KOJIEMs EBPA3MACKON 3KOHOMUWYECKOW KOMUCCUU

PELWLEHUE
ot 10 mas 2018 r. N 69

OB YTBEPXXAEHV TPEBOBAHUI
KWUCCNEAOBAHNIKO CTABU/IbHOCTU JIEKAPCTBEHHBIX NPEMNMAPATOB
N ®PAPMALEEBTUYECKNX CYBCTAHLUN

CrnrCcoK M3MEHSIIOLMX JOKYMEHTOB
(B pen. peienusi Konnerny EBpasuiickol 5KOHOMUUECKOM KOMUCCHN
ot 30.06.2020 N 86)

B cooTtBetcTBUM co cTaThelt 30 [JoroBopa o EBpa3uiickom 5KOHOMHYeCKOM cotro3e oT 29 mas 2014
rojia, MyHKTOM 2 cTaTtbu 3 U cTaThei 6 CorsamieHys 0 eWHBIX MPUHIUIAX M TTpaBWIax obparieHus
JIeKapCTBEHHBIX CPeJICTB B paMKaxX EBpa3viCKOro SKOHOMUUECKOTO Ccoro3a oT 23 nekabps 2014 ropa u
MyHKTOM 3 mMepeuHsi akTOB EBpa3suiCKOM 3KOHOMUYECKOM KOMHCCHH T0 BOMPOCaM Pery/IupOBaHUs
00IMX PpBIHKOB JIEKapCTBEHHBIX CPEACTB W MEAUIMHCKUX U3feMMid B paMkKax EBpa3uiickoro
5KOHOMHYecKoro coro3a Ha 2017 - 2019 roap! (mpusokeHue K pacropsbkeHuto Kosneruu EBpasuiickon
5KOHOMHYeCcKoi komuccuu oT 17 mast 2017 r. N 15) Konnerus EBpasuiickoli 5SKOHOMUYECKOW KOMHUCCUU
peruna:

1. YTBepauth mnpunaraemble TpeOoBaHMSI K WCCIeOBAHHIO CTaOWUIBHOCTUA JieKapCTBEHHBIX
TperaparoB ¥ apMarieBTUUeCKUX CyOCTaHIIHA.

2. Hacrosiiee PellieHre BCTyraeT B CWIy T0 UCTeueHHWH 6 MecslleB C JaThl ero O(QUIMaIbLHOTO
oIy 0/IMKOBaHUSI.

IIpenceparens Kosiernu
EBpa3uiickoit 5KOHOMUUeCKOW KOMUCCUU
T.CAPKUCHAH

YTBepxeHbl

Perrenviem Kosnernu

EBpasuiickoit 5KOHOMUUeCKOH KOMUCCUU
or 10 mas 2018 r. N 69

TPEBOBAHUA
KWUCCNEAOBAHNIKO CTABU/IbHOCTU JIEKAPCTBEHHBIX NPEMAPATOB
N ®PAPMALEEBTUYECKNX CYBCTAHLUN

Cn1CcoK M3MEeHSIIOLMX JOKYMEHTOB
(B pen. peienusi Konnerny EBpasuiickoil 5KOHOMUUECKOM KOMUCCHN



ot 30.06.2020 N 86)

I. OGLMe NonoXKeHnA

1. Hacrosimue TpeboBanusi pa3paboTaHbl B cOOTBeTCTBUM ¢ COT/alieHueM O eAWHBIX TIPHUHLIUIIAX
Y MpaBuU/Iax oOpalljeHus IeKapCTBeHHBIX CPe/ICTB B paMKax EBpa3uiickoro 3KOHOMHUECKOTO COr03a OT
23 nekabpst 2014 rofia B 1ie/s1X yCTAHOBJ/IEHUS MOPsKa UCC/IeI0BaHKUsI CTaOUIBHOCTH JIEKapCTBEHHBIX
nperiapatoB 4 ¢apMaleBTUUecKux CyOCTaHIMi B TOCyJapCcTBax - wieHax EBpa3suiickoro
5KOHOMHYECKOT0 COro3a (Jjasee COOTBETCTBEHHO - rocyjapcrBa-usieHbl, Cor03) B [OIOJHEHHEe K
nonoxkeHusiM [lpaBun perucrpauvv W 3KCOEPTU3bl JIEKAPCTBEHHBIX CPEJACTB JJI1 MeJULIMHCKOIO
TIpUMeHeHus], yTBep>KeHHbIX Perienrem CoBeta EBpa3uiickoli 5KOHOMHUECKOW KOMUCCUU OT 3 HOSIODSI
2016 r. N 78 (pganee - IIpaBuna peructpanuu u skcneptussl), [IpaBui Hajexaile mpor3BOACTBEHHOU
MpakTUKM EBpa3suicKoro 3KOHOMHUUYECKOTO COr03a, yTBepXAeHHbIX Pemenvem CoBera EBpasuiickoi
9KOHOMHYeCKOM KoMrccuu oT 3 Hosiopst 2016 . N 77.

2. TpeboBaHusi K WHCCIe[0OBaHUSAM CTabUIBHOCTH OHOJOTMYECKHX JIeKApCTBEHHBIX CPeZICTB
ycTaHoB/ieHbl [lpaBWsiaMu TIPOBe/IeHUsS] HCC/eJOBaHUM OMO/IOTMUECKUX JIeKAPCTBEHHBIX CpeJCTB
EBpasuiiCKOro 5KOHOMMUYECKOrO COr3a, yTBepkAeHHbIMU Pemennem CoBeta EBpasuiickoi
9KOHOMMUECKOW KOMUCCUH OT 3 HOosiopst 2016 . N 89.

3. Hacrosimye TpeGoBaHUS TPUMEHSIIOTCS TIPH TJIAHWPOBAHUM W TIPOBEIEHUM WCC/Ie[JOBaHUH
cTabunbHOCTH (hapMalleBTUUeCKUX CYyOCTAHLIUN U JIeKapCTBEHHBIX TIperapaToB Ha WX OCHOBe, a TaKkKe
TIPYU COCTaBJ/IEHUM PEerMCTPALIMOHHOTO Aocke. [Ipy 3TOM B OTHOIIEHUH (hapMalleBTHUeCKHUX CyOCTaHIui
Y JIeKapCTBEHHBIX MperapaToB OHOOruuecKoro (B TOM uuc/ie OMOTeXHO/IOTHUeCKOT0) TPOUCXOXK/EHHS
Hactosimye TpebOoBaHUSI TIPUMEHSIFOTCSI B YaCTH, He TIPOTUBOpeyvalliedl TpeboBaHUsIM r/aBbl 8 IpaBun
TIPOBE/IEHUS] UCC/IeZIOBAaHUM OMOIOTHUYECKUX JIeKApCTBEHHBIX Cpe/CcTB EBpa3viiCKOro S5KOHOMHUECKOTO
coto3a. K paauodapmarieBTHUECKMM, PAaCTUTEIbHBIM (apMaljeBTUUECKUM CyOCTaHLUAM, a TaKXKe K
JIeKapCTBeHHBLIM TIperiapaTaM, TOJIydUeHHbIM Ha MX OCHOBe, HacTosiue TpeOoBaHUs TPUMEHSIFOTCS B
YyacTH, He TIPOTUBOPeyalleii TpeboBaHUSAM K UCC/IeZ0BaHUSIM CTaOUIBHOCTH pajiiodapMalieBTUUeCKUX U
pacTUTeNbHBIX (apMalleBTUUeCKUX CyOCTaHIMA W JIeKapCTBEHHBIX TIperapaToB, OrMpe/iessieMbIM
EBpasuniicKkoi 5KOHOMHUUeCKOor KoMuccuen (fanee - Komuccus).

4. lenaMu TIpOBe[eHUS] WCC/IEOBAHUN CTAaOWIBHOCTH SIBJISIIOTCS TIOJIyYeHWe [aHHbIX 00
M3MeHeHHWH KadecTBa (hapMalleBTUUeCKOM CyOCTaHI[MM WM JIeKapCTBEHHOI'O Mperapara C TedyeHheM
BpEMEHM TI0J] BAMSHWEM pa3/MUHbIX (PAKTOPOB OKpY»Karolled cpefbl (TeMIepaTypbl, BIaKHOCTA U
CBeTa), a TaKXKe YCTaHOB/IEHWe PeKOMeH/yeMbIX YCJIOBHN XpaHeHWsi W Tepuojia [0 TOBTOPHBIX
WCC/IeIoBaHUM  CTaOW/IbHOM — (hapMarieBTUUeCKOl CyOCTaHIMM, CpPOKa TOAHOCTH MasioyCTOMUMBBIX
(hapMareBTHUeCKUX CyOCTaHI[|I UK JIeKapCTBEHHBIX TperapaToB.

Il. OnpegeneHun
5. [lns1 nesiedi Hactosiux TpeGoBaHMI UCITIO/IBL3YIOTCS TIOHSTHSL, KOTOpPbIe 03HAUAIOT CJIe/IyIolee:

"BbIOOp KpaliHux BapuaHTOB (OpeketwHr)" (bracketing) - cocraBjieHWe TlaHa HWCC/IeOBaHMUS
CTabW/ILHOCTH TakKuM 00pa3oM, uTOOBI WCC/I€ZOBAaHWIO TIO/[BEPrajMCh TMPOOBI TOJMBKO C KpalHWMU
(TpefesTbHBIMU) 3HAYEHUSIMU OTIpeZie/IeHHBIX ()aKTOPOB B Psily BO BCEX BPEMEHHBIX TOYKaX KOHTPOJIS,
WCII0JIb3yeMBIX TIPH TIPOBE/IEHUM TTOJTHBIX MCC/lefoBaHu. [1naH mpesnosnaraet, uto cTabMILHOCTD P06
C TIPOME)KYTOUYHBIMY 3HaUeHUsIMH (DaKTOPOB B Psily IPUPABHUBAETCS K CTaOM/ILHOCTU TIPOO C KpaHUMU



3Ha4YeHUsIMU,

" TAHHBIE, OTIOJTHUTETBHO TIOITBep)KAarolIre cTabuIpHOCTD" (supporting stability data) - maHHBIe,
KOTOpble He SB/IAIOTCS OCHOBHBIMH JIaHHBIMA O CTaOW/ILHOCTH, TIO/IyYeHHBIMH B  XOJe
dbopManu3oBaHHBIX (CTAHJAPTHO BBITIOJHSEMBIX B COOTBETCTBUU C TIPEABSBISEMBIMH K 3THUM
HCCIeJOBaHUSAM TpebOoBaHUsIMU) HCC/efioBaHUN. Takue [aHHBbIe [OTOJHUATETbHO OOOCHOBBIBAIOT
aHaJTUTUYeCKre MeTO/IMKH, Tpe//IOXKeHHbIN eproZ, 0 MOBTOPHBIX MCC/eJOBaHHUN WM CPOK MOJHOCTH,
a TakXKe YCJIOBUSI XpaHeHUsT;

"naTa UCTeueHWs] CpPOKa rOJHOCTU (CpoKa XxpaHeHus1)" (expiration date) - mara, yka3aHHasi B
MapKHpOBKe KOHTeiHepa (hapMaljeBTHUeCKOW CyOCTaHI[UM WM JIeKapCTBEHHOTO Tiperapara M
o0Oo3HayvarIllass OKOHUaHWe T[epuojia, B TeueHHWE KOTOPOTo (BK/IIOUMTENBHO) TIPU XpaHEHWH B
YCTaHOBJIEHHBIX YC/JIOBUSIX OHU OyAyT COOTBETCTBOBATb YTBEPXKAEHHBIM CHelU(PUKAI[UIM U T10
HCTeUeHHH KOTOPOTr0 UX HeJlb3s UCI0J/Ib30BaTh;

"naTa TpoBe/leHUs] TIOBTOPHBIX HcCCaefoBaHui" (re-test data) - jaTa, Mocjie KOTOpPOW crefyeT
TIOBTOPHO TMPOBECTH MCC/Ie/JOBaHUSI CTAaOM/IbHON (hapMalleBTHUeCKOW CyOCTaHLIUM /ISt TIOATBEePXK/eHHSI
ee COOTBEeTCTBUS Criel[u(UKallui U, COOTBETCTBEHHO, MPUTOAHOCTH [I/isi TIPOU3BO/ICTBA OTPe/ie/IeHHOTO
JleKapCTBEHHOTO Tperapara;

"mata TPOW3BOJCTBA CepuM'" - Jara BBITIOJHEHWs TIepBOM oOrepalyy, BK/IOYasi CMellldBaHHe
aKTUBHOUW (papMalieBTUUeCKON CyOCTaHLIMM C JPYTMMH COCTAaBJISIFOIIMMU JIeKapCTBEHHOTO TIperiapaTa.
55t meKapCTBEHHBIX TIPerapaToB, COCTOSIIIMX M3 OJHOM (hapmalleBTUUeCKOW CyOCTaHI[UU B TIepBUYHOM
yIaKoBKe, JaTOW TPOU3BO/CTBA CUMTAeTCsl HayajibHasi jaTa (acoBKU (HAroJIHeHUs TMepBUYHON
YIaKOBKH);

(B peg. pemenust Konnernu EBpasuiickor skoHomuveckor komuccuu ot 30.06.2020 N 86)

"nonarocpounbie uccnenoBanus” (long term testing) - mcciegoBaHus CTaOUIBHOCTH (DU3MUECKUX,
XUMHAYeCKUX, Ouosiorndyeckux, OnodapmalleBTHUeCKUX W MHUKPOOMONOTHYECKUX XapaKTepUCTUK
dapMarieBTHUeCKol CyOCTaHIIMM WM JIEKapCTBEHHOTO TIperapaTta B LeJiIX OmpefiesieHus Tiepruojia 1o
TIOBTOPHBIX HWCC/IeZIOBAaHUM /Il TIOATBEP)KAEHUSI paHee YCTAaHOBJIEHHOTO CpPOKa TOAHOCTA W (WJTH)
yCJIOBUI XpaHeHUs], yKa3aHHbIX B MHGOpMAI[MK O JileKapCTBEHHOM Iperiapare;

"MoTyCTUMble OTK/JIOHEHUSI B YCIOBUSIX XpaHeHus" (storage condition tolerances) - ripuemsieMble
KosiebaHusl TeMIiepaTypbl U OTHOCUTE/TbHOUM BJIQYKHOCTH B TeXHUUECKUX CPeJCTBaXxX [/is XpaHeHWs TpU
(hopMaM30BaHHBIX UCC/IEJOBAHUSX CTaOUTBHOCTH;

"3HauUMMOe KU3MeHeHUe JieKapcTBeHHOro rnpenapara” (significant change of the drug product) -
OJIHO U3 CJIeAIYIOLUX U3MeHeHU:

S5-TIPOLIEHTHOe UW3MEHeHWe COJlep)KaHusi WIM HeCOOTBETCTBUME KDUTEpPUsSM TPUEM/IEMOCTU TI0
aKTUBHOCTHU (potency) (TP UCIIOb30BaHUU OMOIOTHYeCKUX WU UMMYHOJIOTHUYEeCKUX METO/IOB);

MpeBbILIeHNE KPUTEPUA INMPpUEeMJIEMOCTH TIPOAYKTAa Aerpajaliin;

HECOOTBETCTBME KDUTEPUSIM TPUEMJIEMOCTH [0 BHEIIHEMY BHUAY, (U3MYECKUM CBOWMCTBaM U
(GYHKLIMOHABHBIM ~ XapaKTepUCTUKaM (HarpuMep, TIO 1BeTy, pa3jeieHuto (a3, CrocoOHOCTH K
pecycrieHMpOBaHUI0, M0 KOMKOBaHHIO (C/ieXKMBaeMOCTH), TIPOYHOCTH, AOCTaBKe OJHOM [J03bl MpHU
npuBeJileHUH B JleficTBUe). [loMycKaloTCs HEKOTOpble M3MeHeHHUs (PM3MYeCKUX CBOMCTB B YCIOBHUSIX
YCKOPEeHHbBIX UCC/IeZloBaHNH (HarpyuMep, pasMsirueHue CyIro3uTOpPHUEB, M/1aB/iIeHUe KPeMOB);



HECOOTBETCTBHE KPUTEPUIO TIPUEM/IEMOCTH TI0 3HaueHWI0 pH (Tipy HaMuUWKM JAHHOTO TTOKa3aTeJsis
B crieljudrKalun);

HEeCOOTBETCTBME KDUTEPUI0 TPUEMJIEMOCTH TIPU PAaCTBOpeHMH 12 eAWHUL] [A03UPOBAHHOIO
JIeKapCTBEHHOTO Tpernapara (Tpy Ha/IMuKK JaHHOTO TOKa3aTesisi B CrieliuUKaliimn);

"3HaurMoOe U3MeHeHUe ¢apMalieBThUueckol cyOctaHuuu" (significant change of the API) -
u3MeHeHHe, TIOC/le KOToporo (papMmarieBTHuUeckass CyOCTaHIMs —IepecTaeT COOTBETCTBOBAaTb
crieljidUKaIvu;

"Wccne[0oBaHUs TIPUHYAUTeNbHOU Aerpasanuu (pasnoxenusi)” (forced degradation testing studies)
- WICC/IeIOBaHMs1, HAallpaB/ieHHbIe Ha TpeJHaMepeHHY0 Aerpasaluo npoosl. Ecivi He 060CHOBaHO MHOe,
TaKue WCC/e/JoBaHMsl C/ieflyeT MPOBOAUTH TMpU pa3paboTke dapMalieBTUUecKod CyOCTaHL[UM, JaHHbIe
WCC/IeJlOBaHUM MCTIOMB3YIOTCS [/l OLIeHKH 0011jeii (hoTOuyBCTBUTEBHOCTA MaTepuasa npu pa3paboTke
MeTOAMKHU U (WIK) JJ1s1 BBISICHEHUS TTyTel ero Aerpajaiiuu (pas/ioyKeHus);

"knuMaTtuueckue 30HBI" (climatic zones) - 30HBI, Jie/leHMe Ha KOTOpble OCHOBaHO Ha
TIPEBA/TMPYIOLIUX €XKEeTOHbIX KTMMAaTHYeCKUX YC/IOBHSIX;

"KOMHaTHasi Temriepatypa’ - 0ObIUHbBIE YC/IOBUSI OKPY>KalOIIel Cpe/ibl;

"KpUTHUECKOe W3MeHeHHe JIeKapCTBeHHOTO Tiperiapata wid (apMaleBTHUeckKol cyOcTaHuuu' -
v3MeHeHUe, BiUsitollee Ha 3(deKTHBHOCTb, 0e30macHOCT, W (W/IM) KauecTBO JIeKapCTBEHHOTO
riperiapaTa Wik apMalleBTUUeCKOM CyOCTaHI1Y;

"MaTepuasibHbIN OamaHc" (mass balance) - cymma Macchl, Mo/iyueHHOW TPH KOJHUUECTBEHHOM
OTIpe/le/IeHUH, W MacChl TIPOAYKTOB Jlerpafialiuu (pasjioKeHus), ompeziesisieMasi sl TOTO, UTOOBI
OLIEHUTb, HACKOJIBKO O/M3Ka mosiydyeHHass cymMmMma K 100 mpoiieHTaM OT MCXOZHOTO 3HAUeHHs C yUYeTOM
JTOTTyCTUMOM OIIMOKY B PAMKaX aHa/TUTUYECKOW MeTO/IUKH;

"MaTpUUHOe TJIaHUpOBaHue', "MaTpUuHbIii MeToA" (matrixing) - pa3paboTKa riaHa ucc/ieoBaHUs
CTabUIBLHOCTH TakKUM 00pa3oM, UTOOBI TOJMBKO BbIOpaHHasi uyacThb W3 O0OIero KojnuyecTBa ITPoO
aHanM3vpoBasiach B OIpe/ie/leHHbIi MOMEHT BpeMeHM C yueTOM BceX KomOuHaiuii ¢akropo. Ha
MOC/TeAYIOIIMX 3Tarax KOHTPOJIS C/ieflyeT UCC/Ie/|0BaTh APYToi KOMIUIEKT Tpob 13 obIrero KoimvecTBa
C yueToM BcexX KoMOuHanumii (aktopos. [1naH mpesnonaraeT, 4to CTabUIBHOCTb UCC/IeA0BAHHBIX TTPOO
OTOXK/IECTBJISIETCST CO CTaOMTbHOCTBIO BCEX MPO0 B JAHHBIA MOMEHT BpeMeHH. [I0/KHBI ObITh BBISBIIEHBI
(yureHsl) pa3nuuusi B mpobax Jjisi OJHOTO W TOTO >Ke JIeKApCTBEHHOro TIiperiapaTta, B TOM UHMCIIe
pasnnuys, OXBaTbIBalOIllMe pasHble CepuM, PasHyl [03UPOBKY, pa3HbIi pasMep OJUHAKOBOIO THIA
YMaKOBKU U YKYTIOPOYHBIX 3JIEMEHTOB U, eC/TH He00X0AUMO, CUCTEMBI "KOHTEHHep - YKyTIopKa';

"MHOr0/j030Basi yrnakoBKa" - [IepBMYHasl YIIAKOBKA JIeKAPCTBEHHOI'O TIIperapara, KoOTopas
TI03BOJIsSIeT 110C/Ie0BaTeIbHO 0TOUPAaTh [03bl JIeKapCTBEHHOTO Tperapara U3 o0Ijero KoauJyecTsa /03,
Coiep>KalluXcsl B 9TOM YIakOBKe, He W3MeHsisl TpU 3TOM 0e30racHOCTb, KOHLIEHTpaLUio, KauecTBO U
MUKPOOMOIOTMYeCKYI0 YUCTOTY OCTaBIIIeiCsl YaCTH JieKapCTBEHHOTO Mperapara;

"HOBasi (papMalleBTHUecKasi CyOcTaHIusA"', "HoBas MOJIeKy/sipHas CTpyKTypa" (new molecular
entity) - dapmarieBThueckast CyOCTaHIIMs, COZiepKailias MOJIEKYJly HOBOTO XMMHYECKOTO BeIleCTBa,
OTCYTCTBYIOILI[ETO B COCTaBe KAKOTrO-JIMOO 3aperuCTpUPOBAaHHOTO JIeKapCTBEHHOTO TIperiapaTta, B TOM
yuc/ie HOBYIO CO/b, 3GUD WIM TMPOU3BOAHOE (C HEKOBa/leHTHON CBsi3bl0) (papMaljeBTHUeCKOn



cyOCTaHI[UM, pa3perieHHoM /I/isi IPUMeHeHUs;

"onbITHO-TIpOMbIIIeHHast cepusi” (pilot scale batch) - cepust hapmareBTHUECKOM CyOCTaHIMN UK
JIeKapCTBEHHOTO TIperiapara, MpOW3BeJeHHasi Ha IPOMBIIIJIEHHOM 000pYyJOBaHMMA B COOTBETCTBUU C
TeXHOJIOTHel, UCTIoMb3yeMo MpU MOJTHOMAacCIITabHOM CepUHOM TMPOW3BOACTBe (UM TOCPeJCTBOM ee
Mo/ienipoBaHusi). OTBITHO-TIPOMBIIIIEHHAsE Cepusi [jisi TBepAbIX JIeKapCTBeHHBIX (opM [/l TipremMa
BHYTpb, KaK TIPaBUIO, COCTaB/sieT He MeHee 1/10 ob6bema rpombinieHHON cepyr i 100 000 eauHuL]
JT0O3UPOBAHHOM JIeKapCTBEHHOM (hOpMbI (B 3aBUCMIMOCTH OT TOT'0, UTO O0/IbIIIe);

"OTHOCHUTE/IbHAs BJI&KHOCTH' - OTHOLIEHWE MNapLWaJbHOIO [JaBJeHUs MapoB BOAbl B rase (B
MepByl0 odYepelb, B BO3/yXe) K pPaBHOBECHOMY [aB/€HUI0 HACBIIIEHHBbIX IApOB MPU [JaHHOMU
TeMIlepaType;

"mepBuyHasi cepusi” (primary batch) - cepusi papmaiieBTHUeCKO# CyOCTaHLIMK WK JIeKapCTBEHHOTO
nperniapata, KOTopasi MCIOJb3yeTcss B (OpPManyd30BaHHBIX MCCIe[0BaHUSAX CTAOWIBbHOCTH /IS
yCTaHOBJIEHUs TIepro/a [0 MOBTOPHBIX UCC/Ie0BaHUM WM YCTAaHOB/IEHUS] CPOKA FOJHOCTH U [JaHHbIE O
CTabUIBHOCTH KOTOPOM BK/TIOUAIOTCSI B PErWCTPariioOHHOe Aoche. OOBeM TMepBUYHOW CepuM [iist
(apmartieBTHUECKOM CyOCTaHLIMM JO/DKeH ObITh He MeHee 00beMa OIBITHO-TIPOMBIIIJIEHHON cepud. s
JIeKapCTBEHHOTO Tiperapata o0bembl 2-i WM 3- Cepuu JO/DKHBI ObITh He MeHee 00BHEMOB
OTIBITHO-TIPOMBIII/IEHHBIX Cepuii, o0beM 3-i cepuM MoOXKeT OBbITb MeHbIlle TpPU YyCJIOBUU ee
perpe3eHTaTUBHOCTU B OTHOLUEHWM KPUTUYECKUX CTaZuld MpOU3BOACTBA. llepBHUYHBIE cepyuu MOIYT
OBbITH Y TTPOMBILLIEHHBIMY;

"mepuoj, A0 MOBTOPHBIX HccenoBaHuil" (re-test period) - mepuos [0 TPOBeJieHUs] TTOBTOPHBIX
WCCIe/JOBaHN, B TedyeHHWe KOTOpPOro cTabuibHast QapmarjeBThyeckasi CyOCTaHIMS COOTBETCTBYET
crietyUKalMM KauecTBa U MPUroJHa /i/1s1 TPOM3BO/CTBA JIeKAPCTBEHHOTO MperiapaTa Mnpu cobsiojeHnn
yCJIOBUM XpaHeHUsi, 3asB/ieHHbIX B Macrep-¢aiiie ¢apmalieBTHUeCcKoi CyOCTaHLMM, BK/IFOUEHHOM B
perucTpalioHHOe [l0Cbe JIeKapCTBeHHOro Iiperiapara. [lo uWcTeueHMM 3TOro mepuoja Cepuro
dapmaiieBTMUECKOM  cyOCTaHLMM, TIpefHa3sHAUeHHYIO [l UCIIO/Ib30BaHUSI B  TPOM3BO/CTBE
JIeKapCTBEHHOTO TIperapara, Heo0X0[uMO MOBTOPHO HCC/IE/[0BAaTh Ha COOTBETCTBHE CHeLU(PUKALUA U
3aTeM He3aMe//INTeJIbHO WCI0b30BaTh. Cepuio  ¢apMaleBTUYeCKOW CyOCTaHLIMU  [IOTTyCKaeTCs
HCC/ieloBaTh MHOTOKPAaTHO, pasHble YacTh CepUd MOTYT ObITb MCII0/Ib30BaHbl TOC/AE KaXKOro
TIOBTOPHOTO MCCJIeIOBaHUs [I0 TeX T0p, TI0Ka OHU TIPO/I0/KAI0T COOTBETCTBOBATD Crieliu(rKaLiy;

"mepuof, TIpUMeHeHUsl JieKapCTBeHHOro rperapata” (utilization period of medicinal product) -
Mepyo/l, B TeueHHWe KOTOPOTO JIOMyCKaeTCs TPUMEHSTh JIeKapCTBeHHBIM TperapaT B MHOI'0/J030BOM
yMaKOBKe T0C/Ie TIePBOT0 BCKPBITHS TIEPBUYHOMN YTIAaKOBKH C COXpaHeHWeM KauecTBa, YCTAaHOBJIEHHOTO B
crieliupUKaIny;

"moATBepxKAarole uccienoBanus’” (confirmatory studies) - wmcciiefoBaHUs, TIPOBOJUMBIE [JIsI
oripejie/ieHUsT XapaKTePUCTUK (OTOCTaOUIBLHOCTU B CTaHjapTU3MPOBAaHHBIX yCJIOBUSX, YCTaHOB/IEHHBIX
HacTosuMu Tpeboanusmu, dapmakorieert Coro3a wiv (hapMakornesiMH TOCyJapCTB-urieHoOB. Takue
WCCIIeIOBaHUSI TIPOBOJISATCS /ISl OTIpeZiesieHrs Mep TIPeZ0CTOPOXXHOCTH, TpeOyeMbIX TIpY TIPOU3BO/ICTBE
WA TIPUTOTOBJIEHWM (hapMalleBTHUeCKOW CyOCTaHIMKM WK pa3paboTke cocTaBa JIeKapCTBEHHOTO
mperapata JJisi YMeHbIIeHUs BO3JEWCTBUsS CBeTa, a Takke HeO0OXOJUMOCTH MCII0/b30BaHUS
CBETOYCTOWYMBOU YIIAaKOBKU U (W/IH) CrieLjiaJbHOM MapKUPOBKU. [1Ji1 MOATBep)KaroLUX UCCIel0BaHUI
ceputo (cepum) ciefyeT BbIOMpPaTb B COOTBETCTBUM C YKa3aHUsSMU TI0 BbIOOpY cepuii Jjist
JIONITOCPOYHBIX W YCKOPEHHBIX WCC/e[0BaHWM, oOmMcaHHbIX B pasgenax III u IV HacTosmmx
TpeboBanwuii;



"Mo/lynpoHULIaeMble  YIIaKOBKU (KOHTeliHephbl)" (semi-permeable containers) - KoOHTelHepHI,
KOTOpble TIO3BOJISIFOT TPOHHWKAaTh pPacTBOPUTEN0 (0OBIYHO BOZiE), HO TIPEMSATCTBYIOT TIOTEpe
PacTBOPEHHOT'0 BeleCTBa;

"mpeaBapuTeNbHBIA CPOK ropHocTH" (provisional shelf-life) - cpok ropHocTH, ycTaHOB/IEHHBIM
BPpEMEHHO Ha OCHOBAHHHU Y/IOBJIETBOPUTE/IbHBIX Ppe3yJIbTaTOB YCKODEHHBIX WCCIe[JOBaHUN U
VIMEIOLIUXCS JAHHBIX J0ITOCPOYHOT0 UCC/Ie/I0BaHus JIEKapCTBEHHOT O TIperapaTa B ccTeMe "KOHTeiiHep
- YKyTopKa", rpe/iHa3HaueHHOU [/ peanv3aliyy;

"mpoMexyTouHble uccienoBaHus” (intermediate testing) - ucc/iefoBaHUS, TPOBOAWMBIE TIPU
temriepatype 30 °C M OTHOCUTENBHOW B/I&KHOCTM 65 MPOLEHTOB, HArpaB/ieHHble Ha YMepPEeHHOe
TOBbIIlIEHWEe CKOPOCTHM XUMMUECKOW Jerpajialiuu Wid (QU3nueckKux H3MeHeHHH (papmalieBTHUeCKOM
cyOCTaHIIUM WM JIeKapCTBEHHOIO Tiperapara, KOTOpble IUIAHUPYeTCsl AOJTOCPOYHO XPaHWUTh TIpU
TemnepaTtype 25 °C;

"mpombitiyieHHass cepusi” (production batch) - cepus dapmaiieBTHUECKONW CyOCTaHI[UM WM
JIeKapCTBEHHOTO TIperiapaTa TPOMBIIUIEHHOTO MaciiTaba, Tpow3Be/ieHHass B TIPOW3BO/ICTBEHHOM
TIOMEIIIeHHH C KCII0/Ib30BaHWEM TIPOM3BO/ICTBEHHOTO O0OPYZIOBaHUS TakK, KaK 3TO YyKa3aHO B
perucTpalioHHOM JJ0Che JIeKapCTBEHHOT'0 TIperapara;

"cepuu, TIO[[BepraeMble HCCIeOBaHUSIM CTAaOMIBHOCTH B COOTBETCTBUM C 00si3aTenbCTBOM"
(commitment batches) - mpomelIiieHHbIe cepyur (hapMarleBTUUeCKON CyOCTaHLIMK WX JIeKapCTBEHHOTO
rperiapara, WCC/eIOBaHUs CTaOW/IBHOCTH KOTOPBIX HauaThl WM OKOHYEHBI TI0C/e DPervcTpalyd B
COOTBETCTBUM C 00s3aTeNbCTBOM, B3AThIM Ha ce0si 3asBUTe/leM BO BpeMsl MPOBeJeHUs TIPOLIeAyp B
cooTBeTCTBUM C [IpaBuIaMu pervcTpaly U SKCIepTH3bl U YKa3aHHBIM B PerMCTPAl[MOHHOM /10Che;

"cneumduKalus Ha BbIMycK', "criequdukaiys npu Beimycke" (release specification) - mepeueHb
roKa3aTesiell KauecTBa, MeTOZIOB MX OTpejie/ieHrsl U KpUTepreB TIPUeM/IeMOCTH, C TOMOIIbI0 KOTOPBIX
orpeZie/isieTcsi KaUeCTBO JIeKapCTBEHHOT'O Tperapara Ha MOMEHT BhIITyCKa;

"crietduKalvisg Ha CpPoOK TofgHocTH (cpok xpaHeHus1)" (shelf life specification) - mepeuenn
roKasaresiell KauecTBa, MeTO/OB WX OMpeJie/ieHHsI U KPUTepUeB MpPHUeM/IeMOCTH, KOTOPBIM [[OJKHbI
COOTBETCTBOBATh (hapmalrjeBTHUeCKasi CyOCTaHI[UsI WK JIeKapCTBEHHBIN Tperapar B TeueHHe CpoKa UX
rOAHOCTH";

"cpok ropHoctu", "cpok xpaHenusi" (shelf life, expiration dating period) - mepuos, B TeueHue
KOTOPOI'O JIeKapCTBeHHBIM IpernapaT [JO/DKEH COOTBeTCTBOBaTh CrelM(UKaLMu IpU Hazjjlexallem
XpaHeHUH B YC/IOBUSIX, YKa3aHHBIX Ha YIIaKOBKE;

"ctabunbHasi ~ cyOctaHims ~ (stable  substance) - dapmareBTHueckas — cyOcTaHIuS,
COOTBETCTBYIOL[asi CrielU(UKaLMK TpU ee XpaHeHUW mpu TemnepaType 25 °C U OTHOCHTE/IbHOU
B/IaXHOCTH 60 npoueHToB uny nipu Temneparype 30 °C 1 0OTHOCUTe/NBHOM BiakHOCTH 60 mporjeHToB (65
MPOLIEHTOB) B TeueHWe 2 jieT, a Takke mnpu TemrnepaType 40 °C ¥ OTHOCUTETBHOW BIaKHOCTU 75
TIPOLIEHTOB B TeueHUe 6 MecsLieB;

"CTpeccoBbIe MCC/Ie[0BaHUS JieKapCTBeHHOTOo TpenapaTa” (stress testing of the medicinal product)
- WICCTIe[IOBaHUSI, TIPOBOJIMIMbIE /ISl OL[eHKH BIUSHUS O0siee HeOIaronpusTHBIX YC/IOBUM, YeM yCIOBUS
YCKOPEHHBIX UCC/IeZIOBAaHUM XpaHeHUs, U BK/IFOYAloIe B ce0s ncciefioBaHus Ha (pOTOCTaOUIBHOCTD U
HCCIe/JOBaHUs ITapaMeTpOB, crieliuuuecKux [/si oripe/ie/IeHHbIX JIeKapCTBeHHBIX (popm;



"cTpeccoBble uccenoBaHus (hapMarieBTHUecKoW cybcraHuumu” (stress testing of the API) -
WCC/IeIOBAaHUs], TIPOBOAMMbBIE /i1 YCTAHOB/IEHUSI XapaKTePUCTUK CTaOWUIBbHOCTH, CBOMCTBEHHBIX
dapMarieBTHUeCKOW cyOcTaHIuu. Takue UCCe[0BaHuUs IBISIFOTCS YaCThIO CTPAaTeruu pa3paboTKy U, Kak
TIPaBUJIO, POBOASTCS TIpU O0Jiee HeOIAarONPHUSATHBIX YC/IOBUSX, UEM YCKOPEHHBIE UCC/IeI0BaHMS;

"cymjectBytoiiasi  dapmarieBThueckass cyOcrtanius” (existing API) - ¢dapmarieBTHUecKas
cyOcTaHIUs, KOTOpas BXOJWT B COCTaB JIeKapCTBEHHOTO Tiperiapata, 3aperdCcTpPUPOBAaHHOTO Ha
Tepputopuu Cor03a;

"yckopeHHble uccnenoBaHusi” (accelerated testing) - wccnefoBaHusl, CIIAaHMPOBAHHBIE C LIEJIbIO
YCKOPeHHUs XMMUYEeCKOW Zerpajaiyyd uiu (Gpu3nueckoro M3MeHeHHs (papMarieBTUUeCcKOH CyOCTaHI[UM
b0 JIeKapCTBEHHOTO TperapaTa IMOCPEeAICTBOM CO37laHUSI HeOIaronpHsTHBIX YCIOBUH XPAHEHUS M
SIBJIAIOIIMECS] YacThbi0 (hopMa/lM30BaHHOM TMPOTpaMMbl HCCIeOBaHUS CTaOWUMbHOCTH. Takue [JaHHBbIe
JIOTIOJIHUTENTbHO K pe3y/bTaTaM JOJTOCPOYHBIX WCCIeJOBaHUN CTabWUIBHOCTA WCIIO/B3YIOTCS /ISt
OLIeHKHU OoJiee OT/jaIeHHBIX XUMHUECKUX 3((HeKTOB B YC/IOBUSIX HEYCKOPEHHBIX UCC/IeIOBaHUM, a TaKKe
JIIS1 OLIeHKH BJIMSIHUSI KDaTKOBPEMEHHBIX OTK/IOHEHUHM OT YC/I0BUM XPaHeHHs, YKa3aHHbIX B MapKHUPOBKe,
KOTOpbIe MOTYT BO3HUKHYTb MIPU TPAHCIIOPTUPOBKe. Pe3y/ibTaTbl yCKOPEHHBIX UCCIe0BAaHUM He BCerja
T03BOJISIFOT MPOTHO3UPOBaTh hU3NUeCKre U3MeHeHUS;

"yC/IOBUSI XpaHEeHHUs" - OMTUMa/IbHbIe TlapaMeTpPbl OKPY Karolliel cpe/ibl (TeMriepaTypa, BIa’KHOCTD
OKDY’KaIoIllero BO3/lyXa, CBETOBOM DeXHUM U [Ip.) U TpaBuia obpaiijeHus: (Mepbl TpeJoXpaHeHUs OT
TOpYX U [p.), HeoOXoAUMBIe 7/l o0ecrieueHrsl COXpaHeHUs KauecTBa JIeKapCTBEHHOT'O TIperapaTta Uiu
dapMarieBTUueCcKor CyOCTaHIIM;

"hopManM30BaHHas TporpaMma MCCAeOoBaHUN CTaOWIbHOCTH' -  3a[J0KyMeHTHpOBaHHasl
rporpaMma HCC/Ie[JoBaHUK CTabWUIbHOCTH, KOTOpas BK/IIOUaeT B cebsi psifi McCaeoBaHUi (yCIOBUMA
XpaHeHUs), OJHOTUITHBIX [JIsi JaHHOW XHUMHUUeCKOW TpyImibl (apMalieBTUUeCKUX CyOCTaHIUi U
JleKapCTBEHHBIX TIperapaToB;

"(hopmanuzoBaHHOe HCCae0BaHUe" - HCC/eZloBaHUe, CTaHAAPTHO BBITIO/IHSEMOEe B COOTBETCTBUM C
MIpeIbsIB/IIEMBIMU K HEMY TPeOOBaHUSIMU;

"skcTpanossinus” - criocob mosyueHuss WHGOpMaUMM O OyayIMx [JaHHBIX Ha OCHOBaHWUHU
VMMEIOLUXCS JaHHBIX.

[ns uenedi Hactosiyx TpeboBaHuii roHsATHe "cybcTaHLys [/ apMalleBTHUeCKOro TipUMeHeHust
(ucriosib30BaHKsA)" TIpUMeHsieTCsl B 3HAueHWH, onpefeseHHOM B VIHGOpMAalMOHHOM CIIpaBOYHHMKE
MOHATHM, TPUMEHSIEMBIX B paMKaxX EBpa3sWMCKOro 3KOHOMHYECKOro coro3a B cdepe obpaiieHus
JIEKapCTBEHHBIX CPe/CTB, NpeaycMoTpeHHOM Pekomenparment Kosnernn EBpasuiicko 5KOHOMUYECKOM
komuccrd ot 2 Mas 2017 r. N 12, monstue "dapmaiueBTHueckas CyOcTaHuusi" - B 3HAYeHUH,
ornpezsieieHHoM CorJiallieHHeM O eJUHBbIX TPUHLMIAX W TIpaBUIaxX oOpalljeHus 1eKapCTBeHHBIX CPe/ICTB
B paMKax EBpa3uiickoro sKoHOMUYeCcKoro coro3a ot 23 iekabpsi 2014 rofa.

lll. NccnepgoBaHns CTabUNBLHOCTU HOBbIX
chapmaneBTUUECKNX CyOGCTaHLUA

1. O6wWwme NONoXeHnsA

6. B HacrosimeMm pasfenie paccMaTpuBaeTcs HMH(oOpManusi O CTabWUIBHOCTA  HOBBIX



dhapMareBTUUeCKiuX CyOCTaHI|M, KOTOPYIO CJ/Ie/lyeT yKa3biBaTh B PETUCTPAL[MOHHOM JIOChe.

