[lokyMeHT npeaocTaBneH KoHcynbTaHTIIoC

KONNErnA EBPASUMCKOMN SKOHOMMUYECKON KOMUCCUU

PELLEHUE
ot 10 mas 2018 r. N 69

OB YTBEPXAEHUU TPEGOBAHUIA
K NCCNEAOBAHUIO CTABU/IbHOCTU JIEKAPCTBEHHbBIX NPEMAPATOB
N ®APMALIEBTUYECKUX CYBCTAHLUIA

CNUCOK U3MEHSIOLLMX AOKYMEHTOB
(B pea. peweHunsa Konnermm EBpasninckoii SKOHOMMUYECKON KOMMUCCUM
ot 30.06.2020 N 86)

B cootBeTcTBMM co cTaTben 30 JoroBopa o EBpasniickom skoHoOmMMUYECcKOM coto3ze oT 29 mas 2014
roga, NyHKTOM 2 cTaTbM 3 M cTaTbel 6 CornaweHusa O eAuHbIX NPUHUMNAX M npasunax obpalueHua
JIEKAPCTBEHHbIX CPeacTB B pamKkax EBpasmicKoro akoHomuyeckoro cotosa ot 23 gekabpa 2014 roga u
NyHKTOM 3 nepeyHA akToB EBpPa3MMCKOM 3KOHOMMYECKOM KOMMUCCMM MO BOMPOCaM pPeryampoBaHuA
O6LWMX PbIHKOB NEKAPCTBEHHbIX CPEACTB W MEAUUMHCKUX U3genunii B pamkax EBpasuitckoro
3KOHOMMYecKoro cotosa Ha 2017 - 2019 roabl (npunoxkeHne K pacrnopsaxeHunto Konnernn EBpasniickoi
3KoHOMMYecKolh Kommuceum ot 17 masa 2017 r. N 15) Konnerva EBpasnincKkoli 3KOHOMUYECKON KOMMUCCUM
pewwuna:

1. YT1BepauTb npunaraemble TpeboBaHWs K WCCNEAOBaAHUIO CTabUNBHOCTU NEKaPCTBEHHbIX
npenapaTtos 1 GpapmaueBTUYECKMX CybCcTaHUMI.

2. Hactoswee PelweHune BCTyMaeT B CUAY NO UCTEYEHMM 6 mMecALEeB C AaTbl ero odUUMANbHOTO
onybMKoBaHUA.

Mpeacepnatens Konnernun
EBpasmniicKoin 3KOHOMUYECKOM KOMUCCUMU
T.CAPKUCAH

YTBepKaeHbl

PeweHnem Konnerun

EBpasniicKoi 3KOHOMUYECKOI KOMUCCUM
ot 10 man 2018 r. N 69

TPEBOBAHMUA
K UCCNEAOBAHUIO CTABU/IbHOCTU NEKAPCTBEHHbIX MPEMAPATOB
N ®APMALLEBTUYECKUX CYBCTAHLINIA

Cnu1CoK M3MEHAILLMX OKYMEHTOB
(8 pea. peweHuna Konnermm EBpasmninckort SKOHOMMYECKON KOMUCCUN
o1 30.06.2020 N 86)

l. O6wme nonoxkeHma
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1. HacTtoAwume TpeboBaHUA pa3paboTaHbl B COOTBETCTBUM ¢ CornalieHmem o eaAnHbIX NPUHLMMAAX U
npasBmaax obpaLLleHMA NeKAPCTBEHHbIX CPEACTB B pamKax EBPa3MiACKOro sSKOHOMMYECKOro coto3a oT 23
Aekabps 2014 ropga B ULeNsax YCTaHOBAEHWUs MopAAKa MCCAefOoBaHMA CTabWAbHOCTU NEeKapCTBEHHbIX
npenapaTos K papmaLeBTUHECKUX CyOCTaHLMIA B rocyfapcTBax - YneHax EBpasmniicKoro sSKOHOMMUYECKOro
colo3a (Aanee COOTBETCTBEHHO - rocyAapcTBa-unieHbl, Colo3) B AONOMHEHME K NOOXKeHuam Mpasun
PerucTpaLmumn 1 aKCNePTU3bl IEKAPCTBEHHbIX CPEACTB ANA MEAUUMHCKOTO NPUMEHEHWA, YTBEPKAEHHbIX
PeweHnem CoBeTa EBpasnincKol aKOHOMMYECKON KoMmnccum oT 3 Hosibpa 2016 r. N 78 (panee - MNpaBuna
perucTpauumn m 3sKkcneptusbl), MpaBua Hagaexalwel NPous3BOACTBEHHOM MNPaKTUKKM EBpasumiickoro
3KOHOMMYECKOTO COHo3a, YTBepXAeHHbIX PeweHnem CoBeTa EBpasmMnNCcKOM 3IKOHOMNYECKON KOMUCCUM OT
3 HosAbpa 2016 . N 77.

2. TpeboBaHWA K MCCNeaoOBaHMAM CTabUAbHOCTM OUONOTMYECKUX NEKAPCTBEHHbIX CPeacTs
yCTaHoBAEeHbl [lpaBuMnamm nNpoBeAeHMA UCCNef0BaHUA  BUONOTMYECKUX NEKAPCTBEHHbIX CPeacTB
EBpa3suCKOro 3KOHOMMYECKOrOo Ccoto3a, YyTBepaeHHbimn PeweHnem CoBeta EBpasuiickol
3KOHOMMYECKOM Kommceum oT 3 Hoabpa 2016 r. N 89.

3. Hacroswme TpeboBaHWUA NPUMEHAIOTCA MPU MNAAHUMPOBAHUM WM NPOBELEHUWU UCCNEeA0BaHMUM
cTabunbHOCTM GapmMaLEeBTUYECKUX CYBCTaHUMIA M IeKapCTBEHHbIX MPEenapaToB Ha MX OCHOBE, a TaKXke
NpW COCTaBAEHUN PETUCTPALMOHHOTO Aocbe. [pn 3TOM B OTHOWEHUKN papmaLLeBTUYECKUX CyBCTaHLMIA 1
NeKapcTBEHHbIX MpenapatoB 6Mo0rMYeckoro (B Tom yuMciae BMOTEXHONOMMUYECKOTO) MPOMUCXOXKAEHMSA
HacToawMe TpeboBaHWA NPUMEHAIOTCA B YacTU, He NpoTUBOpeYallelt TpeboBaHMAM rnasbl 8 lNpaBun
npoBeAeHNA UCCNeaoBaHU BMONOrMYECKUX IeKapCTBEHHbIX CPeAcTB EBPasMIACKOro SKOHOMMYECKOro
coto3a. K paavodapmaueBTUYECKMM, PAcTUTENbHbIM (apMaleBTUYEeCKMM CybCTaHUMAM, a TaKke K
JIeKapCTBEHHbIM MpenapaTamM, MOJIyYeHHbIM Ha MX OCHOBE, HacTosAwMe TpeboBaHWUA NMPUMEHAIOTCA B
4acTu, He NpoTMBOpPeYaLLen TPeboBAHMAM K UCCIEAOBAHUAM CTabUIBHOCTM pagModapMaLLeBTUYECKUX U
pacTutenbHbIXx GapmMaueBTUYECKMX CYyOCTaHUMIA WM IeKapCTBEHHbIX MPEnapaTos, OMpeaensembiM
EBpa3snitckoi sKoHoMUYecKon Komuccueli (aanee - Komuccums).

4. Uenamu npoBeAeHUs WCCNeA0BaHUIN CTabUNbHOCTM ABAAIOTCA MOJyyeHue J[aHHbIX 06
M3MeHeHUN KadectBa dapmaLeBTUYECKOW CyBCTaHUMKM MAM NIeKapCTBEHHOro npenapata C TedeHnem
BPEMeHU Nof BAWAHMEM Pas/iMuHbiX GAKTOPOB OKpYKalowel cpenbl (TemnepaTypbl, BAAXKHOCTU M
CBETa), a TaKXKe YCTaHOBNEHWE PEKOMEHAYEMbIX YC/MOBWUMA XpaHeHWA W nepuoga A0 MNOBTOPHLIX
nuccnenoBaHuii  cTabunbHOM  papmaueBTMYECKOW CybCcTaHUMKM, CpPoKa TOAHOCTM  MasioyCTOMUYMBLIX
dbapmaueBTUYECKMX Cy6CTaHUMIM AN NEKAPCTBEHHbIX NPEnapaTos.

Il. OnpepeneHun

5. 0na uenei HacToawmx TpeboBaHMA UCNONL3YIOTCA NMOHATUA, KOTOPbIE 03HAYaloT cieayloLee:

"BblbOp KpaliHMx BapuaHToB (6pekeTuHr)" (bracketing) - cocTaBneHuve nnaHa wccnenoBaHWA
CTabunbHOCTU Takum obpasom, 4Tobbl McCnenoBaHMIO MNOABEPrasncb NPoObl TONBKO C KpanHMMM
(NnpepenbHbIMK) 3HaYEHUAMK onpenenieHHbIX GaKTOPOB B pPAAY BO BCEX BPEMEHHbIX TOUKAX KOHTPOAS,
MCNoNb3yeMbIX NPU NPoBeAeHUN NONHbIX UCCeAoBaHUA. MnaH npeanonaraet, YTo cTabuabHOCTb NPO6
C NPOMEKYTOUYHbIMU 3HAYEHUAMU GaKTOPOB B PAAY NPUPABHUBAETCA K CTabUAbHOCTU NPO6 ¢ KpanHUMU
3HaYeHUAMMY;

"naHHble, AONONHUTENBHO NOATBEPXKAatoWMe cTabunbHOCTL" (supporting stability data) - gaHHble,
KOTOpble He SBAAIOTCA OCHOBHbIMM  A@HHbIMM O CTabWABbHOCTM, MOJYYEHHBIMM B  XOA4e€
$bopMann3oBaHHbIX (CTAaHAAPTHO BbLIMNOJHAEMbIX B COOTBETCTBMM C MNPesbABASEMbIMA K 3TUM
uccnenoBaHnam TpeboBaHMAMM) UCCNef0BaHUN. Takue f[aHHble [OMNOAHUTENbHO OOO0CHOBbIBAKOT
aHaNNTUYECKME METOAMKM, NPEeNOKEHHbIN Nepuos 40 NOBTOPHbLIX UCCIe0BaHUI UAN CPOK FO4HOCTMH,
a TaK¥Ke YC/I0BUA XPaHEHUS;

"naTa UCTeYeHUA CpoKa rogHocTu (cpoka xpaHeHusa)" (expiration date) - gaTta, yKasaHHas B
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MapKMPOBKE KOHTelHepa ¢apMaLeBTUYECKON CybCTaHUMM WMAM  NIeKapCTBEHHOro npenapata WU
0603HayYaloWasas OKOHYaHWEe nepuoga, B TeyeHue KOTOPOro (BKAKOUWUTENBHO) MPU  XpPaHEHUU B
YCTaHOB/IEHHbIX YC/AOBMAX OHM OyayT COOTBETCTBOBAaTb YTBEPKAEHHbIM creuuduKkaumam U no
NCTEYEHUN KOTOPOTO MX HEe/b3A UCMONb30BaTb;

"nata npoBeaeHMA NOBTOPHbIX MccnegoBaHMi" (re-test data) - gata, nocne Kotopon cneayet
NOBTOPHO NPOBECTU MCCNeA0BaHUA CTabuabHOW dapmaLeBTUYECKON cybcTaHUMK AN NOATBEpPXKAeHUA
ee cooTBeTcTBMA cneumMduKaLnm U, COOTBETCTBEHHO, NPUrOAHOCTM ANA NPOU3BOACTBA ONPeAe/NeHHOro
JIeKapCTBEHHOrO Npenapara;

"nata npoussoactsa cepumn" - gaTta BbINONHEHMA NEPBOM onepauMu, BKAOYAA CMeLlMBaHMe
aKTUBHOM ¢dapMaLeBTUYECKON cybCTaHUMKM C APYTMMUM COCTaBAAIOWMMMU NEeKapCTBEHHOro npenapara.
[nsa nekapcTBEHHbIX NpenapaTos, COCTOALWMX U3 OAHON PapMaLLEBTUYECKON CyOCTaHLMM B NEPBUYHON
yNaKoBKe, [aTOM NpPOM3BOACTBA CYMTAETCA HayanbHaA gata ¢GacoBKM (HaAMOJIHEHUS MepPBUYHOW
YNaKOBKW);

(B pea. peweHus Konnernum EBpasuniickoit akoHommyeckon Komuccum ot 30.06.2020 N 86)

"nonrocpouHble nuccnegoBaHma” (long term testing) - uccnegoBaHusa cTabuabHOCTU PUINYECKMX,
XMMUYECKUX, Buonornyecknx, 6modapmaLeBTUHECKUX U  MUKPOBMONOTMUYECKMX  XapaKTEPUCTUK
dbapmMaueBTUYECKOM CyBCTaHUMM MAM NeKapCTBEHHOrO npenapaTta B Lensx onpeaeneHvs nepuvoga ao
NOBTOPHbIX WMCCAEAOBaHWIA ANA NOATBEPMKAEHUA paHee YCTaHOB/IEHHOro CPoKa FoAHOCTM U (Mawn)
YCNOBUI XpaHEHWS, YKa3aHHbIX B MHGOPMALMK O IeKapcTBEHHOM NpenaparTe;

"nonycTMmble OTK/IOHEHUS B YC0BUAX XpaHeHun" (storage condition tolerances) - npuemnemsoie
KonebaHua TemnepaTypbl U OTHOCUTE/IbHOW BNAXKHOCTU B TEXHUYECKUX CPeACTBaX AN XPaHeHUsA npu
$dopmann3oBaHHbIX UCCIEA0BAHUAX CTabUAbHOCTH;

"3HauMmoe MaMeHeHMe fieKapcTBeHHoro npenaparta” (significant change of the drug product) -
04HO U3 CNeAyHoLWMX USMEHEHUA:

5-NPOLLEHTHOE M3MEHEHME COAEP’KAHWA WAM HECOOTBETCTBME KpPUTEPUAM MPUEMAEMOCTM MO
aKTUBHOCTM (potency) (Mpu Mcnoib3oBaHMM BUONOTMYECKUX UAU UMMYHONOTMYECKMX METOAOB);

npeBbILeHNe KPUTEPUA NPUEMNEMOCTU NPOAYKTa AerpasaLmu;

HEeCOOTBETCTBUE KpUTepmnam npunemnemoctn no BHewHemy Buay, d)VI3VIl-IeCKMM cBOMCTBAM U
OYHKUMOHANbHbIM - XapaKTepUCTUKam (Hanpumep, No UBeTy, pasgenieHnto ¢as, crnocobHocTn K
pecycneHAMPOBaHMIO, MO KOMKOBaHWIO (CNEXMBAEMOCTH), MPOYHOCTU, AOCTaBKE OLHOW [03bl Mpu
npvBeaeHun B AelicTeve). [JOMycKaloTcA HeKoTopble M3MeHeHMsA U3NYECKMX CBOWCTB B YC/IOBMUAX
YCKOPEHHbIX UCCef0BaHWI (Hanpumep, pasmardyeHue cynno3uTopues, NAaBNEHNE KPEMOB);

HECOOTBETCTBME KPUTEPMIO MPUEMIEMOCTM NO 3HAYEHUIO pH (NPY HAaANYMKM AaHHOTO NOKa3aTens B
cneundmrKkaumm);

HEeCOOTBEeTCTBMNE KPUTEPUIO NpPUEMNIEMOCTN NpU pPacTBOpeHUn 12 epuHuny, A03npoBaHHOIo
NNEKAPCTBEHHOrIO nNpenapata (Flpl/l Ha/IM4Nn 0aHHOIO NOKa3aTenAa B CI'IeLI,Md)VIKaLI,VIM),'

"3HauMmoe M3MeHeHue dapmaleBTUYeckol cybcTaHuumn" (significant change of the API) -
M3MeHeHWe, nocne KoToporo ¢dapmaueBTUyeckasa CcybCcTaHUMA  nepecTaeT  COOTBETCTBOBATb
cneunduKaumm;

"MccnepoBaHMa nNpuHyauTenbHon pAerpagaumm (pasnoxenus)" (forced degradation testing
studies) - uccnegoBaHuWA, HanpasleHHble Ha MpeAHaMEpPeHHyl Aerpajgaumio npobbl. Ecan He
060CHOBAaHO MHOE, TakuMe uccnedoBaHWMA ciaeayeT MPOBOAMTL MpM paspaboTke dapmaueBTUYECKON
cybCTaHUMM, [aHHble MWCCNeAOoBaHUIM MUCMONL3YIOTCA A4 OUeHKM obuweir GoTouyBCTBUTENbHOCTU
maTtepuana npu paspaboTke MeTOANKN U (MK) ANA BbIACHEHMA NyTel ero Aerpagauunm (pasnoxkeHus);
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"KnnmaTtuueckme 30HbI" (climatic zones) - 30HbI, fgeneHMe Ha KoTopble OCHOBAHO Ha
NpeBaANPYOLLMX eXKeroAHbIX KAMMaTUYECKUX YCNOBUSAX;

"KOMHaTHaA Temnepatypa” - 06blYHbIE YCNOBUA OKPYXKAtOLLEN cpeapl;

"KpUTnyeckoe U3IMeHeHME NEeKAPCTBEHHOrO MpenapaTa uauM papmauesTnyeckor cybctaHumn" -
NU3MeHeHue, BaustolLee Ha 3PpPeKTUBHOCTb, 6€30MacHOCTb U (M1M) KaUecTBO IeKapCTBEHHOrO NpenapaTa
nnun papmaLueBTMYECKON cybCcTaHUMK;

"maTepuanbHbit 6anaHc" (mass balance) - cymma maccbl, NOAy4YeHHOW MPU KOJIMYECTBEHHOM
onpeaeneHnn, M Maccbl NPOAYKTOB Aerpafaumm (pasnoxeHus), onpeaensdemas AN Toro, 4tobbl
OLLeHWTb, HAaCKOJ/IbKO 6/1M3Ka nosydyeHHana cymma K 100 npoueHTam OT UCXOAHOro 3HAaYeHUA C y4eToM
AOMNYCTUMOM OWNBKM B PpamKax aHaIMTUYECKON METOANKN;

"MaTpuyHoe nnaHnpoBaHuMe", "MaTpuuHbIM meTog" (matrixing) - paspaboTka nnaHa nuccieaoBaHUs
CTabMNbHOCTU TaKMM 06pasom, 4YTobbl TONbKO BbibpaHHasa 4acTb M3 obuwero Konuyectsa npob
aHanM3MpoBanacb B OnpeaeneHHbli MOMEHT BPEeMEHM C YyYeTOM BcCex KombuHaumin daktopos. Ha
nocneayroLWmx aTanax KOHTPOASA cneayer uccnenoBaTb APYro KOMMIEKT NPob U3 0b6LLLEero Konyectsa C
y4yeTom Bcex KombuHaumit daktopoB. MnaH npegnonaraeT, 4To cTabunbHOCTb UCCAEAO0BaHHbIX NPoO6
OTOXKAECTBNAETCA CO CTabUNbHOCTBLIO BCEX NPO6 B AaHHbIA MOMEHT BpemMeHU. [1o/IXKHbI BbITb BbIsSIBAEHbI
(yuTeHbl) pasnunumsa B npobax 4Na 0AHOTO U TOTO e IeKapCTBEHHOTO NpenapaTa, B TOM YMC/e pas3inums,
OXBaTblBalOLWME Pa3Hble Cepuun, PasHyl AO3MPOBKY, PasHbli pasmep OAMHAKOBOTO TMNa YMNaKOBKU U
YKYMOPOYHbIX 3/1IEMEHTOB U, €CU HE0bX0AMMO, CUCTEMbI "KOHTEMHEp - yKyrnopKa";

"MHOrono3oBasa ynakoBKa" - nepBMYHAA YMNaKoBKA JIEKAPCTBEHHOro npenaparta, KoTopas
Nno3Bo/iAeT nocsiefoBaTesibHO 0TOMPaTb A03bl IEKAPCTBEHHOrO npenaparta M3 obLwero Koanmyectsa 403,
CoAeprKalMxca B 3TOM YMaKOBKe, HE M3MEHAA MPM 3TOM 6e30MacHOCTb, KOHLEHTPaLUMIO, KayecTBo U
MMKPOBNONOrMYECKYIO YUCTOTY OCTaBLLENCA YacTU IeKapCTBEHHOrO Npenapara;

"HoBana dapmaueBTUyeckaa cybctaHuma", "HoBaa MonekynspHas cTpyktypa' (new molecular
entity) - dapmaueBTMUecKas CybCTaHUMA, COAeprKallas MONEKYNY HOBOrO XMMUYECKOro BeLLecTBa,
OTCYTCTBYIOLLETO B COCTaBe KaKoro-Mbo 3aperncTpMpoBaHHOIO JEKapCTBEHHOro npenapata, B TOM
yncae HOBYHO CO/Mb, 3GUP MAM Npou3BoAHOE (C HEKOBa/NIeHTHOW CBA3blO) dapmMaLeBTUYECKOM
cybCcTaHUMM, paspelleHHON ANsA NPUMMEHEHUS;

"onbITHO-NpoMmbilwneHHas cepus” (pilot scale batch) - cepusa papmauesTryeckoit cybcTaHuMm unm
JIeKapCTBEHHOTO MpernapaTta, NpousBefeHHas Ha MPOMbILIEHHOM 060pYAOBaHUM B COOTBETCTBMMU C
TEXHOJ/IOTUEN, MCNOJIb3YEMOMN NPU NOJHOMACLWITabHOM CepUMHOM NPOM3BOACTBE (MM MOCPEACTBOM ee
MoaenmMpoBaHus). ONbITHO-NPOMbILWAEHHAA cepua AN TBepAblX NIEKAPCTBEHHbIX Gopm ANA npuema
BHYTPb, KaK NpaBuIo, COCTaBNsAeT He meHee 1/10 ob6bema npombliwwieHHoM cepmmn uam 100 000 eanHmy,
O031POBaHHOM NeKapcTBEHHOW GopMbI (B 3aBUCMMOCTU OT TOTO, UTO 6o/bLIE);

"OTHOCUTENbHAA BNAXKHOCTL' - OTHOWEHME NapuMaNbHOro AaB/AeHWA NapoB BoAabl B rase (B
nepsBylo ouyepeab, B BO3AyXe) K pPaBHOBECHOMY [aB/JEHUIO HACbIWEHHbIX MNApoOB MPU  AaHHOW
Temnepartype;

"nepsuuHasn cepua” (primary batch) - cepua papmauesTUYecKol cybCcTaHLMM UNK NeKAPCTBEHHOTO
npenaparta, KoTopas Wcnonb3yeTca B (POPMANM30BAHHLIX WUCCNEO0BAHMAX CTabUAbHOCTM  gnA
YCTaHOB/IEHUA Nepuoaa A0 NOBTOPHbIX UCCNEA0BAHUIN UAM YCTAHOBAEHMA CPOKA FOAHOCTU U AaHHble O
CTabUNBbHOCTM KOTOPOM BKAKOYAIOTCA B pPeErncTpaumoHHoe pocbe. Ob6bem NepBUYHOW cepuu Ans
dapmaLLeBTMUYECKOWN CyOCTaHLUMK OONKEH ObITb HE MeHee 06bemMa OMbITHO-NPOMbILWAEHHON cepun. Ana
NIeKapCTBEHHOrO npenapaTa 06bembl 2-i uam 3-i1 cepun JONKHbI BbiITb HE MeHee 06beMOB OMbITHO-
NPOMbILLNEHHbIX CEPUIA, 06bEM 3-11 cepnmn MOXKET BbITb MEHbLLE NPU YCI0BUMN ee penpe3eHTaTUBHOCTM B
OTHOLLUEHUM KPUTUYECKMX CTaAMIi NPon3BoACTBA. [lepBUYHbIE CEPUM MOTYT ObITb M MPOMBILLAEHHbBIMU;

"nepuoa, Ao NOBTOPHbIX MccneaoBaHuii" (re-test period) - nepuog Ao NposBeaeHMA NOBTOPHbIX



nccnefoBaHWiA, B TeyeHMe KOTOporo crabunbHas ¢dapmaueBTUMyeckas cybcTaHUMSA COOTBETCTBYyeT
cneunduKaL MM KayecTsa U NPUrogHa 410 NpoM3BOACTBA IEKAPCTBEHHOMO NpenapaTa npu cobaaeHun
YCNOBUI XpaHeHwWs, 3asB/eHHbIX B MmacTep-daine dapmauleBTMYECKOW cybCTaHUMK, BKAKOYEHHOM B
perncTpauMoHHoe [0Cbe JIEKAapCTBEHHOro npenapata. 1o UCTeYeHMM 3TOro nepuoga Cepuito
dbapmaueBTUYECKOM  cybCTaHUMM, NpeAHasHAYeHHyl 414  WUCMNO/Mb30BaHWA B NPOU3BOACTBE
NleKapcTBEHHOro npenaparta, Heobxo4MMO MOBTOPHO MCCAeA0BaTb Ha COOTBETCTBME CneunduKkaumn u
3aTeM He3amea/IMTeNlbHO MCNonb3oBaTb. Cepuio  ¢dapmaueBTUYECKON CcybCcTaHLMM  [oNycKaeTcs
MccneoBaTb MHOFOKPATHO, pPasHble 4YacT Cepum MOryT ObiTb MCMO/Ab30BaHbl NOC/AE  KaXKAoro
NOBTOPHOTIO UCCNEA0BAHUA A0 TEX NOpP, MOKA OHW NPOAOJ/IKAIOT COOTBETCTBOBATL CneuupuKkaLmm;

"nepuoa, NnpMmeHeHUs nekapcTBeHHoro npenapata’ (utilization period of medicinal product) -
nepuvoa, B TeYeHME KOTOPOro AOMYyCKaeTcA MPUMEHATb NIeKapCTBEHHbIM npenapaTt B MHOroA4030BOW
yNaKoBKe Moc/ie NepBoro BCKPbITUSA NepBUYHOMN YNaKOBKU C COXPaHEHMEM KayecTBa, YCTaHOB/IEHHOTO B
cneundurkaumnm;

"noareep:kaatowme mnccnegosaHma" (confirmatory studies) - uccnegoBaHus, nposogMmble ONs
onpeaeneHns XapakTepUCTUK POTOCTabUNIbHOCTM B CTAaHAAPTM3MPOBAHHbIX YCNOBUAX, YCTaHOBAEHHbIX
HacToswmnmn TpebosBaHuamu, Papmakroneeit Coto3a MaM dapmakonesamu rocyaapcTB-yieHoB. Takue
nccnefoBaHUA NPoOBOAATCA ANSA ONpeaeneHma Mep NPeaoCTOPOXKHOCTH, TpebyemMbix NpU NPOU3BOACTBE
WAWU MPUrOTOBMEHUM dapmaLeBTUYEeCcKolM cybcTaHUMM WMAKM pa3paboTKe cocTaBa J/IEKAPCTBEHHOrO
npenapata An8 YMEHbLUEHUS BO3AENCTBMA CBETa, a TaKXe HeobXxoAMMOCTU MCNONb30BaHUA
CBETOYCTOMUYMBOM YNAKOBKM U (MAK) cneumanbHOM MapKUPOBKW. A NoATBEpKAAIOWMNX UCCAeA0BaHNM
ceputo (cepumn) cnegyeT BbIbBUPATb B COOTBETCTBMM C YKa3aHMAMM NO BbIOOPY CEPUI ANSA AONTOCPOYHbIX
N YCKOPEHHbIX MCCNeaoBaHMiA, onucaHHbIx B pasgenax Il n IV HacToawmx TpebosaHuii;

"nonynpoHuLaemble ynakoBKM (KoHTelHepbl)" (semi-permeable containers) - KoHTeiHepbl,
KOTOpble MO3BOAAIOT MPOHWKAaTb pacTBoputento (06blMHO BOAE), HO NPEnATCTBYOT noTepe
pacTBOPEHHOro BELLECTBa;

"npegBaputenbHbiii cpok rogHoctn" (provisional shelf-life) - cpok rogHocTW, ycTaHOBAEHHbIN
BPEMEHHO Ha OCHOBaHWUW YA0BAETBOPUTEIbHbIX PE3Y/bTaTOB YCKOPEHHbIX UCCAeA0BaAHMIA U UMEIOLLMXCA
AaHHbIX I0/ITOCPOYHOrO UCCeA0BaHUA IeKapCTBEHHOrO NpenapaTta B cucteme "KOHTeMHep - yKynopka",
npeaHasHavYeHHOW ANA peannsaumu;

"npomexkyTouHble uccneposaHusa" (intermediate testing) - mccnegoBaHMA, npoBogMMble MNPU
Temnepatype 30 °C M OTHOCMTENbHOW BAAXKHOCTM 65 MPOLEHTOB, HanpaB/JEHHble Ha YMepeHHoe
NOBbILIEHME CKOPOCTU XMMUYECKOW Aerpajaumm uam GpusMYecknx mMameHeHui dapmaleBTUYECKOM
cybCTaHUMM WAM NIeKapCTBEHHOIO npenapata, KOoTopble MAaHUPYEeTCs AOJITOCPOYHO XPaHWUTb Mpu
Temnepartype 25 °C;

"npomsbiwneHHas cepua" (production batch) - cepus dapmaueBTMYecKoW cybCcTaHUMKU UK
JIEKapCTBEHHOTO MpenapaTta MNpPOMbIWJIEHHOTO MaclwTaba, npovsBeAeHHas B MPOU3BOACTBEHHOM
NMOMELLLEHUN C WCMO/Ib30BAaHMEM MPOU3BOACTBEHHOIO 0OOPYAOBaHWA TaK, KaK 3TO YyKasaHO B
pPerncTpaunoHHOM A0Cbe IeKapCTBEHHOTO NpenapaTa;

""cepumn, noasepraemble UCCNEAOBaHMAM CTabuAbHOCTM B COOTBETCTBMM C 06A3aTeNbCTBOM'
(commitment batches) - npombliwneHHble cepun dapmaueBTUIEcKon cybCTaHUMM MAM NEeKAaPCTBEHHOTO
npenaparta, McCAefoBaHWA CTabMAbHOCTM KOTOPbIX HadyaTbl WAM OKOHYEHbI MOC/Ae perncTtpaumm B
COOTBETCTBUMN C 0653aTe/IbCTBOM, B3ATbIM Ha cebs 3asBUTENEM BO BPEMA MPOBeAeHWA npoueayp B
cooTBeTCcTBUM C [paBMNaMM PErMCTPALMM U SKCMEePTU3bI U YKa3aHHbIM B PErmcTpaLMOHHOM A0CbE;

"cneundurkauma Ha sbinyck", "cneundurKkaumsa npu Bbinycke" (release specification) - nepevyeHb
MoKasaTtesieil KauecTBa, METOA0B MX OMpPeaesIeHUs U KpUTepues NpUemMIEMOCTH, C MOMOLLBbIO KOTOPbIX
onpeaensaeTca KayecTBO JIEKaPCTBEHHOrO NpenapaTta Ha MOMEHT BbIMYCKa;
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"cneumduKauma Ha cpok rogHoctn (cpok xpaHeHua)" (shelf life specification) - nepeveHb
nokasaTenei Kayectsa, MeTOAOB MX ONpeAeNeHua U KpuTepues MPUeMIIEMOCTU, KOTOPbIM AO/KHbI
COOTBETCTBOBaTh hapmaLeBTMYecKasa cybcTaHUMA UKW NeKapCTBEHHbIA NpenapaTt B TeYeHWe CPoKa MX
rogHoctn";

"cpok rogHoctn", "cpok xpaHeHua" (shelf life, expiration dating period) - nepuoa, B TeuyeHue
KOTOPOro /IEKApCTBEHHbIM NpenapaT AOJ/IKEH COOTBETCTBOBAaTb chneumduKaummM Mpu HaaNerKallem
XPaHEHUM B YC/IOBUAX, YKa3aHHbIX Ha YNaKOBKE;

"cTabunbHan cybctaHuma" (stable substance) - dapmauesTuyeckan cybcTaHLmMA, COOTBETCTBYIOLLANA
cneumdurKaunm npu ee xpaHeHUn npu temnepatype 25 °C 1 OTHOCUTEIbHOM BAaXKHOCTM 60 NpoueHToB
nnn npu Temnepatype 30 °C M OTHOCUTENIbHOM BAIa*KHOCTM 60 NpoueHToB (65 NpoLeHToB) B TeuyeHue 2
NeT, a TakKe npu Temnepatype 40 °C M OTHOCUTENBHOM BAAXKHOCTU 75 NPOLEHTOB B Te4eHME 6 MecALEs;

"cTpeccoBble UCCNea0BaHUA TeKapcTBEHHOro npenaparta” (stress testing of the medicinal product)
- UcCNegoBaHUA, NPOBOAMMbIE AN OLUEHKM BAUAHUA 6onee HebNaronpuATHbIX YCIOBUM, YEM YCI0BUA
YCKOPEHHbIX UCCNeA0BaHWUIA XPaHEHUs, U BKAtoYaloWwme B ceba uccnegosaHusa Ha GoToCcTabunbHOCTL U
nccneoBaHMUA NapameTpos, cneumdUyeckmx a8 onpeaeneHHbIX 1eKapcTBEHHbIX GopMm;

"cTpeccoBble uccnegoBaHua dapmaueBTuyeckor cybectaHummn' (stress testing of the API) -
UccnefoBaHWA, NPOBOAWMMbIE [AJIA  YCTAHOBAEHUSA XapaKTEPUCTUK CTabWUIbHOCTM, CBOMCTBEHHbIX
dbapmaueBTUYECKO cybcTaHUMK. Takne UCCnefoBaHUA ABAAIOTCA YACTblO CTpaTerMm paspaboTku U, Kak
npasuio, npoBoaaTca npu 6onee HebNArONPUATHLIX YCIIOBUAX, YUEM YCKOPEHHbIE UCCIEA0BAHUS;

"cywecTeytouiasn papmaueBTmyeckas cybctaHuma (existing API) - papmauesTnyeckan cybctaHuums,
KOTOpas BXOAMT B COCTaB JIeKapCTBEHHOIO Npenapara, 3aperMcTpMpoBaHHOro Ha Tepputopun Cotosa;

"yckopeHHble uccnegoBanma" (accelerated testing) - nccnegoBaHuMA, cNiaHMPOBaHHbIE C LE/bIO
YCKOPEHMA XMMWYECKOW gerpagaumv uam ¢usmyeckoro MameHeHus ¢apmal,eBTUUYeCKoM cybcTaHumm
nMbo NeKkapcTBEHHOro npenapaTta NOCPeACTBOM CO34aHMA He6NaronpuATHbLIX YCAOBUIA XPaHEHMsA U
ABNAOWMECA YacTblo POPManN30BaHHOM MpOrpaMmbl MCCAeLOoBaHWUA CTabuUNbHOCTU. TakMe AaHHble
AOMONHUTENBHO K pe3ynbTaTam A0J/ITOCPOYHbIX WMCCAeL0BaHUM CTabUAbHOCTM MCMONb3YOTCA ANA
oueHKM 6onee oTAANEHHbIX XMMUYECKUX 3PPEKTOB B YCI0BUAX HEYCKOPEHHbIX UCCAEA0BaHMIA, a TaKkKe
ONA OLEHKU BAUAHUA KPaTKOBPEMEHHbIX OTKNIOHEHMI OT YCNOBUI XpPaHEHNA, YKa3aHHbIX B MapKMPOBKE,
KOTOpble MOTYT BO3HMKHYTb NPW TPAHCMOPTMPOBKE. Pe3ynbTaTbl YCKOPEHHbIX UCCNeA0BaHUN He Bceraa
MO3BO/IAIOT MPOTrHO3MPOBaTb GPUIUYECKME U3MEHEHWSA;

"ycnoBua xpaHeHua" - onTMManbHble NapaMeTpbl OKpY:KatoLLel cpeapl (TemnepaTtypa, BAaXKHOCTb
OKPY)KaloLWero BO34yxa, CBETOBOW pPeXum M Ap.) U npasuna obpauieHua (Mepbl NpegoxpaHeHus ot
nopuun v gp.), Heobxogumble ana obecneyeHnn COXpPaHEHUNA KayecTBa IEKapCTBEHHOTO npenapata Uau
dapmaLeBTMYECKON cybCcTaHLMu;

"popmanusoBaHHaa nporpamma UccneaoBaHWM  CTabunbHOCTM" -  3a0KYMEHTMPOBaHHas
n " n , n n 7 n 7
nporpamma mccaenoBaHWit cTabuabHOCTM, KOoTopad BKAlOYaeT B cebsa pan uccnegosaHuii (ycnosui
’ J1 7 7 "
XpaHeHus), OAHOTUMHbIX A [OaHHOM XMMMYECKOW rpynnbl ¢dapmaLeBTUHECKUX cybcTaHumuin w
JIeKapCTBEHHbIX NPenapaTos;

"CI)OpMaﬂl/BOBaHHOE l/ICC}'I(ELI,OBaHl/IeII - uccnepgosaHune, CTaHAAPTHO BbIMO/IHAEMOE B COOTBETCTBUU
C npeabABIAEMbIMU K HEMY TDE6OBaHWr'IMM;

"skcTpanonauma" - cnocob nonyyeHua uHPopmaumm O OyaywMxX AaHHbIX Ha OCHOBaHUU
UMEIOLUNXCA SAaHHbIX.

Ona ueneit Hactoawmx TpeboBaHuii noHATME "cybcTaHumAa ana GapmaLeBTUYECKOro NpMMeHeHus
(Mcnonb3oBaHUA)" NpUMeHseTca B 3HauyeHWW, onpegeneHHom B MHOOPMAUMOHHOM CNpaBOYHUKE
NOHATUIN, MPUMEHAEMbIX B pamMKax EBpasMiicKOro 3KOHOMMYECKoro coto3a B coepe obpalieHus



NIeKAPCTBEHHbIX CPEeACTB, NPeaycMoTpeHHOM PekomeHzaumnenn Konnermm EBpasmiickoit SKOHOMUYECKO
Komuccum ot 2 maa 2017 r. N 12, noHstne "dapmauesTnyeckana cybctaHUmMs" - B 3HAYEHUM,
onpeaeneHHom CornaweHmem o eAMHbIX MPUHLMNAX U NpaBuaax obpaLLeHNs NeKapCcTBEHHbIX CPeaCTB B
pamKax EBpasuniicKoro akoHoMM4YecKkoro cotosa ot 23 gekabps 2014 roga.

lll. UcchepgoBaHUA CTaBUNABHOCTU HOBbBIX
dapmaueBTHMUECKUX cybCcTaHLMIA

1. O6bwue NonoXKeHusa

6. B HactosAwem pasgene paccmatpuBaetca  WMHopMauMs O  CTAabMIbBHOCTM  HOBbIX
dapmaueBTUHECKMX cybCTaHLMM, KOTOPYIO C/ieayeT YKa3blBaTb B PErMCTPALMOHHOM A0Che.

MoNoMKeHNA HACTOALLLEro pasaena He NMPUMEHAIOTCA MPU COCTaBAEHMU 3aABNEHUIA O perncTpaumm
NIeKapCTBEHHOrO npenaparta C YMPOWEHHbIM PEerucTPauMoHHbIM J0Cbe, 3aABAEHUMIA O BHECEHMM
M3MEHEHWA B PerncTpaumMoHHoOe [A0Cbe, 3asAB/AEHWUA O MOJYYEeHUW paspelleHus Ha nposBedeHue
KAVHUYECKUX UCCNeA0BaHWNIA 1 T.M.

JaHHble o CTabunbHOCTU (I)apMaLI,EBTMLIECKOﬁ Cy6CTaHLI,MM ABNAIOTCA HEOTbEMNEMOM 4YacCTbio
CNCTeMHOro nogxoaa K oueHke ee CTabunbHOCTHU.

7. CtabunbHoCTb dapmaueBTMYeckon cybcTaHUMM ycTaHaBAMBaEeTCA ee Mpou3BoAUTENeM Ha
OCHOBAHWW Pe3y/abTaToB MCC/eA0BaHUI CTabUIbHOCTU U HeobxoaMma ANsA onpeaesieHus nepuoaa Ao
MOBTOPHbIX MCCNEA0BaHMA CTabuibHbIX (papmMaLeBTUYECKUX CYOCTAHUMA WMAU  CpOKa FoAHOCTU
MaioyCcTonumBbIX GapmaL,eBTUUYECKUX CyOCTaHLMN.

8. Mepen npoBeaeHNEM UCCNEA0BAHNIA NPOU3BOAUTENEM (3aABUTENEM) COCTABAAETCA Nporpamma
nccnegoBaHua  cTabunbHocTM  dapmaleBTMYECKON cybcTaHuMK, BK/OYawWwana B ceba Buabl
NAaHUPYyeMbIX UCCeA0BaHWUI (CTpeccoBble, YCKOPEHHbIE U OO0ATOCPOYHbIE), BbIGOP cepuii, onucaHune
cucTemMbl "KOHTEMHEp - YKYNOpKa", uccneayemble XapakTepPUCTUKKU, aHAAUTUYECKNE METOLMKM, YacToTy
nccnenoBaHNM, YCI0BUA XPaHEHWUS.

2. Ctpeccosble uccneaoBaHusa

9. CTpeccoBble UccneaoBaHua GpapmaLeBTMYecKol cybcTaHLMM MOTYT MOMOYb MAEHTUDULMPOBATL
BEPOATHblE MPOAYKTbl Aerpajaumu, 4To MOMOraeT YCTaHOBMTb MyTW AErpagaumMv M CBOMCTBEHHYIO
MoONeKyNe CTabuUbHOCTb, a TaKXKe BaAnMamMpoBaTb CMNOCOBHOCTb aHANUTUYECKMX METOAMK ONpeaenaTb
cTabunbHOCTb. MpoBeAeHNE CTPECCOBbIX MCCAeA0BaHUI 3aBUCUT OT MHAMBMAYaNbHbIX 0COBEHHOCTeM
dbapmaueBTUUYECKOM cybCTaHUMKM M BMAA IEKaPCTBEHHOrO Npenapara.

10. Ona noaTBepKAEHUA UAEHTUPUUMPOBAHHBLIX MPOAYKTOB U MyTel AerpagauuuM moryt 6biTb
[OMONHWUTENIbHO MPeACTaB/eHbl AaHHble, OMnyb/iMKOBaHHble B HayyHoW sauTepatype. OTaenbHoe
uccnefoBaHWe onpenesieHHbIX MPOAYKTOB AEerpajaunm MOXKeT He NoHazobuTtbes, ecinm 0boCHOBaHO,
YTO OHM He 06PaA3YIOTCA B YC/IOBUAX YCKOPEHHbIX UM AOTOCPOYHBIX UCCAef0BaHWIA. ECIM TaKMX AaHHbIX
HeT, To HeobXx04MMO NMPOBECTU CTPECCOBbIE UCCIEL0BAHUA.

11. CrpeccoBble MccnenoBaHMA NMPOBOAATCA Ha OAHOW cepumn dapmaLeBTUYECKON CybCTaHLMM.
Takne wuccnefoBaHUA BKAKOYAOT B cebA MCCAefOBaHMA BAWAHUA TemnepaTyp, MpPeBblaoWmX
TEMMepaTypy NpU YCKOPEHHbIX WCCNeAOBaHMAX C NOCAefoBaTelbHbIM ee nosbiweHnem Ha 10 °C
(Hanpumep, 50 °C, 60 °C n T.4.), BAUAHUSA BAAXKHOCTM (Hanpumep, OTHOCUTENbHOM BAaXKHoOCTU 75
NPOLLEHTOB M BbIlWeE), 3 TaKXKe NpU HEOBXOAMMOCTU OKUcieHne u ¢oTtonms. Ecnm dapmaueBTnyeckan
cybcTaHuMa npeacTaBnsetr cobol pacTBOP WAWM CYCMEH3UIO, B XO4e WCCAefoBaHMA CTabuibHOCTU
HeobX04MMO OLLEHUTb UX CMOCOOHOCTb K rMAPOIM3Y B LUMPOKOM UHTepBase pH.

12. OueHkKa ¢0TOCTa6VII'IbHOCTM - HeoTbemiemaa 4acCTb CTPECCOBLIX MCCJ'IEAOBEIHMI?I. Ycnosusa
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nccnefoBaHnit Ha GoTocTabnNbHOCTL ONMcaHbl B pasgene V Hactosawmx TpeboBaHUN.

13. [inA ycTaHoBAEHMA NyTel Aerpagalumu, a TakKe pa3paboTKM U BaanAaLUUmM COOTBETCTBYHOLLMX
aHaUTUYECKUX MeToauK TpebyeTcs uccnedoBaHMe NPOAYKTOB Aerpagalyu B CTPECCOBbIX YCA0BUSX.
OOHaKo ecnuM Te WMAUM WHble MPOAYKTbl Aerpajauun B YCNOBUAX [AOTOCPOYHbIX W YCKOPEHHbIX
nccnenoBaHMn He 0bpasyloTca, CamoCTOATENbHO UX UCCNeaoBaTh He TpebyeTca.

14. Pe3ynbTaTbl CTPECCOBbIX WUCCNEA0BAHUM COCTaBASAIOT HEOTbEMJIEMYIO YacTb WHPopmauuu,
npeacTaBigemMon  yrnoJIHOMOYEHHOMY OpraHy rocyAapcTBa-y4jieHa B PerncrpaumMoHHOM  AoCbe
NleKapCcTBEeHHOro npenaparTa.

3. Bbibop cepmii

15. [laHHble, Nofy4eHHble B xoae $GOpMann30BaHHbIX UccnenoBaHUin cTabuabHOCTU, HeoBXoaMMO
npeacTaBuTb He MeHee 4Yem A4 3 NepBuYHbIX cepuii  dapmauestTuyeckon cybctaHummn. [Mpwm
NpPOM3BOACTBE OMNbITHO-MPOMbBIWAEHHOW cepun  dapMaueBTUYECKON CcybCTaHUMM ee Heobxoanmo
NOMlYYNTb TEM KE NYTEM CUHTE3a, a TAK)Ke C UCNOJIb30BAHMEM METOAA M TEXHONOMMU NPOU3BOACTBA,
UMUTUPYIOLLMX  OKOHYATENIbHbIM  MpoLecc, KOoTopbli 6OyaeT WCNoAb30BaH AAA  NPOU3BOACTBA
NPOMbILAEHHbIX CEPUIA.

16. KauyectBo ¢dapmaueBTMYECKON CybCTaHUMM B LEeAOM ANs  Ccepuid, nogsepraembix
nccnefoBaHUIO CTabUNbHOCTU, OO/MKHO ObiTb Penpe3eHTaTUBHbIM B OTHOLUEHWM KayecTBa MPOAYKTa,
KOTOpbIM OyAeT Npou3BOAMTLCA B MPOMbILIEHHOM MacwTtabe. [lonyckaeTca nNpeacTaBifTb WHble
060CcHOBbIBatOLLME AAHHDbIE.

4. Cuctema "KOHTeNHep - YKynopkKa"

17. WccnepoBaHusa CTabuAbHOCTM [0/KHbI MPOBOAMTLCA B OTHOWEHMM apmaueBTUYECKOMN
cybCcTaHUMM, yNakoBaHHOM C UCMOJIb30BaHMEM CUCTEMbI "KOHTEMHED - YKYMOpKa", MCNoNb3yoLWwencsa npm
XPaHEHUU U peanunsaLmm 3Toin papmaLeBTUUYECKOn cybCTaHLMK, UK NyTEM ee MMUTaLMK.

5. CneunduKauma Ha BbINYCK U cneundPuKaLMa Ha CPOK FOAHOCTU

18. MWccnepoBaHWe cTabunbHOCTM BKAOYaeT B cebsa  uccnegoBaHME TaKUX  CBOMCTB
dbapmaueBTUYECKOM cybCTaHLMM, KOTOpble NOABEPKEHbI U3MEHEHUAM B XOA€E XPaHEHUA U, BepoAaTHee
Bcero, 6yayT BAMATb Ha KayecTtBo, 6e3onacHocTb M (MauM) apdeKTUBHOCTb. MccnenoBaHWe [0MKHO
OXBaTblBaTb, €CAN NPUMEHUMO, GU3MYECKME, XMMUYECKME, BMONOrMYeckne M MUKpobuosiormyeckme
nokasatenn. HeobxoAMmo MCNOAb30BaTb BAAMAMPOBAHHbIE B COOTBETCTBMM C PYKOBOACTBOM MO
BaNMAAUMM  AHANIMTUUECKUX MEeTOAMK, YyTBepXaaembim Komuccuein, aHaaUTUYECKMe MEeTOAMKM,
CBMAETENLCTBYIOWME O CTabuabHOCTU. HeobxoaMmocTb M 06bEM MCCNEOO0BaHUI, nogaeKalmx
NOBTOPEHMIO, 3aBUCAT OT Pe3y/bTaToB Ba/IMAALMOHHbIX UCCef0BaHMMA.

19. MeTogMKM UcCNenoBaHUIt  AO/MKHbI NO3BONATb LOCTOBEPHO OMNpeaensaTb CoAepiKaHue
dbapmaueBTUYECKOM CybCTaHUMKM M MPOAYKTOB ee AerpagaLlmm B CMecu Apyr ¢ APYrom.

20. CneundurKaummn OONXKHbI YCTaHABAMBATb METOAMKU UCCNefO0BaHWM, AONyCTMMble Npeaenbl
cogeprkaHuna npMmecei 1 NPoAyKTOB Aerpagaumm papmauesTMYecKol cybcTaHumu.

3Tn gonycTmble Npeaesbl, a TaKKe KayecTBeHHbIe U KONNYECTBEHHbIe GU3NYECKME, XMMUYECKUE,
6uosorMyeckme M MUKPOBMONOTUYECKME XaPaKTEPUCTMKM (apMaLeBTUYECKOM CybCcTaHUMM N UX
AOMYCTUMbIE OTK/IOHEHMA, BHOCUMbIE B cneunduKaumio, ciegyeT onpeaensiTb Ha OCHOBaHWUM nNpoduna
Aerpagaumm papmauesTMyeckom cybcTaHumm.

6. YacTtoTa uccnepgosaHmii
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21. Mpu npoBefeHUM [OATOCPOYHBIX MCCNEAO0BaHUIM 4YacToTa WCCeAO0BaHMI  AOMKHA
obecneunBaTb YycTaHOBAeHME npoduasa crabunbHocTM dapmaueBTMYeckon cybcTaHumMn. YactoTa
nccnenoBaHuii papmaLeBTMYECKOlM cybcTaHumMK, npeasiaraemblit nepuog 4o NoBTOPHbLIX UCCAeL0BaHUIA
KOTOpPOW COCTaBnseT He MeHee 12 mecAueB, B [OJTOCPOYHbLIX YC/NOBUAX XPAaHEHUs, Kak MpaBuno,
COCTaB/AET Kaxable 3 MecAla B TeYeHWe NepBoro roaa, Kaxaple 6 mecsaues B Te4eHWe BTOPOro ro4a, a
3aTeM eXerogHo B TedeHue BCero npea/iaraemoro nepmMoa A0 NoBTOPHOro UCCeA0BaHuA.

22. B ycnosuax 6-mecAYHOro YCKOPEHHOro MccneaoBaHUA cneayeT UCNOAb30BaTb He meHee 3
BPEMEHHbIX TOYEK, BK/AOYasAs HavyalbHYI0 U KOHe4yHyto (Hanpumep, 0, 3 1 6 mecaues). Ecan ucxoaa us
onbiTa Pa3paboTKM OXMAAETCA, YTO Pe3y/bTaTbl YCKOPEHHbIX UCCNeA0BaHUIA, MO BCE BEPOATHOCTH,
6yayT rPaHMUUTL C KPUTEPUAMM 3HAYMMbIX M3MEHEHWUI, TO HEOBXO4MMO NPOBECTU paACLUMPEHHbIE
nccnegoBaHua nytem aobaBneHMa Npob B KOHEYHON BPEMEHHOM TOYKe AMBO nyTem BK/OYEHUS
4YeTBEPTOMN BPEMEHHOM TOUYKM B NPOTOKON UCCeA0BaAHNUA.

23. Ecnn Bcneactenme  3HAYMMOrO M3MEHEHWA MO  pe3ynbTaTaM  YCKOPEHHOro XpaHeHwusA
HeobXxo4MMO MPOBECTM WCCNEAOBAHUA B MPOMENKYTOUHbIX YCIOBUAX XPaHEHUA, pPeKOMeHAayeTcA
nposectu 12-mecayHoe uccnegoBaHMe He MeHee YemM B 4 BpeMeHHbIX TOYKax, BKAOYAA HayanbHYO U
KOoHeuHyto (Hanpumep, 0, 6, 9 n 12 mecsues).

7. YcnoBusa uccneaoBaHuim

24.  ®dapmaueBTMYecKylo  cybcTaHUMIO  HeobxoaAMmo  uccnegosBaTb B yciosuax  (c
COOTBETCTBYHOLWMMMU AOMYCTUMbIMU OTKJAOHEHMAMMU B YCAOBUAX XPaHEHMA), NO3BONAIOLWINX U3YUNTL ee
TEPMUYECKYH0 CTabUNbHOCTb M, ecan HeobXxoAuMMO, YyBCTBUTENbHOCTb K AENCTBUIO BAaru. Ycnosua u
NPOAOKMTENBHOCTb UCCEA0BAHMUI BbIOMPAIOTCA TaKMM 06pa3om, YTOObI COOTBETCTBOBATbL YC/I0BUSAM U
nepuoay nNpu XpaHeHun, peanmnsaLnm u nocneayrolem NnpuMmeHeHun.

25. Vicnonb3yemble Npu NpoBeLeHUM UCCNef0BaHMI NPUBOPbLI JONKHbBI KOHTPOMPOBATbL YCNOBUA
XpaHeHWUsA B paMKax COOTBETCTBYHOLLMX AManNa3oHOB, OMMCAHHbIX B HacToALWMX TpebosaHuax. Ycaosua
XpaHeHUA [O/BKHbl OTC/IEKMBATLCA W PErMCTPUPOBATLCA  MCMO/b3yemMbiMM  npubopamu  nmbo
uccneposatenem. KpaTKOBpeMeHHble M3MEHeHWa YC/0BMI M3-3a OTKpbiBaHMA Asepu npubopa 4as
XpaHeHUA MPUHUMAIOTCA KaK HeusbexHble. B c/iyyae OTKAOHEHMS OT YC/IOBWUIA XpaHeHUA BBUAY
HeMcnpaBHOCTM Npubopa NOCNeACTBUA AOO0/XKHbI 6biTb YCTAHOBNAEHbl W 3aHECEHbl B OTYET, €CIu
npeanonaraeTtca, 4To 3TO NOBAMANO Ha pe3ynbTaTbl WMCCAefoBaHMA CTabuabHoCcTM. [locnencTsus
OTKNOHEHWI, KOTOpble NPEeBbLIWAOT AOMNYCTUMbIE OTKNOHEHUA B YCAOBUAX XpaHeHUa B TedyeHue bonee
yem 24 4acoB., AOMKHbI 6bITb NPOaHAIM3NPOBAHBI.

26. Ha mMoOMeHT nogauu 3aABlAeHWA Ha perncTpauuio  NIeKapCTBEHHOrO npenapata B
YNOJIHOMOYEHHbBIN OpraH (OpraHM3aumio) rocyaapcTBa-YneHa AOJITOCPOYHbIE UCCAeLOBaHMA AOMKHbI
6biTb NpoOBeAEHbl B TeYeHMe KaK MWHMMYM 12 mecAueB C WCMNO/Ib30BaHMEM KOJMYECTBA Cepui,
YKa3aHHbIX B NyHKTe 15 Hactosawmx TpeboBaHWiA, M NPOLONKATLCA B TeYEeHMe BCEro nNpeanosiaraemoro
nepvosa A0 MNOBTOPHbIX WCCAEAO0BAaHUMN WAM CPOKa roAHOCTU. [lononHUTeNbHble [aHHble Mo
pe3ynbTaTaM MUCCNef0BaHUM  CTabUAbHOCTM, cobpaHHble B TeyeHMe Mepuoja perncTpaumu,
NpeacTaBAAlOTCA  YNOJHOMOYEHHOMY OpraHy rocygapcrsa-yneHa. J[JlaHHble, MOJly4eHHble Npu
YCKOPEHHbIX WU, ec/in HeOBX0AMMO, NPU NPOMENKYTOUHbIX UCCNef0BAHUAX, MOTFYT ObiTb MCNO/b30BaHbI
ONA OLLEHKM KPATKOBPEMEHHbIX OTKNOHEHWM OT YKA3aHHbIX B MApPKMPOBKE YCNOBUI XpaHeHuA (3To
MOXKET NPOU30M1TU NPU TPAHCNOPTUPOBKE).

27. YcnoBua uccneaoBaHnin GapmaLeBTUYecKon cybcTaHUMM NPU A0ATOCPOYHDBIX, YCKOPEHHbIX U,
ecAn HeobxoaMMO, MPOMEKYTOUHbIX UCCNeA0BaHMNAX NpUBeAeHbl B Tabamuax 1 - 3.

28. O6wme npasuna.

Tabnuua 1



Ycnosua uccnegosaHuii "O6wue npasuna”

UccneposaHue Ycnosua nccnepoBaHus (Tfemnepatypa u MuHUManbHas
OTHOCUTE/IbHAA B/IAYXKHOCTb) NPOAONKUTENBHOCTb
uccnenoBaHUA CTabuUbHOCTU Ha
MOMEHT NoJauM 3aABNAEHUA O
pernctpauuu (mec.)

HAonrocpouHoe <*> 25 + 2°Cu60 £ 5%, uam 30 £ 2°Cun 65 12
+ 5% <**> 30 2°Cu7s = 5%
<HES
MpomeskyTouHoe 30+ 2°Cu65 * 5% 6
<HEES
YcKopeHHoe 40 £ 2°Cun75 = 5% 6

<*> YcnoBuA, Npu KOTOpbIX ByayT NMPOBOAMTLCA [LOJTOCPOYHbIE UCCNEAOBaHWUA, ONpeaenstoTcs
KNAMMATUYECKMMM YCNOBUAMM, MPU KOTOPbIX HaMePEBAOTCA XPaHUTb GapMaLLeBTMYECKYO cybCcTaHUMIO,
n BblbMpatoTca 3aaBMUTENEM B COOTBETCTBUM C npunoxeHnem N 1 K HactoAawmm TpeboBaHUAM.
UccnepoBaHMA B HeBNAronpuATHbLIX YCNOBUAX MOTyT OblTb anbTE€PHATUBHbLIMM WMCCAEAO0BAHUAM MNPU

Temnepatype 25 £ 2 °C u oTHocuTenbHolt BnaxkHoct 60 £ 5% mam Temnepatype 30 £ 2 °C u
OTHOCUTENbHOM BAAXHOCTY 65 £ 5%.

<**> BbinonHaeTcA Npu o0bpaLleHNn NeKapCTBEHHbIX CPEACTB B CTPAHAX KAMMaTUUYECKMX 30H Il n
IV, onpeaeneHHbIx B npunoxeHun N 1 K HacTosawmm TpeboBaHUAM.

<***> ECM [JONTOCPOYHbIE MUCCAEAOBaHUA MPOBOAATCA npu Temnepatype 30 £ 2 °C u
OTHOCUTENbHOM BAaXKHOCTH 65 F 5% nnm npu Temnepatype 30 T 2 °C v oTHOCUTENbHOI BNAXKHOCTM 75
1 5%, To NPOMeKyTOUHbIE UCCeA0BaHUA HE MPOBOAATCA.

Ycnoswua, onucaHHble B Tabnuue 1, npumeHAtoTca, ecnim K dapmaueBTUYECKON cybcTaHUuun He
NPUMEHSAIOTCA YCN0BUA, onucaHHble B NyHKTax 30 u 35 HactoAawmx TpebosaHWn. MoryT npuMeHATbCA U
MHble  YCNOBMA  XPaHEHWA, eCciu  MpefcTaB/ieHbl  3KCMEPUMEHTAsNIbHO  WAM  aHAJIMTUYECKU
noarsepXaeHHble 060CHOBaHMA.

29. Ec/in B yCIOBUSAX YCKOPEHHbIX UCCEL0BAHNI B 11060 MOMEHT BpeMeHU B TedeHne 6 mecsLes
HabnogaeTca 3HAYMMOE WM3MEHEHME, TO AO0/KHbl MPOBOAUTLCA AOMOJIHUTENIBHO NPOMENKYTOUHbIE
NUCcCNnenoBaHMA B PEKOMEHOOBAHHbLIX B crneumpuKaunm yCcnoBMAX XpaHeHuAa. Pe3ynbTaTbl O0/XKHbI
OLLeHMBATbCA NO OTHOLWIEHWUIO K KpUTEPUIO "3HauMmoe M3meHeHue" (3To NPUMEHMMO B C/yyae, ecau
JO/ITOCPOUHbIE UCCAEA0BaHMA NPOBOAATCA NpM TemnepaType 25 £ 2 °C 1 OTHOCWUTENbHOI BAAXKHOCTY
60 * 5 npoLeHTOB) U BKAOYaTb B Ce6A BCE MUCCNEAOBAHMUA B PAMKax AOJTOCPOYHbIX WCCAEA0BAHWIA,
€C/IN He NpeacTaBieHbl SKCNEPUMEHTaNbHO AN aHaIMTUYECKU NOATBEPKAEHHbIe 060CHOBaHMA UHOTO.
B AOKymMeHTax Ans pernctpaumm AOJ/IKHbl COAepKaTbCA AaHHble MPOMEXKYTOYHbIX WUCCNeaoBaHUN,
NnoJlyYeHHble KaK MUHUMYM B TeyeHune 6 mecaues (Npu obLielt NPoao KUTENbHOCTU UccesoBaHnn 12
mecsues).

30. Ycnosua uccnefoBaHui  papmMaueBTMYECKMX CybCTaHUMI, Nognexalmnx XpaHeHuo B
XONOAUNbHUKE, NpUBeAeHbl B Tabsmue 2.

Tabnnuya 2



Ycnosua uccnepoBaHuii papmaueBTUYECKUX cybCcTaHUMM,
noAa/neawmx XpaHeHUI0 B XON0AU/IbHUKE

UccneposaHue Ycnosua nccnepoBaHus (Tfemnepatypa u MuHUMmanbHas
OTHOCUTE/IbHAA B/IAYXKHOCTb) NPOAONKUTENBHOCTb
nccnenoBaHnA cTabuabHOCTM Ha
MOMEHT NoJayun AOKYMEHTOB Ha
pernctpauumto (mec.)

HonrocpoyHoe 5+ 3°C 12
YckopeHHoe <*> 25 + 2°Cpu 60 £ 5%, mam 30 £ 2°Cu65 6
t 5% <**> uan30 £ 2°Cu7s5 £ 5%
<kFS

<*> BblbOp YC/NOBUI XpPaHEHWA ANA YCKOPEHHbIX MCCAEA0BaHMI OCHOBAH Ha OLLEHKE PUCKOB.
NccnenoBaHna npu HebNaronpuATHbIX YCNOBMAX MOTYT ObiTb aNbTePHATMBOM WMCCAEA0BaHUIO NpwU

Temnepatype 25 £ 2 °C u oTHocuTenbHoit BnaxHoct 60 £ 5% unm Temnepatype 30 £ 2 °C u
OTHOCUTENbHOM BAaxHOCTM 65 L 5%,

<**> BbINosHAETCA NP 0bpallleHUN NeKapCTBEHHbIX CPeACTB B CTPaHaX KAMMaTUUYeCcKux 30H Il 1
IV, onpegeneHHbix B npuaoxkeHnn N 1 K HacToAwmm TpeboBaHUAM.

31. EC/in HUXKe He YKa3aHo MHOoe, AaHHble, NOJIyYEHHbIE MPU XPaHEHUN B YC/IOBUAX OXNaXKAEHMS,
Heobxo4MMO OLLeHMBATb B COOTBETCTBUM C NOApPa3Ae/iom 9 HacToALero pasgena.

32. ECAn B YCNIOBUAX YCKOPEHHbIX MUCCNEA0BAHUN B MPOMENKYTOK BpemeHU Mexay 3-mMm U 6-m
MecALaMn nccneaoBaHuii HabagaeTca 3HaYMMOEe U3MEHEHWE, Npea/laraemblii NepMoa, A0 NOBTOPHbIX
nccneaoBaHWiA MM CPOK FOAHOCTM ONpeaenAeTcs Ha OCHOBE AaHHbIX, NOJIYYEHHbIX B PeaNbHOM
BPEMEHM B YCIOBUAX AONTOCPOUHBIX UCCNEA0BAHNN.

33. EcAn 3HauMmoe M3MeHeHWe HabalgaeTcs B TeyeHue MepBbiX 3 MECALEB YCKOPEHHbIX
nccneaoBaHuiA, To HEOBXOANMMO PACcCMOTPETb BO3AENCTBME KPAaTKOBPEMEHHbIX OTKJIOHEHWIA OT YCA0BUIA
XPaHEHUAA, YKas3aHHbIX B MAPKUPOBKE, Hanpumep, nNpuv TpaHcnopTMpoBke. Ecau Heobxogumo,
paccMOTpeHWe AaHHOTO BOMPOCa AO/IKHO ObiTb NOAKPENIEHO AA/IbHEVWNMUN UCCNEA0BAHUAMM OAHOM
cepun dpapmaLeBTUYECKOW CYOCTaHLMN NMPOLOIKUTENBHOCTbIO MeHee 3 MecALEeB, HO C MpoBeAeHUeM
nccnefoBaHui  papmaueBTMyeckon cybcTaHUuMM € yactoToi, 6Gosbluel, 4Yem NpU NpPoOBeAEHUU
YCKOPEHHbIX UCCNenoBaHuii 3ToN GpapmaLeBTMYECKON cybCcTaHUmK.

34. Ecnn 3Ha4YMmoe nsmeHeHue nponsowno B nepsble 3 mecaua YCKOPEHHbIX VICCﬂe,CI,OBaHMﬁ, 3Th
nccnenoBaHMA NpeKkpalatoTcA.

35. B peaKkux cayyasx HeKoTopble dapmaueBTMYecKue CybCcTaHUMM HeobXoAMMO XPaHUTb B
MOpPO3WU/IbHOM Kamepe. YcTaHOBAeHME nepuoda A0 MOBTOPHbIX MCCAeA0BaHWMIA MAM CPOKa FOAHOCTU
TakMX GapmaLeBTUYECKMX CYHCTaHUMIA OCYLWLECTBAAETCA Ha OCHOBE [AaHHbIX, MNOJYYEHHbIX Mpu
AONTOCPOYHbIX UCCNeA0BaHMAX CTabUAbHOCTK, KaK onucaHo B Tabauue 3.

Tabaunua 3

Ycnosua uccnepoBaHuii papmaueBTUHECKUX CybcTaHUMi,
noa/ie}Kalmnx XpaHeHUo B MOPO3UJIbHOM Kamepe



UccneposaHme Ycnosusa nccnenoBaHus (Temnepartypa) MuHUManbHas
NPOAOMKUTENbHOCTb
uccnenoBaHUA CTabuUbHOCTU Ha
MOMEHT NoAaYn AOKYMEHTOB Ha
perucTpaumio (mec.)

[lonrocpouHoe muHyc 20 £ 5°C 12

B JaHHOM CAyyae YCKOPeHHbIE WCCNefOBaHUA He MPOBOAATCA, M ANA OLEHKU MOCNeACTBUIA
KPaTKOBPEMEHHbIX OTK/IOHEHMI OT YC/I0BUII XpaHEHUsA, YKasaHHbIX B MapKUpOBKe (Hanpumep, npu
TPaHCMOPTUPOBKE), aHANM3MPYETCA OAHA CEPUA B YC/NOBMUAX MOBbILLEHHON TeMMnepaTypsbl (Hanpumep,
npu Temnepatype 5 £ 3 °C, uam 25 £ 2 °C, uamn 30 £ 2 °C) B TeueHMe COOTBETCTBYIOLLENO Nepuosa
BpeMeHM.

36. [MMporpamma uccnegoBaHuit cTabunbHOCTM  dapmaueBTUYECKOM CcybCTaHUUM, KOTOPYIO
HeobxoaMMOo XpaHUTb Npu TemnepaTtype HUKe muHyc 20 °C, cocTaBnaeTca B UHANBUAYA/IbHOM NopsAaKe.

8. 0643aTeNbCTBO NO NPOAC/IKEHUIO UCCNeA0BAHMI CTABUNBHOCTU

37. Ecnn B perucrTpaumoHHOM Aocbe NpeacTaBfieHbl AaHHble 0 A0ATOCPOYHOM cTabuabHOCTU 3
NPOMbILLNEHHbIX CEPUA B TeYeHMe BCero npeanonaraemoro nepuoaa Ao NOBTOPHbIX UCCAEeA0BaHMWIA,
0653aTeNbCTBO NO NPOAOANKEHUIO UCCAeA0BaHUI CTabUABHOCTM He TpebyeTca.

