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00 yrBep:kaenun [lpaBui HaauIeRaled NPaKTUKU (papMaKOHAA30pa
EBpa3uiicKoro 3K0HOMHUY€CKOI0 COK3a

B coorBerctBuu co crarberr 30 JloroBopa o EBpasuiickoMm
SKOHOMHYECKOM coro3e oT 29 mas 2014 roma, crateeit 12 Cornamenus o
CIMHBIX MPUHITUIIAX U TIpaBUiIaxX 0OpalleHus JIEKapCTBEHHBIX CPECTB B pPaMKax
EBpasuiickoro skoHoMHU4ecKkoro coro3a ot 23 nexadbps 2014 rona, mynkrom 81
npuioxkenuss Ne 1 x Permamenty pa6otel EBpasuiickoil 3KOHOMHYECKOU
KOMUCCHH, YTBEPKIACHHOMY Pemennem Briciiero EBpasniickoro
PKOHOMUYECKOTO coBeTa oT 23 nekadbps 2014 r. Ne 98, u Pemenuem Briciiero
EBpasuiickoro skoHomuueckoro copera oT 23 nmexabps 2014 r. Ne 108 «O
peanuzanuu CornameHds O €IMHBIX TNPUHLUIAX M MpaBUiIax oOpalleHus
JIEKAPCTBEHHBIX CPEICTB B paMKax EBpasMHCKOro 3KOHOMHUYECKOTO COHO3a»
Coget EBpa3niickoii 5KOHOMHUYECKON KOMUCCUHU P € T U J1 :

1. VYrtBepaute npunaraemeie IlpaBuna Haanmexamend IMPaKTUKU
dbapmakonaazopa EBpazuiickoro skoHOMU4ECKOTO coro3a (nanee - [Ipasuna).

2. Hacrosimee Pemenue BecTtynaer B cuity no ucrtedenuun 10 kajieHmapHbIX
JHEN ¢ aarbl BCTymuieHusa B cuily IIpoTtokoina, mognucanHoro 2 nekadps 2015
roma, o mpucoenuHeHun PecnyOnmuku Apmenus k CoOrameHdu0 O €IUHBIX

IIpUHOUIIAX W IIpaBUIIaX O6paI]_[€HI/I$I JICKAapCTBCHHBIX CPCJACTB B paMKax



EBpazuiickoro a3xoHoMuueckoro coro3a ot 23 aekabps 2014 roma, HO He paHee

yeM 1o wuctedeHunn 10 KaJeHJapHBIX JHEHW C Jarhl  O(HUIIMAIBHOTO
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YTBEPXJIEHBI

Pemennem Cosera
EBpa3uiickoil 5KOHOMUYECKOW KOMUCCUH
oT 3 HOs10pst 2016 1. Ne 87

IHPABUJIA
HaUIexkaen npakTuku ¢gapmaxkonaasopa Espasuiickoro
IKOHOMHUYECKOI0 COI03a

1. Onpenenenus

s ueneit Hactosmux IIpaBui UCMONb3yIOTCS MOHSATHUSA, KOTOPHIE
O3HAYaroT CIEAyIONIee:

«Ba)KHasi OTCYTCTByIomias wuHMopmarus» (important missing
information) — 3HauuMMble TPOOENBI B HMEIOIIUXCS 3HAHUIX 00
OTIpeIeJICHHBIX acMeKTax 0e30MacHOCTH JICKAPCTBEHHOTO IpernapaTta WiH
rpyInmax nanueHToB, KOTOPbIM Ha3Ha4aeTCs JIeKapCTBEHHBIN Npenapar;

«BaYKHBIN UJEHTU(PUIUPOBAHHBIN PHUCK», «BAYKHBIN
NOTEHIHAIBHBIN puck» (important identified risk and important potential
risk) — naeHTHDUITMPOBAHHBIN PUCK UK MOTEHIIUAIBHBINA PUCK, KOTOPHIH
MOXXET OKa3aThb BIMAHHE Ha COOTHOILICHHE «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Mpernapara Uil UMETh MOCIEACTBUS JIJIs1 00IIECTBEHHOTO
3J10pPOBbS;

«BanuaAupoBaHHbIM curHam» (validated signal) — curman, s
KOTOPOTO B  TIPOIIECCE€  BBIMNOJHEHUS  BaluJallMd W OLEHKHU
NOATBEPXKIAIOIMIMX  JAHHBIX  YCTAHOBIIEHO,  YTO  HMMEIOLIAsACS
JOKYMEHTAIlMsl JIOCTaTOYHA IS TPEAMNOJIOKEHUS Haluuusg HOBOU

HOTGHHI/IaHBHOﬁ HpI/I‘-II/IHHO—CJIeI[CTBCHHOﬁ CBiA3HM HWJIM HOBOI'O acCIICKTa



U3BECTHOM  B3aMMOCBSI3M  MEXAY  [PUEMOM  T0J03PEBAEMOTO
JIEKapCTBEHHOTO  TMpermapaTta ©  pPa3BUTHEM  HEOJArompusiTHOTO
MOCJENCTBUS W,  CJENOBAaTElbHO,  OMpeleieHa  HEeO0OXOAUMOCTh
OCYIIIECTBJICHUS KOMILJIEKCa JaTbHEUIINX JeUCTBUI MO OIEHKE CUTHAJIA;

«BO3JCHCTBHE, CBS3aHHOE C POJIOM 3aHATUH» (occupational
exposure) — BO3JEHCTBHE JIEKAPCTBEHHOI'O TMperapara, KOTOPOMY
MOJBEPICS YEJIOBEK B pe3yJbTaTe BBIMOJHEHUS MESITEIBHOCTH Kak
npodecCHOHAIBHON, TaK W HE CBSI3aHHOM C TMpodecCuoHaTbHON
NESATEeIbHOCTBIO;

«1aTta OKOHYaHMUs cOopa paHHbIX» (data lock point) — nara
3aBepmieHus CcOOpa JaHHBIX IS BKJIIOYEHUS B TEPHOIAYECKHMA
OOHOBJISIEMBIN OTUET ITO0 0€30IMaCHOCTH;

«JIeSITEIbHOCTh M0 MUHHMH3AIUA pUCKa (MEpPbl TI0 MUHUMU3AIUU
pucka)» (risk minimization activity (risk minimization measure)) —
KOMIUIEKC MEpOIPUATHI, HANpaBISHHBIX Ha TIPEJAOTBpAIICHUE WU
YMEHBIIICHUE BEPOATHOCTH BO3HMKHOBEHHUS HEKEJATEJIbHOM peaKInu,
CBSI3aHHOM C BO3JEHCTBUEM JIEKAPCTBEHHOI'O Ipenapara, Ju00 Ha
YMEHBIIIEHNE CTENeHW TSOKECTH HEKeIaTeIbHOW peakIuu B Cilydae ee
pa3BUTHS;

«3aBepIICHHOE KIMHUYECKoe uccieaoBanue» (completed clinical
trial) — wmcciegoBaHWe, MO KOTOPOMY TOJTOTOBIICH 3aKIIOUUTEIbHBIN
OTYET O KJIMHUISCKOM HCCIICIOBaHUHY;

«3akpbIThlii curHam» (closed signal) — curnan, oleHka KOTOpPOTO
OblJla 3aBepIlieHa B OTYETHBIM IMEPUOJ COCTABJICHHS TEPHOIAYECKOTO
OOHOBIISIEMOT0 OTYETa MO 0€30MaCHOCTH;

«3J0ynoTpedeHne JIeKapCTBEHHBIM TpenapaTom» (abuse of a

medicinal products) — TMOCTOSHHOE WM Pa30BO€ YPE3MEPHOE



ynoTpebiieHne JIeKapCTBEHHOro Mpernapara, KOTOpOE€ COMPOBOXKIAETCS
HEOJAronpusATHBIMU  (PU3HOJOTHUYECKUMHU  WJIM  TICHXOJOTHYCCKUMH
abdexramu;

«uaentuduuupoBanubii puck» (identified risk) — HexenarenbHOE
nocyencTBue (apMakoTepanuv, B OTHOIICHMH KOTOPOTO TMOJYYEHO
aJICKBaTHOE JI0KA3aTEJIhCTBO HAIWYHUS B3aWMOCBSI3U C TI0JI03PEBAEMBIM
JIEKapCTBEHHBIM IpENapaToMm;

«MHAUBUAYATbHOE COOOIIEHNE O HeXKENaTeIbHON peakinu (OTYET O
HEeXeNaTeIbHOW peakiuu (Ha JeKapCcTBeHHBIM mpemnapar))» (individual
case safety report (ICSR) (adverse (drug) reaction report)) —
uHopmals, TepeaaBaeMas B COOTBETCTBHHM C yCTaHOBJICHHBIMU
dbopmoli U conepkaHreM, 00 OJHOW WJIM HECKOJBKHUX I0JI03PEBAEMBIX
HEXEJTATebHBIX PEaKIUIX Ha JIEKAPCTBEHHBIM Ipemnapar, BO3HUKAIOIINX
y OTJIETILHOTO TAIMEeHTAa B ONPEACICHHBI MOMEHT BPEMEHH;

«ACTOYHUKH  TIONYYEHUS  WHAWBUIYAIbHBIX  COOOIICHHWH O
HEXKENaTeIbHBIX PEAKIMSAX JIEKAapCTBEHHOTO TperapaTa IO 3ampocy»
(solicited sources of individual case safety reports) — opranmzoBaHHbIE
CUCTEMBI TIO COOpY JaHHBIX, KOTOPBIE BKIIOYAIOT B CE€OSI KIMHUYECKHE
UCTIBITAaHUS (uccienoBaHusi),  pEECTpHI, MOCTPETUCTPAI[MOHHBIE
IporpaMMbl  MEPCOHATU3UPOBAHHOIO HCIOJIb30BAHUS JIEKAPCTBEHHOTO
npemnapara, JApyrHe€ TNpOrpaMMbl TO TMOJACPKKE TMAlUeHTOB M
MOHUTOPUHTY 3a00JIeBaHUH, OMPOCY MAIMEHTOB WM JICYAIIUX Bpadei
i coop unpopmanuu 00 3PGHEKTUBHOCTH TEPANUK U TPUBEPKEHHOCTH
MAIMEHTOB K JICYEHUIO;

«Ka4ecTBO  cucTemMbl  (apmakoHam3opa»  (quality of a
pharmacovigilance  system) — Bce  XapaKTepUCTUKH  CHUCTEMbI

dbapmakoHa30pa, KOTOPbIE B COOTBETCTBHHM C OILIEHKON BEPOSITHOCTH



NPUBOASAT K  pe3yJbTaraM, COOTBETCTBYIOIIUM  IIEISM  CHUCTEMBI
dbapmakoHaI30pa;

«KIuHHYecKoe — mccaemoBanme»  (clinical  trial  (study)) —
KJIMHAYECKOE M3Yy4YeHHUE, YJOBIETBOpPSIONIEe XOTS Obl OJHOMY U3
CJIEIYIOLIUX YCIOBUM:

HAa3HAUYCHHE CYOBEKTYy KIMHHUYECKOTO W3YyYCHHUS KOHKPETHOMU
TEepaneBTUUECKOM CTpaTeTruu (BMENIATEIbCTBA) MTPOUCXOIUT 3apaHee U He
ABJISIETCS PYTUHHOM KJIMHUYECKON MPaKTUKON (TO €CTh MIA0JIOHHBIMU
(OMHOTUITHBIMH) MEIUIIMHCKUMH JTHATHOCTUYCCKUMH U JICYCOHBIMU
IpoIeaypamMu, TEXHOJOTHSMH  WJIW  MEPONPUATHIMHU,  KOTOPHIE
BBITIOJTHSIFOTCS JJISI JAHHOM TPYIIBl TAIMEHTOB WJIM JAHHOTO CTaHIapTa
OKa3aHWs MEJIUIMHCKON MOMOIIM) B rOCyAapcTBe — wieHe EBpa3uiickoro
SKOHOMHUYECKOTO  COI03a, HCCIEIOBATEIbCKUE  LEHTPhl  KOTOPOTO
MPUHUMAIOT YYacTHE B JAHHOM KIMHUYECKOM H3yUCHHH,

pelIeHre 0 Ha3HAYEHUHU MCCIIeyeMOTro JIEKapCTBEHHOIO Ipenapara
NPUHUMACTCS COBMECTHO C PEIICHHEM O BKIIOYCHHUH CyObeKTa B
KIIMHAYECKOE N3yUCHHE;

CyOBeKTaM KIMHUYECKOTO M3YUEHUs, TIOMUMO MPOIEAYyp PyTHHHOM
KIIMHAYECKOW TIPAKTUKH, BBITIOJHSIOTCS JIOMOJHUTEIBHBIE TMPOIEAYPHI
JAVMArHOCTUKHU WJIM MOHUTOPHUHTA;

«KOHTPOJh W O0ECTICYeHHE KadecTBAa CHCTEMBI (hapMaKOHAI30par»
(quality control and assurance) — MOHUTOPHHT, OIIEHKA, OOECIICUCHHUE
3¢ (PEKTUBHOCTU U COOTBETCTBUSI CTPYKTYPHBIX 3JIEMEHTOB M IMPOIIECCOB
CUCTEMBI (hapMaKOHa[30pa YCTAHOBJICHHBIM TPEOOBAHUSIM;

«iekapcTBeHHOe cpenctBo» (medicinal product)» — cpenctso,
npejacTasisioniee codoi b0 conepxkaliee BEIIECTBO UM KOMOMHAIIUIO

BEIIIECTB, MpEeAHA3HAYCHHBIE Ui JIeUeHUs], MPO(UIAKTUKU 3a00JIeBaHUN



YeJIOBeKa  WJIM  BOCCTAHOBJICHWS, KOPPEKIMA WIM  HW3MEHCHHUS
¢duzmonoruueckux  QPyHKIUNA  MOCPENCTBOM  (PapMaKOJIOTHYECKOTO,
UMMYHOJIOTHYECKOTO JIMOO METa0OJMYEeCKOTO BO3ACHCTBUS WM IS
JIMArHOCTUKU 3a00JIEBAaHUN U COCTOSIHUS YEJIOBEKa,;

«IekapcTBeHHbIN mnpemnapat» (drug, remedy) — ekapCTBEHHOE
CPEICTBO B BHJIE JICKAPCTBEHHOW (HOPMBI, BCTYIAIOIIEe B KOHTAKT C
OpraHU3MOM YEJIOBEKA;

«macTtep-daiin CUCTEMBI dapmakoHaa30pa, MOCD»
(pharmacovigilance system master file (PSMF)) — nonpo6Hoe omnucanue
CUCTEMBI dbapmakoHa30pa, IpUMEHsIEeMON JepKaresneM
PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS B OTHOIICHUH JAaHHBIX 00 OTHOM WJIH
HECKOJIbKUX 3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIpemaparax;

«MEXTYHApOTHAS narta 0/100peHus pa3pabarbiBaeMOro
nekapcTBeHHoro npenapatra, MJIOPJICy» (development international birth
date (DIBD)) — nata nepBoro oa00peHus (MM aBTOPU3AIlMN ) IPOBEICHUS
WHTEPBEHIIMOHHOTO KJIMHUYECKOTO HCCJIEAOBaHUS B JIO00M W3 CTpaH
MUpa;

«MeXIayHapoaHas aata peructparuu, MJIP» (international birth
date (IBD)) — nara nepBoii peructpanuu (0J00peHHs] K PUMEHEHUIO) B
T000M  CcTpaHe MHUpa JIGKAPCTBEHHOTO IIperapara, CoJepiKaIiero
OTIpe/IeJICHHOE ICUCTBYIOIIEE BEIIECTBO;

«HaJJIekalmas  npaktuka — gapmakonaazopa, HII®»  (Good
Pharmacovigilance practices (GVP)) — pykoBOJCTBO MO OCYIIIECTBICHUIO
dapmakoHam3opa B rocyjaapctBax —  wieHax  EBpasuiickoro
YKOHOMHUYECKOTO COI03a;

«HEexenaTeabHas peakius» (adverse reaction) — HenpeIHaMEepEeHHas!

HG6J’IaFOHpI/I§ITHaH peaknusda oOpraHu3ma, CBA3daHHAdA C IIPHMCHCHHUCM



JIEKapCTBEHHOTO  (HWCCIIEIyeMOT0) TIpemapara | Mpearojararonias
HaJU4he, Kak MHHHUMYM, BO3MOXXHOM B3aWMOCBSI3U C TPUMEHEHHEM
IIOJI03PEBAEMOTO JIEKapCTBEHHOT'O (ucciemyemoro) npernapara.
HexenarenpHble  peakiMd MOTYT BO3HUKATh TIPH  MPUMEHEHHUH
JICKapCTBEHHOTO TIpermapaTta B COOTBETCTBUU C OJIOOpEHHOH oOmei
XapaKTEPUCTUKON JIEKAPCTBEHHOTO TIperapara WIH HHCTPYKIIUEH I10
MEIUITMHCKOMY TTPUMEHEHHIO WIIM C WX HAapyIIeHUEM OO B pPe3ysibTaTe
BO3JICUCTBUS, CBA3AHHOTO C pojoM 3aHsaTui. Cioydyan NPUMEHEHHS C
HapylIeHHeM OOIel XapaKTepUCTHKHU JIEKApCTBEHHOTO Mpernapara WiH
WHCTPYKIIMM 110 MEAWIMHCKOMY MPUMEHEHUIO BKJIIOYAIOT B CeOs
NpUMEHEHHe, HE COOTBETCTBYIONIEE OOINCH XapaKTEPUCTHUKE WIIH
WHCTPYKIIMW,  TEPEJO3UPOBKY,  3JIOYMOTPEOSICHHEe,  HENPaBUIHHOE
yHnoTpeOJICHNE U METUIIMHCKHUE OIHOKY;

«HeXenarenpHOoe  ABieHWe»  (adverse  event) —  mro0oe
HEOJAronpusiTHOE W3MEHEHHWE B COCTOSHUU 370pOBbS TAllUCHTAa WIH
CyObeKTa  KIMHUYECKOTO  MCCIICIOBAaHUS, KOTOPOMY  Ha3HayaycCs
JICKapCTBEHHBINA (MCCIIeyeMblii) mpernapar, He3aBUCHUMO OT MPUYHHHO-
CIICICTBEHHOW CBSI3W C €ro TNpUMEHeHHWeM. HekenaTenpbHOE SBIICHHE
MOXET  MpPEeACTaBIAThH  CcO00M  J00oe  HeOmarompusiTHoe |
HeMpeAHaMEpeHHOoe  U3MeHeHue (B TOM  4YHCJI€  OTKJIOHEHHE
7a00paTOpPHOrO TMOKa3aTeNisi OT HOPMBI), CHUMIITOM WM 3a0oJieBaHUE,
BpEMSI BOSHUKHOBEHUSI KOTOPHIX HE MCKITIOUAET MPUIMHHO-CIICICTBEHHOM
CBSI3U C TIPUMEHEHUEM JICKapCTBEHHOTO Tperapara, BHE 3aBUCUMOCTH OT
HAJIUYHS WIA OTCYTCTBHS B3aHMMOCBSI3H C IPUMEHEHHUEM JIEKApCTBEHHOTO
nperapara;

«HEUHTEPBEHIIMOHHOE HCCieoBaHue» (non-interventional studies)

— HCCIICAOBAHNC, KOTOPOC COOTBCTCTBYCT CIACAYIOIIUM YCIIOBHUAM:



JIEKapCTBEHHBIN MpenapaT Ha3HA4aeTcsi B COOTBETCTBUM C OOIIEH
XapaKTEPUCTUKOM JIEKapCTBEHHOIO Iperapara;

pelIeHue O HAa3HAYEHUU NALWEHTY OINPEIEICHHOIO JICUCHHS HE
IIPUHUMAETCA 3apaHee COIIACHO MPOTOKOIIY UCCIEN0BAaHUsS, HO pPyTUHHOM
KIIMHUYECKOW MPAKTUKE, U HA3HAYEHHUE JICKAPCTBEHHOTO IMPENapaTa Y€TKO
OTJIEJIEHO OT PEIICHUS O BKIIOUEHUH MallUEHTa B UCCIIEI0BAHMUE;

K MAaldEeHTaM HE MPUMEHAIOTCA KaKue-IHO0O JIONOIHUTEIbHBIC
IUArHOCTUYECKUE WM KOHTPOJIBHBIE MPOUEAYpbl, a JJIs aHaln3a
MOJIYYEHHBIX JAHHBIX UCIOJIB3YIOTCS AMUAEMHUOIOIMYECKUE METOBI.

HevnHTepBEeHIIMOHHBIE NCCIEN0BAHUS ONIPEACIIAIOTCS IPUMEHIEMbIM
METOAOJOTHYECKUM  TOJAXOJOM, a  HE  HAYYHbIMU  LEJSIMHU.
HeunTepBeHIIMOHHBIE HCCIIEOBaHUS BKJIIOYAIOT B ce0sd MCCIEIOBAHMS
0a3pl JaHHBIX WA MEPECMOTP MEIUIMHCKUX KapT, B KOTOPBIX YXKe
OMKCaHbl BCE pacCMaTpUBaeMble SIBIIEHHUS (B YACTHOCTH MCCIIEIOBAHUS
«CITy4ail — KOHTPOJIb), IEPEKPECTHBIE U KOTOPTHBIE UCCIIEIOBAHNA).
HenHTEepBEHIIMOHHBIE  HUCCJEJIOBAHUS TaKXe€ BKIIOYAIOT B  ceOs
UCCIICIOBAHUS, [MOJpa3yMeBaloIIMe CcOOp MEPBUYHBIX JaHHBIX (B
YaCTHOCTH IPOCIIEKTUBHBIE HEWMHTEPBEHLWOHHBIE HWCCIEAOBaHUSA MU
peecTpbl, B KOTOPBIX (DUKCUPYIOTCS IOJYyYEHHbIE JaHHbIE PYTUHHOIO
Je4eOHOr0 MPOIECcca), MPU BBHIMOTHEHUH BBIIIEU3TI0KEHHBIX YCIOBU.

B n1aHHOM KOHTEKCTE€ MOTYT HPOBOJHUTHCS WHTEPBBIO, OMPOCHI H
OTOMPATHCS MMPOOBI KPOBU B paMKax OOBIYHON KIIMHUYECKOU MPAKTUKHU;

«HEeNpaBWIbHOE TMpPUMEHEHHE» (misuse) — HaMEpEeHHOe W
HEHAJJIe)KAIllee MPUMEHEHHUE JIEKAPCTBEHHOTO IIpernapara, KOTOpPOE HE
COOTBETCTBYET IEHCTBYIOIIEH OOIIEH XapaKTEPUCTHKE JIEKAPCTBEHHOIO
npenapara Wid HHCTPYKLIHHU 110 MEJULIUHCKOMY TPUMEHEHHIO;

«HETpEeNIBUICHHAs HeXelarelnbHas peakmus» (unexpected adverse



reaction) — HEKeJlaTeJIbHas PeaklMs, XapakTep, CTENEeHb TIKECTH WIIU
UCXOJ KOTOpPOW HE COOTBETCTBYET HWH(POPMAIUM, COJCpKAIIEHCS B
AeNCTBYIOIIEH 00IIel XapaKTEePUCTUKE JEKapCTBEHHOTO TMpemnapara JInbo
B Oportope MCCIIETOBATEIIS TSt HE3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOT' 0O IIPENapara;

«HOBBIN uAeHTUPUIUPOBaHHBIN curHam» (newly identified signal) —
CUTHAJI, BIEPBBIC UACHTU(PHUIIMPOBAHHBIN B T€UCHHE OTYETHOTO TMEpPHOa
NEePUOINYECKOr0 OOHOBIISIEMOTO OTYETa M0 0€30MACHOCTH, C YKa3aHUAMHU
JTaJbHEHUIIIMX AEMCTBUM IS €T0 OLICHKH;

«OCHOBHasg  wHpopManus 10  OE30MAaCHOCTH  JIepKaTells
peructpanronnoro yuaocroepenus, OWNBK» (company core safety
information (CCSI)) — wuHdopmanus, uMeEIomas OTHOIIEHUE K
0€30IMacHOCTH JIEKAPCTBEHHOTO IIpernapara, CoAepXKallasics B IMEpEeuHe
OCHOBHBIX  JIAaHHBIX O JIEKQpCTBEHHOM  MOpemnapare  JAepKaTens
PETUCTPALIMOHHOTO  YJIOCTOBEPEHHS]  JIEKAPCTBEHHOTO  Ipernapara,
pazpaboTaHHass MM M TpeJCTaBiseMas MO €ro 3asBICHUIO B
YIIOJTHOMOYEHHBIE  OpraHbl TrOCyJapcTB — 4ieHOB EBpaszuiickoro
SKOHOMHMYECKOTO0 COI03a, Ha PBIHKAX KOTOPBIX pEaTu3yeTcsl JAaHHBIN
JIEKapCTBEHHBIM mpemnapaTr, 3a MCKIIOUYEHUEM CIIy4aeB, KOrja B
uHDOpMAIlMIO  BHOCSATCA  WM3MEHEHHUS 1O  TpPeOOBAHUIO  ATUX
ynosHoMoueHHbIX opraHoB. OMBK mpexacrasnser coboil nHbOpMaILUiO
CIIPAaBOYHOI'O XapakTepa, KOTopas ONpeessieT CTaTyC NEPEUUCICHHBIX U
HETIEPEUNCIICHHBIX HEXKEJIAaTeNIbHBIX pPEaKIuid ¢ 1eJIbI0 COCTaBJICHUS
MEPUOIUYECKOTO OOHOBJISIEMOTO oTyera 1o 0€30MacHOCTH
JIEKapCTBEHHOIO TMperapara, HO HE ONpEeAeNsieT OXUJAeMble U
HEOXKMIAHHBIE HEKEJIATeNIbHbIE PEaKIUU ISl BBIMOJHEHUS TpeOOBaHMIA

M0 HE3aMCINTCIbHOMY IPCACTABICHHUIO COO6HI€HI/II>'I O HCXKCIIAaTCIBbHBIX



peaKmusx;

«OTCYTCTBYIOIIAsA HHPopManus» (missing information) — He1OCTaTOK
CBEJIEHHN TI0 OEe30MacHOCTH WM 00 OCOOCHHOCTSIX MPUMEHEHHUS
JIEKapCTBEHHOTO Mpernapara y onpeIeJICHHbIX TPYIIN Malli€HTOB, KOTOPbIE
MOTYT SIBIIATHCS] KITIMHUYECKH 3HAYUMBIMU;

«oTyeT 1O 0€30MacHOCTH pa3pabdaThIBAEMOIo JIEKAPCTBEHHOTO
npemnapara, POOb» (development safety update report (DSUR)) —
NEePUOINYECKU OOHOBIIIEMBIM OTYET MO OE30MaCHOCTH JIEKAPCTBEHHOTO
nperapara, HaXOAsIIerocs B pa3paboTke;

«omurbKka TPUMEHEHHs! JIEKapCTBEHHOro mpenaparay (medication
error)» — Jro0as HenmpeaHaMEpeHHasi OIIMOKa pabOTHHUKA CHCTEMBbI
3IpaBOOXpPAHCHHUs], TTAIMEHTa WJIA TIOTPEOUTENS B HA3HAYCHHH, OTITYCKE,
J03UPOBKE, BBEJICHUH WM MPHUEME JIEKApCTBEHHOTO Tpenapara;

«mepeno3upoBkay (overdose) — TPUMEHEHUE JIEKAPCTBEHHOI'O
npenapara 3a 1 mpueM JuO0 B TEUYCHHE JHS B KOJMYECTBE, KOTOPOE
MPEBBINIACT PEKOMEHAYEMYID MaKCUMaJIbHYI0 CyYTOYHYIO JI03y B
COOTBETCTBUU Cc JNEUCTBYIOLIEH oO1ei XapaKTEPUCTUKOU
JIEKapCTBEHHOTO TIpernapara. YUYHUTHIBACTCS TakKe KyMYJISTHUBHBIM
3¢ (exT, CBA3aHHBIN C EPET03UPOBKOIL;

«TepeyeHb OCHOBHBIX JIaHHBIX O JIEKAPCTBEHHOM IIpemnapare
nepkatens: peructpaunonHoro ypocrosepenus, [II0JJICy» (company core
data sheet (CCDS)) — nokymeHT, pa3paboTaHHBIM JepiKaTesieMm
PETHCTPAIIMOHHOTO  YJIOCTOBEPEHUSI  JIGKQPCTBEHHOTO  Iperapara,
cojepKamuil Hapsaay ¢ uHbopManmed 1o 0e30macHOCTH MaTepual,
UMCIOIIMK OTHOIICHHWE K YyKa3aHWUSAM [0 TPUMEHEHHIO, JIO3MPOBKE,
(bapMaKoJIOTUUYECKUM CBOMCTBAM, U APYTYI0 HHPOPMAIIHMIO, KACAIOIIYIOCS

JICKapCTBEHHOTO TPerapara;



«mepuoandeckuii oOHoBIsIEMbIN oT4eT no Oe3onacHoctu, [IOOby
(periodic safety update report (PSUR)) — oruer mns mpeacTaBiICHHS
OIICHKHA COOTHOIICHMS «IOJIb3a — PHUCK» JICKAPCTBEHHOI'O IIperapara
JepKaTelieM  PEeTUCTPAIMOHHOTO  YJOCTOBEPEHMsI  JIEKAPCTBEHHOTO
mpenapara B ONpPEACNICHHBIH  IMEpUoJ  BpPEeMEHH B TCUCHHE
MOCTPETUCTPAIMOHHOTO dTana;

«TJIaH yTpaBlieHus puckamm» (risk management plan) — mogpo6Hoe
OTMCAaHUE CUCTEMBI yIIPaBJICHUS PUCKAMU;

(TOCTPETUCTPAIIMOHHOE HcclienoBanue Oe3omacHoctd, [IPUBy
(post- authorisation safety study (PASS)) — wumccnenoBanue, mmeroriee
OTHOIIIEHWE K 3aperucTPUPOBAaHHOMY JIGKAPCTBEHHOMY IIpernapary,
NPOBEACHHOE C  IIEIbI0  OMpENCNICHUs,  XapaKTEePUCTHUKA WU
KOJTMYECTBEHHONW OIIGHKH YIPO3bl 0OE€30MacHOCTH, MOATBEPIKICHUS
npoduns 0€30MacHOCTH JICKAPCTBEHHOrO TMpernapara WId  OIEHKHU
b (pexTUBHOCTU Mep MO ympaBieHUIO0 puckamu. [locTperucrpanmoHHoe
UcclieIoBaHUE  0€30MacCHOCTH  MOXKET  ObITh  MHTEPBEHIIMOHHBIM
KIMHAYECKUM  HCCIICIOBAHWEM WM  MOXXET  IIPOBOJIUTHCS  Kak
HCCJIe0BaHNE HAOIIOAATEIPHOTO HEMHTEPBEHIITMOHHOTO IN3aliHa;

«TIOTEHIMANIbHBIM  puCcK»  (potential risk) — HexenarenbHOE
nociencTeue ¢GapMakoTepanid, B OTHOIIEHWH KOTOPOTO HMMEIOTCS
OCHOBaHMS JJIs TIOJIO3PECHUI HA HAJIMYHUE B3aUMOCBS3HU C JIEKAPCTBEHHBIM
npenapaToM, OJHAKO JlaHHAs B3aWMOCBS3b HaJJIeKalllUM 00pa3oM He
ObLJI1a TOTBEPIK/ICHA,

«TOTpeOUTENH» (consumer) — JUI0, HE SABJSIOIIEECS PaOOTHUKOM
CHUCTEMBI 3PABOOXPAHCHUS, HANpUMEp, MAIMEHT, aJBOKAT, APYT WIH
POJICTBEHHUK (POJUTENH), peOCHOK MallUeHTa;

«IpUMEHeHHe «BHE HWHCTpykiun» (off-label) — wamepenHoe



NPUMEHEHUE JIEKapCTBEHHOr0 Mpernapara ¢ MEIUWLMHCKON IeNIbl0 HE B
COOTBETCTBUHU C OOIIEH XapaKTepUCTUKOW JICKAPCTBEHHOTO IIperapara
WJIM UHCTPYKITUEH 110 MEIUIIMHCKOMY MPUMEHEHHUIO;

«mpobnema 10 Oe3omacHocTH» (safety concern) — BaKHBIU
UICHTUDUIIMPYEMBIN PUCK, BOXXHBIM MOTEHIIMATBHBIN PUCK WM BaKHAS
OTCYTCTBYIOILIAsi HH(POPMALIHS;

«TpojoJIKaroleecs KIMHAYECKoe uccienoBanue» (ongoing clinical
trail) — uccnenoBanue, B KOTOPOE HAYAIOCh BKIIOUEHUE MAIIUEHTOB, JIMOO
KOTOpPOE MPOBOJUTCS HA TEKYIIUI MOMEHT BPEMEHH, JIUOO MO KOTOPOMY
3aBEPILEH aHAIU3, HO PUHATBLHOTO OTYETa O KIMHUYECKOM HCCIICIOBAHUU
HE UMEETCS;

«PHCKH, CBSI3aHHBIE C MPUMEHEHHUEM JIEKAPCTBEHHOIO Mpernapara
(risks related to use of a medicinal product) — pucku, cBsI3aHHBIE C
KaueCcTBOM, 0€30MacHOCThI0 WU A(P(HEKTUBHOCTHIO JIEKAPCTBEHHOTO
npenapara mo OTHOLIECHHUIO K 3/I0POBBIO MAI[MEHTOB WJIM HACEJICHHS WJIU
BEIIyIINE K HEXKENATEIIbHOMY BO3JIEUCTBUIO HAa OKPYKAIOLIYIO CPENY;

«Cepbe3Has HeXenaTelbHas peakius» (serious adverse reaction) —
HEXKeNaTelbHasi peakius, KOTopas MPUBOJUT K CMEPTH, MPEJICTABISAET
yIpo3y JUisl SKU3HU, TpeOyeT TOoCHUTAIN3allud TMallieHTa Wi ee
[IPOJUJICHM, IIPUBOJUAT K CTOMKOMN 160 BBIPAKECHHOU
HETPYJIOCIIOCOOHOCTH WJIM MHBAIUAHOCTHU, K BPOXKICHHBIM aHOMAJIMSIM
WM TIOpOKaM pa3BUTHSA, TPeOyeT MEIMIIMHCKOTO BMEIIATEIhCTBA IS
NPEJOTBPALICHUS]  Pa3BUTUA  MEPEUYUCIEHHBIX  COCTOsHUU. JIroOas
HelpeaHaMepeHHasl Mojo3peBaeMas Iepefaya WHQPEKIHMOHHOIO areHTa
4yepe3  JIEKapCTBEHHBIM  MpemapaT TakXe CUYUTAeTCsl  CEepPhEe3HOM
HE)KEJIATEIbHOU peakIuen;

«curHam» (signal) — mHbOpMaIUs, MOCTynaomas OT OJHOTO WU



HECKOJIbKMX HWCTOYHUKOB, KOTOpasi TMpearnojiaraéT HaJIudyhe HOBOM
MOTEHIIMAIIBHON TPUYUHHO-CIEACTBEHHON CBS3W WM HOBOTO AacIeKTa
W3BECTHOM  B3aUMOCBSI3M  MEXIY  BO3JCUCTBHUEM  JIEKAPCTBEHHOIO
mpernapara W HEXeJaTeJIbHBIM  SBJIGHHEM WJIHW  COBOKYITHOCTHIO
B3aMMOCBSI3aHHBIX ~ HEXEJaTeIbHBIX  SIBJICHUH, OIlCHUBaeMas  Kak
J0CTaTOYHAs I JadbHEeUIMX AeHCTBUN Mo Bepudukanuu curaaina. Kak
MpaBWIO, JJisl TEHEPUPOBAHUS CUTHAJIA TpeOyerca Oonee | eIMHUYHOTO
COOOIIIEHUSI B 3aBUCUMOCTH OT CEPhE3HOCTU HEKENATEIbHOTO SIBICHUS U
KadecTBa UH(POPMAIIUH;

«CUTHaJ, IO KOTOPOMY BBITIONIHsIETCST paboTa» (ongoing signal) —
CUTHAJI, KOTOPHIA ObUT BBISIBJIEH JI0 OTYETHOIO MEPUOJIa TIEPUOJUYECKOTO
OOHOBJIIEMOI0 OTYETa IO OE30MaCHOCTHM W Ha JIaTy OKOHYaHMs cOopa
JAHHBIX HAXOJMUJICS B MIPOIIECCE OLICHKHU;

«cucTeMa KayecTBa cuctembl papmakoHaazopa» (quality system of
a pharmacovigilance system) — opraHu3alnMOHHasi CTPYKTypa,
O0SI3aHHOCTH,  TPOLIEAYPHI, TPOIECCHl U  PECcypchl  CHUCTEMBI
dbapMakoHaa30pa, BKJIOYas HaJUIeKallee yOpaBJI€HHE pecypcami,
JTOKYMEHTAIlMe U COOTBETCTBUE HOPMAaM PETYJIUPOBAHUS;

«cucTeMa yIpaBlIeHUsT pUcKamMu» (risk management system) —
KOMIUIEKC  JeWCTBUM W Mepomnpustuii 1o  (dapMakoHaI30py,
HaIpaBJICHHBIX Ha BBISBIICHUE, XapPaKTEPUCTUKY, MPEAOTBpAIlleHUE WU
MUHUMU3AIMI0 PUCKOB, CBSI3aHHBIX C JICKAPCTBEHHBIMHU Iperaparami,
BKJIIOYass  OLEHKY  A(MQPEKTUBHOCTH  JIaHHBIX  MEpPOINPHUATHH U
JESATEeNbHOCTH;

«cucrteMa  ¢dapmakoHaazopa» (pharmacovigilance system) —
cucrema, OopraHuzyemas JepKaTeIsIMU pEruCTPallMOHHBIX

y,Z[OCTOBepeHI/Iﬁ JCKAPpCTBCHHLBIX IIpCIIaparoB MW YIIOJHOMOYCHHBIMHU



OpraHaMy rocyJapcTB — 4J€HOB EBpa3suiiCKOro 3KOHOMUYECKOI'0 COHO3a
JUISL  BBITIOJHEHUS] 3ajlady U o0sA3aHHOCTEW 10 (hapMakoHAI30pYy,
npeaHa3HaueHHas JJId  KOHTPOJsS  O€30MacHOCTH  JIEKAPCTBEHHBIX
npenapaTroB, CBOEBPEMEHHOTO BBISIBICHUS BCEX HM3MEHEHHU B OIIEHKE
COOTHOIIEHUS «I10JIb3a — PUCK» JIEKAPCTBEHHBIX MIPENapaToB, pa3padoTKu
U BHEIPEHHUS Mep MO OOECHNEeUECHUI0 TPUMEHEHUS JIEKapCTBEHHBIX
MpenapaToB MPHU MPEBBIIICHUU MTOIb3bl HAJl PUCKOM;

«COOTHOIIIEHUE «I0Jib3a — pUCK» (risk-benefit balance) — ouenka
MOJIOKUTENIBHBIX ~ TepaneBTUYECKUX  3G(PEKTOB  JIEKapCTBEHHOTO
npernapara no OTHOIICHUIO K PUCKaM, CBSI3aHHBIM C €r0 NMPUMEHEHHEM
(moHsATHE pHCKAa BKIIOYAET JIFOOOM PHCK, CBSI3aHHBIM C KayeCTBOM,
06e30macHOCThI0 WIH A(PHEKTUBHOCTHIO JIEKAPCTBEHHOTO IMpernapara o
OTHOUIEHUIO K 3/TOPOBbIO MAIMEHTA WU HACEJICHUS);

«CTIOHTAHHOE COOOIeHne (CTIOHTAaHHOE M3BEIIeHHUE)» (spontaneous
report (spontaneous notification)) — noOpoBoIbHAS MIepeaada pabOTHUKOM
cdepbl 3/[paBOOXpaHEHUs WIN MOTPEOUTENIEM YITOJTHOMOUYEHHOMY OpraHy
rocyJlapctBa — wieHa EBpa3uiickoro 5KOHOMHYECKOT0 COr03a, JEPKATEII0
PETUCTPALIMOHHOTO YJOCTOBEPEHHUSI JIEKApCTBEHHOTO Ipenapara Wid
IpPYroy YIOJIHOMOYEHHOW opraHu3auuu (B ToM uyucie BcemupHoi
OpraHu3aluu 3/IpaBOOXPAHEHUS, PErMOHAIILHBIM [EHTpam
dbapMakoHa30pa, TOKCHUKOJIOTHUYECKUM IIEHTpaM) JaHHBIX, KOTOpPBIE
COJIEpKAT OMUCAHUE OJHOW WJIM HECKOJBKUX HEXKEJIATECIbHBIX PEaKIuil y
MalyveHTa, TMPUHUMABIIETO OJIMH WM HECKOJbKO JIEKapCTBEHHBIX
npenaparoB, W KOTOpPhlE HE OBUIM TMOJY4Y€Hbl B XOJI€ MPOBEICHUS
KJIIMHUYECKOTO  HCCIEOBAaHUA WJIM TNPUMEHEHHS HMHOrO0 MeToja
OpraHU30BaHHOTO COOpa JIAHHBIX;

«crnpaBoyHas uWH(opManus 10 O0€30MacHOCTH JIEKAPCTBEHHOTO



npemnapara» (reference safety information) — undopmarus, BKJItoueHHas B
OCHOBHYIO MH(pOpMaIUIO 1o 0€301MacHOCTH nepKaTens
PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO MIPENapara;

«CYIIIECTBEHHbIE ~ W3MEHEHUS IMOKa3aHUH K  MEAUIMHCKOMY
npuMeHeHuto» (significant change in indication) — u3MeHeHUs1 MOKa3aHUI
K MPUMEHEHHUI0, KOTOPhIE BKIIOYAIOT B ce0s M3MEHEHHE DPa3peIIeHHBIX
MOKa3aHUW K MPUMEHEHUIO JIEKApCTBEHHOTO Ipemnapara, Mpu KOTOPOM
HOBas IiejieBas TMOMYJSALUS CYIIECTBEHHO OTJIMYaeTcsl OT TOM, IS
KOTOPOU MepBOHAYAIBHO ObUIO pa3pelieH0 MPUMEHEHHUE JIEKaPCTBEHHOTO
mpernapara, BKIIYEHHE HOBOTO HO30JIOTMYECKOTO TMOKa3aHus K
MPUMEHEHNI0, HOBOM BO3PACTHOM TpyMIbl (HApUMEp, MeANATPUUECKHUE
MOKa3aHusl), U3MEHEHUE CTETICHH TSKECTHU MOKa3aHUs OT 00Jiee TSKEIOro
COCTOSIHMSI K MEHEE TSKEJIOMY, MEepexXo]l OT BTOPOW JIMHUM TEpamuu K
NMEepBOM JIMHUM U WHBIE HW3MEHEHUS, CYIIECTBEHHO BIUAIONIME Ha
COOTHOIIIEHUE «I0JIb3a — PUCK» JIEKAPCTBEHHOIO Mpenapara;

«TpeboBaHUsA K YpOBHIO KauecTBa» (quality requirements) —
XapakTepUCTUKH CHUCTEMBl Kadye€CTBAa, KOTOPHIE C ONPEAECICHHON
BEPOSITHOCTBHIO MPUBOJAT K JTOCTHUKEHUIO TPeOyeMBbIX pPe3yJIbTaTOB WM
HeJIeH;

«papmakonagzop» (pharmacovigilance) — BuA JIEATETHHOCTH,
HaIlpaBJIEHHBIN Ha BBISBIICHUE, OLICHKY, TIOHUMAHUE U MPEIOTBpalllCHUE
HEXKeJaTeJbHBIX MOCIEACTBUN MPUMEHEHUS JIEKAPCTBEHHBIX MTPENapaToB;

«1eneBast momyysuus» (target population (treatment) (treatment
population target)) — TaNMEHTHI, KOTOPHIM MOJKET Ha3HAYATHCS
JIEKapCTBEHHBIM TMpemapaT B COOTBETCTBMM C TOKa3aHUSIMU K
PUMEHEHHUIO U POTUBOIIOKA3aHUSIMH, IpeayCMOTPEHHBIMU

AENCTBYIOLIEH 0011Iel XapaKTepUCTUKON JIEKAPCTBEHHOTO Mpernapara.






2. TpeboBaHus K CUCTEME
KauecTBa

2.1. Cucrema
KauyecTBa

2.1.1. Cucrema kadyecTBa SBIISIECTCS HEOTHEMIIEMOM COCTaBIISIONICH
cucteMbl (apmakoHan3opa. CucreMa KadecTBa JOJDKHA OXBAaThIBaTh
OpraHU3alMOHHYI0 CTPYKTYpPY, OO0JIACTH OTBETCTBEHHOCTH, MPOIEAYPHI,
MPOIIECCHl M PECypchl CHCTEMBI (hapMakoHaa3opa. Cucrema KadecTBa
JOJDKHA BKJIIOYAaTh B ce0sl  HaaJiexkallee yIpaBJIeHHE pecypcaMu,
KOHTPOJIb COOTBETCTBUSI TPEOOBAHUSIM 3aKOHOJIATENIbCTBA TOCYAapCTB —
4jieHOB EBpa3uiickoro 3KOHOMHUYECKOTO COr03a (J1ajiee COOTBETCTBEHHO —
rocyjapcrBa-wieHsl, (Co0103) MEXIyHApOJAHBIX JIOTOBOPOB U AaAKTOB,
cocTaBsironux mpapo Coro3a, U yrpaBjieHUE TOKyMEHTAILIUEH.

2.1.2. CucteMa KadecTBa NpeayCMaTPUBACT:

CO3/IaHUE€ CTPYKTYPbl CUCTEMBI U TIJIAHUPOBAHUE UHTETPUPOBAHHBIX
Y COTJIACOBAHHBIX MPOIIECCOB (TIJIaHUPOBAHKUE KaueCTBA);

BBITTOJIHEHUE 3a/1a4 U 00sS3aHHOCTEH CHUCTEMBI KadecTBa (KOHTPOJIb
Ka4yecTBa);

KOHTPOJIb M OLEHKY 3(P(EKTUBHOCTH pabOThl CTPYKTYyp U
MIPOIIECCOB CUCTEMBI KauecTBa (0OecreueHne KauecTna);

KOPPEKTUPOBKY M YJIYUYIIEHHE CTPYKTYPhl U MPOILIECCOB CHCTEMBI
KauecTBa (yJIy4ylIeHUE KauyecTBa).

2.1.3. OOmmMH [endMHA CHCTEMBI KAayecTBA B  CHUCTEME
dhapMakoHaa30pa SIBISIOTC:

BBITIOJTHEHHE TpeOOBaHUN 3aKOHOJATENbCTBA TOCYJIapCTBa-UJICHA,
MEXTyHApOIHBIX JIOTOBOPOB M aKTOB, COCTaBJAOIMMX mpaBo Coro3a, u

o0s13aHHOCTEN 110 (hapMaKOHA30DPY;



MPEIOTBPALICHUE HEXKENATEIbHBIX MOCJIEACTBUM MPUMEHCHUS
3apPEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPaTOB;

oOecrieyeHWe TPUMEHEHUSI JIEKAPCTBEHHBIX MpenapaToB IMpu
IIPEBBILIEHUN TIOJIb3bI HAJ] PUCKOM;

COJICUCTBUE 3allUTE 3/I0POBbS TMALMEHTOB M OOIIECTBEHHOIO

3JI0POBBAI.

2.2. IlpuHUMIIBI HaAJIeKaIEH MPakTUKU hapMaKoHa130pa

2.2.1. Jlns BBINOJHEHUS OONIMX II€JIe KauyecTBa, YKa3aHHBIX B
nyHkTe 2.1.3 Hactosmux [IpaBun, caeayer npuaepKuBaTbCs CICITYIOIIUX
OPUHIUMIIOB TIpU pa3paboOTKe CHUCTEM U TIPOIIECCOB, a TaKXKe IIpH
BBITIOJIHEHUH BCEX 3a71a4 U 00S3aHHOCTEMH:

oOecrieueHue YAOBJIETBOPEHUS TpeboBaHUM NalMEeHTOB,
MEJIUIIMHCKUX pPaOOTHUKOB W OOIlecTBa B I1I€JIOM B OTHOIICHUU
0€30MacHOCTH JIEKaPCTBEHHBIX MPENapaToB;

obecnieuenre 3p(HEKTUBHOTO PYKOBOJCTBA MO BHEIPEHUIO CUCTEMBI
KauyecTBa U MOTHUBAIIUM MEPCOHAIIA;

BOBJICUCHHE BCEX COTPYJIHUKOB OpraHu3anuu (MpeanpusiTusi) B
mpolecc  TOANEPKKA  CHUCTEMBI  (hapMakoHaa30pa Ha  ypOBHE
BO3JIO’KEHHBIX Ha HUX 00s3aHHOCTEH;

BOBJICUCHUE BCEX COTPYJHHUKOB OpPraHu3aluu (OpeAnpusiTus) B
MOCTOSIHHBIN MPOIECC MOBBIIICHHS Ka4eCTBa CUCTEMbI (DapMaKOHAA30pa;

OpraHu3alus pecypcHOM 0a3bl M TMOCTABJICHHBIX IEpE]] CUCTEMOM
dbapmakoHa30pa 3a/1a4 B PopMe CTPYKTYP M MPOIECCOB TAKUM 00pazom,
4TOOBI OOEcTeuYrBaTh AKTUBHYIO, COOTBETCTBYIOIIYIO YPOBHIO pHCKa,
HETMPEPHIBHYIO paboTy 10 hapMaKOHA30pPY;

YU4€T M OICHKa BCCX HMMCIOMIMECA MOOKa3aTCJIIbHBIX AdHHBIX O



COOTHOLIECHUM «II0JIb3a — PUCK». [l NMpUHATUSA JalbHEHIINX PELIeHUN
JOJDKHBI PACCMATpPUBATHCA M OLICHUBATHCA BCE JAaHHBIC, KOTOPBIE MOTYT
OKa3aTb BJIMSAHHE Ha [JAHHOE€ COOTHOLICHUWE U  IPUMEHEHHE
JIEKapCTBEHHOI0 IIpernapara;

COJICUCTBUE Pa3BUTUIO DPPEKTUBHOTO COTPYIHUYECTBA MEKIY
pa3zpaboTuMKamMu, JAepXkKaTelIMU PEruCTPAlMOHHBIX YJIOCTOBEPEHUMN
JIEKQPCTBEHHBIX IPENAPATOB, YIOJHOMOUYEHHBIMU OpraHaMH rOCyAapCTB-
YJICHOB, YUPEXKICHUSAMH 3/IPaBOOXPAHEHHUs], TAIUEHTAMU, MEAULINHCKAMH
paboTHHUKaMHU, Hay4YHBIMU OpraHU3aLHsIMA 51 IPYTHUMHU
3aMHTEPECOBAHHBIMU CTOPOHAMHU B COOTBETCTBUHU C 3aKOHOJATEIBCTBOM

rOCy/1apCTB-WICHOB.
2.3. OTBETCTBEHHBIE 32 CUCTEMY KaueCTBA

2.3.1. 3a oOecrieuenne paboOTHl cHCTEMBI (papmakoHaa30pa B
COOTBETCTBUM € TpeOOBaHMSIMH K CHCTEME KadecTBa  HECYT
OTBETCTBEHHOCTb BCE€ CIEIUAIUCTBI, BBINOJHSOIMIME paboOTy 0
OpraHu3allii CUCTeMbI kKadyecTBa. HeoOxoauMo o0ecneyuTh CUCTEMHBIN
MOAXOJl K BHEAPEHUIO U TMOJJCPHKAHUIO CHCTEMBI KadyecTBa Ha
HaJyIekalleM ypoBHe. Opranuzanus J0JKHAa OO€CleuduTh JOCTaTOYHOE
KOJIMYECTBO KOMIIETEHTHBIX U OOYYEHHBIX CIICI[MATUCTOB, HMEIOIINUX
COOTBETCTBYIOITYIO MPOGECCUOHATBHYIO TMOJATOTOBKY, JJIS BBIMOJHEHUS
TpedyeMoro oobeMa padoT 1o ¢hapMaKoOHa30py HaA HAJIJIEKAIEM YPOBHE.

2.3.2. PykoBOAMTENSIMH OpTraHU3AIMU JOJKEH OBITh oOecreueH
CUCTEMHBI MOIX0A K oOecnedeHuio KadectBa. PykoBoaurtenu
OpraHu3alii B paMKax BBIMOJHEHUS (PYHKUUA 1O OOECHEeYEHUIo
CHUCTEMHOTO TOX0/Ia HECYT OTBETCTBEHHOCTh 3a:

oOecrieueHue AOKYMCHTHUPOBAHUSA CHUCTCMBI KadycCTBa B



COOTBETCTBHUU C TpeOOBaHUSIMU HacTosuX [IpaBui;

oOecrieyeHre HaJIJIe)kKaIero KOHTPOJISI U JIOKYMEHTUPOBAaHUS BCEX
U3MEHEHUH B cucTeMe (QapmMakoHag3opa M CHCTEME KauecTBa
dhapmakoHa30pa;

o0ecrieueHrue BO3MOXHOCTH O0YUYCHHUS;
oOecrieueHne  TpeOyeMbIMH  pecypcaMu (B TOM  YHCIIE

HEO0OXOIMMBIMU TTOMEIICHUSIMU, 000PYIOBAHUEM U T. 11.);

BBITIOJTHCHHE PETYISPHOM OIICHKH paboTHI CHUCTEMBI
dbapMmakoHa30pa, BKJIIOYAsT HUHTETPUPOBAHHYIO CHCTEMY KadecTBa, C
noaTBepxkaeHueM ee 3bdekTuBHOCTU. IlpH HEOOXOAUMOCTH JIOJKHBI
peaTn30BhIBATHCS KOPPEKTUPOBOUYHBIE U npeaynpeauTeTbHbIC
MEpOTPUSITHS;

obecnieuenre Hammuus 3GPEKTUBHOTO MeEXaHU3Ma peaTu3aluu
COOTBETCTBYIOIIIUX MEpP B Cjydae BBISBICHHUS W3MEHEHUH Mpoduis
0€30MMacHOCTH  pa3pabaThbIBAEMBbIX M BBIITYCKAEMBIX JIEKAPCTBEHHBIX
Mpernaparos;

o0OeclieueHne CBOEBPEMEHHOTO BBISBICHHUS W TPUHITHS TPU
HEOOXOAMMOCTH KOPPEKTUPOBOUHBIX U TPEAYNPEAUTEIbHBIX MEpP B
cllyyae  HecoOJoJeHuss  TpeOOBaHW K  KA4eCTBY  CHUCTEMBI
dbapmakoHaI30pa;

obOecrieyeHre MPOBEICHUS PETYJISPHBIX ayJUTOB CUCTEMBI.

2.4. O0yueHue
nepcoHaa

2.4.1. Bo3MmMoxHOCTH oOOecnieueHus: TpeOyeMoro  KayecTBa
BBITIOJTHEHUSI ~ TPOLIECCOB,  CBSI3aHHBIX € (DapMaKOHAA30pOM, H
MOJIy4aeMbIX pe3yJbTaTOB HEMOCPEJICTBEHHO CBf3aHA C HaJIUYHEM

JOCTATOYHOI'O KOJIHUYCCTBA KOMIICTCHTHOTIO, KBaJ'II/I(bI/ILII/IPOBaHHOFO 151



00y4Y€HHOT0 TIepcoHaia.

2.4.2. B opranuzainuu JA0KEH OBITh pa3paboTaH H  JIOJDKEH
BBITIOJIHATHCSL TUIAH OOYYEHHUs CIHEUUATUCTOB 1O (hapMaKoHaA30py.
OOyueHue JOJKHO BKJIIOYAaTh BBOJHOE OOy4YEHHE M TMOCJIEAYIoIIee
oOyueHHe Ha MPOTSHKEHUU BCEro mepuojaa padoThl B COOTBETCTBUU C
BBITIOJTHSAEMBIMU (PYHKIIUSIMA W TIOCTaBJICHHBIMM 3agadamMu. OOydeHue
JIOJKHO OBITh  HANpaBJICHO HA TMOBBIIIEHHE COOTBETCTBYIOIIUX
npoEeCCHOHANBHBIX HABBIKOB, BHEJIPEHUE HAYYHBIX JIOCTUKEHUU B
MPaKTUKY U BBINOJIHSEMBIE POLEAYPHI, 00€CTIeUeHrEe COOTBETCTBUS BCEX
CHEUUATUCTOB TPEOOBAaHUSAM K KBaIM(PUKALMH, NPOPECCUOHATBHBIM
HaBbIKaM, 3HAHUSIM W TTOHUMAHUIO BBITOJHSIEMBIX MPOIETYP, CBA3AHHBIX
¢ (dapmakoHam3opoM. Bce cmemuanucTel JOKHBI OBITH  OOyYEHBI
BBITIOJTHEHUIO TIPOLIEAYP, TPEAYCMOTPEHHBIX MPHU BBIABICHUN W3MEHEHUIN
npoduist 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB.

2.4.3. JlecTByIOIIIME€ B OpraHU3alldi MPOIIECCHI IO IMPOBEJACHUIO
OoOy4eHUs! JOJHKHBI MPEAyCMAaTPUBATh JIEMEHTHI KOHTPOJIS Pe3yJIbTaToOB
oOyueHUs] TO JIOCTIKEHUI0 TpeOyeMOoro MOHUMAHHUSI W BBINOJHECHUS
byHKIU 110 (hapMaKkoHa30py.

2.4.4. B opranuzanuu TpeOyeTcsl MPOBEICHUE COOTBETCTBYIOIIETO
OoOy4eHHUs] OMpeAeNIeHHbIM acrnekTaM ¢GapMaKoHaI30pa CIEIHAINCTOBR
IPYTUX TOApA3CICHUN, ACATEIbHOCTh KOTOPBIX MOJXKET IOBJIMATH Ha
MOKa3aTesil CUCTEMBbI (papMaKoHaJ30pa M BBINOJHEHUE (YHKIUNA 10
(dbapmakoHa30py. YKa3zaHHas JESATEILHOCTb BKJIOYAET B CEOS B TOM
YHCJIe MPOBEJACHUE KIMHUYECKUX HCCIENOBaHHM, padoTy C >kamobamw,
MNOATOTOBKY MEIUIMHCKOM HHPOpMALMK, MPOAAKY U MAPKETHUHT,
MOATOTOBKY PErUCTPAllMOHHBIX JOKYMEHTOB, IIPABOBBIE BOIPOCHI U

ayuT.



2.5. CpenactBa u obopyioBanue s hapMaKkoHaI30pa

2.5.1. loctrxxenue TpeOyeMOro ypoBHsI KauecTBa OCYIIECTBICHUS
mpoiieccoB (papMakoHaA30pa U MOTYyUYaeMbIX PE3YJIbTATOB CBSA3aHO TAKKE
c o0ecleyeHWEeM  CHCTEeMbl  HEOOXOJWMBIMH  CpPEACTBAMH U
000pyI0BaHUEM, UCIIOIB3YEMBIMHU B 3TUX MPOIIECCaXx.

2.5.2. CpenctBa u 00OpyAOBaHUE JOJKHBI PaCIOaratbcsi, OBITH
CKOHCTPYMPOBAHHBIMU, AJaNTUPOBAHHBIMU M OOCITY>KHBAEMBIMH TaKUM
o0pa3oM, 4TOOBI COOTBETCTBOBAThH MOCTABJICHHOMN IIETU COTJIACHO IEJISIM
kauecTBa B (Qapmakonamzope. CpenctBa, o000pyIOBaHHUE H  UX
(GyHKIIMOHAILHBIE  CBOMCTBA, BOXHBIE I OCYIIECTBIICHHSI
dbapmakonamzopa, oJIeXat COOTBETCTBYIOIIEH MIPOBEPKE,
KBATHM(UKAUMU W (WIW) BaTWJAIMNA JIJIS1 TIOATBEPKACHUS COOTBETCTBUS
npenHa3HaueHHOW wenu. [lms  ompenmeneHus Macmtaba MPOBEPKH,
KBaTH(pUKAITIT WIH BaJIMIAlAN clIeTyeT MCIIOJIb30BaTh
JOKYMEHTHPOBAHHYIO OIEHKY PHCKA. DTOT METOJ YMPAaBICHHUS PUCKAMHU
HEO0OXOAMMO MPUMEHSTH B TEUEHNE BCETO CPOKa IKCILTyaTal[iu CPEJICTB U
000pYIOBaHUS C yUY€TOM TakuX (haKTOpPOB, KaK BIMSHUE HA 0€30MaCHOCTD
MaryeHTa ¥ Ka4ecTBO JAHHBIX, a TaKXKe CII0)KHOCTh COOTBETCTBYIOIIUX

CPEICTB U 000pYJOBaHUS.

2.6. O6ecnieueHue AepKaTEIIMUA PETUCTPAIIMOHHBIX YIOCTOBEPEHHUIM
JIEKapCTBEHHBIX IIPETIapaTOB COOTBETCTBUSI TPEOOBAHUSIM
3aKOHOJIaTeILCTBA TOCYIapCTB-WICHOB, MEXKIYHAPOIHBIX IOTOBOPOB U
aKTOB, COCTABIAIOMINX MpaBo Coro3a
2.6.1. B 1mensx oOecrieueHUs] COOTBETCTBUS TPeOOBAHUSM

3aKOHOAATCIILCTBA TOCYAApCTB-YJICHOB, MCKIAYHAPOIAHBIX IOIOBOPOB M

aKTOB, cocTaBjstomux mnpaBo Coro3a, JAepkKaTeasiMH PErUCTPAIMOHHBIX



YIAOCTOBEPEHUM JIEKAPCTBEHHBIX IPENapaToOB JOJDKHBI BBIMOJHATHCS
MPOIECCHl MO OOECIEYeHUI0 KadyeCcTBa CHUCTEMbI, IEISIMUA KOTOPBIX
SBJISTFOTCSI:

BBIIIOJTHEHWE  TOCTOSSHHOTO ~ MOHMTOPHMHTA  JAHHBIX MO
dbapmakoHa30py, pa3pabOTKa W BHEAPEHHE MEpP MUHUMH3AIUU PUCKA
MIpU OMpEICTICHUN WX HEOOXOAMMOCTH, HaJJIekKalasi OleHKa JaHHBIX IO
0€e30MacCHOCTH BHE 3aBUCUMOCTH OT HCTOYHMKAa HMX TMOJy4eHHUs (co
CTOPOHBI MAIIMEHTOB, MEAUIIMHCKUX U (DapMaleBTUYECKUX PaOOTHUKOB,
OonyOJIMKOBAaHHBIX B MEIMIIMHCKON JUTEpPaType, BBIABICHHBIX B XOJI€
MOCTPErUCTPALMOHHBIX UCCIEOBAaHUMN);

BBITIOJTHEHUE HAay4yHON OILIEHKM Bcell MHboOpMalUuM 1Mo MNpoduiio
0€30IaCHOCTH JIEKapCTBEHHOI'O0 IMpernapara, BKJIouYas HH(GOpPMALUI0 O
HEXKEAaTeNbHBIX PEAKIUAX, PA3BUBIIMXCSA B TOM YUCJIE IPU NIPUMEHEHUU
HE B COOTBETCTBMM C YTBEpPKIECHHON OOIIeH XapaKTepUCTUKOM
JaekapcTBeHHoro mnpemnapara (ganee — OXIJII) unu wHCTpYKUMEH MO
MEJIUIIMHCKOMY TPUMEHEHHUIO0 (JIMCTKOM-BKJIajbIimeM) (manee — HNMII
(JIB));

BBINIOJIHEHHE TPEOOBAaHMN 3aKOHOJATEIBCTBA TOCYJIapCTBA-UJICHA
M0 TMPEJCTABJICHUIO B YIOJHOMOYEHHBIN OpraH rocyjaapcTBa-d4jieHa
uHpOpMaIMi O HEXENAaTeNbHBIX pEaKIUsIX W HUHOW HHOOpMAIMU M0
0€30MacHOCTH JIEKapCTBEHHBIX TpernapartoB. C 1ENbl0 HAJIeKAIIEro
BBITIOJIHEHUS TAaHHOM (PYHKIIMH U O00ecrieyeHus KauecTBa, IEI0CTHOCTU U
MOJIHOTHI MPEJCTAaBIgeMO HHPOpMaLMK, HaJJIeKAIle BalUIalUU
CUTHAJIOB, a TaKXe€ HCKIIYEHUS TyOJIMpOBaHUS COOOIIECHUN TOJKHBI
ObITh pa3paboTaHbl W BHEJIPEHBl COOTBETCTBYIOIIUE CTaHIApPTHBIC
ONeparMOHHbIE TPOLIEAYPHI;

obecrnieueHre >(OPEKTUBHONW B3aUMOCBSI3U C YIIOJIHOMOYEHHBIMU



opraHaMy  TOCYJAapCTB-YI€HOB, BKJIKOYas  HMHPOPMHpPOBAHHE 00
U3MEHEHUAX Mpoduis Oe30MacCHOCTH JIEKApPCTBEHHBIX IpernapaToB MU
HOBBIX pHCKax, Macrtep-¢aiie cuctembl (apMaKoHAA30pa, CHUCTEMBI
yOpPaBJIEHUS PUCKAMHM, MEp MHMHMMM3ALUU PHUCKA, MEPUOJUYECKOTO
OOHOBJIIEMOr0 OTYE€Ta 1O OE30MAaCHOCTH, KOPPEKTHUPOBOUYHBIX U
IpEeAYNPEIUTENBHBIX MEpax, MOCTPETUCTPALIMOHHBIX HCCIEIOBAHUAX 10
0e30IMacHOCTH;

o0OecrieueHne COOTBETCTBHUS HMHGOpPMAIMM O JIEKApPCTBEHHBIX
npenaparax (OXJII, MMII (JIB)) coBpeMEHHOMY YpOBHIO HAay4YHBIX
3HAHMU;

oOecrieueHne  MEOUUMHCKUX  PaOOTHUKOB U TAIMEHTOB

uH(popmanuei mo 6e30nacHOCTH.

2.7. ObecnieyeHue ynmoaIHOMOUYECHHBIMUA OpPTaHaMH T'OCY1apCTB-
YJICHOB COOTBETCTBUS TPEOOBAHMIM 3aKOHOIATEILCTBA
roCyJIapCTB-WICHOB, MEXyHAPOIHBIX JOTOBOPOB U aKTOB,
cocTaBJsronux npaBo Coroza

2.7.1. YNOITHOMOYEHHBIE OpraHbl TOCYJIAapCTB-YJICHOB JOJIKHBI
UMETb COOTBETCTBYIOIIYIO CUCTEMY OO€CIeueHHs] KauecTBa MpPOIEeCCOB B
HEeJsX:

OIICHKM KauecTBa MPEICTABIIEMBIX JaHHBIX MO (hapMaKOHAI30pPY;

OIICHKH U 00pa0OTKH JAaHHBIX MO (hapMaKOHAI30Py B COOTBETCTBUU
C TpeOOBaHUSIMU 3aKOHOJATEIhCTBA roCyJIapCTB-4JICHOB,
MEKTyHapOAHBIX IOTOBOPOB M aKTOB, COCTaBJIIONMMX MpaBo Coro3a;

oOecrieyeHrsT TapaHTUPOBAHHOM HE3aBUCUMOCTU B BBINOJHECHUU
JEATEIbHOCTH 10 (papMaKoHAA30PY;
apbexTuBHOr0  HMHGOPMHUPOBAHMUS  MMAIMEHTOB, MEIUIIMHCKUX

pabOTHUKOB, JepKaTeled  PErucTPallMOHHBIX  YJOCTOBEPEHUU U



OOIIIECTBA B IIEJIOM;

MIPOBEICHUS WHCIICKIINH, BKJTIOYas JOPETUCTPAITUOHHOE
MHCIIEKTHPOBAaHUE.

2.7.2. HezaBucuMoCTs, B  BBIIIOJHEHHUH JEIATEILHOCTH IO
dbapMakoHaI30py  OMNpEeseTcss MPUHATHEM BCEX  PETYJISATOPHBIX
pellIeHUuH TOJIbKO B HHTEPECcax 370POBbs IMAIIMEHTa W OOIIECTBEHHOTO

3JIOPOBBA.
2.8. YrpaBieHue JoKyMeHTaueu

2.8.1. Cucrema ymnpaBiaeHHUS IJOKYMEHTAIIMEW SBIISIETCS YacCThIO
CHUCTEMBI KA4eCTBa, PACIPOCTPAHSIETCS Ha BCE JOKYMEHTHI CHCTEMBI
dbapmakoHag30pa U 0OECIEUYMBAET BO3MOXKHOCTHb IIOMCKa JaHHBIX U
MPOCIICKUBAEMOCTh  BBITIOIHSEMBIX TIPOLIEIYP, BKIIOYAs MPOIEAYPHI
OLICHKM HOBBIX JaHHBIX MO OE€30MaCHOCTH B OTHOILIEHWHU BPEMEHU
BBITIOJTHCHHMS OIICHKH W TIPUHSATHIX PEIICHUH.

2.8.2. Cucrema  ympaBlIeHMS ~ JOKyYMEHTaUMeW  JIOJDKHA

0o0ecIIeuYnBaTh:

Ka4eCTBO JaHHBIX MO (apMaKoHAA30py, BKIIOYAs HMX MOJHOTY,
TOYHOCTbH U 1I€JIOCTHOCTb;

3 PEeKTUBHYIO BHYTPEHHIOIO M BHEIIIHIOIO Mepeiady JaHHbIX;

XpaHEHHWE JIOKYMEHTOB, HMEIOIIMX OTHOIIEHWE K CHCTeMaM
dbapmMakoHaI30pa U OCYILIECTBICHUIO (DapMaKoHaA30pa MO KaKIOMY M3

JICKAPCTBCHHLIX IIPCIIapaTOB, COIJIACHO IPUMCHHUMBIM CPOKaM XpPaHCHUSI.

2.8.3. JlepxaTeib PETUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOr0 TMpemnapara (Janee — JepkaTeidb PEerucTparuoHHOTO

YAOCTOBEPEHHUS) JTOHKEH O00CCIeUnTh HaJIeKaliee JOKyMEHTHpPOBaHUE,



oOpalieHue u xpaHeHue Bcel nHpopmaiuu mno GapMakoHaA30py C LUEIIbIO
BBITIOJTHEHHST TIPOIIEAYP TOYHOTO PEMOPTHPOBAHUS, WHTEPIPETANUHA U
Bepu(dUKauu NaHHBIX. JlepkaTeremM perucTpaliioHHOTO YIAOCTOBEPEHHUS
JOJDKHA OBITh OOECIIeYeHa CUCTeMa MPOCISKHUBAEMOCTH U TTOCIIE Y OIICH
OLICHKH COOOIIEHUH O HeXKeNaTeIbHBIX PEeaKIIHIX.

B pamkax mHacrosumx IlpaBun «pemopTHpoBaHWE)» O3HAYAET
mporiecc TmepeJayd B YCTaHOBJIEHHOM  ¢opme wuHPOpMaMU O
HEXENaTeIbHBIX PEAKIMAX B YIOJIHOMOYEHHBIE OPraHbl TOCyJapcTBa-
YJICHa WIA TOJYMHEHHBIE WM DJKCIEPTHBIC OpraHm3anuu B cdepy
KOMITETEHIIMN KOTOPBIX BKIIIOUEH (hapMaKoHAA30p.

2.8.4. Cuctema ympaBlieHHUs] JTOKYMEHTalUeH TOJKHA BKIIIOYATH B
ceds  KOMIIEKC Mep 1Mo  oOecrnedeHHio  0€30ImacHOCTH |
KOH(UICHITMAIBHOCTH JIaHHBIX B IEJSAX BBITIOJHEHUS TPEeOOBAHUM I10
3allATe TICPCOHAIBHBIX JaHHBIX TAIMEHTOB B COOTBETCTBUH C
TpeOOBaHUSIMHU 3aKOHOJATENIbCTBA TOCYAApCTBA-WICHA. Y Ka3aHHBIE MEPbI
JOJKHBI BKJIIOYaTh B c€0s CTPOro€ OTrpaHWYEHHUE, COTJIACHO KOTOPOMY
AOCTYIl K JOKYMEHTAalluu u 0a3aM JaHHBIX UMEETCA TOJIbKO Y
YIOJTHOMOYEHHBIX JIHII.

2.8.5. Cucrema ympaBieHHs] JOKYMEHTAIUEH JOJDKHA BKIFOUYATh B
ce0st mpoliecchl oOeceueHus 3auThl “HGOpMaluK 1Mo papMakoHaI30Py

OT IOTEPHU U pa3pyIICHHUS.
2.9. JlokyMeHTaluusi CHCTEMbI Ka4eCTBa

2.9.1. Bce aneMeHThI, TpeOOBaHMS U TTOJIOKEHUS CUCTEMbI KAYECTBA
JTOJKHBI OBITH JIOKYMEHTUPOBAHbI u CHUCTEMaTHU3UPOBAHBI
COOTBETCTBYIOIIIUM OOpa3oM B BHUJIE€ TaKUX PYKOBOJICTB M MPOUEAYP B

MUCbMEHHOU (opMe, KaK IJIaH MO KaYeCTBY, PYKOBOJICTBO MO KaueCTBY U



OTYETHI IO KAaYECTBY.

2.9.2. Ilnan mo Ka4ecTBY OMNpEIEIseT OCHOBHBIE IIEJIM CUCTEMBI
KauecTBa M TMPOIECCHI, KOTOPBHIE JIOJDKHBI OBITh BHEAPEHBI IS
JOCTHKEHMSI  TMOCTaBleHHbIX uened. [lpomegypsl 1o  KadyecTBY
IPEACTABISIOT COOON OMMCAHUE YCTAHOBIIEHHOIO IMOPSIIKA BBIIOJHEHHUS
IPOLECCOB W MOTYT HUMETh (OpMYy CTaHIAPTHBIX OIEPALMOHHBIX
npoueayp ¥ pabouux MHCTPYKUMH WM PYyKOBOJACTB. PykoBOACTBO 1O
KauecTBY OIpeaesieT 00JIacTh pPaclHpOCTpaHEHUs CHUCTEMbI KaudecTBa,
MPOLIECCHl CUCTEMBbl KauecTBa M MX B3aUMOCBs3b. OTUETHI MO KAaYECTBY
BKJIIOYAIOT B C€€0sl TOJMYYEHHBIE PE3YyJbTaThl pabOThl CUCTEMBI JIMOO
MOATBEPKICHUS BBIIIOJIHAEMON JEATEIbHOCTH.

2.9.3. Cucrema KauecTBa JOKHA OBITh OTPa)K€Ha B CIEAYIOIIMX
JOKYMEHTaX:

JOKYMEHTAIMsl 10 OPraHU3alMOHHON CTPYKTYype M OOS3aHHOCTSIM
NEepPCOHANIA;

IUTaH 00YYEHUS ¥ OTYETHI IO MPOBEACHHOMY 00YUYEHHUIO;

WHCTPYKIHUH 10 COOTBETCTBUIO IPOLIECCOB YIPABJICHMUS;

UHCTPYKIIMM TI0 KPUTUYECKUM TMponeccaM (apMaKoHa30pa,
BKJIFOYasi 00€CIeueHNEe HEMPEPHIBHOCTH MPOLIECCA;

WHJUKATOPBI BBIIIOJIHEHUS MTPOIIECCOB, KOTOPbIE UCIIOJIBb3YIOTCS IS
MOCTOSTHHOTO MOHUTOPHUPOBAHUS HAJICKAIIETO BBIMOTHEHUS (PYHKIIUN
1o (hapMaKoHa30pY;

OTYETHI MO AyAWTY U MOCIEAYIOEMY ayJIUTy CUCTEMbI KauecTBa,
BKJIIOYAsl OJIYYEHHBIE JJAHHbBIE U PE3YJIbTATHI.

2.9.4. JloxyMeHTanMsi MO CHCTEME KadecTBa JOJKHA TaKKe
BKJIIOYATh B CEOS:

METOJIbl MOHUTOPUPOBaHUS 3PHEKTUBHOCTU (HYHKIIMOHUPOBAHUS



CHCTEMBI KauecTBa M, B YACTHOCTH, €€ CITOCOOHOCTH BBITIOJIHEHUS 3a7a4
CHCTEMbI KAa4eCTBA;

OTYETBl MO  pe3yjabTaTaM  BBIIIOJHEHHBIX  OpOUEAYp IO
(dhapMakoHaI30py, MOATBEPIKIAIOIINE BBIMOJHEHHE IPEAYyCMOTPEHHBIX
ATamnoB M JICCTBUM;

JOKYMEHTBI M OTYEThI MO CPEACTBAM U O0OPYJIOBAHUIO, BKIIHOYAs
MPOBEPKY (PYHKIIMOHATBHBIX CBOMCTB, ACATEILHOCTh MO KBATU(MUKAIIUA U
BaJIMJAIIMA, KOTOPBIE TIOJATBEP)KAAIOT BBIIOJHEHUE BCEX CTaJui,
MIPEYCMOTPEHHBIX COOTBETCTBYIONIUMH TPEOOBAHUSIMU, MPOTOKOJIAMH U
npoueaypamu;

OTYETHI, MOITBEPKIAFOIINAE KOHTPOJIb OTKJIOHCHHMH OT
YCTAaHOBJIEHHOM CHCTE€MBbI KA4e€CTBA, MPUHATHUE MNPEAYIPECAUTEIIBHBIX U
KOPPEKTUPYIOIIUX MEPONPUSATUM, OLEHKY 3(PPEKTUBHOCTH NPUHATHIX

Mep.

2.10. JJonomHuTenbHAS JOKYMEHTALMUS 110 CUCTEME
Ka4yecTBa JAEPKaTeJisl PErUCTPALIMOHHOTO YI0CTOBEPECHUS
B nonosHeHue k TpeOyemoil JOKyMEHTAIlMU MO0 CUCTEME KadyecTBa
JepKaTelab PErUCTPAIMOHHOIO YJIOCTOBEPEHHMS JIOJKEH YTBEPJIUTH B
BHUJIE JJOKYMEHTa B MUCbMEHHOW (hOpME OpraHU3alMOHHYIO CTPYKTYpY,
ONPEACTAIONIYI0 HMEPAPXUYECKYI0 B3aMMOCBSI3b  YIPABISIONIETO U
KOHTPOJUPYIOIIEr0 TepCoHajga, a TakkKe OOS3aHHOCTH W (PYHKIIMHU

NIepCOHAJIA, CUCTEMY YIIPABJICHUS PECYPCaMHU.

2.11. lononHuTenbHAs JOKYMEHTALUS 110 CUCTEME
KayeCTBA YIIOJHOMOYEHHBIX OPTaHOB TOCYAaPCTB-
YJICHOB

B nononHenue k TpeOyemoil JOKyYMEHTAIlMU MO0 CUCTEME KadyecTBa



YIIOJTHOMOYEHHBIN OpraH rocyjapcTBa-ujeHa JOJKEH JOKYMEHTHUPOBATh
OpPraHU3alMOHHYI0 CTPYKTYPY, paclpeiesieHue 3aa4 U OTBETCTBEHHOCTH
BCEro IIEPCOHAJIAa, a TaKXKe ONpPEACIUTh KOHTAaKTHBIE Jula JJis
obecrieyeHrsT B3aUMOJIEHUCTBUS MEXIY YIOJIHOMOYEHHBIMH OpraHaMu
roCyJIapCTB-UJICHOB, JIepKaTEIsIMH PETUCTPAIIMOHHBIX YJIOCTOBEPEHUN U
JUIaMH, TPEACTABISIIONMMU WHPOpMAIMI0 O PHUCKAX, CBS3AHHBIX C

JIEKapCTBEHHBIMU IIperapaTaMH.
2.12. Kputudeckue npoiiecchl B (hapMaKkoHa130pe

2.12.1. Kputuyeckue mporecchl B (papMakoHaa30pe BKIIOYAIOT B

ceos:

HEMPEPHIBHBIA ~ MOHUTOPUHT  mpoduiis  0e30MacHOCTH U
COOTHOIIEHUSI «I10JIb3a — PUCK» 3aPETHMCTPUPOBAHHBIX JIEKAPCTBEHHBIX

penaparos;

BHEJPCHHE, PEATH3AINIO U OLICHKY CHCTEMBI YIIPABICHUS PUCKaAMU
C OIICHKOM 3((heKTUBHOCTH MEP MUHUMHU3AIUN PHUCKA;

mporeaypsl pabOThl C WHIAWBUIYATbHBIMH COOOIIECHUSMH O
HEXKeNaTeNbHBIX peakiusax: cOop, o0pabOTKy, ympaBiI€HHUE, KOHTPOJIb
KadyecTBa, ITOJYyUYCHHE HEAOCTAIOMMX JaHHBIX, IPUCBOCHHE HOMEDA,
KJIAaCCH(DUKAIIMIO, BBIABICHUEC ITOBTOPHBIX COOOINCHHM, OICHKY H
CBOEBPEMEHHOE TTPEICTaBJICHUE;

BBISBJICHUE, N3YUCHHE U OIICHKY CUTHAJIOB;

pa3paboTKy, MOATOTOBKY (BK/IOUAs OIEHKY JAHHBIX M KOHTPOJIb
Ka4yecTBa), MPEJICTABICHUE M OIEHKY IEePUOIUYCCKUX OOHOBISEMBIX
OTYETOB 110 O€30TaCHOCTH;

BBLIIIOJIHEHHE  00SI3aTENILCTB IIpy BbI3OBC YIIOJJHOMOYCHHBIMHA



OpraHamMu TOCyAapCTB-WICHOB WM TMPEJICTABICHWE OTBETOB Ha 3alpOChl
YIOJTHOMOYEHHBIX OPraHOB rOCY/IapCTB-WICHOB, BKIIFOYAs MPE/ICTABICHUE
B YIOJHOMOYEHHBIE OpPTaHbl TOCYAAPCTB-YJICHOB MPABWJIBHOW U TOJTHOM
uHpopmaruu;

oOeclieueHne B3aUMOJICUCTBUS MEXIy (apMakoHAA30pOM U
CHUCTEMOU KOHTPOJISI KaueCTBa JICKAPCTBEHHBIX MIPENapaToB;

nH()OPMUPOBAHNE YITOJTHOMOYEHHBIX OPTaHOB T'OCY/IapCTB-YJICHOB
000 BCEX H3MEHEHHUSX B OICGHKE COOTHOIICHUS «II0JIb3a — PUCK»
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEIAPATOB;

uH()OpMUpOBaHUE METUITTHCKIX u dapmareBTHIeCKuX
PabOTHHUKOB, MAIIUEHTOB 000 BCEX M3MEHEHHSX B OIIEHKE COOTHOIICHUS
«TOJIb3a — PUCK» C LENbI0 oO0ecniedeHus: 0e30nacHoCTy U 3P (HEKTUBHOTO
MPUMEHEHUS JIEKApCTBEHHBIX MTPENapaTos;

o0OeclieueHne COOTBETCTBUS HWH(MOpMAUU O JIEKAPCTBEHHOM
npemnapare, BKJIOuYas ~ OOUIYyI0  XapaKTEPUCTUKY  JIEKAPCTBEHHOTO
npenapara sl MEIUIIMHCKOTO TMPUMEHEHHs, COBPEMEHHOMY YPOBHIO
HAyYHBIX MEAMIIMHCKUX 3HAHWM, BKJIOYas CIEIaHHBIC 3aKIIOYEHUS 00
OIICHKE ¥ PEKOMEH/IAI[UU YIIOJIHOMOUYEHHBIX OPTaHOB TOCYIapCTB-UJICHOB;

BBITIOJTHEHHE BCEX TPeOyeMbIX MEHWCTBHM B Clydae HW3MEHEHUS
PETUCTPAIIMOHHOTO  CTaryca [0 TpUYHHE TepecMoTrpa Mpoduis
0€30MacHOCTH.

2.12.2. Tlnan oOecriedyeHus HEMPEPHIBHOCTH IIpoIlecca JIOHKEH
BKJIIOYATh B ceO:

OmpeiesICHUE COOBITUM, KOTOPhIE MOTYT CYILIECTBEHHO MOBIUSATH Ha
MepcoHaj OpraHu3allui B II€JIOM JMOO Ha CTPYKTYpbl U IIPOIIECCHI
(dhapmakoHa30pa B YACTHOCTH;

pE3EpBHBIE CHUCTEMBbl Ha Ccliydyalli HEO0OXOJWMOCTH SKCTPEHHOIO



oOMeHa nH(popManuel BHYTpH OpraHu3alty, ¢ APYTUMH OpraHU3alUsIMH,
BBIMOJHAOIMMU  (pyHKIMM 10  (apMakoHag3opy, C  APYTHUMH
pa3paboTurKamMu, JEpKaTEIsIMU PETUCTPALUMOHHBIX YJIOCTOBEPEHUN H

YIIOJJHOMOYE€HHBIMHA OpPTraHaMU rOCy1apCTB-YJIEHOB.

2.13. KonTpoas GyHKIIMOHUPOBAHUS U
3¢ (exTUBHOCTU cucTeMbl (hapMaKOHA/A30pa U €€
CUCTEMBbI KauyeCcTBa
2.13.1. Metoapl KOHTPOJA ACATEIbHOCTH U 3(P(HEKTUBHOCTHU
CUCTEMBI (hapMaKOHa130pa AOJKHBI BKIIOUATh B CE04:
0030p ¥ aHAJIN3 CUCTEMBI JINIIAMH, OTBETCTBEHHBIMU 3a YIPABIICHUE

CHUCTEMOM;

ayJIUTHI;
KOHTPOJIb COOTBETCTBUSI TPEOOBAHUSM;

UHCIIEKIINY;

OLIEHKY 3((HEKTUBHOCTU MPUHATHIX MEp MO MUHUMU3ALMKN pUCKa U

oOecrieueHus 0e30macHOro u 3¢ (HEeKTUBHOTO IPUMEHEHUS
JIEKapCTBEHHBIX MpErapaToB.

2.13.2. B uensix BBINOJHEHUS MOHUTOPUHIA B OpraHU3alMHU
JTOJDKHBI  OBITh  3apaHee ONpeAeieHbl HWHIUKATOPhI, MO KOTOPHIM
BBITNIOJIHSIETCS. OLEHKA A(PPEKTUBHOCTH (PYHKIMOHUPOBAHUS CHUCTEMBI
(dhapmakoHa30pa C TOYKH 3pEHUS TPeOOBaHUM KauyecTBa.

2.13.3. Ayaut cucTeMbl KauecTBa, OCHOBAaHHBIM Ha OILICHKE PHUCKA,
JOJDKEH BBITIOJHATBCS PETYJSPHO 4Yepe3 OINpEe/IeSICHHbIE WHTEPBAJIbI
BPEMEHU C 1EJbI0 TOATBEPKJICHHUS COOTBETCTBUSI YCTAHOBJICHHBIM
TpeOOBaHUSIM K KadecTBY U ompeneneHuss >(h(PeKTUBHOCTU. AyYIUT
CHUCTEMBI KayecTBa JIOJKEH BKJIIOYATh ayJAUT CUCTEMbI (papmMakoHam30pa,
UMEIOIIE HMHTErPUPOBAHHYIO CHUCTEMY KauecTBa. AyYIUT JTOJDKEH

BBITIOJIHATHCA  ClIEnuaJIMCTaMK, HE BOBJICYCEHHBIMH B BBIIIOJIHEHUEC



byHKUMI 1 npoueayp, nojuiexamux ayauty. [lo pedynbraTam Kaxmoro
aynuTa CHUCTEMBl KadecTBa W IIOCIEOYIOIIETO ayauTa JOJKEH
COCTABIIATBHCS OTYET, NOMJICKAIIUN OLEHKE JIMIIAMH, OTBETCTBEHHBIMU 3a
OpraHU3alMI0 COOTBETCTBYIOIIMX ayJIHpPyEMBIX MpoueccoB. B ciydae
HEOOXOJIMMOCTH IO pe3yjbTaTaM ayAuTa JOJDKHBl IPUHUMATHCS
KOPPEKTUPYIOLIME U NPEIYyIPEAUTEIBHBIE MEPHI.

2.13.4. YDNOJHOMOYEHHBIE OpraHbl TOCYAapCTB-YIEHOB JOJIKHBI
00€eCreuynTh MOHUTOPUHT BBIMOJHEHUS AEPKAaTEIsIMU PErHCTPALIMOHHBIX
yaocToBepeHui GyHKIUMN 1 00s13aHHOCTEN 10 papMakoHaa30py. B uncio
Mep MO0  O0ECHeYeHHWIO  MOHUTOPUHTA  BXOJUT  BBINOJHEHHUE
VHCIIEKTUPOBAHUS JIepKATENEN PEruCTPALMOHHBIX YIOCTOBEPEHHM CO

CTOPOHBI YITOJTHOMOYEHHBIX OPTaHOB rOCY/IapCTB-YJICHOB.
2.14. YriomHOMOYEHHOE JIUITO MO papMaKOHAA30PY

2.14.1. JlepxaTenb PpErucTPaliMOHHOTO YIAOCTOBEPEHUS JOJKEH
HAa3HAYUTh U HUMETh B IIOCTOSSHHOM PACHOPSDKEHUU YIIOJTHOMOYEHHOE
muio no ¢apmakoHaazopy (manee — YJI®D) B rocymapcrBax-ujieHax,
obnazaroiee Tpedyemoi kBanudukaiuei. Jlep:karens perucTpaiuoOHHbIX
YIAOCTOBEPEHUM cooO0IaeT (paMuIni0 M KOHTAaKTHYH HHQopmaliuioo o0
YJI® B ynoJIHOMOYEHHBIE OpPraHbl rOCYAapCTB-wWICHOB. 1Ipyu n3menenun
JaHHOW HWHQOpMAIMU JepKaTelb PErUCTPAlMOHHBIX YJIOCTOBEPEHUN
JOJDKEH TMPOMH(POPMUPOBATh YIOJIHOMOUYEHHBIE OpraHbl TOCyAapCTB-
YJIEHOB B CpOK, YCTaHABIMBAEMbIM 3aKOHOJIATEIIbCTBOM TIOCYIapCTB-
YJICHOB.

2.14.2. B xaxuoi cucreme dhapMakoHaI30pa MOXKET OBITh TOJBKO
onHo VYJI®. VYcayru VJIO Moxer wucCnonab3oBaTh 00jiee OJIHOTO

ACPKATCIIL PCIrUCTPATMOHHBIX yI[OCTOBepeHI/Iﬁ B O6HII/IX WM OTACJIBbHBIX



cucrteMmax (apMakoHa30pa, WU JIUIO MOXKET BBIMOJHITE PyHKIMKU Y JID
Ooyiee 4yeM JJI1 OJHOM CHCTEeMBbI (papMakoHaa30pa OJHOTO JepKaTess
PETUCTPALMOHHBIX YAOCTOBEPEHUN MPU YCIO0BHUH, UTO YJID B cocTOsIHUA
BBITIOJTHATHh BCE CBOM OOs3aHHOCTH. B nomnonHeHune k HazHadyeHU0 YJID
YIOJIHOMOYEHHBIE OpraHbl TOCYJAapCTB-WICHOB BIIpaBe TpeOOBAThH
Ha3HAYEHUsI KOHTAKTHOTO JuIlla Mo (hapMakoOHAI30py Ha HAIMOHAIHLHOM
ypoBHE, nomunHeHHOro YJI®. KoHTakTHOE W0 Ha HAUMOHAIBHOM
YPOBHE MOKET BBITIONHATH GyHKIHH YJID.

2.14.3. O6s3anHoctt YJID MOMKHBI ONPEACHAThCS JTOKHOCTHOU
MHCTPYKIHEH.

2.14.4. Hepxarennb PETUCTPALTUOHHOTO YIOCTOBEPEHUS
npenoctapisier YJID goCcTaTOYHBIE MOJHOMOYHSA M0  YHPAaBIECHUIO
NESATEIbHOCTHIO TIO (papMaKOHAA30py U CUCTEMOM kadecTBa. JlepkaTenb
PETUCTPALIMOHHOTO YIOCTOBEpEHUs Tmpenocrasiser YJIO pgocrynm K
Mactep-daiay cuctembl (papmMakoHaI30pa, a TaKKe COOTBETCTBYIOIIHE
MOJIHOMOYHMS M OOecnedyrBaeT TMOoJydYeHHe HHPopMauu O J0ObIX
U3MEeHeHusix B wmactep-Qaitne. I[lomHOMOYMS, KacaroIIUMECS CUCTEMBI
dbapmakoHa3opa U Mactep-(aiiia cuctembl (hapMakoHaA30pa, JAOJKHBI
1o3BOJIATh YJID BHOCUTH MU3MEHEHHUS B CHUCTEMY, IUIAHBI YIPABIICHUS
pUCKaMH, a TaKX€ B MOJATOTOBKY PETYJIHPYIOMINX IECUCTBUUA B OTBET HA
Ype3BbIYATHBIC CUTYAIIUU 110 U3MEHEHUIO PO s 6€30MaCHOCTH.

2.14.5. JlepxxaTenb PETUCTPALTMOHHOTO YIAOCTOBEPEHUSA
oOecreurBaeT HAIMYKME BCEX CHUCTEM M MPOIECCOB, Mo3Bostonmx YJID
BBITIOJIHSTh BO3JIOKEHHbIE Ha Hero ooOs3aHHocTd. C  3TOM  1EsbIo
JepKaTelab  PEruCcCTPallMOHHOTO  YJIOCTOBEpEHHsS  pa3paldaThiBacT
MEXaHU3MBI, NPU MOMOIIM KOTOpbIX YJID moaydaer BCO HEOOXOIUMYIO

MHPOpMAIMIO U UMEET JIOCTYIl KO BCEM JIaHHBIM, KOTOPbIE €My MOTYT



noTpeOOBaTHCSI, HATPUMED:

uHpopMalus O Ype3BbIYAWHBIX CUTyalHUsIX 10 HU3MEHECHUSIM
npodwisi 0e30MacHOCTA U Jpyras WH(poOpManus B OTHOIICHHH OIEHKH
COOTHOIIEHUS «I10JIb3a — PUCK» JICKAPCTBEHHBIX MPEMapaToB, HA KOTOPhIE
pacrnpocTpaHsercs cuctema hapMaKoHa130pa;

uH(}OopMaIKs O MPOAOTKAIOLUIUXCS U 3aKOHYMBIINXCS KIMHUYECKUX
HCCIICIOBAHUSAX U MPOYUX HCCIIEIOBAHUAX, O KOTOPHIX 3HAET JepiKaTelb
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUSI U KOTOPHIE MOTYT UMETh OTHOIIICHUE
K 0€30IMaCHOCTH JIEKAPCTBEHHBIX MTPENapaTos;

uH(pOpMaIs U3 UHBIX UCTOYHUKOB, KPOME UCTOYHUKOB JIepHKaATEIs
PETUCTPAIMOHHOTO  YJIOCTOBEPEHUS, HAlNpUMEpP, HCTOYHHUKOB, C
KOTOPBIMU  JIEpXKAaTellb  PETUCTPALMOHHOTO  YJIOCTOBEPEHHS] HMEET
KOHTPaKTHbIE JOTOBOPEHHOCTH;

npouenyps! (papmMakoHaA30pa, KOTOPbIE pa3padaThIBaeT AEp:KATEIb
PETHCTPALIMOHHOTO YJIOCTOBEPEHUS HAa KaXXIOM YpPOBHE C LEJbIO
oOecreueHnsi COTJIACOBAHHOCTH M COOJIIO/ICHHST TpeOOBaHUM B Mpejenax
OpraHu3aluu.

2.14.6. YJI® nonyyaetr uHPOPMAILNIO OT PYKOBOJISIIETO TTepCOHaIa
O pe3yJbTaTax MOCTOSHHBIX 0030POB CUCTEMBI KaueCTBa U MPEPUHATHIX
Mepax, JaHHbIE O COOTBETCTBUM TPEOOBAaHUSIM, IUIAHUPYEMBIM ayaUTaM
cuctembl (papmakoHaa3zopa. YJI® umeeT MOTHOMOYMS HUHHUIIMUPOBATH
ayIdT B  ClIy4yae HEoOXOOuMOCTH. PykoBomsmuii  nepcoHan
npenocrasiusier  YJIO  konuro  U1aHa  KOPPEKTUPYIOMIMX U
npeaynpeauTebHBIX MEPOIIPUSATUN MOCE KaXA0ro ayauTa, 4ytoosl YJID
MOTJIO YOEAUThCS B NPUHSATHU COOTBETCTBYIOIIMX KOPPEKTUPYIOIIUX
MEPONPUATHM.

2.14.7. JlepxxaTenb PETUCTPALMOHHOTO YIOCTOBEPEHUS



o0ecreurnBaeT BO3MOXKHOCTh mostydeHuss uHpopmanuu YJID u3 06assl

JaHHBIX HEXEJIIAaTCIbHbIX peaKHHﬁ, I/IMGIOHIGP'ICSI B €TI0 paCIIOPsAKCHHUH.

2.15. Keanudukanus 11ia, ynoJHOMOYEHHOTO 110
dapmakonamzopy B Corosze

2.15.1. YJI® noaxHO MMETh COOTBETCTBYIOIIME TEOPETUUECKHUE U
MPAKTUYECKUE 3HAHUS 1O  OCYLIECTBICHUIO  JACATEIBHOCTH IO
dbapmakonaazopy. YJI® 101KHO UMETh HaBBIKM YIPABJICHUS CUCTEMaMHU
(dbapMakoHa30pa, a TaKKe MPOBEACHUS SKCIEPTU3bI WA UMETh JOCTYM K
MPOBEACHUIO OKCHEPTU3bl B TaKWX 0OJacTAX, Kak MEIWIINHA,
dbapmalieBTHUECKHE HAYKHU, a TAKXKE SMUEMUOJIOTUS U OMOCTAaTUCTHKA.

2.15.2. Jlepxareib pErMCTPALIMOHHOTO YAOCTOBEPEHUS MPOBOIUT
obyuenue YJID B obGnactu cBoeil cucteMsl (papmMakoHaa30pa Mepea TeMm,
kak YJI® 3aliMeT OJKHOCTh YIOJIHOMOYEHHOTro juia. O0yyeHue u ero

PE3yJabTaThbl JOJIZKHBI HAJJICKAIIIMM O6p3.30M AOKYMCHTHUPOBATLCA.

2.16. ®yHKIIMYU TUIIA, YHOJIHOMOYEHHOTO 10
dapmakonamzopy B Corosze

2.16.1. KpanuduuupoBaHHoe U0, YIOJHOMOYEHHOE IO
dbapmakonanzopy B Corose, sBisieTcs PU3NUYECKUM JIUIIOM.

2.16.2. VYJI®, Ha3HaY€HHOE JIE€p)KATEJIEM PETrUCTPAMOHHBIX
YAOCTOBEPEHUN, JOHKHO HMETh KBaJIU(UKAIMIO B COOTBETCTBUU C
nyHKTOM 2.15 Hactosmux [TpaBuit 1 ObITh B MOCTOSIHHOM PacHOPSKEHUU
JIepKaTesd PErUCTPAIMOHHBIX YAOCTOBEPEHUN. Y JID TOJLKHO POKUBATH
U paboTaTh B OJHOM U3 rocyaapcTB-uieHoB. YJID oTBedaer 3a co3maHue
U (QyHKIIMOHMUpOBaHME  CHUCTEMBbl  (apMakoHaA30pa  JAeprKaTems

PETUCTPALIMOHHBIX y,Z[OCTOBepeHI/Iﬁ H, CJICOOBATCIIbHO, UMCCT JOCTAaTOYHO



MOJTHOMOYMM NI OKa3aHWsl BJIMSHUSI HA OCYIIECTBIICHUE JIESITEILHOCTH
no (apmMakoHaA30py M CHUCTEMY KadeCTBAa CUCTEeMbI (hapMaKOHA30pa,
CONICUCTBUE, COONIOJIEHWE U  TIOBBIIICHHE YPOBHS  COOJIOJCHUS
TpeOOBaHUN 3aKOHOJATEIBCTBA T'OCYJAPCTB-WICHOB, MEXKIyHApOIHBIX
JOTOBOPOB U aKTOB, cocTaBisitomux npaBo Coroza. CiaenoparenbHo, YJID
JOJDKHO 00J1a/laTh MOJHOMOYHUSIMM U OTBETCTBEHHOCTHIO B OTHOIICHUU
MacTep-(aitina cucteMbl (papMakoHaa30pa ¢ TeM, 4ToObl 00ecrieurnBaTh U
MOBBIIIATH YPOBEHb COOMIOJIEHWS TpeOOBaHUU 3aKOHOAATEIHCTBA
rocyJapCTB-UJICHOB, MEXIYHAPOAHBIX  JIOTOBOPOB u aKTOB,
coctapisitoux npaso Coroza.

2.16.3. B oTHOIIEHUU J€KApCTBEHHBIX MpemnapaToB, Ha KOTOpPbHIE
pacnpocTpaHseTcs cucTema dbapmakoHa30pa JepKaTens
pPEruCTpallMOHHBIX  yaocroBepeHuit, YJI®  wumeer  cieayromue
00sI3aHHOCTH:

BBINIOJHATh 0030p Tmipoduiieid 0e30MacHOCTU  JIEKapCTBEHHBIX
MpEenapaToB M YPE3BbIUANHBIX CUTyalluid MO HU3MEHEHHIO mnpoduieit
0E€30I1aCHOCTH;

BJIaJICTh MOJHOM wuHpOpMaIel 00 YCIOBUSAX M OO0S3aHHOCTSX,
YCTAHOBJICHHBIX TMPU BbIJJAYE PETUCTPALMOHHBIX YJIOCTOBEPEHUH, U
JIpYTUxX 00s3aTeNIbCTBAX, MMEIONIUX OTHOIIEHHE K OE€30MacHOCTH WU
0e30macHOMY MPUMEHEHHIO JIEKapCTBEHHBIX MIPEMapaToB;

BJIaJIETh MOJHON MH(MOpMAIIMEe 0 Mepax MUHUMU3AIMA PUCKOB;
NPUHAMATh Y4YaCTHE B M3YUYCHUM M YTBEPKICHUH HPOTOKOJIOB

MOCTPErUCTPAIMOHHBIX UCCIIEIOBAHUIN O€3011aCHOCTH;
BJIaJICTh ~ NOJIHOM  uWHQOpMamued 0  MOCTPEruCTPallMOHHBIX
UCCIICIOBAHUSAX 10 O€30MaCHOCTH, IPOBEICHUE KOTOPhIX Ha3HAYEHO

YIIOJIHOMOYCHHBIM OpPraHOM TIOCyAapCTB-YJICHOB, BKIINOYAs PE3YyJIbTAThbI



TaKMX MCCJICJOBAHUM;

JOTIONHSATH TIJIaHBI YIIPABIECHUS PUCKAMU;
o0OecreurBaTh BBINIOTHEHUE (QYHKIMKA 10 (apMaKoHAIA30py U

NPEICTaBIsATh  BCE  JIOKYMEHTBI,  HWMCIOIIME  OTHOIIGHHWE K
dhapmakoHa30py, COTJIACHO TpeOOBaHUSIM 3aKOHOJIaTEIbCTBA
rOCyJapCTB-WICHOB,  MEXIYHAapOJHBIX  JOTOBOPOB W AaKTOB,

cocTaBisoux npaso Coro3a;

o0OecreurnBaTh HEOOXOJUMOE KadeCTBO, BKJIIOYAs TOYHOCTh U
MOJIHOTY, JaHHBIX 10  (apMaKOHaI30py, TMPEICTABIIEMBIX B
YIOJIHOMOYEHHBIE OPTaHbl TOCYAaPCTB-UJICHOB;

MPEACTABIATh TIOJHBIE M CBOCBPEMEHHBIE OTBETHl HA 3aMpPOCHI
YIOJIHOMOYEHHBIX OPraHoB TOCYJAapCTB-YJIEHOB O TMIPEACTaBICHUU
JOTIOTHUTEILHON WH(pOpManuu, HEOOXOMMMOW /IS OIECHKH TOJB3BI H
pHUCKa JIEKapCTBEHHBIX MTPENapaToB;

MPEJCTaBIISITh JIIOOYI0 HH(pOPMAIMIO, UMEIIIYI0 OTHOIICHUE K
OIICHKE COOTHOIICHMS «IOJb3a — PHUCK», B YIIOJHOMOYEHHBIC OpPTaHBI
roCyJapCTB- YJICHOB;

OKa3bIBaTh MOMOIIh B MOATOTOBKE PETYJISTOPHBIX MEp B OTBET Ha
Ype3BbIYAiHBIE CUTyallMd O€30MacHOCTH (HAmpuMmep, HW3MEHEHUsS B
PEKOMEHIAIUSIX 110 MEAUITMHCKOMY ITPUMEHEHHUIO, CPOUHBIC OTPAHIYCHHSI
U 7oBeieHre HHGOPMAIUH J0 MalMeHTOB U MEAUIIMHCKUX PAOOTHUKOB);

(GYyHKIIMOHUPOBATh B KA4eCTBE €JAMHOTO KOHTAKTHOTO JIMIA TIO
dbapMakoHa30py ISl YIOJIHOMOYEHHBIX OPraHOB TOCYJapCTB-WICHOB, a
Tak)k€ B  KA4eCTBE KOHTAaKTHOTO JIMIA JJIsI  WHCIEKIUH 1o
dhapmakoHa30py ¢ obecnieueHueM 24-4acoBOro JI0CTyIa.

2.16.4. YJI® ocyuiecTBIsi€T KOHTPOJb (HYHKIIMOHUPOBAHMS BCEX

ACIICKTOB CHCTCMBI (bapMaKOHaILBOpa, BKJIIO4ast €€ CHUCTCMY KadcCTBa



(HampuMep, CTaHIAPTHBIC OIEPAIMOHHBIE MPOILEAYPhl, KOHTPAKTHBIC
JIOTOBOPEHHOCTH, OIEpalliy Mo 0a3e JaHHBIX, BHITIOJHEHUE TPeOOBaHUM
CHUCTEeMBI Ka4eCTBa, COOII0OICHIE TPEOOBAaHNUM K MPEACTABICHHUIO JAHHBIX
B YaCTU MOJIHOTHI U CBOEBPEMEHHOCTHU, MPEACTABICHUIO NEPUOIUUECKUX
OOHOBJISIEMBIX OTYETOB MO OE30MAaCHOCTH, OTYETOB OO0 ayauTax M K
oOyueHuto mepcoHana mno ¢papmakoHaazopy). YJID nomkHo pacronaraTh
uH(popmaIluen 0 BATUAAIMOHHOM CTaTyce 0a3bl TaHHBIX HEXKeNaTelIbHBIX
peaKklMii Ha JICKApCTBEHHBIE IIperapaThbl, BKIIOYAs BCE BBISIBJICHHBIC B
X0J€ BaIUJAlMUM HEJOYEThl U NPEANPUHATHIE KOPPEKTUPYIOIIUE
nevicteus. YJIO Taxke MODKHO pacrojiaraTb MH(popmale o060 Bcex
CYIIECTBCHHBIX W3MEHEHUSX, BHECEHHBIX B 0a3y JaHHBIX (Hampumep,
W3MEHEHUS, KOTOPbIE MOTYT OKa3aTh BJWSHHUE Ha JACATEIBHOCTH IO
dhapMakoHaI30py).

VYJI® moxeT nenerupoBaTh BBINOTHEHHUE CIEIM(PUUESCKUX 3aaHUI
107 CBOMM HAOJIFOJCHHUEM JIUIIaM C COOTBETCTBYIOIICH KBaTU(pUKaAIMECH 1
oOyueHHeM, HampuMep, OCYIIECTBICHHUE JEITCIHPHOCTH B KadecTBE
DKCIEPTOB IO  OE30MacHOCTH  OMNpPEJEICHHBIX  JICKAPCTBEHHBIX
npenaparoB, npu ycioBuH, uro YJID OyaeT ocylecTBISATH KOHTPOJIb
(YHKIIMOHUPOBAHUST BCEM CHUCTEMBbl U mOpoduieli 0e30MacHOCTU BCEX
JIEKapCTBEHHBIX IpemapaTroB. Takoe JEJIECrUpPOBAHUE BBIMOJIHSIEMBIX

GyHKIMN T0KHO OBITH HaJIEKAITUM 00pa3oM TOKYMEHTUPOBAHO.

2.17. Cnemuduyeckre nporecchbl CUCTEMBI
KavecTBa y JAepKaTeeh perucTparimOHHbIX
ynoctoBepeHuit B Corose

2.17.1. Hepxareinb PETUCTPALlUOHHBIX YIAOCTOBEPEHUM

paspa6aTLIBaeT AOIIOJIHUTCIIBHBIC CIICHUAJIBHBIC IIPOLCCChI CHCTCMbI



KauecTBa C IeIbIO:

MIPEJCTABICHUS JaHHBIX O HEXKEIaTeIbHBIX peakiusaXx B 0asbl
JAHHBIX TocygapcTB-wieHOB U (Coro3a B CpPOKHM, YCTaHOBJICHHBIC
3aKOHOJIATEILCTBOM T'OCY/IapCTB-YIECHOB, MEKIYHAPOAHBIMU JOTOBOPAMU
Y aKTaMu, COCTaBJsIOIUMU T1paBo Coro3a;

COXpaHEHMS JOKYMEHTOB, B KOTOPBIX OIKCaHa CHUCTEeMa
dbapmakoHa30pa, 10 TeX MOp, MOKa CYIIECTBYET CUCTEMa, OMMCAHHAS B
Mactep-(aitie cucteMbl (apmMakoHaI30pa, B TEUCHHE HE MeHee S5 JieT
MOCJIE MPEKPAIICHUA €€ CYIIECTBOBAHUS,

COXpaHEHHUs JaHHBIX IO (apMaKOHAI30py H  JOKYMEHTOB,
MMEIOIMX  OTHOIICHHWE K  3apErUCTPUPOBAHHBIM  JICKAPCTBEHHBIM
nmpernaparaMm B TeueHue He MeHee 10 JeT mocrne npekpameHus ASHCTBUS
YIAOCTOBEPEHUI O TOCYJAPCTBEHHON PETUCTPaALINH;

oOHOBJICHUSI HH(POpMAITUX O JIEKAPCTBEHHBIX IIpernapaTax COrjacHO
MOCJIEHUM HAyUHbIM 3HAHUSIM, BKJItOUAs OI[EHKY Npoduiisi 6€301MacHOCTH
M COOTHOIIIEHHE «IOJIb3a — PHCK», a TaKXKe PEKOMEHIAILUAM,
Pa3MEIICHHBIM HA CalTax YIOJHOMOYEHHBIX OPTaHOB TOCYAAPCTB-YJICHOB
B MH(GOPMAILIMOHHO- TEJIEKOMMYHUKAIIMOHHOU ceTu «MHTepHeT». C 3ToM
LEJIbI0  JIepKATEeIb PETUCTPALMOHHBIX  YAOCTOBEPEHUN IOCTOSTHHO
MPOBEPSIET CAUTHI YMOJHOMOYEHHBIX OPraHOB TOCYAapCTB-WICHOB Ha
HaJlMyue  COOTBETCTBYIOIIMX  M3MEHEHHM B  OLEHKEe  nOpoduis
0€30IMaCHOCTH M COOTHOIIICHUS «I0JIb3a — PHUCK», BKIIFOYAs U3MCHCHUS B
PEKOMEHJAIUAX [0 MEIUIUHCKOMY TPUMEHEHUID W WHBIE MEpbI
PEryJISITOPHOIO XapakTepa.

2.17.2. B TedyeHue mepuoja XpaHEHUS AOKYMEHTALIMU JIEPKATEIU
PETUCTPAIMOHHBIX YIOCTOBEPEHUM 00€CTIEYNBAIOT BOCCTAHABIMBAEMOCTh

JOKYMCHTOB.



2.17.3. JIOKyMEHTBI MOHO XPaHUTh B JIEKTPOHHOM ¢opmate Mpu
YCIOBUU  HQJIeXKAIIEH  BaluJalMU  AJIEKTPOHHOW  CHUCTEMBI U
CYIIECTBOBAHUSI JIOTOBOPEHHOCTEW IO 3alIUTE€ CHUCTEMBI, ITOCTYyNYy U
pPE3EPBHOMY KOIMHMPOBAHUIO JTAHHBIX. B cilydae mepeBoaa NJOKYMEHTOB M3
OymaxkHoro (¢opmata B DJJEKTPOHHBIM IMpollecC TMepeBoJa JIOKEH
rapaHTUpPOBaTh COXpAaHEHUE BceW HWHPOpMAIMU B OPUTHUHAIHHOM
dbopmate u oOecrieueHre COXpaHEHUS YUTAEMOCTH Ha MIPOTSHKEHUN BCETO
BPEMEHU XPAHEHUS CPEICTBAMH, HCTIOJIb3YEMBIMH JIJI1 XPAHEHHS.

2.17.4. B ciny4ae TOTJIOMICHUS JPYrod opraHu3anuei OuzHeca
JEepKaTeNs] PETUCTPALMOHHBIX YAOCTOBEPEHUM BCE JTOKYMEHTHI JTOJKHBI

OBITh MIEpPEAAHbl U COXPAHEHBI B TIOJIHOM O0OBEME.

2.18. TpeboBaHuUsI K CUCTEME KaueCTBa MPHU JIETECTUPOBAHUN
IEPKATEIEM PETUCTPALMOHHBIX YIOCTOBEPEHUI BBITTOIHSIEMBIX
byHkIui 1o hapmakoHaI30py

2.18.1. Jlepxareib pErHUCTPALMOHHOIO YJIOCTOBEPEHUS MOXKET
JIEJIETUPOBaTh BCE WIIM YaCTh CBOMX 3a/a4 1o (hapMaKkoHa/130py, BKIIOYast
bynkunn YJI®, apyroil opraHuzanuy Wiad JUIY (€CIU K TaKOMY JIHILY
MOTYT OBITh MPUMEHEHBl Takue ke TpeOOBaHUs, KaK K OpraHu3aluu).
[Ipy 5TOM OTBETCTBEHHOCTh 3a BBLINIOJIHEHWE 3a7ad M OO0s3aHHOCTEH 110
dbapmakoHa30py, oOOecleYeHue KauyecTBa M IIEJIOCTHOCTh CHUCTEMBI
(apMakoOHa130pa HECET AepKaTellb PETUCTPALIMOHHOTO YI0CTOBEPEHUS.

2.18.2. B cnywyae pgenerupoBaHus OIPEICIICHHBIX 3a1ad I10
(dbapMakoHaI30py  JAepiKaTeIeM PETHCTPALMOHHOTO  YAOCTOBEPEHUS
JIPYrol OpraHu3aliM JIep>KaTelib PErUCTPAMOHHOTO YJIOCTOBEPECHUS
HECET OTBETCTBEHHOCTH 3a MpUMEHEeHHE 3PHEKTUBHON CUCTEMBI KauecTBa

WCIIOJTHEHUST JTaHHBIX 3a7ad. TpeboBaHHs K cucTeMe (apmakoHAI30pa,



ompeneNisieMble  HaJJIeXKallled NpakTUKONW (papmakoHaa3opa, TaKxKe
MPUMEHSIIOTCS K IPYTOM OpraHu3aiyu, KOTOpO# JelerupoBaHbl 3a/1auu.
2.18.3. IIpu aenerupoBaHuy 3aja4 Apyrol oOpraHu3alyu JaepxkaTeib
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI 00ecreuynBaeT NoapoOHOe, YeTKOE U
MOCTOSIHHO OOHOBJISIEMOE JIOKYMEHTaJbHOE O(POpMIICHHUE KOHTPAKTHBIX
JIOTOBOPEHHOCTEM MEXKTY nepKaTeaeM PErUCTPALIUOHHOTO
YIOCTOBEPEHUS U APYTOM OpPraHU3alieN ¢ ONKMCAHUEM JOTOBOPECHHOCTEH
[0 JIEJIETUPOBAHHBIM 33Ja4yaM U OTBETCTBEHHOCTH KaXKIOW W3 CTOPOH.
Onucanue AeNerupoBaHHON AEATENLHOCTH U (WJIU) YCIYT JOJIKHO OBIThH
BKJIIOUEHO B  MacTep-daiin cucrtembl (papmakonaazopa. Jlpyras
OpraHM3alus MOXET TOJABEpraTbCsi MpPOBEpKaM MO YCMOTPEHUIO
YIIOJTHOMOYEHHOTO OpraHa B COOTBETCTBYIOIIEM IOCYAapCTBE-UJIECHE.
2.184. B wmemsiX KOHTPOJIA  BBINOJHEHUS  KOHTPAKTHBIX
JOTOBOPEHHOCTEM 10 (apMakoHAA30py PEKOMEHAYETCS BBHINIOJIHEHHE
JepKaTeIeM PETUCTPAIMOHHOTO YAOCTOBEPEHUS PETYJISIPHBIX ayJIUTOB
OpraHu3anuii, KOTOPhIM  ObUIM  JEJEerupoBaHbl  (QYHKIUH  TIO

dhapmakoHa30py.

2.19. Obmue 06s13aHHOCTH 110 (hapMaKOHAA30pPY B paMKax
MEXTyHAPOIHBIX JOTOBOPOB M AKTOB, COCTABJISIONINX TIPABO
Coroza

2.19.1. YnoiHOMOYEHHBIE OpraHbl TOCYJApPCTB-YJIECHOB HECYT
OTBETCTBEHHOCTh 3@ BBINOJIHEHWE 3a7ad 1o  ¢apMaKkoHaI30py,
BO3JIaraéMbIX HAa  HUX  3aKOHOJATEJIbCTBOM  T'OCYJapCTBa-4JIeHa,
MEXIYHAPOAHBIMH JOTOBOPAMH U aKTaMH, COCTABJISIOMIUMH TIPABO
Coroza. C 3Toil 1ebl0 KaXKbli YIOJIHOMOYEHHBIM OpraH rocyJapcrBa-

yjieHa oOecrieunBaeT (DYHKIIMOHUPOBAHHE CHUCTEMbI (apMakoHaI30pa,



CO3JaeT M MPUMEHSIET HaJJIexallyro 3(PQPEeKTUBHYIO CHUCTEMY KayecTBa
OCYLIECTBIISIEMOM JEATEIbHOCTH IO (papMaKOHaI30py.

2.19.2. T'ocynapcTBa-4wieHbl COTPYAHUYAIOT C LIEJIbI0 MOCTOSIHHOTO
COBEPILIEHCTBOBAHUS CUCTEM (papMaKoHAA30pa MO JOCTHXKEHUIO BHICOKUX
CTAHJApTOB  3allUThl  3J0pPOBbS OOIIECTBEHHOCTH, BKJIFOYAs
UCIIOJb30BAaHUE OOBEAMHEHHBIX PECYpCcOB B IEISAX ONTUMH3AINU
HCTI0JIb30BaHUS UMEIOIIIEHCS pecypcHOM 0a3bl B pamkax Coro3a.

2.19.3. TocynapcTBa-4ji€Hbl OIPEICISIOT KOHTAKTHBIE TOYKH C
LIEIbI0  YNOPOILIEHHWS  B3aUMOJCHCTBUSA  YIIOJTHOMOYEHHBIX  OpraHOB
rOCYyJIlapCTB-WICHOB, JIEPKATEIIEH PErMCTPALMOHHBIX YIOCTOBEPEHUU U

JIU1I, TIPEJICTABIISIIONINX HHPOPMAIUIO IO (hapMaKOHAI30PYy.
2.20. @yHKIMY YIOJIHOMOYEHHBIX OPTaHOB TOCYJaPCTB-YJIEHOB

2.20.1. Kaxmoe  rocyaapCTBO-4j€H  JIOJKHO  HAa3HAYUTh
YIOJIHOMOYEHHBIM  OpraH, OTBETCTBEHHBIA  3a  OCYIIECTBJICHHE
dbapmakoHa3opa.

2.20.2. Kaxnaplii yHIOJIHOMOYEHHBIM OpraH TroCyJapCTBa-4ji€Ha
JIOJKEH BHEAPUTh M oOecrneunTh 3PdeKkTuBHOE (YHKIIMOHUPOBAHHE
CUCTEMBI (papMaKoOHaJ30pa MPHU BHINOJHEHUHM CBOUX 337a4 U y4acTUH B
aesTenbHOCTH 10 (hapMakoHam3opy B pamkax Coroza. B manHOM
KOHTEKCTE YIOJTHOMOYEHHBI OpraH TOCyJapCTBa-ujeHa OTBEYAET 3a
KOHTPOJIb ~ O€30MacHOCTH  KaXJOro  JIEKAPCTBEHHOTO  Ipemapara,
3apErUCTPUPOBAHHOTO HA TEPPUTOPHUSIX TOCYJaPCTBA-UIICHA.

2.20.3. 3amaun W OOS3aHHOCTH YMOJHOMOYCHHBIX OPIraHOB
rocyJapcTB- WICHOB 1O ¢apMakoHaI30py BKJIOYAIOT B ce0s
COTPYAHUYECTBO MPU OOHAPYKEHUU CUTHAJIOB M TMPUMEHEHUE MEp

MHUHHMHA3alIUN PHUCKA ITPH IIPHUHATHH COOTBCTCTBYIOIIIUX peﬂleHI/Iﬁ.



2.20.4. YOJTHOMOYEHHBIE OPTaHbl TOCYIAPCTB-YJICHOB OTBEYAIOT 32
IIPOBEPKY OCYILIECTBJICHUS IEpHKATEISIMH PETUCTPAIMOHHBIX
yAOCTOBepeHui apMaKkoHaI30pa JIEKapCTBEHHBIX MPEMapaToB Ha CBOEH
TEPPUTOPUH, BKJIIOYAS BBHITIOJHEHUE MHCIIEKIIUN cucTeM apMaKoHaI30pa
JepKaATENIe  PETUCTPALMOHHBIX  YJIOCTOBEPEHUM. Y IIOJTHOMOYEHHBIN
OpraH Ka)KJIOr0 rocyJapCTBa-4JieHa OOECIeYMBAET MPECTABICHUE BCEX
JAHHBIX MO KaxJaoM w3 mporeayp 1o  ¢dapMakoHAI30py B
YIIOJJHOMOUYEHHBIE OPTaHbl APYTUX FOCYAAPCTB-WICHOB B COOTBETCTBUH C
3aKOHOJATEIbCTBOM rocy/1apcTBa- YJIcHa, MEXKTyHapOAHBIMU

AOTrOBOpaMM U aKTaMH, COCTABJIAIOIIUMU IIPABO Cotro3a.

2.21. [InaHnupoBaHuE TOTOBHOCTH K (hapMaKoOHAI30Py
IPY BO3HUKHOBEHUHW SKCTPEHHBIX CUTYAIIUi B
0OIlIECTBEHHOM 3/IpaBOOXPAHEHUU

2.21.1. Cuctembl (hapMakoHaI30pa JAepKaTEIIeH PEeruCTPalMOHHBIX
YIAOCTOBEPEHUM M  YIOJHOMOYEHHBIX OpPraHOB TOCYJapCTB-UJIECHOB
JIOJKHBI ~ OBITh ~ aNaNTHPOBAHBI K  OKCTPEHHBIM  CHTyalldsM B
OOIIIECTBEHHOM 37paBooxpaHeHnu. [lo mepe HEoOXOAMMOCTH HOJKHBI
OBITH pa3pabOTaHbI MJIAHBI TOTOBHOCTH.

OKCTpeHHasi CUTyalusi B OOILECTBEHHOM 3paBOOXPaHEHUU
MPEJCTABISIET COOO0M yrpo3y OOIIECTBEHHOMY 370pPOBbIO, MPU3HAHHYIO
Bcemupnoit opra”uzanuei 3ApaBOOXPaHECHUS (BO3) 1100
YIOJIHOMOYEHHBIMH OpraHaMU TOCYyJapCTB-UJICHOB.

TpeGoBanust ¢apmakoHam30pa K OKCTPEHHBIM CHUTyalusM B
OOIIIECTBEHHOM 3J[PAaBOOXPAHEHUM OIICHUBAIOTCS yIOJHOMOUYECHHBIMU
OpraHaMH TrOCYJapCTB-WIEHOB Ha WHIMBUAYyaJbHOM oOcHOBe. O

TpeOOBAHUSX dbapmakoHaa30pa cooOrraeTcs JepKaTesam



PETUCTPALIOHHBIX YAOCTOBEPEHU 151 OOLIECTBEHHOCTH.
YII0JITHOMOYEHHBIE OpraHsl roOCy1apCTB-4JICHOB nyOJIUKYIOT
YBEIOMJIEHUS 00 OHKCTPEHHBIX CHUTyalUsX Ha CBOMX O(UIIMAIbHBIX

canlTax.

3. Macrep-daiin cuCTeMbI
dbapmakoHazopa

3.1. CtpyKTyphl 1
MIPOIIECCHI

3.1.1. Mactep-daiin cucteMsl papMakoHaa30pa MpeaHa3HAUSH IS
OMHMCaHUsl  CHUCTeMBbl  (¢apMakoHaI30pa U  JOKYMEHTHPOBAHHOTO
MOATBEPXKJICHUSI €€ COOTBETCTBUSI TPEOOBAHUSIM 3aKOHOJATENIbCTBA
rocyJapCTB-UJICHOB, MEXIYHAPOAHBIX  JIOTOBOPOB U aKTOB,
coctaBisronux npaBo Coro3za. Macrtep-(aiin mo3BosisieT HaaJIeKaluMm
00pa3oM OCYIIIECTBUTH IUIAHUPOBAHUE U MPOBEJCHUE AYJIUTOB CHCTEMBI
dbapmakoHam3opa JAepiKareleM pPETUCTPAIMOHHOTO YJIOCTOBEpPEHUS, a
TaK)K€ HMHCIEKTUPOBAHUN YIMOJIHOMOYEHHBIMU OpraHaMu TOCYJapCTB-
yieHoB.  Mactep-daitn  BkiIouaeT B ceda  0030p  CHCTEMBI
dbapmakoHa3opa JepiKaTeass PErHCTPAlMOHHOIO YIOCTOBEPEHUSI, UTO
MO3BOJISIET CJlieJIaTh €€ OOIYI0 OIEHKY YIOJTHOMOYEHHBIMU OpraHamu
rOoCyJapCTB-4JICHOB Ha PETHCTPAIMOHHOM U TOCTPETUCTPAIMOHHOM
JTamnax.

3.1.2. CocraBnenue macrtep-(aitna u aktyanuzainus UHGOpPMAIINH,
COJICpJKaIlleicsi B HEM, TO3BOJAIOT JEPKATEI0 PErucTPalluOHHOTO
YAOCTOBEPEHUS U YIIOJTHOMOYEHHOMY JIUITY IO (hapMaKoOHa 30y :

yoequThCcsi B TOM, 4YTO cHUCTeMa (papmakoHaa30pa BHEIpPEHA

corjiaCHO Tpe6OBaHI/IHM 3aKOHOAATC/IbCTBA rocyaapCrB-4JICHOB,



MEXTYHAapOIHBIX JOIOBOPOB M aKTOB, COCTABIIAIOIIMX IIpaBo Coro3a;

NOoATBCPAUTL COOTBCTCTBUC CUCTCMbI I[CI\/’ICTBYIOH_II/IM TpGGOBaHI/ISIM;
IMOJYYHUTD HH(bOpMaHI/IIO O HCAOCTATKaX CHUCTEMbl HJIHW BBISIBHUTH

HeCOOJII0/IeHNE TPEOOBaHUM;

noJIyduTh HWHpOpManui o0 puckax wikn HedPHEKTUBHOCTU
BBITIOJIHEHUSI ~ OMNpPEJEICHHBIX  HAMpaBlIE€HUW  JEATEIBHOCTH  TIO
dhapmakoHa30py.

3.1.3. HUcnons3oBanue Mactep-¢aiiyia cnocoOCTBYeT ONTHUMHU3ALMU
mpolecca  HaJJieKallero  yHnpaBli€eHHs  CHUCTEMOM, a  Takxke
COBEPIICHCTBOBAHUSI  CHUCTEMBbI  (hapMakoHaj3opa. TpeboBaHus K
NPEACTABICHUIO KPAaTKOTO OMNHUCAaHWUA CHCTeMbl  (papMakoHaa30pa
JeprKaTelss perucTpallMOHHOr0 YI0CTOBEpeHUs B hopme macTep-daiina, a
TaK)K€ XPOHOJIOTHSI BHECEHHS COOTBETCTBYIOIIMM OpPraHOM H3MEHEHUH
o0JeryaroT IJIAHUPOBAHHE 151 s dexTuBHOE IIPOBEICHHE
YIOJTHOMOYEHHBIMU ~ OpraHaMH TOCYJapCTB-UJIEHOB WMHCIEKIUNA Ha

OCHOBAaHHUH METOJA OLICHKH PHUCKOB.
3.2. Peructpanus u noaaep:kanue mactep-daiina

3.2.1. MecToHax0XIeHHUE.

Macrep-daiin cucrembl (papMakoHaA30pa JOHKEH HAXOIUTHCS Ha
TEPPUTOPUSAX TOCYAAPCTB-UJICHOB, JUOO B MECTE BBIIOJIHEHUS OCHOBHOM
NEATeIbHOCTH 1O (apMakoHaA30py, JUOO B MeCTe, B KOTOPOM
KBaJTU(DUITUPOBAHHOE JIULIO0 OTBEYAET 3a OCYLIECTBIICHUE
dbapmakoHag3opa, HezaBucuMo OT  (Qopmara (OyMaKHbIA WU
ANEKTPOHHBIN). YTIOJIHOMOYEHHBIM OpraH roCyJapCTBa-wieHa OJKEH
ObITH MPOMH(OPMUPOBAH O MECTE PACIIOJIOKEHUSI MacTep-(Dailia, a Takxke

JOJDKEH HE3aMEIUTENIbHO HUH(POPMHUPOBATHCS O JIHOOBIX HM3MEHEHUSX



MecTa ero pacrnojiokeHusi. TpeOyemass uHbopmanus MO PaCIONOKEHUIO
MacTep-(aiiia BKIOYaeT B ce0s yKazaHHE Ha MECTOHaXOXKJEHHE (aapec)
JepsKaTelss PErUCTPAIMOHHOTO YIOCTOBEPEHUS HIIM TPEThEH CTOPOHBI 1O
COTJIAIICHUI0. DTOT aJApeC MOXKET OTIWYAThCA OT ajpeca 3asBUTEINS WM
JepKaTeliss PEerucTPallMOHHOTO YAOCTOBEPEHHUs, HAmpuMeEp, B cliydae
yKazaHus ajpeca Jpyroro oduca jaepiKareias perucTpalioHHOTO
YAOCTOBEPEHUS WM B CJydae BBIMOJHEHUS OCHOBHOW JEATEITbHOCTH
TPEThEN CTOPOHOM MO corameHuro. [Ipu onpenenennn OCHOBHOTO MECTa
OCYLIECTBIICHUS  JEATEIbHOCTH 1O  (apMaKOHAA30py  JiepKaTelb
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI JIOJDKEH YYUTHIBATh HaWJIydllee
MECTOHAXOKJEHUE NIl CUCTEMBbI (papMaKkoHaJ30pa B 1esoM. JlepxkaTenb
PETHCTPAIIMOHHBIX YIOCTOBEPEHHUN JIODKEH HMMETh COOTBETCTBYIOIIEE
000CHOBaHUE JIJIsl IPUHATHS PELISHUs O PACIOIOKEHUN MacTep-Gaiina. B
CUTYaIlMH, KOT/1a OCHOBHAsI ICSITEIbHOCTh OCYIIECTBIISICTCA 3a MpEAeIaMU
Coro3a MM HEBO3MOKHO OMPENETUTh OCHOBHOE MECTOHAXOXKIEHHUE, MO
YMOJIYAHHUIO MECTOHAaXOXXJEHHEeM MacTep-(aiiyia  sSBIsSEeTCI  MECTO
OCYLIECTBIIEHUA  JEATEIbHOCTH  YINOJIHOMOYEHHOIO  JUIa 1O
dbapmakoHaI30py.

3.2.2. [TIlepemaua o0si3aHHOCTEM TIO MacTep-Qaiily CHCTEMBI
dbapmakoHa3opa.

3.2.2.1. Tlepemauy wuau JAelerupoBaHue OOS3aHHOCTEH W
NESATEIbHOCTH 10 MacTep-Gailily cucteMbl hapMakoHa 30pa HEOOXOUMO
oGOpMIIATH TOKYMEHTAIBHO U KOHTPOJIUPOBATH C IEJIBI0 TTOATBEPKICHHUS
BBITIOJTHEHUS JIEP)KATEelIeM PETUCTPAIMOHHBIX YIOCTOBEPEHHM CBOUX
00s13aHHOCTEH. YTIOJIHOMOYEHHOE U0 MO (apMaKOHAI30py JOTKHO
OBITh MPOUH(POPMUPOBAHO 00 HM3MEHEHHUSAX, BHOCHUMBIX B MacTep-(aii

CUCTEeMBbI (papMaKoOHaJ30pa B IEJISAX BBIMOJTHEHUS UM IOJTHOMOYHUH 10



BHECEHUID M3MEHEHUW C LEIBK0 COBEPUICHCTBOBAHUS CUCTEMBI. THIIbI
W3MEHEHUH, O KOTOPBIX CJeAyeT He3aMeIIUTEIbHO WH(HOPMHUPOBATH
YIOJIHOMOYEHHOE JIUIIO TI0 papMaKoHaI30PY:

W3MEHEHUs, BHOCUMBIE B MacTep-(aitn cuctemsl GpapmMakoHaa30pa,
WM U3MEHEHUE €r0 MECTOHAXOXICHUS, CBEACHHUS O KOTOPBIX JOJKHBI
cOO0IIaThCS B YIIOJITHOMOYEHHBIE OPTaHbl TOCYapPCTB-UJICHOB;

n00aBlICHHE KOPPEKTUPYIOMUX ¢ (WJIM) MpeaynpeauTeabHbIX
MeponpuUsITHIl B MacTep-(aiii cuctemMbl GpapMakoHaa3opa (Hampumep, Mo
pe3yibTaTaM MPOBEIACHUS AayJUTOB M HMHCHEKIMN) UM yIpaBieHHUE
OTKJIOHCHHSIMH OT TIPOIIECCOB, YKa3aHHBIX B CHCTEME YIIpaBJICHUS
KaueCTBOM CHCTEMBI (papMakoHAA30Pa;

W3MEHEHHUS, BHOCHMBIE B COJEpXKaIIylocs B wmacTep-daiine
uH(pOpMaIMIO, KOTOPHIC YIOBIETBOPSIOT KPUTEPHUSM HAJJICKAIIETO
KOHTPOJII CUCTeMBI (hapMaKoHaa30pa (B paMKax MOIITHOCTH CHCTEMBI,
(GYHKIIMOHUPOBAHUS U COONIOZICHUS TPeOOBaHMH);

W3MEHEHUSI YCTAaHOBJEHHON JOTOBOPEHHOCTH O TMPEACTaBICHUU
Mactep-daiaa cUCTEMBbI (papMakoHaI30pa B YIMOJTHOMOUYCHHBIE OpPTaHBI
rocyJapCTB-4JICHOB.

3.2.2.2. YHoJIHOMOYEHHOE JHI0 MO (GapMaKOHAI30py HOHKHO B
NMUCHMEHHOM BHJI€ TMOATBEPAUTh €r0 YBEJAOMJIEHHEC B OTHOIICHHUH
CHEAYIOIINX U3MECHECHUN:

BKJIFOUEHHE JI€KapCTBEHHBIX npenaparoB B CUCTEMY
dbapmMakoHam30pa, 3a KOTOPYHO OTBEYAET YIIOJTHOMOYEHHOE JIMIO B
dbapmakoHaI30py;

nepegadya  oOsA3aHHOCTEM Mo  cucremMe  (hapMakoHaaA30pa

YIOJIHOMOYEHHOMY JIUITY MO (papMakoHaA30pYy.



3.3. Onucanue cuctem (hapMakoHa30pa

B Mmacrtep-daiine cuctemsl papmakoHaa30pa JOKHA OBITH ONKMCAHA
cucrema (apmakoHag3opa 1 wim 0OoJiee JIEKApCTBEHHBIX IPENapaToB
JepsKaTelNss PEerucTPallMOHHBIX yaocToBepeHnil. K pasHeiM KaTeropusm
JIEKapCTBEHHBIX npenaparon JepKaTelb PErUCTPAIMOHHBIX
YAOCTOBEPEHUH MOXKET MPUMEHSATH Pa3Hble CHCTEMBbI (apMaKOHAI30pa.
Kaxnmas Takas cuctema AoKHA OBITH OMHMCaHA B OTIEIHLHOM MacTep-
(aitne cucrembl hapMakoHaa30pa. ITH MacTep-(daitiabl T0KHBI B IIEJIOM
OXBAaThIBATh BCE JIEKapCTBEHHBIC npenaparsl JepKaTens
PETUCTPALIMOHHBIX YIOCTOBEPEHUI, HA KOTOPHIE BBIAAHO YJIOCTOBEPEHHE
0 TOCYJIapCTBEHHOW PETHCTPAIIHH.

B ciydyae ecnu y nepkarens perduCcTpallMOHHBIX YIOCTOBEPEHHI
dbyHKIIMOHUpYeT Oosiee yem | cucrema ¢dapMakoHaa30pa, HAMpPUMED,
cnenuduueckue CUCTEMBbI (hapMaKOHaa30pa IS OMpESICHHBIX BHJIOB
JIEKapCTBEHHBIX TMpemapaToB (BaKkIWHBI, CAHUTAPHO-TUTHCHUYECKAs
OpONyKIMs W T. JA.) WIKW cuctema ¢apMakoHaI30pa OXBAaThIBAET
JIEKapCTBEHHbIE Tpemnaparbl Oosiee | Jepkarens perucTparmoOHHBIX
yAOCTOBEPEHUH, peICTaBIISIETCS 1 mactep-pailil  CHUCTEMBI
(dhapMakoHa130pa, OMHUCHIBAIONTUN KKIYIO0 CHCTEMY.

JlepxateneM perucTpPariMOHHOTO YIOCTOBEPEHHUS OJDKHO OBIThH
HA3HAYCHO YITOJTHOMOYEHHOE JIUIO MO (apMaKOHAI30Py, OTBETCTBEHHOE
3a CO3/IaHME U BEJICHUE CUCTEMBI (hapMaKoHa130pa, OMUCAaHHON B MacTep-
daiine cucteMbl apMaKoHaI30pa.

Ecim 1 cucrema dapmakoHama3opa HUCIONB3YETCS HECKOIBKUMHU
JepKaTeNsIMA PETHCTPAINMOHHBIX YIOCTOBEPECHUM, KAXKIbIN IepKaTelb

PETUCTPATNOHHBIX y,I[OCTOBGpCHI/Iﬁ HCCCT OTBCTCTBCHHOCTHL 3a HAJIUMYHUC



Macrtep-¢aiina cucrembl (apMaKoHaI30pa, B KOTOPOM OMNKMCaHa CHCTEMa
(dapMakoHaa30pa  BBIIYCKaeMOM UM  NpoAykKuuu.  Jlepxkarenb
PETUCTPALIMOHHOTO  YJIOCTOBEPEHUSI MOXET  JEJIErupoBaTh  Yepes
NUCbMEHHOE CoOTJlallleHue (HampuMep, MNapTHEPY MO JIMIEH3UU WIH
CyOmoApsIAUMKY) YacTh JAESITENIbHOCTH WU BCIO JIEATENBHOCTh TIO
dbapMakoHaI30py, 3a HaJJIeKalllee BbBIIOJIHEHUE KOTOPOMl  HeceT
OTBETCTBEHHOCTH JIEpHKATENb PETUCTPALIMOHHOIO YIOCTOBEpEeHUs. B aTOM
ciydae — mactep-gaiin  cuctembl  (papMakoHaA3zopa  JepiKaTels
PETUCTPALIMOHHOTO YIOCTOBEPEHUSI MOKET UMETh MEPEKPECTHYIO CCHLIKY
Ha MacTep-(dailsl uinM Ha YacTh MacTep-¢aiiia cucteMsl papMakoHaa30pa,
YOPaBISIEMOTO CHUCTEMOM CTOPOHBI, KOTOpOH OblIa JelierMpoBaHa
AESTEeIbHOCTh HA OCHOBAaHWM COIJIAIIEHUS O JOCTylleé K JaHHOM
uH(OpMAIIUU CO CTOPOHBI JIePKATENSI PETUCTPALIMOHHOTO YI0CTOBEPEHHUS
U YINOJHOMOYEHHBIX  OpPraHOB  TOCYJapCTB-wIEHOB. Jlepxkarenb
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS! JIOJDKEH OOECIEeUUTh COOTBETCTBUE
COJICp’)KaHUsl  CCHUIOYHBIX  (aiioB  cucreme  (papmakoHaa3opa,
MPUMEHUMOMH K JIEKAPCTBEHHOMY IIpemnapary.

B coorBeTcTBymOIMX CiydasXx B TPUIOXKEHUU YKa3bIBAETCS
nepevyeHsb MacTep-QpaiiaoB cucteMbl ¢hapMaKoHaI30pa, MOAIEPKUBAEMBIX
OJIHUM JIep>KaTelieM PEruCcTPalMOHHBIX yA0CTOBepeHuid. B mpuiiaraemyto
uH(OpMaIIMIO BKIIOYAIOTCSA JAHHBIE O MECTOHAXOXICHUU MacTep-
daitnioB, unpopmarus 06 YJI® u COOTBETCTBYIOIMIMX JIEKAPCTBEHHBIX
npenaparax.

B kpatkoit mHbOpMmaIuu, MpeACTaBISIEMON B yHOJIHOMOYECHHBIC
OpraHbl rOCyJIapCTB-WICHOB, HE MOXET OBbITh YKa3aHO HECKOJbKO MECT
HaXO0XKJICHUs OJTHOT0 MacTep-(aiina cucteMbl (papMakoHaa30pa.

HpI/I ACJICTUPOBAHUN ACATCIIBHOCTH 110 CUCTCMC (bapMaKOHaz[sopa 151



ee mactep-(haiiny aep)karelb PEruCTPAIMOHHOTO YAOCTOBEPEHHSI HECeT
OTBETCTBEHHOCTh 3a CHCTeMy (apMaKoHaa30pa, MpPeACTaBICHHE
uHdopmauu 0 pacIoI0KEHUN Macrep-daiina CUCTEMBI
dbapmakoHa30pa, BelleHuu Mmactep-(daitia cucremsl papmakoHag3zopa U
€ro MpeACTaBICHUU B YINOJHOMOUYEHHBIE OpTraHbl rOCYAapCTB-YJICHOB 1O
3ampocy. B Hammumm JOMKHBI OBITH THCBMEHHBIE COTJIAIICHUS C
onucanueM (QyHKIUA Hu OO0S3aHHOCTE 1O Macrtep-(dailly CHCTEMBbI
dbapmMakoHam30pa, €ro TMPEACTAaBICHUIO U TOAJEPKAHUIO, a TaKxKe
OCYIIECTBIICHUIO (hapMaKOHa130pa.

