EBPA3SUHCKAA SKOHOMUYECKAA KOMUCCUA
COBET

PEIMEHUWE

«03» HOs26ps 2016 T. Ne 88 r. AcTaHa

O6 yTBepxAeHNH TPeGOBaHUI K MHCTPYKIIUN II0 MEAULIMHCKOMY IIPHMEHEHUIO
JIEKaPCTBEHHBIX IIPENapaToB U O0Ieil XapaKTepUCTHKE JIEKaPCTBEHHBIX IIPENapaToB s
MeAUIMHCKOTO MTpUMeHeHU L

B cootBercTBuu co crarhamu 4 u § CoryameHus O eSUHBIX IPUHIIAIAX U IIPaBUIaX
oOpaieHus JTeKapCTBEHHbIX CPEJCTB B paMKax EBpa3uiicKoro sKOHOMHUYECKOTro coio3a oT 23
nexabpsa 2014 roma, mynkrom 98 mpuoxxkenma Ne 1 x Permamenrty paGorsr EBpasmiickoit
9KOHOMHYECKOIl KOMMCCHUM, YTBepXZeHHoOMy Pemenuem Bsicmero Espasutickoro
SKOHOMHYecKoro cosera oT 23 mexabps 2014 r. Ne 98, u Pemenunem Bricurero EBpasuiickoro
sKOHOMMYeckoro coBera oT 23 gmekabps 2014 r. Ne 108 «O peanmsanuu CornaumeHus o
eIVHBIX TPUHIMWIAX W [paBWIaX oOpalleHus JeKapCTBEHHBIX CPEeACTB B PpaMKax
EBpaswuiickoro skoHoMHYecKoro corosa» CoBer EBpasmiickoii 5KOHOMHUYECKOH KOMHCCHUU
pemmum:

1. VrBepauTs mpuiaraeMsle TpeGOBaHWSI K HHCTPYKIUU 10 MeIUIIMHCKOMY
IPUMEHEHUIO JIeKapCTBEHHBIX IIPelapaToB U o0OLIeil XapaKTepPUCTHUKE JIeKapCTBEHHBIX
IIpeIapaToB [AJIf MEAUIIUHCKOTO IPIMEeHEeHN .

2. Hacrosmee Pemenue BcTymaer B cuity 1o ucredeHuu 10 KaneHJApHBIX ZHEH C AaThI
BcTymeHus B cuiy IIporokosna, moamucannoro 2 gexabps 2015 roza, o mpucoeiuHeHUU
PecrryOnmuku Apmenus k CoryalleHWIO O eJWHBIX IPUHIUIAX M IPAaBUIAX OOpalleHus
JIeKapCTBEHHBIX CPEeZCTB B paMKax EBpasmiiCKOTO 5KOHOMHUYECKOTO cOlo3a OT 23 mekabps
2014 roga, HO He paHee 4yeM IO McredeHnu 10 KajeHZAPHBIX AHEH C JATHI OPHUIIUAIBHOTO

OHY6]II/IKOBE[HI/IH HACTOAUIETO Pemrenmns.
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Yiens: CoBera EBpasuiickoil 95KOHOMUYECKOM KOMHCCHHU:

Or Pectry6mxu Or PecrryGmiku Or PecrryGmiku Or Keipremckoit Ot Poccwiickoit
Apmenus Bemapyce Kazaxcran Pecrry6rmvxu Depeparym

B. I'aGpuesrs B. Marromesckuiit A. Mamis O. ITanxparos N. Illysanos



YTBEPK/IEHBI

Pemrenuem Coseta

EBpasuiickoit 5KOHOMUYeCKOH KOMHCCUU

or 3 Hos0ps 2016 1. N° 88

TPEBOBAHUA

K MHCTPYKIMH ITO MeAUIIMHCKOMY IIPMMEHEHHIO JIeKaPCTBEHHOTO Ipenapara u obmeii

XapaKTEPUCTHUKE JIEKAPCTBEHHOTO IIpEIaparTa A MEAUIIMTHCKOTO MIPUMEHEHN A

I. O6uine monoxeHus

OG61as xapakTeprCTHKA JIEKAPCTBEHHOTO TIpernapaTa i MeJUIHCKOTO TPUMeHEeHU s
(manee — OXJIII) comepxut oduinaapHyio HHGOPMAIUIO O JEeKaPCTBEHHOM IIpenapare AJis
MEeAUIIMHCKOTO IIPUMEHEHUs, IpeJHasHAYeHHYI0 A1 MeJUIMHCKUX PAaOOTHUKOB B ILIEIAX
IPaBWIBHOTO HA3HAYeHUs JIEKAPCTBEHHOTO IIpenapara M KOHTPOJIA 32 €r0 IpPUMeHeHUEeM.
Nudopmanma B OXJIII mopmeXuT COrracoBaHUIO YIIOJTHOMOYEHHBIMU OpPraHaMY TOCYZapCTB
— wieHOB EBpa3uiiCKOr0o 5KOHOMHYECKOTO coo3a (fajee COOTBETCTBEHHO — TOCYZapCTBa-
uynens;, Coio3) B cdepe oOpalieHUs JIeKapCTBEHHBIX CPEACTB B XOJ€e PErUCTpalluyl U
nmocienyoumero oOpalleHus 3apeTHCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpermapara Ha
tepputopuu Coioza. Cozep:xanne OXJIII moxeT OBITHP M3MEHEHO TOJBKO C OZOOpeHUS
YIIOTHOMOYEHHBIX OPTaHOB TOCYJapCTB-4IeHOB B cdepe 3ApaBOOXpaHEHUA WIU IIPHU
HallpaBJIeHUU UM YBeJOMJIEHUS B COOTBETCTBHU C IIPAaBHJIAMH PETHCTPAlIMU U SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB JJI MEeAUIIMHCKOTO IIPUMEHEeHUd, YTBepXKZaeMbIMu EBpasuiickoit
SKOHOMMYECKOM Komuccuei (mamee — Komuccusn).

OXJIII saBnafeTcs OCHOBHBIM MCTOYHMKOM WHGOPMALUK IS MEIUIUHCKUX
pabOTHUKOB O Oe3omacHOM U 3(PeKTHBHOM HCIIONH30BAHUU JIEKAPCTBEHHOTO IIpelapaTa.
WHcTpyKIus 1O MeAUIMHCKOMY IIpUMeHeHuIo (IMCTOK-Bkiagsim) (manee — JIB)
JIEKapCTBEHHOTO IIpelapara cocrasusercs B coorBerctsuu ¢ OXJIIIL

OXJIII He mpenmHasHayeHa M1 YCTAaHOBJIEHMA OOIIMX PeKOMEHJAUIMH IO JIeYeHUIO
OTZeIbHBIX 3200IeBaHMI, OJHAKO B Heil JOJDKHBI ObITh YKa3aHbI KOHKPETHBIE aCIIEKTHI JIEIeHHS

Y IIOC/IeICTBUS IIpUMeHeHus JlekapcrBeHHoro npenapara. OXJIII He moypkHa copepkaTh 06mMx
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peKOMeHJAluil II0 IIpolefypaM BeleHWA TeX WIM HHBIX ITAllMeHTOB, HO B Hel [JOJDKHBI
IIPUCYTCTBOBAaTh CIelM(UYIHbIe aCIeKTHI IJI1 Ha3HaueHUs COOTBETCTBYIOIIETO JIeKapCTBEHHOTO
IIperiapara.

Hacrosmue TpebGoBaHusa comep)KaT YyKa3aHUA OTHOCHTEIBHO IIpeACTaBIEHUA
napopmanuu B OXJIII. Madopmanus, npeacrapieHHas B KaxzaoM pasgene OXJIII, nomxHa
OBITH COOTBETCTBOBATh KAaK JOKYMEHTY B II€JIOM, TaK U C 3aTOJIOBKY pasziesa, K KOTOpOMYy OHa
otHOCHTCA. HekoTopkle BOIPOCHI MOTYT OBITH PAacCMOTPeHBI OojJee 4YeM B OJHOH YacTH
OXJIII, m B TakWX ciry4asx AOIycKaeTrca cchuika Ha gpyrue pasgenst OXJIII, B xoTopsrx
IIpeZiCTaBIeHa COOTBETCTBYIOIIAA JOIOJIHUTEeIbHAA NHGOPMAIIHA.

Hacrosmue TpeGoBaHus ciefyeT pacCMaTpUBATh B COYETAHWU CO CHEIU(PUIECKUMU
tpeboBaHuaMu K OXJIII oTzenbHBIX TPYIII IEKAPCTBEHHBIX IIpeNapaToB (HaIlpuMep, BaKI[UHBI,
ISTMIMPOBaHHBIEe OeJKM HIM JIeKapCTBeHHBIE IIpeliapaTsl, MOMydeHHble M3 IUIAa3MbI KPOBH,
roMeoIaTHYeCcKue JeKapCTBeHHbIe IIpelaparsl), YKasaHHbIMKU B ImpuioxkeHwsx Ne 2, 3 u 13 x
HacToAmuM Tpe6GoBaHUAM.

Kak mpasuio, Tpe6yercs orpenpras OXJIII g xakmoil mekapcTBeHHON (OPMEL, a B
HeKOTOpBIX ciaydasx u 1ya posupoBku. lloproroska exmumoit OXJIII mxa HeckomxpKux
JIEKapCTBEHHBIX (OpPM U (MJIM) JO3MPOBOK OCYIIECTBIAETCA B TeX CIy4adX, KOIJa cxeMa
IIpreMa JeKapCTBEHHOIO IIpellapaTa IIpeyCMaTPHUBAaeT M3MeHeHUe peXHUMa [JO3HMPOBaHUA
nau cruocoba NIpUMeHeHU, UCIIOIb3yeMOH IeKapCTBeHHOH (YOPMEI B IIPOIeCCe JeYeHU.

OXIJIII momxHa OBITH pasMellleHa HA CaliTe yIOJIHOMOYEHHOTO OpraHa roCyJapCTBa-
ygeHa B cdepe oOpaumieHus  JIEKapCTBEHHBIX  CPeACTB  WH(POPMAIMOHHO-
TeJIleKOMMYHUKAaIlMOHHOU cetu «MHTepHeT», a Takke Ha oduuumanpbHOM caiite Coloza B

I/IHq)OpMaIJ;I/IOHHO—TeJIeKOMMYHHKaLI;HOHHOfI ceTn <<I/IHTePHeT».

II. IIpunIUIBEI IpeACTaBIeHUA NHPOPMAIIUH O JIeKapCTBEHHOM IIpeIapare, a TaKxke
BOIIPOCHI, KACAIONIVEeCs COCTAaBIeHNU (M3MeHEeHNU ), S9KCIePTU3bL U 0400peHua nHGPOPMAIH O
JIeKapCTBeHHOM IIpelapare

1. Nudopmanus, comepxamascs 8 OXJIIT u JIB momkHa GBITH IpeCTaBIeHa B YeTKOM
u nakoHu4HO# dpopme. OXJIII u JIB BKIIOUaoTca B MOAYIb 1 perucrpanoHHOro gocke. [Ipu
HEBBIIIOJIHEHUN TpeOoBaHMi, IpenbasiageMbrx K cocraBaeHuto OXJIII u (wmm) JIB,

YKa3aHHBIX B ITyHKTaX 7—9 — IS OpUTHHAIBHOTO JIeKapCTBEHHOTO IIpelapaTa, B IyHKTaxX 7/ 1
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8, mogmynkrax 10.1.1-10.1.3 — a1 BOCIpOM3BeAEHHOrO, TMOPUAHOIO, GMOAHAIOTUYHOTO
(6romomO6GHOTO)  JIEKAPCTBEHHBIX  IIPEIapaToB, PerUCTPAllIOHHOE  JOChe  TaKOro
JIEKapCTBEHHOTO IIpeliapaTta WK JOCke Ha BHECEHWe M3MEHEeHHI B PETHCTPAIlMOHHOE JOChe
JIEKapCTBEHHOTO IIpellapara NPU3HAETCI HEKOMIIJIEKTHBIM, M 3asgBUTENIO IIPeJOCTaBIAETCA
IIpelyCMOTPEHHBIH IIPaBUJIAMH PETUCTPALIMM U DKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB AJISA
MEeJUIIMHCKOTO IIpUMEHeHMs, yTBepxkzaeMbIMu Komuccueil, Cpok Ha IIpefCTaBIeHHe
HeJOCTAIOUIUX MaTepPHAJOB PETUCTPAIMOHHOIO JOChe B COOTBETCTBUM C 3aMEYaHUSIMU
YIIOJIHOMOYEHHOTO OpraHa (9KCIePTHOI OpraHu3anuu) peepeHTHOTO ToCyAapCTBa.

2. Kaxpp1ii paszen JO/DKEeH HAYMHATHCA C MHPOPMALIMU, OTHOCAIIEHCS K OCHOBHOI
IleJIeBOH TPYIIe IAIMeHTOB, AJA KOTOPBIX IIpeJHA3HAYaeTCsA JeKAapCTBEHHBIN IIpelapar, U
IIpX HEOOXONUMOCTU MAOJDKEH MAONOJTHATHCA KOHKPETHOH WHGOpManueill IO OTAeIbHBIM
rpynnaM (HampuMmep, AeTH WIM JHIA TOXIWIOTO Bo3dpacra). B ciayuae ecim mpemapar
IpefiHa3HAYeH I eJUHCTBEHHOH IIeJIeBOM TPYIIIBI «B3POCIIBIE IAIIMEHTHI», TO YKa3bIBaTh
3TO B KaXXZOM pasziesie He 00s13aTeIbHO.

3. B OXJIII gomkHa UCIIOIB30BAaThCA COOTBETCTBYIOMAA MeIUITUHCKAsA TEPMUHOIOTUA.

4. OXJIII comepxmut wuHGPOPMAIMIO O KOHKPETHOM JIEKAPCTBEHHOM IIpeIiapare,
II03TOMY OHA He [I0JDKHA BKJIIOYATh B CeOACCHUIKY HA PyTHe JeKapCTBeHHbIe IperapaTsl, 3a
WCKJIIOYEHWeM CJIy4aeB, KOIZlAa DOTO SBJIAETCA IIPellOCTEPEXEHHEM, PEKOMEHIYeMbIM
YIOJIHOMOYEHHbIM OpPraHOM TOCYZAapCTBa-4jeHa, a TakKXke B CJIydae, eCIM IIpemapar
HeOOXOZMMO IIPUHMMATh II0 CXeMe WCKJIIOYUTEIPHO B COBOKYIIHOCTH C JAPyTUMHU
JIeKapCTBEHHBIMH TIperapaTaMu.

5. IlpuHIUIBI, YCTaHOBIEHHbIe HACTOAUIUMU |peOGOBaHUAMY, IPUMEHUMBI KO BCEM
JIEKapCTBEHHBIM TIIpemapartaM. Vicmosibp3oBaHMe STHUX NPUHIUIOB IS KOHKPETHOTO
JIeKapCTBEHHOTO IIperapara OyZeT 3aBHCeTh OT HAyYHBIX HAHHBIX O HeM U IIPaBOBBIX
ocobeHnHOCTel ero peructpanuu. OTKIOHEHWE OT HACTOAIUX 1peGOoBaHUI JODKHO OBITH
06OCHOBAHO B COOTBETCTBYIOLIEM 0030pe M pe3ioMe PEerUCTPAIMOHHOTO JOCke.

6. B OXJIII momxHa comep:KaThCs CChLIKA (B cooTBeTCTBUU C mpraokeHuem Ne 10 x
HacTOAIMM TpeOoBaHMAM) Ha CaWT YIIOJHOMOYEHHOTO OpraHa TIOCYJapCTBa-WIeHa B

MHPOPMaIlMOHHO-TeIeKOMMYHUKAIIMOHHOI ceTu «/IHTepHeT», Ha KOTOPOM OHa pasMellleHa.



6

7. Ina nposesenus skcmepTussl npoekTsl OXJIII u JIB mpezacraBnfioTcs, B uucie
npouero, B ¢opmare MS Word ¢ BO3MOXHOCTBIO pemakTHpOBaHUsA. B Xoze SKCIEpTHU3BI C
IIeJIbI0 Hanbosee ITOJTHOTO U ITPABHJIBHOTO OTPAXKEHUS 3aMeYaHUN DKCIIEPTHI BIIpaBe BHOCHUTH
WCIIpaBieHUs B pexuMme penensuposanus (pynkuus MS Word) B mpencraBieHHbIe
sagBuTesieM mpoexTsl OXJIII u JIB.

8. B ciryuae BHecenus mamenenuit B OXJIIl u (unm) JIB Heo6Xx0AMMO IpenCTaBUTH
IIOJIHbIe TIpOoeKThI feficTBytomux pegakiuit OXJIIT u (unu) JIB, a TakKe HOJTHBIE ITPOEKTHI
OXJIIT u (mnm) JIB ¢ usMeHeHMAMHU, BHECEHHBIMU B PeXuMe pelleH3upoBaHus. lomHbie
npoektsl OXJIII u (wnu) JIB ¢ n3MeHeHMAMHU, BHECEHHBIMU B PeXHUMe pelleH3UPOBaHMUS,
IIpeHA3HAYeHBI [ OTCIeXXMBAaHUA BCeX BHOCHMMBIX U3MeHEHMH, yTBepKIeHUIO IO JIexKaT
HCKJIIOYUTEeIBPHO COIJIACOBAaHHBIE IIO pe3ysIbTaTaM BHECEeHHA HM3MEeHeHMI IIOJTHBIe IIPOeKThHI
OXUJIIT u (unu) JIB. Bce Buocumsie B OXJIII u (unu) JIB usMeHeHUs HODKHBI OBITH HAYYHO
06OCHOBAHBI, 32 HCKJIIOUEHHEM IIPAaBOK PeAAKIIMOHHOTO XapaKTepa.

9. Ilpu BHecenuu usmeHeHuil B Tekct OXJIII u JIB mepxkaTens perucTpanioHHOTO
yAOCTOBepeHHUsA OPUTMHAJIBHOTO JIEKaPCTBEHHOTO IIpelapara JOoJDKeH BKJIIOYUTh B MOAYJIb 1
PETHCTPAllMOHHOTO JOChe, B COOTBETCTBUM C TpeOOBAaHHAMHU IIPAaBUJI PETUCTPAllUA U
9KCIIEPTU3Bl JIeKaPCTBEHHBIX CPEJCTB [JIA MeJUIIMHCKOTO IIPUMEeHeHU:d, YTBepXKAeHHBIX
Komuccueit, OXJIII u JIB, yTBepXIeHHble B CTpaHe—IIPOM3BOAMTEeNEe, U (WMIN) CTpaHe—
IepxaTeje PeruCTPallMOHHOTO yAocToBepeHus, u (wrm) gppyroit crpane ICH, rze
3aperMCTPUPOBAH JIEKaPCTBEHHBIH IIpenapart (Ipyu HaIUIUH).

10. B oTHOWIEHWMH  BOCIPOMU3BEIEHHBIX, THUOPUIHBIX M  OHOAHAIOTUYHBIX
(6moImOI06HBIX) JIeKAPCTBEHHBIX ITperapaToB Ipu BHeceHun usMeHeHuit B Tekct OXJIIT u JIB
IeHCTBYIOT CIeAyIOIINe NOTOJTHUTE/IbHbIE TPeOOBAHMA.

10.1. Jlep>xaTenb peruMCTPAIMOHHOTO YAOCTOBEpEHUS JEeKapCTBEHHOTO IIpelapaTa
TOJLKeH IIpeiCTaBUTh:

10.1.1. Komuu peiictByromux B pamkax Coroza OXJIII u JIB opurunambHOrO
(pedepeHTHOrO) JIeKAapCTBEHHOTO TIipemapaTa. FEciau opuruHanabHbIE  (pedepeHTHBHIN)
JeKapcTBeHHBIN ImpenapaT B Coo3e He 3aperucTpupoBaH, Heooxozumo npeacrasuts OXJIII u

JIB opurunanpHOTO (pedepeHTHOro) JIeKapCTBEHHOTO Iipemapara (IpM HaJIUYUN),
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IeNCTBYIOIe B CTpaHe—ITIpOM3BOAWTeNe, W (MIM) CTpaHe—ZepiKaTeje PeruCTPariOHHOTO
yzocTroBepenus, u (unu) crpane ICH Ha A3bIKe yTBepAUBIIEH UX CTPAHBL.

10.1.2. lexmapanuio o toM, 4to B mpoekrax OXJIII u JIB BocmpomsBemeHHOTO MU
610aHaIOTUYHOTO (GMONOZOGHOT0) JeKapCTBEHHOTO IIpeliapara OTCYTCTBYIOT OTJIIMYMS OT
netictytomux OXJIIT u JIB opurunansHoro (peepeHTHOTrO) JTeKapCTBEHHOTO IIperapara, 3a
WCKJIIOYeHWeM OTJIMYUH, BbIIEIEHHBIX M OOOCHOBAaHHBIX B COOTBETCTBUM C TPeOOBaHUAMH,
npusesernsiMu B nmogmyHkTe 10.1.3.10.1.3. [ToctpouHnoe (pacmosiokeHHOe IapajielbHO Ha
omHoM nucte) cpaBHeHme geiictBytomux OXJIII u JIB opurunamsHOoro (pedepeHTHOrO)
nekapcTBeHHOrO npenapata u nmpoekToB OXJIII u JIB BocmipousBeseHHOTO, THOPULHOTO HIIN
6uoaHanoruyHoro (6MOmOJOOHOrO) JEKAapCTBEHHOTO IIpelapara C BbIIEIEHUEM U
obocHOBaHMEM Bcex omIHuMii. K THUDWYHBIM pasjIuuuAM OTHOCATCA Pa3Iudusd B
IPOU3BOJUTENAX, CPOKE TONHOCTH, COCTaBe BCIIOMOTATE/JBHBIX BeIIEeCTB, He3HAYUMEbIe
pasiIuuusa B OHOJOCTYIHOCTH MM (PapMaKOKMHETHKEe, a TaKXKe PpasjIu4yusi B CBA3H C
OTPaHHYEHUAMH, IIPelyCMOTPEHHBIMH 3aKOHOZATEIBCTBOM TOCYZApPCTB-WIEHOB 00 OXpaHe
aBTOPCKMX M CMEXHBIX IIpaB. BO3MOXHBI M Zpyrue HayYHO OOOCHOBAHHBIE Pa3IHYUA.
Paznuuusa B HaMMYMM PUCKH, IO3BOJIAIONIEH pasfeaTh NeIuMYIO JIeKapCTBeHHYIO hopMy Ha
paBHBIE [OJH, He Bcerza OyLyT HE3HAYMMBIMM, IIOCKOJIBKY OHHM MOTYT 3HAYHTEIBHO
HMOBJIXATh Ha BO3MOXXHOCTH JOCTIDKEHHS peXHMa Jo3upoBaHus, npusesenHoro B OXJIII
pedepeHTHOrO JIeKapCTBEHHOTO IIperapara.

10.2. Ecim mocyie  peTHCTpaniii  BOCIPOU3BENEHHOTO, THOPUAHOTO WU
6uoaHaymoruyHoro (6momozmo6Horo) mexapcrBemHoro mpemapara B OXJIII  u (wmm) JIB
COOTBETCTBYIOLIETO OPUTHMHAIBHOTO (pedepeHTHOTr0) JIeKapCTBEHHOTO IIperapara BHOCATCS
U3MEHEHHH, TO JepXKaTelb PeruCTPAlMOHHOTO YZOCTOBEPEHUSA BOCIIPOU3BENEHHOTO,
TUOpPUIHOTO WIK GMOaHATIOTUYHOTO (OMOIOLO06HOTO) JTeKapCTBEHHOTO IIperapaTa JODKeH B
reuerue 180 xanenmapHbIX nHel co nHA, yka3aHHOrO B paszene 10 OXJIII u (unm) pasmere
«/laHHBIN JTHCTOK-BKJIAABII IepecMOTpeH» JIB pedepeHTHOro jgeKapCcTBEHHOTO IIperapara,
BHecTH cooTBercTBylomue m3MeHeHus B OXJIIl m (mmm) JIB Takoro BocIpousBemeHHOTO,
rubpugHOTO MM 6MOaHaIOTMYHOro (6MOmOLOOHOr0) IeKapCTBEHHOTO IIperapaTa ¢ y4eToM
IOIyCTUMBIX OTIMYMUi, yKazaHHBIX B moamyHkTe 10.1.3. [Ipu HeBsImOonHeHUMU TpeGOBaHUH
HACTOAILIETO IIOANYHKTA B OTHOIIEHWM TAaKOTO BOCIIPOH3BEJEHHOTO, THOPUIHOTO WU

6uoaHanoruyHOro  (OMOIMOJOOHOTrO)  JIEKAPCTBEHHOTO  IIpelapaTa  IPUMEHSIOTCA
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COOTBETCTBYIOIIYE ITOJIOXEHUS IIPAaBUJI PETUCTPALMH U DKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB
IS MeIUIIMHCKOTO IIpUMeHeHUd, yTBepxkaaeMbx KoMuccueil, o IpPHOCTaHOBKe, OT3bIBE
(OTMeHe) PperucTpaliOHHOTO YAOCTOBEPEHHSI, WIM OTPAaHUYEHUM IIPUMEHEHWs, WU
BHECEHUM W3MEHEHWIl B YCJIOBUA perucrpamuonHoro ypocroepenus.l0.3. Eciu B xoze
skcneprusst OXJIIT u (unu) JIB BocmpomsBesieHHOTO, THOPUIHOTO MIH GHMOAaHAJIOTUYHOTO
(6momoI06HOT0) JIEKApCTBEHHOTO IIpemapara (B paMKax IIOATBEPXKIEHUA PeruCTPaIH
(mepeperucTpanuu), IpHUBeINEHHS [JOChe B COOTBETCTBHE, BHECEHHUS W3MEHEHUH B
PETUCTPALIIOHHOE [OChe) BBIABIEHO, YTO AeiCTByIomas B pamkax Colo3a MIM B OFZHOM M3
rocyzapctB-wieHoB OXJIII u (unu) JIB opurunansHOro (pedepeHTHOTO) JeKapCTBEHHOTO
IperapaTa He COOTBETCTBYET COBPEMEHHBIM JAHHBIM II0 3(PPeKTUBHOCTH U O€30IaCHOCTH
JIEKapCTBEHHOTO IIpemapara (BKIIOYas 3aKJIOYEHUsA OKCIIEPTH3 M  PeKOMeHIAlUU
YIIOJTHOMOYEHHBIX OPraHOB B cdepe OOpaleHUs JTeKapCTBEHHBIX CPEJACTB TPETBUX CTPaH)
nnu He coorBeTctByeT OXJIII u (mmm) JIB, omoGpeHHBIM B CTpaHe—IIPOM3BOLUTENIE WU
CTpaHe—/lep)KaTejle PEeTHMCTPAlMOHHOTO YZOCTOBepeHHMA Ha JIeKAapCTBeHHBIM IIpelapar,
npuMeHsoTcs caepyitomue nonoxeHwus.10.3.1. YmonHomoueHHBIN opraH  (3KCIepTHas
OpraHM3alluA) TOCyJapcTBa-WwieHa (OPMHUPYET 3alpoc JAepsKaTelio pPerucTPallHOHHOTO
YZOCTOBEPEHHUS COOTBETCTBYIOLIETO OPUTMHAIBHOTO (pedepeHTHOro) JeKapCTBEHHOTO
npemnapara o Heobxogumoctu wucnpasieHus OXJIIT u (wnm) JIB Takoro opuruHambHOTO
(pedpepeHTHOrO) JI€KaPCTBEHHOTO IIperapara M HAIpaBjigeT ero yIOJIHOMOYEeHHOMY OpraHy
pedepeHTHOro TOCyAapCTBa, 3apETUCTPUPOBABIIETO JAHHBIHM IeKAPCTBEHHBIN IIpeIapar.

10.3.2. Dxcueprr3a fOChe COOTBETCTBYIOIIETO BOCIIPOM3BEAEHHOTO, TUOPHUHOTO MU
610aHAIOTUYHOTO (OMOIO006HOr0) JIeKAPCTBEHHOTO IIperapaTa IpUOCTaHABINBAETCH.

10.3.3. YorHOMOYeHHBIH OpraH rOCyJapCTBa-4jieHa B TedeHuMe 5 pabouux mHEH
HaIpaB/lfgeT  IOJYYeHHBI OT  OSKCIIEPTHOM  OpraHM3allMM  3aIIpoC  Jep>KaTerio
PETUCTPAIIIOHHOTO yJOCTOBEPEHHS COOTBETCTBYIONIETO pPedepeHTHOTO JeKapCTBEHHOTO
IIpernapara.

10.3.4. lepsxarens PperucTpalMOHHOIO YZA,0CTOBEpeHUA COOTBETCTBYIOLIETO
opuruHaiIbHOTO (pedpepeHTHOTO) JIEKapCTBEHHOTO IIperapara Jo/bkeH B TedeHue 60
KaJeHJAPHBIX JHEH CO [HA IOJIydYeHHs 3alpoca IIOJaTh B YIOJHOMOYEHHBIN OpraH
TOCYyJapCTBa-4IEHA, HAIIPAaBUBIIETO YKAa3aHHBIH 3aIIpoC, 3asIBIeHUe O BHECEHUH U3MEHEeHUH B

PETUCTPALIIOHHOE JOChe TAaKOTO OpPUTHMHAIBHOTO (pedepeHTHOro) JeKapCTBEHHOTO
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Ipenapara C y4eToM TpeOOBaHUN U PeKOMEeHAAIIUH, COePXKALIMXCA B IIOJyYeHHOM 3aIpoce,
60 IpeACTaBUTHh MUCBMEHHOE OOOCHOBAaHME OTCYTCTBUS HEOOXOZUMMOCTU BHECEHUS TaKHUX
M3MEHEeHUM.

Ha ocHoBaHMM mNHCBMEHHOro OOOCHOBaHHSA, IIPEACTABIEHHOTO JepXKaTejleM
PETUCTPALIIOHHOTO YZOCTOBEPEHMA, YIOJHOMOYEHHBIN OpraH gomkeH B TedeHue 30
KaJIeHJAPHBIX JHEeW CHATH WIU IIOATBEPAUTH TpeboBaHUe 0 BHeceHnU u3MeHeHuit B OXJIII u
(mnm) JIB. Ecru ymoTHOMOYEHHBIM OPraHOM IIOATBEPKJAIOTCA TpeOOBAHUA, yKa3aHHEIE B
IEePBUYHOM 3aIlpoce, JTHOO OHH KOPPEKTHUPYIOTCA C Y4eTOM IIpeZCTaBJIE€HHBIX JepXKaTeleM
PETUCTPALOHHOIO YJOCTOBEPEHNUS Pa3biCHEHUI, BHECEHNE U3MEHEHNH B PETUCTPAIIMOHHOE
ZOChe 3apeTUCTPUPOBAHHOTO OPUTHHAIBHOTO (pedepeHTHOro) jIeKapCTBEHHOTO IIperapaTa
OCYIIeCTBIIAETCSA B COOTBETCTBUU C IPAaBUJIAMM PETHCTPALMY M SKCIEPTU3HI JIEKAPCTBEHHBIX
CPeZCTB 11 MeJUIIMHCKOTO IPUMeHeHN, yTBepxaaeMbiMu Komuccueii.

10.3.5. Ilocne cormacoBarmsa OXJIII u (umu) JIB opurunampHOro (pedepeHTHOrO)
JIeKapCTBEHHOTO IIpellapaTa B COOTBETCTBMM C YKAa3aHHOH IIPOLeAYpOi, 3KCIepTH3a
PETUCTPAIIOHHOTO  JIOCke  BOCIIPOM3BEZIeHHOTO, THOPHUIZHOTO WJIM OMOaHAJOTHMYHOTO
(6momomo6HOT0) JIeKapCTBEHHOTO IIperapara Bo300HOBIgeTca. IIpu aToM 3ampoc, yKa3aHHBIN
B mognyHkTe 10.3.1, He paccMaTpuBaeTCs B Ka4eCcTBe 3alpoca Jiep:KaTes PeruCTPalOHHOTO
YAOCTOBEPEHU BOCIPOU3BEIEHHOTO, TMOPUAHOTO MIM OMOaHAJIOTMYHOrO (6MOIOZ06GHOTO)
JIeKapCTBEHHOTO ITpeIiapara;

10.3.6. B cBa3sm C BO3MOXHOCTBIO HMHHUIMAIVY YIOJHOMOYEHHBIM OpPraHOM
rOCyZapCTBa-4jeHa YKa3aHHOM B HACTOAIIEM IIOANYHKTE IIPOLEAYpPHI, BHECEHHE N3MeHEeHU
B gedictBytomyo OXJIII wm(umm) JIII BocmpomsBemeHHOro, TIHOPHAHOTO WU
6uoaHaNIOruYHOro (6MOMOLOGHOTO) JIEKApCTBEHHOTO IIpenapaTa He pPeKOMEHAYeTCs
TPyIIINPOBATh C APYTUMU BUJAMU U3MEHEHUH.

10.4. Ectn  gepxaTelqp  PeruCTpPallUOHHOTO  YJOCTOBEPEHUS  OPUTHHAIBHOTO
(pedepeHTHOrO) JIEKapCTBEHHOrO IpemapaTa B TedeHue 60 KaJeHJApHBIX AHEH CO IHA
IIOJTyYeHHUs 3aIpoca, ykasaHHoro B nmoamyHKkTe 10.3.4 Hacroamux TpebGoBaHuii, He IozaeT B
YIOJTHOMOYEHHBIHI OpraH 3asgBJIeHHe O BHECEHUU W3MEHEHHII B PeruCTpPaIliOHHOEe JOChe
TaKOTO OPUTHMHAIBHOTO (pedpepeHTHOro) JeKapCTBEHHOTO IIpelapara MIM He IIpe/CTaBiieT

MMUCbMEeHHOe OOOCHOBaHUeE OTCYTCTBUA H€06XO,ZI;I/IMOCTI/I BHECEeHHUsA TaKUX M3MEHEeHUH,
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IPUMEHAIOTCS COOTBETCTBYIONIVE IIOJIOKEHMS IIPaBUJI PETUCTPAllUd U OKCIIEPTHU3BI
JIEKapCTBEHHBIX CPEJCTB IS MEeAUIIMHCKOTO IIpUMeHeHUs, yTBepxkAaeMbrx Komwmccueit, o
IIPHOCTAHOBKE, OT3bIBe (OTMEHE) PEerMCTPAlMOHHOIO YAOCTOBEPEHMs, WJIM OTPaHUYEeHUU
IPUMEeHEHUs, WX BHECEHUU M3MEeHEHUI B yCJIOBUA PETUCTPAllMOHHOTO YZOCTOBepeHu:. B
3TOM CJIy4yae SKCIIEPTH3a JOChe BOCIPOU3BENEHHOTO, TMOPUIHOTO MIM OGHMOAHAJIOTUIHOTO
(6momomo6HOr0) JIEeKapCTBEHHOTO IIperapara OCYIIeCTBIAETCS 0e3 ydueTa HeaKTYaJIbHBIX
OXJIIT u (unu) JIB opurunansHOro (pedepeHTHOro) IeKapCTBEHHOTO Ipeliapara.

10.5. Ecin curyanus, ykasanHas B mozmyHkTe 10.3 Hacrosmux TpeGoBaHuii,
BO3HHUKAeT IIPU PETUCTPALMU BOCIIPOU3BEJEHHOIO, I'MOPUIHOTO MIM OHMOaHAIOTUYHOTO
(6romomo6HOro) JIEKApCTBEHHOTO IIperapara, TO OKCIIEPTH3a PEeTHCTPALMOHHOIO [OChe
BOCIIPOM3BEIEHHOTO, THOPUAHOTO WK GHMOAaHAJIOTUYHOTO (6MOIOZOOHOTO) JTeKapCTBEHHOTO
IperapaTa He IIPUOCTAHABIWBAETCS, U INPUMEHSIOTCE TpeboBaHusa mnoxmyHkra 10.1
HacToAWMX TpeOoBaHMIl. DKCIEpPTHAs OpPraHU3AlUs WHULMHPYET INPOLEAYyPY BHECEHUS
M3MEHEeHUI B PEeTHCTPAIMOHHOE JOChe COOTBETCTBYIOIIETO OPUTMHATBHOTO (pedepeHTHOro)
JIeKapCTBEHHOTO IIpellapaTa B COOTBETCTBUM C IIpolleAypoli, ykasaHHO# B myHkTe 10.3
HacToAmux TpeGoBaHMIA.

11.IIpu  BeigBmeHum HecooTBercTBuUs gedctByromeii OXJIII wu (wim) JIB
JIEKapCTBEHHOTO IIperapara, 3aperuCTPUPOBAHHOTO B OJHOM M3 TOCY/JapCTB-4YJIEHOB,
COBpeMEHHBIM [AaHHBIM 10 3(G(GeKTUBHOCTH U 0e30IIaCHOCTH JIEKapPCTBEHHOTO IIpellapara
(BKUTIOUAs 3aKIIOYEHUA SKCIEPTU3 M PEeKOMEeHJAIUM YIIOJHOMOYEHHBIX OPraHOB B cdepe
obpalieHusa JeKapCTBEHHBIX CPEeACTB TpeThbuX cTpaH), B ToM umcie OXJII u (wnu) JIB,
YTBEP)XXIEHHBIM B CTpaHe—TIPOM3BOJUTENIE IJIM CTpaHe—JepiKaTejle PeTUCTPALOHHOTO
YAOCTOBEPEHU Ha JIEKAPCTBEHHBIN IIperapar, SKCIIePTHbIe OPraHU3alliy, YIIOJTHOMOYEHHEIe
OpraHBl TOCYZAPCTB-WIEHOB WJIM IPyTrHe JIUIA BIpaBe OOPAaTUTBCA K YIIOTHOMOYEHHOMY
OpraHy rocyfapcTBa-4JeHa, B KOTOPOM 3aperMCTPUPOBAH TAKOM JIeKapCTBEHHOM IIpemapar, C
VHUIVATUBOM O HAIpaBIeHUU JAep)KaTeli0 PEeTrHCTPAllMOHHOTO yAOCTOBEPEHMS 3aIpoca O
HeoOxomuMmocTH npusegenus gericrsyromeit OXJIIT u (uwru) JIB B cooTBeTcTBHE.

12. ITpu monydyeHHH 3ampoca, yKasaHHOro B myHKTe 11 Hactoamux TpebGoBanwuii,
HaYMHaeTCs IPoLeAypa, ykasanHad B moanyHkTax 10.3.4. u 10.4 macroamux TpebGoBaHwuii.

13. [Ipn HeBbImONHeHHU TpeGOBaHWi, YKa3aHHBIX B IYHKTe 12, IPUMEHSAIOTCS
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nonoxeHus nognyHkra 10.4 Hacroamux TpeGoBaHwmii.

14. Tpe6oBanus myHkToB 12 m 13 Hacrosammx TpeGoBaHWII pacIpOCTPaHAIOTCS Ha
Zepxarejeli pPeTHCTPAllMOHHBIX YJOCTOBEpEHMM BCeX JIEKAPCTBEHHBIX IIPeIapaTos,
3apeTMCTPUPOBAaHHBIX B COOTBETCTBHM C IIPaBWIAMH PETUCTPALMM U  OKCIIEPTHU3BI
JIeKapCTBEHHBIX CPeJICTB I MeJUIIMHCKOTO IpUMeHeHu, yTBepxkaaeMbiMu Komuccueit.

15. Ha odumnuansHOM caiiTe YIIOTHOMOYEHHOTO OpraHa TIOCyJapCcTBa-ujeHa B
MHPOPMAIVOHHO-TeIeKOMMYHUKAIIMOHHOU ceTn «l/HTEepHeT» M B eZWHOM peecTpe
3apeTUCTPUPOBAHHBIX JIeKapCTBeHHBIX cpeacTB Coroza IyOGIMKYIOTCA  OZOOpeHHBIe
yIOJTHOMOYeHHbIMU opraHamu rocyzapcrs-uwiesoB OXJIII u JIB (8 dopmare PDF c
PACIIO3HAaHHBIM TEKCTOM).

16. [lna meKapCTBeHHBIX IIPeIIapaToB, TPeOyIOUMX IOMOJHUTEIHHOTO MOHHTOPMHTA
6esomacHocTH, mepexn pasgenom 1 OXJIII pasmemaercs cmenuansusiii cumBon (V),
COTIPOBOKJ@aeMbIit ciemymomeil dopmynnpoBkoil: «/laHHBIM JeKapCcTBeHHBIH ITpemapat
MOJIEXKUT JOIOTHUTEIBHOMY MOHUTOPHHTY. OTO IIO3BOJHT OBICTPO BEIABUTH HOBYIO
nHOpPMAIHIO mo OGesomacHocTu. Mspr  o6pamaemMcs K  pabOTHHKaM  CHCTEMBI
3[[paBOOXpaHEHUs C IPOCHOOH cooOWATh O JIOOBIX IIONO3PEeBaeMBIX HeXKelaTeIbHbIX

PeaxIuIX».

IT1. Pasgensr OXJIII

1. HaumeHoOBaHUe JIeKapCTBEHHOTO IIpeliapaTa

B omamHOM paspese yKasbIBalOTCA TOProBOoe HaMMEHOBaHHE JIeKapCTBEHHOTO
Ipemapara, CBeZleHWs O JO3HPOBKe M JeKapcTBeHHOH ¢opme. [lanee mo Ttexcry OXJIII
CBeZleHUsd O [O3UpPOBKe U JIEKapCTBEHHOH ¢opMe B HAaUMEHOBAHUU JIeKapPCTBEHHOIO
IIpelapara JOIyCKaeTcsa He yKasbiBaTh. lIpu ommcaHum IeHCTBYIOIIEro BellecTBa CaemyeT
IIOJIB30BAThCS MEXIYHAPOJHBIM HeIlaTeHTOBAaHHBIM HaumMeHoBaHueM (mamee — MHH),
pEKOMeHJOBaHHBIM BcemupHOII opraHuzaiueil 3zpaBooxpaHenus (marnee — BO3), a mpu
orcyrctBuu MHH — o0menpuHATHIM, XMMHYECKUM FUIM TPYIIMPOBOYHBIM HaUMEHOBAaHHEM
IeHCTBYIOIETo BelecTBa. [Ipu HeOOXOZMMOCTH PEeKOMEHIyeTC s HCII0Ib30BATh MECTOMMEHUS

(Hampumep, «OH»).
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1.1. losuposka

Jlo3rpoBKa [OJKHA COOTBETCTBOBATh KOJIMYECTBEHHO OIIPeieI1eMOMY COZIeP>KaHHIO 1
IPUMEHEHUIO IIpenapaTa M COBIAJATh C KOJIMYECTBOM, YKAa3aHHBIM B KOJIMYECTBEHHOM
COCTaBe U peXxXuMe NO3UpOBaHUA. PasHble JO3MPOBKH OJHOTO M TOTO XK€ JIeKapCTBEHHOIO
Ipelapara cjaefyeT YKasblBaThb OZWHAKOBO, Hampumep, 250 mr, 500 mr, 750 mr. Cuegmyer
n36eraTh MCIIOTB30BAHUSA [ECITUYHBIX pasfenuTeseil, ecau npuMmeHumo (Hampumep, 250
Mkr, a He 0,25 mr). OgHako ecinu JleKapcTBeHHas QopMa IIpefCTaBleHA AByMS M Oojee
ZIO3UPOBKAMH, BBIPA)KEHHBIMU HECKOJBKUMU eJUHUIIAMU M3MepeHus (Hampumep, 250 Mxr, 1
Mr ¥ 6 MT), TO B HEKOTOPBIX CIydYasdx IiesecooOpa3Hee yKasbIBaTh JO3HMPOBKY B OJHHUX U Te€X
Ke eNUHUIAX B Ieax comoctaBuMmocTu (Hampumep, 0,25 mr, 1 mMr u 6 wmr). B memax
6e30I1aCHOCTM MUJUIHOHBI (HaIlpuMep, eAWHUII) BCEerZa CiaeAyeT IIHNCATh IIOTHOCTBIO, a He
cokpaurate. He ciemyer ykassIBaTe He3HauuMble Hy I (Hanpumep, 3,0 wiu 2,500).

Jly1s TeKapCTBEHHBIX IIPENapaToB, Y KOTOPBIX BRIPAKEHUE COZEP)KaHUA JNeHCTBYIOMUX
BEIeCTB B eAMHUIIAX MAcChl He MOXeT B IIOJHOM Mepe XapaKTepHU30BaTh OHOJIOTHYECKYIO
aKTUBHOCTH (B YaCTHOCTH, A OHOJOTMYECKUX U MMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX
IIpeIaparoB), JO3UPOBKA MOXKeT OBITh BBIpa)KeHa:

B eIMHUIIAX, HCIIOIb3YeMbIX B (DapMaKoIesx:

ME — mexxgyHaposHas e[UHUIA GMOIOTUYECKOH aKTUBHOCTH;

Lf — eguuwmiza GHOIOrMYeCKO aKTUBHOCTH TOKCHHA (AHATOKCHHA);

PFU - 6xamkoo6pasyomye e IuHUIIBL;

Ph. Eur. U. — egununa EBponetickoii papmakoneu;

U IPYTHUX eIUHUIAX, HAIpUMep:

EJl — emyHuUIIBI 1eHCTBUS OMOJIOTUYECKOM aKTUBHOCTH;

PNU - eguHMIIBI 6€JIKOBOTO a30Ta.

Ecnu mexxpyHapomHas eguHAIIA GMOJIOTMYeCKON aKTUBHOCTH ObLi1a onpezenena BO3,

TO PeKOMEH/IyeTCS IPUMEHATh JAHHYIO eJUHUILY.
1.2. JlexapcTBeHHas popma

JlexapcTBeHHYI0 (OpPMY JIEKapCTBEHHOTO IIpenapaTa HeOOXOZMMO YKasbIBaTh B

COOTBETCTBUU C IIOJTHBIM CTaHAAPTHBIM TEPMUHOM (DapMaKOHeI/I COIOSB., BO MHOXXe€CTBEHHOM
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4yucie, eCTu IPUMEeHUMO (Hampumep, TabaeTKu) (B COOTBETCTBUM C ITyHKTOM 3 HACTOSIIETO
paszmena). Ilpu oOTCyTCTBMM DOAXOZAIIErO IIOJHOTO CTAHJAPTHOTO TEPMHUHA, IIyTEM
KOMOWHUPOBAaHUA  CTAaHAAPTHBIX TEPMHUHOB B  COOTBETCTBUM C  HOMEHKJIATYpOH
JIeKapCTBEHHBIX GopM, yTBepkAaeMoii Komuccueit, MoxxeT ObITh COCTaBI€H HOBBIH TEPMUH.
Ecnu 3TO HeBO3MOXHO, CjefyeT HalpaBUTh OOpalleHHe B YIOJHOMOYEHHBIH OpraH
TOCy/lapCTBa-4JeHa O HeOOXOZMMOCTH HOBOTO CTaHAApTHOro TepMmuHa y QPapmakomeitHOro
komurera Cotoza. IlyTs BBemeHUs M mepBUYHAA (BHYTPEHHSAS) YIIAKOBKA B OOpAalleHUU He
YKa3bIBaIOTCA, 3a MCKJIIOYeHHe CJIy4aeB, KOIZJA OTHU OSJIEMEHTBHI ABJIAIOTCA YaCThIO
CTaHZAPTHOTO TEPMHHA, WIM HEOOXOAMMBI B IIeJAX O0e30IIaCHOCTH, WU IIPU HAIUYUU
WJEHTUYHBIX JIEKADCTBEHHBIX IIPENapaToB, KOTOPbIe BO3MOXXHO Ppa3jJIM4YUTh TOJIBKO
IIOCPEeCTBOM yKa3aHUsS ITyTH BBEJEHUS WIN IePBUYHOI (BHyTpEHHEH) YIIaKOBKH.
HaumeHOBaHMe U JO3MPOBKAa PaCTUTENBHBIX JIeKapPCTBEHHBIX IIpellapaTOB [JOJDKHBI
COOTBETCTBOBATH TPEOOBAHUAM IIPABHJI PETUCTPAI[UN U DKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJCTB

11 MeJUIMHCKOTO IPUMeHeHH, yTBepxkAaeMbrx Komuccueit.

2. KauecTBeHHBIN 1 KOJIMYECTBEHHBIA COCTaB

B pmamnom pasgmene OXJIII mpuBomuTCca IIOJMHOE OIHMCaHUWE Ka4eCTBEHHOTO U
KOJIMYEeCTBEHHOTO COCTaBa JeHCTBYIONIETO BELeCTBa, a IPH He0OXOAUMOCTH B paszenax 4.3 u
44 OXJIII mnpuBosWTCA oONMCAaHME KAYeCTBEHHOTO M  KOJMYECTBEHHOTO COCTaBa
BCIIOMOTATeJNbHBIX BellecTB. Hampumep, Ka4yeCTBEHHBINI U KOJWYECTBEHHBIH COCTaB
BCIIOMOTATEJIbHbIX BEIeCTB, yKa3aHHbIX B mpuiaoxeHunu Ne 10 x Hactosmum TpeboBaHuAM,
nomkeH ObITh ykasaH B gJaHHoM pasgiene OXJIII mop oTAenpHBIM IIOA3aTOJIOBKOM
«BcromorarenpHble BemecTBa». B koHne paszena OXJIII Heo6xomuMO yKas3aTh CeLyIONLYIO
CTaHJAPTHYIO GOPMYIHUPOBKY: «/I0/IHFIH IIEpeYeHb BCIIOMOIaTeTEHEIX BEIeCTB IIPHBELEH B
paszere 6.1.».

Ecnn pacTBopuTeNns ABIAETCS YaCTHIO JIEKAPCTBEHHOTO IIpeIapaTa, CBeleHUs O HeM

HeoOXO MO BKJIIOUUTH B cooTBeTcTBYIomue paszgenst OXJIII (kak mpasuo, paszeins: 3, 6.1,

6.5 1 6.6).



14

2.1. KauecTBeHHEIN COCTaB

HaumeHnoBaHUe IeHCTBYIOLIETO BeIIeCTBA IIPUBOLUTCSA COIJIACHO PEKOMEHZOBAHHOMY
BO3 MHH u mpu HeoOXOZMMOCTH HOIOJHAETCA yKa3aHWeM COJeBOM WIM THAPATHOU
¢dopmsr. IIpu orcyrcrBum MHH crnemyer wucmons3oBaTh HauMeHOBaHHE, YKasaHHOE B
®apmakonee Coro3a, a eciu [eHCTByIoLlee BeLIECTBO He BKIIOYEHO B (apMakolen -—
OOIIeIIpUHATOe, XWMHYECKOe WJIM TPYNNUPOBOYHOE HAWMEHOBAHUE IeHCTBYIOLIETO
BemecTBa. [Ipm OTCyTCTBMM OOIIEIPMHATOTO, XUMUYECKOTO WJIM TPYIIIHPOBOYHOTO
HaMMEHOBAaHHUA HeOOXOZMMO yKasaTh TOYHOe Hay4yHOe obOo3HaueHme. [Ijad meiicTByIOINX
BEIEeCTB, He MMEIOUIUX TOYHOIO HAayYHOTO OOO3HAUYeHU:, yKa3bIBAeTCs, KaK U U3 4ero OHU

nsrorosieHsl. He momyckaercs BKIIOYaTh CCBLIKY HA (papMaKoOIleifHOe KadeCTBO.

Ecmm  smexkapcTBeHHBIM — IIpemapaT  ABIAAETCS  PAaCTUTENBHBIM  JIEKaPCTBEHHBIM
IIperaparoM, YyKasaHHe KavyeCTBEHHOTO COCTaBa JOJDKHO COOTBETCTBOBATh ITPAaBUJIAM
PETUCTPAalM DKCIIEPTU3Bl U JIEKAPCTBEHHBIX CPEJCTB IS MEIHUIIMHCKOTO IIPUMEHEHWU,
yTBepxKgaembiM Komuccueit.

Ilpy  ykasaHMM  KayeCTBEHHOIO  COCTaBa  JIEKAPCTBEHHOTO  IIpeliapara,
IIpeICTaBIAIONmero coboil pasrodapMaleBTHIeCKHii HabOp, HEOOXOZUMO YeTKO 0003HAYUTH,

YTO paJHUOM30TOII HE ABIAETCA 9dCThIO Ha6opa.

2.2. KonmuecTBeHHBIA COCTAB

KommduecTBo geficTBylomero BelmecTBa HEOOXOAWMO BBIpOKaTh HAa eAMHULY
ZIO3UPOBaHU (JO3MPOBAHHbIE MHTAIALMOHHBIE IIPEIapaThl — Ha JOCTABIIEMYIO 03y U (M)
OTMEPEHHYIO I03Y), Ha eIUHUIly 00BbeMa WIN eJUHUIY MaCChl, ¥ OHO JOJDKHO COOTHOCHUTHCS
C I03UPOBKOH, YKaszaHHOH B pasgene 1 OXJIIL

KommyecTBo meiicTBylomero BemecTBa HEOOXOZMMO BBIPAXKATh C  IIOMOIIBIO
MeXZYHApOJHOTO IIPU3HAHHOTO CTAaHAAPTHOTO TEPMHUHA, KOTOPBIH IIPH HEOOXOZMMOCTH

TOIIOJIHAIOT IPYTUM TEPMUHOM, €CJIU OH 60Jiee IOHATEH MeAUIIMHCKUM PaOOTHUKAM.
2.2.1. Coxm u rugparsI.

Ecnu peiicTByromlee BellecTBO fABIAETCA COJBIO MHJIM THUIPATOM, KOJIHWYeCTBEHHBIH

COCTaB cCjlefyeT BBIPOXKATh B EZWHUIIAX MacChl (MIM OHOJIOTUYECKOH aKTUBHOCTH B
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MEXIyHapOAHBIX (MJIM WHBIX) eNUHUIAX, eCIM IPUMEHUMO) JAeHCTBYIOLero Hadasa
(ocHOBaHWA, KHUCJIOTH WMaKU Oe3BOAZHOU coiu), Hampumep, «60 Mr topumedena (B Buze

IIUTpaTa)» WIK «TopuMedeHa IUTpaT, SKBUBaIeHTHHIN 60 MT ToprMedeHa».

Ecnu B xofe IpPUTOTOBIEHUSA TOTOBOTO IIpelapaTa B peaKIMOHHOW cMmecu (in situ)
obpasyeTcs conb (HampuMep, IIPU CMEIIWBAaHUM PACTBOPUTENS U IIOPOLIKA), HEOOXOLUMO
OTPa3UTh KOJTMYECTBO aKTUBHOM YaCTH MOJIEKYJIBI AeHCTBYIOIEro BellleCTBa C YKa3aHWeM Ha

oOpasoBaHUe COJIY In SItu.

B orHOmeHMM IMPOKO IpUMEHSAEMBIX [eHCTBYIOIIMX BeIleCTB B COCTaBe
JIeKapCTBEHHOTO IIpelapara, JO3MPOBKAa KOTOPBIX TPAAUIIMOHHO BBIPAXKAETCA B COJIEBOM MU
TUApaTHON ¢dopMe, KOJIMYECTBEHHBIN COCTaB [OIYCKaeTCA BBIPAKAaTh B BHUJE COIU MU
ruzpara, Hanpumep, «60 Mr guitTrazeMa THAPOXIOPHUAA». DTO IIPABUJIO NPUMEHUMO, eCIu

coib obpasyercs in situ.
2.2.2. Dppupsr u mporekapcraa.

Ecmu  peficTBylomee  BemecTBO  ABNIAETCA 3(QUPOM  MWJIM  IIPOJIEKAPCTBOM,
KOJINYECTBEHHBIH COCTaB HeOOXOAZMMO BBIpRXaTh B BHIE KOIM4YecTBA dbupa WIN
IIPOJIEKAapCTBa.

lnsa  jexapCcTBEHHOrO IIpenapata — IIPOJIEKApCTBA, AKTUBHAS YacTb MOJIEKYJIBI
IeWCTBYIONIETO  BelleCTBA KOTOPOTO — 3apeTMCTPUpPOBaHA B BUZAE  CAaMOCTOSTEIBHOTO
JIEKAPCTBEHHOTO IIpeIapaTa, YKa3bIBAaeTCs TAKKe HSKBUBAJIEHTHOE KOJIMYECTBO aKTUBHOM YaCTH
MOJIEKYJIBI JeHCTBYIOLIETO BellecTBa (Hampumep, «75 Mr ¢ocheHUTONHA SKBUBAJIEHTHBI 50 MT
(dbeHUTONHA»).

2.2.3. [loponrox /19 IpHTrOTOBIEHHA pacTBOPa HIIH CYCIeH3HH JJIA IIPHeMa BHYTPb.

KonuyectBo meiicTBylomero BelecTsa HEOOXOAUMO BBIPA3UTh HAa €AUHUILY [O3bI, €CJIN
IIpeIlapaT ABISeTCA OJHOZO30BBIM, WM HAa eJUHUIY OOBeMHOU O3B II0CIe BOCCTAHOBIEHHUS.
B HexoTOpBIX CiTy4as 1eaecooOpasHo yKa3aTh MOJIAPHYIO KOHIIEHTPAIUIO.

2.2.4. Ilaperrepasiprsie  mpemnapars, 32 — HCKIIO9€HHEM  BOCCTAHABIHBAEMBIX
ITOPOLIKOB.

Ecmu obmee comepxuMoe IepBUYHON (BHYTpPeHHeIl) YIIaKOBKM OZHOO30BBIX
IApPEeHTEePAJbHBIX IIPeIlapaToB BBOJUTCA B BHUZAE OIHOHM [J03BI (<IIOJIHOE HCIIOJIB30BAHHE

COZIEP>KUMOTO TIepBUYHOI (BHYTpeHHe) yIIaKOBKM»), KOJIMYECTBO AeHCTBYIONIETO BelleCTBa
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cylemyeT BRIpaXaTh Ha (opMy BeIycka (Hampumep, 20 Mr u T. 71.) 6e3 yKasaHUA U3JIUIIKOB U
n36sITKa. HeoO6xomnMo TakKe yKas3aTh KOJIMYeCTBO Ha 1 MJI M1 OOIIMit 3a9BIeHHBIH 00BeM.

Ecmu  KonmyecTBO OZHONO30BBIX IIAPEHTEPAIBHBIX JIEKAPCTBEHHBIX IIPENapaTos,
pAcCUMTHIBAETCI HAa OCHOBAaHMHM MacChl Teja, IUIOMAAYM IIOBEPXHOCTH Tejlad WIM HHOU
IepeMeHHO} TaiueHTa («JaCTMYHOe HCIIOJIBb30BAaHME COZEP)KUMOIO IIEPBUYHOM YIIAaKOBKM»),
KOJINYECTBO [IeICTBYIOIIETO BEIeCTBA CIeAyeT BBIPAXaTh B MIULTMINTpax. Heobxoaumo Taxxke
yKas3aTh OOLIMIT 3asIBIeHHBIN 00beM. VI3MuIIky 1 n30BITOK He YKa3bIBAIOTC.

KonuyecTBO meiicTByIOLIErO BelecTBA MHOTOO30BBIX ITAPEHTEPATBHbIX JIEKAPCTBEHHBIX
IIperapaToB X IapeHTepaIbHBIX JIEKAPCTBEHHBIX IIPellapaToB B OOJBIINX OOBEMax CJeLyeT
BeIpakaTh Ha 1 mu1, Ha 100 mu1, Ha 1000 M1 1 T. 7. COOOpa3HO OGCTOATENIBCTBAM, 32 HCKIIOYeHIEM
MHOT0/I030BbIX BaKLIWH, COAEPKAIUX «N1» OFWHAKOBBIX [I03. B aTOM Ciryuyae 03upoBKy ciexmyer
BBIPAXATh HA O0BEMHYIO 103y. M3mIuIIky 1 u36BITOK He YKa3bIBAIOTCA.

Ecnmu mpumenmmo, Hampumep, B OTHOIIEHHM PEHTTEHOKOHTPACTHBIX IIPENapaToB M
IIapeHTePaIbHbIX IIPEIIapaToB, COAEPIKAlIUX HeOPraHUYeCKHe COJIU, KOJIMYECTBO AeHCTBYIOLIEro
BElleCTBa C/IeZyeT TaKXKe YKa3bIBaTh B MIJLITMMOJIAX. JIJIsI peHTTeHOKOHTPACTHBIX IIPENapaToB C
HOZICOAeP KAlIMY TeHCTBYIOIIMMY BellleCTBAMY IIOMIMO KOJIUYeCTBa AeHCTBYIONIETO BelleCcTBa
cylefyeT yKa3bIBaTh KOJIMYECTBO Hoza Ha 1 MiL.

2.2.5. Ilopomrok, mogiexxaius BOCCTAHOBJIEHHTIO IIEPES MAPEHTEPATEHEIM BBEJECHHEM.

Ecnu mexapcTBeHHBIH IIpemapar ABIseTCs IIOPOUIKOM, IO/JIeXXAIU[UM BOCCTAaHOBIEHUIO
mepes, TapeHTepaTbHBIM  BBeJeHWEM, HeoOXOZUMO yKa3aTh o0ljee  KOJIUYIECTBO
IEeCTBYIOIIETO BeIIeCTBA, COAepXKalleecs B IIePBUYHOM (BHYTpeHHel) yIaKOBKe, Oe3
yKa3zaHWs M3JTHIIKOB M M30BITKA, @ TAK)Ke KOJMYECTBO Ha 1 MJI IIOCJIe BOCCTAHOBJIEHUS IPU
YCJIOBUU OTCYTCTBHSA HECKOJIBKUX BaPUAHTOB BOCCTAHOBJIEHUS M PA3IHYHBIX HCIIOJIb3yeMbIX

KOJIMYeCTB, KOTOpbIe IPUBOAAT K 0OPa30BaHUIO PA3INYHBIX KOHEYHBIX KOHIIEHTPAI[UH.
2.2.6. KoHIjeHTpATHL.

KonmuecTBO HE0O6XOMMO BRIPA3UTh KaK COZep)kaHue Ha 1 MJI KOHIIEHTpaTa U o01ee
cofepkaHue meiicTByIomero Beuecta. HeoOxoauMo Takke BKIIOYNUTD cofiepkaHue Ha 1 My
IIocJjIe peKOMeHIyeMOTo pasBeZleHUs IIPH YCIOBUU OTCYTCTBUS Pa3BeleHNUA KOHIIEHTpaTa J0

Pa3IMIHBIX KOHETHBIX KOHHeHTpaHHﬁ.

2.2.7. TparczepmaisHbIe ILTACTHIPH.
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HeobxomuMmo  ykazaTh ciefyioumrye KOJTWYECTBEHHBIE JaHHBIE: COZEp>KaHUe
ZeHCTBYIOIEro BellleCTBA B IIACTHIPE, CPEHIOI JOCTAaBIAEMYIO 32 eJUHUIy BpeMeHU 03y,

IIJIONIAh BEICBOOOJKJAIONIeil TOBEPXHOCTH, HAalIlpUMep:

«Kaxxgprit wracteips mwiomaznsio 10 cm? copepxur 750 MKT acTpasuosa, BBICBOOOXKAASL

3a 24 yaca HOMMHAJIBHO 25 MKT 3CTPafHO0Ia».
2.2.8. MHOroz030851€ TBEpABIE H MATKHE JT€KAPCTBEHHBIE (OPMBIL.

KomuyecTBo peficTByIomero BelecTBa HEOOXOJMMO II0 BO3MOXKHOCTH YKa3hIBaTh Ha
eVHUITY O3UPOBAHUA, B OCTAIBHBIX cay4asx —Ha 1 1, Ha 100 r mwIm B mpomeHTax coo6pasHO

006CTOATEeILCTBAM.

2.2.9. Brosoruveckme 1ekapcTBeHHEIE IPerapaThL.

2.2.9.1. YxasaHue J03UPOBKHU.

KommyectBo O6HOJIOrMYeCKUX JIeKAPCTBEHHBIX IIpeNapaToOB CjefyeT BbIPAXaTh B
eAVHUIAX MACChI, eJUHUILIAX OMOJIOTHUYeCKOH aKTUBHOCTU MJIU MEXAYHApOAHbIX eIUHHUIIAX B
3aBHCHMMOCTH OT KOHKPETHOTO IIperapara 1M OTpaXkasd B COOTBETCTBYIOIIMX CJIy4YaAX IOPAZOK,
npunaTeiii B Papmakonee Coiosa. B oTHOUIEHMYM NSIMIMPOBAaHHBIX OEJIKOB CIEZYeT TaKKe
YY9HTBIBaTh IpwiokeHrme N° 2 k HacroamuM TpeOOBaHHAM B YaCTH OIIMCAHUA COCTaBa

IISTUIMPOBAHHBIX (KOHBIOTHPOBaHHBIX) GesnkoB B OXJIIT.

2.2.9.2. JleficTBy1oye BellecTBa OHOJIOTUYECKOTO IIPOUCXOKIEHHUA.

Heob6xomumo KpaTKo oOmmcaTh IPOUCXOXZEHHe AeHCTBYIONUIETO BeIleCTBa, YKa3aTh
CBOMCTBA BCEX MCIIOJIB30BAHHBIX B IIPOM3BOJICTBE KJIETOYHBIX CHCTEM M, €CJIM IPUMEHHMO,
ucronb3oBaHue TexHonoruu pekomOuuanTHOM JJHK. ®pasza wusmaraercs B ciepyromeit
pemakiuu: «IlogydeHo ¢ ucmonp3oBaHueM KiIeTOK XXX [II0 TEXHOJIOTHHM PeKOMOMHAHTHOM
JITHK].».

Hrixe mpuBeieHBI IpUMepHI, WIITIOCTPUPYIOIINe NCIOIb30BaH)e JaHHOTO IIPUHIIMIIA:

«IIOJIy4€HO C UCIIOIb30BaHUEM TUIIIOUAHBIX KieToK uenoBeka (MRC-5)»;

«IIOJTy4eHO C WCIIOJNb30BaHMEM KiIeToK Escherichia coli 1o TexHOIOTHH
pexom6uHanTHOHN JJHK>;

«IIOJIy9€HO C MCIIOJIb30BaAHHEM KJIETOK KYPHHBIX 3M6PI/IOHOB»;

«IIOJIyY€HO M3 JOHOPCKOM IIJIa3MbI 4eJI0BEeKa»;
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«IIOJIyYeHO U3 MOYU YeIOBEKa»;
«TIOJIyY€HO U3 KPOBH [’KUBOTHBIX]»;

«IIOJIyY€HO U3 TKAHU IO KeTyLOYHOM JXee3bl CBUHeH»;
«IIOJIyY€HO U3 CIUBUCTOM 060JI0UYKY KUIUIEYHIKA CBIHEH».

2.2.9.3. Ocobsle Tpe6OBaHUA K HOPMAIbHBIM UMMYHOTJIOOYINHAM.

HeobxommMo yKasaTe paclpefieleHHe HOPMAJIbHBIX HMMYHOIJIOOYJIHMHOB IIO
cy6kimaccam IgG B mpouenTax or obmero cozepxxanusa IgG. 3areM ykassIBaeTCs BepXHAA

rpaHuIa cogepxanus [gA.

2.2.9.4. Oco6sie TpeOGOBaHNS K BAKIIMHAM.

HeobGxomumo ykaszaTh cojep)kaHHWe [JAeHCTBYIONIETO BelleCTBA HA eAUHUIY
nosupoBaHus (Hampumep, Ha 0,5 mur). Ilpu HanuYuy agpOBAaHTOB HEOOXOAMMO YKas3aTh UX
KavyeCTBEHHBIN M KOJMYECTBEHHBIN COCTaB.

Heo6xomyM0O IepeduCINUTh IPUMECH, IPEeACTaBIAIoINe OCOOYI0 3HAYUMOCTH
(HampuMep, OBaTBOYMUH B BAaKIIMHAX, IIOTYYeHHBIX U3 KyPUHBIX SHII).

B nmpunoxenuum Ne 3 x HacrosmuMm TpeGOBaHUAM COZEPXKATCA HOIOJIHUTEIBHEIE
pexKoMeHganuy 1o (apMaleBTUYeCKUM aclleKTaM IIpeCTaBlIeHus WHGOPMaly O BaKIIMHAX
IJ11 MEAUIIMHCKOTO IPUMEeHeHUA.

2.2.10. PacrurenpHble 1eKapCTBeHHBIE IIPeNapaTl.

VkazaHMe KOJIMYECTBEHHOTO COCTaBa /JIODKHO  COOTBETCTBOBATH  ITPAaBUJIAM
PETUCTPALIMM UM OKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJCTB AJIS MEAUIIMHCKOTO IIPUMEHEHWU,

yTBepxxgaeMmsiM Komuccueii.
3. JlekapcTBeHHas popma

Haumenoanue ymekapcTBeHHON (OpPMBI YKa3bIBaeTCA B COOTBETCTBHU C HOMEHKJIATypOi
JIeKapCTBeHHBIX opM, yTBepkzaemoil Komumccumeit. ODTOT TepMHUH [AOJDKEH COBIAAATH C
TEepMHHOM, yKasaHHBIM B pasgene 1 OXJIII. Opmako, eciu Ha IepBUYHON (BHYTpeHHEN)
YIIaKOBKE HCIIOJIB3YeTCd COKpAIeHHbIN CTaHAAPTHBIN TepMHH, B AaHHOM paszene OXJIII

COKpalLIEHHLIfI TE€pMUH OOIIOJTHUTEJIBHO IIPUBOJUTCA B CKOOKax.
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B orpenpHOM OT CTaHZApTHOTO TepMHHA ab3ale HEOOXOAMMO IIPUBECTH OIMCAHUE
BHEIIHETO BUJa Ipemapara (I[BeT, 3HaKH U T.7,.), BKIIOYas CBefeHUsA 0 (PaKTHIeCKUX pazMepax
TBEpPO#1 JIeKapCTBEeHHOH (GOPMBI I IIpHeMa BHYTpb, Hal[pUMep:

«TabneTku

Bensle, kpyrible TaGIeTKH C IUIOCKMMHU CKOUIEHHBIMHM KpagMHU AHAMETPOM 5 MM co
3HakoM «100» Ha ofHOM cTOpOHe»

Ecnm Ha TabneTkax mpesycMOTpeHa PHCKa, HEOOXOZUMO YKa3aThk, IOATBEPXKAEHO JIN
BOCIIDOM3BOZMIMOE pasfieneHue Tabierok. Hampumep, «Pucka mpemHasHaueHa JHMLIb AJIS
pa3aMBIBaHUA C IeJbI0 OOJIerdYeHWs IIPOIJIAThIBAHWS, a He JJII pa3fefleHHs Ha paBHBIE
Z03bI», «Ta0JIETKYy MOXKHO Pa3/eIUTh Ha PaBHbBIE IIOJIOBUHBI».

Crnenyet mpezacTaBuTh cBefieHUA 0 pH U ocMOIIpHOCTY IIPU HEOOXOJUMOCTH.

Ecnn nexapcTBeHHBIH IIpenapar IOAJIEXUT BOCCTAHOBIEHHUIO Iepes TpUMeHeHNeM, B
nanHoM paszene OXJIII HeoOXOAMMO oOmmcaTh BHEIIHWM BHUJ, Ilepef, BOCCTAHOBJIEHUEM.

Bremrnuii Buj JIeKapCTBEHHOTO ITpellapaTa IIOCJIe BOCCTAaHOBJIEHHSI HEOOXOAWMO YKa3aTh B

pasgenax 4.2 u 6.6 OXJIII.

4. Kinnanvyeckue maHHbIE

4.1. IlokasaHusa K IpUMeHeHHIO

[ToxaszaHus K NMPUMEHEHHUIO YKa3bIBAIOTCA YETKO U JTAKOHWYHO, U JOJDKHBI OTPAXKATh
IleleBoe  3a00JleBaHME MM COCTOSHME C yKasaHWeM HalpaBIe€HHOCTH Tepaluu
(cummTOMaTMYecKas, OSTHOTPOIIHAS M/IM OKasbplBalollas BIMSIHUE HA TeYeHWe WU
mporpeccupoBaHue 3ab0sieBaHUs), A NPOPUIAKTUKY (IIEPBUYHOM WIM BTOPUYHOM) U
nuarHocTuky. Ecaum mpuMeHMMO, yKassiBaeTcs WH(OpMAIUs O IeIeBOM IIONMYJIALIUH,
0COOEHHO IIpU HATUYNUK OTPAHUYEHUN [JI OTAENIbHBIX KaTeTOPUil MaleHTOB.

WNudopmanusa o KOHEYHBIX TOYKAX MCCIeJOBaHUA, KaK ITPaBUJIO, He IPUBOJUTCA.

IToxazaHusa K IPUMEHEHHIO C IeJbl0 IPOPUIAKTUKU U MHPOpPMAIUIO O IeIeBOH
MOIYJIALMY JOIYCKAaeTCs YKa3bIBaTh B OOLIUX YepTax.

PesynpraTsl  mocimemymoomux ~— MCCIEeNOBaHUI,  YTOYHAIONUX  (OPMYIHPOBKY
3apeTHUCTPUPOBAHHBIX IIOKA3aHUII MM CBeJeHUH O HUX, MOXXHO BKJIIOUMTH B paszen 5.1

OXUIII, ecntut OHY He IPeAIIONIATaioT BKIOYeHe HOBOTO II0Ka3aHU.
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Heob6xomumo ykasare uH(pOpManuio 00 00A3aTENTBHBIX YCJIOBUAX IPUMEHEHUS
IperapaTa, eCcIy OHU JOJDKHBIM 00pasoM He ymoMuHaiorcs B gpyrux pasgenax OXJIII, xo
ABJIAIOTCA 3HAYMMBIMH, HAaIpUMep, O COIYTCTBYIOUIUX AMETUYECKUX Mepax, M3MeHeHUIX
o6pa3a >KM3HU UJIU COITyTCTBYIOLIEH Tepanuu.

Heo6xoauMo ykasaTs BO3pacTHbIE TPYIINBI, KOTOPHIM IIOKa3aH IIPenapar, ¢ yKasaHueM
BO3PACTHBIX TPAHUII, HATIPUMeEP:

«X TOKa3aH [B3pPOC/IBIM, HOBOPOXKIEHHBIM, MJIaJeHIlaM, MAeTAM, IIOAPOCTKaM| B
BO3pacTe OT X MO0 y [7ner, MecsaueB].». [Jnxa memeil Hacrosmux TpeGoBaHuil merckas
MONYJIALMA pa3fesieHa Ha BO3PAcTHBIE IIOATPYIINBI: HeJOHOUIEHHbIE HOBOPOXXIAEHHBIE (C
yKasaHHMeM CpOKa TeCTalliH), JOHOIIeHHble HOBOpoxzeHHSbIe (0-27 mHeil), meTu IpyAHOTO
BO3pacTa u MiuazeHIs! (28 nueii—23 mecsna); getu (2-11 net), mogpoctku (ot 12-18 ner).

Ecnm moxasaHue K IpUMeHEHHUIO IIpeliapaTa 3aBHCHUT OT OIIPe[eJIeHHOTO T'eHOTHIIA,
VIV OKCIIPECCUU TeHa, WU ONpeZieIeHHOrO (eHOTHIIA, aHHOe 00CTOATEIFCTBO HEOOXOIUMO

OTPa3UTh B IOKA3aHUU.
4.2. PexxuM [03MpPOBaHUA U CIIOCOO IPHIMeHEeHUS

B ciaywae Hamuuua OCOOBIX MEZUIIMHCKMX IPEJIUCAHUI 10 IPUMEHEHUIO
JIeKapCTBeHHOT'O IIpeliapara, B TOM YMCJe OTPaHMYeHHOTrO OTIyCKa, AaHHbIN pasgen OXJIII
cefyeT HadaTh C ONMMCAHUA TAKMX yCIOBUM.

IIpy Hanmuuuu OCOGBIX OIIACEHWH B OTHOIIEHUM OE€30IIaCHOCTH CJIEAYeT TaKkKe
OTPa3UTh PeKOMeHJyeMble OTpPaHHYeHUA OTHOCHTEIBHO YCIOBHHM IpUMeHeHus (HaIpuMep,
«TOJIBKO JJIA CTALJHOHAPHOIO IPHMEHEHHZ» HJIH «HeOOXOZHMO paCIOJIarars IMOAXOAALIHM

PeaHHMAI[HOHHBIM 000PY,JOBAHHEMY).
4.2.1. Pexxum 103UpOBaHHUA.

CremyeT 4eTKO yKa3aTh PeXXUM JO3UPOBAHUA I KaKIOTO CIIOcO0a (IIyTH BBeIEeHU)
Y JJI K&KJOTO TTOKa3aHUA K IPUMEHEeHUIO.

Ecnu npuMeHnMO, IpUBOJATCA CCHUIKY Ha OQUIIMATBHbIE PeKOMEeHIAINY (HalpuMep,
10 TTIEPBUYHOM BaKIIMHAIIUY U aHTUOMOTHUKAM, A TAK)K€ PeBaKIMHAINN).

Ecnu mpuMeHMMO, AIA KOKIOHW KaTerOPUU (BBIZEIAIOTCS MOATPYIIIIBI MOIY/IAUN II0

Bo3pacTy (Macce Tesa, IUIONIALY IIOBEPXHOCTH Teja) COOTBETCTBEHHO) YKa3bIBAIOTCA
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peKOMeHAyeMble [03bl (HAallpuMep, B MI, MI/KI, MI/M?) [JIi1 WHTepBajJa [JO3HUPOBAHUA.
KpaTHOCTh mpuMeHeHUs ClleZyeT BBIPaKaTh B eIUHUIIAX BpeMeHU (HampuMep, 1 wiu 2 pasa B
IeHb (CyTKM) MJIM Kaxple 6 4acoB), BO M30eXaHMe IYTAHHUIBI He CIeAyeT II0Jb30BaThCS
COKpallleHHuAMU, HanpuMmep, «1 p/z, 2 p/a, 1 pas/cyT, 2 pasa/cyT».

Ecnu nmpuMeHNMO, yKa3bIBaIOTCA:

MaKCHMaJIbHasg peKOMeH[yeMas pa3oBasd, CyTouHasd U (uaum) obmas (Kypcosasd) 103a;

HeO0OXOAMMOCTH ITOA0O0pa O3HI;

CTaHJApTHas [JINTEIBHOCTh IIPUMEHEHUs U BCe OrpPaHMYEHHA II0  ee
IPOJOJDKUTENIBHOCTH, A TAKXKe, eCIU IIPUMEHNMO, HeOOXOJUMOCTb ITOCTEIIEHHOTO CHUKEHUS
IO3BI UJIY PeKOMEHJAIIH II0 OTMEHe IIPUMEHEeHHUS;

IpeJIIpUHIMaeMble MephI IIPU IIPOITyCKe OZHON MU Oosiee 103, WIH, HallpUMep, IpU
PBOTe IIOCJIe IpHeMa Ipemnapara (peKOMeHAAlNH JODKHBL OBITh KaK MOXKHO 00Jiee TOUHBIMY,
YYUTHIBAIOIMMU  PEKOMEHZYeMYI0 KpaTHOCTh INPUMEHEHHS U  COOTBETCTBYIOLIME
(bapMaKOKUHETHYeCKHe TaHHbIE);

IIpeBEeHTHBHBIE Mephl BO M30e)KaHUe Pa3BUTHA HEKOTOPHIX HeXXeJIAaTeNbHBIX peaKIuil
(HampuMep, IpUMeHeHNe IPOTUBOPBOTHEIX IIPENIapaToB) CO CCHUIKOM Ha paszen 4.4 OXJIIIL;

CBA3b IIpHeMa IIperapaTta C IPHEMOM >XKHUAKOCTH M IIHIIYM BMECTe CO CCBUIKOM Ha
pasgmen 4.5 OXIJIII, ecniu wMeeT MeCTO B3aUMOJEHCTBHE, HAIpUMep, C aJIKOTOJIEM,
rpeiindpyToM UIU MOJIOKOM;

PEeKOMEHZAUMKM II0 IIOBTODHOMY IIpUMEHEHHMIO BMecTe C wuHbopMauuei o
HeOOXOAMMBIX HHTEPBAJIAX MEXy KypCaMy JedeHuUs, eCJIU IPUMEHUMO;

B3aMMOJIEHICTBHA, TpeOyIollre CIIeNUANbHON KOPpPeKIUM [O3BI, CO CCBUIKAMU Ha
npyrue npumenumsie paszgenst OXJIII (manpumep, pasgeins: 4.4, 4.5, 4.8, 5.1, 5.2);

IIpU HeOOXOAUMOCTH — PeKOMEHAAIINY O HeJOITyCTUMOCTH JOCPOYHOTO IIpeKpalleHusA
Tepanuy IPU BO3SHUKHOBEHUM HeCEePbe3HOI HeXKeJaTeNbHOM peakIuy, sSBIIONeiiCsa YacToH,
HO NIpeXOAsAIIeli NN YCTPaHIeMOH C ITOMOIIBIO IT0A00pa O36I.

JlIs KOHKpEeTHOTO IIpemapara, eClIH JaHHAasd WMHQOpMAIusd SABIIETCA 3HAYUMOM,

cyefyeT yKasaTh Cyefylolee:

«AKTHBHOCTB JleKapcTBeHHOro npenapara [10propoe HaHMeHOBAHHE JTeKapCTBEHHOTO

npenapara/ BbIpaXkaeTca B [yKaszaTb HAHMEHOBAHHE] €AHMHHIAX. OTH EJHHHIFI He
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B3dHMO3dMEHAEMBI C E€AHHHIIAMH, HCIIOJ/IB3YEMBIMH /I BBIDA>K€HHA AKTHBHOCTH /JDYTHX

IIperaparosB C [HaHMeHOBAHHE JE€HCTBYIONero BeljecTBa/.».

4.2.2. Oco6sle TPYIIIIEI MAIlIeHTOB.

ITpuBozaTCa cBefeHUA O KOPPEKLIUY 03Bl UM UHbIe CBe/leHNA, Kacaouluecs pexuma
TNO3UPOBAHHMA y OCOOBIX TPYIII IAIIMEHTOB B CIEI[UAJIBHO BBIJEJIEHHBIX IIOZApasfesax.
Yka3zaHHBIe CBeJJeHU PACIIOIATAIOTCA IO CTeIIeHN BaXKHOCTHU, HAl[pUMep, B OTHOLUIEHUU:

JIUL, IOXWUJIOTO BO3pacTa. YeTKO yKasbIBaeTCs HEeOOXOJUMOCTh KOPPEKIUH [O3BI Y
JIOOBIX IOATPYII JIWI, IOXKWJIOTO BO3pacTa cO CChUIKamMu Ha gpyrue pasgenst OXJIII,
cofepKalye yKa3aHHbIe CBeJleHU, Hanpuwmep, 4.4, 4.5, 4.8 unn 5.2;

HAI[MeHTOB C IIOYeYHOM HeJOCTaTOYHOCThIO. PekoMeHZanuu IO JO3MPOBAHHIO
IOJDKHBL KaK MOXXHO 00Jiee TOYHO COOTHOCHUTHCS C AMAlla30HAMH 3HAaYEeHUH OGHOXMMHUYECKUX
MapKepoB IIOYeYHOH HeJJOCTaTOYHOCTH, UCIIOIb30BAHHBIMU B KIMHUYECKUX MCCIeJOBaHUAX,
U pesyJIbTaTaMU 3TUX HUCCIeJOBaHUI;

HAIlMeHTOB C IIeYeHOYHOH HeJOCTaTOYHOCTHIO B COOTBETCTBUHM C JAHHBEIMU O
HAIleHTaX, BKIIOYEHHBIX B MCCHEJOBAaHUS (HApUMED, <«aJKOTOJIBHBIM IIUPPO3») H
ollpeZie/IeHUAMH, HCIIOIB30BAHHBIMU B 3THX HCCIeJOBAHHUAX, Hampumep, Oamn (Kjacc) Io
mkaze Yamnan-Ilsio;

IAIMeHTOB C OIIpe/leJIeHHBIM I'eHOTUIIOM CO CChIIKaMu Ha gpyrue pasgenst OXJIII,
cozepaiye 60see OAPOOHbIE CBEIEHNUS, €CJIU IPUMEHUMO;

IPOYUX 3HAYMMBIX OCOOBIX TPYNII IANMEHTOB (HAIpuUMep, MAIUEeHTH C IPYTUM
COIIyTCTBYIOLIMM 3a00/IeBAHMEM MY TAlMEeHTHI C U30BITOYHOM Maccoi Tea).

B HexoTOphIX CiIydyasx IPHUBOJATCSA PeKOMEHJAIUM II0 KOPPeKIUU TO03BI, HaIpuMep,
Ha OCHOBAaHUU HAOTIOZEHUH 33 KIMHUYECKMMH CHUMITOMAaMU U INIpU3HAKaMU U (MIIN)
71a00paTOPHBIX JAHHBIX, BKJIIOYAsA KOHIIEHTPALMIO JEeKapCTBEHHOIO IIpeliapata B KPOBU, CO
ccpUIKaMu Ha apyrue pasgesnst OXJIII, ecau npumeHuMoO.

4.2.3. [letn.

B OXJIII momxeH OBITH IpeXyCMOTPeH OTAeIbHBIH moapaszen «/letu». [IpuBogumere
CBeJleHUA JOJDKHBI OXBATHIBAaTh BCE IOATPYIIIIBL JeTel, caefyeT cOoOpa3HO 06CTOATEICTBAM

HCIIOJIB30BATH KOM6I/IHaHI/IIO IIOTEHIINAJIbHBIX CI/ITyaHI/Iﬁ, OIIMCAaHHBIX HHMXKeE.
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Ecnm mpemapar mokasaH [eTsaM, peKOMEHZAIUU IO PEXUMY JO3UPOBAHUSA CIEHYeT
yKazaTh IJI1 KOKIOH 3HAYMMON IOATPYIIIsL. Bo3pacTHEIE paMKU ZOJDKHBI OTPAXKAaTh OLIEHKY
IIOJIB3bI ¥ PUCKOB, IIPOBEZIEHHYIO /I KXXJO0H MOATPYIIIIBL.

Ecnm pexxum mo3supoBaHUA y B3POCIBIX U ZieTel COBIIAZiaeT, JOCTATOYHO 3TO YKas3arTs,
IOTIOJTHUTEIBHO TIOBTOPSATH PEXXUM JO3UPOBaHUS He TpeOyeTcs.

Heo6xozmumo ykasaTh peKOMeHAyeMble IO3bl (HallpuMmep, B MT, MI/KT, Mr/M?) As
WHTepBaja JO3MPOBAaHMUA B OTHOUIEHWH BO3PACTHBIX IOATPYIII, KOTOPHIM ITOKa3aH IIpenapar.
B oTHouIeHMM Pa3IUYHBIX MOATPYIII MOXET IIOTPeOOBAThCA YKa3aHUe PAa3INYHbBIX CBEJeHUH
o pmosupoBaHuu. IIpm HeoOXOmMMOCTH CilefyeT NPUBECTH PEKOMEHJAIIUM OTHOCHUTEIBHO
HeJIOHOIIEeHHBIX HOBOPOXZEHHBIX C yKasaHueM Oojee IIOIXOAAIIETO BO3pacTa, HAIpUMep,
reCTaljMOHHBIN MJIN IIOCTMEHCTPYaIbHBIN.

B 3aBrcuMOCTH OT IOATPYIIIBI, KINHUYECKUX AAHHBIX U JOCTYITHBIX JIEKAPCTBEHHBIX
¢dopM [03a BBIpOKAETCS KCXOZASI M3 MAacChl MM IUIOMIAZY IIOBEPXHOCTU Teja, HAIpUMep,
«zeTaM B Bospacre or 2 go 4 ser mo 1 mMr/kr maccsr tesia 2 pa3a B JE€Hb».

Ecnun mpumenmmo, cBemeHUs O BpeMeHM IIpHeMa IIpeliapaTa [JOJDKHBI YYUTHIBATh
paciopsAmoK nHs peGeHKa, HaIpUMep, IIKOJIA HJIU COH.

Ecnm mpemapar moxasaH geTSM M HEBO3MOXXHO pa3paboTaTh IOAXOZAIIYIO AETCKYIO
JeKapcTBeHHYIO popmy, B paszgern 6.6 OXJIII co ccpurkoit Ha pasgen 4.2 OXJIII Heo6xommMo
BKJIIOYUTH IO POOHBIe MHCTPYKIIUH II0 CIIOCO0Y ITOTydYeHUs IIpenapaTa ex tempore.

Jlo3bI M cIIOCOO IMpUMeHEeHMA y PasJIMYHBIX IOATPYIII AOITyCKAeTCA IIPeJCTaBIATh B
¢dbopme TabIUIIBL.

Ecnn mpemapaT He mOKa3aH HEKOTOPBIM HJIM BCEM BO3PAaCTHBIM TPYyIIaM ZeTel, Ipu
HEBO3MOXXHOCTH JaTh PEKOMEHJALUYU II0 PEXUMY [O3UPOBAHUA, MMEIOUINEeCS CBeJeHUS
clemyeT OOOOLIUTH C MCIOJNB30BAaHHEM CJIEYIOUIUX CTAaHZAPTHBHIX (HOPMYJIMPOBOK (OFHOM
WM KOMOWHAIIUY U3 HECKOJIBKUX UCXOS M3 00CTOATENHCTB):

«[bezomacHocTs u 3ddexTuBHOCTE] X Yy ZAeTeil B BO3pacTe OT X [0 Y [MecsIeB, JeT]
(#1H y 1506BIX APYTHX 3HAYHMBIX IIOAIPYIII, HAIPHMED, II0 Macce TeJa, OJT0BOH 3PeTOCTH,
oIy / Ha JaHHBIM MOMEHT He YCTaHOBJIEHBI».

Heobxozmmo 506aBuTE OZHY H3 CIEAVIOIHX QOPMYTHPOBOK:

«/]aHHBIE€ OTCYTCTBYIOT>.
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«Hmerommecs Ha cerogHAIHAE AeHb JaHHPIE NPHBEAEHBI B pazgeie [4.8; 5.1; 5.2),
OZHAKO HEBO3MOXXHO 4aTh PEKOMEHJAIHH I10 PeXXHMY JO3HPOBAHHA».

«X He cregyer IpuMeHATs y JeTeH B BO3pacre OT X 4O y [Mecanes, yeT/ [min y JIro6bix
APYTHX 3HATHMBIX IIOAIPYIII, HAIPHMED, 110 MACCe TeJIa, II0JIOBOH 3PETOCTH, II0JIY] B CBA3H C
OIlaCeHHAMH OTHOCHTEIPHO [6€30MacCHOCTH, SQ@EKTHBHOCTH] [Te€peYHCITIOTCA OmaceHHs]
IOZPO6GHO H3/IOXKEHHBIMH B pa3fenax |VKassIBAIOTCA pa3fesIsl, COZEPKALfHe ITOZPOOHBIe
cBegeHHs, Hanpumep, 4.8 wiwn 5.1 )».

«llo morasanmam [ykazars moxazaHui/ X y [zeTeH, zeTeH B BO3pacre OT X 4O Y
[Mecanes, ser], mwim y 06X APYTHX 3HAYHMBIX HOATPYIII, HAIPHMED, IO Macce TeJla,
II0/IOBOH 3peIOCTH, IMOTy] He MPHMEHAETCA.

«X mpormBomoxasaH y geTer B Bo3pacre OT X 4O Yy [MecdieB, jger], HIH y JIOOBIX
APYTHX 3HAYHMBIX IIOATPYIII, HAaImpHMED, IO MACce TeJa, IMOJ0BOH 3pPEJOCTH, MOIY), [mpH
ITOKa3aHHUH [yKa3aTh Ha3BAHHE ITOKa3aHHA] (CchlIKa Ha pasger 4.3)/».

ITpu Hanuuuu OGojee MOAXOAAIEH M TPUMEHEHUS [O3UPOBKM U (W)
JIeKapCTBeHHBIX GOPM [JIs HEKOTOPHIX WM BCeX MOATPYIII AeTeil (HampuMep, pacTBOp IJis
IIpueMa BHYTPb [IJIf fAeTeli), 3To momyckaercsa ykasars B OXJIII Ha mpencraBieHHyIo (MeHee
HOZXOZSANIYIO) IO3UPOBKY U (MJIH) JIEKapCTBEHHYIO GOpMYy.

Hanpumep: «gpyrme sexapcrBedHsie @gopmsl M (WIN) JOSHPOBKH MOTYT JIyYLIe
YAOBIE€TBOPATE IIOTPEOHOCTH JAHHOH IPYIIITBI».

4.2.4. Cnocob nmpuMeHeHU.

ITon oTmenpHBIM TTOA3arOIOBKOM («MepsI IpesOCTOPOIKHOCTH, IPHHHMAEMBIE IIEPE]
IIpHMeHeHHeM IIperapara HJIH IIPH paboTe ¢ HHM») CO CCBUIKOW Ha pasgen 6.6 (wmm 12)
OXJIIT yxassIBaroTcsa Bce 0COOBIe MEPHI IPeLOCTOPOKHOCTH IIpU padoTe C IIperapaToM WX
ero IpUMeHeHWM (HampuMep, MJIi IUTOTOKCUYECKUX IIPelapaToB) MeIUIMHCKUMU
paboTHuKamMu (BKIIO4ass OepeMeHHBIX MEJUUIMHCKUX PaOOTHUKOB), TAIMEHTOM |
YXaKHBAIOUIMIMY JTUIIAMH.

YkaspIBaeTcs IIyTh BBeJEHHSA, U IIPUBOJATCA HCYEPIBIBAIONIVE WMHCTPYKIHUH IIO
[IPaBUIPHOMY BBEJEHHUIO U INpuUMeHeHHIo. VHCTPYKIMM 10 IPUTOTOBIEHHIO WU
BOCCTAaHOBJIEHUIO CJIeflyeT IpHUBeCTH B paszene 6.6 muu B pasgene 12 OXJIII (upm

HeOOXOJUMOCTH) U JaTh CChUIKY Ha maHHbIN paszen OXJIIL.
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ITpy HamuuuM NOATBEPXKAAOUWMX MAHHBIX HEOOXOJUMO MaKCHMAaJIbHO IIOHATHO
IpPe/ICTABUTHh CBeJEHHS 00 aJIbTePHATUBHBIX CIIOCO0AX, YJIyYNIAIOWUX IIPUMEHEHHe WIN
IIPUEeMJIEMOCTh INIPUMEHEHHs JIeKapCTBEHHOTO IIperapara (HampuMep, BO3MOXHOCTb
pas3IaMbIBaHUA TaOJIeTKH, paspe3aHus TabGJeTKM MJIM TPAaHCAEPMAJIbHOTO ILIACTBIPH,
pasMesbyeHUs TaOJIeTKM, BCKPBITHA KallCys, CMEUIMBAHUSA MX COJEPKHUMOTO C IIHIIEH,
PacTBOpEHHUS B HAIIUTKAX C YKa3aHUEM Ha BO3MOXXHOCTb IIPUMEHEHUS YaCTH JJ03bI), 0COOEHHO

IIpH BBE€LEHUHU ITOCPEACTBOM 30HAOB AJIA MCKYCCTBEHHOT'O BCKaAPMJIMNBAHHAI.

HeobxomuMo OOBACHUTH BCe CIeIUaabHble PEKOMEHZAIUM 10 IIPUMEHEHHUIO,

00ycIoBIeHHbIE JIEKAPCTBEHHOM (popMOii, Hamprumep:

«B CBA3H C HEIPHATHBEIM BKYCOM >KeBars TaOJeTKH, ITOKPBITEIe OOOJOYKOH, He
cregyer»;

«He clefyer pa3TaMbIBaTh TaOJIeTKH, IIOKPHITHIEe KHIIeYHO-PACTBOPHMOH 000JI0YKOH,

IIOCKOJIBKY OHA IPenaTcTByerT [pH-3apucumomy pacragy, pa3apakKeHHI0 KHITeTHHKA [»;

«He CIezyeT pasTaMbIBATh TA0JIETKY, IIOKPHITYI0O OOOJOYKOH, IMOCKOJBKY O0O0JI0YKa

npejHasHaveHa /I 0beclieYeHHA MPOJIOHTHPOBAHHOIO BEICBODOXKEHHA (CM. pas3fer 5.2)».

HeO6XO,I[I/IMO IpeacTaBuTh CBEeAEHHNA O CKOPOCTH BBEAECHUA IIdPEHTEPAJIbHBIX

IIpeIraparTos.

Ilenrecoo6pa3HoO  TpuUBeCTH  CBeleHHS O  MAaKCHUMAaJIbHOH  KOHIIEHTpAIuu
IApPEeHTEePAJBHBIX IIPeIapaToB, KOTOPYI0 MOXXHO 0e30IIaCHO BBOAUTH ZeTaM (eciu
IIPUMEHHUMO), OCOOEHHO HOBOPOXAEHHBIM, Y KOTOPBIX JOCTaTOYHO YacTO HMEIOTCA

OTpaHMYeHUs Ha BBeJEHUE XXUIKOCTU (Hanmpumep, «He 6o.1ee gem X mr/Y M pacTBopa»).
4.3. ITpotuBonokazaHus

B mammom pasgmeme OXJIII yxassiBaloTCa OOCTOATENIBCTBA, IIPH  KOTOPBIX
JIeKapCTBEHHBIH IIpenapaT He JODKeH IPUMEHAThCS U3 COOOpakeHU 6e30I1aCHOCTH, TO eCTh
IpPOTUBONIOKa3aHUA. K TakumM OOCTOATENIBCTBAM OTHOCATCA OIIpefiesIeHHbIe KINHUYeCKHe
COCTOSIHUSA, COIyTCTByIoLMe 3a0oyieBaHUA, JgeMorpadudeckue (akTopsl (Hampumep, IO,
BO3pACT) MM IIPeIpacIONIOKeHHOCTh (HalpuMep, MeTaboIMYecKHue U MMMYHOJIOTHYeCKUe

(l)aKTOpBI, OHPE,I[EJIEHHBIfI TeHOTHII M JIEKAPDCTBEHHBIEC PEAKINM Ha IIpEeIlapaT HJIM KJIACC
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IIpeIlapaTOB B aHaMHese). Ot 00CTOATEIHCTBA HEO6XO,II;I/IMO YKa3daTb HE€JABYCMBICIIEHHO,

N CYEepIIbIBAIOIIEe N IETKO.

Heobxomumo wncxoms u3 (aKTHMYeCKHMX [JAHHBIX WM CTPOTHX TEOPEeTHYECKUX
IIPeJIIOChUIOK IePeYMCINTh JAPyrue IIpenapaThl MM KJIAacChl IIperaparoB, KOTOpPbIe He
clefyeT IPUMEHATh OZHOBPEMEHHO MJIH IIOCJeoBaTeabHO. Eciu mpuMeHUMO, TIPUBOSUTCS

ccaLIKa Ha pasgen 4.5 OXJIIL.

[Tomynanuu nanmueHTOB, He W3y4YeHHbIe B paMKaxX IIPOTPAaMMBI KIMHUYECKUX
HCCIeOBaHUM, clefyeT ONUCHIBaTh B paszene 4.4 OXJIII, a He B maHHOM paszeie, 3a
HCKJIIOYEHWeM CJIy4daeB HeOJarompUATHOTO IIPOTHO32 B OTHOIIEHWM O€e30IIaCHOCTH
(HampuMep, TpUMeHeHMe BeleCTB C Y3KUM TepaleBTUYeCKHM [AHMAalla30HOM, BBIBOAIMBIX
IIOYKaMM, y TAIMeHTOB C IIOYeYHOH HezocraToyHOCThIO). OmHako, ecam Kakue-i1u0o
HOIIYJIAINH MAIMEeHTOB NCKIIOYAINCh U3 HCCIeOBAaHUA U3 COOOpaKeHNH 0e30IIaCHOCTH, UX
CllefyeT IepevYrcIuTh B JaHHOM paszese. Eciu nmpuMeHMMO, IPUBOSUTCS CCBLIKA HA pasfelt

4.4 OXJIIIL.

BepemennocTs 1 rpysHOe BCKapMJIMBaHME YKa3bIBAIOTCA B JAHHOM pasfielie, TOJIBKO
eCIM OHU SBJIAIOTCA IPOTUBONOKa3aHuAMHU. [Ipm 3TOM HEOOGXOAMMO YKa3aTh CCBUIKY Ha

paszen 4.6 OXJIII, B koTopoM ciefyeT IIpefCTaBUTh OojIee TOAPOOHEIE CBeZIeHNUS.

CBefileHHA O TUIIEPYYBCTBUTEIBHOCTH K JEHCTBYIOIIEMY BelleCTBY (TPYIIIIe CXOXKUX 110
XUMHYECKOMY CTPOEHHIO BeIIeCTB, eCAM IPUMEHHMO) H JI000MY BCIIOMOIaTeJIbHOMY
BEIIeCTBY, IIPOM3BOJCTBEHHOM IIPUMeECH, a TaKXe O IIPOTHBOIIOKA3aHWH, OOYCIOBIEHHOM
HaJIMYueM OIIpefie/IeHHBIX BCIIOMOTATeJIbHBIX BENIeCTB, HEOOXOAWMO BKIIOYUTH B JAHHBIN
paszen OXJIII (B coorBeTcTBUM C mpuioxeHrneM Ne 1 k Hactosuum TpeGoBaHuAM).

[l pacTUTEIBPHBIX JIEKAPCTBEHHBIX ITPEIIapaTOB IIPOTHBOIIOKA3aHUEM TaKKe ABJIAETCS
TUIIepYyBCTBUTEIBHOCTD K JPYTHM PAacCTeHHAM TOTO JKe ceMeHCTBa U JIPYTUM YaCTAM TOTO XKe
pacTeHu (ecyy IPUMEHHMO).

HegnocraroyHOoCTh AaHHBIX caMa IO cebe He IOJDKHA ABJIATHCA IPOTHBOIIOKA3aHHEM.
Ecnu m3 coobpakeHuil 6e30IIaCHOCTH IIpenapar AOJDKeH OBITh IIPOTHMBOIIOKA3aH y 0COOOM
HOIYIALNY, HAIpUMep, y ZeTed WIM IOATPYIIIBL JeTeii, 3TO HEOOXOJUMO OTPa3HUTh B
nanHoM pasgene OXJIII u pgare cceinky Ha pasgen OXJIII, B KOTOpoM IIpUBOAATCA
moZpoOHbEIe CBefleHHA 00 oroM. IlpoTmBomOKasaHme y ferTeil ciefyeT YKasbIBaThb Oe3

I1013ar0JIOBKA.
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4.4. Ocob65le yKa3aHUA U MePHI IIPeJOCTOPOKHOCTU TP IIPUMEeHeHU!

HpI/I BBI6OP€ IIOpAAKa HM3JIOXKEHUNA 0CO0OBIX YKHBHHI/Iﬁ n Mep IIpeaoCTOPOXHOCTH

CylefyeT Ipesk/e BCero MCXOAUTH U3 BAXKHOCTH IIPUBOJUMBIX CBe/IeHHIT O 0€30I1aCHOCTH.

Konxkpernoe cozmep:xanne garaoro pasgena OXJIII 6yzer oTamdarscsa B 3aBUCHMOCTH
oT mpenapara u oT nmokaszanusa. OpHako npepmonaraercs, 4To B ototT pasgen OXJIII gomkHsI
OBITH BKJIIOUEHBI CBEJI€HUsI, 3HAYNMBbIe [I1 KOHKPETHOTO IIpelapaTa.

