PekomeHpaumsa Konnerum EBpa3niickon 3KOHOMMUYECKON KOMUCCUM OT 7 ceHTsOps 2018 roga Ne 17
O PykoBoacTBe MO KayecTBY JIeKAPCTBEHHbLIX NpenapaToB AN UHransLMn U HasanbHbIX NIEKAPCTBEHHbIX
npenapaToB
(r. MockBa)

Konnerns EBpasniickoi 3KOHOMMYECKOM KOMUCCUMM B cOOTBETCTBUM co cTaTber 30 [loroBopa o EBpasuinckom
3KOHOMUYeckom cotoze oT 29 mast 2014 roga n nyHktom 3 ctatb 3 CornallieHns o eguHbIX NpUHUMNax U npasmnax
obpalleHnsa nekapcTBEHHbIX CpeacTB B pamkax EBpasuinckoro akoHomMmmyeckoro cotosa ot 23 aekabpsa 2014 roga v B
uensx BblpaboTkN eAnHbIX NOAXOAO0B rocyAapcCTB - YNeHoB EBpasminckoro 3KOHOMMYECKOro cok3a K TpebosaHusAMm,
npenobsBnseMblM K KayecTBY JlIeKapCTBEHHbIX MpenapatoB Ans WHranauuMin v HasamnbHbIX JeKapCTBEHHbIX
npenaparos,

pekomeHAyeT rocynapctsam - YrieHaM EBpa3ninckoro 3KoHOMMYECKOro coro3a no nctedeHny 6 mecsaues ¢ gaTbl
onybnvkoBaHusa HacTosiwen PekomeHpoaumm Ha odwuumanbHOM cavite EBpasuickoro akOHOMWYECKOro cotosa npwu
NPOBEAEHUN HayYHbIX MCCneaoBaHu No paspaboTke nekapcTBEeHHbIX PopM, (POPMUPOBaAHUM PErMCTPALMOHHBIX
AOCbe NeKapCTBEHHbIX MpenapatoB Afs MHransuMm u HasarnbHbIX JeKapCTBEHHbIX MpenapaToB, MNpoBeAeHUU
3KCNepTU3bl COOTBETCTBYIOLLUX JOKYMEHTOB, a Takke Npu perncrpaumm n BHECEHUN N3MEHEHWUI B PperncTpaunoHHble
AOCbe yKa3aHHbIX NpenapaToB NPUMeHATb PYKOBOACTBO NO KAYeCTBY feKapCTBEHHbIX NpenapaToB AN UHransaumum un
HasanbHbIX NIEKAPCTBEHHbIX MPenapaToB COrMacHO MPUIOXEHWHO.

MpeacepaTtens Konnerun
EBpa3ninickon 3KOHOMMYECKON KOMMUCCUMN T. CapkucsH
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MPUNOXEHNE

Kk PekomeHnpgauum Konnerun
EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
OT 7 ceHTabps 2018 1. Ne 17

PYKOBOACTBO
no KayecTBY fleKapCTBEHHbLIX NpenapaTos
ONA UHransauum 1 HasanbHbIX JlIeKapcTBEHHbIX NpenapaToB

|. O6LKre nonoxeHus

1. Hactoswee PykoBoacTBo onpegensieT obuime noaxoAbl K kavyecTtBy U 6e30nacHOCTU fekapCTBEHHbIX
npenapaTtoB AN MHranauuMi U HasanbHbIX NeKapCTBEHHbIX MpenapaToB (Qanee - nekapcTBeHHble npenapatbl),
KOTOpble crieayeT BKMYaTh B pernMcTpaLMoHHble A0Che NeKapCTBEHHbIX NpenapaTos.

2. Hactosiwee PykoBoacTBo paspaboTaHo B LensxX NPUMEHEHUS IOpUANYECKMMU Nuuamu, KOTopble nopatot
3asiBNEHUss O perncTpaumm neKapcTBEHHbIX MpenapaTtoB Ha TeppuTOpuUsiX rocydapcTB - uneHoB EBpasuickoro
3KOHOMMWYECKOr0 CO3a (Aanee COOTBETCTBEHHO - rocyapcTBa-yneHbl, Coto3s):

a) Npv NPOBEAEHNM HayYHbIX MCCMNef0BaHWIN Mo pa3paboTke nekapCTBEHHbIX POpM;

6) Npy NpoBeeHMN IKCMEPTU3bl COOTBETCTBYIOLLNX JOKYMEHTOB;

B) Npy hOPMMPOBAHUUN PEFMCTPALMOHHBIX AOChE NEKapCTBEHHbIX NpenapaTos.

3. Hactoswee PykoBogcTBO pacnpocTpaHAeTcsa Ha NekapCTBEHHble npenapaTtbl Ans  MegULUMHCKOro
NPUMEHEHUS, NpeaHa3HavYeHHble ANnsi A0CTaBKM AENCTBYIOLLMX BELLECTB K NIErkMM Unu K cnmaucton obonoyke Hoca ¢
uenbio obecnevyeHns MeCTHOroO NN CUCTEMHOTO 4EVCTBUS.

M3noxeHHble B HacTosilweM PykoBoacTBe NpUHUMNBI HEOOXOOUMO Y4YMTbIBaTb Takke [ANs NeKapCTBEHHbIX
npenaparToB, WCMOMb3yeMblX B KIIMHUYECKUX uccrenoBaHusax. [poBefeHVMe BCeX WCMbITAaHWA Ha BCEX Cepusix
rniekapCTBEHHOrO npenapara, UCMofb3yeMOoro B KITMHUYECKUX UCCNEeAoBaHuUsiX, He TpebyeTtcsi. BMecTe ¢ Tem B Lensx
KBanudukaumMm nekapcTBEHHOro npenapara, BbiMyckaemMoro B oOpalleHne Ha TeppuTopusiX rocyaapCTB-UNEHOB,
HeobxogMma noppobHas XxapakTepucTuka Cepui akTMBHbLIX (hapMaueBTUYeCKMX cybcTaHuui (OenCTBYIOLUMX
BELLEeCTB) 1 NeKapCTBEHHOro npenapara, UCNoMb3yeMOro B KINMHUYECKUX UCCIEeA0BaHNAX.

4. B HacToswem PykoBoacTBe paccMaTpvBaroTCsi BOMPOCHI, Kacalolwmecs cneum@uyHbIX acrnekToB KavecTsa
neKapcTBEHHbIX MpenapaToB, a Takke HeobxoAumocTuM K3ydeHus ux Be3onacHocTn (Hampumep, B OTHOLLEHWU
BCMOMOraTenbHbIX BELLeCTB M BbIMbIBAEMbIX BeLlecTB). Bompocbl, Kacawwmecs obLux acnekTtoB KayecTsa
neKkapCTBEHHbIX MpenapaTtoB (HanpuMmep, MpUMecCH, Banujauus npouecca NpOou3BOACTBA, MWCMbITaHME Ha
cTabunbHOCTb, cneuudmkaumn), a Takke 0e3onacHoCTM U 3PADEKTUBHOCTN JEKAPCTBEHHbLIX MpenapaTos, B
HacTosLweM PykoBoacTBe He paccmaTpuBatoTCs.

HacTosiuee PykoBOOCTBO He COAEpPXWT peKkoMeHdauuyM OTHOCUMTENbHO Au3aHa WCCrefoBaHWn Mo
dapmaveBTUYeckon paspaboTtke (Hanpumep, UCMbITAHUIM MO NPOKAYKe) U aHaANUTUYECKMX METOAMK, UCMOMb3yeMbIX
NPEeUMyLLECTBEHHO B OTHOLUEHUWM IeKapCTBEHHbIX npenapaTtoB (Hanpumep, aHanm3 C MOMOLLbI KackagHOoro
umnaktopa). CooTeeTcTBYOWaAa MHpopmaumsa cogepxutca B dapmakornee Coto3a, dapmakonesx rocyaapcrs-
YrNeHoB, OCHOBHbIX hapmakonesx, npeaycMOTpeHHbix pasgenom VI KoHuenuwmn rapmoHm3auun dapmMakonen
rocygapcTts - 4neHoB EBpasniickoro SKOHOMMYECKOro coko3a, yTBepxaeHHou PeweHvem Konnerun EBpasuiickon
3KOHOMMYECKOM Komuccum oT 22 ceHTabpsa 2015 r. Ne 119, n mexxgyHapoHbIX CTaHaapTax.

5. MNpwn peanuzauun HacToswero PykoBoacTBa crnegyeTt yduTbiBaTb KpuTepun, npuBeneHHble B ®apmakonee
Coto3a, a npu OTCYTCTBUM B HEW - B hapMakonesix rocy4apCTB-4reHOB.

6. MNockonbKy ANA NnekapCTBEHHbIX NpenapaToB XapakTepHO pasHoobpasme nekapCTBeHHbIX (hOPM 1 YCTPONCTB
ONA OOCTaBKM (pacnbineHus), OOonyckaeTcsl BHeCeHMe OOOCHOBAHHBIX M3MEHEHM B METOOOSIONMK MPOoBeneHUs]
UCNbITAHWUNA.

7. LUenbo HacTtoswero PykoBOACTBa SBMASIOTCS pPacCMOTPEHME BOMPOCOB, KacaloLWMXCs KadvecTsa
neKapcTBEHHbIX NpenapaToB (B TOM 4Yucrne BOCMPOM3BEAEHHbIX) Npu UX peructpauun. Mpu NpUHATUM peLleHus o
BHECEHMUU U3MEHEHUI B PErMCTPALIMOHHbIE JOCbE 3apErMcTpUpPOBaHHbLIX NEKAPCTBEHHbLIX NpenapaTtoB Heobxoaumo
YYNTbIBaTb YKa3aHWs, MpeayCcMOTPEHHbIE HAaCTOSILLMM PyKOBOACTBOM.

8. Hactosiiee PykoBoaCTBO NpMMEHSIETCA B OTHOLLEHWMW NIEKapCTBEHHbIX NpenapaToB, COAepXKallnx akTUBHbIE
dapmaueBTuyeckne CyobCTaHLMM CUHTETUYECKOrO U MOMYCUHTETUYECKOro npoucxoxaernus. [pu atom obwwme
NPUHLMNbI, NPEegYCMOTPEHHbIE HACTOSLWMUM PyKkOBOACTBOM, HEOOXOAMMO TaKkKe Y4YuTbiBaTb B OTHOLUEHMU APYrMX
NEeKapCTBEHHbIX NpenapaTos.

9. B Hactosiwiem PykoBoAacTBe paccMaTpvBalOTCs Crneayllime rnekapcTBeHHble npenapaTbl Ans OOCTaBKu
OENCTBYIOLLMX BELLECTB B NErkue:

asp0o30nu ANst UHransaumn 403NpoBaHHbIE;

MOPOLLKM ANS UHranNsLMn JO3NPOBaHHbIE;

XUOKOCTM ANS MHransiumn 1 Heaspo30JibHble J03UPOBaHHbIE NEKapCTBEHHbIE NpenapaTbl ANs UHransuui;

a9p0o30mnu Ha3anbHble [03VMPOBAaHHbIE;

cnpeu Ha3anbHble [O3NPOBAaHHbIE;

cnpew;

Ha3arnbHble MOPOLLKN U Ha3arnbHbIE Kamnmnu.

YKugkve uvHransiuMoHHble aHecTeTUKM, a Takke HasalbHble Masw, Kpembl U renM He BxogsaAT B obnactb
npuMeHeHust HacTosiero PykoBoacTea.
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Il. OnpepeneHnna

10. Ans uenen HacTosiwero PykoBoacTBa MCNOMb3YTCA NOHATUSA, KOTOPbIE 03HAYaloT creayoLlee:

«akTmMBaumsa» (activation) - noarotoBka k BbICBOOOXAEHMIO YCTPONCTBA AN AOCTaBKM (pacnbineHuns);

«aspo3onb» (pressurised) - nekapcTBeHHast copma, npeacTasnsowas cobon pacTBOp, 3MYNbCUIO UIU
CYCMEeH3n0 [AeNCTBYIOLMX BELLEeCTB, HaxoOsWMUXCs MO4 [OaBrieHVem mnponensieHTa B repMeTUYHOW YrnakoBKe
(a9po3sonbHbIi  6annoH), cHabXeHHOW YCTPOMCTBOM AnA [OoCTaBku (pacnbineHus), Kotopoe obecneuynBaet
BbICBOGOXAEHWNE AECTBYIOLLErO BELLECTBA B BUAE ANCNEPCUUN TBEPAbIX MU XKUOKUX YacTuL, B ra3e, pa3Mmep KOTOpbIX
COOTBETCTBYET MNyTW BBEAEHUS;

«a3p0o30nb ANA WHransauui 0O3MPOBaHHbBINY, «a3p030fbHbIA AO3VNPYHOLWMIA MHranaTop» (pressurised metered
dose inhaler) - aspo3onb, NpeAHa3Ha4eHHbI ONA WHransuuMoHHOro NPUMEHEHUsT W OOCTaBMSOWMUA 003y And
OOHOKPAaTHOro NpMMeHeHus 3a ogHo (1nu 6onee) BbicBOGOXAEHME;

«a’po30rb  HasanbHbIl  J03UPOBaHHbIN»  (pressurised metered dose nasal spray) - asposons,
npefHasHayYeHHbIN Ans Ha3anbHOrO NMPUMMEHEHUs, AOCTaBRSOWNA [03Y ANS O4HOKPATHOrO NMPUMEHEHUS 3a OOHO
(vnun 6onee) BbicBOGOXAEHNE;

«BbIMbIBaeMble BellecTBa» (leachables) - coeanHeHusi, KOTOpble MOryT BbIAENATHCA U3 CUCTEMbI YMaKOBKM
(yKkynopku) n nonagaTb B NekapCTBEHHYIO (DOPMY Npu 0BbIYHbIX YCNOBUSIX XPAHEHUSI U MPUMEHEHUS;

«BbIcBOOOXAEHME» (actuation) - npuBeaeHne B AelCTBME YCTPOWCTBA ANA AOCTaBKM (pacnbineHus);

«reomeTpuyeckoe ctaHaapTHoe OTkIoHeHue» (geometric standard deviation (GSD)) - 3HayeHue, nonyvyaemoe
nyTem aHanusa rpaduka 3aBWCMMOCTW BENUYMHBbI HAKOMMEHHOW AOMWM MacChl, MEHbLUEN 3asBNEHHOro AuameTpa

GSD =
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OTCEYEHMS, OT BEMNMNYMHbBI AUaMeTpa OTCEYEHNS U paccyMTaHHoe no hopmyne: L‘Il‘:"E'?u”a";

«po3a» (dose) - ykasaHHoe B MHGOPMaLUW O JleKapCTBEHHOM MpenapaTte KOoNM4ecTBO [EWCTBYHOLLETO
BeLLecTBa, KOTOPOe AOMKHO ObITb MPUHATO 3a 1 npyem He3aBMCMMO OT YMcra BbICBOGOXAEHWA;

«pocTtaBnsemasa posa» (delivered dose) - KOnMMYECTBO [AEWCTBYHOLLEro BeLLEeCTBa, KOTOPOe (aKTU4ECKU
nonyyaet naumeHT (6e3 yyeTa KonmyecTBa AENCTBYIOLLErO BELECTBA, OCEBLLEro Ha COCTaBHbIX YacTAX MHranaTopa);

«KuakocTb Anga uHransauui» (product for nebulization) - npenapaT ANA MHranAuWn B XXWAKOW NEKapCTBEHHON
dopMe, NpeHa3HaYeHHbIN AN UCNONb30BaHNs C MOMOLLbIO Hebynarsepa;

«MHTepBan [fosvpoBaHusa» (dosing interval) - pekoMeHOyeMbIi NMPOMEXYTOK BPEMEHU MeXAy BBeOEHUEM
neKkapCTBEHHOrO npenapara, ykasaHHbI B MHcopMaLmm 0 NekapcTBEHHOM npenaparTe;

«Macc-MeanaHHbI aspoamHaMuyeckuin anametpy» (mass median aerodynamic diameter (MMAD)) - anameTtp
YCNOBHOMN cdepbl €OUHNYHOW MAOTHOCTU, UMEIOLLIEN TY XKe KOHEYHYH0 CKOPOCTb OCEAaHus, YTO U paccmaTpuBaemas
Yyactuua, 1 onpeaensembii No rpaduKky 3aBUCMMOCTM BEMNWYMHBI HAKOMMEHHON JOMNW Macchl, MEHbLUEN 3asiBNIEHHOro
AvameTpa OTCeYeHus, OT BEeNnuYMHbl AnameTpa OTCeYEeHUs Mpu YCMOBWM, YTO 3asiBMIEHHbLIA OUaMETp OTCeYeHus
coctaensiet 50,00 npoueHTa;

«MUHUMarnbHas poctaBnsiemas gosa» (minimum delivered dose) - HavMmeHbluas pekoMeHZyemasi [[03a,
yKka3zaHHas B MHdoOpMauuMM O NeKapCTBEHHOM npenaparte, BblpaXXeHHasl B BENWYMHE OOCTaBMSiEMOW B OpraHunam
[03bl;

«HasanbHbI npenapat» (nasal product) - nekapcTBeHHbIV npenapaT (BKNoYas YCTPOWUCTBO Afsi OOCTaBKU
(pacnbinexus), ecnv NPUMEHMMO), LieNeBbIM MECTOM MOCTYMNIIEHNS KOTOPOro sBMsieTca 0bnactb Hoca 1 (Mnn) rnoTku,
npv 3TOM OKa3biBaemoe hapMakonormyeckoe AenCTBME MOXET ObiTb KAk MECTHBIM, TaK N CUCTEMHbBIM;

«HEeaspO30rbHbIN [O3MPOBaHHBIN MpenapaT ANns WHransuyMmny, «Heaspo30ribHbIA [03MPYIOLMIA MHransaTop»
(non-pressurised metered dose inhaler) - npenapaT Ansg wHranauvn, NpeacTaBnslOWUA COO0N BOAHBIN pacTBop,
CYCMEH3NI0 UNN 3MyrbCuo, OOCTaBMSOWMUA [03y ANA OOHOKPATHOTO MpPUMEHEHMS 3a ogHo (unu 6Gonee)
BbICBOOOXAEHWNE C MOMOLLIbIO NOPTATUBHOIO YCTPOWCTBA Afs 4OCTaBKU (pacnbineHus);

«Hebynawnsep» (nebulizer) - nHransitop, obecneunBatoLmii NnpeobpasoBaHMe XKUAKOrO AEUCTBYIOLLETO BellecTBa
Ansi pacnbineHus B AUCMNEPCU0 B ra30BOW Cpeae NMpu NMOMOLLM, Kak NpaBurio, anekTpuyeckon aHeprum. Hebynansep
pomkeH obecneunBatb 0b6pasoBaHMe AUCMNEPCHBIX YaCcTUL, NOAXOASALEro pasmepa Ans AOCTaBKW NEKapCTBEHHOro
npenapara B nerkue;