[Tono)keHUs1 HACTOSILL[ETO pasZiesia He TIPUMEHSIIOTCSl TIPY COCTaB/IeHUU 3asiBJIeHUH O PerucTpaLyu
JIeKapCTBeHHOI0 IperniapaTta C YIPOLeHHbIM peruCcTpaljMOHHBIM [l0Che, 3asB/IeHMH O BHECEeHUHU
VM3MeHeHHM B pervucTpalyoOHHOe [O0Chbe, 3asBJIEHMM O TIOJyUYeHUM paspelleHus] Ha MpOBeJeHHe
K/IMHUYEeCKUX UCC/IeOBaHUM U T.II.

HanHble 0 cTabUIBLHOCTH (hapMaLeBTHUeCKOW CyOCTaHL[MM SIB/SIFOTCS HEOTheM/IEMOM YacCThio
CUCTEeMHOT'0 TI0ZIX0/Ia K OL[eHKe ee CTaOM/IbHOCTH.

7. CrabunbHOCTh (hapMal|eBTHUeCKOW CyOCTaHIUM YCTaHABIWBAETCS ee IPOM3BOAUTENIEM Ha
OCHOBaHWHM pe3y/bTaTOB MCC/IeI0BAHMI CTAaOM/IBHOCTH U HeoOXoAWMa AJisi OrpejiesieHusl iepuoa Ao
TIOBTOPHBIX MCC/eIOBAaHUN CTAaOW/IbHBIX (hapMarieBTUUECKMX CyOCTAHI[UM WM CpPOKAa T'OJHOCTH
MajIoyCTONUMBBIX (hapMalleBTUUECKUX CyOCTaHI[UH.

8. Tlepep ripoBefieHMEM HCCAe0BaHUM TTPOU3BOAUTE/IEM (3asiBUTe/IeM) COCTABJISIETCSl TIporpaMMa
ucciesoBaHus  crabwipHOCTH  (hapMarieBTHUecKoW cyOcTaHLMM, BK/IoYaromias B cebs  BUBI
TIJIAaHUPYEeMbIX HCC/IeIOBaHUN (CTPecCOBbIe, YCKOPEHHbIe U JI0JITOCPOYHBIE), BHIOOD Cepui, OmMcaHue
cUCTeMbl "KOHTelHep - YKyIopKa', uccijefiyeMble XapakKTepUCTUKH, aHATUTUYeCKHe MeTO/JUKH, YaCTOTY
VICC/Ie[JOBaHUM, yCJIOBUSI XpaHEHMUS.

2. CtpeccoBble uccnegoBsaHus

9. CrpeccoBble  ucciefioBaHuss  (apMaleBTHUECKOW  CyOCTaHI[UM  MOTYT  TIOMOYb
WAeHTU(PULIMPOBATh BepPOSITHBIE TIPOAYKTHI JlerpaZialiii, UTO TTIOMOraeT YCTaHOBUTh MyTU Aerpajjaliuu u
CBOWCTBEHHYIO MOJIEKYJ/Ie CTaOUIBHOCTD, @ TAK)Ke Ba/IMUPOBATh CMIOCOOHOCTh aHATMTUYECKUX METOIUK
orpeziesisiTb CTaOW/ILHOCTh. [IpoBefieHHe CTPeCCOBBIX WCCAe0OBaHWM 3aBUCUT OT WHWBUYaTbHBIX
ocobeHHOCTeM (hapMal|eBTHUeCKOM CyOCTaHIIMM U BU/ja JIEKApCTBEHHOTO TIperiapaTa.

10. [nst moaTBep>KaeHUs WAeHTU(GUIIMPOBAHHBIX TPOAYKTOB U TyTeH [erpajialliii MOTYT ObITh
JIOTIOJTHUTE/TbHO TIPe/ICTaB/IeHbl JIaHHBbIE, OMyO/JIMKOBaHHbIe B Hay4yHOUW swureparype. OTaenbHOe
HCC/IeIoBaHKe OTpeie/IeHHbIX TIPOIYKTOB JIeTpalaliii MOXKeT He MOHa[00UThCs, ecii 000CHOBAHO, UTO
OHHU He 00pa3yroTCs B YC/IOBUSIX YCKOPEHHBIX WM ZOJATOCPOYHBIX UCCAe0BaHUN. ECM TakMX JaHHBIX
HeT, TO He0OXOAMMO TIPOBECTH CTPECCOBLIE UCC/IeI0BAaHUSI.

11. CtpeccoBble MCCIeIOBaHUS TTPOBOASTCS Ha OJHOW cepuH (hapMalleBTUUeCKOW CyOCTaHIUM.
Takue wucc/iefoBaHUS BKIIOYAIOT B CeOs WCC/IeOBaHWS BJMSHUS TeMIIEPaTyp, TPeBbILIAOIINX
TeMIepaTypy IpPU YCKOPeHHBIX HCC/IeJOBaHUSX C I10C/e[oBaTe/lbHbIM ee roBbilieHWeM Ha 10 °C
(manpumep, 50 °C, 60 °C u T.A.), BAUSHUSL BJAKHOCTU (HaripuMep, OTHOCUTE/IbHOM BJIQ)KHOCTU 75
TIPOLIEHTOB U BBIIIE), a TaKKe TP HeoOXOAUMOCTH OKuc/ieHuWe U ¢otomm3. Eciu dapmarieBTHueckast
cybcraHius TipeJcTaB/isieT CcO0OM pacTBOpP WM CYCTeH3UWI0, B XOJle WCC/Ie[loBaHUsl CTabWUIbHOCTU
He0OX0/IMMO OLIEHUTh UX CITIOCOOHOCTD K TUJPOJIM3Y B LIMPOKOM MHTepBasie pH.

12. Ouenka (HoTOCTaOMILHOCTH - HeOTheM/ieMasl YaCThb CTPEeCCOBBIX HWCC/IeZIOBAHUM. Y CIIOBUS
HCC/IeloBaHUM Ha POTOCTaOUIBHOCTD OMUCaHBI B paszesie V HacTosumx TpeboBaHUM.

13. [Ins ycTaHOB/IeHUs MyTel Jlerpajialiiy, a Takke pa3pab0TKU U BaJUAAI[UM COOTBETCTBYOI[UX
AaHAJTMTUUECKUX METOAUK TpeOyeTcs WCC/iefloBaHWE TPOAYKTOB JerpaZialiid B CTPECCOBBIX YC/IOBUSIX.
OpHako ec/iid Te WM HHbIe TPOAYKTHI [erpajlaliii B YC/AOBUSIX [JOJIFOCPOYHBIX U YCKOPEHHBIX
HCC/ieloBaHUM He 00pa3yroTCs, CAMOCTOSITe/TbHO UX UCC/IeJOBaTh He TpeOyeTcsi.



14. Pe3ynbTaThl CTPECCOBBIX WCC/I€JOBAaHUM COCTaB/SIOT HEOTHEMJIEMYHO 4acTb UH(OpMAaLUH,
rpe/iCTaB/sieMOl  yIIOJTHOMOUEHHOMY OpraHy roCyZapCTBa-ujieHa B PerucTpaliiOHHOM J0Che
JIeKapCTBEHHOT 0 Mperapara.

3. Bbi6op cepuii

15. laHHbIe, Moy4YeHHbIe B X0Zie (POPMaTM30BAHHBIX UCC/Ie0BaHUM CTaOMIbHOCTH, HEOOX0AUMO
MpeJCTaBUTL He MeHee 4YeM /s 3 TIePBUYHBIX Cepui apMarjeBTHueckod cybocranimu. [Ipu
TIPOM3BO/ICTBE  OTIBITHO-TIPOMBILIIEHHOW CepuM  (hapMal|eBTHUeCKOW CyOCTaHIIMM ee HeoOX0AUMO
MOJIyUUTh TEM JKe MyTeM CHHTe3a, a TakKe C MCTOo/h30BaHHEM MeTO/la U TeXHOJIOTHH TPOU3BO/ICTBA,
MMUTHDYIOIMX OKOHYATe/bHBIA IIPOLlecC, KOTOphIM OyZeT WCIOoMb30BaH [IJiIi  TIPOM3BO/ICTBA
TIPOMBIIIJIEHHBIX CePUA.

16. KauectBo (hapMmaiieBTHUeCKO# CyOCTaHIMY B LIe/IOM [JIsl CEPUH, M0/[BEpraeMbIX UCC/IeJOBaHUIO
CTabUIBHOCTH, JI0/DKHO OBITH perpe3eHTaTMBHBIM B OTHOIIEHHWHM KauecTBa MPOAYKTA, KOTOPbIA Oyjer
TIPOU3BOAUTECS B TIPOMBIIIEHHOM MaciuTtabe. [[orycKaeTcs MpeAcTaBisTh WHble 0OOCHOBBIBAIOILME
JlaHHBbIe.

4. Cuctema "KOHTelHep - yKynopka"

17. WccnenoBanust CTabWUIBHOCTH [IOJDKHBI TIPOBOJMWTHCS B OTHOLIEHWH (hapMalleBTHUYeCKOM
CyOCTaHLIMM, YTIaKOBAaHHOM C WCTIO/Ib30BaHHMEM CHCTeMbl "KOHTeWHep - YKYIIOpKa', WCTIO/b3YIOIecst
MpY XpaHeHWH U peasu3aliiy 3Toi papmalieBTUUeCcKoi cyOcTaHLIMK, UM MyTeM ee UMUTALUH.

5. Cneyudpukayma Ha BbINycK U cneuudmkaums Ha CPOK rogHOCTH

18. MUccepmoBanwe CTaOWIBHOCTH BK/IHOUAaeT B cebsd  MCCIeoBaHWE TAaKUX CBOWMCTB
dapMarieBTUueCcKol CyOCTaHIIMU, KOTOpPbIe MOZBEP>XXeHbI U3MEHEHUSIM B XO/le XpaHeHHUsI U, BeposiTHee
BCero, OyZyT BAMSATbL Ha KauecTBO, 0e30rMacHOCTh W (Win) 3GdeKTUBHOCTb. VccienoBaHue O/DKHO
OXBaTbIBaTh, €C/IH TMPUMEHUMO, (PU3MUECKHe, XUMHUeCKHe, OMOTOrMYeckKMe U MHUKPOOMOIOTHYecKHe
nokaszateny. HeoOXoguMoO HCIOMb30BaTh Ba/lUAMPOBaHHbIE B COOTBETCTBUM C DPYKOBOJCTBOM TIO
Ba/IMJAlIMA  aHA/IMTUUECKUX METOWK, YTBepXKJaeMbiM Komuccuel, aHalIUTHUUECKHe MEeTO/UKH,
CBHU/IETEJILCTBYIOLI[ME O CcTabunbHOCTU. HeobxoauMoCTh W 00beM WCCIe[JOBaHUM, TO/IeXKaluX
TIOBTOPEHUIO, 3aBUCAT OT Pe3yJ/IbTaTOB Ba/UJAIMOHHBIX UCC/IeI0BAaHUH.

19. MeToauKyA UCCAeI0BAaHUM [OJDKHBI TO3BOJIATH [OCTOBEPHO OIpeAeNsiTh COJep’KaHue
(hapmalieBTUUECKOM CyOCTaHIIMK U TIPOIYKTOB ee JleTpaZialiii B CMeCH JIPYT C IPYTOM.

20. CrneruduKal[iu [JO/DKHBI yCTaHABIWBAaTh METOAWKH WCC/AeI0BaHUMN, [OMYyCTHUMbIe TIPeeibl
coJiep>KaHus TIpuMeceid U MPOAYKTOB Jlerpajialiuy (hapmarieBTHUeCKOU CyOCcTaHIuu.

OTU [OMyCTUMBIe Tpefiesibl, a TAaKXKe KaueCTBeHHbIe U KOJIMueCcTBeHHbIe (hr3nueckre, XMuMU4YecKue,
Ouosornyeckve W MHUKDPOOMOJIOTHUECKMe XapaKTepUCTHUKW (hapMarieBTUUeCKoW CyOCTaHLMM W WX
JIOTTyCTHMbIe OTKJIOHEHUs], BHOCHMbIe B crielidUKal1io, Cle/lyeT OrpejesisiTh Ha OCHOBAaHWUW TPOQUIS
Jerpajaiuu apMareBTUuecKon CyOcTaHIuM.

6. YacTtoTa uccnegoBaHuii

21. Tlpy 1poBeJileHMM [O/JTOCPOUYHBIX MWCC/IE€JOBAaHUM YacTOTa MCC/IeLOBaHUNA  [JOJDKHA



obecrieunBaTh yCTaHOB/IeHWe TIPOGUIsS CTabUIBHOCTU (apMarleBTHUecKoi cyOctaniuu. Yacrota
HCCIeIoBaHUM (hapMal|eBTHUeCKOUW CyOCTaHI[UH, TIpe/ijlaraeMblii TIePUOZ, 10 TIOBTOPHBIX MCC/Ie0BaHUM
KOTOPOM COCTaB/isieT He MeHee 12 MecsileB, B [JOJITOCPOYHBIX YC/JIOBUSIX XpPaHEHHs, KaK MpPaBUIIO,
COCTaBJIsIeT KaKJble 3 Mecslla B TeueHHe NepBoro rofia, Kaxzasle 6 MecsleB B TeyeHHe BTOPOrO roja, a
3aTeM e)Xero/[HO B TeYeHUe BCero Ipe/jiaraeMoro rnepuo/a 0 MoBTOPHOI'O UCC/Ie[J0BAHMUS.

22. B yc/ioBUsSIX 6-MeCSYHOrO0 yCKOPEHHOIr0 WCC/IeJOBaHWS C/ielyeT MUCI0J/b30BaTh He MeHee 3
BpeMeHHbIX TOYeK, BK/IIOUasi HauajJbHYI0 U KOHeuHyto (Harmpumep, 0, 3 u 6 MmecseB). Eciu ucxons us
OTbITa Pa3pabOTKU OXKHM/IAETCs, UTO pe3yJ/bTaThl YCKOPEHHBIX WMCCIe[OBAaHUM, 10 BCe BEPOSITHOCTH,
OyZlyT TPaHUUUTh C KPUTEPUSMH 3HAUMMBIX M3MEHEHWH, TO HeoOXOAMMO TMPOBECTH pacCIIMpeHHbIe
HCC/IeIoBaHUs TIyTeM [o0aB/ieHUs1 TPoO0 B KOHEUHOH BPEMEHHOM TOuKe /MO0 TMyTeM BK/IIOUEHHS
YyeTBePTOU BpeMeHHOW TOUKHU B TIPOTOKOJ/I UCCJIe/JOBaHUSI.

23. Ecmu BoieAcTBMe 3HAaUMMOIO H3MEHEHUsl 110 pe3y/bTaTaM YCKODEHHOI'O XpaHeHHs
HeoOXOZMMO TIPOBECTH HCC/Ie/JOBaHUSI B TIPOMEXKYTOUHBIX YC/IOBUSIX XpaHeHHs, peKOMeH/yeTcs
NpOBeCTH 12-MecsiYHOe MCC/e/joBaHMe He MeHee ueM B 4 BpeMeHHBIX TOYKAax, BK/IFOUas Hauya/JbHYIO U
KOHeuHy!o (Hanpumep, 0, 6, 9 u 12 mecsues).

7. YcnoBusa uccnepoBaHui

24.  ®dapmaleBTHUeCKyl0 CcyOcTaHLMIO HeoOXOAWMO  WCCIe[oBaTh B YCIOBUSIX  (C
COOTBETCTBYHOIIUMU JIONyCTUMBIMU OTK/IOHEHUSIMUA B YCJIOBUSIX XPaHEHMUs), TTO3BOJISIIOLIUX U3YUUTh ee
TEePMUYECKYI0 CTaOW/ILHOCTD M, €C/TM He0OXOAMMO, UYBCTBUTE/LHOCTh K ZEWCTBUIO BJard. Y CJIOBUS U
TIPO/IO/KUTETBHOCTh UCC/IeJOBAHUI BRIOMPAIOTCS TaKUM 00pa3oM, UTOObI COOTBETCTBOBATh YCIOBHUSIM U
repyuojy NPy XpaHeHWH, peasu3aluu 1 rocaeyroeM NpUMeHeHUH.

25. Vcnonb3yeMble TIpU MPOBeZleHUH UCC/IeloBaHKi TIPUOOPHI JO/KHBI KOHTPO/IMPOBATh YCJIOBHUS
XpaHeHMs B paMKaX COOTBETCTBYIOIMX [Mara30HOB, OMMCAHHBIX B HACTOAIMX TpeboBaHUSX. Y CIIOBUS
XpaHeHWs JIOJDKHBI OTC/IE)KUBATbCS W PETUCTPUPOBATBhCSA  HCIOAb3yeMbIMU TIpubopamy b0
uccnenoBatesieM. KpaTkoBpeMeHHbIe W3MeHeHUs] YCIOBHM H3-3a OTKpPbIBaHUS JABepu mpubopa s
XpaHeHWsI TIPUHUMAIOTCs KakK Heu30exHble. B jlyuae OTKIOHEHUS] OT YC/IOBMM XpaHEHUS BBUY
HEeMCIIPAaBHOCTU Tpubopa TOCAeCTBUS JO/DKHBI ObITh YCTaHOBJEHbI U 3aHeCeHbl B OTUeT, eC/H
TNIpeAirosiaraeTcsi, UTo 3TO TIOBMSNO HAa pe3y/bTaThl McCefoBaHust crabuibHOCTU. IlocsencTBus
OTK/IOHEeHUH, KOTOphIe TPEeBBIILAOT JOMYCTUMble OTK/IOHEHUs B YCJIOBUSIX XpaHeHUs B TeueHHe Oosee
yeM 24 4acoB, /10/DKHBI ObITh TIPOAHATM3UPOBAHBI.

26. Ha MomeHT 1ofiauyd 3asBJIeHMs Ha PperucTpalyio JIeKapCTBeHHOro Iiperiapara B
YIOJTHOMOYEHHBIM OpraH (OpraHv3alyio) rocyfapCTBa-ujieHa [0JIrOCPOYHbIe WUCC/Ael0BaHUS [|OJDKHBI
ObITh TIpOBeZieHbl B TeueHHWe KaK MHHHMMYM 12 MecslleB C WCII0/Ib30BaHUEM KOJIMYeCcTBa CepHid,
yKa3aHHbIX B MyHKTe 15 Hactosimx TpeboBaHuii, U MPO/0/DKATLCS B TeUeHUE BCEro MpeAro/iaraeMoro
neprojia /0 TIOBTOPHBIX MCC/AeOBAaHUA WM CpPOKAa TOJHOCTH. [lONO/IHUTe/bHbIE [laHHble II0
pe3ysibTaTaM HCC/AeJJOBaHWMA CTAaOWIBbHOCTH, COOpaHHble B TeuyeHHWe TIepHOZA  PervucTpaLy,
Mpe/ICTaB/IAOTCA  YIIOJTHOMOUEHHOMY OpraHy roCyZJapcTBa-uieHa. J[laHHble, IIO/JIyuyeHHble IIpU
YCKOPEHHBIX U, ec/id HeoOX0UMO, TIPY TIPOME)KYTOUHBIX WCCIe[0BaHUSIX, MOT'YT ObITb HCIO/b30BaHbI
J/1s1 OLIeHKM KpaTKOBDEMEHHbIX OTK/JIOHEHMM OT yKa3aHHbIX B MapKUDOBKe YCJ/IOBUM XpaHeHusi (3TO
MOXKeT MPOM30MTH TIPU TPAHCIIOPTUPOBKeE).

27. YcnoBus ucciiefioBaHUM (hapMarieBTHUecKol CyOCTaHI[UM TIPU JOTOCPOYHBIX, YCKOPEHHBIX U,
ec/Ti HeoOXO0IMMO, TIPOMEXKYTOUHBIX UCC/Ie/JOBAHUSX TIPUBe/IeHbI B TabmIax 1 - 3.



28. O61ue rpaBuIa.
Tabnwia 1

YcnoBusa uccnegoBaHuii "O6wue npasuna”

VccnepoBanne | YcaoBUS UCCaeloBaHuA (TeMIlepaTypa MuHuMassHas

Y OTHOCUTeJIbHAs! BIIa)KHOCTD) MPOJ0JDKUTE/IBHOCTD

Hcc/ieloBaHUsI CTabUIbHOCTH

Ha MOMEHT I10/jauy 3asiB/IeHUs
0 perucTpanuu (Mec.)

MonrocpouHoe 25+ 2°Cu60 = 5%, nm 30 £ 2 12
<> °Cu65 + 5% <**> wm 30 + 2°Cu
75 * 5% <k*>

ITpomeKyTOuHOE 30 £ 2°Cu65 * 5% 6
FSuioiobS
YcKopeHHoe 40 £ 2°Cu75 * 5% 6

<*> Y(CJI0BMSI, TIPH KOTOPBIX OYAYyT MPOBOJUTLCS JOJTOCPOYHBLIE HMCC/IE0BAHUS, OTPe/eIsiFoTCS
KIMMaTHUYeCKUMH YCJIOBUSIMH, TIPH KOTOPBIX HAMEPeBaOTCsl XPaHUTh (hapMalleBTHUEeCKYH0 CyOCTaHI[HIO,
U BbIOMpAIOTCs 3asiBUTE/IEM B COOTBETCTBUU C mpuiokendeM N 1 K HacTtosiuMm TpeGoBaHUSM.
VccnenoBanusi B HeG/IaronpUsITHBIX YC/IOBHSX MOTYT ObITb a/bTePHAaTUBHBIMU HCC/IEJOBAaHHUSM IIPU
temriepatype 25 * 2 °C u oTHocuTenbHOW BiaaxkHocTH 60 * 5% wiu temmepatype 30 £ 2 °C u

OTHOCUTETLHOU BiIa)KHOCTU 65 * 5%.

<**> BpInosiHseTcs pyu o0palljeHny J1eKapCTBeHHBIX CPe/ICTB B CTpaHax KiaMMaThueckux 30H III u
IV, oripesienienHbIx B ripuioxkennd N 1 K HacTosimM TpebGoBaHUsIM.

<**%> ECaM [J0JTOCPOYHbIE HWCC/e0BaHUsS MPOBOAATCA ripu Temmepatype 30 * 2 °C wu
OTHOCHTE/IbHOW B/IaXKHOCTH 65 * 5% wmau npu temneparype 30 * 2 °C U 0OTHOCHUTE/ILHOM B/IaXKHOCTH
75 * 5%, TO MpOMe)XyTOUHbIe UCC/IEJOBAHUS HE TIPOBO/SATCS.

YcnoBus, onvcaHHble B Tabsuile 1, MPUMEHSIIOTCS, ec/id K ¢apMalieBTUYeckod cyOCTaHLUM He
TIPUMEHSTIFOTCS YC/I0BUSI, ornrcaHHble B yHKTax 30 u 35 Hacrosumx TpeboBaHuii. MOryT NpUMeHSITHCS
U WHble YCJIOBUS XpaHeHWs, eCau [peJCTaB/eHbl SKCIIePUMEHTa/JbHO WIA aHaJIUTUYeCKU
MO/ TBepsKieHHbIe 000CHOBaHMSI.

29. Ecim B yC/I0BUSIX YCKOPEHHBIX UCCIe[0BaHUH B JIFOO0M MOMEHT BpeMeHH B TeueHHe 6 MecsiieB
HaO/moaeTcsi 3HauMMoOe W3MeHeHHWe, TO [O/DKHBI TIPOBOAMTHCS JOTIONIHUTEBHO TIPOMEXKYTOUHbIE
WCC/IeIoBaHUSI B PEKOMEHJOBaHHbIX B CrelM(UKaly YCIOBUSIX XpaHeHWsl. Pe3ysbTaThl [JO/DKHBI
OLIeHMBATbCsl M0 OTHOLLUEHWIO K KPUTEPHIO "3HAauMMoe u3MeHeHue" (3TO MPUMEHMMO B Cjlyuyae, eciu



JIOJITOCPOYHbIe UCC/Ie[JOBaHUsI MPOBOJATCA Mpu Temneparype 25 * 2 °C ¥ OTHOCHUTETBHOM BIQXKHOCTH
60 * 5 mporeHTOB) M BK/IIOYATh B CeDsi BCe UCCIeA0BAaHUS B PaMKaX JI0JTOCPOYHBIX MCC/IeJOBaHUH,

eC/IA He TIpe/ICTaB/IeHbl SKCTIepUMEeHTAaIbHO WK aHATUTUUeCKU TI0/ITBEeP)KJeHHbIe 000CHOBAaHHUSI MHOTO.
B [JoKyMeHTax /il perMcTpaljiM AOJDKHBI CO/lep)KaThbCsl JlaHHbIe TPOMEKYTOUHBIX HCC/IeZ0BaHUM,
ToJTyueHHble KaK MUHUMYM B TeueHHWe 6 MecsiiieB (Mpu 0011ieid poj0/DKUTeTbHOCTH UCC/ieoBaHnN 12
MecsiLeB).

30. YcnoBusi ucciaenoBaHui (hapMarjeBTHUeCKUX CyOCTaHI[UH, TMOA/Ie)KallluX XPaHEeHWI0 B
XOJIOIUTbHUKE, TIPUBE/IEHBI B TaO/THIIe 2.

Tabmwmia 2

YcnoBus uccnepoBaHuii papmaL,eBTUUECKUX CYBCTaHLMIA,
nognexatmx XpaHeHuo B XoNoaunbHUKe

WccnenoBanue | YcaoBus UccaeloBaHus (TeMiiepaTypa MuHuManbHas

1 OTHOCUTEJIbHAs B/Ia’)KHOCTB) TMPO/IO/DKUTE/IBHOCTh

HCC/IeJOBaHUS CTaOMIBHOCTH
Ha MOMEHT T10,auu

JOKYMEHTOB Ha PerucTpaLuyo

(mec.)
MonrocpouHoe 5% 3°C 12
YckopeHHoe <*> 25 * 2°Cu60 £ 5%, um 30 + 2 6

°Cu65 x 5% <**> ym30 £ 2°Cu
75 * 5% <**>

<*> BpIOOp yC/OBWI XpaHeHHWs [/l yCKOPeHHBbIX WCC/e/J0OBaHMI OCHOBAH Ha OLIEHKEe DPHCKOB.
WccnenoBanust 1pu HeOIaroNpHUSTHBIX YCIOBUSX MOTYT OBITh a/lbTePHATHBON HCCIeOBAaHUIO TIPU
temriepaType 25 * 2 °C u otHocurtenbHOW BiaxkHocTr 60 * 5% wmu temrepatype 30 £ 2 °C u

OTHOCHUTE/IbHOM BIa)XHOCTU 65 * 5%.

<**> BpIrosiHseTcst Tpyu 00palijeHny JIeKapCTBeHHBIX CPE/ICTB B CTPaHax KiMMaThueckux 30H I11 u
IV, onpenenennbix B npunoxennu N 1 k HactosiwM TpeboBaHUSIM.

31. Ec/iv HUKe He yKa3aHO MHOe, JlJaHHbIe, TI0JTyYeHHble TIPU XpaHeHUH B YCIOBUSIX OXJIaXKeHUs,
Heo0X0JMMO OIleHMBaTh B COOTBETCTBUU C TI0/[pa3zie/ioM 9 HaCTOSIIero paszena.

32. Ecii B yCNOBUSIX YCKOPEHHBIX HCC/e/JOBaHUM B MPOMEXYTOK BpeMeHU MexaAy 3-M U 6-m
MecsLaMUd HCC/Ie/IOBaHUIM HabJIrolaeTcsl 3HaUMMOe M3MeHeHHe, TIpe/ijlaraeMblid TIepHOZ, 10 TIOBTOPHBIX
VCC/IeJOBAaHUM WM CPOK TOJHOCTH OIpefieisieTCss Ha OCHOBe [IaHHBIX, TOJyUYeHHBbIX B pearbHOM
BpPEMEHHU B YCJIOBUSIX JOTOCPOUHBIX UCC/IeZJ0OBAHUM.

33. Eciu 3Haummoe u3MeHeHUWe HaO/OZaeTcsi B TeueHWe TepBbIX 3 MecsleB YCKOPEeHHBIX



HCC/IeIOBaHUM, TO HEOOXOJUMO PaCCMOTPETh BO3/[eHCTBUe KPaTKOBPEMEHHBIX OTK/JIOHEHUH OT YC/IOBUM
XpaHeHusl, yKa3aHHbIX B MapKUDOBKe, HalpyMep, TIPU TPaHCIIOPTHUPOBKe. Ecim Heobxoawmo,
pacCMOTpeHHe JAaHHOTO BOIMPOCA ZI0/DKHO OBITh MOAKPEIUIEHO [aJbHEHIIIMMU UCC/IeI0BaHUSIMUA OJTHOU
cepyu (papMaL|eBTUUECKOW CyOCTaHL[UM TIPOJO/DKUTELHOCTRI0 MeHee 3 MecCslieB, HO C TIPOBeJeHHeM
HccieJoBaHUM  (hapMalleBTUUeCKOM CyOCTaHIIMM C YacTOTOM, Oosblledl, ueM TIpU TPOBeAEHUN
YCKOPEHHBIX MCC/IeZIOBaHUM 3TOM (hapMalleBTUUeCKOM CyOCTaHIIUM.

34. Ecnu 3HauMMoOe M3MeHeHre TMPOU30LLIO0 B MepBble 3 Mecslia YCKOPeHHbBIX UCCAel0BaHuM, 3TH
WCCJIeJOBaHUA TTPeKpalliaroTCs.

35. B pegkux ciiyuasix HeKOTOpble (hapMaljeBTHUeCKHe CyOCTaHI[UM HeoOXOJUMO XpaHUTh B
MOPO3W/IbHOM Kamepe. YCTaHOB/IEHHWe Meprofia /10 MOBTOPHBIX MCC/AeJ0BaHMM WM CPOKa TOLHOCTH
TaKux (hapMalleBTUUeCKUX CyOCTaHIMM OCYIIeCTBAsSeTCS Ha OCHOBe [JaHHBIX, TOMYUYeHHBIX TIpU
JIOJITOCPOYHBIX UCC/IeZIOBaHUSIX CTAOM/IBHOCTH, KaK OMMCAHO B Tabsuile 3.

Tabsuria 3

Ycnosus uccnegoBaHuii hapmaleBTUUECKUX CYyOCTaHLUIA,
nognexawmx XpaHeH10 B MOPO3u/IbHO Kamepe

WccnepoBanue | YcnoBUs UCCIe0BaHusA (TeMIlepaTypa) MuHuMasbHas
MPOJ0JDKUTE/IBHOCTD
HCC/ieloBaHUsI CTabUIbHOCTH
Ha MOMEHT M0J,auu
JIOKYMEHTOB Ha PerCTpaLiyio
(mec.)

MonrocpouHoe munyc 20 * 5°C 12

B [gaHHOM Cjlyyae YCKOpeHHbIe WCC/Ie[JOBAaHUS He TPOBOJATCSA, W [JI1 OLIEHKW TOC/IeICTBHIA
KPAaTKOBPEMEHHbBIX OTK/JIOHEHHH OT YC/IOBHH XpaHeHWs], YKa3aHHbIX B MapKHUpPOBKe (HarpuMep, MpH
TPaHCITIOPTUPOBKE), aHaIM3UPYEeTCsl OZiHa CEepUsi B YC/IOBMSIX IMOBBLILIIEHHOW TeMIlepaTyphl (Hampumep,
nipu Temniepatype 5 * 3 °C, wiu 25 * 2 °C, wiu 30 * 2 °C) B TeueHHe COOTBETCTBYIOLIErO MEPUO/A

BpEMEHH.

36. TIlporpamma ucciefoBaHUM CTAaOW/IBHOCTH (hapMal|eBTHUeCKOW CyOCTaHIMM, KOTOPYHO
HeoOX0/IMMO XpaHUTb TpU Temrepatype Hwke MuHyC 20 °C, cocTaBisieTcs B WHAWBHZYaJTbHOM
ropsiJiKe.

8. O6A3aTeNnbLCTBO NO NPOAO/HKEHUIO UCCIef0BaHUii CTaGUNILHOCTU

37. EC/iM B perucTpalioHHOM JIOChe Tpe/ICTaB/IeHbl JaHHbIe O /I0JTOCPOYHOM CTabMIBHOCTH 3
TIPOMBIIIIEHHBIX CEPU B TeUeHHe BCero IpeArosiaraeMoro rfepriofa 10 TOBTOPHBIX HCC/eJOBAaHUH,
00s13aTeIbCTBO TI0 MPOZAO/DKEHUIO UCC/Ie/I0BaHMI CTaOMTBHOCTH He TpebyeTcs.

38. Ecsin nMeroryecst JaHHbIE O JOJTOCPOYHON CTaOUIBHOCTH TIEPBUUHBIX CEPUI He OXBAaThIBAIOT
BeCh TpeJylaraeMblid TIepHOZ, [0 TIOBTOPHBIX UCC/Ie/JOBaHUA, OZ00PEeHHBIH 10 pe3y/bTaTaM PerucTpaLiy,
C LeJbI0 OJHO3HAa4YHOIO Ofpefie/leHHsl Takoro Iepuojia 3asBUTeII0 IPU IPOBeJileHUH IpoLeayp B
cooTBeTCTBUM C [lpaBWiamMy perucTpanu M SKCIepTH3bl HeoOXOJUMO Ipe/CTaBUTh TapaHTHIHOe



MMUCbMO, CoOfieprKailiee 00s53aTeNbCTBO IO  TPOJO/DKEHUI0  UCC/IeIOBaHUM  CTabWUIBHOCTHA  TIOCIe
T0JIyYeHHsl PeruCTPaLlMOHHOTO y/I0CTOBEPeHMUSI.

B cootBeTCTBUM C YKa3daHHBIM FapaHTI/II\/JIHbIM IMNCBbMOM 3asABUTeJIb O6H3yETCH npeaCcTaBUTh:

eCTM B PErMCTPAllMOHHOM JIOChe COZIepXKaTcsl JlaHHble O CTAaOW/IBHOCTH He MeHee 3
TPOMBIIIJIEHHBIX CepUi, - TapaHTUWHOe ITMChMO, Ccofieprkaillee 00s3aTebCTBO IO TMPOOIKEHUIO
HCC/IeJOBaHUM CTaOM/ILHOCTH B TeUeHKe BCero Ipe/ijlaraéMoro rmepro/ia 10 IOBTOPHBIX UCC/Ie/[OBaHUM;

€CJTU B PETMCTPAI[MOHHOM JI0Che COZIePKaTCsl JaHHble O CTaOUIBLHOCTH MeHee 3 MPOMBIIITIEHHBIX
Cepuii, B 1eJIAX [IOBeJleHHWs] OOIero umcjia cepuid Kak MUHHUMYM [0 3 - TapaHTUHHOEe THMCHMO,
cofiepskaijee 00s3aTeNbCTBO T0 TIPOJO/DKEHUIO WCCIe[OBaHWN B TeueHHWEe BCEro TIpe/jlaraeMoro
repuo/ia 10 TIOBTOPHBIX MCC/IeJOBAHUN U MO BK/IFOUEHHUIO /IOTIOJIHUTE/IbHBIX MPOMBIILIEHHBIX CEepUi B
JIOJITOCPOYHbIe UCCIeI0BAaHUSI CTAaOW/ILHOCTU B TeUeHWe TMpeJJjiaraeMoro Iepuoja A0 TOBTOPHBIX
HCCJIeI0BaHUI;

eCJTU [IaHHbIe 0 CTAaOUILHOCTHY TIPOMBIIIIEHHBIX CEPUM B PErUCTPALIMOHHOM I0Che OTCYTCTBYIOT, -
rapaHTUIiHOe TIMChMO, COjieprKaliiee 0053aTe/IbCTBO O BK/TFOUEHHWH TE€PBBIX 3 MPOMBIIIJIEHHBIX CEPUM B
JIOJITOCPOYHBIE HWCC/IeIOBaHUS CTaOWJIBHOCTH B TeueHWe IIpe/jlaraeMoro Tiepuoja /0 TOBTOPHBIX
HCClleIoBaHUM.

[TpoTOKO/T [AONTOCPOYHOTO WCC/IeZIOBAaHUS CTAaOW/ILHOCTU TIPU  B3ATUM  00s3aTeNbCTB  T10
MPOJIO/DKEHUIO HMCCTIeJOBaHUSI CTaOM/IBHOCTU [0/DKEH ObITh TaKUM JKe, KaK U [I/Isl TIePBUUHBLIX CepuH,
€CJTM HayuyHO He 000CHOBAH /IpyToi MoAXo/,.

9. OueHKa AaHHbIX

39. llenbio wucc/iefoBaHUs CTAaOWUIBHOCTH SIBJSIETCS OMpefiesieHHe Tiepuofia [0 TIOBTOPHBIX
HCC/IeJOBaHUM, TPUMEHHUMOr0 /JIi BCeX IIOC/IeAYIOIUX cepuid (apMaijeBTUUecKol CyOCTaHIIUY,
MPOM3BOJIUMBIX B CXOXKHUX YC/JOBUSIX, Ha OCHOBaHWM WCC/Ie[OBaHUS He MeHee 3 CepHi
dapMarieBTHueCcKol CyOCTaHI[UM U OLIEHKU JAHHBIX O CTaOW/ILHOCTH (BK/IFOUasi MPU HEOOXOAMMOCTU
pe3ynbTathl (U3NYECKUX, XUMUYECKUX, OMOJIOTUUECKUX U MHKPOOHOJIOTHUECKUX HCC/IeI0BaHHMN).
CrerneHb Baprabe/lbHOCTU OT/e/IbHBIX Cepuii o/KHa 0becrieuMBaTh YBEPEHHOCTh B TOM, UTO Oyayliue
MPOMBIIIIJIEHHbIE CepUM OYAyT COOTBETCTBOBAThH CrielM(UKAIIMM B TeueHHWe Tepuofia /10 TOBTOPHBIX
HCCJIeIOBaHUM.

40. JaHHble MOTYT yKa3blBaTb Ha CTOJIb HE3HAUUTEbHYIO Jlerpajlaljiio U CTOb HeOObIIyIo
BaprabenbHOCTh, UTO TP UX PACCMOTPEHHWH OYEBH/HO, UTO TIPE/I0’KeHHBIM TepHoJ [0 TOBTOPHBIX
uccnenoBanuii Oyzer ogobpeH. Ilpy Takux 00CTOSITENBCTBAX, KaK TPaBUIO, He HY>KHO TPOBOJWTH
CTaTUCTUUECKYI0 00pabOTKy JaHHBIX, AOCTaTOUYHO TIPE/ICTaBUTh 0O0OCHOBAHHUE €€ OTCYTCTBUSI.

41. TogxosA K aHaiM3y JAHHBIX KOJMUYECTBEHHOrO TpM3HaKa, KOTODBIM, MpeAToioKUTe/BHO,
W3MeHsleTCsI BO BpEMEHH, 3aK/IlyaeTcs B OIpeJie/ieHMd MOMEHTa BpeMeHH, TMpU KOTOpPOM
95-mpOoLIeHTHbIN OJHOCTOPOHHUM [JJOBepUTe/bHbIN Tpefen [AJsi YCpeJIHEeHHOW KpHBOW mepeceKaeT
KpUTepUH NIPUeMJIEMOCTH.

42. Eci aHanmu3 TIOKa3bIBaeT, UTO Bapvabe/bHOCTh OT CEpUM K CepUM HeBeMKa, T0JIe3HO
00beMHUTD JaHHBIE J/IsT OHOW OOILel OIeHKH (C Lie/IbI0 TIOMyYeHUs OJHOTO 3HaueHus). DTO MOXKET
ObITH CJie/laHO TIyTeM COOTBETCTBYIOIeM CTaTUCTHUeCcKOoW oOpabOTKM HAK/IOHOB JIMHUN perpeccuil u
TOUYeK WX TepeceueHust C HyJIeBOM OTMETKOM Ji/isl OT/ieNTbHbIX cepuii (Harpumep, 3HaueHUsi P /1Jis YPOBHS



3HAUMMOCTH OTOpakoBkH, mTpeBbinawomero 0,25). Eciu obbeauHeHWe [JaHHBIX HECKOTIBKUX CepUi
Herpuem/ieMo, TO TIOJHBIM TIepUof [0 TIOBTOPHBIX WCC/Ie[JOBaHUM OmMpeJiesisieTcss Ha OCHOBAaHWUU
MHUHUMaJ/IbHOT'O BPEMEHHU, B TeueHHe KOTOPOro Cepusi COOTBETCTBYET KPUTEPUSIM MPUEeM/IEMOCTH.