CBezmenus 06 OTZEeNTBHOM PHCKe CilefyeT BKIO4aTh B gaHHBIN paszen OXJIII mums
TOM CJIy4ae, €CIM PUCK TpeOyeT COOIIONEHUS Mep NPeZOCTOPOXHOCTU IIPU IIPUMEHEHUH,
WINM TIPU HEeOOXOZUMOCTU IIpeAyIpeXIeHUs MeAMIMHCKOrO pabOTHHKAa 00 3TOM pHCKe.
I'pymnmer mamueHTOB, Y KOTOPHIX IPIMeHeHYe JIeKapCTBeHHOTO IIpellapaTa IIPOTHBOIIOKA3aHO,

CllefyeT mepedrncanuThb ToIbKo B paszee 4.3 OXJIII, He ny6aupys B JaHHOM paszeie.
Heob6xoammo ykasats ciemyromee:

yCJIOBHA, TIpY KOTOPBIX IIPUMEHEHHe JIeKAPCTBEHHOIO IIpeliapara MOXeT OBITh
IpUeMJIEMBIM, B 4aCTHOCTH, CJIeZlyeT OIMCAaTh CIeIMaJbHble Mephl II0 MUHMMM3AIUU PHCKOB,
HeOoOXOZMMble KaK 4YacTh IIaHA YIpaBJIeHWT PUCKAMU B LiefaxX obecriedeHus OGe30IIaCHOTO U
a(deKTUBHOTO IpUMeHeHUA (HalmpuMmep, «llepes HavamroM TEpamHH H JAT€€ €XeMeCATHO
HEOOX0ZHMO KOHTDOJIHPOBATH QyHKIOHIO — IDEYeHH, «[larrerToB cregyer
IPOHHCTPYKTHPOBATH O HEOOXOZHMOCTH HEMEZTIEHHOTO COOOLJeHHA O JTIOOBIX CHMITOMAX
JE€NpeccHy H (HIH) CYHIHAAJIBHEIX MBICAIX», «KEHI[HHBI ¢ JE€TOPOJHBIM MOTEHIJHAIOM
JO/DKHBI HCIIOTB30BATh KOHTPAIIEII[HIO» H T. II.);

0cOo0ble TPy IAlEeHTOB, TOJBep>KeHHbIE IOBBIIIEHHOMY PHCKY WU ABIAIONIAECS
e/IMHCTBEHHBIMU TPYIIIIAMH, II0/IBePXKEHHBIMU PHCKY Pa3BUTHA He)XKeJaTeJbHBIX peaKIuil Ha
IpelapaT WM KJIAacC IpelapaToB (KakK IIPaBUJIO, Cepbe3Hble WM YacTble), HaIpUMep,
HOXWUJIBIE, JETH, IAIUEHTHl C MOYeYHOM MIN IeYeHOYHOH HeJOCTATOYHOCTHIO (BKJIIOYAst
CTeIleHb HEeJOCTAaTOYHOCTH, HAIpUMep, JIETKYIO, CPeZHIOI0 U TDKeNIylo), IIallUeHTHI,
HOZBepraeMble aHeCTe3UM, U TAIIMEeHTHl C CepAevYHON HeJZOCTAaTOYHOCTBIO (BKJIIOYAd B
JIAHHOM CJTy49ae K1acCHbUKaIHIo, HapuMep, 1o Kraccuduxanuu Heio-Mopkckoit akazemun
1o uzydeHuio 3abosneBanuii cepaua (NYHA)). IIpuBogutca cceuika Ha pasgen 4.8 OXJIII ¢
nenpio gubdepeHnuanuyu 3PQPeKTOB € IMOMLUMI YaCTOTHI M TKECTU OIpeleIeHHON

HeXXeJIaTeJIbHOU peaKIVu;
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cepbe3Hble HeXejaTelIbHble PpeaKIUM, O KOTOPHIX HeOOXOZMMO OIIOBECTUTH
MeAUIIMHCKUX PAaOOTHUKOB, CUTyallMy, IIPU KOTOPBIX OHU MOTYT BO3HUKATh, U TpeOyeMbIe
Mepsl, HallpuMep, HEeOTI0XKHAsI peaHUuMalls;

IIPU HAJIMYUHU KOHKPETHBIX PUCKOB B Hayvaje (Hampumep, 3¢pdeKThI IepBOii S035I) HIH
IpU TIpeKpalleHuH (HAaIpuMep, «PUKOUIET», PeaKIUU CUHIPOMAa «OTMEHBI») IPUMeHEHUS
JIEKapCTBEHHOTO IIperapaTa uX HeOOXOJWMO IIPMBECTH B JAaHHOM pasfiejie BMeCTe C
HeOOXOAMMBIMU MePaMU IJI UX IpeyTpexXAeHI;

MepbI, KOTOpbIe MOXXHO IPUHATH [JI BBIABIEHUS NAIMEHTOB, IIOBEPKEHHBIX PUCKY,
Y TpeNOTBpallleHUs WIM PpaHHEIO BBIABJIEHUS HayajJa MWIM YCYI'yOJIeHHS OIIaCHBIX
cocrosumuii. Ecau TpeOyercsa omoBeleHMe O CHUMITOMAX M IIPU3HAKAX, SBJISIONUXCS
IIpeABECTHUKAMY CePhe3HOM HeXKeJlaTeIbHOHN PeaKIIny, X HeOOXOUMO OIIHCATh;

B CJly4ae HEOOXOLUMOCTHU IIPOBeLEeHUS KaKOT0-IN00 CIIelnpUIecKOro KINHUIECKOTO
uan 1ab0paTOPHOTO MOHUTOPMHTA PEKOMEHZAIIMK OTHOCUTEJIBHO TAaKOTO MOHUTOPHUHTA
IOJDKHBL COZEPIKaTh IIPUYUHY, BpeMsA U CIOCOO ero OCYIIeCTBIeHUA B paMKaX KIMHUYECKOH
IpakTUKu. Eciiu mpu Takux 06CTOATEIBCTBAX WU COCTOSHUAX TPeOyeTCA CHIDKEHHe O3Bl WX
WHOHM PeXUM JO3UPOBAaHUA, CBefleHHA 00 5TOM cilefmyeT BKIOYHTH B paszen 4.2 OXJIII u
yKas3aTh CCBUIKY Ha JaHHBIH paszier;

HeOOXOJUIMBIE YKa3aHUsS B OTHOIIEHUM BCIIOMOTATEIBHBIX BEUIECTB M OCTATOYHBIX
IIPOM3BOJCTBEHHBIX IIPUMeCei;

CBelEHHSA O COZEpXXKaHMM OTaHOJA B JIEKAPCTBEHHBIX IIpellaparaX, COJEep KaIux
QJIKOTOJIb, IIPUBOJATCS B COOTBETCTBUH C puioxeHueM Ne 1 k Hacrosmum TpeGoBaHmIM;

ykaszaHusa o TpaHcMmuccuBHBIX areHTax B OXJIII u JIB sekapcTBeHHBIX IIpenapaTos,
IIOJTyYe€HHBIX U3 IIJIa3MBI;

CyOBeKTHI U IAIIEeHTHI C OIIpeieIeHHBIM IeHOTUIIOM WIH (PEeHOTHIIOM MOTYT JH0O He
OTBeYaTh Ha JiedyeHue, TUOO0 OBITh IOBeP)KeHbI PUCKY Ype3MepHOTO GapMaKOZMHAMIYECKOTO
apderTa HIM HEXeNaTeIbHONH peaKUHWH, YTO MOXXeT OBITh OOyCJIOBJIEHO aJLIeIIMU
He(QYHKIMOHUPYIOIIUX  (epMEHTOB, aJIbT€PHATUBHBIMH  MeTAa0OMUYECKUMHU  ITyTAMHU
(omocpemyeMBIMU OIIpeieIeHHBIMH aJUIeIIMU) WIN JedunuroM TpaHcmoprepos. [lomoGHbre
CUTYyaIlNH, eCJIX O HUX U3BECTHO, HEOOXOZMMO YeTKO OIIHCATh;

YKa3bIBAalOTCA BCEe PUCKHU, 00YCIOBIEHHBIE HEIIPaBUIBHBIM ITyTeM BBeJeHNU (HaIpuMmep,
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PHCK HEKpO3a IIpu BHECOCYAICTOM BBeeHNU BHYTPHUBEHHOTO IIpemnapdara NIN
HEBPOJIOTUYIECKUX l'IOCJIe,Z[CTBI/Iﬁ IIpKN BHYTPHBEHHOM BBE€JE€HHNH BMECTO BHYTPI/IMBIIIIe‘—IHOI‘O), C
PEKOMEHAATVAMHU II0 BO3MOXKXHOCTH UX YCTpAHEHMA.

B uckrrounTe TbHBIX CIry4daax 0c000 BaKHBIE CBeIeHHUA II0 6e30I1acCHOCTH AOITyCKa€TCA

BBIJEJINTD IIOJTY>KMPHBIM ].LIpI/I(l)TOM, 3aKJIIOYUB X B PAMKY.

Bce HexesmaTenbHBIE pPe€aKnmyy, yKd3dHHbI€ B OdHHOM pasaejie HNIN O6YCJIOBJIEHHBIG

COCTOAHHWAMH, IIPEAYCMOTPEHHBIMHU NAHHBIM PA3A€JIOM, CIeyeT TAKXKE BKIIOYIUTD B Pa3/€eJl 4.8

OXUIII.

Ecnu mpumeHMMO, yKa3bIBaeTCS BO3MOXKHOCTD MCKXXEHUA Pe3yJIbTaTOB JIAOOPAaTOPHBIX
TECTOB, HaI[puMep, IIpu IpoBegeHuY IIpoOsl Kymbca Ha dhone mpumenenns OeTa-1akTamos. Mx
HeOOXOJUMO YeTKO OIIMCaTh, MCIOJB3YysA IIOA3arOJIOBOK, Hampumep, «HckaxeHwe

CEPOJIOTHYECKHX TeCTOB».

Omnmucanue 0co6BIX YKa3aHUH U Mep IIPeJOCTOPOXKHOCTH B OTHOIIEHUH GepeMeHHOCTH U
KOPMJIEHHUA TPYy/bIO, BIUAHUA HAa CIIOCOOHOCTH YIIPABIATH TPAHCIOPTHBIMHU CPeZICTBAaMH U
paboTaTh ¢ MEXaHU3MAMHU U IIPOYHX ACIEKTOB B3aUMOZEHCTBUM, B IeJIOM, CJIe/lyeT IIPUBOJUTH
B pasgenax 4.5-4.7 OXJIII coorsercTBeHHO. B ciay4yasx ocoboif KIMHWYECKOIH 3HAYMMOCTHU
oIpefieJIeHHBIE Mephl IIPeZOCTOPOXXHOCTH IlejiecooOpasHee OIMCAaTh B JAaHHOM pasgele,
HaIpUMep, Mephl KOHTPALeNIIUK WIK TIPU HeXXeJaTeIbHOCTH COIIyTCTBYIOIIETO IIpPUMeHeHUs

IpyToro Ipelapara ¢ IpuBeieHHeM CCBUIKH Ha paszenst 4.5, 4.6 uau 4.7 OXJIIL

4.4.1. letn.

Ecnn nexapcTBeHHBIN IpemaparT IOKa3aH OJHOM MM 0ojiee BO3PAaCTHBIM TIpYIIIaM
Zerefl M MMeIOTCI OCOOble YKa3aHHUA M Mephl IIPeJOCTOPOXKHOCTH IIO €ro IIPpUMEeHEeHHIO,
ABJIIIOIYECS CIenuDUIHBIMU IS [eTedl WM KaKoW-Tu00 BO3PACTHOM TPYIIBI Zerel, Ux
HEOOXOZUMO TIPHBECTH IIOJ NAHHBIM mozzaronoBkoM. Ciezyer omwucaTh Bce HEOOXOZUMBIE
0co0Oble yKa3aHUA U MephI IIPeJOCTOPOXKHOCTH OTHOCHUTEIBHO JOJITOCPOYHOM 6e30IIacHOCTH
(HampuMmep, A1 POCTa, HEBPOJOTMYECKOTO, IIOBEJEHYECKOTO PpAa3BUTHA U  IIOJIOBOTO
CO3peBaHMs) U CIEIVAJTbHBI MOHHUTOPUHT (Hampumep, pocra) neteil. [Ipum orcyrcTBUM
HEOOXOJUMBIX JOJTOCPOYHBIX JAHHBIX 110 GE30IIaCHOCTH OTO yKa3bIBAeTCS B JAHHOM pasZiee.
Ilpy HanmWuUM IOTEHIMAIBHOTO CYLIECTBEHHOTO MM JJINTEJBHOTO BIWSAHUA Ha

HIOBCEIHEBHYIO aKTUBHOCTBIO JleTeil (HalpuMep, CIIOCOOHOCTh K O0yYeHHIO MIN (PU3UIECKYIO
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aKTI/IBHOCTB), Wi IIpy BJIWAHMM Hd dIIIeTUT MWJIN COH IIPUBOAATCA COOTBETCTBYIOIINE
YKa3dHHA.
Hepqu/ICJIHIOTCH MepHI, CHE]_I;I/I(bI/I‘-IHBIe AJIA ,ZI;eTefI, KOTOPBIM IIOKd3dH IIp€IlapaT

(HampuMep, KaK 4acTh IIJIAHA YIIPAaBJIE€HUA PUCKAMH).

4.5. BsaumogeiicTBue c IpyTUMHU JIeKapCTBeHHBIMU IIpelapaTaMy M ApyTHe BUIBI
B3aMOIeHCTBUA

B manHOM paszese HeOOXOAUMO IIPEJCTaBUTh CBEZEHUA O MIOTEHIIMATBHO KIMHUYIECKU
3HAYMMBIX B3aWMOJEMCTBHAX, OCHOBAHHBIX Ha (apMaKOZWHAMHUYECKUX CBOWMCTBAX U
pesyibTatax (papMaKOKMHETUYECKUX HCCIeNOBAaHWI IN VIVO JeKapCTBEHHOTO IIpelapara C
OTZleJIbHBIM yKa3aHHeM B3aMMOJeNCTBUU, KOTOPhIe IIPUBOJAT K M3MEHEHUIO PeKOMEHAllui
II0 IPUMEHEHUIO [AaHHOTO JIEKAPCTBEHHOro Iipemapara. K HHMM OTHOCATCS pe3yJIbTaThl
B3aMMOZEHNCTBUA 111 VIVO, HeOOXOZWMble Mg SKCTpamoiinuu s¢dexrta Ha MapKepHOe
(«<KOHTpOJIBHOE») BEleCTBO HA APyTHe JeKapCTBeHHbIe IIpelapaTsl, 00IajafolIrie O THAKOBBIM
¢ MapkepoM ¢apMaKOKHHETUIECKUM CBOHCTBOM.

Cravana ciesyeT OmmMcaTh B3aHMMOZEHMCTBHUSA, BIMAIOIIME HA IPUMEHEHHe ITaHHOTO
JIEKapCTBEHHOTO IIpelapaTa, 3aTeM YyKa3aTh B3aUMOZEHCTBUA, NPUBOAAIINE K KIMHUYECKU

3Ha9MMbIM M3MEHEHIAM IIPMMEHEHNI IPYTUX JIEKAPCTBEHHBIX ITPEIIAPATOB.

B mamHOM paszmene HeOOXOAMMO OIMCATh B3aMMOJEHCTBHUA, yKasaHHbIe B JPYTUX

pasgenax OXJIII u B KOTOPBIX COEePKATCS CCHIIKY Ha IaHHBIN paszer.

Cuauaya IIpUBOJATCA CBEOEHHNSI O IIPOTHBOIIOKA3dHHBIX KOM6I/IHaHI/IHX, 3aTeM O
KOM6I/IHa]J;I/I5IX, OOJHOBpE€MEHHO€E€ IIpHMEHEHNE KOTOPbIX HE€ PEKOMEHIYETCA, 3dT€M — BCe

OCTaJIbHBIE.

Ilo KaXAOMY KIMHHNYECKH 3HaAYMMOMY BBaI/IMO,I[EfICTBPIIO ciaenyer IIpeAcCTaBHUTH

ClleZyIoliye CBeeHuUs:
Pexomenpanuuy, KOTOpsle MOTYT 3aKJIIOUAThCS B:
IIPOTHBOIIOKA3aHUH OJHOBPEMEHHOT0 TpUMeHeHu (co cchUIKoi Ha paszen 4.3 OXJIII);
He)XeJIaTeTbHOCTH OZHOBPEMEHHOTO ITpUMeHeHU (o CcChLIKO Ha paszern 4.4 OXJIII);

IpUMeHeHNe Mep IIPeJlOCTOPOXKHOCTH, BKIIOYAas KOPPEKIIHIO JO3BI (CO CCBUIKOHM Ha

paszmen 4.2 wmu 4.4 OXJIII ucxoms u3 OOCTOATENBCTB) C IIepeYUCIEHHMEM KOHKPETHBIX
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0GCTOSATEIBCTB, TPEOYIOUUX TAKOH KOPPEKIIUH;

mo0ble KIMHWYECKUE IIPOABIEHUSA M BIWSHUE Ha IUIA3MEHHYIO KOHIEHTPAIWIO U
IJIOAAb IoJ (apMaKOKHMHETHYeCKOH KpuBOil «koHIeHTpauusa-Bpemsa» (AUC) mcxomasix
COeIMHEHUH U aKTUBHBIX METab0INUTOB U (MIH) TabopaTOpHbIE TapaMeTpHl;

MeXaHU3M B3aHMOJIeHCTBUA, ecau u3BecTeH. Hampumep, BzaumogelicTBue BCIeICTBUE
MHTUOMPOBAaHUA WIXN HHAYKIHMHN 1uroxpoma P450 cirenmyer mpezcTaBuTh B JAaHHOM paszesie co
ccpuiko¥ Ha pasgen 5.2 OXJIII, B KoTopoMm ciexyeT OOOOIIUTH i1 VILIO Pe3yJIbTaThl
MHTUOUPYIOLIETO WM UHAYIIUPYIOIETo TOTEHIIHAA.

Heob6xomumo omucare B3auMOZEHCTBUA, He U3y4YeHHBIE i1 VIVO, HO IIPOTHO3UPYEMBbIE
Ha OCHOBaHUMU MCCJIeJIOBAaHUH In Vitro WIN Ha OCHOBAaHUHU APYTUX CUTYallUHl U HCCIeJOBaHUMN,

€CJIM OHU IIPUBOJAT K M3MEHEHUIO NPUMEHeHMA JIeKapCTBEHHOIO ITpelapara, CO CChUIKOM Ha

paszen 4.2 mu 4.4 OXJIIL.

B mamHOM paszene HEOOXOAMMO YKa3aTh IIPOAOJLKUTEIBHOCTD B3aUMOJEHCTBHS IIOCIIE
OTMEHBI JIEKaPCTBEHHOTO IIpellapara C KJIMHIUYeCKU 3HAaYMMBIM B3aUMOeiCTBHEM (HaIlpuMep,
MHTUOUTOpa WIN MHIYKTOpa depMeHTOB). Kak ciencTBue, MOXKeT OTPeOOBAaTHCA KOPPEKIIUS
pexxuma go3uposanusd. CirefyeT Takke yKa3aTh Ha HEOOXOAMMOCTb OTMBIBOYHOT'O IIEPHOJiA ITPHU

IIOCJIeIOBaTeIbHOM IIpUMeHEeHUH JIeKapCTBeHHOTO IIpelapara.

Heobxomumo Taxke IIpe/iCTaBUTh CBeJEHHUA O IPOYMX 3HAYMMBIX B3aUMOZEHCTBUAX,
HaIpuMep, C PaCTUTeIbHBIMHU JIeKapCTBeHHBIMU ITpellapaTaMH, MUIel, aTKoroaeM, KypeHneM
U bapMaKoJIOTH4YeCKH aKTUBHBIMM BellleCTBaMU, He HCIIONb3YeMbIMH B MeJUIMHCKHUX LIeJIX.
Heobxomumo ommcats dapmakoguHamMudeckne 5(@deKTs, KOTOpble MOTYT IIPUBECTH K
KJIMHUYeCKH 3HAYUMOMY IIOTeHIIPOBAHUIO MJIX He6GIarONpUATHOMY aAIUTUBHOMY dbbeKTy.

PesynmpraTsr, mosyd4eHHBIE in  Vivo, CBHZETeNIbCTBYyIOIUe 00 OTCYTCTBHUHU
B3aMMOJEMCTBUA, ClemyeT IPUBOAUTH TOJABKO IPH HX 3HAYUMOCTH IS MeJUIMHCKOTO
pabOTHMKA, Ha3HAYAION[ETO JIeKAPCTBEHHBII IIpenapar (HalpuMmep, B KIMHUYIECKOH 00JacTH,
B KOTOPOH paHee OOHAPY>XUBAJIUCH IIOTEHIIMAIBHO OIIACHBIe B3aMMOJEHCTBHA, HAIIpUMep, B
cJIydae C aHTUPETPOBUPYCHBIMU IIpeTIapaTaMu).

Ecnu nccnenoBanusa B3auMMOJENCTBUA He IIPOBOJWIIKCH, Ha 3TO HEOOXOAMMO UYETKO

YKa34Thb.

4.5.1. lononHUTeIBHBIE CBeZeHHA 00 OCOOBIX IPYIINaX.
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Ecnu BBIABIEHBI I'PyIIBI IAIMEHTOB, HA KOTOPBIX BIMSHUE B3aUMOAEHCTBUS Gojee
BBIPAXKEHO, WM OXXUJAeTCs OOJbIlas CTeleHb B3aUMOJEIHCTBUS, HAIPUMeP, MAleHThI CO
CHIDKEHHOH (yHKuMell modyek (eCiM OZHUM U3 IIyTell SKCKpeILUH SABIAETCA IOYEUHBINR),
ZleTH, TIOXKUJIbIe U T. [I., 9TU CBeJeHUd CilefyeT IIPeJCTaBUTh B JaHHOM IO paszeie.

Heo6xomuMo omucaTh B3aUMOJEHCTBUA C APYTMMH JIEKapCTBEHHBIMU IIpelapaTaMy,
00yCIOBIeHHbIE IOJIUMOP(PHU3MOM MeTabOMIU3UPYIOMUX (EePMEHTOB MM OIpeZeeHHBIX
TeHOTHIIOB, €CIU TaKOBbIe NMEIOTCS.

45.1.1. lletn.

IIpn HanuMuuM NMOKasaHUA K IPUMEHEHUIO [ OIpe/eleHHOM BO3PaCTHOM TPYIIIIBI
IeTeil B JaHHOM pasfiesie clefyeT IIpefCTaBUTh CBeJleHU, cllellupuIHbIe 1JId Hee.

Pesynprupyromas sKCIo3uiyg U KIMHUYeCKUe IOCIeICTBUA papMaKOKUHETHIECKOTO
B3aMMO/JIEMICTBUSA Y B3POCJIBIX U JeTel, a TAKXKe y JeTel pasJIMYHbIX BO3PACTHBIX I'PYIIII MOTYT

Ppa3aInIaThCA. BC]IC,II;CTBI/IE qero:

HeOOXOAMMO OIIMCATh BCe YCTAHOBJIEHHbIe PeKOMEH/AIIUY II0 JIeYeHHIO, CBI3aHHEIE C
OIHOBPEMEHHBIM IIpUMEHeHMEeM B IIOATPYIIAX JeTel (HampuMep, KOPPEKIUS [O3BI,
IOIIOJTHUTE/IbHBIN MOHUTOPUHT MapKepa KIMHUYECKUX 5(PQPeKTOB U (MIN) HeXelaTeTbHBIX
peaxIuii, MOHUTOPUHT KOHIIEHTPAIUH IIpelrapaTa);

ecJIM WCCIefOBAaHUA B3aMMOJENCTBUA IIPOBEZEeHBI Yy B3POCIBIX, HEOOXOAMMO
BKJIIOUMTH YKasaHue «McciemoBanysa B3auMOIeiCTBUSA IIPOBeIeHbBI TOJIBKO y B3POCJIBIX»;

HeOoOXOAMMO yKasaTh, YTO CTeIleHb B3aUMOJENUCTBUA y AeTell aHAJIOTMYHA TaKOBOH y
B3POCJIBIX, €CJIM 3TO UMEET MeCTO;

eCJIi oZOOHBIe JAHHbIE OTCYTCTBYIOT, Ha 3TO TAKKE CJIeflyeT YKa3arTh.

Te »>xe mpaBuia TNPUMEHAIOTCI K (papMaKOZWHAMUYECKUM JIeKapCTBEHHBIM
B3aMOIeMCTBUIM.

Ecmu B3aumogeiicTBMe ¢ THimedl BiaedeT 3a COOONW  peKOMEHZAIUU IO
OZHOBpEMEHHOMY IIPMMEHEHHUIO C IHIeHd WIN OIpeJeIeHHBIMU IPOAYKTaMHU IIUTAHUA,
HeOOXOZMMO yKa3aTh, IPUMEHHMO U 3TO K JeTaM (0COOEHHO HOBOPOXIEHHBIM U
MJIaZieHIlaM), paunuoH KoTopeix omandaerca (100 mpoueHTHas MosouHas guera Yy

HOBOPOXXIEHHBIX).
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Pazgen 4.5 cremyer mpeacraBuTh B Haubojiee IIPOCTOM BHAE C YKasaHUEM
B3aUMOZEHCTBUM,  BJIEKyIIMX  IIpaKTH4YecKHe  peKOMeHJaluu II0  IIPUMeHeHHIO
JIeKapCTBEHHOTO  IpemapaTta. llpum Haauuum  GOJMBIIOrO  KOJMYECTBA  PA3THUYHBIX
B3aMMOZEHCTBUM, KaK, HAIpUMep, B CiIy4ae C IIPOTUBOBUPYCHBIMHU IIpellapaTaMu,

AOIIYCKA€TCA MCIIOJIb30BATh TaOJIUYHBII (I)OpMaT IIpenCTaBJI€HHA.

4.6. QepTUIBHOCTH, GEPEMEHHOCTH U JIAKTAIUA

4.6.1. O6uye TPUHITUIIE.

3asABUTEIb PETUCTPALMY U AepKaTelb PEeTUCTPAIMOHHOTO YZOCTOBEPEHMUsS JOJDKHBI IO
BO3MOXKHOCTH IIPEJICTABUTh OCHOBAHUA M PEKOMEHJAIMIl 0 NPUMEHEHHUIO IIperapara y
OepeMeHHBIX, JXEHIIWH B IIEepUOJ, IPYJHOTO BCKAPMJIMBAHMA U JKEHIIMH C JEeTOPOAHBIM
IIOTEHIINAJIOM. DTHU CBeJleHUsA HeOOXOJUMbI MEeIUIIMHCKUM PabOTHHUKAM IS JTOBEJEHUA UX [0

TMAITMEeHTOB.

ITpoBozA COBOKYNHYIO OIIEHKY, HEOOXOZMMO KCIIONIB30BaTh BCE JOCTYIIHbBIE IAHHEIE,
BKJIIOYAsA pe3yJIbTaThl KIMHUYECKUX HCCIeIOBAaHUII M IIOCTPETHUCTPAIIMOHHOTO HAOIIOAEHU,
(hapMaKOJIOTUYECKYIO aKTUBHOCTb, Pe3yJIbTaThl JOKJIMHUYECKUX HCCIeJJOBAaHUN UM 3HAHHUA O

COEIMHEHMAX TOT'O K€ KJIaCCa.

[To mepe HakoIUIeHMS OIBITa O GEepeMEHHBIX JKEHIIMHAX, MOJBEPrUIMXCS BO3ZEHCTBUIO
JIEKApCTBEHHOTO IIpeliapaTa, KOTOPHIM IIepeKphIBaeT IOKJIMHUYECKHe IAHHBIE y >KUBOTHBIX,
cllefiyeT IO BO3MOXKHOCTM OOHOBUTH PEKOMEHJAIMM II0 IIPUMEHEHHUIO JIeKapCTBEHHOTO
IIperapara Ipu 6epeMeHHOCTH U B IIePHOJ, TPYJHOTO BCKAPMJIMBAaHU.

Ecnm ykazaHHBIE COCTOSHUSA ABIAIOTCI INPOTUBOIOKA3aHUEM, HUX HeOOXOANMO
BKJIIOUHUTH B paszgernt 4.3 OXJIIL.

Heo6xopyuMo mpecTaBUTh CllefyIOLIye CBeJeHUS.

4.6.2. )KeHIUHBI C [JETOPOSHBIM IIOTEHUIMAMOM (KOHTpALENIMI y MYXYMH U
JKEHIIWH).

[TpuBopATCS peKOMEHAAUNY IO IPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapaTa y KeHIIMH
C AeTOPOJHBIM IIOTEHIMAIOM, BKII0Yas HeOOXOJUMOCTH IIPOBEZeHUs TecTa Ha GepeMeHHOCTh
¥ KOHTpauenuuu. Ecau mamyueHTKaM MIx ITOJIOBBIM IIapPTHEPIIAM ITallIeHTOB B X0/l TEPAIIUU

HNjiIn B OHPG,Z[EJIEHHBIfl IIPOMEXYTOK BpeME€HH A0 Ha4djld HMJIN IIOCJI€ 3aBEPIICHMA JI€IECHMSI
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TpebyeTrcs dbdeKTUBHAS KOHTPALENINs, OCHOBAaHUS IIPUHATUS OTOM Mephl ClexyeT
BKJIIOYUTh B JaHHBIM pasgen. Ecium pexkoMmMeHAyeTcs KOHTpaLeNIiyds, HO HMeeTcs
B3aMMOJENCTBYE C IEepOpPaJbHBIMM WM NPYTMMU KOHTPALlEITUBAMU, HEOOXOAMMO TaKKe
ZaTh CCBUIKY Ha paszen 4.5 (1 mpu HeoOxozuMocTH Ha pasgen 4.4) OXJIIL.

4.6.3. bepeMeHHOCTS.

CHauvasa, KaK IIpaBUJIO, IPUBOLATCSA KIMHUYECKHE U NOKJINHUYECKUe JaHHbIe, 3aTeM
— PeKOMeHJallUH.

B oTHOuIeHNYU ZOKIMHUYECKUX JAHHBIX B JAHHBIA pasfesl ClefyeT BKIIOYUTH JINIIb
BBIBOJBI HCCIENOBAHUI PENpPONYKTHUBHONH TOKCHYHOCTU. bojee mofpoOHble CBefeHUsA

ciexmyet mpescTaBuTh B pasgene 5.3 OXJIIL
B oTHOmeHNY KIMHUYECKHUX JaHHBIX:

B pasfen cCilefyeT BKJIIOYUTh HCYEPIBIBAIONIVE CBeJeHUS O 3HAYUMBIX
He)XeJIaTeIbHBIX SIBJIE€HUAX, BOSHUKIINX y SMOPHUOHA, IUIO/a, HOBOPOXKIEHHBIX, OepeMeHHBIX
KeHIUH (ecIu IIPUMEHHMO). ITo BoO3MOXHOCTH ciiemyeT OOO3HAYUTh YaCTOTY
BO3HUKHOBEHHUS IOJOOHBIX fABIEHWUH (HAaIpuMep, 4YacCTOTy BO3HUKHOBEHUS BPOXKIEHHBIX
aHOMasIHii) corymacHo Kpurepusam BO3;

ecIM HeXeJaTeJIbHble fABJIEHUA IIpH OepeMeHHOCTM He BO3HMKAIW, B pasfee
HeOOXOMMO OIIMCAaTh 0ObEM OIIBITa MeIUIIMHCKOTO IIPUMEeHEeHNA.

B oTHOmEHUY peKOMeHIAIIi:

IPUBOAATCA PeKOMEHJAIMM II0 IIPUMEHEHHUIO JIeKapCTBEHHOTO IIpelapara B
pas3JIMYHbIE IePUOBI TeCTAIIUHY, BKIIOYas IPUYUHY (BI) TAKMX PeKOMEH AU

IpU IPUMEHEHWM JIeKapCTBEHHOTO IIperapara BO BpeMsA OepeMeHHOCTH B
COOTBETCTBYIOIIUX CIydYadX IIPUBOAATCA PeKOMEHJAIUK II0 BeJeHUIO OepeMeHHOCTH,
BKJIIOYas HeOOXOAWMBIM CIIeI[MaJbHBI MOHWUTOPUHI, K IIpUMepy, YJIBTPa3BYKOBOE
UCCIeOBaHMe IIOJA, OIpefieJieHHOe OMOJIOTHYeCKOe WIM KIMHUYecKoe 00ciIemoBaHUe
IIJIOZIA VJIY HOBOPOXKI,EHHOTO.

B 3aBuCcHMOCTH OT 0OCTOATEIBCTB, JOITYCKAETCS BKIIOYUTh CCBUIKU B paszens! 4.3, 4.4
u 4.8 OXJIIIL.

ITpumepsr GOpMYyIMPOBOK, NPHUBOAMMBIX B MJAaHHOM pasfiesie, COJEpXKaTci B

npunoxeHun Ne 16 k Hacroamum TpeGoBaHUAM.
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4.6.4. JlakTamus.

[Ipy Hanuuum DPUBOAATCA KIWMHUYECKUE HaHHble (MJIAZeHIIBI, HaXOAUWBIINECS Ha
TPYLHOM BCKapMJIMBAaHUU, ITOJBEPIUINECS BO3ZEHCTBUIO IEKAPCTBEHHOTO IIperapara) B BUE
3aKJIIOYEHUNM KUHETHMYeCKUX MCCIefOBaHWM (I1a3MeHHas KOHIEHTpanus Y JeTeld,
HAaXOJUBIIMXCA HAa TPYJHOM BCKapMJIMBAaHWUH, NIPOHUKHOBEHME [eMCTBYIOIIETO BelllecTBa U
(mnu) ero MeTaboOIMTOB B IPyAHOE MOJOKO). Ilpn Hamuuuu mpenCTaBIAIOTCA CBEJEHHUSI O
He)KeJIaTeJbHBIX PEeaKIUAX y JeTel, HaXOAAUNXCA Ha TPYyJHOM BCKapMIMBAHUH, BO3MOXKHO

yKasaHMe IIepeKPeCTHOI CChUIKM Ha paszien «HesxenaTebHble peaKIm».

3aKJIo4yeHHe JOKIMHUYECKHX HCCIeflOBaHUI O IIPOHUKHOBEHUH [JeHCTBYIOLIETO
BeleCcTBa U (WMJIM) ero MeTabOJIUTOB B MOJIOKO IIPEJCTaBIAETCS TOJBKO IPU OTCYTCTBUU
IaHHBIX Y YeI0BeKa.

[TpuBozATCS UPUYMHBI M PEKOMEHJAIWHU II0 IPEKPAlleHUI0 MIM IPOJODKEHUIO
TPYLHOTO BCKAapM/IMBAaHUA U (WJIM) IPEKpalleHUIO WIN IPOAOJDKEHHUIO TEPAlUU C YIeTOM
IIpeIOYTUTEIFHOCTH IIPEKpallleHUs TePalluy MU IPYAHOTO BCKapMIMBAHUA.

[Tpumeps: GOpPMYIHPOBOK, IIPUBOAMMBIX B JAaHHOM pasfesie, COJAEpXKaTci B
npmroxeHun Ne 16 k Hactoamum TpeGoBaHUAM.

4.6.5. PepTUIBHOCTS.

B pasmen 4.6 OXJIII Heo6XOguMO BKJIIOYHTH OCHOBHBIE CBEJEHMSI O BO3MOXXHBIX
He)XesaTelXbHBIX d¢¢eKTax JeKapCTBEHHOTO IIpellapaTta [ MYXXCKOM U JKeHCKOH
dbeprmIBHOCTH:

KJIMHUYeCKVe JaHHble (IIpY HATUYNN);

COOTBETCTBYIOIIMIE€ 3dK/IIOYE€HHNA AJOKINHUYIECKHX TOKCHUKOJIOTHYIECKHX I/ICC]Ie,I[OBaHI/II';I

(mpu Hanmumuu). bosnee moapoGHEIe cBemeHUA CIelyeT BKIIOYNTD B paszen 5.3 OXJIIL;

PEKOMEHOAINHN II0 IIPHMMEHEHHIO JIEKAPCTBEHHOI'O IIp€IldpdTa IIPpH INUIAHMPOBAHHNH

6ePeMEHHOCTI/I U IIOTEHIIMAaJIbHOM BJIMSAHHWN TE€PAIINN Hd Q)EPTHHLHOCTB.

Ecnu npumenumo, B pazzen 4.3 OXJIII MOXHO BKJIIOUUTH CCBUIKU Ha APyTHe paszesIbl

OXUIII.

Ecnin AdaHHBIE II0 (bePTI/IJIBHOCTI/I OTCYTCTBYIOT, Ha 3TO CjJI€AyeT Y€TKO YKa3aTb.
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4.7. Banauue Ha CIOCOOGHOCTD YIIpABJIATH TPAHCIIOPTHBIMHU CPEACTBAMU M pa6OTaTL C
MEeXdHHN3MdMHU

Ha ocHoBanuu dapmakoguHaMudeckoro u (papMaKOKMHETHYecKoro mpoduid,
BBIABJICHHBIX HeXKeJIaTeJbHbIX PeaKIUil U (MIu) IPOBeJeHHBIX CIIeIIUaTbHBIX UCCIeOBAaHUN
B COOTBETCTBYIONIeH  TIONMyJAIMM, HAlpaBJIeHHBIX Ha  YCTaHOBIEHHe  BIUIHUA
JIEKapCTBEHHOTO IIpellapaTa Ha CIIOCOGHOCTh YIIPaBIATh TPAHCIOPTHBIMM CpPeJCTBAMHU,
6e30I1aCHOCTh JOPOXKHOTO IBIDKEHUA U PaboTy ¢ MeXaHM3MaMH, cjeflyeT yKa3aTh, YTO

JIeKapCTBEHHBIN IIpemapar:
He OKa3bIBaeT MJIM OKa3bIBA€T HECYLIeCTBEHHOE BINAHNE;
OKa3bIBaeT c1aboe BIUAHUE;
OKas3bIBaeT yMEePEeHHOe BIIUAHUE;
OKas3bIBaeT BhIpaKeHHOE BIMAHMUE.

Heo6xomumo paccMOTpeTh [pyrue BaKHBIE aCIEKThl BIMAHUA JIEKaPCTBEHHOTO
ImpelapaTa Ha CIOCOOHOCTB YIIPAaBIATh TPAHCIOPTHBIMU CpeACTBAaMU H  PpaboTy cC
MeXaHHU3MaMH, eCJIM MMeIOTCSI CBeJleHHSI O TaKOBBIX, HaIpuMep, IIPOJOJLKUTEIBHOCTD
HapyUIAIOero BIUSHUA M Pa3BUTHE TOJIEPAHTHOCTU WJIM HeXXeJaTeJIbHBIX peakUUid IIpu
IJIUTeTPHOM IIPUMeHeHUY JIeKapCTBEHHOTO IIpeIrapaTra.

B cirygyasx ecnu jeKapCTBeHHBIN IIpelapaT OKa3blBaeT yMepPeHHOe WU BBIpaKeHHOe
BIUAHUE CJefyeT IPeACTaBUTh OCOOBIe YKasaHUA U (MJIM) Mephl IPeJOCTOPOKHOCTH IIPU
npuMeHennu (a Taxxke B paszene 4.4 OXJIII, ecam ynexkapCTBeHHBIH IIperapaT OKasbIBaeT

BBIpOXEHHOE BIUSHIUE).
4.8. HexxenaTesrbHbIe peaKIMK1

B ,ILaHHLIfI pa3zes BKIIOYAIOTCA BCE€ HEKE/IdTEJIbHbIE PDEAKIIHNHM, BBISIBJIECHHBIE B XO/€
KIIMHNUYEeCKHX I/ICCJIe,ZLOBaHI/IfI, IIOCTPETUCTPALITTOHHBIX PICCJIe,II;OBaHI/IfI 6e30IaCHOCTH M IIO
pe3yjabTaTaM CIIOHTAHHBIX COO6II];€HPIﬁ, B OTHOIIE€HMM KOTOPBIX IIPUYMHHAA CBA3D MEXAY
JIEKAPCTBEHHBIM IIPEIIAPATOM H HEXEJIATEIBHBIM ABJIEHNEM IIOCIE€ IIPOBEAEHUA TmaTeHBHOﬁ
OII€HKM HMMeeT O6OCHOBHHHYIO BEpPOATHOCTh, M TIOATBEPXKAAETCA, K IIpUMEPY, HX
CPHBHI/ITEJIBHOfI YaCTOTOM BO3HHMKHOBEHHUA B KIIMHNU4YEeCKHNX  HCCIed0BaHUAX NIn

pe3yJIbTaTaMy SIIUeMHOIOTMYeCKUX HUCCIeNOBAaHUN U (MIM) OLEHKOH IPUYMUHBI Pa3BUTULA
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Ha OCHOBAHHUU COOOLIEHUH 110 OTAEIBHBIM cay4yasM. HexesarensHble sBIeHUs, He NMeIOI[Te
110 MeHbllIel Mepe II0Z03peBaeMyIo IPUINHHYIO CBsI3b, yKasbiBaTh B OXJII He crexyer.

Cozep:xaHWe [aHHOTO pasfiesa ciefyeT OOOCHOBaTh B KJIWHUYECKOM 00630pe
PETUCTPALIIOHHOTO [OChe, OCHOBBIBAACh Ha OIleHKe Hambosiee yOeIUTEeNTbHBIX AAHHBIX B
OTHOIIEHWU BBIIBJIEHHBIX HEXXeJIaTeJIbHBIX SBI€HUN M (PAaKTOB, 3HAYUMBIX [AJA OLEHKU
IPUYUHHO-C/IeJICTBEHHOM CBA3Y, TSHKECTH M 4acTOThl. JlaHHBIN pasfen ciefyeT peryJispHO
IepecMaTpuBaTh M IPU  HEOOXOZUMOCTH OOHOBIATH C  I[eIbI0  HaJJIeXxallero
WHQOPMHUPOBAHUSA MEIUIIMHCKAX PpAabOTHUKOB B OTHOUIeHHMH mpoduis 6e30macHOCTH
mpemapata. Kpome Toro, Bech pasziel MOXKeT OBITH II€PeCMOTpPeH IIPU IIOATBEPXKIEHUU
perucrpanuu (IepeperucTpanuu), Korja Ipoduab 6e30macHOCTH GOJTBUIMHCTBA IIPEIapaTos,
CKOpee Bcero, OyZieT XOpouIo U3ydeH, U ajiee IPH I0fade KaXJOro IePUOAMIEeCKOro OTIeTa
o 6e3omacuoctu (IIOOB).

Wudopmanuio cremyer mM3jaraTh KpaTKO, UCIIONb3Ys CIEINAIbHYI0 TePMUHOJIOTHIO,
OHa He JOJ/DKHA COZEPXKaTh TaKUe CBeJeHUdA, KaK yKasaHHe Ha OTCYTCTBHE OIIpe[eIeHHBIX
He)XXeJIaTeTbHBIX PeaKIuii, JaHHbIe O CPaBHUTEIBHON YaCTOTe, 32 UCKIIOYEHNEM YKa3aHHBIX
HIDKe, a TAK)Ke YKa3aHUs Ha OOLIYIO XOPOUIYIO IIepPeHOCHMOCTH JeKapCTBEHHOTO IIperapara,
KaK «XOpOLIO II€PEHOCHUTCS», «HeXKejaTeJbHble PeaKIUW, KaK IPaBWIO, PeAKU» U T. .
YKa3aHUA Ha OTCYTCTBUE IOATBEPKJEeHUA IPUIYUHHOMN CBA3M BKJIIOYATh HE JOITYyCKAeTCA.

B menax mpexcraBmeHus 4YeTKOM U TNOHATHOM wHopmanum pasgen 4.8 OXJIII

JOJDKEH UMeTh CJIeYyIOUTyIO CTPYKTYPY:
pesfome IpopHIL 6€30MacHOCTH;
pesfomMe B popMe TaOIHIBI HeXKe/IaTe/TbHBIX PeaKI[HH;
OITHCAHHE OTAe/IPHBIX HEXE/IaTe/IbHBIX PeAKI[HH;
JETH;

IIpoYHe OCOOBIE MOy IALHH.

4.8.1. Pesrome npogmirg 6e30macHOCTH.
Pestome mpodwmia 6Ge3omacHOCTH [OJDKHO COZEp)KaTh CBeJeHHWA O Haubosee

CEPBE3HBIX N (I/IJII/I) 9aCTO BOSHUKAIOII VX HEKEIaTEJIbHbBIX PEAKIIHAX.
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ITpy Hanmuuum yKa3aHHBIX CBEJEHWH INIPUBOJATCI CPOKM BO3HUKHOBEHUS
HeXXeJIaTeJIbHBIX peakiuil. Hampumep, B mendx mpenoTBpalleHUs PaHHETO IpeKpalleHUs
Tepaly MOXET ITOTPeOOBaThCA ONKMCAHNe Hecephe3HbIX HeXKeIaTeIbHBIX PeaKI[Ui, KOTOpPhIe
YacTO BO3HUKAIOT B Havaje Tepaluy, HO MOTYT paspellUThCA II0 Mepe IIPOJOJLKeHUS
Jle4eHUs, WIM OIIMCAHUE HeXeJaTeJIbHON peakIWM, XapaKTepHOH A [JIUTEJIBHOTO
IpUMeHeHUs. JacTOTy IPUBOAMMBIX HeXeJIaTeJIbHBIX PeaKIuil cleLyeT yKa3aTh KaK MOXHO
6onmee TouHO. Pe3tome mpodmiaa 06e30maCHOCTH [OKHO COOTHOCHUTBCA C BaXKHBIMHU
BBIABJIEHHBIMU PHCKaMM, OIMCAHHBIMU B CIenMpUKANuU 10 Oe30IaCHOCTH IIIaHA
yupasienus puckamu. CBemeHUs He [JOJDKHBI IIPOTUBOPEYUTH pe3foMe B @opme TaOJIHIBI
HexenarersHsrx peaknnd. Ecmu B pasgmene 4.4 OXJIII nmpuBeseHs! 3HauMMBIe MepHI IIO
MUHUMH3AIUY PICKOB, CJIefyeT IPUBECTH CCBUIKY Ha JAHHBIN paszell.

Hwxe mpencraBieH mpuMep BO3MOXXHOTO yKa3aHUS:

«B Havasme seveHHI MOXET BO3HHKATH SIHIACTPAJIbHAA 00JIb, TOLIHOTA, JHAPES,
roJoBHaA 6O HJIH I'OJOBOKDYXKEHHE, 3TH PeaKIHH, KaK IIPABHJIO, IIPOXOJAT B TeYEHHE
HECKOJIPKHX JHEH, Jaxke IPH IPOJO/DKEeHHH TepamuH. K Hamboree 9acro BO3HHKAaBLIHM
HEeXeTaTeJIbHBIM PEeaKIHAM IIPDH JIe9eHHH OTHOCATCA TI'OJIOBOKPYKEHHE H I'OJOBHAA 00.Ib,
KaKAad U3 KOTOPBIX BO3HHKAIA IPHOIH3HTEIBHO Y 6 % manueHTOB. PeqKo MoXXeT BOSHHKATh
OCIpas MmeYeHOYHAad HEZOCTATOYHOCTs H arpaHyaonuTo3 (pexe wem 1 cryvad mHa 1000
ITaI[HEeHTOB).»

4.8.2. Pe3tome B popMe TaOIUIBI HEKETATEABHBIX PEAKIHH.

HexxenaTesnpHBIE peakIUM C COOTBETCTBYIOIIEH MM KaTerOpHell YacTOTHI ClemyeT
3aHECTH B OAHY Tabiuuy (MIM CTPYKTYpPUPOBaHHBIH CIIMCOK). B HEKOTOpBIX ciydasdx B
OTHOIIEHUM YaCThIX M OYeHb YACTHIX PeaKIWil U IpU HeoOXomuMmocTu OoJiee SCHOH momaydu

I/IH(l)OpMaI];I/II/I B Ta6JII/II_];e AOIIyCTHMO IIPUBECTH KOHKPETHBIE€ 3HAYE€HMA 9aCTOTHI.

ITpu BEIpaykeHHOM pa3IUyYUM IIpoduieil HexkelaTeIbHbIX peaKIuil B 3aBUCMOCTH OT
IIpAMeHeHUA IIperapara, HaIpuMep, B Cjly4Yae IIPUMEHEHHA IIpenapaTa IIO PasHBIM
IIOKa3aHUAM (HaIpuMep, B OHKOJIOTUU U II0 HEOHKOJIOTUYECKOMY IIOKA3aHUIO) WU IIpU
Pa3IUYHBIX PeXHMax JO3UPOBAaHUA B HCKIIOUUTEIBHBIX CJIy4dadX AOIYCTUMBI OTZeIbHbIe

TaOJIHIIEI.
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ITepen Tabnuieit HEOOXOLUMO IPEACTABUTH CBeJEeHUA 00 MCTOYHMKe 0a3bl JaHHBIX
(Hampumep, "3 KJIMHUYECKHUX WCCIENOBAaHUM, IOCTPETHUCTPAllMOHHBIX MCC/IeLOBaHUI

6e30IIaCHOCTH WJIH IO Pe3yJIbTaTaM CIIOHTAHHBIX COOOIUIEHMUI).

Tabmumy  claemyer  COCTaBIATP B COOTBETCTBUM C  CHCTEMHO-OPraHHOMN
kiraccudukamyeii, mpenCcTaBIeHHON B mpuiaoxeHuu N° 4 K HacrosmuMm TpeGOBaHMIM.
[TocnemoBaTe TBHOCTH IIpeICTaBIeHUS CHCTEeMHO-OpraHHbIX KJIaCCOB IOJDKHA
COOTBETCTBOBATH IOPSAAKY, IPUBEIEHHOMY B IIPHIOKeHUH N° 4 K HacToAmuM TpeGOBaHUAM.
OH, Kak IIpaBWIO, COOTBETCTBYeT YPOBHIO IIPEAIIOYTUTEIBHOTO TEPMHUHA, OJHAKO B
HEKOTOPBIX CJIy4YasxX IeJecOO0pasHO yKasaTb TEePMHH HU3IIEr0 YPOBHSI FJIM B
HCKJIIOYUTEIBHBIX CIy4asX IPYIIIOBbE TAKHME TEPMUHBI, KAK TEPMUHBI BBICLUIETO YPOBHA. [1o
o61LIeMy IIpaBUIIy BCe HeXXejaTelbHble PEaKIuy ClefyeT OTHECTH K Haubosee IOIXONAIIEeMY
CHCTEMHO-OPraHHOMY  KJIacCy, COOTBETCTByIOLleMy  oOpraHy-muuieHu. Hampuwmep,
IPeIOYTUTENbHBIH TEPMUH «HAPYIIEHHE @VHKIHOHAJIBHFIX MHpPOO IIeYeHH» CIeLyeT
OTHECTH K CHUCTEMHO-OPTAHHOMY KJIaCCy «HAPYINEHHA CO CTOPOHBI IMEYeHH H
JKeTYeBBIBOAAIHX IIyTEH» a He K CHCTeMHO-OPTaHHOMY KJIACCy «Za60paTopHbie H
HHCTPYMEHTA/IbHbIe JAHHBIED.

HesxenarenpHble peakiuu BHYTPU KaXKJOTO CHUCTEMHO-OPTaHHOTO Kjacca CiefyeT
paCIIOIOXKUTh B IIOpALKe YOBIBAHMA WX CEPhe3HOCTH C YKasaHMeM YacTOThl HX
BO3HUKHOBEHHUA (B paMKax OJHOI Tpajalluy 4acToThl). HauMeHOBaHUS, UCIOIB3yeMble A
KaX/IOM KaTeropuy dYacTOTH, [OJDKHBI COOTBETCTBOBATh CTAHZAPTHBIM TEPMUHAM B
COOTBETCTBHH CO CJIeLyIOUMM IIPaBHJIOM: O4eHb 4dacTo (>1/10), wacro (>1/100, mo <1/10),
Heuacto (=1/1 000, Ho <1/100), pemxo (=1/10 000, mo <1/1 000), ouens pemxo (<1/10 000).

B mcKIOYMTENTBHBIX CIy4asX, €CIM Ha OCHOBAaHWM KMEIOIIUXCHA IAHHBIX YacTOTY
OllpefieIUTh HEBO3MOXXHO, JOIIyCKAaeTCs HCIOJIb30BAaTh [JOIIOJHUTEIBHYIO KaTEeTOPUIO
YaCTOTHI — «JaCTOTA HEM3BeCTHA». ECIIM MCIIOIB3yeTCsl BBIPAXKEHUE «YaCTOTa HEH3BECTHA», B
nepeyeHbs OOBSICHEHHUS KAaTErOPUil YaCTOThHI CjefyeT NOOAaBUTh TEKCT «YaCTOTA HEH3BECTHA
(Ha OCHOBaHHH HMEIOIJHXCA JAHHBIX OL[eHHTH HeBO3MOXHO)». He ciemyer HCIONB30BaTh

BBIP@XEHUA U3 OTZEIbHBIX COOOLIeHNH (e IMHUYHBIX CIyYaes).
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Ecniu B OIIMCAHUU OT,Z[EJILHOfI HeXeJaTeIbHOM peaknumn IIpUBOAATCS
AOIIOTHUTE/JbHbBIE CBENEHHNA, TdKYIO PEaKIHIO HeO6XO,I[I/IMO BBIJE€JINTH, HAIIPpHUMEpP, C

IIOMOIIBIO 3BE€3MOYKH, d B CHOCKE YKa3dTh CCBLIIKY Ha COOTBETCTBYIOIlI;I/Iﬁ pasneir.

Pexomenpaum 1o oOlleHKe 4YacTOTHI BO3HHKHOBEHHS HeXeJlaTeJIbHBIX peaKIuit

npuBogATca B nognyHkre 4.8.6. Hactoamux Tpe6oBaHuii.

4.8.3. Onmcarme OTeTbHBIX HEXXETATE/IbHBIX DEAKI[HH.
B panmHbBIii TmOnpaszmen cienyeT BKIIOYUTH CBEJEHUS, XapaKTepU3YIOIIHe OCOOyIo
He)XXeJIaTeJTbHYIO0 PeaKIUio, KOTOpble MOTYT OBITh IIOJIE3HBI [JIf IPeJOTBpAlleHUs, OLEeHKH

WM KYIIMPOBAHHA BO3HUKIIEH HeXXelaTeIbHOMU peaKnuu B KJIMHUYEeCKOH ITpaKTHKeE.

VYKasbpIBalOTCA CBeZeHUs, XapaKTepU3yIlollue OTAe/NbHble Cepbe3Hble U (MJIM) YacTo
BO3HHUKAIOIIYe He)XelaTelbHble PeaKI[UK MM Te U3 HUX, B OTHOLIEHWU KOTOPHIX ITOCTYIIaIN
coobmeHns 06 ux ocobom TeueHun. CiemyeT INpeACTaBUTH CBeIeHUS O dYaCTOTe (IIpH
HeOOXOZMMOCTH C  OIIMCaHHMeM  OOpaTHMMOCTH), BpeMEeHM  Hayaja,  TDKeCTH,
IPOJO/DKUTETBHOCTH, MEXaHU3Me PasBUTHA (€CIH OH KINHUYECKH 3HAYNM), 3aBUCHMOCTH OT
ZO3bI, IIPOJOJKUTENIBHOCTH BO3ZEHMCTBUA JIEKapCTBEHHOTO IIpemapara M (pakTopax pHCKa.
Meps!, HampaBieHHble Ha HeJONylIeHHe PpasBUTHUA MJIM IPUHUMaeMble IIPU Pa3BUTUU
OllpeZieIeHHBIX HeXeJaTeJIbHBIX peakIuil, ciaemyeT omuceiBath B pasgere 4.4 OXIJIII c
yKazaHMeM CCBUIKY Ha JAaHHBIHA pasfel.

CBefeHHMs O BO3HMKHOBEHHM peaKIUi CHUHIPOMAa «OTMEHBI» JOIIYCKaeTCs
IpeACTaBUTh B JAaHHOM IIOZpa3zesie BMecTe cO cchuikoi Ha paszen 4.2 OXJIII (mpu
HeOOXOZMMOCTH IIOCTEIIEHHOTO CHIDKEHUS [JO3bI MIM PEeKOMEeHJAIMH II0 OTMeHe
JIEKapCTBEHHOTO IIpeIapara).

Crenmyer omucare BCe pasiuyus B Ipoduie HeXeNTaTeJbHBIX PEaKIUil MeXAy
Pa3IMYHBIMU JIEKaPCTBEHHBIMHU (OPMaMHU.

Crnemyer TakXKe BKJIIOYMTh CBeIeHHI O KOMOMHUPOBAaHHBIX IIpelaparax,
XapaKTepU3yIollyie  HeXeJaTeJlbHble peakuuu, OOyCIOBIEHHble TOM WIM  HHOH
(dapMalieBTHYECKOI KOMOMHAILIMEH el CTBYIOMMX BEelleCTB (IPU HATHUYINN).

Bce HexenaTenpHBIe peaKUIUM, HANPAMYIO OOYCIOBIEHHbIE B3aHUMOZEHCTBHEM,

clemyeT IpeACTaBUTh B JAHHOM IIOJpa3fiesie co CChUIKOM Ha pasgen 4.5 OXJIIL.
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Heobxomumo Taxkke INpesCTABUTH CBEJEHHUA O HEXeJAaTeJIbHBIX PeaKIUiIX C OYeHb
HHU3KOH YaCTOTOU BO3HUKHOBEHUS WJIU C 3aII03/aJI0N MaHUdecTalueil CHMIITOMOB, CBeLeHU
O CBA3M KOTOPBIX C IIpeIapaToM MOTYT OTCYTCTBOBaTb, HO KOTOpble XapaKTepHBI Mg
JIeKapCTBEHHBIX  IIpenapaToB  TOTO K€  TepaleBTUYeCKOro, XHWMHYeCKOTO WU
(dapmakoorugeckoro kuacca. Heo6xomumo ykasaTs, YTO 5TO XapaKTePUCTHUKA KJIacca.

Heo6xomumo ommcaTh  Bce He)KeJaTeJbHBIe  PeakluH, 00YyCJIOBIIEHHEIE
BCIIOMOTIaTeIbHBIMU BellleCTBAMU U IIPOU3BOACTBEHHBIMH IIPUMECSIMU.

4.8.4. /lern.

Heo6xomuMo BO Bcex cirydasx IpefyCMaTpPHUBATh IOApas3fiell IO AeTAM (eCIU TOIBKO
OH He SIBJISIeTCS He3HAYHUMBIM).

Heobxommmo ommcate 0O0beM M BO3pACTHBIE XapaKTePUCTUKH 0a3bl JAaHHBIX IIO
6e30IIaCHOCTH y [JeTeil (HampuMmep, JaHHBIE KIMHWUYECKUX MCCIEZOBAaHWHM WIN IaHHBIX
¢dapmakonazzopa). Heobxomumo ykazaTh Ha HeONpeHeNIeHHOCTh MMEIOWIMXCS JaHHBIX

BCIeACTBHE UX OT'PAaHNYE€HHOCTH.

Ecnu BelABiIeHHBIN NIpoduiap 0e30IIacHOCTH y JeTell M B3pPOCIBIX COBIAZAET,
TOITyCKAeTCs IPUBECTU TeKCT: «JacToTa, BUJ U TKECTh HeXXeJIaTeIBHBIX PeakIuil y JeTeil u
B3DOCJIBIX [OZMHAKOBBI, OXHUAAETCA, UTO OYZAYT OAMHAKOBBI|». AHAJIOTUYHO HAAJIEKUT
yKasaTh, MMEIOTCA JIM Pa3Iuyusa B IPOGUIIX Oe30IMaCHOCTH B Pa3JIUYHBIX BO3PACTHBIX
IpyIIax JeTem.

Bce xn1mHMYecKM 3HAYMMBIE pa3iauyui (T. €. II0 XapaKTepy, 4acTOTe, CEPhe3HOCTH U
00paTUMOCTH HeXKeJIaTeIbHbIX peakIHii) B Ipoduie 6e30IIacCHOCTH y B3POCIBIX U JeTei, a
TaKXKe MeXJAy pa3JIMYHBIMU BO3PACTHBIMM TIPYyNIIIAMH JeTedl HeoOXOAMMO OIMCATh U
IpeACTaBUTh II0 KaXZOH Bo3pacTHOM rpymnme. [Ipm Heo6XOAMMOCTH CII€IIHAIbHOTO
MOHUTOPUHIA ciefyeT naTh ccbUIKy Ha pasgen 4.4 OXJIIL. [lna xiIvHWYECKM 3HAYMMBIX
pa3IuYMil MOXXHO IIPEJCTaBUTh OTAENbHOEe pe3loMe B (opMe TaOIULbl HeXeJIaTe/IbHBIX
peaknmi TO YacToTe II0 COOTBETCTBYIOUIMM  BO3PAacTHBIM TpyIIIaM  COOOpasHO
obcTosTenbcTBAM. ECiim HeKOTOpBle HeKejlaTelbHble PeaKIUH y AeTeil SABJIAIOTCA JaCTBIMU
(=1/100, HO <1/10) Mnu ouens wacteiMu (21/10), B ckoOKax HEOOXOLUMO yKaszaTh YacCTOTY.
ITpu Hanwyuy 60IBUINX Pa3IUYUil B Ipoduse 0€30IIaCHOCTH II0 CPAaBHEHUIO CO B3POCJIBIMHU C

IeabI0  yAoOOYHTaeMOCTH WHGOpMAIUK JOIYCKAeTCA IIPUBECTH pe3loMe IpoduiIst
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6e3onmacHocTu y gereii. HeoOxommmo Taxke OOOOLIUTH HMMeIOIIMECS CBeNEHUA U3 BCEX
TOCTOBEPHBIX HAYYHBIX UCTOYHUKOB O JOJITOCPOYHOI 0e30IIacHOCTH y JeTeil (Hampumep, B
OTHOLIEHUM POCTa, YMCTBEHHOTO Pa3sBUTHA U IIOJIOBOTO CO3PEBAaHUS) CO CCBLIKOI Ha pasfiel
5.1 OXJIII, ecnu npumenumo. Heob6xozmumo oroBoputh Bce (aKTOphl pucka (Hampumep,
IIPOJOJDKUTENIBHOCTD TEPAIINY WK IIEPUOJ, HACTYIUIEHUS PUCKA).

CuMIITOMBI CHUHJpPOMa <«OTMEHBI» Yy HOBODOXXIEHHBIX (€CIM 3HAYMMO) CIeAyeT
IIepevYnCINTh B OTZEIFHOM ab3alie co CChLIKOM Ha paszen 4.6 OXJIIL.

4.8.5. IIpoume ocobsre momyIALHIL.

JlaHHEIN paszen MOXET COZepiKaTh CBeJeHUSI O KaKUX-JIM00 KIMHUYECKU 3HAUYMMBIX
pasnuyuAx (HampuMep, IO XapaKTepy, 4YacToTe, CEPbe3HOCTH M HeoOpaTUMOCTH
He)XXeJIaTeTbHBIX PeaKInii, a TaKXKe 0 HeOOXOZMMOCTY MOHUTOPHUHTA), BEIIBJIEHHBIX B APYTHUX
0CcOOBIX Tpymmax (HampuMep, KaK IIOXXHJIble, NAIMEHTHI C IIOYEYHOH HeJOCTATOYHOCTHIO,
HAI[VeHTHI ¢ IeYeHOYHOI HeJOCTaTOYHOCTHIO, IAIIUEHTHI C APYTUMHU 3a00IeBaHUAMYU WU C
onpesieJIeHHBIM TeHOTHIOM). [Ipu HeOOGXOZMMOCTH [OIyCKaeTcs IPUBECTH CCBHIIKKA Ha

apyrue pasgenst OXJIII, vanpumep, 4.3, 4.4 wim 4.5.

[IpyurHO!I BO3HUKHOBEHUSA HEXXeJAaTeJIbHBIX PpeaKUUi MOXeT OBITh TaKKe
TeHeTUYeCKH OOYCJIOBIEHHbIN MeTabonu3M mpemapara. Y CYOBEKTOB U IAallEHTOB C
neduuTOM OnpeseseHHOro GepMeHTa YaCcTOTa U TSDKECTh HeXKeIaTeIbHbIX PeaKIlMil MoXeT
661Th Apyroii. Ha 5TO0 HeoOX0ZMMO yKas3aThb M, €CIH 3HAYUMO, COOTHECTH C JAaHHBIMU

KIIMHUYeCKHNX PICCJIE,ILOB&HHfI.

4.8.6. [lomoytHUTEe IBHBIE PEKOMEHJAIUM II0 OLeHKe YaCTOTHI BO3HUKHOBEHUA
HeXXeJIaTeJIbHbIX PeaKI[ui.

Onenka 4acTOTH! BOSHUKHOBEHUS HeXeJaTeJIbHBIX peaKIUi 3aBUCUT OT MCTOYHHUKA
DAaHHBIX (HaIpUMep, KIMHUYECKOEe MCCIeIOBaHUe, IIOCTPErHCTPAIMOHHOE HCCIeOBaHHE
6e30I1aCHOCTH MJIU CIIOHTAHHOE COOOIeHUe), KauecTBa cOOpa JAHHBIX U OLeHKHU IPUYNHHO-
CIeICTBEHHOM CBA3H. Ecim BEIOOpP KaTerOpMM YacTOTEI OCHOBBIBAETCA HA PasHBIX
HUCTOYHHMKAX, CJIeAyeT BBIOpaTh KaTerOpUIO, OTPAXAIOMyI0 HAWOOJBUIYIO YaCTOTY
BO3HUKHOBEHUS, €CJIU TOJIBKO He HCIIOJIB30BAJICA Gojee CrelyupUIHBIN METO], B CBSI3U C YeM
IIOJydYeHHasd OLeHKa o0jazaer ABHO Oojlee BBICOKOH BaJIMJHOCTBIO, HAIpUMep,

00BeIMHEeHHBIN aHaTH3 TOIXOIAIINX UCCIeTOBaAHMUMA.
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Hcrounukom AAHHBIX MOJIKHA CIIY>KUTh IIOIIYJIANNA, IIOABEPIIUIAsCA BOBAEﬁCTBHm

JIEKapCTBEHHOI'O IIpeIlapaTa B A03dX W C IIPOAOJIKUTEJIBHOCTBIO JIEUEHUNA, PEKOMEHAOBAHHBIX

OXJIII.

Peaxkuuu, KoTopsle B COOOIIEHHMAX OOO3HAYAIHCh PpA3IHMYHBIMU TEePMHHAMH, HO
IIpeJICTaBJIAIONINe COOOM OFHO M TO XKe sBIeHue (HaIpuMep, BSUIOCTh, COHIMBOCTD, JPEMOTA),
clenyeT, KaK IIPaBIWIO, OOBEIVHUTh B OJAHY HEXKEJATeIbHYIO PeakIMio, 4TOObI H30eKaTh
sddexra «pazmMbIBaHUI» UCTHHHOTO CMBIC/IA SBIEHNS. AHAJIOTHMYHO PeaKIUH, IIPeCTaBIAIONIIe
co00i CHHAPOMO-KOMILTIEKC, CJIeAyeT, KaK IIPaBIJIO, TPYNIIHMPOBATh IIOZ COOTBETCTBYIOIIVM
3arOJIOBKOM, YTOObI U30€KAaTh «PasMBIBAHMsS» €ro CMBICJAA BCJIEACTBHE MHOrOOGpasus
COCTaBJIAIOIIMX €T0 CHMIITOMOB.

4.8.7. HexxerarerpHble peakijiH, BEIABIEHHBIE B KIMHHYECKHX HCCTEAOBAHIAX.

B 1mensx mOBBINIEHWS TOYHOCTM IIPH YCTAHOBJIEHWH YaCTOTHI BO3HUKHOBEHUS
He)XeJIaTeIbHBIX peakiuii HeoOXOAWMO OOBeINMHUTH NaHHBIE 10 0e30IIaCHOCTH HECKOIbKUX
WCCIeZIOBaHUI 0e3 IIpUBHECEHHSI CHCTEMAaTHYeCKMX OIIMOOK (HalpuMep, CyleCTBEeHHbIE

PasIUYIUA MeXAY XapaKTepPUCTUKAMU IIOIYJIALAN MU SKCIIO3ULIUN).

YacToTy BOBHMKHOBEHUS HEXeJIATeJIbHBIX PeaKLUil CIemyeT ONpefeiTb, OObeJUHUB
IaHHBIE IUIAIeG0-KOHTPOIUPYEMBIX MCCIENOBAHUM (DY HAIWYMM TaKUX JAHHBIX), IPU STOM
6a3bl JaHHBIX JO/DKHBI OBITH JOCTATOYHO OOBEMHBIMU, YTOOBI ObITH MHGOPMATUBHBIMU. [Ipu
OTCYTCTBUM 3THX JAHHBIX MUIM HEJOCTATOYHON KX MHGOPMATHUBHOCTH JJIS OLEHKHM YacTOTHI
MOXXHO BOCIIOJIB30BaThCsA 6a3aMy JAaHHBIX aKTHBHO-KOHTPOJIMPYEMbIX, MK HE CPaBHUTEIBHBIX
WM ponoaHuTenbHbIX (add-on) uccmemoBaHmii.

Yacrora [O/DKHA OTPaKaTh OOLIYIO YACTOTY BO3HMKHOBEHUs (a He pasHHIY WK

OTHOCUTEJIbHbIE PUCKHU II0 OTHOIIEHUIO K IUIAIe00 MIK APYTOMY KOHTPOJIIO).

Ecnmu wuacrasg, ovyeHb wuacTas MWIKM Cepbe3Has HeXelaTeJIbHAs peakius (Hampumep,
CYHMIIM]) TakoKe BO3HUKAET B IPYIIIe IUIAle00 CO 3HAYUMOM YacTOTOH, JOITyCKaeTCs yKas3aTh 00e
YaCTOTHI BOHUKHOBEHMS, YTOOBI JIydIlle OXapaKTepU30BaTh PUCK (HAIpHUMep, B IOApaszese C

OTIMICAHVEM OT/Ie/IbHBIX HeXKeTaTeIbHBIX PeaKIii).
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4.8.8. Hexxerrare/sHble peakijuu, BBIABICHHBIE IIPH IPOBEJEHHH HCCIEZOBAHHH II0
6e301macHOCTH.

BeiGop KaTeropmm YacTOTHI BO3HHUKHOBEHMS, KOTOpas OyZeT IIPHCBOeHa KXo
He>XeJIaTeJIbHOI peaKIIuy, OCHOBBIBAETCS HA TOYEYHOI OlleHKe OOlei YacTOTH BOSHUKHOBEHH,
PacCUMTAaHHOM IO pe3yjbTaTaM MCCIEeIOBAHUA, CIUIAHMPOBAHHOTO TaKUM OOpa3oM, YTOOBI
OTZeIbHBIE HEeXeJaTe/JbHble SBJIEHUA, BO3HUKAIONIVE Yy IAIMEeHTOB B 3aJaHHBINA IIEPHOJ,
HAGJIIOfEHUA, MOTJIU OBITH BBLIBJIEHBI I OTHECEHBI K IIPUMEHEHUIO JIEKApPCTBEHHOTO IIperapara.
B T0i1 cuTyauuu gOITyCKaeTcs pacCYMTaTh TOUYEYHYIO OIIEHKY OOIIeil YaCTOTHI BOSHUKHOBEHUS
C WKCIIONIB30BAaHMEM CTAHJAPTHBIX CTaTHCTUYEeCKUX MeTonoB. Eciau ucxopmHas wHpOpMAiusa
BBIPOXEHA B BHJe IUIOTHOCTH YAaCTOTHI BO3HHMKHOBEHUA (3HaMEHATeNIh BBIPAKEH B eJUHUIAX
«4eJI0OBEK — BpeMsi», HAIPUMep, «IIAI[UeHTO-JIeT», «IalleHTO-IHel»), Iy BhIOOpa KaTeropuu
YaCTOTHI BOSHMKHOBEHHA HEOOXOJUMO IIPOBECTH HajjIexxalee IpeoOpa3oBaHHe B OTHOLIEHUE
(mpomopuMio) 4YacTOTHI BO3HWKHOBeHMsS. B HOpMe mif onpefieNleHUs KaTerOPHUH YaCTOTHI
BO3HUKHOBEHUSA CJIeJlyeT KCIIOJNb30BaTh OTHOLIEHWS 4YAaCcTOTHI BO3HUMKHOBEHUA Hauboiee
pellpe3eHTaTUBHOTO IIepHO/ia BO3AEHCTBIA JIeKAPCTBEHHOTO IIpemapara (Hanmpumep, 1 Hemensd, 3
Mecsna, 1 rox). OgHAaKO 5TO HEBO3MOXKHO, €CIM BPeZHOCTh IIPUMEHEHUs JIeKapCTBEHHOTO
IIperapaTa yBeJIMYMBAEeTCS CO BpeMeHeM. B 3ToM ciTyuae He)XXeJIaTeIbHYIO PeaKIUIO U XapaKTep
YAaCTOTHI €e BO3HUKHOBEHUA, €CJIM OHM KIMHUYECKU 3HAYUMBI, CJIelyeT IOJDKHBIM 00pasoM
OIIMCATh B pa3jieJie C OIIMCAHUEM OTZAEIbHBIX HeXeaTeTbHbIX PeaKIIui.

Kareropus gacToTh BOSHUKHOBEHMS, IIPUCBAauBaeMas KOKION HeXeJlaTeIbHOH PeakIuu
TOJDKHA OCHOBBIBATHCA HA PasHUIle ¢ KOHTposeM. Eciu maHHbBIe IOTy4eHbI U3 MCCIeOBAHUA C
ydJacTHeM TpYIIIBI, He ITOJBEpriIeiics BO3ZAEHCTBHIO JIEKAPCTBEHHOIO IIpeIapaTa, a pasHUId B
YacTOTe BO3HUKHOBEHHUS, OTHECEHHas K IIPUMEHEHUIO JIeKapCTBEHHOTO IIpeliapara, MeHBbIIe
MCXOZHOM MK (POHOBOI YaCTOTHI BOSHUKHOBEHU, IIPU STOM He)XeJIaTeIbHas peaKIUs SIBJIIETCI
BXHOM, [JOITyCKAaeTCA yKa3aTh ()OHOBYIO YaCTOTy BO3HMKHOBEHHS (HAIpuMep, B pasfeye C
OIIMCaHUeM OT/Ie/IbHBIX HeXKeIaTeIbHBIX PeaKInii).

4.8.9. Hexxerare/IsHbIe peakIHH 110 pe3yIbTaTaM CIIOHTAHHBIX COOOIeHHH.

Yucmo CIIOHTaHHBIX COOOIIEHHH yKa3bIBaTh HE CJIeyeT, IOCKOJIBbKY STH JaHHbIE MOTYT
ObICTPO ycTapeBaTh. JacTOTy BO3HMKHOBEHHSI, OCHOBAaHHYIO Ha KOJMYeCTBE COOOIIEHWI,

HN3BJI€EYEHHBIX M3 CHCTEMBI c6opa CIIOHTAHHBIX COO61[L€HPII>JI, A4JIA OIlpefieIeHNuA KaTeTrOpuu
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YaCTOTHI BO3BHUKHOBEHUS MCIIOJIb30BATh He CylefyeT. Eciu ¢ moMoupio CIIOHTaHHBIX COOOLIEHMH
BBIABJIEHA HEOXXWJAHHAs HeXKeJlaTeIbHAsd PeaKIud, B LeJIIX OIpeZesleHNs KaTeTOPUU YaCTOTHI
BO3HUKHOBEHHA  HEOOXOZVWMO  IIPOAHAIM3HPOBATh  KaXKAOe  HAIJIeXalmuM  oOpasoM
CIUIAHUPOBAaHHOE HCCJIeZOBaHUE, B KOTOPOM MOIJIa OBITH BbIABJIEHA IAaHHAd peakuus. Eciu
He)XeJlaTelbHas PEeaKIUsi B KJIMHWYECKHX HCCIeNOBAaHUAX HUKOIJA He BO3HHMKAIA, TOTZA
BepXHAA TpaHHUIA 95-TIPOIleHTHOrO WHTepBajsa He mpeBbrmaer 3/X, rame X — oOmuit pasmep
BBIOODKM BO BCE€X 3HAYMMBIX KJIMHWYECKUX HCCIEeJOBAHHMAX (HAIpUMep, C [AJIUTeIbHBIM
IepHOZOM IIOCJIeLYIONIEero HabII0AeHNA, OCTATOYHbBIM /I OOHAPy>KeHUS STON HeXXeJIaTeTbHOM
peakruu). Hampumep, ecnu ompeneneHHas HexenaTenbHasd peaknusa y 3600 cyOpexros,
MO BEPTIIUXCS BO3EHCTBUIO JIEKAPCTBEHHOTO IIperapaTa B KIMHUYEeCKUX HCCIeOBAHHAX, He
BBIABJIAJIACH, TO BEPXHAA TPaHUIA 95-TIPOIIEHTHOTO ZOBEPHUTEIBHOTO MHTEPBAIA JJII TOUYEeTHOH
ouenku <1/1 200, 4TO COOTBETCTBYyeT KaTETOPUU «PEeNKO» — NP IPUHATHU XYZIIErO 3HAYEHUI
To4YeuHOU oreHKU. OCHOBaHUA BBIOOPA KaT€TOPHUU YaCTOTHI TAaKOH PeaKIy MOXXHO IIPUBECTH B

paspeiie C OIIMCaHMEM OTAETbHBIX HEKEJIATEIbHBIX peaKuHﬁ.

4.9. Ilepemo3upoBka

B pmamHOM pasgene ciefyeT omMcaThb OCTpbleé CHMITOMBI M IIPU3HAKH, a TaKke
IIOTeHIaJIbHbIE TIOCJIE€CTBUA ITPUMEHEHMSA Pa3JIMYHBIX O3 JIEKapCTBEHHOTO IIperapara Ha
OCHOBE MMEIOIIMXCSA CBeJEeHWI (BKIIOYas CIydYailHBIM IIpHeM, OIIMOKM M CYUIUZATIbHbIE
HOIIBITKY ITAIIIEHTOB).

Heob6xomuMo ¢ ydeToM BCeX 3HAYMMBIX OINKCATh TAKTHKY YCTPAHEHWS CUMIITOMOB
IepeJO3UPOBKH y YesOBeKa, HAlpuMep, MOHHTOPDHUHT MJIM IIpUMeHeHHe CIelupUIecKux
arOHUCTOB  (QHTArOHUCTOB), AHTHUAOTOB X  METOJOB,  IIOBBINIAIONIMX  DIMMHWHAIIMIO
JIEKapCTBEHHOTO Ipemapara (Hampumep, puanus). OJHAKO He cjefyeT IPUBOAUTH
PEKOMEHIAINY TI0 JO3HUPOBAHUIO NPYTUX JIEKAPCTBEHHBIX IIPEIapaToB (HalIpuMep, aHTHIOTOB),
IIOCKOJIBKY MOTyT BO3HUKaTh IpoTuBopeuusa c OXJIII srux mekapcTBEHHBIX IIpellapaToB.
Heob6xopuMo ommicaTh IIpeBeHTHBHBIE MephI, OCHOBAHHBIE HAa TeHETHYEeCKHX (PaKTOpax, eciaum

IIPUMEHHMO.
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49.1. lononHUTETbHBIE CBeIeHNS 00 OCOOBIX IPyTIIax MAI[ueHTOB.

[TpuBogsTCs cBemeHNI 06 OCOOBIX IPYIIIAX MAIEHTOB (HAIpUMep, TOXKWUJIbIe, ITAIleHTH
C TIOYeYHOM HEeJOCTaTOYHOCTHIO, IALMEHTHI C IIEYeHOUHOM HEeJOCTaTOYHOCTBIO, IIPOYHMHU
COIYTCTBYIOIIMMHU 3200/I€BAaHUAMY U T. [I.).

4.9.2. lletn.

Ecnu nmerorcs ocoOble yKasaHUA B OTHOLIEHWUH JeTel, MX HEOOXOLUMO IIPeICTaBUTh B
TaHHOM IIOZpa3zierie.

Heob6xopuMo OTzenbHO yKasaTh Te JIeKapCTBEHHBIE IIperapaTsl (JO3WPOBKH), IIpUEM

AE€TPMHU KOTOPBIX JIUIID B O,ZLHOfI €IMHUIIEe TO3MPOBAHUA MOXKET ITPUBECTH K JIETAJIBHOM HCXOAY.

5. @apmakoIoriyecKue CBOHCTBA

B pasmemax 5.1-5.3 OXJIII cremyer mpuBOOUTH CBefeHWd, 3HAYMMBIe IS Bpaya,
Ha3HAYAIOIIETO JIeKAPCTBEHHBIH IIperapar, U APYTUX MeJUIIMHCKAX paOOTHUKOB, IPUHUMAA BO
BHUMAHUE YTBEpP)KZEHHble ITOKA3aHUA K IPUMEHEHUIO U IIOTEeHIIMAIbHBIe HeKeIaTeIbHbIe

peaxituy. CBefleHNS TOJDKHBI ObITh KPATKUMU U TOYHBIMU.

Ilo Mepe IIOABIE€HUS HOBBIX CBe,ZLeHPIfI, OCOGEHHO B OTHOLICHUH ,II;eTefI, 9T Pa3feibl

HOZIJIeXKAT PeryIApHOMY OOHOBJIEHHUIO.

5.1. ®apmakosuHaMUYeCKUEe CBOMCTBA

Heobxozymo ykasats:

ko, ATX u dapmakoTepaneBTHYeCKyIO TPYNITy C KCIOIb30BAaHHEM TepPaleBTUIeCKOH
nogrpynnst (2-#1 ypoBenbp ATX-wmaccupuxanmu BO3) Bmecre ¢ 3-M (dpapmakosormyeckas
HOATpYyIIa) nin 4-M (XMMHYecKas HOATPYIINa) YPOBHEM.

Ecmu xog, ATX noka He IpucBOeH, yKa3bIBaeTCs (POPMYJIMPOBKA «IIOKA He IIPHUCBOEH».

Ecmu jrexapcTBeHHBIN IIpemapaT 3aperdMCTpPUPOBAH B KauecTBe OMOaHAJOTUYHOTO
(6ronoZmO6HOTO) JTEKAPCTBEHHOTO IIpeIapara, yKasbIBaeTcsl pOpMYINPOBKa:

«/YKasars (ToproBoe) HammeHOBaHHe] ABITeTCA OHOaHATIOroM (OHOMOZOOGHBIM
TIpernapaTom);

MEXaHU3M JIeMCTBUA (€CIU M3BECTEH);

bapmakosuHaMuyeckue 3pdeKTsr;
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KJIMHUYECKYI0 3 PEeKTUBHOCTD U GE30II1aCHOCTb.

Llemecoobpa3HO IpeACTaBUTh OrpAaHWYEHHBIe CBEEHUA, 3HAYMMBle JJI1 Bpada,
HA3HAYAIOLIETO JIEKAPCTBEHHBIN IIpenapar (HaIlpyMep, OCHOBHBIE Pe3yJIbTAaThl (CTATHCTHYECKU
ZIOCTOBEpPHbIe M KJIMHHYECKH 3HAYMMBble) II0 3apaHee BBIOPAaHHBIM KOHEYHBIM TOYKAM WM
KJIMHUYECKUM HMCXOJaM B OCHOBHBIX HCCJIEJIOBAHUAX), C YKa3aHMEM OCHOBHBIX XapaKTEPUCTHUK
rpymnmsl manueHToB. [lomoGHBIE maHHBIE O KIMHWYECKMX WCCIEJOBAaHUAX [OJDKHBI OBITH
KPaTKUMU, YeTKUMHY, 3HAYVMBIMU U B3BeIIEHHBIMU U JOJDKHBI 0000IIATh Pe3y/IbTaThl OCHOBHBIX
HCCIIeZIOBaHUI, OOOCHOBBIBAIONIINX ITOKA3aHMWE K IpHMeHeHWIo. Bemuuuny sddekToB ciexmyer
ONIKCHIBATh C IIOMOINBIO AOCOJIOTHBIX 3HAYEHUH (OTHOCUTEIbHBIE PUCKU IJIM OTHOIIEHUE

1IaHCcoB 6e3 aGCOIIOTHRIX 3HAYEeHUH IIpeacTaBIATh HE CJIe,ILyeT).

B nckimtounTeIpHBIX CIydasax MU MpeACTaBIeHUH KIWMHUIeCKH 3HAYUMbIX CBeZIleHUI 110
pesysibTaTaM aHaJK3a IOATPYILI MJIM PETPOCIEKTHUBHOIO aHAajIM3a, OTO YKasbIBaeTCA Ha OCHOBE
cOaJIaHCHPOBAHHOTO  IIOAXOAA, YTOOBI OTPa3sUTh OTPAHMYEHHYIO [JOCTOBEPHOCTb  KakK
HIOJIOXKUTEIBHBIX, TAK ¥ OTPULIATEIFHBIX BTOPUYHBIX HAOTIOEHIH.

Jlomyckaercs npezcTapieHue 3HAYUMBIX (PapMaKOTeHeTHYeCKUX CBeIeHUH, IOy YeHHbIX
II0 pe3yJbTaTaM KIMHUYECKUX ucciaefoBaHuil. OHM [JODKHBI BKJIIOYAaTh BCe JIaHHEIE,
CBUJIETEILCTBYIOIIME O Pa3IMyYMAX B II0JIb3€ MJIM PUCKAX B 3aBUCUMOCTH OT OIIpeZeI€HHOIO
reHoTHna Wiv GeHoTHUIIA.

5.1.1. [lern.

HeobxomuMo mpefcTaBUTh pe3ysIbTaThl BceX (apMaKOZMHAMHYECKUX (KIMHUYECKU
3HAYMMBIX) UCCIIeIOBAaHUI U UCCIe0BaHui 5 (HEeKTUBHOCTH, IPOBEJEHHBIX Y JeTeH.

ITo Mmepe moOsBIeHMA HOBBIX CBeJeHUH WH(POPMAIUA IIOAJIEXUT OOHOBIEHUIO.

PEBYJILTEITLI ciaenyer IMpeaCTaB/IITh II0 BO3PACTAM MM 3HAYHMBIM IIOATPYIIIIAM.

Ilpu oxHOBpeMeHHOM HAJIMYMUU JAHHBIX M OTCYTCTBUM YTBEP)KIEHHBIX IIOKa3aHHM K
IIPUMEHEHHIO y JeTell, UX BCeTia CyleflyeT IIpeJICTaBIATh co cchikamu Ha pasgen 4.2 OXJIIT u,
eciu Tpebyercs, Ha paszen 4.3 OXJIIIL.

ITpu mpepncraBieHUM pe3yJIbTAaTOB MCCIENOBAaHUIN OCOOOe BHUMAHUE CIeAyeT yAeIiTbh
BKJIIOYEHHUIO 3HAYMMBIX JAHHBIX IO 0e30ImacHOCTH. Pe3ysbraThl IOMCKOBBIX MCCIIEJOBAHMI
TODKHBI  COZIlep>KaTh OCHOBHBIE KOHEYHBIe TOYKM C OCHOBHBIMH XapaKTepPHCTUKAMH

KCCJIeJOBAHHOM IO LAY 1 UCCIeJOBAHHBIMU JO3aMU.



48

Ecmu cBezeHua u pe3ysibTaThl INOATBEPXKAAIOUIMX MCCIEAOBAHUM JOCTYIIHBI, OHU
JO/DKHBI KaK IIPaBWJIO TIepeKpPhIBaTh M 3aMECTUTh CBeJEHHA M Pe3yJIbTaThl ITOMCKOBBIX
uccnenoBanuii. HeoOXomuMo IpefCTaBUTh i€, IPOJOJDKUTENIBHOCTh, H3yYeHHBIE NO3BI (a
TAaK’Ke HMCIIOJIb30BAHHBII COCTaB, €CJIM OH OTIMYAeTCs OT HAaXOJAIIETOCs B 000pOTe), OCHOBHBIE
XapaKTEPUCTUKHU WCCIENOBAHHOM TONMY/IAUMYM TAIMEHTOB (BKJIIOYAs BO3PAaCT M YUCIIO
IIAI[VEHTOB), a TaKXXe OCHOBHBIE XapPAKTEPHUCTHKU 3apaHee BBIOPAHHBIX KOHEYHBIX TOYEK
He3aBHCHMO OT WX IIOJIOKUTeJIBHOM WIM OTpUIATeIbHOM HampaBieHHOCTH. Eciam maHHBIE

IIpeaCTaBIAIOTCA COMHUTENBHBIMMY, 3TO YKA3bIBACTCA AOIIOJTHUTEIBHO.

Heob6xomyumMo Taxke IIpe[iCTaBUThH Iie/Ib, OCHOBHBIE Ppe3YJIBTaThl U BBIBOJ KaXKAOTO

KIIMHUYECKOI'O MCCJIeJOBaHMA 6e30IIaCHOCTH.

Ecim  ymosmroMoverHbIe OpraHsl IoCyZapCTB-4IEHOB OCBOOOJHIH JIE€KAPCTBEHHBIH
IIperapar oT HeOOXOZHMOCTH KIIHHHYECKHX HCCIE4OBAHHE B MEAHATPHIECKOH IOV IALHH HIH
OT/IOKH/IH HX, HEOOXOZHMO YKa3aTh CIEAYIOIHE QOPMYTHPOBKH.

B OTHOIIEHHH OCBOOOXKAEHHA OT HEOOXOQHMOCTH KIHHHIECKHX HCCIEJOBAHHE BO BCEX
IOATPYIIIAX:

«/HammeHOBaHME YIIOTHOMOYEHHOI'O OpPraHa rocyapCcrBa-4iIeHa/ oCBo60gH/IO OT
00432 HHOCTH IIPEACTABIATS PE3Y/IBTATEI HCCIEZOBAHHH [HaHMEeHOBAHHE TeKapCTBEHHOTO
nperaparaj Bo Bcex MOATPYIIIIaxX JeTeH IPH [COCTOAHHE, COOTBETCTBYIOLIEe PELICHHTO 110
IJIAHY HCCIEZO0BAHHA Y JETEH MO YTBEPKAEHHOMY IIOKa3aHHIO K IpuMeHeHnro/. CM. pazzerr
4.2 OXJIII o npumMeHeHHIO Y feTer»;

B OTHOIIEHHH OT/IOKEHHBIX 00A3aTE/IbCTB, PACIPOCTPAHAIOIHIXCA, 110 MEHBLICH Mepe, Ha
1 mogrpymmy:

«YIorHOMOYeHHbIEe OpraHbI rOCY,4apCTB-LIEHOB OTIOXKHIH 0043aTe/IbCTBO IIPEACTAB/IATD
De3yIbTaThI HCCIEAOBAHHH |HAHMEeHOBAHHE JIEKAPCTBEHHOIO IPENapara] B OFHOH win 60.1ee
IOAIPYIIIax JeTeH IpH [COCTOAHHE, COOTBETCTBYIOLIEE PELICHHIO 110 IJIAHY HCCIEZOBAHHA Y
JeTeH 110 yTBEPKAeHHOMY ITOKa3aHHIO K npumMeHeHu0]. Cu. pazzer 4.2 1o npumeHeHHo y
JeTer»;

B OTHOINEHHH JIEKADCTBEHHBIX IPEIapaToB, 3aperHCTPHPOBAHHBIX II0 IIPOLELyPe

«PErHCTpalHAd HA Y C/IOBHAX» H605X0,Z[HM O YKA3dTh cJIeJyroljee yTBEPp KACHHE.
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«/laHHBII1 IeKapCTBEHHBIH ITpeIapaT 3aperuCTPHPOBAH II0 IIPOLieype «PerucTpalys Ha
YCJIOBUSAX» U IIO HEMY OXXUZAeTCA IIpeCTaBIeHre JOOTHUTEIbHBIX JaHHbIX. [ HanmeHOBaHHe
YIIOJTHOMOYEHHOT'O OpraHa pedepeHTHOrO TocyfapcTBa] Gy/eT IPOBOAUT €XKeTOLHO
9KCIIEpTU3Y HOBBIX CBe/IeHUI 0 Ipemnapare, a garHas OXJIII 6yzeT 06HOBIATECS 1O Mepe
HEOOXOIMMOCTH.»

WIn

«/laHHBII1 JIeKapCTBEHHBIH ITPeIapaT 3aperuCTPUPOBAH II0 «UCKIIOUUTETBHBIM
06CTOATENIBCTBAM» B CBA3H C [peIKUM 3a001eBaHNeM, HAyYHBIMU COOOPaKEHUSAMHY, STHIECKUMU
COOOpa)XxeHUAMM| BCe HeOOXOMMBIe CBeZIeHUA O JAHHOM JIeKapCTBEHHOM IIpeIrapaTe MOIyIUTh
HeBO3MOXHO. [ HanMeHOBaHMe yIIOTHOMOYEHHOTO OpraHa rocyAapcTBa-uieHa) OyZeT IpOBOAUTD
9KCIIePTU3Y HOBBIX CBe/IEHUI, KOTOPBIE MOTYT IIOABJIATHCS eXXeroHo, a farHas OXJIII 6yzer

OGHOBJIATHCA IO Mepe HEOOXOAMMOCTH.»
5.2. PapmakoKuHETHYeCKKEe CBOMCTBA

OmuceiBatoT apMakOKMHeTHYeCKHe CBOMCTBA AeHCTBYIOIIEro BellleCTB, 3HAYMMBbIe [JI1
peKoMeHTyeMOii [103bl 3apeTMCTPUPOBAHHOI TO3UPOBKH U JIeKapCTBeHHOI popMel. Eciu Takue
JAHHBIE OTCYTCTBYIOT, B Ka4eCTBe aJIbTePHATHUBbI MOXKHO ITPe/ICTaBUTh Pe3yJIbTaThl, II0JTyYeHHBIE
B OTHOILIEHUU APYTUX ITyTel BBeleHN, TeKapCTBeHHbIX (POPM MJIH JI03.

HeobxomuMo mpencTaBUTh CpefHME 3HAYeHUA OCHOBHBIX (hapMaKOKMHETHYECKHUX
IIapaMeTpoB ¥ WX BapuabelbHOCT, HAIpPUMep, OMOJOCTYIIHOCTH, KJIMpEHCa U IIepUOZa
IIOJTyBBIBEIEHHUS.

dapmakoKuHeTHYIeCKHUE aCIIeKThI, KOTOPbIe MOXKHO OIIKCATH B JAHHOM paszesie, eCIi OHU
3HAYMMEI, BKJIIOYAIOT B ce6s cefyromee:

obliee BBeZeHMe, CBelEHUA O TOM, SBISAETCA JH JIEKApCTBEHHBIM IIperapar
IIPOJIEKAPCTBOM WJIM €CTh JM y Hero aKTUBHBIE MeTaOOJIUTHI, XMPAJIbHOCTh, PaCTBOPHMOCTS,
CBeJZleHM: O IIOIYJIAIIUHU, Y KOTOPOH ITOTy4eHbl OCHOBHBIE (hapMaKOKMHeTHYeCKHe JaHHbIe U T.
A

o0IIre XapaKTepHCTHKY JeHCTBYIOLIETO BelleCTBa II0CIe IPUMEHEHUs JeKapCTBEHHOTO
IIperapara ¢ COCTaBOM, 3asABJI€HHOIO Ha PeTHCTPALIHIO:

abcopOmusa: moHOTa abcopOIMY, aOCOMIOTHAS U (MJIM) OTHOCHUTENIbHAS OMOOCTYITHOCTS,
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3bdeKT «IIepBUYHOrO IIPOXOXKIEHUA», BpeMsa MOCTIDKEHUA MaKCUMAaJIbHOM IUIa3MeHHON
KOoHIeHTpanu! (Tmax), BIMAHWE MUY, a TAaKXKe B OTHOUIEHWH JIEKAPCTBEHHOTO IIpelrapaTa It
MeCTHOTO ITPIMeHEeHUA — CUCTeMHas GHOZOCTYITHOCTD, BOBJIeYeHIe TPAHCIOPTHBIX O6erkoB. [Ipu
HAJIMYUY JAHHBIX HEOOXOAMMO OTPa3sUTh MECTO abCOpOLMU B XKeTyZOYHO-KHUIIEYHOM TPaKTe

(HOCKOJILKY 9TO MOXKET MMETb 3HA9€HNE IIPH BBEACHNH Y€PE3 30H[, /11 SHTEPATIPHOI'O l'II/ITaHI/IH);

pacrpenesieHue: CBi3b C OelKaM{ IUTa3Mbl, KKYLMICI OOBEM paclpefeneHus Ha
KMJIOTPaMM MacChl TeJIa (HalpuMep, JI/KT), KOHLIEHTPAIlUA B TKAaHAX U (WIN) IUIa3Me, CBeZEeHUA O
MHOTOKaMEpPHOM pacIIpefieIeHUY, BOBJIEYEHUU TPAHCIIOPTHBIX OEIKOB, IIPOHUKHOBEHHE dYepe3

reMaTodHIe(aTIeCKuil 6apbep, IPOHUKHOBEHE Yepe3 IUIAIEHTY U B MOJIOKO;

6uorparchopMany: cTelleHb MeTab0 Ii3Ma, MeTabOIUThI, aKTUBHOCTh META00IUTOB U X
BKJIaJ, B 3QPeKTUBHOCTh ¥ TOKCHUYHOCTH, (PePMEHTHI, yUaCTBYIONUIUE B MeTaboIn3Me, OPTaHbl, B
KOTOPBIX IIPOMCXOZUT MeTaboJIN3M, Ppe3ysIbTaThl MCCIEINOBAHWM B3aUMOAEWCTBUA In1 Vitro,
KOTOpBle CBUZETENBCTBYIOT O CIIOCOOHOCTH COeIVHEHUS WHZAYIUPOBaTh (MHIHOMPOBATH)
MeTaboyeckre GepMeHTH;

JMIMMUHALMA: IepUOAbl  IOJNYBBIBeJeHUA, OO KIMpeHC, MeX- u (W)
BHYTPUHWHIUBUAYaIbHAA BapHaOeIbHOCTh OOLIero KJIMPEHCa, ITyTH BbIBeJeHU HeM3MEeHEeHHOTO
BEIleCTBA M MeTAa0OJMUTOB, BKJIIOYAd OTHOCHUTEIBHBINA BKJIA[ IIEYEHOYHOM M IIOYEYHOH

SJIMMHHAIIVY, BOBJI€IECHNE TPAHCIIOPTHBIX 6e.TIKOB;

JUHEeHHOCTh (HeIMHEHHOCTh) GapMaKOKMHETUKHM [efCTBYIOIIEr0 BellecTBa IIO
OTHOIIEHUIO K Zo3e ¥ (win) BpeMeHU. Eciu dapMakoKkvHeTHKAa HeIUHEIHA IT0 OTHOLIEHHIO K
Zo3e U (M) BpeMeHU, HeOOXOJUMO OTPAa3UTh IPUYUHbI HEeIMHEHTHOCTH.

B aToM xe paszesne ciemyeT IIpHUBeCTH CieAyIOlIVe MJOIOJIHUTE/NbHble 3HAauHMble
CBeJleHUA.

XapaKTepUCTUKH OTJEeNbHBIX TPyIIl CyOBEKTOB WJIM IALMEeHTOB: HM3MEHYHBOCTH B
3aBHCHMOCTH OT TaKUX (PaKTOPOB, KaK BO3PacT, Macca TeJa, IojI, KypeHue, ITOJIMMOpQHU3M I'eHOB,
KOZUPYIOIUX (epMEHTOB MEeTa00IN3Ma, U COITYTCTBYIOIIUX ITATOJIOTMYECKUX COCTOSHUI, TaKIX
KaK II09eyHas HeJOCTaTOYHOCTb, IIeYeHOYHAas HeJOCTaTOYHOCTh (BKJIIOYAst CTeleHb
HapylmeHus). Eciaum BnausHue Ha (PapMaKOKMHETHMKY pacCMaTpHBAeTCs KaK KIMHUYECKU
3HAYMMOe, er0 HeOOXOZMMO OXapaKTepH30BaTh KOJWYECTBEHHO CO CCBUIKAMM Ha paszen 4.2

OXUJIIT (ecmu mpUMeEHUMO);
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(bapMakoKuHeTHYeCKas-PpapMaKOAUHAMIYeCKas 3aBUCUMOCTb;

3aBUCUMOCTD MEX/y 030 (KOHIeHTpaluel, (papMaKOKMHETUYeCKIMH ITapaMeTpaMu) U
adpdexToM (MCTHHHAA KOHEYHAs TOYKA, BAIHAMPOBAHHAs CyppOraTHas KOHeYHas TOYKA WK
He)XeJIaTelbHas PeaKIu);

OIIMICaHVE UCCIIeJOBAHHOM ITOITYJISAIIVH.

5.2.1. [letn.

Heobxomumo 006006muTh  pesysnbraTsl  (papMaKOKMHETHYECKHMX HCCIeIOBaHUN B
Pa3JIMYHBIX BO3PACTHBIX IPyIIax geTeid. MOXHO OTpasuUTh A03bI, IPUBOAAIINE K SKCIO3HIMU
IIperapaTa, CXOXel CO B3POCJIBIMH, eCId 3TO 3HaunMo. Heo6xozmuMo ykasaTh JIeKapCTBEHHYIO
¢dbopMy HCHOTB30BAaHHYIO B (hapMAaKOKMHETHYECKUX WCCIeNOBaHUAX Yy JeTeid. Heobxommmo

YKa3aTh Ha HEOIIPpeAeJI€HHOCTD MMEIOIINXCI JaHHBIX B CIy4d€ HETOCTATOTHOCTH OIIBITA.

5.3. /laHHbIe TOKIMHUYIECKOM 6e30IMacHOCTH

HeO6XO,I[I/IMO IIpeCTaBUTDh BCE€ PE3YJIbTAThI JOKIMHUYIECKHUX I/ICHLITaHPIﬁ, KOTOpbIE€ MOI'YT
OBITH 3HAYNMBI AJI1 Bpa4dd, HA3HAYAIOMIET'O IIpeIldpaT IIpH yCTaHOBJIEHNH HPO(bI/IJIH 6e30I1aCHOCTH
JIEKAPCTBEHHOI'O IIPEIIdpdTd, IIpH IIPUMEHEHNH 110 YTBEPXKAEHHBIM IIOKA3dHWAM K IIPUMEHEHMHIO,

KOTOpBIe He OBLIN BKJIIOYEHSHI B pyrye 3HaunMble paszgesst OXJIIL.

Ecnu pesypraTel ZOKIMHIYECKUX HCCI€OBAHUH He AT NONOTHUTEIBHBIX CBeJeHMI
Bpady, Ha3HAYaIOIeMy JIeKAPCTBEHHBII IIperapar, TO TaKue Pe3yJIbTaThl (KaK IIOJIOXKUTETbHBIE,
TaK U OTPUIATe/IbHbIE) AyOIUPOBaTh He TpeOyeTcs.

Heob6xomumMo KpaTKO OmMcCaTh pe3ysIbTaThl JOKIWMHWYECKUX WCIBITAHUHM C yKazaHHeM
KOJINYECTBEHHBIX XapPaKTEPUCTHUK B COOTBETCTBUU CO CJIEAYIOUIIMY IIPUMEPAMHU:

B JOKJIMHUYECKUX JAHHBIX, ITOJYyYEHHBIX IO pe3yJsbTaTaM CTaHJAPTHBIX MCCJIeNOBAaHUIT
(dapmakosornueckoif  6e30IacHOCTH, TOKCUYHOCTM IIPpY  MHOTOKDAaTHOM  BBeJEHUH,
TeHOTOKCUYHOCTH, KAHIIEPOT€HHOTO IIOTEHIWaJa U PeNpONYyKTHBHOM M OHTOTE€HEeTHYeCKOM
TOKCUYHOCTHU, OCOOBII BpeJ, 1711 YeTOBeKa He BBLIBJIEH;

B JOKJIMHUYECKUX WCCIEIOBAHUAX HAOMIOZATNCHh 3GQEKThl JHMIIb IIPU BO3AEHCTBUU
JIEKApPCTBEHHOTO IIpellapaTta B /033X, CYIIECTBEHHO IIPEBOCXOAAIINX MAKCHUMAJIBHYIO, YTO
ABNILETCS KIIMHUYECKN He3HAYMMBIM;

MMEIOTCA HeXKXejlaTe/IbHbIE PEeaKI M, HE 06Hapy}KEHHBIe B KNIMHUYEeCKHUX MCCIeJOBAHHNAX,
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HO BbISBJIEHHBIE y )KMBOTHBIX IIPY BO3ZEMCTBUH JIEKaPCTBEHHOTO IIperapara B 032X, CXOXKHUX C
Z03aMH¥, IIPUMEHEHHBIMH B KIMHUYECKUX KCCIEJOBAHUAX, YTO MOXKET MMETh KIMHHYECKYIO
3HAYMMOCTb.

Cremyer mpyu HeOOXOAWMOCTH IIPEJCTaBUTh 3HAYMMBIE IS JeTedl pe3yJIbTaThl
TOKIMHUYECKUX UCCIIeJOBAHNMN, BKIIOYAS UCCIeZOBAHMUS, IPOBEeZEHHbIE Y MOJIOZABIX KUBOTHBIX
U TIepy- WIM IOCTHATAJIBHBIX HCCIEIOBAaHUMN C aHAMMU30M UX KIMHHUYECKOM 3HAYMMOCTH, IIOJ,
OT/ZI€/IbHBIM ITOZ3aTOJIOBKOM.

5.3.1. Omenka puckoB as okpyxatomeii cpegst (OPOC)

Cremyer mpeACTaBUTH BBIBOABI OIEHKH PHCKOB JIEKAPCTBEHHOTO IIperapara it

OKpY>Kalolllel Cpefibl, eCJIU 3TO 3HAYMMO, CO CCBUIKOH Ha paszen 6.6 OXJIII.

6. ®apmaneBTrYeCKye CBOMCTBA

6.1. Ilepeuens BcrioMoraTeIbHBIX BEeLIECTB

ITpuBoAuTCSA TEepedyeHb BCeX BCIIOMOTATENIbHBIX BELIECTB (KAUeCTBEHHBIHM COCTaB), Jaxe
€CJI OHU COJIepKaTcA B JIeKAPCTBEHHOM ITpeliapaTe B He3HaUHTeIbHbBIX KOJIMYeCTBaX, Hal[pUMeD,
yepHIIa. bostee mozpo6HbIe CBe/leHIA O BCIIOMOTAaTe/IbHBIX BEleCTBAX, MO/IeKAINX YKa3aHHUIO,
mpuBefieHbl B npmwiokeHuu N° 1 x mHacrosmuM TpeGosanumsam. HeobGxomumo ykasaTb Bce
UHTPEeJVEeHTHl  TPaHCAEPMAJIBHBIX  IUIACTBIpeil  (BKIIOYas  aAT€3UMBHYIO  OCHOBY,

BBICBOOOXKAAIONIYIO TIOAJIOXKKY ¥ HapPY)KHYIO IIEHKY).

He cnemyer BkmOWaTe [eHCTByIOllee BelIeCTBO, OCTAaTOYHBIE IIPUMECH BeIlecCTs,
HCIIOJIB30BAaHHBIX B IIPOM3BOJICTBE TOTOBOTO IIpelapaTa (HAaIpuMep, pPAacTBOPUTENH, TIa3 B
CBOOOZHOM HaJ, IIPeIapaToM IPOCTPAHCTBE M aHTHOMOTUKMU, UCIIOJIB30BAHHbBIE B IIPOU3BOJICTBE
BAKIWH), JIyOPUKAHTHI IIpeBAPUTEIBHO 3aIIOJIHEHHBIX ILINPUIEB M KOMIIOHEHTHI O0O0JIOYeK
KaIlCyJI IIOPOIIKOB I MHTAIALINI, He IpefHa3HauYeHHBIX /I Ip1eMa BHYTPb.

OpHaxko ompeziesieHHbIe OCTATOYHBIE IPUMeCH (HaIIpUMep, IIPUMeCH aHTUOMOTHKOB HIIN
IIPOYMX IIPOTUBOMUKPOOHBIX areHTOB, MCIIOIB30BAHHBIX B IIPOliecce IIPOM3BOJICTBA), U3BECTHEIE
CBOMM aJUIEPTeHHBIM IIOTEHIINAJIOM U CIIOCOOHBIE BBI3BIBATH HEXKEJIATeIbHBIE PEAKIUH, CJIELyeT

ykasaTb B pasgee 4.3 wiu 4.4 OXJIII coorBeTcTBeHHO.
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Jlns BCIIOMOTraTeIBHBIX BELIECTB CIefyeT yKaspiBaTh pekoMmeHnzyemoe MHH, mpu ero
OTCYyTCTBUM — HauMeHOBaHMe, ykazaHHOe B Qapmaxomee Coio3a, IpH €ro OTCYTCTBUU —
HanMeHOBaHUe, yKa3aHHOe B (apMaKoIesX TIOCYJApCTB-WIEHOB, IIPH €ro OTCYTCTBUH —
HavMeHOBaHue coriacHo EBpometickoit ®Papmaxomnee, IpU ero OTCYTCTBUU — OOIIEIPUHSATOE
TPYIIIIMPOBOYHOEe  HauMeHOoBaHWe. He  fomyckaeTcsi — MCIOJIB30BaTh  ITATE€HTOBAHHBIE
HaMeHOBaHUA. KOMIIOHEHTBI CMecH BCIIOMOTATeNbHBIX BEIIECTB CJIefyeT YKa3bIBaTh IIO-
OTZenbHOCTU. ECam TOYHBIN COCTaB BKyCOBOH [J00AaBKM FUIM apOMAaTH3aTOpa 3asBUTEIIIO
HEeW3BeCTeH MM OH JOCTaTOYHO CJIOXKHBIM, €ro JOIyCKaeTcsA yKasaTb B OOIIMX YepTax
(HanpuMmep, «alleIBCHHOBAsA BKyCOBast J00aBKa», «IIUTPycoBas OTAyIuKa»). OmHako ciemyer
BKJIIOUUTH BCe KOMIIOHEHTHI, U3BECTHbIE CBOMM JeHCTBHEM M 3P HEKTOM.