«OTMepeHHas fo3a» (metered dose) - KOMMYECTBO AENCTBYHOLLErO BELLECTBA, COAEPXalLleecs B OO3NPYIOLLEN
Kamepe yCTpoWcTBa AN AOCTaBKM (pacrnbineHns);

«MOPOLUOK AN WHransuuMi O03UPOBaHHBIN», «MOPOLUIOK AN MHransuvin, npeaBapuTernbHO LO3UPOBaHHbINY,
«MOPOLUKOBbIA UHransitop, npeaBapuTenbHO 03MpoBaHHbINy (dry powder inhaler, pre-metered) - nekapCTBEHHbIN
npenapart, CHabOXeHHbIi [O03VPYLUM YCTPOMCTBOM W COAEpXKallMin 3apaHee OTMEPEHHOE  KONUYECTBO
[OENCTBYIOLLIErO BELLECTBA B BUAE NOPOLLIKA, Kak NPaBuno, 3akrnioYeHHOro B Kancyrbl Uiy 61InMcTepHyo ynakoBKy;

«MOPOLIOK ANS MHranauuMn [OO3UPOBaHHbIN C  [O3MPYIOLMM  YCTPOWCTBOMY», «MOPOLUKOBbIA WHranstop c
aosvpyrowmm  yctponcteom» (dry powder inhaler, device-metered) - nekapCTBEHHbI MpenapaT, cogepkalium
pesepByap C MOPOLUKOM, AO3NPYEMbIM Ha OTAeNbHble BbICBOOOXAEHWS C MOMOLLbI YCTPOWCTBA ONSA OOCTaBKU
(pacnbineHus);

«npenapaTt Aans wHranauui» (inhalation product) - mnekapcTBeHHbI npenapat B TBEPAOW WU XKWMAOKON
nekapcTBEHHOW ¢hopme, nNpefHasHaYeHHbIN AN BBEAEHWSI B Nerkme OeWCTBYHOLMX BELLECTB B BUAE NapoB MMM
Ancnepcuin TBEPAbIX UMU XUAKUX YacTUL, B ra3oBoi cpefe C Liefblo Noy4YeHUst MECTHOTO UM CUCTEMHOIO 3hdeKTa;

«npokayka» (pumping) - MpoLecc 3anofHEHUSI NEKAPCTBEHHLIM NpenapaToM YCTPOWCTBA AN OOCTaBKu
(pacnbineHust), BXoAsiLLLEro B CUCTEMY YNakoBKM (YKYMOpKM), NyTeM nocrnenoBaTerbHbIX BbICBOOOXAEHWIA;

«pecnupabenbHaa dpakuma», «macca mMenkogucnepcHelx 4actuu» (fine particle mass) - konuyectBO
AENCTBYIOLLEro BeLlecTBa, NpeanonioXMTENbHO MNPOHMKalLlee B Jerkve BO BpeMs WHransuum (4actvubl C
AnameTpom NpmubnmauTensHo ot 1 4o 5 Mkm);



«cucTema ynakoBKM (YKYrmopku)» (container closure system) -COBOKYMHOCTb YMAKOBOYHbIX W YKYMOPOYHbLIX
KOMMOHEHTOB, KOTOpbIE 3aKmoyaloT B cebs nekapcTBeHHy hopmy v 3almLLaloT ee, a Takke MOryT UCMofb30BaThCs
B KayecTBe YCTPOWCTBA ANA AOCTaBKM (pacrnbineHus);

«cnencep» - BCrMoOMoraTenbHOE YCTPOWCTBO ANS WHransuui, npepcrtaensiowiee cobon NpOMEXYTOYHbIN
pesepByap Ans BbICBOOOXAEHHOrO Npenapara Ans UHransiuui;

«cnpew» (spray) - bonee rpyboaucnepcHas cucTtemMa MO CPaBHEHUIO C aspo30fieM, KOTopask He COAEpXUT
nponernmneHTa 1 BbICBOBOXAEHNE COAEPXKMMOro KOTOPOM NMPOUCXOAMT 3a CYEeT AaBneHus BO3fdyxa, co3faBaemoro C
NMOMOLLIbIO MEXaHWUYECKOro pacnblfINTENs HACOCHOMO TUMa UK Npu CXaTtum NONMMEPHON YNaKoBKW;

«Cnpeun HasanbHbI 403MpoBaHHbINY» (non-pressurised metered dose nasal spray) - cnpev Ans HasanbHOro
NPUMEHEHNs, NPeACTaBnsALWMIA cOOON BOAHLIA PacTBOP, CYCMEH3WUKO UMW 3MYIbCUio, OOCTaBMAOWUA 03y Ans
OHOKPAaTHOro NpMMeHeHus 3a ogHo (1nu 6onee) BbicBOGOXAEHME;

«TepaneBTnyeckun nHaekey» (therapeutic index) - oTHolleHne [03bl, Bbi3biBalOLEN TOKCUYHOCTb TECT-CUCTEMBI,
K [03e, Heo6X0aAMMON ANst [OCTMXKEHUS XKeaeMoro TepaneBTU4ecKoro AeNCTBUSA Y 3TOW TECT-CUCTEMBI;

«YCTPOWCTBO AMA AO0CTaBku (pacnbineHns)» (delivery device) - COBOKYNMHOCTb KOMMOHEHTOB CUCTEMBI YNaKOBKM
(ykynopku), obecneymBaloLmx 4OCTaBKY AENCTBYIOLEro BewwecTBa B AblXaTenbHble NyTU (npenapaT Ans MHransaumn)
Unun B NONOCTb HOCa M (UNK) rMOTKU (Ha3anbHbIV Npenapar);

«ueneBas goctaensemasi fosa» (target delivered dose) - konmyecTBO OelcCTBYIOLLEro BeLLlecTBa, KOTOpoe
OOMMKHO BbICBOOOAMTBLCA M3 YCTPOWCTBA ANA [OCTaBKuM (pPacrbifieHns) 3a OOHO WINM HECKONMbKO BbICBOOOXAEHWN,
3KBMBArNEHTHbIX [03€ A5 OAHOKPATHOrO NPUMEHEHWS;

«uerneBoe [ocTaBnsiemoe konuyectBo» (target delivery amount) - konvyecTBO [OEWCTBYHOLLErO BeLLECTBa,
KOTOpOE [OIMKHO BbICBOOOAMTLCA M3 YCTPOWCTBA ANst JOCTaBKu (pacnbineHns) (BHe NyCKOBOro MexaHu3ma Unu BHe
YCTPOWCTBA) 32 OOHO BbICBOOOXAEHNE;

«3KcTparmpyemble BellecTBa» (extractables) - coeauvHeHus, KOTOpble MOryT 3KCTparMpoBaTbCA W3 CUCTEMBI
yMaKoBKU (YKYMOPKU) B CTPECCOBbIX YCIOBUAX.

lll. Cneundomkaumsa Ha akTUBHyIO chapmaLeBTMYeCKyl cybcTaHumIo

11. [ns nekapcTBeHHbIX npenapaToB, coAepXalux akTMBHY dapMaueBTUYeckylo CcybcTaHumio, He
npeacTaBnsAoLLYy0 COG0M pacTBOP UMW XMOKOCTb, Ha nobon cTagmMm NponsBOACTBa NEKapCTBEHHOro npenaparta, a
Takke Npu ero XpaHeHun WNu MpUMEHeHWU B crneuudukaumio Ha akTUBHyK dapmaueBTUYecky cybcTaHumio
HeobXoAMMO BKIIOYNTL MCMbITaHNE Ha pasMep YacTul U yka3aTb AOMNYCTMMble HOpMbl. Heobxogumo mncnonb3oBaTb
BanMOUpPOBaHHYl0 METOAMKY onpedeneHus pasvepa YacTtuy (Hanpumep, MeToAd nas3epHou Audpakuun) ¢
YCTaHOBMNEHHLIMU KPUTEPUAMU MPUEMIIEMOCTM B HECKOSIbKMX TOYKax B AuanasoHe pacnpegenieHns yactul, no
pa3mepy.

12. [JonycTuMble HOPMbl AOMKHbI ObecneyvBaTb MOCTOSIHCTBO pacrnpedeneHns vactul, no pasmepy B
npoueHTax OT obliero KonuMyecTBa 4acTuy B 3aAaHHOM Auanas3oHe pasmepoB. Heobxogumo onpegenmuTtb
MeAVaHHbIA, BEpPXHUM W (UNKM) HWKHWIA npedenbl pa3MepoB 4YacTuy. [onycTuMble HOPMbl  HeobxoauMmo
yCcTaHaBnuBaTb UCXOAS U3 PaKTUYECKOro AnanasoHa M3MEHEHUIN C yY4eTOM pacnpefeneHns yacTuy, no pasvepy Ans
cepuvi, nokasasLUMX npuemremble OYHKLMOHAmMbHbIE XapaKTepUCTUKK in Vivo, a Takke ANns KOMMEpPYecKuX cepuvn
nekapcTBeHHOro npenapata. Heobxogumo Takke yunTbiBaTb BO3MOXHOCTU MpoLiecca Mpou3BOACTBA W AaHHbIE O
CcTabunnbHOCTN NPY YCNOBMM Hagnexallen ksanuduvkaumm npegnaraembix 4ONYCTUMbIX HOPM.

13. Ecnu 3asBuTenem vcnonb3yeTcs akTuBHasa hapmaueBTudeckas cybctaHums, nonyvyaemas OT pasfuyHbIX
npoussoauTenen aTon cybcTtaHuun, NOATBEPXAEeHWEe 3KBMBANEHTHOCTU AOSMKHO BKMioYaTb B cebs ycTaHoBneHwe
h13NYECKMX XapaKTEPUCTUK 1 NpoBedeHNe UCMbITaHUA YHKUMOHANbHBIX XapakTepucTuK in vitro ana kaxxgoro suga
cybcTaHumu.

IV. ®apmaueBTMUYeCcKas pa3paboTka JieKapCTBEHHOro npenapara

14. WccnepoBanuss no dapmaueBTMYEeCKOM pa3paboTke nekapcTBEHHOrO npenaparta, Mno3Bonsoowmne
BrnocneacTsum obecneynTtb npuemnemble (yHKUMOHArbHbIE XapakTEPUCTMKM 3TOr0 NeKapCTBEHHOro npenapaTa,
NpoBOAATCS C LENbHO:

a) onpefeneHust onTUMarnbHON NiekapcTBEHHON (hOpMbl;

0) onpegeneHns onTUMarnbHbIX MapamMeTpoB NPOU3BOLACTBEHHOMO NPOLIECCa;

B) BbIOOpa ONTUManbHON CUCTEMBI YNAKOBKM (YKYMOPKM);

r) yCTaHOBMEHWS AONYCTUMbIX MUKPOOMONOrM4ecKkMx napameTpos;

A) nonyyeHus nHdopMaumm o dapMakonorMyecknx CBOMCTBax NeKapCTBEHHOroO npenapara.

15. Kak npaBuno, capmaueBTnyeckasi paspaboTka NpoBOAUTCS HA HECKONbKUX CEPUSIX WU, criefoBaTeribHoO,
YyYNTbIBAETCA MEXCcepuiHas BapuabenbHoCTb pesynbTaToB. [py Hanuuum oOHOM [AO3MPOBKM U OL4HOW CUCTEMbI
ynakoBKu (YKyrnopku) [OCTaTOMHO MNPOBECTU WCMbITaHMe Ha 2 cepusix. [Ons nekapcTBeHHbIX nNpenapaTos,
yNakoBaHHbIX B CUCTEMbl YNaKOBKW (YKYMOpPKW), KOTOPbIE TaKKe CryXaT YCTPOWCTBAMUW ANs AOCTaBKW, MUCMbITAHUSA
Heo6XoAMMO NPOBOAUTL HA HECKOMbKNX CEPUAX CUCTEMBI YNAKOBKM (YKYNOpKM). [pu Hanuunm HeCKONbKNX A03MPOBOK
W HECKOMbKUX BapvaHTOB BMECTMMOCTW YNAaKOBKW B LIENSX CHWDKEHUS Yncna HeobxoanMbIX UCMbITyeMbix 06pasLoB
AOMnycKaeTCs MCMnonb3oBaTb BbIOOP KpanHWX BapuaHTOB (OpekeTuHr) u MaTpuyHOoe nnaHvpoBaHue. Heobxogmmo
npeacTaButTb 060CHOBaHME.

16. Heob6xoanmo npeactaBuTb MHGOpPMaLMIO, 4OCTATOYHYH Ans 060CHOBaHUSI NMpeanoXeHHbIX cneuudukauuin
unu ans Toro, 4To6bl y6eautbesi, YTO (PYHKLMOHANbHbIE XapaKTEPUCTUKKM, KOTOpble OObIMHO HE MoABEpPrarTcst
PYTUHHBIM UCMbITAHWUAM (HanpUMep, UCMbITaHWe MO NPOKayvke), AOCTATOUHO U3yveHbl. Heobs3aTensHO MCnbIThIBATL
BCE CEpUW, UCMOMb30BaHHbIE B KIMHUYECKMX MCCReaoBaHUsIX, OQHAKO B Lensx o60CHOBaHUS creundukaumm Ha



J'IeKapCTBeHHbIIZ

npenapart HeobxoAMMO B [OOCTaTOYHONM CTeneHu OXapakTepusoBsaTb

MCNOJ1Ib30BaHHbIE B OMNOPHbLIX KIMMHUYECKUX NCccrenoBaHUAX.
17. Ecnu onncaHHble MCMbITaHUS He npoBeaeHbl No onpegeneHHbIM NpuYnHamMm unn napameTp yCTaHOBJIIEH
apyrumum cnocobamu, HeobxoaMmo npeacrtaBuTb obocHoBaHuMe.

1. llekapcTBeHHbIe NpenapaTtbl ANA UHranALUUn

Kn4yeBble cepun,

18. [Ins ycTaHOBNEHNS XapaKTepUCTUK NEKapCTBEHHbIX MpenapaToB AN UHransauvn (qanee - npenapatbl Ang
WHransumn), kak Npasmno, NPOBOAATCA NCCNEeAoBaHUs, ykasaHHble B Tabnuue 1.

UccnepoBaHus no chapmaueBTMUECKOM pa3paboTke
JNIeKapCTBEeHHbLIX NpenapaToB AnNA VIHranﬂLWIﬁ

Tabnuua 1

WccnepoBaHusa no
dhapmaLieBTMYECKON
pas3paboTke

Aaposonu IMopoLLKKN ANa Hranauum YKnakocTtu Ansa nHransiunm

ansa Cc npegBapuTenbHO | 0AHOA030Bble | MHOro4o30Bble
MHranaumm Ao3npyowmm [03npoBaHHbIE

A03UPOBaHHbIE | YCTPOWCTBOM

HeasposonbHble

0031POBaHHbIE

npenaparbl ons
WHranauum

YcTaHoBMNeHne
Hur3nYEeCKNX
XapaKkTepUCTUK

pat na na pat pat

fal

O6ocHoBaHue
MWUHUMAnbHOIo
obbema
3anoJyiHeHusa

na aa aa aa aa

aa

3KcTparvpyemble
BeLlecTea u
BbIMblBaeMble
BellecTBa

aa HeT HeT na na

na

OpHOpoaHOCTb
JoCcTaBsieMomn
0o3bl U
pecnupabenbHas
dpakumnsa Ha
nepuog
MCMNonb30BaHUs
KOHTenHepa

na na na HeT HeT

aa

OpHopogHoCTb
JocTaBnsieMomn
003bl U
pecnupabenbHas
dhpakumsa B
ananasoHe
CKOPOCTEW NOTOKOB

HeT aa aa HeT HeT

HeT

PecnupabenbHas
dpakuunsa npu
UCMNONb30BaHWK
cnencepa

na HeT HeT HeT HeT

HeT

PecnupabenbHas
dpakumsa B ogHOM
fose

aa na na HeT HeT

aa

Pacnpenenexne
yacTtuy,
(kanenb) no

pasmepy

aa na na na na

na

OcepaHuve B
MyCcKOBOM
MexaHu3me
(MyHAOLWTYKE) 1
APYIMX COCTaBHbIX
YacTsx

na na na HeT HeT

aa

CKOpOCTb AOCTaBKM
JencTeyloLero
BelllecTBa 1 obulee
JocTaBnsiemoe
KONM4YEeCTBO

HeT HeT HeT na na

HeT




TpeboBaHus k
nepBUYHON 1
NMOBTOPHON
npokayke

na

HeT

HeT

HeT

HeT

na

TpeboBaHus kK
04NCTKE

na

na

na

HeT

HeT

na

®yHKUMOHAmbHbIE
XapaKkTepUCTUKK
NpY HU3KMX
TeMmnepartypax

na

HeT

HeT

HeT

HeT

HeT

®PyHKLUMOHanNbHbIE
XapaKTepUCTUKU B
CBSA3M C
TemnepaTypHom
LMKINYHOCTbIO

na

HeT

HeT

HeT

HeT

na

BnusaHue
oKpyxatroLen
BAXXHOCTU

na

aa

aa

HeT

HeT

HeT

YCTOM4YMBOCTb
(pobacTHocTb)

aa

na

na

HeT

HeT

na

PaspaboTka
yCTpOWCTBa Ans
[OCTaBKU
(pacnbinexHus)

aa

aa

aa

aa

aa

aa

O dhekTMBHOCTb
KOHCepBaHTa

HeT

HeT

HeT

na?

na?

na?

COBMECTUMOCTb

HeT

HeT

HeT

aa

aa

HeT

TpeboBaHus kK
BCTPSIXMBAHUIO

pal

HeT

HeT

nal

fal

fal

1 ina cycneHsui.
2Mpu HanNu4MK B cOCTaBe KOHCEepBaHTa.

19. Kak ykasaHo B Tabnuue 1 HacToswero PykoBoacTsa, pa3Hble BUAbI NMpenapaToB AN MHranauun tpebytoT
npoBefeHns pasHblx uccrnegoBaHuid. Mpu aTom noboe uccregoBaHWe B pamkax hapmMaueBTUYecKon paspaboTku
npMMeHMMo K nbomy npenapaTty Ans MHransuum B 3aBUCMMOCTU OT MHGOpMauun O npenaparte Ans MHransuun
(Hanpumep, MCMNbITaHUSt Ha BCTPSIXMBaHWE AN OMpefeneHHbIX MOPOLLKOBbIX MHranaTtopoB). B 3aBucumoctn ot
SKCMNyaTaUMOHHbIX  XapaKTepuCTMK  YCTpPOMCTBaA ANnNd  [OCTaBkM  (pacnbineHuns) MoryT — noTtpeboBaTbeA
OOMOSTHUTENbHbBIE UCTIBITAHNS, 3HaYMMBbIE A58 PYHKUMOHANbHBIX XapakTePUCTUK Npenapara Ans MHransaumi.