43. Heo6x0uMOCTh TpeoOpa3oBaHusl JAHHBIX B 1[e/IIX MPOBE/IEHUsT TMHEHHOTO PerpeCcCUOHHOTO
aHajM3a 3aBUCHT OT XapaKTepa 3aKOHOMEPHOCTU Jerpagauuu. OObIUHO TaKylH 3aKOHOMEPHOCTb
OMMCHIBAIOT Ha apu(pMeTHUYecKor WK jorapudMUuecKou IiiKajse B BUje JTUHEWHOM, KBaJpaTUueCcKou
umm Kybrudeckoit GyHKIuM. B 11e/151X OLIEHKH CTeTeHM COTJIaCHusi JJaHHBIX BCeX Cepui U 00beMHEeHHBIX
cepuii (ec/iM TIPUMEHHUMO) C TIPeATIOIaraeMOM JIMHUEW WM KPWBOW [lerpajlaliiil HeoOX0AuMO
HCII0/Ib30BaTh CTaTUCTUYECKHE METO/bI.

44. Tlpu gocTaToyHOM OOOCHOBAaHWM B XOZe TIPOLIEAYPbI PErHMCTPAL[UM B LIEJISAX YBeTUUeHUs
rnepuojia [0 TOBTOPHBIX MCC/Ie[JOBAHUW [OIyCKaeTCsl HEKOTOpasi 3KCTpamno/siusi CBepX [JaHHbIX B
peanbHOM BpPeMeHH, TOJTyueHHbIX 10 pe3yJibTaTaM XpaHeHUs B [JOJITOCPOUHBIX YCI0BUsX. O60CHOBaHHe
JIOJDKHO OCHOBBIBAaTbCSI Ha CBeJIeHUSIX O MeXaHW3Me Jerpajialiid, pe3yibTaTax HWCC/IeJOBaHUM B
YC/IOBUSIX YCKOPEHHOTO XpaHeHWs, CTeNeHW COTrJlacus JaHHBIX C BBIODAHHOM MaTeMaTH4eCKOU
MO/ieJTbI0, pa3Mepe CepuH, Ha/lMUUKM BCIIOMOTaTe/IbHBIX [JaHHBIX O CTaOWIBHOCTH M T.J. BmecTe c Tem
TakKast KCTPArioJIsiius TIoApa3yMeBaeT, uTo 1moj00Hast 3aKOHOMEPHOCTh Jlerpajalyu OyeT HaO/moaaThCs
Y flajsiee (BHe MOJIyYeHHbIX JaHHbIX).

45. Kaxxzgas olleHKa J0/DKHA BK/IIOUaTh B ce0si He TOJILKO KOJIMUeCTBEHHOe oripefiesieHWe, HO U
CojiepkaHue MPOAYKTOB Jierpajialiuu U Mpouue rnoKas3aTesiy KayecTBa.

46. [NononHutenbHasi WH(GOPMALUsS OIIeHKH JIaHHBIX O CTaOWIBHOCTH TpUBeZieHa B paszene X
HacTosux TpeboBaHuiA.

10. Yka3aHuAa B MapKuUpoBKe

47. Yka3zaHusi B MapKUPOBKe OTHOCHTE/IbHO YCJOBHU XpaHeHWs HeoOXoqumo (opMyIupoBaTh
coryiacHo TpeboBaHUSIM K MapKUDOBKE JIEKAPDCTBEHHBIX CPEACTB [/l MEJUIIMHCKOTO TIPUMEHeHUs U
BeTePUHAPHBIX JIEKApCTBEHHBIX CPeJCTB, yTBepxkZAeHHbIM Pemenuem CoBera EBpasuiickon
9KOHOMMYECKOW KoMHUCCHMU OT 3 Host6ps 2016 r. N 76. YKa3aHWs TO XPaHEHWIO [IO/DKHBI OBITH
yCTaHOBJIeHbl Ha OCHOBAaHUM OL[eHKH CTaOWIBHOCTH (papMalieBTUUYeCKOW CyOCTaHL[MM U OTpPa)XeHbl B
MapkupoBke. [Ipy He0OXOAUMOCTHU CrielyeT TIPUBECTH CrieljaabHble YKa3aHusl, 0COOeHHO B OTHOILIEHUU
dapMarieBTUUeCKiX CyOCTaHIIMA, KOTOpPbIe He BBIJE€P)KUBAIOT 3aMOpakuBaHHUsl. Hesb3si MCIOMB30BATh
TaKye TePMHUHBI, KaK "yC/IOBUS OKpPY’Karolllel cpe/ipl" WK "KOMHAaTHasl Temreparypa'.

48. TpeboBaHus K YKa3aHUSIM OTHOCUTE/IbHO YC/IOBUI XpaHeHHUs IpuBe/ieHbI B puiokeHun N 2 K
HacTosuM ~ TpeboBaHusiM. [lepyos, /10 TIOBTOPHBIX HWCC/A€OBAaHWM WM CPOK TO/HOCTH
yCTaHaB/IMBaeTCsl Ha OCHOBAaHWM WHQOpPMaLUMU O CTabuwibHOCTH. [laTa TIpOBe/leHUs] TIOBTOPHBIX
uccaeoBaHUN (TIpyU HeOOXOAWMOCTH) WM CPOK TOJHOCTU [JIO/DKHBI ObITb OTpa’keHbl B MapKUPOBKE
YTaKOBKHU.

11. NMpopgomxkeHne uccnegoBaHuii CTaGUNbLHOCTU NMOC/Ie perucTpauum

49. B ciyuasix, TIpeflyCMOTPeHHbIX TIyHKTOM 38 Hacrosiimux TpeboBaHul, wuCCae0BaHHE
cTabmwibHOCTH (papmalleBTHUeCKOM CyOCTaHL[MM TIPOAO/DKAeTCsl MOC/ie PerucTpaljiy JIeKapCTBEHHOTO
niperiapata. CocTaB/ieHHasi TporpamMma TpOZO/DKEHHsS] WCC/Ie[OBaHUM T103BOJISIET BBISB/STH JHOObIE
M3MeHeHUsI CTabW/TIbHOCTH (HarpyMep, U3MeHeHHsT KOJIMUeCTBa MPO/IyKTOB Jlerpajialiiy), Hab/roAaTh 3a
CTabW/ILHOCTBIO  (hapMal|eBTHUECKOW CyOCTaHIIMM W yTBEp)K/AaTh, UTO BCe Ja/JbHEHIIIe CepUuu



dapMarieBTHUeCKOl CyOCTaHIIMM COOTBETCTBYIOT U OyJyT COOTBETCTBOBATH CrelU(UKALUK TIpU
COOJTIO/IeHNY  YCIOBUEM XpaHeHWsl, YKa3aHHBIX B MapKHUDOBKe, B TeueHHWe Tiepuojia 0 MOBTOPHBIX
WCCIeZIOBaHUM WIX CPOKA TOJHOCTH.

50. [Tporpamma Mpo/I0/DKeHUsT UCC/IeI0BAHNI CTaOMIBHOCTH [JO/DKHA OBITH OIMMCaHa B TIPOTOKOJIE,
Y pe3yJbTaThl JOJDKHBI OBbITH TIPe/ICTaB/IeHbI B OTUETE.

[TpoTokon mporpaMMmsbl MPOZO/DKEHUsT UCC/IeJOBaHUM CTabUIbHOCTH [JOJDKEH OXBaThIBaTh TEpPUO]
[l0 TIOBTOPHBIX MCC/IIOBAaHUM WM CPOK TOJHOCTH W BKJIHOUaTh B cebsi creyromye cBefeHUsi (HO He
OrpaHUUYMBATBHCSI UMH):

HOMED CcepuH (Cepuii) U pa3Mephbl Cepui;

COOTBETCTBYIOILHE q)HBquCKI/Ie, XUMHUYECKHe U OHOJIOTMUecKre aHaJIUTHUYeCKUe METOJWKH WJIU
CCBIU/IKHM Had HHUX;

KpUTepuy IIpUeM/IeMOCTH;
OTMCaHue CUCTeMbI "KOHTeMHep - yKyrnopka';
YyacToTa UCC/ie/IOBaHUM;

OTMHMCaHWe YC/IOBWM XpaHeHUsl (CTaHAAPTHBbIE YCJOBUSI [is [JOJTOCPOYHBIX HWCC/IeJOBaHUH,
yCTaHOBJ/IEHHbIE B HacTOSL[MX TpeboBaHUSIX W COTJIACYHOL[UeCs C MApKUPOBKOH (apMalieBTHUeCcKOM
cybcTaHLun);

WHbIe CBeJieHUs, criel[idruuHbIe A1 (hapMalleBTUUeCKOM CyOCTaHIIUM.

51. Xots Obl ofHa TIPOMBIIUIEHHass cepusi dapMalieBTUUeckord cyOcTaHuuu B rof (3a
WCK/TIOUEHWeM CJTydasi, eC/Ii 3a TOJ/l He TIPOM3BeZIeHO HW OZHOM CepuH) JOo/DKHA ObITh /00aBjieHa B
nporpaMmy HaOJIFOZieHusT 3a CTaOWIBHOCTBIO WM aHA/TM3UPOBAThCS €XErofHO [l TIOATBEPKAEHUS
cTabunbHOCTHU. B onpe/ie/ieHHBIX CUTYalUsIX B IPOrpaMMy Habmi0/1eHust 3a CTaOUIbHOCTBEO MOTYT OBbITh
BKJIIOUEHbBI JIOTIO/THUTe/IbHbIe cepud. Hampumep, rpofo/kKeHre UCCIe0BaHUM CTaOMIbHOCTH JIO/PKHO
TIPOBOJIUTHCS TI0C/Ie JIF0OOT0 3HAUMMOTO M3MEHEHUS] WM 3HAauWTeJIbHOTO OTK/IOHEeHHSI B TeXHOJIOTHU
MPOM3BO/ICTBA WM B CUCTeMe YIAaKOBKM, 4YTO MOXKeT OKa3aTh B/WsSHWE Ha CTaOUIBHOCTD
dapMarieBTHUeCKol CyOCTaHLMU (IOTIOJTHUTEILHO CJIelyeT YUWTHIBATH TIOJIOKEHWS pasfena X
HacTosmx TpeboBaHuit).

52. Bce pe3ynbTaThl HWCC/IeJOBaHWM, He COOTBETCTBYHOIIME CreludUKalui, U HeTUTMUHbIe
TeHJEHLIUA [JO/DKHBI OBbITh M3yueHbl. Kak[oe TOATBep)KJAeHHOe 3HAUMMOEe H3MeHeHHe, pe3yJbTaThl
WCC/IeIOBaHUM, HEe COOTBETCTBYIOLME CrielUbHUKalui, U HEeTUNIWYHble TeHAEHLUH [OJDKHBI ObITh
HeMe/IJIeHHO [I0Be/leHbl [0 CBeJleHUsl TPOM3BOJAUTE/s1 JIeKapCTBEHHOrO TiperiapaTa. Bo3MoykHbie
BO3ZIEMCTBUSI Ha CEepUM TIPU  peayu3al[ii  JIO/DKHBI  PacCMaTpUBATbC M OOCYXKIAThCS  C
COOTBETCTBYIOIIMM TPOU3BOAUTE/IEM U YIOJHOMOYEHHBIM OpraHoM pedepeHTHOro ToCyZapCTBa,
3aperucTpUpOBaBILMM JIeKapCTBeHHbIN Tpernapar.

53. HOJ'Iy‘JEHHbIe AddaHHbIe W TIpeJBapUTe€/IbHbIE BbIBOAbBI TIIO0 IIpOrpaMme I/ICCJ'IEAOBEIHI/Iﬁ
CcTabMUILHOCTH HGO6XOAI/IMO MMPOaHa/TM3MPOBATh, 4 TdKXKe€ B YCTAHOBJIEHHOM HMCC/Ie10BaTe/IeM IIOpsAaKe
AOKYMEHTHUPOBATb U COXPAHUTD.



IV. UccnepgoBaHuAa CTabUIbHOCTU HOBbIX
NleKapCTBEeHHbIX Npenaparos

1. O6wan nHcpopmauusa

54. Pa3paboTKa IporpaMMbl HCCIeJOBaHUS CTabUIBHOCTH JIEKAPCTBEHHOI'O Iperiapara JoJ/DKHA
OCHOBBIBaThCSI Ha 3HAHWW TIOBE/IEHUs, CBOWCTB W CTaOWUIBbHOCTH (papmalleBTUUECKOW CyOCTaHIUH, a
TaK)Xe Ha OTbITe, PUOOPETEHHOM TI0 pe3yJibTaTaM HCC/IeZ0BaHUM pa3paboOTKM COCTABOB IPeraparos,
WCTIO/b30BaHHBIX B K/IMHUYECKUX HCC/IefoBaHusAX. HeoOXOAMMO OmMucaTh BEPOSITHBIE W3MEHEHHS
yCJIOBUM XpaHEHHUs] W TIPe/ICTABUTh OCHOBAHMWS BbIOOpa IMOKa3aTesel, TMoJiexalluX HUCC/Iel0BaHUI0 B
xozie hopMaiM30BaHHbBIX UCC/IeI0BaHUNA CTaOM/IbHOCTH.

2. UccnepoBaHuns Ha (hoTOCTaBUNBHOCTb

55. UccnenoBanust Ha (HOTOCTaOMIBHOCTE CeyeT MPOBOAWTH He MeHee ueM Ha 1 TiepBHUUHOMN
cepud JieKapCTBeHHOro npenapara. CraHJapTHble YC/IOBUSI HCC/eloBaHUSI Ha (OTOCTaOMIBHOCTH
omnucaHbl B pasziesie V Hactosimx TpeboBaHU.

3. Bbl6op cepuii

56. [laHHBIE O CTAOWUIBHOCTH [JO/DKHBI OBITH TIOTyueHbl KaK MUHUMYM [iisl 3 TIEPBHUHBIX CepUi
JIeKapCTBEHHOTO TIperapara. [lepBuuHble Cepuy [JO/DKHBI OBITh TIPOU3BE/IEHBI TI0 TOW YKe TeXHOJIOTHH U
yIaKoBaHbl B TOM ’Ke CUCTeMe "KOHTelHep - YKynopKa', yTo U Cepuu i peanvsauvud. [IponsBoacTBo
NepBUYHBIX CEPUil [JO/DKHO WMWUTHPOBaTh TPOM3BOJCTBO TIPOMBIIIJIEHHBIX Cepuii, obecreuynBaTh
NoJTyueHHe MPOAYKLMM TaKOro ke KauecTBa M COOTBETCTBOBAThH TOM ’Ke crielM(UKaluH, UYTO U CepuHy,
MOCTYTIAMOIe Ha PBIHOK. [IBe M3 Tpex cepuil [O/DKHBI OBITE 00BEMOM He MeHee, 4eM 00BeM
OTBITHO-TIPOMBIIIJIEHHBIX Cepuii, 00BeM TpeTheli MOKeT ObITb MeHbllle, eC/Id TIPOU3BOJUTEIEM
Tpe/iCTaB/leHbl COOTBETCTBYHOLMe 000CHOBaHUsS. EcCIM BO3MOKHO, CepuM JleKapCTBEHHOIO IperapaTa
Heo0OX0/IMMO TTPOM3BO/IUTE C UCTIOb30BaHNEM pa3HbIX cepuii hapMalieBTUUeCcKol CyOCTaHIUH.

57. WiccnenoBaHve CTaOUIBHOCTU JIOJ/DKHO OBITH TMpe/CTaB/IeHO /s KaKAOW WHAWBUZYATbHOU
JI03UPOBKH, J1eKapCTBEHHOM (OPMbI, THUIAa U BMECTHUMOCTU YINaKOBKU JieKapCTBEHHOrO Tperapara, 3a
WCK/TIOUeHUEeM C/Ty4aeB, KOTJja TIPUMeHsIeTCs] BEIOOp KpalHUX BapHUAHTOB (OpPEKeTHHT) WM MaTPUYHOe
TlaHUpOBaHKe. /10Ty CcKaeTcsi pe/iCTaB/sITh MHbIEe 000CHOBBIBAIOIIIME JAHHBIE.

4. Cuctema "KOHTelHep - yKynopka"

58. VccnenoBanusi CTabUIbHOCTH [IO/DKHBI TIPOBOJIUTHCSL B OTHOILIEHUH JIeKapCTBEHHBIX CPEeZICTB,
YIaKOBaHHBIX C UCMOJIb30BAaHMEM TOM K€ MEePBUYHOM YIaKOBKU (CHUCTeMbl "KOHTEMHep - yKymnopka'),
KoTopasi Oy/leT TIpUMEHSIThCS B CepHsiX, TpeJHa3HAYeHHBIX /s peanusarud. [Ipu BBINOTHEHUH
BTOPUYHOM (MTOTPeOUTe/TbCKOM) YIIAKOBKOMW 3aIlUTHBIX (DYHKIUM UCC/IeIOBaHUE [JO/DKHO TTPOBOAUTHCS B
OTHOLLIEHUY JIeKapCTBEHHOTO CPeJICTBa, YIaKOBAHHOTO BO BTOPUUHYIO (TTOTPEOWTE/bCKYI0) YIIaKOBKY.
VccnenoBanusi, IpoBe/ieHHbIe B OTHOLIIEHUH JIEKAPCTBEHHOTO TperapaTa 0e3 mepBUUHOMN YIIaKOBKU WU
B yNAaKOBKe W3 [PYTHMX BHU/OB YIIAKOBOYHBIX MaTepHa/OB 10 CPaBHEHWIO C IpeJHa3HaueHHbIMM [JIs
peanu3alid, MOTYT OBITh UYAaCTbIO CTPECCOBBIX HCCAEeJOBaHWA WIM PacCMaTPUBATBCS — Kak
JIOTIOJIHUTe TbHAs Mo TBep KAaroiias MH(popMaLysl.

5. Cneuudpukayus

59. VccneoBanue CTaOHMIBHOCTH BK/IFOUAET B Ce0sl KCC/IeIOBaHHe TAKUX CBOMCTB JIEKAPCTBEHHOT'O



rperiapaTta, KOTOpble MOZBEep)KeHbl U3MEHEHUsIM B TpOLiecce XpaHeHWs! W, BO3MOXXHO, TMOBJUSIIOT Ha
KauecTtBo, Oe3omacHocTh W (Wmm) 3ddekTrBHOCTL. MccmenoBaHUs [JO/DKHBI OXBaThIBaTh, €C/IH
MPUMEHUMO, (Qu3nUYecKre, XUMUYeCKue, OWOJIOTHUeCKre W MHUKDPOOHMOJIOTHUeCKHe —TI0Ka3aTesiH,
cofiep>kaHWe KOHCEepPBAaHTOB (HarmpyMep, aHTHOKCHAAHTOB, TPOTUBOMHKDPOOHBIX KOHCEPBAaHTOB) W
(byHKLMOHATbHBIE UCCTIeJOBaHUS (HallpUMep, CUCTeMbI I0CTaBKH JI03bI).

[MpumMepbl TapaMeTpOB [Jii UCCIe[OBaHUSI CTaOWIBHOCTU JIeKAPCTBEHHBIX TIperapaTtoB U
dhapMarieBTUUeCKIX CyOCTaHI|M rpuBeieHbl B puioykeHnH N 3 K HacTosiuM TpeboBaHuUsIM.

60. HeoOX0aMMO KCIT0/Tb30BaTh Ba/IMIUPOBAaHHbBIE B COOTBETCTBUU C PYKOBOZCTBOM I10 Ba/TUZAALIAN
aHa/TMTUYeCKUX MEeTOJUK, yTBepXK/aeMbIM Komuccuei, aHa/IMTUYeCcKre MEeTOJUKH,
CBUJIETeIbCTBYIOIME O CcTabwibHOCTH. HeobXoauMocTe UM 00BeM UCCIe[OBaHWM, TMO/JIeXKallux
TOBTOPEHUIO, 3aBUCUT OT Pe3yJIbTaTOB Ba/li/jal1H.

KpuTepry npremneMoCTH Ha CpPOK TOJHOCTU Cjie[yeT YCTaHaBAMBaTb C YYETOM [OCTYITHBIX
CBefieHUM 0 cTabunbHOCTU. Ha OCHOBaHMM OL|eHKW CTaOWIBHOCTU W U3MEHEHWM, BO3HMKAIOIUX TIpU
XpaHeHUH, [OMyCKaeTcs Hanure 000CHOBAaHHBIX PAaCXOKAEHUN MEXY KPUTEPUSIMHU TIPUEM/IEMOCTH Ha
CPOK 'OJHOCTH Y Ha BBIITyCK.

61. Bce pacxokeHUsi MeXAy KPUTEepUsSMH TIPUeM/IEMOCTU Ha CPOK TOAHOCTHM U Ha BBIMYCK
MPOTHBOMHUKPOOHBIX KOHCEPBAHTOB HEeOOXOJUMO TOATBEPAUTL AOKa3aHHOW 3aBUCMMOCThIO (validated
correlation) Mexxy cofepskaHueM U 3(h(HeKTUBHOCTBIO KOHCePBaHTa, YCTaHOB/IEHHBIMU MPH pa3paboTke
OKOHYAaTe/IbHOTO COCTaBa JIeKapCTBEHHOT'O TperapaTa (3a UCK/IF0UeHHeM KOHI[eHTpallud KOHCEePBAHTa),
rpejiHa3HauUeHHOTO [jis TMpojaxu. He3aBUCMMO OT Haauuus pasHULbl MeXAYy KpUTepUsMHU
MpPUeM/IEMOCTA Ha BBIMTYCK U Ha CPOK T'OJHOCTU TIO COJIeP’KaHWI0 KOHCEepBaHTA B Lie/isiX TPOBEPKHU
Tpe/ijlaraeMoro CpPOKa T'OJAHOCTH HeoOXOJAMMO UCCe[oBaTh 3((eKTUBHOCTb TMPOTUBOMUKPOOHOTO
KOHCepBaHTa (B [IOTIO/IHEHHWE K €ero CO/Iep>KaHWI0) Ha OJHOM TepBUYHOM Cepud JIeKapCTBEHHOTO
riperiapara.

6. YacTtoTa nccnepgoBaHui

62. YacToTa uccieoBaHUM MPU AOATOCPOYHBIX UCC/Ie0BAaHUSAX [0/DKHA OBITH JOCTAaTOUHOM /151
yCTaHOBJIeHUsT TIpOpu/isi CTaOWIBHOCTU JIeKapCTBEHHOro Tiperapara. YacToTa HCC/ie[j0BaHUM
JleKapCTBEHHBbIX TperaparoB, MpejJjaraeMblii CPOK T'OJHOCTA KOTODBIX COCTaB/sieT He MeHee 12
MecsiLeB, B YCIOBUSX JOATOCPOYHOTO XPaHeHHsI [JO/DKHA, KaK MpaBU/I0, COCTaB/ISATh KaXK/ble 3 Mecsilja B
TeyeHHe MepBOro ro/a, Kaxabie 6 Mecsil[eB B TeUeHHe BTOPOT'o I'0/ia, a 3aTeM eXXero/iHO B TeueHHe BCero
TrpeJijlaraeMoro Cpoka rofiHoCTH.

63. B ycnoBusiX 6-MeCsiYHOTO yCKOPEHHOI'O0 HWCCJ/IelOBaHUsI PEKOMeHAYyeTCsl UCI0J/Ib30BaTb He
MeHee 3 BpeMeHHbIX TOUeK, BK/IOUasi HauajJbHYI0 M KOHeuHyto (Hanpumep, 0, 3 u 6 mecsueB). Eciu
UCXO/il U3 OfbITa pa3pabOTKH OXKUZJAeTCs, UTO pe3y/bTaThl YCKOPEHHBIX HCC/Ie[OBaHWM, IO BCel
BEPOSITHOCTH, OyAyT TPaHUUUTh C KPUTEPUSIMH 3HAUMMBIX H3MeHEeHWH, TO HeoOXOJUMO TPOBECTH
pacivpeHHble UCC/IeI0OBaHUs MmyTeM A00aBieHus 1PoO B KOHEUHOW BPeMEHHOH TOuke 00 myTem
BK/TFOUEHUS1 YeTBEPTOM BPEMEHHOW TOUKM B TIPOTOKOJ/I UCCJ/IeJOBaHUS.

64. Ecnmu BciieACcTBHe 3HAUMMOrO W3MEHEHMs [0 pe3y/bTaTaM YCKOPEHHBIX HCC/Ie/l0BaHUM
CTabW/ILHOCTM HEeoOXOJWMO TPOBECTH UCC/Ae/JOBaHUs B TIPOMEXKYTOUHBIX YCIOBUSIX XpaHeHUs,
peKoMeH/lyeTcsl [IPOBeCcTH 12-MecsiTuHOe UCC/le/joBaHre He MeHee ueM B 4 BpeMeHHbIX TOYKaX, BK/Ir0Uast
Haya/bHYI0 U KOHeuHyto (Haripumep, 0, 6, 9 u 12 mecsiiieB).



65. Ilpu 0b60CHOBaHMM JOMYCKAaeTCsl WCTIO0/Ib30BaTh COKpAIlleHHble MPOTOKO/bI (BIOOD KpaliHHX
BapyaHTOB (OpeKeTWHr) W MaTpUUYHOe IUIAaHMPOBaHWe), KOTOpble B OTHOIIEHWH OIpeZeeHHbIX
KOMOHMHALMiA ()aKTOPOB IMPeyCMaTPUBAIOT MEHBIITYIO YaCTOTY UCC/IeJOBAaHUM U X OTCYTCTBHE.

7. YcnoBusi XpaHeHus

66. JlekapCTBeHHBIN TIperapaT HeOOXOJUMO UCC/IeoBaTh B YCAOBUSAX (C JOMyCTUMBIMHU
OTK/IOHEHUSIMH), TIO3BOJISIFOIUX W3YUYUTh €r0 TePMHUYeCKy CTabWIbHOCTb U, €C/d Heo0XOAuMO,
YYBCTBUTEBLHOCTh K JIECTBHUIO BJIaTW, CBETA WM BO3MOYKHOCTh TIOTEPU pacTBOpUTe/s. BriOpaHHbIe
yCJIOBUSI HWCC/IeJOBaHUM [IO/DKHBI COOTBETCTBOBaTh YCJIOBUSIM U TIPOJO/DKUTENLHOCTA XPaHeHUs,
TPAHCITIOPTUPOBKHU U TIOC/IeYIOIIero MpUMeHeHHUs] C yUeTOM KIMMaTUUeCKUX YCI0BUM MeCTHOCTH, AJis
MpOJa’kKh Ha TEPPUTOPUU KOTOPOI MpeiHa3HaUeH JieKapCTBEeHHBIN rpenapar.

67. Eciu ecTb BepoSTHOCTb TOrO, UYTO KOHTaKT CHUCTeMbl "KOHTeWHep - yKymopka" ¢
JIeKapCTBEHHBIM TIPeriapaToM TOB/HSIeT Ha ero CTabMIbHOCTD (HarpruMep, KOHTAKT TPOOKH C PaCTBOPOM
TIPY TPAHCIIOPTUPOBKE) WM TIPOU30MAYT M3MEeHeHHs B CUCTeMe "KOHTelHep - yKyIopKa', HeoOXoaumMo
BK/IIOYATh B MPOTOKOJ MH(OpMaLio 006 opreHTaliu JieKapCTBeHHOIO Tperapara BO BpeMsi XpaHeHUs
(TO ecTb B MPSIMOM WUJIU [IePEBEPHYTOM I10JI0XKEHUH).

68. omyCTUMBIMH OTK/JIOHEHHSIMU TIPU HWCC/IeIOBAaHUSIX CUUTAIOTCS TIpHemsieMble KoJiebaHus
TeMIepaTypbl W OTHOCUTE/NbHOW BI&XHOCTU 00O0pYy/0BaHMSI [/ XpaHeHWs TIpU TIPOBe/IeHUH
HCC/IeIoBaHUM CTabUbHOCTU. MCIioib3yemble PUOOPHI [[O/DKHBI KOHTPOJIUPOBATh YC/IOBHSI XPaHEHMS B
paMKax [Mara3oHOB, OMMCAHHBIX B HacTosMX TpeOoBaHWSAX. YC/IOBUsS XpaHeHUsi (Hampumep,
¢akTHueckasi TemMriepaTypa 1 BIa)KHOCTb, €C/I OCYILeCTB/ISIeTCSl UX KOHTPOJIb) 0JDKHBI OTCIe)KUBATbCS
Y perucTpupoBaThbcsi. KpaTKoBpeMeHHble U3MEeHEeHMs! yC/IOBUM XpaHeHMWs! M3-3a OTKpbIBaHWS [BepU
ripubopa /17151 XpaHeHHUs1 WK CKJIaICKOTO TIOMeIlleH!s] CUUTArOTCS Hen30eXXHbIMU. B ciiyuae OTK/IOHEHUS
OT YCJIOBUM XpaHEHUsI M3-3a HEeWCTPaBHOCTH Tpubopa TIOCTe[CTBUS AO/DKHBI OBITh yCTAHOBJ/IEHBI U
3aHeceHbl B OTueT. [lociefCTBUSI OTK/IOHEHHWM, KOTOpbIe TIPEBBIIAIOT JOMYCTUMble OTK/IOHEHHUS B
TeueHre Oosiee ueM 24 4acoB, JO/DKHBI OBITH POAHAIM3UPOBAHbI B OTYETE.

69. B 1ensix cocraBneHusi MH(OpPMaLMM O TPUMEHEHWH, YC/IOBUSIX XpaHeHUsi U Tiepuojie
TIpYMeHeHUsi BOCCTaHOBJ/IEHHOTO W/ pa3Be/leHHOTO JIeKapCTBEHHOIO Tiperapata HeobXoJuMo U3yUuuTh
ero CTabWIBHOCTH TIOC/IE BOCCTAHOBJIEHMS] WM pasBefieHus. Takue wuccnefoBaHusi HeoOXOAUMO
NIPOBO/UTh Ha TMEPBHUYHBIX CEPUSX BOCCTAHOBJ/IEHHOTO W/M pa3BeJleHHOIO JieKapCTBEHHOro IperapaTa
Ha MPOTsUKEHWH TpeJjjlaraeMoro repuo/ia MpUMeHeHUsl B paMKax ()OpMa/i30BaHHBIX MCC/el0BaHUN B
Haya/IbHOM M KOHEYHOM BPeMEeHHBIX TOUKaxX W, ec/iM [0 Hauaja perucTpalyy [aHHble [JOJrOCPOYHBIX
WCC/IeJOBaHUM O TIOJTHOM CPOKe FOIHOCTU OTCYTCTBYIOT, Ha 12-M Mecsle WX B N0C/IeJHeN BpeMeHHOU
TOUKe, /i1 KOTOpod OyAyT [OOCTYIHBI JaHHble. [ToBTOpeHWe TaKuWX HCC/Ie[OBaHUM C CepusiMH, TI0
KOTOPBIM B3$IThI 00513aTe/IbCTBa, KaK MpaBuiio, He TpebyeTcs.

70. Ha MOMEHT moOAauu PperucTpalMOHHOTO [0Cbe HEeoOXOAWMO TMPe/CTaBUThb pe3y/IbTaThl
JIOJITOCPOYHBIX UCC/IeIOBaHUIN He MeHee 3 TIePBUUHBIX Cepyil JJIUTe/IbHOCThIO He MeHee 12 MecsilieB U
NpoJo0/DKaTh UX [0 MOJMHOIO OXBaTa IpejJjiaraeMoro Cpoka rofgHocTu. Ilo 3anpocy ymosHOMOYeHHOro
opraHa rocy/lapcTBa-ujieHa HeoOXOAWMO TpeJCTaBUTh JIOTIO/THUTE/IbHbIE JaHHBbIE, TOTyYeHHbIE BO
BpeMsi TIPOLieAyPhl PerucTpalyu. B 1je/1sIX OLleHKH BIUSHUS KPaTKOBPEeMeHHbBIX OTK/IOHEeHHH 3a Tipe/iesibl
3asB/IEHHBIX YyCJ/IOBUM XpaHeHWs (KOTOpble BO3MOXXHbI TIDU TPaHCIOPTUPOBKE) JOIMYyCKaeTCst
WCII0/Ib30BaTh JlaHHbIe, TOJyUeHHble MO pe3y/bTaTaM YCKOPEHHOrO XpaHeHWsl W, eC/u MPUMEeHUMO,
XpaHeHUs B IPOMEXXYTOUHBIX YC/IOBUSIX.



71. Hwke omnmcaHbl YCJIOBUSI MCC/Ie[JOBAaHUN JIeKADCTBEHHOIO TperiapaTa MpU [[0JIFOCPOYHBIX,
YCKOPEHHBIX W B COOTBETCTBYHOIIMX C/y4yasiX TMPOMEXYTOUHBIX HCC/IeJoBaHUsX. B oTHOIIeHuUH
JIeKapCTBEHHOTO TIperiapata TMPUMEHSIIOTCs O0le TMpaBu/a, €C/M OMUChIBaeMble B TOCTeAYIOIINX
rofpasgenax TpeboBaHWs ero He 3arparuBatoT. [Ipy 00OCHOBaHMM JOMYCKaeTCsl WCIO/b30BaTh
a/lbTepHaTUBHbIE YCJIOBUSI XpaHeHUs (HarpyuMep, OTJIMUAlOIIMecs OT YCIO0BUH, yKa3aHHbIX B TabmuLie 4).

72. YcnoBus uccnenoBanui "OO01iye ipaBuia” pUBeieHbI B Tabwiie 4.
Tabnurja 4

YcnoBusa uccnegoBaHuii "O6wme npasuna”

WccnepnoBanue | YcnoBus ucciefoBaHus (TeMiiepaTypa MuHumanbHas

Yl OTHOCUTeJIbHAs BIIaKHOCTD) TNIPO/IO/DKUTE/IBHOCTD

WCC/IeJOBaHUST CTaOUTBHOCTH

Ha MOMEHT 110/lau¥ 3asiB/IeHUsI
0 perucTpanuu (Mec.)

MonrocpouHoe 25 * 2°Cu60 * 5%, umm 30 * 2 12
< °Cu 65 + 5%, wm 30 + 2°Cu 75
T 5% <k*>
TTpomeXKyTOuHOe 30 * 2°Cu65 * 5% 6
<>I<>I<>I<>
YcKopeHHOe 40 £ 2°Cu75 * 5% 6
Puioioiobs

<*> ¥YcioBUS, TIPU KOTOPBIX OYyAyT MPOBOJUTHLCS AOJTOCPOYHbIE MCC/Ie0BaHUS, OTpeJesistoTCs
K/IMMaTHYeCKOM 30HOM, [Jii KOTOPOM TpeAHa3HaueH JieKapCTBeHHBIM Tiperapar, ¥ BbIOMparOTCS
3asiBUTes1eM. VlccieioBaHusl B HeG/IaronpUATHBIX YCIOBUSIX MOTYT OBITh a/lbTePHaTUBHBIMU YCIOBUSIM
ucciefioBaHuid ipu Temrieparype 25 * 2 °C u oTHOCHTebHOM BiiakHOCTH 60 * 5% wiu Temriepatype

30 = 2 °C 1 OTHOCUTEILHOU BIaKHOCTH 65 T 5%.

<**> [IpesBapuTe/NbHbIN CPOK TOAHOCTH He [OJDKEH TpeBbIlaTh 0ojiee ueM B 2 pa3a Mepuof, [0
MpOBe/ieHUs J0TOCPOYUHBIX MCC/Ie[J0OBAaHUM JIeKapCTBEHHOT 0 Mpernapara.

<**%> ECaM [OJTOCPOYHBbIE HCC/Ae0BaHUs MPOBOAATCA rpu Temmepatype 30 * 2 °C wu
OTHOCHUTE/IbHOM BAaXKHOCTH 65 * 5% wnu nipu temmnepatype 30 £ 2 °C ¥ OTHOCUTEILHOU BJIaYKHOCTU
75 £ 5%, TO MPOMEXKYTOUHBIE UCC/IeJOBAHUSI HE TTPOBOJSITCSI.

<##*%> BLIMOMTHSAETCS TIPU 00palljeHHuH JIeKapCTBEHHBIX CPeZCTB B CTPaHAX KIMMAaTHUeCKUX 30H
I u IV, onpesieneHHbix B ripuioykeHnd N 1 K Hactosiium TpeGoBaHuUsIM.



73. Eciu  [OAroCpouHble WCC/IeOBaHUS TPOBOAATCS mpu Temmepatype 25 * 2 °C wu
OTHOCHTeNbHON BiaxHocth 60 * 5% u B TeueHHe 6-MeCSIUHOTO WCC/Ie[OBaHUSI B YCIOBHUSIX

YCKODEHHOT0 XpaHeHUusi O0O0Hapy>KMBaeTCs 3HauuMMoOe H3MeHeHHWe JieKapCTBEHHOro Tiperapara,
HeoOXOZMMO TIPOBECTH JIOTIOJIHUTEIbHOe MCC/e[joBaHUe B TPOMEXKYTOUHBIX YC/IOBUSIX XpaHeHUs U
CPaBHUTbH M0JIyueHHbIe pe3y/bTaThl C KPUTEPUSIMU 3HAUMMbIX M3MeHeHUW. IIpu mozave 3asBjieHUs B
cooTBeTCTBUM C IIpaBHWIaMy perucTpaLyu U 3KCIepTU3bl PEruCTpaliiOHHOe [JOChe J0/DKHO COZeprKaTh
JlaHHble O He MeHee 4YeM 6-MeCIYHOM CpOKe XpaHeHHWs U3 12-MecsiYHOro WCC/IejOBaHus B
MPOME)KYTOUHBIX yCJIOBUSIX XpPaHEHUSI.

74. I/ICCJ'IE,EI"OB(:IHI/ISI JIEKAPCTBEHHLIX ITPEI1apaTOB, YIIdKOBAHHBIX B repMETUYHbIE KOHTEﬁHepBI.

UyBCTBUTEIBHOCTD K BJlare WX BO3MOKHOCTb TIOTEPH PAaCTBOPUTE/IS He SIBJISIOTCS KPUTUYHBIMU
[JIl  JIeKapCTBEHHOTO TIperiapara, YIMakOBaHHOTO B TepMeTHUHYI0 Tapy, KoTopas obecrieunBaeT
TIOCTOSTHHYIO TIPeTrpajy //Isi TIPOXOXK/eHUsI BJIard WM pacTBOpHUTens. TakuMm oOpa3oM, HCC/ie[0BaHUS
CTabUIBHOCTH JIeKapCTBEHHBIX TIPerapaToB, YIAKOBAaHHBIX B HENPOHHWIlAeMble KOHTeHHEepHI, MOTYT
MIPOBOJIUTHCS TIPU JIFOOBIX KOHTPOJIUPYEMBIX YC/IOBUSX WM B YCJIOBUSIX BJI&XHOCTU OKpY’Karolei
CpeJbl.

75. VccnenoBaHus JieKapCTBEHHBIX MperapaToB, YIIaKOBaHHBIX B MOTYTIPOHULIAeMble KOHTeHHeDBI.

B monynpoHuilaeMbIX KOHTeliHepaX MeXaHHW3M TepeHOCa pacTBOPUTENsi COCTOUT B abcopOimu
TIOBEPXHOCTBIO KOHTeMHepa, Juddy3uu Mpyu MPOXO0XKAEHUH CKBO3b MaTepHasl KOHTelHepa U J1ecopOIum
pacTBopuTeNsl C [Jpyrod noBepxHOCTU. [lepeHoC pacTBOpUTensi NPOUCXOAWUT TIO TIpajUeHTy
napLyasbHOro JaBjieHusi. [IpyMepamMu TOJIyTIPOHUIIAEMbIX KOHTeWHEepOB SIB/ISIOTCS TIAaCTUKOBBIE
MeIIKU ¥ MSATKHMe MeIIKH U3 TOJMITHUIeHa HU3KOW TUIOTHOCTH JIJIsi TapeHTepasbHbIX JIeKapCTBEHHBIX
riperiapaToB 60/bIIOT0 06BeMa, a TaK)Ke aMITyJ/Ibl ¥ (PJIaKOHBI U3 TTOJTMITH/IEHAa HU3KOM TITIOTHOCTH.

[lns nexkapCTBeHHBIX IIperapaToB Ha BOJHOW OCHOBe, YIIAKOBAaHHBIX B IIOIYIIPOHMLIAeMble
KOHTelHepbl, [0/DKHAa OLeHMBATbCsS BO3MOXXHOCTb TIOTEPM B Macce [OMOJIHUTENBHO K OLieHKe
¢u3nuecKol, XUMHUECKOH, OWOJIOrMYecKO W MHUKPOOMOIOTHYecKol CTabWIbHOCTH. OTa OLjeHKa
JIOJDKHA TIPOBOJIMTHCSI B YC/IOBUSIX HU3KOW OTHOCHTENbHON BJIa)KHOCTH, KaK OINMCaHO B Tabmwie 5.
HeobxomumMo TIOATBEpAUTb, UTO JieKapCTBeHHbIe TperapaTtbl Ha BOJHOM OCHOBe, YIaKOBaHHbIE B
TIOIyTIPOHULIAeMble  KOHTelHepbl, TPU XpaHEHWH CII0COOHBI BbIJEP)KMBATb YCJIOBUSI C HHU3KOM
OTHOCHTEJ/IbHOW BIa)KHOCTBIO.

