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EBPA3HICKASI DKOHOMHUYECKASI KOMUCCHUA
COBET

PEIMEHMUE

«03» Hos0ps 2016 T. Ne 79 r. Acrana

00 yrBepaxaenuu [IpaBui HaIexkameil KIMHUYecKkoi npakTuku EBpasuiickoro
IKOHOMMYECKOro C0K3a

B cootBetrcTBHM co cTaTheit 30 JoroBopa o EBpa3uiickoM 3KOHOMHYECKOM COI03€ OT 29
mass 2014 roma, cratbeid 6 CornameHuss O €IWHBIX NPUHLMIAX M TMpaBuiax oOpalleHus
JICKapCTBEHHBIX CPEACTB B paMKax EBpazuiickoro s5KOHOMHUYECKOTro coro3a oT 23 nexadps 2014
roga, myHkroM 83 mpuioxkeHust Ne 1 k Permamenty pabotel EBpasmiickoil SKOHOMHYECKOM
KOMMCCHH, YTBEpKAeHHOMY PemenueM Briciiero EBpa3suiickoro 3koHOMUYECKOTO COBETa OT 23
nexadbps 2014 r. Ne 98, u Pemenuem Bricmiero EBpasuiickoro skoHoMH4yeckoro cosera ot 23
nexabps 2014 r. Ne 108 «O peanuzamuu CornameHuss O €IWHBIX NMPHHLIUNAX U TpaBUIIaX
oOpalieHust JIEKapCTBEHHBIX CPEICTB B pamkax EBpasmiickoro skoHomMuyeckoro coro3a» Coser
EBpa3uiickoil 5KOHOMHUYECKOM KOMUCCHH P € I U JI:

1. YtBepauts mnpunaraemeie [IpaBuna  Haanexamed  KIMHUYECKOM — MPaKTUKU
EBpa3uiickoro 3K0OHOMHUYECKOTO COH03a.

2. Hacrosimee Pemenne BcTymaeT B cuiny 1o ucredeHun 10 KajdeHAAapHBIX THEW C J1aThl
BCTyIUieHUsT B cwiy [IpoTtokona, monmmucanHoro 2 nekabps 2015 roma, o mpucOeauHEHUH
Pecriybnuku Apmenuss k CornameHur0 O €AMHBIX MPUHIMIAX W TpaBWiIax oOpalleHus
JICKapCTBEHHBIX CPEACTB B paMKax EBpazuiickoro s5KOHOMHUYECKOTro coro3a oT 23 nexadps 2014
roja, HoO He paHee 4eMm Mo wucredeHuu 10 KajdeHZapHBIX OHEH € JaThl O(UIKATIBLHOTO

omyOauKoBaHMs HacTosAlero Pemenus.

Ynaensl CoBera EBpa3uiickoil JKOHOMHYECKO KOMHCCHM:

Ot Pecniy0smiku Ot Pecniy0smixu Ot Pecniy0smnku Ot Kbipreekoit Ot Pocceniickoit
ApmeHust benapycn Kazaxcran Pecry0mmxu Denepanyn

B. I'aOpuensin B. MartiomeBckuii A. Mamun O. IlankparoB . lllysasos



YTBEPXIEHDBI

Pemenunem Cosera
EBpasuiickoii 5KOHOMUYECKOW KOMUCCUU

ot 3 Hos1Opst 2016 T. Ne 79

ITPABHUJIA
HaJJIesKalell KITHHUYeCKOH NPAKTHKH
EBpa3niickoro 3x0HOMH4€eCKOro cor3a

1. O61me mooxkeHus

Hacrosimue IlpaBuna mpenacTaBisioT coOO0N MEXIyHAPOIHBIM STUYECKHI U HAyUYHBIHA
CTaHJApT IUIAHUPOBAHUS U TMPOBEICHUS HCCICAOBAHUN C Yy4YacTHEM 4YEJIOBEKa B KayeCTBE
CyObeKTa WCCIENOBAaHUN, a TakKe JOKYMEHTAIBHOTO O(QOPMIICHHS | TpeICTaBICHUS
pe3yJIbTaTOB TAKUX MCCIIEIOBAHMIM.

Cobmronienue monokeHud Hacrosmux [IpaBun ciykut s oOuiecTBa rapaHTHEl TOro,
YTO TpaBa, 6€30MaCHOCTh U 0Jaromoiay4yue CyObeKTOB MCCIEAOBAHUS 3alIUIICHBI, COTIACYIOTCS
C TNpUHLMIAMH, 3aJ0KCHHBIMU XEIbCHHKCKOM JAekiapauueit, npuHstodn Ha XVII ceccumn
BcemupHoii accomumanuu 31paBooxpaHeHuss B 1964 rony, W UTO JaHHBIE MCCIEAOBAHUS
JIOCTOBEPHBI.

Henvto Hacrosimux [lpaBun sBHsieTCSs yCTAaHOBIEHHE E€IUHOTO MOPSIKAa MPOBEACHUS
KJIMHUYECKUX HMCCIIEAOBAHUN (MCIBITaHUM) (Zajee — UCCIIeI0BaHUI) JEKaPCTBEHHBIX CPENCTB,
YTO  JIOJDKHO  CIOCOOCTBOBaTh  OOCCHEYCHUIO  (PYHKIIMOHUPOBAHHMS  OOIIEr0  phIHKA
JIEKapCTBEHHBIX CPEICTB B paMmKax EBpa3uiickoro skoHOMHYecKoro corosza (mamnee — Coro3),
B3aMMHOMY MPU3HAHUIO TAHHBIX KIMHUYECKHUX UCCIICOBAHMM (MCIIBITAHUHN) YIIOJIHOMOYEHHBIMU
opranamu rocynapcts — wieHoB Coro3a (majniee — TOCylapcTBa-WiCHBI), a TakKe MPU3HAHUIO
KJIMHAYECKUX HCCIeOBaHUM (MCIBITAaHMI), BBITIOJIHEHHBIX Ha TeppuTopun Coro3a M 3a €ro
npeaeIaMu.

Hywmepanms, ucnonws3zoBanHas B Tekcre paszzaene Il Hacrosimmx IlpaBuii, coOTBETCTBYET
HyMEpalWy, MPUMEHSEMON B MEKIYHAPOIHOM PEAAKIMU HAJJICKAIIEH KIMHUYECKONM MNPAKTUKU
(Good Clinical Practice; GCP), B wacTu Bcex MOapa3/elioB, 3a UCKIIIOYCHUEM mojapasnena 1, B
KOTOPOM TIOHSITHSI PACIIOJIOKEHBI B ali()aBUTHOM TIOPSIZIKE.

Hacrosiume IlpaBuna mnoaroronensl Ha ocHoBe ICH GCP — PykoBoactBa 1o

Haanexamed kimandeckoit mpaktuke (Guideline for Good Clinical Practice), koTopoe siBisieTcst
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nokymentom E6 (R1) Bepcum 4 MexayHapogHod KOH(PEPEHIMH IO TapMOHHU3ALUU
TEXHUUYECKUX TPEeOOBaHMI K perucTpanuu (GpapMareBTUYECKUX MPOMYKTOB, MpPEAHA3HAYCHHBIX
st npuMeHeHust 4denoBekoM (International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use; ICH).

Hacrosimue IlpaBuna HeoO6XxoauMo coOoaTh MpU MPOBEACHUH JTIOOBIX KIMHUYECKUX
UCCJICIOBAaHMUM (HMCIIBITAHHI) JaHHBIE KOTOPBIX MPEICTABISIOTCS B YIMOJHOMOYCHHBIE OpTaHbI
rOoCyIapCTB-UJICHOB.

[Ipunimmnel, ycraHoBieHHbIE HacToAuMU [IpaBuiamu, NMPUMEHUMBI TaKKe€ W K HHBIM
HCCTIeIOBaHMSIM, KOTOPBIE MOTYT OKa3aTh BJIHMSHHE Ha O€30MACHOCTh M ONaromnoiyyre 4YenoBeka,
BBICTYIIAIOMIETO B KAYECTBE CYOBEKTa UCCIICIOBAHHS.

Hacrosmme IIpaBuna noiexar nepecMOTpy Ha peryJIipHOM OCHOBE C Y4E€TOM OIIBITa MX
NMPUMEHEHHUs] B TOCYAAapCTBAaX-wiCHaX, a TaKKe B Cllydae M3MEHEHUS MEXIyHAPOJTHBIX HOPM

MIPOBEICHHUS MCCIICIOBAaHNHN (C BHECEHHEM HEOOXOIUMBIX U3MECHEHHH ).

II. OcHoBHag 4acThb
1. Onpenenenus

Jis  meneit  Hactrosmmx [IpaBWiI  KCMIONB3YIOTCS TOHSTHS, KOTOPBIE O3HAYAIOT
cleayroniee:

«aymut» (audit) — cucreMaTHueckas M HE3aBUCHUMasl IPOBEPKA OTHOCSIIUXCA K
UCCIICIOBAHUIO  JEATCIIbHOCTH M JOKYMEHTAIlMH, TPOBOAMMAS JJs  MOATBEPIKICHUS
COOTBETCTBUS ATOM JACSATCILHOCTH, a TAaKXKe MPOIeayp cOopa, aHAIM3a U MPEICTABICHUS JTaHHBIX
NPOTOKOITY, CTAaHAAPTHBIM ONEPAI[OHHBIM MPOIEypaM CIIOHCOPA, HA/JISKAIIeH KITMHHYECKOU
NPaKTUKE ¥ IPUMEHUMBIM TPEOOBAHHSIM;

«bnarononyuue cyObeKTOB HccaenoBanus (manueHToB)» (well-being (of the trial subjects
(patients))) — pu3MYECKOE U IICHXUIECKOE 3/I0POBLE CYOBEKTOB, YIaCTBYIONINX B UCCIICIOBAHNH,

«Opomrropa  mccienoBarens»  (investigator's  brochure) — cBomgHOe —M3NIOXKEHUWE
KJIMHUYCCKUX W JIOKIMHUYECKHX JIaHHBIX 00 HCCIIelyeMOM JICKQpCTBEHHOM TIpernapare,
OTHOCSIIIIUXCS K €r0 UCCIIEIOBAHUIO Y YETIOBEKa;

«mm3aiiH uccienoanus» (study design) — oOmmiA TUTAH WMCCIICAOBAHUS, OIMCAHUC
crioco0a TPOBENICHUS WCCIICAOBAHKMS B 3aBUCUMOCTH OT OTOOpa W (OPMHPOBAHUS TPYIIII

CY6’[>6KTOB HCCIICAOBaHNU, MACKUPOBAHUSA JAHHBIX;



4

«J10roBop» (contract) — JaTUPOBAHHOE M MOANKUCAHHOE COIJIAIIEHUE MEXIY ABYMS WM
Oosiee CTOpOHaMH, KOTOPOE YCTAHABJIMBAET JOTOBOPEHHOCTH, KacaroIMecs paclpeaeeHUs
o0beMa paboT M 00sS3aHHOCTEH NPU MPOBEACHUN WCCIICAOBAHMS, a TAKKE, TPU HEOOXOIMMOCTH,
(uHAHCOBBIX BONPOCcOB. OCHOBOH 10r0BOPA JOJKEH CIYXKUTh IPOTOKOJI UCCIIEA0BaHMS;

«JIOKJIMHHYECKHe  ucciemoBanus»  (nonclinical  study)» —  OuMoMemuIIMHCKUE
UCCIICI0OBAHMSL, IPOBOIUMBIE 0€3 yyacTHs 4eJIOBEKa B KaUeCTBE CyObeKTa HCCIIeI0BaHUS;

«TOKyMEHTaNbHBIA ciieqy (audit trail) — mokyMeHTaIus, MO3BOJIAIONIAS BOCCTAHOBUTH
XOJI COOBITHIA;

«nokymeHTanus» (documentation) — Bce 3amucu B Mt000i dopMe (BKIIIOUas 3amucH Ha
OyMaXHBIX, ODJCKTPOHHBIX, MAarHUTHBIX MJIM ONTHYECKUX HOCHUTENSAX, CKaHOTPAMMBI,
PCHTITCHOBCKUE CHUMKH, OJJIEKTPOKApIUOTpaMMbl M T. II.), KOTOpPbIE OIHUCHIBAIOT JHOO
PETUCTPUPYIOT METO/IbI, OPTAaHU3ANHNIO U (MIIN) PE3yJIbTAThl UCCIEIOBAHMSA, & TAKKE BIIHSAIOLINEC
Ha Uccle0BaHue (PaKTOPbI U IPUHATHIE MEPBI;

«3aKJIIOUYEHHE HE3aBUCHMOI0 3THYECKOr0 KOMHUTETa (COBETa MO 3THUKE, KOMHUCCHUM IO
BOmpocam 3TukH)» (opinion (in relation to Independent Ethics Committee (Ethical Council))) —
JOKYMEHT B TIHCBMEHHOW (hopMe, KOTOPBIA CONEPKUT 3aKIIOUYEeHHE | (WIM) PEKOMEHJIAINH
HE3aBUCHMOI'0 3THYECKOT0 KOMUTETA OTHOCUTENILHO YUacTHs YeJIOBEKA B UCCIIC0BAHHM;

«3akoHHBIH mpeacraButenby (legally acceptable representative)» — dusnueckoe wumm
IOPUIMYECKOE JIUIIO MO0 MHOU CyOBEKT MpaBa, KOTOPbIE, B COOTBETCTBUU C 3aKOHOIATEILCTBOM
rOCyJIapCTBA-WICHA, HCCIEOBATEIBCKAE IIEHTPHl KOTOPOTO BOBJICYCHBI B HCCIIEIOBaHUE,
HaJIeJIeHbl NPaBOM Jayd MH(OPMHUPOBAHHOIO COIJIACHsl OT MMEHH CyObeKTa HCCIEelIO0BaHMA,
SBJISIFOIIETOCS] HEJIEECTIOCOOHBIM UM HECOBEPILICHHOIETHUM,;

«uaeHTU(UKAMOHHBIA Kol cyOBekTa» (subject identification code) — yHUKambHBIN KO,
NPUCBAaUBAEMbIil HCCIIEJIOBATENIEM KaXXKIOMYy CyOBEKTY MCCIEHIOBaHHUS Ui OOECIIeYCHHUs
KOH(QUJIEHIIMAIbHOCTH €ro JIMYHBIX JAHHBIX W HCHOJb3YEMbI BMECTO HMMEHH CyObEeKTa
UCCIIEIOBAaHMSL B OTUYETAX 110 HEXKENATENbHBIM SIBICHUAM M (UIM) JPYTUX JAHHBIX, OTHOCSIUXCS
K UCCIIE/IOBaHHIO;

«MHIUBUOyanbHas perucrpanuonHas kapra, WUPK» (Case Report Form; CRF)» —
JOKYMEHT Ha OyMa)KHOM, 3JIEKTPOHHOM WM ONTHYECKOM HOCUTEINE, NMpeJHa3HAuYeHHBIA IS
BHECEHHsI BCEH MpeIyCMOTPEHHOH MPOTOKOJIOM M MOJUIeXkKalled Iepenaye CIOHCOPY
UH(POPMALIUY 110 KAKIOMY CYOBEKTY UCCIICOBAHMS;

«MHCHeKIus (mpoBepka)»  (inspection) — JAEHCTBHE YHNOJHOMOYEHHOTO OpraHa,
3aKJII0YAIONIeecss B IMPOBEACHUU O(DUIMAIBHOW IPOBEPKH JOKYMEHTOB, HH(PAcCTPyKTypHl,
3anuceil, coranmeHnii Mo OOECNEeYeHHI0 KayecTBa U JIIOOBIX JPYTHX HCTOYHHMKOB, KOTOpBIE

PAaCOCHUBAOTCA YIIOJIHOMOYCHHBIM OpPTraHOM KaK OTHOCAIIUCCA K HCCICOAOBAHHUIO U KOTOPBIC
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MOTYT OBITh PacIlOJIOKEHbl B HCCIIEI0BAaTEILCKOM LIEHTpE, Ha OOBEKTax CIIOHCOpa U (MJIM)
KOHTPAKTHOM HCCJIEI0BATENbCKONM OpraHu3allMd WM B JAPYTHUX OpPTraHU3alMsIX, KOTOpHIE, IO
MHEHHIO YTIOJIHOMOYEHHOTO OpraHa, TpeOyIOT HHCTIEKTHPOBAHUS;

«uHbopMupoBaHHOe coriacue» (informed consent) — cBoOomHOE W JOOPOBOJIBHOE
BOJICU3bsIBIIEHUE CYOBEKTa O CBOEM XKEJIaHMM y4acTBOBaTh B KOHKPETHOM HCCII€IOBAaHUM TOCIIE
NOJY4YeHUsI CBeIEeHHH 000 BCeX acleKTax 3TOro HCCIEeIOBAHUS, 3HAYUMBIX IS NPUHATHSA
pemeHusi cyObeKToM 00 y4acTHH, a B CIy4dae C HECOBEPUICHHOJIICTHUMHU M HEJIEECTIOCOOHBIMU
CyOBbEeKTaMU — pa3pelleHre WM COIJlache MX 3aKOHHBIX NPEJICTaBUTENIECH O BKIIOYEHUU TaKUX
CcyOBbEeKTOB B uccienoBaHue. MHPOPMHPOBAHHOE COIJIacHe JOKYMEHTUPYETCS MOCPEICTBOM
NOJMHMCAHUS U JaTUPOBaHUs (POPMbI HH(HOPMUPOBAHHOTO COTIIACHS;

«meenenoBarenby (investigator) — Qu3uUeckoe IMIO, OTBEUAIOIIEe 3a IPOBEICHUE
UCCIIC/IOBAaHUST B HCCJIENOBATEIbCKOM IIeHTpe. B ciydae mnpoBeneHHS WCCIIEOBaHUS B
UCCIIEIOBATEIbCKOM LIEHTpE TPYNIOW JMIl HccieqoBaresneM (TJIaBHBIM —HCCIIEI0BaTEIeM)
SBIISICTCSA PYKOBOJUTENb TPYIIIIbI;

«HccenoBarenb-koopauHarop»  (coordinating  investigator) —  mccienoBartenb,
OTBEYAIOIINH 332 KOOPAMHALMIO JEATEIILHOCTH HCCIIEOBaTeNIell BCEX MCCIIEeN0BATEIbCKUX
LICHTPOB, YYaCTBYIOIINUX B MHOTOLIEHTPOBOM KIMHUYECKOM HCCIIEIOBAHNMY;

«uccrenoBarens  (MEAMIIMHCKOE — yupexnaeHue)»  (investigator  (institution))» — —
UCcleIoBaTeNb U (MIIM) OpraHnu3anus (B 3aBUCUMOCTH OT IPUMEHEHUS TTOHSTHSA);

«HCCIIeoBaTeNbCKU  1eHTp»  (trial  site) — ¢akTHdeckoe MeCTO TPOBEICHHUS
UCCIICI0BAHMS,

«HCCTeyeMBblil JIeKapCTBEHHBIM mpemnapar» (investigational medicinal product) —
JICKapCTBEHHBIM TIpemapar, KOTOpbIi B HCCIEIOBAHUM TMOJBEPraeTcs WCHBITAHUIO WM
NpUMEHSETCS UIsl CpaBHEHHs, BKJIIOYas IUIanedo, B TOM YHCJIE 3aperHCTPHPOBAHHBIN
JEKapCTBEHHbIM npenapaT (B ciy4ae, €CIM €ro Ccrnoco0 MPUMEHEHUs OTJIUYaeTCsl OT
YTBEPKJICHHOT0, @ TaK)Ke MPH €ro MCIOJIb30BaHUM MO HOBOMY IOKA3aHUIO WU JUIS MOTYUYSHHS
JIOTIOJTHUTEIHHON MH(OPMAINH IO YTBEP)KICHHOMY MOKa3aHMIO);

«KJIIMHAYECKOE HccliefoBanne (ucmbitanue)» (clinical trial) — kimMHWYecKoe W3ydeHUeE,
YZIOBJIETBOPSIOIIEE XOTsI ObI OTHOMY U3 CIEAYIOLMX YCIOBUI:

Ha3HaueHUe CyObEKTy HCCIe0BaHUs KOHKPETHOM TepaneBTUYECKOM CTpaTeruu
(BMemaTenbCcTBa) MPOUCXOAMUT 3apaHee M HE SBISETCS PYTHHHOM KIMHUYECKOH NMPakTHKOW B
rOCyIapCTBE-WICHE, MCCIEAOBATEILCKUE HEHTPHl KOTOPOTO MPHHUMAIOT y4YacTHE B JaHHOM
KJIMHUYECKOM HCCIIEI0BaHUU;

peleHre O Ha3HAYeHWU HCCIIEAYeMOro JIEKapCTBEHHOIO IIpernapara IMPUHUMAETCs

COBMCCTHO € pCIICHUCM O BKIIFOUYCHUU cy61;eKTa B KIIMHUYCCKOC U3YUYCHUC,
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cyObeKTaM HCCIeNOBaHMs, MOMUMO TPOIEAYp PYTHHHON KIMHMYECKON MpPaKTHUKH,
BBITIOJTHSIOTCS IOMOJTHUTENLHBIEC MTPOLIEYPhl TUATHOCTHKYU MIJIM MOHUTOPUHTA;

«KOHTpaKTHAsI MCCIEA0BaTEIbCKasl Opranu3anus» (contract research organization; CRO)
— (u3nYecKoe JHIO0 WK OpraHu3anus (KoMMmepueckas, HayqHO-UCClIeJoBaTeIbCKas WK UHas),
KOTOpasi B paMKax JJOTOBOpa CO CIIOHCOPOM BBITONHSET OAHY UM Oojiee U3 ero o0si3aHHOCTe! U
(GYHKUNH, CBSI3aHHBIX C IPOBEJCHUEM KIMHUYECKOTO HCCIIECIOBAHNUS;

«KOHTpOJL KadecTBa» (quality control; QC)» — METOIBI ¥ MEpBI, SBISIONIUECS YaCThIO
CUCTeMbl 00ecredeH s KaueCcTBa U UCIOJIb3yeMbIe JUIsl POBEPKH COOTBETCTBUS BBITIOJIHAEMBIX
IIPU MIPOBEJICHUU HCCIEAOBAHUS MIPOLEAYDP MPEAbIBIIEMbIM TPEOOBAHUAM K UX KAUECTBY;

«KOOPIMHAIMOHHBIN KOMHUTET» (coordinating committee) — KOMUTET, KOTOPHIA MOXET
ObITh ~ OpPraHM30BaH CIIOHCOPOM ISl  KOOPJHMHALMU  TPOBEACHHS  MHOTOLIEHTPOBOTO
KJIMHUYECKOTO UCCIIETOBAHMS;

«xoHpuaeHMaITpHOCTEY (confidentiality) — coxpaneHue B TailHE OT HEYITOJTHOMOYEHHBIX
aun uHpOpMAIUKM, TNpUHAANEXKANIEH CHOHCOpY, WIM HWH(OpPMAalU{, MO3BOJIAIOIIEH
UACHTU(DUIIUPOBATH CYOBEKTA UCCIICIOBAHUS;

«MHOTOIIGHTPOBOE KJIIMHUYECKOE HccienoBanue» (multicentre trial) — knmHUYecKoe
HCCJIeIOBaHKE, IPOBOAMMOE M0 €IMHOMY MIPOTOKOJY OoJiee 4eM B 1 uccienoBaTenbCKOM LEHTpe
u, Oonee ueM 1 nccnenoBaTeneM;

«MOHHTOP» (Monitor) — ¢pU3UIECKOe JTUI0, Ha3HAYAeMOE CIIOHCOPOM HJIM KOHTPaKTHOMN
UCCIICIOBATENIbCKOW ~ OpraHu3almeld, KOTOopoe paboTaeT COBMECTHO C HCCIeIOBaTeIeM-
KOOPAMHATOPOM WJIM KOOPAWHAIIMOHHBIM KOMHMTETOM M KOHTPOJHUPYET MpOBEACHUE
KIIMHUYECKOTO HCCIIEIOBAaHUS B COOTBETCTBHM C MPOTOKOJIOM, OIEHUBAET CTENEHb €ro
BBITIOJIHEHHSI, OKa3bIBa€T COJEHCTBHE WCCIIEJOBATENI0O B aHalIM3€, WHTEPHpETAlMd U
OKCTPATIOJISIIIMN JAHHBIX;

«MOHHTOPHUHT» (monitoring) — MEATeTbHOCTh, 3aKIIOYAIONIAsCS B KOHTPOJIC 3a XOJIOM
KIIMHUYECKOT'O MCCIEOBaHMs, 00€CIIeYeHHH ero MPOoBeAeHHs, cOOpa JaHHBIX U MPEACTaBICHUS
pe3yJIbTaToOB B COOTBETCTBHM C MPOTOKOJIOM, CTaHIAAPTHBHIMH ONEPAIMOHHBIMHU MPOLEAYPAMHU,
Ha JIeXxalel KIMHIYEeCKON MPaKTUKOW U PUMEHUMBIMH TPEOOBaHUSAMU;

«Haamexaras kmuandeckas npaktuka» (Good Clinical Practice; GCP) — cBox aTnueckux
U Hay4HBIX TpeOOBaHMI K MJIAHUPOBAHUIO, MPOBEACHUIO, peaTn3allii, MOHUTOPUHTY, ayIuTy,
JOKYMEHTHPOBAHUIO, aHAIM3Y W TPEACTABICHUIO PE3yJbTaTOB KIMHUYECKUX MCCIEOBaHUM,
oOecreunBarOIMX 3alIUTy MpaB, 0€30MacHOCTU M Ojaronoiyuyusi CyOBbEKTOB HCCIEAOBAHUS U
MOJTyYeHHe B paMKaX KIMHUYECKOIO UCCIIEOBaHMSI HaJIe)KHBIX U JOCTOBEPHBIX JaHHbIX;

«HexkenarenpHas peakuusp» (adverse reaction) — HempeIHaMepeHHass HeOIarompusTHas

pcaknudg OpraHu3sma, CBiA3aHHAA C HNPHUMCHCHUCM JICKAPCTBCHHOI'O CpCACTBa (I/ICCHGI[yeMOFO



mpenapara), Mpeanoyiararolias Halu4yhe, Kak MHUHUMYM, BO3MOXHOW B3aUMOCBSI3U C
IPUMEHEHHUEM TO0A03PEBAEMOT0 JISKAPCTBEHHOT'O MpenapaTta (HUccieyeMoro rnpemnapara);

«HEeXKenarenpHoe sBicHHE» (adverse event) — mo0oe HEOIAronmpusITHOS W3MCHCHHE B
COCTOSTHUM 37I0POBbsI MAllMEHTa WM CYObEKTa UCCIIeI0BAaHUS, KOTOPOMY BBEICH JIEKaPCTBEHHBIN
npemnapar, He3aBHUCHUMO OT MIPUUMHHO-CIIEICTBEHHOM CBSI3U C ero npuMeHeHneMm. HexenarenapHoe
SIBJICHUE MOXKET TPEJCTaBIsITh COO0OW J000e HEONaronpusITHOE U HempeIHaAMEPEeHHOE
U3MEHEeHHEe (HalpuMep, OTKIOHEHWE JIaOOpaTOPHOTO TOKAa3aTedst OT HOPMBI), CHMIITOM WA
3a0oJieBaHNE, BPEMSI BOSHUKHOBEHHS KOTOPBIX HE UCKIIIOYAET MPUUUHHO-CIIEICTBEHHOI CBA3M C
NPUMEHEHHEM JIEKapCTBEHHOIO Mpernapara, BHE 3aBUCMMOCTH OT HaJW4Ydsi WM OTCYTCTBUS
B3aMMOCBSI3H C IPUMEHEHHEM JIEKapCTBEHHOTO TpenapaTa;

«HE3aBUCUMBIH KoMmMHUTET 10 MoHuTopuHry nanueix, HKMJI» (Independent Data-
Monitoring Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee,
Data Monitoring Committee)) — HE3aBUCUMBIF KOMUTET, KOTOPBIM MOXKET OBITH 00pa3oBaH IO
WHUIMATHBE CIIOHCOpa ISl IEPUOAUYECKOTO PACCMOTPEHHUS X0/1a KIMHUYECKOTO HCCIEA0BaHNUS,
JAHHBIX MO O€30MacHOCTH U (WJIM) OCHOBHBIX MapaMeTpoB 3((eKTHBHOCTH, a Takke Ui
BBIPAOOTKM PEKOMEHJAIMI CIOHCOPY O MEeNeco00pa3HOCTH MPOJOIDKEHHS, TNPEKPAICHHUS
UCCJIETOBaHMSI UJIM BHECEHUS B HETO U3MEHEHMIA;

«He3aBucuMbId sTHuecknii komuteT, HOK» (Independent Ethics Committee; IEC) —
HE3aBUCHUMBII OpraH (3KCIIEPTHBIN COBET WJIM KOMUTET, AEUCTBYIOLINI HA YPOBHE OPTaHU3ALINH,
Ha PErHOHAIFHOM, HAIMOHAIBHOM WM MEXIYHAapOJAHOM YPOBHE), KOTOPBIA YYpPEXKICH B
COOTBETCTBUU C 3aKOHOJATEIbCTBOM TOCYJapCTBa-ujieHa, COCTOMT U3 MEAMIMHCKHX
pabOTHUKOB, a TAaK)Xe JIUI, HE MMEIONIMX OTHOIICHHS K MEIHIIMHE, HAJEeJIeH MPaBOM J1aBaTh
3aKIIIOYEHHS B LEJSIX peanu3anuu Hacrosmux llpaBun (mpuHMMas BO BHHMAaHHUE B3TJISIBI
HECTICIMAIMCTOB, B OCOOCHHOCTM TIIAlIMEHTOB W OpTraHW3allMii MAIMeHTOB), a TaKXe
obecrieunBaeT 3alIUTy IpaB, OE30MACHOCTH M OJIaromojyuuss CyOBEKTOB HCCIICIOBAaHHS U
BBICTyIAeT i1 OOIecTBa TapaHTOM TaKOM 3allUThl, B YAaCTHOCTU IyTeM pPacCMOTpPEHUS,
o00peHust (BbIJAuM 3aKIIOYECHHUs) MPOTOKOJIA HCCIEAOBAaHMS, KaHIUAATYp HCCIen0oBaTeNeH,
HCCIIIOBATEIIbCKUX IIEHTPOB, a TaKXKe MaTepUalOoB M METOJIOB, KOTOPHIC MpPEIIoIaraeTcs
MCIIOJIb30BATh AJIS MOJyYEHUS U JOKYMEHTHPOBAaHUS MHPOPMUPOBAHHOTO COIIacus CyOBbEeKTOB
uccinenoanus. [IpaBoBoii craryc, coctaB, GyHKIUU U ACSITEIbHOCTh HE3aBUCUMBIX ATHUECKHX
KOMHTETOB, a TaKKe INPUMEHHMBbIE K HHUM TpeOOBaHMS MOTYT pa3JIM4aThCs B Pa3HbIX
rocynapcrBax-ajieHax, TeM He MeHee, HOK momkHbl (QyHKIIMOHHUPOBAaTH B COOTBETCTBHH C
Hactosmumu [IpaBunamu;

«HE3aMHTEPECOBAHHBIN cBHUAETENb» (impartial witness) — duznyeckoe JHUIO, KOTOPOE

HCIIPUYACTHO K IMPOBCACHHUIO KIIMHUYCCKOTO HCCICAOBAHHA, HAa KOTOPOC HC MOI'YT OKa3aTb
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NABJICHUE YYAaCTHUKU KIMHHUYECKOTO HCCIEJOBaHUS U KOTOpPOE B Ciydae, €Cliu CyOBeKT
UCCIICIOBAHMST WJIM €ro 3aKOHHBIH TpEACTaBUTENb HE YMEIOT WIM HE MOTYT YHTaTh,
NPUCYTCTBYET BO BpPeMs MOJTYYCHHS WHPOPMHPOBAHHOTO COTJIACHS, a TAK)KE 3aYMTHIBAET TEKCT
MH(GOPMUPOBAHHOTO COIJIacus U JIIOOBIE Apyrue MpeloCTaBiisieMble CyOBEKTYy HCCIEIOBaHUS
MUChMEHHBIE MaTepUabl;

«HETpeBUICHHAs HeenatenpHas peakuus» (unexpected adverse drug reaction) —
HE)KeJaTeNbHasl peakius, XapakTep, CTENeHb TSHKECTH WIIM MCXOJl KOTOPOW HE COOTBETCTBYET
uH(opMaIuu, coaepkamencs B OOIIeH XapakTEpUCTHKE JICKAPCTBEHHOTO MpernapaTta Judo B
OpoIiope uccieaoBarens (s He3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO MIpernapara);

«obecnieuenue kadectBa» (quality assurance; QA) — COBOKYITHOCTh CUCTEMATHUYECKHUX U
IUIAHOMEPHBIX JICHCTBUHA, KOTOpBIE HMEIOT IIeNbI0 00ECHEeYUTh COOTBETCTBUE MPOBOIUMOIO
UCCIIeIOBaHMs, cOopa, PErHCTpalid W TIPEACTABICHUS JAHHBIX HaJUIekKalled KIMHHYECKOU
MPAKTUKE ¥ IPUMEHUMBIM TPEOOBaHUSIM;

«0700peHne IKCIEePTHOrO coBeTa opranusanum» (approval (in relation to Institutional
Review Boards))» — 3axnrodenue, mpuHATOE IKCHEpTHBIM coBeToM opranuzanuu (2CO),
NOJTBEepKIatoNIee GaKT MPOBEACHUS IKCIIEPTHU3BI KIMHUUECKOTO MCCIIEAOBAHMS U SBIISIOIICECS
paspelieHreM Ha €ro ImpoBeJeHHE B JaHHOM OpraHM3alld B COOTBETCTBHM C HHCTPYKIMSIMU
OCO, HOpPMATHBHBIMH JOKYMEHTAaMH MEAMIMHCKONW OpraHM3alliH, a TakkKe Haauexarien
KJIMHUYECKON MPAKTUKOW U MPUMEHUMBIMU TPEOOBaHUSIMH;

«opraHm3anys MeauIuHCKas» (institution (medical)) — yupexxnenue (opraHu3arus)
3[paBOOXpPAHEHUS] BHE 3aBHCHUMOCTH OT €€ OpraHHU3allMOHHO-NPaBOBOW (OPMBI, B KOTOPOMH
MPOBOAMUTCA KIMHUYECKOE HCCIENOBaHHE M KOTOpas HUMEeT paspelieHue (JIMIEH3UI0) Ha
MEIUIUHCKYIO JIeATeIbHOCTh, a Takke 00JajaeT NpaBOM Ha MPOBEJACHHE KIMHHYECKUX
HCCIICIOBAHMIA;

«OCHOBHBIE JTOKyMEHTH» (essential documents)» — HOKyYMEHTBI, KOTOphbICE B
COBOKYITHOCTH WJIM 1O OTAEIHHOCTH IMO3BOJISIIOT OIEHUTh XOJ KIMHMYECKOTO HCCIIEeIOBaHUS U
Ka4eCTBO MOJyUYCHHBIX JAHHBIX;

«OTYET MOHUTOPa» (monitoring report) — MUCBMEHHBIA OTYET MOHUTOPA CIIOHCOPY TOCTe
KaKIOr0 BU3UTAa B MCCIEAOBATENbCKUN LIEHTP W (WJIM) KOHTaKTa C HCCIENOBaTeNsIMU B
COOTBETCTBUU CO CTaHIAPTHBIMU omeparoHHbiMu npoueaypamu (COII) crioHcopa;

«otdyer 00 ayaute» (audit report) — MUCHMEHHOE 3aKIIOYEHHUE ayIUTOpa CIIOHCOpA O
pe3yJbTaTax ayauTa;

«OTYET O KJIMHUYECKOM HccienoBanuu (ucmbitTanun)» (clinical trial (study report)) —
OMHCaHHE B MHUCHMEHHOH (opMe KIMHUYECKOTO MCCIEIO0BaHUs, MpEICTaBIeHHOE B (opmare,

IMO3BOJIAOIEM OCYHICCTBIIATH JIETKUi MOUCK, COCTABJICHHOC B COOTBCTCTBUU C IMPUIIOKCHUCM Ne
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1 k HacTosmM IIpaBunam u paznenom 5 yactu 1 npunoxxenust Ne 1 k [IpaBunam peructpanuu u
OKCHEPTHU3bl JICKAPCTBEHHBIX CPEACTB JUISI MEIUIMHCKOTO TPHUMEHEHUs, YTBEP>KAaeMbIMU
EBpazniickoil 3KOHOMHYECKOW KOMUCCHUH IIPHU COITPOBOKICHUH 3asIBIICHUS HA PETUCTPALUIO;

«TIEpBUYHAS JOKYMEHTAIMs» (OpUTHMHAIBHBIE MEIUIMHCKUE 3amucH) (original medical
record (source documents)) — UCXOIHbIE JOKYMEHTHI, JaHHbIE U 3alUCU (HAMPUMEp, UCTOPUU
0oye3HH, amMOynaTOpHBIE KapThl, JIa0OpAaTOpHBIC 3allCH, 3aMETKH, JHEBHUKU CyOBEKTOB
UCCIIC/IOBAHMSI, BOIPOCHHUKH, >KypHAJIbl BBIJAYA MEIUKAMEHTOB, 3allUCH aBTOMATHYECKUX
YCTPOWCTB, BEpU(UIMPOBAHHBIE M 3aBEPEHHbIC KONUM WM BBIIMCKHM, MHUKpODHUIIH,
(oTOHEraTuBbl, MMKpPOIUICHKHM WJIM MarHUTHbIE HOCUTENH, PEHTI€HOBCKHE CHMMKH, JIIOObIE
3alMCH, OTHOCSIIMECS K MAalMeHTy, B TOM 4YHCJEe XpaHALIMecs B anTeke, J1adopaTtopusix H
OTJENICHHUSIX MHCTPYMEHTAIBHOM TUarHOCTUKH, UCIIOIb3yEMbIX B KIIMHUYECKOM HCCIIEIOBAHUN);

«TepBUYHBIE TaHHBIE» (source data) — Bcsg wuHGbOpMANMs, COAEpKAIIAsACA B
OPUTMHAJIBHBIX MEIUIMHCKUX 3aMUCSAX U UX 3aBEPEHHBIX KOMMSX, O pe3yJbTaTax KIMHUYECKUX
HaOmroneHuil, oOcnenoBaHUl W JApPYrod JeATeNbHOCTH, MO3BOJAIOIIAs BOCCO3AATh  XOJ
KJIMHUYECKOTO HMCCIEeIOBaHUS M OICHUTH ero. IlepBUUYHBIE JaHHBIE COAEPHKATCS B MEPBHYHOU
JOKyMEHTAIUH (TOUTMHHUKAX WM X 3aBEPEHHBIX KOIHUSX);

«TompaBKa K mpoTokony» (protocol amendment) — odopmiieHHOE B MUCBMEHHOM BHJIE
ONHCaHWe W3MEHEHUH, WIN COOOIIEHHE O BHOCHUMBIX H3MEHEHMAX WIM O(QUIHAIBHOE
pa3bsICHEHUE MPOTOKOJA;

«mpemapar  cpaBHeHHs»  (comparator  (product)) < —  HWCCIEAyeMBId WU
3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpernapaT (aKTHUBHBIA KOHTPOJB) JHO0 rianebo,
UCIIOJIb3yeMble /7151 KOHTPOJIS B KIIMHUYECKOM HCCIIEeI0BAHUY;

«rpuMeHuMBble  TpeboBaHus»  (applicable regulatory requirement(s)) —  aKThl,
cocrtapisitonue npaso Coro3a, M 3aKOHOJATENBCTBO TOCYAapCTB-4IEHOB B c(epe oOpalleHus
JIEKapCTBEHHBIX CPEZACTB, PErYJIUPYIOLIE IPOBEACHNE KINHUYECKUX UCCIIE0OBaHU;

«TIPOMEKYTOUYHBIM OTUET O KJIMHUYECKOM HCClIeIoBaHNU (McTbITaHuK)» (interim clinical trial
(study report)) — OT4ET O IPOMEXKYTOUHBIX pe3yJIbTaTax U UX OL[EHKE, OCHOBAHHBIN Ha IIPOBEICHHOM B
XO0J1€ KIIMHAYECKOTO UCCIIEIOBAHMSI aHATN3E TAHHBIX;

«TPOTOKOJ KJIMHUYECKOI0 UCCIIeA0BaHUs (protocol) — JOKyMEHT, ONUCHIBAIOLINN 1IETH,
NU3aiiH, METOAOJIOTHIO, CTaTUCTHYECKHE METOIbl M OpraHM3auuio ucciepoBaHus. ITomumo
3TOTO0, MPOTOKOJ KIMHHUECKOTO UCCIICAOBAHUS OOBIYHO COIEPIKUT MOJTyUYEHHBIE paHee JaHHbIE U
000CHOBaHME MCCIIEIOBAHMSA, OJJHAKO 3Ta MHPOPMALIUS MOXKET OBITh NMPEJCTaBICHA U B APYTUX
JIOKYMEHTax, Ha KOTOPbIE CChLIAETCS MPOTOKOJ KIMHUYECKOrO HcciaeoBaHus. [IpuMeHnTensHo
K HacToaummM IlpaBunaM TepMHH «IPOTOKO» MOAPAa3yMEBAET KaK BCE MOCIEAYIOIIUE BEPCUU

IMMPOTOKOJIa KIIMHUYCCKOTO UCCJIICIOBAHUS, TAK U ITOIIPABKU K HCMY;
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«mpsMoit  moctym»  (direct access) — paspelieHue, BbIIAHHOE PYKOBOJICTBOM
HCCJIEIOBATENLCKOTO IICHTPA, 3aMHTEPECOBAHHBIM JIUI[AM HAa W3YyYCHHE, aHallu3, MPOBEPKY U
KOITUPOBAaHUE JIFOOBIX 3alUCedi M OTYETOB, HEOOXOMUMBIX JUIS OIEHKHA KIMHHYECKOTO
uccienoBanus. Jluma, uMeronye MNpaBo NPSIMOro JOCTyna (Hampumep, NpeacTaBUTENn
HAI[MOHAJIbHBIX WM WHOCTPAHHBIX YIOJHOMOYEHHBIX OPraHOB, MOHHUTOPHI M ayJIUTOPHI
CIIOHCOpPA), MAOJDKHBI TPUHUMATh BCE pasyMHBIE MeEphl s COOJIOACHHS MPUMEHHUMBIX
TpeOoBaHUI 1o 3aIuTe KOH(UICHIIMATEHOCTH nHpOpMaInH, TTO3BOJISFOTIICH
uAeHTU(GUIIHPOBATH CYyOBEKTOB UCCIIEJOBaHMS, U HHGOPMAIIUH, IPUHAAJIEKAIEH CTIOHCOPY;

«pangoMu3anus» (randomization) — mpoiecc pacrhpesesieHnss CyObeKTOB HUCCIIEeI0OBAaHUS
M0 TPyNIaM JICYCHUs WIH KOHTPOJIS CIy4ailHBIM 00pa3oM, TIO3BOJISIONIUN CBECTH K MUHUMYMY
CyOBEKTUBHOCTb;

«pyTHHHasE KJIMHWYECKas TpakTukay (routine clinical practice) —mraGioHHBIE
(OOHOTUIIHBIE) MEAMLMHCKHE IUAarHOCTMYECKHE U JiedeOHble MPOLENypbl, TEXHOJIOTHH WU
MEPOMPHUSIITHSI, KOTOPbIE BBITOIHSIIOTCS IS TaHHOW TPYMIBI MAIlMeHTOB WU JAHHOTO CTaHAapTa
OKa3aHUs MEAUIIMHCKON MTOMOIIIH;

«ceptudukar aymuta» (audit certificate) — JOKYMEHT, COCTABJICHHBI ayJIUTOPOM B
MOJITBEPKJIeHUE (paKTa MPOBEACHUS ayANUTa;

«ceppe3Hoe HexenarenbHoe siBneHue (CHS), ceppe3Has HexenaTelbHas peakIus
(CHP)» (serious adverse event; SAE or serious adverse drug reaction; serious ADR) —
HEKEJIATeIbHOE MEIHMIIMHCKOE COOBITHE, KOTOPOE MPHUBOIUT K CMEPTH, MPEACTaBISET YTPo3y
JUTSL KU3HU, TpeOyeT TOCIUTAIN3aluY MMallueHTa WU €€ MPOAJICHHs], IPUBOJUT K CTOMKON OO0
BBIPQXXECHHOW HETPYAOCIOCOOHOCTH WM WMHBAIUIHOCTH, K BPOXKIEHHBIM aHOMAIUSAM WU
MOpOKaM pa3BUTHS, TPeOyeT MEIMIMHCKOTO BMEIIATENbCTBA MAJISl MPEIOTBPAIICHUS Pa3BUTHUS
IIEPEUYHCICHHBIX COCTOSTHUM;

«cnerion meton (mackmpoBka)» (blinding (masking)) — Merox, mpu TpPUMEHEHUH
KOTOpPOTO OJHON WU HECKOJbKHM YYacTBYIOIIUM B KIMHHYECKOM HCCIEIOBAHUU CTOPOHAM
HEU3BECTHO, KAKOE JICUCHHWE HA3HAYCHO CYOBEeKTy ucciemoBaHus. [Ipoctoil cremoii MeTon
peyCMaTPUBAET HEOCBEJAOMIICHHOCTh O HA3HAYCHHOM WM BHJAC JICYCHHUS CyOBEKTOB
HCCIIEIOBAHUS, B TO BpeMs KaK JBOWHOM CIIENOW METOJ MOJIpa3yMEBAET HEOCBEIOMIICHHOCTh
CcyOBEKTOB HCCNEAOBaHUA, HCCIENoBaTeNeii, MOHHUTOPOB U B HEKOTOPBIX CIydasx JIHI,
BBITOJIHSIONIMX CTATUCTUYECKYIO0 00paObOTKy JaHHBIX;

«cobmonenne TpeOoBaHUN (IPUMEHUTENBHO K KIMHUYECKMM HCCIEIOBAHUSIM)»
(compliance (in relation to trials)) — COOTBETCTBHE BCEM CBS3aHHBIM C KIMHHUYECKUM
UCCIIeIOBaHHEM TpeOOBaHUSAM, HaJJIeKalle KIMHUYECKOW MPAKTHKE M WHBIM MPUMEHHMBIM

TpeOOBaHUSM;
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«couccrnenoBarens (subinvestigator)» — m000# YJIeH HCCIEI0BATENBCKOTO KOJIICKTHBA,
HA3HAYCHHBIN MCCIIEIOBATENIEM U OCYIIECTBISIFOIINIA O] €r0 KOHTPOJIEM 3HAYMMBIE TTPOIEAYPBI
KIIMHUYECKOTO WCCIICIOBAHUS B MCCIIEIOBATEILCKOM IICHTPE (HAIPUMEp, UHTEPH, OPJAHHATOP,
HAyYHBIA COTPYIHUK);

«CIIOHCOp»  (Sponsor) — (U3UYECKOe WM IOPHIUYECKOE JIMIO, OTBEyaroliee 3a
WHUIMAINIO, OPraHU3aIlnIo U o0ecrieueHrne (PMHAHCUPOBAHUS KIMHIUYECKOTO UCCIICIOBAHHS,

«CIIOHCOP-HCCIIeIOBATENbY (Sponsor-investigator) — U0, KOTOPOE CAMOCTOSITENTLHO HITH
COBMECTHO C JIPYTMMH JIUIIAMH HHUIMHPYET M MPOBOAUT KIMHUYECKOE HCCICIOBAHUE W TOJ
HETIOCPEJICTBEHHBIM PYKOBOJICTBOM KOTOPOTO HCCIEIYyEeMbIi IpenapaT 00 Ha3HA4aroT, JIMOO
BBIIAIOT CYOBEKTYy HCCIENOBaHMs, JHOO TmocHeAHni npuHuMaeT ero. CHIoHCOpOM-
UCCIeIoBaTeNIeM MOXKET ObITh  TOJbKO (usmyeckoe Jsmno. OOA3aHHOCTH — CIIOHCOpPA-
HCCIIEIOBATENS BKIIIOUAIOT B ce0s1 00SI3aHHOCTH KaK CIIOHCOpA, TaK M MCCIIEIOBATEIIS;

«cTanmaptHele omnepanuoHHeie mponeaypbl, COIl» (standard operating procedures;
SOPs) — moapoOHBIE THUCHMEHHBIC WHCTPYKIWH, TpPEIHA3HAYCHHBIC IS JTOCTH)KCHUS
eAMHO00pa3us PH OCYIIECTBICHUHN ONPEACIICHHOM NesSTeIbHOCTH,

«cyOBekT (cyOBekT wmccnemoBanus)» (subject (trial subject)) — dusuueckoe nmIo,
yUYacTBYIOIEe B KIMHMYECKOM HCCIICJIOBAHUU B COCTaBE T'PYIIIBI, TIOTYYAIOMIEH HCCIeTyeMbIi
npenapar, 1100 B COCTaBE KOHTPOJIBHOM IPYTIIIbI,

«yHOJHOMOYEHHbIE opraHb» (regulatory authorities) — opransl, oGiagaronme IpaBoM
OCYIICCTBIIATh peryiupytonme ¢yHKnuu. [IpuMmernTensHO K HactosmmM [IpaBwiam K
YIOJTHOMOYCHHBIM ~OpraHaM OTHOCATCS HMHCTAHIMH, YIOJHOMOYEHHBIE pPaccMaTpHBaTh
NPEJOCTaBJICHHbIE MM KJIMHUYECKHE JaHHBbIC, a TAKKe MPOBOJUTH WHCIEKIUU. DTU OPraHbl
TaKe WHOT/Ia Ha3bIBAIOT KOMIIETEHTHBIMH OPT'aHAMU;

«ys3BUMBIC CyOBEKTHI wWcclenoBaHus»  (vulnerable subjects) — nmima, Ha jKelaHue
KOTOPBIX Y4YacTBOBaTh B KJIIMHUYECKOM HCCIICIOBAHUM MOXKET OKa3aTh YPE3MEPHOE BIIHMSHUE
oxxuanue (000CHOBaHHOE WIIM HEOOOCHOBAHHOE) TEX WJIM MHBIX MPEHUMYIIECTB, CBS3aHHBIX C
y4acTHEM B HCCJICIOBAHUM, WM CAHKIMU BBHINICCTOSIIUX B MEPAPXHH JIUI[ B CIy4yae OTKa3a OT
yaactus. K ys3BUMBIM CyOBEKTaM HCCIICIOBAHUS OTHOCSTCS YyYallWecs BBICIINX WU CPETHUX
MEIUIUHCKUX, (DapMaleBTUYECKUX W CTOMATOJOTHUYECKUX YYEOHBIX 3aBENCHHU, MIIaIIHN
NepcoHal  KIMHUK W Jabopartopuid, ciyxamme  (apMaleBTHYSCKHUX  KOMITAHHIA,
BOCHHOCTYXAIllMe U 3aKIIOYCHHBIE, a TakkKe OOJIbHBIE, CTPaJNaloNue HEeU3JICUYUMBbIMU
3a00JIeBaHUSAMHY, JINIA, HAXOSIIUECS B JOMax MO yXoiay, MajoobecnieueHHbIE U O0e3paboTHEIE,
NAaIMeHThl, HAXOMANIMECSs B HEOTIOKHOM COCTOSHHH, TPEICTABUTEIH HAIMOHAIBHBIX
MEHBIITUHCTB, O€370MHBIC, OpOISATH, OCKEHIIbI, HECOBEPIICHHOJICTHUE U JIMIA, HAXOMSIIHECs

non OTICKOM MITH HNONCYUTCIBLCTBOM, a TaAKXKC JIMIA, HECIOCOOHBIE JaTh COorjiacume.
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«oKcnepTHbIA coBet opranuzanuy, ICO» (Institutional Review Board; IRB) — He3zaBrucumblii
OpraH, KOTOPBII COCTOUT U3 JIMLI, pa0OTAIOMIMX B 00JIACTH MEAUIIMHBI, B TOM YHCIIC HAYYHOM, a TaKKe
MMEIOIIIEe He OTHOCSIIMECS K MEAUIMHE CIICIMATIbHOCTH, 00ECTICUMBALT 3aIUTY TPaB, 0€30MacHOCTH
u Onaronoiy4usi CyOBEKTOB HCCIICOBAHHMS W TPEIOCTABISET OOIISCTBEHHYIO TapaHTHIO TaKOM
3aIUTB, B TOM 4YHCJIE IIyTEM pPAcCMOTPEHHs, OM0OpeHMs (BbIIAUM 3aKIIOYCHHUsS) HPOTOKOJIA
KIMHAYECKOTO HCCIEOBAHUA U TIONPAaBOK K HEMY, a TaKKe MaTepUajioB U METO/OB, KOTOpHIE
NPE/ITOIIAaraeTCs HCIIOb30BaTh IS TIOJyYeHHS U JIOKYMEHTHPOBAHHS HH(POPMHUPOBAHHOTO COTJIACHS
CyObeKkTOB mccriefioBaHus. JIaHHBII TEepMMH TIPUMEHSETCS B  OTHOIICHMHM  KJIMHHYECKUX
VICCIIEZIOBAHUI, BBITIOJTHCHHBIX Ha TEPPUTOPHUH T'OCYIApCTB, HE MMEIOIINX HE3aBHCHMBIX STHYECKUX

KOMWTETOB.
2. IlpyHUMIBI HaAIEXKAEN KITMHUYECKOM IPAKTUKH

2.1. Knuan4yeckne MCCieIoBaHus JODKHBI TPOBOIUTHCS B COOTBETCTBHH C dTHYCCKUMHU
MPUHLMIIAMHU, 3aJI0)KEHHBIMM XEJIbCUHKCKOW Jeknapanuend, npuHarod Ha XVII ceccumn
Bcemuphoii accormmanuu 3apaBooxpaHeHuss B 1964 roxy, W OTpaK€HHBIMH B HACTOSIINX
[IpaBuiax U MPUMEHUMBIX TPEOOBAHUSX.

2.2. Jlo Hayajna WUCCJIEIOBaHUS JIOJDKHA OBITh TIPOBEJECHA OIIEHKAa COOTHOIICHHS
npeaBUANMOro (MPeaCKa3yeMoro) pucka M HEYJIOOCTB ¢ OXKHIAEMOH IMOIb30M Il CyOBEeKTa
uccienoBaHus U odmiectBa. MccnenoBanue MOKeT ObITh Ha4aTO U MPOJOJIKEHO TOJBKO B TOM
ciIydae, eCiii 0’KHaeMasi TI0Jib3a OTPAB/IBIBACT PHCK.

2.3.TlpaBa, 0e€30MacHOCThP © OJaromojgydue CyOBCKTOB HCCICAOBAHUS HMEIOT
MEPBOCTENEHHOE 3HaYEHHE U JOJHKHBI IIPEBATUPOBATh HA/l MHTEpECaMy HayKH U 00IIecTBa.

2.4. adopmarnus (IOKIMHUYECKAs U KIMHUYECKas ) 00 UCCIeAyeMOM Mpemnapare A0KHa
OBITH JTOCTATOYHOU JJ1s1 000CHOBAHHUS MPEAINOJIAraeMOr0 KIMHUYECKOTO UCCIIeIOBAHUS.

2.5. KnuHuueckue uccieloBaHus JOKHBI COOTBETCTBOBATH HAyYHBIM TPEOOBAHUSM U
JOJIKHBI OBITH YETKO M MOJIPOOHO OMUCAHBI B MPOTOKOJIE KIMHUYECKOTO UCCIeIoBaHus (Janee —
MIPOTOKOM).

2.6. Knmiuanueckoe uccieoBaHue J0HKHO MPOBOJUTHCS B COOTBETCTBUM C MPOTOKOJIOM,
pa3penieHHbIM  (0JJOOPEHHBIM) 3KCHepTHBIM coBeToM opranm3anuu (DCO) (He3aBUCUMBIM
stndeckuM komuteTom (HOK)).

2.7. OTBETCTBEHHOCTh 32 OKa3bIBAEMYIO CYOBEKTY MEIUIIMHCKYIO MOMOIIb U MPUHITHE
pelIeHn MEAUIIMHCKOTO XapaKTepa HeceT Bpad.

2.8. Bce mpoBoafimMe HCCIENOBAHME JIMLA JIOJDKHBI HMMETh COOTBETCTBYIOIIHE

06pa3OBaHI/Ie, IMOATOTOBKY U OIIBIT AJIA BBIITOJIHCHUS BO3JIOKCHHBIX HAa HUX 3a/a4.
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2.9. 106poBOIbHOE MHPOPMHUPOBAHHOE COTIIACHE JOJDKHO OBITh MOJYYCHO Y KaXKIOTrO
cyOBeKTa 10 ero BKIIOYCHHSI B UCCIICIOBAHUE.

2.10. Bcro mony4eHHYI0 B KIMHHYECKOM WCCIICAOBAaHUH HH(OPMAIMIO HEOOXOIUMO
pEeTUCTpUPOBaTh, TIEpeaBaTh M XPAaHUTh TAaKHUM OOpa30M, YTOOBI OOECIEYUTh TOYHOCTH U
NPaBUIBHOCTD €€ MPEJICTABICHUS, MHTCPIPETAIIMUA U BEPUPHUKAIIHH.

2.11. KonpuaeHMansHOCTh 3amuceid, MO3BOJSIIONINX HICHTU(DUIIUPOBATE CYOBEKTOB
UCCJICIOBAHMS, JOJDKHA OBITh OOECIeUeHa B IENISIX COOJIFOJICHUS TpaBa HA YaCTHYIO JKU3Hb U
3alIMTy KOHQUACHIIMATFHOCTH B COOTBETCTBUHU C IPUMEHUMBIMU TPEOOBAHHUSIMH.

2.12. TIpou3BOJCTBO M XpaHEHHE UCCIICAYEMBIX MPEIapaToB, a TAKXkKe 0OpalieHHe ¢ HUMU
HEOOXOJMMO OCYIIECTBIIATh B COOTBETCTBUU C IMpaBWJIAMH HaJJIeXkalleld MpPOU3BOICTBEHHON
npakTHKu. Mccneayembie mpenapaThl JOHKHBI IPUMEHSATHCS B COOTBETCTBUU C YTBEPKICHHBIM
MIPOTOKOJIOM.

2.13. lns obecrieueHnsT Ka4ecTBa KaXKIOTO acTeKTa MCCIEAOBAaHUS JOJDKHBI ObITh BHEIPEHBI

COOTBCTCTBYHOIIUE CUCTEMBbI U OIICPALIMOHHBIC ITPOLICAYPHEI.

3. DKCHepTHBIN COBET OpraHu3anuu (He3aBucUMbIN dTrueckuii komuteT) (3CO (HOK))

3.1. OGs3aHHOCTH.

3.1.1. DkcnepTHBIN COBET OpraHu3aluu (HE3aBUCHUMBIM STUYECKHII KOMUTET) MPHU3BaH
3amumiaTh TmpaBa, O€30MacHOCTh ©  ONAromoiiydne BCeX CYOBEKTOB  HCCIICOBAHMS.
HccnenoBanusM ¢ y9acTHeM YysI3BUMBIX CyOBEKTOB JIOJDKHO OBITH yIETICHO 0c000€ BHUMAaHUE.

3.1.2. 5CO (H2K) nomxeH noJyduTh Ha PACCMOTPEHHE CIIETYIOIINE TOKYMEHTHI:

MPOTOKOJI (TIOMIPABKU K MIPOTOKOIY);

MUCBMEHHYIO (QopMa HHPOPMHUPOBAHHOTO COTJIACHS U €€ IMOCIEAYIOIIHe PEIaKIHH,
npeJIaraeMbie UCCIIeIOBATENIeM TSI UCTIONBL30BaHUS B UCCIICIOBAHNH,

ONMMCaHWE JCWCTBUI, HaMpaBICHHBIX Ha MPHUBJICYEHHE CYOBEKTOB K YYacTHIO B
UCCIIeIOBaHUH (HAIpUMeEp, peKIIaMHbIe 00BSBICHMUS);

MMCEMEHHBIC MaTEPHUaIIbl, KOTOPBIE OYIYT MPEIOCTABICHBI CyObEKTaM UCCIICIOBAHMS;

Oporrtopa uccie0BaTes;

u3BecTHas nH(popMalus, Kacaromascs 0€301MacHOCTH;

nH(pOpMaIIKs 0 BBIIIJIATaX U KOMIICHCAILIUSAX CYObEKTaM UCCIIeIOBAHUS;

TEKYIIYI0 pelakuuio pestomMe wuccienosarens (curriculum vitae) u (wim) npyrue
MaTepHaJIbI, IOJTBEPKIAIOIIHE €0 KBATH(DHUKAIIHIO;

JIpyTue JOKYMEHTHI, KoTophie MOoryT motpedoBaThess DCO (HOK) mist BeImosHEeHUs ero

00s13aHHOCTEM.
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3CO (HOK) nomkeH paccMOTpeTh BONPOC O MPOBEACHUHU MPEIaraéMoro KIMHUYECKOTro
UCCIICIOBAaHUS B COOTBETCTBYIOIIME CPOKM M JaTh 3aKJIIOYEHHE B MUCHBMEHHOM BHJE, YETKO
WICHTUQHUIHPYST WCCIENOBaHWE, PACCMOTPEHHBIE IOKYMEHTHI M JaThl TpPHU BBIHECCHHU
CJIETyIOIIMX BO3MOKHBIX PEIICHUI:

onobpenue (BbAaua 3aKI0UEHNs ) Ha TPOBEICHUE HCCIIEI0BAHUS;

TpeOOBaHME O BHECEHWM M3MEHEHUH B MPEACTABICHHYIO JTOKYMEHTALHUIO 70 MOTYYCHHUS
0/100peHus (BBIIAYH 3aKIIIOUCHHS) Ha TPOBEACHNE HCCIIECIOBAHNUS;

OTKa3 B 0J100peHny (BbIgaue 3aKII0UEHHUS) HA TIPOBEICHUE UCCIICIOBAHUS;

OTMEHa (MPUOCTAHOBKA) CAETAHHOTO paHee OJ00peHUs (BBIAAHHOTO 3aKIIOUEHUs) Ha
IPOBE/ICHUE UCCIIEJOBAHUSI.

3.1.3.3CO (HDK) nomkeH OLEHUTh COOTBETCTBUE KBaTU(PUKAIMU HCCIEI0BATEINS
peJiaraéMoMy MCCIEA0BaHUI0O Ha OCHOBAaHMHU TEKYLIEH pENaklMK pe3loME HCCIeN0oBaTels
(curriculum vitae) w (WaM) JOpPYroil COOTBETCTBYIOIICH JOKYMEHTAIlWH, 3allpOIICHHON
3CO (H2K).

3.1.4.9CO (HOK) nomxeH meproIuMYecKd paccMaTpuBaTh AOKYMEHTALMIO 0 KaKIOMY
TEKYILIEMY MCCIIEIOBAHUIO C YacCTOTOM, 3aBUCSILIEH OT CTENEHM PHUCKA, KOTOPOMY IOIBEPraroTCs
CyOBeKTHI HCCleIoBaHUs, HO He pexe | pasa B rof.

3.1.5.5CO (H3K) moxer mnorpeboBaTh, 4TOOBl CyOBEKTaM WCCIIEAOBAHUS MOMHMO
uHpopmanuu, ykazaHHoi B mnyHkTe 4.8.10 Hactosumx [IpaBun, ObuIM TIpenCTaBIICHBI
JIOTIOTHATEIIBHBIC CBEJICHHUS 00 uccienoBanu, eciu, mo MmaeHII0 DCO (HOK), 3T0 HE0OX0aMMO
JUISL 3alUThl TpaB M 370pOBbSI CYOBEKTOB HCCIEAOBAaHHUSA, a TaKXkKe M1 TapaHTUHd HX
0e30MacHOCTH.

3.1.6. B ciydae ecnu coriiacue Ha y4acThe CyObeKTa B MCCJICIOBAHUU, HE CBSI3aHHOM C
JICYEHUEM, JAaeT €ro 3aKOHHBIA IMpeICTaBUTENb B COOTBETCTBUU ¢ IyHKTamu 4.8.12 u 4.8.14
Hacrosux [Ipasun), 3CO (HOK) momken yoeauThes, 9TO MPEeACTaBICHHBIN MTPOTOKO U (MITH)
apyras JOKyMEHTAlHUs TOJHOCTBIO OTpa)kaloT KIMHUYECKHE BOMPOCHI U COOTBETCTBYET
TUYECKUM U JPYTHUM IIPUMEHUMBIM TpeOOBaHUAM K MOJOOHBIM KIMHUYECKUM UCCIIETOBAHHSIM.

3.1.7. B ciiydae eciii B MpOTOKOJIE yKa3bIBACTCS HA HEBO3MOXXHOCTH MOTYUECHUSI COTJIACHS
Ha y4acTue B MCCIIEJJOBAHUU Y CYObEKTa UCCIIEJIOBAHUS WIH €ro (ee) 3aKOHHOTO MPeCTaBUTENs
B COOTBETCTBUU ¢ MyHKTOM 4.8.15 Hactosumx [IpaBun 10 MoMeHTa BKIIOYEHHUS CyOBEKTa B
UCCIIeIOBaHue (HAmpUMep, Mpu HeoTIoxkHoM coctosHuun), DCO (HOK) momken ydbemuthcs B
TOM, YTO TPEACTABICHHBIA MPOTOKON W (WJIM) Apyras JOKYMEHTALUsSl TOJIHOCTHIO OTPa)kaeT
KJIMHUYECKHE BOMPOCHI U COOTBETCTBYET STUYECKHUM U APYTUM NPUMEHUMBIM TPeOOBaHUSAM K

HO,Z[06HBIM KIIMHUYCCKHMM HMCCICAOBAHUAM.
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3.1.8. 9CO (H3K) paccmarpuBaeT pa3Mep U MOPSAIOK BBIMIAT CyOBEKTY MCCIEI0BAHU,
YTOObI YOEIUTHCS B OTCYTCTBUM HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTH WM TNPHUHYKICHHS
CyOBEKTOB HcCclefoBaHHs. Pasmep BbIIIaT CyOBEKTaM  HCCIICNOBAaHHMS MOXET  OBITH
MPOMOPIHOHANICH UX YYaCTHIO B HCIBITAaHUM, HO HE JOJDKEH 3aBUCETh MCKIIOUUTEIBHO OT TOrO,
3aBepIIII JI CYOBEKT HCCIIEAOBAHUE MTOTHOCTHIO WIIH HET.

3.1.9. 5CO (H3K) nmomkeH yOemuThcst B TOM, YTO MH(OpMAIMs, KacaloIiascs BBIILIAT
cyObeKkTaM HCClIe[IOBaHMs, BKJIIOYash CHOCOOBI, pa3Mep M MOPSIOK BBIUIAT, OTPak€Ha B
NUCbMEHHOU ¢opMe HHPOPMHUPOBAHHOTO COTJAcHsi U B JIIOOBIX JPYTHUX HPEIOCTaBISEMbIX
cyObekTaM wHccnefoBaHus Marepuanax. JlomkHO OBITH yKa3zaHO, KakuMm oOpa3om Oyner
OIIpeZIeNIEH pa3Mep BhIILIAT.

3.2. CocraB, GyHKINU U MOPSIAOK PAOOTHL.

3.2.1. B cocraB DCO (HOK) momkHO BXOAUTH AOCTATOYHOE YHCJIO JINII, 00JIaJalouX B
COBOKYITHOCTH HEOOXOIMMON KBalnM(HUKAIUMEl U OMBITOM JUIsl PACCMOTPEHHUS] M IPOBEIEHUs
9KCIIEPTHOM OLIGHKM HAy4HbIX, MEIUIMHCKMX U OJTHYECKUX AaCMEKTOB I[UIAHHPYEMOTO
UCCJIEIOBAHMSI.

Pexomenpayercs Brimtouenue B coctaB 2CO (HOK):

HE MCHEE 5 YeJIOBEK;

Mo KpaiiHeil Mepe 1 denoBeka, HE CHEIUAIM3HPYIOMIETOCS B O0JIACTH HAyYHBIX
HCCIIeIOBaHUH (IeATETLHOCTH);

[0 KpaHe Mepe 1 denoBeka, He SBILIOLIETOCS COTPYIHHKOM MEIMLUHCKOTO
yupexeHus (Mcciae0BaTeIbCKOro IeHTpa), B KOTOPOM MTPOBOAUTCS UCCIIEI0BAHUE.

Tonpko wnenst DCO (HOK), He sBusirommecs COTPYIHUKAMU HCCIEIOBATENS WU
CIIOHCOPAa HCCJENOBAaHUS W HE MMEIOIIME JIMYHOM 3aMHTEPECOBAHHOCTH B IPOBEACHUU
KOHKPETHOI'O0 KJIMHUYECKOI'O HCCIIEJOBaHMs, MOTYT IPUHUMATh YydacTUE B TOJIOCOBAHUU
(0OCcyXIeHMH) BOIMPOCOB, CBS3aHHBIX C MPOBEACHHEM KIMHHMYECKoro wucciemoBanms. DCO
(HOK) momxkeH BecTH mepeveHb YWICHOB C YKa3aHHEM WX KBaTHU(PHUKAIUH.

32.2.3CO (HDK) pnmomkeH OCyHIECTBISATh JAEATEIBHOCTh B COOTBETCTBUU C
JOKYMEHTAJIbHO O(QOPMIICHHBIMU PabOYUMH MPOIEIypaMH, TOKYMEHTHPOBATH CBOIO paboTy H
BECTU MPOTOKOJIBI 3acefaHuil. Ero nedrenbHOCTh JOMKHA COOTBETCTBOBATH HACTOSIIUM
[TpaBuiiaM U IpUMEHUMBIM TPEOOBAHUSAM 3aKOHOIATEIHCTBA FOCYAAPCTB-UJICHOB.

3.2.3.9CO (HOK) npunHumaer pemieHus Ha OOBSABICHHBIX 3aCEJaHMUAX MPHU HATUYUU
KBOPYMa, ONIPEAEIEHHOr0 pabourMHU MPOLETypaMHu.

3.2.4. Tompko unenst DCO (HOK), npuHMMaBIIMEe HEMOCPEACTBEHHOE YyYacTHE B
pPacCMOTPEHUH JOKYMEHTAllMd MO0 HCCIEAOBAaHUI0O U OOCYXKIEHWH, MOTYT Yy4acTBOBaTh B

roJIOCOBaHUU (BBICKA3bIBaTh CBOE MHEHHE) U (MJIM) J1aBaTh PEKOMEH/IALINH.
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3.2.5. UccnenoBarenb MOXET TPEJOCTaBIATh HMHPOPMAIUIO MO JIOOBIM acleKkTaM
WCCJICIOBAHMsI, HO HE MOXKET Y4acTBOBATh B MPEHUSX WIH B TOJIOCOBAHUHU (BHIPAOOTKE MHEHUS)
3CO (H2K).

3.2.6.0CO (HDK) wmoxer mnpuOerarb K TOMOIIM HE3aBUCUMBIX JKCIEPTOB I10
CHEIHAIbHBIM BOIIPOCAM.

3.3. IIpouenypsl.

DCO (HBK) pomken paspabortaTh, MOKyMEHTAIBHO O(GOPMHUTE H  COOJIFONATH
CTaHJapTHBIE paboune NpoIeaypbl, periiaMeHTUPYIOLIHE:

3.3.1. Ero cocTtaB (pamunuu 1 KBaTH(PHUKAIUIO YWICHOB) U YUYPEIUBIIUI €ro OpraH.

3.3.2. llopsimok Ha3HAueHHs 3acelaHUi, OIMOBEIEHHUS €ro WICHOB O MPEICTOSAIINX
3acellaHusX, a TAK)KE OPraHU3alNIo 3aceIaHui.

3.3.3. IlopsaoKk NEPBUYHOTO U TMOCIEIYIOIIETO PACCMOTPEHUs JOKYMEHTALUU IO
HCCJIETOBaHHUIO.

3.3.4. IleppoanyHOCTH MOCIIEYIOIIErO paccMoTpeHHs JTOKYMEHTAaIluU o
UCCIICIOBAHHIO.

3.3.5. [lopsimok  YCKOPEHHOTO pPAacCMOTPEHUsI JOKyMEHTalluh, B COOTBETCTBHUU C
MPUMEHUMBIMU TPeOOBaHUAMH [IJIsi OJ00peHUs (BbIAAYM 3aKIIOYCHUS) TPU HE3HAYUTEIHHOM
U3MEHEHWU B TEKYyIIUX HCCIEIOBAHUIX, YXKE€ TONYyYMBIINX OJOOpEeHHE (3aKIIOUYCHHE)
3CO (H3K).

3.3.6. HemonyctumMocTh BKJIIOYEHHUSI CYOBEKTOB B HCCIENOBAaHHME JO TOTO, Kak
DCO (HOK) BeimacT nucbMeHHOE 07100peHNe (3aKIIFOUCHHE) Ha TTPOBEACHUE MCCIICIOBAHMUS.

3.3.7. HenomycTuMOCTh B COOTBETCTBHHU € TyHKTOM 4.5.2 HacTosux [IpaBun OoTKIOHEHHS OT
MPOTOKOJIA WJIM €r0 M3MEHEHWH Oe3 MpeaBapUTeNIbHOTO MHCHhMEHHOTO OJ0OpEHUS (3aKIFOUSHUS)
cootBercTByrOmMX mnompaBok DCO (HOK), 3a wuckmodyeHmem Tex ciaydaeB, KOrja H3MEHEHHS
HalpaBlIeHbl Ha YCTPaHEHHWE HEMOCPEICTBEHHOW YIpo3bl CYyObEKTaM HCCIIEIOBaHUA WM KOrJa
U3MEHEHUSI KAcaroTCs TOJBbKO aJMHUHHCTPAaTUBHBIX M MaTEePUATbHO-TEXHUYECKHX AaCIEKTOB
UCCIIeIOBaHU (HaIpUMeEp, CMEHAa MOHUTOPA, U3MEHEHHE HOMepa Telle(oHa).

3.3.8. O6s13aHHOCTH UCCIIeOBATENs He3aMeTUTeNIbHO coodmaTts DCO (HOK):

00 OTKJIOHEHHSIX OT MPOTOKOJA WM HM3MEHEHHUSX IPOTOKOJIA, MPOU3BEIEHHBIX IS
yCTpaHEHUs] HEMOCPEACTBEHHOM yrpo3bl CyObEeKTaM HMCCIEIOBaHUS, B COOTBETCTBUU C MyHKTAMH
3.3.7,4.5.2 u 4.5.4 Hacrosiuux [IpaBui;

00 HW3MEHEHHUSX, YBEIMYMBAIOIIMX PUCK I CYOBEKTOB HCCleAOBaHUA U (WIN)
CYIIECTBEHHO BJIMSIOIIMX HAa TMPOBEJICHHUE HUCCIEIOBAHMS, B COOTBETCTBUM C IMyHKTOM 4.10.2
Hactosauwmx [Ipasu;

000 Bcex HCMPCABUIACHHBIX CCPLC3HBIX HCKCIIATCIIbHBIX JICKAPCTBCHHBIX PCAKIUAX
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O HOBBIX JaHHBIX, KOTOpbIE MOTYT CBHJETEIbCTBOBATH O BO3PACTaHUM pHUCKA IS
CyOBEKTOB HICCIEAOBAHUS WIIH HEOIArOMPUSATHO MOBIUATH HA X0/ UCCIICIOBAHUS.

3.3.9. O6sannocts DCO (HOK) He3zamMennuTenbHO B MHCHbMEHHOM BHUIE COOOIIATh
WCCJIEA0BATEN0 (MEIUIIMHCKOMY YUPEKICHHUIO):

0 CBOHMX PEIICHHUAX (3aKITIOUECHHUAX ), KACAIOIIUXCS UCCIEAOBAHUS;

O MPUYHMHAX MPUHATHUS PELICHUH (3aKIII0OUYCHNN);

0 mopsizike (TIporeaypax) 00KaaoBaHUs PEIICHUN (3aKITIOUCHI ).

3.4. lokyMeHTaus.

O3CO (HOK) nmomxeH XpaHUTh OTHOCSIIYIOCS K HCCICIOBAHHIO JOKYMEHTAIUIo (B
YaCTHOCTH, MHUCHMEHHBIC MPOIEIyphl, MEPEUHN YICHOB C YKa3aHHEM poja ICSITeIbHOCTH U
MecTa paloThl, MPEACTABICHHBIE HA PACCMOTPEHHE JOKYMEHTBI, IMPOTOKOIBI 3acelaHuil u
KOPPECTIOHICHIIHIO)

B TEUEHHWE HE MEHee 3 JIeT IMOcJie 3aBepIEHUsl MCCIENAOBAaHUS M MPENOCTaBIsATh €€ IO
TpeOOBaHUIO YIOJIHOMOYEHHBIX OpraHoB. VccnenoBaTenu, CIIOHCOP, YIIOJTHOMOUYEHHBIE OpraHbl

moryT 3anpammBaTth y ICO (HOK) undopmanuio o ero mporenypax v nepeuHy 4WICHOB.
4. UccnenoBateinb

4.1. KBanudukanus 1 00s3aTeIbcTBa UCCIICIOBATES.

4.1.1. UccnenoBarens JOHKEH UMETh COOTBETCTBYIOIIME KBANIU(UKALMIO, 00pa3oBaHue,
npoecCHOHATBHYI0 TOATOTOBKY W  ONBIT, [O3BOJSIOIIME €My MpHHATh Ha cels
OTBETCTBEHHOCTh 3a HaJyIeXKallee MPOBEICHHE KIMHUYECKOro uccienoBanus. Kpammdukanms
UCCIeIoBaTeNsl JI0JDKHA COOTBETCTBOBATh IPHUMEHHMBIM TpeOOBaHMAM U IOATBEPKIATHCA
TeKymuM pestome (curriculum vitae) u (Wau) APYTUMU JOKYMEHTaMH, KOTOpPbIe MOTYT OBITh
3anpouieHsl cnoncopoM, CO (HIK) u (unu) ynoaHOMOYEHHBIMU OpraHaMHu.

4.1.2. UccnenoBarenpb JOJDKEH BHUMATEIFHO O3HAKOMHUTHCS C MPABHJIAMH HA/IJICKAIIETO
NPUMEHEHUs] MCCIEeyeMOro mpenapaTta, H3JI0)KEHHBIMH B IPOTOKOJE, TEKyLIeW peaakuuu
OpOLIIOPBI MCCIIENOBATENS, MHCTPYKLUMHU 0 NPUMEHEHHUIO Ipernapara M JIpyrMX HMCTOYHHMKaX
UH(POPMALIUH, TPEIOCTABICHHBIX CIIOHCOPOM.

4.1.3. UccnenoBaTenp 0JKEH 3HaTh U coO01aTh HacTosimue lpaBuna u npuMeHuMsble
TpeOOBaHMUS.

4.1.4. Uccnenosarens (MEIUIMHCKOE YUPEXKIEHUE) JJOKEH COACHCTBOBATh IPOBEICHUIO
CIIOHCOPOM MOHHUTOPHHTA U ayJHTa, a TAK)KE YIIOJIHOMOYEHHBIMU OpraHaMH WHCTIEKIIUH.

4.1.5. UccnenoBarenb  JOJKEH BECTH  TMEpEeUeHb  O0JalaoIMX  HEOO0XOIUMOi
KBaTM(pUKaLMEH JIUL, KOTOpbIE 10 €ro IOPYYEHUIO OCYIIECTBISAIOT ONPEICICHHYIO

ACATCIIBHOCTD B paMKaX HCCJICIOBaHUS.
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4.2. CoOTBETCTBYIOIIHNE PECYPCHI.

4.2.1. UccnenoBarens JOMKEH OBITH CIIOCOOCH MPOJEMOHCTPHPOBATH (HAampuUMep, Ha
OCHOBAHHMU PETPOCIIEKTUBHBIX TaHHBIX) BO3MOXKHOCTH Ha0Opa B TEUYCHHE OIPECIIEHHOTO
nepuoAa TpeOyeMoro KOJIMYECTBA MOIXOISAIINX CYOBEKTOB HCCIENOBaHMS, COOTBETCTBYIOUINX
KpUTEepusM 0TOOpa.

4.2.2. UccnenoBarenb JOMKEH HMETh JIOCTaTOYHOE KOJMYECTBO BPEMEHH, UTOOBI
HaJJiexaluM o0pa3oM MPOBECTH M 3aBEPIUUTh MCCIEAOBAHHE B TEUEHHE OrOBOPEHHOIO
nepuoja.

4.2.3. UccnenoBatens JOJKEH pacmnonaratb JIOCTaTOYHBIM KOJIMYECTBOM
KBaJM(PHULIHUPOBAHHBIX COTPYAHUKOB U MaTepHAILHBIX PECYypCcOB (IIOMEILICHHs, 000pyI0BaHKE) B
NEepUOJl HCCIEIOBAaHUS Ui TOTO, YTOOBI TPOBECTH ATO HCCIEAOBAaHUE HAJICKAIIUM U
0e30MmacHbIM 00pa3oM.

4.2.4, UccnenoBarenb OTBEYaeT 3a TO, YTOOBI BCE€ 3aHAThIE B  KIMHUYECKOM
UCCJIEIOBAaHUH COTPYIHUKHU OBLIM 3HAKOMBI C MPOTOKOJIOM W MH(oOpMaImeil 06 uccieryemMom
npernapare, a Takke CO CBOUMHU (PYHKUIUSAMH U 00S3aHHOCTSIMH.

4.3. Oka3aHue MEIUIIMHCKOM MOMOIIHN CyOBEKTaM UCCIIEOBaAHUSI.

4.3.1. SABnsronuiics  WCcieaoBaTeIeM — WM COMCCIENOBaTelieM  Bpad  HECET
OTBETCTBEHHOCTh 3a BCE MPUHHMAaeMble B paMKaX HCCIEAOBAHUS PEIICHUS MEAUIUHCKOTO
Xapakrepa.

4.3.2. Bo BpemMs W 1O 3aBEpIICHUU ydacTUs CyObEeKTa B WCCICIOBAHHWU WCCIICAOBATEIb
(METUIIMHCKOE  yUPESKICHHWE) JO/DKEH O00eCNeunTh OKazaHue CyOBEKTy  HCCIeOBaHUS
HEOOXOMMOM MEIUIIMHCKOW TIOMOIIM B CIy4ae BO3HUKHOBEHHS JIIOOBIX CBSI3aHHBIX C
UCCIIECZIOBAHMEM HEXEJATeNbHBIX SIBJICHUH, BKIIOYAs KIMHUYECKM 3HAYMMBIE HM3MEHEHHS
7Tab0opaTOpHBIX TIOKazartenei. MccenoBatens (MEAUIIMHCKOE YUPEXIeHNE) 00s13aH MHHOPMUPOBATH
cyObekTa HCCNEIOBAaHMS O CTaBUIMX M3BECTHBIMH  HCCIIEIOBATENI0  HMHTEPKYPPEHTHBIX
3a00J1€BaHMSIX, TPEOYIOMINX MEIUIIMHCKOM TTOMOIIIH.

4.3.3. UccnenoBarenio peKOMEHAYEeTCS COOOLIUTH JieyaleMy Bpady, €CId TaKOBOU
uMeercs, o0 ydacTuu CyObeKTa B HCCJIEAOBAHHM IMPH YCIOBUH, YTO CYOBEKT HE BO3pa)KaeT
IPOTUB UHPOPMHUPOBAHHUS JIEUalero Bpaya.

4.3.4. Xota cyOBeKT HccneaoBaHus He 00s3aH cOO0IIAaTh O MPUYMHAX, TOOYIUBIIUX €TO0
JOCPOYHO TMPEKPaTHTh Y4YacTUe B MCCICIOBAHMU, WCCIEIOBATENb JIOJDKEH IOMBITAThCS
YCTaHOBHUTH 3TH TPHYWHBI, TMPOSBISAS IMPH ATOM IIOJIHOE YBaXXCHHE K TIpaBaM CyObeKTa
HCCJIETOBAHMUS.

4.4. KonrakTtsl ¢ 9CO (HIOK).
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44.1.Tlepen TeM Kak HayaTh HCCIElOBaHME, HccaenoBareiab (MEAULUHCKOE
YUPEKACHUE) JOJDKEH MONYYUTh MUCbMEHHOE M AaTUPOBAaHHOE ofoOpeHue (3akimouenue) ICO
(HOK) mpotokosna, mucekMeHHON (opMbl MHMOPMUPOBAHHOTO COTJIACHS M €€ TMOCISAYIOIIHNX
penakuui, Mep, HalpaBIECHHBIX Ha MpPUBJIEUEHHE CYOBEKTOB K YUYacTHIO B HCCIIEOBAaHUU
(HampuMep, peKJIaMHBIX OOBSBICHUH), U JIIOOBIX JIPYIMX NMHUCbMEHHBIX MaTepHalIOB, KOTOPbIE
IpEoiaraeTcsi MPe0CTaBUTh CyObEKTaM HCCIIECIOBAHUS.

4.4.2. Bmecte ¢ ApyrMMH JOKYMEHTaMHU HCClenoBaTeNb (MEAULHUHCKOE YUYPEKICHHE)
noipkeH nipegoctaButh DCO (HOK) mocnmennioro penmakiuio Opourtopsl uccienoBarens. Ecim
OpolIopy HCCieoBaTelNs JOMONHAIOT B XOJE HCCIIEIOBAaHUs, UCCIen0oBaTeab (MEIUIUHCKOEe
yupexnaenue) oos3an npegocraButh DCO (HOK) HOBYIO penakimio Opourropsl HCCIIe0BATEIS.

4.4.3. B TeueHue HUCCIIEIOBAHUS HCCIEAOBATENb (MEAULMHCKOE YUPEXKIEHHE) TOJKEH
npenocrasiate DCO (HOK) Bce noanexaiine pacCMOTPEHUIO JJOKYMEHTHI.

4.5. CoGmroneHue mpoToKoa.

4.5.1. UccnenoBatens (MEIMLMHCKOE YYPEXJEHHE) JODKEH MPOBOIMUTH MCCIEIOBaHME B
COOTBETCTBUM C TPOTOKOJIOM, COIJIACOBAHHBIM CO CIHOHCOPOM M TIPM HEOOXOAMMOCTH C
YIIOJTHOMOYEHHBIMU OpraHamMu u paspeuieHHbM (omoOpeHHsiM) DCO (HOK). B noarsepknenue
JIOTOBOPEHHOCTU UCCIIEIOBATENb (MEIULMHCKOE YUPEXKIECHUE) U CIIOHCOP MOIMUCHIBAIOT MPOTOKOI
WM OTJIEJIbHBIN 10T0BOP.

4.5.2. UccnenoBarenb HE JOIDKEH OTKIOHSTHCS OT IPOTOKOJNA WIM BHOCUTH B HETO
M3MEHEeHUsT 0e3 COorjacus CroHcopa W 0e3 MpeaBapHTENIbHOTO PACCMOTPEHHS W JOKYMEHTAJIBHO
odopmiienHoro Of00peHus (Beimaun 3arimrodeHus) DCO (HOK) oTHocHMTENnbHO TOMpPaBKH K
IPOTOKONY, KpPOME TeX CIlIy4aeB, KOrja HeOOXOJMMO YCTPAaHHTh HEMOCPEICTBEHHYIO YIPO3y
CyOBEKTaM HCCIEJIOBAaHUS WIM KOTJa WM3MEHEHMs KacaloTCs TOJBKO aJMUHHUCTPATUBHBIX HIIH
TEXHUYECKMX AaCHEeKTOB WCCICAOBaHUS (HampuMmep, 3amMeHa MOHHUTOpa, HW3MEHEHHE HoMepa
Tenedona).