20. WccnepoBaHus no cbapmaueBTUYECKON pa3paboTke BOCMPOM3BEAEHHBIX JIEKAapCTBEHHbIX MNpenapaToB
NpoBOAATCS B COOTBETCTBUM C TPEOOBaHUAMM COrMacHo npunoxeHuio Ne 1.

SUB210021. UHdopmaumsa ana notpebuteneit n MeavumHCKnx paboTHMKOB ykasblBaeTCsl B COOTBETCTBUM C
TpeboBaHUSAMI COrMNacHo NpunoxeHuo Ne 2.

22. TpeboBaHusi kK MOOYNSAM PEMMCTPALMOHHOIO AOChE MPEenapaToB AMs UHransauuin npuBeneHbl C yKkazaHWem
HOMEpPOB MyHKTOB OOLLero TexHu4Yeckoro pAokymeHTa (ganee - OT[) B cOOTBETCTBMM C TpeboBaHMAMMU,
npeaycMoTpeHHbIMU npunoxenvem Ne 4 k [NpaBunam perncrpaumm u 3KCnepTu3bl NEKapCTBEHHbIX CPeacTB Ans
MEeOMLMHCKOrO MpuMeHeHus, yTeepxaeHHblM PeweHnem CoBeTa EBpasuiicko 3KOHOMMYECKOW Komuccuun oT 3
Hos6pst 2016 r. Ne 78.

YcTtaHoBneHue hnusnyecknx xapakTepucTmk
(0TA 3.2.P.2.1.1 n 3.2.P.2.1.2)

23. Takve usmyeckne xapakTepucTUKW, Kak pacTBOPMMOCTb, pa3mep, dopma, NIOTHOCTb, LUIepOXOBaToCTb,
3apsag v Kpuctannuyeckas doopma AenCTBYLWEro BewecTsa 1 (Mnv) BCrnomMoraTenbHbIX BELWECTB, MOTyT BMMATb Ha
OOHOPOAHOCTb FOTOBOrO MpernapaTta Ans MWHransauMi 1 MnonyYeHne roToBOro npenapaTta Ans WHranauum c
NMOCTOAHHBIMU  (DYHKUMOHamNbHbIMK  CBOWCTBaMu. WcnbiTaHns no  pa3paboTke [OMKHbI  NpegycMaTpvBaThb
yCTaHoBneHne U3NYECKNX XapakTepUCTVK akTMBHOM dapmMaueBTUyYeckon cybcTaHumMm u  BCrnomoraTenbHbIX
BELLECTB, 3HaUYMMbIX MO UX BANSHUIO Ha PYHKLMOHANbHOCTL Npenaparta Anst UHransiLui.

24. HeobxoaMMo OLEeHUTL BNUsiHWE NpeaBapuTenbHONn 06paboTku (Hanpumep, MUKPOHM3aUmMKn) Ha dusmyeckmne
XapakTepPUCTUKKN (ECNN NPUMEHNMO).

O6ocHOBaHMe MMHUManNbLHOro o6 bema (Macchbl) 3anofiHeHUA
(OTA 3.2.P.2.2.2)
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25. [inst aspo3onei 4ns nHranauuii 4O3MpoBaHHbIX U NMOPOLLKOB Afst MHransLumin JO3MPOBaHHbLIX C JO3MPYOLLUM
YCTPOMCTBOM HeOOX0AMMO MOATBEPAUTb, UYTO MMHUMAIbHLIA 3anofHAEMbIi 0ObeM OTAENbHOIO KOHTENHepa,
YCTaHOBIIEHHbIA B MpOLIEcCe NPOM3BOACTBA Mpenaparta Ansd vHransaumMn, AoCTaToveH ANS MOoJydeHust KonuvecTea
aKTMBaLUi [03MPYIOLLIErO YCTPOMCTBA (pacnbieHnIn, KonnyecTea 403), yKa3aHHOro B MHGopMaLum o npenapare ang
WHransuun. Konmyecteo 403, ykasaHHoOe B MHGOpMaUMM O npenapaTte Ans MHransiuyin, 4OMKHO COOTBETCTBOBATb
cneumdurkauum Ha npenapaT ANs MHransauumn, npy 9ToM B OTHOLLEHUKM BCeX 403 creayeT BbiNonHATb TpeboBaHus no
Takum nokasaTtensiM, Kak OAHOPOOHOCTb AOCTaBnsAeMblX A03 U pecnupabenbHas dpakumsa. BbicBoboxaeHwus,
HeobxoauMMble AN NPOKaykW, HEe MPUHUMAKOTCA B pacyeT nNpu onpederneHnyn obliero KonmuyecTBa akTMBauuin
AO3UPYIOLLIEro YCTPONCTBA (pacnblneHun, konuyectea gos).

26. [Ona npeaBapuTEnbHO [A03MPOBaHHbLIX MOPOLUKOB Afs WHransiuui  [onycTUMble HOPMbl MO Macce
COLEPXKMMOTO KaxKOoW [03MPOBaHHOM eAuHWUbl crnefgyeT 06O0CHOBbIBaTb OTHOCUTENIBHO Takux rnokasaTenen, Kak
OLHOPOAHOCTb AOCTaBMNSIEMbIX 403 U pecnvpabenbHas dpakums.

27. Ona npeaBapuTEnbHO [A03MPOBaHHbLIX MOPOLUKOB Afs WHransiuui  [onycTUMble HOPMbl MO Macce
COAEPXMMOro KaXkaou O03MPOBaHHOW eAuHMLbl AO0MXKHbl ObiTb OnNpaBgaHbl OTHOCUTENBbHO TakMX MokasaTenewn, Kak
OLHOPOAHOCTb AOCTaBnsieMbix 003 U pecnupabenbHas dpakuma. Ona XuakocTen ANg WHransuum [onycTuMble
npegensl No 06beMy COAEPXUMOro yCTaHaBMNMBAKOT, PYKOBOACTBYSACh MPUHLMMNAMU, U3MNOXEHHBbIMUA B HACTOSLLEM
PykoBopcTse.

SKCTpaFMpyEMbIe BellecTBa U BbiMbiBaéeMbie BellecTBa
(OTA 3.2.P.2.4)

28. Ana He BkNtoyeHHbIXx B Papmakoneto Coto3a unu B hapmakonen rocygapCTB-4YieHOB MNMNacTUKOBBLIX U
PEe3MHOBbLIX KOMMOHEHTOB CUCTEMbI YMaKOBKU (YKYMOPKM), KOTOPble BCTYNAlT B KOHTaKT C NeKkapCTBEHHOW ¢opmon
npu xpaHeHun (Hanpumep, KnanaHbl), HeoOXoOAMMO MPOBECTU MUCMbITAHWE C LEenbl yCTaHOBNEHMs npodwunen
3KCTparMpyembix BeLLECTB 1 BblMblBaEMbIX BellecTB. Heobxoammo npedctasutb onvcaHue n obocHoBaHue gnsanHa
UCMbITAHUA (Hanpumep, WCMOMb30BaHHbIE pPAaCTBOPUTENW, TemnepaTtypa, CpPOK XpaHeHus (rogHoCTM)) M KX
pesynbTatbl. CriegyeT onpedenvTb, ABASIOTCA N Kakve-nubo aKcTparMpyemble BellecTBa Takke BblMblBAEMbIMM
(BblAENseMbIMU KOHTEMHEPOM) BelLecTBamu, NonagaroluMm B feKapCTBEHHY (OPMY B KOHLIE CpOKa XpaHeHWsi
npenapata AN WHranauuMm unm no JOCTMKEHUM TOYKW paBHOBECUS, €Crvu oHa HacTynaeT Obictpee. [Mpodunb
SKCTparmpyeMbIx BELLECTB U BbiMbIBAEMbIX BELLECTB HEOOXOAMMO TaKkKe onpeaenuTb B OTHOLLEHWUWU NNAacTUKOBbLIX U
PE3MHOBBLIX KOMMOHEHTOB CUCTEMbI YNakoBKW (YKYMoOpku), BKMoYeHHbIx B Papmakoneto Cowosa u dapmakoneun
rocyaapcTB-4reHoB.

29. [ina coepnHeHwUiA, KOTopble ABAAIOTCA MOTEHLUMANbHO BbIMbiIBAEMbIMU BeLLecTBamu, He06X0ANMMO NPOBECTU
naeHTUdUKaLmMo Ny NpeacTaBnTb IKCNepUMeHTasbHble AaHHbIe O HEBO3MOXHOCTU NpoBeAeHUs naeHTudmrkaumm,
npoBecTU oLeHKy 6e30MacHOCTV B COOTBETCTBUM C AOIHKHBIM 06pa3oM yCTaHOBMEHHLIMW NoporaMm 6e3onacHocT un
BKIIOYMTb CCbINKW Ha AaHHble, cogepalumecs B MOAyne 4 pernctpauyoHHOro JOCbe NeKkapCTBEHHOro nmpenapara
(npunoxernne Ne 1 k [MpaBunam perucTpauum W 3SKCMEpPTU3bl JIEKapCTBEHHbIX CPeACTB A1 MeAULIMHCKOro
NPUMEHEHNs).

30. B 3zaBucumocTn OT cogepXaHus U Tuna OOHaPYXXEHHbIX COeOUHEHUN HeOoOXOAMMO pPacCMOTPeTb
BO3MOXHOCTb BKITHOYEHMWS UCMbITAHNSA Ha BbIMbIBaeMble BELLECTBA W JOMYCTUMbIX HOPM (KpUTEPUEB NPUEMIIEMOCTH)
ANsi 9TOro UCMbITaHWs B cneumnduKaumio Ha npenapar Ans UHransauui n yCTaHoBUTb (€CNu MPUMEHUMO) KOPPEnALMIo
Mexay npodunsaMM IKCTparvpyemMbix BeLLecTB W BbiMblBaeMbIX BellecTB. [lpu Hanuuuu koppensumm Mexay
cofepXaHuem 3KCTparmpyembix BeLIeCTB W BbliMblBAEMbIX BELLECTB B KOMMOHEHTax M B Cbipb€ WX KOHTPOMb
OCyLLeCTBNAETCH BBeAEHMEM B crneundukaumio WCMbITaHU Ha JKCTparMpyemble BellecTBa W BbIMblBaeMble
BeLLEeCTBa B KOMMNOHEHTaX Unn B Cbipbe, a Takke AOMYCTUMbIX HOPM (KpUTEPMEB NMPUEMINIEMOCTM) HA 3TN UCMbITaHWS.
B cnyyae nogreepxaeHnst 6€30nacHOCTV B OTHOLLEHUN BMAa U COAepXaHnst OGHapy>KEeHHbIX BbiIMbIBAEMbIX BELLECTB
PYTUHHBIA KOHTPOIb BbIMbIBAEMbIX BELLECTB He TpebyeTcs.

PecnupabenbHas dpakuus B nepuoq UCnosib3oBaHus
KOHTeiHepa U O4HOPOAHOCTL AOCTaBMAEMON A03bl
(OTA 3.2.P.2.4)

31. HeobxoamMmo npoBeCTM MCMbITaHME C LEeNbl NOATBEPKOEHUS MOCTOSAHCTBA MUHUMArIbHOW OOCTaBMsSieMON
[03bl (Hanpumep, ogHO wunu Gonee BbICBOOOXAEHUIN) M pecnvpabenbHow pakumM B NEPUOA MCNOMNb30BaHWUS
KOHTENHepa, Ha4yMHas C NepBoi A03bl (MepBas [03a NeKapCTBEHHOro npenaparta nocne npokadku, ecrnv npenapar
ONSA MHransumn tTpebyeT Npokavku B COOTBETCTBUM C MHDOPMAUMEN O npenaparte Afis MHransumMin) u oo nocnegHemn
A03bl, YKa3aHHOW B MHpopMaLmmn o npenapate Ans nHransumi. KoHTenHepbl cnegyeTt UCnbITbiBaTh U UCMONb30BaTb
B COOTBETCTBMM C MHCTPYKUMEN MO MEAULIMHCKOMY NPUMEHEHWIO NekapCTBEHHOro npenapara (NMMCTKOM-BKNaablem)
C Y4eTOM peKOMEeHAALMIA MO XpaHeHWto, TpeboBaHWN K OYUCTKE U MUHUMANbHOMY WHTepBany fo3upoBaHus. Kak
npasuno, HeobxoauMO MCNbITaTb B COBOKYMHOCTU He MeHee 10 003 B Havane, B CepeanHe 1 B KOHLE MCNOMb30BaHUsI
KOHTenHepa.

32. M3Bne4veHHble A03bl OOSPKHBI COOTBETCTBOBAaTH AOMYCTMMbIM HOpMaMm creuudmkaumm Ha npenapat gns
WHransuuMm no OAHOPOOHOCTM  AOCTaBNsAeMon [[o3bl U pecnupabenbHon  dpakumn. PesynbtaTbl, He
cooTBeTCTBYyHOLWME TpeboBaHuam Papmakonen Corosa, AOIMKHBI ObITb 0O0CHOBAHbI.

33. Ho3bl mexay nocnegHen A030M, ykasaHHOW B WHoOpMauuu O npenaparte Ans MHransuumi, u nocnegHen
[030/ OMyCTOLUEHNS1 KOHTENHepa HeobxoouMO WCnbiTaTb HA OAHOPOAHOCTb AOCTaBNSEMOW [A03bl, HEOOGXOAMMO
onpenennTb BeNUYMHY pecnupabenbHon pakuum n (ecnv NpMMEHWMO) NpPeacTaBuUTb UHdOpMaumio o npodune
onyctoweHns (ybbiBaHus). Heobxogumo wn3yunTb He MeHee 3 KOHTEMHEepOB M3 2 pas3nuyHbiX cepuii. Takoe



ncnblTaHMe gonyckaetca He NpoBOAUTb, eCrin KOHTeVIHep coaepxunTt 6J'IOKI/1pyIOIJ.I,VIl7I MeXaHU3M, I'Ipe,D.OTBpaIJ.I,a}OLIJMIZ
BbIMYCK J03bl CBEPX KONMYeCcTBa 03, YKa3aHHOro B MHopMaL MM O npenaparte_4ss UHransaumnmn.

PecnupabenbHas dpakuus 1 oQHOPOAHOCTbL AOCTaBNsAeMOi A03bl
B AMana3oHe CKOPOCTe NOTOKOB, aHaNOrM4YHbIX CKOPOCTSAM,
co3fgaBaeMbIM NaLMeHTOM
(OTA 3.2.P.2.4)

34. Heobxooumo npoBecTV MCNbITaHWE C LeNblo NOATBEPXKOEHNS NMOCTOAHCTBA MUHMMAnbHOW AOCTaBSEMON
[o3bl 1 pecnupabenbHon pakuum B Avana3oHe CKOPOCTEN MNOTOKOB (4epe3 YCTPOWCTBO Ans [OCTaBKM),
[OCTUraemblx npeanonaraeMon nonynsuveri nauvMeHToB, Mpu NOCTosHHOM obbeme. Heobxogmmo uvccnepoBaTh
MUHMManbHyto (Hanpumep, 10-A NPOUEHTUNb), MEeAMaHHYH W MakcumarnbHyl (Hanpumep, 90- MpOLEHTUMb)
AOCTUraemylo CKoOpocTb. [lManas3oH CKOpOCTEM MNOTOKOB crneayeT o6OCHOBaTb MO OTHOLUEHUIO K pesynbTaTtam
KMUHUYECKMX MccneaoBaHuii U onybnnkoBaHHbIM AaHHbIM 06 OAHOM 1 TOM e YCTPOMCTBE ANsi 4OCTaBKU.

35. B 3aBUCUMOCTM OT pe3ynbTaToOB TaKOro UCMbITaHUSA (Hanpumep, ecnu MMHUMarnbHas CKOPOCTb NOTOKa He
Bbl4aeT npuvemnemMyo [o3y) crnegyeT paccMOoTpeTb BOMPOC O MNpPeAcTaBfeHuM MeAUUMHCKUM  paboTHUKam
WHGOPMaLUM O BIIUSIHUM CKOPOCTM NOTOKA Ha (PyHKLIMOHanbHbIE XapaKTepUCTUKM Npenapara Ans UHransiLui.

PecnupabenbHas dpakuusa npy Ucnonb3oBaHUM cnelicepa
Unu yaepxuBaloLLei Kamepbil
(OTA 3.2.P.2.4)

36. [Ona npenapaTtoB Ans WHransuumn, KoTopble MOryT OblTb BBedeHbl C MOMOLLbI chencepa wnm
yAepXuBaroLLen kamepbl, Heob6xoAMMO MPOBECTY UCCIIEA0BAHNE C LiENblo OnpeaeneHns BNNaHNS nX NCNomNb30BaHms
Ha BenunyuHy pecnupabensHon dpakunn. Ecnv HCTPYKUMS MO NPUMEHEHMWIO creicepa unm yaepxvsaioLlen kamepsbl
npegycMaTpuBaeT pPeXuM OYUCTKM B Mpouecce aKcnnyataumu (Hampumep, exeHedenbHas ouuctka), Heobxoammo
NPOBECTU WCNbITaHWe MO OnpeAeneHno BeNuUMHbl pecnupabenbHov dpakumm 4O M Nocne OYUCTKM cnencepa unm
yaepxusatowen kamepbl. Mpoueaypy onpegeneHnss BenuuuHbl pecnupabenbHOn dpakunm, MCnonb3yemyro npu
PYTUHHBIX UCMbITAaHUAX, AOoMNyckaeTca MoanduuMpoBatb AN  MMUTauuMM  UCNONb30BaHUS  crencepa  wunu
yaepxuBatoLlen kKaMepbl nauneHToM (Hanpumep, 2-ceKyHaHas 3agepka, obbluHoe AbixaHue). Kaxgoe pasnuuve B
BeNnnyuHe pecnvpabensHon pakunum HeOOXOAMMO OLEHUTb C TOYKM 3PEHMSI ero KIMHMYECKOM 3HA4YMMOCTH,
UCMonb3ys BCe KMMHWYECKNE AaHHbIE, MOMNyYeHHbIe B OTHOLLEHUW Cnencepa 1 yaepxuBaroLLen Kamepbl.