[nsi  6e3BOAHBIX JIEKAPCTBEHHBIX TIPENapaToB, B KOTOPBIX MCIIO/NB3YIOTCS PAaCTBOPUTEIH,
JIOTyCKaeTcsi pa3paboTaTh U MPe/ICTABUTE K PACCMOTPEHHIO UHbIE COTIOCTABUMbIE TTO/IXO/bI.

JlekapCcTBeHHbIe TIperapaThl, KOTOPble COOTBETCTBYIOT Creld(UKalMi TIocjie TpOBe/eHus
JIOJITOCPOYHBIX U YCKOPEHHBIX WUCC/IeJOBAaHUM B yC/IOBHUSX, OMUCAHHBIX B Tab/uie 5, 1eMOHCTPUPYIOT
L[e/IOCTHOCTD TI0/TyTIPOHULIAEMOM YIIaKOBKH.

Tabsuria 5

YcnoBus uccnegoBaHuii ieKapcTBEHHbIX NpenapaToB, yNakoBaHHbIX
B NOJIyNPOHMLIaeMble KOHTeliHepbl



VccnepoBanne | YcnoBUs UCCaefloBaHuA (TeMIlepaTypa MuHuMassHas

Y OTHOCUTeJIbHAs! BIIa)KHOCTD) MPOJ0JDKUTE/IBHOCTD

Hcc/ieloBaHUsI CTabUIbHOCTH

Ha MOMEHT [10/jauy 3asiB/IeHUs
0 perucTpanuu (Mec.)

Honrocpounoe 25 * 2°Cud40 * 5% wm 30 £ 2 °C 12
<> u35 + 5%
[TpomexxyTouHOe 30 £ 2°Cu35 * 5% 6
<HA>
YckopeHHOe 40 * 2 °C u He 60omee 25% 6

<*> Yc0BUs, MIPH KOTOPBIX OYAyT TIPOBOJUTHCS AOJTOCPOYHbIE WCC/IeOBAHUS, OTPeesISTFOTCS
K/IMMAaTUYeCKOH 30HOM, /i1 KOTOPOH TpeAHa3HaueH JIeKapCTBEHHBLIM IIperapar, W BbIOMparOTCs
sasiBuTesieM. ViccienoBanus npu Temmepatype 30 * 2 °C v oTHOCMTe/NbHOM BiaakHocTH 35 * 5%

MOTYT OBITh aJbTePHATHBHBIMH MCC/IeAOBaHUSAM TMpU Temreparype 25 * 2 °C ¥ OTHOCHTELHOM
BiaxkHoctu 40 £ 5%.

<**> Ecmm J0onrocpouHble HWCC/ieoBaHUS MpoBogasTcs ripu Temreparype 30 * 2 °C wu
OTHOCHTeTbHOH BiakHOCTH 35 * 5%, To MpOMeKyTOUHbBIe UCCIe0BAHUS He TIPOBOJSTCSL.

76. Ecm B XxXome 6-MeCsYHOTO WCC/IeOBaHUSI B YC/IOBUAX YCKOPEHHOIO XpaHeHus
00Hapy>KrBaeTcsl 3HauMMOe M3MeHeHHe, He SIBJISIOIIeecs MoTepeii B Macce, TO B IieJIsiX MCC/IeOBaHUS
BusiHUS  30-rpaflyCHOM TemmepaTypbl B [JOMNO/JHEHWe K [OJTOCPOUYHBIM HCC/IeJOBaHUSM TpU
temriepatype 25 * 2 °C u ortHocutenbHoW BraxkHocth 40 * 5% HeoOX0oguUMO TIPOBECTH

JIOTIOJTHUTE/TbHOE UCC/Ie[IOBaHHE B TIPOMEKYTOUHBIX YCJOBUSX I0 OMUCAHHOMY B OOILIUX TpaBUIax
IrOpUTMy. 3HauuMMOe H3MeHeHMe, BbIpakarolljeecss WCK/IOUUTeNbHO B TOTepe B MacCe B YCIOBUSIX
YCKOPEHHOT'0 XpaHeHusi, He TpeOyeT TIpOBeJieHUs MCC/IeIOBaHUS B IIPOMEKYTOUHBIX yC/IOBUSX. Tem He
MeHee HeoOXOAMMO TIpeJCTaBUTh AAHHBIE, TOJATBEP)KAAIOIINe, UTO Ha TPOTSHKEHUU IpeJ/IOXKeHHOTO
CpOKa roJfHOCTH 1pu Temrepatype 25 °C u 6a30Boi 0THOCHTe/NbHON BiAaKHOCTH 40% jieKapCTBeHHBIN
riperiapaT He TO/IBeprHeTCsl 3HAUMTeJ/IbHOM 1oTepe B Macce.

77. I1lpn XpaHeHWH JIeKapCTBEHHOIO Iperiapara, YIIakOBaHHOI'O B IOJIYIIPOHULIaeMbIN KOHTelHep,
B YC/IOBHUSIX, SKBUBAJEHTHBIX 3-MeCSUHOMY XpaHeHut0 Npu TemmnepaType 40 °C U OTHOCHUTeNbHOU
BI&XXHOCTH He 6onee 25%, 5-TIpoLieHTHAas! OTepsi B Macce NpU3HaeTCsl 3HAUYMMbIM M3MeHeHreM. Bmecre
C TeM MpU JI0/DKHOM OOOCHOBaHUM /11 HeOOnbLUIMX KOHTeiiHepoB (1 M UM MeHee) M OJHOZO3HBIX
JIeKapCTBEHHBIX TIperiapaTtoB /OMycKaeTcss Oojiee ueM 5-TIPOIeHTHasi TOTeps B Macce II0OCTe
3-MecsiuHOTO XpaHeHus py TemriepaTtype 40 °C 1 0OTHOCUTE/TBHOM BIaKHOCTU He 6ostee 25%.

78. AnbTepHaTHUBHBIA TIOAXOJA K WCC/IEOBAaHWUIO TIpM 0a30BOM OTHOCUTETBHON BIaXKHOCTH
coryiacHO Tabsuie 5 (J0JTOCpOUHble WM YCKOPeHHble WCCIe[0BaHUs) 3aK/IH0YaeTcsi B MPOBeJeHUU
HCCeJOBaHUM CTaOUIBHOCTH B YCIOBUAX 00Jiee BBLICOKOW OTHOCHUTE/IHOM BIAXKHOCTU M BBIUMCIEHUN
rotrepu B Macce Tipu 6a30BOM OTHOCUTE/BHOW B/IQXKHOCTU MyTeM TiepepacyeTa. JTO OCYILeCTBJISeTCS



MyTeM 5KCTIepUMEeHTalbHOTO omnpejienieHrst Ko3(@UiieHTa MPOHULIAEMOCTHU /Il CUCTeMbl "KOHTelHep -
yKyTiopkKa" WM, Kak TMoKa3aHO B TpUMepe HiKe, MyTeM pacueTa Ko3(duileHTa CKOPOCTH MOTepU B
Macce MeXAy [BYMsl YCIOBUSIMM BI@)XKHOCTM TIPM OJHOM M ToW ke Temmneparype. KosdduuyeHT
TIPOHKML[AeMOCTH CHUCTeMBI "KOHTEeMHep - YKYIOpKa'" MOXXHO OMpeZie/ITh SKCIIepPUMeHTaIbHO, UCII0JIb3YS
MeCCUMUCTUUECKUM ClieHapuil (HarpuMmep, Haubosiblllee pa3BefileHHe U3 CepUM KOHLIeHTpaLWi) [J1s
Tripe/ijlaraeMoro JieKapCTBEHHOT O Tperapara.

[Tpumep ompeieneHus TIOTEPH B Macce.

Hapnexamuii criocob orpeziesieHusi CKOPOCTH TIOTePHM B Macce JIeKapCTBEHHOTO TIperiapara C
orpefieJleHHbIMA CUCTEMOM "KOHTeWHep - yKYyropkKa' BMeCTHMOCTBbH) KOHTelHepa U HOMUHA/IbHBIM
obbeMoM Tpu 6a30BOM OTHOCUTETBHOW BIaKHOCTH 3aK/IIOYAETCS] B YMHOXKEHWH CKODOCTH TIOTEPU B
Macce, yCTaHOBJIEHHOM TPU albTepHAaTUBHOW OTHOCUTEbHOW BJI&)KHOCTH MPU TOU >Ke TemrepaType, Ha
K03((UIMEeHTbI CKOPOCTH TIOTEPU B Macce, NpuBe/ieHHbIe B Tabuie 6. HeobxoArMo noATBepAUTD, UTO
CKOpOCTb IOTEpH B Macce MpU aJbTepHAaTUBHOM OTHOCUTENbHOM BI&KHOCTH B TeueHUe IepUofa
XpaHeHus JINHeVHa.

Tabmmra 6

OnpepgeneHune KoacpdmumeHTa CKOPOCTU NOTEPU B Macce

AnbTepHaTHBHAas basoBas Kos¢dduriimeHT ckopocTy moTepu B
OTHOCHTeJIbHAs BIa)KHOCTb OTHOCHTEJIbHAs Macce IIpY 3alaHHOW TemIiepatype
BJIQ’)KHOCTb
60% 25% 1,9
60% 40% 1,5
65% 35% 1,9
75% 25% 3,0

Hampumep, npu 3agaHHoM TemriepaType B 40 °C pacueTHasi CKOPOCTh TOTEpU B Macce MpHU
XpaHeHWH B YCJIOBHUSIX OTHOCHTE/IbHOW B/IaXHOCTU He Oosiee 25% ecTb CKOPOCTb MOTEpU B Macce,
COOTBETCTBYIOLLIasi OTHOCUTEbHOW BI&KHOCTU 75%, ymHOXeHHass Ha 3,0 - COOTBETCTBYIOLUM
K03(ppUI[MeHT CKOPOCTH MOTePU B Macce.

Takke [OMyCKaeTCs HCII0/Ib30BaTh WCTUHHbIE KO3(QQUIMEHTbl CKOPOCTU TOTepd B Macce B
YCJIOBUSIX OTHOCUTETBHOH BJIQXKHOCTH, OTIMYHBIX OT YKa3aHHBIX B Tabuie 6.

79. UccniefoBaHus 1eKapCTBEHHBIX TIPeIapaToB, Mo/JIexKaliix XpaHeH!I0 B X0JIOAU/IbHUKeE.

YcnoBus vccie0BaHUM JIeKapCTBEHHBIX TIPenapaTroB, MoAJIeXallX XPaHeHHUI0 B XOJIOAUIbHUKE,
ripuBe/ieHbI B Tabsuile 7.

Tabmuma 7

YcnoBus I/ICCﬂe,qOBaHVII‘/'I NeKapCTBEeHHbIX npenaparos, noasexawunx
XpaHeHuo B XonoguibHuke



VccnepoBanve | YcnoBus UccaefoBaHus (TeMIiepaTypa MuHyMasbHast

Y OTHOCHUTEJIbHAs BIIaKHOCTB) PO/ 0J/DKUTE/ILHOCTD

YCC/IeJ0BaHUs CTabUIBLHOCTH

Ha MOMEHT 110/jauyl 3asiB/IeHus
0 perucTpanuu (Mec.)

MonrocpouHoe 5% 3°C 12

YckopeHHoe <*> 25 * 2°Cu60 £ 5%, um 30 £ 2 6
°Cu65 £ 5% <**> ym 30 * 2°Cu
75 * 5% <#*>

<*> BpIO0Op yCI0BUii 17151 YCKOPEHHBIX MCC/eJOBaHUM OCHOBaH Ha OLleHKe pUCKOB. VcciefoBaHust
TIpY HeO/IArONPUSTHBIX YCIOBUSIX MOTYT OBITh a/JlbTePHATUBOM MCC/IeIOBaHUIO TIpU Temreparype 25 *

2 °C u otHocuTenbHOU BiakHocTH 60 * 5% wim temmneparype 30 * 2 °C u OTHOCHUTE/LHOM

BJIAXKHOCTH 65 £ 5%.

<**> BpInoHseTcs py 00pareHnH JieKapCcTBeHHbIX cpeAicTB B cTpaHax Il u IV kiumaruueckux
30H, onpefiesieHHbIX B puiokeHny N 1 k HactosiiwM TpeboBaHUSIM.

Ecmn HeKapCTBEHHBIﬁ nperapaTr yrnakoBaH B HOJ'IyTIpOHI/IL[a(EMEJﬁ KOHTeﬁHep, TO B Le/IAX OLIEHKH
CTEeIeHH! I1I0TepPH B Macce HEO6XO,E[I/IMO npeacCTaBUTb COOTBETCTBYIOLHE JdaHHBIE.

[aHHbIe, TIO/yueHHbIe M0 pe3y/bTaTaM XPaHEHWs B XOJIOW/IbHUKE, HEOOXOJWMO OIleHUBaTh B
COOTBETCTBUH C TIO/pa3/ie/ioM 9 HaCTOSIIero paszjerna.

80. Ecn B mepuof ¢ 3-ro 1o 6-i Mecsil] B YC/IOBUSIX YCKOPEHHOTO XpaHeHUsi 00HApY>KHUBaeTCst
3HauMMOe M3MeHeHHe, TO TIpe/jlaraeMblid CPOK F'OJHOCTU [JOJDKEH OCHOBBIBATHCS Ha JAHHBIX B PEaJIbHOM
BpEMEHH, MOJIyUYeHHBIX T10 pe3y/bTaTaM eCTeCTBEHHOTO XpaHeHHs.

Ecni B TeueHHe TepBBIX 3 MeCsIeB B YCIOBUSIX YCKODEHHOrO XpaHeHWs OOHapyKUBaeTCs
3HaUMMOe H3MeHeHHe, TO HeoOXOMMO MPOAHA/TM3UPOBATh BIMSHUE KPATKOBPEMEHHBIX OTKJIOHEHHH 3a
npeZiesbl  3asiBMIEHHBIX YC/IOBUM XpaHeHWs (Hampumep, TP TPAHCIIOPTHPOBKE WM pas3rpysKe).
YKa3aHHBI aHamM3 (ecM TPUMEHWMO) MOXKHO YCW/INTh JAHHBIMHU TIOC/TeAYIOIIero MCC/eJOBaHUs
OZIHOW CepuH J1IeKapCTBEHHOI'O TIperapaTa B TeueHHe MeHee 3 MecsiljeB, HO C 0Oojiee BBICOKOH, ueM
00BIYHO, YaCTOTOM HucciefoBaHui. [Ipu 3TOM, e 3HAUMMOe H3MeHeHWe TMPOMCXOAUT B TeueHHe
NepBbIX 3 MecsleB, TPOZJO/DKEHWEe WCC/IeloOBaHNsl JIeKapCTBEHHOrO TiperapaTa B 6-MeCsuHOM
HCCieIoBaHUM He TpeOyeTcsl.

81. ViccnepoBanus yieKapCTBEHHBIX TIperapaToB, MO/IeXalljiX XpaHeH!I0 B MOPO3U/IbHOM KaMmepe.

YcnoBusl yccne[0BaHUM JIeKapCTBEHHBIX IperaparoB, MOZJIeXallliX XpaHeHWI0 B MOPO3WIBHOM
Kamepe, npuBe/ieHbl B Tabmuiie 8.



Tabmuia 8

YcnoBus uccnepoBaHuii nekapcTBeHHbIX NpenaparoB, NoA/exalmnx
XpaHeH1I0 B MOPO3U/IbHOW Kamepe

WccnepnoBanue | YcaoBusi MCCielOBaHUS (TeMIiepaTtypa) MwuHuMabHas
TPOJOJIKUTEIBHOCTD
WCC/IeJOBaHUST CTaOUTBHOCTH
Ha MOMEHT T0/,a4M 3asiB/IeHUS
0 perucTpanuu (Mec.)

MonrocpouHoe munyc 20 + 5°C 12

CpoK roJHOCTU JIeKapCTBEHHBIX TperapaToB, MOJJieKallluX XpaHeHWI0 B MOPO3WILHOW Kamepe,
yCTaHaB/IMBAeTCs HA OCHOBAHWHU JIaHHBIX B PeaJibHOM BpPeMeHH, MO/IyUeHHbIX M0 pe3y/bTaTaM XpaHeHUs!
B [JOJTOCPOYHBIX YCJIOBUSX. B OTCYyTCTBHe pe3y/bTaTOB MCC/IeLOBaHUSI B YC/IOBUAX YCKOPEHHOro
XpaHeHUs JIeKapCTBEHHBIX MperapaToB, MOJ/eXalllMX XPaHEeHWI0 B MOPO3W/ILHOM Kamepe, B LieJisiX
WCC/Ie[IoBaHUs BJIMSIHUSI KDaTKOBPEMEHHbIX OTK/IOHEHUM 3a Tpe/iesibl Npe/ijlaraeMbIX YC/I0BUN XpaHeHUs!
C/ie/lyeT U3yuuTh OJIHY CEpPUI0 TP TOBbIIIIEHHOH TemriepaType (Harpumep, mpu 5 + 3 °C wim 25 + 2

°C) B TeueHHe HeOOXOJUMOM MPO/JO/DKUTEIEHOCTH BPeMeHH.

82. VccnenoBaHye /ieKapCTBEHHBIX IperaparoB, MOAJIeXXalluX XpaHeH!I0 [IPU TeMIlepaType HKe
munyc 20 °C.

JlekapCTBeHHbIe TIperaparhl, IOZJIe)Kalljie XpaHeHWI0 Ipy Temriepatype Huke muHyc 20 °C,
HeoOXOZMMO pacCMaTpYBaTh B MHAVBUYAILHOM TOPSIZKeE.

8. O6sA3aTeNIbCTBO NO NPOAO/MKEHUIO UCCNefoBaHNi CTabUIbHOCTN

83. Eciu B perucTpaliioHHOM [I0Che TIPeACTaB/IeHbl [AHHbIE [OJTOCPOYHOTO HWCC/Ie/JOBAHUS
CTabMIbHOCTH 3 TMPOMBIIUIEHHBIX CEepHi, OXBaTbIBAIOIIME I[IPe/jlaraeMblii CPOK TOAHOCTH, TO
00s13aTe/IbCTBO TI0 MPOZAO/DKEHUIO UCC/IeIOBaHUM CTaOMTBHOCTH He TpebyeTcs.

84. Ec/iu uMetolecst JaHHbIe ZI0JITOCPOYHOT0 MCC/Ie[OBaHMS CTaOM/IbHOCTH MIEPBUYHBIX CEPUM HE
OXBaThIBAIOT BeCh Tpe/ijlaraéMbIi CPOK I'OJHOCTU, OI00PEHHBIN 10 pe3y/ibTaTaM PerucTpaiyu, C 1e/bio
O/JJTHO3HAYHOTO OTIpe/ie/ieHHsI TAaKOTO0 CPOKa rOHOCTH HeoOXOAMMO Mpe/iCTaBUTh TapaHTHUHHOe THCHEMO,
cofiepxkaiiiee 00sI3aTe/TbCTBO TI0 TMPOJO/DKEHUIO HWCC/IeIOBaHUM CTaOUIBHOCTU TI0C/Ie  TIOJy4YeHust
PEruCTpalOHHOIO y/10CTOBEPEeHUSI.

B cootBeTCTBUM C YKa3daHHBIM FapaHTI/II\/JIHbIM IMNCBbMOM 3asABUTe/Ib O6H3yETCH npeaCcTaBUTh:

€C/IM B PErucTpaliiOHHOM [I0Cbe OTCYTCTBYIOT JlaHHble O CTaOWJIbHOCTM He MeHee 3
MIPOMBIIJIEHHbIX CepUid, - TapaHTHUHHOe TMHChbMO, CojieprKalljee 00s53aTe/IbCTBO IO TIPOODKEHUIO
JOJITOCPOYHBIX MCC/Ie/JOBaHWM B TeuyeHHWe BCero IIpejjiaraeMoro Cpoka TOJHOCTU U 6-MeCsSuHBIX
WCC/IelOBAaHUM yCKOPEHHOT'0 XpaHeHMsl;

€CJTU B PETUCTPAI[MOHHOM JIOChe COZIeP)KATCsl JaHHble O CTAaOUIBHOCTH MeHee 3 MPOMBIIIIEHHBIX
Cepwii, B LieJIsIX ZI0Be/ieHHst OOILero uKcaa Cepyii 0 He MeHee 3 - TapaHTHIHOe TIMCHMO, COZiepyKalijee
00s13aTe/IbCTBO TI0 TIPO/IO/KEHHIO /I0JITOCPOYHBIX UCC/IeIOBAHMH B TeUeHHe BCero Mpe/ijiaraeMoro Cpoka



rogHOCTH H 6-MeCsUHBIX I/ICCJ'Ie,E[OBaHI/II‘/JI YCKOPEHHOro XpdHe€HHA, a TakKXKe TII0 BK/JIHUEHHIO
AOTIO/THUTE/IbHBIX TTPOMBIIIIEHHBIX Cepnﬁ B OOJITOCPOYHbLIE HCC/I€10BAHUSA CcTabU/ILHOCTU B TeUueHHe
npeajiaraéMoro Cpoka roaHoCT 1 6-MecsUYHEIe Hcc/i1eg0BaHrA YCKOPEHHOI'O XpaHEHHS;

€CJ/I1 B PEruCTpaljiOHHOM 10Ch€e€ OTCYTCTBYROT JdHHBIE O CTabUILHOCTH TMPOMBbIIIJIEHHBIX CepHﬁ, -
FapaHTI/IﬁHOE MUCbMO, CoJeprKaliee 00513aTe/IbCTBO M0 BK/IHOUEHUIO rnepBbIX 3 MPOMBIIIJIEHHBIX CepI/If/i B
A0JITOCPOYHbIe UCC/IeJOBAHUA CcTabMU/ILHOCTU B TeUeHHe rnpeajiaraéMoro Cpokd rogqHoCctu u 6-MecsTUHbIe
ncciaegoBaHd YCKOPEHHOI'O XpaHEHMHS.

[TpoTOKOM [IO/ITOCPOYHOTO WCCIeAOBaHUS CTAaOW/IBHOCTM TP B3ATHM  00SI3aTeNbCTB  TI0
TIPO/I0/DKEHUIO MCC/IeIOBAaHUM CTabUIBHOCTH [JO/KEH OBITh TAaKKUM Ke, KaK Y TIPOTOKOJT /15l TIepPBUUHBIX
cepuii, ec/id HAyYHO He 000CHOBAH APYyToi OJXO/.

Ecm  Heob6XoAWMOCTh TIPOBeZIEHUsT TPOMEXKYTOUHOT'O0 MCC/eIOBaHHSI BbI3BaHa 3HAUUMbIM
VM3MeHeHHeM B YCJ/IOBUSIX YCKOPEHHOTO XpaHeHWs TepBUYHBIX CepHii, TO WCC/Ael0BaHHEe Cepud B
COOTBETCTBUM C TIPUHSITBIMHU 00sI3aTe/TbCTBAMH JIOMYCKAeTCsl TIPOBO/IUTE B YCIOBUSIX TIPOMEKYTOUHOTO
WA YCKOPeHHOro xpaHeHWs. OIHAKO eC/Ti B CEPUsIX, B OTHOIIIEHUH KOTOPBIX B35ThI 00s13aTe/IbCTBA, B
YCJIOBUSIX YCKOPEHHOTO XpaHeHWss OOHapy>KUBaeTCs 3HAauuMOe UW3MeHeHWe, HeoOXOAMMO TaKxkKe
TPOBECTH UCC/Ie/IOBaHKEe B YCIOBUSIX IPOMEXYTOYHOTO XpaHeHHsI.

9. OueHKa AaHHbIX

85. [lns mpepcTaB/ieHUs W OLIEHKH MH(OpPMALMK O CTabM/IBHOCTUA [O/DKEH OBITh MCII0/Ib30BaH
CUCTeMaTUYeCKUM TI0AXO0/, OXBAThIBAIOLMI pe3y/bTaThl MCC/Ie[0BaHUNA (DU3UUECKHX, XUMHUUECKHX,
610/IOTHYeCKUX W MUKPOOMOJIOTMUeCKMX CBOMWCTB, BK/IHOUYasl creluduueckde XapaKTepPUCTUKH [Jist
orpe/ie/ieHHbIX JIeKapCTBEeHHBIX ()opM (HarmprMep, CKOPOCTb PACTBOPEHUS [i/Isl TBEP/bIX JIeKapCTBEHHBIX

bopm).

86. Pe3ynbTaThl MCC/IeA0BaHNS CTaOUIBHOCTH TO3BOJISIIOT YCTAaHOBUTH, OCHOBBIBASsICH Ha aHA/IN3e
He MeHee 3 Cepuil JIeKapCTBEHHOrO IperapaTa, CPOK TOJHOCTU M DPeKOMeHJalMM IO XPaHEeHUIo,
KOTOpble OyAyT yKa3aHbl B MH(GOPMALMM O JieKapCTBEHHOM IiperapaTe W TIPUMEHUMBI [Jisi BCeX
OyAylIMX cepuii JIeKapCTBEHHOTO TIperapara, pOM3BOIMMBIX IPU OIMHAKOBBIX yC/IOBUSIX.

CrereHb Bapuabe/lbHOCTH OT/Ie/TbHBIX CEepPHi [JO/DKHA 00ecrieunBaTh YBEPEHHOCTb B TOM, UTO
Oyay1ve TpOMbIIIeHHbIe CepUU OYAYT COOTBETCTBOBATH CIiel[U(HKaIMK Ha MPOTSHKEHWH BCero CPOKa
TOJHOCTH.

Ecnu JaHHbIe YKa3bIBAIOT Ha HE3HAUMTE/bHYIO JIerpajjalivio U Hebosbllyi0 BapHabenbHOCTb,
TIO/ITBEP)K/IAIOIIYI0, UTO OyZyIMe MPOMBIIUIEHHbIE CepUU OyAyT COOTBETCTBOBAThH CrielUdUKaIiU Ha
MIPOTSDKEHUM BCETO CPOKAa TOAHOCTH W TIPEJJIOKEHHBIM CPOK TOAHOCTH OyJeT TOJTBEpP)KAEH, HEeT
HE0OXO/IMMOCTH B MPOBEIEHUH CTAaTUCTHUECKOW 00pabOTKH JaHHBIX. [I0CTaTOUHO Mpe/ICTaBUTh MOTHOEe
000CHOBaHHe OTCYTCTBHS TaKoi 06paboTKU.

87. TlpenBapuTenbHBIA CPOK TOAHOCTU 24 Mecsiiia MOXKET ObITb yCTaHOBJIEH, eC/d COOJIFOIeHbI
cneayrolve yCl0BUS:

a) W3BeCTHO, uTO (hapMaleBTHUecKas CyOCTaHLMS, W3 KOTOPOW W3TOTOBJ/IEH JIeKapCTBEHHBIN
nipernapar, cTabuibHa;

6) mpoBesieHbI HCCe[OBaHUSI CTAOMIBHOCTH B YC/IOBUSIX, OIHUCAHHBIX B IyHKTax 66 - 84



Hactosiux TpebGoBaHuU#, 1 3a BpeMsi MCC/Ie/JOBaHMI He TTPOM301II0 HUKAKUX 3HAUUMBIX U3MeHEeHHI;

B) WMEIOTCS [OTOJHUTEe/IbHbIE [laHHbIe, TIO/ATBEP)KAAIOI[He CTaOUIBLHOCTh JIEKaPCTBEHHOTO
TiperiapaTa Takoro >Ke COCTaBa, KOTOPbIA UMeeT CPOK TOJHOCTH 24 Mecsiiia u boiee;

I) TpPOU3BOAUTENb 00s3yeTcs TIPOBOJUTH JOJTOCPOYHBIE HWCC/IEAOBAaHUS Ha TPOTSHKEHUH
TMpe/iroJiaraeMoro Cpoka TOAHOCTH U TIPe/ICTaB/SATh II0JyueHHbIe pe3y/bTaThl YIIOJHOMOUEHHOMY
OopraHy rocyjapcrBa-ujieHa (yrIOJTHOMOUEHHBIM OpraHaM TIOCy/JapCTB-U/IeHOB),  BblJaBIIeMYy
pervcTpalyvoHHOe y/I0CTOBepeHUe JIeKapCTBEeHHOT' 0 Tiperapara.

88. Ilogxon K aHanu3y [aHHBIX KOJMYECTBEHHOTO IIPU3HAKa, KOTOPBIM IpeATiONOKUTE/BHO
V3MeHseTCsI BO BpEMEHM, 3aK/IKyvaeTcs B OIpe/le/leHUM MOMEeHTa BpeMeHH, Ipu KOTOpPOM
95-npoLleHTHBIM OJHOCTOPOHHUM [JJOBEpUTENbHbIN Tpefiesl s YCpeJHEeHHOW KpHBOM IepeceKaeT
KpUTepuil rpueMaeMocTy. Eciii Mo pe3ysnbTaTaM aHaiv3a OT CepUd K cepurd 0OHapy’>KHWBaeTCsl HH3Kasl
BaprabenbHOCTb, TO TPEANOUYTUTENBHO 00BbeJUHUTh YKa3aHHble JlaHHble B eMHYIO OLIeHKY (C Lie/blo
MOJIyueHHs1 OJHOrO 3HaueHWs)). OTO MOXXHO OCYILeCTBUThb IyTeM Ipe/iBapUTeIbHOTO IPUMeHEeHUs
COOTBETCTBYIOLMX CTaTUCTUUECKMX TEeCTOB (HarmpuMmep, p-3HaueHWe [ YPOBHsS 3HAYMMOCTU
oTOpakoBKky > 0,25) K HaK/IOHaM JIMHUM PerpecCy U TOUeK TiepeceyeHusi HyJIeBOr0 MOMEHTa BpeMeHH,
MOJIyUeHHbIX [J/Is1 OTAeNnbHbIX cepuil. Eciu o0beivHeHWe J[aHHBIX KOJIMUeCTBEHHOTO TpU3HaKa
HECKO/IbKMX Cepui HelpuemsiieMo, TO TOJHbIA CPOK TOJHOCTHA OIpeje/seTcs Ha OCHOBaHWUHU
MUHHMMa/IbHOTO BpeMeHH, B TeueHHe KOTOPOro CepUs y/I0B/IeTBOPSieT KpUTePUSIM IIPUeM/IEMOCTH.

89. HeobxoauMocTh mipeobpa3oBaHusl aHHBIX B LIe/IsIX TIPOBEIEHUS JIMHEMHOTO PerpecCUOHHOTO
aHa/M3a 3aBHCUT OT XapakKTepa 3aKOHOMEPHOCTH jerpazanuu. OObIYHO TaKylH 3aKOHOMEPHOCTb
OTMCHIBAIOT Ha apyudMeTHuUecKoWl WM JiorapuMUUecKoil 1Kase B BUJe JIMHEMHOW, KBaZpaTUuecKou
WM KyOuuecko QyHKIMM. B 1je/iX OLeHKM CTereH! COT/Iacusi JAHHBIX BCeX Cepuil U 00beUHEeHHBIX
cepuii (ec/ii TIPUMEHWMO) C TpeATioslaraeMol /JWHWeM WM KpUBOW Jlerpajaluu HeoOX0AuMO
WCII0/1b30BaTh CTaTUCTUYECKUE METO/BbI.

90. TIpu obocHOBaHMM B XO7ie TIPOLIeyPhbl PETMCTPALIMU B LIe/ISIX YBeTMUeHUs CPOKa TOJHOCTH
JIOTIyCKaeTCsl HEeKOTOpasi SKCTPAro/siiusi CBepxX [JaHHbIX B peajibHOM BpeMeHH, TMO/yYeHHbIX TI0
pe3ysbTaTaM XpaHEHUs B [IOJITOCPOYHBIX YCI0BUSIX. OOOCHOBaHWE [O/DKHO OCHOBBIBATHCS Ha
CBeJIeHHsIX O MeXaHW3Me Jlerpajlaliiy, pe3y/abTaTaXx UCCAeJOBaHUM B YCIOBUSIX YCKOPEHHOTO XpaHeHMUs,
CTeTleHW COrJIachsl JIaHHBIX C BbIOpaHHOW MaTeMaTH4ecKoW MOJe/blo, pa3Mepe CepuH, HaJIuuuu
BCIIOMOTaTeJIbHBIX IaHHBIX O CTAOWILHOCTH U T.[l. BMecTe ¢ TeM Takasi 3KCTparioJisiljusi roZipa3yMeBaer,
YTO 1Mo/I00Hasi 3aKOHOMEPHOCTh Jlerpasialiuu Oy1eT Hab/roAaThCs U jasiee (BHE TIOTyYeHHBIX JJaHHBIX).

91. Kaxzast oljeHKa [I0/DKHA BK/IIOUaTh B Ce0si He TOMBKO KOJMUECTBEHHOE Orpejie/ieHre, HO U
cofilepkaHue TIPOAYKTOB JierpaZialjii U Mpouue Iokasare/d KauecTBa. B COOTBeTCTBYIOLMX Cily4asix
cnenyeT yAeauTh BHUMaHUe TIOBTOPHOM OIeHKe TTPaBW/ILHOCTU COCTaBJIeHUsI MaTepUa/IbHOTO OasiaHca U
Pa3/IMUHBIX 3aKOHOMEPHOCTel CTabUIBbHOCTHY U [lerpajialivi.

92. onosHuTenbHast HH(opMalysi 00 OljeHKe JaHHBIX O CTAOMIBHOCTY TMpHBeZieHa B paszene 1X
HacTosux TpeboBaHUi.

10. ®opmynupoBku (MHhopMaLUs) O IeKapCTBEHHOM Npenapare
93. OmnucaHue YyCIOBUMM XpaHeHUs] B Lie/isIX WX BK/IOUEHHWS B COCTaB HH(OpMaLUd O

JIeKapCTBEHHOM TIperiapate HeoOXOJUMO OCYLIeCTB/SITh B COOTBETCTBUM C TpebGoBaHUSIMH K
MapKUpOBKe J/IeKapCTBEHHbIX CpPeACTB [Asi MeJULMHCKOrO TIpUMEeHeHHs W BeTepUHapHBIX



JIeKapCTBEHHBIX CPEeJICTB, a TaKKe TPeOOBaHWSMU K WHCTPYKIUM T10 MeJUIIMHCKOMY TIPUMEeHEeHUI0
JIeKapCTBEHHBIX TIperapaToB U 00I1el XapaKTepUCTUKe JIeKapCTBeHHBIX TIPerapaToB [jisk MeAULIMHCKOTO
NIpUMeHeHUs, yTBepXXAeHHbIMH PemeHuem CoBera EBpasuiiCKOM 5KOHOMMYECKOM KOMMCCHMM OT 3
HOs16psi 2016 1. N 88. OrnvicaHue yc/IOBUi XpaHeHUs O/HKHO ObITh OCHOBAHO Ha OLleHKe CTabuIbHOCTH
NleKapCTBeHHOTo mpenapaTa. [Ipy Heo6X0AUMOCTH B OTMCAaHUU C/le/lyeT yKa3aTh CrieljdajibHble YC/IOBUS
XpaHeHUs, OCOOEHHO B OTHOIIEHWH JIeKapCTBEHHBbIX IIperapaTtoB, KOTOpbie He BbIJe€P)KUBAIOT
3aMopakuBaHusl. Hesb3si MCMOMb30BaTh Takue TePMUHBI, KaK "yC/IOBHSI OKpYy»Karollel cpeabl" WU
"KOMHaTHas Temreparypa’.

CBemeHMsi 0O CpOKe TOAHOCTU [OJ/DKHBI HamnpsiMyk) 3aBUCeTb OT 3KCIepUMeHTa/lbHO
MO/ITBEPXK/I€HHOM CTaOU/ILHOCTU JIeKapCTBEHHOT O Tiperapata. Ha MapKUpoBKe KOHTeliHepa HeoOX0ANMO
yKa3bIBaTh /IaTy UCTeUeHUs] CPOKa F'OHOCTH.

11. CTa6MNbHOCTb JIEKAPCTBEHHbIX NpenapaToB BO Bpems
X NPUMEHEHUs

94. Lenbio Wiccie0BaHUsI CTaOUIBHOCTH JIeKapCTBEHHBIX TPETapaToB BO BpeMsi UX TIPUMeHeHUsI
(eciu TpUMEHMMO) SB/SIETCSI YCTaHOB/IEHWE CPOKAa, B TeueHHWe KOTOpPOro II0C/e BCKPBITHS
MHOI'0ZJ030BOM YTIaKOBKHU JIeKAPCTBEHHOIO TperiapaTa ero KaueCcTBO COOTBETCTBYeT CleLjU(UKaliy U
JIOTlyCKaeTcs ero pyMeHeHHe 10 Ha3HaueHUIo.

[Toso)keHUst HACTOSIIEro TOfpa3fiesia TMPUMEHWMbl K JIEKADCTBEHHBIM TIperapartam B
MHOT0/I030BbIX YTIaKOBKaX, KOTOpbIe TOC/ie HapyIlleHUsl 11eJIOCTHOCTU YKYTIOPOYHOW CUCTEMBI B CUITY
CBOEro (M3NUYeckoro COCTOSIHUSI M XMMHUYECKOTO COCTaBa BCJ/Ie[ICTBHE MHOTOKDAaTHOTO OTKPBITHS U
3aKpBITUST MOTYT TPEACTaB/sATE PUCK [l JIEKADCTBEHHOTO TIperiapata C TOYKW 3peHUs MUKPOOHOM
KOHTaMUWHaLUM, npoudepaiyu U (Uin) GU3nKo-XUMHUUYeCKoM Jierpajaliiu.

95. B peructpalMoHHOe [J0Cbe JIeKapCTBEHHOIO T[iperapata B MHOI0O/[030BOM YTaKOBKe
HeoOXO/IUMO BK/IFOUATh JIaHHbIE O CTAaOWIBHOCTH, TIOJATBEPXKJAIOIIMe CPOK TOAHOCTH TOTOBOTO K
TIPUMEHEHUIO JIEKApCTBEHHOTO TIperiapaTa, WK yKa3blBaTb 000CHOBaHWE TPUUYMHBI OTCYTCTBHUSI TaKUX
JIaHHBIX, KOTOPOe MOXXeT OCHOBBLIBAaThCS Ha pe3y/ibTaTaX 3KCIepUMeHTa/IbHbIX UCC/IeJOBaHUH.

96. UccnenoBaHust CTabUIBLHOCTU JIeKapCTBEHHBIX MPerapaToB BO BpeMsl UX TIPUMeHeHHs ClieJlyeT
MIPOBO/IUTh KaK MUHHMYM Ha 2 CepusiX JIeKapCTBEHHOrO TiperiapaTa, 00beM KaXK/I0W M3 KOTOPBIX
COOTBETCTBYeT OOBEMY ONBITHO-TIPOMBIIIZIEHHOW cepuH. XOTs Obl OfHA Cepusi [O/DKHA OBITh C
WCTEeKaIol[UM CPOKOM TOAHOCTH. Ec/iy pe3ynbTaTbl TaKWX HWCCIeOBAaHUM OTCYTCTBYIOT, CJlieflyeT
NIPOBECTH HCC/Ie[JOBaHUSI OJHOW CepuM B KOHEYHOM TOUKe KOHTPOJS TIpU TeX MCC/Ie[0BaHUsAX
CTabUIbHOCTH, Pe3yJ/IbTaThl KOTOPBIX YKa3bIBAIOTCS B PETMCTPALIMOHHOM /locke. CrieflyeT yKa3aTb HOMep
KKJOW CepuM JIeKapCTBEHHOIO IiperiapaTa, ee pa3Mep M JjaTy MpOW3BOJCTBA. TWUM yNakOBKU U
YKYTIODKM MCCJIelyeMOro JjeKapCTBEeHHOIO Mperapara, a Takke MeJULMHCKOro u3fenusi (IpU ero
Ha/IMUWK) O/DKEeH ObITh WIEHTHUUEH TUITy YTIAKOBKHU M YKYTIODKH JIeKapCTBEHHOT'O TperiapaTa, a Takxke
TUIY MeJULIMHCKOTO WU3/e/usi, Tpe/jlaraeMbIX JJisl TPOJaXkU.