[Ipu wucnonbp3oBaHUM CHUCTEMBI (PapMakoOHAA30pa HECKOIBKUMHU
JepKaTeIIMA PETUCTPAIMOHHBIX YIOCTOBEPEHUH PEKOMEHYETCS, YTOOBI
napTHEPHl  COMJIACOBAIM  COBMECTHOE BEICHHE COOTBETCTBYIOIIUX
pa3nenoB B paMKax CBOMX MacTep-¢aiiaoB B cucteme. O JOCTYMHOCTH
mactep-daiina  cucteMbl  dapMmMakoHam3opa IS JIepKaTeseu
PETHCTPAlIMOHHBIX  yJAOCTOBEPEHWH M €ro  MpeACTaBICHUU B
YIOJITHOMOYEHHBIE OPTaHbl TOCY/IapCTB-WICHOB JOJDKHO OBITh YKa3aHO B
MUCbMEHHBIX COTJIAIICHUSX. Baxno, YTOOBI JepKaTenb
PETHCTPAIIMOHHBIX yAOCTOBEPEHUN YOeausics B TOM, 4YTO CHCTEMa
dbapmakoHa30pa, pacnpocTpaHsieMasl Ha UX MPOIYKIHI0, COOTBETCTBYET

HEOOXOIMMBIM TPEOOBAHUSIM.

3.4. Ob6s3arenbHas uHpopmals B Mactep-daiie
CUCTEMBI (hapMaKoHa130pa
Macrep-daiin cuctemsl papmMakoHaa30pa JOJKEH BKIIOUYATh B ce0s
JOKYMEHTBI C ONucaHueM cuctembl (apmakoHam3opa. CopepxaHue
mactep- (aiima cuctemMbl  (apMakoHaI3opa  JIOJDKHO — OTpa)arTh

IOCTYHNHOCTh  HMHGOpPMAUM O  OE30MACHOCTH  JIEKapPCTBEHHBIX



MpenapaToB, 3apETUCTPUPOBAHHBIX B TrOCyJapcTBax-uwieHax. Macrep-
(ailyl 10KEeH UMETh OIVIABJIECHUE C IETbI0 00ECIEUEHUs] BO3MOXKXHOCTH
OpPUEHTUPOBAHHUS B JOKYMEHTE.

3.4.1. Paznen mactep-daiina 06 YJIOD.

Nudopmanus 06 YJID B macTep-daiine 10omKHA BKIOYATh B Ce0s:

onmucaHue OOS3aHHOCTEH, TapaHTUPYIOIUX Hammuue y YJID
COOTBETCTBYIOIIUX MOJHOMOYUN MO cucTeMe (hapMaKOHA30pa C IENbIO
oOecleueHus, COJECUCTBUS U TIOBBIIICHUS YPOBHS COOTBETCTBUSA
TpEeOOBaAHUSIM;

KpaTKoe pe3toMe ¢ OCHOBHOM nHpopMmaiueit o poinu YJID;

KOHTaKTHYI0 uH(popManuio 00 YJID, kotopas qoKkHA BKIIOYATh B
cebs (damminio, TOYTOBBIM ajpec, Homepa TenedoHa, dakca,
ANIEKTPOHHYIO MOUTY U pabounii aapec;

uH(OpMaIIMI0 O MPUMEHEHUH PE3EPBHBIX COTJAIICHUN B Clydae
orcyrcTBUs YJIO. B ciiydae nenmernpoBaHus onpeiesicHHbIX 3aaa4 Y JID
WHOMY HCTIOJHUTENIO TMEPEUYeHb JIeJIErMPOBAHHBIX 3a7a4 JIOJDKEH OBIThH
BKJIIOYEH B TMPWIOKEHUS C YKA3aHUEM ONUCAHUSA JECJIETUPOBAHHOMN
JESATEeIbHOCTH U JIUI], KOTOPbIM OHA ObLIa JIeJIETUPOBAHA;

onvcaHue KBamudukauu 1 onbsita YJID, nMeromux OTHOIIEHUE K
AESTEILHOCTH MO (hapMaKoOHAA30DY.

3.4.2. Pazmen wmactep-daiina 00 OpraHuU3allMOHHOW CTPYKTYype
JEPHKATEIS] PETUCTPALIMOHHOTO YI0CTOBEPEHMUSI.

3.4.2.1. HeobxoauMo MpencTaBUTh OMHCAHUE OPraHU3aAIMOHHOU
CTPYKTYpPbl COOTBETCTBYIOIIEH cHuCTeMbl (papMakoHaA30pa JeprKaTels
PETUCTPAIIMOHHOTO yAOCTOBEpeHUs. OmnucaHue OJKHO J1aBaTh YETKOE
MPEJICTABIICHUE O  3aJICCTBOBAHHBIX  OpPraHU3alUsIX, OCHOBHBIX

CTPYKTYPHBIX TOAPA3ACICHUIX, 3aHUMAIOIMUXCSA (hapMaKOHAI30pOM, H



B3aMMOOTHOIIICHUAX  MEXKIy OpraHu3alusIMH W  CTPYKTYPHBIMH
MOApPA3ACICHUSIMU,  WMCIONMMHA  OTHOIICHWE K  BBIMOJHEHUIO
aesTenbHOCTH 1O (apMakoHam3opy. B Mactep- ¢aiine cucTemsl
dbapmakoHa30pa JOJKHA OBITH MPECTaBIIEHa CeAyoIIas HHpOpMaIus:

OpraHU3allMOHHAs  CTPYKTypa JepKaTelisi PErucTPallMOHHOTO
YIOCTOBEPEHUS, BKIIFOUAs yKa3aHue mojoxeHus YJID B opranuzauuu;

agpec MecTa HaXxOXJIEHHs, IO KOTOPOMY OCYHIIECTBISIETCS
NeATeNIbHOCTh, 10  (hapMaKoOHAJ30py, BKJIOUass CcOOp U OLIEHKY
WHIUBHUIYATbHBIX COOONMICHUH O HEXEeIaTeIbHbIX PEaKIUIX, BBOJ
coobmieHuii B 0a3y JaHHBIX 10 OE30MAaCHOCTH, IOJATOTOBKY
MEePUOINYECKOr0 OOHOBIISIEMOT0 OTYETa MO OE30MaCHOCTH, BBISIBICHUE U
aHaJIN3 CUTHAJIOB, BEJACHHUE IJIAHOB YIPABICHUS PHUCKaMH, YIpPaBICHHE
MPOBEACHUEM  MPEAPETUCTPAIMOHHBIX W MOCTPETHCTPAIIMOHHBIX
WCCJICIOBAaHUH U yIIpaBIICHUE U3MEHEHUSIMH, BHOCUMBIMH B HH()OPMAITHIO
1o 0€30MacHOCTH JIEKApCTBEHHOTO IIpenapara.

3.4.2.2. Paznen  macrep-daitia 0 AEATENBHOCTH MO
(dbapmMakoHa130py, MepeIaBaeMO Ha ayTCOPCHHT.

3.4.2.2.1. Mactep-daitn cuctemsl (¢dapMakoHaa30pa  JIOJDKEH
COJIEpKaTh OMNKCAHUE JEATEIBHOCTH W (WJIM) YCJIYr 1O BBIMOJHEHUIO
0053aTeNBCTB 0 hapMaKOHAI30PY, MEPEJaHHbIX Ha Ay TCOPCHHT.

34222, HWudopmanus B paszmene JODKHA  COAEPXKATh
MOATBEPKJICHUE  B3aWUMOCBSI3M C  JAPYTUMH  OpraHU3aIllMOHHBIMU
CTpYKTypaMu (Hampumep, COTrJIallleHHe O COBMECTHOM MAapKETHHTE
JIEKapCTBEHHOTO TMperapara, COTJAlICHUE O BBIMOJHEHUU JEATETbHOCTH
no ¢apMakoHAI30py MOAPSAYMKAMHU, a TaKKe HHBIE KOMMEpPUYECKHE
cornamenusi). HeoOxomuMo yka3aThb MECTOHAXOXJECHHE M OIUCATh

CHUCTEMY MMEIOIIUXCS COTJIAIICHUH O IeATEILHOCTH 0 (hapMaKOHAI30pY,



nepeaaBaeMoi Ha ayTcopcuHr. OnMcaHue CUCTEMBI COTJIAIIEHUM MOXKET
OBITH COCTABIICHO B BHJIC MTepEYHS WU Tabauibl. [Ipu onmrcanmy CUCTEMBI
COTJIAllICHU B BHJE TAOIUIIBI TMPHUBOMASTCS CBEICHUS OO0 y4aCTBYIOIIUX
CTOPOHAX, MPUHATHIX 00s3aTENbCTBAX, JICKAPCTBEHHBIX IIpernaparax I1o
KOTOPBIM OCYIIECTBIISIETCA (hapMaKOHA[30p U TEPPUTOPHUAX TOCYIAPCTB-
YJICHOB Ha KOTOPBIX ocyllecTBisiercss papmakoHanzop. [Ipu onucanuu
CHUCTEMBI COTJIANIIEHWH B BHJE TEPEUHSI €ro CTPYKTYPUPYIOT IO BHIAM
UCIIOJIB3YEMBIX  yCIyT  (Hampumep, TPEACTaBICHHE MEIUIIUHCKOM
uH(popMaIy, ayIMTOPCKUE YCIYTH, 00ECIIEUCHUE MPOrpamMM MOIIEPIKKU
MalueHToB, o0paboTKa  JaHHBIX 00  HWCCIENOBaHUSAX), BHAAM
KOMMEPYECKMX  COIVIAlIeHWH  (corjamieHue O  JAUCTPUOBIOIUU
JIEKQpCTBEHHBIX MPEMapaToB, COTJIAIIEHUE O COBMECTHOM MAapKETHUHTE,
COTJIAIIICHUE O COBMECTHBIX MpaBax Ha PETUCTPAIMOHHOE YIOCTOBEPEHHE,
U T. J.) W BUIAM TEXHUYECKOTO oOecrnedYeHus MACATeIbHOCTH II0
dbapmakoHaa3opy (pa3menieHne KOMIBIOTEPHBIX CHUCTEM Ha CepBepax
npoBaiifiepa, apXUBUPOBAHNUE M XPaHCHHE JAaHHBIX MO apMaKOHAI30Py U
T. 1.). Konuu OTAeAbHBIX COTJAlIEHUN MNpPEACTaBISIOTCA IO 3alpocy
YIOJIHOMOYEHHBIX OPTaHOB TOCYAApCTB-YJICHOB UM B XOJ€ MPOBEIACHUS
WHCIICKIIUHU U ayIUTa, UX TIEPEUCHb MPUBOJUTCS B MPUITIOKCHUSX.

3.4.2.2.3. Mactep-daiin cucrtembl (apMakoHaI30pa JOJDKEH
COJICp)KaTh KOIMMU IIOJIMMUCAHHBIX COTJIAIIEHWM O TaKOM 3HAa4YnuMOU
NeSATEIbHOCTH, IEPEJaHHON Ha ayTCOPCUHT, KaK:

OKazaHUE€ yCIyr mo ¢apMakoHaa30py (YIMOJIHOMOYEHHOE JIUIIO 10
dbapMakoHa30py, BBOJ JAHHBIX IO O€30MAaCHOCTH, MOJTOTOBKA
MEePUOIUIECKOTO OOHOBJISIEMOTO oTdyeTa 1O 0€3011acHOCTH,
MpEACTaBICHUE WHANBUAYAIBHBIX COOOIMIEHWH O HEXKelaTeIbHbIX

peaknuigax B 3JICKTPOHHOM BHUJAC, OLICHKA JAHHBIX IIO 0e30IMacHOCTH U T.



1.);

JeJeTUpOBaHre  JIESITEIBHOCTH MO  Mactep-(ailly  cucTeMbl
(hapmakoHa30pa.

3.4.3. Pazaen macrep-(aitina 00 HICTOUHMKAX MOJYyYSHUS TAHHBIX 110
0e30ITacHOCTH.

3.4.3.1. OnucaHue OCHOBHBIX OTJEJOB, Kacammmxcsa cOopa
WHJIUBUIYAIBHBIX COOOIIECHUN O HEXKENAaTeNbHBIX PEaKIUAX, JTOJKHO
BKJIIOUaTh B ce€0s BCE CTOPOHBI, OTBETCTBEHHBLIE 3a COOp COOOIICHUH,
MOJTy4aeMbIX IO 3aIlPOCy, U CIIOHTAHHBIX COOOIICHUN O HEXKeNaTeIbHBIX
peakuMsax Ha JIEKapCTBEHHBIE IIperaparhbl, 3aperuCTpUpPOBAHHBIC Ha
TEPPUTOPUAX TOCYAAPCTB-WICHOB. B onmcanue MOMKHBI OBITh BKIIOUCHBI
MeCcTa HaXOXIEHUs MEIUIIMHCKOM uH(oOpMaruu, a Takke J04YepHHUE
obuchl opraHuzanuv. JTa HHOOpPMAIMS MOXKET OBITh COCTaBJICHA B
dbopme chucka ¢ yKazaHHMEM TOCYJIapCTBa, XapakTepa JeATeIbHOCTH M
JIEKApCTBEHHBIX MpernapaToB (€Ciau JaHHas JEATEIbHOCTh 3aBUCUT OT
BHJIa JICKApCTBEHHOTO mpenapara). MHopmarus o TpeTbUX CTOpOHAX
(mapTHEpax IO JIMIICH3WH, MECTHBIM JUCTPUOBIOTOPCKUM  HWJIU
MapKETHHTOBBIM COTJIAIICHUSIM) TaK)Ke BKJIIOUAETCS B pasziesl, B KOTOPOM
OITMCAHBI COTJIAIIICHUS.

3.4.3.2. Vctounuku nHPOpMAIIMU TT0 OE30MMaCHOCTH TAKXKe JTOHKHBI
BKJIIOUATh B C€0sI CIIMCOK TEKYIIHMX MCCIETOBAHUM, PETUCTPOB, MPOrpaMM
NOJJCPKKA  WIM  HaOJMIOACHUH, CIIOHCHUPYEMBIX  JepiKaTeaeM
PETUCTPAIIMOHHOTO YIOCTOBEpeHUs. B crivcke noimkeH ObITh onmucaH (Ha
MHUPOBOM YPOBHE) CTaTyC KaXXJOr0 HCCIEJOBAHUS WM MPOTrPaAMMBbI,
COOTBETCTBYIOIIIEE TOCYAAPCTBO, JICKAPCTBEHHBIE MPENapaThl  OCHOBHbIC
nenu. UHTepBEeHIIMOHHBIE M HEUHTEPBEHIIMOHHBIE UCCIEIOBAHUS JTOJKHBI

OBITh yKa3aHbl IO OTAEJIBHOCTH COIJIACHO JEHCTBYIOIIEMY BEIECTBY



JIEKapCTBEHHBIX mpenapaToB. CHHUCOK JOJDKEH  COJepkaTh  BCE
uccieoBanusl (MporpaMmbl), TEKYILIME HCCIEeA0BaHUs (MporpamMMmsbl), a
Tak)Ke UCCIeA0BaHus (MMPOTPaMMBbl), 3aBEPIICHHBIC B TEUCHHE MTOCIEIHUX
2 JerT.

3.4.4. Paznen macrtep-daiina 0 KOMIBIOTEPHBIX CHCTEMax M 0a3zax
TaHHBIX.

3.4.4.1. B macrep-daiine cucremsl papMakoHaa30pa JOKHO OBITh
OMHUCAaHO  PACHOJIOKCHHE,  (PYHKIIMOHAJIbHBIE  BO3MOXXHOCTH
AKCIUTYaTal[MOHHAS OTBETCTBEHHOCTD 32 KOMITBIOTEPHBIE CUCTEMBI U 0a3bl
TaHHBIX, UCTIOIB3YEeMbIC NJIs TOMyYeHHs, Bepru(uKaum, mpeICcTaBICHUs
nHpopmarmu 1O  OE30MacCHOCTM U OIEHKH €€  COOTBETCTBHS
MOCTaBJICHHBIM 3a]ja4aMm.

3.4.4.2. B cny4dae HCIIOJIB30BAHUS PSAIa KOMIBIOTEPHBIX CUCTEM WU
0a3 JaHHBIX JODKHA OBITH ONMHMCAaHAa UX NPUMEHUMOCTh K JIESTEIBHOCTH
no QapmMakoHaA30py TakuM oO0pa3oMm, 4YTOOBI OBUI TOHSATEH O00bEM
KOMITBIOTEPU3AIMM B paMKax CUCTeMbI (papmakoHaazopa. Kpome Toro,
JIOJIKHBI OBITh OMHUCAaHbl CTAaTyC BAJIMJAIMK OCHOBHBIX AacIEKTOB
(GYHKIMOHANBHBIX BO3MOKHOCTEH KOMIIBIOTEPHOM CHCTEMBI, a TaKXKe
CMEHa KOHTPOJS, CTPYKTypa HWCIBITAHUH, pPE3epBHBIC NPOIEAYyPHl U
apXWBBI DJEKTPOHHBIX JAHHBIX, HEOOXOAWMBIE ISl  COOJIOICHUS
TpeOoBaHMi (apMaKkoOHAI30pa, M HMEIMIAsca JOKyMmMeHTanus. YTo
KacaeTcsl CUCTEM Ha OYMa)KHBIX HOCUTENSX (KOT/a AJIEKTPOHHAS CHUCTEMa
UCIIOJIB3YETCSl TOJBKO JJII CPOYHOIO TPEACTABICHUS WHIAUBUAYAIbHBIX
COOOIIIEHUI O HEXeNaTebHbIX pPEakIusix), HEeOO0XOJUMO OIHUCATh
yOpaBJIeHUE TaHHBIMUA, MEXAHU3MBI, HCIOJIb3yeMble i 00eCTICUCHMUSI
[[EJIOCTHOCTHU Y JIOCTYTIA K JIaHHBIM.

3.4.5 Paznen mactep-daiisia o mporieccax.



3.4.5.1. BaxHbIM KOMIIOHEHTOM CHUCTEMBI (apmakoHaI30pa
ABJISIETCS HAJTMYUE HA MECTE OCYIIECTBICHUS JIESITEIbHOCTU CTAHAAPTHBIX
nporieyp B TMchbMeHHOW ¢Qopme. B  mompasmemax 2.6, 2.9-2.12
Hactosamux IlpaBui omucan TpeOyemMblli MUHUMAabHBI  HaOOp
MMChbMEHHBIX Tpolnenyp (apmakonam3opa. B Macrep-daiine cucteMbl
dbapMakoHa30pa JOJDKHA OBITh OINKCAaHA MMEIOMIASCS TMPOIeaypHas
JOKYMEHTaIUs (CChUIKM Ha KOHKPETHBIE CTaHJIAPTHBIC ONEpaI[MOHHBIE
MPOLIeYPhl, PYKOBOJICTBA U T. J.), TUIbI JAHHBIX (HAIpUMEDP, TUI JAHHBIX
00 WHIWBUAYAIBHBIX CIIydasX HEXeJaTeIbHBIX peakiuii) M CIocod
BEJICHUS 3aruceil (Harpumep, 6a3a TaHHBIX MO0 OE30MMaCHOCTH, OyMaXKHbIE
(aiisibl B MECTE TTOJTYUCHHUS).

3.4.5.2. B macrep-¢aiin cucteMbl (hapMakoHaI30pa JTOKHO OBITH
BKJIIOUEHO OIKCAaHUE MPOIIECCOB, MPOUEAYp OOpabOTKU W pETUCTpaLNU
JTAQHHBIX TIPY BBITIOJIHEHUHU JESITEILHOCTU MO (hapMaKOHA30py, KOTOPHIE
JIOJKHBI BKJTIOUATh B €0 CIIETYIOIINE aCIIEKThI:

MOCTOSIHHBIA ~ MOHUTOPUHT COOTHOIIEHUSI «II0JIb3a — PHUCK»
JIEKapCTBEHHOT0 Tpemnapara, pe3yjbTaT OUEHKH W MPOUECC MNPUHITHUS
pelieHusT O COOTBETCTBYIOIIMX Mepax, TMpolecC TEeHEPUPOBAHUS,
BepU(pUKaIMU U OIIEHKU CUTHAJIOB, MOJYy4YEHUE BBIXOHBIX JaHHBIX U3 0a3
JAHHBIX TI0 0€30MaCHOCTH, OOMEH TaHHBIMU C KIMHUYECKUMU OTAEIaMu U
T. 1.;

CUCTeMa YNOpPABJICHUS PHUCKAMU U MOHUTOPUHT PE3YJbTATOB
BHEJIPEHUSI MEp MUHUMU3AIMU PUCKOB. B cilyuae ecnu B 3TOM mpoliecce
3aJICICTBOBAHO HECKOJILKO TMOAPA3ICIECHUH, MOPSIJOK X B3aUMOJICHCTBUSA
OTpEeIEIISICTCS MUChbMEHHBIMH ITPOIICAYPAMH WITH COTJIAIIEHUSIMU;

coop, Bepudukamus, MoJydyeHUE TOCHeAyomel uH(popMaluy,

OOCHKAa M IIPCACTABJICHUC I/IH(l)OpMaI_[I/II/I 00 HWHAWBUAYAJIbHBIX CIy4dasaX



HEeXKeJaTeNIbHBIX peakiuil. B mpoieaypax mo gaHHOMY paszielly JI0KHO
OBITh UYETKOE pa3rpaHUYCHHE JIOKAIbHBIX M MEXIYHApOJHBIX BHUJIOB
NEeSATEINbHOCTH;

IJJAHUPOBAHUE, COCTABJICHUE M TIPEJICTABICHUE IEPUOJANYECKUX
OOHOBJISIEMBIX OTUYETOB 110 0€30MMaCHOCTH,

MIpEJICTABJICHUE MMOTPEOUTENIM, MEIUIIMHCKUM paOOTHUKAM W B
YIOJTHOMOYEHHBIE ~ OpraHbl  TOCYJApCTB-WICHOB  MH(OpManuu 0
npobJieMax mo 0e30MacHOCTH;

BHECEHUE W3MEHEHMH, Kacarommxcs Oe3omacHoctd, B OXJIII m
UMII (JIB). IIpouenypsl AOTKHBI OXBAaTbIBATh BHYTPEHHUN M BHEIIHHM
OOMEH JaHHBIMU.

3.45.3. Tlo kaxaoMy HaMpaBICHUIO JEATEIBHOCTH JIEPKATEID
PETUCTPALIMOHHOTO yA0CTOBEPEHUS IOJKEH ObITh CHOCOOEH MPEJCTABUTh
MOATBEPXkKJIeHUE (PYHKIIMOHUPOBAHUSI Y HETO CHUCTEMBI CBOCBPEMEHHOTO
MIPUHATHS HAJJICKAIUX PEIIEHUN U AEUCTBUMN.

3.4.5.4. JlomkHbl OBITH NPEACTABICHBI JIAaHHBIE O JIPYTUX
HaMnpaBJICHUSX AEATEIBLHOCTH, MOATBEPKIAIONINE HAIMYUE HaJJIexalien
CHUCTEeMBbI OOecIieueHHsl KauecTBa B cucreme (apmakoHamzopa. K Takum
JQHHBIM, B YACTHOCTU, OTHOCSITCSI JIaHHBIE O (DYHKIUSAX U OOSI3aHHOCTSIX
YJI®, pearnpoBaHMM HaA 3ampPOChl  YIOJHOMOYEHHBIX  OPraHOB
roCyJIapCTB-4JICHOB O TMPEJCTABICHUU HWHPOpMAIUU, JTUTEPATYPHOM
MOMCKE, KOHTPOJIE H3MEHEHHMH B 0a3ax JaHHBIX IO OE30MMacHOCTH,
COTJIAIICHUSIX 00 OOMEHE JaHHBIMHM IO 0€30MaCHOCTH, apXMBHUPOBAHUHU
JTAHHBIX TI0 0€30MaCHOCTH, ayauTe (papmMakoHaa30pa, KOHTPOJIE CUCTEMBI
KadyecTBa U 00yueHuu. B xoze 0030pa MOXHO MCMOJI30BATh TAOJIUILY CO
BCEMU TMPOIEAYPHBIMU JOKYMEHTaMH (apMakoHaJ30pa (BKIHOYAIONIIYIO

WX HAMMEHOBAHMS U HOMEPA).



3.4.6. Paszmen  wmactep-paiina 0  IOPUMEHEHHMH  CHCTEMBI
dbapmakoHazopa.

Macrep-daiin cucremsl papmMakoHaA30pa JOTKEH BKIIOYATh B CEOs
MOATBEPKICHHUE HEIMPEPBIBHOTO IPOBECHUS MOHUTOPUHTA
(GYyHKIMOHUPOBAHUS CHUCTEMBI (apMaKOHaJ30pa, BKIKOYAas KOHTPOJIb
OCHOBHBIX PE3YyJIbTaTOB, a TAK)KE OMHUCAHUE METOJ0B MOHUTOPUHTA U KaK
MUHUMYM COJIEPKATh:

OMHUCAaHWE TPOIEAYPHl OIEHKH MPABUIBHOCTU TMIPEACTaBICHUS
WHJ/IUBUYAIbHBIX COOOIIEHUNW O HEXENATENbHbIX peakiusx. J{omKHbI
ObITh ~ TIPEJCTaBICHbl  PUCYHKH  (Tpaduku), MOOATBEPKAAIOIINE
CBOEBPEMEHHOCTh TIpEACTaBICHUS HWH(OpPMAIlUU B COOTBETCTBHH C
TpeOOBaHUSIMHU 3aKOHO/IATENbCTBA TOCY1aAPCTB-YJICHOB;

OMMCAaHHE KOHTPOJIbHBIX  IOKa3aTeled, UCHOIb3YEeMbIX IS
KOHTpPOJI KayecTBa MPEJICTABICHHOW MH(POPMALMHU U JEATEILHOCTH IO
dapmakonamzopy. K TakuM mokazaTensiM OTHOCATCS HHQpOpMAIMs,
MOJIy4eHHas: OT YMOJHOMOYEHHBIX OPraHOB TOCYJapCTB-YJIEHOB, B
OTHOIIIEHUU KayeCcTBa IMPEJICTABICHUSA COOOIIEHUN O HeXeIaTeIbHbIX
peakuusx, [IOOb wnu apyrue npeacrapisieMble JaHHBIE,

aHaIu3 CBOEBPEMEHHOCTHU npeACTaBICHUs 15(0]0)> B
YIOJIHOMOYEHHBIE OpraHbl TOCYAAPCTB-UJICHOB (JOJIKHBI OBITH OTPAKEHBI
MOCJIEHUE JIaHHBIC, HCIOJIb3yEMbIE JepXkKaTeJleM PpPEerucTpaliioOHHOTO
YAOCTOBEPEHUS JIJIs1 OLIEHKU COOJIOJICHHS] TPEOOBaHUM );

aHaJIM3 CBOCBPEMEHHOCTH BHECEHHS U3MEHEHUM MO0 0€30MacHOCTH
[0 CPAaBHEHUIO C YCTAHOBJICHHBIMU KOHEYHBIMU CPOKaMU, a TaKXKe JAaTy U
ONHCaHHuE HEOOXOJMMBIX HM3MEHEHMH 10 0€30MacHOCTH, KOTOPhIC OBbLIU
BBISIBIICHBI, HO €111 He OBbLIU MOJAaHbl B YIIOJITHOMOYEHHBIN OpTaH;

B COOTBCTCTBYIOIUX CJIyHadX — aHAJIN3 BBIIIOJIHCHUA 0053aTEIILCTB



COTJIACHO IUIaHY YIPaBJICHHUS PUCKAMHU JUOO JPYruX 00s3aTeNbCTB WU
TpeOOBaHM, UMEIOIINX OTHOIIICHHE K (papMaKOHaI30DYy.

Heobxomumo omucath W TOSICHUTH 1AM TPUMEHEHHUS CHUCTEMBI
dapmakoHam3opa. B COOTBETCTBYWOIIMX  ClIy4dasX  HEOOXOIUMO
NPWIOKUT, K MacTep-aitmy cuctembl (apMakoHamA30pa  CIHCOK
MoKazaTeNiel NeITeIbHOCTH 110 hapMaKOHAI30Py.

3.4.7. Pazmen wmacrtep-daiina mo QapmMakoHaA30py O CHCTEME
KauecTBa. B pasnmene mpencraBiseTcsl ONMMCAHUE CHUCTEMbI YIPABICHUS
KauyeCTBOM B pPaMKax CTPYKTYPhI OPTaHHU3aIllMUd W MPUMEHEHHS CHCTEMBI
KadecTBa B (hapMaKoHa30pe.

3.4.7.1. IlpouenypHbi€ TOKYMEHTHI.
Crnucok JMOKyMEHTalbHO O(GOPMIICHHBIX MPOLEAYp U IMPOIECCOB,

UMEIOIMX OTHOIICHUE K JIESITEIBHOCTA TI0 (apMakoHaA30py, C
yKa3aHUEM HX B3aUMOCBSI3M C JIPYyrUMH (YHKIUSIMUA M TOAXOAaMHU K
oneHke mnpouenyp. CHHUCOK OMKEH COAEpKaTb HOMEpP JOKYMEHTA,
HAaUMEHOBAaHWE, [JaTy BCTYIUIEHHS B CHIy (I CTaHIAapTHBIX
OTEPAIMOHHBIX MPOLEeayp, pad0UYUX MHCTPYKIIMM, pYKOBOJACTB U T. [I.) U
OMMCaHMUE JOCTYyNa K JIOKyMeHTaM. JloJ>KHBI ObITh yKa3aHbl CTaHIAapPTHBIE
ONEpPAllMOHHBIC MPOLEAYPHI, MPUHAICKAIINE IpOBANAEpPaAM YCIyr U
IPYTUM TPETHBUM CTOPOHAM.

3.4.7.2. OOyueHue.
[IpencraBnsieTcs ONHUCAaHWE YHOPABJICHHUS pecypcaMH B  XOJE

OCYLIECTBIICHUA JIEATEILHOCTU N0 (hapMaKOHAI30DPY:

OpraHu3allMOHHAas  CTPYKTypa €  KOJMYECTBOM  JIIOJIEH,
YYaCTBYIOUIMX B OCYIIECTBICHUHM JE€ATEIbHOCTH TO (papMakoHaA30py,
BKJIFOYAs CCBUIKY Ha MECTO XPAaHEHUS KBAIM(PUKALMOHHBIX TOKYMEHTOB;

CIIMCOK MCCT HAXOXACHU IICPCOHAJIA;
KpaTKOC OIIMCAaHHUC KOHTCKCTa O6Y‘I€HI/IH, BKJIrO4Yass CCBUIKY Ha



MECTO XpaHEHHUsI TOKYMEHTOB 00 00y4YeHUH;

WHCTPYKITUHU 110 KPUTHIECKHUM TPOIIECCaM.
Ilepconan gomkeH OBITH COOTBETCTBYIOIIUM 00pa3oM 0O0y4deH

OCYLIECTBIICHUIO JEATEIBbHOCTH MO (papMakoHaA30py. DTO KacaeTcsl He
TOJIbKO TEpCOHaja B MOApa3AeieHUsX (papMakoHaA30pa, HO U JIHII,
KOTOPbIE€ MOTYT MOJIy4aTh COOOIIEHUS 10 O€30MacCHOCTH.

3.4.7.3. Ayaur.
Nudopmanust 006 ayaure cuUCTEMBbl OOECIEYEHHUs KayecTBa B

cucreMe (apMakoHaa30pa JOJDKHA OBITh BKJIIOYEHA B MacTep-¢aii
cuctembl (papmakoHaa3opa. B mpuioxkeHue HEOOXOIUMO BKIIOYHUTH
OMMCAaHWE METOJIa TJIAHUPOBAHUS ayJAUTOB CUCTEMBbI (hapMaKOHAJ30pa U
MEXaHM3MOB PEMOPTUPOBAHUSA, a TaKXKe CIHCOK 3alUIAHUPOBAHHBIX M
3aBEPIIICHHBIX ayJUTOB CUCTEMBI (hapMaKoOHAI30pa. ITOT CIIMCOK JTOHKEH
CoJIepKaTh JaThl, 0OJIACTh MPOBEACHUS W COCTOSHUE 3aBEPIICHUS
ayJIUTOB MpoBaiijiepaMu yCiIyr, cneruduieckrue BUAbI AEATEIbHOCTH 10
(dhapMakoHa30py UM MECTa BBINOJIHEHUS PYHKIIHI IO (hapMaKoOHA30pYy,
a TaKXkKe OIepalMoOHHBIE O00JJaCTH  B3aUMOJICUCTBHUSA, HMEIOIIUE
OTHOIIICHUE K BBHITIOJIHEHUIO 0053aTEIbCTB.

Mactep-daiin cuctembl (apMakoHaA30pa JODKEH COAEPkKATh
TaKk€ KOMMEHTApHHU II0 ayJWTaM, B XO0JI€ KOTOPBIX OBLIM TOJYYEHBI
3HAYMMBbIE PE3ybTaThbl. JTO O3HA4YaeT, YTO B TNEpPEYHE MPOBEIACHHBIX
ayJIUTOB JOJDKHBI OBITh yKa3aHbl Pe3yJbTaThl, KOTOPhIC OBLIM OIICHEHBI
KaK CYIIECTBEHHbBIC UM KPUTUUECKHUE, a TAKXKE KPATKOE ONMMCAHUE TIaHa
KOPPEKTUPYIOITUX HWIN TPEAyIpPEAUTSILHBIX JCHCTBUN € KOHCYHBIMHU
CpoKaMH HCTONHeHHUs. JlomkHa OBITh yKa3aHa CChLIKA HA TMOJHBIA OTYET
O TPOBEIACHHOM ayJWTe, JOKYMEHTHI C IIJIJAHOM KOPPEKTUPYIOIMIHNX H
NpeaynpeauTenbHbIX  Mep. KoMMEHTapuu, KOPPEKTHPYIOIIHE M

npeaynpeauTebHbIe MEPHI, a Takke HHPOPMAIUS O HAXO0XKACHUN OTYETA



O MPOBEJICHUM AYAUTA JIOJDKHBI OBITh BKIIFOUEHBI B MacTep-(haia CUCTEMBI
dbapmakoHag30pa 10 TEeX TMOp, MOKa He OyAyT B TMOJHOW Mepe
OCYIIECTBIIEHbI ~ KOppEeKTUpylomMe u (WiM) MpeaynpeauTeabHbie
JAEUCTBUS, TO €CTh KOMMEHTapUH YIAISIOTCS TOJBKO MOCIE TOro, Kak
OoynyT POJIEMOHCTPUPOBAHBI pe3ynbTaThl OCYIIECTBIICHUS
KOPPEKTUPYIOIIUX JTEUCTBUI U (WJIM) MPENCTABICHO MOATBEPKICHUE (B
TOM YHCJI€ HE3aBUCUMOW CTOPOHBI) 3HAYUTEIBHOIO YIYyUILIEHHUS] CHCTEMBI.
B kauecTtBe cpencTBa ympaBieHUs CUCTEMOM (hapMakKoHaa30pa U
oOecrieueHUsl OCHOBAHUS [JIsi TPOBEJCHUSA ayauTa WIM WHCIEKIINH,
Mactep- ¢aiin cucrtembl (papMakoHaA30pa JOHKEH COAEPKATh TaKXKe
ONMHCAaHUE TIPOILIECCOB  PErucTpaluy, oO0pabOTKM M  YCTpaHEHHUS
BBISIBJICHHBIX B CUCTEME YIIPABJICHHUS KAU€CTBOM OTKJIOHEHUH.

3.4.8. Ilpunoxxenue k Mactep-daiy.
[Ipunoxenue k macrep-daiiny cucteMmbl papMakoHaI30pa JTOTAKHO

COJZIepKaTh CIEAYIOIINE TOKYMEHTHI:

nepeyYeHb JIEKAPCTBEHHBIX MpEnapaToB, KOTOPBIE
3apErUCTPUPOBAHBI JIEPHKATEIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHUS B
rocyJlapcTBax-ujieHax M B TPETbUX TOCYJapCTBaX, Ha KOTOpHIE
pacrpocTpaHseTrcsi MacTep-gaia cuctembl (apMakoHaI30pa, BKIIOYAs
HAUMEHOBAaHMS  JICKAPCTBEHHBIX  MPENapaToB, MEKTyHapOHBIC
HEMATEHTOBAHHbIE ~ HAWUMEHOBAHWS  JICMCTBYIOIIMX  BEIIECTB U
HAaMMEHOBAHHE TOCYJapCTBa, B KOTOPOM JEHUCTBYET pPETHUCTPALMOHHOE
yJAOCTOBEpPEHHE, HOMEPA PErUCTPALIMOHHBIX YAOCTOBEPEHUM.

Ilepeuens 0mKeEH OBITH CTPYKTYPUPOBAH COTIIACHO JIEUCTBYIOIIUM
BEIIECTBAM, M B COOTBETCTBYIOIIMX CIIy4dasX JOJKEH COJEpKaTh
yKa3aHuEe Ha CYIIECTBOBAaHME CIEHUPUUYECKUX TPeOOBAHUU K KOHTPOJIIO

0e30IMacHOCTH JICKAPpCTBCHHOT'O IIpCIiapara (Haan/IMep, BBCACHUC MCDP



MUHHAMH3AIAA PUCKOB, ONTMCAHHBIX B TJIAHE YIPABIICHUS pUCKAMU).

B ciyyae coBMecTHBIX cHCTEM (apMaKoOHAA30pa JIOJKEH OBITh
BKJIIOYEH TMEepeYeHb JIEKapCTBEHHBIX TMpENnapaToB M JepxaTeneid
PETUCTPAIIUOHHBIX  YJOCTOBEPEHUM, KOTOPhIE MPUMEHSIIOT CHUCTEMY
dhapmakoHaa30pa, OTIMCAHHYIO B MacTep-aiine CHCTEMBI
dbapmakoHam3opa, TakuM 0Opa3oM, YTOObI B HAJIWYUU ObLI TOJHBIM
nepeveHb JIEKAPCTBEHHBIX MPEnapaTtoB, HA KOTOPHIE PaCIpPOCTPaHSIETCS
Mactep-¢aia cucteMbl papMaKoHaI30pa;

MEepEeYeHb  KOHTPAKTHBIX  JIOTOBOPEHHOCTEW,  KaCaroIIuXcCs
JCJETUPOBAHHON  AESATENBHOCTH 10  (papMaKkoOHAI30py,  BKIIOYas
COOTBETCTBYIOIIUE JIEKAPCTBEHHBIC MpenapaThl U TEPPUTOPUU;

MepeyeHb 3a/iad, JIeJIETUPOBAHHBIX YIOJHOMOYEHHBIM JIMIIOM 10
dbapmakoHaI30py;

CIIMCOK BCEX 3aBEpUICHHBIX 3a 10-JIeTHUU MNEepUoJ ayauToB U
CIIMCOK 3aITAaHUPOBAHHBIX AYJIUTOB;

nepeveHb MokazaTeseil NesaTelbHOCTH Mo (papMakoHaa30py (Kormaa
3TO MPUMEHHUMO);

nepevyeHb HAXOASIIMXCS B BEICHHUM JEpKaTells PerucTpalliOHHBIX
YAOCTOBEpEHUN Jpyrux mactep-(ailioB cuctemsl ¢dapMaKkoHaI30pa

(korza 3To MPUMEHHUMO).

3.5. KoHTpoab U3MEHEHUH, BEPCUU U APXUBUPOBAHUE

3.5.1. VYnonHOMOYEHHBIE OpraHbl TOCYJAPCTB-WICHOB MOTYT
3alpocuTh MHGOPMALMIO O BAXHBIX H3MEHEHHSIX B  CHCTEME
(dbapMakoHa30pa, KOTOpbIE MOTYT BKIIOYAaTh B ce0d B TOM YHUCIHE
CJIEYIOIINE U3MEHEHUS:

a) u3MeHeHust B 0aze (0azax) JaHHBIX MO 0€30MACHOCTH CHUCTEMBI



dbapmMakoHaI30pa, KOTOPhIE MOTYT BKJIFOUATh B ce0s M3MEHEHHUS B CaMOU
0a3e JaHHBIX WM BO B3aMMOCBSI3aHHBIX 0a3ax JaHHBIX, U3MCHEHUS B
cTaTyce BaluJanuu 0a3bl TaHHBIX, a TAK)Ke U3MEHEHUsI B MH(GOpPMAIUU O
nepeaaBaeMbIX WA IEPEHOCUMBIX JIAHHBIX;

0) u3MEeHEeHUsI B OKa3aHWM 3HAYMMBIX YCIyT 10 (papMakoHaA30pYy,
0COOEHHO €CITi peUb UACT O BaXKHBIX KOHTPAKTHBIX JOTOBOPEHHOCTSX TIO
MPEACTABICHUIO JAHHBIX 10 O€30MaCHOCTH;

B) TaKuWe OPTaHW3alMOHHBIE W3MEHEHHWs, KaK IOTJIOIMICHUE OIHOM
KOMITAHWM JAPYTOW, CIUSHWE, W3MCHCHHE MeCTa OCYIIECTBIICHHUSI
NEATEILHOCTH MO (apMaKOHAA30py WM JeJlerupoBaHue (Iepeaada)
yrIpaBieHus: MacTep-haiaoM CUCTEMBI papMaKoHaI30pa.

3.5.2. Ilockonbky wmactep-Gaitn cuctembl (hapMakoHaI30pa
BKJIFOYaeT B ceOsl TEepeyHH JIEKapCTBEHHBIX IMIpernapaToB W BHUIOB
TS TETPHOCTH, KOTOPBIE MOTYT TMEPUOJAMYECKH MEHSTHCA, JAepKaTelu
PETUCTPALIMOHHBIX  YAOCTOBEPEHUU JOKHBI MPUMEHATH CHUCTEMBbI
KOHTPOJII M3MEHEHUN M pa3paboTaTh HaAC)KHBIC CIOCOOBI MOCTOSHHOM
OCBEJOMJICHHOCTH O COOTBETCTBYIOIMX M3MEHCHHSIX C  IEJbI0
HAJUISKAIETO TMepecMoTpa MacTep- ¢aiiaa cucteMbl ¢dapmMaKkoHaI30pa.
[ToMmuMo »TOrO, HU3MEHEHUS, BHOCUMBIE B MacTep-Qaiil CHUCTEMBI
dbapmakoHa130pa, JOJKHBI PErUCTPUPOBATHCS TaKUM 00pa3oM, YTOOBI B
HAJIMYMHM TTOCTOSHHO ObLTa WCTOpWsI M3MEHEHWU (C yKa3zaHWeM JaThl U
KOHTEKCTa W3MeHeHUH). Takyto MOCTOSHHO OOHOBIsIEMYIO HH(OPMAIIHIO,
KaK MepeYHU JIEKAPCTBEHHBIX IMPENapaToB, CTAHAAPTHBIC ONEPAIlMOHHBIC
Ipolenypsl WJIM JaHHBIE TI0O COOTBETCTBUIO TPEOOBAHMSIM, MOXKHO
PETUCTPUPOBATH YEPE3 UCTOPHUIO U3MEHEHU, KOTOPhIE MOTYT BKIIIOYATh B
ce0s JaHHBIE KOHTPOJHUPYEMBIX CHCTeM (HAmpHUMep, SJIECKTPOHHBIC

CUCTCMBbI YIIPABJICHUS AAdHHBIMH WJIM IIPAaBOBLIC 0asbl I[aHHBIX). Takum



0o0pa3oM, MOXHO YIIPaBJISITh 3aMEHEHHBIMU BEPCUSMH JOKYMEHTOB 3a
npefeaaMd  TEKCTOBOIO  HAIMOJHEHUs — macrep-(daiia  cUcTeMbl
dbapmMakoHam30pa MpU YCIOBUM YyueTa HMCTOPUU HM3MEHEHHUH U UX
NpEACTaBICHUSI YIOJIHOMOYEHHBIM OpraHaM TOCYyJapCTB-WIEHOB IO
3anpocy. CylIeCTBEHHbIE WJIM Ba)KHbIE OINUCATEIbHBIE W3MEHEHHUS
TEKCTOBOI'O HAMOJHEHUS MacTep-(dailiia MOryT morpedoBaTh CO3JaHUs
HOBOM Bepcuu Mactep-(paiina cuctemsl papmMakoHaa30pa.

3.5.3. JepxaTenu perucTpaliOHHBIX YIOCTOBEPEHHUH JOJIKHBI
000CHOBaTh BBIOpAHHBIM METOJ M pa3paboTaTh MPOUEAYPHl KOHTPOJIS
JOKYMEHTAIlMM C IEJbI0  HAJJIEkKAIEero YIPaBICHUS IPOIIECCOM
nojJiepKanuss  MacTtep-daitna cucrtemsl (papMakoHaa3opa. OCHOBHOMU
MPUHIUIT 3aKJII0YAeTCsl B TOM, YTO, MPEICTaBIISIsl cOOOM OCHOBAaHUE IS
ayIUTOB W WMHCHEKIHM, Mactep-dain cucteMbl (papmMakoHaa3opa
COJIEPKUT ONMHUCAaHWE CHUCTEMBbI (hapMaKOHaJI30pa B TEKYLUIUH MOMEHT
BPEMEHHU, HO OIlIEHKAa ()YHKIIMOHUPOBAHUS M HAIPABJICHHOCTH CHUCTEMBI
(dbapMakoHa30pa Ha MPEAUIECTBYIONIUMX ATalax MOXKET MNOoTpeOoBaTh
JOTIOJIHUTEILHOTO 03HAKOMIICHHS C CUCTEMOM.

3.5.4. Ilpu BHeceHMH U3MEHEHHH B MacTep-Gailsl CUCTEMBI
dbapMakoHa30pa TakkKe HEOOXOJIWMO YYUTHIBATH COBMECTHBIE CHUCTEMBI
(dhapMakoHa[30pa U JIEIETUPOBAHHYIO JEATEIBHOCTh MO (hapMaKOHA30DY .
Hannexamuii KOHTPOJIb HM3MEHEHUW MPEeayCMaTpPUBAECT PETUCTPAIIUI0
JaThl M KOHTEKCTAa YBEIOMJIEHUH O BHOCHUMBIX HM3MEHECHHSX
YIOJIHOMOYEHHBIX OPTraHOB rocyaapcTB-uiieHoB, Y JID u TpeTbux CTOPOH.

3.5.5. Mactep-daitn cucrtembl ¢apMakoHaI30pa JIOJDKEH OBIThH
COCTaBJIEH B yuMTaeMoM U nocTynHou gopme. HeoOxonumo npeacTtaButTh
OMHUCAaHUE TIPOIEAYPbl APXUBUPOBAHUSI HA JJIEKTPOHHBIX U (WJIM)

MEeYaTHBIX HOCUTENSAX MacTep-(paiina cucremsl papmakoHaa3opa.



3.6. [Ipencrapnenue Mactep-daiina cuctemsl papmMakoHaa30pa

VJI® noKHO HWMETh TOCTOSHHBIA JOCTYH K MacTep-(aimy
CUCTEMBI (apMaKoHaI30pa. YIOJIHOMOYEHHBIM OpraHamM TOCyAapCTB-
YJICHOB JIOJKEH OBITh O0O€credeH MOCTOSIHHBIN JO0CTYI K MacTep-daiiry
cuctembl (hapMmakoHaj3opa 1o 3amnpocy. MHpopmanusa B mactep-daiiie
CUCTEMBI (papMaKoOHaI30pa JO0HKHA OBITh MCUYEPIBIBAIOIIEH, MPABUIHHOM
U OTpakaThb JCHCTBYIOIIYIO cHUCTeMY (apMakoHaA30pa B TEKYIIHMA
MOMEHT BPEMEHH, YTO O3HAYaeT 00s3aTeIbHOE OOHOBIEHNE UH(POPMALINH
Mactep-(paiiia u npu HeOOXOAMMOCTH BBITIOJHEHHE TIEPECMOTpPA C YUIETOM
MOJIYYEHHOT'O OMbITa, TEXHUYECKOTO U HAYYHOTO MpOrpecca, U3BMEHEHH B
HOpMax peryiaupoBanus. Jlep:karenemM perucTpaloOHHbIX YI0CTOBEPEHUI
JOJIKEH OBITh 0OECIIeYeH JOCTYI YIOJIHOMOUYEHHBIX OPTraHOB TOCYAapCTB-
YJICHOB K MacTep-haiay cucTeMbl (papMakoHa30pa B TeueHue 7 pabouux

JIHEH 1ocJe MMOJYYCHHA COOTBETCTBYIOIICTO 3aIIpOCa.

3.6.1. ®opmar u cTpyKTypa

Macrep-daiin  cucrembl (papmakoHaa3opa  MOXKET OBITH B
QJMIEKTPOHHOW (opMe TIpH  YCIOBUM COXPAHCHHS  BO3MOXKHOCTH
MPEACTABICHUS YETKO CTPYKTYPUPOBAHHOM MMEYATHON KOIUHU IO 3aIpoCy
YIOJTHOMOYEHHBIX OpPraHoB TrocyAapcTB-wieHOB. B mrobom dopmare
Mactep-paia cucTeMbl (apMakoHaI30pa JOKEH OBITh B YUTAEMOM,
MOJTHOM M JOCTYNMHOM (opMme, obOecrneunBaroIiell BO3MOKHOCTh OIEHKHU
BCEX JIOKYMEHTOB W  MPOCIEKHUBAEMOCTb HU3MEHEHHM. Moxer
noTpeOOBaThCsl OTpaHWYEHWE JIOCTyma K MacTep-paiiay CHCTEMBI
dhapMakoHaI30pa ¢ IENbI0 OCYIIECTBICHUS HAIICKAIIETO KOHTPOJS €ro
COZIEpKaHUsI U paclpeeleHus] 0053aHHOCTEH MO YIPaBIECHUIO MacTep-

daiinom cucteMsl (hapMakoHaa30pa (B KOHTEKCTE KOHTPOJISI U3MEHEHUM U



apXUBUPOBAHMUS).

3.7. O0s13aHHOCTH YYaCTHUKOB CUCTEMBI (hapMaKOHa130pa

3.7.1. lepateyu perucTpallMOHHBIX YI0CTOBEPECHUH.
3.7.1.1. Jlep>xaTtenu PETrUCTPAIMOHHBIX YJIOCTOBEPEHUHN TOTKHBI

pa3paboTarh U BHEAPUTH CUCTEMY (papMakoHAA30pa C LETbIO KOHTPOJIS U
HAOJIOZEHUsI 32 OAHUM WM OoJiee JEKApCTBEHHBbIM IMpenapaTtoM. OHH
TaK)K€ OTBEYAIOT 32 CO3JIaHHME M MOJJEpKaHUE MacTep-(aiiaa CUCTEMbI
dapmakoHan3opa, B KOTOPOM  OCYUIECTBIISIETCSI ~ PETUCTPALIMS
AESITeIbHOCTH 1O (papMaKOHAA30py B OTHOUIEHHMH OJHOTO WM OoJjee
3apETrUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  mpemnapaTtoB.  Jlepxkarento
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI HEOOXOUMO Ha3HA4YUTh OJHO YJID,
OTBEHaroUiee 3a  Cco3JaHue U (QYHKUIMOHUPOBAHHUE  CHUCTEMBI
dbapmakoHa3opa, OMMCaHHOU B Mactep-dariine CUCTEMBI
dbapmakoHazopa.

3.7.1.2. Ilpn nopaye 3asiBJICHUS HA PETUCTPALUIO JIEKAPCTBEHHOTO
npenapara 3asiBUTEJIb JOJDKEH UMETh B CBOEM PACIOPSIKEHUN OIHMCAHUE
cucteMbl (papmakoHaa3opa, Koropas OyaeT (YHKIHOHUPOBATH HAa
Tepputopun Coro3a WM TEPPUTOPUHU OTAEIBHBIX TOCYJapCTB-WICHOB. B
XOJI€ OLEHKHM 3asBJICHUS HAa PETUCTPALUI0O OT 3aABUTENS MOXKET
noTpeOOBaThCs MPEACTABICHUE C LEIbI0 O3HAKOMIJICHUS KOIMU MacTep-
daiina cucteMbl hapMaKoHaI30pa.

3.7.1.3. JlepaTeiab perucTpalliOHHOTO YAOCTOBEPEHHUS OTBEUYAET 3a
co3fganue macrtep-(daitna cuctembl (hapMakoHaa30pa B TOCYJIapCTBaX-
YJIeHaX W  PErucTpalyio  MECTOHAXOXJAEeHWs  mactep-(aitna B
YIOJIHOMOYEHHBIX OpraHax roCyJapCTB-WICHOB IPH IOJAaye 3asBICHUS
Ha PETUCTPALMIO JIEKAPCTBEHHOTO MpemnapaTta. B mactep-¢aiine cucrembl

dbapmakoHa30pa HEOOXOJUMO ONUCATh JEUCTBYIONIYIO B TEKYIIHMA



MOMEHT BpeMEHU cucteMy (QapmakoHaa3opa. MOXHO BKIIOYHUTH
UH(POPMALIMIO O KOMIIOHEHTaX CHCTEMBI, KOTOpble OyIyT BHEAPATHCS B
OyIyIIeM ¥ KOTOpbIE JOJIKHBI ObITh YKa3aHbl KaK 3allJIAaHUPOBAHHEIE, a HE
BHEJIPEHHBIE WIH JICUCTBYIOIIHE.

3.7.1.4. Pabota mo coO3[aHHIO, MOJJEPKAHUIO U MPEJCTABICHUIO
Macrtep-daiiiaa CUCTEMBI (apMaKkoHAI30pa B YIMOJTHOMOUYCHHBIE OpPTaHBI
rOCy/IapCTB-4JIEHOB MOET OBITh IepelaHa TPEeThel CTOpPOHE, HO
JepKaTellb PETUCTPALMOHHOTO YJIOCTOBEPEHHSI COXpaHSIET 3a Cco0oil
MOJIHYIO OTBETCTBEHHOCTD 3a coOJo/iIeHne TpeOOoBaHUI
3aKOHOJATENbCTBA TOCYAAPCTB-WICHOB, MEXIYHApPOJIHBIX IOTOBOPOB H
aKkToB, coctaBisomux mpaBo Coro3a. Ilopnepkanue wmactep-gaiina
cUcTeMbl (papMakoHaa30pa B JEHCTBYIOIIEM M JOCTYHHOM COCTOSIHUU
(MOCTOSIHHBIN JOCTYN AJI ayJAWTa U WHCIEKIMU) MOXKHO JIeJIErupOBaTh,
HO JIep)KaTeib PErucTPallMOHHOTO YAOCTOBEPEHHUS Ha TOCTOSHHOM
OCHOBE HECET OTBETCTBEHHOCTh 3a OOECIEUYECHHE BBIIIOJIHEHUS JTaHHOM
(GyHKIIMU HA YPOBHE, COOTBETCTBYIOIIEM TPEOOBAHUSIM 3aKOHOJATEIbCTBA
rOCy1apCTB-4JICHOB, MEXIYHAPOAHBIX  JIOTOBOPOB U aKTOB,
cocTapistomux npaso Coro3a.

3.7.1.5. B ciyuae cmenbl YJID unm cOOTBETCTBYIONIECH KOHTAKTHOM
uHopMalMyd, a TakKe MECTOHAaXOXJIECHHUs MacTep-(aiijia CUCTEMBI
dbapmakoHam3opa  Jep)Kareidb  PETUCTPAIIMOHHOTO  YAOCTOBEPECHHSI
NOPEJCTAaBIseT B  YIOJHOMOYEHHBIE  OpraHbl  TOCYJapCTB-UJICHOB
3asBJICHHE O BHECEHUU COOTBETCTBYIOUIMX HW3MeHeHHH. J[lepkarenu
pPETUCTPAIIMOHHBIX  YAOCTOBEPEHMM  HECYT  OTBETCTBEHHOCTh  3a
obHoByieHue nHpopmanun 06 YJI® u aapece HaxoxAeHUS MacTep-(daitna
CUCTEMBI (hapMaKOHa130pa.

3.7.2. YIIOJIHOMOYEHHbBIE OpPTaHbl TOCYJapPCTB-YJICHOB.



3.7.2.1. YIOMTHOMOYEHHBIE OpPraHbl TOCYJAapCTB-UJICHOB OTBEYAIOT
3a KOHTPOJb CUCTEM (hapMaKoHaaA30pa AeprKaTesleld pPerucTparioHHbIX
yaoctoBepenuid. [lomnblii Mactep-¢ain cucteMbl (papmakoHaI30pa
MOET OBITh 3alpolIeH B JII000e BpeMs (HampuMmep, Ipu BOSHUKHOBEHHUU
BOIIPOCOB M0 cHUcTeMe (apMaKoHaa30pa, WK TpPoPuio 0e30MacHOCTH
JIEKapCTBEHHOTO TIpernapaTa, WM TpH IOATOTOBKE K HWHCIIEKIINHN).
Nudopmanuio 00 M3MEHEHHSIX B KpaTKod HHGOpMAlMM IO CUCTEME
dbapmakoHam3opa WIM B COJAEpPXKAHWU  MacTep-(ailia  CUCTEMBI
dbapmMakoHam30pa TakKe HCHOJIB3YIOT B XOJle IUJIAHUPOBAaHUA U
MPOBEACHUS UHCIIEKIIUH.

3.7.2.2. YTIOITHOMOYEHHBIE OpraHbl roCyJ1apCTB-4JICHOB
oOMeHMBaroTCsl uHpOpMaImern o cucremMax QapmakoHaa30pa, B TOM
quclie B LENAX TMepelayd JaHHBIX B HAIMOHAIBHBIE MPOTrPaMMBbI
WHCIIEKIMH, pa3paboTaHHbIE Ha OCHOBE aHalIM3a PUCKOB. MHCIEKTOpPHI
YHIOJTHOMOYEHHBIX ~ OPraHOB  TOCYJapCTB-4JIEHOB  COOOMIAIOT O
HECOOIIOZICHMN O00s3aTeNbHBIX TpeOOBaHUM, BKIOYash TpPeOOBaHUS IIO

Mactep-dainy cuctemsl papmMakoHaa30pa U cucteme dhapMaKkoHaI30pa.

3.8. loctynmHocTh MacTep-(daitina cuctemsl papmMakoHaa30pa

3.8.1. Macrep-daitn cuctemsl papmakoHaA30pa MOIIACPKUBAIOT B
JAEMCTBYIOIIEM U JIOCTYITHOM COCTOSIHHM JUIsl YIIOJTHOMOYEHHOTO JIMIA IO
dbapmakoHamzopy. OH Takke MOJKEH OBbITh MOCTOSHHO JOCTYIEH IS
MHCIEKLIMA HE3aBUCUMO OT TOro, OBUIO JIM CJEJIaHO 3apaHee
COOTBETCTBYIOIIEE YBEAOMIICHUE UITU HET.

3.8.2. Hepxarenn PEruCTPalMOHHBIX YAOCTOBEPEHUM
NOJJIEPKUBAET U MPEACTABISAET IO 3aIPOCy YIOJIHOMOYEHHOI'O OpraHa

rocyJapcTBa-wieHa KOMHUIO MacTep-(aitia cuctemsl ¢apmakoHaI30pa.



JlepkaTenb PErucTpPalMOHHOIO YJIOCTOBEPEHMS MPEACTABISET KOIUIO
Mactep-aiinza B TeueHwe 7 paboyux JHEH TOCHE TOJYUYCHHS
COOTBETCTBYIOIIETO 3ampoca. Mactep-dain cucteMbl (hapMakoHaA30pa
NPEACTABISAIOT B YWTAa€MOM BHUJE B JJIEKTPOHHOM (dopmaTe WM Ha
OyMa>KHOM HOCHTEIE.

3.8.3. Ecnu oivH ¥ TOT ke Mactep-(daitn cucteMsl (papmakoHaazopa
UCITOJIB3YIOT Oonee OJIHOTO AepKaTensi  PErucTpalioOHHOTO
yAOCTOBepeHUs (B cllydae  HMCIOJb30BaHMS  OOIIEM  CHUCTEMBI
dbapmakoHazopa), COOTBETCTBYIOIIUI mactep-Qaiin CUCTEMBI
dbapMakoHa30pa JOJMKEH ObITh JOCTYINEH JUIsl KaXJO0TO M3 HUX TaKUM
oOpa3oMm, YTOOBI  KaXAbl W3  JIep)KaTeliel  PerucTparioOHHbBIX
YAOCTOBEPEHUN WMEN BO3MOXKHOCTh TIPEACTaBUTh MacTep-dain B
YIOJIHOMOYEHHBIM OpTraH rocy/lapcTBa-wieHa B Te€UeHHe 7 pabodymx gHEn
MOCJIE MOJTYUYEHUsI COOTBETCTBYIOIIETO 3aIpoca.

3.8.4. Macrep-daiin cucrteMbl (hapMakoHaA30pa, Kak MPaBUIIO, HE
3ampalivuBaeTcsl B XOJAE IMPOBEICHUS OLIEHKH HOBBIX 3asBJICHUN Ha
MOJIydEHUE PETHCTpallUM  JIEKQpCTBEHHOTO Tmpemnapara (T. €. [0
pErucCTpalliy JICKApCTBEHHOT'O Tpernapara), HO MOXKET OBITh 3aIpoIleH B
OCOOBIX CITy4asix, B YaCTHOCTU B CJIyuyae€ BHEJPECHUS HOBON CHUCTEMBI
(dbapMakoHag30pa WM NpPH BBISIBICHUU MPoOJIieM 1O OE30MacHOCTH
JIEKapCTBEHHOTO  Mpemnapata JHUOO BOMPOCOB IO  COOTBETCTBUIO
TpeOOBaHUSM 3aKOHOJIATEILCTBA TOCYAapCTBa- YieHa U MEXIYyHAPOIHBIX

JOTOBOPOB U aKTOB, COCTaBIISIIOLIUX MpaBo Coro3a, 1o papMaKkoHaI30py.

4. IncrieKTUpOBAaHUE CUCTEMBI (papMaKoHaa30pa
4.1. BBenenue

4.1.1. B unensix NOATBEPKAECHUS BBINOJHEHUS AEpKaTeIIMU



PETUCTPALIMOHHBIX YJOCTOBEPEHHUI 0053aTeNbcTB MO (papMakoHAA30py
YHIOJTHOMOYEHHBIE OpraHbl TOCYAApCTB-WICHOB OOS3aHBI IMPOBOJIUTH
MHCHEKUMHU 10 (apMaKkoHAA30py JAepKaTeled  perucTpaldoOHHBIX
YIOCTOBEPEHUN WM MHBIX OpraHHW3allfii, MPHUBJICYCHHBIX IepKaTeIIMU
PETUCTPAIIMOHHBIX YIOCTOBEPEHUU [UIS BBIIOJHEHHUS 00S3aTENbCTB 10
dapmakonamzopy.  Mucmekumu 1o (apMakoHAA30py  JIOJDKHBI
POBOAUTHCS HHCIEKTOpaMH, Ha3HAYaeMbIMH OpraHaMH TOCYAapCTB-
YJIEHOB,  YIOJHOMOYEHHBIMH  MPOBOJUTH  OCMOTP  IOMEIIEHUH,
3HAaKOMUTBCS ¢ MaTepuallaMu, TOKYMEHTaMH U MacTep-(aijioM CUCTEMBI
dapmakoHaa30pa y NepiKaTelis PErucTPAlMOHHOTO yIOCTOBEPEHUS WIIH
UHBIX OpraHu3aliii, MPUBICYCHHBIX JCPIKATEIEM PETUCTPAIMOHHOTO
YAOCTOBEPEHUS ISl BBIMOJIHEHUS O0S3aTeNbCTB MO (papMaKoHAA30DY.
JlepxaTellb PEerucTPalMOHHOTO yIOCTOBEPEHHUsI 00s13aH MO TPEOOBAHUIO
YIOJIHOMOYEHHOTO OpraHa TOCyJapcTBa-djieHa NpPEeJCTaBIsATh MacTep-
daitn cuctemsl (hapmakoHan30pa, KOTOPBHIA OyJIeT MCIONb30BATHCSA IS
UH(GOPMHUPOBAHUS O MIPOBEJACHUN WHCIIEKIIUIA.

4.1.2. lensmu nHCTIEKIHH M0 (papMakoHAA30PY SBISIOTCS:
a) TOJTBEPXKICHUE HAJIUYMUSA Yy JIepKaTessl PEerucTparmoHHOTO

YAOCTOBEPEHUS TIEPCOHANIA, CHCTEM, a TaKKe IOMEIICHUs, CPEICTB |
00OpyZOBaHUS, HEOOXOAMMBIX JUIS BBIMOJTHEHHUS O0OS3aTENBCTB TIO
dhapmakoHa30py;

0) BBISBJIICHHE, OIICHKA W PETUCTPAIUsl HECOOTBETCTBUM, KOTOPHIC
MOTYT TPEICTaBISATH OMACHOCTH IS 370POBbsl  HACENEHUSA, W
uHpopmMupoBaHue 00 3TOM HHCIIEKTHPYEMOI CTOPOHBI;

B) MCIIOJI30BAaHME PE3YIHbTATOB MHCIIEKITNI B KAYECTBE OCHOBHI TSI
00s3aTeNBbHBIX IS JEpKaTelsl PETUCTPAIMOHHOTO  yIOCTOBEPEHUS

NeUCTBUM (TTpU HEOOXOIUMOCTH ).



4.1.3. VYIOTHOMOYEHHBIM OpraH TOCyJapCTBa-4ieHa BIIPABE
MPOBOAUTh MHCIEKIUU 10 (papMakoHAA30py Iepesl perucTpanueit
JIEKapCTBEHHBIX MPENAPATOB JJISI IPOBEPKUA COOTBETCTBHS JAEHCTBYIOLIEH
CUCTEMBI dbapmakoHa3opa neprKaTens PETUCTPALIMOHHOTO
YAOCTOBEpEHUs TpeOOBaHMSIM 3aKOHOJATENIbCTBA TOCYJapCTBa-WIeHA U
Hactosmux IIpaBui. YTOJIHOMOYEHHBIE OpraHbl TOCYAapPCTB-YICHOB
OCYIIECTBJISIIOT B3aUMOJEHCTBUE 1O OOMEHY HHGpOpMaAlUel B YacTH
MHCIIEKIIHNI, KOTOPBIE UIAHUPYIOTCS, U PE3yIbTATOB HHCIIEKIIUNA, KOTOPHIE
yKE MPOBEJCHBI.

4.1.4. TlporpamMMbl WHCIEKIUN MO (papMakOHAA30py BKIIOYAIOT B
ce0sl IUIAaHOBBIE MHCIEKIMM B COOTBETCTBUM C OCHOBAHHBIM Ha PHCKaX
MOAXO/IE, a TAKKE BHEIJIAHOBBIE MHCIEKIUU, OCYIIECTBIISIEMBIE C LEJIbIO
OIICHKH TPEANoJiaraéMbIX HECOOTBETCTBUM WJIM MOTEHIIMAIBLHBIX PUCKOB,
KOTOpbIE MOTYT OKa3aTh BJMSHUE Ha BBINOJIHEHUE (QYHKIUH 110
(dbapMakoHa130py ONpPEEICHHOr0 JIEKAPCTBEHHOTO MIpenapara.

4.1.5. Pe3ynbpTaThl WHCIEKIHWH JOKHBI OBITh TIPEIOCTABICHBI
WHCIIEKTUPYEMOMY  CYOBEKTy, KOTOpPBIH TMOJydaeT BO3MOXKHOCTb
BBICKa3aTh CBOM KOMMEHTApUM B CJIyyae BBISIBJICHUS HECOOTBETCTBUS
TpeOOBaHMSM 3aKOHOJIATENIbCTBA TOCYJapCTBa-uj€HAa W HACTOSIIUX
[IpaBun. Jlepkarenb pErHCTPAIMOHHOIO  YJIOCTOBEpEHUS  00si3aH
CBOEBPEMEHHO YCTPAaHWUTh BBISBJIEHHOE HECOOTBETCTBHUE, Pa3paboTaB H
BHEJIPUB IJIaH KOPPEKTUPYIOLIUX U NPEAYNPEIUTEIBHBIX MEPOIIPUSITHH.

4.1.6. B caydyae BBIABICHHS B  PE3YyJIbTAT€ HHCIICKIHNHU
HECOOJIFOICHUST  JIep KaTelieM  PETrUCTPAlMOHHOTO  YAOCTOBEPEHHUS
00s3aTeNbCTB MO  (papMaKOHAI30py  YIMOJHOMOYCHHBIA  Opraf
rocyJapcrBa-ujieHa 00si3aH MH()OPMHUPOBATH YIMOJTHOMOUYEHHbBIE OpPTraHbI

APYrUX TOCYJapCTB-WICHOB O BBISIBIGHHOM HapylleHun. B ciydae



HEOOXOAMMOCTH YIIOJTHOMOYEHHBIN OpraH rocyaapcTBa-ujieHa IOJKEH
00ecreunTh, 4TOOBl K JEpKaTeNl0 PEruCTPALMOHHOTO YAOCTOBEPEHHUS
npuUMeHsTUCh A (PEeKTUBHBIC, COpa3MEpPHBIE U CIACPKHUBAIOIINE MEPHI
Bo3nelicTBus. MHpopmals o MpoBeeHUH U pe3yibTaTaX MHCIEKIUN B
pamkax (hapMakoHaA30pa, a TAKKE O MOCJIEIYIONIEM KOHTPOJIE U OLEHKE
MOCJEACTBUM pa3MeIlaeTcsi ToCyJapcTBaMU-WIeHAMU Ha O(UIIMaTIbHBIX
caliTax COOTBETCTBYIOIIUX YIOJHOMOYEHHBIX OpPraHOB TOCYJIapCTB-

YJICHOB B HH(GOPMAITMOHHO-TEJIEKOMMYHUKAITMOHHOM ceTn « UHTepHeT».

4.2. CTpyKTyphl ¥ TTPOLIECCHI

4.2.1. TUnel HHCIIEKIINIA.

4.2.1.1. NHcnekuun cuctembl (apMakOHaI30pa B ILEJIOM M IO
OT/ICJIbHBIM JIEKAPCTBEHHBIM IIperaparam.

4.2.1.1.1. HWucnekuum B paMmKax CHCTEeMBbl (apmakoHaa30pa
HalpaBJICHbl Ha OLEHKY M aHaJIU3 HMEIOIMXCS NPOLEAYp, CHUCTEM,
nepcoHasna, MOMENIEHUM W 00OpyJIOBaHUsS, a TaKXXe OINPEICIICHUS HUX
COOTBETCTBUSI 00s3aTE€NIbCTBAM MO (PapMaKOHAA30pPY, YCTAHOBICHHBIM
3aKOHOJATEIBCTBOM TOCYJAapCTB-4JI€HOB M Hactosmumu IlpaBunamu. B
XO/I€ BBITIOJHEHHS TAHHOTO aHaju3a MOTYT MCIOJIb30BAThCS KOHKPETHHIE
MIPUMEPHI JIEKAPCTBEHHBIX MpEenapaToB i JAEMOHCTpPAlUWHA U MPOBEPKHU
paboThI cUCTEMBI (hapMaKOHA130pa.

4.2.1.1.2. NHcnexkuuu, HANpaBICHHbIE HA OLECHKY BBINOJIHEHHUS
bynkuuii 1o  papmakoHaA30py B OTHOIICHHUU  OIPEACICHHOTO
JIEKApCTBEHHOT'0 Tpernapara, BKJIOYAIOT B TOM YHCIIE OLICHKY W aHAIIHN3
MEpPONPUATH M JOKYMEHTAllMM,  CBSI3aHHOM €  YKa3aHHbIM
JIEKapCTBEHHBIM TMpernaparoM. OmnpejiesieHHbIe acleKThl O0IIeH CUCTEeMBbI

(dbapMakoHa30pa, UCIHOIB3YEMbIE€ TMPU BBINOJHEHUH (PYHKIHMI B



OTHOIIIEHUU UHCIIEKTUPYEMOTO JIEKAPCTBEHHOTO Mpenapara, Tak)Ke MOTYT
MoJJieXKaTh OIIEHKE B paMKaX HWHCHEKIMU 1o (hapMaKkoHaI30py,
CBSI3aHHOM C JIEKAPCTBEHHBIM MPENAPATOM.

4.2.1.2. IlmaHoBple W BHEIUIAHOBBLIE WHCIEKIIMU CHUCTEMBI
dbapmakoHa3opa.

4.2.1.2.1. TlnaHoBble HWHCHEKIIMU CHCTEMBbI (papmakoHam30pa
OPOBOJATCS B COOTBETCTBHUM C  MPEABAPUTEIBHO  COCTABJICHHOM
MpOrpaMMON  MHCIIEKIMKA. B [endax onTtumuszanuyd I[UIaHUPOBAHUS
MEpOMNpUATHI MO KOHTPOJIIO (YHKIIMOHUPOBAHUSI ~ CHCTEMBI
(dbapMakoHa30pa PEKOMEHIYETCS MPUMEHSTh IMOJX0Jl, OCHOBAHHBIM Ha
OLIEHKE MOTEHUHAIbHBIX PHUCKOB HEBBIMIOJIHEHUS COOTBETCTBYIOLIUX
00s3aTenbCTB. [11aHOBBIE MHCMEKIIMU MPEACTABISIOT COO0O0M CHCTEMHBIE
WHCIIEKIIMM, HO MOKHO BBIOpaTh OJWH WJIM HECKOJBKO OINpE/IEeICHHBIX
JIEKQpCTBEHHBIX MpernapaToB B KayeCTBE IMPUMEPOB ISl TMPOBEPKHU
(GYHKIIMOHUPOBAHUST ~ CUCTEMBI  (hapMakoOHaI30pa U TOJIYUYCHHS
MPaKTUYECKOTro JoKa3aTeabcTBa e 3PGEeKTUBHOTO PYHKIIMOHUPOBAHUS U
COOTBETCTBUSI TpPEeOOBAaHUAM 3aKOHOJATENIHCTBA TOCYyAapCTBa-ujieHa M
MEKIyHapOJAHBIX JIOTOBOPOB M aKTOB, cocTaBisitonux mnpaBo Coroza. B
MporpaMMy CTaHJAPTHOW WHCIEKIMU MOXKHO, HalmpuMep, BKIIOYHUTH
OIICHKY COCTOSIHUSI CUCTEMBI 10 KOHKPETHBIM MPOOJieMaM, BBISIBICHHBIM
AKCIEPTaAMHU.

4.2.1.2.2. BHemmaHOBbI€ HWHCIEKIIMA CHUCTEMBI (apMaKoHaI30pa
MPOBOJIATCS B CIIy4ae BBIABJICHHUS WHUIMHUPYIOMIETO (hakTopa (CUCTEMHOM
npoOJeMbl), TIPU OSTOM HHCIEKIUS paccMaTpUBaeTcsa Kak Haunbosee
ONTUMAJIbHBIA CIMOCO0 M3y4YeHUS! M OILEHKH BBIABICHHOW MPOOJIEMBI.
BHennaHoBble MHCIEKIIMM HAIpPaBJIEHbl HA OIEHKY KOHKPETHBIX

poIeccoB  apMakoHaa30pa WJIM BKIIOYAIOT B ce0d H3ydeHHUE



BBISIBICHHOM MpOoOJieMbl (BOIIPOCOB) U €€ BIMSHUSA HA OIpPEIEICHHBIN
JIEKapCTBEHHBIN TpernapaT. B ompeneneHHbIX ciydasX B 3aBUCHMOCTH OT
BBISIBIICHHOW  MHUIIMUPYIOIIEH  MpOOJeMbl  MOTYT  BBIOJHSATHCS
WHCIIEKI[UU C TTOJIHOM OIIEHKOW cucTeMbl (papmMakoHaa3opa. BHennanoBble
WHCIIEKI[UU BBIMOJHSAIOTCS B CIIy4ae BBISIBJICHUS OJJHOTO WJIM HECKOJIbKUX
U3 CIICIYIONTUX HHUITUUPYIOMHX (DAKTOPOB.

4.2.1.2.2.1. ®axkTopbl B YacTH COOTHOLICHUS «IOJIb3a — PHUCK»
JIEKapCTBEHHOTO Ipernapara:

U3MEHEHHUE COOTHOIIEHUS «I10JIb3a — PUCK», €CIU MPEJICTABISAETCS
HEOOXOAMMBIM JlajbHEWINass OIlEHKAa CHUCTEMBl TyTEM TMPOBEICHHUS
WHCIICKITNH;

3aiepKKa B BBIMOJHEHUM, JIMOO HEHAAJIekKAIEe BBIOTHEHUE
MpOLIEAYPhl BBIABJICHUS PHCKA WU WHOOPMUPOBaHUS 00 H3MEHEHHH
COOTHOIICHHUSI «II0JIb3a — PHUCK», JHUOO HEBBINOJHEHUE JIaHHOU
MIPOIIETYPHI;

npejcTaBiieHue WHpopMaluu 1o npoodieMam ¢dapMakoHaa30pa B
CpeiacTBa MaccoBoil  umHboOpManuu 0€3  MpeIBapUTEIbHOIO WU
OJIHOBPEMEHHOI'0 YBEJAOMJICHUS YIIOJTHOMOUYEHHBIX OPTraHOB TI'OCYAapCTB-
YJICHOB;

Heco0JIr0IeHre TpeOOBAHMI 3aKOHOIaTENbCTBA TOCYAApCTBA-UJICHA,
MEXIYyHAPOIHBIX IOTOBOPOB U aKTOB, COCTABIISIIONIUX MTpaBo Coro3a, WiH
0043aTeNbCTB MO  O0OECHeuYeHn0  OE€30MaCHOCTU  JIEKapCTBEHHOIO
mpemnapara, BBISIBICHHOE B XOJ€ MOHUTOPHUHTA JACSITEIHHOCTH TIO
(dhapMakoHa[30py YIOJHOMOUYECHHBIMU OpTraHaMu T'OCY/IapCTB-UJICHOB;

NPUOCTAHOBIICHWE  OOpalleHWs] WM  W3BATHE C  pPBIHKA
JIEKQpCTBEHHOTO IMpemnapara 0e3 MpeABapUTENIbHOTO  YBEIOMIICHUS

YIIOJJHOMOYEHHBIX OPTaHOB FOCYAapPCTB-WICHOB.



4.2.1.2.2.2. ®akTopsl B 4acTU OO0A3ATEIbCTB IO MPECTABICHUIO
uHdopMaluu (CPOUYHBIX U MIEPUOTUIECKUX ):

3ajiepKKa JHOO YIyIIEHUS B MPEACTaBICHUU HWHGOpPMAIUU TIO
0€30MacHOCTH B COOTBETCTBHMM C TPEOOBAaHUSMH 3aKOHOJATEIHCTBA
rocyJapcTBa-ujieHa W MEXIYHapOIHBIX  JOTOBOPOB U  aKTOB,
coctasisitomux npaso Coro3a;

HU3KO€ KauyecTBO (B TOM YHUCJIE HETOYHOCTh, HEMPOCIEKMUBAEMOCT,
OTCYTCTBHE  IIEIOCTHOCTH) JMOO  HEMOJHOTa  MPEeJCTaBIsIeMON
uHpopmaruu;

HECOOTBETCTBUE MEXIYy TMpeAcTaBisieMod uHopManue u
APYTUMU UCTOYHUKAMHA WH(POPMAIIHH.

4.2.1.2.2.3. ®akTOphI B 4ACTHU 3aMPOCOB YIIOJHOMOUYEHHBIX OPraHOB
rocyJapCTB-4JIECHOB:

OTKa3 OT MpPEJCTaBJICHUs 3ampaiirBaeMoi UH(OpPMAlMU B CPOKH,
YKa3aHHbIE YIIOJTHOMOYEHHBIMU OPraHaMU FOCY1apCTB-YJICHOB;

HU3KO€ KA4eCTBO IMPEJICTABISEMBIX TAHHBIX WM UX HEHAJJIEkKaIIee
MpeACTaBICHUE MO 3alpocaM OT YIOJIHOMOYEHHBIX OpPraHOB roCyJapCTB-
YJICHOB O MPEJACTaBICHUHU UH(OPMALIIH.

4.2.1.2.2.4. ®axktoppl B 4YacTU BBIIIOJHEHUS YCTAHOBJIECHHBIX
0053aTENbCTB:

00€CTIOKOEHHOCTh ~ (0OOCHOBAHHOE€  MHEHHE  OTHOCHUTEJIBHO
OTCYTCTBUSI B PACHOPSDKEHUU  JIEpXKATeNsl  PErUCTPaAllMOHHOTO
YAOCTOBEPEHUS OPraHU3aIMOHHON CTPYKTYpPBl, PECYpCHON 0a3bl WU
CUCTEeMBbI OOeCTieYeHHUs KauecTBa CUCTEMbI (papMaKoHaa30pa) Mo MOBOY
COCTOSIHMSI WJIM BBITIOJIHEHHUS 00s3aTeNbCTB B paMKaxX IUIaHa 1O
YIIPaBJICHUIO PUCKAMU;

3aJICpKKa 501041 HCBBIIIOJTHCHHUEC KOHKPCTHBIX O65133TCJ'IBCTB,



KacarolMnXcsi MOHUTOPUHTA O€30MaCHOCTH MPOAYKIIMU, BBISIBIICHHBIE BO
BpeMsi pOIEAYpPhI AKCHEPTU3BI PETUCTPALIMOHHOTO J0Che
JIEKapCTBEHHOTO TIpenapara;

HU3KOE KaueCTBO OTUETOB, MPEJICTABICHHBIX B OTBET Ha 3aIlpoC O
BBITIOJTHEHUH YCTAHOBJIEHHBIX 00S3aTENbCTB.

4.2.1.2.2.5. @akTOphl B YaCTH UHCIEKIUU:
3a/lepKKa BO BHEAPEHUM WM HEHAJIeKAIlee BBINOJHEHUE

KOPPEKTUPYIOITUX U MPEAYNPEAUTENBHBIX JIEUCTBUI;

MOJIYYECHHUE TIPU BBITOJIHEHUU IPYTHX WHCIEKIIMHA HA COOTBETCTBUE
TpeOOBaHUSAM HaJyIeKAINUX (apMalleBTUUECKUX MPAKTUK UHPOpPMALIMH O
HECOOIOJICHUN TPeOOBaHUM 3aKOHOAATEIhCTBA TOCYJlapCTBa-wieHa U
MEKIyHapOAHBIX JOTOBOPOB M aKTOB, COCTaBIsAIONMX MpaBo Coro3a, Uin
00s3aTENBCTB MO  OOECTHEUYEeHHI0  OE30MaCHOCTH  JIEKapCTBEHHOTO
npernapara;

npoBepka HHGOPMAITUH, TTOTYUYEHHON OT APYTUX YIOJTHOMOYEHHBIX
OpPraHoB TOCYAAapCTB-WIECHOB, KOTOPbIE MOTJM BBIIBUTH HECOOTBETCTBHS
CUCTEMBI (hapMaKOHa130pa.

4.2.1.2.2.6. ubie GhakTOpHI:
npoOJieMbl, BBISBICHHBIC TIPU PACCMOTPEHHHM MacTep-¢aiiia

cucteMmbl (papmMakoHaA30pa;

WHas WH(pOpMAIMSd WM TIOCTYIAIONIUe >KanoObl (MPETeH3UHN),
YKa3bIBAaIOIE€ Ha OTCYTCTBHE Yy JIep)KaTels pPerucTPaloHHOTO
YIAOCTOBEPEHHUS CUCTEMBI (DapMaKOHA130pa WIIM CUCTEMbI 0OCCIICUCHHS €€
KadecTBa.

4.2.1.3. lopeructpaiimoHHbIE MHCTICKITUU.

42.1.3.1. JloperucTpainoHHbIE HMHCIICKIUU CHCTEMBI

(dapmakoHa30pa BBITIOJTHSIFOTCS hi(o BbIJIAYH 3asIBUTEITIO



PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS. LIeNbI0 TaKUX MHCIEKIUU SIBIISIETCS
u3yyeHue  (PyHKUHOHUPYIOUIEH WM IUIAHUPYEMOM  CHUCTEMBI
(dapmakoHan30pa B COOTBETCTBUUM C TMPEACTABICHHBIM 3asBUTEIEM
ONUCAaHUEM CHUCTEMBL. JlOperucTpallMiOHHbIE WHCHEKIHH  CHUCTEMBI
(dapmakoHan3opa  HE  SBISAIOTCS  O0S3aTE€IbHBIMM, HO  MOTYT
noTpeOoBaThbCcsl MpPHU  ONPEACNIICHHBIX 00CTOATENbCTBAX. [IpUHIMUIIBI
3ampoca O MPOBEJICHUH JOPETUCTPALMOHHON MHCHEKIMH JOKHBI OBITH
ONpENEeHbl  3apaHee W HE  JOJDKHBl  SIBIATBCA — NMPUYMHOU
HEOOOCHOBAHHBIX MHCIIEKTUPOBAHUI, KOTOPbIE MOTYT 3a/iepKaTh BblAAUy
pEerucTpaoHHbIX yIOCTOBEPEHUI. [Tpu paccMOTpEeHUH
1eJeCO00Pa3HOCTU U 00OCHOBAHHOCTH BBITIOJIHEHUS JOPETUCTPALTMOHHBIX
MHCIIEKIIUH CJeyeT YUUTBIBATH ClIeaytomue (hakTophl:

3asBUTENIb paHee He paboTan C HMEKIIENWcs CUCTEMOU
(dapmakoHa30pa Ha TEPPUTOPHUAX TOCYNAPCTB-UICHOB WIM HAXOAUTCS HA
CTaJNM CO3JaHMUsl HOBOM CUCTEMBI (papMaKOHA130pa;

nojiydeHa uHpopmanus (HarmpuMmep, UCTOpUS TMPEIUIECTBYIOIINUX
MHCIIEKIUH 1100 yBenomieHue (MHpopmalus) Ipyrux yrnoJHOMOUYEHHBIX
OpraHOB T'OCYJApPCTB-YJIEHOB O HECOOTBETCTBHUH) O TOM, UTO JI€PHKATENb
PErUCTPALIMOHHOTO yJAOCTOBEPEHUS MMEET HApeKaHWs IO BBIITOJIHEHUIO
TpeboBaHuil K cucreme (QapmakoHagzopa. Ecmu y  mepxkarens
PETUCTPAIIMOHHOTO YAOCTOBEPEHMSI UMEETCSI UCTOPUSI CEPHE3HBIX U (HJIN)
MOCTOSIHHBIX HECOOTBETCTBHMM CUCTEMBI (hapMaKOHA/A30pa JIEUCTBYIOIINM
TpeOOBaHUSAM, TO  JOPETUCTPAlMOHHAs  MHCHEKLUHS  CHUCTEMBI
dapmakoHaa30pa MOXKET ObITh OJHUM M3 MEXaHU3MOB IMOATBEPKIACHMUS
TOr0, YTO CHCTeMa OblIa COOTBETCTBYIOIIMM OOpa3oM HCIIpaBJIeHA WU
yCOBEpUIEHCTBOBAHA;

MIPU HAJIMYUU MPOOJIEM, KacatoIIMXCsl 0€30MaCHOCTH ONPEACICHHBIX



JIEKQpPCTBEHHBIX MpEnapaToB, MOXET ObITb MPU3HAHO HEOOXOIAUMBIM
OLICHUTh BO3MOXXHOCTU CO CTOPOHBI JEpKaTeIsl PEruCcCTPalMOHHBIX
YJIOCTOBEPECHUM:

peanu3anuyu MEpOIPUSTHS TI0 MUHUMU3AIMA PUCKOB, CBSI3aHHBIX C
KOHKPETHBIM JIEKAPCTBEHHBIM MpenapaTom;

HAJIeKAIETO BBIMOJHEHHS] 0COOBIX TpeOOBaHUN MO OO0ECIEYEHUTO
0€30macHOCTH MTPUMEHEHHUSI JICKAPCTBEHHBIX MTPENapaToB, KOTOPHIE MOTYT
OBITh YCTAHOBJICHBI;

HAJIJICKAIEr0 BBIMOJHEHUS TPOILEAYP B paMKax PYTHUHHOTO
dbapmakoHa130pa JIEKapCTBEHHOTO MpernapaTa, BEI3IBAIOIIETO OMAaCEHUs B
OTHOIIIEHUU TTpod Ui 0€30MaCHOCTH.

[IpuHsiTHE pelleHusT N0 BBINOJHEHHUIO JOPETUCTPALIMOHHOM
WHCIIEKIIMU BKIIIOYAeT B ce0sl OLIEHKY PUCKOB C KOMIUIEKCHOM OLIEHKOM
BOIIPOCOB, KACAIOIIMXCS OMNpPEIEICHHBIX JIEKAPCTBEHHBIX MpernapaToB U
CUCTEMBI.

4.2.1.3.2. B caydyae eciu B pe3ydbTare JOPETrUCTPAMOHHOU
MHCTIEKIIMM CUCTEeMbl (papMakoHaa30pa BO3HUKAET OOECIOKOCHHOCTH 10
MOBOJIy CIIOCOOHOCTU JAepKaTessl PEerucTPallMOHHOTO YJIOCTOBEPEHUS
BBITIOJIHATh TPEOOBaHUS K CUCTEME (apMaKoHaJ30pa, YCTAHOBJIECHHBIE
3aKOHOJIaTeTLCTBOM TOCyAapcTBa-ujieHa M HacTtosmmmu [IpaBuiamu,
YIOJIHOMOYEHHBIM  OpraH  TroCyJapcTBa-ujleHa  MOXET  IMPUHSTH
CJIEAYIOIIUE MEPHI:

a) OTKa3 B PETUCTPAMU, NOATBEPKIACHUHU PETUCTPALUU
(mepeperucTpalii) Wil UHBIX NPOLEaypax, CBI3aHHBIX C PETUCTPALIUEH;

0)  BBINOJHEHWE  TOBTOPHONW  HWHCHEKIMH  JO  BBIJAYH
PETUCTPAIIMOHHOTO  YJOCTOBEPEHUS] C  UEIbI0  TOJTBEPXKIACHUS

YCTPpAaHCHUA KPUTHUYICCKUX HECOOTBETCTBUU nu BBITIOJIHCHU AL



PEKOMEH IAIN;

B) BbIJaya PEruCTPAllMOHHOTO YAOCTOBEPEHHUSI C PEKOMEHJIalHeu
MPOBEJICHUSI WHCIEKIMM CUCTEMbl (papMakoHaJ30pa Ha paHHEM
IIOCTPETUCTPALIMOHHOM JTaIle.

4.2.1.4. ITocTperucTpallmOHHbIC UHCIICKIINH.
[TocTperucTpalliOHHBIE HWHCIEKIIMM CHUCTEMBI  (papmMakoHaa30pa

MPOBOASTCA TIOCTAE BbIAAYM  YJOCTOBEPEHHUS O TOCYJIapCTBEHHOM
peryucTpalii ¥ MNpeaHa3HAuYeHbl IS OLICHKH BBIMOJHEHMS Jep)KaTeaeM
PETUCTPAIIUOHHOTO YJOCTOBEPEHUS CBOHX 00513aTEIILCTB I10
dbapmakonamzopy. IlocTperucrpaliioHHBIE WHCHEKIIMA MOTYT OBIThH
Jr000r0 THIA B COOTBETCTBHM ¢ mMyHKTamu 4.2.1.1 u 4.2.1.2 Hacrosmmx
ITpasui.

4.2.1.5. O0bsABIIEHHBIE U BHE3AITHBbIE HHCIEKIIUH.
BonbmiMHCTBO UWHCHEKIMT cucteMbl (papmakoHaazopa OyayT

OOBSBICHHBIMU, YTO TPENANOIaraeT yBEIOMJIEHUE HWHCIEKTUPYEMOn
CTOPOHBI 0 HEOOXOTUMOCTH o0ecreyeHHsI PUCYTCTBUS
COOTBETCTBYIOIIMX JIMII BO BpEMsl TMPOBEJACHHUS HWHCIEKIHMH. B psje
CIIy4aeB Iesieco00pa3HbIM SBIISICTCS TTPOBEACHUE BHE3AITHBIX WHCIICKITUN
Tu00 YBEIOMJIEHWE WHCIEKTUPYEMOW CTOPOHBI HAKaHYHE MPOBEICHHUS
WHCIIEKIIMU (HampuMep, €Cld TPEIBApUTEITbHOE OOBSBICHUE MOXKET
MOCTaBUTh IO yrpo3y IUENH WHCIEKIMH WIA €eCIH WHCIEKIIHS
IMPOBOJAUTCS B CXKAThIe CPOKH M0 O€30TyIaraTeIbHBIM IMPUYHHAM,
CBSI3aHHBIM C YTPO30i O€30MacHOCTH).

4.2.1.6. IloBTOpHBIE MHCIIEKIIUH.
[ToBTOpHBIC MHCTIEKITMH MOT'YT ITPOBOIUTHCS HA PETYISIPHON OCHOBE

B paMKax IpOrpamMMbl IJIAHOBBIX MHCIEKIUNA CUCTEMBI (hapMaKOHa130pa.
Heobxomumo oueHUTh (AKTOPbl pPHUCKA C IEJNbI0  ONpeAesICHUs

MIPUOPUTETOB MOBTOPHBIX MHCHEKIMA. [I0BTOpHAsA MHCIIEKIISI HA PaHHEM



JTAlle MOYKET MPOBOJUTHCS B CIIy4ae, €CJIM BBIABICHO 3HAYUTEIBHOE
YUCJIO HECOOTBETCTBUM M TpeOyeTcs NOATBEPKICHHE HaJJIeKAILIETO
BBINOJIHEHUS IEMCTBUM U MEPOIPUATHM, HAIIPABICHHBIX HAa yCTPAHEHUE
3aMEYaHHi, W OLEHKU IIOCTOSHHOTO BBIMOJHEHUS OO0A3aTEIbCTB MU
coOmro/ieHnsi TpeboBaHUU K cucTeMe (papmMakoHaa30pa, B TOM YHUCIE
OLICHKU M3MEHEHUH B cucteme (papmakoHaa3zopa. [loBTopHas nncnexuus
Ha paHHEM »JTale TakXke Lejaecoo0pa3Ha BCKOpE MOCIe MNPOBEICHUS
OpeAbIAyIIe WHCIEKIMM B ClIydyae Hajauuus HHPOpMamuu O
HEBBINOJHEHU U WHCIIEKTUPYEMOU CTOPOHOU HaJJIEKAIUX
KOPPEKTUPYIOIIMX W MPEAYNPEOUTEIbHBIX  MEPONPUIATHH MO
npeAnucanuio 0oyiee paHHEeW HHCTIEKIIUU.

4.2.1.7. JIuctaHIIMOHHBIC WHCHICKIIUH.
JlucTaHITMOHHEIS WHCHEKIINH CUCTEMBI dbapmakoHaa30pa

MPOBOSTCS MHCIIEKTOpaMU 0€3 BbI€3/1a K JICPIKATEN0 PErUCTPALIMOHHOTO
YIAOCTOBEPEHUS TUOO0 OpraHu3ali, KOTOPOH JIeIETUPOBAHO BBITIOJIHEHUE
byHkumii 1o  dapmMakoHan30py. YKa3zaHHbIE HMHCHEKIIMH  MOTYT
MPOBOAUTBHCA C  MCIOJB30BAHUEM TaKUX CPEACTB  CBS3U, Kak
MHPOPMAIMOHHO- TEJIICKOMMYHHMKaIIMOHHasi ceTh «lHTepHeT» wiIu
teneonHass cBs3b. [lOIOOHBI TUN WHCIEKIMH MOXET TaKxke
WCIOJIb30BaTbCSl B CIy4Yae BO3HUKHOBEHUS JIOTUCTUYECKUX TPYIHOCTEU
P TPOBEACHUM HHCIEKIAM HA MECTE B CJIy4ae HCKIHOUYUTEIIbHBIX
o0cTosTeNhCTB. Perenrne o nMpoBeIeHUN TUCTAHITMOHHON WHCTIEKIIUHU 110
YCMOTPEHUIO MHCIIEKTOPOB MOJJICIKUT COTJIACOBAHMIO C
YIIOJJTHOMOUYE€HHBIM OPraHOM TOCYIApCTBA-YJICHA, BBIJIAIOIINM MTOPYUYEHUE
Ha TIPOBEJCHUE HWHCIEKIUU. JIOTMCTUYECKHE aCHEeKThl JAUCTAHLIMOHHOMN
VMHCIICKIIUHA CJIEAYET COTJIAaCOBBIBATH C JIEPHKATEJIEM PETUCTPALUOHHOIO

YAOCTOBCPCHUA. B ClIy4dac c€CJIM B XOJAC IMIPOBCACHHA JMCTAHIIUOHHOM



WHCTICKIIMM BBISBJISIOTCS BOMPOCHI, TPEOYIOIIME BBIOTHEHUSI OIEHKHU
cucteMmbl (hapMakoOHA/30pa HEMOCPEJICTBEHHO Ha MECTE, MPUHUMAETCS
pellleHue O TPOBEACHHWM HMHCHEKIMM C BBIE3JIOM HAa  MECTO
WHCIICKTUPOBAHUS.

4.2.2. IimanupoBaHUE WHCTIEKIIHM.
4.2.2.1. IlnanupoBaHuWe WHCHEKIUA cuUcTeM ¢apMaKoHaI30pa

JIOJDKHO OCHOBBIBATHCSI HA CUCTEMHOM IOAXOJI€, OPUEHTUPOBAHHOM Ha
OIIEHKY PHCKOB, C ILEJbIO ONTHUMAIBHOTO HCIIOJb30BaHUS PECYPCOB B
paMKax OCYIIECTBJISIEMOU JIESITEILHOCTH MO KOHTPOJIO U 00ECIECUYECHUIO
BBICOKOIO  YpPOBHS ~ 3alllUTBI  3J0pOBbs  HaceneHusa. llomgxonm K
IUIAHUPOBAHUIO MHCIEKIMKA, OCHOBAaHHBIM HA PHUCKAX, M[O3BOJISIET
OTPENICNIUTh YaCTOTY, HAMPABICHHOCTh U 00BEM UHCTIEKTUPOBAHUS.

4.2.2.2. llporpamMmMbl HHCHEKIIMA cHUCTEM (apmMaKoHaI30pa
COCTaBJISIFOTCA  YIIOJJHOMOYEHHBIMHA OPTraHaMH TOCYJapCTB-WICHOB C
Y4ETOM CIEAYIOMNX (PaKTOpOB:

a) (paKTOpPBI, CBSI3aHHBIE C UHCIIEKITUEH:
UCTOpUSI  BBISIBJICHUST ~ HECOOTBETCTBUUM MO  pe3yJbTaraM

OpEeAbIAyIINX HHCIEKIUNA  QapMakoHag3opa WIM JAPYrUX THIIOB
MHCTIEKIIMM (B COOTBETCTBUU C HaJJIekKaIUMK (HapMalieBTUHYECKUMU
MPaKTUKAMM );

JaTa TOBTOPHOM WHCIEKIIMH, PEKOMEHIOBaHHAs HWHCIEKTOPAMHU
WJIU DKCTIEPTaMU B pe3yJibTaTe MPEAbIAYIeH HHCTIEKIUH;

0) bakTopbl, CBA3aHHBIE C JIEKAPCTBEHHBIMU MpETapaTaMu:
perucTpanusi  JIGKApCTBEHHOI'O0  Mpemapara, JUuisi  KOTOPOTo

Ha3HAYCHBI JOIIOJJHUTCIIBHBIC MCPOIIPHUATUA 110 (bapMaKOHaI[?;Opy 501041
MCPOIIPUATHA, HAITPABJIICHHBIC HA MUHUMUN3AIUIO PUCKOB,
perucTtpanus JEKapCTBCHHOI'O IpCIiapaTa, AJisi KOTOPOro Ha3HAYCHO

MPOBEJICHUE TOCTPETUCTPAIMOHHBIX MCCIEJOBAHUN 1O O€30MacHOCTH



WJIY Ha3HAYEH JOTOJHUTEIbHBI MOHUTOPUHT;

perucTpanus U MOCTaBKa JIEKAPCTBEHHOTO Tpernapara ¢ OOJbIINM
00BEMOM MpOAaX, T. €. C MOTEHUHUAIBbHO 3HAYMMBIM BO3JIEUCTBHEM HA
OOJIBIIIYIO TOMYJISIUIO MAIUEeHTOB;

perucTpanusi  JIEKQpCTBEHHOTO  Mperapara, HE  HMEIOIIEro
aNbTEPHATUBBI HA PHIHKE FOCYIapCTBA-UJICHA,

B) (akToOpbl, CBSI3aHHBIE C JEpKaTEIEeM PETHUCTPAIMOHHOIO
YAOCTOBEPEHUS

JepKaTelb PErUCTPAIMOHHOTO YAOCTOBEPEHUSI, KOTOPBIA HUKOT]Ia
HE MOJIBEPTrajiCsi MHCIIEKIIMU CUCTEMBI (hapMaKOHa130pa;

JepKaTellb PEeTUCTPAllMOHHOTO YAOCTOBEPEHHUs, HUMEIOIHUA B
oOpallleHMM 3HAYUTEJIbHOE YHUCJIO JIGKAPCTBEHHBIX IIpErapaTroB Ha
pPBIHKaX rocyAapCTB-YJICHOB;

Jep>KaTelb PErMCTPALIMOHHOTO YOCTOBEPEHHUSI, paHEE HE UMEBIIUIA
YAOCTOBEPEHUM O TOCYAApPCTBEHHOM pETrHCTpallud Ha TEPPUTOPHUIX
rocyJapCTB-4JICHOB;

HeraTuBHas  uHGOpMAlMs B OTHONIEHWHM  BBINOJHEHUS
00s13aTeNIbHBIX TPEOOBAHUM U (WJIM) B CBSI3U C BOBHUKHOBEHUEM MPOOIIEM
o 06€30MacHOCTH JICKAPCTBEHHBIX MPENapaToB, MOJIyYEeHHAsI CO CTOPOHBI
YIOJIHOMOYEHHBIX OpPraHOB TOCYJapCTB-U4JIECHOB W HWHBIX TOCYJapCTB,
OCYLIECTBISIOMMX (PapMaKoOHAA30pP, a TaKKE YIOJIHOMOYEHHBIX OPraHOB
B JIpyruX 00JacTsAX PEryJupoBaHUs OOpaIlleHUs JIEKAPCTBEHHBIX
npenaparoB (T. €. COOTBETCTBYIOIIUX HAJIEKAIMMX (hapMarleBTUUECKUX
MPAKTUKAX);

TaKue€ W3MEHEHUS B OPraHU3AlMOHHON CTPYKTypEe JepixaTens
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, KaK CIUSHUS U MOTJIONICHUS;

) akTopbl, CBSI3aHHBIE C CUCTEMOU (hapMaKkoHaI30pa:



Jep)KaTellb ~ PETHCTPAIIMOHHOTO  YJIOCTOBEPCHHS,  HMEIONINN
CyOmoJApsiIHYI0 OpraHU3alMi0 MO OCYIIECTBICHUIO JEATEIHHOCTU TIO
dapmakonamzopy (B vactu ¢yukuuii YJI® B Corose, mpeacTaBieHUs
OTYETOB IO OE30MaCHOCTH W T. 1.) U (WIM) HECKOJBKO OpTraHU3aIHM,
MIPUBJICUEHHBIX JJI1 OCYIIECTBICHHSI MEPOTIPUATHI 11O (apMaKOHA30DY;

3aMeHa YJI® ¢ MoMeHTa TocjieIHeN MHCIEKIINY;
u3MeHeHuss B 0Oaze (0a3ax) JgaHHBIX 1O  0€30MacHOCTH

JIEKapCTBEHHBIX IMpenapaToB, KOTOpbIE MOIYT BKIIOYAaTh B ceOs
U3MEHEHUE caMOW 0a3bl JAaHHBIX WJIM B3aHMMOCBSI3aHHBIX 0a3 JIaHHBIX,
CTaTyC BaluJauuy 0a3bl JAHHBIX, a TaKKe MHPOpPMaLMH O MEepPEeJaHHBIX
WJIU TIEPEHECEHHBIX JaHHBIX;

WU3MEHEHUS B JOTOBOPHBIX OTHOILIEHUAX C IMOCTABIIMKAMHU YCIYT 1O
(dapmMakoHaA30py UM MECT BBIIOJIHEHUS PYHKIMI 110 (hapMaKkoHaA30pYy;

JEJIETUPOBAaHNWE WM Iepefaya yhOpaBleHUs Macrep-Qailiiom
CUCTEMBI (hapMaKOHa130pa.

4.2.2.3. YNOJHOMOYEHHBIE OPraHbl TOCYJAPCTB-YICHOB BIIPABE
3anpalirvBaTh TpeOyeMyo MH(pOpPMALIHIO y JepxKaTesnen
PETHCTPALIMOHHBIX YAOCTOBEPEHUN B LENSAX IJIAHUPOBAHUS WHCIEKIUI
Ha OCHOBAHWM IOAXOJA MO OLEHKE PHUCKOB, B CIIy4ae €CJIM Ha MOMEHT
IUTAHUPOBAHUS OHA HE SIBJISIETCS JOCTYIHOM.

4.2.3. Incnexktupyembie OOBEKTHI.
Jlrobass ~ cTOpOHa,  OCYHIECTBIISIONIAS ~ MEPONPHUSTHS M0

(dapMaKoOHa/[30py TMOJHOCTHIO WM YAaCTHYHO OT HWMEHH JepiKaTells
PETHCTPAIIMOHHOTO YIOCTOBEPECHHsI JIMOO COBMECTHO C HHUM, MOXKET
MOABEpPraThCsl  WHCICKIIMM  HA  TOATBEPXKISCHHE  CIIOCOOHOCTH
HaJIeKAIIETO BBITTOJTHCHHS neprkaTeaeM PETUCTPAIIMOHHOTO
YAOCTOBEPEHHUS 0053aTEIBCTB U COOTFOJIEHUS 00s3aTEIbLHBIX TPeOOBaHUI

no ¢apmakoHamzopy. OOBEKTHl AJisI MHCIEKTHUPOBAHUS MOTYT OBIThH



pacnoJIOKEHbl Ha TEPPUTOPUSIX TOCYJapCTB- WIEHOB JMOO 3a UX
npeaenamu. HMHcnekuun o00beKTOB 3a mnpenenamu  Coro3a  MOTYT
MPOBOJIUTHCS, €CIM TJIABHBIM TEeHTp (papmakoHam3opa, 06a3pl JaHHBIX H
(unn) BBITIONIHSIEMAsE JEATEIBLHOCTh MO (PapMaKkoOHAI30py HaXOASTCS 3a
npeaenamu Coro3a. Tum M KOJIMYECTBO HWHCIEKTUPYEMBIX OOBEKTOB
JOJIKHBI BBIOUPATHCS COOTBETCTBYIOIIUM o0pazom, YTOOBI
rapaHTUPOBATH JIOCTUKEHUE KITFOUEBBIX II€JI€H MHCIIEKIIUH.

4.2.4. O0beM MHCIIEKIIVH.
O0beM WMHCIHEKIIMH 3aBHUCUT OT IleJe WHCHEKIUH, OXBaTa

pEbITY MU WHCIICKIIUSIMU YIOJIHOMOUYE€HHBIMU opraHamu
rocyJlapCTB- WIEHOB, a TaKXe€ OT TUla uHcnekuuu. [Ipu nmiuaHupoBaHnumn
0o0beMa MHCTIEKIIMHA HEOOXOIUMO YUUTHIBATH:

a) uHpOpMAIMIO, TPEACTABICHHYI0O B Macrep-paiiae CUCTEMBI
dhapmakoHa30pa;

0) uadopmanuio 0 GYHKIIMOHUPOBAHUU CUCTEMBI (hapMaKOHAa130pa,
HalpuMep, JIaHHbIE O COOTBETCTBUM CHUCTEMbI, HMEIOIIUECT y
YIIOJTHOMOYEHHOTO OpraHa rocy1apcTBa-4JICHa;

B) KOHKpETHbI€ (DaKTOpPhl HWHULMUPOBAHUS  HWHCICKIUH B
COOTBETCTBUM C MyHKTOM 4.2.1.2 Hacrosmux [IpaBu.

4.2.4.1. CrannapTHble MHCIIEKITUHU (papMaKkoHaA30pa.
B npomecce mnpoBeaeHHsT CTaHAAPTHBIX HWHCIEKIUA CHCTEMBI

dbapmakoHazopa MpOBEPSETCS coOmroIeHne TpeboBaHU
3aKOHOJATENLCTBA TOCYAapCTBA-WIEHA M MEKIYHAPOJIHBIX JOTOBOPOB H
aKToB, cocraBistomux mpaBo Coroza, mo (apmakonanzopy. Ecim sto
MPUMEHNMO, MHCIIEKTHPOBAHNUE JIOJDKHO BKIIFOYATH OIEHKY CIIETYFOITUX
AJIEMEHTOB CUCTEMBI:

a) mporleAypbl padOThl C HUHAUBHAYAJIbHBIMU COOOICHUSIMH O



HEXKeJNaTeNIbHBIX pEeaKIUsIX Ha JIGKapCTBEHHBIM TMpenapar (najiee —
NCHP):

cOop, mojgydyeHre u OOMEH COOOUIIECHUSIMU, TOJYYEHHBIMH U3 BCEX
UCTOYHUKOB, OT OOBEKTOB UM OpraHu3aluid B paMKax CHCTEMBI
dbapmakoHam30pa, B TOM 4YHCJIE OT TE€X OpraHu3alui, KOTOpble Ha
KOHTPAKTHOM OCHOBE BBIMOJIHAIOT 00s3aTeIbCTBA MO (hapMaKOHAI30py
IUISL IEpKATellsl PETMCTPAlMOHHOTO YJIOCTOBEPEHMS, a TaKKE€ OT HHBIX
NOApa3/IEICHU ~ OpraHu3allil, HE  OTHOCSIIUXCS K  CUCTEME
dbapmakoHaI30pa;

OIlEHKa COOOIIEHUN, B TOM 4YHCIE€ MEXaHU3Mbl TOJyYEHUS U
MpoIeypa PETUCTpalluyd OILIEHKH JIMI, MPEJCTaBUBIINX COOOIICHHUS,
UCIIOJIb3yeMasi TEPMUHOJOTHS, OLEHKA CEPbE3HOCTH, OKHIAEMOCTH H
MPUYUHHO-CJIEJCTBEHHOU CBSI3U;

pEerucTpaius pe3yJbTaToB MOCIEIYIONIEro HaOI0JeHNU U UCXO0I0B
(HampuMep, UCXOJ B ClIyyasX BO3JEHCTBHUS JIEKAPCTBEHHOTO IMpenapara
Ha TUIOJ B TMEpuojJ; OCpPEeMEHHOCTH W MEJUIIMHCKOE MOJTBEPKICHUE
COOOIIEHHH, TOJIYYEHHBIX CO CTOPOHBI AIIUEHTOB);

BBITIOJIHEHHE TpeOOBaHUM 3aKOHOJATEIHCTBA TOCYIapCTB-YWICHOB U
MEKTyHapOJIHBIX JOTOBOPOB M aKTOB, COCTaBJisitonX mpaBo Corosa, 1Mo
npenacraBieHuo  paznuudbix  TUnoB HMCHP B coorBercTByrOmme
YIIOJTHOMOYEHHBIE OPTaHbl TOCY/1apCTB-UJICHOB;

BEJICHUE TOKyMeHTauuu u apxusupoBanue NCHP;
0) mepuoUUecKue OOHOBJISIEMbIE OTYETHI MO 0€30MaCHOCTU (eciu

MPUMEHUMO):
MOJTHOTA M JIOCTOBEPHOCTHh BKJIIOUEHHBIX JAaHHBIX, 000CHOBAHHOCTD
pEIIeHU, OTHOCSIINXCS K TAaHHBIM, KOTOPbIE HE BKITFOYCHBI;

peiCcHUC BOIIPOCOB 110 HU3MCHCHHUIO HpO(l)I/IJ'I}I 6630HaCHOCTI/I,



MPEACTaBICHUE COOTBETCTBYIOLIUX AHAIIU30B U MED;
opopmienue I[IOOb B COOTBETCTBUM C YCTaHOBJIEHHBIMU
TpeOOBAHUIMU;

CBOEBPEMEHHOCTD MPECTABICHUS;

B) HETIpepbIBHAS OIleHKa MPOoQusi 6€30MacHOCTH:

UCIIOJIB30BaHUE BCEX MCTOYHHMKOB MH(MOpMaIMK JUIsi 0OHAPYKEHUS
CUTHAJIA;

paBUJIbHOE MPUMEHEHUE METOA0JIOTUN aHaln3a HHGOpMAIIUY;

COOTBETCTBUE MPOLEAYP PpACCIEIOBaHUS U  MOCIETYIOUIUX
ACUCTBUN (HAmpuUMep, BHEAPEHHE PEKOMEHIAlUi IOoCjie aHaau3a
JAHHBIX );

peanuzanus  IUlaHA ~ yOpaBJIACHUS  PUCKAMU WU JIPYTUX
0053aTeJILCTB;

CBOEBPEMEHHOE BBISBJICHUE U TPEACTABICHUE IMOJHBIX U TOYHBIX
JAHHBIX YIOJHOMOYEHHBIM OpraHaM rocyaapCTB-WICHOB, B YaCTHOCTHU B
OTBET Ha KOHKPETHBIE 3alPOCHI JAHHBIX;

BKJIIOUEHHE YTBEPKJACHHBIX U3BMEHEHUI B COOOIIICHUS, KaCalOIIUeCs
0€30macHOCTH, 1 UH(POPMAIIUIO O JIEKAPCTBEHHOM ITIpernapare;

r) UHTEPBEHIIUOHHBIE (mpu HEOOXOAMMOCTH) U
HEUHTEPBEHIIMOHHBIC KIIMHUYECKUE UCCIICI0BAHNS:

NpEACTABICHUE COOOUIEHMH O MOAO3PEBAEMBIX  CEPbE3HBIX
HEOXKMJTAHHBIX  HEXKEJNATeIbHBIX  PEaKIUsIX B  COOTBETCTBHU  C
TpeOOBaHUSAMHU 3aKOHOIATENbCTBA IOCYIAPCTB-YJIEHOB;

NOJIyYeHUE, PETHCTpalMs W OLEHKAa CIIy4aeB HEXeIaTeIbHbIX
peaKIuii, BBISIBIICHHBIX B X0J1e WHTEPBEHIIMOHHBIX u
HEWHTEPBCHIIMOHHBIX KJIMHUYECKUX UCCIIEIOBaHUMN;

npcaACTaBJIICHUC PC3YyJbTAaTOB HCCICAOBAHHMA M COOTBCTCTBYIOHIef/'I



uHpopmaiuu mo O€30MaCHOCTH JIEKAPCTBEHHBIX IMpernaparoB B ¢dopme
OTUYETOB COTJIACHO TPEOOBAHMIM 3aKOHOIATEILCTBA TOCY1aPCTB-YWICHOB;

COOTBETCTBYIOIIUH  BBIOOp  COpPaBOYHOM  HMHPOPMAIMH  TIO
0€30IacHOCTH, TMOJJEpKaHue aKTyaJIbHOTO YpPOBHS HHGOpPMALUM B
Opomrropax wucciefoBaTeNss Wid WHGOpPMAIMKU TO OE30MaCHOCTH s
MalKueHTa;

BKJIIOUCHHME JAHHBIX HCCIIECIOBAHUS B TEKYIIYIO OLEHKY MNpOdUIs
0€30IaCHOCTH JIEKAPCTBEHHOTO Mperapara;

1) IPOIEYPhI CUCTEMBI (papMaKOHaI30pa:

posu u obs3anHocTH YJID, Hanpumep, JOCTYH K CUCTEME KayecTBa
dhapmakoHaa30pa, Mactep-bailny CHUCTEMBI dbapmakoHaa30pa,
nokazatessiMm 3((GEeKTUBHOCTH W HWHAMKATOpPaM CHUCTEMBI, OTYETaMm IO
ayIuTaM U WHCIEKIUAM, a TaKKe HMX CIIOCOOHOCTh MPUHUMATH MEPHI 1O
YIIYUIIEHUIO COOTBETCTBHUS;

poiu u 00S3aHHOCTHU JepKaTens PErUCTPALIMIOHHOTO
yJAOCTOBEPEHHUS B OTHOIIEHUHU CUCTEMBI (papMaKoHaA30pa;

TOYHOCTh, TIOJIHOTA M TMOJJEPXKAHUE AaAKTYyaJbHOIO  YPOBHS
uH(popmanuu B Mactep-(daitiie cucremsl (hapMakoHaA30pPa;

KaueCTBO M COOTBETCTBHE YPOBHS MOJTOTOBKH, KBadu(UKALUU U
OTIbITa MIEPCOHAIA;

OXBaT M COOTBETCTBHE CHCTEMBI Kaue€CTBa B OTHOIIIEHUU CUCTEMBbI
(dbapMakoHaa30pa, B TOM UYHCIIE€ BBINOJHEHUE IPOIECCOB KOHTPOJIS
KauecTBa M 00ecreueHns KauecTBa,;

MPUTOTHOCTh UCTOJIb3YEMBIX KOMITbIOTEPU3UPOBAHHBIX CUCTEM JJISI
BBITIOJTHCHHS] KOHKPETHBIX (PYHKITH;

COTJIAILICHUS co BCEMU Y4aCTBYIOIIMMU CTOpOHAMH,

COOTBCTCTBYIOIIIUM 06pa30M OTpaKaromuume 00S3aHHOCTH U MCPOIIPpUATHA



[0 BBINOJHEHUIO (apMakoHaA30pa, a TaKXKe HaIekKallee ux
BBITIOJTHEHHUE.

WNHcniekims MOXKET BKJIIOYaThb B ce0s OLIGHKY COOTBETCTBUS
OCYUIECTBIISIEMbIX ~ MEP  MHHUMHU3AIMM  PUCKOB  YCTAaHOBIICHHBIM
TpeOOBaHUSIM.

4.2.4.2. BHemJIaHOBbBIE MHCIIEKIIUH.

O0beM BHEIUIAHOBOM HWHCIEKIMU 3aBUCUT OT TPUYUH €€
Ha3HayeHusl. B 4uCI0 OLIEHMBAEMBIX aCIEKTOB CHCTEMBI MOT'YT BOUTH
yka3zaHHble B nmyHKTe 4.2.4.1 nHactosmux [lpaBui, a Takxke cleayronme
aCIIeKThI:

a) BoBieueHue U wuHPopMupoBaHHOCTH YJI® 1o Bompocawm,
CBSI3aHHBIM C KOHKPETHBIM JIEKAPCTBEHHBIM IMPETapaToM;

0) ymIyOJeHHOE W3yYEeHUE MPOIECCOB, TMPOUEAYp MNPUHSITUS
pelieHui, BEITTOJIHEHUS HH()DOPMUPOBAHUS U peaTU3ali MEP, CBA3aHHBIX
C KOHKPETHbIM (DaKTOpOM HHMIIMUPOBAHUS HHCHEKUUU U (WIIM)
JIEKapCTBEHHBIM IPENapaToM.

4.2.4.3. I1oBTOpHbBIC MHCIICKIIHH.

4.2.4.3.1. Onpenensisi 00beMbl pabOT IO MPOBEICHUIO MOBTOPHOM
WHCIIEKIUH, HY’)KHO YUUTHIBATH CJIEYIOLINE ACTIEKTHI:

a) aHAJIN3 COCTOSIHUSI CUCTEMBI U (MJIM) MJIaHa KOPPEKTUPYIOLIUX U
NpeaynpeAUTENbHBIX MEPONPUATHI, pa3pabOTAaHHOrO IO pe3yJbTaram
npeablaylIe HHCIeKIUN papMakoHaa30pa;

0) aHaIU3 3HAYUTENBHBIX U3BMEHEHHI, KOTOPhIE BHECEHHBI B CUCTEMY
dbapmMakoHaI30pa CO BPEMEHH MOCJIEIHEeW MHCIEKINH (hapMaKoHaa30pa
(Hanmpumep, M3MeHeHue 0a3bl JaHHBIX (apMakoHAA30pa, CIWUSHHUE WA
MOTJIOIIEHNE KOMITAHUH, 3HAUYUTEIbHbIE U3MEHEHHUS B IOTOBOPHBIX BUIAX

NeATeIbHOCTH, 3aMeHa Y JID);



B) aHAJIN3 MPOIECCOB U (MJIM) BOMPOCOB B OTHOIIIEHUN KOHKPETHOTO
JIEKapCTBEHHOTO TMpernapara, BbISABICHHBIX B pe3yJlbTaTe OICHKHU
nHpopMaIMyu,  TPEACTaBICHHOM  JAep)KaTeleM  PEeTrHCTPAIlMOHHOTO
YIAOCTOBEPEHHUS, WM HE BKJIIOUYCHHBIX B O0BEM HWHCIEKTUPOBAHUS
MPEABIAYIIEA UHCIIEKIIUEH.

42.43.2. OO0beM  TOBTOPHOM  MHCIICKIIUM  OIpEAeseTcs
pe3yJibTaTaMu MPEANIeCTBYIOMNX HHCIIEKIIUNA U MOXKET ObITh PACIIUPEH C
ydeToM psiaa (pakTopoB (HampuMep, BPEMEHH OT JdaThl IPOBEICHHS
MPEIECTBYIONIEH WHCIEKINKM, 00beMa MpeIIeCTBYIONEeH WHCIEKIINH,
€CJIM 3TO MPUMEHUMO).

4.2.5. TIporiecc MHCTIEKLIHH.

4.2.5.1. Uacnekmuu ¢dapMakoHaa30pa HEOOXOIUMO IIJIAHUPOBAT,
KOOPJUHUPOBATh,  IMPOBOAUTH, MPEJACTABIATH OTYETHl O  HHUX,
KOHTPOJUPOBATh BBHINIOJHEHWE 3aMEUaHWM U JOKYMEHTHPOBaTh B
COOTBETCTBMM C IIpOIEAypaMH  HHCHEKIMHA, BBIMOJHAEMBIX  Ha
TEPPUTOPHUSAX  TOCYJApCTB-  UJICHOB. COBEpIIICHCTBOBAHUIO |
rapMoOHU3allMi  TMPOBEACHUS  HMHCHEKIUWA OyayT  CIOCOOCTBOBAaTh
COTJIACOBaHHBIE TPOIIECCHI U MPOIEAYPhl, COBMECTHBIE TTPOBEPKH, OOMEH
ONBITOM W OOy4YE€HHE WHCIEKTOPATOB YIOJHOMOYEHHBIX OpPraHoOB
roCyJ1IapCTB-YJICHOB.

4.2.5.2. llpoueaypbl 1O UHCHOEKIHSIM (papmMakoHaA30pa CUCTEM
(dhapMakoHa130pa TOJKHBI BKIIFOYATh B C€0sI CIIEMYIOIIUE TTPOIIECCHI:

a) oOMeH nHpopMmanuei;

0) IJIaHUPOBAHNE UHCTIEKITUH;

B) JIOPETUCTPAIIMOHHBIC MHCIICKIIUH;

) KOOpAWMHALMS HWHCHEKIUH cucTteM (apMakoHag3opa B

rocyJapcrBax-ujeHax;



1) KOOpJAWHAIYS WHCHEKIUMW, MPOBOJUMBIX B TOCYJIapCTBaxX, HE
apsitoiuxcs wieHamu Coro3a (B TOM YUCIIE MHCIIEKIIUM MOIPSTUYUKOB);

€) MOJArOTOBKAa MHCIIEKIINI cUcTeM (apMaKOHAI30pa;

) MPOBEJICHUE UHCTICKIIMIA cucTeM (papMakoHaA30pa;

3) OTYETHOCTh IO WHCIEKIHUSAM CcHUCTEeM (apmakoHaa3opa U
IIOCJIEIY IO KOHTPOJIb;

n) uH(popMUpoBaHUE 151 MPUOPUTETHOCTD WHCTIEKIAN
(apMaKoOHa/130pa U MOJIYYEHHBIX PE3YIbTaTOB;

K) BEJCHUE y4Ye€Ta U apXUBHUPOBAHUS JOKYMEHTOB, MOJYYECHHBIX B
pe3yibTaTe MHCIEKINI cucteM (hapMaKoHaA30pa;

1) BHE3AIHbIE WHCIIEKIUY;

M) CaHKIIMH U PETYISTOPHBIC WU MPUHYIUTEIIHLHBIE MEPHI B CIydae
CEPbE3HOI0 HECOONMIOAeHUSI TpeOOBAaHMI 3aKOHOAATEIBCTBA TOCYAAPCTB-
4jieHOB U Hactosmux [Ipasu;

H) PEKOMEHJALUMH IO MOJTOTOBKE WHCHEKTOPOB, BBIMOIHSIOIINX
WHCIIEKIMU cucTeM (hapMakoHaa30pa, U 0OMEHY ONBITOM PaOOTHI.

4.2.5.3. Ilpu HeoOXOAUMOCTHM BO3MOXHa pa3padOTKa HOBBIX
poLenyp.

4.2.6. KOHTpOJIb BBITIOJHEHUS 3aMEUYaHU NHCTIEKIIUH.

B ciyuae BbISIBIEGHHS B XOJI€  BBINOJHEHHS  WHCIEKIHUH
HECOONoICHUST  00sA3aTeNbCTB O (apMakoHaI30py  Tpedyercs
YCTaHOBJIEHUE MOCIEAYIOIETO KOHTPOJIS 10 IMOJTHOTO BBIITOJIHEHUS TUIaHa
KOPPEKTUPYIOIIUX W MPeaynpeauTeNbHblx — gaeictBuid.  Cremayer
YUYUTHIBATH CJICIYIOIINE METOAbI KOHTPOJIA:

a) aHalM3 IUIaHAa KOPPEKTUPYIOMMX ¢ NPEAYNpPEeIUTENbHBIX
NEUCTBUM AEPKATEIs pETUCTPALMOHHBIX YIOCTOBEPECHUM;

0) aHAJIN3 TIEPUOAUIECKUX OOHOBIIIEMBIX OTYETOB O XOJie padboT (B



cilydyae He0OXOIUMOCTH);

B) OBTOPHAsI MHCIEKIMS JJI1 OIEHKU HAJJIeXKAIIero BBITTOIHEHUS
IJIaHAa KOPPEKTUPYIOLIUX U MPEAYyTPEANTENbHBIX ICHCTBUIA;

') 3alpoc O MPEJCTAaBIECHUU paHEE HE MPEJCTABICHHBIX JaHHBIX,
U3MEHEHUHM (HampuMmep, B UHPOpPMaAILMIO O JIEKAPCTBEHHOM IIpernapare),
aHanu3a BIUSHUA (HapUMeEp, pe3ysbTaT aHajlu3a paHee HE BKIIOYEHHBIX
B aHAJIN3 JAHHBIX MIPU BBITIOJIHEHUH MPOLIEAYPhI BBISIBIICHUS] CUTHAJA);

1) 3ampoc O BBINOJHEHUH HaJJIeXalero uHGOPMUPOBaHUS,
BKJIFOYasi BHECEHHWE WM3MEHEHMM B HHGPOPMAIIMIO, TMPECTABIIEMYIO B
paMKax  MapKETMHTOBOW  JESATEIbHOCTH, U  (WIH)  pPEKIaMHYIO
uH(dOpMaIuio;

€) 3ampoc O BCTPEYE C JIEpXKATEIEM PETHCTPALMOHHOIO
YAOCTOBEPEHUS C LEJbl0 OOCYXJECHUS BBISBICHHBIX HEIOCTATKOB
(HECOOTBETCTBUM) U WX BIUSHUS HA IUJIaH MEPOTIPUSITUH;

k) Tepeliadya pe3ysibTaTOB MHCIEKIUU APYTUM YHOJHOMOYEHHBIM
OpraHaMm rocyJapCTB-4JI€HOB;

3) Apyrue NENCTBHUS, CBSI3aHHBIE C JICKAPCTBEHHBIM MpenapaToMm, B
3aBUCHUMOCTH OT BIIMSIHUSI HEJIOCTATKOB (HECOOTBETCTBUI) U PE3YJIHTATOB
MOCIECIYIONIUX ACHCTBUM (CIOJIa MOTYT BXOJUTH OT3BIBBI WJIM JICHCTBUSA,
CBSI3aHHBIE C BbIJAYEW PETUCTPAUMOHHBIX  YJIOCTOBEPEHHH WM
paspenieHuil Ha TPOBEACHUE KIMHUYECKUX UCTIBITAaHU ).

4.277. JlecTBUA M CAHKUUM  YIHOJHOMOYEHHBIX OpraHOB
rocyJ1apCTB-YJICHOB.

4.2.7.1. Y1o1HOMOYEHHBIE OpraHbl rocyJ1apCTB-4JICHOB
00€eCIeurBarOT KOHTPOJIb BBIMOJHEHUS ACPKATEIsIMU PETUCTPAIMOHHBIX
YAOCTOBEpEHUN 00s13aHHOCTEN 1O (apMaKOHAI30py B COOTBETCTBUU C

3dKOHOAATCIBCTBOM T'OCYAAapCTB-YJICHOB W HACTOAININMU HpaBI/IHaMI/I. B



cillydyae OOHapy>KeHUs HECOOJ0JeHUs TPEeOOBaHUI WM HEBBITIOTHEHUS
00s13aTeNibcTB N0 (papMakoHAA30py  JACHUCTBUS, KOTOpPbIE HYXHO
MPEANPUHSITH, TODKHBI OMIPEAETATHCS M0 KAKIOMY KOHKPETHOMY CITy4alo
ornenbHo. Kakue AeMCTBUA MNpeanpuHATh, JOJKHO 3aBUCETh OT
MOTEHIIUATBLHOTO HEraTUBHOTO BITUSTHUS HECOOTBETCTBUMU
(HecoOyrofieHnit) Ha  3I0pOBbE  HAceJIeHHUs, HO JII0O0OM  ciydaid
HECOOTBETCTBUM (HECOOIIOJICHU) MOXKET YUUTHIBATHCS NMPU TPUMEHEHUU
NPUHYAUTEIbHBIX Mep. [Ipu HEOOXOIMMOCTH YMOJIHOMOYEHHBIM OpraH
rocyJapcrBa-ujieHa JOJDKeH O00ecneduTh, YTOObl K  JEpiKaTellto
PETUCTPALIMOHHOTO  YAOCTOBEPEHUS  MPUMEHSUIUCh  3(PEKTUBHEIE,
COpa3MepHBIC U CASPKUBAIOIINE MEPHI BO3ICHCTBHS.

4.27.2. B coorBerctBUM ¢ Hactosmmmu IlpaBunamMu u 1pu
HEOOXOAMMOCTH C TIPaBWJIAMH, YCTAaHOBJICHHBIMH 3aKOHOJATEIbCTBOM
rocyJapcTB-4JIEHOB, B CJydae HecOoONIoAeHUsT 00s3aTeIbCTB IO
(dhapMaKoHa130py BO3MOXKHBI CIICTYIOITNE BAPUAHTHI PETyIUPOBAHUS:

a) 00Oy4yeHue U COACHUCTBUE: YIIOJTHOMOYEHHbBIE OPraHbl TOCY1apCTB-
YJICHOB  BIIpaB€ OOMIAThCA C  MOPEACTABUTEISIMU  JIep)KaTesel
PErUCTPAIIMOHHBIX YJIOCTOBEpPEHUM (Hampumep, Ha CcOOpaHUU), UYTOOBI
00OOIINUTh BBISIBJICHHBIE HECOOTBETCTBUS, PA3bSICHUTH YCTAHOBJIECHHBIC
TpeOOBaHUS M OKUJIAHUS YIIOJTHOMOYEHHOTO OpraHa ToCyaapCTBa-ujicHa,
a TaKXKe PacCMOTPETh KOPPEKTHPYIOMWE W MpeAyNpeauTeIbHbIC
IeHCTBYA, npeayiaraeMblie JepKareneM PETUCTPAIIMOHHBIX
YJIOCTOBEPECHU;

0) mnpencraBieHne UHGOPMALMU JAPYTHUM  yYIOJHOMOYEHHBIM
opraHaM TOCYIJapCTB-WJICHOB B  paMKax JOTOBOPEHHOCTEH  TO
oOecreueHnI0 KOH(DUIEeHIIMAIbHOCTH;

B) WHCIIEKTUPOBAHUE nepkarenen PETUCTPALIMOHHBIX



YIAOCTOBEPEHUM, KOTOphIE HE COOJMoAal0T o00s3aTelIbcTBA WIM HE
BBITIOJHSIOT TPEOOBAHMSI, MOXET MPOBOAUTHCS C UENbI0 OMpPEICTCHHUS
CTEIEHU HECOOIOIEHUSI (HEBBITTOTHEHNS ) 3aKOHOIaTE€JIbCTBA FOCY1APCTB-
YJICHOB M MEXIYHAPOAHBIX TOTOBOPOB M AKTOB, COCTABJISIOIIMX MPaBO
Coro3a, 1 B TOCIIEIYIOIIEM C LENIbI0 MOATBEPKACHUS MX COOJIOJICHUS
(BBITIOJIHEHUSA);

r) NUCBMO-TIPEIYNPEXKICHUE, 3asBICHUE O HECOONI0ACHUU
(HEBBITIOJIHEHUH) WM YBEJOMIICHHE O HApYyIICHUU, BbIJaBaEMbIC
YIOJTHOMOYEHHBIM  OpPraHOM  TOCyJapCcTBa-ujeHa C  yKa3aHUEM
HOPMATHUBHOTO TMPAaBOBOIO aKTa, KOTOPBIA ObUT HapyIieH, C LEeJbIo
HAlIOMUHAHUS JIEPXKATEISIM PErUCTPAIIMOHHBIX YIOCTOBEPEHUN 00 uX
00s3aTeNbCTBAX MO (apMaKOHA30py WM MEpax, KOTOPbIe OHU JOJKHBI
OpUHITh, @ TakKXKe O CpOKaX, YCTAHOBJCHHBIX [UISI YCTpPaHCHHSI
HECOOTBETCTBUYN WIJIM HApYyIICHUH;

1) PpPacCMOTPEHHE YMOJTHOMOYEHHBIMH OpraHaMy TOCYJapCTB-
YJIEHOB  Bompoca 00  omyOJMKOBaHWUM  CIHCKa  JiepKaTese
PETUCTPAIIMOHHBIX YJOCTOBEPEHUM, KOTOpPbhIE CEPhE3HO WM TMOCTOSHHO
HapylmaloT TpeOOBaHHUS 3aKOHOAATENbCTBA TOCYJApCTB-WICHOB M
MEXIYyHAPOIHBIX JOTOBOPOB M AKTOB, COCTABIISIIONIMX MpaBo Coro3a;

€) ACMCTBUS B OTHOILIEHUU PETUCTPALMOHHOTO YAOCTOBEPEHUS WU
3asiBJICHUS HA PETUCTPALIUIO JIGKAPCTBEHHOTO MIpemnapara, HanpuMmep:

HKCTPEHHOE BBEJICEHHWE OTPaHUYCHUM, CBS3aHHBIX C MpoduiieM
0€301MMacHOCTH JIEKAPCTBEHHOTO TIperapaTa;

IPUOCTAHOBKA WIn aHHYJIUPOBAHUE PETUCTPAIMOHHOTO
yIOCTOBEPEHHUS JIEKaPCTBEHHOTO Mpenapara;

PUOCTAHOBKA PACCMOTPEHHUS HOBBIX 3asBJICHUN Ha TOJIyYCHHE

YIOCTOBEPEHUM O TOCYJAPCTBEHHOM PETUCTpallMd [0 pealu3aluu



KOPPEKTUPYIOIIUX U NPEAYNPEAUTEIIbHBIX ICHCTBUN;

Ha3HA4YCHUE JOPETUCTPALIMOHHBIX WHCTIIEKIUN CHUCTEMBI
dbapmakoHaI30pa;

) OT3bIB JIEKAPCTBEHHOTO IIperapara C pbIHKA (Hampumep, B
cily4yae eciid B MUH(OpPMAIMIO O JEKapCTBEHHOM IIpenapare He BKIIOUEHbI
Ba)KHBIE TIPEAYIIPEKACHUS 10 0€30MaCHOCTH);

3) JI€UCTBUS, CBS3aHHBIE C MApPKETUHTOBOM WM PEKJIAMHOM
uH(popmaIuei;

M) BHECEHHWE TIONMPABOK B MPOTOKOJBI WM MPUOCTAHOBKA
KJIIMHUYECKUX HMCCIIEIOBAHUM B CITydae BBISBICHWU MU3MEHEHHUM TPOQuIIs
0€30MacHOCTH KOHKPETHOTO JIEKapCTBEHHOIO Mpernapara;

K)  aJIMHUHHUCTpAaTHBHbIE  ITpapl B  COOTBETCTBUH  C
3aKOHOJATEIBCTBOM I'OCYAAapCTB-UIEHOB.

4.2.8. KBanudukaius 1 00ydeHre UHCIIEKTOPOB.

HNHCriekTophl, KOTOpBIE YYacTBYIOT B MPOBEACHUM WHCHEKIUN
CHUCTEM dhapMakoHaa30pa, JTOJKHBI OBITH CIieluaJIuCcTaMu
YIIOJJHOMOYEHHBIX ~ OPraHOB  TOCYJAapCTB-YJICHOB WM  JIMIIAMHU,
HAa3HAYEHHBIMH B COOTBETCTBHM C TPEOOBAHUSIMH 3aKOHOJATEILCTBA
rocyJapcrBa-ujieHa, a TakkKe JOJDKHBI  COOJIOJaTh  IMOJOKEHHUS
PYKOBOACTBA II0 KAa4ye€CTBY HHCIEKTOpAaTa YIIOJHOMOYEHHOIO OpraHa
rocyJapcTBa-uieHa. PexoMeHayeTcsi, 4yToObl Ha3HAYEHUE HMHCIEKTOPOB
OCHOBBIBAJIOCH HAa HMX ONbITE W MHUHUMAIbHBIX TpeOOBaHMSIX,
ONPEAECICHHBIX  YIIOJHOMOYEHHBIM  OpPraHoOM  IOCyJapCTBa-4JIeHa.
WNHcnekTopbl JOJDKHBI MPONTH 00ydyeHHEe B TOM OOBEME, KOTOPBIi
HE0OXoAuM Il 0OecnedeHUs] MX KOMIETEHTHOCTH B TeX OO0JacTsX,
KOTOpbIE HEOOXOIWMBI ISl TOATOTOBKH W TPOBEIACHUS WHCHEKIIUMA, a

TAKXKC ITOATOTOBKM OTUCTA O IPOBCACHHBIX HMHCIICKIHAX. Ounn JOJI?KHBI



TaKke MPOUTH OOYUEeHHE Mpolleccam W TpeOoBaHMSIM (apMaKoHaI30pa
TaKUM 00pa3oM, 4ToObl OBITH CIIOCOOHBIMM OLICHUTH Pa3IUYHbBIC ACIIEKThI

CUCTEMBI (papMakoHaA30pa B CiIydyae OTCYTCTBUSI COOTBETCTBYIOIIETO

OITbITA.
4.2.9, Ynpasnenue KaueCTBOM npoiecca WHCIIEKIINU
dhapmakoHaj3opa.

KavectBO mporecca WHCHEKIIMM CUCTEMbl  (papmakoHaa30pa
peryaupyeTrcsl yoJJHOMOYEHHBIMU OpraHaMH T'oCyAapCTBa-ujieHa, BXOIUT
B UKCJIO BOIIPOCOB, Ha KOTOPBIE PACHPOCTPAHSETCS CUCTEMa KayecTBa
cucTteMbl (hapMakoHaJ30pa YIOJHOMOUYEHHOTO OpraHa TocCyJapcTBa-

YJI€HA, U MOJICKUT ayJIuTy.

4.3. CotpynanuectBo B paMkax Coro3za

4.3.1. KonnekTuBHOE UCTIONIb30BaHUE MH(DOpMAITHH.

YoMTHOMOYEHHBIE OpraHbl  TOCYJapCTB-4JICHOB 00s3aHBI
COTPYAHUYATH, YTOOBI O0JETYUTh OOMEH MH(pOPMALMEN MO WHCIEKIUAM
CUCTEMBI (papMaKOHAa130pa, B YACTHOCTH:

a) uH@opManmel 00 HWHCIEKIUAX, KOTOPhIE 3aIUIAHUPOBAHBI U
MPOBEICHBI, C LETbI0 YCTPAHEHUSI HEHYKHBIX TOBTOPOB U JIyOJIMPOBAHUS
pador B Cor3e, a Takke JUIsI ONTUMHU3ALMUU  HCIOIb30BAHUS
WHCIIEKIIMOHHBIX PECYPCOB;

0) wuHbOpManmeir 00 oObeMe MHCIEKIIMH C TeM, YTOOBI
IJIaHUPOBATh OyyIINe UHCTICKIIUU;

B) MH(oOpManueil o pe3ysbTaTax WHCIEKIWH, B YaCTHOCTU B TOM
cily4yae, Korja pe3yjbTaToOM SBJISIETCS BBISBICHUE (PaKTa HEBBITOJHEHUS

nepKarTeaemM PETUCTPALITOHHBIX YAOCTOBEPEHUM TpeOOBaHUI



3aKOHOAATCJIbCTBA rocyaapCrB-4JICHOB u HACTOAIIMUX HpaBI/IJ'I.
YIIOJITHOMOYECHHBIC OpraHbl rocyaapCrB-4JICHOB OOMEHHMBAIOTCS
HH(l)OpMaHHCﬁ 0 KPUTHYICCKUX n CYIICCTBCHHBIX BBISIBJICHHBIX
HCOOCTATKaX, a TaKXKC KPATKUM MH3JIOKCHHUCM KOPPCKTUPYIOIINX U

npeaynpecaIuTCIbHbIX JICUCTBUM U UX JaJbHEUIIIUM KOHTPOJICM.

4.4. Ponb nepxareneid perucTpaluOHHbIX
YIIOCTOBEPEHUMN

Jlep>xatenm ~ perHCTPAlMOHHBIX  yAOCTOBEPEHUW,  HMMEIOIIHE
3aperuCTPUPOBAHHBIC Ha TEPPHUTOPHUIX roCyJapCTB-WICHOB
JIEKapCTBEHHBIC  Tpemaparhl, MOJJIEKAT  WHCIEKIUSIM  CHCTEMBI
dbapmakonamzopa. [epkarenu  perucTpalMoOHHBIX  YJOCTOBEPEHHI
00sI3aHbI:

a) Bcerjga ObITh TOTOBBIMU K HHCHEKIIMH, MOCKOJIbKY HHCHEKIIMU
MOTYT OBITh BHE3AITHBIMH;

0) BECTU U MPEJCTABIISTH MO TPEOOBAHUIO MHCIIEKTOPOB HE MO3/IHEE
7 pabouux AHEH TOCI]E MOTYyYEHUs] COOTBETCTBYIOIIETO 3ampoca MacTep-
daiin cuctemMbl hapMaKoOHA30Pa;

B) TapaHTHUPOBATh TOJYYCHHE COTJIACHS JI0 Hadajla WHCIICKIIUU Ha
MPOBEJACHUE HMHCIEKIIMU OT OOBEKTOB, BHIOPAHHBIX MJIsI WHCIEKIUHU, K
KOTOPBIM MOTYT OTHOCHTHCSI OpTaHU3AIMH, BRIMOTHSIONMIE PYHKIIUA TI0
dbapMakoHa30py MO COTJANICHUIO C Jep)KaTelieM PerucTPalluOHHBIX
YIIOCTOBEPEHU;

I) TpeACTaBUTh HHCIEKTOpaM Jo0yio wuHQopMmanuioo #u (W)
JOKYMEHTAIMI0, KOTOpasi HeoOXoauma JjIsl MOATOTOBKH K WHCIICKIUH, B
YCTaHOBJICHHBIE CPOKU UITM BO BPEMs MPOBEJCHUS NHCIICKIUH;

1)  rapaHTupoBaTh,  UYTO  COOTBETCTBYIOIIMH  TIEPCOHAI,

Y4acCTBYIOUIMH B JEATEIBHOCTH MO  (apMakoHaI30py  WIH



B3aUMOCBSA3aHHOM JE€ATEIbHOCTH, OYyJIeT MNPUCYTCTBOBATH BO BpeMs
MHCIIEKLIMM U JaBaTh Pa3bsCHEHUS 110 BO3HUKAIOIIKUM BOIIPOCaM;

€) TapaHTHPOBaTh HAJJIEKAIEEe M CBOECBPEMEHHOE BBINIOJHEHUE
IJJAHOB KOPPEKTUPYIOIIUX W NPEAYNPEIUTEIBHBIX MEPONPHUATAN IS
YCTPAHEHMsI  BBIABJICHHBIX BO BpPEMs  HHCHEKIMM  HEIOCTAaTKOB
(HECOOTBETCTBUI) C YCTAaHOBJIEHUEM IMPUOPUTETOB MO KPUTHUUYECKUM U

CYIIECTBEHHBIM HEJOCTAaTKaM (HECOOTBETCTBUSAM).