38. Ecam umetowmecs gaHHble 0 AONTOCPOYHOM CTabUAbHOCTM NEePBUYHBIX CEPUIA He OXBaTbiBaOT
BeCb npegsaraemblit nepuos, [0 MOBTOPHbIX WUCCNeAOBaHWW, 0A06peHHbIM Mo  pe3ynbTaTam
perucTpauun, ¢ Lesblo OAHO3HAYHOro onpeaesieHUs Takoro nepuoga 3asaBUTE/II0 MpPU MPOBEeAEHMU
npoueayp B COOTBETCTBUM C [paBMAaMM PerucTpaumm u 3KCNepTUsbl HeobxoaMmo npeacTaBUTb
rapaHTMMHOE MUCbMO, cogepikallee 06A3aTeNbCTBO MO MPOAO/IKEHUID UCCAELOBAHUIN CTabUAbHOCTU
noc/ie noay4eHnn pPerncTpaLMoHHOro ya0CTOBEPEHMA.

B cooTtBeTCcTBMM C YKa3aHHbIM rapaHTMﬁHblM NMMCbMOM 3aABUTENb 06H3YETCF| npeacrtaBuTb:

ecam B perncTpauMoHHoOm AoCbe coaepKaTtcA [AdaHHble O CTabunbHOCTM He MeHee 3
NPOMbILWNEHHDbIX cepmﬁ, - FapaHTMﬁHOE nMMCbMoO, cojaepiKallee oba3aTenbCcTBO Mo npo4oNXKEHNIO
MCCHEAOBaHMﬁ CTabMIbHOCTM B TEYEHME BCETO npeagnaraemoro nepmoaa A0 NOBTOPHbIX MCCHEAOB&!HMVI,‘

€Cc/n B PerncTpaumMoHHOM A0Cbe COAEPKaTCA AaHHble 0 CTabUAbHOCTM MeHee 3 NPOMbILLNEHHbIX
cepuii, B UenAx AosedeHMA obLWEro uyMcna cepuit Kak MMHUMYM [0 3 - rapaHTUiHOE NMCbMO,
cogeprkaliee 0653aTeNbCTBO MO MNPOAOJ/IKEHUIO UCCNef0BaHUM B TeyeHMe BCEro npenjaraemoro
nepuoga 40 NOBTOPHbIX UCCAEAO0BAHUIA U MO BKAOYEHUIO AOMNOJHUTENbHBIX MPOMBbILW/IEHHbIX CEPUIA B
OONTOCPOYHbIE UCC/e0BaHUA CTabubHOCTM B TeyeHWe npegjaraeMoro nepuoga Ao NOBTOPHbIX
nccneaoBaHum;

€c/n AaHHble 0 CTabuAbHOCTU NPOMbILLNEHHbIX CEPUN B PErMCTPALMOHHOM 4OCbe OTCYTCTBYIOT, -
rapaHTUMHOE MUCbMO, coAeprKallee 0653aTeNIbCTBO O BK/IOYEHUU NEpPBbIX 3 MPOMbILNEHHbIX Cepuii B
[ONrOCPOYHblE UCCNeAOBaHUA CTabUIbHOCTM B TeyeHMe npeanaraemMoro nepvoga A0 MNOBTOPHbIX
nccnenoBaHUM.

MPOTOKOA [AOATOCPOYHOrO MUCCNeAoBaHWA CTabuMAbHOCTM Npu  B3ATMM 06s3aTeNbCTB MO
NPOAO/IKEHNIO UCCNeA0BaHUA CTaBUABHOCTM AO0/KEH BbiTb TaKUM Ke, KaK U O1A NepBUYHbIX Cepui,
€C/IN Hay4YHO He 060CHOBaH Apyroi nogxoa,.

9. OueHKa gaHHbIX
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39. Uenblo wuccnepoBaHuWa CTabUNbHOCTM ABAAETCA onpeaeneHue nepuvofa A0 MNOBTOPHbIX
nuccnegoBaHWn, NPUMEHUMMOro AN Bcex Mocneaylowux cepuin dapmaueBTUYecKol cybcTaHumuy,
NPOM3BOAUMBIX B CXOMMX YCNOBUAX, HA OCHOBaHUM UCCAedOBaHMA He MeHee 3 cepuid
dbapmaueBTUYECKON cybCTaHUMU U OLEHKM AaHHbIX O CTabuabHOCTU (BKAOYaA Npu HeobXoAMMOCTU
pe3ynbTaTbhl GU3MYECKMX, XUMUYECKUX, BUONOTMYECKMX U MUKPOBMONOTMYECKUX UCCNenoBaHWUiM).
CTteneHb BapnabenbHOCTU OTAENbHbIX CEpUil A0NKHa obecneynBaTb YyBePEHHOCTb B TOM, YTO Byayline
NPoMbIlWAEeHHble cepun ByayT coOTBETCTBOBaTb crneuuduKauuMum B TeyeHue nepuoda A0 NOBTOPHbIX
nccneaoBaHUN.

40. [JaHHble MOryT YyKasblBaTb Ha CTO/Ib HE3HaYMTe/IbHYHO Aerpagauuio U CTo/ib HebOosbLUyH
BapMabesnibHOCTb, YTO MPU UX PACCMOTPEHMU OYEBUAHO, YTO NMPEASIONKEHHbIM nepuosd A0 MOBTOPHbIX
nccnenoBaHuin byaet ogobpeH. Mpu Takmx ob6CTOATENbCTBAX, Kak MPaBWIO, HE HYXHO MPOBOAUTH
CTaTUCTUYECKYIO 06paboTKy AaHHbIX, 4OCTAaTOMHO NPeaACcTaBUTb 06OCHOBaHWE ee OTCYTCTBUA.

41. Moaxond K aHanu3y [AaHHbIX KONMYECTBEHHOro MNPW3HaKa, KOTOPbIM, NpeanofioXKUTeNbHO,
M3MEHSETCA BO BPEMEHM, 3aKNO4YaeTca B ONpedeseHMUM MOMEHTa BPeMeHW, npu Kotopom 95-
NPOLEHTHbIA OAHOCTOPOHHWIA [OBEPUTENbHLIA Npeaen ANA YCPeAHEHHOM KpWBOW nepeceKkaer
KpUTEpUIA NPUEMIEMOCTMH.

42. Ecnn aHanuM3 nokKasbiBaeT, YTo BapuabenbHOCTb OT CEepUM K CepuM HeBesIMKa, NONe3HO
06bEeANHUTL AaHHble A1 OAHOW 06LLEel OUEHKN (C LeNblo NoyYeHUs OAHOro 3Ha4YeHus). ITO MOXKeT
ObITb CAEeNaHO MNyTemM COOTBETCTBYIOLLEN CTAaTUCTUYECKON 0O6PabOTKM HAKJ/IOHOB JIMHUIW pPerpeccuin u
TOYEK UX NepeceyeHnsn C Hy1eBO OTMETKOW AN OTAeNbHbIX cepuit (Hanpumep, 3HaYeHUs p A8 YPOBHA
3Ha4YMMOCTM oTbpakoBKK, npesbliwatouwero 0,25). Ecnv obbeAnHeHUEe AaHHbIX HECKOJIbKMX Cepui
Hernpvemiemo, TO MOJIHbIA Mepuog, A0 MNOBTOPHbIX MUCC/ef0BaHUN OnNpeaenseTcs Ha OCHOBaHWUU
MUWUHMMaNbHOIO BpEMEHW, B TEYEHNE KOTOPOro Cepus COOTBETCTBYET KPUTEPUAM MPUEMNEMOCTH.

43. HeobxoaMmocTb Npeobpa3oBaHns AaHHbIX B LEAX MPOBEAEHUA IMHEMHOIO PerpeccUoHHOro
aHanM3a 3aBMCUT OT XapaKTepa 3aKOHOMePHOCTU perpagaumu. OB6bIMHO TaKyld 3aKOHOMEPHOCTb
ONUCbIBAIOT Ha apuPMeTUYECKOM MAN NorapuPMMUUYECcKON LKane B BMAE NIMHENHOWN, KBagpaTU4YeCcKoM
WM Kybuyeckon ¢yHKLUMU. B Lensax oueHKM CTEMEHU COracua AaHHbIX BCEX Cepuit U 06beaNHEHHbIX
cepuii (eCAM NPUMEHMMO) C NPeanosiaraemoi JIMHWEH WAWM KpWUBOM Aerpagaumm  Heobxoanmo
MCNONb30BaTb CTAaTUCTUYECKME METOAbI.

44, Mpwn pocTaToyHOM OBOCHOBaHMM B XO4e NPOLEAYyPbl PErMcTpauuu B LEeNsxX yBe/uyeHun
nepuoga A0 MNOBTOPHbIX MCCNEAOBAHUI AOMNYCKAeTCA HEKOTOpas 3KCTPanoaAauma CBepX AaHHbIX B
peasbHOM BPeMEHMU, NOMYyYEHHbIX NO pPe3ynbTaTam XpaHeHMs B LOAFOCPOUHbIX ycioBuax. O6ocHoBaHMe
OO/KHO OCHOBbIBAaTbCA HA CBEAEHMAX O MexaHuW3Me Jerpajauuu, pesynbTaTax WMCCAefOoBaHWI B
YC/I0BUAX YCKOPEHHOIO XPaHEHMs, CTENEHM COrNacua AaHHbIX C BbIBPaHHON MaTeMaTMYeCKON MOAEbIo,
pasmepe cepuu, HaAUYUM BCMOMOTaTe/ibHbIX AaHHbIX O CTabWAbHOCTM M T.A. BmecTe ¢ Tem Takas
3KCTPanonALMA NogpasymeBaeT, 4yTo NoaobHas 3aKOHOMEPHOCTb Aerpagaumu byget Habnwgatbca u
Janee (BHe NOMYYEHHbIX AaHHBIX).

45, Kaxkpaa oueHKa A0MXKHa BKAOYATbL B cebs He TONbKO KOJIMYecTBEHHOoe onpegeneHne, HO “
coaepxXaHue NpoayKToB Aerpagaunm n npoymne nokasaTtesiM Ka4yecrsa.

46. [ononHutenbHaa MHGOPMALMA OLEHKM AaHHbIX O CTabuabHOCTM NpuBedeHa B pasgene IX
HacToawwmx TpeboBaHMiA.

10. YKa3aHua B MapKUpOBKe
47. YKazaHuA B MapKMpPOBKE OTHOCUTENbHO YCNOBUIA XpaHeHUA Heobxoammo ¢opmynanposaTb

cornacHo TpeboBaHMAM K MApPKUPOBKE JIEKAPCTBEHHbIX CPEACTB A1 MEAULIMHCKOTO NMPUMEHEHUA U
BETEPUHAPHbLIX  JIEKAPCTBEHHbIX CPeacTB, YTBep)KAeHHbIM PeweHnem CoseTa  EBpasuiickoit
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3KOHOMMYECKOM Komucecmm oT 3 Hosabpa 2016 r. N 76. YKasaHWs MO XpPaHEHWH AOJIKHbl ObiTb
YCTaHOB/IEHbl Ha OCHOBAHWUW OUEHKW CTabWAbHOCTU dapmaLeBTUYECKOM CYOCTaHLMM U OTpaKeHbl B
MapKMpoBKe. Mpn HeobxoaMMOCTU cregyeT NPUBECTU CeumanbHble YKa3aHMA, 0COOEHHO B OTHOLIEHUM
bapmaueBTUUECKMX CYOCTAHLMIM, KOTOpble HE BblAEPKMBAIOT 3aMOparkMBaHuA. Henb3a Mcnosib3oBaThb
TaKkne TepMMUHbI, KaK "ycnoBua oKkpy:Katowwen cpeapl" nam "KomHaTHaa Temnepartypa'.

48. TpeboBaHMA K YKa3aHMAM OTHOCUTE/IbHO YC/IOBUA XPAHEHUA NPUBEAEHbI B NpuaoxeHnn N 2 K
HacToAawmm TpeboBaHMAM. Mepmoa 40 NOBTOPHbIX UCCAEA0BAHUI UM CPOK FOAHOCTM YCTaHaBAMBAETCA
Ha OCHOBaHUM WHPoOpmaUMKM O cTabunbHocTU. [aTa npoBegeHWs MNOBTOPHbLIX MccaedoBaHMIA (npu
HeobX04AMMOCTM) AN CPOK FOAHOCTU A0JIXKHbI BbITb OTPAXKEHbI B MAaPKUPOBKE YNAaKOBKM.

11. NpoaonxeHue nccneaoBaHmii ctabunbHOCTU Nocae perucTpauum

49. B cayyaax, npenycMoTpPeHHbIX MyHKTOM 38 HacTtoAwmx TpeboBaHMA, uccaefoBaHUE
CcTabunbHoCcTU dapmaueBTUYECKOM CcybCcTaHLMM NPOJOAXKAETCA MOC/AEe PerncTpauum NekapcTBEHHOMO
npenapata. CocTaBfeHHaA NpPOrpamma MNPOAOC/IKEHUA WCCNeAoBaHWUIA MNO3BOAAET BblABAATbL tobble
U3MeHEeHWA CTabuabHOCTU (Hanpumep, U3MEHEHUA KOIMYeCcTBa NPOAYKTOB Aerpagaumu), HabaoaaTb 3a
CTabunbHOCTBIO  GapMaLLEBTMUECKON CybCTAaHUMM M yTBEPXKAATb, 4YTO BCe JajbHeEWWWE cepun
dbapmaueBTUYECKON CybCTaHUMM COOTBETCTBYIOT M OyayT COOTBETCTBOBAaTb chneuuduKaumm npu
cobntoaeHUN YCNOBUIM XPaHEHMUA, YKA3aHHbIX B MAPKUPOBKE, B TeYeHWE Mepuona A0 MOBTOPHbLIX
nccnefoBaHUM AW CPOKa rog4HOCTH.

50. Mporpamma npogonxKeHua MCCHEAOBaHMﬁ CTabunbHOCTU AO/1XKHa 6bITb ONMCaHa B npoToKone,
N pe3ynbTaTtbl A0/1KHbI 6bITb npeacrtaB/ieHbl B OTHETE.

MpoToKoN Nporpammbl NPOSOIKEHUSA UCCEA0BaHUIA CTabUIbHOCTU JO/IKEH OXBATbiBaTb NEPUOL,
[0 MOBTOPHbIX UCCNEA0BaHUIA UM CPOK FOAHOCTM M BKAKOYaTb B ceba crepyrowme ceefeHus (HO He
OrPaHMYMBATLCA UMMK):

HOMep cepun (cepuii) U pasmepbl CEpUin;

COOTBETCTBYHOLWMNE ¢M3M‘-IECKMG, XUMUYECKME U BMOSIOrMYECKME aHaNUTUYECKue METOAUKN UInN
CCbITIKUN Ha HUX;

KpUTEPUU NPUEMIEMOCTH;
onucaHue cMcTeMbl "KOHTENHep - yKynopka';
YyacToTa UccneaoBaHuUi;

OonucaHuWe YCAOBMM XpaHeHMA (CTaHAApPTHble YCAOBMA ANA  AO0ATOCPOYHbIX MCCAeA0BaHMUN,
YCTaHOB/IEHHblE B HacToAWMX TpeboBaHMAX M COrnacylowmecs ¢ MapKMpoBKOM dapmaLeBTUYECKOM
cybcTaHummn);

WHble cBeaeHus, cneumduyHble ana dapmaueBTUYecKon cybcTaHLmu.,

51. Xots 6bl ogHa nNPOMbIWAEHHAA cepua dapmaueBTUyYeckon cybctaHumMM B rog (3a
WCK/IIOYEHMEM C/lyYas, ec/iM 3a rof He Npou3BeSEeHO HW OLHOW cepuu) Ao/iKHa bbiTb fobaBneHa B
nporpammy HabsogeHWA 3a CTabUIBHOCTBIO M aHA/NM3UPOBATLCA EXKEerogHo ANA MNOATBEPHKAEHUSA
CTabuNbHOCTW. B onpeaeneHHbIX CUTyaumax B Mporpammy HabaloaeHUs 3a CTabubHOCTbIO MOTYT BbiTb
BK/IIOYEHbI JOMOMHUTE/IbHbIE cepumn. Hanpumep, Npoao/KeHMe UCCe0BaHUI CTabUAbHOCTU O/IKHO
NPOBOAMTLCA MOC/e /II06Or0 3HAYMMOTO M3MEHEHWUS UM 3HAYUTESIbHOTO OTKNOHEHUS B TEXHONOTMU
NPOM3BOACTBA WM B CUCTEME YMAKOBKM, YTO MOMKET OKas3aTb BAMSHME Ha CTabUAbHOCTb
dapmaueBTUYecKoi cybCcTaHUMM  (QONONHUTENbHO CAeAyeT Y4YuTbiBaTb MONOMKEHUA pasgena X
HacTosawwmx TpeboBaHUi).



52. Bce pesynbTaTbl WMCCAeA0BaHWMA, He COOTBETCTBYHOLWME CNeuuduKaLmu, M HETUNUYHbIe
TEHAEHUMWN [O0/IKHbI 6bITb M3yyeHbl. Kaxkgoe noaTBeprKAeHHOe 3HauyMmMoe M3MEeHeHMWe, pesy/bTaTbl
uccnefoBaHWiA, He COOTBETCTBYlOWME cneumduKaumm, M HETUNUYHble TEeHAEHUMW [O/KHbl 6biTb
HemMeaNeHHO [OBeAeHbl [0 CBeAeHWA MPOWM3BOAUTENA JNIeKAapCTBEHHOrO npenapata. Bo3moKHble
BO3AENCTBMA Ha Cepun Npw peanmsaLmmn AONKHbI PAaCCMaTPUBATLCA M 0B6CYKAATLCA C COOTBETCTBYHOLLMM
npousBoguTeNeMm U YNoJIHOMOYEHHbIM OpPraHoM pedepeHTHOro rocyZapcTBa, 3aperucTPUpPOBaBLLMM
NleKapcTBEHHbIV Npenapar.

53. TonyyeHHble [AaHHble U MNpeaBapuUTe/ibHble BbIBOAbLI MO Mporpamme  UCCAeA0BaHUM
CTabunbHOCTM HEOBXOAMMO NPOAHANN3UPOBATb, @ TaKKe B YCTAHOBIEHHOM MCC/eA0BaTe/IeM NopaaKe
LOKYMEHTUPOBATb M COXPAHUTD.

IV. UccnepaoBaHuMsa cTabUIbHOCTU HOBbIX
NeKapCTBEeHHbIX NpenapaTos

1. O6wan nHpopmauus

54, Pa3pa60T|<a nporpammbl nccneanoBaHumA CTabunbHOCTU NEeKapCTBEHHOrNo npenaparta A0J1XKHa
OCHOBbIBATbCA Ha 3HaHUW NoBeAEHUA, CBOWCTB M cTabunbHOCTH d)apMaLI,eBTMHECKOﬁ Cy6CTaHLI,MM, a
TaKXXe Ha onbiTe, I'IpVIO6p€TeHHOM Nno pe3yibTaTaM MCCHEAOBaHMVI pa3pa60TKM COCTaBOB MpenapaTtos,
MCNONb30BaHHbLIX B K/JIUHUYECKUX WUCCNeA0BaAHUAX. HEO6XO,£1,VIMO OnncaTb BepOATHblIE WU3IMEHEHUA
yC!'IOBMﬁ XpaHeHMA U nNpeacrtaBuTb OCHOBAHUA Bbl60pa noKasartenen, nognexawmnx nccnenoBaHuo B
xope (I)OpMaJ'IVBOBaHHbIX VICC!'Ie,CI,OBaHVIVI CTabunbHOCTU.

2. UccnepoBaHuA Ha $pOTOCTabUABHOCTD

55. WUccnepoBaHua Ha ¢oToCTabunbHOCTL cnedyeT NPOBOAUTbL He MeHee YeM Ha 1 nepBuYHOW
Cepun nekapcTBeHHoro npenapata. CTaHAapTHble YCAOBUA MCCNeAoBaHUA Ha (OTOCTabUAbHOCTb
onucaHbl B pasgene V HacToawwmx TpeboBaHUA.

3. Bbibop cepuii

56. JaHHble 0 CTabuabHOCTU A0MXKHbI OblTb NOAYYEHbI KaK MUHUMYM A8 3 MEepBUYHbIX Cepuit
NleKapCTBEHHOrO npenapaTta. [epBuYHbIE CEPUM AOMKHbI BbITb NPOM3BEAEHbI MO TOW e TEXHONOMU U
YyNaKoBaHbl B TOMN Ke cucteme "KOHTEMHep - YKYMNOpKa", 4To 1 cepun gns peanusaumun. NpounssoacTso
NEePBUYHbIX CEPUA AOMKHO WMMUTMPOBATb NPOU3BOACTBO MPOMBbILWIEHHbIX cepuii, obecneumBaTb
nosiydeHMe NPoAYKLMM TAKOTFO *Ke KayecTBa M COOTBETCTBOBATb TOM e crneuuduKaummn, 4To u cepum,
NocTynatoLimMe Ha PbIHOK. [lBe M3 Tpex cepuit A0MKHbI bbiTb 06bEMOM HE MeHee, YemM 06bEM OMbITHO-
NPOMbILWNEHHbIX CEPUN, 0OBEM TPETbEN MOMKET BObITb MEHbLUE, ECN NPOU3BOAUTENEM NPEACTaBAEHbI
COOTBETCTBYIOWME 0O6OCHOBaHWUA. ECAM BO3MOXKHO, CEpUM NIeKapCTBEHHOrO npenapata Heobxoanmo
NpPou3BOAMUTb C UCNO/Ib30BAHMEM PA3HbIX CEPUI hapMaLLeBTUHECKOM CyDCTaHLMM.

57. UccnepoBaHne CTabuAbHOCTM AO/MKHO ObiTb NPEACTABAEHO ANA KaXKAOW WHAMBMAYANbHOM
AO03MPOBKU, NEKapCTBEHHON GOPMbI, TUNA U BMECTMMOCTM YMNaKOBKM /IeKapcTBEHHOro npenapaTta, 3a
UCK/IIOYEHNEM CNyYaeB, Kor4a NpuMMeHseTca Bblbop KpaliHMX BApMAHTOB (BPEKETUHT) UM maTpuyHoe
naaHvpoBaHue. [JonycKkaercs npeacTaBasaTb MHble 060CHOBbIBalOLWME AaHHbIE,

4. Cuctema "KOHTeWHep - yKynopka"

58. UccnepoBaHmaA cTabUAbHOCTU A0MKHbBI NPOBOAUTLCA B OTHOLUEHUU SIEKapPCTBEHHbIX CPescTs,
YyNaKOBaHHbIX C MCNO/Nb30BaHMEM TOW e NepBUYHOM YNAaKOBKU (cUcTembl "KOHTelHep - yKynopka'),
KoTopaa b6yaeT NpUMeHATbCA B cepuax, NpeAHasHayeHHbIX Ana peanusaumu. MNpu BbINOJHEHUU
BTOPUYHOW (NOTPEebUTENbCKOM) YNaKOBKOW 3alLMUTHLIX GpYHKLUI nccaeaoBaHMe AO0NXKHO NPOBOAUTHLCA B
OTHOLUEHUM NEeKapPCTBEHHOrO CPeAcTBa, YNaKOBAaHHOrO BO BTOPUYHYIO (NOTPebUTeNbCKyio) YNaKoBKY.



NccnepoBaHus, NposeaeHHble B OTHOWEHWUM 1eKapCTBEHHOro npenapaTta 6e3 nepBUYHOM YNaKoBKK UK
B YMNakKoBKe W3 APYrMX BUAOB YNaKOBOYHbIX MaTepuanoB NO CPaBHEHWIO C NpeAHasHayeHHbIMU ANns
peanusaummn, MoOryT O6biTb 4acCTbi0 CTPECCOBbIX WCCNEA0BaHUN  MAM  PacCMaTPMBaTLCA  KakK
AO0NONHUTENbHAA NOATBEPKAaoLWan MHopMmaLma.

5. Cneundukaumna

59. NccnepoBaHue cTabubHOCTM BKIKOYAET B cebs uccnenoBaHue TakMX CBOMCTB NEKAPCTBEHHOIO
npenaparta, KoTopble NoABepXKeHbl U3MEHEHUAM B MPOLECcCce XpPaHeHMA U, BO3MOMKHO, NOBAMAIOT Ha
KayectBo, 6e3onacHOCTb M (Maun) 3adbdeKkTMBHOCTb. WMccnenoBaHMA AOMKHbI  OXBaTbiBaTb, €C/U
npumeHUMo, ©uU3MYECKMe, XMMUYECKME, OMONOrMYecKMe U  MUKPOBMOSIOrMYecKMe NoKasaTesnu,
cogeprkaHne KOHCepBaHTOB (Hanpumep, aHTUOKCUAAHTOB, MPOTUBOMUKPOOHbLIX KOHCEPBAHTOB) U
dYHKUMOHaNbHble UccneaoBaHma (Hanpumep, CUCTEMbI AOCTaBKMU A03bl).

Mpumepbl nNapameTpoB A/A WCCAeA0BaHUA CTabMAbHOCTM NIEKAPCTBEHHbIX MpenapaTos U
dapmaueBTMUHECKMX cybcTaHuMi npuBeaeHbl B npuaoxkeHun N 3 K Hactoawmum TpebosaHMaM.

60. HeobxoaMmo MCnNonb3oBaTb BaAUAMPOBaHHblE B COOTBETCTBUM C PYKOBOACTBOM MO
Ba/MAALUMM  aHANUTUUYECKMX METOAUK, YyTBep:KAaembiM Komuccuel, aHaNUTUYECKME METOAMKM,
CBMAETeNbCTBYOWME O CTabunabHocTU. HeobxoaMmocTb M 06bem UccnegoBaHWK, MoanesKallmx
NOBTOPEHMIO, 3aBUCUT OT pe3y/bTaToB BaAnAaLNN.

Kputepun nprvemneMocT Ha CPOK TrOAHOCTU cleAyeT yCTaHaBAMBATb C YYETOM AOCTYMHbIX
cBeAeHUn o cTabunbHoCcTU. Ha OCHOBaHMM OLEHKU CTabUNbHOCTM M U3MEHEHWI, BO3HUKAIOLWMX MpPU
XPaHEeHUM, AONYCKAETCA HaiMume 060CHOBAHHbBIX PACXOXKAEHUN MEXAY KPUTEPUAMMU NPUEMNEMOCTHU Ha
CPOK FOAHOCTM U Ha BbIMYCK.

61. Bce pacxoxKAeHuA Mmexay KpuUTepuamn NpUemIemMoCcTM Ha CPOK FOAHOCTM M Ha BbINyCK
NPOTUBOMUKPODBHbIX KOHCEPBAHTOB HEOBXOAMMO MOATBEPAUTL AOKa3aHHOM 3aBucumocTblo (validated
correlation) mexay cogepykaHuem 1 3pHEeKTUBHOCTbIO KOHCEPBAHTA, YCTAaHOB/IEHHbIMM NPU pa3paboTke
OKOHYaTe/IbHOro COCTaBa JIEKAPCTBEHHOTO MNpenapaTta (3a UCKAYeHNEM KOHUEHTPaUUM KOHCepBaHTa),
npegHasHayeHHOro Aaa NpoAdaku. HesaBUMCMMO OT HaAMuMA  PasHUUbl  MEXAy KpuTepuamu
NPMEMNEMOCTM Ha BbIMYCK M Ha CPOK FOAHOCTM NO COAEPKAHWMIO KOHCEPBAHTa B LENAX MPOBEPKM
npegsnaraemoro Cpoka rogHoOCTM Heobxogumo ucciefoBaTb 3GPEKTUBHOCTb MPOTUBOMMKPOBHOroO
KOHcepBaHTa (B AOMNO/MHEHME K €ero COAEp’KaHWI0) Ha OAHOM MepPBUYHON CEPUM NEKAPCTBEHHOMO
npenaparta.

6. YacTtoTa uccnepgosaHmii

62. YacTtoTa vccienoBaHMin NPU AOATOCPOUHbIX UCCAEA0BaHMUAX A0/KHA OblTb A4OCTaTOMHOM ANA
yCTaHoB/ieHNA npoduaa CTabuNbHOCTM fIeKapcTBEHHOro npenaparta. Yactota umccnenoBaHui
NleKapCcTBEHHbIX MpPenapaTtos, nNpeajaraemblii CPOK rOAHOCTM KOTOPbIX COCTaBAsfeT He MeHee 12
MEeCALEB, B YC/IOBUAX A0/ITOCPOYHOIO XpaHEHUA A0/IKHA, KaK NpPaBuio, COCTABAATb KaxKable 3 mecsua B
TeYeHWe MepBOro rofa, Kaxaple 6 MecAueB B TeYeHMe BTOPOro rofa, a 3aTeM eXKEerofHO B TeyeHue
BCEro NpeasiaraeMoro Cpoka rogHocCTu.

63. B ycnoBuax 6-MeCAYHOro YCKOPEHHOro MCCNefOBaHUS PEeKOMEHZYeTCA MCMoib30BaTb He
MeHee 3 BpeMEeHHbIX TOYEK, BK/IOYaA HauvyanbHyl M KoHedHyto (Hanpumep, 0, 3 n 6 mecaues). Ecan
Mcxoaa M3 onbiTa pPa3paboTKM OXMMAOAETCA, YTO pe3ynbTaTbhl YCKOPEHHbIX WCCAefoBaHWKA, MO Bcew
BEPOATHOCTM, ByayT TPaHWUMTb C KPUTEPUAMM 3HAYMMbIX U3MEHEHUI, TO HeobXxoAMMO MpPOBECTM
pacwupeHHble uccneaoBaHua nytem aobasneHus nNpob B KOHEYHOM BPeMeHHOM TouyKe nnbo nytem
BKOUYEHWA YETBEPTOM BPEMEHHOM TOUYKM B MPOTOKO UCCNEA0BaAHUA.

64. Ecnn Bcneacteme 3HAaYMMOro M3MEHEHUA Mo pe3ynbTataM YCKOPEHHDbIX VICC/'Ie,CI,OBaHMﬁ
CTabunbHOCTH HEO6XOAI/IMO nposectn wuccnegoBaHMA B MPOMEKYTOYHbIX YC/IOBUAX XPaHEHWUA,
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pekomeHayeTcA nposecTu 12-mecayHoe nccnegoBaHMe He MeHee Yem B 4 BpeMeHHbIX TOYKaxX, BK/IoYan
Haya/ibHYH W KOHeYHyto (Hanpumep, 0, 6, 9 n 12 mecsues).

65. Mpy 060CHOBAHMM [OMYCKAETCS MCMO/Ib30BaTb COKPALLEHHbIE MPOTOKO/bI (BbIGOP KpalHMX
BAPMAHTOB (BPEKeTUHT) M MaTpuMyHOoe TMJIAaHWPOBAHME), KOTOpble B OTHOLWIEHUW onpegeneHHbIX
KOoMbUHaLmit GaKTOpoB NpeayCcMaTpMBatoT MEHbLLYIO YacTOTy UCCeL0BaHUIA UK UX OTCYTCTBME.

7. YcnoBua xpaHeHus

66. JlekapcTBeHHbII npenapaT HeobXxoAMMO WUCCNeAoBaTb B YCAOBMAX (C  AONYCTUMbIMM
OTK/IOHEHUAAMM), MO3BONAOWMX M3YUNTb €ro TEePMUYECKY CcTabunbHOCTb U, ecnn Heobxoaumo,
YyBCTBUTE/IBHOCTb K AEWCTBUIO BNarn, cBeta WAM BO3MOMKHOCTb NOTepU pacTtBopuTens. BbibpaHHble
YCNOBUA UCCeA0BaHMN  AO0NXHbI COOTBETCTBOBATb YC/AOBUAM UM MPOAO/MKUTENIbHOCTU XpPaHeHus,
TPaAHCMNOPTMPOBKN U MOCAEAYIOWEro NPUMEHEHMA C YYETOM KAMMATUYECKUX YC/IOBMIA MECTHOCTU, ANA
NPOAa*KM Ha TEPPUTOPUM KOTOPOI NpeaHasHaYeH IeKapCTBEHHbIN Npenapar.

67. ECM eCcTb BEPOATHOCTb TOFO, YTO KOHTAKT CUCTEMbI "KOHTEMHEP - YKYMOPKa" C IeKapCTBEHHbIM
npenapatom noOB/AMAET Ha ero crabuabHOCTb (HanmpMMep, KOHTAKT NpobKM ¢ pacTBopom nNpu
TPAHCMOPTMPOBKE) UAM NPOU3OAAYT M3MEHEHUS B CUCTEMe "KOHTEMHep - yKynopka", Heobxoaumo
BK/IOYATb B NPOTOKO/1 MHPOPMaUmio 06 OpMeHTaL MK IeKapcTBEHHOro NpenapaTta Bo BPeMsa XpaHeHus
(To ecTb B MPAMOM AN NEPEBEPHYTOM MNOJIOKEHUN).

68. [onyCTUMbIMMU OTK/IOHEHUAMM MPU UCCAEAO0BAHUAX CUYMTAIOTCA Mpuemiemble KosiebaHua
Temnepatypbl U OTHOCUTE/IbHOW BJIAaXXHOCTUM 06OpPyAoBaHWSA ONs XPaHEHWs Mpu  NpoBeaeHUn
nccnefoBaHnit ctabunbHoctTn. Mcnonb3yemble Nprubopbl 40NKHbI KOHTPOAMPOBATL YC/IOBUA XPAaHEHUSA B
pamKax [AuManasoHOB, OMNUCaHHbIX B HacToAwMx TpeboBaHUAX. YcnoBus XpaHeHus (Hanpumep,
daKTMUecKan TemnepaTypa U BNaXKHOCTb, €CIN OCYLLECTBSETCA UX KOHTPO/b) AOKHbI OTC/IEXKMBATHCA U
perucTpupoBaTtbcs. KpaTKOBpEMEHHblE W3MEHEHUA YC/IOBMA XPaHEHUA U3-3a OTKPbIBAHMA ABepu
npubopa A1a XpaHEHUSA UM CKNAACKOTO MOMELEHMA CUMTAIOTCA HEN3bEeXKHbIMKU. B cyyae OTKIOHEHUS
OT YCNOBWIN XpaHEHMA M3-3a HEUCNPABHOCTM Npubopa NoCAeAcTBMA [O0MKHbI OblTb YCTAHOBAEHbLI U
3aHeceHbl B OTYyeT. llocneacTBMA OTKAOHEHWI, KOTOpble MPEBbLIWAT AOMYCTUMbIE OTKAOHEHUA B
TeueHue 6osiee Yem 24 4acos, JONKHbI ObITb MPOAHAIM3MPOBAHbI B OTYETE.

69. B uensax coctaBneHus WHPOPMaUMM O MNPUMEHEHMU, YCNAOBUAX XPaHEHUA U nepuoae
NPMMEHEHMA BOCCTAHOB/IEHHOIO MW Pa3BeAEHHOrO IEKaPCTBEHHOIO NpenapaTa HeobXoANMMO M3YyUUTb
ero CcTrabunbHOCTb MNOCAEe BOCCTAaHOBAEHWA MWAW pas3BedeHMA. TakuMe uMccneaoBaHUA Heobxoaumo
NPOBOAMTbL Ha NEPBUYHBIX CEPUAX BOCCTAHOBAEHHOTO WAW Pa3BeAeHHOro JIeKapCTBEHHOro npenaparta
Ha NPOTAXEHMU Npeanaraemoro nepuoga NPMMeHeHUs B pamkax GOpPMaM30BaHHbIX UCCNeA0BaHUI B
HaYaNbHOM M KOHEYHOW BPEMEHHbIX TOYKaX WM, eCM A0 Hayana perncrpaumu AaHHble O0/roCPOYHbIX
nccnenoBaHUn 0 NOJIHOM CPOKe FoA4HOCTM OTCYTCTBYIOT, Ha 12-mM mecAue WaM B noc/ieaHein BpeMeHHOM
TOYKe, ANA KoTopow 6yayT AOCTynHbl AaHHble. [OBTOpEHME TaKMX WCCAeAOBaHWA C CEPUAMMU, NO
KOTOpbIM B35Tbl 0643aTeNbCTBa, Kak NpaBuo, He TpebyeTca.

70. Ha MOMEHT noJayn pPerucTpaLMoHHOrO A0Cbe HeobXxoAMMO NpeAcTaBUTb pPes3ybTaThl
[OJITOCPOYHbIX UCCIEA0BaHUIN He MeHee 3 MepPBUYHbIX CEPUI ANUTENbHOCTbIO He MeHee 12 mecsues U
NPOAO/IKATb MX A0 MOJIHOTO OXBaTa MpeasiaraeMoro CpoKa rogHoctu. Mo 3anpocy ynoAHOMOYEHHOTO
opraHa rocygapctBa-y/jieHa HeobxoAMMO NpencTaBUTb AOMNOJIHUTE/bHbIE OaHHble, MOJlyYeHHble BO
BpPEMA Npoueaypbl pernctpauun. B uensx oueHKn BAMAHMA KPaTKOBPEMEHHbIX OTKJOHEHWI 3a npeaensi
3aAB/IEHHbIX YC/NOBMI  XpaHeHMsA (KOTOopble BO3MOMHbI MPM TPaAHCMNOPTUPOBKE) AomnycKaeTca
MCMO/b30BaTb AaHHble, NO/YYEHHble MO Pe3y/bTaTaM YCKOPEHHOro XpaHeHWUa W, eciv MPUMEHUMO,
XpPaHEeHWA B MPOMEKYTOUHbIX YCI0BUAX.

71. Huxe onwucaHbl ycnosuA VICC}'Ie,EI,OBaHMﬁ NeKapCTBEHHOro npenaparta npn A0AroCpoOYHbIX,
YCKOPEHHbIX M B COOTBETCTBYIOLWMX CAy4aAX MPOMEXYTOUYHbIX MUCCNenoBaHuAX. B OTHoweHun
NNEKAPCTBEHHOIoO npenapara NpPpMMEHAKOTCA o6u.w1e npasuvna, ecinm onucbiBaemble B nocseayrouwmnx



noapasgenax TpeboBaHMs ero He 3aTparusatoT. pu 06OCHOBaHMM [OMYCKAETCA MCMO/b30BaTb
anbTepHaTMBHbIE YC/I0BUA XPaHEHUA (HanpumMep, OTIYaloLWMecs OT YC/I0BUIA, YKasaHHbIX B Tabsmue 4).

72. Ycnosus uccnegosaHuit "O6wme npasmnaa” npuseaeHsl B Tabanye 4.

Tabnuua 4
Ycnosua uccnepgosanuii "O6wme npasuna”
UccnepgosaHue Ycnosua nccneaosaHus (tfemnepatypa u MuHMMaNbHan
OTHOCUTENbHAA BNAXKHOCTb) NPOAOMKUTENbHOCTb

nccnenoBaHna cTabuUabHOCTU Ha
MOMEHT NoAauymn 3aABNeHUA O
pernctpauuu (mec.)

HonrocpoyHoe <*> 25 * 2°Cu60 * 5%, uan30 £ 2°Cun 65 12
* 5%, um30 £ 2°Cn75 & 5% <**>

MpomeKyTouYHoe 30X 2°Cu65 £ 5% 6
<***>
YCKOpeHHoe <****> 40 £ 2°Cun75 = 5% 6

<*> YcioBuA, NpyU KOTOpbIX ByayT NMPOBOAMTLCA AOJTOCPOYHbIE UCCNEAO0BaHWUA, OnpeaensaoTca
KAMMaTMYEeCKO 30HOW, ANA KOTOPOW npeAHasHayeH /NeKapCTBEHHbIM npenapaTt, U BblbupatoTca
3aaBuTenem. MccnenosaHma B HEBNAroNpUATHbLIX YCNOBUAX MOFYT BbiTb anbTepHATUBHbIMM YCIOBUAM

nccnefoBaHUit npu Temnepatype 25 1 2 °C n oTHocuTenbHOI BRaxkHocTv 60 £ 5% namn TemnepaTtype
30 £ 2 °C 1 oTHOCUTENILHOM BAAKHOCTM 65 T 5%.

<**> MpenBapuTesbHbI CPOK FOAHOCTU He LO/KEH NpeBbilwaTh 6onee yem B 2 pasa nepuog, 40
nposeseHnUsa JONTOCPOYHbIX UCCNeL0BAHMI 1eKapCTBEHHOrO Npenapara.

<***> ECAM [JONTOCPOYHbIE WMCCNEOBaHMA NPOBOAATCA Npu Temnepatype 30 £ 2 °C wu
OTHOCUTENbHOM BAAXKHOCTY 65 T 5% namn npu Temnepatype 30 % 2 °C 1 oTHOCHTeNbHOI BRakHOCTM 75
T 5%, To NPpOMeXyTOUHbIE UCCNIeA0BaHUA HE MPOBOAATCH.

<*¥*EXS BhinosiHAETCA Npu 0bpallleHUN NeKapCcTBEHHbIX CPEACTB B CTPaHaX KAMmaTuyeckux 3oH il
n IV, onpeaeneHHbix B npunoxkeHmn N 1 K HacToawmm TpeboBaHusam.

73. Ecnn ponrocpoyHble umccnefoBaHUMA MNPOBOJATCA NpuM  Temnepartype 25 T 2 °Cwn
OTHOCUTENbHOM BAaxKHOCTM 60 £ 5% 1 B TeueHMe 6-MECAYHOTO UCCAE0BAHMA B YCA0BUAX YCKOPEHHOTO
XpaHeHUs obHapyKMBaeTCA 3HAaYMMOEe U3MEHEHME IEKAPCTBEHHOIO NpenapaTa, HeobxoAMMO NPOBECTU
LOMONHUTEIbHOE UCCNeAOBaHME B MPOMEXKYTOUHbIX YC/OBUAX XPAHEHMA U CPaBHUTb MOJIyYEHHbIE
pesynbTaTbl C KPUTEPUAMM 3HAUMMbIX M3MeHeHui. [pu nogaye 3anAB/fEHMA B COOTBETCTBUM C
MpaBunamm perncTpaumm M 3KCNEePTU3bl PErMCTPALMOHHOE A0Cbe AO0MKHO COAEepXaTb AAHHble O He
MeHee Yem 6-MeCcAYHOM CPOKe XpPaHeHUA n3 12-mecAYHOro UCCNeA0BaHMA B MPOMEXKYTOUHbIX YCN0BUAX
XpaHeHus.

74. icchepoBaHuA NNEKAPCTBEHHbIX MPENAPATOB, YNaKOBAHHbIX B repmeTnuyHbIe KOHTeﬁHepbl.

YyBCTBMTE/IBHOCTb K BAare WUinm BO3MOXHOCTb NOTEPU PaCTBOPUTENA He ABAAKOTCA KPUTUYHbIMU
AnAa NeKapCTBeHHOro npenapata, YNaKOBaAaHHONoO B TrepMETUYHYKO Tapy, KOTOpaA obecneuunBaet
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NOCTOAHHYIO nperpagy AnAa npoxoxaeHua Bnarn uam pacrtBopuTenaA. Takum o6pa30N\, ncecnenoBaHuUA
CTabunbHOCTH NEKAPCTBEHHbLIX NPenapaTtoB, YMNAKOBAHHbLIX B HEMNPOHUUAEMble KOHTEﬁHepr, MOoryT
nposoauUTbCA Npu NobbIx KOHTPOINpyeEMbIX YCNOBUAX NN B YCNTOBUAX BJIaXXKHOCTU OI-(pY)KaIOLLI,Eﬁ cpegbl.

75. NicchepoBaHua NNEKAPCTBEHHbIX MPENApPAaTOB, YNAaKOBAHHbIX B NONYyNPOHNLUaeEMbIE KOHTEﬁHepr.

B nonynpoHuLaembix KOHTEMHEpax MeXaHU3M MepeHoca pPacTBOpUTens CocTouT B abcopbuum
NOBEPXHOCTbIO KOHTeMHepa, Anddy3nm Npu NPOXoXKAeHUN CKBO3b MaTepuan KoHTelHepa 1 gecopbunm
pacTBopuTeENs C ApYyroln noBepxHOCTU. [lepeHoc pacTBOpUTENA MNPOUCXOAUT MO  FPagueHTy
napuManbHoro pAasneHua. lpumepamm MNONYNPOHULAEMbIX KOHTEMHEPOB SBAAIOTCA MNAACTUKOBbIE
MELWKN U MATKUE MELLKU U3 NOJIMITUIEHA HWU3KOM MAOTHOCTU ANA MapeHTepasibHbIX JIEKaPCTBEHHbIX
npenapaTtoB 60/1bWOro 06beMa, a TakKe amnybl U GIAKOHbI U3 NOJINITUEHA HU3KOM NNOTHOCTH.

[Ona nekapcTBeHHbIX MNpenapaTtoB Ha BOAHOM OCHOBE, YMNaKOBaHHbIX B MOAYNPOHULAEMble
KOHTelHepbl, AO0/KHA OLEeHMBaTbCA BO3MOXHOCTb MOTEepM B Macce [AOMONHUTENbHO K OLEHKe
dusnyeckoit, XMMNYECKon, 6MONIOrMYECKON N MUKPOBMOIOTMYECKOWN CTaBUNIBHOCTU. ITa OLLEHKa AONKHA
NPoBOAMUTLCA B YCAOBUAX HU3KON OTHOCUMTENbHOM BAAXKHOCTU, Kak onucaHo B Tabauue 5. Heobxoanumo
noATBEpPAMUTb, UTO NEeKapCTBEHHble npenapaTthl Ha BOAHOM OCHOBE, YNaKoBaHHbIe B NOMYNPOHULAEMble
KOHTeMHepbl, NpU XpaHeHUM CNOCOBHbI BblAepsKUBaTb YCNOBUA C HU3KOWM OTHOCUTENIbHOM BNAXKHOCTbIO.

[na 6e3BoAHbIX NEKapCTBEHHbIX MPEenapaTtoB, B KOTOPbIX WCMOJb3YHOTCA PacTBOPUTENN,
JonycKaeTca pa3paboTtaTb M NPeACTaBMTb K PaCCMOTPEHMUIO UHbIE CONOCTaBMMbIE MOAXOAbI.

JlekapcTBeHHble Mpenapatbl, KOTOPble COOTBETCTBYIOT crneunduKkauum nocne nposeaeHUs
[AO/ITOCPOYHbIX U YCKOPEHHbIX MCCNeA0BaHUN B YCNOBUAX, ONUCAHHbIX B Tabauue 5, 4EMOHCTPUpYIOT
LLe/IOCTHOCTb MOAYNPOHMLAEMOMN YNaKOBKMN.

Tabnuua 5
Ycnosusa uccnegoBaHuUii IeKapcTBEHHbIX NPenapaTos, YNaKOBaHHbIX
B NONyNpOHULIaeMble KOHTEUHEPDI
UccnepoBaHue Ycnosusa uccnenosaHus (Temnepatypa u MwuHUManbHas
OTHOCWTE/IbHAs BNIAXKHOCTb) NPOAOIKNTENbHOCTb

nccnefoBaHuaA CTabuabHOCTU Ha
MOMEHT NoAaym 3adBAEHUA O
pernctpauuu (mec.)

HAonrocpouroe <*> 25 * 2°Cn40 £ 5% 30 £ 2°Cun3s 12
T 5%
MpomexyToyHoe 30X 2°Cu3s £ 5% 6
<K*S
YcKkopeHHoe 40 £ 2 °Cu He 6onee 25% 6

<*> Ycnosua, npn KOTOPbIX 6yp,yT nposognTbCA AONTOCPOYHbIE UCCNeaoBaHUA, onpeaenAarTcA
KAMMATUYECKOM 30HOI‘;1, AanAa KOTOpOl‘;I npeagHasHa4deH ﬂeKapCTBEHHbIﬁ npenapart, u“ Bbl6|/|pa}OTC‘r'I

3anaBuTenem. Mccnegosanua npu temnepatype 30 £ 2 °C u oTHocuTtenbHoM BnaxHoctn 35 £ 5% moryt
6bITb aNbTEPHATUBHBIMW UCCIEA0BAHUAM NPU TemnepaType 25 1 2 °C 1 oTHOCUTeNbHOW BNaKHOCTM 40
T 5%.



<**> ECAW JONTOCPOYHbIE WCCNeLOBaHUA NPOBOAATCA npu Temnepatype 30 £ 2 °C wu
OTHOCUTENbHOM BNaXHOCTW 35 T 5%, TO NPOMEKyTOUHbIe UCCNeA0BaHNA HE NPOBOAATCA.

76. Ecnm B xoae 6-MecA4YHOro UccneaoBaHUA B YC/IOBUSIX YCKOPEHHOIO XpaHeEHUA 06HapyKnBaeTcs
3HauUMMOe M3MEHEeHWe, He sBAAloWEeecs NoTepen B macce, TO B LeNAx uccnenoBaHua BauvaHua 30-
rpafycHol TemnepaTtypbl B 4OMOJIHEHME K AO/TOCPOYHbIM UCC/IeL0BaHUAM NpKu TemnepaTtype 25 +2°C
W OTHOCUTENbHOW BAaxHocT 40 = 5% HeobxoAMMO NpPOBECTM AOMNOJIHUTENbHOE MCC/efoBaHUE B
NPOMEXKYTOUYHbIX YCAOBUAX MO OMMCaHHOMY B OOLWMX MpaBuaax anroputmy. 3HauyMmoe M3MeHeHue,
BblpaXkalolleeca UCKAIOYUTENbHO B MOTEPE B Macce B YCNO0BUAX YCKOPEHHOro XpaHeHus, He Tpebyet
npoBeAeHNs UCCeA0BaHUSA B NMPOMEXKYTOUYHbIX yCnoBUAX. Tem He meHee HeobxoaMmMo npeacTtaBuTb
JaHHble, NoaTeep KAatoLWMe, YTO HA NPOTAXKEHUM NPeaIOXKEHHOro CPOKA rogHOCTM Npu TemnepaType 25
°C n 6a30BON OTHOCUTENbHOW BnarKHocTU 40% NeKapCTBEHHbIM npenapaT He noABeprHeTcs
3HauYMTeNIbHOM NoTepe B macce.

77. MNpwn XpaHEHUU NeKAPCTBEHHOIO NpenapaTa, YNakoBaHHOMO B MOAYNPOHULAEMbIN KOHTEUHED,
B YCNOBMAX, 3KBMBAJIEHTHbIX 3-MeCcAYHOMY XpaHeHuto npu Temnepatype 40 °C u OTHOCUTENIbHOM
BNAXKHOCTU He bonee 25%, 5-NpoLEeHTHAs NoTepsa B MAcCe NPU3HAETCA 3HAYMMbIM U3MeHeHMeM. BmecTe
C TeM MNpWU [JOMKHOM OBOCHOBAHWWM ANs HebO/bLIMX KOHTeliHepoB (1 Mn M meHee) M OAHOLO3HbIX
NIeKapCTBEHHbIX NpenapaToB JAonyckaeTcA 6onee yem 5-npoueHTHasa noTepA B Macce nocne 3-
MeCAYHOro XpaHeHma npu Temnepatype 40 °C M OTHOCUTENIbHOM BAXKHOCTM He Bonee 25%.

78. AnbTepHaTMBHbIA NOAXOA K WccnenoBaHWio npu 6a3soBOM OTHOCUTENIbHOM BAAMKHOCTU
cornacHo Tabavue 5 (gonrocpoyHble UKW YCKOPEHHble UCCNef0BaHUA) 3aKatovaeTca B NpoBeAeHMU
nccneaoBaHUin CTabUAbHOCTM B YC/I0BMAX 60ee BbICOKOM OTHOCUTE/IbHOM BJIAXKHOCTU U BbIYUCAEHUU
notepu B macce npu 6a3oBOi OTHOCUTENIbHOW BAAXKHOCTU MyTem nepepacyeTa. ITO OCyLecTBASEeTCA
nyTeM 3KCNePUMEHTA/IbHOIo onpeaeneHna KoappuumeHTa NPOHULLAEMOCTU 414 CUCTEMBI "KOHTEHep -
YKynopKka" WM, Kak NOKasaHo B NpumMepe HUKe, NyTem pacyeTa KoadpduumeHTa CKOPOCTU NOTepu B
Macce Mexay ABYMA YCNOBUAMM BNAXKHOCTM MPU OOHOM WM TOW e Temnepatype. KoadoduumeHT
NPOHULLAEMOCTM CUCTEMbI "KOHTEHEP - YKYNOpPKa" MOMXKHO ONpeaenunTb 3KCNepumMeHTaibHO, UCNO/b3yA
NecCUMUCTUYECKUIA CcueHapuit (Hanpumep, Hanbosbllee pasBefeHME M3 CEePUN KOHUEHTpaumit) ans
npeanaraemoro 1eKapCcTBEHHOro npenapaTa.

Mprmep onpeaeneHuns noTepu B Macce.

Hagneskawmii cnocob onpepeneHns CKOPOCTM NOTEPU B MacCe JIeKapCTBEHHOro npenaparta c
onpeaeneHHbIMU CUCTEMON "KOHTEMHep - YKYnopKa" BMECTMMOCTbIO KOHTEMHEpa W HOMWHA/NbHbIM
obbemom npu 6a30BOIN OTHOCUTE/NIbHOM BAAXKHOCTWU 3aK/IOYAETCA B YMHOMEHMU CKOPOCTM NoTepu B
Macce, YCTaHOBAEHHOW NpU anbTePHATUBHOM OTHOCUTENIbHOM BAAXHOCTU NpK TOW Ke Temnepartype, Ha
K03dPULMEHTbI CKOPOCTU NOTEPU B Macce, NpuBeseHHble B Tabanue 6. Heobxoanmo nogTsepamTs, YTO
CKOPOCTb MOTEPM B Macce NpW anbTepHaTUBHON OTHOCMTE/NIbHOM BAXKHOCTM B TeyeHMe nepuoaa
XpaHeHUA INHENHa.

Tabnuua 6
OnpegeneHue KoadpdumeHTa CKOPOCTH NOTEPU B Macce
ANnbTepHaTUBHas basoBan oTHocuTeNbHasn KoadpdpunumneHT ckopocTu notepu B
OTHOCMUTE/IbHaA BaXKHOCTb BNAXHOCTb macce npuv 3alaHHON TemnepaType
60% 25% 1,9
60% 40% 1,5

65% 35% 1,9



75% 25% 3,0

Hanpumep, npu 3apgaHHon TemnepaType B 40 °C pacyeTHada CKOpPOCTb MOTEpU B macce npu
XPaHEHUM B YCNOBUAX OTHOCUTE/NIbHOM BAAXHOCTM He bonee 25% ecTb CKOPOCTb MOTEPU B Macce,
COOTBETCTBYIOWLAA OTHOCUTENIbHOM BAaXHOCTU 75%, ymHOXeHHas Ha 3,0 - COOTBEeTCTBYHOLWMMI
KO3pdMUMEHT CKOPOCTU NOTEPU B Macce.

TaKKe [OMNYyCKaeTCA MCMoJ/ib30BaTb WMCTUHHbIE KO3OPULMEHTbI CKOPOCTM MOTEpU B Macce B
YCNOBUAX OTHOCUTENIbHOM B/IAXKHOCTU, OT/IMYHbIX OT YKa3aHHbIX B Tabauue 6.

79. NicchepoBaHua NNEKAPCTBEHHbIX MPenapaToB, noanexawmnx XxpaHeHNo B XON04U/TbHUKE.

YcnoBusa MccnefoBaHUIA NeKapcTBEHHbIX NPenapaTtos, NoA/ieallnX XPaHeHUIo B X00AUbHUKE,
npueeaeHbl B Tabanue 7.

Tabnnua 7
Ycnosua uccnefosaHUi 1IeKapPCTBEHHbIX NPENapaTos, NoANEeKalmXx
XPaHEHUIO B X0N0AUNbHUKE
UccneposaHue Ycnosua nccneaoBaHus (Tfemnepatypa u MuHUManbHas
OTHOCWTE/IbHAA BNIAYKHOCTb) NPOAO/IKUTE/IbHOCTb

nccaefoBaHuA CTabuabHOCTU Ha
MOMEHT NoAauym 3afBNEHUA O
perucTpauunm (mec.)

HdonrocpoyHoe 5t 3°C 12
YcKkopeHHoe <*> 25 + 2°Cpu 60 £ 5%, mam 30 £ 2°Cu 65 6
t 5% <**> uan30 £ 2°Cu75 £ 5%
<KES

<*> BblbOp YCI0BUI O/1A YCKOPEHHbIX UCCeA0BaHMIM OCHOBAH Ha OLLEHKe PUCKOB. MccnenoBaHusa
NPY HeBNAronpPUATHBIX YCAOBUAX MOTYT 6bITb aNbTePHATMBOIM UCCAeA0BaHMIO Npy TemnepaTtype 25 L 2
°C 1 OTHOCUTENIbHOM BNAXHOCTM 60 £ 5% mau Temnepatype 30 1 2 °C v oTHOCWTENbHOI BNAXKHOCTU 65
* 5%.

<**> BbINOMHAETCA NpU 0OPALLEHUMN NIeKAPCTBEHHbIX cpeacTs B cTpaHax Il u IV Knumatuueckmx
30H, onpegeneHHbIx B npunoxeHun N 1 K HacToAalwmm TpeboBaHUAM.

Ecan HEKapCTBEHHbIVI npenapart ynakoBaH B FIOJ'IVI'IpOHMLI,BEMbIﬁ KOHTef/‘IHep, TO B UeNnAx OUueHKHn
cTeneHn noTepun B macce HeO6XOAVIMO npeacTtaBnTb COOTBETCTBYHOLWME AaHHbIE.

[aHHble, nonyyeHHble NO pe3ynbTaTaM XpPaHEHUA B XONOAU/bHUKE, HeO6XOAMMO oLeHunBaTb B
COOTBETCTBMU C NOApPa3ae/IOM 9 HacToALWero pa3saena.

80. Ecnn B nepmog, ¢ 3-ro no 6- mecsaL, B YCNOBUSAX YCKOPEHHOrO XpaHeHUs obHapy:KuBaeTcs
3HAYMMOE M3MeHeHWe, TO npeasiaraemMblil CPOK TOAHOCTU [AOJ/IKEH OCHOBbLIBAaTbCA HA AaHHbIX B
peanbHOM BPEMEHW, MOJTyYEHHbIX MO pe3y/bTaTaM eCTeCTBEHHOIO XpaHeHus.

Ecan B TeyeHue nepsBbIX 3 mecaues B YCNoBUAX YCKOPEHHOIo XpaHeHUA O6Hapy)‘KVIBBETCFI



3HaYMMOoe M3MeHeHWe, TO He0HX0AMMO NPOaAHAIN3MPOBATL BIMAHME KPAaTKOBPEMEHHbIX OTK/IOHEHWI 33
npegenbl 3aaBNEHHbIX YCAOBWIM XpaHeHusa (Hanpumep, NPy TPAHCMOPTUMPOBKE WAWM  pasrpyske).
YKasaHHbIM aHanu3 (eciM NPUMEHMMO) MOMXKHO YCWAUTb AAHHLIMM MOC/NEAYIOWEro McciegoBaHus
O4HOW Cepuu NIEeKapCTBEHHOro npenaparta B TedyeHMe meHee 3 mecaueB, HO ¢ 6osiee BbICOKOM, Yem
06bIYHO, YaCTOTOW McCneaoBaHU. Mpu 3TOM, eciM 3HAYMMOE M3MEHEHME NPOUCXOOMUT B TeyYeHue
nepebix 3 MecALeB, NPOAO/IKEHME WCCNef0BAaHMA JIEKAPCTBEHHOro npenapata B 6-mecAyHoM
nccnenoBaHUM He TpebyeTcs.

81. WccnepoBaHWA NeKapCTBEHHbIX MpenapaToB, NOAJENKalMX XPaHEHUID B MOPO3U/IbHOWN
Kamepe.

Ycnosusa mccnenoBaHUin NEKAPCTBEHHbIX MPENApaToB, NOA/EXKAWMX XPAHEHUIO B MOPO3UIbHOM
Kamepe, npmBeaeHbl B Tabauue 8.

Tabnuua 8
YcnoBua uccnepoBaHMii NeKapcTBEHHbIX NPenapaTos, NoAAeKaLuX
XpaHeHUI0 B MOPO3U/IbHOM Kamepe
UccneposaHue Ycnosua nccnenoBaHus (Temneparypa) MuHUManbHas
NPOAOKNUTENBHOCTb

nccnefoBaHua cTabuabHOCTU Ha
MOMEHT NoAaym 3adBAEHUA O
pernctpauuu (mec.)

JonrocpoyHoe MUHyc 20 T 5°C 12

CpOK rofHOCTM /IEKAapPCTBEHHbIX MPENapaToB, NOAENKALLMX XPAHEHWUIO B MOPO3UIbHON Kamepe,
YCTaHAB/IMBAETCA HA OCHOBAHWM AHHbLIX B peasibHOM BPEMEHU, NOSTYHEHHbIX MO pe3y/ibTaTaM XpaHeHUA
B [OO/INOCPOYHbIX YCNOBMUAX. B OTCYyTCTBME pe3ynbTaTOB WUCCNeA0BaHMA B YC/J0BMAX YCKOPEHHOTrO
XPaHEHUs1 NeKapCTBEHHbIX MPenapaToB, NOAJEeXKalWuX XPaHEHUIO B MOPO3UAbHOM Kamepe, B Lenax
nccnenoBaHMA BANAHUA KPAaTKOBPEMEHHbIX OTK/IOHEHM 33 Npeaenbl NpeasiaraembliX YCIOBUA XpaHEHUS
cnefyeT U3yuuTb OA4HY CEPUIO MPY MOBbILEHHOW TemnepaTtype (Hanpumep, npu 5 * 3°Cum2s = 2
°C) B Te4eHMe HeobXxoAMMOMN NPOAONKUTENBHOCTN BPEMEHMU.

82. MccnepoBaHue IEKAPCTBEHHbIX MPenapaTos, NOA/IEKALLMX XPAHEHMIO NPU TEMNEPATYPE HUKeE
muHyc 20 °C.

JlekapcTBeHHble NpenapaTtbl, NogJexKawme XpaHeHUIo Npu TemnepaTtype Huxke MuHyc 20 °C,
HeobXxoAMMO paccmaTpMBaTh B UHAMBUAYAbHOM MOpPALKE.

8. 0653aTenbCTBO NO NPOAOIKEHUIO UCCNeA0BaHUNA CTabUAbHOCTH

83. Ecim B perncrpaymoHHOM AocCbe npeacraB/sieHbl aHHblE AO0/1IOCPOYHOIo mccneaosaHuUA
cTabunbHoctn 3 NPOMbILWZTIEHHbIX cepmﬁ, OXBaTbiBawoLwme HpeAﬂaFBEMblﬁ CPOK TrogHoCtu, TO
06A3aTenbCTBO MO npoAOo/IXKEHUIO I/ICCI'IE,EI,OBaHI/Iljl CTabUNbHOCTU He Tpe6YETCFl.

84. Echv nmetowmeca gaHHble AO/TOCPOYHOro nccnegoBaHumA CTabunbHOCTU NnepBUYHbIX CEpI/II?I HeE
OXBaTbIBAKOT BECb Hpe,ﬂ,ﬂaFBEMblﬁ CPOK rogHocTtu, O,D,OGPEHHbIl‘/JI no pe3ynbraTtam perncrpauunun, C uenbko
OAHO3HA4YHOro onpegeneHnAa Takoro Cpoka roagHocTu HEO6XOLI,VIMO npeacrtaBunTb rapaHTMﬁHoe nMcbmo,
coaeprKallee 0bA3aTenbCcTBO Mo npoAaoIXKeHUo VICC}'Iep,OBaHMVI CcTabunbHOCTM nocne nonyyeHuA
PErncTpauMoHHOro yaocrosepeHma.

B cooTBeTCTBMM C YKa3aHHbIM FapaHTMﬁHbIM NMNCbMOM 3aABUTENb 06H3VETCH npeacTtaBuThb:



ecam B perncTtpalMoHHoOm A0Cbe OTCYTCTBYHOT [AdHHble O CTabuUnbHOCTM He MeHee 3
NPOMbIWNEHHbIX cepmﬁ, - I'apaHTMﬁHOG nMCbMo, coaepiallee 0ba3aTenbCcTBO Mo npo4oIXKEHUIO
AONTOCPOYHbIX MCCﬂe,ﬂ,OBaHMVI B TeyeHue BCero npegnaraemoro Cpoka rogHocCtn wu 6-MmecAYHbIX
MCCﬂe,D,OBaHMﬁ YCKOPEHHOTO XpaHeEHUA;

€Cc/ B PerncTpaumMoHHOM A0Cbe COAEPKaTCA AaHHble O CTabUAbHOCTM MeHee 3 NPOMbILLNEHHbIX
cepuii, B Luenax AoseaeHus obLero Ymcna cepmin 4o He meHee 3 - rapaHTUItHOE NUCbMO, coAepsKallee
0653aTeNbCTBO MO MPOAOC/IKEHUIO [AO0NTOCPOYHbIX MCCIeA0BaHMIA B TeyeHMe BCEero npesasaraemoro
CPOKa rOAHOCTM U 6-MECAYHbIX WMCCNEeAO0BaHUN YCKOPEHHOTO XpaHeHMA, a TaKXe Mo BK/YEHUIO
[JOMOJIHATENbHBIX MPOMbILLIEHHbIX CEPUn B AOATOCPOYHbIE UCCAEA0BaHMA CTabUIbHOCTU B TeyeHue
npeanaraemoro CPoka rogHoCT! U 6-mecaYHbIe UCCNea0BaHMA YCKOPEHHOTO XpaHeHUs;

€C/iI1 B PEermcTpaLumMoHHOM [I0Cbe OTCYTCTBYIOT AaHHbIe O CTabMAbHOCTM MPOMbILLIIEHHbIX CEPUNA, -
rapaHTUMHOE MUCbMO, coaepKalliee 0683aTeNbCTBO MO BKAKOYEHWUIO NEPBbLIX 3 MPOMBbILLIEHHbIX CEPUn B
[0/ITOCPOYHbIE MCCeA0BaHUA CTabUIbHOCTU B TEYEHME NPeanaraemoro Cpoka rogHocTu U 6-mecadHble
nccnenoBaHNA YCKOPEHHOTo XpaHeHus.

MPOTOKON [AONTOCPOYHOrO MCCNeAOBaHWMA CTabWUAbHOCTM MpU  B3ATMM 06A3aTeNbCTB MO
NPOAO/IKEHNIO UCCNe0BaHMI CTaBUABHOCTU A0MKEH ObITb TAKMM Ke, KaK U NPOTOKOAN ANA NEPBUYHbIX
Cepuit, ecnn Hay4yHo He 060CHOBaH Apyroi noaxoa,

Eciv HeobXoAMMOCTb MPOBEAEHUA MPOMENYTOYHOrO WCCAeA0BaHMA Bbi3BaHa 3HAYMMbIM
M3MEHEHMEM B YC/OBMAX YCKOPEHHOrO XpaHeHWsA MNepBMYHbIX CEpPUi, TO UCCNefOBaHWe cepuii B
COOTBETCTBUMN C MPUHATbIMM 0653aTeNIbCTBAMM AOMYCKAETCA NPOBOANUTL B YCNOBMAX MPOMEKYTOUYHOrO
NN YCKOPEHHOTO XpaHeHusA. OAHAKO ecan B Cepusax, B OTHOLIEHUM KOTOPbIX B3ATbl 06sA3aTesnbCcTBa, B
YCNOBUAX YCKOPEHHOro XpaHeHuA O6HapYy)KMBAETCA 3HauyMMOe M3MeHeHMe, HeobXOoAMMO TaKKe
NPOBECTN UCCNEA0BaAHUE B YCIOBUAX NPOMENKYTOUHOTO XPaHEHUS.

9. OueHKa AaHHbIX

85. [na npeactaBneHMA U OUEHKU MHOOPMALMM O CTabUNbHOCTM A0/KeH 6biTb MCMOAb30BaH
CMCTEMATMYECKUI MOAX0A, OXBAaTblBAIOWMIA pPe3ynbTaTbl UCCNEAOBAHUA (USUYECKUX, XUMUYECKUX,
6MONOTMYECKMX M MUKPOBMONOrMYECKMX CBOWMCTB, BK/OYan crneuudpuyeckme XapaKTepuUCTUKU Aaas
onpeaeneHHbIX 1eKapCcTBeHHbIX GOpPM (Hanpumep, CKOPOCTb PAacTBOPEHUA ANA TBEPAbIX IEKAPCTBEHHbIX

dopm).