Ecmu  nekapcTBeHHBIN Tiperiapat Oyzer mpefcTaBieH 0Oosiee ueM OJHOM BMECTHMOCTBIO
KOHTeliHepa WK B PAa3/IMUHbIX J03UPOBKaX, TO MCC/IeJ0OBaHHEe CTaOUIBHOCTH TOTOBOTO K TIPUMEHEHUIO
JIeKapCTBEHHOTO TiperiapaTa HeoOXOJWMO OCYIIeCTBASATh C TOW [JA03UPOBKOM W/IM BMECTUMOCTHIO,
KOTOpasi 1o/iBep>keHa HaubobLuM u3MeHeHusiM. CrieiyeT Bcersia 000CHOBBIBAaTh BBIOOD UCCIeyeMOro
JIeKapCTBeHHOTO TIperapara.

97. ViccnepoBanre CTaOWIBHOCTH JIEKAaPCTBEHHOTO TIperapaTa, FOTOBOTO K TIPUMEHEeHUI0, CIefyeT



CTVIaHUPOBATh TakKuM 00pa3oM, uroObl OHO WMHTHUPOBAJO peajbHble YCJIOBUS TIPUMEHeHUs
JIeKapCTBEHHOTO TIperiapaTa, yuYdThbIBas HOMHHa/IbHBIA 00BEM KOHTeliHepa W HeOOXOJUMOCTb
Tpe/iBapUTe/IbHOTO pa3sBefleHus WIM BOCCTaHOB/eHMs. Uepe3 oripefie/ieHHble WHTepBasbl BPEMEHH,
CXO)XHe C peasibHbIMH, HeoOXOJUMO U3BJeKaTb COOTBETCTBYIOIIMN 00beM, HCMOMb3ys MeTOZ,
yKa3aHHbIM B MH(OpPMaIMM O JieKapcTBeHHOM riperiapate. OT60p mpob HeoOXOAMMO OCYILeCTBJSATH B
HOPMaJIbHBIX YCIOBUSIX OKPY>Katolllel CpeJbl.

B TeueHwe TipejjiaraeMoro CpokKa TOAHOCTH JIeKADCTBEHHOrO TIperapara, TOTOBOTO K
MIpUMeHeHU0, HeoOXOJMMO HCC/Ie[IoBaTh TO/[BEP)KEHHbIE W3MEHEHWI0 TIPM XpaHeHWH (u3nuecKue,
XUMHUUecKre, OMONOTHUeCcKHe M MUKPOOMOIOTMYeCcKrde CBOWCTBA ITOTO JIEKAPCTBEHHOIO TIperiapara.
WccnefoBaHue MO0 BO3MOXKHOCTH CJielyeT TMPOBOAUTH B MPOMEXYTOUHbIe W TOC/EeJHIOI0 BpeMeHHbIe
TOUKW TIpeJJjiaraeMoro CpokKa TOJHOCTH JIeKapCTBEHHOrO TperiapaTa, TOTOBOTO K TPUMeHEeHHIO,
HCTIO/b3Ysl OCTAaTOK JIeKapCTBEHHOTO TIperapara B KOHTeHHepe.

98. Bo BpeMsi UCC/IelOBaHUIM JIeKapCTBEHHBIH TIperiapaT CjieflyeT XPaHUTh B YCJIOBUSIX, YKa3aHHBIX
B MH(OPMALIMK O JIeKapCTBEHHOM mpernapaTe (001jeii XxapaKTepHUCTHKe JIeKapCTBEeHHOTO Tperapara u
JINCTKe-BK/Ia/bllle).

Heobxoaumo KOHTPOJIMPOBATh COOTBETCTBYHOIIIUE ¢bu3nueckue, XUMHYeCKHe u
MHKpOOHO/IOTUUeCKe CBOWCTBA JIeKapCTBEHHOTO TIperapaTa, IIOBep)KeHHbIe W3MEeHEeHUI0 TIpU
npuMeHeHuu. Viccieyemble TioKasaTed KauecTBa JO/DKHbI COOTBETCTBOBATh JIeKapCTBEHHOU (opme. B
TO K€ BpeMs MOT'YT MO/ie)kaTb UCC/IeJIOBaHUIO Clle/lytoll1e NoKa3aTen KauecTBa:

(u3ryeckue: 1jBeT, NMPO3PauHOCTh, LIeJIOCTHOCTh YKYTOPKH, MeXaHUUeCcKre BK/HOUeHMs], pa3mep
YyaCTHLL;

XUMHUYeCKHe: KOJIMUeCTBeHHOe orpesie/ieHre (apMalleBTHUecKoi CyOcTaHIMM, cofepKaHue
MIPOTUBOMHKPOOHOT0 KOHCEpBaHTa, aHTMOKCH/IAHTa, TIPOIYKTOB Jerpajaruu, pH;

MUKpOOHO/IOTHUeCKHe: 00lijee UHMC/IO »XM3HECTIOCOOHBIX opraHuM3moB (total viable count),
CTE€PUIBHOCTb.

AHanuTHUeCKre MeTO/VKH, WCTIOb3yeMble B WCC/Ie[JOBAHUSX, JO/DKHBI ObITH Ba/MIUPOBaHBI B
COOTBETCTBUM C PYKOBO/ICTBOM I10 Ba/IUZIALIMU aHAJTUTUUECKHX METOZAMK, YTBepXKAaeMbiM Komuccuei.
Heo6x011MO HCMO/Ib30BaTh METOJUKH, CBU/IETETLCTBYOIINE O CTAOHU/ILHOCTH.

Pe3sysnbTaThl KcciejoBaHU 0OPMIISIIOTCS B BUle TaO/InL| UK rpadrKoB.

B otuere 0 pe3ysbTaTax MCC/IefOBaHUM HEOOXOAUMO M3J/I0KUThH T0JyueHHbIe BBIBOJBL. B ciiyuae
aHOMaJIbHBIX Pe3y/IbTaTOB (BBIXOSIIMX 3a Mpe/iebl CrielfuduKaium) cjienyeT o0bsICHUTE UX Ha/TMUKe.

Cnepyet mpefCcTaBUTh Crelid(UKALMI0 HAa CPOK OJHOCTU TperiapaTa, FOTOBOTO K MPUMEHEHUIO,
eC/IM TIPOU3BOAMTE/IEM JIEKapCTBEHHOTO TIperiapata He 000CHOBAHO WHOE.

Inst  ompesieneHus HeOOXOJUMOCTH yKa3aHWs CpOKa TOJHOCTH TIperiapata, TOTOBOrO K
MIPUMEHEHMIO, U JIOTIOJTHUTE/IbHBIX YC/IOBUM XpaHeHHs C/ielyeT MCII0/Ib30BaTh JAHHbIE O CTAOMIBHOCTH
Triperiapara, FOTOBOTO K IIPUMeHEeHHUIO.

99. Ilepuon nmpuMeHeHUs JIeKapCTBEHHOIO Iperapara cjiefyeT yKasbiBaTb B MapKUpoBke. Kpome
TOT0, B MapKMPOBKe, eC/Id M03BOJIsSIeT pa3Mep YIaKOBKH, CelyeT NpeJyCMOTPeTb MeCTO JJIs1 yKa3aHUs



notpebuTesieM JlaThbl MEPBOr0 BCKPBITHS YMAKOBKU WM JIaThl, 10 KOTOPOW [IOTMYCKAaeTCsl NMpUMeHeHue
JIeKapCTBEHHOT 0 Tperapara noc/ie BCKPbITHUS YTIaKOBKH.

[Tepuog, mpUMeHeHUs1 IeKaPCTBEHHOT'O TperiapaTa ¥ PeKOMeH/jal[uu TI0 ero XpaHeHWI0 BO BpeMmsi
npuMeHeHust (eC/TM YC/IOBUSI XPAHEHHUS B/MSIOT Ha CTAaOWIBHOCTB) C/IeAyeT YKa3biBaThb B OOIIeH
XapaKTePUCTHUKe JIeKapCTBEHHOTO TperiapaTta, MHCTPYKLWW 110 MeJUI[UHCKOMY MPUMEHEHHWI0 U B TeKCTe
MapKHPOBKH BTOPUUHOM (ITOTPEOUTETHCKOM) YTIaKOBKH.

12. MakcuMasibHbIii nepuog, NPMMeHeHUs CTEPUNIbHBbIX
NeKapcTBEeHHbIX NpenapaToB

100. Tlono)keHusi HaCTOSIILIETO TIOpa3/esia pPaclpOCTPaHSIOTCS Ha CTepPUIbHbIE JieKapCTBeHHbIe
mperaparbl  [jii  MeJWLMHCKOTO TIpUMEHeHHs, 3a WCK/IUYeHHeM paauodapMarieBTUUeCKUX WU
TIPUTOTOBJISIEMBIX UM MOJUPHUIIMPYEMBIX SKCTEMIIOPAJIBHO.

3asBUTEII0 O TIPOBEJIEHHUHU TIPOLelypP B COOTBETCTBUU C [IpaBU/IaMu PervcTpaliid U SKCIIePTU3bI
TIpU TIOATOTOBKE PeruCTPalMOHHOTO JJOChe JIeKapCTBEeHHOTO Tperapara Cjie/[yeT YUUThIBATh T0J/I0KeHHs
dapmakoreiiHbix ctaTeit @apmakoren Coro3a OTHOCUTETHLHO CPOKOB U YCJIOBUM XpaHeHUs OTAebHBIX
KaTeropuil CTepU/IbHBIX JIeKAPCTBEHHBIX TIpPerapaToB II0C/ie TIePBOrO0 BCKPBITHSI YIMaKOBKH. I[lpu
OTCYTCTBUM COOTBeTCTBYHOLUX cTaTeii B @apmakoriee Coro3a c/eyeT YyUWUTHIBaTh I10JIOXKEHUs
(apmakormnelHbIX cTaTeil (hapMakorierd rocy/lapCTBa-ujieHa, BBICTYMAIOIero B TpOLeCCe perucTpaluu
JleKapCTBEHHOT 0 Tperapara B KauecTBe pe)epeHTHOT0 roCy/jlapCcTBa.

B HacTosiieM mozipas/iesie pacCMaTPUBAeTCsl CPOK MEXKIY BCKPBITMEM KOHTEMHepa CTePUIHLHOTO
JIeKapCTBEHHOTO TperiapaTa ¥ BPEMEHEM €ro BBe/IeHUs MallMeHTY, MPO/I0/DKUTETLHOCTb BBEJEHUsT KaK
TaKOBasi HE YUMTHIBAETCSI.

101. TlockonbKy mpeAyrajatb BCe BO3MOXXHble YCJIOBMS, TIDU KOTOPBIX CTEPU/IbHBIN
JIeKapCTBeHHBIM Tiperapat OyAyT BCKpbIBaTh, pPAa3BOJUTb, BOCCTaHAB/IWBaTh, XPaHUTb U T.[.,
3aTpyJHUTE/NIbHO, TI0/Ib30BaTe/lb HeCeT OTBeTCTBEHHOCTb 3a TIOo/Jiep)kKaHue KauecTBa TMperapara,
BBOJMMOIO TalWeHTy. B 1ensix COAeucTBUsS T0/b30BaTeI0 Jep)KaTelb PerucTpaliOHHOrO
yZ0CTOBepeHHst 00s13aH TIPOBECTH He0OXOIUMbIe MCCIef0BaHMs U yKa3aTh COOTBETCTBYIOIIME CBeIEeHUS
B uH(oOpMaIuK /s TI0/Ib30BaTesist (HarpuMep, B 001iell XapaKTepUCTHUKe JIeKapCTBEHHOTO Tperiapara,
JTUCTKe-BK/Ia/[blllle, MADKUPOBKe) B COOTBETCTBUU C TIpUMepaMH, TIpHUBeJieHHbIMU B Tabmuiie 9.

Tabsuria 9

MpumMepbl NpeacTaBneHUsa MHhopMauun 0 MakKCMMaZlbHOM
nepuoge NPUMEHEHUs CTePUIbHbIX IeKapCTBEHHbIX NpenapaToB
AN MeAULMHCKOTO NPUMEHEHUS Nocsie NepBoro BCKPbITUS
ynaKoBKW UK Nocsie NoAroToBKY K NPUMEHEHUIo

CrepubHbIe JIeKapCTBEHHBIE [TpuMephI NpecTaB/IeHUs HHGOPMAaLUH
riperapartbl 6e3 KOHCepBaHTa

OOb1ye ykazaHUs XuMuueckasi U (¢usndyeckass CTaOW/IBHOCTH TOTOBOIO K
NIpUMEeHeHUIO TIperiapaTa TIOATBep)KJeHa B TeueHHe X uacoB
(zueit) mpu y °C.
C MUKpPOOMONOTMYECKONW TOUKH 3DEHHUsi, eC/u MeTo[
BCKDBITUS, WIA BOCCTAHOBJIEHUs, W1 pa3Be/leHUus He



NPeNsITCTBYeT  MHUKPOOHOW  KOHTaMWHALlM,  TIperapat
MO/I/IEXXUT HeMe/lJIEeHHOMY NPYMEeHEeHUIO.

Ecny npenapar He BBeJleH HeMe/JIeHHO, XpaHeHue T'OTOBOI0
K TIpUMEHEeHWIO TIperlapata U obecrieueHWe yCIOBHUM
XpaHeHUs SIB/ISAIOTCS 00513aHHOCTBIO T10/1b30BaTeIsl.

WHby3roHHbIE WK Xumuueckasi ¥ (u3nyeckass CTaOWIBHOCTH TOTOBOTO K
WHBEKLOHHbIe MpUMeHeHUI0 TIperapaTa TO/TBeP)KJeHa B TeueHHe X YacoB
(mueit) ripu y °C.

C MHKPOOMOJIOTHYECKON TOUKU 3peHUs TIperapar TMO/JIeXUT
HeMeJ|/IeHHOMY TpHMeHeHWt0. Ecin mnpernapaT He BBelleH
HeMe/|/IeHHO, XpaHeHe TOTOBOIrO K MPUMEHEHUIO Tipernapara
1 obecrieueHre YC/IOBUM XpaHEHWs [0 BBeZEHUsSI SIB/ISIOTCS
00513aHHOCTBIO  T10/Ib30BaTe/sl. XpaHeHWe He  JI0JDKHO
npeBbillIaTh 24 4yacoB mpu TemmepaType 2 - 8 °C, ecm
BOCCTAHOBJIEHUE WU pa3BeJieHUe U T.[|. He OCYIeCTBJISI0Ch
B TIPOBEPEHHbIX W  Ba/JWJUPOBAaHHBIX  ACeNTHUUYeCKUX
yCJIOBUSIX.

KoHcepBaHTHbBIe TIperapaTbl XuUMHUecKasi W (u3nyeckass CTaOWIBHOCTH TOTOBOTO K
Ha BOJIHOM OCHOBe (BK/ItOUasi TIPUMEHEHHIO Tperapata MoATBep)KJeHa B TeueHHe X 4acoB

TIPOTUBOMHUKPOOHBIE (zuen) npu y °C.
KOHCEpPBaHTHI U C MHUKpOOHMOIOTHYECKOW TOYKHM 3peHUsi T0CTe BCKPBITUS
CaMOKOHCepBHUpYyeMble Tiperiapar /I0MyCKaeTCss XpaHUTb He Oojiee ueM z [JHeW TpH
Tiperaparsl). temriepaType t °C. 3asBUTesb 06s13aH 000CHOBaTh 3HAUEHUS
be3BogHble rpenaparsl Z U t B MH/VBU/YalbHOM IOpsJKe, Z He [JO/DKHO B LieJIOM

(HarpuMmep, Mac/IsiHbIe) npeBbIlLIaTh 28 fHel. VIHble yC/10BUS U MPOJO/DKUTENIBHOCTD
XpaHeHUs SIB/ISIFOTCSI OTBETCTBEHHOCTBIO 3asiBUTEIS.

13. MpopgomkeHue nccnefoBaHUin CTaGUNIbLHOCTU N1IEKAPCTBEHHOTO
npenapara nocne perucrpauum

102. B cnyuyasix, mpesyCMOTPeHHbIX MyHKTOM 84 Hactosimux TpebGoBaHMM, HCC/IeOBaHUE
CTabM/IBHOCTH JIEKaPCTBEHHOTO TIperiapaTa IPOJO/DKaeTcsl Tocjie ero pervcrpauuu. Ilporpamma
NIPOJIO/DKEHNsT  MCC/IeloBaHUI Jlo/bkHa obecrieunBaTh BbIsSIBJIEHHME BCeX H3MEHEeHMM CTabWIbHOCTH
(HarpuMep, M3MeHeHHe KOJMuecTBa MPOAYKTOB Jerpajalyd WM U3MeHeHHe CKOPOCTU pacTBOPEeHUsl),
00yC/IOB/IeHHBIX U3MeHEeHHEeM CHUCTeMbI "KOHTeMHep - YKYIIOpKa'", B KOTOPOU JIeKapCTBEHHbBIN Iperapar
peanusyercsi, U HaOstofieHWe 3a CTaOM/IBHOCTBIO JIEKAPCTBEHHOTO Iperiapata Ha IPOTSDKEHHUM BCETo
CpoKa rOJHOCTH, a Takke IOATBepXK[aThb, UYTO BCe [a/bHeMIle CepUd JIeKapCTBEHHOIO Iperiapara
OyZyT COOTBETCTBOBAaTb CrielMUKalUM TIpU COOJIIOJeHWH YCJIOBUM XpaHeHWsl, yKa3aHHbIX B
MH(OpMaLMK O JIeKapCTBeHHOM Iperiapare.

103. Ecnu mpowusBojWTenieM TpeyCMOTPEHO XpaHeHWe Hepac(acoBaHHOTO JiIeKapCTBEHHOTO
riperiapaTa Tiepe]] yIakoOBKOM U (W/M) epes AOCTaBKOM OT MecTa MPOM3BOACTBA /0 MeCTa yMaKOBKH,
He0OX0/IMMO M3YUUTh BIUSHUE BPeMEHHM XpaHeHUs HepachacoBaHHOTO JIeKApCTBEHHOTO Tperapara Ha
CTabUIBHOCTh ~ YIIAaKOBAHHOTO JIEKADCTBEHHOTO Tiperiapata. EcaM Takde WCCAeJOBaHWS —He
MpelyCMOTPeHbl, TO eAMHUYHOTO WCC/Ie[0BaHHS TIPU TPOJO/DKEHUM MCC/Ie[oBaHUN CTabUILHOCTH
MOJKeT OBITh [JOCTaTOYHO. Takue ke MCCIe[JoOBaHUSI TIPOBOASTCSA U [ijisi TIPOMEKYTOUHBIX MPOJYKTOB,
KOTOPbIe XPaHATCS U UCMOJ/Ib3YIOTCS Ha MPOTSHKEHUY JJIUTE/ILHOTO TTepro/a.



104. TIporpaMma MpOAO/DKEHHSI HWCCAeIOBaHUM CTaOWIBHOCTA [O/DKHA OBITH OITMCaHa B
TIPOTOKOJIE, ¥ Pe3y/IbTaThl JO/DKHBI ObITh U3/I0’KEHBI B OTUETe O pe3y/ibTaTax UCC/IeZ0BaHUM.

[TpoTokon TporpamMMbl TIPOJIO/DKEHUS MCCIe[0BaHUN CTaOW/IBHOCTH JIOJDKEH OXBaThIBaThb BeCh
CPOK r'O/THOCTH U BK/IIOUATh B cebsi ciefiytolye apaMeTphbl (HO He OrpaHUUMBaTHCS UMK):

pa3Mephbl Cepyuii U UX HoMepa JJ1s1 KaXKZ0W JO3UPOBKHU (eC/iu MPUMEHUMO);
COOTBETCTBYHOLHe (hr3uueckre, XMMUUeCKre U Oooruyeckrie aHaIMTUUeCKrue MeTOJUKY;
KpUTEepPUH TIPUEMJIEMOCTH;

CCBIJIKY Ha aHaIUTUUeCKHe MeTOJUKH;

OIMCaHue CUCTeMBbI "KOHTeUHep - yKyrnopka';

4yacToTa UCC/el0BaHul;

onucaHue yCJI0BUW UCC/ieoOBaHUH (CTaHAAPTHbIE YCIOBUS AJisl I0TOCPOYHBIX UCC/Ie[JOBaHUH, KaK
OTMCaHO B HacTosiux TpeOoBaHUSX, W COT/ACYIOLIMECS C YKa3aHUSIMH OTHOCUTENBHO YyCJIOBUM
XpaHeHus1 B MUHGOpMaluK O JIeKapCTBEHHOM Tpernapare);

Jpyrye NoAXoslYe rapaMeTpsl, Crie[iu(UuHbIe /17151 IeKapCTBeHHOTo Mpernapara.

[TpoTOKO/I TIpOrpamMMbl TIPOJIO/DKEHUSI HWCC/IeI0OBaHUNM CTAaOWUIBHOCTH MOXKET OT/IMYaThCs OT
NepBOHAavYaIbHOI0, PeJCTaBJIeHHOI0 B PETUCTPALMOHHOM J10Che, eC/Id NTPOM3BOJUTENIeM Mpe/ICTaB/IeHbI
COOTBETCTBYHOLI[e 0O0CHOBaHUS 1 3TO OTPa’KeHO B MTPOTOKOJIe UCC/IeJOBAHUSI.

105. Yucio cepuii ¥ 4acTOTa MCCAeIOBAHUMN JO/DKHBI 00ecrieurBaTh I0/ydyeHHe A0CTaTOYHOIO
KOJIMYeCTBa JIaHHBIX, HE0OXOIUMBIX /IS aHa/iv3a. Eci He 000CHOBaHO WHOE, B TeUeHHe T0/la MUHUMYM
O/IHa Cepusi JIeKapCTBEHHOrO Tpernapara Kak[ou [O3WPOBKUA M B KaXK/[0M MEPBUYHOM YIaKOBKe, eC/IU
3TO CYIIECTBEHHO, [O/DKHA OBITh BK/IIOUEHA B TMPOrpaMMy MCCIe[0BaHUsI CTabuIbHOCTH (3a
WCK/TIOUEHUEM CJTyvasl, eC/TU HU OflHa Ccepusi He Oblia TIpOM3Be/ieHa 3a rof). MoryT MpUMEHSIThCS BBIOOD
KpaliHUX BapuaHTOB (OpeKeTWHr) W MaTpUUHOe IJIaHUPOBaHHE, eC/JH 3TO HayyHO OOOCHOBAHO B
MPOTOKOJIE.

106. B ompezeneHHbIX Cay4yasX B TIPOTpaMMy TIPO/IOJDKEHUsI MCCIe[0OBaHUN CTabUIbHOCTU
C/lefiyeT BK/IIOUATh JIOTIONTHUTE/IbHbIe Cepud. HarpyiMep, TeKyiue WCCAeJOBaHUusl CTabUIbHOCTU
HeoOXOZMMO TIPOBOAWTBL, €C/W TPOUCXOAWT 3HAUMMOe H3MeHeHWe WM 3HauMMoe OTK/JIOHeHHe B
ripoijecce MPOU3BO/ICTBA WU B CUCTeMe "KOHTeliHep - yKyropka'. Kaxmgas mepepaboTka, MOBTOpHast
o6paboTka, pereHeparusi (BOCCTaHOB/IEHUE) TIOZJIEXKUT PacC/ieZlOBaHUIO TIPOU3BOJUTENIEM B TOpPSiZIKe,
YCTaHOBJIEHHOM B COOTBeTCTBMM ¢ [lpaBuiamMu Hajjekaijei MpOM3BOACTBEHHON TMPaKTHUKH
EBpa3suiickoro 5KOHOMHUECKOTro COr03a. JOMOoSHUTENBHO ClieflyeT YUMThIBAaTh TOJIOKeHHs1 paszena X
HacTosmx TpeboBaHuii.

107. Bce pe3ynbTaThl WCCIeAOBaHUM (hapMal|eBTHUECKOW CyOCTaHIIMM WM JIeKapCTBEHHOTO
rperiapaTa, He COOTBETCTBYIOIIME crelUPUKAIUM, WIA HeTUNIWYHbIe TeHJEeHIIMM TIOJ|jIeXKaT
pacCMOTpeHHI0, OlleHKe W 000cHOBaHMK. MHGpopMaiMio 0 KaKAOM TOATBepXKJeHHOM 3HaulMOM
WM3MeHeHWH, pe3yJ/bTaTaX WCCAel0BaHUlM, He COOTBETCTBYHOIIMX CHelU(UKalyd, W HeTUIHUHBIX
TeH/IeHIUSIX HeoOX0AMMO HeMe/IJIeHHO TOBOAWTD /0 MPOWU3BOZAUTESS JIeKapCTBEeHHOTO Tperapara. [1pu



NpO/ja’Ke JIeKapCTBEHHOTO TperiapaTta BO3MOXKHbIE BO3/[eMCTBUs BHEIIHHX (DaKTOPOB Ha CTabM/IBHOCTD
CepuM JIeKapCTBEHHOTI'O Tperapara /10/DKHbI pacCMaTpUBAThCsl TOCPeCTBOM NIPOBe/IeHUs] KOHCY/IbTallui
COOTBETCTBYIOILLIEIO TIPOM3BOJMTENI M YIOJHOMOYEHHOIO OpraHa rocCyJapcTBa-wieHa B paMKax
PacCMOTpeHus MMCbMEHHBIX 00palleHnii JUCTPUOBIOTOpa (TTPOU3BOAUTEIIS).

[aHHbIe U ripefiBapUTe/ibHbIe BBIBO/IbI, MOJyUeHHbIe B pe3yJibTaTe MPOBe/eHUs] UCC/Ie[JOBaHUM 110
NporpaMMe, TPOU3BOAUTETIO HeOOXOANMO IMPOaHaIM3UPOBaTh, 3aJOKYyMEeHTUPOBATh U COXPAHUT.

V. UccnepoBaHus HOBbIX (hapMaLeBTUYECKUX cy6cTaHuuii
W NIeKapCTBEHHbIX NpenaparoB Ha (POTOCTaGUILHOCTb

1. O6GwWme NonoXXeHus

108. MWccnenoBanuss Ha (OTOCTaOMIBHOCTD SIB/ISIIOTCS HEOTHEM/IEMOM YaCTbI0 CTPECCOBBIX
MCC/Ie/JOBaHUI HOBBIX (DapMarieBTUUeCKUX CyOCTaHLMI 1 JIeKapCTBEHHBIX TPeapaToB.

109. [Ons pokasarenbCTBa TOrO, UTO BO3/JEHCTBHE CBeTa He TMPUBOAUT K HeAOMyCTUMbIM
U3MEHEeHUsIM, CJielyeT OILeHUTb BHYTPEHHHMe CBOWCTBA (HOTOCTAOM/ILHOCTH, TIPUCYII[ME HOBBIM
(dapmalieBTUUECKUM CyOCTaHIMSIM U JIeKapCTBEHHBIM TiperiapaTam. Kak mpaBu/io, Wcc/ieZiloBaHUsS Ha
¢boToCTaOUIBLHOCTL TIPOBOJATCS HA OJHOW Cepud MaTepuasa, OTOODAaHHOTO B COOTBETCTBUH C
nozapasfenom 3 paszgena III u mopgpazmenom 3 pasgena IV Hacrosiqux Tpeboanuii. Takue
HCCieIoBaHUsS He0OXOMMO TIOBTOPSTh, eC/T ObI/T BHECEHBI OTpe/ie/ieHHbIe U3MeHeHUs (Harpumep, B
COCTaB, YMakKoOBKy). Heob0X0AWMOCTb TIOBTOPEHMs TaKWUX HCC/IeI0OBaHUM 3aBUCUT OT CBOWMCTB
(hoTOCTaOMTLHOCTH, OTIpe/ie/IeHHBIX Ha MOMEHT TMepBOHAuaIbHOM T10/jauu 3asiB/IEHUs] O PErUCTpariu, U
OT TWUIa BHECEHHOT'O U3MEeHEeHUs.

B HacrosiieM pasfesnie pacCMaTpWBaeTCs HeOOXOJUMOCTh TIOAy4YeHUsT UHGOpMalMi O
(boTOCTaOUIBHOCTH [I7I1  COCTABJ/IEHUS] PETUCTPAL[MOHHOTO [JI0Che Ha HOBble (apMarleBTHUecKue
CyOCTaHI[UM W COOTBETCTBYIOIIME JieKapCTBeHHbIe TMperiapathl. TpeOOBaHMsI HACTOSIIIErO pa3ziena He
KacarTcsi GOTOCTaOMIBHOCTH JIEKapCTBEHHBIX TIperapaToB TOC/e MX BBeJeHUs (T.e. B YCJIOBUSIX HX
NIpUMEHEeHHs1), a TakKe YCJIOBUM HCII0/Ib30BaHHWs, He PaCCMOTPeHHbIX B pasfenax III u IV Hacrosmmx
TpeboBanuii. JlomyckaeTcsi WCMOMb30BaTh TMOAXO/bl, aJbTepHATHBHbIE W3/I0XKEHHbIM B HACTOSIIEM
pasjiese, IpY YCIOBUH Tpe/ICTaB/IeHUs] HAyUYHOT0 000CHOBAHUSI.

110. CucteMaTH3UPOBAHHBINA MOAX0[, K UCC/Ie0BaHUIO Ha (DOTOCTaOM/ILHOCTE TIpeAyCMaTpHUBAeT
MpOBe/IeHNe TaKKWX UCC/IeJOBaHNM, KaK (ec/ii MPUMEeHHMO):

ycceoBaHus (hapMalleBTHUeCKO# CyOcTaHmy;
WCC/IeJOBaHMsI JIeKapCTBEHHOTO Tperiapara 6e3 mepBUYHOM yTIaKOBKH;
uccienoBanus (MpY HeOOXOAUMOCTH) JIEKapCTBEHHOT'O Mperapara B TIePBUUHON YIIaKOBKE;

uccienoBanuss  (Mpd  HeoOXOJWMOCTH) — JIeKapCTBEHHOTO — TIperapaTa BO  BTOPHUYHOMN
(MoTpebUTeNbCKOI) yITaKOBKe.

Pemienne 00 oOwveme wucc/iefoBaHWM (hapMalleBTHUECKOW CyOCTaHIIMKM WK JIeKapCTBEHHOTO
nperiapaTta Ha (OTOCTaOMIBHOCTb [O/DKHO TPWHUMAThCS HAa OCHOBAHWM Hanmuuusi (MM OTCYTCTBUS)
NpUeMJIeMbIX W3MeHEHWi, BO3HMKIIMX B KOHIE WCC/IeIOBAHUS, B COOTBETCTBUM C OJIOK-CXeMOM
corjacHo TipwiokeHuto N 4. TIpuemsieMbIM H3MEHEHHWEM CUWTAeTCs W3MeHeHWe B TIpefienax,



000CHOBAHHBIX 3asIBUTEJIEM.

111. TpeboBaHMs K MapKUpOBKe (apMar|eBTUYeCKUX CyOCTaHL[MI M JIeKapCTBEHHBIX IpernapaToB,
HEeYCTOMUMBBIX K BO3/IeMCTBHUIO CBETA, YCTAaHOB/IEHBI B pUioykeHnH N 2 K HacTosiuM TpeboBaHUsIM.

2. IcTOYHNKN cBeTa Npu nccneaoBaHMU HOBbIX dapmaLeBTUYECKUX
CyGCTaHLUMW 1 NeKapCTBEHHbIX npenapaTtoB Ha hOoTOCTabUIbHOCTb

112. [na wuccnepoBaHrii Ha (OTOCTaOM/IBHOCTH MOTYT OBITH MCIOIB30BaHbI  CIAYIOIIUE
VMCTOYHUKY CBeTa:

BapuaHT 1: /000W MCTOYHMK CBeTa, TpeAHa3HaueHHbIM [jig BbIPAOOTKU CBeTa, MOJOOHbIN
cTa”gapTam u3nydenus D65 mibo ID65, Hanpumep, duiyopeciieHTHast 1amria UCKYCCTBEHHOTO THEBHOTO
CBeTa, CoueTalollas BUAUMOe U yibTpadroieToBOe U3MydyeHre, KCeHOHOBAsi WM TajloreHoBasi JaMIlbl
(D65 wucnonb3yercs /s Hapy)KHOTO [HEBHOTO OCBeLeHMs] B COOTBETCTBUM €O cTaHfaptoM ISO
18909:2006. ID65 - 5SKBUBaNeHTHBIM CTaHAApPT /U1 OTPa’)KEHHOI'O [HEBHOIO OCBeLeHUs BHYTpPU
roMelieHysl. VICTOUHMK CBeTa, UCIyCKAIOLUKA 3HAUMTeTbHYI0 YacTh U3MydeHus B obiacty meHee 320
HM, JIOMYCKaeTCsl OCHAaCTUTh COOTBETCTBYHOIIMM (DUALTPOM WM (WIBTPaMHU [jisi YCTPaHEHUs 3TOTro
W3JTyueHus);

BapHWaHT 2: JIaMITbI, TIpeIHa3HaueHHbIe /Jis BLIPAOOTKH CBeTa C XOM0AHOM Oeyiol (uiyopeciieHiyex,
nojo6HoM yKasaHHOW B cra”zgapte ISO 18909:2006, wiu jaMribl C u3/lyuyeHWeM B OvbKHeH
ynbTpadrosieToBoi 06/1acTH CO CrieKTpaibHbIM pacripegeneHrieM ot 320 g0 400 HM ¢ MaKCUMabHBIM
W3/IyUeHUeM SHepruu B Juaria3oHe JIMHbl BOJHBI OT 350 1o 370 HM, NpU 3TOM 3HAUUTe/bHas 4acCTb
yJIbTPar0/IeTOBOTO W3/TyUeHHs JIaMIThl JO/DKHA ObITh B ivamna3oHe oT 320 no 360 HM u ot 360 1o 400
HM.

OpHy U Ty ke ipo0y crieiyeT MoABeprHyTh SKCIO3ULIUH.

3asiBUTe/b [O/DKEH OCYILeCTB/IATh COOTBETCTBYIOIIUK KOHTPOJIb TeMIlepaTyphbl /11 MUHUMHU3aLuu
B/USIHUSL ee JIOKA/IbHbIX M3MEeHEeHWN WM TPU TeX Ke YCJIOBUSAX OKpY’Karolleil cpezbl Iapassie/bHO
MIPOBOZIUTE KOHTPOJIbHBIE HCCIe[0BaHUs B TeMHOTe (eci He 0OOCHOBaHO WHOe). [ yKa3aHHBIX
BapUaHTOB MPOU3BOJUTE b JIeKapCTBEHHOTO TIperapaTra MWW 3asiBUTe/b MOXKET WCIO/b30BaTh JJaHHbIE
crietUKaLMK CIIeKTPaIbHOTO pacripe/iesieHusi, pe/iCTaBlIeHHON IPOU3BOUTe/IeM HCTOYHMKA CBeTa.

3. MeToguKa uccnepoBaHNii HOBbIX (hapMaLeBTUYECKUX CyGCTaHLmiA
W NleKapCcTBEHHbIX NpenaparoB Ha (POTOCTaGUILHOCTL

113. TIpu TmOATBEPXKAAIOIIMX WCCAeJOBAHUSAX HOBBIX (hapMaleBTHUECKUX CyOCTaHI[UH U
JIeKapCTBEHHBIX TperapaToB Ha (OTOCTaOM/ILHOCTh MPOOBI TOZBEPralOTCsA BO3/IEHCTBHIO CBeTa IPH
yC/oBUM OOILeil CBETOBOM SKCIO3UILUM He MeHee 1,2 M/IH JIK-4 U SHEPreTUYeCKOW 3KCITO3WLIUK B
6/mkHel yibTpaduosieToBo obmacty He MeHee 200 Brxu/M’> TaK, 4TOBBI MOXHO GbLIO TIPOBECTH
HETI0CpeJICTBEHHOe CpaBHeHHe (hapMal|eBTHUeCKOUW CyOCTaHI[UKM U JIeKapCTBEHHOTO TIperapara.

[TpoObl MOTyT TIOJBEpraThbCs CBETOBOM JKCIO3WI[MM CO BCEX CTOPOH TMPH TPUMEHEeHUH
Ba/IMJVPOBAHHOM XWMHUYECKOW aKTUHOMETPUYECKOM CHUCTeMbl, TIOATBEp)KJarolleld To/yyeHue
orpe/ie/IeHHOrO0 BO3/|eHCTBUSI CBETA, WM B TeUeHHWe COOTBETCTBYIOLLEIO WHTEpBaja BPEeMEHH, eC/u
yCJIOBUSI KOHTPOJIMPYIOTCSI C TIOMOILBI0 KamMOPOBaHHBIX PaJMOMETPOB (JIIOKCMETPOB), B COOTBETCTBUU
C METO/IMKOM COryIacHO TipuioxKeHuto N 5.



Eciu a1t olleHKY BKJ/IaZia MHAYLIMPOBAaHHBIX TeMIlepaTypol W3MeHeHU B o0iue HabmromaemMbie
M3MeHeHUs B KaueCTBe "TeMHOTo" KOHTPOJISI UCIO/Ib3YIOTCS 3allUIlleHHbIe TPo0bl (HarpumMep, Mpoosbl,
3aBepPHYThIE B a/JIFOMUHUEBYIO (DO/IBIY), TO UX CIeyeT pa3MelaTh pPsiioM C MPoOoi, uccaeqyeMon Ha
(boTOCTaOUTBHOCTD.

4. UccnepoBaHus dpapmaLeBTMYECKOI cyoCcTaHL UK
Ha (pOoTOCTAGUILHOCTb

114. ViccnenoBanus apmareBTUYeCKOM cyOCTaHIMK Ha (GOTOCTaOM/IBHOCTD [JO/KHBI COCTOSITH U3
2 yacTeli: MCCeJ0BaHUs IPUHYIUTENbHOM erpajaliii U MOATBep)KAarolye UCCIe0BaHusI.

Llenbto  HWCC/IeAOBAaHUM  TIPUHYJUTE/NLHOM  Jlerpajjaliui  SIBASeTCS  OlleHKa  oO0iei
(hOTOUYBCTBUTETLHOCTH (hapMal|eBTHUECKOUW CyOCTaHIMM Ay Pa3pabOTKH aHATMTUUECKOW METOIUKUA U
(vn) BBISICHEeHUsI TIyTel Aierpafanyy apMareBTHUeCKo cybctanimu. st BanuJaiyuy aHaTuTHUeCKUX
MEeTO/IMK, TpUMeHsieMbIX TpU 3TUX  HUCC/IeJOBAaHUSIX, [OMYyCKaeTCsl  UCMO/b30BaThb  CaMy
(apMar|eBTUUeCcKyt0 CyOCTaHIMIO U (WIK) ee TIPOCThie PacTBOPHI (CycrieH3uu). [Ipu mMpoBeIeHUH TaKuX
HCCieJOBaHUM TTPOOBI 0/KHBI HAXOAUTHCS B XUMUUECKH MHEPTHBIX U MPO3payHbIX KOHTelHepax. [lis
WCCIeJOBaHUM MPUHYIUTEbHOMN Aerpajaljii MOT'YT OBITh MCII0/Ib30BaHbI pa3Hbie YCI0BUS BO3/eHCTBUS
CBeTa B 3aBUCHMOCTH OT (DOTOUYBCTBUTETBHOCTH [JaHHOW (apMalleBTUUeCKOW CyOCTaHIMM |
WHTEHCHUBHOCTH HCTIONb3YeMbIX HCTOUHUKOB CBeTa. B 1iesisix pa3paboTKu W BaluAaLdd METOAMKH
1]e1ec000pa3HO  OTPAaHUYMTb BpPEMSI CBETOBOM SKCITO3WIMM W 3aBepIINTh HCC/Ie[OBaHUS, eC/H
HaOJ/IFOlaeTCsl  3HAUUTe/bHas [IeKOMITO3UIMs. [Ijif  CBETOYCTOMUMBBIX MaTepUaioB JOMYCKaeTCs
3aBepIUTb UCCIe[0BaHUS 10 JOCTHKEHUM COOTBETCTBYIOILETO YPOBHs 3KCro3ulivu. [lnaHupoBaHue
TaKUX SKCTIEPUMEHTOB OCYILeCTB/ISeTCS I0 YCMOTDPEHHIO 3asiBUTe/s, HO WCII0/Ib3yeMble YPOBHHU
9KCITO3ULIMM JIO/DKHBI ObITH 000CHOBAHHI.

B yC/IoBUSIX TIDUHYAWTENLHOW [erpajilaliiil MOTYT OOHapy>KWBaThCS TIPOAYKTHI Jerpajariuy,
obpa3oBaHWe KOTOPBIX MaJiOBEPOSITHO B YCJIOBUSIX TOATBEPXKIAMOIIUX UCC/IefoBaHUA. Takue AaHHbIE
MOTYT WCIT0/Ib30BaThCs MPH Pa3pabOTKe Y Ba/TWAALMM COOTBETCTBYIOIUX AHAJTUTUUYECKMX METO/UK.
Ecmu Ha TmpakThKe ObUIO [I0KAa3aHO, YTO 3TU TMPOAYKTHI Jerpajaliid He o00pa3yroTcs Tpu
TIO/ITBEPXK/IAIOIIHX UCCTIeIOBAaHUSX, TO HET HeOOXOANUMOCTH MPOBO/IUTEL UX Aa/bHEHIIIee UCCieJOBaHHe.