ITocne uHTrpeAMEeHTOB, KOTOPBIE MOTYT A00aBIATHCA I Koppekiuu pH, B ckoOkax
cylemyeT yKasbIBaTh «(1y1a Koppekuuu pH)».

ToproBsle HamMeHOBaHWS MJIM OOlLIeONIMCATe/NbHblE HANMEHOBAaHUA (HAIpHMep,
«4epHUJIa») He CJIeZyeT UCIOIb30BaTh BMECTO OOIIEIIPUHATOr0 HAaUMEHOBAHUA UHTPeUEHTA
WU CMeCH WHTPEJUEHTOB, HO J[JOIIyCKaeTCsA HCIOIb30BaTh BMeCTe C HAWMEHOBAaHUAMU
MHTPEeJUEeHTOB, €CIM TOYHO WU3BECTHO, KaKHe WHTPEeJHEHTHI ONMMCHIBAIOTCA C IIOMOLIBIO

CBOE€TO HAMME€HOBAHM .

XuMudecku MOAMGUIMPOBAHHBIE BCIIOMOTaTeIbHBIE BELIECTBA CJIeLyeT OIKCHIBATH
TaK, YTOOBI He [OIYCTUTh IIyTAaHWUIBI C HEMOAU(DUIIMPOBAHHBIMU aHAJIOTAaMH, HAIPHMep,
«IIpeXXeJIaTUHU3UPOBAaHHBIHN KpaxMaJ».

Ecnn nexapcTBeHHBIM IiperapaT B IlefAX KOHTPOJIS ZIBYDKEHWS, OTCIEXUBAHUA U
ayTeHTU(UKAIUN COJEPKUT CKPBITYI0 METKy, B IlepedeHb BCIIOMOTaTeJIbHBIX BEIECTB
clefyeT BKJIIOYUTH oOliee yka3aHHe «(paKTOp ayTeHTHU(PHUKAIUM», a He HAUMEHOBAaHUE
BCIIOMOTATe/JbHOTO BEINEeCTBAa, €CJAU TOJBKO OHO He HU3BECTHO CBOUM IeWCTBHEM WU
addexTom.

Kaxxzmoe BcriomoraTelbHOe BelleCTBO PeKOMEHIYeTCS YKa3bIBaTh OTAENIbHOM CTPOKOHM.
Ilenecoobpa3HO IEpeYuC/IATs BCIIOMOTATeIbHBIE BEIIECTB B COOTBETCTBUU C PAa3THIHBIMU
YacTAMHM IIpeliapaTa, HaIpUMep, «IAPO — 00O0JIOYKa» TabJIeTKU, «COZepKUMOe — 00O0I0YKa»
Kamcyyasl ¥ T. Z. BcromorarenpHble BelllecTBAa IIPENapaToB, IIPeCTaBIeHHBIX Oosee deMm 1

HEPBI/I‘IHOI;'I (BHYTPeHHefI) YHaKOBKOfI Win copepiKamuecs B ABYXKAMEPHBIX II€PBHUYHBIX



54

(BHYTpeHHMX) YIIaKOBKaX, CJIeflyeT IE€PeYUCIATh Ha IePBUYHYIO (BHYTPEHHIOIO) YIIaKOBKY
WU Ha KaMepy.

AGGpeBHaTyphl BCIIOMOTAaTeNIbHBIX BEIIECTB IlepeyucyiaTh He ciaenxyer. OmHako u3
cooOpakeHWHI OSKOHOMHU MecTa abOpeBHMATypsl BCIIOMOTATeIBHBIX BEIIECTB MOTYT

IIPUCYTCTBOBATh B MAapKUPOBKe IIPH YCJIOBUHM TOTO, YTO OHU pacmudpoBaHsl B paszeine 6.1

OXUIII.
6.2. HecoBmMecTuMOCTD

HeobxommMmo  mpencTaBUTh  CBefieHHMSA O  (QU3MYECKOM MM XUMHYECKOH
HeCOBMEeCTHMOCTH JIeKapCTBEHHOTO IIpelrapaTa C JpYTMMU JeKapCTBeHHBIMU IIpellapaTaMH, C
KOTOPBIMU €CTh BepOSATHOCTh CMENIMBAHUA WJIN OZHOBPEMEHHOTO BBeJleHUA. DTO OCOOEHHO
BOXXHO /A JIEKAPCTBEHHOTO IIpelapaTa, IOJJIEXAaIlero BOCCTAHOBIEHUIO U  (Wim)
pasBeleHUIO Ilepe, ITapeHTepaIbHbIM BBeZeHneM. HeoOX0quMo mepeynciuTh CyuieCTBeHHbIE
IIOCJIeICTBUS B3aUMOZeHcTBUA (Hampumep, copOIMs JeKapCTBEHHOTO IIpellapaTta WX
KOMIIOHEHTOB ITpeIlapaToB B LINIPUIAX, IIEPBUYHBIX yIaKOBKaX IapeHTepaJIbHBIX IIPeIapaToB
60IBIIMX 060BEMOB, 30HAX, BCTPOEHHBIX QUIBTPAxX, HAb0Opax 11 BBeJEHUS U T. [I.).

YKazaHHA O COBMECTHMOCTU IIpelapaTa C APYTMMHU JIeKAPCTBEHHBIMU IIpelrapaTaMH
WIN U3JeNIUIMHU B JAHHOM pasfejie IPUBOAUTH He CJIefyeT, UX BKJIIOYAIOT B paszgen 6.6
OXJIII. VYkazaHuWs OTHOCHUTEIBHO (PapMaKOSOTUYECKOH U XUMHYeCcKo# (pu3udeckoii)
HeCOBMECTHMOCTH C IUIIeH cienyet mpuBoguts B paszeine 4.5 OXJIII. Ecau He npumeHMMO,
yKazprBaeTcs ¢popmyarpoBka: «He mpumernmMo».

B oTHOmeHMM ompezeeHHBIX JeKAPCTBeHHBIX (GOPM, HAIpuMep, NMapeHTepalbHBIX,
clemyeT yKasaTh 1 u3 ciesyomux GopMyIUpPOBOK:

«B cBasm ¢ orcyrcrBHEM HCCIEZOBAHHEH COBMECTHMOCTH, JAHHBIH JI€KAPCTBEHHBIH
IIpernapar He cJIexyeT CMEeIIHBATS C PYTHMH JTeKapCTBeHHBIMH IIPeIapaTaMu».

«/laHHBIF  JIeKapCTBeHHBIH Ipermapar He CIeZyeT CMEIIHBATH C JpPYTHMH

JIEKAPCTBEHHBIMH MPeNapaTaMH, 3a HCKIIOIeHHeM yITOMAHY ThIX B paszeie [6.6 u 12] OXJII».
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6.3. Cpok rogHOCTH (CPOK XpaHeHU)

Cpox romHOCcTM (CPOK XpaHeHHA) HEOOXOZVMO YKas3bIBaTh MJII JIEKapCTBEHHOTO
Iperapara BO BTOPUYHOH (IIOTpeOUTENBCKOH) YIIAaKOBKe, a TaKKe, eCJIM 3HAYMMO, IIOCIIe

Ppa3BeneHHNA, BOCCTAHOBJIIEHUA, UJIN IIOCJIE€ IIEPBOTO BCKPBITHA.

Cpok roguHocTu (CpOK XpaHeHHs) HeOOXOAMMO YKasaTh YETKO C HCIIOJIb30BaHHEM

HaJlJIe)xalneii eJUHUIEI BpeMeHHU.

Ilognexamye BKIIOUEHMWIO YKa3aHUA OTHOCHTEIBHO CpOKa TOZHOCTH (Cpoka
XpaHEeHHUs) TOTOBBIX K IPUMEHEHUIO CTEPUIBHBIX IIPEeIlapaToB IPUBELEHBI B IPUIOKEeHUH NO
6 x HacrosmuMm Tpe6GoBanusam. Eciu B mpu mpoBemeHMU HCCIefOBaHUA IO Pa3paboTKe
BBIABJIEHA HEOOXOAMMOCTh YKa3aHMsI CpOKa TONHOCTH (CpOKa XpaHeHusd) APYTuUx
JIeKapCTBEHHBIX IIPeNlapaToB, FOTOBBIX K IIPUMEHEHHIO, CPOK TOJHOCTH YKa3bIBAIOT M IJII

HUX.

Kpowme Toro, ecnu TpebyeTcs IpUTOTOBIEHHE Pa3IMYHBIX KOHIEHTPAILIU, HAIpUMep,
IJIs IpUMeHeHUs y JeTel, HeoOXOLUMO YKa3aTh Ha GU3NKO-XUMUYECKYIO CTAOMIBHOCTD JJIS
BCETO [Wana3oHa KOHIleHTpauuii, Hanpumep: «(CTabHIBPHOCTS ITOATBEPXKAEHA  JJIA
KOHIJeHTpAI[HH B JHAIA30HE X — Y MI/MJI B TeYeHHe t 9acoB (gHer) npu temmreparype 25 °C u
2-8 °C».

Ecnu mpemapar mokasaH ZeTsSM, HO OTCYTCTBYIOT IIOJXOASIIVE JETCKOMY BO3pPacTy
JeKapcTBeHHas ¢opma u (WMIM) [JO3UPOBKA, OJHAKO MOXXHO IIPUTOTOBUTH IIpenapar
ex tempore W3 HMEIONUETOCS JIEKAPCTBEHHOTO IIpelapara, COOTBETCTBYIOIIHME (DU3UKO-
XUMUYeCKUe [JaHHBIe II0 XPaHEHWIO U CTaOMJIBHOCTH HEOOXOAMMO IIPUBECTH B JaHHOM

paszeste co cchUTKaMu Ha pasgeinst 6.4 u 6.6 OXJIIL.

Ecmm pna megunuHCKUX pabOTHUKOB WJIM TAIIMEHTOB TpeOyeTcsA yKasaHHMe OCOOBIX
BpPEMEHHBIX YCJIOBHH XpaHeHHd, HaIpuMep, B IeaaX aMOyJIaTOPHOTO IIPUMeHeHHU:
(HampuMep, CPOK TOZHOCTH cocTaBigerT 24 Mecama npu Z-8°C, u3 KOTOpBIX 3 MecAla
JOITyCKaeTCA XpaHUTh Ipu TeMmmepaType Hike 25 °C), HeOOXOAMMO /aTh COOTBETCTBYIOIILE
JOIOJIHUTeIbHbIe pekoMeHAanuu. IlomoOHbIe cBeseHMA Bcerja JOKHBI OCHOBBIBATHCA Ha
JTaHHBIX 1O crabmiabHOCTH. Heo6xomuMO yKasaTh peKOMeHZyeMBIH TeMIepaTypHBIN

AUAIId30H W MAKCHMAJbHYIO IIPOJOJIKHUTEJIBHOCTh BPEMEHHOIO XpPdHEHNI. HO,Z[O6HBI€
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PEKOMeHJAllMM MOTYT TaKXKe BKJIIOYAaTh B ceOs CBeleHUA O Mepax, IPUMeHIEeMBIX IIOCJIe
XpaHEHUsA JIEKAapCTBEHHOTO IIpellapaTa BO BpPEMEHHBIX YCJIOBUAX XpaHeHHS (HalpuMmep,
HeMeJlJIeHHOe YHUYTOXeHHe).

He cnexmyer mpepcTaBisTh Takue YKasaHUA, KaK: «DTH JaHHBIE He SABJISIOTCA

PEKOMEHOATUAMMU II0 XPAHEHUIO».

Ecnu B oTHOIIEHUM pa3HBIX IEPBUYHBIX YIIAKOBOK CPOKM TOZHOCTH (CPOKY XpaHEHN)
He pas3JIndYaloTcd, YIIOMUHATh 3TU YIaKOBKM He ciefyeT. IIpuBoguTh ycioBUA XpaHeHU He
clenmyeT, 3a MCKJIIOYeHHeM YCJIOBUM XpaHeHHUS IIOCJe BCKPBITUSA B COOTBETCTBUU C
npunoxenueM Ne 7 x HacroamuM Tpebosanusam. He ciemyer mpescTaBiaTh Takue yKa3aHUS,

Kak «He IIpPUMEHATDH 110 UCTE€IEHUNY CPOKA TOAHOCTH».

Ecnu BMmecTe c JeKapCTBEHHBIM IIpelapaToM IIOCTaBIAETCS H3feIue, Heo0XOLUMO
yKazaThb CPOK TOZHOCTH (CPOK XpaHEeHWs) TOTOBOTO K IIPUMEHEHWIO u3fenus (eciau

IIPUMEHNMO).

6.4. Oco6sle MephI IPeZOCTOPOXKHOCTU IIPU XPaHEHUH

ITpu yxasaHuM Mep IIPeOCTOPOXHOCTU IPU XPaHEHUU CJIeZyeT HCIOJIb30BaTh OLHY
WM HEeCKOJBKO CTaHZAPTHBIX (pas, IPUBEJEHHBIX B IpUIOXKeHHH N° 6 K HaCTOAIIMM
TpeGoBaHuAM, KOTOphle  HEOOXOAMMO  IOIOJHUTH  IOSICHEHHEM  OTHOCHUTEIBHO
YyBCTBUTEJIBHOCTH IIpeliapara K CBeTy U (MJIH) Biare.

B oTHOmleHMM XpaHeHUsS BCKPBITBIX, pasBeJEeHHBIX WJINM BOCCTAHOBJIEHHBIX
CTepUJIBHBIX IIPENIapaToB CIeLyeT CAeaTh CChUIKY Ha paszer 6.3 OXJIIL.

Ecnu Tpebylorcs ocobGble Mepsl IIPEJOCTOPOXKHOCTH IIPM XPaHEHWH, OHU [OJDKHA
cootHOCUThCA Mexxay OXJIII, mapkuposkoii u JIB.

B OXJIIl He ciemyeT BKJIIOYATh IIpefylpexAeHHE O HEOOXOAUMOCTH XpaHEHUS
JIeKapCTBEHHOTO IIpelapaTa B HeJJOCTYIIHOM MJIA JeTel MecTe TaK, YTOOBI OHH He MOTJIH €Tr0o

BUIETD.

6.5. Xapakrep u comep:xkaHue IIePBUYHOMN YIIaKOBKU

HEO6XO,D;I/IMO YKa3dTh IIEPBUYIHYIO (BHYTPQHHIOIO) YIIAKOBKY, HCIIOJIb3Y 51 CTaH,Z];aPTHBIﬁ

tepmuH Papmakonen Coro3a, MaTepual, U3 KOTOPOTO U3TOTOBJIEHA NT€PBUYHAA (BHYTPEHHSIA)
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yIIaKOBKa (HAaIpUMep, «CTeKIAHHbIe (uakoHbl», «[IBX u (w1m) amoMuHuEBbIe GIUCTEPHI»,
«OyTBITKYA U3 TIOJTHMSTUJIEHAa BBICOKON IUIOTHOCTH»), a TaKXe II€PEYHUCIUTh BCe IIpOYUe
KOMITOHEHTHI IIpernapaTa (HallpuMep, UIJa, IOMa30K, MepHas JIOKKA, PAaCIIbLINTENb U3JeTuil
ZJIA WHTAIAIUH, ocymuTens). Heo6XoamMo OACHUTE IpalynpOBKy Ha MEPHBIX H3/eIHAX, a
TaK)Ke OIMCATh INEPBUYHYIO YIIAKOBKY JIOOOTO PpAaCcTBOPHTENH, IIOCTAaBIIEMOTO BMeCTe C
JIeKapCTBeHHBIM IIpemapaToM. M30BITOuHYyIO geTanusanuio (HampuMmep, IIBeT IIPOOKH,
CBOMiCTBa TepMOJIaKa) YKas3bIBaTh KaK IIpaBUIO He ciexyer. IIpu wucmoias3oBaHUM
pa3zeIuTeIbHOTO IIBeTa JJIS Pa3THdeHUs GOpM BBITYCKa ITapeHTepaIbHBIX IIPernapaToB 00

9TOM CJIELYET YKa3dTh B JdHHOM pa3[eJie.

Ecnu npumenmmo, HeoOXOZMMO yKasaTh, 0OJazaeT JH YKyHOpKa IIepBUYHOM

yIaKOBKY (QyHKIIMeH 3alUThI OT BCKPBITUA JeTbMHU.
[Tpumeps! GopMyIMPOBOK, YKa3bIBaeMbIX B JaHHOM pasjeJe:

«Cycrersna o06veMoM [00BeM] MJI B IIpeABAPHTENIPHO 3aII0JIHEHHOM INIIPHIJE
(CTeK/IAHHOM) C YILTOTHHTEJEM (XIOpOYTHIKAYIVK) C HIVIOH HJIH 6€e3 Hee B yIIaKOBKe II0 5

mam 10»;
«byTBIIKH H3 ITOJTHATHIEHA BEICOKOH IIJIOTHOCTH C VKVIOPKOH C QYHKI[HEH 3aIjHTHI
OT BCKPBITHA JE€TEMH H CHIHKAreseM B KavecTse ocymHread. B yrnaxopxax mo 30, 60 wixm 90

Ta6JI€TOK, IIOKPBITEIX IIJIEHOYHOH 000I0YKO».

Heob6xomuMo mepeducIuTh BCe pa3Mepsl YIIAaKOBOK C yKasaHHEM 4YHCJIA eJUHUI,
yucsa o3 (HalpuMmep, s MHOTOZO30BBIX BAaKIIMH, WHTAIITOPOB U T.A.), OOIIEeil MacChl HIN
oObeMa IIepBUYHOH (BHYyTpeHHel) YIAaKOBKH, a TaKXe YHCIO IEepBUYHBIX (BHYTPEHHMX)
YIIaKOBOK BO BTOPUYHOM (IOTpeOHTeNBCKOM) KAapTOHHOH YIakoBKe. Eciu mpumeHHMO,
HeOOXOJUMO ITIPUBECTH CTaHAApPTHOe yKasaHue: «He Bce pasmepsl yIakoBOK MOTYT OBITH
TOCTYIIHBI JJIA PeajU3allii», YTOOBI IIpeIyIIpeIUTh MeJUIIMHCKUX PAOOTHHKOB O TOM, YTO He
BCe IIepevYHC/IeHHbIe pa3Mephl YHNaKOBOK MOTYT OBITh JOCTYIHBI JJIA HAasHAYeHUS WU
OTITyCKa.

YmakoBky, IpefHasHaUYeHHbIe HCKIIOYUTENBHO A TUCTPUOBIOTOPCKHUX Iesel, He
ABJIAIOTCA HOBOHM YIIAaKOBKOHM [JIf peaju3aliuy JIeKapCTBEHHOTO IIpellapara, II09TOMY

BKJIIOYATh UX B JAHHBIH pasfiesl He TpeOyeTcs.
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6.6. Oco6sle MepHI IIPeIOCTOPOKHOCTH IIPY YHUYTOXEHUH HCII0Ib30BAHHOTO
JIeKapCTBEHHOTO ITpeTiapaTa MU OTXOZOB, TOJyYeHHHIX IT0CJIe IIpUMeHeHN JIeKapCTBEHHOTO
IIperapara, ¥ Jpyrue MaHUIIYJIAIUY C TpeIlapaToM

HeobxomyMo mpencTaBUTh WHCTPYKIUM II0 YHHYTOXKEHMIO IIpeliapaTa, ecyIHn

IIPAMEHUMO.

Ecim mmerorcs ocoGble MepsI IIPeIOCTOPOXKHOCTH IIPH PaboTe MIM YHUYTOXEHHUH
IpenaparoB (IUTOTOKCHYECKHEe WIM HEeKOTOpble OHOJOTMYecKHe IIperapaTsl MWIH UX
OTXO/IBI), @ TAK)Ke eCJIM IIPeIapaThl CO/lepKaT KUBbIe OPTaHMU3MBI, UX HeOOXOJMO BKIIOUHTh
B JAHHBIN pasfies, a Takke, eCJIU 3HAYMMO, IPH YHUYTOXEHHUHU ITIpeJMeTOB, BCTYNABIINX B
KOHTAaKT C JIeKAPCTBEHHBIM IIpellapaToM (HalpuMep, IIeJIeHKU FUIM JIOKKHU, MCIOJIb3yeMble
ZJA BBeJeHHA BaKIWH JUIA IIpHeMa BHYTph). Ecim 3HauMMO, HeoOXOZMMO IIpesiCTaBUThH
CCBUIKY Ha 3aKJIOYeHUe II0 OIleHKe PHCKOB Ha OKPYXKAIONIYIO Cpely, OIMCAaHHOW B pasjee
5.3 OXJIIIL.

Ecmu mpumenuMo (HampuMep, B OTHOIIEHMM IIMTOTOKCHYECKUX JIEKapPCTBEHHBIX
IIperapaToB) HeOoOXOAWMO BKJIIOYUTH CJIeAYIONTYI0 CTaHJApTHYIO (GOpMyIupoBKy: «Bech
OCTaBUIMCA JIEKAPCTBEHHBIH IIPeNapaT M OTXOZBI CIeLyeT YHHYTOXXUTh B COOTBETCTBUU C

YCTaHOBJIEHHBIMHY HAITMTOHAJIBHBIM 3dKOHOAATEIBCTBOM Tpe6OBaHI/IHMI/I».

ITpu orcyTcTBuUM OCOOBIX Mep IIO NPUMEHEHHWIO WMIM MHCTPYKIHMH IO paboTe A
pPaGOTHUKA alTeKH U APYTUX MeAUIMHCKUAX PaGOTHUKOB, CIeLyeT IIPUBECTU CTAaHAAPTHYIO
bopmymupoBKy: «Ocobbie TpeOGOBaHUA OTCYTCTBYIOT».

[IpuBomAT BCe peKOMEHZALMM, HEeOOXOAWMbIe IS IIPAaBHJIBHOTO IIPUTOTOBJIEHUS
ollpefieJIeHHBIX IIpelaparoB (HAIpUMep, IIUTOTOKCHYECKHEe JIeKapCTBEHHbIe IIpelaparsl U
HEKOTOpble OMOJIOTUYeCKUe TIpenapartsl, U (WIK) HeOOXOLUMbIe IJIs 3alUThI JIUII, BKIIOYas
poOAUTeNeNl U YXWKUBAOIUX JIUI, 3aHUMAIOWIUXCSA IPHUTOTOBJIEHMWEM IIpelapara MIX
paboTaIOMUX C HUM.

B pasmen 4.2 OXJIII Heo6xonuMO BKJIIOYHTh WHCTPYKUMM JJIA Bpada, NPOYUX
MeJUIIMHCKUX PaOOTHMKOB U IAI[UEeHTOB IO paboTe ¢ IIperapaToM, a TakKe oOlIue CBefleHus
O BBeJIeHUM Iipelapara (IIpH BBeJeHUU NAllMeHTaMU WIM MEJUIIMHCKUMM pabOTHHUKAMU).
Ecnu TpeGylorcs WHCTPYKIMK II0 TpuMeHeHHIO (paboTe) C 1eabl0 IIPUTOTOBIEHUS

JIEKapCTBEHHOI'O IIp€IlapaTa IIepe€l, BBeAEHMNEM, HAIIpUMEDP, IIPpHU HeO6XO,I[I/IMOCTI/I €ero
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CYCIHeHAWPOBAaHUA WU Pa3BefleHUs, 3TH CBeJeHHA HeOOXOZMMO IIPeICTaBUTh B JAaHHOM
paszmene. Jlna obecmedenus syumero moHuManus pasgen 4.2 OXJIII moxer comepikaTh
IIepeKpecTHYIO CCBIIKY Ha COOTBeTCTByIomyio wuHbopmauuio B pasgere 6.6 OXIJIII,
HaIIpuMep, «MHCTPYKIIMK IIO pa3Be/leHUIO IIpeliapaTa Ilepe], BBeJeHHeM IIpe/iCTaBJIeHBI B
paszeie 6.6 OXJIII».

B pamHOM pasgesme peKOMeHIyeTCs IPHBOAUTH JIUIIb CBeJEeHHA, HeOOXOLUMBIe
PabOTHUKY anTeKHd U APYTHM MeJUIIMHCKUM PabOTHHMKAM JJIS ITPUTOTOBIEHHUA IIperapaTa
nepes BBefleHUEM IIallFeHTY.

CBesmeHna O IPHUTOTOBJIEHUHU JIEKAPCTBEHHOTO IIpellapaTa (HaIpHMep, CYCHeH3UHU
IIOPOIIKA /11 MHBEKIUI WK IPUTOTOBIEHUN Pa3BefleHUs) ClefyeT BKIIOUUTH B paszen 6.6
OXJIIT He3aBHUCHUMO OT TOTO, KTO TOTOBUT IIpemapaT (HampuMmep, pabOTHUK aITeKu, Bpad,
ApyTHe MeIUIMHCKHe PAaOOTHUKM, NAIMeHT, POAUTENTN WIM yXaXuBaioliue juna). Ecan
IpenapaTr IOJJIEXKUT BOCCTAHOBIEHUIO, HEOOXOAVMMO OIKCATh ero BHENUIHWH BHJ, IIOCIe

BOCCTAHOBJIEHH .

B AdHHOM Ppa3fiejie MOXHO IIpHUBECTH YKd3dHHA OTHOCHTEJIBHO COBMECTHMOCTH
IIperniapaTta ¢ ApyTrUMH JIE€KAPCTBEHHBIMHU IIpE€IldpaTaMH 1 M3AEeJIUAMHA IIPH YCIIOBUH HATHMIHA

B PeTHCTPAIlMOHHOM JOChe JIeKApCTBEHHOTO IIperapaTa COOTBeTCTBYIOIIUX JaHHBIX.

B wuckmrouuTenbHBIX ClydadX, eCIM IIpemapar IIOKa3aH /JeTAM M HeBO3MOXXHO
paspaboraTh JIeKapCTBEHHYIO (GOpMy, IOAXOAAMYI0 JAeTAM (4TO  IOATBEPXKIEHO
COOTBETCTBYIOIIVMY HayYHBIMU OOOCHOBAaHHUAMMU), CBeJIeHUA O MIPUTOTOBIEHUH IIperapara ex
tempore ciefyeT IPUBECTH IIOJ, IOA3aT0JIOBKOM «/IpHMeHeHHe y JeTer» CO CChUIKON Ha
paszen 4.2 OXJIII. Heo6xogumo mpescTaBUTh MOLPOOHBIE MHCTPYKIIUU IO IIPUTOTOBIEHHIO
IpeIiapaTa ex tempore U3 IOAXodAllell «B3pocIoi» UIU JPYyroi «IeTCKoi (GopMbl A1 JeTeit
cTapiIeii BO3paCTHON TPYIIIIBI» JIeKAPCTBEHHOM (GOPMEL, a TaKKe JOIOTHUTEeIbHbIe CBeJleHUs
O Ipemaparax ex fempore pIjid NPUMEHEHHA y MAJIeHBKMX JeTell M, €CJIM IPUMEeHHMO,
MaKCHMaJIbHOE BpeMsA XpaHeHMSA TaKMX IIPelapaToB, KOTJa OHH COOTBETCTBYIOT CBOMM

crrenpUKaIUAM.

Oco6ble MepbI IIPefOCTOPOXKHOCTH IIpU paboTe C IIperapaToM CieAyeT yKas3aTh B

paszeie 4.4 OXJIIL.
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CBeseHH O PpHCKax BCIEICTBHE BO3JEHCTBUA Ha paboyeM MecTe HeOOXOAMMO
IIPUBOJUTH B AAHHOM pasziene co cchlukoil Ha pasgen 4.4 wmim 4.8 OXJIII, ecau B arux

pa3zmesaXx UMEIOTCA COOTBETCTBYIOIIIE€ CBEAECHMA.

7. [lepxaTeb peTUCTPALIIOHHOTO YIOCTOBEPEeHUI

B mamHOM pa3zesne yKasbIBalOTCA HAWMEHOBAaHME U IIOCTOSHHBIM afpec WIH
3apeTUCTPUPOBAaHHOE MeCTO BeJeHHUsd [eATeIbHOCTH JepKaTelsd PeTUCTPalMOHHOIO
yzocroBepeHud. JlomyckaeTcsa ykazaTb HoMep TenedoHa, dakca HIM ajpec dIeKTPOHHON
nouTsl (HO He caiiTa B MHGOPMAlMOHHO-TeJIeKOMMYHUKALMOHHOH cetu «VHTepHeT» mMin

BHeKTPOHHOfI IIOYTBHI, CBHBBIBE[IO]HEIL/.ICE[ C YKa3aHHbIM CafITOM).

7.1. IlpencraBuTens JepkaTess PeTHCTPALMOHHOTO YZOCTOBEpPeHMUA HA TePPUTOPUH
Coro3a.

HeobGxomumo ykazaTh HauMeHOBaHMe U opugudeckuil (dpakTudeckuii) agpec,
TeedOH M ajpec 3JIeKTPOHHON IIOUYTHI IIpeJCTaBUTENA JepxaTejld PerucTPallMOHHOTO
yZocToBepeHUs (HO He caiiTa B MHGOPMAIlMOHHO-TeJIeKOMMYHHUKAIIMOHHOMH ceTH «/HTepHeT»
WIN DJIeKTPOHHOI IIOYTHI, CBS3BIBAIOIIEHCS C yKa3aHHBIM CaiiToM). BO3MOXXHO ZOIIONTHUTH
ykazaHueM, «lIpereHsuu mnoTpebuTenell cieLyeT HAIpPaBiIATh IO afpecy [yKasbIBaeTCs

azpec], TenedoH [yKasbpiBaeTcs TenedoH |».

8. Homep perucTpammuoHHOTO yIOCTOBEpEeHU

Pazgen, 3amosHAeMBINf YIOMHOMOYEHHBIM OpPraHOM TOCYZApCTBa-uleHa WJIN
ZepxaTejeM PeruCTPAIlMOHHOTO Y/JOCTOBEPeHMs IIOCIe PEeTHCTPAllii B COOTBETCTBUU C
IIpaBUJIAMU PETUCTPAllUM U OKCIEPTU3bl JIEKAPCTBEHHBIX CPeJCTB MJII MeAUIMHCKOTO

IIpPUMEHEHMN, YTBEPXKIdEMbIMHA Komuccueii.

9. JlaTa IepBUYHOMN PeruCTpanuy (IIOATBEPXKAEHUS PETUCTPALINH, IIePePETUCTPALIIIH)

Pazmen, 3zamosHAeMBIN yIIOTHOMOYEHHBIM OpPraHOM TOCyJapCTBa-uyjeHa WIN
Jep>KaTeeM PerCTPalliOHHOTO yZOCTOBEpeHMA IOCIe PeTUCTPAlluK WIN IOATBepKAeHUI
perucrpanuu (mepeperucrpanuu). JlaTy nmepBUYHON PeTHCTPALUH, U ATy IOATBEPKIEHUI

perucTpaunyu (IepeperucTpalyn) ciefyeT yKasbBaTh B cIefyomeM popmare:
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«/laTa mepBu4HON perucrpanuu: 3 ampens 1985 r.

[laTa mocnenHero noaTBepkAeHus peructpanuu (nepepeructpanyu): 3 anpesns 2000 r.»

10. JlaTa mepecmoTpa TeKcTa

ITpu mepBUYHOI perucTpalii He 3aII0JIHAeTCA.

B oTHOmeHMM JeKapCTBEHHBIX IIpenapaToB, II0 KOTOPHIM YIIOJTHOMOYEHHBIMH
OpraHaM{ TOCYAApCTB-YJIEHOB OBLIN YTBEPXKAEHBI HM3MEHEHHSA PETHCTPALOHHOTIO IOChe,
yKasbIBaeTCs JaTa Of00peHHs IIOCHeZHEero M3MeHeHHd, HallpuMep, IOocjlefHee pelleHHe O
BHeceHnn wusMeHeHn# B OXJIIl, miam pgara peanusanyy CpPOYHOTO OTPaHUYEHHS IIO
6e3011aCHOCTH, WIX JaTa yBeJOMJIEHNI O BHeCEHUU M3MeHeHui tuma IB B perucrpanuonHoe

Zoche JIeKapCTBEHHOTO IIpeTrapaTa.

Paszen 3amonHsAeTcA yIIOTHOMOYEHHBIM OPraHOM TOCyZapCTBa-dieHa NP BHECEHUU
CBeZleHWHl O JIeKapCTBEHHOM IIperapaTe B eJUHBIM peecTp 3aperuCTpPUPOBAHHBIX
nexapcTBeHHBIX cpezncTB Coioza U (MiM) AepikaTeleM PeruCTPallOHHOTO yJOCTOBEPeHHUS B

momeHT nevatu OXJIII.

11. JlosumeTtpus (eciu IPUMEHNMO)

B oTHOmMeHMYU pasrodapManeBTUYECKHX IIPEIIapaToB B JAHHOM pasfiesie HeoOX0LuMO
yKazaTh IIOJIHBIe JaHHBIe O BHYTpPeHHell paJuallMOHHOI JosuMeTpuu. B oTHomenum Bcex

OCTaJIBHBIX ITPEIIapaTOB ,ILaHHBIfI pa3zei ciaenyeTr UCKII09IUTD.

12. HCTPYyKIIKA IO IIPUTOTOBIEHUIO pafirnodapMalleBTUIeCKIX IIpenapaToB (3al0IHIeTCs
IIpU HEOOXOLUMOCTH)

B oTHOMeEHNM pasuodapMaleBTUIeCKUX IIPellapaToB COCTABIAIOTCA JONOJIHUTEIbHbIE
HOAPOOHBIE MHCTPYKUWM II0 IPUTOTOBIEHUIO €X lempore Y KOHTPOJIO KadecTBa
IPUTOTOBJIEHHOTO IIpelapaTa C yKa3aHWeM IIPH HeoOXOJWMOCTH MaKCHMAaJIbHOTO BpeMeHHU
XpaHeHHsd, B TeUeHHe KOTOPOTO JI000# IIpOMeXyTOYHBIH IIperapar (HallpuMep, 3JII0aT HJIN
TOTOBBII K IPUMEHEHUIO pasuodapMalieBTUYeCKUi Ipemapar) 6yZeT COOTBETCTBOBATh CBOUM
crnenuUKaIUAM.

Heo6xomuMo Taxe IIpeACTaBUTH CIIEIUAJIbHBIE WHCTPYKIUM II0 YHHUYTOXKEHHIO

IepBUYHBIX YIIAKOBOK M OCTaBIIerocs mpemapara. /lomyckaeTca ncronb3oBaHue caemyomei
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dopmynupoBku: «Ob6mas  xapakTEpHCTHKA  JIEKAPCTBEHHOrO  Iperapara  [TOpropoe
HaHMeHOBaHHe ]| JOCTYITHA Ha OQHI[HAIPHOM CaHTe YIIOTHOMOYEHHOTrO OpraHa IoCyZapCTBa-
YIeHa B HHQOpMAIHOHHO-TETEKOMMYHHKAHOHHOH  cetm  «MHTeprer»  [cadT

ymorHOMOYeHHOro oprana/, u (urm) Corosa [cadt Coro3ah.



[MPUJIOKEHHUE Ne 1

K Tpe6OBaHUAM K HHCTPYKIHUH II0 MeJUIMHCKOMY IPHMEHEHUIO
JIeKapCTBEHHOTO ITperiapara 1 oblneil XapaKTepUCTHUKe JIeKapCTBEHHOTO

IIpeliapaTta AJid MeJUIHUHCKOTO IIPUMEHEHN A

ITEPEYEHD

BCIIOMOTI'aTE€JIbPHBIX BEIIECTB 1 CBe,Z[eHHfI, YKa3bIBa€MBIX B 06111;61‘;1 XapaKTEPHUCTHUKE JIEKAPCTBEHHOTIO IIpETIapara, HMHCTPYKIIHH 110 MEAHUITTHCKOMY
IIPpUMEHEHUWIO JIEKAaPDCTBEHHOTO IIpEeIIapaTra (JII/ICTKe-BKJIaf.[I:I]J.Ie)

Ne HaumenoBauue ITyTs BBemeHUA ITpepenproe CBepeHns, KOTOpBIE ZODKHBI KommenTapum
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCITOMOTaTeIbHOTO OXJIIT?
Bell[eCTBa

1. A3soxpacurenu: IIepOpaIbHbIN * MOJKeT BBI3BIBAaTh E102, E110, E122

1) raprpasun E102; aJUleprudecKue peaKkIuu 3aIIpeleHbl K

2) xenrsri 3akat (FCF) E110; IIPUMEHEHUIO B

3) asopy6uH, kapmyasux E122; JIeKapCTBEHHBIX

4) morco 4R (mynmoss1ii 4R), Ipemnaparax s JeTei

KolreHW1h KpacHasa A E124;
5) 6puinuanToBHIi wepHBIi BN,
vyepusrii PN E151

2. AI'IPOTI/IHI/IH MEeCTHBIH MO2XKET BBI3BIBATH II0ZT MECTHBIM ITyTEM
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HauvMenosauue

IlyTs BBefleHMA

ITpenensHoe
cofiep>kaHue
BCIIOMOTaTeIbHOTO
BeIecTBa

CeepmeHns, KOTOpbIE JOLKHBI
ObITE yKasaHsl B JIB' u
OXJIII2

KommenTapum

4.

5.

ApaxmcoBoe Macio

Acmapram E951

Bensankonus xmopup,

BCe

IIepOPaIbHbIN

odTaapMO-
JIOTUYeCcKue
JIeKapCTBEHHbIE

dbopmeI

THUIIEpYYBCTBUTE/IPHOCTD
HNJIN TAXKEJIbIe
AJUIEpTUYECKNE peaKI U

JIeKapCTBEHHBIH ITperapaT
(yxasaTh Ha3BaHUE)
COZIepKUT apaxucoBoe
Macio. Eciu y Bac annmeprus
Ha apaxuc U Coo, He
IIpUMeHANTe dTOT
JIeKapCTBEHHBIH ITperapaT

COZIePKUT UCTOYHUK
denunananvruaa. Moxer
OKa3aThCs BPeJHBIM JIJI
mozeii ¢ peHMIKeTOHYpUei

MOXXeT pasApakaTh IJ1asa.
W36eraiiTe KOHTaKTa C
MATKAMHU KOHTaKTHBIMU
JIMH3aMH.

BBeJIeHVS TOHUMAeTCsI
HaHeCeHMe Ha yYaCTKH,
CBsI3aHHBIE C
KpoBoOOpalieHreM
(HampuMep, paHsI,
IIOJIOCTH OpPraHK3Ma U T.
z.)

OYHIIEHHOE apaXHCOBOe
MacJjIo MOXeT COZepKaTh
6esok apaxuca. CraTps
®apwmaxormen Coroza He
COZIEP)KUT UCIIBITAaHUS Ha
OCTaTOYHBIH GeJIOK.

B OXJIII BHOCHTCA
IIPOTUBOIIOKA3aHIe
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HauvMenosauue

IlyTs BBefleHMA IIpemensHoE
cofiep>kaHue
BCIIOMOTaTeIbHOTO

BelecTBa

CeepmeHns, KOTOpbIE JOLKHBI
ObITE yKasaHsl B JIB' u
OXJIII2

KommenTapum

6.

BewnsumoBsrit ciupT

MEeCTHBIN

WHTAJIAITUOHHBIA 10 mxr B 1 mose

IapeHTepaJbHbIN IIPH JI03€ MeHee

90 mr/xr/cyT

IIpH Z03e
90 mr/xr/cyT
u Gosee

[Tepen mpumeHeHHEM
CHUMMUTE KOHTAKTHBIE JTMH3bI
U He paHee, yeM depe3 15
MUHYT HaJleHbTe UX
oGpaTHO.

Mo:keT U3MEeHSTh IIBET
MSITKMX KOHTAKTHBIX JINH3

paszpakuTesb, MOXKET
BBI3BIBATh KOXKHBIE PEAKITUN

MO>KET BBI3BIBATh
6poHxO0CIasM

IIPOTHBOIIOKA3aH
HeTOHOIIEHHBIM U
HOBODOXXZE€HHBIM.

Mo:xeT BBI3BIBATH
TOKCUYECKHUEe U
aHapUIAKTOUIHBIE PEaKIIUN
y MJIaZIeHIIeB U feTeit 10 3
JIeT

IIPOTHUBOIIOKA3aH
HeJJOHOLIeHHBIM U
HOBOPOX/IeHHBIM.
HM3-3a prucka cMepTeIbHBIX

B JIB 1 OXJIIT
HEeoOXOIMMO YKa3aTh
KOJIMYECTBO GEH3UIOBOTO
CIIMpTa B MT Ha <00BeM>

B JIB u OXJIIT HeoGxomumo
yKa3aTh KOJIUIECTBO
0eH3MJIOBOTO CITHPTA B MT Ha
00BEM ZTO3BI
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HauvMenosauue

IlyTs BBefleHMA

ITpenensHoe
cofiep>kaHue
BCIIOMOTaTeIbHOTO
BeIecTBa

CeepmeHns, KOTOpbIE JOLKHBI
ObITE yKasaHsl B JIB' u
OXJIII2

KommenTapum

Bbpononon

Byrunrugpoxcuanuson E320

Byrunrugpoxcuroryor E321

MECTHBIN

MeCTHBIN

MeCTHBIN

TOKCHYECKUX PeaKIHi Ipu
BBeIeHUM OEH3HIOBOTO
CIIMpTa B ZI03€,
npesbrmatomei 90 mr/kr/cyr,
JaHHBIN IIperapaT HeJlb3s
IPUMEHATH Y MJIQZIeHIIEB U
Iereli Miuazure 3 et

MO>KET BBI3BIBATh MECTHBIE
KO>KHBIE PeaKIuu
(HapuMep, KOHTaKTHBII
ZepMaTHT)

MOJKeT BBI3bIBATh MECTHBIE
KOJKHBIE PeaKI[uu
(HanmpuMep, KOHTAKTHBIH
IepMaTHT) U pa3fpakeHue
TJIa3 WJIN CIU3UCTBIX
o6osi0ueK

MOXKeT BBI3BIBATH MECTHEIE
KO)KHBIE PeaKIuu
(HampuMep, KOHTaKTHBII
ZIepMaTHUT), WIN
pasgpakeHue IJ1a3 WK
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Ne Haumenosaume ITyTs BBemeHMS ITpenmensHOe CBegneHms, KOTOphIe JODKHBI KommenTapuu
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIBHOTO OXIJIIT?
BelecTBa
CJIM3UCTHIX 000I0UEK
10.  Tamaxro3a ITapeHTepaJIbHBIH * ecu y Bac g OXJIIL: marmenTam ¢
HeIlepeHOCUMOCTb PEeAKO BCTpevaroueics
HEKOTOPBIX CaXapoB, HaCJIeICTBEHHOM
06GpaTUTEeCH K JIedaleMy HEIIePeHOCHMOCTHIO
Bpayy Iepez IpHeMOM raJIaKTO3bl, Hal[puMep,
IAHHOTO JIEKaPCTBEHHOTO rajlaKTo3eMueit, He
Ipemapara cylefyeT MPpUHUMATh STOT
mpernapar
IIepOPAIbHBIN * eCJIN y Bac mnst OXJIIT: marmenTam ¢
HeIIepeHOCUMOCTh PeZKO BCTpedaromeics
HEKOTOPBIX CaXapoB, HaCJIeICTBEHHOM
06paTUTEeCH K JIedaleMy HEIIePeHOCHMOCTHIO
Bpady Iepe IpHeMOM rajIaKTO3bI, HAaI[pUMeD,
ZTAHHOTO JIEKaPCTBEHHOTO raJIaKTO3eMUeH HIN
mpemnapara IJTIOKO30-TaJIaKTO3HOM
MasbabcopOiiyeit, He
cyleZyeT MIpUHUMATh STOT
IIperapar
IIepOPaIbHBIN U 5r COZIEPYKHUT «X» T TAJIAKTO3BI

IIapeHTepaJIbHbIA

Ha 103y, YTO HeOOXO MO
YUUTHIBATH MAIIEHTAM C
CaxapHBIM ArabeToM
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HauvMenosauue

IlyTs BBefleHMA

ITpenensHoe
cofiep>kaHue
BCIIOMOTaTeIbHOTO
BeIecTBa

CeepmeHns, KOTOpbIE JOLKHBI
ObITE yKasaHsl B JIB' u
OXJIII2

KommenTapum

11.

12.

13.

l'emapu (B KauecTBe
BCIIOMOTaTeIbHOTO BEIeCTBa)

I'munepun

I';mroxo3a

IIapeHTepaJIbHBIA

IIepOPAIbHBIN

PeKTaJbHbBIN

IIepOpaIbHbIN

*

10 mr B 1 mose

MOXXeT BBI3BIBATh
aJIeprudYecKye peakIuu 1
YMEHBIIATh YUCJIO KPOBIHBIX
KJIETOK, YTO MOJKET
CKa3aThCSA HA CHCTEME
CBEpTHIBAHUA KPOBH.
[TamuenTam c
IepeHeCeHHBIMU
aJJIeprUYeCKUIMU
peakuusaMHU Ha TellapuH
crenyet u3beraTh
IIPUMeHEeHU IIpeIaparTos,
COoJiep>KallyX rellapuH

MOXKET BbI3bIBATH I'OJIOBHYIO
60JIb, PaCCTPOHCTBO XKeIyLKa
1 auapeio (II0HOC)

MOXKET OKa3bIBaTh C1aboe
cabuTeNbHOE JeiiCcTBIe

€CJIH Bpay COOOILIIL, YTO Y
BaC HEIepeHOCUMOCTh
HEKOTOPbIX CaXapoB.,
0o6paTHUTeCH K JIedaleMy
Bpayy Iiepez, IpHeMoM

s OXJIII: mamyenTam ¢
PeAKO BCTpevaroueiics
TJIFOKO30-TaJIaKTO3HO#
MasbabcopOnyeis He
cylefyeT MPpUHUMATh STOT
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Ne Haumenosaume ITyTs BBemeHMS ITpenmensHOe CBegneHms, KOTOphIe JODKHBI KommenTapuu
cofiepXaHHe ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIBHOTO OXIJIIT?
BelecTBa
ZTAHHOTO JIEKAPCTBEHHOTO Ipermapar
IpemnapaTta
IIepOPaIbHBIN U 5r COZEPKUT «X» T TJIFOKO3BI Ha

IapeHTepaJIbHbIN

PaCTBOPBI I
IpueMa BHYTpb

cocaTeIbHBIe
’KeBaTeJIbHbIe
TabIeTKN
14.  JTumermncymbpOoKCUZ, MeCTHBIH *
15.  Kammit IapeHTepaTbHbIH Kausg MeHee

1 Mmonp B
pasoBoii 103e

Z03y, 9TO HEOOXOIMO
YYUTHIBATH MAIEHTAM C
caxapHbIM ArabeToM

MOXKeET IIOBPpELUTDH 3}76131

MOXKET pa3ApaKdTh KOXKY

JTAHHBIH IIperapar CoOTepKUT
Kanui, MmeHee 1 MMOJIb

(39 mr) Ha ... (yKa3aTb m03Y),
TO €CTb IIO CYTH «He
COZEPKUT KaIus»

CBeJleHus ClelyeT
BKJIIOYATh, TOJIBKO €CJIN
JIeKapCTBEHHBIH IIperapar
IIpeHa3HavYeH [
JJIATEIEHOTO
IIpMMeHeHHUs, Hallpumep,
2 "Hemenu u bosee

CBeJIeHUA OTHOCATCSI K
IIOpOT'Y, PaCCIUTAHHOMY
110 00IIeMy COZlep>KaHHIO
KaJIUs B JIEKAPCTBEHHOM
IIpemnapare.

Ocob6eHHO BaXXHO
OCBEIOMUTH
Ha3HAYAIOIUX IIpeIapaT
JIUIL ¥ YBEPUTH POAUTEIEI
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HauvMenosauue

IlyTs BBefleHMA

ITpenensHoe
cofiep>kaHue
BCIIOMOTaTeIbHOTO
BeIecTBa

CeepmeHns, KOTOpbIE JOLKHBI
ObITE yKasaHsl B JIB' u
OXJIII2

KommenTapum

16.

Kucora Gensoiiuas v 6eH30aTHI;

1) xucnora G6ensoiinas E210
2) HaTpus Gensoar E211
3) xamusa 6ensoar E212

IIapeHTepaJIbHbIN,
IIepOpaIbHbIN

BHYTPHUBEHHBIN

MeCTHBIN

IIapeHTepaJIbHbIA

kanug 1 Mmmoss u
6ostee B pa3oBoit
Zose

30 MmMoB/ 1T

JAHHBIN IIperapaT COAEePKUT
«X» MOJIb (VJTH «y» MT) KaJIus
Ha ... (yKasaTs Jo3y).
Heob6xomuMo yIuTHIBaTh
HaIreHTaM CO CHUKeHHOM’
byHKIMel ToYeK U
HalYeHTaM, HaXOZAUIMCS
Ha JFeTe C OTpaHNYeHUeM
MOCTYILJIEHUA KA

MO>KEeT BHI3bIBATH
0O0JIe3HEHHOCTh B MeCTe
BBEJICHUS

c1abo paszppakaeT KoKy,
TJ1a3a ¥ CIN3UCTHIe
000JIOYKH.

c1abo paszpakaeT KOxy,
IJ1a3a ¥ CJIM3UCTHIE
o6osouku. Moxxer
ITIOBBIIIATH PI/ICK PaSBI/ITI/I}I

B HU3KOM COJIep>KaHUU
KaIud B IIperaparax,
IIPUMEHAEMBIX B IeTCKUX
Z03ax
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Ne Haumenosanue ITyTs BBemeHMS ITpenensHoe CBepieHns, KOTOpBIe JODKHBI KommenTapum
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIbHOTO OXJIIT?
BeIecTBa
XKEJITYXU Y HOBOPOXKJEHHBIX
17.  Kucnora cop6uHOBas U ee COIU MeCTHBIN * MOXKeT BbI3BIBaTh MeCTHBIE
KOXKHBIE peaKIuu
(HapuMep, KOHTaKTHBII
ZepMaTuT)
18.  Kcmmmron IIepOPaIbHEIH 10r MO>KeT OKa3bIBaTh
c1abuTeIpHOE EHCTBHE.
Kcunuron copepxur 2,4
KKaJI/T IIpelapara
19.  Jlakrur E966 IIepOpaIbHbIN * ecyIu y Bac s OXJIIL: mamuenTam ¢
HeIlepeHOCUMOCTh peZKo BCTpeyvaromeics
HEKOTOPBIX CaXapoB, HaCJIeICTBEHHOMH
06paTUTECH K JIedaleMy HEIIePeHOCHMOCTHIO
Bpauy Iiepen IpreMoM bPYKTO3BL,
TAHHOTO JIEKAaPCTBEHHOTO HeIIePeHOCHMOCTBIO
IIperapara raJIaKTO3HI,
raJlaKTO3eMUeN MJIN
IJIIOKO30-TaJIaKTO3HOM
MasbabcopOuueil He
cyleZyeT MPUHUMATh STOT
IIperapar
10r MOXKeT OKa3bIBaTh CIaboe

cabuTeIbHOe IeHCTBHE.
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Haumenosanue ITyTs BBemeHMS ITpenmensHOe CBegneHms, KOTOphIe JODKHBI KommenTapuu
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIbHOTO OXJIIT?
BeIIeCTBa
Jlaxtut cogepsxur 2,1 xxasu/r
IpemapaTta
JlakTo3za ITepOpaIbHbIN * ecJIu y Bac s OXJIIL: mammenTam ¢
HeIIepeHOCUMOCTh peZKO BCTpedaromeics
HEKOTOPBIX CaXapoB, HaCJIe[CTBEHHOM
06paTUTEeCH K JIedaleMy HEIIePeHOCHMOCTHIO
Bpady Iepez IpHeMOM rajIaKTo3bI, JeUIITOM
ZTAHHOTO JIEKAPCTBEHHOTO JIAKTas3bl JIONapei win
mpemnapara TJIFOKO30-TaJIaKTO3HO#
MasbabcopOnyeis He
ceZyeT IPUHUMATh STOT
Iperapar
5t COZIEPIKUT X T JIAKTO3HI (X/2 T
TJIFOKO3BI M X/2 T TaIaKTO3bI)
Ha 103y, YTO HeOOXOAUMO
YUUTHIBATH MAIIEHTAM C
caxapHBIM fuabeToM
JlanonmH (mepcTaHO# XKup) MeCTHBIN * MOXKET BbI3BIBATH MECTHBIE
KO)KHBIE PeaKIun
(HammpuMep, KOHTaKTHBIH
IepMaTuT)
JlaTexc, BCE * KOHTeHHep JaHHOTO BCIIOMOTATeIbHOe

HATyPaJIbHBIN KayIyK

JIeKapCTBEHHOTO ITpeIrapara

BEIIECTBO BCTPEIAETCA
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Ne Haumenosaume ITyTs BBemeHMS ITpenmensHOe CBegneHms, KOTOphIe JODKHBI KommenTapuu
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeJIHOTO OXIJIIT?
BelecTBa
COJZIEPKUT JIaT€KCHBIH HEeYacTo, HO TpebyeTcs
KayuyK. MoxeT BBI3bIBATh IpenylpexeHue
TSDKeJIble ajlleprudecKye
peaxiuu
23.  Manstutr E965, IIepPOPaIbHBIHN * ecJIu y Bac s OXJIIL: mamuenTam ¢
n3oMaasTHTON E953, HEeIIePeHOCUMOCTh PeZKO BCTpedaromeics
MaJIBTUT XUZKUH (Crpomn HEKOTOPBIX CaXapoB, HaCJIeICTBEHHOM
THAPOTeHU3UPOBAHHOM 06paTHUTECH K JIedaleMy HeITlepPEeHOCHMOCTHIO
[JIFOKO3BI) Bpady Iepez IpHeMOM GbpyKTO35I He CllefyeT
TAHHOTO JIEKaPCTBEHHOTO IPUHUMATh 3TOT
Ipernapara Ipemapar.
10T MOYKET OKa3hIBaTh C1aboe
cIabuTeIbHOE JeMCTBHE.
Manbtut (M30MaJIbTUTOI)
cozepxut 2,3 KKaj/T
mpemnapara
24.  Maunuton (Manuut) E421 IIepPOPaIbHBIHN 10r MOXKeT OKa3bIBaTh caboe
cabuTenbHOE JeiicTBIe
25.  Maco 6epramora, MECTHBIHI * MOJKET TIOBBINIATH HEIIPUMEHUMO, €CJIU

OepranreH

JyBCTBUTEIBHOCTH K Y O
sy4aM (eCTeCTBEHHBIN U
KMCKYCCTBEHHBIN COTHEYHBIN
CBeT)

IIOKa3aHO, YTO OepranTeH
B MacJie He COTEPXKUTCA
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Ne Haumenosaume ITyTs BBemeHMS ITpenmensHOe CBegneHms, KOTOphIe JODKHBI KommenTapuu
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIbHOTO OXJIIT?
BeIecTBa
26.  Macmo xacToposoe IapeHTepaIbHbII * MO>KET BBI3BIBATh TSDKEJIBIE
TIOJINTOKCHIMPOBAHHOE, aJIeprudecKye peaKiuu
Macio xacroposoe IIepOpaJIbHbII * MOJKET BBI3BIBATh
MIOJIM3TOKCUIMPOBAHHOE PACCTPOMCTBO ey Ka i
THPOTeHU3NPOBAaHHOE uapeso (oHOC)
MECTHBIH * MOKET BBI3BIBATH KOJKHBIE
peaxiuu
27.  Macmo KyHxyTHOe (JIBHSHOe) BCE MOJKeT U3peJiKa BHI3bIBATh
TSDKeJIbIe aJlIeprudecKye
peaxuuu
28.  Macio coeBoe, BCe * JIeKapCTBEeHHBIH IIpemnapaT aHAJIOTUIHO
MacJyIo coeBoe (yxasaTp Ha3BaHUe) KOMMEHTApHIO /I
TH/IpOTeHU3NPOBAaHHOE COZIEP>KUT apaxXHCcOBOe apaxuCcoBOOTO MacJa.
Mmacio. Eciu y Bac ammeprua B OXUJIIL:
Ha apaxucC WIH COI0, He IIPOTUBOIIOKA3aHIe
IIpUMEHANTE DTOT
JIEKapCTBEHHBIN IIperapar
29.  Harpuit IapeHTepaJbHbIN HaTpuA MeHee 1 TAHHBIH IIpenapar COEPXUT  CBeJEeHUSI OTHOCATCA K

MMOJIb B Pa30BOM
Jl03€e IIperapaTa

menee 1 MmmoJts (23 Mr)
HAaTpu Ha ... (YKas3aTs J03y),
TO €CTb 10 CYTH He
COZIEP>KUT HATPHUL

IIOPOTY, PACCUUTAHHOMY
TI0 00IIeMY COZepyKaHUIO
HaTPI/IH B ]IeKaPCTBeHHOM
mpemapare.

Oco6eHHO BayKHO
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Ne Haumenosanue ITyTs BBemeHMS ITpenensHoe CBepieHns, KOTOpBIe JODKHBI KommenTapum
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIbHOTO OXJIIT?
BeIecTBa
OCBeJIOMHTH
Ha3HAYAIOIUX IIpeIapaT
JINIL ¥ YBEPUTH POAUTEIEI
B HU3KOM COZI€pP>KaHUH
HATpHA B IIpelapaTax,
IIPUMeHSIEMbIX B JETCKUX
Z03ax
[IapeHTepaJbHbI  HATpUA 1 MMONIB B JAHHBIH IIperapar COLepKUT
IIepOpaIbHBIH PasoBoii fo3e «X» MOJIb (MJIH «y» MT)
HATpuA Ha ... (YKas3aTh J03y).
Heob6xozumo yIuTHIBaTh
[alYeHTaM, HaXOZAITMCS
Ha JifieTe C OTpaHUYeHUeM
HOCTYIUIEHUS HaTPUS
30.  Opranmueckue coefHMHEHH odTampMo- * MO>KeT BbI3BIBAaTh
pTyTH: JIOTHYeCcKHe aJIJIeprudecKye PeaKkiuu
1) Tuomepcai; bopMBI
2) GeHunpTyTH HUTpAT; MeCTHBIN * MO>KET BBI3bIBATh MECTHBIE
3) dermpryTH aneTaT; KO)KHBIE PeaKI[uu
4) bennmpryTH 6G0paT

IapeHTepaJIbHBIA

(HapuMep, KOHTAKTHBII
IepMaTUT) U U3MEeHeHHe
IIBeTa KOXKH

JAaHHBIN JIeKapCTBEHHBII
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HauvMenosauue

IlyTs BBefleHMA

ITpenensHoe
cofiep>kaHue
BCIIOMOTaTeIbHOTO
BeIecTBa

CeepmeHns, KOTOpbIE JOLKHBI
ObITE yKasaHsl B JIB' u
OXJIII2

KommenTapum

31.

IMaparuzpoxcrbGeH30aThI U UX
3¢HpHI:

1) srunruppoxcubensoar E214;
2) IpomMITHAPOKCHGEH30aT
E216;

3) HaTpus
mponuarugpokcubensoar E217;

ITepopansHbrii,
odTanbsMo-
JIOTUYecKue

dbopmsl,
MECTHBIN

IapeHTepaJIbHBIA

IIperapar B Ka4ecTBe
KOHCEpPBaHTa COIEPKUT
(THOMepca), ecTh
BEPOATHOCTb
BO3HUKHOBEHUA Y BacC
(Baurero peGeHka)
aJIeprUYeCKOM peaKIyH.
I[Tpu Hanmmuuu y Bac (Bamero
peGeHKa) KaKoi-1100
aJUIEPTUU cOo0uIuTe 06 3TOM
jledaleMy Bpady

€CJIH TI0CJIe IIPeIBIAYINEro
BBeJleHUs BaKI[UHBI Y BaC
(Bamrero pebeHka)
BO3HUKAJIM HapyUIeHNU,
coob1rTe 06 5TOM
JleqaleMy Bpady

MOJKET BBI3BIBATh
aJIJleprudecKye peakiuy (B
TOM YIHCJIe, OTCPOUYeHHBIe)

MO2XKET BBI3BIBATH

TpebyeTcs yKas3aTh
IOIOJTHUTEIbHbIE
CBeZleHUs O BaKIIMHAX
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Ne Haumenosanue ITyTs BBemeHMS ITpenensHoe CBepieHns, KOTOpBIe JODKHBI KommenTapum
cofiepXaHHe ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIbHOTO OXJIIT?
BeIecTBa
4) metunrugpokcubensoar E218;  unramanuosHsIi JIeprudecKue peakiuu (B
5) marpus TOM JHCJIe, OTCPOUeHHBIe) U,
MeTmaruapoxcubensoar E219 B MCKJIIOYUTEIbHBIX
cTy4asx, GpOHXO0CIIasM
32.  Ilepyanckwuii 6anb3am MeCTHBIH * MOKeT BBI3BIBATh KOJKHEIE
peakuuu
33.  IIpomuieHrIHMKONB U €T0 )UPEHI MeCTHBIH * MOXeT pasZpakaTh KOXY
IIepOpaIbHBIH 400 mr/kT — A1 MOKeT BBI3BIBATH CHIMIITOMEI,
HapeHTePaIbHbIH B3POCJIBIX CXOXKHe C IIPUeMOM
200 mr/kr — gasg aJIKOTOJI
Jerteit
34.  IlmeHwyHSBIH Kpaxmas IIepOpaIbHEII * MOXXHO IIPUMEHSATD JIIOAAM ¢ IIIeHWYHBIH KpaxMas

nenuakuei. IlamuenTram ¢
ajIlepruei Ha IIIeHUIly
(OTIMYHOM OT IIeTMAKUK) He
cylemyeT MPUHUMATD STOT
IIpemnapaT

MOJKeT COZlep>KaTh
TJIIOTEH, HO TOJIBKO B
CJIeTOBBIX KOJTMYECTBAX,
IIO9TOMY CUUTAETCS, YTO
OH (e30TaceH /s JIUIL C
1einaKveil (TII0TeH B
MITeHUYHOM Kpaxmasie
HOPMUpYeTCs
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Ne Haumenosaume ITyTs BBemeHMS ITpenmensHOe CBegneHms, KOTOphIe JODKHBI KommenTapuu
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeJIHOTO OXJIIT?
BelecTBa
HCIIBITAaHMEM Ha 00Iee
cozepxaHue 6enka,
OIIMCAaHHBIM B CTaThe
®apmaxomen Coroza)
35.  Caxap MHBepTHBI1 IIepPOPaIbHBIHN €CJIU Bpay COOOLIIL, YTO Y s OXJIIL: mamuenTam ¢
BAaC HEIIEPEHOCHMOCTb PeZKo BCTpedaroleics
HEKOTOPBIX CaXapoB, HaCJIeICTBEHHOM
06paTUTEeCH K JIedaleMy HeIlepPEeHOCHMOCTHIO
Bpayy Iiepez, IpHeMoM (bPYKTO3BI HIIH TTIOKO30-
TAHHOTO JIEKAPCTBEHHOTO TaJIaKTO3HOM
Ipernapara Masbabcopbuueii He
cyleZyeT MIPpUHUMATh STOT
IIperapar
5r COZEPKUT «X» T CMECH

PacTBOPHI A1
IIpreMa BHYTPb,
cocaTesIbHEIe,
>KeBaTeJIbHbIe

(bPYKTO3BI U IJIIOKO3BI Ha
ZI03y, 9TO HEOOXOTMO
YYUTHIBATh MAIIeHTaM C
CaxapHbIM JHabeToM

MOZKET IIOBpEAUTDh 3}7651

CBeZIEHUA CJIeTyeT
BKJIIOYATh, TOJIBKO €C/IN
JIeKapCTBEHHBIH ITperapar
IIpeJHasHaYeH /i1
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Ne Haumenosaume ITyTs BBemeHMS ITpenmensHOe CBegneHms, KOTOphIe JODKHBI KommenTapuu
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIBHOTO OXIJIIT?
BelecTBa
TabJIeTKH IJINTEIBHOIO
IIpUMeHEeHUs, Harpumep 2
Hezenu u 6oyee
36.  Caxaposa IIepPOPaIbHBIN * ecJIn y Bac s OXJIIL: mamuenTam ¢
HeIIepeHOCUMOCTh peZKO BCTpedaromeics
HEKOTOPBIX CaXapos, HaCJIeICTBEHHOM
06paTUTEeCH K JIedaleMy HEIIePeHOCHMOCTHIO
Bpady Iepe IpHeMOM (bPYKTO3BI, TJIIOKO30-
TAHHOTO JIEKAPCTBEHHOTO raJaKTO3HOM
IIpemapaTa MasbabcopOnye uam
IedHUITOM caxapasbl-
M30MaJIbTas3bl He CIeLyeT
IIPUHUMATH STOT IIperapar
5r COZEPIKUT «X» T CaXapo3bl HA

PacTBOPSI [
IIpreMa BHYTPb,
cocaTebHbIE,
JKeBaTeJIbHbIe
TabJIeTKH

Z03y, 9YTO HEOOXOIUMO
YYUTHIBATh MALMEHTAM C
caxapHBIM fuabeToM

MOXKET ITIOBPEIUTD 3yOBI

CBeIeHUA CJIelyeT
BKJIIOYATh, TOJIBKO €CJIN
JIeKapCTBeHHBIH IIperapar
IIpegHa3HavYeH [
JJIATeJIEHOTO
IIPMMEHEHHU, HalIpuMep
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Ne HauvMenosauue

IlyTs BBefleHMA

ITpenensHoe
cofiep>kaHue
BCIIOMOTaTeIbHOTO
BeIecTBa

CBe,ZI;eHI/LFI, KOTOpBbI€ AOJI’)KHBI

ObITE yKasaHsl B JIB' u
OXJIII2

KommenTapum

37.  Cop6uron E420

38.  CrmpT creapmioBsIit

39.  ChnupT HeToCTeapHUIOBLIH,
CrnupT HeTHIOBBIH

40.  Cynsdursr, BKIOYasd

IIepOPAIbHBIN

IapeHTepaJIbHbIA

IIepOPaIbHbIN

MEeCTHBIN

MeCTHBIN

IIepOPaIbHBIN,

10r

eCJIH y Bac
HeIIepeHOCHMOCTb
HEKOTOPBIX CaXapoB,
06paTUTEeCH K JIedaleMy
Bpauy Iepez, IprueMoM
IaHHOTO JIEKapCTBEHHOTO
Iperapara

MO>KeT OKa3bIBaTh ciaboe
ciabuTenbHOE HeiicTBue.
copbuToi comepxur 2,6
KKaJI/T KaJIOpUit

MOJKEeT BBI3BIBATh MECTHBIE
KOJKHBIE PeaKI[uu
(HanmpuMep, KOHTAKTHBII
ZepMaTuT)

MO>KET BBI3bIBATh MECTHBIE
KO)KHBIE PeaKIun
(HapuMep, KOHTAKTHBII
IepMaTuT)

MOXKET M3p€NKa BhI3BIBATH

IBe Hemeu U 6ojee

s OXJIII: TlammenTam ¢
PeIKO BCTpeYarolencs
HacJeICTBeHHON
HEeIepeHOCUMOCTBIO
(bPYKTO3BI He CllefyeT
IIPMHUMATh STOT IIpernapar
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Ne Haumenosaume ITyTs BBemeHMS ITpenmensHOe CBegneHms, KOTOphIe JODKHBI KommenTapuu
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIbHOTO OXJIIT?
BeIecTBa
MeTabuCybpUTHI: IIapeHTepaIbHbIH, TSDKeJIble PeaKIIuy
1) cepsr guoxcuz, E220; VMHTQIAIAOHHBIH TUIIepYyBCTBUTEIBHOCTU U
2) marpus cyasdur E221; OpOHXOCIIa3M
3) Harpua 6ucynsbur E222;
4) Hatpua MeTtabucynsdur E223;
5) xanusa metabucynsdur E224;
6) xanma 6ucynbdur E228;
41.  PenunanaHuH MEeCTHBIN * JTAHHBIN IperapaT COAEeP>KUT
IIepOpaIbHbBIN dbenwntananuH. Moxer
IIapeHTepaTbHbIH OKa3aThCsI BPeHBIM IS
mofel ¢ GeHWIKeTORypHei
42.  Qopmanbgerup, MECTHBIH * MOXKET BBI3BIBATh MECTHBIE
KO)KHBIE PeaKIun
(HapuMep, KOHTAKTHBII
IepMaTuT)
IIepOpaJIbHbII * MO>KET BBI3BIBATh
PacCTpOMCTBO XKeyKa U
Iuapero (II0HOC)
43.  Ppyxroza IIepopabHbIH * €CJIM Bpay COOOILIWIL, YTO Y ng OXJIII: manueHnTam ¢

BaC HeIIepeHOCHUMOCTD
HEKOTOPBIX CaXapoB,
obpaTuTech K jedaniemMy
Bpady Iepe, IpHeMoM

PeIKO BCTpedaromeincs
HaCJIeICTBeHHOI
HeIlepeHOCHMOCTBIO
GbpYyKTO3EI He CllefyeT
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Ne Haumenosaume ITyTs BBemeHMS ITpenmensHOe CBegneHms, KOTOphIe JODKHBI KommenTapuu
cofiep>kaHue ObITE yKasaHsl B JIB' u
BCIIOMOTaTeJIHOTO OXJIIT?
BelecTBa
ZTAHHOTO JIEKAPCTBEHHOTO IPUHUMATh 3TOT IIpenapar
IpemnapaTta
IIapeHTePaIbHBIN 5t COJZIEPXKHUT «X» T (PPYKTO3BI Ha
Z03y, 9YTO HEOOXOTMO
YYUTHIBATH MAI[UEHTAM C
CaxapHBIM JuabeToM
KUIKHE * MOXK€ET IIOBPEUTH 3yObI CBeJleHUs ClIeflyeT
JIeKapCTBEHHBIE BKJIIOYATh, TOJBKO €CJTH
dbopmsr ma JIeKapCTBEHHBIH IIperapar
IIpreMa BHYTPb, IIpelHa3HAYEeH I
TabJIeTK! JUIATEIBHOTO
>KeBaTe/IbHbIe IIpUMeHEeHUs, HallpUMep
IBe HemeIu U bosee
44.  Xnopkpeson MeCTHBIH, * MO>KeT BbI3BIBAaTh
IIapeHTepaIbHbIN aJUTeprudecKue peakinu
45.  Dpwurposur E127 IIepOPaIbHBIH 0-0,1 mr/kr JIeKapCTBeHHBIEe IIpeIiaparsl, 3aIIpelleH B COCTaBe
coZiepKaliyie SpUTPO3UH, JIeKapCTBEHHBIX
HeJIb3s Ha3Ha4YaTh U IIpernapaTax s JeTei.
IIPUMEHSTH IalFieHTaM C
TaTOJIOTHEN NTUTOBUIHOM
JKeJressl
46.  DraHon IIepPOPaIbHBIH, menee 100 mr B JTAHHBIH JIeKapCTBEeHHBIH JaHHOe yKazaHue JaeT

IIperrapaT COAePKUT

pOoaAUTENAM U OETAM



83

Haumenosanue IlyTs BBefleHMA IIpemensHoE CsezieHns, KOTOpEIe JIODKHBI KommenTapun
cofiepXaHHe ObITE yKasaHsl B JIB' u
BCIIOMOTaTeIbHOTO OXJIIT?
BeIlecTsa
IapeHTepaTbHbIH Pa3oBOii ;o3e HeOOJIBIIIOe KOJIMIECTBO YBEPEHHOCTH B TOM, 4TO

or 100 mMr o3 rs
Pa3oBoii fo3e

IIepOPaIbHBIH, 3 T B pasoBoii fo3e
IapeHTepaJIbHbII Iperapara

oTaHoJa (aJIKOTOJIA), MeHee
gem 100 mr Ha ... (yKa3aTb

Z03y)

JaHHBIN JIeKapCTBEHHBIN
IIperapar COJEPKUT ...

006. % sTaHOa (AIKOTOJIs),
TO €CT5 JIO ... MT Ha J03Y,
YTO PABHO ... MJI IIUBA, ... MJI
BUHA Ha JI03Y.

Bpenen gya nut ¢
AJIKOTOJIU3MOM.
Heo6xoxuMO yIuTHIBATH
GepeMeHHbBIM 1 KOPMAIIUM
TPYZBIO JKEHIUHAM, JETAM U
TaKMM TPYIIIIaM BBICOKOTO
PHCKa, KaK IAI[UEeHTHI C
3a00JI€BAaHUSIMU TI€YEHU U
snuiaencuei

JAHHBIHI JIeKapCTBEeHHBIN
Ipemnapar COAEPXKHUT ...

00. % sTaHo1a (AJIKOTOJIs),
TO €CTh JIO ... MT Ha /103y,
YTO PaBHO ... MJI IIUBA, ... MJI

IIpernapaT COJepKUT
HeOOoJIBIIOe KOJINYeCTBO
AJIKOTOJIA

B JIB Heo6xoauMO yKa3aTh
9KBHBAJIEHTHBIN 00beM
IIMBa U BUHA, PACCUUTAB
€ro HOMMHAJIBFHO, UCXOZ A
u3 5 1 12 06 % sTaHONA
COOTBETCTBEHHO.

B pasnuuHbIX pasgeiax
JIB moryT morpe6oBaThCs
OTZle/IbHBIe YKa3aHUA
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Ne HauvMenosauue

IlyTs BBefleHMA

ITpenensHoe
cofiep>kaHue
BCIIOMOTaTeIbHOTO
BeIecTBa

CeepmeHns, KOTOpbIE JOLKHBI
ObITE yKasaHsl B JIB' u
OXJIII2

KommenTapum

BUHA HA JI03Y.
Bpepnen pya mut ¢
QJIKOTOJIM3MOM.
Heob6xozumo yIuTHIBaTh
GepeMeHHBIM 1 KOPMAIIUM
TPYZLBIO JKEHIUHAM, JeTAM U
TPyIIIIaM BBICOKOTO PHCKA,
TaKMM KaK ITaI[HeHTHI C
3a00JIeBaHUAMY II€YeHU U
SIIUJIEIICHEN.

AJKoross B taHHOM
JIEKapCTBEHHOM IIpeIriapare
MOXKeT HapyUIUTh 3G eKTHI
IPYTHX JIEKapCTB.

AJIKOrosis B JaHHOM
JIeKapCTBEHHOM IIperapare
MO>KeT ITOBJIHATH Ha
CIIOCOOHOCTD YIIPaBIIATH
aBTOMOOMIIEM U PabOTy C
MeXaHU3MaMHU.

1JIB - MHCTPYKI U II0 MEJUTTMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOTO IIPEIldpaTd (]II/ICTOK BKJIa,I[bI].H).

2 OXJIII - obmas xapaKTepUCTHKA JIEKAPCTBEHHOTO IIperapara /i MeJUIIMHCKOTO IPUMeHEeHH .
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ITpumeyanwue. Ilog 3HaKOM «*» IIOHHMMaeTcs HeOOXOJAMMOCTh YKa3aHUA COOTBETCTBYIOUIeHl HHbopManuu B OOuIeil XapaKTepUCTHKE
JIEKapCTBEHHOTO IIpelnapara i MeZUIIMHCKOTO IIPUMEHEHUs, HHCTPYKIUK [JII MEeJUIIMHCKOTO IpUMeHeHus (JIMCTKe-BKJIAJbIlIe) He3aBUCHMO
OT KOJMYECTBEHHOTO COZiepXKaHUs BCIIOMOTaTeIbHBIX BellecTB. He momyckaercs MCIIONb30BaTh IHUIIEBbIEe KPACUTENIN B COCTaBe JIEKaPCTBEHHOM
dbopMEI, He BOlIeAIIMe B TEXHWYECKUH perjaMeHT EBpa3uilcKOro 3KOHOMHYeCKOro coiosa «TpeboBaHmA 0e30IIaCHOCTH IIHIIEBBIX N00OABOK,
apOMAaTHU3aTOPOB M TEXHOJOTMYECKUX BCIIOMOraTelabHBIX cpencts» TP 029/2012, yrBepxpennsiii Pemenunem Cosera Epasuiickoit
sKoHOMMYecKoi komuccuu ot 22 miona 2012 r. Ne 58 uiu sanpemenssie uM.
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Tloscueuus

Hacrosauuii mepeueHs COZEPXKUT IpeAyIpeAUTeNTbHbIe YKa3aHUSA OTHOCHTEIBHO
HaJINYUA OIpefeeHHbIX BCIIOMOTaTeIbHbBIX BEIECTB B COCTaBe JIEKAPCTBEHHOTO IIpelapara,
KOTOpBIE IOJDKHBI OBITH IIPUBEJEHBI B 0O0IIeil XapaKTepPHCTHKE JeKapCTBEHHOTO IIpelapaTa
(manee — OXJIII), HHCTPYKUMY 110 MESULIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara
(muctke-Bimagsime) (mamee — JIB). Hacrosmuii mepeyeHs He pacIpocTpaHAeTCA Ha
roMeonaTUyecKe JIeKapCTBeHHBbIE IIpenapaThl, 3apeTHMCTPUPOBAHHBIE IO CIIEI[UAaJIbHOMN
YIPOIIEHHOH TIIpoliefiype, IOCKOABKY MJA TaKUX TOMEOIAaTUYeCKMX IIperapaToB

IIpelyCMOTPeHbI 0COObIe TpeOOBaHUA K MaPKUPOBKE.

Hacroamuii nepeueHp ImpemgHasHaueH JJI YIIOJTHOMOYEHHBIX OPTaHOB rOCyZapCTB —
yIeHOB EBpasmiiCKOTO 5KOHOMHYECKOTO COI03a ([jajiee COOTBETCTBEHHO — TOCYZapCTBa-
uynens!, Coio3), 3aABUTENIEN U JepiKaTeslell PeruCTPaliOHHbIX YAOCTOBEPEHUI U BKIIOYAEeT B
cebs WHGOPMALUIO O BCIIOMOTATENBHBIX BEleCTBAX, KOTOPYI0 HEOOXOAUMO OTpasUTh B
MapKUpPOBKe, a TaKe CBefeHUs, Kotoprle ciaexyeT BKIounTh B OXJIII u JIB B oTHOmMeHNM
TaKMX BCIIOMOTATeJIbHBIX BelmecTB. HacroAmuii mepeyeHb He IPUMEHSIETCSA K BeleCTBAM,

HCIIOJIB3YEMBIM B Ka9€CTBE€ dKTHBHBIX Q)HPMHHEBTI/I‘-IGCKI/IX CY6CT3HHI/II'7L

Ilom BcrOMoOraTenbHBIMM BellleCTBAMM, YKasaHHBIMU B HAaCTOAIeM IIepedHe,
IIOHUMAIOTCA KOMIIOHEHTHI JIeKapCTBEHHOM (OPMBI He ABIAIOIIMECT [JeHCTBYIOIINMU
BellleCTBaMU, KOTOpble IPUHUMAIOTCSA MallUeHTOM WIN BBOJATCA €My .

K TakuMm KOMIIOHeHTaM OTHOCATCS B TOM YHCIIE:

KpaCUTeJIH, KOHCEpBaHTEI, aZ’bIOBAHTHI, CTabMIIN3aTOPBI, 3aTyCTHUTeJH,
3MYIbCU(UKATOPHI, BKYCOBBIE I apOMaTHYeCKue J0OaBKY U T. [I.;

KOMIIOHEHTHI, IIpeJJHa3HauYeHHble [JA IpOTJIaThIBAHUA WIM HHOTO BBeJeHUS
HaIUeHTY;

KOMIIOHEHTBI ~Hapy>XHOH OOOJIOYKM JIeKAPCTBEHHBIX IIPelaparoB  (KaIlCyJIbl,
KeJIaTUHOBBIE KAIICYJIbI, pEKTaJIbHbBIE KAIICYJIBI U T.J.);

CMecu BCIIOMOTATeJIbHBIX BelLIeCTB, HalpUMep, UCIOJb3yeMble I IIPAMOTO
IIPECCOBAHM, FJIM B COCTaBe IUIEHOYHOM OOOJIOYKM, WX JJIS IOJHPOBKHU IIPOTJIATHIBAEMOU

JIleKapCTBeHHON (POPMBI;
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KoppekTopsl pH;

KOMIIOHEHTHI YePHIUI, HCIIOIb3YeMBIX IS MAPKHPOBKH JIEKAPCTBEHHBIX (OPM IJII
IepPOPaIbHOTO IPUMEHeHHUS;

PAacTBOPUTENIH, COJEpKallhecs, K IIPUMEPY, B PACTUTENBHBIX OKCTPAaKTax WU
KOHIIEHTpAaTaX BUTAMHHOB;

KOMIIOHEHTSHI, COZIepXKalliecs B CMeCH XUMUYeCK! POACTBEHHBIX BelleCTB (HaIpuMep,
KOHCEPBAHTBI).

OcTrarouHble IIPOM3BOJCTBEHHBIE IIPUMECH, IIPUMECH [eHCTBYIOIIEro BellecTBa,
OCTaTOYHBIE PACTBOPUTENH, IPOAYKTHI AETPAJAIIAU U T. [i. HE OTHOCATCS K BCIIOMOTAaTeIbHbIM
BellleCTBaM.

BcrmomorarenpHBIe BellecTBA B II€JIOM CYUWUTAIOTCA HMHEPTHHIMU. Hecmorps Ha
XKeJIaTeTbHOCTb OTCYTCTBHA y BCIIOMOTATeIbHBIX BEIeCTB COOCTBEHHOTO
(bapMaKOJIOTNYeCKOTO AeHUCTBUA MIM €T0 He3HAYUTEIbHOCTh, HEKOTOPhIe M3 HUX 00JafaioT
IPU3HAHHEIM  JelicTBueM wiu  5(deKToM, BOSHUKAOUINM IIPU  OIpeJeeHHBIX
OOCTOATENBCTBAX. J3afABUTEIN IIPHU PETUCTPAllMM U  JepXKaTelyd PeruCTPAalOHHBIX
YAOCTOBEPEHUI IOJDKHBI 00eCIIeYuTh HajIeXxallee MCIOIb30BaHME BCIIOMOTATeIbHBIX
BEIIeCTB B COCTaBe JIEKAPCTBEHHBIX IIPeIlapaToB, C y4eTOM CBeAEHWH, COZepXKalluxci B
HaCTOSAIIeM IepevHe.

HammeHnoBaHme BCIOMOTaTeIBPHOTO BelleCTBA, yKA3aHHOTO B HACTOAINIEM IIepevHe,
IOJDKHO CONIPOBOXKZAAThCS HOMepoM «E», ectm TakoBoit mprcBoeH. B MapKupoBKe JOCTaTOYHO
yKasars Juib HoMep «E» mpu ycroBuu TOro, 4TOo IoIHOe HauMeHoBaHue ¥ HoMep «E» yka3aHbI

B OXJIII u JIB B pa3zese, B KOTOPOM IIepedHCIIeH ITOTHBIN Ka4eCTBeHHBIN COCTaB.

[TarenTOBaHHBIE BKYCOBBIE NOOABKH M aPOMATU3ATOPHI JOITyCKAETCS YKa3bIBaTh OOLIEt
¢bpasoit (HampuMmep, «ameJIbCUHOBAs BKYCOBas [0O0aBKa», «IUTPYCOBBIH apoOMaTH3aTOP
(ormyurka)»), BCe WU3BeCTHbIe OCHOBHBIE KOMIIOHEHTHI U KOMIIOHEHTHI, OOJajaolye
IIPU3HAHHBIM JeHcTBHEeM WK 3((HeKTOM, HeOOXOAMMO YKa3bIBaTh OTAEIBHO.

XuMuyecky MOgUUIMPOBaHHbIE BCIIOMOTaTeIbHbIE BellleCTBa HEOOXOJUMO yKa3bIBaTh
TaK, YTOOBI M30€XaTh ITyTAaHUIBI C HEMOZU(UIIMPOBAHHBIM BCIIOMOTATEIBHBIM BeleCTBOM

(HampuMep, «IIpeKeTaTUHU3UPOBAHHBIA KpaXxMal»).
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Heob6xomumo yka3sIBaTh HauMeHOBaHHA KOppekTopoB pH, a Taxxke ux QyHKIIUIO IIpH
HeOOXOMMOCTH, HaIIpUMeP, «XJIOPOBOZOPOAHAL KICJIOTA JI1 KoppeKuuu pH».

Heob6xogumo yka3aTh Bce KOMIIOHEHTSHI CJIOXKHBIX BCIIOMOTATeIbHBIX BElleCTB U CMeCeH,
IIpeBapsAA UX OOILIeH oIrcaTeIbHON XapaKTepPHCTUKON, HAIIpUMeP, «IePHIIIA, COZlepiKallye X,
Yy, Z». B MapKIpOBKe JOIIyCKaeTCsA UCIIOIBb30BaTh OOIIYIO OIMCATENbHYIO XapaKTePUCTHUKY, €CIIH
B OXJIII u JIB npuBeneHs! 6osnee NMOApOGHBIE CBeJEHUs. YKa3bIBAIOTCA BCE KOMIIOHEHTHI,
o0JIaatomyie TPU3HAHHBIM JeiicTBreM MU 3PPEeKTOM.

B rpade 4 Tabmuipl HaACTOALIETO IIepevYHSA IpUBefeHAa WHGOPMALMA O KaKIOM
BCIIOMOTaTeJIbHOM BellleCTBe, KOTOpas JOJDKHA ObITh ykasaHa B JIB. YkaseBaemas B OXJIII u
JIB mubopmanma mopKHA OBITH ACHOM W IOHATHON IIAaLMEHTy. B cBA3M ¢ TeM, 4TO Yy
3asBUTesIei MOTyT ObITh pasnuyunble pupmennsie cruau OXJIII u JIB, He TpeGyeTcs LOCIOBHO
Brrrouats B OXJIII u JIB urdopmanmio ykasaHHyI0 B rpade 4 TaOIHIIBI HACTOAIIETO IEePeYHS.
3afBUTENIN BIIpaBe BHIOPATh CBOM COOCTBEHHBIH CTWIb IIPECTAaBIEHHUSI OSTUX CBeJeHUH
HaleHTaM, HaIpuMep, B BHJe IPAMBIX MJIM KOCBeHHBIX yKasaHui. M3MeHATH cyTp u
3Ha4YeHMe MH(OPMAIU He JIOIyCKaeTCs.

Ecnu B coorBercTBru ¢ HacroamuMm nepeudeMm B OXJIII u JIB HeoOxomumo mprBecTH
IpeAyIpexxeHre WK NHPOPMALMOHHOe yKazaHue, To npu npourenun JIB u OXJIII momxHo
OBITH IIOHATHO, YTO TO yKa3aHWe OOYCJIOBJIEHO HAJIWYMEM KOHKPETHOTO BCIIOMOTATeJIBHOTO
BelleCcTBa. Y IMAIlMeHTAa He JOJ/DKHO BO3HUKATh HEeJONOHMMAHUA OTHOCHUTEIBHO TOTO,
OTHOCUTCA I IIpefyIpexkJeHHe K BCIOMOTaTeJbHOMY BellleCTBY WJIN JeHCTBYIOUeMy
BeIlleCTBY.

Wudopmarusa 06 OTAeIBHBIX BCIIOMOTATeIbHBIX BEIIECTBAX, YKA3aHHBIX B HACTOALIEM
nepeuHe, nopiexamas BkaodeHuio B OXJIII u JIB, MoXeT OTHOCHUTBCA K HECKOJIBKUM
pasgeam OXJIII u JIB (manpumep, BIMAHME HAa CIHOCOOHOCTH YIPABIATH TPAHCIOPTHBIMH
CpencTBAaMH U pabOTy ¢ MeXaHH3MaMU, OepeMeHHOCTD U JIAKTAIuA, HeXKeJlaTeTbHbIe PeaKIIuMN).
B nenax ympomenus uapopmanuu B OXJIII u JIB He ciemyeT my6aupoBaTh 3TU CBeZEHU.
Ogpnako, YTOOBI TAIMEHT He IIPOIYCTHJ Ba)XHBIE M 3HAYMMbBIE CBEJEHUS, M MOXET
IOTPeOOBAThCSA yKazaHME CCBUIOK Ha pasfel C INpemylIpeXIeHHUIMU OTHOCUTEIBHO
BCIIOMOTaTeIbHBIX BemecTB B apyrux pasgenax OXJIII u JIB. Hampuwmep, npu Hamuuum B

COCTaBe JIEKAPCTBEHHOI'O IIp€IlapaTa 3TaHOJId HOTPE6Y€TC}I COOTBETCTBYIOIIASI CCBLJIKA Ha
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paszest ¢ MpeayIpeXxAeHUIMU B pa3fielaX, KaCaloMIUXCA BIMAHUSA Ha CIIOCOOHOCTH YIIPaBIATh
TPAaHCIIOPTHBIMU CpeACTBAaMM M paboTaTh C MeXaHM3MaMM, OepeMeHHOCTHM U JIAKTaIlWW,
CcBeieHUuH O JeTsaX U T.1.

Tabnia HacTOAIIETO IIepevHs COAEPKUT CaeAyIonye rpadsl:

HauMeHOBaHHe. IHanMeHOBaHMe BCIIOMOTaTeIBHOTO BeIeCTBA YKa3bIBaeTCA HA
ocHoBauuu HomeHkIatypst MHH wiu @apmakomen Corosa (ecivt BO3MOXKHO), BKIIOYAsS HOMED
«E» (mpn HeoGxoguMOCTH);

IIyTh BBeJEHUs. YKasaHWe IyTH BBeJEeHUsA HeOOXOLUMO, ITOCKOIBKY WH(OPMAIUI O
6e30IIaCHOCTH BCIIOMOTATEJIBHOTO BeLIeCTBA 3aBHCUT OT IIYTU €r0 BBeJeHHd (HaIpuMmep,
CBeZleHUA O OpOHXOCIa3Me, OOYCIOBJIEHHOM O€H3aJIKOHHA XJIOPUZOM, 3HAYUMBI JIMIIG JJIS
PecIIpaTOpHOTO IYTH);

IIpesieJIbHOE COJiep)KaHWe BCIIOMOTATeIbHOTO BellecTBa. BcriomorarerpHBIE BeLeCTBA

IIPOABJIAIOT CBOE JeMCTBYE JIMLIb IIPH IIPEBhIIIeHUN HEKOTOPOM TO3BL.

Ecnu He ykasaHO MHOe, TO IpefelbHOe COJepXKaHHe BCIIOMOTAaTeIbHOTO BellecTBa
BBIPR)KEHO B MAaKCUMAJIBHON CyTOYHOM /I03€ pacCMaTPUBa€MOTO BCIIOMOTaTeIbHOTO BEIleCTBa B
coCTaBe JIEKAPCTBEHHOro TIpemapara. llpuy 3ToM 1oz IpenenpHBIM COZepXKaHUEM
BCIIOMOTATeJIFHOTO BelllecTBa IIOHMMAeTCs 3HaUeHMe, paBHOe WJIM IIpeBhINIaolNee TO, KOTOpoe
HeoOXonuMO g BKIIOUeHHs ykazaHHBIX cBemeHuii B OXJIII u JIB. HymeBoe mpenensHOe
coZiep>KaHKe BCIIOMOTaTeIbHOTO BellleCTBa O3HAYAET, YTO CBeIeHUA CIe/lyeT YKa3bIBaTh BO BCEX
CJIy4asxX HaJIMYHUA 5TOTO BCIIOMOTaTeIbHOTO BellleCTBAa B COCTaBe JIEKaPCTBEHHOTO IIpeIapaTa;

nHpopmanua g OXJIII u JIB. IlpuBosuMble CBeZeHHUSI NOJDKHBI OBITH M3JI0KEHBI B
IIpocTOit opMe, YeTKO U IOHATHO 14 manueHTa. IIpu sTom moz cioBocodeTaHueM «Ha Z03y»

IIOAPa3yMeE€BAETCA 034 JIEKADCTBEHHOT'O IIPEIdpdTAd. HOCKOJIBKY A03bI JIEKapCTBEHHOI'O

IIpeliapaTa MOI'YyT CHJIIPHO BapBHPOBATH, 3dABUTEIISIM HGO6XO,ILPIMO YYUTBHIBATP MAdKCHMAJIBHYIO

PasoBYIO 03y JIEKAapCTBEHHOTO IIperapara, ykasaHHyi0 B pasgerne 4.2 OXJIII. B wacrmBIX
CJTydasX IPUBOJUTCA BBIDOXKEHME «JO X MI HA J03y». B ciydae eciu jJeKapcTBeHHasd (opma
ABNIAETCA TBEpAOH, HampuMep, TabJeTKa, KalCyya, CYNIIO3UTOPUi, IOPOIIOK B Calle,
nesecooOpa3Hee yKas3bIBaTh KOJTHMYECTBO BCIIOMOTATEIBHOTO BellleCTBA Ha TAOJIeTKY, KallCyIy U

T. . COOTBETCTBEHHO;
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KOMMeHTapuu. TeKcT B 3Toi rpade Tabmuipl He IpeHasHadeH mIa naunuenta. OH
COZEPXHUT IOSCHEHUA TeKCTa B IIpeflIecTByIomell rpade, HeOOXOAMMEIE AJIA KOPPEKTHOTO
yKasaHM: 5TOTO TeKCTa. B HeKOTOpBIX CiIydasx KOMMeHTapuu, CpopMyIMpOBaHHBIE B JODKHOM

CTHIE, MOTYT OBITh UCIIOJIb30BAHBI B KAUeCTBe HPOTI/IBOHOKaBaHI/Iﬁ B OXJIII.



[TPUJIOKEHHUE Ne 2

K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

TPEBOBAHUA
K OIIMCAHMIO COCTABA IITHIMPOBAHHBIX (KOHBIOTHPOBAHHEIX) O€IKOB B 00meit
XapaKTepUCTHKE JIEKAPCTBEHHOTO IPEeIapaTa, HHCTPYKI[UY II0 MEJAUIMHCKOMY IIPHMEHEHHIO
(MMCTKe-BKIIaZbINIE)
11 obecredyeHusa SCHOCTM U €IMHOOOpPasHs B YKa3aHUU COCTaBa JIEKAPCTBEHHBIX
IIpenapaToB,  [AeHCTBYIOI[UM  BEI[ECTBOM  KOTOPBIX  fABJIAIOTCA  IISTHIMPOBAHHBIE
(KOHBIOTMPOBAaHHEIE) GeJIKH, CIeLyeT UCIOIb30BaTh CIeLyIOle TePMUHBL:

«CTelleHb MOAMGUKALNU» — CpefHee YUCIO (C) MOJIEKYJ IIOJIMMepa, CBA3AHHBIX C
OeIKOM;

oIlpesleJIeHUA MOJIEKY/IIPHON MaCcCHI:

«bermKoBasg 4YacThb [JelcTBylomero BemecTBa (X)» — MoyleKyJIapHas Macca OeJka,
coiepKalerocs B 6eJIKOBOM KOHBIOTATE;

«6enkoBbrii  kowslorar (Y)» — cpemHaa oOmas ~ MOJeKyJIpHaZ ~ Macca
KOHBIOTPOBAHHOTO 0eJIKOBO-TIOJIMMEPHOTO JeHCTBYIOIETrO BelleCTBa;

«CBOOOHEIH OeI0K» — Macca HEKOH'BIOTHPOBAHHOTO OeJIKa.

Onpenenenvie mo3upoBKU U (GACOBKYU JIEKAPCTBEHHBIX IIPENIApaToOB IISTMINPOBAHHBIX
(KOHBIOTMPOBAaHHBIX) O€JIKOB OCYIIECTBAAETCA HAa OCHOBE COZepXKaHuA OenKa, C y4eTOM
o01el CTPYKTYPhI MOJIEKY L.

B mensax HemomyuleHWs IyTaHUIIBI B OTHOIIEHWM COJEP’KAaHUSI CBOOOSHOTO Oeska B
obmell XapaKTepUCTHKe JIEKAaPCTBEHHOTO IIpelapaTa CjefyeT TOYHO OIIKMCHIBATH COCTaB U

,D;efICTBI/Ie 0eJIKOBOrO KOH'BIOraTa.



1. Pazgen 2 («KonuuecTBeHHBIHM U KaUeCTBEHHBIH COCTaB») 00IIeil XapaKTepUCTUKY
JIeKapCTBEHHOTO IIperapara

Paszen momkeH BKIIOYATH:
OIMCAaHWe COCTaBa B COOTBETCTBUHM C [JO3MPOBKOH, OIpesieIeHHON Ha OCHOBAaHUU
KOJINYEeCTBEHHOTO OHPE,I[EJIGHI/I}I, C YeTKuUM yKaBaHI/IEM Ha TO, 4YTO yKaBaHHBIe 3HAYEeHUA

OTHOCATCA TOJIBKO K COZLEPKaHUNIO 6eJIKa; u

omucaHue O0eJIKOBOTO KOHBIOTaTa B ciexymomeil Qopmynuposke: </leficTByromee
BEILIeCTBO SBJIAETCS KOBAJIEHTHBIM KOHBIOTaTOM [THI OesiKa, IIPOM3BOICTBEHHOI CHCTEMSBI| C
[Ha3BaHMe IOJIMMEPa, COTEPIKAIIeTrocs B KOHBIOTaTe |>.

AXKTUBHOCTB U 9P PEKTUBHOCTH JIEKaPCTBEHHOTO IIpelapaTa He CiaefyeT CPaBHUBATH C
IPYTHMHU IISTYIMPOBAHHBIMU WJIY HEIISTUIMPOBAHHBIMU OeJIKaMU, OTHOCAIIUMUCA K TOH Xe

dapmakoTepaneBTHYECKO# rpymie (oApobHyIo nHOpMaLUIo CM. B pazgeie 5.1).

2. Pazgen 5.1 («PapMakoguHaMuIecKye CBOMCTBa») OOMIel XapaKTePUCTHKY JIEKaPCTBEHHOTO
Ipemapara.

CrpyxTypy 6eska ciemyeT OIKCaTh CIeAYIOIMUM 00pa3oM:

<[Tun Genkxa] KOHBIOTHPOBAaHHBIM C [HasBaHUE IIOJMMEpa, COAEpXKALIErocs B
KOHBIOTATe | IIPU DTOM CTeIlleHb 3aMelleHUs COCTaB/IIeT [N MOJeil moIuMepa Ha MOJIb Oeka).
O6mas MoIeKyIfpHas Macca COCTaBJAeT IPUMepHO [Y], U3 KOTOPBIX oA OeIKOBOH yacTu

COCTaBJIgeT OKOJIO [X]>.

/lasee B 3aBHCHMOCTH OT KOHKPETHOTO CJIy4as MOTYT OBITh JaHBI ONMCAaHUe H30(opM,
CpaBHeHMe MOJIIPHON aKTMBHOCTH KOHBIOTaTa M He3aMeIleHHOro OeJKa, pasjInyisd B aKTUBHOCTH

B 3aBHCMMOCTH OT I/IBO(I)OPM UT. O.

3. Pasgen 5.2 («PapmakokuHeTHIecKkue CBOMCTBA») OOIel XapaKTePUCTHUKYU JI€KAPCTBEHHOTO
Ipemapara.

ITpu HeOOGXOZMMOCTH HOITyCKAaeTCs IpeACTaBUTh CpaBHeHUe (papMaKOKMHETUYECKUX
CBOMCTB C HEKOHBIOTMPOBAaHHBIM O€IKOM C IOC/AeYIOIIUM IOLPOOHBIM OIMCAaHHEM

Q)apMaKOKI/IHETI/I‘-IECKI/IX CBOMCTB KOHBIOTATA. HPI/I HaJIN4Yuy 000CHOBAHUMA cilenyer IIpuBeCTu



HO,Z];PO6HO€ OIIMCaHHE IIOBEIACHUA HBO(l)OPM M CTaOMJIBHOCTA KOHBIOTaTOB B €CTECTBEHHBIX

YCIOBUAX.



I[TPUJIOKEHHUE Ne 3

K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

TPEBOBAHUA
K ONHMCAaHUIO (hapMalleBTUIeCKUX CBOKMCTB BaKIIUH B 00IIeif XapaKTepHUCTHKe JIeKapCTBEHHOTO
IIpenapara ¥ HHCTPYKIIUY 110 MeAUIIMHCKOMY IIPMMEHEHHUIO (JIMCTKe-BKJIa bIlIe)
JIeKapCTBEHHOTO ITperapara

I. Beemenue 1 06;1aCTh IPUMEHEHHUA

Hacrosmee npunoxeHue comep>kUT TpeGOBAHUA 11O COJEPXKAHUIO U IIPeACTaBICHUIO
(dapMaleBTUYECKUX [JAHHBIX B HHQOpMauuu o Impenapare (oOmeil XapaKTepUCTHKe
JIEKapCTBEHHOTO IIpelapaTa), €ro MAapKUpPOBKe U JINCTKe-BKJIAAbINIEe Yy BaKUWH IJII
MeJHUIIMHCKOTO IpuMeHeHUs. HeoOXOZMMOCTh OTAENBPHOTO TIPUIOXKEHUS OOBACHIETCA
CJIOKHOCTBIO MHOTHX aCIIeKTOB COCTaBa ¥ KOMIIOHEHTOB BaKIWH. KpoMe TOTo, OHO COmep>XUT
TpeGOBaHMA IO (OPMATy M COCTaBJIeHHIO (POPMYJIUPOBOK B IOApasfenax paszenoB 4
(«Knnuuueckue pmanusie») u 5 («Papmaxosnoruueckue CBOMCTBa») OOl XapaKTepUCTHKE
JIeKapCTBEHHOTO IIpeIrapaTa, KOTOpble MMEIOT HeKOTOpble OCOOeHHOCTH, XapaKTepHBIe IJII
BaKI[UH.

OcHoBHBIe TpebOBaHMA K [JAHHBIM O JIEKAPCTBEHHBIX IIpellapaTax COAep:KaTcsi B
OCTaJIBHBIX Pa3fiesiaX HaCTOAWMX 1peOGoBaHMIA.

3adBUTENAM  CleAyeT YYHUTHIBATh  HACTOsfllee IPUIOXKEHHWEe IpU  Iojade
PETUCTPALOHHOIO ZOChe Ha HOBBIE BAaKIWHBI, @ TAKKe IPU NOATBEPXKIEHUH PETrUCTPAllUU
(mepeperucTpanyu) 3aperuCTPUPOBAHHBIX BaKI[UH.

CrnemnuanpHble PeKOMEHJAIMKM IO MH(OpPManMM O BaKUWHAX JJII IPOPUIAKTUKHI

T'pHUIIIia 6y,ILYT IIpuBENEHBI OTAEIBHO.
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II. O6mas xapaKkTepUCTHKA JIEKAPCTBEHHOTO IIperapaTa

dapmarieBTHUECKUMHU pa3fieiaMu 001Ie XapaKTepPUCTUKY JIEKapCTBEHHOTO IIpelapaTa
ABNIAIOTCA pasgens: 1 — 3, 6.1 — 6.6.

K dapmakosormyeckuM U KIMHUYECKHM pasfiesiaM, PaCCMOTPEHHBIM B HaCTOALIEM
HIPIIOXKEeHUHU, OTHOCATCA pasgensl 4.1 — 4.9 u 5.1 obmeit XxapaKTepUCTUKY JIeKapCTBEHHOTO

IIpeIapara.

1. HaumeHoOBaHUe JIeKapCTBEHHOTO IIpeliapaTa

CBemenns B pasgere 1 oOmell XapaKTePUCTHKU JIEKAPCTBEHHOrO IIpelapara Ha
BaKIMHBI JOJDKHBI PACIIOIATaThCA B CIeAYIOMeM IOpaIKe:

a) TOpProBOe HAUMEHOBAHUE;

6) [mo3upoBkal;

B) JIeKapCTBeHHas GpopMa;

r) oOuenpuHITOe HaUMeHOBaHUe IIperapara.

1.1. ToproBoe HauMeHOBaHYe JIEKAPCTBEHHOTO IIpeIapaTa.

o paspaboTku coorBeTcTByIOmEero akTa Coo3a He0OXOAMMO CIeI0BaTh TPeOOBAHUIM
3aKOHOJATeJIbCTBA TOCyZapcTB — wieHOB (Coio3a IO BBIOOPY TOPrOBBIX HAMMEHOBAaHUU
JIeKapCTBEHHBIX IIPEIapaToB.

1.2. losupoBxa.

JlommyckaeTcs He yKa3bpIBaTh JO3UPOBKY, €CI OHA HEOYEBHJHA.

1.3. JlexapcTBeHHas dopma.

Hecmorps ©Ha TO wuro Hacrosamue TpeOOBaHMA [JOIYCKAIOT HEBKIIOYEHHE
JIEKapCTBEHHOH (OPMBI, €CIM OHAa HeOdYeBUIHA, AJII BCeX BAKIWH PEKOMEHAYeTCS ee
yKasslBaTh. B 1endx yKasaHWA JIeKapCTBeHHOW (OpMBI  CileflyeT  MCIIOJIb30BaTh
COOTBETCTBYIOI[WM CTAaHJAPTHBIN TEPMHH HIN KOMOMHAIIWIO CTAHIAPTHBIX TEPMUHOB W3
HOMEHKJIaTyPbI JIEKAPCTBEeHHBIX (popM, yTBepkaaemoii Komuccueii.