4.5. HcnekImoHHbIe COOPBI
COophbl 3a MpOBEJEHUE MHCIEKIMNA B3UMAIOTCS B COOTBETCTBUU C

3dKOHOAATCIbCTBOM I'OCY1apCTB-YJICHOB.

5. Ayaut cucteMbl (papMakoHaa3opa

5.1. CTpyKTypBbl U POLIECCHI

5.1.1. Ayaut cuctemsl (papMakoHaa30pa 1 ero IeH.

5.1.1.1. llenpto mpoBelIEeHUS ayIuUTa CUCTEMBI (hapMaKOHa30pa
SBJISIETCS] IOJTBEPKIACHUE COOTBETCTBUS M 3PHEKTUBHOCTH BHEAPECHUS U
(YHKIIMOHUPOBAHUS CUCTEMBI (hapMaKOHA30pa MyTEM aHAIN3a U OLICHKH
OOBEKTUBHBIX  (PAKTOB, BKJIOYas CHCTEMY KayeCTBa  CHCTEMBbI
(dhapmakoHa30pa.

5.1.1.2.  Ayautr  npexacraBisieT  co0OM  CHUCTEMATUYECKHUU,
YIIOPSAIOYCHHBIM, HE3aBUCHUMBIM W JOKYMEHTHPOBAHHBIA  IIPOLECC
MOJTYYEeHHUSI U OOBEKTUBHOU OIEHKU (haKTOB, XapaKTEPU3YIOIIUX pabOTy
CUCTEMBI (papMaKoOHAA30pa, C IEJIbI0 ONPECTICHUS CTETICH! BBHIMOIHEHUS

KpUTEPUEB  ayAuTa, CIHOCOOCTBYIOIIMX  YJYYIIEHHUIO  IPOLIECCOB



VIOpaBJICHUS  PUCKAMH, KOHTPOJISI M  YIPABJICHUS  IPOIECCAMMU.
Aynutopckue  (pakThl  COCTOAT W3  3amuced, JIOKYMEHTaJIbHBIX
MOATBEPKJICHUN WM WHOW MHQOpMAIMU, KOTOpas UMEET OTHOIIEHUE K
KpUTEPHUSIM ayauTa U Mojjaaercs nposepke. Kpurtepun ayaura oTpaxaroT
CTaHJIaPThl BBIMOJHEHUS U KOHTPOJSL NESATEILHOCTU, MO OTHOIIECHUIO K
KOTOPBIM  BBIMIOJHSAETCA  OILICHKa IIPOBEPSIEMOM CTOPOHBI M €€
nesitenbHOCTH. [IpuMeHuTEIbHO K cucteme (papmMakoHaA3opa KpUTEPUU
ayInTa JOJDKHBI OTpaXkaTh TpPeOOBaHUSA, TPEIBABISIEMBIE K CHCTEME
dbapMakoHaa30pa, B TOM YHCJIE K CHUCTEME KadecTBa BBIMOJHSIEMBIX
nporeayp mo gapmMakoHaa30py, KOTOPBIE OMPEACIAIOTCS TpeOOBaHUIMU
3aKOHOJATEIhCTBA TOCYIAPCTB-UJICHOB U HacTosuX [IpaBui.

5.1.2. OcHOBaHHBI1 Ha pPHUCKE MOAXOJ K ayJIuTaM CHCTEMBbI
dhapmakoHaszopa.

OCHOBaHHBIM Ha PHCKE IMOJXOJO0M SBJISETCS TaKOW IOIXO0J, IMPH
KOTOPOM HCIOJIB3YIOTCSL METOJbl ompeseneHust obnactu pucka. Ilof
PHCKOM TIOHMMAeTCs BEPOSATHOCTh HACTYIUICHHS COOBITHS, KOTOPOE
OKa)XET BIUSHUE Ha JOCTHXKEHHE IIOCTaBJICHHBIX IIeJield, C y4YETOM
CEpPhE3HOCTH €r0 MOCJIEACTBUUA U (WJIM) BEPOSTHOCTH HE OOHAPYKECHHS
apyrumu  metogamMu. (OCHOBaHHBIA Ha pHUCKE TOAXOJ K ayJauTam
OpPUEHTUPOBAH Ha OOJACTH CaMOI'0 BBICOKOIO pHUCKA [JII CHUCTEMBbI
dhapMakoHaI30pa OpraHW3alMi, B TOM 4YHCIE JJISI CHCTEMBI KadecTBa
cuctembl (apmakoHaa3opa. IlepBocTeneHHOe 3HAYEHUE HMEET PHUCK
NMPUYMHECHHUS Bpeda 3J0pOBbIO0 HaceleHus. Puck olleHuBaeTcs Ha
CIIEAYIOIIUX dTanax:

IJJAHUPOBAHUE ayJHWTa Ha CTPATETMYECKOM YpPOBHE, PE3yIhTaTOM
KOTOPOTO SIBJISIETCSI CTpaTerus ayauTa (JOJrOCPOYHBIN MOJAX0[T), KOTOpas

AO0JIZKHA YTBCPIKAATHCA BBICIIUM PYKOBOJACTBOM;



IJIAHUPOBAHUE ayJWTa Ha TaKTHUYECKOM YpPOBHE, pPe3ylIbTaTOM
KOTOPOTO SIBJIIETCS TporpaMma ayJIuTa, yCTAHOBIICHUE IIEJe ayauTa, a
TaKXke 00JIaCTH paCIPOCTPAHEHUS AyIUTA;

IJJAHUPOBAHUE ayJWTa Ha OINEPAaTHBHOM YPOBHE, pPE3yIbTaTOM
KOTOPOT'O SIBJISIETCS IUIaH ayAuTa JUIsl OTIAEIbHBIX ayJIUTOPCKUX 3ajad,
onpeiesICHUE MPUOPUTETOB 3a7]a4 ay/IMTa Ha OCHOBAHUM OILIEHKU PUCKOB,
HCIIOJIb30BAHUE METOJIOB BHIOOPOYHOTO MCCIEAOBAHUS M TECTUPOBAHUS,
OCHOBAaHHBIX Ha PHUCKE, OTUYETHOCTh [0 pe3yJibTaTaM ayJIUTOB B
COOTBETCTBUU C OTHOCUTEIbHBIM YPOBHEM PHCKA, a TAKKE PEKOMEHIALIUH
10 ayJUTY.

Ouenka pucka JOJDKHA JOKYMEHTAJIbHO MOATBEPXKIAATHCS IS
CTPaTErM4ecKoro, TaKTUYECKOTO0 M  ONEPAaTUBHOTO  IUIAHUPOBAHUS
ayJIUTOPCKOM AESATEIHLHOCTH CUCTEMBI (papMaKkoHaA30pa B OpraHU3aIHH.

5.1.2.1. IImanupoBaHue ayauTa Ha CTPATETHYECKOM YPOBHE.

5.1.2.1.1. Crparerust aynuta npeacTaBisIeT cOOON ompeseieHue Ha
BBICIIIEM YPOBHE IUIAHUPOBAHUS Ay IUTOPCKUX MEPOTIPUSITUIA, POBEICHUE
KOTOPBIX 3aIUIAHUPOBAHO Ha CPOK Ooiiee 1 roga (kak mpaBuUio, HA CPOK 2
— 5 ner). CTparerus ayauTa BKJIIOYaeT B ceOsl MEpedyeHb ayAUTOPCKHUX
MPOBEPOK, BHITIOJIHEHUE KOTOPBIX MOXKET OBITh JOCTAaTOYHBIM. CTpaTerus
ayuTa WCIOJB3YyeTCd IJsi OmpeaesieHus o0JacTH, HaMeYeHHOW s
MPOBEJICHUS ayJIUTa, TEMbl ayJuTa, a TakXKe METOJIOB W JOMYIICHUH
(BKJIFOYAsi, HAIIPUMED, OIIEHKY PUCKA), HA KOTOPBIX OCHOBaHa MporpaMmma
ayauTa.

5.1.2.1.2. Crparerust ayaura [OJKHA OXBaTbIBATh OPraHU3ALUIO
YIPaBJICHHS MPOIECCOM, YIIPABICHUE PUCKAMHU U CPEJCTBA BHYTPEHHETO
KOHTPOJII BCEX COCTABJISIIONIMX CHUCTEMBbI (hapMaKOHaI30pa, BKIIOUAs

CleAyIoIIHe:



a) BCe MPOIECCHl U 3a1a4Ml CUCTEMbI (papMaKkoOHa130pa;

0) cuctema KauecTBa JIeSITEILHOCTH B CUCTeMe (papMaKoHa130pa;

B) B3aMMOJICUCTBME U  CBS3YIOLIME 3BEHbS C  JPYTUMU
nojpaszieaeHus MU (IIpU HEOOXOIUMOCTH);

r) MEPOIPHUSITHUS o dbapMakoHa 30py, MIPOBOJIUMBIE
MOJAYMHEHHBIMA  OpPTaHU3AIMSIMUA  WJIM  JCJIIETUPOBAHHBIE  JIPYTroOi
OopraHu3aluu (HampuMep, PETHOHAIBHBIM ILIEHTPaM, MPEACTaBISIOMIUM
uHdopmaruio, dbunuanam JepKaTens PErUCTPALIMOHHOTO
YAOCTOBEPEHHUS, TAKUM TPETHUM JIMIaM, KaK TOJAPSIHBIC OpraHU3aAINH U
ApyTHE AepKATEITN PETUCTPAIMOHHBIX yI0CTOBEPEHU).

5.1.2.1.3. ®axropsl pHUCKA, KOTOPBIE CIEAYET YUYUTHIBATH IpHU
BBITIOJTHCHUH TIPOIEYPHI OIIEHKH PUCKA, BKIIOYAIOT B c€0S B TOM YHUCIIE
caeayronue (pakTophl:

a) U3MEHEHHS B 3aKOHOJIATEJIbCTBE TOCYAapCTB-WICHOB IO
dbapmakoHa3opy win HactosAmux [IpaBunax;

0) KpyIHas peopraHu3aius Win ApyTrue npeoopa3oBaHUs CUCTEMbI
dbapmakoHaI30pa, CIUSHUS, TPUOOPETEHUS;

B) U3MCHEHHUE KITFOUEBBIX YIPABICHUCCKUX (PYHKITH;

I) PHUCK HEXBAaTKM HAICKAIMMM 00pa3oM IOATOTOBICHHBIX U
OMBITHBIX  COTPYAHHKOB  (papmakoHam3opa  (Hampumep,  BBUAY
3HAUUTENbHON TEKy4YeCTH TIepcoHajga, HEIOCTaTKOB B IpoIlieccax
oOyueHHUsI, yBeTUYEHU 00BEMOB padoT);

1) CYyUIECTBEHHbIE HU3MEHEHUsi B cucTteMe (apmakoHaa3zopa c
MOMEHTa MPEIBIAYIIEro ayauTa (HampuMep, BBEJACHHE HOBOW 0a3bl
JAHHBIX MO JEATEIIbHOCTH MO (PapMaKOHAA30py WM 3HAYUTEIBHOE
OOHOBJIEHHE CYIIECTBYIOIIEH 0a3bl JaHHBIX, U3MEHEHHs MPOIIECCOB H

BHUIOO0OB ACATCIIBHOCTH C YYCTOM HOBBIX Tp€6OBaHHﬁ 3aKOHOOaTCIbCTBA



rocyJ1IapCTB-4JICHOB);

€) MEepBBI JICKAPCTBEHHBIN MpenapaT Ha phIHKE (IS AepkaTeneit
PEruCTPAllMOHHBIX YAOCTOBEPEHUN );

’K) JICKapCTBEHHBIN Mpernapar Ha PbIHKE C BBEJICHHBIMU MEpaMU
MUHUMU3AIMA ~ PUCKOB WM JPYTMUMH  YCJIOBUSMHU  OOpalieHus,
CBSI3aHHBIMM C TpoduieM Oe30MacHOCTH JIEKapCTBEHHBIX IPENapaToB
(HampuMep, Ha3HAYEHHUE JIOTTOTHUTEIBHOIO MOHUTOPHUHTA);

3) CTCIICHb KPUTUYHOCTH IIPOLECCCa, B HaCTHOCTHU:
IJIs1 YIHOJIHOMOYCHHBIX OpPraHOB TIOCyIapCTB-HJICHOB — HACKOJIBKO

KPUTUYHA 00JacThb WJIM MPOIECC IO OTHOIICHHIO K HaIJIexXaleMy
(GYyHKIMOHUPOBAHUIO CHUCTEMBbI (PapMakoHaI30pa TOCYAapCTB-UJIEHOB U
OOIIIeH 1IeTTh CUCTEMBI 3/IPaBOOXPAHCHUS;

JUIsL JiepKaTeNied perucTpallMoOHHBIX YAOCTOBEPEHUM — HACKOJIBKO
KPUTUYHA O00JacTh WJIM TPOIECC MO OTHOIICHHIO K HaIJIeXaleMy
(GYyHKIIMOHUPOBAHUIO  CUCTEeMBbl  (hapMmakoHam3opa. [lpu mnpuHATHH
pelieHus 0 MPOBEACHUM ayIuTa KaKoro-mmbo ¢uianana WIH TPEThEro
JuIa AepKaTelb PErUCTPAMOHHOTO yAOCTOBEPEHHUS JOJDKEH YUUTHIBATh
XapakTep U KPUTUYHOCTH MEPOIPHUSATUN TO (PapMaKOHAI30pY, KOTOpHIE
IPOBOJAATCS B HAcTosIIee BpeMsi (pUIMaioM WM TPEeThed CTOPOHOU OT
UMEHHU JepKaTelsl PEeTUCTPAIMOHHOTO YyIOCTOBEPEHHUs, MOMUMO YyueTa
Apyrux GakTopoB, BKIIOUEHHBIX B HACTOSIIIECH MepeUeHb;

M) pe3yibTaThl MPEABIAYIIUX ayIUTOB (MIPOBOAWINUCH JIM KOTJa-
IM00 ayauThl 3TOW 00JACTH WM Tpoliecca, pe3yJbTaThl MPEIbIIYIIEro
ayuTa);

K) BBISIBIICHHBIE MPOLEAYPHBIE HEIOCTATKU (HECOOTBETCTBUS),
Kacarolluecs KOHKPETHBIX 00JacTel 1esTelbHOCTH UM MPOLIECCOB;

J) Jpyrue OpraHu3aliOHHbIE W3MEHEHUS, KOTOpPbIE MOTYT



HEraTUBHO OTpPa3uTbCSd Ha 00JIaCTU JESITENbHOCTH WIM TpoLecce
(HampuMep, €eclid TMPOUCXOAUT HW3MEHEHUE TaKOW BCIIOMOTaTelIbHOU
GbyHKIMH, KaK HHPOPMALIMOHHO-TEXHOJIOTUYECKas OIEPHKKA).

5.1.2.2. IInanupoBaHWE ayauTa HA TAKTUYECKOM YPOBHE.

5.1.2.2.1. Tlporpamma ayauTa MOpeACTaBIsieT COOOW TepeyYeHb
ayIUTOB, COCTOAIIMA W3  OJIHOTO WM  HECKOJIbKUX  ayJIUTOB,
3aIJIaHUPOBAHHBIX Ha KOHKPETHBIM CpoK, 0ObryHO Ha 1 roxa. [Toaroroska
MpOrpaMMbl  AYJIUTOB JIOJDKHA OCYIIECTBISATHCSI B COOTBETCTBUU C
JOJITOCPOYHON cTparerued ayauta. I[Iporpamma ayaurta JoJIKHA OBITH
0JI00peHa BBICIIUM PYKOBOJCTBOM C OOIIE OTBETCTBEHHOCTBIO 3a
ONEPATUBHYIO U YIPABIECHUYECKYIO CTPYKTYPY.

5.1.2.2.2. llporpamma ayaMTa OCHOBBIBACTCS Ha HaJJIeXKaIleh
OIICHKE PUCKOB M JOJHKHA OBITH OPUEHTHUPOBAHA HA OIEHKY CIEAYIOIINX
aCIIEeKTOB:

a) cuCTeMa KauecTBa CUCTeMbI (papMaKoHaA30pa;

0) KpUTHYECKHUE TIPOIIECCHI B cUcTeMe (hapMaKOHA130pa;

B) KJIFOUEBBIE CUCTEMbI KOHTPOJISl, OMUPAIOIINECS HA MEPOTIPUSITHUS
dbapmakoHaI30pa;

r) 00J1aCTH BBICOKOTO PUCKA MOCJE BHEAPECHUS MPOIEAYP KOHTPOJIS
Y MEp MUHUMHU3AIUU PUCKA.

5.1.2.2.3. OcHoBaHHas Ha PUCKE MpOrpamMMma ayauTa JI0HKHA TaKkKe
YUYUTBHIBATh PE3YJIbTAThl MPEAbIAYIINX AYJUTOB B YACTH HEJOCTATOYHOTO
oxBara o0JylacTel AesTeIbHOCTH, HAIIPABIECHUN BHICOKOTO PUCKA, a TAKXKe
HEIMOCPEICTBEHHOTO YKa3aHUs PYKOBOJICTBA U (WJIU) JIUIL, KOTOPbIE HECYT
OTBETCTBEHHOCTbH 3a CUCTEMY (papMakoHaA30pa.

5.1.2.2.4. JlokymeHTaIus OporpaMMbl ayJIuTa JOJKHA BKJIIOYATh B

ce0sl KpaTKoe ONMCaHWe IUIaHA KaKIOro ayauTa, KOTOpPbIA OyneT



MPOBEJICH, B TOM 4HCie 00beM ayauta U 1eau. OO0CHOBAHHE CPOKOB,
MEPUOJUYHOCTH U OO0BbEeMa OTNENbHBIX ayJAUTOB, KOTOPHIE SBISIOTCS
YacThIO MPOTPAMMBbI ayAUTOB, JOJKHBI OCHOBBIBATHCS HA IOKYMEHTAJIBHO
oopMIIeHHOHN OIleHKEe pUCKOB. OCHOBAaHHbBIE Ha OIEHKE PHUCKa ayIUTHI
CUCTEMBI  (papMakoHAJ30pa JOJDKHBI  BBIMOJNHATHCS  PETrYyJIPHO B
COOTBETCTBUU C TPEOOBAHUSIMM 3aKOHOAATEILCTBA TOCYIapCTB-UJICHOB U
MEXIYHAPOJAHBIX JOTOBOPOB M AaKTOB, cocTaBistomux mnpaBo Corosa.
Buecenne 000OCHOBAaHHBIX H3MEHEHHWW B MpOrpaMMy ayauTa JOJIKHO
OBITh HaJJICKAIIUM 00pa30M JOKYMEHTHPOBAHO.

5.1.2.3. IInanupoBaHWe U OTYETHOCTh MO AyAUTY HA ONEPATHBHOM
YPOBHE.

5.1.2.3.1. IInanupoBaHue u cOOp TAaHHBIX HA MECTaX.
Opranuzanys A0JKHA BHEAPUTH MPOLEAYPHl, MPUHSITHIE B BUC

JTOKYMEHTOB B TIMCbMEHHOM (QopMe, C Yy4YEeTOM IUIAaHUPOBAHUA U
MPOBEACHUSI OTHENIbHBIX ayauToB. CpoKM peanu3allid BCEX Mep,
HEOOXOJIUMBIX ISl BBIMOJIHEHUSI OT/ACIBHOTO ayauTa, JOJKHBI OBITh
YCTAaHOBJIEHbI B  COOTBETCTBYIOIIMX TMPOLEAYpaX, CBSI3aHHBIX C
npoBefieHreM ayaurta. OpraHuzaius J0JKHa OO0eCHeUYUTh MPOBEIACHUE
ayJIUTOB B COOTBETCTBUHU C TUMH IPOLEAYpPaAMHU COTJIACHO HACTOAILIEMY
pazgeny.

OtnenbHble  ayIUThl  CUCTEMbl  (papMaKoOHAJ30pa  JIOJKHBI
MPOBOJINTHCS B COOTBETCTBUM C YTBEPKICHHOW MPOrpaMMOMN ayauTa,
OCHOBAaHHOW Ha pHUCKaxX B COOTBETCTBUU C MYHKTOM 5.1.2.2 HacTOsSIIUX
[TpaBui. [Ipu nmaHMpOBaHUU OTIIEJIBHBIX ayJUTOB ayAUTOP ONPEIECIIET U
OIICHUBAET PHUCKH, COMPSKEHHBIE C paccMaTpuBaeMOM 00J1acThIO,
MPUMEHSS caMble TMOIXOASANINE METOAbl BHIOOPOYHBIX MCCJIEIOBAHUU U

TECTUPOBaHUA. MeToa BBIMIOJTHEHUS] ayAuTa HaJJexalluM o0pa3om



AOKYMCHTHUPYCTCA B IJIAHC IIPOBCACHUSA ayIHUTaA.

5.1.2.3.2. OTYETHOCTb.
BriBoIBI ayAUTOPOB JIOKYMEHTAJIBLHO OTPAXKAKOTCS B ayJIUTOPCKOM

3aKJTIOYEHUH M CBOEBPEMEHHO OKJIAIBIBAIOTCS PYKOBOACTBY. [Ipomecc
ayJIiTa JIOJDKEH BKITIOYATh B €0 MEXaHU3MBI MTepeayrl BEIBOJOB ayIUTa
O0OBEKTy ayAuTa, TMOJy4YeHHUs OOpaTHOM CBSI3M U MPEACTaBICHUSA
ayJIMTOPCKON OTYETHOCTH PYKOBOJICTBY M 3aMHTEPECOBAHHBIM CTOPOHAM,
B TOM YHCJIE JINIAM, OTBETCTBEHHBIM 3a CHUCTeMYy (apmaKkoHaa30pa, B
COOTBETCTBUU C TPEOOBAHUSMH 3aKOHOAATEIHCTBA TOCYIAPCTB-WICHOB H
MEXIYHAPOIHBIX JOTOBOPOB M aKTOB, cOCTaBisroNux mpaBo Coro3a, H
PEKOMEHIAIMSIMU TI0 ayJauTy cucTeMbl (apMakoHam3opa. Pe3ynbrarhb
ayauTa JOJDKHBI TPEJACTaBISATHCS B COOTBETCTBUU C OTHOCHUTEIHHBIM
YpPOBHEM pHCKa H KIACCH(PUIMPOBATBCA C IMEIbI0 YKa3aHUSI WX
KPUTUYHOCTH TI0O OTHOIICHWIO K pHUCKaM, BJIUSIOMHAM HAa CHCTEMY
dbapmakoHam30pa, TMPOIECChl W KOMIIOHEHTHI TiporeccoB. Cucrema
KiIaccuuKauy JOJKHA OBITh OMpejieieHa B OMUCAHUU CHUCTEMBI
KauecTBa (hapMaKoOHAA30pa U JOJHKHA YIUTHIBATH CIEAYIONINE TOPOTOBLIE
3HAYCHHSI, KOTOPBIC CIIETyEeT UCTIOJIb30BaTh B JATbHEHIIICH OTUETHOCTH:
KPUTUYECKUM SBJISIETCS MPUHITUTTAATEHBIN HEJI0OCTaTOK
(HECOOTBETCTBHE)  OJHOTO WM  HECKOJBKHUX  TPOIECCOB  WIIH
BEITIOJIHSIEMBIX ~ TPOIEAYp CHUCTEeMBI  (hapMaKoHaa30pa, KOTOPBIM
HETaTUBHO BJIUSET Ha BCIO cucTeMy ¢apMakoHaj3opa U (Wv) Mpasa,
0€30MacHOCTh U 0JIArOMOJIy4YHe MAIMEeHTOB, U (WJIN) MPEICTaBIIeT COO0U
MOTEHIHAIBHYIO YIpO3y 3/I0POBBIO HACENEHUs W (WJIH) CEpPbE3HOE
HapylieHHe TpeOOBaHWM 3aKOHOJIATEIhCTBA TOCYNApPCTB-UJICHOB W
MEXyHAPOIHBIX JOTOBOPOB M aKTOB, COCTABIISIIONTUX MpaBo Coro3a;

CYIICCTBCHHbBIM ABIISICTCA 3HAYUTECIILHBIN HEAO0CTATOK



(HECOOTBETCTBUE)  OJIHOTO  WJIM  HECKOJBKUX  IPOIECCOB WM
BBITIOJTHSIEMBIX IpoLeIyp CUCTEMBI dbapmakoHaa30pa, Wi
NPUHIUMIIMATIBHBIA ~ HEIOCTAaTOK  KaKOW-TMOO YacTH OJHOTO WM
HECKOJIbKMX MPOIECCOB WM BBIMOIHSIEMBIX Mpoleayp gapmakoHaa3opa,
YTO OTPHUIIATENIbHO CKa3bIBa€TCs Ha BceM Tpouecce U (WiIM)
MOTEHIIMAIIBHO MOXET CKa3aThbCsl Ha TMpaBax, OE30MacHOCTH U
OJlaromoiay4yn — MalMEHTOB, W (WIM)  MOXKET  MPEACTaBIAThH
NOTEHIIMAIBHYI0 OMACHOCTh JJIT 3JI0POBBbSI  HaceleHuss U  (WJIM)
npeacTaBiIsieT coOoi  HapylieHue TpeOOBaHUM  3aKOHOJIATEIhCTBA
roCcyJapCcTB-4JEHOB W  MEXKAYHAapOJHBIX  JIOTOBOPOB M  aKTOB,
coctaBisronux npaBo Cor3a, KOTOpoe, OJIHAKO, HE CYHUTAeTCs
CEPBhE3HBIM.

HECYIIECTBEHHBIM SBIISIETCS HEAOCTATOK (HECOOTBETCTBHE) KaKOIro-
au00 KOMIIOHEHTa OJHOTO WJIM HECKOJBKMX MPOLIECCOB WU
BBITIOJIHSIEMBIX TIPOLIEAYP CHUCTEMBI (DapMakoHaA30pa, KOTOpPbHIE, Kak
OKUJIa€TCS, HE MOTYyT OTpPHUIATEbHO CKa3aThCd Ha BCEU CHUCTEME
dbapmakoHag3opa wWiIM Tiporiecce, W (WiaM) TpaBax, O€30MaCHOCTH U
0J1aronoy4Yuy NarueHToB.

ITo Bompocam, KOTOpble HEOOXOAUMO pEIIaTh B CPOUHOM MOPSJIKE,
HEOOXO/IMMO HE3aMEeJIUTENbHO HUH(OPMUPOBATH PYKOBOJICTBO OOBEKTA
ayJliTa U BbICIIEE PYKOBOJICTBO.

5.1.2.4. JleWicTBHs, OCHOBaHHbICE Ha pe3yJibTaTax ayJIuTra |
MOCJEAYIOIIEr0 KOHTPOJISI Ay IUTOB.

5.1.2.4.1. He3zaMennutelbHbIE IEUCTBUS, ONEPATUBHBIC ICUCTBUA,
JICUCTBUS B pa3yMHbIE CPOKH, a TakKXKe BOMPOCH, MO KOTOPBIM
HEOOXOAMMO  CpPOYHOE  MPUHATHE  pPEIIeHHs  JUOO0  CPOYHOE

uH(OpMUpOBaHUE, yKa3aHHbIE B HACTOSIIEM pasjieie, NpeIHa3HAYEHBI



JUISL  BBITIOJTHEHUSI B CPOKH, KOTOPBIE SBISAIOTCS HaJICKAIINMHU,
YMECTHBIMHU U COOTBETCTBYIOIIMMU OTHOCUTEIILHOMY PUCKY I CUCTEMBbI
dbapmakoHazopa. Heobxoaumo YCTaHOBUTh MPUOPUTETHI
KOPPEKTUPYIOIIUX W TPEAYNPEIUTENbHBIX JTEUCTBUN [JI1 YCTpaHCHUS
BBISIBJICHHBIX KPUTHYECKUX U CYIIECTBEHHBIX HEJIOCTaTKOB
(recootBercTBUlt). TOUHBIE CPOKHU JEHUCTBUM, CBSI3AHHBIX C BBISIBICHHBIM
KPUTUYECKUM HEJOCTATKOM (HECOOTBETCTBUEM), MOTYT BapbUPOBATHCS B
3aBUCUMOCTH OT XapaKTepa BbIBOJIOB U 3aIJITAHUPOBAHHOTO JICHUCTBUSI.

5.1.2.4.2. PyKoBOJACTBO OpraHu3aluy OO€CIeYHBaeT HAIMYHE B
OpraHu3aly MEeXaHUu3Ma, MO3BOJISIONIET0 HAJIeKAITUM 00pa3oM peliaTh
BOIPOCHI, CBSI3aHHBIE C pe3yJIbTaTaMU ayJuTa CUCTEMbI (papMaKkoHaI30pa.
Kommieke MepornpusTiii J10JKEH BKJIOUYaTh B ce0sl aHAIN3 W3HAYAIbHON
MIPUYUHBI BBISBICHHOI'O HEJIOCTATKA, BIUSHUS BBISIBICHHBIX PE3yJIbTaTOB
ayauTa, a TakKe TMOJrOTOBKY IUJIJaHA  KOPPEKTUPYIOIIMX U
MpeyNpeIUTEIbHBIX MEPOTIPHUSTHIA.

5.1.2.43. Beicuiee  pyKOBOACTBO W  JHUIA, HAJCJICHHbBIC
PYKOBOJISIIUMHU TOJHOMOYHUSAMH, JOJDKHBI M03a00TUTHCS O TOM, YTOOBI
NPEANPUHATh BCE HEOOXoAuMbIE A(PEKTUBHBIE MEpPHI MO YCTPAHEHUIO
HEJIOCTATKOB, BBISBJICHHBIX B  TIpollecce€ ayauTa. BrinoiHeHUE
COTJIACOBAHHBIX JEUCTBUN JOJKHO CUCTEMATHYECKH KOHTPOJIUPOBATHCS.
Nudopmarnus o0  Xoae  pealusalud  KOPPEKTUPOBOYHBIX U
NpeayIpeAUTETbHBIX MEPONPUITUN JTOJDKHA TIEPUOJAUYECKUA JIOBOJIUTHCS
70 CBEJICHHUSl BBICIIETO PYKOBOJCTBA COOOpa3HO 3aIlJIAHUPOBAHHBIM
JEUCTBUSIM. [TonTBepkeHME 3aBEpIICHUS KOMILIEKCa
KOPPEKTUPOBOYHBIX M MPEAYNPEAUTEIbHBIX MEPONPUITUNA  TOJKHO
HaJJIeXKaMM 00pa3oM JIOKyMeHTHpoBaThes. [IporpamMmma ayaura 1omKHA

npeayCcMaTpuBaThb INOTCHIUAJIbHYIO BO3MOXXHOCTb IMPOBCACHUA



KOHTPOJIBHBIX ayAUuTOB, KOTOpBIE BEITTOJTHSAIOTCS 10 Mepe
HEOOXOJUMOCTH, C IIEJbI0 TMOATBEPIKJICHHUS 3aBEPIICHUS BBITTOIHECHUS
COTJIaCOBAHHBIX JCHUCTBH.

5.1.3. Cucrema KauecTBa U IOKyMEHTUPOBAHUSL.
5.1.3.1. KOMNOETeHTHOCTh ayJuTOPOB W YIPABICHUS Kauye€CTBOM

ay AUTOPCKOU AEATEIBHOCTH.

5.1.3.1.1. He3aBucuMocTh M OOBEKTUBHOCTH ayAuTa U PaOOTHI
ayJUTOPOB.

Opranuzanus J10KHA Ha3HAYUTh KOHKPETHOE JIMII0, KOTOPOE Oy et
OTBEYATh 3a JIEATEIBHOCTh MO ayJauTy B obnactu (apmakoHam3opa.
JlesiTeTbHOCTh TIO BBIMOJHEHUIO ayJIUTOB CHUCTEMBI (papmakoHaa30pa
JOJIKHA OBITh HE3aBUCUMOH. PyKOBOJCTBO oOpraHu3aiuu JOJKHO
o0ecrneunTh M JIOKYMEHTHPOBAaTb HE3aBUCUMOCTh U OOBEKTUBHOCTH
ayJUTOPOB.

AyIuTopel JIOJDKHBI  OBITH  CBOOOJIHBI OT BMEIIIATEJILCTBA B
ompenaeiieHue oObema  ayjauTa, MPOBEJACHUE  ayJIuTa  CHUCTEMBI
(dbapmakoHa30pa U UHPOPMUPOBAHUE O pe3ysbTaTax ayauta. OCHOBHAsS
OTYETHOCTh JIOJDKHA HAMNPABIATHCS BBICHIEMY PYKOBOACTBY, KOTOPOE
HECEeT TMOJIHYID  OTBETCTBEHHOCTHIO 332  HCIOJHUTEIBCKYIO |
YIPaBJICHUYECKYIO CTPYKTYPY, YTO MO3BOJISET ayAUTOPY BBITOJHATH CBOU
00sI3aHHOCTH U TIPEACTABIATh HE3aBUCUMOE U 0OBEKTUBHOE Ay IUTOPCKOE
3aKJIIOUCHUE. AYJIUTOPHl MOTYT KOHCYJIBTUPOBATHCS C DKCIEPTAMHU,
MIEPCOHAJIOM, YYaCTBYIOIINM B TIpolieccax mo ¢papMaKoHaI30py, a TAKXKE C
JUIOM, YIOJHOMOYEHHBIM 1O (apMakoHAI30py, MPU COXPAHCHUHU
HEMPEAB3SITOr0 OTHOIIEHUSI U OTCYTCTBUU BJIUSHUS Ha OOBEKTUBHOCTH U
Ka4yeCTBO BBITIOTHSAEMBIX PadoT.

5.1.3.1.2. Kpanudukamusa,  npodeccuoHanu3M, ONBIT U



HETMPEPHIBHOE MOBBINICHUE KBATU(UKAIIMYI ay TUTOPOB.

AynuTopsl JOJDKHBI  00nagaTh TpeOyemoil KBainduUKauen u
MOAJCP)KMBATh €€ B YacTH 3HAHWM, HABBIKOB M CIOCOOHOCTEM,
HEOOXOMUMBIX  JuIsi  3(G(EKTUBHOTO  TMPOBEICHHUS  ayJAMTOPCKUX
MEpOIPHUATHI CUCTEMBbI (hapMaKOHA/30pa, a TaKXkKe ISl y4acThsl B HUX.
AyJIUTOPHI T0KHBI 0071a71aTh

HaBBbIKAMH, YMEHUSIMU U 3HAHUSIMU B YaCTH:

a) MIPUHITUIIOB, IPOIEYP U METOJIOB ayUTa;

0) CyIIECTBYIOIINX HOPMATHUBHBIX MPABOBHIX aKTOB, PYKOBOJICTB U
JIPYTUX TPEOOBAHUM, OTHOCAIIMNXCS K cucTeMe (hapMaKkoHa130pa;

B) MEPOIPHUATHI, IPOIIECCOB U MPOLEAYp PpapMakoHAA30pa;

') CUCTEM YIIPaBIICHUS;

1) OpraHU3aIlMOHHBIX CUCTEM.

5.1.3.1.3. Ouenka kauecTBa ayAUTOPCKOUN AECATEIBHOCTH.

Onenka  kadyecTBa  ayJUTOPCKOM  JEATEIBHOCTH  MOXKET
OCYIIECTBIIATHCS MOCPEACTBOM TEKYIIEH W MEPUOTUUECKON OIICHKH BCEH
ayIUTOPCKON JEeATEeIbHOCTH, OT3BIBOB OOBEKTAa ayJuTa W CaMOOIICHKH
ayIUTOPCKON  NIESITENBbHOCTH  (HampuMep,  KOHTPOJIb  KadecTBa
ayIUTOPCKON  JIEATENIbHOCTH, COOJIOJICHUE  KOJIEKCa  MOBEJCHUS,
MporpaMM ayauTa U ay IMTOPCKUX MPOLEAYD).

5.1.3.2.  AynauThl, TIPOBEACHHbIC BHEIIHUMM I[OCTaBIIMKAMU
ayIUTOPCKUX YCIIYT.

OcHOBHasT ~ OTBETCTBEHHOCTh  3a  ()YHKIIMOHUPOBAHHE W
3¢ (PeKTUBHOCTh CHUCTEMBbI (papMakoHaI30pa JEKHUT Ha opraHuzanuu. B
ClIydae €CJIM OpraHu3allys IPUHUMAET PEIICHUE TPUOETHYTh K BHEITHEMY
MOCTABIIMKY AYJIUTOPCKUX YCIYr Ui BBINOJHEHUS TpeOOBaHUU TI0

ayJIuTy CHUCTEMbI (papMaKoOHaJI30pa Ha OCHOBE COOTBETCTBYIOIIMX



TpeOoBanuii Hactosmux [IpaBui, criexyer COOMIOCTH —CIIEAYIOLIUE
TpeOOBaHMUS:

a) TpeOOBaHUS U TMOATOTOBKA OLEHKH ayJIUTOPCKOIO pHUCKa,
CTpaTeruu ayJauTa, MPOrpaMMBbl ayAuTa M OTHCIBHBIX ayJUTOPCKUX
3aJJaHUi JJOJDKHBI OBITH JOBEIEHBI OPraHU3alMed 10 CBEIEHUS! BHEIIHUX
MOCTABIIUKOB YCIIYT B MUChbMEHHOM (hopme;

0) o0beM paboThl, 3aJaud M NPOLEIypHbIE TpeOOBaHUA K
NPOBEJICHUIO ayAWTa JOJDKHBI OBITh JIOBEJACHBI OpraHU3aluend o
CBE/ICHUS BHEIIHUX MOCTABIIMKOB YCIYT B MUCbMEHHOU (hopMme;

B)  OpranM3anus  JOJDKHA  TOJNYYHUTh JTOKYMEHTAIbHOE
MOJATBEPKICHUE  HE3aBUCUMOCTH W OOBEKTUBHOCTH  BHEIIHUX
MOCTABIIUKOB ayJAUTOPCKUX YCIYT;

I) BHEIIHUN TMOCTABIIMK AayJUTOPCKUX YCIyT JOJDKEH TaKxkKe
coOnoAaTh ~ COOTBETCTBYIOLIME  TpeOOBaHMs,  MPEIyCMOTPEHHBIE
Hacrosimmmu [IpaBunamu.

5.1.3.3. Xpanenue oryeToB 00 ayauTax.

OTt4deTbl 00 aynuTax M CBEACHHS, MOIATBEPKIAIOIINE 3aBEepIICHUE
ACUCTBUI 1O pe3yJbTaTaM aynTa, JOJKHBI XPAHUTHCS B COOTBETCTBHHU C

TpeOOBaHUSIMU, YKa3aHHBIMH B pa3zene 2 Hacrosumx [Ipasu.

5.2. TpeboBaHus K TPOBEJCHUIO ayuTa

5.2.1. Jlep>xaTenu perucTpaiiOHHbIX YIOCTOBEPEHUIM.

5.2.1.1. TpeGoBaHus K TPOBEJCHUIO AyAUTA.

Hepxarenu PETUCTPALMOHHBIX YIAOCTOBEPEHUM 00s13aHBI
PETYJISIPHO TPOBOJAWTH OCHOBAHHBIE HA PHUCKE ayJAUTOPCKUE MPOBEPKHU

CBOEU CHUCTEMBI (bapMaKOHazlsopa, BKIIIOYas ayauT CHUCTCMbI KauCCTBa



cuctembl (apMakoOHaJ30pa, C 1EJbI0 O0ECNeUYeHUs] COOTBETCTBUS
JEUCTBYIOIIEH CUCTEMbI KaueCTBa MPEAbSIBISIEMbIM TpeOoBaHUAM. [[aThbl
MPOBEJICHHS] AYJIUTOB W PE3YJbTAaThl MPOBEACHHBIX ayIUTOB, a TaKKE
KOHTPOJIbHBIX ayJUTOB JOJIKHBI HaJJIeKalUM o0Opazom
JOKYMEHTUPOBATHCSI.

5.2.1.1.1. Jlumo, ymnomHOMOYeHHOE 1O (apMaKkoOHAa30py B
rocyJapcrBax-ujeHax.

JIuo, ymosHOMOYEHHOE MO (apMakoHAA30py B TOCyAapCTBax-
YjieHaX, JOJDKHO TOJIydyaTh OTYEThl O pE3yJbTarax ayauTa CHUCTEMBI
(dbapMakoHaa30pa, a TaKXkKe TMPEJCTABIATh HH(OPMAIMIO ayaUuTOpaM,
MMEIOIIMM OTHOIIEHUWE K OLEHKE PHCKOB, BKIIOYAas CBEICHUS O
COCTOSIHUM BBITIOJHEHUSI KOPPEKTUPYIOIIMX U MPeayHpeauTeNbHbIX
MeponpusThil. JIMio, yHnolHOMOYEHHOE MO (QapMakoHAA30py B
rocyJlapcTBax-uj€Hax, JOJDKHO MoJiydaTh WMH(OpMaIio O pe3ysbTaTax
T000T0 ayAuTa, UMEIOUIEro OTHOLICHHE K cucTeMe (papMakoHaA30pa B
rocyJIapCcTBax-4Ji€HaX, BHE 3aBUCUMOCTH OT MECTA €ro MPOBEACHUS.

5.2.1.2. YnionHOMOYeHHBIE OpraHbl FTOCYJapCTB-UICHOB.

5.2.1.2.1. TpeboBaHus K MPOBEJACHUIO Ay IUTA.

YTOJTHOMOYEHHBIN OpraH rocyaapcTBa-uieHa JIOJKEH PEryJispHO
MPOBOJAUTH HE3aBUCUMBbIE TPOBEPKHM 3ajady CUCTEeMbl (papmakoHaa30pa
rOCyJapCTB-4ICHOB, pEerynsipHbIN ayJIuT CBOEU CHUCTEMBI
dapmMakoHa/130pa ¥ OCHOBAHHBIE HA PUCKAX ayJUThl CUCTEMBI KQ4eCTBa C
1EeJIbI0 00eCrieYeHUs COOTBETCTBUSI CUCTEMbl KauecTBa MPEIbsBISIEMbIM
TpeboBaHUsAM. JlaThl MPOBEICHUS U PE3YJIbTATHI TPOBEACHHBIX ayJIUTOB, a
TaKK€ KOHTPOJIbHBIX ayJuTOB JOJDKHBI  HajuiexaluMm  oOpa3om
JIOKYMEHTUPOBATHCS.

5.2.1.2.2. ITpuHsITad METONOJIOTHSI.



B mensx oOecrnedeHusi COINIaCOBAaHHOTO M TapMOHU3UPOBAHHOTO
IJIAHUPOBAHUSL W peaU3allMU ayJUTOB M MOJTOTOBKU UX OTYETHOCTH
ayJINUThl, IPOBOJIUMbBIE B YIIOJTHOMOYEHHBIX OpraHax rocyaapCTB-4JICHOB,
JOJI’KHBI OCHOBBIBATHCSI HA MPUHSITON TEPMUHOIOTUU U METOAO0JIOTUH.

5.2.2. TpeboBaHus K ayAUTOPCKON OTYETHOCTH.

5.2.2.1. OT4eTHOCTH JIepKATENS PETUCTPAIMOHHOTO YAOCTOBEPEHUS.

5.2.2.1.1. [epxatenb perucTpallMOHHOTO YJIOCTOBEPEHUS IOJIKEH
BKJIIOUUTH TMOSCHUTEIBHYIO 3allUCh MO KPUTUYECKUM M CYIIECTBEHHBIM
pe3yabpTaTaM ayJauTa CUCTeMbI hapMaKoHaI30pa B MacTep-Ghaiia CUCTEMbI
dbapmakonamzopa. OCHOBBIBasCh Ha pe3yibTaTax ayauTa, JepxKaTeib
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI JOHKEH O00ECIEUYUTh MOJATOTOBKY U
peanu3alni0  COOTBETCTBYIOIIErO IUIaHAa, B  KOTOPOM  MOJIpPOOHO
YKa3bIBAIOTCS KOPPEKTUPYIOMIME U TMPEIYyNPEIUTEIbHbIE MEPONPUSITHUSI.
[locne  BBINOTHEHHUS  KOPPEKTHPYIOIIMX W MOPEeAyNpPEIUTEIIbHBIX
MEpONPUITHI B TMOJHOM OOBEME 3amuch B MacTep-¢aiiae MOXKeT OBbITh
yaanena. s ynaneHus: Kakux-1u0o CBeJACHUM, Kacaloluxcs ayauTa, 13
Mactep-(aiina cucrembl (papmakoHaa3opa TpeOYIOTCS OOBEKTHUBHBIE
MOATBEPKIAIOIINE JaHHBIE.

5.2.2.1.2. [lepxarenp pErUCTPAlMOHHOTO YJAOCTOBEPEHUS JTOJIKEH
00ecCeunTh BKJIIOYEHUE CIHICKA BCEX 3aIllJIAaHUPOBAHHBIX U MPOBEICHHBIX
ayJIUTOB B NpPUIIOKEHUE K mactep-(ailny cucremsl papmakoHaazopa, a
TaKXe€ BBITIOJTHEHUE BCEX 3aIUIAHUPOBAHHBIX AyJUTOB C COOJIOJICHUEM
00s13aTENIbCTB O OTYETHOCTH, MPETYCMOTPEHHBIX 3aKOHOJATEIHLCTBOM
rocyJlapCTB-4JIecHOB, Hactodmmmu  [lpaBunamMu W BHYTPEHHUMU
npaBUjaMu, MPUMEHSIEMBIMH K OTYETHOCTH. JlaThl W pe3ynbTaThl
MPOBEACHHBIX AayJWTOB, a TakXKe KOHTPOJIbHBIX AayJIUTOB JOJKHBI

HaJUIeKAIUM 00pa3oM JOKYMEHTHUPOBATHCS.



5.2.2.2. OTYETHOCTh YMNOJHOMOYEHHBIX OPraHOB TOCYJIAPCTB-
YJICHOB. YTOJHOMOYEHHBIE OpraHbl T[OCYJAapCTB-YJIEHOB  JOJIKHBI
rapaHTUPOBATh, YTO OHU OOECIIEUMBAIOT COOJNIIOJCHHE O00S3aTEIbCTB IO
MPEACTABICHUIO OTYETHOCTH IO BBIMOJHEHHBIM ayJUTaM B COOTBETCTBHUU
¢ Hactosimumu [lpaBunamu, MeXIyHapOJHBIMU JAOTOBOPAMH M aKTaMH,
coctaBisitoliuMu  npaBo Coro3a, W 3aKOHOJATENLCTBOM TOCYAapCTB-
YJICHOB, a TakXK€ BHYTPEHHUMH TMpaBUJIaAMU, MPUMEHSIEMbIMH K
OTYETHOCTH.

5.2.3. KoH(puaeHIUaIbHOCTb.

C nokymeHtamMu U uH(popMauuei, coOpaHHOM BHYTPEHHUM
ayIUTOpOM, CIIelyeT oOpamarbcsi ¢ COOMI0JIeHuEM TpeOoBaHMI
3aKOHOJIaTE€JIbCTBOM T'OCYJapCTBa-4jieHa, B TOM 4ucie B cepe 3auuThl

MEPCOHANIBHBIX JAHHBIX U KOH(DHUACHIIMAIBHOW HHPOPMAIIHH.

6. CucreMa ynpaBiieHUs
pUCKaMHU

6.1.
BBenenue

[Iporecc ynpaBiaeHUs PUCKaMU COCTOUT M3 3 B3aWMOCBSI3aHHBIX U
TTOBTOPSIFOIITUXCS CTa M :

COCTaBJICHHE XapaKTECPUCTUKH poduIs 0€301acHOCTH
JIEKapCTBEHHOTO TMperapara, BKIIOYAasd W3BECTHBIE W HEHW3BECTHBIE
aCIIeKTHI;

IJJAaHUPOBAaHUE  JEATENIbHOCTH 10 (papmakoHam30py MO
XapaKTEPUCTUKE PHUCKOB M BBISBICHUIO HOBBIX PHCKOB, a TaKXe
MOBBIIIIEHHE OOIIEro YpPOBHS 3HaHWl 0 mnpoduie Oe30macHOCTU

JICKAPpCTBCHHOTO IIPCIIapara,



IJIAHUPOBAHUE W OCYIIECTBJICHHUE JACATEILHOCTH 10 MUHUMH3AIIAN
MOCJIEICTBUII  PHCKOB, a Takke OIleHKa JA()PEeKTUBHOCTH ITOU

ACATCIIBHOCTH.

6.2. CTpyKTYpHI U MPOLIECCHI

6.2.1. IIpyHUHMIIBI yIpaBICHUS PUCKAMM.

OCHOBHOW WENBI0 TMPOLECCAa YNPABICHUS PUCKAMHU SIBIISIETCA
o0OecrieueHre  TPUMEHEHWs  JIGKAPCTBEHHOTO  Tpemapara  IpH
MaKCUMaJbHO BO3MOXHOM TMPEBBIICHUH TIOJB3bl  ONPEAEICHHOTO
JIEKapCTBEHHOTO Tmpemnapara (WM COBOKYIMHOCTH  JIEKapCTBEHHBIX
IpermapaToB) HaJ pPUCKaAMHU IS KaKIOTO TMalMeHTa W JJs IEJIEeBBIX
HOMYJISIUN B 1EIOM. DTO MOXET ObITh JOCTUTHYTO IyTEM YBEITUUYCHHUS
MOJIb3bl WJIM TyTeM CHWIKEHHUS pUcKoB. [Iporecc ympaBieHHs puUCKaMH
HOCHUT IUKJIUYHBIA XapakTep U COCTOUT U3 MOBTOPSIOIIMXCS ITAIMOB 10
ONPEJEICHUI0O U aHaJM3y PHUCKOB M TMOJb3bl, OIEHKE COOTHOIICHHUS
«T10JTh3a — PUCK» C OMpPENeTICHUEM BO3MOKHOCTH ONTUMU3AIINH, BEIOOPY
U TJIAHUPOBAHUIO METOJIOB XapaKTEPUCTUKH M MUHHUMH3AIUHA PHCKOB,
BHEJIPEHUIO MEPONPHUATHA IO XaPaKTEPUCTHKE W MUHUMH3AIUN PHCKOB,
cOOpy TaHHBIX C MOHUTOPUHTOM 3(P(HEKTUBHOCTH IPUHSATHIX MEP.

6.2.2. OTBETCTBEHHOCTh 3a YIPABICHUE PUCKAMU B paMKax
OpraHu3aluu.

OcHOBHBIMU y4aCTHUKAMU npoliecca, HEIMOCPEICTBEHHO
BOBJICYEHHBIMHU B IJIAHWPOBAHUE YIIPABJICHUS PUCKAMH JIEKAPCTBEHHBIX
IPETapaToB, SABJISIOTCS JIEPKATETN PETUCTPAIMOHHBIX YAOCTOBEPEHUM U
YHOJHOMOYEHHBIE OpraHbl TOCYJapCTB-YICHOB, OTBETCTBEHHBIE 3a
peryiupoBaHue mpoiiecca oOpalieHus JIEKapCTBEHHBIX MPEenapaToB.

6.2.2.1. Jlepxkartenn perucTpallMOHHBIX YI0CTOBEPECHUM.



B oTHOoleHHMH mpolecca YNpaBiIE€HUS PHUCKAMH, CBS3aHHBIMH C
BBIITYCKaeMbIM JIEKapCTBEHHBIM npenapaTom, JeprKaTeib
PErUCTPALIMOHHOIO YAOCTOBEPEHHSI HECET OTBETCTBEHHOCTB 34:

a) oOecreyeHre MOCTOSHHOTO KOHTPOJISi PUCKOB, CBSI3AHHBIX C
IPUMEHEHUEM JIEKaPCTBEHHOI'O Ipernapara, B  COOTBETCTBUH C
TpeOOBAHUSIMU 3aKOHOJATENbCTBA FOCYJIAPCTB-WICHOB U MpPEACTaBICHUE
MOJIy4Ya€MbIX PE3yJbTaTOB B COOTBETCTBYIOIIME YIIOJIHOMOYEHHBIE
OpraHbl rOCYy/1apCTB- YWICHOB;

0) IpUHATHE BCEX HEOOXOJIMMBIX MEp JJII MUHUMH3ALUU PUCKOB,
CBA3aHHBIX C NMPUMEHEHHWEM JIEKAPCTBEHHOrO Mperapara, a TaKke s
JOCTHKEHHSI MAaKCUMaJIbHO BO3MOKHOM TOJIb3bI, BKJIIOYasi 0OECIIEUCHHE
JOCTOBEPHOCTH uH(pOpMaLIHH, IIPEACTABISIEMOMN JepKaTesieM
PErUCTPALIMOHHOTO  YAOCTOBEPEHHsSI B OTHOIIEHHM JIEKAPCTBEHHBIX
npernapaTroB, €€ CBOEBPEMEHHOE OOHOBIICHHE M TIPEICTABJICHUE HOBOM
uH(}OpMaIKUU 110 MEPE €€ MOTYyUEHHUS.

6.2.2.2. YIIOJJTHOMOYE€HHBIE OpPraHbl TOCY1apCTB-YJICHOB.

OO0s13aHHOCTSIMH YIIOJIHOMOUEHHBIX OpPraHOB rOCYAapCTB-WICHOB B
OTHOULIEHUU Tpoliecca YIPaBJICHUsI pUCKaMU SIBIISIOTCS:

a) TOCTOSIHHBII MOHUTOPHHI TOJIb3bl U PHUCKOB JIEKAPCTBEHHBIX
npenaparoB,  BKJIOYass  OLEHKY  COOOIIEHHMH O  BBISBICHHBIX
HEeXenaTeIbHbIX peakuusix, MPEeACTaBICHHBIX JepKaATEIIMHU
PErUCTPALIMOHHBIX YIOCTOBEPEHUH, MEIUINHCKUMU U
dbapMaleBTHUECKUMU pAaOOTHUKAMM, MAIllMEHTaMU M TOJYYEHHBIX U3
APYTrUX UCTOYHUKOB HH(POPMALINH (TIPU HEOOXOIUMOCTH);

0) TOpUHATHE COOTBETCTBYIOIIMX  PETYISTOPHBIX Mep MO
MUHHMM3ALAA PUCKOB, CBSI3AHHBIX C JICKAPCTBEHHBIMU IIpenaparamu, U

obOecricueHue IIOJIYYCHHA MAKCHMAJIbHO BO3MOKHOM I[10JIb3bI, BKJIFOYas



oOecleueHne TOYHOCTH U TOJIHOTHI Bcel MH(pOpMaIuu, NpeiCTaBIsIeMOn
JepKaTeIsIMU  PETUCTPALMOHHBIX  YJIOCTOBEPEHHH B  OTHOILICHUU
JIEKapCTBEHHBIX MIPENapaToB;

B) oOecrieyeHHe BBITIOJIHEHUS MEPONPUITHH 10 MHUHUMM3AIUN
PUCKOB Ha HAIIMOHAJILHOM YPOBHE;

r) addekTuBHBI O00MEH JaHHBIMH C 3aWHTEPECOBAaHHBIMU
CTOpOHAMU MPU HAJTUYUKM HOBOM JOCTYNMHOM MH(popmanuu. B sTor oOMeH
BXOJIUT TMpeJoCTaBieHUEe HHGOPMAIMU B COOTBETCTBYIOIIEM ¢dopmarte
nalueHTaM, MEIUIIMHCKUM U (papMalleBTUYECKUM PaOOTHUKAM, TpyImnam
MaIMEeHTOB, HAYYHBIM COOOIIIECTBaM H T. II.;

1) oOecriedyeHre MPHUHATHA COOTBETCTBYIOIIMX MEP MUHUMM3AIUU
PUCKOB (IIpU MX OMPENIETICHNUN) BCEMHU JEPKATEIIMH PETUCTPALIMOHHBIX
YAOCTOBEPEHU B  OTHOILIEHWH KAaK  OPUTHMHAIBHBIX, TaK W
BOCIIPOM3BEICHHBIX, OMOAHATIOTUYHBIX JIEKAPCTBEHHBIX MPEIApPaTOB;

€) TMpeacTaBieHWEe HWHPOPMAIMU JPYTUM  YIOJTHOMOYEHHBIM
opraHaM TOCYyJapCTB-4J€HOB, B TOM 4YHCJE YBEIOMJICHHE O JHOOOM
ACSTEIPHOCTH 1O  oOecrneueHno  O€30MacHOCTH B OTHOIICHUU
JIEKapCTBEHHOTO Tperapara, BKIIOYasl yBeIOMJIEHHE 00 HM3MEHEHUSX B
uH(popManuu 00 OPUrHHAIBHOM JIEKAPCTBEHHOM IIpenapare.

6.2.3. llenu naHa yrpaBiICHUs pUCKAMM.

6.2.3.1. Ilnan ynpaBnenus puckamu (namee — IIYP) conmepxur
uHdopmalMo, KoTopas  JIOJDKHAa  COOTBETCTBOBATH  CIEAYIOIINM
TpeOOBAHUSIM:

a) omnpeneisTh M XapakTepu3oBaTh MNpoduib O0e30MaCHOCTU
JIEKapCTBEHHOTO MpeTapara;

0) yka3bpIBaTh, KakKuM OOpa3oM MOXHO JIOMOJHSTH JAIbHEHIIYIO

XapaKTEPUCTUKY IPpoPuiist 0€30MaCHOCTH JIEKAPCTBEHHOT'O IIpenapara;



B) JOKYMEHTAJIBHO  TMOJATBEpPXKJaTh  MPUHITHE  MEp IO
NPEJOTBPALICHUI0 WM  MHHUMH3ALHMM  PHCKOB,  CBSA3AaHHBIX C
NPUMEHEHUEM  JICKAPCTBEHHOTO  TMperapara,  BKIHOYas  OLEHKY
3 (PEKTUBHOCTU JAHHBIX MEPOTIPUSITHUH;

r) JIOKYMEHTAaJILHO MOATBEPKIATh BBITIOJIHEHHE
MOCTPETUCTPALMOHHBIX 0053aTeNIbCTB MO O0ECMEeUEHUI0 0e30MacHOCTH
MIPUMEHEHUS, BBEJICHHBIX MIPU PErUCTpaIlMU JIEKaPCTBEHHOTO TIpernapara.

6.2.3.2. Jlns BbINOTHEHUSI TPEOOBaHUM, YKa3aHHBIX B IMyHKTE 6.2.3.1
Hactoamux [lpaBun, B uHdopmanuio, coaepxairyrocs B [IYP, nomxHbl
OBITh BKJIIOUYEHBI:

a) ONMMCAHHWE M3BECTHOM M HEU3BECTHOM MH(OpManuu o npoduiie
0€30MacHOCTH JIEKapCTBEHHOTO TMpenapara;

0) ykazaHue, KakoBa CTEMEHb YBEPEHHOCTH B TOM, 4TO
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO Tpemnapara, MpoJAeMOHCTPUPOBAHHAS Y
LEJIEBbIX MOMYJSIIUN MNpU MPOBEACHUU KIMHUYECKUX HUCCIEAOBaHUM,
OylleT JOCTUTraThbCsl B TIOBCEIHEBHOW MEIMIIMHCKOM MpaKTUKE, U
JTOKYMEHTAJIBHO MOATBEPKIAThH BO3MOXKHYIO HEO00XO0IMMOCTh
uccienoBanuit 3p(HEKTUBHOCTH B MOCTPETUCTPALIMOHHOM TIEPHOJIE;

B) YKa3zaHHWE IUIAHUPYEMOTO croco0a oneHKH 3(HPEKTUBHOCTH MeEp
0 MUHUMU3AIUU PUCKOB.

6.2.3.3. IIyp SIBIISIETCS JTUHAMHYHO U3MEHSIIOIMMCS,
CaMOCTOSITEJIbHBIM JIOKYMEHTOM, KOTOPBIM JOJKEH OOHOBJISATHCS Ha
MPOTSIKEHUH BCEr0 KM3HEHHOTO IUKJIA JIEKAPCTBEHHOTO mpemnapara. s
JIEKapCTBEHHBIX  MpemnaparoB, TpeOyromux coctaBieHuss [10OB,
HekoTopble (dactv) Moayiau I[IYP moryT wucnonb3oBaThCs B IEIAX
coctasiyieus [100b.

6.2.4. Crpykrypa [TYP.



ITYP Bxmitouaet B ce0st 7 mHGOPMAIIMOHHBIX YaCTEH:

yacTh | — 0030pHast uHpopMAaIKs 10 JIEKApCTBEHHOMY Ipernapary;
yacTsb Il — cnenudukaius no 6€30mMacHOCTH:

Moyib Cl — 3nuaeMuonorus moka3aHuil O UEJIEBBIM MOIMYJIALUAM;

Moayib CII — noknmHH4YeCcKas 4acTh;
Moayiab CIII — Bo3aelcTBHE JIEKAPCTBEHHOTO Mpemnapara B XOIE

KIIMHUYECKHUX UCCIIEIOBAHUN;

Monyib CIV — momynanuu, HE M3YyYEHHBIE B XOJI€ KIMHHUYECKUX
HCCIICIOBAHU;

Moysib CV — MOCTPEerucTpaliMOHHBIN OMBIT IPUMEHEHUS;

Moaysib CVI — nononHuTenbHbIe TPeOOBAHUS K CIeHU(UKAIIUU 110
0E€30I1aCHOCTH;

Moaysib CVII — uneHTuGuIUpOBaHHBIE U TOTEHIIUAJIBHBIE PUCKU;

monyib CVIII — o0oOmieHHas uHpopmalus mo mnpoodiemMaM Mo
0e30I1acHOCTH;

yacTs [l — mnan no dpapmakoHamzopy;

yactb IV — 1UIaH DOCTPETMCTPALMOHHBIX  UCCIEAOBAHUMN
3(pHEeKTUBHOCTH;

4acTh V — Mepbhl MO0 MUHUMM3AIMU PUCKOB (BKJIIOYAs OIICHKY
3 PEeKTUBHOCTH MEP MUHUMU3AIMU PUCKOB);

yacth VI — pestome I1YP;

yacTh VII — npunoxenus.

Ecim  IIYP cocraBisiercs Ha  HECKOJIBKO  JIEKAPCTBEHHBIX
MpEenaparoB, JJIsl KaXJA0T0 U3 JIEGKAPCTBEHHBIX MPEMAPATOB JIOJKHA ObITh
MPEAYCMOTPEHA OTAEIbHAS YaCTh.

6.2.5. Ilonpo6Hoe onucanue kaxaou yactu [TYP.

6.2.5.1. Yacrp [ IIYP — oO3opHas wuHbOpMamus 10



JIEKapCTBEHHOMY Ipemnapary (JeKapCTBEHHBIM MpenapaTam).

JlaHHass  4YacTh  JOJDKHA  COJAEpXKaTh  aJIMUHHUCTPATUBHYIO
nHpopmarmo o IIYP, a Taxxke o0030pHYI0O uHDOpMAIUIO 10
JIEKapCTBEHHOMY TIpernapary (JeKapCTBEHHBIM IIperaparam), Ha KOTOPOe
cocrasisiercs [TYP.

VYkazaHHas 4yacTh JIOJKHA COJEPXKATh CIAEAYIONTYI0 HH(OPMALIHIO:

a) nHopMaIus 00 aKTUBHOM BEIIIECTBE:

aKTUBHBIE (papManieBTUUECKHE CyOCTaHIIMU (IEHCTBYIOIINE
BEILECTBA) JIEKAPCTBEHHOI0 Mpenaparta (J1eKapCTBEHHBIX
MpenapaToB);

dapmakorepaneBruueckas rpymmna (kog ATX (ATC));
HAaMEHOBAHUE JIEPIKATEISI PETUCTPALIMOHHOTO YAOCTOBEPEHNS;

JaTa ¥ roCy1apcTBO NMEPBOM perucTpanuu B Mupe (eciu
PUMEHNMO);

JaTa M TOCYJapCcTBO, B KOTOPOM OBUIO HA4aTO MEIULUHCKOE
npUMeHeHue (€CiIu NPUMEHUMO);

KOJINYECTBO JIEKAPCTBEHHBIX IIPEIAapaTOB, KOTOPHIE BKIIFOYEHBI B
I1YP;

0) armMuHucTpaTiBHas nHGopmaius o [TYP:

JaTa OKOHYaHMs cOopa TaHHBIX B paMKax Tekyiiero [1YP;

nara npeacrasieHus [IYP u nomep Bepcuu;

IepeyeHb Bcex uacten u moxayien IIYP ¢ mnpencrasieHuem
uHpopmaruu o nare u Bepcuu [IYP, B paMkax KOTOpOro B IMOCIIEIHUIA
pa3 OOHOBIISUIMCH U MIPEJCTABIISUINCH YaCTh UM MOJTYJIb;

B) wuHpOpMAIUS MO KaXIOMY JIEKAPCTBEHHOMY Ipernapary,
BKJIFOUeHHOMY B [TVYP:

TOProBbIC HAMMEHOBAHUS B TOCYIAPCTBAX-UYJICHAX;

KpaTKOC OIIMCAHHC JICKAPCTBCHHOT'O IIPpCIlapaTa (BKJHO‘I&IOHIGG B



ce0sl: XMMHMUYECKUM KJacc, KpaTKoe OIKMCaHue MEXaHu3Ma JIeHCTBUS,
BAXKHYI0 HMH(OpPMAlMI0O O €ro CcocTaBe (Hampumep, MPOUCXOXKICHUE
aKTUBHOTO BEIIECTBA OWOJOTUYECKUX JIEKAPCTBEHHBIX IpPEnapaTos,
COOTBETCTBYIOIIUX aIbIOBAHTOB ISl BAKIIHMH));
noka3aHusi (0JI00pEHHBIE U TIpeiaraeMble (€CI TPUMEHHUMO));
pekuM  A03upoBaHUs (ONOOpEHHBIM W TMpejuiaraeMblii  (eciu
MIPUMEHUMO));

JIeKapCTBEHHbIE (POPMBI U 103UPOBKaA (0JOOpEHHbIE U
npejyiaraeMele (€CiIu MPUMEHUMO));

OOIIIEMUPOBOI PEryISITOPHBIM CTaTyC C yKa3aHUEM II0 CTpaHaM
(mata peructpaluu WM OTKa3a B PErUCTpallUM, JlaTa pa3MElICHHsS Ha
PBIHKE, TEKYIIUN CTaTyC PErUCTPalU, TOSICHUTEIbHBIE KOMMEHTAPHUH).

6.2.5.2. Yacre Il IIYP - cneuuduxkanus 1o
0€30IacHOCTH.

Llenpto MaHHOW YacTU ABISIETCS MpPEACTaBICHUE KpaTKoro od3opa
npodunss 0e30MacHOCTH JIGKAPCTBEHHOTO TMpernapara ¢ yKa3aHHeM
U3BECTHOM WH(pOpMAIMU 1O OE30MACHOCTH, a TaKXKe OMNpeneIecHus
pazznenoB mnpodwiss 0e30ImacHOCTH, IO KOTOPBIM 0€30MacHOCTh He
ABJISIETCSl JAOCTaTOYHO wu3ydyeHHOU. Crenudukanus 1o 0e30MacHOCTH
JOJIKHA TIPEACTABIATh COOOW pe3toMe BaXKHBIX HIACHTU(UIIMPOBAHHBIX
PHUCKOB JICKAPCTBEHHOT'O TIperapara, BaXXHBIX MOTCHIIMAIBHBIX PUCKOB U
BAKHOM  OTCYTCTByIOIIEW  HWHGOpPMAIIHH. Cnenudukamuss 1o
6e3onacHoct B [IYP dopmupyer ocHoBy mnana dapmakoHaa3opa H
rlaHa MUHUMU3AIUU PUCKOB.

Cnemudukamus Oe3omacHoctn B IIYP Bkmouaer B cebs 8

paznenoB: moxyns Cl — HSHOUAEMHOJIOTHS TOKa3aHWA 110

1IeJIEBBIM MonmyJisiiusM; MoayJib CII — qokMHuYecKas 4acThb;



moayip CIII — BO3aelcTBHE JIEKAPCTBEHHOTO Mpemnapara B XOAE
KJIMHUYECKHUX MCCIICIOBAHUN;

MOIYJIb CIV - I[IOITYJI IO, HE HM3YUYCHHBIC B XOJAC KIMHHUYCCKHX

HUCCIeJOBaHMM;
Monyib CV  —  MOCTpErucTpallMOHHBIA  OIBIT
MIPUMEHEHUS;

Moaysib CVI — nononHuTenbHbIe TPEOOBAHUS K CHEHU(PUKAIIUU 110
0Ce30I1aCHOCTH;

Monyib CVII — waeHTUPUUMpPOBAHHBIE U MOTECHIHUAIbHBIC
PHUCKU;

moayib CVIII — o6oOmieHHas uHdopmaius Mo mnpoodsemMaM 0
0€30IacCHOCTH.

Cnemudukamnuss 1mo 0e30MacHOCTH MOXKET BKIHOYaTh B ceO0s
JOTIOJTHUTEIBHBIE 3JIEMEHTHI B 3aBUCUMOCTH OT CBOMCTB JIEKAPCTBEHHOTO
npenapara, IporpaMMbl €r0 pa3pabOTKH W M3YYCHUS, BKITFOYAsT aCTICKTHI
KauecTBa M MX BIUSHHUE Ha MPpouiab Oe3omacHOCTH U 3HPEKTUBHOCTH
JIEKapCTBEHHOTO TIperapara, pucka, CBS3aHHOTO ¢ (OpMOHW BBITyCKa, U
WHBIX aCTIEKTOB, MOJAUPHUITUPYIOMINX MPOPHUITH OE30MaCHOCTH.

6.2.5.2.1. Monyns CI IIYP — snummemuonoruss MoKa3aHUM I10
1[EJIEBBIM TOMYJISIIHASIM.

DNHUIEMHUOIOTHST TIOKa3aHWKA SIBISETCS MPEAMETOM OIHMCAHUS |
OIICHKW B JJaHHOM MopyJie. Onrucannue JOJDKHO BKIIFOYATh B CEOS OIICHKY
YPOBHS 3a00J1€Ba€MOCTH, pacpoCTpaHeHHOCTH, CMEPTHOCTH,
pacpoCTpaHEHHBIX B I1EJIEBOM  MOMYJSIMA  COIYTCTBYIOIIHMX
3a00J1eBaHU W TI0 BO3MOXKHOCTH JIOJDKHO OBITH IIPEJCTaBICHO CO
cTpatu(uKaleil Mo BO3pacTy, MOy U PAaCOBOMY U (KJIM) dITHUYECKOMY
MPOUCXOXKACHUIO. Pa3nuumsi B SMUIEMUONOTHH B Pa3HBIX PETHOHAX

TaK)X€ JOJDKHBI IOJBEPrarbCs OIEHKEe M omnucaHuio. CrleayeT Takke



MIPEIOCTaBUTh MH(GOPMAITUIO O BaXKHBIX COIMyTCTBYIOIINX 3a00JICBAaHUSIX
I[EJICBOY MO U BO3MOXHOM BIIMSIHUM JIEKAPCTBEHHOTO Tperapara
Ha COMYTCTBYIOIIYIO MATOJIOTHI0. B Momynb BkItodaeTcs: nHbopmaIus o
npearnojaracéMoM Ha3HAYEHUHU JIEKAPCTBEHHOIO Ipemnapara, HampuMmep,
npeJHa3HaueH JIM JIEKapCTBEHHBIM Tpemnapar s NpopUIaKTUKU
3a00eBaHNN, JJIs MPEIOTBPAIICHUS HEKOTOPBIX CEPhE3HBIX MCXOJIOB B
CBS3U C ONpPEACIICHHBIMA 3a00J€BaHUAMH WA JJISI TOPMOKCHHUS
MPOTPECCUPOBAHUS XPOHHUECKOTO 3abomneBanus. JloMKeH Takke OBITh
NpeACTaBlIeH KpaTKui 0030p MecTa JIeKapCTBEHHOTO Ipernapara B
TEepaneBTUYECKOM apCeHalle JEKapCTBEHHBIX MIPEenapaToB.

6.2.5.2.2. Moayns CII ITYP — noknuHuueckas 4acThb.

Hanubi moxyns IIYP nomkeH copepkarh pe3OME  BaKHBIX
JaHHBIX, TIOJYYCHHBIX B pe3yJbTaTe MPOBEACHUS JOKIMHHUYCCKUX
UCCIIe0BaHUN 0€30MaCHOCTH, HAIIPUMED:

UCCJIEOBaHUE TOKCUYHOCTU (KJIIOYEBBIE JaHHBIE O TOKCUYHOCTH,
MOJIyYEHHBIE B XOJI€ HCCIEJOBaHUS, HAMpUMEpP, O XPOHHYECKOM
TOKCUYHOCTH, PEHPOAYKTUBHOM TOKCHUYHOCTH, HSMOPHUOTOKCHUYHOCTH,
TEepaTOTeHHOCTH, HEe(DPOTOKCUYHOCTH, reNaTOTOKCUYHOCTH,
TeHOTOKCUYHOCTH, KAaHIIEPOTEHHOCTH);

naHHble 00 oOmuX (apMaKoOJOTHUECKUX CBOMCTBax (Hampumep,
BIIMSIHAE Ha CEPJEYHO-COCYANCTYIO CHUCTeMy, BKItouas ymHeHue QT-
WHTEpBaja, HEPBHYIO CUCTEMY H T. 11.);

JaHHBIC O PEAKIHUIX B3aUMOCHCTBUS JIEKAPCTBEHHOTO TIpemapara;

WHBIE TAHHBIE O TOKCUYHOCTH.

B wmonyne nomkHa coaepkartbes HHGOpMAIUS O 3HAYMMBIX
TOKCHUYECKUX CBOWMCTBaxX M aKTyaJbHOCTH BBIBOJOB IPU HMCIOJIb30BAHUU

Ha JIIOOAX. 3HAYUMOCTh AAHHBIX OIPCACIIACTCA INPHUMCHUTCIBHO K



CBOMCTBAM  JIGKAPCTBEHHOTO Ipemapara, OCOOCHHOCTSIM  IIeJIEBOM
MOMYJISIIAUA U ONBITY TPUMEHEHUS TOJ00HBIX COSIMHEHUIN WA TIOIX0I0B
K Tepanuu MpH TMPUMEHEHHH JIEKAPCTBEHHBIX IMPENApaToB TOW XKe
rpynmbl. [lomumo 3TOro, MOMKHBI OOCYXKIAThCA ACHEKThl KayecTBa, B
CJly4yae €clidi OHM MOTYT 3HAYMMO OTPa3UThCs Ha npoduiie 6€301acHOCTH
JIEKQpCTBEHHOr0 Tipernapara (B 4YacTHOCTH, BakHas wuHpopmanus o0
AKTUBHOM BEIIECTBE WJIM €r0 IMPUMECSIX, HApUMeEp, T€HOTOKCHUUYECKUX
npuMecsix). Eciu nekapCTBEHHBIM Mpenapar MNpeIHa3HAYeH s
MPUMEHEHUS KEHIIMHAMHU JE€TOPOJIHOTO BO3pPACTa, B JIOKYMEHTE JOJKHBI
ObITh YIOMSIHYTHI JaHHBIE O PENPOAYKTUBHON TOKCUYHOCTH U BIUSHHUU
Ha pa3BUTHE IUIOJA, & TaKXe O TMOCIEACTBUAX HCIOIb30BAHUS
JIEKapCTBEHHOTO Mpernapara y JaHHOW rpynisl nanueHToB. Mudopmarimio
M0 TPOYUM OCOOBIM TpYIIIaM HACEJCHUS HEO0OXOAMMO MPUBOJIUTH B
3aBUCHUMOCTH OT YTBEPKICHHBIX IMOKAa3aHUW W LEJIEBOM NOMYJISIUU, a
TakkK€ OT HEOOXOJUMOCTU HaJUYUsl KOHKPETHBIX JOKIMHUYECKHX
JTAHHBIX.

6.2.5.2.3. Moaynes CIII IIYP — BO3aeiiCTBHE JIEKAPCTBEHHOTO
npenapara B X0J€ KJIMHUYECKHX UCCIEIOBaHUM.

B Monyne momxHbI OBITH TPEJACTABICHBI JAHHBIC O MAIIUEHTaX,
KOTOpbI€ OBUIM BKJIIOYEHBI B KIMHUYECKHE HCCIEIOBAaHUA (HAa KaKUX
rpynnax NaldeHTOB HW3ydalicsl JEKApCTBEHHbIM mnpenapar). JlaHHbIe
JIOJIKHBI OBITh TpelAcTaBlieHbl B (opmaTre, YIOOHOM JUIsl aHaIu3a,
HarpuMmep, B ¢dopme Tabnui unu rpaduxkoB. OO0BEM wHccienyeMoi
MOMYJISIAUA JIOJIKEH ObITh MOJAPOOHO OMUCAH C YKAa3aHHEM JIaHHBIX O
KOJIMYECTBE MAIIMEHTOB U BPEMEHHOI'O MPOMEKYTKA (B BUJE «MAIUEHTO-
JeT»,  «AlAEHTO-MECSLEB»), B  TEUEHHE KOTOPOTO  MalMEHTHI

MMOABCPTaAINCH BO3JICHICTBUIO JICKAPCTBCHHOT'O IIpCIiapara. I[aHHBIC I10



MOMYJISIIUSAM, BKJIIOUYEHHBIM B KJIMHUYECKUE HCCIICIOBAHUS, TaKXKe
JTOJDKHBI  OBITh  CTpaTU(UIMPOBAHBI B  3aBUCHUMOCTH OT  THIMA
UCCIIETOBAHUS (momyJiAuwy, BKJIFOUCHHBIE B OCJICTUIICHHOE
pPaHIOMHU3UPOBAHHOE UCCIEAOBaHUE, U TOMYJISAINHN, BKIIOUEHHBIE BO BCE
KIMHAYeckue  uccienoBanus).  CrpaTudukanus  MOMYJISIIIMOHHBIX
MOATPYII TAKUX B CIydasix, Kak MPaBUJIO, BKJIFOYAET B CeOs:

BO3pacCT U TOJI;

MOKA3aHMUS;

JIO3UPOBKY;

pacoBO€ MPOUCXOXKICHUE.

[TpoaomKUTENIbHOCTE BO3ACHCTBUS TOJKHA OBITH M300pakeHa J1ndo
rpaduuecku (IMmyTeM HaHECEeHHs Ha rpaduK TOYEK, COOTBETCTBYIOIIMX
KOJIMUECTBY MAIlMEHTOB U BPEMEHM ), IUOO B (popmaTe TaOIUIBI.

B cnydae HeoOXOAMMOCTH  JIOJDKHA  OBITH  MpeCTaBieHA
uHpopmalus 00 U3yUYeHUH BO3JICUCTBUS HA OTACIIbHBIC TOMYJISIITUOHHBIE
rpynnbl  (OEpEMEHHBIE JKEHIIUHBI, KOPMSIIUME MATEepH, MAI[UEHThl C
IIOYEYHOU  HENOCTAaTOYHOCTBIK),  II€YCHOYHOW  HEJAOCTATOYHOCTHIO,
HapYLICHUSIMHU CEPJCYHO-COCYIUCTON CUCTEMBI, MOATPYMIBI HACEIEHUS C
COOTBETCTBYIOIIUM TE€HETHUECKUM TmoJuMoppusmMom). Takxke T0JKHA
OBITh YyKa3aHa CTENEHb TSKECTU HapylleHHs (YHKIUU TOYEeK, MEUYCHU
WU  CEPJACYHO-COCYJUCTOM CHUCTEMBbI, a TaKXKe TE€HETUYECKOTO
nosmMopduzma).

[Ipu mpeacTaBlieHUMU TaHHBIX O BO3PAacTE JOJKHBI ObITh BHIOpAHBI
KaTeropuu, KOTOPhIE UMEIOT OTHOIIEHUE K 1[eJIeBOM Momyisiuu. JlaHHbie
M0 TIEUATPUYECKUM U TIOKWIBIM MalMeHTaM JOJKHBI OBITh pa3e/iCHbI B
COOTBETCTBUU C MPUHATHIMUA BO3PACTHBIMHM KaTETOpUsIMU (Hampumep, 1o

kareropusam 65-74 ner, 75-84 ner u crapuie 85 JNeT IS MOKHIBIX



naneHToB).  Jmg  JeKapCcTBEHHBIX  MpemaparoB,  OOJadAONTAX
TEPaTOTEHHBIM JIEUCTBUEM, CTpaTU(UKAIUS JOHKHA CTPOUTHCS HCXOJS
U3 BO3PACTHBIX KAaTETOpUH IKEHCKOW YacTH TMOMYJAIMH COO0Opa3HO
ACTOPOAHOMY  MOTeHIuany.  MToroBble  pe3yldbTaTbl  JOJIKHBI
NPEACTABIATECA B KOHIE KaKJIOW TaOJIUIbI WM JUarpaMmmbl (M0 Mepe
HEOOXOUMOCTH ).

3a WCKIIOYEHUEM CIIy4aeB, KOTJla 3TO SBISETCS HEOOXOJUMBIM,
JaHHBIC 0 KIMHWUYECKUM WCCIICIOBAHMIM JIOJDKHBI TIPE/ICTABIATHCS B
0000meHHON (opMe ¢ CyMMHpOBaHHMEM TMoOKazaTeiaed 1o rpadam u
paznenam (eciau 3To 000CHOBaHO). B ciiyuae eciu ojiHa U Ta € rpyIia
NalMeHTOB ObLIa BKIIOUEHA B O0OJIee YeM OJIHO HCClieJoBaHuE (HaIpuMep,
MIPOJIOJDKEHHE OTKPBITOTO HAOIOACHUS TIOCIIC OKOHYAHUS KIIMHUYECKOTO
UCCJIE0BaHMs ), OHA BKJIIOYAETCA B TaONUILy MO TpyMIe BO3pacTta, moja u
pacel OoauMH pa3. B caydae ecnu Mexay TaOIMIIaMH  BO3HHKAET
HECOOTBETCTBHME IO YHUCIY MAllMEeHTOB, JOJOKHBI  OBITh  JaHBI
COOTBETCTBYIOIIUE PA3bsICHCHHUS.

Ecim ITYP npencraBnsiercs BMecTe C 3asBJICHUEM HAa BHECEHUE
HOBOTO TIOKa3aHUs, OTACIBbHO B Hauaje JAaHHOTO MOAYJS U B CBOJHBIX
TabnuIax JOJDKHBI — ObITh  MPEACTaBICHBl  JAaHHbIE 1O  HOBOH
JIEKapCTBEHHOW (popMe WM croco0y BBEIEHHWS, JaHHBIC KIMHUYCCKHUX

UCCIeIOBaHUH, crieliMpUYHbIE /ISl JAHHOTO MOKa3aHus.

6.2.5.2.4. Moayns CIV IIYP — nonynsiuuu, He U3y4YEHHBIE B XOJI€
KJIWHUYECKUX MCCIIeJOBaHUM.

B nannom monyne I[TYP nomkHa ObITh TIpejicTaBlieHa HHMOPMAIIHS
O TOM, Kakue€ MOATPYIIbl MAIMEHTOB IIEJEBBIX MOMYJANUN HE ObLIN

HN3YUYCHBI UJIN OBLIIN N3Yy4YCHBI JIMIIb B O paHH‘{eHHOﬁ CTCIICHU B IIpcaciax



IPYNN  TAlUEHTOB, BKJIIOUYEHHBIX B KIMHUYECKHE HCCIEIOBAHMUS.
OrpanuyeHusi KIUMHUYECKUX WCCIEAOBAHUM TakKe JIOJKHBI OBITh
MPEJCTABIICHBI C TOYKH 3PEHUS PEJICBAHTHOCTU KPUTEPHUEB BKIIOUCHUS U
HEBKJIIOYEHHUSI B OTHOIICHWM LEJEBBIX MOMYJALMM, a TakXkKe pa3iudui,
KOTOpblE MOTYT BO3HMKHYTH B  3aBUCUMOCTH OT TMapamMeTpoB
uccleIoBaHui (Harpumep, O0JIbHUYHAS WM 0OI1asi IpakTuka). BeiBoabI
O BO3MOXHOCTH TMPOTHO3UPOBAHUSI OE30MACHOCTH JJISI  IIEJEBBIX
MOMYJISAIMKA JOJDKHBI OCHOBBIBATHCSI Ha TOYHOM W TOJPOOHOM OIlEHKE
OTrpaHUYEHUN MMEIOIINXCS TaHHBIX KIIMHUYECKUX MCCIIEIOBAaHUN THNOO0 UX
OTCYTCTBMM JUIsl Kakux-1ubo mnonarpymnm. Takxke [O0MKHA OBITH
npejcraBieHa uH(opMarus 00 OrpaHUYEHUsAX KIMHUYECKOW Oa3bl
JAHHBIX B OTHOIICHWM BBISIBIICHUS HEXKENATENbHBIX PEaKIui 0
CIEAYIOUIUM MPUYUHAM:

KOJIMYECTBO BKJIFOUEHHBIX B UCCIIEOBAHUS MAIIUEHTOB;

KyMYJIITUBHOE BO3JICIICTBHE  JIGKAPCTBEHHOTO  TMpemnapara
(Hanpumep, crienupuieckas OpraHoOTOKCUYHOCTH);

JUTUTEIIbHOCTD IpPUMEHEHUS (HampumMmep, npu OLICHKE
KAHIIEPOT€HHOCTH).

Ecnu  otcyrcTByromas uHbOpMamus  MOXKET  IPEACTaBIATH
CEPHhE3HBIN PHUCK JUIS IEJIEBBIX MOMYJAIHM, CBEACHUS 00 TOM TaKkKe
CleAyeT BKJIIOYWUTHh B KayeCTBE MPOOJIEMBbI MO OE30MacCHOCTH B MOIYJIb
CVII ITYP.

6.2.5.2.4.1. PaccmarpuBaeMble TpPYNNbl MAIUEHTOB JOJDKHBI
BKJIIOYATh CJICYIOIIME MOMYJISIIUU (HO MOTYT HE OTPAaHUYUBATHCS UMU):

neauaTpuyecKkas MmomyJsinus — AeTd (0T poXKIeHus u 10 18 jeT ¢
Y4E€TOM Pa3IuYHbIX BO3PACTHBIX KaTeropuil uiau (Mpu HE0OXOAUMOCTH) C

Y4YCTOM APYIUX I'PYIIII, 3HAYUMBIX C TOYKH 3PCHHA PA3BUTHUSA, TO CCThb C



Y4€TOM KOHKPETHBIX TIEPHOJIOB Pa3BUTHS);

MOXKWJIBIC  MalueHThl. JIOJDKHBI ~ OLICHUBATHCS  ITOCIICICTBHS
MPUMEHEHHS JICKaPCTBEHHBIX IIperapaToB y TAIMEHTOB B BO3pacTe
crapire 65 yer. OmeHKa COOTBETCTBEHHBIM 00Pa3oM JOJDKHA YUYHTHIBATH
HanboJiee MOKUJIBIX MpEeACTaBUTENeH MTaHHOW rpymmbl. OIEHKA BIUSHUS
COMYTCTBYIOIIEH MATOJOTMM WA HapymieHus (QyHKIUH OPTraHoOB
(HampuMep, MOoYeK, MEeUYCHH) TPUMEHHUTENBHO K JaHHOW MOMYJISIIHOHHOMN
MOATPYMIIC JENAaeTCsS ¢ YIEeTOM BO3MOXKHOTO OJHOBPEMEHHOTO HATUJHS
HECKOJBKUX (aKkTOpoB (HAIpHUMeEp, MHOXECTBEHHOW COIYTCTBYIOIICH
MaTOJIOTUM W  MHOTOKOMIIOHGHTHOW  JISKAPCTBEHHOM  Tepaluw,
OKa3bIBAIOIINX  OJHOBPEMEHHOE  BO3JEHCTBHE, MOIUPHUIIUPYIOIICE
npoduiib OE30MMaCHOCTH JIEKapCTBEHHOTO Tpemnapata). CiaeayeT OleHUTh
HEOOXOJIUMOCTh TPOBEJACHUS B IUIAHOBOM TIOpSJAKE JIabOpaTOPHOTO
CKpUHUHTA TpH HA3HAYCHHWH JICKAapCTBEHHOI'O IIperapara B JaHHOM
MOATPYMIIE TAIMEeHTOB. B OIeHKe MOJDKHBI OTACIBHO PacCMaTpPHUBATHCS
HEXeNaTeIbHbIC PEaKIUHh, KOTOPhIe MOTYT TIPEICTaBISATH OCOOYIO
OTMACHOCTH JUIS TIOKHJIBIX MAIMeHTOB (HampHUMEpP, TOJOBOKPYKEHUE WU
BO3J/ICHICTBHE Ha IIEHTPAbHYIO HEPBHYIO CUCTEMY);

OepeMeHHBIC WM KOPMAIIWE IKEHIMWHBL. Ecin B 1eneByro
MOMYJISAIAIO  BXOJAT JKCHIIMHBI  JETOPOJHOTO BO3pacTa, JIOJKHBI
paccMaTpUBaThCs MOCIEACTBHS MPUMEHEHUS JICKapCTBEHHOTO Iperapara
B TieproJl OEpEMEHHOCTH M KOPMJICHHUS TPpyablo. Eciu JiekapcTBEHHBIN
mpenapar He TpeAHa3HaueH CIeNHUabHO IS NMPUMEHEHHs BO BpeMsI
OCpEeMEHHOCTH, HEOOXOJMMO OIICHUTh HCXOJbl M TEYEeHHE JHOOBIX
OepeMEeHHOCTEH, KOTOphIe ObUIH 3a(pUKCHUPOBAHBI B XOJI€ KIMHUYECKOTO
WCCJICI0BaHUS JICKapCTBEHHOTO Mperaparta. Eciu ycimoBrueM BKIIOYEHHUS B

KIMHUYCCKOEC HMCCICAOBAHUC OBIL10 IIPUMCHCHHUEC KOHTPALCIITUBHBIX



CPEICTB, aHAJIM3 TEUECHHUS] U HCXOJO0B OEPEMEHHOCTH TaKKe€ OJHKEH
BKJIIOYATh aHAJIU3 MPUYHH, IO KOTOPHIM MPUHSITHIE MEPHl KOHTPALCTIIIUU
HE HUMeNnu ycrnexa (eclid NPUMEHHMO), a TaKXKe MOCIEACTBUM ISt
WCIIOJIb30BAHUSI B MEHEE KOHTPOJIUPYEMBIX YCIOBHSIX MOBCEIHEBHON
MEJIUIIMHCKOW MPAKTUKHU;

MAIMEHTHI C HApYIIEHUSAMH (PYHKIIUU TI€UEHU;

MalUEeHTHI C HAPYIICHUSIMU (PYHKIIMHU TTOYECK;

NallMeHTl ¢ OPOYUMH  3HAYUMBIMH  COIYTCTBYIOIIUMHU
3a0oneBaHUAMH  (HampUMep,  CEPIEYHO-COCYIAUCTOM  TMATOJIOTHEH,
UMMYHOAE(ULIUTHBIMUA COCTOSTHUSIMH );

MalUEHTHI, CTETICHB TSKECTU 3a00JIeBaHUS KOTOPBIX OTIIMYAETCS OT
M3y4YEHHOU B X0/ KIIMHUYECKUX HUCCIIETOBaHUM. Jlomxen
paccMaTpuBaThCs JIFOOOM OMBIT MPUMEHEHUS JIEKapCTBEHHOTO Mperapara
y TAIMEHTOB C PA3JIUYHON CTETICHBIO TSHKECTH 3a00JI€BaHUs, B YaCTHOCTH,
€CIM 3asBIIEMOE IMOKA3aHUE OrPAHUYEHO B OTHOILICHUM IMAILMEHTOB C
KOHKPETHOM CTETEHBIO TSKECTU 3a00JICBaHUS;

NOATPYIIIBI TAIUEHTOB, SIBISIONIMXCS HOCUTENISIMU U3BECTHOTO U
pPEIEBAHTHOTO  TreHeTudeckoro  mnonumopdusma. JlomxkHa  ObITh
paccMOTpeHa CTeneHb (PapMaKOT€HETHYECKOTO BIUSHHS, BIUSHUE
MIPUMEHEHUS JIEKAPCTBEHHOIO IpErnapara y NalueHTOB C HEW3BECTHBIMU
WIM  Pa3IMYHBIMU  TEHOTUIIAMH,  TOCJEICTBUS  HCMOJb30BAHUS
T€HETUYECKUX OMOMApKEpOB B LIEJIEBOM TIpylle MauueHtoB. Cienyer
OLICHUTh BO3MOXKHO€ BIUSHUE HA IIEJEBYI0 MOMYJISIIUIO, a TaKxke
ONpENENINTh, HACKOJIbKO IPHUMEHEHHE JIEKAPCTBEHHOTO TIpenapara y
MAallMEHTOB C HEU3BECTHBIM WM OTJIAYHBIM TE€HOTHIIOM MOXET
MPECTaBIISITH COO0M MpoOIeMy 1O OE30MaCHOCTH.

Ecin moTeHmuanbHO KIMHUYECKHM 3HAUMMBIM TeHETHYECKMU



nonuMopdu3M ObUT OMNpeNiesieH, HO HE TMOJHOCThIO H3Yy4YeH B XOJE
KIIMHUYECKOW MPOrpaMMbl pa3pabOTKH, 3TO CIEAYET pacCMaTpuBaTh Kak
OTCYTCTBYIOIIYI0 MH(pOpManuio u (WiK) MOTEHIUMAIBHBIN puck. Takke
sTa wuH(pOpMaIUa JOJDKHA OBITh OTpaKeHa B CHEUUPUKALMHU TI0
O0e3omacHOCTM W B IulaHe (apMakoHaazopa. OmpeneneHue JTaHHOTO
SBJICHUA KakK MpoOJeMbl IO OE30MaCHOCTH OIIEHUBAETCA WCXOJs W3
KJIIMHUYECKOW 3HAYMMOCTH BO3MOKHBIX TTOCJIEC/ICTBUI;

NAlMEeHThl  Pa3JIMYHOTO  pacoBOro ©  (WJIH) 3THUYECKOTO
MpPOUCXOXKJIeHUS. JlOJDKHBI paccMaTpUBATBHCS OMNBIT MPUMEHEHUs Ha
MalMeHTaxX Pa3IMnYHOrO PacOBOTO U (HJIM) STHUYECKOTO MPOUCXOXKICHUS,
a TaK)Ke BJIMSHUE JAHHOTO pa3nuuus Ha 3G(HEKTUBHOCTD, 0€30MaCHOCTD U
(GbapMaKOKMHETUKY B LIENEBbIX MOMyJAnusX. [Ipy Hanuuuu BepOSITHOCTH
BIIUSIHUS PA3JIMYAM PACOBOM WIIA OSTHUYECKOM NPUHAICKHOCTH Ha
3(pheKTUBHOCTh  JICKQPCTBEHHOI'O  IIperapara  JejaeTcs  OIleHKa
BO3MOKHON  HEOOXOJMMOCTH  TPOBEACHHUS  MOCTPETHUCTPALIMOHHBIX
uccienaoBaHuit 3pHEKTUBHOCTH.

6.2.5.2.5. Moayns CV IIYP — mnocTperucTpaliMOHHBIA OIBIT
MIPUMEHEHUS.

Henpro  pmamnoro wmoxpynsa IIYP  gBmgercs  mpencraBieHue
uHdopmauu ) KOJIMYECTBE NalHEeHTOB, KOTOPBIM Ha
MOCTPETUCTPALIMOHHOM 3Tale NMPUMEHEHHS] HAa3HA4yaJCs JIEKApCTBEHHBIN
npernapar, OCOOCHHOCTSIX TPUMEHEHUS B  MOCTPETUCTPAIIMOHHOMN
MEIUIIMHCKOM TpaKTUKE, BKJIIOYas Ha3HAYEHHWE OCOOBIM TIpyIam
MalMEHTOB, yKa3aHHbIM B Moayie CIV IIYP, o konnyecTBe manueHTOB,
BKJIFOYEHHBIX B HAOJIOATENbHBIE UCCIEAOBAHUS, B X0/I€ KOTOPBIX ObLIH
coOpaHbl JJaHHbIE 10 0€30MaCHOCTH U MPHUHSATHI PErYISATOPHBIE MEPHI IS

IMPpUBCACHUA I/IH(l)OpMaI_II/II/I 110 0€30MacHOCTH JICKAPpCTBCHHBIX ITPCIIapPaTOB



B COOTBETCTBUE C UMEIOIIMMUCS JAHHBIMHU.

6.2.5.2.5.1. Moayne CV IIYP. Paznen «PerynastopHbie I€UCTBUS U
JNEUCTBUS JIEpKaTENsl PETUCTPAIMOHHOTO YJIOCTOBEPEHUS, CBSI3aHHBIE C
0€30I1aCHOCTHIO JIEKAPCTBEHHOTO MPENapaTa.

B npaHHOM pasznene MomyJisl YKa3bIBAKOTCS BCE PETYJATOPHBIC
JEUCTBUSL HA JIOOOM pPBIHKE, MPEANPUHATHIE B CBSI3U C BBISIBICHHBIMU
npoOjeMaMu TIo 6€30MaCHOCTH JIEKApCTBEHHOTO TpernapaTa (B TOM YHUCIIe
M0 MHUIIMATUBE JIepKATENsl PETUCTPALIMOHHOTO yA0CTOBepeHus ). JlaHHbIi
IIEPEUYEHb JOJDKEH COJNEPKATh IIEPEUNUCIICHUE U ONUCAHUE TTPEANPUHATHIX
PEryJIATOPHBIX JIEMCTBUM C YKa3aHUEM CTpaHbl U natel. [Ipu cocraBieHuun
oOoHoBieHN IIYP B maHHOM 4YacTH JOJDKHBI OBITH ONMKCAHBI JEHCTBUSL,
MPEINPUHATHIE C MOMEHTA IOCIeIHETo npeacrasneHus 1IYP, ¢ kpatkum
ONMCAHUEM NIPUYUH UX HPUHATUSL.

6.2.5.2.5.2. Monyiib CvV IIVP. Paznen «Pe3ynbTarhl
MMOCTPETUCTPAIMOHHOTO  NPUMEHEHUS, TMOJYYEHHbIE HE B  XOJE
KIIMHUYECKUX UCCIIEI0BAHUID.

I[Io pesynpraram peann3anuy JIEKApCTBEHHOIO IIpernapara Ha
Pa3IMYHBIX PBIHKAX JEPHKATENIb PETHUCTPALIMOHHOTO YIAOCTOBEPEHUS
MPEJICTABIIAET COBOKYNHBIC JAHHBIE MO KOJWYECTBY MAIUEHTOB,
MOJBEPTIINXCSA BO3ACUCTBUIO HA MOCTPETUCTPALIMOHHOM dTane. JlaHHbIe
JIOJKHBI ~ OBITh  cTpatu@uIupoBaHbl (IO  BO3MOXXHOCTH)  TIO
COOTBETCTBYIOILIUM KaTErOPUsM, BKIIOUAOLINM BO3PACT, 0JI, IOKA3aHUS,
n03y U reorpaduueckuid peruoH. B 3aBUCMMOCTH OT JIEKapCTBEHHOTO
npernapara NpUMEHSIOTCA JIONIOTHUTENbHbIC IEPEMEHHBIE CTpaTU(PUKAIIUN
(HampuMep, KOJIMYECTBO KYpPCOB BaKI[MHAIIMM, NyTh BBEJCHUS WU
MPOJIOJDKUTENBHOCTD JiedeHus). Heo0xoamMo caenath KOJIWYeCTBEHHYIO

u  auddepeHINpPOBaHHYIO OLEHKY BO3ACHCTBUA  JIEKAPCTBEHHOTO



mpernapara ¢ HMCIOJb30BAaHUEM OOOCHOBAaHHOM METOJUKH pacyeTa
BO3JCUCTBUS HCXOJd M3 OCOOCHHOCTEM TIPUMEHEHHS U IIEJeBBIX
MOIyJIALUK. BeIoOMHEHNE pacuera BO3AEMCTBUSA MCXOMS U3 KOJWYECTBA
pEaTuM30BaHHOIO  JIEKAPCTBEHHOrO  IIpernapara B  BECOBOM WU
KOJIMYECTBEHHOM HM3MEPEHUUM W COOTHECEHUSI €ro Cco CpeaHeu
PEKOMEHIYEMOM 1030  BO3MOXHO  TOJBKO B  Clly4ae, €ClIH
JIEKapCTBEHHBIN Mpenapar BO BCEX CAydasX Ha3HAYAETCS B OJIHOU J103€ U
UMeeT OJIMHAKOBBIM (PMKCUPOBAHHBIM KypC MPUMEHEHHUS. ITOT CIocob He
SBJISIETCSl IPUMEHUMBIM TSI OOJIBIIMHCTBA JIEKAPCTBEHHBIX IMPENapaToB,
MIOCKOJIBKY WX PEXUMBI JIO3UPOBAaHUA M KYpChbl TPUMEHEHHUS, KaK
paBUjI0, HEPUKCUPOBAHBI.

JIns1 TeKapCTBEHHBIX MPENapaToB C Pa3IUYHbIMU MyTSMH BBEIICHHS
pacyeTr BO3JEHCTBUS JIOJHKEH OBITh CIEIaH OTIAEIBHO JJISl KaXJ0ro MyTH
BBEJICHUS (€CIIM BO3MOXKHO). YTOJHOMOYEHHBIE OpraHbl TOCYJapCTB-
YJICHOB MOTYT 3alpPOCUTH JOMOJHUTEIBHYIO CTPATH(HUKAIINIO JAaHHBIX IO
BO3JICMCTBUIO (HAampuMep, [OaHHBIE [0 BO3JECUCTBUIO B Pa3IMYHBIX
BO3PACTHBIX Tpynnax WIM B paMKaxX pa3IuYHbIX YTBEPKICHHBIX
nokazanuii). OgHaKko, €ciau JEKapCTBEHHBIM Ipenapar MPUMEHSETCS 0
pa3IMYHBIM T[IOKa3aHUSIM, B Pa3HbIX peXHUMaxX JO3UPOBaHUsA, JHOO
MPUCYTCTBYIOT  WHBIE  (PAKTOPBI,  YJOBJIETBOPAIOIIUE  KPUTEPUSIM
cTpatTuuKaly,  JepKaTrelb  PETUCTPAIMOHHOTO  YIOCTOBEpPEHMUS
W3HAYaJlbHO JIOJDKEH MPEACTABIATh JAaHHBIE C COOTBETCTBYIOLIEH
cTpatuduKkaiueit (eciiy ee MpoBeAeHUE TPUHIIUITUATIBEHO BO3MOXKHO).

6.2.5.2.5.3. Monyiib CvV  IIVP. Paznen «Pe3ynbTarhl
MOCTPErUCTPAIIMOHHOTO ONbITa MPUMEHEHUS Yy TPYII MaIlMeHTOB, HE
W3YUYCHHBIX B XOJI€ KIIMHUYECKUX UCCIICIOBAaHUNY.

Ecin MNOCTPCTUCTPAIUMOHHOC  HCIIOJIb30BAHHUC  JICKAPCTBCHHOI'O



npernapara ObUIO  3aUKCUPOBAHO Y OCOOBIX TpyNIl MalMEHTOB,
onpeneneHubix B moayie CIV  IIYP kak mnoaBepraBmmxcs
OTPAaHMYECHHOMY BO3JCHCTBUIO WM BOBCE HE IMOJBEPraBIINXCS
BO3JICMCTBHUIO, CJIEAYET TMPEICTaBUTh OLEHKY 4YHCIa MalHUEeHTOB,
MOABEPIrIIMXCS  BO3JECUCTBHIO, M YyKa3aTb METOJ pacuera BHE
3aBUCHUMOCTH OT TOT'0, UCMOJIb30BAJICA JIM JIEKAPCTBEHHBIN Iperapar 1o
YTBEPKJICHHBIM TIOKA3aHUSIM WJIM BHE YTBEPXKICHHBIX IMOKa3aHUU K
npuMeHeHuto. [Ipu nprumMeHeHnn y neauaTpuieckKon MOMmyIsiiuy IO KHA
ObITh cenaHa cchlika Ha pasnen «OcoOble acheKThl NMPUMEHEHUs B
nenuarpun» Moxayias CVI IIYP. Taxxe nomkHa OBITH TpecTaBiIeHA
uHpopmanuga B mpoduie 0e30MaCHOCTH JIEKAPCTBEHHOrO Mpernapara B
OTHOIIIEHUU 3TUX OCOOBIX IPyHI MAllUEHTOB MO CPABHEHUIO C OCTAIBLHOMN
4acThIO IIeNIeBOM momynsanuu. B paznene nomkHa OBITH TpeacTaBiIeHA
mobas uH(OpManus O BO3MOXHOM HM3MEHEHUH NPO(UISs MOIb3bI
(mpoduns >dpdexTuBHOCTH) B 0CO00M Trpynmne marueHToB. JIroObie
ocoOble TpyNIbl MalMEHTOB, OKA3aBIIMECS B 30HE MOBBIIIEHHOTO WU
MOHMKEHHOTO pPHUCKAa B OTHOUIEHUM KOHKPETHOTO acmekTa mnpoduiis
0€30macHOCTH, Tak)Ke MIOJDKHBI OBITh PAaCCMOTPEHBI B paMKax OICHKH
cnenupuueckoro pucka B moayie CVI IIYP, no B manHoMm paszene
CIEAYET YKa3aHUe O PUCKAX U rpynnax NaueHTOB, MOIBEPKEHHBIX HM.

6.2.5.2.5.4. Monynp CV IIYP. Paznen «YTBepkIeHHbIEC MOKa3aHUs
K IPUMEHEHUIO U (PaKTUYECKOE TPUMEHEHHUEY.

Jlns oOHOBIIeHUS crienu(pUKaIA 1Mo 0€30MaCHOCTH JOJDKHBI OBITh
CIENIaHbl KOHKPETHBIE CCHUIKM Ha TO, KaKUM oO0pa3oM (aKTHUIEeCKOe
MIPUMEHEHUE B MEAMIMHCKON NPAKTHKE OTIMYAIOCh OT MPUMEHEHUS,
nporrozupyemoro B moayie CVII IIYP, u oT 0100peHHbIX MOKa3aHUW U

HpOTI/IBOHOKaSaHI/Iﬁ K IPUMCHCHHUIO (I/ICHOJIBSOBH.HI/IC BHC YTBCPIKACHHBIX



MOKa3aHWl K mNpuMeHeHHto). B maHHBI  pa3znen  BKIIOYAeTCs
uHpopmalusa, TMOJIy4YeHHas W3  MCCIEJOBAHUM  HMCIOJIb30BAHUS
JIEKapCTBEHHOTO MpenapaTa (WM B pe3yJbTaTe IPYruX 00CepBAIMOHHBIX
HCCIIeIOBaHUM, B KOTOPhIE OBUIO BKIIFOYEHO HCCIICIOBAHUE MOKA3aHUU K
MPUMEHEHHUIO JIEKAPCTBEHHOI'O TMperapara), BKIIOYas HWCCIEI0OBaHUS
MCMOJIb30BaHUs JICKAPCTBEHHOIO Mpemnapara, KOTOpPble MPOBOIWIIUCH IO
3alpoOCy YIOJHOMOYEHHBIX OpPraHOB TOCYJAapCTB-YIEHOB I LEJIEH,
OTJIMYHBIX OT YIPaBJICHUS PUCKAMHU.

[IpyumMeHeHne HE B COOTBETCTBUM C YTBEPKIACHHBIMH MMOKA3aHUSAMU
BKJIIOYAET, TIOMHUMO IIPpOYEro, HEOJOOpEHHOE  NPUMEHEHHE Y
MEeAUATPUYECKUX NAMEHTOB PA3JIMYHBIX BO3PACTHBIX KATETOPHM, a TAKKE
npuMeHeHre no HeooopeHHbIM B OXJIIT mokazaHusM B ciiydasiX, €CiIu
ATO MPUMEHEHUE MPOUCXOIUT HE B pAMKaX KIMHHUYECKOTO UCCIIEIOBAHMUS.

B cinydae ecnu y ynoJIHOMOYEHHOrO OpraHa rocyaapcTBa-djieHa
BO3HMKAIOT OMNAacCCHUsT B OTHOIICHWM HMEIOIIETOCSd NPUMEHCHUS
JIEKQpCTBEHHOTO Tperapara Mo HEOJI0OPEHHBIM MOKa3aHUAM, JIepKaTeb
PETUCTPAIMOHHOTO YJIOCTOBEPEHHS JIOJKEH KOJHUYECTBEHHO OLICHUTH
JAaHHO€ MPUMEHEHUE C YKa3aHMEM MCIOJBb30BAHHOTO METOJIa OIICHKH
MOJTyYEHUS JaHHBIX.

6.2.5.2.5.5. Moayns CV IIYP. Paznen «lIpumeHeHue B Xoje
SMUIEMHUOJIOTHYSCKUX MCCIICI0OBAHUI.

JlaHHBI  pa3fen  COMACPKUT TMEPEUYCHb AMUICMHUOJOTHYECKUX
UCCIIEIOBAHUM, KOTOPHIE BKIIIOYAIH (BKJIIOUYAIOT) COOp M OIIEHKY JTAHHBIX
mo OesomacHoctH. JlomkHa  OBITH  TIPEACTaBICHA  CIICAYIOIIAs
uH(popmaIMs: Ha3BaHUE HCCIIENOBAHUSA, THUI HCCIEAOBaHUS (HAmpuMep,
KOTOPTHOE  MCCJEAOBAHHUE,  HCCIECJAOBAHUE  «CIYy4al-KOHTPOJIbY),

u3ydacmas IOIyJIaiuAa (BKJHO‘IEU[ HAaUMCHOBAHHUEC TIOCydapCTBa U APYyrue



MOMYJISIIIUOHHBIE XapPAKTEPUCTUKU), TIPOJIOHKUTEILHOCT UCCIIEIOBAHUS,
KOJIMYECTBO TAlMEHTOB B KaXJ0M KaTeropuu, 3abojeBaHue (mpu
HEOOXOAMMOCTH), CTaryc HCCIIEJOBAaHUS (3aBepILIeHO 158105
npojoiikaercs). Ecnu uccnenoBanue ObUIO OMyOJWKOBAHO, B JaHHBIN
paznen ITYP nmomkHa ObITH BKIIFOUEHA CCHUIKA, a B MpuiokeHuu Ne 7 K
[TYP npeacraBiieHa COOTBETCTBYIOIIAS MTyOIUKAITHS.

6.2.5.2.6. Monyns CVI IIYP — pononHuTenbHBIE TpeOOBaHUS K
crienuguKaIyu mo 6€30MacHOCTH.

6.2.5.2.6.1. Moayne CVI IIYP. Paznen «lloTeHuManbHBIA PUCK
Mepe103UPOBKI.

Ocoboe BHUMaHHE CIEAYET yACIUTH JEKapCTBEHHBIM IIperaparam,
B OTHOIICHUM  KOTOPBIX  CYIIECTBYET  MOTEHIIMAJIbHBIA  PHUCK
MEPENO3UPOBKA KaK NPEIHAMEPECHHOM, TaKk M ciaydauHou. [Ipumepsl
BKJIIOUAIOT JIEKAPCTBEHHBIC TMpenaparbl € Y3KUM TEPaneBTUYECKUM
MHTEPBAJIOM WJIM JICKQPCTBEHHBIC MpErnaparbl, KOTOPbIE MOTYT BbI3BaTh
OOIIIUPHBIE 10303aBUCUMbIE TOKCUYECKHE PEAKIIUU U (WJIU) B OTHOILICHUU
KOTOPBIX CYIIECTBYET BHICOKHI PUCK MPEIHAMEPEHHON MEPEI03UPOBKHU Y
neneBo  momynsuuMu - (Hampumep, Tpu  Jenpeccuu). B cimydae
OTIPEICIICHUS PHCKA TEPEIO3UPOBKU KaK MPOOIeMbI TT0 0€301acHOCTH 110
JTAHHOMY acCIEeKTy O€30MacHOCTH MPEeIaraloTcsi JOMOJHUTEIIBHBIE MEPbI
B COCTaB COOTBETCTBYIOIIUX MEp MHUHHUMH3AIMU PUCKOB, U3JIOKEHHBIX B
monayine V ITVYP.

6.2.5.2.6.2. Moayne CVI IIYP. Paznen «lloTeHuManbHBIA PUCK
nepeaayrd MHPEKITMOHHBIX areHTOBY.

JlepkaTeiab PErucTpalioOHHOIO YJIOCTOBEPEHMS JOJDKEH CHeNaTh
OIICHKY MOTEHI[MAJIBLHOIO0 PUCKA Mepenadyn MH(OEKIUOHHBIX areHTOB. JTO

MOKET OBITH CBSI3aHO C XapaKTCpOM IIPOU3BOACTBCHHOI'O IIpOoLCCCa HIIN



UCIIOJB3YEeMbIMU MaTepuajaMi. B OTHOIIEHWH BaKIMH HEOOXOIUMO

pPaccMOTPETH JIFOOOUM MOTEHIMANIbHBIA PUCK TIEPEIauu KUBOTO BUPYCa.
6.2.5.2.6.3. Moayns CVI IIYP. Pazpen «lloTeHumanbHbIA PUCK

37I0yNOTPEOJICHHUS ¥ UCIIOJIb30BAHUS B HE3aKOHHBIX IIEJISIX).

B pazgene crnenyer cpaenath OLEHKY MOTEHIHMAIBHOTO pPHCKA
3JIOyNOTPEOJICHUSI W HCIOJb30BAaHUS JICKAPCTBEHHOI'O Ipernapara B
HE3aKOHHBIX MHessX. Heo0xoaumo paccMOTpeTh 1eIeco00pa3HOCTh Mep
(mpu  HEOOXOAMMOCTH) IO OTPaHUYCHHUIO  3JIOYMOTPEOJNICHUS U
WCIIOJIb30BAaHUS JICKAPCTBEHHOTO TIpenapaTta B HE3aKOHHBIX LEIAX
(HampuMep, HUCMOJIb30BaHME CHEHUAIBHBIX Kpacutelned u  (WJn)
apoMaTU3aTOpOB B JIGKAPCTBEHHOW (Qopme, OrpaHUyYEHHE pazmepa
VIOAKOBKM U  KOHTPOJIMPYEMOE PaCIpPOCTPAHEHHUE JIEKAPCTBEHHOIO
npernapara).

6.2.5.2.6.4. Monyne CVI IIYP. Pazpen «lloTeHumanbHblii pHUCK
BO3HHKHOBEHHMsSI OIIMOOK MPH HA3HAUYCHUM WIIW TIPUEME JIEKapCTBEHHBIX
MPENapaToBy.

JlepkaTeab perucTpaliOHHOIO YAOCTOBEPEHUSI JIOKEH PETYIISPHO
MPOBOJIUTH  OIICHKY BO3MOXXHOCTH BO3HMKHOBEHHUS OIIMOOK TIPH
Ha3HAYCHUM WIM MpUEME JIEKapCTBEHHBIX IpenapaToB. B dactHOCTH, 110
MOCTYIUICHUS JIEKQPCTBEHHOTO IMperapara Ha PhIHOK OH JIOJDKEH OLIEHUTh
oOIlllMe HWCTOYHHUKKA OIMOOK TMpH  HA3HAYCHUU WIM  T[pPUEME
JIEKapCTBEHHOr0 Tpemapara. B Xxojxe pa3paboTku W Ha JTame
MPOEKTHUPOBAHUS BBIXOJa JIEKAPCTBEHHOTO IIpernapara Ha PBIHOK
3asiBUTEIb JOJKEH TMPHUHATH BO BHUMAHHE BO3MOXXHBIE TPUYUHBI
BO3HUKHOBEHHMS OIMMOOK MPU HA3HAYEHUU WM MpPUEME JIEKapCTBEHHBIX
npemnaparoB. JOMKHBI yUUTHIBATHCS HAMMEHOBAHUE, XapaKTEPUCTUKHU

dbopmbl BhIycKa (Hampumep, pasmep, Gopma U LBET JIEKAPCTBEHHOU



dbopmbl 1 ynakoBku), uHpopmaruss B OXJII (Hampumep, B OTHOLIEHUH
pa3Be/ieHUsl, MApPEHTEPAIbHOIO IyTH BBEIEHUS, pacueTa J03bl) U
MapKuUpoOBKa JIEKapCTBEHHOro rmpenapara. Heob6xoaumo clieqoBaTh
TpeOOBaHUSAM MO 00ECIEUECHUIO YUTAEMOCTH MaPKUPOBKU U MH(GOpMAIUU
i anuenTa. Eciu Mcnosp30BaHue JEKApCTBEHHOTO IMpernapaTa UMEET
NOTCHIIMATBHBIA ~ PUCK  HAHECEHUS  CEepPhE3HOT0  Bpeaa  W3-3a
HEMPABWJIBHOTO MYTH BBEIEHUS, CIEAYET TaKkKe PacCMOTPETh BOIMPOC O
TOM, KaK M30€kaTh MOJOOHOrO HENpPaBUIBHOTO IyTH BBEIACHHUS. JTO
OlMaceHWe B OCOOEHHOCTH OOOCHOBaHHO, KOT/la YacThl0 PYTHUHHOM
MEIUIIMHCKOM TPaKTUKU  SABJISIETCS TMPUMEHEHHE JIEKapCTBEHHOTO
nmpermapata COBMECTHO C JPYTHMH JIEKapCTBEHHBIMH IperapaTaMu,
BBOJUMBIMH KAKUM-JIUOO TMOTEHIIMAIBHO OMAacHbIM MmyTeM. B nmanHOM
clly4ae pUCK BO3HMKHOBEHHUS OUIMOOK MpPU Ha3HAUYEHUU JIEKAPCTBEHHOTO
npenapara JODKEH paccMaTpuBaTbCsi B KayecTBE MPOOJEMBI IO
0€30MacHOCTH.

[Ipu Hamuuuu ¢GopM C pazIUyHON TO3UPOBKON JIEKAPCTBEHHOTO
npernapara OIEHUBAETCS JIOCTATOYHOCTh BU3YaJIbHOW (WM (hU3UYECKON)
auddepeHIai MeX1y JeKapCTBEHHBIMU MperapaTaMu C Pa3InuyHbIMU
JO3UPOBKAMH U MEXAY JICKQpCTBEHHBIMHU TMpernapaTamu, Kak IpaBHIIO,
Ha3HAYaeMbIMHM WJIH MPUHUMAEMbIMU OJHOBpeMEHHO. B ciyuae ecnu Ha
pBIHKE UMEIOTCS JIpyTHe JIEKapCTBEHHBIE TMpenapaThl C TEM Ke
JAEUCTBYIOIIMM BEIIECTBOM, /I KOTOPBIX HE OblIa MOATBEpXKACHA
OMOPKBUBAJICHTHOCT, JOJHKHBI OBITh MIPEITIOKEHBI MEpbI
IpeIynpekKIeHUS MEAUIIMHCKUX OMIMOOK U MUHUMU3ALIUN PUCKA.

Ecnu nekapcTBEeHHBIHN npenapat npeaHazHayeH AJis UCIOIb30BaHuUs
y cnaboBHASIIEH TPYNIbl HACENCHHsS, 0CO00€ BHMMaHUE HEOOXOIUMO

YACIIUTDb BO3MOXHOCTHU COBCPUICHUA OIITHOKU IIpu IIpUcMe



JIEKApCTBEHHOTO Mpenapara, KOTOpbIE MPHU YCTAaHOBJICHUU PUCKA JOJKHbI
paccMaTpUBaTHCS B Ka4eCTBE MPOOJIEMBI TT0 O€30TTaCHOCTH.

OLleHMBAIOTCA PUCK W MEPHI IO MPEIOTBPAIICHUIO CIy4alHOTO
MpOrIaThIBAHUS TN IPYTUX CIy4Jaen HeTpeTHAMEPEHHOTO
HCIIOJIb30BAHMS IETHMH.

Omubku npu NpueMe JICKapCTBEHHOTO Ipernapara, BBISBICHHBIC B
X0JiIe pa3pabOTKu TPOAYKTa, BKIOYAs KIMHUYECKHUE HCCIICIOBaHUS,
JOJDKHBI OBITH PAaCCMOTPEHBI, a TakKXKe JIOJbKHA OBbITh Mpe/CTaBICHA
nHpoOpMaIUsg O caMHUX OINMMOKax, HMX IMOTCHIUAIBHBIX NPUYMHAX U
crocobax mX ycTpaHeHus. B ciydae HE0OXOOUMOCTH clienyeT yKa3aTh,
KaKUM 00pa3oM BC€ yKa3aHHbIC PUCKH ObUIM NMPUHSITHI BO BHUMaHUE Ha
OKOHYATEJIbHBIX CTAUAX Pa3paOOTKH JICKAPCTBEHHOTO Mperapara.

B cnyuae ecin B X0/i€ MOCTPETUCTPAIIMOHHOTO IMEpUOJa OBbLIH
BBISIBJICHBI ~ HEXEJATeJIbHBIC  PEAKIMH, SBUBIIUECS  PE3YyJbTaTOM
MEJIUIIMHCKUX OIMMOOK, OHM JOJKHBI OBITh PACCMOTPEHBI B OOHOBIICHUH
[TYP u npeyioKeHbl MyTH MUHUMU3ALUK OIIHOOK.

B cnyuae u3MeHeHHSX cocTaBa W JIO3UPOBKU JIEKAPCTBEHHOTO
mpernapara puck BO3HUKHOBEHMs OIMMOOK MPH MpUEME JIEKaPCTBEHHOTO
mpernapara  JIOJKEH paccMaTpUBaThCs B KAadyecTBE MPOOJIEMBI IO
0€30MMacHOCTH, a MeEpbl, KOTOphle OYAyT MPEANPUHSITHI JepiKaTeieM
pPETUCTPAIIUOHHOTO YIOCTOBEPEHUS TUTSt MpeI0TBpaICHUS
MepenyThIBAHUS MEXKIY CTapbIM W HOBBIM JICKAPCTBEHHBIM MPENapaToM,
MPUBOJATCS B paMKaxX IIJJTaHAa MHHUMM3AIMK PUCKOB. OlleHUBAETCS
1[e7IeCO00Pa3HOCTh MEPONPUATUI 10 MUHUMU3ALIUU PUCKOB B OTHOIIICHUH
U3MEHEHUI (POpMBI MPEJCTABICHUS, pa3Mepa YHaKOBKU, ITyTH BBEICHUS
WJIY MPOYUX XapaKTEPUCTUK BBIITYCKAEMOI0 JIEKAPCTBEHHOTO Mpemnapara.

Ecnu nekapcTBeHHBIM mpenapaT JOJDKEH NPUMEHSTHCSA BMECTE C



MEIUIMHCKUM YCTPOMCTBOM (BCTPOEHHBIM WMJIM HET), HEOOXOAMMO
paccMoTpeTh Bce (haKTOpbl OMACHOCTHU, KOTOPBIE MOTYT MPEJCTaBIISIThH
PHUCK ISl TAllMeHTa (HEUCIIPABHOCTh METUIIMHCKOTO YCTPOKCTBA).

6.2.5.2.6.5. Monyns CVI IIYP. Pazgen «OcoOble acreKThl
MPUMEHEHUS B TIEAUATPUNY.

B nmanmHOM pa3zgene paccMaTpuBarOTCS  CIEAYIONIUME  ACIHEKThI
WCIIOJIb30BAHUSI  JIEGKAPCTBEHHBIX  MpenapaToB B  NEAUATPUU, HE
yka3zaHHble B MmoayJse CIV ITYP:

a) MpoOJeMbl, BBISIBICHHbIE B  IUIaHE  NEJUATPUUYECKUX
UCcIe0BaHUM. Y Ka3bIBalOTCs JI00bIE PEKOMEHIalUK 110 TIOCIEYIOEMY
JUIUTETbHOMY MOHHUTOPUHTY Oe30macHoCcTd U 3(P(EKTUBHOCTH TIPH
NPUMEHEHUHU Y TMAlUEHTOB MeAuaTpuuecKon momyisuuu. B ciiydae eciu
JAHHBIA acleKkT OoJiee HE SABISETCS MPEIMETOM OIMACEeHUW 10
0€30IaCHOCTH, JIOJDKHO OBITh JTaHO COOTBETCTBYIOLIEE OOBSACHEHHE MU
000CHOBaHUE.

[IpennoxxeHuss O TPOBEAECHUM OMPEACIICHHBIX JIOJTOCPOUYHBIX
NEIMaTPUUECKUX HUCCIEOBAaHUN HEOOXOJMMO PacCMOTPETh HAa MOMEHT
oJayu 3asiBJICHUS Ha BBEJCHUE IMEAHATPUYECKUX IMoKazaHui. Ecium
CYIIECTBYIOT COMHEHHMSI B OTHOIIEHMH HEOOXOJUMOCTH JIaHHBIX
JOJITOCPOYHBIX METUATPUUECKUX UCCIEAOBAHUM, HAJICKUT MPEICTABUTD
COOTBETCTBYIOLIME OOOCHOBAHUS;

0) moTeHUMan Mg [EeAUATPUYECKOrOo  HCIOJb30BaHUS  BHE
YTBEPKJICHHBIX TOKa3aHWl K mpuMeHeHuto. ClenyeT OIEHUTh PUCK
MIPUMEHEHUS JIEKAPCTBEHHOTO MpenapaTa BHE YTBEPKJICHHBIX MMOKa3aHUN
K MPUMEHEHHMIO Yy TMeIUaTPUYECKON MOMyJslud JU00 Kakou-mubo ee
4acTH, B CIIydae €CJId HO30JIOTHsI, SIBJISIOMIASICS 0JI00PEHHBIM MOKa3aHUEM

INPpUMCHCHUA JICKAPCTBCHHOI'O IIPCIIapaTra, TAKXKC BCTPCHACTCA H B



MeINaTPUUECKOMN MOMYJIAIUNA, HO IPUMEHEHUE Y TIOCIECIHEN HE SIBISCTCS
o100peHHbIM. Bce BO3MOXKHBIE (DAKTHUUECKHUE HAIMPABICHUS MPUMEHEHUS
JIEKQpCTBEHHOI'0 TIpernapara CileAyeT oOTpa3uTh B pazgene «OmnbIT
MOCTPETUCTPAIMOHHOTO TipuMeHeHusn» wMoayinss CV  IIYP (kak 310
yKazaHo B nmyHkTe 6.2.5.2 Hacrosiuux [IpaBun) u B paznene «Pe3ynbrars
MOCTPETUCTPALIMOHHOTO TPUMEHEHUS Y TPYII MAIMEHTOB, HE N3YYECHHBIX
B XOJI¢ KJIIMHUYECKUX uccaeaoBanuiny moayisa CV ITYP (kak 3To yka3zaHo
B MyHKTE 6.2.5.3 HacTosimux [IpaBui).

6.2.5.2.6.6. Mogyns CVI IIYP. Pazgen «lIpornosupyemoe
MTOCTPETUCTPALMOHHOE MCIOJIb30BAHUEY.

Ha npenpeructpanmonsoro I[IYP wnu nipu nmopaue 3asBiIcHUA Ha
BBEJICHUE 3HAYUTEIBbHBIX W3MEHEHUW B IOKAa3aHUS MO MEIUIMHCKOMY
MPUMEHCHUIO JEPKATeNIb PETHUCTPALMOHHOTO YJIOCTOBEPEHHS JOJKEH
NpEJACTaBUTh  MOAPOOHYIO  WHGOpPMANMIO O  MPOTHO3ZUPYEMOM
HaIpaBJICHUU PUMEHEHUS, IIPEIOIaracMoM IIPUMEHECHUN
JIEKApCTBEHHOI0 Mpernapara C TEYEHHEM BPEMEHH, IMOJOXKEHUU
JIEKapCTBEHHOI O TIpenapaTra B TEPAIeBTUYECKOM apCeHAIE.

HeoOxoaumo cpaenath OIEHKY MOTEHIMAIbHONW BO3MOXXHOCTH
MIPUMEHEHUS JICKAPCTBEHHOI'O MpernapaTa BHE OJ0OPEHHBIX MOKa3aHUU K
MIPUMEHECHMUIO.

6.2.5.2.7. Moayns CVII 1IYP. «MaentudunnpoBanubie Hu
MTOTCHIUAJIBHBIE PUCKI.

Hanueiii  Momyne IIYP comepxut wuHpOpManmuio O BaKHBIX
UICHTU(OUIIMPOBAHHBIX M TOTEHIHMAIBHBIX PHUCKAX, CBSI3aHHBIX C
WCIIOJIb30BAaHUEM JIEKAPCTBEHHOTO Tpernapara, BKJIoYas MHGOPMAIUIO O
BBISIBJIEHHBIX U MOTEHI[MAJIBHBIX HEKEJIATEIIbHBIX PEAKIHIX, BBISIBICHHOM

Hn IIOTCHIHAJIBbHOM BBaHMOﬂCﬁCTBHH C ApyruMu JICKapCTBCHHBIMH



npernaparamu, NpoJyKTaMu MUTaHUSI U APYTUMH BEIIECTBAMU, a TAKXKE O
(hapMaKoIOrHUECKUX KJIAaCCOBBIX A(PeKTax.

6.2.5.2.7.1. Moaynb CVII ITYP. Paznen «HoBbIe
UJEHTU(PUIIUPOBAHHBIE PUCKI.

B nmanHom pazjene NOMKHBI OBITH MEPEUYUCICHBI MPOOJEMbI IO
0€30IaCHOCTH, BBISBJICHHBIE CO BPEMEHHU IOCJIEIHEro MpeACTaBICHUS
[1YP, KOTOpBIE OoynyT noApoOHO MPOAHATN3UPOBAHBI B
cooTBeTcTBYIOIIEM pazaene moxyns CVII ITYP. B pganHom pazjgene
YKa3bIBAIOTCSI TMPUYUHHBIN  (QakTop mpobieMbl 1O OE€30MacHOCTH,
uHdopmalMgs O TOM, SBJISETCA JU JaHHBIM AacleKT pPHUCKA BaKHBIM
UJIEHTU(PUIUPOBAHHBIM WIM BaXXKHBIM MOTEHIIMAIbHBIM PUCKOM, J1ae€TCs
00OCHOBaHUE IO BO3MOXHBIM HEOOXOJMMBIM MepaM MHUHUMH3AINU
PUCKOB WJIM HOBBIM CIEIIMATBHBIM HCCIIEIOBAHUSIM 0 JJAHHOMY aCIEKTy
pHCKa.

6.2.5.2.7.2. Moayns CVII ITYP. Paznen «IlogpoOuas nadopmanms
0 BXXHBIX UACHTU(UIIMPOBAHHBIX U BAXKHBIX MOTEHIIUATIBHBIX PUCKAXY.

B nmanHOM pa3znene mpencTaBisercs moapoOHas uH(opManus o
Hanboliee BaKHBIX HUJCHTU(PUIIMPOBAHHBIX U BAXKHBIX IMOTEHIMATBHBIX
puckax. JlaHHBI pa3nen JOKEH OBbITh KpaTKUM U HE JIOJKEH
MPEJCTaBISITh COOOM BBIOOPKY JIaHHBIX U3 TaOJIUIl U CIUCKOB
HEXKENAaTeNbHBIX pPEakKlUi, BO3HHUKIIUX B PE3YyJbTAaTe KIMHUYECKUX
UCcCeoBaHUM, MO0 KOMMPOBaTh MpeagaraeMoe Wik (HaKTHIECKOe
coaepxanue pasaena «Hexenarenpubie peakum»y OXIIII.

[ToHsiTHE Ba)XXHOrO pHUCKA 3aBUCUT OT HECKOJBKHX (PaKTOPOB,
BKJIIOYasi BO3JICMCTBUE HA OTACIBHOTO MAIlMEHTA, CEPHE3HOCTh PUCKA U
BIIMSIHUE Ha 370pOBbe HaceneHus. JI1000il pHUCK, KOTOPHIN HOJKEH WU

MOKET OBITH BKIJIIOYEH B IMPOTUBOIIOKA3aHU HWIN TPCAYHPCKIACHUA U



Mepbl npeaoctopoxkHoctd OXJITI, HEoOXoauMo BKIIOYATh B JaHHBIN
paznen. B3zanmonencTBrs, UMEIOINE BAXKHOE KIMHAYECKOE 3HAUYCHUE H
BaXKHbIE (hapMaKOJOTHUECKUE KIAacCOBble 3(P(DEKThI, TaKXe CIeIyeT
BKJIIOYATh B JaHHBIA paznen. KpoMe Toro, pucku, KOTOpble OOBIYHO HE
HACTOJIBKO CEpPbE3HBI, YTOOBI B OTHOIIEHUH UX TPEOOBAIUCH KOHKPETHBIE
NPEIYNPEKACHUS WX  MEPBl  IPEJOCTOPOKHOCTH, HO  KOTOpBIE
BO3HHUKAIOT B OTHOILICHWH 3HAYUTEIIBHOM YacTH HCCIEAYEMOW TPYIIIbI
HACEJICHUS, BIUSAIOT HA KQUECTBO KM3HU MAllUEHTa, YTO MOXKET IPUBECTHU
K CEPBbE3HBIM IIOCJIEACTBUSAM IIPU OTCYTCTBUM HAJUJICKAIIETO JICUCHUS
(HanmpuMep, CUJIbHAs TOIIHOTA W PBOTA, CBA3aHHAA C XUMHUOTEpaNuei
WJIM WHOW JIEKApCTBEHHOU Tepamnueil), cieayeT pacCMOTPETh Ha MpeaMET
BKJIFOUCHUS B JIAHHBIN pa3ae.

JIist HEKOTOPBIX JIEKAPCTBEHHBIX TMPENapaToB JIOJDKHBI  OBITh
pPacCMOTPEHbl PHUCKH, CBA3aHHBIE C YTWINA3ALUEH MCIIOJIb30BAHHOIO
JIEKapCTBEHHOr0  mpenapara (Hampumep, Il  TpaHCIAECPMAIbHBIX
racteipeit). Takyke MOTyT OBITh CiIydad BOSHUKHOBEHHMS DKOJIOTUUECKOMN
OMAaCHOCTM TIpM  yTWIH3AlMU  JIEKAPCTBEHHOIO Tperapara u3-3a
W3BECTHOTO MaryOHOTro BO3JEHCTBUS HA OKPYIKAIOIIYIO cpeay (Harmpumep,
BEIIIECTBA, KOTOPBIE SBISIOTCS OCOOCHHO OMACHBIMU JUIsl BOAHOU (hIIOPHI
U (hayHbI U KOTOPBIE HE IOJKHBI OBITh YTUIIM3UPOBAHBI HA CBAJIKAX).

[IpencraBnenue AaHHBIX O pHUCKaX JIOJDKHO BKJIIOYAaTh B ceOst
CJIEAYIONLYIO0 MOJPOOHYI0 HHPOpMAITUIO:

4acToTa;

BO3JICIICTBHE Ha 3JI0POBbE HACEJIICHUS (CTENEHb TSKECTH,
CEPhE3HOCTh, 00PATUMOCTh, UCXO/);

BO3JICHCTBUE HA OTJEIBHOTO MalMeHTa (BIUsIHUE HAa KaYECTBO
KU3HU);



dakTopel pucka (B ToM yucie (haKTOpbl, Kacarouluecs MalueHTa,
J03Bbl, IEPUOJ PUCKA, AIIUTUBHBIE UM CUHEPTUYHbIE (DAKTOPHI);

IpPEeIOTBPAaTUMOCTh (TO €CTh NPEACKa3yeMOCTh, BO3MOXHOCTb
IPEeIOTBPATUTh PA3BUTHE WM BO3MOXKHOCTH BBISIBJICHUS Ha HA4aJbHOM
aTane);

BO3MO>KHBIN MEXAHU3M Pa3BUTHS;

UCTOYHUK JAHHBIX U YPOBEHb JI0KA3ATEIBbHOCTH.

JlaHHBIE IO YACTOTE Pa3BUTHSI JOJIKHBI OBITh MPUBEIEHBI C YUYETOM
JOCTOBEPHOCTM M YKa3aHWEM HMCTOYHUKA JAHHBIX IO 0O€30MacHOCTH.
Yactora pa3BUTHS HE JAOKHA OLEHUBATHCS HAa OCHOBAaHHUMU JaHHBIX
CHIOHTaHHBIX COOOILEHUI, IOCKOJbKY [aHHBI METOJ HE€ II03BOJIAET
BBITMIOJIHATh OLEHKY MapaMerpa 4YacTOThl € TpeOyeMbIM YpPOBHEM
JOCTOBEpPHOCTU. EcCnM B OTHOLIEHWM BaXKHBIX MJIEHTU(OULIHPOBAHHBIX
pPUCKOB ~ HEOOXOIMMO  BBIUMCIUTH  TOYHYHO  4YacTOTYy,  CJIEAyeT
OCHOBBIBATHCSI HA CHUCTEMATHYECKUX UCCJIEAOBaHUSAX (Hampumep,
KJIIMHAYECKUE MCCIIEIOBAHMS WA SMUIAEMUOJIOTMYECKUE HCCIEIOBAHUA),
B KOTOPBIX M3BECTHO TOYHOE YHCJIO IMAIMEHTOB, IIOABEPrarOLIuXCs
BO3JICUCTBUIO JIEKAPCTBEHHOI'O Ipemnapara, M YUCIO NaUUEHTOB, ¥y
KOTOPBIX OTMEYaJNoCh IpOsIBJIEHUE COOTBETCTBYIOIIETO
UJEHTU(ULIMPOBAHHOTO PUCKA.

JIoKHO OBITh YKa3aHO, KaKOW MCIIONb3YETCsl OKa3aTelb YacTOThI,
TO €CTb B KaKuX €JIMHUIAX HW3MEPEHHUS BBIPAKEH 3HaAMEHaTEelb
(Hanpumep, KOJIMYECTBO NAMEHTOB, NAMEHTO-THEW WIIM SKBUBAJICHTHBIX
equHull (Kypchl JIeUCHMs, pelenThl U T.J4.)). Takke cleayeT ykaszaTh
JOBEPUTENIbHBIE MHTEpBAJbI. [Ipn MCHONb30BaHUM €OUHULBI U3MEPEHHUS
«KOJIMYECTBO MAIIMEHTOB B YCTAHOBJICHHBI IPOMEXKYTOK BPEMEHU»

HEOOXOAMMO OCHOBBIBATHCS Ha MPEIIOJOKEHUH O TOM, YTO (PYyHKLHUS



OMAacCHOCTH JOJDKHA OBbITh TPAaKTHUYECKU TMOCTOSHHOM B TEUCHHUE
MOCJIEIYIOIIEro BpeMeHU. B MpOTUBHOM cilyyae ee cieayeT pa3OouTh Ha
COOTBETCTBYIOIIIUE KATErOpWH, B paMKax KOTOPHIX BBIMOJIHSAETCS
MPEANONIOKEHUE O TIOCTOSHCTBE. OJTO OCOOEHHO BaXHO, €CJIHU
JUTUTEILHOCTD JICUCHUSI TPEACTaBIsIeT co0oil ¢akTop pucka. B cmydae
HEOOXOJIUMOCTH CJIEAYET OIpPEAeIuTh IMepruoj] HauOOJBIIEro pHUCKa.
YacroTa naeHTU(PUIIMPOBAHHOTO PUCKA JIOJKHA OBITh MPECTaBICHA IS
MOMYJALMKA B I1EJIOM M JUISI COOTBETCTBYIOIIUX IMOMYJISIIITUOHHBIX
MOATPYIIIL.

Urto  KacaeTcss  BaXXHBIX  HJACHTU(UIIMPOBAHHBIX  PHCKOB,
HEOOXOIMMO TIPEACTAaBUTh HH(POPMAIIUIO O TMPEBBIIMICHUH YaCTOTHI
pPa3BUTHS TAKOBBIX B TpyIle cpaBHEeHUs. HeoOXoaumo Takke 0000IMHTh
JAHHBIE IO BPEMEHU JI0 Hadajla Pa3BUTHS HEXKENATEIbHBIX COOBITUU C
HCITOJIb30BAHMEM METOJOB OIICHKM BBDKHMBaeMOCTH. MokeT OBITh
HCIIOJb30BaHa (DYHKIIUS COBOKYIHBIX PHUCKOB I IIPEACTABIICHHS
JAHHBIX MO KYMYJSTUBHOM BEPOSITHOCTH PAa3BUTHUS HEXKeEJIaTEIbHBIX
PEAKIIUNA.

B oTHOIIEHNM MOTEHIMAIBHBIX PUCKOB HEOOXOAUMO MPEJACTaBUTH
JaHHbIE O Oa3ucHOM uyactoTe (pacnpoCTPAaHEHHOCTH) B  IIEJIEBOM
MOMYJISIUAHN.

B IIVP, BxmwouaromeMm B ceOd eIUHUYHBIC JIEKApCTBEHHBIE
npernaparbl, PHUCKH, KacawIuecs HEMOCPEICTBEHHO IOKa3aHUuM K
NPUMEHEHUIO WJIM COCTaBa, Kak MPaBUJIO, PACCMATPUBAIOTCA Kak
OT/ENIbHbIE MPOOJEMbl 1O 0O€30MacHOCTH (Hampumep, clydaiHoe
BHYTPUBEHHOE BBEJCHHE MOJXKET TMPEJICTABIATh €000 mpobieMy I10
0€301acHOCTH JIJIs1 OTJIEJIbHOTO JIGKAPCTBEHHOTO MpernapaTra Kak sl €ro

nepopagbHOil JIeKapCTBEHHOM (OpMBbI, Tak (OPMBI ISl MOAKOKHOTO



BBEJICHUS).