4.5.3. UccnenoBarenb UM Ha3HAUEHHOE UM JIMLIO JOJDKHBI OOBSCHATH U IOKYMEHTAIBHO
0(opMIIATH JTH0ObIE OTKIIOHEHHUS OT YTBEPKACHHOTO MPOTOKOJIA.

4.5.4. UccnenoBaTtenb MOXET OTKIOHATHCS OT IPOTOKOJIA MM BHOCUTb B HETO
U3MEHEHUs [UId YCTPaHEHUS HEMOCPEICTBEHHOW yTIpo3bl CyObeKkTaM HccieoBaHus 0e3
npeaBapuTensHoro oxobpenus (Beimaum 3aximtoueHus) DCO (HOK). B kpatuaiimme cpoku
ONKCaHWE OTKJIOHEHUH WIM W3MEHEHMH C yKa3aHHeM HUX NPUYMH U TNPH HEO0OXOAMMOCTHU
npeiaraeMble TIOMPABKH K MMPOTOKOITY JOJDKHBI OBITh HAIPABIICHBI:

OCO (HOK) nns paccmoTpeHus u ogo0peHust (BbIIaun 3aKII0UEHU);

CIIOHCOPY JAJISl COTJIAaCOBAHUs C HUM,;

YIOJIHOMOYEHHBIM OpTraHaM MpH HEOOXOIMMOCTH.
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4.6. Uccnenyemble mpenaparsl.

4.6.1. OTBETCTBEHHOCTh 3a Y4Y€T HCCIEAYEMBIX IIPENapaTOB B HCCIEN0BATENBCKOM
[IEHTPE BO3JI0’KEHA Ha UCCeAoBaTelNs (OpraHnu3aIuio).

4.6.2. Eciu 310 paspemieHo (Tpedyercs), UccienoBareib (MEAUIIMHCKOE YUYPEKICHUE)
MOXET (JI0JDKEeH) MepenaTh HEKOTOpble WM BCe OO0SI3aHHOCTH HccienoBaTens (MEAULUHCKOTO
YUPEKACHHUS) MO YUYETy HCCIEIyEeMBbIX MpenapaToB B HCCIIEAOBATEILCKOM LIEHTPE anTeYHOMY
paboTHHKY (ITPOBU30PY) WJIM UHOMY JIMILY, TIOJKOHTPOJIBHOMY HCCIIEIOBATENIO (MEIUIIMHCKOMY
YUPEIKIEHUIO).

4.6.3. VccnenoBatens (MEAUIIMHCKOE YUPEXKACHHE), aNTeYHbI paOOTHUK (TPOBU30p) WM
MHOE YIOJIHOMOYEHHOE HCCIIeIoBaTeNieM (MEIUIMHCKAM YUPEKASHUEM) JIMIO JOJDKHBI BECTH YUeT
IIOCTABOK IIPENapaToB B HCCIEAOBATENLCKUN IIEHTP, WX (DAaKTUYECKOro KOJIMYECTBAa B LICHTPE,
UCTIONIB30BAHUS KAXIIBIM CYOBEKTOM, a Takke BO3BpaTa CHOHCOPY JIMOO HMHOTO PaCHOpSHKSHUS
HEUCIIOJIb30BaHHBIMHU  IIPeMapaTaMu. 3alMcH M0 Y4YeTy JOJDKHBI BKIOYaTh B ceds  JaThl,
KOJIMYECTBO, HOMEpa MapTuil (cepuil), CPOKU TOTHOCTU (IZi€ MPUMEHHMO) M YHUKAJIbHbBIE KOJBI
UCCIIEAYyEeMBIX TIperapaToB M CyOBEKTOB HCcienoBaHus. llccrmenoBaTenb MOMKEH BECTH 3alMCH,
MOATBEP)KIAIONINE, YTO CYOBEKTHI MCCIICAOBAHMS TIONYYaldd HCCIEAyeMble MpernapaTsl B J03aX,
IPEyCMOTPEHHBIX IPOTOKOJIOM, B KOJMYECTBAX, COIVIACYIOUIMXCA C OOLIMM KOJIMYECTBOM
UCCIIEyEMBIX IIPENapaToB, MOJYYEHHBIM OT CIIOHCOpA.

4.6.4. Uccnenyemble IpemapaTsl CIEAYET XPAaHUTb B COOTBETCTBUU C HMHCTPYKLMSIMU
CroHcopa cornacHo nyHkTtam 5.13.2 u 5.14.3 Hacrosimuux [lpaBun u npuMeHUMBIMU
TpeOOBAHUSIMHU.

4.6.5. UccnenoBarens J0JDKEH OOECHEYMTh, YTOOBI HCCIelyeMble Mpenaparbl ObLIH
UCTIOJIb30BAHBI TOJIBKO B COOTBETCTBUH C YTBEPKJICHHBIM MIPOTOKOJIOM.

4.6.6. UccnenoBarenb WK yIIOTHOMOYEHHOE UCCIIEN0BaTeNEM (MEAULMHCKIM YUPEXKICHUEM)
JIMLO JOJDKHBI OOBSCHUTH KaKAOMY CYOBEKTY MCCIIEAOBaHMS MPaBUIA IPUMEHEHHS UCCIIeTyEeMBbIX
IperapaToB U Yepe3 MpueMiIeMble MHTEpBasIbl BpeMEHH (B 3aBUCUMOCTH OT MCCIIE0BAaHNs) IPOBEPATH
COOMIOZICHNE STUX MHCTPYKIMH KaXK/IbIM CYOBEKTOM HCCIICIOBaHMUS.

4.7. Panmomu3zanus ¥ pacKpbITHE KOJa.

HccnenoBatens A0MKEH COOMIOAATh NPEAYCMOTPEHHYIO B MCCIEIOBAHUU METOAUKY
paHIOMHU3ALMH, €CIIU TaKOBasi UMEETCs, U 00ECIeUnTh PACKPBITHE KO/A TOJIKO B COOTBETCTBUU
¢ mpoTtokonoM. Ecnu uccrnemoBaHue MPOBOJUTCS CIEMBIM METOJOM, HCCIIEAOBATENb TOJKEH
HE3aMeUTUTEIHHO JOKYMEHTAITBHO OPOPMHUTH U OOBSICHUTE CIIOHCOPY JIF000€ MPEKICBPEMEHHOE
pacKkpbITHE KOJa HCCIEAYyeMBbIX IpernapaTtoB (HalpuMep, CilIy4ailHOEe pacKpbITHE KOJa,
pacKpBITHE KOJa B CBSA3H C CEPhE3HBIM HEXKEJIATEIIbHBIM SIBJICHUEM).

4.8. apopMupoBaHHOE COTTIACUE CYOBEKTOB UCCIIEIOBAHUS.
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4.8.1. Ilpn mosyyeHUM U AOKYMEHTAIBHOM O(OPMIEHUM HH(MOPMHPOBAHHOTO COIJIACHS
UCCIIeIoBaTeNb JIOJDKEH COOJII0aTh NPUMEHMMBbIE TPeOOBaHUS, TMPUACPKUBATHCS HACTOSAIINX
[IpaBun u 3THYECKUX NMPUHLMUIIOB, 3aJI0KEHHBIX B XeIbCUHKCKOW Jeknapauun BMA. Jlo Havana
WCCIIEZIOBAaHUS MCCIIEI0BATENb JODKEH TIOMYYHTh 0J00peHue (3aKITI0YeHNEe) B MIMCbMEHHON (popme
OCO (HOK) mnuceMeHHOW (QopMbl HMHGOPMHUPOBAHHOIO COTJIACHS U JIPYTUX IHUCbMEHHBIX
MaTepuajIoB, IPEOCTABISEMbIX CyObEKTaM.

4.8.2. Ilucemennyro  ¢opma HHOOPMHUPOBAHHOTO COTJIACHS W JIPyTHE MHUCHMEHHEIC
MaTepuasbl, IPEJOCTaBIsAEMbIE CyOBEKTaM, CIEAyeT JONOIHATh (MCIPABIATH) IO MEpe MOSIBICHUS
HOBOM MH(pOpMaIMK, KOTOpas MOXET OKa3aThCsl CYLIECTBEHHOM Uil coryiacus CyOBbeKTa.
JlononHeHHble (MCHpaBieHHbIE) MHUChbMEHHAs (opMa MH(POPMHUPOBAHHOTO COTJIACHS U JIPYyTHE
NHChMEHHBIE MaTepHaibl, MPEJOCTABIsEMbIe CyOBbEKTaM, ODKHBI OBITH pa3perieHsb! (0100peHbI)
9CO (H2K) no ux ucnonb3oBanus B uccieoBaHuu. CyOBbeKT WIN €ro 3aKOHHBIM MpeACTaBUTENb
JIOJDKEH OBITh CBOEBPEMEHHO O3HAKOMJIEH C HOBOW HMH(OpMAIel, crnocoOHOW TMOBIMATh Ha
XKeJaHue cyObeKTa MPOAOJDKATh ydacTue B uccienoBaHuM. DakT nepenaud 3Tod MHpOpManuu
JOJKEH OBITh JOKYMEHTAIBHO OOPMITEH.

4.8.3. Hu wuccnenoBarenb, HU JAPYTHE 3aHATHIC B HUCCJICAOBAHMM JIMIA HE JOJDKHBI
NPUHYKAATh CyObEKTa WIN MCIOJIb30BaTh UHbIE HEKOPPEKTHBIE METObl BO3JEHCTBHS C IIEIIBIO
CKJIOHHUTD €r0 K YYacTHUIO JINOO MPOIOJIKEHUIO yUacTHs B UCCIIEIOBaHHH.

4.8.4. Undopmansi, HM B YCTHOM HIM HU B TNHCbMEHHOH (opme, Kacaromascs
UCCIICTOBAHMS, BKIIIOYasi ~ MHUCHBMEHHYIO dbopmy  WHPOPMHPOBAHHOTO coryiacus
(nHGOPMAIIMOHHOTO JIMCTKA) TAIMEeHTa, HE JOJDKHA COJAEpX aTh (HOPMYJIHUPOBOK, MPSIMO HIIH
KOCBEHHO CKJIOHSIOUIMX CYOBEKTa WM €r0 3aKOHHOI'O MPEACTaBUTENS OTKa3aThCsl OT 3aKOHHBIX
npaB, a Takxke (OPMYyJIHUPOBOK, MPSIMO MM KOCBEHHO OCBOOOXKIAIOMIMX MCCIIEIOBATEINS,
MEIUIUHCKOE YUYPEKICHUE, CIIOHCOpAa WM WX TMPEICTaBUTENCH OT OTBETCTBEHHOCTH 32
XaJIaTHOCTb.

4.8.5. UccnenoBarens WM Ha3HaYeHHOE MM JIMIIO JOJDKHBL B IOJHOW Mepe
nporH(pOpMUPOBaTh CyOBEKTa WIIHM, €CIH CYyOBEeKT He CIOCOOCH JaTh HH(POPMHUPOBAHHOE
COTJIacue, €ro 3aKOHHOTO IMPEICTaBUTENsI 000 BCEX 3HAUYMMBIX aCMEKTaX HMCCIIEJOBAaHUS, B TOM
YUCJIe O03HAKOMUTH ¢ WH(pOpManuei o0 McciaeoBaHUU B MHUCHhbMEHHOW GopMme M 0100peHueM
(monoxwutensHbIM 3aKmoueHneM) 3CO (HOK).

4.8.6. Undopmanst 00 wHcciaeoBaHWM B YCTHas M NUCBbMEHHOW (opme, BKIIOYas
NUCBMEHHYI0 (hopMy WH(POPMHUPOBAHHOTO COTJIACHUS, JOJDKHA COAEPIKAaTh KaK MOXKHO MEHBIIE
CHELMANbHBIX TEPMHHOB U OBITh MOHSATHA CYyOBEKTYy WM B COOTBETCTBYIOUIMX CIyd4asX €ro

3aKOHHOMY NPCACTABUTCIIIO U HE3AUHTCPCCOBAHHOMY CBUACTECIIIO, CCIIA OTO HOTpe6yeTC$I.
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4.8.7. Tlepen  momyuyeHHMeM HHGOPMHUPOBAHHOTO  COIJIACHSl  HCCIEAOBaTeNb WU
Ha3HAUYEHHOE UM JIMIO JOJDKHBI MPEJIOCTaBUTh CYOBEKTY MJIM €ro 3aKOHHOMY IPEACTaBUTEIIO
JIOCTAaTOYHOE KOJIMYECTBO BPEMEHM M BO3MOXHOCTH Uil TIOJNy4eHHUS Oojiee TOIpOOHOM
UHpOpMaLuu 00 MCCIETOBAHNYU U NMPUHATHUS PELICHHUs 00 y4aCTHM B HEM WJIN OTKa3e OT TaKOro
yuactus. CyOBeKT MJIM €ro 3aKOHHBIN MpeiCTaBUTENb JOJKHBI MOJyYUTh HCUYEpPIBIBAIOLINE
OTBETHI Ha BCE BOMPOCHI 00 UCCIICTOBAaHHH.

4.8.8. Jlo Havasia y4acTHsi B UCCJICIOBAHUH CYOBEKT UM €r0 3aKOHHBIN MPEICTABUTENb, a
TaKXke JIULO, IPOBOJUBILEE PA3bICHUTEIbHYIO Oecey, JOKHBI MOANUCATh U COOCTBEHHOPYYHO
JaTUPOBATh MUCbMEHHYIO (OpMY UHPOPMHUPOBAHHOIO COTJIACHSL.

4.8.9. Ecnu cyObeKT WM €ro 3aKOHHBIN MPEeICTaBUTENb HE CIIOCOOHBI YUTaTh, TO B TECUCHHE
BCEW pa3bsCHUTEIBHON Oecebl JOIKEH MPUCYTCTBOBATh HE3aMHTEPECOBAHHBIN cBUAETeNb. [locie
TOTO KaK CYOBEKTYy WM €r0 3aKOHHOMY IPEACTABUTENIO MPOYUTAIN U PA3bSICHIIN TMCHMEHHYIO
(GopMy HHGOPMUPOBAHHOIO COMJIACHS W JpYrHe MpPeloCTaBIsEMble CYOBEKTYy MHCbMEHHBIE
MaTepuaibl U CyObEeKT WM €ro 3aKOHHBIM IPeACTaBUTENb Jaj YCTHOE COIVIaCHE Ha ydacTue
CyOBEeKTa B MCCIIEIOBAHUU U, €CIIU CIIOCOOCH, MOJNHCA C YKa3aHHWEeM JaThl MHUCBMEHHYIO (OopMy
MH()OPMHUPOBAHHOTO COTJIACHS, CBHIETENh JIOJDKEH €€ MONUCATh U COOCTBEHHOPYYHO ITOCTaBUTH
nary. IloanuceiBas nMCbMEHHYIO (JOpMY HHPOPMHPOBAHHOTO COITIACHs, CBUIETENb OITBEPKIAET,
Y10 MH(pOpMaNus, coeprkalasics B ykazaHHOW (opMe U BceX JPYrMX NMUCbMEHHBIX MaTepualax,
OblTa TOYHO pa3zbsCHEHA U MOHATA CYOBEKTOM MIIM €0 3aKOHHBIM MPECTABUTEIEM U UTO COTJIacHE
Ha y9acTHe B MICCIICIOBAHUHU JAHO CYOBEKTOM HIJIH €T0 3aKOHHBIM IIPEICTABUTENEM JOOPOBOIBHO.

4.8.10. B xome pa3bACHHTENBbHON Oecelpl, a TakkKe B MNHCbMEHHOH (dopme
UH(POPMHUPOBAHHOTO coriacus (MH(GOPMAIMOHHOM JIMCTKE) HallMeHTa M JPYTUX MHUChMEHHBIX
MaTepHaax, MpeaoCTaBIsIEMbIX CyOBEKTaM, JOJKHO ObITh Pa3bsICHEHO CIEIYIONIee:

MCCIIeZIOBaHNE HOCUT SKCIIEPUMEHTAILHBINA XapaKkTep;

LIeJIb UCCIII0BAHMS;

BapUaHTBl JIEUEHHs B IMPOLECCE HCCIEAOBAHUS U  BEPOSTHOCTb  ClydyailHOroO
pacrmpeneneHus B OJHY U3 TPy JICUCHUS;

MIPOIIEe Ty Pl MCCIICOBAHMSI, BKIIOYAst BCE HHBA3UBHBIE MTPOIETYPHI;

00s13aHHOCTH CyOBEKTa;

aCIIEKThI UCCIIEJOBAHUS, KOTOPBIE HOCAT SKCIIEPUMEHTAIBHBIN XapaKTep;

OKH/IaeMble PHCK WIIM HEYJ0OCTBA 7Sl CyOBEKTa, a TAaK)Ke€ B COOTBETCTBYIONIUX CIydasx
JU1s1 SMOpUOHA, TUIOa WIIA TPYIHOTO peOeHKa;

OKH/laeMble BbITOJa U (WiIM) Moib3a. Eciu mosb3bl ¢ MEAMIUMHCKONW TOYKHM 3pEHHs He

nmpearoJsaaraeres, To CY6’LeKT JOJIDKCH OBITE ITOCTABJIEH 00 3TOM B HU3BCCTHOCTD,
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WHBIC, IOMUMO TPEAYCMOTPEHHBIX B MCCIICOBAHUM, MPOICIYPhl WIH METOJbI JICUCHNUS,
KOTOpBIE MOTYT OBITh JOCTYMHBI CYOBEKTY, MX 3HAYMMbIe TMOTEHIIMAIBHBIE BBITOAA W (WIIH)
M0JTb3a, a TAKXKE PUCK;

KoMIIeHcausl 1 (WIK) JIeueHue, JOCTYITHbIE CYObeKTy B Ciydyae MPUYMHEHUS Bpeaa ero
3I0OPOBBIO B PE3yJIbTAaTE YUaCTHUs B HCCIICIOBAHNUMY;

IUTAHUPYEMbIE BBITUIATHI CYOBEKTY 3a €ro y4acTHEe B HCCIEIOBAHUU, €CIH TaKOBBIC
IPEyCMOTPEHBI;

TUTAHUPYEMBIE PACXOJbl CyOBEKTa, €CIM TAaKOBBIC OXHIAIOTCS, CBSI3aHHBIE C €r0
y4acTHEM B MCCIICIOBAHHU;

ydacTue CyObheKTa B UCCIICIOBAaHHUH SIBIIICTCS JOOPOBOIBHBIM, M OH MOKET OTKa3aThCs OT
y4acTHs WM BBIMTH U3 UCCIICIOBAHUS B JTFOOOH MOMEHT 0€3 KaKUX-TMOO CAaHKIIHA sl ceOst min
MOTEPH BBITOJIBI;

MoHUTOPHI, ayauTopel, 2CO (HOK) u ynmosHoOMOUYeHHBIE OpTraHbl B TOM Mepe, B Kakoi
3TO JIOMYCKAETCs 3aKOHOJATEIBCTBOM T'OCYJIApCTB-WICHOB, OyayT MMETh MPSIMON JOCTYN K
OPUTHHAIILHBIM MEIUIMHCKUM 3aMUCsIM CyOBeKTa UIsi IPOBEPKU Mpouenyp U (WiIH) NaHHBIX
KIIMHUYECKOTO MCCIICAOBAHUS, HE HApyIIasi IPH ATOM KOH(PUICHIIMATHHOCTH JaHHBIX CyOBEKTa,
U CcyOBEKT WIM €ro 3aKOHHBIH MPEICTaBUTENb, TOANMKUCHIBaS NHCBMEHHYIO (opMmy
UH(POPMHPOBAHHOTO COTJIACHS, TACT Pa3pEIICHUE HA TAKOW JIOCTYTI,

3anucH, uiaeHTuduuupylomue cyObekTa, OyIyT COXpaHEHBl B TailHE W MOTYT OBITh
PACKpBITHI TOJILKO B TOW Mepe, B KaKOH 3TO JOIMyCKAaeTCs 3aKOHOJATEIBCTBOM TOCYIapCTB-
yiieHoB. [Ipu myOnukanmum pe3yabTaToB UCCIeI0BaHUS KOH(OUACHIIMAIBHOCT JAaHHBIX CyOhEeKTa
OyJeT COXpaHeHa;

CyOBEKT WM €ro 3aKOHHBIH MPECTaBUTENb Oy/lIeT CBOCBPEMEHHO O3HAKOMIIEH C HOBOU
uHpoOpMaIiel, CHOCOOHON TIOBIIMATH, HA JKEIaHWE CyOBEKTa TMPOJOJDKATh YydacTHE B
UCCIIC/IOBAaHHH;

JIMIIA, K KOTOPBIM MOKHO OOpATHTHCS JIsl OJMYUYCHHS TOTIOJIHUTEILHON HWHpOpManuu 00
UCCJICIOBAaHNHM M TIpaBax CyOBEKTOB HCCICNOBAHMS, a TAaKKe B CiIydae NMPUYMHEHUS Bpeaa
3I0POBBIO CYOBEKTA B PE3yJIbTATE €0 yUaCTHsI B UCCIICOBAHNH;

BO3MOJKHBIE OOCTOSATENLCTBA WU (WMJIM) TPUYUHBI, O KOTOPBIM yYacTHE CyOBeKTa B
UCCIICIOBAHUH MOXET OBITh MPEKPAIICHO;

mpearnoaraeMasi IMTeIbHOCTh y4acTusl CyObeKTa B HCCIIEIOBAHUY;

MPUOTU3UTEIPHOE KOJMYECTBO CYyOBEKTOB, KOTOPBIX IMPEAIOJIAracTcsl BKIIOYUTH B
UCCIICIOBaHHE.

4.8.11. Ilepen BKIFOUEHUEM B UCCIICIOBAaHHE CYOBEKT WIIM €r0 3aKOHHBIN MPEJCTaBUTEIb

JOJDKHBI  TIONMYYUTh MOJNUCAHHBIA C YKa3aHHEM JaThl DSK3EMIUIAp IMUCHBMEHHON (HOpMBI
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UHOOPMUPOBAHHOTO COTJIacHsl M JpyrHe MpeAocTaBisieMble CyObeKTaM MUChMEHHbBIC
Matepuansl. Bo Bpems yuacTusi CyObeKTa B HCCIEIOBAaHUH CYOBEKT WM €ro 3aKOHHBIN
IPEJICTaBUTENb JODKEH I0JydaTh IOJNUCAaHHbIE C YyKa3aHMEM JaThbl 3K3EMIUIIPbl BCEX
NOCNEAYIOMUX peaakiuii GopmMbl MHPOPMUPOBAHHOTO COTJIACHS M KOIMUHU BCEX IOMPABOK K
JIPYTUM MHCbMEHHBIM MaTepHaliaM, MPeoCTaBIsIEMbIM CyObEKTaM.

4.8.12. Ecnu B KIIMHUYECKOM HCCJIEIOBAHUN YYaCTBYIOT CYOBEKThI, KOTOPHIE MOTYT OBITh
BKJIIOUEHBI B MCCIJIEJOBAHHWE TOJIBKO HAa OCHOBAaHMM COTJIacHsl MX 3aKOHHBIX MpeaCcTaBUTENIEH
(HampuMep, HECOBEPIIICHHOJICTHHUE, MAIMEHTHI C BBIPAKEHHBIM CIIA00YMHEM), CYOBEKT JOJDKEH
ObITh MpouH(OpMHPOBaH 00 HCCIEAOBAHUU B COOTBETCTBUH C €0 CIOCOOHOCTHIO MOHSTH ATY
UHPOPMALIMIO M, €CIIM CYOBEKT B COCTOSHHM, OH JIOJDKEH NOJMHMCaTh C YyKa3aHHEM JaThl
NUCbMEHHYIO (hopMy HH(POPMHUPOBAHHOTO COTIIACHSI.

4.8.13. Kpome cnyuaeB, onucaHHbix B nyHkTe 4.8.14 mnHacrosmux IlpaBun, B
UCCJIEIOBaHNE, HE CBSI3aHHOE C JIeUeHHEM (T.e. MCCIeOBaHNUEe, B KOTOPOM HE Npearojaraercs
HEMOCPEACTBEHHON, C MEAMIMHCKOW TOYKH 3PEHHS, TMOJb3bl ISl CyOBEKTa), MOTYT OBITh
BKJIIOYEHBI TOJIBKO CYOBEKTBI, KOTOpBIE JHMYHO JAlOT CBOE COIJlacMeé U COOCTBEHHOPYYHO
MOJIHCHIBAIOT U JATUPYIOT MUCEMEHHYIO (OpMY HHPOPMHUPOBAHHOTO COTJIACHSL.

4.8.14. B uccnenoBanusi, He CBSI3aHHBIC C JICYCHUEM, CYyOBEKTBI MOTYT OBITH BKJIFOUEHBI C
corjacHsi UX 3aKOHHBIX MPEACTaBUTENEH MPU COOMIOACHNUN CIEIYIONINX YCIOBHIA:

LENW HWCCIEAOBAaHUS HE MOTYT OBIThb JOCTUTHYTBHI IIOCPEICTBOM HCCIIEIOBAHUS C
ydacTueM cyObeKTOB, KOTOPbIE MOTYT J1aTh CBOE COIJIaCHE JINYHO;

OKUJIaeMbIH PUCK ISl CYObEKTOB HE3HAYUTEIICH;

HEraTHUBHOE BO3JCHCTBHE Ha 370pOBbE CYOBEKTa CBEACHO K MHHUMYyMY H
HE3HAYUTEIHHO;

HCCIIEI0BAaHUE HE 3alpEIIeHO 3aKOHOIaTEIbCTBOM;

JUISL BKJIFOUEHUSI TaKuX CyOBEKTOB JOKHO OBITh 3alpoIleHO cClieluanibHOe 0J00peHue
(3axmouenne) DCO (HOK), yuuteiBaroree 3TOT aclekT.

[MomoOuble wuccnemnoBaHusi (32 UCKIIOYCHHEM OOOCHOBAHHBIX CIIy4aeB) JIOJDKHBI
IPOBOAMUTHCS C YYacTHEM MAIUEHTOB, HMEIOMMX 3a0ojeBaHUe, i JIEYEHUS KOTOPOro
npenHazHayeH uccienyembli npenapar. CyOBbeKThl B TaKHMX HMCCIEAOBAHUAX JTOJIKHBI
HAXOAMUTHCS MOJI 0CO00 THIATENLHBIM HAOMIOIEHNEM, U UX YYacTHe JODKHO OBITh MPEKpaIIeHO,
€CJIM €CTh OCHOBAHUS MOJIaraTh, YTO OHU HCIIBITHIBAIOT YPE3MEPHBIN TUCKOMQOPT.

4.8.15. Ilpy HEOTIOXKHBIX COCTOSIHUSIX, KOT/Ia JI0 BKJIIOUEHHS B HCCIIEIOBAHUE HEBO3MOXKHO
MOJIYyYUTh COTJIACHE CaMOro CcyObeKTa, OHO JOJDKHO OBITh 3allpOLIeHO Y €ro 3aKOHHOTO
MPE/ICTaBUTENIS, €CITM TaKOBOW MPHCYTCTBYeT. Ecnu mpenBapuTenbHOE COrliacue caMoro cyObekTa

HCBO3MOKHO UM OTCYTCTBYCT C€IO 3aKOHHBIN OpeaAcCTaBUTCIib, MJId BKIIFOYCHUA Cy6"beKTa B
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UCCIIEZIOBAaHUE JIOJDKHBI OBITh MPEANPHHATH MPEIyCMOTPEHHBIC MPOTOKOIOM M (WJIM) APYTUMU
JTOKyMeHTaMu U paspenieHHbie (oqoopennpie) 3CO (HOK) Mepsl, HanpaBlieHHbIE HA 3allUTy IPaB,
0e30MmacHOCTH ¥ OJaromnoiydns CyObeKTa, a Takke 00CCICUMBAIOIINE COOTBETCTBUE TMPUMEHHMBIM
TpeboBanusaM. CyObeKT WM €ro 3aKOHHBIN MpeNCTaBUTENb JOJDKHBI OBbITh B KpaTdaillie CpOKH
MIOCTaBJICHBI B M3BECTHOCTh 00 HCCIEIOBAaHMH, U Y HHUX JOJDKHO OBITH 3ampoIIeHO corjiacue Ha
NPOJOJDKEHUE YIACTHS B UCCIIEA0BAHUM, a TAKXKE APYTO€ COMIACHE, B COOTBETCTBUU C ITyHKTOM 4.8.10
Hacrosumx [IpaBun.

4.9. JlokymeHTalusi ¥ OTYETHOCT.

4.9.1. UccnenoBatens M0KeH 00eCreunBaTh MPaBUILHOCTD, MTOJTHOTY, pa300pYMBOCTD U
CBOEBPEMEHHOCTh TMPEAOCTABIICHUsI CIOHCOPY JaHHbIX, coaepxkamuxcs B MPK u Bo Bcex
TpeOyeMBIX OTYETaX.

4.9.2. Nannble, coxepxamuecss B HWPK, nomkHBl COOTBETCTBOBATH NEPBUYHOM
JOKYMEHTAllUi, W3 KOTOPOW OHU TEepPEeHECEHbl, MMEIOIIMECsS PACXOXKACHUS JOJKHBI OBITh
OOBSICHEHBI.

4.9.3. JlioOble wm3meHeHuss wiu  wucnpaBieHus B MPK  nmomkebl OBITH  TOJMHCAHEI,
JATUPOBAHBI, OOBSICHEHBI (ITPH HEOOXOAUMOCTH) U HE JIOJKHBI CKPHIBATh MIEPBOHAYAIILHYIO 3aITUCh
(TO ecTh AOMKEH OBITh COXPAHEH <« IOKYMEHTAJIbHBIN Clea»). DTO OTHOCUTCS K M3MEHEHUSM WIIN
UCTIPABIICHUSIM KaK Ha OYMa)KHBIX, TaK U AJIEKTPOHHBIX HOCHTENAX (B COOTBETCTBHHU C MOITYHKTOM
«o» myHkTa 5.18.4 Hactosmux [Ipaswn). CrioHCOp AOKEH MPEJOCTaBUTh HCCIIEAOBATEISIM U (VITH)
WX YIIOJIHOMOUYCHHBIM MPEICTABUTEIISIM HHCTPYKIIUIO O TIOPSIKE O(hOPMIICHUS TAKUX HCIIPABICHHIA.
CrioHCOp JOIDKEH MMETh MUCbMEHHbIE MPOLEAYPHI, MPeayCMaTpUBaIOUINE, YTO W3MEHEHUs WU
ucnpasneruss B MPK, BHOCHMBbIE €ro yMoJHOMOYEHHBIMH MPEICTABUTEISIMU, JTOKYMEHTAIBHO
ohopMIISIFOTCS, SBISIOTCS HEOOXOMUMBIMH W OFOOPSIIOTCS HccienoBareneM. lccnemnoBarelnb
JIOJDKEH XPaHUTh 3aIHCH 00 3TUX U3MEHEHHSIX M UCTIPABJICHHUSX.

4.9.4. ViccnenoBarens (MEIMIIMHCKOE YUYPEKIECHHE) JODKEH BECTH TOKYMEHTAIIUIO T10
HCCJICIOBAaHUIO COTJIAaCHO ToJpa3feny & Hacrosmero pasaena llpaBunm U NpUMEHHUMBIM
TpeboBanusiM. MccnenoBarenh (MEOUIIMHCKOE YUPEXKIECHUE) [OJDKEH TMPUHUMATh MEPHI,
MpeI0TBpAIIAIONINE CITyYalHOE WM MPEKACBPEMEHHOE YHUUTOKEHHUE ITUX JTOKYMEHTOB.

4.9.5. OCHOBHBIE TOKYMEHTHI JOJUKHBI XPAHUTHCS HE MEHEE 2 JIET MOCJIE€ yTBEPKICHUS
MocNeHe 3asBKU Ha PETUCTpAIMIO Tpernapara B rocyJapcTBe-d4JieHe W A0 TeX MOp, MoKa HU
OJIHA U3 3asBOK HEe OyJeT HaXOMUTHhCS HA PACCMOTPEHUHM W HE OyNeT IUIAHWPOBATHCS HOBBIX
3as1BOK, WJIM HE MEHee 2 JIeT Mmocyie O(UIIMATBHOTO MPEKPAIICHUsT KIMHUYCCKOW pa3paboTKu
UCCIIEyeMOro mpemnapara. JTH JOKyMEHTbl JOJDKHBI XPaHUThCSA Oojiee UIUTENbHBIA CPOK B
clly4yae, €ClId 3TO TMPEAyCMOTPEHO MPUMEHHUMBIMU TpPEOOBAHUSAMU WIH JOTOBOPOM CO

coHCOpPOM. OTBETCTBEHHOCTHIO CIOHCOpa SIBJIsSIETCS WMH(GOPMHUPOBAHUE HCCIEIOBATEIsS
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(MEIUIIMHCKOTO YUPEXKICHHs) 00 HCTEUCHUH CPOKa XPaHEHHsI IOKyMEHTalUU (B COOTBETCTBUH C
nyHKkToM 5.5.12 nHacrosmux IIpasui).

4.9.6. ®uHAHCOBBIE ACTIEKTHI UCCIIEIOBAHUS TOJIKHBI OBITH OTPAXKEHBI B JJOTOBOPE MEKIY
CIIOHCOPOM M HccleioBaTeNneM (MEAUIIMHCKUM YUPEKICHUEM ).

4.9.8. Tlo 3anpocy Monutopa, ayautopa, 2CO (HOK) unm ynomHOMOUEHHOro oprasa
UccleioBaTeNb (MEIUIIMHCKOE YUPEXKICHHE) MODKEH O00eCledyuTh MPSIMOM IOCTym KO BCEM
3aMMcsM, OTHOCSIIMMCS K UCCIIEI0BAHUIO.

4.10. OT4yeThI 0 XO4€ UCCIICIOBAHHUA.

4.10.1. UccnenoBarens gomxeH npeacraBiate ICO (HOK) kpaTkue nuchbMeHHBIE OTYETHI O
XO7Ie UCCIEIOBAHMS €XKEr0THO WK Yaile, eciu 3Toro Tpedyer DCO (HOK).

4.10.2. MccnenoBarenb AOKEH HE3aMEUIMTEIBHO MPEAOCTaBIATh NUCbMEHHBIE OTYETHI
crioHcopy, 2CO (HDK) (B coorBerctBuu ¢ mnyHkTtoMm 3.3.8 wHacrosmmx IlpaBun) u, B
COOTBETCTBYIOIIMX CIIy4asX OpraHU3ald O JIOOBIX U3MEHEHUSX, CYIIECTBEHHO BIMSIOMIMX Ha
MpOBEJICHUE UCCEA0BaHNUS U (UITN) YBEIMUMBAIONINX PUCK IJI CyOBEKTOB.

4.11. IlpencraBnenue nH(GOpMAIUK 1O OE30MACHOCTH.

4.11.1. 060 Bcex cepbe3HbIX HexenarenbHbIX sBiueHHsx (CHS) Heobxomumo
HEMEJIJICHHO COO00IaTh CIOHCOpPY, 3a uckiaoueHneM tex CHS, koTopeie B MpOTOKOJIE WU B
JIpyroM JIOKyMeHTe (Hampumep, B OpoIIope UcCienoBaTens) omnpeelieHbl Kak He Tpelyrolue
CPOYHOro pernopTupoBaHus. llocie NEpBUYHOTO CPOYHOTO COOOUIECHHS HEOOXOAWMO B
KpaTyalIe CpOKH TIPEICTaBUTh NOAPOOHOE MHUCbMEHHOE coobmenne. IlepBuuHbl U
NOCNEAYIOIUE  OTYEeThl JOJDKHBI  UACHTHU(PHUIMPOBATH CYOBEKTOB  HCCJIENOBAaHUS IO
NPUCBOGHHBIM MM YHHUKAQJIBbHBIM KOJAaM, a HE IO HMEHaM CYObEKTOB, IEpPCOHATbHBIM
UICHTU(PHUKAIIMOHHBIM HOMepaM U (uiu) aapecam. MccienoBarenb JODKEH Takke COOMOAATH
npUMEHUMBIe TpeOoBaHUs W TpeOoBanus mnpuioxenus Ne 11 k nHacrosmum I[IpaBuiam,
OTpeeNAoNne TMOPAJOK MPEICTaBICHUs] COOOLIEHUH O HENPEeABUACHHBIX CEPhE3HBIX
HE)KEeJIaTeNIbHbIX peakusaX yrnoJHoMoueHHbIM opradam u 9CO (HOK).

4.11.2. O60 Bcex HeXeNnaTeNbHBIX SBICHUAX M (WIM) OTKIOHEHHMAX J1a0OpaTOPHBIX
MoKa3aTene OT HOPMBI, ONpPEAENECHHBIX NMPOTOKOJIOM B Kauye€CTBE KPUTHUECKHUX JUISI OLEHKU
0e30macHOCTH, HEOOXOAUMO COOOIATh CIOHCOPY B COOTBETCTBHHM C TPEOOBAHUSMHU K
MPEICTABICHUIO COOOLIECHHI O HEKeNaTeNIbHBIX SBICHUSX B CPOKH, OINpe/IeJICHHbIE CIOHCOPOM B
IIPOTOKOJIE.

4.11.3.TIpu coOOmIEHUSX O CMEPTH HCCIENoBaTeNh O00s3aH TO 3ampocy CIIOHCOPA,
ynosHoMo4ueHHoro oprana u 2OCO (HOK) mnpemoctaButh J100yI0  TOMOJHHUTEIBHYIO
uHbopMaIuio (HampuMep, MPOTOKOJ BCKPHITHUS U TIOCMEPTHBIN ATTHUKPH3).

4.12. IlpexxieBpeMeHHOE TPEKpaIIeHUE WA IPUOCTAHOBKA UCCIIEAOBAHUS.
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Ecnu mo kakoii-mubo TpUYMHE UCCIEAOBaHUE TMPEXKICBPEMEHHO TMPEKPAIleHO MU
IPUOCTAHOBJIIEHO, ~MCCIIEIOBAaTENb (MEIULMHCKOE YUPEXKACHHWE) JIODKEH  HE3aMeUIMTENBHO
uH(pOpMHPOBaTh CyOBEKTOB HCCIIEIOBaHMSA, OOECIIEUUTh MM COOTBETCTBYIOLIME JICUEHHE U
HAOMIOIEHNE H, €CIM  TPEIYCMOTPEHO TMPUMEHUMBIMH  TpeOOBaHUSAMH, HHGOPMHUPOBATH
YIOITHOMOYEHHBIE opranbl. Kpome Toro:

4.12.1. Ecnu unccnenoBaTelb NPEXAECBPEMEHHO MPEKPAIAET WIM HPHUOCTaHABIUBACT
uccieoBaHue 0e3 MpeABapUTEIIBHOIO COIJIACHs CIIOHCOpAa, OH JOJKEH COOOIIUTH 00 3TOM
METUITMHCKOMY YUPEKICHUIO (€CIU MPUMEHUMO) B UCCIICIOBATENh (MEIUIIMHCKOE YUPEKICHHE)
JIOJDKEH He3aMeJUIMTeNbHO HpouHpopMupoBaTh 00 3ToM crnoHcopa u OCO (HOK) u
npenoctaButh crnoncopy u 9CO (HIK) noapodHoe 0ObsicHeHHE NPUYMHBI IPHOCTAHOBKU WIIH
IpeKpalleHus UCCIIeJOBaHUS B MUCbMEHHOH (opme.

4.12.2. Ecnu  cmoHcop TpeKpamiaeT WM [PUOCTaHABIMBAaET HCCienoBaHHE (B
COOTBETCTBUU C MyHKTOM 5.21 Hacrosmux [IpaBui), nccnenoBaTenb JOMKEH HE3aMETTUTEIHHO
COOOIUT, 00 ATOM MEIULUHCKOMY YUYPEKICHHUIO, TI/€ NPUMEHHMO, U HCCIeI0BaTelb
(MEIUIIMHCKOE YUYPEKICHHE) TOJKCH He3aMeIIUTeNbHO TpouHpopMupoBate 06 3tom ICO
(HOK) wm mpenmocraBure DCO (HDK) mnoapoOHOe mMHCEMEHHOE OOBSCHEHUE TMPUIHHBI
MPUOCTAHOBKH WJIM MPEKPAIICHUS UCCIIeI0BAaHUSI.

4.123. Ecim OCO (HOK) oKoHuUaTenbHO WM BpPEMEHHO OT3bIBaeT 000peHue
(3akTrOYeHHME) Ha MPOBElEHUE WccleAoBaHus (B cooTBercTBuM ¢ myHktamu 3.1.2 m 3.3.9
HacTtoaumx [IpaBui), uccienoBarenp JOKEH COOOIINUTE 00 3TOM MEAULIMHCKOMY YUPEXKIECHUIO
(eciii MPUMEHHUMO) M HMCCIIENOBATENb (MEIUITMHCKOE YUPEKIACHUE) NODKEH HE3aMeTUTEIIBHO
npouH(GOPMUPOBATh 00 3TOM CIIOHCOpPa U MPENOCTaBUTh CIIOHCOPY MOAPOOHOE OOBSICHEHHE
MPUYUHBI TPUOCTAHOBKY WJIA MPEKPAIEHUS UCCIEAOBAHUS B TMCEMEHHOM (hopme.

4.13. UTOroBbIi OTYET UCCIIENOBATEI.

[Ipn HE0OXOIMMOCTH IO 3aBEPIICHUH HUCCIIEI0BAaHUS HCCIEA0BATENb TOJKEH COOOUIUTD
00 5TOM MEAHMIIMHCKOMY YUYPEXKIEHHUIO; HCCIeA0BaTeNb (MEIULIMHCKOE YUPEXKIEHUE) MOTKEH
npenocraButh DCO (HOK) kpatkwii otder 00 HWTOrax HMCCIEIOBaHUS, a YIOJIHOMOYEHHBIM

opraHaM — Bce TpeOyeMbIe OTYETHI (B TOM YHCJIEC B BUJI€ COOOIIEHN).
5. Cnoncop

5.1. OGecnieueHune KauecTBa U KOHTPOJIb KauecTBa.
5.1.1. CnoHCcOp OTBe4aeT 3a BHEAPEHHE U TMOJJCPKAHUE CHUCTEM OOecredeHus] |
koHTpous kadectBa ¢ COIl, npuHATEIME B (pOpME MUCHMEHHOTO JOKYMEHTa, KOTOPhIE UMEIOT

CBOCH IeNIbI0 00ECTIeUnTh MPOBEICHUE WCCIEAOBAHUS, COOp, PETUCTPAIMIO W TMPEICTABICHHE
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JAHHBIX B COOTBETCTBUM C NPOTOKOJOM, HactosmuMu [lpaBuiaMu HW NOpPUMEHHUMBIMU
TpeOOBaHUSIMU.

5.1.2. CnoHcop oTBedaeT 3a 0OecleYeHHE COTrjacusi BCEX BOBJIEUEHHBIX CTOPOH Ha
MpeI0CTaBICHUE TIPSMOTO J0CTyNa (B COOTBETCTBUM ¢ ITyHKTOM 1.48 Hacrosumu IIpaBui) Bo
BCE YYaCTBYIOUIME B HCCIIEIOBAHUM IICHTPHI, KO BCEM MEPBUYHBIM JaHHBIM (IOKyMEHTaM) U
OTYeTaM B IEJISIX UX MOHUTOPHUHTA U ayJUTa CIIOHCOPOM, a TaK)KE€ MHCIEKI[UU HAIIMOHAJIbHBIMU
Y UHOCTPAHHBIMU YTIOJITHOMOYEHHBIMU OpPTaHaMH.

5.1.3. KoHTposb KadecTBa CIEayeT OCYIISCTBIATh Ha BCEX ATamax paOOThl C JaHHBIMH,
4TOOBI 00ECTIEYHUTh UX IOCTOBEPHOCTH U MPABUIBLHOCTH 00pabOTKH.

5.1.4. JloroBOpbl MEXJy CIIOHCOPOM U HCClieloBaTeleM (MEIULUHCKUM YUPEXKICHUEM )
Wi J1000# Apyroi ydacTBYIOLIEH B HCCIEIOBAaHUM CTOPOHOM JIOJKHBI OBITH COCTABIICHBI B
NUCbMEHHOMN (hOpME KaK YacTh MPOTOKOJA UM B KAUECTBE CAMOCTOSTENBHBIX JOKYMEHTOB.

5.2. KoHTpakTHas uccaeq0oBaTeNbCKasi OpraHu3anus.

5.2.1. CnoHCOp MOXKET MOJHOCTHIO WJIM YaCTHYHO Mepeaarh O0O0S3aHHOCTH U (DYHKIUH,
CBSI3aHHBIE C TPOBEJICHUEM HCCJIEAOBAHUS, KOHTPAKTHOW MCCIIEIOBATEIbCKOW OpraHu3alllH,
OJIHAKO OTBETCTBEHHOCTb 33 KAaU€CTBO U IOJIHOTY IOJIYYEHHBIX B XOJ€ HCCIIEJOBAHUS JTaHHBIX
opu 3TOM HeceT cnoHcop. KoHTpakTHass wuccienoBarenbcKkas OpraHu3anusl — JOJDKHA
OCYIIECTBIISATH MEPHI MO 0OECMIEYCHUIO U KOHTPOJIIO KaueCTBa.

5.2.2. Tlepenadya KOHTPAKTHOW HCCIEIOBATEIHCKOW OPTaHU3AIMU JIFOOBIX CBSI3aHHBIX C
UCCIIeIOBaHUEM 0053aHHOCTEH U QYHKIMH TOJDKHA OBITH TOKYMEHTAIBFHO oopMIiIeHa.

5.2.3. Bce cBsizaHHBIE C MCCIIEIOBAaHHEM OO0S3aHHOCTH W (YHKIIMH, HE TepeaHHBIC
KOHTPAKTHOM UCCJEI0BATENbCKOM OPraHU3allii, OCTAIOTCSI B KOMIIETEHIIMN CIIOHCOPA.

5.2.4. Bce, yto B Hactoamux [lpaBmiax kacaeTcsi CIIOHCOpa, TaKKe€ IPUMEHHMO K
KOHTPAaKTHOM MCCIIEIOBATEIbCKOM OpraHu3allud B TOW Mepe, B KOTOPOM KOHTpPAaKTHas
HCCJIeIOBATENbCKAsl OpraHu3alysl NpUHUMAEeT Ha ceOs 00A3aHHOCTH M (DYHKLHHU CIIOHCOpa IO
MIPOBEICHUIO UCCIIEIOBAHMUS.

5.3. MeauumHcKas 3KCIepTU3a.

CrioHCOp  JTOJDKEH  Ha3HAuuTh O0JIaJaloniMii  COOTBETCTBYIOIIEW — MEAMIIMHCKON
KBaJIM(UKALMEN MepcoHa, KOTOPbIi T0JKEH ObITh BCEria JOCTYIEeH 7Sl PeLICHUs CBS3aHHBIX C
HCCJIEIOBAaHHEM BOIMPOCOB MEIUIIMHCKOro Xapakrtepa. [Ipm HeoOXoaumocTu uis 3TOH Ienu
MOTYT OBITH IPUBJICYCHBI BHEIITHHE KOHCYJIHTAHTHI.

5.4. Jluzaitn ucciaeoBaHus.

5.4.1. CrioHCOp AOJDKEH MPUBJIEKATh KBATH(UITMPOBAHHBIX JIMIT (HAPUMEP, OMOCTATUCTHKOB,
KJIMHIYECKUX (hapMaKoJIOTOB, Bpadei) Ha BCEX ATarax MCCIEOBAHUS — OT Pa3pabOTKH MPOTOKOIA,

WPK u nniaHa CTaTUCTHYECKOTO aHAIM3a JI0 IOATOTOBKU MPOMEXYTOYHOTO U (PUHAIBHOTO OTYETOB.
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5.4.2. CnoHCOp JOMKEH yUWTHIBaTh TpeOOBaHUS Mojpaszjaena 6 HACTOSIIEro pasfena u
npunokeHus Ne 11 k HacrosiiuuMm [TpaBuiam.

5.5. MeHeKMEeHT uccieoBanusi, paboTa ¢ JaHHBIMU U BEJICHUE TOKYMEHTAIIUH.

5.5.1. CnoHcop 00s3aH MpUBIEKaTh OOJAJAIOIIMX COOTBETCTBYIOIIEH KBalu(HUKanuen
JUI A7 00IIero pyKoBOJACTBA HCCIEAOBaHUEM, paOOThl C JaHHBIMU, BepU(PUKALUU TaHHBIX,
MPOBEJICHUS CTATUCTUYECKOTO aHAIH3a U MOATOTOBKH OTYETOB 00 MCCIICOBAHUU.

5.5.2. CioHCOp MOXKET NMPHUHSITH pelicHre 00 00pa30BaHWM HE3aBHCHMOTO KOMHUTETA IT0
MOHUTOPUHTY HAaHHBIX (mamee — HKMJI) nist paccMoTpenust Xoaa KITMHAYECKOTO UCCIICIOBAHUSA,
BKJIIOYAsi pACCMOTPEHHUE JAHHBIX MO0 0€30MaCHOCTA M OCHOBHBIX MapameTpax 3¢(HeKTUBHOCTH, a
TakKe M1 BBIPAaOOTKHM PEKOMEHJAIM CIIOHCOPY O IeNecO00pa3HOCTH IPOJIOJIKCHHS,
MpeKpalieHusl MCCIeIOBaHUs WM BHeceHHs: B Hero usmeHeHuid. HKMJ[ pomxeH umets
OTIEpallMOHHBIE TIPOLeaAyphl B ()OpME MUCHMEHHBIX JOKYMEHTOB M BECTH 3aIlUCH BCEX CBOMX
3aceIaHui.

5.5.3. Ilpu ucnonb30BaHUU INEKTPOHHBIX CUCTEM 71l pabOTHI C JAaHHBIMU HUCCIIEIOBAHUS
U (MITH) JIEKTPOHHBIX CHCTEM yIaJICHHOTO JOCTYMA K JaHHBIM CIIOHCOP JTOJIKEH:

obecrieunTh W JIOKYMEHTaJbHO O(OPMHUTH COOTBETCTBUE CHCTEM DJIEKTPOHHOM
00pabOTKM [aHHBIX YCTAaHOBJIEHHBIM CIIOHCOPOM TpeOOBaHUSAM K IMOJHOTE, TOYHOCTH U
HAJCKHOCTH JAaHHBIX, a TakkKe CTa0WIbHOCTh JIOCTIDKEHUS TpeOdyeMoro pesyibTara
(Banmmanmo);

nmeTh COII mo uCIoIb30BaHUIO THX CHCTEM;

obecrieunTh pabOTy CHUCTEM TaKUM OOpa3oM, YTOOBI MOXKHO OBLIO M3MEHSTH JaHHBIC U
IIPU 5TOM BHOCHMBIE U3MEHEHUs OBbLIN ObI 33 JTOKYMEHTHPOBAHKI, a paHee BBEJICHHbIC JaHHBIC HE
ObLTH OBl yAaNIeHBI (TO €CTh UMEJICS «JOKYMEHTATbHBIN CIIEN);

MMETh CHCTEMY 3alllUThI, MPEAOTBPALIAIONIYI0 HECAHKIIMOHUPOBAHHBIN JOCTYyN K
JTAHHBIM;

OTpEeACTUTh TIEPEeUeHb JIHIl, HAJECICHHBIX MPaBOM BHOCHUTh HM3MEHEHHs B HaHHbIE (B
CcOOTBEeTCTBUU C yHKTaMu 4.1.5 u 4.9.3 nacrosimux [IpaBun);

obecreunBaTh aJIeKBaTHOE PE3EPBHOEC KOMUPOBAHUE JTAHHBIX;

COXPaHATh MacCKHUPOBKY B HCCIIEJJOBAHUSX, MPOBOJUMBIX CIEIBIM METOJOM (COXpPaHSATh
MAaCKHUPOBKY IPH BBOJIE U 00pabOTKE TaHHBIX).

5.54.Ecnu B mporecce oOpabOTKM JaHHBIE TpaHCHOPMUPYIOTCS, BCerna JOJDKHA
CyIIECTBOBATh BO3MOXXHOCTh CPAaBHEHUS UCXOIHBIX JAHHBIX C 00pa0OTaHHBIMH.

5.5.5. CioHCOp MOKEH MCTIOIB30BaTh YHUKAIBHBIN HICHTU(PUKAIIMOHHBIN KO CyOBheKTa
(B cootBeTcTBHM ¢ MyHKTOM 1.11 HacTtosammx [IpaBui) mo3BoNsIOMmNUN UASHTHPHUIMPOBATH BCE

JaHHBIE TI0 KAKJIOMY CYyOBEKTY.
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5.5.6. CrioHCOp WM JIpyrue Bialeibllbl JaHHBIX JOKHBI XPAaHUTh BCE OTHOCSIIHMECS K
CIIOHCOPY OCHOBHBIE€ JOKYMEHTBHI MO HCCIEIOBAaHUIO (B COOTBETCTBUU C MOJApa3IeioM &
HACTOSIIIETO pa3zeiia).

5.5.7. CnoHCOp JDOJKEH XpaHWUTh BCE OTHOCAIIMECS K HEMY OCHOBHBIE JIOKYMEHTHI IO
UCCIICIOBAaHHIO B COOTBETCTBHM C MPUMEHHMBIMH TpeOOBAaHUSMHU 3aKOHOAATEIHCTBA
rOCyAapCTB-4JICHOB, B KOTOPBIX MpemapaT oJo0peH u (W) B KOTOPBIE CIIOHCOP COOMpaercs
00paTuTHCS 32 010OpPEHUEM.

5.5.8. Ecniu crioHCOp mpekpamaeT KIMHHYECKYI0 pa3pabOTKy HCCIEIyeMOro Ipenapara
(o0 OHOMY WJIM BCEM TOKa3aHUSM, IyTSAM BBEICHHs, JIEKAPCTBEHHBIM (opMam), OH TOJIKEH
XPaHUTb BCC OTHOCAIIUECCA K CIIOHCOPY OCHOBHBIC NOKYMCHTHI IO UCCIICAOBAHHUIO B TCUCHUC 110
KpaitHeil mepe 2 JieT ¢ MOMEHTa O(UIIMATBHOTO MPEKPAIICHUS pa3padOTKH WIH B COOTBETCTBUU
C IPUMCHUMBIMHU TpC6OBaHI/I$IMPI.

5.5.9. Ecntu coHCOp mpekpaliaeT KIMHUYECKYI0 pa3padoTKy HCCIEeIyeMOTo Mpemnapara,
OH JIOJDKEH COOOImUTh 00 3TOM BCEM YYACTBYIOIIMM B HCCJIEIOBAHUU UCCIEIOBATENISIM
(MEIUIIMHCKUAM YUPEKIECHUSAM) U YIIOJTHOMOYEHHBIM OpraHaMm.

5.5.10. Ilepenaua nmpaB cCOOCTBEHHOCTH Ha JaHHBIC JOJDKHA OBITH JOBEJACHA IO CBEIICHUS
YIOJTHOMOYEHHBIX OPraHOB B COOTBETCTBUHU C MPUMEHUMBIMH TPEOOBAaHUSMHU.

5.5.11. OTHOCsIIMECS K CIOHCOPY OCHOBHBIE TOKYMEHTHI IOJKHBI XPAHUTHCS HE MEHee 2
JIET TIOCJIE YTBEPKACHUS MTOCIIEIHEN 3asBKU HAa PErUCTPALMIO IIpenapara B rocy1apCTBe-4wICHE U
0 TeX MOop, MOKa HU OJHA M3 3asBOK HE OyJeT HAaXOIUThCS Ha PACCMOTPEHWH W HE Oyjaer
IUTAHUPOBAThCSI HOBBIX 3asBOK, WJIM HE MeHee 2 JIeT Mocie OQHUIMAIbHOTO IMpeKpalleHus
KIMHUYECKOH (ha3bl pa3pabOTKH HCCIeAyeMOro npemnapara. OTU JOKYMEHTHI TOJKHBI XPaHUTHCS
Oosiee ATUTENBHBIA CPOK B Cly4yae, €ClIM 3TO MPEAyCMOTPEHO MPUMEHUMBIMU TpeOOBaHUSIMU
WJIM HEOOXOIUMO CITIOHCOPY .

5.5.12. CrioHcop AOMKEeH B THUCBMEHHOW ¢opMe HWHOOPMHUPOBATH HCCIEAOBATEIICH
(MEIUIIMHCKUE VYYPEXKICHUS) O HEOOXOJMMOCTH XpaHEHHUsS CBSI3aHHBIX C HCCIEIOBAHUEM
33HI/ICGI>'I, a TaKKC MNHUCBMCHHO MH3BCCTHUTh HX, KaK TOJBKO HGO6XO,Z[I/IMOCTI/I B IIB.JIBHGfIHIGM

XpaHEHHUH He OyJIeT.

5.6. Be1bop uccnenoBarens.

5.6.1. CoHCOp HeceT OTBETCTBEHHOCTh 3a BBIOOp HCCIeNOBAaTeNie  (MEIUIIMHCKUX
yupexxaenuil). Kaxnaplii nccnenoBarens JODKEH HMETh KBAIM(HKALMIO, OMNBIT U pecypchl (B
coorBeTcTBUU ¢ nyHKTamMu 4.1 u 4.2 wHacrosmmx [IpaBui), AOCTaTOYHBIE IJIsi TPOBEICHHS

HCCIICAOBAHUA, IS KOTOPOro OH BbI6paH. Ecmu B MHOI'OIICHTPOBBIX HCCIICAOBAHUAX HeO6XO,I[I/IMO
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OpraHU30BaTh KOOPIMHALMOHHBIM KOMHUTET U (WiIM) BbIOpaTh KOOPIMHATOPOB U3 4HUCIA
HCCIIeIOBATeNeH, TO 3TO SBISIETCS 00S3aHHOCTBIO CIIOHCOPA.

5.6.2. Jlo moanucanus JoroBopa C HccieaoBareiaeM (MEIUIMHCKUM YUYPEKICHHEM) Ha
IPOBE/ICHUE HCCIIEIOBaHMUs CIIOHCOP JIOJDKEH IPENOCTaBUTh HCCIEN0BATEN0 (MEIULMHCKOMY
YUPEKACHUIO) TPOTOKOI M OpoIIopy HCCiefoBaTels B TeKylled pelakuud | J1aTh
UCCIIEIOBATEN0 (MEIUIIMHCKOMY YYPEXIECHUI0) TOCTaTOYHOE BpEMs Ui O3HAKOMIICHHUS C
IPOTOKOJIOM U TIPEAOCTAaBICHHON HH(OPMAIHEH.

5.6.3. CrioHCOp JIOIDKEH MOTYYHUTh COTJIACHE UCCIe0BaTeN s (MEAMIIMHCKOTO YUPEKICHS) Ha:

NPOBEJICHUE MCCIIEI0BaHUU B COOTBETCTBUM C HACTOSALIMMH [IpaBuimaMu ¥ NMpUMEHMMBIMU
TpeOOBaHUSIMU (B COOTBETCTBUHM ¢ IMyHKTOM 4.1.3 Hacrosmmx [IpaBui), a Takke ¢ MPOTOKOJIOM,
COTJIACOBAaHHBIM CO CIOHCOPOM M paspemnieHHbIM (omo0pennsiM) DCO (HOK) (B cooTBeTcTBHH C
nyHKTOM 4.5.1 HacTosmux [Ipasun);

coOJTI0IeHHE TPOTICAYPHI PETUCTPalUK (TTPEACTABICHUS ) TaHHBIX;

NIPOBEICHUE MOHMTOPWHIA, ayJuTa W HMHCHEKUUH (B COOTBETCTBUM C IyHKTOM 4.1.4
Hactosux [IpaBun);

XpaHEHUE OCHOBHbBIE JIOKYMEHTBI, CBSI3aHHBIE C MCCJIEIOBAaHUEM, 0 TeX IOp, IOKa
CIIOHCOpP HE COOOLIUT HCCIIEAOBATEN0 (MEIUIMHCKOMY YUYPEXKAEHHUI0), YTO 3TH JOKYMEHTHI
OoJbIe He TpeOyroTes (B cOOTBETCTBHU ¢ yHKTamu 4.9.4 u 5.5.12 nacrosmux [Ipasun).

CrnoHcop u uccienoBarenb (MEAUIMHCKOE YUPEKIEHHUE) NOJKHBI OANUCATh JOKYMEHT,
MOATBEPKIAIOIINN ITO COIJIACHE.

5.7. Pacnipenenenue 00s13aHHOCTEH.

Jlo Havaja uccie10BaHus CIIOHCOP J0JKEH YCTAaHOBUTH M PACIPECIIUTh BCE CBA3aHHBIE
C MCCJIEIOBAHNEM O0SI3aHHOCTH U (PYHKIIUH.

5.8. KommieHncanmu cyObeKTaM MCCIeIOBaHUS U HCCIIEIOBATEIISIM.

5.8.1. Ecntm  mpeaycMOTpeHO TNPUMEHHUMBIMH  TPEOOBAHHMSIMHU, CIIOHCOP JIOJDKEH
o0ecrneunTh CTpaxOBaHHWE WJIM TapaHTUPOBATh IOPUIUYECKYI0 U (DUHAHCOBYIO MOJACPKKY
uccienoBarens (MEIUIMHCKOTO YUYpEXKIEHHUs) B Cilydae HpPEIbsBICHUS UM INPETEH3HUH,
CBSA3aHHBIX C HCCJIEIOBAaHUEM, 3a MCKJIIOUYEHHEM TeX IPETEH3UM, KOTOpble BO3HHUKIHU B
pe3yJpTaTe yMbICIa WIM HEOCTOPOKHOCTH CO CTOPOHBI HCCIENOBATENsl WIH WIECHOB
UCCIIEI0BATEIBCKOTO KOJIJIEKTHBA.

5.8.2. IlpaBuna u mnpoueaypsl CHOHCOpA JOJDKHBI IPEAyCMaTpUBATh BO3MEILEHUE
pacxolloB Ha JieueHHE CYOBEKTOB B Cllydae MPUYMHEHHS Bpeda WX 370POBBIO B PE3yNbTaTe UX
y4acTHsl B UCCIIEIOBAaHUH B COOTBETCTBUH € IPUMEHUMBIMH TPEOOBAHUSIMH.

5.8.3. Ecnmu cyObekThl HCCIIEOBAaHUs IOJyYalOT KOMIIEHCAIMIO, MOPSI0K U CIOCco0

KOMIICHCAlIU NOJIKHBI COOTBETCTBOBATH MPUMCHUMBIM Tp€60BaHI/IHM.
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5.9. ®unaHCUpOBaHHUE.

DUHAHCOBBIE ACTIEKTHI MCCIIEOBAHMS JOJDKHBI OBITh JOKYMEHTAJIbHO O(OPMIIEHBI B BUE
JIOTOBOPA MEKTy CIOHCOPOM U MCCIIEeI0BATENEM (MEIUIIMHCKUM YUPEKICHUEM).

5.10. YBenomieHue yIOJTHOMOYEHHBIX OpPraHoB (Togada 3asBKA B YIOJTHOMOYCHHBIC
OpraHbl).

Jlo Hayana KJIMHAYECKOTO HCCIIEAOBAHUS CIOHCOp (WJIM CIIOHCOP COBMECTHO C
HCCIIEZIOBATENIEM, €CITU 3TO MPEAYCMOTPEHO NMPUMEHUMBIMU TPEeOOBAHUSIMH) JIOJKEH IOAATh B
COOTBETCTBYIOILIME OpraHbl Bce TpeOyeMble 3asBKU Ui UX PACCMOTPEHUS, MPUHATHS U (WIHN)
MOJTyYeHUs] pa3pelieHuss Ha TPOBEJCHUE WCCIENOBaHUS (B 3aBHCUMOCTH OT TPUMEHHMBIX
TpeboBanmii). Bce yBemomiieHus (3asiBKM) TODKHBI OBITH MMETh JIATY U COAEPXKATh JIOCTATOYHYIO
UH(OPMAIHIO IS UICHTU(PUKAIIMI ITPOTOKOIA.

CrnioHcop nHGOPMHPYET YIIOITHOMOYECHHBIA OpraH O Hadaie KIMHUYECKUX MCCIIeJOBaHUI
B MOPSJIKE, YCTAaHOBJIEHHOM 3aKOHOJATeIbCTBOM rOCYJapCTBa-UJICHA.

5.11. lloxnreepxkaenue paccmorpenust 2CO (HOK).

5.11.1. CnoHCOp [OJKEH MOIYYUTh OT UCCIEA0BATENS (MEAULMHCKOTO YUPEKACHUSA):

cBeneHns o HamMeHoBanuu u aapece DCO (HOK) wuccnemoBarens (MeTUIIMHCKOTO
YUPEIKICHUSA);

noareepxkaenue or DCO (HOK) toro, uro oH opraHu3oBaH M JAEUCTBYET COTJIACHO
HacTosmuM [IpaBuiiamM 1 3aKOHOIATENLCTBY COOTBETCTBYIOIIETO TOCY1apCTBA-UJICHA;

JOKYMEHTaIbHO oopMieHHOE o100penue (3akmoucHue) DCO (HOK) u mo TpedboBanmto
CIIOHCOpa KOMHIO TEKyIIeH BepcHH MpPOTOKOJA, MUChMEHHOW (opMbl HWH(GOPMHUPOBAHHOTO
coriacusi ¥ JIOOBIX APYTUX MPEIOCTABISIEMBbIX CyOBEKTaM MUCHMEHHBIX MaTEpPHANiOB, a TaKKe
ONMCaHKWe JCHCTBUI MO MPUBJICYCHHUIO CYOBEKTOB K YYAaCTHIO B HMCCJIEIOBAHUHU, JTOKYMEHTOB,
OTHOCSIINXCS K TPETYCMOTPEHHBIM JJIsi CYOBEKTOB BBHIIIATAM W KOMIICHCAIMSAM, M JFOOBIX
HHBIX JOKyMEHTOB, KOTOpbIE MOTJIH ObITh 3aTpedoBansl DCO (HOK).

5.11.2. Ecniu DCO (H3K) o0ycnoBnuBaeT BbAayy CBOETO OIOOPEHHS (3aKITIOUEHUS)
BHECCHHEM M3MEHEHHUH B Kakue-TuOO OKYMEHTHI MCCIIEOBAHUS, HAaIpUMEp, B IMPOTOKOI,
NUCBMEHHYI0 (popMy HMH(POPMHUPOBAHHOTO COTJIACHSI WIIM MHBIE TPEAOCTaBIIsIEMbIe CyOBEKTaM
NUCbMEHHBbIE MaTepuanbl | (WIM) Apyrue MNpoUeAypbl, MPUHATHIE B MUCBMEHHOU (dopme,
CIIOHCOP [JOJDKEH TMOJY4YUTh OT HcclefoBarens (MEIUIUHCKOTO YUYPEKICHHs) KOIUU
U3MEHEHHBIX JIOKYMEHTOB C yKa3aHHEeM JaThl MOJYYeHHOTo oao0penus (3axmoueHus) 3CO
(HOK).

5.11.3. CrioHCOp MOJDKEH TOJMYyYHUTh OT HCClenoBaTeNs (MEIUIIMHCKOTO YUYPEKICHHUS )
JOKYMEHTALUIO C YKa3aHUEM JiaThl MOBTOPHBIX paspewenuii (onoopenuit) 9CO (HOK), a takxe

periennii 00 0T3bIBE WM MPUOCTAHOBKE PaHEE BHIIAHHOTO OJJOOPECHHUS (3aKIIIOUCHUS).



33

5.12. Uadopmarus o6 uccieayeMbIX Ipenaparax.

5.12.1. Ilpu ninaHMpOBaHUM UCCIIEIOBAaHUI CIIOHCOP JOJDKEH pacrojiaraTh JOCTaTOYHBIM
00BEMOM TIOJTYYCHHBIX B JOKIMHHYECKUX W (WJIM) KIMHUYECKUX HCCIEIOBAaHMAX MAHHBIX IO
6e3onmacHOCTH M 3 (HEKTUBHOCTH, OMPABIBIBAIONINX MPUMEHEHHE HCCIICyeMOTo Tpernapara ¢
UCIIONB30BAaHUEM COOTBETCTBYIOIIMX TMyTe BBEACHHS H JI03 TMPU COOTBETCTBYIOIIEH
JUTUTENIFHOCTH U B COOTBETCTBYIOIIEH MOMYJISLNU CyObEKTOB UCCIIEJOBAHUS.

5.12.2. CioHCOp A0JKEH OOHOBJIATH OPOIIIOPY HCCIICAOBATENS M0 MEpe MOyUCHUST HOBOU
CYIIIECTBEHHOU MH(pOopMaIHH (B COOTBETCTBUHU TIOPA3/ICIIOM 7 HACTOSAIIETO pa3eia).

5.13. IIpou3BoACTBO, YIIaKOBKa, MAPKUPOBKA M KOJUPOBAHUE MUCCIIEYEMbIX MPErnapaToB.

5.13.1. CnoHcOop momKeH oOecredyuTh, 4TOObI HCcielyeMble MpenapaTsl (BKIOYas B
COOTBETCTBYIOIIMX  ClIydasX AaKTUBHBIC IpermapaTbl CpaBHEHUS H  Iulanebo) uMenu
XapaKTEePUCTHKH, COOTBETCTBYIOIIME CTAaauM pPa3pabOTKM JaHHBIX TpEnapaToB, OBLIH
MPOU3BENEHBl COIJIACHO TMPUMEHUMBIM TpeOOBaHUSAM  HaAJeXalled MPOU3BOJCTBEHHOU
MPAKTUKA U B COOTBETCTBYIOIIUX CIy4yasX 3aKOJUPOBAHbI M MapKHPOBAHBI TaKUM 0OO0pa3oM,
4TOOBI 00ECHeUnTh 3alIUTy MAacKupoBKU. Kpome TOro, MapkupoBKa JOJKHA COOTBETCTBOBATH
PUMEHUMBIM TPEOOBAHUSIM.

5.13.2. CrioHCOp [HNOKEH OMNPEACNHNTh IS MCCIEAYEMBIX IpENnaparoB TeMIepaTypy
XpaHEHUsl, YCIOBHs XpaHEHUs (HAmpUMeEp, B 3aIIMIIEHHOM OT CBETa MECTE), CPOK XPaHEHHS,
pacTBOpUTENM U TPOLEAYPHI AN Pa3BelEHUS U BOCCTAHOBICHMSA, a TaKXKe, €CIM TaKOBbIC
IPEIyCMOTPEHBI, YCTPOUCTBA ISl BBeAeHUS NpenapaTa. CroHCOp M0IDKeH MHPOPMHPOBATH 00
3TUX TpeOOBaHMIX BCE BOBJICUEHHBIE CTOPOHBI (HANpUMEP, MOHHUTOPOB, HCCIEAOBATENCH,
MIPOBU30POB, JIHI, OTBETCTBEHHBIX 32 XpPaHEHUE).

5.13.3. Mccnenyemble npenapaTsl JOJDKHBI OBITh YIIAKOBAaHBI TaK, YTOOBI PEAOTBPATUTD
UX 3arpsA3HEHHE M O0ECIeYHTh WX COXPAHHOCTh (TPUTOAHOCTH) TPU TPAaHCIIOPTUPOBKE W
XpaHEHUHU.

5.13.4. lna wuccnenoBaHud, B KOTOPBIX HCIONB3YETCA CIENOW METOMA, CcHucTeMa
KOJMPOBAHUS UCCIIEYEMOro IpernapaTta J0/DKHA BKIIOYATh B €€0sl MEXaHU3M, MO3BOJISIOLINA B
OKCTPEHHBIX CIy4asx OBICTpPO WISHTH()UIIMPOBATH TpemapaT, HO B TO K€ BpeMs He
JIOTTY CKaIOIUH BO3MOKHOCTH HE3aMETHO PACKPBITh KOJI.

5.13.5. Ecniu nekapcTBeHHass (¢opMa HcCIeayeMoro Tpenapara WM Ipernapara
CpaBHEHHMs Ha KIMHHYECKOM »JTale Hu3ydyeHus Oblla CYIIeCTBEHHO M3MEHEHa, TO 0
UCTIOJIb30BaHUSI HOBOH JIEKAPCTBEHHOW (POPMBI B KIIMHUYECKUX HCCIIETOBAHUSIX JOJDKHBI OBITH
MOJTyYEHbl Pe3yJIbTaThl JOIMOJHUTEIbHBIX HCCIEIOBAaHUN [aHHOW JIeKapCTBEHHON (opMbl

npenapara (Hampumep, cTaOUIBHOCTH, PACTBOPUMOCTH, OMOJOCTYIMHOCTH), HEOOXOAUMBIE IS
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OLICHKHU TOro, CIIOCOOHBI JIn JaHHBIC HU3MCHCHUA CYHICCTBCHHO IIOBJIUATH Ha

(apMaKOKMHETHYECKHI TPOUIIb TIpenapara.

5.14. ITocTaBka uccieyeMbIX MPenapaToB U MpaBuiia 0OpaIieHus: ¢ HUMHU.

5.14.1. CioHcOp OTBedaeT 3a MOCTaBKY MCCIEN0BATEN0 (MEIUIIMHCKOMY YUPEXKICHUIO)
UCCIIEyeMOro Mpenapara.

5.14.2. CrioHCcOp HE JAOHKEH TMOCTaBIsATh HCCIEAYEMBId TIpemapar WCCIIeI0BaATEINIO
(MEIMIIMHCKOMY YUPEXKIEHHUIO) JI0 TeX MOp, MOKa HE MOJYUYUT BCIO TpeOyeMylo TOKyMEHTAILIHUIO
(manpumep, onobpenue (3axmouenne) ICO (HOK) u yrnoimHOMOUEHHBIX OPTaHOB).

5.14.3. TluceMeHHbIe MPOLETyphl CIIOHCOPA TOJHKHBI BKIIIOYATh B ce0si MHCTPYKLUHU JUIS
uccienoBarens (MeIUIMHCKOTO YUPEKICHHS ) 10 MPaBUIaM XPaHESHHS UCCIIeTyEeMOro mpernapara
U oOpaleHus ¢ HUM, a TaKKe M0 BEJACHUIO COOTBETCTBYIOIIEH MOoKyMeHTauuu. [Ipomemypsi
JOJIKHBI ONKCHIBaTH 0€30MacHOe MOJyuyeHue HCCleAyeMoro npemnapara, oopamieHiue ¢ HUM, ero
XpaHEHUE W BbIauy, U3bATHE HEUCIOJIH30BAHHOTO HCCIEAYEeMOTo MpernapaTa y CyObeKTOB U
BO3BpPAT €ro CHOHCOpY (JIMOO MHOE paclopsHKEHHE HEUCIIONb30BaHHBIM MpPENapaToM, €Clid 3TO
CaHKIIMOHMPOBAHO CIIOHCOPOM M COOTBETCTBYET MPUMEHUMBIM TPEOOBAHUSM).

5.14.4. CrioHCOp AOJIKEH:

o0ecnevYnTh CBOEBPEMEHHYIO MTOCTABKY HUCCIEyeMbIX MPENnapaToB UCCIEA0BATEIIM;

JIOKYMEHTHUPOBATh MOCTABKH, MOJIyYCHHE, BhIAUy, BO3BPAT U YHUUTOXKEHHE (JTMOO MHOE
pacropspKeHne) HMCCIeTyeMbIX MpernapaTtoB (B COOTBETCTBUU C IOAPA3ACIOM § HACTOSIIETO
pasnena);

MMETh CHUCTEMY BO3BpaTa HCCJIEIyeMOro mpernapara U JOKYMEHTHPOBAHUS MOAOOHOTO
U3BATUS (HampuMep, OT3bIBa OpaKOBaHHOTO IperapaTa, BO3Bpara mperapara 1mocjie OKOHYaHUs
UCCIICIOBAaHHS WIIH TIO UCTEYCHHUH CPOKA TOTHOCTH);

UMETh CHCTEMY YHHUUYTOXXEHHUS (JIMOO WHOTO pacHoOpsDKEHHs) HEHMCIONb30BaHHbBIX
UCCIIEyeMbIX TMpenapaToB M JOKYMEHTUPOBAHMS TMOAOOHOTO YHHUYTOXEHHUs (100 HHOTO
paciopsiKEHUS).

5.14.5. CrioHCOp JOJIKEH:

NPUHIATH MEpPbl MO OOECHEYeHHI0 CTAaOMIBHOCTH UCCIEAYyEeMbIX IpernaparoB Ha
MPOTSKEHUH BCETO MEePHO/Ia UCTIOTb30BAHMUS;

UMETh JIOCTAaTOYHOE KOJHMYECTBO HCIOIB3YEMOI0 B  HCCIICIOBAHHMAX HCCIIETYEMOro
npernapaTa, 9ToObl TIOATBEPIUTh B CITydae HEOOXOAMMOCTH €ro COOTBETCTBHE CHEIU(PHKAIHM, a
TaKKe BECTH yUYeT aHAIM30B U XapaKTepUCTHK 00pasloB Mpenapara u3 naptuu. B 3aBucumoctu ot

CTaOUIBLHOCTH 06pa3m>1 JOJDKHBI OBITH COXpPaHCHBI 1160 J0 OKOHYaHUWA aHajln3a JdaHHBIX IIO
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HCCTIeIOBAaHMIO, TNOO B TEUEHHE CPOKA, OMPEICIICHHOTO MPUMEHUMBIMH TPEOOBAHUSIMH, UCXOJIS U3
TOTO, KaKOH MEPUOJI SBISIETCS OOJIee [UTUTETHHBIM.

5.15. JlocTtyn K AOKyMEHTAIMU IO UCCIIEOBAHMUIO.

5.15.1. CrioHCOp AOJKEH MpeayCMOTPETh B MPOTOKOJE WIM HWHOM COTJIAlI€HUU
00s13aHHOCTh HCcClieoBaTeNsl (MEIULIMHCKOTO YUpEeKIEHUs) O0ECHeuuTh NpSIMOM JOCTYyN K
NEPBUYHBIM JaHHBIM (JOKYMEHTAlMK) JUIsl 1eJe MOHMTOpHUHTIa, ayauTa, sKkcreptusbsl DCO
(HOK), a Takke MHCIIEKIIMN CO CTOPOHBI YIIOJTHOMOYEHHBIX OPraHoB.

5.15.2. CrioHcop nmOmKeH yOemuThCs B TOM, YTO KaXAbIH CYOBEKT Jajl MUCbMEHHOE
corijacue Ha MPsSMOM JOCTyHm K €ro OpUTrMHAIBHBIM MEIWIIMHCKAM 3allucsiM s Iienei
MOHUTOpUHra, ayaurta, skcneptuzsl OCO (HOK), a Takke HMHCHEKIMH CO CTOPOHBI
YIOJIHOMOYEHHBIX OPT'aHOB.

5.16. Uadopmarus 1o 6€30MacHOCTH.

5.16.1. CioHcop oOTBeuaeT 3a TMOCTOSHHYIO OIICHKY O€30MacHOCTH HCCIEIyeMbIX
MpemnapaToB.

5.16.2. CioHCOp JOJKEH HE3aMEMJIMTENBHO YBEAOMUTh BCEX 3aHSATHIX B UCCIIEIOBAHUU
uccienoBarened (MEIUIIMHCKUE YUPEXKACHHUS), a TaKXKe YIMOJHOMOUYEHHBIE OpraHbl o
MOJyYEHHBIX JAaHHBIX, KOTOpPblE MOTYT HEOJarompusiTHO OTpa3uThCsi Ha 0e30MacHOCTU
CyOBEKTOB, MOBIHITH HA MPOBEACHHUE UCCIEIOBAHUS MO0 U3MEHUTH OJ00pEHUE (3aKITIOYCHHE)
2CO (HOK) Ha npoaomkeHre UCCIIEI0BAHMUS.

5.17. CooO1ieHns 0 HeXKeNATeTbHBIX PEAKITHSIX.

5.17.1. CioHcOp [TOJDKEH B BO3MOXHO 0Oo0jiee KOPOTKHMH CpOK COOOIaTh BCEM
Y4acTBYIOUIMM B HCCJIEIOBAaHUM HCCleoBaTensIM (MeAuIMHCKUM yupexaeHusm), 2CO (HOK)
pU HEOOXOAUMOCTH, a TAK)KE YIIOJIHOMOYEHHBIM OpraHaM 000 BCEX HEKENATECIbHBIX PEAKIIHIX,
KOTOpbIE OJTHOBPEMEHHO SIBIISIFOTCS] CEPhE3HBIMU U HEMPEABUICHHBIMH.

5.17.2. Takue cpouHble COOOIIEHUS JODKHBI COOTBETCTBOBATH  MPUMEHHMBIM
TpeboBanusaM u npunoxernto Ne 11 k Hactosaumm [IpaBunam.

5.17.3. CnoHCOp AOJKEH IMpPEACTaBIATh HAa PACCMOTPEHHUE YIIOJIHOMOUYEHHBIM OpraHam
BCE€ HOBBIC JIAHHBIE W TMEPUOJAMYECKHE OTUETHI MO OE30MacHOCTH HMCCIIEIYyEeMOTO Ipernapara B
COOTBETCTBUU C MPUMEHUMBIMH TpeOoBaHUsAMH U TipuiokeHreM Ne 11 k Hacrosmum [IpaBunam.

5.18. MOHUTOpUHT.

5.18.1. Llens.

[lenpt0 MOHUTOPHUHTA UCCIIEIOBAHUS SIBIISIETCS MPOBEPKA TOTO, YTO:

rpaBa 1 0JIaronoy4re CyObeKTOB 3allUIICHBI;

TIpe/ICTAaBJICHHbBIC JAHHBIC SIBISIFOTCS] TOYHBIMU, TIOJTHBIMU U TIOATBEPKIAIOTCS TIEPBUYHOM

JIOKYMEHTALUEH;
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HCCJICAOBAaHUC IIPOBOAUTCA B COOTBCTCTBHU C yTBer(,HeHHOﬁ TeKymefI Bepcneﬁ

IPOTOKOJIA (TTOTPaBOK K HEMY), HacToALMX [IpaBuil 1 MpUMEHUMBIMU TPEOOBAHHUSIMH.

5.18.2. Be160p MOHUTOPOB U MX KBaJH(PUKALIKS.

MOHUTOPBI TOJKHBI HA3HAYATHCSI CTIOHCOPOM.

MoHHTOpPBI JOJKHBI HMMETh COOTBETCTBYIOLIYIO MOJATOTOBKY, a TakXke 00igagarh
HAYYHBIMH U (WJIM) KIMHUYECKUMHU 3HAHUAMHU, HEOOXOAMMBIMU IJI MPOBEICHUS HAATEKAIETO
MOHUTOpPHHTa uccienaoBanus. Kanudukanums MOHHTOPOB [OJDKHA OBITH IOATBEPIKICHA
JOKYMEHTAJIBHO.

MOHMTOpPBI JOMKHBI JETAIbHO 3HAaTh CBOMCTBA HCCIENIYyEMBIX MpPENnapaToB, MPOTOKOI,
MUCHMEHHYIO (opMy HHPOPMHUPOBAHHOTO COTJIACHS U BCE APYTHE MPEeAoCTaBIsieMble CyObeKTaM
uccnenoBanus nucbMenHsle Marepuaisl, COIl cnoncopa, Hactosue [IpaBuna u npuMeHUMBbIE
TpebOBaHMUs.

5.18.3. O6bem u conep’kaHrne MOHUTOPHHTA.

CnoHcop nomxkeH oOecrnedynTh HaANSKAIUd MOHUTOPHHT wHccheaoBaHuid. CroHcop
JIOJDKEH OIPENeNIuTh HeOOXOquMble 00beM M COJAEp)KaHHEe MOHMTOPHHIA HCXOJIs M3 Ilenei,
3a1a4, METOJOJIOTUH, CIOXHOCTH, MAaCKHPOBKH, O0bEMa U OICHMBAEMBIX IapaMeTpPOB
uccrnenoBanus. Ilo oO0memy mpaBwily, C LENbI0 MOHHUTOPHHTa TpeOyeTcsl TMocenarhb
HCCJIEIOBATENLCKUE IIEHTPHI 10 NMPOBEACHUS MCCIEI0BAHUS, BO BPEMsl €ro MPOBEACHUS U MOCIIe
ero okoHuaHus. OJHAKO B UCKIIOYUTENBHBIX CIydasX CIOHCOP MOXET pEelIUTh, YTO
MOHUTOPHHI 0€3 IIOCEUIeHUs HCCIEA0BAaTEIbCKUX LEHTPOB B COYETAHMU C TaKUMHU
IpoIeypamMH, KaK TPEHHHT W TPOBEJCHHE COBEUIAHWN HMCCIIEIOBATENEH, MPEIOCTABICHUE UM
NOJPOOHOTO0 MUCHMEHHOIO PYKOBOJCTBA, MOXKET TapaHTHUPOBAHHO OOECIEUUTh Haliexallee
MPOBEJICHUE KCCIEAOBaHUSA B COOTBETCTBUUM C HacToamumu IlpaBunmamu. CraTUCTHYECKU
orpeneNnseMble KOHTPOJIbHbIE BBIOOPKH MOTYT CIYXHTh HPUEMIIEMBIM METOJIOM Uil OTOOpa
NPOBEPSEMBIX TAHHBIX.

5.18.4. O6s13aHHOCTH MOHHUTOPA.

MOHHTOpP B COOTBETCTBHHU C TPEOOBAaHUSAMU CIIOHCOPA JAODKEH 00ECIeUnTh HaJIeKaIiee
NpOBEICHUE U JOKyMEHTalbHOE OodopmieHue uccienoBanuss. C 3TOM LENbI0 MOHHTOpP HpHU
HEOOXOIMMOCTH C YyYeTOM KOHKPETHOTO WCCIEIOBaHUS U HCCIENOBATEIbCKOTO IICHTPA,
BBITOJIHSET CIAEAYIOUIUE IeHCTBUS:

a) BBICTYNaeT B KayeCTBE OCHOBHOTO CBSI3yIOIIETO 3BEHA MEXIY CIOHCOPOM U

HCCICO0OBATCIICM,
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0) yoexnmaercss B TOM, YTO HCCIEAOBaTeNb OONagaeT MAOJDKHOM KBanuduKanuend wu
BO3MOXKHOCTSIMH ISl TIPOBEICHUSI MCCIIEOBAHHUS U OCTACTCS TAKOBBIM HA TPOTSHKCHUU BCETO
nepuoja uccienoBaHus (B cooTBETCTBUM ¢ MyHKTamu 4.1, 4.2 u 5.6 nHactrosmux [IpaBui), uto
MOMEIIIEHHsI, OTBEJCHHBbIC JUIA TPOBEACHUS UCCIeNoBaHMs (BKJIIOYas JilabopaTopuu U
000pyZOBaHKE), a TAKXKE TIEPCOHAT COOTBETCTBYIOT TPEOOBAHUAM K MPOBEACHUIO PabOT OE30MacHO
U JTOJDKHBIM 00pa30M Ha MPOTSHKEHUH BCETO TIEPHO/Ia HCCIICIOBAHNS;

B) B OTHOIICHUH UCCJICyEMBIX MTPETIAPATOB MOHUTOP MPOBEPSIET CIICIYIONICE:

CPOKM U YCJOBHSI XpaHEHHUS MpPHEMJIEMbl U KOJIMYECTBO JOCTAaTOYHO JI0 KOHIIA
UCCJICTOBAHMUS,

HCClIelyeMble Mpenaparhl MOMydaloT TOJIBKO T€ CYOBEKTBI, KOTOPHIM OH Ha3HAuYeH, B
J103aX, YCTaHOBJICHHBIX TTPOTOKOJIOM;

CyOBEKTaM WCCIIECIOBAHMS TPEAOCTABICHBI HEOOXOAUMBbIE MHCTPYKIMU IO TPABUILHOMY
MPUMEHEHHIO UCCIIETyEeMBIX MTPernapaToB, 0OpaIleHUI0 ¢ HUMU, UX XPAHEHHIO U BO3BPaTY;

MOJTy4YeHre, NMIPUMEHEHHEe W BO3BpAT HCCIEAYEeMBIX MPENapaToB B HCCIEA0BATEIHCKOM
HEHTPE JOKHBIM 00pa30M KOHTPOIHPYETCS U 0POPMIISIETCS JOKYMEHTAIBHO;

YHUYTOXKCHHE HEHCITOJIb30BAHHBIX MCCIIEAYEMBIX MPENapaToB JUOO0 HHOE PACTIOPSIKCHHE
UMU B HCCIEIOBAaTEIbCKOM IIEHTPE OCYLIECTBIAIOTCS B COOTBETCTBUU C MPUMEHUMBIMU
TpeOOBaHUSMU U 110 COTJIACOBAHUIO CO CITIOHCOPOM.