Ecnu dopma BeIycka mpezcraBisgeT co00i IIpeBapUTENbHO 3alI0JTHEHHBIH MITIPHUT], C
BaKLMHOM, KOTOpas IPOJAeTCs B Pa3IMYHBIX IEPBUYHBIX YIIAKOBKAX, J€KAPCTBEHHYIO GOpMy

(bopmBI) BBITyCKa «IIpeABApUTENBHO 3alOJHEHHBIH IIIPUIl» CJIeLyeT  BBIPAXKATh
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HCKJIIOYUTEIBPHO B ciexyiomeil dopMmynaupoBke <[PacTBop, cycrmeHsus]| mud MHBEKIHHA B
IIpeJIBAPUTENLHO 3allOTHEHHOM Inmpuie>. Bo Bcex OCTaapHBIX CJIydadx yKasbIBaTh

IepBUYHYIO YIIAKOBKY B COCTaBe JIeKapCTBeHHOI GpOPMEI He JOIyCKaeTCs.

1.4. O0menpuHATOE HANMEHOBaHUE BaKI[MHBL.

ITox ~ oOmenpwHATHIM  HAaMMEHOBAaHMEM  CJeJyeT  IIOHMMAaTh  3arOJIOBOK
coorBercTBytoueii cratbu Papmakomen Coroza, yrBepikzgaemoit Komuccueit, eciu takoBas
cymectByer. Ecnmu cratbs B Qapmakomee Coro3a OTCYTCTByeT, HEOOXOZMMO CJIe[iOBaTh
CTUJINCTHIKE U IIpelieZleHTaM COCTaBIeHH 3arooBKoB craTeit Papmakomen Coio3a, BKIIOYas
WCIIOJIB30BAHME TaKWUX CJIOB, KaK «KUBAs», «aJCOPOMPOBAHHASI» U «BUPOCOMA», B CKOOKaX,

€CJIN IIPUMEHUNMO.

2. KauecTBeHHBIN 1 KOJINYECTBEHHBIN COCTAB

OcHoBHEbIe cBefieHNs B pasfese 2 o0ieil XapaKTepUCTUKH JIEKapCTBEHHOTO IIperapara
TOJDKHBI PACIIOIATaThCs B CIeAyIOMeM IopAIKe:

KauyeCTBEHHOe M KOJMUYEeCTBEHHOe COJiep)KaHue KaXIoH QapManeBTHYeCcKOi
cy6CcTaHINY;

KauyeCTBEHHOE U KOJIMYECTBEHHOE CoZlepKaHre KaKJOTO a/bIOBaHTa MU aZiCOPOeHTa;

CCBLIIKA Ha IlepedYeHb BCIIOMOTATENbHBIX BellecTB B pasgere 6.1 oOmeit
XapaKTePUCTHUKY JIeKapCTBEHHOTO IIpeIapaTa.

CBefileHIA IPUBOJATCS C yIETOM CJIeLYIOIUX TPeOOBaHUIHA:

2.1. ®apmaneBTuyecKue CyOCTaHIIUH.

KavecTBeHHBINT M KOJIMYECTBEHHBIH COCTaB IO COAEPKaHUIO (hapMaleBTUIECKUX
cyOGCTaHIMII ClenyeT, KaK IIPaBUJIO, BBIPAKATh HA €UHUILY JO3BL.

dapmareBTruecKre CyOCTAaHIIMM IIOJTMBAJEHTHBIX BaKUWH JODKHBI B Heasre
CleZioBaTh B IIOPSZIKE COOTBETCTByIolfero 3arosnoBka crarbu Papmaxomem Corosa, eciu
tTakoBag cyumectByeT. OgHako, ecau ¢opMa BBITYCKA COCTOUT M3 HECKOJIBKUX IT€PBUYHBIX
YIIaKOBOK MJIX KaMep, COCTaB CJIeZyeT yKasblBaTh Ha IEPBUYHO yIIaKOBKe (Kamepe).

B ob6uieit xapakTepuCTHKe JIeKAPCTBEHHOTO IIpelapara He JOITyCKaeTCs MCIIOIb30BaTh

COKpallleHHbIe HANMEHOBaHUA (papMaleBTUYeCKUX CYOCTaHIUI (BKIIOYas GeIOK-HOCUTED).
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B pazgene 2 obuieit XapaKTepPUCTUKY JIEKAPCTBEHHOTO IIpenapara gapMalieBTHYecKue
CyOCTaHIMHM HeOOXOZMMO VKa3bIBaTh B COOTBETCTBUM C HUX OOBIYHBIM OOUIEIPHHATHIM
HAaUMEHOBaHHEM WIM XUMUYeCKHM oImcaHueM. IIOCKOIBKy BaKIMHHBIE AHTUTEHBI He
nmetor MHH, HanMeHoBaHMe Kaxgoil papmaneBTHUECKOI CyOCTaHIINY AODKHO, HACKOIBKO
3TO BO3MOJKHO, COOTBETCTBOBaTh TepMmuHosioruu crareit Papmakomen Coro3a Ha BaKLMHHBIE
aHTHUTeHBl.  HawmmeHoBanme  HedapMaKomeHHBIX  (apMaleBTHYECKUX  CyOCTaHIUH
HeOOXOZMMO B wHfease YKa3hblBaTh B COOTBETCTBHU C €r0 (OPMAJBHBIM JIATHHCKHUM
(rpeuyeckuM) HauMMEHOBaHMEM WIM B COOTBETCTBUM C 3a00jeBaHMEM, IOJIEXKAIINM
npoduUIaKTUKe, C y4eTOM MCTOPHUYECKHX ¥ (apMaKOIEeHHBIX IIpelefleHTOB IPUCBOEHUS
HAaMMEeHOBaHMI aHAaJIOTHYHBIM BaKI[MHHBIM aHTHUTE€HAM.

TakcoHOMUYeCKre HaUMEHOBAHUA KJIETOYHBIX MHKPOOPTAaHMU3MOB CJIE€AYeT BBIAENATDH
KypcuBoM. HazBaHna MUKPOOHBIX POZOB COKpAllaTh He ClefyeT. B HauMeHOBaHUE KaXXIOTO
aHTUTeHa OaKTepHil U BHPYCOB, €CJIM IPUMEHUMO, CIelyeT, KaK IIPaBUjIO, BKJIIOYATh IITaMM,

CEePOTHUII WJIN MHOHN NOAXONANIUH ITOJBUIOBOM KIaCCUPUKATOP.

Heo6xomymMo ykasaTh CBOMCTBAa BCeX HCIIOJIB30BAHHBIX B IIPOM3BOJCTBE KJIETOYHBIX
CUCTeM U, eCJIi IPUMEeHUMO, Ha HCIIOIb30BaHKe TexHoaoruu pekomounanTtHoi JTHK. Tekcr
B OOILIell XapaKTepUCTHKe JEKAPCTBEHHOTO IIpellapara M3/araioT B CIeAyIouleil pemakIiuu:
<mosry4eHa oT k1eToK XXX [1o TexHosoruu pekomouHanTHOM JHK]>.

Hanpuwmep: <mozywera us gumirongHsix kiaerox geroseka (MRC-5)>, <moryvera ms
xrerox Escherichia coli mo rtexmomorunm pexomburanrHOH /[HK>, <monydeHa H3 KIE€TOK
KYDHHBIX 9MODHOHOB>.

CBemeHmf O KJIETOYHBIX CHCTe€MaX, WCIIOJIB30BAHHBIX /A IIPOU3BOACTBA
IIOJIMBAJIeHTHBIX BaKIIMH, MOXKHO IIPeJICTaBUTh B BHJe CHOCOK B Ipefenax pasgena 2. B
OCTWIBHBIX  CJIly4asX yIOMMHaHME IIpollecca  IIPOM3BOJACTBA B  HAaUMMEHOBAaHUU
(dapMaleBTUYECKON CyOCTaHIIMM BaKIWHBI, KaK IIPAaBHJIO, JOJ/DKHO OBITh OTIpaHUYEHO
HICIIOJIB30BaHHEM CJIeAYIOMUX TePMHIHOB:

«KHBAaA ATTEHYHPOBAHHAA» (€CIU BAaKIIMHBI COZIEPKAT JKUBbIe MUKPOOPTaHU3MBbI)

«HHaKTHBHPOBAHHAA» (€CJIU BAaKIIMHBI COIEPKAT YOUTHIe MHKPOOPTaHU3MBI).

CBemenms o cmocobax aTrTeHyallUWW IJIM WHAKTUBAIUK (apMaleBTUIeCKOM

CY6CT3HI_H/II/I IIpUBOAUTE HE CJIeAyeT, €CJIU TOJbKO 3TH CBEAEHHI HE TPE6YIOTC}I AJIA
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XapaKTEePUCTUKU CBOHCTB (papMalleBTUYeCKON CyOCTaHLIMM, HallpUMep, B CIydae XOJIePHOTO
BAaKIMHHOTO aHTHUTeHa, 00paboTaHHOrO GoOpManTbAeruzoM (IIOZBEPrHYTOTO BO3ZEIHCTBUIO
BBICOKOH TeMIIEPaTYPBI).

2.2. AgpioBaHTH ¥ (MIK) aiCOPOEHTEHI.

Ecnm BakmwHa cOmepXUT afbIOBAaHT WIN afCcOpPOEHT, ero HeoOXOZUMO YKas3aTh B
pasmene 2 («KauecTBeHHBINI ¥ KOJIUYECTBEHHBIH COCTaB») OOIIeH XapaKTepHUCTUKHU
JIEKapCTBEHHOTO Ipemnapara. Ilo BO3MOXXHOCTM CieZyeT MCIOJIb30BaTh HOMEHKJIATYPy
Qapmakonen Coro3a, 32 HCKIIOYEHHEM TOTO, YTO BMECTO <«aJIOMMHUA THUIPOKCHUT,
TUAPAaTHPOBAHHBIM, M1 afcoOpOIMM» IONMYyCKAeTCA YKa3bIBaTh «aMIOMUHHA THAPOKCHU],
TAAPAaTAPOBAHHBII».

CoenviHeHHUs aJTIOMUHUA, KaK NPABUJIO, SBASIOTCA azcopbentamu. KommyectBeHHOe
coZiep)KaHUe COeJUHEHUI aTIOMHHUS HEOOXOAHUMO YKa3bIBaTh IO KOJIMYECTBY ATIOMHHUS B
nose.

JlJ1s TTIONMMBAaIEHTHBIX BaKIUH B OCOOEHHOCTH, a TaK)XXe I MOHOBAJEHTHBIX BaKIIVH,
eclM 3TO yAOOHO, KaueCTBeHHBIE WM KOJIMYECTBEHHbIE IAaHHBIe 00 aAbIOBAaHTaX U (MJIN)
aZcopbeHTaX MOXXHO IIPeJCTaBUTh B BUJEe CHOCKU(OK) B Ipefenax pasgena 2 oOiei

XapaKTepUCTUKU JIeKapCTBEHHOTO ITpeIapaTa.

B oO6meit xapakTepuCTHKe JI€KAPCTBEHHOTO IIperapaTa M JIMCTKe-BKJIAJbllle He
CllefyeT WCIIOJNIb30BaTh COKpAllleHHble HAaUMEHOBAaHMSI aJbIOBAaHTOB (aZcOpOeHTOB),
COKpallleHHs [JONYCKAIOTCA Ha MapKUPOBKe IIPU HeXBATKe MeCTa IIPU TOM YCJIOBHUH, YUTO
mi000e Takoe cokpaueHue OyzeT pacuudpoBaHO B paszene 2 o0Oueld XapaKTepPUCTUKU
JIeKapCTBEHHOTO ITIpelapara.

2.3. MHOTOZ03HbIe IIperaparsl.

Jlsi MHOTOZ03HOTO IIpeliapaTa HeOOXOJUMO IPeyCMOTPETh CieAylollee yKazaHUe:

«Komnrerinep asrgerca MmHOrozosHsIM. Kormwvecrso 703 Bo ¢urakore ykasaHo B paszese 6.5.

2.4. CcpuIKa Ha IepeYeHb BCIIOMOTATETbHBIX BEIECTB.
B xoHme pasgena HeOOXOZMMO IIpeAyCMOTPeThb CHeAYIOMUN TeKCT: </IorHBIH

IIepe49€eHb BCIIOMOIdTe/IbHbIX BE€IJ€CTB IIDHBEZI€H B pa3jeire 6.1>.
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3. JlekapcTBeHHas popma

VkasaHue JleKapcTBeHHOM (opMbl B paszfmene 3 oOmeH XapaKTepUCTUKH
JIEKapCTBEHHOTO IIpemapaTa MOJDKHO COBIIAZATh C TAaKOBRIM B pasgerne 1 oOmei

XapaKTepUCTUKU JIeKapCTBEHHOTO ITpelapaTa.
OTOT paszesn [AOJDKeH COZAep:KaTh OIMCaHWe IIpelapaTa, KOTOPBIM IIOCTYNIHT B

IPOZAXKY.

4. KaynHuyeckue JaHHEBIe

4.1. IToxa3aHus K IpUMEHEHUIO.

IToxasanue IIpPUMEHEHUIO JOJ’KHO, KaK ITPABUJIO, OXBATHIBATH:

a) 3aboseBaHus, MoAJexaumue poduIakTuKe (BKIIOYas KOHKDETHBIE BUJIbBI

OpPTraHU3MOB, €CIU IPUMEHUMO);

6) MUHUMAaJIBHBII JOIYCTUMBII 11 IpUMeHEeHUs BO3pacT (HalpuMmep, MIafeHIbI ¢ 2-
MeCSYHOTO BO3pacTa);

B) COOTBETCTBYIOLIVE  BO3pPAaCTHbIE KaTerOpUM (HAapuUMep, HOBOPOXJEHHSIE,
MJIa[IeHIIBI, IETH, TOAPOCTKH, B3POCIIBIE);

T) MaKCHMaJbHO [JOIYCTHMBINI BO3pACT, €CIU TaKOe OrpaHHUYeHUe IenecoobpasHo,
HCXOAS U3 TaKuX (PaKTOPOB, KaK SIUJEeMHUOIOTHS 3a00/IeBaHUS NN COZlep>KaHNe aHTUTEHA B
BaKIIMHE.

MoxeT Taxxe ImOTpeOOBAaThCSA YKa3aHMEe KOHKPETHBIX IIONMYJIAIUN IAaIMeHTOB, [T
KOTOPBIX TIOAXOIUT BaKI[MHA (mammpumep, HeBaKI[WHUPOBaHHBIE, IIepBUYHO
BaKIMHUPOBAaHHbIE, HAXOJAIIMECS B Tpymme pucka). [lomymamuu, KOTOpPBHIM BaKIMHA He
MOAXOIUT, KaK IIPAaBUJIO, CJIeJlyeT IePeYNCIATh B IPYTUX paszeiax.

4.2. PexxuM 103UpOBaHUA U CIIOCOO IPUMEHEHUA.

4.2.1. Pexxum 03MpOBaHUA.

Ecnu npumeHuMoO, B JaHHOM paszesie HeOOXOAMMO YeTKO OIIMCATh U Pa3ZieIUTh J03bI
M CXeMbl IEepBHYHOM M OyCTepHOI BaKIMHAnui. PexoMeHmanuym B II€JIOM [OJDKHEI
cofepxaTb MHMOPMAIUIO O MUHUMAJIBHOM BO3pacTe B MOMEHT BBeJEHHUA IIEPBOH [O3BI,

MUHUMaJIbHBIN WHTEPBAJI MOO3UPOBAHUI N MUHUMaJIbHBIH HHTEPBAJI MEXAY HOCJIE,Z[HEfI
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Z0301 M3 IEepBUYHOM CepUH U TepBOil (M, BO3MOXHO, ITOCIeAYIOIUX) OyCTEepHOI 0301,
KOTOpbIe U3y4YaTiCh B KIMHUYECKHUX HCCIeJOBaHUAX.

Jlns GONMBIIMHCTBA BaKIWH, IpeJHa3sHAYEHHBIX JJIA MJIAJEHIeB, U /11 OOJBIIMHCTBA
OyCTepHBIX AHTUTEHOB, PYTHHHO BBOJMMBEIX B MJIAZeHUYeCKOM BO3pacTe, IIOTpebyercs
BKJIIOYUTH OOllee yKasaHMe OTHOCHTeIBHO HEOOXOZMMOCTH CJIeJJ0OBaHMA O(UIIHaTIbHBIM
PEKOMeHJALMAM IT0 KOHKPEeTHOMY CPOKY BBeJleHU.

MoryT morpe6oBaThCs OTZeIbHBIE PeKOMEHJAIIUN IO JI03aM M CXeMe BBeIeHUA I
Pa3IMYHBIX BO3PACTHBIX TIPYIII FUIM IONMYJIALMM, OIpeZelseMbIX IIO0 IPYTHMM IlapaMeTpaM
(HampuMep, UMMYHO/IeIIPECCUBHBIX JIHII).

Ilerecoo6pa3HO yKa3bIBaTh HAa BO3MOXHYIO B3aMMO3aMeHAEMOCTb BaKIIMH BHYTPHU
CXEeMBI.

4.2.2. Ilyts BBeleHUA.

Heob6xomumo ykasaTh IyTh BBeZleHUs (HaIpUMep, BHYTPb, B/M).

Heobxomumo ykasaTh IIyThb BBeJleHHMA HMHBEKIMOHHBIX BaKIIMH, >KeJIaTeIbHO C

yKasaHMeM MeCTa IIpeJIIOYTUTEIFHOTO BBeeHUA (HalpuMep, AeIbTOBUAHAS MBIIIIIA).
K Ba)XHBIM OTHOCATCS ClIeyIONIVe YKa3aHUA:
<ToupKO /17 IpHEeMa BHYTPS, He JJIA HHBEKIJHOHHOTO BBEJEHHA>;
<He BBOAHTH B COCYZHCTOE PYCIIO>;
<[logroxHoe BBezeHmHe JOIYCKA€TCA B HCKJIIOYHTEJIBHBIX CAyYadX IalHeHTaM C

TPOMOOLHTOIIeHHeH HJIH HapyIIeHHAMH IeMocTasa. /IroOsle gaHHBIE 110 0e30IIaCHOCTH H

HMMYHHOMY OTBETy IIDH TaAKOM BBEAEHHH CJIEZYeT MPHBECTH B pazgeie 4.4.>.

4.3. IIpoTuBONIOKa3aHNUA.

ITpoTuBOMOKa3aHMUA, KaK IIPABIJIO, OTPAHUYUBAIOTCA a0COTIOTHBIMU
IIPOTUBOIIOKA3aHUAMY, KOTOpble UMEIOT MECTO Ha MOMEHT BBeJIeHUS.

Heob6xomumo, kKak MUHUMYM, YKa3aTh CiIefyolee:

<[ToproBoe HamMmeHOBaHHe| He CjleLyeT BBOSUTH JIUIAM C H3BECTHOM
TUIIEPYyBCTBUTEIBHOCTBIO K II0OOMY KOMIIOHEHTY BaKIIMHBI>;

<ITomo6HO ApyTMM BaKIMHAM, BBeJIeHHE [TOPTOBOE HAMMEHOBAaHUE | INIIAM C OCTPBIMHU

TAXKEeJIBIMU JINXOPAaAO0YHBIMI 3a00JIeBaHUAMU cilenyer OTIOXHUTb>.
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4.4. Oco6sle yKa3aHUA U MepbI IIPeJOCTOPOKHOCTY IIPU TPUMEHEHUH.

Ecnu 3T0 MpuMeHNMO, TPUBOAATCA CIeLyolye YacTO BCTpedaromyecs yKa3aHHA:

<IlogobrHOo BCeM HHBEKIHOHHBIM BAKI[HHAM, IIPDH BO3HHKHOBEHHH DEJKO
BCTpeYaroljeroca II0CJe BBEJEeHHA BAKIHHEI AHAQHIAKTHIECKOrO ABIE€HHA HeOOXOLHMO
BCerza pacrosiararts BO3MOXKHOCTBIO OKAa3aHHA MEJHIJHHCKOH IIOMOIJH H OCYIeCTBI€HHT

HaOIIOZCeHHI >,

</Toprosoe HammeHOBaHHEe] HH IIpH KAKHX CIyYagX He JOIYCKAETCA BBOJHTH B
COCYZHCTOE PYCIIO>;

<B mpomecce mpom3BOZCTBA JAHHOIO IIPerapara HCIOJIb30BAICA THOMEDPCAT, B
TOTOBOM IIperiapare MOIVT COXPAHATBCA €ro OCTATOYHOEe COJEP)KAHHE, BCIEACTBHE Yero
MOTYT BO3HHKATb PEAKI[HH CEHCHOHIH3AI[HH >,

<Ilozo6HO OcTa/IPHPIM BaKI[HHAM, 3aI[HTHEIH HMMYHHBIH OTBET MOXET BO3HHKATH He
Y BCeX BaKI[HHHPYEMBIX JIHI]>.

B manHOM paszeie TakXe JOITyCKAaeTCsA OIUCHIBATD:

HeJJOCTaTOYHYI0  INpOodMIaKTHYecKylo  3((eKTUBHOCTP MWIM  OTPaHUUYEHHYIO
IepeKpecTHyl0 NIpodUIAKTHUeCKYI0 35((PeKTUBHOCTh B OTHOLUIEHWM LITAMMOB WU
CepOTHUIIOB, He BKJIIOUeHHBIX B BaKI[UHY;

CUTyallu¥, HaIlpUMep, BBeZleHUe JINIAM, HaXOAAIMMUMCA B UHKyOallMOHHOH dase, WIn
HOMyJIANMY (HallpuMep, ITOXKUIIbIe), Y KOTOPBIX 3P PeKTUBHOCTD BaKIIMHBI He U3y4aaach U B
I[eJIOM He 0XXHJAeTcs;

(aKTOpPBI, KOTOpbIe XapaKTepPHBI I HapYLIEHHOTO UMMYHHOI'O OTBeTa.

B oTHOUIEHUY XUBBIX aTTEHYUPOBAHHBIX BaKI[MH HEOOXOJUMO OIIMCATh BO3MOXXHOCTH
Imepefavyy BaKIMHHBIX LITAMMOB, a TakKKe BO3MOXHOCTb PeBePCHH BUPYJIEHTHOCTH WJIN

peaccopTaniiy C MITaMMdMHU JWKOI'O THIIA.

4.5. BsaumogeiicTBue ¢ APyruMHU JIeKapCTBEHHBIMM IIpellapaTaMU U JApyrue (GhOpMEI
B3aUMOIeiCTBUS.

B manHOM paszese HEOOXOLUMO YETKO Pa3TPAaHUYUTH YKAa3aHUA 110 OZHOBPEMEHHOMY
BBE/IEHMIO, OCHOBAaHHBIE Ha KIMHMYECKHUX [JaHHBIX, OT TaKMX yKa3aHWU, OCHOBAaHHBIX Ha
o0IIUX IPUHIUIAX. B IeJ0M yZOBIeTBOpUTEIbHBIE NAaHHEIE, IOTyYeHHBIE II0 pPe3yIbTaTaM

OJHOBPEMEHHOTO BBEIEHH Pelpe3eHTAaTUBHOI BAaKI[MHBI OIpeZieIEHHOTO TUIA (HAaIpUMep,
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KOM6I/IHI/IPOBE[HI/IE BAaKIIMHBI [OJId HpO(l)I/IJIaI{TI/IKI/I ,Z[I/I(i)TepI/II/I, CTO]I6HHK3, KOKJIIOIIa M
BdKIODWHBI C [OPYI'MMHM dHTHUI'€HdMH C O,HHOfI N3 HaXOOAIUNXCA Ha PBIHKE BaKIWH [IJId
HPO(bI/IJIaKTI/IKI/I KOpH, OSIHNIEMHUYECKOTO IIapOTUTA U KPaCHYXI/I), AOJUKHBI CIYyXXHUTH B

KauecTBe 000CHOBaHUS OOIIETro YKa3aHUA 10 OLHOBPEMEHHOMY BBEJIEHUIO.

Heo6xopymMo ommcars KIMHUYECKH BRXXHYIO W IIOTEHIIMATBHO KIMHUYECKH BAOXKHYIO
MMMYHHYIO HHTeppEpEeHIIUH.

Heo6xomyumo yka3zaTh Ha OTCYTCTBHE ZAaHHBIX 00 OJHOBPEMEHHOM BBeZEHUU BMECTE C
BaKIIMHON OIIpefle/IeHHOTO THIIA, €CJU BEepPOSATHOCTh OJHOBPEMEHHOTO BBelleHUs C Hel
BBICOKA.

[Topxopauiye yacTo BCTpevaromyecs YKasaHU:

<Y nmagHeHTOB, HOTyYarIHX HMMYHOZENPEeCCHBHYIO TEPAIIHIO, H IHaJHeHTOB C
HMMYHOZEQHIIHTOM MOXXeT He PA3BHThCA JOCTATOYHBIH HMMYHHBIH OTBET>;

<Bmecre ¢ [ToproBoe HanMeHOBaHHE | He JOIMYCKAETCA BBOJHTE HMMYHOITOOYIHH>;

<[lpam  HEoOOXOAMMOCTH  HEMEJIEHHOrO  00eCIeYeHHA  3aIHTH,  [TOproBOe
HaHnMeHOBaHHe| JOIIYCKaeTcA BBOAHTh BMeCTe C [HOpMAaJIBHBIM, X-CIELH@HIHEIM]
HMMYHOIJIOOYJIHHOM. BBegeHme [Toprosoe HamMmeHOBaHHE] H HMMYHOIZIOOVJIHHA CIEZYET

OCYIeCTBIATEH B PA3HBIE KOHEYHOCTH>.

4.6. OepTUIBPHOCTH, GEPEMEHHOCTH U KOPMJIEHIE IPYIbIO.

i BakiuH, KOTOpBle OYZYT BBOAWUTBCA HCKIIOYHTEIBHO B IIpenybepTaTHOM
BO3pacTe, JOCTATOYHO yKa3aTh:

<[ToproBoe HammeHOBaHMe| He IIpefHA3HAYE€HO [Ji B3pociblX. JlaHHBIE O
IpUMEHEeHUN BO BpeMfA OepeMeHHOCTH W JIAKTAl[UW y YeJOBeKa, a TaKKe pe3yJIbTaThl
PEeIpOAYKTUBHBIX HCCIeLOBAHUN Y )KUBOTHBIX OTCYTCTBYIOT>.

Jlns BakuwH, IpefHA3HAYEHHBIX JJIS UL JeTOPOJHOIO BO3PAaCTa, B JAHHOM pasee
HeoOXOIMMO OIIMCATh UMEIOIIUHACA JOKINHUYECKUHM ¥ KIMHUYECKHUH OIIBIT.

Jlns  WHAKTUBUPOBAaHHBIX BAKIWH  IIeJeCOOOpasHO  IPUBECTH  CJIEAYIOILYIO
PEKOMEeHIAIIHIO:

<IlogobHO ApyrHM HHaKTHBHPOBAHHBIM BAKIHHAM, BPEX A ITVIOAA HE OXHAAETCA.
Ognako, [Toprosoe HammMeHOBaHHE] CIeZyeT IPHMEHATs BO BpeMs OEPeMEeHHOCTH TOJIBKO

IIpH ABHOM DHCKE HH ¢Hl{1/f [DOBAHHA>.
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JKuBble aTTeHyupoOBaHHBIe BAaKI[MHBI, KaK IIPaBUJIO, IIPOTHUBOIIOKA3aHbI BO BpeM:
G6epemenHoctr. OJHAKO eCIM BaKIIMHA ABJIAETCA XOPOIIO M3YYEeHHBIM IIpeIlapaToM, B
OTHOLIEHUY KOTOPOTO HAKOIIJIEH JOKyMEHTHPOBAHHBIN OIBIT, MHOTAA JOCTATOYHO YKa3aTh O
HeleJleCOOO0pPa3sHOCTH  BaKIMHALIMM BO BpeMsA OepeMeHHOCTM B OTCYTCTBHUM SIBHOM
HeoOXOINMOCTH.

Jl1s MHaKTUBUPOBAHHBIX BAaKIMH B OTHOLIEHWM JIAKTALIMH IIPU OTCYTCTBUU JAHHBIX,
KaK IIPaBUJIO, YKa3bIBAIOT:

<BirngHue Ha zered, HAXOZAL[HXCA HA IPYJHOM BCKAPMIHBAHHH, BBEJEHHE [TOPrOBOe
HaHMeHOBaHHe| HX MaTepAM, He H3y4aT0CE>.

PexomeHpaiuy B OTHOIIEHWN >XHMBBIX ATTEHYWPOBAHHBIX BAaKIWH COCTAaBIAIOTCS B
WHVBUIYaTbHOM ITOPsAIKe.

4.7. BrusHue Ha CIOCOOGHOCTH YIIPABIATH TPAHCIOPTHBIMH CPeCTBaMHU M paboTaTth C
MeXaHU3MaMHU.

i BakIuH, KOTOphle OyZyT BBOAMTHCA MCKJIIOUUTENBHO B IIpenybepTaTHOM
BO3pacTe, ZOCTATOYHO YKa3aTh:

</Toprosoe HanmeHOBaHNE | HE MIPEFHA3HATEHO A/IA B3POC/IBIX>.

ITpuBopATCa cTaHAAPTHBIE PEKOMEHIALMHY, €CJIN BaKI[MHA ITpeIHa3HAYeHa B3POCIIBIM.

4.8. HexxenmaTerpHbIE peaKIUuH.

Hexotopsie oco6ble peKOMeHJAINY /11 BaKIVH:

a) JaHHbIe O MECTHBIX U CHCTEMHBIX PeaKIUIX;

6) ocoOble 3aMedaHNsI 00 OIpeJeeHHbIX HeXXKelaTeIbHbIX JIEKAPCTBEHHBIX PEaKIIUIX
(manmpumep, TuxopazKa, peGpUIbHBIE CYLOPOTH);

B) HeXXeJIaTeJIbHbIe JIeKaPCTBEHHBIE PeaKIMK ¥ YaCTOTA MX BOSHUKHOBEHUS, pa3ouTas
II0 BO3PACTHBIM IPyIIIIaM, YKCJIO [03, aHAMHe3 BaKI[MHAI[UW, BO3HUKIINE B KIMHUIECKUX
MICC/IeOBAHMAX U 110 pe3yJIbTaTaM IIOCTPETUCTPAIIOHHOTO HAaOIIONeHNS;

I) 0coOble yKazaHuUA O JI000M IIOBBIIIEHUH YaCTOThI BOSHUKHOBEHHS He)KeJIaTeTbHbIX
JIEKapCTBEHHBIX PpeaKIWi, OTMEYaBUIMXCS IIPH OZHOBPEMEHHOM BBEJEHUU C [PYTUMHU

BaKIIMHAMH.
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4.9. Ilepeno3supoBka.
Heobxogumo ommcaTe Bech HMEIONIMIICA OIBIT Iepemo3upoBKH. llerecoobpasHo
yKazaTh, YTO IIepeflo3VPOBKA MAaJOBEpOATHA IIPU JAaHHOK (opMe BEIIycKa (HAIpuMep,

IIpe;BAPUTEIBHO 3aII0THEHHBIN IIIIPHIL).

5. @apmakoorHYecKue CBOMCTBA

5.1. ®apmakoguHaMUYeCKIe CBOMCTBA.

B manmnoM paszene Heo6XOZMMO KpaTKO OOOOIIUTH (HAmpHUMep, B BHUE TaGIHIIHI)
Hanbosiee 3HAYMMBIE HMMYHOJOTHMYECKHWe JaHHble (UCIONB3ys Hambolee 3HAYWMBIE
IapaMeTphl) U BCe BaJUJHbIE OLEHKU dKclepuMeHTanbHON 3ddexktuBHocTH (efficacy) u
peanbHoit o¢pdexTuBHOCTH (effectiveness) (c yderoM HeEZOCTaTKOB OTHOCHUTEIBHO
HOMYJIAIINY, ¥ KOTOPOil OHM omnpegensiuck). [Ipu Heo6XomuMoCTH JaHHBIE ClefyeT pa3ouTh
Ha IIepBUYHBIE CEPUU BAKIMHAIUU U OYCTEPHYIO BAKI[MHAIWIO, II0 BO3PACTHBIM TIPYyIIIaM
WUIu apyruM akTopaM (HampuMmep, UMMYHOZEIIPECCH).

B paszen momyckaeTcs BKIIOYUTH CBeZeHUs 00 yCTaHOBIEHHOM MU IIPeAIIOIaraeMoM

NMMYHOJIOTHIE€CKOM KOppeJIiaTe HPO(I)I/IJIHKTI/IKI/I.

6. ®apmaneBTrUeCKUe CBeIeHUS

6.1. Ilepeyens BcrioMoraTeIbHBIX BELIECTB.

BcriomoraTtenpHbIe  BemecTBa HEOOXOZMMO IIEPEYUCIUTh B  COOTBETCTBHUH  C
HACTOAIIMMY 1pe6oBaHUAMHU, UCIIOIB3YsI COOTBETCTBYIOLINE OOIEIIPHUHATbIE HAUMEHOBAHMUS.
ITomo6HO BceM BCIOMOTATENBHBIM BelleCTBAM KOHCEPBAHTHI B pasgmere 6.1 ciexmyer
yKa3bIBaTh KAUeCTBEHHO, a He KOJIUYeCTBEHHO.

B pasgmene 6.1 He ciemyeT IepedMCIATH OCTATOYHOE COZEpXKaHUE PeaKTUBOB,
WCIIOJIb30BaHHBIX ITIpu IpousBozcTBe. OZHAKO OIpefeeHHble OCTaTOYHBIE IIPUMECH,
HaIpUMep, IPUMeCH aHTUOMOTHKOB WM UHBIX IIPOTMBOMUKPOOHBIX IIPEIapaToB,
WCIIOJIF30BAaHHBIX B IIPOM3BOJCTBE U M3BECTHBIX CBOMMHM aJUIEPT€HHBIMU CBOMCTBaMU,

CIIOCOOHBIMHY BBI3BIBATH HEXKeJIaTeIbHbIe peaKnuy, JOIIyCKA€TCA YKa3bIBaTh B pa3zeie 4.3,
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BcrmomorarepHBIE BellleCTBa BaKIIWH, (POPMO#I BBIITyCKa KOTOPBIX SABJISAETCS HECKOJIBKO
HMEePBUYHBIX YNAKOBOK WJIM IINPHUIBI C [ABOHHON KaMepod, HeOOXOZWMO YKasaTh Ha
IePBUYHYIO YIIaKOBKY MJIX Ha KaMepy.

B o6meii xapakTepuCTHKe JIEKapCTBEHHOTO IIpeliapaTa M JIMCTKe-BKJIAZbIIe He
TOITyCKAeTCsI MCIOJIBb30BaTh COKpAllleHHble HaMMEHOBAaHMS BCIIOMOTaTeIbHBIX BellecTB. OHAKO
IIPY HEXBaTKe MeCTa COKpallleHHble HAaMMEHOBAHUSA BCIIOMOTATEIBHBIX BEIECTB IOITyCKAETCS
yKa3bIBaTh B MAPKUPOBKeE IIPX YCIOBUH, YTO OHH paciIrdpoBaHsl B paszere 6.1.

B paszmene 6.1 He ciemyeT yKassIBaTh afbIOBAaHTHI U ancopbeHTsl. OZHAKO, eCcau 3TH
MaTepHuaIbl IPUCYTCTBYIOT B BaKI[MHe, JAaHHBIH pa3fesl JOJDKEH COZepKaTh CCBHUIKY Ha HX
yKazaHue B paszeie 2.

6.2. HecoBmecTUMOCT®S.

B paszmene 6.2 ciemyeT yka3pIBaTh JIMIIb CBefeHUS O (papMaleBTUUECKOH (TO eCcTh
busnIecKo, XUMUIECKON 1 GUOIOTUIECKO) HECOBMECTUMOCTH.

Heo6xomuMo mpuBecTH COOTBETCTBYIOLIEEe CTAHJAPTHOE yKasaHWe, a MMeHHO: <He
IpHMEHHMO>, <B OTCyTCTBHH pe3y/braToB HCCIEZOBAHHEH COBMECTHMOCTH BAKI[HHY He
cregyer cMeUrHBars C pyTrHMH JeKapCTBeHHBIMH MpernapaTaMm> WU <BakyguHy He cregyer
CMeInBaTs C PYTHMH JI€KaAPCTBEHHBIMH IPENapaTaM, 34 HCKIIOIEHHEM YIIOMAHYTHIX B
paszxerre 6.6>.

dapMakosOrHUUecKyl0  HECOBMECTHMMOCTb  BaKLUMHBI, HAIpuMep, In  VIvo,
B3aMMOJEHUCTBUA C APYTUMHU JI€KapPCTBEHHBIMH IIpelapaTaMy MM IIHIIe#, OIMUCHIBATH B
paszmene 6.2 He ciexyeT, IIOCKOJIBKY OHa OTHOCHUTCSI K KIMHUYECKOH dYacTh obuieit
XapaKTEePUCTHUKY JIEKapCTBEHHOTO IIpelapaTa.

6.3. Cpox rogHOCTH.

VYkazaHue Cpoka TOJHOCTH [OJDKHO COOTBETCTBOBATH HACTOSAIIMM 1peOGOBaHUAM WU
aKTaM, BxoAsmuM B mpaBo (Coio3a, IO YKa3aHUIO CPOKOB TOZHOCTH HEBOCCTAHOBJIEHHBIX U
BOCCTaHOBJIEHHBIX BaKI[UH (IIpU HEOOXOAMMOCTH).

6.4. Oco65le yKazaHUA 110 XPAaHEHHUIO.

VkazaHue Mep TIpeJOCTOPOXXHOCTM II0 XPAHEHHIO [OJDKHO COOTBETCTBOBATH

HacTOAWMM 1peGOBaHUAMHY U IPYTUM CBA3aHHBIM TpeboBaHMAM Cor03a.
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6.5. Xapakrep u comep>xuMoe IepBUYHON yIIaKOBKH

YkasaHMe XapaKTepa U COJeP>KMMOTO IepPBUYHOM YIIaKOBKH JOJDKHO COOTBETCTBOBATh
HacToAmuM TpeGOBaHMAM U IPYTHM aKTaM, BxogamuMm B rpasBo Coroza.

Heob6xozumo yka3aTh KOJIMYECTBO Z03 MHOTOZO3HBIX IIPENapaToB BO (akoHe.

6.6. HCTpyKIMM ITO TPUMEHEHUIO, PA00Te <U YHUYTOXEHHIO>.

Ecnu BakuuHAa TIIOAJNIEXKHUT BOCCTAaHOBIEHHUIO, OIMCAHHME ee BHEIIHero BHJA O
BOCCTAaHOBJIEHUs IIPUBOJUTCSA B pasfese 3, TOrJa KaK OIMCAHHE ee BHEIIHETO BHUJA IIOCTIe
BOCCTaHOBJIEHUS — B paszere 6.6.

Il Bcex BaKIMH HeOOXOAMMO TakKe IIPUBECTH YKasaHHME O HEOOXOAMMOCTHU
IIpOBepKM BHELIHEro BHJA IIperapaTa Iiepes BBemeHueM. [Ipu HeoOXommMocTu ciexmyer
IIPUBECTH JJOTIOTHUTEIbHBIE NHCTPYKIIHH.

B pasgene 6.6 HeoOXOZMMO TIPUBECTH CBEJEHHA, HeOOXOmWMBIe I pabOTHHKA
anTeKy WIM MHOTO MeIUIIMHCKOTO pabOTHMKA IO IPUTOTOBJIEHUIO IIperapara K BBeAEHUIO
BakIuHUpyeMomy Jmny. OpHako cBemeHMA, HeOOXOZMMBIE [JIg Bpada MJIM HHOTO
MeJUIIMHCKOTO pabOTHUKA /A BBeJleHUA IIpellapaTa BaKIIMHUPYeMOMY JIUIY, B pasjene 6.6
YKa3bIBaTh He IOIyCKAeTCs, IIOCKOJIBKY 9TU CBeJeHUA JOJDKHBI COAEePKAThCA B KIMHUIECKHUX
pasgerax OXJIIL.

B oTHOImeEHMUY XUBBIX BaKIJUH HEOOXOJUMO IO MEHbIIEH Mepe IIPUBECTH YKa3aHHe Ha
HeOOXOZMMOCTh YHUYTOXEHUsA IIpellapaTa, MaTepHajoB, BCTYNABIINX B KOHTAKT C
IIpenapaToM U (MJIM) OTXOJOB, B COOTBETCTBUM C TPeOOBAaHUAMHU rocysapcTs — wieHoB Coro3a
10 HaJjIekallleMy YHUYTOXEeHUIO TAKUX MaTepHasoB.

B oTHOIIeHWM MHAaKTUBUPOBAHHBIX BAaKIMH HEOOXOJUMO, KaK MUHHUMYM, IIPUBECTH
yKasaHHe O TOM, 4TO CJeAyeT YTHJIM3HPOBaTh HEHCIIOJBb30BAaHHYIO BAaKIMHY U OTXOJBI,
COTJIACHO TpeOOBaHMAM 3aKOHOJATENbCTBA TOCYZApCTB — 4WiIeHOB EBpaswuiickoro

SKOHOMMNYECKOT'O COIO3a.

III. CrrenpanbpHbIe TPeOOBAHUA K MaPKUPOBKE BaKI[UH

HaCTOHH.LI/Ie TPE6OBaHI/I${ u H.[El6JIOHBI, d TaKXe Tp66OBaHI/IH K MapKHPOBKeE
JIEKapCTBEHHBIX CPEACTB COAEPKAT YKA3dHHA II0 MAPKHPOBKE. O,ﬂ;HaKO B OTHOILIE€HHWHX BAKIIWTH

HEO6XO,II;I/IMO IIPUHUMATh BO BHUMAHNE CII€AYyIOIIe JOIIOTHUTEJIbHbIE TPE6OB3.HI/I}I.
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1. BropuuHas ynakoBka

B menax ykazaHus ¢apMaleBTHYeCKUX CyOCTaHIMI dapMaleBTHYeCKue CYyOCTaHIIMHI
¥ afbBIOBAHT WM afcopOeHT (IpU HAIUYNM) HEOOXOZMMO OTpa3sUTh KadeCTBEHHO U
KOJIMYeCTBeHHO Ha eJMHUILY Z03bI B cooTBeTcTBUM C pasgenoMm 2 OXJIII, 3a ncxirovyeHneM
CJIy4aeB HeJOCTATOYHOCTH MeCTa, IIPU KOTOPHIX AOIYCKAaeTCA HCIIOIB30BaTh COKpalleHHbBIe
HAaVMEHOBAHHA OIIpe/leJIeHHBIX aNbIOBAHTOB U aACOPOEHTOB, €CJIM OHHM PacIIM(pPOBAHBL B
OXUJIII.

Heo6xozmumo ykassiBaTh KOJIHUYECTBO 03 MHOTOZO3HBIX IIPENapaToOB B I€PBUYHBIX
yIakoBKax (KoHTeliHepax). Ha BTopruHO# ynakoBKe [OITyCKaeTcCs He yKa3bIBaTh CBEJE€HUS O
KJIETOYHBIX CHCTEMaX, UCIIOJIb30BAHHBIX B KaueCTBe IIPOU3BOJCTBEHHBIX cybcTparoB. CI0BO
«MUKpOTpaMMBbl», KaK IIpaBMJIO, CJeAyeT YKa3hblBaThb B MapKUpPOBKe IIOJHOCTBIO, 32
HCKJII0YeHHeM CIy4aeB 3HAUYMTEJIbHOH HeJOCTaTOYHOCTH MeCTa, IIPU KOTOPBIX JOIIyCTHMO
YKa3bIBaTh «MKI», €CJIK 3TO 0OOCHOBAaHO U OTCYTCTBYIOT OIIMCAaHUSA CO CTOPOHBI 0€30MIaCHOCTH.

Ha BTOpHYHOI yIakoBKe clefyeT YKa3bIBaTh IlepedeHb BCIIOMOTAaTeIbHBIX BeIleCTB B
COOTBETCTBUHU C paszesnoM 6.1 obmell XxapaKTepUCTUKH JIeKapCTBeHHOro mpemnapaTta. OmxHako
IpM HexBaTKe MecTa /OIyCKaeTCA HCIIONb30BaTh COKpalleHHble HauMeHOBaHUA
OIIpeZie/IeHHBIX BCIIOMOTATeIbHBIX BeIeCTB, €CJIM OHM PacIIu@pOBaHEI B 00uei
XapaKTepUCTHUKe JIeKapCTBEHHOTO IIpeIrapara.

Ecnm BropuyHas ymakoBKa COZEPXKUT [NOIOJIHUTEIbHBIE MaTepHaslbl, (HaIpuMep,
TAMIIOHBI, UTJIBI U T. [.), HA Heil HeOOXOAUMO IIePEeYUCIUTD O0lIee COAEePIKUMOe YIIaKOBKH.

Ha BTOpuuYHOIl ymakoBKe HEOOXOZWMO IIPUBECTH IIOJTHOE IIpeAyIpeXxAeHHe IO
YHUYTOXXEHUIO HENCIIOJIB30BAaHHOTO IIpermapara X (WMJIM) OTXOZOB, €CIU JTOMY He
IpenATCTByeT HEeXBaTKAa MeCTa, B 3THX CIydYagX JOCTaTOYHO yKa3aTh CChUIKY Ha HaJIU4He

I/IHCTPYKH;I/Iﬁ II0 YHHUYTOXXEHUIO B JIMCTKE-BKJIAIbIIIE.

2. IlepBryHasg ynakoBKa HeOOIBLUIOTO pa3Mepa

Ha nepBuunOii ynakoBke HeGOJIBIIOrO pa3Mepa (00Ijas IJIONIALb TEKCTOBOTO ITOJIS
KOTOpO#i cocTaBisgeT MeHee 5 — 10 cM?) momycKaeTCs MCIIONB30BAaTh COKPAIIEHHbIE TEPMIHBI

JIEKapCTBEHHBIX (bOpM B COOTBETCTBHH C ,I[efICTBYIOH_];I/IM «HepequM CTaHAaPTHBIX
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TepMUHOB», HO IIPU YCJIOBUHU IIPeeMCTBeHHOTO MX MCIIOJIb30BaHUSA BO BCEX A3BIKOBBIX BEPCUIX
MapKupoBKH. Ha mepBuyHOM ymakoBKe Masoro pasmepa (oOujas IIOMAZB TEKCTOBOTO IIOJIS

KOTOPOH He IIPeBHIIIAeT 5 cM?) IeKapCTBeHHYIO (GOpMY IOITyCKaeTCs He YKa3bIBaTh.

3. OTpsIBHasA MapKHUpPOBKa

,ﬂep)KaTeJII/I PETHUCTPALITMOHHOTO YAOCTOBEPEHMS BIIpdBE IIPHUKJIEUTH K nepBHquﬁ
YIIaKOBKE€ OTPBIBHYIO DTHKETKY, KOTOPYIO MOXHO HCIIOJIB30BATh [JIsI BHECEHUA AdHHBIX 06

MMMYHHU3AIUH B JOKyMEHTAUIO MTalleHTa.

IV. JIncTok-BKJIambILI

JIncTOK-BKIaAbIN HEOOXOZMMO COCTaBJIATh HAa OCHOBAHMU OOILIEi XapaKTePUCTUKU
JIEKapCTBEHHOTO IIperapara C HKCIIOJb30BAHMEM YeTKMX M IIOHATHBIX [IJII IIOTpeOuTesns
TepMuHOB. [lomo6HO OOmIeil XapaKTepUCTUKe JIeKapCTBEHHOTO IIpeliapaTa, COKpallleHHBIe
TEePMUHBI UCIIOJIB30BaTh He JOITYCKAeTCs, IIOCKOJIBKY MECTO B JIUCTKE He OTPAaHUYEHO.

B nucrke-BKIambiire HEOOXOZWMO OIMCHIBATH CBOMCTBA BCEX KJIETOYHBIX CHCTEM,
WCIIOJIB30BAaHHBIX IIPH IIPOM3BOJCTBE, M, €CJIM 3HAYMMO, KCIIOJIB30BAaHHWE TEXHOJOTUU
pexombunantHoit JTHK, B coorBerctBun c ykasanuamu B CXII, BkIIOYas MCIIOIB30BaHUE
TAKOTO BBIPAXEHU, KaK <I1oayyeHa oT krerox XXX [mo rexHosorHHm pexoMOHHAHTHOH
JHK/>.

B sucTke-BKIazpImle HEOOXOZMMO BKJIIOYUTH HCYEPIBIBAIONIVE YKa3aHUS IJII
IOTpeOUTe I OTHOCUTEIFHO HHCTPYKIIUH 110 IIPUMEHEHHIO, paboTe U YHHYTOXKEHHIO.

BmecTo coxpauieHus «<MKI» CJIOBO <MUKPOTPaMMBbI» CJIeZyeT YKa3bIBaTh IIOJTHOCTHIO.

Ecnm BakiuHa cOZep)XUT aAbIOBAaHT WIM afCOPOEHT, B JIMCTKE CIeAYyeT IPHUBECTH
cllenyloliee WIM SKBUBAJIEHTHOE yKasaHUe: <B BaK[HHY B Ka9ecTBe |a4bIOBAHTA, 44CopOeHTa/
ZobapiieHo BewjecTBo [X]. [AgbroBaHTHI, azCcOPOEHTHI] — 5TO BewljecTra, JOOABITEMBEIE B COCTAB
HEKOTOPBIX BAKIHH B IEJIAX YCKOPEHHA, VIV IUIeHHA H (HJIH) YATHHEeHHT 3aU[HTHOIO JeHCTBHA

BaKI[HHBI>.
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V. Ilepeyens npumepoB

1. HPI/IMepBI O6IIJ;€IIPI/IH}ITBIX HanMMeHOBaHUIN MHOTOKOMITOHEHTBIX BAdKIINH

Bakuuna m1a mpoduIakTUKY ZUPTEPUH, CTOIOHAKA U KOKJIIONIA (aZcOopOpOBaHHA).

Bakmuna pna mpodmrakTuku AudTepuu, CTONOHAKA M KOKiIoma (OecKieTodHad,
cyOobenuHUYHAS) (aACOpPOUPOBaHHA).

Bakmuna mas npodumnaktuku gudrepuu, CronbHAKA, Kokmoma (beckieTovHafd,

cy6remsunuyHasn) u renarura B (p/IHK) (azcopbupoBanHas).

Bakuuna myia npoduaakTuky rematuta A (MHaKTHBHpoBaHHAsg) u remaruta B (pJHK)
(amcopbupoBaHHas).

Bakmuna mas npodumirakTuku gudTepuu, CTONOHAKA, Kokmooma (OeckieTodyHas,
cyobenuHUYHAA) U Haemophilus Tumna b KoHbIOrHpOBaHHAA (aCOPOMPOBAHHAS).

Bakmuna mas npodumirakTuku gudrepuu, CTONOHAKA, Kokmooma (OeckieTovyHaf,
cy6vemsunuyHasg), rematuta B (pJJHK) wu  nonmommenura (MHaKTMBHpOBaHHAs)
(amcopbupoBaHHas).

Baknuna mas npodwraktuky gudrepun, cronbOHsIKA, Kokimioma (GeckieTovHad,
cyobenunuyHasi), renatuta B (pJHK), monuomuenura (nHakTuBUpOBaHHAA) U Haemophilus

THIa b KOHBIOTUPOBaHHAs (aZCOPOMPOBAHHAS).

2. Ilpumeps! peacraBienus pasgena 2 («KauecTBeHHBIIN U KOIMYeCTBEHHBIH COCTaB») 00OmIei
XapaKTEePUCTHUKYU JIeKaPCTBEHHOTO IIpernapara

Bakiyna g npobuaakTuky gudTepun, CTOAOHAKA, KOKIoma (beckieToyHad,
cyobpenuauyHad) u renarura B (p/IHK) (amcopbupoBanHas)

1 mosa (0,5 M) comepxuT:

Judrepuitnbrit aHaTOKCUH! He MeHee Xx ME
Cron0a9HbBIN aHATOKCHH! He MeHee x ME
Bordetella pertussis' <urramm (TWII) arTIIOTUHOTEHA> He MeHee x ME
(MHAKTHMBHpPOBAaHHAA)

IToBepxHOCTHBIH aHTHTeH remarura B3 X MKT

! AncopbupoBaHHBIN Ha aTIOMUHUA THAPOKCUZE TUAPATHPOBAaHHOM (X MT Al).
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2 [lonyuen U3 IpoxKeBBIX KJIETOK (Saccharomyces cerevisiae) IO TeXHOJIOTHHI

pexombunarTHOU /THK.

3 AncopbupoBHHas Ha amoMuHUA docdare (x mr Al).

[TosHEII IepeyeHb BCIIOMOTAaTeIbHbIX BEelleCTB IIpUBeeH B paszee 6.1.

Bakuuna pia npoduiakTuky rematura A (MHakTUBMpOoBaHHadg) u renaruta B (p/IHK)

(amcopbupoBaHHAS)
1 moza (1 M) comepxut:
Bupyc renmarura A <Tun> (MHaKTUBUPOBAHHBIN)! 2 x NDA-enunuig
IToBepxHOCTHBIN aHTHUTeH rematura B4 X MKT

! TlonyueH m3 ZUIIIOUAHBIX KiIeToK uenoBeka (MRC-5).
2 AncopOupoBaHHBIN Ha aTIOMUHUS TUAPOKCHUAE TUAPATUPOBAHHOM (X MT Al).

3 Ilosmy4eH U3 IpOXCKEBBIX KIETOK (Saccharomyces cerevisiae) IO TEXHOJIOTUHI

pexom6unanTHOM JJHK.

* AncopbupoBanHas Ha amoMuHuA docdare (x mr Al).

ITonwbIil MepedeHb BCIIOMOTaTeIbHBIX BelleCTB IIpuBeieH B paszee 6.1.

Baxknuna pia npodunakruku Haemophilus Tuma b KoHbIorupoBaHHas u rematura B
(pIHK)

1 noza (0,5 mur) comepxut:

[Monucaxapun Haemophilus tuna b X MKT
(monuprbosmapudbuTondocdar)

KOH'BIOTUPOBAHHBIH C Neisseria meningitidis ceporpynnst B <mramm> Y—Z MKT
6eJIKOBBII KOMILIEKC Hapy>XHOH MeMOpaHbI — B KaueCTBe HOCUTEJIT

IToBepxHOCTHBIN aHTUTeH rematura B2 X MKT

! TloryueH u3 IpoXCKeBBIX KIETOK (Saccharomyces cerevisiae) IO TeXHOJIOTUU
pexom6buHanTHOU JHK.

2 Ancop6upoBHHas Ha amoMuHuA pocdare (x mr Al).

ITonmbIil MepeyeHb BCIIOMOTaTeIbHBIX BellleCTB IIpuBeieH B paszee 6.1.

Bakiuna g1a mpodHIaKTUKK POTABUPYCHOM MHOEKIINHT
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[Tocne BoccranoBnenus 1 moza (2,5 M) comepxut:

PeaccopraHT poTraBupyca pe3yca/denoBeka ceporuma 1 x 10° BOE!
(’XKMBOI1, aTTEHyHPOBaHHBII1)
PeaccopraHT poTraBupyca pe3yca/demoBeKka cepoTua 2 x 10° BOE!
(>XuBO#1, aTTEHYHPOBaHHBIN)
PeaccopranT poraBupyca pesyca/denroBeka ceporuna 42 x 10° BOE!
(XMBOI1, aTTEHyNPOBAHHBII1)
PoraBupyc pesyca ceporuna 3 3 (;}xuBOIi, aTTeHYHPOBaHHBIN) x 10° BOE!

! BaamkooOpasyolye e IUHUIIBL.

ITonmbIii MepeyeHb BCIIOMOTaTeIbHBIX BelleCTB IIpuBeieH B paszee 6.1.

Baknuna gig npobuaakTUKY AuGTEPUN, CTOAOHAKA, KOKIIoma (6eckieToyHad,

cyobpenuumyHas), renatura B (p/IHK), mormomuenura (nHakTuBUpOoBanHasa) u Haemophilus

THIa b KOHBIOTMPOBaHHAA (aACOPOMPOBAHHA)

ITocne Boccranosrenus 1 mosa (0,5 M) comepxur:

W3HayaipHO B BUIE CYCIIEH3MMU:

JwnbrepuiiHprii aHaTOKCHH! He MeHee x ME
CronOHAYHBINA aHATOKCHH' He MeHee X ME
Anwnrurens! Bordetella pertussis <mrtaMM (THIT arT/IIOTHHOTEHA) >

Kok mronrHeii aHaTOKCHH! X MKT
®duaMeHTHBIN reMarrIoTHH! X MKT
[TeprakTus! X MKT
[ToBepxHOCTHBII aHTUTEH renarura B> 3 X MKT
[TonnoBupyc (MHAKTUBUPOBAHHBIIN)
Tun 1 «umrraMmm» x D-aHTHUTreH-e TUHUII,
TUTL 2 «IITAMM» x D-aHTUreH-e UHMNII,
TUII 3 <IITaMM> x D-aHTUTeH-e TUHUI],

NsuavansHO B BUIe IOpOIIKA:

[Nonucaxapun Haemophilus tuna b X MKT
(monupubosunpuduTondpocdar)?

KOHBIOTMPOBAHHBIHN C CTOJIGHAYHBIM aHATOKCUHOM — y—Z MKT
B KauecTBe OejIKa-HOCHUTEIIA

! AncopbupoBaHHBIN Ha ATIOMUHUA THAPOKCHUE TUIPATUPOBAHHOM (X MUJUIUTPaMMOB Al).
2 [Tomry4eH u3 gpOXCKEBBIX KIETOK (Saccharomyces cerevisiae) o TeXHOJIOTUHI
pexomb6uHanTHOM JJHK.

3 Ancop6upoBHHas Ha amoMuHUA docdare (x MuLIUTpaMMOB Al).

[TonmHbIi IepeyeHb BCIIOMOTAaTeIbHBIX BellleCTB IIpUBe/ieH B paszete 6.1.
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Baxiuna mig npoduiaktuku rematura B HK

1 mosa (1,0 M) comepxuT:
IloBepxHOCTHBIII aHTUTeH TenaTuTa B

(6enxoBbie MOHOMepHI S, Ipe-S1 u npe-S2)*-2 X MKT

! Tlonyuen m3 mpimuHux (C1271) k1eTok mo TexHonoruu pekom6unantHoi JHK.

2 AfcopOGupoBaHHBII Ha aTIOMUHUS OKCH/Ie THAPATUPOBAHHOM (X MT Al).

ITonmsIil MepedeHb BCIIOMOTaTeIbHBIX BelleCTB IIpuBeieH B paszee 6.1.

Bakiuna mia nmpodHIakKTUKK KOPH, STIUAEMUYECKOTO ITaPOTHTa M KPACHYXH ()KI/IBa}I)

ITocne BoccranoBrenus 1 mosa (0,5 M) comepxur:

Bupyc xopu! <mramm> (3KuBO#, aTTeHyHPOBAaHHBII1) He meHee 1x103 MKKso?
Bupyc snuzemuyeckoro nmaporura’ «imraMm» He MeHee 1x10% MIKKso?
(XMBOI1, aTTEHYNPOBAHHBII1)

Bupyc xpacryxu' «mrramm» He MeHee 1x103 MIKKso?
(’XKMBOI1, aTTEHyUPOBAHHBII1)

! Tlony4yeH M3 KJIETOK «KJIETOYHASA CUCTEMA, HCIIOIb30BAaHHASA B IIPOM3BOJICTBE.
2 CraTucTU4YecKy ompeenseMoe KOJIMYeCTBO BUPYCa, KOTOpoe ZOoDKHO nHpuuposaTs 50 %

KJIETOYHOU KYJIBTYPBIL.

[TonusIi IEepeyeHs BCIIOMOTATEIBHBIX BEllleCTB IIpUBeieH B paszere 6.1.

BaK];T,I/IHa OJIA HQOQQI/IJIEIKTI/IKI/I THEBMOKOKKOBOM I/IHQQEKEI/II/I ITOJICAXdPHUAHASL
(remraBaseHTHAd, aZICco Q6I/I pOBaHHAA )

1 mosa (0,5 mi1) comepxuT:

Streptococcus pneumoniae, CEpOTHII 4, TToaucaxapuz! X MKT
Streptococcus pneumoniae, ceporunt 6B, monucaxapuz! X MKT
Streptococcus pneumoniae, ceporun 9V, nonucaxapuz, X MKT
Streptococcus pneumoniae, ceporuir 14, morrcaxaprzgl X MKT
Streptococcus pneumoniae, ceporuir 18C, orurocaxaprzgl X MKT
Streptococcus pneumoniae, ceporuir 19F, morrucaxaprzgl X MKT
Streptococcus pneumoniae, ceporum 23F, morcaxaprzl X MKT

! KonstoruposanHsrii ¢ 6enkom CRM197 B kayecTBe HOCHTeNA (BCETO y—Z MKT Ha /I03y) U

aicOpOMPOBAHHBIN Ha aTIOMUHUS TUAPOKCHAe ruapaTupoBanHoM (Bcero 0,5 mr Al Ha no3y).

[TonusIi TEepedyeHs BCIIOMOTATEIHBIX BEllleCTB IIpUBeZieH B paszere 6.1.
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3. IlpuMeps! ykazaHus cBefeHUH B paszesie («XapaKTep U COAEP>KUMOe IIEPBUYHON YIIaKOBKHU
(koHTeliHepa)») OOl XapaKTePUCTUKH JIEKAPCTBEHHOTO IIperapara
ITpumep 1.

<ITo 0,5 M cycrieH3un B IIpeZBapUTEIBHO 3aII0THEHHOM mmpuiie (crexso I tuma) ¢
YILIOTHUTEJIEM TIOPIIHA (XJIOPOYTHIKAaydyK) B KOMIIJIEKTE C UTJIOH MJIX Oe3 UTJIBI B YIIaKOBKE

o 5 mau 10 mTyk.>.

<B IIpoJdiKe MOTYT HAXOAUTHCA HE BCE PdA3MEPBI YIIAKOBOK?>.

[Tpumep 2.

<ITo 1 M1 cycnensuu Bo ¢pakoHe (CTeky0 I THIA) ¢ YIIOTHUTEIEM ITOPUIHSA

(x10p6YTHIIKayYyK) B KOMILJIEKTe C UTJION B yIIaKOBKe IO 1 mTyKe.>.

[Tpumep 3.

<ITo 0,5 mn cycnensuu u 0,5 M7 pacTBOpa B IpeABapUTETFHOM 3aII0THEHHOM LITIPUIIE
(crexio I Tuma) ¢ ZBOWHOI KaMepOH, YIIOTHUTEIEM IIOPUIHA (CMeCh XJIOPOYTUIKAyIyKOB),
KOJITTAYKOM HaKOHeYHHKa (OpoMOyTHUIKAaydyK) U OOXOJHBIM YIJIOTHUTEIEM

(6poMOyTHIKAydIyK) B yIIAKOBKe IO 1 mTyKe.>.

ITpumep 4.

<ITo 10 M (20 x 0,5 M mo3) cycnensuu Bo drakoHe (crexsio I Tuma) c ymroTHuTEeIEM

(6poMOyTHIKay4yK) B yIIaKOBKe IO 1 IITyKe.>.



I[TPUJIOKEHHUE Ne 4

K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

YKA3AHUA

IO MCIIO/Ib3YeMbIM TEPMHHOJIOTHYECKUM CIOBapAM IIPU OIIMCAaHUY HeXeJaTeIbHBIX peaKIui
B MHCTPYKIIMH II0 MEJUIIVMHCKOMY IIPUMEHEHHUIO JIEKapPCTBEHHOTO IIperapaTa 1 oomei
XapaKTepHCTHKe JIeKapCTBEHHOTIO IIpenapara /1 MeJUIIMHCKOTO IpHMeHeHHI A

Bce HexesnarenbHbIe JIeKapCTBEHHBIE peaKIUM HEOOXOJUMO CTpPYNIHUPOBATh B
COOTBETCTBUHM CO CJeLYIOIIMM IIOPAJKOM Ha OCHOBAaHUM CHCTEeMHO-OPTaHHBIX KJIACCOB
(COK).

Yro6sl mpoBecTH HAEHTUGUKAIUIO HeXKeJIaTeIbHBIX peaKIuil Hambojee IIPOCTBIM U
KJIMHUYECKH MOAXOAAIIUM IJIA YUTATeNIs CIIOCOOOM, K PACHOIOXKEHHIO TEPMUHOB HEOOXOZMMO
IPUMEHATh IIparMAaTU4HBIN moxxox. Hampumep, B HEKOTOpBIX CIy4agx IIOJIE3HO
WCKJIIOYUTENFBHO B OOIIed XapaKTePUCTHKE JIEKAaPCTBEHHBIX IIPEIapaTOB MCIIOIB30BATh
BropuuHoe COK-pacmonoxxeHre HEKOTOPBIX IIPeJIOYTUTETBHBIX TepMHHOB (manee — IIT).
Hampumep, ecin B 00Lueii XapaKTepUCTHKE JIEKAPCTBEHHBIX IIPENAapaToB HAJJIEKUT BKJIIOYUTH
IIT «Hapymenne @yaryuoHarsHPIX 1po6 meveHw» «lematur» u  «[leveHoyHas
SHIfegparomarmia», Bce oHU MoryT Obth ykazausl B COK «Hapymernmns co croporsr mevenn m
JKeTYeBBIBOJALIHX ITyTeH», a He pacnpegenarts ux no COK «Hapymrernrnsa co cropors! mevenu u
JKeT9eBFIBOJAIHX IIyTeH», «HapyIlneHus co CTOpOHEI HEPBHOH CHCTEMBI» N «/labopaTopHsie u

HHCTPYMEHTA/IbHBIE JaHHBIEY.

ITepeuens COK:
I/IH(I_)EK]_[I/II/I 1 MHBA3WU,
,I[O6POKaquTBeHHBIe, 3JIOKAa4Ye€CTBEHHbIE u HEeyTOYHEHHBbIE HOBOO6paBOBaHI/I5I

(BKJIIOYAST KUCTHI U TIOJIUIIBI);



2

HapyLIeHUs CO CTOPOHBI KPOBU U TUM(PATUIECKOH CHCTEMBI;

HapylLIeHUs CO CTOPOHBI UMMYHHON CHCTEMBI;

9HJIOKpHMHHBIe HapyIIeHN;

HapylIeHus MeTaboIu3Ma U IUTAHUS;

IICUXUYeCKHe HapylleHus;

HapylLIeHUs CO CTOPOHBI HEPBHOII CUCTEMBI;

HapylLIeHUs CO CTOPOHBI OpraHa 3peHus;

HapYyIIEeHUs CO CTOPOHBI OpTraHa cyXa U JIabUpUHTa;

HapyIllIeHUs CO CTOPOHBI CEepAIIa;

HapyLIeHUs CO CTOPOHBI COCY/IOB;

HapylIeHUs CO CTOPOHBI JBIXaTeJbHOM CHCTeMBI, OpraHOB TPyAHOH KJIeTKH U
CpefoCTeHU ;

XKeJyZoYHO-KHIIeYHble HapylleHus;

HapyLIeHUs CO CTOPOHBI IIeYeHU U >KeTYeBbIBOAANIUX ITyTe;

HapyLIeHUs CO CTOPOHBI KOXHU U IMTOAKOXHBIX TKaHelH;

HapyLIeHU CO CTOPOHBI MBIIIEYHOM, CKeJIETHON U COeIMHUTEILHON TKaHH;

HapyIlIeH!s CO CTOPOHBI ITI0YeK 1 MO4YEeBBIBOAAIINX ITyTel;

6epeMeHHOCTb, I0CIEPOJOBBII IEPUO/, U IIepUHATATbHBIE COCTOSHIS;

HapylLIeHUs CO CTOPOHBI PeIIPOAYKTUBHOM CHUCTeMbI M MOJIOUHBIX JKeJIe3;

BpPOXZeHHbIe, CeMeiiHbIe 1 TeHeTHYecKHe HapylleHU;

o0Ire HapyIIeHUs U PeaKIy B MeCTe BBeJIeHNS;

sa00paTOpHbIe ¥ NMHCTPYMEHTAIbHbIE JaHHBIE;

TPaBMBI, MHTOKCUKAIIUHM U OCJIOKHEHUS IIPOLeLy]P;

XUpyprudeckue U MeJIUIIUHCKUE IIPOLeyPhl;

coupabHble 0OCTOATEIBCTBA.

Omnucanve HeXelaTeIbHOM peaKUWM [ODKHO OCHOBBIBAaTBCI Ha Haumbojee
nopxopgmeM TepmuHe. Kak mpasuio, sto ypoBeHb [IT, ofHako B HEKOTOPBIX CIydYasx
Ilesleco00pa3HO MCIIOMB30BaTh TePMHUHBI Huslero ypoBHa (manzee — THY) mmm rpymnmossie
TEepMUHBI, HAIpUMep, BBICOKOTO ypoBHA (mamee — TBY). JlomyckaeTcs afanTHpOBAaTh
HAaMMEHOBAHHA T'PYIIOBBIX TEPMUHOB, €CIHU 3TO JejaeT MX 0ojiee IMOHATHBIMU YUTATENIO

o01Ieil XapaKTepUCTUKM JIEKAPCTBEHHOTO IIpemaparta, Hampumep, ab6pesuatypsr HB/IP (me
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BKJIIOYEHHBIN B gpyrue pyopuku) u HY (HeyrouHeHHEIH) B 00weil XapaKTepHUCTHKe
JIeKapCTBEHHOTO IIperapaTa HCIOIb30BaTh He cienyeT. llopazok cioB Ipu yKasaHUU
He)XXeJIaTeJTbHOM peakIUM [JOJDKEH OBITh eCTeCTBeHHBIM /JIi INPUHATOH MeAMIIUMHCKOU
TePMUHOJIOTUY, Hampumep, «MHTepcTunmanpHas DTHeBMOHHA», a He «[IHeBMOHUA
MHTepCTHIMAaJbHaA». B HEKOTOpBIX CJIy4agX B LeIAX YJIy4YUIeHHUA BOCIPUATHUA
Ilesecoo0pasHO HEeCKOIBKO MOAU(UIMPOBAaTh TEPMUHBL. B OTHOIEHWM KOHKPeTHOTO
COCTOAHUA CJeAyeT WCIIOIb30BaTh HamOoJee IIMPOKO IPUMEHSAEMBIH TepMUH, HAaIpUMep,
MOXeT OKasaTbCs Oojee IenecooOpasHbIM YKasaHHe «cuHApoM CruBeHca-/l)XoHCOHA»
HeXeJIN «3JI0KadeCTBeHHasd dKCCyAaTUBHAA SPUTEMar.

B mpepenax xaxgoro COK HexenaTenapHBIE peaKIMH ClIeAyeT KIacCUUIUPOBATH B
COOTBETCTBMM C YaCTOTOM UX BO3HUKHOBeHHA. Ilepenm ompezeneHmeM  9acTOTHI
BOSHHMKHOBEHHS HEXeJaTeJIbHBIX ABJIEHWH HAa OCHOBAaHMHM CHCTEMAaTU3MPOBAHHBIX
WCCIe[OBaHUM (KIMHUYECKUX MCCIeNOBAaHUI U APYTUX MCTOYHUKOB) B LIENAX JIOTHMYECKOU
TPYNIIUPOBKY KIMHUYECKU POJACTBEHHBIX COCTOSHUN CjefyeT MCIOJIB30BATh HaJIeXXallue
ypoBHM wuepapxuu. Hampumep, y IalMeHTOB PerMCTPUPOBANIOCH  «IIOCTYpaJbHOE
TOJIOBOKPYXKEeHHUe», «TOJIOBOKPY>KeHIe HaIlpSKeHUA» U «HEYTOYHEHHOe TOJIOBOKpPYXeHue» (C
yacrotoii 2 % Kaxzoe), UX MOXXHO OOOCHOBAaHHO OTpPa3UTh B OOILIEil XapaKTEPUCTHKE
JIEKapCTBEHHOTO IIperapara KaK «TOJIOBOKpPYXeHHe» ¢ d4actorod 6% mamueHTOB
(mpexmosyaras, YTO KaXAOMY MAIHeHTy COOTBETCTBYeT JIMIIb OJHO COOOLIeHHe O
TOJIOBOKPYXXKEHHH). B  HEKOTOpBIX Ciydasdx Takxke I[eJleCOOOpPa3HO  HCIOJIBb30BaTh
CUTYaTHUBHYIO TPyIIHPOBKY TEePMHHOB WJIM aJalTHPOBaTh TPYIIIOBBIe TEPMHUHBI, €CJIU
HMeIONIyiecs TPYIIOBble TEPMUHBI He MOTYT OBITH IIOJIHOCTBIO IPUMEHUMBI, HAIpUMep,
COOOLIeHUA O HeXeJaTeJbHBIX peaKUMAX IIpeiCTaBIeHbl KaK «JHuapes», «yCyryoieHue
Iuapen», «<MATKUAU CTYJI», KUAKUN CTYJI», «<THIEPMOTOPUKA KUUIEYHUKa» U T. II., MOJKHO BCe
B IIeJIX 3HAYMMOCTH W YJIyYIIEHUS BOCIPUATHA OOLIeH XapaKTepPUCTUKU JIeKapCTBEHHOTO
IIpelnapara IanueHTaMu OOOCHOBAaHHO IIPeJICTaBUTh B BUJle €IMHOTO TePMUHA «Auapes». Jlna

oIpeneeHNns 9aCTOThI Aapen CIeAyeT HCIIOJIb30BATh 06H_r,ee KOJINYECTBO TAKHX CIIyYIdeB.
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K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

ITIPUMEPHI
GbOpMyITHPOBOK, MCIIONB3yeMbIX B pasziene 4.6 («<BepeMeHHOCTD M NMakTanus») obmeit
XapaKTepUCTHKe JIeKapCTBEHHOTO IIpeIapara

B Hacrosmux npumepax, BBeIeHHI CIeAyIONye TpaBUIa UCIIOIb30BaHUA CKOOOK:

{rexct} — B mose MeXxny CKOOKaMH BHOCHUTCS MH(OpPMALUA HCXOAS U3 COCTaBa U
0CcOGEeHHOCTeH JIeKapCTBEHHOTO IIpeIapara;

<TEKCT> — B II0JIe MEX/AY CKOOKaMU TEKCT BEIOMpAeTCS WIH yAANAETCS U3
IIpeJIOKeHHBIX CTaHZAPTHBIX (POPMYJIMPOBOK B 3aBUCHMOCTH OT JIEKAPCTBEHHOTO IIperapaTa;

[TekcT] — B ITOJIe YKa3aHO yCJIOBHE MJIM KOMMEHTapUH K TEKCTY, PaCIOIOXKEHHOMY

IIepen HUM.

1. Ilogpaszen «bepeMeHHOCTE»

ITpumep 1:

<OmeIT TpUMeHeHUsA Yy UejOBeKa [yKas3aTh| CBHUJETEIBCTBYeT O TOM, 4YTO
{meficTByromee BelecTBO} BBI3BIBAET <BPOXKAEHHbIe IOPOKU [yKa3aTh| IIpU BBEIEHUH BO
BpeMs OepeMeHHOCTH.> [Wau]| <BpemHble ¢apmakonorudeckue 3¢dekTl BO BpeMs
6epeMeHHOCTH U (MJIH) Y 11072 (HOBOPOXKAEHHOTO). >

{ToproBoe HamMeHOBaHMe] IIPOTHBOIIOKA3aHO <BO BpeMs OepeMeHHOCTH><BO BpeMs
{TpumecTp} GepemeHHOCTH > (B JAaHHOM CiIydae — 3TO CTPOTOe IPOTHBOIIOKA3aHUE, CM. Paszest
4.3).

<’KeHIIUHBI C FETOPOZHBIM IOTEHIINAIOM JODKHBI HCIIONH30BATh HAZIEXKHbIE METOMbI

KOHTpalennuu <BO BpeMA <U BIUIOTH OO {‘-II/ICJIO} HeZAeJIb II0CJIE€ 3aBEPUICHUA> TEPAIIUHN. >>.



ITpumep 2:

<OmsIT IpUMeHeHHMSA Yy 4eJOBeKa [yKasaTh] CBUJETENBCTBYEeT O TOM, 4TO
{meficTByIOlLIEE BelleCcTBO] MOXKET BBI3BIBATh BPOXKZEHHBIE IIOPOKHU [yKa3aTh) U BBEJEHUU BO
BpeMs GepeMeHHOCTH.

a) <B ucciemoBaHUsIX Ha XUBOTHBIX OOHApYXKeHa PelPOAYKTUBHAS TOKCHYHOCTD (CM.
pasgen 5.3).>

[mm ]

6) <MccnemoBaHuil penposyKTUBHON TOKCHYHOCTH HA XXMUBOTHBIX HEJOCTATOYHO (CM.
paszen 5.3).>

{ToproBoe HauMeHOBaHUe} He CiefyeT IPUMEHSATb <BO BpeMs OepeMeHHOCTH><BO
BpeMs {TpumecTp} GepeMeHHOCTH>, €CIU TOJIBKO KIMHHUYECKOe COCTOSHME >XEHIIVHBI He
TpebyeT Tepaluu {efCTBYIOIUM BelleCTBOM].

<7KeHIIUHBI C JETOPOZHBIM IOTEHIIAIOM JOJDKHBI HCIOIB30BATh HAZIEXKHbIE METOMBI
KOHTPALEIIINH <BO BpeMs <H BIUIOTH [0 {IMCJIO} HeZeIb IIOCIe 3aBepIIeHII> TePAH.>>.

ITpumep 3:

<OnsIT TIpUMeHeHHs Yy YeJlOBeKa [yKasaTh] CBUETEIBCTBYeT O TOM, YTO
{melicTByIolLIEe BeIeCTBO} MOKET BBI3BIBATH BPOXKJE€HHbIE IIOPOKH [yKa3aTh| IIPU BBEJIEHUU BO
BpeMs OepeMeHHOCTH.

VccmenoBanus penpofyKTUBHOM TOKCUYHOCTH HAa JKMBOTHBIX He CBHUETENIBCTBYIOT O
HAJINYUY IIPAMBIX WM HETIPAMBIX BpeZHBIX 3G deKToB (cM. paszen 5.3).>

{ToproBoe HaumMeHOBaHMe] He CieAyeT IPUMEHATh <BO BpeMs OepeMeHHOCTH><BO
BpeMs {TpumecTp} GepeMeHHOCTH>, €CIU TOJIBKO KIMHHUYECKOe COCTOSHUE >XEHIIMHBI He
TpebyeT Tepaluu {IeiCTBYIOIUM BelleCTBOM].

<’KeHIIUHBI C FETOPOZHBIM IOTEHIINAIOM JODKHBI HCIIONH30BATh HAZIEXKHbIE METOMbI
KOHTPAIIEIIINH <BO BpeMs <H BILJIOTH [IO {IMCJIO} HeZesIb ITOCIIe 3aBepIIeHN> TePAIUL. >>.

ITpumep 4:

</laHHBIe O TIpUMEHEHHUH {[elCTBYIOLIErO BellecTBa} y OepeMeHHBIX >KEHIIUH
OTCYTCTBYIOT WJIX OTPaHHUYEHBL.

a) <B ucciemoBaHUAX Ha XXUBOTHBIX OOHApYXKeHA PelPOAYKTUBHASA TOKCUYHOCTH (CM.
paszen 5.3).>

[mu|
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6) <McciemoBanuit penposyKTUBHON TOKCHYHOCTH Ha XKHUBOTHBIX HEJOCTATOYHO (CM.
paszen 5.3). >

IIpumenenue {TOproBoe HAaUMEHOBaHHE} <BO BpeMfA OepeMEHHOCTH><BO BpeM:
{TpumecTp} GepemeHHOCTH> U Y XXEHIIUH C ZETOPOLHBIM IIOTEHIIAIOM, HE HCIIOIB3YIOIUX
KOHTPAIENIIHIO, He PEKOMEHIYeTCs. >>.

ITpumep 5:

</laHHBIE O TIpUMeHEHHU {[eHCTBYIOLIETO BellecTBa] y OepeMeHHBIX >XEeHIINH
oTCyTCTBYIOT miu orpannyeHs! (MeHee 300 ncxomoB 6epeMeHHOCTH).

HccnemoBaHusa penpofyKTUBHOM TOKCHUYHOCTH HA SKMBOTHBIX He CBHUETEIBCTBYIOT O
HaJINYUY [IPSIMBIX IV HEIIPSIMBIX BpeHbIX apdexToB (cMm. paszen 5.3).>

B xauecTBe mpezyInpesuTeNbHOM MepHl NPEAIIOYTUTENBHO He IIPUMEHSTh {TOproBoe
HaWMeHOBaHMe] <BO BpeMs 6epeMeHHOCTH><BO BpeMs {TpumecTp} 6epeMeHHOCTH. >>.

ITpumep 6:

<Cpezuuit 06beM JaHHBIX O IPUMEHEHUHU {[efCTByIOLIero BelecTBa} y 6GepeMeHHbIX
xeHmuH (300 — 1000 mcxomoB GepeMeHHOCTH) CBUIETENIBCTBYEeT 00 OTCYTCTBUU IIOPOKOB
pasBuTHuA U GeTo- U (MIN) HeOHATATBHON TOKCUYHOCTH.

a) <B ucciemoBaHUAX Ha XUBOTHBIX OOHApYXeHA PelPOAYKTUBHASA TOKCUYHOCTD (CM.
paszen 5.3).>

[mu ]

6) <MccnemoBanuil penposyKTUBHON TOKCUYHOCTH Ha XXMBOTHBIX HEJOCTATOYHO (CM.
paszen 5.3).>

B xavecTBe mpezyIpesuTeNbHOM MepHl NPEATIOYTUTENHHO He IIPUMEHSITh {TOproBoe
HaVMeHOBaHNe] <BO BpeMs OepeMeHHOCTH><BO BpeMs {TpumMecTp} 6epeMeHHOCTH. >.

ITpumep 7:

<Cpeznuuii 06beM JaHHBIX O IPUMEHEHUHU {[efiCTBYyIOLIEro BellecTBa) y GepeMeHHbIX
xeHmuH (300 — 1000 mcxomoB GepeMeHHOCTH) CBUETENBCTBYEeT 00 OTCYTCTBHUU IIOPOKOB
pas3Butus U pero- u (WIK) HeOHATATbHON TOKCHYHOCTH.

HVccmenoBanus penpofyKTUBHOM TOKCUYHOCTH Ha JKMBOTHBIX He CBHUETENIBCTBYIOT O
HAJIMYUY PENPOSYKTUBHON TOKCUYIHOCTH (CM. paszen 5.3).

[Ipumenenve {TOpProBoe HaMMeHOBaHWE} <BO BpeMsi OepPeMEHHOCTH><BO BpeM:

{TpumMecTp} GepeMeHHOCTH> TPU HEOOXOAMMOCTHU BO3MOXKHO. >.



ITpumep 8:

<bonpmoit o6beM maHHBIX O OepemeHHBIX >XeHmuHax (6omee 1000 wmcxozmos
OGepeMeHHOCTH) CBUJETENBCTBYeT 00 OTCYTCTBUHM IIOPOKOB pasBUTHA M ¢eTo- u (UIH)
HEOHATAJIPHOM TOKCUYHOCTH IIPY IPUMEHEHUH {IeiCTBYIONIETO BEellleCTBa}.>.

{ToproBoe HammeHOBaHHe} AOIYCKaeTCs MPHUMEHSITh <BO BpeMs OepeMeHHOCTH><BO
BpeMd {TpuMecTp} 6epeMeHHOCTH >, HCXOA U3 KINHNIECKOH HeOOXOJUMOCTH.

ITpumep 9:

<BmuaHne Ha GepeMEHHOCTh He OXHAAETCA, IIOCKOJBKY CHCTEMHAs OSKCIO3HUIIVIL
{meticTByroUIeTO BeleCcTBa} HUYTOXKHA. >

{ToproBoe HammMeHOBaHHe] IONyCKaeTCs INPUMEHITh BO BpeMsa OepeMeHHOCTH.
(Hampumep, nexapcTBeHHbIe IpellapaTrhl, HUYTOXHASA CHUCTEMHAs DKCIIO3UIUA (HUYTOXKHAS
cucreMHas ¢dapMaKOJUHAMUYeCcKas aKTHUBHOCTb) KOTOPBIX IOATBEPXKZEHA B KIMHUYECKUX

YCIIOBHAX). >.

2. lloppaznen «Jlakramus»

ITpumep 1:

<{JeficTByIoLIEee BeuecTBO} (MeTabOOJIUTHI) IIPOHUKAIOT B IPYJHOE MOJIOKO YeIOBEKa,
IIOKAa3aHO BIUsSHNE Ha HOBOPOXXJEHHBIX (ZeTeil), HaXOAANIMXCA Ha IPyAHOM BCKapMJIUBaHUH,
MaTepy KOTOPbIX IIPUMEHIIH IIperapar.>;

[mu ]

<{HeiicTByromee  BemecTBO}  (MeTabOMWUTBI) OOHApY>XXeHBI B  OpraHHU3MeE
HOBODOXXZIEHHBIX  (ZeTeif), MaTepu KOTOPHIX IIPUMEHSIN Ipemapar. <Biausanue
{papmaneBTHueckoii cyOcTaHIMKM] Ha HOBOPOXAEHHBIX (feTeil) HEM3BECTHO.> WIU
<CBezmeHUII O BIUAHUH {[eHCTBYIOIIETO BellleCTBa} HA HOBOPOXIEHHBIX (neTeil)
HeI0CTaTOYHO. >;

(v |

<{ZleticTByrouiee BeuecTBO} (MeTabOIUTHI) IPOHUKAIOT B TPYJHOE MOJIOKO YeOBeKa B
KOJINYeCTBe, J[JOCTATOYHOM [JIsi OKAa3aHWs BAWSHUA Ha HOBOPOXIEHHBIX (Zereit),

HaXOAAIMMUXCA Hd I'PYJHOM BCKAPMJIMBAHHWH. >
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<{ToproBoe HamMeHOBaHNe}<IIPOTHBOIIOKA3aHO B IIE€PHUOJ, I'PYAHOTO BCKAaPMJIMBAHUI
(cm. paszern 4.3)> uiu <He ClefyeT IPUMEHSITh B IEPHOJ, IPyAHOTO BCKaPMIUBAHMA. >;

[mm ]

<B mepuop sneueHus {TOoproBoe HaMMeHOBaHWE} TPYZHOe BCKapMJIUBAaHUE CIIeLyeT
IIPEKPaTHUTh.>;

[mu ]

<Heo6xogumMo npuHATH pelieHMe JUOO O NpeKpallleHUH IPYSHOTO BCKapMJIMBAHUA,
an6o 06 OTMeHe Tepanuu {TOProBoe HaWMeHOBaHUE], NMPUHUMAs BO BHUMaHUE IIOJIb3Yy
TPYAHOTO BCKapMJIMBAHUA JJI1 peGeHKa U IOJIb3y TEPAIUY I )KeHI[UHEL. >.

ITpumep 2:

<CBezieHNs O IIPOHUKHOBEHUH {JlefICTByIOIIEro BelilecTBa} (MeTabONUTOB) B IPyAHOE
MOJIOKO YeJIOBeKa OTCYTCTBYIOT.>;

[mim|

</laHHBIX O NMPOHMKHOBEHWM {JelCTByouero BemecTBa) (MeTabOIUTOB) B TPYLHOE
MOJIOKO YeJIOBeKa HeZOCTaTOYHO.>;

(v |

</laHHBIX O NMPOHMKHOBEHWH {HIelicTByouero BeuiecTBa] (MeTabOJIUTOB) B TPYLHOE
MOJIOKO YKUBOTHBIX HEJIOCTATOYIHO. >;

[mu ]

<®apmakoguHaMuUecKre (TOKCUKOJIOTUYEeCKHe) JaHHbIe, TOJlyYeHHbIe Ha XXUBOTHBIX,
CBUZETENBCTBYIOT O IPOHUKHOBEHUH {[eHCTBYIOIIEro BelilecTBa} (MeTabOINUTOB) B TPYLHOE
MoJI0KO (60Jiee mOZPOGHO cM. paszen 5.3).>;

[mu ]

<Qusuko-XxuMHYeCKHe [JaHHble IIPEAINIONAraloT IIPOHHUKHOBEHME {IefCTBYIOIIero
BelllecTBa} (MeTabOJINUTOB) B TPYAHOE MOJIOKO YeIOBEKa.>.

<He uckiioueH pucK A1 HOBOPOXAEHHBIX (HeTeit).>.

<{ToproBoe HaumMeHOBaHHe} <IIPOTHBOIOKA3aHO B IEPUOJ IPYLHOTO BCKAaPMJIMBAHUSI
(cm. paszern 4.3)> [unu] <He clefyeT IPUMEHATh B IIEPUOJ, IPYLHOTO BCKaPMIMBAHUI>.>;

(v |

<B mepuop snedeHus {TOoproBoe HaMMeHOBaHWE} TPYZHOe BCKapMJIUBAaHUE CIIeLyeT

IIPeKpaTHUTh.>;



[mu ]

<Heo6xozumo npuHATH pelieHue 1uOO0 O NpeKpalleHUH IPYSHOTO BCKapMJIMBaHUA,
au6o 06 oTMeHe Tepanuu {loproBoe HauMeHOBaHME}, IPUHKUMAs BO BHHUMAHUE IIOJb3Y
TPYAHOTO BCKapMJIMBAHUA [JI1 peGeHKa U IOJIb3y TEPAIUY [JIA )KeHITUHEL. >.

ITpumep 3:

<Bnusnue {feiicTByiomero BemecTBa) Ha HOBOPOXKIEHHBIX (ZeTeil), HAXOAAMIMXCS Ha
TPYLHOM BCKApMJIMBaHUU MaTepIMHU, IPUHUMAIOIUMU IIpeapaT, He 0OHAPYKeHO.>;

[mim|

<B cBA3M ¢ HUYTOXHOI CUCTEMHOH OKCIIO3MIMeH {;elicTByIollero BellecTBa} y
KOpMsIel IPyZABIO KEHIIUHBI BIUSHISI Ha HOBOPOXZEHHOro (peGeHKa), HAXOASIIIEToCs Ha
TPYZHOM BCKAPMJIMBAaHUU, He OXKUJAETCS.>;

(v |

<{ZeticTByromee BelecTBO} (MeTabGOIUTHI) B IIJIa3Me HOBOPOXAEHHBIX (Zereit),
HAXOJAIIUXCS Ha TPYyAHOM BCKapMJIMBAaHWUW, MaTepy KOTOPBIX INPUMEHSITH IIperapar,
{o6Hapy>xeHbI {yKa3aTh KOJIHMYECTBO} [MIM]| He OOHAPYXKEHBI}.>;

(v |

<{ZeiicTByromee BelrecTBO} (MeTabGOTUTHI) He IPOHUKAIOT B TPYLHOE MOJIOKO
YeJioBeKa.>;

[mu ]

<{JeficTByIoLIEee BeuecTBO} (MeTabOOIUTHI) IIPOHUKAIOT B IPYJHOE MOJIOKO YeIOBEKa,
OHAaKO B TepaIlleBTUYECKUX 033X {TOProBOe HaWMEHOBaHHeE] BIMSHUE HAa HOBOPOXAEHHBIX
(meTeit) He OXKUIAETCS.>.

{ToproBoe HaumeHOBaHHe] MJONYCKAaeTCS IPHUMEHITh B IepUOS TPYLHOTO

BCKapMJINBaAHUA.
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K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

CTAHIOAPTHBIE ©OOPMYJMNPOBKMU
ZJIA YKa3aHMUA yCAOBUM XpaHeHHA IeKapCTBEHHBIX IIPeIapaToB

<He xparunre npu remmeparype seime [25°C, 30°C]> min <XpaHHTS IpH TEMIIEPATYPE
zrke [25°C, 30°C]>;

<Xparnurs B xomogursauke (2 - 8°C)>;

<XpaHHTb H TepeBO3HTE B XO104HIbHHKE (2 - 8°C)>";

<XpaHHTP B MOPO3H/IBHOH KaMepe IIPH TeMIIepaType [TeMIIepaTypHbIA JHAIA30H]>;

<XPHHH Th H TpAHCIIODTHPOBATb B 3dMOPO’K€HHOM BHzZ€ IIpH TeMIiepartrype

[remmepaTypHbIH gHATa30H]>";

<He oxraxzars> mru <He 3amopaxuBaTs>;

*

<XpaHHTS B OpHTHHAJIFHOH [BHJ YIIAKOBKH[>"";

<XpaHurs [BHJ IEpBHYHOH yIMaKOBKH (KOHTEHHEpa)/  IIOTHO 3aKpBITEIM> ;

<XpaHuTs [BH IEpBHYHOH yITaKOBKH (KOHTEHHEepa)/  Bo BHeLIHEH yIaKoBKe>" ;

</lekapcTBeHHBIH Ipernapar He TpeOyeT CIelHaIbHbIX YC/IOBHH XpaHEHHA>;

</lekapcTBeHHBIH IHpemapar He Ipebyer CHenHaJIbHFIX YCIOBHH XpaHEHHA,
[TemmeparypHbIH gHAana30H[>"";

<... JJIZ TOrO, YTOOBI 3aIfHTHTB OT [CBETA, BIATH[>.

IIpumevanus:

B Hacrosmux CcTaHAApTHBIX (QOPMYIMPOBKAX, BBeZEeHBI CJIEeAYIOIMe IIpaBUIa
HICIIOJIB30BaHUA CKOOOK:

[TeKCT] — B IIOJI€ MeEXIY CKOOKaMM BHOCUTCH I/IH(l)OpMaI_I;I/IH HCXOJd M3 YKd3dHHBIX B

HUX YCJIOBUN;
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<TEKCT> — B [10JIe MeXAY CKOOKaM¥ TEKCT BBIGUPAETCS NN YIALAETCS U3
IIpeJIOKeHHBIX CTAaHAAPTHBIX (POPMYINPOBOK B 3aBUCHMOCTH OT JIEKaPCTBEHHOTO IIpelapara.

" Narnsre o crabmwisHOCTH, ToxydeHHBIE B 25 °C / 60 % oTHOCHTETBHON BJIAXKHOCTHU
(ACC) pomxHbI OGBITH NMPUHATHL BO BHUMAaHWE IIPYU IPUHITUYM PELUIEHUs O BO3MOXXHOCTH
TPAaHCIOPTUPOBKM IPU OTCYTCTBHH OXJQXKJEHUsS. OITO [ONMYCKAeTCs TOJIBKO B
HCKIIIOYUTEIBHBIX CIydasix.

" YKkazaHue [OIMyCKaeTcs MCIIOIb30BaTh, TOJIBKO €CJIH 110 pe3ysIbTaTaM KCCIefOBaHuM

CTaOMIBHOCTH IIPUHATO COOTBETCTBYIOIILEE pEMIEHHE.

Hxx

KonkpeTrHoe Ha3BaHMe BUZA YIIAaKOBKH, KOTOpas OyZAeT UCIIOIb30BAThCA (HAIIpUMeED,
OyThLIKA, OJIUCTEp U T. II.).

" CnemyeT MCIOJIB30BATh, €CIU JIEKAPCTBEHHBII IIpelapaT YyBCTBUTEJIEH K CBETY U
(uu) Brare.
" B 3aBUCHMMOCTH OT JIleKapCTBEHHON (POPMBI U CBOMCTB JIeKapCTBEHHOIO ITpelapara
MOXXeT OBITh PUCK YXyZALIEHWS KadecTBa M3-3a AeHCcTBUA (PpU3MUeCcKUX (HaKTOpPOB, HAIIPUMeEP,
€CJIM IOJBepraeTcs BO3AEHCTBUIO HU3KUX TeMIlepaTyp. Huskue Temmeparypsl B HEKOTOPBIX

CJIy4dsiaX MOTYT OKd3bIBATb BJIMSIHHE Hd YIIdKOBKY. HeO6XO,HI/IMO AOIIOTHUTETIBHO YKd3bIBATbH

9Ty BO3MOXKHOCTbD.
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k TpeGoBaHUAM K MHCTPYKIIUU IIO
MeJUIIMHCKOMY IIPMMEHEHHIO JIEKapCTBEHHOIO
Ipemnapara 1 oOIeii XapaKTepUCTHKe
JIeKapCTBEHHOTO ITpelapara Jjid MeJUIIMHCKOTO

IIpUMEHEeHHNA

TPEBOBAHUA

K YKA3AHHIO MAKCHUMAJIBHOI'O CPOKA XPAHEHW A CTEPUJIBHBIX
JIEKAPCTBEHHBIX ITPEITAPATOB ITOCJIE ITEPBOI'O BCKPBITHUA NJIN
BOCCTAHOBJIEHHUA

1. O6uue ceenenus

Hacroamuii mOKyMeHT pacIpoCTpaHAeTCS Ha BCe CTepHJIbHBIE IIpelapaTsl IJIsd
MeIULMHCKOTO  IIPUMeHeHHUsd, 32  HCKIIOYeHHueM  paguodapMaleBTUYeCKUX U
IIPUTOTOBJIAEMBIX MU MOAUPULIHPYEMBIX €X temporo.

ITockonpKy mpemyrazaTh BCe BO3MOXKHBIE YCJIOBHSA, IIPH KOTOPBIX IIpemapar OyAyT
BCKPhIBaTh, PasBOJUTH, BOCCTAHABIMUBATh, XPAaHUTh U T. II., 3aTPyJHUTEIBHO, IIOJIb30BaTeb
HeceT OTBETCTBeHHOCTD 33 IOAJep:KaHUe KauecTBa JeKapCTBEHHOIO IIpelapaTa, BBOJUMOIO
manyeHTy. B memAx  comeicTBUA  IIOTB30BATENIO  JepXKaTeab  PeruCTPaliOHHOTO
yZOCTOBEpeHH 00A3aH IIPOBECTH HEOOXOAMMEIe MCCIeJOBaHUA M YKa3aTh COOTBETCTBYIOIIME
cBefleHHs B MHQopMauuu 111 noibzoBarens (Hampumep, OXJIII, JIB, mapxupoBke) B
COOTBETCTBUH C IpUMepaMH, YKa3aHHBIMU HIKe U BbIIeJIeHHBIMU KyPCUBOM.

B oTHomeHuu CpoOKOB M YCJIOBHII XpaHeHHUA OTHEIbHBIX KaTeTOpUH CTepUIbHBIX
JIeKapCTBEHHBIX IIPEIapaToB IIOC/Ie UX BCKPBITUA 3agBUTEII0 HEOOXOLUMO TaKKe yIUTHIBATH
pexomengauuu Papmakomen Coroza.

B macrogmem mpuiIOXXeHHMM pacCMaTpUBaeTCA CPOK MeXAY BCKPBITHEM IIepBHUYHOMN
YIIaKOBKK (KOHTelHepa) JIEKapCTBEHHOTO IIpellapaTa U BpeMeHeM ero BBeJeHUd ITalNeHTY,

IIPOAOIKUTETIBHOCTD BBEIEHHN I KdK TdKOBdsd HE YIUTBIBAETCA.
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2. BeBI{OHCEPBaHTHLIe CTE€pUJIbHBIE IIPEIIdPAThI

2.1. O6mue yKazaHUA.

<Xummyeckags H  @usmieckag  CTAOHIBHOCTS  I'OTOBOIO K  IIDHMEHEHHIO
JIeKapCTBEHHOIO IIperapara Io4TBEPKEHA B TeYeHHE X 9acoB (gHeH) npu y °C.>;

<C MHKpOOHOTIOrmIecKor TOYKH 3PEHHA, eCIH MeTOJ BCKPBITHA (BOCCTaHOB/IEHHA,
pasBeseHnsa) He IPENATCTBYeT MHKPOOHOH KOHTAMHHAILHH, JEKAPCTBEHHBIH IIpermapaT
TIOATEXHT HEMEZIEHHOMY MPHMEHEHHIO. >;

<Ecrn J1ekapcTBeHHBIH IIpernapar He BBEAEH HeMeJIeHHO, XPAHEHHE I'OTOBOTO K
IIPHMEHEHHIO JIEKapCTBEHHOIO IIPENapara H obecrieIeHne yCIOBHH ABIIE€TCA 00A3aHHOCTBIO

IT0/IP30BATEIA. >.
2.2. YKa3aHuA [JI1 IpenaparoB Aad WHPY3UH WIN UHBEKIIUH.

<Xmmmdeckad H  @QusHYeCKad  CTAOHJIBHOCTs  TI'OTOBOTO K  IIPHMEHEHHIO
JIEKAPCTBEHHOIO IIPenapara MO4TBEP)KAEHA B TeYeHHE X 9acoB (gHer) npu y °C.>;

<C MHKpOOHOJIOTHIeCKOH TOYKH 3DEHHA MPEnapar IOJJIEXHT HEMEATEHHOMY
npumererwuio. Ecin npemapar He BBeseH HeM€[JIEHHO, XPAHEHHE I'OTOBOTO K IPHMEHEHHIO
nperapara u obecrmeYeHHe Y C/JIOBHH [0 BBELJeHHA ABIAETCA 00A3aHHOCTEIO ITO/TB30BATENA , B
fexoM He JODKHO mpessimars 24 wacos npu remmeparype 2 —8 °C, ec/tm BOCCTAHOBIEHHE
(pasBegeHne) U T. II. He OCYLeCTB/IAIOCH B MPOBEPEHHBIX H BATHIHPOBAHHBIX ACEIITHYECKHX

YCTOBHAX. >.

2.3. KoHcepBupOBaHHBIE JIEKAPCTBEHHBIE IIpellapaThl Ha BOJHOM OCHOBe (BKJIIOYas
IPOTUBOMUKPOOHBIE KOHCEPBAaHTHI M CAaMOKOHCEpBHpyeMble IIpelapaTsl). besBozHbIe

JIeKapCTBEHHBbIE IIpenaparsl (HaIpuMep, MacIsHbIe).

<Xmmmdaeckad H  @Qu3HYeCKad  CTAOHJIBHOCTS  TI'OTOBOTO K  IIPHMEHEHHIO
JIeKapCTBEHHOIO MpeIapara MO4TBEPKIEHa B TeYeHHe X 9acoB (gHer) mpu y °C.>.

<C MHKpOOHOJTOTHYeCKOH TOYKH 3PEeHHA ITOC/Ie BCKPBITHA JTeKapCTBEeHHBIH Iperapar
JOIIyCKaeTcA XpaHHTh He boxee dem z jgHed npu remmeparype t °C. HHrie ycroBua o

IIPpOAO/DKHTE/IbPHOCTh XPAHEHHA AB/IAIOTCA OTBETCTBEHHOCTHIO 3dABHTE/IA. >.

3agBuTens 00g3aH OOOCHOBATH 3HAYEHWA Z U t B HHANBUAYAJIBHOM IIOPAAKE; Z HE

ZOJDKHO B IIeJIOM IIpeBBINIaTh 28 JHeH.
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K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

IIPABUIIA
COCTaBJIEHH eJUHBIX OOIIMX XapaKTepPHCTHK JIEKaPCTBEHHOTO IIpeIapaTa 1 JIHUCTKOB-
BKJIa/IBINIE Ha pasHble JO3UPOBKH

1. Kpurepun o6beJuHEeHIA HECKOIBKUX NO3UPOBOK B enuHyio OXJIIT

B memax ympomenmsa pabOTBI M OKCIEPTH3Bl HHAOPMAIUM O JIeKapCTBEHHBIX
IpelapaTax peKOMeHAyeTca IS BceX A3bIKOB cocTaBnaTh exuHbele OXJIII B oTHomeHun
pa3HBIX IO3UPOBOK OLHON U To# e jekapcrBeHHON ¢opmbl. OXJIII momxHBI OBITH
MIOJIHOCTBIO HUJEHTUYHHl (32 HCKJIIOUYeHHeM CIelu(UYHBIX IS [NO3HUPOBOK CBeIEeHUI),
HalpuMep, eCIu IOKa3aHuA K INPUMeHEeHWIO IS PasHBIX JO3HMPOBOK He COBIAJAIOT, TO
OXJIIT xoMGUHUPOBATH HE OIIYCKAETC.

B oTHOmMeHNN 00BEIVHEHHBIX TEPMUHOB CIeAYyeT HCIOIb30BATh TOIBKO IIEPBUYHYIO
JIeKapCTBEHHYIO GOpMY, HallpUMep, BO3MOXXHO KOMOMHUPOBAaHUE «PACTBOP AJIA UHBEKIUH BO
(drakoHe» U «pacTBOp [JIfi HHBEKIUH B IIpeJBapUTeIbHO 3alIOJTHEHHOM ILIIpHUIle» C

YKa3daHHEM TOJIBKO «pPdCTBOD OJIA I/IH'BEKHI/IfI>>.

I/IH(I)OPMHH;I/I}I O PA3/INYHBIX JIEKAPCTBEHHBIX (1)OPMaX BCerga OOJIXKHA OBITH B P43HBIX

OXUVIIL.

Ilo o6meMy IIpaBUI1y, IIPpH HepBHqHOfI perucTpaii JIEKapCTBEHHOTO IIp€IlapaTa

crenmyet ucmonb3oBath eguabre OXJIIL.

2. Peanusanus

Hacrosmue I[IpaBuia oTpakeHbI B peKOMeHJAIIUAX 110 3amoaHeHuo ma6mrora OXJIIT

(mpunoxenue Ne 11 k Hacrosmum TpeboBaHIAM).
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2.1. HepBI/I‘-IHaH PETHUCTPAINA. 3aABHUTE/ISIM PEKOMEHAYETCA MCIIOJIb30BATHh €AMHBIE

OXUVIIL.

2.2. 3aperucTprpoBaHHBIE JleKapCTBeHHbIe IIperaparsl: Iep>KaTesaM
PeruCTpallMOHHBIX YJOCTOBepeHUil pekoMeHIyeTcsa cocTaBuTh efgunyio OXJIII B pamxkax
CIeAyOUuX Mpolenyp:

HOJTBEPKeHUE PETUCTPAlUU (IIepepeTuCTpaIi);

pacurupeHue psAja JeKapCcTBeHHbIX GOPM U JO3UPOBOK;

BHeceHUe usMeHeHu# tunos IB u II, saTparuBalomux gononrHeHus K MHGOPMAIUH O

JIeKapCTBeHHOM IIpeIapare.