B IIYP, Brximwougaromem B ce0sl HECKOJbKO JIEKAPCTBEHHBIX
MpernapaTroB, KOTOPbIE MOTYT HWMETh 3HAYUTENIbHBIE pa3inuusl B
OTHOIICHUU  UJICHTU(UIIMPOBAHHBIX W  MOTEHIMAIbHBIX  PHUCKOB,
1eJecoo0pa3Ho KiIacCu(UIIMPOBATh PUCKH, YTOOBI MOKAa3aTh, KAKOW PUCK
MMEET OTHOLIEHHE K KaKOMY JIEKapCTBEHHOMY Iipernapary. B manHou
KJ1IacCU(UKALMKU HEOOXOUMO MPEyCMOTPETH CIAEAYIOIINE 3ar0JIOBKU:

a) PHUCKHM, CBsSI3aHHBIE C JICUCTBYIOIIUM BeIIeCTBOM. B 3Ty
KaTErOpUI0 MOTYT BXOJUTh BaXHbIE WJICHTU(MUIMPOBAHHBIE WIU
NOTEHIMAIbHBIE PUCKH, OOIIME HJii BCEX COCTABOB JIEKAPCTBEHHBIX
npenaparoB, CIOCOOOB BBEACHUS U I1EJIEBbIX TPYyNI HaceIeHUs.
BeposiTHee Bcero, B JaHHYIO KaT€TOPUIO MOMaAET OOJBIIMHCTBO PUCKOB,
XapaKTEePHBIX 151 OOJBIIMHCTBA JIEKAPCTBEHHBIX MPENAPaTOB;

0) pUCKH, CBSI3aHHBIE C OINPEJEICHHBIM COCTAaBOM WJIM CIOCOOOM
BBeacHus. Moryt Bkimwuarcs B IIYP ¢ naByms JsekapCTBEHHBIMHU
dbopmaMH JIEKapCTBEHHOro Tipenapara (Hampumep Ha dopmy Ui
BHYTPUMBIIIIEYHOTO BBEJICHHUS MPOJOHTUPOBAHHOIO JIEUCTBUS U (HOpMY
U1 TEPOPATBHOrO BBeneHUA. [lpr 3TOM NOMOJHUTEIBHBIE PHUCKH,
Kacaroluecs CIy4ailHOr0 BHYTPUBEHHOTO BBEICHHS, OUEBHUIHO, HE OYIyT
KacaThCsl JICKAPCTBEHHBIX MPENAPATOB ISl IEPOPATHHOTO BBEICHNUSA);

B) PHUCKH, CBsI3aHHBIE C IIejeBoi momyssuuen. [lenuatpudeckas
MOMYJISAIUS MPEJICTaBIsET cO00M HamboJiee OYEBUIHBIM MPUMED 11EJICBOM
MOMYJALMKA, B  OTHOIIEHHM  KOTOPOM  MOTYT  MPOSBISATHCS
JOTIOJTHUTEIbHBIE PHUCKH, Kacaromuecs (U3HUYECKOTO, MCUXUYECKOTO H
MOJIOBOTO PAa3BUTHUS, YTO HE OyJeT MNPUMEHHUMO K JIEKQpCTBEHHOMY
npenapary, NpPeJIHA3HAYEHHOMY  MCKJIIOYHMTEIBHO IS B3POCIHBIX

MMalMeHTOB;



I') PUCKH, CBS3aHHBIC C TEPEXOJIOM Ha OTMYCK JIEKAPCTBEHHOTO
npemnapara 0e3 perenra.

6.2.5.2.7.3. Monyns CVII I1YP. Paznen «neHtuduuupoBaHHbie U
MOTEHIIMAIbHBIE B3aWMOJICHCTBHS, BKJIOYAIOIIAE B3aUMOJICUCTBUS C
IPYTUMH JIEKAPCTBEHHBIMU MPENapaTaMu U MPOAYKTAMU MUTAHUS.

NnentudunpoBanHble U NOTEHIUANbHBIE (PapMAKOKMHETUUYECKUE
U (hapMakoIMHAMUYECKHE B3aUMOJIEHCTBHSI HEOOXOAMMO pacCMaTpUBATh
KaK B OTHOIICHHHM CXEM JIEYEHHUS MO OJIOOPEHHBIM TIOKa3aHUsIM K
NPUMEHEHUIO, TAK U B OTHOILIEHUH HAHOOJEE YacTO HCIOJIb3YEMBIX B
[[EJIEBOM  TMOMYJISIMM  JICKAPCTBEHHBIX TMpemnapatoB. Jig  Kaxjaoro
BO3JICHCTBUS CeAyeT 0000NUTh UMEIOIIHNECS JaHHbIC U JI0KA3aTeIIbHYIO
0a3y, MOATBEPXKAAIOIIYI0 B3aUMOJEHCTBHE W BO3MOXHBIM MEXaHU3M.
[IpoBoguTCs  OLEHKAa TMOTEHUUAIBHBIX PHUCKOB  JUJII  3JI0POBBA,
BO3HUKAIOIINX [0 PAa3JIMYHBIM IOKa3aHUSM M B Pa3JIMYHBIX TPYIIIAX
HacesieHusi. KUIMHMYECKW  BaKHbIE B3aMMOJICUCTBUS  HEOOXOIUMO
BKJIIOYUTh B paznen I[IYP 00 umaeHTUdUIIMPOBAaHHBIX U MOTCHIIMAIBHBIX
pHUCKax.

6.2.5.2.7.4. Monyns CVII IIYP. Pazgen «®apmakoiaoruueckue
KJIaCCOBBIE 2P (DEKTHI.

B nmaHHOM paszenie JaroTCsi XapaKTEPUCTHUKA M OIEHKA BaXKHBIX
PUCKOB, CBOMCTBEHHBIX JIJIs1 (hapMaKoJIOruyeckoro kinacca. OineHuBaeTcs
COOTHECEHHE YaCTOThl PA3BUTHUSl HEKEIATENIbHBIX PEAKUHN TpHU
MIPUMEHEHUHN JIEKAPCTBEHHOIO MpENapara ¢ 4aCTOTOM, XapaKTEpHOU st
JIPYTUX JICKAapCTBEHHBIX MpernapaToB JaHHON (apMaKoIOTHUUECKON
IPYIIIIHIL.

Ecnu puck, BOSHUKHOBEHHE KOTOPOTO SBJISIETCS OOIIUM JJIsl IPYTUX

JICKAPCTBCHHLIX IIpCIIapaToB (bapMaKonomquIcoro KJlaCcCa, HC CUHUTACTCA



npo0eMoil 1o O€30MaCHOCTH B OTHOUIEHUHU JIEKAPCTBEHHOTO Ipernapara
U, CJIEIOBATENIbHO, HE BKIIIOYAETCS B MEPEUYeHb UACHTU(ULUPOBAHHBIX U
NOTEHLIUAJIBHBIX PUCKOB, B JIaHHOM pa3felie HEOOXOAUMO MpPEACTABUTH

MOATBCPIKAAOIUC 3TO A0KA3ATCIILCTBA.

6.2.5.2.8. Monyns CVIII ITYP — o0oOmenHass uHpopManus Mo
npoOieMaM 0e30MacHOCTH.

B wmonyne  ykaseiBaeTcsi — 0o0oOmieHHass — wHGOpMaus 1O
OnpeaeIsIeMbIM npobyieMam o 0€3011acHOCTH, KOTopas
KJIaCCUPUIIUPYETCS KaK:

a) BaXXHBIM UICHTU(PUIUPOBAHHBIN PUCK;

0) BayKHBIM MOTEHIMAIBHBIN PUCK;

B) BayKHAs OTCYTCTBYIOIIasi HH(poOpMaIus.

Ecmu IIYP BriIrOYaeT HECKOJBKO JIEKAPCTBEHHBIX IIPEINApPATOB,
1eIecoo0pa3Ho B JaHHOM  MOJyJie  pasjelieHue  0O0OOIeHHOU
uH(popmaluu mo mpodiieMam Mo O€30MaCHOCTH Ha TPYMIbI (AaHATOTUYHO
MpeJCTaBIeHUI0 AaHHbIX B paznenax monayias CVII IIYP). Ilpu stom
JOMYyCKAaeTCsl HWCIIONb30BaTh MpEJCTaBlIeHre HWHGOpPMAIUU B  BUJE
CJIEIYIOIIUX TPYIIIL:

npo0JIeMBbI IO O€30MaCHOCTH, CBA3aHHBIE C IEUCTBYIOIIUM
BEIIECTBOM;

npoOjemMbl MO  OE€30MaCHOCTH, CBA3AHHBIE C  ONPEIEICHHBIM
COCTaBOM HJIA CITOCOOOM BBEJICHUS;

npo0JIEMBI IO OE30ITaCHOCTH, CBA3aHHBIE C LIEJIEBOW MOy JISIIIUEH;

npobaemMbl 0 0e30MacHOCTH, CBSI3aHHBIE C MEPEXOJIOM Ha OTITYCK
JIEKapCTBEHHOTO Mpemnapara 0e3 perernra.

6.2.5.3. Hacts III [TYP — nnan o gapmakoHaazopy.

[enpto maHa mo (apmMakoHAA30pPY SBISIETCA OMPEAEIICHUE TOTO,



KakKuM  00pa3oM  JepkaTellb  PErHUCTPAMOHHOTO  YIOCTOBEPCHHS
IJIAHUPYET Jajiee BBIABIATH U (MIIM) XapaKTepH30BaTh PUCKHU, YKa3aHHBIC
B TpeOoBaHMsAX 10 Oe3omacHoctH. Ilman 1o  ¢dapmakoHam3opy
MPEACTABIACT COOOW CTPYKTYPHUPOBAHHBIM IUIaH, pa3paOOTaHHBIMA C
IEJIBIO;

BBISIBJICHUSI HOBBIX TIPOOJIEM 10 0€30MMacHOCTH;

TaJbHEHUIIEH  XapaKTEePUCTUKHM  HM3BECTHBIX  MPOOJIEM MO
0€30I1acHOCTH, BKIIFOUAs OIpeieicHrne (pakTopoB pucCKa;

UCCIICIOBAHUS  JICUCTBUTEIBHOTO  HAJW4YUA  IMOTCHIMATbHBIX
po6JieM 1o 0€301aCHOCTH;

OMpeNIe/ICHUsT METOJOB TIOJNyYCHHUS BaXHOH OTCYTCTBYIOIICH
uHpopmaIuu.

[Inan mo (apmakoHan30py MOKEH OBITH OCHOBAaH Ha MpoOsiemMax
no Oe3omacHocTH, 0000meHHBIX B moayie CVIII gactu 11 TTYP —
crierudukays mo 6€30MacHOCTH.

JlesiTenbHOCTH TI0 (papMaKOHAA30PY MOIPA3ALIACTCS HA PYTUHHBIC
MEpONPHUATHS 110 (hapMaKOHAI30Py M JOMOJHUTEIBHBIC MEPOIIPHUITHS 10
dbapmakoHamzopy. B oTHomeHnn kaxxaoil mpobsieMbl Mo 0e30MacHOCTH
JepKaTellb PErUCTPAMOHHOTO YIOCTOBEPECHHUS JOJDKEH IEePEUUCITHTh
3aITAaHUPOBAHHBIE CO CBOCH CTOPOHBI MEPOIIPHUATHS 110 (DapMaKOHAI30DY.
[Inaner mo QapmakoHAA30py MOJDKHBI OBITH COpa3MEpPHBI pHUCKaM
MPUMEHEHHUS JIEKapCTBEHHOTO Tipernapara. Eciu pyTHHHBIE MEpOTPUSITHS
mo ¢apMaKoHaI30py OOOCHOBAHHO OIEHMBAIOTCSA KaK JOCTATOYHBIC IS
obecriedeHrsT HAJJICKAIIETO TMOCTPETUCTPAIIMOHHOTO  MOHHUTOPHHTA
0€30macHOCTH W HE TPEOYIOT IOMOJHUTEIBHBIX JIEUCTBUHN (Hampumep,
HcClIeOBaHUi  O€30IMacHOCTH), HEOOXOAMMO  OCHOBBIBAThCSA  Ha

«pYTUHHOM (hapMaKOHAJ[30pe», HAMPABIECHHOM Ha JaJIbHEUIITYI0 paboTy ¢



npobJyieMaMu 1Mo 6€30MacHOCTH.

6.2.5.3.1. Yacte III IIYP. Pa3znen «PyrtunHBIE MeEpomnpuaTHs MO
(dhapMakoHa30PY».

PytunHbie MepompustHs 10 (papMakoHAA30py TPEICTABIISIIOT
co0Ol KOMIUIEKC MEPOTNPUSITHI, PETYJSIPHO MPOBOAMMBIX JepiKaTelieM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS C LENbI0 O00ECIeYeHHUsT BBITTOJTHEHUS
TpeOOBaHUI 3aKOHOAATENBCTBA M0 PapMaKOHAI30Py TOCYAAPCTB-UJICHOB.
Macrep-daiin  cucteMbl  ¢dapMakoHaI30pa  COACPKUT  MOJIPOOHYIO
uH(DOpPMAIIMIO O CHUCTEMax M TMPOIECCax, peaTu3yeMbIX IeprKaTeieM
PETHCTPAIIMOHHBIX yIOCTOBEPEHUN [JIsi MOCTHKEHUSI YKa3aHHOW eIy,
nanHas nHopmanus He nyonupyercs B [TYP.

VYTIOTHOMOYEHHBIN OpPTaH TOCyJapCcTBa-wWieHa BIPaBE MPEIIOKHUTH
JEpKATeII0 PETHUCTPAIIMOHHOTO yIOCTOBEPEHUS U3MEHHUTH JICHCTBYIOIIHE
nporieaypsl  cbopa, Bepudukaluyd, OICHKH W  IPEACTABICHHS
uHopMallMd O HEXKeNaTeIbHbIX pEeaklIMsIX, MOJYyYEHHOM B paMKax
CIIOHTAaHHOTO pemnopTUpoBaHusi. B 3ToM ciydyae B JaHHOM pasjene
JepKaTellb PErUCTPAITMOHHOTO yIOCTOBEPEHUS MPUBOIUT MOSCHEHHE IO
W3MEHEHUSIM B PYTHHHBIX MEPONpUATHH 1O  (apMaKoHAA30pY,
BHECEHHBIM COTJIACHO  MPEJJIOKEHUSIM  YIOJHOMOYEHHOTO  OpraHa
rocyJapcTBa-4JjeHa.

Ecim  nmnsg  BBIIONMHEHWS  PYTUHHBIX ~ MEPONPHUATHA  TI0
dbapMakoHam30py  AEpKATENI0  PETUCTPAIMOHHOTO  YIOCTOBEPEHHUS
TpeOyeTcsi COCTaBUTh CIEHHAIbHBIE OMPOCHUKU MO MOCIEAYIOIIEMY
HAOJFOZICHUIO 332 HEXENATeIIbHBIMA PEAKIIUSIMH WU €CIIM OH TUTAaHUPYET
WCITOJTh30BAThH CrieIuaIbHbIC OTIPOCHUKH TUTST MOJTyIEHUS
CTPYKTYPUPOBAaHHOW WH(POPMAIIMM O BBISIBJICHHBIX HEXKEIATSIbHBIX

peakiusixX, MPeACTaBISIOMIUX 0COOBIM UHTEpEC, TO B MpUiiokeHUH No 6 K



IIYP  nepxarenp  pEeruCTPallMOHHOTO  YJIOCTOBEPEHUS  JIOJDKEH
NPEACTABUTh KONUHU JIaHHBIX ONPOCHHUKOB. VcoNb30BaHuE CrielMalbHBIX
ONPOCHUKOB TIO TMOCJEIYIOUIeMY HaONIOACHUIO 3a PENOPTUPYEMBIMU
MO/I03PEBAEMBIMU HEXKENIATEIbHBIMUA PEAKIMSIMU OTHOCUTCA K PYTUHHBIM
MEpONPUSITUSIM IO (hapMaKOHAI30PYy.

6.2.5.3.2. Yacrts III. ITYP. Paznen «/lonmoaHuTENbHBIE MEPOTIPUSITHUS
1o (hapMaKOHA30PY».

Jlepkatenb pErucTpalioOHHOTO YAOCTOBEPEHUS NOJHKEH OIEHUTh
CUTYyallM¥, B KOTOPBIX TpeOyeTcsl NPHUHITHE AONOIHUTENBHBIX MEp IO
dapmakoHa30py MO NPUYMHE HEBO3ZMOXHOCTU JOCTHXKEHMSI LENH IO
HaJUIeKAIlled OLIEHKE M U3YYEHUIO pPHUCKAa MpPU TOMOIIU PYTHUHHBIX
MeTOJI0B (papmMakoHaa30pa.

Lenu MOMOJHUTENBHBIX MEPONPUATHI O (apMaKoHAA30py, Kak
paBUJIO, PA3IMYAIOTCS B 3aBUCMMOCTH OT MPOoOJIeM Mo 0€30IacHOCTH, Ha
KOTOpblE OHM HampaBieHbl. lcciaenoBaHuss B pamMKax IUIaHa IO
(dbapMakoHaI30py JOJKHBI  OBITH  CBA3aHBl C  IpoOJieMamMu  TIO
0€30macHOCTH, 0003HAYEHHBIMU B crieluduKanuu 1mo 6€30macHOCTH, BHE
3aBUCUMOCTH OT TOTO, HAallEJEHbl HCCIEIOBAHUS Ha BBIABJICHUE W
XapaKTEPUCTUKY PHUCKOB WM TOJBKO HAa OLEHKY 3()PeKTUBHOCTH
MEpONPHUATHI IO MUHUMU3ALUU PUCKOB. [lepkaTesb perucTpalioOHHOTO
YAOCTOBEPEHHs  JIOJDKEH  BKIIOYWTH  CHOJla BCE  HMCCJIEAOBaHUA,
HAIpaBJICHHbIE HA M3yYE€HHE U OLEHKY NIpolbiieM Mo 0e30MacHOCTH, a
TaK)K€ MCCJIEIOBAHMS, KOTOpbIE MOTYT MPEIOCTABUTh TOJE3HYIO
uH(popMaLKIo M0 O€30MaCHOCTH, XOTS MPHU 3TOM OLIEHMBAEMBIE B paMKax
ITYP mnpobGieMbpl MO 0O€30MaCHOCTH MOTYT HE BXOJHWTh B YHCIO
INPUOPUTETOB HCCIEAOBAaHUA. OTH HCCIEIOBAHUS BKIIOYAIOT B CeOs

MNOCTPCTUCTPAIMOHHBIC HCCIICAOBAHUNA 6630HaCHOCTI/I, HCCIICOOBAHUA B



o0nacTu (hapMaKko3UIEMUOIOTUH, (apMaKOKMHETUYECKUE
UCCJIEAOBaHUs, KIMHUYECKHE HCCIEIOBAaHUS WINW JONOJHUTEIbHBIE
JNOKJIMHUYECKHE uccaenoBanus. [Ipyu nmpoBeeHNN JaHHBIX UCCIETOBAHUI
CJIelyeT PYKOBOJICTBOBATHCS MEXIAYHAPOAHBIMHU JIOTOBOPAMU U aKTaMH,
coctapisitomuMu 1ipaBo  Coro3a, M 3aKOHOJATEIBCTBOM TOCYAApCTB-
YJICHOB.

[IpoTOKOJIBI HCCIEOBAaHUK B paMKax IUIaHA MO (papMakoOHAA30py U
pe3lOME OTYETOB MO pe3yJibTaTaM HWCCIEIOBAaHUN, BBIOJHEHHBIX B
paMKax JOMOJTHUTENBHBIX MEPONPHUATHN MO (PapMaKOHAI30PY, ITOTKHBI
OBITH MPEICTaBIEHBI B MpUIokeHusX k [TYP.

BiusiHue HOBBIX JaHHBIX Ha COOTHOLIEHHE «II0JIb3a — PHCK»
JIEKapCTBEHHOTO Tpernapara JIOJKHO OBbITh  THIATENBHO  OLIEHEHO,
crenuduKaiys mo 0e30MacHOCTH, TUIaH Mo (GapMaKoOHAA30py U IUIaH IO
MUHUMU3AIUA PUCKOB JOJDKHBI OBITh JOPaOOTaHbl COOTBETCTBYIOIIUM
00pa3oM ¢ y4eTOM IOJIYyYEHHBIX JaHHBIX 110 0€30MaCHOCTH.

6.2.5.3.2.1. OcoOble cuUTyallUM 1O MOCTPETUCTPALUOHHBIM
UCCJIEA0BaHUSIM 10 O€30MaCHOCTH.

UccnenoBanus >QQPekTUBHOCTH MEp MO MHUHHUMHU3AIMH PUCKOB
clieyeT BKIIOUHWTh B IUIaH MO (hapMaKOHAJI30py BMECTE C OCOOBIMU
dbakTOpaMu OMACHOCTH, a TaKXe MOJAPOOHO oOmucaTh B IIJIAHE TIO
MUHHUMH3aUUA PUCKOB. OHM JTOJDKHBI BKJIIOYATh CIIEIYIOLINE OCHOBHBIE
acIeKThl (HO HE OrpaHUYMBATHCA UMU):

UCCIIEIOBAHUST UCIIOIb30BaHUs JIEKAPCTBEHHBIX IMPENAPATOB MOTYT
MPOBOJIUTHCS O TPEOOBAHUIO YIMOJIHOMOYEHHBIX OPraHOB TOCYIApCTB-
YJICHOB JJI1 MOHHUTOPMHIA HWCIIOJb30BaHMS JIEKAPCTBEHHBIX IpEnapaToB
Ha ONPEIENIEHHON TEPPUTOPUH, YACTO B CBS3M C OLICHKONM MEXaHU3MOB

KOMIICHCAIITMHU TOCYAapCTBOM HACCICHHUIO CPCACTB, 3aTpadMBACMbIX Ha



pUOOpETEHNE JIEKAPCTBEHHBIX IpenapaToB. JlaHHBINA TUIT UCCIIeI0BaHUN
HEMOCPEACTBEHHO HE  NPEJHA3HAYEH I HW3YYEHHS  ACIEKTOB
0€30macHOCTH JIEKAPCTBEHHBIX MPEMapaToB, HO MOXET JaTh IMOJE3HYIO
uH(OpMaIIMIO O TOM, SBISIOTCS JU MEPONPUATUS 1O MHUHUMHU3ALMNU
pucCKOB 3(PEeKTHUBHBIMU, a Takke O jgemorpaduu ILEJIeBbIX TPy
HACEJICHUS;

COBMECTHBIE HccienoBanus. Eciu mnpobiieMa 1o 0e30macHOCTH
pacrpocTpaHseTcsi 0ojiee YeM Ha OJIMH JIKapCTBEHHBIN mpenapat (J11do
Ha OJHO JIEMCTBYIOIIEE BEIIECTBO MPUXOAUTCS HECKOJBKO JAep>KaTeleu
PETUCTPALIUOHHOTO YAOCTOBEPEHUS), YIIOJTHOMOYEHHBIN Opra”
rocyaapcTBa-4JieHa TOJKEH IIPEIJIOKUTD IepKATEISIM
PETUCTPALIMOHHOTO  YIOCTOBEpEHUs mpoBecT coBMecTHoe [IPUD.
[IpoBeieHrEe  COBMECTHBIX  MCCJICIOBAaHUNA  TaKXKE MOXKET  OBbITh
HEOOXOJIUMBIM B CJIydasiX, KOrja KOJMYECTBO MAaIlMEHTOB OTPaAaHUYEHO
(penkue 3a0oyeBaHWsA) WM HEOIArONMPHUATHBIC PEAKIIMU HAOIIOJAI0TCS
penKo.  YIIOJTHOMOYEHHBIM  OpPraH  TOCYJAapCTBAa-4jieHa  JOJDKEH
CIIOCOOCTBOBATh  COTJIALIEHUIO  3aMHTEPECOBAHHBIX  JiepKaTesei
PETUCTPAIMOHHBIX YAOCTOBEPEHUN pa3padoTaTh €IUHBIA MPOTOKOJ JIJIs
[TPb n coBMECTHO NPOBOJUTH MCCIENOBAaHUE. ECiM B TedueHue Cpoka,
ONPENECICHHOTO  YIIOJHOMOYEHHBIM  OpPraHOM  TIOCYyJapCTBa-4JI€Ha,
3aMHTEPECOBAHHBIE JIEPIKATEIN PETUCTPALNMOHHBIX YIOCTOBEPEHUMN TaK U
HE CMOIJIA IIPUWTH K COIVIAIIEHHUID O CO3JAHUM EIUHOI0 IPOTOKOJIA,
YIIOJJHOMOYEHHBIA ~ OpraH TroOCyJapCTBa-4j€HAa BIPABE HA3HAYUTH
npoBenenre [IPUB u ompegenuTs oOMIM OCHOBHOW MPOTOKON WU
KJIFOUEBBIE BJIEMEHTHI MPOTOKOJIA, KOTOpBIC NepHKATEIIH
PErUCTPAIIMOHHOTO  YJIOCTOBEPEHUSI JOJDKHBI OyayT coOnmrofaTh B

TpeOyeMble CPOKHU;



pPErucTp, KOTOpPBIM MPEACTaBIsA€T COOOM BHJ MPOCHEKTUBHBIX
HEUHTEPBEHIIMOHHBIX  KOTOPTHBIX  HMcclenoBaHuil. Pexomenayercs
MPEYCMOTPETh B PErUCTPE BKJIIOUEHUE TPYNIbl CPAaBHEHUS, B CBS3HU C
OTUM PETUCTp 3abojieBaHWil OyAeT SBIATHCSA, Kak TMpaBmio, Oosee
NPEANOYTUTEILHBIM, Y€M PETUCTP, OrPAaHUYCHHBIM OMNpPEaACIICHHBIM
JIEKQpCTBEHHBIM  TPENapaToOM. [IpoTokon  peructpa  JOJKEH
npeycMaTpruBaTh BHECEHUE B PEECTp JAHHBIX IO MallME€HTaM, KOTOPHIM
BBIITHCAHbl COOTBETCTBYIOIIKE JIEKAPCTBEHHBIE MPENAPAThl WM KOTOPHIE
UMEIOT OJTHO M TO K€ 3a00JICBaHHUE.

6.2.5.3.3. Yacte III IIYP. Pazmen «llnmansl peudcTBUM 1O
JOTIOJIHUTEIBHBIM MEPOINPUATHIM MO (PapMakoHAA30py B OTHOILICHUHU
po6JieM 1o 6€301aCHOCTHY.

IIpu HAJIUYUHU JOIIOJIHUTEJIbHBIX MEPOIPUATHN 10
dbapmakoHa30py, MJaH JACUCTBUN B OTHOIIEHUH KaXKI0M MpOOJIEeMbI MO
0€30MMacHOCTH  JIOJDKEH ObITh MNPEJACTAaBIEH B COOTBETCTBUU  CO
CJIEIYIOILIEN CTPYKTYPOU:

npo0bJiema o 6€30MaCHOCTH;

L[EJIb TIPEJIaracMbIX JEUCTBUN;

IpeIaracMble JeUCTBUS;

OCHOBHBIC OTaIlbl OOCHKHW M OTYCTHOCTH.

OnHOM M3 COCTaBIAIOIIMX MEp, MNpeJIaraéMblX B OTHOUIEHHUH
KaKJI0M mpoOsieMbl 10 0€30MacHOCTH, BCeTa OyIeT SBISATHCS PyTHHHBIM
dbapmakoHa130p. ITomumo IIEPEUUCIICHUS JOTIOJTHUTENIBHBIX
MeponpusaTuii B nyHKre «llpemmaraemple IeUCTBUS» TaHHOTO paszieia
ITYP, B npunoxkenuu Ne 5 xk ITYP HeoOXxoauMo MmpeacTaBUTh MPOTOKOJIBI

JUIS. TIPOBEJICHUS JIFOOBIX HCClIeAOBaHUN (B BHUE MPOEKTAa WU JIPYroro



JIOKYMEHTA).

6.2.5.3.4. Yacres III TIIYP. Pasnen «Csommas Ttabmuia 110
JOTIOJTHUTEIBHBIM MEPONIPUATUSIM 10 (PapMaKOHATZ0PY».

B nanHoMm paznene moipbkHa OBITH MpENCTaBlIeHAa CBOAHAS TaOIuIa
BCEX JIOMOJIHUTEIBHBIX MEpPONPHATHH 10 (papMaKoHAI30py, BKIIOUYAS
IJIAaHUPYEMBbIE JaThl ATAMIOB WX BBITIOJIHEHHUS.

6.2.54. Yacte IV IIYP — 1mmaH mnOCTpErucTpanMOHHBIX
uccnenoBanuil 3 PEeKTUBHOCTH.

TpeGoBanmsi K  TOCTPETUCTPAIMOHHBIM  HMCCJICAOBAHUSAM  TIO
0€30MacHOCTH OTHOCSITCS HUCKIIOUHUTENIBHO K OJOOPEHHBIM IMOKa3aHUAM
JIEKapCTBEHHOTO Tperapara, a He K UCCIEAOBAaHUSAM JIOTIOJIHUTEIbHBIX, HE
0J100peHHBIX Mokazanuil. MccienoBanus mo 6€30MacHOCTH, SIBISIOLIAECS
0cOObIMM  O0si3aTeNbCTBAMU W (WJIM) YCIOBUEM JUISl  TOJYYEHHUS
YIOCTOBEPEHUS O TOCYJApPCTBEHHOW PETUCTpAIMK, HEOOXOIUMO TaKXKe
BKJIIOYUTH B JaHHYIO yacTs [1YP.

6.2.5.4.1. Yacte IV IIYP. Paznen «lIpeacraBienue maHHBIX 00
3 PEKTUBHOCTHY.

C uenpio OOBSICHEHUS NPUUYUH TMPEIJIOKEHHBIX HCCIEIOBaHUMN
3 PEKTUBHOCTH M BKJIIOUCHHS OOOCHOBBIBAIOIMX JaHHBIX B [IYP B
JaHHOM paszferne NpeacTaBisieTcss oboOmaromas HHPOpMAIUS 10
JoKa3aHHOW A()P(PEKTUBHOCTH JIEKAPCTBEHHOTO IIperapara, a TaKxke
yKa3aHue, Ha KaKuX KIMHUYECKHUX HMCCIICIOBAHMSIX M KOHEYHBIX TOYKAX
OCHOBaHa JaHHas oleHKa. J[okHa OBITH BBIMOJHEHA OIEHKA TBEPIOCTH
KOHEYHBIX TOYEK, Ha KOTOPHIX OCHOBaHA OlleHKa 3((EeKTUBHOCTH.

B nanHom paszpene mpHBOIMTCS KpaTKasl OLlEHKa HEOOXOAMMOCTHU
OpPOBEACHUS  JAJbHEUIIUX  MOCTPETUCTPALMOHHBIX  MCCIIEIOBAHUN

() PEKTUBHOCTH MO CICTYIOIMINM aCIIEKTaM:



MPUMEHUMOCTD JaHHBIX 00 3(DPEKTUBHOCTH i1 BCEX MAI[UEHTOB B
LIEJICBOU TOIYJIAH;

(dakTopbl, KOTOpbIE MOTYT TMOBIUATH Ha 3PPEKTUBHOCTH
JIEKapCTBEHHOTO MpernapaTta B MOBCETHEBHOM MEIUIIMHCKON MIPAKTHKE;

BapuabebHOCTh TepaneBTHYECKOro 3 dexra B CyOonomysiusx.

B nannom pasznene moipkHA ObITH MpENICTaBlIeHAa CBOAHAs TaOiIuIa
3aIUIAHUPOBAHHBIX MCCJIEJOBAHUM € YyKa3aHUEM CPOKOB M OCHOBHBIX
ATANOB BBHIMOJHEHUS. [IpOEKThl MPOTOKOJOB Il TAHHBIX KIMHUYECKUX
HCCJIEIOBAHU M, BKIIFOUAtOTCA B puiiokenue Ne 7 k ITYP.

6.2.5.5. Yactp V IIYP — Meppl 0 MUHUMH3ALIMU PUCKOB.

B cootBercTBUU cO cnienudukanuei mo 0€30MacHOCTU JAepiKaTeb
PETUCTPAIIMOHHOTO  YJIOCTOBEPEHMSI  JIOJDKEH  OIEHWUTh,  KaKue
MEPOTPUSITHS 10 MHHHUMHU3AINH PUCKOB HEOOXOJMMBI B OTHOIICHHH
KaXJI0M mpobsieMbl mo Oe3omacHOCTH. [lmaH Mo MUHUMU3AIUU PUCKOB
JOJKEH BKIIIOYATh MOAPOOHYI0 HH(OpPMALMIO O MEPONPUATHUIX IO
MUHUMU3AIUA PUCKOB, KOTOPbHIE JOJDKHBI OBITh MPOBEACHBI C IEJIBIO
YMEHBIIIEHUS PUCKOB, CBS3AaHHBIX C KaXJOW U3 YCTAaHOBJIEHHBIX MPOOIEM
no Oe3omnacHoctu. [Ipemyiaraempie Mepbl MUHUMH3ALMKU 110 PUCKOB IO
KOKJIOW M3 MpoOJeM 10 Oe30IMacHOCTH MOTYT BKIIFOYATh OOjee OJHOTO
MEPONPUSITHS IO MUHUMHU3AIMN PUCKOB.

MeponpusTisi 0 MHUHUMH3AIUA PHUCKOB MOTYT COCTOSITH W3
PYTHUHHBIX MEPONPUITHI M0 MUHUMM3AIMNA PUCKOB U JIOTIOJHHUTEIBHBIX
MEpONpUITHI MO0 MHUHMMH3allMK pUCKOB. Bce MepomnpusTuss 10
MUHUMU3AIUUA PUCKOB JOJLKHBI UMETh Y€TKO 0003HAUYEHHYIO 11€J1b.

6.2.5.5.1. Yacte V IIYP. Paznen «PyTuHHBIE MEpHI 1O
MUHHUMH3ALUHA PUCKOBY.

PYTI/IHHBIG MCpPBI 110 MHHHUMMH3AIIKMK PHUCKOB BKIKOYAIOT B ceost



MeponpusITHS (IEeHCTBH), KOTOPBIE MPOBOSATCS B OTHOIIIEHUU KaXIOTO
JIEKapCTBEHHOTO IIpenapaTta. PyTHHHBIE MEpBI pacIpOCTPaHSIIOTCS Ha:
OXIIII;
MapKHUPOBKY JIEKapCTBEHHOTO TIperapara;
NMII (JIB);
pa3Mepbl yIIaKOBKH;

PEryJISATOPHBIN CTATYyC JIEKAPCTBEHHOTO MIpenapara.

OXJIII u UMII (JIB) sBiAmOTCS BaXHBIMU HMHCTPYMEHTAMHU
MUHUMU3AIUN pHCKa, MOCKOJIbKY PEACTABIISIOT coOoit
KOHTPOJIUPYEMBI M CTaHAAPTU30BaHHBIM (popMar HHPOPMUPOBAHUS
MEJIUIIMHCKUX U (papMaleBTUYECKUX paOOTHHUKOB, a TaKXKe MallMEHTOB O
JIEKapCTBEHHOM IIpernapare.

Pa3mep ynakoBKH, MO3BOJISIONINNA OTPAHUYUTEH KOJIMYECTBO €AMHUIL
BBIITMUCAHHOTO JIEKAPCTBEHHOTO IIpernapara, SBJISIETCS €Ile OJHUM U3
PYTHUHHBIX MEPONPUATHN MO MUHUMU3AIMU PUCKOB. [Ipu orpanndeHuun
KOJIMYECTBA €IMHUIl BBIITUCAHHOTO JIEKAPCTBEHHOIO Mperapara MaiueHT
BBIHY’KJIEH 00pamiaThCs K JedalleMy Bpady 4yepe3 MEHbIINE TPOMEXKYTKH
BPEMEHH, YTO ONTUMHU3HPYET MPOIECC KOHTPOJSI €ro COCTOSHUA M
COKpaTUT BpeMs €ro HaXOXkJAeHHUs 0€3 COOTBETCTBYIOUIErO HAOJIOICHHUS.
Brinmyck ynmakoBOK Ha HEOOJBIIOE KOTUYECTBO JO3UPOBAHHBIX €AUHUIL (B
OCOOBIX CITy4asiX — Ha OJIHY JO3UPOBAHHYIO €IUHUILY) TaK)KE MOXKET OBIThH
MOJIE3HBIM B CJydyae, €Clidi OJHMM H3 OCHOBHBIX PHCKOB CUMTAETCS
nepea03upoBKa.

PerynsTopHbIil cTatyc JIEKapCTBEHHOTO Iperapara, Mpu KOTOPOM
BBOJIUTCS KOHTPOJIb YCJIIOBUI €r0 OTITyCKa HACEJICHUIO, MOXET MOMOYb

CHU3UTDL PUCKH, CBA3AHHBIC C €TI0 HMCIIOJIB30BAHUCM HIIN HCIIPABUJIbHBIM



MPUMEHEHUEM. JTO MOXET ObITb JOCTUTHYTO ITyT€M PEryJIUpOBaHUS
YCJIOBH, MPU KOTOPBIX JICKAPCTBEHHBIN MIpenapaT MOXKeT ObITh Ha3HAYEH,
WJIM YCIIOBHH, MPU KOTOPBIX MAIMEHT MOXET MOJYYUTh JICKAPCTBEHHBIN
npernapar.

B perucrpanmoHHoe yIOCTOBEpEHHUE HEOOXOIUMO BKIIOYUTH
noApoOHYI0 MH(MOPMAIHIO O JIOOBIX YCIOBHUSIX, OTPAHUYECHHSIX MMOCTaBOK
WJIM UCITOJIb30BaHUU JIEKAPCTBEHHOIO TMPEINapara, BKIOYas yCIOBUsA, ITPU
KOTOPBIX JIEKAPCTBEHHBIN TMpernapar MOXKET CTaTh JOCTYHHBIM JjIs
nareHToB. OOBIYHO HSTO HA3BIBAETCS «PETYJIATOPHBIM CTATyCOM)»
JIEKapCTBEHHOT0 TMpemnapaTta. JlaHHBIA CcTaTyc BKJIOYaeT B  ce0s
uH(}OpPMAIIMIO O TOM, MOJJICKHUT JIU JICKAPCTBEHHBIN MpernapaT mpojaxe
no peuenty win 0e3 pernenta. OH Takke MOXET OrpaHUYMBATH MeECTa
pacrpocTpaHeHusl (HampuMep, OTrpaHUYCHHE NPUMEHEHHEM TOJIbKO B
CTAllUOHAPDHOM  YYpEXJEeHuu). B  OTHOIIEHUHM  JIEKapCTBEHHBIX
MpenaparoB, NPUOOPECTH KOTOPHIE MOXHO TOJBKO TIO PELENTY,
HEOOXOAMMO  BBECTH  JIOMOJIHUTEIbHBIE  yCIOBHS, a  HMEHHO
KJIacCU(PUIIUPOBAaTh UX Ha JIEKAPCTBEHHBIE Mpenaparbl, KOTOPbIE MOMXHO
pUOOPECTHU TOJIBKO MO CHEHATIBHOMY PELenTYy.

bonpmmHCTBO  mpobiieM 1O 0€30MacHOCTH  MOTYT  OBITh
COOTBETCTBYIOIIIUM OOpa3oM PEIICHBI MPU OCYIIECTBIECHUM PYTHUHHBIX
MEpOMNPUATHI M0 MUHUMM3AIMU PUCKOB. TeM He MeHee B OTHOIICHUU
HEKOTOPBIX PUCKOB PYTHHHBICE MEPOMPUSATUSI 10 MUHUMH3AIMUU PUCKOB
MOTYT OBITh HEAOCTATOYHBIMH, TOITOMY MOTYT TOTpeOOBaTHCS
JOTIOJIHUTENBHBIE MEPONIPUATHS IO MUHUMU3ALIMU PUCKOB.

6.2.5.5.2. Yacte V IIYP. Pazpen «/lonmonHuUTENbHBIE MEPOTIPUSITHUS
10 MUHUMHU3AIUUA PUCKOBY.

I[OHOJIHI/ITGJIBHBIG MCPOIIPUATHUA 110 MUHUMHU3ALIUU PHUCKOB (TO €CThb



MEpONPUSTHS, KOTOPbIE HE OTHOCATCS K PYTHUHHBIM MEPOIPHUATUSIM IO
MUHHMM3ALAA PUCKOB) JIOJDKHBI OBITh MPEIJIOKEHBI, KOI/la PYTUHHBIE
MEpOIPUATUS  SBJISIOTCA ~ HEJOCTAaTOYHBIMU i oOecreyeHus
oezonacHoro #“  3(G(EKTUBHOrO  HUCIOJB30BAHUS  JIEKAPCTBEHHOTO
npemnapara. Pan  JONOJHHUTENBHBIX MEPONPUATHI 10 MUHHMU3ALUU
PUCKOB OCHOBaH Ha croco0ax MH(OPMHUPOBaHUS, KOTOPHIE BBIXOIAT 3a
pamku OXJIIT u UMII (JIB).

[Io NOMONHUTENBHBIM MEPONPUATUSAM IO MHUHUMHU3ALUU PHCKOB
IPEJICTABISAIOTCA JI€TANbHOE OMHCAHME U OOOCHOBAaHME HEOOXOJIUMOCTH
ux npuMeHenus. B nannbiii pazgen [IYP HeoOX0auMoO BKIIOUUTH TOJIBKO
T€ MEPONPUSATHS, KOTOPBhIE CBSI3aHBI ¢ 0e30macHbIM U 3(PHEKTUBHBIM
UCIIOJIb30BAaHUEM, OHU TaKXe€ JOJKHBI ObITh HayYHO OOOCHOBAHHBIMH,
pa3paboTaHHBIMU U BBINOJHATHCS CHELMATIMCTAMU C COOTBETCTBYIOLIEH
KBaJu(UKaIen.

JlonoaHUTENbHBIE MEPONPUITUS MO MUHUMH3ALUU PUCKOB IOCIE
UX COTJIACOBAaHMSI C YIOJIHOMOYEHHBIM OpPraHOM TOCYJ1apCTB-YJICHOB
CTaHOBSATCS YCIIOBHEM IS HOJIyYEHUS PETUCTPALIMIOHHOIO
yIOCTOBEpeHUs. B cooTBeTCTBYIOMIMX Cily4asx MoJiHas HH(opManus o
JOTIOJIHUTENBHBIX MEPONPUATHIX IO MUHUMHU3ALUA PUCKOB (B TOM YHUCIE
YEpPHOBOM BapUaHT y4EOHBIX MaTEpPUAIOB) JIOJKHA OBIThH MPEJICTABICHA B
nputoxenuu Ne 9 k ITVP.

OO6yuaroniyie MaTeprabl HE TOJKHBI HOCUTh PEKJIAMHBINA XapakTep.
YIOJIHOMOYEHHBIE OpraHbl TOCYJAapCTB-YIEHOB COIJACOBBIBAIOT U
YTBEPKAAIOT 00ydarolye Marepuaibl, pa3pabOTaHHbIE B paMKax IJIaHa
110 MUHUMH3ALUU PUCKOB.

JUIst JeKapCTBEHHBIX NPENaparoB, COAEP)KAIIUX OJHO U TO XKe

JIEHCTBYIOIIEE BEIIECTBO, PEKOMEHIYETCS pa3padaThiBaTh MaKCHMAaJIbHO



omm3kue 1o QopMe U coAEpKaHUIO OO0ydarolue Marepuayibl U
MaTepHuabl sl TAIMEeHTOB.

6.2.5.5.3. ®opmat 1maHa (IJIaHOB) 110 MUHUMU3AIIUA PUCKOB.

Kaxnas mnpobrmema 1o  0O€30MacHOCTH,  OMNpeleieHHas B
creuuduKau 1mo 0e30MacHOCTH, JOJDKHA ObITh MPOAaHAIM3WPOBAHA B
nanHoMm paszaene ITYP no cnenyromeit gpopwme:

omnrcaHue MpoOjeMbl 0 O€30MaCHOCTH;

1EJIb TPEJIOKEHHBIX JICHCTBUM;

PYTHUHHBIE MEPbI MUHUMU3AIUU PUCKOB;

JOTIOJTHUTEIbHBIE MEPONPUITHSI M0 MHUHHMH3AINH PHUCKOB (€Ciu
UMEIOTCS), 3aJadud 10 KaKIOMY JOTOJHUTEILHOMY MEPONPHIATHIO H
000CHOBaHHE HEOOXOTUMOCTH;

croco0 O1eHKU 3(P(HEKTUBHOCTU MEPONPHUATUA MO MHUHUMU3ALMNU
PHUCKOB C TOYKH 3pEHHUSI TIOCTUKEHUS MMOCTABIECHHBIX 1LIEJIEH;

1eJlh MHUHUMHU3AIUU PUCKOB (KPUTEPUHM OIICHKH YCHEITHOCTH
MPUHATBIX MEP);

OCHOBHBIE ATaIlbl OLICHKU U OTYETHOCTH.
JIns  pyTHHHBIX MEp IO MUHHMHU3ALUU PUCKOB  TEKCT,

npeiaraembiin B OXJIIT u UMIT (JIB), ngomkeH OBITH MpeaCTaBiICH
BMECTE C JICTAJIbHBIM OMHCAHUEM JPYTUX PYTUHHBIX MEPONPUSITUN 10
MUHUMU3AIMA PUCKOB, TPEIJIOKEHHBIX B CBS3UM C MpoOJIEeMaMH IO
0€30IaCHOCTH.

6.2.5.5.4. OOHOBINEHNS JITaHA TT0 MUHUMHU3AIUU PUCKOB.

[Ipu oOHoBnenuu [1YP momkeH BKIIOYATh OLIEHKY BBITOJHIEMBIX
PYTUHHBIX W (WJIM) JIOMOJHUTENbHBIX MEPONPHUATUA MO MHUHUMHU3ALMNU
puckoB. Pesynbrathl  OMUIIMATBLHONW  OIIEHKM  MEPONPUSITHNA IO

MHUHHUMMA3AIIMM PHCKOB TaAKKC JOJIKHBI OBITH BKJIIOYEHBI B I[aHHBIfI



paszmen. B paMkax JAaHHOM KPUTHYECKOM OLIEHKU  JIEpKaTellb
PETUCTPAIIMOHHOTO YJOCTOBEPEHHUS JIOJKEH BBIABISATh W OIICHUBATh
(haKkToOphl, KOTOpBhIE JMOO CIIOCOOCTBYIOT JOCTHIKCHHUIO ITOCTABICHHBIX
nejaell Mo MHUHUMHU3AIMHM PUCKA, JIMOO TMOKAa3bIBAIOT HUBKUU YpPOBEHD
3¢ (PEeKTUBHOCTU MEPONPUATUNA 110 MUHUMHU3AIMKU PUCKOB. JlOJIKEH OBITH
JlaH KOMMEHTapHUil B OTHOILIEHUU BO3MOXHON HEOOXOJMMOCTH BBEICHUS
JOTIOJIHUTENBHBIX MEPONPUITUH U (WIM) MU3MEHEHHUS] BBIMOIHSIEMbBIX
MEpONPUITHI 0 MHUHMMH3AIMM PUCKOB MO KaXJAOW MpodiiemMe Tio
0€30MacHOCTH.

6.2.5.5.5. Yacts V IIYP. Paznen «Ouenka »>ddexTuBHOCTH
MEPOMPUATHI TT0 MUHUMU3AIUU PUCKOBY.

Mepornpusatsi 10 MUHUMHU3AIUA PUCKOB TMPEJCTABIISIIOT €000
JeUCTBUS, HaIpaBJICHHbIE Ha Mpe0TBpaICHHUE pa3BUTHS
HEXKeJaTeNbHBIX PEeaKIUuid, CHM)XEHUE YacTOThl Pa3BUTUS WU CTEIICHU
TSOKECTH  HEXKENATENIbHBIX ~ peaKkluii, a TakkKe  MUHUMH3AIUIO
HEOJArompHUsTHBIX TMOCJIEACTBUNA BO3JACUCTBUS Ha TMalMeHTa TIpH
pPa3BUTUU HEXEJIATeJIbHOM peaklMd Ha JEeKapCTBEHHbIM Mpernapar.
Ouenky 3¢G(})EKTUBHOCTH JEATEIBHOCTH MO0 MUHUMU3AIUKM PUCKOB TIPHU
peanu3alyu 3TUX IeJedl CIeayeT BBINOJHATh Ha MPOTSXKEHUU BCETO
YKW3HEHHOTO IIMKJIA JIEKAPCTBEHHOIO Mpenapara, YToObl yOeUTHCS B TOM,
YTO HEOJIarompusITHBIE TOCIEICTBHS, CBSI3aHHBIE C HEXEIaTEIbHBIMU
peakuus MU, MUHUMHU3UPOBAHBI U, CJI€I0BATENILHO, COOTHOLIEHUE «I10JIb3a
— PUCK» JIEKaPCTBEHHOTO TIpernapara ONTUMHU3HPOBAHO.

B ciyuae BoisBieHus HeIDPEKTUBHOCTH KOHKPETHON CTPATETUH T10
MUHUMM3ALUA ~ PUCKOB  HEOOXOAMMO  pa3paboTarb U BHEIPUTH
aJbTEpHATUBHBIE MEPONPUATUsI. B ompeseieHHbIX Cilyyasx B pe3yJibTaTe

OLCHKH CTpPAaTCruM MOKCET OBITH CACIaH BBIBOJ, 4YTO MCPOIIPpUATHA 110



MUHUMU3AIMA PUCKOB HE MOTYT KOHTPOJUPOBATH PUCKU B TpeOyemMoi
CTEIEeHU NI 00ECIeUeHUs] TPUMEHEHUS JIEKApCTBEHHOT0 Ipenapara npu
MPEBBIIICHUH TOJIB3bI HAJl PUCKOM, YTO O3HAYaeT HEOOXOAMMOCTh OT3hIBA
JIEKapCTBEHHOTO TpernapaTa ¢ pblHKa WK OTPAHUYEHHUS €T0 MPUMEHEHUS
TOJIbKO TOW MOATPYNION MAalMEHTOB, B OTHOIIEHWH KOTOPOM TOJIb3a
MEPEBEIINBAET PUCKHU.

6.2.5.6. Hacte VI ITYP — pe3roMe miiana no MUHUMHU3AIIUU PUCKOB.

Pestome IIYP g kaxaoro JIeKapCTBEHHOTO Ipenapara JOJKHBI
OBITH TOCTYMHBI OOIIECTBEHHOCTH. Pe3toMe JT0KHO BKIIIOUYATh KIIFOYEBBIE
anemeHThl [IYP ¢ 0coObIM BbIJIETIEHUEM MEPONPUITHI IO MUHUMHU3AIUT
puckoB. Urto  kacaercs = crnemudukanuu @ no  0€30MacHOCTH
paccMaTpUBaeMoOro JEKapCTBEHHOTO Mpernapara, OHa JIOJKHA COJEPkKaTh
BaXHYI0 HH(MOpMaIKi0 00 UACHTU(UIMPOBAHHBIX W TMOTCHIIMAIBHBIX
pHUCKaXx, a TakKe 00 OTCYTCTBYIOIIEH HH(DOpMAIIKU.

Jannas gacte [IYP nomxkHa comepkath ciaeayroniie o00O0IECHHbBIS
pasnaensl uHdopmaiun, ocHoBanHou Ha Moayssix Cl, CVIII wactu 11 ITYP
nyactax IV u V IIVP:

0030p MUAECMUOJIOTHH 3a00JICBaHMIA;

000011IeHHBIE JTaHHBIE TI0 OIIEHKE 3 (PEKTUBHOCTHU U MOJIB3HI;

OTCyTCTBYIOIIAs HHGopMaIus mo 3p(HEeKTUBHOCTH U TOJIb3E;

000011eHHas nHpopmarus 1o mpodiemMam 1Mo 6€30MacHOCTH;

TaOIUIIbI:

CBOJIHAsl TaOJMIa MEPONPUITUNA 1O MHUHUMHU3AIUU PUCKOB B
OTHOIIICHUH KaKJIOU MPOoOIeMBbI TI0 6€30MaCHOCTH;

IJIaHUpyeMasi TOCTPETHCTpallMOHHAs JESTEIbHOCTh IO OIIEHKE
3¢ (PEeKTUBHOCTU U pa3BUTHIO (hapMaKOHAI30pa, BKIIOYAIOIIAs ETaTbHOE

ONMCaHNe W OOBICHEHHE II0 BCEM MCPOIIPUATHUAM, ABJIAIOIIHUMCA



YCIIOBHSIMU TTOJTYYEHHUS PETHCTPAIIMOHHOTO YO0CTOBEPEHHUSI.

6.2.5.6.1. Yacte VI IIYP. Paznen «O030p >0UAEMHOIOTHU
3a00yeBaHUsg M O0O0OOIIEHHBIE JaHHBIE MO OIEHKE A()PEKTUBHOCTH U
MOJIb3bI.

Jlepxatenb perucTparMOHHOTO YIOCTOBEPEHUS JOJDKEH 00O0OITUTH
JaHHBIC TI0 ATUAEMHUOJIOTHN 3a00JICBaHUS WU COCTOSHUSI, SBIISIONIETOCS
MOKa3aHWEM K Ha3HAYCHHWIO JIEKApCTBEHHOTO TMperapara, C Y4eTOM
neranpHoro omnucanus B Moayiae CI wactu II IIYP. Ilpu »sTom
uH(popMalKg JOHOCUTCA O 1EJIEBOW MOMYJISIUA METOIOM H3JI0KEHHUS
($akTOB W Ha COOTBETCTBYIOIIEM HECIEINATU3NPOBAHHOM s3bIke. Ecmm
JICKapCTBEHHBIA TIpermapar MPUMEHSIETCS B KadyeCTBE JUArHOCTHYECKOTO
CpEICTBa, HWCIIONB3YETCS TPH AHECTe3MH WM HMEET WHBIC CXOIHBIC
MOKa3aHusi, HE CBA3aHHbIE C KOHKPETHBIM 3a00JIEBaHHUEM WM
COCTOSIHMEM, JIaHHBIN pa3fien 0030pa MOKET ObITh OITYIIEH.

6.2.5.6.2. Yactp VI IIYP. Pazagen «O0o6menHass nadopmanus mo
npobiemMaM 1o Oe3omacHOCTH (M3JI0KEHHAasT Ha JIOCTYIHOM IS
MOTPEOUTETIS SA3BIKE)H.

B nmanmHOM pazgene cieayeT KpaTKO OMUCAaTh MPOOJIEMBI IO
0€e30macHOCTH  Ha  s3BIKE, TOHATHOM IS TAIUEeHTOB  (JIMII,
OCYLIECTBISIIONIMX YXOJA 3a TNalueHTaMmu). Pazfmen Takke BKIIOYAET
ONMKMCAaHUE YacCTOTbl M CTENEHU TKECTH COCTOSHHMM, OOYCIOBIEHHBIX
npobsieMaMu 1o Oe30rmacHocTH. YTo KacaeTcsi BaKHBIX MOTEHIIUAIBHBIX
PUCKOB, HEOOXOAMMO pPa3bSICHUTh NPUYWHBI BO3HUKHOBEHUS JaHHBIX
PHUCKOB, a TaKKe BO3MOXHBIX HEOMPEACTICHHOCTe B HX OIICHKE
(HampuMep, PUCK XapaKTEepeH Il COeAMHEHUN AaHHOTO Kjacca, HO He
ObLJT BBISIBJIEH B KIIMHUYECKUX MCCIIEIOBAHUIX MPU Ha3HAYEHUU JAHHOTO

JIEKQpCTBEHHOTO TIpernapara). B OTHOIIEHHMM BaXHOW OTCYTCTBYIOIIEH



uHpOpMaIMK YKa3bIBAETCs, KAKO€ BIUSHHE HTO MOXKET OKa3aTh Ha
IEJICBYIO MOMYJISIIIUIO U KaK OTpakaeTcs Ha PEeKOMEHAIUsAX (Harnpumep,
HaJInyue MPOTUBOIOKA3aAHUMN, TPEAOCTEPEKEHUN).

6.2.5.6.3. Hacte VI I1YP. Paznen «CBonHas Tabiuiia MEpONpusTHIA
N0 MHUHHUMM3AIMA PHUCKOB B OTHOIICHWH KaXJIOW MpoOJIeMbl IO
0€30I1acHOCTHY.

B nmanHOM paznene HEOOXOIUMO TMEPEUUCIUTh MOPOOJIEMBI O
0€30IMaCHOCTH U TPEJICTABUTh PE3IOME MEPOINPUSITUN MO0 MUHUMH3AINU
PHUCKOB, TIPEAJIOKEHHBIX ISl KaKI0N mpobsieMbl 1o Oe3zomnacHoctu. [Ipu
HaJIU4UK O00Jiee OJIHOTO MJIaHa MUHUMU3AIUU PUCKOB (ITPEACTaBICHHBIX B
gactu V IIYP) nmnga kaxaoro w3 HUX HEOOXOJIUMO TMPEICTABUTH
OT/ICJIbHYIO TaOJIUILY.

6.2.5.6.4. Yacts VI  IIVP. Paznen «IInanupyemas
MOCTPErUCTPALMOHHAS JEATEIbHOCTh MO OIEHKE A(PPEKTUBHOCTH U
pa3BUTHIO (papMaKOHAA30Pa».

B nganHoM pazpgene AoKeH ObITh MPEACTaBICH CHOUCOK (B
TabnuuHoM ¢opmaTe) IUIAHUPYEMBIX MEpPONPHUSTANH B  OTHOIICHUU
uccieaoBaHusl 3PGEKTUBHOCTH U JaTbHEUILIEr0 MU3y4YeHUs MpoOJieM Io
0€30IacCHOCTH. [enbro SIBJISICTCSI MIpEJICTaBJICHUE 0030pa
3aIUIAHUPOBAHHOTO TMOCTPETUCTPALIMOHHOTO PAa3BUTHUS JIEKAPCTBEHHOTO
npenapaTa B OTHOIICHUH OLIEHKH 2(D(GEeKTUBHOCTH M (papMakoHaa30pa, a
TaKX€ pacCMOTPEHUE OCHOBHBIX J3TalOB, CBSA3AHHBIX C KaX]bIM
uccieoBaHUEM WU MeponpusitueM. JlaHHas Tabnuia AOJKHA
o0BbeIUHATh TaOJUIBI W3 MYHKTOB 6.2.5.3.4 u 6.2.5.4.1 HacTosIIUX
[IpaBun. B kaxmoi cTpoke TabJIUIIbl yKa3bIBAETCS MPUYMHA MPOBEICHUS
UCCIICIOBAHUS, Ha3BAHUE W KPaTKOE OINHUCAHUE HCCIIEOBaHUSA, CPOKU U

OCHOBHBIC 3Tallbl BBIITOJTHCHUA.



6.2.5.6.5. Uacts VI ITYP. Paznen «Pe3roMe n3MeHeHUM, BHECEHHBIX
B IUIAH YIIPABIICHUS PUCKAMI.

B paznene mpexacraBnsercs mHpopmalrus B TabIu4HOM (popme C
IIEPEYHEM BCEX CYIIECTBEHHBIX W3MEHEHUN, BHECEHHbIX B IIYP, B
XPOHOJOTHYECKOM mopsifike. Mupopmarius 1omkHa BKIIOYATh, HAPUMED,
JIaTy BKIIOYEHHUS B IUIaH HOBBIX MOpoOJeM MO OE€30MacHOCTH WU
HCKJTIOUEHHS] 0003HAYEHHBIX paHee, JAaThl J00aBJICHHUS WM OKOHUYAHMS
HOBBIX HCCJICIOBaHUN 0€30MacHOCTH, KpaTKoe pe3loMe HW3MEHCHHH,
BHECEHHBIX B IUIAH MEPOINPUATHH 1O MHUHHUMHU3AIMKA PUCKOB, a TaKkKe
JaThl COTJIACOBAHMS JAHHBIX U3MEHEHUI.

6.2.5.7. Yacte VII [IYP — npunoxenuns k ITYP.

ITYP pomxeH cogepx arh CIEAYIONIME MIPUITOKECHUS:

npunoxkenue Ne 1 k IIYP: Tekymass (unu mpemsiaraemasi, €cCiu
JIEKapCTBEHHBIN TpenapaT He 3apeructpupoBaH) Bepcus OXJIIT u UMII
(JIB);

npwioxenue Ne 2 k IIYP: Kparkuii 0030p BBINOJHSEMBIX H
3aBEPIICHHBIX TPOTPAMM KJIMHUYECKUX UCCIICIOBAHMUII;

npwioxenue Ne 3 k IIYP: Kpartkuii 0030p BBINMOTHSEMBIX H
3aBEPIIECHHBIX TIporpaMm (hapMaKOoIMUIEMHUOIOTHISCKUX UCCIICTIOBAHUM;

npuinoxkenue Ne 4 x IIYP: Ilporokonsl mnpemiaraemMbpix H
MPOBOAMMBIX uccinenoBanuit 1o yactu 11 ITYP;

npuioxkenue Ne 5 x [TYP: Crneunanbabie (OpMBI TTOCIEAYIOIIETO
HaOJII0ICHUS 32 HEXKeIaTeIbHBIMU PEaKIUsIMHU;

npuinoxkenue Ne 6 x IIYP: Ilporokonsl mnpemiaraemMpix Hu
MIPOBOAMMBIX HccienoBanuil mo yactu IV I1YP;

npuioxkenue Ne 7 k IIYP: HoBele npocrymnHple OTYETBI 00

HCCIICIOBAHUAX;



npunoxkenne Ne 8 k IIYP: IloapoOnas wuHdpopmamus o
NPENIOKEHHBIX JOMOJTHUTENBHBIX MEPONPUATHAX 1O MHUHUMHU3ALHUH
PHUCKOB (€CJITM TPUMEHHMO);

npunoxenue Ne 9 x IIYP: Jlpyrue BcroMoraTenbHbBIE JTaHHBIE

(BKJIFOUAsI CCHUJIOYHBIN MaTepural);

6.2.6. B3aumocss3p Mexay [TYP u nepuoandeckum oOHOBIISIEMBIM
OTYETOM I10 O€30MaCHOCTH.

OCHOBHBIMU MOCTPETUCTPAMOHHBIMUA JOKyMEHTaMHU
dbapmakonanzopa sBisoTca [IYP u [IOOB. I'maBhoit mnenvto [TOOB
SBJISIETCS MHTETPUPOBAHHAsI TIOCTPETUCTPAIlMOHHAS OIICHKA pUCKa U
MOJIb3bl, B TO Bpemsa Kak wensto IIYP gBmsgerca mnpe- wu
MOCTPETUCTPAIIMOHHOE yIIpaBJeHHWE OallaHCOM pHUCKA U TIOJNB3bl H
IJIaHUPOBaHUE, TakKUM O0pa3oM JaHHbIE JOKYMEHTBI  SIBJISIOTCS
B3aumopononHsomumu. [IOOb  paccmarpuBaer 00mMit  poduiIb
0€30IMacHOCTH KaK YacTb WHTETPUPOBAHHOM OIEHKH PHUCKA U TOJIb3bI
JIEKQpCTBEHHOTO Mpernapara B YCTAaHOBJICHHbIE BPEMEHHBIE NEPUOJbI,
MOATOMY B HEM OyJeT paccMarpuBaThCa OOIMMI Opoduib pucka u
MOJIb3bl  JIEKAPCTBEHHOT'O0 Tipemapara (B ropa3iao Oosiee MIMPOKOM
JAuana3oHe BO3MOXKHBIX HEXKeNaTeabHbIX peakiuit). [Ipeanonaraercs, 4yTo
JUIIb HEOOJbIIAsl YaCTh PUCKOB OyAET KIacCU(UIMPOBATHCS KaK BaXKHbIE
UJICHTU(PUIUPOBAHHBIE WM BaXXHbI€ TMOTCHIMAIbHBIE PUCKU U
paccMaTpUBaThCS B KauecTBE IMpo0IieM 110 O0e30macHoCTH B pamkax ITYP.

B cnywae ecin [1IOOb u IIYP npencraBisitoTcsi OJTHOBPEMEHHO,
[IYP pomkeH oTpaxkaTh 3aKIIOYEHHE MO MpOPuiI0 Oe30MacCHOCTU U
s dextuBHOoCcTH, crnenanHoe B [IOOb. Hanpumep, ecnu B [IOOb caenan
BBIBOJI O BBISIBIICHMM HOBOT'O CUTHAJIa U €r0 OTHECEHUHU K YUCITY BaXKHBIX

HI[GHTI/I(i)I/II_II/IpOBaHHBIX WJIM BaXHBIX IIOTCHIHAJIBHBIX PHCKOB, I[&HHBIﬁ



PUCK JOJKEH OBITh BKJIOUEH B YUCIO MpoOJeM MO Oe30MacHOCTH B
obHoByeHnyto Bepcuto [IYP, npencrasnsiemyro onnoBpemensno ¢ [IOOB.
[Tnan no ¢gapMakoHag30py U IJIaH MO MUHUMHU3ALUNA PUCKOB JOJIKHBI B
3TOM ciydae OBbIThb COOTBETCTBYIOIIUM 00pa3oM OOHOBJIEHBI C
OTpaX€HUEM peaIoKEHU N JepKaTens PETUCTPALIMOHHOTO
YAOCTOBEPEHUS M0 JaJbHEHIIEeMy H3yUYEHHIO AAaHHOW MpoOJieMbl IO

0e30IMacHOCTH U MCpaM 110 MUHHUMMH3AIIUNU COIIPAKCHHOI'O PHUCKaA.

6.2.7. [lpunuuns! oueHku [TYP.

OCHOBHBIE BOIPOCHI, KOTOPHIC JIOKHBI OBITH PACCMOTPEHBI IPHU
noarotopke wim rnepecmorpe IIYP jmg nekapcTBeHHOro mpernapara,
BKJIFOYAIOT aHaIW3 HMHQPOPMAIMH, BBITIOJHIEMBIM C Y4EeTOM MpOQuiIs
COOTBETCTBYIOIIETO JOKYMEHTa CUCTEMBI (hapMaKOHAI30pa, WM aHAW3
MepOonpUsITHI IO (papMaKoHAI30PY.

6.2.7.1. Cneumudukanusa 1o O€30NaCHOCTH aHAIM3UPYETCAd IO
CJIEAYIOIIUM BOMPOCAM:

ObUTM M BKJIIOYEHBI B cHeHUPUKAIMIO MO O€30MaCHOCTU BCE
COOTBETCTBYIOIIUE YACTH;

ObUTM M TEPEeCMOTPEHbl BCE COOTBETCTBYIOUIUE JIaHHBIE TMpU
COCTABJICHUHU CIEeUU(PUKAIMN O OE30MaCHOCTH, TO €CTh HMEIOTCS JIH
Ba)KHBIC (HEPEIICHHBIE) BOIIPOCHI U3 APYTUX Pa3liesiOB 10ChE, KOTOPhIE HE
OBLIM PACCMOTPEHBI B CTICIU(PUKALINH 110 0€30IaCHOCTH;

€CJIM YacTh LIeJIEBOM MOMyJsUMU HEe OblUla u3ydyeHa, ObUIM JIU
BKJIIOUEHBI COOTBETCTBYIOIIME MPOOJEMbl MO OE30MaCHOCTH B CBSI3U C
MOTEHIIMATBHBIMU PUCKAMU U OTCYTCTBYIOIICH HHGOpMAITUEH;

KaKue CYIIECTBYIOT OIpaHHYCHUs 0a3bl JaHHBIX 1O 0€30MaCHOCTU U

KaKyr0O CTCIICHb YBCPCHHOCTH OHaA oOecrieynBaeT B OTHOIICHHUH



MPaBUILHOCTH OLECHKH Tpoduis 1Mo Oe30MacHOCTH JICKapCTBEHHOTO
nmpemnapara;

BKJIIOYaeT JiM  cneunuddukanus 1o  Oe30MacHOCTH  OLEHKY
cnenuUUeckux PHUCKOB, TaKUX, HaNpUMeEp, Kak NPUMEHEHHWE HE IO
OJIOOpPEHHBIM TIOKA3aHUSM, PHUCK HENMPABUILHOTO TIPUMEHEHUS W
pa3BUTHSI 3aBUCHMOCTH, PHUCK MEIWIMHCKON OIMMUOKH, Tepenadu
WH()EKIIMOHHBIX areHTOB;

NpeACTaBIsieT Ju crnenrdukanus 1o O0e30MacHOCTH pealbHOE
oTpaxkeHue MpodsiemM 1mo 0e30macHOCTH (TO €CTh Ba)KHbIC BBISBICHHBIC
PUCKH, BaKHBIE TIOTCHIIMAIBHBIC PHUCKA W Ba)XKHAs OTCYTCTBYIOIIAs
uH(dopMaIK), KacaroUUXCsl JISKAPCTBEHHBIX MPENapaToB;

COJIEPXKUT U crenudukanus 1o O0e30MaCHOCTH TE€HEPUYECKOTO
JIEKapCTBEHHOTO TIpemapara Bce MpoOjeMbl 10  0e30macHOCTH,
yCTaHOBJICHHBIE JIJIs1 peePEHTHOTO JICKAPCTBEHHOTO Mpernapara,;

COOTBETCTBYET JIM yKa3aHHOE MECTO JIEKApCTBEHHOTO Mpernapara B
TEpaneBTUUECKOM  apceHalie  MpeArojiaraéMoMy  Ha3HAuYC€HUIO U
COBPEMEHHOU MEIUIIMHCKOM IPAKTUKE.

6.2.7.2. Ilnan no papmakoHaA30py aHATUZUPYETCS MO CIEAYIOIIUM
BOIIPOCAM:

BCE JU OpoOjeMbl 1O  OE30MacHOCTH, YCTaHABIMBAEMBbIE
cnenuduKane Mo  0e30MacHOCTH, BKIOUEGHBI B INIaH IO
dhapMakoHa30py;

J0CTaTOYHO JIM PYTUHHBIX MEPONPHATHH MO (hapMaKoHAA30py (Kak
9TO TIPEJICTABICHO B OMHCAaHWU CHCTEMBI (apMaKOHAaI30pa) WU eCTh
HEOOXOAMMOCTh B TPOBEACHUU JIOMOJHUTEIBHBIX MEPONPUATHA TIO
dbapmakoHaI30py;

HAaHO JIK YCTKOC OIIPCACICHUC W OIMHCAHUC JCATCIBHOCTH II0



dbapMakoHa30py B IUIaHE 1O (apMaKoOHAIA30py, SBISIETCA JIM JaHHAs
uHpopMaIusa JOCTATOYHOW JJIsi UACHTU(PUKAIUU, WIM XapaKTEPUCTUKHU
PHUCKOB, WY TIPEACTaBICHUSI OTCYTCTBYIOIIECH HHGOpMAIUY;

BKJItO4aeT Jim [IYP cooTBeTcTBYrONME U aIEKBAaTHBIC IPENI0KEHUS
IS  MOHMTOPUHTA  MEAMIIMHCKMX  OMIMOOK TMpU  NPUMEHEHHUH
JIEKapCTBEHHOTO TIpenapara;

ABJISIFOTCSL JIM TPEJJIOKEHHBIE JTOMOJIHUTEIBHBIE HCCIIEI0OBAHUS
HEOOXOAMMBIMU U (WJIK) TIOJIE3HBIMU;

COTJIACHO MPEJICTABIEHHBIM MPOEKTaM MPOTOKOJIOB HCCIIEIOBAHUI
SBJISIFOTCSA JIU Tpe/ijlaraeMble UCCIIeI0BaHMs B IUIaHe 1Mo (papMakoHaA30py
aJIeKBATHBIMHU JIJIs1 U3yYE€HUSI HAYUHBIX BOITPOCOB U BHITIOJTHUMBIMU;

OMPE/ICNICHbl JIU COOTBETCTBYIOIIME OCHOBHBIE CPOKHM U ITambl B
OTHOIIIEHUHU TMpeJjlaraeMblX Mep, TMPEJCTABICHUS pPe3yJbTaTOB W
OOHOBJIEHUS IIJIaHA MO (papMaKOHAI30pYy.

6.2.7.3. IImanb! MOCTPETUCTPALMOHHBIX HUCCJIEIOBAHUN
0€30MacHOCTH aHAIM3UPYIOTCS 10 CJIEIYIOIIUM BOIIPOCAM:

COOTBETCTBYIOT JiM omnucanue 3PPEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara U uHbopmaius 00 HCCIENOBAHUSIX M KOHEYHBIX TOYKAX, Ha
KOTOPBIX OHA OCHOBBIBAJIACh, COAEPIKAHUIO JT0CHE;

HOCST JIM Kakue-TuOo W3 TMPEIJIOKEHHBIX  HMCCIIEIOBAHUM
pEKJIaMHBIN XapakTep (TO €CTh HE SBIJISIOTCSA JIU OHHM HCCIIEIOBAHUSIMU,
KOTOpPbIE HE CTaBAT Nepej; COO0OMl JOCTOBEPHBIM HAY4YHBIH BOMNPOC B
Ka4eCTBE IIE€PBOOYEPETHOM WLEIW W KOTOpbIE MpPEIHAa3HAYEHbl IS
MOBBIIIEHUSI CITPOCA Ha JIEKAPCTBEHHBIN Ipernapar);

HACKOJIbKO HaJE€KHbI JJaHHbIE TI0 A(DPEKTUBHOCTH U CYILIECTBYET JIX
HEOOXOAMMOCTh 3alpoca Ha MPOBEJICHHE JaJbHEUIIUX HCCIEeI0BAHUIMA

3(1)(1)6KTI/IBHOCTI/I B KadCCTBC YCIOBUA MOJNYUCHHA PCTrUCTPATMOHHOIO



yI0CTOBEPEHUSL.

6.2.7.4. MeponpusaTus 10 MUHUMH3ALHMU PUCKOB AHATU3ZUPYIOTCS
0 CIEAYIOIIUM BOIIPOCAM:

COOTBETCTBYIOIIUM JI 00pa3zoM wuHHGOpMAIUs O JEKApPCTBEHHOM
mpernapare OTpakaeT BCE BaKHBIC BBIABICHHBIC PHUCKH W BaXHYIO
OTCYTCTBYIOIIYIO HH(POPMAITHIO;

HEOOXOAMMO JIM BKJIIOYUTH B HH(OpMALUIO O JEKAPCTBEHHOM
npenapare  IMOTEHIMAJbHBIE PHUCKH, JIOCTATOYHO AaKTyaJdbHBIE B
OTHOIIEHUHU 0e30MmacHOro U 3(hPEKTUBHOTO MTPUMEHEHUS JICKAPCTBEHHOTO
npernapara;

COOTBETCTBYET JU Tpemiaaracmas (GOpMYJIHpPOBKa O pUCKaX W HX
BBISIBJICHUU UH(popMaluu u pekomenaanusm B OXJIIT;

PACCMOTpPEHBI MYTH CHIDKCHHUS PUCKA MEAUITMHCKUX ONIMOOK IPHU
MPUMEHEHNHU JIEKAPCTBEHHOTO MpeTapara;

OBLIN JIK MEPOTIPUATHS 10 MUHUMHU3AIIMK PUCKA UCTIOJIH30BAHBI TIPH
paspabotke OXJIII, WMII (JIB), cnemuaabHbIX Mep NIPUMEHEHUS
JIEKapCTBEHHOT0 mpemnapaTta (BKJIOYas pa3paOOTKy  CHelUaIbHOU
KOHCTPYKLIMM  YCTpOMCTBA BBOJa M  KOHTEHHEPOB B  cllydae
HEOOXOAMMOCTH) U TU3aiiHa YITAKOBKH;

OBLTN JIU TIPEJIOKEHHBIE MEPOIPHUATUS 110 MUHUMH3AIUA PUCKOB
aJICKBaTHBIMHU PUCKaM U JIOCTaTOYHBIMU;

ObUIM JIM TPEUIOKEHBI JIOMOJHUTENbHBIE MEPONPUITUS IO
MUHAMH3AIAA PUCKOB M MOTYT JI OHU OBITh OIEHEHBI KaK COpa3MepHBIC
pPUCKaM U aJIeKBaTHO 0OOCHOBAHHBIE;

BKJIFOYEHO JIM MOAPOOHOE OMMCAaHUE MPEJIOKEHHBIX METOIUK IS
U3MEpPEHHS U OIeHKH 3(P(HEKTUBHOCTH MEPONPHUATHH M0 MUHHUMHU3AINH

PHUCKOB U ABJIAIOTCA JIKM OHU I_[eJICCOO6p33HBIMI/I;



ObUIM JIM KPUTEPUH OIEHKH 3POEKTUBHOCTH JIOMOJHUTEIBLHBIX
MEpOMPUATHI IO MUHUMH3AIUU PUCKOB ONPEIEIICHbI H3HAYAJIBHO.

6.2.7.5. Ilpu olueHke HEOOXOIUMOCTH TOJATOTOBKHM OOHOBJIEHUS
ITYP aHanu3upyroTcs cieayronme BOIpOCHI:

ObIM JIM HOBBIE JAHHBIE BKJIIOUYEHBI B CHEHU(DUKAIMIO 1O
0e30I1acHOCTH;

ObLIM JIX B IUJIaH MO (papMaKoHAA30py BHECEHBI COOTBETCTBYIOIINE
M3MEHEHUS (€CIU ATO HEOOXOUMO C YYETOM HOBBIX JIAHHBIX);

HACKOJBbKO 3((EKTUBHBIMU OBLTHM BBEJECHHBIE MEPONPHUSITHS TIO
MUHUMU3AIUUA PUCKOB;

ObUIM JIM B cllydae HEOOXOAMMOCTH NPEIJIOKEHbl W3MEHEHUS B
MEPOMPUATHS IO MUHUMU3AIIUU PUCKOB,;

CBUJICTCJILCTBYIOT JIM HOBBIE JaHHbIE O TOM, YTO TpeOyeTcs
opuLMaIbHAS OIEHKA COOTHOIIEHUS «I10JIb3a — PUCK» (ECIIU ITO €Ile HE
owu10 cnenano B [IOOB).

6.2.8. CucTtemMbl KauecTBa 1 yIIPABICHHUE JOKYMEHTALIUEN.

Hecmotpss Ha To uto B mpouecc Hanucanus IIYP moxer ObITh
BOBJICYEHO MHOTO 3KCHEPTOB, OKOHYATEIbHYI0 OTBETCTBEHHOCTH 3a €TO
Ka4eCTBO, TOYHOCTh M HAYUYHYIO LEIOCTHOCTh HECYT YIOJIHOMOYEHHBIE
ouna  no  (apMakoHaa30py B rocyjaapcrBax-wieHax. Jlepikarenb
PETUCTPAIIMOHHOTO  YJOCTOBEPEHMSI  HECET  OTBETCTBEHHOCTh  3a
oonosynenue IIYP, korna ctaHOBUTCS JOCTYMHOM HOBasi UH(poOpManus, 1
JOJDKEH MPUMEHSTh MPUHIUIIBI O0ECIIEUEeHUsS] KauecTBa, U3JIOKEHHbBIC B
pazmene 2 Hactosmux [IpaBun. Jlepkarenb  perucTpaliMOHHBIX
YAOCTOBEPEHUN JOJDKEH O0ECHeYUTh KOHTPOJb W JOKYMEHTHPOBAHUE
npouenypsl  npexacrasieHus I[IYP B ymomHoOmMo4yeHHBIE — OpraHbl

rocyaapCrB-4wJICHOB €  YKa3aHMEM  JaT HNOpPCACTABJIICHUA KW BCCX



3HAYUTEJIbHBIX U3MEHEHNM, BHECEHHBIX B KaxX1yr0 Bepcuro [IYP. Jlanubie
3anucu, IIYP wu 100ble  JOKYMEHTHI, HMMEIONIME OTHOIICHHE K
undpopmaniuu B pamkax [IYP, wmoryT mnoaBeprHyThCsi MpOBEpKE

KBATM(UIIMUPOBAHHBIMU MHCIIEKTOPAMHU 1O (hapMaKoOHAA30py.

6.3. TpeGoBaHus K MPEICTABICHHUIO

6.3.1. Curyanuu, B KOTOPBIX JI0JKEH OBITh TipecTaBiieH [TV P.

IIpencraBnenue IIYP wim (B COOTBETCTBYIOIIMX CIlydasix) €ro
OOHOBJICHUSI MOTYT TMOTpPeOOBaThbCcsi B JIF0OOE BpeMsi B TEUCHUE
YKW3HEHHOTO ITUKJIA JIGKAPCTBEHHOTO TIpernapara.

6.3.1.1. Ilpm mnepBUYHOW TOAAYE 3aAABJIECHUA HA PETUCTPALUIO
JexkapcTBeHHoro mpenapara I[IYP mnpencraBmsiercss B cleayrommx
CITydasix:

Opy ToJladye Ha PErucTpalMio JIEKapCTBEHHOro Iperapara,
COJICPIKAIIIETO paHEe HEe 3apEerUCTPUPOBAHHOE TOCYAAPCTBOM-UICHOM
NEUCTBYIONIEE BENIECTBO;

Ipu TMOJaye Ha PETUCTPAIMIO JIEKAPCTBEHHOIO Mpernapara,
COJICPIKAIIIETO pPaHEe HE 3apEerHCTPUPOBAHHYIO TOCYAAPCTBOM-UICHOM
KOMOWHAIIHMIO ACHCTBYIOIINX BEIIECTB;

Ipu 3a8BJICHUM HA PETUCTPAIMIO JIEKAPCTBEHHOIO IIperapara
OMOJIOTUYECKOTO MPOUCXOKICHHUS.

VYTOTHOMOYEHHBIN OpraH rocy/1apcTBa-4ieHa BIpaBe MOTPeOOBaATh
npeacrasienue [IYP npu 3asBieHUN Ha perucTpanuio JEeKapCTBEHHOTO
mpenapara B HHBIX Cly4asiX, Korja oOecriedeHue MpUMEHEHUs
JIEKQpCTBEHHOT'O TIperapara MNpW TPEBBIIEHUH TOJIb3bl HAJl PUCKOM
TpeOyeT BBEJCHUS JOMOJHUTEIBHBIX MEPONPUATUNA 1O (hapMaKOHAI30py

nJIn MCpOHpI/I}ITI/Iﬁ 110 MUHHUMHU3AIUH PUCKOB.



6.3.1.2. YHIOITHOMOYEHHBIM OpraH TOCyAapCTBa-4wiICHAa BIPaBE
notpeboBath npeacrasiaeHue [IYP B cienyromux ciyyasx:

OpU BHECEHUM 3HAYUTENIbHBIX M3MEHEHUH B CYIIECTBYIOLIEE
PETUCTPAIIMOHHOE YJIOCTOBEPEHUE JIEKaPCTBEHHOIO Ipemnapara, 00JacTh
NPUMEHEHHUS, aCTIEKThl MPOU3BOACTBEHHOTO Ipoliecca (Hanpumep, HOBas
JeKapcTBeHHas: (opma, HOBBIM CMOCOO BBEJEHHS, HOBBIA CHOCOO
IPOU3BOJICTBA  OMOTEXHOJIOTMYECKUX  JIEKAPCTBEHHBIX  IpernapaTos,
BBEJICHUE  NEAMATPUUYECKUX  [OKA3aHUM, JIpyrue  3HAYUTEIIbHBIE
U3MEHEHHUS B MIOKA3aHUSAX );

€CJIi CyllecTByeT MpoOjema Mo O€30MacHOCTH, OKa3bIBaoIas
BJIMSIHME HA COOTHOILIEHHE «I10JIb3a — PUCKY;

pu MOATBEPKIACHUN perucTpauuu (mepeperucTparmm)
JIEKapCTBEHHOT0 TMperapara, €cid B OTHOILIEHWH JIEKAPCTBEHHOTO

npemnapara uMmeercs cymectpyromuu [TYP.

6.3.1.1. TpeboBaHMS B OCOOBIX CUTYAIIUSX.
Kak npaBuio, HeoOxoaumo npeacTaBisaTh Bee yactu [TYP. Tem ne

MEHEEe B HEKOTOPBIX ClIy4asiX, OMHCAHHBIX HUXKE, B COOTBETCTBHH C
KOHIICTIIIMEH TTPOMTOPITMOHATBHOCTH HEKOTOPHIE YaCTH MJIH MOJYJIH MOTYT
OBITh OMYIIEHBI, €CIM TOJHKO YIOJHOMOYEHHBIM OpraH TOoCyJapcTBa-
YJieHa HE TPEACTAaBIsIET WHBIX TpeOoBaHuid. JlroObie mpoOIEeMBbI TIO
0e30macHOCTH, BBISIBJICHHBIE B OTHOLIEHUU pedepeHTHOrO
JIEKapCTBEHHOTO IIpenapata B paslielie, HCKIOYEHHOM M3 OO0IIero
npeacrasienus: [IYP, neooxonumo Brirouuth B Moayias CVIII ITVP, 3a
WCKITFOUCHHUEM CITy4aeB, KOTIa OHHU OOJIBIIIE HE SBISIFOTCS aKTyaJIbHBIMH.

[TepBuunas mojayga Ha PETUCTPAITHIO TEHEPUIECKUX
JIEKapCTBEHHBIX MIPEMapaToB.

B cnydae mnepBMYHOM MOJAYM HA PETUCTPALUI) TE€HEPUYECKUX



JIEKapCTBEHHBIX MPENapaTroB, JJISI KOTOPBIX IO OPUTHHAIBHBIM
JEeKapCcTBEHHbIM  mpemaparam  BBeaeH [IYP, wmopymun  CII-CV
cnenupuranuu mo 6ezonacHoctu [IYP moryT ObITh omymieHsl. Moyb
CVI cnenudukanuu no 6e3onacHoctu IIYP nomxeHn ObITh OCHOBaH Ha
npejacTaBieHud  uHGoOpMaluu o mpobjeMax Mo  Oe30MacHOCTH,
YCTAHOBJICHHBIX JJII OPUTMHAJIBHOTO JIEKAPCTBEHHOI'O Mpemnapara, €Cliu
TOJBKO TEHEPUYECKUM JICKAPCTBEHHBIM MPENaparT HE OTIWYACTCA IO
CBOMM CBOWCTBAM HACTOJBKO CYIIECTBEHHO, YTO 3TO MOKET MOBJIUITH Ha
npoduiib 6€301MaCHOCTH, JIMOO €ClIM MHOE He TpeOyeT YIOJTHOMOYEHHBIN
OpraH rocyjaapcTBa-wieHa. Ecam B OTHOIIEHHMH OpPUTHHAIBHOTO
JIEKapCTBEHHOr0 IpernapaTra HE BBEJACHO HHUKAKUX JOMOJHUTEIbHBIX
MEpOMNPUATUN 110 (papMakoHAI30py WM MPOBEIACHUIO MCCISIOBAHUM
3¢ ()EeKTUBHOCTU B KAYECTBE YCIOBHUSA ISl TIOTYYCHHS PETUCTPAIMOHHOTO
ynocroepenus, vactu III u IV IIYP u pasgen o 1wianupyeMom
MOCTPETUCTPAIMOHHOM  pa3Butuu B 4actu VI IIYP wmoryr He
MPEJICTABIATHCA.

IIpu npencraBnenun oOHoBieHust IIYP B ero Heob6xoaumo
BKJIIOUUTH Moayibs CV cnenudukanuu no 6esonacHoctu [1YP.

[lomaya HaA BKIOYEHHE HOBOIO IOKA3aHUA MO MEIUIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOrO Mpenapara, 3aperucTPUPOBAHHOIO Ha
TEPPUTOPHUSIX TOCYNAPCTBA-UIICHA HA MPOTSHKEHUU nTocaeauux 10 ner.

[Ipu momaue 3asBICHUS] HA BKIIOYEHHWE HOBOTO MOKA3aHUSA HA yXKE
3apErUCTPUPOBAHHBIA HAa MNPOTsHKeHUM mnociaeaHux 10  jger  Ha
TEPPUTOPUSIX TOCYAAPCTB-WICHOB JICKAPCTBEHHBIM IIperapar JaHHbBIC
KJIMHUYECKUX  UCCJEJOBaHMUS, CBS3aHHBIE C yXe OJ0OpPEHHBIMU
MOKa3aHUSAMU, MOTYT OBITh HCKItOUeHBI W3 Monyis CIII cnenudukammum

no 6e3onacHoctu [IYP, a Mmogyns CIV cnenudukanuu no 6€30nacHOCTH



[IYP nomkeH BrIOYaTh MH(OPMAIMIO TOJIBKO B OTHOIIEHUM IEJIEBBIX
rpynn  MOMYyJSIMAM IO  HOBOMY  IOKA3aHUIO, €CIU  TOJIBKO
YIIOJJHOMOUYEHHBIM OpPraH TOCYJapCTBa-4ji€HAa HE NPEACTABISAECT HHBIX
TpeboBanuii. Tem He MeHee MOTYT OBbITh BKJIIOUEHBI JaHHBIE 00 OIbBITE
VICIIOJIB30BAHHUS YK€ 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPEIapaToB y
OCOOBIX TpYII HAceJleHMs, KOTOpble aHamu3upytorcas B moxayie CIV
crierudukaryu no 6e3omnacHoctu [TYP.

I[Ipy mnopmaue 3asdABICHUKA HA TMEPBUYHYIO TOCYJAPCTBEHHYIO
pErUCTpallii0 TPEOOBaHUS K MPEJCTABICHUI0O MHGOPMALMKM MO YacTsIM

[TYP npuBenens! B Tabnuie 1.



Tabnuia 1. TpeboBanus k mpeacTaBieHuto napopmanuu o yactsm [1YP npu nmogade 3asBnenus Ha

PErUCTPALNIO

YacTtb

Buj nekapcTBEHHOTO Yacts 11 Yactu
lIpelapara . CI [CIT|CIII | CIV| CV | CVI |CVIa| CVII |CVIII| I |IV |V | VI VI

Hogoe nenctyromiee + + + + + + + + + + + + + + 4+
BEIIIECTBO
buoananornyuerii + + + + + + + + + + + + + + +
(O1OMOI0OHBII) JIEKapCTBEHHBIN
npemnapar
I'enepuyeckun + + + + + * ok 4 % 4
JIEKapCTBEHHBIN Mpernapar
duKCUpOBaHHBIC KOMOMHAIIUH + + i 1 +  + + + + + + 4+ 4+ + o+
['uOpuHBI JIEKapCTBEHHBIN + + % * + + + + + + 4+ 4+ + o+

nperapar

[Ipumeuanus: 1. CumBoi «i» 03HayaeT, 4To HH(POpPMALKA 110 JAHHOMY pa3/ielly MOKET He MPEACTaBIsATHCA B
OTJICJIbHBIX CIydasxX (MpHU HAJIUYUHU JOKYMEHTAJIBHOTO 00OCHOBAHUA).
2. CuMBOI «*» 03HaUYaAET, YTO MPEABABISAIOTCS MOIU(PUIIUPOBAHHBIE TPEOOBAHUS K COCTABIICHUIO

qacCTH.




Ilepponavanbubii  IIYP  ansg  jekapCTBEHHBIX — NPEINApaToB,
HaxoAsAIIUMXCs B OOpallleHHMM Ha TEPPUTOPUSIX TOCYJlapCTBa-ujieHa Ha
npoTsikenuu 10 ner.

Ecmu ynonHOMOYEHHBIN OpraH rocyJapCTBa-4i€Ha HE ONpPEAEseT
WHBIE TpPeOOBaHUS, TO JACPXKATEIM PETHCTPALIMOHHBIX YJIOCTOBEPEHUH,
KOTOPBbIE  JOJDKHBI  TNPEACTaBUTh  IEepBOHayailbHbii  [IYP  mis
pealu3yeMbIX ~ Ha  PBIHKE  TOCyJapCTBa-wieHa  JICKAPCTBEHHBIX
npenaparoB, moryT omyctutb mMoayiau CII u CIV cnemudukanuu mno
oe3omnacHoctu ITYP npu coOmoaeHnn Bcex ClIenyonX YCIOBHIA:

JIEKapCTBEHHBIM IpermapaT ObLI pa3MEIleH Ha PHIHKE B TEUYCHHUE
nocienuux 10 JeT wim panee 10 ycTaHoBIeHUs TpedoBanus k [1YP;

TpeboBanue k [IYP He cBs3aHo ¢ momauel 3asgBKM Ha BHECEHUE
3HAYUTEJIbHOTO W3MEHEHHS B  CYIIECTBYIOIIEE PETrUCTPAIMOHHOE
yIAOCTOBEpPEHHE, OO0JACTh NPUMEHEHUS, ACHEKThl MNPOU3BOJICTBEHHOIO
nporuecca. Eciin gaHHO€ yclioBHME HE MPUMEHUMO, JaHHBIE KIMHUYECKUX
HCCIICIOBAHUM, CBSA3aHHBIE C JTUMHM W3MEHEHHMSIMH, JOJKHBI OBITh
npeacrtapiedsl B Moayie CIII cnenudukanuu no 6e3zomnacHoctu [IYP, a
monyib CIV cneuudukanuu mno Oe3onacHoctu I[IYP moxer ObITh
HCKJTIOYEH.

OOcyxaeHre CyIeCTBYONUX MTOCTPErUCTPAIIMOHHBIX JaHHBIX U UX
MPUMEHUMOCTH K 1€JIEBBIM TPYIINaM MalMEHTOB JOJLKHO OBITH MOJAPOOHO
pacnucano B pazaene CV crnemudukanum mo 6ezonacHoctu I[TYP.

6.3.2. OOHOBJNEHUS IJIaHA YIPABJICHUS PUCKAMHU.
Ecimn ITYP OBLI paHee MpEACTABICH JepKaTeaeM

PETUCTPAIMOHHOTO YAOCTOBEPEHUSA MPHU MPOLEAYPE PETUCTPALMMU IJIs
JCHCTBYIOIIETO BEIIECTBA, JOObIE TMOCIEAYIOIINE TPEACTABICHUS

JOJIZKHBI ITOJaBAaTbCd B BHUIAC OOHOBJIEHHSI 3a HMCKJIIOYEHHUEM CJIy4acsB,



KOrJla OroBapuBaiuch MHble TpeOoBaHus. Kaxmnoe npencraBienue [TYP
JOJDKHO HMETh YETKUH HOMEp BEpCHUM M OBITh JaTUPOBAHO. ITO
OTHOCHUTCS K IpencTaBiieHUI0 [1YP MOMHOCTBIO MM TOJIBKO K €ro 4acTH
WM MOJy0. Bepcuu ¢ u3MeHeHUs MU, UMEIOLIUE UACHTU(DULIUPYIOUTYIO
uHdopmaruio, JOJKHBI OBITh IPEACTABIICHBI BMECTE C
CONPOBOJIUTENILHBIM MUCHMOM, BKJIIOYAIOIIMM TMOJPOOHOE OIMUCAHUE
W3MEHEHU C MOMEHTA TOCJIEAHEN TTPEICTABICHHON BEPCHM.

Cpoku mpexactasienuss obHopieHui [IYP ycranaBnmuBaroTcs mpu
€ro BBEJICHUH U TAK¥KE SBJISIOTCS YCIOBUEM COXPAHEHHS PETYISATOPHOTO
craryca. JlaHHbIE YCTAHOBJIEHHBIE CPOKHM SBISIFOTCS MAaKCUMAJIBHO
NONMYCTUMBIMA M HE CHUMAIOT OTBETCTBEHHOCTh C  JEpHKATEINs
PErUCTPAIIMOHHOTO  YJOCTOBEPEHUS MO  KOHTPOJ  Tpoduis
0€30macHOCTH  JICKAPCTBEHHOT'O0  Mpemapara ©  TpeOOBaHUU IO
npejacTtaBieHuo  obHoBieHHoro IIYP B chmydae — BBISIBICHUS
3HAYUTEIIbHBIX W3MEHEHHN B OILICHKE COOTHOIICHUS «IIOJb3a — PHUCK»
COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IPEINApaToB, BKIOYEHHBbIX B IIYP,
BHE YCTAaHOBJIEHHOTO Tpaduka mogauu 0OHOBJICHHIA.

Ecnu ¢ momenTta mocneanero mpejactaBienuss B [IYP He Obuio
BHECEHO HHUKAKMX M3MEHEHHM (TO €CTh IUIAaHOBOE€ OOHOBJICHUE
MPOUCXOJUT BCKOPE TIOCJIE€ OKOHYAHHS MPOUEAYPbl), JepiKaTeIb
PETUCTPALIMOHHOTO YJOCTOBEPEHUST MOXKET NPEACTABUTh MHCHbMO, B
KOTOPOM OOBSICHSIETCSI OTCYTCTBHME W3MEHEHHH, M MO COIJIaCOBAHMIO C
YIIOJJHOMOYEHHBIM OpPraHOM TOCYJapCTBa-4j€HAa HE MPEICTABIATH
obHosyenue [TYP.

Ecnu He oroBopeHo wuHoe, B ciydasx, korma [IOOb u ITYP
SBJISIIOTCA HEOOXOIUMBIMU Ui JIEKAPCTBEHHOT'O Ipernapara, IUIaHOBbIE

oonoBienust ITYP JOJIZKHBI OBITH MpCaACTAaBJICHBI B TO K€ BPCMs, 4YTO U



riaHoBbie 00HOBIeHus [I00Bb.

[Tocne o6uoBneHuss I[IYP mnaH mo MUHMMHU3AIMKM PUCKOB MPH
HEOOXOAMMOCTH  JOJKEH BKJIOYaTh OLEHKY J((PEeKTUBHOCTH U
pE3YJIbTaTOB PYTUHHBIX WU (WIM) JOMOJHUTEIBHBIX MEPOINPUITUH IO
MUHHUMH3ALUA PUCKOB (B COOTBETCTBUM C TPEOOBAHUSMU TMOAMYHKTA

6.2.5.5.4 nacroamux [IpaBun).

6.3.3. IIpo3payHOCTS.

YTOTHOMOYEHHBIE OpraHbl TOCYJAapCTB-YJIECHOB O0O0ECIEUUBAIOT
B3aMMHYK)  JIOCTYIIHOCTb  OTYETOB O  pe3yJbTarax  OLECHKH
npeacrasiasieMblx [IYP u pesrome IIYP 4epes wHHTErprUpOBaHHYIO

uHdopmanronnyio cucremy Corosa.

7. Opranu3zaius paboThl ¢ UHPOpMaILUE 0 HexXeTaTeIbHBIX

pCaKknuAbaX Ha JICKAPCTBCHHBIC IIPCIIaApaThI

7.1. CTpyKTypBbI U MPOLIECCHI

Hacrosmumii paszzen onpenesseT OCHOBHBIC MPHUHIIMITBI MPOIEAYD
cOopa, perucTpani U TPEICTABJICHUS COOOMICHHH O TOJ03PEBaEMBbIX
HEeKeJIaTeIbHBIX PEeaKIUIX Ha JICKapCTBCHHBIC IIPEIapaThl.

7.1.1. Coop cooOrieHu#t 0 HeKeNaATETbHBIX PEAKIIUIX.

YTOJTHOMOYEHHBIM OpTraHaM TOCYJIapCTB-UICHOB MW JEPKaTEIsIM
PETUCTPAITMOHHBIX yJIOCTOBEPCHUI CIIeAyeT NPUHUMATh
COOTBETCTBYIOIIIME MEphbI, YTOOBI IPOBOIUTH COOpP W YHOPSAAOYCHHUE
COOOIIEHNH O TI0JIO3PEBAEMBIX HEKEIATCIIBHBIX PEAKITUAX, CBSI3bIBACMBIX

C INPUMCHCHHUCM  JICKAPCTBCHHLIX  IIPCIIApPATOB, IIOJYYCHHBIX M3



Pa3JIMYHBIX UCTOYHUKOB 0€3 PeABAPUTEILHOTO 3aMpoca U MOCTYUBIIINX
IO 3a1pocy.

B 1menax oOecneyeHuss BO3MOXKHOCTH cOoOpa JOCTaTOYHOTO
KOJMYECTBA COOOIICHHM O HEXKeNaTelIbHBIX pEaKIUsAX U  UX
NnocJeAyoeld HaydyHO OOOCHOBAHHOM OIEHKHM HEO0OXOJIMMO pPa3BUBATH
cucteMy dapmMakoHaI30pa.

Cucrtema nomkHa OBITH pa3zpaboTaHa TakUM 00pa3oM, 4TOOBI OHA
obecrieurBajia HaIJIeKaIyrO OIEHKY KaueCcTBa COOPAHHBIX COOOIIEHHH O
HEXKeaTeIbHbIX peaKIusIX (B OTHOIIIEHUHN MO/ VTMHHOCTH,
pa300OpUMBOCTH, TOYHOCTH,  TOCIEAOBATEIHHOCTH),  BO3MOXKHOCTU
BBITIOJIHEHUSI TPOBEPKM M MAKCHMAJIbHOM TOJIHOTE MJAHHBIX I HX
KJIMHUYECKOUN OIIEHKH.

Crnenyer CTpyKTYypUpOBaTh CHUCTEMY TaKMM 00pa3oM, 4yTOOBI OHA
MO3BOJISIJIa CBOEBPEMEHHO BalUAUPOBATH OTYETHl O MOJ03PEBAEMbBIX
HEXENAaTeIbHBIX PEaKIUsIX U OOMEHUBATHCS UMHU C YITOJTHOMOYEHHBIMHU
OpraHamMu TOCYJapCTB-UJIEHOB M JIEPXKATEJISIMU  PErUCTPAllMOHHBIX
YIAOCTOBEPEHU B CPOKH, YCTAaHABIMBAEMbIE 3aKOHOJIATE€ILCTBOM
roCyJ1apCTB- YJICHOB.

7.1.1.1. CooO1iieHusi, MOJIy4YE€HHBIE HE MO 3aIpoCy.

7.1.1.1.1. CnoHTaHHbIE COOOIIICHUSI.

CroHTaHHOE COOOIIEHUE — ATO COOOIIEHUE, KOTOPOE CIEIHAIUCT
CUCTEMBbI 3APABOOXPAHCHUS, MALMEHT WM MOTPEOUTENh HAIpPaBIISIET B
ajgpec  YIMOJHOMOYEHHOIO OpraHa TIoOCyJapcTBa-ujie€Ha, JepiKaTens
PErUCTPAIIMOHHOTO  yJAOCTOBEPEHUsS  WIM  JPYrol  OpraHusaiuu
(HampuMep, pPErHMOHANBHBIN IIEHTP, TOKCHKOJIOTHYECKHUUA IIeHTp) Oe3
MpEeABAPUTEIHLHOTO 3alpoca W KOTOPOE OIKCHIBAET OJHY WIM Oojee

MIOJO3PEBAEMBIX HEXKENATEIbHBIX PEAKIUNA y MAalUEHTa, KOTOPOMY



Ha3HayajlCsi OJWH WiIM OoJiee JIEKapCTBEHHbIX TmpemnapatoB. K
CIIOHTAHHBIM COOOIIEHUSIM HE OTHOCSTCA COOOIIECHUS, MOJyYECHHbIE B
XO0JI€ UCCJIEIOBAaHUI WJIM UHBIX BUJOB OPTaHU30BAHHOTO COOpA TAHHBIX.

[TepBOUCTOYHUKOM  TMOJO3PEBAEMOM  HEXKEIATEIIbHOM  PEaAKIUU
SBJISIETCS JIUIIO, KOTOPOE MPEACTAaBWIO MH(POpMAIUIO O clydae pa3BUTHUS
HEXeNaTelbHOW peakiuu. B cioydae ecnu uHpopmainus 00 OJHOU
HEXKENAaTebHOW PEAKIIMH TOCTYNAET OT HECKOJIBKHX MEPBOMCTOYHUKOB, B
TOM 4YHUCJI€ OT paOOTHUKA CUCTEMBI 3/IPABOOXPAHEHHUS], MAI[UEHTa WIIU
noTpeOuTeNsl, JaHHbIE IO BCEM IEPBOUCTOYHUKAM JIOJDKHBI OBITh
BKItoueHbl B pasnen «llepBouctouHuk» ¢GOpMbI  COOOIIEHUS O
HEXKEJATEJIbHOU PEAaKLINU.

[Tonydenue cooOuIeHU B OTBET HA MEPhI CTUMYJIMPOBAHUS B BUJIE
paccbuikn «OOpallleHuil K CHENUAIUCTaM CHUCTEMBI 3J[PAaBOOXPAHEHUS,
nyonukanmuid B Tpecce,  OmMpoca  CIHEHUAIUCTOB  CHUCTEMBI
3[PABOOXPAHEHUS] TPEICTABUTEISIMU JEpiKaTesied  PEerucTpallMOHHBIX
YAOCTOBEPEHUN WM CYIEeOHBIX HCKOB B  OTHOIIEHWH KJjacca
JIEKQpCTBEHHBIX CPEJCTB, CJEAYeT TaKXKe CUUTaTh CIOHTaHHBIMU
COOOIIECHUSIMU.

CooOmieHns TmanveHTa WIM TOTPeOuTeNss O HeKelaTeJlbHBIX
peakusax cieayeT oOpabaThiBaTh KakK CHOHTAaHHbIE COOOIICHUS
HE3aBUCUMO OT MOCJIEIYIOIIETO MEIUIIUHCKOTO TTOATBEPHKICHUS.

B cnydae mnonydeHuss CHOHTAHHOTO COOOIIEHUS O Pa3BUTUU
HEXKEJAaTeJIbHOTO SIBJICHUS, B KOTOPOM OTCYTCTBYET YKa3aHUE HA HATUYUE
MPUYUHHO-CIEJCTBEHHON CBSI3W, JIaHHOE HEXKEIaTeIbHOE SIBICHUE
paccMaTpuBaeTcs Kak HeKelaTelbHas peakius. TakuM oOpa3oM, Bce
MOCTYTAIOIIUE CIIOHTaHHBIE COOOIIIEHHUS, TPEJCTaBIsIeMble PaOOTHUKAMU

CHUCTCMBI 3APaBOOXPAaHCHUS, InmanucHramMu nIIn HOTpe6I/ITeHHMI/I,



paccMaTpUBAIOTCS KaK MOJI03pEeBaeMble HEXeETaTeIbHbIC PEaKIIMu UCXO/Is
U3 TOr0, 4YTO WX TMPEJCTABICHUE COJCPKUT MPEANOI0KEHUE
MEePBOMCTOYHHUKA COOOIICHUS] O HAJIMYMH B3auMOCBs3U. VckimroueHue
COCTaBJISIIOT COOOIICHUS, B KOTOPBIX PEMOPTEPOM ClIETIaHO yKa3aHUE Ha
OTCYTCTBHE B3aUMOCBSI3U MEXK]y HEXKEJATEIbHbIM SIBICHUEM U MPUEMOM
MOJI03PEBAEMOTO JIEKAPCTBEHHOTO TIpernapara.

7.1.1.1.2. CooOmienust 0 HEXKeJIaTeIbHBIX PEAKLUSX,
onyOJIMKOBAaHHBIE B MEJIUIIMHCKOW JIUTEpATYpE.

Hayuynass ~ memumuHcKass — JuTeparypa  SBISETCS  BaKHBIM
HMCTOYHUKOM HUH(pOPMAIIUU IS MOHUTOPUHTa Tpoduisi 0€30MacCHOCTU U
COOTHOIIICHUSI «IOJIb3a — PHUCK» JICKAPCTBEHHBIX IIpPemnaparoB, B
0COOEHHOCTH B OTHOILIEHUH OOHAPY>KEHHSI HOBBIX CUTHAJIOB, CBSI3aHHBIX C
0€30IacHOCThIO, JHMOO aKTyaJbHBIX BOIIPOCOB MO OE€30MaCHOCTH.
JlepkaTensiM  pEeTrUCTPAIIMOHHBIX  YJIOCTOBEPEHUH  CIeayeT  ObITh
WH()OPMUPOBAHHBIMU O BO3MOXKHBIX ITyOJIHKAIMSIX ITYyTEM BBITTOJTHEHUS
CHUCTEMATUYECKOro 0030pa JUTEPaTyphl, I[MHUPOKO HCIOIb3YEMbIX
cripaBouYHbIX 0a3 maHHbIX (B ToMm uuciie Medline, Excerpta Medica wiu
Embase), He pexxe 1 pasza B Henemto. [lepxkaTento perucTpanimoHHOTO
YIAOCTOBEPEHUS CJIEAYEeT YAOCTOBEPUTHCS, 4YTO 0030p JUTEpaTypbl
BKJIIOYAET B Ce€0s HUCMOJb30BaHHE 0a3 JaHHBIX, KOTOpPBIE COJEpHKaT
MaKCUMaJbHOE KOJIMYECTBO CCHUIOK HAa CTaThU, UMEIOIINE OTHOIIEHUE K
MOHUTOPUPYEMOMY  JIEKAPCTBEHHOMY Tmpemnapaty. Ilomumo 3toro,
CIeAyeT MPEeayCMOTPETh, UTOOBI MPEICTABUTEIBLCTBA BCEX KOMITAHUMN
OBLITM OCBEIOMJICHBI O MTyOJIMKAITUSAX B MECTHBIX MEIUIIMHCKUX W3TaHHSIX
M COOTBETCTBYIOIIMM 00pa3zoM HHGOPMHPOBAIM O HHUX OTJEI
0€30MacHOCTH KOMIIaHUHU.

JlepxatensiM ~ pPErMCTPAallMOHHBIX  YIOCTOBEPEHHM  CledyeT



pocMaTpuBaTh COOOIIEHHS O TOAO3PEBAEMBIX  HEXKeJaTeJIbHBIX
peakusax, MyOJUKYyEeMbIX B HAYYHO-MEIUIIMHCKOW JHUTEpaType, B TOM
YHCJIE€ Ba)KHBIE OIMYOJMKOBAaHHBIE TE3UCHI B Marepuanax KOH(EpeHIUi
WIM TIPOEKThl MoOHOrpaduil, 4YTOOBl BBISBISATH UM PETUCTPUPOBATH
COOOIIEHUSI O HEXKEJIATENbHBIX PEAKIMIX, CBA3AHHBIX C JIEKAPCTBEHHBIMU
npernaparaMmu, MNPeACTaBIIAIONMEe COOOM CHOHTAaHHBIE COOOIICHUS WU
COOOIIIEeHHUS, BBISIBJICHHBIE B X0/J1e HEUHTEPBEHIIMOHHBIX
MOCTPErUCTPALMOHHBIX UCCIETOBAHUI.

Ecnu B myOnukanuu yHNOMHHAETCSd HECKOJBKO JIEKAPCTBEHHBIX
MpPENapaToB, TO COOTBETCTBYIOIIEMY JIEPKATEIIO PETUCTPALMOHHOTO
YAOCTOBEPEHUS CJIEAYET PAcCMATPHUBATh JIEKAPCTBEHHBIE MpPENaparhl,
KOTOpbIE€ OMNPENETSAIOTCS aBTOpaMH MyOJHMKAMA KaK HWMEIOIIHE 10
MEHBIIIEH Mepe BO3MOXKHYIO MPUUYUHHO-CJIEJCTBEHHYIO B3aUMOCBS3b C
BBISIBJICHHBIMU TIOJI03PEBAEMBIMU  HEXKENATEIbHBIMUA PEAKIUSIMHA. ITO
OTHOCUTCS Takke M K COOOIIEeHUsIM, OMyOJWKOBaHHBIM B HAy4HO-
MEJIUIIMHCKOM JIUTEepaType B TOCYJapCTBaX, B KOTOPBIX JEpiKaTelb
PETUCTPALIMOHHOTO  YJOCTOBEPEHHS]  MMEET  YJIOCTOBEPEHUE O
pEerucTpalnyu, HO HHUKOI/Ia HE OCYIIECTBISJI KOMMEPUECKOE BHEIPEHUE
JIEKapCTBEHHOT0 Mperapara.

Coo01ienus, OIICHEHHbIE KakK BAJIUJIHBIE, NOJIEKAT
MPEJCTABICHUI0O B  YIOJHOMOYEHHBIE OpraHbl TrOCYAapCTB-WICHOB
COrjacHO TpeOOBaHMSIM 3aKOHOJATEIbCTBA IOCyJIapcTB-wieHOB. Hauamo
OTCueTa BPEMEHM, yCTAaHOBJICHHOTO MJis TMPEACTABICHUS COOOIIEHUS O
HEXKENATEeIbHOW  pEeakUWH, OIpelesercss ¢ MOMEHTa, Korjaa B
PaCIIOPSHKEHUH JAepKaTeNsl PErUCTPAIlMOHHOTO YIOCTOBEPEHHS 0Ka3aaach
uHpopMmanusg O Ciaydae HeXenaTelbHOW peakiud, OTBedaromias

TpeOOBaHMSIM K  MHUHUMAJIbHOW  WHpOpMAnMU Uil  CPOYHOTO



penoptupoBanus. Cneayer opopmIsTh OAWH Clydail HexelaTeIbHOU
peakuu g KaXJI0ro HWJISHTU(PUIHUPYEMOro TMalMeHTa, O KOTOPOM
cooOmmiaercsi, M B COOOIICHWU TIPEJACTABIISTh BAXXHYIO Ui OIICHKH
MenuIuHCKYr0 uHbopmanuio. CChUIKM Ha MyOJUKAIUUd  ClIeyeT
MIPUBOJIUTH KaK UCTOYHUK COOOIIEHUS O HEXKEJIATeIbHON peaKIInu.

7.1.1.1.3. CooOuieHust U3 Ipyrux UCTOUHHUKOB.
Ecin nepkarento perncTpaliOHHOTO yIOCTOBEPEHHUs CTaHOBUTCS

U3BECTHO O COOOIIEHUH O IMOJI03PEBAEMON HEXKENATEeIIbHOW pEeaKIUuu W3
HEMEJIMIIMHCKOTO HUCTOYHUKA, HApPHUMEpP, U3 HEMPO(UIbHBIX MEYaTHBIX
W3JIaHUM WU IPYTUX CPeNCTB MH(pOpMalnu, emy cieayeT o0padaThiBaTh
€ro Kak CHoHTaHHOe cooOmieHue. Clenyer MNPUIIOKUTh MaKCUMYyM
YCUJIMKA, 4YTOOBI MpopadoTaTh Ciaydail s MOJy4YEHUS MUHUMAJIbHOU
HeoOxonuMo uHMOpMaIMKU, KOTOpasi MPEJCTaBISIET COOOM BalUHOE
cCoOOIIeHNE O HEeXenaTeabHOW peakumu. K maHHOMY THIy COOOIICHUI
NPUMEHSIOTCS TPeOOBaHUS B OTHOIICHUM BPEMEHHM IIPEICTABICHUS
COOOIIEHHH, KaK U JJIsl BCEX CIIOHTAHHBIX COOOIICHUMN.

7.1.1.1.4. Hudopmarus o0 TOJ03PEBAEMBIX HEXKEJATEIbHBIX
peaKIusax u3 UH(POPMAITMOHHO-TEIEKOMMYHUKAITUOHHOMN ceTu
«HTepHeT» Mnu nu@pPoBLIX CPeCTB UH(OPMAIIUH.

JlepxatensiM ~ pPErvMCTPAallMOHHBIX  YIOCTOBEPEHHMM  cleayeT
PEryJIIPHO MPOCMATPUBATh B UH(POPMAIMOHHO-TEIEKOMMYHUKAIMOHHOM
cetu «MHTEepHET» MMM 1UMPOBBIX CpecTBaX MH(OpMaIuu BeO-CaWTHI,
BeO- CTpaHUIBI, OJOTH, BHJACOOJOTH, COIMAIbHBIC CETH, HHTEPHET-
dbopyMbl, BUIEOYATHI, TOPTAJIBI TIO TEME 3PABOOXPAHEHUSI, HAXOASIIIHECS
NoJA WX YyOpaBIEHUEM WM  OTBETCTBEHHOCTHIO, Ha  HaJlM4yue
MOTEHIMAIBHBIX  COOOIIEHUH O TOAO03PEBAEMBIX  HEXKeJaTeIbHBIX

peakiusax. B naHHOM KOHTekcTe Iu(dpOBBIE cpelicTBAa HHpOpMaIuu



CUMTAIOTCA  CIHOHCHPYEMBIMH  KOMIIAHUEH, eciu  JepiKareib
PETHCTPAIMOHHOTO  yIOCTOBEPEHUs  BIAACET,  OIUIAYMBAeT  WJIU
KOHTPOJIUPYET uX (IIPH 3TOM MOKepTBOBaHUE (PUHAHCOBOE WJIM MHOE) B
aJpec OpraHM3aldd WM CcaidTa MPOU3BOJUTEIEM JIEKAPCTBEHHBIX
IpenapaToB WU JIepXkKaTeleM PErucTpPallMOHHOTO YAOCTOBEPEHHUS He
ABJISIETCS BJIAJICHUEM, TIPU YCIOBUH, YTO MPOU3BOJUTEND JIEKAPCTBEHHBIX
IpenapartoB WM JEp)KATellb PETUCTPAUUMOHHBIX YJIOCTOBEPEHHI He
KOHTPOJIHMPYET OKOHUYATENbHOE cojiepkaHue caiira). Cinegyer obecrneunThb
TaKyl0 MEPUOJUYHOCTh MPOCMOTPA YKAa3aHHBIX MCTOYHUKOB, YTOOBI
BBITIOJIHSJIOCH  TPEOOBAaHME B OTHOIIEHWU BPEMEHU IIPEACTABICHUS
MOTEHIIMATBHBIX BAJIUIHBIX COOOIICHUN O HEXEJaTeIbHBIX PEaKIUIX B
YIOJIHOMOYEHHBIE OPraHbl TOCYJapCTB-WICHOB, HAYMHAs C JaThl, KOrja
uH(dopmalusa ObUTa pa3MelieHa.

JlepkatensiM pErucTpalMoOHHBIX YIAOCTOBEPEHUM PEKOMEHAYETCS
BBITIOJIHEHUE AKTHBHOTO MOHHMTOPHHTA CHEIUAIbHBIX WHTEPHET-CAaUTOB
WM TUQPOBBIX CpelcTB UHGOPMAIIUU, B TOM YHCIIE CAUTOB MOJICPKKU
NAllMeHTOB WJIM TPYINI C OMNPEeAeJICeHHbIMU 3a00JIeBaHUSIMU, YTOObI
IPOBEPSITh, ONMHUCHIBAIOT JIM OHU BaXXHbIE BOMPOCHI OE30MAaCHOCTH,
KOTOpPBbIE MOTYT OTPEOOBAaTh COCTABICHUSI COOOIIEHUSI B COOTBETCTBUH C
TpeOoBanusMu. [lepuoAUYHOCT MOHHUTOPHHTA STUX CANTOB WU
upOBBIX CpencTB WHGOpPMAIMK JIOJDKHA OMPENEsIThCA PUCKAMHU,
CBSA3aHHBIMU C MOHUTOPUPYEMBIM JIEKAPCTBEHHBIM MPETIApaTOM.

Crnydan mo03peBaeMbIX HEXeIaTebHBIX PEaKlnii, OMMCAHHBIC B
WH(}OPMALIMOHHO-TEIEKOMMYHUKAaIIMOHHOW  cetn  «VHTepHEeT»  Wiu
U poBBIX cpeacTBax UHGOPMAIIUM, TIOJIydYeHHbIe 0€3 3arpoca, cleayeT
oOpabaThiBaTh KaK CIIOHTaHHbIE COOOIIEHUSI C MPUMEHEHHEM K HHUM

TpeOOBaHMII B OTHOIICHWM BPEMEHU PEMOPTUPOBAHUS, KaK JJISI HUHBIX



CHOHTAHHBIX COOOIIEHUN.

B oTHomieHWM ciiygaeB HeXeIaTENbHBIX PEaKIWid, OMUCAHHBIX B
nH()OPMAIIMOHHO-TEIECKOMMYHUKAaIMOHHON  cetu  «UHTepHeT» W
U (POBBIX CpeACTBAX UHPOPMALNH, UIECHTUDUIIMPYEMOCTh COCTaBUTENS
COOOIIEHUSI OTHOCUTCSI K MPOBEPKE CYIIECTBOBAHMS PEAILHOIO JIUIIA, TO
€CTh BO3MOXKHOCTH TIPOBEPHUTHh MPABWIBHOCTh KOHTAKTHBIX JTaHHBIX
COCTaBUTENSI OTYeTa (HampuMmep, ObLI MPENCTaBIEH JACHCTBUTEIbHBIN
azpec dIEKTPOHHOM mouThl). KOHTaKTHBIE NaHHBIE CIEAYET UCTIOIh30BATh
TOJIBKO g 1uenerd (Qapmakonamzopa. Ecau orcyrcTByeT crTpaHa
NEePBOMCTOYHHMKA, TO B KayeCTBE CTPaHbl IMEPBOUCTOYHUKA CIEAYyET
WCITOJIB30BaTh CTPaHy, rae HHPOpMaNusl ObLTa TOJIydeHa, B 3aBUCUMOCTH
OT TOTO, T/I€ BBITOJTHSAETCS MOHUTOPHHT.

Ecnu pepskarento perucTpallMOHHOTO YJIOCTOBEPEHUSI CTaHOBUTCS
U3BECTHO O COOOIIEHHWU O TOJI03PEBAEMON HEKeNIaTeIbHON peakiuu,
OMHMCAaHHOW B IMU(MPOBBIX CpeacTBax MH(OOPMAIIUN, CTIOHCOPOM KOTOPBIX
KOMIIAHUS HE SBIAETCS, CIEAyeT OLEHUTh COOOIIEHHE, YTOObI
OTpeNenTh, TOMAMANAaeT JW OHO TOJ TPEOOBaHUS O BHITTOJTHCHUU
CPOYHOTO PEMIOPTUPOBAHUS.

7.1.1.2. CooO1ieHus 0 HEXKeNaTeIbHBIX PEaKIUIX, MOJIYYECHHBIE 110
3anpocy.

CooOmieHns O TIOO3PEBAEMBIX  HEXKENATEIbHBIX  PEaKITUsX,
MOJIYYEHHBIE IO 3ampocy, — ITO COOOIICHHS, MOJYyYCHHBIE OT CHUCTEM
OpraHU30BaHHOTO cOOpa MaHHBIX, KOTOPbIE BKIIOYAIOT B ceOs
KJIIMHUYECKUE HWCCIEOBaHUs, HEUHTEPBEHIIMOHHBIE HCCIEAOBaHUS,
PETHCTPHI,  TEPCOHATU3UPOBAHHBIE  IPOTPAaMMBl  HCIOJb30BaHUS
HE3apeTUCTPUPOBAHHBIX JIEKapCTBEHHBIX penaparTos, Ipyrue

nporpaMmbl HCIIOJIB30BaHHUSA HC3APCIrUCTPUPOBAHHBIX JICKAPCTBCHHBIX



IpenapaToB B CBS3M C HCKIIOUYHTEIBLHBIMH OOCTOSTEIHLCTBAMH W3
COOOpa)XeHWIl COCTpaJaHusi W MOHUTOPUHTa 3a00JIeBaHUM, OIMPOCHI
MalMEeHTOB WM MEIWIIMHCKUX paOOTHUKOB WM CcOOp JaHHBIX 00
3¢ (PEKTUBHOCTH WM TPUBEPKEHHOCTH TManueHToB. CooOmmeHnus o
HEXENaTeIbHBIX PEaKIUAX, TOJyYCHHBIC OT KaKOW-THM00 U3 3TUX CHCTEM
cOopa JaHHBIX, HE CIeAyeT CYNTATh CIOHTAHHBIMH COOOIICHUSMH.

B pamkax mpomeaypel  pemOpPTUPOBAHUS ~ COOOIIEHHUS O
HEXENAaTeIbHBIX ~ peaKIUAX, IMOJyYeHHBIE II0  3alpocy, CIeIyeT
KJIacCH(PUITUPOBATh KaK COOOIICHMS, ITOJIYICHHBIC B XOC UCCISIOBaHUH,
¥ BBHITIOJIHATH OIICHKY NPHYUHHO-CJICJACTBEHHON CBS3M C IENBI0 HX
COOTBETCTBHS YCIOBHUSAM CPOYHOI'O PEIIOPTUPOBAHHS.

7.1.2. Banunamus coOOOIeHHIA.
7.1.2.1. CpoyHOMYy  pENOPTUPOBAHUIO  TOJJIEKAT  TOJIBKO

WHJUBUIyalbHbIE COOOIICHUS O HEXKEJIATENbHBIX PEAKIHUAX, KOTOpPbIE
UMEIOT TOJIOKUTENbHBIE pe3ybTaThl Banugauu. C 1elbio BBITOJIHEHUS
3TOro TpeOOBaHUS BCE COOOIIEHUS O HEKENATEIbHBIX JIEKAPCTBEHHBIX
peakuusax [0 HX [PEACTABICHUS B  YIOJIHOMOYEHHBIE OpraHbl
rOCy/IapCTB-4JIEHOB JOJIKHBI ObITh MOJABEPTHYTH BAIUIALMN HA HAIUYUE
MUHUMAJIBHOW TpeOyeMol wuHpopmanuu. MuHuManbHas Tpedyemas
uH(popMalrs BKIIOYAET B ceOsi:

uaeHTU(GULIMPYEMBI peropTep (IEPBOUCTOYHUK), KOTOPBIA MOXKET
ObITh HWACHTU(UIMPOBAH IO HMMEHU WIM HWHHULMAIAM, aJpecy WU
kBanudukanuu (HampuMep, Bpad, MPOBHU30p, (apMaieBT, APYrou
MEIUIMHCKUHN CIIEMATUCT, MAUEHT, MOTPEOUTENb WIH APYroe JUIO, He
ABIIAIOIIEECS CHENUAINCTOM B cdepe 3apaBooxpaHeHusi). Pemoprep
CUMTAETCS UACHTU(DUIIMPYEMBIM B CIIy4ae HaJUYUsl KOHTAKTHBIX JIaHHBIX,

00€CTIeYMBAIONINX  BO3MOXKHOCTh  IOJTBEPJUTh  COOOICHUE  WJIU



BBITIOJIHUTh  MOCJEAyIoNIee HaOJIoJeHHe, €eclid 3TO HEe0OXOIUMO.
Cnenyer, 4ToObl OBUIM MACHTU(PUIUPYEMBIMU BCE CTOPOHBI, KOTOPHIE
MPEACTABISAIOT HHGOPMAIUIO O Clydae HEXeJIaTeIbHOW Peakiliu, B TOM
qyciie JOMOJHUTENbHYI0 HHpOopMaluio 1o 3ampocy. Eciu penoprep He
’KEJIaeT MPEeJICTABIIATh KOHTAKTHBIE JAHHBIE, CJIETYET CUYUTATh COOOIIEHUE
O HEXeJIaTeJIbHOW peakIuy BaJUHBIM IPHU YCIOBUM, YTO OpTraHU3aIMS,
npouH(OPMUPOBAHHAS O Cly4yae, CHOCOOHA MOJTBEPAUTH €r0 HAMPSAMYIO
C PETOPTEPOM;

UACHTUDUIIMPYEMBI  TAIMEeHT,  KOTOPBIM  MOXET  OBITh
UIECHTU(DUIIMPOBAH yTeEM yKa3aHUS €ro 1705050002620 (0):
UJICHTU(UKAIIMOHHOTO HOMEpa, JaThl POXKACHUSA, BO3pacTa WU
BO3pacTHOM rpymsl U noja. Mudopmanusa o0 uaeHTuGuKanum naueHTa
J0J>KHA OBITh MAKCUMAJILHO MTOJTHOM;

II0 MEHBIIEHW MEpe OJWH IMOJ03PEBAEMBIA  JIEKAPCTBEHHBIN
Ipernapar;

10 MEHbIIEH Mepe OJIHA MOJ03pEBaeMasi HeXxenaTellbHas peakiysl.
Ecnu nepBOMCTOYHUKOM C/I€IAHO YTBEPKJCHHUE B MPSIMOl (hOpME O TOM,
YTO MCKIIOYAETCAd HAJIUYUE MPUYUHHO-CIECICTBEHHON CBSI3M MEKIY
Ha3HAYEHUEM JIEKApPCTBEHHOIO TMpernapara U HexelaTelIbHOW peakinel, u
nosy4yatenb  (YIOJHOMOYEHHBIH  OpraH  rocyJapcTBa-yjeHa  WIU
Jep)KaTellb PErUCTPALMOHHOTO YJIOCTOBEPEHUSI) COIJIACEH C ATHUM,
COOOIIEHUE OMpeIeNsAeTC KaK HEBATMIHOE UHANBUYIbHOE COOOIICHHE
O HEXeJaTeIbHOM peakIuMu, TOCKOJIbKY MHHUMAaJlIbHasi TpeOyemasi
uHpopmanus sBisercss HenoJdHoH. CooOIIeHNe TaKKe ONpeesieTcss KaKk
HEBAJINJTHOE HMHJUBUAYAJIBHOE COOOIICHUE O HEXKEJIAaTeIbHOM pEeaKLuHu,
€cJIM cOOOIaeTCs, YTO MAI[MEHT MEePEHEC HEXKEIATENbHYI0 PEaKIUIO0 U He

MpeaACTAaBJICHO YKa3aHMC BHIA HEXKeJIaTeIbHOM PCAKIK HWJIN OIIMCAHHC



MEPEHECEHHOMN HeXeIaTeIbHON PeaKIuu.

7.1.2.2. IIpu cOope cooOleHnid 0 M0I03pEBAEMBIX HEKENATEIbHbIX
peakiusax 4depe3  MHOOPMAIMOHHO-TEIIEKOMMYHHUKAIIMOHHYIO  CETh
«AuTepuer» wim  1udpoBbie  cpeAcTBa  MHGOpPMAIIMKM  TEPMHUH
«UACHTU(DUIUPYEMBII»  OTHOCUTCS K  BO3MOXHOCTH  IPOBEPKH
CYILIECTBOBaHUS peropTepa (COCTaBUTEINS COOOIICHMS) U MaIeHTAa.

7.1.2.3. OtcyTrcTBUE KaKOro-mubo u3 d3TUX 4 3JIEMEHTOB
MUHUMaJIbHOU MH(OPMAILIMKU 03HAYAET, YTO CIIyYaid CYMTAETCS HEMOIHBIM
U HE MOJJIEKHUT MPOLEIYpPEe CPOUYHOTO MPEACTABICHUS COOOIIECHUS O
HEXKEeNaTebHOW peakuu. Y MOJIHOMOYEHHbBIE OPTaHbl TOCYAapCTB-YWICHOB
U JIepKaTelld PErucTPALMOHHBIX YJAOCTOBEPEHUN OJKHBI MPOSIBISATH
0CcOOyI0 THIATEIBHOCTh B paboTe Mo cOOpy HEAOCTAIOIIUX SJIEMEHTOB
JTAHHBIX B COOOIIECHUAX. TeM HE MeHee COOOILIEHHS O HEXEIATEIbHBIX
peakusax, MUHUMaIbHass UHGOPMAIIUSI O KOTOPBIX SBJISIETCS HEMOJHOM,
CJIelyeT PEerucTpUpoBaTh B paMKax CHUCTEMbI (papMakoHaA30pa C LEIbIO
UX UCIIOJIb30BAHUS B TEKYIIEH JIEATEIbHOCTH IO OLIEHKE O€30MaCHOCTH.

7.1.2.4. Eciu opHOW CTOpOoHE (YIOJIHOMOYEHHOMY OpraHy
rocyJlapCcTBa-wieHa WU JAEPKaTeI0 PETUCTPAIMOHHOTO yI0CTOBEPEHUS)
CTAaHOBUTCSI M3BECTHO, YTO PEMOPTEP MOT COOOIIUTH O TOJ03PEBAEMOI
HE)KEJATEIbHON pEaKIMU TAKXKE W JAPYIrOM 3aMHTEPECOBAHHOW CTOPOHE,
Takoe€ COOOIIEHME TeM HE MEHee CJIelyeT CYUTaTh BaJIUIHBIM
COOOIIIEHNEM O HeXKeNaTelIbHOU peakiuu. CooOIIeHrne 0 HeXelaTeIbHON
pEeaKIUU JIOJKHO BKJIIOYATh BCIO BaXXHYHO MH(GOpPMAINIO, HEOOXOAUMYIO
U1l OOHApYKEeHHS AyOJIUPYIOMIETro COOOIICHHMS.

7.1.2.5. Ecnmu uMmeeTcs HECOTJIacue MEXIy HCCIEeNOBATEIIeEM |
Jep>KaTeleM PErUCTPAlMOHHOTO  YJOCTOBEPEHUSI WA  CIOHCOPOM

HCCICOOBAHUA B OICHKC HpH‘-IPIHHO-CHC,Z[CTBCHHOﬁ CBA3UM MCIKIAY



Ha3HAYEHUEM T10/I03PEBAEMOr0 JICKAPCTBEHHOIO Mpenapara U pa3BUTHEM
HEXKENaTeNIbHOW peaklUh MpH MPOBEACHUU MMOCTPETUCTPAMOHHBIX
HEUHTEPBEHIIMOHHBIX HCCIEIOBAHUMN, HE CIEAYyeT IEpPEBOJUTh Clly4yau
HEeXeaTeIbHOW peakiuu B 0oyiee HU3KYIO MO CTENEHU JOCTOBEPHOCTH
B3aMMOCBSA3U KaTeropuio. B cooOiieHnn o HeXeNnaTelbHONW peakiuu
cleAyeT TpeACTaBUTh MHEHHUS  HCCeAOoBaTeNss W JAepiKaTens
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS UJTU CIIOHCOPA UCCIIEIOBAHMUS.

7.1.3. Tlocnenytomiass paboTa ¢ COOOIICHUSIMU O HEXKeIaTeIbHBIX
peaKkuusx.

7.1.3.1. Eciu npu mnepBOHAYAIIBHOM MOJY4YEHUU COOOIICHHS O
MO/I0O3PEBAEMBIX HEXKENATEIbHBIX peakiusix uHdopMalusa B HUX
HETOJIHAs, CJIEAyeT TPOBOJIUTH TMOCIEAYIONYI0 paboTy ¢ TaKUMHU
COOOIIEHUSIMU, YTOOBI ~ MOJYYUTHb JIOMOJHUTEIbHYIO  TOJAPOOHYIO
uH(poOpMaIMIo, SBIISIIOLIYIOCS BaXKHOU 11 HAYYHOW OIICHKH CIIy4daeB
Pa3BUTHUSI HEXKETATEIbHBIX PEAKIIHI.

7.1.3.2. TlpumeHsieMble METOJbI BOCCTAHOBIICHHS] HMH(POPMAINH
clielyeT HaleJIUTh Ha ONTUMU3AIMIO cOOopa HeJocTarouel nHhopMaIuu.
[Io BO3MOXHOCTH CIIEIyeT TMOJy4aTh MUCbMEHHOE TMOATBEPKICHUE
CBEJICHUW, TNIPEICTABICHHBIX B YCTHOM ¢opme. OTy CTaHIAPTHYIO
NeATeNbHOCTh 10  (hapMakOHAJ30py  CJIEAYET  OCYHIECTBISITh  C
NPUMEHEHUEM MEp, MOOUIPSIONIUX TMEPBOMCTOYHUK (pemoprepa)
MPEACTABIAT, HOBYIO HHGOPMAIMIO, BaXKHYIO JUIsI HAYYHOH OLIEHKH
PENOPTUPYEMOTO BONpPOca OE€30MacHOCTH.

7.1.3.3. Ecnu wuHpopmanus TMoJydeHa HEMOCPEACTBEHHO OT
MalreHTa 17R10 noTpeOuTes, MPEANONAaratoIero HaJn4uue
HE)KENIATEIIbHOW PEAKIMU, U SBIISIETCS HEIMOIHOM, CIEAYET MPEINPUHSITH

IOIIBITKK TIIOJIYYCHHA COIJIaCud Ha IIPCACTABICHUC JIOTIOJTHUTEIILHOM



uHpOpMaIMi y COOTBETCTBYIOIIETO MEAUIIMHCKOro paboTHuka. Ecnu
MEIUIIMHCKUN paOOTHUK TOATBEPAWA (MOTHOCTHIO WM YaCTHUYHO)
Cllyyall HEXeJlaTeTbHON peaKIMu, UCXOJHOE COOOIIEHHE MO KOTOPOMY
MPEACTaBICHO MOTPEOUTENEM MM MALUEHTOM, CIEAyeT TOYHO OTPa3UTh
JaHHyl0  uWHpOpMaunMi©O B HUHAUBUAYaTbHOM  COOOILIEHHH O
HEKEJIATEIbHOU pEeaKIuu.

7.1.3.4. B OTHOIIEHUHU TOJI03PEBAEMBIX HEXKEJIATEIbHBIX PEaKIIHil,
CBSI3aHHBIX €  JIGKAPCTBEHHBIMU  TIperaparaMu  OMOJIOTHYECKOTO
MPOUCXOXKJICHUSI, OCOOYI0 BaXHOCTh HMEET TOYHas WACHTU(UKAIUS
COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO TIpernapara B OTHOUIEHHH €ro
U3rotoBiieHus. [loaTomy cienyer npuHUMaTh BCE HAAJIEKAIUE MEPBHI TS
TOYHOT'0 YKa3aHHsI TOPrOBOTO HAMMEHOBAHMS JIEKAPCTBEHHOTO Mpernapara
¥ HOMepa MapTHUH JICKAPCTBEHHOTO IMpernapara.

7.1.4. YnpaBneHue JaHHBIMU.
7.1.4.1. DnekTpoHHBIE JaHHBIE W COOOIIEHUS Ha OyMaKHBIX

HOCHUTEIIIX O IIOA03PEBACMBIX HEKEIATCIbHBIX PEaKIHUAX CIeIyeT
XpaHUTh M O0OpamarbCcs ¢ HUMH TaKUM K€ 00pa3oM, KaK U C APYTUMH
MEIUIIMHCKUMHU 3aliCsIMU  (BKJIIOYasl BBITOJIHEHHE TpeOOBaHUI 10
o0ecCITeUYeHUTO KOH(HICHIIMAIBHOCTH B OTHOIIEHUH
UISHTH(UIHPYEMOCTH IAIlMEHTOB M PEIOPTEPOB), B COOTBETCTBHU C
TpeOOBaHUAMHU 3aKOHOJIaTeIHLCTBA rocyJapcTBa-4JicHa 0
HEMIPUKOCHOBEHHOCTH  JMaHHBIX. CliemyeT  XpaHWUTh B TaiiHe
UICHTU(DHUIIMPYEMBIE TISPCOHAIIBHBIE CBEJICHHUSI O COCTABJISIOIINX OTYCTHI
CIIeIIMaJIMCTaX CUCTEMBI 3IpaBOOXpaHeHUs (pernoprepax).

7.1.4.2. YToOBI 00eceunuTh COXPAHHOCTh U KOH(PHUICHIIMATIBHOCTD
JaHHBIX MO (hapMaKOHAI30py, CIEayeT 00eCHeYUTh CTPOTHH KOHTPOIb

A0CTYyIIAa K TOKYMCHTaM U 0azam JaHHBIX U ITPCAOCTABHUTH IIPABO AOCTYIIA



TOJIBKO YMNOJHOMOYEHHOMY TiepcoHany. JlaHHoe TpeOoBaHHE IO
obOecrnieyeHr0 0€30MacHOCTH JaHHBIX PacCIpOCTPaHSETCS HAa BCE ATallbl
MPOXOXKACHUST U OOpalieHusi JaHHbIX. B CBsI3W C 3TUM clemyeT
peanu3oBaTh Mpoleaypbl obecredyeHus 0e30MacHOCTH U COXPAHHOCTHU
JaHHBIX BO BpeMs Mepeadu JaHHbIX.

7.1.4.3. Ecnu nmepenada naHHBIX 10 (hapMaKOHAI30py MPOUCXOIUT
B IIpeeNax OpraHu3allud WIM MEXIy OpraHu3alusMu, CleayeT
MPUMEHATh TaKOW MEXaHHW3M, MPU KOTOPOM HMMEETCS TMOJTBEPKIACHUE
TOr0o, YTO BCE YBEJIOMJICHHS TMOJYy4YeHbl. B JaHHOM ciydae cieayer
00ecreunTh MPOIECC MOATBEPXKICHUS W (WJIK) CBEPKH HHGOpPMAIIUH.
Nudopmaniueit o cooOImIEHMH O Ciydae pa3BUTUS HEXKelaTeIbHON
peakiuuu MOTyT OOMEHHMBATHCS TOJBKO 3aWHTEPECOBAHHBIE JHIA B
aHOHUMHOM ¢opmare.

7.1.4.4. XpaHeHME JaHHBIX B DJJEKTPOHHOM BHJAEC JIOJKHO
o0OecrieynBaTh K HHUM JOCTYIl YIOJHOMOYEHHBIX JIMIl B PEXKHUME
peaIbHOr0 BPEMEHH.

7.1.4.5. Tlpouenypa WCIONB30BaHUS CIICLUATBHON TEPMUHOJIOTUU
IIPU BBOJIE JAHHBIX JIOJHKHA MOHUTOPHUPOBATHCS M OBITH BAIMIUPOBAHHOMN
MyTeM BBITIOJIHEHUSI ayIUTa MO0 00ECIeUEHUI0 Ka4yeCTBa CUCTEeMATHUYECKU
MO0 TOCPEICTBOM MPOBEACHUS MEPUOANYECKON BBHIOOPOYHOM OIICHKH.
[lepconan gobkeH OBITH MNPOUHCTPYKTUPOBAH O TIPOIEAYpE BBOJA
JaHHBIX C HMCTOJIB30BaHUEM TEPMHUHOJOTHH, KBaTU(UKAIUSI TEpCOoHala
J0JKHA TIEPUOUYECKH MOATBEPKAAThCsl. COOOIIEHUSI O HEeXKeNaTeIbHbIX
peakiusax, TOJIydeHHbIE OT TIEPBOMCTOYHMKA (permoprepa), CleayeT
oOpabaTbiBaTh HENpEAB3sITO, 03 TpaHchopMamuu UHPOPMAIIUA U
BMeEIIIaTeJIbCTBA B €€ TEKCT, BO BpPeMs BBOAA JAHHBIX WIW Tepeaadu

AJIEKTPOHHBIX JAHHBIX CIEIyeT M30eraTh U3MEHEHUU (JI00aBJICHUS WU



yaanenus uHdopmarun). CooOIIeHUsT JOMKHBI BKIIOYATh JIOCTOBHBIN
TEKCT, HCMOJb3yEMbId B MEPBOUCTOYHUKE, WA €TI0 TOYHBIA TMEPEBOJ.
UcxogHbld  MOCJHOBHBIM  TEKCT  CJIEAyeT  MNEPEeKOAUpPOBaThL  C
HCIIOJIb30BAaHUEM COOTBETCTBYIOIIEH TEPMUHOJIOTHH.

7.1.4.6. XpaHeHME [OaHHBIX B DOJEKTPOHHOM BHJE JOJIKHO
obecrieunBaTh  IPOCICKUBAEMOCTh  («ayIUTOPCKHH  Cled»)  BCeX
BBEJICHHBIX WJIM U3MEHEHHBIX JIaHHBIX, B TOM YHUCJE JaThl U UCTOYHUKOB
MOJTYYCHHBIX JIaHHBIX, a TaKXKe JaThl U MECTa, B KOTOPOE 3TH JaHHBIE
nepeIatoTCs.

7.1.4.7. Cnenyer peryiaspHO HPOBOJHUTH MPOBEPKY Oa3bl JTAHHBIX
st OOHapy>KeHHsi M 0o0pabOTKM AYOIUPYIOIIMX COOOIIEHUH O
HEXKeJaTeJbHBIX PEaKIIUsIX.

7.1.5. YripaBieHue KaueCTBOM.

7.1.5.1. VYIIOTHOMOYEHHBIM OpraHaM TIOCYJIapCTB-4JICHOB U
JepKaTelsiM PETUCTPAIMOHHBIX YJIOCTOBEPEHUN cliefyeT pa3paborarth U
BHEJPUTh CHUCTEMY YIPABJICHUS Ka4eCTBOM, 4YTOOBI TapaHTUPOBATH
COOTBETCTBUE CHUCTEMBbI (hapMaKOHAJ30pa HEOOXOAUMBIM CTaHAApTaM
KayecTBa Ha KaXJOM CcTaauu OOpalieHuss C COOOIIEHUSIMU O
HEXKEJNAaTeNbHBIX peakIusax (HampuMmep, Ha TaKuX CTaAusIX, Kak cOop
JAHHBIX, MEpelada [aHHbIX, YNpPABJICHUWE JAaHHBIMH, KOJAUPOBAHUE U
apXMBUPOBAHME JTAHHBIX, BATUJAIINS CIydasi, OLICHKA Cydasi, MOJydeHue
nocieaymomeid uHPopMalMu W TPEJACTaBICHUE HWHIUBUIYAJIbHBIX
COOOIIEHUI O HeXeIaTeIbHbIX peakiusix). COOTBETCTBUE COXPAaHEHHBIX
JAHHBIX HCXOJHBIM COOOIIEHUSIM W  COOOIICHUSIM, COACPKAIIUM
uH(}OpMAIIHIO O TTOCIEAYIOMIEH OIEHKE, CIEeAYEeT MPOBEPSATH C MOMOIIBIO
MPOIIEyp KOHTPOJIS KauyecTBa, KOTOPHIE JIEJIal0T BO3MOXKHOU BaJIUJIAIUIO

COXPaHCHHLBIX JaHHBLIX COIIOCTABJICHHUCM C MCXOAHBIMU JAHHBIMU HJIIHM HUX



U300pakeHUSAMHU. B CBSI3M ¢ 3TUM clieayeT UMEeTh IMMOCTOSHHBIN JTOCTYH K
JaHHBIM TIEPBOMCTOYHMKA (HAmpWMep, K THUChMaM, COOOIICHUSM,
MOJIydYEHHBIM  (TIepeJaHHBIM) TI0 JJEKTPOHHOM  TOYTe, 3aMHCsIM
Teae(OHHBIX Pa3roBOPOB, KOTOPHIE COAEPIKAT MOAPOOHBIE CBEICHUS O
pEaKIMK) UK U300paKEHUSIM JaHHBIX UCTOYHHKA.