T) IPOBEpSIET COOMIOJCHHE WCCIIEOBATENIEM YTBEPKACHHOTO TMPOTOKOJIA M BCEX
YTBEP)KIACHHBIX MTOTPABOK K HEMY, €CITH TAKOBBIE MMEIOTCS;

1) IpoOBepsieT, YTOObI MHUCbMEHHOE€ HH(GOPMHPOBAHHOE COIJIACHE KaXKIOTO CyOBEeKTa
OBLJIO OTYYEHO JI0 HayaJsla ero y4acTHs B HCCIIEI0BaHUU;

€) obecreynBaeT HamU4Me |y HUCCIENoBaTeNlss TEKyIled pedakiuud  OpouIopsbl
UCCIICIOBATENs, JPYTruX JOKYMEHTOB W MaTepHajoB, HEOOXOIUMBIX [UISI TPOBEICHUS
UCCJIEIOBaHMSI HaJJIeKAIIMM 00pa3oM U B COOTBETCTBUU C IPUMEHUMBIMH TPEOOBaHUSAMU;

K) oOecreuynBaeT, 4ToObl MCCIeA0BaTeb U €r0 COTPYIHUKHU, 3aHATHIC B UCCIEIOBaHHH,
ObUIM 1OCTaTOYHO MH(POPMHUPOBAHBI 00 UCCIIETOBAHHH;

3) IPOBEPSIET, YTOOBI HMCCIIEAOBATEh W €r0 COTPYIHUKH, 3aHSATHIC B HCCIICIOBAHHH,
BBITOJIHSUIA CBSI3aHHBIE C UCCIIEOBAaHUEM OOS3aHHOCTH B COOTBETCTBUU C IIPOTOKOJIOM M BCEMU
JIPYTHUMH MMMCbMEHHBIMH COTJIAIICHUSIMU MEX]y CIIOHCOPOM U UCCIenoBaTeNeM (MEeIUIIUHCKUM
yUpEeXKICHHUEM) H HE TIepeJaBaIH BBITIOJHEHUE CBOUX (DYHKIIHMIA HEYTTOJTHOMOYECHHBIM JTUIAM;

1) IPOBEPSICT COOJIFOJICHHE WCCIIEAOBATEIIeM KpPUTEpPHEB OTOOpa TIpU BKIIOYCHHUH
CyOBEKTOB MCCIICIOBAHNUS,

K) co00IIIaeT 0 CKOpocTH Habopa CyOBEKTOB B HCCIEAOBAHNUE;
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J) IPOBEPSIeT MPABUIBHOCTh, TOJHOTY M CBOEBPEMEHHOCTh PETUCTPALMU JAHHBIX B
MNEPBUYHBIX U APYTUX OTHOCAIIHUXCA K HCCICIOBAHUIO NOKYMCHTAX, a TAKIKC MOPAAOK BCACHUA
TaKUX OTOKYMCHTOB;

M) TIPOBEPSIET, YTOOBI  MCCJIENOBATENb TMPEJACTABIs BCe TpeOyeMble  OTYETHI,
YBEAOMJICHHSI, 3alpochl M TMOJOOHBIE JIOKYMEHTBI M YTOOBI Takue JOKyMEHTHI ObLIN
MMpaBUJIbHBIMH, TIIOJIHBIMHU, CBOCBPCMCHHBIMU, pa360quBBIMH, C YKa3aHHbIMHU JaTaMUu U
UICHTU(QHUIIMPOBAJIH UCCIICIOBAaHUE,

H) MPOBEPSIET MPABWIBHOCTh U MOJHOTY AaHHbIX B WPK, mepBuYHBIX NOKyMEeHTax H
JIPYTUX OTHOCSIIMXCS K HMCCIEAOBAHUIO 3aMHCIX IyTeM COIMOCTABICHUS UX MEXIy coboi. B
0COOCHHOCTH MOHUTOP JOJKEH MPOBEPATH CIEAYIOMIee:

NPaBUIBLHOCTh BHECEHHs TpeOyeMbIX npoTokosioMm naHHbIX B MPK u ux coorBeTcTBHE
JaHHBIM HepBH‘IHOﬁ JOKYMCHTAllUU,

mo0bIe M3MEHEHUS NT03bI W (WJIM) TEpamuu YETKO JOKYMEHTaJIbHO O(QOPMIISIOTCS IS
Ka)XI0ro CyOBbeKTa UCCIIeIOBAHMS;

HEe)KeJaTeIbHbIe SBJICHHUSA, COIyTCTBYIOIIEE JICUCHUE U MHTEPKYPPEHTHbIE 3a00JeBaHUs
peructpupyrorcs B UPK B cOOTBETCTBUY € TPOTOKOJIOM;

MPOIYIIEHHbIE CYOBEKTOM BH3HUTHI, HENPOBEACHHbIE AaHAIU3bl M HEBBIOJIHEHHBIC
oOcnenoBanus sicHo yka3anel B PK kak mpomyiieHHble, HEMPOBEEHHbIE M HEBBITIOJHEHHBIC
COOTBETCTBEHHO;

BCC CJIy4an HMCKIIIOYCHUA U BBIOBIBAHUSA CY6T)CKTOB N3 UCCJICAOBAHUSA 3apCTUCTPUPOBAHBI
n 00bsIcHeHsl B IPK;

0) coo0IaeT uccienoBaTento o JObIX gonymeHHbix B MPK ommbkax, mpomyckax u
HEepa30OpUMBBIX 3amHCAX. MOHUTOP TOJDKEH MPOCIENUTh 3a TEM, YTOOBI COOTBETCTBYIOIIHE
HCITPABJICHUA, [[O6aBJ'IeHI/I$I WIA WUCKIYEHUS OBLIH CACIaHbl C YKa3aHHMCM [aThl, 00BSICHEHEBI
(mpu HEOOXOAUMOCTH) M TOJIMUCAHBI CaMHUM HCCIEAOBaTeIeM JMOO YIOJTHOMOYEHHBIM Ha
nojanucanue 3a Hero u3MeHeHuidt B MPK uneHoM wuccnemoBaTenbckoro KosekTuBa. JlaHHbIE
MOJTHOMOYHS JIOJDKHBI OBITH JaHBI B TUCBMEHHON (hopMe.

) MPOBEPSICT COOJIIOJICHUE CPOKOB COOOIICHHWS O HEXKEIATCNbHBIX  SBICHUSX,
ompeneneHHbIX HacTosmumu [IpaBunmamu, mnpotokosom, 2CO (HOK), cnoncopom wu
MPUMEHUMBIMU TPEOOBAHUSIMU;

p) MMPOBCPACT BCACHUC HUCCICAOBATCIICM OCHOBHBIX JOKYMCHTOB (B COOTBETCTBUU C
MO/IPa3IesIOM 8 HACTOSIIETO pa3fena);

C) coo0IIaeT uccienoBareto 00 OTKIOHEHUAX OT npotokoia, COIl, nacrosmux [TpaBun
U TPUMEHUMBIX TpeOOBaHUI, a Takke MPEeINpPUHUMAeT HEOOXOMUMBbIe NEHCTBUS s

MPEIOTBPAIICHHS TTOBTOPEHUS MTOTI0OHBIX OTKIOHEHUH.
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5.18.5. IIpouenypsl MOHUTOpPHUHTA.
Monutop nomkeH cobmonats nucbkMeHHble COIl cnoHcopa, a Takke MpOLETypHl,

CIICHHUAJIBHO OIMPCACIICHHBIC CIIOHCOPOM IJII MOHUTOPUHI'A KOHKPETHOI'O UCCIICIOBAHUA.

5.18.6. OT4ueT moHUTODA.
[Tocne kaxm0ro BU3UTAa B UCCIIEIOBATENLCKHUM [IEHTP WJIN CBSA3aHHOTO C UCCIIEIOBAaHHEM

KOHTaKTa MOHUTOD JIOJIKEH IPEJACTAaBUTH CIIOHCOPY ITMCBMEHHBIN OTYET.
OTt4eTsl JOMKHBI BKJIIOYAaTh B ceOsl JaTy, HAUMEHOBAHUE LIEHTPA, UMSI MOHUTOpA, UMs

HCCIICO0BATCIIA UJIM UMHOT'O JIMIIA, C KOTOPBIM COCTOSAJICSA KOHTAKT.
OTtuyeTnl AOJIKHBI COACPKATh KpATKOC OIHNCAaHHC 00BEKTOB IMPOBEPKH, COOGH_IGHI/IG

MOHHTOpAa O CYIIECTBEHHBIX MaHHBIX ((pakTax), OTKIOHEHUSX W HEIOCTATKAaX, BBIBOIBI,

OTMCaHMe ICHCTBUHN, MPEANPUHSTHIX, TNIAHUPYEMBIX U (M) pEKOMEHYEMBIX JJIs1 00ecTiedeHus

coOumoieHust TpeOOBaHU MPOTOKOIA, HACTOSIIUX [IpaBHiI U yIIOJIHOMOYEHHBIX OPTaHOB.

[IpoBepka croHCOpOM OT4eTa W MOCHEAYIOIUE ACHCTBHS MO HEMY JOJDKHBI OBITh

JOKYMCHTAJIbHO O(i)OpMJ'IeHBI YHOOJHOMOYCHHBIM INPCACTABUTCIIEM CIIOHCOPA.

5.19. Aynur.
[Ipu mpoBeneHnn ayauTa B Mpejaesiax Mep, HAlPaBJICHHBIX Ha OOECIICUeHHE KadecTBa,

CIIOHCOPBI JOJIKHBI YYHUTBIBATD CJICOYIOMICC.

5.19.1. Llenn.
Llenpi0 CIOHCOPCKOTO ayAuTa, MPOBOJAUMOIO OTACIBHO M HE3aBUCUMO OT PYTHHHBIX

ABIIACTCA OLCHKA COOTBCTCTBUS

(GYHKIMI 10 MOHUTOPUHTY M KOHTPOJK KadecTBa,
npoBOAUMOro uccienoBanua mnpotokony, COII, nactosimum I[lpaBwiamMm M OPUMEHHMBIM

TpeOOBaHUSM.
5.19.2. Boi6op u kBanudukanus ayauToposB.
HE3aBUCUMBIX OT

Jns npoBengeHus ayauTa CHOHCOP JOJDKEH HA3HAYUTH JIII,

KIMHHYCCKHUX HCCHCHOB&HHﬁ.
CHOHCOp 00s13aH YAOCTOBCPUTBCA B TOM, 4YTO aAYyAUTOPLI O6J'IEI,ZL8.IOT JIOCTaTOYHOM

KBaM(UKAMEH, T. €. TOATOTOBKOM W OIBITOM, HEOOXOMUMBIM il TPOBEACHHUS ayauTa
JNOJDKHA ~ OBITH  TIOATBEPIKIICHA

HagekammM  oOpasoM.  KBanmmdukamms — ayaumropa

JOKYMCHTAJIBHO.

5.19.3. Ilpouenyps! aynura.
CrioHCOp A0IKEH YOeIuThCs B TOM, UTO ayAUT KIMHUYECKUX HCCIeIOBaHUN (TIpOrpaMm)

MMpOBOAUTCA B COOTBCTCTBHMU C MNHUCbBMCHHBIMH IIpoLCAYpaMH CIIOHCOpPA, OIPCACIAIOININMHA

00BEKT ayJuTa, METO/Ibl MMPOBE/ICHUS ayIUTa, YaCTOTY MPOBEICHUS ayJIUTOB, a Takke GopMy U

COACPKaHNUEC OTYCTOB 00 ayauTe.
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[Ipu pazpaboTke CIIOHCOPOM IJIaHa ayAUTa U MPOLEAYPhI ayAUTa UCCIECTOBAHUS TOKHBI
YYUTHIBATHCSI 3HAYMMOCTh JAHHOTO WCCIEAOBAaHUS JUIsl TOJA4YH 3asBOK B YIOJHOMOYEHHBIC
OpraHbl, KOJHMYECTBO CYOBEKTOB, YYACTBYIONIMX B WCCICJOBAHUM, THI W CJIOXHOCTh
UCCJIEIOBaHMs, CTENICHb PUCKA IJIsl CyOBEKTOB MCCIIEIOBAaHUS, a TaAKXKe JOJKHBI ObITh MPUHSTHI
BO BHUMAaHHE JIO0bIE BHISBICHHbIE MPOOIEMBI.

3ameuaHus ¥ BBIBOJBI Ay IUTA IOJDKHBI OBITH O)OPMIICHBI IOKYMEHTAIBHO.

JUis  COXpaHEHWs HE3aBUCUMOCTH W IIEHHOCTH (DYHKIMH ayJauTa YIOJTHOMOYCHHBIC
OpraHbl He JOJKHBI B PYTHUHHOM MOPSJIKE 3allpallivBaTh OTYEThl 00 ayauTe. YTOJIHOMOYEHHbIE
OpraHbl MOTYT 3allpallliBaTh OTYETHl 00 ayauTe, €CIM UMEIOTCS CBUACTEIHCTBA CEPHE3HOTO
HECOOTBETCTBUS HacTosuM [IpaBunam, uian B coydae CyJeOHBIX pa30upaTeNbCTB.

Ecmu 310 TpebyeTrcss COOTBETCTBYIOIIMM 3aKOHOJATEILCTBOM TOCYIapCcTBa-ueHA
CIIOHCOP JIOJDKCH MPEICTAaBUTh CBUACTEIHLCTBO O TIPOBEACHHOM ayIUTE.

5.20. HecobOmroaeHne mpuMeHNUMBIX TPEOOBaHMIA.

5.20.1. Hecobmtogenne  mporokona, COIl,  wactosmmux IlpaBun u  (wim)
COOTBETCTBYIOIIUX MPUMEHUMBIX TpeOOBaHMIA HccleAoBaTeIeM (MEIUIIMHCKUM YUPEKICHUEM)
WIH COTPYIHUKOM CIIOHCOpa JIOJDKHO BECTH K O€30TiaraTeIbHBIM JIEHCTBUSM CIIOHCOPA,
HaIpaBJIECHHBIM Ha o0ecreueHue coOI0ICHNs TaHHBIX TPEOOBaHUH.

5.20.2. [Ipu BbBISBIEHUH B XOJI€ MOHUTOPUHTA WM ayduTa CEPbEe3HBIX H (WIH)
MOBTOPSIONINXCSA ~ CIydyaeB  HECOONMIOJEHUS MPUMEHHMBIX TpeOOBaHMII CO  CTOPOHBI
uccienoBaresiss  (MEIUIIUHCKOTO  YUPEXKICHUS) CIIOHCOpP JIOJDKEH TIPEKpPaTHUTh ydYacThe
uccienoBarens (MEIUIIMHCKOTO y4pexkJIeHus) B uccienoBanuu. Eciu yuyactue ucciemoBatens
(MEIMIIMHCKOTO YUPEXKIEHUS) PEKPAIIEHO B Pe3yJbTaTe CEPbe3HbIX U (WJIM) MOBTOPSIOMIUXCS
CllydaeB HECOONIONIEHUS] TMPHUMEHUMBIX TpeOOBaHUH, CIOHCOpP JOJDKEH Oe30TiaraTeabHo
YBEJAOMHUTH 00 3TOM YIIOJTHOMOUYEHHBIC OpTaHbl.

5.21. JlocpoyHoe mpeKpalleHue Wik IPUOCTaHOBKA UCCIIECIOBAHMS.

Ecnu uccnenoBanue MOCPOYHO MPEKPAIICHO HIM MPUOCTAHOBIEHO, CIOHCOpP MOJKEH
HE3aMEeUINTEIbHO  COOOIIMUTh  HCCIEOBATENsIM  (MEIUIMHCKAM  YUYPSKICHHUSIM) U
YIOJTHOMOYCHHBIM OpraHaM O MPEKPAIEHUN WM TPHOCTAHOBKE HCCIICIOBAHUSA, a TaKke
ykazath mpuurHbl 3Toro. DCO (HOK) Ttakxke nomkeH OBITh HEMEIJIECHHO HHGOPMHPOBaH
CIIOHCOPOM WJIM HcciefoBaTeneM (MEOUIIMHCKUM — YuYpeXJeHHeM) (B COOTBETCTBUU C
MPUMEHUMBIMU TPEOOBAHUSMHU), B TOM YHCIIC U O MPUYMHAX MPEKPAIICHUS WIH MPUOCTAHOBKU
UCCJICTOBAHMSI.

5.22. OT4eT 0 KIIMHUYECKOM HCCIIEIOBAHUH.

HesaBucumo 0T TOro, ObUIO 1M HCCIEAOBAHUE 3aBEPIICHO MO TMPOTOKONY WIH

MPEKPAIIEHO JOCPOYHO, CIIOHCOP JIOJDKEH OOECHEeYHTh COCTaBICHHWE U MPEACTABICHUE B
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YIOJIHOMOYEHHBIE OpraHbl (B COOTBETCTBUM C HPHUMEHUMBIMH TpeOOBaHUSAMHU IO (opme
npuBeeHHOM B mnpuwioxkeHun Ne 1 k Hacrosmum IlpaBuiaM) OTUETOB O KIMHUYECKOM
uccienoBaHuy. CHOHCOpP TaKKe JTOJKEH 00eCHedMTbh COOTBETCTBHE OTYETOB O KIMHUYECKOM
UCCIIEIOBAaHUH, BXOJAIIMX B COCTAB PErUCTPALMOHHOIO J10Che, TpeOOBaHUAM IpuiioxeHus Ne 1
Kk IlpaBunaMm perucrtpauud M HKCHEPTH3bl JIEKAPCTBEHHBIX CPEIACTB UL MEIUIMHCKOIO
IIPUMEHEHUS, yTBEPKAaeMbIX EBpasuiicKol SJKOHOMUYECKONU KOMUCCHEH.

5.23. MHOTOLIEHTPOBBIC HCCIICIOBAHUS.

IIp1 MHOTOLIEHTPOBBIX UCCIEAOBAHUSX CIIOHCOP JOJKEH 00ECIIEUUTh ClIeAyOIIee:

5.23.1. Bce wuccnenoBaTeny IMPOBOAAT MCCIEIOBAHHE B CTPOIOM COOTBETCTBUU C
IPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM M TPH HEOOXOJUMOCTH C YMOJTHOMOYECHHBIMU
opranamu 1 paspemeHHsM (ogo6perasM) 9CO (HIOK).

5.23.2. UPK pa3paboTtana TakuM oOpa3om, 4TOObl cOOpaTh Bce TpeOyeMble JaHHbIE W3
BCEX LIEHTPOB, YYaCTBYIOIIMX B MHOTOLIEHTPOBOM HCCIIEAOBAaHUM. TeM HcCIe0BaTeNsIM,
KOTOpble COOMpAlOT JIOTOJIHUTENbHbIE JaHHBIEC, JOJDKHBI OBbITh TakKe MPEOCTaBIICHBI
nononuurensabie MPK, pa3spaboTannbie 11 cOopa JOMOTHUTENBHBIX TaHHBIX.

5.23.3. O0s13aHHOCTH  HICCIIEIOBATEICH-KOOPIUHATOPOB M JPYTUX HCCIeA0BaTeNel, a
TaKXKe MEAMLUHCKUX OPraHu3alil JOKYMEHTAJIbHO 3aKPEIJIeHbI 10 Havajla UCCIICI0BaHUS.

5.23.4. Bcem wuccienoBarensM — IMPEeIOCTAaBICHbl MHCTPYKLIMH IO  COOJIIOJCHMIO
IPOTOKOJIA, €AUHBIX CTAHJAPTOB OLEHKU KIMHUYECKHX W JaOOpaTOPHBIX JaHHBIX, & TAKXKe IO
3anonHeHno MPK.

5.23.5. CBs13b MEX Iy MCCIIEA0BATEISIMUA HE 3aTPYHEHA.

6. HpOTOKOJ'I KIIMHUYCCKOT'0 UCCIICAOBAHUA U ITOIIPABKHU K ITPOTOKOJIY

[To obmemy npaBuity, coiepskaHUe MPOTOKOJIA UCCIEAOBAHUS TOJDKHO UMETh YKa3aHHYIO
HIOKE CTpyKTypy. OpnHako wuHOpMaIMs, UMEIONas OTHOIIEHHE TOJbKO K OJHOMY
UCCIIEIOBATENLCKOMY IIEHTPY (MEIUIIMHCKON OpraHu3aliu), MOKET OBITh MpeACTaBlieHa Ha
OTJICNBHBIX CTPAHUIIAX MPOTOKONIA WM COACPXKAThCSl B OTIEIHHOM COTJIAIICHWH, a YacTh
NPUBEICHHON HMXE WHPOPMAIINK MOXKET TaKXKe COJIEPKAThCS B APYTUX JOKYMEHTAX, CChUIKU Ha
KOTOpBIE UMEIOTCS B TIPOTOKOJIE (HarpuMep, B OPOIIIOpPE HCCIIeI0OBATES).

6.1. OGmast unpopmanus.

6.1.1. Ha3Banue mnpoTokosa, MACHTU(UKALMOHHBIA HOMEp MPOTOKOJMAa M JaTa W3IaHHA.
JIroGast mompaBKa Takke JI0JDKHA IMETh HOMEp | JaTy.

6.1.2. HaumenoBanue (damunusi) W aapec CHOHCOpa W MOHHTOpa (€cliu OHH

pa3anyaTcs).
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6.1.3. ®aMunuu 1 T0JKHOCTH JIHII, YIIOTHOMOYEHHBIX OT HIMEHH CIIOHCOPA MOAMUCHIBAThH
IIPOTOKOJI ¥ TIONIPABKHU K IPOTOKOIY.

6.1.4. ®amunus. JOIDKHOCTH, aapec M HOMEp TelnedoHa HA3HAYEHHOTO CIIOHCOPOM
MEAUIIMHCKOTO SKCIIEPTa MO JTaHHOMY HCCIIEIOBAHHUIO.

6.1.5. ®amunuu W JOMKHOCTH HCCIEAOBaTeei, OTBEYAIOMIUX 3a MPOBEACHUE
UCCIICIOBAaHMS, a TAKXKE aapeca 1 HoMepa Tene(OHOB KIMHUYECKHUX IIEHTPOB.

6.1.6. ®amunus, TOKHOCTb, apec U HOMEp TeneoHa KBaM(ULIMPOBAHHOTO Bpaya (B
TOM 4HCII€ CTOMATOJIOra), OTBEYAIOLIEro 3a MPUHATHE BCEX PEHICHUH MEIUIUHCKOro (Wiu
CTOMATOJIOTMYECKOT0) XapakTepa B KOHKPETHOM HCCIIEIOBATENBLCKOM LIEHTpE (ecnu JaHHOe
JIMIIO HE SIBJISIETCS UCCIIEI0BATEIIEM).

6.1.7. HaumeHoBaHus M ajpeca KIMHUYECKUX J1a00OpaTOpuil U IPYruxX MEAULIUHCKHX, a
TaK)Ke TEXHUYECKUX CIYO0 U (WIN) OpraHr3aluii, BOBICUEHHBIX B UCCIIEIOBAHNUE.

6.2. O00CHOBaHMUE UCCIENOBAHUS.

6.2.1. HanmeHOBaHUE U ONMCAHUE HCCIEAYEMBIX IPENapaToB.

6.2.2. CBOgHOE W3JI0KEHHE MOTEHIMAIBHO MMEIOIIMX KIMHUYECKYI0 3Ha4YMMOCTh
pe3ynbTaToB  JOKJIMHUYECKUX  HUCCIEJOBaHMM, a TaKKe pe3yibTaTOB  KIMHUYECKUX
UCCJIETOBaHUM, 3HAYUMBIX JIJISl JAHHOTO HCCIIEOBAHUS.

6.2.3. Kparkoe omnucaHue W3BECTHBIX M TOTEHIMAIBHBIX PUCKOB U TONB3BI s
cyOBEKTOB HccleA0BaHUs (TIPU HATUYUH ).

6.2.4. Onucanue 1 000CHOBaHKE crIoco0a BBEACHUS, TIO3UPOBKH, PEKUMA IO3UPOBAHUS U
Kypca JeueHusl.

6.2.5. Yka3zaHue Ha TO, YTO JJaHHOE KJIMHHYECKOEe HCCeloBaHUE OyIeT MPOBOIAUTHCS B
COOTBETCTBUH C IPOTOKOJIOM, HacTosmuMu [IpaBunamMu 1 IpUMEHUMBIMH TPEOOBAHUSMHU.

6.2.6. Oncanue UCcclieyeMou MOMyJISIIIUN CyOBEKTOB UCCIIEIOBAHUS.

6.2.7. CcbIKM HA JUTEpaTypHble MCTOYHUKH ¢ JaHHBIE, CYIICCTBEHHbIE A
UCCJICIOBAHMSI U TIPEICTaBIISAIoNINe cO00i 000CHOBAaHUE TaHHOTO HCCIEAOBAHUS.

6.3. Llenu u 3ama4m UCCIIeJOBAHUS.

JleTanbHOE OnMcaHue LEIed U 3a1a4 UCCIICIOBAHNUS.

6.4. Jluzaiin uccae1oBaHus.

Hayunas 00OOCHOBaHHOCTH HCCJIEIOBAaHUS H  JOCTOBEPHOCTh IONYYCHHBIX B
MCCJIEIOBAaHUM JAHHBIX CYILIECTBEHHO 3aBUCAT OT Au3aiiHa uccienoBaHus. OnucaHue qu3aiiHa
UCCJIEIOBaHMSI IOJKHO BKIIIOUATh B Ce0s ceayoLiee.

6.4.1. YkazaHue€ OCHOBHBIX U JOINOJHHUTEIBHBIX (MPU HAJUYHH) HCCIETYyEMBIX

napamMeTpoOB, KOTOPBIC 6y,Hy'T OLCHUBATHCA B X0J€ NCCIICAOBAHUA.
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6.4.2. Onucanue Tuna (au3aiiHa) MPOBOJMMOTO HCCIEAOBaHUA (Hampumep, IBOITHOE
ciernoe, Iiaanedo-KOHTPOIUPYEMOe, MapajuleIbHOEe) M CXEMaTHYECKOe M300pakeHue au3aiiHa
UCCJIEIOBaHMSI, IPOLIEYP U 3TANIOB UCCIIEA0BaHUS.

6.4.3. Onucanue  Mep,  HampaBJICHHBIX  HA  MHUHHUMU3AIUIO (uckmroueHue)
CyOBEKTUBHOCTH, B TOM YHUCJIE:

paHIOMU3AIINY;

CJIETIOr0 MeTo/a (MAaCKMPOBKH).

6.4.4. Oncanue UCHOIB3YEMOTO B HCCICIOBAHUU JICUCHUS, JO3UPOBKHM M CXEMBI
MPUMEHEHHUs] MCCIeAyeMbIX MpenaparoB (BKIOYAET B ceOsi ONMCAHUE JIEKAPCTBEHHOW (OPMBI,
YIaKOBKU U MapKUPOBKH UCCIIECTyEMbIX MMPEMapaToB).

6.4.5. Oxunaemasi IpPOJIOJDKUTEIBHOCTD YUacTUsl CyObEKTOB B MCCIIEIOBAaHUU, OIIMCAHUE
MOCJIEI0BATEIBHOCTH U MPOJIOJKUTENILHOCTH BCEX MEPUOIOB UCCIEN0BaHUS, BKIIIOYasl MEPUOJT
MoCIeAYIONEero HaboeH s, €CIIM TaKOBOM MPeyCMOTPEH.

6.4.6. Onucanue TpPaBUJI OCTAaHOBKU WM KPUTEPUEB UCKIIOYCHHUS IS  OTICIBHBIX
CyOBEKTOB, YacTEH UCCIIEIOBAHUS WIIM HCCIICAOBAHMUS B LIEJIOM.

6.4.7. l[lponienypsl ydeTra HCCIEAyEeMBbIX MpENapaToB, BKIOUas IJIanedo W mpemaparhbl
cpaBHeHUS (IIPU HATMYUHN).

6.4.8. XpaHneHue paHJOMU3AIMOHHBIX KOJIOB JICUECHUS U MPOLIETYPHl UX PACKPBITHUS.

6.4.9. IlepeueHp Bcex NaHHBIX, perHCTpHpyeMbix HemocpenctBeHHo B MPK (1. e. 6e3
MpeABApPUTEIILHON 3allMCU B MHCHbMEHHOM WJIM 3JIEKTPOHHOM BHJE) M pacCMaTpPUBAEMBIX B
KayeCTBE MEPBUYHBIX TAHHBIX.

6.5. OT0Op M UCKITIOYEHUE CYOBEKTOB

6.5.1. Kpurepuu BKIIOYCHHS CYOBEKTOB.

6.5.2. Kputepuu HEBKIIOUEHUS CYOBEKTOB.

6.5.3. Kpurepun uckiroueHus: CyOBbEKTOB (T. €. OCHOBaHHUS NPEKpAIICHHUS MPUMECHECHHS
UCCJIeTyeMOro Tpernaparta (MCCIeIyeMOoro JIeUeHHs)), a TaKkKe MPOLEAYyPbl, ONPEAETSIONINE:

a)Koraa M Kak CyOBEKTOB HCKIIOYaTh W3 HKCCIEAOBaHUS (JICUYCHUS) HCCICTYyEMBbIM
IpenapaToM;

0) KaKHMe TaHHBIC ¥ B KAKUE CPOKH JIOJDKHBI OBITh COOpaHBI TI0 UCKITFOYCHHBIM TMAIMCHTA,

B) MpOIIeIypa 3aMEHbI CYObEKTOB, €CJIH 3TO MPETyCMOTPEHO;

I) mocjienyoomee HaOMIOACHHE 3a CyObEKTaMU HCCIIEIOBAaHUS, HUCKIIOUCHHBIMH U3
JICUEHUS UCCIIETyEMbIM IperapaToM (UcciaeayeMbIM JICUEHUEM ).

6.6. JleueHne cyObEKTOB MCCIICIOBAHMUS.

6.6.1. OcymecTBisseMoe JeueHHe, BKIIOYas HAaWMMEHOBAaHUS BCEX IMPEmapaToB, WX

JO3UPOBKH, YACTOTY MpHEMa, ITyTH (CIIOCOOBI BBEICHUS), a TaKXXe MPOJOJKUTEIBHOCTh
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JICYCHUs, B TOM YHUCIIE MEePHObI MOCIEAYIOIMIEro HaOMI0IeHUs U KaXKI0M TPyIIbl CyObEeKTOB
(o TpynmaM JIeYeHHUs] UCCIEeTYyEeMbIM IMpemapaToM, IPpyInaM UCCIeIyeMOro JICUCeHHUs, Tpynnam
WCCJICIOBAHMS).

6.6.2. JlekapcTBeHHBIC TIpenapaThl (BHABI TEpanuH), MPUMEHEHHE KOTOPBIX pa3peiieHo
(BKJIIOYAsi HEOTJIOKHYIO TEpanuio) WM HE pa3pemeHo a0 U (Wid) BO BpeMs MPOBEICHUS
UCCJICTOBAHMSI.

6.6.3. MeToabl KOHTPOJIA 32 COOIOJEHUEM MPOLENYp CyOBbEKTaMHU HCCIEA0BaHNUS.

6.7. Onenka 3(ppeKTUBHOCTH.

6.7.1. Ilepeuenn mapameTpoB 3PHEKTUBHOCTH.

6.7.2. Metoapl M CPOKH TMPOBEICHHUsS OICHKH, PETUCTPAllMd M aHauu3a MapaMeTpoB
3¢ (HEeKTUBHOCTH.

6.8. Ouenka 6e30nacHOCTH.

6.8.1. [lepeuenb mapameTpoB 0E30MMaCHOCTH.

6.8.2. Metoapl M CpPOKHM MPOBENCHHUS OLICHKH, PETUCTPAllMd M aHajdu3a MapaMeTpoB
0€30IMaCHOCTH.

6.8.3. TpeboBaHus K OTYETaM, MPOLEAYPHl IO PETHCTPAIMK W COOOIIECHUSM O
HE)KeJIaTEJIbHBIX SBJICHUSX U UHTEPKYPPEHTHBIX 3a00JI€BaHUSX.

6.8.4. Metoa 1 MPOIOIKUTENILHOCTh HAOTIOACHUS 32 CyOBEKTaMH HCCIEAOBaHUS MOCIIe
BO3HUKHOBEHUS HEXKEIATEIIbHBIX SBICHUH.

6.9. CratucTUyecKHe acCeKThl KITMHUYECKOTO UCCIICI0OBAHMUS.

6.9.1. Onucanre CTAaTUCTUYECKUX METOJIOB, KOTOpBIE NPEIIOJaraeTcs MCHOIb30BaTh,
BKJIFOYAsi CPOKHU MPOBEACHUSI KaXKIOTO TUIAHUPYEMOTO MTPOMEKYTOYHOTO aHAaJIH3a.

6.9.2. [Inanupyemoe KoOJIN4eCTBO CyOBEKTOB. B ciiyuae mpoBeneHHs MHOTOLIEHTPOBBIX
UCCIICIOBAaHUIA JTOJDKHO OBITH ONPEAETICHO IUIAHUPYEeMOE KOIUYECTBO CYOBEKTOB B KaKIOM
neHtpe. OOocHOBaHME pa3Mepa BBIOOPKHM, BKJIIOYas TMIOSICHEHUS WM BBIUMCICHHS IS
000CHOBaHUS CTATUCTUYECKOW MOIIHOCTH HCCIEAOBAHUA U KIMHUYECKOWM OOOCHOBAHHOCTHU
HCCJICTOBAHMSI.

6.9.3. IlpuMeHsieMblil ypOBEHb 3HAYUMOCTH.

6.9.4. Kpurepun npekpaiieHusi uCCaeJ0BaHMS.

6.9.5. llpontenypsl ~ y4eTa  OTCYTCTBYIOIIMX, HE  MOAJSKAINUX  aHAIM3y U
(anbcupUIMPOBaHHBIX TaHHBIX.

6.9.6. Ilporienypsl  COOOMIEHUST O JIFOOBIX OTKJIOHEHHSX OT IEPBOHAYAIBHOTO
CTaTHCTUYECKOTO IUIaHa (BCE OTKJIOHEHHMS OT IEepPBOHAYAIbHOIO CTATUCTHUYECKOrO TIJIaHa
JOJKHBI OBITH OMUCaHbl U OOOCHOBaHBI B MPOTOKONE M (MJIM) 3aKIIOUYUTENIBHOM OT4YeTe 00

HCCIICIOBAHUHN ).
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6.9.7. OT60p CyOBEKTOB Ui aHalW3a (HapUMEp, BCE PaHIOMH3UPOBAHHBIE CYOBEKTHI,
BCE CYOBEKTHI, MOITYYHUBIIHE XOTS ObI OAHY 103y HCCIEIyeMOro mperapara, BCe CYOBEKTHI,
COOTBETCTBYIOIIHE KPUTEPUSIM OTOOPA, CYOBEKTHI, JAHHBIE KOTOPHIX IMMPUTOIHBI JIJIsl OLICHKH).

6.10. IIpsmoii 1OCTYII K IEPBUYHBIM JaHHBIM (JIOKyMEHTAITHH ).

CroHCOp JOMKEH MPeayCMOTPETh B MPOTOKOJE WM WHOM MHCHbMEHHOM COTJIAIICHUU
00sI3aHHOCTh HMCClIeoBaTeNliell (OpraHuW3alii) HE NPENmATCTBOBATH MPSAMOMY JOCTYyIy K
NEepPBUYHBIM JaHHBIM (JIOKYMEHTallUM) JJIs TPOBEACHUS CBS3aHHBIX C HCCIEJOBAaHUEM
MOHMTOPHUHIA, ayJuTa, OTHUYECKOM OKCHEPTU3bl, a TaKKe WHCHEKUUH CO CTOPOHBI
YHIOJTHOMOYEHHBIX OPTaHOB.

6.11. KoHTpousb kauecTBa U 00ecrieueHue KauecTBa.

6.12. DTH4ecKue acreKThl.

OrnucaHne STUYECKUX aCMEKTOB UCCIIEOBAHUS.

6.13. Pabora ¢ JaHHBIMH U BEJECHUE 3alNCEN.

6.14. dunancupoBaHHE U CTPAXOBAHUE.

OUHAHCUPOBAHHUE U CTPAXOBAHUE, €CIIM OHU HE OMKMCAHBI B OTAECIILHOM J0TOBOPE.

6.15. ITyOnukamuu pe3yabTaToB KIMHUYECKOTO UCCIICIOBAHMS.

[TonuTuka B OTHOIIEHUH TyOIUKALlMH, €CITU OHA HE OMUCaHa B OTAEILHOM JIOTOBOPE.

6.16. IlpunoxxeHust K IPOTOKOIY.
7. bpoutopa ucciaenoBaresns

7.1. BBenenue.

bpoumopa wuccnemoBarens (manee — bM) mnpencraBmser co0oil CBOIHOE H3IIOKEHUE
KJIMHUYECKUX U JOKIMHUYECKUX JTAaHHBIX MO MCCIIEAyeMOMY Tpenapary, KOTOpble HMEIOT 3HAUeHHE
JUISL €T0 M3YYEHHs C y4acTHEM YeJIOBeKa B KadecTBe CyObekTa uccienoBanus. Haznauenwem BU
ABJSIETCSl TPEAOCTABIEHUE HCCIENOBAaTENsIM M JAPYTMM JIMIAM, BOBJICYEHHBIM B IIPOBEACHUE
uccien0oBaHusl, HGOPMAIIUK, TOMOTaoIIeil TOHUMaHUIO M COOJIOIGHHIO MHOTUX CYIIECTBEHHBIX
MOJIOKEHUHM MPOTOKONA, TAKUX KakK 103a, 4acToTa (MEpUOJMYHOCTH) J03, CIOCOOBI BBEACHUS, a
TaKOKe TPOLEAYyphl MOHMUTOpUHra Oe3omacHoctd. BU  Taike oOecrieuuBaeT MOHUMaHME,
CIOCOOCTBYIOIIIEE KIMHUYECKOMY BEICHHIO CYOBEKTOB HCCIEIOBaHMS B TEUEHHE Kypca
KJIMHUYeCKoro uccnenoBanus. Wudopmaius AomkHAa ObITh MpeNCTaBiIeHAa B KPAaTKOM, MPOCTOI,
OOBEKTUBHOM W JIMIIEHHOW pEKIaMHOro OTTeHKa ¢opMe, MO3BONSAIONICH KIMHHUIUCTY WIN
HOTEHIMAIILHOMY HCCIICIOBATENIO MOHATh €€ U CPOPMHUPOBATH CBOIO COOCTBEHHYIO OOBEKTHBHYIO
OLIEHKY 11€1eCO00Pa3HOCTH MPEIaraéMoro UCCIEI0BaHUS UCXOAsS U3 COOTHOIIEHUS! MO0JIb3a-PHUCK.

ITo sToii mprumHe B cocTaBieHnH bl 00BIYHO TODKEH MPUHUMATD YYaCTHE MEAUIIMHCKUN dKCTIEPT,
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HO cofepkanne BU nomkHO ObITH 0JJOOPEHO CieMaINCTaMU TeX 00JacTeil, rae ObUIM MOTy4eHbI
OIUCHIBAEMbIE JJTAaHHBIE.

Hacrosimue [paBuiia onpeaenstoT MUHUMATBHBIH 00BeM HHPOPMAITIH, KOTOpas JOJHKHA
ObITh BKIIOYeHa B B, 1 gaetr pekoMeHIanuu no CTpyKType U3JI0XKEHHs TaHHOW MH(GOpMaLUu.
[Ipenmonaraercs, 4To XapakTep W 00bEM MAOCTYNMHON uH(poOpManuu OyAyT H3MEHSITHCS B
3aBUCHUMOCTH OT CTaIuu pa3paboTKu ucciemyemoro mpemnapara. Ecnu wccnemyemsrii mpenapar
HAaxXOJIUTCA HA PBIHKE M OOJBIIMHCTBY NPAKTUKYIOIMIUX Bpadyel XOpOIIO M3BECTHBI €ro
dbapmakonornueckue cBoicTtBa, bW wmoxker ObITh MeHee mnomapoOHoW. C  pasperieHus
YHIOJTHOMOYEHHBIX OpraHoB BMecTo BM MoryT ObITh MCHOJIB30BaHBl MaTepuaibl, COAEpKAIIne
OCHOBHYI0 MH(OpPMAIUIO O TMpernapare, JTUCTOK-BKIABIN WIH WHOOPMAIUS HA ITHKETKE TPU
YCIIOBUH, YTO alIbTEPHATUBHBIN BaPUAHT COJEPKUT aKTyalbHYI0, BCECTOPOHHIOI U MOAPOOHYIO
uHpopManuio 000 BCEX XapaKTEPUCTUKAX HCCIEIyeMOro Iperapara, KOTOpble MOTYT OBITh
BOXHBI Ui uccieaoBarens. Ecnm Haxomsmmiicss B CBOOOTHOW Mpoaake JIE€KapCTBEHHBIN
mpemnapaTr HcCleAyeTcss Ha MpeIMeT HOBOro MpuUMEeHeHHus (T. €. M0 HOBOMY Moka3aHuio), bU
JOJKHAa OBITh COCTaBJICHA C y4eToM HOBOro mpuMeHeHHs. BU crnemyer mepecmarpuBath U
UCIIPaBJIATh HE peke 1 pa3a B rog U mpu HEOOXOAMMOCTH JOTOJHATH B COOTBETCTBHH CO
CTaHJApTHBIMHU MpoLEeAypaMu crioHcopa. BY MoxkeT nepecmaTpuBaThCs Yalle B 3aBUCUMOCTH OT
cTaauu pa3pabOTKu Mpemnapara u Mo Mepe MOCTYIICHUS] HOBOH 3HaunMoi nHpopMmaruu. O1HaKko
B COOTBETCTBHM C IMPHHLMIAMH HaJJeKallel KIMHUYECKOM MpPaKTUKON HoBas WHopManus
MOXET OBITh HACTOJBKO Ba)KHA, YTO €€ HEOOXOAWMO COOOIIUTH HCCIEAOBATENSIM W TpHU
Heooxoaumoct ICO (HOK) u (mnm) ymoasHOMOUYEHHBIM OpraHaM JI0 €€ BKJIIOYEHHUS B HOBYIO
penakuuro bU.

Kak mnpaBumo, cioHcop OTBe4aeT 3a MPEAOCTaBICHUE MCCIIECIOBATENSIM aKTyaJbHOMI
penakuuu bM, a wmccimenoBaTenu OTBEYArOT 3a NPENOCTABICHUE aKTyalbHOM penakuuu bU
cootBeTcTByoemy CO (HOK).

Ecnau cnoHcopoMm uccrnenoBaHus SIBASETCS MCCIEAOBATENb, OH JOJDKEH paccMaTpuUBaTh
BO3MOXKHOCTb MOTY4YEeHHsI OPOITIOPBI OT U3TOTOBUTEIS Mpenaparta. Ecinu uccneayemslii mpenapat
IPEIOCTABIIAETCS CaMUM CIIOHCOPOM-UCCIIEIOBATENIEM, OH JIOJDKEH JOBECTH HEOOXOAUMYIO
uHGOpMaIMIO JI0 CBEIEHHUS 3aHSATOrO B HCCJIENOBAaHUHU MepcoHana. B Tex ciydasx koraa
cocTaBieHue TpaaulroHHOM bBU HeocyliecTBUMO, B KauecTBE albTEPHATUBBI CIIOHCOP-
UCCJIEIOBATENb TOJDKEH BKIIIOUUTH B TIPOTOKOJ UCCIIEIOBAHUS Pa3/ell, BKIIOYAOIINN MOAPOOHO
U3JIOKEHHBIC  JIaHHBIC, COJCpXKAIlNe MHHUMAIBHBIA 00BEeM TeKymed wuH(OpMaInH,
npeaycMarpuBaeMble Hactossumu [IpaBunamu.

7.2. O011ME TTOT0KEHUSL.

BU nomxHa BKIIFOUATE B CE0S:
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7.2.1. TUTYyNbHBINA JUCT.

JlolokHBl  OBITH  yKa3aHbl HAMMEHOBAHHWE CIIOHCOPA, HACHTH(PHUKATOPHI KaXKIOTrO
UCCIIEyeMOro Imnpemnapata (T. €. HOMEp WCCJIEIOBaHUS, XMMHYECKOE WIH YTBEPKICHHOE
HENAaTCHTOBAHHOE HA3BaHME, 4 TAK)KE TOProBO€ HAMMEHOBAaHUE, €CIU 3TO HE NPOTHBOPEUUT
JeHCTBYIOIIEMY 3aKOHOJATENLCTBY M IO JKEJIAHUIO CIOHCOpa) W jJara pefakuuu BU.
Pexomenpayercs ykasbiBaTe HOMep Bepcud b, a Takke HOMep U JaTy HNpeablayIled pefakiuu
bH.

7.2.2. Yka3zanue Ha KOHPUACHITUATHHOCTD.

Ilo xemaHuro cmoHcOop MOXeT BKIOYMTH B bBU yBemomienuwe wuccienosareseit
(mosyuaTeneii) 0 TOM, YTO OHU JOJDKHBI paccMarpuBath BU kak koH(UIEHINANBHBINA JOKYMEHT,
IIPEAHA3HAYEHHBIM UCKIIIOYUTEIILHO JUIsl O3HAKOMIICHHSI U HUCIIOJIb30BAHMS UCCIIEA0BATEIBCKUM

kosektreoM U JCO (HOK).

7.3. Coneprxanue OpOIIIOPBI UCCIIEeIOBATENS.

bW nomxHa UMETh ClieAyIoUe pa3faenbl, Kaxablii U3 KOTOPbIX (Te MPUMEHUMO) CIIEeIyeT
COIPOBOXK/IATh MEPEYHEM CCHIJIOK Ha JIUTEPATYPHBIC UCTOYHUKHU:

7.3.1. OrnaBnenue.

7.3.2. Kpatkwuii 0630p.

JIomKHO OBITH TPEICTABICHO KpaTKOE pe3loMe (KelnaTenbHO He MpeBbIaromiee 2
CTPaHUWI) JOCTYIMHOH wWHQOpMAMK O (U3UYECKHX, XHUMHUYCCKUX, (HapMaIeBTUUCCKUX,
(bapMaKoIOTHYECKUX,  TOKCHKOJOTHYECKHX,  (apMaKOKMHETHMYECKHUX,  METaOO0IMUYeCKHX
CBOiicTBax, MHpOpPMAIMKU O KIMHHYECKOM MPUMEHEHHH, COOTBETCTBYIOIIEH TEKyIIeH cTaauu
KIIMHUYECKON pa3pabOTKH HCCIIeTyeMOro mpemnapara.

7.3.3. Beenenue.

B xpaTkom BBOJHOM pa3zesnie JOJKHBI OBITh YKa3aHbl XMMHUYECKOE Ha3BaHME (a TaKxke
HEMaTeHTOBAaHHOE M TOPrOBOE HAMMEHOBAHMSI, €CIIU MpenapaT 3aperucTPUPOBaH) UCCIETyEeMOTO
mpernapaTa, Bce aKTUBHBIE HMHTPEIUEHTHI, (hapMaKoJIOTUYeCcKas TPyMia, K KOTOPOH OTHOCHUTCS
WCCIeAyEeMbI TMpemapaT, W MECTO, Ha KOTOpO€ OH B HEH TMpeTeHayeT (Hampumep,
peUMyIIecTBa), OOOCHOBaHME JMJIsi M3YUYEHHUS HCCIEeIyeMOro Ipernapara, a TakXKe ero
OXXuJaemble Mpo(UIaKTUYECKUE, TepaneBTHUECKUE WM JAMarHOCTUYecKue mokazaHus. Kpome
TOTO, B BBOJHOM paslene JJODKeH ObITh chopmynupoBaH oOHMII TOAXOJ K OIEHKE
UCCJIETyEMOro IIpernapara.

7.3.4. ®uznveckue, XUMHYECKHEe W (apMaleBTHUYECKHUE CBONCTBA U JIEKAPCTBEHHAS

dbopma
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JIOJKHBI  OBITH TPEACTaBICHbl OIMCAHUE KOMIIOHEHTOB MCCIEIyeMOro Ipenapara
(BKJIIOYAsT XMMHUYECKHE W (WJIM) CTPYKTYpHBIE (OpPMYJBI), a TakXKe Kparkas CIpaBKa O €ro
OCHOBHBIX (PM3NYECKHX, XUMHUYECKUX U (papMarieBTUIECKUX CBOMCTBAX.

Jnst obecriedeHus aieKBaTHbIX Mep O€30MacHOCTH B XOJE MCCIIEIOBAaHMS JIOJKEH OBbITh
yKa3aH W Tpd HEOOXOOMMOCTH OOOCHOBaH COCTaB JIEKAPCTBEHHOW (HOpPMBI, BKJIIOYas
JIOTIOJIHUTEITbHBIE BEIIECTBA. TaKKe JOJDKHBI OBITh MPEIOCTABICHBI MHCTPYKLUH 10 XPAaHEHHIO H
UCTIOJIH30BAHUIO JIEKAPCTBEHHBIX (DOPM.

Crnenyer ynomsHyTh Jt000€ CTPYKTYpPHOE CXOJACTBO C JPYIMMH H3BECTHBIMHU
COEJIMHEHUSIMH.

7.3.5. JIOKIUHMYECKUE UCCASIOBaHUS.

Bsenenue.

JIoIoKHBI OBITH TIPENCTABIEHBI B KpaTKod (opMme pe3ysbTaThl BCEX CYIIECTBEHHBIX
JOKIIMHUYECKUX UCCIIET0BaHUN (PapMaKOIOTHYECKUX CBOMCTB, TOKCUYHOCTH, (PapMaKOKUHETHKH
U MeTaboIM3Ma uccieayeMoro npemnapara. J{oJkHbl ObITh ONMUCAHBI UCTIOJIb30BAaHHBIE METO/IBI,
IpEeCTaBJICHbI MOMyUYEHHBIE PEe3YyJIbTAThl, a TAaKXKe UX OOCYXKJACHHE B CBS3M C HCCIETYEMBIMU
TEPaNeBTHYECKUMH U BO3MOKHBIMU HEOJIArOMPUATHBIMU WM HETPEABHICHHBIMH (P PeKTaMu y
yesoBeka. B 3aBucumMocT OT Hanuuus (AOCTYITHOCTH) MH(POPMALIUU YKa3bIBACTCA CIEIYIOLIEE:

UCIOJIb30BAHHBIE B UCCIIEIOBAHUAX BH/IbI )KUBOTHBIX;

KOJINYECTBO U MOJ )KUBOTHBIX B KXKIOH IpyIIIe;

€IIMHUILIBI I3MEPEHHS I03bI (HapHMepP, MUJLTUTPAMM/KHJIOTpaMM (MI/KT)).

KpaTHOCTb BBEJICHHUS;

IyTh BBEJCHUS;

JUTUTENTHOCTh Kypca BBEJICHHS,

nHpOpMaIHs, OTHOCAIIAACA K CACTEMHOMY paclpe/ieICHHUIO;

MPOAOIDKUTENBHOCTh  MOCIEIYIOIEro HAOJMIOJEHHUs T10C/e OKOHYaHMsS BBEICHHUS
npenapara;

pe3yJIbTaThl, BKIIOYAst PACKPBITUE CISAYIOMINX ACTIEKTOB:

XapakTepa ¥ 9acTOThI (hapMaKOJIOTUIECKIX HITM TOKCHUECKUX 3(D(EKTOB;

BBIPQ)KEHHOCTH WJIM CTENEHU TSDKECTH (DapMaKOJIOIMUECKHMX WM TOKCHYECKHX
3¢ dexToB;

710303aBUCUMOCTH (P (EKTOB;

BPEMEHH JI0 HACTYIUICHUS 2P PEKTOB;

obpatumocTu 3¢ HeKToB;

MPOJOIKUTENHEHOCTH 3P (HEKTOB.
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Jlnst Gomnbliel HATTISITHOCTH IaHHBIE CIIEAYET M0 BO3MOXKHOCTHU TMPEICTABIIATH B BUJIE TAOIUII
(mepeuneit). [locnemyromme pasfenbl JOMDKHBI COAEPXATh OOCYKICHHE Haubolee BaXKHBIX
pE3yJIbTaTOB  MCCIEIOBAaHWM, BKIIOYAs  J10303aBUCHUMOCTh  HaOmofaembIX  3((EeKToB, HX
SKCTPANOJAILMIO HA YENOBEKa, a TakKe JII0Oble WHbIE acleKThl, TpeOyrole HCCIeI0BaHUsS Yy
yesnoBeka. [Ipu HEOOXOAMMOCTH, AOHKHO OBITH MPOBEACHO CPABHEHHE PE3yJbTaTOB MCCIIEIOBAHUS
3((HeKTUBHBIX M HETOKCHMYECKHX 103 Ipenapara Ha >KMBOTHBIX OJHOTO M TOro e BHIa (T. €.
HEOOXOIMMO ONpPENEIUTh TepaneBTHIeCKiid HHAeKE). CrienyeT yKas3aTh, Kak 3TH JaHHbIE COOTHOCSATCS
C JI03MPOBKAaMHU, Tpe/laraeMbIMHU JUIs IPUMEHEHHs Y 4enoBeka. Bo Bcex ciydasx Mo BO3MOXKHOCTU
NpU TIPOBE/ICHUY CPAaBHEHHI PEKOMEH/IYETCs YKa3bIBaTh KOHIICHTpAIIMHU TpenapaTa B KpoBU (TKaHH),
a HE JI03UPOBKH, BEIPAYKEHHBIE B MI/KT.

a) JloknmuHnyeckas papmMaKoIOTHs.

JlanHbIN pa3fen IOoJDKEH BKIIOYaTh B ce0s KpaTkoe omucaHue (apMakoJIOTHYECKUX
CBOICTB HcCCIEAyeMOro Inpemapara U MO BO3MOXXHOCTH €ro OCHOBHBIX METa0OJUTOB 110
pe3ylbTaTaM HCCIEeIOBaHUN Ha >KMBOTHBIX. KpaTkoe omucaHue AOKHO BKIIOYATh B ceOs
UCCIICIOBAaHUS IO  OLEHKE BO3MOXHOM  TepanmeBTHYECKOW aKTUBHOCTH  (Hampumep,
3P PEKTUBHOCTh MPU IKCIIEPUMEHTAILHOW MAaTOJIOTUH, JINTaHI-PEIIETITOPHOE B3aUMOJICHCTBUE U
crienu(UIHOCTh JEHCTBUA), a TakK)Ke HCCICAOBAHHS IO OIeHKEe Oe30MmacHOCTH (Hampumep,
CHelMalbHbIe UCCIEI0BaHUS A U3YYCHUS UHBIX (hapMakonorndeckux 3(h(eKToB, He UMEIOIIHNX
TEpaneBTHUECKON HAIPaBICHHOCTH).

0) ®apMakOKMHETHKA U METa0OIN3M TIpernapaTa y )KUBOTHBIX.

JlanHbIN pa3gen JOJKeH BKJIIOYAaTh B ceOsl KpaTkoe omucaHue (apMaKOKHMHETHUKH,
MeTabonu3mMa U pacrpeaesieHus] HCCIeayeMoro npemnapara B TKaHsIX )KMBOTHBIX BCEX BUIOB, Ha
KOTOPBIX TMPOBOAMIUCH HCCleAoBaHUs. J[OJDKHBI OBITH OCBEIIEHBI BCAachIBAaHHE, MECTHAas W
cUCTeMHasi OMOOCTYITHOCTh MUCCIIEAYEMOTrO Mperapara U ero MeTaboJINTOB, a TAKXKE X CBS3b C
JTaHHBIMU (hapMaKOJIOTUYECKUX U TOKCUKOJIOTUYECKUX UCCIIeI0BAaHUM Ha )KUBOTHBIX.

B) TokcHKOIOTHS.

JlanHbBIi pasaen JODKEeH BKITIOYAaTh B ceOsl KpaTKOE OMHCAaHHE TOKCHUYECKHUX d(dexToB
UCCIIEyeMOr0 Tperapara, BBISIBICHHBIX B HCCIICOBAHUSAX Ha J>KUBOTHBIX PA3HBIX BHJIIOB.
CnenyeT, MO BO3MOXXHOCTH, NPUICPKUBATHCS HUKENPUBEICHHOW CTPYKTYpPbl OIJIaBIICHUS
JAHHOTO pa3zena:

TOKCHUYHOCTbH IPH OJTHOKPATHOM BBEICHUH;

TOKCHYHOCTH IPH MHOTOKPAaTHOM BBE/ICHUHU;

KaHIIEpPOTE€HHOCTb;

crelnuaibHble  HCCIEOBaHHUS  (HAapUMeEp,  MECTHO-pa3[paxkaroliee  JAeiCTBHE,

UCCIIEIOBAaHNE CEHCUOMIN3UPYIOIIETO ACHCTBUS);
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PENpPOAYKTUBHASI TOKCUYHOCTH;

T€HOTOKCUYHOCTh (MyTareHHOCTb).

7.3.6. OnbIT NpUMEHEHUS Y YeJIOBEKa.

Bsenenue.

B stom pa3znene moapobHo oOcykaaroTcsi u3BecTHbIE 3(h(eKThl HCClieayeMOoro npemnapara y
YejoBeKa, BKIIOYas WHPOpMALMIO, OTHOCAIIyIoCS K  (hapMakOKMHETHKE, MEeTaboIu3My,
bapmakoIHAMHKE, 10303aBUCUMOCTH 3(dexToB, 6e3omacHocTH, 3P HEeKTHBHOCTH, a TaAKKE IPYTHM
BUIaM (hapMakosornyeckoil akTUBHOCTH. 110 BO3MOXKHOCTH IOJIKHO OBITh JaHO KPAaTKOE OMHCaHKE
Ka)XJIOTO 3aBEPIICHHOTO KIMHWYECKOTO HCCIeNoBaHus. Takke JObKHA OBITh Tpe/CTaBlieHA
uHpopmals o pe3ysibTarax Jr000ro TPHUMEHEHHsS MCCIeIyeMOro Ipenapara BHE PaMOK
KIMHIUYECKUX MCCIICIOBAaHNUHN (HAIIpUMep, CBECHUS], TIOJIyYeHHbIE BO BPEMsI TOCTPETHCTPALIMOHHOTO
MIPUMEHEHHUSI TIperapara).

a) ®apMakoKWHETHKA U META0OIM3M y YeJIOBEKa.

JlaHHBIN pa3fen JODKEH CoJAep)KaTh KpaTKylo HWHGPOpMAIUIO, OTHOCSIIYIOCS K
(apMaKOKMHETUKE UCCIEAYeMOro mpenapara, ¥ BKIIOYaTh B ce0sl cienyromee (B 3aBUCUMOCTH
OT HAJIMYUS JAHHBIX):

(hapMakokuHETHKAa (B TOM 4HCIIE METabOJIM3M, BCAaChbIBaHWE, CBSI3bIBaHHWE C OelKkamMu
IUTa3MBl, paclpeieICHUE U BHIBEACHHE);

OMOJOCTYTHOCTh HCCIIEIyeMOoro mnpemnapara (aOCONIOTHYIO 1O BO3MOXKHOCTH W (WIIH)
OTHOCHTEIIFHYI0) C WCIIOJIb30BAaHUEM OIPECIICHHON JIEKapCTBEHHOH ()OpMBI B KadecTBe
CpaBHEHHS,

cyOmomyysiuu HacelneHus: (HampuMep, pasiuyus Mo MOy, BO3PACTy WM HApPyIICHUSM
(GyHKUMI OpraHos);

B3aMMOJICHCTBHE (HAIpUMEp, JIEKAPCTBEHHBIC B3aWMOJICHCTBHA W BIMSHHUE IpHEMa
TTUTIN);

Ipyrue JaHHble o (papMakOKWHETUKE (HampuMep, pe3ysbTaThl MPOBEIECHHBIX B paMKax
KJIMHUYECKHUX HCCIeIOBaHUN (apMaKOKMHETUYECKUX MCCIIEJOBAHMI HA PA3IUYHBIX TPYIIIax).

0) besonacHocTh U 3(HEKTUBHOCTD.

Kpatko pomxHa ObITH TpeacTaBieHa WHGOpMAIUs, OTHOCSIIASACA K O€30MacHOCTH,
dapmakonuHamuke, 3GPEeKTUBHOCTH U A0303aBUCUMOCTH 3(()EKTOB HCcleqyeMoro npemnapara
(1 ero MeTaboJINTOB, €CIM UMEIOTCS TaHHBIE) U MOMYyYCHHAs B XOZ€ MPOBEJCHHBIX KIMHUYECKHX
UCCJIEOBaHUIN (C y4yacTHEM 3J0pOBBIX JOOpOBOJIbIIEB M (WiH) TanueHToB). [lomkHa OBITH
MpeJCTaBlICHa WHTEpIpeTalusl 3TUX NaHHBIX. Ecau yacTh KIMHMYECKHUX HCCIEIOBAaHUN YiKe
3aBeplieHa, g Oojee SCHOTO BOCHPHATHS JaHHBIX PEKOMEHAYETCsl MPEeACTaBUTh IO

3aKOHUYEHHBIM HCCIEOBAHUSM CBOJHBIE OTYETHI 10 d(QexkTuBHOCTH © O6e30MacHOCTU
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UCCIIEyEMOr0 Ipernapara IO OTAEIbHBIM IIOKa3aHUSAM Yy Pa3IMUHBIX nomyJsanui. Taxke
PEKOMEHIyEeTCsI HCIOJIb30BaTh CBOJHBIC TaONUIBl HEXENaTeIbHBIX pPEakUuil 1o BCeM
KJIMHUYECKUM HCCIIEOBaHMM (BKJIIOUYasl MCCIIEI0BAHUS IS JTIOOBIX M3YYaBIIMXCS MMOKAa3aHUM).
JIOKHBI OBITH OCBEIIEHBI 3HAUMMBbIE Pa3INUus B XapaKkTepe (4acTOTe) HEXKENIATeNbHbIX PeaKIii
KaK JUIS pa3JIM4HbIX TOKA3aHUN, TaK U IS Pa3JINYHbIX MTOMYJIALUH.

B BU nomxHbI OBITH OMMCAHBI BO3MOXHBIC PUCKH U HEXKeJIaTelbHbIE PEaKIUU, KOTOPhIC
MOXHO O0HMJAaThb Ha OCHOBAHMM HAKOIUICHHOTO OIbITA IPUMEHEHHs KaK HCCIELyEeMOro
npenapara, TaKk M CXOJHBIX C HMM IpenapaToB. JIOMKHBI OBITH TakkKe ONHUCAHBI MEphI
IPEJOCTOPONKHOCTH UM CIIELUANIbHbIE METO bl HAaOII0A€HUS, KOTOphle HEOOXOAUMO MPUMEHSTh
IIPY UCII0JIB30BAHUH IIPENapaTa B UCCIIEN0BATENbCKUX LENSIX.

B) IlocTperncrpanioHHbIN ONBIT IPUMEHEHUS.

B BU nomxHbl ObITH YKa3aHbl CTpaHbl, B KOTOPBIX UCCIIEIYEMBbIN MpenapaT yKe UMEETCs B
npoAake WM ObUT 3aperucTpupoBaH. Jlrobas 3Haummas wuHbOpMaIus, TMOJyYeHHAass B XOJE
HOCTPErUCTPALIMOHHOTO IPMMEHEHUS IpernapaTta, 10JKHa ObITh MpeCcTaBleHa B 0000ILEHHOM BH/IE
(HampuMep, JeKapCTBEHHbIE (OPMBI, TO3UPOBKH, IyTH BBEACHHS U HEXKENATEIbHBIC PEAKIHN).
Taxoxe B BU nomkHBI OBITH yKa3aHbl CTPaHbl, B KOTOPBIX 3asSBUTENIO ObUIO OTKA3aHO B OJJOOpEeHUU
(perucTpauuu) Impemapara Aas KOMMEPUECKOro NPHMEHEHHMs WIM pa3pellieHHe Ha MpoJaxy
(perucTpalMoHHOE YAOCTOBEpEHNUE) ObLIIO aHHYJIMPOBAHO.

7.3.7. O6cyx1eHre JaHHBIX ¥ HHCTPYKIMU JJIs1 HCCIIeI0BATEIs.

B »tOoM pasgene n0MKHO OBITH MNPEACTABICHO OOCYXKIEHUE JOKIMHUYECKUX H
KJIMHUYECKUX IAaHHBIX M 00oOIIeHa MH(pOpMauus, NOJIy4YeHHas U3 pa3HbIX HCTOYHUKOB II0
pasNIMYHBIM ~ CBOMCTBAM HMCCJIEIyeMOro mpemapara. Takum o0pa3oM, HCCIIEIOBATEINIO
IpeJOoCTaBIISAIOTCS Hanbosnee MHPOPMATUBHAS MHTEPIIPETALUS MUMEIOIUXCS JaHHBIX, a TaKkKe
BBIBOJIbI O 3HAYMMOCTH 3TON MHPOPMAIMH JIsI TOCIEYOINX KIMHUYECKUX UCCIEA0BaHNM.

JIOIKHBI OBITH KPAaTKO ONHUCAaHbI OMyOJIMKOBaHHBIE PAaOOThl MO CXOAHBIM Ipernaparam,
€ClIi Takhe IpernapaTtbl MMEIOTCS. OTO TO3BOJMT HCCIEAOBATENO0 ObITh TOTOBBIM K
HEXKEJIATeNbHBIM pPEAaKUUsAM WM JAPYTUM IpobdjemMaM, KOTOpbleé MOTYT BO3HHKHYTh B XOJ€
KJIIMHAYECKHUX UCCIIEA0BAHUM.

OcHOBHas 1eJIb JAHHOTO pasjiera 3aKI4aeTcsl B TOM, YTOOBI TOMOYb HCCIIEI0BATEIIO
IOJIyYUTh YETKOE MPEACTABICHUE O BOZMOXKHBIX PUCKAX M HEIKEIATEIbHBIX PEAKIMX, & TAKKE O
CHELMATbHBIX TECTaX, METOJAaX HAOMIOACHUS W Mepax IMPelOCTOPOKHOCTH, KOTOPhIE MOTYT
MOHAOOUTBCA B XOJE KIMHUYECKOTO MCCIEA0BAaHUSA. OTO IMPEACTaBICHUE JOJKHO OBITh
OCHOBAaHO Ha JOCTYNHOM HHPOpMaLuu O (PU3NYECKHX, XMMHUYECKHX, (hapMalleBTHYECKUX,
(apMakoJIOTHYECKUX, TOKCUKOJIOTMYECKMX M  KIMHMYECKUX CBOWCTBaX HCCIEIyeMOro

mpenapara. KJII/IHI/I‘IGCKOMY HCCIACAOBATCIIIO TAKXKEC JOJIKHBI OBITE npeaoCTaBJICHbBI HHCTPYKIUN
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M0 AMAarHOoCTUKEC U JICUCHUIO BO3MOKHBIX IIEPCAO3UPOBOK U HCIKEIIATCIIbHBIX peaKHHP’I, KOTOPBIC
OCHOBAaHbl Ha MNOPCAbIAYIICM KIMHHUYCCKOM OIBITC U (bapMaKOHOFquCKHX CBOMCTBAX

UCCIIeyeMOro mpernapara.

8. HepequL OCHOBHBIX TOKYMCHTOB KIIMHUYCCKOTO UCCIICIOBAHUS

8.1. Beenenue.

OCHOBHBIMU JTOKYMEHTAMH KJIMHHYECKOIO HCCJEIOBAHUS SIBISIOTCS JOKYMEHTHI,
KOTOpbIE€ TO3BOJISIIOT (MO OTHAEIBHOCTH WJIM B COBOKYIHOCTH) OLEHHMTh IPOBEJCHHE
UCCIICIOBAaHHUSI M KaueCTBO IMOJyUYEHHBIX JAHHBIX. DTH JOKYMEHTBI CIy’KaT J0Ka3aTeIbCTBOM
COONIIONIEHHUST  UCCIIeI0OBATeNeM, CIOHCOPOM M MOHUTOPOM MPHHLMIIOB  HaJJIeXallen
KJIMHUYECKON MPAKTHUKU U IPUMEHUMBIX TPEOOBaHUIA.

OCHOBHBIE JTOKYMEHTBI HCHOJIB3YIOTCS TaKK€ B MHBIX IesX. CBOEBPEMEHHOE MMOMEIIEHUE
OCHOBHBIX JJOKYMEHTOB B (pailyibl nccienoBaresis (MEAUIMHCKOTO YUPEXKICHUS) U CIOHCOpA MOYKET
CIMOCOOCTBOBATh YCHEUTHOMY BBIIIOJIHEHUIO B paMKaX KIMHUYECKOT'O UCCIIEA0BAHUS CBOMX (DYHKLIMIA
UCCIIeIoBaTeNieM, CIIOHCOPOM M MOHHUTOpOM. Kpome Toro, 3T JOKYMEHTHI OOBIMHO SIBJISIOTCS
O0BEKTOM HE3aBUCHMOIO ayAuTa CO CTOPOHBI CIOHCOpa U HHCIEKLUUMH CO CTOPOHBI
YIOJHOMOUYEHHBIX OPraHOB BBUJY TOTO, YTO OHM SIBJISIFOTCSl YacTbIO IpoLEcca MOATBEPXKICHUS
3aKOHHOCTH MPOBEJCHUS UCCIIEA0BAHMS U JJOCTOBEPHOCTH COOPAHHBIX JaHHBIX.

Huxe npuBeneH MUHUMAalbHBIA IE€PEUYEHb OCHOBHBIX JIOKyMEHTOB. JIOKYMEHTHI
CrpyHNIHUpOBaHbl B 3 pa3jesa B 3aBUCUMOCTH OT CTaIMU KIIMHUYECKOTO MCCIIEJOBaHUS, BO BpeMs
KOTOPOI OHM OOBIYHO CO3/1aI0TCS:

1) nepen HayasoM KIMHUYECKOH (a3bl MccieOoBaHUS (B COOTBETCTBMM C IYHKTOM 8.2
Hactosux [IpaBun);

2) BO BpeMs KIMHUYECKOW (pa3bl HcciaefoBaHUs (B COOTBETCTBMM C IyHKTOM 8.3
Hactosmux [IpaBun);

3) mocne 3aBepIICHUS WIH MPEXKACBPEMEHHOIO IPEKpaleHus HCCieqoBaHus (B
COOTBETCTBUU C MMyHKTOM 8.4 HacToAwmux [IpaBun).

B yka3aHHBIX HIKE MTOJMYHKTAX MO/Ipa3/iesia 8 HaCTOSILEro pa3/iesia yKa3aHbl LEJIN KaKa0ro
JIOKYMEHTa ¥ MECTO MX XpaHeHus (B ¢aiiax uccienoBaress (MEIUIIMHCKOTO YUPESKIACHNs) U (ITH)
crioHcopa). Jlomyckaercs oObeIMHEHHE HEKOTOPBHIX JIOKYMEHTOB IPU YCIOBHM, YTO OTHAENIbHbBIE
HIIEMEHTHI JIETKO UICHTUPUITPYIOTCS.

@aiinpl MccieoBaHUs JOJDKHBI OBITH CO3JAaHBI B Hadaje HMCCICNOBAHMS KaK B MECTE

HaxXOXJEHUs WCccienoBaTeas (MEIUIIMHCKOTO YUYPEXKACHHs), TaK W B OQHUCe CIOHCOpA.
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HccnenoBanre MOXKHO CUMTATh O(QHUIMAIBHO 3aBEPIICHHBIM TOJIBKO IMOCIE TOro, KAk MOHHUTOP
npoBepuT Gailnel uccnenoBarens (MEAUIUMHCKOTO YUPEXKACHUS) M CIIOHCOpAa W MOATBEPAMT
HAJIMYHE BCEX HEOOXOIMMBIX TOKYMEHTOB B COOTBETCTBYIOUIHX (aiiax.

Ilepeuncnennsle B HacTosmux IIpaBmnax IOKyMEHTBI Kak IO OTIECJIBHOCTH, TaK M B
COBOKYIIHOCTH MOTYT OBITh IOABEPTHYTHl AayAWTy CIIOHCOpAa M MHCHEKIUH (IIPOBEpPKE)
YIOJIHOMOYEHHBIMA OpPTaHaMU W JOJDKHBI OBITH NPEIbSBICHBI NMPU MPOBEICHUHM ayJuTa WU

HWHCIICKIINHU.
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8.2. [lepen HauamoM KIMHUYECKON (ha3bl UCCIIECIOBAHUS

Ha craguu mmanupoBanust HCCIIeIOBaHUS 10 €r0 (OpPMaIbHOTO Havyaja JI0JKHBI OBITh CO3/IaHbI M TIOMEIIIECHBI B (haiijl CIeIyIONNe JOKYMEHTHI:

Haxomutcs B daitnax
HaunmenoBanue nokymenra Lens HCCIICTOBATCIA
(MenuuuHCKON CIIOHCOpA
OpraHu3alix)
8.2.1. bpomropa uccnenoparens JIOKYMEHTAIBHO 3aKPEnuTh (DAKT Mepeadn UCCIeI0BATEIIO X X

(MeIMUMHCKOM OpraHn3alun) HeoOXOUMON U aKTyalbHOU
Hay4yHOH mH(OopMaIu 00 UccieayeMoM Mpernapare

8.2.2. JIoKyMeHTHI IIJIAaHUPOBAHUS KITMHUYECKOTO JOKYMEHTAJIbHO 3aKPENUTh (PAKT yTBEP>KACHHS CIOHCOPOM U
UCCIICIOBAHMS: uccieaoBaTeneM nporokoia (nompasok) u MPK
X X
HOJMMCAaHHBINA TPOTOKOI
HO/INMCAaHHBIE MONPABKU K HEMY (TIpY HAIUYWH)
obpazerr UPK
8.2.3. Indpopmanus, mpeaocTaBisiemMast CyoObeKTy JOKYMEHTAIILHO 0(hOPMUTH (aKT IMOTyIECHHS
MCCIICIOBAHMIS: MH()OPMHUPOBAHHOTO COTIIACHS,
¢dopma HHHOPMHUPOBAHHOTO COTIacHs (BKIIOUAs BCE  JOKyMEHTAJBHO IMOATBEPIUTh, YTO CYOBEKTaM HCCIICIOBAHUS
X X

HEOOXOIUMBIE PA3bICHUTEIHHBIC MATECPUAIIBI) Oy/IeT IpeIoCcTaBlIieHa COOTBETCTBYIOIIAS (C TOUKU 3PSHUS

conep KaHus M JIOCTYITHOCTH ISl IOHUMaHWMsI) THChMEHHAsI
mo0ast Apyrasi IUCbMEHHast HH(pOpMaIus
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Haxomutcs B daitnax

HanmenoBanue nokymeHra Lens HCCJICOBATCIIA
(MenIuIuHCKOM CIIOHCOpA
OpraHu3aIim)
nH(bOpMaIHs, KOTOpast TOMOXKET UM C YUETOM TTOJTHOM X X
MH(POPMUPOBAHHOCTH JIaTh COTJIACHE.
5 JIoKkyMeHTaIbHO MOATBEPAUTE, YTO MEPHI IO MPUBJICUECHUIO
SKJIaMHBIC OOBSIBIICHUS [T TIPUBIICUCHUS
p JuiA TIp CyOBEKTOB a/IeKBaTHBI M OTCYTCTBYET AIEMEHT MPUHYKICHHS
CyOBEKTOB B HCCIIEIOBAHUE (€CITH HCIONIB3YIOTCS)
8.2.4. ®UHAHCOBBIE ACTIEKTHI UCCIIETOBAHUS JOKyMEHTAJIbHO 3aKPEMUTh (PUHAHCOBOE COTVIAILIICHUE T10 X X
HCCIIEIOBAaHHUIO MEXKY CIIOHCOPOM U HCCIIE0BaTeNeM
(MeIUIIMHCKOW OpraHu3aIueil)
8.2.5. CrpaxoBoe 00s13aTebCTBO (€Cii TpedyeTcsi)  JOKYMEHTAJIbHO MOATBEPIANTE, UYTO B CIIydae MPHIUHCHUS X X
yiiep0a, CBI3aHHOTO C UCCIIEI0BAaHUEM, CYOBEKTaM
Hccle0BaHus Oy/eT JOCTyITHA KOMITEHCALUS
8.2.6. [loanucaHHbIi JOrOBOP BOBICYEHHBIX CTOPOH, JAOKYMEHTAIbHO 3aKPENUTh IpaBa, 00I3aHHOCTH U OTHOILICHHUS
HarpuMep: CTOpPOH
MEXIY HCCleioBaTeNeM (MEAUIIUHCKUM
X X

YUPEKICHUEM) i CTIOHCOPOM

MEXKITy UCCIIeaoBareeM (METUIIMHCKUM
YUPESKICHUEM) B KOHTPAKTHOM HCCIIeI0BATEIHCKOM




81

Haxomutcs B daitnax

HanmenoBanue nokymeHra Lens HCCJICOBATCIIA
(MenIuIuHCKOM CIIOHCOpA
OpraHu3aIim)
opraHuzanuen X X
MEXY CIIOHCOPOM U KOHTPAKTHOU (ecu
MCCIIeIOBATENIbCKOM OpraHu3aimeit TpeOyercs)
MEXIY HCCleioBaTeNeM (MEAUIUHCKUM X
X
YUpEXIEHHEM) U YIIOJTHOMOYEHHBIMU OpraHaMH
X
(ecu TpedyeTcs)
8.2.7. laTnpoBaHHOE U IOKYMEHTAJILHO JOKyMEHTAJIbHO MOJATBEPIHUTH, YTO JAHHOE HCCIIEA0BAHUE OBLIO
odopmiteHHOE ooOpenwe (3akmoueHne) ICO paccMoTpeHo U paspetieHo (ogoopeno) ICO (HOK).
(H3K), Komuccueii o Bonpocam stuku (KBJ)) YKa3bIBaeTCs HOMEP BEPCUU U AaTa TOKYMEHTA
CIIEITYIOUIHAX JTOKYMEHTOB:
MPOTOKOJIA U JTIOOBIX TIOMPABOK K HEMY X X

WPK (ecnu Tpebyercs)
(hopmMbI THPOPMHUPOBAHHOTO COTIIACHS

000 APYTOi MHCEMEHHOM MH(OpMAaIny,
MPEIOCTABIISIEMO CyObhEeKTaM HCCIICIOBAHHS

PCKIIaMHBIX OOBSIBIICHUI JJIA TIPUBJICUYCHUS

CyOBEKTOB B HCCIIEIOBAHUE (€CITH HCIIONIB3YIOTCS)

nH(pOpMAIK O KOMITEHCAIINH CyOhEKTaM
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Haxomutcs B daitnax

HanmenoBanue nokymeHra Lens HCCJICOBATCIIA
(MenIuIuHCKOM CIIOHCOpA
OpraHu3aIim)
uccneqoBaHus (TIPYU HAJTMYUH )
JIOOBIX MHBIX pa3pelieHHbBIX (0T00PEHHBIX)
JIOKyMEHTOB
8.2.8. CoctaB DCO (HOK), Cosera no stke, KBD  gokymeHTanbHO 3akpenuTh cooTBeTcTBUE coctaBa DCO (HOK) X X
TpeboBaHuAM HacTosmux [IpaBun
(ecmm

TpeOyeTcs)
8.2.9. Pazpemenue (omoOpeHre MpoToKoIa, JIOKYMEHTAJILHO MOJITBEP/IUTh, YTO TIPH HAJTUYUU X X
YBEJIOMJIEHHE O MIPOTOKOJIE) OT YIOITHOMOYEHHBIX COOTBETCTBYIOIIUX TPUMEHUMBIX TPEOOBAaHUI pa3perieHue

(ecrm TpedyeTcst) (ecrm

OpraHoB (eciu TpedyeTcs) (omoOpenwue, yBeIOMIICHHE) YIIOIHOMOYEHHBIX OPTaHOB

TpeOyeTcsi)

MOJTY4€HO JI0 Havyalia UCCIIeIOBAHUS

8.2.10. Texymas peakiys pe3oMe UCCIIEIOBaHNS  JIOKYMEHTAJIbHO MOATBEPANTD KBATM(PUKALIUIO U IIPUTOIHOCTh X X
(curriculum vitae) u apyrue JOKyMEHTBHI, JUIS IPOBE/ICHUS UCCIIEIOBAHUS U (MJIM) OCYILIECTBICHUS
MOATBEPKIAIOIINE KBATM(PUKALIMIO HCCIeIoBaTeNed  MEAUIIMHCKOrO HaOmoneH s 3a CyObeKTaMU UCCIIEN0BaHNs
Y COMCCIIeIoBaTeNen
8.2.11. HopmanbHbI 1nana3oH 3Ha4CHUH I JOKYMEHTAJIBHO 3aKPENNUTh HOPMaJIbHBIN IHaNa30H 3HaYCHUN X X
MIPEAYCMOTPEHHBIX ITPOTOKOJIOM MEIUIIMTHCKUX U151 TaOOpaTOPHBIX TECTOB
(;1abopaTOpHBIX, TEXHUYECKHX ) TIPOLIEAYp U (1K)
TECTOB
8.2.12. MenunuHckue, (JTabopaTopHsIe, JOKYMEHTAJILHO OATBEPAUTH MIPUTOAHOCTH 000PYIOBAHHUS JISt X X

TEXHUUYECKHUE) MPOLIETYPBI U (M) TECTBHI, -

MIPOBEICHUS TPEOyEeMbIX TECTOB M 00eCTIeueHHs HaIS)KHOCTH
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Haxomutcs B daitnax
HanmenoBanue nokymeHra Lens HCCJICOBATCIIA
(MeIUIMHCKOM CIIOHCOpa
OpraHu3aIim)
cepTrdUKaIs, aKKpeAUTalKs, BHyTPEHHUH U (W)  pe3yNIbTaToB (ecmu TpebyeTcst)

BHEIIIHUI KOHTPOJIb Ka4€CTBA WU APYTHUE METOIBI
MIOATBEPXKIeHHS (eciu TpebyeTcs)

8.2.13. O06pa3libl STUKETOK HA YITAaKOBKaX JOKYMEHTAJILHO MTOJTBEPIUTH COOTIOICHIE COOTBETCTRYIOIINX X
HCCIICTyEMBIX TIPETIapaToB TpeOoBaHM K MApKUPOBKE UCCIIEAYyEMOro TIpernapara u
MIPUTOTHOCTHh UHCTPYKITHI JIJISI CYOBEKTOB

8.2.14. MucTpyKIws 1o 0OpaIieHuro ¢ JIOKYMEHTAJILHO 3aKPETUTh HHCTPYKITUH TSI 00CCTICUCHUS X X
HCCIIeyeMbIMH MIpenaparaMy U pacXOqHbIMU Ha/IJIe)KAIlero XpaHeH s, YIaKOBKH, pacrpeesieHUs 1

Marepuaiamu (€cIi He BKITIOUCHA B MPOTOKON WJIM  YTHJIM3ALMU UCCIIEyeMbIX IPENnapaTtoB U PACXOIHBIX

OpoIIopy UcCIenoBaTes) MarepuaioB

8.2.15. Y4er mocTaBOK UCCIIEMyEeMBIX MPENaparoB U JOKYMEHTAIBbHO 3aKPEMUTh AaThl U CIIOCO0 MOCTaBKH, HOMEpa X X
PaCXOIHBIX MaTepPHUAIOB Cepuil uccieayeMbIX PenapaToB U PACXOAHBIX MaTEPUAIIOB.

ITo3Bonsier OTCJICAUTDb CECPUIO ITPCIIapaTra, KOHTPOJIUPOBATb
YCJIOBUS ITOCTABKU U BECTHU YUCT

8.2.16. Ceptudukarsl aHATN30B MOCTABICHHBIX JOKYMEHTAJILHO TIOITBEPUTH MOITUHHOCTh, YACTOTY X
HCCIICAYCMBIX IPCTIapaToB HCCIICAYCMBIX IMPCTIAPATOB U KOJITMYCCTBCHHOC COACPIKAHUC B HUX
AKTUBHOTO BEILECTBA (JI03UPOBKY)

8.2.17. IIpouenypbl pacKpbITHs Koa AJis JIOKYMEHTAJILHO 3aKPETHTh MTPOLEAYPY IKCTPEHHOMN X X
UCCIIeIOBAaHHA, TPOBOAUMBIX CJIEMBIM METOIOM UACHTH(UKAIIMY MACKHPOBAHHOTO UCCIIETyeMOro Mpemnapara 0e3

(TpeTns
HapyIEeHUs MACKUPOBKH IS OCTAIBHBIX CYyObEKTOB

CTOpOHA, €CJIIN
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Haxomutcs B daitnax
HanmenoBanue nokymeHra Lens HCCJICOBATCIIA
(MeIUIMHCKOM CIIOHCOpa
OpraHu3aIim)
TpeOyercs)
8.2.18. PanmoMu3anoHHbIN CIIUCOK JIOKYMEHTAJILHO 3aKPETUTh METO] PaHIOMU3AIINN CyOBEKTOB X
UCCIIEA0BAHUS
(TpeThs
CTOpOHA, €CIU
TpeOyeTcst)
8.2.19. Otuer MoHUTOPA O BBIOOpE JOKyMEHTAJIbHO MOJATBEPAUTH IPUEMIIEMOCTh X
HCCIIEI0BATENIbCKOTO LICHTPa HCCJIEA0BATENBCKOIO LIEHTPA JUIsl JaHHOTO UCCIIEN0BaHUS (MOXKET
ObITh 00BeHEHO C T1. 8.2.20.)
8.2.20. OT4eT MOHUTOPA O TOTOBHOCTH JOKYMEHTAJIbHO MOATBEPAUTH (DAKT O3HAKOMIICHHS X X
HCCIIEI0BATENILCKOTO LICHTPA HCCIIEN0BATENs U 3aHATOTO B UCCIIEA0BaHUH NTEPCOHANIA C
MpoLeTypaMH UCCIIEN0BaHHS (MOXKET OBITH OOBETUHEHO C II.
8.2.19.)
8.2.21. CooOrieHue crioHcopa 0 Havase JIOKYMEHTAJIbHO TIOATBEPAUTH (DaKT Hayasia KIMHUIECKOTO X
KJIMHUYECKOTO UCCIIEIOBAaHMS B aJIpec HCCIIEIOBAaHUS

YIOJIHOMOYEHHOTO OpraHa

8.3. Bo Bpemst KITMHIUECKOH (ha3bl HCCIIEJOBAHUS

B moartBepkaeHue Toro, yTo Bea HEOOXOMMas HOBasi MHPOPMAaLUs JOKYMEHTAIBHO 0QOPMIISETCS TI0 MEpe €€ MOCTYIUICHHS, B JIOTIOJTHEHUE K

BBIIICTICPCUHUCIICHHBIM JOKYMCHTAaM, UMCIOIIUMCS B (1)3.171.]'[6, Mo XO04y UCCJICAOBAHUA HGO6XOIII/IMO I[O6aBJ'I$[TI) CJICAyromue 10OKYMCHTEI:
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Haxonurcs B daiinax

HaumenoBanue n1okymeHTa Ienb HUCCIICNOBATCIIA
(MEIUITMHCKOTO CITIOHCOpA
YUPEIKICHUS )
8.3.1. OGHOBJICHHBIC BEPCUU OPOIITIOPHI JIOKyMEHTaJIbHO 3aKPENUTh (DAKT CBOEBPEMEHHOTO COOOIICHUS X X
HCCIIEIOBATEIIS uccaea0BaTelNo (MEIUIIMHCKON OpraHu3aIui) Heo0X0IMMOn
UH(POPMALIUY 110 MEPE €€ TIOCTYIUICHHS
8.3.2. Jlroboe n3meHeHue: JIOKYMEHTAJIbHO 3aKPETUTh H3MECHEHUS TAaHHBIX JOKYMCHTOB, X X
MIPOU3BEICHHBIC BO BPEMsI HCCIICIOBAHUS
npoTtokoJa (mornpaBok) u MPK
dbopmbl THOOPMUPOBAHHOTO COTIIACHS
7Tr000# IpyToil MMChMEHHOW HH(pOpMAaIHH,
NPEOCTABIIEMON CyOBEKTaM UCCIIETOBAHHMS
PEKIaMHBIX OOBSIBICHUHN JJIs1 IPUBIICUCHHUS
CcyOBEKTOB B MCCIIEOBAHUE (€CIIN UCTIONb3YIOTCSI)
8.3.3. laTupoBaHHOE U JOKYMEHTAJIbHO JOKYMEHTAJIBHO TOATBEPANTH (PAKT PACCMOTPEHHS U OHOOPEHHS X X

odopMIIEHHOE 0JI00peHHE (3aKITIOUCHUE)
2CO (HOK) cnenyromux 10KyMEHTOB:

IIONPABOK K MPOTOKOITY
HOBBIX PEAAKLIAN:

(dbopMbI HHPOPMHUPOBAHHOTO COTTIACHS

(Bermaun 3axmrodyeHus1) CO (HOK) monmpaBok u (M1M) HOBBIX
pelaKuuid.