PecnupabenbHas dpakuusa B ogHoMn fose
(OTA 3.2.P.2.4)

37. Heobxogumo Ha PpYTMHHOM OCHOBE OMNpeaennTb BenuynHy pecnupabensHon dpakuum, MCnonb3ys
MUHMMAarnbHYI0O PEKOMEHAyeMyl [03y (NpyM HanmMuMnm TEeXHWYECKOW BO3MOXHOCTWM). Ecnm B ucnbiTaHum Ha
pecnupabenbHyo pakLmio, BKIIOYEHHOM B crieuyudvkaumio Ha npenapaT Afs UHransuumi, UCnonb3yeTcs obbem
nNpobbl, MpPEBbLIWAKWMA  MUHAMAanNbHYH pEKOMEHOyemyl [03y, HeobxoaMMO MpoBEecTM uUccrnenoBaHue,
noaTeepxaatoLLiee, YTO PYTUHHO UCMONb3yeMbli 06beM Npobbl faeT pesynbTaThl, 3KBUBANEHTHbIE NOMyYyaeMbiM C
UCMOmNb30BaHWEM MUHMMaInbHOW pekoMeHayeMon [o3bl. Heobxoaumo npeactaBuTe 0OOCHOBaHME HemnpoBeAeHWs
3TOr0 WUCMbITAHWSA (Hanpumep, B OTHOLUEHUW HU3KOLO30BbIX MpenapaTtoB Afs MHranauuin) v npyu nonyvyeHuun
HE3KBMBANEHTHbIX PE3YbTaToB.

38. Heobxogumo onpegenuTe BenuuuHy pecnupabenbHon dpakumM OOHOW [[03bl, MWCNOMb3ys MeTonq,
onpegeneHusl, ykasaHHbl B cneuudukaumm Ha npenapaTt Ans UHransumi, MoamuUMpoBaHHbIA COOTBETCTBYHOLLNM
obpa3omM TOnbKO AN ydeTa yMeHbLUeHHOro obbema npobbl. [epea aHanu3om onycTMMO NpoBecTn 00beauHeHue
kackagoB. Heobxogumo o6ocHoBaTh BbIOOp 006beauHseMbiXx kackagoB. Ecnv BcrnegcTBue 4yBCTBUTENBHOCTU
aHanMTU4Yeckoro MeToJa Takoe WCCMefoBaHWe HEBbLINOMHUMO, Heobxoaumo npeacTtaBuTb 0BOCHOBaHME €ero
HenpoBeaeHus!.

39. MMony4yeHHble pe3ynbTaTbl HEOOXOOUMO CpaBHUTL C pe3ynbTaTtamu onpeaeneHus pecnuvpabenbHon
dpakumm, NOny4eHHLIMM B COOTBETCTBMM C HEMOAUMULMPOBaHHLIM METOAOM AN Tex e cepui. Bce pasnununs
cnepyeT OUEHUTb C TOYKU 3PEHUS NX 3HAYUMOCTM.

PacnpeaeneHue yactuy (kanenb) no pasmepy
(OTA 3.2.P.2.4)

40. Ona oueHkn NOMHOro npodunsa npenapara, UCMOMb30BaHHOIO B MCCNeaoBaHMsX in vivo (OMOpPHbIX U (1)
CPaBHUTESbHBIX KIMHUYECKUX UCCIefoBaHUSAX), HeobxoauMo NpeacTaBnUTb MHpOpMaLUIo O pacnpegeneHnm Yactuy,
Nno pasmepy Ha OTAENbHbIX Kackagax ANA Cepui, UCMOMb30BaHHbLIX B 3TUX UCCMNEAOBaHMAX, a Takke ANa cepun,
OTpaXkarLnx KOMMepPYECKMIA MpoLecc.

41. Ncnonb3yst KackagHbl MMNAKTOP UNU MMNUHOXEP, HEOOXOAMMO Ha KaXkAOM Kackage onpedenutb Maccy
OENCTBYIOLWEro BellecTBa W KyMYMNSITUBHYIO MacCy 4acTul, KOTOpble MeHblue, 4Yem 3TOT Kackad. [lpu atom
onpegeneHve Oonu AOCTaBnNseMon A03bl UMM MHOMO NPOU3BOAHOIO NapameTpa He peKoMeHAYeTCsl, MOCKOMbKY OHU
MOryT MackupoBaTb Bapuauumilo Joctasnsiemon [o3bl. Kak npasuno, cnegyeT npeacTaBnaATb Auarpammy
3aBMCUMOCTU HaKonuMTenbHOW AoNn Yactuy, (kanenb), KOTOpble MEHbLUe AnaMeTpa OTCeYEHUS OT BEMNUUYUHBI KaXaoro



U3 3asBNSEMbIX AMAMETPOB OTCEYEHMs YacTuy. Ha OCHOBaHWM 3TOr0 MOXHO OMpeadenuTb Macc-mMeauaHHbIN
aspoavHaMMYECKUn AuamMeTp W reoMeTpuyeckoe CTaHOapTHOe OTKMNOoHeHue (ecnyu npumMeHuMmo) (B cnydae
0QHOMOAANBLHOro NOrHOpMarnbHOro pacnpegeneHus). HeobxoamMMo Takke yuuTbiBaTb NOMPaBKy Ha MaTepuanbHbI
6anaHc.

42. Ecnn npeanoXeHO HECKONbKO pasHbiX AO3MPOBOK, HEOOXOOAMMO NpedycMOTPeTb MPOMOPLMOHANBHOCTb
pecnupabensHOn hpakuumn 1 opyrux gManasoHoB nokasaTenemn, CBA3aHHbIX C pa3Mepom YacTul, (Hanpumep, Macchl,
oceatolLer B conre MMmnakropa).

43. PacnpegeneHne no pasmepy kanenb pacTBOPOB ANs MHransuui AOMyCcKaeTCa UCMbITbIBaTb C MOMOLLbIO
ApYyrux MeTofoB (Hanpumep, nasepHoun gudpakumm).

OcepnaHue B NyCKOBOM MexaHU3Me (MyHALWTYyKe)
N OpYrux 4yactax uHranaTopa
(OTA 3.2.P.2.4)

44. Heobxoanmo onpeaenntb KONMMYECTBO AENCTBYIOLLEro BellecTBa, ocealowero B NyCKOBOM MexaHu3Me 1
MYHALWTYKE, a Takke (Mpy HeobXxoAMMOCTM) Ha APYIMX YacTaxX uHranatopa u (ecnv NPUMEHWMO) NoATBEPAUTL ero
COOTBETCTBME KOppPeKTMpyloLeMy akTopy, MCMnonb3oBaHHOMY AN O0BOCHOBaHUS KonuyecTBa AEWCTBYHOLLEro
BelLeCcTBa BHe KrnanaHa (BHe yCTpoWcTBa Ans AOCTaBKu), ykasaHHOro B MHGOpMaLuum o npenapate Ans MHransaumn.

O6GLee focTaBnsieMoe KONMYeCcTBO AeMCTBYIOLEro BellecTBa
M CKOPOCTb AOCTaBKU AeMCTBYIOLEro BelecTsa
(OTA 3.2.P.2.4)

45. [Ina oueHKn nonHoro npodunsa OCTaBkW NpenapaTta AN MHransiMm, NCnonb30BaHHOMO B UCCNeaoBaHUSAX
in vivo (OMOpHbIX U (ANK) CpaBHUTENbHbLIX KMMHUYECKUX UCCINEeAoBaHUsX), HeobxoaMMo NpeacTaBUTb pesynbTaThl
onpenenexusi o6LLero AOCTaBnsAeMOro KoNMYecTsa AeNCTBYIOLEro BellecTBa (To ecTb obLyen 403bl, 4OCTaBNAEMOi
nawuneHTy) U CKOPOCTWU [OCTaBKU LENCTBYIOLLErO BeLecTBa A CEPUIA, UCMONb30BaHHbIX B 3TUX UCCredoBaHUSX.
Heobxooumo ncnonb3oBaTth BanvAMpOBaHHbBIM MeTon (Hanpumep, MMuTaTop AbixaHus). A3po3onb Heobxogumo
nony41Tb, MCMonb3ys Ty Xe HebynamsepHyt cuctemy (HeOynansepHble cuctembl) C cobniogeHuem ycrnosum,
NpenycMOTPEHHbIX B UCCNEAOBAHUSIX in Vivo.

Tpe6oBaHUs K BCTPSAXUBAHUIO
(OTA 3.2.P.2.4)

46. B oOTHOWeHMM npenapaToB ANs WHranauun, Tpebylolmx BCTPAXMBaHWE nepes MpUMeEHeHMEM (B
COOTBETCTBMM C UHDOPMaLMeEN 0 Npenapare AN MHransummn), HeobxoaAMMo NOATBEPAUTL NPaBUITbHOCTb MHCTPYKLIMNA
Nno BCTPSIXMBAHMIO, NpeaHa3HavYeHHbIX Ansa notpebutensa. Heobxoaumo M3ydnTb BO3MOXHOCTb 06pa3oBaHMs NeHbl U
BbICBOOOXAEHMS HETOUYHOM [03bl BCIEACTBUE USMNULLHETO BCTPSIXMBAHWS NOCPEACTBOM OnpeaeneHns 0gHOPO4HOCTH
[JocTaBnsieMon Jo3bl.

Tpe6oBaHUsA K NepBUYHON M NOBTOPHOWN NpoKa4ke
(OTA 3.2.P.2.4)

47. Tpy u3y4yeHUn nNEepBUMYHOM MPOKAYkM HeobxoOuMO MPOBECTM MCCNeaoBaHWe C Lenbld 060CHOBaHWS
yKa3aHHOro B WHGOpMauuvM O npenapate ONS WHransuuMm KonuyecTBa BbICBOOOXAEHWN, KOTOpble HeobXxoaMmo
Npou3BeCTM BMNyCTYIO (BbICBOOOXAEHNE ANs MPOKaykv) nepes nepebiM MCNONb30BaHWeM npenapaTa Ansg uHransuum
notpebutenem. [na onpepeneHns BNuSHWA MOMOXEHWS A0 Hayana uccrefoBaHUs KOHTEWHepbl npenapaTta Ans
WHransumin HeobxodMMO XpaHWUTb B pasnuuHbIX NornoxeHusx. [Nepen nposegeHnem uccrefoBaHUsi HEOOXOAUMO
yKa3aTb 1 060CHOBaTb MPOAOIMKUTENIBHOCTb XPAHEHUSI KOHTEHEPOB NpenapaTa ANs UHransuui.

48. MNpwn M3y4eHnn NOBTOPHOM NPOKaYKku crnedyeT onpeaenvTb HeobxoanMoe KONMYecTBO BbICBOOOXAEHU Ans
npokayku, 4ToObl Mnocnegylowme [03bl yKNaabiBanucb MO MNokasaTento OAHOPOAHOCTU AOCTaBnseMbliX [03 B
npepenbHble 3Ha4YeHUs, yKasaHHble B cneumdmrkauum Ha npenapaTt Ans UHransuun.

49. Heobxoaumo npeacTaBuUTb MHCTPYKLMKW MO NpoKadke MeauuUmMHCKOMY paboTHWKY 1 noTpebuTento.

MoBTOpHaA NpoKayka KOHTeMHepa
(0TO 3.2.P.2.4)

50. Heobxoaumo npoBecTV WcnbiTaHWe Ha 0BOCHOBAHHOCTb MPOAOMKUTENBHOCTU XpaHeHUsi npenaparta Ans
WHransiuMin B OTCYTCTBME NPUMEHEHUs (NMOCre NEpPBUMYHON MPOKAYKM) OO MOBTOPHOW MPOKaYkM B COOTBETCTBUU C
pekoMeHaaumMsMu, NpuBeAeHHbIMU B MHAbOpMaLMK O NpenapaTe AN UHransumn, a Takke Ha Tpebyemoe konmyecTso
MOBTOPHBIX BbICBOOOXAEHWI ANs Mpokadku. [ns onpefeneHus BRUSHWS MOMOXEHUs OO Hayana wuccrneaoBaHus
KOHTEMHEpPbl HEOBXOAMMO XPaHWTb B PasfM4HbIX MNONOXeHusX. HeobxoaMmo Takke NpesycMOTPETb WCTbITaHue
npenapaToB ANs WHransiuMi Ha pasfuuHbiX CTafausiX XWU3HM KOHTelHepa. Heobxoaumo ucnonb3oBaTb
MHOXEeCTBEHHble Touku. CrefyeT onpegenuts HeobBXoAMMOE KOMMYECTBO MOBTOPHBLIX BbICBOGOXAEHWA Ans
npokauku, 4ToGbl MocreaywlimMe [03bl yKnadblBanucb Mo OAHOPOAHOCTM [AOCTaBMsiEMbIX [A03 B npeaernbHble
3Ha4eHus, ykaszaHHble B crnieundmkaumMu Ha npenapaT Ans uHransuuii. Heobxogumo npeactaBUTb MHCTPYKUMKM MO



MOBTOPHOM MNpoKayke, BKMOYas PEeKOMEHAALMM MO MONOXEHUIO NPU XPaHEHUU MEAMLMHCKOMY paGOoTHUKY W
notpedutento.

Tpe6oBaHus K OUNCTKE
(OTA 3.2.P.2.4)

51. Ana o6ocHoBaHMA pekoOMeHAYEeMbIX MHCTPYKLMIA MO OYNCTKE, NPEACTaBnAeMbIX MEeAULMHCKOMY paboTHUKY 1
notpebutento (BkNYas MeTo4 W 4acToTy), HeobxoaMmo npeacTaBuTb OaHHble 06 O4HOPOAHOCTU OOCTaBrisieMOW
A03bl 1 pecnupabenbHON dpakumum unu pacnpegeneHnn no pasmepy kanenb. ViccnegoeaHve He06XoAMMO NPOBECTU
B YCMOBUWSAX NPMMEHEHUs NauMeHTammn B COOTBETCTBMWN C MHCTPYKLMSAMM MO NPOKaYke, MHTepBanamu 403VpoBaHus v
TUMWYHBIM PEXUMOM [03MPOBaHNS.

DYHKUNOHamNbHbIe XapaKTePUCTUKN
Npu HU3KKUX TemnepaTypax
(0TO 3.2.P.2.4)

52. HeobxoamMmo NpoBeCTW UCNbITaHWA C LIeNbio onpeaeneHns BMSHUA XpaHeHNs Npu HU3KOM TemnepaType Ha
YHKUMOHamNbHbIE XapaKTepuCTMKWM npenaparta Ans uHranaumin. KoHTelHepbl HeobxoAMMO XpaHUTb B Pa3fUYHbIX
MOMNOXEHNSAX He MeHee 3 YacoB Mpu TemnepaTtype Huxe TemnepaTypbl 3amep3anus (0 °C), a 3aTeM HemeAfeHHO
NOABEPrHYTb UX UCMLITAHNIO.

53. CnepyeT onpegenntb HeoOXOAMMOE KONMMYECTBO BbICBOOOXOEHWMW, 4TOObI nocneaywoowime O03bl
yKnagpiBanucb B MpefenbHble 3HaYeHus, ykasaHHble B crneundukaumm Ha nekapCTBEHHbI npenapaTt no
0QHOPOAHOCTW AoCTaBnsemblx 403 n pecnupabenbHon dpakumm. Ecnv npenapaT Ana uHransuui He BbiaepXxusaeT
ucnbiTaHne (Hampumep, KONMYecTBO HeobXOOMMbIX MOBTOPHbIX BbICBODOOXAEHUA ANA MPOKayku MpesbilaeT
KONMYeCTBO, YyKasaHHOe B WHdOpMauum O npenapaTte ANS MWHranauumn), crnepyet MNpoBECTU AOMOMHUTENbHOE
UcnbiTaHNe C Lenbio onpedeneHns Metoda W NpPOAOIDKUTENBHOCTM, HEOBXOoAMMbIX AN AOCTATOYHOrO COrpeBaHus
KOHTEWHepOoB, AN AOCTUXKEHUS YA0BNETBOPUTENbHbIX (DYHKLMOHAMBHBIX XapakTepucTUK npenapaTa AN UHransumi.

54. Heobxogumo npenctaBuTb MeaWUMHCKOMY paboTHMKY M noTpebutento nHgopmauuio no NpUMEHEHUIo
npenapata Ans WHransauui npu HU3KMX Temnepatypax. Ecnu Takoe ucnbiTaHne He nposedeHo, HeobGxoaumo
npeacTaBuTb CBeAEHNs O cnocobe M NPOAOIMKUTENBHOCTM COrpeBaHnsA KOHTenHepa. AnbTepHaTuBHbIE NOAXOAbI K
npenapartam AN UHranaumn, He NepeHoCALUMM H13KMe TemnepaTypbl, TPebyoT NONHOro 060CHOBaHUS.

quHKU,VIOHaanbIe XapakTepucTuku npu TEMﬂepaTypHOﬁ LUMKITUYHOCTU
(OTO 3.2.P.2.4)

55. Heobxoanmo npoBecTW UCMbITaHUS C LUenbio onpeaeneHns BrAMAHWSA TemMnepaTypHOW LMKMMYHOCTU Ha
yHKUMOHanNbHbIE XapakTepUCTUKU npenapaTta Ans uHranauuin. KoHtenHepbl HEO6GXOAUMO XpaHWTb B PasnmnyHbIX
NOMOXEHNSAX, Yepeays peKOMeHAyeMble YCMOBUSA XPaHEeHUS W XpaHeHue Npu TemnepaType Huke TemnepaTypbl
3amep3aHus (0°C).

56. B OTHOLUEHWUM CycrneH3ui HeobXoAMMOo NpedycMOTpeTb McCnedoBaHWe C YepeAoBaHNeM pekoMeHOyeMbIX
YCMOBUIA XpaHeHWs 1N XpaHeHWe Mpu BbICOKOW Temnepatype (Hanpumep, 40°C), KoTopoe AonyckaeTcs NpoBOAWUTb
BMecCTe C MCCIIeAoBaHNEM MO CMeHe HU3KMX Temnepatyp. [poaomKnTenbHOCTb XpaHeHUst AOMKHA COCTaBMATb He
MeHee 24 4acoB MNpWU KaXOoM YCrnoBuM XpaHeHusi. KoHTenHepbl HEOOXOAMMO XpaHUTb MPU KaXOOM YCIIOBUMM He
MeHee 5 pas.

57. KoHTenHepbl Heo6XxO0AMMO OCMOTpeTb Ha npeameT BuAUMbIX AedEKTOB M MPOBECTU MCMNbITAHUSA Takux
rnokasaTenen, Kak CKOpPOCTb YTEYKM, MOTeps B Macce, OAHOPOAHOCTb [OCTaBnAeMbIX [03, pecnupabenbHas
hpakums, poaCTBEHHbIE BELECTBA 1N coaepxXaHue Bnarn. Bce OTKIMOHEHNS OT MCXOAHbBIX pe3ynbTatoB Heob6xoanmo
OLIEHWTb C TOYKM 3PEHUS NX 3HAYMMOCTM.