7.1.5.2. IIucemennble COIIl 1M0OMKHBI TapaHTUPOBATH YETKOE
pacmpezielieHue pojie U 00sI3aHHOCTEH, SICHOCTh IMOCTABIEHHBIX 3a/1au
JUISL BCEX YYacTBYIOIIUX B pabore ¢ mHOpMamueld o HeXelaTelIbHBIX
peaknmsIX Ha JEKapCTBEHHbIE IMpenapaThl CTOpPOH. JIOMKHO OBITh
pa3paboTaHO W BHEIPEHO MOJIOKEHHE O HaJJIeKalleM KOHTPOJIe U MpHU
HeoOXxoauMocT 00 W3MEHEHMH CcHUCTeMbl. JlaHHoe TpeboBaHuUe
pacmpocTpaHsieTcsl Ha  JIESITENbHOCTb,  OCYIIECTBIEHHE  KOTOPOH
MIPOM3BOUTCS 110 KOHTPAKTY C TPETbUMHU CTOpoHaMU, muchbMeHHbIe COIl
KOTOPBIX CIIEIyeT MPOBEPSATh, YTOOBI yaocToBeputhcs, uro Takue COII
ABJISIIOTCA ~ COOTBETCTBYIOIIMMHU W OTBEYAIOT  MIPUMEHSEMbBIM
TpeOOBaAHUSIM.

7.1.5.3. Cnenyer mpoBOAWTH Hajjiexaillee OOydeHUE IepCcOoHala,
KOTOPBIA ~ HEMOCPEACTBEHHO  OCYIIECTBIAET  JIEATENBHOCTH IO
dbapMakoHaI30py, a TAaKXKe MEepCcoHala JPYTUX OTAENOB, KOTOPbIE MOTYT
3aHUMAThCS MOJIyYeHUEM WM 00pabOTKOM cooOIIeHN 0 O€30MaCHOCTH
(Hampumep, TOoapa3feNieHus MO KIWMHUYECKON pa3paboTke, Mpojaxam,
MEJIUIIMHCKON MH(OpMaInK, IOPUANIECKON padoTe, KOHTPOJIIO KaueCTBa)
OOyueHue JIOJDKHO TIPOBOJUTHCA 10 COOTBETCTBYIOIIUM pa3feiam
3aKOHOJIaTEeNbCTBA M PYKOBOJACTB B cdepe (apMaKkoHAA30pa, a TaKKe
BKJIIOUAThH CHEIUAIbHOE 00yUYEeHHUE IO BHITTOJTHEHHUIO 00paOOTKH OTUETOB.

7.1.6. OcobOble cuTyaluu.
7.1.6.1. Hcnonp30BaHuE JEKAPCTBEHHBIX IPENApPaTOB BO BpeMs



OepeMEHHOCTH UM KOPMJIEHUS TPYBIO.

7.1.6.1.1. bepeMeHHOCT®.
Crnenyet o0GecneyuTs MOCIeNyIolIee OTCISKMBAHUE CITy4aeB, KOTia

AMOPHOH WIM IUIOJ, MOT TOABEPraThbCsl BO3JEUCTBUIO JIEKAPCTBEHHBIX
cpeacTB  (IIOCPEICTBOM  BO3JICMCTBUS Ha MaTh JMOO Teperaydu
JIEKapCTBEHHOT'O CPEACTBA YEpe3 CHEPMY MOCIE BO3JCHUCTBUSA HA OTIA),
qT00BI cOOpaTh MH(POpMaIUio 00 Mcxoae OEpPEeMEHHOCTH U BO3MOYKHOM
BIIUSIHUW JIGKAPCTBEHHOTO TMpemnapara Ha pa3BuTue pedenka. Ecmu
NnehcTByOllee BemecTBO (i 1 w3 ero MeTaboJIMTOB) HMEET
JUIMTEBHBIA TIEPUOJ TOJYBBIBEICHUS, ATO CJIEAyeT MPUHUMATh BO
BHUMAHHUE TP OLIEHKE BO3MOXKHOCTH BO3JCHCTBUSI JIEKAPCTBEHHOTO
npemnapara Ha IUIOJ, B CilIy4Yae €CJIM JIEKapCTBEHHBIM IIpernapar
MIPUHUMAJICS JI0 3a4aTusl.

Crnenyet oOecniednTh HATMYME MAKCUMAJIbLHO TTOAPOOHBIX CBEICHUN
B COOOIIEHUSAX O BO3JCHCTBUM JIEKAPCTBEHHBIX IPENapaToB Ha OpraHU3M
MaTepu M IUIOJIa BO BpeMs OEPEeMEHHOCTH C IIE€JIbI0 BO3MOXHOCTHU
MPOBEJICHUS OLIEHKU MTPUYUHHO-CIEJCTBEHHOMN CBs3U. J[J11 OIIEHKU Takux
COOOIIEHUIT MOTYT OBITh pa3paOOTaHbl U UCIOJIb30BATHCS CTaHIAPTHHIE
BOIIPOCHUKH.

OTnenpHbIE Cllydau C HEXENATeNIbHBIM HCXOJO0M, CBSI3bIBAEMBIE C
BO3JICUCTBUEM JIEKAPCTBEHHOTO TIpemapara BO BpeMsi OEpEeMEHHOCTH,
KJIACCUPUITUPYIOTCS KaK Cephe3HBbIC HEXeaTeNbHbIC PEaKIUh, KOTOpPbhIE
MOIeXKaT CPOYHOMY PEIIOPTUPOBAHUIO B COOTBETCTBUM C TPEOOBAaHUSAMU
MEKIyHapOJAHBIX JIOTOBOPOB M aKTOB, COCTaBisrouux mpaBo Corosa, u
3aKOHOJATEILCTBOM T'OCYJJaPCTB-YJICHOB.

Takue ciryyan BKIIFOYAKOT:
COOOIIEHUSI O BPOXKACHHBIX AaHOMANUSAX WM OTCTAaBaHUU B



pa3BUTHUH Y IUTIO/A WK PEOCHKA;

COOOILIEHUS O CMEPTH IUIOJa U CaMOIIPOU3BOJIBHOM a00pTE;
COOOIIEHUSI O TOJ03PEBAEMBIX HEKENATEIbHBIX PEAKIUAX Y

HOBOPOXJECHHOTO, KOTOPhIE KIACCU(DHUITMPYIOTCS KaK CEphE3HBIE.

He momnexar cpouyHOMYy PENmOpTUPOBAHUIO TAaKHUE WHBIE CIIydaw,
KaKk COOOIIEeHHWs O TIpepbIBaHUM OepeMeHHOocTH 0e3  yKazaHus
uHDopMallMd O HAJIWYUU WM OTCYTCTBUU BPOXKIECHHOTO IOPOKa
pa3BUTHS, COOOIIEHHUS O BO3JCHCTBUM JICKAPCTBEHHOT'O Iperapara Ha
TeueHue OepeMEeHHOCTH O€3 JaHHBIX 00 HMCXOAE€ WM COOOIIEHHS, B
KOTOPBIX COACPKUTCS WH(DOpPMAIIUSI 0 HOPMATIBHOM MCXOJIE, IIOCKOJBKY B
HUX HE COJEPKHUTCS  OJHO3HAYHOTO  yKa3aHUS Ha  HaJW4yue
M0/I03peBaeMOil HexkelaTenbHON peakuuu. OJHAKO JaHHBIE COOOIICHUS
cienyer oOpabaThiBaTh TakXke, KaKk M Jpyrue CoOOOLIEHUs O
HEXEIaTeIbHBIX PEAKIUAX Ha JICKapCTBEHHBIN Mpemnapar.

B ompeneneHHBIX choydasx BC€ COOOIIEHHS O BO3JCHCTBHUU
JIEKapCTBEHHOT'O TIpemnapara Ha OpPraHW3M MaTeph M IUI0JIa BO BpeMs
OepeMEHHOCTH MOTYT IOJJIeKAaTh CPOYHOMY pPETOpTHpOoBaHUI0. JlaHHOE
TpeOoBaHue (ycaoBHE) MOXET ObITh BKItOUeHO B IIYP u, kak mpaBuio,
OOyCJIOBJICHO  HaJW4YMeM  TMPOTHUBOINOKA3aHUA 1O  IPUMEHEHHUIO
JIEKapCTBEHHOTO TIpernapara BO BpeMs OEpEeMEHHOCTH WJIH €ro
BBIPAXKEHHOM TEPATOr€HHOCTBIO M HEOOXOJUMOCTBIO 00s3aTEIBbHOTO
TIATETHHOTO MOCIEAYIONIETO0 MOHUTOPUHTA 0€301TacCHOCTH (HampuMep, B
OTHOIIEHWW  JICKAPCTBEHHBIX  CPEACTB, TMOJOOHBIX  TaJUIOMHUIY,
M30TPETUHOUHY).

Crnenyer He3aMeJIUTEIHHO YBEIOMIISATh YIIOJTHOMOYCHHBIE OPTaHbI
rOCyZapCTB-4JICHOB O BBISABJICHUHM CUTHAJIA O BO3MOKHOM T€PATOT€HHOM

s dekre (HampuMep, CUTHAJIA O TPYIINE CXOJHBIX aHOMAJIbHBIX HCXO0B



OEpEeMEHHOCTH).

7.1.6.1.2. KopMiieHH€e TpyAblo.
Crnenyetr cooOmaTe O MOJ03PEBAEMBIX HEKEIATEIbHBIX PEAKITUSX,

KOTOpPBIE BO3HUKAIOT Y MIIQJICHIICB ITOCJIC BO3JICUCTBUS HA WX OPTraHU3M
JIEKapCTBEHHOTO Mperapara Mpu ero MPOHUKHOBEHUH B TPYIHOE MOJIOKO.

7.1.6.2. Mcnonp30BaHKE JIEKAPCTBEHHOTO MpemnapaTra B MNeAuaTpuu
Y Y MIOKUJIBIX JIFOJEH.

Crnenyet mpeANpHUHITL BCE BO3MOXKHBIC MEPHI JJISI YCTAHOBJICHUS U
yKa3aHWs BO3pacTa WM BO3PACTHOW TPYIIIBI MAIlMEHTa, €CIM O Clydae
HEXENaTeIbHOTO  JIEWCTBHS  COOONIAeT  CIEIHAIUCT  CHCTEMBI
3IPAaBOOXPAHCHUS], TIAIUEHT WJIU MOTPEOUTENb, NIJIs TOTO YTOOBI MMETh
BO3MOKHOCTh YCTAHOBUTH TMOTEHIIMAIbHBIC CUTHAJIBI MO O€30IMacHOCTH,
crienpruIHbIE SIS OTIPEICIICHHON BO3PACTHOM IPYIIIbI HACEJICHHUS.

Ecnu ucnons3oBaHue JEKapCTBEHHOIO Mperapara pacinpoCTpaHeHO
Cpeau TPYIII MallMeHTOB, HE BKIIFOUEHHBIX B 0100penHyr0 OXJIII, BaxkHO,
9TOOBI YIOJIHOMOYEHHBIC OpPTaHbl TOCYJAapCTB-WICHOB W JepKaTelu
PETHCTPAIIMOHHBIX yIOCTOBEPEHUN OCYIIECTBISUIA MOHHTOPHHT JTFOOBIX
MOCIHEAYIOIMX  MpoOjaeM  mo  O€30MacHOCTH M IPUHUMAIHU
COOTBETCTBYIOIIIME MEPHI MO paboTe ¢ CUTHajIaMu 00 3TUX MHpoOjeMax.
JlepkaTensiM pPErHCTPAIMOHHBIX YAOCTOBEPEHUM U YIOJHOMOYEHHBIM
opraHaM rocyapCTB-YJICHOB CIEAYET MOOUIPAThH CIEIHATICTOB CHCTEMBI
3IPAaBOOXPAHCHUSI COCTaBIIATh M TPEJCTABIATH COOOIICHHS 000 BCExX
MO/I03PEBAEMBIX HEXKEIATSIBHBIX PEAKINAX, JAKE €CIU ITH PeaKIuu
UMEIOT MECTO CPeIU TPYyMI HAceJICHUs, HEe BKIIOUECHHBIX B OJ0OPEHHYIO
o0J1acTh MPUMEHEHUS JIEKApCTBEHHOT0 Mpenapata coriacHo ero OXJIII.

7.1.6.3. CoobmieHuss 0 Mepeao3upPOBKE, 3JI0YNOTPEOJCHUN W

HCIIPABHUIIBHOM IIPHUMCHCHHHN JICKAPCTBCHHOI'O IIpCIlapaTrd, a TaKKE O



MEIUIIMHCKUX OIIMMOKaX WJIM BO3JCHCTBUM JIEKAPCTBEHHOIrO IIperapara,
CBSI3aHHBIX C MPO(PECCUOHATBLHON 1€ TEIbHOCTHIO.

B cnydae ecnu mepeno3upoBKa, 3JI0yNOTPEOICHUE, HEMPaBUIbHOE
MpUMEHEeHUEe, MEAUIIMHCKAasl OIMOKa WIJIM BO3JEHUCTBHUE JICKAPCTBEHHOIO
mpernapara, CBsi3aHHbIE C TPOPECCHOHAIBHON JCATEIbHOCTBIO, HE
MPUBEIN K Pa3BUTHIO HEXKEJATEILHOW PEaKIMH, CBEJACHUS O HHUX HE
MoJIeXKaT MPOIEAYPe CPOYHOTO PEMOPTUPOBAHUS. DTH JaHHBIC CIIETyeT
BHOCUTH B cooTBeTcTByrOIUi [1OOb u IIYP (ecnu mpumenumo). Ecnu
JTAaHHBIE COOOIIEHUSI COZEpKaT JaHHbIE O 0€30MAaCHOCTH, BIUSIONINE Ha
COOTHOIIIEHHE «IO0JIb3a — PHUCK» JIEKAPCTBEHHOTO IIpernapara, O HHX
CIeayeT YBEIOMJISITH YMOJHOMOYEHHBIE OPTraHbl TOCYJapCTB-4ICHOB B
COOTBETCTBHUH C TPEOOBAHUSIMHU 3aKOHOATEIHLCTBA TOCYJapCTBA-UJICHA.

7.1.6.4. OTcyTCcTBUE TepaneBTUUECKON 3 (PEKTUBHOCTH.
CooOmiennss 00 OTCYTCTBUHM TepamneBTHUECKOH 3hPeKTUBHOCTH

CJIelyeT PErucTpUpoBaTh M BBINOJIHATH MOCIEAYIONIYIO padoTy 1o
MOJIYYEHUIO MOJHON nHpopmanuu. J[aHHbIe COOOIIEHHS, KaK PaBUIIO, HE
MOJJIEKAT CPOYHOMY penopTupoBaHuto W yuuThiBaroTcss B [IOOb. B
ONpEAENIEHHbIX  ClIy4yasX MOXET TOTpeOOBaThbCs  IpPEACTaBICHUE
COOOIIEHN 00 OTCYTCTBUU TEpaneBTUUECKONU 3PPEKTUBHOCTH B TEUECHUE
15-mHeBHOTO Cpoka. K TakumM ciy4asM OTHOCSTCA OTCYTCTBHUE
TepaneBTUYECKOW 3(PPEKTUBHOCTH NPU NPUMEHEHUHU IMOA03PEBAEMOTO
JIEKApCTBEHHOTO npernapara TUTS JICYEHUS 3a00J1eBaHUM,
NPEACTABISIONINX YIrpo3y JKH3HM (BKIIOYAsl YIPOXKAIOIIME JKU3HU
MH(EKIINOHHBIE 3a00JIeBaHNUA, BBI3BaHHBIC 4yBCTBUTEIbHBIMU
MUKpPOOpPraHu3MaMu JHOO0 COMPOBOXKAAIOLIMECS TOSBIEHUEM HOBOTO
YCTOMYMBOIO  IITaAMMa  MHUKPOOPraHM3Ma, paHee  CUYUTABIIETOCS

BOCHpI/II/IM‘-II/IBI)IM), a TakKKEC B ClIydac CCJIM 1IO0HO03pCBACMbIMU



JIEKapCTBEHHBIMHU TpENapaTaMu SBJISIIOTCS BAKUUHBI U KOHTPAICITUBHI.
JUiss  BakuMH ciexyeTr coolmare O  ClydasiX OTCYTCTBHS
3$(EeKTUBHOCTH, B YAaCTHOCTH, YTOOBI BBIAEIUTh I[OTEHUIUAIbHBIE
CUTHQJIBl O CHWXXEHHOM MMMYHOI€HHOCTM B TOJAIPYIIIE BaKIMH,
CHM)KEHHOM HMMYHHTETE€ WIM 3aMEIICHHM IITaMma. Takue CUIHaJIbI
MOTYT MOTPEOOBAaTh OMEPATUBHBIX JEUCTBUM M NalbHEUILIEr0 NU3YUYEHUS B
MOCTPETUCTPALMOHHBIX UCCIEAOBAHUAX O€30IIaCHOCTH.

7.1.7. CpouyHoe mpeJCTaBICHUE HHAMBUIYAJIbHBIX COOOIIECHUN O
HEKeNlaTeNbHBIX peakuusx W HHOM HuHpopMmanuu 1o Oe30MacHOCTH
JIEKapCTBEHHOT0 Mperapara.

[IpeacraBieHu0 B yHNOJHOMOYEHHBIE OpPraHbl rOCYIapCTB-YJICHOB
MOJJIEXKAT TOJIBKO COOOIIEHUSI O HEXKENATEeNIbHBIX PEAKIUAX, POLIEIIINE
Bamupanuoo. OTcYeT BPEMEHU BBINOJIHEHUS MPOLEAYPHl CPOYHOTO
pENoOpTUPOBAHUS COOOIIEHUN HAYMHAETCA C TOTO MOMEHTa, KOrIja
uH(popMaLysl, coAeprKaliasi MUHUMaJIbHbIE KPUTEPHUH JUUISl IPEICTABICHUS
cooOmIeHusl, craja  JOCTyllHA  JIEepXKaTelIl  PETUCTPALMOHHOTO
yAOCTOBEpeHUd  (BKJIKOYAs  MEOUUMHCKUX  MPEICTAaBUTENIEd U
NOAPATYMKOB). OJTa Jara CYUTAeTCs JaToll Hadajla oTcuera («IEHb
HOJIbY).

Ecnu nepxarteinp perucTpalliOHHOTO yJAOCTOBEPEHUS OTHAET YaCTh
AESTENIbBHOCTH MO  (apMaKkoHAA30py Ha AyTCOPCUHI, HEO0OXOAMMO
00€CleUnTh HaJU4Me MPUHATHIX B (OpME MHUCHbMEHHOTO JOKYMEHTa
TOYHBIX MPOLIEAYpP WIM 3aKIIOYEHHBIX COIVIAIIEHUH O pa3lieleHun
o0sA3aHHOCTEN B oOJacTH (papMakoOHaI30pa MEKIYy ayTCOPCHHIOBOM
Opra"u3anuen (JIALIOM) 151 nepKaTesneM PETUCTPALMOHHOTO
YIOCTOBEPEHHUs JJIs BBINOJIHEHHUS] 00S3aTENbCTB IO MPEJICTABICHUIO

COOOIIEHUI O HEeXEeJIATeIbHBIX PEaKIUsIX B MOJHOM oObeme. JlaHHbIE



MpOIEeayphl JOKHBI ONPENeNsATh, B YAaCTHOCTH, MPOIECCHl OOMeHa
nHpopMamue Mo Oe30MaCHOCTH JIEKApCTBEHHOI'O Ipernapara, B TOM
YUCJI€ BpPEMEHHbIE HMHTEpBANbl MpEJACTaBlIeHUs HWHPoOpManuu U
00SI3aHHOCTh TPEJICTABIATH COOOIICHUS O HEXKENATEIbHBIX PEaKIUsIX B
YIOJHOMOYEHHBIE OpTaHbl TocyaapcTB-wieHoB. Cieqyer wu30erarhb
OyOnupoBaHUS TIEpenadyd COOOIICHUH B YIIOJHOMOYEHHBIC OpPTaHbI
roCyJapCTB-4WICHOB.

B oTHOmEeHNN WHAMBUAYAIBHBIX COOOIIEHWH O HEXKeIaTeIbHbIX
peaknusIX, ONHWCAHHBIX B HAYYHO-MEIUIIMHCKOM JIMTEpaType, OTCUET
BpeMeHHU («JI€Hb HOJb») HAUMHAETCS C JaThl YBEIOMJIEHUS O
nyOMuKaIuu, coJep)Kame MUHUMalbHyl0 uHpopManmio. Ecmu c
ayTCOPCUHTOBBIM JIMIIOM WJIM OpTraHU3allMel yCTaHOBJIEHBI JOTOBOPHBIC
OTHOIIEHUS Ha BBHINIOJIHCHHWE TIOWCKA IO JUTEPATYPHBIM HCTOYHHKAM H
(umm)  cocTaBi€HHE COOOIICHHMH O  HEXKEIaTENbHBIX  PEaKIUsX,
HE0OX0oAMMO, dYTOObI ObUTM OQOPMIIEHBI MHUCHMEHHBIE MOAPOOHBIC
COTJIAIICHUSI O  pacmpefeleHuu  OOSI3aHHOCTEH,  TMO3BOJISIOIIHE
rapaHTUPOBaTh, YTO JEPKATEIb PETUCTPAIMOHHOTO YIOCTOBEPCHHUSI
CMOJKET BBITIOJIHATH TPeOOBaHUS 3aKOHOJATEIHCTBA TOCYIAapCTBA-UICHA
10 PETOPTUPOBAHMIO.

Eciu monydeHa MOmOMHUTENbHAS BakHAs WHQPOpPMAIUS O paHee
MPEACTABICHHOM COOOIIEHHH O HEXENaTeIbHOW pEeaKIud, OTCYET
BPEMEHH JJII COCTaBJICHHSI TIOCIIEIYIOMEr0 COOOIICHHS B OTHOIICHUHU
JAaHHOW peaknuW HAYMHAETCS 3aHOBO (TO €CTh CpPOK TIOJa4yu
MOCJICIYIONIETO COOOIIEHUsI OTCUMUTHIBACTCA C JIAThl MOTYUYEHUS BaKHOU
nocnenyomei uHbpopmanuu). [Ipu cocraBieHUU COOOIIEHUST BaKHON
JOTIOJTHUTEIFHON WH(OpPMAIUEe CUHMTAeTCs HOBas MEAUITMHCKAS WU

aMUHUCTpaTUBHAs HHPOpMAIMs O TOJI03PEBAEMON HEXKeJaTeIbHON



pEeaKunu, KOTOpasi MOKET OKa3aTh BIMSHUE HA OLIEHKY WM YIPABJICHUE
CIIy4yaeM WM MOXET H3MEHHUTh €ro KIacCU(PUKALHMIO0 IO CTENEHU
TsbkecTd. HecymiecTBeHHas omoJHUTENbHAS HWH(OpMAIUS BKIIOYAET
OOHOBJIEHHbIE KOMMEHTApUH OTHOCHUTEIIbHO BBIMIOJIHEHHOW OIEHKU
CIy4aeB WJIM HCHPABJICHUS TUIOTPaPUUECKUX OIMMOOK B MPEIbIIYIIEM
COOOIIEHHUH O cITydae.

7.1.7.1. TpeboBaHUs MO CPOUYHOMY TPEACTABICHHUIO COOOIICHHI O
HEXKEJIATEIbHBIX PEAKIIUAX.

Jlepxkartenu pEerucTpalMoOHHbIX YJIOCTOBEPEHUNM B TeueHue 15
KaJICHJAPHBIX JHEW C JAThl MOJYUYECHUS JACPHKATEIEM PETUCTPALIMOHHOIO
YAOCTOBEPEHUSI  WJIA  €r0  YIOJIHOMOYEHHBIM  MPEACTABUTEIIEM
MUHUMAJIbHOU TpeOyeMoi HHPOPMAIIMH B COOTBETCTBUU C MMyHKTOM 7.1.7
HactoAmmx IIpaBunm mpencraBiasitoT B YNOJHOMOYEHHBIM — OpraH
rocyJlapcTBa-4JIcHa:

COOOIIIEHHE O  CEephe3HOM  HEXKeNaTeIbHOM  peakiuu  Ha
JIEKapCTBEHHBIN IIpenapar, BBISBICHHOW Ha TEPPUTOPUU TOCYIAapCTBa-
YJICHA;

COOOIIEHWE O CEpbEe3HOM HENpPEIBUACHHOW HeXelaTeIbHOU
peakuuy Ha JIEKapCTBEHHBIM IPENapar, BBISBICHHOW Ha TEPPUTOPHUAX
MHBIX TOCYJapCTB.

Y CTaHOBJIEHHBI CPOK PENOPTUPOBAHUSA PACHPOCTPAHSAECTCA Ha
MEPBUYHYI0 M JIONOJHUTENIbHYI0 HWH(OOpMAIMI0O O HEeXelaTeIbHOU
pPEaKIMM Ha JIEKAPCTBEHHBIN Ipernapar.

B cnydae mepeBoma HEXENAaTEIbHOM PpEAKIMM W3 KaTErOpUH
CEPBE3HOM HEXKEIATEIPHON PEAKIMU B HECEPBE3HYI) HEKEIJATEIBbHYIO
peaknuio JnaHHas uHGoOpMalus JOJDKHA OBITh  TpeACTaBieHA B

YIIOJJHOMOYEHHBIM OpraH roCyIapCTBA-WICHA B TEUCHUE 15 KalleHaapHbIX



JTHEM.

7.1.7.2. Cnocod wu d¢dopMa TpeacTaBlICHUS COOOIIEHUN O
HEXKENATebHBIX PEAKIIUX.

NunuBuayanbHble COOOIIEHHS O HEXKENaTeNbHBIX PEaKIUIX
Aep>KaTeNsiM pEruCTPALIMOHHBIX YIOCTOBEPEHUH CIEyET MPEICTABIATh B
YIIOJTHOMOYEHHBIN OpraH TOCYyJapCTBa-wi€Ha B JJIEKTPOHHOM BHJIE.
dopmaT UHIUBUAYAIBHBIX COOOIICHUN O HEXETATEIbHBIX pPEaKIUsIX
JOJDKEH COOTBETCTBOBaTh (popMaTy, YCTAaHOBJIEHHOMY PYKOBOJICTBOM
MexyHapoaHOl KOH(EpEeHIHH 10 TapMOHHU3AIMU TEXHUYECKUX
TpeOOBaHUI K JICKAPCTBEHHBIM IMpernaparaM Il  MEIUIMHCKOTO
npuMeHenus (nanmee — ICH) «YmpaBieHue JaHHBIMH TO KJIMHUYECKOMN
0€30MacHOCTH. JJEMEHThl JaHHBIX JUIsI Tepedaadyd CcooOeHuit o0
WHJIUBUYAIBHBIX CIIy4asX HEXKelaTelbHbIX peakiuin» (E2B).

7.1.7.3. TpeboBaHHs TO CpPOYHOMY TMPEACTABICHUIO HWHOMN
uH(popMaIuu 1no 6€30MacHOCTH JIEKAPCTBEHHBIX MTPENapaToB.

CpouHOoMy Mpe/CTaBICHUIO B Te€ueHUE He Oosee 15 kalleHaapHBIX
JTHEW TOJICKUT CIEAyIolas BaxHas WH@popMmaius Mo Oe30MacHOCTH,
KOTOpasi MOXKET CBHJIETENBCTBOBATh OO0 HW3MEHEHUSX B COOTHOIICHUU
«MO0JIb3a — PUCK» JIEKAPCTBEHHOT'O IIpenapara:

NPEBBIICHUE  OXHUAAEMOM  4YacTOTBl  Pa3BUTHS  CEPbE3HBIX
HEXKENaTeNbHBIX pEeakIuid, KOTOpOE MOXKET OKa3aTh BIUSHHE Ha
COOTHOIIIEHUE «I0JIb3a — PUCK» JIEKAPCTBEHHOIO Mpemnapara;

OTPpaHUYCHUSI B PACHPOCTPAHEHUHU JIEKAPCTBEHHOI'O IIperapara,
OT3bIB  JIEKAPCTBEHHOTO  MpemapaTta C  pPbIHKA,  HENPOJJICHUE,
AHHYJIMPOBAaHUE WJIM NPUOCTAHOBKA JCHCTBUSL PErUCTPAIMOHHBIX
yAOCTOBEpPEHU (pa3pelieHHiI Ha MapKETHHT) Ha TEPPUTOPUSIX IPYTHX

rocyaapcTtB I10 INpUuYnHaM, CBs3aHHBIM C 0€e30IMacCHOCTRIO u



3 PEKTUBHOCTHIO JIEKapCTBEHHOTO npermnapara, a TAKXKeE
WHUIIUAPOBAHHBIE YIIOJITHOMOYEHHBIMH OpraHaMH TOCYAapCTB-YJICHOB
WM  Jep)KaTelsiMU  PETUCTPAIIMOHHBIX  yJAOCTOBEPEHUN  JAHHOTO
JIEKapCTBEHHOTO MpeTapara;

BHECCHHE CYIIECCTBEHHBIX W3MEHEHUU B PEKOMEHIAIMU TI0
MEIUIITMHCKOMY TPUMEHECHHIO Ha TEPPUTOPUSIX APYTHUX TOCYIApPCTB IIO
MpUYMHAM, CBS3aHHBIM C 0€30MaCHOCTHIO JIEKAPCTBEHHOTO Mperapara;

npobGiemMa 1Mo  0e30MacHOCTH, BBISIBIIGHHAasT B XOJI€
HEWHTEPBEHIIMOHHOTO OCTPETUCTPAIMOHHOTO UCCJIeIOBAHMS,
KJIMHUYECKOTO UCCIIEIOBAHMS WM IOKIIMHUYECKOTO UCCIIeIOBAHMUS;

JaHHbIE MO OE€30MAaCHOCTHU, KOTOPhIE YCTAHOBJIEHBI B PE3yJbTaTe
JCATETHLHOCTH TIO0 BBISIBJICHUIO CHTHAJla MU MOTYT OKa3aTh BIIMSHHE Ha
COOTHOIIIEHUE «IIOJIb3a — PUCKY;

npoOjeMbl 1O OE€30MaCHOCTH, CBSI3aHHBIE C MPUMEHEHUEM
JIEKapCTBEHHOI O Mpemnapara He B cooTBeTcTBUH ¢ OXJIII;

npoOJeMbl 10  O€30MacCHOCTH, CBSI3aHHBIE C  OIIMOOYHOM
undopmanuein 8 OXJII, UMII (JIB) wiu MapkupoBKe JEKapCTBEHHOTO
npernapara;

HejocTaTtouHass 3(PQGEeKTUBHOCTh JIEKAPCTBEHHBIX IPENapaToB,
MPUMEHSEMBIX TIPH TATOJIOTHH, TPEACTABISIONEH yIpo3y IKU3HU
YeJIOBeKa, a TakKe BaKUUH M KOHTPALICNTUBHBIX CPEICTB (WU €€
OTCYTCTBUE);

poOJIeMBbI 10 6€30MaCHOCTH, CBSI3AHHBIE C UCXOIHBIM CHIPhEM IS
MPOU3BOICTBA JIEKAPCTBEHHOTO Mpernaparta U (WIK) ero mocTaBKaMHu.

HNannas wuHbopmainusa 10 O€30MacHOCTH MPEJCTaBIACTCS B
MUCbMEHHOM BHUJIE B YIIOJIHOMOYEHHBIM OpraH TocyAapcTBa-ujieHa, Ha

TEPPUTOPUU KOTOPOTO 3aperucTpUpPOBaH 110/103pEBaEMBIii



JIEKapCTBEHHBIN Tpemnapar. [IpeacraBienue ykazaHHON MHGOpPMAIIMK 110
0e3omnacHocTy Wik 3 (PEKTUBHOCTU JIEKAPCTBEHHOTO Tpernapara clieyer
BBITIOJIHATh HE3aMEJIUTEIbHO, MOCIE TOr0, KaK O HEW CTajlo W3BECTHO
IEPKATEIIO PETUCTPALIMOHHOTO YAOCTOBEPEHUS WU €ro
YIOJIHOMOYEHHOMY TIpejacTaBuTeNto. B mpencraBnsemoir mHdopmanuu
CJIEAYyeT MPUBECTHU ONKUCAHUE BBIIICYKAa3aHHBIX JIAHHBIX MO OE30MaCHOCTH
uin  3Q(PEKTUBHOCTH TOJAO3PEBAEMOr0 JIEKAPCTBEHHOI'O IIpernapara,
JNEUCTBUSL WJIM MEpHI, MpejaraéMbleé B OTHOIIEHUH IOA03PEBAEMOTO
JIEKapCTBEHHOTO  Tpemapara.  YKa3aHHble  acmekThl  npoduis
0€30MacCHOCTH TOJJIekKAT BKIIOUEHUID B COOTBETCTBYIOIIME pa3eiibl
[TOOBb nekapcTBEHHOTO MpenapaTa u aHaau3y.

7.2. COo0p cooO1IeHUI O HeXKeNaTeIbHbIX PEAKIHIX.
7.2.1. O0A3aHHOCTH TOCYAAPCTB-UJICHOB.
VYTIOITHOMOYEHHBIE OpPTraHbl Ka)KJOTO TOCYAapCTBa-yjeHa JIOJHKHBI

pacriojaraTh CHUCTeMOM cOopa W pErucTpaiuu BCeX COOOIIEHUN O
MOJI03PEBAEMBIX HEXKEJATEIbHBIX PEAKLUAX, KOTOPBIE BBIABISIOTCS HA
€ro TEePpPUTOPUHM U HA KOTOpbIE OOpaIllal0T BHUMAaHUE CIEIHAIUCTHI
CUCTEMBI 3/IpaBOOXPAHEHMS, MAIMEHTHI, MOTPEOUTENN WM JAepKaTeau
PETUCTPAIMOHHBIX YOCTOBEPEHUI.

YOJTHOMOYEHHBIE OpraHbl KaKJOr0 TOCyAapCTBa-YJ€HA JOJDKHBI
MPUMEHATh COOTBETCTBYIOIIME MEPBHI I TMOOUIPEHUS CIELHATUCTOB
CHUCTEMBI 3/IPABOOXPAHCHUSI HA CBOCU TEPPUTOPUU K MPEICTABICHUIO
COOOIIEHUIT O  TMOJIO3PEBAEMbIX  HEXKEJIATEIbHBIX  pEaklusix Ha
JIEKapCTBEHHBIEC TIpenapaTbl B YIOJHOMOYEHHBIM OpraH TrocyaapcTBa-
yieHa. KpoMe Toro, yroaHOMOYEHHBIN OpraH roCcy1apCTBa-4jieHa BIIPABE
HaJIO)KUTh HA CHEUHUAIHUCTOB CHUCTEMBI 3PABOOXPAHEHUS CIIEIIUATbHBIE

00s3aTeNbCTBA IO MPEACTABICHUIO COOOIIEHU O MO0J03PEBAEMbIX



HEXKENATEIbHBIX  pEakIUAX Ha  JICKApCTBEHHBIE  IpenapaTbl B
YIIOJTHOMOYEHHBIN OpraH rocyaapCcTBa-4icHa.

B nensix ontuMuzanuu npoueaypsl npeacTaBieHus nHpopMauu o
HEXeNaTeNbHBIX  PeakUusX  CTaHJapTHhie  (QopMbl  OJIAHKOB  C
BO3MOXHOCTBIO HMX HENOCPEACTBEHHOIO 3alOJIHEHUS IOJIb30BaTEIEM
JOJDKHBI HAXOJUTHCS B CBOOOJIHOM JOCTYNE Ha O(UIIMAIBHBIX CalTax
YIOJTHOMOYEHHBIX ~ OpPraHoB  (YIMOJHOMOYEHHBIX  OpraHu3alnuii) B
nH(OPMAIIMOHHO- TEJIEKOMMYHUKAIMOHHON cetu «MHTEepHET» BMeEcTe ¢
uH(popMmalue 0 pa3IMYHbIX Croco0ax MpeacTaBlieHus MHGOpPMALUU O
MOJ03PEBAEMBIX HEXKEIATEIBHBIX PEAKIUAX, CBSI3AHHBIX C IPUMEHEHUEM
JIEKApCTBEHHBIX MPENAPATOB.

YTOJIHOMOYEHHBIMU OpTraHaMH TOCYAApCTB-UJICHOB JOJKHO OBIThH
00€CIIeUeHO BKJIIOYEHHWE B €AUHYI 0a3y J[IaHHBIX HeXelaTelIbHbIX
peakuMii  TrocyJapCTB-WIEHOB BCEX  COOOIIEHM O  CEephe3HBIX
HE)KEJATEIbHBIX PEaKUHUSIX, BBISBICHHBIX Ha TEPPUTOPHUAX TOCYHAPCTB-
YJIEHOB, MPEJCTABICHHBIX B COOTBETCTBYIOIINI YIIOJTHOMOYEHHBIN OpraH
rocyJlapcTBa-4ieHa U OLICHEHHBIX KaK BAJIU/IHBIC.

YIOJTHOMOYEHHBIM  OpraHaM  rOCyAapCTB-YJIEHOB  CIIEyeT
NPUMEHSTh MEpPbl «BBIPAXKEHHUS TMPU3HATEILHOCTH» 3a paboTy 1o
NPEACTABICHUIO COOOIIEHHN O HEXEeNaTeIbHbIX PEAKUUsAX, BKIHOYas
NpeACTaBICHUE  peropTepaM  JOMOJHUTEIbHOM  uHMOpMaAluu O
pe3yibTaTax JaJIbHEHIIEro pacCMOTPEHHs COOOIIEHUN O HeXKeIaTeIbHbIX
pEaKIMAX Ha JIEKAPCTBEHHBIE MTPEMAPATHI.

[Ipu mpencraBieHUN COOOIICHUN O HEXKENATEIbHBIX PEaKIMsIX Ha
JIEKapCTBEHHBIE IpernapaTbl nepKaTeIsIMH PErUCTPAMOHHBIX
YAOCTOBEPEHNW, YIOJHOMOYEHHBIE OpraHbl TOCYJAapCTB-WICHOB, Ha

TCPPUTOPHUAX KOTOPLIX HMCJIAa MCCTO IIOAO0O3PCBACMAA HCKCIATCIIbHAA



peakmms, BIOpaBe IMPHUBICKATh  JepXkKaTelIe  perucTparmOHHBIX
YAOCTOBEPEHUI K OCIEAYIONIENH padoTe MO TaHHBIM COOOIICHUSIM.

Kaxngoe rocymapcTBo-ujieH [TODKHO OO€CHeYuTh, YTOOBI €ro
YIIOJITHOMOYCHHBI OpTraH, OTBETCTBCHHBIM 3a KOHTPOJb OOpaIieHus
JIEKQpCTBEHHBIX MpenapaToB, ObLT MOpOUHPOPMUPOBAH O JHOOOU
MO/I03PEBAEMOI  HEXKEJIATeNbHOM peakluh, Ha KOTOPYI 0OpaTuiu
BHUMAaHHUE CIEUHAIMCTBI JI000TO JIPYyroro OpraHa TOCyAapCTBEHHOTO
yIpaBjeHUs, BEIOMCTBA, YUPEKICHUS UM OPTaHU3alUH, OTBETCTBEHHBIX
3a 0€30MacHOCTh TAIMEHTOB B JIAHHOM TOCYAapCTBE, W YTOOBI ITH
cooOmIeHUs1 ObUIM NpPEACTAaBICHbl B HAIlMOHAJIBbHYIO 0a3y JaHHbIX. B
CJIy4asix KOrja COOOIIEeHHs O MOJ03PEBAEMbIX HEXKEIATEIbHBIX PEaKIUIX
OBLITM HAMpPaBJICHBI HEMOCPEICTBEHHO B MHBIE OPTaHbl TOCYAAPCTBEHHOTO
yIpaBjieHUs, BEIOMCTBA, OpPraHU3alMd U (WUJIK) YUPEKACHUS B JIAaHHOM
rocyJapCcTBe- WICHE, YIMOJHOMOYCHHBIM OpraH ToCyJapcTBa-4IeHa, B
MOJTHOMOYHSI KOTOPOTO BXOAWT OCYIIECTBICHHE (apMaKkoHaI30pa B
chepe oOpaleHus JIEKapCTBEHHBIX CPEACTB, TODKEH HMETh C HHUMH
corjameHuss o0 oOMeHe IaHHBIMH, IS TOTO, YTOOBI ATH COOOIICHHS
HaIPaBJSUIUCh B JaHHBIM yHOJHOMOYEHHBIM OpraH rocyjapcTBa-dJieHa.
VYkazaHHOe TpeOOBaHWE pacHpOCTpaHsAETCS TakKe Ha CIIydau pa3BUTHS
HEXETATeIbHBIX pEaKIui Ha JIEKapCTBEHHBIC TMpemapaThl, KOTOPHIE
SBWJIKNCH CJICICTBHEM MEIUITUHCKUX OIIMOOK.

7.2.2. O0s13aHHOCTH nepKaTenen PErUCTPAMOHHBIX
YIAOCTOBEPEHU.

Kaxnpiii nepkarenb perucTpalluoOHHOTO YIOCTOBEPEHHS OJKEH
YCTAaHOBUTh W TIOAJIEPKUBATh CHUCTEMy cOopa M pErHuCTpalid BCeX
COOOIIEHNH O TIOJO03PEBAEMBIX  HEXKEIATCIbHBIX  PEAKIUAX  Ha

JICKAPCTBCHHLIC IIPCIIApaThbl, KOTOPLIC ITOCTYIIAIOT B €I0 PACIOPSAKCHUC



KaK B paMKax CIIOHTAaHHOTO PETMOPTHUPOBAHUS CIEIUATUCTAMU CHCTEMBI
3IPAaBOOXPAHCHUsI, TAIMEHTaMH WM TOTPEOUTENsIMH, TaKk M B XOJe
MPOBEACHUS  MOCTPETHCTPALIMOHHBIX  HccienoBaHuil.  Jlepkarenu
PETUCTPAIIMOHHBIX ~ YAOCTOBEPEHHH JOJDKHBI ~ CO3[IaTh MEXAHHU3MBI,
o0ecrevynBaronMe BO3MOXKHOCTh  TPOCJICKHUBAHHS  COOOIIEHUH U
MOCJEeAYIONIEH pabOThl C COOOIIEHUSIMU O HEXKETATEIbHbBIX PEAKIIHIX.

O06si3aHHOCT TO  cOOpPY  CBEIEHUMH O  IOJ03PEBAEMBIX
HEeXeIaTeIbHBIX peaKImsIX JepKaTeIIMH PETUCTPAITMOHHBIX
yJIOCTOBEPEHUN pACIpOCTpaHsIeTCss B TOM 4YHCJIE Ha COOOIICHUS,
OTHOCAIIMECS K JIEKAPCTBEHHBIM IIperaparaM, BlaJieHHe KOTOPHIMHU HE
MOXKET OBITh HCKJIIOYCHO HCXOAS M3 YKa3aHHBIX B COOOIIEHUU O
M0/I03PEeBAEMOI HEXKEJIaTeIbHON PEeaklnh Ha JIEKApCTBEHHBIM Mperapar
HAaUMEHOBAHUS JCHCTBYIOIIETO BEIIECTBAa, COCTaBa, HOMEpa TapTHH,
crocoba BBEIEHHUS, TOCyIapcTBa MEPBOMCTOYHHMKA WM TOCYJapCcTBa
pa3BUTHUSA MTOI03PEBAEMON HEXKETATEIBPHON PEeaKITHH.

7.2.2.1. CrioHTaHHBIE COOOIIEHUS.
Jlepxarenu PETUCTPAITMOHHBIX YAOCTOBEpEHUI JIOJIKHBI

pPErHCTPUPOBATh BCE CIIOHTAHHBIE COOOIIEHHUS O T0JI03PEBAEMBIX
HEeXeNaTeNIbHbIX PeaKlUsIX, BOSHUKAIOMINX Ha TEPPUTOPUAX TOCYIAPCTB-
YJICHOB WIH 32 UX NpeaenamMu. Takue cOOOUIEHUs BKIIFOYAl0 BCE CUTHAJIBI
O TIOO3PEBAEMBIX  HEXKEJATEIBHBIX pPEAKUUAX, IIOJYyYEHHBIE B
JJIIEKTPOHHOM BHJE WIH KaKUMHU-TMOO JAPYTMMH  MOAXOIAIIUMU
cnocobamu. JlepkaTenu pPEeruCTPalMOHHBIX YIOCTOBEPEHHM MOTYT
UCIIOJIb30BaTh CBOM CailThl B MH()OPMALMOHHO-TEIEKOMMYHHUKAIMOHHON
cetu «/HTEepHET» M COAEHCTBHS COOpPY CBEIEHHUHM O MOJ03PEBAEMBIX
HEKeJlaTeIbHBIX PeaKIUsIX, MPEeI0CTaBUB HAa HUX OJaHKHU JJi 3alOJTHEHUS

COO6H.[€HPII>1 O HCKCIATCIIbHBIX PpCaAKOUAX HWJIN COOTBCTCTBYROIIUC



KOHTAKTHBIC JaHHBIC IJIA HGHOCpeI[CTBeHHOﬁ CBiA3U.

7.2.2.2. CooO1ieHus, MOTYYEHHBIE TI0 3aIPOCy.
Jlepxatenu ~ pEerucTpalMOHHBIX  YJIOCTOBEPEHUM  JIOJKHBI

PETHCTPUPOBATh BCE COOOIICHHS O MOAO3PEBAEMBIX HEKEIATEIbHBIX
peakIuaX, BOZHUKAKOIINUX Ha TEPPUTOPHUSIX FOCYIaPCTB-YWIECHOB WM 33 UX
npeieliaMdM M BBISIBIGHHBIX B XOA€  IMOCTPETUCTPAIMOHHBIX
uccienaoBaHuil. B nanHble cooOIIeHUs, TOMyYEHHBIE IO 3aIPOCy, BXOIAT
COOOIIeHUs, MOJyYEeHHbIE MO pe3yJbTaTaM OpraHM30BaHHOrO cOopa
JaHHBIX, KOTOPBIM WHULHUHUPYETCS, YOPABISETCS WIA (PUHAHCUPYETCS
JAepKaTesIMU PETUCTPALMOHHBIX YAO0CTOBEpeHU. J[aHHbIE cOoOOLIeHUs
TAaK)K€ BKJIOYAIOT CBEJACHUS I[IOCTyNMBIIME B XOJE BBIINOJIHEHUS
HEMHTEPBEHIIMOHHBIX TOCTPETUCTPAIIMOHHBIX HCCIEAOBaHUM, POrpamMm
UCITIOJIb30BaHUS JIEKapCTBEHHOTO npenapara B CBS3U C
UCKJIIOYUTEIbHBIMU OOCTOSITEILCTBAMU W3 COOOpa)KeHHIl COCTpajaHus,
NEPCOHAIIN3UPOBAHHBIX IporpamMmm WCITOJIb30BaHHUS
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOIO MpeIapara, Apyrux nporpamMmm
NOJJIEPKKA TMAIMEHTOB M MOHHUTOpPMHIa 3a00JIeBaHUM, Mporpamm
NOJJIEPKKHA MalMeHTOB U cOopa uHpopmaiuu 00 3Pp(HEeKTUBHOCTH WU
NPUBEPKEHHOCTH MAIIUEHTOB JICUEHUIO, a TAKKE BEJCHUS PEECTPOB.
Jlepxarenu perucTpalMoOHHBIX YAOCTOBEPEHUI JOJKHBI BHEAPUTH
M HCHOJIb30BAaTh MEXAHU3MBI COOpa TIOJHOM W  BCECTOPOHHEWU
uH(pOpMalMU O CiIy4asx MOAO03PEBAEMBIX HEXKENIATEeNIbHBIX PEaKIHil Mpu
NEPBUYHOM COCTABJIEHUHU COOOIIEHUN O MOJ03PEBAEMBIX HEXKEIATEIbHBIX
peakuMsIX Mo pe3yJbTaTy MOJYy4YeHHUsS] CIIOHTAHHBIX COOOIIEHUH O TaKHX
peakumsIxX B LEJIX 00ecredeHus: BO3MOKHOCTH MPOBEICHUS HaUIeKAILEH
OLIEHKM COOOLIEHUS U BBINOJHEHUs TpeOOBaHUN 1O CPOYHOMY

PCHOPTHUPOBAHNUIO B YIIOJITHOMOYCHHBIC OpPraHbl IroCyaapCTB-4JICHOB (CCJII/I



MPUMEHKMO).

7.2.2.2.1. CooOuieHus, TOJIy4YeHHbIE B XOJE€ IIPOBEICHUS
HEMHTEPBEHIIMOHHBIX HCCIIEI0BAHUM.

Ecnu nmaHHBIE O IIOAO3PEBAEMOM  HEXENATENbHOW  peakiuu
IIOJIy4EHBl B XOJI€ BBINIOJIHEHUS HEHHTEPBEHIMOHHBIX HCCIEIOBaHUM,
clielyeT pa3/ielIbHO aHaIM3UWpOBaTh JAHHBIE UCCIEAOBaHUN cO cOOpOM
NEPBUYHBIX JAHHBIX HANPSIMYIO OT HAMEHTOB U CIIELHAIUCTOB CUCTEMBI
3IpAaBOOXPAHEHUSI M HCCIECIOBAHUAMHU C TAKUMH JU3ailHaMU, KOTOPbIE
OCHOBaHbl Ha BTOPUYHOM HCIIOJB30BAHMM JAHHBIX (HampuMep,
UCCJIEA0BaHUsA, OCHOBAHHBIE HA IIEPECMOTPE MEAULMHCKUX KapT WU
AJIEKTPOHHBIX 3aMHUCEN 3paBOOXPaHEHUs, CUCTEMATUUECKUE TIEPECMOTPHI
WJIM METa-aHaJIU3bl).

CooOuieHne CcoCTaBIsE€TCS €CIIM PENOPTEPOM WM JepKaTeleM
PETMCTPAlMOHHOIO  YJIOCTOBEPEHMS IPEANOJNAracTCs HalW4yue, Kak
MUHHAMYM, BO3MOYKHOU [IPUYUHHO-CJIEICTBEHHON CBsA3U v
MOJI03PEBAEMBIM  JIEKapCTBEHHbIM  mpenaparoM.  CooOmeHus o
HEXKEJATENIbHBIX SBJICHUAX, B KOTOPBIX NPUYUHHO-CIIEIICTBEHHAs! CBA3b
OLICHUBAETCSA KaK COMHUTENbHAS, CJIEIYyET BKIIOYATh B 3aKJIFOUNTEIbHBIN
OTYET 00 HCCIIEJOBaHUH.

B oTHOLIEHNM HEMHTEPBEHIIMOHHBIX MCCIIEIOBAHHUI C NEPBUYHBIM
cOOpPOM JaHHBIX HANpsIMYI0 OT IALMEHTOB W CIELUUAINCTOB CHCTEMBI
3[pAaBOOXPAHEHUs]  MPEJCTABICHUIO  TOMJIEXAaT  COOOLIEHUA O
HEXeNaTeIbHbIX pPEaKUUsX, B OTHOIICHUH KOTOPBIX pErnopTrep Wiu
Jep)KaTellb  PErUCTPAMOHHOTO  YJOCTOBEPEHMS IOJO3PEBAET, UTO
UMeeTCs, KaK MHUHMMYM, BO3MOXKHAasi IMPHUYUHHO-CJIEJACTBEHHON CBS3b C
II0JI03PEBAEMBIM JIEKapCTBEHHBIM MpenapaTtoM. IIpoume cooOuieHus o

HCXKCJIATCIIbHBIX PCAKIIUAX, B OTHOIICHUN KOTOPBIX UMCCTCA ITOAO3PCHUC,



YTO OHM CBSI3aHBI C JICKAPCTBEHHBIMHU IMpenapaTaMu, KOTOpPbIE HE BXOST
B UYKCJIO MCCIEAYEMbIX JICKAPCTBEHHBIX IPENapaToB U B KOTOPBHIX HE
YCTAHOBIICHO  B3aUMOJEHCTBUE C HCCIEAYEMbIE JIEKApCTBEHHBIMU
MpernapaTaMmu, UCCIEI0BATENSIM CIIEYET HANPABIATh B YIIOJHOMOYEHHBIE
OpraHbl rOCyJ1IapCTB-WICHOB (€CIU ATO MPUMEHHUMO).

[Ipu MPOBEJICHUU HEUHTEPBEHIIMOHHBIX UCCIIEIOBAHU,
OCHOBAaHHBIX Ha BTOPUYHOM HCIIOJb30BAHUM JIaHHBIX, MPEICTABICHUE
COOOIIEHUN O BBISBISIEMBIX HEXKENIATEIbHBIX PpEaKIUAX He Tpedyercs.
Bce nanHble 110 BBISIBICHHBIM HEXEIATEIbHBIM PEAKIUAM CYMMUPYIOTCS
B 3aKJIFOYUTEILHOM OTYETE 00 UCCIETOBAHUM.

Jlep>kaTenb pEerucTpaliMOHHOTO YJIOCTOBEPEHUSI BIPABE YTOYHUTH
TpeOOBaHUS IO MPEICTABICHUIO COOOIIEHNN O HEXKETATEIIbHBIX PEAKIIHIX
B COOTBETCTBYIOIIMX YIIOJTHOMOYEHHBIX OpraHax rocy1apcTBa-4jieHa.

JlepkaTento ~ PErucTPallUOHHOTO  YJOCTOBEPEHHSI  CJEAYeT
coOJIIOaTh  3aKOHOJATENbCTBO TOCYJapCTBA-UJIEHa, MPUMEHSEMOE K
MIPEACTABICHUIO COOOIICHUI O CIydasx MOJ03PEBAEMbIX HEXKETATeIbHBIX
peakuuii B HE3aBHUCHMBIE STUYECKME KOMHTETHI T'OCYIApCTB-WICHOB WU
HCCIIEIOBATEIISIM.

7.2.2.2.2. Tlporpamma MCHOJIb30BaHUS JICKAPCTBEHHOTO IMpernapara
B CBSI3U C HCKJIIOUUTEIIBHBIMU OOCTOSTENIbCTBAMH U3 COOOpaKEHUI
COCTpaJiaHusl, IMEpPCOHAJIM3UPOBAHHAS  MpPOrpaMMa  HCMOJb30BAHUS
HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpernapara.

Ecnu  nepxarenb  perucTpallMOHHOTO — YJIOCTOBEPEHUS  WIIU
CHEHMAINCT  CHUCTEMBl  3/[pAaBOOXPAHEHUs]  U3BEIIEHBI O  (akTe
IIOJ03pEBAEMOM HEKEJIATEIbHOU peakuuu 158105 BBISABIISIOT
MOJ03PEBAEMYIO0 HEXKENATEIbHYI0 PpEAKIHUI0 B paMKaxX MPOBEACHUS

nporpaMmbl HCIIOJIB30OBAHUS JICKAPCTBCHHOI'O IIpCliapara B CBA3U C



UCKJTIOYUTENIbHBIMU OOCTOSATENILCTBAMU M3 COOOpaKEHUHN COCTpajaHus
17R0 MEePCOHATU3UPOBAHHON MPOTPaMMBI MCIIOJIb30BaHMS
HE3apEeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO TMperapara, COOOIIEHHS O
HEeXeNaTeNIbHBIX PEAKIUAX MPEACTABISIOTCS CIEIYIOIUM 00pa3oM:

B Cllydae €ClIi HeKellaTelbHas peakius ObUIa BBISIBJICHA IMyTEM
aKTUBHOTO TIOMCKa, CJEAyeT MpPeACTaBIsATh COOOIIEHUS TOJIBKO O
HEXKEeJATeJbHBIX PEAKIUAX, Y KOTOPHIX MPUUYUHHO-CIIEJCTBEHHAs CBS3b C
MIPUMEHEHUEM MOJI03PEBAEMOTO JIEKapCTBEHHOTO npenapara
ONpenensieTcss IMEePBOMCTOYHMKOM  COOOIIEHUS WM  JIepiKaTeleM
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS KaK BO3MOXKHAs (KaK MUHUMYM). DTH
COOOIIEHUS CIIElyeT pacCMaTpUBaTh KaK COOOIIEHUSI O HEXKEIAaTebHBIX
peakuusiX, MOTYUYEHHBIX 110 3a1pocy;

B CJydae eclii HexesaTesbHas peakius Obula BBISBICHA HE MyTEM
aKTUBHOTO  TIOMCKa WM  3alpoca, BCE  HEXeNaTelabHblE U
HEMpPEIHAMEPEHHBIE PEAaKIUMU Ha JIEKapCTBEHHBIM IIpenapaTr CcleayeT
paccMaTpuBaTh Kak COOOLIEHUS O TMOJ03PEBAEMON HEXKeJlaTeIbHON
peakuuy, TOJIYyYeHHOM HE MO 3alpocy, H TMPEJICTaBIATh Kak
COOTBETCTBYIOLIEE COOOIIEHUE.

7.2.2.2.3. ITporpamMa noaAep>KK1 NalIMEHTOB.
[Iporpamma moaaepKKU TALMEHTOB SBISIOTCS Pa3HOBUIHOCTHIO

CUCTEM OpPraHU30BAaHHOTO COOpa MAaHHBIX, MPU KOTOPBIX JEpKaTEIb
PErUCTPAIIMOHHOTO YAOCTOBEPEHUSI COOMpPAET JaHHBIE, OTHOCSIIUECST K
UCIIOJIb30BAaHUIO JIEKAPCTBEHHOTO TMpernapata OoJbIIMMHU  TpyNnriamMu
nanueHToB. [IpuMepamu MOCTPEruCTPAlMOHHBIX HPOTrPaMM MHOINEPKKU
MalMEHTOB  SIBJIAIOTCS ~ MPOrpaMMbl  MOHUTOPHWHTA  3a00JIeBaHUM,
MOHUTOPUHTa TAaIlMEeHTOB, cOopa HHPOPMALUM O MPUBEPKEHHOCTU

MaluCHTOB JICUCHHUIO, MOHHTOPHMHI'A B paMKaX CHCTEM KOMIICHCAIIUU



(BO3MeEIIEHUS).

JlommyckaeTcsi TpOBEAEHWE AaKTUBHOTO TIOMCKA HEKeIaTeIbHBIX
peakiuii B XOJ€  BBIMOJHEHUS  PA3JIUYHBIX  BHJAOB  CHUCTEM
OpraHU30BAaHHOTO cOOpa JAHHBIX, B 3TOM CJydae 3TH HEXKelaTeJIbHbIE
peaKkiMu ClIeyeT YUYUTHIBATh KaK COOOILEHHUs, OTyUYEeHHbIE IO 3aIpocy.
OT4eTsl CcleayeT COCTaBISITh TOJIBKO O HEXEIaTeIbHBIX PEAKIUAX, B
KOTOPBIX  PEmopTEepOM  WIW  JepKaTelieM  PEeTUCTPAIMOHHOTO
YAOCTOBEPEHUS TMPUYMHHO-CIEJACTBEHHAs] CBs3b YCTAaHOBJIEHA Kak
BO3MOXXHAas (KaK MUHUMYM).

B ciydae ecnm B paMKax CHCTEMBI OpTaHU30BAaHHOTO COOpa JaHHBIX
HeXesaTelbHas peakius Obula BBISIBJIEHA HE B MPOIECCE AKTHUBHOTO
noucka (3ampoca), Bce HeXeNlaTelbHbIe W HelpeaHaMepPEHHBIE peaKIuu
Ha JIGKQpCTBEHHBIN IMpemnapaT, KOTOpble ObLIM COOOIIECHBI EpPHKATEITIO
PETHCTPAIIMOHHOTO YOCTOBEPEHUS MEIUIIMHCKAM PpPaOOTHUKOM HWJIN
MAIMeHTOM, CIIEIyeT pacCMaTpUBaTh KaK COOOIICHHUS O TOJYYCHHOU He
M0 3aIlpocy MOJ03PEBAEMON HEXKEIATEILHON pEaKIMu U MPEJCTaBIISITh
COOOIIIEHNE COOTBETCTBYIOIIUM 00Pa30OM.

7.2.2.3. Coo0muieHusi, OmyOJUKOBAaHHbIE B HAYYHO-MEIUIIMHCKOM
JUTEpAType.

JlepxarensiM  PErUCTPALIMOHHBIX  YJIOCTOBEPEHHM  CIEAYET
OCYLIECTBIISATH MOHUTOPHUHT MyOJMKAlMd B HayYHO-MEIUIIMHCKON
JUTEPATYpPe BO BCEX TOCYAApCTBaX, B KOTOPHIX pa3perieHo MpUMEHEHHE
COOTBETCTBYIOIIIMX JICKAPCTBEHHBIX TIPEMapaToB, W TPEICTABIISATH
OOHapy>KEHHBbIE  COOOIIEHUS O  HEXKENATENbHBIX  pEaklusix B
YIOJIHOMOYEHHBIE OpraHbl TOCYAapCTB-YJICHOB COTJIACHO TPEOOBAHUSIM
MEXIYHApOIHBIX JOTOBOPOB U aKTOB, COCTaBIISIIOLIUX MpaBo Coro3a.

CpoyHOMY  pENOpPTUPOBAHUIO  HE  MOJJIEKAT  CIEAYIOLINE



BBEISIBIICHHBIE TPM MOHHUTOPUHTE MyOJWKaIuii HaydHO-MEIUIIMHCKON
JUTEPATYPHI COOO0IIEeHHS (MH(POPMAIIHS) O HEeXKETATEIbHBIX PEAKIIUIX:
eClIM  BIAJCHUE JICKAPCTBEHHBIM  IIpPemapatoM JIeprKaTeeM
PETHCTPAIIMOHHOTO YIOCTOBEPEHUSI MOXHO HUCKIIOYWTh HAa OCHOBAaHUU
yKa3aHHBIX B COOOIICHMM HAUMEHOBAHMM JIEUCTBYIOIIETO BEIECTBA,
COCTaBe, CIocoOe BBEACHUS, CTpaHE MEPBOMCTOYHUKA COOOICHUS WU
CTpaHe IPOUCXOXKICHUS TI0J03PEBAEMOM HEXKENATETLHON PEaKIIUH;

COOOINEHHUsT Ha OCHOBE WH(MOPMAIIMM HAyYHBIX ITyOJIUKAIIHA,
KOTOpBIE TPEACTABISIOT CO00M O0OOOIICHHBIE aHAIMW3Bl JaHHBIX W3
OOI1IeIOCTYITHBIX 0a3 JaHHBIX WM COJEpKaT CBEACHHUS O MallMeHTaX B
BUJIe TAOJWIl WJIM TIOCTPOYHBIX MepeurciaeHui. [[aHHBI BUA HAyIHBIX
nyONuKaluid ~ OMUCHIBAET  HEXEJaTeNbHbIE  pPEaKIuu,  KOTOpbIe
pa3BUBAIOTCS B TPYIE MAalMEHTOB, NPUHUMAIONIUX OIMpPEACICHHBIN
JICKapCTBEHHBIA Tpemapar, ¢ IEJIbI0 BBISIBICHUS WIM KOJUYECTBECHHON
OIICHKA yrpo3bl Il  O€30MacHOCTH  4YeJOBEKa, CBS3aHHOH C
JIEKapCTBEHHBIM TMpernapaToM. JlaHHBIE CTaTbU YacTO CBS3aHBI C
(bapMakodUIeMUOJIOTUYECKUMHU HUCCIIEIOBAHUSIMU, WX TJIABHOU MEIbIO
ABJISIETCSl OOHApY>KEHHE WM OIEHKAa OIPEICICHHBIX PHUCKOB, KOTOPbIE
MOTJIH OBl TTOBJIHMSITH Ha COOTHOIIIEHUE «IT0JIb3a — PUCK» JIEKAPCTBEHHOTO
mpernapara B IIEJIOM.

CBenenust mo 0€30MacHOCTH, TPEACTABICHHBIC B TAKWX HAYYHBIX
MyOJIMKAIUAX, CIeAyeT pacCMaTpUBaTh B COOTBETCTBYIONIMX pa3ieiax
[TOOb u oHU NOTKHBI MPUHUMATHCS BO BHUMAHUE TIPU aHAIN3E BIUSHUS
OTHX CBEJIEHWH Ha COOTHOIICHUE «IOJb3a — PHUCK» JIEKAPCTBEHHOTO
npenapara. O 000l HOBOM uH(OpMaruu 1o 0€30MacHOCTU, KOTopas
MOXXET TOBIIUATh Ha COOTHOIICHHE «IIOJIh3a — PUCK» JIEKAPCTBEHHOTO

mnperapara, CJICAyCT HE3aMCIINTCIBHO YBCIOMIIATH YHOHHOMO‘{CHHBIP'I



OpraH ToCyJlapCTBa-ujieHa, Ha TEPPUTOPUH KOTOPOTO 3aperuCcCTPUpPOBaH
JICKapCTBEHHBIN IIpenapar.

7.2.2.4. Tlomo3peBacMble HEKEIATEIIbHBIE PEAKLIMH, CBA3aHHBIE C
nedexkToM KayecTBa WU (PadbCUPUIUPOBAHHBIMU JIEKAPCTBEHHBIMU
npernapaTamu.

Ecnu cooOiieHne o mMojo3peBaeMoOM HEXKENAaTeNbHOW peakiuu
CBA3aHO C NPUMEHEHHEM JIEKapCTBEHHOIro Ipemnapara, (anbcudukaius
KOTOPOTO TOJIO3pEBAETCsl JUOO YCTAHOBJICHA, WJIM JIEKAPCTBEHHOTO
npernapara HEHaJUIeKalIero KayecTBa, JAHHOE COOOIICHUE MOJJICHKHUT
PENOPTUPOBAHUIO (B CIIydae OTHECEHHS €ro K BATHIHOMY COOOIIEHUIO).

B sTux ciaydasx B 1ensx oXpaHbl OOIIECTBEHHOTO 3/I0POBBSI MOXKET
noTpeOoBaThCs MIPOBEACHUE TAKUX CPOYHBIX MEp, KaK OT3bIB C PhIHKA |
nedeKTHOM cepuu JIEKapCTBEHHOTO Mpernaparta win Oosee. Jlepxartensm
PETUCTPALIMOHHBIX YJAOCTOBEPEHHUM CJIEAYET HCIOIb30BATh CHUCTEMY,
00eCTeUnBaIOIYI0  TMPOBEICHUE  HE3aMEUIMTEILHON  OIIEHKH U
paccieloBaHUE  TMOJYYEHHOr0  COOOIIEHUss O  MOJ03peBacMou
HEXENaTeIbHOW  pEeakluH, CBS3aHHOM ¢  (parbcupUIMpPOBaHHBIM
JIEKapCTBEHHBIM MPEMapaToM WU JAe(EeKTOM KayecTBa JIEKapCTBEHHOTO
npenapara. B cnmydae mnoaTBepkaeHus Hanuuusa JAedeKkTa KadecTBa
TpedyeTcs He3aMeIJTUTENIbHOE YBEJIOMJICHHE nepxaTeaeM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUSI HEMOCPEICTBEHHOTO MPOU3BOIUTENS
JIEKapCTBEHHOr0 Mpenapara M yNOJIHOMOYEHHBIX OPraHOB TOCYJapCTB-
YJICHOB.

7.2.2.5. Tlogo3peBaemas mnepenaya MHGEKIIMOHHOTO areHTa 4epes
JICKapCTBEHHBIN IIpenapar.

NHbEeKIMOHHBIM areHTOM CUMTaeTcs 000 MHUKPOOPTraHHU3M,

BUPYC WM HWH(PEKIMOHHAs dacTulla (Hampumep, IPHUOH, NPOTEHUH,



nepearIme TPAHCMHUCCHUBHYIO ryouaryto sHIIe(aonaTuio),
NaTOTEHHBIEC UM HEMATOr€HHbIE.

[Togo3penne Ha ¢akT mnepenayn WHQPEKIMOHHBIX areHTOB Yepes
JeKapCTBEHHBIA  Mpemapar  paccMaTpUBaeTcss  KaKk  cepbe3Has
HeXenaTellbHasi peakiusi, MoJjexaniasi CpOYHOMY PEHOPTUPOBAHUIO B
COOTBETCTBUU C TPEOOBAaHUAMM 3aKOHOAATENICTBA T'OCYAAPCTB-UJIEHOB.
JlanHO€ TpeboBaHME PACIPOCTPAHSAETCS TAKKE HA BAKIIMHBI.

Ilepenaua BO3OyauTeNnss WH(OEKUMH MOXKET TMOJI03PEBATHCS Ha
OCHOBAaHMM KJIWHMYECKUX TPHU3HAKOB WJIM CHUMIITOMOB, a TakKxXe
7a00paTOPHBIX PE3yJIbTATOB MCCIIENOBAHMM, YKA3bIBAIOIINX HA HAMYUE
UHGEKINHY Yy MalMeHTa, MOABEPTIIErocsl BO3JEHCTBUIO JIEKAPCTBEHHOIO
npenapara. Crenyer yaenarb o0co00e BHUMaHUE OOHAPYKEHHIO
uHpekuuii wiam Bo3Oynurened MHGEKUUH, O KOTOPBIX HMMEETCS
uH(pOpMalMK, YTO OHU CIIOCOOHBI MEPENABATHCS Yepe3 JIEKAPCTBEHHBIN
npenapar, HO IpU 3TOM CIEAYET YYUTHIBaTh TAK)KE€ U PUCK IOSBICHUS
HEU3BECTHBIX BO30OyAUTENEH.

OueHky moAo03peBaeMoil mepenayn  HMHQPEKIMOHHOIO  areHra
MOCPECTBOM JIEKAPCTBEHHOTI'O Mpernapara cieayeT MPOBOJIUTh C 0cO00M
OCTOPOKHOCTBIO M O0€eCleunBaTh, HACKOJBKO 3TO  BO3MOXKHO,
pasrpaHudYeHue TPUYMH HHPUUMPOBAHUA (HANpUMEp, UHBEKLIUS WIN
npueM),  HUCTOYHMKAa  WHpEKIuu  (HampuMmep,  KOHTaMHUHAIUs
JIEKApCTBEHHOr'0 Mpenapara) U KIMHUYECKOTO COCTOSIHUS NAlMEeHTa Ha
MOMEHT MpeJroyiiaraeMoro UHQUUUPOBaHUS (MMMYHOIETPECCUBHOE
COCTOSIHME WJIH MPEIIECTBYONIAsI BAKIIUHALINS).

[ToaTBepkieHHE KOHTaMHHAIMU (BKJIIOYas HECOOTBETCTBYIOLIYIO
WHAKTUBALIMIO WM  OcjablieHne  BUPYJIEHTHOCTU  (AaTTEHYyalulo)

BO30OyuTeNe HMH(EKIMH KaK aKTUBHBIX BEIECTB) I0JI03PEBAEMOTO



JIEKApCTBEHHOTO Iperapara TOBBIIIAET CTENEHb JO0Ka3aTeIbHOCTH
nepenayn Bo30yauTenss MH(PEKINU U MOJA03pEHUs] Ha Hanuuue AedexTa
Ka4yecTBa JIEKapCTBEHHOIO Ipernapara.

7.2.2.6. Ilepron Mexay mojadeit 3asBJICHUS Ha TOCYJIapCTBEHHYIO
pErucTpaIuo JIEKApCTBEHHOTO npernapara " MOJTyYeHUEM
YJOCTOBEPEHUS O €r0 TOCYJaPCTBEHHON pETUCTpAIINH.

B  nmepuox  BpeMeHM « MeXay —Iojaueld  3asBJICHUS ~ Ha
TOCYJIapCTBEHHYIO  PErMCTpallMi0  JICKAPCTBEHHOI'O0  Mperapara u
MOJIyYeHUEM YJOCTOBEPEHHSI O €ro TOCYJapCTBEHHON pEerucTpanuud y

ACpKATCsl  PCrUCTPAIMOHHOIO  YAOCTOBCPCHUSA MOKET ITOABHUTHCA

uHopMalsg, U3MEHSAIIIas COOTHOIIEHHUE  «IOJb3a —  PHUCK»
JIEKapCTBEHHOT O npemnapara. B 00s13aHHOCTHU nepKaTens
PETUCTPALIMIOHHOTO yA0CTOBEPEHUS BXOJIUT oOecrieueHue
HE3aMeIJTUTEILHOTO peACTaBICHUS JTaHHOMU uHpopmaru

YIIOJTHOMOYEHHOMY OpraHy TrocCyJapcTBa-uj€Ha, KOTOPBIM MPOBOJUT
AKCIEPTU3Y U PETUCTPALMIO JIEKAPCTBEHHOIO Mpernapara.

7.2.2.7. Tlepuon mocyie TPUOCTAHOBICHUS JIEWCTBUS WM OT3bIBA
PETUCTPALIMOHHOIO YAOCTOBEPEHNUS JIEKAPCTBEHHOr' O Ipenapara.

Hepxarenb PETUCTPALIMOHHOTO YAOCTOBEPEHUS TOJKEH
MpPOJOJXKATh COOMpaTh CBEACHUA O TOJ03PEBAEMBIX HEXKEIaTEeIbHBIX
peaKuusX, CBI3aHHBIX C pACCMATPUBAEMBIM JIEKAPCTBEHHBIM IPEAPATOM,
1ocjie€  TNPUOCTAHOBJIEHUS  JEHUCTBHUSI ~ €r0  PETUCTPALMOHHOTO
YAOCTOBEPEHHUS C BBINOJHEHHEM DPEMOPTUPOBAHUS B CIIyyasix, KOTOpPbHIE
YAOBJIETBOPSIOT KPUTEPUSIM CPOUHOTO PEOPTUPOBAHUSI.

B  cioydae  0oT3bpIBa  PETHCTPAIMOHHOTO  yIOCTOBEPEHUS
YIOJTHOMOYEHHBIE  OpraHbl  JOJDKHBI  TMOHYXIaTh  JepxKaTens

PETUCTPATHMOHHOTI'O YAOCTOBCPCHUA IIPOAOJIKATDH CO6I/IpaTI> CBCACHHA O



M0/I03PEBAEMBIX HEXKEJIATENbHBIX PEaKLUsIX Ha JEKapCTBEHHbIN Mpenapar
(Hanpumep, AJis 0OJIETYEHUS! BBINOJHEHHSI OLUEHKH B CIydae pa3BUTHS
OTCPOUYEHHBIX  HEXKENATeNbHBIX  peakuuid Wi Uil [OJXy4YeHUs
PETPOCIIEKTUBHBIX COOOIIEHUI O HEeXKETaTENbHBIX PEaKIIUsIX).

7.2.2.8. CocTaBlIeHHE OTUETOB B NEPUOJ YPE3BBIYANHBIX CUTYaALUN
B cdhepe 37paBOOXpAHEHUSI.

UpesBbruaiiHas cutyanus B cepe 3apaBOOXpaHEHUs — 3TO yrpo3a
OOIIIECTBEHHOMY 37I0pOBbIO, O(UIMAILHO YCTaHOBJIEHHas BcemupHoit
OpraHMU3aIMen 3ApaBOOXpaHEHUA. B cilydae 4pe3BbIYAMHON CUTyaIlMH B
chepe 3apaBOOXPAHEHUU YIIOJHOMOUYEHHBIE OpraHbl BIPaBe BHOCHUTH
MONpPaBKU B TpeOOBaHUS K PETYISIPHOCTH COCTABJIEHUS OTYETOB O
MO/I03PEBAEMBIX ~ HEXKEJATeNbHBIX  peakuusx. Takue  IMONpaBKU
NPUHUMAIOTCSI OTAEJIBHO ISl KaXKJIOro cliydasl Ype3BbIYailHON CUTyaluu
M M3BEIICHUS O HUX pa3MemaroTcd Ha O(QUUUAIbHBIX CcalTax
YIOJHOMOYEHHBIX OpPraHOB TOCYAApPCTB-WIEHOB B HWH(MOPMalMOHHO-
TEJIEKOMMYHUKAIIMOHHOM ceTn « UHTepHeT.

7.2.2.9. CooOuieHusi OCHOBaHHblE Ha CyAE€OHBIX HCKaX B
OTHOIICHUH BpeAa, MNPUYUHEHHOTO MPUMEHEHHEM JIeKapCTBEHHBIX
penaparos.

C coo0uieHusiMH, BO3HUKAIOIIKUMH IO PEe3ybTaTaM pacCMOTPEHUS
CyIeOHBIX HCKOB B OTHOLICHUM MPUMEHEHHUS  JIEKapCTBEHHBIX
IpenaparoB, clieqyeT padoTaTh Kak ¢ COOOIIEHUSIMH, TTOJyYeHHBIMU O€3
3anpoca. Cieayer MpeacTaBisiTh COOOIIEHHS TOJIBKO O HEXeJIaTeIbHBIX
peakuusIX, B KOTOPBIX PENOPTEPOM I JIEpHKATEIEM PETHCTPALUOHHOTO
YAOCTOBEPEHUS NPEAINOIaraeTcsi HajJuyue KaKk MHUHUMYM BO3MOKHOU
NPUYMHHO-CJIEACTBEHHOM CBSI3W  HEXKENATeNbHOTO  BO3JCHCTBUSL €

MoJO3PCBACMBbIM  JICKAPCTBCHHBLIM  IIPCIIAPATOM. B »stHx cliyqasix



HE3aMeTUTEIILHOE PENOPTUPOBAHKUE OCYIIECTBIISICTCS, €CIIH COOOIICHUE
YJIOBJICTBOPSCT  KPUTEPHSIM,  YCTAHOBJIICHHBIM  MEXKIyHApOIHBIMU
JAOTOBOpaMU H  aKTamu, cocraBisitomuMu  npaBo  Coroza  u

3dKOHOAATCIbCTBOM I'OCY1apCTB-UYJICHOB.

7.3. IloaroroBKa MHAMBUIYaIbHBIX COOOIICHHI O HEXKETaTEIbHBIX

peaKIuAX

7.3.1. Nndopmanus o MOJ03pEBAEMBIX, B3aMMOJACHCTBYIOIIUX H
CONYTCTBYIOIIMNX JICKAPCTBEHHBIX Mperaparax.

B coobmieHnn 0 HEXeNaTelbHOM peakiuh CIEAyeT YKa3blBaTh
HAUMEHOBAaHUS  TOJO03PEBAEMBIX, B3aUMOJECHUCTBYIOIUX U  (WJHN)
COITYTCTBYIOIIUX JIEKAPCTBCHHBIX MPENApaToOB, UX PEKUMBI JO3ZUPOBAHUS
W JaThl Hayaja W OKOHYaHMS Tepanuu. J[ag KoMOMHHUPOBAHHBIX
JIEKQpCTBEHHBIX TMpenapaToB, KOTOpbIe coAepKaT Oojiee  OJHOIO
JEUCTBYIONIETO0 BEIIECTBA, HEOOXOAMMO OTNIEJIBbHO YKa3bIBaTh KaXKJ10€
NEUCTBYIOIIEE BELIECTBO.

Ecnu B cooOlieHnM ONMCHIBaEMBIM Cilydail HeXelaTeabHOU
pe€akuuMM yKa3aH KakKk CBSI3aHHBIA C TEPANECBTUYECKUM  KJIACCOM
JIEKApCTBEHHBIX MpenapaToB, TAKOE COOOIICHUE CUUTAECTCS HEMOJHBIM U
HE OTBEYAEeT KPUTEPUAM HE3aAMEIJIMTECIBLHOTO MPEJACTABICHUS B
YIIOJJHOMOYEHHBIE OpraHbl. B 3TOoM ciiyyae JMIIO, OTBETCTBEHHOE 3a
MIPEJCTaBIICHUE COOOIICHUS B YIOJHOMOYCHHBIE OpraHbl TOCYIapCTB-
YJICHOB, JOJDKHO MPUHSATH HEOOXOJUMBIE MEPHI MO COOPY HEIOCTaOIIeH
nH(popMaIy 0 OA03PEBAEMOM JICKAPCTBEHHOM IIperapare.

7.3.2. Ilono3peBaemasi HexKenaTelbHas Peakiusl.
B coolOmiennn o HexenaTreabHOW PEeakIuu JOJDKEH OBITh yKas3aH



BUJl WK IIPUBEIECHO ONUCAHUE MOI03PEBAEMON HEKEIIATEIIBHON PEAKIUH.

7.3.3. OnucaHnue HEXKeNaTeIbHOW peakiMd U OLIEHKAa MPUYUHHO-
CJICJICTBEHHOM CBSI3H.

JIns  Kaxaoro OTAEIBHOTO COOOIIEHUS] TIPEACTaBIISIETCS BCS
uMeroascss uHbopMalus MO Pa3BUBLICHCS HEXKENIATEIbHON peaKIuu.
NudopMmarius o0 pa3BUTHUM HEXKENIaTEIbHOM peakiuu JOJDKHA OBITh
MpeJicTaBlieHa B JIOTMYECKOM W BPEMEHHOM IOCJIEI0BATEIbHOCTH, B
COOTBETCTBUH C XPOHOJIOTUEH M3MEHEHHUS COCTOSHUS MallUeHTa, BKIIFOYast
KJIMHAYECKOE TE€UCHHUE, TEPANCeBTUUECKUE MEPHI, UCXOJl U TOJTYUYECHHYIO
nocieayouryo naopmaruio. OnucaHue J0KHO ObITh BCECTOPOHHUM U
BBICTYIIATh KaK CaMOCTOSTEIbHBIA MEIUIIMHCKUN OTYET, COACPMKAIIUN
BCE M3BECTHBIC BAKHBIC KIMHUYECKUE JAHHBIE U CBS3AHHBIE C HUMHU
CBeleHUs (J1abopaTOpHBIE, JIUATHOCTHYECKHWE W WHBIC CBEJCHUSA),
BKJIIOYasi XapaKTEPUCTUKY TMAIMEHTA, JIETAIU3aldI0 JICYEHUS, UCTOPHIO
00JIe3HHU, KJIMHUYECKOE TEUCHUE MPOSBJICHUN, AUArHO3, HEXelaTeIbHbIe
pEaKIMy U UX UCXO/JI, BAKHbIEC Ja0OPATOPHBIE JAaHHBIE U JIFOOYIO APYTYIO
nH(pOpMaIHIO, KOTOpas MOJATBEPKIAET UK OMPOBEPraeT moa03peBacMbie
HeXKellaTelbHble  peaknu. JIOJDKHBI — ObITh  O0OOIIEHBI  BayKHBIC
pe3yJIbTAaThl BCKPBITHS WM PE3YJbTAThl MOCMEPTHOIO MCCIIECIOBAHUS
(eciu MPUMEHHMO).

YHOoITHOMOYEHHbIE OpraHbl TOCYAapCTB-WICHOB W JepXKaTelu
PETUCTPAIlMOHHBIX YJOCTOBEPEHUM BIIpaBE CJlieJIaTh KOMMEHTApUHU B
OTHOIIIEHUM XapaKTepa U OIEHKU MPUUYUHHO-CISICTBEHHON CBA3U MEXKIY
MOJI03PEBAEMBbIM  JIEKAPCTBEHHBIM  IIperapaToM M HEXelaTeIbHOM
peaxkuuen JOMOJHUTEIBHO K OIIEHKE INPUYMHHO-CICICTBEHHON CBSI3H,
KOTOPYIO CJeNall TEPBOMCTOYHUK (pemoprep), €cIM dTa OleHKa

npeacraBJiCHaA.



7.3.4. Pe3ynbTarTsl aHAIN30B U HHCTPYMEHTAJIBHBIX UCCIIETOBAHUM.
B omnucanum HexenaTelbHOW peakiuu cieayeT (QPUKCHpOBaTh

pe3yJIbTaThl aHAJIM30B U MPOLEAYP, BHIITOIHEHHBIX C €0 JUATHOCTUKH
WM  TOATBEPXKACHUS peakuuud (sABJIeHUS) (BKJIIOYAasi  aHaJMU3bI,
MPOBEJICHHBIE  JUIS MCCJIEAOBAaHMUS TPUYMHBI, HE CBSI3aHHOM C
JIEKApCTBEHHBIM TIperapaToM (HAIpUMep, CEPOJIOrMYECKUE aHAIM3bl Ha
MH(EKIIMOHHBIN TenaTuT NpU MOJO3PEHUM Ha TEMaTUT, BHI3BAHHBIN
JIEKapCTBEHHBIM TpernapaTom)). Craeayer cooOmaTh 0 MOJI0KUTEIbHBIX U
00 OTpHUIIATENBHBIX pe3yJbTaTax aHaIM30B U HWHCTPYMEHTAIbHBIX
UCCIIEIOBAHMI.

7.3.5. Ilocnenyroniasi uHGpoOpMaIus.
OtmpaBuTento COOOIIEHUS O HEXKENaTeIbHON pEeakIuu CleayeT

HaIpPaBJISAITh MOCISAYIONYI0 MH(DOPMAIMIO MO HEXKEIATEILHON peaKIuu
HE3aMEUIMTENIbHO, €CJIM TOJy4YeHa HOBas Ba)KHAs MEIUIIMHCKAs
uHpopmarusa. BaxxHas HoBas nH(popmalys 03Ha4aeT B TOM YKCJIE HOBBIC
MOJI0O3PEBAEMBIE  HEKENATEIbHBIE pPEAaKIMd, W3MEHEHHE B OLECHKE
MIPUYUHHO-CJIEJCTBEHHON CBS3M U JIIOOYI0 HOBYHO HMH(MDOpMAIUIO WIIH
JaHHBIE 00  WM3MEHEHUM  TEPBOHAYAIBHON  (TPEIIIECCTBYIOIICH )
uHpopmMaIMu o ciydyae, €Cld OHU BIUSIOT HAa MEIUIIMHCKYIO OIICHKY
HeXKeNaTelbHOU peakinu. nentudukaiys BaXKHOW HOBOM HMH(pOpMAIIUH,
TpeOylolllel CPOYHOr0 PENOPTUPOBAHUS, BCErJa HYXKIAaeTcs B
MEJUIIMHCKOM 3aKJIIOYCHUH.

Crnenyer yuyuThIBaTh KaKk 3HAUUTEIIbHBIE U3MEHEHUSI HH(OPMALINU O
HEXKENATENbHBIX PEAKIUSIX JI0O0bIe CUTyalldd, NpPU KOTOPBIX IO
OTACIBHBIM CIy4YasiM HEKeJIaTEIbHBIX PEAKINN MPOUCXOJIUT MOHMKEHUE
KPUTEPUEB CEPHbE3HOCTM M (WJIM) OILICHKHM MPUYUHHO-CJIEICTBEHHOU
(HampuMep, mnociueayoIas WHQOpPMAIUS TPUBOIUT K H3MEHEHUIO

KPUTEPHEB CEPhE3HOCTH C CEPbE3HOW HEKENaTeNbHOW peakiuu Ha



HECEPBhE3HYIO MIIM OIICHKA MPUINHHO-CIICICTBEHHONW CBSI3U U3MEHSETCS C
UMEIONIEH KaKOW-TMOO YpPOBEHb B3aWMOCBSI3M HA COMHUTEIBHYIO
B3aMMOCBS3b) U COOOIATh O TAaKUX CIIy4asX COTJIaCHO TPEeOOBaHHAM K
CPOYHOMY IPEJICTAaBICHUIO MHGOPMAITUU O HEXKEIIATSIbHBIX PEaKITUIX.

B cmywae ecim  mocneayromas — wHGOpPMAIMs ~— BHOCHT
HE3HAYUTEIbHBIC HM3MEHEHHS B IIE€PBOHAYAIBHBIC JaHHBIE W OILECHKY
HEXENaTeIbHOW pEeaKIiyd, OHa HE TOJICKHUT He3aMeITUTCIIBHOMY
npeacTraBicHuio. Kak He3HauWTeNbHBbIE W3MEHEHHS PacCMaTPUBAIOTCS
M3MEHCHHS OTACIBHBIX XPOHOJIOTHYECKUX JaT B MPOIECCE OMUCAHMSA U
OIICHKH HEXeJIaTeIbHON peakIuy 0e3 BIUSHHS Ha OIEHKY JINOOo Tepeaauy
Clydas WJIM WCIpPaBJICHHS ONEYaTOK B MPEIBIAYIICH BEPCHM CITydas.
Crnenyer TeM HE MEHEE IOJYYUTh MEIHUIIMHCKOE ASKCIICPTHOE MHCHHE
OTHOCHUTEIILHO 3HAYMMOCTH TMOCIeAyoIer uWHpopMamuu, TaKk Kak
dbopManabHas OICHKA SIBJISCTCS HEIOCTATOYHOM (HampuMep, U3MEHCHHE B
COOOIIEHNN O HEXENIaTeIbHON PpEeaKIUM JaThl POXKACHUS TalMeHTa
MIPECTaBIISIET COOOM CYIIECTBEHHOE M3MEHEeHHE MH(OpMAITUK O BO3pacTe
MAIlMeHTa, €CIIM MPUBOJIUT K IMEPEHOCY MH(POPMAIMHM O HEXKEJIaTeIbHOM
JICHCTBUM JIEKAPCTBEHHOTO IIperapara Ha HWHYK BO3PACTHYIO TPYIITY
MaIMeHTOR).

7.3.6. AHHYIMpOBaHUE CITy4acB.
AHHYJIUPOBAHHBIA CIy4dail — 3TO cly4ail, UHPOpMaIHO O KOTOPOM

OoJiee He cleayeT YUYMThIBaTh B MpoleaAypax OLEHKU. AHHYJIMPOBAHHE
BBITIOJIHSIETCS, €CTIU ObUIO OOHApY’KEHO, YTO BCA MH(MOpMAaIUs O ciiydyae
ABJISIETCSl OIIMOOYHOM WM B cliydae AyOJUpOBaHUS OTYETOB O CIIyyae
HEXKeNareapHOM — peakuuu.  Ilpomecc  aHHynupoBaHusA — ciy4das
BBINOJIHSETCS TTOCPEICTBOM YBEIOMIICHUSI OTIPABUTENIEM IOJIYyYaTENsl O

TOM, 4YTO cnyqaﬁ Ooiee He pacCMaTpUBACTCA KakK JIEUCTBUTEIILHBIM.



OnHako coOOIIEHUE TpPU ATOM CIEAYET COXpaHUTh B 0a3e JaHHBIX
(apMaKkOHa130pa OTIPABUTEISL.
7.4. COoTpyAHUYECTBO CO

BcemupHoy opranusanuen
31paBOOXPaHEHU

YNOJIHOMOYEHHBIMU OpraHaMu roCyAapCTB-4JICHOB
o0ecIeurBaeTCsl peryJispHOE MPeCTaBICHUE COOOUIEHUN O BBISBICHHBIX
Ha WX TEPPUTOPUSX M IMOJI0O3PEBAEMBIX HEKEIATEIbHBIX PEAKIHSIX HA
JIEKapCTBEHHbIE Tpernaparel B CoOTpyaHHUYAOUN UEeHTp BceMupHO
OpraHMu3aliy 37APABOOXPAHEHUSI C IEJbI0 BKIIOUCHUS HHGOpMauu 00
ITUX CIydasx B 0a3y JaHHBIX HEXKENIaTeNbHBIX peakiuii BcemupHOM

OpraHu3anuvu 3ApaBOOXPaHCHU:].

8. I[leproanueckuii OOHOBJISIEMBIN OTUYET I10
0€30macHOCTH

[lepuoanueckuii oOHOBIsieMbIii oTueT o Oe3omacHoctu (IIOOB)
npeAcTaBiIsieT co0Ool  JOKYMEHT 1o (apMakoHaA30py, KOTOPBIN
MTO3BOJISIET JEPIKATENO PETUCTPALMOHHOTO YJIOCTOBEPEHHS MPEIACTABUTH
OLIEHKY COOTHOLIEHUS «II0JIb3a — PUCK» JEKAPCTBEHHOIO Mpemnapara Ha
ONPEAECICHHBIX 3TANax MOCTPETUCTPALMOHHOTO MEPUOAA.

YNOJIHOMOYEHHBIMM ~ OpraHaMH  TOCYAApCTB-WICHOB  JOJDKHA
BBINIONHATBCS oneHka [IOOb ¢ ycTaHOBIEHHEM BO3MOXHBIX HOBBIX
BBISIBIICHHBIX PUCKOB U MX BJIMSIHHUSI HA OLICHKY COOTHOIIEHHUS «II0JIb3a —
pUCK» JieKapcTBeHHOro mnpenaparta. Ilo pesynbratam onenku [100b
YIIOJTHOMOYEHHBIN OpraH rocy1apcTBa-4jieHa ONpPENEIIAET
HEO0OXOAMMOCTH BBITTOTHEHUS TATIbHEUIIINX HCCIIEIOBAHUN O€30MaCHOCTH

NN 3(1)(1)€KTI/IBHOCTI/I JICKAPCTBCHHOT'O IIpCIiapaTta, IMPUMCHCHUA TCX WIIH



MHBIX  JIEUCTBUM B  OTHOLIEHUM  PETUCTPALMOHHOIO  CTaryca
JICKapCTBEHHOTO TIpenapara Wiv BHeceHus1 m3MeHeHud B ero OXIJIII B
Hesx o0ecrnedeHusl €ro MPUMEHEHHUs MPU TPEBBIIMICHUH TOJIb3bI HaT

PHUCKOM.

8.1. Llenun
ITOOb

8.1.1. OcnoBHoit nenvto I[IOOb sdBmsgeTcs mnpeacTaBiIcHUE
HCUEPITBIBAIOIIET0 M KPUTHYECKOTO aHalin3a COOTHOIIEHUS «II0JIb3a —
PUCK» JIEKAPCTBEHHOTO Iperapara ¢ Y4eTOM BCEX HOBBIX JaHHBIX IO
0€301aCHOCTH W KYyMYJIITUBHOTO BJIMSIHUS 3THUX JaHHBIX Ha MOpoQuib
0e3onacHOCTH M 3(PGEKTUBHOCTU JieKapcTBeHHoro mnpemnaparta. [10O0b
SBJISICTCS. MHCTPYMEHTOM TIOCTPETUCTPAITMOHHOW OIIEHKH COOTHOIIEHUS
«T0JIb3a — PHUCK» JICKAPCTBEHHOTO MpernapaTa Ha OMpPEJACICHHBIX dTamax
’KU3HEHHOTO ITUKJIa JIEKapCTBEHHOTO TIpernapara.

8.1.2. [lepxareneM perucTpallMOHHOTO YIOCTOBEPECHUS IOJIKHBI
ITOCTOSTHHO BBITIOTHSATHCS OLICHKA W aHAJIW3 BIIMSHUS HOBBIX JIAHHBIX Ha
COOTHOIIICHUE «II0Jb3a — PUCK», IMPOBOJUTHCS TEPEOICHKA JTaHHOTO
MoKazaTeNsl, a TakKe OMNpPeIesThcs HEOOXOAMMOCTh ONTHUMHU3AINN
COOTHOIIICHUS «I0JIb3a — PUCK» MyTeM BBeleHUS d(P(HEKTUBHBIX MEp IO
YOPaBICHUIO PUCKAMH W WX MUHHUMH3ALIAA TIPU BBISIBICHUH HOBOU
uHpopmalysg 1Mo 0e30MacHOCTH JIEKAPCTBEHHOTO Tpernapara B MpoIecce

CT0 MOCTPCTUCTPATUOHHOT'O ITPUMCHCHUA.

8.2. ITpyHUHUIBI OLIEHKN COOTHOIIEHUS «I10Jb3a — PUCK» B
I[TOOb

OHCHK& COOTHOHICHHUS  «II0JIb3a — PHCK)» O0JIKHAa HOCHUTD

HENPEPBIBHBIA XAPAKTEp HA MPOTSHKEHHM BCEro >KU3HEHHOTO IIMKJIA



JIEKQpCTBEHHOT0 TMpernapara B IEsiX OOeCHedYeHUs 3alluThl 370POBbS
HACEJICHUSI W TIOBBIIICHUSI 0€30MacHOCTH MAIMEHTOB MOCPEICTBOM
peanuzanuu dPPEKTUBHBIX MEp MO MUHUMM3AIUU pucka. Mudbopmarus
no Oe3omacHocTH U A((PEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara,
coOupaeMasi Ha NPOTSKEHUH COOTBETCTBYIOLIUX MPOMEXYTKOB BPEMEHH,
KOTOPBIE COCTABJISIOT OTYETHBIE TIEPUOJIbI, SBJISIETCS OCHOBOM JJIsI TaKOM
OLICHKH U aHanu3a. OLeHKa BKIKOYAET CIEIYIOIINE TallbI.

8.2.1. Kputnueckuit ananu3 Bcel nuadopmanuu 1no 0€30MacHOCTH,
MOJIYYCHHOM 3a OTYETHBI TNEPUOJ, C OIPEJCICHUEM BO3MOXKHBIX
BBISIBJIEHHBIX HOBBIX CHUTHAJOB, CBHUJICTEJICTBYIOIIMX O HOBBIX
MOTEHITUATBHBIX WM UICHTUPUIIMPOBAHHBIX PUCKAX JIMOO MOMOJTHECHUH
uHopMale 3THX CHUTHAJOB YXE€ HMEIONIMXCS 3HaHUN 10 paHee
UJEHTU(UIIUPOBAHHBIM PUCKAM.

8.2.2. Kputnueckoe 0000IIeHNE BCEl MOJYYEHHOW 3a OTUETHBIM
nepuos;  uUHpopmanuu 1o OezomacHOCTH U 3hPEKTUBHOCTU
JIEKapCTBEHHOTO Mpenapara (Kak B paMKaxX KIMHUYECKUX HCCIIEI0BaHUM,
TaK U TPU NPUMEHEHUU JIEKAPCTBEHHOTO Mpernapara B MEIUIIMHCKOU
MpaKTUKE) U OICHKAa BIUSHUS OSTOM HMHQPOpPMAIIMK Ha COOTHOIIEHUE
«T0JIb3a — PUCK» JIEKAPCTBEHHOIO Mpernapara.

8.2.3. DBBbINOJHEHWE MHTErPajJbHOTO  aHAJIN3a COOTHOIICHUSA
«T0JIb3a — PUCK» Ha OCHOBAHUU BCEX KYMYJISITUBHBIX JAHHBIX HAUMHAs C
JaThl TIEPBOM PETUCTpPAIMU JIEKAPCTBEHHOTO TMpernapara Wi JaThl
MIEPBOr0 pa3pelieHrs Ha MPOBEJICHUE UHTEPBEHIIMOHHOIO KIMHUYECKOTO
UCCJIe0BaHUs B KAKOM-JIMOO U3 rOCYy1apCTB.

8.2.4. O6o0meHre nHGOpMaIIMK IO MEpaM MHHUMM3ALHUKU PUCKA,
KOTOPBIE MOTJIA BBIMOJHSITHCSA WIH IIAHUPYIOTC.

8.2.5. OmpeneneHue IjIaHa OIEHKHM CHUTHAJIOB, PUCKOB U (WJIN)



MPEUIOKEHUH 10 JOTOJHUTENIBHBIM MepaM 1o (papmMakoHaA30pYy.

8.3. IIpunnunsl noaroroBku [100b

JlepkaTenap perucTpallMOHHOTO YIAOCTOBEPEHHUS JOJKEH TOTOBUTH
equnbii [IOOB s Bcex MPOM3BOIMMBIX JIEKAPCTBEHHBIX MpPENapaTos,
COJIEPIKAIIMX OJHO U TO K€ JEHUCTBYIOLIEE BEIIECTBO WA OJHY U Ty XKE
KOMOMHAIIHUIO JEHCTBYIONIUX BEIIECTB IO BCEM OJJOOPEHHBIM MOKA3aHUSIM
JUISL JTaHHBIX JIEKAPCTBEHHBIX MpernapaToB, CHoco0aM WX BBEACHUA,
dbopmam BBIITyCKa M peKUMaM JO3UPOBaHUSA. B 4acTHBIX CIydasx MOXKET
noTpeOoBaThbCsl TMPEACTABICHUE [AHHBIX IO OTACIBbHBIM TOKA3aHUSM,
dbopmam BBITTyCKa, CIIOCO0AM BBEJICHUS WJIM PEKUMaM JIO3UPOBAHMS KaK
oraenbHOro pasugena IIOOb ¢ COOTBETCTBYIOIIMM ONMCAaHHEM U
aHaJIN30M AacClEeKTOB Mpoduis Oe30MacHOCTH M 0e3 MOJATrOTOBKHU
oraenpHOro IIOOB. IloaroroBka otmensHOro IIOOB Moxker OBITH
000OCHOBaHa B HCKJIIOYUTEIBHBIX ClIy4asx (Hampumep, MpU HaIUIUU
dbopMbl  BBIITYCKA C TMOJHOCTHIO  OTJIMYHBIMU  TOKa3aHUSIMU K
MEJIUIIMHCKOMY TPUMEHEHHUIO JaHHOTO JIEKApCTBEHHOI'O Mpemnapara OT

JIPYTUX €ro GopM BBIITyCKA).

8.4. Conepxanue
ITOOb

8.4.1. IIOOb nmomxeH BKIOYATh KyMYJIATUBHBIC JTAHHBIC, HAUMHAS
C JaTbl NEPBOM PEruCTpALMM JIEKAPCTBEHHOTO Ipenapara W BBIACISTH
HOBYIO MH(OpPMALIMIO, ITOJIyYEHHYO 3a OTYETHBIN nepuoi. KymynsatuBHas
uHpopmalus paccMaTpuBaeTCs IMPU MPOBEACHUU OOIIEH OIEHKHU
0€30IaCHOCTH JIEKapCTBEHHOI'O Ipenapara U MHTETPUPOBAHHOM OLIEHKHU

€I'0 COOTHOHICHHA «II0JIb3a — PHUCK».



I[TOOBb nomxeH BkiItOYaTh 0000IIArONTYI0 HHPOPMAIIUIO 000 BCeX
WUCTOYHHMKAX TIOJYYCHUS 3HAYUMBIX JaHHBIX MO 3(PPEeKTHBHOCTH U
0€30macHOCTH  JIGKQpCTBEHHOTO  TIpemapara, KOTOpble  JOJKHBI
YYUTHIBATHCS TIPH  BBITIOJIHEHUHM OYEPEAHONW OIICHKH COOTHOIIEHUS
«T0JTh3a — PUCK» M KOTOPBIE JOCTYIHBI JEPIKATEI0 PETUCTPAIMOHHOTO
yAOCTOBepeHHus. Y Ka3aHHas HHGOpPMAITUS BKIFOYACT:

oboOmaronyr0o uH@oOpMaIuo O pe3yJbTartax MEAUIMHCKOTO
MPUMEHEHHUS JIEKApCTBEHHOTO TIpernapara:

JAHHBIE CIIOHTAHHOTO PENOPTUPOBAHUS;
JTAHHBIE MEJIUIIUHCKOM JINTEPATYPHI;
JAHHBIEC, MOJIYYCHHBIE B XOJE MCMOJIb30BAHUS AKTUBHBIX METOIOB

MOHUTOpPUHTA (HAmpUMep, aHajlu3 BHYTPEHHUX WM BHENIHUX 0ax
JTAHHBIX);
CUTHAJIBI 110 0€30MaCHOCTH, KOTOPBIE €IlIe ITPOXOSAT PaCCMOTPEHUE
U OIICHKY JeprKaTeleM PETUCTPAIMOHHOTO yI0CTOBEPEHNS,
nHpOpMaIMIOo, MOIYUYCHHYI0 OT HapTHEPOB MO MApPKETHUHTY HWIIN
TUCTPUOBIOINH;

000011a01TY 0 HHPOPMAITHIO O KIMHUYECKUX MCCIICIOBAHUSIX:
0000111EHNE JTAHHBIX TIPOTOIKAIOIITNXCS KIIMHUYECKUX

UCCIICIOBAHUN WJIM HWHBIX MCCJIEJOBAHUM, KOTOPHIE BBIMOJIHSIIOTCS
nep>KaTeaeM PErUCTPAlMOHHOTO YAOCTOBEPEHUS 15810 €ro
MpeJCTaBUTENEM, MO0 ObUIN 3aBEPIICHBI B OTYETHBIN EPUOI;

JTaHHBIE TEpareBTUYECKOTO IPUMEHECHUS UCCIIETyEMOTO
JIEKapCTBEHHOTO TIpenapara;

JAHHBIE 00cepBalIMOHHBIX W AIUIEMHUOJIOTUYECKUX
HUCCIIeJOBaHMM;

JTAHHBIE UCCJICIOBAHUI MO OLIEHKE MCIOIb30BaHUS JIEKAPCTBEHHOTO

npenapara;



JaHHBbIE JOKJIMHUYECKUX HCCIIeAOBAaHUN (TOKCHUKOJIOTHUYECKUX H
HCCIIeIOBAHMH 1n Vitro);

JTaHHbIC KJIMHUYECKUX HCCIICIOBAHUM, BBITIOJHSAEMBIX MapTHEPaAMU
JepKaTeNlsl PEerucTPallMOHHOTO YJAOCTOBEPEHHUS IO pa3padOTKEe WIIH
pa3MEIeHUI0 Ha PhIHKE JIEKAPCTBEHHOTO Tpernapara;

JaHHbIE KJIMHUYECKUX HCCIEIOBAHMM, B KOTOPHIX ObLTa BBISIBICHA
HEJIOCTaTOYHasl TeparneBTuyeckass 3(hPEeKTUBHOCTh, YTO MOXET OKa3aTh
BIIUSIHUE HA OIICHKY COOTHOIIEHUS «IOJib3a — PHUCK» JIEKAPCTBEHHOTO
npernapara;

000011ar01y 0 HH(POPMAITHIO U3 IPYTUX UCTOYHHUKOB:
JTaHHBIC, IOJTYYCHHBIC U3 MHBIX NCTOYHUKOB, UMCIOIINX OTHOIICHHE

K oleHke dS(PGEKTUBHOCTH WKW  0€30MacHOCTH  JIEKAPCTBEHHBIX
penapaToB aHAIOTUYECKOHN (hapMaKoTeparneBTUUECKON IPYIIbI;

nanueie  uHbIX [IOOBb wnu  otyetoB 1o  0€30MacHOCTH
pa3pabaThiBa€MbIX JIEKapCTBEHHBIX pernapaTon (Hampumep,
KOHTPAKTHBIX TAPTHEPOB WJIU UHUIIUATOPOB HCCIICIOBAHUN );

BOXHYI0  MHGOpPMAIMIO, TMOJYYEHHYIO IIOCJE€  3aBEpILCHHUS
nonrotoBku [1OOB.

8.4.2. IIOOb noikeH BKIOYATh CICAYIOIINAE PA3/IEIIbL:

8.4.2.1. TUTYNBHBIM  JIUCT, BKJIIOYas  MOANWCh  JIMIIA,
OTBETCTBEHHOT0 32 moArotoBky [10Ob.

8.4.2.2. Kparkoe uznoxenue (pesrome) [T1OOBD.

8.4.2.3. Conepxanune I10OOb B TabinunomM ¢popmare.

8.4.2.4. BBenenue.

8.4.2.5. PeructpalimoHHbIN CTaTyC JEKapCTBEHHOrO IIperapara B
MUpeE.

8.4.2.6. Mepspl, NpUHATHIE 3a OTYETHBI NEPUOMA, B CBSI3U C



MOCTYIUBIIMMU JJAHHBIMU MO0 0€30TTAaCHOCTHU JIEKAPCTBEHHOTO TIpernapara.

8.4.2.7. VI3MeHeHuUsI, BHECEHHBIE B CIPaBOYHYIO MH(GOPMAIUIO IO
0€30I1aCHOCTH JIEKApCTBEHHOTO Mpernapara.

8.4.2.8. OueHka yucia NalMEHTOB, MOJBEPIIIUXCS BO3JICHCTBUIO
JIEKapCTBEHHOTO IIpenapara:

a) oOmee 4YKuCIO0 TAIMEHTOB, IIOJBEPTIIMXCS BO3JICHCTBUIO
JIEKapCTBEHHOT O TIpenapaTa B KIMHUYECKUX UCCIICTOBAHUIX;

0) oOmee 4YWCIO TMAIMEeHTOB, IIOJBEPTIINXCS BO3JEHCTBHUIO
JIEKApCTBEHHOTO TIpernapara 1o JaHHbIM €ro IPUMEHEHUS Ha PhIHKE.

8.4.2.9. O0001IeHHbIE TAOJIUYHBIE JAHHEBIE:
a) cpaBo4yHas UHGOpPMaIIHS;
0) o00oOmeHHass HH(pOpPMAIUS II0 CEPbE3HBIM HEXKeIaTeIbHBIM

pPeaKIrsIM, BBISBIICHHBIM B X0J1€ KJIMHUYECKUX HUCCIICIOBAHUM;

B) 00001eHHas nHGOpPMALKA MO JAaHHBIM MMOCTPETUCTPAIIMOHHOTO
IpUMEHEHHUS JIEKApCTBEHHOTO TIpernapara;

8.4.2.10. Pe3roMe 3HaYUMBIX JAHHBIX, IIOJIYYEHHBIX B XOJE
KJIMHUYECKUX UCCIIEAOBAHUN 32 OTYETHBIN MTEPUOL;

a) 3aBepIIeHHbIC KIMHUYECKUE UCCIICIOBAHNS,

0) MpoI0JKAIOIINECS KIMHUYECKUE UCCIICTOBAHMS;

B) JUTUTEILHBIN ITOCASAYIOMINH MOHUTOPHHT COCTOSTHHUS MTAIIUCHTOB;
') ’HOE TePaneBTHYECKOE MPUMEHEHNE JIEKaPCTBEHHOTO TIperapara;
1) HOBBIE JIaHHBIE I10 OE30MAaCHOCTH TMPU HCIOJIb30BAHUH

JICKAPpCTBCHHOTO IIPCIIapaTa B (1)I/IKCI/IpOBaHHBIX KOMGI/IHaI_[I/ISIX H03.

8.4.2.11. JlaHHbIC HEUHTEPBEHIIMOHHBIX UCCIIEIOBAHUM.
8.4.2.12. JlaHHBIEC NPYTUX KIMHUYECKUX HCCICIOBAHWN W JAHHBIE,

IMOJYYCHHBIC U3 NPYTUX UCTOYHUKOB.

8.4.2.13. JlanHbIe JOKIUHUYECKUX UCCIICTIOBAHUM.
8.4.2.14. cnionp30BaHHBIE UCTOYHUKHU JTUTEPATYPHI.
8.4.2.15. Jlpyrue miepuoguyeckue OOHOBISIEMbIE OTYETHI IO

0€30ITaCHOCTH.



8.4.2.16. Henocratounass  TepaneBTUuYeckas 3P(PEKTUBHOCTH
JIEKapCTBEHHOTO  TIpemapara, YCTAHOBJEHHAs B  KOHTPOJHUPYEMBIX
KIIMHUYECKUX UCCJICIOBAHUSIX.

8.4.2.17. Baxunasa undopMaiusi, MoaydyeHHas MOCIE 3aBEPIICHUS
noarorosku [TOOB.

8.4.2.18. OO030p curHaioB (HOBbIE, paccMaTpUBAEMble U
3aBEPUICHHBIE).

8.4.2.19. Curnanel 1 OlICHKA PHUCKAa:

a) obobmarornras nHGopMarus 1Mo mpodiremMam Oe30IMacHOCTH;

0) OllIEHKa CUTHAJIA;

B) OIlEHKAa PUCKOB M HOBOM MH(OpMaIuu;

') XapaKTEPUCTHUKA PUCKOB;

n) 2pdEKTUBHOCT, MEp IO MHUHUMHU3AIUM pUCKA (€CIu OHU

MPUMEHSITUCH).

8.4.2.20. OueHka Mnojb3bl:
a) BaxHas OasucHas wuHopManus 10  3IPHEKTUBHOCTHU

JIEKQpCTBEHHOT0  TIperapara, IMOJy4eHHas B XOJ€ KIMHHYECKUX
HCCJIEIOBAHUN U TPUMEHECHUS B MEIMIIUHCKOM MPAKTUKE;

©0) HoBas BbIsBICHHas uWHpopmaiuia 10 A(HPEKTUBHOCTH,
MOJIy4eHHas: B XOJ€ KIWHUYECKUX HCCIIENOBAaHUNW U TNPUMEHEHUs B
MEIUIIMHCKOWN TTPAKTHKE;

B) XapaKTEPUCTUKA MOIb3bI.

8.4.2.21. HMuTerpupoBaHHBIA aHaiW3 COOTHOLIEHHUS «IOJb3a —
PHUCK» MO OJJOOPEHHBIM OKA3aHUSIM:

a) UHTETPUPOBAHHBIN aHAIN3 B KOHTEKCTE COOTHOILICHHS «I0JIh3a —
pUCK» (BKIIIOUAsi MEAUIIMHCKYIO MOTPEOHOCTh U BaXKHBIE alIbTEPHATHUBBDI);

0) OlLIeHKa MPOIEYPhl aHAJIN3a COOTHOIIEHUS «II0JIb3a — PUCKY.

8.4.2.22. 3axmouenune 110Ob wu npemnaraemeie MOCIENYIOIINE

NEWCTBUS B KOHTEKCTE CIECIIAHHOM OIIEHKU.



8.4.2.23. Ilpunoxenus k [I0Ob.
8.4.3. TuTyJIbHBIN JIUCT.
Ha tutynbHOM nHcTe AOJKHBI OBbITh ykazanue Homepa I[1OOb

(ITOOb momKHBI UMETH MOCIEIOBATEIBHYIO HYMEPALIUIO), HANMEHOBAHUE
JIEKapCTBEHHOTO  MpernapaTa, MEXJIyHapoJHas JaTa perucTpaluu,
OTUETHBIM Tmepuoj (Jinbo ykazaHWE Ha BHEOYEPEIHOM MOPSIOK IMOJadyu
[TOOBb no 3anpocy ynoJHOMOYEHHOTO OpraHa rocy/1apcTa-ujieHa), garta
COCTaBJICHMS ~ OT4Y€Ta, JIaHHBIE  JIep)KaTelii  PETrUCTPALIMIOHHOTO
YAOCTOBEPEHUS M YyKa3aHWE Ha KOH(PUIACHIMAIHLHOCTh HWH(GOpMAIUH,
BitoueHHoM B [1OOB. Tutyneubiit muct [IOOb nomkeH ObITh 3aBepeH
MOMHUCHIO.

8.4.4. Kpatkoe nznoxenue (pestome) I10OB.
[lenmbpr0 KpaTKOTO W3J0XKEHUS COACPKAHUSA SBISICTCS KpaTKoOe

npejacTaBieHue B 000OIIEHHOM BHUJAE COJEpKaHUS U HamOoJiee BaKHOU
nHpopmaruu, cocrapisttomeit [100b. JlanHblil paznen 10DKeH BKIIFOYATh
cleAyroIyto HHGOPMaIIUIO:

BBCACHHC, YKA3aHUC HOMEPA OTUYCTA U OTYCTHOT'O IICPHO/JIa;
HAaMMCHOBAHUC JCKApPCTBCHHOI'O Inpciapara,

dhapMakoTepaneBTHYECKUN KJacCc, MEXaHM3M JEWCTBUS, TOKa3aHHUS K
MPUMEHEHUI0, (popMa BBIMTyCKa, /1033, CIOCOO BBEICHHUS;

OLICHKAa KyMYJISITUBHOTO BO3JCUCTBUA B XOJE KIMHUYECKUX
HUCCJICIOBAHMU;

OLICHKAa MWHTEpBaja IOCTPETUCTPALIMOHHOTO MPUMEHECHUS U
KYMYJISITUBHOTO BO3JEHCTBUS 3a 3TOT MOCTPETUCTPALIMOHHBINA IEPUO;

IEPEUYCHb TOCYJAPCTB, HA TEPPUTOPUAX KOTOPBIX Pa3pPEIIEHO
IIPUMEHEHUE JIEKAPCTBEHHOTO MPETapara;

00001eHHas nHpopMarus 00 OIEHKE COOTHOIISHHS «T10JIb3a —
PHUCK»;
IPHHATBIE W TIpeiaraeMbie JCHCTBHS, CBS3aHHBIC C acCICKTaMHU



npobusis  0€30IaCHOCTH,  BKIIIOYAasi  CYIIECTBEHHbIE  HM3MEHEHUS,
BHECEHHbIE B OpolIlOpy HCCIeoBaTeNss Ha JTane KIMHUYECKUX
uccinenoanuii 1 B OXJII Ha mocTperncTpaimOHHOM JTare, Wil WHbIE
MepBI 10 MUHUMU3allUH PUCKA;

3aKJII0UECHUE.
8.4.5. Pazgen KpaTkoro H3JI0KE€HHUS COJACPKaHUS OT4YETa JOJIKEH

conpoBoxAaThcs Tadnuieit cogepxxanus [100Bb.

8.5. TpeboBanus k coaepxkanuto kaxaoro paszaena [I00Bb.

8.5.1. Pa3zuen [1IOOB «BBeneuuey.

BBenenne n0mKHO COIepKaTh CIEAYIOITY0 HHPOPMAITHIO:
MEXJIyHapOJHas JlaTa pErucTpalv, OTYETHBIM MEpPUOa U

MOPSIAKOBBIA HOMED OTYETA;

HaNMEHOBAHHUE JIEKapCTBEHHOTO npermnapara,
dhapMakoTepaneBTUYECKUN KJacCc, MEXaHM3M JEWCTBUS, TOKa3aHHUS K
MIPUMEHEHU10, (hopMa BBITTyCKa, /1033, CIOCO0 BBE/ICHMUS;

KpaTKO€ ONHCAHWUE MNOMYJISLHM, KOTOpPbIE MOJYYarOT JICUCHUE C
Ha3HAUY€HHWEM JIEKapCTBEHHOrO TMpemnapara WM ObUIM BKJIOYEHHI B
KJIMHUYECKHUE UCCIIEIOBAHUS;

KpaTKOE OMHMCAHUE U pa3bsICHEHUE 000N UMEIOIEeH OTHOIICHUE K
Tpedyemoit uHpopmaruun B I[IOOB, koTtopas He Oblla BKIIIOYEHA B
nonaBaeMbI [IOOB.

8.5.2. Paznen IIOOb «PeructpalluOHHBIN CTATyC JIEKAPCTBEHHOTO
npernapaTra B MUPE».

B nmannom pazgene IIOOb nomkHa ObITH MpeACTaBiCHA KpaTKas
0030pHas uHGOpMaIMs, BKIIOYAIOIIas AaThl MEPBUYHBIX PETUCTpAIUi B
rocyaapcrBax, 0JI00pEHHBIC MOKa3aHUs K MPUMEHECHHUIO,
3apEeTrUCTpUPOBaHHBIE (OPMBI BBHIITyCKA W JO3UPOBKH C YKa3aHUEM

JNEUCTBYIOIIMX peructpamnui Ha aaty noarorosku [1OOB.



8.5.3. Pazgen I1IOOb «Mepsbl, npuHSTHIE 32 OTYETHBIM MEPUO, B
CBSI3M C JJaHHBIMHU 110 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpernaparay.

B pasngene mnpexacraBiseTcs ONKCAaHHME CYIIECTBEHHBIX MeED,
IOPUHATBIX ~ YINOJHOMOYEHHBIMH  OpPraHaMd  TOCYJapCTB-WJICHOB,
AepxKaTeseM PErUCTPALMIOHHOTO yJI0CTOBEpPEHUS, CIIOHCOPOM
KJIIMHAYECKUX HCCIEJI0BAHUN, KOMHUTETOM IO MOHUTOPUHTY U OLIEHKE
JaHHBIX, KOMUTETOM MO 3THKE Ha OCHOBAaHHMH JAHHBIX MO O€30MACHOCTH
32 OTYETHBIN MEPUOJ KaK B OTHOIIEHUH MPOJOJDKAIOIINXCA KIMHUYECKUX
UCCJIE0BAaHUM, TaK U TOCTPETUCTPAIMOHHOTO IPUMEHEHUS, KOTOPBIE:

OKa3aJId CYUIECTBEHHOE BIIMSAHHE HAa COOTHOIICHHE «I0Jb3a —
PUCK» 3apETrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpenapara;

OKa3aJIi BIIMSAHWE HAa MPOBEICHHE KOHKPETHOIO KIMHUYECKOIO
UCCJIEAOBaHUsl WIM B LEJIOM Ha MPOrpaMMmy KIMHMYECKOW pa3pabOTKu
JIEKapCTBEHHOI0 Mperapara.

B pa3pene noimkHBI OBITH yKa3aHbl OCHOBaHUS ISl MPUHSATHUS
JaHHBIX MEP U IPU HEOOXOJUMOCTH JIONOJIHUTENbHAST HHPopManus (IIpu
HaJINYMH).

8.5.3.1. Meppl, 0OpUHATBIE B OTHOILICHUU HCCIEAYEMOIO
JIEKapCTBEHHOT0 MPETapara, MOTYT BKJIFOYATh:

a) OTKa3 B BbIJAY€ pa3pelICHUs Ha IPOBEIACHUE KIMHUYECKOIO
UCCJIEA0BaHUs MO acleKTaM 0€30MaCHOCTH UM 3TUYECKUM BOIIPOCaM;

0) wuvacTM4Has WIM TIOJHAs IPUOCTAHOBKA  KIMHUYECKOTO
UCCIIEIOBaHUsl JMOO TMOJHAas OCTAHOBKAa KIMHUYECKAash HCCIIEIOBAaHUS
paHee IUIAaHUPYEMOI'O0 CpOKa [0 NPUYMHE BBISIBICHHBIX JAaHHBIX 10
0€30IaCHOCTH WJIM HEJIOCTATOUYHOM TepaneBTUYecKor 3(pPEeKTUBHOCTH;

B) OT3bIB HCCIEAYyEMOro JIEKapCTBEHHOIO IIpenapara WIH

npemnapara CpaBHEHUS;



r) OTKa3 B BBIJIau€ pa3pelIeHUs Ha MPUMEHEHHE M0 IMOKa3aHUIo,
UCCIEAYEeMOMY B XOJ€ KJIMHUYECKOTO HCCIEOBaHUsS, BKIIOYAs
T0OPOBOJIBHBIN OTKAa3 OT MOJA4H 3asBJICHUS Ha PETUCTPAIIHIO;

1) BBEJICHHE Mep TI0 MUHUMU3AIUU PUCKA, BKIIFOYAs:

W3MEHEHHUS, BHOCHMBIE B  TPOTOKOJ  HCCICIOBAHUA |
0oOyCIIOBJICHHBIC JaHHBIMH MO ©0€30MacHOCTH WIu  3(PHEKTUBHOCTH
(HampuMmep, M3MEHEHHE pEeXHMa TO3UPOBAHUS, M3MECHEHHS KPHUTEPUCB
BKIIFOUCHHUS WJIA HEBKIIOUYCHUS, BBEJCHHE JIOMOJHUTEIBHBIX MEp IIO0
MOHUTOPUHTY CyOBEKTOB UCCJICIOBaHUS, OTpaHUYCHUE
IPOJOIKUTEIILHOCTH HCCIIEIOBAHMS);

OTPAaHWYEHUS HCCICAYEMOW TOMYJSAIMA WM TIOKa3aHUH K
MIPUMEHEHHUIO:

U3MEHEHUsI UHPOPMUPOBAHHOTO COTJIACHS], CBA3AHHBIE C ACTIEKTaMHU
npodusis 6€30MacHOCTH;

W3MEHEHUS COCTaBa JIEKAPCTBEHHOTO Mperapara;

JOTIOJTHUTEIPHOE  TpeOOBaHWE  YIOJHOMOYEHHBIX  OPTraHOB
rOCyJapCTB-WICHOB IO 0COOOMY TOPSIKY IpeAcCTaBiIeHUS MHGOPMAIUU
1o 0€30MacHOCTH JIEKAPCTBEHHOTO Mpemnapara;

cCrenMaibHOE WMH(POPMHUPOBAHUE Bpaueh-ucclieioBaTesiell  Wiu
MEIUITMHCKUX PAOOTHUKOB;

IUIAaHUPOBAHUE TIPOBEICHMS HOBBIX UCCJIEAOBAHUN IO OIEHKE
acrekToB Mpodusisa 6€30MacCHOCTH.

8.5.3.2. Mepbl, NpUHATBIE B OTHOIICHHWH 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOTO MpeTapara, BKIFOYAIOT:

a) OTKa3 B  TPOMIEHWH  JACUCTBUA  PETUCTPAIMOHHOTO
YAOCTOBEPEHUS,

0) MPUOCTAaHOBKA WUJTU OT3BIB PETUCTPAIIMOHHOTO yI0CTOBEPEHUS;



B) BBEJICHUE IJIaHA IO MUHUMU3AIINU PUCKA, BKIIIOYAs:

CYLIECTBEHHBIE OTPAHWYECHUSI B PACIPOCTPAHECHUM WJIA BBEICHUE
VMHBIX MEP MUHUMHU3ALUU PUCKA;

cymectBeHHble n3MeHeHus: OXJIII, koTopble MOryT MOBIHATH Ha
nporpaMmy  pa3pabOTKH, BKJIIOYash OrpaHUYEHUs I[OKa3aHUW K
HA3HAYCHUIO WIM TPyNN  [MAUEHTOB, KOTOPBIM  HA3HAYAETCS
JIEKapCTBEHHBIN Mpenapar;

CIICHHHUAJIBHOC I/IH(bOpMI/IpOBaHI/IC MCIUIHNHCKHUX pa6OTHI/IKOB;
Tpe6OBaHI/IC YIOOJIHOMOYCHHBIX OPraHoB TIOCYyAapCTB-4YJICHOB 11O

MIPOBEJICHUIO MTOCTPETUCTPAIIMOHHOTO UCCIIEI0OBAHUSI.

8.5.4. Pazpnen IIOODb «/3MeHEHNs, BHECEHHBIE B CIPaBOYHYIO
uH(}OpMaIKIo o 6€30MaCHOCTH JIEKaPCTBEHHOTO MperapaTa.

B nmanHoMm pazgene mepeuncinsercs wuH@opmanus 000 Bcex
CYIIECTBEHHBIX M3MEHEHUSX, BHECEHHBIX B CIPABOYHYIO HH(POPMAIIUIO
no OE30MacHOCTH JIEKApCTBEHHOTO IMpernapaTa 3a OTYETHBIA MEPHO/I.
JlaHHbIE CYIIECTBEHHbIE W3MEHEHHUS BKIIOYAIOT B Ce0S M3MEHEHHUS B
paszienibl MPOTUBOINOKA3aHUM, MPEOCTEPEKEHUM, OCOOBIX YKa3aHUM,
7onoJiHeHuEe HH(GOpPMALMEl O CEPhE3HBIX HEXKEIATEIbHBIX PEAKIUsX,
HEXKENATeNbHBIX  pEeaKIUsIX, MNPEACTaBIAIONMX OCOOBIM  HMHTEpecC,
peaKkuusaX B3aWMOJICUCTBUS, Ba)XXHbIE€ JAHHBIE MPOJOJDKAKOIIUXCA U
3aBEPIICHHBIX  KIMHUYECKUX  MCCIECIOBAaHUM,  BaXXHbIE  JIAHHBIE
JTOKJIMHUYECKUX UCCIIeIOBAHU N (Hampumep, W3yUYCHHE
KaHIeporeHHocTH). MHdopMmanus o0 JaHHBIX U3MEHEHUAX JOJKHA OBITh
MpeJicTaBlieHa B COOTBEeTCTBYyromuMX pasnenax [I0OOb. B npuioxkenun k
[IOOb nomkHa coaep:kaTbcsi BEpPCUs CIPABOYHOM WHGOOpPMAIUU IO
0€30MacHOCTH  JIEKApCTBEHHOTO TMpemapara ¢ COOTBETCTBYIOIIUMHU

NU3MCHECHUAMU.



Hepxarenpb PETUCTPAIIUOHHOTO YAOCTOBEPEHUS TaKxke
MpeACTaBisieT UHGOPMALIMI0 O BHECEHHBIX M HAXOSIIUMXCSA Ha JTame
BHeceHus m3MeHeHusx B OXJIII Ha ocHOBaHWM OOHOBJICHHOM BEpPCUU
OCHOBHOM MH(pOpPMAIUU 10 OE30MACHOCTH JAEPKATels PErUCTPAIMOHHOTO
YAOCTOBEPEHUS C MPEICTABIECHUEM €€ B IMIPUII0KEHUU.

8.5.5. Paznen 11OOb «Ouenka yuciia NalMEHTOB, MOJABEPTIINXCS
BO3JICHCTBHIO JIEKAPCTBEHHOT'O IIpenaparay.

[IOOb nomxeH copepkaThb TOYHYIO OICHKY 4YHCIIA TAlUEHTOB,
KOTOpbI€ TOJBEPIJINCh BO3JCUCTBUIO JIEKAPCTBEHHOrO IIpernapara,
BKJIFOYasi BCe JaHHBbIE 00 00beMe MpoAaXk W KOJIMYECTBE Ha3HAYCHUI.
JlaHHasT  OLEHKa JOJDKHA  COMPOBOXIATHCS ~ KAYECTBEHHBIM U
KOJIMYECTBEHHBIM AHAJIM30M TIPUMEHEHUS B PEAIbHON METUIMHCKOU
MPAKTUKE C YKa3aHHUEM TOr0, KakuM 00pa3oM 3TO MOXKET OTJIMYAThCSA OT
0JIOOPEHHOT0 MPUMEHEHHUS, OCHOBBIBASICh HA BCEX JIAHHBIX JOCTYIHBIX
JEpKATeN0  PErMCTPAllMOHHOIO  YAOCTOBEPEHUS U pe3yibTarax
HAOMIOJATENbHBIX ~ WCCIAEJOBAaHUM MO  OIEHKE  MCIOJIb30BaHUS
JIEKapCTBEHHOT0 Mperapara.

B nanHoM pasnene qoiikKHA OBITh MPEICTAaBICHA OLIEHKa 00beMa U
XapaKTePUCTUKU MOMYJISIIUH, nojIBEepriiencs BO3JICHCTBUIO
JIEKapCTBEHHOT0 Mpernapara (BKJII4asi KpaTKOe OMUCAHUE UCIIONIb3YEMOTO
JUTS1 OIIEHKHU METO/Ia U YKa3aHUsI HEJJOCTATKOB UCIOJIb3YEMOT0 METO/A).

Corunacyromuecs: METOIbI IO OLIEHKE BO3JICUCTBUS HA CyObEKTa WU
MalueHTa JOJDKHBI UCIOJIb30BaThesi BO Beex pazgenax [IOOb nmma
OJIHOTO JIEKAPCTBEHHOTO mpemnapara. Ecium yMecTHOHN sBIsETCS 3aMeHa
HCIIOJIb3YEMOTO METO/Ia OLIEHKH, 002 METO/Ia U PacyeThl O HUM JIOJI>KHBI
obITh nipecTaBieHbl B [IOODB ¢ 00bsicHeHreM 3aMEeHBbI.

8.5.5.1. Ilogpazmen IIOOb «OOmiee YucIO  MAIKMEHTOB,



MOABEPTIINXCS BO3ICUCTBHUIO JIEKAPCTBEHHOTO TIperapara B KIMHUYECKIX
HCCJICIOBAHUSIX.

Haunwiii noapaznen IIOOBb pomkeH cojaepkaTh  CIEIYIONIYIO
“H(pOpMAITHIO O MAIMeHTaX, BKIIOUCHHBIX B KIMHUYECKHUE HMCCIICIOBAHUS
(pekoMeHayeTCs HCIOb30BaTh TAOJIWYHBIN opMar):

a) KyMYJISITUBHOE YUCJIO CYOBEKTOB MCCIIEAOBAHUS, BKIIOUCHHBIX B
MIPOJIOJDKAIOIINECS W 3aBEpIICHHBIC KIWMHWYECKUE WCCIICIOBAHUS U
MOIBEPTIINXCST BO3ACHCTBUIO UCCIEAYEMOT0 JICKapCTBEHHOTO TIperapara,
miamnedo M (WiIM) aKTUBHOTO Tperapara CpaBHEHHUS C MEXKIYHapOIHOM
naTel ogoOpeHus pa3pabdaThiBaeéMOro JIEKapCTBEHHOTO Mpemnapara. s
JEKApPCTBEHHBIX IIPENapaTroB, JIATEIBHOE BpeMsS HaXOMSIIUXCS B
oOparieHuyW, YyKazaHHas JeTajdbHas HHPoOpMamuss MOXKET  OBITh
HEJIOCTYITHA;

0) Oonee nertanpHash KymyJsTUBHasT HHPoOpMalMs O CyObeKTax
WCCJICAOBAHUS, TIOJIBEPTIINXCS BO3ACHCTBUIO (ITPH HAIMYWHN) (HAIpUMeED,
CTpyNIIMpOBaHHAs IO BO3pacCTy, IOJY, PacOBOW MPUHAIIC)KHOCTH 10
BCEH MporpaMme pa3paboTKH);

B) BaXHBIC PA3IUYUS MEXKIYy HCCICAOBAaHUSIMH B OTHOIICHHUH
Ha3HA4YaeMBbIX 703, TyTeH BBEJACHUS, MOATPYII NaIlUCHTOR,;

r) B Clly4yae €CJIM KIMHUYECKHE HCCIIECIOBAaHUS TPOBOJIUINCH Ha
0COOBIX Tpynmax IalUeHTOB (HampuMmep, OepeMeHHBbIC IKCHIIUHBI,
MallMeHTBl C HapymICHUSAMHA (QYHKIUKA II0YEK, II€UYCHH, CepIeIHO-
COCYIMCTOM  CHCTEMBI, TAMEHTBl ¢  KIMHUYCCKA  3HAYUMBIM
TeHETUIECKUM MOTUMOP(PU3MOM), HOJKHBI OBITH TIPEACTABICHBI TAHHBIE
0 BO3JCHCTBUM;

A1) TIpH HAIAYAKA CYMIECTBEHHBIX PpA3JIMYMA 110 BPEMEHHU

BO3JICUCTBUS MEXKIY CYOBEKTaMH, PAaHIOMU3UPOBAHHBIMU Ha IMOJIY4YEHUE



HCCJIEAYEeMOro JIEKapCTBEHHOTO Tperapara WM TMperapara CpaBHEHUS,
WIM HECOOTBETCTBUU IO TMPOJODKUTEIBHOCTA BO3IACHCTBUS MEXKIY
KIIMHUYECKUMHU  UCCIEAOBAaHUSMU HEOOXOIMMO TPOBECTH  OIICHKY
BO3JICUCTBUS B BHIPAKEHUHU CYObEKT-BpeMs (ALMEHTO-AHH, ~-MECSIIbI WIIN
-TOJIbl);

€) MaHHbIC O BO3JICUCTBUU HCCIEAYEMOro Mperapara Ha 3J0POBbIX
JOOpOBOJIBIIEB MOTYT HMMETh MEHBIIYIO 3HAYUMOCTb JJisi OLIEHKH
npodusis 0E30MacHOCTH  JIEKAPCTBEHHOTO CpEeJICTBA B 1IEJIOM B
3aBUCUMOCTH OT THNA HAONIOJAEMbIX HEXKeNaTeIbHbIX peaKIui, B
OCOOEHHOCTH €CITM TMAaIMEeHTHI MOJBEPraloTCs BO3AECUCTBUIO €IUHUYHON
no3el. [logoOHbIE maHHBIE TOJDKHBI OBITH TPEACTABICHBI OTACIBHO C
MOSICHEHUAMH (TIPY HEOOXOAMMOCTH);

) B cllydae eciid B 00001eHHONW nHGOpMaALUK O HEeXeTaTeIbHbIX
peaknusX, BBISIBJICHHBIX B XO0J€ KIMHWYECKUX HCCIICIOBAHHM, YKa3aHbBI
CEphE3HbIE HEXeIaTeIbHBIC PEAKINHU, JOHKHO OBITh MO BO3MOXKHOCTH
CIEIaHO COOTBETCTBYIOIIEE YyKa3aHWE 110 OIEHKE BO3JCUCTBUS Ha
NalMeHTa;

3) JJI ONpEeNIeTIEHHBIX 0CO00 BaXKHBIX KIMHUYECKUX HCCIIEIOBAHUIM
aemorpaduueckass  XapaKTepUCTHKA  TAIMEHTOB  JIOJDKHA  OBITh
IpecTaBieHa OTJEIbHO.

8.5.5.2. Tlompazmen IIOOBb «OOmiee YncIO  MANKMEHTOB,
MOJBEPTIINXCS BO3JCUCTBUIO JIEKAPCTBEHHOTO Mpemnapara, 1Mo JaHHBIM
€ro MIPUMEHEHHUSI Ha PhIHKEY.

[1Io BO3MOXKHOCTH AOJAKHBI OBITH MPEACTaBICHA OT/ENbHAs OLICHKA
KYMYJISITUBHOTO BO3JEHCTBHS (HAa4MHASA C MEXKIYHAPOAHOW ATl
pPETHCTpalliKM) W BO3JCHCTBHS 3a OIPEACICHHBIM HWHTEpBal (C JaThl

OKOHYaHUs cOopa maHHbIX Mo npeamectByiomemy [1OOB). B paznene



IOJKHO  OBITh  TIPUBEIEHBI  OICHKAa  KOJMYECTBA  IAI[MEHTOB,
MOJABEPTIINXCS  BO3JAEHUCTBHIO, W METOJ, C TIOMOIIBIO KOTOPOTO
BBHITIOJIHSUTUCH OTpeJiejieHue U olleHKa. JloMKHO OBITh MpeCTaBICHO
00OCHOBaHHE, €CJIM HEBO3MOXKHO IMPOBECTH pacdeT YHUCIA IAIMEHTOB,
MOJIBEPIIIHUXCS BO3ACHCTBUIO. ECIM HEBO3MOXHO BBITIOJHUTH OILEHKY
quCiia TMAIMeHTOB, JODKHBI OBITh TIPEACTABICHBI aJbTEPHATHBHBIC
BapHWaHTHl OICHKA C yKa3aHWEM MeTOJa WX  BBIMOJHEHUS.
ANbTepHATUBHBIMU TIOKA3aTENsIMU  OLIGHKU BO3JICUCTBUS  SBIISIIOTCSA
MOKa3aTejab TMAlMEHTO-THEH W YHUCJIO Ha3HAuYeHUW (BBITUCHIBAHHN).
Tonpko B Tex ciayuasx, KOTJa JaHHBIC MMOKA3aTeNId HEOCTYITHBI, MOXKET
OBITh MCIIOJIb30BaHA OICHKAa O0bheMa MpOAaX, BBIPAKCHHAS B BECOBBIX
eAVMHUIAX WA J03ax. MokeT ObITh TPUMEHEHA KOHIICTIIIHS
yctaHoBieHHOW cyTouHod ma03bl (Defined Daily Dose, DDD) nns
MOJTyYEHHUS JAHHBIX O BO3/ICHCTBUU Ha MAI[UCHTOB.

JlaHHBIE O BO3JIEUCTBUM JOJIKHBI OBITh IPUBEEHBI TIO CJIEAYIOIIUM
KaTeropusM UCIOJIb30BaHMsI JIEKAPCTBEHHOTO Tperapara:

8.5.5.2.1. TlocTperucrpanioHHOE MpPUMEHEHHE (3a HCKIIOUECHUEM
KIIMHUYECKUX UCCIICIOBAHU).

JloookHa OBITH TIpejcTaBlieHa oOmias oreHka. JlaHHBIE JOJDKHBI
OBITh TIPEICTaBIEHBI C Pa3OMBKOW TO TMONY, BO3pACTy, IOKa3aHHSIM,
no3aMm, (opmam BBITyCKa W pPETMOHAM, €CIU 3TO TNPUMEHHUMO. B
3aBUCUMOCTH OT JICKAPCTBEHHOT'O TperapaTa WHbBIE MEepEeMEHHBIE MOTYT
ObITh TIPUBENICHBI, KaK 3HAYMMBbIC (HAMpUMEp, YKCIIO BBITTOJHEHHBIX
BaKI[MHAIIUM, CTIOCO0 BBEJECHUS U MPOIOKUTEIBHOCTD JICUCHU).

B cnywae eciu Obuta  BBISIBIEHA CEpUSt  COOOIIEGHHH O
HEeXeNaTeNIbHBIX PeaKlUsX, MpeArnoiararonas HaTuuue CUrHaia, TOJKHbBI

OBITh II0 BO3MOXKHOCTH NpCaACTaBJICHBI JaHHBIC IIO BOBI[GI‘;ICTBI/IIO



JIEKQpCTBEHHOTO  MpernapaTa Ha  COOTBETCTBYIOUIYIO  MOATPYIITY
MaIeHTOB.

8.5.5.2.2. TlocTperucTpalliOHHOE TPUMEHEHHE Yy  OCOOBIX
MOMYJIAIIMOHHBIX TPYTIII.

B cnyyae ecin Ha MOCTpPEruCTpallMOHHOM ATalle JIEKapCTBEHHBIN
mpenapar HWCIONb3YeTCSd Y OCOOBIX MOMYJSIHMOHHBIX TPYIII, JTOKHBI
OBITh TIPEACTABJICHBI JAOCTYIHAs WHPOpMaUs O KyMYJSTHBHOM YHCIIE
MAIlMeHTOB, TOJBEPIIINXCS BO3JICHCTBHIO, W HCIOJIb3YEMBbIH METO
pacuera. Hcrounuku ITUX JTaHHBIX MOTYT BKJIIOYATh
HEUHTEPBEHIIMOHHBIE HCCIICIOBAHUS, pa3padOTaHHbIE HEMOCPEICTBEHHO
IUISE TIOY4YeHUsS JaHHBIX 10 OCOOBIM TOMYJISIIUOHHBIM TOATPYIITIaM,
BKJIFOYAsi perucTphl. llomymnsiuu, BKIIFOYaeMbIe B OIECHKY IO JaHHOMY
pazzieny, BKIIOYAIOT B TOM YHUCJIE ClIeIyIoIIee:

a) meanaTpuyecKasi MomyJIsIus;

0) MOy JIAIMS TOKUIIOTO BO3PACTa;

B) KEHIIIMHBI B IEpUOJ, OEPEMEHHOCTU U KOPMJICHUS;

') NAIMEeHTHI C HAPYIIEHUSIMU (DYHKIIUU MEYCHU U (WJIN) MOYEK;

1) TAIIUEHTHI C THON BaKHOM COIMYTCTBYIOIIEH MaTOIOTHUEH;

€) MalKMeHTHI, CTENIEHb TSHKECTH 3a00JICBaHUS KOTOPHIX OTIWYHA OT
HCCJIETyeMOM B XOA€ KIMHUYECKUX UCCIICTOBAHUN;

x) cyOmnomnysuu C HOCHUTEJIHCTBOM T€HETUYECKOTO
nosmMophusma;

3) MAIMEHTHI C UHOW PACOBOW WJIM STHHYECKON MPUHAIIIECKHOCTHIO.