86. Pe3ynbTaTbl MccnenoBaHUA CTabUAbHOCTM NO3BOAAIOT YCTAaHOBWUTb, OCHOBbLIBAACH Ha aHanM3e
He MeHee 3 cepuil NEeKapCTBEHHOro NpenapaTta, CPOK FOAHOCTU UM PEKOMEHAAUMU MO XPaHEeHMIo,
KOTOpble BbyayT yKasaHbl B MHOPMALMM O IEKaPCTBEHHOM npenapaTe U NPUMEHMMbI A5 BCeX 6y ayLmnx
cepwii IeKapCcTBEHHOrO NpenapaTa, NPoM3BOANMbIX NPU OAMHAKOBbIX YCIOBUAX.

CreneHb BapnabenbHOCTU OTAE/bHbIX Cepuit Ao/mKkHa obecrnevmBaTb YBEPEHHOCTb B TOM, YTO
6yaylime npombiliNeHHble cepum ByayT COOTBETCTBOBAThL CneumMduKaLumMm Ha NPOTAXKEHMM BCEro CPOKa
ro4HOCTH.

EcnvM AaHHble YKasblBalOT Ha He3HauMTeNbHylo Aerpajaumio M Hebonblylo BapuabenbHoOCTb,
NoATBEPXKAaloLWYIo, YTo byaylme NPOMbIWAEHHblE cepun ByayT COOTBETCTBOBaTb cneundukaumm Ha
NPOTAMEHUU BCEro CPOKAa FOAHOCTM M MPeasioXNeHHbId CPOK roAHOCTM 6yaeT MnoATBepKAeH, HeT
HeobXoAMMOCTUN B NPOBEAEHUN CTaTUCTMYECKOW 06paboTKM AaHHbIX. JOCTaTO4HO NPeAcTaBUTb NOHOE
060CHOBaHMeE OTCYTCTBMA TaKol 06paboTKu.

87. MNpepBapuTesbHbIN CPOK rOAHOCTU 24 mecsaua MOXKET ObiTb YCTaHOBNEH, ecan cobtoaeHbl
ciegyroLme ycioBus:

a) M3BECTHO, 4TO d)apMaLI,EBTVI‘-IECKaFI Cy6CTaHLI,MF|, n3 KOTOpOﬁ MU3roTos/1eH ﬂeKapCTBeHHblﬁ



npenapar, cTabunbHa;

6) nposeaeHbl ccnegoBaHuA CTabunbHOCTM B YCNoBUAX, ONNCAaHHbIX B MYHKTax 66 - 84 HacToALMX
TpEGOBaHMVI, 1 3a Bpema MCCﬂeAOBaHMVI HE NPOM30LWN0 HAKAKUX 3HAYNMDbIX M3MEHEHMVI;

B) MMeITCA [ONOJIHUTE/bHbIE JaHHble, NOATBEpPXAalowme CTabuNbHOCTb JIeKapCTBEHHOro
npenapaTta TaKoro e cocTtaBa, KOTOpbIA MMeeT CPOK rofHOCTM 24 mecaua n bonee;

r) npousBoauTeNb 00653yeTca MNPOBOAWUTL [AOJIFOCPOYHbIE WCCAEAOBAaHMA Ha MNPOTAXKEHUMU
npeAnoaaraemoro Cpoka rogHoOCTU W MPeAcTaBAsTb MNOJYYeHHble Pe3y/bTaTbl YNOJHOMOYEHHOMY
OopraHy rocygapcrBa-yneHa (yno/IHOMOYEHHbIM  OpraHam  rocyAapcCTB-YN€HOB),  BblaaBLiemy
pervcTpaunoHHoe ya0CcToBepeHMe IeKapCTBEHHOIO Npenapara.

88. Moaxod K aHanuM3y AaHHbIX KONMYECTBEHHOro MpPU3HaKa, KOTOPbIA MNpeanonoXuTenbHo
M3MEHAETCA BO BPEMEHMU, 3aKN4YaeTca B onpeaesieHMM MOMEHTA BpemMeHu, npu Kotopom 95-
NMPOLUEHTHbIA OAHOCTOPOHHWUI [OBEPUTENIbHBLIM Npegen ANnA YCpPeaHEeHHOMW KpUBOW nepecekaeT
KpuTepuin npuemnemoctu. Ecim no pesynbTaTam aHanM3a OT CEPUM K cepun 0bHapyKMBaeTca HU3Kan
BapnabenbHOCTb, TO NPEANoUYTUTENBHO 06bEeAUHUTL YKa3aHHble AaHHble B €AMHYIO OLEHKY (C Lenbto
Nnosly4yeHMA OAHOro 3HauyeHuA). ITO MOMKHO OCYLEeCTBUTb NyTeEM MNpenBapuUTe/ibHOrO NPUMEHEHUN
COOTBETCTBYIOLUMX CTAaTUCTUUYECKUX TECTOB (HaNnpumep, p-3HaYeHuMe ANs YPOBHS 3HAYMMOCTM OTOPaKOBKM
> 0,25) K HaKNIOHAM IMHUIA Perpeccuun 1 ToYek nepecevyeHmna HyN1eBoro MOMEHTa BpeMeHU, NOJTyYeHHbIX
AN OTAenbHbIX cepuit. Ecnm obbegmHeHMe AaHHbIX KOIMYECTBEHHOMO MPM3HaKa HECKOJIbKUX Cepuit
Henpuemnemo, TO NOJIHbIN CPOK FOAHOCTU ONpesensieTca Ha OCHOBAHUM MMHMMANbHOFO BPEMEHM, B
TeyeHne KOTOPOro cepua yaoBAETBOPAET KpUTEPUAM NPUEMAEMOCTH.

89. HeobxoammocTb Nnpeobpa3oBaHMA AaHHbIX B LLEeAAX NPOBeAEeHUA IMHENHOIO PerpeccMoHHOro
aHanM3a 3aBUCUT OT XapakTepa 3aKOHOMepHOCTU paerpagaumu. OB6bIMHO TaKyld 3aKOHOMEPHOCTb
OMUCbIBAIOT Ha apuPMeTUYECKOM MAN NorapuPMMUUYECKON LWKane B BUAE NNHENHOMN, KBagpaTUYECKOM
UM Kybuyeckon GyHKLUMU. B Lensx OLEHKM CTENEHM COrnacua AaHHbIX BCEX Cepuit U 06beaNHEHHbIX
cepuii (eCAM NPUMEHMMO) C NPeanosiaraemoi JIMHWEH WAWM KpWUBOM Aerpagaumm  Heobxoanmo
MCNONb30BaTb CTAaTUCTUYECKME METOAbI.

90. Mpu oboCHOBaHMM B XOAe MpPOLEeAypbl PETUCTPALUMN B LLENAX YBEMYEHWUA CPOKA rOAHOCTU
[ONyCKaeTcA HeKoTopas 3KCTPAnonsuua CBEPX JAAHHbIX B PEasibHOM BPEMEHW, MOJYYEHHBIX MO
pesynbTaTam XpaHeHUs B JOITOCPOYHBIX ycN0BUAX. OBOCHOBaHME [LO1KHO OCHOBbLIBATLCA Ha CBEAEHUAX
0 MexaHu3me Jerpajauuu, pesynbraTax UCCNefOBaHUM B YC/IOBUAX YCKOPEHHOro XPaHeHUs, CTeneHu
COrnacMa  AaHHbIX € BbIOPAaHHOM MaTEMATUYECKOW MOAENbI, pa3mepe Cepuu,  Haanuuu
BCMOMOraTe/IbHbIX AaHHbIX O CTabUNBHOCTM U T.4. BMecTe ¢ Tem Takas SKCTPanonsauua noapasymeBaer,
4yTo NoAo6HaA 3aKOHOMEPHOCTb Aerpagaunu byaet HabaoaaTbcA U ganee (BHe NOyYEHHbIX AaHHbIX).

91. Ka)Kaan oLeHKa [0/KHA BK/OYaTb B cebs He TO/IbKO KO/IMUYECTBEHHOE Onpeae/ieHne, HO U
CofEepiKaHne NPOoAYKTOB Aerpajauum U npoyve MoKasaTenu Kadectsa. B cOOTBETCTBYIOLWIMX Cydasnx
cnefyet yaenuTb BHUMaHME NOBTOPHOM OLEHKe NPaBMAbHOCTM COCTaBeHUA MmaTepuasbHoro 6anaHca u
pa3/INYHbIX 3aKOHOMEpPHOCTEN CTabUAbHOCTU U AerpagaLnu.

92. [lononHuTeNbHan MHbopMaLmMa 06 oLeHKe AaHHbIX O CTabUNbHOCTU NpuBeaeHa B pasgene IX
HacToAwwmx TpeboBaHMiA.

10. dopmynuposKu (MHPOpMaLUA) O IeKapCTBEHHOM npenapare

93. OnucaHue YCI'IOBVII‘;i XPaHEeHUA B LeNnAax X BKAKYeHNA B COCTaB MHd)OpMaLI,MM O NeKapCTBEHHOM
npenaparte HGO6XOAMMO OCyLLEeCTB/IATb B COOTBETCTBUMU C TDE6OBaHVIFIMM K MApKNPOBKeE /IEKAPCTBEHHDbIX
cpeacts onA MegunUUMHCKOro npumMmeHeHUA U BETEPUHAPHbLIX JIEKAPCTBEHHbIX CPeAcCTB, a TaKXkKe
Tp86OBaHI/IﬂMM K MHCTPYKUMN MO MeaULUMHCKOMY NMPUMEHEHUIO NEKAPCTBEHHbLIX NMpPenapaTtos U O6I.Ll,€l7l
XapPaKTEPUCTUKE NEKAPCTBEHHbLIX MNpenapatos AOa4 MEAUUUNHCKOINo nNpumMeHeHUA, yTBepXAEHHbIMU
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PeweHnem CoseTa EBpasmiickoii sKOHOMMYecKoM Komuccum oT 3 Hoabpa 2016 r. N 88. OnucaHue
YCNOBUIA XpPaHEHMA JOMKHO BbiTb OCHOBAHO Ha OLEHKe CTabnAbHOCTU IeKapcTBEHHOTO npenapata. Mpu
HeobxoAMMOCTM B OMUCAHMWM CAefyeT YKas3aTb CheumanbHble YCAOBUA XpaHeHuAa, 0CoBeHHO B
OTHOLUEHUM JIEKAPCTBEHHbIX MpPEenapaToB, KOTOpble HE BbIAEPXKMBAKOT 3amopaxkuBaHua. Henbsa
NCNo/Ib30BaTb TaKMe TEPMMUHbI, KaK "yC0BMA OKpy:Katowen cpeabl” nan "KomHaTHan Temnepartypa’.

CBedeHMss O CPOKe TOAHOCTM  AO/KHbl  HaNpPAMYKO 3aBUCETb OT  3KCMEPUMEHTasNbHO
NOATBEPXKAEHHOM CTabUNBHOCTM  NIeKApPCTBEHHOro npenapata. Ha  mapKupoBKe  KOHTelHepa
HeobxoAMMO YKa3bIBaTb AaTy UCTEYEHUA CPOKA FOAHOCTHU.

11. CtabuabHOCTb IeKapCTBEHHbIX NpenapaTos BO Bpems
MX NPpUMeHeHUna

94. Llenbto nccnenoBaHma cTabuabHOCTU NEKAPCTBEHHbIX NPEenapaToB BO BPeEMA UX NPUMEHEHMA
(ecnv npumeHUMO) ABNSETCS YCTAHOB/IEHUE CPOKA, B TEYEHME KOTOPOTO NOC/E BCKPbITUA MHOT04,030B0M
YNaKOBKW /IEKapCTBEHHOIO MpenapaTta ero Ka4yectBo COOTBETCTBYET crneunduKauum u gonyckaeTca ero
NPMMEHEHME MO HAa3HAYEHMIO.

MoNoMKeHUa HacToAWero noapasgena  nNPUMEHMMbI K JIeKapCTBEHHbIM MpenapaTtam B
MHOro,030BbIX YMNaKoBKaX, KOTOpble MOCAE HapylleHMsA LLeJIOCTHOCTU YKYMOPOYHOW CUCTEMbI B CUNY
cBoero (U3MYECKOro COCTOAHMA M XMMWYECKOrO COCTaBa BCAEACTBME MHOFOKPATHOrO OTKPLITUA M
3aKpPbITUA MOTYT NPEeACTaBNATb PUCK ANA NIeKapcTBEHHOro npenapaTta C TOYKM 3peHus MUKpPoBHOM
KOHTaMWHaunn, npoandepaumm u (Mnmn) GUsMKo-xMMmUYecKon gerpagaumm.

95. B perncrtpaumoHHOe [AOCbe /NEeKapCTBEHHOro mnpenapaTa B MHOFOA030BOM YyMNaKoBKe
HeoOXOAMMO BKOYATb AaHHble O CTabwuAbHOCTM, MNOATBEPXKAAIOWME CPOK TOAHOCTM FOTOBOMO K
NPMMEHEHWIO JIEKAPCTBEHHOTO Mpernaparta, WaM yKasbiBaTb 0O60CHOBaHWE MPUYUHbI OTCYTCTBUA TaKMX
OAHHbIX, KOTOPOE MOXKET OCHOBbIBATLCA Ha pe3y/bTaTax 3KCNePUMEHTA/IbHbIX UCCAEA0BAHUMA.

96. NUccnepoBaHus cTabuIbHOCTM NEKAPCTBEHHbIX NPENAPaTOB BO BPeMA UX NPUMEHEHUA caeayeT
NPOBOAMTb KaK MMHMMYM Ha 2 cepuAx /IeKapCTBEHHOro npenapaTta, 06bem Kaxaolh M3 KOoTopbIX
COOTBETCTBYET 0OBEMY OMbITHO-MPOMBILWIEHHON cepun. XoTa Obl Of4Ha cepus [OMKHA OblTb ¢
NCTEKAILMM CPOKOM FroAHOCTU. ECnM pe3ynbTaTbl TaKMX UCCAEA0BaHMIA OTCYTCTBYHOT, CeayeT NpoBecTu
nccnefoBaHNA OOHOM CepuM B KOHEYHOM TOYKE KOHTPOA MpU Tex UCCNefoBaHMAX CTabUAbHOCTH,
pe3ynbTaTbl KOTOPbLIX YKA3bIBAIOTCA B PETMCTPALUMOHHOM Aocbe. CneayeT yKa3aTb HOMepP KaxKaon cepum
JIeKapCTBEHHOIO NpenapaTta, ee pasMmep W 4aTy NPou3BOACTBA. TUM YNAaKOBKU U YKYNOPKN UCCNeayeMOro
JIeKApCTBEHHOrO MpenapaTta, a TaKkKe MEeAMUMHCKOro u3genuns (npu ero Haauuum) pomKeH ObiTb
WAEHTUYEH TUMY YNAKOBKU U YKYMOPKW NEKAPCTBEHHOro NpenapaTta, a TakXKe TUMNY MeAULMUHCKOro
nsgenus, npegnaraembix oA NPoSAXKM.

Ecnn nekapcTBeHHbI npenapaTt OyaeT npeactaBneH 6onee 4em OAHOM  BMECTMMOCTbHO
KOHTEHEepa MAKN B Pas3/INYHbIX L03UPOBKaxX, TO UCCIef0BaHMWe CTabuUIbHOCTU FOTOBOTO K NMPUMEHEHWUIO
NIeKapCTBEHHOTO npenapata HeobxOo4MMO OCYLLEeCTBAATb C TOM [A03MPOBKOW WM BMECTMMOCTbIO,
KoTopas noagepeHa Haumbonblumm wmameHeHnusam. CneayeT Bcerga 060CHOBbIBaTb  BblbOp
nccaeLyemMoro 1eKapCTBEHHOrO Npenapara.

97. UccnepoBaHune cTabuNbHOCTU IeKAapPCTBEHHOIO Npenaparta, roTOBOro K NPUMEHEHWUIO, cieayeT
cnnaHMpoBaTb TakMm o06pa3om, 4Tobbl OHO MMWTMPOBANO peasibHble YCAOBMA MNPUMEHEHUA
NleKapCcTBEHHOTO MpenapaTta, Y4WUTbiBaa HOMWHaAbHbIN 06bem KOHTeliHepa M HeobxoAMMOoCTb
npeasapuTenibHOro pasBedeHMA WAWM BOCCTaHOB/EHWA. Yepes onpedeneHHble MHTepBasbl BPEMEHM,
CXOXMe C peanbHbiMW, HeobXOAMMO U3B/AEKaTb COOTBETCTBYIOWMIA OB6bEM, WCMOAb3ya METOoA,
yKasaHHbIM B MHGOpMauMM O fiekapcTBeHHOM npenaparte. OT6op nNpob HeobXxoAMMO OCYLLECTBAATL B
HOPMaIbHbIX YCI0BUAX OKPYHKatoLLEl cpeabl.

B TeueHue npegnaraemoro CpokKka TrogHOCTM NeKapCTBEHHOrNo npenaparta, TroToBOro K



NPpUMEHEHUIO, HEO6XOAMMO ncenenoBatb noaBepXXeHHble USMEHEHUKO MPU XpaHeHUU ¢M3MLIECKVIE,
Xxmmmnyeckue, 6uonormyeckne u MMKpO6M0ﬂOI’M‘4€CKME CBOWCTBA 3TOrO NNEKapPCTBEHHOINo npenaparta.
MccnepoBaHne no BO3IMOXKHOCTU cnegyer npoBoaAuTb B NMPOMEXKYTOYHbIE U NOCNEOHIOKO BpPeMEHHbIe
TOYKM npegnaraemoro CpoKa rogHOCTU /1eKapCTBEHHOro npenaparta, rotoBoro K MNpuUMeEHEHUIO,
MCNONb3yA OCTATOK /IEKAPCTBEHHOIO NpenapaTta B KOHTeVIHepe.

98. Bo Bpemsa uccnegoBaHUii 1eKapcTBEHHbIM NpenapaT cnedyeT XpaHUTb B YCOBUAX, YKa3aHHbIX
B MHbOPMALUUM O NeKapcTBeHHOM npenapate (obuieit XxapakTepuCcTUKe NeKapCTBEHHOro npenaparta u
JNINCTKe-BKNaAbllue).

Heobxoanmo KOHTPO/INMPOBaTh COOTBETCTBYIOLIME du3nueckue, XMMUYecKkune "
MWKPOBUMOOrMYECKME CBOWCTBA JIEKapCTBEHHOrO npenaparta, MNOABEPMKEHHbIE WU3MEHEHUIO npu
npumeHeHnn. Mccneayemble nokasaTenn Kavecrsa A0/1XHbl COOTBETCTBOBATb IeKapcTBeHHOoN dopme. B
TO e BPemsa MOTYT NnojJiexaTb UCCAeA0BaHMIO CieayIoLLMe NoKa3aTenn Kayecrsa:

duM3nyecKkue: UBeT, NPO3PaYHOCTb, LLEJIOCTHOCTb YKYNOPKU, MeXaHMYecKue BKAOYEHUs, pasmep
yacTuu,

XMMHUYECKHNe: KoanyecteeHHoOe onpeaeneHune d)apMaLI,EBTM‘-IECKOﬁ Cy6CTaHLI,VIVI, coaepraHue
I'IpOTMBOMMKpO6HOI’O KOHCepBaHTa, aHTUOKCNAAHTA, NPOAYKTOB Aerpadauunu, pH,'

MUKpobuonoruyeckme: obliee 4UYUCNO KU3HecnocobHbix opraHusmos (total viable count),
CTepPUNbHOCTD.

AHanUTUYECKME METOAMKU, UCMO/Ib3YeMble B UCCNEA0BaHUAX, AO/KHbI BbiTb BaANAMPOBaHbLI B
COOTBETCTBMM C PYKOBOACTBOM MO BaNuUAaLMM aHANUTUUYECKUX METOAMK, YTBep:Kaaembim Komuccuei.
Heobxoanmo ncnonb3oBaTb METOAMKN, CBUAETENbCTBYIOWME O CTaBUNBHOCTY.

Pe3ynbTaTbl UccnefoBaHW 0pOpMAAIOTCA B BUAE Tabauu, Unun rpadmKos.

B oTueTe 0 pesy/ibTaTax MCCAELOBAHMI HEOBXOAMMO M30KUTL NOJYYEHHble BbiBOAbl. B ciydae
aHOMa/bHbIX Pe3yNbTaToB (BbIXOAALMX 33 Npeaenbl cneumdunkaumm) cnesyet 06bACHUTL UX HanUYKe.

Cneayet npeacTtasutb cneumduKaumMio Ha CPOK FOAHOCTU NpenapaTa, roToBOro K MPUMEHEHMIO,
€C/IM NPoU3BOAMTEIEM SIEKAPCTBEHHOrO npenaparta He 060CHOBaHO MHOe.

Ona onpegeneHuA HeO6XOAVIMOCTM YKa3aHMA CpPOKa TroAHOCTUM npenaparta, [roToBOro K
NpUMeHeHUo, N ONONTHUTENbHbIX YC!'IOBMVI XpaHeHMA cneayeTt MCnonb3oBaTb AaHHbIE O CTabunbHOCTH
npenaparta, rotoBoro K NpuMeHeHuIo.

99. Mepuoa NPMMEHEHMA NIeKaPCTBEHHOro NpenapaTa c/ieayeT yKasbiBaTb B MapKMpPOBKe. Kpome
TOro, B MapKMUPOBKe, eC/IM NO3BOAET PasmMep YNaKOBKW, CAedyeT NpeayCcMOTPeTb MeCTO Aa YKasaHusA
notpebutenem Aatbl NePBOro BCKPbITUA YMNAKOBKWU WAM AaTbl, 4O KOTOPOW AOMYCKAeTca NpUMeHeHue
JleKapcTBEHHOTO NpenapaTa Nocae BCKPLITUA YNaKoBKM.

Mepuoa NpYMeHeHUs NeKapCTBEHHOTO NpenapaTta U PpeKoMeHAaLuu Mo ero XpaHeHuto BO Bpems
NPMMeHeHWA (ecin YCNoBUS XpPaHEHUsA BAMAIOT Ha CTabUAbHOCTb) cineayeT yKasbiBaTb B 0bLiel
XapaKTEPUCTUKE SIEKAPCTBEHHOTO NPenapaTa, MHCTPYKLUM N0 MeAULMHCKOMY NPUMEHEHUIO U B TEKCTE
MapKMPOBKN BTOPUYHOM (NOTPebnTeNbCKo) YyNakoBKU.

12. MakcMmanbHbI Nnepuos NpUMeHeHUA CTepPUbHbIX
NNeKapCTBEHHbIX NpenapaTos

100. MonoKeHnA HacToALLero nogpasaena pacnpoCcTpaHAKTCA Ha CTEPUIbHbIE NNEKAPCTBEHHDbIE
npenapatbl AnAa MegUUMHCKOro npumeHeHuAa, 3a UCKAKYEeHUeEM pa,CI,MOd)apMaLJ,EBTM‘-IeCKMX n
NPUroToBaAEMbIX NN MO,CI,VId)MLI,MpVEMbIX 9KCTEMMNOpPAZbHO.
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3anABuTeNO0 O NPOBeAEeHUM NpoLeayp B COOTBETCTBMM C lMpaBuaamm PerucTpaummn n sKCnepTussbl
NpY NOATrOTOBKE PErncTPaLMOHHONO A0Cbe IEKAPCTBEHHOMO NpenapaTta c/iegyeT YYnTbiBaTb NOJOKEHUS
dapmakoneitHbix ctaTeit ®apmaKkonen Coto3a OTHOCUTENIBHO CPOKOB M YC/IOBUI XpPaHEHUs OTAE/bHbIX
KaTeropui CTepPW/IbHbIX JIEKAPCTBEHHbIX NpPenapaToB MocC/Ae MepBOro BCKPbITUA YMNaKoBKWU. [pu
OTCYTCTBMM COOTBETCTBYIOWMX cTaTed B @Papmakonee Colo3a cnefdyer yyuuTbiBaTb MOJOMKEHUA
dbapmakoneiHbIx cTaTeit ¢apmakonen rocyAapcTBa-uysieHa, BbICTYMAlOLWEro B NPOLLECCE Perucrpaumn
NleKapcTBEHHOTO NpenapaTa B KayecTse pedepeHTHOro rocyaapcrsa.

B HacTosuwem nogpasgenie paccCMaTpPUBAETCA CPOK MEXAY BCKPbITUEM KOHTEWHepa CTepu/ibHOro
JIeKapCTBEHHOrO npenapaTta U BpeMeHeMm ero BBeAeHMA NaumeHTy, NPoA0/IKUTENbHOCTb BBEAEHMA KaK
TaKoBasA He yYnTbIBaeTCA.

101. TMockonbKy npepyragate BCE BO3MOMHble YC/NOBUA, MNPU  KOTOPbIX CTEPUJIbHbLIN
NIeKapCcTBeHHbIA npenapat O6yayT BCKpbiBaTb, Pa3BOAMTb, BOCCTAHABAMBATb, XPaHUTL W T.4.,
3aTpyAHUTENbHO, MNONb30BaTeNb HeCceT OTBETCTBEHHOCTb 3a MoAJep’kaHue KayecTBa npenaparta,
BBOAMMOIO naumeHTy. B uenAx copenctesma noONb30BaTeNlo  Aep)KaTelb  PerMcTpalyMoHHOro
yaoctoBepeHua 0b6A3aH NpoBecTn HeObXoaMMble UCCNEA0BAHMA U YKA3aTb COOTBETCTBYHOLLME CBEAEHMA
B UHGOPMaUMKN Aa NoNb3oBaTena (Hanpumep, B 06LWEN XapaKTEPUCTMKE IEKAPCTBEHHOIO NPenapara,
JIUCTKe-BKNAAbILLIE, MapKUPOBKE) B COOTBETCTBUM C NMPpUMEPaMu, NpUBeLeHHbIMA B Tabanue 9.

Tabnuua 9

Mpumepbl NnpegcrasneHns MHGopmaLMm o MaKCUMaZbHOM
nepuoae NPUMeHeHUA CTEPUNbHbIX JIeKapPCTBEHHbIX NpPenapaTos
ONA MeAULNHCKOro NPMMEHEHUA Noc/ie NepBoro BCKpbITUA
YNaKoBKM MM NOC/E NOATOTOBKU K MPUMEHEHUIO

CTepunbHble NeKapCTBEHHbIE Mpumepbl NpeacTaBneHns MHGopmaumm
npenapaTtbl 6e3 KoHCepBaHTa

Ob6wme yKasaHua Xvmmyeckaa K ¢u3myeckaa  ctabuabHOCTb  roToBOro K
NPMMEHEHMIO NpenapaTa NOATBEP)KAEHA B TEYEHWe X 4YacoB
(aHen) npuy °C.
C MMKPOBMONOrMYECKON TOYKM 3PEHUS, €CAM METOZ BCKPbITUSA,
WAN  BOCCTAHOBNEHMA, WAW pPasBeAEeHMA He MpenaTcTByeT
MWKPODBHON KOHTaMUHALMK, NpenapaT NoANEKUT HeMeaNeHHOMY
NPUMEHEHMUIO.
Ecan npenapat He BBeAEH HeMeAsIeHHO, XpaHeHWe FoTOBOro K
NPMMeHeHU0 npenapaTa M obecrneyeHWe YCAOBUI XpaHeHUA
ABNAOTCA 06A3aHHOCTBIO MONb30BATENA.

NHY3MOHHbIE UK Xvmmyeckaa K ¢um3myeckaa  CTabUNbHOCTb  FOTOBOrO K

WHDBEKLMOHHbIE NPUMeHeHWI0 npenapaTta MNOATBEPXKAEHA B TeYEeHMEe X 4acos
(aHen) npuy °C.
C MMKpPOBMONOIMYECKOW TOYKU 3pPeHMA NpenapaT noa/exuT
Hemea/leHHOMY npumeHeHuto. Ecnm  npenapat He BBeaeH
HeEMe/IEHHO, XpPaHeHWe rOTOBOrO K MPUMMEHEHWUIO npenapaTa U
obecneyeHne YCAOBUI XPaHEHUs [0 BBeAEHWUA ABAAIOTCS
0653aHHOCTbIO MONb30BaATENA. XPAaHEHUE He AO0/IKHO MPEBbILLATb
24 yacoB npu Temnepatype 2 - 8 °C, ecin BOCCTAaHOBAEHME UM
pa3BefeHne M T.4. He OCYLLeCTBAANOCb B MPOBEPEHHbIX U
Ba/INAMPOBAHHbLIX AaCENTUYECKUX YCOBUAX.

KOHCGpBaHTHbIe npenapartbl Ha Xnummyeckasn n ¢M3VI‘-IeCKaFI CTabunbHOCTb rotosoro K
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BOLI,HOﬁ OCHOBEe (BK!'IIOLIaFI npuMMeHeHUI0 npenapata noareepXXaeHa B TeyeHUe X YYacoB

NPOTUBOMUKPOOHbIE (aHen) npuy °C.
KOHCEepPBaHTbI U C MMKPOBMONOrMYECKOM TOYKM 3peHUn Nocsie BCKPbITUA npenapar
CaMOKOHCepBUpyeMble OOMNYCKaeTca XpaHUTb He 6osiee Yem z gHen npu Temnepartype t
npenaparbl). °C. 3asBuTenb o06na3aH 060CHOBaTb 3HayeHWa z M t B
BesBogHble npenapaTsbl WMHAMBUAYANbHOM NOPAAKE, Z HE AO/IKHO B LLE/IOM NMpeBbIWwaTh 28
(Hanpumep, macnaHble) AHel. UHble ycnoBMA U NPOLOMIKUTENBHOCTb XPaHEHUA ABAAIOTCA

OTBETCTBEHHOCTbIO 3aABUTENA.

13. NpopaonKeHue UccneaoBaHuii cTabUNbLHOCTU NEKaPCTBEHHOTO
npenapara nocne perucrpauum

102. B cnyyasx, nNpeaycMoOTPeHHbIX MyHKTom 84 Hactosawmx TpeboBaHM, uUccnegoBaHue
CTabUNBbHOCTM NIEKAPCTBEHHOTO Mpenapata npoAo/iKaeTca nocine ero peructpaumu. Mporpamma
NPOAOIKEHUA MCCNeA0BaHUIM [ONMKHA obecneymBaTb BbIABAEHWE BCEX W3MEHEHWUI CTabuUabHOCTU
(Hanpumep, U3MeHeHMe KoAMYeCTBa NPOAYKTOB Aerpafaummn Uan U3MeHeHUe CKOPOCTU PacTBOPEHWUs),
006YCNOBNEHHbIX U3MEHEHMEM CUCTEMbI "KOHTEMHEP - YKYMOpPKa", B KOTOPOM IeKapCTBEHHbIN NpenapaT
peanusyeTtcs, U HabaogeHWe 33 CTabMAbHOCTbIO /IEKAPCTBEHHOrO NpenapaTta Ha MPOTAMKEHUM BCEro
CPOKa rogHOCTH, a TaKKe NoATBEPXKAATb, YTO BCE Aa/IbHENLLINE CEPUN TIEKAPCTBEHHOIO NpenapaTa byayT
COOTBETCTBOBATL CreunduKauumn npu cobalofeHUM YCAOBUIM XPaHEHUA, YKa3aHHbIX B MHGOPMALUKN O
JleKapCcTBEHHOM npenapare.

103. Ecan npowusBoguTenem npeaycMOTPEHO XpaHeHue HepacpacoBaHHOMO JIEKAPCTBEHHOrO
npenaparta nepes ynakoBKOW U (MnuK) nepen 4OCTaBKOM OT mecTa NPOU3BOACTBA A0 MECTa YNaKOBKM,
HEOHXOAMMO U3YYUTb BAMAHUE BPEMEHU XpPaHEHMA HepacdacoBaHHOMO SIEKapCTBEHHOMO NpenapaTa Ha
CTabMNbHOCTL  YNAKOBAHHOTO  JIeKAPCTBEHHOrO npenapata. EcamM  Takue  umccnegoBaHuA — He
npeaycMoTPEeHbl, TO eAMHUYHOTO WUCCNefoBaHMA MPU MPOLOIKEHUN UCCAeAOBaHMIA CTabuUAbHOCTU
MOXET ObITb A0CTAaTOYHO. TaKMe Ke UccaeaoBaHUA MPOBOAATCA M ANA MPOMENKYTOYHbIX MPOAYKTOB,
KOTOpPbIE XPAaHATCA U UCNONb3YHOTCA Ha NPOTAXKEHUN ONUTENBHOFO Nepunoaa.

104. [porpamma nNpPOAO/MKEHUA WUCCNeAOBaHWA CTabUNbHOCTM AO/MKHA b6biTb OnMMcaHa B
NPOTOKONE, U Pe3yNbTaTbl A0KHbI BbITb U3/10XKEHbI B OTYETE O pe3y/bTaTax UcCAef0BaHUN.

MpOoTOKON Nporpammbl MPOAO/IKEHUA UCCAeA0BaHUA CTabUIbHOCTU [0/I3KEH OXBaTbiBaTb BECb
CPOK roAHOCTM M BKAtOYaTb B cebs cneaytowme napameTpbl (HO He OrpaHNUYNBaTLCA UMK):

pa3mepbl CepUii U X HOMepPa N5 KaXKA0W A03NPOBKM (€c/iv NPUMEHUMO);
COOTBETCTBYHOLLME PUINYECKME, XMMUYECKUE U BUOIOTUYECKME aHAIUTUYECKME METOANKY;
KPUTEPUM NPUEMIEMOCTH;

CCbIIKM Ha aHaNUTUYECKME METOAMKMY;

onuMcaHue cUcTembl "KOHTENHEp - YKynopKa";

YyacToTa Uccien0BaHUY;

onuncaHue ycnoBuit nccnegoBaHuii (CTaHAaPTHbIE YCA0BUA AN A40AFOCPOUHBIX MCCNEA0BaAHUM, KaK
onucaHo B HactoAwmx TpeboBaHMAX, M COFNACYIOWMECA C YKA3aHUMAMWU OTHOCUTENbHO YCA0BWIA
XpaHeHusA B MHGOpPMaLMM 0 NeKapCcTBEHHOM npenapare);

apyrue nogxogawme napameTpbl, CI'IELI,Md)VILIHbIe ANnAa neKkapCrBeHHOoro npenaparta.

npOTOKOJ'I nporpammbl NpoaoIKEHNA I/ICCI'IELI,OBBHMIZ CTabMNbHOCTM MOXKET OT/AMYaATbCA OT



nepBoHa4YanbHOrO, npeagcraBneHHoOro B perncrpaynmoHHOMm  AO0cCbe, ecnim nponssoguTenem
npeacraBaeHbl COOTBETCTBYHOLWME 060CHOBaHMA U 3TO OTpPaXXeHo B NPOTOKO/1e nccieaoBaHnA.

105. Yucno cepuit U YacToTa MCCNEeAO0BaHUIA A0/MKHbI 0b6ecneymBaTtb NosyyeHWe [0CTaTOYHOro
KO/IMYeCcTBa AaHHbIX, He06X0AMMBbIX ANs aHanu3a. Ecam He 060CHOBAHO MHOE, B TEYEHWE ro4a MUHUMYM
04Ha Cepus NeKapCTBEHHOro npenapaTa KaxaoW A03MPOBKM U B KaXKA0W NepBUYHON YyNaKOBKe, ecau
3TO CYLLeCTBEHHO, JO/MKHa ObiTb BK/AOYEHa B MNPOrpamMmy WCCefoBaHMA CTabuabHOCTM (3a
WCK/OYEHMEM C/lydas, eC/IM HUM OZHa cepus He bbla npoussBeseHa 3a rog). MoryT npumMeHATbCS Bbibop
KpaliHUX BapwaHTOB (BpPEeKeTUHr) M MaTpuyHOe MAaHMPOBAHME, eCAM 3TO HayyHo O06OCHOBaHO B
NnpoTOoKoe.

106. B onpegeneHHbIXx cayvyasx B NPOrpammy MpPOJOMKEHUA WUCCAeAOBaHUM CcTabuabHOCTH
cnepyeT BKAOYATb OOMNONAHUTENbHbIE cepun. Hanpumep, TeKylime uccnefoBaHMA CTabuabHOCTU
HeobXxo4MMO NPOBOAUTb, €CAM MPOUCXOAUT 3HAUYMMOE W3MEHEHME WAM 3HAYMMOE OTKIOHEHWe B
npouecce NPou3BOACTBa UM B cUcTeMe "KOHTelHep - yKynopka". Kaxkaaa nepepaboTtka, noBTOpHas
06paboTKa, pereHepaumna (BOCCTaHOBAEHWE) NOANEKUT PaccaelOBaHUIO NPOU3BOAMTENEM B MOPAAKE,
YCTQHOB/NEHHOM B cooTBeTcTBMM € [lpaBuMnamu  Hagnexaweh MpPou3BOACTBEHHOM MPAKTUKK
EBpa3mMmnCcKoro sKOHOMWYECKoro coto3a. [lonosIHUTENbHO c/ieyeT yuuTbiBaTb NONOXKEHWA pasgena X
HacToAwmx TpebosaHuiA.

107. Bce pe3ynbTaTbl UCCNeAOBaHWA ¢papmMaLeBTUUYECKOW cybCTaHUMM UAM NI€KapCTBEHHOTO
npenapata, He COOTBETCTByWOWME crneundPuKaumm, WM  HETUNUYHbIE TEeHAEHUMM noajexat
PacCMOTPEHMNIO, OLEeHKEe M 060CHOBaHWMIO. MHbOPMALMIO O KaxAom MOATBEPXAEHHOM 3HaYMMOM
M3MEHEHWUW, pe3ynbTaTax WCCAeAO0BaHWA, He COOTBETCTBYOWMX CreunduKkaummn, M HETUMUYHbIX
TeHAeHUMAX HeobXxoAMMO Hemea/leHHO A0BOAMUTb A0 NPOU3BOAMTENA IeKAapCTBEHHOMO npenapara. Mpu
npoAake NeKapcTBEHHOro npenapaTta BO3MOMHble BO34EeNCTBUA BHEWHUX GaKTOPOB Ha CTabubHOCTb
Cepuun NeKkapcTBeHHOro npenaparta A0/KHbl PacCMaTPMBaTLCA NOCPEACTBOM NPOBeAeHNA KOHCYIbTauui
COOTBETCTBYIOWErO MPOM3BOAMTENA M YMNOSHOMOYEHHOro opraHa rocyAapcTBa-yjieHa B pamKax
paccCMOTPEHUA MMCbMEHHbIX 06palleHnii AucTpnbbioTopa (MponssoanTens).

JaHHble M NpegBapuTenbHble BbIBOAbI, MOAYYEHHble B pe3yabTaTe nposeseHuns VICCJ'IeLI,OBaHMﬁ no
nporpamme, NnponssoauUTENO H606XO,CI,MMO NnpoaHann3npoBaTb, 3a40KYMEHTUPOBATb U COXPaAHUTD.

V. UccnepoBaHuA HOBbIX dapMau,eBTUYECKUX CybcTaHL M
M IeKapCTBEHHbIX NPenapaToB Ha ¢pOTOCTabUAbHOCTbL

1. O6bwue NonoXeHunsa

108. WccnepoBaHuAa Ha (GOTOCTabUALHOCTL ABAAIOTCA HEOTbEMIEMOM YacTblo CTPECCOBbIX
nccnefoBaHNt HOBbIX papMaLLEBTUYECKUX CYOCTAHLMI U NTEKAPCTBEHHbIX NPenapaTos.

109. [nAa poKasaTenbCTBa TOFO, YTO BO34ENCTBME CBETA He NPMBOAUT K HegonyCTUMbIM
M3MEHEHMAM, CNeayeT OUEHUTb BHYTpPeHHMe cBolcTBa ¢GOTOCTabMAbHOCTM, MNpUCYLMe HOBbIM
dapmaLLeBTMUYECKMM CYOCTaHLMAM M NeKapCTBEHHbIM npenapatam. Kak npasBuao, ucciefoBaHWs Ha
$oTOCTAabUNBHOCTL NPOBOAATCA Ha OAHOW cepuM MaTepuana, OTOOPaHHOro B COOTBETCTBUMU C
nogpasgenom 3 pasgena Il m nogpasgenom 3 pasgena IV HactoAawmx TpeboBaHuit. Takue
nccnefoBaHUsA HeobxoaMMo NoBTOPATb, ec/iv BblAn BHECEHbI onpeaefieHHble U3MeHeHMA (Hanpumep, B
COCTaB, YMakoBKy). HeobxoAMMOCTb MOBTOPEHMA TaKUX WCCNeAO0BaHUIA 3aBUCUT OT CBOWCTB
doTocTabunbHOCTU, onpeaeneHHbIX Ha MOMEHT MepBOHaYa bHOM NoAayun 3afBJEHNS O PErncTpaLum, u
OT TMMNa BHECEHHOIO U3MEHEHMUA.

B HacTtoAwem pasgene paccmatpuBaeTcA HEO6XO,CI,MMOCTI: nonyyeHuA MHd)OpMaLI,MM (0}
¢OTOCTa6M!'IbHOCTM AanAa  CoCtaB/sieHnA perncTtpaumMoHHOro paJocbe Ha HOBble cbapmau,esmqecxme
Cy6CTaHLI,MM N COOTBETCTBYHOLWME NEeKapPCTBEHHbIE MpPenapaThbl. Tpe6OBava HaCToAlWero pasaena He
KacaloTcCA ¢OTOCTa6I/IﬂbHOCTM NEKapPCTBEHHbLIX NpenapaTtoB nocne uUx BBeAeHUA (T.e. B ycnosuax ux
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NPMMEHEHWA), 3 TaKkKe YCN0BUIM UCMONb30BaHUA, HE PAaCCMOTPEHHbIX B pasgenax |l u IV HacToAawmx
TpeboBaHuii. [onycKaeTca MCNoib30BaTb MNOAXOAbl, a/fibTEPHATMBHbIE W3/IOMKEHHBIM B HACTOSLLEM
pasaene, Npu yc10BUM NpeACTaBieHNa HayYyHOro 060CHOBaHWA.

110. CuctemaTM3MPOBaHHbIM NOAXOA K McCAefoBaHMo Ha GOTOCTabuAbHOCTL NpeaycmaTpuBaeT
npoBegeHWe TakKNX UCCNeA0BaHWUM, KaK (ecnn NpumeHnmo):

nccnefoBaHma papmaLeBTUYECKON CcybCTaHUnK;
nccnefoBaHMA eKapCcTBEHHOrO npenaparta 6e3 nepBUYHOM YNaKoBKY;
nccnenoBaHus (Npu He0bXoAMMOCTM) IeKAaPCTBEHHOTO NpenapaTta B NepBUYHOM YNAKOBKE;

uccnefoBaHna  (MpM HEOBXOAMMOCTM)  NEKApCTBEHHOrO  Mpenapata BO  BTOPWYHOM
(noTpebutenbckoi) ynakoBskKe.

PeweHne 06 obbeme wuccnegoBaHuin GapmaueBTUYECKON CyOCTaHUMM WAM NEeKapCTBEHHOro
npenapata Ha ¢$oTOCTabUIbHOCTb AO/KHO MPUHMMATLCA Ha OCHOBaHUM HaAnuua (MAM OTCYTCTBUSA)
NpUeMIEMbIX U3MEHEHMWIA, BOSHUKLLMX B KOHLLE UCC/Ie40BaHUSA, B COOTBETCTBMM C B/10K-CXEMOM COrlacHO
npunoxeHuntio N 4. MNMpuemnembiM U3MEHEHMEM CYMTAETCA M3MEHEHWe B npenenax, 060CHOBAHHbIX
3anBuUTENEM.

111. TpeboBaHMA K MAapKUpPOBKe PapMaLLeBTUYECKUX CYOCTaHLMA U NEKAPCTBEHHbIX MNPENapaTos,
HeyCTOMUYMBbIX K BO34,ENCTBUIO CBETA, YCTAHOB/EHbI B NpuaoxKeHnn N 2 K HacToAwmMm TpeboBaHUAM.

2. ACTOUYHMKM CBETa NPU UCCNEA0BAaHUMN HOBbIX PpapmMaL,eBTUYECKUX
cy6CcTaHLMiA U NeKapCcTBEHHbIX NpenapaToB Ha GpoToCTabuNbHOCTDL

112. Ona wccnepoBaHuini Ha $OTOCTabUNLHOCTb MOTYT B6biTb MCNOMb30BaHbl Ccnedytolume
WCTOYHMKM CBETa:

BapuaHT 1: nt0b6OIM WMCTOYHWMK CBeETA, NpeAHA3HaAYeHHbI AnA BblpPabOTKM cBeTa, NoAO06HbIN
CTaHZapTam usnydenusa D65 nnbo ID65, Hanpumep, bayopecueHTHan amna UCKYCCTBEHHOIo AHEBHOIO
cBeTa, coyeTalowan BMAMMOE U ybTpadMoNeToBoe U3lyYeHMe, KCEHOHOBAA W/N rasloreHoBas Aamnbl
(D65 ucnonb3yeTca AN HaPYKHOTO AHEBHOTO OCBELEeHWA B COOTBETCTBMM CO CTaHgapTom ISO
18909:2006. ID65 - 3KBMBANEHTHbIN CTAHOAPT A48 OTPAXKEHHOro [AHEBHOrO OCBELLEHMA BHYTPU
nomeLlleHus. ICTOYHMK cBETa, MCNYCKAIOLLMIA 3HAUNTENbHYIO YacTb U3ayYeHUus B 061actn meHee 320 HMm,
[OMYCKaeTcA OCHAcTUTb COOTBETCTBYHOLWMM GUABTPOM WMAM  GUALTPAaMKM  ANA  YCTPaHEHUA 3TOro
n3nyyeHusn);

BapuMaHT 2: Jlamnbl, nNpeAHa3sHayeHHble AAs8 BbIPabOTKM CBeTa C Xo/o4HOW  benoi
dnyopecueHumeit, nogobHoi ykasaHHoM B cTaHgapTe ISO 18909:2006, MAM namnbl C U3NYYEHUEM B
6AnKHel ynbTpadmoneToBolt 06n1acT Co chneKkTpanbHbiM pacnpegeneHnem ot 320 go 400 Hm c
MaKCMMasibHbIM W3/ly4EHWEM 3SHEPrMM B AuMana3oHe gauHbl BosHbl oT 350 go 370 Hm, npu 3TOM
3HauYMTeIbHaA YacTb yAbTPAadMONETOBOro U3yYeHUs aMnbl A0KHa BbiTh B AnanasoHe oT 320 ao 360
HM n ot 360 o 400 HMm.

OfaHy U Ty e nNpoby cnepyeT NOABEPrHyTb SKCNO3ULUN.

3aaBuTenb AONXKEH OCyLWecTBIATb COOTBETCTBYIOLIJ,VIﬁ KOHTPO/JIb TEeMnNepaTtypbl 4NA MUHNMAU3aALUNN
B/IUAHUSA €€ /IOKAJIbHbIX U3MEHEHUA WK npu TEX XKE YyCNnoBUAX 0pr>+<arom,e|7| cpeabl napannenbHo
npoBoaunTb KOHTPOJIbHblIE UCCNEAO0BAHUA B TEMHOTE (ECI'IVI He 060CHOBaHO MHOE). Ona YKa3aHHbIX
BapunaHTOB Npon3BoAuUTE/Ib NIEKAPCTBEHHOIO nNpenaparta Uan 3aAaBUTE/Ib MOXXET UCMNO0J/1Ib30BaTb AdaHHbIe
CI'IGLI,MCI)MKaLI,MM CNeKTpanbHOro pacnpeneneHnA, I'Ipe,CI,CTaBI'IEHHOﬁ npoun3ssoauTenem NCTOYHMKa CBeTa.

3. MeToauKa uccneposaHuii HoBbIX papmaLeBTUUECKUX cybcTaHLMiA



M IeKapCTBEHHbIX NPenapaToB Ha ¢pOTOCTabUAbHOCTbL

113. Mpu nNoATBEPKAAOLWMX MUCCNEeA0BaHUAX HOBbIX (GapMauLeBTUYECKMX CybCTaHUMIA U
NeKapcTBEHHbIX NpenapaToB Ha $GOTOCTabUAbHOCTL NPo6bl MOABEPratoTCA BO3AENCTBMIO CBETa MpU
YCNOBUKM 06LLEi CBETOBOM 3KCMO3UUMM He MeHee 1,2 MAIH /IK-4 W 3HEepPreTMYecKol 3KCMosUuuMu B
6AMKHeN ynbTpaduonetosoit obnactn He meHee 200 Brxu/m? TaKk, u4TOBbl MOXHO 6bIN0 NPOBECTU
HenocpeacTBEHHOE CPaBHEHUE papMaLLEBTUYECKON CyBCTaHUMM M IeKapCTBEHHOTO Npenapara.

Mpobbl mMoOryT noaBepraTbCA CBETOBOM 3KCMO3MUMMU CO BCEX CTOPOH MNpuU MPUMEHEHUMU
Ba/MAMPOBAHHON  XMMMUYECKOM aKTMHOMETPMYECKOM CUCTEMbI, MOATBEPXKAAIOLWEN NOJyYeHue
onpeaeneHHOro BO3AENCTBUS CBETA, UM B TeYEeHWEe COOTBETCTBYIOWLErO MHTEpPBasia BPEMEHWU, eCcnu
YC/I0BUA KOHTPOAMPYHIOTCA C MOMOLLbIO KanMBpoBaHHbIX PaavoOMETPOB (1HOKCMETPOB), B COOTBETCTBUMN C
MeTOAMKOM cornacHo npunoxeHuto N 5.

Ecnmn ana oueHKW BKNada MHAYUMPOBAHHbLIX TEMNEPATYPO n3meHeHut B obwue Habaogaemble
M3MEHEHMA B KayecTBe "TEMHOro" KOHTPOASA MCMNOJb3YHOTCA 3aluMLLEHHbIe NPobbl (Hanpumep, Npobsi,
3aBepHyTble B astoMUHUEBYIO GONbIY), TO UX CAeAyeT pasmelaTb padom c npobol, uccnegyemoin Ha
$oTOCTabUNBHOCTD.

4. UccnepoBaHua papmaueBTMYecKoi cybcTaHumum
Ha ¢oTOCTabUNABbHOCTD

114. UccnepoBaHua papmauesTMyeckoi cybcTaHummn Ha GoTocTabuabHOCTb A0KHbI COCTOAThL U3
2 yacTen: uccneaoBaHUA NPUHYAMTENbHOM Aerpagaumn U NoATBepKAatoWwmne UccaeaoBaHus.

Lenbo  uccnesoBaHUit  MPUHYAUTENbHOW — Aerpafjauuu  ABNAETCA  oueHKa  obuwei
$oTOUYBCTBUTENBHOCTM PapmaLEeBTUUYECKON CybCTaHUMM AN Pa3paboTKM aHAaNUTUYECKOM METOAMKU U
(nnn) BbiacHeHUs nyTel aerpagaummn dapmaleBTUYEecKol cybcTaHuMn. Ana Baanaaumm aHanUTUYEeCcKUX
METOAMK, NPUMEHSEeMbIX MpU  3TUX  UCCNefoBaHWUAX,  AOMNYyCKAaeTcad  WMCMOAb30BaTb  camy
dbapmaueBTUYECKyto cybcTaHLMIO U (MK) ee NpocTble pPacTBoOpbl (cycneHsuu). Mpu npoBegeHUN TaknUX
nccnenoBaHNn Npobbl A0NKHBI HAXOAUTLCA B XMMUYECKM UHEPTHbIX M MPO3payHbIX KOHTeHepax. Ann
nccnenoBaHUn NPUHYAUTENbHOW Aerpajauymn MoryT 6biTb MCMOb30BaHbI Pa3Hble YCN0BUA BO3AENCTBUA
cBeTa B 3aBMCMMOCTM OT (OTOYYBCTBUTENIbHOCTU [AaHHOM dapmaueBTUYECKON CcybcTaHuMn WU
WHTEHCUBHOCTU WCMOJIb3YEMbIX WCTOYHWKOB CBETa. B uenax pa3paboTkm u Banngauum MeToauKM
uenecoobpasHo OrpaHWYMTL BPEMA CBETOBOM 3KCMO3ULUUM U 3aBEPLWNTb UCCAEAO0BaHUA, €Ccau
HabnlogaeTca 3HauuTeNbHaA JeKomnosvumsa. [Ona  CBETOYCTOMYMBBLIX MaTepuasnoB AOMNycKaeTca
3aBepLlNTb UCCNEAO0BaHUA NO AOCTUMKEHUU COOTBETCTBYIOWLErOo YPOBHA 3Kcno3uuuu. MNnaHupoBaHue
TAKMX 3SKCMEPUMEHTOB OCYLLECTBAAETCA MO YCMOTPEHWUIO 3asBUTENS, HO MCNONAb3YEMble YPOBHMU
3KCMNO3UUUKU AONKHbI B6bITb 060OCHOBAHBI.

B ycnoBusAx NpuHygUTENbHOM AerpagaumMmM MOryT OBHapy»KMBaTbCA NPOAYKTbI Aerpagauuu,
06pasoBaHMe KOTOPbIX Ma/IOBEPOATHO B YCI0BUAX MOATBEPKAAOWMX UCCea0BaHUI. Takue AaHHble
MOTYT UCMONb30BaTbCA NPU pa3paboTKe U BaNMAaLMM COOTBETCTBYHOLLMX aHAIUTUYECKMX METOAMK. Ecnm
Ha MNpaKTUKe 6blN0 A0Ka3aHO, YTO 3TU NPOAYKTbI Aerpajaunn He obpasytoTca Npu NOATBEPKAAIOLLMX
nccnenoBaHUAX, TO HET HE0BXO04MMOCTU MPOBOANTDL UX AasibHENLLEee nccaefoBaHuMe.

115. JonxHbl 6biTb NpoOBeAeHbl NOATBEPKAANOLWME WUCCNEA0BAHMA YNAKOBKM U MAPKUPOBKM
nNpoAyKUuMM ANA nonaydeHua MHbopmaummn, Heobxoammon ans obpaueHus ¢ Hel (MHbopmaums no
NAaHUPOBAHMIO TAaKUX UCCIeA0BaHNIM YKa3aHa B nyHKTax 113, 116 1 117 HacTosawmx TpebosaHui).

Ha cTagnn pa3paboTku, Kak NpaBuao, UccieaytoT OAHy cepuio dapmaleBTUYecKon cybcTaHuuuy,
3aTeM, ecan dapmaleBTUYeCcKas CcybcTaHUMA OAHO3HauyHO d¢oTocTabunbHa MM  GotonabunbHa,
napameTpbl GOTOCTabUNBLHOCTN HEOBXOAMMO NOATBEPAUTb Ha 1 cepuu, BbIBPaHHOM B COOTBETCTBUN C
pasgenom Il Hactoawmx TpebosaHun. Ecnm  pesynbTaThl MNOATBEPXKAAOLWIMX  UCCNEAOBAHWIMA
COMHUTENbHbI, TO AOJ/IKHbI OblTb MPOBEAEHbl MCCNeA0BaHMA He MeHee YeM Ha 2 AOMOJHUTENbHbIX



cepusix. Mpobbl A0MKHbI ObITb BbIGpaHbl B COOTBETCTBUM C TpeboBaHuaMM pasgena |l HacToswwmx
TpeboBaHuii.

5. MpepcraBneHne npo6 npu npoBeaeHUN Uccneso0BaHUM

116. Heobxoaumo yumtbiBaTb M3MYECKME CBOWMCTBA McCaedyemblX Npobd M npunaratb ycunus
(Hanpumep, oxnaxgeHue W (Man) 3anedyaTbiBaHME KOHTEMHEPOB) AN MUHMMM3AUMM  BAUSHUA
M3MEHEHMN (HanpuMmep, BO3rOHKW, MCMNAPEHUA U NNaBAEHMA) HA WX GU3MYECKoe COCTOsHUE.
HeobxoaMmo yuuTbiBaTb M YCTPaHATb BO3MOXKHOE B3auMmMogencTBume npob c Abbim maTepuanom,
NCMOJIb3yeMbIM B Ka4eCcTBE KOHTENHepa Uan ana obuen 3awmtbl Npob, ecnv Takoe B3aMmoaeincrasme He
TpebyeTca Ana nposeaeHMa ccneaoBaHus.

117. B uenax wuccnegoBaHMa NPAMOM  CBETOBOM  3KCMO3MUMM  Ha npobbl  TBEepAblX
dapmaueBTMHEeCKMX CcybCcTaHUMIt HeobxoaMmo oTbupaTb A0CTAaTOYHOE KOJIMYEcTBO maTepuana,
nomMellaTb €ro B CTEKAAHHYI Mocyay WAM Mnocyay W3 MOJIMMEpPHbIX MaTepuasnoB U 3aliuiiaTh
NoAXOoAALIMM AN METOAMKU UCCAeA0BaHMA NPO3PavHbIM NMOKPbLITUEM, ECIM TaKOe NOKPbITUE cYUTaeTcA
HeobXO4MMbIM B COOTBETCTBMM C BblOpaHHOM MeToaMKon. PapmaueBTUYecKyto cybcTaHLMIo
HeobxoaMMO pacnpenenaTb No KOHTelHepy Takmm o06pasom, YTobbl ToNWMHA CNOS He npeBbiwana 3
mm. PapmauesBTuyeckme cybectaHuuK, npeacrasastowme cobon KMAKOCTU, HEOBXOAMMO NOMELLATL B
XMMMUYECKN MHEPTHbIE NPO3PaYHble KOHTENHEpPBI.

6. AHanu3 npob

118. MNocne 3aBeplleHMA CBETOBOW 3KCMNO3ULUW HEoBXOAMMO MNpPOaHanU3npoBaTb MNPo6bl Ha
Hanuume NobbIX NIMEHEHMI UX GUINYECKUX CBOMCTB (Hanpumep, BHEWHEro BMaa, NPo3pavyHoCTU MK
LBeTa pacTBopa), a TaKkKe NPoBEeCcT! KoAnYecTBeHHoe onpeaeneHune GpapmauesTUYeckoin cybcTaHumnmn 1
onpeaeneHne MNPOAYKTOB AerpagauMmM C  MOMOLLbIO MeToAa, COOTBETCTBYHWMM  ob6pasom
Ba/IMANPOBAHHOIO B OTHOLUEHUWN TeX NPOAYKTOB, 06pa3oBaHMe KOTOPbIX MOXKHO OXWAATb B pesyabTaTte
npouecca GoTOXMMMYECKON Aerpagauuu.

119. MNpu nccnesoBaHnm Teepabix GapmaLeBTUYECKUX CyBCTaHLMA Heobxoanumo ybeamnTbea B TOM,
YTO B OTAE/NbHbIX MCCEA0BAHUAX MCMONb3YETCA pPenpeseHTaTUBHasA A0/ Npobbl. ITO Ke npaBuo
(Hanpumep, romoreHusauus Bceit Npobbl) CNpaBesIMBO B OTHOLUEHWWM OCTajIbHbIX MaTepuanos,
KOTOpble MOTYT NOTEPATb TOMOFE€HHOCTb NOC/Ie 3KCNO3ULLMU. AHANN3 NoABeprLIenca 3KCno3mumm Npobbl
HeobXoAMMO OCYLLEeCTBNATbL OAHOBPEMEHHO C 3alUMLLIEHHbIMM nNpobamu, MCNONb30BaBWMMMUCA B
KauecTBe "TemHOro" KoHTpoA, ecn Takoi 6bl1 NpeaycMoTpEH.

7. OueHKa pe3ynbTaToB UCC/Ie,0BaHUM

120. WccnepgoBaHWA NPUHYAUTENbHOW Aerpajauuu  A0NXHbl 6blTb CAAAHMPOBAHbI TaKUm
ob6pa3om, UTobbl obecneunsanocb NosyyeHme ceeaeHnin, Heobxoanmbix Ana paspaboTkM U BaAMAaLMK
aHaINTUYECKUX METOAMK, WCMONb3yeMblX B MOATBEPXKAAIOWMUX UCCAeAO0BaHMAX. Takue MeTOAMUKM
OO/MKHbI  06M1a4aTb  CMOCOBHOCTbIO  pasnvyaTb M OBHapysKMBaTb MNPOAYKTbl  GOTOAUTUYECKON
Aerpagaumu, obpasylolmecs B xode MNOATBEP)KAAOLWMX MccieaoBaHUit. Takue noaTsepAaatolime
nccnenoBaHNA ABAAIOTCA YacTblo CTPECCOBbIX UCCNeAO0BaHUIA U He npefHasHayeHbl AN yCTaHOBAEHUA
KauyecTBEHHbIX M KOZIMYECTBEHHbIX NpeaenoB U3MEHEHUA.

121. MMoaTtsep:kpaloWme MUCCNeAOBaHUA [AOJIXKHbl  ONpeaenaTb Mepbl MPefoCTOPONKHOCTY,
Tpebyemble NpuM NPOU3BOACTBE MAM pa3paboTKe cocTaBa /IeKapCTBEHHOro npenapata, a TaKxke
HeobXxoAMMOCTb WMCMO/b30BaHUA CBETOYCTOMUYMBOM YMaKoBKWU. YTOBblI ybeguTbcAa, 4TO MOKasaTenu
KayecTBa (apmaueBTMYECKON CybCcTaHUMM B MOMEHT €e WCNO/Ab30BaHMA  YKNaAblBaloTCA B
yCTaHOB/MIeHHble crneunbuMKaumen npeaenbl, Npu WHTEPNpeTaumm pesynbTaToB MOATBEPNKAALNX
nccneaoBaHUn B LeNAxX onpeaeneHua AOMNYCTUMOCTM BO3HUKLLMX BCAEACTBME CBETOBOM 3KCMO3ULMK
M3MEHEHUA HeobXoAMMO Y4YMTbIBaTb pPe3y/lbTaThl OCTasibHbIX (OPMannU30BaHHbIX WCCAeA0BaHMIMA



ctabunbHocT (cm. pasgen Il HacToAwmx TpeboBaHMIA, a TakKe NpaBMaa NO U3y4YeHUIO Npumeceit B
NIeKapCTBEHHbIX CPeACcTBax WM YyCTAHOB/EHUIO TPeboBaHUI K HUM B crneuuduKaumax, yTeepxaaemble
Komuccuen).

8. UccnepoBaHne neKapcTBEHHOroO npenapara
Ha ¢poTOCTAabNNBHOCTD

122. KaKk npaBwio, MccnenoBaHMA NeKapCTBEHHOro npenapaTta Ha ¢oTocTabunbHOCTL creayet
NnpoBOANTb NOC/NeA0BaTE/IbHO, HAUMHAA C UCCNeA0BaHMA HeyNaKoBAHHOMO IEKApPCTBEHHOMO npenapaTta
n nepexoas (npu HeobXoAUMOCTM) K WCCAeAOBaHWAM NEKapCTBEHHOro npenapaTa B MNepBUYHON
yNaKoBKe, a 3aTeM BO BTOPUYHOI (NoTpebutenbckoi) ynakosKke. NccneaoBaHua A0MXKHblI NPOBOAUTLCA
[0 Tex nop, Noka He ByayT nonydeHbl pesy/bTaTtbl, NOATBEPKAAOWME, YTO NIEKAPCTBEHHbIM npenapar
[OCTAaTOYHO 3alMmuleH OT BO34encTBMA cBeTa. JIeKapCTBEHHbIM npenapaT AO0/IKeH noaBepraTbCcA
BO34€eMCTBMIO CBETA NPM YC/I0BMAX, YKa3aHHbIX B NyHKTe 113 HacToAwmx TpeboBaHWUA.

123. Ha ctagunun pa3paboTku, Kak NpaBuao, UCCAeAYIOT OAHY CEPUIO JIEKAPCTBEHHOrO npenapara.
3atem, ec/iM JIeKapCTBEHHbIN MnpenapaT oAgHO3HayHO ¢doTocTabuneH unm ¢otonabunieH, napameTpbl
doTocTabunbHoCTU HeobxoaAMMO NoATBEpPANUTb Ha 1 cepun, BbIBpPaHHOW B COOTBETCTBUM C pasaenom IV
HacToawmx TpeboBaHMn. Ecnm pesynbTaTbl NOATBEPXKAANOLWLIErO UCCNEeA0BaHUA COMHUTENbHbI,
HeobXxoaAMMO UCCNefoBaTb He MeHee 2 A0MNONHUTENbHbIX CEPUN.

124. WccnepoBaHMe HEKOTOPbIX  /IeKapCTBEHHbIX MpenapatoB, B OTHOLWEHMM KOTOPbIX
noATeepyAeHa MoAHaA HenpoHMLAEMOCTb [A1A CBeTa WX MNepBUYHON YNakoBKM (Hanpumep,
anloMuHKeBble Tybbl UAM BaHKK), KaK NPaBuaO, NPOBOAAT TO/bKO Ha /IeKapCTBEHHOM npenapaTte 6e3
YMaKOBKW.

125. B HEKOTOpbIX cay4yaax HeobxoaMmo U3yUnTb POTOCTabU/IbHOCTb JIEKAPCTBEHHbIX NpenapaTos
(Hanpumep, MHPY3NOHHBIX XUAKOCTEM, KPEMOB AN1A HAPYXKHOTO NPUMEHEHUA U T.4.) B MOMEHT MX
npumeHeHns. Obbem TakMxX UCCieq0BaHN 3aBUCUT OT PEKOMEHAALNM K NPUMEHEHUIO U onpeaensaeTcs
3aABMTENIEM CAMOCTOATE/IbHO.

Mcnonb3lyemble MeTOOMKM VICCJ'IE,EI,OBaHMﬁ OOTXKHbI 6bITb BaananpoBaHbl B COOTBETCTBUU C
PYyKOBOACTBOM MO BaMaaunn aHaIMTUYECKUX METOOUK, YTBEPHKAAEMbIM Komuccuen.

9. NpepcraBneHne npob

126. Heob6x0aMMO yunTbIBaTb GU3MYECKME CBOWMCTBA Mccaedyemblx Npob v npunaratb ycuaus
(Hanpumep, oxnaxageHve U (MAKM) 3anedyaTblBaHME KOHTEMHEPOB) A8 MUHUMM3ALMU  BAUAHUA
M3MeHeHWn (Hanpumep, BO3FOHKKM, WCNAapeHWMas W NAaBAEHUA) Ha WX OGU3MYECKOe COCTosHME.
HeobxoAMMO yuuTbiBaTb M YCTPAHATb BO3MOMKHOE B3aumozercTene npob ¢ nbbiM maTepuasnom,
NCNo/Ib3yeMbIM B Ka4ecTBe KOHTeMHepa nam aaa obLuei 3awmTol Npob, ecin Takoe B3aMMoLencTene He
TpebyeTcsa Ana NpoBeAeHUs NUCCief0BaHMA.

127. UccnepoBaHue Npob SieKapcTBEHHOTO NpenapaTta BHe MX NePBUYHOM YNaKoBKM HEOBX04MMo
OCYLLEeCTBNIATL CNOCOHOM, aHANOMMUYHLIM ANS UCCNefoBaHuA dapMaueBTUYecKon cybctaHummn. Mpobbl
HeobX0AMMO PACcNoIOKUTL TaKMM 06pa3oM, UTObbI 0becneynTb MaKCMMabHYIO NoLWaLb BO34ENCTBUA
WCTOYHWMKa cBeTa (Hanpumep, TabaeTKu, Kancybl v T.4. HEOHX0AMMO Pa3/OKNUTbL B OAMUH CI0M).

Echm  npaAman  cBeToBas 3KCMO3MLMA HEBO3MOXKHA (Hanpumep, BCAeACTBME OKUCAEHMSA
JIeKapCTBEHHOrO npenapara), Npoby HeobxoAMMO MOMECTUTb B MOAXOLALMA 3AMUTHBIN MHEPTHBIN
NpPo3payHbIl KOHTeHep (Hanpumep, KBapLEBbI KOHTEHEp).

Ecnv TpebyeTca uccnefoBaHWe NEKapCTBEHHOMO MpenapaTta B ero NepBUYHOM KOHTeMHepe Wau
BTOPUYHON (NOTpebuTenbckoi) ynakoBke, Mpobbl HEOBXOAMMO PACMOIOKUTL TOPU3OHTANILHO WU
MoMepeyYHo K UCTOYHUKY CBETa B 3aBUCMMOCTM OT TOro, YTo obecneynBaeT Hanbonee OAHOPOAHYIO UX
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aKcnosmumio. Mpu  UCCNefoBaHUM  KOHTeMHepoB 60/blMX 06bEeMOB (Hampumep, AMcCheHcepoB)
[AOMyCKaeTca He3HauYnTeNbHas MoaMdUKaLMA YCI0BUIA UCCeL0BaHWA.