BnusiHne BnaxxHocTu oxpy»(aromeﬁ cpeAabl
(OTO 3.2.P.2.4)

58. B npouecce paspaboTkM npenapata Ans MHransuMm HeoOXOAMMO OnpedenvTb BIUSHME BNAXHOCTU
OoKpyXawlLlen cpedbl Ha QYHKUMOHANbHbIE XapakTepUCTUKM npenapaTta Ana  wuHrandauun. B oTHoweHwun
npenBapuTenbHO A03MPOBaHHLIX NPenapaToB, 3aKMioYeHHbIX B Karncyrnbl, HEOOX0ANMO OTAENBHO U3Y4UTb XPYMNKOCTb
Karncyn B pasnunyHbIX YCNOBUSAX BNAXHOCTN OKPY>KaloLLEen cpeapl.

YcTtonumBocTb (pobacTHOCTB)
(OTA 3.2.P.2.4)

59. HeobxoOMMO U3yunTb SKCMyaTaUUOHHbIE XapakTEPUCTUKM Mpernapata Ans WHransuui B YCIOBUSIX,
UMUTUPYIOLLUMX UX NPUMEHEHME MauueHTaMu. K HUM OTHOCUTCS aKTuBauMsi YCTPOWCTBA ANt JOCTaBKM C 4aCTOTON,
0603Ha4eHHoI B MHOpMaLMK 0 NpenapaTte Ans UHransiuumi.



60. MNpu onpegeneHWn ycTonuMBOCTM HEOOXOAUMO NPedyCMOTpeTb U3yYeHWe BMUSHUA NepeHoca YCTpoWCTBa
AN JOCTaBKM B MPOLECCe NPUMEHEHNS Ha APYroN KOHTEMHEP U U3yvyeHne BRUSHUSA MMUTaLumM nageHns yecTponcTea
ANa JOCTaBKW, a Takke onpeaenuTb HaAeXHOCTb 3anvparoLero MexaHuama (npy Hanuymm).

61. Heobxoammo noaTBepAnTb BUOPALIMOHHYIO CTabuNbHOCTb MOPOLUKOBLIX CMeCew Mpu TPaHCMNOPTUPOBKE K
npuMeHeHun. 3HauuTenbHble konebaHus AocTaBnsemMow Ao3bl U (Mnn) pecnvpabenbHow pakumn Heobxoanmo
BCECTOPOHHE NpoaHann3mpoBaTh ¢ No3nuum 6e3onacHocTy 1 3PdPEKTUBHOCTY Npenaparta ANa MHransaumn.

Pa3spaboTka ycTponcTBa Ans 4OCTaBKU
(OTA 3.2.P.2.4 1 3.2.R)

62. Heobxogmmo onncaTtb pa3paboTky yCTpONCTBa AS1s JOCTaBKM.

B npouecce paspaboTku criegyeT npoaHanvM3vpoBaTb BCE M3MEHeHWs Au3alHa (Hanpumep, W3MeHeHune
MaTepuanoB KOMMOHEHTOB) W (MnK) npouecca Npon3BOACTBa YCTPOWCTBA ANA AOCTaBKM (Hanpumep, YKpynHeHue
OfHOKaMEpPHOro YCTPOWCTBA A0 MHOrOKaMepHOro) C MO3WMLUA BNUSHUS Ha YHKLMOHANbHbIE XapaKTepUCTUKM
npenaparta Ans uHranauvn (Hanpumep, AocTaBnsiemyto o3y, pecnupabenbHyio dpakumio). Ecnv B KnNuHUYeckmx
nccrneaoBaHUsaX MCNonb30BanmMcb YyCTPOMCTBA-NPOTOTUNBI, HEOOXOAMMO NpeacTaBUTb COOTBETCTBYIOLLME AaHHbIE,
noaTBepPXKAalLLe 3KBMBANIEHTHOCTb NpoToTuna (MPOTOTWNOB) MpenapaTty Ans MWHransuvmn, BbiMyCKaeMomy B
obpalleHne Ha TeppuUTOpusIX roCYAapCTB-4IIEHOB.

63. [Ina MOPOLLKOBbLIX WHranATopoB C AO3VPYIOLLMM YCTPOMCTBOM HeobxoaMMO NOATBEPAUTL Hanuyme mep
6esonacHOCTM, npeaoTBpaLLaloWMX CryvyaiHoe MHOroKpaTHoOe [A03MpoBaHWe U Mocfeaylolwee BAblXaHve
naynMeHToMm.

64. B oTHOWweHUn ynpaBnsaemMbIX AblXaHWeMm (aKTMBMPYEMbIX BAOXOM) YCTPOWCTB AN AOCTaBkM (pacnbineHuns)
Heob6XoaMMO npeacTaBuTb AaHHble, MoATBEpXAalowme, 4YTO BCe LeneBble [pynnbl MauMeHTOB CMNOCOOHbI
WHULMMpOBaTb paboTy YCTPOWCTBA AN AOCTaBKU. OTO MOXHO OLEHUTb B paMKax KNMHUYECKON MporpamMmbl B Xoae
nccrnegoBaHM  UCNOMb30BaHWA YCTPOMCTBA ANs [OCTaBkM naumeHtamu. B pamkax nporpammbel pa3paboTku
yCTPONCTBa ANS JOCTaBKM HEOOXOAUMO NOAPOBHO onMcaTh akTUBaLMIO MYCKOBOIO MexaHu3mMa.

65. Kaxgblh MOPOLUKOBbLIN MHFansaTop € AO3UPYIOLWUMM YCTPOWCTBOM [OMMKEH WUMETb CYETYUMK WU UHOW
WHAMKaTOp 3amnofiHeHusi, 4Tobbl AdaTb MNauMeHTy YyKasaHus O TOM, Korga Obifno [OCTUrHYTO  KONUYECTBO
BblcBOOOXAEHW, 0603HaYeHHOe B MHOpMauMK O npenapaTte Ans uHranaumn. PekomeHgyeTtca Takke BKMOYeHue
CYETYMKOB 03 B ApYyrMe MHOrogo30Bble npenapathl ANA MHransaumn.

AdhekTMBHOCTL KOHCEpBaHTa
(0TAO 3.2.P.2.5)

66. B oTHOLLEHUM NpenapaToB AN UHranAuuin, coaepXxalinx KoHcepBaHT, HeobxoanMo MPOBECTU UCMbITaHue,
noaTeepxaatoLlee apPEKTUBHOCTb KOHCEpBaHTAa.

CoBmMecTUMOCTb
(0TA 3.2.P.2.6)

67. Ecnn npenapaT ons vHransauvMin NoanexuT passefeHunio nepes BBeAeHneM, Heo6X0ANMO NOATBEPAUTL €ro
COBMECTMMOCTb CO BCEMW PacTBOPUTENSAMM B AManasoHe npegnaraeMbix pa3BefeHui, ykasaHHbIX B MHpopmMaumm o
npenapate Ans uHransunin. Takme uccneqoBaHus criegyeT NpoBOAWTE B TOM YMCHE C COCTapeHHbIMU obpasuamu,
OHM [OIDKHblI OXBaTblBaTb CPOK XpPaHEHWs (roAHOCTW) pasBeAeHHOro npenapaTta, ykasaHHbll B MHopmaumn o
npenapate Ana uHransaumi. Ecnn cormacHo wuHdopMauuvM O npenapate ANnd MHranduun  gornyckaeTcs ero
OOHOBPEMEHHOE MPUMEHEHWe C [PYrMMK feKapCTBEHHbIMM npenapaTamu, Heobxooumo noaTBepAvTb  €ero
COBMECTUMOCTb C TakuMu IeKapCTBEHHbIMW MpenapaTtamu, BKIOYas NeKapCTBEHHble npenapartbl Ans neyvyeHvs
OCHOBHOrO 3ab0neBaHns 1 NHble OQHOBPEMEHHO NPUHUMAaeMble fiekapcTBEHHble NpenaparThbl.

68. Heobxogmmo npoBecTu UCNbITaHWA HA Takve nokasaTenw, kak pH, pacnpegeneHne no pasmepy Kanenb,
CKOpPOCTb BbIXO4a Mpenapata M3 YCTpoWcTBa AnNs AOCTaBkuM (pacnbineHus) u obwuin Bbixod npenapaTa Ans
WHransumMin 3 ycTpowcTBa AN AOCTaBKM (pacnbifieHnsl), OLeHUTb BO3MOXHOCTb 0bpasoBaHua ocagka. lNpu atom
OTNMYMS OT OPUITMHANBHOIO Npenapara Ans UHransuuin HeobxoANMO OLEHUTL C TOYKW 3PEHUST UX 3HAYNMOCTH.

2. HazanbHble npenapaTbl

69. Onsa YCTaHOBNIEHNA XapaKTepUCTUK Ha3albHbIX NpenapaTtoB, KakK npaBuio, NpoBOOATCA MUCNbITaHUA,
YKa3aHHble B Tabnuue 2. Mpn aTOM pasHble BMAbI Ha3anbHbIX NpenapaTos Tpe6y}0T NPOBEAEHNS Pa3HbIX UCMbITAHWIA.

Tabnuua 2

UccnepoBaHusa no chapmaueBTMYECKOM pa3paboTke
Ha3anbHbIX NpenapaToB

WNccnepoBaHus no Aaposonu HaszanbHble HasanbHble XnakocTn

hapmaLeBTNYeckon |  HasanbHble MOPOLLKM 0AHOA030BblE | MHorogo3soBble | ogHomo3osble | MHorogosoebie | HenosvpoBaHH




paspaboTke

[o3npoBaHHbIe

(c

[03VPYOLLMM
YCTPOWCTBOM)

Kannu

Kanmnu

cnpeu

[03MPOBaHHbIE
cnpeu

crnpem

YcTaHoBneHne
hU3nYecKnx
XapaKkTepucTuk

pal

aa

nat

nat

nat

nat

pat

O6ocHoBaHue
MUHUMAaIbBHOIo
obbema
3anosnHeHus
(macchl
3anonHeHuns)

na

aa

na

na

na

na

na

3KcTparvpyemble
BeLlecTea u
BbIMblBaeMble
BeLlecTBa

na

HeT

na

na

na

na

na

OpHopoaHoCTb
[0CTaBnseMon
[03bl B nepuog
MCnonb30oBaHUs
KOHTENHEpa

na

aa

HeT

HeT

HeT

aa

HeT

Pacnpenenexue
yacTu,

(kanenb) no
pasmepy

aa

aa

HeT

HeT

aa

aa

aa

OcepfaHuve B
MyCcKOBOM
MexaHun3me
(MyHALITYKE)

aa

aa

HeT

HeT

na

na

na

TpeboBaHus k
BCTPAXUBAHUIO

pal

HeT

nat

nat

nat

nat

pat

TpeboBaHus kK
nepBuYHON 1
NMOBTOPHOMN
npokayke

aa

HeT

HeT

HeT

na

na

na

TpeboBaHus k
04YNCTKE

aa

aa

HeT

aa

HeT

aa

na

®yHKUMOHAmNbHbIE
XapakTepUCTUKK
MpY HU3KNX
TeMnepartypax

aa

HeT

HeT

HeT

HeT

HeT

HeT

®yHKUMOHAmMbHbIE
XapaKTepUCTUKU
npu
TemnepaTypHomn
LMKITUYHOCTU

aa

HeT

HeT

HeT

aa

aa

aa

Bnusanue
BINAXXHOCTU
oKpyXaroLen
cpeabl

aa

aa

HeT

HeT

HeT

HeT

HeT

YCTOM4MBOCTb
(pobacTHOCTb)

aa

aa

na

na

na

na

na

PaspaboTka
yCTpOWCTBa Ans
[0CTaBKU

aa

aa

aa

aa

aa

aa

aa

O dekTMBHOCTL
KOHcepBaHTa

HeT

HeT

na?

na?

na?

na?

na?

Onpepenexve
BbIXOAa
COOEepPXXMMOro
YNaKOBKM

HeT

HeT

HeT

HeT

HeT

HeT

aa

1 B OTHOLLUEHUW CYCMEH3MIA.

2MNpu HaMM4MKU KOHCepBaHTa.

70. NccnenoBaHusa no dhapmaueBTudeckoln paspaboTke HeoGXoanMo NPOBOAUTL B COOTBETCTBUM C pasdersiom
IV HacToswero PykoBoacTea, 3a UCKINOYEHNEM UCTbITaHMIA Ha pecnmpabernbHyo dpakumio.



71. [JomxkHa OblTb npeacTaBneHa MoOMHas XapakTepUCTUKa Has3anbHOro npenapata B OTHOLUIEHWM
pacnpegenenvs 4vactuy (kanenb) no pasmepy. CrnegyeT noaTBepauTb, YTO OCefaHVe HasanbHOro npenapata
OorpaHn4YMBaeTCs HOCOBOM NMOMOCTBIO (Hanpumep, NPOAEMOHCTPUPOBaTh, YTO pasmMep 6onbMHCTBA YacTuy, (kanenb)
npe.biwaeT 10 MUKPOH).

V. Npou3BoacTBO nekapcTBEHHOro npenaparta

72. [Ins nonHom XapakTepuUCTUKX NeKkapCTBEHHOro npenaparta MHMOpMauus 0 cocTaBe AOSKHa copepxaTtb
AaHHble O KOHLIEHTpauMn OeiCTBYIOLLEro BeLecTBa B rotoBo popme, ero HOMUHaNBHOM KONMYECTBE W LIENIEBOM
[OCTaBMseMOM KONUYEeCTBe.

73. Onsa Kaxgon O03MPOBKM U KaXKAOW CUCTEMbI YNaKOBKM (YKYMOPKU) (pas3nuyHbIX B TOM YKCAE MO KONUYECTBY
[OCTaBnseMbix J03) HE06X0AMMO onucaTh NPOLIECC NPOM3BOACTBA NIEKApPCTBEHHOIO Npenapara, BKIoyas onepauuu
no acoBke 1 ynakoBKe.

74. lNMpouecc npon3BoACTBa NeKapCTBEHHOrO npenapaTta HeobxoAumo BanvMavpoBaTb B Uensax obecneveHus
OAHOPOAHOCTM COCTaBa Ha MPOTSXKEHUW MpoLecca 3anofiHEHNs B XO4e PYTUHHOIO NPON3BOACTBA U BKITHOYMTb B HEFO
KOHTpONb [AnanasoHa HOMMWHamnbHbIX OO6HLEMOB MMM MacC COOAEPXUMOrO W Haanexailen yKynopku (Hanpumep,
pasMepbl KpaeB aspo30fIbHOMO KOHTEMHepa, PpachbIMMTENbHOIO YCTPOMCTBA, a TakKe MWCNbITaHUS Ha yTeuyky
asposornewn, yKkynopvBaHue OnucTepoB MOPOLLKOBBIX WHransiTopoB, WU3MEPEHUE KPYTALLEro MOMEHTa BUHTOBbIX
HacocoB).

75. IlekapCTBEHHBIN NpenapaT OOIMKEH Takke noaBepraTbCs BHYTPUMPOU3BOACTBEHHOMY KOHTPOMIO C LENblo
UCMbITaHNS PYHKUMOHANbHbIX XapakTepUCTUK MexaHu3ma BbICBOOOXAEHMSA (Hanpumep, Macca Bbinyckaemon A03bl)
ANs Kaxgow eavHuLbl npoAdykTta (ecnv NpMMeHUMO).

76. Ecnv pna asposonew npefycMaTpvBaeTCd BpeMsi OOCTWKEHUS paBHOBECUS nepen WCMbITaHWeM Ha
BbicBOOOXaAEHNE, ero HeobxoaMMo BKMOYMTbL B cneuudukaumio n obocHoBaTb BMeCTe C APYrMMU acnektamu
npovecca Npon3BoAcTBa.

VI. BcnomoraTenbHble BelecTBa

77. NMomnmo 06bIYHBIX hapmakoneriHbix TpeboBaHui B cneumdurkaumio crnegyet BKMYMTb MHAOPMaLuio O
AONOMHUTENBHBLIX WCMbLITAHUAX ANA YCTAHOBMEHWS XapakTepucTuK WCrmonb3yemoro martepuana. B oTHoweHun
MOPOLLKOBBLIX WHransaTopoB TakUMW WCMbITAHUAMWU SBASIOTCA  WCMbITAHUA MO YCTAHOBMEHWUIO XapaKTepuCTuK
BCMNOMOraTerbHbIX BELLECTB, a Takke NoAXoAsLME MHOrOTOYEYHbIE UCTbITAHUS MO YCTaHOBMEHWIO pasmepa 4acTuly
BCMOMOraTenbHOro BellecTBa (BCMOMOraTenbHbIX BeLlecTB) (Hampumep, MakTo3bl) WM  pa3mepa rpaHyn
BCMOMOraTenbHbIX BeLecTB W (M) OencTBylollero BellecTBa. [onycTUMble HOPMbl ANS 3TUX  MUCMbITaHWIA
HeobxoAVMMO ycTaHaBnMBaTb B COOTBETCTBUM C pe3ynbTaTaMn aHanu3a cepui, UCMonb30BaHHbIX AN NPOU3BOACTBA
neKapCcTBEHHOro npenapaTta Ans MCCNefoBaHui in Vivo (OMOpHbIX U (M) CpaBHUTENbHBIX KIMHUYECKMX), MPU 3TOM
ANs NOATBEPXAEHVUS pernameHTUpyeMblX HOpPM [OMYyCKaeTCA WUCMOMb30BaHWe [AaHHbIX WCMbITaHWM in  vitro,
MoMyYeHHbIX C UCMONb30BaHMEM KackagHOro nMnakropa (UMnuHaxepa).

78. OAna KoHTponsa Apyrnx uanyeckmx napaMeTpoB MOXHO ykasaTb B crneuudmkauum KaTeropmm Kaxgoro
ucrnomnb3yemoro marepuana.