8.5.5.2.3. OcobeHHOCTH MPUMEHEHUS JIEKAPCTBEHHOTO Mperapara.

B cnyuae ecnu pmeprkaTenio pPErHCTPAIMOHHOTO YAOCTOBEPEHUS
CTAaHOBUTCS M3BEeCTHa HMH(popManus 00 ONPEeACTICHHBIX OCOOEHHOCTSIX

INPpUMCHCHUA JICKAPCTBCHHOI'O IIp€liapara, MIOJIKHO OBITH IMPUBCACHO



OMMCaHKUE JaHHBIX OCOOCHHOCTEH U CliejlaHa COOTBETCTBYIOIIAs OIIEHKA 1
MHTEpIpEeTaIus JaHHBIX 10 0e30macHOCTH. K unciy Takux 0coOeHHOCTEN
OTHOCUTCSI B YaCTHOCTH IPUMEHEHHE JIEKaApCTBEHHOI'O IIpernapara B
MEIUIIMHCKOM MPAKTUKE 110 TMOKA3aHUSAM, HE BKIIOYEHHBIM B YHCIO
o00peHHbIX. Eciaum HMMEITCsS COOTBETCTBYIOIIUE JaHHBIE, Jep)KaTeilb
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUSI MOXKET CAEIaTh KOMMEHTapUil O TOM,
HAaCKOJBKO JIaHHOE TMPUMEHEHHUE TIOJJCPKUBACTCS KIMHUYSCKUMU
IIPOTOKOJIAMH, JTOKA3aTeIbHON 0a30i KIMHUYECKUX HCCIIENOBaHUN JTHOO
00yCJIOBJIEHO OTCYTCTBHEM B IIEJIOM 3apETHCTPUPOBAHHBIX AJIbTEPHATUB.
JloibkHa OBITH TIpEJCTaBIeHA KOJIWYECTBEHHAs OIEHKa 0O0bemMa JaHHOTO
MPUMEHEHUS MPU HAUTUYHUH TTOJ0O0HBIX JaHHBIX.

8.5.6. Paznen [TOOB «O0001eHHEbIE TAOJIUYHBIE TAHHBIE.
Lenpto ganHoro pasaena [IOODb sBisgeTcs nmpeacTraBieHUe JaHHBIX

O HEXEJATEJIbHBIX pPEaKIMUsIX U SBJICHUSAX, BBISBICHHBIX B XOJE
KIIMHUYECKUX HCCeAoBaHU, B (opMe OO0O0OIMIEHHBIX TaOJIMYHBIX
naHHbIX. JlepkaTenb  PErucCTPAllMOHHOTO  YIOCTOBEPEHUS  MOXKET
MPUBECTU ONPEICIICHHbIE ACTIEKThI JAHHBIX B IpadUuecKoM BUJIE C IEJIbIO
00JierYeH st BOCIIPUSATUSI M1 TTIOHUMAaHUS.

OTHeceHue cUrHajla K YUCIIy CEPbE3HBIX HEKENATENbHBIX PEaKIUn
B OO0OOIIEHHBIX TaOJMYHBIX JAHHBIX JIOJDKHO COOTBETCTBOBATh
KJaccupuKalMy  3TOr0  CHTHaja N0  pe3yJibTaraM  OLEHKH
WHJIUBUYQIbHBIX  COOOIIEHUH O  HEXENATEIbHBIX PEAKIUSIX C
HCIIOJIb30BAaHUEM KpUTEpPUEB CEpPhE3HOCTH, YCTaHOBJIEHHBIX
3aKOHOJATEIbCTBOM roCy1apCTB-4JICHOB 151 MEKTyHapOIHBIMU
JOTOBOpAaMHM U aKTaMu, cocrtaBisitonuMu  npaBo Coroza. OreHka
CEpPhE3HOCTU HE JIOJKHA HU3MEHATHCS MPU MOJATOTOBKE JAHHBIX JUIS

BriroueHus B [IOOB.



8.5.6.1. ITogpaznen IIOOB «CnpaBounast uHGopmarus».
B nanHOM moppasnesne yka3bIBaeTCsl BEpCUs TEPMUHOJIOTHYECKOTO

KJaccuukaTropa, UCMOIb3yEMOTO JIJISl aHANIM3a HEXKEeIaTeNbHBIX SIBICHUN
Y pEaKIUid.

8.5.6.2. Tlompaznen IIOOBb «OO0ob6menHass wuHboOpManusa M0
CEpPhE3HBIM  HEXKEIATEIbHBIM  PEAKIUsAM, BBISIBICHHBIM B  XOJE
KIIMHUYECKUX UCCIICIOBAaHUIY.

B nmannom moppaznene I[IOOB nomkHO OBITH  TPUBEACHO
00OCHOBaHHE M0 TMPUIOKEHUIO, KOTOPOE BKIIOYAET KyMYJISITUBHBIE
0000IIIeHHBIE Ta0JIMYHBIC JaHHBIE IO CEPhE3HBIM HEXKEIATEIbHBIM
SBJIICHUSIM, KOTOpble OBUIM  BBIABICHBI B  XO0JI€  KIMHUYECKHX
UCCIICIOBAaHUM, OpPraHU30BaHHBIX JEpXKaTelIeM  PETHCTPAIMOHHOIO
YIAOCTOBEPEHHUS, HAauMHAasi C MEXIYHapOJHOW JaThl OJ00peHUs
pa3pabaThiBAEMOI0 JIEKAPCTBEHHOI'O Mpemnapara J0 JAaThl OKOHYAHUS
coopa manHbpix 1o Tekymemy [IOOB. Jlepxarenp perucTpamoHHOTO
YAOCTOBEPEHHUS JOJIKEH JaThb OOBACHEHHS IO BCEM MCKIIOYaeMbIM
JaHHBIM (HampuMep, JaHHbIE PE3yJIbTATOB KIMHUYECKOTO HCCIIeIOBaHUS
MOTYT OBITh HEJIOCTYIIHBI Ha MPOTSKEHUH HECKOJbKUX JieT). JlaHHbIe B
TaOIUYHON (opMe MOMKHBI OBITh CTPYNIUPOBAHBI B COOTBETCTBUM C
KJIaCCU(PMKAIIMOHHBIM OTHECEHHEM HEXKEJIaTeNbHBIX PEaKIMi 10 OpTraHo-
CUCTEMHBIM KJIaccaM JJisi UCCIETyeMOro JIEKapCTBEHHOIO Mperapara, a
TaKXke Ui TpernapaToB CpaBHEHMs (aKTUBHBIX M Iianedo). Korma sto
ABJISIETCA 11€J1€CO00pa3HbIM, JaHHBIC JOJKHBI OBITh MPEJCTABICHBI B
IPYNIUPOBAHHOM BHJI€ MO KIMHUYECKUM HCCIEIOBAHUSIM, MOKA3aHUSIM,
MyTSIM BBEJICHUSI U UHBIM IIEPEMEHHBIM.

I[OJ'DKHBI OBITH PACCMOTPCHBI CIICAYIOIINC aACIICKTDI:
npeaACTaBJIICHUC OLUCHKHU HpPI‘IPIHHO-CJ'IGI[CTBGHHOﬁ CBA3U 110 PpCAKHUM



HeXKeNaTelbHbIM peakuusM. ClienyeT Npe/CTaBiIsaTh JaHHbIE 000 Bcex
CEPBhE3HBIX HEeXeJIaTeIbHBIX SIBJICHUSIX ISt UCCIIETyEMOTO
JIEKaApCTBEHHOTO Tperapara 1 IS MpernapaToB CpaBHEHUS (aKTHBHBIX U
mianedo) ¢ Tem, 4YToObl ObLIa BO3MOXXHOCTH CHAENaTh TPYIIIOBOE
CpaBHEHHE, B TOM YHCJIe B OTHOIIEHWM 4YacTOTHI. [loJIe3HBIM SIBIIAETCS
MPEJICTABJICHUE JTaHHBIX, OTPAXKAIOIIEEe B3aUMOCBSI3h Ha3HAUYAEMOU 1035l
1 9aCTOTHI,

0000IIIeHHbIC TaOJMYHBIE JaHHBIE JIOJDKHBI  BKJIIOYATh  Kak
OCJICTUICHHBIE, TaK ¥ Pa30CiCIUIEHHbIE JaHHBIE O CEPbE3HBIX
HE)KEIIATeIbHBIX  SIBJICHUSIX B KIMHHYECKUX  HMCCIICJIOBAHUSX.
PazocnensieHHble JaHHBIE MOTYT OBITh MPEACTABIEHBI MO pe3yJibTaTaM
3aBEPIIICHHBIX KIIMHUYECKHUX UCCIIeIOBaHUI U OT/JICJIbHBIM
WHIUBUAYAIBHBIM  CIIydasM, KOTOpbIe OBUIM  pa30CIEIUICHBI 10
OTpE/ICICHHBIM MPUYMHAM (HaIpuMep, MO acleKkTaM 0e30MacHOCTH WU
JUISl BBITIOJTHEHUS] TPEOOBAHUM HE3aMEJIUTEILHOTO PENOPTUPOBAHUSA).
CroHcopBI KJIIMHAYECKOTO HCCIIe0BaHUS U TepKaTeIIN
PETUCTPAlIMOHHBIX YIAOCTOBEPEHWM HE BBITIOITHSIIOT Pa30CieIICHUE
HEMOCPEACTBEHHO B CBsI3M ¢ oArotoBkoit [I00B;

OTpeIeJICHHbIC HEXKeJaTeJIbHbIE PEaKIIMM MOTYT OBITh UCKIIOUCHBI
u3 o0obmaroie nHpopMaIui, HO BCE MOJOOHBIE UCKITIOUEHUS JOJKHBI
obocHoBbiBaThcst B [IOOb. Hampumep, HexenaTelbHbIE pEaKIUU,
KOTOpbI€ OBLIM ONIpeJeSieHbl B MPOTOKOJE KaK MCKIIOYAIIIMecs U3
MpOIEAYyphl  HE3aMEIJIUTEIIbHOTO  PETOPTHPOBAHUS U TOJBKO
BKJIIOUaeMble B 0Oyt 0a3y AaHHBIX MO MPUYUHE TOTO, YTO OHU
SABJISIIOTCSL  TIPUCYIIUMU  1I€JICBOM  TOMYJISIIUM WM COBMAAAlOT ¢
KOHEYHBIMHM TOUKAMH.

8.5.6.3. Tlompasznen IIOOBb «OO0ob6menHass wuHboOpManusa 10



JaHHBIM  TOCTPETHCTPAIIMOHHOTO  TMPUMEHEHHMsI  JIEKapCTBEHHOTO
npenapara.

B mamnom pazgene IIOOB mpencraBisercss 00OOCHOBaHHE IIO
MPWIOKEHNIO, BKJIIOYAIOIIEMy B TaOnu4HoW (opme obobmaronme
JAaHHBIE O HEXEJIATEIbHBIX PEaKIHIX KyMYJISITHBHO 3a BECh MEPUO U 32
OTYETHBI  Mepuoa, OT JaThl  MEXKIyHApOIHOW  perucTparuu
JIEKapCTBEHHOTO TIpemapara JO0 JaThl OKOHYaHWsS cOopa JaHHBIX,
BKJIFOYAIOTCS CBEJACHUS O HEXKENATEeIbHBIX PEAKIIUIX, MOTYUYSHHBIX B X0OJI€
HEMHTEPBEHIIMOHHBIX HMCCJIEIOBAHUN U CIOHTAHHOTO PEMOPTUPOBAHUSA,
BKJIIOUas JaHHBIE OT MEIMUIIMHCKUX U (PapMareBTHYECKUX paOOTHHUKOB,
noTpeOuTenel, MalMeHTOB, YIOJHOMOYCHHBIX OpPTraHOB TOCY/IapCTB-
YJICHOB W JIaHHBIX, ONMYyOJWKOBAaHHBIX B MEIMIIMHCKOW JUTEpaType.
Cepbe3Hble M HECEPhE3HBbIC HEXKeJaTebHBIC PEaKIUU JIOKHBI OBITh
MpEACTaBICHbl B OTAENBHBIX Tabnuiax. B Tabmuie naHHbIE TOHKHBI
OBITH  pacrpeqiesieHbl  COrJlacHO  Kjaccuukaluu 1O  OpraHo-
GyHKUIMOHANBHBIM KjaccaM. [lo 0co00 BakHBIM acnekTam MpoQuils
0€30MacHOCTH  MOTYT OBbITh MPEJCTABICHBI OT/ACJIbHBIE TAOIHUIIBI
HEXEIATeIbHBIX PEaKIWi C TPYNIAPOBAHUEM JaHHBIX IO MOKa3aHUSM,
criocoOy BBEJICHUS U UHBIM MTapaMeTpam.

8.5.7. Paznen [TOOb «Pe3tomMe 3HAUMMBIX JTaHHBIX, [MOJYYEHHBIX B
X0J1€ KJIMHUYECKUX UCCIEOBAHMM 32 OTYETHBIN TIEPHUOT.

B nipunoxeHun K JTaHHOMY pasjielly JIepKaTellb PErucTPalmOHHOTO
YIAOCTOBEPEHHUS JOJDKEH IMPEICTaBUTh MEPEYUCICHNE OpPraHU30BaHHBIX
UM HMHTEPBEHIIMOHHBIX KIMHUYECKUX HCCIEIOBAaHUN, KOTOpBIE OBLIH
3aBEPIICHBl WM TMPOJOKAIOT BBIMOTHATHCS B OTYETHBIM TEPHOI, C
(IS %0) BO3MOXKHOCTH  HMJICHTU(UKAIIHH, XapaKTEPUCTUKU u

KOJJMYECTBEHHON OIICHKA YPOBHS PHUCKOB, TMOJITBEPXKIACHUS MPOPHUIs



0€30IaCHOCTH JIEKAPCTBEHHOTr'O IpernapaTta Uin OUEHKU 3(P(HEeKTUBHOCTH
Mep 10 MUHUMU3AIUU PUCKA.

[Io BO3MOXXHOCTH JaHHBIE ClIeAyeT pa30UTh HA KaTerOpuu Mo
MOJIOBOMY W BO3PACTHOMY TMpHU3HAKYy (B OCOOCHHOCTH B3pPOCIYIO U
JETCKYIO TIOMYJISIMN ), TOKa3aHUSIM, PEKHUMAaM JO03UPOBAHUS U PETHOHAM.

CurHasibl, BBISIBIICHHBIE B XOJI€ KIMHUYECKUX HCCIEIOBAHUM,
JOJDKHBI OBITh TpeJCTaBiIeHbl B TabmuuHou ¢opme B pazaene [1OOb
«O030p 10 CcHTHaJIaM: HOBBIE, HaXOoJgIIHEeCs B paboTe WU
3aBepIleHHbIe». [IpOBOIUTCS OlLIEHKA CUTHAJIOB Ha MPEAMET OTHECEHUs
UX K MOTEHUUATbHBIM WU UIECHTU(DUIIMPOBAHHBIM pUckaM. PHUCK noinkeH
OBITh OLICHEH U XapakTepu3oBaH B nojapaszaenax [100b «Ouenka puckoB
Y HOBOU UH(pOPMALIUN» U «XaPAKTEPUCTUKA PUCKOBY.

B mamrom pazgene IIOOB npomkHa OBITH TpeaCTaBICHA
oboOmaromas uHPOpMaIUsd O KIMHUYECKH BaXKHBIX JAHHBIX I10
s ekTuBHOCTH ©  0€30MaCHOCTH, TMIOJYYEHHBIX W3  CIASAYIOIMINX
HMCTOYHUKOB 32 OTUYETHBINA MEPUO/I;

8.5.7.1. Tlogpazmen IIOOb «3aBepuieHHBIE  KIMHUYECKHE
UCCIICIOBAHUS.

Haunawiii nmoapazgen [IOOb  gomkeH nOpencTaBisATh KpaTKYro
uH(OpMaALIMIO O KIMHUYECKH BaXHBIX AaHHBIX MO 3((PEKTUBHOCTH U
0€30IMacHOCTH, MOJYYEHHBIX B PE3YJbTATEe 3aBEPILICHHBIX 32 OTYETHBIN
nepuo KJIMHUYECKUX HccienoBannii. JlanHas wuHbopMaius mg0KHA
OBITh TIPENICTABJICHA B CKAaTOM BUJIe WK B opme cuHorcuca. OH MOXKET
BKJIIOYaTh HMHGOpPMAIMIO, KOTOpas MOJATBEPKIAET WJIM OIPOBEPraet
paHee UJCHTU(UIIMPOBAHHBIE CHUTHAJIbl IO OE30MacHOCTH, a TaKke
JI0Ka3aTeIbCTBA M0 HOBBIM CUTHAJIaM 10 0€30MacHOCTH.

8.5.7.2. Tloapaznen II0OOb «IIpopoimkarommecs KIMHUYECKUE



HCCJICIOBAHMS.

B cinyuae ecnu gepxkarelilo perMCTPaAllMOHHOIO YOCTOBEPEHUS
CTAHOBHUTCS M3BECTHA Kakas-TnO0 KIMHWUYECKH BakKHas uWHQopmarus,
KoTopass Oblja IMOJydYeHa B XOJI€ MNPOJOJDKAIOIIUXCS KIMHHUYECKUX
UCCIICIOBaHUN (HampuMep, BBISBICHHAsS B XOAE€ MPOMEXKYTOYHOIO
aHanu3a OE€30MAaCHOCTH WJIM B PE3yJIbTaTe Pa30CJCIUICHUS BBISBICHHBIX
CEpBhE3HBIX HEXKEIATEIbHBIX SBJICHUI), B JaHHOM pa3jeie T0DKHA OBITh
KpPaTKO M3JI0KEHa HOBasi MHQpopMaIys 1mo 6€30macHOCTH. DTOT MOJIpa3ael
TaKK€ MOJKET BKJIIOYaTh HWHQOpMaIuio, KOTOopas MOATBEPKAACT WU
OMpPOBEpPraeT paHee WACHTU(PUIIMPOBAHHBIE CUTHAJIBI 1TO 0€30MaCHOCTH, a
TaK)Ke JOKa3aTeIhCTBA HOBBIX CHUTHAJIOB IO 0€30ITaCHOCTH.

8.5.7.3. Tlompazmen IIOOb  «/lnuTenbHBIM  MOCIEAYIOUIUM
MOHUTOPHHT COCTOSTHUSI TTAITUEHTOBY.

Ecnu nMmeroTcst faHHbIe O JIMTEIBHOM MOCEYIONIeM HAOII0ICHUH
MalMEHTOB, BKJIIOYEHHBIX B KJIMHUYECKUE UCCIIEIOBAHUA, B IMOJpa3jielie
NpUBOAUTCS WHGOpPMALUS O TOJYUYEHHBIX B pPE3yibTaTe IUTEIBHOTO
MOCIICIYIONIEro HaOMIOACHUS 3HAYMMBIX C TOYKH 3peHHUS Tpoduis
0e30MacHOCTH JaHHBIX.

8.5.7.4. llogpaznen 1IOOb «MHOe TepaneBTUUECKOE MPUMEHEHHE
JIEKapCTBEHHOT O TIperapaTa.

JIaHHBIM TOJpa3fen JOMKEH BKIIOYaTh KIMHUYECKH BaXXKHYIO
nHpopmario 1Mo O0e30ImacHOCTH, IOJYYCHHYIO B pe3yJbTaTe JIPyTHX
Mporpamm, MPOBEICHHBIX JepKaTeseM PErUCTPaAIMOHHOTO
YIAOCTOBEPEHHS, TIO CIICIIMAIbHBIM MPOTOKOJaM (HarpuMep, IporpaMMbl
pPacCUIMPEHHOr0 JIOCTYIa, MPOrpaMMbl HCIIOJIb30BaHUS B CBSI3U C
UCKJIIOYUTEIbHBIMU OOCTOSITEILCTBAMU W3 COOOpPa)KEHUIl COCTpadaHus,

WHIUBUAYIBHOTO I0CTYyNA U JIp.).



8.5.7.5. llogpaznen IIOOb «HoBbie naHHbIE MO OE30MACHOCTH TIPU
WCITOJTh30BaHUH JEKapCTBEHHOTO  Tpemapara  (UKCHPOBAHHBIX
KOMOHHAILIUAX [103).

B cirygae ecnu nHOE HE ONPECIICHO YITOJTHOMOYEHHBIMU OpTraHaMu
rocyJapCTB-4JIEHOB, B OTHOIIEHUH KOMOMHUPOBAHHOM Teparuu JTOJKHbI
OBITH MPEACTABICHBI CICTYIONTNE JaHHBIC:

a) B cllydyae e€Cli JIEKapCTBEHHBIM TmpenapaT oOA0OpeH s
HA3HAYCHHUS B KaueCTBE KOMIIOHEHTa (MKCUPOBAHHOM JIEKaPCTBEHHOMU
Tepanuy WM MHOTOKOMIIOHEHTHOTO PEXKHUMa JIEKapCTBEHHOM Teparuu, B
nojipasjielie TOJKHBI ObITh 0000IIEHBI BAXKHBIE JIAHHBIE 110 O€30MaCHOCTH
IpUMEHEHNUS] KOMOMHUPOBAHHON TepaIiu;

0) B cioydae eclid JIEKApCTBEHHBIM IMpemapaTr  sBJsSeTCA
KOMOWHHUPOBAHHBIM JICKAPCTBEHHBIM IIpenapaToM, TaHHBINH TOapa3ien
J0JKEH 000011aTh BaXHY0 MH()OPMAIINIO MO 0€30MaCHOCTH MO KaXKIOMY
W3 WHIUBUAYAJTbHBIX KOMIIOHEHTOB.

8.5.8. Paznen ITOOb «JlanHbIC HEUHTEPBEHIIMOHHBIX
HCCJIEIOBAHUI.

B nannom paspene o6oOmiaercs mHpopMarus mo 0e30macHOCTH
WIN JaHHBIE, KOTOPBIE MOJYYEHBI M0 Pe3yiabTaTaM HEUHTEPBEHIIMOHHBIX
KIIMHAYECKUX UCCIIeI0BaHUI (Hammpumep, o0cepBaIMOHHBIX
WCCJICAOBAaHUH, DIUACMHUOJIOTHYCCKAX  HCCICAOBaHUMN, PETHUCTPOB,
porpaMM aKTHBHOTO MOHHUTOPWHTA), OPTAaHU30BAaHHBIX JIEpKATEIEM
PErUCTPAIIMOHHOTO YJOCTOBEPEHHS, CTadd JOCTYNHBI B OTYETHBIN
NepuoJl U BIMUSIOT HAa OILEHKY COOTHOIIEHUS «IOJIb3a — PHUCK»
JIEKapCTBEHHOT0 TmpemnapaTta. Pasfmen [ODKeH BKJIOYATh JIaHHbBIE,
UMEIOIIME OTHOIIEHHE K acrnektaM npoduist Oe30MacHOCTH U

IMOJIYYCHHBIC 110 PC3ylJIbTaTaM I/ICCJ'IGI[OBaHI/Iﬁ II0 OLCHKEC HMCIIOJIb30BaHMA



JIEKapCTBEHHOT O TIpernapara.

Jlep>xaTenb perucTpallMOHHOTO YJOCTOBEPEHUS JOJDKEH BKIIIOYATH
B npwioxkenne k [IOOb mnepeueHb BceX HEUHTEPBEHIIMOHHBIX
UCCIICIOBAHUM, OpPraHU30BAaHHBIX JEpXKATEIEM  PETHCTPAIMOHHOTO
YAOCTOBEPEHHUS M BBITIOJTHEHHBIX C IIEJIbIO BBISBICHHUS, XapaKTEPUCTUKHU U
KOJJMYECTBEHHON OIIEHKU BBI3BIBAIOIIUX OIACEHMsI ACIEeKTOB MPOuis
0€3011acHOCTH, TTOATBEPKASHUS MPOdUIIST OE€30IMaACHOCTH JIEKAPCTBEHHOTO
npernapara Wik OleHKH d(PGEeKTUBHOCTH MEp MO MUHHMHU3AIMUA PUCKA,
KOTOpbI€ OBUTA BBITIOTHEHBI WM BBIMTONHSIIOTCS B OTUYETHBIM TIEPHOJ
(HampuMep, MOCTPETUCTPALIMOHHBIE UCCIIEIOBaHMS 0€30TIaCHOCTH).

OT4YeThl O CTaJUuM BBHITIOJHEHUS] WM UTOTOBBIE OTYETHI, KOTOPHIC
OBLTM TIOATOTOBJICHBI Ha TMPOTSKEHUM OTYETHOI'O IEePUOJIa, JOJKHBI
BKJIIOUYaThCs B npuitokenune K [100b.

8.59. Pazmen IIOOb  «J/lamHble  JOpyrux  KIMHUYECKUX
HCCIIC/IOBAaHUH U JJaHHBIS, TTOJTYUYCHHBIE U3 JPYTUX UCTOYHUKOBY.

B pasnene nomkHa OBITH 0000mIeHa wuHMOpMAIUS, KOTOpas
OTHOCUTCSI K OIIEHKE COOTHOIIECHUSI «IMOJIb3a — PUCK» JIEKAPCTBEHHOTO
mpernapara W MOJydeHa 1O  pe3yidbTaTaM HHBIX  KIMHHYECKHUX
HCCIICIOBaHUM JTMOO TMOJy4YeHa W3 HMHBIX HCTOYHUKOB, K KOTOPHIM Y
Jep>kaTensl peruCTPallMOHHOTO YJIOCTOBEPEHUS ObLT JOCTYM 3a OTYETHBIN
nepuoj; (HampuMmep, pe3yiabTaThl MeTa-aHAJIM30B PaHIOMU3UPOBAHHBIX
KIIMHUYECKUX HUCCIEOBaHMM, JaHHbIE MO OE30MaCHOCTH MApTHEPOB IO
pa3paboTKe JEKapCTBEHHOTO Mpernapara u ap.).

8.5.10. Pazgen IIOOb «/laHHBIC TOKIMHUYECKUX UCCIICAOBAHUI).
B paznene npencrasisiercst 00001eHHass UHPOPMAIUS O 3HAUUMBIX

B OTHOIICHHHU HpO(l)HJ'ISI 0€301acHOCTH HAaHHBIX, IIOJYYCHHBIM B

pe3yabpTaTe TOKIMHUYECKUX MCCIEeNOBaHMM In Vivo | in vitro (Hampumep,



UCCIICIOBAHUSl KAHIIEPOT€HHOCTH, PENPOAYKTUBHON TOKCUYHOCTH WJIU
MMMYHOTOKCUYHOCTH), BBIMOJHSIEMbIX WU 3aBEPIICHHBIX B OTYETHBIN
nepuon. OleHKa BIUSHUA TOJMYYEHHBIX J@HHBIX Ha MNpoduUih
0e30macHOCTH JI0JbKHa ObITh mpeacTaBieHa B pazaene [IOOb «Curnainbt
n oneHka puckay u pazaene I[IOOb «/HTerpupoBaHHBIM aHAIU3
COOTHOIIEHUS «I10JIb3a — PUCK» MO OJJOOPEHHBIM MTOKA3aHUAM).

8.5.11. Paznen ITOOb «Mcnonb30BaHHbIE HCTOUHUKHU JTUTEPATYPhDY.

B pasnmene nmpexacrtaBisercss oOoOmieHHas wuHMOpMaius o
MOJIYYEHHBIX HOBBIX M 3HAYMMBIX JIaHHBIX MO O€30MacHOCTH, KOTOPHIE
ObLTM OMYOJUMKOBAHBI B TMPOLIEAIICH HSKCIEPTHYIO OIEHKY Hay4YHOM
auTepatype MO0 ObUIM MOTYyUYEHBI U3 HEOMYOJIUKOBAHHBIX MOHOTpadUd,
KOTOPBIE OTHOCSATCSI K JIEKQPCTBEHHOMY IIpenapaTy U CTajdu JIOCTYITHBI
JEPKATEI0 PErUCTPALMOHHOTO YIOCTOBEPEHUS B OTUETHBIN EPUO/I.

JIutepatyphbiil nouck st noaroroBku [10Ob nomkeH ObITH mIKpeE,
YeM  JINTEPATYpHbIA  TOUCK  WHJUBUAYAIbHBIX  COOOIIEHUN O
HEXKENATENbHBIX PEaKUUAX, MOCKOIbKY JOJDKEH BKIIOYaTh TaKkKe
UCCIIEIOBAHUS, B XOJI€ KOTOPBHIX OBUIM OIIEHEHBI UCXOJbl C TOYKH 3PEHUS
0€30MacHOCTH B TpyIIax CyObeKTOB HCCIIEIOBAHMUS.

OcoOble acnekThl npoduiis 0e30MacHOCTH, KOTOPBIE JOJIKHBI
MPUHUMATLCS BO BHUMAaHHUE MpPU TOUCKE HH(OpMAIuU, HO KOTOpbIE
MOTYT OBITh HE BBISIBIICHBI ITPU BBIMOJHEHUH MOUCKA C LETbIO MOTYyUYeHUs
JAHHBIX TI0 WHIWBUAYAIbHBIM CJIy4YasiM HEXKEJATeIbHbIX pEaKIuid,
BKJIFOYAIOT:

UCXO0NIbI OepeMEHHOCTH (BKJIIOYasl MpephiBaHUE OEPEMEHHOCTH),
KOTOPBIE HE COMTPOBOXKAAIUCH HEXKETATEIbHBIMH MOCIIEICTBUSAMMU;

MPUMEHEHUE JIEKApCTBEHHOIO TIpenapata B MNEAUATPUUYECKOU

MOITYJIAIIUHA



MPUMEHEHUE JIEKApCTBEHHOIO0  TMpemapara Mo  MporpaMmmam
WCIOJB30BAHUSI B CBSI3U C HCKJIIOUHUTEIBHBIMU OOCTOSITEICTBAMU U3
COOOpaXeHUI COCTpajaHus W TMEPCOHAIM3UPOBAHHBIM MPOrpaMMam
Ha3HAYECHUS;

oTcyTcTBHE 3PHEKTUBHOCTH JIEKAPCTBEHHOT'O MIpenapara;
aCHUMIITOMAaTUYEeCKas Mepeao3upoBka, HecooTBeTcTBYOMEee OXIIII

M HCIIPABUJIBHOC IIPUMCHCHUC JICKAPCTBCHHOI'O 1IPCIIdpara,
MCIUIIMHCKHUC OI_III/I6KI/I, HC  COIIPOBOXKIABIIMUCCA  PA3SBUTUCM
HCEXKCJIATCIIBHBIX ﬂBJICHPIﬁ;

Ba>XXHBIC PC3YJIbTATHI JOKINHUYICCKHUX HUCCICOOBAHM.
B ciIy4dac €CJik 9TO IPpUMCHHUMO, B JAHHOM Pa3acCiIC TAKXKE NO0JIZKHA

ObITh MpoaHANM3UpOBaHA MH(MOpPMAIKMA O APYrMX aKTUBHBIX BEIIECTBAX
(apMaKoIOruuecKol Tpynmbl, K KOTOPOM OTHOCUTCS JIEKAPCTBEHHBIN
npenapar.

8.5.12. Pazgen IIOOb «/lpyrue mnepuogudeckue OOHOBIISIEMbIE
OTYETHI IO O€30MACHOCTIY.

Hannbii paznen [IOODb co3maercs TOJIBKO B TEX clly4asx, KOTAa 10
JIOTOBOPEHHOCTH C YIOJHOMOYEHHBIMU OpraHaMH TOCYJapCTB-UJIECHOB
Jep>KaTeleM PETUCTPAlMOHHOTO  YJOCTOBEPEHUS IOJrOTaBIMBAETCS
oonee 1 ITIOOb Ha nexapcTBEeHHBIN Tpernapar (B ciaydae JIEKapCTBEHHOTO
npenapara ¢ (GUKCUPOBAHHOM KOMOWMHAIMEW J103, JIEKapCTBEHHOIO
npernapara ¢ MHOKECTBEHHBIMH MOKa3aHUSIMH JIsl IPUMEHEHUS U (WJIH)
paznuuHbiMM  popmamu  Bbeiycka). Kak  mpaBwiio, JiepiKarelib
PETUCTPALIMOHHOTO YJI0CTOBEpPEHUs N0oJKeH nmoAarotoButk 1 [IOOb Ha 1
JACUCTBYyIOIIEE BEIIECTBO. B 4YacTHBIX cCiyyasix 1O PEIICHUIO
YIOJIHOMOYEHHBIX OpraHoB rocyJapCcTB-4JIEHOB JepkaTeneM

noarorasnuBaercs cepusa [IOOb s omHOro  JIEKapCTBEHHOIO



npenapara. [Ipu 3ToM B JaHHOM pazzeie kaxaoro nocienyromero [100b
TaKOM CEpUM JIOJDKHBI OBITh 00O0OIEHBI 3HAYKMMbIE JaHHBIE II0
oe3omacHoctn u3 Apyrux [IOOB, ecnu Toapko Takoe 000OIEeHHE HE
MpeACTaBICHO B MHBIX pazzaenax ganHoro [1OOB.

[Ipy  Hanuuuum  JocTyma HAa  OCHOBAHMM  KOHTPAKTHBIX
noroBopeHHocreit  k  gamHeiM  [IOOB  jgpyrux — ;gepxkarenei
PETUCTPALIMOHHBIX YAOCTOBEPEHUH, CIIOHCOPOB KIIMHAYECKHUX
HCCIICIOBAaHUN WJIM WHBIX MApPTHEPOB HA AHAJIOTMYHBIC JIEKAPCTBEHHbBIC
npenaparbl  JiepKarelb PETHUCTPAIMOHHOTO YJIOCTOBEPEHUSI JIOJIKEH
MIPEJCTaBUThL B 000OIIIEHHOM BHJI€ 3HAaUYUMbIC JJaHHBIC TI0 0€30MAaCHOCTH,
noydeHHsble u3 npeacrasisieMbix My [IOOD 3a oTyeTHBIN TTepro.

8.5.13. Pazmen IIOOb «Henmocratounas TepaneBTHYECKas
3¢ (PEeKTUBHOCTh  JIGKAPCTBEHHOTO  TMpernapara, yCTAaHOBJICHHAs B
KOHTPOJIUPYEMBIX KIIMHUYECKUX HCCIICIOBAHUSIX.

Ecnu 1npu  BBINOTHEHUM KIMHUYECKUX UCCIEIOBAHMM  JJId
JIEKapCTBEHHBIX MPENapaToB, KOTOPHIE HUCIOJIB3YIOTCS ISl JEUYCHUS U
OpOPWIAKTUKN  CEPbE3HBIX M JKU3HEYIPOXKAIIMUX  3a00JI€BaHUM,
MOJIy4YeHbl JIJaHHBIC, KOTOpbIE MOTYT CBHJIETEIILCTBOBATH 00 HX
HEJIOCTAaTOYHOHN TepaneBTHYECKON A(PhHEKTUBHOCTH JTUOO HEIOCTATOUHOM
TepaneBTUIecKoi 3((HEKTUBHOCTU B OTHOIIEHUHU MPOBOJUMOTO JICUCHUS,
TO TakWe JIaHHbIE YKa3bIBAIOT HAa HAJIMYME 3HAUYUTENIHOTO pHUCKa A
1EJIEBOM MOMYJIALMHU U JOJKHBI OBITh MPOAHATU3UPOBAHBI U 000OIIEHBI B
nanHom pazaene [10OOB.

B caydae ecnu 3TO NpUMEHUMO K OLIEHKE COOTHOILICHUS «I10Jb3a —
PUCK», IAHHbIC, KOTOpPbIE MOJYYEHbl MNPU MPOBEICHUU KIMHUYECKUX
UCCIICIOBAHUN W TOATBEPXKAAIOT HEJOCTATOUYHYIO TEpPaeBTUUYECKYIO

JICKAPCTBCHHLBIX IIpCIiaparoB, HC IMPCAHAZHAYCHHBIX I JICUCHUA



KUZHEYTPOKAIOIIEH MaTOJIOTUH, JTOJKHBI TaKke OBITH
MPOAHAIN3UPOBaHbI B faHHOM paszerne [I00b.

8.5.14. Paznen [1IOOb «Baxnass nndopmaiiusi, nojiydeHHas Mocie
3aBepieHus noarotoBku [100by.

B nmannom paznene [IOOB 0000maroTcsi MOTEHIIMAIBHO Ba)KHBIC
JaHHbIE IO 0€30MacCHOCTH U 3(PPEKTUBHOCTH, KOTOPHIE ObUIM MOJTYyYEHbI
Mocje OKOHYaHMsSI cOOpa JaHHBIX, HO JI0 MOJTOTOBKH OKOHYATEIhLHOU
penakuuu IIOOB. Croma OTHOCSTCA 3HAUYUMBIE KIMHUYECKHUE JIaHHBIE
HOBBIX MyOJIMKALUNA, 3HAYMMbIE€ JTAHHBIE TTOCJIEIYIONIEro HAOMI0IeHHs 32
MalUEeHTaMH, KIIMHUYECKN BAaXKHbBIE TOKCUKOJIIOTMYECKHUE JAHHbIE, a TAKKE
BCE  JICMCTBUS  JIEp)KaTeNisl  PETUCTPAIIMOHHOTO  yJAOCTOBEPEHUS,
HE3aBUCUMBIX KOMUTETOB IO OIIEHKE JaHHBIX, YIIOJTHOMOYEHHBIX OPraHOB
roCyJapCTB-WICHOB, MPEANPUHATHIE B OTHOIIEHUU MPOOJIEM, CBI3aHHBIX
c mnpodumieM 0e30IacCHOCTH JIEKapCTBEHHOro mpemapara. Hosble
WHJIUBUIyalIbHbIE COOOILEHUS] O HEXKENATEeNbHBIX PEAKIUAX HE JIOKHBI
BKJIIOUAThCS B pa3liell, 3a MCKIIOUYEHUEM CIy4aeB, KOrJa OHU MOTYT
MPEJCTABIISITh TPUHIUIUATBLHO BAXKHBIN ClTy4yal, MOATBEPKIAONINN (DaKT
HAINY U HEXKEJIATEIbHOU peakuuu (Hampumep, 110503817
3apETUCTPUPOBAHHBIN  CIydail pa3BUTUS BAXHOIO HEXKEIATEIbHOIO
SBJICHUS Y YEJIOBEKA) WJIM BaXKHBIM CUTHAJ 10 0€30MaCHOCTH.

Jlanubpie paszgena  JAOKHBI OBITh YYTEHBI TIPH  COCTAaBJICHUU
noapazaena «OreHka puUcKoB W HoBoM mH(opMmanum» pazgena [10OOb
«CHTrHaJIBI ¥ OLIEHKA PUCKAY.

8.5.15. Pazgpen  IIOOBb  «OO030p  curHajios (HOBBIE,
paccMaTpUBAEMBbIE U 3aBEPIIEHHBIE)).

[lenbto TaHHOTO pazjelsia SIBJISIETCS MPEACTaBICHUE MaKCHMAJIbHO

MOJTHOTO 0030pa BBISBJICHHBIX CUTHAJIOB (OIICHKA KOTOPHIX €IIe He



HayMHaAIach), CHUTHAJIOB, KOTOPBIC IOJIYyYECHBI B TIEPHOJ IPOBEACHUS
OIICHKM HEXENAaTeIbHBIX PEeaKIui, a TaKKe CHUTHAJOB 3a OTYETHBIN
MepPHO/I, OIIEHKA KOTOPBIX YK€ 3aBEpIIICHA.

JlepxateneM perucTparmoOHHOTO YIOCTOBEPEHMsSI JOJDKHBI OBIThH
MIPEACTABICHBI KPATKOE OMHMCAHUE METO0J]Ia, KOTOPBIA HCIOIb3YyeTCs s
BBISIBJICHUS] CUTHAJIOB, U UCTOYHWUKOB JTAHHBIX JIJISI BBISIBJICHUS] CUTHAJIOB.

K HOBBIM BBHISIBICHHBIM CHUTHAjaM OTHOCSITCSI CUTHAJIbI, KOTOPBIC
OBUTH BBISIBIICHBI 32 OTUETHBIM Tiepuojl. K paccmaTpuBaeMbIM CUTHajIaM
OTHOCSITCS CUTHAJIBI, KOTOpPBIE TPOXOJWIM TMPOIEAYypy OICHKH Ha
MOMEHT OKOHYaHMs cOopa maHHBIX. K 3aBepIIeHHBIM OTHOCSTCS
CUTHAJIBI, OIIEHKA KOTOPHIX OblJa 3aBEpIICHA 3a OTYETHBIM TEPHO/I.
CurHanel, KOTOpPBHIE€ 3a OTYETHBIA TMEPUOJ SIBJISIOTCS OJIHOBPEMEHHO
HOBBIMU U 3aBEPIIEHHBIMU (B OTHOIIEHWU MPOIETYPHI MPOBEIACHUS HX
OILICHKH ), IOJKHBI OBITH OTHECEHBI B pa3Jiell 3aBEPIIICHHBIX CUTHAJIOB.

Pasznen [TOOB nmomkeH BKIOYATh JaHHBIC TIO PACCMATPUBAEMBIM U
3aBEPIICHHBIM 3a OTYETHBIM MEPHUOJ CHUTHAJIAM, IPEJACTABICHHBIC B
tabnmuunort ¢opme. Tabmuna sBasercs npunoxkenuemM k [1OObB. Tlo
YCMOTPEHHIO JepiKaTelsi PETHCTPAIlMOHHOTO YIOCTOBEPEHHUS JaHHas
uH(OpMaIlg MOXKET TaKXe BKJIOYaTh KyMYJSTUBHBIC aHHBIC 10
CUTHaJIaM (BKJIIOYasi paHee 3aBEPIICHHBIC CHUTHAIBI), TIPH 3TOM JOJDKHA
ObITh yKa3aHa JaTa, ¢ KOTOPOW OTCUHMTHIBAETCS CPOK BBIMOJIHEHHOTO
0000I11IeHHS IO CUTHAJIaM.

JleTanpHast OLICHKA CUTHAJIOB BKIIFOYaeTcsa B noapasaeinsl [I00b
«OneHka curHana» u «OleHKa pUCKOB U HOBOW UH(OpMAITUN.

8.5.16. Paznen [IOOB «CurHamnsl 1 OIIEHKA PUCKAY.
8.5.16.1. Tloapaznen IIOOb «O6ob6maromas wuHbOpMaLMSA TI0

npooeMamM 0€30IaCHOCTH.



8.5.16.1.1. Henpto mompazaena 11OODb saBnsercs mpencraBieHUE
0asucHOU obOoOMmarnel nHGOpMaAlUK MO BAXKHBIM aCIEKTaM HPOoQuIs
0€30MacHOCTH, KOTOpbIE  SIBIAIOTCA  MpobOiieMamMu  O€30MacHOCTH
JIEKapCTBEHHOT0 Tpernapara, ¢ YKa3aHHeM [0 KaXJAOMY aclekTy o
0€30IacCHOCTH CBEJEHUNW O TOM, Kakas HOBas HMH(poOpMals U HOBas
OIICHKA IO JIAaHHBIM acTeKTaM MOXKeT ObITh ciaenaHa. [Ipu ompeneneHun
BOKHOCTH KaXJOTO W3 AacleKTOB pHCKAa CJIeAyeT pacCMOTPETh
cnenyomme (pakTopsl:

a) CEPhE3HOCTh PUCKA CBSI3aHHOTO C JIEKAPCTBEHHBIM MPETIapaTOM C
MEIUIIMHCKOW TOYKH 3pPEHUS, BKIIOYas BIWSHUEC HA WHIAWNBUIYATBHOE
COCTOSIHHE MAI[UEHTOB,;

0) yacToTa, MpeJICKa3yeMOCTh, MPEIOTBPATUMOCTh U 0OPaTUMOCTD
pHuCKa,

B) TOTEHIIMAJIPHOE BIIMSHUE Ha OOIIECTBEHHOE 3JI0POBBE (YacToTa
pHUCKa B TMOIYJIAINN, pa3Mep TMOMYJISIAH, TOABEPTIIIHIACS BO3ACHCTBUIO);

I') OILIEHKAa OOIIECTBEHHON MPUEMIIEMOCTH pHUCKa B Ciydasx
BO3MOKHOTO BIIMSTHUS JIGKQPCTBEHHOTO IMIpernapara Ha OOIIECTBEHHOE
3JI0pOBbE (HapUMep, OTKa3 OT MPOrpaMMBbl BaKI[MHAIUN).

8.5.16.1.2. Ob6oOmaromas wuHboOpMaIUs JOJKHA MPEICTABIATH
UMEIOIIHMECS CBEICHHMS TI0 JICKAPCTBEHHOMY TIpemapaTy OT Hadaja
otuetHOro nepuoaa [IOOb u orpaxars:

Ba)KHbIE UACHTU(UIIMPOBAHHBIE PUCKU;

Ba)KHBIE TOTEHIIMAIbHBIE PUCKH;

BAYKHYIO OTCYTCTBYIOLIYIO HH(OPMALUIO.

8.5.16.1.3. B oTHOmIEHNM JICKAPCTBEHHBIX MPENAPATOB, UMEIOIINX

crenudUKanuo mo 6€30nacHOCTH, UHPOpMaIHs, BKIOYaeMasi B JaHHBIN
nmojpa3zieN, JOJDKHA COBIAmaTh C  o0oOmiaromiei  wHpopManuen,

HpCI[CT&BJIGHHOﬁ B TCKYHIGﬁ BCPpCHUN CHCI_II/I(i)I/IKaI_II/II/I 110 O€30IMacHOCTH Ha



naTy Havana ordetHoro nepuoza I100Ob.

B oOTHOmEHMM JIEKAPCTBEHHBIX IIpENapaToB, HE HUMEOIIHNX
cnenupuKanuio 1Mo 0e30macHOCTH, JaHHBIM Mojapaszien  JOJKEH
OPEICTaBIATh HMH(MOpPMALMI0 O BaXHBIX WACHTU(PUIMPOBAHHBIX,
NOTEHIIMAIBHBIX PHUCKAX W BaXXHOM OTCYTCTBYIOLIEH HWH(pOpMaIuH,
CBA3aHHON C NMPHUMEHEHUEM JIEKAPCTBEHHOrO Ipenapara Ha OCHOBAHHU
JAHHBIX MPEIPETUCTPALMOHHOIO M MOCTPErMCTPALMOHHOIO NEPHOJA.
[Tprmepbl MOTYT BKIJIFOUATH B ¢€051 CIETYIONTYI0 HHPOPMALUIO:

Ba’>XHBIC HCKCJIATCIIbHBIC PCAKIINH
CBCACHUA O BBaHMOI[eﬁCTBHH C JApYruMu JICKAPpCTBCHHBIMU

npenaparamu;
BBISIBJICHHBIE MEJUIIMHCKHE OIMOKU WM MIPOMaxH, B CIydasx, HE
COTIPOBOXKIAIOIIUXCS PA3BUTHEM HEKEJATEIIbHBIX PEAKIU;

B3aMMOJECHUCTBUE C MPOAYKTAMU MMUTAHUS U UHBIMU BEIIECTBAMM;
pe3yabTaThl BO3JEHCTBHS TIPHU BBIMOJHEHUH MPOGeCcCUOHATHLHON

ACATCIIBHOCTH,

KJIacCOBBIE (hapMakooruueckue 3PPeKThl.
O06o001ieHne MO0 Ba)XHOW OTCYTCTBYIOIIEW HMH(POPMAIUUA JOJKHO

OIICHUTh KPUTHYHOCTh TMPOOEIOB B HMCIOMMXCS 3HAHUSIX TI0
OTPE/ICIICHHBIM  acriekTaM mnpodwisi O€30MacHOCTH IS IIEJIEBBIX
MTOMYJIS .

8.5.16.2. TToapaznen ITOOb «OneHka curHazay.
8.5.16.2.1. Uudopmarnus, npeacraBisemMas B moApaszeie, J10KHa

00001IaTh pe3yJIbTaThl OLIEHKA CHUTHAJIOB MO O€30MacHOCTU, KOTOpas
ObUTa 3aBepIIeHa B OTYETHBIA TEpHoJ. MOryT OBITH JIB€ OCHOBHBIC
KaTeTOpHH:

a) CHUTHAJbI, KOTOpBhIE TO pe3yjbTaTaM OIIEHKH MOTYT OBITh

OTHCCCHBI K KaTCropuu IIOTCHLUHUAJIbHBIX HWJIN I/II[CHTI/Iq)I/IHI/IpyeMI)IX



PHUCKOB, BKJIIO4asi OTCYTCTBUE TepaneBTUUECKON 3(PheKTUBHOCTH (pa3iel
I[TIOOb «Henocrarounas TepaneBTUYECKas 3(PEeKTUBHOCTH
JIEKQpCTBEHHOT0  Tperapara, YCTAaHOBJEHHAasT B  KOHTPOJIUPYEMbBIX
KJIIMHUYECKUX UCCIIECTOBAHUAXY);

0) CUTHaJIbl, KOTOPBIE IO pe3yjbTaTaM OILICHKH ObLIU OTKJIOHEHBI
KaK JIO)KHBIE CUTHAJIbl HA OCHOBAaHWHM HAYYHOW OLEHKH HMMEIOIIEHCS Ha
aaTy mpoBeAeHUs mpouenypbl uHbopmainuu. [lo gaHHOW KaTeropuu
CUTHAJIOB JOJDKHO OBITh MPEICTABICHO OIMCAHUE KAXKJIOro CUTHala C
1ETbI0 OOOCHOBAHMUSI €ro OTKJIIOHEHMSI OT KaTeropuu curHaina. JlanHoe
ONMHCaHUE MOXKET OBITh BKJIIOYEHO B OCHOBHOM TekcT [IOOb wmm B
MPUJIOKEHUE K OTUETY.

8.5.16.2.2. [Ins curHamoB, 0O KOTOpbIM OblIa 3aBeplICHA
Ipollelypa OLICHKH 32 OTYETHBIM MEepPUO,, PEKOMEHIYETCS COOIOJCHUE
COOTBETCTBHUSI MEXIYy OOBEMOM M JIeTalu3alleill JaHHBIX 1O OIEHKE
CUTHajJa ¥ 3HAYMMOCTBIO JIAHHOTO acrekTa nmpoduist 6€30MacHOCTH IS
OOIIIECTBEHHOTO  37I0POBBSI, a TaKXKe CTEMEHbI0 JOCTATOYHOCTHU
J0Ka3aTeIbHOU 0a3bl, KOTOpasi BKIIFOYAET B C€0sI CIICNYIOIIUE aCTIEKTHhI:

a) UCTOYHMK WM NOOYyAUTENIbHBIA MOMEHT (HOpMUPOBAHUS
CUTHAJA;

0) 000CHOBaHME, UMEIOIIIEE OTHOIIICHHUE K OLICHKE;

B) METOJbl OLIEHKH, BKJIOYass HCTOYHUKHU JAHHBIX, KPUTEPUU
MOMCKA WJIN aHAJTUTUYECKHUE TTOXO/IbI;

) pe3ynbTaThl (00001IeHHas HHGOPMAITUs) KPUTHIECKOTO aHATN3a
JaHHBIX, pacCCMaTPUBAEMbIX MPU OLIEHKE CUTHAJIA;

1) 00CYXKIEeHHE;

€) 3aKJIF0YEHUE, BKIIIOYas IpeiaraéMble J1CCTBUS.

8.5.16.3. Ilompazmen IIOOb «OneHka pUCKOB H  HOBOU



uHpopMaum».

HepxaTenb PETUCTPALIUOHHOTO YAOCTOBEPEHUS TOJKEH
MPEJCTaBUTh KPUTHUYECKYIO OIICHKY HOBOM HMHGOpPMAlMM 3a OTYETHBIN
MEepUOJ] B OTHOIIIEHUU HOBBIX WJIM PAHEE BBISIBJICHHBIX PUCKOB (BAXKHYIO
WJIA UHYIO).

Hannsiit nogpasaen [HOOb goimkeH coaepkath ONMCAHUE U OLIEHKY
BCEX PHUCKOB, BBISIBICHHBIX 3a OTYETHBIA NEPUOJ, a TaKXKe OIICHKY
BJIMSIHUSL HOBBIX JAHHBIX HA paHEE BBISBICHHbIE pUCKU. B paznen He
BKJIIOYaeTcss  obOoOmiaromiass WM MOBTOpstomascs  uHbopmalus,
BKJIIOUEHHass B gpyrue pasgensl  [IOOb, HO mnpexacrasisercs
MHTEpIpETalsi M OIEHKAa HOBOM HWH(POpPMAIUM MPUMEHUTEIBLHO K
XapaKkTepUCTUKe Mpoduiisi pucka.

Hogast undopmanust goikHa OBITh MPEICTaBICHA MO CIIECAYIONINM
paszenam:

HOBBIE MTOTEHIIMAIbHBIE PUCKH;

HOBBIE UJICHTU(UIIMPOBAHHBIE PUCKH;

HOBasi ~ wH(QOpMAIMs O  paHee  BBISABICHHBIM  pPHUCKaM
(mOTeHIMAIBHBIM U UACHTU(PUITUPOBAHHBIM);

OOHOBJICHHUE 10 BaKHOM OTCYTCTBYIOIIEH MH(POPMALIIH.

[IpencraBnseTcsa KpaTKOE ONKMCAHUE BaXKHBIX PUCKOB. /[ pUCKOB,
OTHOCUMBIX K MHBIM PUCKaM U HE OTHOCHUMBIX K «Ba)KHbIM» PUCKaM, IO
KOTOpbIM ObljIa MOJy4YeHa HoBasg WH(OpMalug 3a OTYETHBIA NEPHO/,
YPOBEHb  JETAIM3allMM  JOJDKEH  COOTBETCTBOBAaTh  MMEIOIIECHCS
J0Ka3aTebHOW 0a3ze Mo ATUM PHUCKAM M 3HAYMMOCTH HMX BIIMSHHUS Ha
OOIIIECTBEHHOE 3/I0POBhE.

Bces HoBast nH(oOpMaius 1Mo BIMSIHUIO JIGKAPCTBEHHOI'O Tpenapara

Ha TOMYJISIUI0 JMOO JaHHBIE MO paHee OTCYTCTBYIOLIEH HHGOpMaIuu



JOJDKHBI OBITh KPUTHYECKH OIICHEHBI. Y Ka3bIBAIOTCSI, KAKUE W3 aCIEKTOB
npoduieit 6€30MaCHOCTH, BBI3BIBAIOIIMX OMACCHUs, U HESICHBIX acCIeKTOB
npoduist 6€30MacHOCTH OCTATUCh HEBBISICHEHHBIMU.

8.5.16.4. ITogpaznen [TOOb «XapakTepucTuka pucKoB».

B nojpasjene JaeTcs XapaKTepUCTUKA BaKHBIX
UICHTU(UIIMPOBAHHBIX PUCKOB M BAXXHBIX MOTCHITMAIHHBIX PHCKOB Ha
OCHOBAaHWHM KyMYJISITUBHBIX JAHHBIX (B TOM YHCIIe HE OTPAaHUIMBACMBIX
OTYETHBIM TIEPUOJOM) U OMNHUCBHIBAETCS Ba)XXHAs OTCYTCTBYIOIIAS
uHpopmarusi.

8.5.16.4.1. C yyeTomM UCTOYHHKA JAHHBIX WH(POpMAIUS 1O pPUCKAM
J0JKHA BKIIFOYATh B ce0sl cieayroliee (€Ciau NTPUMEHHUMO):

a) 4acToTa;

0) YKCIIO BBISIBJICHHBIX CJIy4aeB (YHUCIUTEIb) U TOUHOCTh OICHKU;

B) 00beM Ha3HAuYCHUN (3HAMEHATENb), BBIPAKEHHOE KaK YHCIIO
MAalKMEeHTOB, MAIIMEHTO — MECSILIEB (JIET) U JIp. U TOUHOCTh OLICHKH;

T') OLICHKA OTHOCUTEJIBHOTO PUCKA U €€ TOUHOCTb;

1) OIleHKa abCOJIFOTHOTO PUCKa U €€ TOUHOCTH;

€) BJIMSIHUE Ha MalueHTa (CUMIITOMBI, KAYECTBO JKU3HU);

) BJIUSHUE HA OOIIIECTBEHHOE 3/I0POBbHE;

3) (akTopsl pucka (HampuMep, HHAUBUIAYAIbHbIE (DAKTOPHI PHUCKa
(Bo3pacT, OEpeMeHHOCTh, MEpUOJ JaKTaluH, HapylleHue QYHKIUH
NEYEHW WM TIOYeK, 3Ha4yuMasi COIMYTCTBYIOIIAsl MAaTOJIOTHUs, CTENEeHb
TSKECTU 3a00JIeBaHUM, T€HETUYECKU moauMopdusM, pacoBas U (HIJIH)
ATHUYECKAs MPUHAJICKHOCTb, J103a);

1) IPOJOJKUTEIHLHOCTD JICUCHHUS], IEPUOJ] PUCKA,;

K) IPENOTBPATUMOCTD (oueHuBaeTcs IIPENCKA3yEMOCTb,

BO3MOKHOCTbB MOHUTOPHUPOBATH COCTOSHHEC 1o HWHIUKATOPHbIM



CUMIITOMAaM WJIU J1a0OpaTOPHBIM MapaMeTpam);

1) 00paTUMOCTb;

M) MOTEHIHATHHBIN MEXaHU3M;

H) YpPOBEHb JIOKA3aTEJIbHOCTH W HEOMPEJEICHHOCTH, BKIOYas
aHaJIu3 NpOTUBOpeUAINX (PAKTOB (MPU HATUYKH).

8.5.16.4.2. Ilpm mnoaroroBke IIOOb 11 JekapCTBEHHBIX
MpernapaToB C HECKOJbKMMM TIOKa3aHUsIMHU, (OpMaMHu BBIITyCKa WU
crocobamMu BBEJICHUS B CiIydae HalMuus CYIIECTBEHHBIX pa3IUudil 10
UJICHTU(PUIUPOBAHHBIM U TOTEHIUAJIBbHBIM PUCKAM MOXKET OBITh
00OCHOBAaHHBIM TIPEJICTABICHHE JAHHBIX IO PHUCKAM OTAEIBHO TIO
nokaszaHusiM, (popMaM BBIITyCKa WIM crioco0aM BBeJeHUs. MOryT OBbITh
MIPEJICTABIICHBI CIICTYIONINE PA3/IEIbl:

a) pUCKH, XapaKTEPHBIC JJI JIEUCTBYIOIIETO BEIIECTBA;

0) pUCKH, XapaKTE€pHBIE JUJIsl ONpPEICTICHHBIX (OPM BBIyCKa WIH
crocoOOB  BBeIEHMs  (BKJIIOYash BO3JEWCTBUE TPU  BBIOJHEHHUU
npodheCCUOHAIBHOM e TETLHOCTH);

B) PUCKHU, XapaKTEPHBIE JIJIsl ONPEICICHHBIX MOMYJISIINH;
I') PUCKH, CBA3aHHbIE C MpUMEHEHHEeM Oe3 Ha3HaueHHs Bpada (s

JACUCTBYIOIIMX  BEIIECTB, KOTOpbIE TMpeACTaBiIeHb B  (opmax,
OTIYCKaEeMbIX IO PEENTy U 0e3 perenTa);

1) mpoOsieMbl MO OE€30MacCHOCTH, CBS3aHHBIE C OTCYTCTBYIOIIEH
uHpopmaruen.

8.5.16.5. Ilogpazaen ITIOOb «2dhdekTHBHOCT MEP MUHUMHU3AIUU
purcKa (€Ccu OHU MIPUMEHSIIUCEH ))».

Mepsl MHUHUMHU3AIMM pPHUCKAa BKJIIOYAIOT B cebs JedcTBuS,
HalpaBJIeHHbIE HA  MPEAOTBpPAIICHWE HEXKEIATeIbHBIX  PEaKIni,

CBSI3aHHBIX C BO3JICHCTBHEM JIEKAPCTBEHHOIO Mpenapara, Tu00 CHIKEHHUE



CTEMEHU HX TSKECTH MMPU BO3HUKHOBEHUH. llenbro AEATETbHOCTH 10
MUHUMU3AIMA PUCKA SIBIISIETCS CHUXKEHUE BEPOSTHOCTH PA3BUTHUS WU
CTEMEHU TSKECTH HEXKeNaTeIbHbIX JIEKAPCTBEHHBIX peakuuil. Mepsbl
MUHHUMM3ALUA PUCKA BKJIIOYAIOT B €05l pyTUHHBIE MEPhl MUHUMU3AIUU
pucka (Hampumep, usMenenuss B OXJII) wiu qOomOTHUTEIBHBIE MEPbI
MUHUMU3AIMA ~ pUCKa  (Hampumep, mpsiMoe  UHOOPMUPOBAHHUE
CHEHHAINCTOB CUCTEMBI 3JpaBOOXPAHEHUU WU OO0pa3oBaTEIbHBIE
MaTepualbl).

B noapaznene qoJpkHBI OBITH MPENCTABICHBI PE3YJbTAThl OLIEHKU
3 PeKTUBHOCTH MEp MHHUMH3ALUM pucka. B 00001IeHHOM BuUJE
MPEJCTABIISIETCS. COOTBETCTBYIOMIAasi UHGopMalus mo 3OPEKTUBHOCTH U
(M) OrpaHUYECHHUSIM KOHKPETHBIX MEP MUHUMH3AIUNA PUCKA MO BaXKHBIM
UICHTU(DUIIMPOBAHHBIM PUCKaM, KOTOpas ObUIa MOJy4YeHa 3a OTUYETHBHIN
nepuo. Pe3yiabTaThl OIEHKHM 32 OTYETHBIM MEPUO]| MPEICTABISAIOTCS B
MPUJIOKEHUU K OTUETY.

8.5.17. Paznen IIOOb «O1ieHKa MOJIB3BD.

8.5.17.1. Tlompaznen «Baxnas Oa3ucHas wuHopMalus 1O
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO TIpemapara, TMOJydeHHas B XOJe
KJIIMHUYECKUX MCCIIEIOBAHUN U MPUMEHEHUSI B MEAUIIMHCKON MPAKTUKE
[1OOB.

B mompasnmene cymmupyercs  OCHOBHass — WHGpOpMAIs IO
3(PEKTUBHOCTH JICKAPCTBEHHOTO IIpermapara B XO0J€ KIWMHHYECKUX
ucciaegoBaHuii u  3¢G(DEKTUBHOCTb, MNPOJEMOHCTPUPOBAHHAS  MPHU
MPUMEHEHUN B MEIUIIMHCKOW MPaKTHKE OT Haudajla OTUYETHOTO IMEePHUO/Ia.
Janunass wuHbopManus JOKHA HMMETh OTHOIIEHUWE K OJOOpPEHHBIM
MOKA3aHMSIM K IPUMEHEHHUIO.

I[J'ISI JCKAPCTBCHHLBIX IIPCIIAPaTOB C HCCKOJIBKMMH I1I0OKAa3aHHUSAMU,



[EJIEBBIMU TIOMYJISIUSIMU U (WJIM) ClIocoOaMu BBEICHUS MOJIb3a JIOKHA
OBITh OXapaKTEpPHU30BaHA B OTACIBHOCTH MO KAKIOMY (PaKkTopy.

JIJist TeKapCTBEHHBIX MPEMapaToB, Y KOTOPHIX 3a OTYETHBIN MEpUO
OBLIN BBISIBJICHBI CYIIECTBEHHBIC M3MEHEHUsI PO uiisa 6€30MacHOCTH WU
3 PEeKTUBHOCTH, MaHHBIM TMOJpa3/iesl JOHKEH BKJIOYaTh B ce0s
JOCTaTOYHYH0  MH(pOpManuio 10  OOOCHOBaHHUIO  OOHOBJIEHHOU
XapaKTEPUCTUKUA TIOJb3bl JIECKAPCTBEHHOI'O TMperapara, OTPaKEHHOU B
nojpasjaene «Xapakrepuctuka moias3e» [I00b. Conepxkanue U CTeneHb
nAeTanu3zanuy  UHGOpPMAILMKM, TPEJACTABICHHOWM B  pas3jierne, MOXET
BapbUPOBATHCS II0 Pa3IMYHBIM JIEKAPCTBEHHBIM IMpenaparam (Mpu
HEO0OXOJIMMOCTH) CJICAYIOIIUE ACTICKTHI:

SIUIACMHUOJIOTHA U IIPOUCXOKIACHNUC 3a6OJ'I€BaHI/IH;
XApaKTCPUCTHUKA ITOJIB3bI (Haan/IMep, AUarHoCTN4cCKasi,

NpOPUIAKTUYECKAS,, CAMIITOMATHYECKasi, 00JI€3Hb-MOAUPUIIUPYIOIIas);

BA)KHBIE KOHEYHBIE TOYKH, MOATBEPKIAIOIINE MOJB3Y (Hampumep,
BIIMSIHHE HA CMEPTHOCTh, CHMIITOMATHKY, HCXO/IbI);

J0Ka3aTenbCcTBa 3(H(HEKTUBHOCTH B KIMHUYECKUX HCCIIEOBAHUAIX U
MEIUIMHCKON TMpaKTUKE [0 CPAaBHEHUIO C MpernapaTtoM CpaBHEHUS
(HanpuMmep, CpaBHUTENIbHbIE KIMHUYECKHWE MCCIIECOBAHUS C AKTHUBHBIM
KOHTpPOJIEM, METa-aHaJn3bl, 00CEPBALIMOHHBIE UCCIEAOBaHUA);

TEHJEHUMA W (WJIM) JI0KAa3aTeIbCTBAa IOJIb3bl IO  BaXXHBIM
NOMYJIALIMOHHBIM ~ MOArpyIIaM (HampuMep, BO3PACTHBIM, IIOJIOBBIM,
STHUYECKUM, TII0 CTEINEeHH TSHKECTH 3a00JIeBaHUsl, T'€HETUYECKOMY
noauMop@u3My) B CiIyyae, €CiIM STO HMEET OTHOIICHHH K OIICHKE
COOTHOILEHUS «I10JIb3a — PUCKY.

8.5.17.2. Ilogpaznen I1IOOb «HoBas BeIsiBIeHHAsT WHGOpPMALUS 110

3(1)(1)6KTI/IBHOCTI/I, IMOJIYYCHHAA B XOJAC KIMHHUYCCKHX I/ICCJIGI[OBaHHfI u



MIPUMEHEHHUS B MEAUITUHCKON MTPAKTHKEY.

JIJ1si HEKOTOPBIX JIEKAPCTBEHHBIX MPENapaToB 3a OTYETHBIM MEPUOA
MOXXET OBITh IMOJyyeHa HoBas HHpopManus 1Mo 3PEGEKTUBHOCTH B
KIMHUYECKUX HCCIENOBAHUAX U MEAUIMHCKOW TMpakTUKe, KOTopas
J0JKHA OBITH MpeJCTaBlieHa B mojpasaene. OtaenbHas uHbOpMaIus 1Mo
J0Ka3aTeabHOW ©0a3e B OTHOIICHWH HEOJOOPEHHBIX IIOKAa3aHWM I10
MPUMEHEHUIO HE BKIIIOYAETCS B pas3fiel, 32 UCKIIOUEHUEM CIIy4YaeB, €Cliu
3TO UMEET OTHOIICHHE K OIEHKE COOTHOIICHHMSI «I0JIb3a — PUCK.

Oco0oe BHMMaHME B  TOJpa3fele  yJIelseTcss  BaKIUHaM,
aHTUUH(QEKIIMOHHBIM M WHBIM TMpernaparaMm, s KOTOPBIX H3MEHEHHS
TEepaneBTUYECKOM Cpellbl MOTYT TMOBIUATh HA COOTHOILIECHUE «I0Jb3a —
PHUCK» C T€YCHHEM BPEMEHHU.

Conepxanue u CTEIEHb AeTanu3aluu uHdopmanuu,
IpECTaBIsIeMOl B JAaHHOM pasjielie, MOXXET BapbUPOBATHCS B
3aBUCUMOCTH OT JIEKAPCTBEHHOrO TMpemapara. B cioydae OTCyTCTBUSA
HOBOI MH(pOPMAIIUU 32 OTUYETHBIM MEPUO MOKET MPUBOJAUTCS CChIJIKA Ha
pasmen «Baxnas OasucHas uHpopManus 1o  ADPEKTUBHOCTH
JEKapCTBEHHOTO TMpemapara, TOJy4YeHHas B XOJe KIMHUYECKUX

MCCIIEIOBAHUI U IPUMEHEHUS B MeAUUHUHCKOM npakTuke» [100Bb.

8.5.17.3. Iloapaznen IIOOb «XapakTepucTrKka MoJIb3bD».
B nonpazgene mnpexacrtaBisercss 0O0beAMHEHHAs WHQOpMAIUs IO

0a3MCHBIM M HOBBIM JaHHBIM IO TEPANEBTUYECKON TOJb3E, KOTOPHIC
CTaJIM U3BECTHBI 32 OTUETHBIN MEPHO/I 1O OJOOPEHHBIM MOKA3aHUSIM.

B ciyyae OTCYTCTBHUS HOBBIX JaHHBIX IO TPOPUIIIO TMOJb3bI U
OTCYTCTBUSI 3HAUYUTEJIbHBIX U3MEHEHUHN Mpoduiisi 0€30MaCHOCTH, JaHHBIN
Mo/Ipa3iell TOJDKEH CollepKaTh CChUIKY Ha mojapaszen «Baxuas 0asucHas

uHpopmanus 1o  3PGEKTUBHOCTH  JEKAPCTBEHHOrO  IIpernapara,



MOJIy4YeHHas: B XOJ€ KIMHUYECKUX MCCICAOBAaHUM M TPUMEHEHHUS B
MeauuuHcKkou mpaktuke» [100Bb.

B cnydae ecnu 3a OTYETHBIM Mepuoja ObUIa MOJTy4YeHa HOBas
uHopMalUsg 1O TEepaneBTUYECKOW IMOJb3€ U HE ObUIO 3HAYUMBIX
u3MeHeHuM npoduiist Oe30MacHOCTH, B paszflene KpaTKo MNPUBOIATCS
00beIMHEHHBIE JaHHBIE 110 0a3UCHON U HOBOM MH(OpPMAIIUHU.

B ciywae Hamuuus CYIIECTBEHHBIX HU3MEHEHHM Tpoduiis
0€30MacHOCTH JIMOO TOJIyYEHUs] HOBBIX JaHHBIX, IPEATNOJIararonux
3HAQYUTEIPHO MEHBIIUM  YPOBEHb TEPANEBTUYECKOW TMOJB3BI IO
CPaBHEHUIO C M3HAYAJIBHO MPOJIEMOHCTPUPOBAHHBIM, B pa3jeiie JOJDKHA
OBITh MpHBEJCHA KpaTKas KpUTHUYECKas OIEHKa JI0Ka3aTeIbHOM 0a3bl 1Mo
0e30macHOCTH U 3()PEKTUBHOCTH B XOJI€ KIMHUYECKUX HUCCIEIOBAHUN U
MEJIUIIMHCKOM MPAKTUKHU C YKa3aHUEM CleAyroleld nHPOpMaIiu:

KpaTKO€ OIHMCaHWE JOKa3aTeJbHOIO YPOBHA JAHHBIX IO
TEpaneBTUYECKOUN MoJib3e (TPOBOAUTCS OIEHKA CPABHUTEIHHOTO aClEeKTa
3 PEKTUBHOCTH, CTENEHU BBIpAXXEHHOCTH »dddeKTa, MNPaBUILHOCTU
CTaTUCTUYECKONM 00pabOTKHU, CIA0BIX U CUIBHBIX aCIIEKTOB METOJI0JIOTHH,
COOTBETCTBUS JaHHBIX B PA3HBIX UCCIICIOBAHUSIX;

HOBass MH(pOpMaIus, MOCTaBUBIIAS TMOJI COMHEHHE CypporaTHbIE
KOHEYHBIE TOYKH (IIPU HATUYHH);

KIIMHUYECKAasi 3HAYMMOCTh BBIPAXEHHOCTH TEPANEBTUYECKOTO
b dexra;

0000111aeMOCTh  T€paneBTUUECKOTO 3P (deKTa MexAy LeIeBbIMU
noArpynmnamMu  (Hanpumep, UHPoOpMamus O  HEJOCTATOYHOCTH
TepaneBTUYeckoro  3¢p@dexra 1Mo  Kakou-nubo  MOMyJISIIIUOHHOU
MOATPYIIIIE);

AJICKBATHOCTb XaPAaKTCPHUCTHUKHU «103a — TepaHGBTI/I‘IeCKI/Iﬁ OTBET»,



MPOIOJKUTEBHOCTD d(PheKTa;

cpaBHUTENBbHAS YPHEKTUBHOCTE;

OTpeJieJIeHue CTEeNEeHU, B KOTOPOW JaHHBIE MO 3(PPEKTUBHOCTH,
MOJIYYEHHBIC B KIMHUYCCKUX HCCICIOBAHUAX, MOTYT OBITH 00OOIIEHBI C
MOMYJIAINNEH, B KOTOPOM TPHUMEHSETCS JIEKApCTBEHHBIM TIpemapar B
MEIULIMHCKOW TTPAKTHUKE.

8.5.18. Paznen IIOOB «HTEerpupoBaHHbBI aHAIU3 COOTHOILICHUS
«T0JIb3a — PUCK» TI0 OJJOOPEHHBIM MTOKA3aHUSIM.

B pasmene gepkareneM  perMCTPaAIlMOHHOTO — YIAOCTOBEPEHHUS
JOJDKHA OBITh TpEJACTaBlieHa O000IeHHAas OIEHKA MOJIb3bl M PHUCKa
JIEKapCTBEHHOT'O TMperapara MpU €ro MPUMEHEHHH B KIWHUYECKOU
npaktuke. [lpeacTaBnsiercs KPUTHYECKUM aHAIUM3 M OObEIUHEHHAsS
uH(dopMalKs M0 MpeabIAYIIMM pa3fiejlaM B YacTH IMOJb3bl U pHUCKa 0e3
nyonupoBaHus ¢ uHpopmalen B moapaszaenax «OreHka puckoB U HOBOM
uHpopmaum» u «Xapakrepuctuka noyub3sn» [100Bb.

8.5.18.1. Tlompaznen IIOOBb «MHTerpupoBaHHbIA aHaAIU3 B
KOHTEKCTE COOTHOIIICHUS «IOJIb3a — PHCK» (BKIIOYAsT MEIUITUHCKYIO
MOTPEOHOCTH U Ba)KHBIE ATbTEPHATHUBEI )».

B moapazzaene mpenctaBisieTcsi KpaTKOE OMUCAHUE METUITMHCKOM
NOTPEeOHOCTHU B JIEKAPCTBEHHOM Mpernapare Mo 0J00OPEHHBIM MOKa3aHUSIM
u CYMMHPOBaHO 1o anbTEepPHATHBAM (METMKaMEHTO3HBIM,
XUPYPTHUECKUM WJIM MHBIM ITOKa3aHUSIM, BKITFOUAst OTCYTCTBUE JICUCHHUS ).

8.5.18.2. Tlompazmen II0OOb «OneHka mnpouenypsl aHain3a
COOTHOIICHUS «TIOJb3a — PUCKY.

COOTHOIIIEHHE «II0JIb3a — PUCK» HMEET pPa3IuYHOE 3HAUYCHHE B
3aBUCUMOCTH OT TIOKa3aHUH U 1eIeBbIX momyssaauid. CiaeaoBaTenbHO, I

JCKAPCTBCHHLBIX IIPCIIaApaTOB, 34apPCrUCTPUPOBAHHBIX II0 HCCKOJBKHM



NOKa3aHUsIM, COOTHOILIEHHUE «I0JIb3a — PUCK» JOJDKHO OBITH OIIEHEHO
OTJENBHO MO KaXJIOMY IMOKa3aHHI0. B ciydae Hamuuusi CyHIeCTBEHHBIX
pa3IUUMil COOTHOUIEHMS «II0JIb3a — PHUCK» MEXAYy NOArpynnamMu B
pamkax 1 MokazaHusi OIlEHKAa COOTHOIICHHS «I0JIb3a — PUCK» JOJKHA
OBITH TpeICTaBI€Ha OTIEIBHO U IS TMOMYJSIUOHHBIX MOArPYMIl (eciu
MPUMEHUMO).

8.5.18.2.1. OcHOBHBIE BONPOCHI B OTHOIIIEHUH TTOJIB3bI U PUCKOB:
KJIF0YeBasi MHQpoOpMaIus, TpeACTaBICHHAass B MPEANIECTBYIOIIUX

paszenax Mo IOJb3€ M PHUCKY, TOJDKHA OBbITh OOBEIUWHEHA C LEJbIO
OIICHKU WX COOTHOIICHWUS;

OLICHMBAETCA KOHTEKCT MPUMEHEHHUs JIEKapCTBEHHOIro Ipernapara
(uzneuenune, mpoduUIAKTUKA, JTUATHOCTHKA), CTEMEHb TIKECTH U
CEpbE3HOCTh  3a00jieBaHudA, LeJeBasg MNOMyJsus  (OTHOCUTEIBHO
3JI0pOBbIE, XpPOHUYECKHE 3a00JIEBaHU);

B OTHOIIEHUU IIOJB3bI OILIEHUBAETCS €€ XapakTep, KIMHUYECKas
3HAYUMOCTB, MPOIOJIKUTEIBHOCTD ahdekra, 0000111aeMOCTb,
J0Ka3aTeNbcTBO 3(PGEKTUBHOCTH y MAaIlMEHTOB, HE OTBEYAIOIIUX Ha
ATbTEPHATHBHOE JICUYCHUE, BBIPAXKEHHOCTh 3 (deKTa, WHIUBUAYATbHBIE
AJIEMEHTHI MOJIb3bI;

B OTHOILIEHWU PHUCKA OLEHUBAETCA KIWHUYECKAs 3HAYMMOCTh
(HampuMep,  XapakTep  TOKCUYHOCTH,  CEpPbE3HOCTh,  4YacTOTa,
MpEeJCKa3yeMOCTh, MPEAOTBPATUMOCTh, OOpPaTUMOCTb, BIMUSHHE Ha
MaIMeHTa), a TaKKe acIleKThl PUCKA, CBA3aHHBIC C MPUMEHEHUEM HE IO
OJIOOpPEHHBIM  TOKAa3aHUSIM, HOBBIM TOKAa3aHHUSIM, HEMPaBUIbLHBIM
MPUMEHEHUEM;

npu  (OPMYJIUPOBKE OIICHKA COOTHOIIEHHUS «IOJb3a — PHCK»

pacCMaTPUBAOTCA citabnle 141 CHUJIBHBIC CTOPOHHI, a TaKXKC



HEONPEIEIEHHOCTH J0Ka3aTeNbHOM 0a3bl C ONMHMCAaHUEM HX BIMAHHUS Ha
oueHky. IlpuBoauTCs XapaKTEepHCTHKAa OTIPAaHUYEHUW BBINOJIHEHHON
OLICHKH.

8.5.18.2.2. IlpencraBidroTcsi ONUCAHWUE W ApryMEHTAlUs
UCITOJIB3YEMOM METOJOJOTUH JUII OLEHKH COOTHOLIEHHUS «II0JIb3a —
PUCK»:

a) TMPEIINOJIOKEHUS, PACCMOTPEHHE, COOTHECEHUs, KOTOpbIE
NOATBEPKJIAIOT CIEIAaHHBIM BBIBOJ MO OIIEHKE COOTHOUIEHUS «IOJb3a —
PHUCK»;

0) KOMMEHTapUU B OTHOIIEHUH BO3MOYHOCTH BBIPAKEHUS TOJIb3bI
Y PUCKa B NPEJCTABICHHOM BU/JIE U UX COIOCTABIICHNUS;

B) €CJIM TpEeACTaBi€Ha KOJMYECTBEHHAs OLIEHKAa COOTHOIIECHMUS,
BKJIFOYAETCsl 0000IIEHHOE ONMCAaHUE METOJ0B OLICHKU;

) DSKOHOMHYECKass OLEHKa (Hampumep, «CTOUMOCTh  —
3Q(EeKTUBHOCTb») HE  JIOJDKHA  PAcCMAaTpUBaTbCAd  IPU  OLIEHKE
COOTHOIIEHUS «IO0JIb3a — PUCKY.

8.5.19. Pazmen IIOOb «3akmouenne [IOOb wu mnpennaraemeie
MOCJIEIYIOIINE JEUCTBHS B KOHTEKCTE CIETAHHON OLICHKN.

axmountenbHbid pasgen [IOOb nommken comepkaTh 3aKIIOYEHUE
O BJIMSIHUM HOBOM WMH(OpMalMM, BBISIBICHHOW B OTYETHBIA MEpPUO, Ha
OOLIyI0 OLEHKY COOTHOUIEHUS «I0JIb3a — PHUCK» 10 KaKIOMY
0JI0OpEHHOMY TMOKa3aHWI0, a TaKXKe MO MOJArpynnaMm MalueHTOB (eciau
MIPUMEHHMO).

OCHOBBIBasICh Ha OLICHKE KyMYJIITUBHBIX JAHHBIX 110 O0€30MaCHOCTH
U aHAIN3y  COOTHOLIEHWS  «MOJb3a —  PHUCK»,  JIepKaTelb
PETUCTPAIIMOHHOTO YAOCTOBEPEHHSI JOKEH OLEHUTh HEOOXOAMMOCTh

U3MEHEHUs1 MH(OpMalUU O JIEKApCTBEHHOM IIpernapare U MPeasIOKUTh



KOHTEKCT COOTBETCTBYIOIINX U3MEHEHUH.

3akiaroueHue JOJDKHO BKJIIOYaThb B ce0s  MpeABapUTENIbHBIC
MPEAJIOKEHUS 110 ONTUMU3ALMNK WIH JTaJbHEUIEeH OIEHKE COOTHOIICHUS
«MOJib3a — PHUCK» C LEJIbI0 UX TMOCIEIYIOMIEro OOCYXKICHHUS C
YIOJTHOMOYEHHBIMU opraHamu roCyJ1apCTB-UJICHOB. JlanHbie
MPEIIOKEHUSI MOTYT BKJIIOYATh B ¢€0s1 MEPhl MUHUMHU3AIMN PUCKA.

B oTHOlIEHMM NE€KapCTBEHHBIX IMPENapaToB, UMEIOIIUX IUJIAH IO
dbapMakoHaI30py ¥ MUHUMHU3AIUU PUCKA, TPEITIOKEHUS JOHKHBI OBITH
BKJIFOYEHBI B IJIaH 1O (hapMaKOHAI30py U TUIAH MUHUMU3AIUU PUCKA.

8.5.20. Paznen [TOOBb «IIpunoxenus k [IOOby.

Paznen noikeH BKIIOYATh B ¢€0s CIEAYIONINE PUIIOKEHHUS:

a) crpaBovyHas WH(poOpMaIus;

0) KyMmyIaTuBHbIe oOoOmarmue TaOJWYHBIE JaHHBIE IO
CEpPbE3HBIM  HEXKEJIaTeNbHBIM  SIBJICHUSIM, BBISIBIIGHHBIM B XOJ€
KIIMHUYECKUX UCCJICIOBAaHU;

B) KYMYJSITUBHBbIE M HHTEpBaJbHbIE 0000IIaONIMEe TaOJIUYHBIE
JAHHBIE 10 CEPhE3HBIM U HECEPHE3HBIM HEXKEIATEIbHBIM PEaKIUSIM 10
JAHHBIM MMOCTPETUCTPALIMOHHOTO TPUMEHECHUS;

r) TaOJIMYHBIE JJAHHBIC 110 CUTHAJIAM;

1) OIIEHKA CUTHAJIOB (€CII MPUMEHUMO);

€) TMepeYeHb BCEX MOCTPETUCTPAIMOHHBIX HCCIEIOBAHUN 10
0€30IacHOCTH.

8.6. Cucrema kauectBa [IOOb Ha ypoBHE nepxkarens
PETUCTPAIMOHHBIX yI0CTOBEPEHUMN

JlepkaTenap PErHCTPAlMOHHOIO YIAOCTOBEPEHUS JIOJKEH HUMETH

c(hOopMUpPOBAHHBIE CTPYKTYPhl U MPOLECCHI sl MOATOTOBKU, KOHTPOJIS

KauecTBa, 0030pa u mpexactaBieHuss I[1OOb, BkIOYas KOHTPOJb



UCIIOJTHEHUSI B TIPOIIECCE U MOCJe MX OLEHKU. J[aHHBIE CTPYKTYphl U
MPOIIECCHl JTOJDKHBI OBITH OIMHKCAaHBl B TMPOIEAYpax, MPUHSITBIX B BUJC
MUCHbMEHHOTO JIOKYMEHTA, CUCTEMBbI KauyecTBa nepkaTens
PETUCTPALIMOHHOTO YJIOCTOBEPEHMUSI.

[Iporeccrl dapmakoHam30pa BKIIOUYAIOT B ceOs psii HAMpaBIEHUH,
KOTOpbIE MOTYT OKa3aTh HEMOCPECTBEHHOE BiMsiHUE Ha kadecTBO [10Ob
(HampuMep, 00paboTKa COOOIIEHUM O HEXeNaTeIbHBIX PEaKIUsX,
MOJIYYCHHBIX B PAMKaX CIIOHTAHHOTO PETOPTUPOBAHUS WIIH KIIMHUYECKUX
UCCJe0oBaHuM, 0030p JUTEpaTyphbl, BHISIBICHHE, BaIUAAIlUs U OLICHKA
CUTHaJIa,  JOMOJHUTEIbHBIE  Mepbl 1Mo  (apMakoHAI30py M|
MOCTPETUCTPALMOHHON HCCNEOBATEIBCKON NIESITEIbHOCTU, MPOLETYpPb
00paboOTKu U 00bEAMHEHUS JAHHBIX MPHU OLEHKE MOJb3bl U PUCKA U Ap.).
CucreMa KayecTBa JI0JIKHA OMKUCHIBATh B3aMMOCBSA3b MEX/TY MPOIECCaAMHU,
KaHajabl MHOOPMUPOBAHUSA U OOS3aHHOCTH TO MpoleaypaM cbopa Bcei
uMerolie otHomenue nHpopmaruu s BriaodeHus B [IOOB. [JomkHbl
ObITh pa3pabOTaHbl M BHEJPEHBI JOKYMEHTHUPOBAHHBIC MPOUEAYPHI IO
KOHTPOJIIO KayecTBa MPOIIECCOB C IEJbI0 00eCHedYeHus MOJHOTHI U
TOYHOCTH JIAHHBIX, MPEJICTABIIAEMbBIX B ITIOOB. Baxnocthb
MHTETPUPOBAHHOM OLIEHKU COOTHOUIECHHUS «I0JIb3a — PUCK» OMpEAeasieT
HEO0OXOAMMOCTh OOECIeueHrs BKJIaJa Pa3IMYHBIX JIETIapTAMEHTOB WU
otaenoB npu noaroroske [100Bb.

I[TOOb nomxeH coaepkaTh OILIEHKY CIEIMAJIbHBIX 3alpoCOB IO
acnekram Tmpoduisi 0e30MacHOCTH CO CTOPOHBI  YIOJHOMOUYEHHBIX
OpPraHoB  TOCYJApCTB-YJIEHOB. Y  JepKaTedss  PErucTPaliuoOHHOTO
YAOCTOBEPEHUS [OJDKEH OBITh pa3paloTaH M BHEAPEH MEXaHU3M,
oOecreurBarOMil  HaaIexalyro oO0paOOTKy M OTBETHl Ha 3amlpOChI

YIOJIHOMOYCHHBIX OPTaHOB roCy1apCTB-4JICHOB.



[IpencraBinenue 0000IMIAOIUX TAOJMYHBIX JaHHBIX  JIOJIKHO
MOJIBEpraThCsl MpoIeaype Bepu(dUKalMU JaHHBIX B OTHOILIEHUU 0a3
JaHHBIX JIepXkKaTelid PEerucTpallMOHHOrO YJOCTOBEPEHHUS C  LENbI0
oOecrie4eHrs] TOYHOCTH W TIOJHOTHI TMPEACTABIAEMBIX JaHHBIX B
OTHOIICHUHM HEXEJaTelIbHbIX peaknuii W sBiueHui. [Iporeccer
pa3MenieHus 3anpocoB B 0a3e NaHHBIX, UCTIOIb3yEeMbIC MapamMeTphbl IS
U3BJICYCHUS JAHHBIX U KOHTPOJb KaueCTBA JOJDKHBI OBITh HaJJIEKAILUM
00pa3oM JOKYMEHTHPOBAHBI.

Hannexamas cucrema kadecTBa JepiKaTessi PEruCcTPAllMOHHOTO
YIOCTOBEPEHUS JOKHA HCKIIOYUTh PUCK HEBBINIOJHEHUS JieprKaTesieM
PErHCTPAllMOHHOTO  YJOCTOBEPEHUs TpeOOBaHUM 3aKOHOJATENIbCTBA,
TaKHUX KakK:

HEempeJCcTaBjIeHue oT4era: TmonHoe HenpencrasieHue [10OBD,
HapyuieHue rpaduka uim cpokon nogaun [10OB (0e3 mpeaBapuTENBHHOTO
COIJIACOBAHHUS C YIOJHOMOYEHHBIMU OpraHaMy roCy1apCTB-UJI€HOB);

HEOOOCHOBAHHOE HEINPEJCTABIECHUE 3alPOIIEHHON HH(OpMAaIuy;
HU3KOE KadyeCTBO OTYETOB (IJI0OXO€ JOKYMEHTUpPOBAaHUE JIHOO

HeJocTaTouHass uWHGOpMalMsig WIM  OlLEHKa, MpeACTaBICHHBbIE IS
BBITIOJIHEHUST aHaJIM3a HOBOW MHQOpMAIMK MO 0€30MacCHOCTH, CUTHAJIOB
1o 0e30MacHOCTH, OLIEHKU PHUCKA, OILIEHKH IOJb3bl U UHTETPUPOBAHHOTO
aHaau3a COOTHOIIEHUS «IMOJIb3a — PUCK», OTCYTCTBUE YKa3aHUS O
HEMPaBUIBHOM NPUMEHEHUH, OTCYTCTBUE CTaHAAPTHOW TEPMHHOJIOTHH,
HEOOOCHOBAHHOE MCKJIIOUEHUE CIIy4aeB, HEMpeJCcTaBlieHne MHGOpMaIuu
1o (pakTopam pHcKa);

npeacrasienne I[1OOBb 6e3 oTpaxkeHuss paHee MOIYYEHHBIX
3aMpoOCOB OT YIIOJIHOMOYEHHBIX OPTraHOB rOCY1apCTB-UJICHOB.

Bce 3HauuMmpble OTKJIOHEHMS OT npouocaypnsl IMOATOTOBKH H



npeactabieHuss [IOOb nomxkHbI ObITH JOKYMEHTHUPOBAHBI W MPUHSTHI
COOTBETCTBYIOIIIME  KOPPEKTHUPOBOUHBIE W MNPEAYNPEIUTEIIbHBIC
MeponpusTus. JlaHHas JOKyMEHTaIMs JTOJKHA OBITh JOCTYIHA B JH000€
BpEMS.

B cnyuae nenerupoBanusi oGsi3anHOcTed 1o moaroroke [1OOb
TPETBUM CTOPOHAM JEepKaTelb PErUCTPAlMOHHOTO YIOCTOBEPEHUS
JOJIKEH 00ECIIEYNTh HAJIMYUE Y TPEThEN CTOPOHBI HAJIIEKAIIEH CUCTEMBI
KauyecTBa, COOTBETCTBYMOIIEH  TpeOoBanusiMm mnpaBa Corws3a U
3aKOHOJATEIbCTBA TOCYIaPCTB-UJICHOB.

8.7. O06yuenue nepcoHana npoueaypam no [1OOb

OTBETCTBEHHOCTHIO JIMIIA, YIIOJHOMOYEHHOTO M0 (hapMaKoHaI30py,
SABJISIETCS OOECIIeUeHUE HaJIexKalle KBain(puKayu, onbiTa U 00y4eHus
nepcoHana no ¢papMakoHaJ30py, OLIEHKE MEAMIIMHCKON uHbOopManuu u
KOHTpOJSI KayecTBa, 3aJICICTBOBAHHBIX B MpOLEAypax MOATOTOBKH,
0030pa, KOHTPOJIA KadecTBa, oneHkH U npexacrasienus [100b. Crnenyet
OCYILIECTBJISITh HEOOXOoAMMOE OOyuYeHHE MO Pa3JIMYHBIM Mpolieccam,
acrieKTaM 3HaHUW U HaBbIKaM, CBS3aHHBIM C (hapMaKOHAI30POM.
HamnpaBnenus oOyueHHsI JIOJKHBI BKJIIOYATh B C€0sl ACMEKTHI IMpaBa
Coro3a 1 3aKOHOAATENBCTBA FOCYAAPCTB-YWICHOB, PYKOBOJICTB, HAYUHYIO
OLIEHKY JaHHBIX, MUCBMEHHBIE MPOUEAYPHI IO ACIEKTaM IOJTOTOBKH
[TOOB. JlokyMeHTHUpOBaHUE Tpollecca 00YUEeHUS JOJKHO MOATBEPKAATh
€ro MPOXOXKAEHUE 10 Havayla BHITIOJTHEHUSI COOTBETCTBYIOIIUX (PYyHKIIUI

o ITOOB.
8.8. [Topsanok nipencrasnenusi [I00b

8.8.1. Cranmaptasiil nopsaok npeacrasienus [100B.
[Tepuoauunocts u cpoku mnpencrarieHus [IOOb nexapcTBEHHBIX



MpenapaToB  ONPENETSIOTCA COIJIaCHO TEPeYHI0, YTBEPXKIAEMOMY
YIIOJTHOMOYEHHBIMU OpPraHaMu FOCy1apCTB-YJICHOB.

s JIEKapCTBEHHBIX IIPENaparoB, MEXKTyHAPOJIHOE
HEMAaTEeHTOBAHHOEC HAWMEHOBAHMWE WJIM TPYNIIHMPOBOYHOE HAMMEHOBAHHUE
KOTOPHIX HE BKJIIOUYEHBl B YyKa3aHHBIA TMEPEUYCHb, MNEPUOIUIHOCTH
npencrasienus [I0Ob cocrapiser:

KOKJble 6 MECSIeB OT MEXIyHAapOJHOW JaThl PETUCTpPAlMU B
TEUECHUE MEPBBIX 2 JIET;

€XEroJIHO B TEUCHUE MOCIEAYIONUX 2 JIET;

nanee — Kaxple 3 roja.

Cpoxk nogauu [1IOOb cocrasnsier He O6osee 90 kaneHAapHBIX AHEH C
JaThl OKOHYaHUs cOOpa JaHHBIX.

8.8.2. Bueouepennas nogaua [IOObD.

IIOOb mnomnexur nogaue HezamemmuTeabHO. [loaroroska 110OOb
JOJIKHA OCYIIECTBIAThCA He Oosiee, yeM 60 KalleHIapHBIX JHEH ¢ HaThl
MOJY4YeHUs]  MHCBMEHHOTO  3ampoca  YIOJHOMOYEHHOTO  OpraHa
rocyaapCcTBa-4iCHa.

8.8.3. ®opma noaauu [10OB.

I[TOOb nognexut nmomavye B AIEKTPOHHOM BHUAE C BO3MOKHOCTBIO
TEKCTOBOT'O TIOMCKAa HA PYCCKOM SI3bIKE WM AHTJIUUCKOM SI3BIKE C
00s13aTeNIbHBIM TE€PEBOJIOM HA PYCCKUM SI3BIK CIEAYIONIUX Ppa3esioB:
KpPaTKOE U3JIO)KEHHE OCHOBHOI'O COJIEPMAHUSI, THTETPUPOBAHHBINA aHAIIN3
COOTHOIIEHUSI «IOJb3a — PHUCK» MO OJOOPEHHBIM MOKAa3aHUSIM H
3akiaroueHue. 1o 3ampocy yrmoaHOMOYEHHOTO OpraHa rocyaapcTBa-4ieHa
Jep)KaTelb PErUCTPAIMOHHOTO YIOCTOBEpeHUsi 00s3aH B TeueHuu 30

KaJICHAAPHBIX I[HGﬁ CO OHA MOJYUYCHHA TaAKOTO 3alpoca MNpCACTABUTDL



IIEPEBOJT HAa PYCCKUM sA3BIK Apyrux pasnaesos [I0OBD.

8.9. ITpouecc onenku [1OOb Ha TeppUTOPUAX TOCYIAPCTB-WICHOB

YHOJTHOMOYEHHBIMU ~ OpraHaMHM  TOCYJApPCTB-YJIEHOB  JIOJIKHO
obecrieunBaThCcs BhINOIHEeHHE oleHkH [IOOBb ¢ nenbplo ompeneneHus
COOTBETCTBHSI TpeOoBaHusiM TipaBa (Coro3a W 3aKOHOAATEILCTBA
roCyJIapCTB-4JICHOB, a TakXKe€ BO3MOXKHBIX HW3MEHEHUN mpoduis
0€30I1acCHOCTH JIEKAPCTBEHHOI'O TMpenapaTa U BIUSHUS TUX W3MEHECHUI
Ha OIIEHKY COOTHOIIICHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOIO Mpemnapara.

9. YnpaBienue
CUTHAJIOM

9.1. CTpyKTyphI 1
IPOLIECCHI

9.1.1. UcTOYHMKH MOTYUYEHUS CUTHAJIOB U UX 00paldoTKa.

9.1.1.1. UcTtouHuku TOJy4EHUsI CUTHAJIOB BKIIIOYAIOT B ce0si Bce
JaHHBIEC, IIOJIy4aeMble MPU NPUMEHEHHUH JIEKapCTBEHHBIX IPENapaToB,
BKJIIOYasl JOKIMHUYECKUE W KIMHUYECKUE J[IaHHBIE, JAHHBIE METOJO0B
dbapMakoHaa30pa M CHUCTEMbl KOHTpPOJS KaydecTBa. JlaHHbIE MOTyT
BKJIIOYaTh B c€0d CBEACHUS, IIOJyYae€Mble CHUCTEMOM CIIOHTAHHOTO
pPENOPTUPOBAHUSI, CHCTEMAMH AKTUBHOIO MOHUTOPHMHIA, B PE3YyJIbTATE
IPOBEACHUS  HEMHTEPBEHLIMOHHBIX  HMCCIENOBAHUM,  KIMHUYECKHX
UCCJIE0BaHUM U U3 IPYTUX UCTOYHUKOB UHGOPMAIIUH.

9.1.1.2. CurHasipl U3 CIIOHTAHHBIX COOOIIEHUI MOXKHO OOHAPYKUTh
B HMHIUBHUIYaJIbHBIX COOOLIEHUAX O HEXKEJIATENbHBIX pPEaKUHUX,
BKJIFOYEHHBIX B 0a3bl JAHHBIX O HEXKEJIATEIbHBIX PEAKIUIX, CTaThAX M3
HayyHol  Jsrepatypsl, [IOOb  wmu  gpyroid  uHboOpmanuwu,

MPEJICTABIICHHON JEPXKATEIIMUA PETUCTPALMOHHBIX YAOCTOBEPEHUU B



pamMKax mpoueayp, onpeneaeHHbIx nmpaBoM Coro3a U 3aKOHOIaTeIbCTBOM
roCyJapCTB-4JICHOB (HampuMep, U3MEHEHUSI M JOTIOJHEHHUsI, TIPOIJICHNE,
00s3aTeNbCTBA IO MOCTPETUCTPALIMOHHBIM  HCCIEJOBAaHUSAM)  WJIU
MOCTOSIHHO BBITIOJTHAEMOT0 MOHUTOPHUHTA COOTHOIIEHHUS «II0JIh3a — PUCK
JIEKapCTBEHHBIX MIPENapaToB.

9.1.1.3. CurHanel MOryT OBITh BBISBIIEHBI MPU IPOBEICHUU
pa3IMYHBIX  BHUJIOB  MCCJIEAOBAHUM,  BKIIOYAs  JOKJIMHHUYECKUE,
WHTEPBEHIIMOHHBIE " HEWHTEPBCHIIMOHHBIE UCCIeA0BaHus,
CUCTEMAaTUYECKHe 0030phl, METa-aHAIN3bl. PaznmuyHbie BUABI aKTUBHOTO
MOHUTOPUHTA MOTYT TIOMOraTh B BBISIBIGHUU CHTHAJIOB, a TaKXKe
CTUMYJIMPOBATH nporecc pENOPTUPOBAHUS CIielMaIMCTaMU
OMPEICICHHBIX TUIIOB HEXEIATEIbHBIX PEAKIIUH.

9.1.1.4. Jlpyrue HUCTOYHUKU HH(POPMAIMU BKIIOYAIOT B ceOs
nH()OPMAITMOHHO-TEICKOMMYHHUKAIIMOHHY O CEeTh «HTEepHETY,
nudpoBbie cpeacTBa (OOIIEIOCTYIMHBIE BeO-CAlThI, COIMAJIbHBIE CETH,
OJIOTH) WK JPYTUE CUCTEMBI, Yepe3 KOTOpbIE MAIMEHThl U MOTPEOUTEH
MOTYT COOOIIUTh OO0 OIBITE Pa3BUTUS HEXKEJIATEIbHBIX PEAKIUNA Ha
JIEKapCTBEHHbIE MTpEnapaThl.

9.1.2. Merononorust 00pabOTKH CUTHAJIOB.
9.1.2.1. OOHapyXeHUE CUTHAJIOB [JOJDKHO NPUAEPKUBATHCS

CTPYKTYPUPOBAaHHOM M TIPU3HAHHOW METOAOJIOTHUU, KOTOpas MOXKET
BapbUPOBATHCS B 3aBUCMMOCTH OT BHJa JICKAPCTBEHHOTO IIperapara, B
OTHOIIIEHUU KOTOPOTO BBITIOJIHAETCS MPOIIeAypa.

9.1.2.2. C 1ICJIBIO OLICHKH JIoKa3aTeabHOM OCHOBHI,
MOATBEPKIAIOMIEH MOCTYNUBIIUNA CUTHAJ, HEOOXOJUMO MPUMEHSTH
CTPYKTYPUPOBAHHYIO W TPU3HAHHYIO METOJIOJOTHI0, KOTOpas JI0JKHA

YYUTHIBATDb KIIMHUYCCKYIO 3HAYUMOCTB, CTCIICHDb AOCTOBCPHOCTH



B3aMMOCBSI3H, COTJIACOBAHHOCTh  JAHHBIX, B3aUMOCBS3b  CTCTICHU
BO3JICUCTBUS U peaKIuw, IPUYIUHHO-CJICACTBEHHYIO CBSI3b,
OMOJOTUYECKYI0 MPaBAONOAO0OHOCTh, IKCIIEPUMEHTAIBHBIE PE3yJIbTaTHI,
BO3MOKHBIE CXOJIHBIC 110 XapaKTepy SBJICHUS JaHHbIC.

9.1.2.3. 1lpm npHOpPUTH3ALMKM CUTHAJIOB YYWUTHIBAIOT HOBU3HY
BBISIBJICHHON B3aMMOCBSI3W WM JICKAPCTBEHHOTO Mpemnapara, (HaKkTOpbI,
HMEIOIIIME€ OTHOIICHWE K 3HAYUMOCTH B3aWMOCBSI3H, CEPbE3HOCTHU
COOTBETCTBYIOIIEH peaknuu W (PaKTOpPhl, HMMEIONIME OTHOIICHUE K
JTOKYMEHTUPOBAHUIO COOOIICHMUS.

9.1.3. IIpouecc 06pabOTKH CUTHAJIOB.

9.1.3.1. Brenenue.

9.1.3.1.1. IIporecc 0OpabOTKKM CUTHAJIOB BKJIIOYACT B CeOS CTAIUM
OT BBIABJICHUS CHUTHajJa JI0 BBIpabOTKM pekomeHmanmii. IIpaBuna
BBITIOJTHEHUs] O0OpaOOTKM CHUTHAJIOB HMMEIOT OTHOIIEHHE KO BCEM
3aMHTEPECOBAHHBIM CTOPOHAM, YIaCTBYIOIIAM B KOHTPOJIE OE30MaCHOCTH
3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPETApaTOB.

9.1.3.1.2. Ilpomecc 00pabOTKH CHUTHAJIOB BKJIIOYAET B ceOs
CJIEIYIOIINE CTAUU:

a) BBISIBIICHUE CUTHANA;

0) BanuaaIys CUTHAJIA,

B) aHAJIM3 U IPUOPUTU3AIUS CUTHAIIA;

I') OLICHKA CUTHAJIA;

1) pEKOMEH/IAIU 10 ACHCTBUSIM;

¢) oOMeH nHdopMaIuei.

9.1.3.1.3. IlpencraBieHHbIE BBIINIE CTaaUuU Mpolecca 00padOTKU

U3JI0KEHBI B JIOTUYECKOW TMOceAoBaTebHOCTH. PaboTa ¢ oTaenbHBIMU
JAOCTYIMHBIMA  WCTOYHHUKAMH  HMH(POPMAIUH, HCIOIB3YEMBIMH IS
OOHapy>KEHHUs] CUTHAJIOB, MOXET IMOTpPeOOBaTh TMOKOCTH B 00pabOTKe

CHUT'HAJIOB, B HaCTHOCTH.



ecim  OOHapy)XKeHue  CUTHaJIOB  Oa3zupyercss Ha  o03ope
WHIUBHUIYATHHBIX COOOIICHUN O HEXKEIATEeIbHBIX PEaKIUIX, MpoIeaypa
MOXKET BKJIIOYATh BEpU(DHUKALUIO U MPEABAPUTEIHHYIO MPUOPUTH3AIIUIO
0oOHapy>KCHHOT'O CUTHAJIA;

€CIM  CWUTHAJ] BBISABICH 1O OOBEIWHEHHBIM  pE3yJIbTaTam
UCCJIEAOBaHUs, KakK TMPaBUJIO, HEBO3MOXKHO  OLECHHUTh  KaXJ0e
WHIUBHyaIbHOE COOOIIEHWe, W B peE3yibTaTe BaIHMIAINH MOXKET
MOTPeOOBATHCSI COOP JOTOJIHUTEIBHBIX TAaHHBIX.

Pexomengarmuu mo AeHCTBHAM (C  TOCIEAYIONIAM TPUHATHEM
pEIIeHUsI B COOTBETCTBHM C MEXIYHAPOJAHBIMH JIOTOBOPAMH M aKTaMH,
coctapisitomumMu  1ipaBo  Coro3a, W 3aKOHOJATEIIBCTBOM TOCYIApCTB-
YJICHOB) U OOMeH uH(dOpMaluel SBIAIOTCS KOMIIOHEHTaMH, KOTOpbIE
HEO0OXOAMMO YUUTHIBATh HA KKION CTaJuH Mpolecca.

9.1.3.2. BrigBiieHue curgana.
9.1.3.2.1. Ko BceM MeTomam BBISIBJICHUSI CHUTHAlIa MPUMEHSIOTCA

cJenyIolre TpeOOBaHUs:

a) UCITOJIb3YEMBIM METOJ JOJIKEH COOTBETCTBOBATh 00bEMY JTaHHBIX
(HarmpuMep, UCIOJIb30BAHUE CIIOKHBIX CTATUCTUUYECKUX METOJOB MOXKET
HE MOJXOIUTh JJISI HEOOJIBIIOT0 00beMa TaHHBIX);

0) HEOOXOIWMO YUYWUTHIBaTh JaHHBIE W3 BCEX COOTBETCTBYIOIIMX
WCTOYHHUKOB;

B) JOJDKHBI OBITh BHEAPEHBI CHUCTEMBI, TapaHTUPYIOIIUE KauyeCTBO
BBITIOJTHSEMOM JIESITEILHOCTH 110 0OHAPYKEHUIO IAHHBIX;

r) pe3yiabTaTbl 0030pa KyMYJSITUBHBIX JIAHHBIX  JIOJDKHBI
CBOECBPEMEHHO u HaJIeKaIIuM obpazoM OIICHUBATHCS
KBaJIU(DHUITUPOBAHHBIM JIUIIOM;

1) Ipy OOHAPY>KEHUHU YTrPO3bl OOIIECTBEHHOMY 3/I0POBBIO JIOJIKHBI



MpEeANPUHAMATELCS He3aMeTUTENbHBIC U 2 ()EKTUBHBIC NEHCTBHUS;

€) TMpOIeCC BBISABICHUS CHUTHAIOB JOJDKEH OBITh HaJJIC)KAIIUM
o0pa3oM JOKYMEHTHpPOBaH, BKJIOYas OOOCHOBaHME MeToda U
MIEPUOTMYHOCTH BBITIOJIHCHHS ICUCTBUH 110 OOHAPYKCHHUIO CUTHAJIOB.

9.1.3.2.2. OOHapyxeHHE CHUTHAJIOB MO O€30MaCHOCTH MOXKHO
OCYIIECTBIISATh HAa OCHOBaHWHM 0030pa 0a3 JaHHBIX HMHIAUBUAYaJIbHBIX
COOOIIICHUH O HEeXeJIaTeIbHBIX PEaKIHsIX, CTATUCTHYSCKOrO aHan3a
OonpIUX 0a3 JaHHBIX WM Ha OCHOBAaHMHM KOMOMHHPOBAHHOTO ITOAXO07A,
OCHOBAHHOTO Ha COYETAHUH dTUX METOJIOB.

9.1.3.2.2.1. O630p MHAUBHUIYAJIBHBIX OTYETOB IO OE30MACHOCTH.
NunuBuyanbHble COOOIIECHUS O HEXEIATEIbHBIX PEaKIUIX MOTYT

ObITh MOJYYEHbl U3 CIMOHTAHHON CHUCTEMBI PEMOPTUPOBAHUS, AKTUBHBIX
GbopM MOHUTOPHHIA, KIMHUYECKUX WCCICAOBAHUM WJIM MOTYT OBITh
onyOJIMKOBaHbl B MEIUIIMHCKOW nuTeparype. Hanmuuue 1 coobuieHus o
CEePbE3HOM WM TSHKEJIONW HekKeaaTelIbHON peakuuu (Hampumep, o0
aHa(QUIAKTUYECKOM IIIOKE) MOXKET OBITh JOCTATOYHO IJIsi TOTO, YTOOBI
oOpaTuTh Ha ATO COOOIEHHE BHUMAHUE U MPEANPUHATH AaIbHEHIINE
nevctusi. Unpopmanus, moasiexaiiias orieHKe, J0JKHa BKIIIOYaTh B ce0s
KOJMYECTBO  COOOUIEHUH  (ITOCiI€  MCKIIOYEHHS]  MOBTOPSIFOUIUXCS
COOOIIIEHNIT U cooO0IIeHn, O(QOPMIIEHHBIX HEHAJJIEKANUM 00pa3oM),
aemorpaduueckue JaHHBIC TMalMeHTa (HampuMep, BO3pacT W TI0J),
MO/I03PEBAEMBII JIEKapCTBEHHBIN Mpenapat (HarmpuMmep, BBEEHHAs 103a)
U HEeXENaTelIbHYI0 peakiuio (HalmpuMep, NpPHU3HAKM U CHUMIITOMBI),
BPEMEHHYIO B3aUMOCBSI3b, KIIMHUYECKUM UCXO/1 B CBSI3U C MPOJOJDKEHUEM
WU TpeKpalieHHueM TMpHueMa JIEKapCTBEHHOIO TIpernapara, Hajaudue
MOTEHIIMAIBHBIX aJbTEPHATUBHBIX TNPUUYUH PaA3BUTHSA HEXKENIATEIHLHOTO

SABJICHUA, OLICHKY OTIIPABUTCIIEM COO6H_[€HI/IH HpH‘IHHHO-CJ’IGI{CTBGHHOﬁ



CBSI3U U JIOCTOBEPHOCTh OMOJIOTMYECKON U (PapMaKOJIOTrHYECKOU CBSI3H.
9.1.3.2.2.2. CtaTuCTHUYECKHAE aHAIU3HI B OOJIBIIINX 0a3ax JTaHHBIX.
Cy1ecTByIoT pa3JIMYHbIC CTaTUCTHYECKUE METO/IbI

aBTOMATHYECKOTO BBISIBJICHUS CUTHAJIOB UCXOMs u3

HEMPOMOPIIMOHATLHOCTA KOJMYECTBA OTUETOB, TO €CTh 00Jiee BBICOKHUI

YPOBEHb  pPEHOPTUPOBAHUSA O  MPEANOJIAraeMOM  MOA03PEBAEMOM

HEXKENaTeIbHOW PEaKMi Ha COOTBETCTBYIOIIEE JEHCTBYIOIEE BEIIECTBO

WM JICKapCTBEHHBIM  TpemapaT MO  CpPaBHEHUIO C  JIPyTHUMHU

JEHCTBYIOITMMH BEIIECTBAMH WJIW JICKAPCTBEHHBIMU IMpernapaTaMu B 0aze

naHHbIX. Mcrmonb30BaHWE CTATUCTUYECKUX METOAOB MOJIXOJUT HE IS

Bcex cutyaruil. [Ipu ncnonb30BaHUM CTATUCTUUECKUX METOJIOB U BHIOOpE

KpUTEPHEB WACHTU(DUKAIIMN CHUTHAJIOB CJAEAYET YUYUTHIBATh 0O0BEM

JAHHBIX, TOJHOTY  JOCTYMHOWM  WHGOpPMamMKd W  CEPhE3HOCTh

HEeXKeJaTeJIbHOW PEeaKIIUH.

[TeproaYHOCTD BBITIOTHEHUS CTATHCTUYECKOTO aHaim3a Oa3bl
JAHHBIX W TEHEPUPOBAHMS CTATHUCTHYECKOTO OTYeTa 3aBHUCUT OT
XapaKTepUCTUKH  JEHUCTBYIOIIETO BEIIECTBA WM  JIGKAPCTBEHHOTO
mpernapara, IOKa3aHUM K TPUMEHEHUIO U TMOTCHIMAJIbHBIX WU
UISHTH(UIIMPOBAHHBIX PUCKOB.

9.1.3.2.2.3. KoMmOuHaius CTaTUCTHYECKUX METOJOB U 0030pa
WHIUBUIYTHHBIX OTYETOB 110 OE30MMaCHOCTH.

CraTucTiueckue OTYEeThl MOTYT OBITh IpeaHa3HAYEHBI IS
BBISIBIICHUS MO103PEBACMBIX HEeXKeJaTeIbHBIX peaKIni,
COOTBETCTBYIOIIUX  NPEABAPUTEIBHO  OMNPEICICHHBIM  KPUTEPHUIM
4aCTOThI, CTETNICHU TSKECTH, KIMHUYECKONW 3HAYMMOCTH, HOBHU3HBI WJIU
CTaTUCTUYECKOM B3auMMOCBsA3U. Takue (QUIbTpYIOIUEe METOJbl MOTYT

YIOPOCTUTh OTOOP HaumOojiee BAXKHBIX HHAWUBUIYATbHBIX COOOIICHUN O



HEXENATeIbHBIX PEeaKIUAX, paccMaTpPHBAaeMbIX Ha TIEPBOW CTaJHH
npouenypsl. [IpeaenbHoe 3HaYeHHE MOKA3aTeNsl, UCIONIb3YEMOE B STOM
bunpTpyroIeM mnporecce (HarpuMmep, He MeHee 3 COOOIIEeHMIT), MOXKET
BapbUPOBATHCSI B 3aBUCUMOCTH OT  KJIMHHYECKOW  3HAYMMOCTHU
M0JI03PEBAEMOI  HEXKENaTeIbHOW pPEakIMu W CHUTHajla, BIMSHHUS Ha
OOIIIECTBEHHOE  37I0POBBE U CTENIEHH  PACIpPOCTPaAaHEHHOCTH
WCITOJTh30BaHMSI JICKAPCTBEHHBIX MPEapaToB.

[Ipu wucnonb30BaHUU ABTOMATHYECKOTO CKPUHUHTA B MPOIECCE
OOHApy>KEHUsi  CHUTHAJIOB COOTBETCTBYIOIIIME  HWHAUBUIyaTbHBIC
COOOIIEHUSI O HEXKENATeNbHBIX pEeaKIUsIX CJeAyeT B JallbHEHIIeM
U3y4aTh M0 OTJAEIHLHOCTH.

He3aBucumMo OT UCHONB3yeMOTO  CTaTHCTHUYECKOTO  METO/a
npoueaypa oOHapyKEHHUs CUTHAJIOB BCETAa JOJDKHA BKJIIOYATh B ceOs
KIIMHAYECKYIO OIICHKY. Craructudeckuit METOJ SIBJISICTCS

JOIIOJIHUTECIIBHBIM METOJ0M BBIABIICHUA U BaJlMJallM CUT'HAJIA.

9.1.3.3. Banmumanus curuaia.
9.1.3.3.1. IIpu BBISIBJICHWH CUTHAJIA BBIMOJIHACTCSA OLICHKA JAaHHBIX

C LENbI0 BepuuKalMu U MOATBEPXKACHUS TOro ¢akrta, 4YTO JOCTYITHAS
nH(pOpMAITUs COACPKUT JOCTATOYHBIE T0KA3aTeILCTBA BBISBICHUS HOBOM
MOTCHUUAJIBHON MPUYUHHO-CJICICTBEHHOM CBSI3M WJIM HOBOTO acCIleKTa
paHee  YCTAHOBJIEHHOW  B3aMMOCBA3U.  Pe3ynbraTel  Baluaaluu
OMPECIISIIOT HEOOXOAUMOCTD JIaJbHEUINEeH OIIEHKU CUTHAaJA.

[Ipu BBITTOTHEHUU TPOLEAYPHI BAIMAAIWA CUTHAJIA HE3aBUCHUMO OT
MCTOYHUKA €0 MOJyYeHUs HEOOXOAMMO YUUTHIBATH:

9.1.3.3.1.1. Knuanveckas 3Ha4uNMOCTb, HAITPUMED:
YPOBEHb JIOKA3aTEJIbHOCTH B OTHOIICHUW MPUYHUHBI SIBIICHUS

(HampuMep, KOJIUYECTBO COOOIIEHUM C yUeTOM BO3JEHCTBUS, BPEMEHHOM



B3aMMOCBSI3H, MPABIONOJA00HOCTH (BEPOSTHOCTH) MEXaHM3Ma Pa3BUTHS
HEXKENaTeNIbHOM ~ peakiluu, pe3yJibTaTOB OTMEHbl W  TOBTOPHOTO
HA3HAYEHHS JIEKAPCTBEHHOTO Tpernapara, albTePHATUBHOTO OOBICHEHUS
WM MHBIX TPUYUHHBIX (DaKTOPOB);

CEpPbE3HOCTh HEXKENATEIbHON peaKIuy U €€ UCXO/I;
HOBM3HA peaKlu (HaIIpuMeEp, HOBBIE U CEPhE3HbIC HEKEJIaTEIbHbIC

pEaKLNN);

KJIMHUYECKUM KOHTEKCT (Hampumep, Moj03peHre Ha KIMHUYECKUM
CUHJIPOM, BKJIFOUAs IPYyTHE PEAKIINHN);

BO3MOJKHBIE JIEKAPCTBEHHbBIC B3aUMOJICHCTBUS U PEAKIIUU Y OCOOBIX
IPYIIN NAIMEHTOB.

9.1.3.3.1.2. IlpenmectBytomas HHPOPMALIUS:
uH(opmarus yxe BxatoueHa B OXJIII wiu UMIT (JIB);
CUTHQJI YK€ OLEHEH YIOJHOMOYEHHBIM OPraHOM TIoCyJapcTBa-

yreHa B [IOOb wumu IIYP, aubo oOcyXkaeH Ha YpOBHE HAyIHOTO
HKCIIEPTHOIO KOMMTETA, JHOO SIBISJICS OCHOBAHUEM JUIsSl PErYJISTOPHOM
MPOLEAYPHI.

Kak mpaBwiio, Banuganuy mojuiekaT CUTHANIBI, HE OTHOCSIIHECS K
BbIIEyKa3aHHbIM. OJIHAKO 10 YK€ M3BECTHBIM CHUTHAJlaM MOXKET
noTpeOoBaThCsl MPOBEACHUE BAJIWJALUM B Clydae MOJ03PEBAEMOTO
BBIABJIICHUSA  OTIMYMM [0  4YacTOTE€  Pa3BUTHs,  JUIMTEIBHOCTHU
NIEPCUCTUPOBAHUS, CTENEHW TSHKECTH WM HKcXoJa  (Hampumep,
BBISIBJIEHHBII BO B3aUMOCBSI3M JIETAJIBHBIM HCXOJ) IO CPAaBHEHUIO C
JAHHBIMA WJIA XapaKTEPUCTUKOW, BKIOUeHHbIMU B OXIJIII mnm panee
paccMaTpUBaeMbIMH YIIOJJHOMOYEHHBIM OPraHOM I'OCYIapCTBa-4JICHA.

9.1.3.3.1.3. Hanuuue napyrux HMCTOYHUKOB HH(OpMalNH, 00BEM
NAHHBIX KOTOPBIX IO ONPEIACICHHOM HEXKENaTeJIbHOU  peaKkuuu

MPEBBIIIACT NMPEIIIESCTBYIONTY0 HH(OPMALIHIO:



a) IUTEpaTypHbIC JAHHBIE O TOJOOHBIX COOOIICHUSX;

0) DKCHEPUMEHTAIIbHBIE  PE3YJAbTAaThl WM  OUOJOTHUYECKHE
MEXaHU3MBI;

B) 0030p Oosee KpymHBIX 0a3 JaHHBIX (0OBEAMHEHHBIC Oa3bl
JAHHBIX YIOJHOMOYEHHBIX OPTaHOB rOCYAapCTB-YJICHOB).

9.1.3.3.2. Curnan mpuoOpeTaeT CTaTyC BaJIHAMPOBAHHOIO, €CIU
npoiecc BepU(pUKAIMU BCEd HMEIOIIEH OTHOIIEHUE JIOKYMEHTAIuu
CBUJIETEIILCTBYET O MPEANOI0KUTEILHO HOBOM MPUUYUHHO-CIIEJCTBEHHOMN
CBS3U WJIM HOBOM aCIIEKTE M3BECTHOW B3aMMOCBSI3H, U, CJIE€I0BATEINIBHO,
ABJISIETCSI 00OOCHOBAHUEM JAILHEUIIIEN OIIEHKU.

9.1.3.3.3. Curnan, i KOTOPOro B MPOIECCEe BAIMIAIMU HE ObLia
MOATBEPKJCHA TMPEANOJIOKUTEIILHO HOBasi MPUYUHHO-CIIEACTBEHHAs
CBSI3b WJIM HOBBIM aclEeKT M3BECTHOW B3aMMOCBSI3M, MOXET MOTpeOOBaTh
BBITIOJIHEHHUS ~ JaJbHEUINEro  aHajiu3a, Hampumep, B CIIydasx
HEJIOCTATOYHOCTH KOJIMYECTBA JOKYMEHTAllUH MO COOTBETCTBYIOLIEMY
CIy4yalr0 HeXeJaTellbHOW peakiuuu. B mogoOHBIX ciydasXx HOBBIE
COOOIIIEHUSI O  HEXEJIATEeJIbHBIX  pEeaKkIusiX  WId  Pe3ybTaThbl
MOCJEAYIOEr0 HAONIOJEHUST 10 paHee IMOJIYUYCHHBIM ClIy4dasM Hu3
nepuoja MOCTPErUCTPALUOHHOTO HaAOTIOJICHUS JOJKHBI
MepeCMaTPUBATHCS Y€PE3 COOTBETCTBYIOIINE MEPUOIBI BPEMEHU C LIEIIBbIO
oOecrieueHUsl y4yeTa W  PACCMOTPEHHS BCEX COOTBETCTBYIOLIUX
COOOIIECHUH.

9.1.3.3.4. [Jlepxareiu PErUCTPAIMOHHBIX YJIOCTOBEPEHUH U
YIIOJTHOMOYEHHBIE OPTraHbl TOCYJAPCTB-YJIEHOB JOJKHBI UMETh CHUCTEMBbI
OTCJIC)KUBAHMUS C IEIbI0 YyueTa pe3yJIbTaTOB BaJWJIallUM CHUTHAJOB,
BKJIIOUAsl U3YUYECHUE U OTCJIC)KMBAHUE MPUYMUH, IO KOTOPHIM CUTHAJBI HE

OBLIH IMPUHATBI KaK CBHUACTCIIbCTBYIOIIHUC O IIPCAIIOJIIOKHUTCIBHO HOBOU



IMPpUYIKMHHO- CHGI[CTBGHHOﬁ CBSI3M WJIM HOBOM AacCIIEKTE€ M3BECTHOM
B3aMMOCBA3HU, a4 TAKXKC HH(bOpMaI_II/II/I, KOTOpas IIoOMOrIjia OBl B TIOHCKE
HOI[O6HI>IX CIIy4acB 1 OICHKC CUT'HAJIOB.

9.1.3.4. AHanu3 ¥ TPUOPUTH3ALINS CUTHAJIOB.
9.1.3.4.1. KiroueBbIM 3JIEMEHTOM  TMpOLECCa  yIPaBICHUA

CUTHAJaMHU SIBJISIETCA HE3aMEIJIUTEIIbHOE OIPEJECICHUE WX BIUSHHUS Ha
OOILIIECTBEHHOE 370POBbE MJIM COOTHOIICHHE «IOJb3a — PHUCK»
JIEKQpCTBEHHOT0  TMpenapara y  MalMeHTOB,  IOJIBEPrarolIuxcs
BO3jeicTBUIO. [Iporiecc mpropruTU3aluK TOJIKEH BKIIOYATH B CE0S:

a) JI0OKa3aTeNbHOCTh U COTJIACOBAHHOCTH MH(OpPMAINH, HAPUMED,
Ononoruyeckasi JOCTOBEPHOCTh, OOJIBIIOE KOJIUYECTBO JOCTOBEPHBIX
CIy4yaeB, COOOILEHHBIX B TEUEHHE HEMPOJOJLKUTEIBRHOIO Iepuoaa
BPEMEHH, BBICOKME 3HAYEHUS TMOKa3aTeas O JUCIPONOPIIMOHATBLHOCTH,
ObICTpOE yBEJIIMYEHHE HTOrO TOKa3aTelsi ¢ TEUYEHHUEM BpPEMEHH,
UJeHTU(UKAIMSA CUTHAJIA B PA3HBIX YCIOBUSAX MIPUMEHEHHUs (Hampumep, B
aMOyJIaTOPHOW M KJIMHUYECKOW MPAKTHKE), UICTOYHUKHU WU CTPaHbl, U3
KOTOPBIX MOJYyYEHbI JaHHBIC;

0) BIMAHME HA MAIMEHTOB B 3aBUCHUMOCTH OT CTENEHU TSKECTH,
o0paTUMOCTH, TOTEHI[MATa MPEIOTBPAIICHUS U KIMHUYECKOTO HCXOMAa
HEXeNaTeIbHOW  peakluu, pe3yibTaThl  MNPEKpalleHus  JCUCHUS
MPUMEHUTEIFHO K TEUYEHHIO 3a00JIeBaHMS W JPYTUe TepareBTHUECKUE
NOKa3aTelu;

B) BJIMSHUE Ha OOIIECTBEHHOE 3J0pPOBbE B 3aBUCUMOCTH OT
CTENEHU MCIOJIb30BAaHUA JIEKAPCTBEHHOrO IpernapaTta B OOIIel rpymre
MalMeHTOB YW B  TOMNYJISIIIMOHHBIX TpyNmax pucka (Hampumep,
JIEKapCTBEHHBIE MPEMapaThl, UCIOIb3yeMble OEPEMEHHBIMU JKECHIIIMHAMU,

ACTbMHU WKW  ITOXHWIIBIMU J'IIOI[I)MI/I) U crnoco0a HCIIOJIL30BaHUSA



JIEKapCTBEHHOTr0 Ipenapara (HarmpuMep, HENpaBWIbHOE HCIOJb30BaHUE
WIM HWCIIOJIb30BAHME HE IO 3asBJICHHBIM I[IOKAa3aHUAM). BiusHue Ha
OOIIIECTBEHHOE 3/10POBbE MOXET BKJIOUATh B €€0sl OLIEHKY KOJMYeCcTBa
MAIlMEHTOB, Y KOTOPBIX MOXET Pa3BUThCA CEpbe3Has HexenaTesbHas
peakiysi, 3TO KOJHUYECTBO JOKHO OBITh HM3YyUYEHO MO OTHOIICHHUIO K
oOmieil BBIOOpPKE MAalMEHTOB B OOWIEH Tpymme, rpynne MNalueHTOB C
LEJIEBbIM  3a00JIECBAHMEM M  TPYIIE MAaUWEHTOB, MOJABEPrUINXCS
BO3JICHCTBHIO;

I) IMOBBIIIEHHAs YacTOTa WIM CTEINEHb TSKECTH HW3BECTHOTO
HEXeJIaTeIbHOrO JIEUCTBUS;

1) HOBHM3HA IMOA03PEBAEMOI HEXKENIAaTeIbHOW peaklvK, HalpuMep,
€CJIM HEeU3BECTHAsl MOJJ03peBaeMasi HeXKeNaTebHasl Peakiiisl pa3BUBACTCS
BCKOpE TIOCJI€ TOCTYIUIEHHS] HOBOIO JIEKAPCTBEHHOTO TMPOAYKTa B
MEIUIMHCKYIO TPAKTUKY;

€) €eciaM 3asgBJICHUWE Ha  IOJYYEHHE  PETUCTPALMOHHOIO
YAOCTOBEPEHUS HOBOTO JICUCTBYIOIIErO BELIECTBA HAXOJUTCA Ha
pPacCMOTPEHHUH B YIIOJJHOMOYEHHOM OpTaHe rocyJapcTBa-4ieHa U CUTHAI
no Oe30MacHOCTH MOJYyYEeH W3 TPEeThed CTpaHbl, B KOTOPOM 3TOT
JIEKapCTBEHHBIN MpenapaT 3aperucTpUpOBaH, WIM B MHOM 0a3e JaHHBIX
[0 HEXeJaTeJbHbIM peaklUsIM OOHapyXeHa TsDKenas HeKelareabHas
peakuusi U3 TPEThEH CTpPaHbl, dTOMY CHUTHAIY TaKXe€ JOJKHO OBITh
yAEJIEHO BHUMaHUE.

9.1.3.4.2. B HEKOTOpBIX CllydasiXx MPUOPUTETHOE 3HAYEHUE OLICHKH
MOXET OBbITh OTJAHO CHUTHaJlaM, TIOJIyYEHHBIM B  OTHOIICHUU
JIEKapCTBEHHBIX MPENapaToB WU SIBICHUN C MOTEHIHAIBHO BBICOKUM
BHUMAaHUEM CO CTOPOHBI CPEACTB MaccoBOM wuHpoOpMauuu U

3aMHTEPECOBAHHBIX CTOPOH dbapmakoHazopa c LETBIO



HE3aMEJIJIUTENIbHOTO JIOHECEHUsI 10 OOIIECTBEHHOCTH M MEIUIIMHCKUX
Pa0OTHUKOB PE3yIbTATOB TAKON OIIEHKH.

9.1.3.4.3. Pe3ynbpTar npoueaypsl TpUOPUTHA3ALNN CUTHANA JOJKEH
BKJIIOYaTh B ce€0f PEKOMEHJAIMIO IO BPEMEHHBIM paMKaM OIEHKH
CUTHAaJa.

9.1.3.4.4. Pe3ynbpTar npoueaypsl NTpUOPUTHU3ALIMU CUTHANA JOJKEH
OBITh 3aHECEH B CUCTEMY OTCJICKUBAHUSI C 0OOCHOBAHHEM MPUCBOECHHOTO
YPOBHS IPUOPUTHU3AIIMN CUTHAIA.

9.1.3.5. Oenka CUrHajios.
9.1.3.5.1. 1llenpt0 OUEHKH CHUTHAJOB SABJSECTCA  H3YUYCHHUE

J0KA3aTeNIbCTB MPUINHHO-CIICICTBEHHON CBS3U HEXKEJIATEeIbHON peaKInu
U TI0I03PEBAEMOTO JIEKAPCTBEHHOTO CPEJICTBA C IIEJIbI0 KOJIMYECTBEHHOMN
OIICHKM B3aWMOCBSI3U (MIPEAMOUYTUTEIHLHO B a0COJIOTHBIX BEIWYMHAX) U
oTpeJieiICHUsT HEOOXOAUMOCTH cOOpa JIOMONHHUTEIBHBIX JaHHBIX WM
NPUHATHS PETYIATOPHBIX Mep. OIGHKa COCTOUT U3 THIATEIHHOTO
(bapMaKkoJIOTHUECKOTO0,  MEIUIMHCKOTO W SIHISMHOJIOTHYECKOTO
U3y4YeHUs Bcell wumeromencs HWHPOpMalMU 1O COOTBETCTBYIOIIEMY
curHairy. O030p MOJDKEH BKJIIOYATh JOCTYIHBIE (hapMaKoJIOTHYECKHE,
JTOKIMHUYCCKAE W KIMHUYECKHE JaHHBIC W JIOJDKEH OBITh MaKCHMAaJIbHO
MOJIHBIM TMPUMEHHUTEIHPHO K WMCTOYHHUKAM TMONy4YeHUs WHGOpPMAaIUH,
BKJIFOYAsl JaHHBIE JIOChE JICKAapCTBEHHOTO TMperapara Mpu Tojade
3asIBJICHUS HA PETUCTPAIMIO W TTOCIEAYIONNE U3MEHEHUS, INTepaTypHbIE
CTaTbH, CIOHTAaHHBIE COOOIICHUS M HEOMyOJIMKOBAHHYIO HH(POPMAIIUIO OT
JepkaTesied  peruCTPalMOHHBIX YIOCTOBEPCHUH M yIOJHOMOYCHHBIX
OpraHOB  TOCYJapCTB-4JeHOB. Takke  HEOOXOJAMMO  yYHTHIBATH
PEKOMEHIalINM BHENIHUX JKCepToB. Ecim wmHGOpMamus moiydeHa w3

HECKOJIBKUX HCTOYHHKOB, HGO6XOI[I/IMO YUYUTBIBATb YPOBCHb HUX



JI0Ka3aTEIbHOCTH M OTPAHUYCHUS C IIEJIbI0 OIICHKH WX BKJIajJa B OILICHKY
Borpoca mo Oe3zomacHocTU. CoBOKymHasi HWHQOpMaIUs U3 pPa3HBIX
HUCTOYHHKOB Takke TpeOyeT BBIOOpa MEXIYHAPOAHOW MPU3IHAHHOMN
TEPMHUHOJIOTUM MEIUIMHCKUX SIBICHHUI. B ciydae OTCYTCTBUS TaKOTO
TEPMHUHOJIOTHYECKOTO  OMNpeJeieHUusT  HEOoOXOJUMO  OINEpPalMOHHOE
olpeJieeHuE.

9.1.3.5.2. B HEKOTOPBIX CIydasx CUTHAJIBI HEOOXOIUMO OIICHUBATH
COTJIaCHO TEpareBTUYECKOMY YPOBHIO HWJIM KJIacCy CHUCTEMbI OPraHOB
700 Ha YpOBHE CTaHIAAPTU3WPOBAHHOTO 3ampoca (IIPU HCIOJIb30BAHUU
cioBapsi MmeaunuHCKo TepmuHosiorun MedDRA). Tlouck mndopmarmu
MOXET TOTPEOOBaTh BKJIIOUECHHS JPYTUMX JIEKAPCTBEHHBIX MpernapaToB
OJIHOTO KJIacCa W JPYrUX HEXEJIATEIbHbIX pEaKkIui, HampuMmep,
OTHOCUTEIBHO APYTUX TEPMHUHOB, MMEIOIIUX OTHOIICHUE K CIIOXKHOMY
3a00JIeBaHUIO (HAmpUMeEp, HEBPUT 3PUTEIBHOTO HEpBa KaK BO3MOXKHBIN
MEPBBIA MPU3HAK MHOYKECTBEHHOT'O CKJIEPO03a), pAHHEW CTaauU PEAKIUU
(HanmpumMmep, yaynHenue uaTepBaia QT) uinu KIMHUYECKUM OCII0KHEHUSIM
COOTBETCTBYIONIEH HEXKEIATEIBHOUN peakinu (HarpumMep, 00e3B0KUBAHUE
WJIM OCTpasi MOYe4Hasi HeJIOCTaTOYHOCTB ).

9.1.3.5.3. C6op wuHpopManuu U3 pa3HbIX HCTOYHUKOB MOXKET
3aHATh BpeMs. B 1emsx onTuMH3aldd Mpolecca  MOXKET OBITh
WCIIOJb30BAH, HAMpUMEpP, TMOIIAroBbIM METOJ OLIEHKU Ccurdaia. B
OTHOIIEHWH HOBOT'O CHUTHAJIa O TSDKEJIONW HEeOJIaronpusiTHON peakiuu
MOXHO TIPUHATH BPEMEHHBIE MEPHI, €CJIM B PE3yJIbTaTe MEPBOM CTaauu
OIICHKM Ha OCHOBAHWHU JIOCTYMHOW WHQPOpPMAIMHU ClIeTIaH BBIBOA O
MOTEHIIMAIIBHOM PUCKE, KOTOPBI HEOOXOAMMO MPETOTBPATUTD.

9.1.3.6. PekoMeHmanuu no AEWCTBUSIM YIOJTHOMOYEHHBIX OPTaHOB

rocyaapCrB-4JICHOB.



9.1.3.6.1. PexomeHmanmu 10 pe3ynbTaram OLEHKH MOTYT
BapbUPOBATHCSA B COOTBETCTBHHM C TPEOOBAHUSAMH, YCTAHOBJICHHBIMHU
aktamu opraHoB Coro3a WJIM 3aKOHOJATEIHCTBOM TOCYJapPCTB-YJICHOB, U
BBIBOJIaM 110 pe3yJibTaTaM OLEHKH CUTHAJIA.

HecmoTpst Ha TO, YTO PEKOMEHIAIIMU COCTABIISIOTCS MOCIE OIEHKHU
CUTHAJIa HAa OCHOBAaHMHU COBOKYMHOW HWHMOpManuu, HEOOXOAUMOCTH
JAEUCTBUN OIIEHMBAIOT B XOJE BCETO Ipoliecca yMpPaBJICHUS CUTHAIIOM,
ompenelsii 0OO0OCHOBAHHOCTh M II€JIECOOOPA3HOCTh 0Oojiee paHHUX
JEUCTBUI IO MUHUMHU3AIMNA PUCKA.

9.1.3.6.2. JleiictBusg mno pe3yiabTaraM OILEHKH CUTHalla MOTYT
BKJIFOYaTh B Ce0s JIOMOJTHUTEIIPHOEC W3YYCHHUE PHUCKOB WU MEPhI
MUHAMH3AIAA PHUCKOB, €CIM MEXaHW3Mbl Pa3BUTHSA IOJ03PEBAEMOI
HEeOIaronpusiTHON peaKiuu yKa3bIBaIOT Ha BO3MO>KHOCTb
NpEeAyNpexICHUSI WM CHIKEHHE CTENEHU THKECTH HeXelaTeIbHON
peaknuu. Eciin BBIBOJ OCHOBAaH Ha OTpaHWYCHHON WH(OOpPMAIIUHA, MOXKET
MOTPEOOBATHCSI  MPOBEJCHUE TMOCTPETUCTPAIMOHHOTO  HUCCIETOBaHUS
0€30MMacHOCTH C 1€IbI0 M3YYEHUs] MOTEHIMAILHOTO BOIpoca WU
poOIeMbI IO 0€30MaCHOCTH.

9.1.3.6.3. Ecmu ynomHOMOYEHHBIM OpraH TroCyJIapCcTBa-4jeHa
3ampalivBaeT |y JepAkKaTens — PETHCTPAIMOHHOTO  yJIOCTOBEPEHUS
MPOBEJCHUE JOMOTHUTEIBHBIX JEHCTBHM, B TAKOM 3alpoce HEOOXOIUMO
yKa3aThb CPOK BBINIOJIHEHHS JNEUCTBUM, BKJIIOYAs OTYETHI O JOCTUTHYTHIX
HEeIsX U TPOMEXKYTOUHBIX pe3yJibTaTax MPOMOPIHOHAIBHO CTEIEHU
TSXKECTU M BIMAHHUIO MPOOJIeMbl MO OE30MacHOCTH Ha OOIIECTBEHHOE
310poBbe.  [lepxkarTenb  PErUCTPAllMOHHOTO  YJIOCTOBEPEHUS U
YIOJIHOMOYEHHBIE OpraHbl TOCY/IapCTB-WICHOB JOJKHBI YYUTHIBAThH

BO3MOHOCTb IIPOBCACHUA HCCIICAOBAHNA B YCTAHOBJICHHBIC CPOKH C



Y4ETOM TapaMeTPOB HUCCIETYEMOIo BOIpoca OE30MacHOCTH, HaIlpUMeEp,
4acTOThl Ppa3BUTHSI UM TMOTPEOHOCTH B IIPOCIEKTUBHOM JU3aliHE
uccinenoBanus. CieayeT yUYUTBIBaTh BPEMEHHBIE MEPHI TT0 00CCIICUYESHUTO
6e3omacHoro u 3G (PEeKTUBHOrO MPUMEHEHUS JICKAPCTBEHHOTO Mpernapara
WA  yCTPAHEHUIO PpPHUCKAa, BKJIIOYAas BO3MOXHOCTbH BPEMEHHOIO
MPUOCTAHOBJICHUS ~ JEWUCTBUS  PETHCTPALIMOHHOTO  yAOCTOBEPECHUSA
JIEKapCTBEHHOTO Mpernapara.

9.1.3.6.4. B ciydae OTCYTCTBUSI pHUCKa [JI1 MalUEHTOB
YIIOJJHOMOUYEHHBIA OpPraH TOCyJIapCTBA-4JICHA MOYKET MPHUHSATH PEIICHUE
00 OTCYTCTBMHM HEOOXOAMMOCTH HalbHEWIIEeH OIEHKH WM JaIbHEHITHUX
JIEUCTBUH.

9.1.3.7. ObmeH unpopmanuen.
9.1.3.7.1. Cnenyet obecneunTh BO3MOXXHOCTb BBITIOJTHEHUSI OOMEHa

uHpopmanuend MeXay YIOJHOMOYECHHBIMU OpraHamMu TOCYJapCTB-
YJIEHOB, JEPXKATEISIMH PETUCTPALUOHHOTO YAOCTOBEPEHUS U JIPYTUMU
YYaCTHUKAMH C IEJIbI0 paclpoCTpaHeHHs] WHPOpMalMK O CHUTHajiax,
coopa JIOMOJHUTENbHBIX JAHHBIX, JajJbHEWIEed OIIEHKU BOIpoOca
0€30IMaCHOCTH W MPUHATUS PEIICHUS O 3allUTE 3JI0POBbS MAIMEHTOB.
Bpemennbie  TpeboBaHus 1o  0OMeHy  uH(MOpMalMEd  MOTYT
BapbUPOBATHCA B 3aBUCHMOCTH OT TPOOJEMBI TO OE€30MaCHOCTH, HO
uHdopmanus O  CUTHajgax  JOJDKHA  ObITh  pachpocTpaHeHa
HE3aMEJIUTENIbHO TI0CJIe BBIMOJHEHHUS MPOUEAYpbl HMX BalWJallUd U
MIPU3HAHUS UX BaJIUAUPOBAHHBIMU.