3. CocraBnenue eguubrx OXJIII (cMm. mpeacTaBieHHBIH HIDKe IPUMED)

B paszenax, B KOTOPBIX NPUBOAATCS creludUyIHble s Pa3IUYHBIX [JO3UPOBOK
CBeZeHUs, HeOOXOLUMO HCIIOIb30BATh II0/3aTOIOBKH.

[Tog3aronoBoK HEOOXOAVMMO BbIAEIUTH MTOLYEPKHBAHUEM, OH JOJDKEH COZEpKaTbh
HauMeHOBaHMe JIeKapCTBEHHOTO IIperapara, AO3UPOBKY(H), K KOTOPHIM OH IPUMEHUM, U
JleKapcTBeHHYI0 dopMmy (Hampumep, «X 5 mr tabierku, X 10 mr tabnrerku» u T. 1.). ITocre
yKasaHusA CHenudUIHON s [O3MPOBKH HHPOpPMALUM HEeOOXOLUMO IIpefyCMOTpPEThH
OIlpesieJIeHHBIN IIPOMEXYTOK, YTOOBI YeTKO 0003HAUYUTh KOHel, crenuduanoil nudopmaun
¥ BO30OHOBJIEHME YKa3aHHA OOIIUX CBeIeHUI.

B pazzene 1 («<HammeHoBaHMe leKapCTBEHHOTO TIpellapaTa») YKa3bIBaTh IOA3aT0JIOBKH

He TpebyeTcs.
ITpumep:
1. HAUMEHOBAHMWE JIEKAPCTBEHHOTI'O IIPEITAPATA

[ToproBoe HauMeHOBaHue] 5 MT TabeTKH

[ToproBoe nHaumenoBanue)] 10 Mr TaGreTku

2. KAYECTBEHHBIY Y KOJIMYECTBEHHBIN COCTAB

[ToproBoe HauMeHOBaHUE] 5 MT TabIeTKH

Kaxxgas tabnerka comepsxur 5 mMr Z.

[ToproBoe HanmenoBanue] 10 Mr TaGreTku

Kaxzgas Tabnerka cogepxxur 10 mr Z.
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[TonusI# EepeyeHs BCIIOMOTATEIBHBIX BEllleCTB IIpUBesieH B paszere 6.1.

3. JEKAPCTBEHHAA ®OPMA

Tabnerku

TOQI‘OBOE HavMeHOBaHue | 5 Mr TabaeTKHn

TabeTku oT 6GeI0TO ZO CIerKa XeJTOro IBeTa C 'PaBUPOBKOH «5» Ha OJHOM cTOpoHe
1 «Y» Ha OOpaTHOM.

[Toprosoe HaumenoBanue] 10 Mr TaGreTkn

TaGmeTku oT 6eJI0ro KO CjIerka KeJIToro 1iBera ¢ rpaBUpoBKoit «10» Ha OfHOI cTOpOHe
u «Y» Ha OOpaTHO.

B mocnenyromux paszgenax kom6uarpoBaHHbIX OXJIII MoryT comepxaThes

pasIuYaloIyecs CBeleHU:

4. KIMHUYECKUE JAHHBIE

(4.2. PexxuM [03MPOBaHUA U CIIOCOO IPUMEHEHU)
6. DAPMAIIEBTUYECKUE CBOMICTBA

(6.1. Ilepeuens BcIIOMOraTe/IbHBIX BEIIECTB)

(6.3. Cpox roguaOCTH)

(6.5. Xapaxrep u comep>xaHue IIEPBUYHOM YIIAKOBKH <a TAKOKe CIIEIUAIBHOTO 000PYAOBAHNU,
TIpefHa3HAUYeHHOTO JI1 IPUMEeHEH, BBeZIeH YJIM UMIUIAHTAIN>)

(6.6. Ocobbie MepHI IPeIOCTOPOXKHOCTH IIPU YHUITOXKEHUH U ApyToii pabore)

8. HOMEPA PETYICTPAITMOHHBIX YIOCTOBEPEHUN

9. TATA TIEPBUYHOM PETMICTPAITUY (ITIEPEPETMICTPAIIVN)

4. EqviHBIN THUCTOK-BKJIaIBIII

IIpaBuna coctaBieHus eguHOTO JIB ABAAIOTCA OTAEIBPHBIMU M HaNPAMYIO He 3aBUCAT
ot cocrtasiaenus eguroit OXJIII. B cBasu ¢ stum ucmonssoBanve eguusrx OXJIII Bosmoxxuo
(ecnu coOIIONEHBI COOTBETCTBYIONIME KPUTEPUHU), AaXKe eCIU COCTaBleHHe eiuHoro JIB He
IOy CTUMO.

3agBUTEIb BIIPaBe IIOJATh 3aABKY HA peTHCTpauuio ¢ efuHbIM JIB mma Heckombkux
NO3UPOBOK OJHON M TOH ke JekapcTBeHHOM dopwmel. Exunmerii JIB ponmyctum mnpu
COOIIONEHNN CIIeLYIOMMX 3 YCIOBUM:

a) pexxuM gmosupoBaHus, ykasaHHbI B OXJIII (JIB), mpemycmaTpuBaeT o MeHbIIeH
Mepe fABa pexxuMma (Hampumep, ¢dasa mombopa HO3bI, KOPPEKUIMSA HO3BI B 3aBHCHUMOCTU OT
KJIMHUYECKOTO OTBETA WJIK y OCOOBIX IPYII);

6) JIB moIHOCTBIO MIEHTUYHBI, 32 UCKIIOYeHUEM HeOOJIBIIOrO YUCIa CIelU(pUIHbIX

IJI TO3UPOBOK CBEJI€HUM;
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B) IIpe/ijlaraeMblii KOMOMHUPOBaHHBIN JIB He JOoIycKaeT IMyTaHUIBI MEXAY IPUEMOM
PasHBIX JO3UPOBOK M He IPUBOAUT K PUCKY HENPAaBUJIBHOIO IIPUMEHEHU JIeKapCTBEHHOTO
IperapaTa MaleHTOM WU IOTpebuTeIeM.

B menax cocraBnenus koMOuHMpOoBaHHOTO JIB 3asgBuUTENs [OKEH BKIIOYUTH B
3asdBJIeHNEe HAa PETHCTPAIUIO, ITOATBEPXKAEHNE PEeTUCTpaluy (Iepeperucrpanuio), BHeCEHHe
M3MEHEHUII B PETHCTPAlIMOHHOE [OChe COOTBETCTBYIOLlee OOOCHOBaHMe. 3ampoc Oyzer
paccMOTpeH B XOZe TPOLEeAYPHl OKCIEPTU3BI, pelleHWe OyJeT NPUHUMAThCA B

WHIUBHUAYAJTbHOM IOPAIKE.
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K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

PEKOMEHAIIMU

IO YKa3aHMIO JO3UPOBKH (KOJIUIECTBEHHOTO COAEPXKaHUSA HeHCTBYIOIUX BEllleCTB) B
HaMMeHOBaHUH JIeKapCTBeHHEIX IpenapaToB

1. Ob6urue pekoMeH AN

JlexapCcTBeHHBIN IIpemapaT MapKuUpyeTcs B Buie «(TOProBoe) HauMEHOBAaHHE +
TIO3UPOBKA + JIeKapCTBeHHas ¢opMma». Takoe ykazaHHe pacCMaTpPHUBAETCA B KaU4eCTBe IIOTHOTO
HAaUMEHOBAaHHA IIpellapaTa, B CBfA3M C 4YeM IIOHATHE <«HAaHMMeHOBaHMe» B HACTOAIIUX
Pexomenpamnusax ciaemyeT IOHUMATh KakK IIOJIHOe HaMMeHOBaHUeE JIeKAPCTBEHHOTO IIperapaTa,
cozepXKalero ykasaHHble 3 ayneMmeHTa. /[leficTBylolee BelecTBO HEOOXOJUMO yKasbIBaTh

HEeIIoCpeACTBEHHO 10, IIOJTHBIM HAMMEHOBAHVEM JIEKAPCTBEHHOTO IIpeIlapaTa.

B coorBerctBum ¢ mnymkrom 1 pasgema III TpeGoBaHmii K WHCTPYKIUU IIO
MeAUIIMHCKOMYy IPHUMEHEHHUIO JIeKApPCTBEeHHOTO IIpelapaTa M oOOueil XapaKTepHUCTUKe
JIeKapCTBeHHOTO IIperapara Mjii MeJUIMHCKOTO IIpUMeHeHHsd IIOf, [JO3HPOBKOH B
HAaVMEHOBAaHUU JIEKAaPCTBEHHOTO IIpeliapaTa IIOHMMAaeTCs KOJIMYeCTBO (cozeprKaHue)
IeHCTBYIOIIETO BellleCTBa B eJUHUIle IeKapCTBEHHON (OpPMEI, a TaKKe B e[UHUIIe MAaCChl MU
o6BeMa JIeKapCTBEHHOTO IIpelapaTa, 3HAYMMOe /g TIPaBIIBHOM WAEHTU(DHUKANUH U
IpUMeHeHUs JeKapCTBeHHOro IpemapaTa. /lo3supoBka B HaMMEHOBAaHUU JIEKapCTBEHHOTO
Ipenapara JOJ/DKHA COOTHOCUTHCA ¢ mMHGpOpMalnuei, ykasaHHOIH B pasfene 2 u 4.2 oOmeit
XapaKTepPUCTHUKe JeKapCTBEHHOTO IIpelapaTa /[Ajs MeAWIIMHCKOIO INpUMeHeHHs (mamee —

OXJITI).
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CopepxkaHue [eHCTBYIOLIETO BellleCTBA B eAMHUIIE MacChl WJIM 00BeMa
JIeKapCTBEHHOTO  IIpelapaTa Tak)ke Ha3blBaeTCs KOHIIEHTpanuedl U  IPUBOSUTCA

IIpEeNMYyIIE€CTBEHHO IJI HeJO3NPOBAHHBIX JIEKAPCTBEHHBIX IIPEIIaPATOB.

[l HeKOTOpHIX BUIOB JIeKAPCTBEHHBIX (GOPM [TO3UPOBKA BBIpAXAeTCs KOJIUYECTBOM
TeHCTBYIOIETO BeIecTBa, BBICBOOOXKAAEMOrOo W3 JIEKAPCTBEHHONW (OPMEI B eIUHHILY

BpPeMeHH.

Ilexp yxasaHMA [JO3UPOBKM B HAUMEHOBAaHMM JIEKAPCTBEHHOTO IIpelapara
3aKJIOYAeTCA B IpeACTaBIeHHM Hauboiee 3HAYMMOH MHQPOPMAIMHM O KOJIUYECTBe
JIEKapCTBEHHOTO IIpellapaTa IIpU NPUMEHEeHUH, JIETKON MAeHTU()UKALUY U Pa3TUudeHus OT
Apyrux (GopM BBITyCKa, a TaKKe Ha3HAYEHHUSI BPAuYOM C yYeTOM APYTHX aCIeKTOB IIpoIiecca
Ha3HAUeHHsA U IPUMEHEHHs JIeKapCTBEHHBIX IIPerapaToB. YKasaHWE JO3UPOBKU IOJDKHO
OCHOBBIBAaThCA Ha KPUTEPUAX yZOOCTBa AjuA moTpebuTend (Ha3HAYAIOLIETO JIMIA), a He Ha

KPUTEPUAX Ka9IeCTBa (aHaJII/ITI/I‘-IECKI/IX KPI/ITePI/IHX).

Crenens geranusanuu Mexny pasgenamu 1 u 2 OXJIII MoxxeT pasnuyarbcs, IO3TOMY
mpu ykasaHum posupoBku B pasgene 1 OXJIII savactyio He TpeOyeTcs BKJIIOYATh
M30BITOYHBIE CBeJleHUsd, KOTOpsle cogepxarca B apyrux pasgenax OXJIII u mapkupoBke
JIeKapCTBeHHOTO IpermapaTta. Ecam mo3upoBKa B HaMMEeHOBAaHWH JIEKaPCTBEHHOTO IIperiapara
OTpaKaeT TOJIBKO OO0Iee KOJTHMYECTBO [EHCTBYIOIIErO BEIeCTBA B IEPBUYHON yIAKOBKE, B
npyrux pasgenax OXJIIl u MapkupoBKe JIeKapCTBEHHOTO IIperapaTa HeoOXOZMMO IIPUBECTH
JeTKOe yKa3aHHe o0Iero oobeMa M KOHIIEHTPAIlUX Ha eANHUILy oO0beMa. AHAJIOTHYIHO, eCIH
ZO3UPOBKAa B HAMMEHOBAaHUM JIEKAPCTBEHHOTO ITpelapaTa yKa3bIBaeTCs B BHe KOHIeHTPAIlUN
Ha efuHUIy 00beMa, B apyrux pasgenax OXJIII u MapkupoBKe JeKapCTBEHHOTO IIpenapara
HeOOXOAMMO YeTKO yKa3aTh oOllee KOJIMYECTBO AEICTBYIOIIETO BeIleCcTBA M OOUIUI 00BeM
JIEKapCTBEHHOT'O IIpenapara. 10YHOe yKa3aHWe STHX KJIIOYEBBIX DJIEMEHTOB B IIpejJaraeMoil
MapKUpPOBKe U Ha YIIaKOBOYHOM MaTepHaje 3afBHUTeJIeM ABJIAETCSA KIIOYeBBIM acIeKTOM IIpH
SKCIepTH3e MAaKeTOB U OOpasloB, HAIpaBJIeHHBIM HA CHIDKEHWE PpHUCKAa OIIMOKHU
nosupoBaHuA. JlusaifH, wHcmonb3yeMbld  (papMaleBTUYECKOH KOMIaHUEH, JOJDKeH
obecreynBaTh 3aMETHOCTh M OJHO3HAYHOCTH KJIIOUEBOM MHMOPMAIUM IS IIPAaBUIBHOTO

IIpUMeHeHUs JIeKapCTBeHHOTO IIperapara.
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Jlo3upoBKy (KOHIIEHTpAaLIMIO) YKa3bIBAalOT, KaK IIPaBUJIO, [JI1 OJHO-, IBYX- U
TPEXKOMIIOHeHTHBIX JIeKaPCTBEHHBIX IIpenapaToB. B oTZenpHBIX Cilydadx JoIyCKaeTcs
yKa3aHue JO3UPOBKU (KOHIIEHTPALIUK) /I YeTHIPeX- U IATHKOMIIOHEHTHBIX JIEKaPCTBEHHBIX

IIpeIapaTos.

JlosupoBKka (KOHILIEHTpaIKs) JIeKapCTBEHHBIX IIPeNapaToB yKa3bIBaeTCsA Ha ITE€PBUYHOMN
¥ BTOPUYHOI YIIAaKOBKaX M BXOZUT B COCTaB MHGOPMAIMK O JEeKapCTBEHHOM IIpeIiapare,
IIpefiCTaB/IgeMON IallMeHTaM MW CIeI[UaJTuCTaM 3ApPaBOOXPAaHEHHA B MHCTPYKUIUAX IIO
MeJUITMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHBIX IIPellapaToB, B OQUIIMAIBHBIX M CIIPaBOYHBIX
M3JJaHUAX, 3JIeKTPOHHBIX HHPOPMAIIIOHHO-TIOMCKOBBIX CHCTEMaX.

Hacroamue PexoMeHzanuy HampaBjeHBI He TOJBKO Ha JOCTIDKeHHE TapMOHHM3aIlUH
MeXy CXOXXMMH JIeKapCTBeHHBIMHU IIpellapaTaMM H JIeKapCTBeHHBIMH ¢dopMaMH, HO U Ha
COBEPUIEHCTBOBAHME MapKHUPOBKM JIEKADCTBEHHBIX IIpelaparoB mjasg obecredyeHus
IIPaBWJIBHOTO M 0e30IIaCHOTO IIPUMEHEHUs JIEKAPCTBEHHBIX IIPeIlapaToB M MUHUMU3AIUN

omnOOK ZO3UPOBAHHUA.

PexomeHnzanuu pacnpocTpaHAIOTCA MWCKIIOYUTEIPHO Ha YyKasaHUe [JO3UPOBKU B
HaVMMEeHOBAaHUH JIEKAPCTBeHHBIX IIPeNapaToB M He 3aTParuBalOT aBTOMAaTHYeCKH JpyTHe
peryJATOpHBIE IPOLeLyphl (HallpuMep, IIpaBUIA IIPUCBOEHUA HOMEPOB PETHCTPAI[MOHHBIX
YAOCTOBEPEHMUIl, pacyeTa BeJIWYMHBI NOILINH, BEIOOpa MEXAy U3MeHEeHHeM, TPeOyIoIUM U

He TpeOyIOINM HOBOM PeTUCTPALUH, U Ip.).

2. PexoMeHjaIi Uy 1O yKa3aHUIO JO3UPOBKU B HAMMEHOBAaHUU JIeKaPCTBEHHBIX
IIpeIraparTos.

Haubosee mopmobaromee ykasaHHe «TO3UPOBKH» B HAaUMEHOBAaHUU JIEKAPCTBEHHOTO
IIpelapara olpejiefaeTcs B UHANBUyaIbHOM IIOPATKE.

B gnomonHeHue k akTopaM, yKasaHHBIX B pasgene 1 Hacrogmux TpeGoBaHUIA,
BBIJEJIAIOT (PAKTOPHI, KOTOpBIe HEOOXOZMMO YYWTHIBATH [JIs IPABHJIBHOTO OIpefeeHUs
Hambosiee TOAO0AIONIETO YKA3aHUA «JO3HMPOBKM», HAIpUMep, [JO3HUPOBKM B MapKHUPOBKe
JIEKapCTBEHHBIX IIPENapaToB, MCCIeLyeMbIX B KIMHUYECKUX HUCCIeZOBAHUAX (B HAease, TOT
e TI0JXOJ, K BBIPAKeHUIO JJO3UPOBKH CJIe[lyeT UCIIOIb30BaTh IIPY MapKUPOBKe HCCIeTyeMbIX

JIEKapCTBEHHBIX npenapaTOB), WIN IIpHU HAJIMYWHW NO3HUPYIOMETO HU3AEIHA. Ecou B YIIaKOBKY
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BJIOXKEHO IIOJXOAsIee NO3UPYIolee U3/ieNIie, U C IIOMOIIBIO0 Hero OyAyT BBeZeHBI OJHA VN
HeCKOJIBKO (PMKCHPOBAHHEIX 703, CJlelyeT IIPUHATh BO BHUMaHUe ero BIUAHMe Ha yKa3aHHue
ZO3UPOBKHU.

2.1. [Ing yka3aHUS JO3UPOBKH (KOHIIEHTPALIHU) IPUMEHSIOT CIeyIOlIre COKPAIIeHHI

€IVHNI, U3MEPEHMI:

r — IpaMM

MI — MHAJUIMTPaMM
MKl  — MHKpPOTpaMM
MJI — MULIMJIUTP

[l ykasaHHA NO3HMPOBKM TakKe NPUMEHSAIOT aKTHMBHOCTH, YKa3aHHBIE B IIOAITYHKTE
1.1. pasgemna III TpebGoBanuiti K MHCTPYKIMH 1[I0 MEJUIIMHCKOMY IIPUMEHEHHIO
JIeKapCTBEHHOTO IIpeliapaTta M OOlIeil XapaKTepUCTHKe JeKapCTBEHHOIO IIpelapaTa i
MeJULIMHCKOTO TpUMeHeHHU .

IIpn ykasaHuM [O3UPOBKM HAaVMeHOBaHME eIVHUIIBI JIEKAapCTBEeHHOIH (OpMBI He
npusogurcsa. Hanpumep, 200 mr, a He 200 Mr/Tabnerxa, 20 ME, a me 20 ME/¢drakon.

2.2. KonnyecTBeHHOE yKa3zaHUe JO3UPOBKYU (KOHIIEHTPAIUH).

2.2.1. IIpu ykazaHuU JO3UPOBKYU (KOHIIEHTPAIH) e YUCIeHHOe 3HaYeHNUe JOLKHO
OBITH BEIPQXXEHO B PAaIlOHAIBHOM BHJE, YTO JOCTUTAETCA ITyTeM BIOOpA COOTBETCTBYIOMINX
eIVHUII U3MepPeHUs WIN COOTBETCTBYIOIINX IIPUCTABOK JJI OOPa30BaHUA JeCATUIHBIX

KPAaTHBIX 1 AOJbHBIX € JUHUI N3MEPEHMI.

2.2.2. Ilpu yka3aHWM JO3UPOBKM (KOHIIEHTPALIMU) BBIOWPAIOT €NVHUIIBI M3MEPEeHHUH,
ITO3BOJIAIONIME WCIIOIB30BATh IejIble, 2 He NPOOHbBIe YHCIA, WX Ilejble YKUCJIa C JPOOHBIM
paspagom 1-ro u 2-ro nopsagxa. Hanpumep, 50 mxkr, a He 0,05 mr, 200 mr, a He 0,2 1, 1,5 ™M1, a
e 0,0015 r.

2.2.3. Ilpu yka3aHWM JO3UPOBKM (KOHIIEHTPALIMU) BBIOWPAIOT €NVHUIIBI M3MEPEeHMUH,
MO3BOJIAIONIMEe K30eXaTh dMCHaa, comepkamue Gomee Tpex paspsazos (1000 u 6Goiee).
Hamnpuwmep, 1,5 1, a He 1500 mr, 5 Mr, a He 5000 MxT.

B ciyuasx eciau no3upoBKa BeIpaKeHA He B €JUHMIAX Macchl, B yacTHocTu B ME min
IPYTUX eIWHUIAX, Ha YIAKOBKE MJOITyCKAIOTCA COKPALEHUS «MJIH.», «MJpPZA.», HaIlpUMep

5 mra. ME, ograko B OXJIII u JIB oHuM He JOKHBI IPUMEHATHCA.
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2.2.4. B ciry4ae ecsiv IpOU3BOJUTENb BRITyCKaeT JIeKapCTBeHHBIN IIperiapaT OlHOTO
HaVMeHOBAaHUA B O/THOM JIeKapCTBEHHOU opMe C Pa3HbIM KOJTMYECTBOM JIeHCTBYIOIIETO
BeIleCTBa, JO3UPOBKH YKa3bIBAIOTCA B OMHAKOBBIX eZIMHUIIAX 1A BCel JIMHeHKU
sexapcTBeHHOro npenapara. Hampumep, 0,751, 1 ru 1,51, ame 750 mr, 1 r 1 1,5 1, 250 mr, 500

mr 1 1000 mr, a me 250 mr, 500 Mr u 1 1.

2.2.5. B ciry4ae uCIIoTb30BaHUA B Ka4eCTBe JEeHCTBYIONIVX BeleCTB 3(UPOB, COJIeH,
COJIBBAaTOB yKa3bIBAETCS COJIeP>KaHHe AEeHCTBYIONIETO BeleCTBa B IlepecyeTe Ha aKTUBHYIO
YacTh MOJIEKYJIBI (KUCIOTY, OCHOBaHMe, 6e3BOZHOE MU CyXoe BellecTBo). Hampumep, npu
HCIIOJIb30BAaHUU B KaueCTBe /el CTBYIOLIero BellleCcTBa KeToTudeHa pyMapaTa yKa3bIBaeTC

cofep>XaHUe JeHCTBYIOIEroO BellleCcTBa B IlepecyeTe Ha KeTOTU(EH.

B cnyyae ecu ucnonesyemsle conu, 3pupHI OTINYAIOTCA GapMaKOJIOTHIeCKUM
JelicTBHeM JOIyCKaeTCs yKas3hIBaTh JO3UPOBKY B IlepecyeTe Ha BCIO MOJIEKYJTY

IeHCTBYIOIIETO BellleCTBa (HampuMep, OeH3WINeHUIUIUIMHA HaTPUEeBas COb).

2.2.6. [lna AByXKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IIPEIIapaToOB COZePXKaHMe KaKOTO U3
IBYX ZIEHCTBYIOIUX BEIIEeCTB YKa3bIBAETCH, HUCIONB3YS 3HAK M OAMHAKOBBIE €JUHUIIBI
n3MepeHus, Hanpumep, «25 mr/50 Mr».

[l MHOTOKOMIIOHEHTHBIX JI€KAapCTBEHHBIX IIPEIapaToOB COJAep)KaHUe KaXAOTOo U3
IDEeHCTBYIOIIMX BeIIEeCTB YKa3bIBAeTCA IIOCIEZOBATENIBHO B IOPSAKE COOTBETCTBYIOLIEM
TPyIIIMPOBOYHOMY (OOLIENIPUHATOMY) HAMMEHOBAaHWIO, HCIONB3YS 3HAK «+» HWIH «/».
Hanpuwmep:

«AmnopunuH + Bancapran + I'mppoxmoporunasug» — «5 mr + 160 mr + 12,5 mr», te 5
MI' — cofiepKaHMe amytogunuHa, 160 Mr — comep:xaHue BajcapTaHa, 12,5 Mr — cozepkaHue
TUAPOXIOPOTHA3UIA;

«Amnopunus / Bancapran / I'mppoxnopornasua» — «5 mr /160 mr / 12,5 mr», tie 5 mr
— comepkaHMe amyogunuHa, 160 Mr — comepxaHue BajcapraHa, 12,5 mMr — comepxaHue
TUIPOXJIOPOTHA3H/A.

ITpu >TOM WHCHONB3YIOTCS OAMHAKOBBIE ENUHUIBI U3MEPEHHUA [ OOO3HAYEeHUS
COZlep>KaHUA KaXAOTO M3 MAeHCTBYIONUX BeIleCTB (B CIydae KCIIOJIB30BAHUA MACCOBBIX

eIUHUIL BEIPAKEHUA).
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2.3. Yka3aHue KOHIEHTPALUH [JI1 JIeKaPCTBEHHBIX IIPEIapaToB.
2.3.1. [Ing ykasaHUA KOHIEHTPALMH IIPUMEHAIOT KOMOMHAIIUIO OTHOUIEHUH €UHMUI]

M3MepeHus, IPUBeIeHHBIX B HoAmyHKTe 2.1 HacToamux Pexomenmammii:

/M rpaMM Ha MUJUTUIUTP
MTI/MJI MWIUTPaMM Ha MUJUIHJIUTP
MKT/MJI MUKPOTPaMM Ha MUJLIHJIUTP
MT/T MWUIATPAaMM Ha IPaMM
MKT/T MHUKpPOTpaMM Ha IpaMM
MKT/MT MUKPOTPaMM Ha MUJIIUTPAMM
ME/mn MeXIyHapoAHas eIUHUIA OMOJIOTMYeCKON aKTUBHOCTH HAa MUJUIMJIUTP
ME/r MeX/IyHapoAHas eIUHUIA OMOJIOTMYeCKOH aKTUBHOCTH Ha IPaMM
ME/mr MeXIyHapoAHas eIUHUIA OMOJIOTMYeCKOH aKTUBHOCTH HAa MUJLTUTPAaMM.
2.3.2. YkasaHue JO3UPOBKM B IIPOLIEHTaX He JOIIyCKaeTCcd, 32 MCKJIIOYeHueM

3apPeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPelnapaToB (MM HOBBIX JO3UPOBOK TAKUX
IIpeIapaToB), JO3UPOBKU KOTOPHIX TPAAUIIMOHHO BBIPAXKAIUCh TAKUM CIIOCOOOM (B YaCTHOCTH
MHQY3UOHHblE M WHBEKIMOHHbIE PACTBOPBL: M30TOHWYECKWI pPAcTBOp HATpUsA XJIOPHUJA,
PacTBOPHI TJIIOKO3EI U anbOyMuHa). [Ipu sToM momyckaeTcs McIIonb30BaHue IpoueHTa «%» B
3HAYEHUAX:

MaCCOBBIH IIPOLIEHT, BBIPAXKAIONINM KOJIUYECTBO I'PAMMOB [eCTBYIOLIEro BelleCcTBa B
100 rpamMmax yleKapCTBEHHOTO IIperapara;

Macco-O0BEMHBIH IIPOIIEHT, BBIPAXKAIOUIUN KOJIWYECTBO TIPAaMMOB IeICTBYIOIIETO
BentecTBa B 100 MummimTpax JekapcTBeHHOIO IIperapara;

OOBEMHBIN IIPOLIEHT, KOJIMYECTBO MUJUIMINTPOB HelicTByromero BemecTtsa B 100
MUIIMJIUTPaX JeKapCTBEHHOTO IIpelapara.

2.3.3. Ilpu ykasaHUU KOHIIEHTPAIUU JEeHCTBYIOLIETO BELeCTBA B eAMHUIIE MACChL WIIN
o6BeMa JIeKapCTBeHHOTO Iperapara nudpy «1» He ykassiBator. Hampumep, 200 ME/Mmi1, a He
200 ME/1 mr.

2.3.4. [lommyckaeTcs yKasbslBaTh COZlep)KaHWEe eHCTBYIOIIETO BeIIeCTBA B HWHOM
KOJINYEeCTBe MacChl MJIM OOBeMa JIEKapCTBEHHOTO IIpeliapara, IIPUBOZA IIPHU STOM JaHHOE

KOJINYeCTBO ITpemnapara, Hanpumep, 200 ME/0,5 vt
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2.3.5. [l 11 MHOTOKOMIIOHEHTHBIX JIeKapCTBEHHBIX ITPEIIapaTOB KOHIIEHTPAIIHIO
YKa3bIBAIOT C y4eTOM IOZAITyHKTa 2.2.6 HacToamux Pexomenparuii, Hapumep, (25 mr/50 mr)/5

w1 man (25 mr + 50 mr)/5 Mot

VYkasaHue JO3UPOBKU (KOHIEHTPALIMM) [JI Pa3IUYHBIX JIEKAPCTBEHHBIX (HOPM
IpUBEeHO B Tabulle, I/le UCIONB3YIOTCS CAeYVIOIHE YCIOBHBIE O003HAYEHHA. X MI/MII =
KOHIJeHTPAaI[HA; Z MT = o0Ijee COAepKaHAe JeHCTBYIOMEro BejecTsa; y MI = OOImHE 00seM; z

MI/y M = ob1jee cojepKaHue JEHCTBYIOEro BeLjeCcTBa B 001eM 00BeMe.

JlexapcTBenHas popma Tun nepsuynO# ITpepmogTuTeIEHOE Cnioco6
yHaxoBku! o6o3HaueHHe BBIp@YKEHUA
ZIO3MPOBKH Z03UPOBKH
(koHTEHTpaUN)?
JlexapcTBeHHEBIe ITpenapaTs Jjid IpHeMa BHYTPb

TBepasie ogHOMO3HEIE OJHOZO3HBIN KOJINYEeCTBO Ha Z MT

JIleKapCTBeHHbIe (HOPMBI eAVHUILY

(HampuMep, TabIeTKY, IO3UPOBAHUA

KaIICyJIBI)

TBeparie MHOTOZ03HBIH KOJINYEeCTBO Ha X MI/T

JeKapCTBeHHbIe (HOPMBI eIMHUILY MacChI

(HampuMmep, TpaHyJIbI)

Msrkve neKapcTBEHHbIE  OJHOJO3HBIN o01Iee KOJIMYIECTBO B Z MT'
bopms! (Hapumep, [IePBUYHOM yIIaKOBKe
11acTa, rejib I IpreMa .
MHOTOIO3HBIM KOJIMYECTBO Ha X Mr/T
BHYTPb)
eVHUIYy MacChl
Kunkue OIHOIO3HBIHM 00I1ee KOJIHUYIECTBO B Z MT
JIeKapCTBEHHbIE POPMBI IIEPBUYHOM yIIaKOBKE
(HampuMep, aMITyJIBL, .
MHOTO/TO3HBIM KOJIMYECTBO Ha X MI/MJI
carire)
eoUHUIY 00BbeMa
IMopomku (rpanysisI) OZHOO3HBIM o01Iee KOJIMYeCTBO B Z MI'
IJISI TIPUTOTOBIIEHUS IIePBUYHOM yIIaKOBKe
KUTKUX JIEKAPCTBEHHBIX .
MHOTOIO3HBIM KOJIMYECTBO Ha X MT/MJT
dopm
eIVHUIY 00BbeMa
IIOCJIEe PaCTBOPEHUS
‘ JlexapcTBeHHEIE IpeIaparsl A IapeHTEePaIbHOTO BBEJEHUS
Kugxue ONHOZO3HBIH (Ip1  0OOIee KOJIUYECTBO B Z MI°

JIeKapCTBEHHbIE GOPMBI  €JUHOBPEMEHHOM  II€PBUYHOM yIIaKOBKE
BBeZleHUM*)




JlexapcTBenHasa popma Tun nepsuynoit [TpepnogTuTesHOE Cnocob
yHakoBKu! o6o3HaYeHHe BBIpAXKEHUA
ZIO3MPOBKH? DO3UPOBKH
(koHIeHTpanun)?
ONHOJO3HBIN (IIPM  KOJIWYECTBO Ha X Mr/M
YaCTUIHOM eAVHUIy 06BbeMa
BBeJIeHUM?)
MHOTO/IO3HBIH KOJIMYECTBO Ha X MT/MJT
eoUHUIY 00BbeMa
[Topomku mis OHOTO3HBIH 001iee KOJUIECTBO B Z MT
IPUTOTOBJIEHUS KUTKUX IIePBUYHOM yIIaKOBKe
NIeKapCTBEHHEL (opm® MHOTO/IO3HBIH KOJIMYeCTBO Ha X MT/MJI
eIVHUIY 00BbeMa
II0CJIEe PaCTBOPEHUS
Konnenrparsr ONHOZO3HBIH (Ip1  0OOIee KOJIMYECTBO B Z M1’
eIVHOBPEMEHHOM  II€PBUYHOI yIIAKOBKe
BBeZleHUM*)
ONHOJO3HBIN (IIPM  KOJIWUYECTBO Ha X Mr/MI
YaCTUIHOM eAVHUIy 06BbeMa
BBemeHUM*) mepes;, pa3BefieHIEeM
Konnenrparsr MHOTO/IO3HBIH KOJIMYECTBO Ha X MT/MJT
eoVHUIY 00BbeMa
mepez, pa3BesieHIEM
MmnnanTaTs
MmmmaHTaTh 001iee KOJUIECTBO B Z MT

HMILJIaHTaTe

JlexapcTBeHHBIE Npenaparsl A8 Hapy>XHOTO, TPAaHCAEPMAIBHOTO, PEKTaIbHOTO,
BarMHAJIbHOTO BBeJIeHHsA, HAHeCEeHMs Ha CIM3HUCTYIO 000I0UKY IOJOCTH PTa, JleceH

TBepzasie
JIleKapCcTBeHHbIe (POPMBI
(mampumep,
CYIIIO3UTOPHU,
TabJIeTKa, KaIcyJa)

TBepasie
JIleKapCcTBeHHBIe (POPMBI
(HampuMep, ITOPOIIOK)

TpancpepmanbHEIE
IpenapaTsl AJid
CHCTeMHOTO
IpUMeHeHUsA
(mampumep,
TpaHCAePMaJIbHBIN

OJHOJO3HBIMN

MHOTOZO3HBINU

OJHOIO3HBIH

KOJIM4YeCTBO Ha

eIUHUILY
IO3MPOBaHUA

Z MT

KOJIMYeCTBO Ha X MI/T

eIMHUILy MacChI

HOMHWHAJIBHOE x Mr/y 4
KOJIN4eCTBO,
BBICBOOO>KJaeMoe Ha

€IVHHIY BpeMEHHU




JlexapcTBenHas popma Tun nepsuynoit [TpepnogTuTesHOE Cnocob
yHakoBKu! o6o3HaYeHHe BBIpAXKEHUA
ZIO3MPOBKH? DO3UPOBKH
(koHIeHTpanun)?
IIIaCTHIPB)
TpancmepmatbHbIe OJHOZO3HBII oblee KOJTMYECTBO B Z MT
IIpenaparsl A IITaCTBIpe
MECTHOTO IIPUMEeHEeHUs
(HammpuMmep,
TpaHCAepMaaIbHbIN
TIIaCTHIPB)
Msrkue jeKapCTBeHHbIE  OJHOO3HBII KOJIMYeCTBO Ha X MI/T
dbopmsI (Hapumep, MHOTOZ03HBIH eAMHUITY MacChI
KpeM, reb, Ma3b)
Kupxue OJIHOZO3HBI o0Iee KOJIMYECTBO B Z MT
JIeKapCTBEHHBIE (POPMBI IIePBUYHOM yIIaKOBKe
MHOTOZ03HBIH KOJIMYeCTBO Ha X MI/MJI
eIVHUIY 00BbeMa
JlexapcTBeHHBIE TpeNapaTsl I MHTAISIMIT

WHrananuoHHsle OJHOZO3HBII KOJIMYEeCTBO B X MT/7032
JleKapCcTBeHHBIe GOPMBI ~ MHOTO/O3HBIN JOCTaBJIsIeMOM J03e
(mampumep, TBepbIe
KaIICyJIbI, a9PO30JIH,
rassbl)
PactBop (cycnensus, OJTHOIO3HBII o0lIee KOJIUYECTBO B Z MT
SMYJIBCUA) JJI IIEePBUYHOM yIIaKOBKe
HeOymaiizepa
PactBop (cycnensus, MHOTO/IO3HBI KOJIMYEeCTBO Ha X MT/MIT

OMYJIBCHUSA) JJI
HeOyaiizepa

eoVHUIY 00BbeMa

O(I)TEUIBMO]IOI‘I/I‘IGCKI/IG, YUIHBIE X HA3a/IbHBIE JIEKAPDCTBEHHBIX IIPETapPaThI

Kugxue
JleKapcTBeHHbIe (OPMBI

Msrkue neKkapcTBeHHBIE
¢dbopmsI (HanpuMep,
Masb)

OIHOIIO3HBIM
MHOTOZO3HBIHU

OJHOO3HBIMN
MHOTO/SO3HBIN

KOJIMYECTBO Ha
eIVHUIY 00BbeMa

KOJIMYECTBO Ha
eIMHUILy MacChI

X MI/MJI

X MT/T
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! OpHozmo3HasA NepBUYHASA YIIAKOBKE COEPXKUT KOJIMUIeCTBO IIpelapara, IpeiHa3HaueHHOe
IJIS TIOJTHOTO MJIM YaCTUYHOTO ITpuMeHeHus 3a 1 mpuem. MHOromo3Has nepBryHas yIakoBKa

COZEP>KUT KOJIMYECTBO IIpelapara, IPUrogHOe AJIA ABYKPATHOTO U OoJee JO3UPOBaHUA.

2 KonmgecTBo hapMalieBTUYECKOH CyOCTaHIINY MU JeHCTBYIOIETO BellecTBa

COOTBETCTBEHHO.

3 Kpome yka3aHHBIX B TaOJIHIIe CITOCOOOB BEIPAXKEHUS JO3UPOBKU (KOHIIEHTPALUH), MOTYT
OBITH UCIIOIB30BAHBI IPyTHe IIpreMjIeMble eAMHUIIBI I3MePeHU I BRIPaKeHHUA JO3UPOBKU

(KOHLIeHTpaI ).

* ExnHOBpeMeHHOe BBe/leHHe: IPIMeHeHYe BCero KOJIMYeCTBa AeHCTBYIONETo BellecTBa,
coZiep Kallerocs B IePBUYHOM YIIAKOBKe €JMHOBPEMEHHO B paMKaX OJHOTO BBeJeHMA.
YacTuyHOe BBeleHHE: BBOAUMAS 1033 PACCYUTHIBAETCA B MHVUBUTyaIbHOM ITOPSAKE (B MI/KT
MacChl Tejla, B MI/M?), a HEHCIIOJIb30BaHHASA YaCTh JIEKAPCTBEHHOTO IIperapaTa

YHUYITOXKAETCA.

> Ecnu B HAaMMeHOBaHUHU JIEKAPCTBEHHOTO IIperapaTa KOHIeHTPAIUA YKa3bIBaeTCA B BUE
«JO3MPOBKM», HA YIIAKOBKe HEOOXOZMMO YeTKO yKa3aTh oOllee cozepxKaHue B 001meM oobseMe.
Ecnu B HauMeHOBaHMY JIEKapCTBEHHOTO IIpelapara obuiee KOJIUIECTBO eHCTBYIOIETO
BellleCTBA B IEPBHYHOMN YIIaKOBKE YKa3bIBAETCS B BUJE «TO3MPOBKU», Ha YIIAKOBKE
HeOOXOAMMO TaKKe yKasaTh o0IIKi 00beM HIH 0bliee comepskaHue B 00ueM oobeMe 1
KOHIleHTpauuio. Eciu B HauMeHOBaHUY JIeKapCTBEHHOTO ITpellapara yKasblBaeTcs obliee
KOJINYEeCTBO B 00LIieM 00beMe B BHJie «TO3HPOBKU», HA YIIAKOBKE TAK)Ke ClIefyeT yKa3aTh

KOHIIeHTPAaIUIO.

¢ IIpu HanMYUK YaCTHOM PEeKOMEHIALMH B OTHOIIEHUH 00BbeMa I paCTBOPEHH JO3UPOBKY
B KQUeCTBE aJIbTePHATUBBI JOIYCKAETCS YKa3bIBATh B BHE OOIIEro KOJIMYeCcTBa B 00IeM

oOBeMe ITOCJIe PACTBOPEHUS «Z MI/Y MJI».

2.4. Ocobsle ciry4au yKa3aHUS JO3UPOBKH (KOHIIEHTPAIINH).

2.4.1. Ina JjeKapCTBeHHBIX IIpPelapaToB [jf IIpueMa BHYTPh B MHOTOZO30BOH
yIakoBKe, (opMa IpUMeHEHHUA KOTOPBIX OTIMYAeTCI OT HUCXOLHOH (opMsl (Tpebyercs
IIpoBe/leHre IpeoOpa3oBaHUA ITyTeM PacTBOPEHU:A, pa30aBIeHU:), JO3HPOBKA yKa3bIBAaeTCs
nns (opmsl mpuMeHeHmusA. Hampumep, «IIOpOLIOK I NPUTOTOBJIEHUS CYCIIEH3UM IJIL
mpueMa BHYTPh 4 MI/MJI» — IIPU OTCYTCTBUHU [JO3UPYIOIIETO YCTPOMCTBA, «IIOPOLIOK JIS
IIPUTOTOBJIEHUA CYCIEeH3Hu mad mnpuema BHyTpb 20 Mr/5 Myi» — TIpHM KOMIUIEKTAI[UU

JO3UPYIOUIM yCTPOMCTBOM.
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2.4.2. JIns pagrodapMaleBTUIECKIX JIEKaPCTBEHHBIX IIPEIapaToB yKa3bIBaeTCs 001as
Paf0aKTUBHOCTD, BRIpOKEHHAs paIMO0aKTUBHOCTHIO Hykinga B 6exkepesnax (I'bx, MBxk, kbk)
B eJVHUIle TO3bl (IJI1 JO3UPOBAHHBIX JEKAPCTBEHHBIX IIPENapaToB) MJIM PaAHOAKTHUBHYIO
KOHIIEHTPAIIUIO, BRIPOKEHHAs Pai0aKTUBHOCTHIO HyKIHzAa B 6exkepernax (I'bkx, Mbk, kbk) B

eI1HHIe HepBHqHOfI YIIaKOBKH (,I[JIE[ HeTO3MPOBAHHBIX JIEKAPCTBEHHBIX npenapaTOB).

2.4.3. lo3upoBKa (KOHIIEHTpAI¥A) He YKA3bIBAETCS /JIA CIeAyIOIUX JIeKapCTBEHHBIX

IperapaTos:
B JIeKapCTBeHHOH (popMe «Ta3 MeJUITMHCKUH», «<MACJIO», KUIKOCTb»;

B BH e (I)aCOBaHHOI‘O JIEKApPpCTBEHHOT'O CBIPHA U ITpE€AHA3HAYEHHBIX IJI IIPUTOTOBICHU I

BOJHBIX I/IBBJIe‘{eHHfI;
CJIOKHBIX COJIEBBIX PACTBOPOB IJIsL I/IH(bYSI/IOHHOI'O BBeIECHUA;
TOMEOIIaTHYECKHX IIPEIIapaTOB;

IIOJIMBUTAMUWHHBIX IIPEIIapaTOB U IIPEIIapaTOB, COAEPIKAITNX ITOJIMBUTAMUHBI B

KOM6I/IHa]_LI/II/I C MUHEPaJIbHBIMH KOMIIOHEHTAMHU 1 APYIHX.

2.4.5. Ha ymakoBke (3THKeTKe) KMAKUX JIEKAPCTBEHHBIX IIPENapaToB I MHBEKIIUH,
KpoMe IO3MPOBKHU, MOXKeT OBITh yKa3zaHa KOHIIEHTpAaIlus [eHCTBYIOIIero BemlecTBa B 1 MIL.
I comepXUMOro yImakoBKM OOBEMOM MeHee 1 MJI JOIIyCKaeTCsA yKasbIBaTh COZep>KaHUe
IeHCTBYIOIIETO BelleCTBa B 001eM oObeMe yIIakoBKY, Hanpumep, 12,5 mr/0,625 mi. B ciydae
ec/I Ha3HAYeHMe JIEKAPCTBEHHOTO IIperapaTa 3aBUCUT OT €r0 KOHIIEHTPALMU B IIPOIEHTAX,
TOITyCKaeTCs HapAZy C Hel yKasaTh COfiepKaHUe IeHCTBYIOLIEro BelllecTBa B 00uieM oObeMe

ynakoBkH, Harpumep, 1 % (100 mr/10 mir).
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K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

IMMABJIOH
o6meil XxapaKTepHCTHUKY JIeKapCTBEHHOTO IIpeIapara

B HacrosmeMm 1ra610He, BBeIeHHI CIeLyIOLIMe IPaBUjIa UCIOIb30BAHMA CKOOOK:

{rexct} — B mose Mexzy CKOOKaMM BHOCHUTCS WHQOPMAIUsS HCXOZS U3 COCTaBa H
0CcOOeHHOCTeH J1eKapCTBEHHOT'O IIpelapara;

<TEKCT> — B II0JIe MeXZY CKOOKaMH TeKCT BBIOMPAeTC WU YIAIIeTCs U3
IIpeIOKeHHBIX CTAHAAPTHHIX (POPMYJINPOBOK (BBIZE/IEHBI KYPCUBOM) B 3aBUCHMOCTH OT

JIEKapCTBEHHOT'O IIp€Ilapara.

OBHIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

<V JlexapcrBeHHBIH IIpenapar MDOAIEXHT JOMOJIHHTETSHOMY MOHHTOPHHTY. TO
ITO3BOJIUT OBICTPO BBIABHTH HOBYIO HH@OpManHio 10 6esomacHocrH. Mbr obpamjaemcs K
PabOTHHKAM CHCTeMBI 34PABOOXPAHEHHA C IIPOC5O0H coobmars O JIFOOBIX ITOZ03PEeBAEMBIX
He)XelaTeJIbHbIX peakiuax. 1Iopagok cooOuieHHa O HexXelaTe/IbHBIX PeaKHAX IPEACTABIEH

B pazzgese 4.8 HacToAIero MpHIOKeHHA. >
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1. HAUMEHOBAHUWE JIEKAPCTBEHHOTI'O ITPEITAPATA

{(Toprosoe) HanmeHoBaHHE, FO3HPOBKA, T€KAPCTBEHHAL Gopma)

2. KAYECTBEHHBIY U KOJIMYECTBEHHBIV COCTAB

{ HammernoBarmne gesicrByronjero Beujecrsa (H/IH BeLjeCTB)}

<2.1 O6uiee onucanue>.

<2.2 KayecTBeHHEBIN ¥ KOJUYECTBEHHBIN COCTaB>.

<Bcromorare/isHbIe  BemjecTsa, HaJIMYHE KOTOPBIX HAZO YYHTBIBATE B COCTABE
JIEKAPCTBEHHOIO Mpernapara: {IIepevHCIHTh BeLjeCTBa >,

<[lomHBIF CcHHCOK BCIOMOraTerTbHBIX BEIJECTB CM. B MHyHKTe 6.1 Hacrosmero

IIDHJIO’KE€HHA.>.

3. JEKAPCTBEHHA ®OPMA

</luHHA pasmTomMa (pHCKa) HOpegHA3HAYeHA HCKIIOYHTEIBHO JIA YVIIPOLE€HHA
pasgereHHd Ta6JIeTKH H €€ MPOIIaTFIBAHHA, 4 He pa3feTeHHA Ha PABHBIE JO3BL.>.
</luHHg pasiroma (pHCKa) He IpegHa3HaYeHa /I Pa34e/IeHHA TA0JIETKH. >.

<7Ta 6./I€TK)/ MO’KHO pa3Z€/THTh Hd PDABHBIE JO3BI.>.

4. KIMHUYECKHUE JAHHBIE

4.1. IlokasaHusa kK IpUMeHeHHUIO.

</lexkapcTBeHHBIH IIpermapar IPpHMEHAETCA HCKIIOYHTEJIBHO B JHATHOCTHIECKHX
LeJIax.>.

<{X} moxazaH K IPHMEHEHHIO y <B3POCIBIX, HOBODOXZEHHBIX, MJI4JECHIEB, JETEH,
II0APOCTKOB B BO3PACTe [OT X 70 y} </IeT, MecALeB>. >.

4.2. PexxuM 03MpPOBaHUA U CIIOCOO IPIMEHEeHN .

Pexxum nosupoBaHuA

Ocobbre rpymisr 1aHeHTOB

Aerm

<<besomacHoCcTs> <H> <3@pPexTHBHOCTS> {X] ¥ AeTeH B Bo3pacre [oT X fo y} <Mecayes,

JIer> <Ha ,Z[HHHbIﬁ MOMEHT> HE <YCTadHOBJ/ICHBI>>.



</laHHBIE OTCYTCTBYIOT>.

<Hmeromrecs Ha cerogHANIHHH JeHb JaHHbIE IIDHBEZEHBI B mogpasgere <4.8> <5.1>
<5.2>, 04HAKO HEBO3MOXHO JaTh PEKOMEHAIHH 110 PEXXHMY JO3HPOBAHHA>.

<{X} He crezyer HazHauaThs (IpHMEHATH) y JeTEH B BO3pacre {oT x go yj] <Jer,
MecALeB> B CBA3H C PHCKOM, CBA3AHHBIM C OMACEHHEeM(AMH) OTHOCHTETEHO <0e30IaCHOCTH>
<@ppexTHBHOCTH>>.

<Ilo noxasarmnam [ykaszars nokasanmnil {X] y <gered, gerer B Bospacre or [oT x g0 y}
<MecqIeB, 1er>> <He IPHMEHIETC>.

<{X} mporuBonokasad y zerek B Bo3pacre [OT X o y} <J1eT, MecaIrjeB> {IpH MOKa3aHHH
(mokazavugx)...J (cm. mogpasger 4.3).>.

Crocob npumMeHeHUS

{Mepsr npegocTopoxHOCTH, IpHHHEMAEMEIE IIEPE] IPHMEHEHHEM IIPernapaTa HiH IPH
obpamjeHHH ¢ HUM]

<HHCTpyKIHH 10 <IOPHTOTOBJIEHHIO> <PACTBOPEHHIO> JIEKAPCTBEHHOIO IIPEINapara
mepes npIMeHeHHeM CM. B pasgeie <0.6> <m> <12>>

4.3. IIpoTuBONIOKa3aHNUA.

<[ HImepIyBCTBHTEIPHOCT K ZEHCTBYIOL[EMY BEL[ECTBY (ZEHCTBYIOL[HM BEIECTBAM)
HIH K JII0OOMy H3 BCIIOMOIaTe€TBHBIX BEIJeCTB, IIEPEYHCIEHHBIX B paszzgere 6.1 <wmim
{Ha3BaHHe OCTATOIHBIX MPOH3BOACTBEHHBIX IIPHMECEH }>.

4.4. Ocobsle yKa3aHUA U MePHI IIPeJIOCTOPOXKHOCTH IIPU IIPUMEHEeHUN.

<Jetu>

4.5. BsaumopeiicTBre C IPYIMMH JI€KapCTBEHHBIMHU IIpellapaTaMU Y APyTHe BUIBI
B3aMMOJIeHCTBUA.

<Hccrezoparns B3aHMOZEHCTBHA HE IIPOBOJHIIHCE. >.

{lomormTeTbHBIE CBEZEHHA 06 OCOOBIX IPYIINIAaX.]

Herm}

<HccrrezopaHmnsa B3aHMOZEHCTBHA IPOBOJH/IHCH TOJIBKO HA B3POCIBIX>.

4.6. PepTunpHOCTH, GEPEMEHHOCTD U JIAKTALIHS.

{bepemernHoCTH]

{Kopmerme rpyzsio}

{@PeprarsaOCTS]
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4.7. BingHue Ha CIIOCOOHOCTH YIPABIATh TPAHCIOPTHBIMU CPEACTBAMU U pabOTaTh C
MeXaHU3MaMHU.

<{Topropoe HamMeHOBaHHe] <<He OKAa3bIBAET> <HJIH> <OKA3bIBAET HECYI[ECTBEHHOE
BIHAHHE>, <OKA3bIBAET Cl1ab0€ BIHAHHE>, <OKA3bIBA€T YMEPEHHOE BIHAHHE>, <OKa3bIBA€T
BBIDAXKEHHOE B/IHAHHE HAa 3TH CIIOCOOHOCTH> HA CIIOCOOHOCTH YIIPABAATH TPAHCIOPTHBIMH
cpesCcTBaMH H paboTaTh C MeXaHH3MaMH. >.

<He npumernmnmo. >.

4.8. HexxenmaTepHbIE peaKIUuH.

</letrr>

Coobmjerune o MOA03peBaeMbIX HEXKeIaTe/IbHPIX PEAKI[HAX

<BaxxHO coobmjaTs 0 I10403peBAEMBIX HEXeIaTeTbHEIX PEAKIHAX ITOCTe PETrHCTPAI[HH
JIEKAPCTBEHHOIO IIpernapara ¢ HeJbl0 ObeCleYeHHA HEIPEPFIBHOTO MOHHTOPHHTA
COOTHOILIEHHA «I10JIb3a — PHCK» JIEKAPCTBEHHOIo mpemapara. MesuiuHcKaM pabOTHHKAM
DEKOMEeHZYeTCA coobmars O JIH0OBIX ITOZO3DEBAEMBIX  HEXEJIATEJIBHBIX  PEAKIHAX
JIEKAPCTBEHHOI'O MPENapara 4epe3 HAIHOHAIBHBIE CHCTEMBI COOOLEHHA O HEeXeTaTeTbHBIX
PearHAxX rocyZapCcTB — WIeHOB EBpasurickoro SKOHOMHIeCKOro coro3a. >.

4.9. Ilepeno3upoBka.

<ZeTH>

5. DAPMAKOJIOTMYECKUE CBOVICTBA

5.1. ®apmakoguHaMUYECKIe CBOMCTBA.

dapmakoTepaneprudeckas rpynmna: {rpymnmna}, kog ATX: [{koz}, <zmoxa ze mpucsoer>]

<{(Toprosoe) rHasparme/ sBirgerca ObmoaHazoroM (6GHOMOZOOGHBIM JT€KAPCTBEHHBIM
nperaparom).>

<5.1.1. MexaHu3m geHcTBHA>

<5.1.2. PapmakxozuHamuIecKkue 3PPexTsr>

<5.1.3. Knuamnyeckag sddextaBHOCTS H 6€300aCHOCTS>

<5.1.4. Jletu>

<YmoraomoveHHFIE Opra"bsl rocyzapCrB — YJIE€HOB EBP&SH}? CKOIrOo SKOHOMHY€CKOIro

coro3a OCBOOOZHMIH Jep:KaTeld pPErHCTPAIfHOHHOIO VZOCTOBEPEHHA JI€KAPCTBEHHOIO
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npenapara OT OOA3aHHOCTH IIPEJCTABIATH pe3yJIbTAThl HCCAEZOBAHHH (HaHMeHOBaHHe
JIeKapCTBEHHOIo Ipernaparaj) Bo Bcex IOATPYIIax JeTer MpH [COCToAHHe, COOTBETCTBYIoL]ee
pelleH o [0 IIAHYy HCCAEAOBAHHA Y JE€TeH IO YTBEPXKZEHHOMY ITOKA3aHHIO K
npumeneruo). Cu. paszer 4.2 mo npuMEHEHHIO V JeTEH. >.

<YmosmHOMOYEeHHBIE OpraHsI IOCyZapCTB — YIEHOB EBpaswiCKOro sKOHOMHYECKOIO
coro3a  OTIIOXHIH  O0A3aTeTBCTBO  JepkaTelld  PEerHCTPAIfHOHHOIO  YOCTOBEPEHHA
JIEKAPCTBEHHOIO Mpernapara IPEACTABIATs pPe3yJIbTaThl HCCIEZOBAHHH [HaHMeHOBaHHe
JIEKAPCTBEHHOI'O IIperapara) B OJHOH HJIH 6ojee IOATPYINaxX JeTeH IPH [COCTOAHHE,
COOTBETCTBYIOIEE DPELIEHHIO II0 ILIAHY HCCAEZOBAHHA y JE€TEH IO YTBEPXKAEHHOMY
ITOKa3aHHIO K npuMeHeHH0}). CM. pazzer 4.2 1o IpHMEeHEHHIO Y JeTEH. >.

</]aHHBIFH JeKapcTBeHHBIA IIpenapar 3aperucTPHPOBAH IO IPOLeAyPe «PerdCTPaLH
HAa  yCIOBHAX» H II0 JEKaPCTBEHHOMY  IpPermapary  OXHAAeTcd  IPEACTABICHHE
JOIOJHHTE/IFHBIX JAHHBIX. {HanMeHoBaHHE YIIOTHOMOYEHHOIO OPraHa rocy4apcrBa — YIeHa
EBpasurickoro sxKoHOMHYECKOro coro3al OyheT IIPOBOJHTH E€XErofHO SKCIEPTH3Y HOBBIX
cBeZeHHH o mpenapare, a JaHHAA 00Ljad XapaKTePHCTHKA JIeKapCTBeHHOIO IIpernapara oyer
OOHOBJIATECA IO Mepe HeOOXOQHMOCTH>.

<<{(Toprosoe) HaspaHme}, JaHHBPIH JI€KAPCTBEHHBIH Ipernapar, COZEPXKAIHH
[Ha3BaHHe FeHCTByromero BemecTsa (JeHCTBYOIHX BELjeCTB)]> He IPOXOJHII H3YIeHHI y
OZHOH HJIH HeCKOJIBKHX IIOATPYIII AeTeH [ycIoBre, cOOTBETCTBYIOI€Ee IIIAHY HCCIEAOBAHHA
y JeTeH IO yTBEPXKZEHHOMY IOKasaHHIO K mpuMmeHernuro} Cum. paszer 4.2 Hacrogimero
TIPHITOXKEHHA IT0 IPHMEHEHHIO V JeTEH>.

</laHHBIH JIeKapCTBeHHBIH Ipernapar 3aperdCTPHPOBAH 110 «HCKIIOIHTE/IbHBIM
006CTOATENIFCTBAM» B CBA3H C <PEAKHM 3a00J€BAHHEM, HAYIHBIMH COOOpaKeHHAMH,
STHYECKHMH COOOPAKEHHAMH> BCe HeOOXOZHMBIe CBEJEHHA O JAHHOM JIEKaAPCTBEHHOM
npemapare  HOJVIHTH  HEBO3MOXHO. {HammeHOBaHHe — yIIOJIHOMOYEHHOIO  OpraHa
rocyzapcrea — wieHa Corosal 6yzer ImpOBOAHTS SKCIEPTH3Y HOBBIX CBEAEHHH, KOTOPBIE
MOTYT IIOABJIATECA €KEerOfHO, 4 JaHHAA O0Ifasd XapaKTePHCTHKA JTeKaPCTBEHHOTO Ipernapara
OyzeT OOHOBIATHCA 1O Mepe HEOOXOLHMOCTH >.

5.2. PapMaKOKMHETHYECKHEe CBOICTBA.

<5.2.1. Abcopbrma>

<5.2.2. Pacnpererernne>




<5.2.3. brorparcgopmanmug>

<524, numuHanng>

<5.2.5. JlureriHOCTH (HEITHHEHHOCTE)>

<5.2.6. PapmakoxuHETHIECKAT-PAPMAKOIHHAMH IECKAL 3aBHCHMOCTD>

5.3. JlaHHbIe TOKJIMHUYECKOM 6e30IIaCHOCTH.

<B goxrTHHHYeCKHX JaHHBIX, IIOJVYEHHBIX II0 pe3yIbTaraM CTaHAapTHBIX
HCCIEAOBAHHH (PapMaKoJOrHIeCKOH 0€301IaCHOCTH, TOKCHYHOCTH IIPH MHOIOKPATHOM
BBeJEHHH, TI'€HOTOKCHYHOCTH, KAaHIEPOTreHHOro IIOTeHLHaJla H pelposyKTHBHOH H
OHTOreHeTHIEeCKOH TOKCHIHOCTH, OCOOBIH BpeJ J/IA Y€JIOBEKA HE BEIABICH>.

<B JOKIHHHYECKHX HCCIEAOBAHHAX HAOIIOZaINCh S3Q@EKTEI THLIb IPH BO3ZEHCTBHH
JIEKAPCTBEHHOIO IIperapara B Z03aX, CYIQECTBEHHO IIPEBOCXOAALIHX MAaKCHMA/IBHBIE, 4TO
ABIAETCA KITHHHIECKH HE3HATHMBIM >.

<Hmerorca cregyronue HexeTaTe/IbHbIE PeAKIHH, He OOHAPY KEHHBIE€ B K THHHYECKHX
HCC/IEAOBAHHAX, HO BBIAB/IEHHBIE Y JKHBOTHBIX IIPH BO34E€HCTBHH JI€KapCTBEHHOIO IIPerapara
B 033X, CXOXHX C JO03aMH, IIDHMEHEHHBIMH B KIHHHYECKHX HCCIEJOBAHHAX, UTO MOXXET

HMETh KITHHHYECKY O 3HAYHMOCTbD. >

6. DAPMAIIEBTUYECKHWE CBOVICTBA

6.1. [lepeyens BcriOMOraTeIbHBIX BEIIECTB.

<Orcyrcrsyror.>

6.2. HecoBmecTUMOCTS.

<He npumernmnmo.>

<B cBa3m c OTCyTCTBHEM HCCIEZOBAHHE COBMECTHMOCTH, JAHHBIH JI€KAPCTBEHHBIH
IIpernapar He cJIeRyeT CMEeIIHBATS C PYTHMH JTeKapCTBeHHBIMH IIPerapaTaMu>.

</laHHBIH JIeKapCTBeHHBIH IIperapar He CI€JyeT CMeLIMBaTs C JpYTHMH
JIeKapCTBeHHBIMH IIPerapaTaMH, 34 HCKIIOYeHHEeM YVIIOMAHYTHIX B pazgeine <6.6> <m> <12>.>.

6.3. Cpok rogHOCTH (CPOK XpaHEHUS).

<...> <6 mecqgnes> <...> <l rog> <18 mecarrer> <2 roga> <30 mecarer> <3 roza> <...>.
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6.4. Oco6sle MephI TPeZOCTOPOXKHOCTU IIPU XPaHEHUH.

<YcroBua xpaneHns mocire <BOCCTAHOBJIEHHA> <pa30aBIeHHA> <IIEPBOTO BCKPBITHA>
JIEKaPCTBEHHOIO IIPenapara CM. B mozpaszgeie 6.3 HaCTOAIero pa3fera>.

6.5. Xapakrep u cofep)kaHue IepBUYHOM YIAKOBKH <U CIelaJbHOe 000pyZOBaHUe
IJISL MICTIOJIB30BAaHUS, BBEIEHUA NN UMIIJIAaHTALIH >,

<He Bce pasmepsr yI1aKkOBOK MOTI'YT OBITb JOCTYIIHBI JJIA PEATHIALIHI>.

6.6 Ocobsre Meppl IPENOCTOPOKHOCTH NPH YHUYTOXKEHUU MCIIOJIB30BAaHHOTO
JIEKapCTBEHHOTO IIpelapaTa WIH OTXOZOB, IIOJIy9YeHHBIX II0C/Ie IIPUMeHEeHN A JIeKapCTBEHHOTO
IperapaTa Uiy paboTsI C HUM.

<0.6.1. Ilpumerenue y geres>

<Her ocobsrx TpeboBaHHI <K Yy THIH3AL[HH>.>.
<Becr ocrapurn¥ca 1eKapCTBeHHBIH IperapaT H OTXOZbI CIEAYeT YHHITOXKHTE B

YCTaHOB/IEHHOM IIOPAJKE. >.

7. JEPKATEJIb PETYUICTPAITMOHHOI'O YOCTOBEPEHU A

{Ha3sparme cTparsr}
{Hanmernopanmne gepxkaresif periCTpafHOHHOTO VZOCTOBEPEHHA H OPHIHIECKHEH
(Parxruyeckmri) agpec)
<[rer}>
</@arc}>
</azpec s71eKTPOHHOH TOYTHI}>
7.1. [IPEJ/JCTABHUTEJIb JEPKATEJIA PETHCTPAI[HOHHOI'O
Y/JOCTOBEPEHHA.
Ilperersun morpeburereri HaAMPaBIATE II0 AZPECY:
{HasBarnne cTpamsI).
{Hanmernoparnne gepxarejid perucTpariHOHHOIO Y Z0CTOBEPEHHA H IOPHIHIECKHE
(Parxruyeckmii) agpec).
<frex}>.
</arc}>.

<{agpec 5/IeKTpOHHOH IOYTHI}>.
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8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHW A

9. IATA TIEPBUYHOM PETUCTPAIIUM (IIOJATBEPKIEHMA PETUCTPAIIUY,
[TEPEPETVICTPALIVIN)

</lata meppo# peructpaguu: {/]/] mecary ITTT}>
</lata mocrezHero MOATBEPXKAEHHA DErHcIpayu# (mepeperucrpanun): (/1] mecar

ITIT}>

10. IATA TIEPECMOTPA TEKCTA
<fMM/ITIT}> <{ZIZVMM/ITIT}> <{ZI7] mecar ITTT)>
<11. JO3UMETPUSI> (ECJIV IPUMEHHMO)

<12. UHCTPYKIMU I10 IMPUTOTOBJIEHUNIO PAAVO®APMAIIEBTTYECKUNX
ITPEITAPATOB>

<Becb HeHCIIOTB30BAHHBIH JI€KADCTBEHHBIH Mpernapar HIH OTXOZBI CAEHYET
YTHIH3HPOBATH B YCTAHOBIEHHOM IIOPALKE. >.

O6mast xapakTepUCTHKA JIEKapCTBEHHOTO IIpemapata {lOproBoe HauMeHOBaHUe]
IOCTyIIHA Ha OQUIMAIBHOM CaiiTe YIOJTHOMOYEHHOTO OpraHa TOCyAapcTBa — UiIeHa
EBpasuiickoro coiosa B HHPOPMAIMOHHO-KOMMYHUKAIlMOHHOU cetu «MHTepHeTr» {caiit
YIOJTHOMOYeHHOTO opraHa} u (wim) Ha wWH(pOpMAlMOHHOM mopTane EBpasuiickoro
SKOHOMUYECKOTO €O0103a B HMH(POPMALMOHHO-KOMMYHUKAIIMOHHON cetu «VIHTepHeT» {cailT

EBpasuiickoro s3KOHOMHUYECKOT'O COI03a}.
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K Tpe6GoBaHUAM K MHCTPYKLIUHU IIO
MeJUIIHCKOMY IIPUMEeHEeHUIO JIeKapCTBEHHOTO
IIpemapara 1 o0OlLIeil XapaKTepPUCTHKe
JIEKapCTBEHHOTO IIpelapara JjIs MeZUIIMHCKOTO

IIpMEHEHU A

IMOPAINOK
3aIOTHEeHH Ia6IoHa o6Ieii XapaKTepUCTHKY JIEKaPCTBEHHOTO IIpemapara

Huxe npuBesnens! paszensl HHGOPMAIUHY, IIpeyCMOTPEHHbIE IIPaBUIaMU PETUCTPALIII
U DKCIIEPTU3bI JI€KAapCTBEHHBIX IIpeIlapaToB Ha TeppuTopuu EBpasuiicKOro SKOHOMUYECKOTO
Coro3a, yrBepxmaeMbIMu EBpazniicKoif 5KOHOMIUYECKOH KOMUCCHEeH.

Jlns  Bcex A3BIKOB HCIOJIB30BaHHE KOMOMHUPOBAHHBIX OOIIUX XapaKTePUCTUK
JIeKapCTBeHHbIX IpemapaToB (mamee — OXJIII) pmas pasnudHBIX [JO3HMPOBOK TOH K€
JIeKapCTBEHHOH (OPMBI 1Ie1ecO00pasHO (A4 OSKCIEPTH3Bl U IIOCIAEeLYIOUEr0 IIPUHATHIL
peureHus) B Tex cirydanx, ecau OXJIII mosmHOCTBIO NAEHTUYHEI, 32 UCKIIOYeHueM HeOOoJIbIIoTO
yucia cruenuUYHbIX JJIA JO3UPOBOK CBeIeHHI (eCIu IMOKa3aHUA K IPUMEHEHUIO /I PasHbBIX
no3upoBok He coBmnazaior, To OXJIII koMGuHMpOBaTh He AOIycKaeTcs). IIpu mcmoas30BaHIN
kom6uHupoBanHsx OXJIIT cresyer UCIOIB30BaTh TOMBKO IIEPBUYHYIO JIEKAPCTBEHHYIO HopMYy,
HAIpUMep, BO3MOXXHO KOMOMHHUPOBaHUE «PACTBOP [AJI1 UHBEKIUH BO (IaKOHe» U «PacTBOP AJII
UHBEKIUH B IIpeABapUTEIbHO 3allOJIHEHHOM IWmpuie». [Ipu ycCIOBUHM  BBIIOTHEHHSI
BBIIIETIEPEYNCIEHHBIX YCIOBUII 000CHOBaHUe He TpebyeTcsa. bojee momHble peKOMEHJALUK 110
IAaHHOMY BOIIPOCY IIpefCTaBieHbl B mpuiaoxeHuu Ne 8 k TpeboBaHMAM K MHCTPYKLMH IIO
MeJULIVHCKOMY IIPUMEHEHMIO JIEKApCTBEHHOTO IIperapaTa U oOmel XapaKTepUCTHKe
JIeKapCTBEHHOTO IIpelapara i MeAUIMHCKOTO IpuMeHeHus (nanee — TpeGoBaHMs).

Ecnu pasmuuHble JO3UPOBKM He YAOBIETBOPSIOT BBINIEONHUCAHHBIM KPUTEPHIAM
(HampuMep, IpU pPa3IUYMIX B IIOKA3aHUAX K NPUMEHEHHIO Ui Pa3IUYHBIX IO3UPOBOK),
sasBuTenu Brpase npexactaButs OXJIII Ha pasnuyuHble JO3UPOBKU B OZHOM JOKYMEHTE TOJIBKO
Iejlei SKCIIepPTU3bI, YKa3bIBasA 3arJaBHBIMHU OyKBaMU JO3UPOBKY HJIM JIEKAaPCTBEHHYIO (GopMy, B

OTHOIIEHUM KOTOPOH CYIIeCTBYIOT aJbTepHAaTHBHEIE TeKCTOBBle 3ymeMeHTel. OpHako mid
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KOXJOH JO3MPOBKM M JIeKAapCTBeHHON (OpPMBI 3aABUTENIb JOJ/DKEH IPeCTaBUTh OTJeIbHYIO
OXIJIII, comepxauryio cBefleHHS 00O BCeX BO3MOXKHBIX BApHMAHTAX COAEPIKMMOIO YIIAKOBKH,
OTHOCAIIVUXCA K pacCMaTpUBaeMOH MO3MPOBKE U JIEKAPCTBEHHOHW ¢opMe B CiefylouieM
mopsAIKe:

Bepcusg Ha PYCCKOM fA3bIKe — HeIOCPeJCTBEeHHO IIOCje BBIJA4M pedepeHTHBIM
rOCy/JapCTBOM IIOJIOKUTEIBHOTO PelleH!sA O PeTUCTPaLHY;

BepCHMM Ha  BCeX  OCTAIbHBIX  A3BIKAX  TOCYJApCTB — WiIeHOB  EBpasuiickoro
SKOHOMMYECKOTO COI03a — He To3gHee 25 KaJeHZAPHBIX JHeHW CO IHA BBIZAYU pedepeHTHBIM
TOCYZapCTBOM IIOJIOKUTEJBHOTO pelIeHHs O PerucTpanuu (HEIOCPeICTBEHHO IIOCIIe
BKJIIOYEHUSI KOMMEHTapUeB rOCYJapCTB IPU3HAHUA).

Cranpaprable  (QOpPMYJIMpDOBKM  IIpUBeJeHbl B  IIa0JOHe, IIPeLyCMOTPEHHOM
npunoxernueM N°e 1 x TpeGoBaHmMAM, KOTOpBIe CIefyeT HCIIONIB30BATh B KAXKAOM OTAEIbHOM
cnydae. Ecam sagBuTens BBIHYXAEH OTKIOHHUTBCA OT CTAaHJAPTHBIX (GOPMYJIMPOBOK C IIENIBIO
ydeTra 0COOBIX TPeOOBAHMI, OTHOCAIIMXCS K JIEKAPCTBEHHOMY ITpeIlapary, albTepHaTUBHbIE WU
TOIOIHUTEIbHbIe GOPMYINPOBKY OyAyT pacCMOTPeHBI Ha MHAUBU/yaIbHON OCHOBE.

B cmydae ecam crampapTHble GopMmynupoBku mpmiroxeHus Ne 1 x TpeGoBanuam He
HY>KZAIOTCA B IOSCHEHUAX WMIM PeKOMEHAAUMAX II0 3allOJIHEHWIO, TO STOT paszies ImabiaoHa
OXUJIII npomnyckaercsa B HacTosAmeM [Topsanke.

TonpKo JJ1 TeKapCTBeHHBIX IIPeNapaToB, TPeOyIOUX JOMOIHUTETFHOTO MOHUTOPHHTA
6e30macHOCTH, YepHbIH cuMBOI ¥ U (GOPMYJIMPOBKH K HEMY IOJDKHBI Pa3MeIaThCsA TOJIBKO
nepez, pasgenom 1 OXJIIL. Yepusiit cumBon V¥ IODKEH MPeCTaBIsATh COOOM IepeBepHYTHII
PaBHOCTODOHHMI  TpeyroapHMK YEepHOTO IIBeTa: pasMep CHMBOJA [ODKEH  OBITh
IIPOIIOPLIMOHAIBHBIM pasMepy mpudTa caefyolero 3a HUIM THIIOBOTO TeKCTa, a MUHUMaJIbHas
IJIMHA KaXJOM CTOPOHBI TpeyroabHMKAa [JOJDKHA COCTaBIATh 5 MM. [Ind moarorosxu
IpUIOKeHuN ¢ nHbopManueil o JeKapCTBeHHOM IIpellapaTe MOXXHO MCIIOJIb30BaTh UePHBIH
TPeyTOJIbHUK, IIPe/ICTaBIEHHBIH B JaHHOM LIabIoHe (CM. HIDKe).

<V /laHHBIH JIeKapcTBeHHBIH MIpenapar MOJJIEXHT JONOJIHHATE/IFHOMY MOHHTOPHHTY.
IOT0 m03BOJIHT OBICTPO BBIABHTH HOBYIO HH@OpMAanHio 10 6e3omacHocTH. Mpr obpamaemca K
PAOOTHHKAM CHCTEMBI 34PaBOOXPAHEHHA C IIPOCBO0H coobmars O JIOOBIX IT0Z03PeBAEMBIX
He)KeJIaTeJIbHBIX peakiuAx. 1Iopanok cooOIeHHa O HexXe/laTe/IbHbIX PeaKIHAX MPEJCTaB/IeH B

mozpasgeie 4.8.>
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1. HAUMEHOBAHUWE JIEKAPCTBEHHOTI'O ITPEITAPATA

Pexomenmanum 1o HaIMCAaHWIO [JO3UPOBOK IIPUBeNeHBI B IpuwiIokeHuu N° 9 x
TpeboBaHUAM.
B nHacrosmewm paszerne u majsee cCUMBOJIBL «®», «™» K TeKCTy He ZOOaBIAIOTCA, CIOBA

«TabJIeTKN» U «KATICYJIBI» YIOTPeOIAIOTC BO MHOXK@CTBEHHOM YHCIIe.

2. KAYUECTBEHHBIN Y KOJIMYECTBEHHEIM COCTAB

J1711 BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IIPEIIapPaTOB, €CIN BBICOKOTEXHOIOTMYHBIH
JIeKapCTBEHHBIH IIpelapaT COAEPXKUT KJIeTKU VI TKaHH, He0OXOJUMO IIpeCTaBUTh TOAPOOHOe
ONMCaHMe DTUX KJIETOK WJIM TKaHell M MX KOHKPETHOEe IIPOMCXOXKJEeHWe, B TOM YHCJIe BUIBI
JKUBOTHBIX B CJIy4asgX WX HEYeJIOBEYEeCKOTO IPOUCXOXKAEHUA. B 3TOM ciaydae B HacCTOALIEM
paszese cienyeT BBIIEITUTH ITO/A3aTOJIOBKU:

<2.1 O6uree ommcaHue>.

<2.2 KagyeCcTBeHHBIN U KOJTUYECTBEHHBIN COCTaB>.

Kpome Toro, B ciyyae BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX IIPENapaToB IIPHU

HeO6XO,I[I/IMOCTI/I MOTYT IIPUBOAUTHCA IIOACHUTE/IbHbBIE I/IBOGPH)KGHI/IH.

3. JEKAPCTBEHHAS POPMA

<Jluama pasmoma (pucka) IIpemHAa3Ha4yeHA JIMIIG JJI9 Pa3jaMbIBAaHUA C IIeJIBIO

o6JieryeHNs IPOTIAThIBAHUA, A He /A pa3fie/ieHNs Ha PaBHbIE JO3BL.>.
<JluHna pasnoma (pucKa) He IIpeiHa3HAYEHA JJIA Pa3laMbIBAaHUA TaOIE€TKU.>.

<TabmeTKy MOXHO pa3fieIuTh Ha paBHBIE JO3BL.>.

4. KIMHUYECKHUE JTAHHBIE
4.1. IToxa3aHus K IpUMEHEHUIO.

Yxkasars, ecjii 5T0 HeOOXOIMMO:

</lekapcTBeHHBIH Hpemapar IPHMEHAETCI HCKIIOYHTEIPHO B JHATHOCTHYECKHX
eI gx. >,

<[X} mokaszaH K IpHMEHEHHIO y <B3DOCIBIX, HOBOPOXXZEHHBIX, MI4JE€HIEB, JETeH,

IIOAPOCTKOB, B BO3PACTE [OT X JO y} <JIIeT, MeCAL[eB>.>.
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4.2. PexxuM 03UPOBAaHUA U CIIOCOO IPMEHEHHUH.

Pexum J03PDOBaHHNA

JlommonHUTeIbHBIE TIOJ3aTOJIOBKM, Takue Kak «Jluija TMOXHIOro BO3pacTa» MIH
«[TarieHTHI € TOYEYHOI HEAOCTaTOYHOCTHIO» BKJIIOUAIOTCS IIPYU HEOOXOZMMOCTH.

Ocobsre rpymimsr

Aerm

<<besomacHocTs> <m> <agpexrusrocrs> {X] y gereri B Bospacre [or x go y} <mecanes,
JIeT> WIN Y JII0OBIX APYyTMX 3HAYMMBIX IIOATPYIIN, HAIpUMep, IO Macce Teja, II0JIOBOH
3pesoCTH, Oy <HA JaHHBIH MOMEHT> He <Y CTAHOBTEHBI>>.

Heo6xomumo Taxxe Z06aBUTH OLHO U3 CIEAYIOWINX BRIPOKEHUH:

</laHHBIE OTCYTCTBYIOT>.

<Hmeromuecs Ha cerogHANIHAH JeHb JaHHbIE IPHBEAEHSI B mogpaszgere <4.8> <5.1>
<5.2>, oxHAKO HEBO3MOXXHO JaTh DEKOMEHJAL[HH 10 PEXXHMY JO3HPOBAHHA>.

<{X} He cregyer Ha3HAYaTH AETAM B BO3pacTe {OT X A0 yj} <JI€T, MecAreB> UIN Y JTI00BIX
IPYTUX 3HAYMMBIX HNOATPYII, HAaIpPUMep, IO Macce TeJa, IOJIOBOM 3pPeJIOCTH, IOy B CBA3H C
ornaceHHeM(IMH) OTHOCHTETBEHO <O€30MacHOCTH> <3@@exTHBHOCTH>>. Ilpyr 3TOM TIPUYNHEI
IOJDKHBI YKa3bIBaThCSA C ITEPEKPECTHBIMU CCBUIKAMM Ha pa3fesisl C NOAPOOHBIM IaHHBIMU
(mampumep, mogpaszesn 4.8 wiu 5.1 Hacrosuero [lopaznxka).

<Ilo mokasarmio {yrasars moxasarwme)} [X] y <zereti> <gereri B Bo3pacre or [or x go y}
<mecqdIes, JieT>> UIN y JIO0BIX NPYTUX 3HAYMMBIX IOATPYII, HAaIpHUMep, IIO Macce TeJa,
II0JIOBOM 3PEJIOCTH, IIONy <HE IPHMEHAETCT>.

<{X} mpormsomoxaszaH y gerer B Bospacre [OoT X ZO y} <JeT, MecAreB> UIN y JI0OBIX
IPYTMX 3HAYMMBIX IIOATPYIIN, HAIpUMep, II0 Macce TeJja, IIOJOBOM 3peJOCTH, NONy [mpm
ITOKa3aHUH (IIOKa3aHHAX)...} yKa3aTh IIOKa3aHue (IIOKa3aHus) (CM. mogpasger 4.3).>.

Cnioco6 mpuMeHeHUd

{Mepsr mpegoCcTOpOKXHOCTH, MPHHHMAEMbIE IIEPE] IPHMEHEHHEM MPenapaTa HIH IPH
pabore ¢ HuM)}
[TpuBozATCS yKa3aHWA IO INPABUJIBPHOMY INPUMEHEHHIO JIeKapCTBEHHOTO Iipelapara

MeJUIMHCKUMY PaOOTHUKAMHU WU ITaIllUE€HTOM.



B JINCTKE-BKJJIaZplllle MOIYT OBITH IIpuBeAE€HBI  OOIIOJIHUTEJIBHO  CII€IMd/IbHbIE
PEKOMEHAAIMNU IIO0O IIPHMMEHEHUNIO JIEKAPCTBEHHOTO IIpelldpaTa (B CilIy4dae I/IHI'EUUITOPOB),
CaMOCTOATEJIPHOTO IIOAKOXHOI'O BBEAEHUA JIEKAPCTBEHHOI'O IIpe€llapaTa IIAIIMI€HTOM. HPI/I
H€O6XO,ZI;I/IMOCTI/I MOTYT IIPUBOJUTHCA IIOSACHUTEJIBHBIE PHUCYHKH (,Z[JIH BBICOKOTEXHOJJIOTYHBIX
JIEKapCTBEHHBIX npenapaTOB).

<HHCTP/VI(I[PIH II0 <IIpHTOTOB/IEHHK> <pPACTBOPDEHHIO> JIEKADCTBEHHOI'O IIpeliapaTtd

mepes IpHMeHEeHHEM CM. B II04pasgeie <6.6> <m>pazzgere <12>.>.
4.3. IIpoTuBonokasaHus.

<[ HepyyBCTBHTE/IBHOCTE K (apMareBTHIeCKHM CYOCTAHIHAM HJIH K JIIOOBIM
BCIIOMOTraTe/IbHBIM BELECTBAM, IIEPEYHCIEHHBIM B mogpaszzgere 6.1 <wmiam [HammeHoBaHHe

0CTaTOIHOH(BIX) IpHUMECH(€H)[>. >.
4.4. Oco6sle yKa3aHUsA U MePHI IIPeOCTOPOXKHOCTH IIPU IPUMEHEHUU.

JlOKHBI OBITH BKJIIOYEHBI DU HEOOXOAUMOCTH, AJIA YIPOLIEeHUA ITOMCKa NH(POpMAIIu
nmoj3aroaoBku  (Hampumep, «Biuarme Ha cepomormyeckme —TecThl», «IleyeHOUHas

HeJIOCTaTOYHOCTb», «Y nimuHeHne nHTepBaza QT»).

4.5. BsaumogeiicTBue C ApyruMU JeKapCTBEHHBIMU IIpellapaTaMUd U JApyrue (QopMsl

B3aMOJeHCTBU .

<Hccr €TOBAHHA B3dHMOZ eHCTBHA HeE II, [DOBOJH/IHCB. >.

<426'TH>

<HccrezoBaHns B3aHMOZEHCTBHA IIPOBEAEHBI TOJIBKO Y B3POCTBIX. >.
4.6. PepTunpHOCTH, GEPEMEHHOCTD U JIAKTALIHS.

Crauzaprasle  (GOpPMYJIHPOBKM, HCIIOJNb3yeMble JAf  ONUCAHUSI  IIPUMEHEeHMs
JIEKapCTBEHHOTO IIpellapaTta IpU OepeMeHHOCTH M JaKTalluM CM. B IpuaoxeHuu N° 5 x
TpeGoBaHUAM.

JlononHuTeIbHBIE  IOJ3arOJIOBKY, Takue Kak «KeHmuHBI ¢  [ZeTOPOZHBIM
noTeHIuanoM», «KoHTpamenuus y MyXYMH M JKEHINUH», MOTLYT OBITH BKJIIOYEHBI IIPU

HeOOXOIHUMOCTH.
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4.7. Biuaaue Ha CIIOCOOHOCTH YIIPABJIATE TPAHCIIOPTHBIMH CPpE€ACTBAMH U pa6OTaTB C

MeXaHH3MaMHU.
ITpu HEeOOXOZMMOCTH CiIeyeT OIMHICcaTh 5P QeKT BIUTHUA.
4.8. HexxenmaTerpHbIE peaKIUuH.

YcmoBHble 06O3HAaYEHMsS YaCTOTHI HEXeJIaTelTbHBIX peakuuil M KiIacCUpHUKAIUIL
HexXeJIaTe/IbHBIX peaKLUil B COOTBETCTBUU C CUCTEMHO-OPTaHHON KiaccuduKkanyeil N3I0KeHbl
B mpuiokeHnu N° 4 x TpeboBaHIAM.

CooTBeTcTBYyIOIIME ITO/3aTOJIOBKU [JOJDKHBI MCIIOJNB30BAaThCA [AJIA OOJerdyeHus IIOMCKa
MHPOPMaLUHU O HeXeJaTeIbHOM peakIuu U IJIs KaKJOM COOTBETCTBYIOIIEH 0CO0O0# I'pyIIIbI
nomynauuy, Hampumep: «Pestome mpoduis GesomacHoctm», «TabGiamyHOe — pesioMe
HeXXeJIaTeJIbHBIX peakuuil», «OmnucaHwe OTJAETBHBIX HEXeJIaTeIbHBIX peakIuil» (Taxxe
IO pa3ziesl MOXKeT OBbITh O3arjaBjieH Ha3BaHHEM COOTBETCTBYIOLIEH HeXXeaTeIbHOM peakIuu),
«[Ipounie ocobble IOy IAIUN».

</lerw>

Hacrosamwuii mompasmen [omKeH OBITH MCIONB30BaH [JI1 BCEX JIEKAPCTBEHHBIX
IIpenaparos.

B xon1e HacTOALIeTrO OApaszesa JO/LKEeH pacloaraTbCa CaeLyIoIHii I10/13aTr0I0BOK.

Coobernne o M0Z03peBaeMbIX HexXe/IaTe/IbHBIX PeaKI[HAX

<BaxxHO Cco06Imars O IMOZO3PEeBAEMBIX HEXe/IaTeTPHBIX PEeaKIHAX ITOCI€ PETHCTPAI[HH
JIEKaPCTBEHHOI'O IIPerapara C LeJIbio 0becrieYeHHA HeIIPEPFIBHOIO MOHHTOPHHIA COOTHOIIEHHA
«IT0JTB3d — PHCK» JIEKAPCTBEHHOTO Ipemnapara. MesuiHHCKHM paOOTHHKAM pPEeKOMEHZYeTCA
coobmjate O JII0OBIX ITOZO3DEBAEMBIX HEXETATEJIbHBIX PEAKIHAX JTEeKAPCTBEHHOIO IIPernapara
yepe3 Hal[HOHAa/IPHbIE CHCTEMBI COOOL[eHHA O HeXKe/IaTeTbHPIX PEAKIHAX T'OCYAapCTB — YIEHOB
EBpasnrickoro sSKOHOMHYIECKOIro coro3a.>.

B omy6iukoBannO# Bepcuu yrBepxkzeHHbx OXJIII ¢ mrdopManueil o rekapcTBeHHOM
IperapaTe yKasbIBAalOTCA (PakTHYeCKHe IIOApOOHBIe /[JaHHBIe HAIMOHAIBHON CHCTEMBI
COOOIIEHNS O HEXeJATeJbHBIX PEeaKUUIX JEKAPCTBEHHBIX IIPENapaToB COOTBETCTBYIOUIETO
rocyZapcTBa — WwieHa EBpa3uiicKoro 5KOHOMHYECKOTO COI03a (COOTBETCTBYIONIIMX I'OCYZAPCTB —

1IeHOB EBpa3uiickoro 5KOHOMHYECKOTO CO03a) B CJIeyIONeM BHe:
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<locygapcrso — wier EBpasuiCKoro sSKOHOMHYI€CKOI'O COX3a>

<Azpec: HHZEKC, rOpOJ, yIHIA, HOMED 34aHHA>

<YmorroMovweHHBIH opraH (VIIOJTHOMOYEHHAA OPTraHH3aI[HA) TOCYAapCTBa — LIeHa
EBpasurickoro SKOHOMHYIECKOTrO COr3a>

<Teregor>

<@axc>

<DJIeKTpOHHAaA moYTa>

<CaHT B HHpOpMAaI[HOHHO-TeJIeKOMMYHHKAIJHOHHOH ceTH «HHTepHeT»>

MOI‘YT OBITH HEO6XO,Z[I/IMLI JINHTBUCTHYECKNE KOPPEKTHPOBKHU B 3aBHCHMOCTH OT
TPaMMaTH4Y€CKHUX IIpABHJI TOCYyAdpPCTBEHHBIX A3BIKOB TOCYZAdPCTB — YIEHOB EBPaBHfICKOFO

SKOHOMMYECKOTO COI03a.
4.9. Ilepeno3supoBka.

HPI/I HEO6XO,Z[I/IMOCTI/I IIpUBOAATCS  AOIIOJTHUTEJIbPHBIEC IIOA3dT'OJIOBKH, TdKHE K4k

«Cumnromsl» unu «Jledenne» («TakTuKa ycTpaHeHUS CHMIITOMOB IIepeIO3UPOBKI»).

5. DAPMAKOJIOTUYECKUE CBOVICTBA
5.1. PapmakoguHAMUYECKHE CBOMCTBA.

dapmakoTepanepruveckas rpynmna: {rpymnmna}, kog ATX: [{koz}, <zmoxa xe mpucsoer>]

[l IexapCTBEHHOTO IIpelapaTa, 3apeTUCTPUPOBAHHOrO KaK OuoaHanor (61omomo0HbIi
JIeKapCTBEHHBIH IIpenapar), Heo0X0LUMO BKIIOUUTD CIeAyIONIe CBeeHU:

<{(Toprosoe) Hasparme/ saBirgerca O6moaHamorom (6HOIOZOOHFIM JIEKADCTBEHHBIM
Ipernaparom).>.

<5.1.4. /Jleru>

Ecrnm KoMmmereHTHBIE yIIO/IHOMOYEHHSBIE OpPraHBI I'OCYZapCTB — WI€HOB EBpasurickoro
SKOHOMHYECKOIO COI03a OCBOOOJHIIM  JE€PXKATeNd PErHCIPAHOHHOIO  VJOCTOBEPEHHA
JIEKAPCTBEHHOIO  Ipernapara  OT  HEOOXOZHMOCTH — KIHHHYeCKHX  HCCIEJOBAHHH B
IEeAHATPHYECKOH IOMYIALHH HIIH OTIOXKH/IH HX, HEOOXOZHMO YKa3aTh CIEAYIOL[ee:

a) npa OCBOOOXZEeHHH OT HeOOXOZHMOCTH KJIHHHYECKHX HCCIEJOBAHHH BO BCEX
IOATPYIIAX:

<YmoxrHOMOYeHHbIE OpraHsI IOCyZapCTB — WIEHOB EBpasHiiCKOro 5KOHOMHYECKOIO
cor03a OCBOOOAHIIH JE€PXKATEIA PETHCTPALIHOHHOIO Y AOCTOBEPEHHA JIEKAPCTBEHHOIO IIPerapara

OT 0643aHHOCTH IIpEACTABIATh pPE3Y/IbTAThI HCCJIE’,Z[OBHHHP? [H&HMEHOB&HHE JIERAPCTBEHHOI'O
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nperaparaj BO Bcex MOAIPYIIax eTeH IPH [COCTOTHHE, COOTBETCTBYIOIEE PELIEHHIO 110 IIAHY
HCCT€ZOBAHHA Y J€TEH 110 YTBEPXKACHHOMY ITOKa3aHHIO K npumMeHeHH0). CM. mogpaszer 4.2 mo
IPHMEHEHHIO V JETEH. >;

6) IpH OTJIOXKEeHHBIX 0043aTe/IFCTBAX, PACIPOCTPAHAIOIHXCA KAK MHHHMYM HA OZHY
IOATPYIIILY:

<YmosrHOMOYEeHHFIE OpraHsI rocyzapcrB — wIeHOB EBpasurickoro sKOHOMHYECKOIO
coro3a  OTIOXHIH  0043aT€JIBCTBO  JE€p:KaTeld  PerrcTParHOHHOIO  VZOCTOBEPEHHA
JIEKAPCTBEHHOIO Iperapara IMpesCTaBIATs pe3yJIbTaThl HCCIEZOBAHHH [HaHMeHOBaHHe
JIEKAPCTBEHHOIO IIpernapara) B OZHOH HIH 0oJiee IMNOAIPYyIIax JeTed IPH {COCTOAHHE,
COOTBETCTBYIOIjee PEIEHHIO 110 IIAHY HCCAELOBAHHA Y J€TEH MO Y TBEP)KIEHHOMY IIOKA3aHHIO
Kk npumereHuo). Cu. mogpaszer 4.2 mo npuMeHeHHO y JeTeH. >.

[l IexapCTBeHHBIX IIPeIlapaToB, 3apeTHUCTPHPOBAHHEBIX II0 IIPOLeype «PeTUCTPAIUs C
yCJIOBUSAMHU», HEOOXOZUMO YKa3aTh CIefylollee YTBepKjeHuUe:

</laHHBIH JIeKapCTBEHHBIH MPEnapar 3aperuCcTpHPOBAH 110 MPOLELYPe «PETHCTPALHA C
YCAOBHAMH» H II0 HEMY OXHAAeTCA IMPEACTABIEHHE  JOMNOJIHHTETIBHBIX  JAHHBIX.
{HammeHopanme  yIOoJIHOMOYEHHOro  opraHa  Iocy4apcrsa —wieHa — EBpaswurickoro
SKOHOMHYECKOIo Co0r03a} OyheT IMIPOBOJHTh €XerofHO SKCIIEPTH3Y HOBBIX CBEJEHHH O
npemnapare, a gaaaags OXJII] 6yzer 06HOBIATECA 1O Mepe HEOOXOLHMOCTH>.

<<{(Toprosoe) Hasparme/ Wnu HJA BOCIPOU3BEIEHHBIX JEKAPCTBEHHBIX IIPEIapaTOB:
<pe@epeHTHBIH JIeKapCTBeHHBIH Mperapar, CoOepXaIjul {Ha3BaHHe JEHCTBYIOLUIEro BeljeCcTBa
(ZeHcTByrOLHX BEL[eCTB)/> He IPOXOLHI H3yIeHHEe Y OFHOH H/IH HECKOJIBKHX IIOATPYIIT JETEH
[ycroBne, coorsercrByroniee mIaHy HCCIEZOBAHHA Y JETEH IO YTBEPKAEHHOMY ITOKA3aHHIO K
npumereruro] Cu. mogpazzer 4.2 110 IpHMeHeHHIO Y JeTeH>.

B OTHONIEHUX  JIEKAPCTBEHHBIX  IIPENaparos, 3apPeTrUCTPUPOBAHHBIX  IIO
«ACKJIIOYUTEIFHBIM 00CTOATEIBCTBAM», HEOOXOIUMO yKa3aTh CiIeLylollee:

</laHHPIH JI€eKapCTBeHHBIH IIpernapar 3aperHCTPHpPOBAH II0  «HCKIIOIHTETbHBIM
006CcTOATENIFCTBAM» B CBA3SH C <PEJKHM 3a00J€BaAHHEM, HAYYHBIMH COOODaXKeHHAMH,
STHYECKHMH COOOPAKEHHAMH>, BCe HEOOXOJHMBI€ CBEJEHHA O JAHHOM JIEKaAPCTBEHHOM
nIperapare MOJIyYHTh HEBO3MOXHO. [HanMeHoBaHHE YIIOJTHOMOYEHHOIO OpraHa IroCy4apCTBa —

y1eHa EBpasHiiCKOro sSKOHOMHYECKOro Cox3a} 6yzer mpoBOJHTb SKCIEPTH3Y HOBBIX CBEJEHHH,
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KOTOpBIE MOIYT IOABIATECA exerofgHo, a jganHags OXJIII 6yzer OOHOBIATECA IO Mepe

HEO0OXOZHMOCTH >,
5.2. ®apmMakOKHMHeTHYECKHe CBOMCTBA.

B macrosmuii mozppaszsen MOTYT, TP HEOOXOAMMOCTU BKJIIOYATHCA JOMOIHUTETbHBIH
IIO/I3aTOJIOBOK MWJIM IIOJ3aTOJIOBKM, Takue Kak «[loyewyHas HemocraTouHOCTH», «I[leyeHounas
HeJIOCTAaTOYHOCTh», «Jlmma moxkmioro Bospacra», «Jletw» mmm «/lpyrue ocoOble IpymIbI»

(yKasaTh COOTBETCTBYIOIIMI ITO/I3aTOIOBOK).
5.3. JlaHHbIe JOKJIMHUYECKOM 6e30IIaCHOCTH.

MOI'YT OBITh BKJIIOUEHBI Ipun H€06XO,ZI;I/IMOCTI/I AOIIOJIHUTEJIbHBIE IIOJA3daTrOJIOBKH, TAKHE

KaK «I/ICCJIE,ZLOBEIHI/IH Ha MOJIOAHAKE JKUBOTHBIX».

6. DPAPMAIIEBTUYECKUE CBOVICTBA
6.1. Ilepeuens BclOMOTraTeIbHEIX BELIECTB.

HPI/IBO,HI/ITCH Ha3BaHHME BCIIOMOI'aT€/JIbHOI'O BEIIeCTBA.
,ZLJUI BBICOKOTEXHOJIOTUYIHBIX JIEKAPCTBEHHBIX IIPEIIdPATOB [JOJIKHBI OBITH OIIMCAHBI

KOHCEPBUPYIOIIYE CHCTEMBL.
6.2. HecoBmecTUMOCT®.

<He npumenmmo.>. JlanHOe YyKasaHHe WCIOJIB3YeTCsI B CiIydae HEOOXOZMMOCTH,
HaIllpuMep, AJII TBePbIX IePOPaIbHBIX JIEKAPCTBEHHBIX (POPM.

[l mpenapaToB [jIA MapeHTepaJbHOrO IPUMeHeHUs YKa3blBaeTCs CIefAyollee:

<B cB43m C OTCyTCTBHEM HCCI€ZOBAHHH COBMECTHMOCTH, JaHHBIH J€KapCTBeHHBIH
Iperapar He CAeAyeT CMeIIHBATh C APYTHMH JT€KapCTBeHHBIMH IIPeriapaTaMu>

</laHHBIH J/I€eKapCTBeHHBIH Ipernapar He CIeZyeT CMeLIHBATh C JpPYTHMH
JIEKAPCTBEHHBIMH IIPeNapaTaMH, 33 HCKIIOYeHHeM VIOMAHYTBIX B <mozpasjene 0.6> <wu>

<pasgere 12>.>,
6.3. Cpok rogHOCTH (CPOK XpaHEHMUS).

YkassIBaerca MHGOpMAaLMA O CpPOKe TOZHOCTH (CpPOKe XpaHEeHH:) JIeKapCTBEHHOTO
ImperapaTa M CTaOMJIBPHOCTA BO BpeMs IIPUMEHEHUsS IIOCJIe IIepBOTO BCKPHITHA M (WIH)

BOCCTAaHOBJIeHUsA (pa3BelleHMd). YKa3bIBAeTCA TOJBKO OXWH OOWMH CPOK XpaHEHUS
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JIeKapCTBEHHOTO IIpelapaTra, Aa)ke ecJM ero pa3lnyHble KOMIIOHEHTHI MMEIOT pasHbINl CpPOK
rogHOCTH (HaIpuMep, IIOPOIIOK M pacTBopuTens). JlaTa mMcTedyeHHI CpPOKAa TOZHOCTU TaKOTO
KOMILIEKTa (JIeKapCTBEHHBII IIperapaTr C pacTBOpPHUTeIeM) MIM Habopa (KOMILIEKTa M3 ABYyX U
GoJiee JIeKapCTBEHHBIX IIPEIIApPAaTOB) OIpefeAeTca IO Oojiee paHHeH Jare MCTEYEHUS CPOKa
TOZHOCTY KOMIIOHEHTA JIEKapCTBEHHOTO IIpelapaTa, BXOAIIero B KOMILIEKT (Habop).
CranpapTasle GOPMYJINPOBKY, HCIIOIb3yeMble NI ONKMCAHUA CPOKAa TOJHOCTH (CpOKa

XpaHeHU), IpUBeIeHs! B mpiokeHnu N 7 k TpeGoBaHUAM.
6.4. Oco6bIe Mephl TPeIOCTOPOXKHOCTU IIPU XPaHEHUH.

CranpapTable GOPMYIHPOBKY, UCIIOIb3yEMBbIe [ OIMCAHUA [AJIA YCIOBUU XpaHeHWS,
IIpUBeZeHs!I B IpuIoskeHuu Ne 6 TpeGoBaHUAM.

Ob6uue ycroBusA XpaHeHUS JeKapCTBEHHOTO IIpelapaTa YKa3bIBAIOTCA C IePeKpeCTHOI
CCBUIKOM Ha mogpaszest 6.3 HacTOAILIEeTO paszesa IPU HeOOXOZMMOCTH:

<YcroBua xpaHeHHA MOCTe <BOCCTAHOBIEHHSA> <PAa3BEJEHHA> <MEPBOTO BCKPBITHA>

JI€KapCTBEHHOI'O IIpe1iapatd CM. B I1IoZpaszgeie 6.3.>.

6.5. Xapakrep u copep:kaHUe IEPBUYHON YIIAKOBKU <X CHEL[HATEHOE 000PYJOBAHHE JJ/IA

HCIIOJ/IB3OBAHHA, BBEJCHHA H/IH HMITVIAHTAI[HI>.

JlONIOTHUTEIbHBIM 3aTOJIOBOK <X CHELHATEHOE O00O0pYJOBAHHE JJIA HCIOJIB30BAHHA,
BBEZEHHA  HJIH  HMIUTAHTAHH>  BKJIIOYAETCS TOJNBKO [  BBICOKOTEXHOJIOTMYHBIX
JIeKapCTBeHHBIX IIPeIapaToB.

ITpu HEOOXOZMMOCTH MOTYT BKIIOYATHCA MOACHUTEIBHBIE PUCYHKH.

6.6. Oco6ple  Mephl NPEZOCTOPOXXHOCTHA IIPHU YHUYTOXKEHWH  HCIOJIB30BAaHHOTO
JIEKapCTBEHHOTO IIpellapaTa MJIM OTXOJOB, IIOJYyYeHHBIX IIOCIe IPUMeHEHUs JIeKapCTBEHHOTO
IIperapaTa UIu pabOThI C HUM.

Crnenmyer mpuBecTH yKasaHHA IO IPUTOTOBJIEHUHUIO JIEKaPCTBEHHOTO IIperapara u
yKazaHUA II0 CIIoco0aM OOpalleHusA C HUM IIPU HeOOXOZMIMOCTH, B TOM YHCJIe YKasaHUA IO
YTUIM3AIUU JIEKapCTBEHHOTO IIpellapaTa M OTXOZOB, OCTaBUIMXCA IIOCTIe IIpUMeHeHUd
JIeKapCTBEHHOTO IIperapara. Bo3MOXHO BKJIIOUeHME ITHKTOIPaMM, JOTIOJHAIOUIMX TEKCT, IIpU

HeoOXOIHNMOCTH.
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7. JEPKATEJIb PETYUICTPAITMOHHOI'O YOCTOBEPEHU A

[Ha3BaHwe cTpaHsI Ha T3bIKe TEKCTA. ]
{Hasparme u azpec}

<frem />

</paxrc}>

<{arexTporHaZ mouyral>

7.1. IIPEACTABUTEJIb JEPKATEJIA PETUCTPAITMOHHOI'O
YIOCTOBEPEHV .

Iperersmnn moTpebuTeIeH HAIPABIITH 110 44PECY:
{Ha3sparme cTpamsI).

[ ‘HarivmeroBaHwHe AEP’RATE/IA DETHCTPAITHOHHOIO YV OCTOBEDEHHA H IOPDHITH YeCKHH

(Parxruyeckmti) agpec).
<frex}>.

</axc}>.