115. [o/mkHBI OBITH TIPOBEZIEHBI TOATBEPIKIAIOIINE HWCC/IeOBAHHUS YIIAKOBKU W MapKUPOBKHU
TIPOAYKIIMM [I/Is TIOJyueHUss WHGOpMaliy, HeoOXoAuMou i obpaitieHusi ¢ Hel (MHGbOpMaIus 0
TUIAHUPOBAHMIO TaKMX MCCJIeIOBAHMH yKa3aHa B myHKTax 113, 116 u 117 Hactosiumx TpebGoBaHMiA).

Ha craguu pa3paboTKy, Kak MpaBuiio, UCCAeAYIOT OfHY Cepuro (papMarjeBTHYeCcKOl CyOCTaHLIH,
3aTeM, eciu (QapmareBTUYecKass CyOCTaHIMsT OJHO3HAuHO ¢oTocTabwibHa WM  (hoTo/abuibHa,
rapameTpbl (hOTOCTabMILHOCTH HEOOXOJUMO MOATBEPAUTE Ha 1 cepuM, BEIOPAaHHOW B COOTBETCTBUU C
pasgesiom III  Hacrosmux TpebGoBanuii. Ecau pe3ynbTaTbl MOATBEPKAAIOIMIUX — HMCC/IA0BAHUM
COMHUTE/NIBHBI, TO [JO/DKHBI OBITh TIPOBE/IEHbI MCCe[0BaHUs He MeHee ueM Ha 2 JIOTIOJTHUTE/IbHBIX
cepusix. IIpob6bl f0/mKHBI OBITE BBIOpAHBI B COOTBETCTBUM C TpeboBaHWsiMU pasfena III HacTosmmx
TpeboBaHwuii.

5. MpeacTtaBneHne Npo6 Npu NpoBeAeHUN UccnesoBaHunii
116. HeobxoauMo yuMThIBaTh (hri3uueckrie CBOMCTBA WCC/IeAyeMbIX MPO0 W TpWiaraTh YCUIUS

(Harpumep, oxnaxAeHWe W (WIM) 3areyaTbiBaHWe KOHTeWHEpOB) [IIi MUHUMM3alL[UM BAUSHUS
V3MeHeHW! (Harmpumep, BO3TOHKM, HCHapeHWs U II71aB/eHUs)) Ha UX (U3U4Yeckoe COCTOSIHUE.



HeobXx0uMO y4UTBHIBaTH U YCTPAHITb BO3MOXKHOE B3aUMOJeMcTBHEe TIpo0 C JioObIM MaTepuasioMm,
HCTIO/Ib3yeMbIM B KaueCTBe KOHTeHHepa WK Jjist 00I1ieid 3aiuThl TTpo0, ec/ii Takoe B3aUMOJEUCTBHE He
TpebyeTcst [/l IPOBeeHUsI NCC/Ie/JOBAHUS.

117. B 1uensix wucCCAeJoBaHWsS TPSIMOW CBETOBOW SKCIO3WLMM Ha TIPOOBI  TBEPABIX
dapMarieBTUUeCKMX CyOCTaHI[Mii HeoOXOAMMO OTOMpaTh [JOCTaTOYHOe KOJMUYeCTBO MarTepuara,
MoMelllaTh ero B CTEeK/ISHHYI0 TOCyJy WIM TOCYAy M3 TMOIMMEpPHBbIX MaTepuajioB U 3aluIlaTh
MOAXO/ALIUM /1J1S1 MeTOAMKU UCC/IeZIOBaHMsI PO3PAUHbIM MMOKPBITHEM, eC/TU TaKoe MOKPhITHe CUUTAeTCs
HeoOXO/IMMBIM B COOTBETCTBUM C BLIODAaHHOW MeTOAUKOW. PapMalieBTUUecKyt0 CyOCTaHIUIO
HEoOXOZMMO pacripeiesisiTh TI0 KOHTeHHepy TaKuM 00pa3oM, YTOOBI TOJIIMHA C/I0S He TpeBblllana 3
MM. dapMarieBTHUeCKHe CyOCTaHLUM, Mpe/CTaBIsoe co00i >KUAKOCTH, HeOOXOAUMO TIOMelaTh B
XUMHUUECKU WHEPTHBIE MMPo3payuHbie KOHTENMHEephI.

6. AHanu3 npoo6

118. Tlocse 3aBepiieHHss CBETOBOW 3SKCIIO3ULMM HEOOXOJWUMO IPOaHaIM3UPOBaTh MPOOBI Ha
Ha/Mure Mo0bIX N3MeHeHUH UX (U3NUeCKUX CBOMCTB (HarpuMmep, BHEITHEero BH/ia, TIPO3PAauyHOCTU /T
1[BeTa pacTBOpa), a TaKKe IIPOBECTH KOJMUECTBeHHOe orpefeieHre (hapMarieBTHUecKol cyOCcTaHLMU U
orpefie/ieHHe  TPOAYKTOB  Jierpajalidi C TIOMOILIBI0  MeTo/ja, COOTBETCTBYIOLIMM 00pasoM
Ba/IMIMPOBAHHOTO B OTHOIIEHUY TeX MPO/YKTOB, 0Opa3oBaHHe KOTOPbIX MOYKHO OXKHM/aTb B pe3y/bTaTe
nporjecca (OTOXMMHUUECKOH flerpaZiaLiviul.

119. TIpu wuccnemoBaHuMy TBepAbIX (hapMarieBTUUeCKuX cyOcTaHmMii HeoOXogumo ybOenuTbcs B
TOM, UTO B OT/e/IbHBIX UCC/Ie/JOBAHMSIX UCII0/Ib3yeTCsl perpe3eHTaTUBHas 107151 TPOObI. DTO e MPaBUJIo
(HaripuMep, TOMOTeHM3aLys BCel Tpo0bI) CripaBe/l/IuBO B OTHOLLIEHUU OCTaIbHbIX MaTepUasoB, KOTOpbIe
MOTYT TOTEPSITh TOMOTE€HHOCTb T0C/e 3KCIO3ULMK. AHaau3 IOoJBepriieicss 3KCIO3ULIMK P00
HeoOXOZIMMO OCYILeCTB/STh OJHOBPEMEHHO C 3allWIeHHbIMU MpobamH, WCIO/Ib30BaBUIMMUCS B
KayecTBe "TeMHOT0" KOHTPOJIs, eC/TM TaKOM OBbI ITpeyCMOTpEH.

7. OueHKa pe3yNbTaToB UCCeA0BaHUA

120. ViccnenoBaHus IPUHYIUTETLHOM Jerpajaliii JO/DKHBI ObITh CTJIAHUPOBAHBI TAKMM 00pa3oM,
yToObl 00ecrieunBasioch TIOMy4YeHHWEe CBeJieHUd, HeoOXOAWMBIX [jiss pa3paboTKu W BaaUal[ud
AHAJTMTUYECKUX METOZWK, WCII0/b3yeMbIX B TOATBEPXKIAMIIUX WCCIeN0BaHUSX. Takue MeTOAUKU
JOJDKHBI ~ 00/71a/1aTh  CITIOCOOHOCTBIO  pa3/idyaTh M OOHApy)KWBaTh MPOJYKTHI  (POTOIMTUUYECKOH
Jerpajanuu, obpa3yrolecss B XOJe TOATBEPXKIAIIUX HCC/IeZoBaHUM. Takue MOATBEPXKIAIoIIHe
HCC/IeIOBAaHUS SIBJITIOTCS YaCThIO CTPECCOBBIX MCC/I€ZIOBAHUM M He TpeiHa3HAUeHbI [I/isi yCTaHOBJIEHHUS
KaueCTBEHHbBIX U KOJIMUECTBEHHBIX TPe/Ie/IOB N3MEHEHHH.

121. TlopTBepkpatoiue WCCIENOBAaHUS [IO/DKHBI  OMpeJesisiTb Mepbl TPeJoCTOPOKHOCTH,
TpeOyeMble TIpU TIPOM3BO/ICTBE WM pa3pabOTKe COCTaBa JIEKapCTBEHHOTO TiperapaTta, a TakKxkKe
HeoOXOZMMOCTh HCITIO/Ib30BaHUSI CBETOYCTOWYMBOUM YrMakoBKA. UToOBbI yOeauThCs, UTO TOKa3aTesH
KayecTBa (hapMarleBTUUECKOW CyOCTaHIMM B MOMEHT ee WCII0/b30BaHUS YK/IAZIbIBAIOTCS B
yCTaHOBJIEHHble crieluduKaLen Impejenbl, NMPU UHTepPHpeTaluy pe3yJbTaTOB MOATBEPKIAOIINX
WCC/Ie/JOBaHUM B Le/ISIX OMNpeJesieHrsl JOMyCTUMOCTH BO3HHUKILIKX BCJE[CTBHME CBETOBOW 3KCIO3ULIUU
M3MeHeHU HeoOXOJUMO YUUTHIBATh pe3yJ/bTaThl OCTAJBHBIX (DOpPManM30BaHHBIX HCC/IeNOBaHUM
crabunpHoCcTH (cM. pasgen III Hacrosmyx TpebGoBaHMi, a TakKe TpaBHW/Ia TI0 W3yUeHUIO TIpUMecei B
JIeKapCTBEHHBIX Cpe/CTBaX W YCTAHOBIEHHIO TPeOOBaHWI K HUM B CrielU(UKaIUsX, yTBEP)KAaeMble
Komuccuei).



8. UccnepoBaHue nekapcTBEHHOro npenapara
Ha (pOoTOCTAGU/ILHOCTb

122. Kak mpaBWIo, MCC/eOBAHMSI JIEKAPCTBEHHOTO Tperapara Ha (OToCTabUNIbHOCTL CliefyeT
MPOBOJUTH M0OC/IeI0BATeIbHO, HAUMHAs C UCC/Ie[J0BaHUs HeYTIaKOBaHHOIO JIEKApCTBEHHOI'O MpernapaTa v
niepexozs (Tpd HeoOXOJUMOCTH) K HCC/Ie[IOBaHUSIM JIeKapCTBEHHOTO Tiperiapata B TIepPBUYHOM
yTaKOBKe, a 3aTeM BO BTOPUUHOM (MOTPeOUTe/bCKOM) yrakoBKe. VccieoBaHus 1O/DKHBI TTPOBOIUTHCS
JI0 TeX TIOp, TI0Ka He OyyT MOoy4yeHbl pe3y/bTaThl, TIOATBEPXK/JAFOIINE, UTO JIeKApDCTBEHHBIN TperiapaT
JIOCTaTOUHO 3alullleH OT BO3/JeHCTBUsA CBeTa. JleKapCTBeHHbIM Tpernapar JOJ/DKEH TMOJBepraThCs
BO3/IEMCTBHIO CBETA MU YCIOBUSAX, YKa3aHHBIX B MyHKTe 113 HacTosmumx TpeboBaHuUIA.

123. Ha craguu pa3paboTKH, KakK TIPaBUIO, UCCIEeIYIOT OAHY CEpUI0 JIEKapCTBEHHOTO TIperapara.
3aTeM, ec/id JieKapCTBEHHBIM TIperiapaT OAHO3HauHO (oToctabuneH wiv ¢oTosabuseH, MapameTphbl
dhoTocTabUILHOCTH HEOOXOJUMO TIOATBEPAUTh Ha 1 cepuu, BEIOPaHHOM B COOTBETCTBHUHM C pazzesiom 1V
Hactosimux TpeboBanuii. Ecmu  pe3ysnbTaThl TIOATBEPXKJAIOIIEr0 WCC/IeAOBAaHUS COMHUTE/TBHBI,
He0OXO0/IMMO UCC/IeIoBaTh He MeHee 2 OTIO/THUTETbHBIX CEPHM.

124. WccnemoBaHWe HEKOTODPBIX JIEKAPCTBEHHBIX IIperapaToB, B OTHOLLIEHUU KOTOPBIX
MOATBEP)K/leHa TIOJIHasi HeNpOHUWIaeMOCTh /Jid CBeTa WX TepBMYHONM yMaKOBKM (Harmpumep,
aJIFOMUHUeBble TyObl WM OaHKM), KaK TPaBU/IO, TIPOBOJST TOJBKO HA JieKapCTBEHHOM Iiperiapate 6e3
YTaKOBKH.

125. B HeKOTOpbIX C/ydasix HeoOXOAMMO U3yuuTh (HOTOCTAOMIBHOCTE JI€KapCTBEHHBIX
rperapaToB (HampuMmep, WH(Y3UOHHBIX >KAAKOCTEeH, KPeMOB /sl Hapy’KHOrO TNPUMEHeHUs U T.[.) B
MOMEHT UX TNpuMeHeHUs. OObeM TaKMX UCCIe[0BaHUM 3aBUCHT OT peKOMeH/aluil K MpUMeHeHHI0 U
oIpefiesisieTCs 3asBUTe/IeM CaMOCTOSATe/IbHO.

Vcnonib3yeMble METOAWKHA MCC/Ie[0OBAaHUN [IO/DKHBI OBITh Ba/IMAUPOBAaHbI B COOTBETCTBUU C
PYKOBOZICTBOM T10 Ba/TUAALIMY aHATUTHYECKUX MeTO/IMK, yTBep)KAaeMbiM Komuccuen.

9. NMpeacrtaBneHune Npoo6

126. Heob6xoauMo yuuUTHIBaTH (HU3UUECKHEe CBOMCTBA MCC/IeAyeMbIX MPO0 W Tpu/arath yCHIHS
(Hampumep, oxJaxaeHWe W (WIM) 3arevyaTblBaHWE KOHTEMHEpOB) [/ MWHUMH3ALUU  BJIUSHUS
v3MeHeHU! (HarmpuMmep, BO3TOHKW, HCTIApeHWs U TUIaB/ieHWs) Ha UX (U3UUeckoe COCTOSHUE.
HeoOX0uMO yuuTBHIBaTH U YCTPAHAITh BO3MOXKHOE B3aUMOJeMCTBHE TIPOO C JI0OBIM MaTepuasioMm,
HCTIO/Ib3yeMbIM B KaueCTBe KOHTeHHepa WK Jijist 00I1ieid 3al[uThl Tpo0, eC/iv Takoe B3aUMOJIEUCTBHE He
TpebyeTcs [ IpOBe/ieHuUs UCCIeJOBaHUsI.

127. WUccnepoBanue Tpob JIeKapCTBEHHOTO TperapaTa BHE WX MEePBUYHOMN YIAaKOBKM HEOOXOAUMO
OCYIIeCTBJIATh CIIOCOOOM, aHA/JIOTMUHBIM /11 UCCIe[oBaHus (apmarieBThueckou cybctanimu. [Tpobsl
He0OX0/IMMO PacTONIOXKUTh TaKUM 00pa3oM, UTOObI 00ecreunTh MaKCUMabHYIO TUIOMIAZb BO3/1eHCTBYS
HCTOYHMKA CBeTa (Harpumep, TabeTKH, Karcy/bl U T.JI. HeOOXOJUMO Pa3/ioyKUTh B OJIUH CJION).

Ecm npsmas cBeToBasg SKCHO3ULIMA  HEBO3MOXKHA (HampuMep, BC/IeICTBUE OKHUC/IEHMS
JIeKapCTBEHHOTO TIperapara), rnpofy HeoOXOAMMO TIOMEeCTHTh B TIOAXOISIUM 3all[UTHBIA WHEPTHBIH
Npo3payHblii KOHTelHep (Harpumep, KBapLieBblii KOHTEHEP).

Ecimu TpebyeTcsi vicciiejoBaHre JieKapCTBEHHOTO TIpeTiapaTa B €r0 MepBUUHOM KOHTelHepe WU
BTOPUYHOU (TIOTpeOUTeNbCKOM) YIakoBKe, MpoObl HEOOXOJUMO PpacriONiOKUTh TOPU30HTATbHO WM



TIOTIEPeYHO K MCTOYHHKY CBeTa B 3aBUCHMMOCTH OT TOTO, YTO obecrieyrBaeT Hanboree OJHOPOAHYIO KX
3KCro3nuuio. [Ipy  wWccieioBaHUM  KOHTeHHepoB Oo/bIMx 00BeMOB (HarpuMep, AKUCIIEHCEpPOB)
JIOTlyCKaeTCsl He3HauuTeIbHast MoAuUKaLMs YCI0BUMA UCC/IeJ0BaHUS.

10. AHanIM3 Nnpo6

128. Tlocne 3aBepIlieHHWsT CBETOBOH JKCIIO3WI[MM HEOOXOZAMMO IIPOaHaIM3HUpOBaTh IPOOBI Ha
Ha/inuue JIFOOBIX W3MEeHeHWH (PU3NUeCKHUX CBOWCTB (HarpyuMep, BHEIIHEro BW/ia, MPO3PAaYHOCTU WM
1[BeTa pacTBOpa, pacTBOpeHus (pacraZaeMoCTH) /iJisi TaKUX JieKapCTBeHHBIX (DOPM, KaK KarcCyJbl U T.I1.).
Takke c/efyeT TIPOBECTH KOJMYECTBEHHOe orpejiesieHre (hapMarleBTUUeCKod CyOCTaHLMU |
ornpeziesieHMe TIPOAYKTOB Jerpajaluu C TMOMOLLIbI0 MeTOAWK, BaJMAUPOBAaHHBIX B COOTBETCTBUM C
PYKOBOZICTBOM M0 Ba/lWJALIMA aHAJUTHUUECKUX MEeTOJMK, YTBep)kJaeMbiM Komwuccueii, B OTHOILIEHUH
MIPOZIYKTOB, 00Opa3oBaHHe KOTOPBIX MOXKHO OXHJaThb B pe3y/bTare Tiporiecca (HOTOXUMHUUECKOU

Jlerpajialiviu.

129. Tlpu wuccnefoBaHWM TIOPOIIKOB HEOOXOAuMO yOeAuThCsi B TOM, UTO B OT/AEIbHBIX
WCC/IeIOBAaHUSIX ~ MCIIO/Ib3YeTCsS  perpe3eHTaTHBHas  Zofss  TpoObl.  McciemoBaHWe — TBEPBIX
JleKapCTBeHHbIX (OpM /IJisi TIpeéMa BHYTPh He0OXOJHWMO OCYIIECTB/IATh Ha [JOCTaTOUHOM KOJMUeCTBe
JIeKapCTBeHHOTO0 TiperiapaTa (Haripumep, Ha 20 TabsieTKax WM Karcyjax). OTo yKe TIpaBU/o (Harpumep,
roMOTreHU3alysl WK COMFOOUIM3aliys BCelt MpoObl) CrIpaBe//TMBO B OTHOIIIEHWH OCTa/IbHBIX MaTepHasioB,
KOTOpble MOTYT TOTepATb TOMOTE€HHOCTb T0C/ie SKCMO3ULUMU (HampuMep, KpPeMbl, Ma3u, CyCIIeH3UU U
T.1.). AHalu3 TIOABEPruIeNCcs SKCMO3UIMK MPoObl HEOOXOJUMO OCYLIECTB/SATH OJHOBPEMEHHO C
3aIlUIIeHHBIMA TIp0OaMH, WCTO/b30BaBIIMMUCSA B KauecTBe "TeMHOro" KOHTPOJIS, €C/IM TaKOW Obul
rpelyCMOTpEH.

11. OueHkKa pe3ynbTartoB

130. B 3aBUCMMOCTH OT CTeleHU U3MEeHeHUM HCC/elyeMoro JIeKapCTBeHHOIO Iperapara B Lie/sax
CHIDKEHUsS] BO3ZIECTBUSI CBETOBOTO W3/IyYeHUs] MOTYT TIOHAJOOWTHCS CrieldajbHble yKa3aHUs
OTHOCHTE/IbHO Mep 3allUThl WK criocoba yrmakoBKM B WHGOpPMAalLMK O TperiapaTe WM Ha YIaKOBKe.
Yrtobbl ybeauThCs B TOM, UTO IIOKa3aTe/ld KauecTBa JIeKapCTBEHHOTO Iperapara yK/afbIBalOTCS B
npeJJjiaraeMyo CreLjUu(pMKali0 B TeueHHe BCEro CPOKa I'OAHOCTH, MPU HWHTepIipeTaliud pe3y/bTaToB
MOATBEPXKJAIOIUX HCC/IeJOBAHUM B Le/aX OIpefie/ieHus] [OIYyCTUMOCTHA BO3HUKIIMX BC/Ie/ICTBHE
CBETOBOM 3KCITO3ULIMHM U3MeHeHHH HeoOXO0ANMO YUUTHIBATh Pe3yJ/IbTaThl OCTATbHBIX (JOPMaTM30BaHHBIX
uccaeo0BaHui ctabuibHOCTH (M. pa3zen IV Hactosimx TpeboBaHMiA, a Tak)Ke MpaBUJIa MO U3YUEHHIO
rpuMeceil B JieKapCTBEHHBIX Cpe/CTBAaX M YCTaHOBJEeHHIO TpeboBaHMM K HUM B CrieLU(pUKaIUsX,
yTBepxkaeMble Komuccueit).

VI. UccnegoBaHua CTabUIbHOCTU CYLLECTBYIOLMNX
chapmavueBTUUECKMX CyOGCTaHL NI

1. O6nactb NPpMMeHeHus

131. U3znoskennnie B pazzesne III Hactosiqux TpeOoBaHMiA TTONOXKEHHWsS] OTHOCHTETHBHO HOBBIX
dapMarieBTHUeCKuX CyOCTaHIM TIPUMEHWMbI K CYIeCTBYIOIIUM (apMarieBTUYeCKUM CyOCTaHIUSIM.
BMecTe Cc TeM B 3aBUCMMOCTM OT Ha/JWuuMsg U XapakTepa wuHGOpManyu O CTabUIBHOCTU
(dapMar|eBTUUeCKol CyOCTaHI[UM MOXKET OBbITb COKpallleH 00beM HeoOXOAWUMBIX [jiss PerucTpariiu
JIaHHBIX.

B HaCTodIleM pa3jesie IIpUBOAUTCA COBOKYIMIHOCTbL [OdaHHBIX IMO0 HMCC/IeA0BAHHUIO CTabU/ILHOCTH



CyIIeCcTBYHOIIUX apMalieBTUUeCKux cybcTaHiyid. B To >ke Bpems TIpeyCMOTpeHa [0CTaTOYHast
rMOKOCTD, TTO3BOJISIIOIIAS OXBATUTh PAa3/IMUHbIe TIPAKTUUECKHEe CUTYAI[UH, 00y C/IOBI€HHBIE Pa3/TMYHBIMU
Hay4YHbIMU B3IJIsi[aMUA Ha CBOMCTBA OLIEHWBAeMbIX MaTepuasoB. [IpumMeHUMBI U Apyrue NogX0/bl, eCiu
3TO HayuyHO 0D0CHOBAHO.

[epen mpoBeJeHWEM WCC/eOBaHUNM TPOM3BO/MTE/IeM (3asiBUTe/IeM) COCTaBJIsIeTCsl TpOrpaMMa
UCC/Ie/JoBaHUS CTaOWIBLHOCTH (papMar|eBTUYeCKOW CyOCTaHLMM, BK/IIOUAroOljasi BUJbBI TJIAaHUPYEMbIX
HCC/IeIoBaHUM  (CTpeccoBble, YCKOpDEHHble W JIOJITOCPOYHBIE), BBIOOD Cepui, OMMCaHHe CUCTEMBI
"KOHTeMHep - YKymnopka', Hccie/lyeMble XapaKTePUCTUKH, aHa/JIUTH4YeCKhe MEeTOJUKH, YacCTOTy
VICC/Ie[JOBaHUM, yCJIOBUSI XPaHEHMUS.

2. OOWwme NoNoXeHus

132. Viadopmaiysi o cTabWIbHOCTH (hapMal|eBTHUeCKOW CyOCTaHIMK SIBJSIETCSI HeOTheMJIeMOU
YaCThIO0 CUCTEMATUUEeCKOT0 TIOJX0/1a K OL[eHKe ee CTaOM/IbHOCTH.

Ecmu dapmarieBTiueckasi cybcTaHius He ornvcaHa B (apMakoredHbIX cTaThsix Dapmakorien
Coro3a, ¢apmakoreil TOCyJapCcTB-usieHOB, EBpomeiickoii ¢dapmakoriee, He00XOAUMO TIPOBECTH
HCC/ieloBaHUs CTabUIbHOCTH.

Ecm dapmarieTrueckast cybcTaHIus orvcaHa B apMakorielHbeIX cTatbsx ®apMakorien Coro3a,
dapmakoreil TrocyjapcTB-usieHOB, EBpomeiickoil dapmakorniee, B KOTOPBIX yKa3aHbl TMPOAYKTbI
JleTpajlallii U YCTaHOBJIEHBI COOTBETCTBYIOIME TIPeZe/ibl COJIePXKaHHUsl, HO He OTpeZiesieH Mepuos /10
TOBTOPHBIX UCC/IeIOBAaHUH, TO 3asBUTETb [JOJKEH:

mibo yka3zaTh, uTO (hapMalleBTHUecKass CyOCTaHIMsI COOTBETCTBYeT (hapMaKOIeHOW CTaThe,
HeIoCpe/ICTBEHHO Tepe/; MPOU3BO/CTBOM JIeKAPCTBEHHOIrO MpenapaTta. B 3Tom ciyuae ucciefoBaHus
CTabW/ILHOCTH He TPeOyIOTCs TMPU yCJIOBUM, UTO COOTBETCTBHE (DapMakKoIeiHOl cTaThe MOTBEPKAeHO
JUTSI OTIpe/Ie/IEHHOT0 TIPOU3BOIUTe IS (hapMarleBTUUeCKOl CyOCTaHINY;

b0 YCTAaHOBUTH TEPHOZ /10 TIOBTOPHBIX MCCIEOBAaHWUN WM CPOK TOAHOCTU HAa OCHOBaHWUU
pe3yJ/IbTaToB [JOTOCPOUHBIX UCC/IeJOBaHUN CTaOUTbHOCTH.

3. CtpeccoBble uccnegoBsaHus

133. CrpeccoBeie  uccnenoBaHusi  ¢apMal|eBTUUeCKOW  CyOCTaHI[UM  MOTYT  TIOMOYb
WAeHTU(PULIMPOBATh BePOsiITHbIE MPOJYKThI erpajialivi, UTO T03B0JIsSeT yCTAHOBUTh MYTH Jierpafialivui U
CBOWCTBEHHYIO MOJIEKYJIe CTaOM/ILHOCTh, a TaKXKe BaJMJUPOBATh B COOTBETCTBUU C PYKOBO/ICTBOM TIO
Ba/IMIALIMM  aHATUTUUECKUX METOJUK, yTBep)KAaeMbiM Komuccued, CrocoOHOCTb aHaJUTHUeCKUX
METO/IUK OTIPeJeNISITh CTaOU/IbHOCTbD.

ITpoBesieHre CTPECCOBBIX MCC/Ie[O0BAaHHMN B OTHOIIEHWH JIEKADCTBEHHOTO PAaCTUTETbHOTO ChIPbS,
TIPOME)KYTOUHBIX TIPOAYKTOB W JIeKAPCTBEHHBIX pACTUTENbHBIX TIIpPerapaTtoB, KaK TMPaBU/IO, He
Tpebyercsi.

st papmarieBTHUeCKUX CyOCTaHI[MI MOTYT OBITh IPUMEHEeHBI C/IeJYIOIINe TTOIX0/IbL:
ecsiu (papMalieBTUYecKast CyOCTaHLIMsl onvcaHa B (papMakorieliHbix craThsix ®apmakorien Coro3a,

dapmMakoreii rocyzapcTB-usieHOB, EBporielickoii ¢apmMakoriee U TIOJHOCTbIO ~ COOTBETCTBYeET
yCTaHOBJIEHHBIM B HUX KDUTEpPHUSIM TIPUeM/IEMOCTH, He TpeOyeTcs NPUBOAWUTL JaHHbIE O TPOAYKTax



Jlerpaialivii, ecii OHU TepeuyucsieHbl 1oj 3aronoBkaMu "VcciefoBanve Ha udctoty” u (unu) "Pasgen
T10 TipuMecsm";

eci (papmarieBTUUeCKass CyOCTaHI[USI He oOIvcaHa B (apMakKONeWHBbIX cTaThsax apmakorien
Coro3a, (hapmakorieii rocyapcTB-uieHoB, EBporielickoit ¢papMakoriee, BO3MOKHbBI 2 BapHaHTa:

MIPU Ha/IMYMM HeO0OXOJUMBIX [JaHHBIX, OMyO/JIMKOBAHHBIX B HAay4YHOH JUTepaType, AOIyCKaeTCs
TMpe/ICTaBUTh UX B KaueCcTBe 000CHOBAHUS MyTel Jerpajaliiy;

ecmi HeoOXofWMble JaHHble B HAy4YHOM JiMTepaType He OMMCaHbl (BK/IOuasi (hapMakoriey,
BK/IIOUEHHbIe B TepeueHb (apmakorieid, opMrpyeMbiii BcemupHoOU opraHu3saiiyeli 3jpaBooXpaHeHust),
HeoOXOZMMO TPOBECTH CTPECCOBbIe MUCCIe[0BaHUs. Pe3ybTaThl TAKMX UCCIeJOBaHUN OYAyT BXOJUTD B
COCTaB PerucTpaljioOHHOTO [OChe JIeKapCTBEHHOIO IIperiapara, I10/laBaeMOro B YIIOJTHOMOYeHHbIe
OpraHbl roCyZjapCTB-4/IeHOB.

134. CtpeccoBble UcC/ieOBaHuUs, Kak MPaBUIO, POBOASTCS Ha OJHOM cepyu (hapMalleBTUUeCKOU
cybcraniun. Takue uccie[0BaHUS JOJDKHBI BK/IIOUaTh UCC/Iel0BaHKe BAMSHUS Ha (hapMalieBTHUeCKYIO
CyOCTaHI[MIO TeMITepaTyphl TP ee T0C/Ie/IoBaTe/TbHBIX TMOBBIIIeHHsIX Ha 10 °C BbIllle TeMIiepaTyphbl
YCKOpPEeHHBIX ucciefioBanuii (Harpumep, 50 °C, 60 °C T.A.) ¥ BI@KHOCTH, €C/M 3TO Lienecoobpa3Ho
(HaripyMep, OTHOCHTeNbHON BAaKHOCTH 75% W BbIlle), a TaKKe OKuUcjieHus U ¢oronmsa. B
HCC/IeIOBAaHUM TakKe HeoOXOJWMO OL|eHMBaTh I10/IBEP)KeHHOCTh (apMalieBTUueckol CyOcTaHLuY,
Haxo/sllelicss B pacTBOpe WU CYCIIeH3uM, TUZApPOAM3y B IIMPOKOM Juarna3oHe 3HaueHWd pH.
HeoTpemsieMOll  4acThlO  CTPECCOBBIX  WCC/IEIOBAaHUM  [O/DKHBI  OBITh  MCC/IE[OBaHUS  Ha
¢dorocrabumpHOCT. CTaHAAPTHBIE YCAOBUS MCC/IeOBaHMN Ha (HOTOCTaOM/IBHOCTH TIpUBEAEHBI B
pazgene V Hacrosimux TpeboBaHwuil.

135. [In1a ycTaHOB/IEHUS My Tel AierpaZialivi, a Takke pa3pabOTKu 1 BaMuJaliiid COOTBETCTBYOIUX
aHa/IMTUYeCKUX METONUK TpeOyeTcst Mccie/joBaHUe TPOJYKTOB JleTpaZialiii B CTPECCOBBIX YC/IOBUSIX.
OpHako eciM Te WIM WHble MPOAYKTHI Jerpajalii B YCIOBUSX JOJTOCPOYHBIX M yCKOpPEHHBIX
HCCIIeIOBaHUI He 00pa3yroTCs, CAMOCTOSITe/TbHO UX UCC/Ie/OBaTh He TpeOyeTcs.

4. BblGop cepuin
136. I1pu BeIOOpE Cepuii AOMYCTUMBI 2 BapHUaHTa:

1-ii BapuaHT: JaHHble O CTaOW/IBHOCTU TIO pe3y/bTaTaM YCKOPEHHbIX M JJOJTOCPOYHBIX
WCC/IeIOBaHUM He MeHee 2 TMPOMBILUIEHHbIX CepUid, NIPOU3BE/IeHHbIX B OJMHAKOBBIX YCIOBUSIX U IO
OJJMHAKOBOM TEeXHOJIOTMM, OMMCAHHBIX B 4acTU 3.2.S.2 perucTparioHHOr0 J0Cbe JIeKapCTBEHHOIO
nperniapata. Ha MOMeHT mogaun HeoOXOJWUMO TIPeACTaBUTh pe3y/bTaThl He MeHee ueM 6-MeCsuHbBIX
JOJITOCPOYHBIX U YCKOPEHHBIX UCC/Ie[J0BaHUM;

2-ii BapWaHT: JaHHble O CTA0W/ILHOCTM TIO pe3y/JbTaTaM YCKOPEHHBIX U [JOJITOCPOUYHBIX
WCCIe/JOBaHUM He MeHee 3 OMbITHO-TIPOMBILLIZIEHHBIX CePUi, TPOM3Be/IeHHbIX B O/IMHAKOBBIX yC/IOBUSIX U
10 OJJMHAKOBOW TeXHOJIOTUM, OMMCAHHBIX B YacTU 3.2.S.2 perucTparjioHHOr0 J0Che JIeKapCTBEHHOTO
nperapata. Ha MoMeHT Tofjaud HeoOXOAWMO TIPeJCTaBUTh pe3y/bTaThl He MeHee ueM 6-MeCSUHBbIX
JIOITOCPOYHBIX M YCKOPEHHBIX UCC/IeJOBaHUM.

5. Cucrema "KOHTeWHep - ykynopka"

137. WccnemoBaHusi CTaOUIBHOCTH [IOJDKHBI TIPOBOJUTHCS Ha (papMalleBTUUeCKOW CyOCTaHI[UH,



yaKOBaHHOW C HCI0/Ib30BAaHWEM TaKOW e WM WMUTHPYIOLLel Takyl ke cucTteMy "KOHTellHep -
yKyTiopka'", Kakasi OyJjeT uCIio/1b30BaThCs IPY XPaHEHWH U pean3ariyy.

6. Cneuyndukauynsn

138. WccnenoBanusi cTabM/IBHOCTH JOJDKHBI BK/IOUATh B cebsi MCCe/0OBaHHWEe TaKUX CBOWMCTB
dapMarieBTHUECKOW CyOCTaHIIMK, KOTOPbIe TIOABEP>KeHbI U3MEeHEeHHUsIM BO BPeMsl XpaHEHUs U BepOsiTHee
BCcero OyayT BIMATHL Ha KauyecTBO, Oe3omacHOCTb W (win) 3¢ddeKkTuBHOCTL. VccienoBaHue O/HKHO
OXBaThIBaTh (€C/IM MPUMEHUMO) (puU3rUecKue, XUMHUECKHe, OHUOJIOrHUecKre U MUKPOOMOIOTHYeCcKHe
nokaszatend. HeoOXoJUMO WCIOMB30BaTh Ba/TWAMPOBAaHHBIE B COOTBETCTBHMM C PYKOBOJCTBOM TIO
Ba/IMJAllMM aHA/IMTUYECKUX MeTOJUK, yTBep)KJaeMbiM Komuccuell, aHaIUTUUeCKUe MeTOAUKH,
CBU/IETEJILCTBYIOLMe O cTabunbHOCTH. HeobxoaumocTb ¥ 00BeM HCCIe[OBaHUM, TIOJJIeXalluX
MOBTOPEHUIO, 3aBUCUT OT pe3y/bTaTOB Ba/UIallMOHHbIX UCCIeI0BaHUI.

139. Kputepuu mnpuemsieMOCTH - 3TO UYWC/E€HHBbIE IIpefiebl, AUAra3’OHbl U [pyrue KpUTepUu
OIMUCAHHBIX OTpe/ie/IeHHbIX HCCAe[OBaHWM, KOTOpble [O/DKHBI BK/IOUaTh B cebOs  ob0upe u
WH/IMBHU/Iya/lbHbIe BepXHHe TIpe/iesibl COZIep)KaHusl MpuMecell U TIPOAYKTOB ferpajanuu. [Ipu Bbibope
00IIMX W WHIUBUAYa/lbHBIX BEPXHUX TIPeJieJIOB COZep>KaHUsl TIpUMeced W TMPOJYKTOB Jerpajarivu
HeoOX0JUMO PYKOBOJCTBOBATbCS COOOpaykeHUsIMH Oe3oracHoct ¥ (Wik) 3ddekTuBHOCTH. B
OTHOILIIeHUH (papMarieBTUUeCKUX CyOCTaHLIMM, OMMCAaHHBIX B (hapMaKOMeWHBIX CTaTbsax Papmakoreu
Coro3a, (apmakorieli ToCyZapCTB-wieHOB, EBpomeiickoii ¢apmakoree, HWCCIe0BaHUs HE0OXOAUMO
MPOBOJUTb B COOTBETCTBUM C TaKUMH CTaTbsIMM WM C YYeTOM MCC/Ae/JOBaHMM, IepeKpecTHO
Ba/IMIMPOBAaHHBIX C (hapMaKOINelHbIMH, a TakXKe TMIPeACTaBUTh OOOCHOBaHWE TOTO, UTO BCe
ToTeHIUa/IbHbIe MPUMecH (TPOM3BO/CTBEHHbIE TPUMECH U TPOJYKTHI Jlerpajialiii), BO3HUKAIOL[Ue B
CBSI3W C WCIIO/Ib30BaHHeM (DaKTHUeCKOro criocoba TPOU3BO/CTBA, KOHTPOJMPYIOTCS B COOTBETCTBUHU C
yCTaHOBJ/IEHHBIMU TPeOOBaHUSIMH.

CrnerduKalyMyd pacTUTENbHOTO ChbIPbs, IPOMEXYTOYHBIX TPOAYKTOB M JIeKAPCTBEHHBIX
pacTUTe/bHBIX IIperapaTtoB OINUCaHbl B PYKOBOJACTBE II0 KaueCTBY JIEKAPCTBEHHBIX PaCTUTEJIbHBIX
rperiapaTos, yTBepxzaemMoM Komuccueil.

7. YactoTa nccnepoBaHui
140. Yka3aHwusi 110 4aCTOTe UCC/Ie/J0OBaHUMA TIpUBe/ieHbI B yHKTax 21 - 23 HacTosimux TpeboBaHMiA.

[Tpu ocTaTOYHOM 00O0CHOBAHMM YACTOTY UCC/IEIOBAaHUM PAaCTUTEILHOTO ChIPbSI, TPOMEXKYTOUHBIX
MIPOIYKTOB W JIEKAPCTBEHHBIX PACTUTEMBbHBIX TIperapaToB, IO KOTOPbIM 3asBUTeNb 00/a/aeT
apXWBHBIMU JJAHHBIMU CE€PUM, MOYKHO CHU3UT.

8. YcnoBus xpaHeHus

141. Ouenky dapMarieBTUUeCKol CyOCTaHIIMK C/ieZiyeT TIPOBOJMTbL B YCIOBUSIX XpaHeHWs (C
COOTBETCTBYHOIIIUMH  JIOMYCTUMBIMH  OTKJIOHEHUSIMH), KOTOpble TI03BOJISIIOT ~ MCC/Ie/IoBaTh  ee
TePMUUECKYIO CTabUILHOCTD U (TIpU He06X0IUMOCTH) UYBCTBUTETBHOCTD K BJlare. Y C/IOBUsI XpaHEeHUs U
MPOJOJ/DKUTE/IbHOCTh ~ MCC/IeJOBAaHUM  JO/DKHBI ~ OXBaThlBaTb  XpaHeHWe, TPAHCIIOPTUPOBKY U
rocsieiyrolee UCI0/Ib30BaHue.

142. Ha MOMEHT Iiofiaud 3asB/JIeHUs O PerucTpanuu IPOAO/DKUTENBHOCTb 0JTOCPOYHBIX
WCC/IeJOBaHUM [I/Is1 BAPDUAHTOB, YKa3aHHBIX B MyHKTe 136 HacTosimx TpeboBaHMiA, O/HKHA COCTAB/ISATh
He MeHee 6 MecsueB. [lo 3ampocy yNO/JHOMOYEHHOrO OpraHa roOCyZJapcTBa-uleHa HeoOXoAuMO



Mpe/ICTaBUTh JIOTMOJIHUTE/IbHbIE [JaHHbIe, TIOyYeHHble B XOJe TpoLeAypbl perucTpauvu. s oLeHKd
BJ/IMSIHUSI KPAaTKOBPEMEHHBIX OTK/IOHEHWW OT Tipe/le/ioB 3asiBJIeHHbIX YCJ/IOBUM XpaHeHUsl (KOTOpbie
BO3MOJKHBI TIPU TPAHCIIOPTUPOBKE) /0IMYyCKaeTCs UCMO/b30BaTh JaHHbIe, TIOJIyYeHHbIe 110 pe3y/bTaTam
YCKOPEHHOT'0 XpaHeHus1 U, eC/Ii MPUMEeHUMO, XpPaHeHHUs B IPOMEeXKYTOUYHBIX yC/IOBUSIX.