9.1.3.7.2. Jlep>xaTenu perucTpaldOHHBIX YIOCTOBEPEHHH MTEpEIat0T
BCIO COOTBETCTBYIOIIYI0O MH(GOPMAIIUIO O CUTHAJIaX B YIOJHOMOYEHHBIE
OpraHbl TOCYJapCTB-WICHOB (YTO COCTAaBISI€T YacTh OOA3aTEIbCTB IO

dbapMakoHaI30py M MOHUTOPUHTY COOTHOIIEHUS «IOJb3a — PHUCK»



JIEKApCTBEHHOr0 TMpernapara). BaiuaupoBaHHbIE CHUTHAJIbI, KOTOpPbHIE
MOTYT OKa3bIBaTh BIUSIHHE HA OOIIECTBEHHOE 3I0POBHE M COOTHOIIICHUE
«ImoJb3a — PHUCK» JIGKAPCTBEHHOTO TMpernapara, JODKHBI — OBIThH
HE3aMEeJIUTENIbHO Tepe/laHbl B YIMOJHOMOUYEHHbBIE OpraHbl rOCyJIapCTB-
YJIEHOB, a TAaKXX€ B COOTBETCTBYIOIIUX CIy4yasX MpPeICTaBICHbI
MIPEJIOKEHUS 110 BO3MOXKHBIM JICHCTBUSIM.

9.1.3.7.3. YIIOJTHOMOYEHHBIE OPTaHbl TOCYIAPCTB-YJICHOB MEPEIAI0T
pe3yJbTaThl  OLIEHKU CUTHAJIOB  JIEpKaTEIsIM  PETUCTPAIIMOHHOTO
yAOCTOBEPEHUH.

9.1.4. TpeGoBaHus K KaueCTRY.

9.1.4.1. ITpocnexMBa€MoOCTb.

Banupanus, npuoputrsanus, OleHKa, BpeMEHHbBIE CPOKH, PEILICHMUS,
NEUCTBUS, IUIAHBI, PEHNOPTHPOBAHUE, a TAKXKE MHBIE KIIOUEBbIE
MpoLeAyphl JOJKHBI HaAJeXaluM o0pa3oM JOKYMEHTHUPOBAThCS U
NEPUOIUYECKH OTCIEKUBATHCA. CUCTEMBI OTCIEKUBAHUS TAKXKE JTOJKHBI
OBITh JOKYMEHTHPOBAHbI W BKJIIOYATh B CE€OSl CUTHAJbI, B pe3yJibTaTe
MPOBEPKU KOTOPBHIX OBbUT CjelaH BbIBOJI 00 OTCYTCTBHM HOBOM
MOTEHIHAIBHON MNPUYHMHHO-CIIEICTBEHHOW CBSI3M WJIM HOBOI'O AacIeKTa
W3BECTHOM B3aMMOCBSI3H, TaK KaK OHU MOT'YT MPHUBIIEYb 0CO00€ BHUMAaHUE
B clly4yae MOCJIEeAYIoIero aHaiuza. Bce 3amucu MOMKHBI MOANEKATH
apXMBUPOBAHUI0O W XPAaHEHUIO B COOTBETCTBUU C JICUCTBYIOIIUMU
MpOIEypaMHu.

9.1.4.2. Cucremsbl KaueCTBa U JOKYMEHTAIIUSI.

9.1.4.2.1. BaxxHoii 0COOCHHOCTBIO CHUCTEMbI 00paOOTKH CHUTHAJIOB
SABJISIETCS ~ YETKOE€  JOKYMEHTHPOBAHHME C  IE€Jbl0  oOecredeHus
Hajgexamero U 3¢p(exKTuBHOro  (QYHKIMOHUPOBAHUS  CUCTEMBI,

CTaHJapTU3aIlii OOSI3aHHOCTEH W TPeOyeMbIX IEHCTBUM, BBITTOTHEHUS



ATUX JEUCTBUM JUIAMH C COOTBETCTBYIOIIEH KBalu(pUKAMEH U UX
MOHMMAaHUSI BCEMHM  BOBJICUYCHHBIMHU CTOPOHAMH, OCYIIECTBIICHHUS
HaJUIeKAIIEeTr0 KOHTPOJIA U (TIpu HEOOXOAMMOCTH) YCOBEPIICHCTBOBAHUS
cucteMbl. Mcxonst w3 AgaHHBIX TpeOOBaHUN JOKHA OBITH pa3paboTaHa
cucteMa oOecleueHrus U KOHTPOJIS KadecTBa B COOTBETCTBUM CO
CTaHJIapTaMH CUCTEMbI KaueCTBa, KOTOpas JOJKHA MPUMEHATHCS KO BCEM
npoleccaM yrmpaBjieHuss cUrHaiamu. JIoJbKHBI OBITh  pa3paOOTaHBI,
JOKYMEHTaIbHO O(OPMIICHBI W BHEIPEHBI TMOJAPOOHBIE MPOIETYPhI
cucTteMbl  kadectBa. HeoOxomumo  pacnpefenutb  (QyHKIUU |
O00S3aHHOCTH BHYTPU KOMIIAHUM OTHOCHUTENIbHO ACHCTBUUA W BEJECHUS
JOKYMEHTAIlMW, KOHTPOJS M M3Yy4YEHHUS BOIMPOCOB KAueCTBA, a TaKKe
MPUHATUS KOPPEKTUPYIOIUX U MPeAyNnpeauTesbHbiX Mep. Cro/ia Takxke
JOJIKHBI OTHOCUTBCSI OOS3aHHOCTH MO ayIUTy OOeclieueHHs KadecTBa B
CUCTEME YIpaBJICHUSI CUTHAJIaMH, BKJIIOYas ayJIuT CyONOApSIYUKOB
KOHTPAKTHBIX CTOPOH, BBIMOJHSAIOMIMX KaKUe-THO00 paboThl MO JTaHHOMY
HarpaBieHuto. JlomkHa OBITh TapaHTUpPOBaHA KOHPUACHIMATBHOCTD
JAHHBIX M JOKyMEHTAI[uu, O€30MacHOCTh U JOCTOBEPHOCTH JAHHBIX
(BKJIFOYAs LIEJIOCTHOCTD MPH MEPEAUe).

9.14.2.2. Cucrema OTCISKHUBAHUA [OJDKHA  0OecHeuYnBaTh
MOJIyYEHHE BCEMH BOBJICYEHHBIMH CTOPOHAMM JAHHBIX IO PE3YJbTAaTaM
ayIUTOB C  yKa3aHWeM JEHUCTBUH 1o  00pabOTKe  CUTHAJIOB,
COOTBETCTBYIOIIMX  3alpOCOB M WX pe3yabTaToB. llomyueHHas
uHpopmanus, TMOUCK, pe3yiabTaThl TOUCKA, OLEHKU U PEIICHUS
(IOJIOKUTENbHBIE U OTPUIATEIbHBIE) MO MOTEHIHAIbHBIM CUTHANaM, a
TaKXE€ pe3yJbTaTbl MPOBEPKM CHUTHANA TMOJJIEKAT apXHUBUPOBAHMIO.
JlaHHBIE JTOJDKHBI BKIIIOYATh PE3YIbTaThl BAJIUIAIIMU CUTHAJIA.

9.1.42.3. Moxer mnoTpeboBaThCAd HU3YyUYCHHE JTOKYMEHTAIUH



ACPKATCIIsI PErUCTPAIUMOHHOI0 yAOCTOBCPCHUS O CO6J'IIOI[CHI/II/I JaHHBIX
MOJI0KEHU I A0 U IIOCJIC ITPOLCAYPhI PECTUCTPpAllMK B LCIIAX BBIIOJIHCHUA
OLICHKH BBITIOJTHSIEMOM ACATCIIbHOCTHU WMJIN MHCIICKTHUPOBAHM.

9.1.4.3. O0OyueHue.
[lepconan pgomkeH OBITH CHENUATBLHO OOYYEH BBHITIOJIHCHHIO

ACUCTBUM 1O 00pabOTKE CHUTHAJOB COTJACHO paclpeeeHHBIM
GbyHKIMAM U 00s13aHHOCTAM. [Iporiecc MoKeT BKIIFOUATh B ce0s IEpCOHa
otzena 1o ¢papMakoHaJI30py, a TAKXKE MEPCOHAN, KOTOPOMY MOXKET CTaTh
U3BECTHO O TMOTEHIMAIbHBIX CHUTHAJIAX WM KOTOPBIA Yy4YacTBYET B
npoiecce 00paboTKHN CUTHAJIOB, HaIpuMmep, nepcoHan
aIMUHHUCTPATUBHOTO (mpaBOBOTO) oTJeNa, JOKJIMHUYCCKHX,
MEIUIMHCKUX,  (apMaKOdMUIAEMUOJIOTHYECKUX U MapKETHHTOBBIX
uccnenoBanuii. O0ydyeHue JOJDKHO BKJIIOYATh B C€0sl TEPMHUHOJIOTHUIO U
JIOCTyNHBIE 0a3bl JAHHBIX C HWCTOYHUKAMU CcUTHaJoOB. [Iporenypbl
CUCTEMbI OOYUEHHS U Pa3MEIICHHUE JJAHHBIX MO0 00YUYEHUIO JOJKHBI OBIThH
HaJJIeKaAIIM 00pa3oM JOKYMEHTHPOBAHBI, PE3IOME CICIHATIUCTOB U
OTMCAHUE BBIMOJHAEMBIX (DYHKIIUN MMOJJIEkKAT apXUBUPOBAHUIO.

9.2. Ponu n 00A3aHHOCTH.

92.1. Pomum wu 00S3aHHOCTH  YNOJHOMOYEHHBIX  OPraHOB
roCy/JIapCTB-4JICHOB.

YNOJIHOMOYEHHBINM OpraH rocy1apCcTBa-4JcHa:
KOHTPOJIMPYET JaHHBIE HAa CBOCU TEPPUTOPUH, BKIIOYAsl IAHHBIC,

MOJYYEHHbIE W3 HMHBIX HCTOYHMKOB, YKa3aHHbIX B mnoxapaszuaeine 9.1.1
HacToamux [IpaBu;

BBITIOJTHSICT BaJUJALUI0 U WMHBIE ATallbl MPOUEAYpPhl OOpabOTKU
CUTHAJIOB, TTOJIYUYE€HHBIX U3 JIOCTYITHBIX UCTOYHUKOB,;

NepeaeT CUTHAJIbI, MPOIIEIIINE Yepe3 MPOUEAyphl BAIUIAUUUA U



OLIEHKH, B COOTBETCTBYIOIIME 3KCIEPTHBIE KOMHUTETHI TOCYAApPCTB C
[ETBI0 ONpPEACIICHUS IIeJIECOO0Pa3HOCTH TOCHCAYIONINX JCHCTBUN 10
JNaJbHENIIEMY U3YUYCHUIO WM MUHUMU3AIMUA PUCKA;

BBITIOJTHSIET UHOOPMUPOBAHUE JIPYTUX YIOJHOMOYEHHBIX OPraHOB
rOCyJIapCTB-WICHOB O BBISIBICHHBIX CUTHAJIAX, MPOLICAIINX BaJIUIALHIO,

U pa3pabOTaHHbBIX MEpax.

9.2.2. ®OyHKIMU U OO0S3aHHOCTH JEpKaTelNsi PETrUCTPAIHOHHOTO
yYAOCTOBEPEHUH.

Jlep>kaTenb perucTpaluOHHOIO YOCTOBEPEHHUS:

KOHTPOJIMPYET BCE HMEIOIIMECS JaHHblE W HWH(OpMaluio 10
CUTHaJaM;

KOHTPOJIMPYET BCE MOSBIISIONIMECS JaHHbIE B 0a3ax MaHHBIX H
BBITIOJIHSIET MEXAYHApOAHOE OOHapykeHHe curHaioB. OOHapyKeHHE
CUTHQJIOB JIOJDKHO BKJIIOYaTh B Ce0sl WX BaIUAALMIO C YYETOM
KOMIIOHEHTOB TpeJCTaB/isieMOl MH(OpMaIuu, yKa3aHHON B TMOApa3/ese
9.1.3.3 nacrosimux Ilpasui;

BBITIOTHSIET BAJIMAAIMI0O BCEX OOHApPYKEHHBIX CUTHAJIOB W
COOOIIIaeT O HUX B YIIOJHOMOYEHHBIE OpPTraHbl FOCY/1apCTB-UICHOB;

YBEJIOMJIIET YIOJHOMOYEHHBIE OpraHbl TOCYJIapCTB-WICHOB B
Cllydyae BBIABJICHUS OHKCTPEHHON TMpoOJeMbl 1O O€30MacHOCTH B
pe3yabpTaTe OCYIECTBICHUS IEATEIbHOCTH TT0 OOHAPYKEHHUIO CUTHAJIOB;

COTPYJIHHYAET C YIOJIHOMOYEHHBIMU OpraHaMH roCcy1apCTB-4ICHOB
B BBITNIOJIHEHUM TPOLIETYP OLICHKA CUTHAJIOB MYTEM MPEACTABICHUS I10
3ampocy JOMOJIHUTEILHON HHPOpMAIUK;

oOecreurBaeT HAJIMYUE ayIUTOPCKOTO Ciie/ia M0 BCEM IPOLEypam

BBISIBJICHHWS CUTHAJIA.



9.2.3. IIpouecchl MOCIEeIYOIIEr0 PEryJINPOBAHHS.

B ciyuae mnpuHSTHS YHNOJTHOMOYEHHBIM OpPraHOM TOCYJapCTB-
YJICHOB PEIICHUS O HEOOXOAUMOCTH JIOMOJHUTEIBHBIX JCHCTBHI CHUTHAJ
OIICHWBAIOT U COTJIACOBBIBAIOT MOCJEAYIONINE JEHCTBUS B OTHOIICHUH
PErUCTPAIlMOHHOTO YJIOCTOBEPEHHUSI B TMpelesiax BPEMEHHBIX CPOKOB,
COpa3MEPHBIX CTENEHU M CEPbEe3HOCTH MpoOieMbl o Oe3omacHoctu. Ilo
pe3yJibTatam IpoIeAyp MOTYT ObITh MPUHSITHI CIEAYIONIUE PEIICHUS:

JIOTIOJTHUTEJIbHBIC OLICHKA VTN JEUCTBUS HE TPEOYIOTCS;

JepKaTeNib PETUCTPAIIMOHHOTO YJAOCTOBEPEHUS JOJDKEH MPOBECTH
JOTIOJIHUTENIBHYIO OIIEHKY JaHHBIX WU TIPEJCTAaBUTh PE3yJIbTaThl TaKOUH
OIICHKH COTJIACHO YCTAHOBJICHHBIM BPEMEHHBIM CPOKaM;

nepKaTenb PETUCTPAIIUOHHOTO YIAO0CTOBEPEHUS TOHKEH

npenoctaButh [10OOB ¢ y4eToM BBISIBIEHHOTO HOBOTO acmeKkTa mpoduiist

0Ee3011aCHOCTH;
JepKaTeb PETUCTPAI[MOHHOIO yI0CTOBEPEHUS JIOJKEH
po(MHAHCUPOBATh OCTPETHCTPAIHOHHOE HCCIIEIOBAHNE B

COOTBETCTBUM C COTJIACOBAHHBIM  MPOTOKOJIOM U  MIPEAOCTaBUTH
3aKJIFOUUTENbHBIE PE3YIbTAThl TAKOTO UCCIIEOBAHMS;

nepKaTenb PETUCTPALIUOHHOTO YAOCTOBEPEHUS TOJKEH
npeactaBuTh [TYP uiam ero oOHOBIICHHBIN BapUaHT;

JIepKaTellb PETUCTPAMOHHOTO YJIOCTOBEPEHHS JOJDKEH MPUHSTH
Mephl, TpeOyembie s obecnedeHust Oe3omacHoro U A(PGeKTUBHOTO
MIPUMEHEHUS JIEKaPCTBEHHOTO TIpernapara;

PETUCTPALIMOHHBIA  CTATYC MOJJICKUT U3MEHEHHIO, JEHCTBUE
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUSI JIOJDKHO OBITh MPUOCTaHOBJICHO,
OTO3BaHO WJIK HE MPOJJICHO;

JOJI?KHBI OBITH BBCJICHBI CPOYHLIC OI'PAHUYCHUA 110 6C3OHaCHOCTI/I;



HEOOXOAMMO  BBIMOJIHEHHE  BHEIJIAHOBOTO  HMHCIEKTHPOBAHUS
cucteMbl (hapMakoHaA30pa C IEIbI0 TMOATBEPXKJICHUS TOro, 4YTO
nep>KaTeab PEruCTPAIMOHHOTO YAOCTOBEPEHUS COOIIOaeT TpeOOBaHUS K
cucteMe (¢apMakoHaJ30pa, YCTaHOBJEHHbIC akTaMu opraHoB Coro3za H
3aKOHOJATEILCTBOM TOCYIaPCTB-YJICHOB;

HEOOXOJIUMO  BKJIIOUEHHE  TOJO03PEBAEMOT0  JIEKAPCTBEHHOIO
mpemapata B IIepeUYeHb  MPOAYKIIHH, KOTOpash  TOJJICKUT

AOIIOJIHUTCIbHOMY MOHHUTOPHHI'Y.

9.2.5. OTKpBITOCTb.

["ocynapcTBa-useHsbl JOJIKHBI OCYIIECTBJIATh KOHTPOJIb
CBOEBPEMEHHOCTH JIOBEJICHUA 10 OOIIECTBEHHOCTH BaXKHONU MH(POPMALINU
o mpobiemax 1o  O€30MACHOCTH,  BBIABICHHBIX  CHUCTEMOIl
dbapMakoHa30pa, MyTeM IMyOJMKAIIMKM HAa BEO-MOpTajie U MpU MOMOIIU

APYTUX TOCTYMHBIX CPEACTB JAOBEACHUS HHGOPMAITUH.

10. ITocTperucrpalinOHHBIE UCCIICAOBAHUS
0€30MacHOCTH

10.1.
BBenenue

[TocTpeructpainoHHOE UCcleI0BaHUE Oe30macHoCTH (fanee —
[IPUB)  nekapcTBEHHOro  TMpenapara  MOXKET  HHUIHUHUPOBATHCA,
KOHTPOJIUPOBATHCS W (brHaHCUPOBATHCS nepKaTeaeM
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS TO0OPOBOJIBHO WJIM B COOTBETCTBUU C
00s13aT€JIbCTBOM, HajaraéMblM Ha HEr0 YMHOJHOMOYEHHBIM OpPraHOM
rocyJlapCTB-4JICHOB ~ KaK  yCJIOBHUE  BBbIJaYM  PETUCTPALIMIOHHOTO

YAOCTOBCPCHUA HWJIM IIOCJIC BblAdYM PCTHUCTPAOMOHHOIO YIAOCTOBCPCHUA,



€CIIM CYIIECTBYET MPEAMNOJIOKEHNE O HAIMYUU PUCKOB, CBSI3AHHBIX C
3apETUCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  MPENapaToM, TPEOYyIOIIUX
JOTIOJIHUTEIILHOTO U3YYECHUS MyTEM ITPOBEJACHUS UCCIICIOBAHUS.

[TPUUBb MoxeT mnpeacTaBisTh COOON KIMHUYECKOE HCCIEIOBAHUE

HNJIM HCUHTCPBCHIIMOHHOC NCCIICIOBAHUC.

10.2. CTpyKTyphl U
IPOLIECCHI

10.2.1. O6macth NpUMEHEHHUS.

TpeOoBanus JaHHOTO pazjiesa MPUMEHUMbI K HEMHTEPBEHIIMOHHBIM
[IPUB, wHUIMUPOBAHHBIM, KOHTPOJUPYEMBIM WM (HUHAHCUPYEMBIM
NEPKATEIEM  PETUCTPAIMOHHOTO  YIAOCTOBEPEHUS HA  TEPPUTOPUU
rocyJlapCTB-4JICHOB ~ JOOPOBOJBHO  WIM B COOTBETCTBUU  C
00s13aTeNIbCTBAMM, HAJara€MbIMU Ha HETO YIOJHOMOYEHHBIMU OpraHamMu
rocynapctB-wieHoB. [IPUB BkitouaroT B ce0st MccienoBaHus, B MPOIECCe
KOTOPBIX COOWPAIOTCS JIaHHBIE OT MAallMeHTOB W PAOOTHUKOB CHUCTEMBI
3IpABOOXPAHEHUSI, A TaKX€ MCCIEIOBaHUs, KOTOPbIE IOBTOPHO
WCMOJIB3YIOT JIaHHbIE, TIOJYyYEHHbIC paHee [ JApyrou uUeiIu |
XpaHsMecs: B MEIUIMHCKUX KapTax MalMeHTOB WU JIpyTuxX (B TOM
YHCJIe SJEKTPOHHBIX) (hopMax XpaHEHUS JaHHBIX.

Ecau [TPUB npexacrasnser coOoi KIMHUYECKOE UCCIEI0BAHUE, TIPH
€ro MPOBEJEHUHU JOJKHBI BBITIOJIHIATHCS TPEOOBaHUS, MPEAYCMOTPEHHBIE
akTaMu opraHoB (Coro3a M 3aKOHOJATEIBCTBOM TOCYJApPCTB-WICHOB, K

opraHm3anyvy U IMPOBCACHHUIO KIMHUYCCKHUX HCCHGHOB&HHﬁ.

10.3.
TepmuHoNOrUs



B HacrosmieM pasnene WCMONB3YIOTCS CIEAYIONUE TOHSTHS,
KOTOPBIE 03HAYAIOT CIIEAYIOIIee:

«JaTa HavaJla MCClieIOBaHUs — JlaTa Havajia cOopa TaHHBIX;
«Hayajio coopa JaHHBIX» — JlaTa PErUCTPallUM JJAHHBIX MO TIEPBOMY

MalreHTy, BKJIIOUYEHHOMY B wuccienoBanue, B ¢dopme (06aze) cbopa
JAHHBIX HCCICAOBAHHMS WM B Clydae IIOBTOPHOTO HCIIOh30BAHUS
JAHHBIX — J1aTa Hayajla U3BJICUCHUS JTaHHBIX;

«KOHeIl cOopa JaHHBIX» — JaTa, KOrja BIIEPBbIC IOJHOCTHIO

AOCTYIIHA aHAJIUTHYICCKAsAd 0aza JaHHBIX.

10.4. OO01me
TIPUHIIMITHI

I'maBHoit 1enbto HeuHTepBeHUMOHHOrO [IPUB  nmomxHO OBITH
MOJYYEHUE HAYYHBIX JAHHBIX, UMEIOIINX MOTEHIHAIBHYIO KIMHUYECKYIO
3HAYMMOCTh WJIM BaXHOCTb ISl 3J0pOBbsl  HaceleHus. Takue
WCCJIEIOBAaHUSI HE JOJDKHBI MPOBOJMTHCS, €CIM HX MPOBEIACHUE
CITOCOOCTBYET MPOABMIKCHHIO JIEKAPCTBEHHOTO TIperapaTa Ha phIHKE.

3agauu [TPYb moryT BKiItoUaTh B CeOsI:
KOJINYECTBEHHY IO OLICHKY MMOTEHIINAJILHBIX U

UJACHTU(QUIIMPOBAHHBIX ~ PUCKOB,  HalpuUMep,  OLEHKa  YacTOThI
BO3HUKHOBEHHMS, OTHOCUTEIIBHBIX PUCKOB I1I0 CPAaBHEHHUIO C MOMYJIALIUEH,
HE NPUMEHSBIIEH IaHHBIM JECKAPCTBEHHBIA IIpenapar, Wid MOMYJIALUEH,
IPUMEHSABIIECH  JPYrod  JIEKapCTBEHHBIM  IIpenapar WA KJace
JIEKapCTBEHHBIX IpPENapaToB, a TAaKXE H3ydyeHHE (PAKTOPOB pPHUCKA U
(bakTopoB, MOAUPUIMPYIOUINX JEHCTBUE JIEKAPCTBEHHOTO IpernapaTa;
OLICHKA PHUCKOB JIEKAPCTBEHHOI'O IIpernapara, IMPUMEHSIEMOIo I10
OJIOOPEHHBIM TOKA3aHUAM Y TPYII NAlMEHTOB, KOTOPHIE HE H3YyYaAIHUCh

WK  OBLIH HCAOCTATOYHO HM3YUYCHbI Ha JOPCTUCTPAMOHHOM JOTallC



(Hanpumep, OepeMEHHbIE JKEHIIMHBI, OCOObIE BO3PACTHBIE TPYIIIIHI,
NAlMEHTHI C TOYEYHOUN WM IEYEHOYHOM HET0CTaTOYHOCTHIO);

OLICHKa pHUCKA, CBSA3aHHOIO C JJIUTENIbHBIM NPUMEHEHUEM
JIEKapCTBEHHOTO Mpenapara;

MOATBEPKACHUE OTCYTCTBUS PUCKOB JICKAPCTBEHHBIX MPENAPATOB;
OLICHKAa CTaHJAPTHOM KIMHAYECKOW NPAKTUKU HA3HAYECHUS

JIEKapCTBEHHBIX IPENapaToB € MOJYYEHHEM JONOJHUTEIBHBIX CBEICHUN
no 0e30MacHOCTH MEAMIIMHCKOW MPOAYKIHMH (Hampumep, MOKa3aHUsd K
NPUMEHEHUIO, JIO3UPOBKH, COIYTCTBYIOLIAs Tepamnus, MEIULUHCKUE
OIH1OKN);

orieHKa 3(P(EKTUBHOCTU MEp MO MUHHUMH3ALMU pUCKa (Harpumep,
M3YYCHHUE aCIIEKTOB HMCIIOJIb30BAaHMS JIEKAPCTBEHHOI'O Ipenapara, Onpoc
NAIMEHTOB UM MEIUIIMHCKUX PAOOTHUKOB).

[Ipu pa3paboTke NPOTOKOIOB HCCIEIOBAHUM, TMPOBEICHUU
UCCJIE0OBAaHUN U COCTaBJICHUU OTYETOB 00 MCCIEIOBAHUSAX JIEpKATEISIMU
PErUCTPALIMOHHBIX YAOCTOBEpPEHUI JOJIKHBI YUUTHIBATHCS
COOTBETCTBYIOIIME HAy4YHbIE PYKOBOJCTBA. YIOJIHOMOYEHHBIM OpraHam
roCyJapCTB-4JICHOB ISl OLIEHKHA IPOTOKOJIOB HMCCIECIOBAHUA M OTYETOB
00 HCCIIeIOBAaHUSIX TaKXKe CIeAyeT MPUHUMATh BO BHUMAHHUE aKTyaJbHbIE
BEPCHU NPUMEHHUMBIX HAYyYHBIX PYKOBOJCTB, METOAUYECKUE CTaHIAPTHI
1o (hapMaKod’UIEMHUOJIOTHH.

Hna TIPUDb, cHooHCHpyeMBIX HOEpHKATEIEM PETUCTPALIMOHHOTO
YAOCTOBEpPEHUs M pa3padaThbIBa€MbIX, MPOBOJUMBIX M AHAIU3UPYEMbBIX
MOJIHOCTPIO WJIM YAaCTHYHO MCCIIEIOBATENSIMH, HE SBISIOMIUMUCS
HAa€MHBIMH paOOTHUKAMH JIEP>KaTENsl PETUCTPALMOHHOTO YJOCTOBEPEHMUS,
JepKaTeslb PErMCTPALIMOHHOIO YAOCTOBEPEHHUSI JIOJKEH TapaHTUPOBATh,

YTO HCCIIeIOBATENM 001adal0T HEOOX0AMMOM KBaIM(UKAIIUEeH B 001aCTH



oOpa3oBaHMs, TIOATOTOBKM W OIBITA JJI  BBIMOJHEHUS CBOUX
00s3aHHOCTEN.

10.5. IIpoTtokon uccnenoBaHusl.
Bce IIPUb  momxHBI  BBINOJHATBCA ~ COIVIACHO  HAYYHO

000CHOBAaHHOMY MPOTOKOJIY HCCIEAOBaHUs, pa3pabOTaHHOMY JIMIIAMU C
COOTBETCTBYIOLIEH HAYYHOU ITOATOTOBKOM U OIIBITOM.

Hns  ngobpoBonapHO — mHHMIMUMpoBaHHBIX  [IPUB  gepkatemnto
PETUCTPALMOHHOTO YAOCTOBEPEHUS PEKOMEHAYETCS MEPENATH IPOTOKOII
UCCIIeIOBaHUSl 70 Hadayia cOopa JaHHBIX B YINOJHOMOYCHHBIM OpraH
rocyapCcTBa-4wieHa, Ha TEPPUTOPUU KOTOPOTO IUIAHUPYETCS MPOBEACHUE
ITOCTPETUCTPALTUOHHOTO HEUHTECPBEHLIMOHHOTO VCCIIEIOBAHUS
0€30MacHOCTH JIKapCTBEHHOTO Tpemnapara.

st TIPMb, wHUIMUPOBAHHBIX AEPKATEIEM PETUCTPALUOHHOTO
YAOCTOBEPEHHUS B COOTBETCTBHHM C 0053aT€IbCTBOM, HAJIOXKEHHBIM
YIIOJJHOMOYEHHBIM OpraHom rocyaapcTBa-4jieHa, JEpKaTEIb
PETUCTPAIIMOHHOTO yJAOCTOBEPEHUS JOJKEH 00€CIEUUTh MPE/ICTaBICHUE
uHpopmaluu 00 HMCCIEJOBAHMM, BKIJIHOYAsh MPOTOKOI HCCIEIOBAaHUS, B
YIIOJTHOMOYEHHBIN OpraH rocyJapcTBa-ujieHa, KOTOPbIM ObUTM HAJIOKEHbI
obsi3atenbcTBa mo mpoBeaeHuro [IPUB, no nauanma cOopa manHbIX. B
cinyuyae npoBeneHus [IPUb takxke Ha TeppuTOpUM IPYyrUX rocynapcTB-
YJICHOB clieayeT oOecneyuTh WH(POpMUPOBaHHE YIOJHOMOUYEHHBIX
OpPraHoB 3TUX TOCYAapCTB C TMPEACTABICHUEM KpaTKOTO OMUCAHUS
MIPOTOKOJIA UCCIIEIOBAHUS.

B  wmemsix  BBINOJHEHUS ~ JEPHKATEIEM  PETHCTPALIMOHHOTO
YJAOCTOBEPEHHUSI CBOMX 00S3aTENBCTB MO OCYIIECTBICHUIO JIESITEILHOCTU
no ¢apmMakoHaI30py YIOJIHOMOYEHHOE JIMIIO 10 (apMaKoOHAI30py

JIOJKHO OBITh 3aJICICTBOBAHO B PACCMOTPEHUM U  YTBEPKIACHUU



MPOTOKOJIOB HcciegoBaHui. KoOHTakTHOE JIMII0O MO OCYIIECTBICHUIO
dapMakoHag30pa Ha  HAIMOHAIBHOM  YpPOBHE  JOJDKHO  OBITh
npourpopmupoBano o mwbom [IPMb, mpoBogumMom Ha Tepputopuu
COOTBETCTBYIOIIETO TOCY/IapCTBa-WwieHa, a TakXkKe JOHKHO TOoJydaTh
KOIHIO MPOTOKOJIa UCCIIEI0BAHMUS.

10.5.1. ®opmar u conepkaHre TPOTOKOJIA HCIIBITAHUM.

[IpoTokon wuccneqoBaHUs JOJDKEH  COJEpPXKaTh  CIHEAYIOUIUE
pa3aensbl:

10.5.1.1. HaumenoBanue [TPUB: nnpopmaTuBHOE HaMMEHOBaHUE,
BKJIIOUAOIIEe OOMICYNOTPEOUTEIPHYI0 TEPMHHOJIOTHIO, OIPESIISIOIIee
IU3aiilH MCCIEOBaHUS M MCCIEIyEMBbI JIEKApCTBEHHBIM Mpenapar Wiu
TPYIIy  HCCIEAYyeMOro  JIEKApCTBEHHOrO  Mpemapara, a  Takxke
MO/3ar0JI0BOK C YKa3aHUEM PEJaKIUU U JaThl OCIeAHEN peaaKIInu.

10.5.1.2. Jlepxateiib perUCTPALIMIOHHOTO YI0CTOBEPEHMUS:

HAaMMEHOBaHME M  aJpec  JepXkKaTeisi  PEerucTPaAIlMOHHOTO
yA0CTOBEPEHUH.

10.5.1.3. OTBeTCTBEHHBIE = CTOPOHBI: HMEHA, JOJLKHOCTH,
KBaIM(UKAINK, aJipeca U CBEJACHUS MO BCEM OTBETCTBEHHBIM CTOpPOHAaM,
BKJIIOYAsi TMEPBOrO aBTOpa MPOTOKOJIA, TJaBHBIX HCCIIEeIOBaTENEH,
uccieaoBaTenei — KOOPJAUHATOPOB KaKJIOH CTpaHbI U
HCCIIEIOBATENILCKUX IIEHTPOB, B KOTOPBIX MPOBOJUTCA HCCIEIOBAHUE.
[lepeyeHr Bcex BOBJEYEHHBIX B HCCIEJOBAHWE YUPEKICHUH U
uccieaoBaTeNe N0HKeH ObITh TOCTYIEH IO 3alpocy YMOJHOMOYEHHBIX
OpraHoOB TOCYAapCTB-UJICHOB.

10.5.1.4. Kparkoe omnucaHuWe: OTAEIBHOE pE3OME MPOTOKOIA
MCCIIETOBAHUS, BKIIOYAIOIIEE CIEAYIOUIME MOapa3 IeIbl:

HauMCHOBAHHUE HCCIICAOBAHHUA C II0A3aroJIOBKaMu, BKJIIO4Hast



BEPCHUI0 PEMAKIIMA W JaTy NPOTOKOJa, a TaKKe WMS W CBEJCHHUS 00
OCHOBHOM MeCTe pabOTHI IIEPBOT0 aBTOPa IMPOTOKOJIA;

000CHOBaHUWE U MPEANOCHIIKH MPOBEICHNUS,

11eJIb U 33149 UCCIICIOBAHMUS;

JIN3alH UCCICIOBAHMSI;

uccieyeMast omyJIsIus;

MOHUTOPHUPYEMBIE TTOKA3aTeN; ICTOUHUKHU JIAaHHBIX;

pazmep uccieaoBanus (00beM BEIOOPKH);

aHaJIu3 JaHHBIX;

OCHOBHBIE TaITbI.

10.5.1.5. U3meHennss u OOHOBJICHHUI: BHECEHHE JIFOOOTO
CYIIECTBEHHOTO HW3MEHEHUS W OOHOBJICHHWS B TIPOTOKOJ HCIBITAHUHA
mocjie Hadajla cOopa JaHHBIX, BKJIIOYas OOOCHOBaHHE KaXIOTO
M3MEHCHMS WJIM OOHOBJICHUS, AaThl KaKJIOTO M3MEHEHHUS M CCBUIKY Ha
pasiell MpoTOKOJa, B KOTOPBI BHECEHO M3MEHEHHUE.

10.5.1.6. OcHOBHBIE 3Tambl: JaHHbIE B TaOnMu4HOU (opme C
3aIJIAHUPOBAHHBIMA JaTaMU TIO BBITIOJIHCHHUIO CIIEAYIOIMHUX OCHOBHBIX
9TaIoOB MCCIIEJOBAHHUS:

Hayajo cOopa JaHHBIX;
OKOHYaHHE cOOpa JaHHBIX;
OTYETHI O XO0JI€ BBIIOJTHEHUS UCCIIEAOBAHUS;

IMPOMCIKYTOUYHBIC OTUCTBI O PC3yJIbTaTaX HCCICIOBAHUA, CCIIK 3TO
MMPpUMCHHUMO,

UTOTOBBIN OTUET O PE3YIbTATAX UCCIICIOBAHUS.
JI0JKHBI OBITH TIPEJICTABIICHBI JAHHBIE MO JIFOOBIM JPYTUM BaKHBIM

JTanaM IPOBEACHUS UCCIIEA0BAHUS.
10.5.1.7. OGocHOBaHME M MNPEANOCHUIKH MPOBEACHUS: OMHCAHUE

npobsieMbl 1Mo Oe30macHOCTU, Mpoduist OE30MacHOCTH WM Mep IO



YIPaBJICHUIO PUCKAMH, KOTOPhIC TPUBEIIA K UHUIIMAIIMHN UCCIIEIOBAHUS, a
TaKK€ KPUTUYECKHI aHaiu3 BCEX JOCTYIHBIX OMYOJMKOBAaHHBIX U
HEOIMyOJIMKOBAaHHBIX JaHHBIX, COACP)KAIINX OIICHKY COOTBETCTBYIOIIEH
uH(popMaImy 1Mo 6e30MacHOCTH WM yKa3aHWE HEJOCTAIONIUX 3HAHUU I10
0€3011acCHOCTH, Ha TMOJy4YeHHE KOTOPBIX HAIPaBJICHO HCCIICIOBaHUE.
O030p MOXET BKIOYAaTh B ce0s pe3ynbTaTbl COOTBETCTBYIOLIUX
ADKCIIEPUMEHTOB ~ HAa  JKMBOTHBIX, KJIMHUYECKHX  MCCJIEIOBaHUM,
CTaTUCTUYECKUE TMOMNYJISIUOHHBIE JaHHbIE W JaHHBIE MPEAbLIYIINX
AMUEMHOJIOTHIECKUX HccaeaoBaHuii. O030p JOKEH COJIePKATh CChUIKU
Ha PEe3YyJbTaThl CXOXKHUX HMCCICIOBAHUM M OXHMIACMbIN BKJIaJ JTaHHOTO
HCCIIeJOBaHM.

10.5.1.8. 3agaua m 1meau HCCIeNOBaHUS: 3ajlada HCCJIEIOBaHUS,
OOBSICHSIIOIIAsI, KaKuM 0Opa3oM HuccliieioBaHue OyJeT crnocoOCTBOBATH
PEIICHUI0 BOIPOCa, KOTOPHIM MPUBEN K €ro MHUIIMALIMHU, a TaKXKe IeNH
WCCIICIOBaHMS, BKJIIOYass JIOObIe MpeaBapUTEIbHBIE THUIIOTE3Bl |
OCHOBHBIE TE3HUCHI, OMMMCHIBAIOIINE CBEACHUS WIIN HHPOPMAIIUIO, KOTOPBIC
JIOJDKHBI OBITH TTOJTYU€HBI B pe3yJIbTaTe MPOBEICHUS UCCIICIOBAHMS.

10.5.1.9. MeTtonsl UCCIIETOBAHMS: OlnHUcaHue METOJIOB
HCCIIeJOBaHMs, BKITFOYAs:

10.5.1.9.1. Jn3aiin HUCCJIENOBAHUS: OmnucaHue JT3aiiHa
HCCIIeIOBaHUS 1 00OCHOBAHUE €T0 BHIOODA.

10.5.1.9.2. YcnoBusi: monmyisiliusi UCCIEIOBaHUs, ONpeaeasemMas B
KaTeropusx JHIl, MecTa, IEepHoJla BPEMEHH W KPUTEPHUEB BHIOOPKHU.
Heobxomumo Hainune OOBEKTUBHOIO OOOCHOBAHHUSI BCEX KPUTEPHUEB
BKJIIOUCHHUS W HEBKIIOUCHHUS W ONMCAHHUSA WX BIUSHUSA HA KOJMYECTBO
CyOBEKTOB HCCIICIOBAHUS, JOCTYIHBIX JUIS TIOCIEAYIOIIEro aHaIM3a.

Ecnu npoBoauTest ato0ast BEIOOPKA U3 1EJICBOM MOIMYISAIIUKA, HEOOXO MBI



HaJIMYME OIMCAHMS IIEJICBOM TOMYJSAIMA W TOAPOOHOCTH METOIOB
BbIOOpKU. Ecnum  guzailH uccnenoBaHusi  TPEACTAaBISIET  coOou
CHUCTeMaTHYECKUH 0030p WJIM MeTa-aHaliiu3, HEOOXOIUMO OOBSICHEHHE
KpUTEPHUEB BHIOOPA U MPUTOTHOCTH UCCIEAOBAHUM.

10.5.1.9.3. IlepemenHble: HCXOIbI, BO3ACHUCTBUS W JIpyrUe
NepeMEeHHBIE, B TOM YHCIIe U3MepsieMble (paKTOPBI PUCKA, TOTEHIINATLHBIE
(bakTOphl, MCKaXKAIONIUE PEe3yJbTaThl, U (PAKTOPBI, MOAUPHUIIUPYIOIIHE
s dexT, BKIIOYas onepalioHHbIE ONPeIeICHUSI.

10.5.1.9.4. VIcTOYHUKNA NAHHBIX: CTpATETUsl U UCTOYHUKH JTAaHHBIX
IUIsL OTIpENIeICHUs] BO3JICUCTBUM, MCXOJOB U BCEX APYTUX MEPEMEHHBIX,
3HAUUMBIX JJI 1eJed MCCIEeNOBaHMs, TaKUX KakK IOTEHIUATbHbIE
(baKkTOpbl, UCKAXKAIOUIUE PE3yJbTaThl, U (PAKTOPbl, MOIAUPUIUPYIOIIHE
abdext. [Ipyn HUCMOTHL30BaHUM BaTWIUPOBAHHBIX MCTOYHUKOB JTAHHBIX,
WHCTPYMEHTOB U U3MEPECHUI HEOOXOAMMO ONMCAHNE METO/1a BaTuIaIliy.
Ecnu MeTonpl mosydeHUs: NaHHBIX WM WHCTPYMEHTOB HCIIBITHIBAIOT B
NUJIOTHOM  MCCJIEIOBAaHMM, HEOOXOJAMMO TPEJCTABICHHE IUIAHOB
MPOBEACHUS TIJIOTHOTO HccieaoBanusa. HeoOxoaumo TpencTaBUTh
OMHCAaHUE BCEX 3aJeHCTBOBAHHBIX KOMHUTETOB JKCIEPTOB W MPOIEAYP
OIICHKH, KOTOPBI€ OYIyT WCIIOIB30BAaHBI JJIs BAJIMAANHU JUArHO30B. B
Cllyyae WCIOJIb30BAaHUS B HCCJIEAOBAaHUHU CYIIECTBYIOIIETO HCTOYHHKA
JaHHBIX, TAKOTO KaK AJICKTPOHHBbIE MEIUIIMHCKUE KapThl, HEOOXOIUMO
yKazaHue Jr000i wH(OpMAIlMd B OTHONIEHWH BAJMIHOCTH 3amlcedl U
KOJIUPOBaHUS JaHHBIX. B ciydae cucremaTudeckoro o63opa WMiIud MeTa-
aHanM3a HEOOXOJWMO HAJIWYHME ONHCAHUS CTPATeTHH W IPOIIECCOB
MOMCKA, a TaKXe JIIOOBIX METOJNOB IS TOATBEPKACHUS JTaHHBIX
uccieaoBaTenei.

10.5.1.9.5. OOveM BBIOOpPKHU: TJIAHUPYEMBIM OOBEM BBIOOPKH,



IJIaHUpyeMasi TOYHOCTh PE3yJIbTAaTOB MCCIEAOBAaHUS M pacyeT oObema
BBEIOOPKH, KOTOpPHIE MOTYT MHHHMAJIBHO OMPEASTUTh MPEIBAPUTEIHLHO
3aJJaHHBIN PUCK C IPEABAPUTEIBHO 33 JaHHON MOIIIHOCTHIO.

10.5.1.9.6. VYmnpapieHue AaHHBIMU: YyIOpPaBICHUE JAHHBIMU U
CTaTUCTUYECKOE MPOrPaMMHOE U ammapatHoe oOeclieueHne, KOTOpOe
OylleT UCIOJAb30BaHO B XojJe wuccienoBanus. IIpouemypsl cOopa,
BOCCTAHOBJICHUS U TTOATOTOBKH JIAHHBIX.

10.5.1.9.7. ABanu3 pJaHHBIX: BCE BaXHBIE JTalbl  OT
HEoOpaOOTaHHBIX JAHHBIX JO TMOJYyYEeHHs] HMTOTOBOTO pe3yibTara,
BKJIFOYAsT METOJbI, UCIOJIB3yEMBbIC NJII KOPPEKTUPOBKH HECOOTBETCTBHUI
WA OIIIHOOK, HEJI0OCTOBEPHBIX 3HAYCHHH, Mo U (DUKAITIT
HEOOpaOOTaHHBIX JAHHBIX, KAaTEropu3alluu, aHajdu3a M IPeICTABICHUS
pe3yibTaTOB, a Takke NPOUeaypbl I KOHTPOJSI HCTOYHHKOB
MOTPEINTHOCTEN M WX BIWSHHS Ha PE3yJIbTaThl, JIIOOBIE CTATHCTHYCCKUE
MPOIIE Y PHI, TPUMEHNUMBIE K TAHHBIM TSI TIOTYYCHHS TOUEIHOW OIIEHKHU U
JTOBEPUTEIIbHBIX MHTEPBAJIOB U3MEPEHHI YacCTOThl BO3HUKHOBEHUS WIIU
B3aMMOCBS3H U JIIOOOT0 aHaJIN3a YYBCTBUTEIHLHOCTH.

10.5.1.9.8. KoHTponb KayecTBa: OINHCAaHHUE MEXaHU3MOB U
npolenyp s o0ecredeHns] Ka4ecTBa U IEJIO0CTHOCTU JaHHBIX, BKIIOYAs
TOYHOCTb M YUTAEMOCTh TMOJYYEHHBIX JAHHBIX U  TEPBUYHOMN
JOKYMEHTAIINN, XpaHCHHWE 3amuceld W apXWBHUPOBAHHE CTATHCTHYCCKUX
mporpamMM, OIMCAHHWE JOCTYIHBIX JaHHBIX 110 BAIHIAINH MPOICAYP
Bepu(UKaUKU 3amuceil W BalWJallMd KOHEYHBIX Touek. BxirouaroTcs
naHHble 10  cepTudukaruu W (Wau)  KBadudUKAIMM  JTFO0OH
BCIIOMOTaTeJIbHOW JTAa00paTOpPUM WM MCCIEIO0BATEILCKUX TPYII (€Ciau
MPUMEHUMO).

10.5.1.9.9. OrpanuueHuss METOJAOB HCCIIEIOBAHUSA:  JIOOBIE



MOTEHIIMAIbHBIE OrpaHWYEHUs] JM3allHa WCCIIEI0BaHUs, HCTOYHUKOB
JAHHBIX W AHAUIUTUYECKUX METOJIOB, BKJIIOYAas MPOOJIEMbl HCKAXKECHUS
pe3yabTaTOB, OIIMOOK, TEHEpaIM3allMd M CIy4YalHOW TMOTPEIIHOCTH.
Heobxomumo o0cyxkaeHue BepOsSTHOCTH ycIiexa Mep, HalpaBJIECHHBIX Ha
YMEHBIIIEHHUE KOJMYECTBA OMIMOOK.

10.5.1.10. 3amuTa cyOBEKTOB MCCIIEIOBAHUS: MEPhl O€30MaCHOCTH
C LETpI0 00ECTeueHUs] COOTBETCTBUS TPEeOOBAHUSIM 3aKOHOJATENbCTBA
rocyJlapcTBa-wieHa 1O oOOeclnedyeHuto OJIaroCOCTOSIHUST U TIpaB
YYaCTHUKOB HEMHTEPBEHIIMOHHBIX MTOCTPErUCTPAIMOHHBIX UCCIIEI0BAaHUN
0€301MacHOCTH.

10.5.1.11. Ynopaienue JaHHBIMH U TpeCTaBlIeHne HHPOPMAITIH O
HEXENaTeNIbHBIX SBJICHUSX W HEXKENATEIbHBIX PEAKIHUAX: MPOLETypPbl
cOopa, ympaBi€HUs U TPEJICTABICHUS COOOIMIEHUNA 00 OTIEIbHBIX
CydasiX HeXeJIaTeIbHbIX peakiuid u 00 HOBOW uH(OpMaIuy,
KOTOpasi MOXKET OKa3aTh BJIIMSHHE HA OLIEHKY COOTHOIIEHUS «IOJb3a —
PHUCK» JIEKAPCTBEHHOTO IMpernapara nNpu NpOBEACHUN UCCIIEIOBAHUS.

10.5.1.12. IInanbl IO PacHpPOCTPAHEHUIO IMOJYYEHHBIX TAHHBIX H
COOOIIEHUIO PE3yJIbTATOB MCCIENOBAHMS, BKJIOUas IUIAHBI TMOJa4Yu
TEKYILHUX OTYETOB, UTOTOBBIX OTYETOB U MyOJUKALINH.

10.5.1.13. Ccpuiknu.

Pazgen moxer BkioyaTh B ceOs JIOOYIO JOMOJHUTEIBHYIO WU
BCIIOMOTATENIbHYI0 MHOOPMAIMIO O CTEIU(DUUECKUX aCIeKTax, KOTOpbIe
paHee  HE  pacCMaTpuBauCh  (Hampumep,  aHKETbl,  (PopMbl
PETOPTUPOBAHHS).

UccnenoBanuss 10 OIICHKE BBIMOJHUMOCTH, MPOBEACHHBIE IS
MOATBEPKICHUS pa3pabOTKU MPOTOKOJIA, HAPUMEDP, TECTUPOBAHUE aHKET

(OIIPOCHUKOB) MJIM TIPOCTHIE MOJCYETHl MEAMIIMHCKUX SBJICHUU WU



Ha3HAYeHUM mo 0a3e JMaHHBIX C LEJbI OMPEIEICHUS CTaTUCTUUYECKOUN
TOYHOCTH KCCJIEJIOBaHUS, JOJKHBI Pa3MEIIAaThbCsi B COOTBETCTBYIOIIEM
paszene MpOTOKOJIA MCCIEAOBAHUSI C KPATKUM OINHCAHUEM METOJ0B U
pe3ynbTaroB. MccnenoBaHus MO OLIEHKE BBIMOJIHUMOCTH, SIBIISIFOIIAECS
YacThI0 MCCIIEIOBATENILCKOTO TIPOLiecca, JOKHBI OBITh TOJHOCTBHIO
OMHUCaHbl B TMPOTOKOJIE (HANpUMEp, MUIOTHAs OIEHKAa MCIOJIb3YEeMOro
ONPOCHHUKA JIJIs MAIlUEHTOB).

10.5.2. KoHTposib 3a BHECEHHMEM M3MEHEHHH B MPOTOKOJI
UCCIIEIOBAHUSL.

Buecenne u3MeHeHHnii U OOHOBIEHHWN B TMPOTOKOJN HCCIEIOBAHUS
JOJIKHO  OCYIIECTBJISITBCA 1O Mepe HEOoOXOIUMOCTH B XOJe
uccinenoBanusi. BHeceHue JOOBIX  CYIIECTBEHHBIX H3MEHEHUH B
MPOTOKOJI TIOCJIE Hayaja UCCIEOBaHUS JOJKHO OBITh 3a(DMKCHUPOBAHO B
MPOTOKOJIE TAaKUM O0Opa3oM, YTOOBI €ro MOXKHO OBLJIO OTCIEAUTHh H
MPOBEPUTh, BKIIIOYAsi JaThl BHECEHUS H3MeHeHuW. Eciu BHeceHue
W3MEHEHUH B TPOTOKOJ MPHUBEIO K TOMY, YTO HCCIEIOBaHUE ObLIO
NPU3HAHO  WHTEPBEHIIMOHHBIM  KJIMHUYECKUM  HMCCJIEJOBAaHHEM, B
JadbHEWIIIEM  HCCIEJIOBaHUWE  MPOBOAUTCA B COOTBETCTBUU  C
MEXJIyHapOJAHBIMU JIOTOBOPAMH W aKTaMH, COCTABJSIOUIMMH TIPaBO
Coro3a 1 3aKOHOIATEILCTBOM I'OCYapCTB-YJICHOB.

Jns  noOpoBonbHO — uHuMIuupoBaHHbiX  [IPUB  nepxkatento
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHSI PEKOMEHIyeTCsl mepeaaTh MPOTOKOJII
UCCJIEOBaHUSl ¢ U3MEHEHUSIMU WJIM OOHOBIICHUSIMU B YIIOJTHOMOYEHHBIN
OpraH ToOCYyJlapCTBa-wi€Ha, HAa TEPPUTOPUU KOTOPOTO MPOBOJIUTCS
MOCTPETUCTPALIMOHHOE HEWHTEPBEHIIMOHHOE UCCIIEJOBAHHE
0€30I1acCHOCTH JIEKApCTBEHHOTO Mpernapara.

st TIPMb, wHUIMUPOBAHHBIX AEPKATEIEM PETUCTPALUOHHOTO



YIOCTOBEPEHUSI B COOTBETCTBUU C 0053aTEIbCTBOM, HaJIOKEHHBIM
YIOJTHOMOYEHHBIM OpraHom rocyJlapcTBa-4JieHa, JepKaTellb
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JOJKEH 00ECTICUUTh MPEICTaBICHUE
nH(popMaIMy 0 BHECEHUH JIFOOBIX CYIIECTBEHHBIX U3MEHEHUH B MPOTOKOJI
HCCIICIOBaHUS B YIIOJITHOMOUYCHHBIM OpraH rocyaapcTBa-ujieHa, KOTOPhIM
OBLTN HaJIOKEHBI 00s3aTenbCcTBa No nposenenuto [IPUB, 1o momenTa nx
BBEICHUS.

10.6. IlpeacrtaBieHue  JaHHBIX 10  (apMakoHAA30py B
YIIOJTHOMOYEHHBIE OpPTaHbl TOCY1apCTB-YJICHOB.

10.6.1. [JanHble, 3HAYMMBIC IS OLICHKM COOTHOILICHMS «IO0JIb3a —
PHUCK» JIEKAPCTBEHHOTO Iperapara.

Jlepxateilb  PEruCTPAIlMOHHOTO  YJIOCTOBEPEHUS  BBIMOJIHSET
KOHTPOJIb JaHHBIX, IOJy4YaeMbIX IIpH IIPOBEJACHUM HCCIEIOBAHUS, H
OIICHWBAET UWX BJIUAHUE HA COOTHOIIEHHUE «IOJb3a — PHUCK»
COOTBETCTBYIOIIETO0  JIEKAPCTBEHHOro  IMpemapara. Jlobas  HoBas
uHpopmalus, KOTopas MOXET TMOBJIMUATh Ha OLEHKY COOTHOIICHUS
«MoJib3a — PHUCK» JIEKApCTBEHHOI'O TIperapara, He3aMeIUTEIbHO
cooOIllaeTcsi  yIMOJIHOMOYEHHBIM  OpraHaM TOCYyJapCTB-YJI€HOB, Ha
Teppuropur  KoTopbix npoBoxgurcs [IPMb  w  3apeructpupoBan
HCClielyeMbIi  JIGKApCTBEHHBIM Tipemnapar. JlaHHBIe, KOTOpHIE MOTYT
OKa3aTh BJIUSIHUE Ha OIEHKY COOTHOIIECHUSI «IOJib3a — PHUCK»
JIEKapCTBEHHOT0 TIperapara, MOTYyT BKJIOYaTh B ceOs  JIaHHBIE,
MoJlydyaeMble B pe3yjbTaTe aHaidu3a WH(OpMaIMu O MO0JI03PEeBAEMbBIX
HEXKeJIaTEIbHBIX PEAKIUAX, WU PE3yJbTaThl MPOMEKYTOUYHOTO aHAIM3a
0000IIEHHBIX JAHHBIX IO 0€30MaCHOCTH.

JlanHoe uH(pOpMHpOBaHUE HE JNOKHO BJIMSATH HAa MH(OpPMAIUIO O

pe3yJibTaTax UCCIeI0BaHu, KoTopas rnpeacrasiserca B pamkax [I0Ob u



B oOHOBIeHusX [TYP (ecnu npumeHuMO).

10.6.2. Ilomo3peBaeMmble HeEXeNATEIbHbIE PEAKIMU W  HHAas
uHpopmarus I10 0e30I1acHOCTH, o j1esKariast CPOYHOMY
MPEICTaBICHUIO.

Nudopmariust 1o cepbe3HbIM HENPEABUICHHBIM HEXKEJIATeIbHBIM
peakiusaM W uHasA uHboOpManMs 1O  0e30MacHOCTH  JIOJKHA
NPEJCTABISITECA B CPOYHOM TMOPSJIKE B YIHOJHOMOYEHHBIE OpTraHbl
rocyJIapCTB-4JICHOB B  COOTBETCTBMU ¢ TpeOoBaHusimu [IpaBun
HAQJICKAIIECH KIMHUYECKOW TPAKTUKU EBpa3zMHCKOro 3>KOHOMHYECKOTO
cotoza. [Iponemypsl coopa mHDOpMAIIUU MO HEXKETATEILHBIM PEAKIIHM,
yIpaBJIeHUs JaHHBIMH (BKJIIOYass 0030p U OLICHKY, BBIMOJHIEMYIO
Jep>KaTelIeM PETUCTPALIMOHHOTO YJIOCTOBEPEHUS, €CJIM 3TO MPUMEHHUMO)
W TIPEJCTaBICHUS COOOIIEHUM O TOJ03PEeBAEMBIX HEXeIaTelbHBIX
PEAKLMAX JIOJKHBI BBIMOIHATHCA B LIEHTPAX MPOBEACHUS KIMHUYECKUX
HCCIICIOBAaHUN M B KpaTkoil (opMme JODKHBI OBITh HW3JIOKEHBI B
MPOTOKOJIE UCCIIEIOBAHNSI.

10.6.3. OtueTtsl 00 HCCIIETOBAHUAX.

10.6.3.1. IIpoMexxyTOUHast OTYETHOCT.

YHOITHOMOYEHHBI OpraH rocyAapcTBa-ujeHa MOXKET 3alpOCHUTh
MPEACTABICHUE MPOMEKYTOYHOrO OT4yera 1o BeinojiHaemoMy IIPUb nHa
JIEKapCTBEHHBIC TIpernapaThbl, 3aperduCTPUPOBAHHBIE Ha TEPPUTOPUIX
rocyapCTB-4JICHOB. 3ampochl Ha TPEJCTaBICHUE MPOMEXKYTOUHBIX
OTYETOB MOTYT OBITh CHI€JIaHBI JI0 Hayaja HCCIICIOBAHUS WIH B JH000€
BpEMsI B XOJI€ NPOBEACHUS uccienoBanus. [IpuunHOM 3ampoca MOKET
ObiTh MHGOpMaLMS B OTHOIIEHUU Tpoduis 3DPEeKTUBHOCTH U (UIIN)
0e30IMacHOCTH, BO3HUKAIONIAS B  XOJE  MCCICAOBaHUS,  JIHUOO

H€O6XOI[I/IMOCTI) IMOJYYCHUA I/IH(bOpMaHI/II/I O XOA€ BBIIIOJHCHUA



HCCIICIOBAHUSI B KOHTEKCTE PETYISTOPHBIX MPOLEAYp, a TAKKE BaKHAA
uH(popmalus no 6€30MacHOCTH JEKAPCTBEHHOIO Mpenapara.

Bpewmsi mpeacTaBiieHUsT TPOMEXKYTOUHBIX OTUYETOB JOJDKHO OBITh
COTVIACOBAHO C YMOJHOMOYEHHBIMU OpPraHaMU TOCYJAPCTB-YJICHOB U
YKa3aHO B IPOTOKOJE uccienoBannil. Xoxa BeinonHenus [IPUb nomxen
COOTBETCTBYIOIIIUM 00pa3zom otpaxkatrbcss B IIOOb um B OOHOBICHHSIX
[TYP (ecnu mpuMeHHUMO).

ConepxaHue MOPOMEKYTOYHOIO OT4Ye€Ta JOJDKHO — CJIEAOBATH
JIOTUYECKON TIOCIE0BATEIbHOCTH M JIOJDKHO BKIJIFOYaTh B ceOs BCe
NOCTYIIHbIE JaHHbIC, MNPU3HAHHBIE HWMEIOIIMMHU OTHOIICHUE K XOIYy
BBIMIOJITHCHUSI ~ MCCJICAOBAHUS, HANpUMEpP, UYHCIO BKJIHOYEHHBIX B
WCCJIEIOBAHUE  MMAIUEHTOB,  YHUCJIO  MMAlUEHTOB,  IOJBEPrIINXCS
BO3JICMCTBUIO JIEKAPCTBEHHOIO IIpenapara, WIM YUCIO IAIlUeHTOB, Yy
KOTOPBIX 3a()UKCUPOBAH MOHUTOPUPYEMBI HCXOJ, CIIOXKHOCTH B
BBITIOJIHEHUH MCCIIEIOBAHUS U OTKJIOHEHHUS OT Oujaemoro miaHa. [Tocie
pPaACCMOTPEHHSI OTUETA YIOJHOMOYEHHBIM OPraHOM TOCYJIapCTBa-4JeHA
MO>KET OBITh 3aMpoIlieHa JOMOTHUTENbHAs HH(OpMAITHS.

10.6.3.2. ITOroBEIi OTYET UCCIIETOBAHUSL.

Utoroseiit otuer [IPMb nomkeH OBITH MOJaH B YIIOJIHOMOYEHHBIE
OpraHbl TOCYAapCTB-WICHOB KaK MOXHO CKOpE€ IOCJIE€ €ro 3aBEepIICHUs U
B TeueHue 12 MecsieB ¢ JaThl OKOHUaHWs cOopa JaHHBIX. JlepkaTenb
PETUCTPAIMOHHOTO YyAOCTOBEepeHUsl mnojaer uroroBbii otuer [IPUDB B
YIIOJJHOMOYEHHBIE OpPTaHbl rOCYAapCTB-YWIECHOB, B KOTOPBIX MPOBOIUTCS
HCCIIEIOBAHHUE.

Hnsa  IIPUB, n00OpOBOJIBHO  HWHUIIMMPOBAHHBIX  JAEprKaTelieM
PETUCTPAlMOHHOTO YJOCTOBEPEHUS, TAKXKE PEKOMEHAYETCA IIepelaTh

WTOTOBBI  OTYET 00 HCCIICAOBAHUM  YIIOJIHOMOYCHHBLIM  OpraHamM



rocyJlapCTB-4JICHOB, Ha TEPPUTOPUU  KOTOPHIX  3apPErUCTPUPOBAH
JICKapCTBEHHBIN IIpenapar.

Hnsa TIPMb, WHULMUPOBAHHBIX JAEpKATEIEM PETUCTPALIMOHHOIO
YIAOCTOBEPEHUSI B COOTBETCTBUU C 0053aTEILCTBOM, HAJlara€MbIM CO
CTOPOHBI YIIOJITHOMOYEHHOTO OpraHa TroCyJapCTBa-yjieHa, €Cii He ObLIO
MPEIOCTABIICHO pa3pelieHre Ha OTCTYIUICHUE OT TpeOOBaHUM, NepKaTENb
PETUCTPAIMOHHOTO YJIOCTOBEPEHUSI JOJDKEH B TeueHue 12 MecslueB ¢
JaThl OKOHYAHUSI cOOpa JAHHBIX JIOJKEH MPEJACTABUTh UTOTOBBIM OTYET
00 HcclieI0BaHUU, BKIIIOUAs PE3IOME UCCIICIOBAHUS JIJIsl Ty OIMKAIUY.

B ciydae ocTaHOBKM HCCIEIOBAHUS MOJAETCSI UTOTOBBIM OTUET C
OOBSICHEHHEM TPUYUHBI OCTAHOBKU UCCIICIOBAHMUSI.

Utoroseiit otuer [IPUB nomkeH BkiIouath B CeOsl CIEIYIONIME
pazzelibl U UHPOpMaIUIO:

10.6.3.2.1. HanmenoBaHue: HaMMEHOBAaHWE, BKJIIOUYAIOIIEE B ceOs
OOIIeyNOTPEOUTEIbHYIO TEPMHUHOJIOTHIO U yKa3bIBawIlee JU3aiiH
UCCIICIOBAHUS, MOJI3ar0JIOBKM C JIaTOM WTOrOBOTO OTYETa, UMEHEM U
CBEJIEHUAMH 00 OCHOBHOM aBTOPE OTYETA.

10.6.3.2.2. Kparkoe couaepxaHue: OTAEIbHOE pE3IOME B
MIpEeJCTaBIICHHOM HIXKe (popMmare.

10.6.3.2.3. Jlep:kateyib pErucTPaliMOHHOTO YI0CTOBEPEHHS:

HAaUMEHOBAHHE JIepXKATeNd PErUCTPALlMOHHOTO YJIOCTOBEPEHHUS U
ero aapec.

10.6.3.2.4. HccnepgoBarenu: HWMEHA, THUTYJIbI, YYCHbIC CTEIECHU,
azgpeca U CBEJEHUSI 000 BCEX HMCCIEOBATENAX, a TAKXKE MEPEUCHb BCEX
BOBJICYEHHBIX B MCCJICIOBAHUE OpraHU3alMii M MECT BBIIIOJHCHUS
HCCJICJOBAHMUSI.

10.6.3.2.5.  KOHTpOnpHBIE  TOYKH:  3aIUIAHUPOBAHHBIE W



Q)aKTHqCCKI/Ie AaThbl 110 CICAYIOIHMM KOHTPOJBbHBIM TOYKAaM BBLIITOJHCHHA
HCCICAOBaHUA:

Hayajo coopa JaHHBIX;
KOHeIl cOopa JaHHBIX;
OTYETHOCTD 0 X0J€e HCCJIEIOBAHHUS, 3ampoIleHHas

YIOJIHOMOYEHHBIM OPTaHOM T'OCY/IapCTBA-WICHA;
MIPOMEKYTOYHAsI OTYETHOCTH O pPe3ysbTaTaxX HCCIEIOBaHHS (€Ciu
MIPUMEHUMO );

HUTOTOBBIM OTYET O pe3ylibTaTaXx UCCICIOBAHUA;
JIOOBIE WHBIE Ba)KHBIC KOHTPOJIBHBIC TOYKH, IIPHUMCHHMBIC K

UCCIICIOBAaHUIO, BKJIIOUYAs JaTy YTBEPKICHHS MPOTOKOJIA KOMUTETOM I10
TUKE (€CIM MPUMEHUMO) W JaTy PETrUcCTpalid HUCCIEJOBaHUS B
AIIEKTPOHHOM PEECTPE UCCIICIOBAHUMN.

10.6.3.2.6.  OOocHOBaHME ¥  TPEIANOCHUIKA  IPOBEJCHUS
UCCIICIOBAHUS: ONKMCAaHUE MPOOIEMBI IO OE30MACHOCTH, KOTOpas MpUBEia
K HWHUIMAIIMU WCCIEIOBAaHMs, a TaKKe€ KPUTHUUYECKHUH aHalIu3 BCEX
JOCTYIHBIX  OMYOJIMKOBAHHBIX W  HEONYOJMKOBAHHBIX  JaHHBIX,
COJIEpIKAIlMX OIEHKY COOTBETCTBYIOIIEH MH(POpMAIUU 10 OE30MacHOCTH
WM yKa3aHWE HEJOCTAIOIIMX 3HAHWU MO0 O€30MacCHOCTH, Ha TMOJTyYEeHHUE
KOTOPBIX ObLIO HAMPABJIECHO UCCIIEOBAHHUE.

10.6.3.2.7. Llenp u 3amauu HCCICAOBAHUS: 1I€]Ib MCCIECAOBAHUS U
3aJlauyd MCCIIeIOBAaHUs, BKIIIOYAs JIIOObIE MpeaABapUTENIbHbIE TUIIOTE3bI, B
COOTBETCTBUU C IIPOTOKOJIOM UCTIBITAHU.

10.6.3.2.8. H3meHeHus u OOHOBJICHUS: TIEPEUYEHb JIHOOBIX
CYILIECTBEHHBIX M3MEHEHUN U OOHOBJICHUI MEPBOHAYATHLHOTO MPOTOKOIA
UCTIBITAHUN TOCJe Hayajda cOopa [aHHBIX, BKIIOYas OOOCHOBAaHHE
Ka)XJIOTO U3BMEHEHUS WU OOHOBJICHUS.

10.6.3.2.9. MeToabI HcCeq0BaHU, B TOM YHCIIE:



IU3aliH  HUCCIEIOBaHMWS:  KJIIOYEBBIE  DJIEMEHTHI  JM3aiiHa
UCCIIEIOBAHUSI 1 00OCHOBAHKE BHIOPAHHOTO JU3aiiHa;

YCJIOBHSI: YCIIOBHSA, MECTa U COOTBETCTBYIOLIUE AAThl MPOBEACHUS
UCCJe0BaHus, BKIIOYas Mepuojbl HabOpa MalMeHTOB, MOCIEAYIOIIETO
HaOIr0IeHusT U cOopa JaHHBIX, B CIy4ae CUCTEMaTHYECKOro 0030pa Wiiu
METa-aHaJIu3a - XapaKTEPUCTUKU HCCIEJAOBAaHUN, WCIOJIb3yEMbIE B
KaueCTBE KPUTEPHUEB IPUEMIIEMOCTH, C UX 00OCHOBAHUEM;

MAlUEeHTHI: JII00asi 1eyieBast MOMYJISUUS U KPUTEPUU BKIIFOUYEHUS
MalueHToOB B ucciegoBaHue. J[OJDKHBI OBITh YKa3aHbl HUCTOYHUKU U
METOJIbIl TOJ00pa YYaCTHHKOB, BKIIOYasi (IJ€ NPUMEHUMO) METOJIbI
WHIUBUIyAIU3allUd  CJIy4aeB, a TakkKe KOJUYECTBO W MPUYUHBI
WCKJIFOYEHHSI U3 UCCIIEI0BAHNS,

NEPEMEHHBIE: BCE PE3YJIbTaThl, BO3IAEHCTBUE, MPOTHOCTUYECKHE
dbakTophl, TMOTEHIMATIbHBIE HCKaxaromue (akTopel ©u  (PaKTOPHI,
Moauduuupytoume 3¢ exT, BKIIovas onepaluoHHbie onpeneiaeHus. [pu
HEO0OXOJIMMOCTH, IPEACTABIIAIOTCS TUATHOCTUUECKUE KPUTEPHUU;

UCTOYHMKHU JAHHBIX U U3MEPEHHE: JIJIS KaXIOW paccMaTpuBaeMou
MEPEMEHHOM YKa3bIBAIOTCSI UCTOUHUKU JAHHBIX M MOJPOOHOE OINUCAHUE
METOJIOB OIIECHKM U Uu3MepeHus (eciau MpPUMEHHUMO), a TaKxke
COIIOCTaBMMOCTh METOJIOB OlLIEHKH (MpH Hanuduu 6osiee 1 metona). Ecnu
MCCIIEJOBAHUE HCIIOJIB30BAJI0 CYLIECTBYIONIMNA UCTOYHUK JAaHHBIX, TAKOU
KaK JJICKTPOHHbIE MEIUIIMHCKUE KapThl, JNOJDKHA COOOIIAaThCs JroOas
uH(popMaIus 0 BaJIMTHOCTU 3alMCEeN M KOAUPOBAHUM JIaHHBIX. B cirydae
CHUCTEMaTHYECKOro 0030pa WM MeTa-aHajin3a JOJDKHBI OBITh OINKMCAHBI
BCE MCTOYHUKHU HMHQPOpMAIMU, CTPATETHs MOUCKA, METOJbI JJIsi BhIOOpa
WCCJICOBaHUM, METOJbI WU3BJICUYCHUS MAHHBIX M JIOOBIE MPOIECCHI IS

MMOJIYUYCHUA U ITOATBCPIKIACHUA JaAHHBIX HCCHeﬂOBaTCHCﬁ;



OMMUOKHU: OINMWCAHWE NPEANPUHITHIX JEUCTBUH WIW MeEp II0
oOparieHuto ¢ MOTEHIINATLHBIMU UCTOYHUKAMHU OINOOK;

00beM BBIOOpPKH: O00BEM BBIOODKH H OOOCHOBAaHHUE JHOOOTO
BBIYHMCIICHUS pa3Mepa BRIOOPKU M METO/a JOCTHXKEHUS TIPEANoIaraeMoro
pa3mepa BBIOOPKHU;

npeoOpa3oBaHKWe [aHHBIX: TMPEOOPA30BAHUS, BBIYUCICHUS WIH
olepalvy C JaHHBIMU, BKIIIOYAs METOJbl 0O0paOOTKU KOJIMYECTBEHHBIX
JaHHBIX TP BBIIOJTHEHUU aHAJIN3a, 00OCHOBaHUE BHIOPAHHBIX METOOB
IpyNIUPOBAHUS JIAHHBIX;

CTATUCTUYECKHUE METOIbI: OTMMCAHUE TI0 CIICTYIOITUM acleKTaM:

OCHOBHBIE METOJIBI 000OIICHHUS,

BCE CTAaTUCTUYECKHE METOABI, KOTOpPbIE TMPUMEHSINCh B
WCCJICOBAaHUY, BKJIIOYAs METONbl JUIsi KOHTPOJISI HUCKAKEHUH U B
OTHOUIEHWU METa-aHAJIN30B — METO/bl KOMOWMHUPOBAHUSI PE3YyJIbTATOB
HCCIIeJOBaHMM;

TFO0BIE METOJBI, HCIONB3yeMbIE I HM3YyYCHHS TOATPYIT |
B3aUMOJCHCTBU;

MOJIXO/1 K PEIICHUIO TPOOIEMBI 10 HEJJOCTYITHBIM JAHHBIM;

OIOCHKA 9YYBCTBHUTCIBbHOCTHU UCCIICIOBAHUA,
BCC UBMCHCHHUA IINIaHA aHaJIn3a MAdHHBIX, IIPCAYCMOTPCHHOI'O

MIPOTOKOJIOM HCCJIEIOBaHUSI, C 000OCHOBAHUEM U3MEHEHUM;

KOHTPOJIb KayecTBa: MEXaHU3Mbl M TMpPOILEAyphl OOecTeueHUs
KaueCcTBa U 1IEJIOCTHOCTH JIAHHBIX.

10.6.3.2.10. Pe3ynbTaThl: TpeAcTaBieHUE TalOmull, rpaduKkoB U
WJUTIOCTPALIMI JIsl OTOOPaXKEHUS MOMYYEHHBIX JAaHHBIX U MPOBEICHHOTO
aHanu3a. JIODKHBI OBITH TPEACTABICHBI KAaK aJalTUPOBAHHBIC, TaK H

HCAAAIITUPOBAHHLIC PC3YyJIbTATHI. OI_[CHKa TOYHOCTH HOaHHBIX JOOJIDKHA



OBITh BBIMOJHEHA KOJWYECTBEHHO C YKa3aHWEM JOBEPHUTEIIbHBIX
WHTEPBAJIOB. JTOT pa3del JOJKEH BKIIOYATh B CeOsl CIETyIONIHe
MO/Ipa3/IeIbl:

a) YYaCTHUKM: KOJHMYECTBO TMAIMEHTOB Ha Ka)X/JIOM JTare
UCCIIeIOBaHUsl (HAampUMep, YHCIO TOTEHIMAIbHO COOTBETCTBYIOIIHX,
MPOMISAIINX TPOLEAYPY CKPUHUPOBAHUSA, TOJATBEPKIACHHBIX Kak
COOTBETCTBYIOINE, BKIIOYEHHBIX B HCCIEIOBAHWE, 3aBEPIIAIONIAX
NocJIeIyIoliee HaOII0IeHHe U MPOaHATN3UPOBAHHBIX, a TaKKe MPUYUHBI
BBIOBITHSL W3  MCCIEAOBaHMSI Ha JroOoM d3Tame). B cimydae
CUCTEMAaTHYeCKOro  o030pa WM  MeTa-aHaim3a -  KOJWYECTBO
CKpUHHUPOBAHHBIX, OIICHEHHBIX HAa COOTBETCTBHE M BKIIOUCHHBIX B 0030D
WCCJICOBAaHUH C YKa3aHUEM NMPUYUH UCKITIOYCHUS Ha KKIOM JdTarle;

0) omnucaTeiabHble  JaHHBIC:  XapaKTEPUCTUKH  YYACTHUKOB
ucciaenoBaHusi, WHPOpMAmMs O BO3ICUCTBUUM W  TMOTCHIIMAIBHBIX
UCKaKarommx (¢akropax, a TakKkKe KOJIMYECTBO YYACTHHUKOB C
OTCYTCTBYIOIIMMH  JAaHHBIMU  JUJII  KaXJOW  paccMaTpuUBaeMoi
nepeMeHHol. B ciiydae cucremaTudeckoro o63opa WM MeTa-aHalu3a -
XapaKTEPUCTHUKAa KaKJIOTO HWCCIEOBAaHUSA, JaHHBIE KOTOPOTO OBLIN
UCIOJB30BaHbl  (Hampumep, 00beM  BBIOOPKHM,  IOCJIEAYIOIIEe
HaOJII0JICHHE);

B) JJaHHBIC O PE3YJIbTATaX: KOJUYECTBO YUYACTHUKOB IO KATETOPHUSIM
OCHOBHBIX PE3yJIbTaTOB;

T') OCHOBHBIE PE3ybTaThl: Pe3yJbTAaThl HEAJANTUPOBAHHON OIICHKU
(ecu MPUMEHHUMO), aJANTHPOBAHHOW OIEHKH C YYETOM HCKAXKAIOIIUX
(bakTOpOB M UX TOYHOCTH (Hampumep, 95 % AoBepUTENbHBIA UHTEPBA).
Eciu mpumeHHMMO, OIIEHKAa OTHOCHTEIBHOTO pHCKa JIOJDKHA OBITh

nepeBeicHa B a0COMIOTHBIN PUCK JIJIsl 3HAUMMOTO MEPUO0/Ia BPEMEHU;



1) Jpyrue BUIbl aHalu3a: Jpyrue IPOBEACHHBIE aHAaJU3BbI,
HaIlpuMep, aHaJIu3bl MOATPYNI M B3aWMMOJCUCTBHS, a TAKKE AHAIM3BI
YyBCTBUTEIBHOCTH;

€) HeXKelaTelbHble SBJICHUS U  HEXeJaTelbHbIE PEaKIHU:
yIpaBJieHUE JaHHBIMU U MpeJICTaBlieHne NHHOPMAIUU O HeKeTaTelbHbIX
ABJICHUAX W HEXKEIATENbHBIX PEAKIHAX B YIIOJTHOMOYEHHBIE OpPTaHbI
rOCylapCTB-4JICHOB. B OTHOIIEHMHM  ONpPENENICHHBIX  JAU3alHOB
VCCIIEJOBAHUM, TAKUX KaK «CIIy4yald — KOHTPOJIb» WJIH PETPOCIIEKTUBHBIC
KOTOPTHBIE HCCIEOBaHUsA, OCOOCHHO BKIIIOYAIONIMX B ce0d aHaiu3
JAHHBIX  JJEKTPOHHBIX  MEAUUMHCKHAX  KapT, CHCTEMaTH4YECKHUE
NEPECMOTPHI U METa-aHAJINU3bI, JOJKHO OBITh YKa3aHO O HEBO3MOXKHOCTH
IIPOBECTH OLIEHKU CTENEHU JOCTOBEPHOCTH IPUYMHHO-CIIEICTBEHHOU
CBSI3U HA YPOBHE UHAVBUIYAJIbHBIX CIIy4acB.

10.6.3.2.11. Obcyxenue:
a) KJIIOYEBBIE PE3yJbTAThl: KIIOUEBBIC PE3YIbTaThl, WMEIOIIHE

OTHOLIEHWE K  3aJa4aM  MWCCJIEIOBAHUA, paHee  MPOBEICHHOE
MCCIIEJIOBAHUE, PE3YIbTAThl KOTOPOTO COTJIACYKOTCS WIM HPOTUBOpEYAT
MOJYYEHHBIM TEKYIIUM pe3yjibTaraM, BJIMUSHUE PE3yJbTaTOB Ha
COOTHOILICHUE «II0Jb3a — PHUCK» JIEKAPCTBEHHOI'O Ipemnapara, €ClIM 3TO
IIPUMEHHUMO;

0) orpaHMuYEHHUs: OTPAHUYECHUSI WCCIEIOBaHUS, MPUHUMAIOIINE BO
BHUMaHUE OOCTOSTEIHCTBA, KOTOPHIE€ MOIJIM MOBIUSTH Ha KayeCTBO U
[EJTOCTHOCTh JaHHBIX, OTPAHUYECHUS TTOAX0JIa U METOJ/IOB, KOTOPhIE ObLITU
UCIONB30BAaHbl IS ~ MHUHUMH3AUUM WX  BIUAHUS  (HAmpumep,
OTCYTCTBYIOIIME WJIA HEIOJHbIC JAaHHBIC, NPUMEHEHHBIC OLICHOYHBIC
3HAYEHMsI), UCTOUYHMKU TMOTCHIHAIbHBIX OIIMOOK M HETOYHOCTEU U

BaJIMJTHOCTHU SIBJICHUM. H€O6XOI[I/IMO 06CY)K,Z[CHI/IG KaK HaIIpaBJICHUA, TAK



M MacIITaba NOTeHIMAJIBHBIX OITHOO0K;

B) MHTEPIpETAIUs: MHTEPIPETAIUs PE3yIbTaTOB HMCCICIOBAHUM C
y4eTOM 3ajad4, OrpaHUYCHHH, MHOKECTBEHHOCTH aHaju3a, pe3yJbTaTOB
CXOXKHMX UCCIICIOBAaHUN U IPYTHX COOTBETCTBYIOIINX ITOTBEPIKICHHIA;

r) 0000maeMocTs: 0000IaeMOCTh  (BHEIIHSA  BAJIUIHOCTH)
PE3YJIbTaTOB UCCIICTOBAHMS.

10.6.3.2.12. CcbUIKH.
10.6.3.2.13. [pyras undbopMmanus: iaro0asi JTOMOTHUTEIbHAS WIH

BCIIOMoOraTenbHas  uHpopManus o0  cnenupUyYecKuX  acmleKTax
HCCJIeI0BaHMs, HE pacCMaTPHUBABIINXCS PaHEe.

10.6.3.3. Pe3romMe UTOroBOro OTYE€TAa MCCIECAOBAHUS JOJLKHO
BKJIIOYATh B ce0s1 0000IIEHHYI0 HH(POpMAIMIO O METOJIax U pe3yiabTarax
UCCJIeIOBAHUS, TIPEJICTABICHHYIO B clleAyrolmeM (hopmare:

a) HAMMEHOBAaHME C IMOJ3ar0JIOBKaMH, BKJFOUAs JAaTy COCTaBIICHHUSI
pe3roMe, UMS U CBEJICHUSI TI0 TIEPBOMY aBTOPY;

0) KiIroueBbIe clloBa (He OoJsiee 5 KIIFOUEBBIX CJIOB, OTOOPaXKAIOIINX
OCHOBHBIE XapaKTEPUCTUKH HCCIICIOBAHMS);

B) 000CHOBaHUE U MPENOCHIIKH;

T) IIeJIb ¥ 3a/1a91 UCCIIEOBAHUS;

1) TIJIaH UCCIIEOBAHNS,

€) YCIIOBUS;

) TAIUEHTHI U 00BEM BBIOOPKH;

3) MepEMEHHbIC U UCTOUHUKHU JaHHBIX;

1) pe3yIbTaThI;

K) o0cyxjaeHue (Bkitouas (€clii NMPUMEHUMO) OIEHKY BIIUSHUS
pe3yibTaTOB HWCCIEAOBAaHUS HAa COOTHOIICHHE «IIOJIb3a — PHUCK»

JICKapCTBEHHOTO Tperapara);



) AepKaTeib perucTpalliOHHOTO YAOCTOBEPEHHS,;

M) UMS ¥ CBEJICHHUS T10 TJIABHOMY HCCIIEIOBATEIIO.

10.7. ITy6nukainus pe3yabTaToB UCCIIEA0BAaHUS aBTOPaMHU.

JlepKaTeno PerucTpaliOHHOTO YIOCTOBEPEHHUS PEKOMEHIIYETCsI
3apaHee  COrjlacoBaTh  CTpPATErWi0  MyOJMKAIMii ¢ TJIABHBIM
uccieoBaTeieM B CiIy4yae, €CJIM HCCIEIOBAaHUE TMPOBOAUTCS U
aHAIM3UPYETCS TIOJHOCTHIO WJIM YaCTUYHO HCCJIEIOBATEIsIMHU, HE
SBJISTFOIITUMUCS COTpYAHUKAMH  JIepKaTessl  PEerucTPariOHHOTO
yAOCTOBEpEHUs. PeKOMEHIyeTCs OmpeaeNaTh CTPATeTHIO ITyOJUKaIui
TakKuM 00pa3oM, 4YTOOBI TJIABHBIM HCCIEAOBATENh HUMENI BO3MOXKHOCTH
CaMOCTOSITEIBHO TOTOBHUTH IMyOJMKAIIMK IO Pe3yibTaTaM HCCIICIOBAHUS
BHE 3aBHCHUMOCTH OT aBTOPCTBa JaHHBIX. B 3TOM cnydae aepskaremnn
PETHCTPAIIMOHHOTO  yJOCTOBEPEHUS JOJKEH OBITh  YIIOJTHOMOYEH
mpocMaTpuBaTh pPe3yJbTaThl U UX HHTEPIPETAIMI0, BKIIOYCHHBIE B
PYKOTIHCh, W TIPEACTABISITh KOMMEHTApUH 10 Tepenadyd PYKOMHCH B
nevyaTh, u30eras HE0OOOCHOBAHHBIX 3aJEPKEK MyOIMKAIMK. 3ampochl Ha
BHECCHHE M3MCHECHHWI B PYKOMHCH JOKHBI OBITh HAy9HO OOOCHOBAHBI.
Jlepxatenb PEerucTpaliioOHHOTO YAOCTOBEPEHHUS IOJDKEH HMETh IPaBO

3aMpPOCUTH yAaJIeHUEe KOHPUIESHIIMAIBbHON HHDOpMaInu.

10.7.1. [IpencraBienue oy OJIMKOBAaHHBIX pe3yJIbTATOB
UCCJIE0BaHUs B YIIOJITHOMOYEHHBIE OPTaHbl TOCYapCTB-UICHOB.

JlepKaTento PpEerucTpalMoOHHOTO YJIOCTOBEPEHHS] PEKOMEHAYETCS
nepesaTh MTOTOBYHO PYKOIKCh CTaThM B YIOJHOMOYEHHBIE OpPTaHbI
rocyJapCTB-4JIEHOB, Ha TEPPUTOPUU KOTOPBIX  3apPErHUCTPUPOBAH
JIEKapCTBEHHBIM TIpenapar, B Te4YeHHWe 2 HeAelnb ¢ Jarhl MOpueMa

MyOJIMKAIMU B U3/]aTEIbCTBE.



10.8. 3ammra
JTAHHBIX

Jlepxateny pernucTPaliMOHHBIX YIOCTOBEPEHUN M HMCCIIEI0BATENIN
JIOJKHBI ~ COONIIOAATh  3aKOHOAATENbCTBO  TOCYJApPCTB-WICHOB, Ha
TEPPUTOPUN KOTOPBIX IPOBOJMTCS HCCICAOBAaHUE IO 3aIIUTE JIMYHBIX
JaHHBIX TAIMEeHTOB. Jlep)kaTeab pEruCTPalMOHHBIX YIOCTOBEPEHUI
JOJDKEH o0ecneduTh OOpallleHue W XpaHEeHWEe Bcell uH(opMaluu 1o
HCCIIEJOBAHUIO TAKUM 00pa3oM, YTOOBI €€ MOKHO OBLIIO TOYHO COOOIIATh,
WHTEpPOpEeTHpOBaTh W  BepudunupoBatb. B  TOo ke  Bpems
KOH(DHICHIIMAIBHOCTh JaHHBIX MEAMIIMHCKHX KapT TAlHeHTOB He

J0JIKHA OBITh HapyIIEeHA.

10.9. Cucremsbl kauecTBa, ayuThl U
IPOBEPKHU

JlepxaTtenb ~ PEruCTPaIMOHHOTO yIOCTOBEPEHUS JOJKEH
00€eCIeunTh BBIMIOJHEHUE CBOMX O0s3aTENBbCTB MO (papMakoHAA30py B
OTHOUIEHWW  BBIMIOJHEHUS] HWCCIEOBaHUSA, a Takke O00ecCHeUuTh
BO3MO>KHOCTh ayJIUTa, IPOBEPKU U BepUPUKALIMKU JAHHOHN JESITEIIbHOCTH.
JIroboe u3MEeHeHWEe B JAaHHBIX JOJKHO (PUKCHPOBATHCS, UTOOBI
o0ecrevynTh  MPOCIEKUBAEMOCTh.  JlepkaTenb  PErUCTPALMOHHOTO
YIOCTOBEPEHUS JOJKEH O00ecneunTh NOJJEp)KaHue B DIEKTPOHHOM
dbopmaTe aHATUTUYECKUX HAOOPOB JAHHBIX M CTATUCTUYECKUX MIPOrpamM,
UCIIOJIB3YEMBIX JJI T€HEPALMH JAHHBIX, BKIIFOUEHHBIX B UTOTOBBIA OTYET

10 UCCIIEAOBAHMIO, & TAKXKE UX JOCTYIHOCTD I AYyIUTA U IPOBEPKHU.

10.10. Bnusnue Ha cuctemy ynpaBieHUs
pUCKaMH

HeunTepBeHIIMOHHBIE ITPUB (m, B LIEJIOM, 1r000¢e



WHTEPBEHIIMOHHOE WJIM HEUHTEPBEHIIMOHHOE TMOCTPETUCTPAIMOHHOE
UcclieIoBaHUE 0€30MaCHOCTH), MPOBOJUMBIE JJISl U3YUYEHUs MPOOJIEM IO
O0e3omacHoctH, kak ommcano B IIYP, momxner Bkmodatbcs B IIVYP.
[Iporokoi uccimenoBanus AOJHKEH npuiararbes K [TYP.

B cayuae ecoum IIYP orcyrctByer, nmomkeH ObITh pa3paboTaH
HOBBIM IIYP, Brmrouaromuii B ceOs JaHHBIC IMOCTPETHCTPALIMOHHOTO
uccienoBanusl 0e30macHOCTH. BO BCe COOTBETCTBYIOIIME pa3feibl U
Monynu IIYP BHOCATCS COOTBETCTBYIOIIME W3MEHEHUS C YYETOM
MPOBEJACHUS HCCIIeIOBAaHUS, BKJIIOYas crenu@ukanuoo 0e30MacHOCTH,
miaH ¢apMakoHaI30pa M IUIAH MHUHUMH3AIUM PUCKOB, a TaKXe 0030p

MEp MUHUMU3ALNN PUCKA.

10.11. Ilpoueaypa o0s13aTeNbHBIX
MOCTPETUCTPALMOHHBIX UCCIEOBAHUN
0€30MacHOCTH

B rocymapcrBax-uieHax MpPOBEIEHHUE MOCTPErUCTPALMOHHOIO
uccnenoBanusi 6ezomacHoctu (IIPVB) moxer sBAATBCS 00s13aTENbHBIM
IIPY OLICHKE MepBOHAYAIbHON 3aBKH HAa TOCYAAPCTBEHHYIO PETHCTPALIUIO
WIM Ha TOCTPETUCTPALMOHHOM 3Tale, €ClIH €CTb O0ECHOKOEHHOCTh
(000CHOBaHHOE HKCIEPTHOE MHEHHE OTHOCUTEIHLHO OTCYTCTBHS Ba)KHBIX
JaHHBIX, XapaKTEePU3YIIIHX MNpopuiIb OE30MaCHOCTU JIEKAPCTBEHHOTO
npenapara, MOJyYeHUE KOTOPBIX TpeOyeT BBIIIOJIHEHUS AKTHUBHBIX
METOJOB  HW3Y4Y€HHs O€30MaCHOCTH 10 TMPUYMHE HEBO3MOKHOCTHU
HAJUICKAIIET0 W3Y4YEHUs WJIH OLIEHKM pucKa (PUCKOB) INpU IMOMOLIA
PYTHUHHBIX METOZOB (hapMaKoHaA30pa) B OTHOUIEHUU MNPOPuUiIs
0€30IaCHOCTH  3apETUCTPUPOBAHHOTO  JIEKAPCTBEHHOTO  Ipernapara.

JlanHoe TpeOoBaHME YNOJHOMOYEHHOrO OpraHa JOJDKHO  OBITh



HaJUIeKaIUM  00pa3oM OOOCHOBAHO JaHHBIMU OLIEHKA NPOQuUiIs
0e3zonacHOCTH U 3()PEKTUBHOCTH, JTOJDKHO OBITh 3a(pUKCHUPOBAHO B
MMUCbMEHHOM BHJI€ U JOJDKHO BKIKOYATh 33Ja4M U BPEMEHHBIC PaAMKHU
No/Jaud M TMPOBEIEHUs UCCleAoBaHUs. TpeOoBaHUE MOMKET TaKkKe
BKJIIOYaTh B c€0d PEKOMEHJAlMU 10 KIIYEBBIM XapaKTepUCTUKaM
uccienoBaHusl  (HampuMmep, — JAu3allH  UCCIEOBaHUS,  YCJIOBUS,
BO3JICHICTBHUE, UCXO/IbI, 1I€€Basi MOMyJALMs). B 4ynucio pexoMeHIyeMbIX
METOJI0B MOTYT BXOJUTh METOJbl aKTUBHOI'O MOHUTOPHUHTIA (HAIpuMmep,
MOHUTOPUHI Ha OIpPEJEICHHBIX KIWMHUYECKUX 0a3zax, pelenTypHbIN
MOHUTOPUHT, PETUCTPHI), CPaBHUTEJIbHBIE HaOII0JaTeIbHbIC
HEUHTECPBEHIIMOHHBIE HCCIIEIOBAHUS (Hammpumep, KOTOPTHOE
uccieoBanue (MOHUTOPHUHT), WCCIIEIOBAHUE THUMA CIydail- KOHTPOJb,
UCCIICIOBAHUE CEPHUM CIy4aeB M HHbBIC), KIMHHUYECKUE HUCCIEIOBAHMUS,
VCCIIEOBAaHUS noTpeOIeHus, dhapMakodIUIeMUOJIOTUYECKHE
VICCIIEJOBAHUSL.

B teuenue 30 kaneHAapHBIX JHEW MOCIE MOJTYYECHHS! TUCBMEHHOIO
YBEAOMJIEHHS OT YIHOJHOMOYEHHBIX OPraHOB O HAa3HAYEHUM IPOBEIACHUS
[TPUb Ha mOCTpPErucCTpallMOHHOM JTale AEPHKATEIb PETrMCTPALMOHHOTO
YIAOCTOBEPEHUSI BIIPABE 3alPOCUTh BO3MOXHOCTH MPEACTABICHUS B
kauecTBe [IPVb nuceMeHHBIX HAOIIOIEHUIT OTHOCUTEIHLHO 0€30MaCHOCTH
JIEKaPCTBEHHOI0 CPEACTBA. YTMOJHOMOYEHHBIE OPraHbl TOCYHapCTB-
YJIEHOB OIPENCISIIOT BPEMEHHBIE paMKHA IepuoJa 3a KOTOPBIH
MPEJCTaBIISIIOTCS Takue HaOmtoneHuil. Ha ocHOBaHWM aHanmu3a JTaHHBIX
MAUCbMEHHBIX HaOJII0ICHUH, MPEJICTAaBIICHHBIX JepKaTEIEM
PETUCTPAIMOHHOTO YIAOCTOBEPEHUS, YIIOJTHOMOYEHHBIN OpraH

rocyaapCrBa-djicHa JOJIZKCH OTO3BAaTb WJIH IIOATBCPAUTD 00513aTEILCTBO.



10.12. KoHTposb 32 HEMHTEPBEHIIMOHHBIM
MOCTPETUCTPAIIMOHHBIMU MCCJIEIOBAHUSIMU
0e30IMacHOCTH.

10.12.1. Ponp m 00S3aHHOCTH JepKaTellsl PErucTPaIlMOHHOTO
YIAOCTOBEPEHUSI.

JlepxaTennb PErUCTPAIMOHHOTO YIAO0CTOBEPEHUS HECEeT
OTBETCTBEHHOCTH 3a OOECIICUCHHME COOTBETCTBHSA  HCCIIEIOBAHUS
KPUTEPUSIM HEMHTEPBEHIIMOHHOTO UCCIIEIOBAHUS.

Jlepartenb PErucTPAllMOHHOTO YJIOCTOBEPEHHUS B OTHOIIEHHH
[IPUB nomxeH oOecmeynTh BBIIIOJHEHHUE CBOMX O0S3aTENILCTB IIO
dhapMakoHaI30py, a TaKKe BO3MOKHOCTh IIPOBEJCHHS €ro ayauTa,
MIPOBEPKHU U BepU(PUKALIUH.

10.12.2. YriomHOMOYE€HHBIE OpTraHbl TOCYAapCTB-YJICHOB.

[Tocie mony4yeHusi pelIeHUsS] YIOJHOMOYEHHBIX OpPraHoB O
HA3HAYCHUN TMpOBeAcHUs HeuHTepBeHUHOHHOro IIPUDb npepxkarens
PErUCTPAIIUOHHOTO YJA0CTOBEPEHUS pa3zpabarbiBaeT MPOTOKOJI
UCCIICIOBAHUSI W TPEJACTABISIET €ro B YIOJIHOMOYEHHBI OpraH
rocyjapcTBa-ujieHa Ha paccmoTpeHue. B Teuenne 60 kajaeHIapHBIX JHEH
OT JaThl MPEACTABJIEHUS] MPOEKTA MPOTOKOJA YHNOJTHOMOYEHHBIN OpraH
rocyapCcTBa-wieHa COCTABISAECT OTBET OTHOCUTEIBHO:

YTBEPKJICHUS IPOEKTA IIPOTOKOJIA UCCIIEIOBAHUS,

PEKOMEHIALIUM 110 BHECEHUIO U3MEHEHUH B IIPOTOKOJ
HCCICA0OBAHUS;

0TKa3a B COTJIACOBAHUM MPOTOKOJIA UCCIIEOBAHMS;

YBEIIOMJICHUS JIEPKATEI PETUCTPALUMOHHOTO YIOCTOBEPEHUSI, YTO

HCCIICAOBAHUC ABJIACTCA KIMHHUYCCKHM HCCICOOBAHHCM, ITOAIIAAAIOINIMM
oA TpC6OBaHI/ISI MCKAYHAPOAHBIX AOIOBOPOB M 4AKTOB, COCTABJIAIOIIHUX

IIpaBo Coro3a W 3aKOHOJATEILCTBO rocyaapCrBa-4jicHa B o0acTn



MPOBEJICHUS KIIMHUYECKUX UCCIICIOBAaHUMN.

OTka3 JA0JDKeH BKIOYATh NOAPOOHOE OOOCHOBAHME MIPUUYMH
HECOOTBETCTBHUS B JTIOOOM U3 CICAYIOIIUX CITy4YaceB:

€CJIM €CTh OCHOBAHMS I0jlaraTh, 4TO IPOBEICHUE HCCIIETOBAHUS
CIIOCOOCTBYET  MapKETHHTOBOMY  IPOABIKCHHUIO  JIGKAPCTBEHHOTO
nperapara;

€ClIM IUIaH WCCIICAOBAaHUS HE TO3BOJISICT BBIIOJHUTH 3aJadH
HCCJICJOBAHMS.

HccnegoBanrue MOKET OBITh HA4aTO TOJBKO ITOCJIE MHUCHMEHHOIO
YTBEPKJICHHUSI TMPOTOKOJIA YIHOJHOMOYEHHBIM OPTraHOM TOCyAapCTBa-
YyJIcHa.

[Tocne Hauana uccliieIoBaHus J00bIe CYIIECTBEHHBIE U3MEHEHUS B
MPOTOKOJI MOJAIOTCS B YHNOJHOMOYEHHBIM OpraH rocyaapcTBa-djieHa 0
MX BBEJICHUS. YTIOJHOMOYEHHBIN OpraH rocyaapcTBa-ujieHa B Teuenue 30
KJICHJAApHBIX JHEH Moclie MoJaYu W3MEHEHUW K TUIaHy HCCIIeIOBaHUs
JOJDKEH BBITIOJIHUTH OIEHKY 3THUX W3MEHEHUM M COOOIIUTH JACPIKATEIHO
PETUCTPAIlMOHHOTO  YJIOCTOBEpEHUSI 00 MX  YTBEPXKJACHUU  WIHU
OTKJIOHCHMHU.

[To 3aBepuieHUM UCCIAEIOBAaHUS JAEpKaTeslb PETHUCTPALIMOHHOTO
YIAOCTOBEPEHHUS TMPEACTABISCT WTOTOBBIM OTYET 00 HCCIIeIOBaHUH,
BKJIIOUAsi pe3lOME MCCIIEAOBAHUS Ui MyOJIMKAIMU, B YIIOJHOMOYEHHbBIN
OpraH TOCyJapCTBa-wieHa KaK MOYKHO CKOpee, HO He mnos3gHee 365
KaJeHJapHbIX AHer (12 MecsieB) mociae OKOHYaHMUs cOopa TaHHBIX, €CIIH
YIIOJTHOMOYEHHBIM OPTaHOM T'OCYy/IapCTBa-wieHa He ObLIO MPEI0CTaBICHO
MMMChbMEHHOE pa3pellieHne Ha yBEJIWYCHHE TIepuoja BpPEeMEHU s
MPEJICTABIICHUSI OTYETA. Y TTOJTHOMOUYEHHBIM OPraHOM rocyjapcTBa-ujeHa

BBIIIOJIHACTCA PACCMOTPCHHUEC HTOI'OBOIO OT4YCTa C IIOCICAYIOINHUM



MPEJCTABIICHUEM  JIEPKATEII0  PETrMCTPALIMOHHOTO  yJIOCTOBEPEHUS
pE3YJbTATOB OIICHKH OTY€Ta, KOTOpPhIE MOTYT BKJIIOYaTh B TOM YHCIIE
JIOTIOJIHUTENBHBIE ~ BOOPOCHL K JAEPXKATENK  PETHCTPALMOHHOTO
yaoctoBepenus. [lo pe3ynbrary paccCMOTpEeHHs OT4Ye€Ta U OLICHKHU
BO3MO>KHOT'O BIIMSIHUSI MOJTYUYEHHBIX JJAHHBIX Ha COOTHOLIEHUE «I0Jb3a —
pUCK»  JIGKAPCTBEHHOTO  TMperapara  yIOJHOMOYEHHBIM  opraH
rocyJlapCcTBa-4jieHa JIOJKEH OMPEeIeIUTh HEOOXOAMMOCTh PEKOMEH AN
[0 BHECEHHID W3MEHEHWW B CTaTyC PErUCTpaluy JIEKAPCTBEHHOTO
npenapara, €ro IpUMEHEHHE JIMOO OMNpeNeTuTh HEOOXOIUMOCTh
MPUMEHEHHUS UHBIX HAJICKAIUX MEP C LIeJIbI0 00ecreueHus MPUMEHEHUS

JICKapCTBCHHOI'O IIpCIiapara IpHu MPCBLIIICHUHA I10JIL3bI HAaJl PHUCKOM.

11. UudopmupoBanue no
0€301acHOCTH

11.1. CrpykTypsl 1
IIPOLIECCHI

11.1.1. 3agaun uaPopMUPOBAHUS 11O OE30MTACHOCTH.

NudopmupoBanue mo 6€30macHOCTH HAMPABIICHO Ha!

a) TPENCTaBICHHE CBOEBPEMEHHOM, HAy4HO OOOCHOBaHHOM
uHpopmanuu 1o Oe3omacHOMY H 3(P(EKTUBHOMY HCIOIb30BAHUIO
JIEKapCTBEHHBIX IPEIapaToB;

0) comelcTBHME ONTHMH3AIMU MEIUIMHCKOM TMPAKTUKU (B TOM
YHCJie MPAKTUKK CAMOJICYEHHS]) PU HEOOXOUMOCTH;

B) M3MEHEHUE IOAXOJI0B, CJIOKUBIICHCA TPAKTHUKU U XapakTepa
MCIIOJI30BAHUS JICKAPCTBEHHBIX MPEnapaToB;

T') HOJJIEPKKY JIEITEIHbHOCTH, CBSI3aHHOW C MUHUMU3AIIUEN PUCKOB,;
1)  COJCHCTBHME  TPUHATHIO  OOOCHOBAHHBIX  PEIICHUH O



palMOHAJIbHOM UCIIOJIb30BAaHUH JIEKAPCTBEHHBIX MPEINAPATOB.

[ToMmuMo  BBINIEyKAa3aHHOTO, Haajexamas HWHPOPMAIHUS  TI0
0€301acHOCTH  CIOCOOCTBYET YKPEIUICHHIO JIOBEpUsl HacCeJeHHs K
PEryJISITOPHON CUCTEME.

11.1.2. Ilpunnumns tHGOPMUPOBAHUS IO 0€30MACHOCTH.
Crnenyetr mpuMEHATH CIEAYIOIMNE TPUHIIUIIBI HHPOPMUPOBAHUS TIO

0€301acHOCTH:

a) HeoOxoauMoCTh  MHGOPMHUPOBAHUS MO  0OE30MACHOCTH
paccMaTpHUBaeTCs IPU BHITIOJIHEHUHU JIEITEIHLHOCTH 110 (hapMaKOHA30py U
YVIpaBJICHUIO pUCKaMH. [[aHHBIA KOMIIOHEHT JOJKEH SBISTHCS YaCThIO
MPOIIECCa OLIEHKU PUCKa;

0) HEoOXOAMMOCTh OOECIeUeHHs] HajIeXalled KOoOpAUHALUU
JEATEIbHOCTH M B3aUMOJICUCTBUS MEXAY pa3IUYHBIMU CTOPOHAMHU,
YYaCTBYIOIIUMHU B CO3/IaHUM M 0OMeHe MHQopManmer mo 6e30macHOCTH
(YTIOJTHOMOYEHHBIE OpraHbl TOCYIapCTB-WICHOB, UHBIE TOCYAapCTBEHHBIC
OpraHbl U JIepKaTeIl PErUCTPAIIMOHHBIX yIOCTOBEPEHUN);

B) HEOOXOJMMOCTh BKJIIOUCHHS B HMH(pOpMAIMIO N0 0€30MacHOCTH
aKTyaJbHBIX, YETKHX, JOCTOBEPHBIX W KOPPEKTHBIX CBEACHHUHN IS
nepeayu  IeJIeBOM  ayJUTOPUM B YCTAaHOBJICHHBIE CPOKHM B IEJAX
oOecreueHnst BO3MOKHOCTH MPUHSATHS COOTBETCTBYIOIIUX MEP;

I) HEOOXOIWMOCTh ajamnTaluu HHQOpMaUMU IO OE30MaCHOCTH
MyTEM UCIIOJIb30BaHUSI COOTBETCTBYIOIIETO SA3bIKA U C YUETOM PA3TUIHBIX
YpPOBHEM 3HaHUM U TOTPEOHOCTH B HHPOPMALMM JUJIS PA3TUUHBIX
LEJIEBbIX ayJIUTOpUil (Hampumep, NAUMEHTOB U PaOOTHUKOB C(epsl
3IpaBOOXPAHEHMUs), IPU YCIOBUU COXPAHEHUS TOYHOCTH M COOTBETCTBUS
nepeaaBaeMoi nHpopmaIuu;

1) HEOOXOAUMOCTh MPENCTABICHUS HHPOPMAIMM O pHUCKAX C



y4eTOM OOIle OIIEHKHU MOJIb3bl JIEKAPCTBEHHOI'O Ipenapara, BKIOYas
JOCTYIHBIE M aKTyaJbHbIC CBEJCHUS O CEPHE3HOCTH, CTENEHU TSHKECTH,
4acTOTE€ HEXKeNaTeIbHbIX peakiui, (akTopax pHUCKa HX Pa3BUTHS,
BpEMEHHU Hayaya, OOpaTUMOCTH U, €CJIIM BO3MOXKHO, IMPEANOJIaracMom
NepHo/i€ BOCCTAHOBIICHUS,

¢) umHpopMHupoBaHHWE MO OE30MACHOCTH JOJDKHO CIOCOOCTBOBATH
pa3peuieHu0 HEeOomNpeIeIEHHOCTEH B JaHHBIX MO 0O€30MacHOCTH. ITO
OCOOCHHO aKTyaJbHO B Cllydae IMOSBJICHUS HOBOW HHGOpMalMHU TPU
BBIIIOJTHEHUM  YIOJHOMOYEHHBIMM  OpraHaMu  TOCYyJAapCTB-YICHOB
MPOLIeyp OLIEHKU JaHHBIX Mo Oe3omacHocTu. [loms3a uHbOpMUpOBaHUS
Ha JAaHHOM 3Tare JI0JDKHA ObITh COOTHECEHA C PUCKOM BO3HUKHOBEHHS
OIIMOKH, KOTOpas MOKET BO3HUKHYTh B Clly4ae, €CJIM HWMEBIIHECS
HEOIpeJIeJICHHbIE aCIMeKThl MpoWisi HE CMOTJM OBITh HaJICKAIIUM
00pa3oM pa3bICHEHBHI,

) B ONPEJEICHHBIX CIy4asX MpU NPeACTaBICHUU UHPOPMAIIUU TIO
0€30macHOCTH  HEOOXOJUMO  YYHUTHIBATh KOHKYPHUPYIOIIHE  PHUCKH
(HampuMep, PUCK OTKAa3a OT JICUEHU);

3) HEOOXOJAMMOCTh HCIOJIb30BaHUS Hamboliee 000CHOBAHHBIX
KOJIMYECTBEHHBIX MOKa3aTeled NpU ONHCAHUM U CPABHEHUU PHUCKOB
(HampuMep, TOKa3aTellb HE TOJBKO OTHOCUTEIBHBIX PHUCKOB, HO U
aOCONIOTHBIX PUCKOB). JlJig CpaBHEHUS PUCKOB TPYMIBI JOJDKHBI OBITH
CXOJIHBI 110 CBOMM XapaKTepUCTUKaM. Takyke MOTYT ObITh UCIIOJIb30BAHBI
U JIpyrue crnocoObl TmpejcTaBieHus uHopmaruu (rpadudeckoe
MPEJICTABICHUE OI[EHKU PUCKOB U (MJIM) COOTHOIIEHUSI «I10JIb3a — PUCKY);

n) HEO0OXOANUMOCTD MIPOBEACHUS peaABapUTEIHHOTO
KOHCYJIbTUPOBAHUS WM TECTUPOBAHUS MEAWIIMHCKHX PaOOTHUKOB WU

MalMeHTOB TP IIOJATOTOBKE HH(pOpMAIMKM 110 OE30MacHOCTH, B



OCOOCHHOCTHM B Cllydae IMOJrOTOBKM HWH(MOPMAIIMU TI0 CJIOXHBIM
npooiaeMam;

k) wuHDopMUpOBaHHME TI0O O€30MACHOCTH [OJDKHO BKIIIOYATH
MIpeJICTaBIICHUE TMOCceaytome napopmaruu (Hampumep, MOCISAYIOINTUX
W3MEHEHUN B  PEKOMEHJAIMIX,  pa3pelieHus  MNpoOJeMbl 10
0e301acHOCTH) (MpU HEOOXOAUMOCTH);

J) BBINOJTHEHUE OLIEHKU 3((PEKTUBHOCTH HHPOPMUPOBAHUS 10
0e30macHOCTH (TIPU HEOOXOIUMOCTH);

M) COOTBETCTBHE HH(pOpPMAIIMK MO OE30MaCHOCTH TPeOOBAHUSIM O
3alUTE NEPCOHATBHBIX JIAHHBIX.

11.1.3. [leneBbie ayIUTOPHH.
OCHOBHOHM 1IeTIeBOM  ayJquUTOpUE, Ha KOTOPYIO HampaBiIeHO

uH(pOpMUpPOBaHUE o 0€30IacHOCTH, OCYIIECTBIISIEMOE
YIIOJJHOMOYECHHBIMH OpPraHaMu TOCYJIapCTB-YJICHOB H JEpPKATEISIMHU
PETUCTPAIMOHHBIX YJOCTOBEPEHUM, SBIAIOTCA PAOOTHUKU CHUCTEMBbI
3APABOOXPAHECHUSI W TALMEHTHI, KOTOPBIE HMCIOJB3YIOT JIEKAPCTBECHHBIC
MpEnaparsl.

KntoueByro posib B OCHOBHOW ILEJIEBOM AYJAUTOPUM UTPAOT
pabOTHUKHU CUCTEMBI 3[IpaBooXpaHeHus. DPphekTuBHOE HHOOPMUPOBAHUE
1o 0€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB MO3BOJISIET UM ITPOBOJAUTH
dbapMakoTepanui C Yy4eTOM Hauboyiee akKTyaJlbHbIX CBEJACHUN IO
0€30IMacHOCTH U BBIPAOOTAHHBIX PEKOMEHJAINM, a TaKXKe MPECTaBISIThH
MOHSTHBIE U TI0JIE3HBIE CBEACHUS MAIIUEHTaM, CIIOCOOCTBYSI 00E€CTICUEHHTIO
0€30MaCHOCTH TAIMEHTOB U TOBBIIICHUIO UX JIOBEPHUS K PETYJISITOPHON
CHUCTEME U CUCTEME 3APABOOXPAHCHMUSI.

CpenctBa maccoBOil HMHQPOpMAIIMHM TakKKe SIBISIOTCS IIEJIEBOM

aynuropueit st nadopmanuu no 6ezonacHoctd. CocoOHOCTh CPECTB



MaccoBOM HMH(pOpPMAIMKM OXBaThIBaTh IMAIIMEHTOB, PAOOTHUKOB CHCTEMBI
3IPAaBOOXPAHCHUS] W IIUPOKHUE CIIOM HACEJICHUS SBISICTCS BaXHBIM
(dbakTOpoM pacmpoCTpaHEHUs] HOBOM M BaXHOW HHPopManuu o
JICKapCTBEHHBIX TpernapaTtax. PacmpocrpaHeHne wuH(pOpMauu 1o
0€30MacHOCTH Yepe3 CpelcTBa MacCoBOW HMH(OpPMAIUU  OKa3bIBACT
BIMSHUE Ha OOIIECTBEHHOE BOCIPHUATHE, IIO3TOMY Ba)XHO, YTOOBI
CpeACTBa MAacCOBOM HWHpoOpManuu MNoaydain HUHGOpPMAIMIO MO
0€30MacHOCTH  HEMOCPEACTBEHHO OT  YIOJHOMOYEHHBIX  OpraHoB
rOCy/apCTB-WICHOB B JOMOJHEHHE K TOW WHMOpMAIHH, KOTOPYK OHHU
MOJy4aloT W3 JAPYTUX HUCTOYHUKOB (Hampumep, OT Jepkarenei
PETHCTPAIIMOHHBIX YIOCTOBEPECHHH ).

11.1.4. Conepxanue uapopmaluu mo 6€30macHOCTH.
[IpyHrMass BO BHUMAaHHUE NPUHIUIBI, W3JIO)KEHHBIE B TMOJITYHKTE

11.1.2 wacrosmux IlpaBun, uHpopmarus 1o 0€30MacHOCTH, TOJDKHA
COJIEPIKATh:

a) TIOSIBJISTFOTITHECSI Ba)XHBIC CBEICHHSI 0 TF0O00M
3apErUCTPUPOBAHHOM JIEKAPCTBEHHOM IIperapare, KOTOPhIE OKa3bIBAIOT
BJIMSTHUE HA COOTHOIICHUE «II0JIb3a — PUCKA» JIEKAPCTBEHHOTO TperapaTa
TIPH JIFOOBIX YCIIOBUSX TTPUMEHCHHS,

0) TpUYMHBI WHULMUPOBAHMS TMPOIEAYPHl WHPOPMUPOBAHUS T10
0€301acHOCTH B TIOHATHOM JIJIS 1IEJICBOM ayIUTOPUH (HOpME;

B) HEOOXOJMMBIE pPEKOMEHIAIMU JUIsi pPabOTHUKOB CHCTEMBI
3IPAaBOOXpPAaHECHUS] W TANUCHTOB, CBS3aHHBIE C MPOOJIEMOW TIO
0€301MacHOCTH, B OTHOIIICHUN KOTOPOU BBITIOHSIETCS HHPOPMUPOBAHHUE;

r)  yKazaHue Ha  COTJIAlleHHWe  MEeXAy  JepKaresiem
PETHCTPAIIMOHHOTO  yJAOCTOBEPEHUS W  YIMOJHOMOYCHHBIM OpPTaHOM

rocyJIapCcTBa-4jieHa O MPEACTaBICHHH HHGOpPMAIHMH IO O€30MacHOCTH



(Ipu HEOOXOIUMOCTH);

1) cBelleHUusI 000 BCEX MPENIOKEHHBIX U3MEHEHUSIX B HH(GOpMAIUU
o JiekapcTBeHHOM Tipenapare (Hanpumep, B OXJIIT wimm UMII (JIB));

€) Oubnmorpaduyeckuil CIUCOK WM CCHUIKM HA HCTOYHUKH, TJIC
MOXHO HalTU OoJiee MOAPOOHYI0 MH(POPMAIIUIO O KOHKPETHOM acIeKTe
0€30macHOCTH, YKa3aHHOMY B HH()OpMUPOBAHUH IO 0€30MaCHOCTH;

) HAlOMMHAHUE O HEOOXOAMMOCTH COOOIATh O MO0JI03PEBAEMBIX
HEXEIATeIbHBIX PEaKIMUsIX B YIOJTHOMOYCHHBIH OpraH ToOCyJapcTBa-
YJIeHa Yepe3 HAllMOHAJIBHYIO CUCTEMY CIIOHTAaHHOTO PEMOPTUPOBAHUS.

Nudopmanuss 1o 0O€30MacHOCTH HE  JOJKHA BBOAUTH B
3a0y’KJIeHHE W JTOJDKHA OBITh TpeCTaBiIeHa 00beKTHBHO. MHBOpMarus
mo Oe30MacHOCTH HE JOJDKHA COJEpX aTh KaKUX-TMOO MaTepuaioB H
COOOIIEHUHN, KOTOpPhIE MOTYT TMPEICTaBIATH COOOM peKiIamMy U HHYIO
uH(oOpMaIMio, HaMpaBIEHHYI0O Ha MPOABUKEHUE JIEKAPCTBEHHOTO
npenapara.

11.1.5. Cnoco6s1 uHPpOPMUPOBAHUS IO OE30MTACHOCTH.
[Ipu  BemonHeHWHW  WHPOPMUPOBAHHS 1O  OE30MACHOCTH

HEOOXOAMMO UCIIOJNb30BaTh BECh CIHEKTP pPa3sHOOOpa3HBIX CPEACTB
nepenaun WHPOPMAMHM IS JOCTHXKEHHUS IEJIeBBIX ayJIuTOpUi U
YIAOBJIETBOPEHUSI MX paCTylIUX MOTpeOHOCTeH. PaznuuHbie cpencTna
KOMMYHUKAIIMM M KaHAJIbl Mepenadyd UHQPOPMAIMH, KOTOPHIE CIETyeT
UCIIOJIb30BaTh, MOAPOOHO paccMaTpPUBAIOTCS HIXKE B IMOJIYHKTax
11.1.5.1-11.1.5.5.

11.1.5.1. HenocpenctBenHoe obOpaiiieHne K pabOTHUKAM CHCTEMBI
3/IPaBOOXPAHEHUSI.

[log HEmocpenCTBEHHBIM OOpalieHHeM K paOOTHUKAM CHUCTEMBI

3APaBOOXpPAHCHUA B HaCTOAIIIUX HpaBI/max moApasyMeBacTCs



MPEACTABICHUE JACP)KATEISIMH PETUCTPAIIMOHHBIX YIOCTOBEPEHUN WU
YIOJIHOMOYEHHBIMH OpTaHaMH TOCYAapCTB-UJICHOB BaXKHOW MH(MOpMAIUN
1Mo OE€30MaCHOCTH HAMPSIMYI0 PAOOTHHKAM CHUCTEMBI 3/IPAaBOOXPAHEHUS C
IETbI0 COOOIIEHUSI UM O HEOOXOJIUMOCTH COBEPIICHHUS OIMpPeIeIeHHBIX
ACHCTBUI WM aJanTallid WX MPAKTUKH B OTHOIIEHUU JIEKAPCTBEHHOTO
mpernapara B COOTBETCTBUHU C HOBBIMH JIAHHBIMH 110 O€30MTaCHOCTH.

HenocpenctBennoe  obOpameHue K paOOTHUKaM  CHCTEMBbI
3[PAaBOOXPAHEHUS] HE SABJISIETCS OTBETOM Ha BOMPOCHI PaOOTHUKOB
CHUCTEMBI 3PaBOOXpAaHEHUS JTHUOO y4eOHBIMM MaTepuajaMyd B paMKax
PYTHHHOH EATeTbHOCTH 110 MUHHUMH3AIIUN PUCKOB.

Pa3paboTtka UH(OOPMAIMOHHOTO Marepuala TUTSt
HETMOCPEJCTBEHHOTO OOpaIeHHs MPEArnoaraeT COTPYIHUIECTBO MEXITY
JepKaTelieM PEeTUCTPAIMOHHOTO YIAOCTOBEPECHUS] W YITOJTHOMOYEHHBIM
OpraHOM TOCy/AapCTBa-4ICHA.

Jlepxatenp perucTpalmoOHHOTO YAOCTOBEPEHUS JOJDKEH MOTYyYHTh
0JI0OpeHNE COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO OpraHa Tocy1apcTBa-
YJIeHa B YacTH COJACpKaHHWS WHHOPMAIMOHHOTO MaTephaia sl
HETMOCPEACTBEHHOTO oOpareHus K pabOTHHKAM CUCTEMBI
3IPaBOOXPaHEHUS U IIaHa HH(POPMUPOBAHUS.

CornacoBaHue MeXIy YIOJHOMOYEHHBIM OPTaHOM TOCYyAapCTBa-
qJieHa W JCPXKATEIEeM PETUCTPAIMOHHOTO YIAOCTOBEPEHHS JOJIKHO OBITh
3aBepIICHO JI0 Hauaja pacipoCcTpaHeHUs JepKaTelleM PErUCTPAIMOHHOTO
yAOCTOBEpEHUS HHPOPMAITMOHHBIX MaTEPHAIIOB.

Ono6peHne yrnoJIHOMOUYEHHOTO OpraHa rocy/IapcTBa-ujieHa J0KHO
OBITh TIOJYYCHO B OTHOIICHUH COJCpXaHWUS HHPOpPMANWH M IUTaHa
uH)OPMUPOBAHHUSA, BKJIIOYas IIEJIEBYIO ayJAWTOPUI0O ©  Tpaduk

pacrpocTpanenusi HHGOpMaIuu.



JlepkaTeqto  pEeruCTPaIlMOHHOIO  yJAOCTOBEPEHUS HEO0OXOIUMO
BBIJICIUTH HE MEHEe 2 pado4ux JHEH IS MpeACTaBICHUS KOMMEHTApHUEB
Ha 3aMEYaHMsl YMOJHOMOYEHHOIO OpraHa rocCyJlapCTBa-ujieHa B 4YacTH
COAEPKAHUS WH(POPMAITMOHHOTO Marepuasa 17R10 TJIaHa
WH(pOPMHUPOBAHUSI.

B cnydae HeoOXOaUMOCTH Ha JAHHYIO TPOIEAYPY MOXKET ObITh
BBIJICJICHO OOJIBIIIE BPEMEHH 10 YCMOTPEHHUIO YIIOJTHOMOYEHHOTO OpraHa
rocyJlapcTBa-4jieHa, CPOKHM MOTYT OBITh aJalTUPOBAHBI C Y4YE€TOM
CPOYHOCTH CUTYaIlUH.

[Ipy HaIMYMKM HECKOJBKUX JIEpKaTelle  PerucTpaliOHHBIX
YIOCTOBEPEHUI HA OJIHO U TO K€ JECUCTBYIOIIEE BEIIECTBO, IJII KOTOPOTO
HEOOXOJIUMO  BBIMYCTUTh HH(POPMAIUIO ISl  HEMOCPEIACTBEHHOTO
oOpamieHusi K paOOTHUKAM CHCTEMbl 3paBOOXPAHEHUs, COOOIICHHE
JIOJIKHO HOCUTh €IMHBIA COTJIACOBAHHBIN XapaKTeD.

[Ipy  moaroroBke  wHMOpPMAMU  JJII  HEMOCPEICTBEHHOTO
oOpallleHHs] PEeKOMEHJIyeTCs MPUBJIEKATh B COOTBETCTBYIOIIMX CIydasx
OpraHM3aliy  37APAaBOOXPAHEHUS] WJIM HayudHble OOIECTBA, YTOOBI
rapaHTUPOBATh, UTO IpeJCTaBisieMas UM HH(popMaIys OyIeT MoJe3HON 1
aJanTUPOBAHHOM JIJIA 1I€JIEBOM ayAUTOPUH.

11.1.5.1.1. HenmocpeactBeHHOE oOpalieHue K paOOTHUKAM CHCTEMBbI
3IPaBOOXPAHCHUSI MOXKET BBICTYNATh B Kaue€CTBE JOIMOJIHUTEIBHBIX MEpP
MUHUMU3AMHA pUCKOB [TYP.

Nudopmarys 11 HEMOCPEACTBEHHOTO oOpallieHusl K pabOTHUKaM
CUCTEMBl  3JpaBOOXPAHEHUS  JOJDKHA  PACHPOCTPAHSITHCS  MpH
HEOOXOJIUMOCTH  TPUHIATUS HEOTJIOKHBIX MEp WIM H3MEHEHUs
CYIIECTBYIOIIEH MPAKTUKU B OTHOIIEHUU JICKAPCTBEHHOTO Iperapara B

CICAYIOIIUX ClIydasiax:



a) TMPUOCTAHOBKA WJIM AHHYJIMPOBAHHE YAOCTOBEPEHUS O
rOCyJapCTBEHHON perucTpanuu, 00yCIOBIEHHON U3MEHEHUSIMH TTPOQIIIS
0€30IaCHOCTH JIEKapCTBEHHOTO MIpenapara;

0) BaXXHOE€ HW3MEHEHHME B PEKOMEHJAIMAX [0 MPUMEHEHUIO
JIEKQpCTBEHHOr'0 TMperapara MO NPUYMHE OrpPaHWYEHHUs TOKa3aHUM K
NPUMEHEHUIO, HOBOIO  MPOTHUBOMNOKA3aHWs WA  U3MEHEHHUS B
PEKOMEHJYEMbIX  J103aX, OOYCJIOBJICHHbIE W3MEHEHUEM PO
0€301acHOCTH JIEKapCTBEHHOTO MIpenapara;

B) OTPAHUYECHUS B JOCTYIMHOCTH WJIA MPEKPAIICHUE MPOU3BOJCTBA
JIEKapCTBEHHOT'O Mperapara, YTO MOXKET HEeOJIarompusiTHO CKa3aThCsl Ha
CUCTEME OKa3aHUs MEAUIMHCKON TOMOIIH.

11.1.5.1.2. Curyanuu, npu KOTOPBIX [IOJKHA PacCMaTPUBATHCS
HEOOXOAMMOCTh  HEMOCPEJICTBEHHOrO  oOpalieHusi K pabOTHHUKaM
CUCTEMBI 3PaBOOXPAHEHUS:

a) MOSIBJICHUE B PEKOMEHJALUAX MO MPUMEHEHUIO JIEKAPCTBEHHOIO
mpernapara HOBBIX BaXKHBIX MPEJOCTEPEIKEHUM UITM OCOOBIX YKa3aHUM;

0) HOBbBIC JaHHBIE O BBISIBICHUU pPAHEE HEU3BECTHOI'O PHUCKA, a
TaK)K€ U3MEHEHHSI YaCTOThI WJIA CTEIIEHH TSYKECTH U3BECTHOIO PUCKA;

B) MOSIBIICHHE OOOCHOBAHHBIX JAHHBIX O TOM, YTO JIEKAPCTBEHHBIM
npenapar siBIsieTCsl He CTOJIb 3(PPEKTUBHBIM, KaK CUUTAJIOCh PAHEE;

I) HOBBIE PEKOMEHAAUMH IO MNPEIOTBPAILICHUIO Pa3BUTHS, WIIU
KY[UPOBAHUIO HEXKENATENbHBIX PEAKUUNA MO0 3710yNnoTpeOIeHUn, WiIu
CHUKEHUIO pUCKA MEAUIIMHCKUX OIIMOOK;

) uHpopMaluMs MO Pe3ysibTaTaM MOCTOSHHOW OLEHKH Ba)KHBIX
MOTEHIMAIBHBIX PUCKOB, JOCTYHHBIE JIaHHBIE IO KOTOPHIM Ha
OMNPE/ICIICHHBII MOMEHT SABJISIOTCS HEJOCTATOYHBIMHU JUISl TPUHATHS

PEryJATOPHBIX Mep (B 3TOM cllydae HEMOCPEICTBEHHOE OOpalleHne



JOJDKHO COJEHCTBOBATh THIATEILHOMY MOHHUTOPHHTY TIPOOJIEMBI 10
0€30MacHOCTH B KIMHUYECKOW MPAKTUKE, MPEJCTABICHUIO COOOIIEHUN O
HEXENAaTeNIbHBIX pPeaKklusX, a Takke HHPOPMHUPOBATH O Mepax
MUHUMHU3AINUH TOTCHIIMATIEHOTO PHUCKA).

YT0THOMOYEHHBIH oprax rocy/1apCcTBa-4jieHa BIIpaBe
pactpoCcTpaHuTh WHPOPMAIHMIO TSI HETIOCPEIACTBEHHOTO OOpAaIIeHHS K
pabOTHHKAM CHCTEMBI 3PABOOXPAHEHUS WA 3allPOCHUTh JepKaTels
PErUCTPAIIMOHHOTO  YJOCTOBEPEHHUS MOATOTOBUThH, COTJACOBaTh U
pacrpocTpaHuTh MHGOPMAIUIO ISl HEMOCPEICTBEHHOTO OOpamieHus: K
paboOTHUKaM  CHUCTEMBI  3JIpaBOOXpAaHEHHMsI B  cllydae,  €ClH
YIIOJITHOMOYECHHBIM OpraH rocyaapCcTBa-4jeHa CYUTAET 3TO HEOOXOIUMBIM
JUIs  fanbHedero 0Oe3omacHOro u  A(@PEKTUBHOrO KCIOJIb30BAHUS
JIEKapCTBEHHOTO Mperapara.

YTOoTHOMOYEHHBIE OpraHbl rOCYy1apCTB-UJICHOB BITpaBe
OImy0JIMKOBaTh OKOHYATEIbHBIN BapHaHT WH(OOPMAIMOHHOTO MaTepHuaia
IUISE  HEMOCPEACTBEHHOTO  OOpaimieHuss K  paOOTHUKAM  CHCTEMBI
3IpaBOOXpPaHEHUs. Y TOJITHOMOYEHHBIE OPTaHbl TOCYIAPCTB-WICHOB MOTYT
TaK)X€ BBITYCKaTh JOMOJTHUTEIHHOE COOOIeHHEe Mo 0e30macHOCTH (Mpu
HEOOXOJIMMOCTH) U pacIpOCTPaHsATh MHPOPMAIMOHHBIM MaTEepHall CpeIn
COOTBETCTBYIOITUX OpraHU3aIHH U pabOTHHUKOB CHUCTEMBI
3/IpaBOOXPAHEHUS.

11.1.5.2. Uadopmartius 111 HECTICITUATUCTOB.
NudopmarimoHHbIN MaTepual, HAIMCAHHBIN MIPOCTHIM

(HenmpodeccOHAIBHBIM) SI3bIKOM (Hampumep, B (GopMare BOINPOCOB U
OTBETOB), IIOMOTAET TAIMEHTaM W HACEJIICHHUIO Pa300paThbcsl B HAYYHBIX
JaHHBIX W PETYISTOPHBIX MepaxX, Kacalolmuxcs MpodjeM  TIo

0€30MaCHOCTH.



JIOKyMEHTBI Ha HENpO(PECCUOHATBHOM SI3bIKE JOJIKHBI COAEPKATh
PEKOMEHJALNNA U COBETHI YIIOJITHOMOUYECHHBIX OPraHOB TOCYAapPCTB-YJICHOB
M0 MUHUMM3AIMA PHUCKOB I TMAIlMEHTOB W PaOOTHHUKOB CHCTEMBI
3/IpaBOOXPAHEHUs B OTHOLIEHUHU MPOOJIEM, CBSI3aHHBIX ¢ 0€30MacHOCTHIO,
U JIOJDKHBI  COINPOBOXKAATHCS  COOTBETCTBYIOLIEH  CIPABOYHOM
uH(pOpMaLKeH.

YIOJIHOMOYEHHBIE  OPTraHbl  TOCYJApCTB-WIECHOB  Pa3MEIIAOT
uHopMalMIO JUIsT  HECNEeUMATMCTOB Ha MEIUIMHCKUX HHTEpPHET-
nopTajax rocyJapCTB-4JIEHOB U MOTYT JIONOJHUTEIBHO PAacHpOCTPAHSITh
UX CpEAM COOTBETCTBYIOIIMX CTOPOH, HAaIpUMeEp, NAUUEHTOB U
OpTraHU3alMN 31PABOOXPAHEHHUS.

Pekomenayercss mpuBJIEKaTh MAallMEHTOB M PaOOTHUKOB CHUCTEMBI
3IpaBOOXPAHEHHS] K YYACTUIO B MPOLECCE MOArOTOBKHA JOKYMEHTOB Ha
HEMpoQPeCcCuOHAIbHOM A3BIKE, YTOOBI rapaHTUPOBATh, 4TO
npejacTaBisieMas UMU MH(popManus OyJeT MOJIe3HOM M aJallTUPOBAHHON
IS LIEJIEBOM ay IUTOPUH.

11.1.5.3. Uudopmarus B ipecce.
K undopmarnuu, pasmeniaemoil B mpecce, OTHOCSTCS MPECC-PETU3bI

U npecc-KOH(PEpEeHIMU, KOTOpbIe B MEPBYIO OUepe/lb MPEAHAZHAYEHBI IS
KYPHAJIMCTOB.

YOJHOMOYEHHBIE OpPTraHbl TOCYJAPCTB-WICHOB MOTYT HaIlpaBJIsTh
MpeCC-peNIN3bl  HAMNPSIMYKO JKYpPHAIMCTaM B  JIOTNIOJIHEHHE K  HX
Pa3MEIICHUIO HA CailTaX YIMOJHOMOYEHHBIX OPTraHOB TOCYIApCTB-YJICHOB,
YTO TMO3BOJIUT JKYpPHAJUCTaM HAOpsIMyI0 MOJYyYUTh HWH(OPMAIIUIO,
KOTOpass COOTBETCTBYET HAy4YHOW OIECHKE YIIOJHOMOYEHHOIO OpraHa
rocyaapctBa-wieHa. BizaumoneiictBue co CMUM  saBnsieTrcss BaXXHBIM

croco0oM oxBaTa OoJiee IIMPOKOW ayIUTOPUH, & TAKKE CIIOCOOCTBYET



YKPEIUICHUIO JIOBEPUsI K PETYJISITOPHOU CUCTEME.

Jlep>xaTenu perucTpalmOHHbIX YI0OCTOBEPEHUIN MOTYT IMOJITOTOBUTD
U OMmyOJUKOBATh MPECC-PEIu3 C MPEACTaBICHUEM CBOEH MO3UIHUM 10
nmpooOeMe, CBSI3aHHOM ¢ 0€30IMacHOCTBhIO, HO OHM JOJDKHBI COACPKATh
CCBUIKM Ha BCE PETyJATOPHBIE MEpHI, MPUHUMAEMbIC YIOJIHOMOYEHHBIM
OpraHoOM rocy1apcTB-wieHOB. COOTBETCTBYIOIIUE BBIMOIHSAEMbIE 0030PHI
JIOJKHBI OBITH yKa3aHbl B J1000M HMHpOpMaLMM, MpeACTaBIIEMON
Jep>KaTeIeM PErucTpalioOHHOIO Y/I0OCTOBEPEHUS.

[TockonibKy TIpecc-penau3bl, MOMHUMO >XYPHAIUCTOB, MOTYT OBITh
MPOYUTAHBI APYTUMHU YUTATENSIMU (Harpumep, paOOTHUKAMHU CHUCTEMBbI
3[pAaBOOXPAHEHHUs], TMAlMEHTaMU U IIMPOKOW ayJauTopuen), B HHUX
HEOOXOAMMO JeNaTh CChUIKY Ha HWH(OOPMAIMOHHBIE MaTepHabl,
MMEIOIIINE OTHOILIEHUE K JAHHOM MpobiieMe 1o 6e30nacHOCTH. B ciyuasx
€CJIM TOTOBHUTCSl TaKXK€ HEMOCPE/ICTBEHHOE OOpallleHHue K padOTHUKAM
CHUCTEMBI 3JI[paBOOXPAHEHHUS, CclieqyeT oOecrneunTb HHGOPMHUPOBAHHE
pabOTHUKOB CHCTEMBI 3PaBOOXPAHCHHS, JUOO A0 MyOJMKaIHH, JHOO
OJIHOBPEMEHHO C MyOJIMKAlMeW WM PaclpOCTPAaHEHHEM IPECC-penn3a,
4TOOBl TPEJOCTABUTh BO3MOXKHOCTh MEIUIIMHCKUM pPaOOTHUKAM OBITh
MOATOTOBJICHHBIMU K OTBETaM Ha BOMPOCHI MAIIUEHTOB.

B cnywae ecim mpobOiiema 1o 0OE€30MACHOCTH MPEACTaBISET
MOBBIIIEHHBIA HMHTEPEC MJIA CPEJICTB MAacCOBOW HH(popmanuu 100 B
Cllydyae HEOOXOJMMOCTH JOBEJACHUSA JO HACEJIEHUS MHOTOIUIAHOBOW U
CJIOKHOM MH(OpPMAIIUU 10 BAXXHOMY JIJIsl 3I0POBBSI HACEJIEHUS BOMPOCY,
YIOJIHOMOYEHHBIMM ~ OpraHaMu  TOCYJapCTB-4JIECHOB B  KadecTBE
s dexkTuBHOr0 MeToaa UHGOPMUPOBAHUS OOIIECTBEHHOCTH MOXKET OBITh
PacCMOTPEH BOMPOC MPOBEACHUS MPecC-KOH(EPEHIINU C KYPHAUTHUCTaMU.

11.1.5.4. BeG-caiir.



BeO-caiitr  mpexacraBisier coOoi BAKHBIN UHCTPYMEHT
HHGOPMUPOBAHUS HaceleHUs (BKJIIOYas TAIMEHTOB W PaOOTHHUKOB
CUCTEMBI 3JPaBOOXPAHEHUS). YIIOTHOMOYEHHBIE OPraHbl TOCYAApCTB-
YJICHOB, & TAKXXe JEPKaTeNId PErUCTPAIMOHHBIX YOCTOBEPEHHUM JOJIKHBI
rapaHTUpoBaTh, 4YTO BaxkHas uWHopManus 1O  OE30MaCHOCTH,
pa3MellleHHasT Ha  KOHTPOJUPYEMbIX UMHU  BeO-calitax, Oyzner
JIETKOJOCTYITHOM M MOHATHOW moiib3oBaTensiM. MHdopmanua Ha caitax
JOJIKHA TIOCTOSTHHO OOHOBIATHCS, a Jr00as ycrapesinas HHPOpMAIIHS
J0JI’KHA OBITh OTMEUYEHA COOTBETCTBYIOLIUM 00pa30M WIIK yAalieHa.

11.1.5.5. Ipyrue cpeacTtBa MHTEPHET-KOMMYHUKAIWAMN.
Nudopmarus 1mo 6€30MacHOCTH MOXKET TaK)Ke pacpOCTPaHSITHCS B

MH()OPMaALOHHO-TEIIEKOMMYHUKALIMOHHON ceTn «HTepHeT
MOCPEACTBOM JIpyrux BeO-nipunoxkeHuid. I[lpu wucnons3oBanuu 0Oosee
HOBBIX, BBICOKOCKOPOCTHBIX  KAaHAJIOB CBSI3M  CIIEAYyET IPUHATH
HEOOXOJIMMbIE MEpBI, 4YTOOBl HE JONYCTUTh HAPYIIEHHUS TOYHOCTU
nepeaaBaeMol MHpopMmali. B KOMMYHUKallMOHHON MPAaKTUKE CIEeayeT
YUUTBHIBATh  IOSBISIIOIIAECS ~ HOBBIE  CpPEACTBA  KOMMYHUKAIWH,
VICIIOJIB3YEMBIEC PA3JIMYHBIMU LIEJIEBBIMU Ay AUTOPUAMMU.

11.1.5.6. UudopmarniuoHHbie MUChbMa U OFOJUICTCHHU.
Nudopmanionuple NmuchbMa U OIOJUIETEHU MpEeAHA3ZHAYEHBI IS

PEryJsipHOTO TIPEACTABJICHHUS HOBOM HWH(OpMamuM O JIEKapCTBEHHBIX
npenaparax u ux 6e3omacHocTH M 3 dexTuBHOCTU. C MOMOIIBIO ITUX
MEXaHU3MOB HH(POPMHUPOBAHUS YIOJIHOMOYEHHBIE OpPraHbl I'OCYJIapCTB-
YJICHOB MOTYT OXBaTUThb OOJIBIIYIO AayJUTOPUIO, HCHOJIb3Yysl BeO-
MPUJIOKEHUS U IPYTUE TOCTYIHBIE CPEICTBA.

11.1.5.7. B3aumopaeicTBUEe MEXIYy YINOTHOMOYECHHBIMU OpraHamu

rOCy/1apCTB-4JICHOB.



[Ipy NpUHATUU OJTHUM U3 YMOJHOMOYEHHBIX OPTraHOB I'OCYJIapCTB-
YJICHOB MEp PETyJISTOPHOIO XapakTepa B OTHOLIEHWU ONPEIEICHHON
npoOjeMbl  0€30MacCHOCTH y JPYTUX  YIOJHOMOYEHHBIX OpPraHOB
rocyJapCTB-4JIEHOB MOXET BO3HUKHYTh HEOOXOJUMOCTh OTBEYaTh Ha
3aMpochl WM OOMEHHBAThCS HHPOpPMAIMEH IO 3TOMY K€ BOIPOCY.
PexoMeHlyeTcsl HCMOJb30BaTh MEXKPETYJISITOPHBIE HH(POpPMAIMOHHbIE
Marepuasibl B OpMe JTOKYMEHTOB, MOJTOTOBJIEHHBIX YIMOJIHOMOYEHHBIM
OpraHoM rocyAapcTBa-4i€Ha, B MOMOIIb CBOUM KOJIJIEraM JIJIsi OTBETOB Ha
BHEIIIHUE 3alPOChl WJIK 0OOMeHa nHpopmaluen no KOHKpETHOU mpodiaeme
1o 0e30MacHOCTH.

11.1.5.8. OTBeTHI HA 3aIPOCHI HACEICHUSI.
YTOJTHOMOYEHHBIE OpraHbl TOCYJApCTB-WICHOB U JCpKaTeNH

PETUCTPAIMOHHBIX YIOCTOBEPEHUI JOJKHBI pacrojaraTb
JNEUCTBYIOIIMMHM CHUCTEMAMHU PEAarupoBaHUsl Ha 3aMpPOChl OTIEIbHBIX
rpaXkJaH O JEKapCTBEHHBIX mpernaparax. OTBETHl NOJLKHBI COAEPHKAThH
uH(}OpMaIIHI0, HAXOAIIYIOCS B OTKPBITOM JOCTYII€, U BKIIOYATh B CEOs
COOTBETCTBYIOIIUME PEKOMEHAAIMU JJIs1 TAlUEeHTOB U PabOTHUKOB
CUCTEMBI  3PaBOOXPAHECHUSA, NPEIACTABICHHBIE YIOJTHOMOYEHHBIMU
OpraHaMu roCyJapCTB-4I€HOB. ECiau BOIPOCHI KacarOTCs KOHCYJIbTALIUN
[0 WHJWBUYAJIbHOMY JICYEHUIO, MALUEHTY CJIEAYET MOPEKOMEHIOBATH
00paTUTHCA K CHEIUATICTaM CUCTEMBI 3IPaBOOXPaHEHUS.