10. AHanu3 npo6

128. MNocne 3aBeplleHMA CBETOBOW 3KCNO3ULUUM HeobXoAMMO MNpoaHanu3npoBaTb MNPobbl Ha
Hanuume NO6bIX U3MEHeHU GU3NYECKUX CBOMCTB (Hampumep, BHELHEro BWAa, NPO3PaYHOCTU WU
LBeTa pacTBopa, PacTBoOpeHUs (pacnafaemocTi) ANA TaKUX IeKapcTBeHHbIX GOpPM, KaK Kancynbl 1 T.M0.).
TakKe cnegyeT MNpoBecTU KoJ/MYeCTBEHHOe onpeaeneHne dapmaueBTUYecKoW cybcTaHumMM U
onpeaeneHne NPoOAyKTOB Aerpajauuu C NOMOLLbIO METOAMK, BaAUAMPOBAHHbLIX B COOTBETCTBUM C
PYKOBOACTBOM MO Ba/MAALMM aHANUTUYECKMX METOAMK, yTBepKaaembim Komuccuein, B OTHOLUEHWUMU
NpoAyKToB, 0bOpasoBaHME KOTOPbIX MOXHO OXMAaTb B pes3ynbTate npouecca GOTOXMMUYECKOM
gerpagauun.

129. lMpu wuccnegoBaHUM MOPOLWIKOB HeobxoaMmo yb6eanTbcss B TOM, YTO B OTAE/NbHbIX
UCCNelOBaHUAX  WUCMOMIb3yeTcs  penpeseHTaTUBHas gons  npobbl.  WccnegosaHue  TBepAbix
NleKapcTBeHHbIX GopM AN npuema BHYTPb HEOBXOAMMO OCYLIECTBAATb Ha A0CTaTOYHOM KOAMYecTBe
JIeKapcTBeHHOro npenaparta (Hanpumep, Ha 20 TabneTkax UM Kancynax). 3To ke npaBuao (Hanpumep,
roMmoreHusauma uam contobuamnsauma Bcen npobbl) cnpaBeanMBO B OTHOLIEHUN OCTaNbHbIX MaTepMasnos,
KOTOpPble MOTYT NOTEPATb FOMOFeHHOCTb MOC/AE 3KCMO3UUMK (Hanpumep, Kpembl, Masu, CyCneHsnumn u
T.4.). AHanus nogsepruwenca 3sKCnosuumm npobbl HeobXoAMMO OCYLLECTBAATbL OAHOBPEMEHHO C
3alWMLWEHHbIMX NpobamK, MCNONb30BaBLUMMUCA B KayecTBe "TEeMHOro" KOHTpOAs, ecnv Takon 6bin
npeaycmoTpeH.

11. OueHKa pe3ynbTaToB

130. B 3aBMCMMOCTU OT CTEMNEHU U3MEHEHUI MUCCIeQyeMOro IEKAPCTBEHHOrO NpenapaTta B Lensax
CHUMKEHMA BO34ENCTBMA CBETOBOrO W3/y4YeHUss MOTyT MOHaZobuTbCcA CcreuuasbHble  YyKasaHus
OTHOCUTE/IbHO Mep 3aWuTbl UaM cnocoba ynakoBkM B MHbOpPMaLMM O MpenapaTe UM Ha YrNaKOBKe.
Y106b!I YBEeauMTbca B TOM, UYTO MOKa3aTe/IM KadyecTBa JIeKapCTBEHHOrO nNpenapaTa YKAaabiBatoTca B
npeanaraemyto cneumMduKauuio B TeYeHMEe BCEro CPOKa rogHOCTU, MPU MHTEeprnpeTauMu pesynbTaToB
NoATBEPXKAAOWMNX WUCCNeA0BaHUIA B LENAX onpeaeneHusa AonycTUMOCTM BO3HMKLWWUX BCAeAcTBUE
CBETOBOW 3KCMO3MLUMU U3MEHEHUIA HEOBXOAMMO YYUTLIBATb Pe3yabTaTbl OCTA/IbHbIX GOPMaNN30BaHHbIX
nccnenoBaHnn ctabunbHoctn (cm. pasgen IV HacToAawmx TpeboBaHMI, a TakKe NpaBuaa No U3y4yeHuto
npumeceir B NEKAPCTBEHHbIX CPeACTBaX W YCTAHOBNEHMIO TpeboBaHUM K HMM B creuuduKaumsx,
yTBepagaemble Komuccuen).

V1. UccnepoBaHUA CTabUIbHOCTU CYLLLECTBYIOLLLMX
dapmaueBTMUECKUX CyBCTaHLMIA

1. O6nactb npumeHeHuUn

131. UsnoxkeHHble B pasgene lll HacToAwmx TpeboBaHWN MONOXMKEHUA OTHOCUTENIbHO HOBbIX
bapmaueBTUYECKMX CYOCTAHLMIA MPUMEHUMBI K CYLLECTBYOWMM dapMaLeBTUYECKUM CYyOCTaHUMAM.
Bmecte Cc TemM B 33aBMCMMOCTM OT Ha/MuMa W XapakTepa WHOOpMauumM o CTabuabHOCTU
dbapmaueBTUYECKON CYOCTaHLMM MOMKET ObiTb COKpalleH 06bem HeobXoAMMbIX ANA perncrpaumu
OaHHbIX.

B HacToAwem pasgene NpuMBOSMTCA COBOKYMHOCTb AAHHbIX MO WCCAeL0BaHUIO CTabuabHOCTU
cywecTeytowmnx ¢apmaLeBTMUECKUX cybcTaHumMit. B To Ke Bpems npedycMOTpeHa J[ocCTaToyHas
rMOKOCTb, MO3BONAIOLLAA OXBATUTb PA3/IMUHbIE MPAKTUYECKUE CUTYyaumK, 0bycNoBAEHHbIE PA3/INYHBIMU
Hay4YHbIMW B3r/1A4aMM Ha CBOWCTBA OLEHMBAEMbIX MaTepuanos. NMpUMeHUMbI U Apyrve Noaxoabl, eciv
3TO Hay4yHO 060CHOBAHO.


consultantplus://offline/ref=3B5F10DF9DFF6F7A58E26B141B34925696232F13B44C07E44DE52D01E672513C4E223CE4B0F22ABFB98366BD3513F8D0593E0397473202C6i0D0L

Mepes nposegeHWEM UCCNELO0BaHWUI NPOM3BOAUTENEM (3asiBUTENIEM) COCTABASAETCA NPOrpamma
nccnefoBaHWA CTabuabHOCTM dapMaueBTUYECKOM cybCTaHUMM, BK/AOYAOWAs BUAbI NAaHUPYEMBbIX
nccnefoBaHUiA  (CTPeccoBble, YCKOPEHHble M O0/roCpoYHble), BbIGOP Cepuid, OnucaHWe CcUcTembl
"KOHTEeMHep - YKynopka", uccneayemble XapaKTepWUCTUKW, aHAAUTUMYeCKMe MEeTOAMKWM, YacToTy
nccneoBaHUA, YCNOBUA XPaHEHWA.

2. O6wme nonoxkeHua

132. UHdopmauma o cTabunbHOCTM GapmaLeBTUUECKOM CybCTaHUMKM SBNSETCA HEeOoTbeMIeMOW
YaCTbO CUCTEMATUYECKOTO NOAX0AA K OLLeHKe ee CTabuibHOCTY.

Echn dapmaueBTuyeckaa cybctaHuma He onucaHa B dapmakoneiHbix ctatbax Papmakoneun
Coto3a, dapmaKkoneit rocygapcTs-yneHoB, EBponeickon dapmakonee, HeobxoaAMMO NpPOBECTU
nccneaoBaHUs cTabuibHoOCTH.

Ecnm dapmauesTuyeckan cybctaHumsa onucaHa B dapmakoneliHbix ctaTbax ®apmakonen Cotosa,
dapmakoneit rocygapcTe-uneHos, EBponelickoit ¢apmaKkonee, B KOTOPbIX YKasaHbl MNPOAYKTbI
Aerpagaumm 1 yCcTaHOBNEHbl COOTBETCTBYIOLLME Npedebl COAEPKaHMA, HO He onpegeneH nepuos Ao
NOBTOPHbIX NUCCNEA0BAHNIA, TO 3aABUTENb A0IKEH:

nmMbo ykKasaTtb, yto dapmaueBTUYecKkas cybcTaHUMA COOTBeTCTBYyeT ¢dapmaKoneiHon craTtbe,
HenocpeacTBEHHO nepej NPOM3BOACTBOM JIeKapCTBEHHOro npenapaTa. B aTom cnyyae nccnenosBaHus
CTabunbHOCTM He TPebyloTcs NP YC/I0BUK, YTO COOTBETCTBME PapMaKOMNenHon cTaTbe NOATBEPKAEHO
ONA onpegeneHHoro nponssoauTens GapmMmaLleBTMYECKOM cybcTaHumy;

b0 yCTaHOBUTb MEpMoA A0 MOBTOPHbLIX MCCAEAO0BAHUIA WAM CPOK TOAHOCTM HAa OCHOBaHWUU
pe3y/bTaToB A0/IFOCPOYHbIX UCC/IeA0BaHMUN CTabUIbHOCTH.

3. Crpeccosble uccneaoBaHusa

133. CTpeccoBble  uUccnefoBaHWA  dapmaueBTMYEecKoW  cybCTaHUMM  MOTyT  MOMOYb
naeHTUOMLMPOBATbL BEPOATHbIE NPOAYKTLI Aerpajaumn, YTo No3BoAAET YCTaHOBUTL NYTU Aerpajaumm u
CBOMCTBEHHYIO MOJIeKy/ie CTabuAbHOCTb, @ TaKKe Ba/MAMPOBaTb B COOTBETCTBUM C PYKOBOACTBOM MO
BaNMAAUMM  aHANUTUYECKMX METOAMK, YTBepKAaembiM Komuccmeid, cnocobHOCTb aHaNMTUYECKUX
METOAMK ONnpeaenaTb CTabuUabHOCTb.

MpoBeaeHMe CTPECCOBbIX MCCAEA0BaHMIA B OTHOWEHUW NIEKAPCTBEHHOTO PACTUTE/NIbHOrO CbipbA,
NPOMEKYTOUHbIX MPOAYKTOB M NEKAPCTBEHHbIX PAaCTUTE/IbHbIX MPEnapaTos, Kak NpaBuo, He TpebyeTcs.

Onsa bapmaueBTUYECKMX CyOCTaHLMIA MOTYT 6bITb MPUMEHEHbI Caeaytowme noaxoabl:

ecnn dapmauesBTUYeckan cybctaHumMa onvcaHa B dapmaKoneliHbix cTaTbax Papmakonen Cotosa,
dbapmakonelt rocymapcte-uneHoB, EBponeickot  ¢dapmakonee UM MOAHOCTbIO  COOTBETCTBYET
YCTAaHOBJIEHHbIM B HUX KPUTEPUSM NPUEMIEMOCTM, He TpebyeTca NPUBOAWUTL AaHHble O MPOAYKTax
Oerpagaumm, ecinm oOHW nepedncsieHbl nog 3aronoskamu "MccneposaHme Ha unctoty" u (uan) "Pasaen
no npumecam";

ecnm ¢dapmaueBTUYECKas CybCcTaHUMA He onucaHa B ¢dapmaKkomneiHbix cTatbax Papmakonen
Coto3a, dapmakonei rocygapcre-4neHoB, EBponelickoit ¢papmakonee, BO3MOXKHbI 2 BapUaHTa:

npu Hann4ymu H806XOAMMbIX AaHHbIX, OI'IY61'IVIKOBaHHbIX B Haquoﬁ nnTepartype, A0NnyCKaeTcAa
npeacrtaBuTb X B Ka4ecTBe obocHoBaHuA I'IYTEﬁ Aaerpagaunm;

€CcNn HeobxoauMmble AaHHble B HAy4YHOM /AUTepaType He onucaHbl (BKAtoYas dapmakonem,
BK/IIOYEHHbIE B NepeyeHb papmaKkonen, popmupyemblii BcemmpHoIt opraHMsaumelt 3a4paBooxpaHeHns),
HeobXoAMMO NPOBECTM CTPECCOBbIE UCCNeA0BaHUA. Pe3yabTaTbl TakKMX UCCAef0BaHMIA ByayT BXOAWUTb B
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COCTaB pPerncTtpavtMoHHOro AocCbe /1eKapCTBEHHOrNo npenaparta, nogaBaemoro B YNO/IHOMOYEHHbIE
OpraHbl rocygapcre-41€HOB.

134. CTpeccoBble UccneaoBaHuaA, Kak NpaBuao, NPOBOAATCA HA OL4HON cepun dpapmMaLeBTUUYECKOM
cybcTaHumn. Takme nccnefoBaHUA AOXKHbI BKAOYATb UCCAeA0BAHME BAUAHMA Ha dapMaueBTUYECKYHO
cybCTaHUMIO TemnepaTypbl NpU ee MnocnefoBaTeNibHbiX MOBblWeHUAX Ha 10 °C Bbiwe TemnepaTypbl
YCKOpPEHHbIX uccnegoBaHuit (Hanpumep, 50 °C, 60 °C T.4.) U BAAXKHOCTU, ecin 3TO LenecoobpasHo
(Hanpumep, OTHOCUTENbHOW BAAXKHOCTU 75% W Bblille), a TaKXKe OKucneHus wu ¢otonmsa. B
NCCNefOBaHUM TaKKe HeobXxoAMMO OUEHWBATb MNOABEPMKEHHOCTb (dapmMaLeBTUYEeCKOM cybcTaHumu,
Haxo4AaWeNca B pPacTBOpPe WAM CYCNeH3WW, TMAPOAN3Y B LUMPOKOM AMana3oHe 3HavyeHui pH.
HeoTbemnemMon  4acCTbl0  CTPECCOBbIX  MCCNEeAOBaHMM  [AO/MKHbI  OblTb  MUCCAeAOBaHWA  Ha
doTocTabunbHocTb. CTaHAAPTHbIE YCOBUA UCCNef0BaHMA Ha GOTOCTabMABHOCTb NpMBEAEHDbI B pasaene
V Hactoawwmx TpeboBaHui.

135. OnA ycTaHOBAEHMA NyTel Aerpafaumnm, a TakKe pa3paboTkM 1 BanmMaaLumMm cCoOOTBETCTBYHOLMX
aHaNUTUYECKMX MEeTOAMK TpebyeTca uccnegoBaHMe NPOAYKTOB Aerpagaumn B CTPECCOBbIX YCNOBUSIX.
O4HAKO ecnnM Te WAW WHble NPOAYKTbl Aerpagaumm B YCAOBUAX AONTOCPOYUHBLIX WM YCKOPEHHbIX
nccnefoBaHUt He 0bpasyrTCA, CAMOCTOATENbHO UX UCCea0BaTh He TpebyeTcs.

4. Bbibop cepuii

136. MNpwu BbIbOpE Cepuit 4ONYCTUMBbI 2 BapuaHTa:

1-4 BapWaHT: f[aHHble O CTabUAbHOCTM MO pe3y/sbTaTaM YCKOPEHHbIX W  AOATOCPOYHbIX
nccnefoBaHUt He MmeHee 2 MPOMbILIEHHbIX CEPUA, MPOU3BEAEHHbIX B OAMHAKOBBIX YCAOBMAX U MO
OAWNHAKOBOM TEXHONOIMMU, OMUCaHHbIX B 4YacTu 3.2.5.2 perncrpaumoHHOro A0Cbe JIeKapCTBEHHOIO
npenapata. Ha MOMEHT nogaynM HeobxoAUMO NpPeAcTaBUTb pPes3y/ibTaTbl HE MEHEe YeM 6-MecAYHbIX
OONTOCPOYHbIX M YCKOPEHHbIX UCCeA0BaHN;

2-i BapuaHT: faHHble O CTabUNbHOCTM MO pe3ynbTaTaM YCKOPEHHbIX W  AO0ATOCPOYHbIX
nccnefoBaHUii He MeHee 3 ONbITHO-MPOMbILLIEHHbIX CEPUIA, MPON3BEAEHHDBIX B OANHAKOBbIX YCNOBUAX U
No OAMHAKOBOMW TEXHONOMMM, ONWUCAHHbIX B YacTh 3.2.5.2 perncTpaumMoHHOro A0Cbe /IeKAapPCTBEHHOTO
npenapata. Ha MOMEHT noZayn HeobXoAMMO NpPeacTaBMTb PesyNbTaTbl HE MeHee YeM 6-MecAYHbIX
AONITOCPOYHbIX M YCKOPEHHbIX UCCNeA0BaHWNN.

5. Cucrema "KoHTeliHep - yKynopKa"

137. UccnepoBaHusa cTabuibHOCTU AOMKHbI NPOBOAUTLCA Ha dapmaleBTUYECKON cybcTaHuumy,
YMNaKOBAaHHOW C MCMO/Ib30BAaHMEM TAKOM e WM MMWUTUPYIOLLEN TaKyl e cucTeMy "KOHTelHep -
yKynopka", Kakasa 6yaeT MCnonb30BaTbCA NPU XPaHEHUU U peanunsaLmu.

6. Cneundukauma

138. WUccnepoBaHMsa CTabUNAbHOCTUM [OMXHbI BKAKOYATb B cebA uccnegoBaHWe TaKUX CBOMCTB
dbapmaueBTUYecKoi cybcTaHUMK, KOTopble NoABEPKEHbI M3MEHEHUAM BO BPeMA XpaHeHMA U BeposTHee
Bcero 6yayT BAMATbL Ha KayecTBo, 6e3onacHocTb M (Mau) addeKkTuBHOCTb. MccnepgoBaHne AONXKHO
0XBaTbiBaTb (€CN NMPUMEHMMO) PU3NYECKUE, XMMUYECKne, Buonormyeckue U Mmukpobuonoruyeckue
nokasaTtenu. HeobxoauMo WCNONb30BaTb Ba/NMAMPOBAHHbIE B COOTBETCTBMM C PYKOBOACTBOM MO
Ba/MAALMM  aHAMTUYECKMX METOAMK, YTBepKAaembiM Komuccuel, aHalUTUYECKME METOOMKM,
CBMAETeNbCTBYOUME O CTabuabHOCTU. HeobxoaMmocTb M 06bem UcCnefoBaHWN, MoAneNKallmx
NMOBTOPEHMIO, 3aBUCUT OT Pe3y/1bTaTOB Ba/IMAALMOHHBIX UCCAEA0BaHUNA.

139. Kputepuu npMemnemoct - 3TO YWUCAEHHble Mpeaensbl, AManasoHbl U Apyrue Kputepuu
ONMWCaHHbIX OMpeaesneHHbIX WCCNeA0BaHUIN, KOTopble AOO/XHbI BKAOYaTb B ceba obume wu
WMHOMBUAYANbHbIE BEPXHUE Npeaenibl CoaepraHuA Npumecein U NpoayKToB Aerpagaumn. Mpu Bbibope
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06WMX U MHAMBMAYANbHBIX BEPXHUX MpPEeAesioB COAEprKaHMsA NpUmecer WM NpPOoAYKTOB Aerpagaumu
HeobXxo4MMO PYKOBOACTBOBATbCA CcoobpaxkeHuammn 6esonacHoct U (Mam) 3sddekTuBHocTM. B
OTHOWeHMM (apMaLEeBTUYECKMX CyBCTaHUMI, OMMCaHHbIX B dapmaKonelHbix cTaTbax Papmakoneu
Coto3a, ¢dapmakonei rocygapcte-yieHoB, EBponeiickolt ¢apmakonee, ucciegoBaHMs HeobXxoaumo
NPOBOAMTL B COOTBETCTBMM C TaKMMW CTAaTbAMM WAW C YYETOM WCCNELOBaHWA, NEepeKpecTHo
BAa/MAMPOBaAHHbIX C dapmaKonelHbIMK, a TaKXKe npeacTaBuTb 06OCHOBaHME TOro, 4To Bce
noTeHumanbHble Npumecn (NPOU3BOACTBEHHbIE MPUMECU U MPOAYKTbI Aerpadaunn), BO3HUKaloWwmMe B
CBA3M C MCNO/Ab30BaHWEeM QaKTUYecKoro cnocoba Npou3BOACTBA, KOHTPOJ/IMPYHOTCA B COOTBETCTBMM C
YCTaHOB/IEHHbIMM TPEBOBAHMAMM.

CneuMduKaumm pacTUTENIbHOTO  Cbipbf, MPOMEXKYTOYHbIX MPOAYKTOB W /JIeKapCTBEHHbIX
pacTUTEeNbHbIX MNPEenapaToB OMNWCaHbl B PYKOBOACTBE MO KauyecCTBY JIEKAPCTBEHHbIX PacTUTE/bHbIX
npenapartos, yTBepxagaemom Komuccue.

7. YacroTa uccnepoBaHui

140. YKa3aHWA No YacToTe UccieLoBaHUIN NpuBeaeHbl B MyHKTax 21 - 23 HacTtoAwmx TpebosaHui.

Mpu goctaToyHOM obocHOBaHUK 4acToTy MCCJ'IELI,OB&HMVI PaCTUTENBHOIO CbipbA, MPOMEKYTOYHbIX
NPOAYKTOB U NEKAPCTBEHHbLIX PACTUTE/NIbHbBIX NPenapaTtoB, MO KOTOPbIM 3aABUTE/b 06nap,aeT APXUBHbIMU
AaHHbIMUA cepMﬁ, MOXHO CHU3UTD.

8. YcnoBua xpaHeHus

141. OueHKy dapmaLeBTMYECKON cybCcTaHUMKM clefyeT NPOBOAUTbL B YCNOBUAX XpaHeHua (c
COOTBETCTBYHOLWMMM  OONYCTUMbIMKA  OTKJNOHEHUAMM), KOTOpble MO3BOJIAIOT  UCCAedoBaTb  ee
TEPMUYECKYIO CTabUAbHOCTb M (MPU HEOBXOAMMOCTUN) YyBCTBUTE/IbHOCTbL K Bnare. YC/0BUA XpaHeHUA U
NPOAO/IKUTENIbHOCTD  UCCAIEAOBAHUIM  OO/KHbI  OXBATblBAaTb  XPaHEHME, TPAHCNOPTUPOBKY MU
nocseayroLLee UCnosib3oBaHKe.

142. Ha momeHT nojayn 3afaBAeHMA O perncTpaumm nNpPOAO/IKUTENbHOCTb A0/ITOCPOYHbIX
nccnefoBaHW ANA BapMAHTOB, YKa3aHHbIX B NyHKTe 136 HacToAwmx TpeboBaHWM, [ONKHA COCTABAATD
He MmeHee 6 MmecsaueB. o 3anpocy YNOJNHOMOYEHHOro oOpraHa rocygapcTBa-yseHa Heobxoaumo
npeacTaBuTb AOMNO/HUTENbHbIE OAHHbIE, MOAYYEeHHble B X04€e npoueaypbl perncrpaumn. na oueHKu
B/IMAHUSA KPATKOBPEMEHHbIX OTKNOHEHUI OT MpefenoB 3asaB/IEHHbIX YCN0BUIA XpaHeHus (KoTopble
BO3MOXHbl NPWU TPAHCNOPTUMPOBKE) A0MNYCKAaeTcA UCMOb30BaTb AaHHbIE, NOYyYEeHHble NO pe3yabTaTam
YCKOPEHHOIO XPaHEHMA U, €CIN NPUMEHMMO, XPAHEHNA B NPOMENKYTOUHbIX YC/IOBUAX.

143. B HacToslem nogpasgene OnucaHbl AONTOCPOYHbIE, YCKOPEHHblIE U B COOTBETCTBYHOLLMX
CNy4yasnx MPOMEXKYTOUYHble YC/AOBMA XpaHeHWs dapmaueBTMYeckux cybctaHumMin. B oTHoweHuu
dbapmaueBTUYecKkoin cybcTaHUMKM NnpuMeHstoTca obwue npasuaa, eCan onNUCbiBaemMble B NMOCAEAYHOLLNX
nogpasgenax HactosAwero pasgena TpebosaHusa ee He 3aTparuBatoT. lMpu obocHOBaHMM AonycKaeTca
MCNONb30BaTb a/IbTEPHATUBHbIE YCOBUA XPaHEHUA.

an H806XOAMMOCTM MOTYT NMPUMEHATBCA N Apyrne ycnosmnAa nposeneHuA I/ICCI'IE,EI,OBBHI/IVI, ecnin
npounssogutenem npeacrasseHbl COOTBETCTBYOWME obocHoBaHus.

Tabnuua 10
Ycnosua uccnegosanuii "O6wue npasmna”
UccneposaHue Ycnosua nccneaosaHus (Tfemnepatypa u MuHMMaNbHas
OTHOCUTE/IbHAA B/IaXKHOCTb) NPOAOMKUTENBHOCTb
nccnenoBaHna ctabuabHOCTM Ha
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MOMEHT NoAaun 3asas/ieHns o
perucTpauumio (mec.)

HAonrocpouroe <*> 25 + 2°Cu60 £ 5%, uam 30 £ 2°Cun6s 6
+ 5% <**> 1nam 30 + 2°Ccnu75 £ 5% (Ann BapnaHTOB, yKasaHHbIX B
<Rk nyHKTe 136 HacToALmX
TpeboBaHuiA)
MpomesKyTouHOoE 30+ 2°Cu65 = 5% 6
<***>
YCKOpeHHOoe <***> 40 £ 2°Ccun7s * 5% 6

<*> 3anBWTeNb BrpaBe BbIGPaTb OAWH M3 2 BapMAHTOB YCAOBMII MPOBEAEHUA AONrOCPOYHbIX
nccnefoBaHuii 25 £ 2 °C npu oTHocuTenbHoI BaaxHocT 60 £ 5% mam 30 £ 2 °C npu oTHOCUTENbHO

BNAXHOCTM 65 T 5%. Bo BTOPOM C/iyuae MCCAefOBaHWE B MPOMENKYTOUHbIX YCIOBUAX XPAHEHUA He
TpebyeTtcs.

<**> BbINosHAETCA NP 0bpallleHUN NeKapCTBEHHbIX CPeACTB B CTPaHaX KAMMaTUUYeCKuX 30H Il 1
IV, onpegeneHHbix B npuaoxkeHnn N 1 K HacToAawmm TpeboBaHUAM.

<***> Mpn 060CHOBAHUN UCCNeA0BaHMUE B YC0BUAX YCKOPEHHOTO U MPOMENKYTOUYHOIO XpaHeHus
PaCcTUTENbHOTO CbiPbA, NMPOMEXKYTOYHbIX NPOAYKTOB M NIEKAPCTBEHHbIX PACTUTE/IbHbIX MPenapaToB He
TpebyeTcs, ecnn B MHPoOpMaLMM O NpenapaTe ecTb ACHbIE YKa3aHMA O HEOBXOAMMOCTU XpaHeHUA npwu
Temnepatype Huxe 25 °C.

144. Echn ponrocpoyHble nccnefoBaHUA nNposBeaeHbl B yCA0BUAX 25 T 2°C npwv OTHOCUTENbHOW
BnaxHocTn 60 £ 5% 1 B TeueHMe 6-MeCAYHOrO UCCNEAOBAHUA B YCIOBMAX YCKOPEHHOMO XpaHeHMs
obHapyXu1BaeTca 3HauYMMoe M3MEeHeHWe, HeobxoAMMO MPOBECTU AONONAHUTENbHOE MCCNefoBaHMe B
NPOMEKYTOUYHbIX YC/IOBUAX XPAHEHUA U CPABHUTb MOJIYyYEHHblE Pe3y/bTaTbl C KPUTEPUAMM 3HAUYUMbIX
nsmeHeHuMn. WccnepoBaHne B MPOMENKYTOYHbIX YC/IOBUAX XPAHEHWs [OJKHO npeaycmatpuBaTb
npoBeaeHMe BCex AONTOCPOUHbIX UccneaoBaHuii (ecnm He 060CHOBaHO MHOeE). PerucrpaumMoHHoe gocbe
Ha MOMEHT NoAaYM SONKHO COAEPKATb AaHHbIE, MONYYEHHbIE KaK MUHUMYM B Te4YeHMe 6 MecALeB nNpu
ob6Lwen NpoaoKUTENBHOCTU UCCNef0BaHUIA 12 mecaLeB.

145. dapmauesTnyeckne cybcTaHUMK, NOANENKallMe XPaHEHMIO B XO0ANIbHUKeE.

Ycnosua uccnegoBaHuit  dapmaueBTUUECKMX — CyBCTaHUMA, MNoAfexKallumx XpaHeHuo B
X0N0AUNBHUKE, MPU AONTOCPOUHbIX M YCKOPEHHbIX UCCeA0BaHUAX NpuBeaeHbl B Tabanue 11.

Tabnuua 11

YcnoBua uccnegoBaHuii papmaueBTUHECKUX CybCcTaHUMi,
noAa/eXalmx XpaHeHUI0 B XON0AU/IbHUKE

WNccneposaHue Ycnosua nccnenosaHuna (Temneparypa u MuHuManbHasn
OTHOCUTE/NbHAA BNAXKHOCTb) NPOAOMKUTENBHOCTD
nccnenoBaHUA cTabuabHOCTU Ha
MOMEHT NoAaum 3aABJIEHUA O
perucTpaunm (mec.)




MonrocpoyHoe 5+ 3°C 6 (48 BapMaHTOB, yKa3aHHbIX B
nyHKkTe 136 HacToAwmx
TpeboBaHuiA)
YckopeHnHoe <*> 25 + 2°Cpu60 £ 5%, uam 30 £ 2°Cu6s 6
T 5% <**> um30* 2°Cu75 * 5%
<KFES

<*> Bblbop yCNoBMiA AN YCKOPEHHbIX UCCIeA0BaHNI OCHOBAH Ha OLLeHKe puUckoB. MccnesoBaHus
NPU Heb6AaroNPUATHBIX YCNOBUAX MOTYT BbITb aNbTEPHATUBOM UCCAEA0BAHMIO NMPK TemnepaType 25 T 2
°C 1 oTHOCUTENbHOM BAaxHOCTM 60 £ 5% vnan Temnepatype 30 £ 2 °C 1 oTHOCKUTENbHOM BAAKHOCTM 65
T 5%.

<**> BbINosHAETCA NpW 0bpallleHUN NeKapCTBEHHbIX CPeACTB B CTPaHaX KAMMaTUUYeCKux 30H Il 1
IV, onpegeneHHbix B npuaoxkeHnn N 1 K HacToAwmm TpeboBaHUAM.

Ecnv B TeueHue nepBbiXx 3 MecALEB B YC/IOBUAX YCKOPEHHOro XpaHeHus ob6Hapy»KuBaeTcs
3HaYMMOe M3MEHEeHMeE, TO HEOBXOANMMO NPOAHANN3MPOBATL BAUAHUE KPAaTKOBPEMEHHbIX OTKJOHEHWIA OT
npegenosB 3asBfEHHbIX YCAOBUA XpaHeHWa (Hanpumep, NpW TPAHCMOPTMPOBKE WAW pasrpyske).
YKasaHHbIN aHanM3, ecan NPUMEHNMO, AO0MYCKAETCA YCUAUTb AAaHHbIMKW NOCAeAyoWero ucciegoBaHms
0o4HOW cepun GpapmaLLeBTUYECKOW cybCTaHLMKM B TeYeHNe meHee 3 MecAuEeB, HO ¢ 6osiee BbICOKOW, YeM
06bIYHO, YaCTOTOM MccnefoBaHWn. EcnvM 3HauMMoe M3MEHEeHWE NPOUCXOAMUT B TedeHue nepBbix 3
MEecALEB, NPOAO/IKEHNE UCCNeA0BaHUA GapMaLEeBTUYECKOM CybCTaHUMKN B 6-MeCAYHOM MUCCNea0BaHUK
He TpebyeTcs.

146. OueHKy [AaHHbIX, MOJIy4eHHbIX NPU XpaHeHMu dapmaLeBTUYeckon cybctaHumMm B
XONOAUNbHUKE, cnefyeT NPOBOAUTb B COOTBETCTBUM C NyHKTamu 39 - 46 u pasgenom IX HacToAwmx
TpeboBaHMWI, 32 UCKNOYEHNEM C/TY4AEB, OTAE/NbHO OTOBOPEHHbIX HUMKE.

Echn B nepuon ¢ 3-ro no 6- mecAl, B YCNOBUAX YCKOPEHHOro XpaHeHua obHapyKuBaeTcA
3HaUMMOE W3MeHeHMe, TO npeanaraemolii nepuvos A0 MNOBTOPHOTO UCCAEAOBaHMA  AOJIKEH
OCHOBbIBAaTbCA HA [AaHHbIX B peasbHOM BPEMEHM, MOJIYYEHHbIX MO pe3yabTaTamM AOJrOCPOYHOro
XpaHeHuUs.

147. dapmaueBTMYECKME CybCTaHUMK, NoANEKaLLMe XPaHEHNIO B MOPO3UILHOM Kamepe.

YcnoBuA  AOATOCPOMHBIX — MCCAefoBaHUMA  CTabunbHOCTM  dapmaLeBTUYECKUX  cybCcTaHLMIA,
NoA/IeXaLLNX XPaHEHUIO B MOPO3W/IbHOW Kamepe, npuseseHbl B Tabavue 12.

Tabnnya 12
YcnoBuA A0NrOCPOUHbIX UCCNea0BaHMii cTabunbHoCTU

dapmaueBTUUHECKMX CYBCTaHLMIA, NOANEKALMX XPAHEHUIO
B MOPO3U/IbHOW Kamepe

WUccnepgosaHue Ycnosua uccnegoBaHus (Tfemnepatypa) MuHMMaNbHan
NPOAOMKUTENbHOCTb
nccnenoBaHna cTabuUAbHOCTU Ha
MOMEHT NoAauyu 3aABNeHUA O
perucTpauunn (mec.)




JdonrocpouHoe MuHyc 20 £ 5°C 6 (41A BapMaHTOB, YKA3aHHbIX B
nyHKkTe 136 HacToAwmx
TpeboBaHuiA)

Mepuroa A0 NOBTOPHbLIX UCC/eA0BaHNIN papMaLLeBTUYECKUX cyDCTaHLUMM, NoAeXKalnX XPaHEHWUO
B MOPO3WU/IbHOM Kamepe, YCTaHaB/AMBAETCA HA OCHOBAHWM AaHHbIX B PeasibHOM BPEMEHU, NOSAYYEHHbIX
Nno pesynbTaTaM XpPaHEHWs B [OATOCPOYHbIX YycaoBuAX. [pu OTCYTCTBUM [AHHbIX B YCA0BUAX
YCKOPEHHOr0 XpaHeHua ¢apmaleBTUYECKUX CcybCTaHUMM, NoAsieXallnX XPaHEeHWI0 B MOPO3U/bHOMN
Kamepe, 418 UCCNefO0BaHUA BAMAHUA KPATKOBPEMEHHbIX OTK/JOHEHMW OT MNpPeaenioB npegiaraembix
YCNOBUIA XpaHeHus (Hanpumep, NpW TPaAHCMOPTUPOBKE WM pasrpyske) cneayeTt McciefoBaTb OAHY
cepuio Npu MOBbIWEHHOW TemnepaTtype (Hampumep, npu 5 £ 3 °C uam 25 £ 2 °C) B TeyeHue
HeobxoaMmoro nepuoaa.

148. dapmaueBTMYecKkMe cybcTaHLMK, NoANEKaLUME XPAaHEHMIO NPU TeMmnepaType HUKe MmuHyc 20
°C.

Mporpammy  uMccnegoBaHUi  cTabunbHOCTM  GapMaLLEBTUYECKON  CyBCTaHUMKM,  KOTOPYHO
HeobXoANMO XPaHUTb NpY TemnepaType Huxe muHyc 20 °C, coCTaBAAIOT B UHAMBUAYAIbHOM MOPAAKE.

9. 06a3aTenbCTBO NO npoAaonXKeHuo MCCHEAOBaHMﬁ cTrabunbHoOCTH

149. Ycnosua, npu KOTOpbIXx TpebyetcAa 06M3aTeNbCTBO NO MNPOAO/KEHUIO MCCAeA0BaHUM
cTabunbHOCTU, U 06beM HeobXoAUMBbIX AaHHbIX NpUBeAeHbl B MyHKTax 37 1 38 HacToAwwmx TpeboBaHMA.

10. OueHKa AaHHbIX

150. OueHKa AaHHbIX NPOBOAMTCA B COOTBETCTBMU C NyHKTamun 39 - 46 n pasgenom IX HacToAawmx
TpeboBaHui.

11. YKazaHMA no MapKMUpoBKe

151. YKasaHMA B MapKMPOBKE OTHOCUTENIbHO YCI0BUA XPaHEHUA NpuBeAeHbl B NyHKTax 47 u 48
HacToswmx TpeboBaHMN.

12. NpoponkeHue nccneaoBaHuii cTabMabHOCTU Nocne perucTpawum

152. T[poAonKeHWe uccnefoBaHU CTabWNbHOCTM MOC/Ae  PerncTpaumyM  JeKapCTBEHHOro
npenapaTta OCyLLEeCTBAAETCA B COOTBETCTBUM C NyHKTaMu 49 - 53 HacToAwmx TpeboBaHwMi.

VII. UccnepoBaHmA CTabUNIbHOCTU IEKAPCTBEHHbIX Npenaparos,
npou13BeAEeHHbIX U3 CYLLECTBYIOLWMNX papMaLLeBTUYECKMX CybcTaHLmni

1. O6bwue nonoxeHunsa

153. Pa3paboTKa nporpammbl UCCAeA0BaHUA CTabUIbHOCTU fIeKapCcTBEHHOro npenaparta A0/XHa
OCHOBbIBATbCSA Ha 3HAHWUWM CBOMCTB U CTabUNbHOCTU dapmaLEeBTUYECKOM CYyBCTaHLMM U NeKapCTBEHHOM

dopmbl.

Mporpamma uccnefoBaHWA CTabUAbHOCTU IEKAPCTBEHHOrO NpenapaTta AOoJ/IXKHA BKAOYaTb B Cebs
BMAbl NNAHUPYEMbIX UCCNEL0BaHUI (YCKOPEHHbIE U SO/ITOCPOYHbIE), BbIOOP Cepuii, onncaHue cucTembl
"KOHTEeMHep - YKymopKa", uccneayemble XapaKTepWUCTUKW, aHAAUTUMYECKMEe METOAMKW, YacToTy
nccae0BaHUN, YCAOBUA XPaHEHWA.



2. UccnepoBanua Ha poTocTabunbHOCTb

154. NUccnepoBaHua Ha GOTOCTabUIBHOCTb, ECIN OHU TPEBYIOTCA, cneayeT NPOBOAUTL HE MeHee
yeM Ha 1 MepBMYHOMN CepUM NeKapcTBEHHOro npenaparta. CTaHAApTHblE YCNOBMSA MCC/ef0BaHMA Ha
¢doTocTabunbHOCTb onuncaHbl B pasgene V HacToAwmin TpeboBaHWA.

3. Bbibop cepuii

155. Ha MOMeHT nofauu 3afABNEeHUA O pPerucTpaumm HeobxoAMMO NpeacTaBUTb AaHHble
nccnefoBaHUt CTabUAbHOCTM CEPUIN C TAKMM }KE COCTAaBOM U B TOM Ke IeKapcTBEHHON GOpMeE, KaK U y
NAaHUPYemMOro [AAA peanus3auuuM Ha pPblHKE JIeKAPCTBEHHONO MpenapaTa, B TaKOM Ke cucTeme
"KOHTelMHep - yKynopKa", B KOTOPOWM 3TOT IEKAaPCTBEHHbIN NpenapaT NOCTYNUT HA PbIHOK.

Jonyctumel 2 BapuaHTa:

1- BapuaHT: ANA CTaHA4APTHbIX B OTHOLUEHWW NOKasaTesiel cTabuabHOCTU NEKAPCTBEHHbIX GopMm
(Hanpumep, TBepapble NEKapCTBEHHble GOPMbl C Hemed/IeHHbIM BbiCBOBOXKAEHMEM, PACTBOPbI),
dbapmaueBTUUeckMe cybCTaHLMM KOTOPbIX ABAAIOTCA CTabuabHbIMKM, OOMNYyCKaeTca npeacTaBaeHue
MHPOPMaUMM 0 CTabUNBHOCTU HE MeHee Yem A1A 2 NePBUYHBIX OMNbITHO-MPOMbILAEHHbIX CEPUNA;

2-11 BapUaHT: ANA NeKapCTBEHHbIX GOPM, KPUTUYECKUX B OTHOLLEHUM MoKasaTenel ctabuabHoCTU
UAN HecTabunbHOCTM dapmaleBTUYecKol cybcTaHuMM, Heobxogumo npeacTaBuUTb MHPOPMaLMUIO O
cTabunbHoOCTK 3 NepBUYHbIX cepuin. 06bem 2 n3 3 cepuin A0/IXKEH BbITb HE MeHbLLE, YeM 06bEM OMbITHO-
NPOMbILLAEHHOW cepumn, obbem 3-i1 cepun MOXKET BbITb MeHbLIE, YeM 06EM OMbITHO-MPOMbILLNEHHOM
cepun.

Mpon3BOACTBEHHbIA MNPOLECC W3rOTOBAEHMA MEPBUYHBIX CEPUIM  [OMKEH MMUTUPOBATb
NMPOW3BOACTBEHHbIA MPOLECC, MWCNOAb3yeMbld A/A  U3FOTOBAEHUA MPOMbILW/IEHHbIX CEepuil, MU
obecneunBaTb NPON3BOACTBO JIEKAPCTBEHHOMO NpenapaTta TaKoro e KayecTsa, COOTBETCTBYIOLLErO TOM
e cneumduKaummM, 4YTO M NEeKapCTBEHHble MNpenapaTtbl, MNPOM3BOAMMbIE AAA npogaxku. Cepuum
JIeKapCTBEHHOrO MpenapaTta Mo BO3MOXHOCTU HEO6XOAMMO MPOM3BOAUTL C UCMO/Ib30BAHUEM PA3HbIX
cepuit papmaueBTUUYECKOM cybcTaHUMuU.

MNccnepoBaHne CcTabunbHOCTM AO/MKHO ObiTb MPEeACTaBAEHO AR KaxX4on MHAMBUAYaANbHOWM
AO3MPOBKMU /IeKapcTBEHHOM GOPMbI, BUAA U BMECTMMOCTM YMAKOBKW NEeKapCTBEHHOro npenaparta, 3a
WCK/IIOYEHNEM CNyYaeB, Korda nNpuMeHseTca Bblbop KpaliHMX BapMaHTOB (BPEKETUHT) UaKM maTpuyHoe
naaHMpoBaHue.

JonycKaeTcs npeacTaBaATb MHble BCMOMOraTe/lbHble AaHHble.
4. Cuctema "KOHTelHep - yKynopka"

156. TpeboBaHUA K cucTteme "KOHTEWHep - yKynopka" npuBegeHbl B MyHKTe 58 HacToamx
TpeboBaHuii.

5. Cneyundukauymsa
157. TpeboBaHMA K cneuuduKaumm npuBeaeHbl B NyHKTax 59 - 61 HacToawmx TpeboBaHuUA.
6. YacTtoTa uccnepoBaHmii

158. TpeboBaHMA K 4acToTe WCCNedOoBaHWUM NpuBeAeHbl B MyHKTax 62 - 65 HacToalmx
TpeboBaHuiA.

7. YcnoBua xpaHeHus



159. JlekapcTBeHHbIM npenapaT HeobXoAMMO WCCNefoBaTb B YCAOBMAX (C 4OMYCTUMbIMU
OTK/NOHEHUAMMW B YCIOBUAX XPaHEHWA), NO3BONAIOLWMX ONPEAENNTb €r0 TEPMMUYECKYIO CTabUNbHOCTL U
(npn HeobxoaMMOCTUN) YYBCTBUTENBHOCTb K AEWCTBMIO BAArv MW NPOBEPUTb BO3MOXKHOCTb MOTEPU
pactBopuTens. YCNoBus M NPOAO/IKUTENBHOCTb WMCCAELOBAHWUIA AOMKHbI ObiTb BblGPaHbI TaKUM
06pasom, YTobbl COOTBETCTBOBATb YC/OBUAM M NPOAOC/IKUTENLHOCTU XPaHEHWs, TPAHCMOPTUPOBKU U
nocieayowero NPUMeHeHUs C Y4eTOM KIMMaTUYECKUX YCIOBUI MECTHOCTU, A1A NPOAANKM B KOTOPOW
npegHasHayeH JIeKapCTBEHHbIN Npenapar.

160. UcchepoBaHMe Ha $OTOCTAbOUIBHOCTb, ABAAOWEECS HEeOTbEMJIEMOM YacTbiO CTPECCOBbIX
nccneaoBaHU, AO/IKHO ObiTb NMPOBEAEHO KaK MUHMMYM Ha 1 MepBMYHOM CepUM JIEKaPCTBEHHOrO
npenaparta B COOTBETCTBUM C pa3genom V HacTosumx TpeboBaHUN.

161. Ons coctaBneHns HGOPMaLMM O MPUMEHEHUM, YCIOBUAX XPaHEHUA U Nepuoae NPUMEHEHMUA
BOCCTAaHOB/MIEHHOTO WAW pPa3BeAEHHOrO JIEKApPCTBEHHOTO Mpenapata HeobxoAMMO W3Yy4UTb €ro
CTabnNbHOCTb NOC/IE BOCCTAHOBIEHUA U PA3BEAEHMA.

162. daHHble UccnenoBaHNA HeobXoAMMO NPOBOAMTL Ha MEPBUYHbLIX CEPUAX BOCCTaHOBAEHHOIO
WAWN pa3BeaeHHOro NeKapcTBEHHOro Npenaparta Ha NPoTAXKEHUM NpeaaaraeMmoro nepuoaa npuMeHeHns
B pamKax ¢popMann30BaHHbIX UCCAeA0BaHMIA B HaYalbHOM M KOHEYHOW BpeMeHHbIX TOUYKax, a B caydae,
€CNM A0 Hayana perucTpaumm faHHble AO0NTOCPOYHbIX MCCAeAO0BaHMIA O MOMHOM CpOKe roAHOCTM
OTCYTCTBYIOT, - Ha 6-M mecAle WAM B NocaeAHell BpeMeHHOW TouKe, ANA KOTOopoin 6yayT AOCTYMHbI
AaHHble. NOBTOpeHME TaKUX UCCNef0BaHNA C CEPUAMM, B OTHOLUEHUU KOTOPbIX B3ATbI 06A3aTeNbCTB],
KaK npasuo, He TpebyeTcs.

163. Ha momeHT nogaym 3aaBAEHMA O pPerncTtpaumm nNpoaoIKUTENbHOCTb O0JArOCPOYHbIX
nccneaoBaHU A0/MKHA COCTaBAATb HE MeHee 6 mecAueB A4s1a 1-ro BapMaHTa, YKa3aHHOro B nyHkTe 155
HacToAwmx TpeboBaHun, nan 12 mecAues Aas 2-ro BapuaHTa, YKasaHHOro B nyHKkTe 155 HacTosawmx
TpeboBaHuii. UccnepoBaHus cnegyeT NpogoaKaTb B TEYUEHME BPEMEHM, AOCTAaTOYHOrO A5 TOrOo, YTOObI
OXBaTUTb NPELSIOKEHHbIN CPOK rogHOCTU. JoNoNHUTENbHbIE AaHHble, COOpPaHHbIE B TeYeHWe neproaa
pernctpaunun, OOMKHblI 6biTb NpeAcTaBneHbl YNOAHOMOYEHHOMY OpraHy rocygapcTBa-uneHa. [Ons
OLLEHKM BAMAHUA KPATKOBPEMEHHbIX OTK/JOHEHUW OT npeaenoB 3anaBAEHHbIX YCAOBUMA XPaHEHUA
(KoTopble BO3MOMKHbI NpM TPAHCNOPTUPOBKE) AOMYCKAETCA MCMO/b30BaTb AaHHble, MOJIyYeHHble No
pe3yabTaTam YCKOPEHHOrO XPaHEHMA U, eCIN NMPUMEHMUMO, XPAaHEHNA B NPOMENKYTOUHbIX YC/I0BUAX.

Hu)Ke onucaHbl [OArOCPOYHbIE, YCKOPEHHblE M NPOMENKYTOYHbIE YC/NOBMA  XPaHeHWsA
NeKapcTBEHHOrO npenapaTa. B OTHOLWeEHWM fIEeKAapCTBEHHOro npenapata MPUMEHSAIOTCA  YCN0BUA
UCcCNefoBaHWI, yKasaHHbIXx B Tabauue 13, ecaM onucbiBaemble B MOCAEAyHOLWMX MOApasaenax
HacTosero pasgena TpeboBaHMA ero He 3aTparueatoT. Mpyu 060CHOBAHMM AOMYCKAETCA UCMO/b30BaTbh
aNbTepPHATMBHbIE YCNOBUA XPaHEHUS.

Tabnnua 13
Ycnosua uccnegosaHmii "O6wue npasuna”
WUccnepgosaHue Ycnosua nccneaoBaHus (Tfemnepatypa u MuHMMaNbHan
OTHOCUTE/IbHaA BIaXKHOCTb) NPOAOMKUTENBHOCTb

nccnenoBaHns cTabuUabHOCTU Ha
MOMEHT NoAauym 3aABAeHUA O
pernctpauuu (mec.)

HonrocpouHoe <*> 25 * 2°Cu60 * 5%, uam30 £ 2°Cu65 6 (1-V BapnaHT, yKasaHHbIN B

+ 5%<**> w30 £ 2°Cu7s £ 5% nyHKTe 136 HacToALmMX
<H*s TpeboBaHuit);



12 (2-# BapwaHT, yKasaHHbI B
nyHKkTe 136 HacToAwmx

TpeboBaHuin)
MpomeskyTouHoe 30+ 2°Cu65 * 5% 6
<*>
YcKopeHHoe 40 £ 2°Cn75 = 5% 6

<*>Ycnosusa, Npu KOTopbIX ByAyT NPOBOAUTLCA AO/ITOCPOYHbIE YU NPOMENKYTOYHbIE UCCIef0BaAHMS,
OnpeaenaTca KAMMATUYECKOM 30HOW, ANA KOTOPOW NpefHasHayeH JfieKapCTBEHHbIM npenapat, U
BblOMpatoTCA 3asBuTenem. MccneposaHma B HE6NAronpUATHBIX YCAOBUAX MOTYT BbITb anbTePHATUBHbLIMM
nccnepoBaHMAaAmM Npu Temnepatype 25 1 2 °C u otHOCUTENbHOM BRakHocTV 60 £ 5% nnu Temnepartype
30 £ 2 °Cu otHoCHTenbHOM BRaxHOCTH 65 £ 5%,

<**> EcAnM [OONrOCPOYHbIE UCCNeAOBaHWA MpoBoaATcs npu Temnepatype 30 * 2 °Cwu
OTHOCUTENbHOM BAAXHOCTY 65 T 5% nnmn npu Temnepatype 30 + 2 °C n oTHOCHTeNbHOI BRaKHOCTM 75
1 5%, To NPOMeKyTOUHbIE UCCeA0BaHUA HE NPOBOAATCA.

164. Ycnosus uccnegosaHmin "Obwme npasuna”, npuseaeHHble B Tabavue 13, npumeHsatoTca B
cNy4Yae ecnm He NPUMEHSAIOTCA YCI0BUSA, onMcaHHble B Tabanuax 14 - 17. MoryT npuMeHsATbea U apyrue
YCNOBUA XpaHeHUs, ecan Npon3BoanTenem npeactasneHbl COOTBETCTBYIOWME 060CHOBAHMUA.

165. ECAM  [ONTOCPOYHbIE WCCNeJOBaHUA MNPOBOAATCA npu Temnepatype 25 £ 2 °C,

OTHOCUTENbHOW BRaxHocTM 60 £ 5% u B TeueHme 6-mecAYHOro nccnegoBaHUA B YC/I0BUAX YCKOPEHHOTO
XPaHEHUs OOHApPYXMBAETCA 3HAUYMMOE W3MEHEeHWe, HeobXxoAMMO MPOBECTM LONOSHUTENbHOE
NUCCNefoBaHME B MPOMENKYTOUYHbBIX YCAOBUAX XPAHEHMA W CPAaBHUTb MOJIyYEHHble Pe3ynbTaTtbl C
KpUTEPUAMM 3HAUMMBbIX U3MEHEHUI. PerncTpauMoHHoe 40Cbe Ha MOMEHT MOAAYN SONKHO CoAepKaTb
OaHHble O He MeHee 4Yem 6-MecAYHOM CpOKe XpaHeHuA K3 12-MecAYHOro uccaegoBaHUA B
NPOMEXKYTOUYHbIX YCAOBUAX XPaHEHMA.

166. UccnepoBaHuma NNEKAPCTBEHHDbIX NPenapaToB, YNaKOBAHHbIX B repmMmeTn4HbIe KOHTeVIHepr.

TpeboBaHMA K WCCNeAOBaHMAM JIEKAPCTBEHHbIX MNPENAPaToB, YNaKOBaHHbIX B repmMeTUYHble
KOHTeWHepbl, NpuBeAeHbI B NyHKTe 75 HacToAwmx TpebosaHMM.

167. MWccnepoBaHWe NeKapCTBEHHbIX MNPenapaTos, YMNAKOBaHHbIX B  NOJAYNPOHMUAEeMble
KOHTENHEepbI.

[0na nexkapcTBeHHbIX NpenapaTtoB Ha BO,CI,HO[;I OCHOBE, YyMNaKOBaHHbIX B MNOAYNPOHUUAEMbIE
KOHTEﬁHepr, AO/IXKHA OUeHMNBATbCA BO3MOXHOCTb NOTEPU B MaccCe HapAaay C OLI,eHKOVI ¢M3MH€CKOVI,
XMMUYECKO, buosiornyeckon U MVIKpO6MOI’IOFVI‘-I€CKOI‘;I cTabunbHocTU. 3ITa OUueHKa [OO0J1XKHa
npoBoAnUTbCA B YCN0OBUAX HU3KOM OTHOCUTENIbHOM BNAXKHOCTU, KaK ONMUCaAHO B Ta6nmu,e 14, HeO6XO,CI,MMO
noaTBepaAnTb, YTO NIEKAPCTBEHHbIE NMpenapaTbl Ha BOAHOVI OCHOBE, XpaHAWMneca B NONYyNPOHULAEMbIX
KOHTeVIHean, CNOCO6HbI BblAEPXKNBATb YC/10BUA HU3KOM OTHOCUTENBHOM BNAXKHOCTH.

B oTHOWweHWK 6e3BO,CI,HbIX NEKAPCTBEHHbIX NMPEeNnapaToB, B KOTOPbIX MCMNOIb3YHOTCA PAaCTBOPUTESIN,
A0NyCKaeTcA paapa60TaTb M npencraBnUTb K PaCCMOTPEHUIO UHbIE CONOCTaBMmble NOAXOo4bl.

168. JlekapcTBeHHble MpenapaTbl, COOTBETCTBYyOWME cneuMduKaumMmM nocsie npoBeseHuUs
[OJITOCPOYHbIX U YCKOPEHHbIX UCCIe0BaHUI B YCIOBUAX, OMWCAHHbIX B Tabavue 14, AeMOHCTpUpyoT
LLeNIOCTHOCTb NOJIYNPOHMLAEMOM YNaKOBKM.



Tabnuua 14

YcnoBusa uccnefoBaHUii I6KapCTBEHHbIX MPenapaTos, YNAaKOBaHHbIX
B NOJIyNPOHMLLaeMble KOHTEUHEPDI

WUccnepgosaHue Ycnosua nccneaosaHus (Tfemnepatypa u MuHMMaNbHan
OTHOCUTE/IbHaA BNaYKHOCTb) NPOAOMKUTENbHOCTb
nccnenoBaHna cTabuUabHOCTU Ha
MOMEHT NoAauymn 3aABAeHUA O
pernctpauum, (mec.)

HonrocpoyHoe 25+ 2°Cn40 £ 5% uam30 £ 2°Cu3s 6 (1-1 BapuaHT, yKasaHHbIN B
+ 59 nyHkte 155 HacToALwmx
TpeboBaHuin);
12 (2-14 BapuaHT, yKasaHHbIN B
nyHKkTe 155 HacTtoAawmx

TpeboBaHuiA)
NMpoMexXyTo4YHoe 30 £ 2°C,35 £ 5% 6
YcKkopeHHoe 40 * 2°C, He 6onee 25% 6

<*> YcnoBus, Npu KoTopblx ByayT NpoBOAUTLCA AO/TOCPOYHbIE UCCNEA0BAHUA, ONpeaenstoTcs
KIMMaTMYECKOM 30HOW, ANA KOTOPOW npeaHasHayeH JIeKapCTBEHHbIM npenapaTt, M BblbupatoTcs
3aasutenem. Nccnegosanuma npm temnepartype 30 1+ 2 °C v oTHOCHTenbHOM BRaskHocTn 35 £ 5% MOryT
6bITb aNbTEPHATUBHBIMW UCCIEA0BAHUAM NPU TemnepaType 25 T 2 °C n oTHoCUTenbHO BNaKHOCTM 40
+ 5%.

169. Ecnun B yCNOBMAX YCKOPEHHbIX UCCNEA0BAHUI B TeYeHUe 6 mecaueB XpaHeHus Habalogaercs
3HauUMMOE W3MeHeHMe, He CBA3aHHOe C noTepeil BoAbl, cCredyeT MPOBECTM L[OMNOAHUTENbHbIE
NPOMEXKYTOUYHbIE MCCNeA0BaHMA (B YCNOBUAX, OMMCAHHbIX B MyHKTe 163 HacToAwmx TpeboBaHwWit) c

LLe/Iblo OLEHKM BAMAHUA TemnepaTypsl 30 T 2 °C.

170. Echn npu YCKOPEHHbIX WUCCNedoBaHUAX B TedeHMe 6 MecsaueB XpaHeHusa Habnopaertca
3HauYMMOe W3MEHEHMEe TO/IbKO MoKasatens "noteps BoAabl" B JIeKapCTBEHHOM MnpenapaTte, TO HeT
HeobX0AMMOCTU NPOBOAUTL MPOMENKYTOUYHbIE UCCNefoBaHMA. B 3TOM c/iydae O0/MKHbl  BbiTbh
npeacTaB/eHbl AaHHbIe, NOKasblBaloWMe, YTO B JAHHOM JIEKapCTBEHHOM npenapaTte HeT 3HAYMMOro
M3MeHeHMA nokasaTtens "notepa Boabl" B Te4eHMe Npeanosaraemoro Cpoka ro4HoCT! Npu Temneparype
25 * 2 °C u oTHocuTenbHOM BRaxHocT 40 £ 5% nnun npu Temnepatype 30 = 2 °C n oTHocUTeNbHO
BnaskHoctv 35 T 5%.

171. Echn npu yCKOPEHHbIX MCCNenoBaHUAX HabnogaeTca 3HAaYMMOEe M3MEHEeHWe MNoKasaTens
"noTtepsn BoAbl" M Apyroro nokasartens, a A0NTOCPOYHbIE UCC/IelOBaHNA NPOBOAATCA NpU TemnepaType
25 T 2 °C u oTHocuTenbHoit BnaskHocTM 40 £ 5%, To Heobxo4MMO MNPOBECTUM AOMNOJIHUTENbHble
NPOMEKYTOYHbIE WUCC/Ief0BaHUA ANA OUEHKM TemnepaTypHoro 3ddekta npum Ttemnepatype 30 °C u
OTHOCUTENbHOM BAaxHocTH 35 T 5%.

172. NMoTepsa B macce Ha 5 NPOLEHTOB OT HAYaNbHOM MacCbl CYMTAETCA 3HAYUMbBIM U3MEHEHMEM
ONA NeKapCTBEHHOro npenapaTta, YNaKoBAaHHOMO B MOAYMNPOHULIAEMbIA KOHTEMHEP M XpaHAaweroca 3
mecaua npu Temnepatype 40 °C M OTHOCUTENIbHOM BAAXKHOCTU He bonee 25%. Tem He meHee pAs



HeboNblNX KOHTelHepoB (1 mn uanm meHee 1 mMAn) MAM KOHTEMHEPOB, COAepXKalMX NEeKapCTBEHHbIN
npenapaTt B A403axX Ha OAMH MpPUem, MOryT BbiTb AONYCTMMbI NOTEPU B Macce Ha 5 npoueHToB U bonee
Npu XpaHeHMM B TeyeHue 3 mecsaues npu Temnepatype 40 °C U OTHOCMTENIbHOW BNAXKHOCTU He bonee
25%.

173. AnbTepHaTMBHbIMM  NOAXOA4AMM K  WUCCNeA0BaHUAM  CTabMAbHOCTM  MPU  HU3KOM
OTHOCWUTE/IbHOM BNAXKHOCTU, KaK pEKOMEH40BaHO B Tabauue 14, aBnatoTca ncciegoBaHne cTabuabHOCTU
npu 6Gonee BbLICOKOM OTHOCUTE/NIbLHOM BANAXKHOCTU M oOnpeaesieHne noTepu B macce Npu HU3KOMU
B/IAKHOCTM MyTEM pPACYETOB. ITOr0 MOXKHO [OCTUYb MYTEM 3KCNEPUMEHTANIbHOTO oOnpeseneHus
KoapoduMumMeHTa NPOHNLAEMOCTM CUCTEMbI "KOHTEMHEpP - YKYMopKa" MAW MCNO/b30BaHUA pPacyeTHOro
KoapdULMEHTa NOTePM B Macce npu 2 YC0BUAX BAAXKHOCTU U OAMHAKOBOM TemnepaTtype (Kak onucaHo
B NPUMEpPE HUKE).

174. KoadpduumeHT npoHMLAEMOCTM AN CUCTEMbl "KOHTEMHep - YKynopka" MmoxeT ObITb
onpeaeneH 3KCNEPUMEHTANIbBHO C MCMNOAb30BaHWEM CLEHAPUA XyALIero cayyaa gas uccaesyemoro
JIeKapCTBEHHOrO npenaparta (HanpMmep, U3 IeKapPCTBEHHbIX MPenapaToB C pasHbIMKU A03MPOBKaMU AN
NUCCNefloBaHUA  BbIOMpAETCA  NIeKAPCTBEHHbIM  MpenapaT €  HaMMeHbLUeM  KOHUeHTpauuen
dapmaueBTMUECKOM cybcTaHLmn).

Mprmep onpeaeneHuns noTepu B Macce.

[Onsa nekapcTtBEHHOro npenapaTta C 3a43aHHbIMU CUCTEMOM "KOHTEMHEpP - YKYMNOpKa", pasmepom u
Hano/JIHEHMEM KOHTelHepa NoAXOAMT BblYUC/IEHWE NOTepU B Macce MNpPu HU3KOW OTHOCUTENbHOM
BNaXXHOCTU nNyTemM YMHOXeHUA Be/IMYUHbI NOoTepu B Macce, M3MepeHHOl‘/JI npu aﬂbTepHaTMBHOVI
OTHOCUTE/IbHOM B/IAXKHOCTU W TAaKOW }Ke Temnepartype, Ha KoapPMLMEHT NOTepPU B MACCE, YKa3aHHbIN B
Tabnuue 15. JonxHa 6bITb NPOAEMOHCTPUPOBAHA IMHENHAA 3aBUCMMOCTb CKOPOCTM NOTEPU B Macce B
TeyeHue Nepuoaa XxpaHeHus Npu aNbTePHATUBHOW OTHOCUTE/IbHOM BNaXKHOCTH.

Hanpumep, npu 3agaHHoi Temnepatype 40 °C paccyMTaHHana BesMuMHA NOTEPU B macce B
YCNOBUAX XPaHEHUA NPU OTHOCUTENbHOM BAAXKHOCTU He Honee 25% - 3TO NoTepsa BOAbI, M3MepPeHHan
NpPWY OTHOCUTENIbHOM BAAXKHOCTU 75% M yMHOXeHHan Ha 3 (cooTBeTCTBYOWMI KOIGOMUMEHT NOTEPU B
macce).

Tabnuua 15

OnpegeneHune KoapduumneHTa NnoTepu B macce

AnbTepHaTMBHAA OTHOCUTeNbHaA | bazoBasa HM3KaA OTHOCUTEIbHaA KOad)d)MLJ,MEHT noTepn B macce

BNAXKHOCTb (%) BNAXKHOCTb (%) npw 3af,aHHOM TemnepaType
60% 25% 1,9
60% 40% 1,5
65% 35% 1,9
75% 25% 3,0

Hdonyckaetca Mcnonb3oBaHWe KoadpOUUMEHTOB MOTepM B Macce Mpu YCAOBUAX OTHOCUTE/IbHOM
BNIAXKHOCTM, He YKasaHHbIX B Tabauue 15. MeToamka pacyeta KoadpduuMeHTa noTepn B macce A0/KHA
6bITb BaNMAMPOBAHA B COOTBETCTBMM C PYKOBOACTBOM MO BanuAauMM aHaIUTUUYECKMX METOAMK,
yTBepaaembim Komuccuen.

175. NccnepoBaHne neKapCcTBEHHbIX NpenapaTos, NoAJeXallnx XPaHEHUIO B XO/10aUbHUKE.
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Ona nekapcTBeHHbIX NpenapaTtoB, MOANENALUMX XPaHEeHUD B XONOAMNbHUKe, BblbUpatoTca
YyCNOBUA NpoBeAeHUs UccneaoBaHNiM B COOTBETCTBUM ¢ Tabaumuelt 16.

Tabnuua 16
Ycnosua uccneposaHuii NeKapcTBEHHbIX NpenapaTos, NoaneXKalux
XPaHEeHMIO B X0/10AUNbHUKE
UccnepgosaHue Ycnosua nccneaoBaHus (Tfemnepatypa u MuHMMaNbHan
OTHOCUTENbHAA BNAXKHOCTb) NPOAOMKUTENbHOCTb

nccnenoBaHna cTabuUabHOCTU Ha
MOMEHT NoAauymn 3aABNeHUA O
pernctpauuu (mec.)

HonrocpoyHoe 5+ 3°C 6 (1-¥ BapMaHT, yKa3aHHbIN B
nyHKkTe 155 HacTtoAawmx
TpeboBaHuin);
12 (2-14 BapmaHT, yKasaHHbI1 B
nyHKTe 155 HacToAawmx

TpeboBaHuiA)
YckopeHHoe <*> 25 + 2°Cp 60 £ 5%, mam 30 £ 2°Cu 65 6
t 5% <**> uan30 £ 2°Cu7s5 £ 5%
<EF*S

<*> BblbOp YCNOBUIA O19 YCKOPEHHbIX UCCef0BaHNIM OCHOBAH Ha OLUEHKe puckoB. MccnepoBaHus
B He6.NaronpUATHbLIX YCIOBUSAX MOTYT ObITb aNbTEPHATUBOWN UCCAEA0BAHUIO NpK TemnepaTtype 25 * 2°C
1 OTHOCUTENbHOM BAaXHOCTU 60 £ 5% npu Temnepatype 30 1 2 °C u oTHOCUTENbHOW BAAXKHOCTM
65 T 5%.

<**> BbINonHAETCA Npu 06palLeHMM TIEKAPCTBEHHbIX CPEACTB B CTPAHaX KAMMaTUYeCcKux 30H Il n
IV, onpegeneHHbix B npunoxkeHmun N 1 K HacToawmm TpeboBaHuam.

Ecan HEKapCTBEHHbIVI npenapart ynakoBaH B I'IOJ'IyI'IpOHVILl,aeMbIﬁ KOHTeﬁHep, TO B UeNnAX oueHKu
cTeneHun noTepun B macce H806XOAMMO npeacTtaBnTb COOTBETCTBYHOLWME AaHHbIE.

JaHHble, nosyvyeHHble MPU XPaHEHMM NEeKApCTBEHHOrO npenapata B XONOAMJIbHUKE, LOJIKHbI
OLLeHMBATbCA B COOTBETCTBUM C NyHKTamu 85 - 92 u pasgenom IX HactoAawmx TpeboBaHWi, 3a
WCK/IIOYEHMEM C/TyYaeB, OMMUCAHHbIX HUMKE.

176. EcAn npu YyCKOPEHHbIX UCCnefoBaHUAX B Nepuos mexay 3-m U 6-m mecALamm XpaHeHuA
NPOUCXOAUT 3HaUYMMOe W3MEeHeHue, MNpeanonaraemblii CPOK TFOAHOCTM [OJIKEH OCHOBbLIBAaTbCA Ha
AaHHbIX, NOIYYEHHbIX NPU YCNOBUAX AONTOCPOYHbIX UCCAeA0BaHMMNA.

Ecnv 3HauMmoe u3meHeHWe HabnogaeTca B TeyeHWe nNepBblX 3  MeCALEB YCKOPEHHbIX
nccneaoBaHuiA, To HEObXo0ANMMO PAaCcCMOTPETb BO3AENCTBUE KPAaTKOBPEMEHHbIX OTK/IOHEHWI OT YC/I0BUIA
XpaHeHWA, YKasaHHbIX B MapKMpOBKe (Hampumep, MNpu TpaHcnopTuMpoBke). Mpu HeobxoanmocTu
paccMOTpPeHWe AaHHOro BONPOCa A0/1XKHO 6biTb NOATBEPKAEHO AaNbHENWUMMN UCCNEA0BAHUAMMN OLHOWM
CepuUM NIeKapcTBEHHOro npenapaTta MNPOAO/IKUTENbHOCTbIO MeHee 3 mecaues, HO ¢ 6onee YacTbiM
nposegeHvem  uUccnedoBaHWin. He  TpebyeTca  npodoaxkaTb  MccnefoBaHue — cTabuabHOCTU
NleKapCcTBEHHOTO NpenapaTta B TeYeHne 6 MecAueB, B CNyYyae ecnn 3HaYMMOe M3MEHeHWe NMPou3oLW o B
nepsble 3 MecsLa YCKOPEHHbIX UCCIeL0BAHMIA NMPU YCA0BUSAX, BbIBPAHHbBIX B COOTBETCTBMM C aHa/IM30M



PVCKOB.