VYka3nsIBaroTcs peaaKnrda U AaTa JOKYMCHTaA
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Haxomutcs B daitnax

HaumenoBanue JAOKYMCHTa ]_[e_]‘[], HUCCJICa0BATCIIA
(MCI[I/II_[I/IHCKOFO CIIOHCOpa

YUPEXKICHUS)

MpEaOCTABIIIEMBIX CY6’beKTaM I/IH(i)OpMaI_II/IOHHbIX
MaTCpHaJIOB

PEKIaMHBIX OOBSIBIICHUHN IS TPUBIICYCHHS
cyOBEKTOB B HcCleJOBaHUE (€CIIU UCTIOIB3YETCs])

JIPYTUX pa3pelIeHHbIX (0400PEHHBIX ) JOKYMEHTOB

PE3yIbTaTOB MEPHOAMYECKOTO PACCMOTPEHUS
JIOKyMEHTAIIMHU TI0 UCCIICIOBAHUIO (TAe TpedyeTcs)

8.3.4. Pa3pemienue (0100peHMEe, YBETOMIICHHUE) JIOKYMEHTAJIbHO 3aKPENUTh COOTBETCTBHE TPUMEHUMBIM X X
YIOJTHOMOYEHHBIX OPTaHOB ISl BHECEHUS TpeOoBaHUSIM
(ecru TpeOyeTcs)
MOTIPABOK B MIPOTOKOI U IPYTUE IOKYMEHTHI (TIPU
HEO0O0XO0IMMOCTH)
8.3.5. Tekyulyo pelakifio pe3rome cM. myHKT 8.2.10 HacTosmIelH TabIUIbI X X

uccuemoBaTens (Curriculum vitae) HoBbIx
uccieaoBarenei u (W) couccienoBarenei

8.3.6. I3MeHeHMsI HOpMaJIbHOTO TMana3oHa JIOKYMEHTaJIbHO 3aKpENUTh HOPMAJIbHBIN 1Maa30H 3HaYeHUH X X
3HAYEHUU JIJIs1 TPEyCMOTPEHHBIX TPOTOKOJIOM TECTOB, U3BMEHEHHBIX B X0JI¢ UCCIeA0BaHMs (CM. MyHKT 8.2.11
MEIUIIMHCKUX (J1a00paTOPHBIX, TEXHUICCKUX ) HACTOSIIIECH TaOINIIbI)

npoueayp u (Win) TECTOB

8.3.7. U3MeHeHUs B MEIUIIMHCKUX JIOKYMEHTaJIbHO MOATBEPAUTH, UTO TECTHI POIOJIKAIOT X X
(;1abopaTopHBIX, TEXHUUYECKUX ) MPOLIEAypax U OTBeuYaTh TPEOOBAHMSIM B TEUCHHE MTEPHOJIA UCCIEAOBAHUS (CM.
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Haxomutcs B daitnax
HaumenoBanue nokymeHTa Lens HCCIICN0BATCIIA
(MEIUIIMHCKOTO CIIOHCOpa
YUPEXKICHUS)
(unm) Tecrax, cepTuduKaIys, akKpeauTanus, nyHKT 8.2.12 HacTosIel Ta0IHIIbI) (ecrm TpedyeTcs)

BHYTPEHHHUI ¥ (MJIM) BHEIIIHUI KOHTPOJIb KaueCTBa
WJIU IPYTHE METOJbI MOATBEPKACHUS (T
TpeOyeTcs)

8.3.8. JlokyMeHTaIus 1o MOCTaBKaM UCCIEAYEeMbIX CM. MMyHKT 8.2.15 HacTosiel TabIuiibt X X
MPErmapaToB U PACXOIHBIX MAaTCPUAIOB

8.3.9. CeprudukaTsl aHaIM3a HOBBIX CEPUIA cM. TyHKT 8.2.16 HacTosIieit TabauIbl X
UCCJIETyEeMBbIX MIPenapaToB

8.3.10. OT4eTsl MOHUTOPOB O BU3UTAX JIOKYMEHTAJIbHO 3aKPENUTh BU3UTHI MOHUTOPOB U PE3YJIbTaTh X
TaKUX BU3UTOB

8.3.11. CymecTBeHHbIE ISl HCCIEN0BAHUS JOKYMEHTAJIBbHO 3aKPENUTh JII00bIE corameHus 1100 X X
MeperoBopsl (mepenucka) (MOMMUMO BU3UTOB): CYLIECTBEHHBIE IEPETOBOPHI, KACAIOLINECS BOIIPOCOB
MIPOBEJICHUS MCCIEAOBAHNUS, €T0 aJIMUHUCTPATUBHBIX aCMIEKTOB,
nepenucka .
HapyLIEeHUH IPOTOKOJIA, OTYETHOCTH 110 HEKEIATEIbHBIM
3aIuCH BCTPEd ABJICHISIM
3arucH Tene(OHHBIX IEPEroBOPOB
8.3.12. Ilonnucannpie GopmMbl HHPOPMUPOBAHHOTO TOKYMEHTAJIBHO MOATBEPANTH, UTO COTJIACHE KAaXI0T0 CyOhEeKTa X

coriacust (MH(GOPMALIMOHHOTO JIMCTKA) MAI[UEHTa  IOJIy4€HO B COOTBETCTBHHM € HacToAMMU [IpaBunamu u
MIPOTOKOJIOM JI0 Hayasla yyacTus B uccienoBanuu. Kpome toro,
JIOKYMEHTaJIbHO 3aKpEIUTh pa3pelleHne Ha IPsIMON JOCTYTI (CM.
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HaumenoBanue JAOKYMCHTa

Haxomutcs B daitnax

Iens HUCCIETOBATENS
(MEAHUIIMHCKOTO CIIOHCOpa
YUPEXKICHUS)

8.3.13. IlepBuuHast fOKyMEHTALIMs

8.3.14. 3anonHeHHbIe, JTATUPOBAHHBIE 1
noanucanubie UPK

8.3.15. JlokymentupoBanue ucrnpasienuii B UPK

8.3.16. YBegoMieHue UCCIe10BaTENIEM CIIOHCOPA O
CCPbC3HBIX HCKCIIATCIIbHBIX ABJICHUAX U
COOTBECTCTBYIOIINEC OTUCTHI

8.3.17. YBegomieHue CioHCOPOM U (HUJIN)
uccienoBareneM (MeIUIUHCKON opranu3anueit)
(4TO IPUMEHUMO) YITOJTHOMOYCHHBIX OPTaHOB U
DCO (HOK) o HenpeaBUIECHHBIX CEPhE3HBIX
HE)KeJIaTEeNIbHbIX JIEKaPCTBEHHBIX PEaKIUsiX U

NyHKT 8.2.3 HacTOsIIeH TaOIUIIbI)

JOKYMEHTAJIBHO MOATBEPANUTH (PAKT CYIIECTBOBAHUS CyOBEKTa U X
AOCTOBCPHOCTD COGpaHHBIX JAaHHBIX. Bxrouuts HCXOOHBIC

JIOKYMEHTBI, OTHOCSIIIIUECS K UCCIICAOBAHHIO, JICUCHHIO U

aHaMHe3y CyObeKTa

JIOKYMEHTaJIbHO O(OPMUTH MOATBEPKIACHHUE UCCIIeI0BaTEIEM X X
WM YIOJTHOMOYEHHBIMU COTPYIHUKAMU HCCIEA0BATENS

. (xommst) (opurunan)
(MeIMUIMHCKOM OpraHu3alnn) 3apeTUCTPUPOBAHHBIX JaHHBIX
JIOKYMEHTaJIbHO 3aKPEMUTh BCE U3MEHEHUS (IOTIOTHEHUS) WIH X X
ucnpasiieHus, caenanusie B IPK nocine 3anucu

(xormust) (opurunan)
IIEPBOHAYAJIBHBIX JAHHBIX
YBEOMJIEHUE UCCIIEI0BATENIEM CIIOHCOPA O CEPBE3HBIX X X
HE)KEJIATEJIbHBIX SBJICHUSIX U COOTBETCTBYIOIINE OTUETHI
cornacHo yHKTY 4.11 Hacrosiux [IpaBun
YBEJIOMJICHHE CTIOHCOPOM U (MJTN) HCCIIeIOBATENEM, X X
(MenuMuuHCKOM opranuzanyeit) (4To IPUMEHUMO)
(ecrm TpebyeTcs)

ynosiHoMo4eHHBIX opraHoB 1 DCO (HOK) o HenpenBuieHHBIX
CEPbE3HBIX HEKEIATEIbHBIX PEAKIIUIX B COOTBETCTBUH C
noanyHkTamu S5.17 u 4.11.1 Hacrosimux IIpaBun u o apyroit
uH(pOpMaIMU 10 OE30MACHOCTH B COOTBETCTBUHU C TIOITYHKTaAMH
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Haxomutcs B daitnax

HaumenoBanue nokymeHTa Lens HCCIICN0BATCIIA
(MEIUIIMHCKOTO CIIOHCOpa
YUPEXKICHUS)
Ipyroi uHbopMaIuu no 6e30MacHOCTH 5.16.2 n 4.11.2 nacrosmux [IpaBun
8.3.18. CooO11ieHne CIoHCOPOM HCCIIEI0BATEIIO COO0OIIeHNE CIIOHCOPOM HCCIIEI0BATENIO HH(OPMAIHH 1O X X
uH(pOpPMAIUHU TI0 OE30MACHOCTH 0€30IMMacHOCTH B COOTBETCTBUU C IMyHKTaMU 5.16.2 HaCcTOSIINUX
IIpaBun
8.3.19. [IpoMexyTOUYHbIE UM FOJOBbIE OTYETHI, HPOMEKYTOUHbIE HITH TOI0BBIE OTUYETHI, TPEI0CTaBIIsIEMbIE X X
npenocrasnsembie DCO (HOK) u OCO (HOK) B coorBercTBUM ¢ myHKTaMu 4.10 HacTOSIINUX
ecimm
YIOJHOMOYEHHBIM OpTraHam [TpaBui ¥ YIOTHOMOYEHHBIM OpraHaM B COOTBETCTBHHU C ITyHKTOM (6
eOyeTcst
5.17.3 Hactosimux [IpaBun Tpedyeres)
8.3.20. XKypHais ckpuHUHTA CyOBEKTOB JIOKYMEHTaJIbHO 3aKpENUTh UAECHTU(UKALNIO CYObEKTOB, X X
MPOIIEAIINX epe UCCIEI0BAaHUEM CKPHHUHT
(ecrm
TpeOyercs
8.3.21. [lepeueHp nACHTU(UKATMIOHHBIX KOJOB JIOKyMEHTaJIbHO IIOATBEPAUTH, UTO UCCIIEIOBATEIDb X

CyOBEKTOB

(MeIUIMHCKasl OpraHU3aIHsl) XpaHUT KOH(PHICHIIUATbHBIHI
MNEpCUCHb UMCH BCECX Cy6LeKTOB, KOTOPBIM IIPU BKIIIOUCHUU B
HUCCIICI0BAHUC ObLTH IMPUCBOCHBI I/II[GHTI/I(bI/IKaHI/IOHHLIC KOJBI.
[To3BossieT nccnenoBaTelo (Opranu3aIun) HACHTUPUITIPOBATh
m000T0 CyOBeKTa
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Haxomutcs B daitnax

HaumenoBanue nokymeHTa Hens HCCIENOBATCIIA
(MEIUIIMHCKOTO CIIOHCOpa
YUPEXKICHUS)
8.3.22. KypHan peructpaiu BKIOUECHUS JIOKYMEHTaJIbHO 3aKPEMUTh XPOHOJIOTHYECKYIO X
CyOBEKTOB MOCJIEI0BATENbHOCTD BKIIIOUEHUS CyOBEKTOB 110
UICHTU(PHUKAIIMOHHBIM KOJIaM
8.3.23. Yuer uccienyemoro npenapara B JIOKYMEHTaJIbHO 3aKpEIUTh UCIOIb30BAaHUE UCCIIENYEMOTO X X
HCCIIEIOBATEIILCKOM IIEHTPE npernapara B COOTBETCTBUU C ITPOTOKOJIOM
8.3.24. JIuct 0Opa3IoB Moanucen JIOKYMEHTaJIbHO 3aKpPENUTh 00pa3Ilhl MOANUCEH U paciu(ppoBOK X X
HOJNMCEN BCEX JINL, YIIOJTHOMOYEHHBIX BHOCUTh JaHHBIE U
(unn) ucnpasnenus B UPK
8.3.25. Yder xpansumxcs 00pasion JIOKYMEHTaJIbHO 3aKpEIUTh MECTOHAX0XKIEHNUE U X X

OMOJIOTMYECKUX KUIKOCTEH (TKaHel) (mpu
HaJIMYWHN )

UICHTU(PHUKAIMIO XPaHAIIUXCS 00pa3IoB B Cllydae
HE0O0XOIMMOCTH MPOBECHHS TOBTOPHBIX aHAIHN30B

8.4. Ilocne 3aBepIieHNs WM TOCPOYHOTO MPEKPAIEHHS UCCIIEI0BAHUS
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[Tocne 3aBepuieHHUs] WM JOCPOYHOTO MPEKpPAIICHUS UCCIENOBaHUS BCE JOKYMEHTBI, MEPEUUCICHHbIE B Mojapa3zaenax 8.2 u 8.3 HacTOSIIMX

[IpaBui, AOMKHBI cofepKaThes B (aiiyie ucciieJoBaHHsI BMECTE C HIDKEYKa3aHHBIMU IOKyMEHTAMU:

Haxomutcs B daitnax

HaumenoBanue nokymeHnTa [enb HCCJICIOBATCIA
(MeIUIMHCKOTO CIIOHCOpA
YUpEXKICHNUS)
8.4.1. Yuert uccnenyemoro npemnapara B JIOKYMEHTaJIbHO 3aKpEMUTh UCTOIh30BaHUE UCCIIETyEMOTO X X
UCCIIEI0OBATEILCKOM LIEHTPE (MEAUIUHCKON npernapara B COOTBETCTBUU C MPOTOKOJIOM. [IOKyMEHTaIbHO
OpraHu3aIuN) 3aKpEMHTh PE3yJIbTaThl OKOHYATEIBHOTO MOJICYETa KOJTHMUECTBA
HCCJIETyEMOr0 IIpernapara, MoJIy4eHHOr0 UCCIIE10BaTENbCKIM
LEHTPOM (MEIUIIMHCKOM opranu3anueil), BbIJaHHOTO
CyOBEKTaM UCCIIeI0BaHMS, BO3BPAIIICHHOTO CYOBEeKTaMH
MCCJIEIOBaHMS U BO3BPALIEHHOT'O CIIOHCOPY
8.4.2. JlokyMeHTalusl IO YHUYTOKEHUIO JIOKYMEHTaJIbHO 3aKpenuTh (aKT YHHUTOKEHUS X X

HCCIICAYyEMOT0 ITpeliapara

8.4.3. iToroBbIii IepedeHb UICHTU(PUKAIIMOHHBIX
KOJIOB CyOBEKTOB

HEHCII0JIb30BaHHBIX UCCIIEAYEMBIX MIPENapaToB CIOHCOPOM WU
B HCCJIEIOBATEIBCKOM LIEHTpE (MEIULIMHCKON OpraHnu3alnin)

CZIeNIaTh BO3MOKHOM HICHTU(UKAIINIO BCEX BKIIOYCHHBIX B
Hccre0BaHNe CYOBEKTOB B ClTyd4ae HEOOXOIUMOCTH MX
MOCJIC Y FOILIETO HAOIIOICHHSI.

[TepedeHb HOMKEH XpaHUTBCA C COOMIOACHNEM TpeOOBaHUN
KOH(HICHIIMAJIHLHOCTH B TEUEHHE COTIIACOBAHHOTO CPOKA

(eci yHUYTOXKEH
B KIIMHHYECKOM

LEHTpE)

X
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Haxomutcs B daitnax
HanmenoBanue nokymeHra ens HCCICAOBATCIIA
(MEIUIIMHCKOTO CIIOHCOpa
YUpEXKIECHNUS)

8.4.4. Ceptucdukar ayaura (Ipu HAJIMYHUN) JIOKYMEHTAJIbHO 3aKpENUTh (PaKkT MPOBEIACHUS ayIUTa
8.4.5. ITOroBblii OTYET MOHUTOPA O 3aBepIICHUN  JIOKyMEHTAJIbHO 3aKpENUTh OKOHUYAHUE BCEX MEPONPUATHI X
HCCJIEIOBaHMSI B UCCIIEI0BATEIBCKOM LIEHTPE UCCIIEIOBAHMSI, HEOOXOIMMBIX JUIsl 3aBEPILAIOIIETO BU3NTA, U

HaJIM4Me KOMUHM OCHOBHBIX JOKYMEHTOB B COOTBETCTBYIOIINX

daitnax
8.4.6. JloxymeHTaLus 10 paclpeaeICHUIO BO3BpAIAETCS CIIOHCOPY AJIsl JOKYMEHTAJIBHOIO 3aKPEIICHUS X
CcyOBEKTOB MO IpyNaM U PacKpbITHIO KOJI0B MMEBLINX MECTO CIIy4aeB BCKPBITUS KOJOB
8.4.7. ITOroBBIi OTYET UCCIIEN0BATENS, JOKYMEHTAIbHO 3aKPENUTh 3aBEPLICHUE UCCIEIOBAHN X
npenocrasisieMbrii DCO (HOK) (ecnu Tpebyercs)
Y YTIOJIHOMOUYEHHBIM OpraHam (I7ie IPUMEHHUMO)
8.4.8. OTueT 0 KIMHUYECKOM HCCIE0BaHNN JIOKYMEHTaJIbHO 3aKpENUTh Pe3yIbTaThl HCCIEAOBAHUS U UX X X

MHTEPIIPETALHIO

(eciu MpUMEHUMO)




[NPMJIOXEHUE Ne 1

K [IpaBuniam Hagiexkaie KIMHUYECKON
MpaKkTUKU EBpa3uiickoro 3KOHOMHYECKOTO COI03a

TPEBOBAHUA
K CTPYKTYpe H CO/IePKAHHI0 0TYEeTa
0 KJIMHHYECKOM HCCJIeIOBAHUH

1. OO01Ime moIoKeHnA

Hacrosmuii  gokymeHT  pa3paboTaH ¢  ydeToM  TpeOOBaHU  pyKOBOJCTBA
MexayHapoaHOH KOH(GEPEHIMH M0 TapMOHM3ALIUN TEXHHUYECKUX TPEeOOBAaHUI K PETUCTpAIIH
JIEKapCTBEHHBIX TMpemnapaToB i meaunuHckoro mnpumeHeHus [CH Harmonised Tripartite

Guideline «Structure and Content of Clinical Study Reports (E3)» (Bepcus 4, 1995).

N3noxxeHHbIe B HACTOSIIEM JOKYMEHTE TPeOOBaHUS K CTPYKTYype M COJAEP>KaHUIO OTYeTa
0 KIIMHUYECKOM HUCCIICJIOBAHHUHU (J1ajiee — OTYET) SBJISIOTCS OOLTUMU U TPUTOHBI JJISI OTIMCAHUS
pe3yJIbTaTOB  MCCIIENOBAHUS  JIIOOOTO  TEPAareBTUYECKOTO,  MPOQMIAKTUYECKOTO  HIIH
JUarHOCTHYECKOTO JIEKAPCTBEHHOTO CPEACTBA, MPOBEJCHHOTO Yy TMAIMEeHTOB (30pOBBIX
noOpoBosblieB). KinuHMYeckoe W CTaTUCTHUYECKOE OINHUCaHWE pe3yIbTaTOB HCCIEIOBAHMS,
MPEJICTABICHUE U aHAHM3 JAHHBIX, TOMyYEHHBIX B XOJI€ BHIMIOTHEHUS UCCIIEIOBAHUS BBITIOTHSIIOT
B BUJIC €IMHOTO OTYETA, BKIIFOYAOIIETO TaOJUIBI U PUCYHKH B OCHOBHOM TEKCTE OTYETa WIIA B

KOHIIE TeKCTa oTyeTa. [IpnunoxkeHns K TaAKOMy OTYETY BKIIIOYAIOT:
IIPOTOKOJT;
o0pa31pl HHANBUAYAIbHBIX PETUCTPALIMOHHBIX KapT;
nHpOPMAIIKIO, CBI3aHHYIO C HCCIIEI0BATEISIMU;

nHPOpPMALIMIO, CBSA3aHHYIO C HCCIEAYEeMBIM HpenapaTtoM (3KCIEPHUMEHTAIbHBIM

IpernapaToM), BKJIKOYasl Mpenaparthl CpaBHEHUS (KOHTPOJIbHBIE IPENapaThl);
TEXHUUYECKYIO CTATUCTUYECKYIO TOKYMEHTALIHIO;
COOTBETCTBYIOIIUE ITyOTUKAINH;

NEPpCYHU JaHHBIX IO MAIUCHTAM;



TaKU€ TCXHHUYCCKUEC CTATUCTUUCCKHUEC AAaHHBIC, KaK BBIBOJbI, IIPOMEKYTOUYHBIC paCYCThI,

AHAJIU3bI U 3aKIIIOYCHHA HA OCHOBC KOMIIBIOTCPHBIX JaHHBIX;

U IpyTHe.

XOTs1 HACTOSIIINI JOKYMEHT B OCHOBHOM OTHOCHUTCS K UCCIIeIOBaHMAM (P (HEKTUBHOCTH U
0€30MacHOCTH, OCHOBHBIE MPHUHILMUIIBI COCTaBJICHHS OT4YeTa U €ro CTPYKTypa MOTYT
UCIIOJIb30BAaThCA MpPHU TMOATOTOBKE OTYETOB IO pPa3HbIM BUJAM MCCIEIOBaHUM (Hampumep,
WCCJICIOBAHMSIM KIIMHUYECKOW (papMakojoruu). B 3aBucMMocTH OT crieu(UKH M 3HAYUMOCTH

TaKHX I/ICCJ'IC,Z[OBaHI/Iﬁ MOKET COCTABIIATHCA MCHEE I[eTaJ'II/ISI/IpOBaHHHﬁ OTYCT.

Hacrosiuii tokyMeHT npeiHa3HaueH Ui OKa3aHUsl TOMOIIM CIIOHCOPaM B COCTaBJICHUH
oT4YeTa, KOTOPBIN OyAeT MOTHBIM, JIUIICHHBIM JIBYCMBICICHHOCTH, XOPOIIO C(DOPMUPOBAHHBIM U
MPOCTHIM JIJIs1 TOCJIEIYIOIIEr0 PACCMOTPEHUS U OLIEHKU. B oTueTe MOJIKHBI COIepKAThCS YETKOE
OOBSICHEHHE TOT0, KaK OBLIM BBIOpPaHBI KPUTHUYECKHE OCOOCHHOCTH IU3ailHA WMCCIIEIOBaHMUS,
uHbopMalus O IJIaHe, METOJIe M XOJie MPOBEICHUs HCCIEeI0BaHuUs, YTOObI HE OBLJIO HUKAKOU
JBYCMBICJICHHOCTH B TOM, Kak OBLIO MPOBENCHO HCCIeAO0BaHHE. B oTueTe M MPUIOKEHHUIX K
HEMY TaKXe JIOJDKHO COJEPXKAThCsl JIOCTATOYHOE KOJIMYECTBO HHAMBUAYAJIBHBIX JaHHBIX
MAIMeHTOB, B TOM 4YHUCIE JAeMorpadUyecKuX W WCXOAHBIX JMJAaHHBIX, M XapaKTePUCTHKA
AQHAJTUTUYECKUX METOOB, YTOOBI MpPU HEOOXOJUMOCTH YIIOJHOMOYEHHBIM OpraH (dKCIepTHas
OopraHm3anys) rocyjaapcTBa — uwieHa EBpasuiickoro SKOHOMHYECKOrO coro3a (Janee —
rOCyAapCTBO-4YJICH) MOT BOCIIPOM3BECTH OCHOBHBIE BUIbI aHATH30B. He MeHee BakKHO B TEKCTE U
B NPWJIOKEHUSIX YETKO YKa3bIBaTh KOHKPETHBIE T'PYIIbI MALMEHTOB, Y KOTOPBIX BBIMOJIHSIUCH

COOTBCTCTBYIOIINEC aHAJIN3bI, COCTABJIAINCH Ta6J'II/IIIBI N CXCMBI.

B 3aBucumocTH OT MONMUTHUKH YIOJHOMOYEHHOI'O OpraHa rocyJapcTBa-4jieHa B 00JacTH
9KCIIEPTU3bl HEKOHTPOJIUPYEMBIX U MHBIX HCCIIEIOBAHUN, HE HANPaBJICHHBIX Ha YCTAHOBJICHHE
¢ dexTuBHOCTH (32 HCKIIOUYEHHEM KOHTPOJIHPYEMBIX HCCIICOBaHMI, HAIMpPaBICHHBIX Ha
YCTaHOBJICHHE O€30TaCHOCTH), B OMPEICIICHHOW CTENEHN HETIOJIHOIICHHBIX WU MPEKPAIICHHBIX
WCCJICIOBAHUI WJTM MCCIICIOBAHUM, 1€ KOTOPBIX HE CBS3aHBI C 3asBISIEMBIMHU MOKAa3aHUSAMH,
JIOTTYCKAeTCsl MPEJCTaBISATh COKpAIllEHHbIE OTYEThl, OCHOBAHHbBIE Ha OOOOIIEHHBIX JaHHBIX WU
0e3 BKIIOYEHHS B OTYET HEKOTOphIX pasfenoB. OIHAKO B JTUX CIOy4yasxX HEOOXOAMMO
NPEICTaBUTh IMIOJIHOE OIMKMCAHWE BCEX acleKkToB Oe3zomacHocTu. I[lpm mpencraBieHun
COKpAILEHHOI'0 OTYETa OH JOJDKEH BKJIIOYATh JOCTATOYHO CBEACHUN O JAM3aliHE U pe3yjbTaTax
UCCIIEIOBaHMsI, YTOObl  YIOJHOMOYEHHBIH OpraH MOTI  ONpEeAeNUuTh HEOOXOIUMOCTh
MPEJICTaBICHUS MOJIHOTO OT4YeTa. Ecu BO3SHUKAIOT BOMPOCH O HEOOXOAMMOCTH MPEACTaBICHUS

OTUYCTOB, CICAYCT CBA3ATHCA C YIIOJITHOMOUYCHHBIM OPraHOM.
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[Ipu monpoOHOM OmMMCAaHWU TOTO, KaK OBUIO TPOBEICHO HCCIIEIOBAHME, IOIYCKACTCs
MOBTOPEHHE €ro OMHCAaHMs U3 pabodeil Bepcuu MpoTokoja. B psne ciydaes, eciu 3TO CBA3aHO
CO CTaHJAPTHOCTHIO BBIMOJHAEMONW METOAMKH, JIOMYCKAeTCAd MPEACTABISATh METOJUKY
UcCIe0BaHus 0oJiee KpaTKo B BUJE OTACIBHOIO pasjaena. B kaxaom paszerne, OmuchIBAOIIEM
IIaH ¥ XOJ MPOBEICHUS HCCIEOBaHUS, HEOOXOJAMMO yKa3aTh OCOOEHHOCTH WCCIIECIIOBaHMUS,
KOTOpBbIE HEJOCTATOYHO TMIOJHO OINHCaHbl B TMPOTOKOJIE, OMNPENeNIUTh, KakKhuM 00pa3oM
MPOBOAMMOE HCCIIEAOBAHNE OTINYAIOCh OT MPOTOKOJA, U OOCYIUTh CTATUCTUYECKHE METOJIbI U
aHaJM3bl, WCIOJb3yeMble JJii OOOCHOBAaHUS JTUX OTKIOHEHUH OT 3alIAHUPOBAHHOTO

ITPOTOKOJIOM XOJa UCCIICAOBAHUA.

IloaHBIM OTYET OTASIBHOIO KIMHUYCCKOr0 UCCIICAOBAHMS JOKCH BKII0OYATh HOI{pO6H0€
OIMMCAHUC MHANBUAYAJIBHBIX HCXKCIATCIIbHBIX SIBIICHUH HIIN na6opaTopHHx OTKJ'IOHGHPIfI, OJHaKO
JaHHBIC CBCIACHUA H606X0,I[I/IMO IIOBTOPHO pacCMOTPETh IIpHU IPOBCACHUU O6H_ICFO aHaJIn3a
0e30IMacHOCTH II0 BCEM HUMCIOIUMCA OT4YCTaM PCETUCTPALIMOHHOI'O0 JOCHEC JICKAPCTBCHHOTO

npernapara.

B otuere nomxHBI conepkaThes AeMorpauueckue U Apyrue MOTEHIUAIbHO 3HAUYUMBbIe
IPOTHOCTUYECKHUE XapaKTEPUCTHKU HCCIEAYEMOM MOIYJIALUYU, a B CIydae €CclId UCCIeI0BaHHUe
JIOCTAaTOYHO MacIITaOHOE, JOJKHBI MPEJICTABIATHCS JaHHbIE M0 AeMOorpaduyeckum (Harmpumep,
BO3pacT, I10JI, paca, Macca Teja) U ApyruM MOKa3aTeIsIM NOArpyns! (HanpuMep, IOYEUHbIE WIN
NeYeHOYHble (DYHKIUH), TakKuM OOpa3oM, YTOOBI MOTJIM OBITH YCTAaHOBJIECHBI BO3MOKHBIC
paznuuust B 3G ¢eKkTUuBHOCTH Win Oe3onacHocTH. OJHAKO, peakius MOATPYINIbl MalEeHTOB
JIOJDKHA paccMaTpUBaThCs B PaMKax YKPYNHEHHOM Oa3bl JaHHBIX, HUCHOJIb3yeMOH B 00IIeM

CTaTUCTHYCCKOM aHaJInu3cC.

ITon mepevHsMU AaHHBIX, 3alpallliBAeMbIMHU B paMKax oTyeTa (0OBIYHO KaK MPUIIOKEHHE
K OTY4eTy) — MOHUMAIOT JaHHBIE, KOTOpbIE HEOOXOAWMBI sl TOATBEPKIECHHUS OCHOBHBIX
(KpUTHYECKUX) BUJIOB CTATUCTUYECKOr0 aHain3a. [lepeuHn JaHHBIX, KOTOPBIE SBJISIOTCS YacThiO
0TYeTa, JOJKHBI OBITh YAOOHBIMH JUISl UCIIOJIB30BaHUS PELIEH3EHTOM, IPOBOAIINM YKCIEPTHYIO
OLIEHKY oTdera. TakuM o0pa3oM, cieayeT BKIOYaTh KaK MOXHO OOJible NMEPEeMEHHBIX B OJMH
CIHCOK, 4TOOBI OTPaHUYUTh 00BEM HH(OPMAIMK, HO 3TO HE JOJDKHO NMPHUBOAMTH K CHUKECHUIO
SICHOCTH (ITOHATHOCTH) MPEJCTABISIEMbIX JaHHBIX. Henb3s momyckaTh, 9TOOBI M30BITOK TAaHHBIX
CONPOBOKAAJICA YPE3MEPHBIM HCIOJB30BAHUEM CHMBOJIOB BMECTO CJIOB M XOPOIIO MOHATHBIX
COKpalieHuil  (OOLIENpPUHATHIX MPO(ECCHOHAIBHBIX  COKpAallleHHH) WIM NpPUBOAMI K
NPECTAaBICHUIO M300paXeHUH B MaJIOM JIsi BOCHpUATHS MacmTabe u T.a. B aTom ciyuae

MpEaANIOYTUTCIIBHES COCTABIATH HCCKOJIBKO nepequﬁ JaHHBIX.
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,Z[aHHI)IC AOJIKHBI IPEACTABIIATHECA B OTUCTE C PAa3JIMYHBIMH YPOBHAMU ACTATIU3ALIUN:

YUCJIOBBIC JTAHHBIC M TAOIHITBI OOIIEro XapakTepa, 0TOOpaKaroIIre Hanboiee 3HaYNMbIe
JUI TAHHOTO HCCIICOBaHUsS JAeMorpadHuuecKue TMOKa3aTeln, MoKa3aTedu dPPEKTUBHOCTH H

0e30ImacHOCTH MOTYT OBITH MOMCIICHBI B TCKCT AJIA UJIJTIOCTPUPOBAHUS BAXKHBIX MOMCHTOB;

BCEC IPOYME CBOJAHBIC MOKAa3aTeNH, TaOJHIBI U TEPEYHH JeMOrpaUuecKHX IaHHBIX,
nokasaresneil 3((EeKTUBHOCTH M O€30MaCHOCTH JIOJDKHBI OBbITH IpeJCTaBlieHbl B paszzuene 14

oTueTa (CorJacHO pyOpUKaIuu pa3esioB ykazaHHOU B yacTu Il HacTosimero 1okyMenra);

WHAWBUAYAJbHBIC OAHHBIC TMMAIIMCHTOB 110 OTACJIBHBIM MNOATpYyIIIaM JOJIKHBI OBITH
MIPEICTABJICHBI B BUJC MEPEYHEN NaHHBIX B MPWIOKEHUU 16.2 K 0TYeTy (COTVIACHO pyOpHKaIUN

pa3zenoB yka3zaHHoi B yacTu Il HacTosero Jo0KkyMeHTa);

BCE MHIWBHUIyalIbHBIC JaHHBIC MAIIUCHTOB, JOHKHBI TPUBOJAUTHCS B NMPUJIOKeHNH 16.4 K

0TYeTy (COrIacHO pyOpHUKaIMK pa3/ieoB yka3zaHHOH B yacTu Il HacTosero T0KyMeHTa).

B nro6oit Tabnuiie, mepeyHe AaHHBIX WM Ha Tpaduke, OLIEHOYHbIE (TEOPETHUYECKUE) U
NPOM3BOJHBIC TOKA3aTelIH, €CIM OHHM MCIOJb3YIOTCSA, JOJDKHBI OBITh OJHO3HAYHO U SICHO
UICHTUQUIUPOBAHBL. [Ipy 3TOM HOIKHBI MPUBOAUTHCS MOAPOOHBIE PA3bICHEHHS TOTO, KaKUM
00pa3oM ObLUTH pacCUUTaHbI WM TIOJTyYCHBI JaHHBIC 3HAYCHNS M KaKne ObUIM C/IeaHbl OCHOBHBIC

IMPECAIIOJIOKCHU.

[lpuBeneHHbIE HUXKE YKa3aHUS SBISIFOTCS MaKCUMAbHO JETaJHM3UPOBAHHBIMH U
NpeIHa3HAYCHBI JIJIS1 HATIOMHHAHUS 3asBUTEII0 0 MAKCUMAJILHOM 00beMe HH(pOpMAIIHH, KOTOpast
AOJIKHA IMMPUBOAUTHCA UM B OTYCTC TAKUM 06pa30M, I-ITO6I>I NoCJIC €C MPCACTABIICHUA CBCCTHU K
MHHUMYMY 3alpoOChbl AOIOJHUTCIbHBIX JaHHBIX. Tem He MeHee B KaXXJ10M 4YaCTHOM Cliy4dac
TpeOOBaHUSI K TPEACTABICHUIO W (WMJIM) aHAIM3Yy JaHHBIX MOTYT 3aBUCETh OT KOHKPETHOM
CUTYyAIlMH, U3MEHATHCS C TCUCHUEM BPEMEHH, OTJINYATHCS B 3aBUCUMOCTH OT KJIacca M3y4aeMbIX
npenaparoB, pas3jinv4aTbCsad B PA3HBIX PCrUOHAX, U HC MOTIYT 6BITI: OIIMCaHbl B BHUIC 06H_II/IX
TpeboBaHMi
B HACTOSIEM JOKyMeHTe. [loaToMy mHpH TOATOTOBKE OTYETOB HEOOXOAMMO HCIOJIh30BAThH
CHelMaNbHbIe (YacTHBIC) KIMHUYECKHE PYKOBOJCTBAa YIIOJIHOMOYEHHBIX OpPraHOB B cdepe
O6paH_[eHI/I$I JICKAPCTBCHHBIX CPCIACTB U MO BO3MOKHOCTHU OGCy)KI[aTB OpCACTAaBJICHUC NAHHBIX U
AHAJIU30B C YIIOJTHOMOYCHHBIM OPraHOM. B HCKOTOPBIX YIIOJITHOMOYCHHBIX OpraHax rocyaapcCrB-
YJICHOB MOKHO TOJYYUTh MOJIPOOHBIC KOHCYJbTAlMA M PYKOBOJCTBA IO CTATHCTUYCCKHM

MCTOOAHUKAM.
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Kaxknprii oTueT MO/DKEH COAEpaTh BCE OMUCAHHBIE HWXKE pa3zeibl (32 MCKIIOYCHHEM
CIIy4aeB, MPU KOTOPBIX 3TH pas3felibl IBHO HE TPeOYIOTCs), MPH 3TOM ISl COXPAHEHUS JIOTUKU
KOHKPETHOT'O UCCJIEJIOBAHUS JIOMYCKAETCS U3MEHEHHUE IMOCIEA0BATEIIbHOCTU WIH TPYIIHUPOBKU
pa3ienoB OT4eTa. YKa3aHUE OTACIbHBIX CBEJICHUW B MPWIOKEHUSX K OTUETY SIBIISICTCS
TpeOOBaHMEM HEKOTOPHIX M3 YIIOJIHOMOYCHHBIX OpPTraHOB W JAHHBIC NPHIOKCHHS JOJIKHBI
NPEJCTaBIAThCS MPU  HEOOXOIMMOCTH. BO BceX BBIIIENEPEUUCICHHBIX CIIy4asX CIeayeT

COOTBETCTBYIOIIUM 00pa30M HUCHPABIATh HyMEPALUIO Pa3/IeIOB OTYETA.

Hekotopble TpeOoBaHMS HACTOAIIETO JOKYMEHTa B OTHOIIEHWH KPYMHOMAcCIITaOHBIX
UCCIICIOBAaHUI MOTYT OBITh HEBBIIOJHUMBI WM HelesnecooOpasHsl. [Ipu miuaHupoBaHUM U
NPEICTAaBICHUN PE3yJIbTATOB KPYIMHOMACIITAOHBIX HCCIIEOBAaHUH CJelyeT OOpaTHUThCS B

YIIOJITHOMOYEHHBINA OpraH U 00CcyauTh opMaTt oT4eTa.

ITonoxenus HACTOAIICTO AOKYMCEHTA CJIICAYCT YUYHMTBIBATb COBMECTHO C Tpe6OBaHI/I${MI/I
APYrux JOKYMCHTOB, PCTIIAMCHTUPYIOIIUX TPOBCACHUC KIIMHUYCCKUX HCCICIOBAaHUN U

MMpEaACTaBJICHUC PC3YJIbTATOB O HUX.
II. TpeGoBaHMs K CTPYKTYpE U CONCPKAHUIO OTUETA

1. TutynbHas cTpaHuiia
TutynbHas cTpaHuIla OTYETA J0JKHA COJEPKATh CIEAYIONY0 HHPOPMAIHIO:

HAaMMCHOBAHUC OTUYCTAa C YKA3aHUCM HAUWMCHOBAHHA HCCICAYCMOr'o IIperapara,

HN3y4dacMOro IMoKasaHus K IPUMEHCHUIO, ITPU KOTOPOM IIPOBOAMUIIOCH UCCIICTOBAHUC,

€ClIM HE YKa3aHO B HAUMEHOBAHMU — KpaTKOE OINHUCaHME Au3aiiHa (mapajielibHBIN,
NEPEeKPECTHBINA, CJIENOW, pPAaHJOMU3UPOBAaHHBIN), BHMJA CpaBHEHHs (ILU1aLe00-KOHTPOIb,
aKTUBHBIH KOHTPOJIb, KOHTPOJIb «103a-3((}EKT»), NPOJOIDKUTEIBHOCTh HCCIEeIOBaHMUSA,

JI03UPOBAHUE UCCIIEAYEMOTO IIpernapara U KOHTHHICHT CyOBEKTOB HCCIICI0BAHNS;
HaMEHOBaHHE CIIOHCOPA;
UACHTU(UKAIMS TPOTOKOIA (KO HIIH HOMED);
¢aza uccienoBaHus;

JlaTa Hayvajaa MCCIeNOoBaHMs (JaTa BKIIOYCHHS B HCCIEAOBAHUE MEPBOTO MAlMEHTa WIH
WHas JaTa UHULMUPOBAHUS), 1aTa OKOHYAHUSI UCCIIEAOBAHMS WIM €ro 3Tamna (JaTa 3aBeplIeHus

JIEYEHHUs NTOCIEAHETO MalMeHTa), JaTa JOCPOUYHOr0 3aBEpILIECHUS UCClIeOBaHU (IIPU HAIUYNN);
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dbaMuIMK M JOKHOCTH 1O OCHOBHOMY MECTy paboThl TJIaBHOTO HCCIEIOBaTeNs
(TMaBHBIX uccienoBaTeneil) 17003 HCCIIeI0BATENA-KOOpANHATOPA (uccnenoBareneit

KOOpIII/IHaTOPOB) HJIK OTBCTCTBCHHOI'O MPCACTABUTCIIA CIIOHCOPA,

uHpopmMalis 00 OTBETCTBEHHOM JIMIIE, MOJIUCABIIEM OTYET HCCIIECIOBAHHS OT JIHMIA
crioHcopa (daMunusi TpeACTaBUTENs KOMIAHWHM (CIIOHCOpA), TMOJMUCABIIETO OTYET U
OTBETCTBEHHOTO 3a 3TOT OTYET). Takke Ha TUTYJIHHOW CTpaHUIlE, JTUOO0 B COMPOBOJUTEIHHOM
NUChME YyKa3blBaloTca ¢GaMuwinu, HoMepa TenedoHa M ¢akca KOHTAKTHBIX JIMI KOMIIaHHUH-

CIIOHCOpAa, OTBETCTBCHHBIX 3a IIPHUEM BOIIPOCOB 110 OTYCTY,

YKa3aHue O TOM, YTO HCCICHOBAHHC, BKIIIOHAA apXUBUPOBAHNEC OCHOBHBIX HTOKYMCHTOB
Mo HMCCJICAOBAHUIO, BBIIIOJIHCHO B COOTBCTCTBHU C IIpaBHUIIaMU H&I[JIG)K@.L[IGIZ KJIMHUYECKON

IIPAKTHKY, YTBEPKIeHHBIMU EBpa3uiickoil 5KoHOMHUECKON KOMUCCHEN (Haniee — mpaBuiia);

JaTra OT4cTa (TaK)Ke H€06XOILI/IMO YKa3aTb HAUMCHOBAHHA W OATBI BCEX Ooinee paHHHUX

OTYCTOB, IOATOTOBJICHHBIX B paMKaXx MMPOBCACHUA JAHHOT'O I/ICCJ'ICILOBaHI/IH).

2. CuHoricuc (KpaTKOC OIMHNCaHUC KIIMHHUYCCKOI'O I/ICCJ'ICILOBaHI/IH)

HeobxomuMo mpenctaBuTh CHHOINCUC (OOBIYHO OKOJO 3 CTpaHMIl), 0O0OOMIAIOIHiA
cBeieHUs1 00 uccienoBaHuU (B cOOTBETCTBMM ¢ mpwitokeHueM Ne 2 k [IpaBunmam). YToObl
OTPa3UTh PE3YJIbTATHI, CHHOIICUC JIOJDKEH BKIIFOYATh YUCIIOBHIC JaHHBIC, & HE TOJIBKO TEKCT H P-

3HAYCHUSI.
3. ConeprkaHue oryeTa

CopepxaHue OTYETa JOJDKHO BKJIIOYaTh HOMEpA CTPAHMIl WM JPYro€ yKa3aHHWE Ha
pPacoJIo’)KEHUE B TEKCTE OTYETa KaKJOro pasfiesia, B TOM YHCII€ CBOAHBIX TaOJIUL, PUCYHKOB U
rpadukoB; TepedeHb M  PACMOJIOKEHHWE MPHIOKEHUH, Tabmul U  MIPEJCTaBICHHBIX

UH/IMBUAYaIbHBIX PErHCTPALMOHHBIX KapT (nanee — MPK).
4. IlepedeHb COKpAIEHUI U ONPEEIIEHUS TEPMUHOB

B otuere nomxHBI OBITH MpPENCTaBICHbI IEPEUYEHb COKPALICHUM U OIpeIeiIeHHi
CHELMATU3UPOBAHHBIX MJIM HEOOBIYHBIX TEPMUHOB, & TAKXKE €MHULl U3MEPEHUH, UCIIOIIb3YEMbIX
B oTuere. [Ipy nepBoM ylOMHUHAHUU B TEKCTE COKPAILEHHBIE TEPMUHBI 1OJIKHBI IIPOIMCHIBATHCS

HOJTHOCTBIO, @ MX a00peBuaTypy HEOOXOIUMO B3ATh B CKOOKH.

5. DTuyeckue BOIpOChl



5.1. OkcnepTHbI coBeT opranu3anuu (He3aBucUMBIN ATHYECKUT KOMUTET).

JIomKkHO OBITH MPEACTaBICHO MOATBEPXkACHHUE TOTO, UYTO MPOTOKOJ HCCIECIOBAHUS H
TI00BIe TIOMPaBKM K HEMy OBUIM pacCMOTPEHBI JKCIEPTHBIM COBETOM OpraHU3alud
(HezaBucumsbiMm sTyeckum komutetoM) (naiee — ICO (HIK)). Ilepeuens Bcex ICO (HIK),
KOTOPBIM OOpaliainch, CIEAyeT MNPUBECTH B mpuiokeHnn 16.1.3 k oruery (COMIacHO
pyOpHKaIy pa3fesioB yKa3aHHON B HACTOAIIEH 4acTH JOKYMEHTa) U yKazaTb (GaMUIHI0, UMS U
otuecTBO (mpu Hammuuu) mpenceaarens DCO (HOK), ecnmu 310 TpeOyer yMOIHOMOYEHHBIN

OpraH.

5.2. 3asgBieHue o MMPpOBCACHHUU HCCJICHOBAHUA B COOTBCTCTBUU C OTHYCCKHUMU

IMpUHOUITaMU.

CrnenyeTr mpuUBECTH TOATBEPXKICHUE, YTO HCCIEAOBAaHUE MPOBEIACHO B COOTBETCTBHH C
ATUYECKMMH TpUHIUNAMU XeJIbCUHCKON Aekiapauuu, npuHsatod XVII ceccueit BecemupHoit

accambrieu 3apaBooxpanenus B 1964 rony.
5.3. UndopmupoBaHHOE cornacue.

JlomkHO OBITH OMHCAHO, KaK M KOTJAa ObUIO TOJY4YeHO WH(DOPMUPOBAHHOE COTIIACHE Y
HAaOpaHHBIX B UCCIENOBaHHE MAIMEHTOB (HAMpuUMep, MpH OTOOpe B HCCIEJOBAaHHE,
npeaBapuTeIbHOM CKpHHUHTE). B npunoskennn 16.1.3 (cornacHo pyOpuKauu pa3aeiaoB OTYeTa,
yKa3aHHOW B HACTOSIIEH YacTH IOKyMEHTa) K OTYETy MOJDKHBI OBITh TPHIIOKEHBI 00paser

MMCbMEHHOW MH(OpMaIy /TSl marueHTa (Mpy HaJIu4IuK ) U 00paser] GopMbI COTIacus MalueHTa.
6. lccrnenoBarenu 1 aIMUHUCTPAaTUBHAS CTPYKTypa UCCIIEOBAHUS

ANMUHHUCTpAaTUBHAs CTPYKTypa HCCIEIOBaHUS (HalpuUMeEp, TJIABHBIM MCCIEA0BaTENb,
HCCJIEA0BATENb-KOOPAUHATOP,  YNPABIAIOIIMM ~ KOMMTET,  aJAMUHUCTPALMs,  KOMMTETHI
MOHMTOPDHHTa M OLEHKH [aHHBIX, YYaCTBYIOIIUE IOAPA3ACICHUS, CIECLHAIUCTBI-CTATUCTUKH,
LEHTpaJibHasi J1TabopaTopHsi, KOHTpaKTHasl HcciefoBaTesbekas opranusanus (nanee — KHO),
yIpaBJIeHUE MIOCTABKAMH B paMKaX KIMHUYECKHX HUCCIIEIOBAaHMI) T0JKHA OBITh KPATKO OIMCAaHa

B OTOM pascyiC oT4yecTa.

B mpunoxennn 16.1.4 x otuety (CoriacHO pyOpUKanuy pa3ielioB OTYETa, YKa3aHHOW B
HaCTOSIHIGf/i qacTu I[OKYMCHTa) JOJI?KHBI OBITH MNpeaAcCTaBJICHBI IICPCUCHDb I/ICCJ'IGI[OBaTeHeI\/’I n "ux
opraHu3amuii, WX pojb (00S3aHHOCTH) B WCCJICAOBAHWM, CBEIEHUA O KBaIU(PUKAIUN
uccienoBareneit (pe3roMe Ui SKBUBAJICHTHBIM eMy NOKyMeHT). Takxke B mpuioxkeHuu 16.1.4

OTUeTy (COrjlacHO pyOpHKAlMK pa3/ieJiOB OTYETa, YKA3aHHOW B HACTOSIICH YacTH TOKyMEHTA)
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JOJKeH OBbITh TMPEACTaBIIEH AaHAJIOTWYHBIA MEpeueHb APYTUX JIHI, y4acTHE KOTOPBIX HMEET
CYILIECTBEHHOE BIUSHUE Ha MpOBeJeHUE HccienoBaHus. JlJis MacmTaOHBIX HCCIIETOBAHHUMA C
ydacTheM OOJBIIOr0 KOJUYECTBAa WCCIEAOBATENeH BBINICYKAa3aHHBIE TPEOOBAHUS MOXKHO
COKPAaTUTh JIO OOIMX CBEACHWH O KBATU(UKAWK JIHI, TPOBOJUBIIUX HCCICIOBAHUE, C
yKa3aHHEeM MMEHHM, YUCHOH CTeNeHH, MecTa paboThl U POJIM KaKIOTo U3 HCCleAoBaTele win

JIPYTHX YYaCTHHUKOB.
[lepeuenp AOKEH BKIIOYATh CIAEAYIONLY0 HHPOPMAIHIO:
HCCIIeI0BaTelIN;

ar00o0e Apyroe JUIO, OCYLIECTBIAIONIEEe HAOMIOJEHUE 3a MEPBUYHBIMU WIH JPYTHMH
nokazaremsiMi 3 PeKTUBHOCTH (HAmpuUMep, MeAcecTpa, IMOMOIIHUK Bpayda, KIMHHUYECKUU
NICHXOJIOT, KJIMHUYECKHH (hapMaKoJIor MM IITaTHBIM Bpad). HeoOs3aTenbHO BKIIOYATH B 3TOT
NEepeYeHb JIMIO, BBIMOJHSIIOMIEE B paMKaxX WCCIEAOBAHMS OSIH30AWYECKHE OOS3aHHOCTH
(Hampumep, Bpaya, KOTOPHIH ObUT BHI3BAH B CBS3M C BO3MOXKHOM HEKEJIATEIHHOW peakIued Ha
MIPUEM JIEKaPCTBEHHOT'O Mperapara WM BPEMEHHO 3aMEHsI KOTO-TO M3 BBIIIENEPEUNCIECHHBIX

JIULL);

aBTOp (aBTOpH) 0T4€Ta, B TOM 4YHCJIIC OTBETCTBEHHBIH OMOCTATHCTHK (OTBeTCTBeHHHC

OMOCTaTUCTHKH).

B cnydasx Kkorma yHoJHOMOYEHHBIMM OpraHaMu TpeOyroTcs oOpaslbl MOJIIMUCeH
[JIaBHOTO MCCIIEAOBATENsl WM MCCIEA0BATENSI-KOOPAUHATOPA, UX IMOJANUCU JIOJKHBI OBITh
BKJIFOYCHBI B TIpHIoxkeHue 16.1.5 k otdeTy (coryiiacHo pyOpuKamuu pas3aesioB OTYeTa, YKa3aHHOU
B HACTOALIEH 4acTH JOKyMEHTa, B COOTBETCTBUHU ¢ (Gopmoit mpuioxkenus Ne 3 k [IpaBunam).
Ecnu o6pasiiel noanuce He TpeOyroTes, B MpuiIoskeHUH 16.1.5 k oTdeTy (coryacHo pyOpHuKanuu
paszenoB yka3aHHOM B yacTu Il HacTosiiero QOKyMeHTa) HPUBOJAUTCS OOpasel] MOIIUCH

OTBETCTBEHHOT'O CIENHUAIMCTA CIIOHCOPA UCCIEAOBAHUS
7. BBeneHue

BBenenne nOKHO coiepkaTh KpaTKoe U3NIoKeHHe (Kak MpaBuiio, He Oojiee 1 cTpaHMIIbI)
UCCJIEIOBaHMsI B KOHTEKCTE pa3pabOTKU HCCIENyeMOro mpernapara, 0OCYKIEeHHE KPUTHUECKHX
O0COOCHHOCTEH HCCleIoOBaHUs (Hampumep, 0OOCHOBaHUE U IIEJH, IEJEBbIE TPYIIIbI, JCUCHHE,

MMPOAOIKUTCIIBHOCTD, IICPBUYHBIC KOHCYHEBIC TOLIKI/I).
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HeoOxonumMo mnepedncianTh BCE TOKYMEHTHI, Ha OCHOBE KOTOPBIX pa3pabaTbiBayics
OPOTOKOJN, WM TPOYUE 3HAYUMbIe JUIS JaHHOTO MCCIEOBAHMUS COTJIANICHHS WU

JIOTOBOPEHHOCTH MEK/Ty CIIOHCOPOM (KOMITAHHUEH ) U YIIOJITHOMOYEHHBIMA OpPTraHaMH.
8. Llenb n 3a1a4n MCCIICTIOBAHUS

B nanHOM paznene momkHa OBITH TpeACTaBiieHa WHGOPMAIUS C W3JI0KEHHEM OOIINX

TeNiel 1 3a71a9 IPOBEICHHOTO MCCIICIOBAHMUS.
9. Iinag ucciaenoBaHus

9.1. OOumii Tu3aiiH U IJIaH-OTIMCAHUE UCCIIEIOBAHMS.

OOmuii TUTaH WCcClenoBaHUS M JU3aiiH (KOHQUTYpalws) HCCIeIOBaHUS (HApuMep,
napajuieNbHBIN, MEPEKPECTHBIN) JOIDKHBI OBITH OMUCAHBI KPAaTKO, HO SICHO C HCIIOJIb30BAaHHEM
rpa¢ukoB U auarpamm (rpu HeoOxomumocTh). Ecnu B Apyrux ucciaeqoBaHUSX HCIOIB3YETCS
MOXOKUU TMPOTOKOJ, MOXKET OBITh MOJE3HBIM JaTh CCBUIKY Ha TaKOW MPOTOKON W OIMHCATh
JTr00ble 3HAaYMMBbIe OTIMYHUS OT Hero. JleHcTByromas pelakiuus NpoToKoIa U JIF00bIe N3MEHEHHS
JIOJKHBI OBITh BKJIFOUEHBI Kak mpuioxkeHus 16.1.1 k ordery (cornacHo pyOpuKauuy pasaesoB
OoT4YeTa, yKa3aHHOW B HACTOSAIIEH YacTH JOKyMmMeHTa), a oOpazery MPK (Tombko yHUKaJIbHBIC
CTPaHUIIBI; T.€. 0€3 BKIIIOUEHUS UICHTUYHBIX CTPAHUI KAPThI, OTHOCSAIINXCS K Pa3HBIM BU3HTAM)
B BUjE NpuiokeHus 16.1.2 k otuety (corimacHoO pyOpHKaluu pa3fesioB OT4YEeTa, YKa3aHHOW B
HACTOSIIEH YacTu AOKyMeHTa). Ecnm kakas-mubo uHPOpManus B 3TOM pasfelie 0T4eTa B3sTa U3

JIPYTUX UCTOYHUKOB (IOMUMO MPOTOKOJIA) UX CIIEAYET YKa3aTh.
[IpencraBnenHas uHGOpMAIIHS TOJIKHA BKIIOYATh:
n3y4aeMble METO/bI JIeUeHUs (KOHKPETHBIE MTpenapaThl, 1036l U MPOLETYPHI);

HUCCIICAYCMYIO MMOMYJANUIO MAIUCHTOB M KOJHWYCCTBO IMALMCHTOB, KOTOPLIC IOJIKHBI

OBITH BKJIIOUEHEI B HUCCICAOBAaHUC,

CTENEHb U METOJ| OCJIeTIEHUs (MacKUPOBKH) (HampuMmep, OTKPBITOE, ABOMHOE CIIETOE,
NPOCTOE  CJIETOE, OCICIUICHUE AaHAIWTUKOB M HEOCJICIUICHHE TAIMeHTOB U (WJIH)

HcCIIeIoBaTeleh);

BUJ KOHTpOJNs (Hampumep, Iuianebo, OTCYTCTBHE JICUYEHHs, AKTUBHBIN KOHTPOIIb,
KOHTPOJb  «H03a-3pdeKT», HCTOPUUECKUH  (PETPOCHEKTHUBHBIN)) W  KOH(MUTYpaLHUIO

uccienoBanys (mapajienbHas, HEPeKpecTHas);
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METOJl pacrpefiesieHuss CyObeKTOB 10 HCCIEAyeMBbIM TrpymnaMm (paHIoMH3alus,

cTpaTtuduKaIum);

MOCIIEZIOBATEILHOCTD U MIPOAOKUTEIHLHOCTh BCEX MEPUOJIOB UCCIIEOBAHUS, B TOM UHCIIE
neproja, MPEAMISCTBYIOMIET0 PaHAOMHU3AlNNA, W TEpUoAa HAONIOACHUS IIOCJE IPOBEICHUS
JeYeHUs, MEepHoJa OTMEHBl TEepaluu M Mepuofa MPOCTOrO CJIENOro M ABOMHOIO CJENOoro
nedyeHus. JIoikHO OBITH yKa3aHO, KOrJa MalMeHThl OBLINM paHIOMHU3UPOBaHbI. Pexomenmyercs
yKa3aTh JU3aiH B BUJIE TpadUUeCKOl CXEeMbl, BKITFOYAIONIEH XPOHOJIOTHIO MPOBEIEHHBIX OIIEHOK

(B cooTBeTCcTBUU C (hopMamu rpaduyeckux cxem npuiioxxeHust Ne 4 x [Ipasuniam);

JI00BIE KOMHTETHI IO 6630HaCHOCTI/I, MOHHUTOPHUHTY JaHHBIX WK CIICHUAJIBHBIC

PYKOBOJSIINE UITH OLIEHOUYHBIE KOMUTETHI;
r00bIe TPOMEKYTOUHBIE CTATUCTHUECKUE AHATHU3BI M OLICHKH.
9.2. O6ocHOBaHMEe qu3aiiHa UCCIIEOBAHMS, B TOM YHCIIE BEIOOpA KOHTPOJIBHBIX TPYIII.

HeobxonmuMo 000cHOBaTH BHUJ BBIODAHHOTO KOHTPOJS W Ju3ailHA HCCIEIOBaHUS.
HekoTtopsie acmekTsl nu3aiiHa MCCIENOBAHUS, HYKIAIONIHECS B PACCMOTPEHHH, MPEACTABICHBI
HUKE.

B nenom, BBIAENAIOT CIEAYIONIME KOHKYPEHTHBIE KOHTPOJbHBbIE TPYHMbl (TPYIIbI
CpPaBHEHHUS):

1a1e00-KOHTPOJIb;

KOHTPOJIb C OTCYTCTBHEM JICUCHHUS,

AKTUBHBIA KOHTPOJIb;

no100p J03bI;

UCTOPUYECKUI KOHTPOIIb.

B nmomonHeHWe K ONMWCaHWIO BHIA KOHTPOJISI, IPYTHMH KJITFOYEBBIMH OCOOCHHOCTSIMU
JIU3aifHa CYMTAIOTCS KCIOJB30BaHUE TEPEKPECTHON KoHpurypamuu (cXembl) U BBIOOD
MAIMEHTOB C OMPEJEICHHBIMU COCTOSHUSIMU B aHAMHE3€: HAalpUMEpP, YyBCTBUTEIBLHOCTBIO HIIU
PE3UCTEHTHOCTHIO K OINpPEAEIICHHOMY JICKQPCTBEHHOMY IpernapaTy WU TPYMIe JEKapCTBEHHBIX
npenaparoB. Eciu He mpuMeHsIach paHAOMM3AIUs, HEOOXOIUMO OOBICHHUTH, KaKHE METObI
UCTIONB30BAINCH I MCKJIFOUYCHUS CHCTEMAaTHYeCKOW OmuOKM oTOopa (systematic selection
bias).

HeobxonumMo ¢ mo3unuii u3yyaeMoro 3aboeBaHMs WU MPUMEHSEMOTO BHAA JCUCHUS
00BSICHUTH TOTEHITUAIBHBIC WK 3apaHee U3BECTHBIE 3aTPYIHEHHsI, 00YCIOBICHHBIC BEIOPAaHHBIM

JU3aHOM MCCIIEJOBAHUS MM KOHTPOJIBHOM rpynmnou. Tak, Ui IepeKpecTHOro au3aiiHa B TOM
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YHClie cleAyeT MPeayCMOTPETh BOZMOXKHOCTh CIOHTAHHOTO M3MEHEHHUs TeueHus 3a00JeBaHus B
X0/JIe UCCNIEIOBAHUS U BOZHUKHOBEHUS 3P HEKTOB IepeHoca.

Ecnu  meromom  ycraHoBineHHs — 3((EKTUBHOCTH  BBIOpPAHO  HOATBEpIKICHHE
OKBUBAJICHTHOCTH, TIPH KOTOPOM dJ(PPEKTHBHOCTH HOBOTO BHJA JICUCHHS HE HIKE
OTpEIeNIEHHOr0 TOpora IO CpPaBHEHUIO C NPHU3HAHHBIM BUIOM JieYeHUs (HE MEHbIIas
3¢ (HeKTUBHOCTE), HEOOXOUMO PACCMOTPETh BO3MOXHBIC 3aTPYAHEHHS B CBSI3U C BBIOpAaHHBIM
MU3ailHOM HCceoBaHusl. B dacTHOCTH, HEOOXOAMMO OOOCHOBATh, YTO BBIOPAHHBIN U3aliH
CHOCO0EH yCTaHOBUTH pasnuyust Mexay dddekruBHoi n HeahekTnBHOM Tepanmeid. st 3Toro
pEeKOMEHAyeTCs TPOaHAIU3UPOBATh MOI00HbIE, paHee MPOBEIEHHBIE UCCIEI0BAaHUS B KOHTEKCTE
KITIOYEBBIX OCOOEHHOCTEH nu3aiiHa (BbIOOP MAIIMEHTOB, KOHEYHBIE TOYKH, IJIMUTEIHHOCTD, /1032
npernapara, SBISIOIIETOCS AaKTUBHBIM  KOHTPOJIEM, COINYTCTBYIOIIAs Tepamus | Ap.),
MOJTBEPIKIAIOIINE CTOWKYIO CIIOCOOHOCTB BBISBIISITH MPEBOCXOJCTBO aKTUBHOTO KOHTPOJS Hal
miane6o. HeoOGxoamMo omucaTh METOMbI BBISBICHUS pa3iuuuid Mexay d3(PEGeKTHBHON U
HeapdekTuBHON Tepanueil. Hampumep, Hamuumem 3¢G(GEKTUBHOCTH MOXKHO CUYUTATh YETKOE
pa3nuune (Ha OCHOBAaHMU paHee MPOBEACHHBIX HCCIICAOBAHUI) MEXIy TpyNION MalueHTOB,
NOJYYaBIIUX JICYCHHE M TPYNIOH MAaIMeHTOB, HE IOJyyaBIIeH JIEKAPCTBEHHBIH Ipemnapart.
Mepoit >pPEKTUBHOCTH MOMKET CIYyXXHTh H3MEHEHHE 3HAYCHHS IIeJIEBOTO TMOKa3aTels OT
UCXOJHOTO YpPOBHS MM JPYrol KpUTEpUd, HampuMep, KOJIMYECTBO BBI3JJOPOBICHUN WK
BBDKMBAeMOCTh. JlocTkeHHe Takoro pesyiabTata OylIeT MOATBEPKAATh CIOCOOHOCTH
UCCIICIOBAHUSL ~ YCTAHOBUTH  pazinuuus  Mexay d(pQextuBHbIM Hu  Hed()(HEKTUBHBIM
JIEKapCTBEHHBIMH TpernaparaMu. HeoOxoaumo Taxke 000CHOBATh, YTO B XOJE HCCIIEIOBAHMS
rpaHuIla He MeHbIeH 3 dekTHBHOCTH (0€30MacHOCTH) (Z1e7bTa) He ObLTa MPEBHITICHA.

Oco0oe 00oCHOBaHHME B OTYETE CJEAYyeT MPEICTaBUTh B OTHOIICHUU NPUMEHEHUS
UCTOPUYECKOTO KOHTPOJIS,, IPUMEHEHHUE KOTOPOTO B HCCIIECOBAHUM MMEET Psiji OrpaHMYCHHN
(CTIOXHOCTh ~ OOECIIEYeHHsI  COTOCTABUMOCTH  CPaBHHBAEMBIX TpPYyMI, HEBO3MOXKHOCTh
«OCJeTUICHUs» HcclieloBaTeseil, H3MEHEHHE MOIX00B K JICUCHUIO WM TeUeHUs 3a00JIeBaHuUs,
paznuuus, o0ycnoBieHHbIe 3 dexToM 1manedo).

Hekotopsie npyrue ocoOOEHHOCTH qu3aiiHa UCCIIEIOBAaHUS TakKe TPeOyIOT 000CHOBAaHUS,
B TOM YHCJE HAJIWYHE WM OTCYTCTBHE OTMBIBOYHOIO TEPHOJA W JUIUTEILHOCTH IEPHOAA
JIeYEHHUs, 4TO OCOOEHHO BaXXHO INpPU XPOHHYECKUX 3aboneBaHusXx. Ecnu 310 He sBisercs
OUEBUIHBIM, TO HEOOXOAMMO TaKke OOOCHOBaTh BBHIOOP J0O3bI M HWHTEpBaja TO3UPOBAHUS.
Hanpumep, oObryHO HeaddexkTuBeH mpueM | pa3 B CyTKH JIEKapCTBEHHOTO Mperapara c
KOPOTKMM TE€PUOJIOM IONYBBIBEACHUS s KOTOPOro A(PQEKT TECHO CBsA3aH C €ro
KOHIIEHTpauue B miazMme. Eciu B paMkax MCCIEIOBAaHUS MNPUMEHSETCS TaKOW PEeXKUM

AO3UPOBAHUA, €TI0 HCO6XO,Z[I/IMO O6OCHOBaTI>, Halpumep, TEM, YTO HNPOAOJLKUTCIBHOCTb
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dapmakoguHaMuIeckoro 3¢ @deKkTa MpeBbIIacT JUTMTSILHOCTh HAXOXJICHUS JICKapCTBEHHOTO
npemnapata B KpoBu. HeoOXoauMo ommcaTh UCIOJB30BaHHBIC MPOICIYphl, HANPABJICHHBIC HA
ycTaHoBleHHe d(pdexTa «yckomb3aHHS» OT JCHCTBHs Mpemapara B KOHIE HHTEpBaIa
JO3UPOBAHUS, HAIIPUMEP, OTIPEICIICHNE ISHCTBUS Mpernapara mepea IpueMoM O4epeHON T03bI.
B uccnenoBanuu noza-3pdext ¢ mapamienbHbIM AU3aHHOM HEOOXOAMMO Takke 000CHOBATh
BBIOPAHHBIN JMANIa30H J03.

9.3. BriOop n3ydaeMoii momyJsiuu.

9.3.1. Kpurepuu BkitoueHus. B oTyete 1omKHBI OBITH OMKMCAHBI MOMYJISALNS MAUEHTOB U
KpUTepuu OTOOpa, HCIOJb3yeMblEe JJIsi BKIIOYCHHS TMAIMEHTOB B HUCCIEAOBaHHE, U
MPOAHAJIM3UPOBAHA TPUTOTHOCTh W30pAHHOW TOMYJIAIMM JJIs1 LeJed uccienoBanus. J(OmKHbBI
ObITh TPEJCTABJICHbl KOHKPETHBIE HCIIOJIb3yEeMble TUArHOCTUYECKHE KpPUTEPUU, a TakKke
KOHKpEeTHbIe TpeOoBaHUS K 3a00NIeBaHUIO (HANPUMEp, OMpPEIEICHHAsl CTENEHb TSHKECTH U
IPOJIOJDKUTEIBHOCTh  3a00JIeBaHMsA, PpE3yJIbTaThl aHalM3a KOHKPETHBIX JabOpaTOPHBIX
noKa3aresaei WM PeUTHHTOBOM IIKaJbl, PU3UKAIEHOTO 00CIEeI0BaHUs, OCOOCHHOCTH aHAMHE3a
(Heyaaua WM ycrex Mpeablaylied Tepanuu) WK JIpyrue MOTEHUHUAIbHbIE MPOTHOCTUYECKUE

Q)aKTOpLI U JII00OBIE BO3PACTHBIC, ITOJIOBBIC MJIIXN STHUYCCKHUC Q)aKTOpH.

JloJKHBI OBITH ONMCAaHbl KpUTEPUHM OTOOpa M JHOObIC JONOJHUTENbHbIE KPUTEPUU
panzomMu3anuu (0TOOp MALMEHTOB B TPYIIY C MPUMEHEHUEM HccienyeMoro npemnapara). [lpu
HAJIMYMYA OCHOBAHW II0JIaraTh, YTO TPU MPOBEACHUM HCCIEIOBAHHUS OBLIM JIOTIOJHUTEILHBIC
KPUTEPUH BKIIOYEHUS B HErO, HE OINpPEJCIICHHbIE B MPOTOKOJIE UCCICIOBaHMS, JOJIKHBI OBITh
00Cy>/IeHbl X BO3MOXHbIE MOcieACcTBUA. Hanpumep, eciim HEKOTOpbIE HUCCIIE0BATENIN MOTIIN
UCKIIIOYATh WIM IEPEBOAUTH B JPYIrH€ HCCIEAOBAaHUSA MALMEHTOB, KOTOpPHIE HMEIU

OIpCACIICHHBIC 3a00JIeBaHUS WIIH OMPCACIICHHBIC HCXOAHBIC XapaKTCPHUCTUKH.

9.3.2. Kputepun HeBkitoueHHs. JlOJDKHBI OBITh yKa3aHbl KPUTEPUU JUIS HEBKIIOUCHUS
NaryeHTa B MCCIeI0BaHue Ha dTare 0TO0pa, a Takke 000CHOBAHHE STUX KPUTEPHEB (HApuUMep,
C mo3unuil 0e30MacHOCTH, AaJMUHUCTPATUBHBIE MPUYUHBI WM HENPUTOJHOCTH  JJIs
UCCleoBaHus). BiusHHEe KpUTepueB HEBKIIOYEHHS HAa BO3MOXHOCTh PaCHpOCTPaHEHUs
pe3yJIbTaTOB MCCIIEIOBAHMS Ha BCIO MOMYJISILUIO B LEJIOM JOJDKHBI OBITh MPOAHATU3UPOBAHBI B
pasnene 13 oryera 00 mcciaemoBaHUM (COTIIACHO PyOpHKAIMH Pa3ieiioB OTYETa, YKa3aHHOW B
HACTOSIIICH YacTh JOKyMeHTa) Wiu B o03ope Oe3omacHOCTH U A(D(PEKTUBHOCTH MOAYJs 2

PErucTpaiuOHHOTO JOCHE Ha J'ICKapCTBeHHHﬁ npenapar.

9.3.3. Kpurepun HCKIIOYEHUS W3 KIMHUYECKOM WM  AHAJUTHYECKOM  4YacTh

HUCCIICOOBaHUA. I[OJI)KHI:I OBITH OIMCAHBI 3alJIAaHUPOBAHHBIC NNPUYHUHBI UCKIIOUCHUSA MALUCHTOB
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W3 Tepanmuu WIM OCHOBHOTO HaOmoneHus (IIpU HAJIWYWHU), a TaKXKe OMHCAHBI XapakTep W
NPOIOJKUTEIBHOCTD JIFO0OTO 3aIlJIAHUPOBAHHOTO IMOCIEAYIONIEr0 HAOMIOACHUS JUIS JTAHHBIX

IIalIIMCHTOB.
9.4. Jleuenmue.

9.4.1. HaznadueHHOe JIcUCHHE. I[OJ'DI(HBI OBITH OITMCAHBI TOYHBIE MCTOAbI JICUCHHA HIIN
AUArHOCTUYCCKUEC CpCACTBA, MNPUMCHACMLBIC B Ka)K,Z[OI\/'I rpyarne mnanguceHTOB W TCPUOAC

HCCICI0OBAaHUs, B TOM YUCJIC CIIOCOOBI BBCACHM, 03Bl U CXCMbI IPUMCHCHUS.

9.4.2. Onucanue wuccieAyeMoro mpemnapara. B ordere MOMKHBI OBITH TPHUBEICHBI

CJICAYIOIINE CBEICHMUS:

KpaTKOE€ OIMCAaHUE MCCAEAYyeMOro mpemnapara (3KCHEpPUMEHTAlIbHOIO IIpernapaTa)
(mekapctBeHHast (Gopma, T03UpOBKA, HOMep maptum). Ecnm wucmons3oBana He 1 cepust
UCCIIelyeMOro Tpenapata (3KCHEpUMEHTAJIbHOTO MpernapaTa), MalUeHThl, IOJIydarolye
npenapar M3 KaXIOW MapTHH, IOJDKHBI OBITh MIECHTH(GUUUpPOBaHBI B mpuioxkeHun 16.1.6 k

0TYeTy (COMIACHO PyOpUKAIMK Pa3/ieIoB OTYETA, YKa3aHHOM B HACTOSILEH YaCTH JOKYMEHTA);

WCTOYHHUK TOJIy4eHHUsl TUianebo W mpemnaparta cpaBHeHUs. Monaudukanus mpernapaTa
CpaBHEHHMsI OT UX OOBIYHOM KOMMepueckoi (opMbl BBITyCKa JOJKHA ObITh yKa3aHa B OTYETE, U
JOJKHBI OBITH TPUBENIEHBI MPEINPUHATHIE MEPbI ISl 00ecredeHusl Toro, 4ToObl B pe3yibTare

MoauduKanyu OuoIorudecKast JOCTYITHOCTh HE OblJIa H3MEHEHA,

JOTUCTHKA TIIOCTAaBOK AJId JJIHNTCIIBHBIX PICCJ'IQZ[OBEIHPII’I, B KOTOPBIX HPHMCHANOTCH
HCCICAYCMBIC NpCrapaTrbl C OrpaHUYCHHBIM CPOKOM TI'OAHOCTHU HJIM HCUOJHBIMU JAHHBIMH O
CTa0MIBLHOCTH. CBGI[GHI/ISI 0 MPUMCHCHUHN HCCIICAYCMBIX IPCIIapaToB IMOCJIC UCTCUCHUA CPOKa UX
TOOHOCTH U I/II[GHTI/I(i)I/IKaHI/IH IOoJIydaBIIMX HUX MaMCHTOB, 4@ TAKXKC B ClIydaC HaJIUYUA 0COOBIX

TpeOOBaHUH K XPaHEHUIO — 3TU TPEOOBAHUS K XPaHEHHIO.

9.4.3. Metonpl pacmpenencHuss CyOBEKTOB HCCIEAOBaHUS TO TrpynmaMm. MeTomsl,
UCTIOJIb3YEMbIe JUIsl pacipenesieHus] CyOBbeKTOB HCCIIEeIOBAHUS 110 TEPANeBTUUYECKUM TpyIIaM,
HarpuMep, [EeHTPATN30BAaHHOE pacIpeieiieHue, paclpeielieHHe B paMKaX OTAEIbHBIX
YUpeXKICHHUH, alallTUBHOE paclpezecHue (pacrpeeseHie Ha OCHOBAaHHH paHee MOJIydYeHHON
OLICHKH WJIM OTBETA HA JICYEHHE) JOJDKHBI OBITh OIHMCAHbI B TEKCTE OTYETA, BKIIOYAS MPOLIEIY PhI
cTpaTu(UKaMd WIM BbIOOpa pa3mepa OJOKOB Uil paHaomuszanuu. JIroOble ocoOeHHOCTH
pacrpeneneHusl MalueHToB TOJDKHBI OBITh MPOaHATU3UPOBAHBI B OTICIBHOW YacTH IAHHOTO

pasgeia oTyeTa.
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[MompobHOE onmmcanne MeToa paHAOMH3AIINH, BKIIFOYas ONMMCAHUE METO/Ia BBIITOTHEHHUS,
JIOJDKHO OBITH TIPUBEICHO C YKa3aHMEM CChUIOK Ha MCTOYHHWKH B MpHIIOKeHHH 16.1.7 K oTUeTy
(cormacHo pyOpuKauu pa3fesioB OTYETa, YKa3aHHOW B HACTOSIICH YacTH JOKyMeHTa) (Tmpu
HeoOxoaumocTh). Tabnuia, coxepxkamias KOIbl PaHIOMHU3AIMH, HIACHTH(PUKAIMOHHBIA KOJI
NalMeHTa B WCCIICIOBAaHUM W HAa3HAUCHHOE JICYCHHE, TaKXKe JOJDKHA OBITh NpEICTaBICHA B
NPUWIOKECHUU. B MHOTOIEHTPOBOM WCCeNOBaHMKM HWHGPOpPMAIMS B OTYETE JOJDKHA OBITh
MpEeIOoCTaBlieHa IO IEHTPaM B OTAEIbHOCTH. JlOMKeH OBITh TOSICHEH METOJ| CIy4ailHOTO

TE€HEPUPOBAHMSI HOMEPOB.

Jlnist vccineoBaHui ¢ PETPOCIIEKTUBHBIM KOHTPOJIEM BaXXKHO OOBSCHHUTH, KAKUM 00pa3oM
ObUT BBIOpAaH KOHKPETHBIH KOHTpPOJIb, KaKOW aJbTEPHATUBHBIA PETPOCIIEKTUBHBIA KOHTPOJIb
paccMarpuBazcs (NP  HAJIMYMKM) W KAK I[OJYYEHHbIE pE3yJbTaThl CPaBHUBAIUCH C

HCIIOJIb3YyCMbIM KOHTPOJICM.

9.4.4. BeiObop n03 s uzyueHus. Jlo3pl wiaM auamna3oHbl 103, HUCHOJb3yeMble B
WCCJICIOBAaHNH, JIOJDKHBI OBITh MPUBEACHBI 110 BCEM BUAAM TEpPAllUU U JOJDKHO OBITH OMUCAHO
OCHOBaHHWE /I WX BbIOOpa (HampuMep, MaHHBIE O MPEIIICCTBYIONIEM OIbBITE Yy JOJICH U

JKUBOTHBIX).

9.4.5. BeiOop 103, BpeMEHM W WHTEpBaja MpHeMa Ipenapara A KaxJaoro marueHTa.
HeoOxomumo onwmcars mporenypy moadopa J03bI HCCISIyeMOTo IpenapaTa | Ipernapara
CpaBHEHHS (aKTHBHOTO KOHTPOJISI) JUIS KAXKAOrO MaleHTa. Takue Tmpoueaypsl MOTYT
3aKJII0YAThCd KaK B IPOCTOM CIy4ailHOM BbIOOpe (UKCHPOBAHHOW O3B WM PEXHMA
JIO3UPOBAHUs, TAK U B 0COOOM TMOAOOpE M03bI WU MOAPOOHO pa3pabOTAHHOM MEXaHU3ME
0T0Opa, OCHOBAaHHOM HAa WHAWBUIYaJIbHOW pEaKIMU TAlMeHTa, HallpUMEp, €CIH TOBBIIICHHUE
JI03bI MPOUCXOJUT BIUIOTH JI0 MAKCHUMAlbHOW TEPECHOCUMON [03bl HJIM ONPEICICHHOTO

pe3yJibTaTa. HpI/I HaJIU4YUM TaKTUKHW CHHUXKXCHHA N03bI, €€ TAKXKC HGOGXOI{I/IMO OIIMCaTh.

Cpoku no3upoBaHusi (BpeMsi CYTOK W HMHTEpPBAJ) M COOTHOIICHHWE JO3HPOBAHHS C
MPUEMaMH TTUIIH JOJDKHBI OBITh OMUCAHBI, M, €CJIM OHU HE OBLIM YKa3aHbl B MPOTOKOJE, ITO

IIOJKHO OBITH OTMEYEHO B OTYETE 0CO0O0.

I[OJ'DKHBI OBLITh OIMKMCAHBI JIOOLIE KOHKPCTHBIC MHCTPYKUWH IJIA MALIMCHTOB O BPEMCHU U

crioco0e rpuemMa J035bl.

9.4.6. MackupoBka HmaHHBIX («ciermoi» wMeron) (mpu Hamuuuu). J{oowKHO OBITH
NPEJIOCTABJICHO ONUCAHHE KOHKPETHBIX MPOIEIYP, MCHOIb3YEMbIX IS MACKHPOBKH JAHHBIX

(HampuMep, crocod MapKUPOBaHUs YIIaKOBOK, UCIIOIb30BAHUE ITUKETOK, KOTOPbIE PACKPBIBAIOT
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KOJIbl MACKMPOBKH, 3alle4aTaHHbIX N€peYHeN KOA0B (KOHBEPTOB), TEXHUKH JJBOMHOW UMUTALIUN).
B TOM uncne nomkHBI OBITH OMUCAHBI OOCTOATENBCTBA, IPU KOTOPBIX JIOMYCKAIOCh HapyIlIEHUE
MaCKHUpPOBAHMS OJHOTO WJIM BCEX MAIMEHTOB (HAIpUMEDp, B CIyyae CEpPhEe3HBIX HEXeTaTeIbHbBIX
SBJIEHUI), UCTIOJNIb3YyEMbIE IIPU 3TOM IPOLEAYPHI, & TAKXKE MEPEUeHb JIUL], UMEIOMIMUX JOCTYN K
KOJaM TManueHToB. Eciau ucciaenoBaHWe IO3BOJSIIO  OTICJIBHBIM MCCIEIOBATENSAM OBITh
UHQOPMHUPOBAHHBIMU O Kypce MPOBOJUMOIO JieueHHUs (Hampumep, Uil BO3MOXKHOCTHU
CKOPPEKTUPOBATh PEXHM IPHUMEHEHHs Ipernapara), HEOOXOOUMO OOBSICHUTh HPOLEIYPY

3alUThI APYTUX UCCIEA0BaTENEeN OT pacKphITUs HHPOPMALUU.

JIOJKHBI OBITH OMUCAHBI MEPBI, IPUHATHIC JUIsI 00ECTIeYeHHSI TOTO, YTOOBI UCCIIEyEeMBbIN
npenapaT u HHaH€6O 6HHH:HGOTHHHHMBL u HpHBCHGHBIHOKaNHﬁﬂLCTBa TOro, 4TO0 OHH 6HHH
HEpa3JIMYUMBI TI0 BHEITHEMY BHIY, (hopme, 3amaxy u BKycy. JIODKHBI OBITh OMUCAHBI MEPHI TI0
NpPEJOTBPALICHUIO  HAPYNICHHS MACKHPOBKHM  JAaHHBIX  HWCCICAOBAaHHMS HAa  OCHOBaHHHU
71a0opaTOpHBIX U3MepeHul (npu Hamuuuu). [Ipn HaMMYMKM KOMUTETa 10 MOHUTOPUHTY JaHHBIX C
HOCTYHOM K HeMaCKHpOBaHHLEJ JTAHHBIM JOJIP)KHBI 6LH$ OIIMCAHBbI HpOHCHprL
obecrieunBaroe MOAJAEP)KaHUE OOIIEeH MacKUPOBKHM HCCIeoBaHUsA. Takke A0KHA OBITh
NOSICHEHA TPOLEAypa MOANCPXKAHUS MACKUPOBKA BO BpEeMs IMPOBEICHHS IMPOMEKYTOYHBIX

aHaJIN30B.