11.1.5.9. Ipyrue cpencrra nepeaayu nHGopMaIuu.
KpoMe paccMOTpEeHHBIX BBIIIE CIOCOOOB HMH(POPMHPOBAHMS,

CYIIECTBYIOT JPYTH€ MHCTPYMEHTHI U KaHaIbl IEpeaayu UHPOPMAIIUU 110
O0e3omacHOCTH (Hampumep, NyOJUKAIMM B HAYYHBIX JKypHajgax W
KypHajax mpodecCHOHATbHBIX OPTaHU3aIINN ).

Hekotopsle HHCTPYMEHTHI M CIOCOOBI MH(MOPMUPOBAHUS MOTYT



WCIIOJB30BaThCsl B OOJACTH YIPABJICHUS PUCKAMH, MEPONPUITHUS 10
MUHUMU3AIMA PUCKOB 4YacTO BKJIIOYAOT B Cce0sl  crenuaibHbIe
nporpaMmMbl HHGOPMUPOBAHUS O pUCKax. HCTpYMEHTBI, UCIOIb3yEeMbIe
B JTUX IMpOrpaMMax, TaKW€ KaK NaMATKA ISl [AlMEHTOB WJIHU
pYKOBOJACTBA MO  ©0€30MacHOCTH It ~ paOOTHUKOB  CHUCTEMBI
31paBOOXPAHEHUS, pacCMaTpUBAIOTCA B pazaene 12 nacrosmux [IpaBu.

11.1.6. 3 dexTuBHOCTH MHDOPMALINH TTO OE30MTACHOCTH.
Nudopmarus no Oe3omnacHocTH cuyuTaetrcs A(HPEKTUBHOU, €CIIH

neperaBaeMoe COOOIIeHHe TPUHUMAETCS M TOHUMAeTCs IIeJIeBOM
ayIuTOpued Tak, Kak A9TO ObUIO 3aJyMaHO, WM IefieBas ayIuTOpHUs
pearupyeT Ha HMH()OpPMAIUIO MPUHSATHEM COOTBETCTBYIOIUX Mep. s
omleHKH  d(pdexkTuBHOCTH  MHPOPMAIMU  JODKHBI  MPUMEHSTHCS
COOTBETCTBYIOIIME MEXaHM3MbI, OCHOBAaHHBIE Ha YETKUX IMapaMeTpax
(mokazarensx). Ha ocHOBaHMU BBINMOJIHEHHON OLIEHKH 3(P(HEKTUBHOCTU
JIOJKHBI  OBITH  CICNAHBI BBIBOJABI, OIPEACICHBI TMPUOPUTETHI B
OTHOIICHUU NaJbHEHIIeH AeITeNbHOCTH MO0 HH(POPMUPOBAHUIO, a TAKKE
Py HEOOXOAMMOCTH BBITIOJIHEHA aJIalTalllsl HHCTPYMEHTOB U MPaKTUKHU
B HAIlPaBJIEHWU COOTBETCTBUS MOTPEOHOCTSAM LieJeBOM aynutopuu. s
YCTAaHOBJIEHUSI ~ COOTBETCTBUSI ~ MHQOpMAIMU MO  0€30MacHOCTH
TpeOoBanusiM  noamyHkta 11.1.2  wacrosmmx IlpaBun cruemyer
UCIIONIb30BAaTh  MOAXOJ, OCHOBaHHBIM Ha  wucchaeaoBanuu. [lpum
MPUMEHEHUU JAHHOTO TMOAX0Ja MOTYT OBITh COIMOCTAaBJEHBI Pa3IMYHbIE
pe3ynbTaThl, B TOM YHUCJIE MOBEICHHUE, OTHOIICHUS U 3HAHUS.

Hepxarenu PETUCTPALMOHHBIX YIAOCTOBEPEHUM HECYT
OTBETCTBEHHOCTbH 32 OLEHKY () (PEKTUBHOCTU MPSIMOTO UH(POPMUPOBAHUS
MEJIUIIMHCKUX PAOOTHUKOB MO MpoOieMaMm Oe3omacHoCTH. Jlepkarenu

PETUCTPALIMOHHBIX YAOCTOBEpPEHUN JIOJIKHBI uH(OpMUPOBaAThH



YIIOJTHOMOYEHHBIE ~ OpPraHbl  TOCYJApCTB-YJIEHOB O  IOJYYEHHBIX
pe3yiibTatax OueHKH 3P(PEKTUBHOCTH MNPSIMOTO HHGOPMUPOBAHUS, a
TaK)K€ JIIOOBIX BBISBICHHBIX TPYAHOCTAX (HaAmpumep, mpodiemMax co
CIIUCKOM TOJydaTesiel Ui CpoKaMu U MEXaHU3MaMH PacTpOCTPaHEHUs).
COOTBETCTBYIOIIME KOPPEKTUPOBOYHBIE W TPEIYINPEAUTEIBHBIE MEPHI
JOJDKHBI OBITh TPHUHSATHI BO BCEX CIy4asX BBISBICHUS HEIOCTATOYHOM
3(pGEeKTUBHOCTH  HEMOCPEACTBEHHOrO  oOpalieHuss K pabOTHHUKaM
CUCTEMBI 3PaBOOXPAHECHUS.

11.1.7. TpeboBanus k cucreme KadecTBa HH(OPMHUPOBAHUS 10
0€30IacHOCTH.

B coorBercTBUM ¢ TpeOOBaHUSAMHM K CHUCTEME KadecTBa
uHpopMUpoBaHUsS 1O O€30MACHOCTH, W3JI0XKEHHBIMU B pasziene 2
Hactosiux [IpaBuii, TpeOyeTcs Hamu4Yue COOTBETCTBYIOIIUX MPOIEAYD,
00ecCIeurBaroMX COOTBETCTBUE HH(POPMUPOBAHUS 1O OE30MaCHOCTH
MPUHLKNAM, ompenensieMbiM nmoanyHKkToMm 11.1.2 nacrosmmx IlpaBuir.
JIoJbKHO ~ OBITh  O0ECNEYEeHO  BBINOJIHEHWE U JIOKYMEHTHUPOBAHUE
KOHTPOJIBHBIX MPOIIEAYpP B OTHOIIEHUHU TepelaBaeMoi MH(POpMAIUU 0

0€30I1acHOCTH, TPEACTABIIAIONIEH CO00M 00BEKT KOHTPOJIS KauecTBa.

11.2. BzaumoneiictBue B 00sacTu
uH(popMUpOBaHUs 110 OE30MACHOCTH Ha
TEPPUTOPUSX TOCYAAPCTB-UIICHOB.

11.2.1. B3anmoneincTBre ynoJIHOMOYEHHBIX OpPraHOB T'OCYIapCTB-
YJICHOB B 00J1acTU MH(DPOPMHUPOBAHUA MO OE30MACHOCTU JIEKAPCTBEHHBIX
penaparos.

B pamkax uH(OPMAIIMOHHOTO B3aUMOJIEUCTBUSL YIIOJHOMOUYECHHBIX

OpraHon rocyaapCrB-4JICHOB YHOJIHOMOYCHHBIMHU opraHamMu



BBITIOJTHSETCSL  PEryJsipHbIi  OoOMeH wuHboOpManKreil B  OTHOILICHUHU
MJIAHUPYEMOH K pa3MeleHnto nHGOpMaluK Mo 0€30MaCHOCTH.

11.2.1.1. HenocpenctBeHHoe oOpalieHue K paOOTHUKAM CHCTEMBI
3IpaBOOXpAHEHMS] IO  BOMNpPOcaM  OE30MACHOCTH  JIEKapPCTBEHHBIX
penaparoB, 3aperuCTPUPOBAHHBIX Ha TEPPUTOPHUSX TOCYAAPCTB-UJICHOB

B cnydae ecnu jexkapCTBEHHBIM Tpemapar 3aperucTpupoBaH Ha
TEPPUTOPUU OJIHOTO WIH HECKOJBKMX  TOCYAapCTB-UJICHOB,
YIIOJTHOMOYEHHBIE ~ OpraHbl  TOCYyAapCTB-WICHOB  OOMEHHMBAIOTCS
uHpopmaruen B 4acTu COIEpHKaHUS uHpopmanuu TU1SL
HETOCPEACTBEHHOIO oOpareHus K paboTHHUKAM CHUCTEMBI
3/IpaBOOXPAHEHUs U IJIJaHa MH(POPMHUPOBAHMS, MPOILIEAIINX MPOLEIYPY
COrjacoBaHWsA.  YIOJIHOMOYEHHBIE  OpraHbl  TOCYAAapCTB-YJICHOB
OOMEHHUBAIOTCS ~ OKOHYATEIbHBIM  BapUAaHTOM  MHOOPMAIIMOHHOTO
MaTepualia u 1iaHa rnepeaadyu MHQopMaiuu ¢ UCHOJIb30BAHUEM CUCTEMBbI

WH()OPMAIMOHHOTO B3aUMOICHCTBUA.

11.2.2.  TpebGoBanusi K  JepxKareissM  PETUCTPAIMOHHBIX
YJIOCTOBEPECHUI.
Jlepxareib PETUCTPALTUOHHOTO YIOCTOBEPEHUS 00s13aH

MH()OPMUPOBATh YNOJHOMOYEHHBIE OpraHbl TOCYAapCTB-YJIEHOB, Ha
TEPPUTOPUU KOTOPBIX 3APETMCTPUPOBAH JIEKAPCTBEHHBIN IIpenapar, o
CBOEM  HaMEpEeHHUHU caenaTe  IyOonu4yHOe — cooOlIeHue,  WIU
uH(OpMUpOBaHUE, WIM pa3MeElleHHe WHPOpMalUK, OTHOCSMIEHCS K
uHpopmanuu 1o (apMakoHaA30py, WM TpoOiemMaM, CBS3aHHBIM C
O€30MaCHOCTBIO, A TakXe ¢ TPUMEHEHHEM COOTBETCTBYIOLIETO
JIEKApCTBEHHOI'O npenapara. IIpeacraBinenue uH(popMaLuu
YIOJHOMOYEHHBIM  OpraHaM  TOCYJapCTB-  YJIEHOB € LEJBIO

MH()OPMUPOBAHUSA U TIOJYUYEHUS COTJIACOBaHUS JOJIKHO OBITH CHEIAHO C



YCIOBHMEM 3ampeTa Ha €€ MyOJUKaIlMIo JI0 HMCTEYEHUs] CpOKa, Kak
MUHUMYM 24 yaca J10 ee myOJuKaluu. YBEIOMIICHHE YIOJIHOMOYEHHBIX
OpPraHoB  TOCYJIapCTB-WJICHOB OJHOBPEMEHHO C  MPEACTABICHUEM
uH(}OpMaIMK HACEIEHUIO BO3MOXHO TOJBKO B UCKIIOUUTEIBHBIX CIydasx
Y TI0 BECKUM MPUYHHAM.

K Takum ciaydassM U mpuuMHAM OTHOCSATCS 0OOCHOBaHHas yrpos3a
KU3HH, 370POBBIO WM OJIArOTONYYHIO IIUPOKUX CJIOEB HacelIeHUs, a
TaKXe Cilydad, OIpeJelieHHble W O00OCHOBaHHbIE (UCXOAS U3
MPELEICHTHOr0 oOmnbiTa) B PyKOBOJICTBE 10 KA4eCTBY CHCTEMBI
dhapMakoHa30pa JiepKaTesss perucTPallMOHHOTO Y10CTOBEPEHUSI.

Hepxarenn PETUCTPAIIUOHHOTO YIAOCTOBEPEHUS HECeT
OTBETCTBEHHOCTh 3a OOBEKTUBHOCTH W TOYHOCTh MPEICTaBISIEMOU
HaceJICHUIO0 HHGOPMAIIHH.

B ciywae ecnm nepiareiib pPETrMCTPALIMOHHOTO YAOCTOBEPEHUS
nojiy4yaeT HMHGPOPMAIMIO O TOM, YTO TPEThbs CTOPOHA HaMepeBaeTCs
pacrpoCcTpaHuUTh HMHQPOpPMAIMIO, KOTOpas MOXET TMOBIUSATh Ha
COOTHOIIEHUE  «IOJIb3bl — PUCKA» JIEKAPCTBEHHOrO  Ipernapara,
3apETUCTPUPOBAHHOTO HA TEPPUTOPHUIX TOCYAAPCTB-WICHOB, JAEpKaTEIb
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS] JOJDKEH COOOIMThL 00 3TOM B
COOTBETCTBYIOIIME YITOJTHOMOUYEHHBIE OPTaHbl TOCY/IapCTB-UJICHOB.

11.2.3. B3aumoaencTBue ¢ TpETBUMHU CTOPOHAMM.
Tperbum cTOpoHaM (Hay4HBIM KypHajaM, HayYHbIM OOIIECTBaM,

OpraHu3alusM TaIlMeHTOB M JIp.) PEKOMEHIyeTcss HWHGOPMHUPOBATH
YIIOJITHOMOYEHHBIE OPTaHbl TOCYAAPCTB-YJICHOB O TOSBJISIONICHCS HOBOU
uHpopmanuu 1O  OE30MaCHOCTH  JIEKAPCTBEHHBIX  IMPEMapaTos,
3aperucTpupoBaHHbIX B paMkax Coro3a. B ciywae ecnu mimaHupyeTcs

nyonukanus JaHHOW uHQOpManuu, HEOoOXOAMMO O3HAKOMHUTH C HEH



YIIOJTHOMOYE€HHBIE OpraHbl TOCY/IapCTB-UJICHOB JI0 €€ MyOIuKaIuu.

12. Mepbl MUHMMU3aUN
pHUCKa

12.1.
BBenenue

Mepsl MUHUMH3AIMKM pHUCKA TPEACTABISAIOT COOON JeHCTBUS,
HaIlpaBJICHHBIE HA NPEAOTBPALLIEHUE PA3BUTUS HEKEIIATEIBHBIX PEAKIUN,
CHIDKEHUE YaCTOThl Pa3BUTHUSL WM CTENEHU TSKECTU HEXKEIATEIbHBIX
peakIuid, a TaKXKe MUHHMU3AIUI0 HEOJaronpusTHBIX MOCIEICTBUN
BO3JCHUCTBHS HA MAlMCHTa MPU PA3BUTHUM HEKEIATECIBHOM pEaKIMU Ha
JIEKapCTBEHHBIN IIperapar.

Mepbl MHUHUMHM3AlMA PHUCKA, BKIIOYEHHBIE B JAHHBIA MOJYJb,
JOJIKHBI PacCCMaTPUBATHCSI B KOHTEKCTE OCHOBHOM 4YacTU TpPeOOBaHMM K
CUCTEME MUHMMM3ALNKN PUCKA B COOTBETCTBUU C Pa3AEIOM 6 HACTOSIIUX
IIpasui.

Mepbl MUHMMH3ALMU PUCKA MOTYT BKJIIOYATh PYTHUHHBIE MEPBI
MHUHUMM3AIMA PUCKA WU JOMOJIHUTEIbHBIE MEPHl MUHUMHU3AIIMU PUCKA.
PyTuHHBIE Mepbl MHWHUMHU3AlUM PHUCKA, YKa3aHHbIE B paszaene 6
Hacroammx [IpaBun, pacnpocTpaHsioTCs Ha BCE JIEKAPCTBEHHBIE
rpenaparsl.

BonpmmHCTBO Mpo0iieM, CBSI3aHHBIX ¢ 0€30MaCHOCThIO, MOTYT OBIThH
HaJUIeKAIUM 00pa3oM YIPaBISATHCS PYTUHHBIMU MEpPAMU MUHUMU3AIUU
pUCKa, OJHAKO B OTHOIIEHUM HEKOTOPBIX PHUCKOB PYTHHHBIE MEPHI
MUHUMU3AIMHA PUCKA MOTYT OBITh HEIOCTATOUYHBIMHU, U JJIsI OOECTIeUeHUs
HAJJICKANIEr0 YIPABICHUSI pUCKaMHU U (WJIU) YIYYIICHUS COOTHOILICHUS

«ImoJk3a —  PHUCK»  JIEKAPCTBEHHOTO  Ipemapara  MOHAJ00ATCS



JOTIOJIHUTEIBHBIE MEPhI YIIPABJICHUS PUCKAMH.

JIaHHBIM  pas3fen  CONEPKUT PYKOBOACTBO 110 NPUMEHEHMIO
JOTIOJTHUTEIBHBIX MEpP MUHHUMM3AIMA PUCKA U BBIOOPY WHCTPYMEHTOB
MUHUMU3AIUNA PUCKA.

Mepbl MUHHUMHU3AIMM PUCKA OINPENENAITCI HAa OCHOBaHUU
npoOjeM, CBSI3aHHBIX C  0€30MacHOCTbIO,  MPEJICTABICHHBIX B
cnenupukanuu no Oe3zonacHocTH. Kaxayro mpolsiemy, CBSI3aHHYIO C
0€30MacHOCTBIO, CIEAYEeT paccMaTpuBaTh B MHAMBUIYAIbHOM MOpPSJIKE,
nmpu BbIOOpe HauboJjiee I1eIeco00pa3HO Mephl MHHHUMHU3AIUM PHCKA
HEOOXOJAMMO YUUTHIBATH CEPHhE3HOCTh MOTEHIUAIBHBIX HEKEIATCIbHBIX
pEaKuui, CTENEHb HMX TSHKECTH, MPEIOTBPATUMOCTh WA KIMHUYECKHUE
JOCUCTBUS, HEOOXOAUMBbIE HJii CHWIKEHHS pHUCKA, I[IOKa3aHUd K
NPUMEHEHHUI0, MYTh M CIOCOO BBEICHUS JIEKQPCTBEHHOrO IIpernapara,
LEJIEBbIe TOMYJSIMUA W TUI YUYPEKIECHUM 3IpaBOOXpPAHEHHUS, TJE
MPUMEHSIETCA JIEKAPCTBEHHBIN IIpenapar.

[IpobGnema, cBsi3aHHast ¢ 0€30MACHOCTHIO, MOXKET OBITh aJpecoBaHa
Oomee yeM B OJIHOM Mepe M0 MUHUMHU3AIMU PUCKa, a ONpeIesieHHas Mepa
MUHHUMH3ALUA PUCKA MOKET pacHpoCTpaHATbCs Oojee 4eM Ha OJHY
npobJieMy 1Mo 0€30MacHOCTH.

Hepxarennb PErUCTPALlUOHHOTO yIOCTOBEPEHUS HeceT
OTBETCTBEHHOCTH 3a 00ecleueHre HaAJIeKalero KOHTPOIS BBITOJIHEHUS
Mep MHUHUMM3AIMU PHUCKA, KOTOpPhIE BKIKOYEHbI B COIIACOBAHHBIN
YIIOJIHOMOYEHHBIMU OpraHaMu rocynapctB-wieHoB [IYP wunm koropeie
chOpMyYIUPOBaHBI KaK YCIOBUS TOCYJaPCTBEHHON PETUCTPAIIUU.

Y1OJIHOMOYEHHBIE OpraHbl rocy/J1IapCTB-UJICHOB HECYT
OTBETCTBEHHOCTb 32 KOHTPOJIb PE3yJIbTATOB BBEACHUS U pealin3allid Mep

MHUHUMM3ALMA pPHUCKA, KOTOpble BKIOYeHbl B IIYP wim kortopsie



c(hOpMyYJIMPOBaHbI KaK YCJIOBUS FOCYJapCTBEHHON PErUCTPaLUU.
12.2. CTpyKTypBbI ¥ TPOLIECCHI

12.2.1. O61me TpUHIIUIIBIL.

Mepbl MHUHUMM3AIMA PUCKA UMEIOT CBOEU II€JIbI0O ONTUMM3ALUIO
oe3zoracHoro #u  A()@PEKTUBHOTO  HCIOJb30BAHHUS  JIEKAPCTBEHHOTO
npernapara Ha MOPOTSDKEHUU BCETO JKM3HEHHOro Iukia. CooTHOIIEHUE
«T0JIb3a — PUCK» JIEKAPCTBEHHOI'O Mpernapara MOXKET ObITh YJIYUIIEHO
MyTeM CHHXKCHMS pPHUCKAa M  CTENEeHM  TSHKECTH  IOCIEACTBHI
HEXKEJIATEIbHBIX pEaKIUuid, a TakKXXe ONTHMHU3AlUU II0Jb3bl IyTEM
1eaeBoro moadopa U (WIM) HCKIIOYECHHUS TAIMEHTOB JMOO TyTeM
TIIATEIBHOTO MOHMTOpPUHIa JieueHusl (crneruduyeckas cxema Ipuema,
COOTBETCTBYIOIIMNA  JTaOOPATOPHBIA ~ MOHUTOPHUHT,  TOCJEAYOIIEe
HaOJIFOJIeHNEe 3a MalueHTaMu W T.1.). Mepbl MHHUMH3AIlUM pPHUCKA
TOJDKHBI  SIBJISITHCSL PYKOBOJICTBOM JIJISI ONTHUMAJIbHOTO HCMOJIb30BaHUS
JIEKApCTBEHHOTO Tperapara B MEIUIIMHCKONW ITPAKTUKE B IEISAX rapaHTUU
MPEJOCTABIICHUSI  ONTUMAJIBHOTO JIGKAPCTBEHHOT'O Tpemapara s
OMPE/ICJICHHOTO TallMeHTa B ONTUMaJbHON J03€ B HYXXHOE BpeMs
CHEHHUAINCTOM, UMEIOIIUM HAJJICKAIIYI0 TMOATOTOBKY IO Ha3HAYEHUIO
JIEKapCTBEHHOrO TIIpernapara W BEACHUIO Tal[MeHTa, a TakKXke C
JTOCTOBEpPHOM MH(pOpMaIuen U Mpu HaJIeKAIIEM KOHTPOJIE.

CymiecTByeT psiJi pa3HOOOpPa3HbIX METOJOB, HCHOJb3YEMBIX B
Ka4eCTBE JOMOJHUTEIBHBIX MEP MUHUMM3AIUMU puUcKa. JlaHHBIN pazaen
pEeryJIMpOBaHusl OOpaIeHus JICKAPCTBEHHBIX IIPENapaToB HAXOJUTCS B
CTaU{ HEMPEPHIBHOIO pAa3BUTHUS, M MMEIOIIUECS METOJbl OyayT
JOTIOTHATBCS HOBBIMH, B TOM YHCJI€ OPHEHTUPOBAHHBIMH Ha OoJliee

IIUPOKOE KCIOIb30BaHNE HHGOPMAITMOHHBIX TEXHOJIOTUH.



YcenemHoe OCyHIeCTBIECHHUE JOMOJHUTEIBHBIX MEP MHHUMHU3ALUN
pucCKa TpeOyeT ydacTHsi BCEX 3aMHTEPECOBAHHBIX CTOPOH, B TOM YHCIIE
NEpKATEIe  PETUCTPALMOHHBIX  YJIOCTOBEPECHHM, NAUMEHTOB W
COTPYJIHHUKOB CHUCTEMBI 3[PABOOXPAHEHUS.

JIOOTHUTENBHBIE MEpPbl MHUHUMH3AIMMA PUCKA JOJDKHBI HMETh
YETKO  OMNpEACNIEHHYI0 1e€Jb, COOTBETCTBYIOLIYIO  OOmIel  1enu
MUHUMH3AIUA  CTIEHUPUUYECKUX PUCKOB U (WJIM) ONTUMHU3AIUU
COOTHOILICHUS «II0JIb3a — PHUCK». KOHKpEeTHble LEenM W 3apaHee
ONPEAECIICHHBIE MMApAMETPhl OLUECHKH JOCTUKECHUS MOCTABICHHOW ILEIU C
KJIIOUEBBIMHM dTallaMH JOJDKHBI CTaTh PYKOBOACTBOM TpHU pa3padbOTKe
JNOTIOJTHUTENIBHBIX MEp MUHUMU3ALUU PUCKA.

JlomxeH ObITh OOecredyeH HaJyIeKalluii MOHUTOPUHI IO 3apaHee
ONpENECIsAeMbIM IapaMeTpaM KakK Ha »JTane BHEAPEHHS, TaK U
3¢ (PEeKTUBHOCTH B MPOLECCE U TTO OKOHYAHUIO BHITIOJIHEHHUS.

XapakTtepucTuka MpoOJieMbl, CBsI3aHHOW C 0€30MacHOCTHIO, B
KOHTEKCTE€  XapaKTEpPUCTUKM  COOTHOIIEHMS  TOJB3bl M pHCKA
JIEKAPCTBEHHOTO npernapara, TE€PANEBTUYECKOMN 3HAYUMOCTH
JIEKQpCTBEHHOT0 TIpernapara, IeJeBOM MOMyJsSIiud U HEOOXOJAUMBIMU
KIIMHUYECKUMU JIEMCTBUAMU, HAIIPABICHHBIMU HA MUHUMU3ALUIKO PUCKA,
aBysieTcsl (pakTopamu, KOTOpble HEOOXOJMMO YUYUTHIBATH MpPHU BHIOOpE
MHCTPYMEHTOB WM METOJIOB MHHUMM3AIMA pPUCKA W CTpaTEruu
BHEJIPEHUSI MEP MUHUMU3AIUU PUCKA C 1EJIbI0 00eCTIeUeHUS TOCTHXKECHUS
KEJTaeMbIX pe3yJbTaTOB IO OXpaHe OOILIECTBEHHOTO  3J0POBBA.
BrimonHeHne peryssipHOM MPOMEXYTOYHOM OIEHKH 3(PGEeKTUBHOCTH
peanu3yeMbIX MEp MUHUMHU3AIMU PUCKA JOJHKHO OBITh HAIpPaBICHO Ha
CBOECBPEMEHHOE BBISBIICHHE UX HEIOCTATOYHOU A(DPEKTUBHOCTH U

BHEJPEHHUE COOTBETCTBYIOIIUX KOPPEKTUPYIOIIUX MEPOIPUATHIM.



[[nan MO MUHUMH3AlUA PHUCKA SBISIETCS COCTABISAIOIMICH YaCThHIO
ITYP. Iman mo MHUHAMH3ALMU PUCKA JOJDKEH BKJIIOYATH CIICAYIOUIAE
pa3nensl;

a) 000CHOBaHME HEOOXOJUMOCTH BBEJEHHUS JOMOJHUTEIBHBIX MEP
MUHAMH3allMA pUCKa (B CBS3M C ONpEICICHHBIMH IMPOOIeMaMu
0e3omnacHocTH). B gaHHOM pasznene M0MKHO OBITh CHOPMYIHPOBAHO
000OCHOBaHHE TPEIOKEHHBIX JIOMOTHUTENBHBIX MEP MUHUMH3AINH
pHUCKa, KOTOPOE JOHKHO BKIIOUATh KOHKPETHBIE IENH 10 KaxIou H3
npeaioKeHHbIX Mep. JlOoKHO OBITh JAaHO YETKOE OMUCAaHWE TOro, Kak
npeasiaraeMasi  JIONOJIHATENIbHAs Mepa MUHUMH3AIlMd pHUCKa OyaeT
HaIpaBJieHa Ha KOHKPETHYIO NpOo0JIeMy, CBSI3aHHYIO ¢ 0€30MacHOCTHIO;

0) ommcaHWe JOMOJHUTEIBHBIX MEp MHUHHMH3AIUA pHUCKa. B
JaHHOM pasjeiie JOHKHO OBITh MPEACTaBICHO OINMMCAHWE BBHIOPAHHBIX
JIOTIOTHUTEIBHBIX MEp MHUHUMH3AIMKA pHUCKA, BKIIOYAs OMHCAHUE
WHCTPYMEHTOB WJIM METOJOB, KOTOpble OyAyT WCIOJb30BaHbI, U
KJIFOUEBBIX JIEMEHTOB COJIEPKAHUS;

B) IUIaH BBHIMIOJHEHMs. B gaHHOM paszgene  MOMKHO  OBIThH
MPEACTaBICHO MOAPOOHOE ONHUCAHUE TMPEAJIOKEHUN IO BBIMOIHEHUIO
JOTIOJTHUTEIBHBIX MEP MUHUMU3AIUMU PUCKA (HaIpUMeEp, XapaKTepUCTHUKa
BMEIIIATENILCTB, JeTallbHas WH(OpMaNUsg O IIEIeBOW ayJAWTOPHUH, IIJIaH
MpOBEJICHUsT 00pa3oBaTEIbHBIX MporpaMM U (WJIM) pacnpoCTPaHECHUS
00pa3oBaTeNbHBIX HHCTPYMEHTOB, MEXaHU3M KOOPAMHAIIMHN JAHHBIX MEp
C JpPYIMMH Jep>KaTelsiMU PErUCTPAILMOHHBIX YJIOCTOBEPEHUM, MpH
HEOOXOAUMOCTH);

r) TUIaH OIleHKW. B mMaHHOM pa3zfiene JoJKeH ObITh MpeCcTaBleH
NOAPOOHBIA TJIaH C KJIIOYEBBIMU JITamaMu 1O OleHKe 3(PGEeKTUBHOCTH

AOIIOJIHUTCIBbHBIX MCP MUHUMHU3AIIUU PUCKA C TOYKHU 3PCHUA BBIITOJIHCHU A



3aIJIAaHUPOBAHHOTO MpOIecca M C TOYKM 3PEHHs] OOIIMX IOKa3aTesaei
BIIMSIHUSL HA UCXO/IbI (HAaIpUMEpP, CHUXKEHHUE PUCKA).

12.2.2. Mepbl MUHUMH3ALIUH PHUCKA.
JIOMOJIHUTENbHBIE MEPbl MUHHMHU3AIMU PHUCKAa NPEIIararoTcs B

ClydyasiX, €CJId OHH OIICHHMBAIOTCS KaK YCJIOBHS O€30MacHOTO U
3¢ pexTUBHOrO WCIIOJIb30BaHMS JIEKApCTBEHHOTO npernapara.
IIpensaraembie JOMOJHUTEIbLHBIE MEPhl MUHUMM3AIMU PUCKA JOJDKHBI
OBITh Hay4HO OOOCHOBAHHBIMH, a TaKXe€ JIOJKHBI pa3paldaThIBaThCs U
MPEJCTABISITHCS CIEIUATNCTaMHU C COOTBETCTBYIOIIEH KBaTH(pUKAITHESH.

JlonoHUTENIbHBIE MEpbl MHMHHUMM3AIllMM pPUCKA MOTYT HMETh
pa3JIMYHbIC 1IEJTH, JU3aiTH, 1IeJIEBYI0 ayIUTOPHUIO U CIIOKHOCTh. DTH MEPbI
MOTYT UCIIOJIB30BaThCS C IIE€JIbI0 O0eCTeUeHUsl HaJIexKallel mpoueypbl
BHIOOpPa  COOTBETCTBYIOIIMX  MAIlMEHTOB, [IJII  KOTOPBIX  IOJb3a
MPUMEHEHUs  JICKQPCTBEHHOI'O IMpernapara IPEeBBIMIAET PHUCK, U
WUCKJTFOUEHUsI TMAIlMEHTOB, KOTOPHIM TMPUMEHEHHE JIEKaPCTBEHHOTO
npenapara IPOTHBOINOKA3aHO, C IEIbI0 OOECHEUEeHHUs HaJIeKaIlero
MOHUTOPHHTA TEparuu, MUMEIOIIETO OTHOIICHHE K KOHTPOJI0 BaKHBIX
PUCKOB U (WJIM) HAJUIEKAIIEro YNPABICHUS HEXEIATEIbHON peakiueil B
cllydae €€ pa3BUTHS.

JIOTIOJTHUTENBFHO MOTYT OBITH pa3paOOoTaHbl CHENU(PUUESCKUE MEPHI
MUHUMU3AIMUA PUCKA B OTHOIIEHUH PUCKA MEAUITMHCKOMN OMMOKY U (UITN)
B IeIiX oOecmeueHus HaieKallero Ha3HA4YeHUs JEKapCTBEHHOIO
npemnapara B cliydasX, €CJIU JOCTH)KEHUE ATOM 1EIU TOJIBKO MOCPEICTBOM
npeacTaBieHus: nHGopmaIuu o ekapctBeHHOM npemnapate B UMII (JIB)
1580071 uHpopmaruu Ha DTHUKETKE SIBJISIETCS MPaKTUYECKH
HEOCYIIECTBUMBIM.

Ecmu cnenan 3aIlIpoC Ha AOIMOJHHUTCIBbHBIC MCPbl MUHHUMH3AIIUN



pucka, 00OCHOBaHHME JJis 3ampoca JOJDKHO OBITh JOKYMEHTUPOBAHO, a
TakKe€ JODKHO OBITh CHEIaHO yKa3aHHWE KOHKPETHBIX MpoOseMm,
CBS3aHHBIX C 0€30MaCHOCTHIO, U MPECTABICHO JETATHHOE TUIAHUPOBAHHE
HTANoB BHIMOJIHEHUS] MEP MUHUMU3AIUU PUCKOB U UX OLICHKHU.

JlonoHUTEIbHBIE MEpPbl MUHUMU3AIIMH PUCKOB MOTYT BKJIIOYATh
CJIEIYIOIIINE:

a) oOpazoBaTelibHas MPOrpaMma;

0) mporpaMmMa KOHTPOJIMPYEMOTO JOCTYTIA;

B) ApyTrUE MEPHI 0 MUHUMHU3AIUN PUCKA.

12.2.2.1. O6pa3oBarenbHas mporpaMmma.

JlomoHUTENbHBIE HMHCTPYMEHTHI WM METOAbl MHUHHUMM3ALUU
pUCKa, KOTOpbIE MOTYT OBITh HCIIOJB30BaHBI B 00pa30oBaTeIbHOMN
mporpamMme, OCHOBaHBI Ha TEJICBOM HH(GOPMHUPOBAHUH C TIPEICTABICHIEM
undopmanuu, coxaepxamieiicas B OXJII wimu HUMIT (JIB). Jlro6oit
oOpa3oBaTeNbHBIA  MaTepual JIOJDKEH ObITh OpPHUEHTHPOBAH  HA
JOCTHKEHHE OIPEACIICHHBIX 1eJIe MUHUMU3AIUU PUCKA.

[ensto oOpa3oBaTeNbHONW MPOTPAMMBI SIBISIETCA ONTHUMH3ALINS
MPUMEHEHHUS JICKAPCTBEHHOTO TMperapara MOCPEACTBOM IMO3UTHBHOTO
BIUSHUS HAa JEUCTBHUS COTPYIHMKOB CHUCTEMBI 3IpaBOOXPAHEHUS U
MAIMEeHTOB B MEJISIX MUHUMM3AIMN prucka. OOpa3oBaTellbHbIe MaTEPHAITBI
JOJKHBI OBITH CO3JIaHBl MCXOJS W3 TPEIOJOKEHHUS, YTO CYIIECTBYET
MPAKTUYECKH BBITIOJHUMAS M JIEUCTBEHHAS PEKOMEHAINS JIJISl 1IEJICBOTO
oOpa3oBaHUsl ¥ YTO MPUMEHEHHE NaHHOW MEphl CUHMTAECTCS BaXXKHOU U
3HAYUMOM JIJIT MUHMUMU3ALMK PUCKa U (MJIM) ONITUMHU3ALMKA COOTHOIICHUS
«IIOJTB3a — PUCKY.

Hcnonb3yeMble B KOHTEKCTE OOpa30BaTElIbHOW IPOrpamMMbI

O6paSOBaTCJIBHBIe HHCTPYMCHTBI MOI'YT HMCTL HCCKOJIBKO Pa3/IMYHbIX



I[EJIEBBIX AayJIUTOPUN, MOTYyT OBITh HampamjieHbl Oojiee 4YemM Ha |
npo0JieMy, CBSI3aHHYIO C 0€30MacHOCThIO, M MOTYT TE€pelaBaThCsi C
UCIIOJIb30BAHUEM KOMOWHAIIMM WHCTPYMEHTOB U CPEACTB MacCOBOM
uHpopmaruun  (Ha  OyMaXXHOM  HOCUTENe, ayJAuo, BHJIEO, B
WHPOPMAITMOHHO-  TEJIEKOMMYHHUKAallMOHHOW  cetn  «VIHTepHET»,
nepcoHagbHOe 00ydeHue). PexkoMeHnayercst mpecTaBlieHue MaTepUalioB B
nuarna3zoHe (GopMaToB B IENSIX OOECIEUEHHs JOCTyIa, B TOM YHUCJE B
cllydyae BBIXOJla M3 CTpPOsS  cpenctBa  MHGOPMHUPOBAHUS WU
HEBO3MOXXHOCTHU UCITOJIb30BaHUS uH(pOpMaIMOHHO-
TEeJIEKOMMYHUKAIIMOHHOU ceTH «HTepHeT».

Coneprxanne mo0bIX 00pa30oBaTEIbHBIX MAaTEPUATIOB JIOJKHO OBITH
MOJTHOCTBIO COTJIACOBAHO C JICMCTBYIOIICH 0J00peHHON MHpOopMaIue Ha
JeKapCTBEeHHBIN npenapat, Takor kak OXJIIT wimu UMIT (JIB). DnemenTsl
pekiiambl (TIpsSIMbIE WJIM 3aBYyaJIMPOBAHHBIE) HE JIOJDKHBI BKIIIOUATHCS B
cojepkaHue. AKIIEHT 00pa30BaTElIbHBIX MATEPHANIOB JIOMKEH OBITh
cIelaH Ha PUCKH, UMEIOIME OTHOIIEHUE K JIEKAPCTBEHHOMY Ipernapary,
W yIpaBJieHHWE TaKUMHU PHUCKAMH, TPEOYIOITUMH JIOTIOJTHUTEIBHBIX Mep
MUHUMU3AIUNA PUCKA.

JIrobas obOpaszoBarenbHas TporpaMma JOJDKHA OBITh ITOJTHOCTBIO
OTJIeJIEHA OT PEKJIAMHBIX JIEUCTBUH, & KOHTAKTHYIO MH(OpMAIMIO Bpayei
¥ TAIMEHTOB, MOJYYECHHYIO MOCPEICTBOM 00pa30BaTEIBHBIX MPOTpamM,
HE CJIETyEeT UCIOIb30BaTh B PEKJIAMHBIX IETIsX.

OOpazoBaTebHble HMHCTPYMEHTHI, OINHUCAHHBIE HUXE, MOXHO
paccMaTpuBaTh B WHIWBUAYAIHHOM TOPSAKE WIM B KOMOMHAIMU TpU
pa3paboTke 00pa3oBaTEIbHON MPOrpaMMbl B MHEISAX JIOMOJHUTEILHOM
MUHUMUA3AIAHA PUCKA.

12.2.2.1.1. O6pa3oBaTeabHbIE UHCTPYMEHTHI.



OOpa3zoBaTeabHbIe MHCTPYMEHTHI JOJDKHBI UMETh ONpPEICIICHHYIO
HaIIPaBJICHHOCTh W BKJIIOYATh OJHO3HAYHOE OIPEICICHUE PHCKA II0
paccMaTpuBaeMoil IMpoOyemMe, XapaKTepUCTUKY JaHHOTO pHCKa W
KOHKPETHBIX  JEUCTBUW, KOTOPHIC€ JOJDKHBI OBITH  TPEANPUHATHI
pabOTHUKAMU CHCTEMBI 3PaBOOXPAHECHUS U (WJIM) MAllUEHTaMU B IEJIAX
MUHHUMH3AIAHA TAKUX PUCKOB.

JlanHast wHGOpMaANMS MOMKHA OBITh AaKIICHTHPOBAHA Ha YETKO
OTIPENICIICHHBIX JEUCTBUAX, WMEIONIMX OTHOIICHHE K CHEeIU(DUIeCKrM
npobsiemMaM 10 O€30MaCHOCTH B IUIaHE MHUHHUMM3AIMM PHUCKA, U HE
J0JDKHA BKJTFOYATh MH(OPMAIINIO, KOTOpask HE MMEeT HEMOCPEACTBEHHOTO
OTHOIIEHUS K TpoOjeMe MO0 OE30MacHOCTH W KOTOopas HaJjIeKalluM
obpazom npeactapiiera B OXJII wnu UMII (JIB).

DOneMeHTHl HWHQpOPMANWH I BKIIOUYCHHsT B 00pa3oBaTeIbHBIC
WHCTPYMEHTHI WM METOIBI MOTYT MIPEAyCMaTPUBATh:

a) PYKOBOJCTBO MO HA3HAYCHHUIO JIEKAPCTBEHHOI'O IIperapara,
BKJTFOYAsl BEIOOp TMAIMEHTa, KOHTPOJIh U MOHHUTOPHHT, HallpaBJIeHHBIE Ha
MHUHUMHU3AIAIO BaXKHBIX BBIOOPOYHBIX PHCKOB;

0) PYKOBOJACTBO IO VYIPABICHUIO TaKUMH pHUCKaMu (IS
COTPYJIHUKOB CHUCTEMbl 3/IpaBOOXPAHEHHUs, TAIMEHTOB WJIH JIHII,
OCYILIECTBIISIONINX YXO/ 32 HUMU);

B) PYKOBOJICTBO IO TPEJCTABICHUI0O MH(POPMAIIUK O BBISBICHHBIX
HE)KEJIaTeIbHBIX PEAKIMAX, IPEACTABISIOMMUX OCOOBId HWHTEpeC It
XapaKTePUCTUKH OTPEICTIEHHOTO PHUCKA.

12.2.2.1.1.1. OOpa3oBareyibHbIE HWHCTPYMEHTHI WU METOJIbI IS
COTPYJIHHUKOB CHCTEMBI 3/IpaBOOXPAHCHUS.

[lenbto J1r060TO 0Opa30BaTEILHOIO MHCTPYMEHTA WM METoAa IS

COTPYAHHUKOB CHCTEMbI 3APABOOXPAHCHUA SABJISICTCA IMPCACTABIICHUC



cnenu(pUUecKux  peKOMEHJaluui 1Mo  NpUMEHEeHHto, ©  (Win)
MpPOTUBOIOKAa3aHUN, W (WIM) NPEJAOCTEPEIKEHUM, CBSI3aHHBIX C
JIEKapCTBEHHBIM  MpernapaToM W CHeHUPUYECKUMH  PUCKaMHU,
HY>XIAIOIIUMUCS B JOMOJIHUTEIBHBIX MEpax MO MHUHUMM3ALUU PHUCKa,
BKJIIOYASI:

a) BRIOOD MAIlUEHTOB;

0) METOJIMKY JICUCHUsI, PEKUM JO3UPOBAHUS, KOHTPOJIb U
MOHHUTOPHHT;

B) CHOEIUalIbHBICE aAIMUHUCTPATUBHBIC TPOIEAYPHl WA OTITYCK

JIEKapCTBEHHOT 0 TIpenapara;

r) AeTaibHas WH(OpMaIUs, KOTOPYIO HEOOXOAMMO MPEACTaBUTH
MaIleHTaM.

Bei6op ¢dopmata 00pa3oBaTenbHOrO WHCTPYMEHTa WM METOAA
3aBUCUT OT TipeacrabisieMor wuHbopMmanuu. Ecnu  HeoOxomumo
COBEPUINTH ONPEJCICHHOE KOJIMYECTBO JCWCTBUU II€peld BBIITUCKOMN
perenrta WHAWBUIYyAIbHOMY TMAlMEHTY, TO MOAXOISAIINM (opMaToM
MOXET OBITh KOHTPOJBbHBIA JUCT. DOopMaT OPOIIIOPEI MOXKET OBITH OOJIee
NOAXOASAIIMM i1 OCO3HAHHUA CIENHATMCTaMH KOHKPETHBIX PHUCKOB C
aKIICHTOM Ha paHHEM BBISBICHUM W YIIPABICHUU HEXEJATeIIbHBIMU
peakIusMH, B TO BpeMsl KakK IJIaKaThl MOTYT COJAEpP>KaTh NMPUMEHUMBbIEC
TEpPaNeBTUYECKUE PYKOBOJCTBA WIIM CXEMbl MpHEMa JIEKAPCTBEHHOIO
npenapara. Moxer ObITh OTJAHO MPEANOYTeHHE APYruM Qopmaram, B
3aBUCUMOCTH OT HampaBJICHHOCTH, 00beMa WHQPOpPMALIMH, LEJIEBON
ayIUTOPUU U UHBIX (PaKTOPOB.

12.2.2.1.1.2. OOpa3oBareiibHbIE WHCTPYMEHTHI WU METOJbI IS
MalKUEeHTOB U JIUII, OCYIIECTBISIONIUX YXO/ 32 HUMHU.

OOpazoBaTebHblE HMHCTPYMEHTHI WJIM METOABI JUIsl MAallMeHTa

JOJIZKHBI OBITH HaOCJICHbI HAa YJIYYIICHHUC IMOHHMAHUS IAlIUMCHTAMU WHIIA



JUIaMH, OCYIIECTBIISIONMIMMU  yXOJl, TPU3HAKOB U  CHUMIITOMOB,
CYIIECTBEHHBIX TSI pPaHHETO BBISIBJICHUS crierupuyecKkux
HEXKeJIaTeIIbHBIX PeaKIuid, TPEeOYIOMNUX MPUHITUS JTOMOTHUTEIBHBIX MEp
10 MUHHUMM3AIMK PUCKA, a TAK)KE ONTHMM3AIMHU JTAIbHEHIIIEro BEICHUS
nanureHTa. Eciau 3To sBIsIeTCs yMEeCTHBIM, 00pa30BaTeIbHBIM HHCTPYMEHT
WM METOJT MOXKET OBbITh MCIOJIb30BaH JJIsSl IPeACTaBlIeHus] nHpopmaruu
Y HallOMUHAHUS NAlMEHTY O BAXKHBIX JIEUCTBUSX (MO BEICHUIO 3amucein
M0 JO3UPOBAHUIO JIEKAPCTBEHHBIX IPENAPATOB WM JUArHOCTUYECKUM
nporeaypaM, KOTOpbI€ JIOJDKHBI — OBITh  3apErUCTPUPOBAHBI  WJIU
BBITIOJTHEHBI TTAIIMEHTOM C TOCJIEAYIOIIUM OOCYXKJICHHUEM ¢ PaOOTHUKAMU
CHUCTEMBI 3JPaBOOXPAHECHUS B 1IENAX OOecreueHUsi COOMIOACHUS JTIOOBIX
ATAIOB, HEOOXOIUMBIX I 3(PPEKTUBHOTO MPUMEHEHHUSI JIEKAPCTBEHHOTO
npemnapara u Jip.).

12.2.2.1.1.3. IlamaTka uiga nammeHTa.

[lenbt0 JaHHOTO MHCTPYMEHTA SBISETCS TapaHTHS TOTO, YTO
crienuralibHas “HGOpMallvs B OTHOIIEHUU TEKYIIEro JICUCHUS MallueHTa 1
CBSI3aHHBIX C JICYCHHEM PUCKOB (HampuMmep, TMOTEHIUATbHbIE
B3aMMOJICUCTBUS C JAPYTMMH JIEKQpCTBEHHBIMM TMpernaparaMu) BcCerja
MMEETCSI B PACIOPSHKEHUM TAIllMeHTa U JOCTYIIHa COOTBETCTBYIOIIEMY
COTPYIHUKY CHUCTEMBbI 3ApaBooxpaHeHus. WMudbopmamus  momkHa
COJIep)KaTh HEOOXOJMMBIM MHUHUMYM JJI1  Tepedadyd  KIIFOUYEBBIX
UHCTPYKIIUA MO MHUHMMHU3AIMA PHUCKA U HEOOXOIUMBIX JEUCTBUI,
00JIETYAIOIINX COCTOSIHUE IMPH JIFOOBIX OOCTOSTEIbLCTBAX, B TOM YHCIIE
AKCTpEHHBIX. OpHONW W3  KIIOYEBBIX  XapaKTEPUCTUK  JTAHHOIO
WHCTPYMEHTA JIOJI’KHA ObITh TTIOPTATUBHOCT.

12.2.2.1.2. IIporpamMa KOHTPOJIUPYEMOTO JTOCTYIIA.
[IporpaMma KOHTPOJIUPYEMOTO JAOCTYNAa COCTOUT U3 OINEPATUBHBIX



Mep, HalleJICHHBIX Ha KOHTPOJIb JOCTYIa K JEKapCTBEHHOMY Ipernapary
3a mOpelieliaMu YpPOBHSL KOHTPOJSl, TapaHTUPOBAHHOTO CTaHJAPTHHIMU
MepaMH 0 MHHUMH3ALUHUH PHUCKA, TO €CTh PEryJSTOPHBIM CTaTyCOM
JIEKapCTBEHHOro  Tmpemnapara. KoHTponwpyemsblii  JAOCTYNl — CIEAYET
paccMaTpHuBaTh B KAUECTBE METOJAa MUHUMH3ALNKU CEPbE3HOTO PUCKA IS
JIEKAapCTBEHHOr'0 TMpenapara ¢ JI0Ka3aHHOM TMOJb30M, KOTOPYIO HEINb3s
JOCTUTHYTh 0€3 JOMOJHUTEIbHBIX MEp MUHUMHU3AIIUK BCIEACTBUE PUCKA
BO3JICMICTBHS Ha 3JI0POBbE MAIMEHTOB.

[Ipumepsl TpeOOBaHUM, KOTOPBIE JOJTAKHBI OBITH BBIMOJHEHBI JO
Ha3HAYEHUsI JIEKApCTBEHHOrO mpemnaparta, W (Wiau) OTIycka, W (WJn)
WCIIOJIb30BaHUS B MIPOTPaMME KOHTPOJIUPYEMOTO JOCTYNA, NEPEUUCIECHBI
HIKE€ (OHM MOTYT BBINOJHATHCS WHAWBHAYAJIbHO WM B KOMOWHAIIMU C
APYTrUMU TpeOOBAHUIMMU ):

a) cnenuduuecKkue MeTOJbl KOHTpOJsa W (Wiu) oOcCIeq0BaHUS
MalKreHTa JJisi 00ECIeUYeHHs] COOTBETCTBHUS ONPE/ICTICHHBIM KIMHUYECKUM
KPUTEPUSIM;

©0) Bpay,  BBINUCHIBAIOIIMKA  JIEKAPCTBEHHBIM  Mpemapar,
(bapmaneBTHUECKU paOOTHHK, OTITYCKAIOIIMK JIEKAPCTBEHHBIN Mpernapar,
U (WIW) MaluMeHT, JOKYMEHTAIBHO MOJTBEPXKAAIOT CO CBOEH CTOPOHBI
MOJIy4YeHHE U TOHUMaHue UH(OPMAILIMU B OTHOIIIEHUU CEPHE3HOTO PUCKA,
CONPSIKEHHOTO C MPUMEHEHHUEM JIEKAPCTBEHHOIO Mpenapara;

B) TOYHBbIE MNPOLEAYPHl MO CUCTEMATUYECKOMY IOCIEIYIOLIEMY
HAOJIOZICHUIO 32 TAIMEHTOM IMOCPEACTBOM PETUCTPALUU B CHEIUATBLHON
cucteMe cOopa JaHHBIX (B pErUCTpe MALMEHTOB) U JIp.;

') JIGKQpCTBEHHBIE MpemnapaTtbl MOTYT OBITh MOJYYEHBI TOJBKO B
anTekax, HMMEIOIMX JIMLIEH3UI0 Ha OTIYCK TaKoro JIEKApCTBEHHOTO

npernapara.



B ompeneneHHbIX  cllydasx B KaueCcTBE  MHCTPYMEHTA
KOHTPOJUPYEMOTO JOCTyNa MOTYT OBITh HCIIOJIb30BaHbl TpeOOBaHUA O
MPOBEACHUU CIEIHAIBHOTO O0OCIEIOBAHUS WM KOHTPOJISI COCTOSIHUS
nanventa. Hampumep, KOHTpOJIb COCTOSIHUSI MallMeHTa, J1abopaTOpHbIE
nokasatenu win unble xapakrepuctuku (OKI u np.) go nevenus u (Uin)
B IIpOIIECCe JICUCHUS, aHAIU3bl (DYHKIMU TIEYEHU, PETYJISIPHbIE aHaIU3bI
KPOBH, TECT Ha OEPEMEHHOCTh (KOTOPBII MOXET SIBIATHCS KOMIOHEHTOM
porpamMMBbl MPEJOTBPAIICHUST OepEeMEHHOCTH). Mepbl TOJKHBI OBITh
BBEJICHBI B JICUCTBUE B LIENAX 00ECIEUECHHS] KOHTPOJSI B COOTBETCTBHUM C
OXJIII, xorga 3TO SBISETCS KPUTHYECKUM (DAaKTOPOM C TOUKH 3PEHHUS
COOTHONIEHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOIO Mperapara.

12.2.2.1.3. JIpyrue mepbl MUHUMH3AIUNA PUCKA.

12.2.2.1.3.1. Ilporpamma mpeaoTBpaiieHrs 0epeMeHHOCTH.

[Iporpamma npenoTBpalleHuss OEpeMEHHOCTH MPEICTABIAET COOOM
COBOKYIMHOCTh ~ MEp, HaNpaBJIEHHbIX HAa MHHUMH3ALHUIO  PHUCKA
BO3JICUCTBUSL  JIEKAPCTBEHHOTO  Mpemapara ¢  WU3BECTHBIM  WJIU
NOTEHIIMAIbHBIM TEPATOTCHHBIM JIEMCTBMEM Ha IUIOA B TMEPHOJ
oepemeHHocTH. JlaHHas mporpamma JO0JKHA OO€CleurMBaTh BHEAPEHHE
TaKOTO MEXaHU3Ma KOHTPOJISI, IPU KOTOPOM MAIlMEHTHI dKEHCKOTO M0Jia HE
OblTu OepeMEHHBIMM B Hadalle Tepanmuu WIM He 3a0epeMeHeNnd Ha
NPOTSDKEHUM Kypca JiedeHUs W (WIM) OINPEAEJICHHOTO MPOMEXKYTKa
BpEMEHHU IMOcje mpekpaiieHus tepanuu. [IporpamMma npenoTBpaiieHus
OCpEeMEHHOCTH TaKXKe€ MOXKET OBITh OpPHUEHTUPOBAHA Ha TNAIMEHTOB
MY>KCKOT'O 10JIa B CIy4ae, €clid IPUMEHEHUE JIEKapCTBEHHOTO Iperapara
OMOJOTUYECKUM OTIIOM MOKET HMMETh HEraTHUBHBIE MOCJIEICTBUS IS
ucxoJia 6EepeMeHHOCTH.

[Iporpamma MpeOTBPAIICHUS OepeMEHHOCTH COUYEeTaeT



MpUMEHEHUE 00pa3oBaTeIbHBIX HWHCTPYMEHTOB M COOTBETCTBYIOIIHUX
MHCTPYMEHTOB KOHTPOJII JOCTyHa K JIEKAPCTBEHHOMY Ipernapary.
Crnenyromue >JI€MEHThI CIEAYyET paccMaTpUBATh KaK HHAWUBUYAJBHO,
TaK ¥ B COBOKYIMHOCTHU MPHU IMJIAHUPOBAHUU MPOTPAMMbI MPEIOTBPAIICHUS
OEpEeMEHHOCTH:

a) oOpa3zoBaTelbHBIE = HMHCTPYMEHTBHI,  HalpaBJCHHbIE  Ha
COTPYAHUKOB CHUCTEMBI 3APAaBOOXPAHEHUS U TMAlMEHTOB, B IEIAX
MH(POPMUPOBAHUS B OTHOIICHUU TEPATOTEHHOrO0 PUCKAa U HEOOXOIUMBIX
JNEUCTBUU JIS MHUHUMHU3AIUU JAHHOTO pHUCKa (PYKOBOJICTBO IO
WCIIOJIb30BaHUIO OoJiee yeM | MeTo/la KOHTpALCTIINU U PYKOBOJCTBO IO
pa3IMYHBIM BHJAM KOHTPALIEITUBHBIX CPENACTB, HWHGMOpMAIusi s
NalyeHTa B OTHOUIEHUHU IJUTEILHOCTH IMEpUoAa, B TEYEHHE KOTOPOTO
cienyert uzberatb OEpPEMEHHOCTH TTOCIIE PEKPAICHUS JICUSHUS U JIP.);

0) KOHTPOJUPYEMBbIA JTOCTYI Ha YPOBHE HA3HAUEHHUS WJIM OTITyCKa
JIEKapCTBEHHOr'0 IMpernapaTta ¢ OOeCreYeHUEM BBINOJHEHUS TecTa Ha
OEpEeMEHHOCTh U KOHTPOJIEM OTPUIIATEIbHBIX PE3YJIbTaTOB MEIUIIMHCKUM
U (hapManeBTUUYECKUM PaOOTHUKOM Tepe]] Ha3HAYEHHUEM WM OTITyCKOM
JIEKapCTBEHHOT0 TIpenapara;

B) OrpaHMYEHUE MAKCUMAaJIbHOTO Cpoka jeiictBus perenta 30
KaJICHIAPHBIMU JTHIMU;

') KOHCYJIbTUPOBAHHE B CIIy4yae HEMpeIHaMEepEHHON 0epeMEHHOCTH
Y OIICHKA MCXO0J1a CITy4ailHOW OepeMEeHHOCTH.

Crnenyer TakXke pacCMOTPETh IEJIECOO0Pa3HOCTh BHEIPEHUS U
IU3aifH peructpa OEpeMEHHBIX IJisi PETHCTPAllUd JAHHBIX IO BCEM
nalyeHTaM, KOTOpble 3a0epeMeHeNr B TPoLecce JICUCHHUs WU B
COOTBETCTBYIOUIUN MEPHUOJ] BPEMEHHU C MOMEHTA OKOHYAHUS JICUCHHUS

(Hanpumep, B TeUEHUE 3 MECSIIEB).



12.2.2.1.3.2. HenocpeactBeHHoe oOpalieHue K COTpYAHHKaM
CUCTEMBI 37]paBOOXPAHCHUSI.

HemnocpencrBeHHoe  oOpaiiieHue€ K  COTPYJAHUKAM  CHCTEMBI
3IpaBOOXPAHEHUS SABJISETCS AKTUBHOW (GopMoil HHGOPMUPOBAHUS 10
0€30MacHOCTH, TOCPEACTBOM KOTOpPOH wuHGOpMAIUS TPEICTaBISIETCS
Jep>KaTeIeM PErHCTPALMOHHOTO yIOCTOBEPEHUS WU YIIOJTHOMOYEHHBIM
OpraHoOM TOCYJapCTB-YJIEHOB HEMOCPEICTBEHHO COTPYAHUKAM CHCTEMBI
3IpaBOOXpAHEHUS B LEIIX HUHPOPMUPOBAHUS HUX O HEOOXOAUMOCTHU
NPEANPUHATh CEPbE3HbIC JEHUCTBUSL WM QJalNTUPOBATH MPHUHSTYIO
MEJIUIMHCKYIO MPAKTUKY C LEJIbI0 MUHUMU3AIUNA OMPEAEIEHHBIX PUCKOB
U (MIM) CHIKEHUS TSXKECTH HEXKENATENIbHBIX PEaKIUi JIEKAPCTBEHHOTO
npernapara, ykazanabix B pazgene 11 Hacrosmux [Ipasui.

12.2.3. BeinmonHEeHWEe MEP MUHUMU3AIUU PUCKOB.

JlonmoJIHUTENBHBIE MEPbl MUHMMU3AIMM PUCKA MOTYT BKJIIOYaTh |
WM HECKOJIbKO aKTUBHBIX MEp, KOTOPBIE JIOJKHBI BHEAPSTHCS U
BBITIOJIHATBCS B paMKax OIpPENEIECHHON IeneBor rpynme. Hamnexaniee
BHUMAHHUE JOJDKHO YHAEISAThCA KaK BPEMEHHBIM paMKaM peaau3aluu
Mepbl MUHUMM3ALMM PHUCKA, TaK M MpOIEaypaM, HANpaBICHHbBIM Ha
NOCTUKEHUE 1elie B ueneBou rpymnne. Hampumep, oxHOKpaTHOE
BBITIOJIHEHHE O00pa30BaTEIbHBIX HHCTPYMEHTOB WJIM METOJIOB «IIE€pe
3allyCKOM»  TporpaMMbl [0  pealu3alid  Mep  MOXeT  ObITh
HEJIOCTATOYHBIM J1JI1 00€CeYeHHs] TOT0, YTOObl OXBATUTH MH(pOpMAIUEH
BCEX MEAUIMHCKUX COTPYIHHUKOB, TIOTEHIIMAJIBHO BBIHUCHIBAIOIIUX
JIEKapCTBEHHBIN mpenapar, u (W) MoTpeOuTeseid, B TOM YHUCJI€ HOBBIX
MEJTUIIMHCKUX pa0OTHUKOB U ToTpeOuTeneii. MoKeT BO3HUKHYTh
HEO0OXOAUMOCTh B JOTIOJTHUTETbHOM MEPUOANYECKOM

nepepacnpeaciicCHun  MHCTPYMCHTOB HWJIM  MCTOJOB  IIOCJIC  3aIlyCKa



mporpaMMbl TI0 peanu3anuu Mep. Hamekamiee BHUMaHHE TOJDKHO
yAensaThCs 00memMy QopmaTy 00pa3oBaTElIbHBIX HWHCTPYMEHTOB WU
METOMOB JUIsi OOECHeYeHUs] UETKOr0 pas3luyusg C  Pa3IdudyHbIMU
peKiIaMHBIMH ~ Marepuanamu.  lIpencrtaBieHne  0Opa3oBaTENbHBIX
MaTEPHUAJIOB JIJIsl COTJIACOBAHUS B YIOJHOMOYECHHBIA OpraH rocyaapcTBa-
YjieHa JOJDKHO OCYIIECTBISTHCS OTACIBHO OT Tepelayd PeKIaMHOTO
Marepuaiga, Mpd ITOM B COMPOBOJUTEITHHOM THUCHME JOJDKHO OBITh
0003HAUEHO,  ABJSIIOTCA  JIM ~ MaTepuaigbl  PEKIAMHBIMH  WJIU
00pa3oBaTEIHHBIMHU. OObpazoBarebHbIC MaTePHAITBI clenyer
pacTpOCTPaHATh OTACIBHO OT PEKJIAMHBIX MaTepuajoB C yKa3aHHUEM
TOTO, YTO OHU HE SBIIIOTCS PEKIAMHBIMH. MeXaHW3MBbI OOECIeUeHUs
KauecTBa JOJKHBI TapaHTUPOBATh, UTO HWMEIOIIHUECS  CHUCTEMBI
pacrpoCTpaHEHHs]  COOTBETCTBYIOT  TOCTaBIICHHOW €M MEPHI
MUHUMU3AIAHA PUCKA U SBIISIOTCS KOHTPOIUPYEMBIMH.

12.2.4. Onenka >(hpeKTUBHOCTH MEP MUHUMU3AINHU PUCKA.
Ouenka 3Q(PEeKTUBHOCTY MEp MUHUMH3AIMU PUCKA SIBIISIETCS

HEOOXOAMMOM JuIsi  yCTaHOBJICHUS OS(PPEKTUBHOCTH aKTUBHBIX MEp
MUHUMM3ALUA ~ PUCKA, TPUYUH  HEIP(PEKTUBHOCTH, a  TaKKe
HEOOXOJIUMOCTH KOpPpPEKTUpyromux nerctBuid. OneHka 3¢ GeKTHBHOCTH
MEp BBIMIOJIHAETCA MO KaXIOH Mepe MHUHUMHU3AIMM pHUCKA U IS
POrPaMMBI B IIEJIOM.

Onenka 3¢p(eKTUBHOCTH Mep JAO0JKHA paccMaTpUBaTh pa3jindHbIC
aCTHeKThl BBITIOJHAEMON Mepbl MHUHMMM3AIIMU PUCKA: caM Mporecc (To
€CTh CTENEHb BBIMOJHEHUS 3allJTAHMPOBAHHOW MpPOTpaMMBbl), e
BO3JICUCTBUE HA OCBEJOMJICHHOCTh W M3MEHEHHS B MOBEICHHUM 1EJIEBOMN
TPYIIBI, @ TaKXKe pe3yiabTaT (B KaKoW CTENneHUu ObUIM JOCTUTHYTHI LIETH

MUHUMU3AIMNA PUCKA U 32 KaKOUW CpoK). BpeMst olleHKH KaXJJ0To acrekTa



aKTUBHOW MEpPHhI JOJDKHO OBITH TIHIATEIBLHO CIUIAHUPOBAHO B paMkax [TYP
10 UHULIMUPOBAHUS MEP.

Jlist oueHku 3(PPEeKTUBHOCTH MEp MUHMMH3ALMM PUCKA CIEAYEeT
MCIIOJIb30BaTh 2 TPYIIbI OKA3ATENEH:

a) MoKa3aTeiu mpolecca;

0) mokazaTesnu pe3yabTara.

[Tokazarenu mnporecca HEOOXOAUMBI JJIsi cOOpa J10KA3aTeNbCTB
YCHENTHOCTH OCYILIECTBJICHHSI BCEX 3TAallOB MEpP MHUHHMMHU3ALMHU PHUCKA.
JlanHast rpymma mnokasaresiedl mpouecca JOKHA OOECHeuHuTb OLEHKY
CTEIICEHU BBIMOJIHEHUSI 3aIUIAHUPOBAHHOW MPOTPAMMBI U JIOCTH)KEHUE
TpeOyeMoro BJIMSHUSA HAa MOBEACHUE WM JACHCTBUSA LIEJIIEBOM TPYMIIHL.
[lokazaTenu BBIMOJHEHUS MPOTrpaMMBbl JIOJKHBI OBITH  OIpPENEIICHBI
3apaHee M OTCIIC)KUBAThCA HAa MPOTSHKEHUM BBIIOJHEHUS MPOTPAMMBI.
[lomyyeHHble [aHHBIE W OMNBIT MOTYT OBITh HCIOJB30BaHBI TS
ONTUMU3ALNHI KOPPEKTUPYIOMINX JIEUCTBUI B ClTydyae UX HEOOXOIUMOCTH.
OneHKa BBINOJTHEHUSI TPOLECCA TAKXKE MOXKET YIYUIIUTh [MOHWMAHHE
IPOLIECCOB M  MNPUYMHHBIX  MEXAaHU3MOB, B  CHIy  KOTOPBIX
JOTOJHUTEIbHBIE MEpPbl MHUHUMH3ALUMU pPHCKAa TO3BOJWIM WM HE
MO3BOJIMIIU TOOUTHCS JKETAEMOT0 KOHTPOJIS CIIeHU(PUUECKUX PUCKOB.

[Tokazarenu pesyJsibTaTa 00ECIEUYMBAIOT OOIIYI0 OIEHKY CTENEHU
KOHTPOJII PHUCKA, JOCTHUTHYTOTO TOCPEACTBOM BHEIPEHUS  MEP
MHUHUMU3AlMA pUCKa. Hampumep, ecnum 1enbl0 ONEpaTUBHOM MeEpbI
ABJISIETCS CHUYKEHHUE YaCTOTHI U (MJIN) TSHKECTH HEXKENIATENbHON PEaKUu,
KOHEYHBII KpUTEpUil ycrexa OyieT NpuBs3aH K JaHHOM LEH.

[lo pesynpTaTaM npoueaypbl OLEHKH 3(P(HEKTUBHOCTH MEP
MUHHMM3alAA PUCKA JENAETCS BBIBOJ O BO3MOXXHOCTHU JAJbHEHIIETO

BBHITIOJIHCHMS OIICHUBAEMOU MCPbl MUHUMMH3ALIUNU PUCKaA 0e3 M3MEeHEHUH



amb0 o HeobxoauMmocTH ee u3MeHeHus. OueHka 3((HEKTUBHOCTU Mep
MUHHUMH3ALUA PUCKA MOXKET CBUJIETEILCTBOBATH, UYTO JESTEIBHOCTH IO
MUHUMU3AIUNA PUCKA SIBJISETCS HEJIOCTATOYHOM M JOJKHA OBITh YCUJICHA
(mocpencTBOM  BHECEHHS] M3MEHEHH B MPEIOCTEPEKEHHS WU
pekomenganuu B OXJIII u HWMII (JIB), yiayuineHuss YETKOCTH
pPEKOMEHIAlMK MO0 MHUHUMH3AIMK pUcKa HW (WIK) TOAKIIOYECHUEM
JOTIOJIHUTENIBHBIX ~MHCTPYMEHTOB 10 MHMHUMHU3ALUM PUCKA WU
VIYUYIICHHEM CYIIECTBYIOIMX U Ap.). VHBIM pe3yabTaToM MpPOUETypPbI
OIICHKM MOXET CTaTh BBISBICHHE HECOOTBETCTBUSI MEpP MUHUMH3AINU
pucka MO0  OTCYTCTBHSI B  TIpOLEAype  OIEHKH  Tpedyemon
HaIpPaBJICHHOCTH, B CBSI3U C YEM MOXET ObITh YMEHBIIIEH 00BheM padoT 1o
porpaMMe WJIM pPacCMOTPEHO €€ YHOpOoIleHHEe (YMEHbBIIEHUE 4Yucia
WHCTPYMEHTOB, WJIM METOJOB MHUHUMH3AIMU PUCKA, WJIM YaCTOTHI
BBITIOJIHEHHS OTJICTFHBIX MEp TT0 MUHUMU3AIIUU PHUCKA).

B nononnenue x ornenke 3PpGHEeKTUBHOCTH MEP MUHUMU3AIUN PUCKA
B yOpaBJICHUH MpoOJIeMaMH, CBS3aHHBIMH C O€30MaCHOCTHIO, TaKXe
Ba)KHO OIICHUTH, MOKET JIM JIOMOJIHUTENIbHAST Me€pa MUHUMM3ALUUA PUCKA
UMETh  HENpeJIHaMEpeHHble  (HETaTUBHbIC)  TOCJIEACTBUS  JUIS
paccMaTpuBaeMoil MpoOJIeMbl 370POBbS HACEJICHUS B IMPUOIMKEHHOM
WJIU OTJQJICHHOM BPEMEHHOM HMHTEpPBAJIE.

12.2.4.1. Iloka3aTenu nporecca.
[lokazaTenu mnpouecca SBIAIOTCA NapaMeTpamMu OLIEHKH oObema

BBITIOJTHEHUSI W3HAYaJIbHOM MporpamMMbl W (WJIM) U3MEHEHHH B €€
BBINOJIHEHNH. [I0Ka3aTenu nponecca JOMKHBI JOIOJIHATh, a HE 3aMEIATh
OLIEHKY JTOCTH)KEHUSI HAMEYEHHBIX 1IEJEN MOCPEACTBOM PEATU3ALUN MEP
MUHUMU3AIMA pUCKa (TOKa3aTenu pesysibTata). B 3aBUCHMMOCTH OT

XapaKTepa aKTHBHBIX MCP, PA3JIMYHBIC ITOKA3aTCJIN IIPOLECCCa MOT'YT OBITH



OMPEICIICHBI JIJIs1 OLEHKU UX A(DPEKTUBHOCTH.

12.2.4.1.1. JlocTr>xeHre EI€BON NOMYJIALNY.
Korga mepsl MHUHMMH3AlMA PHUCKA BKJIIOYAKOT MPEIOCTABIEHUE

uHpopMaui M PYKOBOJACTB  JUIsi  COTPYJHUKOB  CHUCTEMBI
3IpaBOOXpaHEHUS M (WIM) MAIMEHTOB MOCPEICTBOM 00pa30BaTEIbHBIX
METOJIOB, CJIEAYeT UCIOIb30BaTh MEPhl OIEHKU PpPacHpOCTPAHEHUS
uHpopmanuu sl MOJy4YeHUs: O0a30BbIX JIAHHBIX IO BBIMOJHEHHUIO.
JlaHHble TOKa3aTeau JOJDKHBI OBITh OPHEHTHUPOBAHBI HA  OIICHKY
COOTBETCTBUSl HCIIOJIb3YEMOTO HWHCTPYMEHTa JJisi 1EJEBOM TPYIIIbI
(HampuMep,  COOTBETCTBYIOIIMM  SI3BIK,  PUCYHKH,  JUArpamMMBbl,
rpaduyecKue HHCTPYMEHTBI) WU OLEHKY (DaKTUYECKOTO TMOTy4YeHUs
MaTepUaIoB LIEJIEBOM IPYIIIION.

12.2.4.1.2. O1nieHKa KJIIMHAYECKUX 3HAHUU.
B 1ensx oIeHKHM OCBEIOMJICHHOCTH II€JIEBOM TPYIIBI U YPOBHS

3HAHUMU, MOJYYEHHBIX MTOCPEICTBOM 00pa30BaTEIbHBIX ONEPATUBHBIX MEP
u (wm) npencrasienus uHpopmanuu (OXJHI wu np.), cuemyer
MIPUMEHSTH CTPOTHME HayYHBIE METO/Ibl AHATUTUYECKHUX OMPOCOB.

AHaTUTUYECKUH OMPOC OOBIYHO BKJIIOYAET OCHOBHBIE CTaHIAPTHHIC
BOIIPOCHI, OTBETHI Ha KOTOPHIE JIOMYCKAETCSI MPEJICTABIATh 10 TeaedoHy,
B JINYHOM HMHTEPBBIO WM OTHPABJIATH MO MOYTE (IJIEKTPOHHOU IMOUTE).
AHaJIUTUYECKHUE OMPOCHI CIAEAYET BPEMS OT BPEMEHU MTOBTOPSTH.

Tako#t moaxo 1 MOXKET ObITh aJIalTUPOBAH K KOHTPOJIKO OTHOIICHUS
U OCBEIOMJIEHHOCTH B PENPE3EHTATHUBHBIX TPyNIax COTPYIHHUKOB
CHUCTEeMBl  3JIpaBOOXpaHeHUs] W (WIM) TAIUEHTOB  TOCPEICTBOM
COOTBETCTBYIOIIUX TICUXOMETPUUECKUX BEIUYUH. [ BBINOJHEHUS
OIICHKH CJIEAYET OINpPEICIUTh aJICKBATHBIM 00heM BBIOOPKH, BKIIOUCHUE B

KOTOPYIO BBIIIOJHATH C UCIIOJIb30BAHUCM paHJOMMN3allN.



Hannexaiiiee BHUMaHUE CIEAYET YICIUTh LEIIM aHATUTUUYECKOTO
ompoca, TA3ANHY HCCJIEIOBAHMS, o0beMy BBIOOPKH 51
pPENpPE3EHTAaTUBHOCTH, OMNEPAIMOHHBIM OMNPEACIICHUSIM 3aBUCHMBIX U
HE3aBUCUMBIX TIEPEMEHHBIX, a TaKKe CTAaTUCTUYECKOMY aHaIu3y.
TmiaTenbHOE BHUMaHUE JOJDKHO OBITh TaKXe YJIEJICHO BBIOOPY Haubosee
COOTBETCTBYIOIIUX HMHCTPYMEHTOB TI0 CcOOpYy JaHHBIX (AQHKETHI,
OMPOCHUKH U JI.).

12.2.4.1.3. OeHKka KINHAYECKUX TEUCTBUM.
B nensx oneHku 3pHEKTUBHOCTH 00pa30BaTEIbHBIX OMEPATHUBHBIX

Mep U (Wid) UHGOPMALIMOHHOTO O0ECIEUYEHHUsI CJIEAYET OINPENEIUTh HE
TOJBKO KJIMHUYECKUE 3HAHMS, HO U OCHOBAaHHbIE HAa HUX KIMHUYECKHUE
nercTBus (HarpuMep, Ha3HAUYCHHE JICKAPCTBEHHOTO Mperapara).

HccnenoBanusi Mo HCMOJb30BAaHUIO JIGKAPCTBEHHOTO IIperapara
MOCPEJACTBOM  BTOPUYHOI'O HCHOJIB30BAHUSI JAHHBIX  AJEKTPOHHBIX
MEJIUIMHCKUX KapT CIEAYEeT paccMaTpUBAaTh KAK LEHHBIM HHCTPYMEHT
VIS KOJIMYECTBEHHOM  OIEHKM  KJIMHUYECKUX  JSUCTBUM I
MPEACTABUTENS LIETIEBOU IPYIIIHI.

AHanu3 JIUCTOB HA3HAYEHUS JIEKAPCTBEHHBIX  IPENapaTos,
OCOOEHHO BO B3aUMOCBS3M C JPYTMMU JaHHBIMH  TAIMEHTOB
(kTuHUYECKUe, aemMorpaduyeckue JaHHbIE W Jp.), MOXKET O00eCIeUHUTh
OIICHKY Ha3HA4YeHUs JIEKaPCTBEHHBIX IPENapaToB, BKIIOUAss COBMECTHOE
Ha3HAY€HUE 2 B3aUMOJICUCTBYIOIIUX JIEKAPCTBEHHBIX IMPENapaTos,
COOTBETCTBUE PEKOMEHJAIUSIM TI0 Ja0OpATOPHOMY MOHUTOPHUHTY, a
TaK)ke BBIOOP ¥ KOHTPOJIb COCTOSIHUSI TTAITUEHTA.

[IpuMeHsiE COOTBETCTBYIOIIME CTAaTUCTUUECKHUE METOAbl (aHaIu3
TUHAMUYECKUX  PSAJOB, aHalM3bl BBDKMBAEMOCTH, JIOTUCTHYECKas

perpeccuss uW Ap.) JUISI  KOTOPTHI MOTpeOUTENeld JIEKapCTBEHHBIX



nperaparoB, MOKXHO CACIIATb OLCHKY Pa3JIMYHLIX ACIICKTOB HA3HAYCHMA
WM IIPHUMCHCHHA JICKAPCTBCHHLBIX IIPCIIApATOB, 4TO MOXKCT II03BOJIMTH
BBIIIOJIHUTb IIPOTrHO3 MHHHMU3AIUN PHUCKA, BI)IXOI[HHII/Iﬁ 3a pPaMKHu
HUCKIIIOYUTCIbHO OIIMCAHHUA ITOJYUYCHHBIX JOKA3aTCIbCTB.

12.2.4.2. TlokazaTenu pe3ynbTara.
KoneunbiMu WHINKATOpAMU YCIEIIHOCTH POTPAMMBI

MUHUMU3AIMA PUCKA SIBIISIIOTCSI PE3yJIbTaThl MOBBIIICHUS 0€30MacHOCTH
MPUMEHEHUS JIEKapCTBEHHOrO Impenapara (4actora W (WIH) CTEIEHb
TSOKECTH  HEXeNaTelIbHBIX peakuid B CBA3M C  BO3JCUCTBUEM
JIEKapCTBEHHOT0 MpernapaTa Ha MallueHTa BHE paMOK MHTEPBEHIITMOHHOTO
UCCIIEIOBAHUS, TO €CTh €r0 BO3JICHCTBUE B paMKaX HEMHTEPBEHIIMOHHOTO
uccienoBanusi). Pe3ynbraThl MO OE€30MACHOCTH  JIOJKHBI  SIBJIATHCS
WHJIUKAaTOpPaMH YCIIEIIHOCTH MPOrpaMMbl MUHUMU3AIUN PUCKA.

OueHka, OCHOBaHHAasl Ha JAHHBIX MOKA3aTeNsAX, IOJHKHA BKIOYATh
CpaBHEHHUE JMUAEMHUOJIOTMYECKUX MEp YaCTOTHOCTU pe3yJsibTaTa, TaKHhe
KaK MOKa3aTeldb YaCTOThl WM KyMYJISITHBHOW 4YacTOThl HEXEIATeIbHOU
peakiiy, MOJYYEHHBbII B KOHTEKCTE HCCIIeOBAHUI O€30MacHOCTU Ha
MOCTPErUCTPALMOHHOM dTarle.

B cooTrBercTBUM € JIOOBIM TOAXOJOM HAy4YHbIE W MPU3HAHHBIC
MPUHIMIBI 3MUJIEMUOJIOTHYECKOTO UCCIEAOBAHUS BCET/la JTOJKHBI OBITh
PYKOBOJICTBOM JIJII OLIEHKM KOHEYHOI0 paccMaTpPUBAEMOTO MOKa3aTens
pe3yibTaTa.

CrnenyeT y4uThIBaTh CPABHEHHE YACTOTHI JI0 U IMOCIE BBINOJIHEHUS
Mep MUHUMHU3ALUH PUCKA.

Korga BbINIOJIHEHWE OLIEHKH W pacuera A0 U IOCJ€ BBITOJIHEHUS
Mep SBJISIETCA TPAKTUYECKH HEOCYIIECTBUMBIM (HAlpUMeEp, MeEpbI

MUHHUMM3AIIUNU PUCKA OBLIH BBEJICHBI B JICMCTBHE B MOMEHT IMOJIYUYCHUA



PETHCTPAIIMOHHOTO  YJOCTOBEPEHMsI), IIOKa3aTeldb dYacTOTBHl HCXO]a,
MOJIYYEHHBIN Ha dTare MOcCje BHIIOJHEHHUS Mep, COOTHOCUTCS C 3apaHee
OTIPENCIICHHBIM  pe(epeHTHBIM  3HAYCHHEM,  IOJYYCHHBIM W3
JUTEPATYPHBIX HCTOYHHUKOB, PETPOCIEKTUBHBIX JaHHBIX MEIHITMHCKHX
KapT TMaIlMeHTOB, OXHUAACMOM YacTOTBI B  OOIICH  IMOIMJISIITUN
(HaOmroaemblii aHANM3 B CPaBHEHMHM C MpEANoJiaraéMbIM U 1p.), U
JOJKEH YYHUTHIBATH BO3MO>KHBIH s ekt CTUMYJIUPOBAHMS
perioptupoBanus. BpiOOp  Tpymmel  cpaBHEHUsS — JOJDKEH  OBITh
HaJJIeXKaIM 00pa3oM 000CHOBAH.

YPOBEHb CIIOHTAHHOTO PEMOPTHPOBAaHMS (YUCIO COOOMIEHUN O
M0/I03PEBAEMBIX HEXENATCIBHBIX PEaKIUAX 3a (PUKCHUPOBAHHBIN TIEPHOT
BPEMEHH) HE CIEAYET paccMaTpHUBaATh KaK MPUEMIIEMYIO OIEHKY 9acTOTHI
HEXKEJIaTeIIbHBIX SIBJICHUM B TIOMYJAIWH, IOJyYarolled JedYeHue, 3a
HCKIIFOYEHUEM OCOOBIX OOCTOSTENILCTB, KOrja Oa3ucHas dYacToTa
HEXEJIaTeIIbHOTO SIBJICHUS B TPYIINE HE3HAYUTEIbHAS M CYIICCTBYET
BEIpOKCHHAS B3aWMOCBSI3b MEXKIY JICYCHHEM U  HEKelaTeIbHON
peaxkiuei.

[Ipu Takux 0OCTOSATEILCTBAX, KOTJA MPSIMOE ONPECICHUE CTEIICHH
puUCKa B pacCMaTpUBaeMOW  TpYINIe  SIBISETCS  MPAKTHYCCKH
HEOCYIIIECTBUMBIM, CIIOHTAaHHBIE COOOIIEHUS MOTJIH OBl TIO3BOJIUTH
cAenaTh MPEANONIOKECHHE OTHOCHTEIBHO NPHOIU3UTEIBHOTO 3HAYCHHS
JacTOTHl HEXEJIATeJIbHOW pEeaKkIMd B TPyHne MpH YCIOBHH, YTO
HEKOTOpbIe 0O0OCHOBAHHBIC JIAHHBIE MOTYT OBITh TOJIYYEHBI JJI OICHKH
MOKa3aTeNsl ypOBHS PEIOPTUPOBAHUS B KOHTEKCTE IPHUMCHCHHS
JIEKapCTBEHHOTO TIperapara.

XapaKTepHble TOTPENTHOCTH, KOTOPBIC BIHSIOT Ha YypPOBCHb

peoOpTUPOBAHNA B OTHOIICHHHN IIPCAIIOJIATaCMbIX  HCKCIIATCIbHBIX



peakIuii, MOTyT TIPUBECTH K pe3ysibTaTaM, BBOJSIIAM B 3a0JyKIICHHUE.
Hampumep, BBeneHHe MporpaMMbl MUHUMHU3AINN PUCKA KaK PEakKIus Ha
npoOjeMy, CBSI3aHHYI0 C 0€30MacHOCTHbIO, BBISBIECHHYIO Ha JTame
MOCTPETHCTPAIIMOHHOTO  MOHHUTOPHMHTA JIEKAPCTBEHHOTO Iperapara,
MOJKET CIIOCOOCTBOBATh IOBBHIIICHUIO OCBEIOMJICHHOCTH B OTHOIIECHUH
OTIpe/IeTICHHBIX HEXeIaTeIbHBIX PEAKIIUNA, YTO B KOHEYHOM CUETE MOXKET
MIPUBECTHU K TOBBIIIIEHHOMY TTOKA3aTeII0 PeIIOPTUPOBAHUSI.

[Tpu TaKuX 00CTOSATETHLCTBAX aHaIN3 CTIOHTAHHOTO
PENOPTUPOBAHUS MOXKET MPUBECTH K OMIMOOYHOMY 3aKITIOYEHHUIO, YTO
BMEIIIATENIbCTBO OKa3ajaoch Hed((PekTuBHBIM. CHUIKEHHBIE TMOKa3aTEeIH
OTYETHOCTH 3a OIpPEICICHHBIM BPEMEHHON MPOMEKYTOK MOTYT TaKXe
MPUBECTH K OMIMOOYHOMY 3aKIIFOUCHHIO, YTO BMEIIATEIbCTBO OKa3aJIOCh
3 PEKTUBHBIM.

12.2.5. Koopaunanusi.
Ecnu  HEcKOJIbKO JIeKapCTBEHHBIX IIpErapaTroB, B TOM YHCIIE

JIEKapCTBEHHBIC TIpenapaThl ¢ OJWHAKOBHIM JICHCTBYIOIIUM BEIIECTBOM
MMEIOTCS B HAJWYWH Ha PBIHKE, JODKEH OBITh BBIPAOOTAaH IIEIOCTHBIN
MOAXO0J B TPHUMEHEHUM JOMOJHUTEIBHBIX MEP MHUHHMU3AIUU PHCKA,
MIPETYCMOTPEHHBIN YITOJTHOMOYEHHBIMH OpraHaMH TOCYJIapCTB-WICHOB.
Koraa Bo3HMKaeT HEOOXOAMMOCTh B KOOPAMHAITMOHHBIX JEUCTBUAX IS
TPYIIBI  JIEKAPCTBEHHBIX IpPEeNapaTtoB, JODKEH OBITh BbIpaOOTaH
corjlacoBaHHBIN moaxoA. [Ipu Takux 00CTOSTEILCTBAX MPEIBAPUTEIHLHOS
IJJAHUPOBAaHUE JOJDKHO O0ecmnednTh, dYTOOBl 3(PEHEKTUBHOCTH MeEp
MHUHUMU3AIMA ~ pUCKA  OICHUBAIACHL JUISI  KaXJOTO  OTACIBHOTO
JICKapCTBEHHOT'O TIperapara, a TakKe JJIs JIEKapCTBECHHBIX IperapaToB B
COBOKYITHOCTH.

12.2.6. Cuctembl kKauecTBa MEp MUHUMU3AIIUM PUCKA.



XoTs B pa3pabOTKy M OCYIIECTBICHUE MEP MUHHMHU3AIMU PUCKA
MOTYT  OBITh  BOBJIEYEHBI =~ MHOTHE  JKCHEPThl, OKOHYATEJIbHAs
OTBETCTBEHHOCTbH 33 KAQ4E€CTBO, TOYHOCTh U HAYUYHYIO LIEJIOCTHOCTh TAKUX
MEp BO3JaraeTcs Ha JepiKaTelsl PETUCTPAllMOHHOTO YIOCTOBEPEHHUS W
YIOJIHOMOYEHHOT 0 JINIIA 10 (hapMaKoHaA30py B roCyJapCcTBax-ujieHax.

Jlepxarenb PETUCTPALTUOHHOTO YIAOCTOBEPEHUS HECET
OTBETCTBEHHOCTh 3a oOHoBIeHMEe [IYP B ciydae mnosiBieHHs HOBOM
uHpopmalmu, a TakXke JOJDKeH TMPUMEHATh NPUHIUIBI KadyecTBa,
yKa3zaHHble B pazzaene 2 Hacroamwux [IpaBui. OTciexuBaemMble BEpCHU
[TYP nomxHbI OBITH IEPEIAHBI TSI PACCMOTPEHUS U BBITIOTHEHUS OLICHKU
YIOJTHOMOYEHHBIMU OpraHaMu rocyaapcTB-wieHoB. Otuersl, [IYP wu
BKJIIOYEHHBIE B IJIaH CHUCTEMBI YMPABJICHUS PHUCKOM, a TakKKe Jt0ObIe
NOKYMEHTBl B OTHOIICHMH MEP MO MHUHHMHU3ALMU PHUCKA MOTYT
MOJIBEPTATHCS Ay AUTY WUJIN UHCIIEKTUPOBAHUIO.

Jlepxareinb PETUCTPALIUOHHOTO YIAOCTOBEPEHUSA JOJIKEH
o0ecrneunTh, YTOOBl MEXaHM3Mbl OTYETHOCTH TO  pe3yJibTaram
UCCJIEAOBAaHUN WM aHAIM30B 1O OIleHKe A(PPEKTUBHOCTH MeEp
MHUHUMM3AIMA pPHUCKA TOATBEPXKAAIUCHh JOKYMEHTaJIbHO. JlaHHBIE

AOKYMCHTBI MOT'YT IIOJABEPIraTbCAa ayaAUuTy U1K HHCIICKIIUH.

12.3. OTBETCTBEHHOCTh YIIOJITHOMOYEHHBIX OPTraHOB
roCyJapCTB-WICHOB
YTOoTHOMOYEHHBIE OpraHbl rOCy/IapCTB-YJICHOB HECYT
OTBETCTBEHHOCTh HA HAI[MOHALHOM YPOBHE 3a OCYIIECTBJICHHE
JOTIOTHUTEIBHBIX MEP MUHUMH3AIUNA PUCKA, MPUMEHIEMBIX KaK YCIOBHE
no Oe3onmacHOMYy H 3()PEKTUBHOMY HCIIOIB30BAHUIO JIEKAPCTBEHHOTO

npenapara.



B oTHOmEHNMN Mep MUHHMH3AIUU PHUCKA, KOTOPHIC OBLIH BBEICHBI
MOCJIE BBIAYM PETHUCTPAIMOHHOTO YAOCTOBEPEHHUS, YIIOJTHOMOUYCHHBIS
OpraHbl  TOCYJAapCTB-WJICHOB JIOJDKHBI ~ 00ECIEYUTh  OINEPAaTHBHOE
PacCMOTpPEHHE M COTJIaCOBaHUE IPEJCTABICHHBIX MEp C JeprKaTeaeM
PETHCTPAIIMOHHOTO YA0CTOBEPEHUSI.

YHonHoMOYEHHBIE OpTaHBI TOCyJapCTB-WICHOB npu
HEOOXOAMMOCTH MOTYT OKa3aTh COJCHCTBHE COTJIACOBAHUIO BHEAPSIEMBIX
MEp MHUHHUMM3AIMK pHUCKA JJIT BOCIPOM3BEJCHHBIX JIEKAPCTBEHHBIX
mpernaparoB (FT€HEPUKOB) ¢ OJIMHAKOBBIM JICHCTBYIOIIUM BeEIIECTBOM. B
cilydae HEOOXOJIUMOCTH BBEICHUS JOIOJHUTCIBHBIX MEp MHUHUMHU3AIUN
pHUCKa JIUIT BOCTIPOM3BEIEHHBIX JICKAPCTBEHHBIX IIPenapaToB (TeHEPHUKOB),
OOyCIIOBJICHHBIX  MOpOoOJeMaMH, CBSI3aHHBIMU C  0€30MaCHOCTHIO
JIEHCTBYIOIIET0 BEIIeCTBA, MEPhl MUHMMU3AIIMNA PHUCKA, TPUMEHIEMbIE K
BOCIIPOM3BE/ICHHBIM JIEKAPCTBEHHBIM IIperaparaMm (TeHepruKaM), clieIyeT
NPUBECTH B COOTBETCTBHE C MepaMH MHUHUMH3AIUU pHCKa IS
pedepeHTHOTO JIEKapCTBEHHOTo Tpemapara. Ilpu  ompeneneHHBIX
00CTOSTENHCTBAX B OTHOIICHUH THOPUAHBIX JICKAPCTBEHHBIX IPEIapaToB
MOTYT TIOHAJOOWTHCSA JOMOJHUTEIBbHBIE MEpPhl MHUHHUMU3AIUA PHCKA,
MIOMHMO MEP MHUHHUMH3AIUU PHUCKA, BBOJUMBIX I pedepeHTHOTO
JICKapCTBEHHOT'O TpernapaTa (HampuMmep, oOyCIOBIICHHBIC Pa3IuYHsIMU B
COCTaBe, Croco0e Ha3HAYCHUS WU TPoOJIeMaMu HECOBMECTUMOCTH).

YHonHoOMOYEHHBIE OpraHbI rOCyJapCTB-YJICHOB JTOJKHBI
o0OecreuynTh TpPUMEHEHHE JI000T0 WMHCTPYMEHTa WM METoaa IIo
MUHAMH3AIAA PHUCKA. YTIOJIHOMOYEHHBIC OpPTaHbl TOCYAapCTB-UJICHOB
JOJDKHBI COTJIacOBATh C 3asBUTEIEM HIIM JeprKaTeIeM PEeTrHCTPAIIMOHHOTO
yaoCTOBepeHHus (QopMaT H CpelcTBa HMHCTPYMEHTOB WJIHW METOJIOB

MUHUMM3AIUN PHUCKA, BKIOYAA IICHATHBIC MATCpUaJIbl, HWHTCPHCT-



m1aTGopMbl M HWHBIE ayJIUO-BUJIEO CPEACTBA, a TaKXKe IJIAHUPOBAHUE
(rpaduk) onepaTUBHBIX MEP MEPE]] BHIXOJOM JICKAPCTBEHHOTO Mpemnapara
Ha WX PBIHOK WJIHM B APYroe BpeMs B cliydae HEOOXOIUMOCTH.
YNOJHOMOYEHHBIA ~ OpraH  rOCyJapCTBa-4ji€HAa  NPUHUMAECT
CaMOCTOSITEJIbHOE PEIICHHE B OTHOIICHHH BBHIOOPA COOTBETCTBYIOLIUX
HAIMOHAJIBHBIX 00pa30BaTEIbHBIX MATEPUAIOB U WHBIX HHCTPYMEHTOB
WA METOAOB II0 MHUHUMM3ALMU DPHUCKA, IIPU OTOM PEKOMEHIAYETCS
COIJIACOBAHUE  YIOJIHOMOYEHHBIMHA  OpPraHamMy  TIOCYAapCTB-YJIEHOB
KJIIO4EBbIX 3JeMeHTOB IIYP. YmomHomodeHHbIE OpraHbl TOCYyHapCTB-
YJIEHOB Ha HAIMOHAJIIBHOM YPOBHE OCYIIECTBIISFOT KOHTPOJb PE3YJIbTATOB

BBCACHUS MCPp MUHHUMHU3AIUH PUCKA.

12.4. OTBETCTBEHHOCTH ACPKATEJICH PErUCTPALIMOHHBIX
YIAOCTOBEPEHUN

Jlepxxarenn PErUCTPALIMOHHOTO YAOCTOBEPEHUS JOJIKEH
ONPENCNIUTh LEJIH MPEJIOKEHHBIX JOMOJHUTEIBHBIX MEP MUHUMH3AINU
pucka W  mokaszarend OueHku ux  ddpdextuBHocTH.  JIr0OBIE
JOTIOJIHUTENbHBIE OINEpPAaTUBHBIE MEPbl MUHHMHU3AIMUA PHUCKA JOJDKHBI
ObITh pa3paboTaHbl B COOTBETCTBMM C OONIMMHU  MPUHIUIIAMH,
yKazaHHbIMU B pazgenax 12.2.1 m 12.2.2 nacrosmux [IpaBui, u umertsb
MOJHOE  JOKYMEHTaJIbHOE  MOJATBEPXKJACHUE B  MOporpaMme IO
MHUHUMU3AIWHA PUCKA B COOTBETCTBUH C pa3aeiom 6 HacTosmux [IpaBui.

Mepsbl, 0100pE€HHBIE YIOJTHOMOYEHHBIM OPraHoOM TOCyAapcTBa-
yjieHa B IUIAHE MUHUMM3AIUU PUCKA, JOJKHBI ObITh BBIIIOJHEHBI Ha
HallMOHAJIBHOM YypoOBHE. JlepkaTenb pPerucTpalioOHHOIO YJIOCTOBEPEHHUS
JOJIKEH MPEJCTaBIATh HHGOPMAIUIO B OTHOIIEHUH CTaTyca BBITTOJIHEHUS

JOIIOJIHUTEIIbHBIX MCp MUWHHUMHN3allN pHCKa I10 pe3yjabTaTaM



MPEJIBAPUTEIIBHON JOTOBOPEHHOCTH C YIOJIHOMOYEHHBIMH OpraHaMu
rocyJIapCTB-4JICHOB, a TaK)K€ MHPOPMUPOBATh YIOJHOMOYEHHbBIE OPTaHbl
roCyZapCTB-4JICHOB B OTHOIIEHUHU JIFOOBIX M3MEHEHHUH, CIOKHOCTEH WU
BOIIPOCOB, BO3HHMKAIOUIMX IMPU BBIIIOJIHEHUH JOMNOJHHUTENBHBIX MEp
MUHUMH3aUU ~ pucka. JloOble COOTBETCTBYIOIIME HM3MEHEHHUS B
OTHOUIEHWM  MWHCTPYMEHTOB  WJIM  METOJOB  BBINOJHEHHUS  MeEp
MUHUMU3AIUA PUCKA JIOKHBI OBITh COTJIACOBAHBI C YIOJHOMOYEHHBIMU
OpraHaMHy rocyJ1apCTB-4YJICHOB.

[Ipu BBeAEHUYU B ACHUCTBUE HMHCTPYMEHTOB WJIM METOJIOB Ha OCHOBE
WH()OPMAIIMOHHBIX ~ TEXHOJOTMW  Jep)KaTellb  PEerucTPaliOHHOTO
YIAOCTOBEPEHUS JIOJDKEH NPUMEHSTh TpeOOBaHUs, XapaKTepHbIC s
KXJOr0 TOCyJapCTBa-4wieHa, C YYETOM TMOTEHIMAIbHBIX MPOOJIEM,
CBSI3aHHBIX C JIOCTYIHOCTBIO, PACIO3HABAEMOCTBI), OTBETCTBEHHOCTHIO,
KOH(DHICHIINAIBHOCTHIO U 3aIIUTON JaHHBIX.

B oTHOmEHHM BOCHPOU3BEACHHBIX JIEKAPCTBEHHBIX IMpPENapaToB
(TeHEpUKOB) JIepXkKaTellb PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIOJKEH
pa3pabotarb Mepbl MUHMMH3AllMM pUCKAa B COOTBETCTBUU C OOBEMOM,
HaIpaBJICHHOCTHIO, COJIEp)KaHUeM H (OpMaTOM HHCTPYMEHTOB WU
METOJIOB, MNPUMEHSEMBIX JUII  OPUTHMHAIBHOTO  JIEKAPCTBEHHOIO
npenapara. CocrtaBiieHue rpaduka U MIAHUPOBAHUE OMEPATUBHBIX MEpP
JIOJKHBI OBITh HAJUICXKAIIUM 00pa3oM CKOOPJAUHMPOBAHBI B LEJSAX
MHUHUMU3ALWNA HATPY3KU HA CUCTEMBI 3/IPABOOXPAHEHHS.

Ornenka 3@ ¢GEeKTUBHOCTH MEP MHUHUMHU3AIMU PUCKA B OTHOIIECHUU
BOCIIPOU3BEICHHBIX JIEKapCTBEHHBIX IpenapaToB (reHEepHUKOB)
OCYILECTBIISIETCS JIEP/KATEIEM PETHUCTPALMOHHOIO YJIOCTOBEPEHHS B
COTPYAHUYECTBE C YIOJHOMOYEHHBIMU OpraHaMH roCyJIapCTB-4IEHOB. B

cilydyae OOOCHOBAaHHOCTH TMPOBEJECHHUS  KCCIEAOBAHUM B  IEAX



MUHUMU3AIMA HAarpy3Kd Ha CHUCTEMBI 3/IpAaBOOXPAHECHHSI HACTOSTEIHHO
pPEKOMEHIyeTCsl TPOBEJCHUE COBMECTHBIX HccienoBanuii. Hampumep,
€Clii ~ Ha3HAYeHO  NPOBEJEHUE  MPOCIEKTUBHOTO  KOTOPTHOTO
UCCJIe0BaHus, BKIIOUEHUE B UCCIIE0BAHUE JOJIKHO OBITh HE3aBUCUMBIM
OT Ha3HAYEHUS JICKAPCTBEHHOI'O Mperapara ¢ ONpeeICHHBIM TOPTOBbIM
HAaUMEHOBaHHEM WIH oT OTIPEIEIIEHHOTO TIPOU3BOTUTEIISI
JIeKapCTBEHHOTO TMpemnapara. B 3Tux choydasx perucTpanus JaHHBIX
OTIPEAENIEHHOTO JIEKapCTBEHHOI'O IMpernapara sBISIeTCsl BaXKHOW B LIEIIAX
ObIcTpoil  HMIEHTUPUKALMK  JIOOOr0 HOBOIO  PHUCKA, MPHUCYIIETO
KOHKPETHOMY JIEKAPCTBEHHOMY TIpenapary.

JlepxaTtenb PETUCTPAIIMOHHOTO yIOCTOBEPEHUS TOJKEH
KOHTPOJHMPOBATh pPE3yJNbTaThl MEP MHUHUMH3ALMUA PHUCKA, KOTOPHIE
BiuroYeHbl B [TYP. OO0mue npuHIunel oneHku 3PPEeKTUBHOCTH YKa3aHbI
B myHkTe 12.2.4. Hacrosmux [IpaBu.

JlepxaTtenb pPErUCTPaIMOHHOTO yIOCTOBEPEHUS JOJKEH
OpeICTaBUTh  OTYET B  OTHONIEHHMM  OLIGHKH  A()PEKTUBHOCTH
JOTIOJTHUTEIBHBIX MEp MUHHMMH3ALIUM PUCKA, UMEIONIMX OTHOIIEHHE K
OLIEHKE COOTHOIIEHHUS «10Jib3a — puck» B [IOOB.

JlepxaTtenb PETUCTPAIIIOHHOTO yIOCTOBEPEHUS JIOJKEH
0o0ecrevYnTh CBOEBPEMEHHYIO CBSI3b C YINOJHOMOYEHHBIMU OpraHaMu
rOCy/IapCTB-WICHOB /Il BBITIOJHEHHUS COOTBETCTBYIOIUIEH DPETYISATOPHOMN

OLICHKH.

12.5. CoTpyAHUKHU CUCTEMBI 3paBOOXPAHCHHUS U TTAIIMEHTHI
B3anMopeiicTBue COTPYIHHKOB CHCTEMBI 3IPAaBOOXpPAHCHUS W
MAlMEHTOB SBIIAETCS KpalHEe BaXKHBIM (haKTOPOM, HEOOXOIUMBIM JIJIs

YCHENTHOTO BBINOJHEHHS 00pa30BaTENbHBIX NPOrpaMM U (WJIK) IporpaMm



KOHTPOJIUPYEMOTO JIOCTylla B IEJSIX ONTUMHU3AIMU  COOTHOIICHUS
«moJb3a — puck». HeoOxoaumo ynenarh oco0oe BHUMaHHE JIFOO0W mMepe
MUHHAMH3AIAA PUCKA, KOTOpas MOKET OBITh BBEACHA JJIsI OOCCTIICUCHUS
Ooe3zormacHoro W A(PGEeKTUBHOTO  HWCIOJIb30BAHHUS  JICKAPCTBEHHBIX

npenapaTos.

12.6. Bnustaue 3(pheKTUBHOCTH MEP IO MUHUMM3AINT
pHUCKa Ha IJIaH yIpaBiIeHUsI PUCKaMH U TIEPUOIUIECKUN
OOHOBIISIEMBIN OTYET MO OE30MACHOCTH

O6unoBnenust [IOOb u IIYP nomkHB BKIHOYATH CYMMapHYIO
OLIEHKY pe3yjibTaTa JOMOJHUTEIbHBIX MEpP MHUHUMH3AIMU PHUCKA,
BBEJCHHBIX [UJI1 YMEHBIICHHS BaXHbIX PHUCKOB, CBS3aHHBIX C
MpUMEHEHUEM JieKapcTBeHHOro npemnapara. B I[TYP akienT nomken ObITh
CHENaH HAa TOM, KakK BBINOJHSAEMAsA JEITEIbHOCTh M €€ PEe3yJbTaThl
OTPAXKAIOTCS HA IUIAHUPOBAHUM MEP MHHUMH3ALMM DPUCKA U (WJIN)
dbapmakonanzopa. B IIOOb nmomkHa OBITH CAeiIaHa OIEHKA BO3JACHCTBHS
BBEJCHHBIX Mep Ha mnpoduib OE30MacHOCTH M (WJIHM) COOTHOIICHUE
«T0JIb3a — PUCK» JIEKAPCTBEHHOTO MpemnapaTa. AKIEHT JOJDKEH OBITh
cienaH Ha HWHQOpMaIMI0, KOTOpas TMOJIyd€Ha B TMPOIECCE OTYETHOTO
Mepuola WJIM C MOMEHTa OCYIIECTBICHUA HEAABHUX MEp IO
MUHUMU3ALAHA PUCKA.

Pe3ynbTaThl o11eHKU 3()PEKTUBHOCTH MEP MUHHMU3AIMUA PUCKA BO
BCEX chaydasx mnomiexar BrmaoueHuto B I[IYP. Kak wyacte Takou
KPUTUYECKOW OLIEHKU JepKaTellb PETUCTPALIMOHHOIO YIAOCTOBEPEHUS
JIOJKEH  caelaTh  HaOMIoJeHussT B OTHOWIEHUWH  (haKTOpOB,
CIIOCOOCTBYIOIIMX  JOCTHXKEHUIO I  WIM  [PUBOMSIIMX K
HEJIOCTaTOYHOCTU WM HEAI(DPEKTUBHOCTH MEp MHHUMH3ALHUKM PHUCKA.

Takol KpPUTHUYECKUN aHAJIN3 MOXET BKJIIOYATh CCBUIKY Ha OIBIT 3a



npejesiaMy roCy1apCTB-WICHOB (MPY HAJTUYHH).

Ornenka 3¢ GEeKTUBHOCTH MEP MHUHUMU3AIUU PUCKA JOJKHA OBITH
aKIICHTUPOBaHA Ha TO, OBUIM JM OHU YCHEIIHBIMH B OTHOIICHUU
MHUHUMU3AMA  [eiaeBoro  pucka.  OmeHka  BBIIOJNHSETCS €
UCIIOJIb30BAaHUEM KOMOMHAIIMU MOKa3aTesield Impolecca U pe3ysbTaTa B
COOTBETCTBUM NyHKTOM 12.2.4. Hacrosmux IIpaBun. Pekomennmyercs
cAaenaTh pa3rpaHUYEHUE MEXIYy MepaMH MHHUMH3ALHUM  PUCKAa,
BBEJCHHBIMH B MOMEHT BBIJaYM YJOCTOBEPEHHS O TOCYIAapCTBEHHOMN
perucTpal, U TeMH MepaMHu, KOTOpble OBbUIM BBEIECHBI IO3/HEE Ha
MOCTPETUCTPALIMOHHOM JTarle.

Onenka 3Q¢GEeKTUBHOCTH MEP MUHUMU3AIMU PUCKA JOJKHA OBITH
MPEACTABIIEHA C YUETOM CIIEIYIOIINX PEKOMEHIAIIHIA:

a) OLICHKA JIOJKHA MPEJCTABIISITh KOHTEKCT ITYyTEM:

KPaTKOTO OMUCAHUS BBEJICHHBIX MEp MUHUMU3AIIUUA PUCKA;

ONPENEIICHUS UX LETEH;

OMMUCaHUs BEIOPAHHOTO MpoIecca U MoKa3aTelel pe3yabTara;

0) olleHKa JOJKHA BKJIIOYaTh COOTBETCTBYIOIIUI aHANIN3 XapaKTepa
HE)KEJaTeIbHBIX peaKkuuu, BKJIIOYAs 170:¢ CEPBE3HOCTh "
NpeA0TBPaTUMOCTh. [’ 1€ 3TO yMECTHO, CIIEyeT TaKXe BKIIOUHUTh
JIOTUCTUYECKUE (PAKTOPBI, KOTOPhIE MOTYT MOBIUATh Ha KIMHUYECKOE
BBITIOJTHEHHE MEP MUHUMU3AIUU PUCKA;

B) OLEHKAa JOJUKHA BKJIKOYATh HCCIEJOBAHUE BBINOJIHEHUS MeEp
MUHUMU3AIUA PUCKA B PYTUHHOW KJIMHUYECKOW MPAKTUKE, BKIKOYAs BCE
OTKJIOHEHHsSI OT II€pBOHAYaJIbHOTO IUIaHA. Takasg OLEHKa MOXET
BKJIIOYATh PE3yJIbTaThl MCCIEAOBAHUN HCIOJIb30BaHUS JIEKAPCTBEHHOTO
npernapara;

r) ToKa3aTelu pesyibTara (dyactota © (WIM) CEpPbEe3HOCTH



HEXKEeJATeJbHBIX PEaKIMil) TOJDKHBI SBJISTHCS KIHOYEBBIMU KOHEYHBIMU
TOYKAaMH TPHU OLEHKE CTEMECHW JOCTHUKEHUS IOCTABJICHHBIX 3aJay MpPHU
BBINOJIHEHUH MEP MUHUMU3AUHA PUCKA.

[IpenyioxkeHuss B OTHOIICHUM U3MEHEHUN 110 COBEPLICHCTBOBAHUIO
MEp YNOpaBlIE€HUS PUCKAMHU  JIOJDKHBI  OBITH  MPEACTaBIEHHI B
cooTtBeTcTBYHOIEM pasaene [IOOBb. [liman MUHUMH3AIMY PUCKOB CHEAYET
OOHOBIISAITH C YYETOM IMOCTynaroueid HHPoOpMalMK B OTHOIICHHUU
3 PEKTUBHOCTH MEP MUHUMU3AIIMU PUCKA.

Yactota oOHOBieHust I[IYP nomkHa OBITh OpONOPIHUOHATBHOU
pUCKaM, CBSI3aHHBIM C TIPUMEHEHUEM JIEKaPCTBEHHOrO Mpemnapara.
Oo6noBnenust [IYP pomkHbI OBITH aKIIEHTHPOBAHBI HAa MPOrpamMMy
MUHHUMH3ALUNA PUCKA U MPECTaBlIeHne OOHOBIEHUN IO OCYIIIECTBICHUIO
MEp MUHUMU3ALUU PUCKA, TAE 3TO IPUMEHUMO.

B ciygae oOHOBIIEHUSI OTPaHUYEHHOTO KOJIUYECTBA Pa3/ejioB, OHU
JIOJIKHBI  OBITh TMEPEUYUCICHBI B COMPOBOJUTEIHHOM MHUCHME IPHU
MPEJICTAaBIICHUM JOKyMEHTaluu. B ciyyae ecid 10 pe3yJibraTaMm
BBITIOJTHEHUSI MEp MUHUMU3AIUA PUCKA TPeOyeTCs BHECEHUE M3MEHEHUN
B OXJIII, ocHOBaHMsI W JaHHBIC W3MEHEHUS OJDKHBI MOATBEPKIATHCS

nogaueit [I0OODB, oTpaxaromiero yka3aHHbl€ aCIEKTHI.

12.7.
[Ipo3pauHoCTh

YTOIHOMOYEHHBIE OpraHbl TOCYJApPCTB-UJIEHOB OOECIIEUHBAIOT
MPO3PAYHOCTh M JOCTYHNHOCTh HWH(MOpPMAIMU IO BBEACHHBIM Mepam
MHHUMM3AIMA pPHUCKA IIyTEM HUX Pa3MEIICHUS Ha COOTBETCTBYIOIIMX
WHTEpHET-TIopTajax cieayromnieil nHhopMaIuu: AeUCTBYIONIEH pelaKIuu

OXIJIII, pestome ITYP c yka3zaHWeM BBEIEHHBIX MEpP MUHUMM3AIUU



pucKa.

13. JlonoTHUTEIbHBIM
MOHHUTOPUHT

13.1.
BBenenune

dapmakoHaA30p SBISETCA HEOOXOAMMON (YyHKIHMEH CHCTEMBI
3/IpaBOOXPAHEHHUSI U HAIpaBJIEH Ha ObICTPOE BBISBICHUE U pearupoBaHUE
Ha  [OTEHUHWAJbHbIE  yrpo3bl  OE€30IaCHOCTH,  CBA3aHHBIE  C
UCITOJIb30BaHHUEM JIEKAPCTBEHHOTO IIpenapara.

['ocynapcTBeHHass  perucTpanusi JIGKApCTBEHHOIO  Ipemnapara
OCYLIECTBIISIETCA HA OCHOBAaHWM  IIOJIOXKUTEJIBHOTO HAa  MOMEHT
PEruCTPALIM COOTHOIIEHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOI'O IIpenapara
IUIsL  ONIPEACIICHHBIM LEJIEBOM TIPYyINIbl MAlMEHTOB B IIpejaesiax
0JI0OPEHHBIX TTOKA3aHUI U peKOMEHAAINI 10 MPUMEHEHHUIO.

OnHako HE BCE pPUCKM MOTYT OBITh BBISIBIEHBI K MOMEHTY
NIEPBOHAYAJIBHOW pPETHUCTpALi, HEKOTOPbIE PHUCKH BBIABIIOTCA Ha
MOCTPETUCTPALIMOHHOM JTane npu HIMPOKOM NPUMEHEHUU
JIEKapCTBEHHOI'0 Ipenapara Ha MPOTSKEHUU BCEro >KM3HEHHOIO IMKJa
JIEKapCTBEHHOT0 Mperapara.

Jis  oOecriedeHUsT  BO3MOKHOCTH  BBIIIOJIHEHHUS ~ KOHTPOJIS
0€30MMaCHOCTH JIEKAPCTBEHHBIX IPENapaToB MPONOPLUUOHAIBHO YPOBHIO
pPHUCKA, CONPSHKEHHOMY C UX IMPUMEHEHHEM, LeNeco00pa3HbIM SABIISIETCS
dbopMHUpOBaHUE TMEpPEYHsl JIEKAPCTBEHHBIX IMPENapaTroB, TPeOyIOIUX
pacIIMpEeHHOro coopa JaHHBIX MO O0€30MACHOCTH MOCJE UX PErUCTpalliH,
4YTO O3HAYAET BBEJCHHE KOHIENUUHU JOMNOJHUTEIBHOIO MOHHUTOPHHIA B

OTHOHICHUH HCKOTOPLIX JICKAPCTBCHHBIX ITPCITAPATOB.



YNOJIHOMOYEHHBIMU OpPTraHaMHM TOCYJApCTB-YJICHOB CO3A€TCH,
MOJCPKUBACTCSI B AKTyaJbHOM COCTOSIHUM W TYOJIIMKYETCA €IUHBIN
CIIUCOK JIEKAPCTBEHHBIX ITPEMAPATOB, IMOJIEKAIIUX JOIMOJHUTEIBHOMY
MOHUTOPUHTY (J1aJieeé — CIHUCOK) Ha TEPPUTOPHUSAX TOCYAapCTB-UJICHOB.
Takue nexapcrBennsie npenapatsl B OXJIIT u UMII (JIB) o6o3HavaroTcs
IIEPEBEPHYTHIM YEPHBIM PAaBHOOCIPECHHBIM TPEYTrOJbHUKOM ¥, KOTOPBIH
COIIPOBOXK/JIACTCA CIEAYIOMIEH MOSICHUTEIbHOW HAAMUCHIO: «JlaHHBIN
JIEKAPCTBEHHBIN Ipenapar MOMJICKUT JOMOJHUTEIbHOMY MOHUTOPHUHTY.
OT0 MO3BOJUT OBICTPO BHIABUTH HOBYIO MH(MOpPMAIMIO MO OE30MaCHOCTH.
Mp1 oOpaiiaemcsi K paOOTHUKAM CUCTEMBI 3/IpaBOOXPAHEHHUs ¢ TPOChOOI

cO00IIaTh O JFOOBIX MOA03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIUIX. ).

13.2. CTpyKTypbl U IPOIIECCHI

13.2.1. IlpuHumMnbel TPUCBOEHHUS CTATyCca JIOMOJHUTEIBHOTO
MOHHUTOPHUHIA JIEKAPCTBEHHOMY TIpEIapary.

Peructpanusi BceX JIEKapCTBEHHBIX MPENAPATOB OCYIIECTBIISIETCA
Ha OCHOBAaHMM TIPU3HAHUS  COOTHOIIEHHUS  «IOJb3a —  PHUCK»
MOJIOKUTEJIPHBIM C YYE€TOM MMEIIIUXCS Ha MOMEHT pPEerucTpaiuu
CBEJICHUH (JIaHHBIX KJIMHUYECKUX MCCIIEI0BAaHUNA, KOTOPbIE TPOBOIAMINCH
pu pa3pabOTKe JeKapCTBEHHOro mpemnapara). OJHAKO HeXelaTelbHbIe
peakiy, KOTOpble BO3HUKAIOT peaKko JHOO pa3BUBAIOTCSA MpU
JUTUTEIbHOM TPUMEHEHWH, MOTYT CTaTh OYEBHJHBIMU TOJBKO IOCJE
MPUMEHEHHUS JIGKapCTBEHHOTO TIpernapara 0ojiee IMUPOKUM KPYrom
nanueHToB W (Wid) mocie JuTeapHoro mpuema. Kpome Toro,
MPEUMYIIECTBA U PUCKH, CBS3AaHHBIE C MPUMEHEHUEM JIEKAPCTBEHHOTO
npernapara, BO3MOXKHO, OIEHHUBAIUCh B YCIIOBHUSIX, OTJIUYAOIIMXCS OT

YCJIOBUM  TOBCEIHEBHOW  MEAMIIMHCKOW  MPAKTUKH,  HAIpPUMED,



KJIIMHAYECKUE HCCIEAOBAaHUS MOTYT HCKIIOYaTh ONPEIENICHHBIE THUIIbI
NAIMEHTOB C MHOXXECTBEHHBIMU COMYTCTBYIOIIMMHU 3a00J€BAHUSMU WU
COINYTCTBYIOIIMMH JIEKaPCTBEHHBIMU THpenapaTamMu. Takum oOpazom,
IIOCJIE BBIXOJIa JIEKAPCTBEHHOTO MpernapaTa Ha PbIHOK €ro MCIOJIb30BaHUE
pa3IMYHbIMU  TOMYJSIMUOHHBIMU  TpyHmnamMu TpeOdyeT MOCTOSHHOIO
MOHUTOpUHTra. JlepkaTenn perucTpallMoOHHOTO  YAOCTOBEPEHUS U
YIOJIHOMOYEHHBIE ~ OpPraHbl  TOCYJapCTB-WICHOB  OCYIIECTBIISIIOT
NOCTOSIHHBIMT MOHUTOPHMHI JIEKAPCTBEHHBIX MpenapaToB i MOIYYEHUS
NOSIBJISIFOLIECST MHpOpMalUK MO0 OE30MACHOCTH, a TAKXKE BBIMOIHSIOT
OLIEHKY €€ BIIMSIHUS Ha COOTHOIIEHUE «II0JIb3a — PUCK» JIEKAPCTBEHHOTO
npenapara. OJHAKO HEKOTOpPbIE JIEKAPCTBEHHBIE IpernapaTbl TPeOyroT
BBITOJIHEHUSI 00Jjiee MHTEHCHUBHOTO cOOpa JaHHBIX II0 O€30MacHOCTH
nocjie MPOXOXKIEHUS TOCYNapCTBEHHOM perucTpaiuud ¢ TEeM, 4YTOObI
MaKCHUMaJIbHO OBICTPO  BBISBISATH HOBBIE 3HAUMMbIE IPOOJIEMBI,
CBA3aHHbIE C 0€30IaCHOCThIO, W HEMEIJEHHO NpPealpUHUMATh
Haanexamme Mepbl. Jlis moBbieHus 3((HEKTUBHOCTM MOHHUTOPHMHTA
0€30IIaCHOCTH  ONPEACNICHHBIX  JIEKAPCTBEHHBIX  NpenaparoB U
CTUMYJUPOBAHUS  TPEACTABICHHUS]  CIIOHTAHHBIX  COOOIIEHHH O
BBISIBJICHHBIX ~ HEXKENATeNbHBIX  PEAKIUSAX  BBEJEHA  KOHUEHIUS
JOIOJIHUTEIbHOTO MOHUTOPUHTA.

CraTyc JONOJHUTEIBHOTO MOHUTOPHUHTAa MOXKET MPUCBAUBATHCS
JIEKapCTBEHHOMY TMpenapary BO BpeMs BbIIaYd YJOCTOBEPEHHUS O
rOCyJapCTBEHHON perucTpaluy Wik Ha Oojee MO3JHUX JTanax
KU3HEHHOIO IMKJa JIEKapCTBEHHOTO Ipernapara IpU BBISIBICHUU B
IpoLIECCE TOCTPETUCTPAIMOHHOTO MOHUTOPHUHIAa HOBOW IPOOJIEMBI,
CBSI3aHHOM C Oe30macHoCThio. B yacTHOCTH, CTaTyc AOMOJHUTEIBHOTO

MOHHUTOPHHI'A BAXXCH IIPU BbIAAYC PCTUCTPAIMOHHBIX y,Z[OCTOBepeHI/II\/’I Ha



JCKapCTBEHHBIC  MpemapaThl, COJEpKallue HOBOE  JICHCTBYIOIIIEE
BEIIECTBO, IS BCEX JICKAPCTBEHHBIX MPEMapaToB OHOJIOTHIECKOTO
POUCXOXKIEHHS, KOTOPBIE SBISIOTCS IPUOPUTETAMH TSI OCYIIIECTBICHUS
dbapmakoHam3opa. YTIOIHOMOYEHHBIE OPTaHbl TOCYIapCTB-UJICHOB MOTYT
Tak)Ke MOTpebOBaTh BBEIEHUE CTAaTyca JIOTOJHUTEIILHOIO MOHHUTOPHHTA
JJIs JIEKAapCTBEHHOTO IMperapara Mpu ONPEISICHHBIX O00CTOSTENhCTBAX,
HampuMep, TO pe3yibTaTaM MPOBEICHHUS IMOCTPETUCTPANUOHHOTO
UCCIIeZIOBaHUsI ~ 0E30MacHOCTH WM OrPAaHUYEHWH B OTHOIICHUU
O6e3omacHoro W A(G(EKTHBHOTO  WCIOJIB30BAHUS  JIEKAPCTBEHHOTO
npernapara.

13.2.2. O6MeH JaHHBIMHU U TTPO3PAYHOCTh.

CraTyc IOTOJHHUTEIHHOTO MOHHTOPHHIA JOJDKEH TOBOTUTHCS O
CBE/ICHUSI PaOOTHUKOB CHCTEMBI 3/IpaBOOXPAHEHUSI W TAI[EHTOB TAKUM
o0pa3oM, 4TOOBI YMCIIO0 COOOIIEHUI O MPEeIoIaraéMbix HEXXelaTelbHbIX
pEaKIusAx TMOBBIIIAIOCh, HO TMPHU 3TOM HE CO3/laBajach UYpe3MepHas
TpeBora. OTO  MOXHO JOCTUTHYTh, HampuMmep, TMOAYCPKUBAs
HEOOXOAMMOCTh JIy4IIell XapaKTepUCTHUKU MNpopuias Oe30MacCHOCTH
HOBOTO JIGKAPCTBEHHOTO TpenapaTta MmyTeM BBISBICHUS JOMOTHUTEIBHBIX
PUCKOB, HO COOTHOCS OTH TOTCHIMAIbHBIE PHCKH C JIOKA3aHHBIMH
IPEUMYIIIECTBAMHU u TEPaIeBTHYECKON MIOJIb30M JTaHHOTO
JeKapcTBeHHOro mnpenapara. OOIIeqOCTYHBIM CIHUCOK JIEKaPCTBEHHBIX
npernaparoB CO CTaTyCOM JOTIOJIHUTEIBHOTO MOHUTOPUHTA JOJDKEH
TIOCTOSIHHO OOHOBIIATHCS YIIOJTHOMOUYEHHBIM OPTaHOM TOCYIapCTBa-4JIeHa
B c(hepe obOpaieHns JeKapCTBEHHBIX CpeAcTB. Kpome TOro, COTpyIHUKHU
CUCTEMBI 3JIPaBOOXPAHCHHSI M TAIMEHTHI JOJKHBI UMETh BO3MOXKHOCTH
JIETKO pacrlo3HaBaTh 3TH MPOAYKTHI O WX MapkupoBke. [lyOmmxarus

CIIMCKa BMECTE C COOTBETCTBYIOIIMM COOOIIEHHEM JOJDKHA MOOYXKIATh



COTPYAHUKOB CHUCTEMBI 3JPaBOOXPAHEHUS M MALMEHTOB COOOMIATh 000
BCEX IOJI03PEBAEMBIX HEKENATEIbHBIX PEAKIUSIX Ha JIEKapCTBEHHBIE

npeuaparsl, HOAJICKAIIUC JOIIOJHUTCIIBHOMY MOHUTOPHUHIY.

13.3. Kputepuu BKIIOUEHUS JIEKAPCTBEHHOTO
npernapara B CUCOK JIOMOTHUTEIBHOTO
MOHHUTOPHHTA.

13.3.1. O06s3aTenbHbIE KPUTEPUH BKIIFOUCHUS.

B chomcoxk  JIeKapCTBEHHBIX ~ MpEnaparoB,  MOJIEXKAIIUX
JOTIOJIHUTEIbHOMY MOHHMTOPUHTY, BKJIIOUAIOTCS CJIEAYIOIIHUE KaTeropuu
JIEKapCTBEHHBIX MPEINapaToB:

a) JIEKApCTBEHHBIC MPEMapaThl, PETUCTPUPYEMbIE Ha TEPPUTOPHIX
roCyJIapCTB-4JICHOB, COJEpJKAlllU€ HOBOE JECHCTBYIOIIEE BEUIECTBO,
KOTOpOE€ JO BCTYIUIGHHS B CWIy Hacrosmux IIpaBunm He ObUIO
3apETUCTPUPOBAHO HU B OJJHOM U3 TOCYAAPCTB-UJIEHOB B COCTaBE KaKOI0-
7100 JIEKapCTBEHHOTO Mpernapara;

0) JeKapCTBEHHBIE Mpemnaparbl OMOJIOTHYECKOTO IPOUCXOXKICHHUS,
PETUCTPUPYEMBIE HA TEPPUTOPUM TOCYJAPCTBA-UJICHA MOCIE BCTYIICHUS
B cuity Hactosmux [IpaBum;

B) JICKaPCTBEHHBIE TIPEMaparbl, Ha KOTOPBIC YIOJIHOMOYECHHBIM
OpraHoM  TOCyJapCTBa-wieHa ObUIO  3aTpeOOBAHO  BBHITIOJIHEHHE
MOCTPETUCTPALMOHHOTO  HCCIEIOBaHUA OE€30MaCHOCTH Ha MOMEHT
BbIJIaYM YJIOCTOBEPEHUSI O TOCYNAapCTBEHHOW PETUCTpalliy WU TOCIe
BBIJIaYU YJAOCTOBEPEHUS O TOCY/IapCTBEHHON PErUCTpaIUU.

13.3.2. JlonnonauTenbHbIe ((haKyIbTaTUBHBIE) KPUTEPUU
BKJTIOUCHUS.
[lo 3ampocy yHOJHOMOYEHHOTO OpraHa TrocCyAapCTBa-yjeHa

JIEKapCTBEHHBIC TIpemapaTtbl MOTYT OBITh BKJIIOYEHBI B  CIIHUCOK



MO/UIeKAIUX  JIOMOJIHATEIbHOMY  MOHUTOPMHTY Ha  OCHOBaHHUH
CJIEIYIONIUX JAOTOTHUTENBHBIX KPUTEPUEB BKIIOUCHUS

PEKOMEHJIallMk 10 TMPUMEHEHHIO JIEKapCTBEHHOTO Tperapara
COJIEPKAT CYIIECTBEHHBIC OTPAHUUCHHUS, HEOOXOAUMBIE ISl 0OECIIeUeHUS
ero 6e30macHoro u 3GPeKTUBHOTO MPUMEHEHUS;

YIOJHOMOYEHHBIM OPraHOM TOCYJapCTBa-ujeHa OMpeaesieHO
UCIIOJIb30BAaHUE  HMHBIX Mep MO0  o0ecneyeHutro  0e30MacHOCTH
JIEKapCTBEHHOTO MpeTapara B CUCTEME YIIPABICHUS PUCKaMU;

YIOJHOMOYEHHBIM OPraHOM TOCYyJIapCTBa-4jieHa YCTaHOBIICHO
0043aTENBCTBO I JEepKaTelis PErucTPallMOHHOTO YAOCTOBEPEHUS
MPOBECTH MOCTPETUCTPALIMOHHOE UCCIe0BaHue Y(PHEKTUBHOCTH.

PelieHre mo BKIIIOYEHHIO JIEKAPCTBEHHOrO Tpernapara B CIHCOK
MO/UTeXKAIUX ~ JOMOJTHUTEIPHOMY  MOHHTOPHHTY  JIOJDKHO — TaKXke
YUYUTBHIBATh BOMPOC O I€JI€CO00pa3HOCTH JAHHOIO cTaTyca C Y4eTOM

WHBIX JIOMOJIHUTEIBHBIX MEPONPUATHI (hapMaKkoHa/130pa, TPEAJIOKEHHBIX

B [IVP.

13.4. Kputepuu onpeaeaeHusi Ha4aJlbHOTO
BPEMEHU KOPPEKTUPOBKH CIHUCKA
JIEKApCTBEHHBIX IMPEINapaToB, MOJICKAITUX
JOTIOJITHUTEIbHOMY MOHUTOPHUHTY.

13.4.1. Ob6s3aTenbHbIE KPUTEPUH.

JUist  JeKapCTBEHHBIX  MPENaparoB,  COACpPKAIUX  HOBBIC
JEUCTBYIOIIME BEIIECTBA, a TAKXKE JIJIS1 BCEX JIEKAPCTBEHHBIX MpenapaToB
OMOJIOTUYECKOTO TMPOUCXOXKIACHUS HAYaJdbHBIA MEPUOJA  BKIIOUCHHUS
COCTABJISICT S5 JIET C JIaThl FOCYIAPCTBEHHOW PETUCTPALIMM HA TEPPUTOPUHN

rocyJlapcTBa-4JieHa.

13.4.2. JlonmonHUTENbHBIE KDUTEPUH.



JIJIst  JTIeKapCTBEHHBIX TIPEMapaToB, BKJIIOYEHHBIX CIUCOK Ha
OCHOBAaHWHM yCTAHOBJICHHUS OMPENEICHHBIX YCIOBUH (TIPOBEICHHE
MOCTPETUCTPAIMOHHBIX HCCIIeIOBaHU Oe30macHOCTH, 3(P(HEeKTUBHOCTH,
TpeOOBaHUN K CHCTEME YMpPAaBICHUS PHUCKaMHU), TIEPUOJ BKIIOUYCHHUS B
CIIMCOK CBSI3aH C BBIMOJHEHHEM COOTBETCTBYIOIIUX YCIOBUH W
00s13aTEBCTB, BO3JOKCHHBIX Ha  Jep)Karels  PerucTPariOHHOTO
YAOCTOBEPEHHUS, W  ONPEAENsAeTCS  YIOJTHOMOYEHHBIM  OpraHOM
rOCyJapCTB-4WICHOB COOOpPa3HO HX BBIMOJHEHUIO U  MOJIYYaeMbIM
pe3yJibTaTam.

Ha mpoTsokeHn# XKU3HEHHOTO IMKJIA JIGKApCTBEHHOTO Ipernapara
BO3MOXKHO €r0 HEOJHOKPATHOE BKIIOUCHHE B CIIMCOK JICKAPCTBEHHBIX

npeaparoB, IOMICKAUX AOIIOJIHUTCIbHOMY MOHHUTOPHUHI'Y.

13.5. O6s13aHHOCTH YIIOJTHOMOYEHHBIX OPraHOB rOCY/1apCTB-
YJICHOB

YTOIHOMOYEHHBIM OpraHaM rocy1apCTB-4JIEHOB CIIEIYET:

a) "HGOPMHUPOBATH YIIOJTHOMOYEHHBIE OPraHbl APYTUX roCyaapCTB-
YJIEHOB O TMPUHATOM PEIICHUA 10 BKIKOYECHUIO PETUCTPUPYEMBIX
(3aperucTpupoBaHHBIX)  JIEKAPCTBEHHBIX  MpenapaToB B CIHCOK
MTOJIJIEKAIIHNX JOITOJTHUTEITBHOMY MOHHUTOPUHTY, 00ecIeunTh
MIPEACTABICHUE ANEKTPOHHOMN CCBUIKH Ha BEO-CTpaHUILY
YIIOJTHOMOYEHHOTO OpraHa ToCYyJlapCTBa-wieHa, TJI€ OTKPBIT OOIui
J0CTYyN K UH(pOpMAIIUU O JEKApCTBEHHOM npenapate u pestome [IYP;

0) onyOJIMKOBAaTh Ha calTax B uH(pOpMAaIMOHHO-
TEJICKOMMYHUKAIIMOHHONU ceTh «HHTEpHET» CIHCOK JIEKapPCTBEHHBIX
MPEINAapaToB, 3aPErUCTPUPOBAHHBIX HA TEPPUTOPHUSIX TOCYJAPCTB-UJIEHOB,

KOTOpBIC IOMJIC)KAT JOIOJIHHUTCIIBHOMY MOHHUTOPHHIY. B cnucke



YKa3bIBA€TCS AJIEKTPOHHAS CChUIKA HA CAaWT YIOJHOMOYEHHOIO OpraHa
rocyJlapcTBa-wieHa B HWH()POPMAIMOHHO-TEIEKOMMYHUKAITMOHHON CEeTH
«uTepHer», TA€ OTKPHIT OOmMMA JOCTYIl K HHpOpManuu O
JIEKapCTBEHHOM Tipenapare u pesrome [1YP;

B) UHOPMHUPOBATH YIIOJHOMOYEHHBIE OPTaHbl IPYTUX TOCY1apCTB-
YJI€HOB O 3apErMCTPUPOBAHHBIX MO HAIMOHAJIBHOW  MPOLEAYPE
JIEKapCTBEHHBIX MpPENaparax, BKIIOYEHHBIX B CIHCOK JIEKAPCTBEHHBIX
MPENapaToB, MOJJIKAIUX JOMOIHUTEIIBHOMY MOHUTOPHHTY;

)  YYUTBIBaTh  CIHCOK  MOMJICKAIMX  JONOJHUTEIBHOMY
MOHUTOPHUHTY JICKAPCTBEHHBIX MPENAPATOB MPU ONMPEAECIECHUN YACTOTHI U
0COOEHHOCTEHN BBIMIOJIHIEMBIX ITPOLIETYP 10 OOHAPYKEHUIO CUTHAJIOB;

) uH(OPMUPOBATH COOTBETCTBYIOIIETO neprKaTens
PETUCTPAIIMOHHOTO  YAOCTOBEPEHUSI O MOPUHATUUA  PEIICHUS MO
BKJIIOUEHHUIO B CIIMCOK JIEKAPCTBEHHBIX MPENapaToB, IMMOJJIEKAIINX
JOTIOJIHUTEIbHOMY MOHUTOPHUHTY;

€) MNpUHUMAaTh BCE HaJIeKalMe MEpbl Uil TOro, YTOOBI
COTPYAHUKUA CHUCTEMBI 3APAaBOOXPAHEHUS M MalMEHThl COOOIAIH O
JOOBIX TOJI03PEBAEMBIX HEXKEJIATEIbHBIX PEaKIUsAX Ha JIEKApCTBEHHBIN
mpenapar, BKIIOYCHHBIM B CIUCOK JICKAPCTBEHHBIX IIpEmapaToB,
MOUIEXKAIINX TOMOJHUTEIbHOMY MOHUTOPHUHTY;

) BBITIOJIHATH €KEMECSIYHOEe OOHOBJIEHHE CITUCKA JIEKAPCTBEHHBIX

nperaparoB, OICKAINX JOIIOJIHUTCIIbHOMY MOHHUTOPHUHIY.

13.6. O6s13aHHOCTH JiepxKaTeNel PErucTpallMOHHBIX
YIOCTOBEPEHUI

Jlepkatenb perucTpallMOHHOIO YAOCTOBEPEHHUSI 00s13aH:
a) Bximouuth B OXJIII mu UMII (JIB) cBoux JjekapCTBEHHBIX



MpenapaToB, BKIIOYEHHBIX B CHHCOK MOJJIEKAMMUX JIOMOJIHUTEILHOMY
MOHHUTOPHHTY, CHMBOJI YEPHOTO TPEeyrojbHuKa V¥, a TaKKe CTaHJIApPTHOE
MOSICHEHHE O JOMOJHUTEIIBHOM MOHUTOPHUHIE;

0) BKIIOYUTH WHGOOPMAMIO O CTaTyce JOMOJIHUTEIHLHOIO
MOHUTOPUHTa B JIIOOOW Marepual, KOTOpPbIH OylIeT pacrpoCTPaHATHCS
cpeau pabOTHUKOB CUCTEMBI 3JpaBOOXPAHEHUS W TAIMEHTOB, a TaKXKe
JIOJKEH  TPWIOKUTH  BCE  YCWIMS,  4YTOOBl  CTUMYJIMPOBAThH
PENIOPTUPOBAHUE HEKEJIATEIbHBIX PEAKIHUN, KakK 3TO COTJIACOBAHO C
YIIOJJHOMOYE€HHBIMHA OpPTraHaMU rOCy1apCTB-YJICHOB;

B) MPEICTaBUTh YIOJIHOMOYEHHBIM OpraHaM TOCYyAapCTB-4JICHOB
JaHHBIE W TOJTBEPXKICHUSI CTATyca BBIMOJHEHUS KaKUX-TMOO YCIOBUH,
HAKJIAJ[FIBAEMBIX JAHHBIMU YIIOJIHOMOUYEHHBIMHU OpTraHaMu;

I) npeacTaBuTh cooTBeTcTBYIONME u3MeHeHus B OXJIII u UMII
(JIB) no  BKJIIOYEHUIO WIM YJAJCHHIO YEpPHOTO0 CUMBOJIa U
CTaHAAPTU3UPOBAHHON TMOSICHUTEIBLHON (OPMYIMPOBKM B TOPSJIKE,
YCTAaHOBJICHHOM IPaBUJIAMH PETUCTPALMH U SKCIIEPTHU3BI JICKAPCTBEHHBIX
CPEACTB 11  MEOUUMHCKOIO  NPUMEHEHHUS,  YTBEPKIAEMbIMU
EBpazuiickoil 3KOHOMHUYECKON KOMHUCCHEH, U TpeOOBaHUSIMH K
WHCTPYKIIMM 10  MEIHUIMHCKOMY TNPHUMEHEHHIO  JIEKapCTBEHHBIX
MpernapaTroB U OOIIeH XapaKTePUCTHKE JIEKAPCTBEHHBIX MPEnapaToB s
MEIULIMHCKOr O IIPUMEHEHUS, YTBEPKIAEMBIMU EBpazniickon

IKOHOMHYECKOU KOMHUCCHUEM.

13.7. YepHbIii CUMBOJI U IOSICHUTEbHAS
3anucKa

I[J'Ii[ JICKAPCTBCHHLIX  IIPCIIaparoB, BKIOUYCHHBIX B  CIIMCOK

NoIeXKaIMX JaonoiaHuTenasHomy MouuTopunry, OXJII u UMII (JIB)



JIOJDKHBI  COAepkaTh  O0O3HAueHHWE  MEPEBEPHYTOrO  YEPHOTO
paBHOOeApeHHOr0  TpeyroibHuka VY, KOTOpPOE€  COMPOBOXKIAETCA

CeAYIOIIEH MOSCHUTEILHON HAIIUCHIO:

«JlaHHBIN JIEKapCTBEHHBIN Mpenapar MOJJEKUT JTOMOTHUTEILHOMY
MOHUTOPHUHTY. ITO TO3BOJUT OBICTPO BBISIBUTH HOBYHO MH(OpMAIUIO MO
oe3zomacHocTH.  Mbl  oOpamaemMcss K = COTPYJHHUKaM  CHUCTEMBbI
3IpaBOOXPAaHECHUS C MPOCHOOH CcOO0OMmAaTh O JIOOBIX IO03PEBAEMBIX
HEXKEATEIbHBIX PEAKIIUSIX).

[Tocne Toro Kak JeKapCTBEHHBIM MpernapaT BKIIOUEH B CIMCOK WJIU
yAaJleH U3 HEero, JAep KaTeib PEeruCTPAIMOHHOTO YAOCTOBEpEHHUs 00s3aH
BHecTH cooTBercTBytomue uaMmeHeHuss B OXJII u UMII (JIB), uToOsI
BKJIIOUUTh WM YJAJIUTh YEpHBIA CUMBOJI (B 3aBUCHUMOCTH  OT
00CTOSITENILCTB), 3asBJICHUE M CTAHJAPTHYIO MOSICHUTEIbHYIO 3aIHUCKY.

Ecnu pemienue o BKIIFOYEHUH JIEKAPCTBEHHOTO MpenapaTta B CIIHCOK
WM YyJAAICHUU U3 CIOUCKA JIeJIAeTCS TPU BBINOJHEHUM MPOLEAYPHI,
ycTaHOBJICHHOW mpaBoMm Coro3a WM 3aKOHOJATEILCTBOM TOCYJapCTBa-
wieHa (TpoUEeaypbl PErUCTpali WJIN TEepPEepPerucTpalui, BHECEHUS
m3MeHenut B OXJIII u gap.), To comepkanue OXJIII u MMII (JIB)
TpeOyeTcss OOHOBUTH JIO 3aBEPIICHUS MPOIEAYpPbl, YTOObI BKJIIOUYUTH B
uHpopMaIuio 0 JEKaApCTBEHHOM MpemnapaTe WIW YIaJuTh U3 Hee YEePHBIN
TPEYTOJbHUK U CTAHAAPTHYIO MOSICHUTEIBHYIO 3aIUCKY .

Ecnu pernienue o BKIIFOYEHUU JIEKAPCTBEHHOTO MpernapaTa B CIIHCOK
WU YJIaJICHUW U3 HETO MIPUHUMAETCSI BHE PaMOK IPOBEJICHUS MPOLIEAYPHI,
YCTaHOBJICHHOM MEXIYHAPOTHBIMU JIOTOBOpaMH u aKTaMHU,
cocTaBisronuMu 1ipaBo Coro3a, WM 3aKOHOJATEIHCTBOM TOCYJapCTB-
YJICHOB, TO JEpXaTelb PETUCTPAIIMOHHOTO YJIOCTOBEpPEHUsI 00si3aH B

YCTaHOBJICHHOM TIOPSJIKE BHECTH COOTBETCTBYIOIIUE M3MeHeHus B OXJIII



u UMII (JIB).