B oTHoweHun BcnomoraTenbHbIX BellecTs, obrnagatowmx U3NYecKMMU CBOWCTBaMW, KOTOpble C TPyAoM
nopaaoTCa KOHTPOIo (OAHAKO 3HaUYMMbl AN YHKUMOHAMNbHBIX XapaKTePUCTUK NTeKapCTBEHHOMO nNpenapaTta), MoXeT
noTpeboBaTbCsl OrpaHMyYeHVe WCTOYHUKA WX MOMNyYeHUss OOHUM BanuAMpOBaHHbIM MocTaBwmkoM. B kayectse
anbTepHaTMBbI A4OMYCKaeTCs NokasaTb NPUroAHOCTb Pa3fMyHbIX NOCTaBLLMKOB, ONUPAasiCh Ha pe3ynbTaTbl UCMbITAHWUN
in vitro rotoBoro npenapara, MONy4EeHHOrO C UCMONb30BaHWEM Pa3NnuyHbIX CEPUI NeKapCTBEHHOro npenaparta w3
KaXXgoro UCTodHuKa. MNpy BbINOMHEHUN 3TUX YCMOBMI BKMOYaTb B cneumdukaumio kakve-nmbo napameTpbl NOMUMO
pacnpegerneHvs no pasmepy YacTuy (ecrnvm npumeHumo) He TpebyeTcs.

79. Kpome TOro, uenecoobpasHo npegyCMOTPETb KOHTPOSb MUKPOOMOMOrMYECKOW YUCTOTbI MCMOSb3yeMbIX
BCMNOMOraTenbHbIX BELECTB 1 NMpY HEOOXOANUMOCTH NPMBECTN 060CHOBaHWE HENPOBEAEHUS PYTUHHBIX UCNbITaHWUIA Ha
MWKPOBMONOrNYECKYI0 YUCTOTY.

1. dapmakonenHble BCnomoraTeribHble BellecTBa

80. XopolLo nsyyeHHble BCTIOMOraTesibHble BELECTBa, NPUMEHsIEMble B COCTABE NEeKapCTBEHHbIX NpernapaTos,
NoABEPralTCs UCMbITaHMsIM B cooTBeTcTBUM ¢ Papmakoneeit Cowosa unu apmakonesiMu rocyaapcTB-YreHoB.
JonyckaeTcs ucnonb3oBaTth UX 6e3 NpeacTaBreHust AaHHbIX 0 6e30MacHOCTM camoro BCrnomMoraTenbHOro BelecTsa
npyu YCroBwUM, YTO WCMOSb3yeMble KOMMYECTBa SIBMSAITCS CTaHOAPTHbIMW Ans [aHHOro nyTu BBeaeHus. Jloboe
BCroMoraTenbHOe BeLLeCTBO B COCTaBE JIeKapCTBEHHbIX MpenapaToB, KOTOPOE He SIBMSIETCS XOPOLUO U3YYeHHbIM,
TpebyeT noaTBepaeHUs 6e30MacHOCTM HOBOrO NyTW BBeAEHMWS, 1 MOXET BbiTb 06CYXOEHO C YNONHOMOYEHHbLIM
OpraHoM rocyaapcrBa-yrieHa.

2. BcnomorartenbHble BelecTBa, He BKITKOYEHHbIe
B Papmakoneto Coto3a (hapmakoneun rocyaapcTB-4neHoOB)

81. BcnomoraTenbHble BelecTBa, Ka4eCTBO KOTOPbIX He pernameHTnpyeTca cdapMakonenHbIMn CTaTbaAMMU,
OOIMKHbI ObITb Ge3onacHbIMU npun UHranAaunoHHOM Unn HasanbHOM NyTW BBEeOAEHUA. OcHoBbIBasiCb Ha pe3ynbTatax



aHanusa cepuit NeKapcTBEHHOro npernaparta, WCMoMb30BaHHLIX B MCCregoBaHUsaX GesonacHocTi, Heobxoaumo
nogobpatk BKMOYaeMble B Creumdukaumio UCTbITaHUsS M JOMYCTUMbIE HOPMbI ANsi BCMOMOraTesNbHbIX BELLECTB,
0COGEHHO B OTHOLLEHUW YUCTOThI.

B [pononHeHve K cneuudukauMM MOXeT Takke noTpeGoBaTbcA MHOpMauMs O NpousBoauTene
BCTOMOraTeNnbHOro BeLLecTBa, KoTopas [JofkHa ObiTb NpeaBapuTENbHO COrfacoBaHa C  YMOSTHOMOYEHHbIMM
opraHamu rocyapcTB-4fieHOB.

VII. Cneundmkaumsa (cneumdumkaumm) Ha nekapcTBeHHbIN Npenapar

82. Hactoswun pasgen coaepXnt nHopmauuio 0 BKAOYaeMbiX B Creungukaumio UCnbITaHnsX, cnelmguyHbIx
ANsi nekapcTBeHHoro npenapata. CTtaHgapTHble WCMbITAHWUSA NEKApCTBEHHOro npenapara, pesynbTaTbl KOTOpbIX
BKIIOYAIOTCA B cneuudurkaumio (Hanpumep, naeHtudurkaumsa (MoANMHHOCTL), UCMbITAHWE Ha Hanuine poaCcTBEHHbIX
npuMecewn, NpoayKkToB Aerpagaumu, KONMYEeCTBEHHOE onpeaeneHve AencTByloLlero BewecTtsa, pH), He onucaHbl B
HacTosiLeM pasgerne, ogHako MHAOPMaLMIO O HUX Takke HeobBXoauMO BKITHOYaThb B cneumndukaumio.

Ona aToro cnegyetT pykOBOACTBOBATbCA OPYrMMW  aktamu, Bxogsawwummn B npaBo Cowosa, unu
3aKoHO4AaTeNbCTBOM rOCyAapCTB-4YeHOB B cchepe obpalleHus nekapcTBEHHbIX CPeaCTB.

83. Ha ocHoBaHuM thakTmyeckMx Avana3oHOB Bapvauuy Cepuil NekapCTBEHHOrO npenapara, NoATBepAMBLLMX
npuemMnemMocTb CBOUX (PYHKUMOHAmNbHbBIX XapakTepUCTMK in Vivo, a Takke mnpeanonaraeMoro HasHayeHus
neKkapcTBEHHOro npenapata HeobXoAMMO YCTaHOBUTbL KpUTEPUW NPUEMINEMOCTH (4ONYCTUMbIE HOPMBI).

84. LlenecoobpasHo Takke y4ecTb BO3MOXHOCTb BMUSHMSA MpoLiecca Npou3BOACTBa M AaHHbIE MUCCrefoBaHus
ctabunbHOCTU. Kpome TOro, BO3MOXHbI pasnuyalrolmecs npefenbHble 3Ha4YeHus1 Mpy BbiNyCke NEKAPCTBEHHOro
npenaparta M Ha KOHel CpoKa ero XpaHeHus (rogHocTu), KoTopble Heobxoaummo onucaTb M obocHoBaTb. [lpwu
COCTaBreHun cneumdukaumin, NpoBegeHUN UCMbITaHUA MPW BbIMYCKE WU Ha KOHEL, Cpoka XpaHeHus (FroAHOCTM)
NeKapCTBEHHOro npenapara, a Takke NepuoanYecKmUxX UCMbITaHU criegyeT yunTtbiBaTh TpeboBaHus K UCCNefoBaHUI0
CcTabunbHOCTU NeEeKapCTBEHHbLIX MpenapaTtoB W dapMaueBTUYeckUX CcyObCcTaHUuuiA, yTBepXAEeHHble PelueHnem
Konnernn EBpasuiickot akoHomwuyeckon komwmccum oT 10 mas 2018 r. Ne 69, n TpeboBaHusi pykoBoacTBa Mo

COCTaBJ/TIEHNKO HOPMAaTUBHOIO AOKYMEHTa No Ka4eCTBY JIEKapCTBEHHOIo npenaparta, yrBepXxgaemoro Komuccuen.

1. NpenapaTtbl ANA MHransauumn

85. lNepeyeHb UcnbITaHMin, BKIMOYaeMbIX B cneumndukaumio Ha npenapatbl Ans MHransummn, npueeaeH B tabnuue
3. MNpwu aToM He Kaxapbli TUN NpenapaToB Afst UHransauuin TpebyeT NpoBeAEHNst BCEX BUAOB UCTIbITAHUA.

Tabnuua 3
UcnbiTaHus, BKNOYaemble B cneuudukaumio Ha
npenapaTbl AN UHranAuum
McnbiTaHus, Asposonu MopoLkn XKugkocTtu onsa nHransauumn Heaspo3sosnbHble
BKMto4YaeMble B AOo3NpoBaHHbIE c npeasapuTenbHO | 0AHO4030BblE | MHOrogo3oBsble | A03NPOBaHHLIE
cneunuKkaumio Ha 0031pyoLwmm [031MpoBaHHbIE npenaparbl Ans
npenaparbl Ang YCTPOWCTBOM VMHransauum
VHranauumn
Onuncaxve na na na na na na
KonnyecTtBeHHoe na na na na na na
onpegenexHve
CopepxaHvie Bnaru pat na na HeT HeT nat
CpepaHsis na na na HeT HeT na
JocTtaBnsiemas josa
OpHopoaHoCTb na na na HeT HeT na
[0CTaBnsieMbIX A03
OpHopoaHoCTh HeT HeT na na HeT HeT
[031POBaHHbIX
eanHnL,
PecnupabensHas na na na naz na2 na
bpakums
CKOpPOCTb yTEYKU na HeT HeT HeT HeT HeT
(repMeTUYHOCTB)
Mukpoburonoruyeckas na na pa pa na na
yncroTa
CTepunbHOCTb nad nas nas nas nad nad
BbiMbiBaemMble na HeT HeT aa na na
BelllecTBa
CopnepaHvie HeT HeT HeT na* na* na*
KOHCEpBaHTa
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KonuyecTtso
BbICBODOXAEHUIN Ha
KOHTENHep
(konnyecTBo [03)

na

aa

HeT

HeT

HeT

na

1 fonycTMMO He BKIOYaTb, €CIM COAEPXKAHWE BNarv He BIMSIET HA XapaKTEPUCTUKM Npenapara Ans UHransuui.

2 insi cycneHsuid, ¢ UcnblTaHneM Ha HeBynaisepax, NpedycMOTPEHHbIX B MHhopMaLmm o npenapare [s
WHransiumin, ecnm He ykasaHo MHoe.

3 Ecnu npenapar Ans nHransuui CTepune.

4 Mpu HaNM4YMKU KOHCepBaHTa.

SUB86000nucaHmne

86. HeobxoomMmMo npeacTaBUTb OMNMcaHMe Kak roToBo OOpMbl, Tak M BCEro YCTPOWCTBA ANs AOCTaBKM
(Hanpumep, BKNIOYask MexaHWM3M MpuBedeHUA B OeWCcTBME), ecnu npumeHumo. CnegyeT onucatb NEpPBUYHYIO
YMaKOBKY XWAKOCTEN ANS UHransuuin (Hanpumep, Npo3paYHblil KOHTENHEP U3 MONUATUIEHa HU3KOW MITOTHOCTH).

SUB8700KonuyectBeHHOE onpepeneHune

87. HeobxoamMmo onpenenutb KONMYECTBO AeNCTBYIOLLEro BELLEeCTBa Ha eduHUUY A03bl, Macchl UM obbema
npenapaTta Ans UHranauuin. [ns oQHo4030BbIX NpenapaToB Ans UHransumin KonMyecTBo AeWCTBYIOLEro BellecTBa
[OJIDKHO ObITb YKa3aHo B pacyeTe Ha 1 Jo3y. B oTHoWeHuM NpenapaToB Ans MHransaumii NpUMeHsIiTCa 4onycTUMble
CTaHZapTHble HOPMbl KOJIMYECTBEHHOTO onpeferieHusi, ykasaHHble B ®apmakonee Cotosa unv B hapmMakonesix
rocy4apCTB-UNeHOB.

CopepkaHue Bnaru

88. Tlpepen copepxaHwa BRarM crnegyeT ycTaHaBnMBaTb HA OCHOBaHUWM pPe3ynbTaToB WCCREeAoBaHWK
ctabunbHocTn. Ecnu pesynbTtaTtbl CTabunbHbl Ha NPOTSPKEHWM CPOKA XpaHEHUst npenapaTta Ans UHransiuMn unm
Kakvme-nnbo M3MeHeHWs1 B coepkaHuun Brnarv He NPUBOASAT K U3MEHEHUAM MOBbIX ApYrMX napameTpoB, UCTbITaHWe
13 cneunduKaumMm 4onycKaeTCst UCKMYUTb.

CpepnHsisa goctaBnsemas nosa

89. HeobxoamMMo onpenenutb KONMMYECTBO OEWCTBYIOLLEro BELLEeCTBA B OAHOW [OCTaBMsieMOW [03e MyTeM
pacuyeTa cpeHero 3HayeHusl No pesynbTaTtaMm UCMbITaHUs Ha OAHOPOAHOCTb AOCTaBMNAEMON 403kl C HEOOX0AUMbBIMU
KOpPEKTMPOBKaMU Ansi npeobpasoBaHMs KoMyecTBa «Ha [03y» B KONMMYECTBO «HAa BbICBOOOXAEHME». [JonycTuMble
HOpMbI = 15 % OT yka3aHHOTrO 3Ha4YeHWS Ha STUKETKE.

OpHOpPOAHOCTL AOCTaBNAEMbIX 403

90. UcnbiTaHne Ha OQHOPOAHOCTL AOCTaBMsAeMbIX [403 He0OXO4MMO NPOBOAWTL B COOTBETCTBMM C METOAOM,
npegycMoTpeHHbiM  Papmakoneen Cot3a unu  dapmakonesmu  rocygapcTs-yufieHoB, nubo  cormacHo
BanMaMpoBaHHOW  anbTepHaTMBHOM  MeToAuKke. [lpumeHsiemble  npefenbHble  3HA4YeHWs  O4HOPOAHOCTU
AOCTaBnNseMbIX [03 AOMKHbI COOTBETCTBOBaTb TpeboBaHuAM Papmakonen Cotosza nnm dapmakonen rocyaapcrs-
yneHoB, Nnbo TpeboBaHUAM NO BenuyvMHE OOMYCKOB pes3ynbTaToB onpeneneHus BapnabenbHOCTU OJHOPOOHOCTU
[OCTaBnseMbIX 403 AN KaX4oro yCTponcTeBa Ans AO0CTaBkW (pacnbifieHnst) B OTAENbHOCTU U MeXAy YCTpOMNCcTBamu
ANst JOCTaBKu (pacnbineHus).

91. [Ona roToBbiX NeEKapCTBEHHbIX ¢hopm, npeacTaBnswoWwmUx cobon pacTBOpbl, NpU MNpeacTaBneHnu
060CHOBaHMA [omMyckaeTcs WUCMonb3oBaTb OAHOPOLHOCTb MacChl AOCTaBfsieMblX [03 B3aMeH OAHOPOAHOCTM
cogepxaHusa focTaBnsiemMbix 403.

OpHOPOAHOCTL A03UPOBAHHbIX €AVNHUL,
(omHOpOAHOCTL coaepXKaHUA)

92. OOHOPOLHOCTb COAEepXaHus [OO0J/PKHA ObiTb onpedeneHa C MOMOLb 06pasuoB, MOMYyYEHHbIX U3
KOHTEHEPOB B COOTBETCTBUM C MH(pOpMaLMEl O npenapaTe Ans uHranaumin. Heo6xoammo o60cHOBaThL AONYCTUMbIE
npegenbHble 3Ha4yeHusl, NpUHMMasi BO BHUMaHWe TpeboBaHus dapmakonen Cotoza unu apmakonein rocyaapcTs-
YNEHOB.



93. MMpu npeactaBneHnn OGOCHOBAHWSI [AMsl TOTOBbIX I€KAPCTBEHHbIX (DOPM, MPEACTABMSOWMX CcoGon
pacTBOpbI, JOMYyCKAaETCs MPOBOAUTL UCTbITAHUE HAa OAHOPOAHOCTb MAacchl JOCTaBMSIEMbIX 03 B3aMeH UCTbITaHUs Ha
OLHOPOJHOCTb CoAEpXKaHWsI.

PecnupabenbHas dpakums

94. OnpegeneHne BenuuuHbl  pecnupabenbHon  dpakumMm  Heobxogumo  NpPOBOAUTL,  MCMOMb3yS
BanMOMPOBaHHbLIN METOA4 Ha OCHOBE KacKafHOro WMMaktopa WM UMNWHOKEpPa WM BanuanpoBaHHbIN
anbTepHaTMBHbI MeTod. B uenom [JonycTUMO yCTaHOBUTbL BEPXHUA W HWKHWA NpeAenbl  pesynbTaToB
06beMHEHHbIX KackagoB Mo pa3Mepy 4acTuL, C AMaMeTPOM MeHee Yem 5 MKM, 04HaKO Mpu Hanmuunm 4oCcTaToO4HOro
060CHOBaHWA gonycTuMbl Apyrne npeaensl. [peanoytutensHo onpeaensTe Maccy AeNCTBYIOLWEro BeLecTsa, a He
NPOLIEHT BbICBOBOXAEHNA [03bl (MM MHOW MPOM3BOAHBIN MapameTp). Takue AOMNOMHUTENbHbIE KPUTEpPUW, Kak
rpynnoBble Kackagbl WNW MpeferbHble 3HaYeHus Macc-MeOMaHHOro aspoavHamMmyeckoro AuameTpa wu  (Mnw)
reoMeTpuM4ecKoro CTaHOapTHOro OTKMOHEHUs, LenecoobpasHo npuMeHsTb ecnn  pecnupabenbHon dpakumm
He[oCTaTOMHO Ans MOSMHOM XapaKTepuCTUKM pacnpeferneHns Jactuy no pasmepy B TepaneBTudeckon fose. B
crnyyae 3HauYMMOCTW dpakumMm YacTul, npesbllalwmnx 5 MKM B AvameTpe, ANA TepaneBTUYecKoro WHAaekca
npenaparta Ansa MHransauun, MoxeT noTpeboBaTbCa KOHTPOSb pacnpeaernieHns No pasmepy Yactul, NpeBblLLalLLmX 5
MKM B AnameTpe.

95. lMNpepenbHble 3HaYeHNs HeobxoaMMo yCTaHaBNMBaTL AS15 4OCTaBNSEMON 1 OCHOBHOMN A03bl B COOTBETCTBUN
C BeNnM4MHON pecnmpabenbHon dpakuum Ans cepui NpenapaToB ANS MHransumi, MCnosib30BaHHbLIX B OMOPHBIX W
(Mnn) cpaBHUTENBHBIX KITMHUYECKUX NCCNEAoBaHNAX in Vivo.

CKOpOCTb yTeUYKU (repMEeTUYHOCTDb)

96. B cneuudmkaumio HeobxoaMMO BKIOUUTL WCMbITAHWE W NpefesibHble 3HAYEeHUs CKOPOCTU YTEYKM
(repmeTuYHOCTH).

Mukpobuonoruyeckas ymcrtora

97. UcnbiTaHua Ha MUKPOOMONOrMYEecKyt 4YMCTOTY HeobXxoaumo MNpoOBOAWUTbL B COOTBETCTBMM C METOOOM,
npenycMoTpeHHbIM Papmakoneer Cotosa unm chapmakonessmy rocyaapcTs-yreHoB.