177. WccnepoBaHue /NleKapCTBEHHbIX MPEenapaTtoB, MOANENKALMX XPaHEHWUIO B MOPO3U/IbHOM
Kamepe.

[Ona nekapcTBEHHbIX MpenapaTos, NogneXKalwmx XPaHEeHWI0 B MOPO3UJIbHOM Kamepe, YyCnoBusA
nposeAeHna UccneaoBaHui NnpueeaeHsl B Tabaunue 17.

Tabnuua 17
YcnoBua uccnepoBaHUii IeKapCTBEHHbIX NPenapaTos, NoAaeXKalymx
XpaHeHUI0 B MOpPO3UIbHOM Kamepe
UccneposaHme YcnoBusa uccnegoBaHus (Tfemnepatypa) MuHUManbHas
(°C) NPOAO/IKUTENBHOCTb

nccnefoBaHMA CTabUAbHOCTU Ha
MOMEHT MoAa4m 3aaB/eHUA O
perucTpaunm (mec)

JdonrocpouHoe MuHyc 20 £ 5°C 6 (1-1 BapMaHT, yKa3aHHbIM B
nyHKTe 155 HacToAwmx
TpeboBaHui);
12 (2-# BapwaHT, yKasaHHbIM B
nyHKTe 155 HacToAawmx
TpeboBaHuiA)

CpOK rofHOCTX JIEKAapCTBEHHbIX MPenapaToB, NOA/EKALLMX XPAaHEHWNIO B MOPO3UIbHON Kamepe,
YyCTaHaB/AIMBAETCA HA OCHOBAHWWN AAHHbIX B peasibHOM BPEMEHM, MOJIYYEHHbIX MO pe3y/ibTaTaM XpaHeHUA
B AONTOCPOYHbIX yCa0oBUAX. [pU OTCYTCTBUM Pe3ynbTaTOB YCKOPEHHOrO MCCNefoBaHMA CTabuabHOCTU
JIeKapCTBEHHbIX NPenapaToB, NOANEXAWMX XPaHEHUIO B MOPO3UAbHON Kamepe, ONA UCCNefOoBaHWA
BAUAHUA KPaTKOBPEMEHHbIX OTKNOHEHWW OT MpeaesioB npegnaraembiX YCAOBWUI XpaHeHuAa chnepyet
M3y4ynTb OAHY CEPUIO MPWU NOBbIWEHHOW TemnepaType (Hanpumep, npu 5 * 3°Cum2s = 2 °C) B
TeyeHMe HeobxoaMMOoro nepmosa.

178. WccnepoBaHWe NeKapcCTBEHHbIX MPenapaToB, MOAJENKALLMX XPAHEHMIO NpW TemnepaType
HUKe muHyc 20 °C.

NccnepoBaHue nekapCTBEHHbIX NPenapatoB, NOAJMEXAWMUX XPAHEHUIO MPU TemnepaType HUxKe
MuHyc 20 °C, HeobXoaMMO PaccMaTpPMBaTb B MHANBUAYAbHOM NOPALKE.

8. 0643aTenbCTBO NO NPOAO/IKEHUIO UCCNEA0BAHUI CTaBUABHOCTH

179. TpeboBaHMA K NPOAO/IKMUTENBHOCTU UCCAEA0BAHUA CTabUAbHOCTU NpMUBELEHbl B MyHKTax 83
n 84 HacTosawmx TpeboBaHUNA.

9. OueHKa gaHHbIX

180. TpeboBaHMA K OLEHKe AaHHbIX NpuBeAeHbl B NyHKTax 85 - 91 mn pasgene IX HacToawmx
TpeboBaHuiA.

10. ®opmynnpoBKM MHGOPMaL MM O IeKAapCTBEHHOM npenapare

181. YKasaHus N0 MapKUPOBKe NpuBeaeHbl B NyHKTe 93 HacToAwmMx TpeboBaHUN.



11. CtabunbHOCTb 1IeKapCTBEHHbIX NPenapaToB BO Bpems
MX NPUMEHEHUA

182. TpeboBaHMA K CTAaBMNBHOCTM NIEKAPCTBEHHbIX MPENAPATOB BO BPEMA WX MPUMEHEHUA
npuBeaeHbl B NyHKTax 94 - 99 HacToAwmx TpeboBaHM.

12. Npopgon:keHue uccnenoBaHuii cTabuabHOCTU Nocne perucTpauum

183. TpeboBaHMA K MPOAOMKEHUIO UCCNEeA0BaHUA CTabUNbHOCTM JIEKAapPCTBEHHbIX NpenaparTos
nocne nx perncTpaumnmn npmeeaeHsl B nyHkTax 102 - 107 HacTosawmx TpeboBaHMiA.

VIIl. MaTtemaTuuyecKkoe nnaHMpoBaHUe Uccnes0BaHUi
CcTabunbHOCTU. BbI6OP KPaitHMX BapuaHTOB (6peKeTuHr)
M MaTpUYHOE NAaHUPOBaHMUeE NPU UCCAEA0BAHUU CTABUNABHOCTH
HOBbIX PpapmaL,eBTUUECKUX cybCcTaHL M
M IeKapCTBEHHbIX NPenapaTos

1. O6bwme cBeaeHuA

184. B HacToALLEM pa3aesie coaepKaTca YKasaHua No NpoBeAeHUIo nccnenoBaHUn cTabuabHOCTH
C NPUMeEHEHMEM Bblbopa KpalHMX BapuaHTOB (bpeKeTMHra) U1 MaTpUYHOro NAaHUPOBAHUSA, NPOBOANMbIX
B COOTBETCTBUU C NONOKEHUAMM, U3N0XKEHHbIMU B pasgenax Il n IV HacToawmx TpeboBaHUN.

Hactoawmi pasaen coaepKMT yKasaHWA No COCTaBAEHMIO NIAHOB UCCAeA0BaHUI CTabUABHOCTU C
MCMNo/Nb30BaHNEM METOA0B Bbi6Opa KpaHMUX BapuaHTOB (BpeKkeTMHra) 1 MaTpMYHOro NAaHUPOBAHMA.

B HacToAwem pasgesnie npuseaeHbl MOACHAIOLWME NMPUMEPDI, HE ABAAIOWINECA eAMHCTBEHHbIMU
NAn Hanboee NPaBUIbHbIMU BapuaHTaMM.

2. O6wme nonoxkeHna

185. MnaH noAHbIX MCCnensoBaHWA MNpeaycMaTpuBaeT MUCCAedoBaHMA Npob MNo Karkaomy wus
NpeaycMOTPEeHHbIX GAKTOPOB B KaXAoN TouKe KOHTpoAA. [naH COKpalleHHbIX UccaefoBaHUiM
npeaycmaTpmBaeT mccaefoBaHMA Npob Mo Kaxaomy U3 npefycCMOTPEeHHbIX (GaKTOpoB He B KaxaoM
TOYKe KOHTPOAA. MNaH COKpaLLEHHbIX UCCef0BAHNIN MOXKET BbiTb NOAXOAALLEN anbTEePHATUBOMN NAHY
NOJIHbIX UCCNeA0BaHUI B ClyYae, €ciM UCNONb3yeTca MHOrodpakTopHoe naaHuMpoBaHue. Jltoboi nnaH
COKpPALLEHHbIX UCCNEef0BAHUIA OOMKEH NO3BONATL afleKBAaTHO NMPOrHO3MpPOBaTb NepMoa A0 MOBTOPHbIX
nccnefoBaHN UK JO UCTEYEHUS CPOKa rOAHOCTM SIeKapcTBEHHOro npenapata. Mepes 060cHOBaHUEM
NiaHa COKPALWEHHbIX WCCNEeAO0BAaHUA HeobXoAMMO OUEHWUTb W NOATBEPAUTL ONpeaeNeHHble
npeanonoxeHma. HeobxoAMMO yUUTbIBATb NOTEHLMA/BbHBIA PUCK NOYyYeHUA 6osiee KOPOTKOro nepmnoaa
00 TMOBTOPHbIX WCCNAeAOBaHUIA WMAM CPOKA FOA4HOCTM BCAEACTBME HEAOCTATOMHOCTM AaHHbIX (no
CPaBHEHMUIO C pe3yibTaTaMM NOJIHbIX UCCNeL0BaHWIA).

186. B xoAe nNpoBeAeHUs COKpalLeHHbIX WccnedoBaHWUA NpW  A0CTaTOYHOM O0B6OCHOBaHMMU
BO3MOXEH Nepexos Ha MoaHble UCCNeAO0BaHMA UM MeHee COKpalleHHble UccaeaoBaHusA Npu yCaoBUK
cobnoaeHNA NPUHUMNOB NpoBeaeHUA nocneaHux. Mpu sTom ANA yyeTa yBeandeHna pasmepa Bbi6opKM
BC/eACTBME OCYLLECTB/IEHHOro nepexoga Npu HeobXoAMMOCTM B CTaTUCTMYECKUIM aHanu3 cinepyet
BHECTU KOPPEKTUBbLI. PN OCYLLECTBIEHUM TaKOro nepexoaa NoJIHoe UAN COKpalleHHoe uccneaosaHue
NPOBOAMTCA BO BCEX OCTABLUMXCA BPEMEHHbIX TOYKaX UCCNeA0BaHNA CTabUAbHOCTU.

3. MprMMeHUMOCTb NN1aHOB COKPALLLEHHbIX UCCNea0BaHUN

187. COKpaLLI,eHHbIe naaHbl OONYyCKaeTCA UMCNON1b30BaTb B d)OpMa!'IVBOBaHHOM nccnegosaHnm
CTabunbHOCTU BONbLUMHCTBA BMOOB NEKAPCTBEHHbLIX MNpenapatoB, OAHAKO Npn wmccneaosBaHUn



HEKOTOPbIX C/IOXHbIX CUCTEM [OCTaBKM JIEKApPCTBEHHOIO MNpenapata C BbICOKMM KOJIMYECTBOM
NOTEHUMANbHbIX B3aWMMOLEWCTBUIA MeEXKAY JIeKAPCTBEHHbIM MpPernapaTtoM W KOMMOHEHTaMW TaKoM
cuctembl Tpebyetca AonosiHMTeNbHOoe 060CHOBaHMe. B oTHowWweHMM dapmaleBTUYECKol cybcTaHumm
MaTPUYHOE MNAHMPOBAHME MPUMEHSETCA OrPaHWYEHHO, a MeToa Bblbopa KpalHWX BapMaHTOB
(bpeKkeTunHra) He NPUMeEHAETCA.

Bo3MOXKHOCTb NpUMeEHeHMA BbibOpa KpallHMX BapuaHTOB (OpeKeTMHra) W  MaTPUYHOTO
NJaHMPOBAHUA 33aBUCUT OT HUMKEOMUCaAHHbIX ycnoBUn. Heobxoaumo 060CHOBaTb MCMO/b30BaHME
COKPALLLEHHbIX M/IaHOB. B onpegeneHHbIX Cnyyasx, OnmMcaHHbIX B HacToAwmMx TpeboBaHusAx, TpebyeTcs
npeacTaBuTb A0NOAHUTENbHOe obocHoBaHMe. Cnocob n obbem npeacTaBAfsemblx 0OOCHOBaHMA B
Ka)KAOM OTAENbHO B3ATOM CJ/lydae 3aBMCAT OT MMEWMXCA NOATBEPXKAAOWMX AaHHbIX. Mpu
MCMNO/Ib30BAaHUN MATPUYHOIO MJAaHMPOBAHUA HEobXOAMMO YyuMTbIBAaTb BapuMabenbHOCTb AAHHbLIX U
CTabuNbHOCTb IEKAPCTBEHHOIO NpenapaTa, ONMCcaHHble B NOATBEPKAAIOWMX AAHHbIX.

188. B ocHoBe Bblbopa KpaWHWX BapuvaHTOB (BpeKeTUHra) U MaTpUYHOro MAAHMPOBAHUA NexaT
pasHble NpUHLMNbl. TpebytoTcs TWaTeNbHbIA aHaNM3 M HayyHoe 06OCHOBAHME B C/ly4ae, ec/iM B O4HOM
niaHe NAaHUpPyeTca Ncnonb3osaTtb oba meToaa.

4. UccnepoBaHUA € UCMOIb30BAaHUMEM METOZAA Bbl6opa KpaliHUX
BapuaHTOB (6peKeTuHra)

189. Bbibop KpaiHUX BapuaHTOB (BpeKeTUHr) npeaycmaTpuBaeT TaKoW naaH uMccaesoBaHuWsA
CcTabuNbHOCTU, NPM KOTOPOM BO BCEX BPEMEHHbIX TOYKaX MO MNOAHOMY NAaHy UCCAeayoTCA AMLb NPO6bI
C KpaltHMMK (NpeaenbHbIMM) BapuMaHTammn GpakTopos (Hanpumep, A03UPOBKA, BMECTUMOCTb KOHTEHepa
n (M) HoMMHaNbHbLIA 06bem). Takoi NnaH NpeanonaraeT, YTo CTabMIbHOCTb BCEX MPOMENKYTOUHbIX
BapMaHTOB COOTBETCTBYET CTabUAbHOCTU UCCEA0BaHHbIX KPaNHUX BapUaHTOB.

Mpu uccneaoBaHUU aMana3oHa A03UMPOBOK BbIBOP KpalHWX BapuaHTOB (BPeKeTUHr) aonyctum,
€C/IM [03MPOBKM JIEKAPCTBEHHOrO MnpenapaTa WAEHTUYHbI WAW CXOXM Mexay coboit mno cocrasy
(Hanpumep, TabNeTKN PasANYHOM MacChl, U3TOTOB/IEHHbIE M3 OAHOIO M TOFO K& OCHOBHOIO rPaHyATa,
WAW Kancy/bl, NPOU3BEAEHHbIE MYTEM 3aMOJHEHNA PA3/IMYHBIMU MaccaMM OLHOTO M TOro e 6a3oBoro
CoCTaBa Kancy/NbHbiXx 060/I0YEK, Pa3/MYalOWLMXCA MO BMEeCTMMOCTM). Bblbop KpailHUX BapuaHTOB
(BpeKeTMHr) ONYCTMM B OTHOLLEHMM PA3HbIX MO BMECTUMOCTU KOHTEMHEPOB WM PasHbIX HOMUHANbHbIX
06BbEMOB B OAMHAKOBOM cUCTEME "KOHTEMHEP - YKyMNopKa'".

Bblbop KpaliHMX BapuaHTOB (BpeKeTWHr) He [AONycKaeTcA B C/y4ae, €CAM HEBO3MOXKHO
NoATBEPAWUTb, YTO [O03MPOBKM, BMECTMMOCTb KOHTEWHEPOB W (MAM) HOMMHaANbHble O6bEMbI,
0oTO6paHHble ANA UCCNeA0BaHUA, NPeACTaBAAT cObOW KpaliHMe BapuaHTbI.

5. Uccnepyembie ¢pakTopbl

190. Uccnepyemble hakTopbl - NEpeMeHHble (Hanpumep, 403MPOBKa, BMECTUMOCTb KOHTEMHEpPa U
(M) HOMMHaANbHLIM 06bEM), MoANEeXkKallMe OUEHKe B MNaHe WUCCIef0BaHMA B CUY WX BAUAHMA Ha
cTabunbHOCTb Npenapara.

6. lo3npoBka

191. Bbibop KpalHUX BapnaHTOB (BpeKeTUHT) AOMNYyCKaeTcA B OTHOWEHUN HECKOIbKUX JO3UPOBOK,
MOEHTUYHBIX AN BN3KMX MO COCTaBYy.

MprMMepammn MOryT CAYKNUTb:

Kancynbl € pa3dHbiMMU O03UPOBKaMM, pas3inyarouwmeca no macce MUX coaepmmoro, MMeroullero
OAUH U TOT e COCTas.,



TabneTku c Pa3HbiMN A03NPOBKAaMU, pa3indakoineca no macce NCXo4HOro rpaHynATa,;

pacTBOpbl 4NA NPUMEMa BHYTPb C PasHbIMM A03MPOBKAaMM, HE3HAUMTEIbHO pas/snyatowmecs no
cocTaBy (Hanpumep, 3a CYET UCNOJb3YEMbIX KpacUTeNel Ui apomaTU3aTopos).

Mpn obocHoBaHMM BbLIGOP KpaliHMX BapuaAHTOB (OPEKEeTUMHr) [OMycKaeTcd B OTHOLWEHMU
nccneaoBaHMA HECKOIbKUX A03UPOBOK, OT/IMYAIOLMXCA U3SMEHEHUEM COAEPKaHNA dapMaLLeBTUYECKOM
cybcTaHuMmM M BcnomoraTesibHbiX BewectB. OBOCHOBAaHMEM MOMKHO CYMTATb COMOCTaBUMbIN NpPoduib
CTabUNbHOCTM PA3/INYHbLIX AO03MPOBOK CEPUIN, MUCMOJIb30BAHHbIX B KJIMHUYECKUX UCCAEA0BaHUAX, UK
Cepum, NoJIy4eHHbIX Ha cTaaMn pa3paboTKu.

Echn B pasHbIX [03MPOBKax OblNM UCNONB30BaHbI pa3ninyHble BCNOMOraTe/ibHble BeLLeCTBa,
Mcnoab3oBaHNE MeETOAa Bbl60pa KpaﬁHMX BapmnaHTOB (GPEKETMHFa), KaK npasnio, He 4onyctumo.

7. BmectumocTb U (MM) HoOMMHaNbHbIE 06beMbl cUCTEMDI
"KOHTeWHep - yKynopka"

192. Bbibop KpaliHUX BapuaHTOB (6peKeTMHr) AoNyCTUM B C/ly4ae UCNONb30BaHMA OAWMHAKOBOM
cucTembl "KOHTeMHep - yKyrnopka", ecnm npu MNpouMx paBHbIX YCAOBUAX MMEHTCA pas/vuusa BO
BMECTMMOCTM KOHTEeMHepa WA HOMWHANbHOM obbeme. BmecTe € Tem, ecim NaaHMpyeTca nposBeaeHme
NUCCNefoBaHUA NpPU Pa3NMUMUAX KaK MO BMECTUMOCTU KOHTElMHepa, TaK U No HOMUHaNbHOMY 06bemy,
HeNb3s NPUHMMATb 33 KpailHMe BapuaHTbl HAMBONbLLIYIO N HAMMEHbLLIYHO BMECTMMOCTM KOHTeMHepa Bcex
KoHUrypaumin ynakosku. Heobxoammo TwatenoHo noabupaTb KpamHMe BapuaHTbl M CPABHMBATb
pas/inyHble NapameTpbl CUCTEMbI "KOHTEMHEep - YKyrnopKa', cnocobHble MOoBAWATbL Ha CTabuabHOCTb
JleKapcTBeHHoro npenaparta. K TakMm napameTpam OTHOCATCA:

TO/LNHA CTEHKM KOHTEHepa;

KOHbMIypauma yKynopku;

OTHOLIEHME NNoLLaAN KOHTENHepa K ero ob6bemy;

OTHOLleHMe cBOBOAHOro NPOCTPaHCTBa K 06bemy;

cTeneHb NPOHULAEMOCTU ANA NapoB BOAbI UM KUCNOPOAa Ha eAUHULLY NeKapCTBEHHOM Gpopmbl;
HOMMWHANbHbIN 06beEM.

Mpy [ocCTaTo4HOM 06OCHOBAaHMM BbIBOP KpaWHWX BapuaHToB (BpeKeTWHr) aonyckaeTca B
OTHOLUEHMM OAHOTO U TOFO e KOHTEeMHepa C pPas3/IMYHbIMM BapuvaHTamMM yKynopku. OBocHoBaHMEM
MOXHO CYMTaTb aHa/N3 OTHOCUTENLHOWM CTEMeHW MPOHULLAEMOCTU CUCTEM "KOHTEMHep - yKynopka",
BK/IIOYEHHbIX B UCCIeA0BaHME C MCNONb30BaHMEM Bbibopa KpaliHUX BapnaHToOB (bpeKkeTuHra).

8. Bonpocbl cocTaBneHUA naaHa U NoTeHUManbHble PUCKU

193. B ciiyyae ecau nocse Havana uccnefoBaHUM NEeKapCTBEHHbIM NpenapaT ¢ O4HUM U3 KpalHUX
BAapMaHTOB ¢aKTopa 6o/blue He MAaHMpyeTcA BbiMyCKaTb B OOpalleHMe Ha pbiHKe, TO ucciegoBaHue
[OMyCcKaeTca MNPOAO/MKUTL, uUTOBbl 060CHOBATb CTAabUBHOCTL JIEKAPCTBEHHOIO Mpenapata ¢
NPOMEXKYTOYHbIMM BapuaHTamu ¢akTopa. Mpu 3TOM Ha MOCTPErMCTPALMOHHOM 3Tane HeobxoaMmo
B3ATb 0053aTe/NIbCTBO MPOAOJ/IKATL WCCNeA0BaHUA CTabUABHOCTM NIEKApCTBEHHOrO npenapaTa ¢
KpanHMMU BapuaHTamum dakTopa.

194. [lo Hayana vccnenoBaHUA C UCMO/b30BaHWEM Bblbopa KpalHWX BapuaHTOB (bpeKeTuHra)
HeobX0AMMO OLEHUTb ero BAMAHWE Ha Mepuod A0 MOBTOPHbLIX MCCAeAOBaHWA M CPOK rogHocTu. B
c/yyae ecnm cTabubHOCTb IEKAPCTBEHHOrO Npenapara C KpalHMMK BapyMaHTaMu GpaKTopa pasnmyaercs,
TO /leKapCTBeHHble MpenapaTtbhl C MPOMENKYTOUYHbIMM BapuaHTamu ¢akTopa npusHatoTca He 6Gonee



CTabMNbHbIMU, YEM HAMMeEHee CTabUbHbIMA IeKapCTBEHHbIN NpenapaTt ¢ KpaliHMMm BapuaHTom daKTopa
(T.e. CPOK ro4HOCTM NEKAPCTBEHHOIO MpenapaTa ¢ NPOMEXKYTOYHbIMK BapuaHTammn ¢pakTopa He AO/KeH
NnpeBbIWaTb TAKOBOW HauMMeHee CTabWIbHOTO NEKAPCTBEHHOrO Mpenapata C KpaHWM BapuaHTOM

dakTopa).
9. NMpumep nnaHa

195. B tabanue 18 npuBeseH npumep njiaHa UCCAEAOBaHUA C NPUMEHeEHMEM Bblbopa KpalHUX
BapuaHTOB (6pekeTUHra). OH OCHOBbLIBAETCA Ha JIEKAapCTBEHHOM npenapaTte, NpeacTtaBAeHHOM B 3
[03MpPOBKax M 3 BapuaHTax BMeCTMMOCTU KOHTelHepoB. B paccmatprMBaemMom npumepe Heobxoanmo
noaTBepPAMTb, UYTO BAPWAHTbI BMECTUMOCTM KOHTEMHEPOB W3 MNOJNITUAEHA BbICOKOM NAOTHOCTU
obbemammn 15 n 500 mn gencTentTenbHO NpPeacTaBasloT cobol KpanHue BapuaHTbl. Cepum KaxKgomn
BbIBpaHHOM KOMBUHaLMM $aKTOpOB HEOBXOAMMO WUCC/NEeOoBaTb BO BCEX BPEMEHHbIX TOUYKax (Kak u B
C/ly4ae NosHOro naaHa).

Tabanuya 18
MNpumep NaaHa uccneaoBaHUA C NPUMEHeHUeM Bbibopa KpanHUX
BapuaHTOB (6peKkeTHHra)
Jo3npoBKa 50 75 100
(copeprkaHue
dapmauesTnyecKkomn
cybcTaHumm) (mr)
Cepua 1 2 3 1 2 3 1 2 3
Pasmep 15 mn T T T - - - T T T
KOHTeNHepa
(mn) 100 mn - - - - - - - - -
500 mn T T T - - - T T T

MpumeyaHue: T - uccnegyeman npoba.

10. UcchepoBaHUA ¢ npUMEHEHUEM MATPUYHOIO NIAHUPOBaHUA
(maTpuuHoro metoga)

196. MaTtpuyHoe nnaHMpoBaHMe (MaTpuuHbIi4 MeToa) - paspaboTka nnaHa uMccaedoBaHMA
CTabuNbHOCTU, NPU KOTOPOM B OMNpeaeeHHbI MOMEHT BPEMEHMU UCC/ef0BaHNAM NOABEPraeTcs TONbKO
nogrpynna us obuwero yncna npob Bcex KombuHauumii ¢dakTopoB. B ovepenHO MOMEHT BpPeEMEHMU
uccnepyetca ppyras noarpynna npob Bcex KombuHaumii ¢akTopoB. MaTpuyHoe nnaHWpoBaHMe
npeanonaraet, 4To CTabuabHOCTb KaxKAO0M NoArpynnbl uccnenyemblix Npob oTpaxkaeT cTabunbHOCTb BCeX
npo6 B AaHHbIA MOMEHT BpeMeHu. K pasnnumam npob ogHOro u TOro »Ke IeKapCTBEHHOIO npenapara,
Hanpumep, OTHOCATCS OXBAT PA3HbIX CEPUIA, Pa3HbIX AO03MPOBOK, Pa3HbIX BMECTUMOCTEN OLHOM U TOM Ke
cucTembl "KOHTEMHEP - YKYNOPKa" 1 B pajie c/lydaes pasHbIX CUCTEM "KOHTEMHep - YKynopKa'.

B cnyyae ecan cuctema BTOPUYHON (MOTpebuTenbcKon) ynakoBKM BHOCUT BKNa4 B CTabuAbHOCTb
NleKapCcTBEHHOrO Mpenaparta, TO MaTPUMYHOE MAAaHMPOBAHME MOMKET NPUMEHATLCA B OTHOLUEHWW TaKoM
cucTemsl.

Kaxpoe ycnosue XpaHeHuAa HEO6XOAMN\O n3y4yatb OTAE/IbHbIM MATPUYHbIM NIAHNPOBAHUEM.
ManM‘-IHOE naaHnposaHmne He AO0/KHO NPUMMEHATbCA MeXAYy pPa3/iMd4HbiMn  uncchengyembiMmn
nokasatenamu. Bmecte ¢ Tem npun 4OCTaTO4HOM 060CHOBAHMN B OTHOLLEHMM Pa3nInYHbIX nccneayembix



nokasaTenen AonyCcKaeTCa UCMOb30BaHMeE abTEPHATUBHbBIX METOA0B.
11. Uccnepyemble paKTopbI

197. anMeHEHME MATPUYHOIO nNNIaHNPOBAHMA OOMNYCKAaeTCA B OTHOWEHUU HECKONbKUX
A03UPOBOK, UOAEHTUYHDbIX NN 6113KMX NO COCTasy.

Mpumepammn MOryT CNYKUTD:

Kancy/sbl C Pa3HbIMM A03MPOBKAMM, Pas3/iMyalolMecs MO Macce UX COAEPKUMOro, MMELLEro
O/[JMH U TOT e COCTaB;

TabneTku c Pa3HbiMN A03NPOBKAMU, pa3idalolneca no macce NCXo4HOTro rpaHynATa,;

pacTBOpbl 4NA MpUMema BHYTPb C PasHbIMU L03MPOBKAaMW, HE3HAUMTENIbHO pas/ivyalowmecs no
cocTaBy (Hanpumep, 3a CYET UCNOJb3YEMbIX KpacuTeNel v apomaTU3aTopos).

Mpumepamn gpyrux nccnegyembix GakTopos, B OTHOWEHMM KOTOPbIX AOMYCKAETCA MaTpUYHOe
NJaHMPOBAHME, ABNAIOTCA CEPUM, MPOU3BEAEHHbIE OLHMM U TEM Ke CNocobom Ha OOHOM U TOM Ke
060pyA0BaHUK, U BapMaHTbl BMECTUMOCTU KOHTEMHEPOB U (MAK) HOMMHaNbHbIE 06beMbI NPU OAHOM U
TOM e cucteme "KOHTEMHep - YKyrnopka".

Mpn o060CHOBAaHMM MaTPUYHOE MaHUPOBAHME [OMNYCKAaeTcA B OTHOLWEHUW WKCCeAoBaHUA
HECKO/IbKMX A03MPOBOK, OT/IMYAIOWMXCA U3MEHEHNEM COAEPXKaHMA dapMaLLeBTUYECKON cybcTaHumMmn 1
BCMOMOraTeIbHbIX BELLECTB MO OTHOLIEHUIO APYr K APYry, Npv pasHbIX BCMOMOraTeNbHbIX BeLlecTBax
UM cuctemax "KoHTeliHep - yKynopka'. O6ocHOBaHWEM, Kak NpaBWao, CAyXKaT NoATBep:KAaalouume
JaHHble. Hanpumep, MaTpuMyHOe MaHWPOBaHWE B OTHOLWIEHWW pPasHbIX YKYMOPOK MWW CUCTEM
"KOHTeMHep - YKynopKa" AoMycKaeTca Npu HaAWuMKM AaHHbIX 06 OTHOCMTE/NbHOW CKOpPOCTU nepenauu
BAaru (napa) AW aHaNoOrMYHOM 3alMTe OT CBeTa. B KayecTBe anbTepHaTMBbI AOMNYyCcKaeTcA NpeacTaBUTb
JaHHble, NOATBEPKAAOWME, YTO KUCNOPOA, B/lara M CBET HE OKa3blBalOT BAMAHWUA Ha JIEKAPCTBEHHbIN
npenapar.

12. CocTtaBneHue nnaHa

198. MaTpuyHOe NaaHMpoBaHWE AO0MKHO BbiITb MaKCMMaibHO cH6aNaHCUMPOBAHO TaKMM 06pa3om,
yTobbl KarKaas KombuHauma @aKTopoB A0 MOAAYU PErucTPaLMOHHOIO A0Cbe Ha MPOTAXKEHUU
HeobXo04MMOro CpoKa UCCeL0BaHUA U B NOC/eAHE BpeEMEHHOM TOYKe Uccaiea0Banach B paBHOM mepe.
BmecTe C TEM C y4yeTOM PEKOMEHZALMM O MPOBEAEHMM TMOJIHbIX UCCAELOBaHWA B ONpenesieHHble
BPEMEHHbIE TOYKM AOCTUYL MOJIHOrO DanaHca B MaaHe, B KOTOPOM BPEMEHHbIE TOYKM BKJOYEHb! B
maTpuLy, byaeT 3aTpyAHUTENbHO.

B nnaHe C BK/IOYEHHbIMW B MaTPULy BPEMEHHbLIMW TOYKAMW BCE BblbpaHHble KOMBUHaLMK
¢$aKTopoB HEOHXOAMMO MCCNEeA0BaTh B NEPBYIO M NOCAEAHIO BPeMEHHbIE TOYKW, a B MPOMEKYTOYHbIE
BPEMEHHbIE TOUYKM MCCNeaoBaHuio byayT noaseskaTb TO/IbKO onpeaeneHHble KombuHaumu. B caydae
€C/N A0 PEerucTpaummn NosHble AaHHble A0ATOCPOUHbIX UCCAeA0BaHMI Ha NpeaiaraemMblit CPOK roAHOCTH
6yayT OoTCyTCTBOBaTb, TO BCe Bbl6paHHble KOMOBMHAUMKM Cepuli, AO03MPOBOK, BapuMaHTbl BMECTUMOCTU
KOHTEHEPOB M HOMMHa/bHbLIX 06beMOB HE06X0AMMO MPOAHANU3UPOBaATb NO MCTeyeHUn 12 mecAues
nccneaoBaHWiA MM B NOCNEAHIO BPEMEHHYIO TOYKY Nepes nogadveit permcTpaumoHHoro agocbe. B
OTHOLUEHMM KaKaoW BblBpaHHON KOMBMHAUMM AOMXKHbI BbITb AONOAHUTENBHO AOCTYMHbI AaHHbIE O He
MeHee yem 3 BpeMeHHbIX TOYKax (BK/OYana HayanbHylO) 3a nepsble 12 mecAaues uccnegosaHus. MNpu
MaTPUYHOM MJIAaHMPOBAHUMN B YCKOPEHHbIX M MPOMEKYTOUHbIX MCCNEA0BaHNAX HEOBXoANMO ybeanTbea
B TOM, YTO aHa/N3 BCeX BblIBpaHHbIX KOMBMHALMI GaKTOPOB NPOBOAMICA HE MEHEE YEM B 3 BPEMEHHbIX
TOYKaX, BK/IOYasA NEPBYIO U NOCNEAHIOIO.

B CQlydae ecnm I'IEKapCTBeHHbe/‘I npenapart B OAHOﬁ n3 003UPOBOK nmbo B OAHOM BapuaHTe



BMEeCTUMOCTH KOHTeVIHepa n (MIIM) OAHOM U3 HOMMHAJIbHbIX 06'bEMOB, B OTHOWEHUN KOTOPbIX
NMPUMEHAETCA MaTpPpUYHOE NnJs1IaHNpOBaHUeE, b6onblwe He npegnonaraeTtcA BbiNyCKaTb B o6pau.|,eHv1e Ha
PbIHKE, nccnegoBaHMe ero CTabunbHOCTU AO0NYyCKaeTCcA NpoaoNKUTb, 4yTobblI 060CHOBATL CTABUILHOCTb

NleKapCcTBEHHOro npenapara B APYrnx A03UPOBKax, C APYrMMM BapnaHTaMn BMECTUMOCTU KOHTelHepa u
(nnn) HoMMHaNbHBIX 06bEMOB NAaHa.

13. Mpumepbl nnaHoB

199. B Tabaumuax 19 n 20 npeactaBiaeHbl NPUMEPbl MaTPUUYHOTO NAAHUPOBAHUA BPEMEHHbIX TOYEK
B OTHOLLEHUU 2 1031POBOK (S1 1 S2). MoHATUAMM "coKpalleHne HanonoBMHy" 1 "cokpalleHune Ha TpeTb"
0603HayaeTcA CTeneHb COKPALLEHUA MO OTHOLIEHWUIO K MOJHOMY NaaHy. Hanpumep, npu coKpalieHUu
HANONOBUHY M3 MOJIHOTO MAaHa UCKNOYAETCA Kaxaana 2-a BpeMeHHasa TOYKa, Npu COKpaLLeHUN Ha OaHY
TpeTb - Kaxkaaa 3-a. B pesysbrate NosHOro nccaegoBaHUA BCex KOMOUHaUU GaKTOpPOB B HEKOTOPbIX
BPEMEHHbIX TOUYKaX, YKa3aHHbIX B NyHKTe 198 HacToAwmx TpeboBaHui, B npumepax, NpeacTaB/ieHHbIX B
Tabnmuax 19 u 20, Be/IMYMHA COKpPALLEHUIMA MEHbLle Yem HaAMno/0BUHY W OAHY TpeTb. YKasaHHble
npumepbl MNpPesycMaTpMBalOT MOJMHOE MWCCNefoBaHME B MNEepBOM WM NOCAeAHEN TOYKax M TOYKe,
cooTBeTCTBYlOWEN 12 mecAuam. B cBA3M C 3TUM WMTOroBOe COKpaLLEHME MEHbLle Yem HaAMONOBUHY
(15/48, a He 24/48) v ogHy TpeTb (10/48, a He 16/48) cooTBETCTBEHHO.

Tabnuua 19
Mpumep MaTPUYHOrO NIAHUPOBAHUA TOUEK KOHTPONA
ANA NeKapcTBeHHOro npenapara ¢ 2 3Ha4eHUAMMU [03UPOBKU
(cokpalyeHue HaNONOBUHY)
Touka KoHTpons (mecaubl) 0 3 6 9 12 18 24 36
cepmal T T - T T - T T
S1 | cepua?2 T T - T T T - T
cepua 3 T - T - T T - T
Jo3nposka
cepmal T - T - T - T T
S2 | cepua?2 T T - T T T - T
cepus 3 T - T - T - T T
MpumeyaHue: T - uccnegyeman npoba.
Tabanua 20
Mpumep MaTpUYHOrO NJIAHUPOBAHUA TOUYEK KOHTPONA
ANA NeKapCcTBEHHOro npenapara ¢ 2 3Ha4YeHUAMM 4,03UPOBKU
(coKkpawieHue Ha TpeTb)
TouKa KoHTpoAA (mecAupbl) 0 3 6 9 12 18 24 36
cepua l T T - T T - T T
Jo3unposka | S1 | cepua?2 T T T - T T - T
cepua 3 T - T T T T T T




cepua l T - T T T T T T
S2 | cepua?2 T T - T T - T T
cepua 3 T T T - T T - T

MpumeyaHue: T - uccnegyeman npoba.

B Tabnvuax 21 u 22 npuBeaeHbl AOMNOJAHUTE/NbHbIE MNPUMEPbI MJIAHOB C MNPUMEHEHUEM
MATPUYHOIO MJAHUPOBAHMA B OTHOLWEHWM JEeKapCTBEHHOro npenapata ¢ 3 [03uMpoBKamu u 3

BapunaHTamMun BMeCTUMOCTU KO HTEN Hepa.

B tabnuue 21 npeactasneH naaH MaTPUYHONO MAAHMPOBAHWMA B 3aBMCMMOCTM OT BPEMEHHbIX

TOYEK, a B Tabauue 22 - B 3aBUCUMOCTM OT BPEMEHHbIX TOYEK N HaKTOPOB.

B Ta6nv|u,e 21 nccnepoBaHUO nognerkaTt Bce KOM6MHaLI,MM cepuun, AO03NPOBKN N BMECTUMOCTU

KOHTeliHepa, B Tabanue 22 HeKoTopble KOMBUHALMKN He UcCneaytoTca.

Tabnuua 21
Mpumep MaTpUUYHOro NNaHMPOBAHUA TOUYEK KOHTPONA
ANA NeKapcTBeHHOro npenapara ¢ 3 403MpoBKamu
(no BpemeHHbIM TOUKam)

[o3unposka S1 S2 S3

Bmectnmoctb A B C A B C A B c

KOHTEelHepa
Cepua l T1 T2 T3 T2 T3 T1 T3 T1 T2
Cepua 2 T2 T3 T1 T3 T1 T2 T1 T2 T3
Cepua 3 T3 T1 T2 T1 T2 T3 T2 T3 T1
MpumeyaHua:
S1, S2, S3 - pa3Hble 403UPOBKMU;
A, B, C - pa3Hble BMECTUMOCTM KOHTEHEPA;
T - uccnegyemas npoba;
T1, T2, T3 - TOYKM KOHTpPOAA, rae:

TouKa KoHTpoAA (mecAupbl) 0 3 6 9 12 18 24 36

T1 T - T T T T T T
T2 T T - T T - T T
T3 T T T - T T T

Tabnnuya 22



Mpumep MaTPUUYHOTrO NAAHMPOBAHUA TOUYEK KOHTPOANA
ANA NNeKapcTBEHHOro npenapara ¢ 3 403MpoBKamu (No BpemMeHHbIM
TOYKam U GpaKTopy BMECTUMOCTH)

Jo3unposka S1 S2 S3
BMecTMMOCTb KOHTENHEPA A B C A B C A B C
Cepwua 1 T1 T2 - T2 - T1 - T1 T2
Cepua 2 - T3 T1 T3 T1 - T1 - T3
Cepwua 3 T3 - T2 - T2 T3 T2 T3 -
MpumeyaHwue:

$1, S2, S3 - pasHble 403UPOBKMY;
A, B, C - pa3Hble BMECTUMOCTM KOHTENHEPA;
T - uccneagyemas npoba;

T1, T2, T3 - TOYKM KOHTPOAA, rae:

Touka KoHTpons (mecaubl) 0 3 6 9 12 18 24 36
T1 T - T T T T T T
T2 T T - T T - T T
T3 T T T - T T - T

14. MpumeHMMOCTb MaTPUYHOIO NNAHUPOBAHUA U CTENEHb
COKpaweHuna VICCHEAOB&HMVI

200. Mpn MaTpUUYHOM NNAHUPOBAHUM HEOBXOAMMO YUNTbIBATL, B TOM YMC/IE:
BapuabenbHOCTb AaHHbIX;

oXKMaaemyto cTabunbHOCTb IeKAapPCTBEHHOTO Npenapara;

Ha/nume 060CHOBbIBAIOLLNX AAHHbIX;

pa3nmMuuna B CTabunbHOCTU B Npeaenax 1 pakTopa uam mexay akropamu npenapara;
4yncao KombumHaumit GaKTOpPOB B UCCAEA0BAHUM.

MaTpuyHoe nNAaHMPOBAaHME MNPUMEHMMO B  C/ly4Yyae, €CAW  [AaHHble, AOMOJHUTENbHO
noATeepXaatolLme cTabunbHOCTb, CBUAETENLCTBYIOT O MPOrHO3MPYEMOMN CTabUNbHOCTU NEKAPCTBEHHOTO
npenaparta.

K AaHHbIM, 4ONO/IHUTEIbHO MNOATBEPXKAAOLLMM CTa6M/'IbHOCTb, OTHOCATCA:

[AaHHble O CTabUNbHOCTM Ccepuit papmaLeBTUYECKON cybCTaHUMKM, MOAYYEHHOW C MOMOLLbIO
3KCMEPUMEHTANbHbIX MyTel CUMHTe3a, ManomaclwTabHbIX Cepuii  MaTepuanos, WUcCaedyemblx



NNEKAPCTBEHHbIX MpenapaTtoB, HE npeaHa3HaYeHHbIX AO1A BblMyCKa B 06pau.|,eHv1e, NEKAPCTBEHHbIX
npenapatoB C MNOXOXMUM COCTaBOM WU NEKAPCTBEHHbLIX MPENaApaToB, YKYMNOPEHHbLIX B KOHTeﬁHepbl,
OT/INYHbIE OT BblMYyCKaeMbIX B o6pau.|,eHV|e Ha PbIHKE,;

AaHHble 0 pe3y/ibTaTaxX UcC/eA0BaHNN KOHTEHEPOB;
npoyune Hay4yHble 060CHOBAHMA.

ManVI‘-IHOG nAaHNMposaHme BO3MOXHO B cny4vae, ecnmn AaHHble, AO0NONHUTEeNbHO
noAaTeepXaatoliMe  cTabuAbHOCTb,  CBUAETENLCTBYIOT O  He3HauuTeslbHOW  BapuabenbHoOCTU
(KoadduumeHT Bapuaumm meHblie 5%). OgHaKo, €CAn 3TU JaHHble AEMOHCTPUPYIOT CpeaHIo
BapuabenbHoCTb (KoadpduumeHT Bapmnaumm ot 5% go 10%), maTpuyHoe NAaHMPOBaHME AOKHO ObiTb
060CHOBAHO CTAaTUCTUYECKM. B c/lyyae eciv 3TM  OaHHble CBUAETENbCTBYIOT O 3HAYUTENbHOW
BapuabenbHocTH (KoadpduumeHT Bapnauum 6onbwe 10%), MaTpUUHOE NAAHMPOBAHME HEMPUMEHWUMO.

CtaTucTMyeckoe 0H60CHOBaAHME MOMET OCHOBbIBAaTbCA Ha OLEeHKe cnocobHocTn npeagnaraemoro
MaTPU4YHOIo nN1aHNPOBAHUA BbIABNATbL PA3/IUYNA MeEXAY d)aKTOpaMVI no creneHun pgerpagaunn unaun
OUEeHKe TOYHOCTU onpeaeneHna Cpoka rogHoOCTH.

B cnydae ecam maTtpuyHoe MiaHMPOBAHWE MPU3HAETCA AOMNYCTUMbIM, CTENEHb COKpalleHua no
OTHOLLEHWUIO K NOAHOMY MAAHY 3aBUCUT OT YMcia KOMBUHauut GakTopoB, Noasexallmx oueHke. Yem
60/blue GpaKTOPOB N BapUaHTOB O0AHOro ¢pakTopa, TeM DOJIbLLIErO COKPALLEHUSA MOXKHO AOCTUYb. BmecTe
C TeM BCE COKpaLleHHble NaHbl A0/IKHbl 061a4aTb CNOCOBHOCTBIO AOCTOBEPHO MPOTrHO3MPOBaTb CPOK
rogHOCTU IeKapCTBEHHOIO Npenapara.

15. NMoTeHUuUaNbHbI PUCK

201. BcneactBMe MeHbLUEro KOAMYECTBA MOAYyY4aeMblX [aHHbIX MATPUYHOE MAaHMpPOBaHUe
$aKTOPOB, He ABNAIOWMXCA BPEMEHHbIMW TOYKAMM, JAeT MEHEee TOUYHYIO OLLEHKY CPOKa FoAHOCTH, a cam
CPOK rOAHOCTM OKa3blBAaeTCA Kopoue, Yem MpPU COOTBETCTBYIOLLEM MONHOM MaaHe. Takoe mMaTpuyHoe
NNaHMPOBaHME MOXKET He 06/1a4aTb AOCTaTOYHOM TOYHOCTBIO ANA BbIABAEHWUA NaBHbIX 3GHEKTOB UK
3¢ PEKTOB B3aMMOAENCTBMA, YTO NPUBOAUT K HEMNPaBUAbHOMY O6beaMHEHMIO AaHHbIX O Pa3ANYHbIX
daKTopax Npu OLEHKe CpoKa FOAHOCTU. B cayyae ecnu COKpalleHue Yncna uccnesyembix KombuHaumui
$aKTopoB M36bLITOYHO, a AaHHblE UCCAELOBAHHbLIX KOMBUHaAUMI GaKTOpoB ANSA OnNpefesieHns CpoKa
roAHOCTM He noasiexkaT 06beguHEHMIO, TO MOMKET OblTb HEBO3MOMKHO OLLEHWTb CPOKM TO4HOCTU
HeuccneaoBaHHbIX KOMBUHALUMIA paKTOPOB.

MpumeHeHNe MaTPUMYHOrO NJaHMPOBAHUA TOJIbKO BPEMEHHbIX TO4YeK 3a4yacTyio obnagaer
COMOCTaBMMOM C NOMHBIM MJIAHOM CMOCOBHOCTLIO BbISIBAIATL Pa3/iMumA B CTENEHN U3MeHeHUA HaKTopoB
M onpepensaTb CPOK rogHOCTU. ITO CBOWCTBO AOCTUraeTcA 3a CYeT npeanosaraemoit JIMHeMHOCTU
npouecca gerpagauum uccneayemoro npoAyKTa, a TaKXkKe B pesy/bTaTe NOJHOr0 UCCNeaoBaHUA BCEX
KOMBMHaumMih GaKTOpoB B MEPBOMN M NOC/eAHEN BpeMEHHbIX TOYKax nepes, nogayveit permcTpaLmMoHHOro
aocbe.

16. OueHKa AaHHbIX
202. [aHHble 0 cTabWUNbHOCTU, MOJIYyYEHHble B pe3y/ibTaTe WUCC/AeAOBaHWI MO COKpaLleHHOMY
nnaHy, cneagyeTt obpabaTbiBaTb TaKMM e 06pa3som, KaK U AaHHble O CTabubHOCTM, MOJIyYEHHbIE B
pesynbTaTe NoJIHbIX UCC/IeA0BaHMNI B COOTBETCTBUM C pa3aenom IX HacToawmx TpeboBaHuMiA.
IX. OueHKa aaHHbIX 0 cTabunbHOCTU

1. O6bwue cBepgeHuA

203. B HacToAwem pasgene AakoTCA YKa3aHunA No MCNONb30BaAHUKO OadHHbIX O CTaﬁl/IﬂbHOCTVI,



MoJly4eHHbIX B COOTBETCTBUM C pasgenamu Il - VIII HacToawmx TpeboBaHWUi, ANs yCTaHOBAEHMA NepmMoaa
00 MOBTOPHbIX MUCCNefoBaHUN CTabunbHOM dapmMaleBTUYECKOW cybCTaHUMM MO0 CpoKa rogHoCTU
MasioycTonymBon GpapmaueBTUYECKON CybCTaHLMM AU IEKAapPCTBEHHOMO NpenapaTa, NpeaAcTaBAfseMblX B
perncTpauuoHHOM A0CbeE.

B HacToAwem pasgesne ONUCaHO, KOTZA M KaK MOMKHO MNPUMEHATb IKCTPANONAUMIO, 4TOObI
NnpeaioXnTb Takon nepuog Ao NOBTOPHbIX UCCNea0BaHUIA CTabuabHOM dapmaLeBTUYEeCcKol cybcTaHumm
nmMbo  CPOK FOAHOCTM MANOYCTOMYMBOM  dapmaueBTUYECKOM CyBCTaHUMM  MAM  NIeKapCTBEHHOTO
npenaparta, KOTOPbI MpeBbllaeT nepuos, OXBaTbiBAOWMA WMMElLMecs [AaHHble [A0JITOCPOYHbIX
nccneaoBaHUM cTabuabHOCTU.

TpeboBaHMA K OLEHKE M CTaTUCTUYECKOMY aHanu3y AaHHbIX O CTabWIbHOCTM, U3NOXKEHHbIE B
nyHktax 39 - 46 u 85 - 92 HactoAwmx TpeboBaHM, ABAAIOTCA KPAaTKMMKU MO XapakTepy U
OrpaHWYeHHbIMM MO 06NacTU NpUMeEHeHUA. B 3TUX MyHKTax, Hanpumep, YKasaHo, YTO BO3MOMKHbIM
NnoAxXo4OM K aHanu3y KONMYECTBEHHbIX AAHHbIX O CTabUNbHOCTM ANA YCTAHOBAEHWA nepuoda A0
NOBTOPHbIX NCCNEA0BAHUI UM CPOKA FOAHOCTU ABNAETCA PErPECCUOHHbIM aHANN3 1 cnedyeT NPoBOAUTb
CTaTUCTUYECKMI aHaNu3 Ans onpefeneHus BO3MOXKHOCTM 06beaANHEHUA AaHHbIX ANS PasHbIX cepuii ¢
NCNo/Ib30BaHMEM YPOBHSA 3HauMMocTu, paBHoro 0,25 (ecnin He ob6ocHoBaHO MHoe). OAHAKO 3TN MYHKTbI
coAeprKaT HeaoCTaTo4yHO NoApobHyo MHGOPMAUUIO U HE OXBaTbIBAOT CUTyaLMK, KOrda uccnegoBaHue
No NONHOMY MAWN COKPALLLEHHOMY NAAHY NPOBOAUTCA C BKAOYEHMEM MHOXECTBA GPaKTOPOB.

NMonoxkeHnA HacToALWero pasgena AONOMHAKT yKa3aHuA, npusegeHHble B pasgenax i, 1V, VI wn VIl
HacToawmx TpeboBaHM, U NMPUMEHUMbI K OLEHKE AaHHbIX O CTabWMAbHOCTM, KOTOPbIE AOMKHbI ObITb
npeacTaB/ieHbl B PErucTpauMoHHOM Jocbe AsA  HOBbIX  dapmaueBTUYECKMX CcybcTaHumMin U
COOTBETCTBYIOLIMX NIEKAPCTBEHHbIX MpenapaToB. B HactosAwem pasgene cofep:Katcsas YyKasaHus no
YCTAHOB/IEHUIO NEPMOAOB 40 NOBTOPHbIX UCCNeA0BaHUM CTabUAbHbIX papMaLEBTUYECKUX CYOCTaHLMIA U
CPOKOB TOAHOCTU JIEKAPCTBEHHbLIX MNPEnapaToB, NpegHasHayYeHHbIX AAA XpaHeHMA Mpu OObIYHbIX
YCNIOBUAX OKpyXKatolwen cpedbl. Henb3a MCnosib3oBaTb TaKME TEPMUHbI, Kak "YC/IOBMA OKpyrKatoLen
cpeabl" nnm "KomHaTHaa Temnepatypa'’ B uHGopmaumm o npenapaTe Npu yKasaHUU YCA0BUIMA XPaHEHMS.

NonoxkeHnA HacToAwero pasgena MPUMEHUMbl K UCCNefoBaHUAM CTa6MI'IbHOCTVI, KOTOpble
npoBoaATCA NO NaaHy C OAHUM U MHOTMMUA (I)aKTOpaMM, a TaKXXe K nccnenosaHmnam, nposogmnmbim no
NOJIHOMY NN COKpaLWLEHHOMY NMaHYy.

Ona nonyyeHuna uHpopmaummn o Bblbope U 06OCHOBAHWUM KpUTEPUEB MPUEMNEMOCTU caeayeT
06paLLaTbCA K COOTBETCTBYIOLLEN HOPMATMBHO-TEXHUYECKOM AOKYMEHTALMN rOCyAapcTB-4/1eHOB, a gnA
NoNyYeHUA AaHHbIX O NPOBEAEHUN UCCAEA0BaHMUIA MO NOAHOMY WM COKPALLEHHOMY NAaHy - K pasaeny
VIII HacToAwmx TpebosaHMN.

2. O6wme nonoxkeHna

204. MnaHuvpoBaHMe W NpoBeAeHWe MUCCNefoBaHUIN CTabUNbHOCTM AONXKHbI COOTBETCTBOBATb
pasgenam lll, IV, VI n VII HacToawmx TpebosaHuit. Llenb 3Tux nccnesoBaHUiM cOCTOMT B TOM, YTOObI Ha
OCHOBaHMW UcCNefoBaHUN He meHee 3 cepuit papmaLLeBTUUYECKON CyOCTaHUMM MU NEeKapCTBEHHOIO
npenapaTta yCTaHOBMUTbL Mepuos A0 NOBTOPHbLIX UCC/Ae40BaHUN UAM CPOK FOAHOCTU, NPUMEHUMbIE AAA
BCEX Cepui, KoTopble HByayT BNOCNeACTBUM NPOM3BEAEHDbI M YNAKOBaHbl NP OAMHAKOBbIX YCI0BUAX, a
Takxe chopmynmpoBaTb B MHOPMALMM O npenapaTe yKasaHMA MO XPaHEHMIO BCeX Oyaylmx cepuit,
Npou3sBefleHHbIX U YNaKOBaHHbIX B Tex e ycnoBusAx. CTeneHb BapuabenbHOCTU OTAENbHbIX Cepuit
obecneunBaeT yBepeHHOCTb B TOM, YTO NPOU3BeAEeHHble BNOCAEACTBUM NPOMbILIAEHHbIE cepun byayTt
COOTBETCTBOBATb KPUTEPMAM MPUEMIEMOCTM B TeYeHMe 3a4aHHOro nepuoaa A0 MOBTOPHbIX
nccnenoBaHUM UK CPOKA FOAHOCTU.

205. HecmoTpa Ha TO 4YTO OXWAOAOTCA HEKOoTopble MPOM3BOACTBEHHbIE W aHaAUTUYECKUe
BapuMaLMmM, NEeKapCTBEHHbIN NpenapaT A0/KeH ObiTb Npon3BeaeH TakMm obpa3om, YTobbl NpU BbiMycKe
cepuun JfiekapcTBeHHOro npenapaTta obecneuynts 100-mpoueHTHOe cogeprKaHue ¢apmMaueBTUYECKOn



cybCcTaHUMM OT 3asBNEHHOro. B c/iyyae ecav Npu BbiMYCKE CepuM NEeKapCTBEHHOrO npenapaTa
cogep:aHue ¢apmaLeBTUYECKOW cybCTaHUMM B CepusAX, MCNOJIb30BAHHbIX A/1A MONYYEHUA AaHHbIX,
BK/IIOYAEMbIX B pPerucTpauMoHHoe pocbe, Bbiwe 100 nNpoUEeHTOB OT 3asaBAEHHOTo (C yyeTom
NPOM3BOACTBEHHDBIX M aHAZIMTUYECKMX BapMaLMiA), TO MepBOHaAYaNbHO 3aAB/EHHbIN B PETMCTPALMOHHOM
[0Cbe CPOK roLHOCTM AOMYCKAeTcAa YBeNWUYMTb. B cnyyae eciv npw BbiMycKe cepur NIeKapCTBEHHOMO
npenapaTta cogeprkaHue GpapmaLeBTMYECcKoW cybcTaHLuMK B Hell Huke 100 NpoueHTOB OT 3asABJAEHHOTO,
TO A0 OKOHYaHWA Npesgsaraemoro CpPoKa rogHOCTM CoAeprKaHUE MOMKET OMYCTUTLCA HUMKE HUMKHEro
KpUTEPUA NPUEMIEMOCTMH.

206. Mpwn npeacTtaBAeHUM U aHaAM3e AAHHbIX O CTabU/IbHOCTM HEobXoAMMO NpPUAEPHKUBATLCA
cucTeMaTnyeckoro noaxoda. JaHHble o cTabuUabHOCTU AO/IXKHbI B COOTBETCTBYIOLLMX CAy4YasnX BKAOYATb B
ceba pesynbTaTbl PUINMYECKUX, XUMUYECKMX, BUONOTMYECKMX U MUKPOBMONOrMYECKMX UCCIeA0BaHN, B
TOM YMC/ie OTHOCALIMECA K onpeae/ieHHbIM NOKasaTeNsasM KayecTBa IeKapcTBeHHOoM ¢popmbl (Hanpumep,
CKOPOCTb PacTBOPEHMA TBEP/bIX /IeKapCTBEHHbIX dOpM AnA npuema BHYTPb). HeobxoaMmo oueHUTb
NpaBWAbHOCTb MaTepuanbHoro 6anaHca U M3yuntb GaAKTOPbI, KOTOpble MOTYT MPUBECTU K ABHOMY
3aHUXKEHUIO MaTepuasbHOro 6anaHca, BKAKOYAA, Hanpumep, MexaHW3Mbl Aerpagauuu, cnocobHOCTb
onpeaenaTb CTabUAbHOCTb M NPUCYLLYIO aHANINTUYECKMM METOAMKAM BaprMabenbHOCTb.

207. ba3oBble KOHUENUUW OUEHKM AaHHbIX O CTabUAbHOCTM OAHO- W  MHOTOPaKTOPHbIX
UccneaoBaHW, a TaKXe MCCNedoBaHUM C MOMHbIM M COKPalleHHbIM MA1aHOM OAMHAaKoBbl. ANnA
BbIABNEHNA KPUTUYHbIX NOKa3aTenen KayecTsa, KoTopble ¢ 60nbLIOK A0Nel BepOATHOCTM ByayT BAUATD
Ha KayecTBO M QYHKUMOHANbHbIE XapaKTepUCTUKM dbapmaLeBTUYecKon cybcTaHUMM U NeKapCTBEHHOro
npenaparta, HeObX0AMMO OLEHUTL pe3ynbTaTbl GOPMaNM30BaHHbIX UCCNeA0BaHUN CTaBUALHOCTM U B
COOTBETCTBYIOLWMX CAy4anaxX AOMNOAHUTENbHble AaHHble. KakAaplh NoKasaTenb KadectBa HeobxoAmmo
OLEeHMBaTb OTAE/bHO, a 3aTem A/1a onpejeneHua nepuoga A0 NOBTOPHbIX MCCNeA0BaHUI U CPOKa
rofHOCTN NpoBecTy 0606LLEHHYIO OLEHKY pe3ynbTaToB. epuog 40 NOBTOPHbIX UCCNeA0BaHUA N CPOK
rogHOCTU He A0J/IKHbI NPEeBbIWATb TaKOBble OTAE/IbHOIO NoKasaTe A KayecTsa.

208. B 610K-cxeme cornacHo npunoxkeHunio N 6 onpegeneH nosTanHblM NOAXOA K OLLEHKE AaHHbIX
0 CTabWNbHOCTK, @ TaKKe yKa3aHO, KOrga M B KaKOM CTENEHU MOXKHO MPUMEHATb 3KCTPANoAALMo ans
YCTaHOB/IEHUA Npeasaraemoro nepuoaa A0 NoBTOPHbIX UCCNEeA0BAHUA AN CPOKA FOAHOCTU. B nyHKTax
214 - 224 HacToAwmx TpeboBaHUN U3NOKEHDI:

cnocob aHanusa AaHHbIX O0NTOCPOYHbIX MCC/'Iep,OBaHMﬁ No COOTBETCTBYHOWMM KONNYECTBEHHbLIM
ncecnegyembiMm MOKasaTeNnAm, NoayvYeHHbIM MO pe3y/ibTaTaM MHOI'Od)aI-(TOpHOFO nccnegoBaHunAa no
NOJIHOMY U COKpaLWLEHHOMY MJ1aHaAM;

MHpopmauma o cnocobe MCNO/b30BaHMA PErpecCMOHHOrO aHanvsa A4 OUEHKM mnepuoda Ao
MOBTOPHbIX UCCNEA0BaHMIA NN CPOKA rOAHOCTH;

npUMepbl CTaTUCTUYECKUX PacvyeToB A1A onpenesieHUss BOSMOMKHOCTU 0O6beAMHEHWUs AaHHbIX,
NOIYYEHHbIX 417 Pa3/INYHBIX CEPUI UK APYTUX GaKTOPOB.

[onyckaeTca MCNoAb30BaTb CTaTUCTMYECKME MNOAXOAbl M MEeToAbl aHanM3a, M3/0XKEeHHble B
Hay4HOW nuTepatype.

209. OnpegeneHHble KOAWYECTBEHHble XMMMUYECKMe MoKasaTenn KadectBa (Hanpumep,
KO/IMYecTBeHHoe onpeageneHue, NPOAYKTbI Aerpagaumu, cofepskaHue KOHCepBaHTa)
dbapmaueBTUYECKOM CybCTaHUMKM M IeKapcTBEHHOTO NpenapaTa NPy A0Ar0CPOYHOM XpaHeHur obnagatot
KWHETUKOW HYNeBOro mopsgKka. B cBA3M C 3TMM JaHHble O TaKMX NOKasaTenAx KadyecTBa noajexart
CTAaTUCTUYECKOMY aHanusy, npesycmMoTpeHHoMy npuaoxkeHmem N 6 K Hactoswwmm TpeboBaHuAMm,
BK/IIOYASA JIMHEWHYIO Perpeccuto U TecT obbeanHAEMOCTU. HecmoTps Ha TO, YTO KMHETMKA OCTaJIbHbIX
KO/IMYECTBEHHbIX MOKasaTenei KayectBa (Hanpumep, pH, pactBopeHue), Kak npaBuIO, HEWU3BECTHa,
[OMYCKAeTCA UCMO/b30BaTb Te XKe CTaTUCTUYECKME METOAbI, €C/IM OHU MPUMEHUMbI.



210. Hannuue B HacToAlwem noapasjesnie YKasaHWuii OTHOCUTE/IbHO CTaTUCTUYECKUX NOAXOL0B He
03Ha4aeT, YTO WCMO/Ib30BaHME CTATUCTMYECKOro aHaiM3a ABAAETCA NPeanoyYTUTENIbHbIM, €C/IM MOXKHO
060CHOBATb, YTO OH He ABAseTcA HeobxoguMbiM. OfHAKO CTAaTUCTUYECKUIA aHaNM3 B ONpeseseHHbIX
ClyYanx MOMKeT ObiTb noneseH ANs MNOATBEPNKAEHMA MEpPMOAOB A0 MOBTOPHbIX WUCCAELOBAaHWUIA WU
CPOKOB TOAHOCTM, NOJIYYEHHbIX C MOMOLLbIO 3KcTpanoaaumm. OH TakKe MOMKeT noTpeboBaTbcA A7
NoATBEPXKAEHMA Npeanaraembix Nepuoaos A0 MOBTOPHbIX UCCNEAO0BaHUN UAM CPOKOB FOAHOCTM U B
APYrux cayyasx.

3. NMpeacTaBneHune AaHHbIX

211. [aHHble O NokasaTenax KayecrBa HeobxoAaMmo npeacTaBuTb B MPUrogHOM AS1A aHanAM3a u
aKcneptusbl popmarte (Hanpumep, B BuAe Tabsuu, rpaduKOB, TEKCTOBOrO OMMCAHMA), OLLEHKY
NOMIY4YEHHbIX AaHHbIX HEOBXOAMMO BKIOUYUTL B PErMCTPALMOHHOE A0Cbe. 3HAaYeHMA KOMYECTBEHHbIX
MokasaTenen KayecTBa BO BCEX BPEMEHHbIX TOYKAX HEOOXOA4MMO NpPeAcTaBUTb COMAaCHO M3MEPEHMAM
(Hanpumep, copeprkaHne B MPOLEHTax OT 3anaBnAeHHOro). Eciv npoBoAWAICS CTaTUCTMYECKUIA aHanus,
HeobXxo4MMO OnncaTb UCMOb30BaHHble NPOLEAYPbI U feXKalMe B OCHOBE MOAENM NPEeSNON0KEHUS U
obocHoBaTb Mx. Heobxoammo npeacTaBUTb pestome pesy/ibTaTOB CTAaTUCTMYECKOrO aHasv3a B BUAE
Tabnuy n (MNn) NpeacTaBUTb AaHHbIE A0TOCPOUHbIX UCCIeA0BaHNM B rpaduyeckom Buge.

4, dKcTpanonaumsa

212. B uenax yBeanyeHus nepuopa A0 MOBTOPHbIX MUCCAeA0BaHWUIA MW CPOKa FOAHOCTU CBEpX
JaHHbIX [OONTOCPOYHbLIX WCCNeO0BaHMI  OOMYCKAETCA OCYLWeCcTBUTb B PErmcTpauMoHHOM  A0Cbe
3KCTPanoAuMIo, 0COBEHHO ecan NPU YCKOPEHHOM XPaHEHUU 3HAUYMMBblE U3MEHEHUA He Hablo4anNnCh.
[onycTMMOCTb 3KCTPanoiAuMM AaHHbIX O CTabWMAbHOCTU 3aBUCUT OT 06bEMA 3HAHWIM O MexaHM3max
M3MEHEHWIA, CTeNeHN COrNacoBaHHOCTU AaHHbIX C BbIBPaHHOM MaTemMaTMYEeCKOW MOLENbIO U HAaNUYUA
3HAUMMBbIX OOMOJHUTENbHbIX AAHHbIX. JKCTPANOAAUMIO HEOBXOOAMMO OCYLLECTBMTb TakMM 06pasom,
yTo6bl YBENUYEHHDbIW Nepuos A0 NOBTOPHbIX UCCef0BaHMI UK CPOK FOAHOCTU 6bln AeNCTBUTENEH B
OTHOLLEHMM ByAyLLMX CEPUI, pe3ynbTaTbl UCCNEA0BAHUA KOTOPbIX BAN3KM KpUTEpUAM NPUEMIEMOCTU
cneundmrKaLmMm Ha BbINYCK CEPUM NEKAPCTBEHHOrO NpenapaTta uan papmaueBTUYECKOM CyOCTaHL MK,

213. IKCTpanoaauMa AaHHbIX O CTabMAbHOCTM MpegnonaraeT, YTO OAMH M TOT KEe XapaKTep
M3MEHEHUA He M3MEHUTCA M MO MPOLWeCcTBUM Nepuoaa, OXBAaYeHHOro [AaHHbIMW LONTOCPOYHbIX
nuccnefoBaHuit. Mpu  OCYWECTBAEHUN  3KCTPAMNOAAUMM  KPUTUYHOW  ABASIETCA  KOPPEKTHOCTb
HEU3MEHHOCTU XapaKTepa M3MeHeHWUR. Mpn NOCTPOEHUN IMHUN UAN KPUBOW perpeccMm Ha OCHOBAHWUU
OAHHbIX  JONTOCPOYHBIX  MUCCNeZoBaHUA  3TU  AaHHble  ABAAIOTCA  KOHTPOJIEM  KOPPEKTHOCTU
npeanosaraemMoro xapaktepa U3MeHeHuih. Jna NpoBepKM CTeMeHM COrlacuAa AaHHbIX C MOJlYyYEHHOM
NPAMOM UAN KPUBOW AOMYCKAETCA MCMO/Ib30BaTb CTAaTUCTUYECKME MeToAbl. TaKoM CaMOKOHTPO/b BHE
nepuosa, 060CHOBAHHOIO AAHHbIMM [ONTOCPOYHbIX MCCef0BaHUM, HEBO3MOXKEH. B cBA3M € 3Tum
nepvog, A0 NOBTOPHbIX UCCNeA0BAHUI UAU CPOK FTOAHOCTM, NONYYEHHbIM HA OCHOBAHWW SKCTPANONALMM,
Heobxo4MMO BO BCeX C/y4asx BepudULMPOBATb AOMNOAHUTENBbHBIMW  AAHHBIMW  AONTOCPOYHbIX
nccnefoBaHUM No mepe ux nosayvyeHuA. He cnepyet BKAKOYATb B MPOTOKOA Ha CEpUW, B OTHOLUEHUM
KOTOpPbIX B3ATbl 00A3aTeNbCTBA, BPEMEHHYIO TOYKY, KOTOpas COOTBETCTBYET KOHLY Mepuoga Ao
NOBTOPHbIX UCCEA0BAHNIN UM CPOKA FOAHOCTU, MOYYEHHOTO HA OCHOBAHWM 3KCTPANOAALMMU, ECAN 3TO
cneumanbHO He 060CHOBAHO.