HeobxomuMo OOBSCHUTH, TOYEMY I CHIDKEHUS CYOBEKTHBHOCTH OCIICIUICHHS
HEKOTOPBIX WJIM BCeX HaONMOJAeHWH He TpeOoBaloCh, HANpUMEpP, HUCIOJIb30BAHUE
churMomaHomMeTpa CO CIy4aHbIM HyJeM (random-zero) — ycCTpaHS€T BO3MOXKHYIO
UCCIIEIOBATENILCKYI0 CYOBEKTUBHOCTh TPU HMHTEPHPETAlMH BETUYHMHBI  apTepUATBHOTO
JMABJICHUS, a JICHTBI, IMOJyYCHHbIE TIPU XOJTEPOBCKOM MOHHUTOPHPOBAHUH, 3a4aCTYIO
pactmpOBBIBAIOTCS  aBTOMATHUYECKH, YTO, TPEIANOJIOKHUTECIBHO, IO3BOJISIET  M30eXaTh
HCCIIEIOBATENbCKON CyOBeKTUBHOCTH. Ecnu oclnersienre ObUIo KejlaeMbIM, HO HEBO3MOXHBIM,
HEO00X0UMO OOBSCHUTH MPUYUHBI OTKa3a OT €ro BBHITIOJHEHHS] U PACCMOTPETh MOCIEACTBUSA. B
HEKOTOPBIX CIy4asX OCJEIUIEHHWE MPOBOAMTCS, HO 3apaHee M3BECTHO O €ro HECOBEPIICHCTBE
BCJIC/ICTBHC OYCBH/HBIX JICKAPCTBEHHBIX PEAKIMA IO MCHbBIICH Mepe y YacTH TMalHeHTOB
(cyxocTh BO pry, Opaawkapius, JHXOpajKa, PEaKIMH B MECTE BBEICHUS, HW3MCHEHUE
nabopaTtopHbIX Mokaszareneif). Takoro poaa mpoOiemMbl WM MOTEHLHUATIbHBIE 3aTpPyIHEHUS
HEOOXOJUMO 3apaHee BBIIBUTH M OMNKCATh, MPEANPUHUMAINCH JH TMOMBITKA OLEHUTh HX
BEJIMUMHY WIH PEIINTh WX (HampuMep, HEKOTOpPhIe M3MEPEHHS MOTJIA MPOBOIUTHCS JIHIIAMH,

KOTOpBIE€ HE UMEJIN IIPAaB PacCKpbIBAaTh OCIIEIUICHUE).
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9.4.7. llpeqmecTBytomas ¥ COMyTCTByIOIIas Tepanus. J[oKHO OBITH OMHMCaHO, KaKue
nmpemnapaTbl WM TPOIEeNypbl ObUIM pa3pelieHbl 0 W BO BpeMsl HCCIEIOBAaHUS, OBLIO U
3apErHCTPUPOBAHO WX HCIONB30BaHWE H KakuM o00pa3oMm, a Takke Iio0ble Jpyrue
crienupUIecKre TpaBWjia W TPOLEAYPHI, CBSI3aHHBIC C pa3pPEIICHHON WJIH 3ampenieHHON
COMYTCTBYIOIIEH Tepanuei. Jo)bKHO OBITH ONMHCAaHO, Kak pa3pelieHHas COIMyTCTBYIOMIAs
Tepanus MOXKET MOBIIUATh Ha PE3yNbTaT BCIEICTBUE B3aUMOJACHCTBUS Pa3HBIX MPENapaToB WIH
mpAaMoOro ux BOSI[CfICTBPIH Ha KOHCYHBIC TOYKU (OCHOBHBIG HepeMeHHLIe) HUCCIICO0BAHUA U KaK

MOTYT OBITh YCTaHOBJICHBI HE3aBHCUMBIE APPEKTHI COMYTCTBYIOMIEH U UCCIIETyeMOM Teparuu.

9.4.8. Mepsl o obecriedeHnto coOII0AeHUs pexuMa JeueHus. JJ0KHBI ObITh ONHCaHBI
MCpPbI, IPUHHUMACMBIC IJId oOecrieyeHus: U q)HKcaHI/II/I B OOKYMCHTax CO6J'IIOI[CHI/IH pPeKUMa
Tepanuy, HampuMep, ydeT TIpernaparoB, JHEBHUKM NAlMCHTOB, IIOKAa3aTelINd COJCPKAHUSI
npernapara B KpOBH, MOYE WM JPYTHX JKUAKOCTAX OpraHu3Ma WIM MOHHTOPHHI JEHCTBUS

npernapara.
9.5. lanHbIe 2 (HEKTUBHOCTH B 0€30IaCHOCTH.

9.5.1. OuenuBaeMble mokazatenu 3((EKTUBHOCTH U 0E30MacHOCTH M OJOK-CXeMma.
JloJoKHBI  OBITH OLICHEHBI KOHKpETHbIE TIOKaszaTenu HPQPEKTUBHOCTH M OE30MaCHOCTH H
IPOBEICHBI TAOOpaTOpHBIE UccleaoBaHMs. [Ipy 3TOM NOKHBI OBITH YKa3aHbI paclCaHue THEH
OLICHKH 3THX IOKAa3aTeNell (JHU MPOBEICHHS HCCIICAOBAHUS, BPEMs CYTOK, CBSI3b C NPUEMaMHU
NHIIA, ¥ KPUTHYECKHE CPOKH OLEHKH MOKa3aTeleld MO OTHOLICHUIO K MPHEMY HCCIEAyeMOTO
npenapara, HalpuMep, HeIOCPeACTBEHHO Mepel cienyromei 10301, uepe3 2 yaca mocie J103bl),
METOABl WX HM3MEpPEeHHs, a TakKXKe JIMIa, OTBETCTBEHHBIE 3a m3MepeHme. Ecim B cocraBe
HIepCOHaJIa, BBIOIHIOMETO KIMHUYECKH 3HAUYMMbIe M3MEPEHUs, PONU3ONUIN W3MEHEHUS, OHH

JOJIDKHBI OBITE YKa3aHblI.

YacToTy ¥ BpeMsi M3MEpeHHs TMokasaresed 3((GEKTUBHOCTH M OE30MaCHOCTH CIIEIyeT
oToOpaxaTh B TpaduiyeckoM BHUAC OJIOK-CXeMbI (B COOTBETCTBHU C MpmiokeHHeM No 4 K
[IpaBunam). JIoOKHBI OBITH yKa3aHbl HOMEpPA M BPEMsI BU3WUTOB, WJIM TOJILKO BpPEMs BH3UTOB
(ecnm yka3aHbI TOJILKO HOMEpa BH3UTOB JIaHHBIC TPYJHO BOCIIPUHUMATh U HHTEPIIPETUPOBATH).
Tarxke cremayeT yka3aTh Bce CHEIU(GUYESCKAE HMHCTPYKIUHM Ui TAUEHTOB (Hampumep,
UCTIONBb30BaHNE MMM DPYKOBOJCTB IO TPHEMY H3Y4YaeMBIX IMPENapaToOB WM HCIOJIb30BaHUE

JTHEBHHKA).

OnpeﬂeneHI/m, HCIOJIB3YCMBIC IJId XapaKTCPUCTUKH UCXOJ0B UCCICAOBAHUA (HaHpI/IMep,

KPUTEpUU OIpEAENeHUs] BO3HUKHOBEHHUS OCTPOro MH(apKTa MHOKapAa, YCTaHOBJICHHE
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JoKanu3auuu  uHGaApKTa, XapaKTepUCTHKAa  HMHCYJIbTa KaKk  TPOMOOTHYECKOTO WU
reMOpPParu4eckoro,  pasiuuds  MEXIy  TPaH3UTOPHBIM  HApyIIEHHEM  MO3TOBOTO
KPOBOOOpAIIIEHNSI U MHCYJIBTOM, YCTAaHOBJIGHHE MPUYMHBI CMEPTH) AOJDKHBI OBITH MOAPOOHO
00BbsCHEHBI. JIt0ObIe METOIbI, HCTIONB3YEMbIC JIJISl CTAHIAPTU3AIMH UM CPABHEHUS PE3yJIbTaTOB
7a00paTOPHBIX HCCICNOBAHUNA WM JPYTUX KIMHUYECKUX u3MepeHuit (Hampumep, OKI,
peHTreHorpauueckoe HCCIeI0OBaHUE TPYAHON KIETKH) TaKKe TOJKHBI OBITH OMUCAHBL. DTO

0COOEHHO Ba)KHO B MHOTOLCHTPOBLIX UCCIICAOBAHUAX.

Ecnu nmoMuMmo ucciieoBarens OLeHKY KIMHUYECKUX MCXO0B OCYIIECTBISUIM UHBIE JIUIA
(HampuMep, CHOHCOp WM BHEIIHSAS KOMMCCHUS OLEHHBaIu peHTreHorpammbl mwin DKI wim
OTpeeNsN HaJIMYMe y MalMeHTa UHCYJIbTa, OCTPOro MH(papKTa WM BHE3AITHOW CMEPTH), TAKUX
JMI HEOOXOIUMO SICHO yKa3zaThb B ordere. Heo0XoauMo MNOJHOCTBIO OMMCATh IMPOLEAYPHI,
BKJII0Yasl CIIOCOOBI MOAJIEPKAHUS OCJICIUIEHUS U LIEHTPAIN30BaHHOTO MTPOBEJCHUS U3MEPEHUN U

UHTEPIPETALNH UX PE3YJILTATOB.

I[OJDKHBI 6BITI: OIIMCAaHbI CHOCO6BI MOJIYUCHUA HNAHHBIX O HCXKCIATCIBbHBIX SBJICHUAX
(m1oOpoBOIEHOE COOOIIEHNE, 3allOJIHEHHE AaHKET WM OINpOC), a TaKXKe HCIOIb30BaHHbBIC
CHCNMANTbHbIC PEHTHHIOBBIC INKAIbl M CICHUAIBHO 3alUIAHUPOBAHHBIC —ITOCIIEAYIOIIHE
NPOIICTyphI, HANPABICHHBIC HA YCTPaHCHHE HEXKEIATEIbHBIX SBJICHUM, WINA 3alUlaHUPOBAHHAS

nporeaypa npoOHOTro BO30OHOBIIEHUS TIpUeMa Iiperapara.

JIOJOKHBI  OBITH  ONMHCAaHBI BCE HCIOJIB30BAHHBIC OIEHKU HEXKEIATEIbHBIX SBICHHN
HCCIIEIOBATENIEM, CIIOHCOPOM WJIM BHEIIHEH I'PYNION (HalpuUMeEp, OLIEHKA 110 CTENEHU TSHKECTU
HJIK IO BCPOATHOCTH TOT'O, UTO HEIKECIATCIbHBIC ABJICHUA BbI3BAHBI UCCIICAYCMbIM HpenapaTOM).
JIOJOKHBI YKa3bIBaThCSl KPUTEPUU TAaKUX OICHOK (MPH HAIWYMH) M SICHO yKa3aHbl CTOPOHBI,
OTBETCTBCHHBbIC 3a oOleHKy. Eciam 3ddekTuBHOCT, MM 0€30MacHOCTh OBLIM OLEHEHBI 0
KaTeropuayibHOM, OalIbHOM IIKane ¥ JAp., JODKHBI OBbITh TPEACTaBICHBI KPUTEPHH,
WCIIOJIb3yEMBbIC I TPUCBOCHUSI OAJIOB (HAmpuMep, OIpeiesieHHe OaloB Ha mikane). B
MHOTOIEHTPOBBIX HCCJICIOBAHUAX HEOOXOAWMO YyKa3aTh, KakuM 0Opa3oM METOAbl ObUIH

CTaHAApPTU3UPOBAHBI.

9.5.2. CootBercTBHE H3MepeHHH. Ecnm kakasg-mub0 M3 OLEHOK 3(PPEKTUBHOCTH HIIU
0e30macHOCTH He ObUIa CTAaHAAPTHOM, TO €CTh HE SBISUIACH OOLICTPUHATON, MpPU3HAHHO
HA/Ie)KHON, TOYHOW M 3HAYMMOW (CIOCOOHOHM paznmyath dPQexTHBHBIE W HedDDEeKTHBHBIC
npenaparsl), €€ HaJeXKHOCTb, TOYHOCTh M 3HAUYUMOCTh JOJDKHBI OBITh JTOKYMEHTAJIBHO
noaTBepxkeHbl. CrenyeT onucaTh B JaHHOM pasJielie 0TueTa paCCMOTPEHHbIE, HO OTKJIIOHEHHBIE

AJIbTCPHATUBLI.
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Ecnim B kadyecTBe KOHEYHOM TOYKM MCCIEAOBAHUSA HCIIOJIB30BAJIACh CypporaTHas
KOHEYHasi Touka (JabopaTopHble MOKa3aHUs, (U3MKAIbHOE M3MEpPEHME WINM IpU3HAK, HE
SIBIISFOLIMIACS TPSMBIM MTOKa3aTeJIeM KIMHIUUECKOTo pe3ysIbTara), 3TO J0JKHO ObITh 000CHOBAHO,
HampuMep, CO CCHUIKON Ha KIMHWYECKHE JaHHBbIC, MyOJMKallud, PyKOBOACTBA WJIM DPEUICHUS

YIOOJIHOMOUYCHHEBIX OPraHoOB.

9.5.3. IlepBuunbie mokazatenn 3ddextuBHOCTH. HeoOX0oauMo moapoOHO TEPEUUCITHTH
NEpBUYHbIE IOKAa3aTeIM W KOHEYHble TOYKH, HCIIOJIB30BAaHHbIE JUIsl  YCTaHOBJIEHHUS
s¢¢pextuBHOCTH. HecMOTps Ha TO 4TO KitodeBble Mmoka3aTenu 3(p(PeKTHBHOCTH MOTYT Ka3aThbCs
OYCBUIAHBIMHU, ITPHU HAJIMYNU MHOXKCCTBA IICPEMCHHBIX HJIW IMPU UX MHOTOKPAaTHOM U3MCPCHUHU B
IPOTOKOJIE HEOOXOAMMO yKa3aTh NMEPBUYHBIE TTOKa3aTean dPPEKTHBHOCTH (C 0OOCHOBAaHUEM UX
BbIOOpa) WM ONPENENUTh HA0Op 3HAUYMMBIX MAapaMeTPOB WIM JPYroil MeTol IpyNIUpOBKU
UHPOpPMALIMU, KOTOPHII MOXXHO HHTEPIPETHPOBATh Kak IMokaszaresnb 3¢dextuBHocTH. Ecnm
NEepBUYHbIC TOKa3aTelIM B MPOTOKOJE HE YKa3aHbl, B OT4eTe 00 MCCIIEOBAHUU HEOOXOIUMO
MPEJICTAaBUTh OOBSICHEHMSI, KaK ITH KJIFOUEBBIE TOKa3aTeid ObLIM OTOOpaHbl (Hampumep, Ha
OCHOBAHMHU ITyONMKalMH, PyKOBOJCTB WM PEUICHUH YIOJIHOMOYEHHBIX OPraHOB) U KOI'Ja OHU
ObuUIM BBISBJIEHBl (O WIM TIOCIE€ 3aBEPLICHHUS MCCIEJOBAHUSA U CHATHA OCJICIUICHUS).

Heo6xoanmo ykazaTh, 01 11 1TOpor 3(h(peKTUBHOCTH OMUCAH B IPOTOKOJIE.

9.5.4. I3mMepeHne KOHIIEHTpaUuu JekapcTBa. JlioOble u3MepseMble KOHIICHTPALUU
npenapara, a TaKke BpeMs M TepHoAbrl oTOopa 00pas3loB IO OTHOIIEHHIO KO BpPEMEHHU
NPUMEHEHHs Ipenapara JOJDKHBI ObITh omucasbl. JIo0ast cBS3p NPHMEHEHHUS Iperapara |
orbopa mpo0 ¢ NpUEeMaMH NHIIH, MOJOKEHHEM Tella M BO3MOXKHBIM 3ddekroM mpuema
CONYTCTBYIOILIETO JIEKapCTBa (AJIKOTois, KOerHa, HUKOTHHA) TaKXKe JIOJDKHA OBITh yKa3aHa.
JlomKHBI  OBITH OMKCAHBI BUJ OHWOJOTHYECKOro ooOpasma, o0paboTka o00pas3loB W METOJ
U3MEpPEHHSI CO CCBUIKOM Ha OMyOJMKOBAaHHYI0 M (WIM) BHYTPEHHIOI BaJUIAIIMOHHYIO
JOKyMEHTALMIO MO TPOLEIype MCCIEAOBAaHHUSA JUIS XapaKTePUCTUKH METOMOJOTHYECKHX
ocobenHoctei. Ecnu B oneHke (hapMakOKMHETHKH BaKHBIMH CUHMTAIOTCS U ApPYrHe (aKTOpbI
(HanpuMep, pacTBOPUMBIC IIUPKYIUPYIONINE PEHENTOPbI, PYHKIIMS MOYCK WM MEUCHH), CPOKHU U

IJIAHBI IO USMEPCHHUIO 3TUX q)aKTOPOB TaK¥XK€ QOJJIXKHBI OBLITH YKa3aHhblI.

9.6. O0GecnieueHrue KadecTBa JaHHBIX. JIOMKHBI OBITH KpPAaTKO OMNMCAHBI CHUCTEMBI
o0ecrieueHns KayecTBa M KOHTPOJISI Ka4ecTBa, BHEAPCHHBIE ISl 00eCcIIeUeHHs KauecTBa TaHHbIX.
Ecnu Takue cucteMbl HE HCHONB30BAIUCH, 3TO JODKHO OBITH yKa3aHO. JlOKyMEHTamus Io

MeXJI1a00paTOPHBIM METOAAaM CTaHAApTH3alMM M TpoleaypaMm oOecreueHHs KadecTBa (Ipu
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HaJUYHMH) JTOJDKHA OBITh TIPEACTAaBICHAa B COOTBETCTBUU ¢ mpuioxkenueMm 16.1.10 x ortyery

(cornmacHo pyOpHKaLuy pa3esioB OTYETa, YKa3aHHOM B HACTOSIIEH YacTH JOKYMEHTA).

JIroOble Mepbl, NPUHATHIE B UCCIIEIOBATEILCKOM LIEHTPE MM LIEHTPAIN30BAaHHO B LIEJSIX
oOecrieyeHHsT  HCIOJIb30BAaHMSI ~ CTaHJApTHOW  TEPMHMHOJIOTMM W cOopa  TOYHBIX,
IIOCJIEI0BATENIbHBIX, IOJHBIX W JIOCTOBEPHBIX [aHHBIX, HAaOpUMEp TPEHUHTHM, MOHUTOPHHT
UCClIeIoBaTeNell MEPCOHAJIOM CIIOHCOpAa HCCIIEIOBaHUS, WHCTPYKTHUPYIOIIME PYKOBOJCTBA,
IPOBEPKA JAHHBIX, EPEKPECTHBIE MPOBEPKH, MCIIOJIb30BaHUE LIEHTPAJIBLHON JIAOOPAaTOpUM IS
IPOBEIECHUS OTACIbHBIX AHAIM30B, LEHTpalu3oBaHHas pacmmdpoka IKI' wnm ayauropckas
NPOBEpPKa JaHHBIX, JOJDKHBI ObITh oncanbl. CieyeT OTMETUTb, IPOBOIMWINCH JIU KOH(pEpEHIINN
JUIsL MCClIeIoBaTeNe, Uiy MPUHUMAIUCH JIM ApPYyTrue Laru JUisi HOATOTOBKU HCCieloBaTeNlel U

CTaHJapTH3aIUN PAOOTHI.

Ecnu crioHcop wuCnonbp30Bajl MpOUEAYypbl HE3aBUCHUMOW BHYTPEHHEW WIJIM BHEUIHEU
ayJIUTOPCKOM MPOBEPOK, ITO CIAEAYEeT yKazaTh B JAHHOM pa3fiesie OTYeTa U OMUCATh MOAPOOHO B
npuwioxkennu 16.1.8 k oruery (cormacHo pyOpHKalMM paslesnoB OTuYeTa, YKa3aHHOM B
HACTOALEH 4YacTh JOKYMEHTa). B yKa3aHHOM NpPUJIOKEHUU JOJDKHBI OBITH IPEICTaBICHBI

cepTuduKaThl ayauTa (MIPU HATHYNHN).

9.7. IlpenycMOTpEHHBIE MPOTOKOJIIOM CTATUCTUYECKUE METOJBI U OINpPEICIICHUE pa3Mepa

BBIOOPKH.

9.7.1. CraTucTH4eCKUH TIJIaH W TJIaH aHaiau3a. B mpoTokose uccienoBanus T0JDKEH ObITh
OTMCAaH IJIaH CTaTUCTUYECKOTO aHalu3a U BCE €ro M3MEHEHHs], IPOU3BEACHHBIE J0 MONy4YEHUs
TaHHBIX 00 wcxomax. B Hacrosmiem paszgene oTdeTa HEOOXOAMMO TOAPOOHO OMHCATh
3aIUTAHUPOBAHHBIE COTJIACHO MPOTOKOIY MCCIIEIOBAHUS, HO HE PEAIbHO BBHIMOJIHEHHBIC aHAIU3HI,
CpaBHEHUS W CTaTUCTHYECKHWE TecThl. HeoOxoawmo yka3aTh, MPOBOAWINCH JIM HM3MEPEHUS
KIIIOYEBBIX TOKa3aTeneil Oonee 1 pasa, MepeyMCIUTh KOHKPETHBIE W3MEpPEHUs (Hampumep,
CpellHee 3HAUYEHHE HECKOJIbKMX HM3MEpPEHUN B TEUEHHUE BCEro MCCIECIOBAHUS, 3HAYCHUS B
OTIpeICTICHHBIC BpeMeHHLie TOYKH, 3HAYEHUS VISl 3aBEPIIUBIINX HCCIEIOBAHUE CYOBEKTOB WM
3HAUYCHMsI B KOHIIE TEpamnuu), 3alUIAHUPOBAaHHBIE KaK OCHOBA I CPaBHEHUW MEXIY
UCCIIEyeMbIM TIpermapaToM H KoHTpojeM. CxomHeiM o0pa3oM mpu Hanuyuu Oonee 1
AQHAJUTUYECKOTO MOJX0J1a, HAMPUMEpP, U3MEHEHHE OT HCXOJIHOTO 3HAYEHUs, aHAJIU3 HAKJIOHA
KPUBBIX, aHaJIM3 TaOJIMI] CMEPTHOCTH, HEOOXOAMMO OOO3HAYUTH 3aIVIAHUPOBAHHBIN TOAXOI.
Taxxe He0OXOAMMO yKa3aTh, ObLJIA JIM MPEyCMOTPEHA B paMKaxX MEPBUYHOTO aHAIHM3a MONpPaBKa

Ha KOBApUATHI.
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HeoGxonumo omucars, ObLIM JIM 3allJJaHUPOBAaHbl OCHOBAaHUS JJIl HCKIIOYEHUS U3
aHaJM3a MalMeHTOB ¢ cOOpaHHBIMU JaHHBIMU. HeoOxoauMo yka3aTh, ObUIH JIM MPETyCMOTPEHbBI
HNOATPYINIIBI, YbM PE3yJbTaThl AHAIM3UPOBAINCH OTAENbHO. Eciu npu aHamuse pes3yJbTaToB
UCTIOJIB30BAJIMCh KaTETOpUAIbHBIC MIKABI (TI00aTbHBIC OLIEHOYHBIE IIKABI, CTETICHN TSKECTH,

pe3yNbTaThl ONPEEICHHON BEIMYNHBI), UX HEOOXOAUMO YETKO ONPEACTUTh.

Heob6xomumo omucarh 3amiaHUPOBAHHBI MOHHUTOPUHT PE3YJIbTaTOB MCCIICIOBAHUM.
Ecnu uccnenoBanueM ObLIO MPEeAyCMOTPEHO Y4YacTHE KOMHUTETa 10 MOHHUTOPHUHTY JaHHBIX,
MOJKOHTPOJIBHOTO WM HETMOAKOHTPOIBLHOTO CIIOHCOPY, HEOOXOAHWMO OIKCATh €r0 COCTaB U
OTIepAIIMOHHBIC MPOLEAYPHI, & TAKXKE MPOIETypPhl, 00ECIIEUNBAIOIINE COXPAHCHUE OCICTUICHUS
uccienoBanus. HeoOXomuMo omucaTh 4acTOTy W CYTh 3aIUIAHUPOBAHHOTO IMPOMEKYTOTHOTO
aHanM3a, yKa3aTh BCE 3apaHee YCTAHOBJICHHBIE B MPOTOKOJIE MCCIIEIOBAaHUS OOCTOSITENLCTBA, B
CHJIy KOTOPBIX HCCJEIOBAaHUE JODKHO OBITH MPEKPAIlIeHO, a TaKkKe yKa3aTh BCe BHOCHMBIE MO

pe3yJibTaTaM MPOMCIKYTOYHOI'O aHAJIN3a CTATUCTUUICCKHUC KOPPCKTUBEIL.

9.7.2. Onpenenenue pasmepa BBIOOpKH. HeoOXoauMo MpeAcTaBUTh 3araHUPOBAHHBIN
pasMep BI)I60pKI/I A CcIocod ero BBIYUCIICHUSA, HAIpUMEP, CTATUCTUYCCKUC PACUCTBI WU
NpakTUYeCKue OorpaHmdeHus. Hapsay ¢ meromamu pacdera pa3smepa BBIOOPKH HEOOXOIUMO
NpeJCTaBUTh OOOCHOBAaHUE pacueTOB MM CCHUIKM Ha Takoe oOocHOBaHue. HeoOxomumo
MMPUBCCTH OILICHKH, HCIIOJB30BAHHBIC B pacucTax, U 06'L$ICHGHI/I$I, KaK J5TH OIL€HKH 6BIJII/I
IMMOJTy4YCHBI. B HCCIICOJOBAaHUAX, HAIIPABJIICHHBIX HAa IMMOATBCPIKIACHUC pa3J’II/I‘II/II71 MCXKAY METOJaMH
JeYeHHs, HEOOXOJMMO OTOBOPHTH BEIMYMHY BBIABISIEMON pa3HHIBI. B ucciegoBaHusX ¢
TIOJIOXKHUTEIBHBIM KOHTPOJIEM, HAlPaBJICHHBIX Ha MOJATBEPIXKACHUE HE MEHbIIeH 3 dekTuBHOCTH
M0 CPABHEHUIO CO CTAHIAPTHOM Tepamueil, onmpeneieHne pa3Mepa BRIOOPKH JOKHO BKIIIOYATH
pasHuny MCEXKAY CpPaBHUBACMBIMHU MCTOAAMH, KOTOpPAsA CUUTACTCA HCIPUCMIICMO 60HBHIOI>1 n

MOJKET OBITh UCKJIIOYEHA B paMKax 3allJIaHUPOBAHHOI'O UCCIICAOBaHU .
9.8. I3meHEeHUS B XO0J4€ NMPOBCACHHUA UCCICAOBAHUS WJIN B 3alJIAHUPOBAHHOM aHAJIM3C.

JIroboe wu3MeHeHue B TPOBEACHUM HCCIIEIOBAaHUS WM IUIAHUPYEMBIX aHAJIHU30B
(HampuMep, UCKITFOUYEHUE KaKOW-TM00 U3 CpaBHUBAEMBIX I'PYIII JEUSHHsI, U3MEHEHHE KPUTEPUEB
BKJIIOYEHHUS WM J103bl MpernapaTa, KOPPEeKTHPOBKA pa3Mepa BBIOOPKH M Jp.), UMEBILEE MECTO
10CJIe Hayaja MCCIENI0BaHM, JOJDKHO ObITH OmucaHO. BpeMs M MpUYMHBI TaKUX W3MEHEHHH,
IpOLEAYphl, HCIONb3yEeMble [JIsi MPUHATHS PpELIeHHs O BHEAPEHUM W3MEHEHMH, JIMLa WId
IPYNIbI JIML, OTBETCTBEHHBIE 32 U3MEHEHUS, XapaKTep U COAEpKaHUE MMEIOIUXCS JaHHBIX U
HepeveHb JINL, KOTOPHIM OHHU OBLIM JOCTYIIHBI Ha JaTy BHEAPEHUS MU3MEHEHUs, TaKXkKe JOJKHBI

OBITH OIMCAHLI BHE 3aBUCUMOCTH OT TOrO, OBLIO U U3MEHEHHUE 3aA0KYMCHTHUPOBAHO B KA4YCCTBC
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oQUIMaNbHON MOMpaBKU K MPOTOKONY uiau HeT (B maHHBIM pa3nen He cieqyeT BKIIOYATh
M3MEHEHHUSI B YaCTH KaJPOBBIX MEPECTAHOBOK U pelieHuit). JItoOble BO3ZMOXKHBIE MOCIEICTBUS
W3MCHECHUH B YACTU HWHTEPIPETAIIMH PE3yIbTaTOB HCCICIOBAHUS JOJDKHBI OBITH KpPaTKO
ONMHKCaHBl B HACTOSIIEM pasnene u Oosiee MoApoOHO B JAPYTMX COOTBETCTBYIOLIMX pasfeliax
oryeta. B KaxaoMm paszgene oTdeTra JODKHO OBITh NPOBEAEHO YETKOE pa3lindyhe Mexay
yCIOBUSMU  (TIpOIelypaMu), 3alVlaHUPOBAHHBIMH B TMPOTOKOJE€ W B TONpaBKax WU
nonojHeHusax. CuMTaercs, 4YTo B LIEJIOM HM3MEHEHHUs B 3aIUIAHMPOBAHHBIX aHAJIN3aX JIaHHBIX,
BBEJICHHBIC JO PACKPBITUS MACKUPOBAHHBIX JAHHBIX, HE3HAYUTEIBHO BJIUSIOT Ha
MHTEPIIPETALNIO PE3yJbTaToOB HcchenaoBaHusa. OCOOEHHO Ba)KHO, 4YTOObI BpeMsl BHEIPEHUs
U3MEHEHUH OBII0 YETKO YKa3aHO IO OTHOIICHHIO K BPEMEHU PACKPBITUS MAaCKHPOBAHHBIX

TAHHBIX U MMOJIYYCHUS UTOTOBBIX PE3yIhTATOB.
10. Uudopmarus o cyObeKTax UCCIeI0BAHMS

10.1. Pacnipenenenre cyObeKTOB MO TPYIIIIaM.

CrnenyeT mpoBecTH MOAPOOHBIN M MOHATHBIA YUYET BCEX MAIMEHTOB, KOTOPHIE MPHUHSIIN
y4acTHe B UCCIIEA0BAaHUHU, IIPU TOMOIIY Ipa)uIecKoro Win TabIUYHOIO MPEACTaBIECHUS 1aHHBIX
B Tekcre ordera. JIOKHO OBITH yKa3aHO KOJIMYECTBO MAI[MEHTOB, KOTOpblE ObUIM
PaHAOMU3HPOBAHbI, BOLIUIM B UCCIIEI0BAHUE U 3aBEPIUMIIM KAKIBIA €ro 3Tam (KaXayr HEIelo
(Mecsill) McceoBaHUS), a TaKKe INMPUYMHBI BCEX IMOCT-PaHJOMM3AIMOHHBIX MpEeKpaleHui
J€YeHMsl, CTPYIIHUPOBAHHBIE IO BUJAY JICUEHUS W OCHOBHOM NpHUYMHE (BBIOBITHE H3-TI0A
HaOJI0/IeHUs], HeXKellaTelIbHbIE SIBJICHUS, HECOOII0ICHHE peKuMa JieueHus u ap.). Kpome toro, B
pszae ciaydaeB HEOOXOAMMO YKa3aTh KOJIMYECTBO NMAIMEHTOB, PACCMATPUBAEMBIX (OTOOPAHHBIX)
JUISl BKJIFOUECHHSI B MCCIIEIOBAaHNE, U IIPUBECTU aHAIN3 IPUYMH MCKIOYEHUS MTALIHEHTOB BO BpeMs
CKPUHUHTA, €CJIM 3TO MOXKET IIOMOYb ITPOSICHUTH OCHOBaHUs Habopa (hPaKTUYECKH MOJTy4YEeHHOH B
UCCIICIOBAaHUM TOMYJSIUM NAalMEeHTOB, MpUMEHsomuXx npenapat. Kak mpasuio, Hanmbonee
yIOOHBIM SIBIISIETCSI TPEACTABICHUWE JaHHBIX B BHUJAE OJOK-CXeMbl (B COOTBETCTBHU C
npunoxkeHueM Ne 5 k IlpaBunam). Taxke A0MKHO OBITH SCHO yKa3aHO, HAOMIOJANINMCh JIU
NAIUCHTBl B TEYEHHE BCErO CpOKa MCCIEAOBAHUA, NAXKE€ €CIM IPUEM IPenaparoB HMHU

HpeKparancs.

B npunoxennn 16.2.1 x oT4ery (coriacHo pyOpUKaIlMy pa3AesioB OTYETa, yKa3aHHOW B
HACTOAIIEH YacTH JOKYMEHTA) Tak)Ke JOJDKEH ObITh MepeueHb BCeX MAI[eHTOB, MPEKPATHUBIINX
y4acTUuC B UCCICAOBAHNU IMOCJIC X BKIIIOYCHHA B HCI'O, C pa3ACIICHUCM 110 UCCIICAOBATCIIbCKUM
HOCHTpaM U Ipynram JICHCHUA, C YKa3aHUCM I/IILCHTI/I(bI/IKaIII/IOHHOFO KoJa ITallTMCHTa, KOHKpGTHOfI

IPUYUHBI TIPEKPAIlleHUs] y4acTusi B HCCJIEIOBAaHUU, MPOBOJMMOTrO JIEYEHHS (JIEKapCTBEHHBIN
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mpenapar W Ji03a), COBOKYIIHOM TPHUHATOM 703kl (€Clid  TNMPUMEHHUMO), a TakKke
NPOJIOJDKUTEIBHOCTH JICUCHHST JO €ro mnpekpamieHus. JloJpKHO OBITh yKa3aHO, ObUIM JIH
ACMAaCKUPOBAHbI JAHHBIC JICUCHUS MAIUCHTA HAa JaTy NPCKPAIICHUA UM JICHCHHA. Taxxke CJICOyCT
BKIIIOYHTH JPyTyI0 HMH(POPMALUIO, TaKyl0 KaKk KPHUTHYECKHE JeMorpaduueckue HTaHHBIC
(HampuMep, BO3pAacT, IOJI, paca), COMYTCTBYIOIIAs TEPAIUs 1 OCHOBHBIC U3MEHEHHUS B COCTOSTHUT
nmanyeHTa Ha Jary npekpamieHus jedeHus. OOpasen yKa3aHHOTO MEpEeYHs MPeayCMOTpPEH

npuioxeHueM Ne 6 k IIpaBunam.

10.2. OTKNOHEHUA OT MPOTOKOIIA.

JlomKHBI OBITH OMUCAHBl BCE Ba)KHbIE (CYIIECTBEHHBIE) OTKJIOHEHHUS, CBSI3aHHBIE C
KPUTEPUSAMU BKJIIOUYCHUS WM HEBKIIOUEHHUS B MCCIEIOBAaHUE, MPOBEIACHHEM HCCIEAOBAHNUSA,

BCACHUCM MMallUCHTA HUJIN OI_IGHKOPJI €ro COCTOsAHHA.

B Tekcre oTueTa OTKIOHEHHsS OT IMPOTOKOJIA JIOJKHBI OBITH HaJUIeKaluMm oOpa3oM
0000IIEHBI 10 UCCIEA0BATEIBCKUM IIEHTPaM M CTPYMNIHMPOBAHBI 10 PA3TUYHBIM KaTETOPHSIM,

TaKUM KakK:

MalMCHTBI, KOTOPBLIC MPHUHAIN YYaCTHUC B UCCIICAOBAHUHA, JAKE CCIIM HC YIOBJICTBOPAIOT

KPHUTCPUAM BKIIIOYCHUA,

MAalMCHTBI, KOTOPBLIC CTaJIXM COOTBETCTBOBATH KPUTCPUAM IMPCKpalllCHUA Y4YaCTHA B

UCCJIETOBAaHUH BO BPEMsI €T0 MPOBEICHUS, HO HE TIPEKPATUIIH €T0;
MAUEHThI, KOTOPbIE MOJYYMIM HEMPABUIIbHOE JIEYEHHUE WK 103y MPEenapaTos;
MAUEHTHI, KOTOPbIE MOJYYMIM HEPa3pelIeHHOE COMMyTCTBYIOIIEE JIeUEHUE.

B npunoxennn 16.2.2 ¥ oT4ery (coriacHo pyOpHKaIMu pa3AesioB OTYETa, yKa3aHHOW B
HACTOAIIEH YacTh JOKYMEHTA) TOJDKHBI OBITh MEPEeUrCICHbl KOHKPETHBIE MAIIMEHTHI C 3TUMU

OTKJIOHEHUSIMH OT IIPOTOKOJIA C pa3JiefieHHEeM O [IEHTPaM Uil MHOTOLIEHTPOBBIX HCCIIEI0BaHHMA.
11. Ouenka s¢ppexruBHOCTH

11.1. JlaHHbIe, MOJICKAIINE aHATTU3Y .
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HeobOxonumo sicHO yka3zaTh, KakM€ HMMEHHO IalMEHThl ObUIM BKIIOYEHBI B KaXKIIbIi
aHanu3 3¢ GEKTUBHOCTH, HAMPUMEP, MALUEHTHI, MOJYYHMBIINE KAKOW-THOO U3 HMCCIEAyEeMBIX
npenaparos, MAIIUCHTBI C KaKI/IMI/I-HI/I6O JaHHBIMHA I10 Bq)(beKTI/IBHOCTI/I HJin C OIpCACIICHHBIM
MHUHHUMAJIbHBIM KOJIMYECTBOM Hﬁ6J'IIOI[€HI/IfI, IMIanuECHTHI, 3aBCPIINBIINC HUCCJIICAOBAHUEC,
NalUeHThl, HaOJIIoJaBIIMeCs B ONpPENEICHHBIH MPOMEXKYTOK BPEMEHH, MalUEHThl C
OTIpE/ICIEHHOM CTENEeHbIO0 MPUBEPKEHHOCTH U Ap. HeoOXoawmo SICHO yka3aTh, €CIU 3TO HE
OMKCAaHO B IMPOTOKOJIE MCCIIEIOBaHMS, KOrJa (M0 OTHONIICHUIO K CHSTHIO OCICIUICHHS) U Kak
ObLIH C(l)OpMI/IpOBaHBI KPpUTCPpUHU  BKIIOYCHHUA W  HCBKIIOYCHHA IMPOAHAIIM3UPOBAHHBIX
COBOKYMHOCTEH MaHHBIX. ECIM MEepBUYHBIN aHAIW3, MpeajiaraeMblii 3asBUTEJNEM, OCHOBAH Ha
OTPAaHMYEHHOM KOJIMYECTBE NAIIMEHTOB, HEOOXOIWMO MPEINPHUHSITH TMOMBITKY YCTaHOBJICHUS
B(I)(I)CKTI/IBHOCTI/I C IIOMOLIBKO AOOIOJHUTCIBHOI'O aHalin3a C HCIIOJIBb30BAHHUEM JAHHBIX BCEX

PAaHAOMHU3UPOBAHHBIX WJIW BKIIFOUCHHBIX WHBIM 06pa30M IIaIMCHTOB C JIF00BIM 00BEMOM JaHHBIX.

B nmpunoxenun 16.2.3 x oT4ery (coriacHo pyOpUKaIlMH pa3/eioB OT4YeTa, YKa3aHHOW B
HACTOSIIEH YacTH JOKyMEHTa) HEOOXOAUMO MPEICTABUTh TAOJIMYHBIN CIIUCOK BCEX MAIMEHTOB,
BU3UTOB M HAONIOJACHUHN, HCKIIOYCHHBIX M3 aHanmm3a 3(PGeKTHBHOCTH (B COOTBETCTBHH C
npunoxkenneM Ne 7 k IlpaBunam). Heobxoaumo Takke B JAMHAMUKE IPOAaHAIM3UPOBATH
NPUYMHBI MCKIIIOYCHHS IalMeHTOB, BU3UTOB M HAONIOJCHMHA BO BCeX TIpynmax JedeHus (B

cooTBeTcTBUU ¢ npuiioxeHneM Ne 8 k [Ipasuiiam).
11.2. lemorpaduueckue 1 Ipyrue UCXOIHbIE XapaKTEPUCTHKHU.

HeobxomuMo mpencTaBuTh TPYIIIOBBIC JAaHHBIE MO BaXKHEHIIMM AeMOrpadUyecKuM H
UCXOIHBIM XapaKTCPUCTHUKAM IMAIMEHTOB, a TaKke Jpyrue (akTopbl, BO3HUKIIUE B XOJE
WCCIIEIOBAHMS, KOTOpPbIE MOIUIM TOBJIMATH Ha UCXOAbl HccienoBaHud. B pasmene 14.1
HEOOXOJIMMO TIPEACTABUTh COMOCTABUMOCTh TPYII JICUCHHS MO BCEM HWMCIOIIUM 3HAYCHHE
XapaKTepUCTHKaM C HCIIOJIb30BaHHEM TaOuuil U rpadukoB. CHauvana HEOOXOAMMO OINHUCAThH
JaHHBIC JUIS TIAIIMCHTOB, BKJIIOYCHHBIX B TPYIIBI «BCE MAIMCHTH ¢ JaHHBIMIWY. Jlaiiee MoryT
CJIeZIOBATh JaHHBIC 110 APYTUM TPYIIaM, BKIFOUSHHBIM B OCHOBHBIC aHAJIN3bI, TAKHE KaK aHAIIN3
«TI0 TIPOTOKOJIY» W JIPYTHE, HAIPUMEp, TPYIIIbI, OTOOPAHHBIC TI0 TIPUBEPIKEHHOCTH K JICUCHHUIO,
COMYTCTBYIOIIEMY  3a00leBaHHi0  (JCUYCHUIO) WIM  JeMorpadudeckuM  (MCXOJTHBIM)
XapaKTepucThKaM. [Ipu HCIOIB30BaHUM TAaKHX TPYII, HEOOXOJMMO TPEICTABUTH JAHHBIC TIO
JOTIONHSIONIMM WX  HMCKIIOYCHHBIM TpynmaM. B~ MHOTOLIEHTPOBBIX  HMCCIIECIOBAHUAX
COITOCTaBUMOCTB TPYIII 10 BO3MOXXHOCTH HEOOXOJAUMO OIICHUTH KaK BHYTPH OJHOTO LIEHTPA, TaK

Y MEXKJly LEHTPaAMH.
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HeoOxomuMo mpencTaBuTh AMAarpaMMmy, OTPAXKAloOIIyI0 B3aUMOCBSI3b MEXKIY BCei

BBIOOPKOI U Ka)XA0W aHAIM3UPYEMOM TPYIIIOH.

Baxneimue MEPEMCHHBIC 3aBUCAT OT INPUPOJAbI 3a00J1€BaHus U Tpe6OBaHI/II\/’I IMPOTOKOJIA.

Kak npaBuiio, Kk TaKMM MepeMEHHBIM OTHOCST:
neMorpaduuecKie nepeMeHHbIe: BO3PacT, TOJ, paca;
(bakTopbl 3a00TEBaAHUS:

0COObIC KpUTEPUH BKJIIOUYEHUS (€CITM OHU HE YHHU(PHUITUPOBAHBI), UTUTEIBHOCTD, CTAIU 1
TSDKECTh 3a00JICBAHMSI U IPYTHE BUJIbI KIMHUYCCKUX KJIACCH(HUKAIMNA W TPYNIUPOBOK, KOTOPHIC

YaCTO UCIOJIB3YHOTCA WX UMCIOT IPOTHOCTUYCCKYIO 3HAYUMOCTD;

HUCXOAHBIC 3HAUYCHHUA OCHOBHBIX KIMHHUYCCKUX I/ISMepeHI/II\/JI, NpOBCACHHBIX B XOIC

HCCIICAOBAaHNUA U MPUHATHIX B KAYCCTBC BAXKHBIX IoKa3aTeiei IMPOrHo3a Uik OTBCTA Ha JICUHCHHUC,

CONMYTCTBYIOLIUC 3a00JieBaHUs B Hayaje HUCCICAOBAaHHUs, TaKHMEC KaK I104YC€YHasd

HEJI0OCTaTOYHOCTh, CaXapHBIA TUA0ET, cep/iedHast HEAOCTaTOYHOCTb;
3Ha4YUMbIE 3a00JIEBaHNs B aHAMHE3E;

SHa4YMMaA paHeC MMpoBOAMaAs TCpaluna 3a6OJ'I€BaHI/I$I, AJIg JICHCHUS KOTOPOTo IMPOBOAUTCA

HCCIICJOBAHUC,

mnpoBoaArMasl COIMyTCTBYIOILIAA TCpaAInd, JaXKC IMPH U3MCHCHHUU PCKHUMA NO3UPOBAHHA B
X0O€ HCCICAOBaHHWsA, BKIIHOYasA TOPMOHAJIBHYIO KOHTpaUCIIIHUIO HWJIHW 3aMECTUTCIBHYIO
TOPMOHAJIBHYIO TCpAINI0, IIPCKPAIICHHOC WJIHW HW3MCHCHHOC JICHCHUC BCJICACTBUC Ha4dalla

HCCIICAOBAHUS,

uHbIE (PaKTOPBI, KOTOPHIE MOTYT MOBIUATH HAa OTBET Ha JieueHHe (HampuMmep, Macca Tena,

PEHHHOBBIH CTATyC, COACpP)KaHUE aHTUTEN, METa0OJTMIECKUH CTATyC);

WHBIC, TOTEHIMAILHO 3HAYUMBIC TICpEMEHHBIC (HAIpUMeEp, KypeHHe, MOoTpeOIcHue
AJIKOTOJIs, 0COOBIC TUETHI), a TAKXKE ISl J)KCHIIIWH — MEHCTPYaJIbHBIM CTaTyC W JaTa MOCJICIHUX

MeHCpraI_II/Iﬁ (ecnn IMPUMCHUMO, IJId JaHHOTI'O I/ICCJ'ICILOBaHI/IH).

B npononnenme k TabnauumaM M rpagukaM ¢ JaHHBIMM IO YKa3aHHBIM HCXOJHBIM
IepeMEHHbIM B MpwioxkeHHuH 16.2.4 k ordery (COrjJacHO pyOpHKalMM pa3lesioB OTYeTa,
yKa3aHHOW B HACTOSILEH YacTH JOKYMEHTa) HEOOXOAUMO IMPEACTaBUTh TaOJIMYHBIC JAHHBIE IO

HMCIOIIUM 3HAYUMOCTb MHAUBUAYAJIbHBIM I[GMOFpa(l)I/I‘-IeCKI/IM U UCXOJHBIM XapaKTCPUCTUKAM,
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BKJIIOYasi J1abopaTOpHBIE MOKAa3aTeNIM W BCE COIMYTCTBYIOLIUE JIEKAPCTBEHHBIE Mpenaparbl MO
KOKIOMY pPaHJIOMHU3MPOBAHHOMY NAaIMeHTy (M0 BUIAM JI€UEHHUs, a I MHOTOIECHTPOBBIX
UCCIIEIOBaHUM — 10 LieHTpaMm). HecMOoTpst Ha TO 4TO HEKOTOpBIE YIOJIHOMOYEHHBIE OpTraHbl
3ampanvBaloT BCE MCXOAHbBIE JaHHblE B BUAE Ta0nMll, B MPWIOKEHUH K OT4eTy 00
UCCJIEIOBAaHUM HEOOXOAMMO yKa3aTh TOJBKO CBEICHHS, MMEIOIIMEe HauOOJbLIYI0 3HAaYUMOCTh

(kaK paBUIIO, 3TO MEPEMEHHBIE, IEPEUUCTICHHBIC BBIIIE).
11.3. 3MepeHne npuBEpKEHHOCTH JICUECHHUIO.

B npunoxennn 16.2.5 ¥ oTdery (coriacHo pyOpUKaIMu pa3AesioB OTYETa, yKa3aHHOW B
HACTOAIIEH dYacTH JOKyMEHTa) HEoOXOAMMO OO0OOMIMTh, MPOAHATU3UPOBATH MO TPYMIaM
JICHCHUA MW BpPCMCHHBIM HWHTCpPBAaJlaM U MNPCACTABUTH B T3.6HI/I‘IHOM BUIAC BCC HU3MCPCHUA
MPUBEPKEHHOCTH OTAEIBHOIO MAIMEHTa K HCCIECAYEMOMY PEXKHUMY TEpallud U OIPEACICHUS

KOHIIEHTPAIUH JIEKAPCTBEHHOTO MpernapaTa B )KUIKOCTIX OpraHu3Ma.

11.4. PesynbTaTsl onpeneneHus 3p(PEKTUBHOCTH U CBOAHBIC TAOJIHIIBI WHINBUY ATBHBIX

CBEJIEHUI O MalMEHTax.

11.4.1. Ananuz s3¢gdextuBHOCTH. HeoOX0aMMO CpaBHUTH BCE TPYMIIBI JICUCHUS 110 BCEM
BaXHBIM TOKa3aTedsiM 3((HEKTUBHOCTH (M3YYCHHBIM MEPBUYHBIM U BTOPHYHBIM KOHEYHBIM
TOYKaM, BCeM (hapMaKOJAMHAMUYECKUM KOHEYHBIM TOYKAM), a TaKkKe IO OILIEHKE OTHOIICHUS
NOJIB3bl K PHUCKY JUISl Ka)KJOTO IMAallMeHTa, €CJIU TaKoBasl OCYIECTBIsuIach. B mccnenoBaHusX,
HaIpaBJIEHHBIX HAa yCTaHOBJIEHHE YP(HEKTUBHOCTH, HEOOXOIUMO MPEICTABUTh PE3yIbTaThl BCEX
3alUIAHMPOBAHHBIX B MPOTOKOJE AHAJW30B M aHaln3a, BKIIOYAIOMIETO BCEX NAIMEHTOB C
UCCIICTyeMbIMU JaHHBIMU. B aHanmm3e HeoOXOAMMO OTpa3uTh BEIMUYMHY (TOUEYHAsl OIEHKA)
pa3u4Yuil MEXAy TpynnaMH JICUCHHS, CBS3aHHBIM C HEW JOBEPUTEIbHBIA HHTEPBAI U

PE3YIBTATBI TECTUPOBAHUA I'MIIOTE3bI, €CJIIM TaKOBAas BbBIABUTAIACE.

AHanu3pl, OCHOBaHHbIE Ha HENPEPBIBHBIX (HANPUMEp, CPElHEE apTepHalIbHOE JaBICHUE
U Oaql mo IIKaje JAENpecCHH) M KaTeropHallbHbIX MEpPEeMEHHbIX (HampuMmep, KyMUpOoBaHHE
UH(EKIMH1), MOTYT OBbITh OJAMHAKOBO mNpuemiembl. Kak mpaBmio, o6a M3 HHX HEOOXOIUMO
NPEJCTaBUTh, €CIM OHW IUIAHWPOBAINCH W IO HUM HMEIOTCS JOCTYIHBIC IaHHble. Ecim
KaTeropuu ObulM pa3paboTaHbl BIEPBBIE (TO €CThb HE BKJIIOYEHBI B CTATUCTMYECKUU ILIaH),
HE0O0X0IUMO OOBSICHUTh MPEANOCBUIKM HUX co3aaHus. Jlake ecim OCHOBHOE BHUMaHHE
ylaensieTcss OJHOW MNEepeMEHHOHM (HampuMep, B HCCIIEOBAaHUM IO apTepUATbHOMY JAABICHHIO
TAaKOBOW MOXET OBITh BEJIMYMHA apTEPHAIHHOTO JABJICHUS B IOJIOKECHUH «IeXa Ha CIHHE» Ha

Hezlene «X»), Heo0XOJUMO IO MEHbIIEH Mepe KpaTKO OLEHUTb U JIPYTHe€ Ba)KHbIE MapaMeTpbl
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(Hampumep, apTepHalibHOE JTaBJICHUE B MOJIOKEHUH «CTOS» U B IPYTMX BpeMEHHbIX Toukax). K
TOMY K€ MO BO3MO>XKHOCTH HEOOXOIMMO OMHCaTh AMHAMHMKY OTBETa Ha JICUEHHWE BO BPEMEHH.
JUIs MHOTOLIEHTPOBBIX MCCIEAOBAHUN B LENSIX NPEACTABICHUS SICHOM KapTHUHBI aHaiu3a IO
KaXJIOMy LEHTPY, OCOOCHHO KPYITHOMY, B OTHOIIEHHUHM BA)XKHBIX IEPEMEHHBIX HEOOXOIUMO

MPEJICTAaBUTh JaHHBIE U PE3yJIbTaThl aHAIN3A 110 KaXKJA0MY LEHTpPY (TP HEOOXOAUMOCTH).

Ecnn BakHBIE M3MEpEHHWs WM OLEHKU HMCXO0I0B 3()()EKTHBHOCTH HMIM 0€30IMacHOCTH
OCYIIECTBIINCH 0Oojlee 4eM OJHOW CTOPOHOH (HampuMep, HCCIIEAOBATENb W KOMHCCHS
9KCIIEPTOB MOTJIM CIeNaTh 3aKIOYeHHE O HAIMYMU WM OTCYTCTBUH Y MAIMEHTa OCTPOTO
uH(papKTa MHOKap/aa), He0OXOAUMO OTPA3UTh HTOTOBBIC PA3IUYMs B OLIEHKAX C yKa3aHUEM
Ka)XJJOr0 MalMeHTa C HECOTJIACYIOUIMMUCS 3aKIIOYCHUSIMH. B KaxaoMm aHanmse HeoOXOIUMO

YEeTKO OIKUCATh CIIOCOO OIIEHKH.

[Ipy MHOTHMX HCCIEeNOBaHUSAX TPYAHO TMPOBECTU TPAHUIy MEXKIY IOKa3aTeIIMU
s¢dexTuBHOCTH U  Oe3omacHOCTH (HampuMep, JeTalbHbIE HCXOJIbl B  HCCIEIOBAHUU
CMepTenbHOro 3abojeBaHMs). DBONBIIMHCTBO yKa3aHHBIX Jlajee MPUHIIUIIOB HEOOXOAMMO

INPUMEHATH TaK)Ke MPU OLICHKE Ba)KHBIX MTOKa3aTene 0€301acHOCTH.

11.4.2. Cratuctuyeckue (aHAJIUTUYECKUE) PE3yabTaThl. I SKCIEPTOB 110 KIMHUYECKON
U CTaTUCTHMYECKON YacTsAM MCCIENIOBAaHUS B OTYETE HEOOXOAMMO ONUCATh CTATUCTHYECKUMN
ananu3. B nmpunoxxennn 16.1.9 x oT4yeTy (COrmacHO pyOpHKaIlMy pa3/iesioB OTYETa, YKa3aHHOU B
HACTOSILEH YacTHU JOKYMEHTa) HEOOXOIMMO NPEeACTAaBUTh JNETAIM3UPOBAHHYIO JTOKYMEHTALUIO
[0 CTAaTUCTHUYECKMM MeToAaM (B coOoTBeTcTBUUM ¢ npuioxkeHueM Ne 9 x [lpaBunam).
HeobxonuMo omnucarh BaxHbIE 3JEMEHTHl aHaln3a, BKJIOYas HCIOJIb30BAHHBIE METOJIbI,
IIONIPABKH Ha JieMorpauiyeckue U UCXOAHbIE XapaKTePUCTUKH WM COIMYTCTBYIOLIYIO TEpaNHuIo,
oOpalieHne ¢ BbIOBIBAHUSMHU M OTCYTCTBYIOIIMMH JaHHBIMM, IONPABKM Ha MHOXKECTBEHHBIE
CpaBHEHHs, OcCOOble aHamu3bl IS MHOTOLIGHTPOBBIX HCCIICOBAaHUM U TONpPaBKUA Ha
IPOMEXYTOUHBIN aHanu3. HeoOxoaumo nmpecTaBuTh CBEACHUS O BCEX M3MEHEHUSAX B aHAIU3E,

IMPOU3BCACHHLIX ITOCJIC CHATUA OCJICTIIICHH.

B nomonHenwe k 0O0meMy OINKMCAaHWIO B JaHHOM pas3felie oTdeTa HEOO0XOIUMO

pPaccMOTpPETH CIEYIOLINE BOIPOCHI (€CIN IPUMEHHUMO):

11.4.2.1. TlonmpaBku Ha KoBapuaThl. B oTueTe HEOOXOMMMO TPEACTaBUTH OOBICHEHHS
BbIOOpa U TOMPABOK Ha JAeMorpaduyecKkue U HCXOAHBIE XapPaKTEPUCTUKH, COMYTCTBYIOIIYIO
TEpanmuil0 W JIOOble Jpyrue KOBapuaTbl MM HPOTHOCTHYECKHE (PAaKTOpbl. MeTobl

OCYUIECTBJICHUSI MOMPABOK, PE3YyJbTaThl aHAIM30B M BCIOMOTATENbHBIE CBEICHUS (HarpuMep,
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KOBapUAIlMOHHBI  aHalW3, 3Ha4YeHHs perpeccud Kokca) HEoOXOIMMO BKIIOYUTH B
NETaTM3UPOBAHHYIO JTIOKYMEHTAIMIO TI0 CTaTUCTUYCCKMM MeToiaM. Ecim koBapuaThl HIIH
MCTOJbI, HWCIOJB30BAHHBIC B JOAHHBIX aHAIW3axX, OTINYAOTCA OT 3allJIaHUPOBAHHBIX B
IPOTOKOJIE, HEOOXOIUMO OOBSCHUTh HMEIOIIMECS Ppa3iuuMsi W MPEACTaBUTHh PE3YJIbTaThl
3aIIaHUPOBAHHBIX aHATM30B (TIpu HeoOxoauMocTn). He sIBIsisich 4acThiO OTIEIBHOTO OT4YeTa 00
UCCIIC/IOBAaHUH, CPAaBHEHUE IONPABOK HAa KOBApUAThl M TPOTHOCTHYECKUX (PAKTOPOB MEXKITY
OTACIBbHBIMHU HCCICOOBAHUSIMU MOKET 6BITI: BaXXHBIM B PC3IOMC JTaHHBIX KJIIMHUYECKOU

3¢ (HEeKTHBHOCTH.

11.4.2.2. Obpamienue ¢ JaHHBIMH BBIOBIBIIUX CYOBEKTOB HCCIEAOBAHUS WU
OTCYTCTBYIOIIUMHU NaHHBIMU. CyIIecTBYeT HECKOJIBKO (haKTOPOB, KOTOPHIC MOTYT TOBIHUATH Ha
4acTOTYy BBIOBIBaHHMA. K HMM OTHOCSTCS: JUTUTCIILHOCTh MCCIICAOBAHUS, MPUPOAA 3a00ICBaHMUS,
3¢ (GEKTUBHOCTh U TOKCUYHOCTH MCCIIEyEMOT0 JIKAPCTBEHHOTO TIpenapaTa u apyrue (Gpaktopsl,
HE OTHOCSIIMECS K Tepanuu. VrHOpUpOBaHME MAlMEHTOB, BBHIOBIBIIUX W3 HUCCIEIOBAHUS, U
MOCTPOCHUE BHIBOJIOB UCKIIOYUTEIHLHO ONMUPASICh HA MAIUCHTOB, 3aBEPIIUBIINX HCCIICOBAHHE,
MOJKET TPHBECTH K HENPABHIBHBIM BbIBOJaM. OJHAKO OOJBIIOW 0O0BEM BBIOBIBAHWM, HaKe
BKITIOYCHHBIX B aHAJM3, MOXET BBECTHU B 3a0JIy’KICHHUE, B YACTHOCTH €CJIM B OJHOW M3 TPYIII
CpaBHEHHMsSI OBUIO MHOTO BBHIOBIBIIMX TMAallMEHTOB HA pPAHHUX WJIH TPUYUHBI BHIOBIBAHUS
00yCIJIOBJICHBI JICUCHUEM HJIM €ro HcXoaamMu. HecMoTpst Ha TO 4TO BIUSHUE PAHHHUX BBHIOBIBAHUN
U B OTACIBHBIX CIydasxX JaKe CyTh OIMUOKH OBIBa€T TPYIHO YCTAaHOBHTH, BO3MOXKHOE HX
BJIIMSIHAE HEOOXOJAMMO TPOAHAJIM3UPOBATh KaK MOXKHO ToJHee. PekoMeHmyeTcs H3Yy4YHTh
HAOMOIaBIINECs] Cllydad B pPa3IMYHBIC BpPEMEHHBIC TOUYKH WJIM, €CITU BBIOBIBaHHS ObLIH
JIOCTaTOYHO YAaCTHIMH, BBIOJIHUTH AHAJIW3BI BO BPEMEHHOW TOYKE, B KOTOPOW OOJBITMHCTBO
MAIMCHTOB BCE CIe HAaXOJIWJIOCh IOJ HAOJIOACHHEM M KOTJa MPOSBHJICS MOJHBIA 3PQeKT
JICKApCTBEHHOTO mpemapara. J[Js OIGHKM TaKOW HENOJHOH COBOKYITHOCTH JIaHHBIX

PCKOMCHAYCTCS UCIIOJIb30BATh MOACIIMPOBAHUC.

HeobxomuMo OIEHUTH pe3yNbTaThl KIMHHUYECKOTO WCCIEAOBAHUS HE TOJIBKO JUIS
MOATPYMNIBI MAIMEHTOB, 3aBEPIIMBIICH HMCCIEIOBAHUSA, HO W JJIA BCEH pPaHIOMU3HPOBAHHOU
MOMYJIAIMA TAIMEHTOB WM, TI0O MEHbIEH Mepe, JJIS TOM €€ 4YacTH, B OTHOIICHHH KOTOPOH
OCYUIECTBIISJIUCh XOTh Kakue-To u3MepeHus. [lpum ananmze BAMSHHS BBIOBIBAaHHM clieqyer
YUUTHIBATh U CPABHHUBATh HECKOJIBKO (DAKTOPOB HCCIEAYEMBIX T'PYII: MPUYWHBI BHIOBIBAHMS,
BpeMs JI0 BBIOBIBAHUS, JIOJIS BHIOBIBIIMX B HMCCICAYEMBIX TPYIAX B Pa3IMYHBIC MPOMEKYTKH

BPEMEHH.
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HeobOxonumo omucaTe mnpoueaypsl O0OpalieHus ¢ OTCYTCTBYIOUIMMH JIaHHBIMH,
HaIpUMep, UCIOIB30BaHUE OKHIaeMbIX MM MPOU3BOAHBIX JaHHBIX. HeoOX0oauMo mpeacTaBuTh
noipoOHOE OOBSICHEHHE, KaK TaKWe OLICHKH WM MPOW3BOIHBIC JaHHBIE OBLIN MOJYyYEHBI U Ha

KaKux JOMyHICHUAX OHU OCHOBAHBI.

11.4.2.3. IlpomexxyTOUHBI aHajIu3 U MOHMTOPHUHI JaHHBIX. IIpouecc paccMoTpeHus u
aHalM3a JAHHBIX, IOJYYEHHBIX B paMKax KIMHUYECKOro HccienoBaHus ((hopManbHO WIH
He(hOpMaTbHO) MOXKET MPUBHOCUTH CUCTEMATUYECKHUE ONMTMOKK W (WJIM) yBETUYMBATH OMIHMOKY [
pona. [ToaTomy HE0OXOIUMO TOTHOCTHIO OMKCATh BCE MPOMEKYTOUHBIEC aHATU3bI, (hOpMaIbHbIC
win HedopManbHble, 3aIlVIAHUPOBAHHBIC WM CUTYaTHUBHBIC, OCYIIECTBIISBIIMECA JIIOOOU
CTOPOHOM HCCIIEZIOBAHUSA, MPEJICTABUTENISIMHU CIIOHCOpa MM KOMHCCHEH [0 MOHUTOPUHTY
JMaHHBIX, AK€ €CIU TPYINIbl JiedeHHs He OblUTu uAaeHTHuIpoBaHbl. ClenyeTr y4YuThIBAaTh
HEOOXOJUMOCTh  BBEJEHHUS CTAaTUCTUYECKHX TIONMPABOK BCIEACTBHUE TaKHX AaHAJIM30B.
Heo0xoauMo omucaTh BCe MHCTPYKIMM WM MPOLEAYPBI, MCIOJIB30BAaHHBIE Ul MPOBEICHHS
TakUX aHanu3o0B. [IpoTOkosbl 3acenaHuil JOOOW KOMHMCCHM 10 MOHUTOPHHIY JaHHBIX WIN
OTYETHI 110 PACCMOTPEHHBIM Ha TAaKHX 3ace/IaHusAX JaHHBIM, OCOOCHHO €CIIH 3aceqaHus MPHUBENN
K MU3MEHEHHUSM B IPOTOKOJIE UM TIOCPOYHOMY MPEKPAIIECHUIO UCCIEOBAHUS, MOTYT MO3BOJIUTH
OOBSICHUTh 3TO M JOJDKHBI OBITH NPEJCTaBICHBI B NpuiokeHuu 16.1.9 k oryery (coriacHo
pyOpHuKanuu pas3/iesoB OTYeTa, YKa3aHHOW B HACTOSIIEH dYacTH AoKyMeHTa). Heobxomumo
OMKCcaTh MOHUTOPUHI JAHHBIX, OCYIIECTBISEMBbI 0€3 BCKPHITUS KOAOB, JJaXKe €ClIM CUUTAETCS,

YTO TAKOT'0 poAa MOHUTOPHUHI' HC YBCIIMUUBACT OIJ_II/I6Ky I pona.

11.4.2.4. MHOTOLIEHTPOBBIE HCCIIEIOBaHUA. MHOIOLIEHTPOBOE MCCIEI0BAHUE — 3TO
UCCEe0OBaHUe, MPOBOAMMOE MO  €IMHOMY  TPOTOKOJNY,  BKJIIOYAIOUIEE  HECKOJIBKO
WCCJICIOBATENIbCKUX IIEHTPOB (HAmpuMep, KIWHUK, MOJHUKINHUK, OOJBHUI]), B KOTOPOM
coOpaHHbIE JaHHBIC AHAUTU3UPYIOTCS KaK €AUHOE 1IeJIoe (B OTJIMYUU OT MOCIIEIYIONIETO PEIIeHUs
O COBMEIICHUHM [JIaHHBIX WM pe3yJbTaTOB OTHAEIbHBIX HcclenoBanuii). HeoOxoammo
MPEACTaBUTh PE3YJIbTaThl MO KaXAOMYy LEHTPY. [lo BO3MOXKHOCTH, HAapUMeEp, €Clii B LIEHTpax
YAOBJIETBOPUTEIHHOE KOJMYECTBO MAIIMEHTOB B ILIEJSAX MOBBIMICHUS IIEHHOCTH TaKOTO aHaln3a,
HEOOXOJAMMO YCTaHOBUTHh HAJIMUME KAYECTBEHHOW WM KOJUYECTBEHHON 3aBUCHUMOCTH MEXIY
HCCJICAYEeMbIMU TPYIIIIAMH U3 Pa3HBIX IEeHTPoB. HeoOxomumo omucath U OOBSICHUTH BCE PE3KO
OTKJIOHSIFOLIIUECS UM MTPOTUBOMOJIOKHBIE PE3YIbTAThl MEKIY LIEHTPAMU, YUUTHIBAS pa3IUudus B
MIPOBEJICHUH MCCIICIOBaHMS, XapaKTePUCTUKAX MAIIMEHTOB WU KIMHUYEeCKuX 0a3ax. CpaBHEHUE
Tpynn JOJDKHO BKJIIOYATh B ceOs aHAIU3BI, KOTOPBIC TO3BOJSIOT BBISBHTH PA3IHUYUS MEKITY
[IEHTpaMHu B OTHOIIICHUH OTBETA I'PYII Ha jedeHue. [1o BO3MOKHOCTH HEOOXOMMO MPEACTaBUTh

,I[eMOFpa(i)I/IquKI/Ie, HCXOOHBIC 1 UTOI'OBBLIC (pe3ynLTaT HU3MCHCHUA I/ICXOI[HBIX) JaHHBIC, a TAKXKC
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naHHble 3QPEKTUBHOCTH N0 KaXAOMY LIEHTPY, JaXe €CIM KOMOMHUPOBAHHBIN aHATIU3 SIBISIETCS

IICPBUYIHBIM.

11.4.2.5. MHOXECTBEHHbIE CpaBHEHHs (MHOXECTBEHHOCTh). Ilo Mepe yBenmyeHuUs
KOJMYCCTBA MPOBCACHHLIX TCCTOB Ha 3HAYUMOCTD (KOJII/I‘-IGCTBa CpaBHeHHﬁ) YBCIIMUUBACTCA
YHCIIO JIOKHOTIOIOKHUTENBHBIX pe3ynbraToB. [lpu Hanmuuuu 6onee 1 nepBUYHON KOHEYHON TOUKH
(mepemeHHast wcxona) Ooijee | aHanM3a KOHKPETHONH KOHEYHOM TOYKH WM MHOXKECTBA
UCCIEIYEMBIX TPYII WIM HOATPYNI OOCICIOBAHHBIX IAIMEHTOB, B CTATHCTHYECKOM aHAIN3e
HEOOXOAMMO OTpa3UTh 3Ty MHOKECTBEHHOCTH, MPEACTaBHTh CTATUCTUYECKYIO MONPABKY IS
MpeaoTBpaliCHUd YBCIIMYCHUS omubku 1 poga UKW TMPUBCCTU OG’bHCHeHI/IH, nmo4yeMy Takasda

HoTpaBKa He ObLIa MPEeLyCMOTPEHA.

11.4.2.6. Mcionp30BaHue NOATPYIIIBI MAITUEHTOB, Y KOTOPBIX MoKa3aHa 3(p(pEeKTUBHOCTE.
Heobxomumo 0co00 MpoaHANIM3UpOBaTh BIMSHUE BBHIOBIBIIMX K3 aHajdu3a IMalMeHTOB C
UMEIOUIUMUCS  AHHBIMU  BCJIEJICTBUE HHU3KOH MPUBEPKEHHOCTH, TPOMYCKa BU3HUTOB,
HECOOTBETCTBHsI TPEeOOBAHMSAM HCCIENOBaHMUA WIM JApPYrux npuuuH. Kak ykasaHo BbIIIe,
UCIIOJIB3YS BCE UMEIOLINECS TaHHbIe, HEOOXOJUMO MPOBECTH aHAIM3 BCEX UCCIIEI0BAHUM, LIEIBIO
KOTOPBIX SBJISTIOCH YCTaHOBJIEHHUE YPPEKTUBHOCTH, XK€ €CIIM TaKOH aHalIu3 HE MPeSyCMOTPEH
3asiBUTENIEM B KauecTBE IMEPBUYHOTrO. PekoMeHayeTcs MOATBEpAUTh HAICKHOCTh OCHOBHBIX
BBIBOJIOB MCCIICIOBAHMsI HA MPUMEpE aJbTEPHATUBHOW aHAIM3UPYEMON MOMYJISIMHA MAIlMeHTOB.
JIroOble 3HAUMTENBPHBIC PACXOXKICHUS, BO3HHUKAIOIIME BCIICACTBHEC HM3MEHEHUS TOITYJISIIUH

MAIMEeHTOB TSl aHAJIN3, TOJDKHBI OBITh TTOAPOOHO OOBSICHEHBI.

11.4.2.7. ViccnenoBaHust 5KBUBAJICHTHOCTH C aKTUBHBIM KOHTpoJieM. Eciu uccnenoanmue
C aKTMBHBIM KOHTPOJIEM HAIpPaBJICHO HA MOJITBEPKACHUE SKBUBAIIEHTHOCTH (TO €CTh OTCYTCTBHE
3apaHee YCTaHOBJICHHOM BEIMUYMHBI pa3IMyuil) MEXIy HCCIeyeMbIM MPErnapaToM U aKTHUBHBIM
KOHTpoJieM (IpenapaToM CpaBHEHHs), B aHaJM3€ HEOOXOJMMO OTpPa3HUTh JAOBEPUTEIBHBIN
MHTEPBAJI JIJIS1 TOTO CPAaBHEHHSI MEXKy IBYMS JICKAPCTBEHHBIMH TpenapaTaMy MO BaKHEHIIINM
KOHEYHBIM TOYKaM M OTHOILEHHE 3TOr0 MHTEpBaJIa K 3apaHee OrOBOPEHHON CTENEHH MEHbIIEH
s dexTruBHOCTH (O€30MACHOCTH), KOTOPAsi CYMTACTCS HETIpUEeMIIeMOil (TpeOoBaHUS K OMMCAHUIO
OCHOBHBIX YCJIOBUI HCIOJIb30BaHUSI aKTUBHOTO KOHTPOJISA B HCCIIEOBAHUSAX 3KBHUBAJICHTHOCTU

yKa3aHbl B pazjiese 9.2 HaCTOALIETO T0KyMEHTA).

11.4.2.8. U3yuenune mnoxarpynn. Eciau mno3BoisieT pa3mep BbIOOPKH, BKJIIOYEHHOM B
UCCcIeJ0BaHNe, HEOOXOAMMO MPOAHATM3UPOBATh IMOATPYIIBI, CHOPMUPOBAHHBIC TIO BAYKHBIM
neMorpauuecKiM M MCXOIHBIM XapaKTepUCTUKAM, Ha HaJIWYHE HEOXKHIAHHO BBICOKHX WIIU

HU3KHUX OTBCTOB U NPCACTABUTHL B OTYCTC COOTBCTCTBYIOIIUC PC3YJIbTATHI aHain3a, HAllpuMmep,
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CpaBHEHHE BIIMSHUS BO3PAcTa, M0JIa, PAChl, CTENEHU TXKECTU 3a00JI€BaHMsI, TPOrHOCTHYECKUX
(bakTOpOB, aHaMHe3a MPEbIAYLIETO JICUEHUs JIEKapCTBEHHBIMU IIperapaTaMy TOro K€ Kjlacca u
ap. Ecnm BepaBuranach rumnore3’a O HAJIWYUU PA3IMYMM MEXKIYy HEKOTOPBIMHU IOArPYIIIAMM,

THUIIOTE3a U €€ IMPOBEPKA NOJIKHEBI OBITH YaCTHIO CTATHCTHYECKOTO aHAIU3a.

11.4.3. CBoHbIe TaOMUIBI JAaHHBIX WMHIUBHIYaNbHBIX 3(dexToB. B nomonnenue x
TabymiaM 1 rpadukaM JTaHHBIX TI0 TPyIIaM B TabIUIaX HE0OXOIUMO MPEACTABUTH CBEJICHUS 00
WHAMBUIYaIbHBIX OTBETAX W IPOYUE HMEIOIIUE 3HAUYMMOCTb /IS MCCIEAOBAaHUS CBEICHUS.
YnonHOMOYEHHBIE OpraHbl BIIpaBe TpeOOBaTh JaHHBIC MO BCEM IMAllMEHTaM B BUEC apXHMBHBIX
TaOJMIl IO KaXA0MY ManueHty. TpeOoBaHMs K COIAEPKAHUIO OTYETa MOTYT BapbHpPOBATHCS OT
UCCJIEIOBaHMsI K MCCIIEAOBAHUIO M OT OJHOTO Kjacca JIEKapCTBEHHBIX MPENapaToB K APYromy,
MO3TOMY 3asfBUTEIb JOJDKEH ONPENEeNUTh, IO BO3MOXHOCTH TIOCJE€ KOHCYJbTAallUUu C
YHIOJTHOMOYEHHBIM OPTaHOM, KaKyl0 UMEHHO HH(OPMAIINIO BKIIOUUTH B PUJIOKEHUE oTYeTa 00
uccnenoBaHuu. B otdyere 00 nccie0BaHUM HEOOXOAUMO OTPAa3HUTh, KAKHE JTaHHBIC BKIIIOYCHBI B
KayecTBE MPWIOKEHUSA, M KaKue JIaHHble IpeAcTaBiIeHbl B 0oJjiee MOAPOOHBIX apXUBHBIX
TabJIMIAaX MO OTAEIbHBIM MallMeHTaM, €CJIH 3TO TPeOyeTcs YIOJIHOMOYEHHBIM OPraHOM, U KaKue

JAaHHBIC JOCTYIIHBI 110 3aIlpOCy.

B KOHTpOJIMpYEMBIX HCCIEIOBAHHAX, B KOTOPBIX BaKHEHIINE WU3MEPEHUS W OICHKU
3¢ (dEeKTUBHOCTH (HAPUMED, MOCEBBI KPOBU U MOYH, (DYHKIIMOHAIBLHBIC MCCIEAOBAHUS JIETKHX,
4acTOTa MPHUCTYIOB CTCHOKAPIAWH WA OOIINE OICHKH) NMEPHOAMYSCKH TTOBTOPSIOTCS, TEPEIHH
JMAHHBIX JUI1 KaXJIOro TAaIlMeHTa, MPWIaraeMblX K OTYeTy, JO/DKHBI BKIIOYaTh B CeOs:
UICHTU(PHUKATOP TMAIMeHTa, BCE W3MEPCHHBIC W HAONIONABIIMECS 3HAYCHUS Ba)KHEHIINX
MOKa3aTeNe, BKIII0Yas UCXOIHBIC, C YKa3aHHEM BPEMEHHU MPOBEICHUS M3MEpPEHUI (Hampumep,
JICHb TEPAIMA M BPEMS CYTOK, €CJIM 3TO MMEET BaKHOC 3HAUYCHUE), JIGKAPCTBEHHBINA Tpernapar
(mo3y) (mpu HEOOXOAMMOCTH B MI/KT), BCE€ ONpEICTIEHUsS TMPUBEPKECHHOCTH U  BCIO
CONYTCTBYIOIYKD TEpalMi0 Ha MOMEHT OmNpeiesicHUs (OICHKH) WIM ONU3KHHA K HEMYy
MPOMEXKYTOK BpeMeHH. Ecu KpoMe MOBTOPHBIX OIICHOK B MCCIICJJOBAHWU MPOBOMINCH TAKKE
CpPaBHCHHSI OTBETHBIIMX M HE OTBETUBIIMX Ha JICYCHHE IAMEHTOB (0aKTEPHOJIOTHIECKOE
W3JICYCHHUE WM HEyJ/ada), MX HeOOXOJMMO ONHcaTh. B TOTIOTHEHHE K OMUCAHUIO BKHEHIIINX
U3MEpPEHUI B TaOIHMIIAX HEOOXOAMMO yKa3aTh CBEJCHHS O TOM, OBLI JIM TAIMCHT BKJIIOYCH B
aHanu3 3(PQPeKTUBHOCTH (M B KOTOPBIA W3 HUX, €CIU UX OBLUIO HECKOJBbKO), CBEICHHUS O
MPUBEPKEHHOCTH TAIMEHTa K JieYeHUIo (IIpU HAJIW4YWH), CCHUIKY Ha cooTBeTcTBYytomue MPK,
€CJIM OHU BKIIOYCHBI B OTYET. Takxke IIeJIecO00pa3HO yKa3aTh BaKHBIC WCXOJHBIC CBEICHUS,
Takhe Kak II0JI, BO3pacT, Macca Tela, HccieayemMoe 3al0oyieBaHMe (€CIM B HCCICAOBAHUC

BKJIFOUCHBI MAIUCHTBI C pa3JIMYHbIMHU 336OJICBaHI/I$IMI/I), €ro cragusa N TAXKCCTb. HpI/I OLICHKC
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3¢ (HEeKTUBHOCTH UCXOAHBIE 3HAUCHHSI BAXKHEUIITNX M3MEPEHUI OOBIYHO YKa3bIBAlOTCS B KAUeCTBE

HYJICBBIX.

Onucannble TaOIUYHBIE TaHHBIE HEOOXOIUMO MPEACTABUTH B MpHIIOKeHUU 16.2.6 oTuera
(cormacHo pyOpHKaIMu pa3iesioB OTYETa, YKa3aHHON B HACTOAIICH YacTH JOKYMEHTA), BMECTO
TOTO, 4YTOOBI BKJIIOYAaTh B HEro Ooiee O0ObEMHBbIE TAOMUIBI 1O WHIUBUAYaTHHBIM
PETHCTPAIlMOHHBIM ~ KapTaM, TpeOyeMbIM HEKOTOPBIMH  YIIOJIHOMOUYCHHBIMH  OpraHaMH,
MMOCKOJIbKY OHH TIPEJCTaBISIOT cO00i 0a30BbIe NMaHHBIE 1O 3(PGEKTHBHOCTH, HA OCHOBAaHUU
KOTOPBIX CTPOATCS 00001IeHHbIe Tabauipl. OqHAKO TaKOTO poja TPOMO3JAKHE TaOIUIbl MOTYT
OBITH HEYNOOHBI JJIA aHadu3a MPH MPOBEACHUM SKCIEPTU3bI, W MPEANOYTHTEIbHEE, YTOOBI B
oryeTe OBUIM TIPEICTABICHBI MUMEIONINE MPAKTUYCCKUH WHTepec. Hampumep, eciaw B oTdeTe
COOOIIaeTCs O TPOBEICHHH MHOXECTBA HW3MEPEHMM, TaONUIBI OTICIBHBIX TMAIlMEHTOB C
BOXHEHIIMMU HM3MEPEHUSMU OyAyT TMOJIE3HBI ISl KOHTPOJS HHAWBHIYalbHBIX PE3yIbTaTOB
UCCJICIOBAHMI, B KOTOPBIX OTBET KaXKJOTO MAaIMeHTa 00O0OIIeH B OJHOW CTPOKE TaOIUIBI WU

HEOOJIBIIOM KOJIMUYECTBE CTPOK TAOJIUILBL.

11.4.4. 3aBucUMOCTh MEXKIY NT030W mpemnapara, ero KoHieHTpanued u s¢pdexrom. Ecim
032y KaxJ0ro MalueHTa MOXKET BapbUpPOBAThCS, HEOOXOOUMO oOmucaTh (HaKTHUYECKU
MOJyYeHHBIE TMAIlMeHTOM JO03bl W OTPa3uTh B TaONWYHBIX JAHHBIX BCE BEJIMYMHBI 103,
HAa3HAYCHHBIC B paMKax HCCICOOBaHU. HGCMOTp}I Ha TO 4YTO B HCCICIOBAHUAX, HEC
HaIllpaBJICHHBIX HAa U3YYCHHUC 3aBUCHUMOCTU I[OBa-B(l)(bCKT, BO3MOXHOCTH BBIABUTH 3aBUCHUMOCTH
MeXy 10301 1 3hpexToM orpaHmueHa, HeOOXOAUMO TIPOAHAIU3UPOBATH TOCTYIIHbIE JaHHbIE HA
OpeIMeT HalIW4yus Takol 3aBUcCUMOCTU. [Ipu u3yueHUM 3aBUCHMOCTH  J103a-dPQeKT

2
PCKOMCHAYCTCA BBIYHUCIUTL 103y B MI/KI' MacChl TeJIa HIH MI/M IIomaau MoBCPXHOCTH TCJIA.

CeneHusi 0 KOHIICHTpAIlMU JIEKaPCTBEHHOTO Mpernapara (Mpu HaIWYUH) HEOOXOIMMO
OTpa3uTh B TAOJWYHBIX JAHHBIX MPUIOKEHUS 16.2.5 K oTUeTy (CcoriacHO pyOpUKaluu pa3eiioB
0TYeTa, YKa3aHHOM B HACTOSIIEH YacTH JOKYMEHTA), BKJII0UYas yKa3zaHue (papMaKOKUHETUYECKUX

napamMeTpoOB U, II0 BO3ZMOKXHOCTH, BO B3aUMOCBS3H C KIIMHUYCCKHUM OTBETOM.

bonee moapoOHBIC MPUHIMIBI AW3aliHA M aHAIW3a HMCCICIOBAHWN, HANPABJICHHBIX HA
BBISIBJICHHE 3aBUCHUMOCTH 103a-3G(GeKT Wi KOHLEHTpauuu-3Gp(GeKkT MpeacTaBieHbl B
METOANUYCCKUX peKOMeH,Z[aLII/ISIX 10 HpOBe,ZleHI/IIO KIIMHUYCCKHX I/ICCHCILOBaHI/Iﬁ C OCJIBKO Hoz[6opa

A03bI JICKAPCTBCHHBIX PCIIapaToOB.

11.4.5. JlekapcTBeHHBIE B3aMMOJEHCTBHS M BIMSHUE COMYTCTBYIOIIMX 3a00JCBaHMA.

HeobOxonuMo yka3aTh Ha HaJW4HMe BCSKOM MpenojaraéMoil 3aBUCMMOCTH MEXIY OTBETOM U
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COMYTCTBYIOIIEH Tepamuel WM TPeaplIyIIMMUA WMIM  TEKYyIIMMH  COIYTCTBYIOIIUMU

3200JIEBAaHUSMU.

11.4.6. IIpencraBienne NaHHBIX O KaXAOMY ManueHty. HecMoTpst Ha TO 4TO JaHHBIE 1O
KaX/IOMY TAaIMeHTy OOBIYHO OTPAXKaloTCs B TaONMIIAX, B HEKOTOPBIX CIy4asxX PEKOMEHIyeTCs
COCTaBIISATH MPOMUIIH MOKa3aTeNel o OTIeIbHBIM MAIUeHTaM B IpYTuX (hopmarax, Hanmpumep, B
BUJE TrpaukoB. DTO MOMOraeT MPOAHATU3UPOBATH 3HAYEHHE KOHKPETHBIX IAapamMeTpoB BO
BPEMEHH, 03y JIEKaPCTBEHHOI'O IIpenapara 3a 3TOT K€ MEpPUOJ W BpeMs HACTYIUICHUS
OTIpe/ICNICHHBIX SIBICHUN (HAMpUMep, HEeKeNaTeNbHbIX SBICHUM WM CMEHBI COIyTCTBYIOIIEH
Tepanuu). Eciii B OCHOBHOM aHajn3€ UCIIOJIb30BAHBI YCPEIHEHHBIE IPYIIIIOBBIE JaHHBIE, TAKOIO
polla «u3BJIE€YEHHE WHIUBUAYAJIbHBIX JAHHBIX» HMeeT HeOosbinoe 3HaueHue. OJHAKO eciu
UHAMBHUIyalIbHbIE OTBETHl SBIIAIOTCS BaKHOW YacCThIO aHajiHM3a, TaKue NaHHbIE MOTYT OBITh

TIOJIC3HB.
11.4.7. 3aknrouenue 06 3¢pHEeKTUBHOCTH.

Heo0xonuMo Kak MOXHO IIOJHEE MPEICTaBUTh B OTYETE Ba)KHbIE BBIBOJBI 00
3 PEKTUBHOCTH JIEKApCTBEHHOTO IpenapaTa, BKIIOYas ONMCAHUE TEPBUYHBIX M BTOPUYHBIX
KOHEYHBIX TOYEK, C MCIOJIb30BAHUEM 3AIUIAHUPOBAHHBIX U AJIBTCPHATUBHBIX CTATUCTUYECKUX

MOJXO/0B U PE3YJIbTATOB MOMCKOBOTO aHAIH3A.
12. O1eHka 0€30MacHOCTH

Ananu3 naHHBIX 0€30IaCHOCTH cielyeT NMpOBECTH B TpH 3Tama. Ha mepBoMm sTame B
LEeJISAX OMpeAeTICHNs CTeTeHN 0€30IacHOCTH, KOTOPYIO MOKHO OIIGHUTh B paMKax MCCIIeI0BaHMA,
HEOOXO0JMMO U3YUYHUTh BEIMYMHY SKCIO3UIUH (1032, IJIUTEIbHOCTb, KOJIMYECTBO ManueHToB). Ha
BTOPOM 3Tane HEOoOXOAMMO yKa3aTh HE)KENaTeJIbHbIE SIBICHUS, U3MEHEHMs J1a0OpaTOPHBIX U
JpyTUX IOKa3aTesei, CrpylnnupoBaHHbIe MO0 KaKOMY-THOO ONpeNeIeHHOMY MPHU3HAKY, MEXITY
CPaBHUBAEMBIMHU T'PyIIaMU U MPOAHATU3UPOBAHHBIE NPH HEOOXOAUMOCTU C y4eTOM (PaKTOPOB,
KOTOpbIE MOTYT IIOBJIUATh HA YaCTOTY HEXKENATEeNbHbIX peakuui (sBIeHUH) (TakuX Kak
BPEMEHHAS 3aBHCHMOCTh, 3aBHCHMOCTH OT JEMOTrpadHMUYecKHX XapaKTEpHCTHK, 033 MU
KOHILIEHTpallUsl JIEKapCTBEHHOro mpenapata u jp.). Heobxomumo ykas3aTe cepbe3HbIe
HEe)KEJIaTeNbHbIe SIBICHUS M JApYrMe 3HAuuMble HEXKeJaTeJbHble SBICHUS (OOBIYHO C
THIATEJIBHBIM 0OCIEOBaHUEM NAIMEHTOB) KOTOPbIE JOCPOYHO NPEKpaTWIM ydacTue B
UCCIICIOBAaHUM BCIIEJCTBUE HEKENATENbHBIX SIBICHUM HE3aBUCUMO OT TOro, ObUIM JIM OHHU

O6yCJ'IOBJ'ICHBI IMPUEMOM JICKAapCTBCHHOTI'O IIpeTapaTa Ujin HET, NI CKOHYAJINCh.
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IIpu 5TOM TEPMHUH «CEPBE3HBIE HEKEIATEIIBHBIC SIBICHUSD» PACCMATPUBACTCS B 3HAYCHUH,
YCTAHOBJICHHOM IIpaBWJIaMH, @ TEPMHUH «IIPOYUE 3HAYUMBIC HEKEIATEIbHBIC SBIICHUS
0003HayaeT BBIPAKEHHBIE IeMATOJIOTUYECKHUE U JApYyrue JabopaTOpHble HAPYLICHHUS U BCAKHE
HEXEJATeNIbHbIC  SIBJIICHHs, KOTOpblE MPHUBOIAT K BMEIIATEIbCTBY, BKIIOYAsl OTMEHY

HeKapCTBCHHOﬁ TEpannu, CHUKCHUE J03bl UJIM HA3HAUCHUC ,I[OHOJ'IHI/ITCJ'IBHOI\/'I TCpaImnu.