143. B Hacrosil[eM nofpasziese ONMUCaHbl [O0JIOCPOYHbIe, YCKOPEHHble U B COOTBETCTBYHOLUX
C/lyyasix TIPOMEXXYTOUHble YCJIOBUSI XpaHeHUsl (hapMalleBTHUecKux cyOcTaHuuil. B oTHomeHuu
tapmarieBTHUECKOM CyOCTaHIMM TIPUMEHSIFOTCS 001ijie TIpaBuiIa, eC/ld OMKUChIBaeMble B MOCTeYIOIINX
rofipaszieniax HaCTOSIIero pasZiesia TpeOOBaHHMSI ee He 3aTparuBarOT. [Ipy 000CHOBaHWM [1OITyCKAeTCs
VICITI0/Ib30BaTh a/bTepHAaTUBHbIE YC/IOBUS XPaHEeHNUs.

[Tpy HeOOXOAMMOCTU MOTYT TPUMEHSIThCS U JIpyTHe YC/IOBUs TIPOBeZIeHUs] UCCIe[JOBaHUM, ec/in
NIPOU3BOAMTE/IEM TIPe/ICTaB/IeHbl COOTBETCTBYOL{ME 000CHOBaHMUS.

Tabmuma 10

YcnoBusa uccnepgosaHuii "O6wme npasuna”

WccnenoBanue | YcaoBus UcCaeloBaHus (TeMiiepaTypa MuHuManbHas

1 OTHOCUTEJIbHAs B/Ia’)KHOCTB) TMPO/I0/DKUTE/IbHOCTh

HCC/IeJOBaHUS CTaOMIBHOCTH

Ha MOMEHT M0/jau! 3asiB/IeHHs
0 pervcrpauuo (Mec.)

MonrocpouHoe 25+ 2°Cu60 * 5%, nm 30 * 2 6
<> °Cu65 * 5% <**> wm30 + 2°Cu (#7151 BApDUAHTOB, YKa3aHHbIX B
. o e nyHKTe 136 HaCTOSLMX
75 & 5% <> TpeboBaHMiA)
TTpomMeXKyTOUHOe 30  2°Cu65 * 5% 6
<>I<>I<>I<>
YcKopeHHOe 40 £ 2°Cu75 * 5% 6
<>|<>I<>I<>

<*> 3asfBUTeNL BIpaBe BbIOpaTh OJWH W3 2 BAapUAHTOB YCJIOBUM TMPOBEAEHUs [0JTOCPOUYHBIX
ucciepoBanuii 25 * 2 °C mpu oTHocuTenbHOM BaakHocth 60 * 5% wumm 30 * 2 °C mpu

OTHOCHTebHOM BiaKHOCTH 65 £ 5%. Bo BTOpOM ciyyae ucciiejoBaHre B TIPOMEXKYTOUHBIX YC/IOBUSIX
XpaHeHus1 He TpeOyeTcsl.

<**> BpInosHseTcs pyu o0palljeHny J1eKapCTBeHHBIX CPe/ICTB B CTpaHax KiMMaThueckux 30H III u
IV, oripesiesieHHbIx B ripuioxennd N 1 K HacTosiM TpebGoBaHUsIM.

<***> [Ipu 060CHOBAHUU MCCJIeZIOBaHKE B YCJIOBUSIX YCKOPEHHOT'O U TIPOMEXKYTOUHOTO XpaHeHUs
PaCTUTENBHOTO ChIPbSl, TIPOMEKYTOUHBIX MPOJAYKTOB U JIeKapCTBEHHBIX PACTUTE/IbHBIX IpernapaTtoB He
TpebyeTcs, ecnu B WHGOPMALUK O TIperapare ecTb sICHbIe yKa3aHWs 0 HeOOXOJUMOCTH XPaHEeHHs TIPH
TeMItepatype Huke 25 °C.



144. Ecnu 10/IT0CpOYHbIe UCCIeJOBAHUS TIPOBE/IEHBI B yCaoBUsAX 25 * 2 °C npu 0THOCHUTE/TLHOU
BrnaxHoctd 60 * 5% u B TeueHue 6-MeCSUHOTO WICC/IEJOBAaHUSI B YCJIOBUSIX YCKOPEHHOTO XpaHEHWUs

oOHapy’KUBaeTCss 3HauMMoOe W3MeHeHue, HeoOXOJUMO TIPOBECTH [OTIOJHUTebHOe HCC/efiloBaHHe B
MPOMEXXYTOUHBIX YC/IOBUSX XPaHEHUs] U CPAaBHUTH IMOTyUeHHbIe pe3y/bTaTbl C KPUTEPUSIMH 3HAUMMBbIX
u3MeHeHur. VccienoBaHWe B TPOMEXYTOYHBIX YC/IOBUSIX XpaHEHUs [OJ/DKHO TMpefyCcMaTpyUBaTh
TIpOBeieHre BCeX JIOJTOCPOYHBIX MCCIe[0BaHuM (ec/ He 0O00CHOBaHO MHOe). PerncTpanioHHOe Jocke
Ha MOMEHT T10jauM [I0/DKHO COZepyKaTh JaHHbIe, MOo/JyYeHHble KaK MUHUMYM B TeyeHue 6 MecCsLeB Ipu
00I111e# Mpo/I0/HKUTE/IEHOCTUA UCCIeJOBaHUM 12 MecslieB.

145. dapmarieBTHUeCKHe CyOCTaHI[|H, TTOAJIEXAIl[e XPaHEeHHUIO B XOJIOAWIbHHUKE.

YcnoBust  uccsiefoBaHu  (hapMal[eBTHUECKHUX — CyOCTaHI[UM, TIOJJIeXKall[iX XPaHEeHUI B
XOJIOAUTBHYKE, TIPY IOITOCPOYHBIX M YCKOPEHHBIX UCC/Ie/IOBaHUSX MPUBeIeHbl B Tabuie 11.

Tabsura 11

YcnoBua uccnegoBaHuii hapmaueBTUHECKUMX CyOCTaHLMA,
nognexawmx XxpaHeH1o B XO0N04UNbHUKe

WccnenoBanue | YcoBus UcciefloBaHus (TeMriepaTtypa MuHUMa/ibHast

Y OTHOCHUTeJIbHasl BJIa>KHOCTB ) MIPO/IOJKUTETBHOCTD

HCC/IeIoBaHusI CTabUIbHOCTH

Ha MOMEHT TI0/]auy 3asiB/IeHUsT
0 perucTpanuu (Mec.)

HonrocpouHoe 5% 3°C 6 (#/11 BapUaHTOB, YKa3aHHbIX
B ITyHKTe 136 HacToAmMX
TpeboBaHwmit)
Yckopennoe <*> 25 * 2°Cu60 * 5%, um 30 * 2 6

°Cu65 x 5% <**> ym30 £ 2°Cu
75 * 5% <*k*>

<*> BpIOOp yC/I0BUH /151 YCKOPEHHBIX MCC/IeIOBaHHI OCHOBaH Ha OLleHKe PUCKOB. VcciemoBaHus
TIpY HeO/IarOTNPUSTHBIX YCIOBUSIX MOTYT OBITh a/JlbTePHATUBOM MCC/IeJOBaHUIO TIpH Temrepatype 25 *

2 °C u otHocuTenbHOU BiakHocTH 60 * 5% wim temmneparype 30 * 2 °C u OTHOCHUTE/LHOU
BAaKHOCTH 65 * 5%.

<**> BpINOJHAETCS TIpYU 00pallieHnH JTeKapCTBEHHBIX CPe/ICTB B CTpaHaX KIMMaThueckux 30H 111 u
IV, onpesenennbix B npunokennn N 1 k HactosiwM TpeboBaHUSIM.

Ecmi B TeueHMe TepBbIX 3 MeCslleB B YCIOBUSX YCKOPEHHOTO XpaHeHHs1 OOHapyKHUBaeTcs
3HauUMMOe U3MeHeHHe, TO HeoOXOAMMO MPOAHATM3HUPOBATh BMSIHUE KPAaTKOBPEMEHHBIX OTK/IOHEHHMH OT
rpefie/ioB  3asiBJIEHHBIX YC/IOBUM XpaHeHusi (HampuMep, MNpPU TPaHCIOPTUPOBKE WM pasrpysKe).



YKazaHHbIN aHa/iu3, ec/iM IPUMeHUMO, JI0ITyCKaeTCsl YCUINTh JaHHBIMU MOC/IeZyIOIIero Ucc/aej0BaHus
OJiHOU cepuM (hapMal|eBTHUeCKOW CyOCTaHIMM B TeueHWe MeHee 3 MecsieB, HO C 6oJiee BHICOKOH, UeM
00BIYHO, YaCTOTOW wWCCrefoBaHui. EciyM 3HauMmoe W3MeHeHHEe TIPOMCXOJUT B TeueHWe MepBhIX 3
MecsiLeB, NPOZO/DKeHNe UCCIeloBaHUsS (papMal|eBTUYeCKOM CyOCTaHIMM B 6-MeCSYHOM HCC/le/l0BaHUU
He TpeOyeTcsi.

146. OueHKY [JaHHBIX, TIOJlyUeHHbIX TIpDU XpaHeHWU (apMalleBTUUeCcKol CyOCTaHIIUM B
XO0JIOJW/IbHUKE, C/leflyeT MPOBOJUTL B COOTBETCTBUU C IyHKTaMU 39 - 46 u paszgenom [X HacTosammx
TpeboBaHMii, 3a UCK/TIOUEHUEM CJTyUaeB, OT/I€/TbHO OTOBOPEHHBIX HIKE.

Ecru B mepuop ¢ 3-ro mo 6-if Mecsi] B yCJOBUSIX YCKOPEHHOTO XpaHeHHsl 00HapyKUBaeTCs
3HauMMoOe W3MeHeHUe, TO NpejJiaraeMbli [epuo/, [0 MOBTOPHOTO MCC/Ie[J0BaHUs I0/KeH OCHOBBIBAThCS
Ha /IaHHBIX B pPealbHOM BpeMeHHU, MOy4YeHHbIX 10 pe3y/bTaTaM [0Ar0CPOYHOI0 XpaHEeHUS.

147. dapmarieBTHUeCKHe CyOCTaHIMH, TTOAJIEXAll[e XPaHEeHUIO B MOPO3W/ILHOM Kamepe.

YcioBust  AONTOCPOYHBIX — MCC/IEOBAHMN  CTaOUIBHOCTH — (hapMal|eBTUUeCKHUX —CyOCTaHIIWH,
TO/I/TeKAI[UX XpaHeHHIO0 B MOPO3U/IBHOHN Kamepe, TIpuBe/ieHbI B Tabsuie 12.

Tabsura 12

YCcnoBuUsl AONITOCPOYUHbIX UCC/Ief0BaHuiA CTaGUIbLHOCTU
hapmaueBTMUECKUX CYGCTaHLMIA, Nog1eXalnx XpaHeH o
B MOpPO3UNbHOII Kamepe

WccnepnoBanue | YcaoBus McceloBaHUS (TeMriepaTypa) MuHuManbHas
TIPO/IO/DKUTE/IbHOCTh
HCC/IeIoBaHUsI CTabUIbHOCTH
Ha MOMEHT I10/lau¥ 3asB/IeHUs
0 perucrparuu (mec.)

Honrocpounoe muHyc 20 * 5°C 6 (411 BapUaHTOB, YKa3aHHBIX
B ITyHKTe 136 HacToALMX
TpeboBaHMit)

[Tepro/, 10 IOBTOPHBIX UCC/IEOBAaHUM (hapMarieBTUUeCKUX CyOCTaHIUM, MO//IeXKall[uX XPaHEHUIO
B MOPO3W/IbHOM KaMmepe, yCTaHAB/IMBAeTCs Ha OCHOBAHUU [IaHHBIX B peaslbHOM BpPeMeHH, MOJ/yYeHHbIX
MO pe3y/ibTaTaM XpaHeHUs] B JOJTOCPOYHBIX YCIOBUSIX. [IpM OTCYTCTBUM [aHHBIX B YCJIOBMSIX
YCKOPEHHOT0 XpaHeHWs (apMalleBTUUeCKUX CyOCTaHIMM, TOJjieXal[uX XpaHeHWI0 B MOPO3U/IbHOU
Kamepe, [Ji WMCC/e[OBaHWS BUSHUS KPaTKOBPEMEHHBIX OTK/IOHEHHM OT Tpe/iesioB TIpejiaraeMbIX
YCJIOBUM XpaHeHus1 (HampuvMep, MPU TPaHCIIOPTUPOBKE WM Pa3rpy3ke) ciefyeT WUCC/IeJ0BaTb OJHY
CepHUI0 TMpH TOBBIIIEHHOW Temriepatype (Harmpumep, ipu 5 £ 3 °C wm 25 * 2 °C) B TeueHue

HeoOX0IUMOT0 TIepro/ia.

148. ®apmarjeBTryecKre CyOCTaHIMH, TIO//IeKallFie XpaHEeHHIO TIPU TeMIiepaType Hrke MUHYC 20
°C.

[TporpamMmmy  wucciefoBaHUM  cTabumbHOCTH — (papMal|eBTHUeCKOW  CyOCTaHILMM, KOTOPYIO
HeobX0JUMO XpaHUTh TIPU TeMmIiepatype Hibke MUHYC 20 °C, COCTaB/SIOT B MHAWBU/Ya/IbHOM TTOPSIZIKE.



9. 06A3aTeNbLCTBO NO NPOAO/HKEHUIO UCC/Ief0BaHUii CTaGUNILHOCTU

149. YcnoBusi, mpu KOTOpPbIX TpeOyeTcss 00s3aTeLCTBO IO TPOJO/DKEHUIO HCC/IeI0BaHUM
cTabunpbHOCTH, W 00BeM HeOoOXOAWMBIX [JaHHBIX TIpUBe/leHbl B TMyHKTax 37 ¥ 38 HaCTOSIIUX
TpeboBaHMIA.

10. OueHkKa AaHHbIX

150. OueHKa faHHBIX IIPOBOJUTCS B COOTBETCTBUHU C IMyHKTamu 39 - 46 v pasgenom [X HacTosmmx
TpeboBaHwmii.

11. YKka3aHuA No MapKnpoBKe

151. YKasaHusl B MapKMpOBKe OTHOCHUTE/IbHO YC/IOBUM XpaHeHWs NpYBeJieHbl B MyHKTax 47 u 48
HacTtosmx TpeboBaHUA.

12. MpopomkeHne nccnepoBaHuini CTaGUNBLHOCTU NOCNE perucTpauumn

152. TlpogomkeHre UCCIeA0BaHN CTaOHUIBHOCTH MTOC/Ie PerUCTparvy JIeKapCTBEeHHOTO TIperapara
OCYIIeCTBJISIETCSI B COOTBETCTBHH C MyHKTamu 49 - 53 Hacrosiyx TpeboBaHuii.

VII. UccnepoBaHua CTabUILHOCTU JIEKAPCTBEHHbIX NpenapaTos,
nponsBefeHHbIX U3 CyLecTBYOLWMX hapMaLeBTUHECKMX CyOoCTaHL M

1. O6wWwme NONOXeHNA

153. Pa3paboTka mporpaMmsl MCC/Ie/J0BaHUsI CTaOUIbHOCTH JIeKapCTBEHHOIO IperapaTa [0/DKHa
OCHOBBIBaThCsl Ha 3HAHWU CBOWCTB U CTAaOM/IBHOCTH (papmalieBTHUYeCcKOW CyOCTaHLMM U J1leKapCTBEeHHOU

dhopmbl.

[Tporpamma uccie[oBaHus CTabM/IBHOCTU JIeKapCTBEHHOTO TIperapaTa Jio/bKHa BK/IHOUaTh B cebs
BU/IbI TIJIAHUPYEMBIX MCC/Ie/[0BaHNl (YCKOPEHHbBIE U [IOJITOCPOUHBIE), BBIOOD CepHii, OMUCAHNE CUCTEMBI
"KOHTeMHep - YKyIlOpKa', ucC/lefyeMble XapaKTepUCTUKH, aHaJIUTUYeCKue MeTOJUKH, YacCTOTy
VICC/Ie[JOBaHUM, yCJIOBUSI XpaHEHMUS.

2. UccnepoBaHus Ha (poTOCTaGUNBHOCTb

154. UccnenoBanus Ha GOTOCTaOUIBHOCTD, €C/IM OHU TPeOYIOTCS, C/iefiyeT TIPOBO/IUTH HE MeHee
yeM Ha 1 MepBUYHOW Cepyy JIeKapCTBEHHOro npernapara. CTaHAapTHble YCIOBUS WCC/Ie0BaHUS Ha
¢doToCTabMTBHOCTD OTUCAHBI B pa3zerne V Hactosimid TpeboBaHUIA.

3. Bbi6op cepuii

155. Ha MoOMeHT mojauM 3asB/ieHWss O PerucTpalud HeoOXOJUMO Tpe/CTaBUTh JaHHBbIE
WCC/IeJOBaHUN CTaOMIBHOCTH CepUl C TaKWM >Ke COCTAaBOM UM B TOM JKe JieKapCTBeHHOW (opme, Kak U Y
M7IaHUpPyeMOro [l peajv3allid Ha pbIHKe JIeKapCTBEeHHOIO I[iperiapata, B TaKOW JXe CHUCTeMe

"KOHTeNHep - YKyIopKa', B KOTOPOM 3TOT JIeKapCTBEHHbIM Tperapar MOCTYIUT Ha PhIHOK.

HonycTrMbl 2 BapyUaHTa:



1-i1 BapuaHT: i CTaHAAPTHBIX B OTHOIIEHWU TTOKa3aTesiell CTabuIbHOCTU JIeKapCTBEHHBIX (hopM
(HaripuMep, TBepAble JeKapCTBeHHble (OPMBI C HeMeJIeHHBIM BBICBOOOXK/IEHHUEM, PacCTBOPBHI),
¢dapmatieBTHUECKe CyOCTaHIMM KOTOPBIX SIBJISIOTCS CTaOWIBHBIMH, AOMYCKAeTCsl TpeCTaB/IeHHe
vH(opMaLMK 0 CTaOM/IBHOCTH He MeHee YeM /1Jisi 2 TIepBUYHBIX OIBITHO-TIPOMBIIILJIEHHBIX Cepuii;

2-11 BapUaHT: AJIs1 JIEKapCTBEHHBIX ()OPM, KDUTUUYECKUX B OTHOIIIEHHWHU TTOKa3aTesiell CTabuIbHOCTH
WIM HecTabWUIbHOCTH (apMaleBTUYeCKOW CyOCTaHIMM, HEOOXOAMMO MpeCTaBUTh MH(MOPMALUIO O
cTabunmpbHOCTH 3 TIepBUUHBLIX cepuil. OO0beM 2 U3 3 cepuil [o/DKeH OBITb He MeHbIlle, 4eM 00BeM
OTILITHO-TIPOMBIIIVIEHHON — cepud, 00BeM 3-ii  cepud MOXKeT OBITb MeHbIle, YeM 00beM
OTBITHO-TIPOMBIIIJIEHHON CepUH.

[Tpou3BO/CTBEHHBIM MPOLECC M3TOTOBJEHHS TEPBUYHBIX CEPUM  [JJO/DKEH WMHUTHPOBATh
MIPOM3BO/ICTBEHHBIM TPOLIECC, HWCMOAb3YeMbId [IJii  W3TOTOBJIEHWsS TPOMBIIUIEHHBIX CepUi, M
obecrieunBaTh NMPOM3BOZCTBO JIEKAPCTBEHHOT'O TIperiapata Takoro >Ke KaueCTBa, COOTBETCTBYIOLIErO TOU
e creldUKalMi, UYTO W JIeKapCTBEHHbIE TMperapaThl, MPOWU3BOAUMBIE s Tipojaxku. Cepuu
JIEKapCTBEHHOTO TIperiapata 1o BO3MOXXHOCTH HEOOXOJMMO TMPOM3BOAUTL C UCIIO/h30BAHMEM pa3HbIX
cepuii (hapmarieBTUUECKOH CyOCTaHIUH.

WccnepnoBanvie CTaOWIBHOCTH [JO/DKHO OBITh TIPECTABIAEHO /IS KaXKJOW WHIAWBHYaTbHON
JIO3UPOBKU JIeKapCTBEHHOM (DOpPMBI, BHZAa MU BMECTUMOCTU YIAKOBKU JIeKaDCTBEHHOTO TperapaTa, 3a
HCK/TIOUeHWeM C/Ty4aeB, KOTjja TIpUMeHsieTcsl BbIOOp KpalHWX BapUMaHTOB (OpeKeTHHT) WM MaTPUYHOe
MJIaHUpPOBaHUeE.

,Z[OHYCKaETCH MpeCTaB/IATh MHbIE BCTIOMOraTe/IbHbIE€ JaHHBIE.
4. Cuctema "KOHTeiHep - yKynopka"

156. TpeboBaHuss K cucTeMe "KOHTeMHep - YKYIIOpKa" TIpUBelEeHbI B ITyHKTe 58 HaCTOSIIMX
TpeboBaHM.

5. Cneyucpukauusn
157. TpeboBaHwusi K crieljudprKaliiy prBeZieHbl B MyHKTax 59 - 61 HacTosiux TpeboBaHMiA.
6. YacTtoTa uccnepoBaHuii

158. TpeboBaHWsi K 4YacTOTe WCC/IeOBaHWM TIpUBEeleHbl B TMyHKTaXx 62 - 65 HacCTOSAIMX
TpeboBanwmii.

7. YcnoBusi XxpaHeHus

159. JlekapcTBeHHBIM TMperapaT HeoOXOAWMO WCC/Ie0BaTh B YCJIOBUSIX (C  AOMYCTHMBIMH
OTK/IOHEHUSIMU B YCJIOBUSIX XPaHEHWsT), TIO3BOJISIOIIMX OIPeZe/IUTh ero TePMUYeCKYI0 CTabUIbHOCTh U
(pu HeOOXOJMMOCTH) UYBCTBUTEIILHOCTh K /I€HCTBUIO BJIard WM TIPOBEPUTH BO3MOXKHOCTH TOTEPU
pacTBopuTesisi. YCIOBUSL M TIPOJO/DKUTENILHOCTh MCC/IeI0BaHUN JIO/DKHBI ObITh BbIOpaHbI TaKUM
obpasoM, uTOObI COOTBETCTBOBAaTb YCOBUSIM U TPOJO/DKUTENBHOCTU XpaHeHUs], TPAHCIIOPTHPOBKHU U
N0C/Ie/[y01[er0 MPUMEHEeHHs C YUeTOM K/IMMaTUUeCKUX YCI0BHN MeCTHOCTH, [JIl IPOJjaXkd B KOTOPOU
Trpe/iHa3HaueH JIeKapCTBeHHbIM TIperapar.



160. Viccnenoanve Ha (OTOCTaOMIBHOCTD, SBJSIOINEECS HEOThEMJIEMOM YaCThI0 CTPECCOBBLIX
WCC/IeIOBAaHUM, JO/DKHO OBITH TPOBEZEHO KaK MUHUMYM Ha 1 TepBUYHON CepUU JIeKapCTBEHHOTO
TriperiapaTa B COOTBETCTBUM C pa3zesioM V HacTosimx TpeboBaHuiA.

161. ,Z[J'IH COCTaBJ/IeHHdA I/IH(i)OpMaL[I/II/I O MMPpUMEHEHWH, YC/IOBUAX XPAdHEHUA U MMepruoae IIpUMeHeHNs
BOCCTaHOBJ/IEGHHOT'O WJ/IM PpPa3Be€JEeHHOro JIEKAPDCTBEHHOI'O IIperapaTa HEO6XO,£[I/IMO HN3yUuTb €ro
CTabM/ILHOCTD 110C/Ie BOCCTAHOB/IEHUS WU pa3BeeHusd.

162. [TaHHbBIE HCCIe0BaHUS HeOOXO0JUMO MPOBOAWUTL HA MEPBUYHBIX CEPUSX BOCCTAHOBJIEHHOIO
W/IM Pa3Be/IeHHOr0 JIEKApCTBEHHOTO TperapaTa Ha NPOTSUKeHWH Tpe/ijlaraeMoro rnepuo/ia NpUuMeHeH s B
paMKax (popMasM30BaHHBIX WCCIe/IOBaHUM B HauyaJbHOW U KOHEUHOW BpeMeHHBIX TOUKax, a B C/yuae,
eI 10 Havaja perucTpalydy JaHHble JOATOCPOYHBbIX MCC/Ie[I0OBaHUW O TIOJHOM CPOKe TOZHOCTH
OTCYTCTBYIOT, - Ha 6-M Mecsiie WM B IOC/IeJHEN BpPeMeHHOW TOuKe, A/ KOTOPOW OYAyT AOCTYITHBI
JaHHble. [ToBTOpeHMe TaKUX UCCIe[OBaHUI C CepUsMH, B OTHOILIIEHHU KOTOPBIX B3AThI 00s3aTenbCTBa,
Kak TpaBUJIo, He TpeOyeTcs.

163. Ha MOMeHT rmofaud 3asB/IeHUs O PerucTpanuu IPOAO/DKUTENBHOCTb 0JTOCPOYHBIX
VCC/Ie[JOBaHUM [I0/DKHA COCTaB/IsITh He MeHee 6 mecsLeB [y 1-ro BapyaHTa, yKa3aHHOIO B ITyHKTe 155
Hactosimx TpebGoBaHMi, Wiu 12 MecsteB sl 2-TO BapUaHTa, yKa3aHHOTO B MyHKTe 155 HacTOSIINX
TpeboBanwuii. ViccnefoBanusi ciiefiyeT MPoO/j0/DKATh B TeUeHHe BPeMeHH, JOCTaTOYHOTO AJIsi TOTO, YTOOBI
OXBATUTb IPe/JIOXKEHHBIN CPOK IOAHOCTH. [lomoHKTebHbIe JaHHble, cCOOpaHHbIe B TeueHHe Ieprofa
perucTpanyy, J0/DKHBI ObITh TIpefCcTaBleHbl YIIOJHOMOYEHHOMY OpraHy rocyzapcrBa-usieHa. s
OLIeHKM BJ/IMSIHUS KpPaTKOBPEMEHHBIX OTK/IOHEHWUM OT IIpefle/ioB 3asBeHHbIX YCJIOBUM XpaHEHWs
(KOoTOpBIE BO3MOJKHBI TPU TPAHCIIOPTUPOBKE) [OMYCKaeTCs MCIO0Jb30BaTh JaHHbIE, IOJIyYeHHbIe 10
pe3y/ibTaTaM YCKOPEeHHOI'O XpaHeHUs U, eC/Id IIPUMEHUMO, XpaHeHUs B IIPOMEXXYTOUHBIX YC/I0BUSIX.

Hwxke omuvcaHbl [OJITOCPOYHBbIe, YCKOPEHHble U IPOMEKYTOUHbIE YC/IOBUSI XpaHEHUS
JIeKapCTBEHHOr0 TMpernapara. B OTHOLIeHWM JieKapCTBEHHOTO TiperiapaTa TPUMEHSIIOTCSl YC/IOBUS
WCC/IeIOBaHUM, yKa3aHHBIX B Tabsuie 13, ecnu OMUChIBaeMble B TMOC/IEAYIOIIMX TOpa3zenax
HaCTOSIIero pas/esia TpebOBaHUS €ro He 3aTparuBaroT. [Ipu 0O0CHOBAHUM [JIOITyCKAeTCsl MCII0/Ib30BaTh
a/lbTepHaTUBHbIE YCJIOBUSI XPaHEHUS.

Tabsurja 13

YcnoBusa uccnegoBaHuii "O6wume npasuna”

WccnenoBanue | YcioBus Ucc/iefioBaHus (TemriepaTtypa MuHUMa/ibHast

Y OTHOCHUTeJIbHasl BJIa)KHOCTB ) MIPO/IOJKUTETBHOCTD

HCC/IeIoBaHusI CTabUIbHOCTH

Ha MOMEHT TI0/]auy 3asiB/IeHUsT
0 perucTpanuu (Mec.)

HonrocpouHoe 25 £ 2°Cu60 * 5%, um 30 £ 2 6 (1-/i BapuaHT, yKa3aHHbI! B
<H> °Cu65 + 5% <**> pm 30 * 2°Cu nyHkre 136 HACTOALMX
TpeboBaHwmii);

75 & 5% <> 12 (2-i1 BApUAaHT, yKa3aHHLIA B

nyHKTe 136 HacTosAmMX
TpeboBaHMiA)



TTpomeXxyTOuHOe 30 * 2°Cu65 * 5% 6
<>

YckopeHHoe 40 £ 2°Cu75 * 5% 6

<*> YcroBUs, TP KOTOPBIX OYAYyT TIPOBOAWUTHCS [IOJTOCPOYHbIE U TIPOMEXYTOUHBIE
VICCIIe/lOBaHMs], OIpeJiesIsIOTCsl KIMMaTUUeCKOW 30HOM, [JI1 KOTOPOM IpeJHa3sHaueH JeKapCTBeHHBIN
nperniapat, ¥ BbIOMparoTcsi 3asBUTeneM. VccnenoBaHusi B HeO/aronpUSTHBIX YC/IOBUSX MOTYT ObITh
a/lbTePHaTUBHBIMU MCC/IeIOBAaHUAM TIpy Temrepatype 25 * 2 °C 1 0THOCHTebHOM BAaXHOCTH 60 *

5% v temriepatype 30 * 2 °C v OTHOCUTeTbHOM BIQXKHOCTH 65 * 5%.

<**> FECaM [J0JTOCPOUYHbIe WCC/AeJOBaHMs TIPOBOAATCS Tpu Temmepatype 30 * 2 °C wu
OTHOCHTeNbHOW BiaKHOCTH 65 * 5% wnu nipu temmnepatype 30 £ 2 °C 1 OTHOCUTENIbHOU BJIa)KHOCTU
75 * 5%, TO MpOMeXXyTOUHbIe UCC/IeJOBAHUS HE TIPOBO/ISATCS.

164. YcnoBus uccnenopanuii "OO1ue nipaBua”, IpyUBeZieHHbIe B Tabsuie 13, MPUMEHSIFOTCS B
c/lydae eC/iv He TIPUMEHSIFOTCST YCJIOBUS, OTMCaHHbIe B Tabsiiax 14 - 17. MoryT npuMeHSITbCS U IpyTHe
yCJIOBUSI XpaHeHHs1, eC/TU TTPOM3BO/IUTEJIeM Tpe/ICTaB/IeHbl COOTBETCTBYHOLIe 0O0CHOBaHUS.

165. Eciu  [0/1TOCPOYHBIE HWCC/IeIOBAaHUS TIPOBOAATCS Tpu Temmepatype 25 * 2 °C,
OTHOCUTE/IbHOW BiAaKHOCTH 60 * 5% u B TeueHWe 6-MeCIUHOTO WCC/IEZOBAHUS B YC/IOBHSX

YCKOPEHHOTI'O XPpaHeHUA O6H8py>KI/IBaETCH 3HA4YKUMOe Hn3MeHeHue, HeO6XO,E[I/IMO MMpoBeCTr
AOIO/THUTE/IbHOE HCC/IeAO0BdHHME B IMMPOMEXYTOUYHBIX YC/JIOBHUAX XpPdHEHHUA WM CPABHUTL I10J/IyU€HHBbIE
Pe3yabTaThbl C KPUTEPUAMU 3HAYHUMBIX W3MEHeHUH. PEFI/ICTpaL[I/IOHHOG J0Chbe Ha MOMEHT I10Ja41 JO0J/I>KHO
cogep>kaTb JaHHbIE O He MeHee 4YeM 6-MeCcsTUHOM CPpOKe XpaH€HHud U3 12-MecssUyHOTO Hnccjieg0BaHusA B
MPOMEXXYTOUHBIX YC/IOBUAX XPAHEHUS.

166. ViccepnoBaHys eKapCTBEHHBIX TIperapaToB, YIIaKOBaHHbBIX B FepMeTHYHble KOHTeHepBI.

TpeboBaHUs K MCC/IeJOBAHMSM JIEKAPCTBEHHBIX TPErapaToB, YMAaKOBaHHBIX B TI'epMETHUYHbBIE
KOHTelHepbl, TIpHBe/IeHbI B MyHKTe 75 HacTosmx TpeboBaHUM.

167. MWccnepmoBaHve JIeKapCTBEHHBIX —IIperaparoB, VYIIAKOBaHHbIX B IIOyNPOHULIAeMble
KOHTEeMHepBI.

[lns ekapCTBeHHBIX IIperapaToB Ha BOJHOW OCHOBe, YIIAKOBAaHHBIX B IIO/yIIPOHUL|aeMble
KOHTelHepbl, /J0/DKHA OLIeHMBaThCsl BO3MOXKHOCTb TOTEPU B Macce Haps[ly C OLieHKOW (hr3ruecKol,
XUMUYECKOH, OWOJOrMUeCcKOM W MHKPOOMOJIOTMUECKOH CTaOMIBHOCTH. OTa OLIeHKa J0/DKHA
MIPOBOZIUTHCS B YCIOBUSIX HU3KOM OTHOCUTEbHOW BIaXKHOCTH, Kak orucaHo B Tabnutie 14. Heobxoaumo
MO TBEPAUTh, UTO JleKapCTBeHHbIe MpernapaThl Ha BOJAHOM OCHOBe, XpaHsIIMecs B MOTyNpPOHULIAeMbIX
KOHTelHepax, CrIoCOOHBI BbIZIEP’KUBATh YCIOBHSI HU3KOW OTHOCUTE/ILHOM BJ/Ia’KHOCTH.

B oTHOIIEHNHN 6@3BO,Z[HBIX JIEKapCTBEHHLIX IIperiapaToB, B KOTOPBLIX MCIIOJIB3YIOTCA PaCTBOPUTE/IH,
AOIIyCKaeTCd pa3pa60TaTL H 1IpeiICTABUTh K PaCCMOTPEHUIO UHBIE COTTIOCTaBUMEBIE MMOAXO0AbI.



168. JlekapcTBeHHble TiperapaTbl, COOTBETCTBYIOIMe CrelU(UKalMK T0oc/ie TpOBe/eHus
JIOJITOCPOYHBIX U YCKOPEHHBIX MCC/Ie/JOBAHNI B YC/IOBUSIX, OMMUCAHHBIX B Tabsuile 14, 1eMOHCTPUPYIOT
1[e/IOCTHOCTD TOJIyTIPOHULIAEMOM YIIaKOBKH.

Tabsuria 14

YcnoBus uccnepoBaHuii nekapCcTBEHHbIX NpenaparoB, yNnakoBaHHbIX
B NOSIyNPOHMLAeMble KOHTeliHepbl

WccnepnoBanue | YcioBusi ucciefoBaHus (TeMrieparypa MuHuManbHas

1 OTHOCUTEJIbHAs BJIa’KHOCTb) TIPO/JIO/DKUTE/IbHOCTh

HCC/IeIoBaHusI CTabUIbHOCTH

Ha MOMEHT I10/lauM 3asiB/IeHUs
0 perucTpauuy, (mec.)

HNonrocpounoe 25 * 2°Cu40 £ 5% um 30 £ 2°C 6 (1-1 BapuaHT, yKa3aHHbIN B
u35 + 5% IyHKTe 155 HacToAmMX
TpeboBanwmit);
12 (2-i1 BapuaHT, yKa3aHHbBIU B
nyHKTe 155 HacTosAmmx

TpeboBaHwMit)
ITpomeXKyTOuHOE 30 £ 2°C, 35 * 5% 6
YckopeHHoOe 40 £ 2 °C, e 6onee 25% 6

<*> YcioBUs, TIPU KOTOPBIX OYAyT MPOBOJUTHLCS AOJTOCPOYHbIE MCC/IeI0OBaHUS, OTIPeesistoTCs
K/IUMaTUYeCKOM 30HOM, [/i1 KOTOPOW IIpe/iHa3HAaueH JIeKapCTBEHHBIM Tmperapar, W BbIOMpAIOTCs
3asiButenieM. VccnepoBanust nipu Temreparype 30 * 2 °C u oTHocutenbHOW BiakHOCTH 35 * 5%

MOTYT ObITh aJbTEPHATMBHBIMH MCC/IE[OBaHUSAM MpH Temreparype 25 * 2 °C ¥ OTHOCHUTETHHOM
BraaxkHocty 40 £ 5%.

169. Ecu B yC/10BUSIX YCKOPEHHBIX MCC/Ie/JOBaHUH B TeueHUe 6 MecsilieB XpaHeHus1 HabuirojaeTcst
3HauMMoOe W3MeHeHWe, He CBs3aHHOe C ToTepeil BOAbI, C/iefyeT TPOBECTU [OINOJHUTEIbHbIE
TIPOMEXKYTOUHbIe MCC/IeIoBaHUs (B YC/IOBHUSIX, OMMCAHHBIX B MyHKTe 163 Hacrosiux TpeboBaHMii) C
1]eJTbI0 OLeHKH BiusiHUS TeMniepatypsl 30 £ 2 °C.

170. Ecnu mpu yCKOpPeHHBbIX HCC/Ie[IOBaHUSIX B TeueHWe 6 MecsileB XpaHeHUsi HaOJofaeTcs
3HaUMMOe W3MeHeHVe TOJIbKO II0Ka3aTessi '"ToTeps BOJbI' B JIeKAPCTBEHHOM IIperiapate, TO HeT
HeoOXOZMMOCTH TIPOBOAWTH TPOMEXKYTOUHbIe HCC/IeIOBaHUS. B 3TOM ciy4ae [JO/DKHBI  OBITH
rpeficTaB/ieHbl JlaHHble, TOKasbIBalolllUe, YTO B JAaHHOM JIeKAapCTBEHHOM IIperiapaTre HeT 3HAYMMOIO
M3MeHeHUs 10Ka3aTess "moTepsl BOAbI" B TeUeHHe Ipe/ro/jaraeMoro Cpoka rogHOCTU IpU Temreparype
25 * 2 °C u otHOCUTeNbHOM BiaxHOCTH 40 * 5% unu npu temriepatype 30 £ 2 °C v OTHOCUTETbHOU

BiaxkHoctu 35 * 5%.



171. Ecnv mipu yCKOPEHHBIX HCC/eIOBaHUSAX HAO/MI0/aeTcss 3HauMMoe W3MeHeHHe IOoKasaTesis
"moreps BOABI" YU LPYroro rokasaress, a JOJIrOCPOYHble UCC/Ie[0BaHMs [IPOBOJAATCS IIPY TeMmIepaType
25 * 2 °C wu ortHocutenbHOU BnaakHocTH 40 * 5%, To HEOOXOJUMO TPOBECTH JIOTIOTHUTE/IbHBIE

MPOMe)KYTOUHbIe WCC/e/JoBaHus [ijisi OLleHKU TemriepaTypHoro 3¢dekrta npu temrepatype 30 °C u
OTHOCHTeNbHOM BiaxkHOCTH 35 * 5%.

172. Tlotepst B Macce Ha 5 NPOLIEHTOB OT HauyaJbHOM MacCChl CUMTAETCS 3HAYMMbIM HM3MeHeHHeM
JJ1s1 JIeKapCTBEHHOTO IIperiapaTa, YIaKOBaHHOI'O B ITOJIYIIDOHUL|aeMbld KOHTeMHep W XpaHsuerocs 3
Mecsitja Tipu Temnieparype 40 °C U OTHOCHUTE/NILHOW BI@XHOCTH He Oomee 25%. Tem He MeHee s
HebosbIMX KOHTeliHepoB (1 M wiu MeHee 1 MJT) WIKM KOHTeWHepOB, COjiepyKalliuX JeKapCTBeHHbIM
nperniapar B /[03aX Ha OJIMH IpHeM, MOTYT ObITb JOMYCTHMbI IIOTEPU B Macce Ha 5 NPOLIEHTOB U Gosiee
NIpY XpaHeHWH B TeueHHWe 3 MecsieB npu Temriepatype 40 °C ¥ OTHOCUTeNbHOW BI&XHOCTH He Gosiee
25%.

173. AnbTepHaTUBHBIMH TIOAXOJAaMH K MCCIeOBAaHMSIM  CTaOW/ILHOCTH TIPU  HU3KOU
OTHOCHTE/IbHOW BIa)KHOCTH, KaK peKOMeH/I0BaHO B Tabmuiie 14, SBASIOTCS UCC/lefiloBaHUe CTabHUIbHOCTH
npu Oosiee BBICOKOW OTHOCUTENbHOM BNaXHOCTU U OIpeJiesieHHe TOTepd B Macce TPU HU3KOU
BJI&KHOCTU IyTeM pacyeTOB. JTOrO0 MOXHO [JOCTUYb IIyTeM SKCIIEPUMEHTAa/IbHOrO Orllpe/esieHUst
Ko3¢duieHTa NPOHULIAeMOCTH CUCTeMbI "KOHTEeHHep - YKYIOpKa" WM UCMO/Ib30BaHUSI pacyeTHOTO
Ko3¢duieHTa oTepu B Macce TIpU 2 YC/IOBUSX BAQKHOCTU U OJJMHAKOBOW TeMIiepaType (Kak OMMCcaHo
B [IpUMepe HUXe).