5. OueHKa AaHHbIX NpU onpeaesieHun Nepnoaa A0 NOBTOPHbIX
uccnep0BaHUi cTabunbHbIX GpapmaLeBTUYECKUX cybcTaHumMiA
WM CPOKA FOAHOCTM JIEKAapPCTBEHHbIX NPEnapaTos, NoAeKalumnx
XPaHEHUI0 NPU KOMHATHOU TemnepaType

214. CuCTeMaTU3MPOBAHHYKD OLUEHKY JAaHHbIX, MNOJIyYeHHbIX B XoZe ¢GOpPManN30BaHHbIX
uccnefoBaHWii CTabUAbHOCTM, cnefyeT NpPoBOAMTbL B COOTBETCTBUM C YKa3aHWAMM, MPUBEAEHHBIMW B
HacToAwwem noapasgene. HeobxoaAnmMo NocnesoBaTeNbHO OLLEHUTb AaHHblE O CTabWIbHOCTM KaXKAoro



nokasatena Kayectsa. OueHKa d)apMaLI,EBTl/I‘-IECKVIX CY6CTaHLI,Ml7I N NEeKapCTBEHHbLIX MNpPenapaTtos,
nognexawmnx XxpaHeHno npu KOMHATHOM Temnepartype, Ha4ynMHaeTca C NOMCKa HEKOTOPOIro 3Ha4ymMmoro
U3MeHeHNA B YCNOBUAX YCKOPEHHbIX W, ecan nNpuMmeHMMO, NPOMEKYTOYHbIX MCCﬂe,ﬂ,OBaHMﬁ n
npoAo/IXKaeTCA NyTem aHan3a TEH,D,EHLI,MI\;I n Bapma6eanocm AaHHbIX OO0NTOCPOYHbIX MCCﬂeAOBaHMﬁ.
M3n0KeHHble HUXKe yCnoBuA NO3BONAKOT OCYWECTBUTb IKCTPANOAALUUIO B UENAX yBENIMHEHUA nNepunoaa
A0 NOBTOPHbIX VICCJ'IeAOBaHVIﬁ M CPOKa rogHoOCTn CBEPX AaHHbIX ONTOCPOYHbIX MCCﬂe,ﬂ,OBaHMVI.

B npunoxeHmn N 6 K HactoAwmm TpeboBaHMAM NpuBeAeHA CXeMa MPUHATUA pPeLLEHU Npwu
OUEHKe JaHHbIX MO nepuoay A0 MOBTOPHOrO WUCCNefOBaHUA W onpefeneHusa CpoKa roA4HOCTU
dbapmaueBTUYECKMX CYBCTaHUMIN U IeKApPCTBEHHbIX MpenapaToB (3a WUCK/IIOYEHWEM JIeKApPCTBEHHbIX
npenapaToBs, NoA/IeXKallmMxX 3aMOPaKMBAHUIO).

6. OueHKa AdHHbIX NPU OTCYTCTBUU 3HAYUMOTIO U3MEeHEeHUA
B YCN10BUAX YCKOPEHHbIX MCCIIEAOBaHMﬁ

215. Cnyyaii, Npu KOTOPOM pPe3yabTaTbl AOJTOCPOYHbIX U YCKOPEHHbIX UCCAeA0BaHNN A0NXKHbI
N3MEHATbCA BO BpemMeHU CTaTUCTUYECKU He3HaYMMO UAU pe3yaibTaTbl USMEHAKTCA CO CTaTUCTUYECKU
He3HauYMmomn BapmMabenbHOCTbIO UK 6e3 BapnabenbHOCTU.

EcAn paHHble AOATOCPOYHBIX U YCKOPEHHbIX UCCAeLO0BaHUIA CBUAETENLCTBYIOT 06 OTCYTCTBMM
3HAYMMbIX U3MEHEHWUI NMOKa3aTenAa KayecTBa BO BPEMEHU UM U3MEHEHUA HEBEJIMKU MO OTHOLLEHUIO K
KPUTEPUIO MPUEMSIEMOCTU, @ TaAKMKe eCcAn OTCYTCTBYeT BapuMabenbHOCTb MM OHa CTAaTUCTUMYECKM
He3HauuTesnbHa, ¢apmaLeBTUYECKas CyOCTAHUMA WAW  NEeKApPCTBEHHbIM npenapat no AaHHOMY
MnokasaTe/l0 KayecTBa B TeyeHMe nepuvoga A0 MOBTOPHbIX WCCNEAOBAHUM WM CpPOKa TOAHOCTU
YKN3AplBAOTCA B KPUTEPUM MPUEMNEMOCTU cneunduKaummn. B Taknx caydyanax CTaTUCTUYECKUIA aHanus,
KaK npaBuio, He Tpebyerca, HO HeobxoAMMmO npeacTaBuTb 06OCHOBaHME ero oTcyTcTBuA. K Takum
060CHOBaHMAM OTHOCATCA aHA/NM3 XapaKTepa NPOTEKAHUA WU3MEHEHUN WAW NPUYUHBI UX OTCYTCTBUA,
3HAYMMOCTb PE3Y/IbTATOB YCKOPEHHbIX UCCNEeA0BaHNA, MaTepuanbHbli 6anaHc 1 (MAK) 4ONONHUTENbHbIE
OaHHble, onncaHHble B pasgenax lll n IV Hactoawmx TpebosaHuin. B uenax ysennyeHnsa nepuoga Ao
MOBTOPHbIX MWCCNEeL0BaHUA WAW  CPOKa TOAHOCTU CBEPX YCKOPEHHbIX AaHHbIX AOMNycKaeTcAa
oCylLecTBNeHNe 3KcTpanonauuun. lMNpegnaraemblit nepuos A0 NOBTOPHbIX WUCCNEL0BaHUA WMAM CPOK
rogHOCTU OOMNyCKaeTca yBennyuTb He 6osiee yem B 2 pasa, HO He 6osiee Yyem Ha 12 mecaues no
CPABHEHUIO C MePMOAOM, OXBAYE€HHbIM AaHHbIMW AONTOCPOYHbIX UCCNE40BaHUN.

216. [loNrocpoyHble U YCKOPEHHble AaHHble MPOABAAIT M3MEHEHMA BO BpemeHu U (Mau)
Bap1abenbHOCTb.

EcnvM paHHble AO0ATOCPOYHbIX WAM YCKOPEHHbIX MCCNeAO0BaHUI CBUAETENbCTBYIOT O 3HAYMMbIX
M3MEHEHMAX MOKasaTeNs KayecTBa BO BPeMeHW U (Mam) BHYTPMGAKTOPHON nnbo meKdpaKTopHOM
BapuabesbHOCTM, onpenennTb MNepuod A0 MOBTOPHbIX WCCAELOBAHWUIA W CPOK FOAHOCTU MOXHO C
MOMOLLBIO CTaTUCTMYECKOTO aHanausa. Ecnn obHapyKuBalOTCA pas/ivMuMsa B CTabOUIBHOCTM MeXKay
cepuAaMM, gpyrumn  ¢daktopamu (Hanpumep, AO03MPOBKOW, BMECTMMOCTbIO KOHTelHepa U (uawm)
HOMMWHaNbHBIM 06bEMOM) UAN KOMBUHaUMAMM GaKTOPOB (Hanpumep, AO3MPOBKOW U BMECTMMOCTbIO
KOHTeliHepa U (MiM) HOMMHaNbHBIM 06BEMOM), KOTOpble MPEenATCTBYIOT O0ObeANHEHUIO AAHHbIX, TO
npegnaraemblii Nepuoa A0 NOBTOPHbLIX UCCeA0BaHUM MO0 CPOK FOAHOCTM He AOJIKEH MpeBblWwaTtb
Hamnbonee KOPOTKUIA nepuod (CPOK), YCTaHOBNEHHbIA ANA Kakon-nMbo cepuu, MHOro dakrtopa Mau
KOMbUHauumn ¢aktopoB. Ecnn pasnmnuma sBHO 06bBACHAIOTCA onpegeneHHbiM $GaKkTopom (Hanpumep,
[O3MPOBKOM), [OMNycKaeTcd NpUCBaMBaTb Pas/IMYHbIE CPOKM TFOAHOCTM  PA3/IMYHBIM  BAapMAHTaM
onpeaeneHHoro ¢akTopa (Hanpumep, PasMYHbIM 403MPOBKaAM).

217. HeobxoaMmo npeacTaBuUTb pesyabTaTbl aHanM3a, OObBACHAOWEro MNPUUYMHY Pa3IMuMiA U
06Uy 3HAaYMMOCTb TaKMX PasNMuUMin ONA NeKapCTBEHHOro npenapara. JonycKaerca 3KCTpanoaauma
cBepX MNepuoaa, OXBAaYeHHOro [AaHHbIMM  AO0AFOCPOYHBbIX  MUCCNeAO0BaHUK, OAHAKO  CTeneHb
3KCTpanonAumMmn 6yaeT 3aBMceTb OT TOro, MOAJENAT AWM AaHHble A0/ArOCPOYHbIX UCCAEAOBaHWUIA O
noKasaTte/ie KayecTBa CTaTUCTMYECKOMY aHan3y.



Ecnv  paHHble [0NrOCPOYHBbIX MCCNEeAO0BaHUM He noafie)kaT CTaTUCTMYECKOMY aHaausy, HOo
npeacTaB/eHbl 3HAaUMMble [OMOJHUTE/bHbIE fOaHHble, TO TMpeajaraemblii Nepuos A0 MNOBTOPHbIX
nccnefoBaHUiA UAM CPOK FOAHOCTU AOMYCKAeTca yBeNnYmnTb He 6onee yem B 1,5 pasa, HO He 6osiee yem
Ha 6 MecsLEeB NO CPaBHEHMIO C NEePUOAOM, OXBauyeHHbIM AAaHHbIMWU LONFOCPOYHbIX MccaesoBaHuii. K
3HAaUYMMbIM  [OMNONIHUTENIbHLIM  AaHHBIM OTHOCATCA YAOBNETBOPUTE/IbHbIE JaHHblE A0/ITOCPOYHbIX
nccnefoBaHUiA cepuin pa3paboTkK, KoTopble 6AM3KM NO COCTaBy, NPoM3BeAeHbl B MeHbllem macliTabe
WMAW yNaKoBaHbl C MOMOLBIO CUCTEMbI "KOHTEMHEP - YKynopKa", nogobHoi cucteme "KoHTelHep -
YKYMOpKa", NCNo/b30BaHHOM B MEePBUYHbIX CEPUAX 1A UCCNEeA0BaHUA CTabUNBHOCTH.

Echn paHHble OOArOCPOYHBIX MCCNeAOoBaHUM NoAsieXkaT CTaTUCTUYECKOMY aHanu3y, HO Takol
aHa/N3 He NPOoBOAMACA, TO CTENEeHb IKCTPANOAALUM COOTBETCTBYET C/yyato, NMPU KOTOPOM AaHHble He
noasiexaT cTaTMCTMYEeCKOMY aHanumay. Mpu 3Tom ecnm CTaTUCTUYECKUI aHaInM3 NpoBeAeH, To nepuoa Ao
NMOBTOPHbIX UCCAEA0BAHNI MU CPOK FOAHOCTU AO0MNYCKaeTcs yBeANYUTb He Bbosee yem B 2 pasa, HO He
b6onee yem Ha 12 mecAUEB MO CPABHEHWUIO C MEPMOAOM, OXBAY€HHbIM AaHHbIMU A0JIFOCPOYHbIX
nccneaoBaHU, €cnu 3TO NOATBEPXAEHO pe3y/ibTaTaMM aHaaM3a U 3HAYMMbIMU AOMNOJHUTEIbHBIMU
OaHHbIMU.

7. OueHKa AaHHbIX npu HaGﬂIOAEHMVI 3HA4YMMOro uameHeHunA
B YCN10BUAX YCKOPEHHbIX MCCHEAOBaHMﬁ

218. Ecm B YCNoBUAX YCKOPEHHDbIX MCC/'Ie,CI,OBaHVIl;‘I Ha6J'II-O,£],38TCH 3Ha4YMMmoe nameHeHue, nepunos
A0 NOBTOPHbIX VICCJ'Ie,D,OBaHMVI nan CpoK rogHoCTn 6y[l,ET 3aBUCETb OT PE3Y/IbTAaTOB MPOMEKYTOYHbIX U
AONTOCPOYHbIX MCCHEAOBaHMVI CTabunbHOCTHU.

Mpn OTCYTCTBMM MHbBIX 3HAYMMBbIX U3MEHEHUI cnepyowme PUNMYECcKMe U3MEHEHMA B YCNOBUAX
XPaHEHUs MPU NPOBEAEHMU YCKOPEHHbIX UCCAEAOBAHUI HE MPU3HAKOTCA 3HAYMMbIMU U He TpebyroT
nccnefoBaHN B NPOMEKYTOUYHbIX YCAOBUAX:

pasmAryeHue cynnosnTopms, naaBieHNe KOTOPOro npeaycmMmoTpeHo npu temnepatype 37 °C, ecnm
TOYKA NJ1IaBJEHUA O4HO3HAYHO NOATBEPXKAEHA;

HEeCOOTBETCTBNE KpUTEPNAM NMPUEMNIEMOCTU MO PACTBOPEHUIO 12 eanHUL, KeNnaTUHOBbLIX Kancyn
nnn Ta6f|eTOK, NOKPbITbIX KeNaTMHOBOM O6OJ'IOHKOVI, €C/iIn HEBO3MOXXHOCTb pacCTBOpeHNA OAHO3HAYHO
o6ycnosneHa CKnensaHmem.

EcnvM Npu YCKOPEHHOM XPaHEHMM MPOUCXOAMUT PasfdeneHUe MAFKUX IeKapcTBEHHbIX Gopm Ha
¢$asbl, HEO6XOAMMO MPOBECTU MPOMENKYTOUHbIE MCCneaoBaHuA. Mpu onpeaeneHun OTCYTCTBMA MHbIX
3HAYMMbIX U3SMEHEHWNI HEOBXO4MMO PAaCCMOTPETb BO3MOXKHOCTb 3G HEKTOB B3aMMOAENCTBUS.

219. Ecav no pesynbTaTamM XpaHeHUA B NMPOMENKYTOYHbIX YCAOBUAX 3HAYMMble U3MEHEHUA He
O6HApy)KMBAlOTCA, [OMNYCKAEeTCA OCYLLEeCTBUTb IKCTPANONALMIO CBEpPX AaHHbIX  A0ArOCPOYHbIX
uccnenoBaHuin. MNMpu 3Tom cTeneHb 3KCTpanonsaumm Byaet 3aBuceTb OT TOro, NoA/eXKaT /N AaHHble
CTaTUCTUYECKOMY aHaNU3y.

Ecnn gaHHble 4ONTOCPOYHbIX MCCﬂeAOBaHMl\;I NOKa3aTes1A Ka4yecCTBa He noanexat CTaTUCTn4yeCKkomy
daHanunsy, 10 npe,u,naraeMblﬁ nepuoa A0 NOBTOPHbIX MCCﬂeAOBaHMl\;I M CpoOK rogHOCTU AO0NYyCKaeTcA
YBE/NYNUTL HE 6onee yem Ha 3 mecAua no CpaBHeEHWIO C nepunoaom, OxXBa4Ye€eHHbIM AaHHbIMU
AONTOCPOYHbIX MCCHEAOBaHMVI, €C/i OH noaKpenneH sHa4nMmbiMnN AONONTHUTENbHBIMU AAHHbIMMW.

Echn paHHble JOArOCPOYHbIX MCCﬂeAOBaHMVI NOKa3aTeNlIA KayecCTBa noasexat CTaTUCTu4eCKkomy
daHann3y, HO TaKoOM aHanu3 He nposogunca, To CteneHb 3KCTPanosAUnM COOTBETCTBYET CNy4ato, Korga
AadHHble He noanexat CTaTuCTU4eCKoOMy aHanunsy. Ecnun ctatucTuyeckmii aHanms npoeeaeH, To nepuon
A0 NMOBTOPHbIX I/ICCJ'Ie,Ll,OBaHMf/‘I WIN CPOK rogHOCTU O0NYyCKaeTCA yBE/INMYUTDL HE b6onee yem B 2 pa3a, HO
He bosiee yem Ha 6 mecAaueB nNo CpaBHEHUKO C nepnoaom, OXBadY€HHbIM OaHHbIMU OO0NTOCPOYHbIX
MCCﬂE,ﬂ,OBBHMﬁ, €C/In OH noATBepPXAEH pe3ynbraTaMn aHam3a U 3HAYUMbIMU OO0MNO/THUTE/IbHbIMU



AaHHbIMU.

220. Ecnv no pesynbTaTam XpaHEHUA B MPOMEXKYTOUHbIX YC/OBUAX OBHApPy)KeHbl 3HauyMMmble
M3MeHeHus, TO npeaaaraembliii Nepuos 40 NOBTOPHbIX UCCeA0BaHUI UM CPOK FOAHOCTM He A0J/IKeH
npeBbIWaTb AaHHble AONrOCPOYHBbIX UCCnefoBaHWn. Kpome Toro, HeobxoAMMO PaccMOTpPeTb
BO3MOKHOCTb COKPALLEHMA NeprMoaa A0 NOBTOPHbIX UCCe0BaHMI UK CPOKA FOAHOCTM NO CPAaBHEHUIO
C NepMoAOM, OXBAYEHHbIM AaHHbIMMU AONTOCPOYHbIX UCCe0BaHMM,

8. OueHKa AaHHbIX 0 Nepuoae A0 NOBTOPHbIX UcCaen0BaHUMN
WU CPOKe rogHoCcTU ana papmaueBTUUYECKUX CybcTaHLuit
WM NNeKapCTBEeHHbIX NPenapaToB, NoAJ/eXKalmxX XpaHeHUo
npu Temnepartype HUKe KOMHaTHOM

221. laHHble 0 dpapmaueBTUYECKOM CyBCTaHLMN AN NEeKAaPCTBEHHbIX NpenapaTax, Noanexalumx
XPaHEHMIO B XON04UNIbHUKE, cneayeT OLUeHMBATb B COOTBETCTBMU C MOJIOXKEHUAMU NYHKTOB 215 - 220
HacToawmx TpeboBaHM pna dapmaueBTUYECKMX CYyOCTAaHUMIA WM NIeKapCTBEHHbLIX MpPenapaTos,
nognexalmnx XpaHeHUo Npu KOMHaTHON TeMnepaType, 338 UCKIOYEHUEM TeX Cy4vyaeBs, Korga MmerTcA
ocobble YyKasaHuA, npusBedeHHble HUxKe. CneayeT WMCNONb30BaTb O0K-CXemy, NpeayCcMOTPEHHYHO
npunoxeHnem N 6 K HacToAwmMm TpeboBaHUAM.

222. Ecnv no pesynbTaTaM YCKOPEHHbIX UCCneaoBaHWA 3HAUMMble U3MEHEHUA BO BPeMeHU He
06HapYy»KMBalOTCA, TO 3KCTPanonAuMA nepuoaa A0 MOBTOPHbIX MCCAeA0BaHUI WAM CPOKA rOA4HOCTU
cBEepX nepuoda, OXBayeHHOro AaHHbIMM  AONFOCPOYHbIX WUCCAeAOBaHMI, OCyLWEeCcTBASeTCA B
COOTBETCTBUM C MONOMKEHMAMM NYHKTOB 216 - 218 HacToAawmx TpeboBaHWiA, 32 UCKNOYEHUEM TOTO, YTO
CTeneHb 3KCTPanoNaLUN A0MKHA BbiTb 6onee orpaHNYeHHOoM (To ecTb Ha 60/1ee KOPOTKNIA CPOK).

Ecnn gaHHble AOATOCPOYHbBIX U YCKOPEHHbIX UCCNEL0BAHNI CBUAETENLCTBYIOT O HE3HAYUTENIbHOM
n3MeHeHMn M Hebonblwol BapuabenbHocTM, TO 6e3 BCNOMOraTeslbHOro CTaTUCTMYECKOro aHaau3a
npeanaraemblii nepuoa A0 NOBTOPHbIX UCCAEA0BaHUIA UKW CPOK FOAHOCTU, KaK NpaBuIo, AONyCcKaeTcs
yBENNYUTb He bonee yem B 1,5 pasa, HO He 6bonee Yem Ha 6 MecALEB CBepPX MNepMoaa, OXBAYEHHOro
OaHHbIMM 40NTOCPOYHbBIX UCCNeA0BaHUINA.

Ecnv fdaHHble [AOATOCPOYHBLIX UM YCKOPEHHbIX MCCNEAOBAHWA CBUAETENbCTBYIOT O 3HAYMMOM
M3MEHEeHUW BO BpemeHu W (Mau) BapuabenbHOCTW, TO npedsaraemblit nepuos A0 MOBTOPHbIX
nccnefoBaHUiA UAM CPOK FOAHOCTU AOMYCKAETCA YBeNMYUTb He bosee Yem Ha 3 mecaua, B Caydae, eciu
[AaHHble A0NTOCPOYHBIX MCCNEAO0BaHUIM Nog/ekaT CTaTUCTUYECKOMY aHaiu3y, HO OH He MPOoBOAMJICS,
WY OaHHble AOATOCPOYHbIX UCCAEA0BaHMIA He NoANeXKaT CTaTUCTUYECKOMY aHann3y, HO NpPeACTaBAeHbI
3HaYMMble AOMNOJHUTE/IbHbIE AAHHbIE.

Ecnv gaHHble O0ATOCPOYHBIX MM YCKOPEHHbIX MCCNeA0BaHMIN CBUAETE/NbCTBYIOT O 3HAYMMOM
M3MEHeHUN BO BpemeHun W (uau) BapumabenbHOCTW, TO npedsaraembiii nepuvod A0 MOBTOPHbIX
nccneaoBaHUiA UAM CPOK rOAHOCTU AOMYCKAeTcA yBenmunTh He 6osiee yem B 1,5 pasa, HO He 6osiee Yem
Ha 6 mecaueB CBepx Nepuoaa, OXBa4yeHHOro AaHHbIMM A0/ITOCPOYHbIX UCCNEeL0BaHUI, B Cay4Yae, eciu
OaHHble [0/ITOCPOYHbIX UCCNeAOBaHUI MoANeNKaT CTaTUCTMYECKOMY aHa/M3y M OH MPOBOAWACA, U B
Cnyvyae, ecnv aKCTpanonsauMa obocHoBaHa pe3ynbTaTamMM aHaiM3a U 3HAaYUMbIMKU AOMNOHUTENbHbIMM
OaHHbIMM.

223. Ecnn 3HauMmble M3MEHEHMA BbIABNAKOTCA B NPOMEXKYTKE MeXay 3-M U 6-Mm mecauamm npum
YCKOPEHHOM XpaHeHMW, TO Npegaaraemblii Nepuos A0 NOBTOPHbIX UCCAEAOBAHUN UM CPOK FOL4HOCTH
onpeaenaeTca AAaHHbIMU AOATOCPOYHbIX MCCNefoBaHWMR. pu 3TOM OCYyLLECTB/IEHUME 3KCTPanoNALUm
HegonycTumo. Kpome Toro, MoKeT noTpeboBaTbCA COKpaLLeHNe Nepmnoaa A0 NOBTOPHbIX UCCAeA0BaHUMA
WA  CPOKA TFOAHOCTM MO CPABHEHUID C NEPUOSOM, OXBAYE€HHbIM [AaHHBIMU  [ONTOCPOYHbIX
uccnefoBaHuit. Ecnn  paHHble  JOATOCPOYHBIX  MUCCNen0BaHWMA  BapbMpyrOTCA, TO  AOMycKaeTcA
BepnudnumMpoBaTb Npepnaraemblit Nepuos A0 MNOBTOPHbIX WCCAEAOBAHUIA WMAM CPOK FOAHOCTU C
MOMOLLbIO CTaTUCTUYECKOTO aHa/m3a.



Ecnv 3HauMmoe M3MeHeHWe BbISIBNISETCA B NepBble 3 MecAua NpW YCKOPEHHOM XpaHeHWU, TO
npegnaraembiii Nepuos, 40 NOBTOPHbIX UCCAEA0BAaHUI WM CPOK FOLHOCTU ONpeaenseTca AaHHbIMU
AONTOCPOYHbIX MCCNeaoBaHUt. Mpu 3TOM OCYLLECTBAEHME 3KCTPANoAALMM Heaonyctumo. MoskeT
noTpeboBaTbCA COKpalLeHWe nepuoda [0 MNOBTOPHbLIX WCCNELOBaHWA WAM CpPOKa FOAHOCTU MO
CPaBHEHMIO C TNEepPUoAOM, OXBauyeHHbIM JaHHbIMU [OJrOCPOYHBbIX WccnepoBaHui. Ecan  paHHble
AONITOCPOYHbIX UCCNEA0BaHUIN BapbMPYHOTCA, TO AONYCKaeTcs BepnduLMpoBaTh Npegaraembiii nepmos,
[0 NOBTOPHbIX UCCNEA0BaHWUA UM CPOK FOAHOCTM C MOMOLLbIO CTaTUCTMYECKOro aHanu3a. Kpome Toro,
HeobXxoAMMO NpeacTaBUTb aHaIM3 BAMAHMA KPAaTKOBPEMEHHbIX OTKJIOHEHWI 33 npeaenbl 3asBAeHHbIX
YCNOBUIN XpaHeHMs (Hanpumep, NpW TPAHCMOPTUMPOBKE WAM pasrpyske). YKasaHHbIM aHanus, ecnu
MPMMEHMMO, MOXKHO YCUAUTb AaHHbIMM MOCAEAYIOLLero uccnenosaHna 1 cepumn dpapmauesBTUYECKOM
cybCTaHUMM UAW NIeKapCTBEHHOro NpenapaTa npu YCKOPEHHOM XpaHeHNn MmeHee 3 mecaLes.

224. Mepuona A0 NOBTOPHbIX UCCNenoBaHUiA GpapmaLeBTUHECKUX CyBCTaHUMIA MAKM CPOK FO4HOCTU
JIeKapCTBEHHbIX NPenapaToB, NOA/MEXKALLMX XPAaHEHUIO B MOPO3UIbHON Kamepe, A0KEH ONpeaenaTbca
OAHHBbIMM  AONTOCPOYHbIX MCCNenoBaHUi. [pu  OTCYTCTBUMM AaHHbIX YCKOPEHHbIX WCCNeL0BaHWUM
dbapmaLLeBTMUYECKUX CYOCTAHUMIA WAW  NIeKAapCTBEHHbIX MPENapaToB, MOANEXKAWMX XPAHEHWUIO B
MOPO3UNLHOW KamMepe, B Lenax UcCnefoBaHMA BAUSHUA KPAaTKOBPEMEHHbIX OTKAOHEHWI 33 npegensi
npegaaraembix yC/10BUIA XpaHeHMA (Hanpumep, Npu TPAHCNOPTUPOBKE UKW Pasrpyske) cneayeTt UsyunTb
1 cepuio Npu MOBbILWEHHOW TemnepaTtype (Hanpumep, npu 5 T 3°Cum2s £ 2 °C) B TeuyeHue
COOTBETCTBYHOLLEFO Nepuosa.

225. MNMepuoa A0 NOBTOPHbIX MCCNefoBaHMi GapmMaLLeBTUYECKUX CYOCTAHLMIN MK CPOK FOAHOCTM
NIeKAPCTBEHHbIX NPENApPaToB, NOAMEXKALLMX XPAHEHUIO NPU TemnepaTtype Huxe muHyc 20 °C, goKeH
onpeaensTbca AAHHBIMW  AOAFOCPOYHbIX WUCCAEAOBaHMIA M pPacCMaTpMBaTbCA OTAENbHO B KaXKAOM
KOHKPETHOM C/yyae.

9. O6wume noaxoabl K CTaTUCTUUECKOM 06PabOTKe AaHHbIX

226. Ha MOMEHT nofaynm perncTpaumMoHHOro AoCbe AAA aHanuM3a AaHHbIX [0JAT0CPOYHbIX
nccnefoBaHUii CTabuMAbHOCTM MEPBUYHbLIX CEPUN CaedyeT MCMNONb30BaTb CTAaTUCTUUYECKME METOAbI.
Llenblo Takoro aHanusa ABAAETCA ONpefesieHMEe C BbICOKOM CTENEeHblo HaZeKHOCTU nepuoga Ao
NOBTOPHbIX UCCNEA0BAaHMI UAN CPOKA FOAHOCTWU, B TEYEHME KOTOPOro KOJ/IMYecTBEHHble MoKasaTesu
KauecTBa byayT COOTBETCTBOBaTb KpUTEPUAM NPUEMAeMOCTM Aas  Bcex byaywmx  cepwuid,
NPOM3BEAEHHbIX, YNaKOBaHHbIX N XPAHALLMXCA B CXOXMUX YCIOBUAX.

227. EcAv pgna OUEHKM [aHHbIX AONrOCPOYHbIX MCCNesoBaHWA  BCNeACTBUE  BbIIBJAEHHbIX
M3MEHEeHW BO BPEMEHU U (M) BapMabesibHOCTM NPOBOAMICA CTAaTUCTUYECKUI aHAIM3, TO A1 aHan3a
OAHHbIX Cepuit, B OTHOLLIEHWM KOTOPbIX B3ATbl 0643aTeNbCTBa, B Lenax BepudmKaLmm nan yseanyeHums
paHee opobpeHHOro nepuvosa [0 NOBTOPHbIX MCCAEAOBaHUIA WM CPOKa FOAHOCTM Heobxoanmo
MCNO/Ib30BaTb TOT e MeTo, aHanu3a.

228. [Ona OUEHKM [JaHHbIX O CTabUAbHOCTM KOJIMYECTBEHHOrO MNOKAa3aTenas KavectBa U
onpeaeneHnn nepmoaa A0 NOBTOPHbIX UCCNELOBaHMUI U CPOKA FOAHOCTM LiesecoobpasHO MCNONb30BaATb
PErpeccMoHHbIN  aHanM3. XapaKTep 3aBMCMMOCTM MeXAy MoKasaTesNemM KayecTBa W BpeMeHem
onpeaenser HeobXxoAMMOCTb npeobpasoBaHMA [aHHbIX B Lenax MpoBeAeHus  JIMHEWHOro
perpeccMoHHOro aHanM3a. 3aBUCUMOCTb MOXKET BbITb BblparkeHa IMHENHON UNN HENNHENHOM dyHKUMel
Ha apMdpMeTMYECKOM Man NorapndmmUUecKkon WKane.

229. MpremnembiM NOAXOAOM onpeaeneHusa nepuoaa 40 NOBTOPHbIX UCCeA0BaHUI UAN CPOKa
rogHOCTU ABAAETCA aHa/M3 KOAMYECTBEHHOro MOKasaTenna KadecTBa (Hanpumep, KO/MYecTBeHHoe
onpeaeneHve, NpoayKTbl Aerpagaumun) nytem BbiACHEHUSA Hambosiee paHHeEl BPEMEHHOW TOYKM, B
KOTOPOM 95-NpOoLEeHTHbIN 40BepUTebHbIA Npeaen cpefHero 3HayeHMs KOMYeCTBEHHOro rnokasaTens
nepeceKkaeT NPea/IOXKeHHbIN KPpUTePUn NPUemMNemocCTy.

230. KpuTepuit npuemnemocTy MNoKasaTeNa KayecTBa, YMEHbLIAIOWEroca BO BpPEMEHM,



CpaBHMBAKOT C HUXHUMM OOHOCTOPOHHUM 95-I'Ip0Ll,€HTHbIM AOBEPUTENbHBIM NMpPEeAENIOM. KpMTele\;l
npuemnemocCTmn nokKasatenAa KadecrBa, yBe/M4unBarwLweroca Co BpemeHem, CpPaBHUBAKOT C BEPXHUM
OAHOCTOPOHHUM 95-I'Ip0LI,EHTHbIM AOBEPUTENBbHBIM NpPeaE/NIOM. Ecan noKasaTesb KayecTBa MOXKeT
NU3MEHATLCA Pa3HOHAMNPABAEHHO UIN CBEAEHUA O XapaKTepe ero UsMmeHeHnA OTCYyTCTBYIHOT, H606XO,£I,MMO
paccynTatb ABYCTOPOHHUE 95-I'Ip0LI,€HTHbIe AoBeputenbHble npeaenbl U CPaBHUTb UX TpaHULbI C
BEPXHUM U HUXKHUM KPUTEPUAMU NPUEMNEMOCTHN.

231. Mpn Mcnonb3oBaHUM CTAaTUCTUYECKOTO MeToda AAA aHaN3a AaHHbIX B Lenax nosydeHus
HaAEeXHOro CTaTUCTUYECKOro 3aK/4YeHUsa O npeasaraeMom Nepuoae NMOBTOPHbLIX UCCAeA0BaHUN UK
CPOKe TFOAHOCTM HEeobXOAMMO YUMTbIBATb MaH WMCCAeAOoBaHMA CTAabUNBbHOCTU. YKasaHHbIM noaxon,
No3BONISIET OMNpeAennTb nepuod A0 MNOBTOPHbIX WMCCAEA0BAaHWIA WMAM CPOK FoAHOCTM cepun aunbo
HECKOJIbKUX Cepuii, ecnin nocne nposeaeHUss HeobXoAUMbIX CTAaTUCTUYECKUX TECTOB AaHHble Oblan
obbeauHeHbl. [Mpumepbl CTaTUCTUYECKUX MNOAXOA0B K aHanu3ly [AaHHbIX O CcTabuabHOCTM  Ans
nccneaoBaHMM ¢ OAHUM MM MHOTUMW KPUTEPUAMM, MPOBOAMMBIMU MO MOJIHOMY W/ COKpaLLLEHHOMY
nnaHy, npmeeaeHbl B nogpasaene 10 HacToAwero pasgena.

10. Mpumepbl CTaTUCTUYECKUX NOAXOA0B K aHANN3Y AAHHbIX
0 cTabunbHOCTH

232. JlnHeWnHan perpeccna, TecCcTbl Ha O6'be,CI,VIH‘r'IEMOCTb N CTaTUCTUYECKOE MoaenimposaHme
ABNAKOTCA NPUMEPAMUN CTAaTUCTUHECKNUX METOL0B U nNpoueayp, KotTopblie A0NYyCKaeTCcA NCNO/1b30BaTb Npu
dHann3e [AaHHbIX O CTa6VI}'IbHOCTM, nognexawmnx CTtatTuCcTM4eCKoOmMy aHa/mM3y KoOJIM4eCTBEHHOIO
NOKa3aTeNA KayecCTtBa, 42174 KOTOPOro npeasnoxeH KpMTepMVI npnemnemocTn.

11. AHanus gaHHbIX O4HOI cepumn

233. MpepnonaraeTcs, YTO 3aBUCMMOCTb MEXKAY OnpenesieHHbIM KOMYECTBEHHBIM NOKasaTenem
KayecTBa M BpeMeHeM HOCUT /IMHeMHbIW XapaKTep. Ha pucyHke 1 npeacTtaBneHa MHUMA perpeccun ans
nokasatens "KonuyectBeHHoe onpegeneHuve" NeKapCTBEHHOrO npenapata C BEPXHUM U HUKHUM
KpUTepmamm NpuemaemocTn, ycTaHoBAEeHHbIMKU Ha ypoBHe 105 u 95 npoueHToB OT 3aABseHHoro, ¢ 12-
MECAYHBIMWU AAHHbIMM LONTOCPOYHBIX UCCNEL0BaHUI U NpeanaraeMbiM CPOKOM ro4HOCTM, paBHbIM 24
mecAuam. B yKasaHHOM MpuMMepe MWCMoJb3yHTCA ABYCTOPOHHWE 95-MpPOuUEHTHblE [A0BepUTE/bHbIE
npegenbl 418 CpeAHero 3Ha4YeHUs, NMOCKOJIbKY 3apaHee HeM3BECTHO, YBEIMYUTCA UM YMEHDbLUUTCA CO
BPEMEHEM KOJIMYECTBEHHOE onpesesieHne (Hanpumep, 1eKapCTBEHHOrO NpenapaTta Ha BOAHOW OCHOBe
B MOJIYNPOHULLAEMOM KOHTelHepe). HUKHUI foBepuTeNbHbIV Npesen NepecekaeT HUMNKHUIA KpuTepuii
npuemnemoctM Ha cpoke 30 mecAueB, TOrga KaK BEpPXHUI [AOBepUTENbHbIA npegen Boobuie He
nepecekaeT BEPXHUN KpUTepUA Npuemnemoctu. Takmm obpasom, npeanaraembii CPOK TrOAHOCTH,
paBHbI 24 mecAuaM, MNOATBEPMKAAETCA CTATUCTMYECKMM aHanu3om nokasatens "KoaunuectseHHoe
onpeaeneHue" npu ycnosum cobatogeHmna NonoXKeHui nyHkTos 215 - 231 HacToALLero pasaena.

234. Mpwv aHaNM3e gaHHbIX NOKasaTenn KayecTsa, AN KOTOPOro YCTaHOBAEH BEPXHUIN UAN HUMKHUIA
KpUTEPUIA MPUEMIEMOCTH, PEKOMEHAYETCA WCNo/b30BaTb COOTBETCTBYIOLWMIA OAHOCTOPOHHUIA 95-
NPOLEHTHbIN Npeaen ANs cpeaHero. Ha pucyHKe 2 npeacTaB/ieHa JMHWUA perpeccun Ana npoaykTa
Aerpajaumm nekapcTBeHHoro npenapata ¢ 12-mecauyHbiMU AaHHbIMU AOATOCPOYHBIX UCCAeA0BaHUI U
npegiaraembiM CPOKOM TOAHOCTW, PaBHbIM 24 mecsuam, MpuM 3TOM KpUTEPWUA MPUEMIIEMOCTM He
npesbiwaeT 1,4 npoueHTa. BepxHuli OOHOCTOPOHHMI 95-NPOLLEHTHLIV A0BEPUTENbHBLIN Npeaen Ans
CpegHero nepeceKkaeT KpUTepuii MPUMEeMIeMOCTM Ha Cpoke, paBHOm 31 mecsuy. Takum obpasom,
npegnaraemblii CPOK FOAHOCTM, PaBHbIM 24 mecsuam, NMOATBEPXKAAETCA CTATUCTUUYECKMM aHanM30M
nokasatens "MpoayKT gerpagaumun” npu ycnoBum cobnogeHus nonoxeHuin nyHkros 215 - 231
HacToALero pasgena.

235. Mpy NpUMeHeHUM yKa3aHHOro B NyHKTe 234 HacToAllero noapasfena noaxoAa oXKuaaercs,
YTo cpeaHee 3HayeHMe KOMYECTBEHHOrO MoKasaTenAa KayectBa (Hanpumep, KoOAMYecTBeHHoe
onpeaeneHve, NPOAYKTbl Aerpagaumnn) byaeT COOTBETCTBOBaTb KPUTEPUAM MPUEMNEMOCTM A0 KOHLA



nepmnoaa A0 NOBTOPHbIX MCCﬂe,ﬂ,OBaHMﬁ nnn CpoKa roagHoCTn npu 95-I’lp0LI,EHTHOM A0BEPUTE/NIBHOM

ypoBHe.

YKaszaHHbIN noaxod AoNnyCKaetTca MUCNoNb30BaTb ANA onpeaeneHna nepmoga A0 NOBTOPHbIX
MCCﬂe,D,OBaHMﬁ WM CpoKa roaHoOCTU 1 cepun, oTaeNbHbIX cepmﬁ NN HECKOJIbKUX cepm7| nocne
OGBEAMHEHMH AaHHbIX C UCNONb30BaHNEM HagNeXaWnNX CTaTUCTUHECKUX TECTOB, OMUCAHHbBIX HUXE.
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Puc. 1. OnpegeneHune cpoka rogHOCTU Ha OCHOBAHUW AAHHbIX KOIMYECTBEHHOIO onpeaeneHna c
MCNONIb30BAaHNMEM BEPXHEIO M  HWKHEro MNpeaenoB KpUTEPUS NPUEMIEMOCTU  (80AroCpoUHble
nuccnenoBaHuna ctabunbHocTU npu TemnepaType 25 °C u 0THOCUTENbHOM BAAXKHOCTM 60%)
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Puc. 2. OnpepeneHve cpoKa rogHOCTM Ha OCHOBAaHWW [OAHHbIX O COAEPKAHUM MNpPOAYKTa
JerpajaumMm C WUCMONb30BAHMEM BEpPXHEro Mpegena KpuTepusa nNpueMaeMocTn (4O0NrocpoyHble
nccnenoBaHna ctabunbHocTU Npu TemnepaType 25 °C u oTHOCUTENbHOM BAAXKHOCTU 60%)

12. AHanu3 paHHbIX uccneaosaHmii 1 pakropa no nosHOMY NaaHy



236. Mepurog, A0 NOBTOPHBIX UCCNEA0BaHUI GapMaLEBTUYECKON CyBCTaHUMM UAN CPOK rO4HOCTU
NeKapcTBEHHbIX NPenapaTos, NpeacTaBAeHHbIX B 1 A03MpoBKe, 1 BMECTUMOCTbIO KOHTelHepa U (Mnu)
HOMMWHaNbHBLIM 06BEMOM, KaK MPaBWIo, onpeaenseTca no pesyabTaTaM MUCCeAoBaHUA CTabuUnbHOCTU
He meHee 3 cepuit. Mpun aHaNM3e AaHHbIX TaKUX OAHOGAKTOPHbIX UCCAea0BaHui ¢ 1 cepueid No nosHomy
NAaHy AOMNYCKAeTCA UCNO/Ib30BaTb 2 CTaTUCTUYECKUX Noaxoaa.

MepBbIA CTAaTUCTMYECKMI NOAXOA HaNpas/ieH Ha YCTaHOBJIEHWE TOro, NOATBEPXKAAOT AN AaHHble
BCEX Cepuit npeasaraemblin nepmos Ao NOBTOPHbIX UCC/1eA0BaHMIN UAN CPOK FOAHOCTH.

BTopoi ctaTucTMyecknin noaxof (Tect Ha 06beAMHAEMOCTb) MCMONb3yeTcs ANA onpeaeneHus
AOMYCTUMOCTM OObEeAMHEHMA [AAHHbIX Pa3/IMYHbIX CEepUi B LUensX MNoaydYeHUs eauHOM BeUUUHbI
nepuoaa A0 NOBTOPHbIX MCCNeA0BaHMMN AN CPOKA FOAHOCTU.

237. OueHKa noATBep:KAeHMA nNpeanaraemoro nepuoaa Ao NoBTOPHbIX UCCAeAO0BaHUIA UM CPOKa
rogHOCTU BCEX UCCNeayeMbIX CEPUIA.

Lenblo noaxoaa ABnseTcs onpeaeneHne, HaCKoNbKO NOJIyYeHHbI Mo pe3ynbTaTam UCcCAef0BaHuUi
nepvog, A0 NOBTOPHbIX UCCNEA0BaHUNA UM CPOK FOAHOCTM BCEX CEPUI Bonee NPOAO/IKUTENbHbIN, YeM
npegnaraembliit. C MCNONb30BaHMEM MNpoLEAypbl, NPEeAYCMOTPEHHOW NyHKTamun 233 - 244 HacToALllero
nogpasgena, Ha OCHOBaHUWM OTAE/NbHbIX TOYEK MepecedyeHus, OTAe/IbHbIX HAaK/NOHOB U 06beaANHEHHOM
CpeAHEeKBaApPaTUUYECKOM OLINOKM, PacCUMTaHHOM AN BCEX Cepui, HEObXOAMMO OLUEHUTb nepuos A0
NMOBTOPHbIX UCCNEA0BAHUA UAWN CPOK FOAHOCTU KaXKaoW cepumn. Ecnm pacyeTHbIM nepmnoa A0 NOBTOPHbIX
nccneaoBaHUM UAKM CPOK FOAHOCTU Kaxkaon cepumn 6osiee NpoAO/IKUTE/IbHBIN, YeM npeasaraemMbli, TO
npeanaraembliii nepuog, 40 NOBTOPHbIX UCC/IeA0BaHUI UM CPOK TOLHOCTU CYUTAETCA NPUEeMIeMbIM NpPU
YCNOBMM COBNIOAEHMA YKAa3aHWI MO 3KCTPANoaALMWU, NPesyCMOTPeHHbIX MyHKTammn 214 - 231
HacTosAwero pasgena. MpoBoguTb TecT Ha 06beaMHAEMOCTb M onpenenATb Hanbonee ynpoLLEeHHYHo
MoAenb He TpebyeTcs, 3a MCK/IOYEHUEM C/lydasi, ecin OAMH WUaM Bosnee pacyeTHbIX NepuogosB A0
MOBTOPHbIX WCCNeAOBaHWA WAW CPOKOB TOAHOCTM Kopouye npeasiaraemoro, Aaa onpeaeneHus
BO3MOXHOCTM 0ObegMHeHMA cepuit ana obocHoBaHMA 6onee gAMTENbHOrO nepuoga 40 MOBTOPHbIX
nccnefoBaHUt UK CPOKa rogHOCTU NPOBOAUTCA TECT HAa 06BbEAMHAEMOCTb.

YKa3aHHbI Noaxoa TaKXe AOMyCTMM B pamKax npouecca obbeguHeHus, npeaycMoTPeHHOro
nyHKkTamm 238 1 239 HacTosiwero nogpasaena. Ecam nMHumn perpeccumn otaenbHbIX CEPUM UMEIOT 06N
HAK/JIOH U paccynTaHble Nepuoabl A0 NOBTOPHbIX UCCAeA0BaHUN MW CPOKU FTOAHOCTM, OCHOBaHHbIE Ha
06LLEeM HaKNOHe M OTAEe/bHbIX TOUYKaxX NepeceyeHus, HaxoaaTcA Aasiblie npegsiaraemoro nepuoaa Ao
MOBTOPHbIX WUCCAEAOBAHWUMA WAM CPOKA FOAHOCTU, TO MPOAO/KATb TeCT Ha 06beAMHAEMOCTb TOYEK
nepeceyeHus, Kak NpaBuIo, He TpebyeTca.

238. OueHKa 06begMHAEMOCTN AAHHbIX Pa3HbIX CEPUA.

KoBapuauuoHHbIN aHaNu3

Mepen 06beamMHEHMEM AaHHbIX HECKONbKUX CepUid B LLeasaX onpeaesieHns nepmuoaa Ao NOBTOPHbIX
nccneaoBaHUiA UM CPOKa FOAHOCTM HeoBXOAMMO MPOBECTM MpeaBapUTE/bHbIN CTaTUCTUYECKUIA TecT,
yTo6bl ONpeaennUTb, UMET N ANHUU PErpeccun PasHbiX cepuii 0BLWMI HaKAOH U OBLLYI0 HY/NeBylo
TOYKY nepeceyeHun. [NA BbIABAEHUA Pa3MUMIA MEXKAY HAKAOHAMW M TOYKAMMU MepeceyeHun MHUMA
perpeccum pasfiMyHbIX Cepuin AonyckaeTcA NpoBedeHWe KoBapuaumoHHoro aHanusa (ANCOVA), s
KOTOPOM BPeEMA MPUHMMAETCA 3a KoBapuaTy. Kaxapli M3 yKasaHHbIX TeCTOB HE06X0AMMO MPOBOAUTb
nNpu ypoBHe 3HauyMmocTv, pasHom 0,25, 4TOObl KOMMEHCUPOBATb OXMMOAEMYHO HU3KYHO MOLLHOCTb
nccnefoBaHUA BCeACTBME OTHOCUTENbHO He6BOoNbLWOro pasmepa  BblBOPKM, XapaKTepHoro Ans
TMNMYHOro GopPMasiM30BaHHOroO Uccaea0BaHMA CTabUAbHOCTY.

Ecan no pe3ynbtatam TE€CTa rMNoTe3a O PaBHOCTU HAK/IOHOB OTBEPraeTcA (TO €CTb MMerTCA
3Ha4YMMBbIE Pa3Iindna mexay HakK/1I0HaMn pasHbIX cepmﬁ), TO O6be,EI,VIHFin AaHHbl€ PAa3/INMYHbIX cepmﬁ



HeaonyCctnmo. I'Ieleo,a, A0 MNMOBTOPHbIX MCCI'Ie,CI,OBaHI/Iﬁ UM CPpoK rogHoOCTHn OTAesIbHbIX cepmﬁ no
pe3ysibTatam nccnenoBaHuA CTabunbHOCTU MOXHO onpenennTb C nomoLubio noaxoaa,
npeaycMmoTpeHHOro nyHKTamum 233 - 235 HacToAwero pa3gena, ¢ UCNOJSIb30OBaHMEM OTAE/IbHbIX TOYEK
nepeceyeHnA, OTAENbHbIX HAK/IOHOB U OG'bE,D,MHGHHOﬁ CpEAHEKBaApaTMHECKOVI OLNBKM cpegHero,
paCC“IMTaHHOﬁ ana Bcex cepmﬁ. 3a nepuoa 40 NOBTOPHbIX MCCﬂeAOBaHMVI UM CpoK rogHoCTun BCEX
cepm7| NPUHUMAETCA 3Ha4YeHUne cepumn C HaMMeHbLUEN OLI,eHI-(Oﬁ (HaMMeHbLIJMM YPOBHEM HaKﬂOHa).

Echn no pesynbTtaTam Tecta rmnoTesa O PaBHOCTU TOYEK MNepecevyeHuA OTBEPraeTca, HO He
OTBEpraeTcs rmnoTesa O PaBHOCTU HaKNOHOB (TO eCTb MMEITCA 3HAUMMbIE Pa3/IUUUA MeXay TOYKamU
nepeceyeHms pasHbIX CEPUIA, HO 3HaUYMMble Pa3INYMA MEXKIY HAaKOHaMKU OTCYTCTBYIOT), TO AOMNycKaeTcAa
06beANHUTD AaHHble C Le/blo pacyeTa obuwero HaknoHa. MNepuog A0 NOBTOPHbLIX UCCNEA0BAaHUA UK
CPOK TOAHOCTM OTAENbHbIX CEpPUMA MO pesynbTaTaM WUCCAeAOBaHWUA CTabuabHOCTM Heobxogumo
onpeaennTb C NOMOLLBbIO NOAX0Aa, NPesyCMOTPEHHOTO NyHKTamu 233 - 235 HacToAwero nogpasgena, ¢
NCrnosib3oBaHMeM O0OLWEero Hak/loHa W OoTAe/IbHbIX TOYEK nepeceyeHus. 3a nepuod A0 MNOBTOPHbIX
nccneaoBaHUM MAN CPOK MOAHOCTU BCEX CEPUIM NMPUHUMAETCA 3HAYEHME CepPUM C HAaMMEHbLLEN OLEHKOM.

Ecan no pesynbTaTam TecTa rmnoTtesa O PaBHOCTU HAKNOHOB M TOYEK NepeceyeHus Npu yposHe
3HaummocTn 0,25 He oTBepraetca (TO ecTb 3HAUYMMble Pas3NUYMA MEXKAY HaKAOHaMM W ToYKamu
nepeceyeHuns pasHbIX CEPUn OTCYTCTBYIOT), TO AONycKaeTca 06beaMHUTb AaHHble Bcex cepuit. EanHblit
nepuos A0 NoBTOPHbIX MCCeA0BaHUI UAWN CPOK FOAHOCTU onpeaenseTca Ha OCHOBaHUN 06beaMHEHHbIX
OaHHbIX C NMOMOLLbIO MoAxoAa, NpeayCMOTPEHHOro nyHKkTamu 233 - 235 Hactoswero nogpasaena, B
OTHOLWIEHUM BCeX Cepwuit. PacyeTHblt mepuoa A0 MNOBTOPHbIX WUCCAEAOBaHMIA MAM CPOK FOAHOCTH,
No/lyYeHHbIN Ha OCHOBaHUN 06beaMHEHHbIX AaHHbIX, Kak NPaBuao, ANMHHEe TaKoro Nepruoaa Uam cpoka
rogHOCTU OTAENbHbIX CEPUI, MOCKONbKY BCAEACTBUE YBENMYEHUA 06bema AaHHbIX NPU UX 06beauHeHUN
LUMPUHA [O0BEPUTENbHOTO Npeaena CpeaHero CTaHOBUTCA YiKe.

Mpy npaBuabHOM MOpPSAAKE MNPOBEAEHMA TecTa Ha O0ObeaMHAEMOCTb CHavasa TecTupyeTcs
06beAMHAEMOCTb HAK/IOHOB, 3aTeM - TOYEK nepeceyveHusa. Qs onpeneneHvsa nepmMoaa A0 NOBTOPHbLIX
uccnefoBaHWUA MM CPOKA FOAHOCTU AOMYCKAeTCcAs UCMO/b30BaTb Hanbosee ynpoLLeHHY0 Mogesb (To
€CTb OTAE/bHbIe HaK/IOHbI, 06LLMI HAK/IOH C OTAE/IbHBIMM TOYKaMW MepecevyeHns Uam obLLmMI HAKIOH U
06LLYI0 TOYKY NepeceyeHus).

239. [na onpepeneHus nepuoga A0 MOBTOPHbIX WMCCAEA0BAHUI MM CPOKA FOAHOCTU TaKKe
[ONYyCKaeTca WCNonb30BaTb ApyrMe CTaTUCTUYECKMe MeToabl. Hanpumep, ecnn 3apaHee MOXKHO
onpeaenvTb MNpuemiemble pPasAUyMAa MeXAYy HaKNOHAaMW WAW CpegHuid nepuop, A0 MNOBTOPHbIX
nccnepoBaHuin MO CPOK FOAHOCTU CEpUi, TO ANA OLEHKU 3KBMBANEHTHOCTM HAKIOHOB U CpeaHero
nepMosa [0 MOBTOPHbIX WCCAEAO0BAaHWA WAM  CPOKA TOAHOCTM  [OMYyCKAaeTca  MCMNONb30BaTb
COOTBETCTBYIOLME METOABl C LE/blo MPOBEPKM 06bEeAMHAEMOCTU AaHHbiX. Of4HaAKo Takue meToapl
HeobX04MMO 3apaHee OnMcaTh, OLEHUTb M 06OCHOBATDL, A TaKKe B ONpeaeNeHHbIX Cy4asx cornacosaTb
C  YNONHOMOYEHHbIM  OPraHOM  roCyZapcTBa-yfeHa. [na  NOATBEPXKAEHUA  NPUEMIEMOCTU
CTaTUCTUYECKUX CBOMCTB a/lbTEPHATUBHOIO MeToAa LieNecoobpasHo NpoBeeHe MOLENNPOBaHUA (ecin
NPUMEHMMO).

13. AHanu3 gaHHbIX MHOro¢paKTOPHbIX UCCeA0BaHMIA
Nno NOJIHOMY NAaHy

240. CTabunbHOCTb IEKAPCTBEHHOTO NMpenapaTa B MHOFOGaKTOPHOM MCCAeL0BaHUMU MO MNOJHOMY
NAaHYy MOKET B HEKOTOpPOM CTeneHu OT/IMYaTbCA B 3aBUCMMOCTM OT KOMOMHauuu ¢akTopos. Mpu
aHa/IM3e TaKMX AaHHbIX BO3MOMKHbI 2 MOAX0Aa.

I'IepBbu‘/i noaxoA Hanpas/ieH Ha YCTaHOB/EHWE TOro, NoATBEPHKAAKOT ZIN AaHHbIe BCEX KOM6MHaLJ,Ml71
d)aKTOpOB npep,naraeMblﬁ nepunoa A0 NOBTOPHbIX MCC}'Ie,CI,OBaHVIVI NN CPOK roaHoOCTU.

Bropoii noaxos (Tect Ha o6begMHAEMOCTb) MCMOAb3yeTcA ANA onpedeneHvs A0MnyCcTMMOCTM
06beaMHEHNA OaHHBIX PA3/IMUYHBIX KOMOWHaUWI GAKTOPOB B LENsX MOAyYeHUs eavHOW BesIMYMHDI



nepunoaa A0 NOBTOPHbIX MCCI'IE,CI,OBBHMVI NN CPOKa rogHOCTU.

241. OueHKa nNoOATBEPKAEHWUA nNpeasaraemoro CpoKa rOAHOCTM MUCCNEeAO0BaHUAMU  BCEX
KOMb6MHaumMii GaKTopoB..

Uenblo noaxopa ABNAETCA oONpeAefieHMe, HACKOIbKO PAaCcCYMTAHHbIA MO pesyabTaTam
NCcCNeaoBaHMM CPOK TOAHOCTU BCeX KOMOWHauuii ¢akTopoB 60siee MNPOAO/IKUTENbHBIN, 4Yem
npegnaraembll. HeobxoAMMO NOCTPOUTb CTATUCTUYECKYD MoZesb, BKAtOuYatowy B ceba Bce
Heobxoammble ¢aKkTopbl M KOMBUHAUUKM GAKTOPOB, MPEAYCMOTPEHHble MYyHKTOM 238 HacToAlero
pasgsena (KOBapuaUMOHHBLIM aHanuM3), U A4A KaxXk[A0oro BapuaHTa Kaxaoro ¢aktopa M Kaxkaoh
KOMb6MHaumMm GaKTOpOB ONpeaeMTb CPOKM FOLHOCTHU.

Ecnn Bce CPOKM FOAHOCTU, PACCUUTAHHBIE MO OPUTMHANBHOM MOAeNn, 6onee NPOLOMKUTENbHbBIE,
YeM npeanaraemblit, TO AasbHeWlee MOCTPOEHUE MOLENN He TpebyeTcAa, a npeanaraemolii CPOK
roO4HOCTU CYMUTAETCA NMPUEMIEMbIM NPU YCI0BUU COBNIOAEHUA YKA3aHWUIA, NPeLyCMOTPEHHbIX NMYHKTAMM
215 - 231 HacvosAwero pasgena. Ecnm oamH wmnn 6onee pacuyeTHbIX CPOKOB TOAHOCTU Kopoue
npegnaraemoro, CTPOAT MoOAenb, NpPeAyCMOTPEHHYIO NyHKTOM 245  HactoAwero pasgena
(KoBapMaUMOHHBbIM aHanu3). OQHAKO A0 MOATBEPXKAEHMA AAHHbIMM NpPeasiaraeMoro Cpoka rogHocTu
NMOCTPOEHME OKOHYaTeNbHOM Moaenn He TpebyeTtca. CPOKM rOAHOCTM MOXKHO PacCUMTbIBaTb HA 060N
CTaAMM NpoLEecca NOCTPOEHUSA MOAENN, N AaNbHENLLIME YCUAUA NO YNPOLLEHUIO MOAENN He TpebytoTcs,
€C/IN CPOKM FOAHOCTU Ha BCEX CTaAUAX AJIMHHee npeasaraemoro.

Mo cpaBHEHUIO € NOAXOAOM, NPeaAyCMOTPEHHbIM MyHKTOM 245 HactoAwero nogpasgena
(KoBapMaUMOHHBIM aHanu3), TakoW noaxon MNO3BOJIAET YMNPOCTUTb aHaNW3 pPes3y/bTaToB C/IOMKHOIo
MHOro¢paKTOPHOro MUcc/ieA0BaHNA CTabUIbHOCTH.

242. NpoBepKa 06begMHAEMOCTU AaHHbIX Pa3HbIX CEPUr.

O6'bep,MHEHMe AaHHbIX Pa3/INYHbIX KOM6MHaLI,Ml7I d)aKTOpOB A0 CTaTUCTUYECKOro noarsepaeHuA
BO3MOXXHOCTU TaKOro O6'be,CI,MHeHMFI He AOoNnyCKaeTcA.

243. MNpoBepKa 06beANHAEMOCTM AaHHbIX TO/IbKO Nno daKTopy "cepms" (To ecTb Ha OCHOBaHUU UX
NPUHAANENKHOCTU K 0QHOW cepun).

Ecnnm Kaxpaa KombuHaums ¢aKTOpOB pacCMaTpMBAETCA B OTAE/IbHOCTM, TO MNPOBEPATb HaA
obbeanHAEMOCTb AaHHble O CTabuIbHOCTM [ONYCKAeTCa TO/bKO MO CepuamM, a CPOK rogHOCTU No
KOMBMHaumam GaKTopoB, He ABAAoWMXCA pakTopom "cepus”, cneagyeT onpesenstb OTAE/NbHO COrTacHO
npoueaype, NpeaycMoTpeHHoON nyHKTammn 237 - 240 HacToAwero pasgena. Hanpumep, B OTHOLWEHUM
JNIeKapCTBEHHOrO MpenapaTa, MNpeacTaBNeHHOro B 2 [03MPOBKAax M 4 BapuaHTax BMECTUMOCTHU
KOHTeHepa, HeobX04MMO NPOaAHAIM3MPOBATb 8 COBOKYMHOCTEN AaHHbIX U3 KOMBUHALMI "A,03MPOBKA -
BMECTUMOCTb KOHTEHepa" U COOTBETCTBEHHO OTAENbHO OLEHUTb 8 CPOKOB rogHOCTU. Ecamn noctaBneHa
3aja4a onpeaeneHns eanHoOro CPoka rogHoCTU Aaa BcexX KOMOMHauuit GpakTopoB, TO TaKMM CPOKOM
BblbupaeTca Hambonee KopoTKMit. OAHAKO NpM NPUMEHEHUM TaKOro MNoAxo4a He MCNoJb3ytoTca
NPeMMyLLeCTBA  [aHHbIX BCeX KOMOMHauuit  $akTopoB, MNO3TOMY CPOK TOAHOCTM  MeHee
NPOAOIKUTENbHbIN, YEM NPU UCMONb30BAHUWN NOAXOAA, NPEAYCMOTPEHHOTO MYHKTOM 244 HacToALEero
nogpasgena.

244, MNpoBepKa 06begNHAEMOCTM AaHHbIX MO BCEM DaKTOpam U MX KOMBMHALMAM.

Ecnv pJaHHble 0 CTabWMAbHOCTM TECTUMPYHOTCA Ha 06beaMHAEMOCTb Mo BCeM dakTopam W
KOMBUHaLMAM (aKTOPOB W pe3ysibTaTbl MOATBEPKAANT AONYCTUMOCTb OObEeAMHEHUS AaHHbIX, TO
peanbHO NOMYYUTb eAMHbIN CPOK FOAHOCTM, KOTOpbIV 6bin 6bl 6onee NPOAOMKUTENBHBIM, YEM CPOK,
NOJIyYEHHbIN NMPU ero onpegesieHnn Ha OCHOBAHUWM OTAE/bHbIX KOMOWHaUM ¢akTopoB. TaKol CpPoK
ro4HOCTM ABnseTcA bosiee NPOAO/MKUTEIbHBIM, MOCKOJIbKY BCNEACTBUE yBE/MYEHUA obbema AaHHbIX
npyv ob6beauMHeHUU Cepuin, LO03UPOBOK, BAPMAHTOB BMECTMMOCTU KOHTeMHepa U (MAM) HOMUHAMbHbBIX
06beMOB LMPUHA A0BEPUTENBHOMO Npeaena CPeaHEero CTaHOBUTCA YiKe.



245. KoBapuauMOHHbI aHanus.

Ona BbiABneHuA pasnmqm‘/'l Mmexgy HaK/IOHaMMU U TOYKaMU nepecevyeHunA JNINHUI perpeccun
Pa3/TINYHbIX d)aKTOpOB n I-(OM6MHaLI,Mﬁ d)aI-(TOpOB AONnyCKaeTcAa nposeaeHne KoBapnmaynoHHOro aHasam3a.
Lenbto TaKoM npoueaypbl ABNAETCA NPOBEPKA BO3IMOXHOCTU B UENAX YCTAHOB/IEHMA €4AUHOIo CpOKa
rogHoCT 06'bE,CI,VIHeHMﬂ AaHHbIX O Pa3/INYHbIX KOM6MHaLI,MF|X d)aI-(TOpOB.

MonHaA cTaTMCTUYECKaa MOLENb AOMKHA BKAOYATb B cebA napameTpbl "Touka nepeceveHuma" m
"HaknoH" Bcex OCHOBHbIX 3dPeKToB M 3dDHEKTOB B3aMMOAENCTBUA, @ TaKKe NapameTp, OTparKatoLinig
CNyYalHylo oOWMOKY mM3mepeHuin. Ecnn npepactaBieHo 0b6OCHOBaHME, YTO B3aMMOAENCTBME BbICOKMX
NopsAKOB KpaillHe He3HauyMmo, TO BKAOYATb B MOZENb 3TW MapameTpbl He TpebyetcA. Ecam
aHA/INTUYECKMNE pe3ybTaTbl MEPBOM BPEMEHHOM TOUYKM NOJYYEHbI A8 TOTOBOW NeKapcTBeHHON GopMbi
0O ee YMaKOBKW, TO A/A BMECTMMOCTU KOHTeMHepa AOMNYCKAeTCA WCKAIYUTbL M3 MNOMHOM Moaenu
napameTp "TO4YKa nepecevyeHMA", MNOCKONbKY pe3ynbTaTbl PA3/IMYHbIX BapWUAHTOB BMECTMMOCTU
KOHTelHepa v (M1M) HOMUHANbHbIX 06bEMOB COBNAAAIOT.

HeobxoaMmo onucaTb TecTbl Ha 06beANHAEMOCTb C YKasaHuem, Habnaannch A cTaTUCTUYECKU
3HaUMMble pasMumna mexay daktopamu U KombuHaumamm dakTopos. Mpu nNpaBuabHOM MopsaKe
nposeAeHMUA MNPOBEPKU Ha 06beAMHAEMOCTb CHayana TecTupyetca o0b6beauHAeMOoCTb napameTpa
"HaknoH", 3aTem napameTpa "TouyKa nepeceveHua", a 3PpdeKTbl B3aMMOAENCTBMA TECTUPYIOTCA A0
OCHOBHbIX 3¢deKToB. Hanpumep, OOMNycKaeTca HayMHaTb MPOBEPKY napameTpa "HaknoH", 3aTem
napameTtpa "ToyKa nepecevyeHMs" BbICWUMX MNOPAAKOB B3aMMOAENCTBMA W MNPOAO/XKATb ee nyTem
NpOBEPKM CHavyana napameTpa "HaknoH", a 3aTem napameTpa "TouyKa nepecevyeHms" NPOCTbIX OCHOBHbIX
addekToB. MonyyeHHylo Hambosiee yNpOLLEHHYIO MoOZenb (nocne ycTaHOBAEHWS CTaTUCTMYECKOW
3HAYMMOCTM BCEX OCTABLUMXCA MapameTpoB) AOMYyCKaeTca WCNO/b30BaTb AJ1A ONpeaeneHUs CPOKOB
rogHocTU.

Bce TecTbl HeobxogMMO MPOBOAWUTL MPU NMPUEMAEMbBIX YPOBHAX 3HAYMMOCTU. B OTHOWweHun
napameTpoB, BKAOYalOWMX B cebs napameTp "cepua', pekomeHAyeTca WCNONAb30BaTb YPOBEHb
3HAUMMOCTW, paBHbii 0,25, AnAa ocTanbHbiXx napameTtpoB - 0,05. EcnM no pesynbTatam TecTa Ha
00beANHAEMOCTb BbIAICHAETCA, 4YTO O0ObeAMHATb AaHHble PAasAUYHbIX  KOMOMHauM  daKkTopos
OOMNYyCKaeTca, TO onpeAesnieHMe CPoKa FoAHOCTU ANnA 0O0beAMHEHHbIX AaHHbIX OCYLLECTBAAETCA C
NoMOLLbO0 NpoLeaypbl, NPeayCMOTPeHHON NyHKTamu 233 - 235 HacToALlero pasaena.

Ecnv no pesynbTaTam NpPoBePKM Ha 06beaAnHAEMOCTb 06HAPYKMBAETCA, YTO AAHHbIE HEKOTOPbIX
$aKTopoB MAN KOMBMHauMi GAKTOpPOB He noaJsiexkaT 0bbeAMHEHWI0, BO3MOXKHbI 2 cueHapua: anas
KaXkgoro BapuaHTa (aKTopoB M KoMbMHaUMIA (aKTOpPOB, OCTAaBLIMXCA B MOAEAN, CPOK TogHOCTU
onpeaensaeTca OTAE/bHO WM B KauyecTBe eaMHOr0 CPOKa roHOCTU BbiOMpaeTca Hanbosiee KOPOTKUIA U3
BCEX BapmaHTOB $GaKTOPOB M KOMBMHaLMii GaKTOPOB..

246. ipyrne metoapbl.