B nocnenyromux paszznenax He0OX0AMMO NMPOAHATU3UPOBATH U NPEICTABUTh CIEAYIOIINE

CBEJICHUS:

0000IICHHBIC JAaHHBIE C KCIOJb30BaHUEM TaONHIl W TPadUKOB, TMPEACTABISIEMBIX B
OCHOBHOM YaCTH OTYETA;

Hepe‘-IHI/I JAaHHBIX 110 OTACJIABHBIM ITAITUCHTAM,

KOMMCHTapI/II/I K SBJICHUAM, HpeI[CTaBJ'ISIIOHII/IM 00061)1171 I/IHTCpCC IJId4 JaHHOTI'O
HCCIIETIOBAHUS.

Bo Bcex Tabmuiax W aHamM3ax HEOOXOJMMO MPEICTaBUTh CBEACHUS O SBJICHUSX,

00yCIIOBJICHHBIX UCCIIETyEeMbIM JICKAPCTBEHHBIM MPEMApaTOM UM KOHTPOJIEM.
12.1. BeanunHa 3KCOO3UIINH.

HCO6XOI[I/IMO 0XapaKTCpU30BaATb BCIIMUNHY SKCIIO3UIHUU UCCIICAYEMOT'O JICKAPCTBCHHOT'O
nmpenapara, a TAaKXC AKTUBHOI'O KOHTPOJIAA U nnaue60 C YKAa3aHUCM KOJIMYCCTBA IMAIIUCHTOB,

MOABEPTUINXCS SKCIO3UIINH, €€ JUIUTEIBHOCTH U BO3AEHCTBYIOLIEH O3bI.

12.1.1. JlnmutenbHOCTh. J{IUTETBHOCTh AKCHO3WIMM KaKOW-THOO 1036l MOJXKET OBITh
BBIpOKECHA MEJIMAHOW WM CPEIHMM 3HAYCHHEM, TaK)Ke€ PEKOMEHIYETCs yKa3aTh KOJIMYECTBO
MAIMEHTOB, TIOJBEPTIINXCA BO3JCHCTBHIO 3a OINpeIeIeHHBIA MPOMEKYTOK BPEMEHH, HAlIpUMeED,
1 nenbp u meHee, ot 2 aHeit Ao 1 megenu, ot 1 Hemenu no 1 Mecsia, ot 1 10 6 mecsueB U ap.
KonndecTBO MaMEeHTOB, TMOABEPTIIMXCS  JIKCHO3UIIMM  HCCICAYEMOT0  JICKAPCTBECHHOTO
npenapara, HEOOXOIMMO paclpeieuTh MO BO3PACTy, IOJy, PAaCOBOM NPHHAIICIKHOCTH U
IpYTMM HMMEIOIIMM 3HAaueHHE MapamMeTpaM, TaKuM Kak 3a0ojeBaHHe (eciau B HCCIEIOBaHUE
BKIIIOUEHBI TAIMEHTHl C Pa3TUYHBIMU 3a00JEBAHUSIMHU), €ro TSHKECTh, COIMYTCTBYIOINAS
MATOJIOTHSI.

12.1.2. lo3a. HeoOxomumMo mpencTaBUTh CpeJHEE 3HAYEHHUE WM  MEJuaHy
WCIIOJIb30BAHHON B HCCJIEAOBAaHWUHM JI03bl W KOJUYECTBO MAIMEHTOB, KOTOPHIM OHa Oblia
Ha3Ha4yeHa, /03y, HKCIO3UIUU KOTOPOH MAIMEeHTHl MOABEPraliuch Hauboliee IUTETHHO, WU
CPEIHIOI CYTOUHYIO N103y. PekoMeHayeTcs MpencTaBiIsTh KOMOWHUPOBAHHYIO HH(POPMAIUIO

A03a-JJIMTCIbHOCTL, HAIIPUMCP, KOJIUYCCTBO IMALIMCHTOB, HauOoJIee YacTo MoABCPTraBIINXCs
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SKCIO3MIIMU HCIOJIb3yEMON 1030 B TEUEHHE 3aJaHHOTO MEpHUoJa BPEMEHHU, MAKCUMAaIbHOMN
1103€, MaKCUMaJIbHO PEKOMEHAYEMOM /103€¢ U JIp. B HEKOTOpBIX ciydyasx Ba)kHa KyMYJsSTUBHAs
no3a. BennuuHy 10361 B 3aBUCHIMOCTH OT OOCTOSITEIHCTB MOYKHO BBIPA3UTh B BUJIE (PAKTUIECKOU
CYTOYHOH MO3B, B MI/KI WIX B Mr/M°. BCexX IamMeHTOB, MOIBEPIIINXCS OKCIO3HIHH
pa3IUYHBIMM  J03aMH, HEOOXOAMMO CrpyHNIUpoOBaTh IO BO3pacTy, IOy, pPacoBOM
MPUHAJJICKHOCTH U APYTUM UMEIOIINM 3HAYeHUE TTapaMeTpam.

12.1.3. KoHueHTpauusa JieKapcTBEHHOro mpemnaparta. llpu Hammuumu #aHHBIX O
KOHIIGHTpAIlMd  JICKAPCTBEHHOTO  Tpemapara (HampuMep, KOHIIGHTpAallud BO  BpeMs
OTIPEICNIEHHOTO SIBJICHUS, MaKCUMAaJIbHOM IJIa3MEHHOM KOHIIEHTpAIMH, IJIOAAHN IMOJA KPUBOU
«KOHIICHTpAIHSI-BpEMs») TOCIEIHSS MOXKET OKa3aThCs MOJIE3HON JJISl BBISIBICHUS CBSA3H MEXKIY
HE)KENIATEIbHBIM SIBIICHUEM WJIM W3MEHEHHEM IabOpaTOpHBIX TOKa3aTeleld W MPUMEHEHUEM
HCCJIEAYEMOro JICKAPCTBEHHOTO TMpernapara y OTIAeIbHBIX marueHToB. [lanHas wHboOpmaius
MpEACTAaBISIETCS B MpWiokeHUH 16.2.5 Kk oTdery (corjacHO pyOpHKaluM pas3jiesioB OTYeTa,
yKa3aHHOH B HACTOSIIEH YacTH JJOKYMEHTA).

[Ipeanonaraercs, YTO BCe NAIMEHTHI, BKJIFOUEHHBIE B UCCIIEJOBAHUE U MOJTYUYUBIINE XOTS
Opl 1 mo3y wmccnemyeMoro mpemaparta, OyayT BKIIOUEHBI B aHanu3 Oe3omacHOCTH. Ecnu
YKa3aHHOE YCJIOBHE HE BBINIOJHACTCS, HEOOXOAUMO TMPEACTaBUTh COOTBETCTBYIOIIHE
00BsICHEHUSI.

12.2. HexxenatenbHbIE SIBJICHUS.

12.2.1. KpaTkoe pe3romMe O HeXenaTeabHbIM sBIEHUSM. HeoOXxoaumo mpeacTtaBuTh
KpaTKoe pe3roMe BCEX HEXKENaTEeNbHBIX SBICHUH, 3aperuCTPUPOBAHHBIX B X0/I€ UCCIICAOBAHUS (C
IpPEJCTaBICHUEM B JPYruX pasaeiax AeTaJU3MPOBAHHBIX TaOMUI] M aHanu3oB). B Takue
TaOJMUIBI M AHAIN3bl HEOOXOIMMO BKIIOUUTH SIBICHHUS, OOYCIIOBJIECHHBIE KaK MCCIETLyEeMbIM

JICKApPCTBCHHBIM IIPCIIapaTOM, TAK U KOHTPOJICM.

12.2.2. IlpencraBieHue NaHHBIX O HEXKeEJAaTeIbHBIX SBJICHUAX. B CBOIHBIX Tabiumax,
NpUBEICHHBIX B pazaene 14.3.1 oryera (cormacHo pyOpHKamMy pas/ienoB OTYETa, YKa3aHHOW B
HACTOSAIIEH 4acTu JOKYMEHTa) HE0OX0AUMO OTPa3UTh BCE HEXKENATENIbHbIE SIBJICHUSI, BOSHUKILINE
rocjie Hayaja NPUMEHEHHUS HCCIEAYEMbIX JIEKapCTBEHHBIX IpEenapaToB (BKJIIOYasl SIBJICHUS
BEPOSITHO OOYCIJIOBJICHHBIE CaMHM 3a00JIEBAaHUEM WM COIyTCTBYIOIIEH MATOJOTMEH, eciu
TOJILKO C YTIOJIHOMOYEHHBIM OpraHOM 3apaHee He ObLJIO JOCTUTHYTO COTJIalleHne 00 OTHECEHUH
OTOBOPEHHBIX SIBJICHUN K 00YCJIOBJICHHBIM 3a00sieBaHNeM). TaOauIbl JOIDKHBI BKIIIOYATh B ce0s
CBEJEHUSI 00 W3MEHEHUU BHUTAJBHBIX IapaMETPOB M JIIOObIE H3MEHEHMs J1abOopaTOPHBIX
HoKa3aresel, KOTOpbIE PACCMATPUBAIOTCS KaK CEPbE3HbIC HEKENNATENNbHbIE SIBICHUS WIN MIPOYHe

3HAa4YUMBbIC HCKCJIATCIIbHBIC ABJICHHNA.
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B OonpuimHCTBE cilydaeB B TaKMX TaOIMLAX CIEAYeT OTPa3uTh MPU3HAKU U CUMIITOMBI,
BO3HUKIIHUE B XOJI€ JIeUeHUs (MPU3HAKH U CUMIITOMBI, KOTOPbIE HE OBUTH 3apETUCTPUPOBAHBI 10
HavaJia UCCIICJIOBAHUS WU YCYTYOWIUCh B TEUCHHE HCCIICIOBAHUS, €CIIM OHH MUMETH MECTO 0

ero Havana).

B Tabnuue cienyer mepeuncinTh Bce HeXelaTeNbHbIe SBJICHHS, KOJTUYECTBO MAlUEHTOB
B KQXIOW Ipylnme JIeYeHHs, B KOTOPOH BO3HHUKJIM HEXKeNaTelabHbIE SBJICHUS, M YacTOTy HX
BO3HHMKHOBEHHU. Eciii leueHne HOCUT HUMKIMYECKUI XapakTep, HallpuMep, IPOTUBOOITYX0JIeBas
XUMUOTEpPANUs, TaKU€ pEe3yJbTaThl CIEAYET MPEACTaBIATH I KaXJ0ro LHKJIAa OTAEIBHO.
HexenarenbHble sSBICHUS HEOOXOIMMO CTPYINIHPOBATH IO CHCTEMaM OpPraHOB. 3aTeM, €CIH
UCIOJIb30Bajach CUCTEMa IpaJalluyd CTENEHHW TSHKECTH (HalpuMmep, JIerKas, CpelHed CTENeHH,
TsDKeNas), Kak10€ SBJICHUE JIOIyCKAaeTCsl 0XapaKTepU30BaTh € 3TOM TOUKH 3peHus. B Tabmumax
TAaK)Ke€ JOMYCKAeTCs pPacHpeleuTh HEXKeNaTeIbHbIEe SBJICHUS MO CTENEHH MPUYUHHO-
CJIEZICTBEHHOW CBSI3M, HalpUMep, BO3MOXHO OOYCIOBIEHBI U HE OOYCIIOBIIEHBI, WIH
UCIIOJIb30BAaTh JIPYTYI0 LIKaTy, HAIPUMED, HE CBA3AHBI UM BO3MOXHO, BEPOSTHO, OMPENEICHHO
cBsa3aHbl. Jlake NpU HCMONBb30BAaHUM OLIEHKH MPUYMHHO-CIEJACTBEHHON CBA3M B TaOJIMIIBI
CJleayeT BKIIOYHUTh BCE HEXKENATENbHbIE SIBJICHUSI BHE 3aBUCUMOCTU OT CTENEHH B3aUMOCBSI3U C
NPUHUMAEMBbIM  JIEKAPCTBEHHBIM IIpenapaToM, BKJIOYas SBJICHHS, KOTOpPbIE CUMTAIOTCS
IPOSIBIEHUEM HHTEPKYPpPEHTHBIX 3abosneBaHuil. Ilocnenyrone aHaiu3bl UCCIEIOBAHMS HWIN
CBOJIHON 0a3bl JaHHBIX O€30MacHOCTH MOTYT IIOMOYb BBISIBUTH HEXKENaTeJIbHbIE SIBICHUS,
KOTOpbIe OOYCIIOBJCHBI WM HE OOYCIOBIEHBI HCCIEAYyEMBIM JIEKAPCTBEHHBIM MpPEmapaToOM.
[MosTomMy s aHalM3a W OIEHKU JaHHBIX, MPUBEACHHBIX B TAaKUX TaOMUIaX HEOOXOAMMO
WICHTUQHUIMPOBATh  KAXKIOTO0 TMAIMEeHTa, Y KOTOPOTO BO3HHMKIO  paccMaTpHBaeMoOe

He)KeaTesbHoe siBieHre. Hinke mpecraBieH npuMep Takoil TaOIuIIbL.

[Tpumep TabmuIIBI

HexxenaTtenpHbIC SBJICHHS: KOJIMYECTBO HAOIIOACHUHN U 9acTOTA, C HACHTH(UKAIIMEH MareHTa

I'pynna neuenus X N =150
Jlerkue Cpenneit Tsoxensie Hroro Bcero
CTENEHU
c* | HC C | HC C | HC C | HC [C+HC
Cucrema 6 (12%) 2 (4%) 3(6%) 1(2%) 3(6%) 1(2%) 12 (24%) 4 (8%)
OpraHoB A

SABnenue 1 N11** N21 N3l N4l N51 N6l
NI12 N22 N32 N 52

N 13 N33 N 53
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N 14
N 15
N 16

SABnenue 2
[Mpumeuanue: * C — cBs3anbl, HC — He cBsi3anbl. ['paganus «cBsi3aHbD» MOXKET ObITH paciIupeHa,

HalmpuMep Ha «ONpCACICHHO», «BO3MOKHO», KBCPOIATHO.

** N neHTuUKAIIMOHHBIN HOMEp MalueHTa.

B nmomonHeHWEe K TakMM TOAPOOHBIM TaONUIAaM, MPEACTaBIsIeMbIM B pasuene 14.3.1
oT4deTa (COrIaCHO pyOpUKAITMU pa3/iesioB OTYETa, YKa3aHHOW B HACTOSIICH YacTH JOKYMEHTA), B
OCHOBHOHM YacTH OTYeTa HEOOXOIMMO TPEJCTABUTH OMOJHUTEIBHYIO CBOJHYIO TaOJIHUILy, B
KOTOPO CpaBHHBAJIMUCH OBl HcclemayemMas M KOHTPOJIbHAs Tpynmbl 0Oe3  yKa3zaHus
UACHTU()DHUKAIIMOHHBIX HOMEPOB MAIMEHTOB, OTPAaHUYHBAIONIYIOCS YACTBIMU HEXEJIaTeIbHBIMU

SBJICHUSIMU (HaIlpUMeEp, TEMH, KOTOpbIe BOSHUKAJIU HE MeHee 4eM Y 1% MalnueHTOB IrPyIIIbl).

UToOBI yCTaHOBUTH MUCTHHHYIO YaCTOTy HEXKETATEIbHBIX SBJICHUM, NMPU UX OMUCAHUU
HEOOXOJMMO HE TOJIbKO OTPa3UTh OPUTHHAIIbHOE OIpe/eieHHe, JaHHOE MCCleoBaTesieM, HO U
MOTBITATHCSI CTPYNITUPOBATH CBSI3aHHBIC SIBIICHUS (SIBJICHUS, KOTOPHIE BO3MOXKHO MPEICTaBISIOT
coboii omuH M TOT ke QeHoMeH). OIHUM U3 TaKWX CIOCOOOB SIBISIETCS HCIIOJIb30BaHUE

CTaH/IapTHOI'O CJIOBaps HEKEIATENbHBIX peaKIUi (IBICHUI).

12.2.3. AHanu3 HexelaTeNbHbIX SIBICHUN. B 1ensix cpaBHEHUs uccienryeMol rpynmsl U
IPyNIbl KOHTPOJIE HEOOXOIMMO HCMOJIb30BaTh 0a30BbI€ CBEIECHUS O YACTOTE HEXKENATeNbHBIX
SIBJICHUH, KOTOpBIE OBUIM MPOAaHANIU3UPOBaHBI B pazzeine 12.2.2 oTueTa M CBEAECHUS MO KOTOPHIM
Obun mpenctaBineHsl B pasgene 14.3.1 oruera (cormacHo pyOpHMKalMU pa3lienoB OTYETa,
yYKa3aHHOM B HACTOALIEW 4YacTH NOKyMeHTa). JlJIi Takoro aHamusa ciegyeT OOBbEIUHUTH BCE
SBJICHUS HE3aBUCUMO OT TSKECTH U MIPUUUHHO-CIIEICTBEHHON 00YCIOBIEHHOCTH C LENIbIO OoJiee
IPOCTOTO MapajuIeIbHOTO CONOCTAaBICHUS CpaBHUBAEMBIX Irpymnn. HecMoTps Ha TO 4yTO 0OBIYHO
TAaKOW aHalIM3 MPOBOJAT NPH IEJIOCTHOM aHanu3e Oe30MacHOCTH, €CIIM MO3BOJSIIOT pa3Mep
UCCJIEIOBAHMSI U €ro JU3aiiH, PEKOMEHIYETCSI U3YUUTh 0O0JIEe YacTble HEXKeJlaTeIbHbIE SIBICHUS,
KOTOpbIE TOJ03PEBAOTCS KaK OOYCJIOBJIECHHBIE JICYEHUEM, HA NpEAMET UX BO3HUKHOBEHHS B
3aBHCHMOCTH OT J03bI (B TOM UHCJIE B MI/KI HIIM MI/M>), PeXHMa J03MPOBAHUS, JTHTEIHHOCTH
JeueHust, oOmeil A03bl, IeMorpauyeckux XapakTepUCTHK, TaKUX KaK BO3pacCT, MOJ, paca H
UHBIX HMCXOTHBIX TIPU3HAKOB (HampuMep, (QYHKIMU TMOYeK), HCX0J0B 3(ddexkTuBHOCTH U

KOHIICHTpAllUU  JIGKAPCTBEHHOTO0 Ipemapara. Takke pEeKOMEHIyeTcs HW3Y4YUTh BpeMs
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BO3HUKHOBCHUS HEXKEIIATSIBHBIX SBJICHUM M WX JIIUTCIIBHOCTD. OCHOBBIBasICh Ha pe3ybTaTax
HUCCIICIOBAHUIN UITH (I)apMaKOJ'IOFI/I‘IeCKI/IX CBOMCTBaX HCCIICAYCMOT'0 JICKAPCTBCHHOI'O IIperiapara,

JOMOJIHUTCIIbHO JOITYCKACTCS MPOBOAUTD PAL APYTUX aHAJIU30B.

[IpoBenenue TmIATENBHONM CTATUCTHYECKOW OLIEHKH Ka)KIOT'O HEKEJATEJIbHOTO SIBJIICHUS
He TpebOyercs. [Ipu mepBUYHOM NPEACTABICHUHM M HM3YYEHUHM TAHHBIX MOXXHO BBISIBUTH, YTO
3HAYUTENIbHAS YacTh SIBJICHUUA HE OOYCIIOBJICHA JEeMOTpPadUYeCKUMH W MPOYUMH HCXOTHBIMH
napamerpamu. Ecnam wmccnenoBaHWe BBITIOJHEHO Ha HEOOJBIION TOMYJSIIIAM CYOBEKTOB, a
KOJIMYECTBO SIBIICHUH OTHOCUTENbHOE HEOOINbIIoe, ObIBAET JOCTATOYHBIM OTPAHUYUTHCS

AHAJIM30M CPAaBHCHUSA I'PYIII JICHCHUA U KOHTPOJIA.

IIpu ompeneneHHBIX OOCTOSATENBCTBAX 10 CPABHEHUIO C TIPEACTaBICHUEM OOIIeH
YacTOTHI HEXENATEIbHBIX SBICHUN Oosiee MHPOPMATUBHBIM SIBIISIETCS MCIIOJIL30BAHHUE TaOJIHII
CMEPTHOCTH WM JPYTUX aHAJIU30B MOA0OHOro poza. [Ipy HUKIMYHOCTH JeueHus, Halpumep,
IpU MPOTUBOOIYXOJEBONH XMMUOTEpANUH, PEKOMEHIYETCSl MPOBECTH aHAU3 PE3yJbTaTOB B

PaMKax KaXaoro OTACJIbHOIO IUKIIA.

12.2.4. IlepeueHb HeKeNATENbHBIX SIBJIECHUH IO KaXA0My NalMeHTy. B mnpunoxeHun
16.2.7 x otuery (corimacHO pyOpHKAIMHM pa3/eloB OTYETa, yYKA3aHHOW B HACTOSMICH YacTu
JOKYMEHTa) HEOOXOAMMO TEPEUYHCINTh BCE HEXKENAaTeIbHbIC SBICHHUS MO KaXKIIOMY IAIllUCHTY,
BKJII0Yasi OHO U TO K€ SIBJICHUE, BO3HMKILEE HECKOJBKO pa3, ¢ yKa3aHMEM KaK CTaHJapTHOIO
OPUHATOIO TEPMMHA, TaK M MCIIOJB30BAaHHOTO HCCIIEJOBATEIEM OPUTMHAIBHOTO TEpPMHUHA.
[lepeyenp cocTaBiseTCs MO KAXJIOMY HCCIIEIOBATEN0 U U3y4aeMO TPYyIIIe JICUCHUS U JIO0JDKCH

BKJIFOYATh B CEOsI CIIEYIONTUE CBECHUS:
UICHTH(PUKATOP TAICHTA;
BO3pacT, paca, 1oJj, Macca Tejia (pocT — eclii UMEeT 3HAUCHHUE);
pacnionoxenue MPK B otuere (mpu Hamuuum);
HEeXeJaTeNbHOE SABJICHUE (CTaHJAPTHBINA MPUHATHIN TEPMUH, OPUTUHAIILHBIN TEPMHUH);
JUTUTEILHOCTD HEXKENATEILHOTO SIBJICHUS;
TSOKECTh (HAIIPUMeEp, JIeTKasi, CPEAHEH CTENEHH, TsKENas);

CCPBC3HOCTDH (cepbe3Hoe Ui HecepLCSHOG);
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MpeanpuHsAThIe Mepbl (0e3 BMeIlaTelnbCTBa, CHI)KEHHUE J03bl, MpEeKpalleHue JIeYeHHUs,

Ha3HAa4YCHUE JOMOJTHUTEIBHON Tepanuu 1 Jp.);
ucxosl (Hanpumep, B popmate CIOMS);

OLIEHKAa TMPUYHMHHO-CJIEJCTBEHHOW CBsA3M (HampuMep, CBsi3aHAa MJIM HE CBs3aHa).
Wcnonb3yss TabmuuHbIi (GopMar WM ApyrMM 00pa3oM HEOOXOJUMO OMMCaTh AITOPUTM €€

MIPOBE/ICHMUS;

JAaTa BO3HHUKHOBCHHUA HWJIM [aTa BU3HWTA, HA KOTOPOM OBUIO BBISBIIEHO HEXKEJIATEIHHOE

SIBIICHWE;

BpCMs BO3HHUKHOBCHHUS HCKCIIATCIILHOTO SABJICHUSA 110 OTHOLICHUIO K HOCHCI{HGI\/JI

HPUHSTOMN 03¢ UCCIIETyEMOT0 JICKAPCTBEHHOTO Mpernapara (€ciau MPUMEHHUMO),
TCparurgd Ha MOMCHT BO3HUKHOBCHUA WM HCAABHO IMMPOBCACHHYIO TCPAIIHIO,

BCJIMYMHA JO3bI UCCICAYEMOTI'0O JICKAPCTBCHHOI'O IpCIiapara B a0COJIIOTHOM BbIPAKCHUU,

B MI/KT HUTH MI/M” B MOMEHT BO3HUKHOBEHHS SIBIICHHS;
KOHIICHTpAIKs JIEKAPCTBEHHOTO Mpernaparta (€clid U3BECTHA);
AJIATCIIBHOCTD JICUCHUA NUCCIICAYCMbBIM JICKAPCTBCHHBIM IMPCTIApaTOM;
CONMYTCTBYIOLIAA TCPAIIUIO BO BPEMA UCCIICAOBAHUS.

B Hayane mepeuHss wiM Ha Kaxaoi crpanuue (Oojiee MPEANOYTUTENHHBIA BapHUaHT)

HeoOXouMo pacurdpoBaTh Bce a0OpeBHATYPHI U YCIOBHBIE COKpAILICHHS.

12.3. JleranbHble HCXOJbl, NMPOYHE CEpPHE3HbIE HEKEIATEJIbHbIE SBICHUS W Apyrue

3HAYUMBIC HCXKCIJIATCIBbHBIC ABJICHHUA.

HeoOxonumo ynenuTh 0co00€ BHUMaHHUE JIETAJbHBIM HCXOJaM, MPOYUM CEPbE3HBIM

HEXCJIATCIbHBIM ABJICHHUAM U APYT'UM 3HAYUMBIM HCXKCIIATCIIbHBIM SABJICHUSAM.

12.3.1. IlepeyeHpb JneTanbHBIX MCXOAO0B, MPOYUX CEPHE3HBIX HEXKENATEIbHBIX SBJICHUN U
IPYTHX 3HAUYMMBIX HEXENaTelNbHBIX SBJICHHI. B OTHOIIEHMHM HIDKEyKa3aHHBIX SIBICHUN
HE00XO0IMMO MPEJCTaBUTh MEPEUHH, coJiepKaliue HH(opMaIiio, ONMcaHHyto B paznene 12.2.4

oryera (CornacHo pyOpHKaluy pa3fesioB 0TUETa, YKa3aHHON B HACTOSAIIEH 4aCTH JOKYMEHTA).

12.3.1.1. Jleranbuble ucxonpl. B pasnmene 14.3.2 oryera mo KaXIoMy MalUEHTY

HGO6XOI[I/IMO NEPCUUCIIUTD BCC JICTAJIBHBIC UCXOAbI, 3apCTrUCTPUPOBAHHBIC B XO4€ UCCJIICIOBAHUS,
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BKJIIO4Yas TMEpruoa Ha6J'IIOI[eHI/IH 0 3aBCPpHICHHWMN TCpaluHh, a TaKXKE JICTAJIBHBIC HWCXOMBI,

BO3HHUKIINC BCJICACTBUC IMMPOLECCA, HAYATOTO BO BPEMS UCCIICAOBAHUAA.

12.3.1.2. [Ipoune ceppe3Hble HEXenarenbHble sBIeHUsA. B pasgene 14.3.2 otuera
(cormacHo pyOpuKaluu pas3fefoB OTYETa, YKa3aHHOH B HACTOSIIEH YacTH JOKYMEHTA)
HEOOXOMMO TIPEACTAaBUTh BCE CEPHhE3HBIC HEXKENAaTeJbHbIC SBICHHUA (MIOMHMO JIETaJbHBIX
UCXOJIOB, HO BKJIIOYasl CEphE3HbIE HEKEIAaTEJbHbIE SIBJICHUS, CBS3aHHbIE BO BPEMEHHU WU
IpeIecTByOUMe cMepTH). B nepedeHp HEOOXOIUMO BKIIHOYHUTH JIAOOPATOPHBIE HAPYIICHMS,
[aTOJIOTUYECKH H3MEHEHHbIE >KU3HEHHO Ba)KHbIE IIOKA3aTeIM W NaTOJIOTMYECKHUE JaHHBIE

O0CMOTpa, PACHCHCHHBIC KaK CCPLC3HLIC HCIKCIIATCIILHBIC ABJICHHA.

12.3.1.3. Ipyrue 3HauuMMble HeXKelaTenbHble siBlieHUs. B pasznmene 14.3.2 oruera
(cormacHO pyOpHKanmuu pa3/eioB OTYETa, YKa3aHHOM B HACTOSIIEW 4YacTH JOKYMEHTA)
HEOOXOJUMO TMPEACTaBUTh BBIPAXKEHHbIE TE€MAaTOJIOTUYECKWE W TMpodHue JiabopaTOpHbIE
HapylieHus (MOMHUMO SIBICHUMN, MOAMANAIONIUX MO ONpeAeNiCHHEe CePhe3HBIX HEKeIaTeIbHBIX
SIBJICHUW) W JPyTHUE COOBITHS, KOTOPHIE MPUBEIN K BMEUIATEILCTBY, BKIIOYasi OTMEHY Tepanmuu
UCCJICAYEMbIM  JIEKAPCTBEHHBIM  TPEMApaToOM, CHUXEHHUIO JI03bl WU  3HAYUTEIIbHOU
JIOTIONTHUTEIBLHONW COIMYTCTBYIOLIEH Tepamnuu, KOTOpble HE MOANANaloT IOJ ONpeeeHue

CCPLC3HBIX HEKCIIATCIIbHBIX SIBIICHUM.

12.3.2. Onucanue neTanbHbIX UCXOJ0B, MPOYUX CEPHE3HBIX HEKEIATEIbHBIX SABICHUUA U
JIPYTUX 3HAYUMBIX HEXKENaTelIbHBIX siBIeHUU. HeoOXoaumo mpencTaBuUTh KpaTKoe OMHMCAaHUE
KQXKJIOTO JIETATBHOTO UCXO0/1a, KAXKJIOTO MPOYETO CEPHE3HOI0 HEXKENATEIBHOTO SIBJIICHUS, a TaK¥kKe
APYrux 3HAYUMBIX HECKCIATCIIbHBIX SIBJICHI/Iﬁ, KOTOPBIC PaCHOCHCHBLI KaK HMCIOOIUC 0CcOOBIN
MHTEpEC BCIEACTBHE UX KIMHMYECKOH 3HAYUMOCTU. B 3aBHCHUMOCTH OT KOJIMYECTBA TaKue
OMHCaHUsA HEOOXOAMMO MPECTaBUTh JMOO0 B OCHOBHOHM 4acTH oTueTa, jJubo B pazgene 14.3.3
oTueTa (COryiacHO pyOpWKAalUU pa3JeNioB OTYETa, YKA3aHHOW B HACTOSIIEH YacTH JTOKyMEHTA).
HBJ’IGHI/I?[, KOTOPBIC OJHO3HAYHO HC CBsA3aHbI C HCCICAYCMbBIM JICKAPCTBCHHBIM IPCIapaToMm,
JIOTIyCKaeTCsl HE OIMCHhIBAaTh WJIM OINUCAaTh O4YeHb KpaTko. Kak mpaBuiio, omucaHue TOJIKHO

COACPKaTh CJICAYIOHINC CBCACHUS:
XapaKTEP U BBIPAKCHHOCTD ABJICHUA,

TCUCHHUEC 3360J’I€BaHI/IH, npuBcaUICC K ABJICHUIO, C YKAa3aHUEM BPCEMCHHU BBCIACHUA

HCCIICAYCMOTIO JICKAPCTBCHHOT'O IIPCIIapara;

3HAa4YUMBbIC J'Ia60paTOpHLIC IIOKa3aTclin,
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OTMEHSJICS JIU JIEKapCTBEHHBIN Mpenapar 1 Kora;
KOHTPMEpBHI;
HaxO0JIKU Ha BCKPBITHH;

MHEHHE HCCJIEeIOBATENsl U CIOHCopa (MPU HEOOXOAUMOCTH) B OTHOIICHHH MPUYMHHO-

CJIIECTBCHHOMN CBSI3H.
JIOTIOJTHATETPHO HEOOXOUMO MPEICTABUTE CIICIYIOIINE CBEACHHMS:
UICHTH(PUKATOP TAINCHTA;
BO3pAcCT | TOJI TIAI[UCHTA,
o0I1ee KIMHUYECKOE COCTOSIHUE TAIlMeHTa (TP HE0OXOMMOCTH);

3a60neBaHHe, Ha OCHOBAaHUHM KOTOPOIro IMAIUCHT ObLI BKJIIOYEH B HUCCICIOBAaHUC (GCJII/I
JJI1 BCEX INMAIMCHTOB OHO COBIIAJacT, €ro HE }’Ka3I)IBaIOT), C YKa3aHUCM €Tr0 JIUTCIBbHOCTH

(TeKy1Iero 3Mu30/1a);

3HAYUMBIE COMYTCTBYIOIINE U (UJIM) MIEPEHECEHHbIe 3a00JIeBaHUs C YKa3aHUEM BPEMEHU

HNX BO3HUKHOBCHUA U JINTCIIbHOCTH,

3HauMMasl COMYTCTBYIOIIAass M (WJIM) MpeIIIecTBYIollas MeJUKaMEHTO3Has Tepamus C

YKa3aHUEM PCIKNUMOB JO3UPOBAHU,

Ha3HAYCHHBIN I/ICCJIC,HyeMLIﬁ J'ICKapCTBCHHHﬁ npemnapar, a03a (ecnn OHa OoTJIM4ajaaChb OT

nmanueHTa K HaI_[I/ICHTy) " JJIUTCIIBHOCTL €T0 ITPUMCHCHUS.

12.3.3. AHanu3 u 00cyXJIeHHe JeTaTbHBIX UCXO0B, IPOUYUX CEPbE3HBIX HEKETATeIbHBIX
SIBIICHUA W JPYTUX 3HAYUMBIX HEXKENaTeIbHBIX sBIeHUNH. HeoOXoammo BO B3aMMOCBSI3U C
0€30MacHOCTBIO MCCIIEAYEMOT0 JICKAPCTBEHHOTO Tpernapara OICHUTh 3HAYMMOCTH JIETaIbHBIX
HCXOJIOB, TTPOYUX CEPbE3HBIX HEXEIATCIbHBIX SIBJICHUN W JPYTHX 3HAUYMMBIX HEKeJIaTeIbHBIX
SBIICHUH, MPUBEAIINX K OTMEHE MCCIEAyeMOro JEKapCTBEHHOIO Mperapara, CHIKEHUIO €ro
JI03BI WM TIPUMEHEHUIO BCIIOMOraTensHoi Tepanuu. HeobxonuMo 0cobo mpoaHaln3upoBaTh, He
SIBIISIETCSL JTM KaKOe-JIMOO M3 ATHX SIBJICHUU paHee HETMPEABUACHHBIM BXKHBIM HEKEIATCIHHBIM
SBJICHHEM  HWCCJIEAYeMOIro  JIGKapCTBEHHOTO  TMpemapara. B OTHOIIEHMH  CEPhE3HBIX
HE)KeNaTEeNbHBIX SBIEHUHN 3T0 00CTOATENHCTBO UTPAET 0COO0 BAXKHYIO POJIb. B 1ensax BhIABICHUS

3aBUCHMOCTH SIBJICHUM OT BPEMEHM IPUMEHEHHUs UCCIIEAYEMOrO JISKAPCTBEHHOI'O Iperapara U
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OIICHKHU PHUCKa BO BPEMEHU PEKOMCHAYCETCA HUCII0JIb30BaTh T36J'II/IHBI CMCPTHOCTHU HIIN HO,Z[O6HI)I€

aHaJIM3bI.

12.4. Ouenka 1a60paTOpHBIX MOKa3aTeNeil.

12.4.1. IlepedyeHb MHIUBUAYAIBHBIX JAOOPATOPHBIX MAHHBIX MO KaXIOMY IalUEHTY
(mpencTaBneHHbIN B pa3zaene 16.2.8 oryera) U OTKIOHEHHH J1TaOOPAaTOPHBIX JAHHBIX OT HOPMBI
(npencraBnennbii B pasnene 14.3.4 ordera). [lo TpeOGOBaHUIO YIOJIHOMOYEHHBIX OpPTraHOB
pe3yJbpTaThl BCEX MMEIOUIMX OTHOIIEHHE K O€30MacHOCTH J1a0OpaTOPHBIX HCCIIEAOBAaHUIM
JIOJDKHBI OBITH TOCTYNHBI B BUJE TAOJMYHBIX NEpeyHel B cieayromeM (opmare: Kaxablid psaj
JAHHBIX OTHOCHUTCS K BH3UTY MAIMEHTA, B TEUEHHE KOTOPOTO OCYIIECTBIISUIUCH JabOpaTOpHbIE
UCCJIEIOBaHMsI, B KOTOPOM MAaIlMEHThl CIPYNIHMPOBAaHbI [0 HCCIEIOBATEN0 (B Cllydyae €cild B
UCCIIEIOBAaHUM OBUIO HECKOJIBKO HCCIeloBaTenei) M Trpylnme JeYeHHs; KaXKAblil cronbder
BKJIIOYaeT B ce0s BakHble JeMorpaduueckue JaHHbIe, CBEJICHHsS O J103€ JIEKAPCTBEHHOI'O
npenapara M pe3yJIbTaThl JIA0OpaTOpHBIX HccienoBaHuid. Ilockonbky He Bce HCCiel0BaHUS
MOTYT YMECTHUTbCS B 1 TaOauIle, UX HEOOXOAUMO JIOTUYECKU CTPYNIUPOBATH (T€MAaTOIOTMYECKUE
UCCIIeIOBaHMsl, OMOXMMHs I€YEHHU, DJIEKTPOJIUTHI, aHaIu3bl Moud M J1p.). Heobxomumo ¢
IOMOIIBIO TOJAYEPKUBAHUS, 3aKIIOYEHUS B CKOOKM WM HMHBIM OOpa3oM BBIIEIUTH BCE
OTKJIOHAIOIIMECS OT HOPMBI 3HaueHus. Eciam Toro TpedyeT ynoJHOMOYEHHBIH OpraH, NepeyeHb
HEOOXOUMO TPEICTABIATh HE B OTYETE, a KaK OTICJIbHYIO YacThb PErHCTPALlMOHHOIO J0ChE

JICKapCTBEHHOTO Tperapara, JI00 3TOT NMePeveHb JOJDKEH ObITh HATOTOBE B CIIyYae 3ampoca.

[Tpumep TabmuIsl

[Tepedens 1a00paTOPHBIX U3MEPECHUIN

[Tatment | Bpemsa | Bospact | Ilom | Paca | Macca | [o3sa JlabopatopHble TecThI
Tena

AIT| ACT| 1@

Ne 1 To 70 M E 70 kr 400 mr  Vi* \Z Vo
T \%Z! Vs Vio
T, V3 \%i Vi

T; V4 Vi Vi
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Ne 2 Tm 65 X H 50 kr 300 mr V13 V16 V19
Ta Via Vi7 Voo
T3 Vis Vig Vi

[Ipumeuanue: * V,, — 3HaueHne 1a60paTOPHOTO TTapameTpa.

Jlnst yroHOMOYEHHBIX oOpraHoB B pazzaene 14.3.4 otdera (corjacHO pyOpuKaIiuu
pas3zeNnoB OT4eTa, YKAa3aHHOM B HACTOAIIEH YacTH JOKYMEHTA), WCIOJIB3YS BBIIICONHCAHHBIN
dopmaT, HEOOXOMMO IMPEJCTAaBUTh MEpeUeHb BCEX JTa0OPATOPHBIX OTKIOHEHHH MO KaXIOMY
nanuenty. [lo 1abopaTOpHBIM OTKJIOHEHUSM, UMEIOIUM 0COOYI0 3HAUYMMOCTh (1abopaTopHbIe
OTKJIOHEHUS, MMEIOIINE TOTCHINAIBHYIO KIMHHYECKYI0 3HAYUMOCTH), CIEAYET TPEACTaBIATH
JIONIOJTHUTETIbHBIE CBEICHHS, HAlpUMep, HOPMaJbHBIE 3HAYEHUS [0 W TIOCIEC OTKJIOHEHHH,
3HAYEHUsI, B3aMMOCBSI3aHHBIX JTa0OPAaTOPHBIX TMOKa3aTelel. B HEKOTOpBIX CiTydasx jKenaTenbHO
UCKIIIOUUTH OIpe/IeIIEHHBIE JTa00opaToOpHble OTKIOHEHHUS U3 MOCIEAYIoNIero ananusza. Hanpumep,
M30JIMPOBAaHHBIC HE MOBTOPSIOMIUECS HEOOJBIINE OTKIOHEHHS HEKOTOPBIX JabopaTOPHBIX
napamMeTpoB (HarpuMep, KOHIEHTPAIHsI MOYEBON KHCIIOTHI MITM AJIEKTPOJIUTOB) WM CIyYailHbIe
HHU3KHE 3HAYCHUS HEKOTOPHIX J1a0OpaTOpHBIX HCCIENOBAaHWHM (HAampuMep, AaKTHBHOCTH
TpaHCaMHUHa3, mieJdo4HOW (ocdarassl, comepkaHus a30Ta MOYEBHHBI KPOBH U Jp.) MOXKHO
pacleHUTh KaK BEPOSITHO KIMHUYECKH HE3HAYUMBIC W UCKIIOUNThH. OnHAKO J1100bIe MOA0OHbIE
pemeHus HEOOXOAWMO YEeTKO OOOCHOBaTh, a B MPEICTABICHHOM (JIOCTYIHOM  JUIS
NpPEICTaBICHNS TII0 3ampocy YIOJHOMOYEHHOTO OpraHa) IIOJHOM IepeYyHe 3HA4YCHUH

HCO6XOI[I/IMO YKa3aTb KaxXKa0¢€ J1a60paT0pHoe OTKJIOHCHHC.

12.4.2. Ouenka kaxmaoro mnabopatopHoro mokaszarens. HeoOxomumas — oIeHKa
7a00paTOPHBIX 3HAYCHUN [IOJDKHA OMPEICNATHCA IMONYYCHHBIMU pe3ylIbTaTaMHu, OJIHAKO, B
1[€JIOM, B OTYETE HEOOXOAMMO MPEJCTABUTh PE3YJIbTaThl MPOBEACHUS HIXKEOMTMCAHHOTO aHATN3a.
B otHOmeEHnn Kaxmoro jabopaTOPHOTO HCCIETOBAaHUS HEOOXOIWMO IPOBECTH CpaBHEHUE
MEXIy HCCIEyeMON M KOHTPOJIBHOW rpymmamMu (eciud 3TO MPUMEHHMO U TIO3BOJISIET pa3Mmep
uccienoBanus). B JomonHeHne B aHalM3e HEOOXOIMMO YyKa3aTh IUANa30H HOPMAIbHBIX

3HAYEHHI KaXI0T0 JJADOPAaTOPHOTO MOKA3aTes.

12.4.2.1. Ilunamuka 1ab0paTOpHBIX MOKa3aTeneil Bo Bpemenu. [1o kaxxqoMy napamerpy B
KOKIbIH MEpUOJl BPEMEHUM Ha MPOTSIKEHUM BCErOo HCCIENOBAHMS (Hampumep, NpU KaxaoM

BU3HTE) HEOOXOIMMO yKa3aThb B OTYETE CJIEAYIOIINE JaHHBbIC: 3HAYEHHs TPYNIIOBOTO CPEIHEro
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WIM MEIWAHBl, pa3Max 3HAYEHUH, KOJIMYECTBO MAIMEHTOB C OTKIOHSAIOIIUMUCA OT HOPMBI
3HAYEHHUSMHU WIH C OTKJIOHSIOIIMMUCS Ha ONpe/IeIeHHYIO0 BEeIMYMHY 3HAUeHUsIMU (Harpumep, 2-
KPAaTHO IPEBBIIIAIOIIUMU BEPXHIOK I'PaHUILy HOPMBI, B 5 pa3 BBILIE I'PAHULIBI HOPMBI, IIPU 3TOM

HE00X0IMMO 000CHOBATH TaKoi BBIOOp). JlomycKaeTcsi HCIOIb30BaTh TpaduKy.

12.4.2.2. UanuBuayanbHele  u3MeHeHUs.  HeoOXomumMo — mpencTaBUTh — aHAJIM3
MHAMBUIyalIbHBIX JTAOOPATOPHBIX M3MEHEHHH MO KaxXIoW wucciaexayemou rpymme. s 3toro

JAO0ITYCKA€TCA UCIT0JIB30BAaTh PA3HBIC IMMOAXOAbI, BKIIFOYA:

TaONMHIBI CABUTOB — TaOJHMIIBI, OTPaKAIOIIUE KOJWYECTBO IMAIMEHTOB, HAXOAITUXCS
HUD)KEe, B Tpefeliax WIM BbIlIE HOPMAJIbHBIX 3HAYCHHWM TOKa3aTess 4Yepe3 OIpeaelicHHbIC

IIPOMEXYTKH BPEMEHU;

Ta6JII/II_II:I, COACpIKaIune I/IH(bOpMaI_[I/IIO O KOJIMYCCTBEC NJIU OOJIC ITAalIUCHTOB C U3MCHCHUECM
7a00paTOPHOTO TOKa3aTeNsi Ha 3apaHee YCTAHOBJICHHYIO BEIMYMHY 4Yepe3 ONpeiciCHHbIC
NPOMEKYTKH BpeMeHH. Hampumep, a7t a30Ta MOYCBHHBI KPOBU MOTJIO OBITH MPUHSITO PEIICHHE
0 HEOOXOJIMMOCTH €r0 OIHCaHUs, €Clii u3MeHeHue npesbimaet 10 mr/mi. [To aToMmy napamerpy
HeO6XO,Z[I/IMO 6]:1.]10 61:1 NpeaACTaBUTb KOJIMYCCTBO MAIIUCHTOB C U3BMCHCHUEM, HC NTPCBLIIIAIOIIIUM
WKW TPCBBINAOIIMM JAHHYKO TpaHHIly, Ha OAHOM BHU3HUTC HIIN 60.]166, O6BI‘-IHO IIalTUCHTOB
TpynmnmupyrT OTACJIBHO B 3aBUCHUMOCTHU OT HCXOJHOI'O0 3HAYCHUA a30Ta MOUYCBUHBI KpPOBHU
(HOpPMaJBPHOTO WM  TIOBBIIEHHOTO). BO3MOXXHBIM TPEUMYIIECTBOM TaKOTO  CHocoda
NPEICTABICHUS TI0 CPAaBHCHUIO C TaOJHMIAMU CIBUIOB SIBISCTCS CIIOCOOHOCTHh BBISIBHTH

HN3MCHCHUA onpe,ueneHHoﬁ BCJIMYUHBI, JAKC CCJIM KOHCYHOC 3HAUCHUC ABJIACTCA HOPMAJIbHBIM,

rpaduk, COMOCTABIAIOMIUNA UCXOTHOE 3HAUCHHUE W 3HAYCHHUS JIAOOPATOPHBIX MAapPaMeTPOB,
HAOJIOAaEMBIX B XOJI€ JICUCHUSI TIO KaXJAOMY IAalMEeHTY, B BUJE TOYKH, XapaKTePU3YIOIIEHCs 2
KOOpJMHATAMHU: 10 OCH abCIHMCC — UCXO/AHbIE 3HAUCHUS JTaOOPaTOPHBIX MOKa3aresel, a mo ocu
OpIMHAT — 3HAYEHHUA OSTUX Ke TMoKa3zaTenei BO BpeMeHH (mocie Kypca JedeHus). Ecnu
W3MEHEHUH HEe MPOUCXOINT, TOUKA, MPEACTABISAIONIAs KaXKIOTO MalUeHTa, OyJeT HaXOIUThCS Ha
nuHuE 45 rpamycoB. O0muid cABUT rpadrka B CTOPOHY BBICOKHMX 3HAYCHHU MPOSBUTCS B BHIIC
CKOIJIEHUsI Touek (kjactepa) Hax mauHUEH 45 rtpamycoB. Ilockonpky Takoil crmoco0
MIPEICTABICHUS 00BIYHO OTpakaet TOJIBKO 1 BPEMEHHYIO TOYKY
uist 1 Tpynmel, ¢ LENbI0 MHTEPHPETAIUN JAHHBIX MOTPEOYIOTCS CepHH TaKUX TpaduKOB BO
BPEMEHHU I UCCIEeNyeMON M KOHTPOJbHOUM rpyrm. C Ipyroil CTOpPOHBI, yKa3aHHBIM CIOCOO
MPEJICTaBICHUS TO3BOJSET OTPAa3UTh HCXOJHOE M Hauboisiee OTKIIOHsIomleecs: 3HaueHus. OH
JIETKO BBIABISAET PE3KO OTKIOHSIOMIMECS 3HA4YeHUsA (U1 TaKuX 3HAYCHUH PEKOMEHIyeTcs

yKa3bIBaTh UICHTH(PHUKATOPHI MAI[IEHTOB).
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12.4.2.3. KnuHU4ecKd 3HAUYMMble WHAWBUAyallbHbIE  OTKJIOHEeHHMs. Heobxomumo
pOaHaJIU3UPOBATh KIMHUYECKM H3MEHEHHUs, ONpe/eCeHHbIE 3asBUTENEM KakK 3HauuMble. B
pasgenax 12.3.2 u 14.3.3 otuera (cormacHo pyOpHMKamuMu pa3JesioB OTYeTa, yKa3aHHOH B
HACTOALIEH YacTh JOKYMEHTa) HEOOXOJUMO MPEACTaBUTh ONMUCAHHE Ka)XJO0ro MAlUeHTa, Ybd
71a00paTOpHbIE OTKIOHEHHs OBLIM PAaCLEHEHbl KAaK CEpPbE3HOE HEXKENATENbHOE SIBIICHHUE U B
HEKOTOpPBIX  CiydasXx —  Kak  [poyee  3HAUYUMOE  HEXKeJaTelbHOEe  sIBIICHUE.
[Ipn mcnonp30BaHMM LIKajIbl CTENIEHU TOKCUYHOCTH (Hanpumep, BO3, mxana HanuonansHOrO
uHcTuTyTa paka CIIIA) HeoOXoAMMO HE3aBUCUMO OT CTEHEHHM TSKECTH OXapaKTepu30BaTh
U3MEHEHHs, KBaIM(UUUPOBaHHbIE Kak Tspkenble. [lo kaxkaomy mnapamerpy HEOOXOIUMO
NpEeJCTaBUTh aHAIN3 KIIMHUYECKU 3HAYMMbIX U3MEHEHHUH M KpaTKoe ONMCaHue OTMEHBI Teparnuu
1o pe3yibTaraM JabopaTOpHbIX H3MepeHuid. Heo0XoauMo OLEHUTh 3HAYUMOCTh M3MEHEHUU U
UX NPUYMHHO-CJIEICTBEHHYIO CBSI3b C UCCIENyeMON Tepanueil, HampuMep, ¢ IOMOIIbIO aHaIu3a
TaKUX IPU3HAKOB, KaK 3aBUCUMOCTb OT J03bl, KOHLEHTPAIMM JIEKAPCTBEHHOrO Ipernaparta,
HCUE3HOBEHHE B TEUCHME TepanuM, MOJOXKHUTENbHAs peakUuss Ha OTMEHY, IOJOXHUTEelIbHas

peaxiysi Ha BO30OHOBJICHUE U XapaKTep COMyTCTBYIOIIEH Teparnuu.

12.5. )Ku3HeHHO BaXHbBIE TIOKA3aTeJH, JaHHbIE OOBEKTHUBHBIX HMCCIICAOBAHUIN W NpOYHe
HaOrofeHus, 3aTparuBamone  Oe3omacHOCcTh. [logoOHO  abopaTopHBIM — MapameTpam
HEOOXOIMMO TIPOAHAIM3UPOBATh U MPEJICTABUTH CBEICHUS O XKM3HEHHO BAKHBIX IMOKA3aTeIsX,
NPOYMX JAHHBIX OOBEKTHBHBIX HCCIEAOBAaHWH M JPYTHX HAOMIOACHUIX, 3aTPardBaIOIINX
OezomacHoCTh. Ecnm mmerorcss nokazaTenbCcTBa HamWdus (PapMaKoIOTHUECKOTO 3(QeKTa,
HEOOXOJIMMO YCTAHOBUTH BCSKYIO 3aBUCHMOCTH OT JO3bl MJIM KOHIICHTPALUU JIEKAPCTBEHHOT'O
npenapara WM B3aMMOCBS3b C XapaKTEpUCTHKAaMH TAalMeHTa (Hampumep, 3a0oiieBaHHEM,
neMorpauuecKIMH JaHHBIMH, COIyTCTBYIOUIEH Tepamuei), a TakkKe OMHCaTh KIMHHYECKYIO
3HAYUMOCTh HaOmoneHnii. HeoOxoauMo mpu aHamu3e B OTYETE yNENUTh 0C000€ BHUMAaHHE
U3MEHEHUSIM, KOTOpbhle HE OBUIM OTHECEHBl K MEepeMEHHBIM 3()()EKTUBHOCTH, U TEM CaMbIM
pacieHEeHHBIM KaK He)KeJlaTelIbHbIC SBICHUSI.

12.6. 3axmroueHue 0 0€30acHOCTH.

Heo6xomumo npoananu3upoBaTh 00IIyI0 0€30MaCHOCTh UCCIEAYEMOro JIEKapCTBEHHOTO
npemnapara, MmoJpoOHO MPOAHATH3UPOBAB SIBIICHUS, BO3HUKIIHNE BCJICICTBHE M3MEHEHHS JIO3BI,
HEOOXOJIMMOCTH COMYTCTBYIOILICH TEpaIruy, CEPbE3HBIM HEXEIATCIbHBIM SBICHUSIM, SBICHHSM,
BO3HHUKIIUM B OTBECT Ha OTMCHY TCpAIIMU, U JICTAJIbHBIM HCXOOaM. HGOGXOI[I/IMO BBISIBUTH BCEX
IIaIfMCHTOB 15010%0 nux TPpYIIIIbI, MMOABCPKCHHBIX IMOBBIIICHHOMY PHUCKY, HOI[pO6HO
NPOAHATM3UPOBAB TEX M3 HUX, KOTOPHIE SBISIOTCS MOTEHIIMAIBHO YSA3BUMBIMU HIIH MOTYT OBITH

MMPEACTaBJICHBI HEOOJIBIIIUM YHCIOM CY6'LCKTOB (HaanMep, ACTH, 6epeMCHHHe, ocia0JIeHHbIE
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IMOXWJIBIC JIMIA, MaOUCHTBI CO 3HAYWUTCIbHBIMHW HApPYIICHUA MeTaboau3Ma M BBIBCACHU A
JICKApPCTBCHHBIX NPCIIapaToB U I[p) HCO6XO)II/IMO onucaTtb NOCJICACTBUA OLICHKHU 0€e301MacHOCTH

BO3MO>KHOTO IPUMEHEHUS JICKApCTBEHHOTO Tpernapara.
13. O6cyxnenue u obIee 3aKIrYeHIE

JIoJKHBI OBITH KPaTKO M3JI0KEHBI U 00CYXKICHBI PE3yJIbTaThl ONCHKU Y((PEKTUBHOCTH U
0€30MacCHOCTH, COOTHOIICHUS TIOJb3a-PUCK CO CCBHUIKOW Ha TaOJMIBI, PUCYHKH U
COOTBETCTBYIOIIME pa3felbl ordera (Mpu HEOOXOAMMOCTH). JlaHHBINH pa3ien He JO0JDKEH

MMpEaACTaBIATh coboit MMPOCTOC HUTHPOBAHUC OITMCAHNA JAHHBIX UJIM BBOJUTH HOBBIC JAHHBIC.

OOcyxaeHne W BBIBOJBI JOJDKHBI SICHO OXapaKTEepHU30BaTh BCE MOJIYYEHHBIE B XOJI€
WCCIIC/IOBAaHMSI HOBBIE WMJIM HENPEIBUICHHBIC JaHHBIC, TPOKOMMEHTUPOBATh WX 3HAYUMOCTH U
o0CyanTh  BCE  MOTCHOUAIBHBIC  TPOOJIEMBI,  HAampUMEp,  IMPOTHBOPEUUS  MEKIY
B3aUMOCBSI3aHHBIMU TecTaMH. KJHMHWYEcKass 3HAYMMOCTh W BaKHOCTh PE3YJIBTATOB TaKKe
JIOJKHBI OBITH 00CYKIEHBI UCXOJIS U3 APYTUX UMEIOIIUXCS JaHHbIX. JJOIKHBI OBITh yKa3aHbI BCE
cnenu(ruIeckre MPEeMMYIIeCTBA WIH CIIEIUAIBHBIC TPEIOCTEPEIKEHNS, HEOOXOIUMbIE KaK JUIs
OTAEBHBIX MAlMEHTOB, TaK M JUIS TPYIIT PUCKA, a TAKXKE JIFOObIE TOCIEACTBHS sl IPOBEIACHUS
Oyaymmx wuccienoBaHuil. B kauecTBe anbTepHATHBHOTO BapUaHTa, pPE3YJBTaThl TAaKHX
00Cy>/IeHUIl MOTYT OBITh BKJIIOUYEHBI B pe3loMe Mo 0e30macHOCTH U 3()(HEKTUBHOCTH B COCTaB

PETUCTPAIIMOHHOTO OChEe (MHTETPUPOBAHHOE PE3IOME).

14. Tabnuipl, pUCYHKH, rpaduKy, Ha KOTOPbIE JaHbl CCHUIKH, HO KOTOpPbIE HE BOIIU B TEKCT
oTyeTa

PucyHku [OJDKHBI HCHOJB30BATBCA JUISL TpaUuecKoro OTOOPaKEeHHMsI BaKHBIX
pe3yJIbTaTOB WIN Ui MOSICHEHUS PE3yJIbTaTOB, KOTOPHIE CIIOKHBI U BOCHPUATHS B (opme

TaOJINIL.

Baxnple aemorpaduueckue JaHHBIE, a TakXke JgaHHble MO0 d3(dekTuBHOCTH W
0€30MacHOCTH JOJKHBI OBITH MPEACTABICHB! B CBOJHBIX PUCYHKaX M TaOJIHMIIaX B TEKCTE OTYETA.
Ecnm 5T0 HEBO3MOXHO ClIeNaTh 10 KaKUM-JIN00 TPUYMHAMU, HAIPUMED, U3-3a Pa3MEPOB HIIH HX
KOJINYECTBA, MX HEOOXOJMMO TPEACTAaBUTh B JAaHHOM pasJelie OT4eTa C YyKa3aHHEeM
NEPEKPECTHBIX CCHIJIOK Ha TEKCT, a TaKXe BCIOMOTATEIbHBIC WM JONOJIHUTENbHBIE PUCYHKH,

Ta6J'II/IIILI HJIU IICPCUHU.

B mannOoM pasacice oT4eTa O KIIMHUYCCKOM MCCICAOBAHUN MOXKET OBITH mpeacTraBjICHA

ciemyrommas “tHGpopMaIus:
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14.1. Jlemorpaduieckue qaHHbIC (CBOIHBIC PUCYHKH, TAOJIHIIBI ).

14.2. Jlannpie 110 3P PeKTUBHOCTH (CBOJHBIC PUCYHKH, TaOTHIIHI).

14.3. JlanHble mo 6e30macHOCTH (CBOJIHBIE PUCYHKH, TAOJIHUIIbI):
MPEIOCTABJICHNE JJAHHBIX O HEXKETATEIbHBIX SIBICHHUSX;
MepeUeHb CIIyYaeB CMEPTH, IPYTHX CEPhE3HBIX M 3HAYUMBIX HEXKEIATCIbHBIX SBJICHHIA,

ONMCAHUE CIy4aeB CMEPTH, APYIMX CEPbE3HBIX M HEKOTOPBIX JPYTHMX 3HAYUMBIX

HEXCIJIaTCIIBbHBIX HBHeHHﬁ;

MepeueHb OTKJIOHSIOUIMXCS OT HOPMBI TOKa3aTesel J1ab0opaTOPHBIX HCCIIENOBaHUM (110

Ka)XJJOMY HallUeHTY).
15. Cnucok nuTepatypbl

JlomxeH OBbITh NPENOCTaBIIEH CIUCOK HAy4YHBIX CTaTed W3 JIMTEpaTypbl, UMEIOLIEH
OTHOILICHHUE K OLIEHKE Pe3yJIbTaTOB HMcciaenoBaHusa. Konnuu BakHbIX MyOaMKanui JOJKHBI ObITh
npenacTaBieHbl B mpuiokeHusax 16.1.11 u 16.1.12 k otdery (cormacHo pyOpHKaluu pa3aeioB
oT4eTa, YKa3aHHOM B HacToAIlIeH yacTu JoKyMeHTa). CCBUIKM Ha JHMTEpATypy OJDKHBI OBITh
IIPEIOCTABIIEHBI B COOTBETCTBUM C MEKIYHApOIHBIMU cTaHAapTaMu (BaHnkyBepckas aexnapanus
1979 r. «Enunbie TpeOOBaHUSAM K PYKOIMHUCAM, TMPEACTABIIEMbIM B OHOMEIUIIMHCKHE
KYpHaJIbl»), MexrocynapctBeHHbIM cranpaprom ['OCT  7.1-2003 («bubnuorpaduueckas
3amuch. bubnuorpadudeckoe onucanme. OOmMe TpeOOBaHHS U MPaBHIIA COCTABJICHUS») WIH

CHCTEMOI, TpuMeHsieMoii B pepeparuBHOM KypHaie «Chemical Abstractsy.
16. Ipunoxenus

B nanHOM pazgene JOMKEH ObITh MPEJICTAaBlIEH IE€peueHb BCEX MPHIIOKEHHH,
IIPEACTABJICHHBIX B OTUYETE II0 MCCIENOBAaHUIO. B cilydae IoilydeHusl pa3pelieHuss CO CTOPOHBI
YIOJHOMOYEHHOIO OpraHa HeT HeOoOXOJUMOCTH MPEOCTaBISATh HEKOTOpbIE IMPHIIOKEHUS B
OTYeTe, HO OHM JIOJIKHBI OBITh TOTOBBI K NPEIOCTABICHUIO IO TPEOOBaHUIO. 3asBUTEIb JTOJIKEH
SCHO 0003HAUUTH MPUJIOKEHMS, KOTOpble OYyIyT NMpeAcTaBiEHbl ¢ OT4eTOM. {11 TOro, 4ToObI
OPUWIOKEHUsT ObUTM JIOCTYNHBI IO TpPeOOBaHUIO, CJleIyeT O0ecrneYuTh HMX OKOHYATEeNIbHOE

YTBCPIKACHHUEC KO BPpECMCHHU NPCAOCTABIICHUA OTUCTA B ynOHHOMO‘IGHHLIfI opras.

IIpunoxkeHus K OTYETYy pPAacloaraloTCs B CIEAYIOIIEM IOPSAKE U HYMEpPYITCS IO

cleayromen pyopuKkammm:
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16.1. Uadopmarus o0 ucciaea0BaHUM:
16.1.1. mpOTOKOJI U MONPABKH K TPOTOKOITY;
16.1.2. obpazen; MHAUBUAYAIBHON PETUCTPALIMOHHOMN KapThl;

16.1.3. mepeuenr ICO (HOK), o6pa3ipl nmucbkMeHHOW WHGOPMAIUU IS MMAIMEHTOB U

dbopmbl HHOOPMUPOBAHHOTO COTIIACHST;

16.1.4. mepevyeHb U XapaKTEPUCTUKU MCCIEIOBATENCH, a TaAKXKE JPYTUX OTBETCTBEHHBIX
JIUI] UCCJIEIOBaHMs, BKIIIOYast KpaTkoe pe3tome (1 crpanuia) nub0 SKBUBAJICHTHOE OIMCAHUE
oOyueHHss W oOmbiTa pabOThl, HWMEIOIIET0 OTHONICHHE K MPOBEICHHUIO KIMHHYECKOTO

HCCIICA0BAHUS,

16.1.5. mognucu TIABHBIX UCCIENOBATeNel, HcCcenoBaTeNliel KOOPAMHATOPOB MM
OTBETCTBEHHOTI'O MPEACTABUTENS CIIOHCOPA — B 3aBUCUMOCTHU OT TpeOOBaHUI yINOJIHOMOYEHHOIO

oprasa;

16.1.6. B ciiydae HCIOJIB30BaHUS B HCCIEAOBaHWUU Ooyiee 1 cepuu HCCIEITyeMOTO

npenapara — HepeIYHu KOAOB MALIUCHTOB, ITOJYUAaBIIUX IMPEIApaThl pa3HbIX cepnﬁ;

16.1.7. cxema paHAOMH3allid W KOABI (MICHTU(HUKAIUS TAIMEHTOB W Ha3HAYEHHOE

JICYCHHE),
16.1.8. cepruduxaTs! ayuta (eciau MPOBOIUINCH);
16.1.9. nokymeHTanus 1Mo CTaTUCTUYECKUM METOAaM;

16.1.10. nokyMeHTanusl MO METOJMKAM BHYTPEHHEW J1a0OpaTOpPHOW CTaHIAPTU3AIMH U

nporeaypam obecrneueHus KauecTBa (€CiIu MPUMEHSIINCH);
16.1.11. myGnukarnuu, 6a3upyrouuecs Ha TaHHOM HUCCIIeI0BAaHUMY;
16.1.12. BaxHBIC MyONIHMKAIIMN, HA KOTOPHIE CCHIJIAIOTCS B TAHHOM OTYETE.

16.2. TlepeueHb JaHHBIX MO CyOBEKTaM HCCIICIOBAHUS:

16.2.1. mepeueHb CyOBEKTOB, KOTOPBIE TOCPOYHO BHIOBLITU M3 UCCIICIOBAHMUS,
16.2.2. OTKJIIOHEHHUS OT IPOTOKOJIA;
16.2.3. manueHThl, KOTOPBIX UCKIIOYMIIN U3 aHaln3a 3P PEeKTUBHOCTH;

16.2.4. nemorpaduyueckue 1aHHbIE;
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16.2.5. cobmoienne pexuma JedeHusl («KOMIUTIaieHe») U (MJTK) TaHHBIC O KOHIIEHTPAIIH

JIEKapCTBEHHOTO CPECTBA (MPU HATTUYHH);
16.2.6. uHAMBUAYaTbHbBIC TaHHBIE OTHOCUTENBHO 3(EKTUBHOCTH;
16.2.7. mepeveHb HEXKENATEIbHBIX SABJICHHUH (110 KaXKIOMY CYOBEKTY);

16.2.8. mepevyeHh ~MHAUBHUAYaJbHBIX IIOKa3aTeNe Ja0OpaTOPHBIX  HCCIEIOBaHUMN

annueHTOB, CCIIN Tpe6yeTc;1 YIOJIHOMOYCHHBIM OPraHOM.

16.3. UnauBuayanbHbie peructpaimonasie kaptol (MPK).
16.3.1. UPK mno caywasM cmepTH, APYTUM CEPbE3HBIM HEXEIAaTEeIbHBbIM SIBICHUSM H

CJIydasiM BBIBEJICHUS U3 MCCIICIOBAaHUS B CBSI3U C PA3BUTHEM HEXKEIATENbHBIX SIBICHU;
16.3.2. npyrue UPK, npeacraBieHHble HA paCCMOTPEHUE.

16.4. IlepeueHb TaHHBIX MO KaXJA0MY CyOBEKTY HCCIIEJOBAHUSI.
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[MPMJIOXEHUE Ne 2

K [IpaBuiiam Hamiexxalen KIMHUYECKON
IIPaKTUKU EBpa3uiicKoro 3JKOHOMUUYECKOI0 COI03a

HaumenoBanue crioncopa
(xomMmaHun):

HaunmenoBanue roroBoro
npemnapara

HaunmenoBaHue akTUBHOTO

®POPMA
CHHONCHCA (KPATKOI0 ONMMCAHUA KINHHYECKOr0 UCCJIe0BAHUS)
OtnenbHas Tabauna (ITone ncnonezyercs
MCCIICIOBAHMSI, OTHOCSAIIASICS K | TOJIBKO
YaCTH J0ChE HalMOHAIEHBIMH
YIOJTHOMOYEHHBIMU

Tom: OpraHamH)
Crpanuna:

HUHI'pEANUCHTA:

Hassanue ucciaenoBanus:

Uccnenosarenu:

HccnenoBaTenbCKuil LIEHTP:

[Ty6nukanus (cchuika):

Uccnenyemsrii nepuos (rona):
(mara Havana Habopa)
(mara mocjeHero BU3HTA)

da3za pa3paboTKH mpenapara:

Lenu:

Metonomnorus:

Uwucno nanueHToB (3ariaHupoOBaHHOE U MPOAHATM3UPOBAHHOE):

I[I/Ial"HO?» N OCHOBHBIC KPUTCPUHU IJIA BKIIFOYCHUA:

Uccnenyemslii mpenapar, 103a U ciocod NPUMEHEHHS], HOMED CEPUHU:

HpO)IOJ'DKI/ITCJ'ILHOCTB JICUCHHA .
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HaumeHnoBanue crioncopa
(koMIaHumn):

HaunmMeHoBaHue roToBOTO
npernapara

HaunmenoBanue akTUBHOTO
WHTPEIMCHTA!

OtnenpHas Tadimma
HCCIEI0BAHNS, OTHOCAILASCS K
YaCTH JOChE

Towm:

Crpanuna:

(ITome ucmonp3yeTcst
TOJIEKO
HAIIMOHATLHBIMU
YIOOJIHOMOYCHHBIMU
OpraHaMH)

[Ipenapat cpaBHEHus, 1032 U CLIOCOO MPUMEHEHUS, HOMEP CEpUU:

Kpurepun onenku:
D PexTUBHOCTD:

beszonacHocTh:

CraTucTHYECKHUE MCTOBbI:

KPATKHM OB30P — BHIBO/IbI

PE3VJIBTATHI OHEHKU DOPEKTUBHOCTU:

PE3VJIbTATBI OIEHKU BE3OITACHOCTH:

3AKJIIOYEHHUE:

Jara oTuera:




I[MTPUJIOXXEHHUE Ne 3

K [IpaBuniam Hagiexkaiie KIMHUYECKON
MpakTUKU EBpasuiickoro 3KOHOMHYECKOT0 COr03a

POPMA
CTPAHHMIbI NOANMCH [JIABHOI0 MCC/IeI0BATe I HJIH HCCIEA0BATE/IA-KOOPIMHATOPA

I[MOAITMCH I'N'TABHOI'O NCCIIEAOBATEJIA
NI UCCIIEJOBATEJIA-KOOPJUHATOPA
NJIM OTBETCTBEHHOI'O MEJIUIITMHCKOI'O
CIIEIUAJIMCTA CIIOHCOPA

HA3BAHUME UCCIIEQOBAHMS: ..o,

NCTIOJIHUTEJIb UCCIIEHOBAHUSA: ..o

bl npoyunTal HaCTOSIIJ_II/Iﬁ OTYET H, OCHOBEBIBAJACh Ha MOCM 3HAHUU JaHHOI'O HCCIICAOBAHMA,
HaCTOAIIMM IOATBCPXKAAKO, YTO B HEM IIPaBUJIBHO M3JIOKCHBI MPOHEAYPhBI MIPOBCIACHUSA
HCCJIICOOBAaHUA U €TO PC3YyJIbTATHI.

NCCIIEAOBATEJIb: ITOAITNCDH

nim OTBETCTB‘»’EHHBH‘/JI
MEJUIWHCKWHN CIIEHUAJIUCT
CIIOHCOPA

BJIAAEJIELl OTYETA:

JIATA:




[MTPUJIOXXEHHUE Ne 4

K [IpaBuniam Hagiexkaiie KIMHUYECKON
MpakTUKU EBpasuiickoro 3KOHOMHYECKOT0 COr03a

®OPMbI
IUIAHA U IM3aHHa KINHHYECKOr0 MCCIe10BaAHUSs

I. ITman KIMHUYECKOrO UCCIEIOBAHMS U Fpaq)I/IK €ro OLCHKHU

I[NEPUO/J JIEUEHUA A B C
B1 B2 Cl C2

Tectupyemslii npenapat/ Tectupyemslii mpenapat/

Uccnenyemblii mpenapat Uccnenyemslii npenapat

A A

S Mr 10 mMr 10 mr

BBoaurin
MEpUOJT

Vcceqyemslii mpenapat/ Hccnenyemslit mpemapat/

lccrenyemslii penapar Uccnenyemslii npenapar

B B

Swmr 10 mr 10 mr
Henenn -2 (-3) 0 3 6 9 12
Buzur 1 2 3 4 5 6
Tect ¢ ¢pusnueckoit Harpy3koii 24 g X! X2 X X X X
Memununckuii anamHe3 X
DdusukaapHOE 00CIeI0OBaAHNUE X X
OKI' X X
JlabopaTopHble uccaea0BaHus X X
HexxenarenpHble IBICHUS X X X X X

11420 IHEH mocie Bu3ura 1.
2 1-7 nueit mocite TIEPBOTO JHS TeCTa C GU3HUIECKON HArpy3KOH.
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II. /In3aitH KIMHUYECKOTO UCCIIeI0BaHMs U rpadiK €Tro OLICHKH

(popma)
JIBoiiHOE ciemnoe
[Tname6o
IIpocroe cnemnoe | | |
CKpUHUHT [Tnae6o mepuos Joza 1
1 2 3 4 P | | | 11
Busur | | | I |
(7mn)  (7mr)  (78H) (7mn) Jloza 2 (141mH)
| | | 10
Joza 3 |
(7ma)  (7ma)  (7an)  (77H)
5 6 7 8 9
(popma)
OneHka CKpUHUHT BBoaHbIM Hcxonuprit Jleuenue HabGnronenue
Henens -2 -1 0 1 2 3 4 5 6 7
WNupopmupoBanHoe X
corjiacue
Anamues X
dusuKaIbHOE X X
00cie10BaHNE
D¢ (heKkTUBHOCTS:
[lepBuunas X X X X X X X X X X
nepeMeHHas
Bropuunsie X X X X X X X
nepeMeHHbIE
besomacHoOCT:
HexenarennHble X X X X X X X X X X
SIBIICHHS
JlaGopaTopHbie X X X X X X
TECTHI

Macca Tena X X X X




[MTPUJIOKEHUE Ne 5

K [IpaBuiiam Hamuiexxale KIMHUIECKON ITPAKTUKHU

EBpaSHﬁCKOFO 3KOHOMHNYCCKOI'O COKO3a

®OPMBbI
npeacTABJIeHHs pacnpe/ie/ieHUsl MANMeHTOB
[Ipumep 1
Pacnpenenenue nauueHTOB
N=1.724
BCEr0 MAIMCHTOB TOJTy4Yajio JCUCHUE B JIBOWHOM CJICTIOM JH3aiiHe
N =340 = = = ~ E
pexum A pexum B pexum C pexum D PEKUM
N =281 N=59 N= N= N= N= N= = N= N=
3aBEPILUIIO BBIOBLIO 3aBEPIIIIIO BBIOBLIO 3aBEPILUIIO BEIOBLIO 3aBEPILIIIIO BBIOBLIO 3aBEPILUIIO BHIOBLIO

HEXKEJATEIbHOC SIBJICHHUE
(20)

HEI0CTaTOYHAs

s dexktuBHOCTS (1)
TIOTEPSHBI JUIS
HaOmoaeHus (6)

JPYTHE METUITMHCKUE

HEXXEJIaTeIbHOEC SBIICHHE
(19)

HEIOCTaTOYHAs

3¢ hekTuBHOCTS (2)
TIOTEPSIHBI JISI
HaOmroaeHus (8)

JIPYTHE MEIUITMHCKUE

HEXKeJIaTeIbHOE SBJICHHE
(26)

HEI0CTaTOYHAas

s dexruBHOCTS (1)
TIOTEPSIHBI JIsI
Ha0moaeHus (7)

JPYTHE METUITTHCKUE

HEXKEJATEIbHOC SIBJICHHUE
(24)

HEIOCTaTOYHas

s dextuBHOCTS (1)
TIOTEPSHBI JUIS
HaOmroaeHus (6)

JPYTHE METUITMHCKUE

HEXKEJIaTeIbHOE SBIICHHE
(42)

HEIOCTaTOYHAs

s dpextuBHOCTS (0)
TIOTEPSIHBI JISI
HaOmroaeHus (6)

APYTUe MEIUIMHCKUE
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NpUYHHBI (5)
JIpyrue HEeMEeIUIIMHCKHIE
MPUIHHBI (5)
Hapy1ieH rnpotokoi (10)
perienue nanuenTa (12)

MPUYHHBI (8)
Ipyrue HeMEeAUIIMHCKIE
pUIHHBI (4)
Hapy1ieH npotokoi (10)
petenue nanuenTa (10)

MPUYUHEI (4)

JIpyrue HeMEeIUIIMHCKIE
MPUIHHBI (6)

HapyIIeH npoTokod (3)
peuieHue nanueHTa (25)

MPUYHHBI (8)

JIpyrue HEeMEIUIIMHCKHIE
npuauHbI (7)

HapylIeH MpoToKoJI (6)
perieHue nanuenTa (27)

npuanHbl (14)

Ipyrue HeMEeAUIIMHCKIE
npuarHbI (1)

HapylieH npotokoi (14)
petienue nanuenTta (15)

N=1.361

HaI_II/ICHTH, 3aBCPIIMNBIINC UCCIICAOBAHNC




Pacnpenenenue nanueHToB

[Tpumep 2

N=2670
CKPUHHUPOBAHO
MAIUCHTOB
|
N=1732 N=938
PaHAOMU3HPOBAHO MPUYUHBI BEIOBITHS
MaIEeHTOB IpU CKPUHUHTE:
(300)
(271)
N=8
HE TOTyYaJId HUKAKOTO
JIeYeHUsl, IPUYNHBIL:
(2) N=1724
(4) MAIUCHTHI, TIOJTyYaBIIIHE
(2) JIeYCHHUE B ABOMHOM
cJICIOM Iu3aliHe
N= N= N=
pexum A pexum B pexum C
I | |
| | I | |
N= N=
3aBEPIINIIO BBIOBLITO

HexenaTelbHoe sBieHue (20)
HEYyAO0BJIETBOPUTEIbHBIN
otBeT (32)

IP. ..
Ip. ......




I[MTPUJIOXXEHHME Ne 6

K [IpaBuiiam Hamuiexxale KIMHUIECKON ITPAKTUKHU
EBpa3uiickoro s5KOHOMUYECKOTO COK3a

POPMA
NpeacTaBJdCHUsA MEPECIHA NANUCHTOB, JOCPOYHO IIPEKPATUBIIHUX IMIPUEM Ipemapara

Uccnenosanue Neo
(Mnentudukanus Habopa TaHHBIX)

[lepeueHp nanMeHToOB, JOCPOYHO MPEKPATUBIIUX MIPUEM Npenapara

LenTp:
JleueHue ITanmenr ITon Bospact IHocnegnuii JlnntenpHocTe Jlo3za ComyTcTBVIONIEE [IpuunHbI
No BU3HT JICUCHUEC [pEeKpaIieHus
Hccnenyemslit mpenapat (3KCIepUMEHTAIbHBINA TIpenapar) Hexenarenbnas
peakius*
[ ]
[ ]
HeaddexruBHOCTH
npemnapara
JleueHue ITanmenr ITon Bospact IHocnegnuii JlnntenpHocTe Jlo3za ComyTcTByIONIEE [IpuunHbI
No BU3HT JICUCHUC [pEeKpaIieHus
IIpenapar
CpaBHEHUS
JleueHue ITanment ITon Bospact IHocnegnuii JlnntenpHocTe Jloza ComyTcTBYIONIEE [IpuunnbI

No BU3HUT JICUCHUC [pEeKpaIieHus



[Tnane6o
(IToBTOPUTH AJI APYTUX LIEHTPOB)

[Tpumeuanue: * Cnenuduueckas peaxiys, sBUBLIasCS IPUUHMHOMN NpeKpalleHus npuemMa
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K [IpaBuniam Hagiexkaiie KIMHUYECKON
MpakTUKU EBpasuiickoro 3KOHOMHYECKOT0 COr03a

POPMA
NepeYyHs NAHEHTOB U HA0JII01eHHIi, HCKIIOYEeHHBIX U3 aHAIU3a 3 (PeKTUBHOCTH

HUccnenosanme No
(Mnentudukanus Habopa TaHHBIX)

HepequL IIannMCHTOB U Ha6J'IIO,I[eHPII>i, HCKIIIOUCHHBIX U3 aHaJInu3a Bq)(l)eKTI/IBHOCTI/I

Lentp:

Jleuenue [Tanment Ne Ilon Bospact MHckirodeH u3 [IpruunnsI
HaOJr01eHUs IPEKpALIEHUS

Hccnenyemslil penapar (3KcepyuMeHTaIbHBIN Ipenapar)

Jleuenue [Tanment Ne Ilon Bospact HckirodeH u3 [TpyuunnsI
HaOJr01eHUs IIPEKpALIEHUS

IIpenapar

CpPaBHEHHUS

Jleyenue [Tarment Ne Ilon Bospact HckirodeH u3 ITprnynnel
Ha0JII0/ICHUS IpeKpaneHus

[Tnane6o

(IToBTOPUTH AJIA APYTUX LIEHTPOB)

CrpaBo4HbIe TaOJIHUIIBI

Kpatkoe 06061menue:
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K [IpaBuniam Hagiexkaiie KIMHUYECKON
MpakTUKU EBpasuiickoro 3KOHOMHYECKOT0 COr03a

POPMA
ydeTa 4yucJia NalueHTOB U Ha0I10eHUIl, HCKJIIOYEHHBIX U3 aHAIU3a 3P (PeKTUBHOCTH

Uccnenosanue Ne
(Mnentudukanus Habopa TaHHBIX )

Yucno manueHToB ¥ HAOMOACHNH, HCKITIOYEHHBIX U3 aHAN3a d3PPEKTHBHOCTH

Uccnenyemplii ipenapat (3KCIEpUMEHTAIBHBIN TTpenapar) N=
Henena
[Mpuunna 1 2 4 8
Hroro

AHanoruynoie Ta6J'II/IIII)I JOJIZKHBI OBLITH MMOATOTOBJICHBI JISI APYTUX I'PYIII JICUCHUA.
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K [IpaBunam Hajiexkaie KIMHUYECKON
MpakTUKU EBpa3suiickoro 3KOHOMHYECKOT0 COr03a

TPEBOBAHUA
K pasaeay 11.4.2 «ctaTucTHYecKHe (AHAJTUTHYECKHE) BOMPOCHD) 0TYETA 0 KIMHHYECKOM
HCCJIJOBAHNHU U NPUJIOKeHHs 16.1.9 Kk oT4eTy 0 KJIMHUYECKOM HCCJIeJOBAHUHU

I. Cratuctrnueckuii aHanus

1. B mpunoxxeHnn HEOOXOAMMO TPEACTaBUTH MOIPOOHOE OMHCAaHHE CTaTHCTUYECKOTO
aHamu3a KaXJ0i NepBUYHOM mnepeMeHHOW 3¢ (eKTUBHOCTH. MuHUMaIbHBIE TpeOOBaHUS K
JeTaTM3UPOBAHHOMY OTYETY:

a) CTaTHCTUYECKass MOAENb, JieKalas B OCHOBe aHanm3a. OHa MOJICKUT TOYHOMY MU

IMMOJIHOMY OIIMCAHUIO, IIPU H606XOI[I/IMOCTI/I CO CCBbUIKAMHU Ha JIUTCPATYPY,

0) GopMyaMpOBKa HCCIEAYEMOr0 KJIMHUYECKOTO IPEINOJIOKEHNs, BBIPAXKEHHAs B
KOHKPETHBIX CTaTUCTMYECKHX TEPMHHAX, Hampumep, B ¢GopMme HYJICBOH W albTepPHATUBHOU

TUIIOTE3;

B) CTaTUCTUYECKHE METObI, MWCIOJIb30BAHHbIE Ui OLEHKH H(PQeKTa, MOCTPOCHHUS
JIOBEPHUTEIBHBIX HMHTEPBAJIOB M Ap. B COOTBETCTBYIOMMX CIydasX HEOOXOIUMO YKa3bIBaTh

CCBUJIKU Ha JIUTEPaTypy;

I') JONYLIEHHUS, JIeXKAIEe B OCHOBE CTaTUCTHYECKHX MeTon0B. Heobxoaumo, HacKoIbKO
3TO TMO3BOJISIOT CTATUCTHUYECKUE BBIKJIAJIKU, I0KA3aTh, YTO JAHHBIE YIOBJIECTBOPSIOT KIHOUEBBIM
JOMYIEHUSM, OCOOCHHO TPU HEOOXOAMMOCTHU IMOJITBEPKACHUS 00OCHOBAaHHOCTH 3aKJIIOUEHUI.
Ecnu 3asiBUTENEM TIpOBEIEHBI OOMIMPHBIE CTATUCTHYECKUE aHAIN3BI, HEOOXOAUMO PaCCMOTPETh
CTENEHb UX COOTBETCTBUS 3aIIAHMPOBAHHBIM [0 TOJYYEHUS PE3YyJbTATOB HCCIEAOBaHUS, M,
€ClIi OHHM HE COOTBETCTBYIOT JApYr Jpyry, HEOOXOJUMO OIucaTh, KakuM o0Opa3oM mpu
MOCTPOCHUU BBHIBOJIOB B IIEJISX HCKIIOUEHUS CYOBEKTHUBHOW OIMMOKU (CYOBEKTHBHOCTH) ObLIN
BbIOpaHbl KOHKPETHBIE BHJBl aHaIM3a. JTO OCOOEHHO BaXHO [UIsl AHAJIW30B MOATPYIIIL,
IIOCKOJIBKY €CIIM OHM He OBLIM 3allJJaHWPOBaHbl, IMOAOOHBIE aHAIW3bl, KaK IpPaBUJIO, HE

o0ecrneynBaroT HaJICKHBIX OCHOBAHMI JIJIs OJHO3HAYHBIX BBIBOJIOB. HpI/I OTOM:

€CIM JaHHbIE O COOBITUAX MOJBEPrajiuch MPeoOPa30OBaHMIO, CJIEAYET MPEACTABUTH
000CHOBaHHE HEOOXOAMMOCTH MpeoOpa3oBaHUS [AaHHBIX, a TaKXKE HMHTEPIPETAIHIO OLEHOK

3 PEeKTOB JeUCHHS, OCHOBAHHBIX Ha MPe0OpPa30BaHHBIX JTaHHBIX;



o0Cy/IeHue TPAaBMWIIBHOCTU BbIOOpAa CTAaTUCTHUYECKUX MpoLEeAyp M OOOCHOBAaHHOCTh
CTaTUCTHYECKUX 3aKIIOYEHUH OyayT SABISATHCS OTIPABHOM TOYKOW s  CTATHUCTHKA

YIOOJHOMOUYCHHOT'O OpraHa Impu OonpeaciicHuun HGO6XO[[I/IMOCTI/I IMOBTOPHOI'O aHAJIM3a JAHHBIX;

1) KpUTEPH 3HAYUMOCTH, BBIOOPOYHOE paclpeiesieHue KPUTEpPHUs 3HAYUMOCTH NpHU
CIPABEIJIMBOCTH HYJIEBOM TMIOTE3bI, 3HAUEHHUsS] KPUTEPHUS 3HAYUMOCTH, YPOBEHb 3HAYMMOCTU
(T.e. p-3HayYeHHE) U MPOMEKYTOUHbIE CBOJHBIEC JaHHbIE B (hopMaTe, MO3BOJISIOUIEM CTATUCTUKY
YIOOJTHOMOYEHHOTO OpraHa OBICTPO U JIETKO BEpU(PHUIMPOBATH PE3yNbTaThl aHAIM3A.
HeoOxonuMo ykasatrh, SIBIAIOTCS JIM P-3HAYCHHUS OJHO- WM AByCTOpoHHHUMH. HeobGxomnmo

npeaACTaBuTh 000CHOBAHHS UCHOJIHL30BAHUS OIHOCTOPOHHUX KPHUTCPHUCB,

€) aHaJu3, OCHOBAHHBI Ha NpuUMeHeHuu kputepus CTbrofeHTa (t-KpUTEpHil) JOIKEH
coJepkKaTh 3HaYEHHUs t-CTATUCTUKH, CBA3aHHBIE C HEW CTENEHU CBOOO/bI, P-3HAYEHUE, BETMUNHBI
JBYX BBIOOPOK (IpymIl), CpeHee M AUCIEPCHUI0 KaXJIO0W U3 BBIOOPOK, OOBEAMHEHHYIO OLEHKY
mucnepcud.  JIOKyMEHTalMsi MHOTOLIGHTPOBBIX — MCCIICJJOBAHMM, IPOAHAJIM3UPOBAHHAs C
MOMOIIbIO AMCIIEPCHOHHOTO aHaJIM3a JOJKHA BKJIHOYATh CIEAYIOLME MUHUMAJIbHBIE CBEICHUS:
TaOJIMUIy AMCIEPCUOHHOIO AaHAlIM3a C BBIAEICHUEM LEHTPOB, JIEKAPCTBEHHBIX MPENapaTos,
s¢¢exra B3aUMOJEHCTBHA S3TUX (AKTOPOB, OCTATOYHYIO M o0Ouryro aucnepcuu. Jlns
UCCJIEIOBAaHUM € NEPEKPECTHBIM IU3alHOM JOKyMEHTallus JOJDKHA BKIIIOYATh CBEACHMS O
MOCTIEI0BATENbHOCTAX BKJIIOUEHUS TMAllMEHTOB, MAlUEHTaX BHYTPU IOCJIEI0BATEIbHOCTEN,
HCXOIHBIX 3HAYCHMSAX B Hayaje KaXZOro IEepUOJa, OTMBIBKE M JJIUTCIBHOCTH OTMBIBKH,
BBINA/ICHUAX B TEUEHUE KAKIOrO NEPUOA, JIEKAapCTBEHHBIX IIpenapaTax, epuojax, JUCIEPCHH,
00yCIIOBJICHHOM B3aMMOAEHUCTBUEM 3THX (DaKTOPOB (JIEKAPCTBEHHBIX MpPENapaToB U MEPUOJIOB),
OCTaTOYHOH M o0miei nucnepcusx. s KaKA0ro HCTOYHUKA U3MEHUMBOCTH, UCKIIIOUasi OOIIyIO
TCTIEPCHIO, B TaOJHIIe HEOOXOAWMO yKa3aTh CTEIEHH CBOOOIBI, CYMMY KBaJpaTOB, CpeaHee
KBaJpaTUYHOE, COOTBETCTBYIOIIMH KpuTepuid F, p-3HaueHWe M cpeaHee 3HAYEHUE CYMMBI

KBaApaToB,

) B KaXIbli MOMEHT HAOMIOJEHUI MPOMEXYTOYHBIE CBOJHBIC JaHHBIC JIOJKHBI
oTpaXkaTh JeMorpauueckue XapakTepUCTUKU W JaHHBIE, COAEp)KallHe OTBETHl Ha JICYCHHE
(YCpeaHeHHBIE WM CTPYNIIHPOBAHHBIE MHBIM O0pa3oM) MO KaXKIO0H KOMOHMHAIIMU «IICHTP-BHI

JedeHus» (WU IpYyroMy 3JIEMEHTY Ju3aiiHa, HalpuMep, OCIe10BaTeIbHOCTH).
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II. ®opmat u conepkanue Tpedyemoit HHpopMaIiH, oAaBaeMoi O 3aMpocy dKCIepTa-
CTaTHCTHKA YIOJHOMOYEHHOI'O OpraHa.