<lagpec 5/1eKTpOHHOH TOYTHI}>.
8. HOMEPA PETMCTPAIIMOHHBIX Y/ IOCTOBEPEHU

9. IATA TIEPBUYHOMN PETMCTPAIIMM (IIOATBEPXXIEHUA PETHMCTPAIIVIN,
I[TEPEPETMICTPAIIVIN)

B cootBercTBUuM C Tpe6GoBaHusamu 1o moxaroroBke Tekcra OXJIII, mara ykaspiBaeTcs B
crexytomeM Gopmare:

</lara nepsuano¥ perucrparun: {//] mecar ITTT}>

</lata mociregHero o4TBEPKAEHAA PETHCTpanHH (Tepeperucrpanun): [/]/] mecar

ITIT}>
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Jlata moKHAa COBHIAZATh C [JATOM IIE€PBUYHOM PpEruCTpaliyd PacCMaTpPUBaeMOro
JexapcTBeHHOro mpemnapara. OHa He JODKHA OTPAKATh JAThl YTBEPXKIEHHUSA OTHETbHBIX
IO3UPOBOK ¥ (vyn) GOpM BBIITYCKA, BBEJEHHBIX IIOCPEACTBOM BHECEHMSI M3MEHEHWH u (Min)

ITOIIOJTHEeHUH.

10. ZATA ITEPECMOTPA TEKCTA

B coorBerctBuum c TpeboBaHmsamu 1o moxaroroBke Ttekcra OXJIII mara momxHa
yKa3bIBaThCA B caeAytomeM dopMare:

<[MM/TITT}>, mu6o <fQ0/MM/ITTT}>, mu6o <{A0 mecar ITTT}>

Hacrosamuii paszmesn 3amoiHAeTCsS YIOJIHOMOYEHHBIM OpPraHOM TOCYJApCTBa — WiIeHa
EBpasuiickoro = 5KOHOMHYECKOrOo  coio3a ¥ (MIM)  Jep’kaTeJleM  PeruCTPalMOHHOTO
YAOCTOBEPEHUS IIOCJIe TOTO, KaK IOABJIAETCS MH(POPMALKUI O BHECEHUH U3MEHEHWH B OOILIyIO
XapaKTePUCTUKY JIeKapCTBEHHOTO IIpelapara.

B cnyuae m3menenmit tuma IA, sarparmBarommx wuHPOpPMAIUIO O JIEKAPCTBEHHOM
IperapaTe, Jara W3MeHEHUs TeKCTa [O/DKHA COBIIAJATh C JAaTOM BHECEHUS W3MeHEeHUS
IepKaTejieM PeruCTPalliOHHOTO YIOCTOBEPEHN .

Hna n3venenwu#t tumna Ib, II u cpoyHbIX M3MeHeHWi, CBA3aHHBIX C 0E30IIAaCHOCTHIO
JIeKapCTBEHHOTO IIpellapara, JaTa M3MeHEeHUs TeKCTa JOJDKHA COBIAZATh C JATOH pelleHusd
YIOJTHOMOYEHHOTO OpraHa TrOCyAapCTBa — WieHa EBpasuiiCKOrO 5KOHOMHYECKOTO COI03a O

BHECEeHUU N3MeHeHU’I B PETUCTPALTNOHHOE YAOCTOBEPEHUE.



IMTPUJIOKEHHUE Ne 12

K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

TPEBOBAHUA
IO IIOZITOTOBKE TEKCTa MHCTPYKIMHU II0 MEJUIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO
mpemapara (JIMCTKa-BKJIa/[bIIIA)

Hacrosmue TpeGoBaHMA pa3pabOTaHbI B KadyecTBe OJHON U3 Mep PperyIupOBaHULA
MapKUpPOBKM U IIpefCcTaBIeHUs MH(OPMAIMKU O JeKapCTBeHHOM IIpellapare IallieHTaM, a
TaK)XXe C IeJIbI0 OKasaHWA CONEMCTBHA JIMIAM, 3aHMMAIOIMMCH AM3aHOM M HallMCaHWueM
JINCTKA-BKJIAZBIIA JJf IalueHTa. Hacrosdmue TpeOGOBaHMA  COZEp)KaT  IIPaBUIIA,
ImpegbABIdeMble K JHUCTKYy-BKIAZBIy JJA IallMeHTa, a TakKXe ONMCaHWe HaJjexallei
IPAaKTUKH B 06JacTu WHGOPMAIMOHHOTO AW3aiHA C IebI0 IIPeJOCTaBJIeHM IAIlMeHTaM,
IIOJIaTalOIMMCS Ha IIpeJCTaBlafeMble CBeJEHMA, BO3MOXXHOCTHA IIPUHMMATh peLIeHH
OTHOCHUTENBHO 6e30macHOro U 3(pPeKTUBHOTO IPUMEHEHUs Ha3HAYEHHBIX JIEKAPCTBEHHBIX
IIperaparos.

Hacrosmue TtpeGoBaHMA TIPeACTaBIAIOT COOOH TpPeOOBaHUA YIOIHOMOYEHHBIX
OPraHOB  TOCYZApPCTB — 4IeHOB  EBpasuiickoro  5KOHOMHYECKOTO  coio3a  (zmasee
COOTBETCTBEHHO — rocygapcrBo-uieH, Coio3) B chepe oOpaleHHUs IeKapCTBEHHBIX CPEJCTB
IS MeIUIMHCKOTO IIpUMEHeHMsd, CQOpPMUpPOBAaHHBIE HAa OCHOBAaHUU IIOTpeOHOCTe
MeAUIIMHCKUX paOOTHUKOB U, YTO CaMoe IJIaBHOE, TallNeHTOB OTHOCHUTEIBHO IIPeiCTaBIeHUs

BBICOKOKAa4YeCTBEeHHOM HHQ)OPMHHI/II/I O JIEKapCTBEHHOM IIp€llapaTe AJId ITallEeHTOB.

1. Obume cBemenms

CorsacHO pe3y/nbTaTaM MCCIENOBAaHUN IMAI[MeHThl PACLeHUBAIOT JIHCTOK-BKJIA/bINI
(manee — JIB), mocTaBiisieMbIil BMeCTe C IIpeIlapaToM, KaK Hanbosiee BaXXHBIH ITOCIe Bpadel u

(l)apMa]_LEBTI/I‘-IeCKI/IX pa6OTHI/IKOB HNCTOYHUK I/IH(I)OPMHLLI/II/I. HaHI/IEHTaM Tp66yeTC${ GosblIe
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MHGOPMAIUMY IO CPAaBHEHMUIO C Te€M, YTO OHHU IIOJy4aioT B HACTOAIIee BpeMs. 3aKOHOZATeIbHO
oGs3atenbHbIN JIB ABIAeTCA MOCTYIHBIM M aBTOPUTETHBIM, a I HEKOTOPBIX ITAIMEHTOB —
e JVHCTBEHHBIM IIMCbMEHHBIM UCTOUHUKOM MHGPOPMAIIUY O IeKapCTBeHHOM IIperapare.
Vxazannas B JIB mHbopmanusa mo3BoideT IAlMeHTaM Y4acTBOBAaTh B INPUHATHH
pelleHUsA II0O TOBOZY IPHUMEHEHUSA IIpelapaToB, HAa3HAYEHHBIX WJIM PeKOMeHOBaHHBIX
MEeJULIMHCKUMU PabOTHHKaMH. B  OcHOBe OKasaHWS CcaMOIIOMOLIM, obecrieueHue
BO3MOXKHOCTEH [JI1 KOTOPO# SBJISAETCS KJIIOYEBOH IIe/bI0 IIPABUTENIBCTB, JIEKUT OOJIaflaHue
IAI[eHTaMH B JOCTaTOYHOM o00ObeMe BBICOKOKAYeCTBEeHHOM wWHGopMalueil, Ha OCHOBE
KOTOpOY OHM IIPUHUMAIOT peleHus. [Ipu mpuoGpereHnn Oe3pelenTypPHBIX J€KapCTBEHHBIX
IIpeIapaToB B3aUMOJENCTBIE MEXAY MalMeHTOM U MeAUIMHCKUM PaOOTHUKOM MOXET OBITH
OTpaHMYeHO WJIM CBeJleHO K HyIIo. B mociegHeM cilydae NIMCbMeHHas HHQOpMaIUL

mpuoGpeTaeT 0COOYIO IeHHOCTD /A 0e30I1aCHOTO IPIMeHeHU IIpelapaTa.

2. llens

Ilens  Hacrogmux TpebGoBaHuMii  3aKIIO¥aeTca B COZEHCTBHM  OOJblIeMY
CaMOperyJIupoBaHMIO (apMalleBTUUeCKOH OTpaciu IIpu BHeCceHUMM wusMeHeHuil B JIB.
[Tpumenenve HacToAmux TpeGoBaHWI IO3BOJAET JOCTUYL SACHOCTh M JOCTYIITHOCTD
ImpezcTaBisgeMoii nHpopManyuu Ipu cocrtaBieHuu JIB Ha n1060# JleKapCTBEeHHBIH Ipemapar,
YTO CO3J@eT IIPeJIIOCBUIKK JJf NOJDKHBIX JAelcTBuil maunueHtoB. JIB, coorsercTByromue
HACTOANIMM TpeOOBAaHUAM, TAKKe OTPAXKAIOT B3TJAABI IAIMEHTOB, YTO IIPeAyCMOTPEHO
3aKOHO/IaTeIbCTBOM T'OCYAAapCTB-YJIeHOB.

ITepen mopaweir JIB B ymoJIHOMOYEHHBIE OpraHbl TOCYZAPCTB-YJI€HOB JIMIIA,
3aHMMAIOIIMeCsd MX OU3afHOM M COCTaBIe€HMEM, JOJDKHBI y4ecTh IPeJCTaBIE€HHYIO HIKe
MH(MOPMAIIMIO, IIOCKOJBKY J1000€ HEeCOOTBETCTBME HACTOAIIMM TPeOOBAaHUAM MOXeT
IIPUBECTH K HEOOXOAMMOCTH OOOCHOBaTh OTCYTCTBHA BIMAHHUA TaKUX HECOOTBETCTBUN Ha

6e3omacHOe IIpUMeHeHUe JIeKapCTBeHHBIX IIPeapaToB.

3. Cdepa npumeHeHUA

Hacroamue TpeGoBaHMA HepasphIBHO cBa3aHbI ¢ mpaBoM Corosa B cdepe oOpaleHHS

JIEKapCTBEHHBIX  CPEACTB. ,Z[ep)KaTeJII/I PETUCTPALIMOHHBIX y,ZLOCTOBepeHI/Iﬁ AOJIZKHBI
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YYHUTBIBATh HacCTOAIIMe TpeOoBaHMA Npu cocraBieHuu JIB B mpomecce perucrpanuu u
BHECEHMA U3MEHEHUH B paMKax IIPOLeypbl B3aMMHOIO IIPU3HAHUA, JeleHTPaJIU30BaHHON U
HaIlMOHAJIBHOM IIPOLELyP.

Hacrosmue  TpeGoBaHMA  OZWMHAKOBO  IPUMEHHMBI K  PEUENTypPHBIM U
Ge3pelenTypHbIM JIEKAPCTBEHHBIM IIpellapaTaM, a TakKXe K JeKapCTBEHHBIM IIpeliaparau,
KOTOpble IIPUMEHAIOTCA B YCJIOBUAX CTallMOHapa. B pamMkax SKCIepTH3bl JOCke M IIPHU
ayIUTOPCKUX IIpOBepKax yBeJOMJIEHHI, a Takke IIpu pabore ¢ xamobamu Ha JIB
YIIOJTHOMOYEeHHblEe OpTaHbl TOCYJApCTB-WIEHOB aHATH3UPYIOT 0e30IIacHOCTh IAI[MeHTa
WCXOZAS W3 OIBITa IPUMEHEHUs JIEKApCTBEHHOTO IIpellapata M BCeX COOOIIEHHBIX

HeXeJIaTeJIbHEIX ABJIeHUM.

4. Tpe6oBanmus x JIB

ITopamox mpezcTaBiaeHusa MHGOpMAIUKU U ee XapakTep And Bcex JIB ompeznenserca B
COOTBETCTBUH C HIDKEC/IeLYIOIIIM:

4.1. JIB cocraBnfeTca Ha OCHOBAaHMH OOIIell XapaKTepUCTHKU JIEKapCTBEHHOTO
cpencrBa (mamee — OXJIII). OH gmomkeH BKIIOYATh MH(POPMALMIO, PACIOIOXKEHHYIO B
CJIeyIoueM IopAaKe:

4.2. B uenax ugeHTUGUKAIUY JIEKAPCTBEHHOTO IIperapaTa:

4.2.1. HamMeHOBaHWe JIEKAPCTBEHHOTO IIPeIapara, 3a KOTOPBIM CJIefyeT ZO3UPOBKA U
JeKapcTBeHHas ¢opMa U (ecau IPUMEHUMO), ClIefyeT 0CO00 OTMETHUTh IpefHAa3HAYeH JIU
JIeKapCTBEHHBIM IIperapaT [jad NPUMeHEHUS Yy MIAZeHIeB, AeTell WIM JIUL, IIOXHUJIOTO
(crapueckoro) Bo3pacra. Ecu jexapcTBeHHBII IIpelapaT COAEPXKUT TOIBKO OZHO aKTHBHOE
(meficTBytomee) BemecTBo, To ero MHH (mpu orcyTcrBun — o6uenpuHATOe HaUMEHOBAHUE)
HeoOXOZMMO yKa3aTb B CKOOKax cpasy 3a TOPrOBBIM HAaVMEHOBAHHEM JAHHOTO
JIeKapCTBEHHOTO Ipermapara (OHO OT/JIMYaeTcsi OT TOPTOBOTO HAMMEHOBAaHWA); IJIS
JIEKapCTBEHHBIX IIPENapaToB, COZEPXKAlIUX HECKOJIbKO aKTUBHBIX (IEMCTBYIOLIVMX) BEIIEeCTB
WX, CJIeflyeT YKas3aTh B BUJie II€PeYHs 110, HANMeHOBaHUEM;

4.2.2. dapmakoTepaneBTHYECKYI0O TPYIIly WJIM OIMCAHMWE AaKTUBHOCTH, JIETKO

IIOHMMdeMbI€ ITalITMeHTOM;

4.3. 1TOKa3aHMUA K IPUMeHeHUIO;
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4.4. mepeueHB CBeJleHUI, HEOOXOZMMBIX JO Hadaja NMPUMeHEHHS JeKapCTBEHHOTO
IIpernapara:

4.4.]1. mpPOTHMBONIOKA3aHUS;

4.4.2. HeobOXxomuMBIe MepHI IIPJOCTOPOKHOCTHU IIPYU IPUMEHEHUM;

4.4.3. BH IbI BSHHMOAEﬁCTBHH C OPYTHMH JIEKAPCTBEHHBIMHU IIPpE€IIdpaTdMH WU ApPYyIrue
BHbI BBHHMOAEﬁCTBHH (HaHPI/IMep, C dJIKOTroJIeM, Ta6aKOM, HPI].L];efI), CIIOCOOHBIE IIOBJIUATDH Ha

IeliCcTBHe JIeKapCTBeHHOTO IIpeIapara;
4.4.4. crneuunanbHble NpeLyIpeKIeHNI;

45, HeO6XO,I[I/IMI>Ie 1 CTaHAdpTHbIE MHCTPYKIHH II0 HaZJI€XKallleMy IIPUMEHEHHUIO U,

B YaCTHOCTH:
4.5.1. pexxuM O3NPOBAHUA;
4.5.2. Merop u IIyTh BBefleHUA (IIpU HEOOXOZMMOCTH);

4.5.3. uacroTa npUMeHeHU C yKazaHHeM BpeMeHHU, KOTZa JeKapCTBeHHBIN IIpenapar
MOXET WJIM [JOJDKEH IPUMEHATHCA (IpU HeOOXOZMMOCTH), a TaKKe B COOTBETCTBYIOIIUX

CJIy4asx, B 3aBUCHUMOCTH OT CBOMCTB JIleKapCTBEHHOIO IIpelapara:
4.5.4. pIUTENBPHOCTH JIEYEHU, €CJIU ee HeOOXOAMMO OTPAaHUYUTH;

4.5.5. Meps1, KOTOphle HEOOXOAMMO IIPUHATH B CIydYae IepefO3UPOBKMU (CHMIITOMSL,

HEOTJIOXKHBIE IIPOLIeZYPHI);

4.5.6. Meprl, HeOoOXOZMMBIE TIpM IIPONyCKe OJHOH WJIM HECKONBKHX 03

JIEKapCTBEHHOTO IIpernapara;

4.5.7. yxasaHue Ha HaJu4YMe PUCKA CUMIITOMOB OTMEHHI (IIpH HEOOXOAUMOCTH);

4.5.8. pexomeHpanmuyu 1O OOpAIIeHHIO 32 KOHCYJIbTaMeH K MeTUIIMHCKOMY
PabOTHUKY [ Pa3bsCHEHU CIIOCcOo0a TpUMeHeHUs JIeKapCTBEHHOTO IIperapara;

4.6. omucaHWe HeXeJaTelIbHBIX pPeEaKIUi, KOTOpPble MOTYT IPOSBIATHCA IIPU
CTaHJAPTHOM IIPUMEHEHUH JIEKapCTBEHHOTO IIperaparta U Mephl, KOTOpbIe CllefyeT IPUHATH
B OTOM CiIy4ae (Ipu HeOOXOJUMOCTH);

4.7.  CcChUIKA Ha JaTy UCTeYEHUs CPOKA TOJHOCTH, YKa3aHHas B MapKHPOBKe:

4.7.1. c ykasaHueM 3alpeTa IpUMeHEeHUs JeKapCTBEHHOTO IIpelapaTa 10 NUCTeYeHU!

CPOKad I'O4HOCTH;
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4.7.2. B COOTBETCTBYIOIIMX CIyYasX CIIEIIMAIbHBIMU YCIOBUSIMU XpaHEHUS;
4.7.3. npenmymnpexpzeHueM 00 OIpeJeleHHBIX BHUAMMBIX IPU3HAKAX YyXyJALIEHUA
KadecTBa (IIpy1 HEOOXOLUMOCTH);
4.7.4. c TONHBIM Ka4yeCTBEHHBIM COCTaBOM (¢apMaleBTHYECKUX CYOCTaHIUH u
BCIIOMOTATEJIbHBIX BEIeCTB) M KOJIMYECTBEHHBIM COCTAaBOM (papMalleBTUYECKUX CyOCTaHITUH
C WCIIOTB30BAaHMEM HX OOUIENPUHATHIX HAWMEHOBAHUN IS KaXKIOH (POPMEI BEIIyCKa

JIeKapCTBEHHOTO IIpeTapara;

4.7.5. mexapcTBeHHOU (HOPMOI KaXXZoH (HOPMBI BBIITYCKA JIEKAPCTBEHHOTO IIperapara
U ee cofiep>KaHHA II0 Macce, 00beMy WJIM KOJIUYEeCTBY /103 B IeKapCTBEHHOM IIpelapare;

4.7.6. c HasBaHMEM U aJipecoM JepKaTeJsd PeTUCTPAlOHHOIO YAOCTOBEpPeHHA
(manee — [IPY) wu, B COOTBETCTBYIONIMX CJIydYasX UM IIPeJCTaBUTENs, HA3HAYEHHOTO
BJIaZIeJIBIIEM C IIeJIBIO PeICTAaBIeHNA €T0 HHTEPECOB B KAKIOM IOCyAapCTBe-WIeHe;

4.7.7. c HazBaHUEM U aJ[pecoM IIPOU3BOAUTEIS;

4.8. ecnu JIeKapCTBEHHBIN IIpelapaT 3aperuCTPUPOBAH IIOZ  Pa3IUYHBIMU
HAaVMEHOBAHHUAMU B TOCYZAPCTBAaX-4IeHAX, IlepedeHb HAaMMEeHOBAaHUH, 3apeTUCTPUPOBAHHBIX
B KQ)X/IOM U3 TOCYJapCTB-UIEHOB;

49. para nocrexguero nepecmorpa JIB.

B orHOmleHMM JIeKapCTBEHHBIX IIPeNlapaToB, TpeOyIOIUX IOIOJIHUTEIBHOTO
MOHUTOPUHTIA, JONOJTHUTEIbHO YKasblBaeTcad ciexymomee: «J/laHHBIN JIeKapCTBeHHBIN
Ipenapar IOJJIEeXUT JOMOIHUTEIbHOMY MOHMTOPHHTY». YKasaHHOMY IpeLyIIpekJeHHIO
JO/DKeH  TIpeJlIecTBOBaTh  YepPHBIE  CHMBOJ, 3a KOTOPBIM  JODKHO — CJIeZlOBaTh

COOTBETCTBYIOII €€ CTAHAAPTH30BaHHOE Pa3bACHEHUE.

Ha Bcex yekapcTBeHHBIX IIpellapaTax HeOOXOZUMO YKa3blBaTh CTAHAAPTHBIH TEKCT,
pPeKOMeH IO IallieHTaM IIPM BO3HUKHOBEHUU OXXUJAeMBIX JIEKAPCTBEHHBIX peaKIui
o6pamarscsa K MeJUIMHCKOMY pabOTHUKY, (papMalleBTUYeCKOMY PaOOTHUKY MJIM HAIIPAMYIO
B uHPOpPMAIlMOHHYI0O 0a3zy [JaHHBIX II0O HEXeJAaTeJIbHBIM peakIuaM (JeHCTBUAM) Ha
JIeKapCTBEHHbIe IIpeIaparhl, BKJIIOYas COOOLeHUA O Hed(hPEeKTUBHOCTH JE€KaPCTBEHHBIX

IIpEIapaToOB, BbBIABJICHHBIM Hd TEPPHUTOPUHN TOCYAdpCTBd — YI€Hd, U YKHBBIBHIOH.[I/Iﬁ Ha
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pa3an4dHbIE€ IIYTH TAKOTO COO6M€HHH (BJIEKTPOHHOG COO6H.L€HI/Ie, IIOYTOBOE OTIIpABJIEHME

u (11um) gpyroe).

4.10. Ilepeuens, ykasaHHBIH B mOANyHKTe 4.3 Hacrosmux TpeGoBaHUIl, FOKEH
YYHUTHIBATE:
a) YCJIOBUSA IPUMeHEHUs B OIIpeleJIeHHbIX IPyIIax (feTu, OepeMeHHbIe U KOpMAIIYe

TPyZApIO JKEHITWHBI, IIOJKUJIBIE, JINIld C OIIpe€NeJI€HHBIMHU IIaTOJIOTHIE€CKUMU COCTOHHI/IHMI/I);

6) CBeJeHAd O BO3MOXHOM BJIIMAHHWHN HaA CIIOCOOHOCTH YIpaBJIATh TPaHCIIOPTHBIMU

CpenCTBaMHU MU paboTaTh C MEXaHU3MaMU (€CJIU IPUMEHUMO);

B) IIepeYeHb BCIIOMOTATeJIbHBIX BEIIECTB, 3HAHUWE O KOTOPBIX HEOOXOAUMO /A
6e3omacHOrO0 ¥ 3(QQPEKTUBHOTO IIPUMEHEHUs JIeKapCTBEHHO IIpelapaTa, ONMCAHHBIX B
mpunoxenun N° 1 k HacroamuMm TpeGoBaHMAM K WHCTPYKIUM IO MeAUIIMHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHBIX IIPelapaToB M OOIIell XapaKTEePUCTHUKe JIeKapCTBEHHOTO

IIpeliapaTa AJI1 MeJUIMHCKOTO IIPUMEHEHH .

4.11. Ilo ycmoTpeHHIO 3afBUTeNA B IelNaX obecIedYeHUA YA0OOIHUTaeMOCTH,
HOHATHOCTA U JIeTKOCTH Bocmpuatua JIB Moryr ObITh IpoBemeHBI KOHCYJIBTALIMH C
IleJIeBBIMU IPYIIIIaMU ITalIMeHTOB U (MJIH) IOJIb30BaTeIbCKOe TecThpoBaHue JIB.

4.12. He mospuee 1 sauBapa 2025 r. yImoJTHOMOYEHHBIMU OpraHaMU (3KCIEPTHBIMU
OpraHU3aIMAMHU) TOCYAAapPCTB-WIEHOB B EBpasuiickyio S5KOHOMHYeCKyI0 KOMICCHIO (Jajee —
Komuccus) mpepcTaBiafioTCAs CBOJHBIE OTYETHI O MMEIONIMX CHUCTEMATUYeCKUH XapaKTep
Hegocratkax OXJIII u JIB sekapcTBeHHBIX IIpenapaToB, HAaXOAAIUXCS B OOpaleHUU, U
aHayIM3e BO3MOXHBIX IIyTell IIPeofOJIeHUs TaKUX HeJOCTaTKOB, KOTOphle ITyOJIMKYIOTCA Ha
opurnuanpHoM caifite Kommccuum B MHPOpPMaIMOHHO-TeIeKOMMYHUKAIIMOHHOM ceTH
«/HTepHET», YTOOBI Jydlle OTPAaXKaTh MHTEPECHl ITAlMEeHTOB M MeJUIMHCKUX PAaOOTHHKOB.
OKCIIepTHBII KoMmHTeT mpu KoMuccnum Ha OCHOBaHMM OT4YeTa M, €CIH IIPUMEHUMO,
KOHCYJIBTAIlUM C 3aWHTEPECOBAaHHBIMU JIMIAMH, pa3pabaTeIBaeT peKOMeHJAIIMU IIO
YJIy4IIeHUIO Y000YNTaeMOCTH, H3JI0KEHUIO M COJIePXKAHHIO YKa3aHHBIX JOKYMEHTOB, IJIA
nx paccmorperus Komuccuei B yCTaHOBIEHHOM IIOPATIKe.

4.13. Ilpu perucrpanuu JIeKapCTBEHHOTO IIpellapaTa B COCTaBe PETHCTPALFIOHHOTO

ZOChe HeOOXOLUMO IIpeJCTaBUTh 1 miau Oojlee MaKeTOB BTOPUYHOM UM IEPBUYHOI YIIaKOBOK
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JIEKapCTBEHHOTO IIperapara, a Takxke npoekT JIB. B ciayuae mpoBeseHHS KOHCYJIbTaIlUi C
I[eJIeBBIMU IPyIIIAMU FUIM II0JIh30BATEIbCKOTO TeCTUPOBAHUSA UX Pe3yJIbTaThl JOJDKHBI OBITH
IIpe/iCTaBJIeHbl YIIOJHOMOYEHHOMY OpraHy (9KCIIEPTHOI OpraHU3alliy) OCYZapCTB-YIEHOB,
KOTOPBHIH OCYIIEeCTBJIAET PACCMOTPEHNE U SKCIIEPTU3Y PeTrUCTPALIOHHOTO JOChe.

4.14. Bce npepnaraemsle usmeHeHus JIB, onucanHble B HacToAIeM IIofpaszese, HO
He cBa3aHsle c OXJIII, pmomkHBI TOJABaThCA  OpraHaM  TOCYJApCTB-WIEHOB,
YIIOJTHOMOYEHHBIM PeTUCTPHUPOBATh JIeKapCTBEHHEBIe IIpelapaTsl. Ecam ymorHOMO4YeHHEIe
OpraHbl TOCYJApCTB-YJI€EHOB B TeUYeHHE IeBAHOCTA AHEH CO [NHA IONydYeHUs 3aIpoca He
OTKa3aJI BO BHECEHUU M3MeHEeHWH, 3asIBUTE b BIIPaBe PeajN30BaTh TAKWe U3MEeHEeHMU.

4.15. JIB MoXeT comepXaTh CHUMBOJBI W IHUKTOIPAaMMBI, IIpeJHasHAYeHHbIe [JII
IIPOSCHEHUS OIpeleJIeHHbIX CBeJleHUH, yKa3aHHbIX B MyHKTe 4.1 HacToamux TpebGoBaHuii, u
MHBIX cBefieHuil, cornacyromuxca ¢ OXJIII, monesHsIx And manueHTa. Takue CHMBOJIBI U
IMIUKTOTPAMMBI He JOJDKHBI BKJIIOYATh 3JIeMEeHTHI PEKJIAMHOTO XapaKTepa.

4.16. JIB mokeH OBITH HAIIMCAH JOCTYIIHBIM S3BIKOM fICHO UM IIOHATHO, U CBEPCTaH
TaK, YTOOBI IIO3BOJIATH IIOJIB30BAaTEIAM JEeHCTBOBAaTh HAJIeXalIMM o00pa3oM, IIpu
HeOOXOZUMOCTH IIPH COJEHCTBUM MeZULMHCKUX paborHukoB. JIB gmomken ObvITh
ymo6oyuTaeM Ha OQUIIMATBHOM s3bIKe MM OPUIMAIBHBIX S3BIKaX IOCYJapCTBa-4jeHa, B
TPaXJAHCKHUI 060POT KOTOPOTO BBOZUTCS JIEKAPCTBEHHBIH IIpelapar, Kak TOro TpebyeT Takoe
TOCYJJapCTBO-4YJeH B ILeNAX COOJIONEeHHSA HACTOAMMX 1peOoBaHWIl. YKazaHHBIE CBeIeHUS
TOITyCKaeTCs IIPUBOAUTH HA HECKOJIBKHUX A3BIKAX IIPHU YCJIOBUU IIOJTHOTHI U3JIOKEHHSA TaKUX
CBeZIeHUH Ha KaXXJ0M U3 UCIIOTIb3yeMBIX SI3BIKOB.

4.17. Ecnn nexapCTBEHHBII IIperapaT He IpeJHA3HAYeH IS IPSAMOTO IPUMEHEHUT
HAI[eHTaMU WU ABJIAETCI TPYAHOJOCTYIIHBIM, YIIOJTHOMOYEHHBIE OPIraHBI TOCYJApCTB-
YJIeHOB BIIpaBe, PyKOBOZACTBYSCH IIPU 3TOM MepaMu, HEOOXOJUMBIMH JJIA 3AIIUTHI 3OPOBbI
yeJIOBeKa, Pa3pelluTh He YKa3bIBaTh OIIpeJieleHHbIe CBefleHUsA B Mapkuposke wmwimn JIB. Onnu
TaK)Ke BIIpaBe pa3pelIMTh He YKa3bIBaTh YacTh WJIM BCe CBelleHHUS Ha TOCYJAapCTBEHHBIX
A3BIKaX TOCYJApCTB-YIEHOB, B OOOPOT KOTOPOTO BBOJUTCS JIEKAPCTBEHHBII IIpelapaTr, IIO

Tpe6GOBaHUIO TOCYAPCTBA-UIeHa.

4.18. Ecnin TpebGoBaHMS HACTOSIIETO IIofipasfiesna He BeIMOnHAOTCI U JIPY He

OTB€Yd€T H4 YBEAOMJIEHHNA, YIIOTHOMOYEHHBIE OpPraHbl TOCYAdpCTB-9JIEHOB BIIpABE
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IIPOCTAHOBUTE COOTBETCTBYIOIIYIO DPETHCTPATHWOHHYIO IIpOLeAYPY OO IIPpUBEIAEHUS JIB
PACCMATPHUBAEMOT'O JIEKAPCTBEHHOTO IIPE€IIapdTa B COOTBETCTBUE C Tpe6OBaHI/I}IMI/I HaACTOAIIEro

mofipasera.

4.19. Ilomumo yKa3aHUA CJIOB «TOMEOIIATUYECKUH JIeKapCTBeHHBIH IIpenapar», B
MapkupoBke U B JIB roMeonmaTuyecKoro JeKapCTBEHHOTO Ipemnapara (Ipu HeoOXOJUMOCTH),
IpeTeHAyIOIero Ha YIPOIIEeHHYIO IIPOLeAypy PeTUCTPAlMH, AOJDKHBI OBITH yKa3aHBI

crenpylomye (M HUKaKWe NPyTrue) CBeJeHU:

a) HAyYHOe HAaVMeHOBaHME MATPULBI MM MATpPUI, C IOCIeAYIOMIUM YKa3aHHeM
CTeIleHU UX pasBefeHuUs, UCIonb3ys cuMBoiasl Papmakonen Coro3a; eciu roMeonaTHyecKuit
JIeKapCTBEHHBIN IIpellapaT COCTOUT M3 AByX M 0Oojiee MaTpull, HayyHOe HaMMeHOBaHUE

MaTpHI, Ha MAPKUPOBKE JOIYCKAeTCs [JOMOMHATH TOPTOBBIM HaMEHOBaHUEM;

6) nasBanue u agpec [IPY u npoussogurens (Ipu HEOGXOAUMOCTH);

B) croco0 BBeJeHUS U IIyTh BBeZeHNs (IIPU HEOOXOJUMOCTH);

T) Jara UCTeYeHUs CPOKa TOJHOCTHU (MecAl/Tox);

I) JekapcTBeHHas popma;

e) ¢opma BHIITYCKa;

X) CIlenHajJbHbIE YCIOBHUA XpaHeHUA (IIpU HAJIUIUN);

3) CIeluaJTbHOE IperyIpexaeHue (IIpu HeoOXOAUMOCTH);

M) HOMEep PerucTpaluu;

K) «IOMEeOTaTUYeCKHMil JeKapCTBEHHBIH IperapaT 6e3 OZOOPEHHOrO ITOKAa3aHUS K
IPUMEHEHUIO»;

J) IpeAyIpexieHHe O HeoOXOZMMOCTH oOOpalleHus K Bpady IPU COXpPaHEHHUU
CHMIITOMOB.

4.20. lomycTMO KCIIOIB30BaTh KOMOWHHpPOBaHHBIe JIB 118 pasIumyHBIX IO3MPOBOK
u (unu) dopm mpemapata. [lospoGHBIe yKasaHMA NPUBOAATCA B IabaoHaAX WHPOPMAIUU O
mpenapare (B COOTBETCTBMM C mpuioxeHueM N° 16 k TpeGOBaHMAM K HMHCTPYKLIMH IIO
MEeAUIIMHCKOMY TIPUMEHEHMIO JIeKapCTBEHHBIX IIPeIlapaToB M 0OIleil XapaKTepUCTHKe

JIEKapCTBEHHOTO IIpellapaTa AJId MeAJUIHHCKOTO HpI/IMeHeHI/I}I).
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[ITa610HBI He yYHUTHIBAIOT BONPOCHI [gU3aiHA W BEPCTKH, a TaKXe He COJEepKaT
peKOMeHJauuii 1o oOOeclmeYeHUIO0 IOHATHOCTU IIPEe/ICTABJIEHHON WHGOpPMALUU  IJII
nmanyeHTa. B ma6ioHe comep:kuTcsa 000CHOBaHME BaOXKHOCTH WHGOPMAIIMOHHOTO NU3aiHA, a
Takoke HeoOxozuMmoctu mnepeBoza JIB Ha Bce A3BIKM, BKIIOYAsg PYCCKUH, eciau
rapMOHU3UPOBAaHHBIE TEKCTHI COCTaBJIeHbl He B COOTBETCTBMU C HOPMaMM PYCCKOTO
JINTEPATYPHOTO A3BIKA. 3AABUTEIIM HEOOXOLUMO OOPAaTUTHCSA K HACTOSAIIUM 1pebGOBaHUAM,
9TOOBI MAaKCHMH3UPOBATh KaueCTBO ITOJIHOIIBETHBIX MAaKeTOB, KOTOpbIe OyAyT IIOAaBaThCA B
YIIOJITHOMOYEeHHbIe OpraHbl TOCYyZApPCTB-YJI€HOB B COCTaBe JOChe WJIM YBeJOMJIEHUNH H
KOTOpbIe OYZYT ABIATHCA YaCTHIO 3aPETUCTPHPOBAHHOTO PETUCTPALIOHHOTO JOCHeE.

Ob6urue pexkoMeHFAUMH II0 IPOBEJEHHUIO KOHCYJBTAIUH C IIeJIeBRIMH IPyIIaMH

HAI[MEeHTOB, IIPUBEIEHBI B pa3ziesie 7 HACTOAIUX T peGoBaHUH.

5. Ilopazmox npezncrasieHus HHGOPMAIIUY U ee COZep KaHUe

5.1. [Topazmox npepcraBieHus HHOOPMAIIUH.

B coorBercTBUE ¢ paszenom 4 Hacroamux TpeOoBaHUI IIPeyCMOTPEHBI 6 OCHOBHBIX
paszenos JIB (Heo6X0oMO BKJIIOUUTD CBEIEHUS B KK U3 HUX):

paszen «nenTudUKaOHHbIe JaHHbIE IEKAPCTBEHHOT'O IIperaparar.

Heob6xomuMo ykasaTe HauMeHOBaHUE, (apMalleBTHYECKYI0 CyOCTaHIIVIO (IOJDKHO
OBITH IIPHBEZEHO TOJIBKO | HanMeHOBaHUE (apMaleBTHYeCKOH CYOCTAaHIIMH B ClIeZyIOLIeM
nopsigke: HamMmeHoBaHuwe B coorBercTBuu ¢ @Papmaxomeeit Coroza, dapmaxomesMu
TOCYJAapCTB-WIEHOB MJIN BeAyIIUMH (apMakomesMu B cooTBeTcTBUM ¢ KoHnemnnuei
rapMOHM3aUMU (apMaKoIell TOCYZApCTB-WIEHOB, OOUIENPUHATOE WINM TPYIIIHPOBOYHOE
HanMeHOBaHUe, IeKapCTBeHHasa GopMa U JO3UPOBKa IIperapara;

paszein «IlokazaHus K IPUMEHEHUIO».

Heo6xopuMo yKasaTh COCTOAHUSA, IIPU KOTOPHIX paspelleHO IpUMeHeHUe IIpelapara.
OTOT pasfesn NOJDKeH BKIIOYATh B ce0OsA Bce NPU3HAHHBIE I1€1eCOOOpasHBIMU CBEJEHUS O
IIOJIb3€ JIEKAaPCTBEHHOTO IIperapaTa;

paszmen «CBemeHus, 3HaAHHWe KOTOPBIX HEOOXOZWMO Ilepe], HAa4YaJoM IpPUMeHEeHUT

Ipernaparar.
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Heo6xomuMmo ykazaTh ciiy4au, IpU KOTOPHIX NIPUMEHEHMe IIperapara HeJOIIyCTHMO,
BCe 0CcOObIe YKa3aHUA, MEPHI IIPeZIOCTOPOXKHOCTH, B3aUMOEHCTBUSA C APYTUMH IIpelapaTaMu
Y TIUIIEBRIMH IIPOAYKTAaMHU, CBeJleHUA I OCOOBIX TIPYII IIaIleHTOB (OepeMeHHEBIe MIIN
KOpMAIIMe MaTepu), a TAKKe BIMUAHHE IIpelapaTra Ha CIOCOOHOCTh IAIleHTa YIPaBJIATh
TPAaHCIIOPTHBIMU CPeZCTBAMU;

paszen «PexomeHanuy Mo MpuMeHeHUIO».

Heob6xomumo ykasaTe crmoco® IpUMeHeHMs IIpellapaTa, BKJIIOYas IIYTh U METOJ,
BBEIEHUA, YaCTOTy TIPUMEHEHMs, IIPOJOJDKUTENBHOCTh Kypca IIPUMeHEeHUs, MepHI,
IpUHUMaeMble IIPU IIPOIYCKe O3Bl U IIPU Ilepeflo3UpOBKe (P HEOOXOAWMOCTH) M PUCK
CHHJIpOMa OTMEHBI;

paszen «OnrcaHre HeXelaTeTbHBIX PeaKI[Uii».

Heo6xomuMo yKasaTh BCe peakIIUM, KOTOpPble MOTYT BO3HMKHYTH NP CTaHJAPTHOM
IpUMeHeHUH IIpellapara, a Takoke Mepsl, IpUHUMaeMble IalleHTOM IIPY UX BO3SHUKHOBEHUH.
HesxenarenpHble peakiuy HeOOXOZMMO YKa3bIBaTh IO CTEIIEHM UX CEPbE3HOCTH U Jajee IO
YacTOTe BO3HUKHOBEHUS;

paszen «/lomoTHUTeIbHEIE CBeZIeHU».

Heo6xomumo yKa3bIBaTh CBeZeHHSA O BCIOMOTATeIbHBIX BelECTBAX, OIMCAHUE
IIpeIrapaTa, 3aperuCTPUPOBAaHHbIe pasMephl YIIAKOBOK, YCJIOBHUSA XpaHEHUA, HAUMEHOBAaHUE U
agpec [IPY u npousBoguTens.

Her HeoOxomumocTu cjemoBaTh IOPAAKY IOAPA3ZENIOB BHYTPU II€PEYHCIEHHBIX
paszenos — JIPY cremyer HaliTM Jydmrmii crocob IpefCTaBIeHUS TPeOyeMbIX CBeJeHUI.
Ecmm moppasmensi, ykasaHHBIe B paszene 4 HacToAmux 1peGoBaHUI, HEIPUMEHUMBI K
oIlpeZieIeHHOMY JIeKapCTBeHHOMY IIpeliapary, B IIpe/ICTaBIfeMbIii MaKeT BKJIIOYATh TaKoe
ykazaHue He TpeOyercsa. JlomoiHUTeNbHbIE CBeJeHUs IpHUBeJeHbl B mabnoHe JIB
(mpunoxenne Ne 15 k Tpe6GoBaHMAM K HWHCTPYKUIMH II0 MEIUIMHCKOMY IIPHUMEHEHUIO
JIeKapCTBEHHBIX IIpPelapaToB M OOIIel XapaKTepUCTUKe JeKapCTBEHHOTO IIpemapara IJIst

MeAHUIINHCKOTO IPUMEHEHN).

5.2. Cozeprxanue (MHGOPMALMOHHOE HAIIOJTHEHUE).

Pasgen 4 nacroamux TpeOGoBaHuii mpemycMmaTrpuBaeT HEOOXOZMMOCTb COCTaBIEHUA

JIB B coorBerctBun ¢ OXJIII. Crmoco6 M3I0KEeHHA CBeAEHHM BaXKeH IS O0ecledyeHus
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MOHUMAaHUA KJIIO4eBOM uHQOpManuu 1o O6e30IaCHOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
npenapata. [lepen HampasmeHuem JIB Ha moib30BaTesNbCKOe TeCTHPOBAaHHE HEOOXOLUMO
yOeuThCs, 9TO OBLT yUTeH CIIOCO0O M3JI0KeHHA CBefleHUI U MCIIOIb30BaH IIepeZjoBO OIIBIT B
COOTBETCTBYIOLIe#l o0OnacTu MeZUIUHCKON Hayku. CTHIb U3JIOXKEHUA HeoOXOZUMO
IpOAyMaTh O Hadajga II0JIb30BaTeILCKOTO TEeCTUPOBAHUA B IIeJAX €ro YCIeIIHOTO
IIpOBeIeHUA.

NudpopmManyoHHOEe HamoOJHEHWE He MOXeT OBITh WAEHTHUYHBIM CBeJEeHUAM,
npexcrasieHHBIM B OXJIII, 1 TpeGyeT mepeBosa Ha OPUITMATBHBIHN A3BIK TOCYJapPCTBA-WIEHA.
OTO 00ecIIeYnT COOTBETCTBHE IOTyYeHHBIX MAaKeTOB TPeOOBAHUIO ACHOCTH WU IIOHATHOCTH, a
TaKKe yJ000YNTaeMOCTH Ha OGUIINATBHOM A3bIKe TOCYAapCTBa-YIeHa.

Jomyckaercs mepeBon JIB Ha apyrue oOimeynorpeOuMble B ToCyAapCcTBax-dIeHaX
A3BIKY IIPU YCJIOBUM TOTO, YTO IIpPe/CTaBJIeHHbIe CBeJeHHUA MIEHTUYHBI Ha BCeX fA3bIKaX. B
KadecTBe 3JeMeHTa PeTHCTPAllMOHHOIO JOChe YTBep:KAeHUIo mozjiexut JIB, cocraBieHHbIH
Ha 0UIIMaIBHOM A3BIKe TOCYAapCTBa-WiIeHa.

CormacoBaHMIio  TOJJIEXUT  BepcHsd  TeKCTa  COIJIACOBAaHHAdg  OKCIIEPTHBIMH
OpraHM3allMAMU BCeX TOCYJApPCTB-YJI€HOB, KOTOpPble OCYIIeCTBJIAIOT PerucCTpaLuio
JIeKapCTBeHHOTO TIpemapaTa, KakK A1 MapKUpOBKH, Tak u JIB. DTo mosBoisgeT rocymapcream-
YjJeHaM IIepeBECTH CBeJeHHsI Ha CBOM OQUUIUAIbHBIE S3BIKU. Eciu Heo6XOZuMOCTh
WICIIOJIB30BAHMUA PasTOBOPHOTO CTHJIA PYCCKOTO f3bIKAa He OBLIA y4YTeHa IO 3aBeplIeHUS
IpOLeNyphl PerucTpaliy JIeKapCTBEHHOro Iipemapara B pamkax Corosza, Moxer
IOTPe6OBATHCS ITepeBO, BEPCUU YKa3aHHOTO TeKCTa MHGOPMAILUU [JIT TAKOTO MaKeTa.

Bonee mompobusie cBemenmsa mpusezeHsl B npmiokeHuu Ne 17 x TpeGosammam k
MHCTPYKIIUM II0 MEeIHUIMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHBIX IIpelapaToB M oOImeit
XapaKTepUCTHKe JIeKapCTBEHHOTO IIperapara A MeJUIMHCKOTO IIPUMeHEeHU.

KirtoueBble IPUHIIUIIBL:

HeoOxomuMo ycrpanuts nporuBopeuns ¢ OXJIII u ycTaHOBUTH COOTBETCTBHE
TpeOOBaHUAM, IPHUBEIeHHBIM B pasfiene 4 Hacroamux TpeboBaHUM, a TakKe B IPUIOKEHUHN
Ne 15 x TpebGoBaHMAM K HMHCTPYKIMM IIO MEZWIIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHBIX
IIpernapaToB M OOLIeil XapaKTepUCTHKe JIEKaPCTBEHHOIO IIpenapaTa MAjid MeAHIIHCKOTO

IIpUMEHEeHMN T,
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CJIIO)KHOE W3JIOKeHHe U MeAMIUMHCKAas TEPMUHOJIOTUA 3aTPYLHAIOT IIOHMMaHUe
HaIyeHTaMu NHPOPMAIUY;

M3JI0KeHUe Bceil mHGOpMAIUY Ha A3bIKe, IIOHATHOM HeCIIeIIHaIHCTY;

obecrieyeHre BO3MOXHOCTH HCIIOJIB30BAHMA Pa3TOBOPHOTO CTIJIA O(QUIMAIBHOTO
A3BIKA TOCYJapCTBA-4IEHA;

HICIIOJIb30BaHNE KOPOTKUX IIPeIJIOKEHUH U (MI1) MaPKUPOBAHHBIX CIIMCKOB;

HeKOoTOpsle Gpa3bl, IpHBeleHHbIe B IMA0JIOHe, IIPeyCMOTPeHHOM IIpHIOKeHreM N°
15 x TpeGoBaHMAM K HHCTPYKUHMM IO MEAULIMHCKOMY IIPUMEHEHUIO JI€KapCTBEHHBIX
IIpernapaToB M OOLIeil XapaKTepPUCTHKe JIEKaPCTBEHHOIO IIpenapaTa MAjid MeAHIIMHCKOTO
IpUMEHEHUs, MOTYT BBOJUTH B 3a0JIyXZeHUe, B CBA3M, C YeM JOINYCKAETCS HCIIOIB30BATh
60J1ee IPUBBIYHBIE JJIA TOCYJAPCTBA-WIeHa (OPMYIUPOBKY;

He IOy CKAeTCs HICIIOJIB30BATh CUCTEeMHO-OPTaHHYIO KJIAaCCUUKAIIIIO
He)XeJIaTeIbHBIX PeaKUUi, ITOCKOJIBKY IAI[MeHTaM MOXXeT OBITh CJIIOKHO CJIef0BaTh STOMH
noruke. HexemaTenbHble peakiuu HeOOXOAMMO CIPYIIIMPOBATH IO WX CEPHE3HOCTH, YTO
IIO3BOJIUT NAIleHTaM IIOHATH, KOT]a ¥ KaKKe MepHI CJIeZlyeT IPUHUMATh;

HeoOXOAMMO YOemZuTBCA, UTO IIANMEHTHl YeTKO IPOMH(POPMHPOBAHBI O PHCKaX.
OObsacHeHusa (BKIIOYAas YacCTOTy BO3HUKHOBEHUA COOTBETCTBYIOUIMX HeXXeJaTeIbHBIX
PEaKIyii) IoIe3HbI YUTAIOMUM U MOTYT JIyYllle XapaKTePU30BaTh BO3MOXKHBINA PUCK.

5.3. Hcnons3oBaHue mabIOHOB.

[Ta610H mO3BONIAET OOECIEYNTH IIpeCTaBIeHre TpeOyeMbIX CBeIeHHIl B IIPaBHIBHOM
nopsagke (pasgmen 4 Hacrosmux TpeGoBaHmMil), HO He IIO3BOJIAET C IIOMOILIBIO AM3aifHA U
PacCIIONIOXeHUS CJIOB ITOJTYYUTh BBICOKOKAYECTBEHHBIH JJOKYMEHT, KOTOPBIH CMOTYT IIPOYeCTh
M TOHATH manueHThl. COOTBETCTByIOLlee YKa3aHHe IPUBOJAUTCI B IpeamOysie K
AaHHOTUPOBaHHOMY IabmoHy (mpuiaoxeHue N°e 16 x TpeGoBaHuMAM K HMHCTPYKUIMH IIO
MeJUIIMHCKOMY TIPUMEHEHMIO JIeKapCTBeHHBIX IIpellapaToB M OOImeld XapaKTepHCTUKe
JIeKapCTBEHHOTO IIperiapara JjIs MeZUIMHCKOTO IPUMEHEHHUS).

Pe3ynpraThl HCCIemOBaHWM CBUZETENBCTBYIOT, YTO INAIIMEHTHl MOTYT He IIOHMMAaTh
(GbOpMyIMPOBKM 3aTOJIOBKOB U II0/3arosoBKOB mabinona. IIpu moxgroroske makera JIB mis
TEeCTHUPOBAaHUA HeoOXomuMo ybemuTsca B TOM, 4TO TeKCT JIB mepedpasupoBan c mesxsio

obecreyeHus IIepeBoJa TEpMHUHOJJIOTHUH Ha TOHSATHBIN AJIA IIalleHTa A3BIK.
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Heob6xomuMo 0cOGeHHO BHHMATeIBPHO OTHECTHCh K pasgenam JIB, B KoTopsix
IpUBEeHBl IIPOTUBOINIOKA3aHUA, OCOOble YKa3aHWS M MeEpPBI IIPeJOCTOPOKHOCTH, a TaKXKe
HexesaTenbHble peakumu. OHM, Kak TPaBUIO, SABISIOTCI TPOMO3JKUMU U H3JIOXKEHBI
CJIOXXHBIM S3bIKOM. Heo6X0oZMMO HCIOIB30BaTh IIpUBEIEHHbIE HIDKE PEKOMEHJAIUU II0
IU3aliHy, IIO3BOJIAIONIYE CHU3UTh BEPOATHOCTb BO3HMKHOBEHHA 3aTpyJHEHUH IIpu

TECTHUPOBAHNHU.

6. [lusaits u pacnonoxxeHre HHGopManuy (BepcTKa)

JIB c mpocTeIM [AM3affHOM ABJIAETCA 3aJ0TOM TOTO, YTO MaKCHMMAajabHOe YHCJIO
IAIIMeHTOB CMOXeT BOCIIOJIb30BaThCA HH(POpManyeil, HeoOX0LUMOH JJIA IPUHATUSA pelleHUs
0 IpUMeHeHHUH ITperrapara Hanbosee 6e30macHbIM U 9O OEeKTUBHBIM CIIOCOO0M.

Opranusanus mpesCcTaBIgeMbIX TAaHHBIX (MHGOPMALMOHHBIM AM3aiiH) obeclieynBaeT
JIETKOCTh MCIIOb30BAaHUA M NMOHUMAHUA CIOXHON MHGOpMAanMH. JTO OZUH M3 KIIOUeBBIX
aCIIeKTOB IIPH Pa3pabOTKe IOKyMEeHTa: PHCK HEBEpHOTO IIOHHMMAaHHUA MOXET IPUBECTH K
CepBe3HBIM IIOCJIEICTBUAM, YTO IIPOMCXOZHUT IOBOJIBHO YacTO B OOJIACTH IIpe/CTaBIeHUA
nHGOpMAlMK O JeKapCTBeHHHBIX IIpemapaTax. PaspaboTka WHQOpPMAIMOHHOTO AM3aliHA —
IIpoliecc, IIpx KOTOPOM MOXeT IIOTpe6oBaThCsA PACCMOTPeTh HECKOIBKO BApMAHTOB JM3aliHa U

nx MoguduKanuil 119 KoHKpeTHOTro JIB.

Crerpanus3rpoBaHHbIe OPTraHU3AIMY B I[eJIAX IOBBIIIEHNs KayecTBa cocTtaBieHus JIB
¥ yBeJTMYEeHUSA BEPOATHOCTH YCIIEIIHOTO IIPOXOXKAEHUS IT0JIh30BATEIBCKOTO TEeCTUPOBAHUS
IIpeJIaraloT yCJAyrd 10 aHajAW3y U COBEPLUIEHCTBOBAHMIO IH3afHa MU PACIIOIOXKEHUT
nnpopmanyu B JIB. [lomyckaeTcs IONIB30BAThCA YCIAYraMHU TaKWX OpPraHM3aLuil IIpu
cocrtasiaenuu JIB.

6.1. adopManmoHHbIH Au3aiiH.

Bue 3aBucumocTu OT OOBeMa OIbITa B COCTaBIeHHMH U IpoekTtuposanuu JIB
OCBEIOMJIEHHOCTh 3asBUTeNel O Hawaydireil INpakTHKe WH()OPMAIMOHHOTO Au3aiiHa
IIPUBECTBYyeTCA. B IMpPOKOM cMbIcIe HHGOPMAIMOHHBIM Au3aifH (OyZy4u OTZEIbHBIM
HaIIpaBJIeHUEM JesTeJbHOCTH) BKIIOYaeT B ce0s cefyolee:

6.1.1. ndopmanmoHHas apXUTeKTypa.
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Crmoco6 pacmomoxeHus HHGOpPMAIMM B JOKYMeHTe — BaXKHAA COCTAaBJIAIONMAL
MHQOPMaLMOHHOIO Ju3aiiHa, Io/pasyMeBarolas, B YaCTHOCTH, MCIIOJIb30BaHUE 2JIeMeHTOB,
IIOMOTAIOIINX OPMeHTHPOBaTBCA B TeKCTe. YdeT STOro ¢akropa CIIOCOOCTByeT
YIOPALOYUBAHUIO 1 CTPYKTYPHPOBAHHUIO IOKYMeHTa. B cBA3u ¢ TeMm, 4To mHOpMAIUI pesKo
IIPOYUTHIBAETCA OT Havasla U JO KOHIA MAIIMEeHTOM HJIM JIUIIOM, OCYIIEeCTBIAIOUIUM 33 HUM
yXO[I, CIIoco6 OpraHu3anuy MHMOPMALWM SIBISETCA BAKHBIM aCIEKTOM, 00eCIeYMBaOLINM
CIIOCOOHOCTh OPMEHTHUPOBATHCA B TEKCTe, a, 3HAYHT, JIETKO IIOJIB30BAThCA IIpeCTaBIeHHOU
nHpOpMaIue.

6.1.2. Tunorpaduxa.

ITom Tunmorpaduxoit mnoHuMaerca umpudToBoe odOpMIeHHEe IIpelCTaBIIeMOHi
nHpOpManuu. BpiGOp TapHUTYpPEI M IIPOYMUX DIEMEHTOB TIpPapUUECKOTO WCIIOTHEHUS
HaIIlpuMep, IBeT TeKCTa, HeOOXOZMMO OCyUIeCTBIATh, OPHEHTHPYACh Ha IeJeBYIO
aypuropuio. IIpm HazgmexameM MCIOIB30BAaHUHM OSTH aCHeKThl OPTaHU3YIOT M JOBOAAT
MH(MOPMAIIMIO CIIOCOOOM, y/ZOBIETBOPAIOMIUM ITOTpeOHOCTH 4uTaomero. Eciau mapamerpsr
TUNIOTPapUKH 3aTPyLHAIOT IPOYTeHMe, BHE 3aBUCHMOCTH OT KaueCTBa M3JI0K€HHA TEeKCTa B
JIB MasoBeposTHO, YTO MAalleHTHI 3aXOTAT €r0 IPOYUTATE.

VHTepBampl MeXZy YacTAMH TeKCTa IIO3BOJIAIOT CO37aTh OIIyIIeHHe OTKPBITOCTH
nmpexncTabiageMoi uH(opmanuu. IMcmosnbp3oBaHMe KOJIOHOK TEKCTa, XOPOIIO 3HAKOMBIX
MHOTMM U3 Ia3eTHBIX MaTepHUaIOB, IIO3BOJAET YHUTAIOEMY JerKO yCBauBaTh MH(OpPMAIUIO.
[lnuHa CTPOKM M MeXAYyCTPOYHBI WHHTepBaJl — BaKHbIe acCIeKThl Au3aliHa, KOTOpbIe

HeOOXOMMO YYUTHIBATh IIPU BRIOOPE MOAXOAIIEN BEPCTKHY.

B mpunoxermmnm Ne 17 x TpebGoBaHMAM K WHCTPYKIHM II0 METUIIMHCKOMY
IIPUMEHEHUIO JIeKapCTBEHHBIX IIPelapaToB MU OOuIeil XapaKTepUCTHKE JIeKapCTBEHHOTO
IpenapaTa Ajis MeJUIIMHCKOTO NPUMEHEHMSI K YJO0OOYMTAeMOCTH COZEPXKAaTCsA IOAPOOHBIE
peKOMeHJallui OTHOCUTEIPHO MUHUMAJIBHO JOIYCTUMOTrO KeTJisd mpudra.

6.1.3. IlorATHOE M3TIOXEHNE.

[TonaTHoe  u3NOXKeHHe  ABIAAETCHA,  IIPeJyCMOTPEHHBIM  3aKOHOJATEIbCTBOM
rOCyJapcTBa-4ieHa TpeboBaHueM, unpenbaBiagemMsiM K JIB. Pasmenmom 4 Hacrosuux
TpeboBaHuii IpefyCMOTPEHBI IIOHATHOCTh U yhobGoumraeMocTs nHopMmaunuu. Ecau JIB

BBITJIAAUT TIPUBJIEKATEJIBbHO, HO Ka4Y€CTBO €ro M3JIOXKEHUSI HHN3KOE€ WIN IHPOKO



15

HCIIOIB3YIOTCA TeXHUYEeCKHe TePMUHBI, TO BO3MOXXHOCTb JOHECeHWs WHPOpPMAIUU IO
IalieHTa BHOBG Oy/ieT IoTepsHa.

6.2. lleneBat aymuTOopus H  CBeJeHHd, HeEOOXOZWUMBIe A  HaZJIeXKallero
YZAOBIETBOPEeHUs IIOTpeOHOCTeH JaHHOM ayZuTopuy B HHGOPMAIMKU O JIE€KapCTBEHHOM
Iperapare.

[lepen nanmucanuweMm TekcTa U pasMeuieHueM ero B JIB Heo6Xommo ompenenuTh
06y1IacTh NIpUMeHeHUsA IIpellapara, IiejieBble TIPYIIBI M YacTHBIE BOIIPOCHI, TpeOylolue
peureHus. BoBieyeHme B IIpOllecC IOTEHIMAJNBHBIX IIAIMEHTOB HAa PpaHHEM DJTalle
coctaBmenus JIB momoraer oGecmeduTh YCIEUIHOCTH IIOCTELYIOUETO TEeCTUPOBAHUSA U
npuMmeHeHusd JIB.

B aTOM KOHTeKCTe HEOOXOAMMO Y4eCTh IOTPeOHOCTH JIUI] IIOXKUJIOTO BO3pPacTa, JIUI,
IJIS KOTOPBIX O(UIMANPHBIA SA3BIK TOCYZApCTBa-4ieHa He SABIAETCA POJHBIM, JHUL C
3aTPyAHEHUAMHU B OOyUeHUH, a TAKKe JIUI, ¢ 3a00/IeBaHUAMY (HAaIIpUMe], CaxapHbIi fuaber),
CIIOCOOHBIMY IIPUBECTH K HapyuleHuIo 3peHuss. OCHOBHBIE IPYIIIIBI TAIUEHTOB, Ha KOTOPHIE
crenyer oOpaTUTh BHUMaHUe, TePeYnCIeHbl HIDKE.

6.2.1. letu 1 MmosozipIe M0 (MOJIOZBIE B3POCIIBIE).

Ecnu nexapcTBeHHBIN IpenapaT IIpefHa3HaYeH IalyieHTaM K3 3TOH KaTeropuw,
HeOOXOJUMO OIpenennuTh, KakuM obpasom JIB yxpoBmerBopser ux uHHGPOpPMAIOHHBIE
HOTPeOHOCTH.

B psapme ciy4aeB ciemyeT peKOMEHIOBaTh YUTAIOUIEMy OODAaTHTBCA K JPYTUM
HMCTOYHUKAM WHQPOPMAaLMH, CIEeI[UaTIbHO COCTaBJIEHHBIM JJIS €T0 BO3PACTHOM TPYIIIIBI, WIU
IIpelyCMOTPeTs OTPBHIBHON Kopemok JIB, KOTOpBIiI COZEp)XUT KIIOUeBble CBEJEHUS IIO
6e30macHOMY IIPMMEHEHUIO JIeKAPCTBEHHOTO IIpelapaTa, IIpe/CTaBlIeHHble TaKUM 00pasoM,
4TOOBI 00ECIIeYnTh IeTKUH JOCTYII K NH(pOpMaIuy.

6.2.2. 'ociuTanbHbIE IIpeIaparsl.

Ecnu nexapcTBeHHBIH IpemapaT BBOAWTCA WJIM INIPUMEHSETCI B OOJIPHUYHOM
yYpeXX[eHuu, B pasfese II0 IIPUMEHEHWIO JIEKapCTBEHHOIO IIperrapara HeoOXOLUMO
ONpeZieNINTh CIIOCOO pa3feieHus CBeNEHWH, IpeJHA3HAYEHHbIX I MeJUIIHCKOTO
[IepPCOHAIA U TAlleHTa, YTOOBI 0becrmeynTs NHGOPMUPOBAHNE ITUX JIUI, HEOOXOAMMON UM

nHpOpMaIue.
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,ZLJUI MEIUIIMHCKOI'O II€EPCOHAJJIA CBEAEHMsI, KOTOPbhI€ OHHN MOOJIKHBI YUHTBIBATH IIpHU

BBe€HUHU IIpellapaTa, HEO6XO,ZLI/IMO IIpeaCTaBUTh Ha OT,II;eJIBHOI‘/JI OTPBIBHOﬁ vactu JIB.

[TameHnTy HEOOXOAMIMO IIPEIOCTABUTH JOCTYI K MH(POpManny, cogepsxametiica B JIB u
Heo6XomMMOM /1yig 6e30I1acHOTO IPUMEHEHUs JIEKaPCTBEHHOTO IIperapaTa C BO3MOXXHOCTBIO
ee COXpaHeHUA y JaHHOTO MallHeHTa.

6.2.3. OdTanpMooruyeckue Ipemnaparsl.

Ecnm nexapcTBeHHBIN IIpemapar sABASeTCA OQTaJIBMOJIOTHMYECKHM, HEOO0XOAUMO
YAOCTOBEPUTHCS, YTO KeTIh IPHUQTA TEKCTAa JOCTATOYHO BEJIUK U IIO3BOJIAET IAIMEHTaM C
HapyIlIeHHeM OCTPOTHI 3peHHS C JIETKOCTBIO O3HAKOMHUTBCA C HHUM. OTO IIpeAIIojaraeT
BO3MOXXKHOe MHCHOJIb30BaHKe JIB Gonbmero o6beMa WIKM aJbTEPHATUBHBIX AHU3AIIHOB
(Hampumep, anpOOMHAs OpHMEHTAIUs CTPAHUIBI) C LEeJbI0 MAKCHMU3ALUHU JOCTYITHOH
TIOMIATH.

6.3. KtoueBsie mjis maiiieHTa CBeIeHMU.

Ilepen HamumcaHueM TeKCTa M pa3MelleHHMEM €ro Ha CTpaHWIle HeoOXOAUMO
ONpeNeNuTh, KaKWe CBEJEHUsS SABIAIOTCA KIIOYEBBIMM [ 0e301acHOTO IpPUMeHEeHUs
KOXJOTO JIEKapCTBEHHOTO IIpellaparta. OTO IIO3BOJIIE€T OIpeAeNuTh HHQpOpMaIuio,
TpeOyIOUIyIo OTPaKEeHHU B 3aTJIaBUAX, a TAKXKe OT/eIbHbIe CBeZleHNU, TpeOyIolre BbIIeIeHU
B MHTEpecaxX YUTAIOIIETO.

OmpezenuB KiioueBble CBeleHUA [ 0e30IaCHOTO IIPUMEHEHUs [ KaXXJO0TO
JIEKapCTBEHHOTO IIpellapara, MOXHO IIPUCTYNHUTh K COCTaBJIE€HUIO OIPOCHUKA MJIf
II0JIB30BATEIBCKOTO TECTUPOBAHUA (€C/IM OHO IIPeAyCMOTPEHO 3aIBUTEIEM).

6.4. CozeticTBre IMalieHTaM B HABUTAIUHY II0 JOKYMEHTY.

Pacnonoxxenue uHbopManuu B ZOKyMeHTe SBJIIETCS BaXHBIM acrekToM. llopsamox
IIpe/iCTaBIEHUs CBeJleHUIl IpuBeZieH B pasfesne 4 HacToAmux 1pe6GoBaHUi, a IMaGIOHBI
(mpunoxenne Ne 15 k Tpe6GoBaHMAM K HWHCTPYKUIMH II0 MEIUIMHCKOMY IIPHUMEHEHUIO
JIEKapCTBEHHBIX IIperapaToB U OOIIed XapaKTepUCTHKe JIeKapCTBEHHOTO IIpelapara s
MEAUIIMHCKOTO  TIPUMEHEHWsI) TII03BOJAIOT  00eCcIeYuTs JODKHOE — PaCIIOIOKeHHe
nHpopmauyuu B JIB. IIpu mcnonpzoBaHum mraGaoHa B IeSX IPAaBUIBHOTO PACIIOIOXEHUS
MHPOpPMAaIUN HEOOXOAUMO yOeIUThCS, YTO OHA IepeBe/leHA HA A3BIK, IOHATHBIA IleJIeBOU

ayIUTOPHH.
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3areM HeOOXOZMMO IPOAYMAaTh PACIIOJOXKEHUEe 3arOJIOBKOB M IIO/3aTOJIOBKOB Ha
CTpaHuUIe, 4YTOOBI 00ECIIeYNUTh BO3MOXXHOCTH OPUEHTAllUM YHTAOUWEr0 B KH(POpPMALMH.
3aronoBku B JIB — kimoueBOl MHCTPYMEHT, IIO3BOJIAIONIUI YBUZETHh CTPYKTYpPy H3JIaraeMbIX
cBegeHuil. Kpome TOrO, 3aro/I0BKY BBHIIOTHAIOT Be QYyHKITUH:

00603HaYaIOT HavaIo pasziesia ¥ IO03BOJISIOT AIMeHTy HaliTH UCKOMBIE CBEIEeHUS;

OTpaKaeT XapaKTep IPUBOAMMOH B pasfiese MHPOPMALMM, IIO3BOJAL YHUTAIOUIEMY
IIOHATS ee.

3ar0JIOBKU JOJDKHBI BU3YaJabHO BBIAENATHCH, YTOOBI YUTAIOM[UA MOT C JIETKOCTBIO
OTJIMYUTH 3ar0JIOBOK OT OCTAJIBHOTO TEKCTA. JTO OOJerdaeTr IIOMCK IIO TEKCTY Ha IIpesMeT
oIIpeZieIEeHHOTO POAa NHPOPMAaIH.

BrimereHue JocTUTaeTCs HECKOJIBKUMU CIIOCOOAMU, HalIpUMeED:

oOpalleHHBIA TeKCT — Oesrble OyKBBI HA TeMHOM (GOHe;

yBeJIMYeHHBIH IIONY>KMPHBIM TEKCT 3arojioBKa II0 CpaBHEHHIO C WHpoOpMamuei,
ciaesyolleil 3a HUM;

yBEeJIMYeHHBIH TEKCT 3aT0JIOBKA C BEIPAXKEHHBIM KOHTPACTHBIM IIBETOM II0 OTHOLIEHUIO
K HHGOpPMAIVH, CIeAYomeH 32 HUM.

3aroJIOBKM JOJDKHBI IIPaBUIBHO OTPAXaTh COJEPXKHMOe pa3fieioB M II0 obuieMy
IIpaBIIy OBITH KOpOYe HHPOPMAIUU, KOTOPas CIeLyeT 32 HUMHU.

Hexotropste paszenst JIB aBng1oTCa ZOBOJBHO AJIUHHBIMU, IIO3TOMY B TaKHX CIIydasx
I[eJIecCOOOPa3HO HCIIOJNB30BaTh IIO/3arOJIOBKM, KOTOpPBIE OOJIEerdaroT IIOMCK B OOJBIIOM
MaccuBe wuHbopManuu. ITO OCOOEHHO BaXHO g pasgena 2 JIB, uro Ttpebyer
OCMOTPUTEIFHOTO MCIIOJIBb30BaHM 3aT0JIOBKOB U II0/3aT0JIOBKOB C HaJIeXKallell nepapxueil c
IIeJIBIO pasTpaHUYeHUs CBeJeHU, KOTOpble HeOOXOJUMO IIPeACTaBUTh B 3TOM paszele.

6.5. ub1e daxTopsl, Moz iexaniue yuery mpu paspaborke JIB.

K gpyrmm acmekTaMm, KOTOpBIE IIeIeCOOOPa3’HO y4YeCTh IIPU COBEpIIeHCTBOBAHUU
Iu3aiiHa M BePCTKH, OTHOCATCA Takue (aKTOpHI, KaK IIBeT, CHMBOJBI U IIMKTOTPaMMEI,
o6 ieryaroniyie IOHUMaHNe U IIOUCK KJII0YeBOH MHGOPMAIUH.

KiroueBsle acmekThl, Kacarouiuecs AW3aifHA U BePCTKH, KOTOPBIE PEKOMEHAYEeTCS
YYIHTHIBATh B IONOJHEHNE K YKa3aHHBIM aCIIeKTaM:

HeOOXOAUMO YOeIUThCI B IIPEeMCTBEHHOCTH PACIIOJIOKEHUS 3arOJIOBKOB, a TaKKe

BBIZIEJINTD HUX, YBEJININB H.[PI/IQ)T WJIN BBIAEJINB TEKCT IOy KU PHBIM,;
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pallIOHAIBHOE HCIIOJNb30BaHME IIBETOB IIO3BOJIAET OOECIEYUTh XOPOUIMI KOHTPACT,
IIPU 5TOM 37I0yIOTpeOjIeHre I[BeTaMU MOXET CTaTh CAMOCTOSTEIBHOM IIPO0IeMOoii;

HalFeHTHl MCIOIb3YIOT IIpeaMeTHBIH ykasaTeab. OH 0coO6eHHO Tose3eH B OyKIeTHOM
dbopMare, KOTOPHIi BbI3BIBAET OOJIBIINE 3aTPyAHEHU C HaBUTAIIHeH;

HeO0OXOAMMO YOeAUTHCA B MaKCHMAaJIbHO BO3MOXXHOM pa3Mepe TeKCTa U HaZjIeXXaleM
WCIIOJIB30BAHUY HHTEPBAJIOB MEXJAYy 4YacTIMU TeKCTa. IDIOTHBIE TeKCT CIOCOOCTByeT
CHIDKEHUIO KOHIEHTpPAllMM BHUMAaHUA IIallMeHTa U 3aTPyJHAEeT IIONCK HeoOXOZMMOH
nHbOpMaLNY;

IIMHHBIE  IIepeYHH  HeXKeJaTeJbHBIX  peaKIui  BRITJIAAAT  yCTpallalolle,
I1eJIeCOO0Pa3HO MCIOJIb30BaHME HEHYMEPOBAaHHBIX CIMCKOB. Heo6XomuMmo CrpynmupoBaTh
HeXXeJIaTeJIbHbIE peaKIU! II0 HX CePhe3HOCTH U yOemuThCA B IOHMMAHHU ITallIeHTaMU
00CTOATETBCTB, TPEOYIOUUX IPUHATHAS HEOTIOXKHBIX Mep;

HEOOXOIUMO yOeouThCA, YTO COIPsDKEHHBIE CBEJEHMS PACIOIOXKEHBI PANOM H He
pa3HeCeHSI 10 Pa3JIMYHBIM KOJIOHKaM uiau cropoHam JIB.

Kpome TOro, cocraBmeH CBOZ KpUTepHeB KadecTBA, KOTOpBIE MCIOJB3YIOTCA IJIS
6ammsHOM omenku JIB. Kpurepum kauectBa mpuBozarca B mpmioxeHun Ne18
TpeGoBaHUAM K MHCTPYKIIUU II0 MEIUIIUHCKOMY IIPUMEHEHUIO JeKapCTBEHHBIX IIPerapaToB
1 o0Iell XapaKTepHUCTUKe JIeKapCTBEHHOTO IIpelapara JjIf MeAUIMHCKOTO IPUMeHEeHUA.

Wx ucnonp3oBaHue B oTHOuleHWH JIB, BKIIOYaeMOro B JOChe, IIO3BOJIIET OBICTPO
HOJIyIUTh KOJWYECTBEHHYIO XapaKTepPHUCTHKy KadecTBa JIB ¥ BEIABUTHP HeOOXOAMMOCTH

BHECEHHUA AOIIOJITHUTEJIBbHBIX HSMeHeHHﬁ, CIIOCOOHBIX YBEJINYUTDH GasIIbHBIN CUeT.

7. Ilonp30BaTeIbCKOE TeCTUPOBaHNE

7.1. IlpaBoBas OCHOBA.

B cootBercTBUM C pazgenom 4 HacToAmux 1TpeGoBaHMIA:

«B merax obecnevenns yzo00IATaeMOCTH, ITOHATHOCTH H JIETKOCTH BOCIPHATHA /IB
MOXKET OTpa)XaTh pe3yJIbTATSI KOHCYABTAIHH C I€JIeBEIMH IPYIIIAMH IaI[HEHTOB...».
PesynbraTel OLleHKH, IIpOBeleHHOH B BHJe KOHCYJbTAalUM C IIeJeBbIMU TpyIIaMu

IIallTKI€HTOB, B OTOM CJIy4de CIeNYyeT IIPEeCTaBUTh B YHOJIHOMO‘-IeHHBII‘/JI OpraH.
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ITonp3oBaTeIBCKOE TECTHPOBAHUE WIH APyrue GOPMBI KOHCYIbTALIMU C IAaIlME€HTaAMHU
06eCcIeYnBaOT y4eT MHEeHUS MAIUEeHTOB O COJEeP>KaHUHY, AU3aifHe U BEPCTKe, YTO IO3BOJIIET
IIOJIyYUTh UTOrOBEIH JIB, mosaBaeMslil KaK 4acTh PETHCTPALMOHHOTO JOChE, TO3BOJIAIONUIUI
GOJBIIMHCTBY IIOTpeOMTeNeil JIeKapCTBEHHOTO IIperapara INPUHUMATh Oe30IacHble WU
IIPaBUJIBHBIE PEIIeHUs O ero IPUMeHEHUH.

7.2. OnpeneneHue IOIb30BaTEIBCKOTO TeCTUPOBAHUA

B mpunoxermmnm N° 17 x TpebGoBaHMAM K WHCTPYKIHM II0 METUIIMHCKOMY
IIPUMEHEHUIO JIEKapCTBEHHBIX IIpelapaToB MU OOueil XapaKTepUCTHKE JIeKapCTBEHHOTO
mpemapara  Ijif  MEAMIIMHCKOTO  IPUMEHEHWs  IPUBOZUTCA  BApUAHT  MeTOZA
II0JIB30BAaTEIBCKOTO TecTHpoBaHus JIB, ofHaKO mOITycKaeTcs BO3MOXXHOCTH HCIIOTB30BaHUS
IPYTUX METOZOB, €CJIH OHU CIOCOOHBI IOATBEPAUTH CIIOCOOHOCTH NMAIMEHTOB HCIIOIb30BaTh
TOKYMEHT JJIf IIOMCKA U IIOHMMAHUSA KIIOYeBhIX CBeZeHUH, HeOOXOAUMBIX A 6e30II1acHOTo
IIpUMeHeHUs KOHKPeTHOTO JIEKapCTBEHHOT'O IIpeIapara.

OnucauHbIi MeTOZ, IIpe/iCTaBIIsgeT coboit OVAaTHOCTUYECKUI TECT,
IeMOHCTPUPYIOUIUY, B IIepBYI0 oOdYepenp, Kak paboraer JIB Ha mpakTtuke, a He
IO TBEPIKJAIOLINI Ka4eCTBO CMBICJIOBOTO HAIIOJTHEHU TeKCTa (KOHTPOJIb IIOCIeTHETO MOXKET
IPOBOAUTHCA, Hampumep, ¢ nomousio Tecta SMOGG). DTOT HMHCTPYMEHT paspaboTKu
IO3BOJIIET  ONPENENUTh IIPENITCTBUA, CHIDKAIOIIMEe CIIOCOOHOCTh IIOHMMAaHWUA U
WICIIOJIB30BAHUA JIIOABMU IIPEACTaBIeHHOM WHGOpPMAIUM, a TaKXe BBIABUTH IIPOOJIEMHEIE
obiactu, TpeOylolMe [NOIOJTHUTETBPHOTO BHHMAHMA. OTOT MeTOJ, KaK STall IIpolecca
paspabotku JIB mpepncraBisfer coboil 0COGEHHYIO II€HHOCTh. ECIM B XOZe TeCTHPOBAHUA
OOHApYXUBAIOTCA IPEIATCTBUA IJIs IIOHMMAHWUS WHQPOpPMALUHU, NOTpeOyeTcs BHOCHUTH
TIATeJIbHO IPOJlyMaHHble U3MEHEHU B LieJIIX coBepiueHcTBOBaHMA JIB.

JlommyckaeTcs MCIIONB30BaTh MHBIE METOABI IIOJIB30BATEIBCKOTO TECTHPOBAHUA,
KOTOpBIe TaKXe OyZyT pacCMOTpPeHBI YIIOJHOMOYEHHBIMU OpraHaMH TOCYJapCTB-WIEHOB.
Ba)kxHO IPOBOAUTS MHAMBULyaIbHbIe HHTEPBBIO B PAMKAaX II0JIb30BAaTEIbCKOTO TECTUPOBAHUA
C IeJpI0 INOHMMAHUI, KaKUM O0Opa3oM IIaIMeHThl OPUEHTHUPYIOTCA B IIpeCTaBIeHHOU
MHPOpMAIUH.

Y1oaHOMOYeHHBIE OpraHbl TOCYAApCTB-YJIEHOB He TPeOyIOT HCIIOIB30BAaHUA KAaKOTO-

6o OIIpeNeJIEHHOTO METO/Zda TECTUPOBAHNA, 4 OL€HUBAIOT NJdHHBIE, CBUAETEJIBCTBYIOIIIE O
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TOM, YTO JIIOAY, KOTOphle OyZyT monb30oBaThca JIB, cmocoGHBI HaliTH HEOOXOAUMYIO

MH(POPMALMIO U JOJDKHEIM 00pa3oM BOCIIOIB30BATHCA €I0.

JPY pexomeHnzayeTcsa y6eIUTECA B TOM, ITO:

Iepes; TeCTUPOBAaHMEM OIHO3HAYHO OIpefeeHa Haubosee BaxXHAd WHGOpPMAIUA,
HAIIpuMep, IpefHa3sHaYeHNe JIeKapCTBeHHOTO IIpellapara, PeXXUM ero JO3WPOBAaHMUA, a TaKXKe
3HAYMMble He)XeJlaTeIbHbIE PeaKIIMu U 0coOble yKaszaHuA. JTa MHbopMauus OyZeT 3aBUCETH
OT [eHCTBYIOLIETO BeIeCTBA PAacCMAaTPUBAEMOIO JEKapCTBEHHOTO Iipemapara. Bompocsr,
3a/laBaeMble y4aCTHUKAM, [OJDKHBI OXBATHIBATh KJIIOUEBbIe CBEJEHUS, HEOOXOLUMBIe IS
Ge3omacHoro mpuMeHeHusa. KirodeBble cBemeHWS [AiA 0e30IIaCHOTO IpHUMeHeHUs OymyT
comepxxarsca B paszenax 1 —4 JIB, ogHako pacipeneseHyre MIM IIMPOTa BOIPOCOB OyAyT
OTJIMYAThCA OT OZHOTO IIpemapara K gpyromy. HecMoTps Ha TO YTO HEKOTOpBIe Ipelaparsl
MOTYT Tpe6OBaTh COCTaBJIEHHA BOIIPOCOB Ha OCHOBAaHUM paszesioB 5 unu 6 JIB, Takue crydan,
Kak IpaBwio, penku. Ciemyer yOeZuThCA BO BKIIOYEHHMH B ONPOCHUK BCeX KIIIOUEBBIX
CBeJleHUI 10 6e30I1aCHOMY IIPUMEHEHUIO, HeOOXOZUMBIX [JI IOMYYeHUs IIOJIO0XXUTETbHBIX
PEe3YJIbTAaTOB;

CyOBEKTHI U3 HCC/IelyeMbIX BEIOOPOK Hanboiee BEPOATHO MOTYT BOCIIOIb30BaThCsA JIB
paccMaTpUBaeMOro Ilperapara (BKJIIOYas yXaXMBAIOIUX JIHIL). TeCTHpOBAaTh BCE IOMYJIALUN
IAIIEeHTOB IIPU BCEX BO3MOXKHBIX OOCTOATEIBCTBAX He TpeOyeTcs, AOCTATOYHO BKIIOYHUTH
JIUL, CIIOCOOHBIX IIPeACTaBUTh, YTO Yy HHUX HMeeT MeCTO COCTOSHHe, IIPH KOTOPOM
IpUMeHsAeTCs TIpemapar. Bo wusbexaHuWe HEIONOHMMAHUS He JONYCKAeTCS BKJIIOYATH
CBeJleHU, IIpelHa3HAYEHHBIE [T MeJUIMHCKUX PAOOTHUKOB U APYTUX UL, pabOTAIOMIUX C
JIeKapCTBeHHBIMHU IIperaparamMu. Jluia, 3HaKOMBIe C JIEKApCTBEHHBIM IIpeIlaparaM, Kak
IIPaBUJIO, HEIPHUTOAHBI [JII IIPOBeJleHUs TECTUPOBAHMA, OLHAKO OHHM MOTYT CIIY>XUTh
HMCTOYHUKOM II€HHBIX PeKOMEHJAIlWi Ha dTalle OATOTOBKY AM3aiiHa;

IpUBeleHbl yOenuTeTbHBIE [OKA3aTeIbCTBA, YTO IIPOTECTUPOBAHHBIE YYACTHUKH
CMOIJIM HAWTH ¥ [OODKHBIM 00pa3oM BOCIONB30BaThCA HH(pOpManmeii. Bompocsr,
BKJIIOYEHHBIE B IIPOTOKOJI, IIOABEPTHYTCHA OSKCIIEPTH3e OTHOCHUTEIBHO TOTO, HACKOJIBKO
XOpOIIO OHHM OTPAXAIOT BBIABJIEHHBIE KJIOYEBBIE CBeJEHMSI IO 0e30macHOCTH. Bompockr
IDODKHBL OBITH OTKPBITBIMH, MOJDKHBI IIO3BOJIATH YYACTHUKY IIPECTaBUTH cCebsf B

oIpesleIeHHOM CUTyallud M He JOJDKHBI IIOJCKasbIBaTh €My OTBeT, cofepxkamuiica B JIB.
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Kaxzprit Bompoc [Jo/DKeH OBITH COCTaBIeH HajjexamuMm obpasoMm. HakomleHue naHHBIX,
PAaBHO KaK X HECIIOCOOHOCTH HAXOXZEHUS TN NOHNMAaHUA YYaCTHUKAMU OJHOTO MU Oojee
3HAYMMBIX BOIIPOCOB, HEZONYCTUMBI. DKCIIEPTHI IIPOBEPAT 3aJaHHbIE YYACTHUKAM 3HAUKMMBbIe
BOIIPOCHI U COOTBETCTBHE Ka)KOTO BOIIPOCAa KPUTEPUSM YCIIENIHOCTH, BHIPAOOTAHHBIM [0
HavaJla TeCTUPOBAHUA.

7.2.1. InTepnperanus KpUTepueB ycliexa.

Kpurepun ycmexa mpepmosararor, 4To 90 IpOLEHTOB I'pPaMOTHBIX B3POCIIBIX JIHI]
IOJDKHBL OBITH CITOCOOHBI HaiiTu cBefeHUsI U 90 MPOLEHTOB U3 HUX JOJDKHBI OBITH CIIOCOGHBI
mOHATh HHpopmanmuioo. B paMkax aAByx rpymnm, Kaxzgas u3 KOTOpsix cocroutr u3 10
Y4aCTHHUKOB, HeoOX0AuMO, 4ToObl mHpopManus B JIB Oputa HaiiseHa u monara 16 uz 20
y4acTHUKOB. Eciu pesynpraTsl He [JOTATHBAIOT JO JTOH TIPaHULBI, HEOOXOLUMO
nepecmorpets JIB u mpoBecTu gomonHUTenbHOe TecTHpoBaHMe. Eciu wucmomabsyroTcs
aJIbTepHATUBHBIE METOJbI TECTUPOBAHUSI, KPUTEPUU yCIleXa MOTYT ObITh MHBIMH. TeM He
MeHee HEe3aBUCHMO OT KDUTEpPHEB YcCIllexa KaXXAbIH BOIPOC MAODKEH CaMOCTOSTEIBHO
YAOBJIETBOPATH TAKUM KPUTEPUIM.

7.2.2. [loaroTroBKa oT4eTa, BKJIIOYaeMOI0 B JOCHE.

ITpu cocraBmeHMM OTYeTa, BKJIIOYaeMOIO B JOChE, II0/JaBA€MOTO YIIOJHOMOYEHHBIM
OpraHaM rocyAapCTB-4JIeHOB, HEOOXOZMMO y4ecTh OITyOIuKOBaHHbBIE peKoMeHaanuu. Kpome
TOTO, B OTUET 1IeJIeCO00Pa3HO BKIIOYUTH CIEAYIOUIVe PasfesIbl:

7.2.2.1. KnroueBsle cBemeHUs 111 6€30IIaCHOTO IPUMEHEHU .

Takve cBefeHUS HeOOXOZVIMO OIpeNeNUTh 3apaHee WHAMBUAYATIBHO IJIS KaXKIOTO
npenapaTa. Heo6xosuMo onucars, HA OCHOBAaHUM Yero IOJy4YeHBI BOIPOCHI, OPUEHTUPYSICH
Ha KJIIOYeBBIE CBEJIEHUS 110 0e30I1aCHOMY IIPUMEHEHUIO.

7.2.2.2. Be1OOp y9aCTHUKOB U UX AeMorpapudecKre XapaKTepUCTUKH.

Heob6xommMmo ommcarh, HACKOJBKO TeCTHpyeMas IIONMyJAIuA OTpakaeT Hambosee
BEPOATHYIO IOIYJIAIMIO IAIlMeHTOB PAacCMAaTPHUBAaeMOTO IIperapaTa KakK IO IIOJNY, TaK H IIO
BO3PaCTHOMY AMAIla30HY.

B menmsx wuckmioueHuss cucTteMatudeckux omuOok (bias) HeoGXOmMMO OIKCATh
KPUTEPHUHU HEeBKIIOUEHUS U yPOBeHb 0Opa30BaHUs YIaCTHHUKOB.

7.2.2.3. AHanu3 10 KaXXJ0H IPOTEeCTUPOBAaHHOMN I'PYIIIIE.
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I'padmyeckoe mpezcraBieHue ABIAETCA HAIJIEXKAMUM CIIOCOOOM  JOHECEHH
MHPOpPMAUWM, OZHAKO TIpadUKU JODKHBL OBITH YETKO IIPOMAapKUPOBAHBI U  JIETKO
IIO/IIaBAThCSA MHTEPIIPETAIUN.

Kaxxzp1it BoIrpoc f0JKeH BBIIEeP:KaTh COOTBETCTBHE KPUTEPUAM ycIlexa.

Heobxomumo upeHTHOUIIMPOBATE BOIIPOCHI, C KOTOPBIMH y YYaCTHUKOB BO3HUKIU
3aTpyAHEHUA. OTHU 3aTPyJHEHUA MOTYT BO3HUKATh IIPU IIOMCKe M (MIM) IOHUMAaHUU
MHPOpMaIHUH.

Ilpy uCHONB30BaHUM TAaKUX CYOBEKTHBHBIX KDHUTEPHUEB, KaK «JIETKO», «C
3aTPyJHEHUAMU» U T. M., HEOOXOZMMO OIIMCATh, KaKUM OOpa3sOM YYaCTHUKU HAXOAUIU
nHpopmanyio. HeoO6XomuMo yYHTBIBATh, YTO OKCIEPTHI YIIOJHOMOYEHHOTO OpraHa
rOCyZlapCcTBa-ujeHa HETaTUBHO OTHOCATCA K BBIPOKEHHAM «C 3aTPySHEHHAMU» WU «C
OGONMBIIMMU  3aTPYSHEHHUAMH», II09TOMY HEOOXOZUMO IIPOaHAJIN3UPOBATh, HACKOIBKO
JIETKOCTb IIOMCKAa HHGOpMaluy ObUIa yIy4lleHa IIPpH BHeCeHUHU u3MeHeHwuil B JIB.

Heobxomumo mpenyioxure usMeHeHMsa K JIB, HampaBieHHBle Ha yCTpaHeHUe
3aTPyAHEHHUM.

Heo6xoa1M0 IOBTOPHO ITPOBECTH TeCTHPOBAHUE M COCTaBUTH II0 HEMY OTYeT.

7.2.2.4. XapakTepucTuKa 0OpaTHOM CBS3M CO CTOPOHBI yYaCTHHUKOB OTHOCHUTEIHHO JIB
U IIpeJiCTaB/IeHYe U3MEeHEeHHH, yYUTHIBAIOIIUX BCe BOIIPOCHI OOIIEro XapaKkTepa.

7.2.2.5. Bce Bepcuu JIB.

7.2.2.6. IlepBuuHble JaHHBIE, IOJyYeHHbIE 110 pe3yJIbTaTaM MHTEPBBIO, IIPeICTABIIATh
He CJleflyeT, [JOCTaTOYHO IIPeJOCTaBUTh pe3loMe YCTHBIX OTBeTOB. Eciam morpebyioTcs
TOIOJIHUTE/IbHbIE CBeZIeHN, B XO/le DKCIIEPTU3HI OyZeT CZeslaH 3alIpoC O HeOOXOJUMOCTH ee
IIpeICTaBIeHHUS.

VupuBupmyanbHble CBeJeHHSA O TECTUPOBAHMU KaXJOTO YIaCTHHKA IIPeJiCTABIATh He
tpebyercs. IlockonpKy TecTupoBaHuio moasepraercs JIB, a He yuacTHHKHM, Takue JaHHEIE He
ABJIAIOTCA 3HAYMMBIMHU.

7.3. O6croATensCTBa, TpeOyomMe IPOBeIeHUA TeCTUPOBAHMA

Ecnu mpoBoamiock IIONB30BaTeNbCKOE TeCTHPOBAaHME, B JIOCke HEOOXOJLUMO
BKJIIOUUTD TIOATBepKAeHHe 3Toro. [Ipm perumcrpammu BOCIpOM3BeZeHHOTO JIeKapCTBEHHOTO

mpemapata (6moaHaymora) 3asdBUTENh TAKXKe MOXKET IIPOBOJUTH  IIOJIH30BATENIBCKOE
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TeCTUpOBaHHe. BMecte ¢ TeM ©OTO He O3HAaYaeT, YTO HEOOXOAMMO IIPOBOJUTH
IIOJIB30BaTEIFCKOE TeCTUpOBaHuUe (ero aHasnora) aus Bcex JIB.

[Tpu mpoBemeHWU TIOJIB30BATENBCKOTO WKW KMHOTO TECTHPOBAHUSA HEOOXOLUMO
WICIIOJIb30BATh IIOJHOIBETHHIHM MakeT JIB ylekapcTBeHHOTrO mpemapara, BBOZUMOIO B OGOPOT.
He momyckaeTcs uCIIOIB30BaTh TEKCTOBYIO BEPCHUIO, IIOCKOIBKY AU3aiH M BEPCTKA OKAa3BIBAIOT
CylLeCTBEHHOe BJIMSHME HA CIIOCOOHOCTh IIAI[MEeHTAa HAXOAWTh M IIOHHUMATh KJIIOUeBhIe
CBeZleHU i 6e30I1aCHOTO IPUMEHEeHNUS.

JIB 7exapCTBEHHBIX IIPEIapaToOB, BBOAMMBIX MEIUIMHCKUMU pabOTHHUKaMu B
GOTBPHUYHBIX YUPEXAEHUAX, TaKKe MOTYT COZEp)KaTh [aHHble, IIOJTBEPXKAAIOUINeE
cob6iroileHre HOpM paszena 4 Hacrosmux Tpe6GoBaHuUIL.

B cremyromux ciygasx sagsuremio ([IPY) ciaemyer mpemycMoTpers mpoBeneHUe
II0JIB30BATEIFCKOTO WM aHAJOTUYHOTO TecTHpoBaHUA JIB, IOCKOIBKY NpezcTaBieHUE ero
pesynbTaToB  OyZeT  CIOoCcOOCTBOBAaTh — IPEAYIPEXIEHWIO  BO3MOXKHBIX  3aMeYaHWil
YIIOJTHOMOYEHHBIX OPTaHOB (9KCIIEPTHBIX OPraHU3aIWi) TOCYyZapCTB-YJIE€HOB OTHOCHUTEIBHO
HeHaJ|JIe>Kalllero KayecTBa HHGOPMAIUY, IIPeICTaBIIeMO TalleHTY:

JIleKapCTBEHHbIE IIpenapaTsl, COJEpiKallfhe HOBbIle XUMHYECKUe COeIUHEHUs WU
BBINTyCKaeMble B IIPUHIIUIINAIBHO HOBBIX JIEKAPCTBEHHBIX HopMax;

JIeKapCTBEHHBbIE IIPeIaparsl, IOABEPTIINeCS U3MEHEHHUIO YCIOBUM OTITYCKa;

JIeKapCTBEHHbIE IIperaparbl, B paHee IpoTecTHpoBaHHBIN JIB KOTOpPBIX BHECEHBI
clefyioliyie 3HAYUMble HOBbIE CBeIEHUA IT0 6e30II1aCHOCTH:

IoGaByieHre OOJIBIIOTO KOJIMYECTBA HOBBIX KIMHUYECKUX peKOMeHIaunuil (B o6beMe,
IPEBBIIAIOIEM eJUHUYHBIE CJI0BA WJIM (pas3bl) BCIEACTBHE OTPAaHUYEHWI B CBI3U C
6€e3011aCHOCTHIO;

BKJIIOUEeHMe HOBBIX IIOIYJIALMH NAaleHTOB KaK CIe/CTBYUe PAaCUIMpeHUs IIOKa3aHUU K
IPUMEHEHUIO IIperapaTa.

OTH u3MeHeHUs MOTYT IIPHUBECTH K CMeU[eHHI0 OJIOKOB TeKCTa 3a4YacTylo C
yMeHbIIeHreM Kerjis umpudra, IepeopueHTanuy uHGOpMAaUMM, U3MEHEHHIO ou3aiiHa u
BEPCTKH 3a4aCTyI0 C BKIIOYEHUEM [OIOTHUTETBHBIX KOJIOHOK MJIM IIEepexXony K Qopmary
OykieTa. YKasaHHble W3MeHEHHUsA [u3aliHa, KOTOpble He OBLIM IIPOBEpEHBI B paHee
IPOBEZEHHOM IIOJIB30BAaTENIbCKOM TECTUPOBAaHMHM WM C IIOMOINBIO IIPOBEJEHHOTO

CBA3YIOLIETO MCCIE€NOBaHUA, 3daIBHUTEIO (,ZLPV) cilenyeTr paCCMaTpuBaTh KdK OCHOBaHUE [JIA
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IIpe/iCTaB/IIeHUs [OIOJHUTEIBHBIX [JAHHBIX, IOJTBEPXKAAOWNX COOII0JeHre TpeOOBaHUM
paszeina 4 Hacrosmux TpeGoBaHUH.
3a YaCTHBIMH PeKOMEHJAIUAMU 3agBUTENIAM PEeKOMeHJyeTcsa OOpamaTsCca 3a

KOHCYJIbTallie# B YIIOJJHOMOYEHHEIE OPTaHbl TOCYAapCTB-4IEHOB.

IIpu BHeceHuMM CylIeCTBeHHBIX U3MeHeHUH B Ju3allH U BepCTKy paHee
npoTectupoBaHHOro JIB 3avacTyio TpebyeTcs CKOPpEKTHPOBAaTh €r0 pa3Mephl JIHCTA, YTOOBI
COOTBETCTBOBATh HOBBIM  IIPOM3BOACTBEHHBIM MowHOCTAM. Eciu opueHTanus u
pacrosnoxenue HHGOpMalluy He U3MeHAeTCs, IIpOBe/leHHe JOIOJIHUTEeNIbHOTO TeCTUPOBAHU
WJIU CBA3YIOIIETO HccaefoBaHuA He Tpebyercsa. C Ipyroi CTOpOHSI, U3MeHeHNe OpHUeHTaIu!
CTpaHWUBI ¥ (MIM) pa3Mepa TeKCTa M BBeJleHWe aJbTepHAaTHUBHBIX (OpMaTOB (Iepexon Ha
dopmar Oykyera) cCiefyeT pacCMaTpUBaTh KaK OCHOBaHHE A  IIPOBeJeHUA
JOTIOTHUTEIBHOTO CBA3YIOIIETO MCCIe0BaHUA, (QOKYC-TPYIIIBI MIM B HEKOTOPBIX CIydadx
IIOJTHOIIEHHOT'O II0JIb30BaTeIbCKOTO TeCTUPOBAHNA.

Ecnu mMapkupoBKa CIy>KHUT LieaM JoBefleHHs MHbOpMalluy, yKa3aHHOI pasgenoMm 4
HacToAmux TpeOOBaHMIL, 5TO TAKXKe CIefyeT pacCCMaTpUBaTh KaK OCHOBAHUE JJIA IPOBeJIeHUS
II0JIB30BaTeIbCKOTO TECTUPOBAHMUA.

ITonp30BaTeIBCKOE MUIM QHAJIOTUYHOE TECTUPOBAaHME He TpeOyeTcs, eCIu M3MEeHEeHHI
He IIpe/IosaraioT BHeceHue B JIB HOBoro cioBa miu ¢passl B paHee IPOTECTHUPOBAHHBIN
paszes WM NIpY M3MeHeHMH Ju3aiiHa M BePCTKM He BIMAIOT Ha PaCIoJIOKeHHe WIH pa3Mep
IIpe/iCTaBIIeHHON NHPOPMALHH.

7.4. IIpoBeeHuMe CBA3YIOMIETO UCCIEOBAHUA.

ITonarue «cBA3pIBaHUe» TpuMeHsAeTcs K JIB, koTopsle mocTaTo9HO 61M3KH (ITOJ00HBI)
KaKk II0 COJlepKaHWIo, TaK M BepcTke. llpu cBA3BIBaHMM YCIIeNIHOe II0JIb30BaTeIbCKOe
tectupoBaHue JIB poxurensckoro JIB MOXHO MCIIONB30BaTh B KauecTBe OOOCHOBAaHUA He
IIpoBeJleHUsA TeCTHUpoBaHUA aHanmoruyHbeix JIB gmouepnux JIB. B Hekoroprix cirydasax
nouepaue JIB MoryT mosjaraTbca Ha pe3yJIbTaThl TeCTHPOBAHUA HECKOJBKUX POJUTEIBCKUX
JIB.

[TockoneKy musaiiH u BepcTKa MHQOPMaLMM ABIAIOTCA KIOYeBHIMU (aKTopaMu ee
WCIIOJIB30BAaHUA ¥ IIOHMMAHHSA, B IeJIIX YCIIeIIHOTO CBA3BIBaHUA nouepHue JIB moymxmHEI

HMMeTh TOT K€ JM3aiH, BePCTKY U CTUJIb H3JIOXKeHUd, 4To U popuTenbckuit JIB. CaaspiBanue
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He OyzeT 0J00peHO yIOJIHOMOYEHHBIM OPTaHOM TOCyAapCTBa-dIeHa, eCIH 3TH YCIOBUS He
BBII€P>KUBAIOTC.

7.4.1. KinroueBsle cBefieHUA 11 6€30IIACHOTO TPUMEHEHHU .

B memAx  ycCHemrHOro  IIOJIB30BATEIBCKOTO  TECTUPOBAHMA  HEOOXOLUMO
3a0/1aTOBpEMEHHO OINpEeNeNUTh KIIOUeBble CBeJeHUs Mg Oe30IIacHOTO IpPUMeHEeHUS
paccMaTpUBaeMoOro JeKapCTBEHHOro Ipemapara. /IjIs KaXZOro JeKapCTBEHHOTO IIperapara
3TH cBeZieHUA OyxyT pasandaTsca. OIMPOCHUK JODKEH YIUTHIBATh OTH KIIOUeBbIe CBeJIeHUS U
COZep>KaTh IOATBEPXKAEHHE TOTO, YTO ITALIMEeHTHI CIIOCOOHBI HAUTU U ITOHATH OTU CBEJEHUA C
IeIbi0 6e30IIaCHOTO IIpUMeHEeHUs JIeKapCTBeHHOro npemnapata. [lomo6Hoe moib3oBaTeIscKoe
TECTUPOBAaHHE BIIOCJHEICTBUM MOXXHO MCIIOJIB30BaTh B KadecTBe obOocHoBauus JIB,
COCTaBJIIEHHOTO TeM XX€ CIIOCOOOM B OTHOIIEHWM POJCTBEHHOTO IIpellapara. B cBasyromem
WCCIeIOBAaHNY KJIIOUeBBle CBeIeHUsA I Oe30IacHOTO IIpHMeHEeHHUs, COZepXKalluecs B
poznuTensckux u godepHux JIB, momxubl ObITh HAeHTHYHBIMU. OZHAKO CBeJeHUA IIO
6e30I1aCHOCTH, BBI3bIBAIOLIVE OCOOBIE ONAaceHUs, HeOOXOLUMO IIPOTECTHPOBATH B OTHOUIEHUU
Kaxxgoro modepHero JIB.

7.4.2. ®opmat, gu3aifH U BEPCTKA.

[usaiin u BepcTka JIB ABIAIOTCA OCHOBOIIOJATAIOUIMMM AacIeKTaMHu IOJTydeHUs
HAI[MeHTAaMU KJIIOYEeBBIX CBeJeHWH II0 06e30IIaCHOMYy IIPUMEHEHUIO JIeKapCTBEHHOTO
IpelapaTa. 3aJOrOM YCIIENIHOCTY CBA3BIBAHUA ABIAIOTCA OOWMI MAM3aifH M BepCTKa
ponurensckux u podepHux JIB. OOmue musaiiH m BepcTKa BKJIIOYAIOT B Ce0f Clemyoliye
Ba)KHBIE aCIIeKTHI:

TapHUTYPY U KeTJb UIPUPTa;

3aTOJIOBKU U ITO/I3aTOJIOBKY, BKJIIOYAs OJHOPOZHOCTD X PACIOIOKEHMUS;
pasMeps! JIB, BKTI09as KHIDKHYIO (QIBOOMHYIO) OPUEHTAIIUIO CTPAHUIIBL U YHCJIO KOJIOHOK;

HICIIOJIb30BAaHME IIBETOB U BBIOOP IIBETOBOI I'AaMMBI;

CTWJIb U3JIOKeHU ¥ POPMYIUPOBKHY;

BepCTKa KpUTHU4YeCKUX paszenos JIB, kacaromuxcs 6e301acHOCTY;

HICIIOJIb30BAaHME MIKTOTPAMM.

Kaxgsrit HoBBIH musaifH JIB (c KOHKpeTHBIMU pasMepaMu) MU BapHaunuu B popmare

mpescTaBieHus — (HampuMmep, OyKJIeT) JODKHBI — IIPOWTH  HECKOJBKO  YCIIENIHBIX

IIOJIB30BATEJIIBCKUX TeCTI/IpOBaHI/IfI, 4TOOBI AOIIYCKaJIOCh HCIIOJIb30BAHME OCTA/JIbHBIX .HB,
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CXOXHX 1O QopMaTy, B CBA3yIONeM HCCIefOBaHHH. KoynuecTBO HeOOXOZUMBIX
IIOJIB30BATEIBCKUX TECTUPOBAHMI KOHKpPeTHOTo QopmaTa OyZeT 3aBHCETh OT CIOKHOCTHU
IIpe/icTaB/IgeMOl HHGOPMAIUY B KaXXJZOM KOHKPETHOM CJIydae U IIOZJIeKUT OIpefeJIeHUIO B
WHIWBU/YaJIBHOM IIOPATKe.

7.4.3. IlpuMeHeHMe IPAaKTUKU CBA3BIBAHUA.

Hixe ykasaHBI 06CTOATEIBCTBA JOIMYCTHMOCTH CBA3BIBAHHA C aHATH30M KPHUTEpHEB
IpueMJIeMOCTH. Bo Bcex ciaydadx IiesieBasd IIONYJANUA IIAUMEHTOB JOJDKHA OBITH
OJMHAKOBOM.

a) Pacurmpenue nuneiiku.

CpsassiBaHMe, KaK IIpaBHJIO, JOIyCTMMO B oTHomeHun JIB ¢ Toit ke
bapmMakoIOruyecKy aKTUBHOM JacThIO MOJIEKYJIBI JeHCTBYIOIETO BelleCTBAa IIPU Pa3THIHBIX
IO3WPOBKaX WM IIyTAX BBeZleHMA. B oTuxX ciy4agx B KadecTBe poxurensckuM JIB momxen
BICTynaTh JIB, comeprkamuii Hanbosee CIOXKHYIO AJIA HalleHTa HHPOPMAIIUIO.