[JonyckaeTca UCNo/b30BaTb TaKXKe Apyrue CTaTUCTMYecKue npoueaypbl. Hanpumep, 1A OUEHKM
3KBUWBAMIEHTHOCTM HaK/I0HOB N CPeAHEero cpoka roAHOCTN AOMYCKAeTCA UCMO/b30BaTb COOTBETCTBYIOLINE
npoueaypbl C UeNblo TecTa Ha o0bbeaMHAEMOCTb AaHHbIX. OAHaKO Takylo npoueaypy Heobxoaumo
3apaHee onucatb, OLUEHUTb M 060CHOBaTb, a TaKXe B OnpefeneHHbIX CAyYyasx cornacosatb C
YNO/IHOMOYEHHbBIM OPraHOM rocyaapctea-yneHa. [11a NOATBEPKAEHMUA NPUEMNEMOCTMU CTaTUCTUYECKUX
CBOWCTB a/ibTepPHaTMBHOW Npoueaypb! LenecoobpasHo nposeaeHMne CMMYAALUIA (€CAK MPUMEHUMO).

14. AHanu3 gaHHbIX Npu Bbibope KpaiiHUX BapnaHTOB (6peKeTuHre)

247. CTaTUCTMYECKMEe npoueaypbl, OnNucCaHHble B NyHKTax 240 - 246 HacTtoAwero pasgena,
[OMYCKaeTcA MCMNoNb30BaTb MPW aHanAM3e [aHHbIX O CTabMAbHOCTM, MOJIYYEHHbIX NO pe3y/abTaTam
nccaefoBaHMA ¢ UCMOb30BaHWEM BblbOpa KpaliHUX BapuaHToB (bpeKkeTuHra). Hanpumep, B OTHOLWEHWUH
NleKapcTBeHHOro npenapaTta, npeAcTaBaeHHoro B 3 go3upoBKax (S1, S2 wm S3) M 3 BapuaHTax



BMECTMMOCTM KoHTelHepoB (P1, P2 n P3), KoTopble bblin U3yyeHbl B UCCIEA0BAaHUN C UCNO/Ib30BAaHMEM
BblOOpa KpaHWX BapnaHTOB (6peKeTMHra), B COOTBETCTBMM C KOTOPbIM MCCAEA0BaINCh ANLLb 2 KPaUHUX
BapWaHTa BMeCTUMOCTU KoHTelHepa (P1 u P3), 6yaeT nosyyeHo 6 COBOKYMNHOCTEM AaHHbIX M3 3 X 2
KOMbMHauuMii  "[o3MpoBKa - BMECTMMOCTb KOHTelHepa'. [Ons onpeaeneHua CcpoKa TroAHOCTU
[OOMNYCKAeTCA aHaNM3MpOBaTb AaHHble B OTAE/bHOCTM B COOTBETCTBMM C MYyHKTOM 243 HacToALllero
pasgena wuau nepen onpepefieHMEM CPoOKa TFOAHOCTM MNPOBECTM TecT Ha O0ObeAUHAEMOCTb B
COOTBETCTBMU C NyHKTamMn 244 - 246 HacToALLero pasgena.

Bbibop KpaHUX BapuaHTOB (BpeKkeTMHr) npeanosiaraeT, yYTO CTabUNAbHOCTb /IEKAPCTBEHHbIX
NpenapaToB C KPaMHUMKM BapUAHTAaMM S03MPOBOK M BapMaHTamMM BMECTUMOCTU KOHTEMHEPOB OTpaKaeT
CTabMNbHOCTb NEKAPCTBEHHbIX MPEMNAPATOB C MNPOMENKYTOYHbIMM BapuMaHTaMW [03UMPOBOK. Ecam
COrNacHO CTAaTUCTUYECKOMY aHaNMU3Yy CTabMNbHOCTb JIEKAPCTBEHHOrO NpenapaTa B KPaMHUX 403UMPOBKaXx
WA BapMaHTaX BMECTMMOCTM KOHTEMHEPOB  pPaA3/IMYAETCA, JIeKapCTBEHHble Mpenapatbl B
NPOMEKYTOYHbIX [03MPOBKAX M BapMaHTaX BMECTMMOCTM KOHTEWHepoB npusHatoTca He 6onee
CTabuNbHbIMKM, YEM HAaMMeEHEE CTabUNbHbIM IEKAPCTBEHHbIM NpenapaT ¢ KpanHUM BapMaHTOM dakTopa.
Hanpumep, ecnm P1 B yKasaHHOM npumepe Bbibopa KpaliHUX BapnaHToB (bpekeTuHra) meHee ctabuneH,
yem P3, To cpok rogHOCTN P2 He f0/KeH NpeBbIWaTb TakoBoi ana P1. UHTepnonauma mexay P1 n P3 He
JonycKaeTca.

15. AHanM3 JaHHbIX UCCNEeA0BaHMI NO NJIaHy, NpeAaycMaTpMBaloWwemy
MaTpUYHoe NNaHUPOBaHUe

248. CornacHO MaTpUMYHOMY NNAHUPOBAHUIO B KaKAOW OTAENbHO B3ATON BPEMEHHON TouKe
M3y4yaeTcs TONbKO 05 OT 06Lero Koanyecrtsa npob. B cBA3M ¢ 3TMM HEO6X0AMMO YA0CTOBEPUTLCA, UTO
nccnenosaHbl Bce paKTopbl U KOMBUHaUUK HaKTOPOB, CNOCOBHbIE MOBAMATL Ha OonpedefeHne CpoKa
rogHoctu. [nAa MNONHOLEHHOW WHTepnpeTauuu pesynbTaToB MUCCNe0oBaHUA W OnpeaeneHns CpoKa
rogHoCcTM HeobXoAMMO PYKOBOACTBOBATLCA ONpeAe/NeHHbIMU 0B60CHOBAHHLIMU MPEANONOKEHUAMM.
Hanpumep, npeanonoKeHme o TOM, YTO CTabUIbHOCTb MCC/IeA0BaHHbIX MPO6 OTparkaeT CTabUAbHOCTb
BCEX NpPob, A0MKHO 6bITb BanuaHbiM. Kpome Toro, eciv nnaH He cbanaHCMpoOBaH, TO HEKOTopble
dbaKTopbl AU B3aumogencTemA GaKTOPOB MOTYT BbINacTb U3 UCC/e40BaHUA. B OTHOWEHUM PasAUYHbIX
BapWaHTOB KOMBUHALMI GpaKTOPOB, NoA/iexKallmx 06beAMHEHNIO, MOMKET BblABUIaTbCA NPEAMNO0KEHNE
O TOM, 4YTO B3aMMOZAEMNCTBMA (AKTOPOB BbICWIErO MNOPAAKA He3HauMMbl. [OCKOMbKY CTaTUCTUYECKM
NPoBepUTb NPeAno/IoKEeHWE O He3HaAYUTE/IbHOCTM MNapaMeTpPoB BbICIIErO MOpAAKa, KaK NpaBuio,
HEBO3MOYHO, MNPUMEHEHME MATPUUYHOTO MJIAHMPOBAHMA BO3MOMKHO TO/MbKO NpPU 0B6OCHOBAHHOM
npeanonoXxeHuun, nogkpenseHHOM AOONOJIHUTE/NIbHbIMMU  AadHHbIMK, 4YTO TaKue B3aMMO,£I,el7ICTBMFI
OEeCTBUTENIbHO HE3HAYUTENbHbI.

OnAa aHanM3a [JaHHbIX O CTabWAbHOCTKM, MOJYYEHHbIX MO pesynbTaTam WcCCAeAoBaHUA C
NPMMEHEHWEM MATPUYHOIO NJIAHMPOBAHUA, AOMYCKAETCA MCMNO/b30BaTb CTAaTUCTMUYECKYIO MpoLueaypy,
npeaycmoTpeHHyto nyHKkTamu 240 - 246 HacTosAlero pasgena. B ctaTuctmyeckom aHannse Heob6xoAMMo
onucaTb WCNO/Ib30BaHHbIE MPEANOOKEHUA M npoueaypy. B 4YacTHOCTM, HeobXoAMMO YKasaTb
NpeanofoKeHNn, feXalwue B OCHOBE MOAENM, B KOTOPOW NapameTpbl  B3aMMOAENCTBUA
He3HauuTenbHbl. ECAM ONA MCKAOYEHMA M3 MOAenu B3aMMOAENCTBMI (GaKTOPOB WMCNO/b30Banach
npegsapuTenbHas npoueaypa, ee Heobxogumo onucatb M ob6ocHoBaTb. HeobxoamMmo onucaTb
KOHEYHYI0 MoAe b, KOTOPas MCMob30Banack ANs OnpeaesieHns CpoKa rogHocTu. OnpeaeneHne cpoka
roAHOCTM HeobXoAMMO OCYLLEeCTBMTb NO  KaXkAoOMy W3 OCTaBWMWXCA B MOZE/M NapameTpos.
Mcnonb3oBaHWE MaTPUYHOTO MAHMPOBAHMSA MOXKET [aBaTb 3aHUMKEHHOe 3HaYeHWe CPOKa rogHOCTH,
YyeM CPOK ro4HOCTU, NOJYYaEeMbI MPU UCMOb30BAHMM MOHOTO NAaHA UCCeL0BAHMUMN.

Echv nnaH uccnepoBaHuit npepycmaTpuBaeT BblIOOp KpaWHWX BapMaHTOB W MaTpUyHoe
NN3aHUPOBAHME, OOMYCKAETCA MPUMEHATb CTAaTUCTUYECKYIO NpPOLeAypy, NPenyCMOTPEHHYIO MyHKTamu
240 - 246 HacToAwWwero pa3aena.

X. MocTperucrtpayoHHble Uccneno0BaHuA cTabunbHoCcTU



1. O6bwue NoNoXKeHnsa

249. B HacTosem pasgene npueeneHbl TPebOBaHWA K AaHHbIM O CTabWAbHOCTM, KOTOpble
Heobxo4MMO MNpPeacTaBUTb C LeNbto 0OOCHOBAHWA BHECEHWUA U3MEHEHUW B PErucTpauMoHHOe A0Cbe
NIeKapCTBEHHOro npenapaTta B COOTBETCTBMU € [NpaBunamu perncTpaunm u skcneptmusbl. B HacToAwem
pasgene npeactaBfieHbl 06LWMe YKa3aHMA O BHECEHUN uU3MeHeHul |A u IB TMNoB 1 paccmaTpuBsatoTca
TpeboBaHMA K AaHHbIM MpU Hanbonee YacTbix n3meHeHuaAx Il TMna. Hactoawmii pasgen pasbACHAET U
JonosiHAeT TpeboBaHWA, npeabABAsemMble K CTabunbHOCTM (apmaueBTUYECKON CcybCcTaHuMKM U
NleKapCTBEHHbIX NpenapaTtoB W cogepxawmeca B npuaoxeHnn N 19 Kk [llpaBunam perncrpaumm m
SKCNepTu3bl.

250. TlMonoXKeHuA HacToAlWero pasgena npumeHuMmbl K dapmaueBTMyeckon cybctaHumMm u
COOTBETCTBYIOWMM JIEKAPCTBEHHbIM MNpenapatam, MOJIly4eHHbIM MYTEM XMMMYECKOro CUHTe3sa.
PaanodapmaleBTUyeckme npenapatbl, 6MonorMyeckne (MMMyHONOrMYECcKne) npenapatbl M NpenapaTbl,
NnoJsly4eHHble BUOTEXHONOTMYECKMM NMYTEM, HE BXOAAT B chepy NPUMEHEHMA HACTOALLLEro pasaena.

251. Ec/M BHOCUMMbIE M3MEHEHMA TPeBYIOT MNOJMYYEHUA [AaHHbIX O CTabWUNbHOCTM rOTOBOrO
npenapaTta uan hbapmaL,eBTUYECKON cybcTaHUMK, HeobXoAuMble UcCea0BaHMUA CTabUAbHOCTU, BKAKOYas
cepuu, B OTHOLLIEHUWN KOTOPbIX B3ATbl 0653aTe/IbCTBa, BO BCEX C/yYasx ciedyeT NpoAo/KaTh B TedeHue
006PEHHOr0 YNONHOMOYEHHbIM OPraHOM (3KCMepTHON opraHusaumei) pedepeHTHOro rocyaapcrea
Npyv PerucTpaumm NeKkapcTBEHHOro npenapata Cpoka roAHoctM (nepuoga [0  MOBTOPHbIX
nccnenosaHuii). Ecav npu xpaHeHMM OBHapY)KMBAKOTCA OTKNOHEHMA OT foKasaTenei crabunbHocTy,
Hanpumep, HecooTBeTcTBME (B TOM umMcie noTeHuuanbHoe) crneunduKaumm, Heobxoamumo
He3amea/IMTENbHO OMNOBecTUTb 06 3TOM YMNOJIHOMOYEHHbIE OpraHbl roCyA4apcTB-Y/€HOB, BblAaBluMe
perncTpaunoHHoe ya0oCTOBEPEHME COOTBETCTBYIOLLErO IeKapCTBEHHOro npenapara.

252. O6bem 1 NaaH UccnefoBaHU cTabUAbHOCTU B LLENAX BHECEHMA U3MEHEHWUI onpeaenatoTca
3HAaHWEM W OMbITOM, HAaKOMJIEHHBIMW NO pe3y/ibTaTaM UccaefoBaHNA GapMaLLeBTUYECKOW cybCcTaHUMM U
roTOBbIX MPENAPATOB, C YYETOM CNEAYIOLLNX CBELEHWUN:

a) B cnyyae ¢dapmaueBTUYECKON cybcTaHuMu: npoduab CTabUAbHOCTM, BKAOYaA pes3ynbTaTbl
CTPECCOBbIX WCCNegoBaHMI (ecnM NpUMMEHMMO) (33 WCKAKOYEHMEM PacTUTENbHbIX NpenapaTos),
AOMONHUTENbHbIE AaHHble, OCHOBHble JaHHble N0 pe3ynbTaTam MCCNeAOBaHWMM B YC/AOBMAX
[AONITOCPOYHbIX M YCKOPEHHbIX UCCAEA0BaHMIA;

6) B C/1y4ae rotoBbIX NMpenapaTtoB: AOMNO/IHUTEIbHbIE AdHHbIE, OCHOBHbIE AdHHbIE NO pPe3y/ibTaTaM
VICCI'IE,EI,OBBHVIVI B YCNOBUAX AONTOCPOYHbIX U YCKOPEHHDbIX MCCﬂe,ﬂ,OBaHMﬁ.

253. Mpwn nobbix M3MEHEHUAX 3aaBUTE/Ib ONpefenseT B/MAHME BHOCUMbIX WM3MEHEHUM Ha
nokasaTe/iM KayecTBa U cTabunbHOCTb GapmaLeBTUYECKON cybCcTaHUUKU U (MAK) TOTOBbIX IEKAPCTBEHHbIX
npenapaTos.

254. Ecnm TpebytoTcs AaHHble 0 CTabuabHOCTH, BbIOGOP YCAOBUI UCCIef0BaHUIM OCYLLECTBAAETCA B
cooTBeTcTBUM ¢ pasgenamu lll - VII HacToAwmx TpeboBaHuiA. Ons nccnenoBaHMa CTabUAbHOCTU MOTYT
NPUMEHNTbCA BbIBOP KpalHUX BApMaHTOB (BPEKUTUHT) U MaTPUUHOE MAaHMPOBAHWE B COOTBETCTBUM C
pasaenom VIl HacToAwmx TpeboBaHMiA.

255, Pe3ynbTaThl UCCAeA0BaHMI CTabUAbHOCTM 3MEHEHHOW hapMaLleBTUYecKoin cybcTaHumMm uim
NleKapcTBEHHOrO Npenapara, BKAoYan 3anpoLUeHHbIA MPOMEKYTOK BPEMEHU, OMMUCAHHbIA B HACTOALLEM
pasgene, C MWCNONAb30BaHMEM YC/IOBMIA [ONTOCPOYHLIX M YCKOPEHHbIX WCCNefoBaHUN cneayet
CPaBHUBATb C UCCNEAOBAaHUAMM, NPOBEAEHHbIMU C HEM3MEHEHHON dapmaLeBTMYecKol cybcTaHumein
WM TOTOBbIM npenapaTom. 3To obecneymBaeT OTCYTCTBME HEraTMBHOrO BAMSAHUSA HA Mpodub
CTabuibHOCTM, TO ecTb npegenbl crneuMduKaumii Ha GapMaueBTUYECKYHD CybCTaHUMIO  MAn
NleKapcTBEHHbIV npenapat 6yayT cobnoatbCa Ha KOHel, MpeasioKeHHOro nepuoga A0 MOBTOPHbIX
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MCCﬂe,ﬂ,OBaHMﬁ nanm  Cpoka TroaHOCTU. CpaBHVITeJ'IbeIe AdHHbleé HEeWU3IMEeHEHHOro npenapara,
nogaBaemble C UISMEHEHUNEM, MOTYT 6bITb OCHOBaHbI Ha npownbixX nccnenoBaHUAX.

B OTHOWEHUM NEKAPCTBEHHOrO PACTUTE/NIbHOMO Cbipbf, MPOMENKYTOUHbIX MPOAYKTOB W
COOTBETCTBYIOWMX  PACTUTE/IbHLIX NIEKAPCTBEHHbIX MPENapaToB TaKXe LOJ/KHbl  NPUMEHATLCA
PYKOBO/ACTBA MO KayYecTBY JIEKAPCTBEHHbIX PAacTUTE/IbHbIX MPENapaTos, yTeepxaaemble Komuccuei. Mpu
HanuMmM obOoCHOBAHMA 3anBUTENA M MHOOPMaUMKM 06 YCNOBUAX XpaHeHWs npenaparta Huxke 25 °C
nccneaoBaHWe PaCTUTENbHOMO CbiPpb M JIEKAPCTBEHHbIX PaCTUTENbHbIX MpPernapaToB B YC/A0BUAX
YCKOPEHHbIX UM MPOMENKYTOUHbIX MCCNeA0BaHNI A0NYCKAaeTCA He MPOBOAMTb.

Ecnn gonyctuma akcTpanonauma, cnegyetr obpatnuTbca K noapasaesny 3 HacToALero pasaena.
256. N3ameHeHusa | TMna.

Ecnv BHOCMMbIE M3MEHEHMA B PErUCTPALMOHHOE A0CbE YA0BNETBOPAIOT KPUTEPUAM U3MEHEHUI
IA TMna, yKasaHHbiM B npunoxkeHnn N 19 K MpasBuiam pernctpaumm M aKCnepTusbl, 1 HEOHXoAUMO
npeacTaBuUTb AaHHble O CTabWMAbHOCTW, NpeaycMOTpPeHHble dononHeHnem V K npunoxkeHuto N 19 K
MpaBuaam perncTpaumm n sKkCNnepTm3bl.

B cootsetcTtBum c npunoxeHmem N 19 k lMpaBuaam perncrpaumm n sKkcnepTusbl usameHeHue |B
TMNA ABAAETCA USMEHEHMEM, NMPU KOTOPOM Bceraa TpebyeTca npeacTaBieHme AaHHbIX O CTabUAbHOCTW.
B pononHeHuun V K npunoxeHunto N 19 K lNpasunam perncrtpauum n sKcnepTusbl NPUBOAATCA NpUMepbl
Pa3/INYHbIX BAapUaHTOB M3MeHeHWuI IB Tuna, KoTopble OblM BKAKOYEHbI B HEro BmecTe ¢ Tpebyemol
OOKyMeHTaumel. Ecnnm MameHeHWe MOXKET MNOoBAMATb Ha CTAabuabHOCTb, HEOOXOAMMblE HA MOMEHT
nogayv perncTpaLMoHHOro 4oCbe AaHHbIE O CTabUAbHOCTU yKasaHbl B 4ONOAHEHUN V K npunoxerHnio N
19 Kk MpaBunam perncrTpauum u sKcnepTusbl. B MHbIX cayvasx nameHeHui IB TMna no ymosayaHuio,
KOTOpble He onucaHbl OTAeNbHO B gononaHeHun V K npunoxenuto N 19 K lMpasunam perncrpaumm u
3KcnepTusbl, 06bEM HEODBXOAMMbBIX AAHHbIX O CTAabWABHOCTM ONpefenseTca B KaXKAOM OTAE/IbHOM
cnyyae. HeobxoaMMO yumnTbIBATL CreLManbHble TpebOBaHMA K yKa3zaHHbIM U3MEHEHUAM, KOTOpble Oblan
BK/IOYEHbI B gononHeHue V K npunoxeHuto N 19 K MpaBunam perncTpaumm n aKCneptusbl B KayecTse
npMmepos.

257. W3meHeHna |l tMna onucaHbl B agononHeHun V K npunoxeHuto N 19 K [Mpasunam
PervcTpauMm n 3KCNepTM3bl, NP 3TOM B OONBLUMHCTBE YKasaHHbIX B Hem ciyyaeB TpeboBaHMA K
HEeobX0AMMbIM AaHHbIM MPW BHECEHUW TaKMX WM3MEHEHMUI He cogepaTtca B AononHeHun V K
npunoxeHuto N 19 K Mpasunam perncrpaLmm 1 sKcnepTmsbl.

N3meHeHna |l Tuna, npuBegeHHble panee, KacalTcA OTAeNbHbIX W3MeHeHun |l Tuna,
npueeaeHHbIX B gonoaHeHnun V K npuaoxeHuto N 19 Kk MNMpasunam pernuctpauunm n skcneptmsol. [aHHble
0 CTabMAbHOCTM, yKa3aHHble HUXKe, OO/MKHbl OblTb YacTblO AOKYMEHTALMK, NoJaBaemoit B CBA3U C
U3MeHeHMeM.

258. Ko, usmeHeHuna b.1.a.1.6 (npuBeaeH B cooTBeTcTBMM C npuaoxkeHrem N 19 K Mpasunam
perucTpauMm 1 3Kcneptusbl). M3MeHeHWe npou3BOAUTENA MCXOLHOTO MaTepuana (peakTusa,
NPOMEKYTOYHOIO MPOAYKTa), MCMOAb3yeMoro B Mpouecce Npous3BoAcTBa dapmMaLeBTUYECKOM
cybCcTaHUMK, MAM M3MeHeHMe npousBoanTens GapmaueBTUYECKON cybcTaHUMKM (BKAtoYasA, ecnu
NPUMEHUMO, TNJOWAAKM MO KOHTPOJO KayecTBa), ¢apmaueBTUYecKkon cybcTaHuuM, ecam B
PErncTpaLMoOHHOM [0Cbe JIEKAapCTBEHHOrO Mpenapata OTCyTCTBYeT CcepTMOMKAT COOTBETCTBUA
Esponeickoit ¢dapmaKkonee, cepTuduKkat cootsetcTBuAa @Papmakonee Coto3a wman  dpapmakoneam
rocyapcTB-41eHOB: BHECEHWE HOBOIO Npon3soauTens GpapmauesTMIeckol cybcTaHLMM, 060CHOBaHHOM
macTep-dannom bapmaueBTUYECKOM CybCTaHUMM.

Mpun BBegeHWn npoussoanTena dapmaueBTMyecko cybcTaHuMM, 060CHOBaHHOrO MmacTep-
daitnom dapmaLeBTMYECKOWN CybCTaHLMW, AaHHble O CTabuIbHOCTM HEeobXoAMMO BKIOYMTbL B 4acTb
macTep-danna papmaueBTMYecKoin cybcTaHUMmM NpousBoauTeNs.
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B OTHOWEHMM AaHHbIX 0 CTabuabHOCTU hapMaLEeBTUYECKOM CybCTaHUMKM HeobXoaMMO CiedoBaThb
yKasaHuaAM, cogeprralmmea B pasgene VI HacToawmx TpeboBaHNUN.

Ecan nsmeHeHve noKasaTenen KavectBa ¢apmaueBTMUECKON cybCTaHLMM MOXKET NPUBECTU K
CHUMKEHUIO  CTabMABbHOCTM  TOTOBOFO  NIEKAPCTBEHHOro  Mpenapata, Moryt  notpebosaTbeA
OOMNOSIHUTENbHblE 6-MeCAYHble AaHHble O CTabUAbHOCTM NOCAeAHEero B YCAOBMAX AOATOCPOYHBIX W
YCKOPEHHbIX UCCNefOBaHUIA He MeHee 2 cepuit, 06bem KOTOPbIX HE MeHblle, YemM O06bem OMbITHO-
NPOMbILLAEHHOW CEPUMN.

259. Koa mnsmeHeHus bB.l.a.1.8. MIameHeHMe Npou3BOAUTENA MUCXOAHOrO MaTepuana (peakTuea,
NPOMENKYTOYHOrO MNPOAYKTa), WCMO/Nb3yemMoro B npolecce npousBoAcTBa (papmaL,eBTUUECKOM
cybCTaHUMKN, UAN U3MeHeHUe npoussoauTens dapmaleBTMYeckon cybcTaHuuM (BKAOYan, ecnu
NPUMEHNUMO, NAOWAAKM MO KOHTPOAO KadecTBa), ¢apmaueBTUYeckol cybctaHuMKM, ecnm B
PErncTPaLMOHHOM [0Cbe JIEKApPCTBEHHOrO MpenapaTta OTCyTCTBYET cepTUdUKAT COOTBETCTBMA
Esponeitckoii ¢dapmaKkonee, cepTuduKkat cootseTcTBuA @Papmakonee Coto3a wan  dapmakoneam
rocyaapcTB-4/IeHOB: Npea/siaraeMblil NPOU3BOANUTE b UCNONb3YET PE3KO OT/INYatoWMinCca cnocob cMHTe3a
WAW YCNOBMA MNPOM3BOACTBA, KOTOPble MOIYT M3MEHWUTb TaKMe BarKHble [MOKa3aTeNn KadecTBa
dapmaLeBTMUYECKON CybCTaHUMKM, KaK KayecTBEHHbIA M (MM) KONMYECTBEHHbIA Npoduib NpUMEcen,
Tpebytowuii KBanudukaumm, nan GU3NKo-XMMMUYECKUe CBOMCTBA, BAMAOLLME HA BMOAOCTYMHOCTD.

B OTHOWEHMM AaHHbIX O CTabuabHOCTU hapMaLEBTUYECKON CybCTaHUMKN HeOBXOAMMO CNesoBaTh
yKasaHuAM, cogepralimmea B pasgene V HacToAawmx TpeboBaHWi.

Echn nsmeHeHve nokasaTenen KayectBa $papmMaueBTMYECKOM CybCTaHLMM MOMKET NMPUBECTU K
CHUMKEHMIO  CTabUNbHOCTM  TOTOBOrO  JIEKApCTBEHHOro  npenapata, MoryT  notpebosaTbes
OOMNOJIHUTENbHbIE 6-MecAYHble AaHHble O CTabUAbHOCTM MOCNeAHEro B YCAOBUAX AONTOCPOYHBLIX W
YCKOPEHHbIX MUCC/e0BaHUN He MeHee 2 cepuil, 0b6beM KOTOPbIX HE MeHblle, YemM OOBbEM OMbITHO-
NPOMbILLAEHHOW CEPUN.

260. Ko, usmeHeHua bB.l.a.1.)k. MameHeHMe npou3BoauMTENA UCXOAHOrO MaTtepuana (peaktusa,
NPOMEXKYTOYHOIO MPOAYKTa), MCNOAb3yeMOro B Npouecce MpPoM3BOACTBA (apMaueBTUYECKOM
cybCcTaHUMK, MAM U3MeHeHMe npousBoanTensa GapmaueBTUUECKON cybCcTaHUMKM (BKAtoYasA, ecnu
NPUMEHUMO, MNJOWAAKM MO KOHTPOJO KayecTsa), ¢apmaueBTMYecKkon cybCcTaHuMKM, ecan B
pPerncTpaunMoHHOM [0Cbe OTCyTCcTBYeT cepTudumkat cooTtseTcTBuA EBponerickon  ®dapmakonee,
ceptudmkat cootsetcTBua @Papmakonee Coto3a uan dapmakoneAm rocyaapCTB-4/€HOB: BHeCEHWe
HOBOro  npousBoguTens  dapmaueBTUYECKOMW  cybCTaHUuMM, He  uMmelolel  macTep-¢daina
dbapmaueBTMUEeCKON cybCTaHUMM U Tpebyowen CcywecTBEHHOrO OOHOBNEHWA COOTBETCTBYHOLLENO
pa3szena perncTpaumMoHHOro gocbe dpapmaLeBTMYECKOM cybcTaHLmu.

B oTHOWeEHMN AaHHbIX O CTabuUAbHOCTM dapmaLeBTUYECKOM CybCTaHLMM Heobxoanmo cnenoBaTthb
YyKasaHuAM, cogepKawmmea B pasgene VI HactoAawmx TpeboBaHMiA.

Ecnv M3meHeHWe noKasaTeneil KadectBa ¢papmaueBTMYECKOW cybCTaHUMM MOXKET MPUMBECTU K
CHV}KEHUIO  CTabMAbHOCTM  rOTOBOTO  NIEKApCTBEHHOro  npenapaTta, MoOryT  notpebosaTbeA
AOMNONHUTENbHbIE 6-MecAYHble AaHHble O CTabWNbHOCTM MOCAeAHEro B YCNOBMAX AOJFOCPOYHBIX M
YCKOPEHHbIX MUCCNEeAO0BaHUN He MmeHee 2 cepuidi, 06beM KOTOPbIX He MeHblle, YyeM 06bem OMbITHO-
NPOMbILLIEHHOW CEpUN.

261. Kog wu3meHeHua b.l.a.2.6. M3meHeHWe npouecca NpPoM3BOACTBA ¢apmaLeBTUHECKON
CybCTaHLMM: 3HAYMMOE M3MEHEHME MNPOLLECCa NPON3BOACTBA GapMaLLEBTUYECKON cybCTaHLMM, KOTOpoe
MOKET OKa3aTb CyLleCcTBEHHOE BAWAHME HA KayecTBo, 6esonmacHOCTb uAM  3dpPeKTUBHOCTbL
NleKapcTBEHHOrO npenaparta. Mpy n3meHeHUU nNpouecca NPous3BoACTBa papmaLeBTUYECKOM CybCTaHLMm
[0MYyCKaeTca Ucnoab3oBaHWe ceayowmx noaxon0s.

Ecnv M3ameHeHWe nokasatesiei KayecTBa (Hanpumep, GpU3NYECKUX CBOMCTB, Npoduas npumeceit)
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¢apmau,eBTw+ec+<oﬁ Cy6CTaHLI,VIVI MOXeET npuBeCt K CHUXKEHUKO ee CTa6M}'IbHOCTM, HEO6XOAMMO
npeacrtaBuTb CpaBHUTEJ/IbHbIE [OdHHblE O CTabunbHOCTN B YCnoBunAxX AOO0NTOCPOYHbIX U YCKOPEHHbIX
MCCﬂe,ﬂ,OBaHMVI (I)apMaLl,eBTM‘-IeCKOﬁ Cy6CTaHLI,MM A0 N nocne ee USMEHEHUA:

ANA cTabunbHbIX papmaLeBTUYECKUX cybcTaHLmMi - 3-MmecAYHoe uccnegosBaHue Ha 1 cepun, ob6bem
KOTOPOM He MeHble, Yem 0b6BeM OMbITHO-MPOMbIWNEHHOM cepun (onpeaeneHne cTrabunbHoM
dbapmaueBTUYECcKON cybCcTaHUMKM NpeacTaBaeHo B NoAapasaene 3 HacToAlero pasaena);

AnA HecTabunbHbIX PapmaleBTUYECKUX CyDOCTaHUMI - 6-mecayHOe uccneoBaHMe Ha 3 cepusix,
06BbEM KOTOpPbIX HE MeHbLLE, YHEM 06BEM OMbITHO-NPOMbILEHHbIX CEPUNA.

Ecnn usameHeHue nokasaTtenen KayectBa $apmaueBTMYECKOM CyOCTaHUMM MOMKET MPUBECTU K
CHUMEHMIO CTabWIbHOCTM rOTOBOrO npenaparta, MOryT notTpeboBaTbCA AOMO/HUTENbHblE 6-MecAYHble
OaHHble O CTabWMIIbHOCTM NOCNeAHEero B YC/AOBMAX AOATOCPOYHbIX M YCKOPEHHbIX WCCNEAO0BAHUMN He
MeHee 2 cepuit, 06 beM KOTOPbIX HE MeHbLUE, YeM 06 bEM ONbITHO-MPOMbILLNEHHbIX CEPUA.

262. Kog wu3meHeHus b.la.2.r. M3meHeHuAa npouecca npousBoacTBa ¢apmaleBTUHECKON
cybCTaHUMU: W3MEHeHMe 3aTparMBaeT NIEKAPCTBEHHbIM  PAcTUTENbHbIM  Npenapat, a MWMEHHO:
reorpaduyeckmii UCTOYHMK, cnocob NPOU3BOACTBA WAW MPUTroTOBAEHUA. TNpU M3MEHEHMM npouecca
nponseoAacTea GapmaLLEeBTUYECKON CyBCTAHLMKM AOMYCKAETCA MCNO/Ib30BaHME CAEAYHOLLMX NOAXOA0B.

Ecan nsameHeHue nokasaTesnei Kavectsa (Hanpumep, ¢pU3MYECKUX CBOMCTB, Npoduaa npumeceit)
dapmaueBTUYECKON CybCTaHUMU MOXKET MPUBECTU K CHUMKEHUIO ee CTabuibHOoCTM, HeobxoaAnmo
NnpeacTaBuUTb CPaBHUTENbHblE AaHHble O CTAabUAbHOCTU B YC/AOBMAX AOATOCPOYHbIX M YCKOPEHHbIX
nccneaoBaHuin papmaueBTUYECKOM cybCTaHLUMKM 40 M NOC/IE ee USMEHEHUS:

ANA cTabunbHbIX GapMaLeBTUYECKMX CyBCTaHUMIM - 3-MecayHoe uccneaoBaHue Ha 1 cepumn, obbem
KOTOPOW He MmeHblle, YeM 06beM OMbITHO-NPOMBbIWNEHHON cepun (onpegeneHve CcTabunbHoWM
dbapmaueBTUYECKOM cybCcTaHUMKM NPeACTaBAeHO B Noapasaene 3 HacToAwero pasaena);

ana HecTabunbHbIX d)apMaLI,EBTMLIECKMX Cy6CTaHLI,Ml‘;1 - 6-mecaYyHoe uccnepoBaHMe Ha 3 cepuax,
ob6bem KOTOPbIX HE MEHbLLUE, HEM 0bbem ONbITHO-NPOMbILWNEHHbIX cepmﬁ.

Ecnv vM3meHeHWe nokasaTesiel KavyecTBa GapMauLeBTUYECKMX CYOCTAHLMI MOXKET NpuBecTu K
CHUXXEHUIO CTabUIbHOCTM FOTOBOrO Mpenapata, MoryT notpeboBaTbcA AOMO/HUTENbHbIE 6-MecAYHble
JaHHble 0 CTabU/IbHOCTU B YCNOBUAX AO/TOCPOYHBIX U YCKOPEHHBIX UCCe0BaHWUIA He MeHee 2 cepuid,
06beM KOTOPbIX HE MeHbLUe, YemM 06bEM ONbITHO-NPOMBILLIEHHbIX CEPUIA.

263. Kog wu3meHeHus b6.1.B.1.6. WM3meHeHMe nepBUYHOM YNaKoBKM dapmaLeBTUYECKOoM
CyOCTaHLMN: KaYeCTBEHHbIA U (MAM) KONIMYECTBEHHbIN COCTaB A/1A CTEPUbHBIX AW HE3AMOPOIKEHHbIX
6MONOIMYECKUX (MMMYHOIOTMYECKUNX) PpapMaLeBTUHECKMX CYBCTaHUMIA.

Mpy U3MeHeHNN NEePBUYHON YNaKOBKM CTEPUAbHOM dpapMaLLeBTUUYECKON cybCcTaHUMKM HeobxoaMMo
npeacTaBUTb CPaBHUTE/bHbIE 6-MecAYHble AaHHble O CTabuAbHOCTU dapMaLeBTUUYECKON cybcTaHuun B
YCNOBUAX AO0NFOCPOYHBIX U YCKOPEHHbIX UCCNEAOBaHUM 2 cepuid, 06bem KOTOPbIX He MeHbllue, Yyem
06beM OMbITHO-MPOMbILWIEHHbIX CEPUM. MONOMKEHMA HACTOALLErO MYHKTA HEe PacrnpOCTPaHAIOTCA Ha
6uonornyeckme (MMMyHoorMyeckme) papmaLeBTMYeckne cybcTaHLmm,

264. Koa wnsmeHeHua b.ll.a.3.6.2. U3meHeHne cocTaBa (BcnomoraTeslbHbIX BellecTs) roToBOro
npenapaTta: Ka4yecTBEHHbIE UM KOIMYECTBEHHble M3MeHeHMA 1 nan bonee BCnomoraTesibHbIX BELLECTB,
KOTOpble MOryT CyL,EecTBEHHO MOBAMATbL Ha KayecTBo, 6e3onacHocTb waM  3PPeKTUBHOCTb
NleKapCTBEHHOro npenapata. [lpy  U3MEHeHMM COCTaBa [OTOBOro npenapata  AONyCKaeTcA
NCNoJib30BaHME CNeAyroLWwmMX NOAX040B:

a) ANA NeKapcTBeHHbIX GOpM, CTaHAAPTHbLIX B OTHOLIEHMM NOKa3aTenel cTabuabHoCcTH (Hanpumep,
TBEpAble NeKapcTBeHHble GOpMbl C HemMed/leHHbIM BbICBOBOMKAEHMEM, PacTBOPbI), NpU YCNOBUK
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CTabuNbHOCTM papmaLLeBTUYECKOW CyBCTaHUMM peKoMeHAyeTcA NpPeacTaBUTb CpPaBHUTE/IbHble 6-
MeCAYHble JaHHble O CTabUIbHOCTU B YC/IOBUAX A0JITOCPOYHbIX M YCKOPEHHbIX UCCNeL0BaHNA 2 cepui,
06beM KOTOPbIX He MeHbLLE, YeM 06BEM OMbITHO-NMPOMbILLIEHHbIX CEPUIA;

6) ANA NekapcTBeHHbIX GOPM, KPUTUYECKMX B OTHOLLEHWM NOKasaTenen ctabunbHocTn (Hanpumep,
JNIeKapCcTBeHHbIX GOPM € NPONOHIMPOBAHHLIM  BbICBODOMKAEHUEM), WAN NpPU  HecTabuabHOCTU
dapmaLeBTMUECKON CybCTaHUMM peKOMEHAYETCA NPeacTaBUTb CPaBHUTENbHbIE 6-MecAYHble AaHHbIEe O
CTabUNbHOCTU B YCNOBUAX A0JIFOCPOUHbIX U YCKOPEHHbIX UCCAeA0BaHUI He MeHee 3 NepBUYHbIX CEPUN.
2 13 3 cepuit AONIXKHbI BbITb 06BEMOM HE MeHbLUe, YeM 06beM OMbITHO-NPOMbILLIEHHbIX CeEPUiA, 06bem
3-1 MOXKeT bbITb MeHbLLe.

265. Kog nameHeHusa bB.11.a.4.6. ameHeHMe maccbl 060104KM IeKapcTBEHHbIX PopM Ana nprmema
BHYTPb MM MU3MEHEHWE MACCbl 06OSI0YKM Kancybl: NEKAPCTBEHHbIE POPMbI C KMLLIEYHOPACTBOPUMbIM,
MOAMPULMPOBAHHBIM MM MPOJIOHTMPOBAHHbIM BbICBOOOXKAEHMEM, B KOTOPbIX 060/104YKa ABAAETCA
KpUTUYECKMM PAKTOPOM BbICBOBOKAEHMA.

Mpy M3MEHEeHUN maccbl 06ONOYKM NEKAPCTBEHHbIX GpOpM ANA NpMemMa BHYTPb peKomeHayeTcs
NpeacTaBUTb CPaBHUTENIbHbIE 6-MecAYHble AaHHble O CTabUAbHOCTM B YC/NOBUAX AO0JITOCPOYHbIX U
YCKOPEHHbIX UCCNEL0BaHUI HEe MeHee 3 MePBUYHbIX CEPUN. 2 M3 3 CEPUN A0MKHbI BbITb 06BEMOM He
MeHblLUE, Yem 06bEM ONbITHO-MPOMbILW/IEHHBIX CEPUIN, 06bEM 3-I1 MOKET BbITb MeHbLLE.

266. Kog nameHeHunsa b.ll.a.5. U3ameHeHWe KOHUEHTpaunumM ogHOA03HOro, NOJIHOCTbIO BBOAUMOTO
napeHTepasbHOro npenaparta Mpv HEU3MEHHOCTU CcoAepkaHus dapmaueBTUYecKon cybcTaHuMKM Ha
eaMHULY A03bl (TO ecTb 403UPOBKMU).

MpU WM3MEHEeHMM KOHLEHTPALUUU OAHOMAO03HOrO, MOJHOCTbIO BBOAUMOrO MapeHTepasibHOro
npenapata peKoMeHAyeTcA MPefCcTaBUTb CpaBHUTE/IbHble 6-MecsiYHble AaHHble O CTabuabHOCTU B
YCNOBUAX A0ATOCPOYHBIX N YCKOPEHHbIX UCCNeA0BaHUM He MeHee 3 NepBUYHbIX cepuin. 2 s 3 cepui
OO/KHbI BbITb 06bEMOM He MeHblle, YemM 06bemMm OMbITHO-MPOMbILLAEHHbIX cepuit, 06bem 3-i MoKeT
ObITb MeHbLLe.

267. Kog, nameHeHus b.11.6.1.8. 3ameHa unn gobaBneHne HOBOM NPOM3BOACTBEHHOM MNOLLAAKM
ONA 4YacTM WMAW BCeX MNPOLLeccOB MNPOM3BOACTBA FOTOBOro NpenapaTta: MNoWajKka, Ha KoTopow
OCYLLECTBNAIOTCA  MNPOW3BOACTBEHHblIE  onepaumMm  Ans  B6UONOTUMYECKUX  (MMMYHONOTMYECKUX)
NIEKAPCTBEHHbIX MNpenapaToB WAWM NEeKApPCTBEHHbIX GOPM, MPOU3BEAEHHbIX C MOMOLLbIO CAOXHbIX
NPOW3BOACTBEHHbIX MPOLECCOB, 33 MCKAOYEHMEM BbINYCKa CEPUIA, KOHTPOASA CEPUA U BTOPUYHOW
(noTpebuTenbckoi) ynakoBKu.

MoNoXKEHNA HACTOALLEro MYHKTA He PacnpoCTPaHATCA Ha Buonormyeckne (MMMyHoOTMYecKue)
dbapmaueBTUYECKME CybCTaHLMM U COOTBETCTBYIOLIME UM FrOTOBbIE NpenapaThbl.

Mpn nsmeHeHnun (3aN\eHe nnn p,06aB!'IEHMM) I'IpOVI3BOLI,CTBeHHOﬁ naowaaKkun ona 4actm Uan BCero
npouecca npomn3soacTBa rotoBOro npenaparta 4onyckaeTca Ncnosib3oBaHne cneayrowmnx noaxoanos.

Ecnn M3meHeHWe nokasatesieit KayecTsa (Hanpumep, GUINYECKMX CBOMCTB, Npoduna npumeceit)
roTOBOro npenapaTta MOKET MPUBECTU K CHUMKEHMUIO ero CTabuibHOCTM, PEKOMEHAYEeTCA MNpeacTaBuTb
CPpaBHUTE/NIbHbIE AaHHble O CTabMABHOCTU B YCAOBMAX AONFOCPOYHBIX WU YCKOPEHHbIX MCCNeaoBaHWUi
roToBOro npenapara A0 M Noc/e ero U3MeHeHUsA:

AN NEeKapCTBEHHbIX GOPM, CTaHAAPTHLIX B OTHOLIEHMM MOKasaTenen ctabunbHocTU (Hanpumep,
TBEPAbIX JIEKAPCTBEHHbIX GOPM C Hemea/IeHHbIM BbICBOOOXKAEHMEM, PaCcTBOPOB), MPU  YCNOBUU
CTabUNbHOCTM  papmaLLeBTUYECKOW CYyBCTaHUMM pPEeKOMeHAyeTcA NpPeacTaBUTb CpPaBHUTE/IbHble 6-
MeCAYHble JaHHbIE O CTabUILHOCTU B YC/IOBUAX A0JITOCPOYHbIX M YCKOPEHHbIX UCCNeL0BaHUIA 2 cepuit,
06beM KOTOPbIX HE MEHbLLE, YeM 06BEM OMbITHO-NMPOMbILLIEHHbIX CEPUA;

ANA NeKapCTtBeHHbIX d)OpM, KPUTUYECKNX B OTHOLWUEHUN nokasatenen CcTabunbHOCTU (HaanN\ep,
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NeKapcTBeHHbIX GOPM € MPOJIOHTMPOBAHHLIM  BbICBOBOXKAEHMEM), WAM MPU  HECTabUIbHOCTM
$bapmaueBTUYECKOM CybCTaHLMM peKoMeHayeTcs NPeaCcTaBUTb CPAaBHUTE/IbHbIE 6-MecAYHble AaHHble O
CTabUNBbHOCTM B YCIOBUAX AONTOCPOYHBIX M YCKOPEHHbIX UCCe0BaHUI He meHee 3 NepBUYHbIX CEPUIA.
2 13 3 cepuit AONKHbI BbITb 06BEMOM HE MEHbLUE, YeM 06beM OMbITHO-NPOMbIL/IEHHbIX CEPUN, 0ObEM
3-11 MOXKeT ObITb MeHbLUE.

268. Kog wusmeHeHus b.11.6.3.6. UN3ameHeHMe npouecca npous3BOoACTBa FOTOBOrO Mpenapara,
BK/IIOYAA MPOMENKYTOUHbIN NPOAYKT, UCMO/Ib3yeMblii B NMPOM3BOACTBE FOTOBOFO Npenaparta: 3HaYumble
M3MEHeHMA npoLecca MpPOU3BOACTBA, KOTOpble MOTYT OKasaTb 3HAYMMOE BJ/IMAHME Ha Ka4vyecTso,
6e3onacHOCTb 1 3pPeKTUBHOCTb IeKapCTBEHHOrO Npenapara. Mpu n3meHeHMM npouecca NPoOM3BOACTBA
roToBOro npenapaTa AONYCKaeTca UCNO/Ib30BaHMeE CeayoLWmnx NoAX0408B.

Ecnn nsameHeHue nokasaTenein Kayectsa (Hanpumep, GpU3MYECKUX CBOMCTB, Npoduaa npumeceit)
roToBOro mpenapaTa MOMKET MPUBECTU K CHUXKEHUIO ero cTabuibHOCTU, PEKOMeHAYyeTCcA NpeacTaBUTb
CpaBHUTE/NIbHbIE [AHHblE O CTabWMABbHOCTM B YCNOBUAX [ONATOCPOYHBIX U YCKOPEHHbIX WUCCAen0BaHUM
roToBOro npenapara 40 M Nocsie ero U3MeHeHus:

AN NEeKapCTBEHHbIX GOPM, CTaHAAPTHLIX B OTHOLIEHMM MNOKasaTenei ctabunbHocTn (Hanpumep,
TBEPAbIX /NIEKAPCTBEHHbIX GOPM C Hemea/ieHHbIM BbiCBOBOXKAEHMEM, PaCcTBOPOB), MPU YCNOBUU
cTabunbHOCTM papmaLeBTUYECKOW CyBCTaHUMM pPeKoMeHAyeTcA NpPeacTaBUTb CPaBHUTE/bHble 6-
MecAYHble AaHHble O CTabUIbHOCTM B YC/IOBUAX A0/TOCPOYHbIX M YCKOPEHHbIX UCCNeL0BaHNIA 2 cepuit,
06beM KOTOPbIX HE MEHbLLE, YeM 06BEM OMNbITHO-NPOMbILIEHHbIX CEPUIA;

ONA NeKapcTBeHHbIX GOPM, KPUTUYECKUX B OTHOLLUEHWM MOKa3aTenei cTabunbHoOCTU (Hanpumep,
NleKapcTBeHHbIX GOPM € NPONOHTMPOBAHHLIM  BbICBOBOMKAEHUEM), WANM NPU  HEecTabuabHOCTU
dapmaLeBTMUYECKON cybCTaHLUUM peKoMeHAyeTcA NpeAcTaBUTb CPaBHUTENbHbIE 6-MecAYHble AaHHble O
CTabUNbHOCTU B YCNOBUAX A0/IFOCPOYUHbIX U YCKOPEHHbIX UCCNeA0BaHUI He MeHee 3 NepBUYHbIX CEPUNA.
2 13 3 cepuii gO/IXKHbI BbITb 06BEMOM HE MeHbLUe, YeM 06 beM OMbITHO-NPOMbILLJIEHHbIX CEPUIA, 06beM
3-1 MOXKeT bbITb MeHbLLE.

269. Koa wu3ameHeHus bB.11.6.3.r. M3ameHeHMe npouecca NpPou3BOACTBA rOTOBOro Mnpenapara,
BK/IIOYAA MPOMEXKYTOUYHbIN MPOAYKT, UCMONb3YEMbIA B MPOM3BOACTBE FOTOBOrO Npenaparta: BBeAeHue
HeCTaHZAPTHOro MeToAa TEPMUHABHOM CTEPUAM3ALUMN.

Mpn M3MeHeHWW npoluecca NPou3BOACTBa FOTOBOrO Mpenaparta AOMNycKaeTca WMCNo/sib3oBaHMe
cneayroLmx noaxoa0s..

Ecnv M3meHeHWe nokasatesiei KayecTsa (Hanpumep, GpU3NYECKUX CBOMCTB, Npoduas npumecei)
roTOBOro npernapaTta MOMEeT MPUBECTU K CHUMKEHUIO ero CTabuibHOCTM, peKoMeHAyeTcA NnpencTaBuTb
CpaBHUTENIbHbIE [AaHHble O CTabUABbHOCTM B YC/OBMAX [0/TOCPOYHBIX U YCKOPEHHbIX UCCAedoBaHUiM
roToBOro npenapara A0 W Noc/ie ero U3MeHeHuA:

AN NEeKapCTBEHHbIX GOPM, CTaHAAPTHLIX B OTHOLIEHMM MOKasaTenei ctabunbHocTn (Hanpumep,
TBEPAbIX /NEKAPCTBEHHbLIX GOPM C HemeasieHHbIM BbiCBO6OXKAEHMEM, PacTBOPOB), MPU YCAOBUU
cTabunbHOCTM  papmaueBTUYECKOoW CcybCTaHUMM peKoMeHAyeTcA NpPeacTaBUTb CpaBHUTE/IbHble 6-
MecAYHble AaHHble O CTabUAbHOCTM B YCNIOBUAX A0/TOCPOUYHbIX M YCKOPEHHbIX UCCNeA0BaHNIA 2 cepuit,
06beM KOTOPbIX He MeHbLLE, YemM 06BbEM ONbITHO-NMPOMbILLIEHHbIX CEPUIA;

AN NeKapcTBeHHbIX GOPM, KPUTMUECKUX B OTHOLUEHWW MOKasaTenel CTabuibHOCTU (Hanpumep,
NeKapcTBeHHbIX GOPM € MPOJIOHTMPOBAHHBLIM  BbICBODOXKAEHMEM), WAM MPU  HECTabUIbHOCTM
dbapmaueBTUYECKOM CybCTaHLMM peKoMeHayeTcs NPeaCcTaBUTb CPAaBHUTE/IbHbIE 6-MeCcAYHble AaHHble O
CTabUIBHOCTM B YCIOBUSX AOJTOCPOYHBIX M YCKOPEHHbIX UCCNEA0BAHUIN HEe MeHee 3 NepBUYHbIX CEPUA.
2 13 3 cepuit A0NKHbI BbITb 06EMOM HE MeHbLUEe, YeM 06beM OMbITHO-MPOMbILIEHHbIX CEPUN, 06beM
3-iA MOXKeT ObITb MeHbLUE.

270. Koa nameHeHua b.11.6.3.4. M3ameHeHMe npouecca Npon3BoACTBA IEKAPCTBEHHOIO Npenapara,
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BK/1HO4aA I'IpOME)KYTO‘-IHbIVI NPOAYKT, MCHOﬂb3yeMblﬁ B Npomn3BoACTBE J/IEKAPCTBEHHOIO npenapara:
BBeAeHne Nnn yeeimdieHmne M36bITKa, MCnosib3yemoro B OTHOLWEHUU d)apmau,eBqueCKon Cy6CTaHLI,MM.

Mpyn M3MeHeHWW npouecca NPouM3BOACTBa FOTOBOrO npenaparta AOoMNycKaeTca WMCNoib3oBaHUe
cneayowmx Noaxoa0s..

Ecnn nsameHeHue nokasaTenein Kayectsa (Hanpumep, GpU3MYECKUX CBOMCTB, Npoduaa npumecei)
roTOoBOro MpenapaTa MOMKET MPUBECTU K CHUMKEHWUIO ero CTabuUnbHOCTU, PEKOMEHAYeTCA NpeacTaBUTb
CpaBHUTENIbHbIE [AHHblE O CTabWMABHOCTM B YCNOBMAX AONATOCPOYHBIX U YCKOPEHHbIX MCCAeA0BAHWUM
roToBOro npenapaTa 40 U NOC/e ero USMeHeHUA:

AN1A NeKapcTBeHHbIX GOpPM, CTaHOAPTHbLIX B OTHOWEHMM MOKasaTesielt cTabunbHoCcTU (Hanpumep,
TBEPAbIX /N1IEKAPCTBEHHbIX GOPM C Hemea/ieHHbIM BbICBOOOXKAEHMEM, PaCTBOPOB), MPU YCNOBUM
CTabunbHOCTM papmaLeBTUYECKOW CyBCTaHUMM peKoMeHAyeTcs NpPeacTaBUTb CPaBHUTE/bHble 6-
MecAYHble JaHHble O CTabUIbHOCTM B YC/NIOBUAX O0/ITOCPOYHbIX U YCKOPEHHbIX UCCeA0BaHUIM 2 cepuid,
06beM KOTOPbIX HE MEHbLLE, YeM 06BEM OMbITHO-NMPOMbILJIEHHbIX CEPUA;

AN NeKapcTBeHHbIX GOPM, KPUTUYECKUX B OTHOLUEHWW MOKasaTenel ctabunbHoCTM (Hanpumep,
NeKapcTBeHHbIX GOPM C MPOJIOHTMPOBAHHLIM  BbICBOBOXKAEHMEM), WAM MPU  HECTabUIbHOCTM
dbapmaueBTUYECKOM cybCTaHLMU peKoMeHayeTc NPeacTaBUTb CPAaBHUTENbHbIE 6-MeCcAYHble AaHHble O
CTabuNbHOCTU B YCNOBUAX AOJITOCPOUHbIX M YCKOPEHHbIX UCCIeA0BaHUIA He MeHee 3 NepPBUYHbIX CEPUIA.
2 13 3 cepuit A0MKHbI BbITb 06EMOM HE MEHbLLE, YeM 06bEeM OMbITHO-NPOMbILLIEHHbIX CEPUIN, 06BEM
3-i MOXKeT bbITb MeHbLLE.

271. Koa usmeHeHua B.11.6.4.r. M3ameHeHne pasmepa cepun (BKAOYAA AManasoHbl pa3mepa
cepun) NeKapcTBEHHOro rnpenaparta: M3MeHeHWe 3aTparMBaeT OcCTaslbHble JieKapcTBeHHble $GOopMbl,
NpPoun3BoAALLMECA C MOMOLLLIO KOMMNEKCHbIX NPOLLECCOB NMPOM3BOACTBA.

Mpy M3meHeHMM pasmepa Cepumn roToBoro npenaparta AONYCKAaeTcA UCMO/b30BaHUE cneayroLLmx
noAaxonos..

Ecnv M3meHeHWe nokasaTesieit KayecTBa (Hanpumep, GU3NYECKUX CBOMCTB, Npoduna npumeceit)
roTOBOro npenapaTta MOKET MPUBECTU K CHUMKEHUIO ero CTabu/bHOCTM, PEKOMEHAYETCA NpeacTaBuTb
CpaBHUTE/IbHbIE AAaHHblE O CTaBUABHOCTU B YCNOBUAX AONTOCPOYHBLIX M YCKOPEHHbIX MCCAen0BaHMM
roToBOro npenaparta 40 W Noc/e ero U3MeHeHMs:

AN NEKAPCTBEHHbIX GOPM, CTaHAAPTHLIX B OTHOLIEHMM MOKasaTenen ctabunbHocTU (Hanpumep,
TBEPAbIX JIEKAPCTBEHHbIX GOPM C HemeA/IeHHbIM BbICBODOXKAEHMEM, PaCTBOPOB), MPU YCNOBUU
CTabunbHOCTU dapmaueBTUYECKOM CybCcTaHUMM peKoMeHAyeTcs NpeacTaBUTb CpPaBHUTE/bHble 6-
MeCAYHble JaHHbIE O CTabUIbHOCTU B YC/IOBUAX A0JITOCPOYHbIX U YCKOPEHHbIX UCCNeL0BaHNIA 2 cepuit,
06beM KOTOPbIX HE MEHbLLE, YeM 06BEM OMNbITHO-NMPOMbILLIEHHbIX CEPUIA;

ANA NeKapcTBeHHbIX GOPM, KPUTMUECKUX B OTHOLWIEHWWM MOKasaTenel cTtabunbHoCcTU (Hanpumep,
NeKapcTBeHHbIX ¢GOPM C  MPOJIOHTMPOBAHHBIM  BbICBOBOXKAEHMEM), WMAM MPU  HECTabUAbHOCTM
dbapmaueBTUYEcKoi cybCTaHLMM peKoMeHAayeTca NPeacTaBUTb CPaBHUTEbHbIE 6-MeCAYHble AaHHble O
CTabMABbHOCTM B YCNOBUAX AONFOCPOUHBIX M YCKOPEHHbIX MCCNEA0BaHUI He MeHee 3 NepBUYHbIX CEPUA.
2 13 3 cepuit A0NXKHbI BbITb 06BEMOM He MeHbLUEe, YemM 06 beM OMbITHO-NMPOMBILLAEHHbIX CEPUIN, 06beM
3-11 MoKeT bbITb MeHbLUe.

272. Kog nameHeHus bB.11.4.1.a.3. 3meHeHWe NepBUYHOM YNAKOBKU SIEKAapCTBEHHOMO npenapaTa:
KauyeCTBEHHbIN U KOJIMYECTBEHHbIN COCTaBbl CTEPU/bHbBIX IEKAPCTBEHHbIX NPenapaTos U BUoaorMyeckmx
(MMMyHOIOTMYECKMX) IeKapPCTBEHHDBIX NPenapaTos.

NMonoXkeHnA HacToALLero NyHKTa He PacnpoCTPaHAIOTCA Ha buonornyeckune (MmmyHonoquecme)
d)apmau,esmqecme Cy6CTaHLI,VIVI M COOTBETCTBYOLWME UM FTOTOBbIE NpPenapartbl.
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Mpy M3MeHeHUN NepBUYHO YNAKOBKU IeKapCTBEHHOro npenapaTta AoMNycKaeTca MCNoab3oBaHNe
cneayowmx Noaxoaos.

Echm B pesynbtaTe M3MeHeEHMA NpPeAnonaraeTca MCNosib3oBaHME YMNaKoBKM, obnapatowei
MEHbWWUMM  33WMUTHBIMU  CBOMCTBAMM, WAW NpPU PUCKE B3aUMOZENCTBMA (NPEUMYLLECTBEHHO B
OTHOLUEHUM MATKUX U HKUAKUX NEKAPCTBEHHbIX GOPM) pEKOMEHAYETCA NPeACcTaBUTb CPAaBHUTENbHbIE 6-
MeCAYHble AaHHble O CTabUABHOCTU B YCNOBUAX AOJFOCPOYHbIX M YCKOPEHHbIX UCCNeL0BaHUI He MeHee
3 nepBUYHbIX cepuit. 2 M3 3 cepuit AONXKHbI ObiTb 06bEMOM He MeHblle, Yem 06bem OMbITHO-
NPOMbILIAEHHbIX CEPUIA, 06BEM 3-1 MOKET ObITb MEHbLLE.

273. Koa nameHeHus b.1l.a.1.a.4. U3ameHeHMe NepBUYHOM YNaKOBKW JIEKAPCTBEHHOIO npenaparta:
KauyeCTBEHHbIA M KOJIMYECTBEHHbIA COCTaBbl. M3meHeHWe 3aTparMBaeT YMNaKoBKy, ob6nafatoLuyto
MEHbBLLIMMN 3aLLUTHBIMW CBOWCTBAMU, MPU OAHOBPEMEHHOM M3MEHEHUW YCI0BUN XpaHeHua u (nnn)
COKpalLleHNN CpoKa ro4HOCTU.

Mpy M3MeHEeHUN NepBUYHOI YNAKOBKU IeKapCTBEHHOrO npenapaTta AoMNycKaeTca MUCnoab3oBaHNe
cneaytouero noaxoaa.

Mpn MCnonb30BaHMM YMNaKOBOK, 061a4aloWmMX MEHbWMMWU 3aLMUTHBIMWU CBOMCTBAMWU, WAW NpWU
pUCKe B3amMoAencTBus (NPeMmyLLEeCTBEHHO B OTHOLUEHUW MATKUX U KUAKUX NeKapCTBEHHbIX Gopm)
pekomeHAyeTcA NpeacTaBuUTb CPaBHUTENbHbIE 6-MecAYHble AaHHble O CTabuAbHOCTM B YCI0BUAX
[0J/ITOCPOYHbIX M YCKOPEHHbIX UCCNed0BaHU He MeHee 3 MepBUYHbIX cepuit. 2 U3 3 cepuin A0MKHbI
O6blITb 06BEMOM He MeHblle, YeM O0O6beM OMbITHO-MPOMbILIJIEHHbIX CEpUM, 06bem 3-i MOXKeT ObiTb
MeHbLe.

274. Kog nameHeHua b.11.a.1.6.2. UsmeHeHMe NepBUYHON YNaKOBKM JIeKapCTBEHHOTO NpenapaTa:
M3MEeHeHMe BMAa KoHTelHepa uam gobaBneHue HOBOro KoHTenHepa. CTepu/ibHblie /IeKapCTBEHHbIE
npenapatbl U 6MonorMyeckne (MMMyHOIOrMYECKUe) NEKAapPCTBEHHbIE Npenaparsl.

NMonoXkeHnA HacToALLero NyHKTa He PacnpoCTPaHAIOTCA Ha buonormyeckune (MMMyHO}'IOFMLIeCKMe)
d)apMaLI,EBTMLIeCKMe CY6CTaHLI,VIVI M COOTBETCTBYOLWME UM FTOTOBbIE Npenapartbl.

Mpy M3MEHEHUN NepPBMYHOI YNAKOBKMU IeKapCcTBEHHOro nNpenaparta A0NYyCKaeTcs UCMONb30BaHue
cneayowero noaxoaa.

Mpn Mcnonb3o0BaHMM YMNaKOBOK, 06/1a4al0WMX MEHbLWMMKU 3aLMUTHBIMW CBOMCTBAMU, WAWN NpWU
pUcke B3aMMOZENCTBUA (NPEMMYLLECTBEHHO [A/1A MATKUX U KUAKUX  NIEKAPCTBEHHbIX $opm)
pekomeHAayeTcs NnpeacTaBUTb CPaBHUTENbHbIE 6-MecCAYHble AaHHble O CTabuAbHOCTM B YCA0BUAX
OONTOCPOYHbIX U YCKOPEHHbIX UCCAEA0BAHUN He MeHee 3 MepBUYHbIX CEPUN. 2 U3 3 cepuii SONXKHbI
6bITb 06bEMOM He MeHblle, Yem O0ObeEM OMbITHO-NMPOMBILWAEHHbIX CEpPUA, 06BEM 3-i1 MOMKET ObITb
MeHblLue.

275. Koa usmeHeHua bB.11.a.4.6. U3meHeHne ¢OpmMbl MM BMECTUMOCTU KOHTelHepa nnbo
YKYNOPKKN (NepBMYHON YMNAKOBKM): M3IMEHEHWEe (GOPMbl MAM BMECTMMOCTM 3aTparmBaeT KPUTUYHbIE
noKasaTe/M yNakoBOYHOIO MaTepurana, KOTopble MOTyT B 3HAaYMUTE/IbHOM CTeNEHN NOB/INATL HA AOCTaBKY,
npumeHeHne, 6e30MNacHOCTb UM CTabUIbHOCTb 1EKAPCTBEHHOTO NpenapaTa.

an N3MEHEHUN I'IepBVI‘-IHDVI YNakKOBKM FTOTOBOIro npenapara, KOTOpoe MOXKET OKa3aTb 3HAYMMOE
B/INAHUNE Ha €ro CTa6I/I}'IbHOCTb, A0oNnyCKaeTca ncnosib3oBaHue cneayroulero nogxoaa.

Ecnv nameHeHve nokasatesieit KayectBa (Hanpumep, npoouns npumeceit) roToBoro npenaparta
MOXKET MPUBECTU K CHWKEHUIO ero CTabuibHOCTM, pPeKOMeHAyeTcs NpPeACTaBUTb CPaBHUTE/IbHblE
JaHHble O CTabUIbHOCTU B YCIOBUAX AOTOCPOYHBIX M YCKOPEHHbIX UCCNeL0BaHMI FOTOBOro npenaparta
[0 U Noc/e ero UsMeHeHusA:

ANnA NeKapCrBeHHbIX (bOpM, CTaHAAPTHbLIX B OTHOWEHUN nokasartenen ctabunbHoCTH (HaanN\ep,
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TBEPAbIX /IEKAPCTBEHHbIX GOPM C Hemea/ieHHbIM BbICBOOOXKAEHMEM, PACTBOPOB), MPU  YCNOBUU
CTabUNbHOCTM  PapmMaLLeBTUYECKON CYBCTaHUMM pPeKoMeHAyeTcA MNpPeacTaBUTb CPaBHUTE/bHble 6-
MeCAYHble JaHHble O CTabW/IbHOCTU B YC/IOBUAX A0JTOCPOYHbIX M YCKOPEHHbIX UCCNeL0BaHNA 2 cepui,
06beM KOTOPbIX He MeHbLLE, YeM 06BEM OMbITHO-NMPOMbILIEHHbIX CEPUA;

ONA NeKapcTBEHHbIX GOPM, KPUTUYECKMX B OTHOLLEHWW MOKasaTesel ctabunbHOCTM (Hanpumep,
JNIeKapCcTBeHHbIX GOPM € NPONOHIMPOBAHHLIM  BbICBOOOMXKAEHUEM), WAN NpPU  HecTabuabHOCTU
dapmaLeBTMUECKOWN CybCTaHUUM peKoMeHAyeTcA NpefcTaBUTb CPaBHUTENbHbIE 6-MecAYHble AaHHbIe O
CTabUNbHOCTU B YCAOBUAX A0/ITOCPOYUHbIX U YCKOPEHHbIX UCCNeA0BaHUI He MeHee 3 NepBUYHbIX CepUui.
2 3 3 cepuit AO/IXKHbI BbITb 06BEMOM HE MeHbLUEe, YeM 06beM OMbITHO-NMPOMbILL/IEHHbIX CeEPUIA, 06bem
3-1 MOKeT bbITb MeHbLLe.

276. Kog nameHenuna b.11.4.5.8. UameHeHMe BMeCTUMOCTU YNAaKOBKM NEKapCTBEHHOrO npenapara:
M3MeHeHMEe HOMMHA/IbHON mMaccbl (HOMUHaNbHOTrO 06bema) cTepuabHbIX MHOFOA03HbIX (0AHOA03HbIX C
YaCTUYHbIM  M3B/IEYEHWEM) NaAPEHTEPaNbHbIX J/IEKAPCTBEHHbIX MNpenapatoB U BUONOrMYecKux
(MMMYHONOrMYECKNX) MHOTOA03HbIX MApPEHTEPasbHbIX IEKAPCTBEHHbIX NPenapaTos.

NMonoXkeHnA HacToALWero NyHKTa He pPacnpoCTPaHAKTCA Ha buonormyeckune (MMMVHOJ'IOFM‘-IECKME)
d)apMaLI,EBTM‘-IeCKMe CY6CTaHLI,VIVI M COOTBETCTBYOWME UM FOTOBbIE Npenapartbl.

MpM M3MEHEeHMM BMECTMMOCTM YMaKOBKM FOTOBOro npenaparta AOMyCKaeTcs MCMo/b30BaHue
cfieaytoLLero noaxoaa.