2. B ordere KaxXIOro KOHTPOJIUPYEMOTO KIMHUYECKOTO HCCIEAOBaHUS HEO0OXOIUMO
yKa3blBaTh TEPEYHH MaHHBIX (TaOMUYHBIE) O TMAalMEHTaX, HCIOJIb30BAaHHBIX CIIOHCOPOM B
CTATUCTUYECKUX aHAIM3aX, U TAOIHIIbI, TTOATBEPKIAIONINE BHIBOJBI U OCHOBHBIC HAXOAKH. JTH
NepeyHu  JaHHBIX  TpeOyIOTCS  CTATUCTHKY  YIMOJIHOMOYEHHOTO  OpraHa, MO3TOMY
YHIOJTHOMOYEHHBIE OpraHbl BIpaBe 3alMpOCUTh Yy CIOHCOpa NPEACTaBUTh 3THU IEPEUYHU B

9JICKTPOHHOM BU/IC.



IMPUJIOXXEHHUE Ne 10

K [IpaBuniam Hagiexkaiie KIMHUYECKON
MpakTUKU EBpasuiickoro 3KOHOMHYECKOT0 COr03a

NEPEYEHD
MOMPABOK K pa3ejaM KIHHHYECKOT0 HCCIeJ0OBAHUS, KOTOPbIe PACCMATPUBAIOTCS KAaK
CylLIeCTBEHHbIE

1. B ciiydae BHeceHHMsT M3MEHEHHUI B pa3/esibl MPOTOKOJIA KIMHUYECKOTO HCCIIEIOBaAHUS
CTIIOHCOpP JJISl PacCCMOTPEHHUSI TOMPABKM B KadeCTBE CYMIECTBEHHOW JAaeT OICHKY 3HAYMMOCTH
MOMPABKU B OTHOIICHWU PUCKA U OXHUAAEMOH IOJIb3bl AJI MAlleHTa MCCIIEOBAHUS, a TaKKe
HAYYHOU LIEHHOCTHU UCCIICIOBAHHUS.

2. [MonpaBku K paszaelaM KIMHUYECKOTO HCCICIOBAHUS CUHTAIOTCS CYIICCTBEHHBIMH,
€CJIM OHM MOTYT TIOBJTUSITh Ha:

a) 6e30macHOCTh WU HU3UIECKOE JINOO0 MCUXUYECKOEe OJIaronoyqne marreHTa;

0) Hay4YHYIO IICHHOCTh MCCIIECIOBAHUSI.

3. CyliecTBeHHBIMU TIOTIPaBKaMH K pasjiefiaM KIMHHYECKOTO HCCIIECIOBAaHUS MOTYT
SIBISITBCS CIICYIOIIHE H3MCHEHIIS .

4. VI3aMeHeHwusl B IPOTOKOJIC UCCIIeIOBAHUS (MCTIBITAHMS ):

1[eJIb UCCIIEI0BAHUS;

JIHN3aliH UCCIICIOBaHUS;

MH(OPMHUPOBAHHOE COIJIACHUE;

nporeaypa oroopa cyobeKTOB (ITalleHTOB);

nokasareiu 3pPpeKTUBHOCTH;

cxema 3abopa Ononoruueckux o0pasIos;

n00aBIIeHUE WM NCKITIOUYEHUE TECTOB MITH TTOKa3aTeeH;

KOJIMYECTBO CYOBEKTOB (MAIMEHTOB);

BO3PACTHOM IMara3oH CyObeKTOB (MAIUEHTOB);

KPUTEPHUH BKITFOUCHUS;

KpUTEPHUN HEBKITIOUCHHUS;

MOHUTOPHUHT O€30TTaCHOCTH;

MPOJOIKUTENFHOCTD TPUMEHEHHUS UCCIIETyeMOro penapara;

W3MEHEHHE JO3UPOBAHUS HCCIEAYEMOTO Mpenapara;

M3MCHCHHUE TIperapaTa CpaBHEHHS;

CTAaTUCTUYECKUI aHAJIU3.

! HpO‘II/IC N3MCHCHUS K pasaciiaM KIMHUYCCKOTO UCCICAOBAHUSA CYUTAIOTCS HECYIICCTBCHHBIMMU.



5. 3MeHeHus, CBA3aHHbIE C OPTaHU3ALMEN KIMHUYECKOTO UCCIEIOBAHMS:

3aMeHa OTBETCTBEHHOT'O WCCJIEAOBATENs WJIM TPHUBJICUCHUE HOBBIX OTBETCTBEHHBIX
HCCIIeIoBaTElIEH;

3aMEHa UCCIEeI0BATENA-KOOPIUHATOPA;

3aMEHa HCCIIEOBATENLCKOTO IeHTpa (METUIIMHCKOW OpraHW3alui) WM J00aBICHHE
JIOTIOTHUTEIBHBIX UCCIEA0BATEICKUX IICHTPOB (MEIUIIMHCKUX OpPraHU3aIui);

3aMeHa CIIOHCOpa WK O(HUIIMAIBHOTO MPEACTaBUTENS CIIOHCOPA;

3aMeHa KOHTPAaKTHOW MCCIIEI0BATENbCKOM OpraHu3alii, OTBETCTBEHHOM 3a BBINIOJIHEHUE
Ba)KHBIX 33/1a4 B paMKaX HUCCIEIOBaHUS;

W3MEHEHUE YCIIOBUM 3aBEPIICHHS UCCIICIOBAHUS.

6. M3MeHeHus1, CBA3aHHbBIE C UCCIIEIyEMbIM MpenapaToMm:

Marepuaia NepBUYHON yIaKOBKH;

MIPOU3BOUTEIS IEUCTBYIOIIETO BEIIECTBA;

MPOU3BOACTBEHHOI O MPOIIECCa JEUCTBYIOIIETO BEIECTBA;

crienuuKanui JeHCTBYIONMIETO BEIIEeCTBA;

MPOU3BOJCTBA UCCIIENYEMOT0 IIpenapara;

crenuQuKauy UccleayeMoro npenapara;

crienuQuKauii BCIOMOTaTEIbHBIX BEIIECTB, KOTOPHIE CIIOCOOHBI MOBIUATH Ha JICHCTBUE
JIEKapCTBEHHOTO IIpernapara;

CpoKa XpaHEHHWs, BKJIIOYAs TEPHOJ MPUMEHEHHUs IIOCJEe TMEePBOTO0 BCKPBHITHS | (MJIIN)
pa3BeICHMUS;

CYIIECTBEHHBIX U3MEHEHUI COCTaBa UCCIIEIyEMOT0 Ipenapara;

YCIIOBUM XpaHEHUS;

METOMK UCCIEIOBAaHUN aKTUBHOU CyOCTaHITUY;

METOAMK UCCIEAOBaHUI HCCIIEyEMOr0 Ipenapara;

METOJIMK UCCIeIOBaHUN HepapMaKOMEeHHBIX BCIOMOTaTeIbHBIX BEIIIECTB.

7. U3sMeHeHu, CBSI3aHHBIC C JAaHHBIMM  JOKIIMHWYECKHMX  HWCCIEIOBAaHMM W
COIMPOBOXKMIAIOIIMECS] HM3MEHEHUEM OIEHKHM COOTHOILIEHMWS TMOJib3a-pucK. llompaBku maHHBIX
JOKITMHIYECKUX (PapMaKOJIOTUUECKUX U TOKCUKOJIOTUUECKUX MCCIIEIOBAHHUI B OTHOIICHHH TEKYIIUX
KJIMHAYECKUX UCCIIEOBAHHA, KOTOPBIE COMIPOBOMKIAIOTCS U3MEHEHHEM OLIEHKH COOTHOLIECHHS MOJIb3a-
PUCK, B TOM YHKCJIE€ B OTHOIICHUU:

PE3yIBTATOB HOBBIX (hapMaKOJIOTHYECKUX UCCIICIOBAHUIA,

HOBOW MHTEPIIPETALIUH CYILECTBYIONIMX (hapMaKOIOTHIECKUX UCCIIEIOBaHMIA;

PE3YyIBTATOB HOBBIX TOKCUKOJIOTMYECKUX UCCIIEIOBAHUIA;

HOBOW MHTEPIPETALNN CYIIECTBYIOIINX TOKCUKOJIOTMYECKUX HUCCIIEIOBAHNM;



PpE3YJIbTAaTOB HOBBIX MCCIEIOBAHUN JIEKAPCTBEHHBIX B3aUMOJICHCTBUM.

8. I3MeHeHus1, CBsI3aHHBIE C JTAHHBIMU KJIMHUYECKHX WCCIICIOBAHUM M COMPOBOKIAOIIUECS
W3MEHEHUEM OLICHKH COOTHOLLIEHHS N0Jb3a-pUCK. [TonpaBky B KIMHUYECKOM UCCIIE0OBAHHUH, a TAKKE
MONPAaBKH JAHHBIX, OTOOPAKAIOIIMX OIBIT MPUMEHEHHS MpenapaTa y 4elloBeKa, KOTOpbIE SBISIOTCS
BOXHBIMU UL TEKYLIMX HCCICIOBAHUN M COIPOBOXKIAIOTCS W3MEHEHHEM OLICHKH COOTHOILIEHUS
noJib3a-puck. Harmpumep, B OTHOLIEHUH:

0€30MacHOCTH, CB3aHHOW C KIMHMYECKUM HCCIECOBAHMEM WM OIBITOM MPUMEHEHHS
HCCIIETlyEMOTrO JIEKAPCTBEHHOT'O MPErapaTa y 4enoBeKa;

PE3YJILTaTOB HOBBIX KIIMHUYECKHUX (hapMaKOJIOTHIECKUX UCCIICIOBAHUIA;

HOBOW MHTEPIIPETAIINH CYIIECTBYIONNX KIMHIYECKUX (PapMaKoIOrHUeCKUX UCCIICTOBAHHI;

PE3YIBTATOB HOBBIX KIIMHUYECKUX MCCIIECI0BAHNM;

HOBOI MHTEPIIPETALMU CYILIECTBYIOIINX JAHHBIX KITIMHUYECKUX UCCIIEIOBAHUIA;

HOBBIX JJaHHBIX IO OIBITY IPUMEHEHHS UCCIIEAYEMOIO Mpenapara y 4eJioBeKa;

HOBOW HMHTEPIPETAMH CYIIECTBYIOIIMX JAHHBIX IO OMNbBITY MPUMEHEHUS HUCCIETyEMOrO
npernapara y 4esioBeKa.

9. Ilopsnok pacCMOTPEHHsI PETYJIATOPHBIMYM OPraHaMM IIONPABOK K Pa3JesiaM KIMHUYECKOTrO
UCCIIEIOBaHUSI OTIpeenseTcss TPeOOBaHUSIMA B COOTBETCTBUM C HAIIMOHAIBLHBIM 3aKOHOIATEILCTBOM

rOCyJapCTB — 4WICHOB EBpa3zuiicCKoro 5KOHOMHYECKOI0 CO03a.




IMPUJIOXXEHHUE Ne 11

K [IpaBuniam Hagiexkaiie KIMHUYECKON
MpakTUKU EBpasuiickoro 3KOHOMHYECKOT0 COr03a

NOPAAOK
npeacTaBjieHuss HHGOPMALMH N0 0€30MACHOCTH B X0/1e KJIMHHUYeCKHX UCCIeJOBAHU

1. OGs13aHHOCTH CIIOHCOPA MO MPEJCTABICHUIO HH(POpMALUU
110 6€30MacHOCTH B X0/I€ KIIMHUYECKOTO HCCIIEI0BaHUS

1.1. Opranmzaiwis CUCTEMbI MUCHbMEHHBIX CTAHAAPTHBIX MPOIEAY].

CrioHCOp HEceT OTBETCTBEHHOCTh 3a OPraHU3ALMI0 CHCTEMBI IMCBMEHHBIX CTaHIAPTHBIX
npouenyp B ILeisIx oOecredeHus: TpeOyeMoro ypOBHSI CTaHAApTOB KayecTBA NPHU BbINOJHEHUU
GyHKIMIA ~ TOKYMEHTUpOBaHUs, cOOpa  JaHHBIX, BaJWJAIMM, OLEHKH, AapXUBUPOBAHUS,
PETIOPTUPOBAHUS W TIPENICTABICHHS TIOCNENyoeld HHPOpPMAIIK 10 BBISIBISIEMBIM HEKENATEIbHBIM

peaKuusaM Py MPOBEACHUN KITMHUYECKUX UCCIIEIOBAHUM.

1.2. Cpok npencraBieHus HHPOPMAITIH O CEPbE3HBIX HEMPEIBUICHHBIX HEXENATEIbHBIX
peaKkIusx.

1.2.1. CnmoHCOp  NTOJDKEH  TPEACTaBiIATh HWH(OpManuio 000 BCEX  CEPhE3HBIX
HEenpeaBUICHHBIX HexkenaTenbHbIX peakiusax (CHHP) Ha uccrnenyemslit mpenapat, BhISBICHHBIX
B XOJl¢ KIMHUYECKUX HCCIEIOBaHUMN, OMOOPEHHBIX K IMPOBEICHUIO B TOCYIAapCTBE — YIICHE
EBpasuiickoro skoHoMu4eckoro corosa (nanee — Coro3) B yIOJIHOMOUYCHHBINH OpraH rocy/1apcTaa
— uineHa Coro3a, Ha TEPPUTOPUU KOTOPOTO TPOBOJIUTCS KIMHUUECKOE HCCIEIOBaHHE
UCCIIElyeMOro TMpemnapara, W OKCHEpTHbIM coBeT opranmzainuu (He3aBucumsblili sTHueckuit
komuteT) (nanee — DCO (HOK)) cooTBETCTBYIOMMX KIMHUYECKUX IIEHTPOB B COOTBETCTBUU C
npouexypamu ICO (HIK):

HE To37Hee 7 KaJeHAapHBbIX AHEH ¢ aaThl moiaydeHus nHpopmanuu o BesiBaeanu CHHP,

B CJIy4ae e€CJIM OHU MPUBEIH K CMEPTH WIN IPEICTABISUINA YTPO3y AJIs KU3HU;

HE mo3/iHee 15 KaneHaapHbIX THEH ¢ JaThl moidydeHus nHbopmaruu o BeisBieann CHHP

AJI1 OCTAJIBHBIX CEPBE3HBIX HCIIPEABUICHHBIX HECKCIATCIbHBIX peaKI.IPIfI.

1.2.2. B cay4yae oTCyTCTBHS y CIIOHCOpPA MOJHOW MH(pOpPMAlMU Ha JaTy MpeiCTaBICHUs
CPOYHOTO COOOIIEHHSI O Cllydyae CMEPTH WM pPa3BUTHHU IKU3HEYTPOKAIOIIETO COCTOSIHUS
CIIOHCOPOM  TPEANPUHUMAIOTCS MEpPbl 10 TOJYYCHHIO TMOJHOW WHGOpMAIHU, KOTOpas

npeCTaBIsieTcss B (OpMe IMOCIEAYIONIEr0 CPOYHOTO COOOIICHHsST O BBIABICHHOH CEephe3HOU



HEMPEABUACHHON HEXKeNaTeIbHOM peakuu He No3AHee &8 KaJeHIapHBIX JHEH C JaThl
IPEJICTaBICHUSI IEPBUYHOTO COOOILIEHUS.

1.2.3. B ciyyae mosry4eHHsI CHIOHCOPOM HOBOW 3HAYMMOW MH(OPMAIUU IO BBISBICHHOMN
CEpbEe3HON HENpeIBUICHHONW HEXeNaTeNbHOM peakuuu AaHHas WHGOpManus IOHKHA OBITh
npezcTaBieHa B (popMe mociaeyromero cooOeHus B TeueHue 15 kaneHaapHbIX JHEH ¢ 1aThl ee
MOJTyYEHUS.

1.2.4. TpeboBaHusI TO TMPEACTABICHUI0O HWH(POPMAIIMA O CEPhE3HBIX HEMPEIBUICHHBIX
HEXENaTeNIbHbIX PEaKUUsIX pPacHpOCTPaHSIOTCS Ha MCCIEAYEMbIM Mpenapar, BKIIOYas Mpernapar
CpaBHEHHMs U 11ane0o.

1.3. TpeGoBanwus k MH(GOPMAIHN O CEPbE3HON HETIPEABHICHHOW HEXEIAaTeIIbHOW PEaKITHH.

1.3.1. TpeOyemass ~ MuHUMaTbHas  WHPOPMAIMA O  CEPHhE3HOM  HEMpEABHICHHOU
HEXeJaTeIbHON PEaKIH.

MunuManbHasi WHGOPMAIMS TIPU TPEICTABICHUU B yCTAHOBJICHHBIE CPOKU TMEPBUYHOTO
CPOYHOTO COOOIIEHHsT O BBISABICHHOW CEPhE3HOW HENPEIBHICHHONW HEKENaTeIbHOM pPEeaKIum
BKJIIOYACT:

yKa3aHue M0I03PeBaeMOro MCCieyeMoro mnpenapara, uaeHTU(OUKAIMOHHbIM KO/l CyObeKTa
HCCIIEZIOBAHMS, Y KOTOPOIO pa3BUJIach HEXKeaTeIbHAsl PEAKLINS;

OIMCAHUE HEXENATENbHONW PEaKLMU UM €€ UCX0/1a, KOTOPBIE ONPEENIEHbI KaK CEPhE3HBIE U
HEMpPEIBUICHHbIE U JUI KOTOPBIX MPENNojaraeTcsi HaIW4he NPUYMHHO-CIEICTBEHHON CBS3U C
MIPUEMOM HCCIIEAYEMOrO Ipernapara;

pe3yJIbTaT OLIEHKU IPUYNHHO-CIIEICTBEHHOM CBA3H;

WCTOYHUK TONydyeHHUss WH(OpMAIMK O HEXKEJIATeIIbHOW peaKiuu, WACHTH()UKAIMOHHBIN
HOMED COOOILIEHHS O HEXKENATEIbHON peaKI1H, IPUCBOCHHBIN CIIOHCOPOM;

HOMEp MPOTOKOJIa UCCIIEOBAHUS.

1.3.2. TTonmHast uHGOpMAIHS O CEPHE3HOI HEMPeIBUACHHOMN HEXeNaTeTbHON peakinu.

Cnenyer obecrieunTh MOCIEIYIOUIMI cOOp M MPEeACTaBICHHE TOHOM HHpOpMALIUH O ClTy4yae
CEphE3HON HENpEIBUICHHONW HEXENaTeIbHOW peakluM, KOoTopas JO/DKHA COOTBETCTBOBATh
TpeOOBaHUSAM PYKOBOACTBA MEXIyHApOAHON KOH(MEPEHIIMH 0 TapMOHHU3AIMU «YTIpaBJICHUE
JAHHBIMU TI0 O€30TMACHOCTU — JIEMEHTHI TaHHBIX ISl Tlepeiadid COOOIIEHUH 00 MHIMBUIYATBHBIX
Clly4asix HeXeJaTeNbHbIX peakiuiny E2B.

1.4. CnpaBounast nH(OpMaIys 1o 0e30MacHOCTH.

1.4.1. CpaBouHasi nHbopMaIys 1o 6€30MacHOCTH UCCIIETyEeMOTo Iperapara.

B nensx onpeneneHus NpeBUICHHOCTH BBISIBIEHHOW B XOZ€ MPOBEACHUS KIMHUYECKOTO
UCCIIEIOBAaHMSI CEPbE3HOM HexenareabHoH peakiuu (nanee — CHP) Ha uccnenyemslii nmpemnapar

UCIIOJIB3YeTCs IeHcTBYoIIast Ha Aaty BeisiBieHus CHP Bepcust Oportopbl ucciaeaoBaTens.



1.4.2. CrpaBouHas uHpopManus o 0e30MacHOCTH 3apEruCTPUPOBAHHOIO
JIEKapCTBEHHOI'0 Ipernapara.

B nmemax ompenencHus IPENBHICHHOCTH, BBIABIEHHOW B XOAE IPOBEACHHUS
KJIMHUYECKOI0 UCCIIEJOBaHMs CEPhE3HOM HEXKENATEIbHOW PEAKLMM Ha UCCIIELyEeMbIH Mpemnapar,
KOTOpBIA 3aperucTpupoBaH Ha TeppuTopuu crpanbel BblsiBiaeHuss CHP, wucnonbs3yercs
NEeHCTByIOIIass Ha JaTy BbISABICHHUS HEXKENATeJbHONM peaklUud BepcUs HWHCTPYKLUUU IO
MEAMIMHCKOMY IPUMEHEHHUIO.

1.5. [IpeacraBnenue MHOM HHPOPMAITIH 11O OE€30MIACHOCTH.

CrioHCOp MOJDKEH B TeueHHe 15 KajeHJapHBIX THEH ¢ JaThl MOJy4YeHHs UHPOpMAaLUU
MpEeACTaBUTh B YIIOJIHOMOYEHHBIM opran rocynapctBa — wieHa Coroza u 3CO (HOK)
COOTBETCTBYIOIIUX HCCIIEIOBATEILCKUX IIEHTPOB B COOTBETCTBUU ¢ mporeaypamu ICO (HOK)
UHYI0 HHPOPMALIKIO IO 6€30MIaCHOCTH, KOTOPas MOKET U3MEHSATh OLEHKY COOTHOIIEHUS MOJIb3a-
PHUCK HCCIEIyeMOro Ipernapara Ju00 CIIy)KUTh OCHOBAHUEM JJIsl U3MEHEHUH B PEKOMEHIALUAX
[0 €ro Ha3HA4YEHHIO, a TAaK)K€ OCHOBAHHMEM Ul IEpecMOoTpa BO3MOKHOCTH JlajbHEHIIEro
IIPOBEJCHUS UCCIEA0BAHNUS:

a) 0 KJIMHUYECKHU 3HAYMMOM IIPEBBIIIEHUH 0XKH1aeMON YacTOThl M1 U3MEHEHNUHU XapaKTepa
OKHJAEMBIX CEPBE3HBIX HEXKENIATENbHBIX PEaKLU;

0) 0 cepbe3HBIX HENPEIBUICHHBIX HEXENATeNbHBIX PEaKLUAX, Pa3BUBIIUXCS Y MAIlEHTA
1ocJie 3aBEPILEHNUS €r0 YYacTHs B KIIMHUYECKOM HCCIIE0BaHUN;

B) O HOBBIX JIaHHBIX, CBS3aHHBIX C MPOBEIECHHEM KIMHUYECKOTO HCCIEIOBAHUSA WIH C
pa3paboTKOM HccieayeMoro mpenapara, KOTopble MOTYT HOBJIUATh HAa 6€30MaCHOCTb MAIEHTOB,
TaKHUX Kak:

CEpbE3HbIE HEXKENaTelIbHbIE SIBJICHUS, CBSI3aHHbIE C NPOLEAYPOH IPOBENCHUS
UCCIICIOBAaHMsI, HAa OCHOBAHUU KOTOpPOM TpeOyeTcs BHECEHHE W3MEHEHMH B IPOTOKOJI
IIPOBEJEHUS UCCIEIOBAHNS;

oTcyTcTBUE 3()(HEKTUBHOCTH HCCIEIYyEMOro Ipernapara, IPUMEHIEMOro MpH MaToJIOTHH,
IPEJCTaBISIONIEH yIpo3y JUIsl )KU3HU;

HOBBIE Ba)XKHbIE€ JIaHHBIE 110 O€30IaCHOCTH, IMOJYYEHHbIE B XOJE€ HEJaBHO
3aBEpIUMBIIMXCS HMCCIEIOBAaHUNA Ha JKMBOTHBIX (BBISBICHHBIH KaHIEPOTreHHbIH 3PQexT u
AQHAJIOTUYHBIE TIO TSDKECTH U BXKHOCTU YPPEKTHI);

MPEKIEBPEMEHHOE TPEKpallleHue WM MPUOCTAaHOBKA HCCIIEJOBaHMSI B JIPYroi cTpaHe
(cTpanax), 00ycCIOBICHHBIC U3MEHEHHUEM B OIICHKE O€30MaCHOCTH aHAJOTMYHOTO MCCIIEIyEeMOTO
npernapara;

WHBIC JaHHBIE MO0 0E30MacCHOCTH, KOTOPbIE M3MEHSIOT COOTHOUICHHE MOJb3a-pUCK IS

CyOBEKTOB HCCIICIOBAHNUS,
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)0 PEKOMEHJAIUAX KOMHTETa [0 HE3aBUCHUMOM OLIEHKE pe3yJbTaToB KIMHUYECKOrO
MCCIIEZI0OBAHUSI B OTHOIIIEHUH OLICHKU O€30I1aCHOCTH UCCIIEAYyEMOT0 IIpernapara.

1.6. dopma nipeacTaBieHUs HHGOpMAIUH 110 OE30MTaCHOCTH.

1.6.1. ®opma mpencraBieHus UHGOPMALIUK O CEPHE3HBIX HEMPEIBUICHHBIX HEXENATEIbHBIX
PEaKLMSIX B YIIOJIHOMOYEHHbIE OpraHbl rocyaapcts — wieHoB Coroza u OCO (HOK).

WNudopmanust 0 cepbe3HbIX HENPEABUACHHBIX HEXKENATeNbHbIX PEAKIMAX MPEACTAaBISIETCS B
YIOJIHOMOUYEHHbIE Opranbl rocyaapctB — wieHoB Coro3a m DCO (HOK) cnoncopom B (opme
COOOILIEHHUS O HeXemaTeIbHON peakiuu. Dopmat COOOIIEHUH TOKEH COOTBETCTBOBATh PYKOBOJICTBY
MexayHapoaHoi KOH(epeHIIMH M0 TapMOHU3ALUK «YTIPaBICHUE TAHHBIMH IO OE30MaCHOCTH —
ANIEMEHTHl JAHHBIX JUIS TEepefadd COOOIIEHWH 00 HHAMBUIYAIBHBIX CIIy4asX HEXKeNIaTelbHbIX
peakuuii» E2B.

1.6.2. ®opma  mpencrtaBieHus HMHPOPMAIMM O  CEPHbE3HBIX  HEMPEABHIECHHBIX

HCIKCJIATCIIbHBIX PCAKIHUAX UCCICAOBATCIISAM.

Wudopmarmss 0  CEepbe3HBIX  HENPEABHUICHHBIX  HEXKENATeNbHBIX  PEaKIUIX
NPECTaBISETCA UCCIEA0BaTEeNsIM B OOOOIICHHOM BHE B (opMe MEpPEeYUCICHHS C KPaTKUM
ONMCAaHWEM HEXeNATeNbHBIX pPEaKUUi 3a TEepPHOA, NPOJOJDKUTEIBHOCTh KOTOPOTO JIOJDKHA
OIIpeIeTAThCS MpodmiIeM 0€30MaCHOCTH HCCIIEAYEMOTO MpenapaTa U KOJIHYECTBOM BBISBIISIEMBIX
CepbE3HBIX  HEOKMUIAHHBIX  HEXKENaTeNbHBIX  peakuuil. JlaHHBIH  TepedeHb  JOJDKEH
COIIPOBOXKIATHCSA KPATKUM 3aKIIOUYCHHEM MO TeKyIlled oreHke mnpoduis Oe3omacHOCTH 3a

OTYETHBIN EPUOI.
1.6.3. ®opma npencTaBieHust THOW HHPOPMALIUH 110 0€30TTaCHOCTH.

Wnas undpopmanms no 0e30IaCHOCTH B COOTBETCTBHM C MYHKTOM 1.5 HacTosiero
MPWIOKEHUST TIPEACTABISETCS B YIOJTHOMOYEHHBIE OpraHbl rocyaapctB — wieHoB Coro3a u
OCO (HOK) cnoHcopoM B MNHCHbMEHHOM BHJIE C YKa3aHWEM Ha3BaHUS KIMHUYECKOTO
UCCJIeIOBaHMsI, HOMEpPA MPOTOKOJIA UCCIETIOBAHMS M KPATKOTO OMUCAHKsI HOBOM MH(pOPMAIUH 11O

0€30IIaCHOCTH.

1.7. O6mactp pacmpocTpaHeHUs: TpeOOBaHHMS TIO TMPEICTABICHUIO HH(MOPMALMK IO

0€30I1aCHOCTH.

1.7.1. TpeOoBaHuss MO MPEACTABICHHIO HMH(POPMAIMM TIO BBIBICHHBIM CEPHE3HBIM
HCOPCABUACHHBIM  HCKCJIATCJIbHBIM ~ PCAKIUAM U WHOH I/IH(bOpMaHI/II/I mo 0e30macHOCTH
HCCIIelyeMOro Tpernapara B COOTBETCTBMM C MOANMYHKTaMu 1.2 — 1.5 HACTOAIIEro MPUIOKEHUS

pacupoCTPAHAOTCA B OTHOLICHHWU KIIMHUYCCKHUX HCCHGHOB&HHﬁ, O,I[O6pCHHBIX K IMPOBCACHUIO Ha



TeppuTOpUnd rocyaapctBa — ujeHa (Coro3a Ha BCE UCCIENOBATEIbCKUE LEHTPBL, B KOTOPBIX
CIIOHCOPOM JI0O0 €0 MapTHEPOM Ha JOTOBOPHOIM OCHOBE BBIMOJHSCTCS KIIMHUYECKOE UCCIICIOBAHUE
UCCIIeyeMOro TIpernapaTra, BKIIOYas HCCIEOBAaTENbCKUE IIEHTPhI, pACIOJIOKEHHbIE HE Ha

TEpPUTOPUH roCyapcTB — wieHoB Coro3a.

1.7.2. TpeboBaHMsT TO TIPEACTABICHWIO WMH(POpPMAIMA TO BBISBICHHBIM  CEPHE3HBIM
HETIPEJBUACHHBIM HEXENaTeIbHBIM PEAKIMAIM B COOTBETCTBUM C TMOAMYHKTOM 1.2 HACTOSIIETO
NPHJIOXKEHUS] PACTIPOCTPAHSIOTCS HA BBINOJHSAEMBIE CIIOHCOPOM JIMOO €ro MapTHEPOM Ha JI0TOBOPHOM
OCHOBE KJIMHMYECKHE WCCIICIOBaHMS, O00peHHBIE HA TEPPUTOPHH rocynapcTBa — wieHa Corosa, B
KOTOPBIX HCCJEQyeMblii Ipemapar BKIIOYaeT OJHO M TO K€ JCHCTBYIOIIEE BEILECTBO, BHE
3aBUCUMOCTH OT JIEKQpPCTBEHHOM (DOPMBI, JTOUPOBKH, PEXHMa JIO3UPOBAaHHMS M TMOKa3aHUH K
NPUMEHEHUIO.

1.8. Cepbe3Hble HeXeNaTeIbHbIE PEAKLMY, HE CBSI3aHHBIE C UCCIIEAYEMBIM IIPENApaTOM.

Nudopmanuio o cepbe3HbIX HeXXENATEIbHBIX PEAKIHUAX, KOTOPBIE BBISIBIICHBI MIPU MPOBEICHUH
KJIMHUYECKOTO HMCCIEI0BAaHUS, I KOTOPBIX OIpPEACNSeTCsS B3aUMOCBS3b C 3aperuCTPUPOBAHHBIMU
JIEKapCTBEHHBIMHU TIpeTapaTaMu, HE SBJISIFOIIMMUCS UCCIIEAyEMbIMU TIperapaTaMy U Ha3HAYaeMbIMU B
KauecTBE COITyTCTBYIOLIEH TEepamuy, IIpU OTCYTCTBUM PEAKLMM B3aUMOJIEUCTBUS C UCCIIETYEMbIM
IpernapaToM CIOHCOPY CIIEIyeT MPEICTaBIsTh B YINOJIHOMOYEHHBIE OpraHbl TOCYJapCcTB — UICHOB
Coro3a WM COOTBETCTBYIOLIMM JIEP>KaTeIsIM PETHCTPAIIMOHHBIX YIOCTOBEPEHUI B COOTBETCTBUU C
3aKOHOJATENILCTBOM 3THUX Tocy1apcTB — wieHoB Coro3a.

1.9. PackpbITHE paHAOMU3AIIMOHHOTO KOJIA.

1.9.1. TpeOoBaHMsT 1O PACKPHITUIO PAHIOMHU3AIMOHHOTO KOJa B Clydae Cepbe3HON
HETIPEABUACHHON HEeXeaTeIbHOM PEaKIIUH.

B ciyyae momydeHust cOOOIICHUSI O HEXENAaTeIbHOM SBJICHHH, KOTOPOE OLICHMBACTCS Kak
Cepbe3Hasl HENpEeIBUICHHAs HEXKeNaTedbHasl pEaKkiys, CIOHCOPOM BBIIIOJIHIETCS PAaCKpPBITHE
PaHIOMM3AIMOHHOTO KOJia HEMOCPEICTBEHHO MO CYyObEKTy HCCIIENOBaHMs, Y KOTOPOrO pa3BHJIACH
MaHHas HexenatenabHas peakiys. CHOHCOPOM BBIMONMHSETCS TPEOOBAaHUS B COOTBETCTBHU C
HOAIMYHKTOM 1.2 HACTOSIIEro MPWIOKEHUS [0 CPOYHOMY TMPEACTABICHHIO HH(OpPMAIUMH O
BBISIBJICHHOW CEPbE3HON HENPEIBUACHHON HEXKENATEIbHOM PEAKIMM B YIOJIHOMOYEHHBIA OpraH
rocyaapctBa — wieHa Coro3a ¢ y4eToM pe3ysIbTaTOB PAcKpBITHs Koja paHaomuzauuu. [Ipu stom
CTIIOHCOPOM MOXET COXPAHATHCS OCTCIUIEHHE IO TaKUM CiIy4yasM JUIs JIMIl, OTBETCTBEHHBIX 3a
JanbHelIee MPOBEAEHUE KIIMHUYECKOTO MCCIIEI0BaHNs (HapuMep, MOHUTOPOB, UCCIIEIOBATENEH), a
TaKXKE€ OTBETCTBEHHBIX 3a 00palbOTKy HaHHBIX. MH(opMams Mo HeXKeNaTelbHbIM PEaKIUsIM C
PacKphITHEM PAaHAOMHU3AIMOHHBIX KOJIOB CYOBEKTOB HCCIIEIOBAHUS JIOJKHA OBITh JOCTYITHA JIMIAM,

OTBCTCTBCHHBIM 3a BBIIIOJIHCHHC Tpe6OBaHI/II71 o MpeACTaBJICHUIO I/IH(I)OpMaI_[I/II/I O HCXKCIJIATCIIbHbBIX



peaKisix B  YHOJIHOMOYEHHBIE OpraHbl rocygapctB — uwieHoB (Coro3a, TPENCTABUTEISM
YIOJIHOMOYEHHBIX OPraHoB rocynapcts — wieHoB Coroza; wienam DCO (HOK), unenam Komurera mo
HE3aBUCUMOM OLIEHKE Pe3yJIbTaTOB KIIMHUYECKOTO MCCIIEIOBAaHHS WA UHBIM JIUIAM, OTBETCTBEHHBIM
32 BBINOJIHGHUE TIOCTOSIHHOM OIIGHKH O€30MacHOCTM B XOA€ TMPOBEICHUS KIMHUYECKOTO
uccienoBanus. [l mccienoBareneil pacKpbITHE PaHAOMU3AIMOHHOTO KOJa B XOJI€ BBIMOTHEHHUS
KIMHAYECKOTO HCCIICIOBAHKS BBINOJNHSETCS TOJBKO B CIIydae, €CIM O3TO TPEICTaBISETCS
HEOOXOIMMBIM JIJTs1 0OecrieueHs1 0€301TaCHOCTH CyOhEKTa HCCIIETIOBAHMSI.

1.9.2. Pe3ynbTaThl pacKpbITHS PaHIOMM3AIMOHHOTO KOJa COOTBETCTBYIOIIMM 00pa3zoM
OTpakaroTcsl B 0a3aX TAaHHBIX CIIOHCOPA M YIOJTHOMOYEHHBIX OpraHOB rocyAapcTB — wieHOB Coro3a.
Oo6HoBIeHHEe HHPOPMAITHH 10 O€30MTACHOCTH B OPOIIIFOPE HCCIISIOBATEIIS BBITIOTHICTCS Ha OCHOBAHHH
aHaJIM3a JAHHBIX C PACKPBITHIM KOJIOM JI€UEHHS.

1.9.3. OcoOble OMyJIAIHH.

IIpy npoBencHMH KIMHUYECKUX MCCICNOBAaHWM C Y4YacTUEM MOIYJIALUH, Ul KOTOPOU
XapaKTePeH BBICOKUM YpPOBCHB OCIIOKHEHW M CMEPTHOCTH, B CIIydasX ©CIIM KOHCYHBIC TOYKH IT0
OLEHKE A(PQPEKTUBHOCTH MOTYT SIBISATHCS OJHOBPEMEHHO CEPbE3HBIMU  HENPEIBUICHHBIMU
HEXKeaTeNIbHBIMUA PeaKkIUsMH, JHUOO KOI/la CMEpPTh WM WHOM Cepbe3HbI HeOIaronpusiTHbINA
UCXOJ MOXET SBIATHCA KOHEUYHOM TOYKOM 10 omeHke 3(PGEeKTUBHOCTH HCCIETyeMOro
npernapara, TOCTOBEPHOCTh PE3yJIbTaTOB KIMHUYECKOTO MCCIIECOBAHUS MOXKET ObITh HapyIleHa
IPH CHUCTEMATHYECKOM PACKPBITHH PAHIOMHU3AIMOHHBIX KOJOB. B 3THX 1100 MOM00HBIX
ClIy4asiX CIOHCOPY NpU TMOJyYEHUH ONOOpEHHs MPOTOKONA KIMHUYECKOTO HCCIeI0BaHuUs
ClelyeT MO COTJIaCOBAHMIO C YMOJTHOMOYEHHBIM OpraHoM rocyaapctBa — uwieHa Coro3a
OTIpEICIIUTh, KAKHE CEPhE3HBIC SIBIICHUS, 00YCIIOBICHHbBIC TEUEHUEM OCHOBHOTO 3a00JICBaHMSI, HE
OyIyT TOJUIek,aTh CUCTEMATHYECKOMY PACKPBITHIO PAaHIOMH3AIMOHHBIX KOJOB W CPOYHOMY
MIPEACTABICHUIO HHPOPMAIIMK B YIIOJTHOMOYEHHBIM OopraH rocyaapctBa — wieHa Coroza. B atux
CiIydasix 00si3aTeNbHBIM SIBISIOTCS Ha3HaueHue u obecriedeHune QpyHKIMoHupoBaHus Komwurera
M0 HE3aBUCHUMOW OILIEHKE Pe3yIbTaTOB KIMHUYECKOTO WCCIEAOBAHUS C IIENBI0 BBITOIHEHUS
MOCTOSTHHOW OIEHKM M aHajuu3a JaHHBIX 10 0e30MacHOCTH BBITIONHSAEMOTO KIMHHUYECKOTO
UCCJIETOBAHMS U OTpEAEieHHs PEKOMEHIAIMI Ul CIIOHCOPa B YacTH BO3MOYKHOCTH JTAJTbHEHILIETO
MPOBE/ICHHS KJIMHUYECKOTO HCCIIEIOBAaHMUS, BHECEHHs W3MEHEHHH B MPOTOKON HCCIEIOBAHHS WU
OCTaHOBKHY KITMHUYECKOTO UCCIICTOBAHMUSI.

Exxeronnoe npencrapnenre napopMaum 1o 6€30macHOCTH.

CrioHCOp B TEYEHHE BCEro CpoKa KIMHUYECKOTO MCCIEeIOBaHUS JOJDKEH EXKErOHO
NPENICTABIATh B YIOJIHOMOYEHHBIH OpraH rocyiapctBa — wieHa Coro3a, Ha TEPPUTOPHU KOTOPOTO
MPOBOJUTCS  KIMHUYECKOE UCCIIENA0BaHNE WCCIIEAyeMOro Tpernapara, MEepHOIUYECKU OT4YeT

(mepuomMYecKne OTYeThI) MO OE30MACHOCTH KCCIIEAYeMOro Ipernapara, COIACpKaHuEe KOTOpOro
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(KOTOpBIX) JODKHO OTBEUaTh TPeOOBAaHMSAM, TpHUBENCHHBIM B mpuiaokeHnd Ne 12 x IlpaBuiam
HaJUIeXKAaIlEeH KIMHUYECKOW MPAaKTUKHA EBpa3suiickoro 3KOHOMHUYECKOTrO CO03a.

WNudopmanus no nepuoguueckoMy OT4YEeTy MO O€30MaCHOCTH HCCIEAYyeMOro Ipenapara
npezacrasiserca B DCO (HOK) B hopme kpaTKoro u3inoxkeHuss OCHOBHOTO COJICpKaHUS OTUYETa C
IPUIOKEHUEM CTPYKTYPUPOBAHHOIO IEPEUHSI CEPHE3HBIX HEXKENATENbHBIX PEaKLUi COrJacHO
npunoxkeHuto Ne 12 k IlpaBunmam Hauiexamiell KIMHUYECKOM mpakTuku EBpasuiickoro

OKOHOMMYECCKOI'0O COro3a.

2. O0sg3anHOCTH Huccjaea0oBarTeld 1o NpeaCTaBJICHUTO I/IH(I)OpMaI_II/II/I O BBIXIBJICHHBIX B XOAC€
KIIMHUYCCKOT'O UCCIICAOBAHUA HEKCIIATCIIbHBIX PCAKIIUAX

2.1. IIpencraBnenure HHPOpPMALUU 110 O€30MACHOCTH CIIOHCOPY

2.1.1. UccnenoBaTens [OODKEH He3aMEMIMTEILHO, B TedeHHe 24 4YacoB C  JaThl
BBISIBJICHUS (100 TonmydeHHs WHGOpPMAIMM O BBISABICHUM) TMPEIACTABUTH  CIIOHCOPY
uHGOpPMAIIMI0O B OTHOLICHHHM CEPhE3HBIX HEXKENATENbHBIX SBICHUH, KpPOME TeX, KOTOpbIe
OTIpe/ieNieHbl B MPOTOKOJIE WK B JPYroM JOKYMEHTE (Hampumep, B OpOIIIOpe HCCIeI0BATENS ),

KakK HC Tpe6}’IOHII/I€ HEMCJICHHOI'O YBCIOMJICHUA.

[Tocne mpencTaBiIeHHUS CPOYHOTO COOOIICHHSI O CEPbE3HOM HEXKENATEIILHOM SBICHHUU
UCCJIEIOBATENb JOJDKEH NpPEJICTaBUTh CIOHCOPY JEeTalbHOE COOOIIEHHE C MOApOOHOMN
uHbopMaluell o Cephbe3HOMY HEKEeIaTeIbHOMY SBJICHHUIO, MO3BOJIAIONIEH CIIOHCOPY CHeNaTh

OLICHKY H606XO,I[I/IMOCTI/I nepecMoTpa COOTHOMICHUS IMOJIb3a-PUCK KIMHUYCCKOTI'O UCCIICJOBaHU.

2.1.2. UccnenoBarens MOPEACTABISET CHOHCOPY HH(POPMALMIO O HEXENIaTeNbHbIX
peaKIusIX M OTKJIOHEHHUSX J1a0OpaTOpHBIX IOKaszaTesed, KOTOpbIE OIMpeJeNieHbl B MPOTOKOJIE
UCCJIEIOBaHMUsSI KaK KPUTUYECKUE Il OLEHKH O€30MacHOCTH B CpPOKH, OIpelessieMble

ITPOTOKOJIOM KIIMHUYCCKOI'O UCCIICAOBAHUA.

2.2. llpencraBneHre nHGOpPMALIUU IO OE30IIACHOCTH B YIIOJTHOMOUEHHBIE OPTraHbl TOCYAapCTB —
yiienoB Corosa

JlononHUTEeNbHbIE TpPeOOBaHMS IO MPEACTaBICHUI0 HH(GOpPMAIMM O BBISABICHHBIX
CEPBE3HBIX HEXKEJIATEIBHBIX PEaKIUAX Ha UCCIIEyEMBIH IIperapar, He PACCMOTPEHHBIE B paMKax

HACTOAIICTO MPHUIIOKCHUS, OTIPCACTIAIOTCA 3aKOHOAATCILCTBOM I'oCyJapCTBa — YICHA Coro3a.




I[MPUJIOXXEHHUE Ne 12

K [IpaBunam Haasiexkaiie KIMHUYECKON MTPAKTUKHI
EBpa3uiickoro 3KOHOMU4ECKOTO COI03a

TPEBOBAHHUA

K NePHOAMYECKOMY OTYETY M0 §e30MaCHOCTH pa3padaTbIBaeMoOro JeKapcTBEHHOT0
npenapara

1. Onpenenenus

Jus ueneit Hacrosmmx TpeOoBaHWIA HCIONB3YIOTCS TOHSTHS, KOTOPHIE O3HAYAIOT

cremyroniee:

«BAXKHBIH WICHTHU(QHUIMPOBAHHBIA PHCK», «BaXXHBI TMOTCHIMAIBHBIA pPUCK (important
identified risk and important potential risk)» — umeHTHPHUIMPOBAHHBIA WM TOTCHIIMAIBHBIN
PHUCK, KOTOpBIM MOXKET OKa3aThb BIMSHUE HAa COOTHOLICHHME II0Jb3a-PUCK JIEKAPCTBEHHOI'O

npenapara Uik UMCTb MOCJICACTBUSA IJIA OGIJ_IGCTBGHHOFO 3ApPaBOOXPAHCHUS;

«ata okoHuaHusi coopa maHHbiX (data lock point)» — mara 3aBepuieHus: cOopa JaHHBIX

JUISL BKIIIOYEHUS B MIEPHOAMUYECKHUI OTYET 10 0€30MacHOCTH UCCIIETyEeMOro Ipernapara;

«3aBepIIeHHoe KInHu4Yeckoe uccienoBanue (completed clinical trial)» — knmuHUYeckoe
UCCIIC/IOBAaHNE, MO pe3yJbTaTaM KOTOPOTO COCTABICH HMTOTOBBIA OTYET KIMHHYECKOTO

HCCICIOBAaHU,

«upeHtuumpoBanblii  puck  (identified risk)» — HexenarenpHOE TOCIIEACTBUE
dapmakoTepanuu, A KOTOPOTo MOJTYYEHO aJeKBaTHOE J0KAa3aTeNbCTBO HATHYHS B3aUMOCBS3H

C IIOA03PCBACMBIM JICKAPCTBCHHBIM IIPCIIAPATOM;

«MHTEPBEHIIMOHHOE KIWHUYEecKoe wuccienoBanue (interventional clinical trial)» —
KIIMHUYECKOE  HCCIEOBaHHWE, B  KOTOPOM CyOBEKTaM  HCCICIOBAHUS  BBIOJIHSCTCS
MPOCTIEKTUBHOE HA3HAYCHHE OJTHOTO WJIM HECKOJIBKUX MEAMIIMHCKUX BMEIIATEIBCTB (HAPUMED,
pOo(UIAKTHIECKOE BMEIIATEIBCTBO, HAa3HAYCHHUE JICKAPCTBCHHBIX IPEMapaToB, BBIOJHCHUE
XUPYPIUYCCKUX BMEIIATEILCTB, MOBEICHYECKAs TEpamus M T.II.) C LEIbK OICHKH BIUSHHUS

JAaHHBIX BMCHIATCJILCTB HA MOKA3aTCIIN COCTOAHUA 310POBbS,

«uccnenyemMbplid  mpemapat (investigational drug)» — mpemapar, HaxoAdmIUHCS B

pa3zpaboTke ¢apmameBTHUeCKOi Komranued. B pamkax Hacrosmero IIpwioskeHWs TaHHBIN
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TEPMUH UMeeT 0ojee y3Koe 3HAueHHE IO CPAaBHEHHUIO C HUCMONb3yeMbIM B Tekcre IlpaBuin
HaJyIeKaled KIMHAYECKOW MPaKTUKU EBPa3suiiCKOro 3KOHOMHYECKOTO COK03a M HE BKIIIOYAET

npernapaTsl CpaBHEHUS U TU1a11e0o;

«MEXIyHapOoJHash Jara OJ00peHus pa3pabaThIBAEMOTO JIEKapCTBEHHOI'O IMpenaparay,
MJOPIJIIT (development international birth date) — mata mepBoro omoOpeHus aJisi MPOBEACHUS

HWHTCPBCHIUOHHOI'O KIIMHUYCCKOT'O UCCIICAOBAHUA B 100011 13 CTpaH MHUpa,

«HEeXeNaTeIbHbIe SIBICHUS, MPeACTaBIstonne ocoorlii mHTepec (adverse event of special
interest)» — HeXeNaTeNbHOE SBJICHHE, MMEIOIIEee OCOOBI HAYYHBIH W MEIUIIMHCKUN WHTEpec
NPUMEHHUTEIBHO K HMCCIEIyeMOMY IpenapaTy WM HCCIeNOBAaTEIbCKONW MpOrpaMMe CIIOHCOpa,
KOTOpPO€ MOXET TOTpeOOBaTh HENPEPHIBHOIO MOHMTOPUHIA M HE3aMEUINTENILHOTO
UH(POPMHUPOBAHUS CIIOHCOPAa CO CTOPOHBI HccienoBaTelns. /laHHble HeXenaTelbHbIe SBICHUS
MOTYT MOTpeOOBaTh AATBHEHUIIET0 U3yUEHHs C LIENbI0 Ha/JIeKallel XapaKTepPUCTHKH U OI[CHKH.
B 3aBucHMOCTH OT XapakTepa HEXeJIaTeIbHOTO SBJICHUS, MPEACTABISIONET0 0COOBId HHTEpEC,
MOJKET MOTPeOOBaThCSI CPOYHOE IMPEACTaBICHHE MH(OPMAIMKM OT CIIOHCOpA TPETheld CTOPOHOU
(HampuMep, YMOJHOMOYEHHBIM OpraHaM TOCYAApCTB — WIEHOB EBpa3zMiiCKOro 3KOHOMHMYECKOTO

Coro3a);

«HEWHTEPBEHIIMOHHOE KIMHUYECKOe uccienoBanue (non-interventional clinical study)» —

uccieioBaHue (MCIbITaHUE ), KOTOPOE COOTBETCTBYET CIEAYIOUINM TPEOOBaHUSIM:

JICKapCTBEHHBIM IIpenapaT Ha3HA4aeTcs B COOTBETCTBUM C HUHCTPYKLUEH IO

MCIUIIMHCKOMY NNPUMCHCHUIO,

PEIICHHUEC O HA3HAUCHUHU IMALUCHTY OIIPCACIICHHOIO JICUCHUA HC INPHUHUMACTCA 3apaHCe
COIJIaCHO IIPOTOKOJY HCCIICAOBaHHUA, HO COOTBETCTBYCET HpHHﬂTOﬁ IMPAKTUKEC, W HAa3HAYCHUC
JICKAPCTBCHHOTO TIIpflapara 4YETKO OTACJICHO OT PpCeHICHUA O BKIKOUYCHUM IIalUCHTAa B

HCCICIOBAHUC,

K IMauCHTaM HE TPHUMCHANOTCH Kakue-110o JOINIOJIHUTCIIBHBIC JUArHOCTUYCCKUE HIIN
KOHTPOJIbHBIC npoucaypel, a JUIA aHaJln3a MOJIYUCHHBIX JaHHBIX HCIOJIB3YHOTCA

SIIMACMHUOJIOTHYCCKUE MCTOObI,

«oxumaemas dpdexTuBHOCTE  (Tonmb3a)»  (anticipated  efficacy  (benefit)) -
3¢ PeKTUBHOCTH (MOB3a), KOTOpas €IIe He Obljla yCTAaHOBJICHA ISl UCCIIEAYEMOro MPOAyKTa, HO

OXXKUJACTCsl MCXOJS M3 HMMEIIUXCS 3HaHui 00 3¢¢deKTUBHOCTH (MONB3€) JAHHOTO Kiacca



JICKApPCTBCHHBIX npenapaTroB 1100 JaHHBIX NpCANICCTBYOINUX KIIMHHUYCCKHUX HJIN

JOKJIIMHUYCCKUX HCCJIGI[OBaHI/Iﬁ;

«rporpamMma  KIMHHYecKoH pa3pabotku (clinical development programme)» —
COBOKYIHOCTh KJIMHHYECKUX HCCIICAOBAHHUI OJHOTO U TOTO K€ HMCCIEIyeMOro mperapaTa, BHE

3aBHCHMOCTH OT MOKa3aHUI K HA3HAUYEHUIO U JIEKapCTBEHHOU (POPMBI;

«TpojoKaroIeecs KIMHUYECKOe uccienoBanne (ongoing clinical trial)» — kmuHUYECKOE
UCCIICIOBAaHUE C HAYABIIMMCS BKIIFOYCHHUEM CyOBEKTOB MCCIICIOBAHUS, BHE 3aBUCUMOCTH OT €TI0
IMPUOCTAHOBKU WJIM 3aBCPHICHUA daHAJIM3a, [0 pPe3yJibTaTaM KOTOPOro HC IOATOTOBJICH

3aKITIOYNTEIBHEIA OTYET;

«(MOTEHIMANBHBIA  puck  (potential  risk)» —  HexenmaTenpbHOE  IOCIEACTBUE
¢dapmakoTepanuy, B OTHOMIEHMH KOTOPOTO MMEIOTCS OCHOBAHUS JUIS TOAO3PEHHUH MO HATMYHIO
B3aUMOCBSI3M C JICKAPCTBEHHBIM TIPEIapaToM, OJHAKO JaHHAs B3aMMOCBS3b HaJIC)KAIIUM

0o0pa3oM He ObLIa OATBEPIKIICHA,;

«perucTp (registry)» — COBOKYITHOCTb J@HHBIX IO MAIMEHTaM, XapaKTePU3YIOIIIMCS KaK1M-
a100 ONMHAKOBBIM TPU3HAKOM (TIpu3HAaKamu). JIaHHBIA TMpPU3HAK MOXKET MPEICTaBISTh COOOM
3a0osieBaHue (peructp 1o 3a0O0JIeBaHMIO) WM CIeNU(UUECKOS BO3ICHCTBHE JICKAPCTBEHHOTO
npenapara (JIeKapCTBEHHBIN perucTp). Peructp HampariieH Ha TPOCTIEKTHBHBIN COOpP OMpeIeIeHHON
COBOKYIHOCTH JIaHHBIX MO0 TAlMEHTaM C HCIONIb30BaHMEM CTaHIAPTU30BAHHOTO OMPOCHHUKA.
(JIekapcTBEHHBIE PETUCTPBI HANPABJICHBI HA COOP TaHHBIX Ha MPOTSHKEHUH ONPEeTIEHHOTO BpeMEH!
TIO TIOIYJISILIMH, TTOJBEPTAIOIIEHCST BO3ACHCTBHIO N3Y4aeMOro JICKAPCTBEHHOTO Tperapara, U (WIIH) 110
oIpezieieHHOM nomyisiiuu. [lanueHTs MOTyT ObITh BKIIIOYEHBI B KOTOPTHOE MCCIe0BaHue A1 coopa
JAHHBIX O HEXeNaTeNbHbIX SIBJICHUSIX C MPUMEHEHHEM CTaHIapTU3MPOBAHHOTO —OIPOCHUKA
(CTaHZAPTU3UPOBAHHBIX OMPOCHUKOB). PerncTpbl MOTyT OBITH MOJNE3HBIMHU JJIsI YCHJICHHS! CHTHAJIA,

0COOEHHO JUTS PEAKUX HEKENaTeIbHBIX PEaKIINii);

«curHa (signal)» — wH(pOpMaNUs, TMOCTYMAOIMAs OT OJHOTO WM HECKOJIBKUX
HMCTOYHUKOB, KOTOpasi MPEAINoJaraeT HaJInuue HOBOW MOTEHIIMAILHON MPUYMHHO-CIIEICTBEHHOMN
CBSI3M WJIM HOBOI'O AaCIEKTa M3BECTHOM B3aMMOCBSI3M MEXIY BO3JCHCTBHEM JIEKAPCTBEHHOTO
npenapara M HEXEJIaTeNbHbIM  SBJICHHMEM WA  COBOKYIHOCTBIO  B3aUMOCBSI3aHHBIX
HEeXKeJaTelIbHBIX SBJICHUM, OIleHMBacMas Kak JOoCTaTOYHas UIS JaILHEHIINX JEUCTBUI IIO

BepuduKanum curHana;

«CHIOHCOp-HUCCIIeoBaTeIb  (Sponsor-investigator)» — (GU3MYECKOE JIMIO, KOTOPOE

WHULOUHUPYCT W BBIIOJHACT KIWMHHUYECKOC HCCIICAOBAHUC CaAMOCTOATEIIBHO 100 C WHBIMU
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HCCICAOBATCIsIMU MW 1IOA HCHOCPCACTBCHHBIM PYKOBOJACTBOM KOTOPOTO  BBIIMMOJHAIOTCA
Ha3HA4YCHUC, BblJavda UKW NPUMCHCHHUEC NCCICAYCMOro Imperapara CY6’BCKTaMI/I ncciaenoBanus. B
0053aHHOCTH CIIOHCOpa-ucCiIeaoBaTeisd BXOIAT 00sA3aHHOCTH  KakK CIIOHCOpa, TaK H

HCCICOOBATCIIA.

2. O01Me MoNI0KEHUS

[Tepuoanueckuit aHaim3 HHGOPMAIMH 110 O€30MACHOCTH TIPH  KIMHHYECKOW pa3paboTKe
UCCIIElyeMOro TMpenapara HMMEeT pellaroliee 3HAYeHHE MJisi HEMPEPHIBHOM OIIEHKH pPHCKa
CyOBbEeKTOB  ucciefoBaHus. BaxknHo  oOecmeuuBaTh  peryjsipHoe  MH(GOPMHUpPOBaHHE
YIOJHOMOYEHHBIX OPraHOB IOCYAApCTB — WIEHOB EBpa3zmilckoro 3KOHOMHYECKOro Coro3a (nanee
COOTBETCTBEHHO — YIIOJIHOMOYEHHBIE OpraHbl, rocyaapcrBa-aieHbl, Co03) M HHBIX
3aMHTEPECOBAHHBIX CTOPOH (Hampumep, OKcHepTHOro cosera opranuzanuu (HesaBucumblii
studeckuid komuteT) (nanee — 3CO (HOK))) o pesynabrarax JaHHOTO aHaiu3a U MOJIYyYEHUS
JTAHHBIX B OTHOIICHUH MPOoduis 6€301macHOCTH HCCIIEeyeMOTo Mpernapara, a TAaKk)Ke YBETOMIICHHS
O JCHCTBUSX, MNPUHATHIX B OTHOUICHHMH BO3HUKAIOIIMX BOIPOCOB MO O€30MacHOCTH.
[Teproanueckuii 0T4eT MO 0€30MACHOCTH pa3pabdaThIBAEMOro (HMCCIEeIyeMOro) JeKapCTBEHHOTO
npenapata (nanee — POODB) sdaBngercs craHmapToM Uid NEPUOAUMYECKONM OTYETHOCTH IO
pa3pabaTbIiBaeMbIM (HCCIIEAyEMBIM) MIperaparaM (BKIII0Yast 3aperucTpUpOBaHHbIE PENapaThl, 1Mo

KOTOPBIM MPOOJKAETCS BHIIOJIHEHHE Pa3paOdO0TKHN) IS TOCYJapCTB-UICHOB.

OcHoBHoll 1nenbto POOB sBnsieTcss NpeICTaBICHUE HCYEPIBIBAIOIIET0 M IIyOOKOIo
€XETroJHOTO 0030pa M OIECHKM HHPOpMamuu 1O O€30MacHOCTH HCCIEIyeMOTo Ipemnapara,
KOTOpass ObuTa coOpaHa Ha MPOTSDKEHHUH OTYETHOTO TIepHOJa BHE 3aBUCUMOCTH OT €ro

PErUCTPAMOHHOT'O CTATyCa MOCPCACTBOM!

OLICHKA BO3MOXHBIX OTJIMYMKA TIOJY4YEHHOHM 3@ OTYETHBIM IIEpUOJ CIOHCOPOM
nHpopManuu 1o 0E30HaCHOCTH OT MPENIIECTBYIOMNX 3HAHMH MO NMPOQII0 Oe30MacHOCTH

HCCJIETyEMOr0 POAYKTa;

ONMCAaHMUS HOBBIX BBIIBICHHBIX AaclEeKTOB MNpodwmis 0e30macHOCTH, KOTOPhIE MOTYT

OKa3aTh BIIMSHUE Ha o0ecrieueHrne 0€30MacHOCTH CYOBEKTOB UCCIEIOBaAHUS;

0000IICHNS JTaHHBIX TIO0 TEKYIIEeH OICHKE W YNPABICHHUIO HACHTU(GUIIMPOBAHHBIMU M

MMOTCHIUAJIbHBIMU PUCKAMU;

Mpe/ICTaBiICHUs] OOHOBJIEHHUS MO COCTOSHHUIO KIMHUYECKOro HU3y4eHus (IporpaMMbl

pa3paboTKN) U Pe3yIbTaTOB UCCIIEAOBAHMS.
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POOBb gnomkeH OBITh JaKOHUYHBIM W TPEICTABIATH YIOJIHOMOYEHHBIM OpraHaM
TOCYJIaPCTB-WICHOB MH(GOPMAIMIO, TO3BOJISIONIYI0 TOATBEPIUTH OOECIIEYCHHE CIIOHCOPOM
Ha/IJIEKAIIEero MOHUTOPHHIA M OLEHKH JaHHBIX 10 MpOo(uiI0 Oe30MacHOCTH HCCIIEAYEeMOro
npenapata. B POOb moanexxar oTpa)keHHIO Bce HOBBIE aCHEeKThl NMpoduis 0e30MmacHOCTH,
BBISIBJIEHHBIE 3a OTUeTHBIA nepuoi. POOb He nomkeH MCnoib30BaThCs B LEISAX NEPBUYHOIO
YBEAOMJIEHMSI O 3HAYMMbIX HOBBIX JAHHBIX MO Oe€30macHOCTM JMOO B KadyecTBe crocoda

BBISIBJICHUS HOBBIX dACIICKTOB HpO(bI/IJ'ISI 0e30IaCHOCTH.

OcuoBHo#i Brioyaemoit B POOB wmHpopmanmeii SBISIOTCS TaHHBIE W PE3yJIbTaThl
KJIMHUYECKUX HCCIIEJOBAaHUN JIEKapCTBEHHBIX MpPErnapaToB W OHOJIOTMYECKHX BEIIECTB, BHE
3aBUCHUMOCTH OT HX PETUCTPAIMOHHOTO cTaTyca. B ciydae mpoaomKeHHs KIMHHYECKOTO
U3yUYeHHs] TIOCJIE€ PErucTpaluy JieKapcTBeHHOro mnpemnaparta, POObB BkimodaeT Takxke JaHHBIC
MOCTPETUCTPAITMOHHBIX ~ uccnenoBanuii. POOB HampaBieH Ha OLEHKY HCCIIEIyeMOTo
(pa3pabatbiBaeMoOro) nmpemnaparta, WH(OpMaIus TO TpemaparaM CpaBHEHUsS © Iularedo
BKJIIOUAETCS B HETO TOJBKO B CIIy4ae, €ClHM 3TO MMEET OTHOIICHHE K 0e30MacHOCTH CyOBhEeKTOB

HCCICIOBAaHUSI.

B POObB Brmouaercs wuH(poOpMaims MO OE30MaCHOCTH, IMOTy4yaeMas B XOJI€ BCEX
NPOJOJDKAIONIAXCS  KIIMHUYECKUX MCCICOBAHMA W HMHBIX HCCIIEOBAHUH, BBIIONHIAEMBIX I

3aBCPUICHHBIX CIIOHCOPOM Ha MPOTAHKECHUN OTUYECTHOI'O IIEPUO/Ia, B TOM YHUCIIC:

KITMHIYECKUE HCCTICIOBAHUS pa3pabaTsiBaeMOro (uccnemyemoro) npemnapara
(hapmakoIOTHYECKHE HCCICAOBaHHS Y YEJIOBEKA, TEPAIIEBTUYECKUE IMOMCKOBBIE WCCIICIOBAHUS W

TepaneBTUYECKHe MoATBep K aaromue uccnenoanus (hass [ — I1I));

KIIMHUYCCKUC  HUCCIICAOBAHUA  3apCTUCTPUPOBAHHOIO  JICKAPCTBCHHOI'O  IIperapara IIo

0JI00pPEHHBIM TIOKA3aHUSM (UCCTIEIOBAaHUE TepaIieBTUUECKOro nprmMeHeHus ((hasza [V));

TEpaNeBTUYECKOE IMPUMEHEHHE HCCIEAYEMOro Ipemnapara (HampuMep, B paMKax

PpacIIMpEeHHOTO 10CTYIa, MHANBUAYaIbHOTO IOCTYIA U UHBIX);

KIIMHUYCCKUC UCCIICAOBAaHWA, TMPOBOIUMBIC [UIA IMOAACPIKKU HM3MEHEHUM pornecca

MpOU3BOACTBA JICKAPCTBCHHOI'O CPCACTBA.

POOB Ttarke BKIOUaeT B ceOs1 MHBIC JAaHHBIC, KOTOPLIC SABJIAIOTCA SHAYMMBIMH B OTHOLICHHUH

0e30macHOCTH pa3padaThIBAEMOro (MCCIIeyeMOro) Tipernapara, B TOM YHCIe CISIYIOIIIe JaHHbIC:

Ha6J'IIOI[aTeJ'II)HI)IX 1 SN ACMHUOJIOTMYCCKUX HCCJ'ICI[OB&HHﬁ;
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JOKJIMHUYECKUX HCCIICIOBAaHUIN (TOKCUKOJOIMYCCKUX MCCIICAOBAHUN M HMCCIICAOBAHHUK in

Vitro);
npyrux POOB, koTopble UMEIOT OTHOIIICHHE K UCCTIelyeMOMY TIpernapary;
MPOU3BOICTBEHHBIX I MUKPOOUOIOTMYECKUX H3MEHEHUIA;
HEJIaBHO OITyOJIMKOBAaHHBIE B MEAUIIHCKOMN JIUTEPATYPE;

KIMHUYECKHX HCCIICJIOBAaHUH, 10 pe3ysbTaTaM KOTOPBIX ObLIa BBISBICHA HEJOCTATOYHAS
3(HeKTUBHOCTD, YTO MOIJIO OKa3aTh HEMOCPEACTBEHHOE BIMSHHUE Ha O€30IacCHOCTh CyOBEKTOB
WCCIIE0BaHU  (HAIpUMep, YXYAUIEHHE OCHOBHOTO 3a00JIeBaHMS B CIy4ae CEpPbE3HOM WU

YKU3HEYTPOXKAIOIICH TIATOJIOT N );
MHBIX UCTOYHHUKOB JIAHHBIX 110 O€30MACHOCTH aHATIOTMYHOTO TePAIIeBTUYECKOTO KITacca,

KJIMHUYECKUX HMCCIIeIOBAaHUH, MPOBEICHHBIX MapTHEPaMH CIIOHCOpA IO pa3pabOoTKe, eClIU 3TO

HPEyCMOTPEHO JIOTOBOPAMH.

3. OO0mmMe NpUHIHITBI
3.1. Enqunbtii POOB niist neiicTByIOIIEro BemecTa

C OCJIBIO O6CCHC‘-I€HI/I$I HUCUYCPIIBIBAIOIICTO aHajin3a W MPCACTABJIICHHUA NOAHHBIX II0
0€30MacHOCTH HCCIIEyeMOTO Tperapara CHOHCOp MAOKEH mpeacTaBisaTh eauubii POOB,
BKJ'IIO'—IaIOHII/Iﬁ JaHHBIC 110 BCEM JICKAPCTBCHHBLIM (1)OpMaM U OO03UPOBKAM, IIOKa3zaHUAM K
Ha3HAYCHHIO, HCCIEAYEeMBIM MOMyJsusaM (Korga BO3MOXHO). B ciywae, eciu 3T0 He
MPEJCTaBIsIeTCS BO3MOXKHBIM (HampuMep, KOrjaa JaHHbIe HEIOCTYIHBI CIIOHCOPY), CIEAyeT

MMpEaACTaBUTbL COOTBCTCTBYIOIICC 00BsICHEHHE BO BBOI[HOI\/'I JacTHu OT4YCTA.

Ecimu B pa3paboTke uccieayeMoro Ipernapara y4acTBYIOT HECKOJIBKO CIIOHCOPOB, B
YaCTHOCTH MPU BBIMOJIHEHUH COBMECTHON pa3pabOTKH WM HA OCHOBAaHUM MHBIX JOTOBOPOB, MU

MOeET ObITh TipencTaBiieH eaunbiii POOB.

3.2. llepuoanunocts npencraieruss POOB u nara okoHuaHust coopa JaHHBIX

Hauasno romoBoro nepuona 1o mpeicTaBICHUIO OTYETA OMPELISIETCS B COOTBETCTBUU C
MEXIYHApOAHOW AaTol O0OpeHHs pa3padaThiBa€MOTro JIEKAPCTBEHHOrO Mpemapara (maiee —
MJOPIJIIT). Mecsan u nata MJIOPJIII siBnsitoTcs AaToil Hayaia oTCYeTa TOJOBOTO Mepruoaa AJs

nomauu POOB.



B ciydae nmpoBeneHMs EpBOro KIIMHUYECKOTO UCCIIENOBAaHUSA HA TEPPUTOPUU CTPAHBI, B
KOTOPOil OTCYTCTBYET OQHIMaNbHAs MPOLEAypa OMOOPEHHS KIMHUYECKOTO MCCIIEeIOBAHMUSA,
COOTBETCTBYIOILAsA J]aTa, CBA3aHHAs C HAYAJIOM IIEPBOr0 KIMHUYECKOTO MCCIECNOBAaHUsA, TOJDKHA
ObITh Ha3HaueHa CrHoHcopoM. /[l Bcex CTpaH, B KOTOPBIX BBIMOJHAIOTCS KIMHUYECKHE
MCCJIEIOBaHMsI MCCIEAYEMOro Mpemnapara, NoaaepKuBaeTcss U ucnoib3yercs exunas MJIOPJIIT

npu noaroroske POOB.

Haroit okonuanust cobopa maHHbix POObB sBisieTcs mocienHuii IeHb OTYETHOTO IEpHOJa,
coctapysitoriero 1 roxa. st ymoOCTBa BBITIONHEHHS] aIMUHHUCTPATUBHBIX TPOLIEAYP MO KEJTAHHUIO
CIIOHCOpa JaTOM OKOHYaHWS cOopa JaHHBIX MOXKET OBITh OMpeneNieH TOCIEAHUN JIeHh Mecsla,

npeawectrytomero MJIOPJIIL.

B cmydae nmpomomkeHHs BBIMOJTHEHHS TMPOTPAMMBl  KIMHUYECKOW  pa3paboTKu
JIEKAPCTBEHHOI'0 Tpernapara Ha TEPPUTOPUHM TOCYyJapCTBa-djieHa MOCIE €ro rocydapCTBEHHOM
pETHCTpaIH, B COOTBETCTBUU C TPEOOBAHUSIMHU 3aKOHOAATEIHLCTBA TOCYAAPCTB-UYICHOB JIOJKHBI
npeactaBimsThest kKak POODB, Tak um mepuoguveckre OOHOBIISIEMBIE OTYETHI MO 0E30MaCHOCTH
uccneayemoro mnpenapara (nanee — [1OOB). Ilo sxenanuto cmoHcopa POOB moxer ObITh
MOJITOTOBJICH UCXOMS U3 MEXAYHAPOAHON NaThl peructpanuu (naiee — MJIP), ucnons3zyemoii B
[TOOB, 4TO MO3BOMUT CHUHXPOHHM3WUPOBATH NATHl MOJAYU OOOMX TMEPUOAUYECKHX OTUETOB. B
cinydae cuHxpoHuzanuu nat nogadn POOB u I1IOOB, oT4eTHBIM mnepuon uisi CIEAYIONIETO
MNEPUOANYECKOr0 OTYeTa MO O€30MacHOCTH HMCCIEAYyEeMOro MperapaTa He JOJKEH MPEBBIIIATh

OJHWH Irond.

POOb nomxeH npencTaBiasTbCS BCEM YIIOJHOMOYEHHBIM OpraHaM IOCYAapCTB-WIECHOB, Ha
TEPPUTOPUU KOTOPBIX IPOBOJATCS KIMHUYECKUE HCCIEIOBAaHUS (WUCHBITAHUS) MCCIIEAYEMOrO

npernapara, He mo3aHee 60 KaJleHIapHbIX JHEW C JaThl OKOHYAHUS cOopa JaHHBIX.

3.3. IIpopomkurensHocTh Noauu POOB

[IponomxurensHocTs noxaun POOB ompenensercs TpeOGoBaHMAMU 3aKOHOAATEIHCTBA
rocyaapcTBa-uiaeHa. Eciu B rocyapcTBe-djieHe UM B IPYrOM T'OCYJIapcTBE JHO0 B OTAEIHLHOM
peruoHe B  COOTBETCTBUM C TpPeOOBAaHUSMU COOTBETCTBYIOUIETO  3aKOHOJATENIbCTBA
npekpamaetcs nogada POOB, cnoHcopy crnemyer chenarh yka3zaHUE, UTO 3aKIIOUMTEIbHBIN
POOB sBnsgercd nociaeaHUM €XETOJHBIM OTYETOM JUISl MCCIEAYEMOro IpernapaTa B JaHHOM
rocyJapCTBe-WICHE (IPYyroM rocynapcTBe, OTACIbHOM peruoHe). CHOoHCOpY TakkKe CIeayeT
cAenaTh yKa3aHHE O HAJIMYUU MPOJOJDKAIOUINXCA KIMHUYECKHX MCCIEAOBAaHUNH B JIPYrHX

CTpaHax.
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3.4. OTBETCTBEHHOCTH 3a MOATOTOBKY U npeactasienne POOb
3.4.1. OTBETCTBEHHOCTH CIIOHCOPA

CHOHCOp KIIMHUYCCKOTO HMCCICAOBAHUA ABJIACTCA OTBCTCTBCHHBIM 3a TMOATOTOBKY,
conmepkanne u nogady POOB. CroHcop mMMeeT mpaBo JeNIerHpOBaTh BBITIOJHEHUE PAabOT 1O
noarotopke POOB  TpeTtheit cTOpoHE (HampuMep, KOHTPAKTHOM  HMCCIIEIOBATEILCKON

OpTraHH3aIuN).

Ecnn crnoHcop He umeer AocTynma K HMH(QOpPMAaLUH, BKIIOYAEMOM B OIpEe/ICHHbIE
pazznensl POOB (Hanpumep, crioHcop-HcciaeIoBaTelb MOKET He pacrosaratb HHpopmanuei mno
acmeKkTaM  IIPOM3BOJCTBEHHOIO  Mpollecca, JaHHBIM  JOKIMHUYECKHUX  HCCIICOBAHMH,
UHpOpMaNMe MO PEruCTpaluy JIGKAPCTBEHHOTO TIperapara), JODKHO OBITh  CIeNlaHo

cooTBeTcTBYMOIIEE yKazaHnue B POOB.

3.4.2. OTBETCTBEHHOCTb HECKOJIBKUX CTOPOH

B ciydae BBINOTHEHUS KIMHWYECKOTO HCCIEAOBAHHS WM TPOTPAMMBI  pa3pabOTKU
HECKOJBKHMH CTIOHCOpPaMHU CTOPOHBI JOJKHBI OpPraHu30BaTh MOAT0oTOBKY eanHoro POOB (ecnu
BO3MOXHO). JlaHHOe TpeOoBaHHE PACIPOCTPaHSIETCS MPHU HAIMYUHU Yy CIOHCOpA JOTOBOPOB IO
COBMECTHOH pa3pabOTKe WM JUIIEH3MOHHBIX TOTOBOPOB C OJHOW MM O0Jiee CTOpOHAMH OO B
Cilydae BBITIOJIHEHHS OTACITBHBIX KIMHHYECKUX HWCCICAOBAHUA WIIM TPOTPAMMBI pa3pabOTKU
JIEKapCTBEHHOI'O IIpernapaTa C BOBJICUYEHHEM TOCYJAapCTBEHHBIX M YACTHBIX OpraHHU3aIuii,
JIEJNIOBBIX TMAapTHEPOB WM HHBIX CTOPOH. B 3THX ciyuasx CIOHCOp JOMKEH pacmojiarathb
NUCHbMEHHBIMU COTJIAIICHUSIMH, OIPEICISIONIMMHA TOPSIIOK OOMEHa JaHHBIMH U JIETaJIbHOE

pacripeziesieHre 00s13aHHOCTEHN 10 MOAT0TOBKe U npecTasienuto POOB.

Ecmu npencrasnenue enraoro POOB HEBO3MOKHO, CIIOHCOPBI MOTYT TIPUNTH K COTJIAIIICHUIO
o momave otaenbHpIX POOB Ha omuH M TOT ke paspabaTbiBaeMblidi mpemnapar. JlaHHas cuTyarust
MOET BO3HHKHYTh, KOTJ[a Pa3JIMYHbIE CTOPOHBI UCCIEAYIOT pa3padaThIBaEMBbIil TIpenapaT 1Mo pa3HbIM
MOKA3aHUSIM, WK CII0cO0aM BBEICHWS, WM C HCIOJIL30BAaHUEM PA3IMYHBIX JIEKapCTBEHHBIX (hopM. B
kakaoM ciaydae B POOB nomkHO OBITH TPUBEICHO OOOCHOBAHUE TMPEJICTABICHHS OTICIHHBIX

OTYECTOB.

3.4.3. POOb nans KOMOMHUPOBAHHOW Tepanuu

IockonbKy KIMHHYECKas pa3padoTka KOMOMHHPOBAHHOW TEparuM CONpsHKEHa C PSIoM

MNOTCHIMAJIbHBIX CJ'IO)KHOCTCﬁ, HaCTOAIIUC HpaBHna HC MOI'yT MNpEeaAyCMOTPETL BCC BO3MOXKHBIC
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acniektsl. CroHCOpY CieAyeT onpeneuTh Hauboliee MpueMieMblid BapuaHT moarotoBku POObB Ha
OCHOBAaHHMHM OLICHKU psifa (haKTOpOB, BKITIOYAsS IMOMYJBIIMIO MAIMEHTOB, IMOKA3aHUsI K Ha3HAYCHHUIO,
JIEKapCTBEHHYI0 (OpMy U T.[., @ TaKXKe YCJIOBUS TNPOBEACHUS KIMHUYECKUX MCCIEAOBAaHUN M
3aKOHO/IATEeNILCTBO rocyaapctB — wieHoB Coro3a. B ordere H0mKHO OBITH NPHBEIEHO OOOCHOBAHHUE

BBIOPAHHOTO MO/IXO/A.

Kak mpaBmio, mo KIMHMYECKUM HCCIEAOBAHUSAM (PUKCUPOBAHHBIX KOMOMHAIIHIA
npencrapisiercss eauubelii POOB (To ecTh mpu Ha3HAYeHWHM KaK MHUHHUMYM 2 JIEHCTBYIOIIMX
BEUIECTB B (PMKCHUPOBAHHOM J103¢ B OJHON JiekapcTBeHHOU (opme). Ecau crnoHcop mpoBoauT
KJIMHUYECKHE HCCIEAOBAaHUS OTAEIbHBIX KOMIIOHEHTOB, BXOJSIIMX B COCTaB (DMKCHPOBaAHHOMU
koMOuHanuu, otaenbHble POOB  HOMKHBI MpeACTaBIAThCA AN KaKIOTO KOMITOHEHTA.
Nmerommue orHomienne maHHele w3 kaxgoro POOB  gomkHBI  OBITE  0O0OOIIEHBI B

cooTBeTcTBYyIOIIEM pazzaene apyrux POOB (cm. moapasaen 4.11.5 nacrosmux TpeboBanwmin).

Jlig uccnenoBaHuii, KOTOpPbIE BKJIIOYAIOT B c€01 MHOTOKOMIIOHEHTHYIO TEPAIINIO, TO €CTh
KOMOUHAIMK JIEKApPCTBEHHBIX CPEICTB HE SBIAIOTCS (UKCUPOBAHHBIMM) CIIOHCOP MOXKET

MIOJITOTOBUTH OJIMH U3 CICAYIONIMX OTYETOB:
a) POOb nnst koMOMHHUPOBAHHOM Teparuu,

6) POOB(b1) my1st ogHOTO MItM O0JIee MHAUBUYTBHBIX KOMIIOHEHTOB (B JAHHOM CITy4ae
UHPOpPMALIUS 10 KIMHUYECKUM HCCIICIOBAHUSIM MHOTOKOMITIOHEHTHOW TEparuud MOXKET ObITh

BtoueHa B POOB Ha oJlMH Wik BCe KOMITOHEHTHI ).

[Tpumepsr ctpaterun moaroroBku POOB nist koMOMHUPOBAHHOM Tepanuu

KomOuHupoBaHHas Tepanusi, Ha3HaYaeMast POOB
B KJIIMHUYECKUX UCCIIEIOBAaHUSIX

ucciaeayeMbii mpenapar (A) eaunsiii POOb
+ 3aperucTpUpOBAHHBIN(BIC) JICKapCTBEHHBIN(bIE) Ha KOMOWHUPOBaHHYIO Tepamnuio (A +
npenapat(sl) (X, Y, Z) X+Y+27)

WIH

POOb nHa wuccinenyemblid mnpenapar
(A), BKIIOUYAIOHIMI  JaHHBIE IO
KOMOWHHUPOBAHHOM Teparuu

IIBa UcclieyeMbIX mpemapata (A) + (B) enunblii POObB
Ha KOMOMHHUPOBAaHHYO TEPaIIo
(A+B)
WITH
nBa otnenbHbix POOB Ha (A) m
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(B), B Kaxblii U3 KOTOPBIX
BKJIIOYAIOTCS JAHHBIE IO
KOMOWHUPOBaHHOH Tepanuu

JBa (Wr 6ostee) 3aperuCTpUpPOBaHHBIX equabrii POOb
JIEKapCTBEHHBIX Mperapara B Ka4yecTBe ucceayeMoil Ha KOMOWMHHMpOBaHHYIO Tepamnuio (X +
komOuHanmu (X, Y, Z) Y +7)

3.5. CupaBounas uH(popManus 1mo 6€30MmacHOCTH

B mensix ompeneneHusi COOTBETCTBUS MOJTyYaeMOW Ha MPOTSHKEHUHM OTYETHOTO MEpruoja
uHpOpMaMU 1O OE30IaCHOCTH UMCKOIIUMCS JIaHHBIM 10 mpodmio  0e30macHOCTH
UCCIIEyeMOro IpernapaTa HUCIONb3yeTCs JACWCTBYIOMIAs HA HaJalo OTYETHOTO Iepuoja
Opomrtopa wuccinenoBatens. B coorBercTBytomem paszaene POOB (cm. mompazmen 4.10.1
HacTosmMX TpeOoBaHWI) YKa3bIBAIOTCS HOMEP BEPCHMH M JaTa OpOIIIOPHl HCCIEA0BATENs,
KOTOpasi UCTIOJIB3YETCS B KAUECTBE CIIPABOYHOM MH(pOpMAIMK 10 Oe30MacHOCTH. B citydasx eciu
COTJIACHO 3aKOHOJATENhCTBY TrocyAapcTB — uieHoB Coro3a Opolmopa HCCIenoBaTeNs He
TpeOyeTcsl, B Ka4eCcTBE CIPABOYHON MH(OpMAIUU 110 0€30MaCHOCTH MOXKET OBITh HCITOJIb30BaHA

COOTBETCTBYIOIIIAad HHCTPYKIUA 110 MEAUITMHCKOMY ITPUMCHCHHUIO.