Hampuwmep, JIB Ha puazenaM B JIeKapCTBEHHOH GopMe «pacTBOP AJIA ITpueMa BHYTPb»
MOXXHO BBIOpATh B KauecTBe poguTenbckoro JIB Ha guaszenam B TabneTkax (mouepHuit JIB).

Ecnm mexapcTBeHHSBIM IIpemapaT HMMeeT COCTaB, KaK IIPaBUJIO, He IIOCTABJIAEMBIH
HaIleHTaM JJIf CaMOCTOSTEJBHOTO IIPUMeHeHMs, COOTBeTCcTByomui JIB MOXHO cBA3aTh C
JIB Toro >xe mpenapara, IpUMeHAEMOIO CAMOCTOATEIBHO.

Hampuwmep, JIB Ha MHBEeKIMOHHBIN AuasenaM (JOodYepHUIT) MOXHO cBa3aTh ¢ JIB Ha
IyaselaM B JIEKAPCTBEHHOM (HopMe «pacTBOP I IpueMa BHYTPb» (POSUTENBCKUI).

Ecniu moTeHmmampHO CXOXKMe IIpelapaTel TpeOyIOT IOHMMAHUA IIAIIMeHTOM
CYIIeCTBEHHO Pa3IUYaIONIUXCA CIIOCOO0B IPIMeHEeHNUs, IPUMEeHIIOTCA pa3InYHble KPUTePUU
(HampuMep, MHTAJIATOpP M IJIACTHIPh). B JaHHOM ciy4yae HeoOxozuMo OyzeT obecredyuTsh
yCIIeIIHOe IIPOXOXKJeHHe II0JIb30BATeIbCKOTO TEeCTHPOBAaHUA HHGOpPMALUM, Kacaroueics
pexxuma gosupoBaHuA. OpHako gouepHmii JIB MoxeT mosjaraTbca Ha pe3ysbTAaThI

II0JIB30BATEJIIBCKHNX TECTI/IPOBaHI/II‘/)I, IIpOBEAEHHBIX Ha JINCTKaX HECKOJJBKHUX IIPEIIapaTOB.

Hanpuwmep, x JIB Ha MHTaIAUOHHBIN CaJbOyTaMOI (JOYEPHUII) MOXHO IIPUMEHUTH
«IBOMHOe CBA3BIBAHUE», CBA3aB ero ¢ JIB Ha mpemapar canpOyramorna Ajid IIpueMa BHYTPE,
IpONIefIINI yCIIeIIHOe IIOJIb30BAaTeIbCKOE TeCcTHpoBaHMe (B yacTu HMHGPOpPMALUH,

Kacaromeics GpapMaKoJIOTMYeCK! aKTHUBHOM YaCTU MOJIEKYJIBI [eHCTBYIOIIErO BeLleCTBa), U
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JIB Ha mpemapar OekJiOMeTa3OHAa C UIEHTUYHBIM HHTAJIATOPOM (B 4YacTH WHQOpPMAIUH,
Kacaromeicsa JOCTaBKM).

Ecnu noprdens xoMnaHnuy BKIOYaeT B ceOs pAJ CTAHJAPTHBIX JIEKaPCTBEHHBIX (popm
IJIsL MECTHOTO IIpUMeHeHUs (Mas3H; KpeMa; IJIa3Hble, YIIHbIe M Ha3aJIbHbIE KAIUIW VUIM Ma3H
(kpema), mpemapaThl [AJsg KOXU BOJOCHCTOM YacTH TOJIOBBI, JIOCHOHBI), OTJEJIBHOE
TECTUPOBaHME WHCTPYKIUI II0 IPUTOTOBJIEHUIO W TPHMEHEHWIO IIpelapata B HOpMe He
TpebyeTcs, eCI TOJIBKO OHU He COZepKaT HeIPOTECTUPOBAHHBIE ITINKTOIPAMMBI.

ITpu sTOM coxpaHsercs TpeGoBaHMe OO OJWHAKOBOCTH AM3aiiHAa, BEPCTKU M CTHIISL

n3noxeHus fouepHux JIB;

6) JTleKapCTBeHHbIE IIpelapaTsl U3 TOTO e (PapMaKOJIOTHYeCKOro KIacca.

CBa3bIBaHMe, KaK IIpaBWIO, IpuemiaeMo B orHomeHuu JIB Ha snexapcTBeHHBIE
IIperapaTrsl M3 TOTO XK€ TepaleBTHYeCKOTO Kjacca IPH YCJIOBHM CXOXECTH KIMHUYECKHX
CBeJleHUM, COJEepXKAlluXCI B CBOJHOM XapaKTepUCTHKe Iipemapara (M, KakK CIeJCTBHeE,
nHpopmanyuu B JIB). BakHO, 4TOOBI KilOYeBBIe CBeZeHUA IO GE30IIaCHOMY IIPUMEHEHUIO
POICTBEHHBIX IIpenapaToB ObUIM cxoxuMH. Bmecre ¢ Tem ¢opmar u Bepcrka JIB,
IIO/IBEpPTaeMBbIX CBA3BIBAHUIO, JOJDKHBI OBITH OZMHAKOBBIMU. JTO O3HAYaeT, 4To JodepHuit JIB
HeoOXOZMMO IIepecMOTpeTh M IPHUJAATh eMy IU3aiiH, BePCTKY U JUHTBUCTUYECKUH CTUIIb,
KOTOpBIe COOTBETCTBYIOT poauTenbckoMy JIB, koTopeiii mozBeprcsa moiIb30BaTeIbCKOMY
TeCTUPOBAHMUIO.

TepameBTudecku cxo)kue IIpenapaThl — 5TO TPYIIa JIeKapCTBeHHBIX IIpelapaToB CO
CXOXXMM MeXaHu3MOM JelictBud. Hibke mpuBosATCa mpuMepsl, IPU 3TOM BKJIIOYEHUE 3THX
TepaleBTUYECKH CXOXXKUX IIPUMEpPOB B IIpeJielax KOHKPETHBIX KJIACCOB HeOOSI3aTeNbHO
O3HA4aeT, YTO CBA3bIBAHHE OYJeT yAOBJIETBOPATH BCeM TpeOOBaHUAM B oTHouleHuu JIB Ha
clenyiomue KaTeTOPUHU IIpeIapaTos.

CepZieIHO-COCYAYICThIE ITPemapaThI:

THA3HUHBIE U OUYPETHKU IOA06HOTO feCTBUS;
[-ampeH0GIOKATOPSI;
MHTHOUTOPHI aHTMOTEeH3UHITPEBPALIAOIIero pepMeHTa;

CPeACTBA, BIMAIONKE HA IEHTPATbHYIO HEPBHYIO CUCTEMY:

CeJIeKTUBHbIE MHIMOUTOPBI OOPAaTHOTO 3aXBaTa CEPOTOHMHA;
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TPULUKINYECKIe U CXOXKIe aHTHUIeIIPeCCAHThL;
AQHTUTUCTaMUHHbIE [IPeraparsl;
OeH301a3eIINHBbI;

OIIMOUIHBIE AaHAIBIeTUKY;

IIPOTMBOMHUKPOOHSIE IIPEIapaTh:

MeHUIMJUINHEL, IedayToCIIOPUHBI U MaKPOJIHU/EI;

IIPOTUBOTPHOKOBBIE IIpeIapaThl;

CpPeACTBa, BIWAIONMME Ha  KOCTHO-MBIMIEYHYIO  CHCTEMY:  HeCTepOMJHEIe
IIPOTUBOBOCIIA/INTE/IbHBIE TIpelapaThl;

SHZIOKPHHOJIOTHIECKHE I€KAPCTBEHHBIE IIPENapaThl: III0OKOKOPTUKOU/IBI;

IIPOTUBOOITYyXOJIeBbIe JIEKAPCTBEHHbIE IIPeIapaTsl: aTKWINPYIOLIVie IIUTOCTaTUKU;

JleKapCTBEeHHbIE IIpenaparsl, MCIIOIb3yeMble /IS BHYTPUBEHHOT'O IIUTaHNUS;

JIleKapCTBeHHBbIe IIpelapaTsl, pHMMeHseMble B aKylIepCTBe ¥ THHEKOJIOTHH: IIepopabHbIe
KOHTpAIeIITUBHI;

JleKapCTBeHHbIe IIpelapaThl, pacCMaTpUBaeMble B KaueCTBe YWIEHOB OJHOI TPYIIBI Ha
OCHOBaHMHU OOJACTM WX IPUMEHEHHH, HO KOTOpble (DaKTHYEeCKH COZepKaT IIpelapaTsl C
PasIMYAIOMUMUCS MeXaHM3MaMU JeHCTBUSA M KIOYeBBIMU CBeJIeHHAMHU II0 0e30IIacHOMY
IIPUMeHEeHUIO, ITOABePraloTCs SKCIIepTU3e B MHAUBUIYaIBHOM IOPAIKe.

B orHOmeHnuu ciesyromux JeKapCTBeHHBIX IIPeNapaToB, KaK IIPaBUJIO, HEBO3MOXHO
IIPOBECTU YCIIEIIHOEe CBA3BIBAHME BCJIEJICTBHE PO3HAIMUXCA KIMHUYECKUX AacIeKTOB HX
IefCTBUA U IPUMeHeHHA:

aHTHApUTMUYeCKUe IIpenaparsl, Takhe Kak aMHMOJapOH U JU30MHUPaAMUT;

IPOTUBOSIMJIENITUYECKHe  IIpelapaThl, TaKue KaK  BaJblIpoeBas  KHCJIOTa,
JIAMOTPUKUH U PEeHUTOUH;

60e3HB-MOgUUIVPYIOIIYE IPOTHBOPEBMATHYECKHe IIpelaparhl, TaKue Kak
IIpelapaTsl 30J10Ta ¥ MeHUITWIAMUH.

B TepaneBruyeckux 061acTAX ¢ GOIBIUIMM KOJTHYECTBOM J€KaPCTBEHHBIX IIPEIIapaToB C
PasINYAIOIUMUCA MeXaHU3MaMHU AeiiCTBUA, HO MeHee KpPUTUYHBIMH KJIIOYeBBIMU aCIIeKTaMU

pIWIS: § 6e30I1aCHOro IIpUMEHEHN A BO3MOKHO CBA3bIBAHME, HAIIPUMED:

AHTAaOWAO0B 1 CIIA3MOJIMTHUIECKHX ITPEIIdPATOB;
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IIPOTUBOKAIIIEBBIX IIPEIIapaToB;

BUTAMUHOB;

IIpeIapaToB /I OpOlleHuUs II0JIOCTH PTa;

IIpeIapaToB 13 IPYIIIbI KePAaTOJIUTHUKOB.

B GonpurmHCTBe Cry4yaeB B KadeCcTBE POAUTEIBCKOTO BbiOMpaercsa JIB, comeprkaimmit
MHGOPMAIINIO, MAKCUMAIBHYIO II0 OXBAaThIBAa€MbIM aCIIeKTaM;

B) OJMHAKOBbIEe KJIIOUeBble CBeJeHU 110 6e30I1aCHOMY IIPUMEeHEeHUIO.

Ecnu xmioueBble cBefieHHA 1O Ge301IacCHOMY IIPUMEHEHHIO, YCTAaHOBIEHHbIE I pAna
JIeKapCTBEHHBIX IIpellapaToB, CX0XH, a JIB chmpoekTupoBaHBI, CBepCTaHBl M HaIMCAHBI
UIEeHTHYHBIM CIIOCOO0M, CBI3bIBAHME JIETKO MOAJAaeTCsA 0O0CHOBAHUIO;

T') OZHOPOAHOCTH ITOIYJIALIMY IaIlIE€HTOB.

JlexapcTBeHHBIe IIpelapaThl B IIpefieslaX OZHOTO KJIacca, KaK IPaBUIO, IPUMEHIIOT y
OJHOH ¥ TOM ’XKe IOMyJIAIUY HAIMeHTOB. BMecTe ¢ TeM HeGOJIbIIOE KOTHMYECTBO IIPENapaToB
IPUMEHAIOT B HECKOJIBKUX TepaIleBTHUYECKHX OO0JIAaCTAX, HAIpUMep, IJIIOKOKOPTUKOUBL. B
TAKUX CJIy49agX MOXHO NpPHOerHYyTh K MJBOMHOMY CBA3BIBAHUIO, YyOeZWBIINCH, YTO
poxzutenbckue JIB, ¢ xoTopeiMu cBAsbIBaloTCA JodyepHue JIB, oXBaThIBAaIOT Bce KIIOUYeBbIe
CBeZleHH 0 6e30I1aCHOMY ITPUMEHEHUIO, O0YCIOBIeHHbIe IIPOTUBOIOKA3aHUAMU, OCOOBIMU
yKa3aHUAMY, MepaMU IIPeJJOCTOPOXXHOCTH M HeXeJIaTeJbHBIMU peaKIUAMH, a TakKxke
YUIUTBIBAIOT BOIIPOCHI, OTHOCAILIMECA K IIOKa3aHUAM K IPUMEHEHUIO U PeXUMY J03UPOBAHUS;

) KOMOMHUPOBaHHbIE TIPeIapaTsl.

JIB Ha KOMOMHMPOBAaHHBIN IIpelapaT B IeJIOM CJIeAyeT pacCMaTpUBaTh B KadeCTBe
poautensckoro JIB nmd 1memeil CBA3BIBaHMA OT[eJIbHBIX KOMIIOHEHTOB JodepHux JIB.
HeoGxomumo y6GemuThCs, YTO BCe KIIIOUEBble CBeZeHUsS IO 0e30IIaCHOMY IIPUMEHEHMUIO
OTZIeTPHBIX KOMIIOHEHTOB BKJIIOYEHBI B OIPOCHUK KomOmHuposanHoro JIB. [lomyckaercs
ncnonb3oBath JIB oTZenpHBIX KOMIIOHEHTOB B KauecTBe pojuTenbckux JIB m cBa3pIBaTh
KoMOuHupoBaHHEIH JIB B kKayecTBe JouepHEro IpU yCIOBU, YTO BCE PA3IMYMI B €TO BEPCTKE
U JJIMHEe YCIHeIIHO BBIJEp)Kalu II0JIb30BaTeJIbCKOEe TeCTUPOBAaHME B paMKax IIpelaparos,
BXOJAIIUX B IOPTQeIb KOMIIaHNHY;

e) kpatkue JIB jexkapcTBEHHBIX IIPEIapaTOB C BTOPOCTEIIEHHBIM TepaIleBTHYEeCKUM

e CTBHUEM.



30

Kparkue JIB Ha Takme mpemaparhl, KaK IIpaBWIO, He TpeOylOT INpOBeLEeHUS
II0JIB30BATEIBCKOTO TeCTUPOBaHUA. J[OCTaTOYHO IOJAraThCA HA YCIHEIIHble TeCTHUPOBAHMS,
IIpOBeZleHHbIe B OTHOIIEHWH APYTHUX IIPenapaToB B paMKax IMOpTQess KOMIAHUH, JaXe eClIH
OHH He IIPUHAJJIeXAT TOMY e TepalleBTHYeCKOMY KJIAcCy, HallpuMep BoJa JJi MHBeKIUH,
KpeMbl Ha BOJHON OCHOBe, TJIa3Hble KaIllId C TUIPOKCUIIPOIIMIMETHIIIEIIIIONI030H
(runpomesnios30ii);

) Ge3pelienITypHBbIe IIpenapaThl C Pa3JIMYHBIMU BTOPOCTEIIEHHBIMU KOMIIOHEHTAMU.

bespenennTypHsle nmpemnapaTsl ¢ HECKOJIBKUMU UHTPeAVeHTaMU MOXHO CBA3aTh C JIB,
KOTOpBle  YCIeIIHO IIPOIIIM TeCTUpPOBaHME OCHOBHOTO KOMIIOHEHTa, HaIpUMep,
KOMOMHUPOBAaHHbIE aHAIBIETHKM Ha OCHOBe Iapaneramosa. 1peGoBaHue 00 OJMHAKOBOCTH
dopmara JIB coxpansgercs.

3) MUKTOIPaMMBI.

ITukTorpaMMsl, ABIAIOIIAECT 3JI€MEHTOM COOCTBEHHOTO CTM/IA KOMIIAHUM, IOJJIeXaT
IIPOBEPKE B PaMKax II0JIb30BATENbCKOTO TECTUPOBAHUA. B IeNAX yCHEeIIHOTO CBA3BIBAHUS
IUKTOIpaMMBI fouepHuX JIB oHM [OJDKHBEI MMETh TOT JXe AM3aifH, pa3Mepsl U IIBETHOCTD, YTO
u popurenbckuii JIB;

1) CBA3BIBAHUE MEX/y KOMIAHUAMHU.

Kaxpas xoMmaHmus [gOJDKHA ONHMpaThCsa Ha coOCTBeHHBle aAaHHble. OmHAKo IpHU
HAJITUYUU paspelleHHs Ha JOCTYyI K KOMMep4YecKod MH(pOpPMAanUH OfHA U3 KOMIAHUN BIIpaBe
ucrons3oBath JIB mpyroit KoMmaHMW TP yCJIOBHH, YTO HMX JIeKapCTBEHHBIE IIPeIlapaThl
OJMHAKOBBIE (32 UCKIIOUeHNeM MHGOPMALHMH O KOMIIAHUM). B yKa3aHHBIX Cilydasx Nu3aiiH U
BepCcTKa paccMaTpuBaeMsbIX JIB mOJDKHBI OBITH MEHTUYHBI II0 BCEM PAaCCMOTPEHHBIM BBIIIE
acrekrtaM. Vcronrp3oBaHMe pasJIMYHBIX JIOTOTHUIIOB KOMIIAHUI [JOIYCTHUMO IIPU YCIOBUM UX
OIMHAKOBOTO pacIoyoXeHUs B AByX JIB um samarus umu cxoxeil mromazu. Heobxomumo
TaKXe IPeiCTaBUTh NeKJIAPAIlHIO, YTO 3aIBUTEb O3HAKOMJIEH C ZAHHBIMM TeCTHPOBAHHA Ha
OPUTHHAJIBHBIA IIpelapaT ¥ IOATBEPXKJAeT, YTO II0JIb30BAaTEIbCKOE TECTHPOBaHUE OBLIO
YAOBIETBOPUTEIHHBIM.

7.4.4. CocTaBieHHe 1 II0/jaya CBA3YyIOIIero OTYeTa.

Kaxzmoe perucrpamuoHHOe [OChe JOJDKHO COZEpXKaTh JaHHBIE, IIOATBEepPKAAOLINe
CIIOCOOHOCTH IALIEHTOB HaXOJUTh U IOHUMATh CBeleHNA, He0OX0AUMblIe JJI Oe30I1aCHOTO U

sbdexTuBHOrO IpuMeHeHUs. CBA3YIOIIMII OTYET — STO OTYET, He BKJIIOYAIOWUIN B cebs
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OpUTHMHaIbHBIE JaHHBIE, IOJAHHbIe B OTHOIeHUN pogurenabckoro JIB. Ilepen yTBep:xmenuem
nouepHero JIB HeoOXOAMMO IIpeACTaBUTH Pe3yJIbTATHL IIOTIH30BATEIBCKOTO TECTUPOBAHUS
poxurensckoro JIB m momyumts mx omoOpeHme. JTO He IPEIATCTBYeT OZHOBPEMEHHOM
nmozaye Heckonbkux JIB Ha sxcnepTusy;

a) BBIABJIEHME KJIIOUEBbIX CBEJIeHUH /711 6e30I1aCHOTO IIPUMeHEeHU.

B orgyere o cBA3BIBaHMM HEOOXOAMMO, B IIEPBYIO OdYepeflb, YKa3aTh KIIIOYEBhIE
CBeZleHH 110 0e30IIaCHOMY IIpHMeHEeHUIO, cofilepkamuecs B modepHeM JIB, u mokasaTs, Kak
OHU OBUIM yYTEHBI B TECTHUPOBAaHWH, NpoBefeHHOM C pomutenbckuM JIB. Ecniu xirioueBbie
CBeJleHUsA He UAEHTUYHBHI (3TO XapaKTepHO aa MHoOrux JIB, moaBepriuxcs cBA3BIBAaHUIO), B
CBA3YIOLIEM OT4YeTe HEeOOXOZMMO KPUTUYECKU OLEHHUTHh 3TH Pa3jIMuMsA U BKJIIOYUTH UX B
ompocHuK Ha pgodepHuii JIB. HeobGxomuMo mIpoaHajIH3MpOBaTh CXOXECTh KIIIOUEBBIX
CBeJieHUl;

6) BOIIpOCHI Au3aiiHa U BEPCTKU.

B o6ocHoBaHme CBA3YIOIETO KCCIEZOBAHUA HEOOXOZMMO IIPOBECTH KPUTHYECKOE
CpaBHeHUe Ju3aiiHa U BEepPCTKU [OOYepHUX U pojuTrenbckux JIB, a Takxke BBIABIEHHOH
CXOXKeCTH;

B) CJIOKHOCTH CBeJIEHUH U CTHUJIA U3JIOXKEHUS.

Heo6xopuMo mNpenCcTaBUTh aHATU3 CBEJEHUM, COZEPXKAUIUXCA B POSUTETBCKOM U
nouepHeM JIB, HeoOXOZuMMO IIpOAQHATM3UPOBATH M CPAaBHUTh CTHJIb U3JIOKEHUS,
WICIIOJIB30BaHHBIN B TuX JIB, a Takke CHOBa IMPOaHAIN3UPOBATH CXOXKECTh M CHHEPTU3M.

B xaxxzoMm ordere cieZyeT OTpasUTh BCE BOIPOCHI OOIIETO XapaKTepa, BO3HUKIINE Y
YYaCTHHKOB B XOZle IIOJIB30BaTeIbCKOIO TeCTUPOBAHUA, Kacalollyecs IOHPAaBUBIIUXCA U He
IIOHpaBUBIINXCA acmeKToB JIB.

7.5. IIpoBemenue ¢oxyc-TpymiL.

B pame ciayuaeB uenecoobpasHo mpoBeseHue (okyc-rpynmsl. QDoxyc-rpynma
HalleJleHa Ha OTZeabHyI0 yacTh JIB m mcmone3yercs B 0OOCHOBaHME OIpeIeeHHOTO €ro
n3meHeHus (nocie usmeHeHus OXJIII) man B KauecTBe 31eMeHTa HAYaJIbHOIN PeruCTpaniuu
IIpX HEBO3MOXXHOCTH CBA3BIBAaHUA OTZeNbHOTo acuekra JIB ¢ yxe 3aperucrpupoBaHHBIMU
JIIL.

Qoxyc-rpymma NPOBOAZUTCA AHAJOTMYHO IIOJHOLIEHHOMY  IIOJIh30BaTEIbCKOMY

TEeCTUPOBAHUIO. HPI/I 3TOM HOTPE6Y€TCH MEHBIINHI Ha6op BOIIPOCOB, IIOCKOJIBKY H3y4Y€HUE
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IIPOM3BOAUTCA B OTHOIIEHHNH JINIITH OT,I[EJIBHOfI yactu JIB. Bmecte ¢ Tem B Imesifax IMoJy4YeHMsI
HaZleXHbIX NdHHBIX, KOTOPhIE IIOABEPIHYTCA DKCIIEPTH3E, @OKYC—FPYHHY cilenyetr IIpoBOAUTD
B COOTBETCTBHMM C PEKOMEHAAUVAMU K IIPOBENEHHNIO IIOJTHOILEHHOTO IIOJb30BATE/IBCKOTO

TeCTUPOBAHUA.

ITockonpky mpoBeseHue GOKyC-TPyHIBl 3aHHMMaeT MeHblIe BpeMeHU, dYeM
IIOJTHOIIEHHOE II0JIB30BaTeILCKOe TECTHPOBAHHE, €€ MOXXHO IIPOBOJUTH CpelU y4YaCTHHKOB,
HaOpaHHBIX JJIA TOJTHOLIEHHOTO II0JIb30BaTeIbCKOrO TecTupoBanus JIB Ha Apyroii npemapar B

PaMKax TOM JXe cecCum TECTHUPOBAHU .

7.6. DxcmepTHU3a [JAHHBIX, IIPEJCTaBIeHHBIX BO HCIIOJTHEHHWe TpeOOBaHWIT paszerna 4

HacToAmux TpeGoBaHMIA.

OKCIIepT yIOJHOMOYEHHOTO OpraHa TOCyAapCTBa-WieHa CHayaja IIpoBepseT
coorBercTBHe JIB TpeGOBaHUIM, YCTaHOBJIEHHBIM 3aKOHOJATEIBCTBOM IOCYJApCTB-IEHOB,
IIpelyCMOTPEHHBIM pasziesioM 4 Hacroamux TpeGoBaHMI, BKIOYAsd MOPANOK IIPeCTaBIeHUS
MHPOpMaIUH.

3areM OLIeHMBAIOTCA AU3aiH U BepcTKa JIB, BKIIOWas rapHUTYpy H Kerab mpudra, a
TaKXe CII0COO W3JIOKEeHHA CBefleHHH M IPUHHUMaeTCi pelleHHe o0 ymoboumraemoctu JIB,

IIpeAHa3HAYE€HHOTI'O K BB€J€HHUIO B O6OPOT.

[anee ompeznensercs kitodeBas mHpopManus o 6e30I1acHOCTH, HeOOXomuMas IJIst
6e30I1aCHOTO TPUMEHEHUs JIeKapCTBEHHOTO IIpenapara, ¥ yCTaHaBIWBAETCs, COBIIAIA I OHA
C OIIpe/ieJIEHHBIMY 3asIBUTEIEM KJIIOUEeBBIMU CBEJIEHUSIMU II0 6e30I1aCHOCTY, BKIIOYaeMbIMHU B

IIPOTOKOJI H OIIPOCHUK Ha JIB AJIA HeJIEfl II0JIB30BATEJIBCKOT'O TECTUPOBAHUA.

3aTeM dKCIepTH3e IIOZBepraeTcs II0Jb30BaTeIbCKOe TEeCTHpPOBaHME WIM HHag (opma
KOHCYJIBTAIIUM C IeJeBBIMH TpyIIIaMH IAIIMEeHTOB. OJKCIIEPT IIpOBepseT [JaHHEIe,
O TBEPKJAIONVe CITIOCOOHOCTh YYaCTHUKOB IIOHATH KJII0UeBble CBeJEHH 10 6e30I1aCHOCTH,
yCTaHOBJIEHHBIe [0 Hayaja TeCTUPOBaHUA. OKCIIEPT IIpOBepsAeT TakKe IIPUTOLHOCTD
CyOBEKTOB, IIO3TOMY B OTYeT HEOOXOZMMO BKJIIOYUTH MJOCTaTOYHBIE CBeJeHUS 00 HuX
6uorpaduy M WX 3HAYMMOCTH /JIA IIeJIeBOM IONyJIANUM IIaIlieHTa PacCMaTPUBAEMOTO
IIperapaTa. Y YaCTHUKOB He JOITyCKaeTCs BKJIIOYATh B IOJ0OHOe TECTHPOBaHMe dalie, dyeM 1

pa3 B 6 Mecs1ieB.
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Ecan AdaHHbBIE€ CBHUAETECJABCTBYIOT O TOM, UYTO IIdOMEHTBI CTAJIKHBAIOTCA C
3aTPpyOJHEHUAMHU IIPH OIIPpE€AEJI€EHHBIX BOIIPOCdX, MOXET l'IOTPe6OBaTBCH IIepecMoOTp croco6a

YKa3aHWA CBEIEHUI.

8. BrirtoueHMe ONOJIHUTEIPHON MHPOPMAIIUHI

8.1. O6wmue monoxeHus.

B MapkupoBKy JekapcTBeHHOro mpemnapara u JIB gmomyckaeTcs BHeceHHe HMHBIX
cBesienuit, He nporusopevamux OXJII, monxesHsIx A manueHTa ¥ He HOCAIINX PEKJIAMHOTO
XapakTepa.

[TauyeHTHI, TpUHUMAIOUIYE HA [OJITOCPOYHOM OCHOBE JIeKapCTBEHHBIE IIpeIlaparsl,
OTITyCKaeMble IIO PeLeNTy, MOTYT Hu3BJI€Yb IIOJb3y M3 [JOIOJIHUTEIBHBIX CBEINEHUU O
MeXaHU3Me [JeHWCTBUSA JIEKapCTBEHHOTO IIperapara ¥ 3a00JIeBaHMM, IIPU KOTOPOM OH
IPUMEHSETCS.

K cBenmenusam, paspemleHHIM B paMKaX JAHHOM KaTeTOPUM, OTHOCATCS
IOIIOJTHUTE/IbHbIE JaHHblE O IPUMEHEHHe JIeKapCTBEHHOIO IIpellapara, a Takxe ooOuiue
CBeZleHH O 3a00JIeBaHUM U CIIOCO0AX €To JIeYeHNU .

8.2. CcpuTKM Ha ApyTHe UCTOYHUKY MH(POPMALHIH.

JIB pya manueHTa MrpaeT KJIIOUEBYIO POJb B JOBEJEHUHU IO IAIIMEHTOB CBETEHUI O
JIEKapCTBEHHOM IIpelapare U COAeiCTBUY ero 6e30I1aCHOMY IIPUMEHEHHUIO.

OcHOBHOI! I1eJIBI0 KOMITAHUI ZODKHO OBITH co3manue JIB, comepkauiero Hagmexaiye
CBeIeHHS O JIeKapCTBEHHOM IIpellapare, OJHAKO TOJNBKO cBeZeHus JIB He wMoryt
YAOBJIETBOPUTHh BCe IIOTPEOHOCTH IIAIIMEHTOB B HeoOXomuMo# uHOOpPMAnuHM IJIt
obeclleyeHNs IIPaBHJIBHOTO U 0€30IIaCHOTO IIPHMEHEHMS JIeKapCTBEHHOTO IIpeliapara.
[TaryenTamM,  NIPUMEHSIOIMM  JIGKAPCTBEHHBIH  IIpemapaTr,  MOTYT  TpeboBaThCA
IONONHUTENbHble  cBefleHuA.  Hacrosmwme ~ TpeGoBamms  comepskaT  OIMCAaHHe
TOIIOJTHUTEIBHBIX Mep, KOTOpble MOXKHO IIPUHATH B IleyaX Hcroibs3oBaHug JIB B xavecrse
CCBUIOYHOTO [JOKYMEHTa Ha JApYyrue HCTOYHUKM WH(POPMAIUU IJIA MAIMeHTOB, HaIpUMep,
CBeJIeHUA O NMAlMEeHTCKUX OPTaHU3alUAX U YCIyraX, OKa3bIBaeMbIX IIPOM3BOJUTENIEM, TaKHe

kak JIB, xxypHansl u TesedoHHas noagepikka. JusaitH Bcex MHPOPMAIMOHHBIX MaTepPHaIOB
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IOJDKEH  CIIOCOOCTBOBAaTh HMH(POPMUPOBAHHOMY IPUHATHUIO IAIIMEHTAMH  peIleHUH
OTHOCUTEJIBHO CBOETO 37J0POBBAL.

Kpowme Toro x JIB npumeHnsIoTCA 3 KII0U€BbIX IIPUHITUTIA!

ceemenus B JIB momxubBl O6bITh coBMecTMMBI ¢ OXJITI, TOo ecThb cBemeHHA IOOJDKHBI
KacaTbCs 3aperuCTPUPOBAHHBIX IIOKA3aHMM K IPUMEHEHUIO U peXuMa JO3HMPOBAHUA
JIeKapCTBEHHOTO IIpelapara;

cBesieHn B JIB mODKHBI OBITH IOJIE3HBIMH HAaIlMeHTaM M (MJIM) YXaXXUBAIOUUM JTUIIAM
B Ka4eCcTBe 00pa3oBaTeIbHBIX MaTepPHAIOB;

JIB He [mOKHBI HOCHUTH PEKJIAMHBIN XapaKTep: CBeJeHUSI O TepaleBTHYeCKUX
alTbTepHaTUBaxX BKIo4aTh B JIB He momyckaerca. B gmomosHUTETBHBIX MaTepHaax
TOITyCKAeTCS YKa3bIBaTh OOBEKTUBHBIN 0030p TepaleBTUIECKUX BOZMOXKHOCTEH M UX MECTO B
IOKa3aHHBIX TepalleBTUYECKUX PpeXMMaxX, OFHAKO HCIIOJIb30BaHME CPaBHUTEIBHBIX
BBICKa3bIBaHUI (Hampumep, «bojiee HOBBIi», «00jee d3DPEeKTUBHBIM», «IydIle TIePeHOCUTCS»,
«0OJIBIIe OKA3aTENIbCTB B IIOJIb3y IPUMEHEHU», YeM XXX U T.Z.) He JOIIyCKaeTcs.

8.3. Bo3aMoXxHBIE CCBUIKH.

8.3.1. Yka3aHme cCchUIOK Ha HHGOPMAIIUIO B aIbTEPHATUBHEIX (hOpMaTax.

JIB  sgBisercs  CTAaHZAPTHBIM  CIIOCOOOM  TIpeACTaBlIeHUs  IIPOU3BOSUTEIIIMU
nHbOpMaUM O JeKapCTBEHHOM Iipemnapare. JlomyckaeTcs IpejcTaBleHUe aabTepPHATUBHBIX
dopmaros JIB, Takux kak ucnonab3oBaHue mpudra bpaitna, CD-gucka, ayauo-aucka uiu JIB
¢ KpynHeiM mpudtom. Ecim Heo6xommMo uTo-TO BBIZENUTH B JIB, MOXHO HCIIOIB30BATH

MOJTY>KUPHBIN WPpUPT Kerib 14 mT.
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K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

IIPUMEP

JIACTKa-BKJIAZBINIA JJI1 TOMEOIATHYeCKOT0 JIEKAPCTBEHHOTO IIpeNapaTa, peruCTpUPYeMOro 1o

YIIpOIleHHOM IIpoLeAype

B HACTOAIEM ITPUMEPE TEKCTA JIMCTKA-BKJIAAbINNAa HAMMEHOBAaHNE I'OMEOIIaTUIECKOTO

JIeKapCTBEHHOTO IIpeIapara 0003HayaeTcs Kak «XXXX®».

TexcT murcTKa-BKJIaZBINIA, IIOCTABIAEMOTO C YIIAKOBKOM JIeKAPCTBEHHOTO IIpenapara

JIucrok-BKIaABINI: MHPOPMAIUS AJIA TOTPeOUuTe s

XXXX®

Tabnetku

,ZLJI}I ITpEMEHEHN Y B3pOCJIBbIX

BuumarensHo HquHTaﬁTe BECh JIUCTOK-BKJIdABIII, IIOCKOJBbKY OH COAEPKHUT BA’)KHYIO IJISI BAC

nHGOPMaIHIO.

JlaHHBIN roMeonIaTUYeCKUI JIeKapCTBEHHBIN ITpelapaT OTIycKaeTcs 6e3 pemenTa Bpava. [lnsa

JOCTH KEHMSA HAUJTy4YIINX Pe3yIbTaTOB JaHHBII rOMEOIIaTHIeCKUI JIeKaPCTBEHHBIN IIperapaT

cirenyer NIpuMeHITh B COOTBETCTBHUH C YKA3daHUAMHU, OITMCAHHBIMHU B 3TOM JINCTKE.

CoxpaHuTe 5TOT TUCTOK-BKIaAbINI. BO3MOXKXHO, BBI 3aXOTHUTE IIPOYUTATE €TO ellle pas.
OO6paTuTech 3a IONMONTHUTENBHON WH(OpManueidl WiIM KOHCYJbTallell K Bpady WIH
dapmaieBTy, peKkOMeHj0BaBlIeMy BaM mprHMMAaTE JaHHBIH Ipemnapar.

Ecnm Bamwy cMMITOMBI yXyANIAIOTCA FUTH YJIydIIeHWe He HACTyIHJIO Iociae 2 HeZemb
nedyeHus, Bam Heo6xoguMO B 1I000M CiTydae 0OpaTUTHCA K Bpady.

Ecnu mo6as m3 HeXXesaTeNbHBIX PeaKIUi CTAHOBUTCSA CEPbe3HOI MM BBl 3aMETHIIU
Kakye-Inb0 He)XeJaTeJbHblE peaKIuy, He IlepeYuCIeHHble B HACTOSIIEM JIMCTKe-
BKJIA/IBIIIe, TIOXKATYHCTa, COOOIINTe CBOEMY Bpauy MU GapMaleBTy.

B HaCTOANEM JIMCTKE-BKJIdAbIIIE IIPUBOAUTCA CIE€AYIOMdsI I/IH(i)OPMa]_LI/IHI

1. 9to takoe XXXX® u 14 4ero OH HUCIOIb3yeTCA?
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2. To, 4TO BBI AOJDKHBI IPUHATH BO BHUMaHUE, IpeX/ie YeM NPUHUMATh XXX X®?
3. Kak npumenars XXXX®?

4. Kakue mo60YHbBIE JeHCTBHUS BO3MOYKHBI?

5. YcnoBus xpaHeHuA.

6. bosee mompo6Has nHpopMaIus.

1. 9YTO TAKOE XXXX® M1 AJIF YET'O EI'O ITIPUMEHAIOT

O6nacTe npuMeHeHUA

I'omeonaTryeckuii TeKapCTBEHHEIH Ipemapar 6e3 0ZoOpeHHBIX TOKa3aHUH K
IIPUMeHEeHHUIO, JIeKaPCTBEHHBIH IIperapar UMeeT JTUTe/IbHBIN OIIBIT IIPUMeHeHH JJIT
o6JleryeHUs CUMIITOMOB MEHOIIAy3bl, TAKUX KaK IIPHJIUBBI, IOTIMBOCTD, yYalleHHOe
cepauebueHnue, 6eCIIOKONCTBO, HAPYIIEHUS CHA.

Db (deKTUBHOCTD JAaHHOTO I'OMeOINIaTHYeCKOTo JeKapCTBeHHOIO IIpelapara B
TOKJIMHUYECKUX U KINHUYECKUX UCCIeOBAHUAX He NTOATBepXKAeHa (00s13aTeIbHOe
yKazaHHe I BCeX TOMeONaTHIeCKUX JeKapCTBeHHBIX IIPeIapaToB, peTUCTPUPYEMBIX 110
YIPOLIEeHHOM! IPOllelype PeTUCTPaIlUN).

JlaHHBII TOMeOIIaTHYeCKHUIi IIpeIapar ABJIIeTCs IIPerapaToM, KOTOPBIH 3aperuCTpUpOBaH
HCKJTIOYHTEIFHO Ha OCHOBE TAaKOTO OITBITA JITUTEIHHOTO IIPUMEeHEeHH .

2. TO, 4YTO BbI AOJIXXHBI ITPUHATD BO BHUMAHWE ITPEX/E, YEM [IPUMEHUTDH
XXXX®?

XXXX® He moKeH IPUMEHATHCA, €CJIM y Bac aJUIepria UM HeIlePeHOCUMOCTh
ZeHiCTBYIOIIMX BellleCTB, MIIEHWYHOrO KpaxMaJsa MU APyruX KOMIIOHEHTOB IIpelapara
XXXX®.

Cobiropatite 0cOGYI0 OCTOPOXKHOCTD IIpu TpuMeHeHNU XXXX® npu ciremyomux
00CTOATEIBCTBAX:

B CJIy9ae CTOMKHX, HESCHBIX MJIX HOBBIX CHMIITOMOB BaM CJIeZyeT OOpaTHThCA K Bpady;

npu npuMeHeHNU XXXX® c apyruMu JleKapCTBeHHBIMHU ITpeIlapaTaMu;

IIOXKaTyHcCTa, COOOIIHUTe CBOEMY Bpauy MIM (papMalieBTy, eC/IU Bbl IPUHUMAeTe MU
HeJJaBHO IIPUHUMAJIH JII00bIe IpyTHe JIeKapCTBa;

BrusaHue Ha addekT XXXX® mpyrux sexkapcTB He OBLIO OIHCAHO;
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npu npuMeHeHnn XXXX® BmecTe C eL0H U MTUTHEM;

a¢deKT roMeonaTUYecKoro IpernapaTa MOXXeT YMEHBIIUTHCA IIPU KYPEHUH WU O],
BIMSHUEM [JPYTUX BPeJHBIX IPUBBIUEK (HAIIpHUMep, yIOTpebieHue aTKOTO0IA);

6epeMeHHOCTD U JIAKTaIUs;

IIperapar He IIpeJHa3HaYeH /JIi IIPUMEHEH!s BO BpeMsa 6epeMeHHOCTH U B IIEPUOT,
JIAKTAI[A;

BOX/IEHUE U HCIIOJIb30BaHNe MallUH.

Oco65IX Mep IPeZOCTOPOXKHOCTH He TpebyeTcs.

Baxxnas nHOpMamus 0 HEKOTOPHIX U3 NHTpeaueHTOB XXXX®

Hacrosmuii rekapcTBeHHBIN IIperapaT COepKUT JaKTo3y (MOIouHbIH caxap). Ecin y
BaC HEIIePeHOCHMOCTh HEKOTOPhIX CaXapoB, 0OpaTUTECH K JledallleMy Bpady Iepes; IpHeMoM
ITAaHHOTO Ipenapara. KosnyecTBo 1aKTO3bI B OLHOKPATHOMH J03€ COCTaBiAeT X T, Ipelapar
CJIeZyeT C OCTOPOXXHOCTBIO IPUHUMATD OOJIBHBIM C CaXapHBIM JHUabeToM.

HPOTI/IBOHOKHBHH JNIaM C aJJIEPTUIE€CKUMHU PeaKIAMY Had OIIe HUYHBIHA KpaxmaJl.

3. KAK XXXX® I[TPUMEHAETCA?

Ecnu nHOe He IpeANMCaHO CIIENMAJINCTOM, OOBIYHO IPUHUMAIOT 1O 1 Tabierke 3
pasa B IeHb. BbI OJDKHEI IPUHATH TA0JIETKY 3a II0IYaca /0 MM IIOCIe eIbl.

ITpu ymeHBIIeHNY CUMIITOMOB KPaTHOCTD IIpHeMa CIeAyeT CHU3UTS.

Kpome Toro, romeonarnyeckue npemnaparsl He CleAyeT IPHHUMATD JJIUTEIbHO 0e3
KOHCYJIbTallUX Bpaya-TUHEKOJIOTa.

Ecnu BeI npunsanu 6osblie TabreTok XXXX®, ueM m0IKHbI

ITocnencTBud nepeso3sUPOBKU IO CUX IIOp HeU3BeCTHHI. Eciu BhI lepe103MpoBaIu

JAHHBIN JIeKapCTBEHHBIH IIperapaT, BbI JO/LKHBI IPOKOHCYIBTUPOBATECA C BpadOM.
Ecu BB 3a6p01H TpUHATE XXXX®
He mpunumatite 1BOMHYIO 03y, YTOOBI BOCIIOJTHUTH 3a0BITYIO ZI03Y.
Ecm BeI mpexparute npreMm XXXX®
He cymecTByeT BpeiHBIX IIOCTIEACTBUI B CIy4ae npekpameHus npuema XXXX®.

Oo61ee saMevaHue
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Ecnau y Bac BosHuKIH AOIIOTHUTETIbHbBIE BOIIPOCHI I10 MCIIOJIB30BAHNIO HACTOAIIETO

TOMEOIIaTUYeCKOTO IIpelapaTa, OOpaTUTeCh K Bpady MIH GapMalleBTy.

4. KAKME TIOBOYHBIE JEVMCTBUA BO3MOKHBI?

Kax u Bce mekapcrBa, XXXX® MokeT BBI3BaTh MOOOUHEIE e CTBUA, XOTA U He Y BCEX.

B oTmenpHBIX Crydadx MOKeT IPOU30UTU KpOBOTedeHUe U3 IOJIOBBIX IyTell. B aTux
CJIydasx cyleZyeT IpeKpaTUTh IIpHeM IIperapaTa U OOpaTUTHCA K Bpady.

ITmeHMYHBINA KpaXMal MOXKeT IIPUBECTH K aJUIePrUYeCKOM peaKIuH.

[Tpumeyanue. [Tpu npueme romeonaTHIeCcKoro JeKapCTBEHHOTO IIpeliapaTa BO3MOXKHO
yCHIeHue UMeIOIUXCA XKano0. B aToM ciydae BB JOKHEI IIPeKPAaTUTh IPHEM
JIEKapCTBEHHOTO IIpelrapaTa U OOpaTUThCA K Bpauyy-THHEKOJIOTY.

[NoxanyiicTa, pacCKaXuTe CBOEMY Bpady MiIx (apMaleBTy, eCIu II000YHbIe JefiCTBUS
CTAQHOBATCS CePhe3HBIMU MJIU BBI 3aMETHIN KaKHe-JI100 II000YHbIe NefiCTBYA, He YKa3aHHbIe

B HACTOAIEeM JIMCTKe-BKJIaABbIIIE.

5. YCJIOBUA XPAHEHUA

He TpebyeTca crenuaapHBIX yCIOBUM XpaHeHHUA.
XpaHHUTe Bce JIeKapCTBeHHEIe IIpelapaThl B HeJOCTYIIHOM JJI1 JeTell MecTe.
Brr He JOMKHBI MCIONB30BaTh HACTOANIMI TOMEOIATHYeCKHH JeKapCTBeHHBIH

IIpeIiapar I10CJjI€ UCT€Y€HM I CPOKd T'OAJHOCTH, YKA3dHHOT'O Hd YIIdKOBKE.

6. BOJIEE [TIOZIPOEHAS NMTHOPOPMAILIVA
Yro XXXX® comepxur

JleficTByIom1ie BelecTBa, KOTOPhle HAaXOAATCS B OHOI TabeTKe:

1. Cimicifuga Tpur. D2 25 mr.,

2. Ignatia Tpur. D3 25 mr.,
3. Sanguinaria Tput. D6 25 wmr.,
4. Sepia Tput. D2 25 mr.

KomnonenTs! 1 — 3 moTeHIIMpOBaHbI BMeCTe Ha KOHEYHOM STalle.
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,ZLPYI‘I/IE HHTpeANEHTDhI: MOHOTHAPAT JIAKTO3bI, CT€dpAT MATHHA, OIIeHUYHBIA KpaxmaJ.

Kax XXXX® BBITTIASUT U COAEPXKAHUE er0 yIaKOBKU

XXXX® rabieTka ceporo IBeTa, BO3MOXHO C HeOOIBIIOH 36pHUCTOCTHIO.
Ymaxoska cogepxxut 100 Tabrerox.
IIpousBoguTens.

Hacrosmuii 1MCTOK-BKIAABINI ITOCTAEAHUH pa3 pefakTuposancsa B sHBape 2016 r.
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k Tpe6OBaHUAM K MHCTPYKIHMU IIO
MeIUIIMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOTO
Ipernapara U o0lIei XxapaKTepUCTHUKe
JIeKapCTBEHHOTO IIpenapara JJji MeJUIIHHCKOTO

IIpUMEHEeHUA

CTAHJIAPTHAS METOIUKA
HPOBe,Zl;eHI/IH IIOJIB30BATEJIBCKOI'O TECTI/IPOBaHI/IH JINCTKa-BKJIaAbINIA B IIE€JIE€BBIX I‘pyrmax

3asgBUTEIIO (IeprKaTeio PeTUCTPAlIOHHOTO yAocToBepeHus (martee — /IPY)) B memsax
obecreyeHuUs yI000IUTa€MOCTH, ICHOCTH U JIETKOCTH BOCIIPUSTHS JIUCTKA-BKIaZbIIa (fatee
— JIB) cnenyer crpeMuThcs K TOMY, uToOBI JIB oTpaxkanm pe3ysnbTaThl KOHCYNBTALIMU C
IleJIeBBIMU  TPyIIIaMKM TAIMEHTOB C IIpeACTaBIeHUEM YIIOJIHOMOYEHHOMY OpTraHy
TOCyZapcTBa — WieHa EBpasuiiCKOil 5KOHOMHYECKOW KOMHUCCHU ([jalee — TOCYapCTBa-
YJIeHBI) Pe3y/IbTATOB OLIEHKH, IIPOBEJEHHON COBMECTHO C IieJIeBBIMH TPYIIIaMU IAI[UeHTOB.
Jannas wuHpOpManus NPUBOJUTCE KaK IIPUMep BO3MOXHOIO MeToJa IIPOBeJeHUs
KOHCYJIBTAIIUil C IIeJIeBBIMU TPyIIIaMHU IIaUMeHTOB. JlaHHBIe TpeGOBaHUA IIO3BOJIAIOT
IIPOBECTH II0JIb30BATEIBCKOE TECTUPOBAHUE, U IPUGETHYTh K APYTUM MOAXOAIUM hopMam

IIpPOBEPKH Y,I[O60‘{I/ITEIEMOCTI/I, SCHOCTH U JIETKOCTH BOCIIpUATUA JIB.

1. Ilonp30BaTeIbCKOE TECTUPOBAHYE

ITonp3oBaTenbCKOE TeCTHPOBaHME IIPeAIIOJNaraeT IIPOBEPKY  yA0OOYHTaeMOCTH
obpasa B TPyIIe HCIBITYeMBIX CYOBEKTOB. OTOT HMHCTPYMEHT pa3paboTKu THOOK W
HaIpaBJIeH Ha BBIABJIEHUE TOTO, HOBOJAT JIM IIpe/CTaBIeHHBIE CBeJEHUA IIPABUIBHYIO
nHpopManuio Ao uuraresnd. CaMOTeCTHMpOBaHME He IIOBBINIAET KAaYeCTBO CBEIEHUM, HO
MO3BOJIIET  BBIABUTH  3aTPYLHUTENIbHBIE  O0JACTH, KOTOpble  MOXXHO  YJIYYIIUTE.

[Tons3oBarenbckoe TecTHpOBaHME (IIpU HAJIWYHHU) [JODKHO BKIOYaTecs B Mogyup 1

PEeTrUCTPAllMOHHOIO TOChe.

HEO6XO,ILPIMO YAOCTOBEPHUTHCA, ITO B IIOJIB30BATEIBCKOM TECTHMPOBAHNH MCIIOJIB3YyeTCA

JIB, xoTopslii OymeT (aKTUYeCKH IIOCTAaBIATHCA C JIEKAPCTBEHHBIM IIpelapaToM. OTO
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noTpeOyeT MCIOIb30BaHU NMOJHOrO Makera JIB, uBer, cTurp u Oymara KOTOPOTO COBIIAZAIOT
c¢ JIB, xortopslii OyzeT BJIOXKEH B KOMMEPUYeCKYyIO0 YIAKOBKy. B wuacTHOCTH, B CiIydae
MHOTOA3BIKOBEIX JIB mBer, cTmip (Birrouas Kersnp mpudra) m Gymara S3BIKOBOM BepCHH,
HOIJIe)Xalle MoIb30BaTeIbCKOMY TeCTUPOBAHUIO, JOJDKHA coBIazaTs ¢ JIB, koTopsiit 6yzeT

BJIOXXE€H B KOMMEPYECKYIO YIIdKOBKY.

YKazaHHBIN MeTOJ, OXBAaTHIBA€T MHOXECTBO OFHOTUIIHBIX IE€PCOHAJBHBIX HHTEPBBIO
(me Mmenee 20 mpencTaBuTeNell MeCTHOTO HAacCeJeHHUd), JJIA KOTOPBIX IIpeJHa3sHaueH

]IeKaPCTBeHHBIfI IIperapar.

2. AnpTepHaTUBHEIE BApUAHTHI TECTUPOBAHU

JlomycTUMEBI M Apyrue MeTO/bl II0Jb30BaTeIbCKOTO TeCTUPOBAHUA IIPU yCIOBUH, YTO
UX pe3yabTaT obeclieyuBaeT yAOOOYUTAEMOCTh, SACHOCTh M IIPOCTOTY HCIIOJIB30BAHUA
MHQOPMaLWH, IO3BOJAIONel MallMeHTaM HaxoAuTh B JIB BakHbIe cBefleHUA, TOHUMATh UX U
IeCTBOBAaTh IpaBUIBHO. 3agBurend JIPY nomkeH 000CHOBaTh TaKyIO aIbTepPHATHBHYIO
MeTO/I0JIOTHIO, KOTOpas OyAeT IOABepraThCs SKCIIepTH3e B MHAMBU/LYaIbHOM IOpAAKe.

2.1. I[IpoBeseHMe UCIIBITAHUA.

TectupoBanue JIB moxer O6biTh mpoBeseHo /JIPY wim crnenuwaamu3upoBaHHOMN
KOHTPAaKTHOM  opraHusanueil. TecTtupoBaHMe  JODKHO  IPOBOJMTBCA  OIIBITHBIM
CIIeIIMAIMCTOM, BIaZleIOIMM HAaBBIKAMM Be/leHHA MHTePBbIO, HAaOII0JaTeIbHBIM M yMeIOMUM
BBICJIYIIATh U IIOHATH TOTPEOUTEIA.

Cnenmanucry, cocrasngoomemy JIB, HeoOX0ZMMO IIOMOYB COCTaBUTH AHKETY, U IIPU
HeOOXOJMMOCTH COIIPOBOX/ATh HHTEpPBbIOEpa IPU IPOBEJEHUU TEeCTHPOBAHUA C IIeJIBIO
IIOMOYb IIPAMOI Iepegadn nHbopManun. B mporecce paspaboTKu TecTa MOXKHO IIPUBJIEKaTh
accouManyuy TAIMEHTOB MJIM IAIMEeHTOB-dKCIepToB. [IIf TeCTUpPOBaHMA JOJDKHBI OBITH
HICII0JIb30BaHbI NonHoIBeTHHBIe JIB miu JIB, npesnasHaueHHbIe 1719 PBIHKA.

2.2. Ilox60p y4aCTHUKOB.

Heob6xogumo oTo6paTh pasjuyHbIe IPYIIIBI JIOZeli, KOTOpble IOTeHI[MATbHO MOTYT
MMeTh IIOTPeOHOCTh B IIPUMEHEHUHU IIpelnapaTa. BrIOpaHHBIE JIOAM IOJDKHBI IIPECTaBIATH
pellpe3eHTaTUBHYIO IiejIeByi0 momyuanuio. /s GOoJbIIMHCTBA JeKapCTBEHHBIX IIpeNapaToB

3TOro OyZeT NOCTAaTOYHO, ITOCKOAbKY MHGpopManusa B JIB momxHa OBITH ZOCTyIHA AJIS BCEX
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BHOBB BBLABJIEHHBIX OOJBHBIX. 1eM He MeHee /i1 HEKOTOPHIX IIpeNapaToB IIOTpebyeTcs
TECTUPOBAHUE YXKUBAIOUIVIX JIHII,

Heobxommmo ybemuTbCa B HEBKIIOUEHHWM JIWI, HANpAMYIO paboTaomuX C
JIeKapCTBEHHBIMHU IIpelapaTaMy, TaKUX KaK Bpa4yu, CpPeJHUH MeIUIIMHCKHUI II€PCOHAT U

dIITeYHbIE pa6OTHI/IKI/I.

Crnenyer moMHMTbH, YTO MH(OpPMAIuA, KOTOPOH MOTYT BOCIIOJIB30BaThCA HaUMeHee
CIIOCOOHBIE IIOTpeOHTeNaH, MAOJDKHA OBITh IIOHATHA BceM moTpeburenam. Heobxomumo

HCITBITATH Y BKJIIOYUTDH.

ollpezie/IeHHBIe BO3PACTHEIE TPYIINEI, TAKWe KaK JeTH U JIIOAM IIOXKHUJIOTO Bo3pacTa (B
YaCTHOCTH eCJIM JAaHHBIH IIperapar uMeeT 0coboe 3HAUeHUe I TAKUX BO3PACTHBIX TPYIIIL);

HOBBIX IIOTpeOMTeNedl WIM JIOfiel, KOTOpble, KaK IIPpaBUJIO, He IPUMEHSIOT
JIleKapCTBeHHbIe IIpelapaThl, B YACTHOCTU B OTHOIIEHWM MH(OpMAIIUK O HOBBIX IIpelaparax,
KOTOpble BepOsTHee BCero OyAyT NMPUMEHATHCA B LIMPOKUX CJIOSX HAaceJIeHHdA (HaIpuMep,

aHAJIBTeTUKY WU AaHTUTHCTaMIHHBIE JIEKAPCTBEHHBIE IIPEIIapaThl);
mI0fei, KoTophle OOBIYHO He PaboTaloT C JOKyMeHTaMM (MajIo MM PeKO YUTAIOT);
nI0/ieit, KOTOpBIe CYMTAIOT CJIOXKHBIM BOCIIpUATHE MHGOPMAIIUK B IMMCEMEHHOM BHeE.

Heo6xomymo BKIIOYAaTh yYaCTHHUKOB M3 Haubosiee aKTyaJbHBIX TPYII (IIOXKUJIbIE
JIOLY, TPpeACTaBUTEeIN TPYII CAaMOIOMOINY, IIAIIMEHTHI U3 TPYIIBl INOALEPIKKH,
IpeCTaBUTENIN OOIeCTBEHHbIX IIEHTPOB, POAUTENN U JETH).

2.3. Bo3amo)KHBIE METOIUKY MCCIeIOBAHMA.

TpebGyercs HeboIbIIOE YMCIO y9acTHUKOB. [Iis obecriedyeHus ycIiexa TECTUPOBAHU
nocratogHo 20 gesoBek (He BKJIIOYAs YYACTHUKOB IIPOOHBIX MCIBITaHUM). Hep3sa moBTopaTs
TECTHPOBaHMe Ha TeX yYaCTHUKAX, KOTOPHIX YXKe OL[eHIIU. DTOTO MOXXHO JOOUTBCS ITyTeM:

IMUJIOTHOTO TECTHPOBAHUA IPUOIU3UTENBHO 3 — 6 YYaCTHHUKOB B IeJIAX IIPOBEPKU
IIPaBUIBHOCTH BOIPOCOB. [lo Mepe HaKoOIJIeHUA OIBITA B IIPOBEJEHUU IIUIOTHOTO
TECTUPOBAHHA MOXXHO OTPAaHUYUTHCA 2-3 YYaCTHHUKAMU MM CPasy IPUCTYIUTh K OCHOBHOM
(aze TeCTHPOBAHUS;

aHaJHM3a Ppe3yJIbTATOB B XOZJe TECTUPOBAHUA M BHECEHUA BCEX HEOOXOIMMBIX

usMmenenuii B JIB;
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HOBTOpeHI/IH TECTI/IPOBaHI/IH a0 l'[O]'Iy‘-IeHI/IH Y,I[OBJIETBOPI/ITQJILHLIX pEBYJILTaTOB B

rpynne u3 10 yuacTHUKOB;

3aKJTIOYUTETBHOTO TecTHpoBaHusA eme 10 yuyacTHHKOB, YTOOBI IIPOBEPUTH, UTO y HUX
TaK)Ke COOIOIeHBI KPUTEPUHU ycIexa (IIOJHOCTBIO B 00meit ciaoxHocTH ¥ 20 yIacTHHKOB Ha

KOHEYHOM IipesaraemoM JIB).

3. IloaroroBKa K MCCIeLOBAHUIO

3.1. Ilpu moATOTOBKE K MCCIeJOBAHUIO HEOOXOLUMO:
IJI KaXKIOTO IIpelrapaTa COCTaBIATh HOBBIH IIPOTOKOJI;

BKJIIO9AaTh BOIIPOCBHI, KOTOPBIE OTPAKAIOT BCE€ BaXKHBIE€ M CJIOKHBIE ACIIEKTBHI, 4 TAKXKe

HCIIOJIB30BATh CTPOTHE€ KPUTEPUHU OLI€HKMH;

Y6e,Z[I/ITBCH, 9YTO BOIIPOCHI OXBATBIBAIOT IIOUCK, IIOHMMdHHE U CIIOCOOHOCTH Y49aCTHHKOB

ZefiCTBOBATh HAZJIeXXaluIuM 00pa3oM;
BKJIIOUHUTH OXXKUJJaeMble IPaBUIbHBIE OTBETBI;

CIUIAaHMPOBAaTh TECTUPOBAHME TaK, YTOOBI OHO IJIMJIOCH He Oojee 45 MUHYT BO

nsbexxanue YTOMJIEHHA YIdCTHHKOB.

Heob6xomumo y6enuThCs, 4TO BOIIPOCHI OTPA’KAIOT BCe OCOOEHHOCTH 0e30IIaCHOTO U
3bdeKTUBHOTO  IpUMeHeHHd  JIeKapCTBEHHOTO  IIpemapara, a  TaKXe  BOIPOCHI
IPUBEPXeHHOCTH K JIeYeHHIO TeCTUPYeMBIM IIpemapaTroM. TecTHpoBaHHMe IIPUHOCHUT
HaMOOJIBIIYIO IIOJIB3y, €CAM BOIIPOCHI OXBATBHIBAIOT OOJIACTH, BBI3BIBAIONIVE Y IIAIME€HTOB
HauOosblIee OeCIIOKOMCTBO, HAIlpUMep, HeXejaTeabHble peakiuu. VzberaHue ceppe3HBIX
BOITPOCOB, KAaCAIOIUXCsA 6e30IIaCHOCTH NPHMMEHEHM: IIperapara, B XO/e IT0Jb30BaTeIbCKOTO

TecTupoBaHus JIB He pekoMeHyeTCH.
3.2. lHTepBBIOEp JOJDKEH:
y0eIUTh YYaCTHUKOB, YTO TECTUPYETCS JOKYMEHT, a He OHU;
JlaTh YYaCTHUKAM IIPU UX >KeJIaHUU IIPOYUTaTh Bech JIB;
HCIIOJIB30BaTh B KaueCTBe ITaMATKU HAaIIMCAaHHbBIE BOIIPOCHI;
3a7laBaTh BOIIPOCHI YCTHO;

BeCTHN 6ece,zny CHOCO6OM, O6€CH€‘-II/IBHIOH.U/IM TeCHOe BSHHMO,I[efICTBHe C Y9aCTHHKOM;
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IIPOCUTD YIdCTHUKOB, II0CJI€ TOTO KaK OHH HAIllJIK HeO6XO,I[I/IMBIe CBeIeHHNA, HE YUTATDh

X HAIIpAMYIO C I.[B, d OITCAaTh X CBOMMH CJIOBAMM.

Kpome perucrpanyuy oTBeTOB Ha BOIIPOCHI CIeZlyeT BeCTH HaOJIIOfleHHe 3a TeM, KaK
KOKIBIA y49acTHUK obOpamaercs ¢ JIB u ocymecTsifer moMCK HHGOpMAIUM, OTMedYad,
HAIIpHMep, TePsUIHCh MU 3allyTHIBAINCH JIM OHU. JTO JACT IleHHBIe CBeJeHUA O CII0CO0ax

yAy4dileHusa CTpyKTypsI JIB.
3.3. Bormpocs! mOKHEI:

Ha/lJIeXKaluM o0pa3oM OCBeIaTh BCe KPUTHYECKHe acCHeKThl 0e30IIaCHOCTHU
IIpUMeHEeHHUs JIeKapCTBEHHOTO IIpeIapara;

OBITH IpeZCTaBIeHbl B MUHUMAJIbHOM KOJIUYECTBe, OOBIYHO fOCTaTOYHO 12 — 15 mTyK,
OJHaKO B HEKOTOPBIX CIy4asX MOXeT IOTpebOoBaThcA U OO0JIblie, HAIIPUMED, €CIU UMEIOTCS

3HAYMMBbI€ dCII€KThI 6630H3CHOCTI/I, IIoaJjiexaliye n3y4eHunIo,;

BBIIEP)KUBATh OalaHC OOUIMX M YaCTHBIX BOIPOCOB. OOLIMM BOIIPOCOM, HAIpPHUMeED,
ABJIAIOTCS MepbI, TPUHUMaeMble IIPU IIPOIYCKEe JO3BI, TOTZA KaK YaCTHBINA BOIIPOC MOKET
OTHOCHUTBCS K HEXeJaTeJIbHOH peakIuy, KOTOopas IIPUCYLIa JAaHHOMY JIeKapCTBEHHOMY
Ipenapary;

OBITH COCTaBlIeHBl OTAWYHO OT JIB, uroOBl u30eXaTh OTBETOB YYaCTHUKOB,

OCHOBAHHBIX JINITHh Hd HAXOXKAEHNH I'PYIIII CJIOB;

Cllef0BaTh B CIy4aifHOM IOpsAAKe (TO eCThb B IOpAZAKe, OTAMYHOM OT IIOJAYH
nHpopmanyu B JIB);

OXBaThIBaTh MHCTPYKIIUM IIO IIPUTOTOBJIEHUIO (II0 paboTe C IperapaTroM, MMeIOUINM
CJIOXXHOYCTPOEHHBIE U3JeTusA I BBEeJeHUI), HeoOXOAMMO IO BO3MOXHOCTH Ipuberars K
HICIIOJIB30BAHHIO MYJLDKel IMepPBUYHBIX YIAKOBOK M aKTHBHOM JeMOHCTPAIIVU y4aCTHUKAMU

Ipolecca MPUroToBIeHus (paboTs).

ITpu mpencTaBIeHNY YIIOJTHOMOYEHHOMY OPTaHy IOCyJapCTBa-4IeHa Ha SKCIEPTU3Y B
Mozynb 1.3.4 perucTpanmuoHHOTO JOChe HEOOXOAMMO BKJIIOYUTH KOIIMK IIPOTOKOJIOB
II0JIB30BATEIBCKOTO TECTUPOBAHUSA, BKJIIOYas 3aJaHHBIE BOIIPOCHI, IIOJy4YeHHBIE OTBETEHI,
HAOJIIO[leHNs MHTePBbIoepa B MUCBMEHHOM BHUJe U pa3nnyHble Bepcuu JIB, moaseprurerocs
tTecTupoBaHHIO. CBeleHUs O CIocoOe IIpefiCTaBIeHUs Pe3yIbTAaTOB IIPUBELeHBI B paszeie 7

npwioxkeHus N° 12 k TpeGOBaHMAM K HMHCTPYKIIMM IO MeAULMHCKOMY IIPUMEHEHUIO
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JIEKAPpCTBEHHBIX IIPEIIdpATOB M O6M€ﬁ XdPAKTEPHUCTHUKE JIEKAPDCTBEHHBIX IIPDEIIAPATOB [JIA

MEIUILIMHCKOI'O IPMEHEHM .

4. Kpurepuu ycuexa

TecTrpoBaHMe IIPOBOAUTCA C IEIBIO COCTABIEHUS JJIA IOJIb30BaTeId Pa3boOpUIHBOrO,
YeTKOTO ¥ IIPOCTOTO B HcIonb3oBaHuM JIB, a Taxke M IId ydeTa BCeX IIpe/sIOKeHMI
mmoJib3oBaresieii. Bompocsl, 3asaBaeMble B XOZe HCCIENOBAHUA, JOJDKHBI OBITH TIIATEIBHO
HOTOTOBJIEHBI JI1 GBICTPOrO IOHMMAHMA M HAXOX/IEHUSI B TEKCTEe KJIIOUEBBIX CBEIEHUU IO
6e30IIaCHOMY IIPUMEHEHHUIO0 KOHKPEeTHOTO JIeKapCTBEHHOTO IIpemnapara. Herb3a ucmoas3oBaTs

JIETKHE WU OOBIYHBIE BOIIPOCHI, BKIIOId€MbIE JIA obGecreyeHusa yciexa.

PesynpraT Tecta cumTaeTrcsa mpueMieMBIM, eCau MHPOPMALMIO, 3aIpalIMBaeMyIo IIO
JIB, nonumaror 90 mpoOIeHTOB yYaCTHHMKOB MCIBITAaHHA. OJTO O3HavaeT, uro 16 m3 20
YYaCTHUKOB CMOTJIM HaWTH HYXHYI0 HHGOpPMALMIO, OTBETUTh HAa KAXIBIH BOIPOC U
IeiCTBOBAaTh COOTBETCTBYIOIUM oOpa3oM. Kpurepuu ycmexa ZO/DKHBI OBITH JOCTUTHYTHI IO
KaXXZ,0OMY BOIIPOCY, Pe3yJIbTaThl He MOTYT OBITH OOOOIIEHBI B IIeJIOM II0 HCCJIeOBAHUIO.

ITpu wcnoxp30BaHMK APYrOro METOZA, OCHOBAHHOTO HAa WHBIX KPUTEPHAX YCIIeXa,
YIIOJHOMOYEHHbIMH OpraHaMM TOCYJapCTB-WIEHOB (9KCIEPTHOH opraHusanuei) Oyner

OII€HMBATHCA B MHAWBHUYAJIbHOM IIOPSIIKE.



I[MTPUJIOKEHHUE Ne 15

K Tpe6GoBaHUAM K MHCTPYKLIUHU IIO
MeAUIIHCKOMY TPUMEeHEHHIO IeKapCTBEeHHBIX
IIpenapaToB U 00Ieil XapaKTepUCTHKE
JIeKapPCTBEHHBIX IIPeNapaToB I MEAUIIUHCKOTO

IIpMEHEHU A

[ITa6mon HWHCTPYKIIUH II0 MEAUITUHCKOMY ITPUMEHEHHNIO (JII/ICTKa—BKJIa,T.I;BIHIa)

B macroamem mra610He, BBeIeHHI CIeyIOIMe IIPaBUjIa UCIOIB30BAHMA CKOOOK:

{Texct} — B moye MexXy CKOOKaMH BHOCUTCS MH(GOPMAIIUI UCXOA U3 COCTaBa U
0CcOOeHHOCTeH JIeKapCTBeHHOT'O IIpelapara;

<TEKCT> — B II0JIe MeXAY CKOOKaMH TEKCT BBIOMPAETCA NN YHAIAETCI U3

IIpeAIOXKE€HHBIX CTAHAAPTHBIX (1)OPMYJII/IPOBOK (BLI,I[eJIeHLI KprI/IBOM) B 3aBHCHMOCTH OT

JIEKapCTBEHHOTO IIpellapaTa;

«XXXX®» — HauMeHOBaHUe JIeKaPCTBEHHOTO IIpelapara.

JIncrok-BraambIm — nHGOPMALUA A4 <IanueHTa> <notpeburens> {(Toprosoe)

HauMeHOBaHUe, JO3UPOBKa, TeKapcTBeHHaA ¢opma} {/lelicTByromue BelecTBa}

1. <V JlekapcTBeHHBIH  mpermapar IOJJIEXHT  JOIOJHHTEIPHOMY  MOHHTODHHIY,

KOTODBIH CIOCOOCTByeT OBICTPOMY BBIABIEHHIO HOBBIX CBEAEHHH O 0e30IacHOCTH. ITO
II03BOJIHT B KOPOTKHH CPOK BBIABHTH HOBYIO HH@OpMAaLHmo o besomacHocru. Obpamaemca K
PaOOTHHKAM CHCTeMBI 34paBOOXPAHEHHA C IIPOCBOOH coobLjaTs O JFOOBIX II0ZO3PEBAEMBIX

HE)KeJ/IATE/IPHBIX PEAKITHAX.

Crrocob6 coobimeHHA 0 He)xe1aTeTbHbIX PeaKIHAX OIIHCAH B pa3jese 4 IHcTka-

BRJ1a1pINia. >

2. <[lepez <mpreMomM> <npHMeHEHHEM> NPENnapaTa MOTHOCTBIO IIPOYHTAHTe JIHCTOK-

BRJIGZBIIII, IIOCKO/IBKY B HEM COZEP’RATCA BAXKHBIC ZUIF BAC CBE/JCHHA.

CoxpaHHTe JTHCTOK-BRKIaAbIL. BO3MOXHO, BaM MOTpebyerca MpoYHTaTh ero euje pas.



Ectm y Bac BOSHHKIH JOIIOJHHTEIBHBIE BOIPOCHL, OOPATHTEChs K <JedaujeMy Bpady> <,>
<HJIH> <paOOTHHKY aIITEKH> <,> <HJIH> <MEJHI[HHCKOH CeCcIpe>.

Ilpenapar nasHaven mmenHo BaM. He mepenaparite ero gpyrmum sozam. OH Moxer
HaBPEJHTH HM, JaXe eC/IH CHMITTOMBI HX 3d001€BaHIA COBIIAAAIOT C BALIHMIL.

Ecnm y Bac Bo3HHKIH KakHe-THOO HEXeTaTeTbHBIE PEeakIHH, OOpPATHTECH K </JIedaujeMy
Bpady> <,> <HIH> <pAOOTHHKY amTeKH> <,> <HJIH> <MEJHIJHHCKOH cecIpe>. [/laHHagZ
PEeKOMEHZAIIHA PACTIPOCTPAHAETCA HaA JIFOOBIE€ BO3MOXKHBIE HEXKe/laTe/IPHbIE PEaKI[HH, B TOM IHCJIE
Ha He 1TepeYHC/IeHHEIe B pasjesre 4 INCTKa-BKIaAbIIIa. >

3. <Ilepen <mpmemom> <ImpHMEHeHHeM> IIperapaTa IIOJIHOCTBIO IPOYHTAHTE JIHCTOK-
BRJIAZ[BIII, ITOCKOJIBKY B HEM COZEPXKAaTcA BaXXHBIE JUIA BAC CBEJCHHA.

Bcerza <npuammarite> <mpuMmeHgrTe> IIperapaTr B TOYHOCTH C JIHCTKOM-BK/IaZbIIIEM
HIIH peKOMeHZAHAMH <Jedaumjero Bpada> <,> <HIH> <paOOTHHKa amTeKm> <,> <HIH>
<MEQHIJHHCKOH CECTPBI>.

Coxparmre THCTOK-BKIaJbIII. Bo3MOXKHO, BaM MOTpebyeTca MpOYHTaTh ero elje pas.

Ecnm Bam Hy>KHBI JOIOJTHHTEJEHBIE CBEAEHHA HIH PEeKOMEHZAIHH, OOpaTHTeCh K
PAOOTHHKY aITTeKH.

Ecrm y Bac BO3HHKIH KakHe-THOO HEXeTaTeTbHBIE PeakIHH, OOPATHTECH K </JedaujeMy
Bpavdy> <,> <HJIH> <PAOOTHHKY alITEKH> <,> <H/IH MEJHI[HHCKOH cecTpe>. /laHHAI peKoMeHarHa
DACIIPOCTpaHAETCA HAa JIFOObI€ BOSMOXKHBIE HEXeJaTe/IbHBIe DeaKI[HH, B TOM YHCIe Ha He
IepevIHC/IeHHbIe B paszesre 4 INCTKAa-BKIaAbIIa. >

Ecm cocrosrme He yry9mmaeTca HIIH OHO YXYJIIAETCA, <depe3 {YHc/Iof JHeH> BaM CIexyeT

0OpaTHTBCA K Bpady.>

COZEPXAHUE JINCTKA-BKJIAABIIIA

1. Yro u3 cebs mpeacrasnsger npenapar XXXX®, u j11 4eTo ero IPUMEeHSIOT.

2. O yem ciemyeT 3HATH Ilepe]; <IIpUeMOM> <IIpUMeHeHueM> npemnapaTra XXXX®.
3. <IIpuem> <mpumeHeHue> npemnapara XXXX®.

4. BosMOXxHBIe HeXeaTeJTbHbIe PeaKIUU.

5. Xpanenue npemnapara XXXX®.

6. CozmepxuMoe yIIaKOBKU U IIpOYHe CBeleHU .



1. 4TO U3 CEBA ITPEJCTABJIAET ITPEITAPAT XXXX® W JJIA YET'O ETO
[MPUMEHAIOT

<Ecrm yirydimenme He HACTYIIHJIO HJIH BBI IVBCTBYE€TE YXVJIIEHHE <depe3 [umcio}
JHeH>, He0OXOZHMO 00PATHTHCA K BPAYY.>.

2. O4YEM CJIEAYET 3HATD [TEPE/] <ITPUEMOM> <ITPUMEHEHUEM >
I[TPEITAPATA XXXX®

He <mpunuMmatite> <npumeHnsiite> nmpemapar XXXX® <:>

<ec/IH y Bac aUIEprHA Ha [JeHcTByroImjee(He) BemecrBo(a)l mim Jrobsle gpyrae
KOMITOHEHTSI IIperapara (IIepevrcIeHHbIe B paszele 6 JHCTKA-BKIaZbIIa).>

Ocobsle yKa3aHUA U MepPhI IPe0CTOPOXKHOCTH

<Ilepes <mpmemom> <mpumereHHeMm> mperapara XXXX® mpoKOHCYIbTHPYHTECE C
JIe9anfaM BpadoOM <HJIH> <,> <paOOTHHKOM aIITEKH> <,>,<HIH> ,<MEJHIHHCKOH CeCTPOH>>.

Hetu <u mogpocTku>

Jpyrue mpenapats! u npemnapar XXXX®

<Coobmure JevameMy <Bpady> <HIH> <pPAOOTHHKY amTeKH> O TOM, YTO BBl
<mpHHHMAaere> <IPHMEHAeTe>, HEJABHO <IPHHHMAIH> <IIDHMEHAIH> HIH MOXeTe HayaTb
<IPHHHMATb> <IIPHMEHATE> KAKHEe-THOO APYTHE MPENaPATHL.>

[Tpemapar XXXX® c <numei> <,> <u> <,> <HaIUTKaAMU> <,> <> <aJKOTOJIeM>

Bepemennocts <u> <,> rpyZjHOe BCKapMIMBaHUe <U GepPTHUIBHOCTD>

<Ecrm BbI bGepeMeHHBI HIH KOPMHTE IDYZABIO, AYyMAeTe, 4TO 3a0€peMeHeNH, HIIH
ITaHHpYere OepeMeHHOCTs, Iepes HaYaI0M IIPHMEHEHHA IIPernapara IIPOKOHCYIbTHPYHTECh C
<JIevanfuM BpaioM> <HIH> <paOOTHHKOM AIITEKH.>

YpaBieHne TpaHCIOPTHBIMU CPeICTBAMHU U PaboTa ¢ MeXaHU3MaMH

<[Ipenapar X cogepxur {HauMeHOBaHHEe BCIIOMOTraTe/IbHFIX(0I0) BemecTB(a)}>
3. <ITPUEM> <ITPUMEHEHUE> [TPEITAPATA XXXX®

<Bcerga <mpuHmMariTe> <IIpHMEHAHTe> Ipernapar B IIOJTHOM  COOTBETCTBHH C
PeKOMeHZaHAMH JIeYaljero Bpaia <HJIH pAaOOTHHKA amrekwm>. llpH IoABTeHHH COMHEeHHH
ITOCOBETYHTECH C </IeYaLHM BPaIOM> <HJIH> <PAOOTHHKOM AIITEKH>.

<Pexomengyemas gosa: ...>

<Bcerpa <mpurmMarTe> <mpHMeHAHTe> IIperapar B IIOJIHOM COOTBETCTBHH C JIHCTKOM-

BRUIAZBIIIEM HJIH C DEKOMEHZALIHAMH JIETAIEro Bpada <pPaOOTHHKA AITeKH> <,> <MEJHIJHHCKOH
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cectpsr>. Ilpu IHOABTeHHH COMHEHHH IIOCOBETVHTEeCh C <JI€YalHM BpadoM> <,> <HIH> <,>
<PabOTHHKOM aIITEKH> <,> <HIH MEJHIJHHCKOH CeCTPOH>.

<Pexomergyemas gosa: ...>

<I[Ipumenenue y fmeTeil <u IOJPOCTKOB>

<Pucka HaHeceHa JHINb A/ OOTIer1eHAA Pa3TaMbIBAHHA TA0JIeTKH IIPH BOSHHKHOBEHHH
3aTpyHeHHH IIPH ee IPOI/IaThIBAHHH IJeJTHKOM.>

<Tabrerky MOXHO pa3feIHTh Ha paBHBIE JO3BL.>

<PrcKka He npesHasHaveHa A4 pa3/IaMbIBAHHA TA0I€TKH. >
<Eciu BBI <npuHAIM> <npuMeHWIH> IpenapaTta XXXX® Oosblie, 4eM C1e[oBao>
<Ecyu BBI 3a0bUTH <IPUHATH> <IIPUMEHUTH> IpernapaT XXXX®>

<He npurnmarire 7BOHHYIO 403y, YTOOI KOMIIEHCHPOBATH IIPOMYILEHHYIO <TA0JIeTKY>

<SHO3Y> <...>.>
<Ecnu BBI mpexpaTuiu <npueM> <npuMeHeHHe> mpenapara XXXX®>
<[Ipy HaTHYIHH BOIPOCOB IO IPHMEHEHHIO IIPenapara OOpaTHTeCh K <JedaljeMy Bpady> <,>
<HJIH> <pAOOTHHKY alITeKH> <,> <HJIH MEAHI[HHCKOH cecTpe>.>
4. BO3BMOXHbBIE HEXXEJTATEJIbHBIE PEAKIIV

<llozobHO BCceM  JIeKapCTBEHHBIM  IIpernaparaM  IIPenapar  MOXET  BBI3BIBATH

He’>KeJ/IaTE€/IbHbIE€ PeARITHH, OAHAKO OHH BO3HHKAIOT HE } BCEX.>

</lonomHuTeIbHBIE HEeXKeIaTeIbHbIe peaKIuK y AeTeil <u MOAPOCTKOB>>

CoobmeHue 0 HeXxesIaTeJIbHBIX PeaKIuIxX

<Ecm y Bac BO3HHKAIOT KakHe-JHOO HeXXe/laTe/IbHbIe PeaKIHH, IIPOKOHCYIETHPYHTECh C
<BpawoM> <,> <HJIH> <,> <pDAOOTHHKOM amTeKH> <,> <HJIH MEJHIHHCKOH CeCTpoH>. /laHHad
DEKOMEHZAIIHA PACIPOCTPAHAETCA HA JIFOOBIE€ BO3MOXKHBIE HEXKe/IaTe/IbHbIE PEaKI[HH, B TOM IHCJIE
Ha He IEPeYHC/IEHHBIE B JIHCTKe-BRIAZAbIIIe. B Taroxe Moxxere cOOOLIHTH O HeEXKeIaTeTIbHBIX
DEaKHAX B HHQOPMALHOHHYIO 043y JAaHHBPIX II0 HEXKeIaTeJBHBIM PEeaKIHAM (ZeHCTBHAM) Ha

JIEKAPCTBEHHBIE  IIPEaparsl, BRIIOYAZ COOOLJEHHA O HEIPOEKTHBHOCTH JT€KaPCTBEHHBIX



IIPErapaToB, BBLABJIEHHPIM HA TEPPHTOPHH rocyzapcrsa — wieHd. CooOmas O HeXKelIaTerbHBIX

PeaKIHAX, BFI IIOMoraere 110y IHT5 OOJIbLIe CBeAeHHH 0 6e30I1aCHOCTH IIperapara. >

5. XPAHEHUE TTPEITAPATA XXXX®

<XpaHwHre npenapar B HeZOCTYIIHOM H HeBHIHOM JJI1 JeTek mecre.>
<He npumendrite mpemapar Imociie HCTEYE€HHA CPOKA T'OZHOCTH (CpOKAa XpaHEHHT),

YKa3aHHOIO <B> <HA> <MAapKHPOBKe> <KAPTOHHOH IAYKe> <@QJIAKOHe> <...> <MOCJIe [COKpaljeHme,

HCIIOTB3yeMoe JJIA JaThl HCTEYEHHA CPOKA TOZHOCTH].>
</laTo# HcTeveHHT CPOKa IOZHOCTH ABITETCA ITOCTENHHH JeHb MecALa.>

<He npumersgrite mpemapar, ecJIH BbI 3aMETHIH [OIHCAHHE BHIHMBIX IIPH3HAKOB

HEeImPHTOZHOCTH IPernapara Jid IPHMEHeHHA].>
<He BbIOpacsIBarite (He BbLIHBAaKTe) IpEaparTsl B KAHATH3AIHIO <BOJOIPOBOL>. YTOIHHTE

y paboTHHKA amTeKH, KaK H30aBHTECA OT IPErnapaToB, KOTOpsle OOJbINe He IIOTpeOyIOTCA. ITH

Mep5bI ITIO3BOJIAT 3aI[HTHTD OKPY RAIOINYVIO CPEAY. >

6. COAEPXMMOE YITIAKOBKU U ITPOYME CBEJIEHVA

{IlorHOe nepeuncienne gercTByromero(tx) BeecTB(a) H BCTOMOraTe/IbHFIX BELeCTB)

[Tpemmapar XXXX® copmepxut

</leFcTByomHM(HMH) BeLjecTBOM(aMH) ABIAETCA(TOTCA)>
<[ Ipounm(n) <HHTpEeFHEHTOM(aMH)> <(BCTOMOTaTe/IEHPIM(H) BEIIECTBOM(AMH))>
ABIAET(FOTCA). .. >

Buenrauit Bug XXXX® u cosep>XxuMoe YIIaKOBKHI

JlepxaTesp peruCTpalOHHOTO yIOCTOBEPEHUS U IIPOU3BOJUTETH
{Hammeroparne u agpec}

<frer.}>

</@arc}>

</azpec s1eKTPOHHOH TOYTHI}>

<3a J1robo¥ HH@OpManHer o nperapare CIeLyer 00pamarscAa K TOKa/IBHOMY TPEJCTABHTENIO

JepKare/Id perHCTPalHOHHOIO Y 4OCTOBEPEHHA!



{Crpana/

{Hanmernoparnne opranuzanum)

{Azpec: {Hacerernupr# myHKT] {T09TOBSBIH HHAEKC] — cTpaHa)
Ter: + {Homep reregoral

<Be6-cavT>>

JII/ICTOK—BK]Ia,II;LIlH IIepeCcMOTpEH

<MM/ATIT}> <{mecan ITIT}>.

<[lpenapar «3aperucTpHpoBaH HA YCIOBHAX». OTO 3HAYHT, YTO IOABATCA HOBBIE
CBEZeHHA O IMpernapare.

IIpescraprenHsre JaHHBIE O JIEKAPCTBEHHBIX MPenaparax OyAyT IPOBEPATHCA H
JOMOTHATECA HOBBIMH CBEJEHHAMH, H II0 Mepe HeOOXOZHMOCTH JIHCTOK-BRKIAZBIII OyZeT
OOHOBJIATHCA. >

<IIpemapar 3aperucTpHpoOBaH IO «HCKIFOIHTEJIBHBIM OOCTOATENBCTBAM». ITO 3HAYHT,
YTO <BCIEACTBHE PEJKOH BCTPEYaEMOCTH 3a00€BAHHA> <H3 HAYYHBIX COOOPAKEHHH> <HCXOLA
H3 OTHYECKHX COOODaKEHHH> HEBO3MOXHO IOJIVYHTh BCE HEOOXOAHMBIE CBEJEHHA O
npemapare.

ITo srum sekapcrBeHHBIM mpernaparaM Oyzer MPOBOAHTHCA SKCIIEPTH3A HOBBIX JAHHBIX,
KOTOpbIe MOIYT IOABIATECA €XKErOZHO H II0 Mepe HEeOOXOZHMOCTH JTHCTOK-BKIAZBII OyZeT

OOHOBJIATHCA. >
<[Ipoure HCTOYHHKH HHPOPMAIHH>

<[logpobHsIie cBegerma o mpemapare cojepxarca Ha BebO-carite Corosa> <Hmerorcsa
TaK)Ke CCBIIKH Ha APYTHE BeO-CAHTHI IO PEAKHM 3a0071€BAHHAM H BHAAM JT€YEHHA. >

</lucrok-BrIaAbII JOCTYIIEH Ha Beex A3bpIkax Corosa Ha BeO-carite Coro3a.>

(TMHUA OTPHIBA UJIU OTpeE3a)
<Crezyronire cBefeHHA NPEFHA3HAT€HP HCKIIOYHTEIBHO /I MEJHIHHCKHX

PabOTHHKOB:>
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K TpeboBaHNAM K HHCTPYKIIUU TIO
MeJUIMHCKOMY IIPMMEHEHHIO JIEKaPCTBEHHOIO
Ipernapara U o0lIei XxapaKTepUCTHUKe

JIEKApCTBEHHOTO IIp€IlapaTa AJI MeAJUITUHCKOTO

IpUMeHEeHHUS
YKA3AHHUA
TI0 3aITOJIHEHHIO Ma6I0Ha MHCTPYKIMK 110 MeJUIIHCKOMY IIPUMEHEHHUIO (JIMCTKa-
BKJIQIBIINA)

Bmecro (ToproBoro) HauMeHOBaHWsS JIEKAPCTBEHHOTO IIperapaTa B TeKCTe
ynoTpebiseTcs 0603HaUeHHe «IIperapar X».

Bo Bcex ciy4asx IIpu HeOOXOZMMOCTH CJefyeT MCIIONIb30BaTh CTaHJAPTHBIE
3arOJIOBKM ¥ (passl, copepkaufuecss B mabiaoHe. B oTzenpHBIX Cayvasx Aad ydeTa
crenuUIHBIX A IIperapara TpPeGOBaHHUI 3asABUTENb MOXKET He WCIIONb30BaTh I3TU
3aroJIOBKM ((passl) M UCIOJNB30BATh APyTHe aabTepPHATUBHbBIE 3aroJIOBKU WJIH (pasbl
(mampumep, I IpemapaTtoB, BBOJUMBIX MEAUIIMHCKUMHU  PabOTHHUKAMH, CJIOBO
«IIPUHUMAaNTE» WU «IIPUMEHSITe» MOXKHO 3aMEHHUTH CJIOBOM «JA€TCSI» VJIM «BBOZUTCS»).

3asBuTENI0 HEOOXOLUMO OGOCHOBATH HCIOJIB30BAHME aTBTEPHATUBHBIX 3arOJIOBKOB
(HampuMep, CCBLIKOM Ha pe3ysIbTaThl II0TH30BATENIBCKOTO TeCTHpOBaHUA). I HEKOTOPBIX
IIperapaToB He IIPUMEHHMBI BCe DJJIEMEHTHl JIMNCTKA-BKJIAJbllla, B OJTOM CiIydae
COOTBETCTBYIOLIUI 3aT0JIOBOK yKa3bIBaTh He CJIefLyerT.

Ilenp maGmona — obecredynTh BKIIOYEHME B yKA3aHHOM IIOPSAJKe BCEX JJIEMEHTOB
JINCTKA-BKJIQZBIIIA COTJIACHO TpeGoBaHMAM EBpasuiicKOro SKOHOMHYECKOTro coo3a (naree —
Co103a) 10 MOATOTOBKE TEKCTA JIMCTKA-BKJIA IbIIIA.

Juzaiin u pacnosnoxeHre WHHOPMALUN SABAAIOTCA KIIOYEBBIMHM 3JI€MEHTaAMHU
yA0604YMTaeMOCTH TOTOBOTO JHCTKa-BKkiageima. CremoBanme mabiaony JIB oGecrmeunBaer
Olpesie/IeHHYIO CTelleHb omHOpomHocTu JIB  3aperncTprupoBaHHBIX — JIeKaPCTBEHHBIX
IIperapaTos.

ITo zampocy opraHu3auuil IAalMeHTOB 3asABUTENN IOJDKHBI IPEAOCTABUTH JUCTOK-

BKJQZBII B ¢opMaTe, NOAXOAAIMEM s CIENbIX MIM ciaabosuzgmux. Jlepkatenam



PETUCTPALIIOHHBIX yJOCTOBEPEHMI pEKOMEHZYeTCa YKa3bIBaTh HaJIH4HMe IOJOOHBIX
aJIbTepHAaTUBHBIX GOPMATOB B KOHIIE JTUCTKA-BKJIAZBINIA.

JIncroxk-Bxnampinr: MHCTpyKIMK 10 MeAUITMHCKOMY IIPUMeHEeHUIO JIEKapCTBeHHOTO
IpenapaTa i <IafHeHTa> <IIOTPeOHTe/IT>
{(ToproBoe) HarMeHOBaHHe, JO3HPOBKA, TIEKAPCTBEHHAA popMa)

{/eficTByronme Bemecrsal

B pmamHOM TmoOA3arosioBKe HEOOXOZMMO yKasaTh (TOproBoe) HaUMeHOBaHUE
JIEKapCTBEHHOTO IIpelapaTa (Zajee — Ipelapar), 3aTeM JO3UPOBKY U J€KapCTBEHHYIO GopMy
(taxxe kxak B paszmene 1 OXJIII), oHu BIAENAIOTCA HOMYXKUPHBIM IpudToM. Jaee cremyer
yKazaTh AeiCTByIolre BelecTBa (B coorBeTcTBUU ¢ IyHKTOM 11 TpeboBaHMIiT K MapKHUPOBKe
JIEKapCTBEHHBIX CPeZACTB) MH(POPMALMIO O KOTOPHIX MOXXHO IIPeJCTaBUTh CTPOKOI HIDKe. B
OCTaBIIeNCA YaCTU JOKyMeHTa TOProBOe HaMMEHOBaHME He CJIeyeT BBIIeNATh IOTY>KMPHBIM
WU MOSYEPKHYTHIM IIPUQTOM, U B LIEJIOM CJIeLyeT M36eraTb 4acTOrO yKa3aHHUSA TOPTOBOTO
HauMMEeHOBaHUA B TEKCTe.

ToIpKO B OTHOLIEHMU IIPeNapaToB, TPeOYIOIIMX JOIOIHUTEIBHOTO MOHMTOPHHTA
6e30IIaCHOCTH, HEOOXOZWMO YyKa3aTh B JIMCTKe-BKJIA[BINIE CIEI[MATBHBI CHMBOJ U
noscHeHua. (CIenWaapHBII CHMBOJ IIPeJCTaBIAeT COOOH UepHBIH IlepeBepHYTHIH
PaBHOCTOPOHHUU TpPeYronbHUK «V¥W», CHMBOJ [ODKEH OBITh IPOIOPLHMOHATIEH KeTTIo
mpudra mNoCHesyIOlero CTaHZAPTU30BAaHHOIO TEeKCTa, IPU 3TOM MUHHMAalbHAafA JJIMHA
KaXJI0If CTOPOHBI TpeyTOJIbHMKA MJOJDKHA COCTaBIATh He MeHee 5 MM. /[In1a moAroToBKuU
TOTONMHeHUH K MHOOpPMaluM O Ipemapare, IOXalyHcTa, BOCHOJb3YHTeCh YepPHBIM
TPEyTOJIBPHUKOM, COZEePKAIIUMCA B JAHHOM LIA0JIOHE.

<V JlekapcTBeHHFIH  Ipemapar IMIOZTEXHT JONOJTHHTEJIBHOMY  MOHHTOPHHIY,
KOTODBIH CIIOCOOCTBYeT OBICTPOMY BBIABJIEHHIO HOBBIX CBEAJEHHH II0 0e301acHOCTH. Brr
MoO)KeTe IIOMOYb, COOOIfas HH@OPMALHIO O JIOOBIX HEXeIaTeTbHBIX PearIHAX, KOTOpHIe
BO3HHKJIH B IIEPHOJ IMPHMEHEHHA JIEKAPCTBEHHOIO IIPENAapara (B TOM YHCIe H O CIy9Iadx ero
He3(@pEeKTHBHOCTH).

Crrocob coobmenns o HexXelaTeJIbHbIX PeaKIHAX OIHCAH B pasjerme 4 JIHCTKa-

BKJ1a1pInia.>



[na JjexkapCcTBeHHBIX IIpellapaToB, OTIYCKAaeMBIX HCKIIOUUTEJIBPHO II0 peLemnTy,
Heo6X0,ZLI/IMO IIOMECTHUTD B JIMCTOK-BKIAABINI CJIE€AYIONIE HaAIIHNCI:

<llepex <npuemom> <IpHMEHEHHEM> IIPEIIApaTa IIOJHOCTPIO IPOYHTAHTE JIHCTOK-
BRI, TOCKOIBKY B HEM COAEPXKATCA BAXKHBIE JJIA BAC CBECHHA.

CoxpaHHTe JTHCTOK-BKIaAbI. BO3MOXHO, BAM MOTpebyerca mpoYHTaTh ero eje pas.

Form YV BdC BOZHHKJIH JJOIIO/THHTE/IbHBIE BOIIPDOCHI, 06P3THT€CL K <J1evamjeMy Bpady> <,>

<HIIH> <pAOOTHHKY allTEKH> <,> <H/IH> <MEJHIJHHCKOH CecTpe>.

]ZpenapaT HazHaYeH HMEHHO BaMm. He Hepe,ZIHBHIZ'Te €ro gpyrum JITrRJ49M. On moxer
HaBpEAHTh HM, Jd’K€ €C/JIH CHMIITOMbBI HX 3a00/1€BAHHA COBHAnarOT C BalTHMH (He cregyer
BRKIIO9dTh JAdHHOE€ YKd3dHHE, €C/AH IIpelriapar IIPEJHA3HAY€H TOJ/IBKO J/I4 CTAIIHOHAPDHOIO

IIPHMEHEHHA).

Ecm y ac Bo3HHKIH Kakme-THOO HeXeJlaTe/IbHbIe PeaKI[HH, OOPATHTECH K </IedaujeMy
Bpady> <,> <HIH> <paOOTHHKY alTeKH> <,> <HJIH> <MeJHIJHHCKOH cecIpe>. [/laHHAT
DEKOMEHZAIHA PacOpOCIPAHAETCA Ha JFOObIe BO3MOXXHBIE HEXe/IaTe/IbHbIe DeaKIHH, B TOM

YHCJ/IE HAd He IIEpEeYHC/IEHHBIE B pd3/ejle 4 rrcrra -BKJIdZpIIIIA. >

[l JeKapCTBeHHBIX IIPeIapaToB, OTIIYCKaeMBIX Oe3 peIlenTa, CilIefyeT yKasbIBaTh
CIeAyIOUy0 HHPOPMAIUIO:

<llepes <mpuemoMm> <MpHMEHEHHeM> IIperapara IIO/IHOCTHIO ITPOYHTAHTE JIHCTOK-
BRKJI4ZBII, ITOCKOJIBKY B HEM COAEPKATCA BAXKHBIE JUIA BAC CBEAEHHA.

Bcerpa <npurnmatite> <nmpuMeHAHTe> MPENapar B TOYHOCTH C JAHHBIM JIHCTKOM HIIH
DEKOMeHZAHAMH <J€Yaljero Bpadya> <,> <HIH> <pAOOTHHKA AaITeKH> <,> <HJIH>
<MeFHI[HHCKOH CeCTpPBI>.

COX]?HHPI T€ JIMCTOK-BKJI4/IBIIII. Bosvoxxr O, BaM IT 0Tp€6}/€TCH IIDOYHTATH €I0 emje pas.

Ecm BaM Hy>KHBI JOIOJHHTETBHBIE CBEJEHHA HIH DEKOMEHZALHH, O00paTHTeCh K

PAOOTHHKY aITTeKH.

Ecim y Bac BOSHHKIH KakHe-THOO HeXelIaTeJIbHbIe PeakIHH, OOpaTHTeCh K <J€YaIfeMy

Bpady> <,> <HWIH> <pabOTHHKY AamTeKH> <,> <HJIH> <MEJHIHHCKOH cecIpe>. /laHHAT
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DEKOMEHZAIHA PacOpOCIPAHAETCA Ha JFOObIe BO3MOXXHBIE HEXe/IaTe/IbHbIe DeAKIHH, B TOM

YHCJ/IE HAd He IIEpEeYHC/IEHHBIE B pd3/ejle 4 rrcrra -BKJIdZ[pIIIIA. >

Ecrm cocrogame He yiyymaerca HAH OHO YXYAUIAETCA, <depes3 [IHcrof] JHEH> BaMm

crexyer 0OpaTHTECA K Bpady.>

CopepxaHue ITHCTKA-BKJIAbINIA

TectrpoBaHue nmorpebuTeseil MOKa3ano, YTO OOJBIIMHCTBY IAIMEHTOB HEOOXOZMMO
IIpe/ICTABUTH COZlep>KaHMe JIMCTKAa-BKJIAaAbIIIA, KOTOPOe JOJDKHO OBITH YeTKO BbIieneHO. Eciu
JINCTOK-BKJIAZBIII CTAaHAPTHBIIN, OH OOBIYHO COCTOHUT U3 6 OCHOBHBIX Pa3ZiesIoB.

1. Yro u3 cebs mpeacTaBiseT mpemnapar X, U JJI1 9eTO eT0 IPUMEeHSIIOT.

2. O yeM cyrefyeT 3HATh Ilepe]; <IIPUEMOM> <IIpUMeHeHueM> IIpemnapaTa X.

3. <IIpuem> <mpumeHeHue> npemnapara X.

4. BosmoxHBIEe HexKeJlaTeIbHbIe peaKIuH.

5. XpaneHnue npenapata X.

6. CopmepxuMoOe YIIaKOBKU U IIPOYHeE CBeJeHUA.

Ogmnako ecnu umcmonb3yercs GopMar OykieTa WA CTAHZAPTHBIM JIHMCTOK-BKJIAJIBINI
COJZIeP>KUT MHOTO IIOZpa3/iesIoB, JOMycKaeTcs Oosee IIOAPOOHOe IIpeiCTaBIeHHe COTePXKaHUI
JIUCTKA-BKJA#bIma (C yKasaHMEM HOMEpPOB CTPAaHHUI, MJIM KOJOHOK, IO3BOJIAIOMINX
noTpebuTeniM OBICTPO HAXOAUTh HEOOXOAMMBIE WM CBeJEeHUsA, STH JaHHBIE MOXHO

YKa3bIBdTbh JINIIb Hd MaKeTaX).

1. Yro u3 cebs mpepcTasiger mpemnapar X, U JJI1 9eTO ero IPUMEeHIIOT

Toprosoe HammeHOBaHHe, JEHCTBYIOIJHE BEIJeCTBA H @apMaKOTEPalleBTHYECKad
IpyIa npernapara.

Crnemyer ykasaTb TOpProBoe HAaMMEHOBaHMe IIpellapara U JOIOJIHUTH €ro, IIpU
HeOOXOZMMOCTH, YKa3aHHeM JeHCTBYIOIMUX BelecTB (Kak B pasgenax 1 m 2 OXUJIII),

HaIIpuMep, «Ipernapar X COIep>KUT TeUCTBYIOLIee BeIlecTBO Y». HeoOXommMMo yKasaTh Takxe
P p, «Hpelap aep pit YOI, 1, ut y



¢dapmakorepaneBTudecKyio rpynny (kak B pasgesne 5.1 OXJIII), u (uam) Ha 94TO OH ZeHCTByeT
(HampuMmep, CTaTUHBI (IJI CHIDKEHUA COZePXKaHUSA X0JIeCTEPUHA)).

Iloxazannsa K IpHMEHEHHIO

3mech HeOOXOVMO yKas3aTh IOKA3aHUA K IPUMEHEHHIO, B COOTBETCTBUHU C paszesoM 4.1
OXUJIII. Heob6xoanMo yKa3aTh, B KAKMX BO3PACTHBIX IPYIIIAX MOKA3aHO IIpUMeHeHMe IIpelapara C
yKasaHUeM BO3PacTHOTO JUalla30Ha, Hal[puMep:

<npemapar X nOpHMEHAETCA VI JI€9eHHA [yKa3arb IIOKasaHHe] y <B3POCJIBIX>
<HOBOPOXXZEHHBIX> <MJI4JeHL]eB> <JeTeH> <IOAPOCTKOB> <B Bo3pacre [or X o yj> <ier>
<MecALeB>.

Ecnm mpuMeHHMO, yKa3bIBAIOT:

YTO IIpemapar SBJISAETCS BBICOKOTEXHOJOTUYHBIM JIEKAPCTBEHHBIM IIPeIlIapaToM,
COZlepKallUM KJIeTKM WJIU TKaHM (HeOOXOZVIMO IIpeACTaBUThH ONKCAHWE DTUX KJIETOK WIH
TKaHei, UX IPOUCXOXZeHHe (BKIIOYAas BHJ JKUBOTHBIX, €CIM OHU HeYeJIOBEeYeCKOTO

IIPOMCXOXXIEHU) B cCOOTBeTCTBUHU paszenom 2.1 OXJIII);

YTO IIpenapaT ABIAETCA BBICOKOTEXHOJOTMYHBIM JIEKAPCTBEHHBIM IIpeIlapaToM,
Coflep)XKallM MeJAWMLIMHCKHAE H3JeJUA WINM aKTHBHbIEe HMMIUIAHTHPYeMble MeIUIIMHCKHe
n3genusa (HeoOXOZMMO IIPEICTABUTH OINMCAHME OTUX HU3JENHH M HUX INPOUCXOXKZEHUE B

cooTBeTCcTBUH C paszenom 2.2 OXJIII).

CBegeHHA O IT0/Tp3€ IIPHMEHEeHHA Iperapara

B mamnOM pasgesne momyckaeTcs B MHAMBUAYaJTbHOM IIOpAJKe YKasaThb CBEeJEeHHUA O
IOoJIb3e IIPUMEHeHUs IIpelapaTa IIpuU YyCJIOBUM cooTBeTcTBUA HHopmauuu B OXJIII,
II0JIE3HOCTH [IJIf AI[MeHTa ¥ OTCYTCTBUA JIIOOBIX 3JIEMEHTOB PEeKJIAMHOTO XapakTepa. JlaHHbre
TOITyCKaeTCs IPeACTaBUTh IIOJ, OTEeIbHBIM IIO3aT0JIOBKOM, Hampumep, «Crmocob mercTBUS
npemnapara X».

CBesieHHnA HEOOXOAMMO U3JIOXKUTH YE€TKO U KPATKO.