Ecam usmeHeHMe nokasatenen Kavectsa (Hanpumep, npoduaa npumeceit) rotoBoro npenaparta
MOMET MPUBECTU K CHUMKEHMIO €ro CTabuabHOCTM, PEKOMEeHAyeTCs MpeacTaBUTb CpPaBHUTENbHblE
OaHHble 0 CTabUNBLHOCTM B YCI0BUAX A0JITOCPOUHbIX M YCKOPEHHbIX UCCNeA0BaHMIA TOTOBOrO npenapaTta
00 U Mocne ero U3MeHeHus, a MMEHHO: PeKoMeHAyeTca NpPeacTaBUTb CPaBHUTE/bHbIe 6-mMecAYHble
AaHHble 0 CTabWNbHOCTU B YCNOBUAX AO0/FOCPOYHbIX M YCKOPEHHbIX WCCneaoBaHWiA He mMeHee 3
NepBUYHbIX cepuit. 2 M3 3 cepuit A0/MKHbI BbiTb 06bEMOM He MeHblle, 4YemM 06bem OnbITHO-
NPOMbILLAEHHbIX cepuii, 06bem 3-i1 MOXKeT BbITb MeHbLLE.

2. CEPMM, B OTHOLWWEHUU KOTOPbIX B3ATbI obasarennbcrsa

277. B OTHOWeEHMU BCeX W3MeHeHult |IA un IB TMnoBs, TpebylowmMx NOAYYEHUS [aHHbIX O
CTabnAbHOCTM FOTOBOrO MpenapaTta, HeobxoANMMO NPOBECTU AafbHENLINE UCCNeA0BaHUA Ha Cepusx, B
OTHOLLUEHUM KOTOPbIX B35Tbl 06A3aTENbCTBA.

278. B oTHoweHMN Bcex nameHeHui |l Tuna, TpebyoWwmx NOAYYEHUA AAHHbLIX O CTabUAbHOCTU
roToBOro npenapata, Heo6Xo4MMO U3y4YnUTb B COOTBETCTBMM C MPOTOKOIOM UCCAEA0BAHUA CTabMABbHOCTH
B YC/IOBMAX AONTOCPOYHBIX MCCNeL0BaHMA MNEPBYID MPOMBILWIEHHYIO CEPUIO, NPOM3BEAEHHYIO B
COOTBETCTBUM € OLOOPEHHBIM WN3MeHeHMEM. [1pOTOKON WCCAeAOBaHUA CTabUIBHOCTM  [AOJIKEH
COOTBETCTBOBATb PerucTpaLMoHHOMY A0Cbe JIEKapCTBEHHOro npenapata Ha MOMEHT ero nogauyu, 3a
WCKNItOMEHNEM CNly4asi BHECEHMA B HEr0 M3MEHEHWUIN B YCTaHOBJEHHOM nopaaKe. MpoaoKntenbHoOCTb
NccnefoBaHUM CTabUNbHOCTM [ONXKHA COCTaB/AATb HE MeEHee CPoKa FOAHOCTU JIeKapCTBEHHOro
npenapara. Pe3ynbTaTbl TaKNX nccnesoBaHMn HeobxoANMMO NpPeaCcTaBAATb MO 3anpPocy YNOAHOMOYEHHbIX
OpraHoB rocyaapcTs-y/ieHOB. B cnydyae o6Hapy:KeHus npobnem, cBs3aHHbIX C obecnevyeHnem
CTabMNbHOCTU JIeKapCTBEHHOrO npenapata wau  dapmaueBTMYeckon cybcTaHuMKM, HeobxoaAnmo
Heme/lJIeHHO ONOBECTUTb 06 3TOM YNOJHOMOYEHHbIE OpraHbl FOCYAapCTB-Y/IEHOB.

3. AHann3 AaHHbIX

279. Ecan B COOTBETCTBUM C NPeACTaBAEHHbIMW AAHHbIMM MPU XPAHEHUU B A0JITOCPOYHbLIX (Npun
Temnepatype 25 °C n oTHocMTeNbHOM BAaXHOCTM 60% mnu npu Temnepatype 30 °C M OTHOCUTENbHOW
BNAXHOCTM 65%) M ycKopeHHbIx (npu Temnepatype 40 °C U OTHOCUTENbHOM BAAXKHOCTU 75%) ycnosuax
WAK NpU cobNoaeHUM YCNOBMIA, onucaHHbiX B pasgenax I, IV, VI u VIl Hactoawmx TpeboBaHui, B
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OTHOLUEHMM NPenapaToB Ha BOAHOM OCHOBE B MOYNPOHULLAEMbIX KOHTEHEepax HeraTMBHble AaHHble B
OTHOWEHMM CTabunbHOCTM dapmaLeBTUYECKOW CybCTaHUMKM WAM  NIeKapCTBEHHOTO Mpenaparta He
0OHapyKMBaOTCA, TO MO Pe3ynbTaTaM CPABHEHMUS C MCXOAHbIMW AAaHHbIMU [AOMYCKAETCA COXPAaHMUTb
paHee of06peHHbI Neprog, 40 NOBTOPHbIX UCCNEA0BAHUA MU CPOK FTOAHOCTU. B cnyyae obHapyKeHus
HeraTMBHOro BAWAHWA Ha CTabWNbHOCTb Mpenapata HeobXoAMMO YCTaHOBWTb HOBbIM CPOK FOAHOCTU.
Bonpoc 0 BO3MOXHOCTM 3KCTPanoNAUMM AaHHbIX WCCAeL0BaHWIA PeLlaeTca B KaXkgom cayyae no
pesy/nbTaTam NpeacTaB/eHHbIX AaHHbIX UCCeA0BaHUIN CTabUNbHOCTH.

280. B cnyyae ecnm gaHHble, NpeacTaBaeHHble B YCI0BUAX PeanbHOro BpemMeHu, NoATBEPXKO4AoTCA
pesynbTaTaMn  MPOBEAEHHbIX WCCAEA0BaHUN B YCKOPEHHbIX WAM  MPOMENKYTOYHbIX YCIOBUSAX,
[OMYyCKaeTca yBe/WYUTb Mepuod A0 MOBTOPHbIX MCCNeAOBaHUMA WAM CPOK TFOAHOCTU CBEpPX CPOKa,
YCTaHOBNEHHOrO MO pe3y/ibTaTam NPOBeAEHHbIX Ha TEKYLLMI MOMEHT BPEMEHW UCCaea0BaHNIA. B chyyae
€C/IM  AaHHble AO0NATOCPOYHbIX W YCKOPEHHbIX MWCC/NeA0BaHUN CBUAETENbCTBYIOT O HE3Ha4YMMOM
M3MEHEHUN WU OTCYTCTBUM M3MEHeHMA U Hebonbwol BapuabenbHocTM AMBO ee OTCYTCTBMMU, TO
BO3MOMHA 3KCTpanosauMa npeasaraemoro nepuoga 4O MOBTOPHbIX MCCnedoBaHMi, Ao 2 pas
MPEeBbILLAOLLANA CPOK, OXBAaYEHHbI AAHHBbIMU 4ONTOCPOYHbIX UCCNef0BaHMA, HO He Bosiee Yyem Ha 12
mecAaueB. CreneHb, KOTOpasa onpeaensercA B KaxkAOM OTAe/IbHOM C/ayyae, Ha KOTOPYK A0nycKaeTtca
3KCTpanosAumMsa nocse usmeHeHuns dapmaLeBTUYECKOW cybCTaHUMM MM FTOTOBOTO NpenapaTta U KoTopas
He OKa3blBaeT HEeraTMBHONO BAWUAHMA HA CTabUNbHOCTb, OYAET CUAbHO 3aBUCETb OT M3MEHEHUS BO
BPeEMeHW, BapuabenbHOCTU MNOJYYEHHbIX AaHHbIX, MNpeasiaraeMbiX YCNOBUM XpaHeHMA U obbema
npoBeAEeHHOro CTaTUCTUYECKOro aHan3a.

MpunoxkeHne N 1

K TpeboBaHMAM K UCCAef0BaHUIO
CTabuNbHOCTU NEKAaPCTBEHHbIX NPENapaToB
1 papmaueBTUYECKMX CyOCTaHUMIM

ycnosus
NPOBEAEHUA A0NTOCPOYHbIX UCCNEQOBAHUM CTABU/IBHOCTU
B 3ABUCUMOCTU OT KIUMATUYECKUX 30H

PekomeHgyemble yC/10BUA NPOBEAEHUA A0ArOCPOUHbIX UCCNeA0BaHU
CTabUNbHOCTM B 3aBUCUMOCTU OT KIMMaTUUECKUX 30H

Tabnuua 1
Knnmatnuec Onucanue Kputepun (cpegHasa rogosas Ycnosua nposeaeHmsA

KaA 30Ha Temnepartypa, U3mepeHHas Ha [0NTOCPOYHbIX
OTKPbITOM BO34yXe, Uan nccnenoBaHUim
cpepHee napumanbHoe (Temnepatypa u
OaBJ/ieHne BoAAHOro napa) OTHOCUTENbHAsA

B/1aYKHOCTb)

| YMepeHHbIn Knnmat <15°Cumm < 11 Ma 21°Cnd5%

Il CybTponuyeckuin unm >15°Cpo 22 °Cunu 25 °Cun 60%

Cpenm3eMHOMOPCKNIA >11rMapo 18 rMa
KAumaTt

11 apKuit n cyxom Kammat >22°Cumm < 15Ma 30°Cn35%



IV A HapKuit 1 BNa*KHbIN >22°Cunmn 30°Cun 65%
Kanmart >15rMa go 27 rMa

IVB apKuii 1 oyeHb >22°Cunn>27rMa 30°Cun75%
BNAXKHbIA Knumat

PekomeHpyemble yC10BUA NpoBeAeHUA A0NTOCPOUHbIX UCCef0BaHNI
ctabunbHoCTM AnA cTpaH BO3

Tabnuua 2

HasBaHue CTpPaHbl Ycnosua nposeaeHNA 4ONTOCPOYHbIX MCCﬂe,ﬂ,OBaHMﬁ
(TeMHepaTypa N OTHOCUTE/IbHAA BJ'Ia)KHOCTb)

AscTpanuiickuit Cotos
AscTpuiickaa Pecnybnuka
AsepbaligykaH
AnbaHusa
Anxup
AHZOppa
AHrona
AHTUrya 1 bapbyaa
ApreHTuHa
ApmeHuna
AdraHucrtaH
baramckune ocTtposa
baHrnagew
Bapbagoc
baxpeiH
Pecnybnvka benapycb
benus
benbrua
beHunH

Bonrapwus

BonuneapuaHckan PecnybanKka BeHecyana

bonunsua

25°Cun 60% nnm 30 °Cun 65%

25 °Cun 60% nnn 30 °Cn 65%

30°Cn65%

25°Cn60%

25°Cun 60%

25°Cn60%

30°Cn65%

30°Cun75%

25°Cn60%

25°Cun 60%

30°Cwn65%

30°Cn65%

30°Cn65%

30°Cun75%

30°Cn65%

25°Cn60%

30°Cn65%

25 °C 1 60% nnun 30 °C 1 65%

30°Cn65%

25 °C 1 60% nnun 30 °C 1 65%

30°Cwun 70% nnn 30 °Cwun 75%

30°Cwun 70% nnn 30 °Cun 75%




bocHuA n lepuerosnHa
boTcBaHa
Bbpasnnua
BpyHeli-[apyccanam
BypkuHa-daco
BypyHau
bytaH
Pecnybivka MakegoHus
BaHyaty
BeHrpua
BbeTHam
laboH
lantn
lanaHa
Fambua
laHa
BaTemana
IBMHeA
BuHeA-bucay
depepaTmeHaa Pecnybavka NepmanHna
MoHaypac
[peHaga
Mpeuunsa
Ipy3na
JanHuna
JemokpaTtnyeckan Pecnybnmka KoHro
OxRunbytn
JomMmunHuKaHcKas Pecnybavka
Ernner

3ambus

25°Cun 60%
25°Cn 60%
30°Cn75%
30°Cn75%
30°Cn65%
30°Cn65%
30°Cn65%

25°Cun 60% nnmn 30 °C 1 65%
30°Cn65%

25°Cun 60% nnm 30 °Cn 65%
30°Cun75%
30°Cn65%
30°Cun 65%

30°Cun 70% nnn 30 °Cn 75%
30°Cn65%
30°Cun75%
30°Cn65%
30°Cun 65%
30°Cn65%

25 °Cun 60% nnn 30 °C 1 65%
30°Cn65%
30°Cun 65%

25°Cun 60% nnm 30 °Cwn 65%
25°Cun 60%

25°Cun 60% nnn 30 °C 1 65%
30°Cn65%
30°Cun65%
30°Cn65%
30°Cun65%

30 °C w1 60% nnmn 30 °Cun 65%



3umbabee 30°Cun75%
N3paunnb 30°Cn70% nan 30 °Cu 75%
NopaaHusa 30 °Cun65%
NemeH 30 °Cn 65%
NHans 30°Cun70%
NHaoHe3uns 30°Cn 75%
Upak 30°Cn65%

MpaH (Ucnamckasa Pecnybnuka)

Upnanana 25 °Cn 60% nan 30 °Cun 65%
Ucnanana 25°Cn 60%
NcnaHua 25 °Cun 60% nnn 30 °Cn 65%
UTtanuna 25°Cun 60% nnm 30 °Cn 65%
Kabo-Bepae 30 °Cun 65%
KasaxcraH 25°Cun 60%
Kambopaa 30°Cun75%
KamepyH 30°Cun75%
KaHapa 30°Cn 65%
Karap 30°Cun 65%
Kenus 30°Cun65%
Kunp 25 °Cun 60% nnn 30 °C 1 65%
KupunbaTm 30 °Cun 65%
Kutan 30°Cun 65%
Konymbus 30°Cun75%

Komopckue octpoBa
KoHro

Kopeiickasa HapoaHo-emokpaTtuyeckas
Pecnybnvka

KocTta-Puka
Pecnybnnka KoT-a'MByap
Kyba

KysenT

30°Cn65%

30°Cn65%

30°Cn65%

25°Cn60%

30°Cn65%

30°Cn65%

30°Cn75%

30°Cn65%



Kbiprbi3cTtaH
Nateua

JNaocckaa HapoaHo-emokpaTuyecKkas
Pecnybnuka

NecoTto
Nnbepusn
JlneaH
locypapcTtso JlnBma
Nutea
Jiokcembypr
Magparackap
MaBpuKkui
MaspuTaHuA
Manasu
Manaiizus
Manu
Manbansckue ocTposa
ManbTa
MapoKko
Pecnybanka Mapwannosbl OcTpoBa
Mekcuka
MwuKpoHesusa
Mo3ambuk
MoHako
MoHronma
MbAHMa
Hamunbunsa
Haypy
Henan
Hurep

Hurepua

25°Cn 60%

25 °Cun 60% nnn 30 °Cun 65%

30°Cn75%

30°Cn75%

30°Cn65%

25°Cn60%

25°Cn 60%

25 °C 1 60% nnun 30 °C 1 65%

25 °C w1 60% nnun 30 °C 1 65%

30°Cn65%

30°Cn65%

30°Cn65%

30°Cwn60%

30°Cn75%

30°Cn65%

30°Cn65%

25°Cun 60% nnm 30 °Cun 65%

25°Cn60%

30°Cn65%

25°Cn60%

30°Cn65%

30°Cn75%

25°Cun 60% nnm 30 °Cun 65%

25°Cn60%

30°Cn75%

30°Cn65%

30°Cn65%

30°Cn75%

30°Cn65%

30°Cn75%



HunaepnaHabl
HuKaparya
locypapcTBeHHOe obpasoBaHMe Huys
HoBas 3enaHaua
Hopserua
ObbveanHeHHble Apabckme Imupatbl
OmaH
OctpoBsa Kyka
MakucraH
Manay
MNaHama
Manya-Hosas BMHeA
Mapaream
Mepy
Monbua
MopTyranua
Pecny6nuka Kopes
Pecnybnvnka MongoBsa
Poccuitckaa degepaums
PyaHpa
PymbiHUMA
Hesasucmmoe lNocygapcreo Camoa
CaH-MapuHo
CaH-Tome u MNprHcKnu
Caynosckas Apasua
CBasuneHg
Celwenbckue OctpoBa
CeHeran
CeHT-BUHCEHT 1 peHaanHbI

CeHT-/ltocua

25 °C 1 60% nnun 30 °C 1 65%

30°Cn65%

25°Cn65%

25 °Cun 60% nnn 30 °Cun 65%

25°Cn 60%
30°Cn65%
30°Cn65%
30°Cn65%
30°Cn65%
30°Cn65%
30°Cun75%
30°Cn65%
30°Cun 65%
30°Cn75%
25°Cun 60% nnm 30 °Cun 65%
25 °Cun 60% nnn 30 °C 1 65%
25°Cun 60% nnm 30 °Cn 65%
25°Cun 60%
25°Cn 60%
30°Cun 65%
25°Cun 60% nnm 30 °Cn 65%
30°Cun 65%
25°Cn 60%
30°Cun75%
30°Cun65%
30 °Cwn 60%
30°Cun65%
30°Cn65%
30°Cun75%

30°Cn75%



CeHT-Kntc n Hesuc
Cepbus

CuHranyp

Cupwiickan Apabckan PecnybamKa

CnoBakKus

CnoseHusa

CoeanHeHHble LUTaTsl AMepuKm

CoegmHeHHoe KoponescTso
BennkobputaHumn n CesepHon MpnaHanu

CoppyectBo LJOMUHUKK

ConomoHosbl OcTpoBa

Comanu
CypaH
CypuHam
Cbeppa-/leoHe
TagXuKncTaH
TaunaHg
TaH3aHuA
Tumop-/lewTtn
Toro
ToHra
TpuHungat n Tobaro
Tysany
TyHuC
TypKMeHucTaH
Typuma
YraHga
Y36eKkucTaH
YKpanHa
Ypyreaun

dnaxu

30°Cun65%

25°Cn 60%

30°Cn75%

25°Cn 60%
25 °Cun 60% nan 30 °Cn 65%
25°Cun 60% nnmn 30 °C 1 65%
30 °C 1 60% nan 30 °Cn 65%

25 °C 1 60% nnun 30 °C 1 65%

30°Cun 65%
30°Cn65%
30°Cun 65%
30°Cn65%
30°Cun 70% nnn 30 °Cun 75%
30°Cun75%
25°Cn 60%
30°Cun75%
30°Cn75%
30°Cun 65%
30°Cn75%
30°Cun 65%
30°Cn65%
30°Cun 65%
25°Cn 60%
25°Cn 60%
25°Cun 60%
30°Cn65%
25°Cun 60%
25°Cn 60%
30°Cun 60%

30°Cn65%



dnnmnnuHebl
duHNaHAMA
Xopsatuma

®paHuuAa

LleHTpanbHoadpuKaHcKas Pecnybanka

Yag
YepHoropua
Yewckan Pecnybaunka
Ynanm
LLseiuapckana KoHpepepauma
Koponesctso LUBeuua
W pwn-NanHka
DKBagop
Onb-CanbBagop
DKBaTOpManbHaa BUHeA
dpwutpen
3cTOoHUA
3duonus
lOxkHO-AdpurKaHcKas Pecnybanka

Amalika

30°Cn75%

25 °Cun 60% nnn 30 °Cun 65%

25°Cn60%

25 °Cun 60% nnn 30 °Cun 65%

30°Cn75%

30°Cn65%

25°Cn 60%

25 °C 1 60% nnun 30 °C 1 65%

30°Cn65%

25°Cun 60% nnm 30 °Cun 65%

25 °C w1 60% nnun 30 °C 1 65%

30°Cn65%

30°Cn65%

30°Cn65%

30°Cn65%

30°Cn65%

25°Cun 60% nnm 30 °Cun 65%

30°Cn65%

30°Cn65%

30°Cwn65%

MpunorkeHune N 2

K TpeboBaHMAM K UCCNeA0BaHUIO
CTabUNbHOCTN NEKAPCTBEHHbIX NPEnapaTos
1 papmaueBTUYECKUX CyBCTaHLUMM

TPEBOBAHMA
K YKA3AHUAM OTHOCUTE/IbHO YCNIOBUI1 XPAHEHWUA NEKAPCTBEHHbIX
NPENAPATOB U ®APMALIEBTUYECKUX CYBCTAHLUIA

l. YcnhoBua xpaHeHUA NeKapCTBEeHHbIX NpenapaTtos
1. CootBeTcTByHOLIME YCIOBMA XPAHEHWA JIEKAPCTBEHHbIX MpenapaTos, Ccornacykowmeca C

npuneegeHHbiMmn B 06LLI,EI7I XapPaKTEPUCTUKE NEKAPCTBEHHOINO npenaparta, CceayeTtr BK/AKOYATb B
UHCTPYKUMIO MO MeaANUUNHCKOMY NPUMEHEHUIO (ﬂVICTOK-BKﬂa,CI,bILIJ) M YKa3biBaTb B MaAPKUPOBKeE



NIeKapCTBEHHOrO MpenapaTa B COOTBETCTBMM C TPeOOBAHMAMM K WMHCTPYKUMM MO MeSULMUHCKOMY
NPUMEHEHMIO NEKAPCTBEHHbIX NPEMNAPATOB U 0OLLEN XapaKTePUCTUKE SIeKapCTBEHHbIX NPenapaTos A/
MEeANUMHCKOTO MPUMEHEHUS, YTBEPKAEHHbIMW PeweHnem CoBeTa EBpPasMIMCKON 3KOHOMMUYECKOM
Komuccum ot 3 Hoabpsa 2016 r. N 88, n TpeboBaHUAMM K MAapPKUPOBKE SIEKAPCTBEHHbIX CpeacTB Aas
MEONLMHCKOIO MPUMEHEHMUA U BETEPUHAPHBIX JIEKAaPCTBEHHbIX CPeAcCTB, YTBEPXKAEHHbIMU PeweHnem
CoBeTa EBpasnincKkoit SKOHOMMYECKON KoMmccum oT 3 Hosbpa 2016 . N 76.

2. YcnoBus xpaHeHMA 1IeKapCcTBEHHOroO npenapaTta A0/1XKHbl OCHOBbIBAaTbCA HA OLLEHKE Pe3ynbTaTos
nccnenoBaHUiM CTabuabHOCTM IeKAapPCTBEHHOTO Npenapara.

3. [laHHble, NOATBEPXKAEHHbIE pe3y/ibTaTaMu [A0/IFOCPOYHbIX UCCeA0BaHNI cTabuabHOCTU (npu
Temnepatype 25 °C M OTHOCUTENIbHOW BAAXKHOCTM 60%) W NpenyCMOTPEHHble MNyHKTamu 66 - 84
TpeboBaHMN K KUCCNenoBaHUID CTAabMAbHOCTM JIEKAPCTBEHHbIX MNpenapatoB M ¢dapmMaLeBTUYECKUX
cybcTaHumi, yTeepRaeHHbIX PeweHnem Konnernm EBpasmMinckom sakoHommnyeckon kommcemm ot 2018 r. N
(nanee - TpeboBaHMA K MCCNeA0BaHUIO CTaBUNLHOCTK), AONXKHbI BbITb NOATBEPKAEHbI pe3yabTaTaMu
YCKOPEHHbIX UCCNefoBaHWIA UM pe3ynbTaTaMm MPOMENKYTOUHbIX MCCNea0BaHUI (ecM NPUMEHUMO).

4. YcnoBuA XpaHEHWA NIeKapCTBEHHbIX MPEenapaToB A0/XHbI 6biTb TaKMMUK, YTOBbI NOJ/b30BaTENb
Mor ux cobntogaTb. [oMKHa CyLLeCTBOBATL NPAMasn CBA3b MeXAY YCI0BUAMM XPaHEHUA 1EKAaPCTBEHHOMO
npenapata, nOANENKAWMMM YKa3aHUIO B MapPKUPOBKE, M MpeacTaBAEHHbIMW  pe3ynbTaTaMu
nccnenoBaHWUiA  CTabUNbHOCTM JIEKAPCTBEHHOro npenapaTa. Henpuemnemo WCNo/ib3oBaHWE TaKWx
TEPMUHOB, KaK "KOMHaTHas TemnepaTtypa' 1 "yc/ioBUs OKpy:Katowen cpeabl'.

5. WMHPopmaumsa O fiekapcTBEHHOM MpenapaTte, MOANEXKallan YKasaHWio B MapKUMpPOBKe, B
3aBMCMMOCTM OT YCAOBMI MpOBeAeHUA WUCCAedoBaHWA CTabUAbHOCTM NeKapCTBEHHOrO npenapara
npueeaeHa B Tabauue 1. Jpyrve yKasaHua B MapKMPOBKE AOMYCKAOTCA TO/bKO B TeX CAy4yasnx, eciu
3TOro Henb3sA usbexaTb U AOKYMEHTa/NbHO MOATBEPNKAEHO, YTO MpuBedeHHble B Tabauue 1 ycnosua
XpaHeHWA ABAAIOTCA Henoaxoaawmmm. NMpeasoxeHHble YCA0BUA XpaHEeHUA A0/KHbI BbITb AOCTUNKMUMbI
Ha NPaKTUKe B eCTECTBEHHbIX YC/0BUAX U NOATBEPKAEHbI COOTBETCTBYIOLLMMMN AaHHbIMM,

MHdopmaumna o nekapcTBEHHOM NpenapaTte, NogJiexKauias
YKa3aHUIO B MapKMpPOBKe, B 3aBUCMMOCTH OT YC/I0BUii NpoBeAeHuUs
uccnepoBaHUii CTabUNbHOCTU IeKApCTBEHHOrO Npenapara

Tabnuua 1
Ycnosusa npoBeaeHMA UccnefoBaHnin, | YkasaHue B uHbopmauum | lononHUTeNbHOE yKa3aHue B
npuW KOTOPbIX NOATBEPKAEHA 0 /IeKapCTBEHHOM nHbopmauum o
cTabunbHoOCTb (TeMnepaTypa 1 npenapare JIeKapCcTBEHHOM Npenapare
OTHOCMUTE/IbHAA BIAXKHOCTb) <1> (npn HeobxoanmocTH)
JonrocpoyHble nccnegosaHma npu (25 oTCyTCTBYeT <2> "He xpaHuTb B
t 2)°Cu (60 £ 5)% u yckopeHHble npw xonoaunbHuke" nan "He
(40 £ 2)°Cu (75 T 5)% 3amopaxkunBaTtb"
JonrocpouHble uccnegosaHua npu (30 HeT <2> "He xpaHuTb B
t 2)°Cu (65 £ 5)% u yckopeHHble npw xonoaunbHuke" nan "He
(40 £ 2)°Cwu (75 T 5)% 3amopaxkunBaTtb"
JonrocpoyHble uccnegoBaHuma npu (25 "XpaHuTb Npu "He xpaHuTb B
+ 2)°Cun (60 + 5)% 1 NPOMEXKyTOuHble TEMNepaType He Bbilue xonoagunbHuke" nnmn "He
npn (30 = 2)°C(60 * 5)% mamn (65 £ 30°C 3amopaueaT,”

5)%


consultantplus://offline/ref=3B5F10DF9DFF6F7A58E26B141B3492569122241BB84F07E44DE52D01E672513C4E223CE4B0F22ABEB48366BD3513F8D0593E0397473202C6i0D0L
consultantplus://offline/ref=3B5F10DF9DFF6F7A58E26B141B34925691212B14BA4D07E44DE52D01E672513C4E223CE4B0F22ABEB58366BD3513F8D0593E0397473202C6i0D0L

JdonrocpouHble uccnegosaHuma npu (30 "XpaHuTb Npun "He xpaHuTb B

* 2)°Cu(65 = 5)% Temnepartype He Bbllle xonoaunbHuke" nam "He
30 °C" 3amopakmeatb"
JonrocpouHble nccnegoBaHua npu (25 "XpaHuTb Npu "He xpaHuTb B
* 2)°Cu(60 = 5)% Temnepartype He Bbllle xonoaunbHuke" nam "He
25 °C" 3amopakmeatb"
[lonrocpouHble uccneposanma npu (5 £ "XpaHute 8 "He 3amopakusarb"
3)°C X0N0ANbHUKE" nu
"XpaHuTb U

TPaHCMOPTMPOBATL B
xonoaunbHuKe" <3>, <4>

Huxke 0 °C "XpaHuTb B
MOPO3UAbHOM Kamepe"
nnun "XpaHuTb n
TPaHCNOPTMPOBATL B
MOPO3UNbHOM Kamepe"
<3>,<5>

<1> B 3aBMCMMOCTM OT NleKapCTBEHHON GOPMbl U CBOMCTB JIEKAPCTBEHHOrO nMpenapaTa MOMKeT
BO3HWKHYTb OMACHOCTb CHUMEHWSA KayecTBa BC/eACTBME OU3MYECKMX U3MEHEHWW Npu BO3LEWCTBUU
HU3KKX TemnepaTyp. TaKkKe B HEKOTOPbIX Cy4anx HU3KME TeMNepaTypbl MOTyT OKasblBaTb BO3AeNCTBUE
Ha ynakoBKy. B aTom cnyyae moxKeT noTpeboBaTbca AOMNONAHUTENbHAA MHPOPMALMA O IeKapcTBEHHOM
npenapare, NOANEMKALLANA YKa3aHNIO B MapPKMUPOBKe.

<2> B 0O6luel XapaKTepPUCTMKE JIeKapCTBEHHOro npenapaTa U MHCTPYKUUM N0 MeAULMHCKOMY
NPMMeEHEeHUIO (B  /JINCTKe-BKAagpllle) [AOMKHO ObiTb crneaytowlee  yKasaHve: "[na  [gaHHOroO
JIeKapCTBEHHOrO NpenapaTa He TpebytoTca cneunasbHble YCA0BMA XpaHeHns".

<3> B 06leli XapaKTepPUCTMKE JIeKApCTBEHHOro npenapata U MHCTPYKUUKM MO MegULMHCKOMY
NPUMeHeHUIo (B IMCTKe-BKNaAbIlWE) AOMKEH BbITb yKasaH TeMnepaTypHbIi guanasoH (Hanpumep, oT 2
°C no 8 °C)

<4> Mpn NPUHATUN peLeHna 0 HeobX0AMMOCTU TPAHCMOPTUPOBKM NeKAapCTBEHHOMO Npenaparta B
XONOAWUNbHUKE C/edyeT y4uTbiBaTb fAaHHble O CTabWAbHOCTW, MNOJYyYEHHble MPU  AOATOCPOUHbIX
nccnefoBaHuAxX Npu Temnepatype 25 °C M OTHOCUTENbHOM BAaXKHOCTM 60%. Takoe yKasaHue cnegyet
MCMNO/b30BaTb UCKNOUMTE/bHO NPU HAaUUYUW AaHHbIX, NOATBEPKAAOLWMX ero 060CHOBAHHOCTb.

<5> Takoe YKa3aHune cnegyet ncnosib3oBaTtb TOJIbKO B C/siydae, eCin ﬂ,aHHblﬁ d)aKTOp ABNAETCA
KPUTNYECKNM B OTHOLWLEHUN COXPaHEHUA CTabunbHOCTHU.

1. Apyrue cneumanbHble YKa3aHUA NO XPaHEeHUto
JNIeKapCTBEHHOrOo npenapara

6. JlekapcTBeHHble npenapaTbl c/AegyeT MOMeWaTb B YMAKOBKY, 06ecneuynBalollyo Ux
CTabMNIBHOCTb M NPEeLOTBPALLAIOLLYI0 CHUXKeHWe KadvecTBa. CneumanbHble YC/I0BUA  XpaHeHus,
NoA/ierKaline yKasaHUIo B MapKMPOBKeE, He cleayeT UCMO0/1b30BaTh C LEe/blo KOMNEHCALMK HeraTMBHOTO
B/MAHUA Ha CTabWIbHOCTb JIEKAPCTBEHHOrO Mpenaparta HenpaBuibHO MOAO0OPAHHON YMaKoBKU WAU
YMNaKoBKM HM3KOro KayectBa. [pn Heo6XoAMMOCTM MPUHATUA CMeumnanbHbIX Mep NpesoCTOPOXKHOCTM
ANA nauueHTa B MapKUPOBKE NEKapCTBEHHOMO Mnpenapata MOXeT 6biTb NpuBeaeHa A0MOAHUTENbHAsA
nHdopMauma, NpeacTaBieHHan B Tabaumue 2.



[ononHutenbHaa nHGopmauusa, ykasbiBaemasa B MapKUPOBKe
JIeKapCTBEHHbIX NPenapaTos, NpU He06X0AMMOCTU NPUHATUA
cneyManbHbIX Mep NPeAoCTOPOIKHOCTU

Tabnuua 2

Mpobnema npu xpaHeHUM JononHutenbHas MHGopMaLma 0 IeKapcTBEHHOM
npenapare <1> B 3aBUCUMOCTU OT YNaKOBKM

YyBCTBUTENBHOCTb K BNare XPaHUTb B MNJIOTHO YKYNOPEHHOM KOHTelHepe <2>
YyBCTBUTENBLHOCTL K BNare XPaHUTb B OPUTMHANbHOW yNaKoBKe <2>
YyBCTBUTENBHOCTb K CBETY <3> XPaHWUTb B OPUTMHAZIbHOM KOHTelHepe <1>
YyBCTBUTENLHOCTb K CBETY <3> [lepXaTb KOHTeHep <2> B HapyHOW Nayke

(nnn Bo BTOpMUHOI (NOTPEbUTENLCKOW) YNaKoBKe)

<1> Heobxogumo po6aBuTb 06bBACHEHME, COAep)Kallee CBeAEHWSs O 4YyBCTBUTENbHOCTM (06
OTCYTCTBMM YyBCTBUTENbHOCTU) Npenapara K CBeTy U (M1K1) BAaXKHOCTU.

<2> Cnepyert yKasblBaTb HAUMEHOBaHWE BUAA KOHTeHepa (Hanpumep, dnakoH, bavctep 1 T.4.).

<3> CBegeHua 06 uccnegoBaHmax Ha GoTocTabunbHOCTL NpuBeaeHbl B pasgene |V TpeboBaHuit K
nccneaoBaHuo cTabuibHOCTH.

Echn pononHuTenbHaa WHbopmaums cogepXut GopmynmMpoBKY "XpaHUTb B OPUIMHaNbHOWM
ynakoBke", To B3ameH ¢opmynnpoBkM "[na NeKapCTBEHHOro npenapata He TpebytoTca cneumanbHble
ycnosua xpaHeHua" ucnonb3yetca dopmynmpoBka "[aHHbI NeKAapCTBEHHbIM npenapaTt He Tpebyer
CneLmManbHbIX TEMNEPATYPHbIX YC0BUIM XpaHeHMA", ecnm 3To Heobxoanmo.

lll. eknapupoBaHue YyCNOBUIA XpaHEHUA
dapmaueBTHMUecKkon cybcTaHu MM

7. Ycnosus xXpaHeHua ¢GapmMaueBTMYECKOM CybCTaHUMKM OCHOBBLIBAIOTCA Ha  pes3ynbTaTax
nccnenoBaHUiA cTabuabHOCTU dapMaLeBTUYECKON cybcTaHUMK. YCNoBKA XpaHeHUs papmaLeBTUYECKOM
cy6CTaHUMM O0/KHbI YUMUTLIBATb MONOMKEHUA TPeboBaHMIA, YCTAHOB/EHHbLIX O/1A YCAOBMIM XpaHeHun
NleKapcTBEHHbIX NpenapaTos.

8. [Ona dapmaueBTMYECKMX CybCTaHUMIA, NOANeNKallMX XPaHEeHUI0 B XONOAUNbHUKE WK
MOPO3UNbLHOM Kamepe MBO noasiekalumx TPaHCMOPTUPOBKE B XOJOAUIbHUKE WAU MOPO3UAbHOM
Kamepe, B MapKMpPOBKe HeobXoAMMO yKa3biBaTb AMana3oH Temneparyp.

MpunorxkeHune N 3

K TpeboBaHMAM K UCCNeA0BaHMUIO
CTabUNbHOCTN NEKAPCTBEHHbIX NPENapaTos
1 papmaueBTUYECKUX CybCTaHLUMI



NPUMEPbDI
NAPAMETPOB A1 UCCNEAOBAHUA CTABU/IbHOCTU NEKAPCTBEHHbIX
NPENAPATOB U ®APMALIEBTUYECKUX CYBCTAHLUN

1. Ona scex d)apMaLI,eBTM‘-IECKVIX CYGCTaHLI,Mﬁ AO/1IXKHbl OLLEHNBATLCA NOKa3aTe/in BHELWHEro snaa,
KO/IN4ECTBEHHOIO coaep*XaHnAa U cogepxKaHnA NpPoAYKTOB Aerpagauun. ﬂ,pyrme NOKa3aTesin, KoTopble
noaBep»XeHbl UISMEHEHNAM, TOXe O0/1KHbI 6bITb n3y4yeHbl, €C/11 3TO NPUMEHUMO.

2. lna nekapcTBEHHbIX MpenapaToB MOoKasaTe/In BHELHEro B1aa, KoJMYeCcTBEHHOro coaepKaHusa
dbapmaueBTUYECKON CybCTaHUMKM U COAepyKaHMA MPOAYKTOB Aerpafaummn OOJKHbI OLEeHMBaTbCA ANA
BCEX JIEKAPCTBEHHbIX GOPM, TaKKe KaK U cogeprkaHuMe KOHCEePBAHTOB M aHTUMOKCUAAHTOB, €C/M 3TO
NPUMEHUMO ANs SAHHOTO IeKAPCTBEHHOIO Npenapara.

3. [loNiXKHa KOHTPOAMPOBATLCA MUKPOOMOSOrMYeckas 4YMCTOTa MHOTOA030BbIX CTEPU/bHBIX W
HEeCTepU/IbHbIX IeKapCTBEHHbIX dopm. MPOBOKALMOHHbIE MCCNeA0BaHUA HEOHXoAMMO MPOBOAUTL MO
MEHbLLEN Mepe B Hayane U KOHLE CPpOKa roAHOCTM NeKapCTBEHHOro npenaparta. Takue nccneaoBaHun
06bIYHO A0NKHbI BbITb BK/IOYEHbI B MPOrpamMmmMy pa3paboTKu NeKapCcTBEHHOrO nNpenapaTa, Hanpumep, B
pamKax popmMann3oBaHHbIX UCCNeN0BaHUA CTaBUNbHOCTMU.

HOHTpOI’Ib MMKpO6MOJ’IOI’M‘-I€CKOVI YUCTOTblI B AaﬂbHEVILUMX ncecnenoBaHMAX CTabunbHOCTU
NNEKAPCTBEHHbIX NpenapaTtos U d)apMaLI,EBTMHECKMX Cy6CTaHLI,Ml7I HE NpoBOAUTCA, €C/IN TONIbKO He 6binn
caenaHbl U3MEHEHWUA, KOTOpble MOTYT NOB/IMATbL Ha YPOBEHb MVIKpO6MO!'IOFW-IeCKMX noKasarenem
KayecTBa.

4. He Bce napameTpbl, yKasaHHble B MyHKTax 6 - 16 HacToAWero AOKYMEeHTa, AOJ/IKHbl ObITb
NMPOBEPEHbl B KaXAoOM TOYKE KOHTPO/sA. 3TO B MEPBYIO Ooyepedb OTHOCUTCA K WMCCNEeLOBAHWMIO Ha
CTEPUNBHOCTb, KOTOPOE MOMKHO NPOBOANTb A5 BONbLIMHCTBA CTEPUIbHBIX IEKAPCTBEHHbIX NPenapaToB
B Hayane W KOHUe nepuoga MccAefoBaHWn cTabunbHocTU. [pu npoBeaeHMM uUccaefoBaHUM Ha
NMUPOreHHOCTb M HaKTepUaibHble SHAOTOKCUHbI AOMNYCKAETCA OrPaHUUYUTBLCA UCCAeA0BaHMEM HA MOMEHT
BbiNyCKa. NS CTepuabHbIX NEKAPCTBEHHbIX GOpPM, coaeprKalmx cyxue maTepuasnbl (MOPOLKK WU
modununsatbl) U PacTBopbl, YyNakoBaHHble B 3anasHHbIe CTEKASHHbIe amny/bl, MUKpobMonornyeckue
nccnefoBaHUA OONYyCKAaeTca NpoBOAMTb TONbKO B UCXOAHOW TOYKe KOHTponsa. Mukpobuonoruyeckas
UYMCTOTA KUAKOCTEN, YNAKOBAHHbIX B CTEKAAHHbIE KOHTEMHEPDLI C 3/1aCTUYHBIMU 31EMEHTAMMN YKYTNOPKU
NN KOHTEMHEpPbl N3 NOAMMEPHbIX MaTepnanos, AONKHA aHANIM3NMPOBATLCA KaK MUHUMYM B Hadane u
KOHLE uccnenoBaHuA ctabunbHocTU. Ecnn gaHHble AONTOCPOYHbIX UCCNEA0BAHWUM, NpeacTaBieHHble B
YNONHOMOYEHHbIA OpraH rocygapctea - 4yneHa EBPasmMiMCKOro 3KOHOMMYECKOro COto3a, Ha MOMEHT
pernctTpaunmn NeKapcTBEHHOro npenapata He OXBaTbiBalOT BECb CPOK FOAHOCTM, HEOBXOAMMO TaKKe
npeacTaBuTb AaHHble 06 ypoBHE MUKPOBMOIOrMUYECKON YNCTOTbI B NOCEAHEN TOUKE KOHTPONS.

5. IlepedeHb MCCJIEOOBAaHUM, NPenCTaBJIEHHBN B TpeOOBaHMAX K MUCCIEIOBaHMIO
CTabnIbHOCTU JIEKAPCTBEHHEIX npenapaToB u QapmMalueBTHUUECKMX CyOCcTaHLUM,
YTBEPXIOEHHBIX PemeHueM Komnerun EBpasuMCKOM 5KOHOMUUECKOM KOMUCCUM
oT 2018 r©. N (mnanee - TpebOoBaHMA), IOJS KaxXIOM JIeKAPCTBEHHOMU
bopmel, He ABJIAeTCS MCUepHIHBALIMM. B TO Xe BpeMs He BCe IIPMBEINEHHBE B
TpeBoBaHMAX BUIH MCCJEOOBAHMI HOOJDKHEL BKJIOYATBLCS B NPOTOKOJ MCCJIEOOBAHUSI
CTabMIIBHOCTM KOHKPETHOI'O JIEKapCTBEHHOT'O IpenapaTa (HanpuMep, MCCienoBaHue
Ha 3anax JOOJIKHO MNPOBOAMTBLCSA TOJIBKO B Cllydae HeOOXOIMMOCTM M C COOJIOIeHMEM
TpeboBaHMUM Oe30NaCHOCTM NPM NPOBEINEHUM OaHHOTO MCCJIeIOBaHUA) .

Ecan CyuwleCTByeT BEPOATHOCTb TOro, YTO KOHTAKT YKYMOPKW C NEKAPCTBEHHbIM NpenapaTtom
NoB/IMAET Ha ero CTabuabHOCTb UAU NPOU3ONAYT U3SMEHEHMA B cUcTeMe "KOHTelHep - yKynopka", To B
NPOTOKON wUMccneaoBaHUA cTabunbHOCTU NEeKapCTBEHHOro npenapata AONOJIHUTENIbHO BBOAUTCA

nokasaTtenb "nosioxeHue" (0b6bIYHOE U NEepeBepHYTOE).

6. Tabnetkn. HeobxoaMmo NpoBeCTU UCCAeA0BaHME Ha PACcTBOPEHME MAWM pachnafaemocTb (npwu
HeobXxo0aAMMOCTH), coaepKaHMe BOoAbl U MPOYHOCTb Ha UCTUpPaHKUe (AnA TabneToK 6e3 060/104KK).

7. KaI'ICVJ'IbI. Ana TBEPAbIX XEeNatuHOBbIX Kancyn HEO6XOAMMO npoeecth uccnegoBaHMe Ha



XPYNKOCTb, pPacTBOpPeHWe WAW pacnagaemocTb (Npu  HeobxoAMMOCTM), COAep)KaHWe BoAbl WU
MUKPOBMOIOTUYECKYIO YNCTOTY.

ANA MArKMX »KenaTUHOBLIX Kancyn HeobxoAMmMOo MPOBECTM MCCNef0BaHME HA PAcTBOPEHME WU
pacnagaemocTb (Mpu HeobXo4MMOCTM), MUKPOBMONOTMYECKYIO YMCTOTY, pH, repmeTMyHoCcTb U
CKNenBaHue.

8. dmMynbcumn, cycneH3mMn 1 pacTBopbl 41A Npuema BHyTpb. Heobxoammo nposectn uccnegoBaHme
Ha obpa3oBaHMe ocafika, NPO3PAYHOCTb (418 pacTBopos), pH, BA3KOCTb, 3KCTparnpyemble BelLecTsa u
MWKPOBMONOTNYECKYIO YNCTOTY.

[na cycneHsuin AOMNOAHWUTENbHO HEOBX0AMMO MPOBECTM MCCNeAOoBaHME Ha AWCNEPCHOCTb,
peosorMyeckMe CBOWMCTBA, CPeAHMIM pasMep uacTul, M UX pacnpegeneHve. TaKKe OLeHWBAoTCA
nonMmopdHble npesBpalieHns (ecnm NPUMEHMMO), BO3MOXKHO TaKXkKe MpoBefdeHMe WcciefoBaHusA
npeobpasoBaHMA NOAMMOPGOB APYr B ApYra (ecnn NpUMeHUmo).

Ana smynbcuii ONONHUTENbHO HeobxoAMMO MPOBECTU WUCCAeLOoBaHWEe Ha pasgeneHue ¢as,
cpeaHuit pasmep 1 pacnpemeneHme UcneprupoBaHHbIX r1obyn.

9. MOpPOLLKK M rpaHybl A48 NPUroTOBAEHMA pacTBopa (cycneHsuun) ana npvema BHyTpb. Ciegyet
onpeaennTb CoAepsKaHune Boabl U BPEMA BOCCTAHOBAEHMA.

BoccTtaHoBNEHHble npenapaTbl, npeactasastowme coboil pacTBOPbl UM CYCNEH3MK, NOcCae WX
NMPUroTOB/IEHUA B COOTBETCTBMU C YKa3aHWUSAMMU, COAEpPrKalumuca B MHOOPMALUM O NEeKapCTBEHHOM
npenaparte, HeobxoaMmo ouUeHMBaTb B cooTBeTcTBUM C pasaenom VIl TpeboBaHUI Ha NPOTANKEHUMU
MAKCMMA/IbHO PEKOMEHA0BAHHOIO Nepmnoaa NPMMeHeHMA TaKoro BOCCTAHOB/IEHHOIO Npenapara.

10. [lo3MpoBaHHble WHrafATOpPbl U HasanbHble asposonun. CneayeT NPoOBECTM MCCeaoBaHuMe
nokasaTenen:

0AHOPOAHOCTU COAEPKAHUA A03bl;

3aABAeHHOro B MHOPMaLMM O NEKapCTBEHHOM Mpenapate 4yucna NpuUBeAEHWU B AencTeue
KNnanaHa KoHTelHepa, Npu KoTopom obecrneynBaeTcs 04HOPOAHOCTb COAEepPrKaHUA BblbpacbiBaemol 13
KOHTeWHepa [03bl;

a3poAMHaMMNYECKOro pacnpeaeneHua No pasmepy Yactuu,
MUKPOCKOMNNYECKOW OLEHKM;

coaepKaHua BoAabl;

KO3bdULMEHTa YTEUKN (TEPMETUYHOCTH);

cTeneHyn MMKPOBHOM KOHTaMUHaLMK;

KnanaHHOW A0CTaBKM (Macchl BNpbICKa);

notepu B macce;

HACOCHOW A0CTaBKY;

YYMKEepPOoAHbIX MEXaHUYECKUX BKIOUYEHU;

3KCTParMpyembix M BblAeNAeMblX BelecTB M3 NJAacTUYECKMX M 3/1aCTOMEPHbIX KOMMOHEHTOB
KOHTelHepa, YKYNopKM 1 Hacoca.



|_|p06bl H606X0,CI,VIMO XPaHUTb B BEPTUKA/IbHOM, NEPEBEPHYTOM UTN 6OKOBOM MONOKEHUMN.

Ona CYCNEeH3NOHHbIX aaposoneﬁ HEO6XO,£I,MMO nposectn MVIKpOCI-(OﬂM‘-IeCKMﬁ dHa/In3 BHELWHEro
B3 KOMMOHEHTOB K/1aMNaHa U coaepxmnmoro KOHTEl\;IHepa Ha npegmeT Han4na B HUX:

KPYMHbIX BKJAKOYEHWNIA;

m3meHeHmsa mopdosiornm Yactuy, bapmaueBTUYecKomn cybcTaHumm;
COLEeprKAaHUA arnoMepaTos;

pOoCTa KPUCTaNNOoB;

YYXKepOoaHbIX MEeXaHUYECKUX BKTIOYEHWN.

TaKKe B pamMKax MMKPOCKOMMYECKOTrO aHaaM3a BHEWHero BuAa HeobxoAuMmMO YCTaHOBUTb
KOPPO3UIO BHYTPEHHEN NOBEPXHOCTM KOHTEMHEpPa U M3HOC NPOKAAA0K.

11. Cnpewn Ha3anbHble. HeobxoamMmo nNpoBecTn nccienoBaHue nokasaTtenemn:
Npo3payHoOCTH (NS pacTBOpOB);

MUKPOBNONOrMYECKOM YNCTOThI;

3Ha4veHusa pH;

MeXaHUYECKUX BK/TIOYEHN;

OAHOPOAHOCTU COAEPKAHMA AENCTBYIOLLErO BELLECTBA B O4HOM BMPbICKE;

4yucna I'IpMBELI,EHMﬁ B AEVICTBME, YA0BNETBOPAOLWNX TpE6OBaHMlO Nno 04HOPOAHOCTUN coaepKaHUA
B OAHOM BMNpPbICKE;

pacnpeaeneHua No pasmepy Kaneab UAK YacTuL
noTepu B Macce;

HaCOCHOW A0CTaBKMU;

MUWKPOCKOMNNYECKOW OLeHKK (cycneHsni);
MHOPOAHbIX MeXaHUYECKMX BKAHOUEHWI;

9KCTpParMpyembix M BblAeNAeMbIX BelecTB M3 MNJIACTUYECKMX M 3/1aCTOMEPHbIX KOMMOHEHTOB
KOHTeHepa, YKYNOPKM U Hacoca.

12. lekapcTBeHHble GOPMbI A1 MECTHOTO (HAPYKHOr0), FMasHOro M yLWHOro NpMMeHeHus. B aTy
KaTeroputo BK/HOYAKOTCA Masn, Kpembl, NMacTbl, Fesin, PacTBOPbI, I1a3Hble Kanau U CNpeun 41a Hapy»KHOro
NPUMEHEHWA.

B neKapcTBeHHbIX npenapatax A/A MeCTHOro mnpumMmeHeHuA (BK}'IIO‘-Iaﬂ rnasHble " YuUHble
NNIEKapCTBEHHDbIE npenapaTbl) HeO6XO,CI,MMO nposecTtn nccnegoBsaHme noKasarteneu:

Npo3paYHOCTH;
rOMOFeHHOCTH,

3HayeHusa pH;



CNOCOBHOCTU K pecycneHanpoBaHuio (418 NOCbOHOB);

KOHCUCTEHUNY;

BA3KOCTY;

pacnpeaeneHus 4YactuL, no pasmepy (418 cycneHsnin - ecnm BbINOAHMUMO);
MUKPOBNONOrMYECcKo YNCTOTbI M NOTepU B macce (Npu HeobxoaMmocTu).

OLeHKa rNasHbIX U YWHbIX N€KapCTBEHHbIX NpenapaToB (Hanpumep, KPEMOB, Maseld, PacTBOPOB U
CycneH3ui) [AO/KHA BKAOYaTb B cebs cregyrowme AOMNONHUTE/IbHbIE MAapameTpbl: CTePWUSIbHOCTb,
MeXaHWYeCcKMe BKIOUYEeHNA U U3B/ieKaemblli 0bbem.

OueHKa cnpeeB ANA HaApPyXHOrFro npumeHeHuAa AOO1IXKHa npeaycmatTpuBaTtb aHanni cieayrounx
AONO/IHUTE/IbHbIX NAPaMEeTPOB:

faBneHue;

noTeps B macce;

o6Lan n3BaeKaeman macca;

CKOPOCTb 40CTaBKMY;

MWKPOB6MOOrMyecKkan YnCToTa;

XapaKTep pacnblieHns;

coaep:kaHue BoAdpl U pacnpeaeneHue 4acTuL, no pasmepy (4na cycneHsui).

13. Cynnosutopumn. HeobxogMmo nNpoOBecTM  WUcCAeAoBaHME  CTENEHW  PasMArYeHus,
pacnagaemocTu 1 pacTBopeHus (npu Temnepatype 37 °C).

14. MapeHTepanbHble JIeKapCTBEHHble Npenapatbl manoro obbema (1 mn uam meHee 1 mn).
Heobxoanmo npoBecTy uccnegoBaHue No CAefyowmm NoKasaTenam:

LBeT;
Npo3payYHoOCTb (N5 pacTBOPOB);
MeXaHWYECKMNE BKITIOYEHUS;
3Ha4veHue pH;

CTePUNbHOCTb;

cofeprkaHue sHAOTOKCUHOB.

UccneposaHuA CTabunbHOCTU NOopoOLWKOB ana MHBEKLMOHHbIX pacTeopoB AO/TXKHbI
npegycmaTtpmeatb OUEHKY UBETa, BpemMeHU BOCCTaHOBAEHMA U coAepXXaHhA BOAbl. CneumanbHble
napameTpbl, nognexauwne aHaanly 4Yepe3 COOTBeTCTByHOWMNE WHTEPBAJZIbl Ha NPOTAXEHUUN BCEro
MaKCMMa/ZIbHOTO CPOKa NpMUMeHEHNA BOCCTAHOB/IEHHOIO /IEKAPCTBEHHOIO Npenapata, Npn ycaoBuun, 4To
OH XPaHUTCA B YCNIOBUAX, YKA3aHHbIX B MHd)OpMaLI,MM O HEM, BK/IIOYAKOT B cebs: Npo3payvyHOCTb, LUBeT, pH,
CTepUNbHOCTb, MUPOreHHOCTb (co,u,ep)KaHMe 3HAOTOKCMHOB) M MexaHu4ecKkue BKAOYeHMA. MoxKeT
I'IOTpe6OBaTbCF| MOHUTOPUHI CTEPUNBHOCTM MNOC/NAe BOCCTaHOBNEHWMA MNpenapata, Hanpumep, B
ABYXKaMepHbIX Wnphuax, ecin 3aaBa1€HO, YTO BOCCTAaHOB/1IEHNE HE NPUBOAOUT K NOTeEPE CTEPUNBHOCTHN.



UccneposaHna cTabunbHOCTU CYCﬂeHBMﬁ AanAa MHBEKuMﬁ AOJIXXHbI OOMO/THUTENBbHO BKJ/1HOYATb B
CeﬁﬂpaCﬂpeAGHEHMEHaCTMHIH)pa3Mepy,AMCHepCHOCTbM peOﬂOFMHECKMECBOﬁCTBa

NccnenoBaHna CTabUNbHOCTM 3MYNbCUIA AN MHBEKUMIN A0/KHbI AOMOJHUTENIbHO BKAOYaTb B
cebs pasaeneHue ¢as, BA3KOCTb, CPEAHMI pasmep U pacnpegeneHme 4acTul, no pasmepy.

15. MapeHTepanbHble NEKapCTBEHHble npenapaTbl 6osblioro obvema. Heobxoammo nposectu
nccnegoBaHue No cnegyolwmm nokasaTenAam: LBET, MexaHWdecKue BKAYeHuA, pH, cTepunbHOCTb,
NUPOreHHOCTb (coaepskaHMe 3HAOTOKCMHOB) U 06beM.

16. TpaHcaepmasnbHble nnacTbipn. Heobxogumo npoBecTM uccnefoBaHMe MO CleAylowmm
MoKasaTenAM: CKOPOCTb BbICBODOXKAEHUS in Vitro, repmMeTUYHOCTb, MMKpOBMonorMyeckas 4ucroTa
(cTepMAbHOCTB), MPOYHOCTb Ha OTKNEMBAHME U aAresuns Npu casure.

Mpunoxkenne N 4

K TpeboBaHMAM K UCCAeA0BaHMUIO
CTabUNbHOCTU NEKAPCTBEHHbIX NPENapaTos
1 papmaueBTUYECKUX CybCTaHUMM

B/1IOK-CXEMA
NMPUHATUA PELLEHWUI NMPU UCCNEQOBAHUU NEKAPCTBEHHbIX NMPEMAPATOB
HA ®OTOCTABUJ/IbHOCTb
Hauaso
\/
Ia
> | CocTaB m3MeHAeTCA? > | IlpamMasdg 3KCIO3ULUA
\/
Ia
HetT VI3mMeHeHUe —> OKOHUaHUE
npueMieMoe? VCCcJienoBaHUM
|
|
\/ \/ Hert
Ia
[lepBruHasa ynakoBka >|llepBUYHasA ylaKOBKa
u3MeHdaeTcda? T
|
\/
Ia
zsmMeHeHUe > OkoHUaHUE
Her npmueMiemoe? VCcclienoBaHmm
\/ Her
\/
T BropruHasa
Bropuunas Ia (moTpeburenbckas)
(norpeburenbckasg) F——> yIIaKOBKa
YIIaKOBKa M3MeHseTCsa? T




| | |
\/

Ia
VIzsMeHeHUe —_ OKOHUaHME
npmuemMieMoe ? MCCJIenoOBaHUM
HeT
\/

VI3MeHeHMre YIIaKOBKMU
WU cocTasa

MpunoxkeHne N 5

K TpeboBaHMAM K UCCAef0BaHUIO
CTabUNbHOCTU NEKAPCTBEHHbIX NPENapaTos
1 papmaueBTUYECKUX cybCcTaHUNiM

METOANKA XUHUHOBOW XUMWNYECKON AKTUHOMETPUU

1. HactoAwas MeToamKka npegHasHayeHa A48 MOAPOOHOro ONUCAHWA AKTMHOMETPUYECKOM
CUCTEMbI KOHTPO/A CBETOBOW 3KCMO3UUMK OT GAYOPECLLEHTHOW NaMnbl, FreHEPUPYIOLWEN n3nydyeHve B
6/VMKHel  ynbTpaduonetoBo o6nact, p[AA  NPUMEHEHUA MpPU  MPOBEAEHUM  UCCNeA0BaHUM
CTabMNBbHOCTM NIeKAaPCTBEHHbIX NPENapaToB U GapMaueBTUYECKUX cybcTaHUMiA. Qs ApyrMX UCTOYHUKOB
cBeTa (aKTMHOMETPUYECKUX CUCTEM) MOMKET ObiTb MCMO/b30BaH aHaNOMMuHbIA MOAXo4, HO KarKaas
aKTMHOMETpUYECKasa cMcTeMa A01XKHa bbiTb 0TKaNMBPOBaHa A4 UCMNO/b3YeMOoro UCTOYHMKA CBeTa.

2. [na wccnefoBaHWMA TOTOBMTCA [AOCTAaTOYHOE KO/MYECTBO BOAHOMO pPacTBopa XWMHMHa
MmoHorugpoxnopuaa aurmgpata 2% (macca/obbem) (npu  HeobxoAMMOCTM pacTBOpAETca npu
HarpesaHum).

3. BO3MOKHbl 2 BapuaHTa:

BapuaHT 1. 10 mn pacTBopa NOMeLLAeTcA B YNaKoBKY (becuBeTHY0 amnyny) BMecTumocTtbto 20 mn,
repMeTMYecKM YKYnopuBaeTCca M MUCMOAb3yeTcs B KayecTBe Npobbl. B apyryio 6ecuseTHylo amnynay
BMecTMMOCTbio 20 M nomeltaetcs 10 ma pacTBopa, repMeTMYecKn YKynopMBaeTcs, 3aBOpayYnBaeTca B
aNtOMMHMEBYIO GObY ANA NOMHOM 3alMTbl OT CBETa W UCMO/Ib3YETCA B KaYecTBe KOHTPO/IbHOW Npobbl.
dopma v pasmep amnynbl NpeacTaBAEHbl HA PUCYHKeE.



DunameTtp crep)xus:
21,8+0,40 mm

OtaepcTie (8 MeCTe CeMeHUA):
7,0£0,7 MM

InuHa crepkHs:
80x1,2 MM

Mpoba n KoHTpo/ibHas Npoba noaBepratoTcsa BO34ENCTBMIO UCTOYHMKA CBETA B TeYeHWe 3a4aHHOro
BpemeHu (4acos). Mo 3aBepLIEHMM IKCNO3NLUUM HEOBXOANMO onNpeaenuTb Ko3apPUUUEeHTbl NOrNoLWEeHNn
npobbl (A;) n KoHTpoAa (A,) npu 400 HM ¢ ucnonb3oBaHWem 1 cm noraowatowero cnod. PaccunTtbiBaeTcs
pa3HOCTb MOKa3aTesield ONTUYEeCKOW NAOTHOCTU Npob (A = A; - A,). MpPoAONKNTENBHOCTb BO3AENCTBUSA
CBeTa [0/1’KHA ObITb AOCTAaTOMHOWN A5 0obecnevyeHmns N3MeHEHUA ONTUYECKOM MJIOTHOCTU HE MeHee Yem
Ha 0,9;

BapuWaHT 2. 2 KBapLeBble AYelikn (TonwmHoli cnos 1 cm) 3anonHATcA pactBopom. OgHa AdeliKa
NCcnosib3yeTcs B KayecTBe Npobbl, Apyran syenka 3aBopaymMBaeTca B aNtoMUHMUEBYHO GObry ANA NOAHOM
3alMTbl OT CBETAa WU WUCMNONb3YyeTCA B KayecTBe KOHTPO/sbHOW npobbl. Mpoba M KoHTponbHaa npoba
noasepratoTcA BO3AEWCTBUIO MCTOYHMKA CBETA B TeYeHWe 3aJaHHoro BpemeHu (4acos). [Mocne
npekpaweHns BO3AENCTBMA MCTOYHMKA CBETa onpedenserca OonTuyeckasa NAOTHOCTb Npobbl (AT) u
KOHTPO/IbHOM Npobbl (A;) Nnpu 400 HM € Ucnonb3oBaHMemM 1 cm nornouwlatowero cnos. PaccuntoiBaetca
pa3HOCTb MOKasaTesiell ONTUYECKOM NAOTHOCTM Npob (A = A; - A,). Mpoao XKUTENbHOCTb BO34EACTBUSA
cBeTa A0/1KHa bbITb AOCTAaTOYHOM AN obecnevyeHna U3MEHEHNS ONTUYECKOM NIOTHOCTU HEe MeHee Yem
Ha 0,5.

4. [lonycKaeTcA WCMNOJIb30BaHWE WHbIX KOHQUrypauuii ynakoBKM (amnys, s4eek, KIoBeT) npu
YCNIOBMM  MX  COOTBETCTBYOWEN Banugaumn. [JOnycKaeTcad  WUCNo/b30BaHWE  afbTepPHATMBHbIX
Ba/INAMPOBAHHbBIX XMMUYECKUX aKTUHOMETPOB.

MpunokeHne N 6

K TpeboBaHMAM K UCCNea0BaHUIO
CTabUNbHOCTN NEKAPCTBEHHbIX NPENapaTos
1 papmaueBTUYECKUX cybCcTaHLMiA

B/IOK-CXEMA
NPUHATUA PELLEHUIM NPU OLEHKE AAHHbIX NOBTOPHOIO UCC/IEAOBAHUA
CTABU/1IbHOCTU U YCTAHOBJ/IEHUA CPOKA TrOAHOCTU NEKAPCTBEHHbIX
NPENAPATOB U ®APMALIEBTUYECKUX CYBCTAHLIUM (3A UCK/TIOYEHUEM
NEKAPCTBEHHbIX NPEMAPATOB, NOANEXALLIMX 3AMOPAXMNBAHMUIO)

‘ SKCTpaHOﬂHLLMH He ,ILOHyCKaETCH.‘



HeobxooumMo paccMOTPeTh
Ia BO3MOXHOCTE COKpalleHrd
> nepuona OO IOBTOPHHIX
( ) MCCJIeIOBaHUM MJIM Cpoka
IaHHEIE O CTaOUIIBHOCTM TOOHOCTM B CJIydae BHABJIEHMSI IO
BCex IIoKas3aTesel /\ pesyibTaTaM CTaTUCTUIECKOTO
KadecTBa IIpom3ouIIo aHaJMsBa OaHHBIX OOJITOCPOYHHIX
IpY BCEX YCJIOBUAX 3Ha4YMMoe MCCJIenoBaHuUl BapmrabesibHOCTHU
XPaHeHMs1 CBEeCTM B M3MeHeH!re IaHHBIX
TabInLLy < B TeuyeHUe >
n (unm) npencTaBUThb 3 Mecdues
rpadruecku YCKOPEHHOTO
¥ NpOoaHalIM3UpPOBAaThb XpaHeHussa? SKCTpanoasaumusg
OTHEJIBHO IO KaXIOMy \/ He ONyCKaeTCsd.
rnokasaTeso /\ Her HeobxomoumMo paccMOTpeThb
( ) >| BOBMOXHOCTBL COKpalleHMS
nepmuona IO IOBTOPHBIX
MCCJIeIOBaHUM MM CpoOKa
TOIHOCTU IO pesyJibTaTaMm
CTaTUCTUYECKOT'O aHamM3a
IOaHHEIX DOOJII'OCPOYHBIX
Ia MCCJIeOOBaHUM U UX
BapuabesbHOCTU
/\
\/
/\ /\
[IpOM30LIIO 3HaYMMOe /\ [Ipou301I0
M3MEHEHME B TeUeHMe Ia I[lpenHa3Ha4YeHEl | Het JIV 3HadmmMmoe
< 6 MecsleB B >——><ya XpaHeHus B>———> M3MEHEeHMEe B Ia
YCIJIOBUAX |XOHOHMHBHMK€? | IPOMEXY T OUHEIX
YCKOPEHHEIX \/ YCIIOBUAX
VCCJIeIOBaHUM XPaHeHUA?
\/ \/
HeT
Her
\/
/\ \/
COoTJlacHO OOJINOCPOYHEM Her nna /\
IAHHBIM BHEISABJIEHE: (1) (1) IlaHHBIE TTOIJIEXAaT Her mna (1) winm
He3HAauUMMEE MV3MEeHEeHUS uim (2) CTaTUCTUUECKOMY (2) smbo
< BO BPEMEHM WM UX >———— <  anaymmzy (1)7?
oTcyTcTBME U (2) mbo niis CTaTucTUue CKUM g odoux
He3HauMTeJIbHa g oBomx aHaMz3 [IpOoBemeH
BaprabesibHOCTb WUIU (2)7 \/
ee oTCcyTCTBME? \/
\/ | [lpM HaJNIMYMM
Ila (B oboux BHAUYVMEBIX
crrydasx) BCIIOMOT'@TeJIbHBIX
b IaHHEBIX :
Y = He > X + 3 mMmec.
Ia (B oboux ciydasax)
IIpy HaIMuum
CTaTUCTUIECKOTO
\/ \/ bY——>|aHamuza u 3HAUUMBIX
/\ /\ IaHHbIX :
CorjlacHO IaHHEM Her nna (1) IlanHEIe TmomJjiexaT Y = ne > 1,5 X,
YCKOPEHHOT'O XPaHEeHUs, i (2) CTaTUCTHUUECKOMY HO He > X + 6 MecC.
BBEIABJIEHH: (1) Hes3HauuMele | Jmubo mna < anammzy (1)7? >
< WU3MeHeHMA BO BpPEMEHU >—————————> CTaTnCcTrIeCKUM Y - mnpenjaraemsit
VIV UX OTCYTCTBMe M (2) oBomx aHalM3 MNPOBeleH nepmuon IO INOBTOPHBIX
He3HauMTeJbHasa (2)7 VCCJIeOOBaHUM MIIN
BapnabesyIbHOCTb MJIIU \/ CPOK T'OLHOCTM
ee OTCyTCTBME? X - mnepwuon,
\/ OXBadeHHH HdaHHBMU
IOJITOCPOUHEIX
MCCJenoOBaHUM
IODa (B oBoux ciyudasax) Ia (B obBoux
crydasax)
\/
( ) |




CraTucTuueCKmuin
aHamms3
(kak NpaBMIIO)
He TpebyeTcsa

\/

\/

Her nna (1)
mnn (2)
hpiZiele}
g obomx

\/

He > 2X, HO He > X + 12
MecC.

VIV B XOJIOOMJILHMKE :

He > 1,5X, HO He > X + 6

Hp]/[ HaJIMuMy CTaTUCTUUECKOTIO
aHaJiM3a ¥ 3HAYVMBIX
LOOMOJIHUTEJIbHEIX HOaHHBIX :

Y = He > 2X, HO He > X +
12 mec.

MJIML B XOJIOOWMJIIbHUKE @

Y = He > 1,5X, HO He > X +
6 Mec.

Hp]/[ HaJIMuMM 3HAUYVMBIX
IOOIIOJIHMTEJIbHEIX IOaHHBIX @
Y = we > 1,5X%,

HO He > X + 6 Mec. wiu B
XOJIOOMJIbHUKE :

Y = He > X + 3 mMmec.