CTepunbHOCTb

98. HGO6XO,EWIMO npoBeCTNU WUCNbITaHME Ha CTepunbHOCTb B COOTBETCTBMM C MeToAoM, npenyCMOTpPEeHHbIM
dapmakoneen Coto3a unm papmMakonesamm rocyaapCTB-4reHoB.

SUB99003kcTparMpyemMbie BellecTBa U BbiIMblBaeMble BelecTBa

99. B 3aBMCMMOCTM OT pesynbTaToB WCCRefoBaHus Mo apmaueBTUYeckon paspaboTke npenaparta AOns
MHranaumMn Ha aKcTparpyemble BellecTBa W BbiMblBaeMble BELLECTBa, B OCOGEHHOCTU pPesyNibTaTOB OLEHKU KX
6e30MacHOCTN, MPUHUMAETCH PELIeHMEe O BKITIOYEHWU WM HEBKMHOYEHWM B Creumdukaumio UCTbITaHua u
KBanM@ULMPOBAHHbIX HOPM COAEPXaHNs SKCTParMpyeMbiX BELLIECTB U BbIMbIBAEMbIX BELLECTB.

Co.qep)KaHMe KOHCepBaHTa

100. Heobxogumo npoBeCTn Konn4ecTBeHHOE onpeaernieHne KoHCepBaHTa.

KonuyecTBo BbICBO60OXAEHUA HA KOHTENHEP
(konu4yecTBO [03)

101. HeobxoaMmMo MNoOATBEPAUTb, YTO KONMUYECTBO BbICBODOXOEHMIA Ha KOHTEMHEpP He MeHblue KoruyecTBa
BbICBOGOXAEHWIA, YKa3aHHOro B UHGOpMauum o npenapaTe Ans UHransuui.

2. HazanbHble npenapaTbl

102. MepeyeHb UCMbITaHWii, CBEAEHUSI O KOTOPLIX BKIOYAOTCA B Crieuvdukaumio Ha HasamnbHble npenapartbl,
npuBeneH B Tabnuue 4. MNpu 3TOM He KaxObl TN HasanbHbIX NpenapatoB TpebyeT npoBedeHVs BCeX BUAOB
ucnbiTaHui. MicnblTaHns HeobxoAMMO NPOBOAMTL B COOTBETCTBUM C OMUCAHUSIMU, MPUBEAEHHLIMUY B MyHKTax 82 - 101
HacTosilero PykoBoacTBa, OOMOSHMB MX WUCMbITAHWEM Ha pacnpefeneHve vactuy (kanenb) no pasmepy, ecnu
NPUMEHNMO.



Tabnuua 4

WcnbiTaHus, BkNovYaemble B crneumdurKaumnio Ha HasanbHble npenapaTthl

McnbiTaHus, Asposonu HasanbHble HasanbHble XnakocTtn
BKIlO4aemble B HasanbHble MOPOLLKU 04HOJ030BblEé | MHOrO030BbIE | OAHOO030BblE | MHOrO4030BblE [ MHOroJ030BI
cneundukamio [031pOBaHHbIe (c Kannm Kannm crnpeu 003MpoBaHHble | HeA03MPOBaH
Ha HasanbHbIN O03MpYyoLWNM cnpeu cnpeu
npenapart YCTPOWCTBOM)
OnucaHvne na na na na na na na
KonuyectBeHHoe aa na na na na na na
onpegeneHue
CopgepxaHue Bnaru na aa HeT HeT HeT HeT HeT
CpegHsis na na HeT na HeT na HeT
[ocraBnsiemas
[osa
OaHopoaHOCTb na aa HeT na HeT aa HeT
[OCTaBNseMbIX 403
OaHopoaHOCTb HeT HeT aa HeT aa HeT HeT
[031MPOBaHHbIX
eanHuL
CKOpOCTb yTEUKM na HeT HeT HeT HeT HeT HeT
(repMeTN4YHOCTb)
Mukpobuonormyeckas na aa aa na aa na na
yucToTa
CTepunbHOCTL pat nat nat nat pat pat pat
CopepxaHue HeT HeT naz na2 naz na2 na2
KOHCEpBaHTa
Konnyecteo na aa HeT HeT HeT aa HeT
BbiCBOGOXOEHUIN
(konm4ecTBO O03)
PacnpeneneHue na aa HeT HeT aa na na
YyacTtuy (Kanenb) no
pasmepy
MpoueHT BbIXoaa HeT HeT HeT HeT HeT HeT na
COAEePXXMMOro
YMNaKOBKM
Ob6bem cooepXxnmoro HeT HeT aa na HeT HeT HeT
YMaKOBKU

1 Ecnu npenapat ctepuneH.
2Mpw HaNM4YMKU KOHCEepBaHTa.

SUB10300PacnpeaeneHue 4Yactuy (kanenb) no pasmepy

103. WcnbiTaHne HeobxoAMMO NPOBOAMTb, WCMONb3ys BanvMAUPOBaHHBIMG MeToh (Hanpumep, KackadHbIv
VMMNaKToOp WUInu Ansi pacTBOPOB - nasdepHyto audpakuuio). OrpaHuydeHrs Heobxoammbl And AONYyCTUMOrO AnanasoHa
MeOMaHHOro auameTpa yactuy (kanemb) U ans yactuy (kanenb) pasmepom o 10 mkm. [lonycTvMble HOPMbI Ans
MeOMaHHOro gmameTpa u yactuy (kanenb) pa3mepom Ao 10 MKM AOMmKHbI ObiTb YCTAHOBMEHbI B COOTBETCTBUM C
pesynbTaTamy aHanusa cepui HasanbHbIX MpenapaTtoB, WCMOMb30BaHHbLIX B OMOPHbLIX U (MNKN) CPaBHUTENbHbIX
KIMUHWYECKNX MCCreaoBaHMsX in Vivo.

104. B gononHeHne K CTaHAapTHbIM  UCMBbITAHUAM  CUCTEMbI

VIIl. Cuctema ynakoBku (YKynopKu)

NeKkapcTBEHHOro npenapara

ynakoBKM  (YKyMoOpKw),

BKIto4YaeMbiM B

cneundurkaumio, cneumdpukaumm omKHbl BKIOYaTh B cebsi JononHUTENbHbIE UCTbITAHNUS C LENbHo noareepxXxaeHuna
BOCNpPOM3BOANMOCTUN OOCTaBKU ﬂeﬁCTByFOLLI,eFO BelwlectBa C NMoMoLlbO yCTpOVICTBa ana gocTtaBKu (paCI'IbIJ'IeHVIﬂ)
(ecnm I'IpVIMeHVIMO). Hanpumep, ana asposonen ans uHransumMi LO3MPOBAHHBLIX WM a3pO0305ier HasalbHbIX
0031POBaHHbIX crneumdmrKkaummn OOMKHbI BKNOYaTh B cebs Takue ucnblTaHMs!, Kak Macca OTAenbHOW LOCTaBseMon
003bl A4N18 aspo30rien, a Takke I/IH(*)OpMaLlVIPO O ONnVHe U anamMmeTpe OTBEepPCTUA NYCKOBOIro MexaHun3ma.



105. Heobxogumo npenctaBuTb COCTaB BCEX KOMMOHEHTOB CMCTEMbI YMaKOBKM (YKYMOPKW), KOTOPble AOSKHbI
COOTBETCTBOBATb OfnpefeneHHbIM ctaHaapTam (B Tom uucne dapmakonee Corosa unu dapmakonesim rocygapcTs-
YNeHOB) A CBOEro LieNIeBOro HasHaveHus.

106. B oTHOLEHUN NOKPbLITbIX 06OMNOYKOM EMKOCTEN U (MnM) KrnanaHoB HeO6XOAMMO onucaTb MOSHLIA COCTaB
o060omnoykmn 1 npoueaypy (BKNo4as KOHTPOMb NpoLecca) NOKPbITUS 060M04KON.

107. B oTHOweHun HedapmakonerHbIX KOMMOHEHTOB B [JOMOMHEHWe K WCMOMb30BaHHOMY MOnMMepy
HeobXxoAMMO TaKxe onucaTb BCe ocTanbHble Jo6aBneHHble BewwecTsa.

IX. YcTponcTBa onsa pocraBku (pacnbineHus),
BKIIOYas cnercepbl U yaepXuBaroLlimMe Kamepbl

108. [Ina BCcex yCTPOWCTB ANs AOCTaBKM (pacnbineHns) HeobxoAMmo NpeacTaBnTb AaHHble, NoaTBepXdaoLwwme
CcBefeHus, BKMIOYeHHble B OOLLY0 XapaKTepuUCTUKY NekapCTBEHHOro npenapaTta AN WHransaumi M HasanbHbIX
neKapcTBEHHbIX NpenapaToB U NIMCTOK-BKNaAbIW AN nauneHTa B OTHOLLEHUN CpoKa XpaHeHus yCTponcTBa (80 ero
NPUMEHEHNs U B MNpoLecce ero NPUMEHEHUs), YCNOBUWA XpaHeHUs (ecrnu 9TO MMeeT 3HayeHWe) U Konuyectsa
AONYCTUMBIX 3anpaBok (ecnv NPUMEHNMO).

109. Ecnn ana BBeAeHWs NekapCTBEHHOrO Mpenaparta onpederieHHoW rpynne nauueHToB (Hanmpumep, ANs
BBEAEHUS BbICOKOJO30BbIX CTEPONAOB AeTAM) TpebyeTcs cnencep Unu yaepxusaroLias kamepa, X Ucrnorb3oBaHne
HeobxoAVMO BanNManpoBaTh.

110. 3Hauumble cBedeHMsi O cChnenicepe WNM YAEpPXMBAKLWEA KamMepe HeoOxoouMMo npuBecTM B oOLuen
XapaKkTepuCTVKe nekapcTBEHHOro npenapara.

111. TlpurogHocTb cnenlcepa p[omkHa ObiTb noATBEPXKAEHA WUCMBITAHUSMU in Vitro U KIMHUYECKUMK
uccrnegoBaHuaMu. Takke Bce ahdeKTbl OT NPUMEHEHWS YCTPONCTB (Hanpumep, COKpalleHWe KOnmyecTBa KpYMHbIX
YyacTuy) HeobxoAMMO NOATBEPANTL AaHHBIMU UCTLITAHWUI in vitro.

X. CTabunbHOCTb fleKapcTBEHHOro npenapara

112. WcnbiTaHna cTabunbHOCTM NEKapCTBEHHOro npenapata HeobxoaMmo npoBOAUTL B COOTBETCTBUM C
TpeboBaHMAMKN K MCCredoBaHUI0 CTabUNbHOCTU NEKapCTBEHHbIX MpenapaTtoB U hapMaueBTUYecknx cybcTtaHumm.
Mpn Heo6xoaMMOCTM Takke KOHTPONMUPYIOT NOTEPHO B Macce.

113. B cny4ae BnusHWSA NONOXEHWUS NeKapCTBEHHOro npenaparta Npyu XpaHeHUW Ha ero PyHKUMOHamnbHble
XapaKTepuCTUKM (Hanpumep, aspo3ons AN WHransuui [O3NPOBAHHOMO), B LeEnsAX OnpeaeneHvs BAvaHWUS
MOMNOXEHNSA KOHTENHepbl HeOOXOAMMO XPaHWTb B PasNUYHbIX MOMIOXKEHWAX B Xode uccnegosaHus. Mo kaxgomy
MOSIOXXEHMNIO AaHHble NPeACTaBNSATCA OTASNBHO.

114. Ecnu nekapCTBEHHbIN NpenapaT BKIYaeT BTOPUYHYIO YNAKOBKY B LieNAX 3awwmTbl ero oT cseta v (Unu)
BMAXHOCTU (Hanpumep, NOPOLLKOBbIE MHranaTopbl, 06epHyTble hONbrol), CPOK, B TEYEHNE KOTOPOro NeKapCTBEHHbIV
npenapart JonyckaeTca NpUMEHATb NOCne CHATUS 3alMTHOW ynakoBKM, HEOOXOOUMO MOATBEPAWTL pesyrnbTaTamu
u3dyyeHusa ero crabunbHocTu. MccnegoBaHus OOMKHbI BKMOYaTb WM3BMEYEHME NeKapCTBEHHOro npenapata w3
3alMTHOW YyMNakoBKM Onvbke K KOHLY CpOKa XpaHEeHWs M ero MCnbiTaHue Mocne 3KCMno3vuMuM B COOTBETCTBUM CO
cneundvkaumen. Hanpyumep, ecnu nprMeHeHue nekapCcTBEHHOro npenaparta HeobxoauMO OCYLLECTBUTL B TeYeHne
Tpex MecsueB Nocrne W3BMeYeHus M3 3aliMTHOW YNaKoBKM (B COOTBETCTBUM C MHpopMaumeln O feKkapCTBEHHOM
npenapare), ero He06XOANUMO N3BMEYb U3 3aLLMTHOW YNaKkoBKM 3a TPU MecsiLa A0 KOHLA Cpoka XpaHeHus 1 ucnbitatb
B KOHLIe CpOKa XpaHeHUs.

115. MNoTpebutento gomkHa ObITb NMpegocTaBneHa MHOPMaUUS O NMPUMEHEHNM feKapCTBEHHOro npenapaTa
nocne u3BneYeHns n3 3aLMTHON yNaKoBKM.

NPUNOXEHME Ne 1

K PykoBOICTBY NO Ka4eCTBY feKapCTBEHHbIX
npenapartoBs As UHransauuin n HasanbHbIX
neKapCcTBEHHbIX npenapaTos

TPEBOBAHUA
K uccrnepgoBaHUAM no cpapmMaueBTUYECKON pa3paboTke
BOCnpousBeneHHbIX NNeKapCTBEeHHbIX NpenapaTtoB Ansd MHranﬂumﬁ
M Ha3anbHbIX NleKapCTBEHHbIX NpenapaTos

|. O6LwKre nonoxeHus

1. Hactoswme TpeboBaHusi onpenensoT ocob6eHHOCTU NpOoBeOEeHWs UCCNefoBaHWI MO hapMaueBTUYECKON
pa3paboTke BOCMPOM3BEAEHHbIX JEKAPCTBEHHbIX MpenapaToB Afs MHransauuMi M HasamnbHbIX JIEKAPCTBEHHbIX
npenapartoB (Jarnee - nekapcTBeHHbIE Npenaparhbl).

2. BocnpousBedeHHble  NeKapCTBEHHble  Mnpenapatbl  AOMMKHbI  ObiTb  @HaNoOrMyHbl  OPUrMHANBHOMY
(pethepeHTHOMY) nekapcTBEHHOMY npenapaTty. TepaneBTUYECKY OSKBMBANEHTHOCTb MO  OTHOLUEHMIO K
opurMHanbHoMy (pedepeHTHOMY) IekapCTBEHHOMY npenapaty HeobXxoaMMo MoATBEPAMTbL  pesynbTatamu
UcnbITaHW in vitro n (MnNu) uccnegoBaHWi in Vivo B COOTBETCTBMU C PYKOBOACTBOM MO MOArOTOBKE KIMHUYECKOMN



OOKyMeHTauun (NpoBeAeHW0  WUCCRefoBaHWW, NOATBEPXOEHUIO TepaneBTUYECKOW IKBMBANEHTHOCTW) Ans
neKapCcTBEHHbIX NpenapaToB ANS MHransuui, NpUMEHseMbIX AN NeYeHUs acTMbl U XPOHUYECKON OGCTPYKTUBHOM
©OonesHn nerknx y B3poCrbIX U AeTen, yTBepxaaembiM EBpasniickor SKOHOMUYECKO KoMmuccuen. Bo Bcex cny4vasx
COMOCTaBMMOCTb BOCMPOM3BEAEHHOTO U OpUrMHaNbHOrO (pedhepeHTHOro) nekapcTBeHHbIX NpenapaToB HEOOX0aUMO
NoATBEPXAaTb B YCIOBUAX UCMbITAHWA in Vitro B COOTBETCTBMU C HAacToAWMMU TpeboBaHAMN.

Il. JlekapcTBeHHbIE NpenapaTthbl ANA UHranALMn

3. B oTHOweHun asposonen Ans VHransumi [O3MPOBaHHbIX, MOPOLUKOBbIX WHranaTopoB C [AO03VPYHOLLUM
YCTPOWCTBOM W J03upylolumMx Hebynan3epoB HeobxoouMO MpeAacTaBuMTb AaHHble in vitro  ucnbiTaHui o
BOCNPOM3BEAEHHOM NIEKAPCTBEHHOM MpenapaTe ANs UHransuui (ganee - npenapat AN UHransuui) B CpaBHEHUN C
OpurMHanbHbIM (pedepeHTHbIM) MpenapaToM Ans WHransauuii, o nomHom npodwmne pacnpefeneHns vactul no
pasmMepy Ha OTAENbHOM Kackaje C UCMONb30BaHWEM KackafHoro nMmnakropa (umnuHaxepa). Ecnu ectes 3aBucmmocTs
OT CKOPOCTU MOTOKa, HEOBXOAMMO MUCMbITaTb AManasoHbl CKopocTen notoka. Kpome Toro, Heo6xooumo CpaBHWUTL
JocTaBnsiemMyto Ao3y. B OTHOWEHWM XMOKOCTEW ANs WHransuuMm nonHoe pacnpefeneHne no pasmepy kanenb
BOCNPOM3BEAEHHOro npenapata Ans WHranaumn HeobxoAuMmMo CpaBHUTL C  OpPUrMHanbHbIM - (pedepeHTHbIM)
npenapaTtom Ans WHransuuii ¢ UCnonb3oBaHWEM TaKoro BanvAUPOBaHHOINO MeToda, Kak nasepHasa audpakuus.
Kpome Toro, Heob6xooumo CpaBHUTL CKOPOCTb Bbixo4a M O6OLLMIA BbIXOA AEACTBYOLLEro BellecTsa. Ecnu npyumeHnmo,
aspo30nb HeOBXOAMMO NOMYYUTL C NOMOLLbIO HEBYNan3epHbIX CUCTEM B YCIIOBUSX in Vivo.

B oOTHOWeEHWM BOCMPOM3BEAEHHBIX PACTBOPOB Afs WHransuui, WMeLWwmnx TOT XKe KavyeCTBEHHbI W
KONMMYECTBEHHbI COCTaB MO OTHOLUEHWIO K OpUrMHaNbHOMY npenaparty NS UHransauuin, cpaBHeHne AonyckaeTcs He
NpPOBOAUT.

B OTHOWeHWn cycneH3wn Ans uHransauum HeobxoaMmo NpPOBECTW CpaBHEHME pacnpegerneHust yYacTtuy no
pasmMepy Ha OTAENbHbIX Kackagax.