Kak mpaBwiio, B kadecTBe CIPaBOYHOW HMH(pOpPMAIMM MO OE30MAaCHOCTH HCHOJb3YETCS
onuH okyMeHT. [Ipu onpenenennsix obcrosrenscTBax B POOb MoxeT ucnonbs3oBarbes 6onee 1
JOKYMEHTa B KadecTBE CIIPaBOYHOM HH(popMammu 1o 0e30macHOCTH (HampuMep, B Clydasx
noaroroBku POOB nnst mccnenyemoro mpemapaTa, KOTOpPBIM MPUMEHsUICS KaK B KauecTBE

MOHOTEpAITUH, TaK U B COCTaBE KOMOMHUPOBAHHOMW TEPATTHH ).

Ecniu Ha mnpoTsyKeHMM OTYETHOrO TME€pPHOJA BBINOJHSUICS IEPECMOTpP OpOILIIOpHI
HCCJIE0BATEN U OHA HE IIPEICTABISUIACh PAHEE B COOTBETCTBYIOIIMI YIIOJTHOMOYEHHBIN OPIaH,
CIIOHCOD JIOJDKEH MPENCTaBUTh KOMUIO TEKYIIeH BepCHUU OpOIIIOpPHI HCCIIEOBATENsl B KaueCcTBe

npunoxxenus k POOB.

4. TpeGoBaHMsI K COCTaBY M COAEPKAHUIO TIEPHOANIECKOTO OTYETA M0 OE30IMaCHOCTH
uccneayemoro npenapata (POOB)

4.1. TutynbHas CTpaHULIA

TurynpHas cTpaHMLa NOJDKHA coaep:karh nopsakosslii HoMep POODB, HammeHoBaHue
UCCJIEyEMOr0 IMpenapara, OTYETHBIM NEPHUOA, AATy COCTaBJICHHS OTYETA, Ha3BaHUE W aApec

CTIIOHCOpa, 3asBIeHHEe O KOH(UICHIMANbHOCTH WHpopMammu, conepxameiics B POOB, u
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npenocrepexxenne, uyto POOb MoxkeT coxepkaTb JaHHbIE C  PAcKpbITBIMH — KOJaMU

PaHIOMU3AIIHH.

4.2. Kpartkoe nsnoxenue ocHoHoro POOb

KpaTkoe u3noxeHue BMeCTe C TUTYJIbHON CTPAHULIEN MOXKET CIIY’KUTh CAMOCTOSITEIbHBIM
TOKyMeHTOM, noaxoasmuM 1i1st nogaun B DCO (HOK) B rocynapcTBax-unenax (rae tpedyercs).
B kparkoe u3noxeHHEe NOJHKHA OBITh BKJIFOUEHA KpaTKas WHpOpMamus 1Mo Hanboiee BaKHBIM

JaHHBbIM, BKIIFOUCHHBIM B OTYCT:

HOMEp OTYeTa M OTUETHBIA MEepPHOJ], KpaTKasi XapaKTepUCTHKa UCCIEAYyeMOro mpernapara
(MexaHU3M JAeHcTBUs, (hapMaKOTepaneBTHUYECKHI KIacc, MOKa3aHWs K MPUMEHEHHIO, CIOCO0

BBEJICHUS, PEXKUM J03UPOBAHMUS, JIEKAPCTBEHHBIE (DOPMBI);

OIICHKa KOJIMYCCTBA CY6’beKTOB HUCCIICAOBAaHUs, MOoABCPTTHHUXCS BO3I[€I‘/JICTBI/IIO

HCCIICAYCMOTI0 IMperapara,

PErUCTPAlIMOHHBIN CTAaTyC C YyKa3aHUEM KOJIMYECTBAa CTpaH (€Clu JIEKapCTBEHHBIN

npernapar 3aperucTpUpoBaH);

KpaTKOe W3JI0KEHHE O0000IIeHHOW oleHkH mpodwis Oe3omacHocTH (cM. pazmen 4.21

HacTosux TpeboBanwmii),
KpaTKO€ M3JI0KEHNE BAKHBIX PUCKOB (CM. pazzen 4.22 Hacrosumx TpedoBaHuil);

MCPBI, MNPUHATBIC B CBA3W C JAaHHBIMHU I10 6630HaCHOCTI/I, BKJIIO4asi CYHICCTBCHHBIC

U3MEHEHHS B OPOIIIOPE UCCIIETOBATEIIS;

3aKJII0ueHue (BBIBOJIBI).

4.3. OrnaBiaeHue

Paznen nomken cogepxats ornasienue POOB.

4.4. Beeneuue

Bo BBeieHnu ykasbIBaeTcs cieayromas HH(GopMaIiust:
MAOPJIT v M/IP (ecn mpuMeHnMO);

OTYETHBIN NeproA 1 nopsaxosbsiil Homep POOBD;
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XapaKTepUCTHKA UCCIEAYyEMOro mpernapara (MexaHu3M JCHCTBUS, (papMaKoTeparneBTHIECKUHA

KJIacc, CIIOCO0 BBEJICHUS, PEKUM J03UPOBaHUS, JIEKAPCTBEHHBIE (DOPMBI);
KpaTKO€e ONKCAHNE ITOKa3aHNH K IPUMEHEHUIO U UCCIIENYEMBIX TOITYJISINN;

KpaTKOE OINMCAHUE XapaKTepa U BPEMEHHOH HAIPaBIEHHOCTH KJIMHUYECKMX HCCIIEI0BAHUH,

BKJIFOYCHHBIX B OTUYCT (HaHpI/IMCp, BCC KIIMHUYCCKHC UCCIICIOBAHHSA NUCCIICAYEMOT0 IIpcrapara,

KIIMHUYCCKHE HCCICAOBAaHUA 110 OIpCACIICHHOMY IIOKa3aHUIO, HCCIICAOBAHHUA

KOMOWHHPOBAHHOM Teparun);

KpaTKOe ONKCAHWE U TIOSICHCHUS B OTHOIIICHUH KaKOW-IMO0 MH(opMaImm, KoTopasi He OblIa
BKJIIOYEHA B OTUET (HAIIpUMEp, HEMpeCTaBJIeHUE YacTH UHGOpPMAIMU IO OE€30MaCHOCTH MapTHEpaMU

0 pa3paboTKe HCCleyeMoro npernapara);

00oCHOBaHHE NPCACTABJICHUA HECKOJIBKUX POOb UL OAHOT'O UCCIIEAYEMOTO IIpeIiapara (eCJ'II/I

IPUMEHHUMO).

4.5. PeructpalluOHHBIN CTaTyC B MUPE

B nanHOM paszgene JOKHO OBITH INMPEJICTABIEHO KPAaTKOE H3JI0KEHHE COCTOSIHHUS IO
perucTpallMoHHOMY cTaTycy (ecaud mnpuMeHumo), Bkitouas MJIP, 3apeructpupoBaHHBIE
NMoKa3aHusi  (3aperucTpUpPOBAHHOE TIOKa3aHWE) K TMPUMEHEHHIO, OJIOOpEHHBIE O3B,

COOTBETCTBYIOIINE CTPAHBI.

4.6. MepH, IIPUHATELIC 3a OTYETHBIM nepuona B CBA3U C JaHHBIMU 110 0€e30macHOCTH

JlauHbIM pa3gen AOMKEH BKIIOYATh OMHCAHUE TMPUHATHIX 32 OTYETHBIA TMEPUOJ]
CIIOHCOPOM, YTIOJJHOMOYCHHBIMH OpraHaMH, HE3aBHUCHMBIM KOMHUTETOM II0 MOHHTOPHUHTY
nanabix, 9CO (HOK) B memnsx Oe3omacHOCTH Mep, KOTOpPhIE OKa3ald BIHUSHUE HA MPOBEACHUE
ONPENIETIEHHOTO  KIMHUYECKOTO HCClIeIOBaHUsA  (MCCIENOBAaHUM) WIM Ha MOPOrpaMmy
KIIMHUYECKOW pa3paboTKu B IeJIOoM. B pasnene MODKHBI OBITH yKa3aHbBl OCHOBAHHS IS
NPUHATHS MEp, a TaKXKe BO3MOXKHBIC W3MCHEHHS 10 paHee MPUHATHIM MepaMm (Hampumep,
BO300OHOBJICHHE KJIMHUYECKOTO HCCIEAOBAaHUSA IIOCJIE€ €ro MPHOCTAaHOBKH). B  1memsax

0€30I1aCHOCTH MOTYT OBITh IPUHSATHI MEPHI:

OTKa3 €O CTOPOHBI YynojJHOMOuYeHHbIX opranoB wuian 2CO (HOK) B paspemienun
IPOBEJCHUS KIMHUYECKOIO HCCIENOBAaHUSA 10 JTHUYECKUM OCHOBAHMSM WM acleKTaM

0€30I1aCHOCTH;
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yacTU4Has (TOJIHAs) IPHOCTAHOBKA WIIM MPEXKIEBPEMEHHOE NPEeKpalieHHe KITMHIYECKOTO
UCCJIEIOBaHMs MO0 NPUYMHE MOJyUYEHHUsI HOBBIX JAHHBIX 10 O€30MacHOCTH WJIM HEAOCTaTOYHOU

3(PeKTUBHOCTH HCCIEAYEMOTO Mpernapara;
OT3BIB HCCJIETyEMOTO Mperapara i npernapara CpaBHEHUS;

OTKa3 B FOCYI[apCTBeHHOI\/JI PErucTpavu 1o MUCCICAYCMbIM IIOKa3aHUAM K NPUMCHCHUIO,

BKJIIOYasi JOOPOBOJIbHBII OT3bIB 3asBJICHUS Ha NMPOBEICHNE TOCYIapPCTBEHHON PEeruCTpaluy;

BBEJICHUE MEp IO YMNPaBICHUIO PUCKaMHU (BHECEHHME IMONPABOK B MPOTOKOJI B CBS3H C
acmekTaMu 0e30macHOCTH WU 3(PPEKTUBHOCTU UCCIEAYEMOro Mpemnapara, BKIYas H3MEHEHHE
pexuMa J103UpPOBAHUsS, KPUTEPUEB BKIIOUEHUS (HEBKJIIOUEHHUSI), BBEJACHUE JOMOJHUTEIHLHOTO
MOHUTOPWHTA, OrPAHUYEHHE [IMTCIBHOCTA BO3JECUCTBHS, OTPAHMYCHHUE HCCIEAYEeMOMU

MOIYJISIIUY WU MOKa3aHUM K MPUMEHEHHIO;
W3MEHEHHUE NHPOPMUPOBAHHOTO COTJIACHS;
M3MEHEHHE COCTaBa MpernapaTta;

BBC€IACHUC YIOOJIHOMOYCHHBIMU opraHamMu JOITOJTHUTEIBbHBIX TpC6OBaHHﬁ 10

MIPEICTaBICHHUIO HH(OPMAITUHU TI0 0€301TaCHOCTH;

IOATOTOBKA I[OHOHHHTCJIBHOfl I/IH(i)OpMaHI/II/I JUISA HCCHGI{OB&TGHCﬁ U MCEIUIIMHCKHX

pabOTHHKOB;
IJIAHUPOBAHUE HOBBIX MCCIICIOBAHMM 110 U3YUYEHUIO aCTIEKTOB MPOduiIsi 6€30MacHOCTH).

[Ipyn HanMuMM rocylnapCTBEHHOM PETMCTPALlMM B JAHHBIM Pa3fed TAKKE BKIIOYAKOTCS

CJIeIyIOIIME MEphl B OTHOIIECHUH 3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOT'O Tpernapara:
0TKa3 CO CTOPOHBI YIIOJITHOMOUYEHHBIX OPTaHOB B MOATBEPKICHUH PETUCTPALIUH;
MIPUOCTAHOBKA PETUCTPALIMU WII OT3bIB C PHIHKA;

MIPUHSTHE YIIOJIHOMOYEHHBIMU OPTaHaMU MEp IO YIPaBIEHUIO PUCKAMHU (CYIIECTBEHHbIE

OTpaHUYEHUS B OOpaIlCHUN;

CYHECCTBCHHBIC M3MCHCHUA B HHCTPYKIHUHU IO MCIHIMWMHCKOMY IMPUMCHCHUIO, KOTOPBIC

MOTYT HOBJMSATH Ha POrpaMMy KJIMHUYECKOH pa3paboTKH;

MOJrOTOBKA JOHOJHHUTEIbHOM I/IHq)OpMaI_II/II/I " Apyruc MCpbl MUHUMH3AlIUU PUCKA,
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Ha3HAYEHUE YIOJHOMOUYEHHBIMU OpraHaMH JOIOJIHUTENIBHBIX IOCTPErMCTPALMOHHBIX
WCCIICIOBAaHMIA MITH WHBIX MCCIIEIOBAHUH 110 OLIEHKE acTeKTOB MPOoQwiIsi 6€30MacHOCTH, BKITIOYast

JTOKJITUHUYECKUE UCCIIEIOBAHU).

B nanHbIif pazgen Takke BKIIIOYAIOTCS 3alpOChl YIOJIHOMOYEHHBIX OPraHOB, KOTOpHIE
BBOJST OIpEAeNiCHHbIE OIPAaHUYEHUS B OTHOIICHHWU TEKyLIeH WIW IJIaHHUPYyeMOW MPOrpaMMbl
pa3paboTKu HccaeayeMoro mpenapaTta (Hampumep, TpeOOBaHHE TMPOBEACHUS ITUTEIbHBIX
JOKJIIMHUYECKUX MCCIIEJOBAaHUM J0 Hayana AOJITOCPOYHBIX KIMHUUYECKUX HCCIIEI0BaHUi, 3a1poc
0 TIPE/ICTABJICHUM CHENM(PUIECKUX JaHHBIX 10 OE30MacHOCTH /0 Hadana IeIHaTpHYECKOro

WCCJICIOBAHMS).

Jannas mHboOpMaIus mpeacTaBisercs B Gopme 000OIIEHHOTO IMepedyHsl ¢ yKa3aHUEM

O0OHOBJIEHUH (€CIT TPUMEHUMO).

4.7. I3aMeHeHwsI, BHECCHHBIE B CIIPABOYHYIO HH(POPMAIIHIO 10 O€30MaCHOCTH UCCIIEIYEMOTO
npemnapara

JlaHHBIA pa3zfen BKIOYACT B ceOsi mepedeHb M3MEHEHWH, KOTopble ObUIM BHECEHBI 3a
OTYETHBIM TIEPUOA B OpOIIIOPY HCCIIENOBATeNsl WM HWHYIO CIIPAaBOYHYI WH(OPMAIHIO TI0
0€30MacHOCTH B CBSI3M C HOBBIMH aclieKTaMy Mpodwiist 0e30MacHOCTH HMCCIICAYEeMOro Tpernapara.
JlaHHble W3MEHEHMS MOTYT KacaTbCs, HalpuMep, W3MEHEHHH KpPUTEpUEB HEBKIIIOUCHUS,
NPOTHUBOIIOKAa3aHUH, Mep TPEIOCTOPOKHOCTH M OCOOBIX ~ YKa3aHHH, TIEpPeuHs Cephe3HBIX
HEXKEJaTe/IbHbIX peakUuMil M HEeXKENaTelbHbIX SBJICHUH, NPECTaBISIOINIMX OCOObI HHTEpeC,
JIEKapCTBEHHBIX B3aUMOJICHCTBHI, a TaKKe BaKHBIC JAaHHbIE, MOTYYEHHBIE B XOJ€ JOKIMHUYECKHX
uccienoBanuid. [logpoOHas nHpOpMAaIMs MO JAaHHBIM H3MEHEHUSIM JIOJDKHA OBbITh MpEACTaBjeHa B

cooTBeTcTBYIONIMX pazaenax POOB.

4.8. [lepedyeHb MpOJOKAIOIIUXCS U 3aBEPIICHHBIX B OTYETHOM MEPUOEC KITMHUIECKUX
HUCCIIeJOBaHUHN

JlaHHBIA pa3zmen BKIIOYACT B ceOs KPaTKyl0 HH(POPMALMIO TIO TPOJOIDKAIOMIAMCS U
3aBEpUICHHBIM B OTYETHOM TII€PHO/C KIMHWYECKMM HCCIIEOBAHMSAM C NpEJCTaBICHHEM B
NPWIOKEHUH K TEPUOTUYECKOMY OT4eTy (B TabnuuHOW Qopme) AeTanbHOM HHGOPMALUHU O

CJIEYIOIIUM pa3ziesiam:
UACHTH(PUKAITMOHHBIN HOMeEp U (ha3a UCCIIeTOBAHUS;

CTaTyC BbIITIOJIHCHUA (Hpozxonx(a}omeeca HCCICOOBAHHUC — KIMHHYCCKOC HMCCICOOBAHUC

HAy4asocCh);
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KIIMHUYCECKOC UCCIICA0BAHUC HAYaJIOCh, HO B HACTOAIICC BPEM NPHUOCTAHOBJICHO,

KIIMHUYCCKOC HCCIICA0BAHUC 3aBCPIICHO, HO OTYUCT IO KIMHUYCCKOMY HCCIICAOBAHUIO CIIC

HE 3aKOHYCH;
3aBEPIICHHOE UCCIIEIOBAHUE — OTYET MO KIMHUYECKOMY MCCIIEIOBAaHUIO 3aKOHYEH);

rocy1apCTBa-4JICHbI, B KOTOPBIX PACIIOJIOKCH KaK MHWHUMYM OIWH HCCJICI[OB&TGJIBCKI/Iﬁ

LeHTp;
KPaTKOC Ha3BaHUC UCCIICAOBAHUA;

JM3aliH MCCIIEA0BaHUs (HEKOHTPOIMPYEMOE, KOHTPOJIIMPYEMOE, OTKPBITOE, IIPOCTOE CIIEMOE,
JIBOMHOE CJIENOe, B MapaUIeNbHbIX TpPYyMNax, € IMEPEKPECTHBIM JU3alMHOM M T. 1., BKIIOYas

paszerneHue Ha IpyIIbI JISUEeHHs);

7036l W PEKUM JO3UPOBaHMS HCCICAyeMOro TIperapara W Iperapara (IpernapaToB)

CpaBHCHUL;

XapaKTEepUCTHKA HCCIIEAYyEeMOM MOy sy (BO3pacT, MOJI, MOKa3aHWsA K HPUMEHEHHIO,
0co0ble TpyMIbl CyObEeKTOB (MAIMEHTOB) (HampuMep, MaIlMeHThl ¢ HapylleHHeM (QYHKIMHU MOYeK

VI TIAIIMEHTBI C PE3UCTEHTHOCTBIO K JICUEHUIO));

JaTa Havala KIMHUYECKOTO HCCleNoBaHus (TI0 OMpENeeHUI0 CIOHCOpa) (Hampumep,

TIEPBBII BU3HT IIEPBOTO BKIFOYEHHOTO CyObeKTa (TTAalMeHTa) UCCIIeIOBAHM);
TUTAaHUPYEMBI 00BEM BKITIOUCHUS;

OLICHKAa KyMYJISITUBHOTO 4YHCJIA MAalMEeHTOB (CyOBEKTOB) HCCIEIOBAHUS, MOTYYMBILUX
JedeHre B KaXAOW Je4eOHOW Tpymre (ecnu MpuMeHHMO). B maHHOM pasnene JTODKHBI OBITh
IPUBE/ICHBl JaHHBIE 1O (DAaKTHYECKOMY KOJHMYECTBY BKIIOYEHHBIX CYOBEKTOB HCCICIOBAHHS B
OTKPBITBIX WM 3aBEPIICHHBIX KIMHUYECKUX HMCCIICIOBAHUSX M (WJIM) OLICHKA, OCHOBAaHHAs Ha

CHOCO0€ PaHIOMU3AIUH JJIS CIIETIBIX UCCIICIOBAHUIA.

4.9. OueHka KoM4ecTBa CyObEKTOB, MTOABEPTIINXCS BO3JCHCTBUIO HCCIICTyEMOTO TIpernapara

Hansbiit paznen POOb nmomkeHn copepxkarh uH(OpMaimio 00 OOIIEM KOJIWYECTBE
CyOBEKTOB, TIOJBEPITIUXCS BO3JACUCTBHIO (KYMYJSTHBHOMY BO3/ICHCTBHUIO) B KIMHUYECKUX

uccnenoanusix (cM. moxpazaen 4.9.1 Hacrosaumx TpeOGoBanuil) M NpU  TEpaneBTUUECKOM
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npuMeHeHun (cM. mozapasznen 4.9.2 nacrosmmx TpeOoBanuif). TpeGoBaHHS TO IMPEACTABICHHUIO

uH(pOpMAINH B TAHHOM pa3fiesie BKIIOYAIOT B ce0s CIIeayIoIIee:
a) TaHHBIE JTOJDKHBI OBITH MTPEICTABICHBI B TAOIMYHOM (hopME;

0) mpy HaMW4Me CYIIECTBCHHBIX Pa3IMYMid MEXIY KIMHUYECKUMH HWCCICIOBAHUSIMH B
OTHOIICHUH HCCIICyEeMOM J03bI, crtoco0a BBEICHMUS, UCCIICTyEeMOM TIOMYJISIIAN TAHHBIC B TaOJUIIC
JIOJDKHBI OBITh COOTBETCTBYIOIIMM OO0pa3OM OIMMCAaHBl JIMOO TPEICTABICHBI B BHIIE OTICIBHBIX

TaOJIHII;

B) €CJIM CBOAHBIC Ta6J'II/II_II>I CCPbC3HBIX HCKCIATCIIbHBIX SIBIICHUM NpEeACTaBJICHBI OTACIIBHO
o0 KaXIOMYy HCCICAYCMOMY IIOKA3aHUIO, IOAHHBIC II0 OILCHKC BOSHCﬁCTBHﬂ (KyMyJI}ITI/IBHOI‘O

BO3JICCTBUS ) IOJDKHBI OBITh TAKXKE CTPYIIIHPOBAHBI TI0 UCCIIEAYEMbIM TTOKAa3aHHSM;

I) 1P HAJIMYUU CYLIECTBEHHBIX PACXOXIECHUM IO BPEMEHU KyMYJISTHBHOIO BO3JEUCTBUS
MEXIY KIMHUYECKUMHM HCCIIEIOBAHUSAMM WM HCCIIEAYEMbIM IpErnapaToM U  IpernapaToM
(mpemapaTaMu) CpaBHEHMs JaHHBIE 1O OLEHKE BO3/AEHCTBUS PEKOMEHAYETCS MPENCTaBIsATh B
YCIOBHBIX €IMHUIAX «CYOBEKT — MPOMEXKYTOK BpEMEHIW» (UEIOBEKO-/IeHb, YETOBEKO-MECSI] WM

YeJI0BEKO-TOIaxX);

1) TaHHBIE 10 BO3ICHCTBUIO Ha 370POBBIX JOOPOBOJIBIEB (B OCOOEHHOCTH TPH U3YUYECHHU
OJTHOKPATHOT'O Ha3HAYEHUS) MOTYT MPEJCTABIATHCS OTIEIBHO BBUIY UX MEHBIIEH 3HAUUMOCTH IS

OIICHKH TIPO IS 6€30MTaCHOCTH;

€) UI1 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MpENapaToB, KOTOpbIE HAXOAATCA B
nporpaMme KIMHHYECKOH pa3pabOTKH, MOKET ObITh HCHOIb30BaH MEHEE TOUHBIN MOJIXO0]l B OIICHKE
KyMYJISITUBHOTO BO3JEHCTBHSI B XOJ€ KIMHUYECKHUX MCCIEIOBAHUNM B CIy4ya€ MHOTOJIETHETO
TEPareBTUUECKOr0 MPUMEHEHUS U (WIM) IPUMEHEHUsI TI0 MHOTOYHCIICHHBIM MOKa3aHUsIM (CIIOHCOP

JIOJ’KEH KOMMEHTHPOBATh TaKHUE CITy4yan).

4.9.1. O600111eHHAs OIIEHKA KOJTMYEeCTBA CyObEKTOB, MOJBEPTIINXCS BO3CHCTBUIO
HCCIIelyeMOro MperapaTa B X0/1€ BBITIOJTHEHHsI POTPaMMbl KITHHUYECKOH pa3padoTKu

JlaHHBIN TOApa3fen MODKEH BKIOYaTh B ceOs (B TaOmu4HOM (opme) Cremyronryto

UH(POPMAIHIO:

OGH.[CC YHUCJII0 CY6I>CKTOB B MPOAOJDKAIOMIHUXCA MW 3aBCPHICHHBIX  KIIMHUYCCKUX

HCCIICIOBAHUSX
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KOJIMYECTBO CYOBEKTOB KJIIMHUYECKHX HCCIICAOBAHUM, TMOMYYHMBIINX HCCIIETYEeMBbIi
npemnapar, mianedo u (wi) npenapartsl cpaBHeHus, HaunHas ¢ MJIOPJIII (B cmyuae cnembix
MPOJIOJDKAIOIIMXCS HCCIIEIOBAHUM YHUCIO CYObEKTOB OILIEHMBAETCSI HCXONs U3 HCIOIb3yeMOro

METO/1a paHIOMHU3AIIHN);

KyMYJIITUBHOC KOJIMYCCTBO C}’6T>CKTOB KIIMHUYCCKNUX HCCJ'ICI[OBEIHI/Iﬁ, IMOABCPIiInXcs
BO3JICHCTBHUIO HCCIICAYEMOT O IIperiapara 1o BO3paCTHbIM I'pyIiliaM, IOJIy, paCOBOﬁ MMPUHAJJIC)KHOCTU

(MIpu HATIMYMH TaHHBIX);

neMorpauiecKkue XapakTePUCTUKH IO OTICIBHBIM HCCICAOBAHUSAM OCOOON BaKHOCTH

(marpumep, kimroueBbie uccnenoBanus 111 da3zer).

B manHoM moppaszzene MpUBOAMTCS YKa3aHWE U 0OOCHOBAaHUE MCIIOIB30BAaHHOTO METOIA
(MeTommoB) oOIeHKH OOOOIIEHHOTO (KyMYJIATHBHOTO) BO3JCHCTBHS, a TaKKe OTrpaHUYCHUS

JaHHOI'O METOoAaA.

4.9.2. Ouenka BO3EHCTBUS PU OCTPETUCTPALIMOHHOM ITPUMEHEHNH JIEKAPCTBEHHOTO
npemnapara

B ciyuae ecnu uccnenyeMblil mpenapaTt 3aperucTpupoBaH Ha TEPPUTOPUU KaKOH-ITHO0
CTpaHbl (CTpaH), CIOHCOPOM JOJDKHBI OBITh BKJIIOYEHBI B OTYET JIaHHbIE II0 OLEHKE
0000mIeHHOTO  (KyMyJIATUBHOTO)  BO3JCHCTBHSI ~ Ha  MAIMEHTOB IO  pe3yJibTaraM
MOCTPETUCTPALIMOHHOTO MPUMEHEHHS, OCHOBaHHbIE Ha AaHHbIX nocienanero [OOb unu mHbIX
UCTOYHUKAX JaHHBIX C yKa3aHWeM W OOOCHOBAaHHMEM HCIIOJIb30BAHHOTO MeToJa (METOIOB)

OILIEHKHU BO31€HCTBUS.

4.10. JTarHbBIC B BUJIE CTPYKTYPHUPOBAHHBIX MepEeUHEN M 0000IIEHHBIX (KYMYJISTUBHBIX ) TaOIHI]

Hannsbiii pazgen POOb nomkeH comepxaTh CTPYKTYPHPOBAaHHBIE MEPEYHU CEPHE3HBIX
HEXEJATENIbHBIX PEaKlMi, 3aperuCTPUPOBAHHBIX CIIOHCOPOM 3a OTYETHBIM IIepuoA, U
0606HIGHHI)IC TaOINYHEBIE AAHHBIC IO CCPBLE3HBIM HCKCIATCIBbHBIM ABJICHHUAM, KOTOPLIC ObLIN
3apeructpupoBanbl crioncopoM ¢ MJIOPJIII, To ecTs TaOauIBl AOKHBI BKIOYATh B ceOs BCE
cepbe3Hble HexkenarenbHble siBineHus (naisee — CHS), a ve Ttonmpko CHP s mccnemyemoro
npenapata M TpenapaToB CpaBHEHHs. VICTOYHMKOM JaHHBIX B MEpPEeYHSIX M TaOmUIax ¢
PACKPBITBIMHU  PAHAOMHU3ALIMOHHBIMKW  KOAAMHU MOTYT OBITH 3aBCPUICHHBIC KIMHUYCCKHC
UCCJIEIOBaHMsS, a TaKXKe WHAWBHUIyaJIbHbIE CIIy4ad, B KOTOPBIX ObUIO BBIIIOJHEHO PACKPBITHE
KOJla paHJAOMHU3AILIUU IO MPUYMHAM, 00YCIOBICHHBIM 0€30MaCHOCThIO CYObEKTa HCCIEIOBaHUS.

CrioHCOpBI HE NOJKHBI paCKPBIBATh PaHI0MHU3ALMOHHBIE KOJIbI ¢ Lenbio noarotosku POOB.
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ITo ycMoTpeHuto crioHcopa ajsi o0JIerueHus] BOCHPUATHS M TIOHUMAaHUs WHPOpMalUu B
paszzene MOXKeT UCIOJIb30BaThCs rpaduyeckoe 0ToOpakeHHe ONPEAEICHHBIX aCIEKTOB JaHHBIX

110 HEXKCIIATCIIbHBIM PCAKIIUAM.

B nenom tabmuier CHS nomkHBI BKIIIOYATh B ¢€0s1 TOJBKO T€ TEPMHUHBI, KOTOPHIE OBLITH
WCIIOJIB30BaHbl Ui KJIACCU(PUKAIIMM CEPhE3HOCTH HEKEJIATCIbHBIX SBICHUW; TaONHIBI HE

JAOJIKHBI BKIIFOYAaTh HECCCPBE3HBIC HEKCIIATCIILHBIC SIBJICHUS.

OmnpeneneHHble  HEXeNlaTeNbHbIE  SBJICHUS  MOTYT  OBITb  MCKIIOYEHBl M3
CTPYKTYPUPOBAaHHBIX TEpeyHel u OOOOIIEHHBIX TAOMUYHBIX JAaHHBIX, OJHAKO II0 BCEM
C/IETaHHBIM WCKJIIOUEHHSIM JOJDKHBI OBITH JIaHBl OOBsCHeHWs B oTdere. K umciy Takux
HE)KEJIATCJIBHBIX SBJICHUN OTHOCSTCS, HAIPUMED, HEXENATeNbHbIE SBICHUS, OIpeaeseMble
IPOTOKOJIOM KJIMHHUYECKOTO HMcCieloBaHUs Kak He TpeOyromue cOopa U BBOJA JAAHHBIX B 0a3y
JTAHHBIX 1O 0E30MacHOCTH, a TAaK)Xe SBISAIOIIMECS COCTABJISIOUIMMHU KOHEUHBIX TOYEK OICHKH
dpPeKTUBHOCTH (HAmpUMep, JIETadbHBIE HCXOJbl, OOYCIIOBICHHBIE MPOTPECCUPOBAHHEM
OCHOBHOTO 3a00JieBaHMs, B KJIMHHYECKHX HCCIEJOBAHUAX C Yy4YacTHEM IIAllUEHTOB CO

3JIOKAQ4CCTBCHHBIMU HOBOO6p8.30BaHI/I$IMI/I).

4.10.1. CopaBounast uH(opmarus

B nmanHoM monpasnene yka3bIBalOTCS Bepcus (BEpPCHM) HCIHOJIb30BAHHOTO IS
KOJMPOBAaHUSI TEPMHUHOJOTMYECKOTO CIIOBAapsl U Ha3BaHHUE JOKYMEHTAa C HOMEPOM €ro BEpCHH,
KOTOPBI HCHOJB30BAJCS B KauecTBE CIPABOYHOM HH(poOpManMu 1O Oe30MacHOCTH IS
OIpezieNieHus] NMPEABUACHHOCTH IPU COCTaBICHMM TAOJIMYHBIX JAaHHBIX, I/I€ 3TO TpeOyeTcs B

COOTBETCTBHUH C 3aKOHOAATCIBCTBOM I'oCy1apCTB-4JICHOB.

4.10.2. CTpyKTypUpOBaHHBIH MEpPEUEHb CEPhE3HBIX HEXKENATeNbHbIX PEAKIMNA 32 OTYETHBIN
HePUOJ

B nmanHOM moapaszaene mpuUBOIUTCS KPaTKOE OMHMCAHWE MPUHIIUIIA BKIIOYCHHS CEPhE3HBIX
HECXKCIIATCIbHBIX peaKLII/Ifl B nepequL, camMu Hepe‘{HI/I CepBGBHBIX HCIKCIIATCIIbHBIX peaKLII/Ifl,
3apETUCTPUPOBAHHBIX IPU MPOBEICHUHM KIMHUYECKMX MCCIIEIOBAHWNM 3a OTUYETHBIM IIEpUOJ,
npuBonarcs B npuioxkeHun k POOb. He cimenyer mcnonb3oBaTh 3TOT pasfen ISl aHAIU3a
CEpBbE3HBIX HEKENATENbHBIX PEAKUUN WM BBIBOJOB. CTPYKTYpHUPOBAHHBIE MEPEYHU JIOKHBI
MPECTaBIATh HHPOPMAIUIO 110 BCEM CEPHE3HBIM HEXENATEIbHBIM PEaKIUsIM (TI0 OCIeTIICHHBIM

ClIy4dasMm U CliydadM C paCKpPbITbIM KOJAOM JIG‘IGHI/ISI) U3 KIMHUYCCKHUX I/ICCJIGILOBaHI/Iﬁ CIIOHCOpa B
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OTYEeTHBIH mepuoA. JlaHHBIE B MEpeyHSX [OOJDKHBI OBITh CrpyNIHMPOBaHBl CHavaja IO

KIMHHUYCCKHUM HUCCIICAOBAHUAM H 3aTEM I10 OpFaHO-(b}IHKIII/IOHaJ'ILHI)IM Ki1accaMm.

Crnyyau Mo KaxxJoMy OTAEIBHOMY CYOBEKTY HCCIEIOBAHUS (€CIU BO3MOXKHO) JTOJIKHBI
BKJIIOYAThCS B CTPYKTYPHpPOBAHHbIE MEPEYHH E€AMHOXKIbI BHE 3aBHCHUMOCTH OT KOJIMYECTBA
TEPMHHOB CEPbE3HBIX HEKEJIATEeNbHBIX pPEaKlMii, BKIIOYEHHBIX B OmMucaHue ciydas. Ecmu y
cyObeKTa HCCleOBaHMUS Pa3BUIOCH Ooliee OJHOW CEpbhEe3HOW HEXKENaTeNbHON peaklud, OHU
JIOJDKHBI OBITH MEPEYUCIICHBl B OMMCAHUK OJTHOTO CIIydasl O] Ha3BaHHWEM HauOojee Cepbe3HOi
HE)KEeJIaTeNbHON peakun (>kajo0bl, CHMIITOMA MM IMAarH03a) COTIIaCHO OICHKE crioHcopa. Ecim
y cyOBeKTa MCCIIeIOBaHNS PA3BUIIUChH PA3IMYHbIE CEPhE3HBIE HEXKeENaTeIbHbIE PEAKIIMU B Pa3HOE
BpeMs Ha MPOTSHKCHUH KIMHUYECKOTO UCCIEIOBaHUs (HAIpUMED, C UHTEPBAJIOM OoJiee HelemH),
JTAaHHbIE Cephe3HbIC HEXeTaTeIbHbIe PEAKIUHU JODKHBI OBITh MEPEUUCICHBI OTJIEIBHO U CYOBEKT

MOJKET OBITh BKJIIOUEH B CTPYKTYPHUPOBAaHHBIN NIepeueHb O0siee 0THOTO pasa.

Nudopmanmss 1O cepbe3HBIM HEXKENATeIbHBIM PEAKIHUAM B CTPYKTYPHPOBAHHBIX

NEePeYHAX JI0JDKHA BKIIKOYATh CIEAYIOIINE JaHHbIE:
UICHTU()UKAIIMOHHBIA HOMEP KIIMHUYECKOTO UCCIIEI0OBAHNUS;
UAEHTU(HUKALIMOHHBIN HOMEP CyOBbEKTa NCCIIEIOBaHMS;

UIeHTH()UKAIMOHHBI HOMEP COOOIICHHS O CEphe3HON HEXENaTeNbHOW peakuuu 1o 0asze

JAHHBIX CIIOHCOPA;
rOCYy/1apCTBO, B KOTOPOM BBISIBIIEHA CEPbe3HAasl HEXKENATeNIbHAsl PEaKLIus;
BO3pAcT U I0J1 CyObEeKTa UCCIIEI0BAHUS;

YKa3aHHUC I'PYHIIbI JICYHCHUA WM YKAa3aHHC, YTO JAHHBIC OCJICIIJICHHBIC, €CJIM HE BBIIIOIHAIOCH

PaCKpBITHE PaHIOMHU3AMMOHHOTO KOJIa;

71033 ¥ JUINTEIbHOCTh HA3HAYEHUS UCCIIEYEMOrO Mpenapara, a Takxke (IIpu HeoOXOOUMOCTH)

JIeKapcTBeHHAs! popMa 1 criocod BBEICHHUS;

nata Hadasna W (WIM) BpeMsl OT Hayaja MpHeMa /0 Pa3BUTUS CEPhE3HOM HekenarelbHOM
peaKiy; JaThl Hayala W OKOHYAHMS HAa3HAUCHUS HCCIIEAyeMOro mpermaparta W (WIM) OIeHKa

MPOAOJDKUTCIIBHOCTH JICUCHUS

Ha3BaHHE (OMMCAHUE) CEepPbe3HOH HekenmaTeNnbHONW peakiuu (TpHu ucmoib3oBaHuu MedDRA

CJIE/IYET YKa3bIBaTh MPEANOUYTUTEIbHBIA TEPMUH );
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HCXOJ] CEPhE3HOM HEXENaTelNbHOM PEeakly (HalpuMep, pa3pellnioch, JETAIbHbIA HCXOL,
YIIy4IIEHHE, Pa3peLIIOCh C OCTAaTOUYHBIMHU SIBIICHUSIMH, HEU3BECTHO), CIEAyeET YKa3biBaTh ucxoq HP y

MAlMeHTa, B CITy4ae HECKOIBbKUX HEXKeNaTeIbHbIX PeaKlnil YKa3bIBaeTCsl HAMXY/IILINI UCXON);

KOMMEHTapuu  (HampuMep, OLEHKA NPUYMHHO-CIIEACTBEHHON B3aMMOCBA3M B Clydae
PacXoKIEHUs. BO MHEHHAX CIIOHCOpPA U MCCIIEIOBATENs, COMTYTCTBYIOLINE JIEKAPCTBCHHBIE TIPETIApaThl,
€CIIM TOA03pEBAcTC MX IMpsAMas CBA3b C HEKEIATEIbHONW pEAKUMEW WIM JIEKapCTBEHHOE
B3aUMOJICHCTBHE, MOKA3aHUs, 110 KOTOPbIM HA3HAYaJICs IIOI03PEBAEMBIN JIEKAPCTBEHHBINM IIperiapar
(mpenapar bl), pe3ysbrarbl OTMEHbI M MOBTOPHOTO Ha3HA4Y€HHs MCCIEAyeMOro IpernapaTa Ipu

HAJIMYMHW TaKUX CBEJCHUH ) (€CITM IPUMEHUMO).

O6006mmenHass uHGoOpMaIUs O BBISBICHHBIX CEPbE3HBIX HEXKENATENbHBIX PEAKIHIX

AOJIKHA BKIIFOYATh JAHHBIC CJICIIBIX U OTKPBITHIX KIIMHUYCCKUX HCCIICIOBAHMH.

4.10.3. O600meHHBIE (KyMYISTHBHBIC) TAOTHMYHBIC JAaHHBIC O BBISIBJICHHBIX CEPhE3HBIX
HE)KeJIaTeIbHBIX SBICHUSIX

B nmanHoM moppasnene JenaeTcst OTCBUIKA K MPUIOKEHHIO C  00OOLICHHBIMU
(KyMyJISITUBHBIMHM) TaOJIMYHBIMH JaHHBIMH 110 BBISBJICHHBIM CEPhE3HBIM HEXKENATeIbHBIM
SIBJICHUSAM, MMOJYYEHHBIMU CIIOHCOPOM KJIMHUYECKHUX HcclienoBaHui 3a nepuon ot MJIOPJIIT no
JaThl OKOHYaHUs cbopa maHHbIX Tekymero POOB. B ciydae oTcyTcTBUS Kakoi-muMO0 4dacTH
JTAHHBIX YKa3bIBaeTCS MPUYMHA TAaKOTO OTCYTCTBUSA. O000IIEHHBIE (KyMYJISTHBHbIC) Ta0INYHbIC
JTAHHBIE O BBISBJICHHBIX CEPhE3HBIX HEKEIATEILHBIX SIBICHUSX MPUBOAATCS B MPUIOKECHUU H
GopMHpyIOTCS € pa3ieleHHeM 10 OpraHo-(pyHKIMOHAIBHBIM KJlacCaM, HCCIIEAYEeMbIM
npenaparaM, a TaKke I0 MpenapaTaM cpaBHeHMA. [laHHbIE MOTYT ObITh CTPYIIHPOBAHBI IO
OTJENBHBIM TPOTOKOJAM HCCIEJIOBaHMM, IIOKa3aHUSAM, CIOcOo0aM BBEJCHHUS WM HHBIM
Kareropusm(ecnu 1enecoodpasno). O0oOmeHHas uHGOpMaLUs O BBIIBICHHBIX CEPbE3HBIX
HE)KEJIATENNbHbIX SBJICHUAX [OJDKHA BKJIIOYATh JAHHbBIE CIENBbIX M OTKPBITHIX KIMHUYECKUX

HUCCJIENOBaHUM.

4.11. Baxxuble 1aHHbIE, IOJYYCHHBIC B X0/1€ KIMHUYECKUX UCCIIEOBAaHUMN 32 OTYETHBIN IEPHOT
4.11.1. 3aBepuieHHbIC KIMHUYECKUE UCCIIECTOBAHUS

B mannom monpaznene POOB B 0000IIeHHOM BHIE CIIOHCOPOM IMPUBOAUTCS KpaTKast
uHpOpMaIlMs TIO HOBBIM KJIMHWYECKH BaXHBIM JAHHBIM, IIOJYYCHHBIM 110 pe3yibTaTaM
3aBEPUIMBINKMXCSA 32 OTYCTHBIM TEpUOJ KIMHUYCCKUX HccleaoBannid. MHpopManus Moxer

BKJIIOYaTh B ce0s JaHHbIE, KOTOPbIE MOJITBEPAWUIN JHUOO OIMPOBEPINIM pPAHEE BbISBICHHBIC
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Ba’XHBIC aCIICKThI HpO(bI/IJIH 6C3OHaCHOCTI/I, a TaKKC JaHHBIC IIO BBIABJICHHBIM HOBBIM CUTHaJIaM

10 0E€30IIaCHOCTH.

4.11.2. IIpopomxkarouuecs: KINHUYECKUE UCCIIEIOBAHUS

B mannom monpaznene POOB B 0000IIeHHOM BHIE CIIOHCOPOM MPUBOJUTCS KpaTKast
uHpOpMAIs TIO0 KIMHWYCCKH Ba)KHBIM JIAHHBIM, BBISBICHHBIM B XOJC IMPOBEJICHUS €IIC HE
3aBEPIIUBIIUXCS KIMHUYECKUX HCCIICIOBAHUN (HampUMep, MPU MPOBEICHUH MPOMEKYTOUYHOTO
aHanM3a JaHHBIX WIM B pe3yibTaTe PACKPBITUS DPAHIOMH3AIMOHHBIX KOJOB IMPHU Pa3BUTHUU
HEeXeNaTeNbHbIX peakiuil). MHbopmanus MOXeT BKIIOYATh JAaHHBIC, KOTOpBIE MOATBEPININ
a00 ONPOBEPTIIM PAaHEE BBISBICHHBIC BaXKHBIC AaCIEKTHI Mpoduiss 0e30macHOCTH, a TaKKe

JaHHBIC 110 BBISIBJICHHBIM HOBBIM CHUI'HAaJIaM I10 0e30IacHOCTH.

4.11.3. JInutensHoOe Mocleayoliee HabmoeHue

B nmannHbIii monpasnmen momkHa OBITH BKIIOYeHa HH(pOpMarus (ecid NPUMEHHMO) O
pe3yJpTaTax JUIMTENIBHOTO MOCIEIYIOIEero HaOmoeHus 32 CyOBbeKTaMU HCCIEI0BaHUs IOCTe
3aBepIIEHUs] y4yacTHs B KIMHMYECKOM HccienoBaHuu. Ilocie 3aBeplieHHs HpOTrpaMMBI
pa3paboTKu UIMTENBbHOE TMOCenyomee HaOMI0EHHE MOXET OCTaBaThCs EAWHCTBEHHBIM
IPOJIOJDKAIOIIUMCST BHJIOM JICATEIIEHOCTH, B XOJ€ KOTOPOTO Mojiy4aercs WH(opMarus s
POOB. B »toM ciydae Toibko B AaHHOM mnozpasnene POOB Oyner mpencraBisiTbCsi HOBas

nHpopmarus.

4.11.4. MInoe TepaneBTUYECKOE IPUMEHEHHUE UCCIIEyEMOI0 IIpenapara

B nanHBIA mOApasnen BKIIIOYAIOTCS KIMHUYECKH BaKHBIE JTaHHBIE MO OE30MacHOCTH,
KOTOpble OBUIM TMOJIy4eHbl TPU MPOBEJACHHUU CIOHCOPOM CIIEUUATbHBIX IPOTOKOJIOB
UCCJIEIOBAaHMM, B XOJ€ KOTOPHIX BBIMOJIHSACTCS OPraHU30BAHHBI cOOp W TpECTaBICHUE
UHPOPMALIMU O HEKENATENbHBIX peaklusx (Hampumep, B paMKax PacIIMPEHHOrO JOCTyTa,

WHIAWBUAYAJIBHOI'O OCTYyIIa U HHLIX).

4.11.5. HoBble naHHbIE 110 6€30MaCHOCTH KOMOMHUPOBAHHON Tepanuu

Ecmu wuccnenmyemblii  mpemapar  pa3pabaThiBaeTcs TaKk ke, KaK KOMIIOHCHT
q)HKCHpOBaHHOﬁ KOM6HHaHI/II/I WM MHOI'OKOMIIOHCHTHBIX PCXHUMOB TCpalliyu, B OAHHOM
noapazaene POOB mo otaensHOMY KOMIIOHEHTY MPUBOJSATCS JaHHBIC MO BaXKHOW WH(MOpMAIUn

oo 6630HaCHOCTI/I, HOHy‘ICHHOﬁ IIpU OLCHKEC HA3HAYCHHUA HUCCICAYCMOI'O IIpCliapaTa B COCTABE
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KOMOMHAIMK JieKapcTBeHHBIX mpemnaparoB. Ecnu POOB cocraBnsieTcst 1ii KOMOMHUPOBAHHON
Tepanuy Wik GUKCUPOBaHHON KOMOMHAIINY, B 3TOT MOAPA3/EII CIEAYET BKII0YATh HHPOPMAIIHIO

1o 6630HaCHOCTI/I, IMMOJIYUYCHHYIO U3 I/ICCJ'IG,I[OBaHI/Iﬁ OTACIBbHBIX KOMIIOHCHTOB.

4.12. JlanHble 1o 0€30MacHOCTH, MOJyYE€HHBIE B X0/1¢ HEMHTEPBEHIIMOHHBIX UCCIIEI0OBAaHUN

B nmaHHBIA pasmen mopKkHA OBITH  BKIIOUEHA oOoOmaromias wWHQoOpMaIus 110
0€30MacHOCTH, MOJYYCHHAss CIIOHCOPOM 3a OTYETHBI MEpHOA B pe3yjibTaTe MPOBEACHUS
HCWHTEPBCHIIMOHHBIX  HWCCIACIOBaHMN  (Hampumep,  HAOMIOMATEIbHBIX  HCCIICIOBAHMI,

AMUIEMUOJIOTMYECKUX MCCIEA0BaHUMN, PETUCTPOB U IPOrPaMM aKTUBHOI'O MOHMTOPHHTA).

4.13. JlanHble 10 0€30MaCHOCTH, MOJTyYEHHBIE B XO/I€ IPYTUX KIMHUUECKUX UCCIICTOBAHHMA

B nmanHbIif pazmen gmomkHa OBITH  BKIIOUEHa oOoOmiaromas uHGopMaus 1o
0€30MMacHOCTH, MOJYYCHHAsI CIIOHCOPOM 3a OTUETHBIN MEPHOJ B PE3yJIbTaTe MPOBEICHUS WHBIX
UCCIICIOBaHMK (HampHUMep, aHaIu3a CBOJIHBIX JIAHHBIX WJIH METa-aHAN3a PAHIOMH3UPOBAHHBIX
KIIMHUYECKUX WCCIICIOBAHMM, JAHHBIX MO O€30MacHOCTH, MPEAOCTABICHHBIX IMapTHEpaMHU IO
pa3paboTKe HMCCIIeayeMOro mpenapara JIM00 MCCIIeIOBATENSIMHU, SBISIONIMMUCS WHUIIMATOPAMHU

IMMPOBCACHU A KIIMHUYCCKOT'O I/ICCHGI[OBaHI/IH).

4.14. JlanHble 10 0€30MaCHOCTH, MOJTyYEHHBIE B XO/I€ MTOCTPETUCTPAIIHOHHOTO TIPUMEHEHUS

B ciyudae ecnu uccnemayemslil mpenapar 3aperucTpupoBaH Ha TEPPUTOPUH KaKOTro-I110o
rocyJapcTBa, B pasjenie MpEeACTaBIAeTCS KpaTkas 0000mieHHas WHGOpMalus MO0 OCHOBHBIM
JAHHBIM 10 0€30IacHOCTH, KOTOpble OBUIM TOJYy4eHbl B XOJE€ MOCTPErHCTPALMOHHOTO
NPUMEHEHUS. U CTaJl JOCTYIHBI CIIOHCOPY B OTUeTHOM mepuoze. Oco0oe BHUMaHHUE CIIETYET
YAETUTH TEM JaHHBIM, KOTOPbIE SBIJIUCh OCHOBAHHEM JIJIsl BHECEHUSI U3MEHEHUN B UHCTPYKIUIO
M0 MEIUIIMHCKOMY MPUMEHEHUIO, OPOIIIOpY UCCIenoBaTelNs, HHPOPMUPOBAHHOE COTJIACHE WU
IUIaH YIOpaBlIeHUS pHUCKaMU. JlaHHBIE MO OE€30MacHOCTH B HACTOSALIEM pasjieie JOJKHBI
BKJIIOYaTh B ce0s pe3yJbTaThl MPUMEHEHHMS KaK B COOTBETCTBHUM C MHCTPYKIUEH IO
MEAUIIMHCKOMY TPHUMEHEHHUIO, TaK U IO HE3aperucTPUpPOBAHHBIM IMOKa3aHUAM (IIPUMEHEHUE
«BHE HMHCTPYKIUW»), PE3YyJIbTaThl OIIMOOK HA3HAYEHHUS, CIy4yaul NepeO3HUPOBKU, Pa3BUTHUS

3aBHCUMOCTH, IPUMEHEHHSI Y OCOOBIX IPYTII MAIIMEHTOB (Hanpumep, y OepeMeHHbIX KEHIIHH).
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4.15. JlaHHbIC TOKIMHUYCCKUX UCCICAOBAHUM

B nmanHOM paszgene MoDKHBI OBITH TpHUBEACHBI OOOOIICHHBIC AaHHBIC IO Hambojee
BaXHBIM CBEICHHSIM IO O€30MacHOCTH, MOJYYCHHBIM 32 OTYETHBIM MEepHoJ MO pe3yjbTaTaM
NPOBEICHHBIX HWJIM MPOAOJDKAIOIIMXCS JOKIMHUYECKUX HCCIENOBaHMNA in vivo M in vitro
(Harmpumep, WCCIICTOBaHUS KaHIIEPOTEHHOCTH, PEIPOTYKTUBHOMN TOKCUYIHOCTH,
UMMYHOTOKCUYHOCTH). OlleHKa BJAMSHHUS JOKJIMHUYECKUX JAaHHBIX Ha KIMHHYECKYIO
0e30MacHOCTh JOMKHA OBITh OTpPa’keHa BBIMOJHEHA B pasnese 0000IIEeHHOW OIeHKH Mpoduis
0€30MMacHOCTH UCCIIEeNyeMOro IMpemnapaTa nepuoguaeckoro oruera (cM. pasnen 4.21 Hactosmmx

TpeboBanmuii).

4.16. JIutepatypHble JaHHBIE

B nmanHOM pazgene B 00OOIIEHHOM BHJIE JOJIKHBI OBITH MPUBEICHBI HOBBIC, a TAKXKe
BaXXHbIE JAaHHBIE IO OE30MAaCHOCTH, MMEIOLIME OTHOILIEHHE K HCCIeAyeMOMY IIpernapary,
KOTOpble ONyOJIMKOBaHbl B HAyYyHOM JMTEpaType, BKIIOYEHbl B HEONYyOJMKOBAHHBIE
MoHoOrpaduu, ObLIM HpPEACTaBICHbl HAa HAayYHBIX KOH(EepeHLUsX, JTUO0 OmyOJMKOBaHbI B BUJE
abCTpPaKTOB M CTalu JOCTYMIHBI CIIOHCOPY B OTYETHBIM mepuon. JlaHHBIM pa3gen IOMKeH
BKJIIOUaTh B ce0s JaHHBIE KJIMHUYECKUX M JOKIMHUYECKHX MCCIEJOBaHUM, a Takxke (eciu
IPUMEHHUMO) JITaHHBIE [0 COEAMHEHHUSM aHAJIOIMYHOro kinacca. CIIOHCOp JTOJIKEH MPEACTABIAThH

KOIUU a0CTPAKTOB 10 TAHHOMY pa3zeily (€ciid BO3MOXHO).

4.17. Apyrue POOb

Cnoncop nmomkeH npencrabiarh eauHblidi POOB. Ecnu crioHCOp TOTOBHT HECKOJIBKO
POOB nans omHOro wmcciemyemMoro mpernapata (Hampumep, IO Pa3IWYHBIM IMOKAa3aHUsM,
nporpaMMaM pa3paboTKH, JEKapCTBEHHBIM (opmam), B JaHHOM paslieie NPUBOIUTCS B
000011eHHOM BHJIe BakHasi HHpopManus no 6e3onacHocT u3 npyrux POOB, ecnu oHa ere He
npeJcTaBieHa B JApyrux pasgenax Hacrosiero POOB. B pasnmene mnpeacraBisitorcs
0000IICHHBIC JTaHHBIC 3a OTYETHBIA MEPUOJ IO 3HAYMMOW HH(POPMAIHMH 1O OE30MacHOCTH,
BkitoueHHoi B POOB, nmpenocraBneHHON ApyTrUMH CIIOHCOPAMH, BBHITIOTHSIONUMU KIMHUYECKHE

MCCJIEIOBaHMsI TOTO )K€ UCCIIEyeMOro IIpenapaTta (IIpy UX HATUYHH).

4.18. JlaHHBIE TIO HETOCTATOYHOMN TEPANEBTUICCKOM 2P(HEKTUBHOCTH

B nannom pasaciic CyMMHUPYIOTCA JAHHBIC, KOTOPBIC CBUACTCIILCTBYIOT O HEJIOCTAaTOUYHOU

3 PEKTUBHOCTH UCCIIEAYEMOrO Mpernapara JIM00 ero MeHbIIel 3(pPEeKTUBHOCTH 110 CPABHEHHUIO C
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UCTIONIb3YEeMOU JUIs JICUEHHS] CEpPhEe3HBIX M JKU3HEYTPOXKAIOMIMX 3a00JIeBaHUN Tepamnuen
(Hampumep, OoJibliee KOJMYECTBO HEKEIATEIBHBIX CEPAEYHO-COCYAUCTBIX SIBJICHUH B
UCCJICIOBAHNY HOBOI'O AHTHUArperaHTHOTO CPEACTBAa IPU JICUEHHH OCTPOTrO KOPOHApHOIO

CI/IH,Z[pOMa) " MOT'YT OTpPaKaTb MOBBIIICHHBIN PHUCK IJId CY6’[>CKTOB HCCICAOBAHUA.

4.19. Musle nanubsle M0 0€30IIaCHOCTH, BBIIBICHHEIE B X0I€ KINHUYECKUX UCCIIEA0BAHUN

B ngamHOM pasmene  MOXKET TPUBOAMWTHCS — JOTOJHUTENIbHAs HWHGOPMANHS IO

6630H3.CHOCTI/I, HaIlrpumep:

4.19.1. O6006uIeHHBIE (KyMYyJIATUBHBIC) TAOJUYHBIEC JAHHBIE TIO CEPbE3HBIM HEXKETATEIbHBIM
peaxusIM

B nannom mopapaszaene mpuBOAUTCS HHPOpPMAIHS IO BCEM CEPHE3HBIM HEKEIaTeIbHBIM

PEaKIHsIM ITyTeM YKa3aHHUsl OOIIEro KOJMYECTBA CEPhE3HBIX HEXKETATEIbHBIX PEeaKIUii:
M0 OPraHo-(hyHKIIMOHAIEHOMY KJIACCY;
110 TEPMUHOJIOTUYECKMM HaUMEHOBAHUSAM HEKEIATEIbHBIX PEaKIIMIA;
II0 TPYIIIIE JIEYEHUS (€CIIU IPUMEHHUMO).

Cnez[yeT BBIACIIUTD HCIIPCABUACHHBIC HCKCIIATCIIBHBIC PCAKIINU.

4.19.2. Tlepeuenb cyObEKTOB KIMHUYECKUX MCCIIEOBAHUN, KOTOPBIE YMEPIIH B TEUEHHE
OTYETHOIO NepHuoa

B nanHom nonpaszene npuBOAUTCS HHPOPMALUS IO CyObEeKTaM HCCIeI0BaHUN, KOTOpPBIE
yMEpJIH B XOJE MPOBEICHUS KIMHHUYECKUX HWCCIICAOBAHHM, BKIIOYAIOMIAs B ceOs CIeayrome
JAHHBIC: HMICHTHU()UKAIMOHHBI HOMEp Cllydas JICTAJIBHOTO HCXOJa, Ha3HAYCHHOE JICUCHUE
(MOKET COXpaHAThCS OCIICIUICHUE), IPUYMHA CMEPTH 110 KaXJIOMy CYOBEKTy HccienoBanus. Bee
acreKThl mpoduis 6€30MacHOCTH, OIpeieNIIeMbIe M0 Pe3yIbTaTy 0030pa JaHHBIX I10 JIETAIbHBIM
UCXO0JIaM, JOJDKHBI OBITh HaJISKalIMM 00pa3oM OTpaKeHBI B pasjiene OOOOIIEHHON OIEHKH
npodwrst O6e3omacHocTH mccinenyemoro mnpenapata POOB (cm. pasmen 4.21 wHacTosmmx

TpeGoBanmii).
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4.19.3. Ilepedyenp cyObEKTOB KIMHUYECKHUX MCCIICOBAHUIA, KOTOPBIC OBLIH UCKITIOUEHBI U3
KIIMHMYECKUX MCCIICIOBAaHUN B CBSI3U C PAa3BUTHEM HEXKEJIATEIIbHBIX SIBIICHUH B TCUCHUE
OTUYETHOTO MepHoIa

B nannoMm nmoapasznene npuBoaUTCS HHGOpMAIUS 10 CyObEeKTaM UCCIeI0BaHU, KOTOpbIE
OBLIM HMCKIIOYEHBI U3 MCCIIEIOBAHUI B CBSI3U C PA3BUTHEM HE)KENATENbHBIX SBJICHHUM B TCUCHUE
OTYETHOTO TMEpPUOJa BHE 3aBUCHUMOCTH OT YCTAaHOBIEHHUS B3aMMOCBS3M C Ha3HAYCHUEM
uccieayeMoro npemnapata. Bee acniektsl mpoduiist 6e30macHOCTH, ONpeAeIseMble 10 Pe3yabTaTy
0030pa JaHHBIX MO BBIOBITHIO M3 KIMHUYECKUX HCCIIEOBAHMM, TOJKHBI OBITh HaAJIeXkKalluM
o0pa3oM OTpaxeHbl B paszfene OO0OOIIEHHON OIeHKH Mpoduiist 0e30MacHOCTH HUCCIETyEeMOro

npenapata POOB (cm. pa3nen 4.21 nacrosimux TpeGoBaHuit).

4.19.4. CyuiecTBeHHbIE IONIPABKH B MPOTOKOJIbI KIIMHUYECKUX HCCIEA0BaHUH (a3bl |

B JaHHOM MoJApa3aciic  MOJIKHBI OBITH OIIMCAHBI CYHICCTBCHHBIC HU3MCHCHUS B
IMMPOTOKOJAX KIIMHUYCCKUX I/ICCHGI[OBaHI/Iﬁ (baSBI I, CACIIAHHBIC Ha MNPOTANKCHHU OTYCTHOTO

nepuoaa, €Civ OHU paHEC HC NMPCACTABIIATIUCH KaK ITOIPAaBKH K IIPOTOKOJTY.

4.19.5. CyiiecTBeHHbIE U3MEHEHUS MTPOIECCa MPOU3BOACTBA

JlaHHBI moApasfen JOJDKEH BKIIOYATh B Ce0s KpaTKOE OMHMCAaHWE CYIIECTBEHHBIX
U3MEHEHHH TIpollecca IPOW3BOACTBA WM MHKPOOHMOIIOTMYECKUX W3MEHEHHWH (€cliu Takue
I/IMGJ'II/ICB), MpOU30IICAIINX 3a OTYETHEIN nepuon, ¢ OTpaXXCHUEM OLCHKH HX IMOTCHUUAJIBHOI'O
BIUSHUS Ha acMeKThl Mpoduisi 0e30macHOCTH B paszferne OO0O0OIICHHOW OIEHKH Mpoduis

6e3onacHocTH uccneayemoro npenapata POOB (cm. paznen 4.21 Hacrosimux TpeboBanuii).

4.19.6. Oncanue 00IIero UCCIeN0BATENbCKOTO IJIaHa Ha IPEICTOSAIINI IOl (€CIH IPUMEHUMO)

B nmanHOoM mogpasznene NMPUBOIUTCS KpaTKOE OINKMCAHME HCCIIEA0BATENIbCKOTO IUIAHA,

3aMCHAIOIICTO IIJIaH UCCIICJOBAaHUA 3a Hpe,Z[H_ICCTBy'IOIJ_[I/Iﬁ rona.

4.20. [lannble, MoIy4YeHHbIE TIOCTIE 1aThl OKOHYaHus coopa naHHbix POOb

JlaHHBIN pa3fen JO0MHKEH BKIOYATh OOOOIIEHHYI0 WHGOPMAIUMIO IO IMOTEHIIUAIBLHO
B)XHBIM JIaHHBIM IO 0€30MaCHOCTH, KOTOPbIC OBUIM BBISBIICHBI IOCIIE JaThl OKOHYAHUS cOOpa
JAHHBIX, HO B nepuoA noarotoBku aanHoro POOBD. TloreHnnanbHO BaKHbIE TaHHBIE BKIIOUAIOT
B Ce6$[ (HO HEC OFpaHI/ILII/IBaIOTCSI) KIMHNYCCKHN 3HAYUMBIMU HOBBIMU COO6HICHI/I$IMI/I, Ba’XKHBIC

JAHHBIC TI0 TIOCIEAYIONIEMY HAOIIOJCHUIO0, Ba)KHBIC NTaHHBIC NOKIMHUYECKHX HCCIICIOBAHHM,
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ar00ble  Mephl, MPHUHATBIE CIIOHCOPOM, YIOJHOMOYEHHBIMH OpraHaMH WM He3aBUCHMBIM
KOMHTETOM [0 MOHHTOPHHTY JaHHBIX B CBSI3M C HM3MCHEHUSAMH TPOQHIs Oe30MacHOCTH.
CBeneHus, BKIIOYEHHBIE B JIaHHBIA pa3ziell, JOJDKHBI ObITh YYTEHBI B paszzenie 000OLIeHHOU
olieHKU npoduis OezomacHocTu Hccaenyemoro npenapara POOB (cm. pasnen 4.21 Hacrosmux

TpeboBanmii).

4.21. O6o06uIeHHas oleHKa Mpodust 6€30MacHOCTH HCCIIEyEeMOTo Mpernapara

B nmanmHOoM pasnmene momkHa OBITH TpuBeneHAa O00OOIIEHHAs OLEHKa MpOouIIs
0€30IaCHOCTH HCCIIEyeMOro Ipernapara ¢ 00beIUHEHHBIM aHAJIM30M BCEX MMEIOUIMX K HEMY
OTHOIIIEHWE  HOBBIX  KIWHUYECKUX, JOKIMHUYECKUX, DMHAEMHOJOTUYECKUX  JIaHHBIX,
MOJIyYEHHBIX HA MPOTSKEHUH OTYETHOTO MEePUO0/Ia, C COTIOCTABICHUEM C MPEKHUMHU CBEJICHUSMU
no mpodumo 0Oe30macHOCTH — ucciexayemMoro mpemapata. s 3aperucTpupoBaHHBIX
JICKapCTBEHHBIX IMIPEMapaToB OICHKA BKJIOYAEeT B ce0s KIMHUYECKH 3HAYMMEBIC JaHHBIC

MOCTPETUCTPATUOHHOTO MOHUTOPUHTA.

B nmamHOM pa3gene He [oDKHA AyOnmpoBaThcs WHGOpMAIWs, BKIIOYEHHAs B
IpeIbIAYIIHE Pa3Ieibl 0TYeTa, HO JTOJDKHA OBITh JJaHAa MHTEPIIPETAIsl HOBOW WH(POpPMAIUU TI0
0€30MacHOCTH U OIICHKA €€ BIMSHUS Ha UCCIEIyeMYyI0 MOIYJISIHMIO U MPOrpaMMy pa3paboTKu
uccienyemoro mnpemnaparta. JlomkHa ObITh JaHa (€clid MPUMEHUMO) OTHEIbHas OLIEHKa IO
HATPaBIICHUSIM TEPANIEBTUYECKOTO MPUMEHEHUs, MyTSM BBEICHHUS, JEKApCTBEHHBIM (popmam u

(uM) MOKa3aHUsIM K IPUMEHEHHUIO.

4.21.1. OueHka puckoB

[Tpu onenke prcka ocoboe BHUMAHKUE JOKHO OBITh YIEICHO HHTEPIPETAIINU JaHHBIX 0
HOBBIM HMJCHTH()UIIMPOBAHHBIM MpoOiieMaM 10 O€30MacHOCTH WM 3HAYMMOH HOBOWM
nHpopmaruu mo Oe3omacHocTU. Jlo/DKHA OBITH TpENCTaBlICHA OICHKA CIEAYIOIIMX acIEKTOB

npoduis 6e30macHOCTH (ecIu IPUMEHUMO):
a) HOBBIC BBISIBIICHHBIEC aCTIEKThI NPOQHIIs 6€30MacCHOCTH:
JIETAIbHOE ONMCAHNE HEXEIaTeNbHBIX SBICHUH WIN PeaKInii;

CBS3aHHBIE C MPUMEHEHMEM HCCIEeyeMOro Ipernapara W3MEHEHHs J1abopaTOpPHBIX

apaMeTpoB;

(hakTOpHI pUCKa;
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B3aUMOCBSI3b C J03aMH U MPOIOJKUTEIBHOCTBIO JICUCHUS;
00paTUMOCTh OCJIOKHEHUI;

(I)aKTOpLI, KOTOPBIC MOTYT OBITH IOJIE3HBI AJIL TPOTHO3UPOBAHUA WJIIW NPCAOTBPALICHUA

HE)KEJIAaTeJIbHBIX PEAKIUI;

0) 3HauMMble ~ M3MEHEHUS B  XapaKTepUCTUKE  paHee  3aperUCTPHUPOBAHHBIX
HE)KEJIaTEeJIbHBIX peaklMi (HalpuMep, MOBBIIIEHUE 0)KMIAeMOM 4aCcTOThl UM CTEHEHH TSHKECTH,

yTsDKEJIEHUE UCXO0/I0B, YCTAaHOBIIEHUE TPYIII PUCKA PA3BUTHS OCIIOKHEHUN);

B) CUMIITOMBI, KaJI00bI, JTa00OpaTOpHBIC U3MEHEHUS, XapaKTEPHBIC JJIS TAKUX HOBBIX WIIH
paHee  HMIEHTUGUIMPOBAHHBIX  KIMHUYECKH  3HAYUMBIX  BHJOB  TOKCHYHOCTH,  Kak
renaToTOKCUYHOCTh, KapAHUOTOKCUYHOCTh (BKiIIOUas yanuHeHue uHTepBana QT u pesynbTaTsl
cnenuanbHbix uccnenoBanuii QT/QTc), MHETOTOKCHYHOCTh, HEPPOTOKCHYHOCTH, JIETOYHAS

TOKCHUYHOCTD, HGﬁpOTOKCHqHOCTL, HUMMYHOI'CHHOCTDb U PCAKIIUU THIICPUYBCTBUTCIIBHOCTH,
F) JICTAJIbHBIC UCXOAbI HEXKEIIATCIIbHbBIX ﬂBHeHI/II\/JI;

I[) OCTaHOBKa KIIMHHUYCCKOIO HCCICAOBAHUA II0 MNPHUYHUHC Pa3BUTUA HCKCIIATCIIbHBIX

SBJICHUH, BKJIIOYasi U3MEHEHUsI TaOOPATOPHBIX MapaMeTPOB WITU pe3yIbTaToB 00CIe10BaHUI;
€) B3aMMO/JICHCTBHUSI C JIEKAPCTBEHHBIMH MpENapaTaMy U UHBIC B3aUMOICHCTBHUS;
) BOKHBIC TaHHBIC TI0 OE30TIACHOCTH, ITOJIYYCHHBIC B TIOKJIMHHYECKHUX HCCIICIOBAHUSX;

3) ACIICKTBI IMPOU3BOACTBCHHOTO IIPOHCCCA, KOTOPBIC MOryT OKa3aTbhb BJIWAHHUC Ha

npouiIs 6€30MacHOCTH;

W) HEZOCTaTOuHasi  TepamneBTudeckas dS((EeKTUBHOCTb, €CIM OHAa TPEACTABISCT

,I[OHOJ'IHI/ITGJ'IBHHﬁ PUCK IJId CY6’BGKTOB KIIMHUYECKOI'O UCCICIOBAaHMI,

K) HAJINYUE OOINOJIHUTCIIBHOI'O PHUCKa I TaKUX 0COOBIX MOMYyJIIONUOHHBIX TPYIII, KakK
MOXWJIBIC MAUCHTBI, IC€THU, IMMAUCHTBI C HAPYHICHUCM Q)YHKHI/II/I INCYCHH HJIM I1I0YCK, 1100 MHBIE

IpYyMNIIbI pHcKa (Hampumep, CyOBEKThl C MEJIEHHBIM HITH OBICTPBIM METab0JIN3MOM);
JT) BO3JCHCTBHE B IIEPHOJT OEPEMEHHOCTH U JIAKTAIIUU U €T0 UCXOIBI;
M) acTeKThl 0€30IIaCHOCTH TPH [UTUTEILHOM MTPUMEHEHHH;

H) JaHHBIC II0 KIMHHUYCCKHM 3HAa4YUMbIM OIIIHOKaM MNPUMCHCHUA JICKAPCTBCHHOI'O

npenapara;
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0) JaHHBIE 110 OTCYTCTBUIO PUBEPKEHHOCTH MALIMEHTOB JIEYEHHUIO;
I1) cllydau NEPEJO3UPOBKH U €€ KOPPEKLIUY;
p) Cily4au HENpaBWJILHOTO YIIOTPEOICHUS U 310yNIOTPEOICHHUS;

C) aclieKThl ~ 0€30MacHOCTH, CBS3aHHBIE C  MPOIEAypaMH, MPEAYyCMOTPEHHBIMU
IPOTOKOJIOM KJIMHHUYECKOTO HCCIIEAOBaHUs (Hampumep, OpOHXOCKOMHUs, OWOICHs, YCTaHOBKa
LEHTPaJIbHOIO BEHO3HOIO Karerepa), JUOO C MPOBEIECHUEM WIM JU3alHOM KIMHHUYECKOIO
UCCIIeIOBaHMsl (HapUMep, HEIOCTATOYHBII MOHUTOPUHI CyOBEKTOB HCCIIEIOBAHUS, CIHILIKOM

JUTUTETIBHBINA TIepro 0e3 aKTUBHOM Teparnum);

T) MOTSHITHAILHBIN PUCK 3HAYMMBbIX HOBBIX JAHHBIX I1O 6e3OHaCHOCTI/I, BBIABJICHHBIX AJIA

APYyroro COCAMHCHUs aHAJIOTHUYHOI'O KJIacca.

4.21.2. OuieHKa COOTHOIIEHHUSI M10JIb3a-PUCK

B mompazmene nomKHO OBITH TIPEACTABICHO KpPAaTKOE 3aKIIOYCHHE TIO0 OIICHKE
COOTHOIIICHUSI COBOKYITHOTO PHCKA, YCTAHOBJICHHOTO IO pe3yjIbTaTaM aHajin3a 00O0OIIECHHBIX
(KyMyJISTHBHBIX ) JaHHBIX TI0 O€30MACHOCTH, U 0XHIaeMoil a3 dekTuBHOCTH (M0Nb361). Cremayer
c/enaTh yKa3aHWe, HACKOJIbKO M3MEHMJIACh OIIEHKAa COOTHOIICHHS TOJb3a-PUCK HCCIEIYEeMOTO
npernapara 1o CPaBHEHHUIO € MPEIISCTBYIOIINM OTYETOM 10 Oe30macHOCTH. JlaHHBII oapasaen

HC IPpCIHA3HAYCH AJI1 JEeTaIbHOM OLIEHKH COOTHOIICHHUS MMOJIb3a-prUCK UCCICAYEMOTI'O IIperapara.

4.22. O600uieHHast UH(pOpMaLHs O BaXKHBIX PUCKaX

B nmanHOM pazzgene momkHa OBITH TIPEACTaBIICHAa KpaTkas o0oOmeHHas uH(opManus o
BaXHBIX UACHTU(DUIIMPOBAHHBIX M MOTEHIIMAIBHBIX pUCKax B popme nepeuns. K uuciy BaKHBIX
PHUCKOB OTHOCSTCS, HAIIpUMEDP, PUCKU, KOTOPLIE MOT'YT IIPUBECTHU K JOIOJIHUTEILHOMY BHECEHUIO
MEp TMPEIOCTOPOKHOCTH, OCOOBIX YKa3aHWl WM MPOTHBOMOKA3aHUM B HMHCTPYKIHIO IO
MEAUIIMHCKOMY IpHUMEHEHUI0. J[aHHble pUCKU MOTYT BKJIIOYaTh, HAl[pUMEpP, XapaKTEepHbIE s
OTIpEICICHHOM MOJEKYJISIPHOU CTPYKTYpbl TOKcHuUeckue dS(PQPeKTsl WId MpodIeMbl 1O
6630HaCHOCTI/I, BBISABJICHHBIC 110 PCE3yJjibTaTaM HAKOIUICHHA HOAaHHBIX JOKIMHUYCCKHUX U
KIIMHUYECKUX UCCIeAOBaHUM. KaKIplii pUCK JOJKEH MOABEPraThCs €KEroJHOW MEPEOLIEHKE C
AQHAJIM30M BCEX UMEIOUINXCS Ha TEKYIIMA MOMEHT OObEeIMHEHHBIX NaHHBIX U 3HAHUH, IPU ITOM
0oco0oe BHUMaHHE CIEAyeT YJIEeNsITh HOBBIM JaHHBIM MO OE30MaCHOCTH, MOJIYYEHHBIM 3a
OTYETHBIN epuoa. Cremneun A€TalIn3allu OIIMCAHUA MOXKET 3aBUCETH OT CTaJuU pa3p2160TKI/I

JICKapCTBCHHOTO TIperapara: Ha paHHUX CTaIusIX pa3paboTKH B 000OIIEHHYI0 HHPOPMAIIHIO TI0
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BAKHBIM pUCKAM MOKCT BKIIIOYATbBCA ONMHMCAHHUC MHIAWBUAYAJIBHBIX CJIy4acB, Ha boiee O3AHUX
gTamnax, IMmo MEpC HAKOIIJICHUA 3HaHI/II\/'I, I/IH(i)OpMaHI/Iﬂ o pHuCKaM MOXET HOCUTb MCHCC

JIETAJIM3UPOBAHHBINA XapaKTep.

Pucku, kotopble ObUIM MOJHOCTHIO ONMUCAHBI MM OTBEPrHYTHI, JOJKHBI OCTABATHCS B
0030pe B BHUJI€ KPATKOTO OMUCAHUS (HampUMep, HaXOAKH U3 TOKCHUKOJIOTUYECKUX HCCIeA0BAHUN
WIM paHHUX KIMHUYECKUX HCCIEeIOBaHUI, KOTOpbIE HE ObLTM MOJATBEPKIEHBI 0ojiee TO3AHUMU

KIIMHUYCCKHUMU I[aHHBIMI/I).

WNudopmanus no 1aHHOMY paszieldy MOXKET ObITh IpeZCTaBieHa B (pOpMe ONMUCAHUS WIN

TaOJINIL.

4.23. 3axnroueHue (BbIBOIbI)

3aKiIIOueHre JTOJDKHO COJIEPIKaTh KPAaTKOE OINMKCAHWUE BCEX H3MEHEHHH B MMEIOIIMXCS
3HAHUAX MO YPPEKTUBHOCTH M 0€30IMACHOCTH MCCIIEAYEMOTO IMpernapara, KOTOPhIe MPOU3OIILIH
32 OTYETHBIA TIEPUOJ] W TIOBJIHSUIA Ha OLEHKY, CHCITaHHYI B TPEIIICCTBYIONIEM OTYETe IO
0e30mMacHOCTH. 3akjlo4YeHHe [OJDKHO BKIIOYATh yKa3aHWE JCHCTBHA, KOTOpbhle ObLIN
MNPpCANPUHATEI WA IUIAHUPYIOTCA C HCJIbIO HAMJICKAIICTO OTPAKCHHA BBIABJICHHBIX HOBBIX
acreKkToB MpoQuiIsi Oe30MacCHOCTH B MPOrpaMMe KIMHUYECKOW pa3palOTKU HCCIIeIyeMOro

npernapara.

4.24. IlpunoxxeHus K OTYETY
POOB nomxeH conepxaTh CIEAYIOMINUE TPUITOKEHHUS:
OpoIiopa UcclieI0BaTeNs;

KyMYJISITHBHasE TaONuUIla CYIIECTBEHHBIX 3allpOCOB CO CTOPOHBI YIOJHOMOYEHHOIO

Oprasa;
CTaTyC BBIIOJIHEHUS IPOIOJDKAIOIIMXCS U 3aBEPIICHHBIX KIMHUYECKUX UCCIIEIOBAHNN;
KyMYJISITUBHBIE TAOJIHILIBI T10 IEMOTpa(puuecKiM TaHHBIM;

CTPYKTYPHUPOBAHHBIC ICPCYHU IO CCPHE3HBIM HCIKCIATCIbHBIM PCAKIIUAM, BBIABJICHHBIM

3a OTYETHBIN NEPUOT;

KyMYJIATUBHBLIC TaOINYHEIE JaHHBIC O BBIABJICHHBIX CCPBC3HBIX HEKCIATCIbHBIX

SIBJICHUAX
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CUHOIICHUC (eCITU IPUMEHUMO).
POOB moxeT copepxarh CaeAyOUINE IPUITOKEHUS:
KyMYJISTUBHBIEC TaOJIMYHBIC TAaHHBIE TI0 BCEM CEPbE3HBIM HEXKeNaTeIbHBIM PEaKIIHsIM;

nepcUYCHb Cy'6"beKTOB KIIMHHUYCCKHX I/ICCJ'ICI[OBaHI/II\/’I, KOTOPBIC YMCEpPJHU B TCUCHUC

OTUCTHOI'O I€pUOaa,

epcuYCHb Cy6’beKTOB KIIMHUYCCKHUX HCCHGHOB&HHﬁ, KOTOPBIC OBUIM HCKJIIOYEHBI W3

KIMHHUYCCKHUX I/ICCHCILOBaHI/Iﬁ B TCUCHUC OTUCTHOI'O ICPUOJA,

CYHICCTBCHHBIC HN3MCHCHUA IMPOTOKOJIOB KIIMHUYCCKUX I/ICCHCIIOBaHI/Iﬁ

I pazer;
CYIIECTBEHHBIC H3MEHEHUS ITpOoIiecca IPOM3BOICTBA;

oIHCcaHue OOIIeTo MIaHa UCCIEA0BAaHUN Ha MPEACTOSIIHA o] (€CITU MPUMEHUMO).
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[Tpumepsl TabnuIl IepeyHe TaHHBIX 0 KIMHUYECKUM HCCIIET0BaHUSM

Tabmmma 1
Cratyc npoIoKaroIMXCs U 3aBEPIICHHBIX KIMHUUECKUX HCCIeIOBaHUN
O030p POAOIKAIOIMINXCS KIIMHIYSCKUX UCCIICTOBAHUIN
(uccnemyemslii mpenapar)
. Ilepsbiii .
NnermidmkarioHHbIA . Bosnetictere Ha
Hazpanie JTyzaiin Pexmm Hccnenyemas BIBUT [ Irarnpyemoe
HOMEp KOO HCCIIE[IOBAHYST | VCCIIEIOBAHIIS JIO3UPOBAHIES 110 J'Ifllly_[I/I}I [IEPBOIO BK]'IIO‘le}}llI/Ie YOBCKIOB
HCCIIEIOBAHIIST Ty P . HCCIIEIOBAHIT®
* Ha ocHOBaHMH OOIIET0 KOJIMYECTBA CYOBEKTOB HCCIICOBAHUS 110 COCTOSHUIO Ha Y IPUMEHSIEMOH CXEMBbI paHIOMU3AIINN
(mata)
Tabmua 2

0O0630p 3aBEpIICHHBIX 32 OTYECTHBIN TIEPUO]T UCCIEIOBAHUI

(uccnemyemslii mpenapar)

WnermidmkaroHHb i
HOMep KITHHAYECKOTO
HCCTIEIOBAHS

Crpana

Hazganme
HCCIICOBAHNS

JlmaiiH

HCCIICIOBAHMA

Pexxum

JAO3UPOBAHKA

Nccnenyemas
TIOMYJBILS

BosneiicTBue Ha cyObEeKTOB
(manMeHToB) Mo rpynmnam
nedyerus (M/XK)
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Tabauua 3

OneHka o01Iero KoJIu4ecTBa CyObeKTOB, MOABEPTIINXCS BO3JCHCTBUIO UCCIIEAYEMOTO
npemnapata (OIeHKa KyMYJISTHBHOTO BO3JICHCTBUS ), HA OCHOBaHWU (DaKTUYECKUX JTAHHBIX U3
3aBEPIICHHBIX KIMHUYECKUX MCCIIEIOBAHUN U OLIEHKH 10 METOY PaHJIOMHU3ALUU U3
MPOJIOJDKAIOIIMXCS KIMHUYECKUX UCCIIEIOBAaHUN

Jleuenune Uncno cyObeKToB

JlexapcTBEeHHBIN ITpenapar

[Ipenapar cpaBHEHUS

ITmane60

Tabmnumua 4

OreHka o01Iero KoIn4ecTBa CyObeKTOB, MOJIBEPTIIMXCS BO3JIEHCTBUIO UCCIEAYEMOT0
npemnapara (OLeHKa KyMYJISITUBHOTO BO3/IeHCTBHUS), HA OCHOBAHUU JJAHHBIX 3aBEPILIECHHBIX
KJIMHUYECKHX MCCIIeIOBaHUN 110 BO3PACTY U MOy *

Yuciio cyObeKToB

Bo3pactHas rpymnmna My >K4YuHBI JKeHimuHbl Hroro

* HaHHLIe 3aBCPUICHHBIX KIIMHUYCCKHUX I/ICCJ'IeI[OBaHI/Iﬁ 10 COCTOSIHHIO Ha
(nara)

Tabmuua 5

OrneHka o0IIero KoIu4ecTBa CyObeKTOB, MOABEPTIINXCS BO3CHCTBUIO UCCIEAYEMOTO
npemnaparta, (OlleHKa KyMyJISITHBHOTO BO3JICHCTBUS) HA OCHOBAHUU JAHHBIX 3aBEPUICHHBIX
KIIMHUYECKUX MCCIIEOBAHUMN 110 PACOBOW NMPUHALIICKHOCTH

Paca Ywucno CY6’bCKTOB HCCIICOOBAHUA

Asnarckas

AdpukaHckas

EBporneiickas

Nuasa

HewnssecTtHO

Hroro




[Tpumeps! TabuI 0000IIEHHBIX JAHHBIX O CEPhE3HBIX HexenaTenbHbIX peakuusax (CHP)

CTpyKTypHpOBaHHBIN NEPEeYEeHb CEPhE3HBIX HEXENaTeIbHbIX PEaKIUi

Tabmnuua 6

NH* Jlara Havana .

WH* cooOruienns o sk Ionospeaembiii | CyTouHast o3a Jarb1 Havana u
KIMHUYE- Sk (TATT Crpana peaKLn N

CHP** (MH Ormicanyie niekapcTBeHHb | CriocoO BBETIGHHSI | OKOHYAHWSI JICUCHHST
CKOro Bogpacr Hcxon | Teprion or Havarma . Kommenrapun

CcyOBeKTa CHP (MecremyembIii JlexapcTBeHHAs [IponormxurenbHOCTL
HeCTIeno- HoCTeo » Ton Tpriema JIo Havarna ) popa e
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Tonpko ans nepBUYHBIX coobmienuit o CHP
Tabmuia 7
[Tpumepbl 00001IEHHBIX (KyMYJISTUBHBIX ) TAOJMYHBIX JAHHBIX MO0 CEPHE3HBIM HEXKEIATEIHHBIM SBICHHUSIM
O06o0meHHas (KyMyJIsITUBHAS ) TAOJIHIIA TIO CEPHE3HBIM HEXENATCIIbHBIM SBIICHUSIM
Oprano-(QyHKIIMOHAIBHBIN KJ1acc O61mee KomM4yecTBO 1Mo cocTostHUIO 110 31 nexadbps 2015 rona
[IpeanoyTuTenbHbIi TEPMUH (Ha3Banue uccnemxyemoro OcnenneHHsii IIpenapat [Tnane6o
npemnapara) npenapar CPaBHEHMUSI

HccnenoBanus 18 4 7 2
[ToBpIlIeHNEe aKTUBHOCTH aJlAHMHAMUHOTPAaHC(hEpa3bl 9 2 4 1
[ToBeIlIEHNE aKTUBHOCTH aclapTaTaMUHOTpaHc(epasbl 9 2 3 1
Hapymenunst co cTopoHbI HEPBHOW CHCTEMBI 2 2 4 7
CHHKONaNIbHOE COCTOSIHUE 2 2 4 7