Hampuwmep, cBefileHNUs MOTYT BKJIIOYATh B CeO:

IIPU3HAKYM ¥ CHUMIITOMEI 3a00/I€BaHNUA, IIPX KOTOPOM JIEKAPCTBEHHBIH IIperapaT MOKeT

IPUMEHATBCSA, OCOOEHHO B OTHOUIEHMU Oe3peleNTypPHBIX IIpPerapaToB, HO Takxke B



OTHOIIEHWU IIPelapaToB, IPUHUMAEMBIX «II0 TPeOOBaHUIO» (HAIIpUMeD, IpenapaTsl IIPOTUB

MUTPEHN);

CBeJleHUsA O IIOJIb3e IIPUMEHEHMs IIpemnapaTa (HalpuMep, «IIpellapaT CHIXKaeT 00Jb
IpU apTpUTe», «IIpellapaT CHIDKaeT COJAEp)KaHWe caxapa B KPOBH, YTO CIIOCOGCTBYeT
[IPeJOTBPAIEHUIO0 OCJIOXKHEHNUM pauabeTa»). OTO OCOOEHHO BAKHO [JIs IIOBBIIIEHUS
IIPUBEP)KEHHOCTH IAI[MeHTa Tepalluy, HallpUMep, IPU JOJITOCPOYHOM U IPOPIIAKTUIECKOM
nedeHun. Ilonp3y TpuMeHeHHsA IIpemapaTa MOXHO ONKCAaTh C TOYKU 3pEHHUA
IpefOTBpAllleHNUs OCJIOXHEeHU# 3aboyeBaHus (Hampumep, [guabeTHYeCcKHX), eClau OHa
noxTBepxgeHa. MoXXHO TakKe yKasaTh CpPOK HacTyIleHus sddekra OT AelCTBUA IpemapaTa
(ecm menecoo6pasHo). B mo6oM cirydae cBemeHUs JODKHBI COOTBETCTBOBATh MHAOPMAIIUU B

OXJIII (ocobenHo pazgery 5.1 OXJIII);

CBeoeHNA O BpEMEHH, HEO6XO,I[I/IMOM AJId  HACTYILJIEHUSA 3(1)(1)6KTE[ IIpelapaTa

(06e300TMBarOII Ml IpeapaT, aHTUAEIIPECCAHT U T. [I.), €CJIM 9TO 3HAYUMO JIJIs TallleHTa.

O6s3aTeTpHOI ABNIAETCA Caemyomas GopMyIUpPOBKa:
<Ecram yrydineHnme He HACTYIIHIO HJIH BBI YVBCTBYETE VXyJIIEHHE <dyepe3 {4uciof

JHeH>, HeOOXOZHMO OOPATHTCA K BPady.>

2. O ueMm ciremyeT 3HATH Ilepe <IIPHEMOM> <IIPUMeHeHneM> Ipemnapara X

B pmanusIl paszmen HEOOXOAMMO BKJIIOUUTh MHGOPMALMIO, O KOTOPOH [JOJDKHBI 3HATh
HaIyeHTs! (oTpeGuTeNN) L0 Havyasia IpUeMa Ipeliapata ¥ Ha MPOTSHKEHUH BCETO Kypca ero
IpuMeHeHUs. BciencTBue OOJBLIIOrO pasMepa MJAaHHOTO pasfiefia JUCTKA-BKIAAbINA Y
HAI[eHTOB (IIpY WX TEeCTHMPOBAHHUM) BO3HUKAJIW HauOoJbIIVe 3aTpyAHeHuA. Jlna ymobcrsa
HAXOXAEHUS HYXXHOH MH(OPMALMH II0JEe3HO BKIIOUEHUE AOIOIHUTENbHBIX IT0/3aT0J0BKOB
(manmpumep, mHPOpManuu 00 OIpeneeHHOI KaTeropuu INOTpebuTeneil) ¢ CoOMIOfeHUeM
[I0CJIefOBATEIFHOCTH YKa3aHusA NHGOPMALMH B COOTBETCTBUU C €€ BaXKHOCTHIO.

2.1. ITpoTuBOomOKa3aHUA.

He <npunmnmarire> <npumengiire> npernapar X<:>



B mamHOM mogpaszese He0OOXOAUMO yKa3aTh BCe IIPOTUBONIOKA3aHUA, IepeYHCIeHHbIE
B pazgene 4.3 OXJIII, B Tom xe nopsagke, yto u B OXJIII. OcranpHble 0COObIe YKa3aHUA U
Mephl IIPeJOCTOPOXXHOCTH CHeAyeT IIPUBECTH B CIefylolleM pasfiesie JIHCTKA-BKIAZBIIIA.
HeoGxomumo  BKIIOYWUTH  BCe  CyLIeCTBEHHble  [JI ~ INIPUMeHeHHsd  IIpelapara
IIPOTUBOIOKa3aHusA. HeZomrycTuMO yKassIBaTh JIUIIb OCHOBHBIE MM YacThle BCTPEYAOLINecs
IpOTHBOIOKa3aHuA. He ciesyeT HCKIIOYAaTh IIPOTUBONIOKA3aHIE UCXOA U3 IIPeAIION0KEeHUS,
YTO MaI[MeHT He ITOMMeT 3TO IPOTUBOIIOKA3aHUe.

<eCJI y BaC aJIJIeprus Ha {ZefCTByIOIMe BelleCTBa} UK JII00bIe APyTye KOMIIOHEHTHI
Ipemnapara, (lepeduciIeHHbIe B paszese 6 IUCTKa-BKIAZBIIIA). >

B sTOoM mnpemympexzeHMH TakKe YKa3bIBalOT OCTAaTOYHBIE IIPUMECH, €CJIH 3TO
IIPUMEHUMO.

CooTBeTcTByIOIITE MEPHI IIPeIOCTOPOXKHOCTH, 0COOBIe YKa3aHUA
2.2. Ocobsle yKa3aHUA U MePHI IIPeZ0CTOPOXKHOCTH.

<Ilepen, <mpueMoMmM> <mpuMeHeHMeM> TIIpemapata X IIPOKOHCYJIbTUPYHTeCh C
JIe4alluM Bpa4oM <UJIU> <paOOTHUKOM aNTeKu> <HJIU METUIIMHCKOM ceCcTpoii>

B cryyae miuHHOTO IlepedHs INpefoOCTepeXeHUN PeKOMEHIyeTCS HCIIOJIb30BaHUe
eAVHOTO OKOHYaHHA (HampuMep, pPeKOMEHJAIMU O HeOOXOAMMOCTH KOHCYJIBTAIUU C
JledalM BpadoM MM PabOTHUKOM anTeKU JUO0 yKa3aHHe Mep IIPeIOCTOPOXKHOCTH), YTOOBI
IIOBTOPATH €r0 HECKOJIBKO Pas.

B manHOM mogpaszene HeOOXOZMMO H3JIOXUTH BCe OCOOble yKa3aHUS U MepsI
IIPeIOCTOPOXKHOCTHU TIPU IIPUMEHEHUH IIpelapara, BKiatodeHHsble B pasgen 4.4 OXJIII (kak u B
OXUIII, mopsmox n3noxeHus NHPOPMAIUY AODKEH OIPeleNaThCs BAXKHOCTHIO HHGOpMaLu
0 6e30IIaCHOCTH); KpOMe TOTO, B pasfese JIHCTKa-BKIazapima «OcobOble yKa3aHUS U Mepsl
IPeSOCTOPO’KHOCTH» HEOOXOLUMO YeTKO YKas3aTh, YTO [JOJDKEH IIPeJIPHUHATH ITallleHT
(moTpebuTeNs) NI TOTO, YTOOBI MUHUMU3HPOBATH IOTEHIIMAIBHBIN PUCK.

[Tompobryro mHOpManuio 00 OCOOBIX YKa3aHHAX M Mepax IPemoCTOPOXKHOCTH,
OOYCJIOBJIEHHBIX  HEXXEeJIAaTeJbHbIMU peaKIUAMH, KOTOpble MOTYT BO3HUKATh IIpU

IIpUME€HEHUNHN IIp€IlapaTd IIAIIME€HTOM, CJIe€AYyeT IIpUBECTH B pa3fejie 4 JINCTKA-BKJIdAbIIIa
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(HampuMep, CUMIITOMBI) C COOTBETCTBYIOIIEH II€PeKPeCTHOM CCBHIIKOM B pasfesne 2 JIKUCTKa-
BKJIaJbIIIA.

Ocobple  yKazaHWA, Kacalomluecs B3aUMOJEICTBUM IIpemapara, (epTHIBHOCTH,
06epeMeHHOCTH ¥ TPYAHOTO BCKAPMJIMBAHUSA, CIOCOOHOCTH VIIPABJIATh TPAHCIIOPTHBIMH
CpeACTBaMH M PabOTaTh ¢ MEXaHW3MaMU, a TaK’Ke BCIIOMOTATeIbHBIX BEIleCTB, CelyeT JAaBaTh B
COOTBETCTBYIOIIMX ITOCHeAYIOUMX II0Jpas3jeaxX JIMCTKa-BKIaAbIIA, €CIH TOJIBKO OHM He
IIPe/ICTABIIAIOT OCOOYI0 BOXXHOCTh C TOYKH 3PeHHUA 0e30IIaCHOCTH (IIPOTHBOIIOKA3aHUeE), B 5TOM
clyyae HX CieflyeT OTPasuTh BbIIIe, B IIOZpasfiesie JIMCTKa-Bkaazpima «He <mpuruMmaiite>
<IIpUMeHslTe> Impemnapar X».

Jl11 nHGOpPMAIY O JOIOJIHUTEIBHBIX JA00PaTOPHO-UHCTPYMEHTAIBHBIX UCCIEIOBAHUAX,
KOTOpble HeOOXOZAMMO IIPOBOAMTH B  XOZe TEepaluW, JOIYCKAETCI IIPeZyCMOTPETh

TOIIOJIHUTE IBHBIH II0/3aT0I0BOK.
2.3. [letn < IOZPOCTKMU>.

Ecnm mpemapar mokasaH ZeTsM, IIOZ [JAHHBIM IIOJ3aTOJIOBKOM CJI€ZYeT H3JIOXKUTH
ocoOble yKa3aHWUS M MepHl IIPeJOCTOPOXKHOCTH, CIelu(UYHbIe IS JAHHONH NONYJIAUYU U
ob6o3nauennsle B pasgene 4.4 OXIJIII. Ilpm HeoOxommmocTH, cCilefyeT IpemyIpeiuTh
pozuTesneil (yXaKMBAIOUIUX JIUI]) O BO3MOXHBIX OCOOBIX YKa3aHUAX IJIA fAeTeil (II0APOCTKOB),
BKJIIOYEHHBIX B IOJpasfiesl JUCTKA-BKJIAZBINIA «CIIOCOOHOCTH YIIPABIATH TPAHCIIOPTHBIMU
CpeICTBaMU U paboTaTh C MEXaHU3MaMMU».

Ecnm mpemnapaT He mokasaH HEKOTOPBIM MJIM BCEM IOATPYIIIAM JeTeil, He0OXOAUMO
IIpUBECTU CBeJleHus, cofepskaurrecs B paszene 4.2 OXJIII, sanpumep:

<He paBaiiTe mpemapaT geTsSM B BO3pacTe OT X JO Y <JeT> <MeCALEB> BCIEICTBHUE
<pucka [...]> <Hed((PeKTUBHOCTH> <TOTO, YTO IIOTEHI[MATbHAS IIOJIh3a HE IIPEBHIIIAET

PUCKU>, <BepPOSTHOM HeGe301IaCHOCTH>.
2.4. BzaumopeiCTBUA C APYTUMHU JIeKapCTBEHHBIMU IIpeIapaTaMu.
2.4.1. [Ilpyrue mpenapaTsl U Ipermapar X.

<CoobumuTe JsevameMy <Bpady> <MWIHN> <pabOTHHUKY amnTeKu> O TOM, YTO BEI
<IpUHUMaeTe> <IIPUMeHseTe>, HeJJABHO <IIPUHUMAIN> <IPUMEHUIN> WUIH MOXKeTe HadaTh

<IIpPUHUMATbh> <IIPUMEHATH> Kakue-1mubo Apyrue Iipernaparsl.>



B coorBerctBuu c¢ pasgenom 4.5 OXJIII HeoOGxomuMo omucaTh BIAWSHUE APYTUX
IIpeIapaToB Ha pacCMAaTpUBAEMBIH IIpellapaT M pacCMaTpPUBAeMOTO IIpellapara Ha Ipyrue
mpemaparsl. /lpyrue mpemapaTsl HeOOXOAMMO YKa3bIBaTh KakK (hapMaKOTepaleBTHYECKYIO
rpynny wii MHH (Heo6xomumo yka3pIBaTh CHadasa OOIIEyIOTpeOUTETbHBIE TEPMUHBI U
MHH B cxo0kax, ecIu TOJBKO B3aMMOJEHCTBUE He IIPOUCXOIUT C OZHUM JeHCTBYIOIINM
BEIECTBOM M3 BCETrO KJAacca, HAIpHUMep, «IIpaBacTaTHH (Tpemapar, IpPUMeHIeMBIH MAJis
CHIDKEHUA COZIep>KaHUA XOJIECTEPHHA)»), IO BO3MOXXHOCTH.

B HexOTOpHIX CiIy4asx, eciu 9TO OyZeT IIOJIE3HO HMAIMEeHTy, MOXKHO KPaTKO OIIMCATh
IOCJIeZICTBUAA B3aUMOJeHcTBuA Ipermapara. Hampumep, ana oOO3HaYeHUsA IIpelapaTos,
KOTOpbIe HeJb3s IPUMEHATD C JaHHBIM IpenaparoM: «He mpunumaiite npemapar X BMecTe €
Y (mpemaparoM, IpUMeHsIeMOM IIPU Z), IOCKOJIBKY 5TO MOXXET IPUBECTH K <CHIDKEHUIO €r0
abdexTa><HeKeIATeTBHON peaKIuu>».

[lnsg mpemapaToB, KOMOHMHAIUM C KOTOPBIMH CjIeflyeT u30eraTh, M IIPelaparos,
KOMOMHAIlUX C KOTOPBIMM TpPeOYIOT OIpefieIeHHOH IIPeJOCTOPOXKHOCTU (HAIpuMep,
KOpPPeKLUHU IO3BI, B 9TUX CIydadx ciaefyeT JaTh IepeKPeCTHYIO CCBUIKY Ha pasfies 3 JIMCTKa-
BKJIazsima). Hampumep, ecam mMMeeTcs BepOSTHOCTb, YTO B Ppe3yJIbTaTe B3aUMOJEHCTBUS
TOPMOHAQIBHBIM IIepOPATBHBIA KOHTPAIENTUB IOTEpseT CBOIO 3(PdeKTUBHOCTH, HAI[UEHTY
clefyeT PeKOMEeHJOBaTh WCIIOIB30BaTh APYTOH JOIOIHUTEIBHBIM METOJ, KOHTPAIeIIUN
(Hampumep, 6aprepHbBIE KOHTPAIEIITUBEI).

CBesieHHil O B3aMMOJEHMCTBUU IIperapara C PaCTUTEIbHBIMU WU aJbTepPHATUBHBIMU
BUJIAMU Tepalluy yKa3bIBAIOT IPHU uX Hanuuuu B pasgene 4.5 OXJIIL

2.4.2. BzaumoeicTBYe C MU M HaITUTKAMH.
<IIpemnapar X ¢ <numeii> <,> <u> <HAIUTKAMU> <,> <H> <aJTKOTOJIeM>>

ITpu HaMYUM COOTBETCTBYIOIMIMX YKasaHuil B paszeste 4.5 OXJIII Heo6xoaumo mpuBecTu
CBeZIeHHA O JIPyTUX BHJAX B3amMozeiictBuda. Hampumep, marueHTs! He TOJDKHEBI YIOTPeGIATH
MOJIOKO BMeCTe C TeTPalMKJIMHAMH, aJKOTOJMb IIpU JleueHuMH OeHsozuasenuHaMu. B stom
pasgiesie He CyleflyeT JaBaTh PeKOMeHJALMK O ITpHeMe IIperapara [0, BO BpeMs MJIM IIOCJIe eJbl,
TIOCKOJIBKY MX CJIeflyeT BKJIIOUUTH B pas3fien 3 JIMCTKa-BKIA/bIIIA, HO JOITyCKaeTCsA IepeKpecTHas

CCBLIIKd Ha YKaBHHHBIfI Ppas3neil ITNCTKa-BKIaAbIIIa.
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2.5. [Ipumenenne GepeMeHHBIMU M KOPMALIUMH TPYZBIO JKEHIIUHAMU, CBEIEHHI O

(bepTUIBHOCTH.
BepemenHocTh <H> <,> IpyZiHOE BCKapMJIUBaHHE < (PepTUIFHOCTH>

Ecnu cBepeHns o mpuMeHeHUH IIpelapara CyLleCTBeHHO Pa3IudaroTcs, HHPOPMAIHIO
0 OGepeMeHHOCTH, KOPMJIEHWH TPYZbIO0 B (PepTUIBPHOCTU HOIyCKAETCA IPEeACTABIATH IIOZ
OTZeIbHBIMU II0/]3aT0JIOBKAMHU.

Heo6xomuMO  BKJIIOYMTH B JIMCTOK-BKJIAQJBINI  pe3OMUpPYIOLINE  CBeJEeHU,
npuseseHHsle B paszeite 4.6 OXJIIL, a Taxke cirenyromee:

<Ecam BbI OGepeMeHHBI MM KOPMHUTE TIPYyABIO, NyMaeTe, YTO 3abepeMeHeNH, WIH
IUTaHUpyeTe OepeMeHHOCTS, Ilepesi HadyaJoM IIpUMeHeHUs Ipelapara IPOKOHCYIbTUPYHTECh
C <JIeYall¥M BpPa4oM> <HJIH> <PaOOTHHKOM aITeKH.>

OO6paTtuTe BHMMaHWe, YTO €C/IM IIpelapaT IPOTHUBOIOKA3aH IIPH OepeMeHHOCTH
U (MIM) TPyAHOM BCKapMJIMBAaHUU, BO BCEX IIOJpasfiesiaxX JUCTKa-BKaaapiua («PepTuibHOCTS,
OGepeMeHHOCTb, JIaKTalluA») CJIeLyeT IIPeACTaBUTh OAWHAKOBylo wuHpopmanuio («He
npuHuMakTe (IpUMeHsiiTe) IpemapaT X»), a TaKKe BKIOYUTh HH(pOpPMAIUIO O

TE€PAaTOTEHHOCTHU IIPpX HAJIWUYIUH.

2.6. Bingaaue Ha CIIOCOOHOCTH YIIPAB/IATh TPAHCIIOPTHBIMU CPeACTBAMU MM PaboTaTh

C MeXaHU3MaMHU.
<YIpaBieHre TPaHCIIOPTHBIMH CPe/ICTBAMU U paboTa ¢ MEXaHU3MaMU>

ITpu wamuuuu B pasgene 4.7 OXJIII npexynpenuTenbHBIX PpeKOMeHJAIUH HX
HeOOXOMMO YKa3aTh Ha IIOHATHOM IIAIIHeHTy Pa3TOBOPHOM fA3BIKe.

Jlep>kaTeny perucTpaliOHHBIX YAOCTOBEPeHMH [JO/DKHBI IIOMHMTB, 4TO IIpelaparsl,
IpUHIMaeMble JeTbMU, MOTYT TpeOGOBaTh CIIEIUATBHBIX pekoMeHpanuii. Hanpumep, B vactu
6e30I1aCHOCTH JJOPOXKHOTO ABIDKEHHUA (HECMOTPS HA TO, YTO JIeTAM B IPUHITUIIE He pa3pelIeHO
YIIpaBJIATh aBTOMOOMJIEM, ClefyeT yKa3aTh B JINCTKe-BKJIAZBINIE MOTYT JH JeTH KaTaThCA Ha
BeJIOCHUIIE e, CAMOKATE M T. II.).

Pexomenzpanum /[JOKHBI BKIIOYaTh OOBACHEHMA IPUYMH HEXeJIaTeJIbHOCTH

yhpaBjieHUs TPAaHCIIOPTHBIMHA CPEeACTBAMU M pa6OTLI C M€XaHMU3MadMH IIallTM€HTaM, d TaKXe
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YKa3aHHu€ Ha H€O6XO,ZI;I/IMOCTL KOHCYJIbTalVM C JI€YAIlMMM BpPa4dOM, €C/IN IIdIDUEHTBI BCE JKe
3dXOTAT BBIIIOJIHATH OTHU ,I[efICTBPIH.

2.7. Ocobsle yKa3aHUsA, KACAIOUIMECS BCIIOMOTaTeIbHBIX BEIIECTB.
<[Ipemapar X comep:xuT {HanMeHOBaHKe BCIIOMOTATeIbHBIX(0T0) BelecTs(a)}>

Ecnm npuMeHnMoO, B JaHHOM IOZpasziesie HeOOXOQUMO IIPUBECTU OCOOBIe YKa3aHHA O
TeX BCIIOMOTATeJbHBIX BeIleCTBaX, 3HAHHE O KOTOPBIX HeOOXOAMMO A1 0e30IIacHOTO U
3¢b(deKTUBHOTO IPUMEHEHUS U KOTOpble BKJIIOYeHBI B npuiaoxeHue N° 1 x TpeGoBaHuaM K
WHCTPYKIIUM II0 MEAMIIMHCKOMY IIPUMEHEHHIO JeKapCTBEHHBIX IIpellapaToB U oOImen
XapaKTePUCTHUKe JIEKAPCTBEHHBIX IIPeNlapaToB I MeAWIMHCKOTO IpPHMeHeHUsd, KaK U B
paszene 4.4 OXJIIL. JaHHBIH mOApaszmen ciaefyeT UCKIOYUTD, €CJIU IIperapaT He COZEP>KUT
BCIIOMOTATEeJIbHBIX BEIECTB C M3BECTHBIM JeiicTBUeM. Eciu IpUBOAATCA CCBIIKM Ha APYTOH
pasziesl JTHCTKA-BKJIAABINIA (HaIIpHMep, B CBA3M C HAJIMYMEM B COCTaBe aJKOroJg); TpebyeTcs
obpaTHas CCBUIKA W3 OTHX pasZieloB JIMCTKA-BKJIAZBINIA HAa OCOObIe YyKa3aHUA O
BCIIOMOTATeJIbHBIX BEleCTBAX U BBI3BIBAEMBIX MMM JeiCTBUAX (HAaIpuMep, BIMIHUE Ha
CIIOCOOHOCTh ~ YNPAaBIATh TPAHCIOPTHBIM  CPENCTBOM, O€peMEeHHOCTh M  TPYJHOE

BCKapMJIMBaHUe, AefCTBYe Ha JeTelt).

3. <[Ipuem> <nmprMeHeHUe> mpemnapaTta X

B mpocTsIx cry4asx ciemytonrue 3 sieMeHTa MOKHO OOBbeJUHHUTH B OJUH ab3ail.

3.1. Jloza (pazgen 4.2 OXJIII)

Jl71s TeKapCTBEHHBIX IIPENapaToB, OTIIYCKAEMBIX IO PELelTy, JOJDKHBI OBITH Ce/IaHbI
CllemyIolye YKa3aHUA:

<Bcerma <mpuuuMmaiiTe> <mpUMeHfHTe> TIperrapar B IIOJHOM COOTBETCTBHUU C
pPEeKOMEeHZAIMIMY JIeyallleTo Bpada <WiIM PabOTHMKA amTekw>. lIpu TOABIEHWN COMHEHHIT
IIOCOBETYITECH C <JIEYAlIVM BPayoM> <MJIN> <PAOOTHUKOM alTeKH>.

<Pexomengyemas fosa: ...>

[l TeKapCTBEeHHBIX IIPENapaToB, OTIIYCKAaeMbIX 0e3 pelenTa, JOLKHBI OBITh CeIaHbI

YKa3aHH:
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<Bcerma <mpunHmMaiiTe> <IpuUMeHANTe> AAHHBIN IIpelapaT B IIOJTHOM COOTBETCTBUU C
IAHHBIM JINCTKOM WJIX C PeKOMEHAIAMY JIeyallero Bpada <pabOTHUKA allTeKU> <MeJUIIHCKOM
cectpsr>. Ilpu TOSBIEHMH COMHEHHI IIOCOBETYHTeCh C <JIEYAlllUM BpadoOM> <WIH> <,>
<pabGOTHUKOM anTeKu> <WJIN MeIUIIUHCKOM CecTpoii>.>

<Pexomengyemas gosa: ...>

CrnenmyeT yka3aTh CBeJleHHS O MaKCUMaJIbHON OJHOKPAaTHOM, CYyTOUHOM U (Miu) obuieit
(xypcoBoit) fo3e mmpu Hamuuuu. Ecin pesxuM ZO3UPOBaHYS IIPU PA3IUYHBIX TOKA3AHUIX WU
y PasIMYHBIX IONMyJIALUi (HampuMep, y IOXUJIBIX, IAIIMEHTOB C HapylleHHeM GYHKIIUU
IeYeHH, II0YeK) OTIMYAeTCA, MOXKHO CHeJaTh AOIOJTHUTEIbHBIE IIOA3ar0JOBKU. YKaKHUTe
PEKOMEHZyeMYIO0 J03y U IIPH HEeOOXOAMMOCTH BpeMd, B KOTOpOe IIpelapaT MOXKHO MM
crleZlyeT IpUMeHTb.

3.2. <IIpumenenue y fmeTeil <u IOLPOCTKOB>.

Ecnu npemapar moxasaH pa3IMYHBIM BO3PACTHBIM TpYIIIAM C Pa3IUYaioON[UMUCHT
Z03aMH, CIOCOOaMU €ro IPUMEHEHHUd, YaCTOTONH BBeJEHUS MJIM IIPOJODKUTETBHOCTHIO
Tepanuy, HeOOXOLWMO JaTh WHCTPYKIMM IO IPUMEHEHHWIO IIpemapara [gIsi KakKIou
BO3pPaCTHOM I'PYILIIHL.

IIpu wHanuuum Oosiee MOAXOAAMEH [ IIPUMEHEHUS [OO3UPOBKM U (MiIN)
JIeKapCTBEHHOH (GOPMBI [ HEKOTOPHIX MU BCeX MOATPYII AeTel (HalpuMep, pacTBOp AJIs
IpreMa BHYTPb [JI1 feTeil), Ha 3TO CIefyeT yKa3aTh, HAlpUMep:

<[pyras(ve) ¢opma(s) mnpemapata MOXeT(T'yT) JIydlle IOAXOZUTH [ETIM,
IIPOKOHCYJIBTUPYHTECH C JIeYalllIM Bpa4oM WX paOOTHUKOM aIllTEeKM>.

3.3. Iyt u (unu) cnoco6 BBepenus (paszen 4.2 OXJIII).

IIpy HeoOXOAMMOCTM MOXXHO YKa3aTh IIyTh BBeJE€HHSI U JATh IIOHATHBIE NAIUEHTY
OOBACHEHUS.

Croco6 BBemeHMs (peKOMEHZAUMM II0 IIPAaBWJIBHOMY IIPHMEHEHHUIO IIpelapaTa
(manpumep, «He mporimaTsiBate», «He >xeBaTh», «BCTpAXHYTH Ilepes; IIpHMEHEHHEM»)).
Ilenecoo6pasHo yKaspIBaTh IPUYMHY IOJOOHON pekomeHpamuu (Hampumep, «He
pa3sraMbIBaTh X He KpomwuTh Tabinerky(u). B mpoTuBHOM ciyyae BO3HMKaeT yrposa

IIepeJO3UPOBKH, IIOCKOJIBKY IIp€IldpdT IIOCTYIIUT B OPTraHN3M OY€Hb 6BICTpO»).
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Heo6xomumo mpuBecTu onmcanue (BO3MOXHO, C MJLTIOCTpaliueii) crrocob6a BCKPBITHS
[ePBUYHBIX YIAKOBOK, 3allUUIEHHBIX OT JeTeidl, WA [PYIMX IEPBUYHBIX YIIAKOBOK,
OTKPBIBAIONIMXCSI HEOOBIYHBIM CIIOCOO0M, €C/IU IPUMEHUMO.

Heob6xozumo npuBecTr peKOMeHJAIuy OTHOCUTENBHO IIpreMa IIpernapara ¢ efoii, BO
BpeMA U (MJIM) [0 NpHeMa MUY MJIM YeTKO yKasaTh, YTO IIMINA He OKa3bIBaeT BIUAHME Ha
IIpemnapar 4 T. J., eCJIU 3HAYHUMO.

<Pucka wHanmecema smmp [ oGserdeHus —pasfaMbIBaHUA TaOMeTKH IIPH
BO3HUKHOBEHUH 3aTPYJHEHU IIPY ee IIPOTIaTHIBAHUY 1IeTUKOM. >

<TabmeTKy MOXHO pa3zenTs Ha paBHBIE JO3BI.>

<Pucka He nmpesHa3HaveHa AJIA pa3aMbIBaHUA TaOIeTKU.>

3.4. IlpomomxurensHoCTh Tepanuu (paszen 4.2 OXJIII).

Ecnu npumeHHMO, 0COGEHHO B OTHOIIEHUU IIPeNapaToB, OTIIyCKaeMbIX Oe3 pelelTa,
cyleZlyeT IIPUBECTU YeTKHe PeKOMEeHIALNHY O:

CTAaHZAPTHOH AJIUTEIBHOCTU IIPUMEHEHNU;

MaKCHUMaJIbHOU JJINTeTbHOCTH IIPUMEHEHNUS;

HeOOXOJUMBIX MHTEPBAIaX MEXAY KypCaMU JedeHuUs;

clIydasx, TpeOyIomKuX OTpaHUYeHNS IJIUTEeIbHOCTH IIPUMEHEHHUS.

JlJ1s HEeKOTOpBIX IIpeIapaToB MOXKET IOTPeOOBAaThCSA BKIIOYEHME B JAHHBIH paszel
JIMCTKA-BKJIAZBIIIA HEKOTOPBIX JOIOTHUTENbHBIX CBeJ€HUH, OJHAKO 5TO HEOOXOZMMO He BO
BCeX CIy4asX. B KauecTBe peKOMeHaLNii MOKHO MCIIOIB30BaTh CJIeLyIOIye 3aT0IOBKHU:

<Ecsu BB <IpHUHAIN> <IPUMeHWIN> Npenapara X 6ossiie, 4eM CIef0BajIo. >

Heob6xozumo onucarh KIMHHUYECKHe CUMIITOMBI, €CJIM IIPOU30ILIA Iepefo3upOBKa, U
CII0CO0 KyIMPOBAaHUA Iepefo3upoBKuU B cooTBeTcTBHU ¢ OXJIIT.

<Ecsu BbI 3a65UIH <IIPUHATH> <IPUMEHHUTH> X.>

HeoGxozmumo faTh dYeTKHMe YKasaHWS MaIlUeHTaM, 4YTO CjefyeT JejaTh IIpU
HeperyJIpHOM IIpPUMEHEHUHU IIpellapaTa, HallpuMep, yKa3aTh MaKCHMaJIbHBI HHTEpBal, B
Te4eHue KOTOPOTO MOXKHO IIPUHATH 3a0BITYIO 103y (B cOOTBeTCTBHH C paszenoM 4.2 OXJIII).

<He mnpunuwmaiite pABOiiHYI0O [03y, YTOOBI KOMIIEHCHPOBAaTH IIPOIYILIEHHYIO

<TabJIeTKy> <Zo3y> <...>.
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<Ecnu BBl IpekpaTHIN <npHeM> <IpUMeHeHUe> ITpemapaTa X>

Onumure CUMIOTOMBI CHHIPOMa «OTMEHBI» H CIHOCO0 UX MHUHUMU3AIUU B
COOTBeTCTBUH C paszesnoM 4.2 u (uiu) paszgenom 4.4 OXJIIIL.

Ecnu mnpumenumo, ciesyeT oOmMcaTh BO3MOXHBIE IIOCJIEACTBUA JOCPOYHOTO
IpeKpaleHus Kypca JedYeHHs MU HeoOXOJMMOCTh IIpeiBapUTeTbHOIN KOHCYIBTAIlUU C
Jle4auiuM BpayoM, pabOTHUKOM alTeKU WU METUIIMHCKOM CeCTPOIA.

JlaHHBIN paszes cefyeT 3aBepIIUTh CAeAyIomUM HHGOPMaIMOHHEIM GparMeHTOM:

<IIpy HaTMYUH BOIIPOCOB IO IPUMEHEHHUIO IIperrapara, OOpaTUTeCh K <JieyaleMy Bpady>

<,> <WIN> <pabOTHHKY alTeKH> <,> <WIH> <MeJHUIIMHCKOH cecTpe>.

4. BosMoxHBIe HeXejaTeIbHble PeaKI[un

4.1. Onucanue HexxeyaTeJIbHBIX PeAKIIUH.

JlaHHEII paszes IUCTKAa-BKIABINIA CIelyeT HadyaTh CIeyomuM ab3amem:

<Ilomo6HO BceM JIeKapCTBEHHBIM IIpellapaTaM IIpelapaT MOXeT BbI3BIBAThH
He)XeJIaTeTbHBIe PeaKIIVU, OJHAKO OHU BO3HMKAIOT He Y BCeX.>

JlaHHBIN paszes JIUCTKA-BKIAABINIA, KaK IIPABUIIO, CIeAyeT Pa3ZieTUTh Ha 2 JaCTH, TaK
KaKk HeOOXOZMMO IpeACTaBUTh JOCTATOYHO IIOHATHOE IIAIIMEHTY OIHMCAHWEe SBHBIX
KJIMHUYECKUX IIPU3HAKOB ¥ CHMIITOMOB, IIO3BOJIAIONIEE €My PAcIlO3HATh BCe 0O03HAUeHHEBIE B
paszeine 4.8 OXJIII HexenarepHBIE PEAKIUN, KOTOPBIE MOTYT BOSHUKHYTB.

Brayase HeoOGXOZMMO BBIZENUTH HaubOoJee Cephe3HbIe HeXKelaTelbHble peaKkIuu U
IaTh TAIMeHTaM YeTKWe WHCTPYKIUKM OTHOCUTENIBHO IIPUHMMAeMbBIX Mep (Hampumep,
IIPeKPaTUTh IIPHeM IIpelapara U (M) HeMeAJIeHHO OOPaTUThCS 3a MeJUIMHCKOM IIOMOIIBIO,
IIPH 5TOM IIeJ1ecO00Pa3HO MCIIOIb30BATh CJIOBO «Cpasy» WM «HeMeJIeHHO»).

3areM cilefyeT IIPUBECTM B JINCTKe-BKJIAJbINle IIepedyeHb BCeX OCTAIBHBIX
HeXXeJIaTeTbHBIX PeaKIuil C yKasaHHeM 4YacTOTHl MX BO3HMKHOBEHWS, HaUMHAsA C Hambojee
4JacThIX (6e3 MOBTOpPeHMA Haubojee Cephe3HBIX, YIIOMAHYTHIX BBIIIE).

B paMkax KaXZOro M3 OSTHUX pasfesoB HeXejlaTelIbHble PeaKIUHu CJIemyeT
CTPYIIIIMPOBATH IO UX YacToTe. PekoMeHyeTcs ciefyrouas rpajjaliyis YaCTOTHL:

O4YeHb YaCcTO — MOTYT BO3HUKaTh y Oostee ueM 1 yesnoBeka u3 10;

YacTO — MOTYT BO3HUKATh He Oosiee yeM y 1 gesoBeka u3 10;
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HEeYaCTO — MOTYT BO3HUKATh He Goiee ueM y 1 yenoseka u3 100;

PeAKO — MOTYT BO3HHUKATh He Gojiee ueM y 1 yenoseka u3 1 000;

O4YeHb PeIKO — MOTYT BO3HHMKATh He Oosee ueM y 1 wesmoseka u3 10 000;

HEW3BECTHO — MCXOA U3 MMEIOUUXCA JAHHBIX YaCTOTy BOSHUKHOBEHUS OIIpeJeIUTh
HEBO3MOJXKHO.

JlaHHYIO rpafaliio YaCTOTHI HEXKeJIaTeJIbHBIX PeakIuil He ciefyeT YKa3bIBaTh Ilepes,
IepeYHeM HeXeJaTeJTbHBIX peakIUif, IIOCKOJIBKY OHA, KaK IIOKAa3aJo0 TEeCTHUPOBAHUE
noTpebuTesell, MOXKeT BBOZUTH ITAIIEHTOB B 320 Ty>KJeHUE.

B nmo6oM ciy4ae mpH yKasaHMM BEPOATHOCTH BO3HUKHOBEHHS HeXKeJIaTeIbHbIX
peaKIuii Ba)XHO 110 BO3MOXKHOCTH JaTh ONMCAaHUE U IIPUBECTU YMCJIOBbIe AaHHbIe. CiremyeT
IIOMHHUTB, YTO TeCTUPOBAaHUE IIAIIEHTOB ITOKA3aJI0, YTO TAKHe IIpeJJIOXKeHNA, KaK «<BO3HUKAeT
y 6osee wem 1 u3 100, HO meHee wem y 1 u3 10» He coBceM NIOHATHHI IAllIEHTaM, IIO3TOMY
KCIIOJIB30BaTh UX He ciexyeT. He cienmyer Taxke yKa3pIBaTh HasBaHUA CUCTEMHO-OPTaHHBIX
kimaccoB. ONHAKO eC/IM YacTOTa HeXXeJIaTeJbHBIX peaKIMil HeW3BeCTHa (HAIpuUMep, MAJA
JIEKapCTBEHHBIX IIPENaparoB, AAaBHO OOpALIAIONIMXCA HA PBIHKE M II0O9TOMY He HMEIOIINX
pe3yJIbTaTOB yd4YeTa HeXXeJaTeAbHBIX peaKIuidl B paMKaX COBPEMEHHOH CHCTEMEI
(dapmakoHa30pa) B Ka4eCTBe 3aTr0JIOBKOB MOXKHO MCIIOJIB30BaTh IIOHATHbIE IAIIUEHTY CJIOBA,

0603Haq3101u;1/1e OpTaHbI 9€JI0OBE€KA, HAIIPUMEDP, KOXa, KeJTYAOK M KUIIeYHUK 1 T. 1.

<JlomoHUTENIbHbIE HeXXeJlaTe IbHbIE PeaKIUH y JeTeil <U MOJPOCTKOB>

Ecnu nmpumeHuMO (B COOTBETCTBUHM CO CBEJEHHAMH, COZEPXKAUUMU B paszene 4.8
OXUJIII), B saHHOM ITOApa3esie JTUCTKA-BKJIAAbINIA HEOOX0AUMO 0003HAUNTD BCe KIMHUYECKHU
3HAQYUMBIe Pa3IU4YUA B HEXeJaTeJIbHBIX PeaKIUAX B JIOOBIX IOATPyNIAX JeTed IIo
CPaBHEHMUIO C APYTUMHU MOATPYIINIAMHU MU B3POCIBIMHU.

Jlns Bcex JIeKapCTBEHHBIX IIpPellapaToB B KOHIle paszeia 4 JIMCTKA-BKJIAABIIIA
HeO0OXOAMMO YKa3aTh CJIeyIOUINil II0[3aT0I0BOK M TeKCTOBBIN (hparMeHT.

4.2. CoobueHre O HeXXeIaTeIbHbIX PeaKIHIX.

<Eciu y BaC BO3HMKAIOT Kakue-1mnbo HeXKeJIaTeIbHbIe peaxIuu,
IPOKOHCY/NIBTUPYHUTECH C <BpadyoM> <,> <HIN> <pabOTHHUKOM amTeKu> <,> <UIU

MeAUIIMHCKOM cecTpoii>. JlaHHas peKOMeHJalus paclpOCTPAaHIETCS Ha JI00bIle BO3MOXKHBIE
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He)XeJIaTeJbHBIe peakIUH, B TOM YHCJIe Ha He IlepedMC/IeHHBbIe B JIMCTKe-BKJIajpImre. B
TaKXKe MOJXKETe COOOLIUTh O HEeXeJaTeJIbHBIX PpeaKIUuAX HaNpsIMyI0 dYepe3 CHCTEMY
COOOIIeHNH TOCYIAapCTB — WIeHOB EBpasuiickoro s5KOHOMHYECKOTrO COI03a {yKasaTh IOPAZOK
mocryma k cucteme}. Coobmas o HeXXeJaTeIbHBIX PpeaKUMAX, BBl IIOMOTaeTe IIOIyYHUTbh
6oJBIIe CBeZeHUN O 6e30IIaCHOCTH IIpeIrapara. >

BxiroyaTts B IedaTHBIE MaTepHalbl CCBUIKY Ha CHCTEMY COOOLIEHWH TIOCyZapCTB —
yneHoB Coroza He Tpebyercs. IlpuBenmeHHBIN Bbllle (parMeHT CCHUIKU, 3aKIIOUYEHHBIH B
¢burypHbie CKOOKM {}, HCIIONB3yeTCA JIMIIP B OIIYOJIMKOBAHHOM OZOOPEHHOHW BepcUu
“HPOpMaIlUK O IIpemapare.

ITpencraBmeHHBle HIKe TIPUMEpBl peaau3allid TaKOH CCBUIKM He SBJIAIOTCH
VCYEPIBIBAIONIMMY, [OU3AaHH M pACIOJIOXeHUe CBeINeHUN B JIMCTKe-BKIAABIIIE [JOJDKHBI
OTpaKaTh IOLPOOHBIE CBeleHUA. B 3aBUCHMOCTM OT IPaBUJI I'PAMMATHKH HCIIOJIB3yeMOTO
A3BIKA MOXKET ITOTPeOOBaThCA TUHTBUCTHYIECKAs IIPAaBKa.

Ecnu panHBIe O cucTreMe COOOLIEHMWII KpaTKue, HAIpUMep, TOJIBKO CalT B
MHPOPMaLOHHO-TEeJIEKOMMYHUKAIIMOHHOH ceTu «VIHTepHeT», MOXHO BKJIIOYUTH OSTHU
TAaHHBIE B TEKCT, HAIIPUMep:

<Ecrm 'y Bac  BO3HMKAIOT  Kakue-THOO  HeXejaTeIbHble  peaKIWH,
IIPOKOHCYJIBTUPYHTECH C <BpauyoM> <,> <WIM> <pabOTHUKOM amTeKu> <,> <UIU>
<MEeIUIIMHCKOM cecTpoii>. K HUM Takke OTHOCATCA II00OBle HeXXejlaTelbHbIE PEaKIUH, He
yKazaHHbIe B JIUCTKe-BKJIaZbIlle. Bpl TakKe MOXKeTe COOOIIUTH O HEXXeIATeJIbHBIX PeaKIuAX
HAIpAMYIO 4epe3 WWW.XxX.Xxx.xx. Coo0Ias o HeXeJaTeJIbHBIX PeaKIUAX, BBl IIOMOTaeTe
IIOJIyIUTH OOJIBIIE CBeZIeHUH O 6e301IaCHOCTH IIperrapaTas.

Ecnu pamHble O cucreMe cooOuieHHil OoOBeMHBIE, HAIpuMep, ajpec, CaiT B
MH(POPMaLOHHO-TeJIeKOMMYHUKAIIMOHHOM ceTu «/IHTepHeT» M aabTepHATHBHBIE CIOCOOBI
IJIs JAOCTaBKM MHQpOpMAunwH, M (WJIM) IUCTKA-BKJIAZBINIA aJpecoBaH Oojee 4eM OFHOMY
rocyzapcrBy — wieHy Coro3a, MOXXHO BOCIIOJIB30BAaThCS CJI€YIONIVM IIPUMEPOM:

<Ecim 'y Bac  BO3HHMKAIOT  Kakue-THOO  HeXejlaTeabHble  peaKIUH,
IIPOKOHCY/IBTUPYHUTECH C <BpauyoM> <,> <HIM> <pabOTHHUKOM amnTeku> <,> <HUIU>
<MeIUIIMHCKOH cecTpoii>. K HUM Takke OTHOCATCA JIOOBIe HeXejaTeJIbHbIE PEeaKIUH, He

YKa3aHHBbI€ B JIMCTKE-BKJIAbIIIE. Br1 Taxyxe Mmoxxere COO6II.LI/ITI> O HEeXeJIaTEeJIbHBIX peaKIUAX
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Hampamyo (cM. Hmwke). CooOmas O HeXelaTeIbHbIX PEAKLUIX, BbI IIOMOTaeTe IIONyYHUThH
Gosiblre CBeZeHHUI O 6e30I1aCHOCTH IIpenapara.

{Crpana}

{HaumeHOBaHMe OpraHu3anyu}

{Anpec: {HacenenHsIii TyHKT} {ITOYTOBBII MHEKC]) CTpaHa}

Tein: + {HOMep TenredoHa}

WU

<caur>

{HaumenoBaHve opraHu3anym}>

5. Xpanenue npenapata X

<XpaHHUTe IIpemapaT B HEJOCTYIIHOM i1 peOeHKa MecTe TaK, YTOObI peOeHOK He MOT
YBUZETH €r0.>

5.1. /laTa ucTe4eHHs CpOKa TOJHOCTHU (CPOKa XpaHEeHU)

Ecnm B MapKupoOBKe MCIIOIB3yeTCs CIIeIMaJbHOe COKpallleHHe JAThl NCTeYeHUs CPOKa
TOZHOCTH, €T0 CJIeAyeT IPOAYyOJIUpOBaTh JAHHOM pa3jiesie JMCTKA-BKJIaAbIIIa.

<He mnpumeHsiiTe mnpemapaT IOCle HCT€YeHHS CPOKa TOFHOCTH (CpOKa XpaHEHU:),
YKa3aHHOTO <B> <Ha> <MapKHpOBKe> <KAPTOHHOH Ilauyke> <(aKoHe> <...> <IOCIe
{coxpamenve, ncrnonp3yemoe 11 AAThl UCTEUEHUS CPOKA TOAHOCTH].>

</laToit ncreueHNs CpoKa TOJHOCTHU ABJIAETCS IOCIeJHUH JeHb JaHHOTO MecAIa. >

5.2. YcnoBusa xpaHeHUS

CBemeHms [mODKHBI  cooTBeTcTBOBaTh pasgeny 6.4 OXJIII, cranpaprHbIe
bopMyIMPOBKY 111 YKa3aHUSA YCIOBUM XpaHEHHU IIPellapaToB IPUBeIeHSI B IIPHIOKeHHH N°
8 x TpeGoBaHMAM K HHCTPYKIHUHM II0 MEAMIIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHBIX
IpelapaToB U OOIIei XapaKTepUCTUKe JIEeKaPCTBEHHBIX IIPelapaToB I MeJUIIMHCKOTO
IpUMeHEeHUS.

Cpok romHOCTH TIOCJIe BOCCTAaHOBJIEHUSA, pasBefeHUA WJIN IIOCJIe IEePBOTO BCKPBITHA
EPBUYHON yIIAKOBKH (eCIM IPUMEHNMO).

CBezeHus momxHBI cooTBeTcTBOBaTh pasgerny 6.3 OXJIII, takke ciaemyer oOpaTUTHCI

K TIPHJIOXKEHHIO Ne 7 x Tpe6OBaHI/I£[M K MHCTPYKOHH IIO0 MEIMIUNHCKOMY IIPHUMEHEHHIO
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JIEKapCTBEHHBIX IIPenapaToB U OOIIeil XapaKTepUCTUKe JeKAapCTBEHHBIX IIPeNapaToB It
MeAUIINHCKOTO IPUMEHEHNU .

5.3. IlpenynpexzaeHus o IpU3HAKaX HEIPUTOJHOCTH IIperapara K IPUMeHEHUIO (B
COOTBETCTBYIOIIUX CIy4Yasax).

<He npumersrite mpemapar, eciH Bbl 3aME€TH/IH [OIHCaHHE BHHMBIX IIPH3HAKOB
HEIPHTOZHOCTH IIPENAapaTa K IPHMEHEHHIO). >

<He BpI6paceiBa¥ite (He BbLIHBAKTe) MPeNapar B KAHAIH3ALHIO <BOJOIPOBOZ>. Y TOYHHTE
Y pabOTHHKA alTeKH, KaK C/IeyeT yTHIH3APOBaTh (VHHYTOXATE) Ipenapart, KOTOPhIH OOIbIIe He

morpebyerca. ITH MePHI ITO3BO/IAT 3aI[HTHTE OKPYKAFOIYIO CPELY.>

6. Copmep:xuMoOe YIIaKOBKU U TPOYHE CBEJEeHUA

6.1. IToHOe mepeuncIeHre AefCTBYIOMUX BEleCTB ¥ BCIIOMOTaTeIbHbIX BEIeCTB

<IIpenapar X comepxxur>

Heobxomumo ykasaTh JeHCTByolIue BelecTBa (C YKazaHHMEM WX COZEpXKaHUA
Ka4eCTBEHHO U KOJUYECTBEHHO) M IIpOYMe KOMIIOHEHTHI (C yKasaHHeM HX COJep KaHUA
KayeCTBEHHO), C HCIIOJIb30BAaHMEM WX HAaWMEHOBAaHUI, NpPHBEZEHHBIX B paszenax 2 u 6.1
OXJIII, a TakKe Ha TOM A3bIKe, HA KOTOPOM COCTaBJIeH JIMCTKOK-BKJIABIII.

</lercTByOI[HMH BeljeCTBaAMH ABJIAIOTCA ... >

<Kaxzgas <rabierka> <Kamcysia> COZEPKHT b <rpamm>
<MHJUTHTPaAMM>. .. [ZeHCTBYIOIEro BeIeCTBa}>.

<[Ipoanmu <HHIpEAHEHTAMH> <(BCIIOMOTaTeIbHEIMH) BEIeCTBAMH)> AB/IAIOTCA. . . >

Ecnu mpuMmeHMMO, cileZyeT NPUBECTH IIepeKpPecTHYIO CCBUIKY Ha pasfiesn 2 JIMCTKa-
BKJI/IBIIIIA

<npenapar X cOZepXHT {HanMeHOBaHHe BCIIOMOIaTEI5HOIO BEIeCTRA}>.

6.2. JlexapcTBeHHas dopMa, XapaKTep U COflepK1UMoe ITepBUYHOM YIIaKOBKM II0 Macce,
00BbeMy MU eJUHUIIAM JO3MPOBAHNUA.

Buenrawii Buj, npenapara X ¥ COJiep>XXKMMO€E €r0 YIIaKOBKH.

JlexapcTBeHHyI0 QoOpMy cieAyeT yKasaThb B COOTBeTCTBUM C HoMeHKmaTypoit

nexkapctBeHHBIX (opMm Coro3a, yrBepxxmaemoir Kommccueil, M [ONOJHUTEIBPHO IIPUBECTHU
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MOHATHOE TAllMeHTy oOBbsicHeHUe (Ipu HeoOXxoxuMocTH). Eciu Ha mepBHYHOI yIaKoOBKe
HICIIOJIB3yeTCs MTOHATHBIH IalleHTy TEPMUH, €r0 He0OXOUMO IIPUBECTU B CKOOKaX.

Pexomengyercsa onucaTe pusndeckre XapaKTepUCTUKU, HallpuMep, GopMmy, 1IBeT, BUJ,
TPaBUPOBKY U T. [I. B COOTBeTCTBUU C paszenom 3 OXJIIL.

Heob6xommMmo ommcaths Bce pa3Mepsl YIIAKOBOK JAHHOM JIEKAPCTBEHHOH (GOPMBI U
IO3UpOBKU B cooTBeTcTBUM C pasgenom 6.5 OXJIII, ¢ ykasaHuneM BceX JOIOJTHUTEIBHBIX
3JIeMEeHTOB, BJIOXEHHBIX B YIIAKOBKY, TaKMX KaK HWIJIBI, TAMIIOHBI U T. A. B oTHomeHuu
TPYIIIOBOl YIaKOBKM HEOOXOAMMO YeTKO YKasaTh COJEPKUMOe YIIAKOBKM, HaIpUMep
«rrpenapaT X JOCTYIIeH B yIAaKOBKaX, cofepxamux Y, Z mau W TabseToK, U B TPYNIIOBOU
yIIaKOBKe, cocTosAmei n3 N KapTOHHBIX ITa¥eK, KaX/asA U3 KOTOPBIX COTEep>XUT M TabIeToK».

Ecnu mpumeHHMO, yKakHTe, YTO He BCe pa3Mephl YIIAKOBOK MOTYT HaXOJUTHCA B
o6opore. JlomryckaeTcs yKa3bIBaTh ITe€peKpPeCTHBIE CCBUIKY Ha JPyTHe JeKapCTBeHHbIe (OPMBI
U JJO3UPOBKHU.

6.3. HammeHnoBaHne U ajpec JepXaTeilsd PeTUCTPALIMIOHHOTO YAOCTOBEpeHUS U
IIPOU3BOJAUTENA, OTBETCTBEHHOTO 3a BBIIYCKAIOMIMII KOHTPOJIb KadecTBa, €CJU OHU
PpasJIMYaroTCs.

Jlep>xaTenb peruCcTpallMOHHOIO yAOCTOBEPEHMS ¥ IPOU3BOSUTENb:

{Hammernoparne u agpec}

<frer.}>

</@akc}>

</ar1exTpoHHAT MOYTAa}>

HeobxommMo ykKa3aTh HaWMeHOBaHME U afipeC JepKaTelsd PeTUCTPALHOHHOTO
yZocToBepeHUs B cooTBeTcTBUM C pasgenom 7/ OXJIII u 0003HAUYUTH €ro B KadecTBe
TaKOBOTO, HaIlpuMep,

</lep>xarers perucrpaguoHHOro yzocropepeHud — ABC @Papuy u T. 4. (mOTHBIH
azpec)>

HanmenoBanue cTpaHBI U afpec IpeAIIOYTUTEIBHO YKa3bIBaTh Ha fA3BIKe, HA KOTOPOM
COCTaBJIeH JIMCTOK-BKJIQZBII, OJHAKO JMJIA Jep:Karelell PerucCTPalliOHHBIX YOCTOBEpeHUH,

PacCIIOJIOKEHHBIX 3a IIpeAelaMu Coroza ciaeayeT HCIIOJIb30BATb JIATUHCKUH! a)I(i)aBI/IT. Moxxuo
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yKa3aTh HoMepa TesneOHOB, PaKCOB U afipeca 3JIeKTPOHHOI IOYTHI (BeG-CaiiThI M 3JIEKTPOHHYIO
HIOYTY, CBA3BIBAIOLIYIOCA C BeG-CaiiTaMy, YKa3bIBaTh He JOITYCKAeTCS).

Heo6xopuMo ykasaTh HauMMeHOBaHME M aJpec IIPOU3BOAUTENA, OTBETCTBEHHOTO 32
BBIITYCKAIOMWII KOHTPOJIb KadecTBa X OOO3HAYHUTH €r0 B KAa4eCTBE TAKOBOTO HA A3BIKE, HA
KOTOPOM COCTaBJIeH JIMCTOK-BKJIQIbIII, HAI[pUMep:

<[Iponssogurens — /JED Mex u 1. 7. (morHbIH azpec)>

Hazpanue cTpaHBl M azpec IpeAIOYTUTEIBHO YyKasblBaThb Ha fA3bIKe, Ha KOTOPOM
COCTaBJIeH JIMCTOK-BKJIAQJBIII, OJHAKO MJIA Jepxarelell PeruCTPalliOHHBIX YJOCTOBEpeHUi,
pacIoIokeHHbIX 3a npefenamu Corosa, CefyeT MCIIONIb30BaTh IATUHCKUY an(aBUT. Y Ka3bIBaTh
HOMepa TeaedOoHOB, HPaKCOB U azpeca 3JIeKTPOHHOM IIOYTHI He JOITyCKAeTCH.

Ecnu pepikarenb peruCTpPAlMOHHOTO YAOCTOBEPEHUS U IIPOU3BOAUTEND SABJIAETCI
OZHUM U TeM >Ke JINIO, MAOIYCKAaeTCs WCIIOIb30BaTh OOWIMi 3aroioBok «Jlepkarers
PeruCTpallMOHHOTO YA0CTOBEPeHMA U IPOU3BOAUTENb>.

Ecnu nmpousBoguTeneii, oCcyuieCTBIAIOMMX BBITyCKAIOUIVH KOHTPOJIb KauyecTsa, bojee
OJHOTO, X HEOOXOJWMO YKa3aTh 37ech (C cepoil 3aJMBKOM wiu 6e3 B 3aBUCHUMOCTH OT
BapHaHTA IleYyaTH JHCTKa-Bkiaazprma). OZHAKO B IeYaTHOH BEPCHM JIMCTKA-BKJIAbINIA
JIEKapCTBEHHOTO IIpelrapaTa HeOOXOAMMO YeTKO BBIZIETUTH IIPOU3BOJUTEINS, OTBETCTBEHHOTO
3a BBIITYCKAIONIVI KOHTPOJIb Ka4eCTBa ITPOLyKINH, TOCTaBIseMoi Ha perHOK Coroza.

Ecnn snexapcTBeHHBIH IIpelrapaT 3aperuCTPHUPOBAH II0J, PA3IUYHBIMU TOPTOBBIMH
HaUMeHOBAaHUAMM B IOCyJapCTBaX-dyIeHaX, B JAHHOM pasfiesie TaKXe IPUBOJAAT IlepedeHb
HauMeHOBaHUA, 3apeTUCTPUPOBAHHBIX B KOXKIOM U3 HUX.

6.4. Ilepeuens mpezcTaBUTeNel [Aep>KaTelsd PerHCTPAlMOHHOTO YIOCTOBEpEHUS Ha
tepputopuu Coro3a, eCiv IpUMeHUMO:

a) IepeYeHb NpeACTaBUTeNeH(-5) JepiKaTels PeTUCTPALIOHHOTO YOCTOBEPEHU Ha
teppuropun Coio3a sgBIfeTcs O0O0A3aTeNbHBIM TpeOOBaHMEM, B CIy4ae eCIU JeprKaTelb
PEruCTPAIIOHHOTO yIOCTOBepeHH He IpezcTasieH Ha Teppuropun Corosa. Ilpu ero ykaszanmm
clefyeT TPUBOSUTH CBEJEHWA O IIPEJCTAaBUTENAX JepKaTelsd PeruCTPalMOHHOTO
YAOCTOBEpeHHUA MJI1 BCeX TOCyJapCTB-4IeHOB. BmecTe ¢ TeM IIpeicTaBUTeNb [ep>KaTeils
PETUCTPALIOHHOIO YZOCTOBEPEHUA MOXKET OBITh OJUH [JI HECKOJIBKUX TOCYZAPCTB-WIEHOB,

WM TaKKe€ MOXKET ABJJATHCA AEePiKaTeJIb PErMCTPAaIHOHHOI'O0 yAOCTOBEPEHMA HEIIOCPEACTBEHHO,
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eCIu IpyTHe ITIpeCTaBUTENIN He yKasaHbl. ECIM OZMH M TOT )Xe IIpefCTaBUTENb paboTaeT B
HECKOJIBKUX TOCYJapCTBaX-YIeHaX, JaHHBIE O HEM YKa3bIBAIOTCS OAVH pa3 II0f, HAMMEHOBaHUEM
COOTBETCTBYIONIUX TOCYAAPCTB-WIEHOB;

6) ecnu IpeACTaBUTENb JAepXKaTelsd PerHCTPAIIMOHHOTO YAOCTOBEPEHUS HAXOTUTCS
BHe IIpefieJIOB pPacCMaTPUBAeMOTO TOCYZAPCTBAa-WIEHA W eCIM yKazaH azpec, TO B JAHHBIN
aZipec cienyeT BKIIOYUTHh HaMMeHOBaHUE TOCYZapCTBa-WieHa Ha TOCYAapCTBEHHOM sA3bIKe(ax)
rOCyJapCTBa-4jeHa, I KOTOPOro IIpeJHasHaYeH JIOKATbHBIH IIpeICTaBUTEb;

B) B ILeJAX 3aMeHbI IIOJIHOTO HAaUMEHOBAHUA TOCYJAPCTBA-WIEHA B 3aT0JIOBKE MOXKHO
BOCITOJIB30BAThCSA KOZAMHU CTPAH B COOTBETCTBUHU C MeXXIyHapoAHBIM ctaHzaprom ISO 3166-1-
2013 «Kopmpr pnsa mpepcraBieHWs Ha3BaHMi CcTpaH W ux mogpasgenenuii. Yacte 1. Kopsr
CTpan»,

T) B LeJIX dKOHOMHMHM MeCTa B HalleYaTAaHHOM JIMCTKe-BKJIAZIBIIIE IIpeZCTaBUTeIeH
IepXaTesf PeruCTPAllMOHHOTO Y[ OCTOBEpeHUsA MOXHO YKa3aTh IIOC/Ie[OBaTeJbHO, a He B
tTabauyHoM ¢opmare. Eciy JIHUCTKU-BKIAABININ SBIAIOTCS MHOTOS3BIYHBIMU, IIepedeHb
JIOKQJIBHBIX IIPe/ICTABUTE N MOXKHO HalleyaTaTh OZHOKPATHO B KOHIIE JIMCTKA-BKJIAIbIIIA;

I) IOIyCKaeTCs YKa3bIBaTh TOJBKO HAaMMEHOBaHHe, HOMep TelepoHa U azmpec
3JIEKTPOHHOM 1mouThl (IO BBIOOpPY) IIpeACTaBUTENS Jep)KaTeas pPeruCTPalOHHOTO
ymocroBepenus. [Ipu Hamudum MecTa MOXHO YKas3aTh IIOYTOBBIN afpec. BeG-caiiTer u
3JIEKTPOHHYIO IIOYTY, CBA3BIBAIONIYIOCS C BeO-caiiTaMu, YKa3bIBaTh He JONIYyCKAETCS;

€) YCIU IIPeJCTaBUTENh JepXKaTels PEeruCTPAlOHHOTO YAOCTOBEPEHUS HAXOTUTCS
3a IIpefieJlaMU COOTBETCTBYIONIETO TOCYyZAApCTBa-4yeHa, CleAyeT yKa3aTh HAaUMEHOBAaHUE
DaHHOTO TOCYJapCTBa-4IeHa.

<3a mob0oH wHH@OpManmeH o mpemapate, a TAKXE€ B CAV9agX BO3HHKHOBEHHA
IpeTeH3HH caegyer o0pamjatecad K IIPEJCTABHTENI0 JEPXKATEJA PErHCTPaI[HOHHOIO
YAOCTOBEPEHHA HIIH JEPXKATEIIO PETHCTPAI[HOHHOIO Y AOCTOBEPEHHA:

{Crpama/

{HammeHnoBarne opranmzagun)

{Azpec: {Hacerernmsr# nyHKT] {TO9TOBSIH HHAEKC] — cTpaHa)

Ter: + {HOMED TeregoHa)l

<BeO-cavrT>>
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WU

<Bce mperemsmm morpebHTeNeH CI€AyeT HAIIPaBIATh IIPEACTABHTENIO JEPXKATET
PErHCTparHOHHOIO Y AOCTOBEPEHHA HIIH JEPXKATEIIO PETHCTPAIIHOHHOTO YJ0CTOBEPEHHA:

{Crpana).

{HanmeHoBarne opranu3amguny.

{Azpec: {Hacerernusii myHKT] {TOYTOBSIH HHAEKC] — CTpaHa).

Ter: + {HOMED TerepoHA).

<azpec 3JIeKTPOHHOH IIOYTBI>>.

6.5. JlaHHEBIi TUCTOK-BKJIABIII IIEPECMOTPEH

<MM/ITIT}> <{mecan ITIT}>.

VYKaspIBalOT JaTy perucrpanuu (ofoOpeHUs) IOCTIeSHEr0 W3MeHEeHUs WIN
nononHeHus (B coorBerctBuM ¢ pasgenom 9 wmiam 10 OXJII), manmpumep, mociemuee
HMOATBEPXKIeHNe PEeTUCTPAlUH (IIepeperucTpanuy) IO OOCTOATeIBCTBAM, JaTa CPOYHOTO
OorpaHMYeHUs IO BompocaM GesomacHoctu. Ilome, 3amosHsAerca — JgepxareireMm
PETUCTPALOHHOIO YOCTOBEPEHUS IIepes, ITeYaThio.

B oTHOmeHWM IIpenaparoB, 3aperHMCTPUPOBAHHBIX II0 IIPOLEAype «yCJIOBHAA
peTHUCTpanys», CIeyeT BKIYUTH CIeAyIOmyIo Gpasy:

</laHHBIN TpemapaT «3aperMCTPHUPOBAH HA YCJIOBUAX». DTO 3HAUUT, YTO IIOABATCA
HOBBIE CBeJIEHUA O JAHHOM IIpeIiapare.

ITpencraBieHHBle [aHHBIE O JIEKAPCTBEHHBIX IIpenaparax OyLyT IIPOBEPATHCA U
TOIIOJHATHCS HOBBIMM CBEJEHHUAMH, U II0 Mepe HeOOXOAWMOCTH NAHHBIH JIMCTOK-BKJIAZBIII
OyzeT OOHOBIATHCA. >

B orHOmeHMM mpemaparoB, 3aperMCTPUPOBAHHBIX IO  «UCKIIOYUTEIbHBIM
06CTOATETBCTBAM», HAJJIEXKUT BKIIIOYUTH CIIEeAYIOlIee YTBEPXKJeHUeE:

</laHHBIHA ITpenapaT 3aperuCTPUPOBAH IO «UCKIIOYUTETFHBIM O0CTOATENIBCTBAM». JTO
3HAYWUT, 4YTO <BCJIEACTBUE PpeIKOH BCTpeYaeMOCTH 3a00JIeBaHUA> <HU3 HAYYIHBIX
COOOpaXeHMI> <HUCXOAA U3 OTHYECKUX COOOpaKeHHI> HEeBO3MOXKHO IIOJIyYHTh BCE

HeoOXOMIMBbIe CBeZleHH O JAaHHOM IIperapare.
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Ilo >TuM JeKapCTBeHHBIM IIpemapaTaM Oy/eT IIPOBOAMUTHCA OSKCIIEPTH3a HOBBIX
IAHHBIX, KOTOPbIe MOTYT IIOSBJIATHCA €XETOJHO, U II0 Mepe HeOOXOJUMOCTH JAHHBIH JIMCTOK-
BKJIAZBIN OyIeT OOHOBJIATHCA. >

6.6. <IIpoune ncrounuku nHGOpMALIL>

B pmaHHBIN paspmen ciefyeT BKJIIOYUTH CCHUIKM HA APyTHe MCTOYHUKKU MH(POPMAIUH,
KOTOpble MOTYT OBITh IIOJI€3HBI MAIUEHTY. OTH MCTOYHUKM HHGPOPMALUU [JOJDKHBI
cootBercTBoBaTh OXJIII 1 He ZODKHBI HOCUTH PEKJIAMHOIO XapaKTepa:

a) JaHHBIE O TOM, KaK IAIIMEHTHI MOTYT IIOJIYYUTh AOCTyI K HH(OpPMALUU B
aJTbTepHATUBHBIX (opMaTax, Takux Kak mpudt bpaiing, ayauo, mudpooit muck wim
KpyIHas IIe4aTh JIMCTKA-BKJIABINIA. DTU JAHHbIE CJIeZyeT YKa3blBaTh KPYIHBIM IIPHUQPTOM,
YTOOBI NAIIMEHTHI C HApyLIEHNEeM 3PeHH 3HAIU 00 STHX BO3MOXKHOCTSX;

6) ccoinka Ha BebO-caiiT Corosa:

<ITompoGHbIe cBemeHMA O NAHHOM IIpeliapaTe cofep:karca Ha BeO-caiite Corosa>
<MmeroTcs TakKe CCBUIKM Ha JApyTHe BeO-CAafiTBl IO pesKUM 3a00JIeBaHUAM M BHAAM
Jle4eHusA.> BTOpas 4YacTh MAAHHOTO O0JIOKa NPUMEHHMa HCKIIOYUTENIBHO K OpGaHHBIM
IIperapaTam.

Bce 5Tu cBezeHM B Hale4aTaHHOM MaTepuaje AOJDKHBI OBITh OTYETIHBO Pa3IUIUMBI

H JIETKO YHUTAaE€MBI.

(TMHUA OTPHIBA MK OTPE3a)

[lna mapeHTepalpHBIX IIpelapaToB M IIPOYUX IIpenapaToB, MCIIOIb3yeMBIX
IIpeMMyIIeCTBeHHO B CTallMOHapaX, B MCKIIOYUTEIBHBIX CIydadxX i SKCTeMIIOpaJIbHBIX
IIpenapaToB (IIPH YCJIOBUU YTO OHU IIOKAa3aHbI AETAM M IIPU OTCYTCTBUM BO3MOXXHOCTHU
pa3paboTKU JIeKapCTBEHHOH (POPMBI, MOAXOAALIEH AeTaM (Ha OCHOBAaHHMM CTPOTUX HAyYHBIX
00OCHOBaHMIT)), B JAHHBIN pa3fie]l MOXKHO BKJIIOYUTH TaKHe 3HAYMMBIE IS METUIIMHCKUX
pPabOTHUKOB NIpaKTHYeCKHUe CBeJeHUdA, KaK IPUTOTOBIeHHe U (uiu) pabora C IpemapaToM,
HeCOBMEeCTHMOCTH, PEXHM JO3UPOBaHU:A, IepeJjo3UPOBKA, Mephl KOHTPOJIA, JTAOOpaTOpHEIe
aHaJIU3bI, IPU HEOOXOJUMOCTH, C II€PeKPeCTHOI CCBIIKOM Ha pasgen 3. B aTom ciydae

paszest cienyeT HauaTh Gppasoit:
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<Crnepyromue cBefleHHS IIpeJHa3HAYeHBl HCKIIOUYUTEIBHO Ui MeJUIMHCKHUX
PabOTHUKOB: >

6.7. Ectu B yIakoBKy IIpeAIIOIaraeTcss BIOXKUTD IIPOYYIO JOIOTHUTETBHYIO HAYYHYIO
MH(POPMALMIO A1 MEAUIIMHCKUX PAOOTHUKOB, 9TO MOXKHO CIeJIaTh CJIeLyIOUUM 00pa3oM:

a) BKJIIOYMB B yHakoBKy mpemnapara mnonHyio OXJIII B KauecTBe OTZAEIBHOTO
TOKYMeHTa WK

6) mo6asus nonaxyio OXJIII B kayecTBe OTPHIBHOTO pasfiesia B KOHIE HAII€YaTaHHOTO
JIMCTKA-BKJIAZBINIA, YTOOBI MOXHO OBIIO YETKO pa3fielnuTb MH(POPMALMIO A HAleHTa OT
nHbopManuyu 411 MegunuHcKoro paborauka (OXJIIT).

3aABUTENb BODKEeH 000cHOBaTh BKItoyeHue monHoit OXJIII u xak aTo OyzeT caeaHo,
a TaKKe yKasaTh B KOHIle JOIIOJHeHue 0e3 (paKTUUeCKOrO IIOBTOPEHHUS IIOJTHOTO TEeKCTa
OXJIII B mocnenHelt pefakIiuy.

3agBUTeNN NOJDKHBI BHUMAaTEJIBHO IIPOAHAIU3HPOBATH HEOOXOAMMOCTH BKJIIOUEHHUS
mofoOHOM Hay4YHOM WHQOpPManuM B YIAKOBKY, IPUHMMAas BO BHHMMaHHE CBOMCTBA
npenapata. MHpopManuio o mpemnapare ciemyeT IpeACTaBUTh UAEHTUYHBIM 00pa3oM Ha BCEX

SA3BIKdX I'OCYIdPCTB-4JIEHOB.



I[MTPUJIOKEHHUE Ne 17

K TpeGoBaHUAM K HHCTPYKIUHU IIO
MeIULIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO
Ipelapara 1 oOlIeil XapaKTepPUCTHKE
JIEKapCTBEHHOTO IIpelapara I MeAUIITHCKOTO

IIpPMEHEHMU I

IIPABUIIA
obecreyeHuA yZ0009NTaeMOCTH JIHCTKA-BKJIAABINA ¥ MAPKUPOBKH

1. O6iue nmonmoxeHus

Jlucrok-Bkiazgpim (manee — JIB) mpennasHaveH A manueHTa (TIOTpeOuTeNd).
XopomuIo coCTaBlIeHHBIH M 4eTKO M3JI0KeHHBIH JIB mosposiger MakcMManbHOMY KOJTHYECTBY
JIOfel BOCIIONIB30BAaTBCA OTOM WHGOpManuell, BKJIIOYas JeTeil cTapuiero BO3pacTa, M
HOZIPOCTKOB, MAJIOTPaMOTHBIX JIUI] U JIUI, C HapylleHueM 3peHus. UToObI AM3aifH IO3BOJLAT
JIeTKO opueHTHpoOBaTbcs B JIB m obecmeumBays AOCTYIHOCTh WHGOpPMAIUU, IPU BBIOOpE
¢upmennoro cruna JIB pmomyckaerca oOpameHue KOMIIAHMH K CHEIIMAINUCTaM IO
MHPOPMALOHHOMY JU3aHHY.

Hacrosamee mpunoxeHne COZEPXUT PEKOMEHJAIUY, KACAIOMMecs Pa3IUIHbIX
acriektoB cocrapiaeHus JIB. OHu HampaBieHBI Ha COZeHCTBHE 3agBUTEIIM (Zep)KaTessaM
PETUCTPAlIMOHHBIX yAocToBepeHuit (mamee — [IPY)) B cobGimiomeHuu TpebGoBaHUiT

EBpaBHfICKOFO SKOHOMMNYECKOT'O COXO34d.

2. Kersp u rapHUTYypa mpudra

Crnenmyer BbIOMpaTh TapHUTYpY, KOTOopasd JerKo uwuraercsa. CTHUIM30BaHHBIE
TapHUTYPHI, KOTOPble TPYJLHO YUTATh, UCIIOIB30BATh He CiefyeT. BakHO BBHIOpATh TaKyIo
TapHUTYpPy WPpUPTa, B KOTOPOH Takue CXOxXue OYKBBI U IU(MPBHI, KAK «I», «JI», U «1» MOXHO
JIETKO OTJIMYUTH JPYT OT ApyTa.

Kernp mpudra momxeH OBITH KaK MOXHO OOJBIIMM, YTOOBI IIOMOYBH YUTATEJIO.

MunnMansHbIM cyuTaercsa pasmep kKersnb 8 nr mpudrt Times New Roman 6e3 xypcusa c



MEXZYCTPOYHBIMU HHTEepBaJaMH, PaBHBIMU IO MeHbueil mMepe 3 MM (ana JIB, xortopsrit
OyZeT BKJIQJBIBAThCA B MHAUBUYATbHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIPeIapaTa).
[lnsa BeIfe/IeHUsA KJIIOYEeBBIX CBeJIeHHMU M COJeHCTBHMA OPHMEeHTHPOBAaHUIO B paszesax

TEKCTa CJIelyeT IOIb30BaThCA Pa3JIMYHBIMY Pa3MepaMU TeKcTa (HallpuMep, B 3aTr0JIOBKAX).

Ecnn JIeKapCTBEHHBIN Ipemnapar IIpUMEeHIeTC pu 3a00/IeBaHUAX,
COIIPOBOKJAIOIIUXCA HApyLUIeHUeM 3peHHd, HeoOXOAWMO HCIIOIB30BaTh Oojiee KPYITHBIH
MPpUQPT.

He crmemyer 3m0ynoTpeGasTh HCIIONB30BAHMEM 3aryaBHbIX OykB. Jlif KpymHBIX
0JIOKOB TeKCTa CleAyeT WCIIOIb30BaTh CTPOYHBIe OyKBEI. TeM He MeHee, MCIIOJIB30BAaHHE

3arJIaBHBIX OYKB IieecO00pa3HO [JI paCCTAaHOBKU aKI[€HTOB.

He cnemyer mcmonp3oBaTh KypcHUB M IOJYepKHBaHUE, ITOCKOJIBKY OHHU 3aTPYJLHAIOT
YUTaTeNII0 pacrno3HaBaHue ¢dopMsl coB. OgHAKO 1A yKa3aHHUA JaTUHCKUX TEPMUHOB KypCUB

JOIYCTHM.

3. [lusaitH u pacnonoxeHue nHGOpMaAIUU

Hcmorp30BaHme BEIPOBHEHHOTO II0 ITMPHHE TEKCTa, KaK IIPABUJIO, HE JOITyCKAETCA.

JIOJDKHBI 9eTKO IIPOC/IeKUBATBCA WHTEPBAIBl MEXIy CTPOKaMH. MeXCTpoduHbIe
MHTEpBaJIbl — BAXHBIA (PaKTOp, BAMAIOWIMI Ha NOHMMaHMe TeKcra. [lo o6muM mpaBuiIaMm
MEXXCTPOYHBIe MHTEPBAIBI II0 BO3MOXXHOCTH HE [OJDKHBI OBITh MEHBIIE YeM IIOJyTOPHBIN
pasMep MHTepBaja MeXy OYKBaMU B CTPOKe.

BaxxHpIM sBisgeTCd HaJIWYMe KOHTpacra Mexay TekctoM u  ¢oroMm. Cremyer
YYHTBIBAaTh Takue (aKTOphl, KaK IUIOTHOCTh OyMaru, pasMep, IBeT OyMaru M TeKCTa.
He6orp10i KOHTpACT MeXIy TeKCTOM U (DOHOM OTPHIATEIBFHO CKa3bIBAETCA HA JOCTYIIHOCTH
nHboOpManuu. 3a TEeKCTOM He CiefyeT ITOMelaTh (POHOBbIEe M300PaXKEHU, ITOCKOJIBKY OHU

MOTYT CHUXATh YE€TKOCTb HH(bOpMaHHI/I 1 3aTPYAHATH €€ IIPpOITEHHE.

(DOPMaT TEKCTa C HECKOJBKMMM KOJIOHKAMU MOXKET CIIOCOOCTBOBAThH OOJEIYeHUIO
OPHEHTHUPOBAHNSA YHUTAIOWIETO. Paccrosuue MEXAY KOJIOHKAMH OOJIXKHO OBIThH AJOCTATOYHBIM
OJjd TOro, 4TOOBI HaIeXalnnum O6P¢':130M Pa3aeanuTb TEKCT. Eciu mecro OI'pPpaHUY€HO, IJIA

paszmesennss TEeKCTa  OOIIyCKAe€TCsI  HCIIOJAB30BaTh BEPTUKAJIBHYIO JIMHHIO. CXO)KYIO



MHOPMALIMIO CJIeAyeT YKa3bIBaTh IIOC/IEJOBAaTEeIbHO, 4YTOOBI CTPOKH TEKCTa JIETKO
IepexXoJuau C TeKylled KOJOHKH K ciexyiomeii. CiesyeT paccMOTpeTh BO3MOXKHOCTB
HICIIOJIB30BAaHUA aTBOOMHOM OPUEHTAIIUH TEKCTa, IIOCKOJIBKY 3TO MOXKET IIOMOYb IAIlHeHTaM.
Ecmu mpepcraBmrern JIB Ha pasHBIX f3bIKaX, HEOOXOAMMO YETKO pasfeluTh SA3BIKY;

nHGOpPMaIMA HA PA3HBIX SI3bIKAX JOJDKHA OBITH UEHTUIHOM.

4. 3arojI0BKH

BaXHBIM 5/IeMEHTOM ABJIAIOTCA 3arOJIOBKM, KOTOpbIe MOIYT IIOMOYb IIalllieHTaM
opueHTHpOBaThCA B TeKcTe. (CiemoBaTeIbHO, IOMYKUPHBIN WpUQT U (WIM) APYTOH IIBET
3arOoJIOBKa BhIZesdeT 3Ty mH@opmanuu. PaccTosHue 1o u mocie 3aroysoBKoB B JIB moymkHO
65ITh OoxuHAKOBBIM. s yzoGcTBa dMTaTesns 3arojIOBKM OJHOTO pasMepa CilenyeT
WICIIOJIB30BAaTh IIOC/IeIOBAaTeIbHO (HyMepOBaHHBIE U HEHYMEpDOBaHHBIE CIIHCKH, IIBET,
OTCTYIIBI, TADHUTYPA, pasMep, U KeTJIb WpudTa).

K wncmosnp3oBaHMio 6OJBLIIOrO KOJIMYECTBA 3arojIOBKOB PAa3HOTO pa3Mepa ClemyeT
IOAXOAUTh C OCTOPOXKHOCTBIO, IIOCKOJBKY HCIIOJb30BaHMe IIpu@dTa pasHOro pasMepa
3aTpyZAHAET OpHEeHTHpOBaHMe uuTaTend B Tekcre. OgHAKO IIpH HeOOXOAMMOCTH IOBeIeHUS
CIOXXHOM WHGOpPMaLMK MOXeT I0TpeboBaThcsA Oosblilee KOIUYECTBO pasMepOB TEKCTa
3aTr0JIOBKOB.

B xavecTBe WMHCTpyMeHTa OPHEHTHPOBAHUA BO3MOXKHO HCIIOJIb30BaHUE JIMHUIM,

Pa3oeaaIOMuX pa3IndHbIe€ pa3ejIbl TEKCTA.

B JIB mHeobGxomumo BKIIOUMUTH Bce ocHOBHbIe paszensl OXJIII. Bxiarowars B JIB
IIO/I3aTOJIOBKM M COOTBETCTBYIOIIMM TEKCT CJeAyeT TOJBKO B TOM CIy4ae, €CId OHHU
IPUMEHUMBI [ KOHKPEeTHOTro Ipemapara. Hampumep, mpu oTcyTcTBUM MHPOpPMAIMU O
BCIIOMOTATeIbHbIX BeIIeCTBAX C M3BeCTHBIM BIMAHMEM HAa OpPraHM3M, JaHHBIN pasgen JIB

MO>KeT OBITh UCKJIIOYEH.

5. [IBeT mevaTu

,ZLOCTYHHOCTL I/IH(i)OPMaHI/II/I onpezaensaeTrca He TOJBKO padMepOoM H.[PI/I(i)Ta, KOTOPBIM

oHa HameuaTtaHa. CHMMBOJIBI MO’KHO HAIleyaTaTh B OJHOM HJIM HECKOJIBKHX IIBE€TaX, 4YTO
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IIO3BOJIAET YETKO OTIMYUTh UX OT OCTAJIBHOrO TeKcra. Vcmosnp3oBaHme mpudTa pasHOro
pasMepa WJIM IIB€Ta — OZWH M3 CIIOCOOOB TNPUJAHUA 3arOJIOBKAaM MJIM JPYTOH BaXKHOM
nHpOpManyy 60JIbIIei BEIPa3UTETFHOCTH.

CoueTaeMOCTh HCIIOJIB30BAaHHBIX IIBETOB BaXKHA TaK JKe, KaK M caM IBeT. Kak mpasuio,
TEeMHBIH TEKCT JOJDKEH OBITh HaledaraH Ha cBeTIoM (porHe. OfZHAKO B HEKOTOPHIX CIIydasx,
HaIIpuMep, /1 BBIZIEIEHHSA OIpefleJIeHHBIX IIpefylpeXAeHHil MOXXHO HCIIOJIb30BaTh
obpamieHue 1BeTOB (CBET/IBIN TeKCT Ha TeMHOM ¢oHe). B Takmx ciydasx HeoOXOLUMO
TIIATEJIBHO  OTCJIEXHBATH KadecTBO IIeYaTH, IIOCKOJIBKY MOXXeT IOTpeGOBaThCS
WCIIOJIb30BaHUe OoJiee KPYIHOTO pasMepa IIpudTa WUIN BEIFEIeHHE TEKCTa IIOTY>KUPHBIM
mpudrom. He ciemyeT ucmonp30BaTh CXOXKHKe IBeTa AJIA TeKCTa M (OHA, TOCKOIBKY B 3TOM

cJTydae CHIDKAeTCs pa30OpYHBOCTD TEKCTA.

6. CurTakcuc

HeI{OTOpLIe JIIOA HWMEIOT IIJIOXME€ HAdBBIKM YTE€HHNA HJIKW IIJIOXO pas6npa10’rc;1 B
MEeIHUIIMHCKHUX BOIIPOCdAX, IIOOTOMY HEO6XO,ILI/IMO HCIIOJIB30BATh IIPOCThIE€ IIOHATHBIE CJIOBa C

HEeOOJIBIINM KOJIMYIECTBOM CJIOTOB.

He pexomeHzyeTcs MCIIONB30BaTh JIMHHBIE NpeAoXeHHU:A. JIMHHOe IpeoKeHue
I[eJIecCoO0pa3Ho pa3buTh Ha 2 IPeAOKEHUs, OCOOEHHO eCIM OHO COJEPXKUT HOBYIO
nHpOpMaLUIo.

I'pomospkue ab3albl MOTYT BBOAWUTH uYMTaTeneil B 3a0iyxAeHHe, OCOOEHHO IIpU
HICIIOJIF30BAaHUY JJIMHHBIX IIPeIJIOKEHUN IIPH YKa3aHUU He)XeJjaTelbHbIX peakuwuii. bBosee
MOSXOAAIIMM B TaKMX C/Iy4asX fABJSAETCA KCIIONb30BaHME HEHYMepOBaHHBIX CIHCKOB. Ilo

BO3MOKHOCTH PeKOMEHZYeTCs MCIIOIb30BaTh He 6ojee 5-6 mo3umuil B CIIHCKe.

ITpu ykasaHmM HeXejlaTeJTbHBIX peaKIHil 0COOeHHO BaKHO ONPeZe/UTh MOPANOK UX
IIepevrcaeHns , YTOOBI cZenaTh NHPOpMaIIUIO I MAI[UeHTOB (ToTpebuTeseil) MaKCHMaIbHO
nmose3Hoi. C 1enpi0 JOBemeHUs OO IalMeHTOB (IoTpebuTesneii) YpOBHSA pHCKa
HeXXeJIaTeJbHBIX PpeakIUi, KaK IPaBUIO, WX PeKOMeHJyeTCsA YKa3blBaThb B IIOpAJKe

YMeEHbBbIIEHN I YaCTOThI BOSHMKHOBEHU A (Ha‘II/IHEUI c HanOoJIbIIe ‘—IaCTOTBI).



I'pagamusa yacTOTHI ZODKHA GBITH OOBSICHEHA TaKMM OOPa3oM, YTOOBI OBIIO IMOHATHO
nanyeHTaM (IIOTpeOUTeNIAM), HallpUMep, «04eHb 4acTo — Oosee yeM y 1 mammenTa u3 10».
OzHako Npu HATHYMHM Cephe3HON HeXXelaTeNbHOM peakIuy, Koropas TpebyeT NMpUHATUA
HalueHToM (IoTpeGuTesIeM) HEOTIOXKHBIX Mep, ee CIefyeT BBIJeNIUTh U IIOMECTUTh B HAa4ajIo
paszesna JIB, He3aBUCHMMO OT ee YacTOTHI. YKa3aHHe He)KeJIaTeJIbHbIX peaKIUii I0 CUCTeMHO-
OpTraHHBIM KJIaccaM He PeKOMEHAYeTCs, IIOCKOJIbKY MAIlUeHThI (IToTpeGuTeNn), KaK IIPaBuIo,

He 3HaKOMBI C 5TOH KIaccuuKamuei.

7. Ctunnp

B mpennoxeHUsX peKOMEHyeTCs MCIIOIb30BaTh aKTUBHBIN (€HCTBUTEIBHBIIN) 3aJI0T

BMEeCTO ITaCCUBHOTO 3ajora. Hampumep:

«rrpuMuTe 2 TabJIeTK» BMECTO «IODKHO OBITH IIPUHATO 2 TabJIeTKM»;

«BBI JTOJDKHEL. ..» BMECTO «HEO0OXOAUMO...».

ITpu ykazaHMM manyeHTaM O IpeANPUHUMAEMbIX JeHCTBUAX HEOOXOIUMO yKasbIBaTh
nx npuunHy. CHavasa HeOOXOZMMO JATh MHCTPYKIIMU, 3aTeM UX OOOCHOBAaHHE, HAIIpUMep:
«eCJIM y Bac acTMa, COOJIIOfaliTe OCTOPOXKXHOCTD IIPU IIPUMeHEHHH IIpemapaTa X, IOCKOIBKY
OH MOJKET BBI3BaTh IIPUCTYII».

BmecTo mOBTOpeHHMS TOPTOBOTO HAaMMEHOBAaHM IIpelapaTra CjeLyeT YyKasbIBaTh
«IIpemnapar, JAaHHBIH IIpelapaT» U T. J., €CIU U3 KOHTEKCTa IIOHATHO, YTO UMEHHO OH UMeeTCs
B BUAY.

ITo Bo3aMOXXHOCTH He CieLyeT HCIIOIB30BaTh aOOpeBHMATypsl M CcokpaimeHuda. [Ipu
IIEPBOM YIIOMMHAaHUKW B TEKCTe UX HeOOXOAMMO IIONHOCThIO pacmugposars. Crexmyer
n36eraTh MCIOIb30BAaHNSI MAaTEeMaTUIECKUX CHMBOJIOB (HAIIpUMep, > WIH <), €CJIA OHU ILIOXO

IIOHMMAE€MBI.

MepuuHCKEe TepMHUHBI ClIeflyeT IIepeBeCTH Ha IIOHATHBIH IIaIlMeHTaM SA3bIK.
HeoGxomumo coGMIOCTH IIpEeeMCTBEHHOCTh OOBSCHEHWS TEPMUHOB, IIPHUBOAS CHadasa
HellpopecCHOHAJIBHOE OIKMCAaHWE, a 3aTeM COOTBETCTBYIOUIMI MeAMIIMHCKUN TepMUH. B
mocjaenymomeM, 1o BceMy Tekcry JIB s mocTikeHHs ymoOOYMTaeMOCTH IOITYCKAETCS

WCIIO/Ib30BaTh Hambojee IONXOASIWM W3 TEPMUHOB (HempodeCCHOHANBHBIA WU



MeguuuHCKuit). Heobxomumo yOemuThCsA, YTO MCIIONb3yeMas TEPMHHOJIOTHA (GOpMHUpYeT
HaCTOPO’KEHHOe OTHOIIeHWe 4YHTaTeas KO BCell BaXXHOM [ad Hero HHGPOpMAUUU U
IIpeJiCTaBIfgeT NOCTaTOYHO IOAPOOHYI0 MHGOPMALMIO O TOM, KaK PacIlO3HaTh BO3MOXXHBIE

HeXXelaTeJIbHbI€ P€aKIIU U IIPUHATH HeO6XO,ﬂ;I/IMBIe MeEPpHI.

8. bymara

Bymara pmomxHa OBITH /[JOCTaTOYHO IUIOTHOM, 4YTOOBI CHU3UTH IIPO3PAYHOCTS,
3aTPYAHAIONYI0 UYTeHHe, 0COOeHHO Ipu HebGonbumoM pasmepe mpudta. ['narmesas Gymara
OTpaXkaeT CBeT, U TeM CaMBIM 3aTPyJAHAET YTeHHe, II03TOMY PeKOMEeHJIyeTCs HCIIOIB30BaTh
MaToBYIO Oymary.

Heob6xomumo y6enuTsca, uro mpu crubanuu JIB nsmom He cHIDKaeT yZ0604HTaeMOCTh

MHPOpMaIUH.

9. cnonp3oBaHMe CHMBOJIOB U MUKTOTPaMM

JlonmyckaeTca MCIOIB30BaHHE WM300paXKeHUH, MUKTOTPAMM H IPYIHX TrpadUdecKux
3JIEMEHTOB, OOBACHAIOIUX CMBICT HMHGOPMAIlMM, OJHAKO OHM He JOJDKHBI HOCHTB
peKIaMHBIM xapakTep. CHMBOJBI M IHMKTOTPaMMBI MOTYT OBITH IIOJIE3HBI, €CJIM 3HadYeHUe
CHMBOJA IIOHATHO, a pasMep TrpaduYecKoro sjeMeHTa Yyzpobouutaem. Mx ciemyer
WCIOJIB30BATh JIMINb JJIA YAydIIeHUd OpHeHTAIluM, IIOACHEHWS WM BbIeJIeHHUT
OIlpe/leJIeHHBIX ACIEKTOB TeKCTa, OHU He JOJDKHBI 3aMeHATh TeKCcT. MoxkeT moTpe6oBaThCS
HOATBepX/eHne, 000CHOBRIBAIONIee, YTO MX 3HAYEHMe B IeJIOM XOPOUIO IIOHKMAaeMo, He
BBOZUT B 3a0imykZeHHe U He cOMBaeT C TONKy IoTpeburend. Ilpum Hammuum Kakux-iu6o
COMHEHMH OTHOCHTEJBHO 3HAYeHHUS OIpe/leJIeHHOM IMKTOIPAMMBI, OHA IIPH3HAETCA
Henozaxogamei. Heobxozumo cobmiogaTh 0coOyi0 OCTOPOXXHOCTH IIPM IlepeHoce U
WCIIOTB30BAHUHN CHMBOJIOB B JPYTHUX A3BIKOBEIX Bepcuax JIB, mOCKOIBKy Moxer

OTpeOOBaThCS JOMOIHUTEIBHOE TeCTUPOBAaHNE ITIOTPeOuTe NI .



10. [lommonauTeIBPHBIE CBEIEHUS

10.1. AccoptumeHT mpemnapara.

Heob6xomumo, Kak IpaBMJIO, COCTaBJIATh OTZAenbHBIH JIB Ha KaXkAyl0 IDO3UPOBKY U
JIeKapCTBeHHYI0 GopMy JeKapcTBeHHOro IpemnapaTa. OJHAKO ToCyJapCTBa-WIeHBI MOTYT B
VHIWBUAYAJIBHOM IIOpSAZKe paspellnTh MCIONb30BaHMe enuHBIX JIB mIa pasnumaHsIx
IO3UPOBOK M (WMIM) JIeKapCTBEHHBIX ¢GopM (Hampumep, TabJIeTOK U KAICyJI), eCIH
TOCTIKeHUe PeKOMeHAyeMOil Io3bl TpebyeT KOMOMHUPOBAHUA PAa3IUYHBIX JO3UPOBOK WU
€CJIY 7033 B 3aBUCHMOCTH OT KIMHUYECKOTO OTBeTa KaKIBIH JeHb MeHIeTCA.

Bo3MOXHBI TpOCTBIE CCBIIKY HA PyTHe JO3UPOBKU U JIeKapCTBeHHBIE (DOPMBI TOTO e
IIpenapara, ecjld OHH HeOOXOZMMSBI AJA Tepanuu. Hampumep, HemoIycTMMa CChUIKA Ha
IPYyTYIO JO3UPOBKY MIU cchuIKa B JIB Ha TabmeTKy, He MOAXOAANIYIO JAJA IIPUMEHEHUA Y
TeTelt, Ha HAJIMYKE PacTBOpA IJId ITpHeMa BHYTPb, TpeIHa3Ha4eHHOro 71 IIpUeMa JeThMHU.

10.2. IlpenapaTsl, BBOAWMEBIE MEZUIIMHCKUM pAOOTHHKOM WIM IIpUMeHseMble B
YCJIOBHUAX CTAllIOHApA.

B xonue JIB mpemapara, BBOAMMOTO MEIUIMHCKUM PaOOTHUKOM, MOXXHO TIPHUBECTH
ceesennsa u3 OXJIII (mampumep, cBeZeHUs IO NPUTOTOBIEHWIO M IPUMEHEHUIO), B BHUIE
OTPEIBHOM YacTH, OTAensgeMoil mo mepesauyu JIB mamuenTty. B kKadecTBe aabTepHATHBHOTO
BapHaHTa B MayKy BMecTe ¢ JIB moxuo Broxkuts nonuyio OXJIIL.

Jlnsg TpemapaToB, YIAKOBKAa KOTOPBIX IIpelHa3HaueHa /A WCIOJb30BaHUA B
crauoHape (T.e. YIAKOBKa COZep>XUT Oonee 1 (¢rakoHa), o 3ampocy ciefyer
IIpeJioCTaBIATh AononHuTensHsle JIB (B momomneHnne kx BiaoxeHHOMY B mauky JIB), uTo6sI

o6ecIevnTs KOXIOTO HalleHTa, IOy YaioNlero IIpelapat, IOIHOH nHpopManue.

11. Ta6mous: JIB

Bocnosp3oBaBimInch IpecTaBIeHHBIMU B puiokeHUsIXx N 4 u 5 x  TpeGoBaHUAM K
MHCTPYKIIMM II0 MEAMIIMHCKOMY IIPUMEHEHHIO JeKapCTBEHHBIX IIpellapaToB U oOIei
XapaKTePUCTHKe JeKapCTBEHHBIX IIPeNapaToB AJIS MeAUIIMHCKOTO IIPUMeHeHNA IabI0HaMHY,
Jep>KaTeau peruCcTPallMOHHBIX YOCTOBEpPeHUH JODKHBI CBEpCTaTh OKOHYATeIbHBIN TeKCT B

COOTBETCTBYIOIVE TTOJTHOLBeTHbIE MaKeTsI nian o6pasisr JIB. [Ipu aTom 3asBuTesam ciexmyer
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Y4HUTHIBATh, YTO UCIIOJIB30BaHHUE 3TOTO IabIoHa caMo 1o cebe HeOCTATOYHO, U MTOTpebyeTcs
IIpOBefileHre KOHCYJIBTAI[UU C I[eJIeBBIMU I'PYIIIaMU MAI[MeHTOB, UCIIOIb3YsI IIOTHOI[BETHBIIN
MaxeT wiu obpasery JIB B coorBercTBUM C npuioxeHueM N 3 K TpeGOBaHUAM K MHCTPYKIUU
10 MeJUIMHCKOMY IIPUMEHEHMUIO JIEKAaPCTBEHHBIX IIpelapaTroB M 0OIeil XapaKTepHUCTHKe

JIEKapCTBEHHBIX IIPEIIAPAaTOB AJISI MEAUIIMHCKOT'O IIPUMEHEHNA.



I[MPUJIOKEHUWE Ne 18

K TpeOOBaHUAM K MHCTPYKLIHUHU IIO
MeJULIIMHCKOMY IIPIMeHeHUIO JTeKapCTBEHHOTO
IpeIrapaTa U oOleli XapaKTepUCTHKe

JIEKAapCTBEHHOT'O IIpeIlapaTa AJIsI MeJUIIMHCKOTO

IpUMeHeHUs
KPUTEPUU
KaueCTBa JTUCTKa-BKIAJBIMA
IToxasarens Bamn
W HauKaTOpHI, XapaKTepU3yIollye IIPoIecc
1. I[TopTBepXIeHMe IpUBIeYeHN K Pa3pabOTKe IMaIleHTOB:
eCTh IO TBEPKIeHIe 1

HeT IOATBEePXKAeHUL
2. IlopTBep>KieHIe TOTO, YTO yYTEHBI IOTPEOHOCTH OCOOBIX IPYIIII ITAIFIEHTOB:

o0CyXzIeHue B 0OCOOBIX IPYyIIIaX IIPOBOAUIOCH 1

o6Cy>xieHre B 0COOBIX IPYyIIIax He IIPOBOJUIOCH 0
3. [Tosp30BaTeIBCKOE TECTHPOBAHKE IIPOBEZEHO (COKpAILEHO):

Ia 1

HeT 0

WHpuKaTOpHI, XapaKTepU3YIOUIe JIUCTOK-BKIAIBIII

A. OueHka ofaqn MaTepHasa: yo0O00YHNTaeMOCTb TEKCTA U JIETKOCTh HaBUTALIAN!

Al. Beibop mpudra, Kerip u TapHUTYpa
JeTKHUH U yA0004YNTaeMbIii TeKCT 1
JI00BIe 3aTPYJHEeHU IIPU IPOYTEeHUN

A2. Vicnonb3oBaHue npu 0pOpMIEHUH TEKCTA 3arIaBHBIX OYKB, KyPCHBa,

O YePKUBAHUA, PAMOK U T. I,
OTCYTCTBHE HEHaJ|JIeXalllero UCII0Tb30BaHMA 1
mI000€e HeHaIeXxalee HCIIOIb30BaHNe TaKOTO OQOpMIeHH

A3. KoHTpacT Mexy TeKCcToM U (DOHOM, IIBET
XOPOIIMI KOHTPACT 1
ILJIOXOM IIBETOBOM KOHTPACT

A4. QopmaTupoBaHye U MEXCTPOYHBIM WHTEPBAJ

HaJlIe)xalee UCII0Ib30BaHNe HHTEPBaIOB 1
YILUIOTHEHHBIH T€KCT 0
A5. Vcnionp3oBaHue KOJIOHOK, 00OCHOBaHUE U [JJINHA CTPOK, TPEAJIOKEHUH U
aG3aieB
HET C/Iy4YaeB HeHa/JIeXXallero IpUMeHeHUs 1
HaIW4Yre XOTsA ObI OHOTO C/Iy4as HeHaIIeXXaIero IpUMeHe I 0

A6. Ucnonp3oBaHue 3arojIOBKOB
HICIIOJIB30BaHUeE II0/I3aT0I0BKOB (ZOIIOIHUTEIBHBIM OOHYCHBIN OaJlT 32 YeTKOe 1 1
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OCMBICJIEHHO€ HCIIOIb30BaHIE 3aT0JIOBKOB, CIIOCOOCTBYIOIIVX HAaBUTAI[VIN)
KCITOJIb30BaHME TOJHKO OCHOBHBIX 3aT0JIOBKOB I1a0/I0HA JTMCTKA-BKJIAIbINIA 0
A7. Vicnonb3oBaHME CHMBOJIOB U U300paKeHUH
HaJlJIe)Xallee UCIIOJIHeHNeE (JOTIOHUTEIbHBIN OOHYCHBIH 6asLl, eCIu UMeeTcs
HaJjIe)xaliee 0O0CHOBaHWE UX IPUMEHEHUS WIN IIPU HAIMIUN YeTKUX 1
rpadprIecKuX MHCTPYKLHH 110 IPUMEHEHUIO)
HeHaJ|jIexallee UCIOIHeHNe 0e3 y4yeTa IOoTpeOHOCTEl aI[IeHTOB 0
b. Ouenxka comepxumoro’
bl. Yxa3anusa ucTOYHUKOB JOIOJIHUTEIBHON MHPOPMAIUH:

HaJIN4YHe CCHINIOK; 1

OTCYTCTBHE CCBHIJIOK. 0
b2. Ykazanve Ha Hamyu4Yue aJbTePHATUBHEIX (POPMATOB:

HaJU4Yue YKa3aHusd; 1

OTCYTCTBHE YKa3aHUA. 0

b3. Vicrtonp30BaHMe IOHATHBIX TEPMUHOB BMECTO MEAUITUHCKON TEPMUHOJIOTUU:
IIPeNMYLIeCTBEHHO IIOHATHEIE IIPOCTHIM JIIOAM TePMUHBI; 1
COXpaHeHWe MeIUIIMHCKOH TePMUHOJIOTHH.

b4. BxiroueHue 3ar0I0BKOB:
HaJIM4ue 3ar0JIOBKOB; 1
OTCYTCTBHE 3aT0JIOBKOB.

B5. Bxirtouenue cBemeHuii 0 mosb3e:
HaJjIeXxalllyie CBefleHUs O II0JIb3e; 1
OTCYTCTBUE CBeJleHUl O IOJIb3e.

b6. I'pynmupoBka HekeaTeIbHBIX peaKIIHii:
yKasaHUe TTOpsAJKa HeXXeJIaTeJbHBIX PeaKIuii, KOTa HexXe/laTeIbHbIe PeaKI[uu 1
CJIeAYIOT IIEPBBIMHU (IOTIOTHUTEIBHBIN OOHYCHBII GaslT 3a BbIAEIEHIe
KJIIOYeBBIX HEXKeJIaTeIbHBIX PEaKIHii, TPeOYIOIUX IPUHATH MeD);

IIOJTHOe OTCYTCTBHE I'Paflalluiy HexKeJlaTeJIbHBIX PeaKIIHii; 0
HeUCII0JIb30BaHHe CUCTeMHO-OPTraHHBIX KJIaCCOB. 0
b7. Bkmrouenue u nipezicTaBIeHHe YaCTOTHI BOSHUKHOBEHH S HeKelaTeIbHbIX PeaKITHii:
yKasaHHe 9aCTOTEI; 1
OTCYTCTBHE YKa3aHUA YaCTOTHI WJIK OTCYTCTBHE OOBACHEHUA IPajalluiu 0
JaCTOTBL.
HUTOIO:

IIprveyanme. Banisl npUCYXIAOTCA CleAyIOmWMUM oOpasoM: Iroxas mpakTuka — 0 6assos,
npuemieMas — 1 6aii, B cIydae HaJjIeXxaleil MPaKTUKY IO JTI060MY KPUTEPUIO HAUUCIAETCA
1o 3 60HYCHBIX 6a/II0B (MAaKCUMAaJIBHO TOJIBKO 32 1 KpUTEPHIl)ZONOIHUTEIBHO.

MaxkcumanbpHBIH c4ueT 1O oueHKe Iokasareneii — 20 6ayuroB (10 6amroB 3a momauy

Matepuana 1 10 6anroB 3a comepxaHue).
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WHpuKaTOpEI, XapaKTepH3YIOI[Ke pe3y IbTar.

Hamemennocts Ha cobmofeHue — MHQOPMUPOBAHHBIE AEMCTBUA IPU IPUMeHEHUHU
IIperapaTa B COOTBETCTBHH C PEKMMOM JO3MPOBAHUA U IIPU HEOOXOAMMOCTU IPUHATHA Mep
ZI1 MUHUMU3AIIMH PUCKOB.

CypporarHbie Mepsl:

coobIueHne O HeXXeJlaTeTbHBIX JIeKAPCTBEHHbIX PeaKIIUAX BCIeCTBHE HEeIPaBUJIBHOTO
IIpUMeHeHHS;

CBe/leHMA, IOJydeHHBIe II0 pe3ysbTaTaM MCCIeJOBaHWM JOCTYIHOCTH M IPHUMeHeHU,
BKJIIOYAdA CBEJIEHMS O Ha3HAUeHWH, ITyOJIMKyeMble YIOJHOMOYEeHHBIMU OpTaHaMH TOCYJApCTB —
wWieHOB  EBpasmifiCKOro  3KOHOMHWYECKOTO CO033;  OIyOJMKOBaHHBIE —HCCIEOBAHUA (B
HIepHOANIeCKOH HayJHOH IeYaTH | T. I1.);

HOJTy4eHHe Of00peHus OT YIOJTHOMOYEHHBIX OPraHOB TOCYZApPCTB-YJIEHOB (IIpH
HAJIUYKHN);

’aJI00BI OOLIECTBEHHOCTH U MeJUIMHCKUX PAOOTHUKOB B YIIOJTHOMOYEHHBIE OpPTaHBbI
TOCYZapCTB-WIEHOB 00 OT/IeIbHBIX JINCTAB-BKJIaIbINIAX;

Mephl, ITIpHHMMaeMble KOMIIAHMeH, HampuMmep, IIpeACTaBIeHHe OIOMHUTEeIbHbBIX
CBeJIeHUH, ropsa4re TeseOHHBIe IMHUY, BOIIPOCHI ITIOTpeOuTeIe U T. 1.

KOMMEHTapUM OT OpraHU3alluii MAIMeHTOB, MEeJUIMHCKUX pabOTHUKOB U
006ILIeCTBEHHOCTH, Kacalol[yecs OTZeJbHBIX KaTerOpuil B paMKaX IUIAHWPOBAHUA II€pecMOTpa

KaTerOpHH.