Mpu BbISBNEHUW pa3nNuMyuii CBEPX HOpPManbHOW aHanMTU4Yeckon BapuabenbHOCTU HeobXoouMMOo npeacTaBuUTb
060CHOBaHME TOro, YTO Takve pas3nNuyns He MpuBedyT K pasnuuusaM B XapakTepucTukax MocTynneHusa u (unwm)
abcopbuun.

4. B oTHOLEHUN CEpUIA, NCMONB30BaHHbIX iN Vivo, AaHHble MOTYT OblTb OrpaHUYeHbl UM MOryT OTCYTCTBOBATb.
[Mpn aTOM B OTHOLWIEHUWM HEKOTOPbIX pas3fdenos, Kacalwwmxcs dapMaueBTuyeckor paspaboTkv npenapaTta Ans
WHransauun, n pasgena, kacawLerocs BCrnoMoraTerbHbIX BeLEeCTB, MPMBOAATCA CneayLmMe NoACHeHNs:

a) OQHOPOAHOCTb [JoCTaBnsieMon [o3bl U pecnupabenbHasi pakumMs B [Manas3oHe CKOPOCTEN MNOTOKOB,
co3faBaeMblX NaUMEHTOM, - €CnM MCCNedoBaHust in Vivo He npoBedeHbl, HeobxoaMMO 060CHOBaTb M3YYEHHbIN
AvanasoH CKOpOCTel NoToKa;

6) pacnpegeneHve 4yacTuy (kanenb) No pasMepy - €Cnv UCCreaoBaHus in Vivo He NpoBefeHbl, pe3ynbTaThl
aHanu3a cepuii, OTpaxalLmx KOMMep4Yeckui npouecc (Hanpumep, B OTHOLIEHMM pasMepa cepuv, MeToaa
Npou3BoACTBa Npenaparta ANS MHransauuMn u ycTporcTBa), Heo6X0AMMO CPaBHUTH C CEPUSIMW, UCMONb30BaHHbLIMU
AN 060CHOBaHNSA 9KBUBANEHTHOCTU in Vitro;

B) CKOPOCTb AOCTaBKM AENCTBYIOLEro BelecTsa u oblee JocTaBnsemMoe KOnM4ecTBO - eCnn uccnegoBaHus in
VivO He npoBedeHbl, pe3ynbTaTbl aHanMsa cepuii, oOTpaXkaroLmx KOMMEPYeCKMIn npouecc, Heobxoaumo CpaBHUTL C
cepuvsiMU, NCNOMb30BaHHbIMU AN 000CHOBaHUSA 3KBUBANEHTHOCTH in Vitro;

r) capmakonenHble BCMoOMoraTenbHble BELlecTBa - €CNU UCCNEeAOoBaHWMst in Vivo He npoBefeHbl, Bce
npenenbHble 3HAYeHUs ANs 3HAaYMMbIX NapamMeTpoB (pacnpefeneHne YacTuy no pasMmepy v copma HocuTens ans
MOPOLLKOBLIX MpenapatoB Afs  WHransiuui) OOMKHbl  OCHOBBIBATLCA HA CEPUsiX, WUCMONb30BaHHbIX AN
NOATBEPXKAEHUSI 9KBMBANEHTHOCTH in Vitro;

[) aKCTparnpyemble BELLECTBA U BbIMbIBAEMbIE BELLIECTBA - OLlEHKa 6€30NacHOCTU MOXET TakKe OCHOBbIBATbLCS
Ha cpaBHUTENbLHOM Mpodune BOCMPOM3BEAEHHOIO N OPUrMHANBLHOTO (pedepeHTHOro) npenapaToB AnS MHransauun,
ecrnn 9710 060CHOBaAHO COCTaBOM YNaKOBKMU.

lll. HazanbHble NekapcTBeHHbIe nNpenapaTbl

5. B oTHOweHun BOCNpoM3BEAEHHbIX HasasnbHbIX fleKapCTBEHHbIX MpenapaToB (ganee - HasanbHble
npenapatbl), KOTOpble [OOMKHbl ObiTb aHanormyHbl OPWUrMHaNBLHOMY HasarnbHOMY Mpenaparty, WccrnegoBaHus,
HeobXxoavMble ANS NOATBEPXAEHVS TepaneBTUYECKOW 3KBMBANEHTHOCTU, MOTYT 3aBUCETb OT (hapMakornornyeckoro
AencTBmsA (MEecTHOro unm cuctemHoro). MiccnepgoBaHus nNpoBOAATCA B cOoTBeTCTBMM C [paBunamu npoBeaeHus
nccnenoBaHui G1MO3KBUBANEHTHOCTU NIEKAPCTBEHHBIX NMpenapaTtoB B paMkax EBpasmMmnckoro SKOHOMMUYECKOro CO3a,
yTBepxaeHHbiMn PelweHnem CoBeta EBpasuickoli 3kOHOMMUYecKon komuccum oT 3 Hosbps 2016 r. Ne 85, wn
PYKOBOACTBOM MO hapMakoKMHETUYECKOMY W KIIMHUYECKOMY M3Y4YeHWo OMO3KBMBANEHTHOCTU rleKapCTBEHHbIX
npenapatoB C MOAMMUUMPOBaHHBIM BbICBOOOXAEHMEM, OMO3KBMBANEHTHOCTU NMNOCOMAlbHBIX NpenapaTos,
61O3KBMBANEHTHOCTM  KOPTMKOCTEPOMOOB ANl  MECTHOrO MpUMEHeHWs B AepmaTonoruu, yTBepXaaembim
EBpasninckomn 3KOHOMUYECKOM KOMUCCUEN.

6. B oTHOLWIEHNM Ha3anbHbIX CNpeeB HeOOX0AMMO NpeacTaBvTb B NOMHOM OObeme CpaBHUTENbHbIE AaHHbIE O
BOCMPOM3BEAEHHOM 1 OpUIMHANbHOM Ha3amnbHbIX Npenapartax OTHOCUMTENbBHO pacnpefeneHns kanenb no pasmepy ¢
MCMONb30BaHMEM TaKoro BanvaupoBaHHOIO MeToaa, kak nasepHas avdpakumsa. Kpome toro, Heo6xoaumo cpaBHUTL
AOCTaBnseMyto 403y Ha3anbHbIX CNPEEB U Ha3anbHbIX MOPOLLIKOB.

B oTHOweHWn Ha3anbHbIX Kanenb HeobxoAMMO NpeAcTaBWUTb pe3ynbTaTbl CpaBHeHWs obbema Kanernb
BOCMNPOV3BEAEHHOIO 1 OPUrMHanbLHOro (pedepeHTHOro) Ha3anbHbIX NpenapaTos.



Mpy BbISIBNEHWU pasnuuuii CBepX HOpMarbHOW aHanutuyeckon BapuabenbHOCTM HeobxoOAMMO NpeacTaBUTb
060CHOBaHMe TOro, YTO TakuMe pasnuyus He MpUBEAYT K Pasnuyuam B XapakTepucTukax MocTynneHus u (unwm)
abcopbuun.

7. B OTHOLLEHMMN Cepuin, UCNOMb30BaHHbIX iN ViVo, AaHHbIE MOTYT BbITb OrpaHUYeHbl NN MOTyT OTCYTCTBOBaTL. B
OTHOLLEHMN SKCTparMpyemblX BeLecTB M BbiMblBaEMbIX BELLECTB, pacnpedefnieHns Kanenb Mo pasmepy U
UCMonb3yeMblX BCMOMOraTernbHbIX BELLECTB NPUMEHUMbI NMOMOXEHUS MyHKTa 4 HacToAwmx TpeboBaHun.

NPUNOXEHUE Ne 2

K PykoBOICTBY MO Ka4eCTBY feKapCTBEHHbIX
npenapartoBs ASs UHransauuin n HasanbHbIX
rieKapCTBEHHbIX npenaparos

TPEBOBAHUA
K MHcpopmauumn ana notTpedutenen
M MeAULIMHCKMX paboTHUKOB

|. O6LKre nonoxeHus

1. Hactoswme TpeboBaHusa ycTaHaBnMBalT OCOBGEHHOCTU BKIMHOYEHMS B  OOLY  XapaKTepUCTUKY
NeKapCTBEHHOro npenaparta WHdopMauun, cneuuduyHOW OnA NEeKapCTBEHHbIX NpenapaToB ANs WHransauui um
Ha3anbHbIX NIeKapCTBEHHbIX NpenapaTtoB. B HacTosawmx TpeboBaHuax nHdopmauusi, Heobxoammas Ans BKIYEHUs
B OOLLYl0 XapaKTepuCTUKy nekapCTBEHHOro mnpenapaTa, fnpvBeAeHa B COOTBETCTBMM CO CTPYKTypon obuien
XapaKTepuUCTUKN IeKapCTBEHHOro npenapara, yreepxaeHHon PeweHnvem CoBeta EBpasuiickon 3KOHOMUYECKOW
komuccum oT 3 HoA6psa 2016 . Ne 88 «O6 yTBepxaeHnn TpeboBaHMiA K MHCTPYKLMM NO MEAULMHCKOMY NPUMEHEHUIO
neKapcTBEHHbIX MpenapaTtoB M O06LeN XapaKTepucTUKe IeKapCTBEHHbIX NpenapaToB ANd  MeAMUMHCKOro
npuMeHeHus» (oanee - obLas xapakTepucTmka NekapcTBEHHOIo npenapaTa).

Il. MpenapaTtbl ANA MHransauumn

1. KayecTBeHHbIN U KONUYECTBEHHbIN COCTaB
(pa3pen 2 o6Lwen xapakTepuCTUKN NeKapCcTBEHHOro npenapara)

2. B oTHoweHun asposoner AN WHransiuuii 0o3vMpoBaHHbIX, MOPOLUKOB ANS WHransuui c L03MpYHoLLUM
YCTPOWCTBOM W [03UpYlOLWMX Hebynan3epoB KONMMYECTBO BbICBOOOXOAEMOro [AEWCTBYIOLLErO BELLECTBA MOXHO
Bblpa3nTb B pacyeTe Ha BbIxo4 W3 Jo3atopa (OTMEpeHHast [03a) UNM Ha BbIXo4 W3 pacnbinutens (uenesas
JocCTaBnsiemMas 1o3a).

3. B oTHoweHun Bcex npenapaTtoB AN MHransiuui, COAEPXKalUMX HOBble [AEWCTBYHOLUME BeLlecTBa, M
npenaparToB, COAEPXALLUMX U3BECTHble OENCTBYIOLME BELLECTBA, BNEPBbIE MCMNOMb3yeMble B COCTaBe MpenapartoB
AN MHransaumm, HeobxooumMo ykasbiBaTb OOCTABMSEMYH [03Y MIM anbTEPHATUBHYK XapaKTepUCTUKY (Hanpumep,
pecnupabenbHyo pakLmio), ecnv anbTepHaTMBHAsE XapaKTepUCTUKa COrflacoBaHa YNoOrHOMOYEHHbIMU OpraHamm
rocyaapcTB - YneHoB EBpa3minckoro akOHOMUYECKOro Cok3a (Janee - rocyfapcTBa-yreHsbl).

4. B OTHOLLEHMWN 3aperMcTpPMpPOBaHHbIX MPENapaToB AN MHransauui Heobxooumo cnefoBaTh AENCTBYHOLLEN B
Ka)xgoM rocyfapcTBe-yneHe npaktuke. Mpu 3ToM Heo6XoAMMO 4eTKO OTpasuTb, COOTBETCTBYET NN yKa3biBaeMoe
KONMM4eCcTBO OTMEPEHHON [03€ (BHE KnanaHa), 4OCTaBnsieMon Jo3e (BHE NMyCKOBOro MexaHvW3ma) unm cornacoBaHHom
anbTepHaTUBHOW XapaKTEPUCTUKE.

2. Pexxum o03MpoBaHus U cNoco6 NpuMeHeHNsA
(paspen 4.2 obLen xapakTepUCTUKMN JieKapCTBEHHOTO nNpenapara)

5. MockonbKy ANs pasHbIX nNpenapaTtoB AN UHransauun, coaepxalnx ogvHakoBoe AeWCTBYIoLLee BeLLecTBo,
MoXeT OblTb ykazaHa OAMHaKkoBasi OTMEpPEHHas Unu Lienesas focTaBnsiemasi 403a, HO NPy 3TOM OHW MOTYT UMeTb
pasHoe TepaneBTMYeCcKOe [AEeWCTBME W3-3a pasnuuui B BenuuunHe pecnupabenbHon dpakumym no CpaBHEHUKO C
BENMYMHON pecnupabenbHOn dpakummn y opurnHansHoro (pedepeHTHOro) npenapara AN uHranauun, Heo6xoanmo
YeTKO yKasaTb, YTO npenapar AJ1A MHransuui He ABNAeTCA 3aMeHseMbIM APYTMMW NeKapCTBEHHbIMU NpenapaTamu.

6. B uHdopmMaumu o npenapate gns vMHransauuMi HeobxoouMO YETKO ykasaTb Ccreaylolme cBefeHust (ecnv
NPUMEHNMO):

a) TpeboBaHus K BCTPAXMBAHUIO;

6) NpuUMeHeHVe Npy HU3KNX TeMmnepaTypax;

B) HEOOXOAUMOCTE B MPOKAYKe U NOBTOPHOW NPOKaYKe;

r) BMMSIHWE CKOPOCTW AOCTaBKM Ha (OYHKLMOHaNbHbIE XapakTepUCTVKN npenapara;

[) NonoXeHne MHrandaTopa B NpoLecce NHransumm;

€) ncnonb3oBaHne cneumguyeckoro cnencepa (yaepxvBaroLen kamepsbl);

X) TpeboBaHMA K 04NCTKe, BKIOYAS yKasaHus Ans cneunduyeckoro cnericepa (yaepxusaroLen Kamepbl).

7. B OTHOLIEHWM XnaKocTen ANs MHransumi HeobxoamMmMo ykasaTb HebynainsepHyto cuctemy (HebynansepHble
CMCTEMbI) U YCIOBUWS, KOTOPble NOATBEPAUNN CBOK 3((MEKTUBHOCTL M 6E30MacHOCTb in Vivo, BKIOYas cBeAeHus O
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pacnpeneneHnn kKanenb nNo pasMepy, CKOPOCTU OOCTaBKM U LeneBoe foCTaBndAeMoe KOJM4ecTBO ,EleVICTByIOLLI,eFO
BellecTBa.

3. Oco6ble Mepbl NPeAOCTOPOXHOCTU NPU XpPaHeHUU
(pa3pen 6.4 o6Len xapakTepUCTMKU NIeKapCTBEHHOro npenapara)

8. B oTHoweHun asposonen ANs WHransauuMm [03MpOBaHHbIX B MHGOpMaUMO O npenapate HeobGxoaumo
BKMIOUNTb criefymollee ykasaHune: « EMKOCTb COOEepXMUT XMOKOCTb noA AaBrneHvem. He noaBepraTb BO3AENCTBUIO
Temnepatyp Bbiwe 50°C. He npokanbiBaTb EMKOCTbY.

Ill. HazanbHble NpenapaTbl

1. KauecTBeHHbIN U KONUYECTBEHHbIW COCTaB
(pa3pen 2 o6Len xapakTepuCTUKN NeKapcTBEHHOro npenapara)

9. B OTHOLWEHMM a3po30nen HasanbHbIX AO03MPOBaHHBLIX, CMpPeeB Ha3arbHbIX AO03MPOBAHHbLIX U Ha3arnbHbIX
MOPOLLKOB KOMMYECTBO BbICBOOOXAAEMOro AENCTBYIOLLErO BELLeCTBA MOXHO BbIPa3UTb Kak KOMMYECTBO, KOTOPOe
AOIMKHO BbICBOBOAMTLCS M3 KnanaHa (OTMepeHHas [03a), Uin Kak KonM4ecTBO, KOTOpoe AOMKHO BbicBO6OANTLCA 13
MyCcKOBOro MexaHu3ma (Lenesas gocTaBnsemas gosa).

10. B oTHOLWEHUN BCeX Ha3amnbHbIX MpenapaToB, COAePXalUMX HOBble OENCTBYOLIME BELLEeCTBa, U Ha3anbHbIX
npenapaToB, COAEpXalluMX M3BeCTHble AEeNCTBYILLMe BeLLecTBa, BrepBble MCNOMb3yeMble B COCTaBe HasanbHbIX
npenaparToB, HE06X0ANMO yKa3biBaTb 4OCTaBNSEMYIO J03Y.

11. B OTHOLWEHWN 3aperncTpmMpoBaHHbIX HasarbHbIX MpenapaTtoB HeobXoaMMO crnegoBaTh OEVCTBYIOLLEN B
KaxgoMm rocyfapcree-yneHe npaktuke. Mpu 3ToM Heob6XxoAMMO 4YeTKO OTpasuTb, COOTBETCTBYET NN yKa3blBaemoe
KONM4YeCcTBO OTMEPEHHOW A03e (BHe KranaHa) unm JocTaBnseMon 4o3e (BHe MyCKOBOro MexaHu3Ma).

12. B OTHOLLEHUW Ha3arnbHbIX Kanenb He06X0ANMO yka3aTb KONMMYECTBO AENCTBYIOLLEro BelecTBa B kanne.

2. Pexxum oo3mpoBaHusa 1 cnocob NnpumMeHeHuns
(pa3pen 4.2 o6Len xapaKTepUCTUMKUN NIeKapCTBEHHOro npenapara)

13. B wuHdbopmauum O HasanbHOM MpenapaTe HeobOXoOuMMO YEeTKO ykasaTb creaywolime cBegeHus (ecrm
NPUMEHNMO):

a) TpeboBaHUs K BCTPAXMBAHUIO;

6) NnpyMeHeHne Npu HN3KMX TeMMepaTypax;

B) HE0OX0AUMOCTb B MPOKaYKe 1 MOBTOPHOW NPOKaYKe;

r) TpeboBaHMs K OUNCTKE.

3. Ocobble mepbl NPEeAOCTOPOXKHOCTU NPU XPaHEHUU
(pa3pen 6.4. obLen xapakTepUCTUKUN NIeKapPCTBEHHOrO nNpenapara)

14. B oTHOLWEHUN a3po30rer Ha3anbHbIX 4O3MPOBaHHbIX B MHGOpMaLuio 0 npenapate Heobxoaumo BKIHOUUTL
cnepyoulee ykasaHue: «EMKOCTb coaepXuT XnOKoCTb nofd AaBneHneM. He nogBepratb BO34encTBuMiO TemnepaTyp
Bbiwe 50 °C. He npokanbiBaTb EMKOCTbY.