174. KoadduieHT TPOHUI[AEMOCTH [JIsi CUCTeMbl "KOHTelHep - YKymnopka' MOXeT ObITh
orpefiejieH 3KCIIEPUMEHTA/TIbHO C WCIOIb30BaHUEM CLieHapusl XyZLLero cjiyuas AJs UCC/eZyeMoro
JleKapCTBEHHOI 0 Iperapara (HarpuMep, U3 JIeKapCTBeHHBIX MperiapaToB C pasHbIMU [103UPOBKaMH [iIs
WCC/IeJOBaHUST ~ BbIOMpaeTCsl  JIeKapCTBEHHBIM — TIperapar C  HaWMeHbIlel  KOHILIeHTpalyei
(apmariieBTHUECKO# CyOCcTaHIMN).

[Tpumep ompeesieHNst TIOTEPH B Macce.

[lns nekapcTBEeHHOrO mpernapara C 3aJaHHbIMM CUCTEMOM "KOHTeWHep - YKYIOpkKa', pasMepoM U
HaroJIHeHWeM KOHTeliHepa MOJXOJMUT BbIYMC/IEHHME II0TepM B Macce TPU HU3KOM OTHOCHUTETbHOW
B/IQ)KHOCTH IyTeM YyMHOXXeHUsl BeJWYMHbl IOTepU B Macce, M3MEpPeHHOM IpU aJbTepHaTUBHOU
OTHOCUTEe/IbHOW BJIQ)KHOCTU M TaKOU ke TeMriepatype, Ha KO3(QdULMeHT TTOTepu B Macce, yKa3aHHbIN B
tabmuije 15. [Jo/mkHa OBITH TIPO/IEMOHCTPHPOBAHA JIMHEHHAsT 3aBUCHMOCTb CKOPOCTH TTOTePU B Macce B
TeyeHHe Neprozia XpaHeH!s TIPYU a/lbTepHaTUBHOW OTHOCUTE/IbHOM BJIa)KHOCTH.

Hanpumep, npu 3azanHHoi TemmnepaType 40 °C paccuuTaHHas BelMuUMHA MOTEpU B Macce B
YCJIOBUSIX XpaHeHHs TIPU OTHOCUTEbHOMN BIaKHOCTH He Gosiee 25% - 3TO ToTepsi BOAbI, M3MepeHHast
TP OTHOCUTEJIbHOM BIaXKHOCTH 75% M yMHO>KeHHasi Ha 3 (COOTBeTCTBYOLMN KO3 dHULIMEeHT NoTepy B
Macce).

Tabnwvia 15

OnpepaeneHne koahduumneHTa notepmn B macce



AJlbTepHaTUBHas ba3oBas HuU3Kas Kosdduipent norepu B

OTHOCHUTe/IbHAsl BMAXKHOCTh | OTHOCHUTe/IbHAsi BJIA’)KHOCTh Macce Tpy 3aJJaHHOM
(%) (%) TeMIiepaType
60% 25% 1,9
60% 40% 1,5
65% 35% 1,9
75% 25% 3,0

IlonycKaeTcsi UCIO/b30BaHUe KO3((HUIMEHTOB MOTEpH B MacCe MPH YC/IOBUSX OTHOCHTETHHOM
BJIQ’KHOCTH, He yKa3aHHBIX B Tabiwuile 15. Metoauka pacueta Ko3dhduijeHTa MoTepyu B Macce A0/DKHA
ObITh Ba/WAMPOBAHA B COOTBETCTBUH C PYKOBOJCTBOM IO Ba/MAI[MM AHATMTUUYECKUX METOMUK,

yTBepxxaaeMbiM Komuccueii.
175. NccnepnoBanyie jieKapCTBEHHBIX TPETapaToB, MOJIeKalUX XPaHeHUI0 B XOJI0AUTbHUKE.

[y neKapCTBeHHBIX TIperapaToB, TOJJIeXKAI[UX XpaHeHWI0 B XOJOAWIbHHKE, BbIOWPAIOTCS
yCJIOBUS TIPOBE/IEHUST UCCIIeJOBAaHUI B COOTBETCTBUU C Tabsmrield 16.

Tabnwuia 16

Ycnosusa nccnepnoBaHuii ieKapcTBEHHbIX Npenaparos, NoAg/ieXxawmx
XpaHeH1Io B X0N10AUbHUKE

VccnefoBanne | YcmoBusi MCC/ie[0BaHuUs (TeMmepartypa MuHuManbHast
Y OTHOCHTe/IbHasl BMIaXKHOCTh) TMIPO/I0/DKUTETBHOCTh
WCC/IeJOBaHUS CTaOUIBLHOCTH

Ha MOMEHT TI0/]auy 3asiB/IeHUsT
0 perucTpanuu (Mec.)

IonrocpouHoe 5% 3°C 6 (1-i1 BapuaHT, yKa3aHHbIH B
IyHKTe 155 HacToAmMX

TpeboBaHwmii);
12 (2-vi BapuaHT, yKa3aHHbIN B
nyHKTe 155 HacTosAwmx
TpeboBaHMiA)

YckopeHHoe <*> 25 * 2°Cu60 * 5%, ummi 30 £ 2 6
°Cu65 * 5% <**> ym30 £ 2°Cu
75 £ 5% <**>

<*> BpI00Op yC/10BUH [JIs1 YCKOPEHHBIX MCC/Ie/IOBaHMI OCHOBaH Ha OL{eHKe PUCKOB. VlcciefoBaHus
B HeO/IaroNpHsATHBIX YCIOBHUSX MOTYT OBITh aJbTePHAaTUBOW MCC/IeJOBAaHUIO MPU Temriepatype 25 + 2



°C u oTHocHUTesnbHOUM BiaaxHoctr 60 * 5% wim npu temneparype 30 * 2 °C u oTHOCHUTeNbHON
BI@XHOCTH 65 * 5%.

<**> BpInoJiHsAeTCs TIpU 0OpallleHrH JIeKapCTBEHHBIX CPe/ICTB B CTPaHaX KIUMMaTthueckux 30H 111 u
IV, onpegeneHHbIxX B TipusioykeHUH N 1 K HacTosimm TpeboBaHUsIM.

Eciu nekapcTBeHHBbIN MpernapaT yIakoBaH B IOJIYyTIPOHULIAEMbIM KOHTelWHep, TO B Lie/AX OLeHKH
CTeTeH! TIOTepU B Macce HeoOXOMMO TTPeACTaBUTh COOTBETCTBYIOIIME JaHHBIE.

[aHHble, 1o/lyyeHHble pY XpaHEHUU JIeKAPCTBEHHOI'O IIperiapara B XOJIOAW/IBHUKE, OJIKHBI
OLIEHMBATbCsS. B COOTBETCTBMM C TiyHKTamMu 85 - 92 u pa3genom IX Hacrosimyx TpeboBaHuii, 3a
WCK/IIOYeHWEeM CJ1ydaeB, ONMCAHHbBIX HIDKe.

176. Eciiv mpu yCKOpeHHBIX UCC/Ie0BaHUAX B Mepuoj Mexay 3-M U 6-M MecsLaMU XpaHeHUs
MPOUCXOAUT 3HAUMMOE H3MEeHeHue, MpeJrosaraéMblii CPOK TOJHOCTH [IO/DKEH OCHOBBIBAaTbCSI Ha
JIJaHHBIX, TTOTYY€HHBIX TPH YCJIOBUSX AOATOCPOUHBIX UCC/Ie0BaHUM.

Ecm 3HaunMoe wu3MeHeHHe HaOMoJaeTcss B TeueHWe TIEPBBIX 3 MeCSIeB YCKOPEHHBIX
HCCIielIoBaHUM, TO HeOOXOJUMO PaCCMOTPETh BO3/lefiCTBUe KPaTKOBPEMEHHBIX OTK/IOHEHHH OT YC/IOBUM
XpaHeHusl, yKa3aHHbIX B MapKUPOBKe (HarpuMmep, TpU TPaHCIOPTUPOBKe). [Ipu HeoOXoguMOCTH
paccCMOTpeHHe JJaHHOTO BOMPOCA /I0/DKHO OBITh MOATBEPKAEHO AaTbHEUIITUMU UCCIeJOBaHUSMU OJTHOU
CepuM JIeKapCTBEHHOrO TIperiapaTa MpO/I0/DKUTEIbHOCTBI0 MeHee 3 MecsieB, HO C 0osiee 4acTbiM
npoBeJieHMeM — ucciiefioBaHuil.  He  TpeOyeTcs  mpojo/pKaTe — MCC/IeIOBaHHE — CTAOMIbHOCTH
JIeKapCTBEHHOTO TperapaTa B TeueHUe 6 MecslieB, B C/ydyae ec/id 3HauMMOe M3MeHeHHe TPOU30IIIO B
riepBbie 3 Mecsilla YCKOPeHHbIX UCC/e[JOBaHUM TIPU YC/IOBUSIX, BLIODAHHBIX B COOTBETCTBUM C aHA/TU30M
PUCKOB.

177. WccnepnoBaHue JieKapCTBEHHBIX IIperiapaToB, TIOAJIeXKallluX XpaHeHWI0 B MOPO3UIbHOU
Kamepe.

[nsi nekapCTBEeHHBIX MperapaToB, TMOAJIeXKalluX XPaHEHHI0 B MODO3W/IbHOW Kamepe, YyCJIOBUS
TpOBe/IeHus UCC/IeZloBaHUM TIpUBeleHbI B Tabnuiie 17.

Tabmuma 17

YcnoBus uccnepoBaHuii nekapcTBeHHbIX NpenaparoB, NoAg/1exalmnx
XpaHeH10 B MOPO3U/IbHOW Kamepe

WccnenoBanue | YcioBus UcCae0BaHus (TeMiiepaTypa) MwuHuManbHas

(°O) TMPO/IO/DKUTE/IBHOCTh

HCCIeJOBaHUS CTaOMIBHOCTH

Ha MOMEHT T0/lauy 3asiB/IeHUst
O pervcrpauuu (mec)

HonrocpouHoe muHyc 20 * 5°C 6 (1-i BapuaHT, yKa3aHHbIN B
MyHKTe 155 HacTosAmmx
TpeboBanwmii);
12 (2-1i BapuaHT, yKa3aHHbIN B
MyHKTe 155 HacToAIwmx



TpeboBaHwMit)

CpoOK roIHOCTH JIeKapCTBEeHHBIX IperaparoB, MOJJIeXalljuX XpPaHeHUI0 B MOPO3W/IBHOW Kamepe,
yCTaHaB/IMBaeTCs Ha OCHOBAHWY JIaHHBIX B pea/lbHOM BpeMeHH, MIOIyYeHHBIX 110 pe3y/bTaTaM XpaHeHUs
B /IOJITOCPOYHBIX YC/IOBUsX. [IpH OTCYTCTBUM pe3y/bTaTOB YCKOPEHHOTO MCCI/IeI0BAHUS CTaOWUIbHOCTH
JIeKapCTBeHHBIX IIpernaparoB, MOJJIe)KallluX XpaHeHWI0 B MOPO3WIBHOM Kamepe, [JI UCC/Ie[0BaHUs
B/IMSIHUSL KPaTKOBPEMEHHbIX OTK/IOHEHUM OT IpefiesioB NpejjaraeMblX YC/IOBUM XpaHeHUs ClleflyeT
W3yUUTh OJJHY CEPHIO TIPY TIOBBIIEHHOHN Temmeparype (Harmpumep, mpu 5 * 3 °C wm 25 = 2 °C) B

TeueHre HeoOX0AUMOro TIepro/ia.

178. WccnenoBaHue JieKapCTBEHHBIX IIpenapaToB, MOJ/eXalllMX XpaHeHHI0 TP TeMIlepaTrype
HKe muHyc 20 °C.

WccnenoBanyve 1eKapCTBeHHBIX IIperapaToB, IOJJIe)KalliuX XpaHeHWIO I[pU TeMIlepaType HIKe
muHyc 20 °C, Heo6X0MMO pacCMaTpUBaTh B MHUBH/YaTbHOM TIOPSIIKE.

8. 06A3aTeNnLCTBO NO NPOAO/HKEHUIO UCCIef0BaHUii CTaGUILHOCTU

179. TpeboBaHuUs K TIPO/JO/KUTETBHOCTH UCC/IeJOBaHHSI CTaOUILHOCTH TIPUBE/IEHBI B MyHKTax 83
1 84 Hacrosimx TpeboBaHMMA.

9. OueHKa AaHHbIX

180. TpeboBaHus K OLeHKe AAHHBIX TpUBeJeHbI B TyHKTax 85 - 91 u pasgene IX HacTosmmx
TpeboBaHMIA.

10. PopmynMpPOBKU MHhOpMaLUK O JIeKAPCTBEHHOM Npenapare
181. Yka3aHusi 110 MapKHUpPOBKe TpUBeZieHbI B IyHKTe 93 HacTosux TpeboBaHuii.

11. CTabuUNbLHOCTb JIeKAPCTBEHHbIX NpenapaTroB BO BpeMs
UX NpUMeHeHusA

182. TpebGoBaHusi K CTaOUIBHOCTH JIEKApPCTBEHHBIX IIperapaToB BO BpeMsi WX TPUMeHeHUs
npuBeieHbI B MyHKTax 94 - 99 HacTosiumx TpeboBaHuUi.

12. MpopomkeHne nccneaoBaHuini CTaGUNBLHOCTU NOCNE perucTpauumn

183. TpeGoBaHMs K TIPOJO/DKEHHIO MCC/Ie0BaHWI CTaOM/IBHOCTH JieKapCTBEHHBIX IPeriapaToB
TIOCJ/Te MIX PerucTpaLuy NprBesieHs! B yHKTax 102 - 107 HacTosiux TpeboBaHMiA.

VIIl. MaTemaTuuyeckoe njaHMpoBaHue uccneaoBaHuin
CTabunbHOCTU. BbIGOP KpallHNX BapnaHTOB (OPEeKeTUHTr)
¥ MaTpuM4YHOe NnaHupoBaHue NpPu Nccrief0BaHUN CTAaGUNBLHOCTU
HOBbIX hapmaLeBTUHECKUX CYOCTaHLMIA
M NneKapcTBEHHbIX npenaparos

1. O6Gwue cBegeHnA



184. B HacTosiiIieM pa3jiesie COZiep>KaTcsl yKa3aHus 110 TIPOBEe/IEHUI0 UCCIeJOBaHUM CTabUIbHOCTU
C MpUMeHeHHeM BbIOOpa KpaliHUX BapaHTOB (OpeKeTHHra) U MAaTPUUHOTO TUIAHUPOBAHMUS, TIPOBOJUMBIX
B COOTBETCTBHH C TIOJIOXKEHUSIMH, U3/I0’)KeHHBIMH B pa3zenax Il u IV Hacrosiux TpeboBaHuiA.

Hacrosmuii pa3zen cofep>XUT yKa3aHUs 110 COCTaB/IeHUIO T/IaHOB MCC/Ie/J0BaHUM CTabM/IBHOCTHU C
WCTI0/Ib30BaHHEeM MeTO/I0B Bbibopa KpaliHuX BapuaHTOB (OpekeTHHra) U MaTPUUHOTO MJIaHUPOBaHUSI.

B HacrosiieM pasziene npuBeieHbl MOSICHSIOIINE PUMEDBI, He SIB/SIFOLIUeCs eJUHCTBEHHbIMUA WU
HauboJsiee MPaBU/ILHBIMU BapHaHTaMHU.

2. O6LWKe NoNoXKeHUA

185. IlnaH MOJHBIX HCCEOBaHUM IpeflyCMaTpyBaeT HCC/e0BaHUS IPO0 MO KaXKAOMYy W3
NIpeyCMOTPEHHBIX (PAKTOPOB B KaK[0M TOUKe KOHTposisA. IljaH COKpallleHHBIX HWCC/Ie[0BaHUM
npelycCMaTpyBaeT HCC/Ie0OBaHUS TPO0 MO KaXKJAOMYy M3 TPeAyCMOTPEeHHBIX ()aKTOPOB He B KaXKZOM
TOYKe KOHTPOJIsi. [1/1aH COKpaIlleHHbIX WCC/eJOBaHUI MOXKeT OBbITh MOAXO/sIIeH anbTepHAaTUBOMW TI/IaHY
TIO/THBIX WCC/IeZIOBaHUM B Ciyuae, eC/IM WCIOJIb3yeTcs: MHOroakTopHOe I1aHupoBaHue. JIr06o0i riaH
COKpaIl|eHHbIX HCC/IeJOBaHUM [I0/DKEeH TO3BOJIATh a/leKBaTHO MPOTHO3MPOBAaTh MepUoJ 10 MOBTOPHBIX
WCC/Ie/JOBaHUN WM [I0 MCTeUYeHHs] CPOKa rOJHOCTH JieKapCTBeHHoOro rnpernaparta. Ilepes o6ocHoBaHKEM
IUVlaHa COKpAllleHHbIX HCC/IeJOBaHUM HeoOXOJUMO OLEHUTh W TOATBEpPAUTb OIpe/ielleHHbIe
nipeznosioxkeHusi. HeoOXoAWMO yuMTHIBAaTH TIOTEHIMANbHBIA DUCK T0/yyeHHs Oosee KOPOTKOTO
repro/ia 10 IOBTOPHBIX UCC/e/J0BaHMI MM CpPOKa TOIHOCTH BC/Ie[CTBUE HeJ0CTaTOUHOCTH JlaHHbIX (IO
CPaBHEHHIO C pe3yJIbTaTaMU ITOJIHBIX MCC/Ie/JOBaHUMN).

186. B xoje TipoBefileHWs] COKpaIlleHHBIX WCC/eZlOBaHUMA TIpU AOCTaTOYHOM 000CHOBaHUHU
BO3MOJKEH TMepexo/i Ha T0JIHble WCC/Ie[loBaHUsl WM MeHee COKpallleHHble WCC/ie[JoBaHusl MPU YCIOBUM
co0utro1eHNst TIPUHLIUTIOB TIPOBe/ieHust TiocaeqHuX. [1py 3ToM [/t yueTa yBeJIdueHHsi pa3Mepa BbIOOpKU
BC/Ie/ICTBHE OCYIIECTBJIEHHOTO Tiepexofia Mpu HeoOXOAWMOCTH B CTAaTUCTUUYECKUN aHau3 CiiefyeT
BHECTU KOpPPeKTHBBIL. [IpU 0oCyllleCTBIeHNH Takoro repexo/ia MoJIHOe WIW COKpallleHHOe HUCC/Ie[lOBaHre
TIPOBO/TUTCSI BO BCEX OCTABILINXCSI BDEMEHHBIX TOUKAX UCC/IeI0BaHUS CTaOUTbHOCTH.

3. MpuMeHNMOCTb N/IAHOB COKPAaLEeHHbIX UccnefoBaHuUi

187. CokpalljeHHble TI7IaHbI [IOMyCKAeTCsl HMCIO/Ib30BaTh B (POpPMaM30BaHHOM HCC/IeI0BaHUN
CTabWIbHOCTH OOJIBIIMHCTBA BW/IOB JIEKADCTBEHHBIX TIperapaToB, OJHAKO TIPU HCC/IeI0BaHUU
HEKOTOPBIX CJIOXKHBIX CHCTEM [IOCTaBKH JIeKAPCTBEHHOrO TiperiapaTa C BbICOKMM KOJIMYeCTBOM
MOTeHLIUAMbHBIX B3aUMOZEUCTBUM MeXKIy JIeKapCTBeHHbIM TIperiapaToM U KOMITOHEHTaMU TaKou
cucteMbl TpeOyeTcsi OMOMHUTeNbHOe OOOCHOBaHWe. B oTHoieHur (apmaiieBTHUeCKOW cybcTaHLMU
MaTpUYHOe TIJITAaHMPOBaHWe TIPUMEHsIeTCSI OTrpaHWYeHHO, a MeTof Bbibopa KpalHUX BapUaHTOB
(bpekeTHHTa) HE MPUMEHSIETCS.

B03MO)XHOCTE TIpUMeHeHUs BbIOOpa KpallHMX BapuaHTOB (OpekeTWHra) W MaTpPUYHOTO
TUIAHUPOBAHMSI 3aBUCUT OT HW)KEOIHCAHHBIX ycioBui. Heobxomumo 000CHOBAaTh WCIIO/Ib30BaHUE
COKpAIIIeHHBIX TJIAaHOB. B ompe/ie/ieHHBbIX CTydasiX, OMMCAHHBIX B HacTOSMMX TpeboBaHUsIX, TpeOyeTcs
NIpe/ICTaBUThL [IOTIOJIHUTe/IbHOe obocHoBaHue. Crioco6 M ob6beM TmpefcTaB/sieMbIX 0OOCHOBaHWI B
K&OK/IOM OT[eNbHO B3SITOM CJ/lyyae 3aBUCAT OT MMEIOLUXCS TOATBEPXKIAIMX AaHHbIX. [Ipu
WCII0/Ib30BaHUM MAaTPUYHOIO TIaHMPOBaHUS HeOoO0XOJUMO YUMThIBaTh Bapuabe/sbHOCTb [JAHHBIX U
CTabUIBHOCTH JIEKapCTBEHHOT O TIperapaTa, ONMCaHHbIe B TIOATBEP K/JAFOIUX TaHHbIX.

188. B ocHOBe BbIOOpa KpaliHWUX BapyUaHTOB (OpeKeTHWHra) U MaTPUYHOTO TJIAHUPOBAHMS JieXKaT



pa3Hble TIPUHIMILL. TpebyroTcs TijaTe/bHBINA aHa/IM3 U HaydHOe 000CHOBAHKE B CJiyuae, eC/I B OIHOM
TJIaHe TUIAaHUPYeTCS UCTI0JTh30BaTh 00a MeToa.

4. iccnepoBaHuA C UCNONb30BaHUEM MeToAa BbliGopa KpaHUX
BapunaHTOB (GpeKeTuHra)

189. Bribop KpaiiHUX BapuaHTOB (OpeKeTWHT) MpejyCMaTpUBaeT TaKOM IJIaH WCC/e/[OBaHUS
CTabUIBHOCTH, TIPU KOTOPOM BO BCEX BpPEMEHHBIX TOUKaX I10 TIOJTHOMY TUIaHy HCC/eLYIOTCS JIWIIb
npobbl ¢ KpaliHUMU (TIpefie/lbHbIMHM) BapuaHTaMH (aKTOPOB (HarpuMep, A03UPOBKA, BMECTUMOCTb
KOHTeliHepa M (W/IM) HOMUHa/MBHBIM 00bem). Takoil TlaH mMpejrionaraeT, uTo CTaOMIBHOCTb BCEX
MIPOMEXKYTOUHBIX BADUAHTOB COOTBETCTBYET CTabUIBLHOCTU MCC/IeJOBaHHBIX KPaHUX BapUAHTOB.

[Tpu ucciefsoBaHUM AMaria3oHa [O3UMPOBOK BbIOOP KpalHWX BAapHaHTOB (OPEKeTHHT) [JOMYCTUM,
€C/TU JI03UPOBKM JIEKADCTBEHHOT'O TIperiapata WAeHTUYHbl WM CXOXXH MeXAy Co0od To COCTaBy
(HaripuMep, TabMeTKN pa3TMUHON MacChl, U3TOTOBJIEHHbIE M3 O/IHOTO W TOTO e OCHOBHOT'O I'DaHYJISITa,
WA KariCyJibl, TIPOM3Be/IeHHbIe TTyTeM 3arlo/IHEHHs Pa3/IMUHbBIMM MacCaMy OZJHOTO U TOTO >Ke 6a30BOro
COCTaBa KariCy/IbHbIX 000J/IOU€K, pPa3/HUYaroiuXcsi M0 BMECTUMOCTH). BbIOOp KpaliHMX BapuUaHTOB
(bpekeTHHT) [OMYyCTUM B OTHOIIEHHWH Pa3HBIX TI0 BMECTUMOCTH KOHTEMHEPOB WM pPa3HBIX
HOMMHA/IbHBIX 00BEMOB B OZIMHAKOBOM CHCTeMe "KOHTeHHep - YKyIiopka'.

Bbibop KpaiiHUX BapviaHTOB (OpEKeTHHI) He [OMyCKaeTcs B C/ydae, eC/lM HeBO3MOKHO
TIO/ITBEPUTD, UTO [JO3UPOBKH, BMECTUMOCTh KOHTEMHEPOB U (W/M) HOMUHAJ/IbHbIe 00bEeMbI, 0TOOpaHHbIe
JUTS UCCJIeIOBaHMSI, TIPEZICTAB/ISIFOT COO0M KpaiHye BapUaHTHI.

5. Uccnepyemble hakTopbl
190. Uccnenyembie (hakTophl - TiepeMeHHble (HarprMep, J03UpOBKa, BMECTUMOCTh KOHTeliHepa U

(uM) HOMHMHANBHBIM 00bEM), TIOZJIEXKAIIME OIleHKe B TIaHE WCC/IeIOBAaHWS B CWIy WX BJUSHUS Ha
CTabUIBHOCTH TIperapara.

6. lo3npoBKa

191. Beibop KpaliHUX BapyuaHTOB (OpPEKeTHHT) AOMYCKAeTCsl B OTHOIIIEHUH HeCKOJIBKUX 103UPOBOK,
UIEHTUYHBIX WK O/TM3KUX TI0 COCTaBY.

[TpumepamMu MOTYT CITy>KUTb:

KariCyJibl C pa3HBIMH [JO3MPOBKaMMU, Pa3/IMYAIOIIMeCs 110 MacCce UX COAEP>KUMOT0, UMEIOIIero OJH
U TOT )K€ COCTaB;

TabJIeTKH C pa3HbIMU ZI03UPOBKAMH, pa3/IMuaroIIyecs 1o Macce UCXOAHOT0 TPaHyJIsTa;

pacTBOpHI /11 TIpYeMa BHYTPb C pa3sHbIMU [03MPOBKaM{, He3HauMTelbHO pa3/Inyaroliuecs Mo
COCTaBy (Harpumep, 3a C4eT MCIO/Ib3yeMbIX KpacUTesiel Uik apoMaTu3aTopoB).

[lpu obocHOBaHMHM BLIOOp KpallHUX BapuaHTOB (OpeKeTWHT) [OIMyCKaeTCs B OTHOIIEHWU
WCC/IeloBaHUSI HeCKOJIBKUX [JO3UPOBOK, OTJIMUAIOIIMXCS U3MeHeHUeM cojiepKaHus (papmaiieBTHUecKOou
cybcTaHI[UM U BCrioMOraTe/ibHbIX BellecTB. OO0CHOBaHMEM MOXKHO CUMTAaTh COTMOCTaBUMBIN MPOGUIIb
CTabUIbHOCTU Pa3/IMUHBIX JI03UPOBOK CEepUl, HCMO/Ib30BaHHBIX B KIMHUUECKUX WCC/IeI0BAHUSIX, WU
CepHid, IMO/TyYeHHBIX Ha CTa/[UM Pa3pabOoTKH.



Ecnmu B pasHbIX [J03MPOBKax ObUTM HCIO/Ib30BaHbI Pa3/MuHble BCIIOMOTaTe/bHble BelecTBa,
MCII0/Tb30BaHME METO/la BbIOOpa KpaiiHX BapruaHTOB (OpeKeTHHra), Kak MpaBUiIo, He JOMyCTUMO.

7. BMeCcTMmMOCTb 1 (W1M) HOMUHANbHbIE 06 bEMbI CUCTEMbI
"KOHTeWHep - yKkynopka"

192. Beibop KpailiHMX BapviaHTOB (OpeKeTHHT) [OMyCTUM B C/ydae WCIOJIb30BaHUSI OAMHAKOBOU
CUCTeMbl "KOHTeWHep - YKyIopkKa', eClM MNPy TPOUMX PaBHBIX YCJIOBUSIX WMEIOTCA pas/ivuusi BO
BMECTUMOCTH KOHTelHepa WM HOMUHA/IBHOM o0beme. BmecTe ¢ TeM, ecv TlaHUPYeTCsl TIPOBeZieHUe
WCC/IeIoBaHUS TIPU Pa3/iMuMsX Kak M0 BMECTHMMOCTH KOHTeiiHepa, Tak U MO0 HOMHHaJbHOMY 00BeMy,
HeJsib3sl TIPUHUMATh 3a KpaliHue BapuaHTbl HauOOJIbIIYH0 M HaUMEHBIIyl0 BMECTUMOCTH KOHTeiHepa
BCeX KOH(puUrypauuii yrnakoBku. HeobxoaumMo TiaTe/ibHO MOAOMpaTh KpaiiHie BapUaHThI U CPaBHUBATh
pa3/inyHble TIapamMeTpbl CUCTEMbI "KOHTeMHep - YKyIopka', CrioCcOOHbIe TMOBMATH Ha CTaOUIBHOCTH
JIeKapCTBEHHOrO rpernaparta. K TakiuM napameTpam OTHOCSITCS:

TOJIIIIMHA CTeHKH KOHTelHepa;

KOH(HTyparyst yKYTIOpKY;

OTHOIIIeHHE TIIOA/IM KOHTeliHepa K ero 00beMy;

OTHOIIIeHHe CBOOOIHOTO MIPOCTPAHCTBA K 00BeMY;

CTeTeHb MPOHULIAEMOCTH JI/IsI TApOB BO/[bI UJIK KUCIOPO/ia Ha €[IMHUITY JIeKapCTBEHHOH (hOpMBbI;
HOMMHAJIbHBIA 00BeM.

[lpu pocraTouHOM OOOCHOBaHMM BBIOOD KpalHMX BapyUaHTOB (OpEeKeTHWHT) [OIyCKaeTCs B
OTHOLLIEHUH OJIHOTO U TOTO >Ke KOHTeliHepa C pa3/IMYHbIMM BapuaHTaMHu YKyropku. OBocHOBaHHeM
MO)XHO CYWTaTh aHaju3 OTHOCUTETbHOW CTeNeHW MPOHMULIaeMOCTH CUCTeM "KOHTeWHep - YKyIopka',
BKJTIFOUEHHBIX B MCCJIe/[0OBaHMe C UCMO/Ib30BaHeM BbIOOpa KpaiHMX BapyUaHTOB (OpeKeTHHra).

8. Bonpochbl cocTaBneHusa naaHa u noTeHunasibHble PUCKN

193. B ciiyuae ecnu nocsie Havyasia UCC/Ael0BaHUM JleKapCTBEHHBIN Tperapar C OJHMM U3 KparlHUX
BapuaHTOB (hakTopa Oosblile He TJIAHUPYEeTCs BbIMyCKaTh B oOpallleHHe Ha phIHKe, TO HCC/efloBaHUe
JIOTyCKaeTcsl TPOJO/DKUTh, 4TOObI 00OCHOBaTh CTabOWUIBHOCTH JIEKAPCTBEHHOTO IIperapaTra C
MIPOMEXXYTOUHBIMH BapuaHTamH ¢akTtopa. [Ipy 3TOM Ha MOCTPeruCTpaliOHHOM 3Tarie HeoOXOoAMMO
B34Th 00513aTeNIbCTBO TIPOJO/DKATh MCCAeOBaHUS CTAOM/IBHOCTH JIEKapCTBEHHOTO TIperiapara C
KpallHUMH BapyaHTaMH ¢akTopa.

194. o Hauvama WcCie[0OBaHUS C WCIO/b30BaHWEM BbIOOpa KpailHUX BapHaHTOB (OpeKeTHHTa)
HeoO0X0/IMMO OLIeHUTb ero BJ/IMSIHMe Ha TMepuoj, 0 TOBTOPHBIX HCC/Ief0OBaHUM U CPOK TOAHOCTU. B
cllyyae ecld  CTaOWIBHOCTH JIEKAPCTBEHHOrO TIperapaTta C KpallHUMM BapuaHTamy (akTopa
pasnnyaeTcs, TO JleKapCTBeHHbIE MperapaThl C IPOMeXyTOYHBIMU BapUaHTaMM (pakTopa MpU3HAaKTCs He
Oosiee cTabW/IBHBIMM, YeM HavMeHee CTaOW/IBbHBINA JIeKapCTBEHHBIM TperiapaT ¢ KpaliHUM BapHaHTOM
¢axTopa (T.e. CPOK T'OAHOCTHU JIeKapCTBEHHOTO TperiapaTa ¢ IPOMe)KyTOUHbIMU BapraHTaMu (akTopa He
JO/DKeH TIPeBBIIaTh TaKOBOM HauMeHee CTaOW/IBHOTO JIeKapCTBEHHOTO TiperapaTa C KpalHUM
BapyaHTOM (hbakTopa).



9. Mpumep nnaHa

195. B Tabnuie 18 mpuBeseH MpuMep IJlaHa WCC/IeI0BaHHWS C MPUMEHEHHEM BbIOOpa KpaWHUX
BapuaHToB (OpekeruHra). OH OCHOBBLIBAeTCsl Ha JieKapCTBEHHOM Tiperapare, Tpe/iCTaBJIeHHOM B 3
JI03UpOBKaxX M 3 BapMaHTaX BMeCTHMOCTH KOHTeliHepoB. B paccMaTpriBaemMoM mpumepe HeoOXOANMO
MO/ATBEPAUTb, UYTO BapuaHTbl BMECTUMOCTH KOHTEMHEpOB M3 TOJIMITWIEHA BBLICOKOW TIJIOTHOCTH
oobemamu 15 u 500 M AeHCTBUTENBHO TIPEACTAB/SIOT COO0M KpaiiHWe BapuaHThl. Cepur KaKaou
BbIOpaHHOW KOMOWHaIMy (akTopoB HeOOXOAWMO MCC/IeIOBaTh BO BCEX BPEMEHHBIX TOUKax (Kak U B
C/lyydae IOJIHOTO T1J1aHa).

Tabnwmia 18

Mpumep nnaHa nccnegoBaHusa ¢ NPUMEHEHUEM BblGopa KpaiHUX
BapunaHTOB (GpeKeTuHra)

o3upoBKa 50 75 100
(copepxaHue
(hapmaliieBTUUECKOM
cybcranimm) (Mr)

Cepus 1 2 3 1 2 3 1 2 3

Pasmep 15 mn T T T - - - T T T

KOHTelHepa

(mm) 100 mn - - - - - - - - -
500mn | T T T - - - T T T

[Mpumeuanue: T - ucciemyemasi mpoba.

10. UccnepgoBaHusa ¢ NpUMEHEHUEM MaTPUUYHOIO NJIaHUPOBaHUA
(MaTpu4yHOro metopa)

196. MarpuuHoe TUTaHUpOBaHWe (MaTPUYHBIM MeTo[) - pa3paboTKa TulaHa WCC/eJOBaHUS
CTabUIbHOCTH, TIPU KOTOPOM B OTIPe/ie/IeHHbIi MOMEHT BPeMeHH UCC/Ie[JOBaHUSIM TTOJBEPTaeTCsl TOJbKO
noArpymnma u3 obiero urciaa rnpob Bcex KoMmOuHaIuii ¢akTopoB. B ouepeqHOM MOMEHT BpeMeHH
ucciesyeTcs Jpyrasi noArpymna rnpob Bcex KoMOuHarui (akTopoB. MarpryHOe I7IaHUPOBaHUE
Tpe/irosiaraeT, 4to CTabWUIbHOCTh KaXK[OM TOATPYIIBl UCC/IeyeMbIX MPoO OTpa)kaeT CTabWUIbHOCTH
BCcex TpoO B [aHHBI MOMEHT BpeMeHH. K pasnuuusm mpo® OFHOTO M TOrO e JeKapCTBEHHOTO
rperiapaTa, HarpuMmep, OTHOCATCSI OXBaT pasHbIX CEePUM, pa3HbIX [JO3UPOBOK, Pa3HbIX BMeCTUMOCTEH
OJJHOU M TOU >Ke CUCTeMbl "KOHTeWHep - YKyNopkKa" W B psifie Cy4yaeB pa3HbIX CHCTeM "KOHTelHep -
YKyIIOpKa'.

B ciydae eciiv cricreMa BTOPUUHOM (TIOTpeOHTETbCKOM) YIIaKOBKM BHOCHUT BKJIaZl B CTaOH/IBHOCTh
JIeKapCTBEHHOTO TIperapaTta, TO MaTPUYHOe TJIaHUPOBaHWE MOXKeT MPUMEHSThCS B OTHOIIEHWH TaKOU
CUCTEMBI.

Ka)K,Z[OE yCjioBHe XpaHEHHA HEO6XO,E[I/IMO H3ydaTb OTAE/JIbHBIM MAaTPHUYHBIM II/IAHMDOBAHUEM.



ManI/IIIHOE IVIAHWUPDOBaHWe He€ OO/DKHO TIpPUMEHATHCA MeXAY pPA3/IMYHbIMKU  HUCCIeAyeMbIMU
roKa3aTe/lssMH. BmecTe ¢ Tem Mnpy AOCTATOYHOM 000CHOBAaHMUU B OTHOILIEHUH Pa3/IMUHBIX UCC/IeayeMbIX
ToKa3arejien JOITyCKaeTCsd NCIIOJ/Ib30BaHKE a/IbTePHATHBHBLIX METO/10B.

11. Nccnepyemble haKkTopbl

197. IlpvMeHeHrWe MaTPUYHOI'O IIJIAHWUPOBAHUS [IOMYCKaeTCd B OTHOLUEHWW HeCKOJIbKUX
JT03UPOBOK, UIEHTUUHBIX UK OJIU3KUX 110 COCTaBY.

[TpumepamMu MOTYT CITy>KUTb:

KariCyJibl C pa3HBIMH [JO3MPOBKaMMU, Pa3/IMYAIOIIMecs 110 MacCce UX COAEeP>KUMOT0, UMEIOIero OJJMH
U TOT )K€ COCTaB;

TabJIeTKU C pa3HbIMU ZI03UPOBKAMH, pa3/IMuaroIiyecs 1o Macce UCXOAHOTO TPaHyJIsTa;

pacTBOpHI 11 TIpYeMa BHYTPb C pa3sHbIMU [03MPOBKaM{, He3HauMTelbHO pa3/inyaroliuecs Mo
COCTaBy (Harpumep, 3a CHeT MUCIOJ/Ib3yeMbIX KpacUTesiel Uik apoMaTu3aTopoB).

[Tpumepamu ApyTUX UCCAeyeMbIXx (PAKTOPOB, B OTHOIIEHUM KOTOPBIX AOIMYyCKaeTCsi MaTPpUUHOe
TJITaHUPOBaHUe, SIBJIIOTCS CEePUM, TMPOU3BeIeHHbIe OJHUM M TeM ke CrocoboM Ha OJHOM U TOM >Ke
obopy/loBaHNY, U BapHaHThl BMECTUMOCTH KOHTEMHepOB U (W) HOMUHA/IbHbIe 00BeMbI TIPU OAHOW U
TOM >Ke chcTeMe "KOHTelHep - YKyTiopka'.

[lpu o00OOCHOBaHMM MaTPUYHOe IJIAHUPOBaHWE [OMYCKAeTCs B OTHOIIEHWUM WCC/Ie[0BaHUS
HECKOJIbKUX [IO3MPOBOK, OT/TMYAIOIIUXCS M3MEeHEeHWeM CojiepKaHus (hapMaljeBTHUeCKOW CyOCTaHIUU U
BCIIOMOraTe/IbHbIX BeleCcTB 110 OTHOLIEHUIO APYr K APYry, IPU PasHbIX BCIIOMOraTesIbHbIX BelljeCcTBax
WIM cucTeMax "KOHTeliHep - yKymopka'. OOoCHOBaHMEM, KakK IPAaBU/IO, C/IyXKaT TOATBEpP)KJAroIye
JaHHble. HarpyMep, MaTpyuHOe II/IlaHUPOBaHWE B OTHOLLIEHWW PpasHbIX YKYINOPOK WIW CUCTeM
"KOHTeHHep - YKyIopKa' JOIyCKaeTcsl TPU Ha/JIMYUM JAHHBIX 00 OTHOCHUTE/ILHON CKOPOCTH Tiepejaud
BJlary (rapa) Wiv aHaJIOTUYHOM 3all[uTe OT CBeTa. B KauecTBe abTepHATUBHI JOMYCKAeTCs Mpe/ICTaBUTh
JlaHHbIe, TIOATBEpP’KJAtolre, UTO KUCI0PO/, Bjara U CBeT He OKa3bIBalOT BJIMSIHUS Ha JIeKapCTBEHHbIN
rperapar.

12. CocTtaBneHue njiaHa

198. MarpuuHoe TJITaHWPOBAHHE J0/DKHO ObITh MAaKCMMaJbHO COa/laHCUPOBAHO TaKUM 00Opa3oM,
yToObl KaXk/asi KOMOHWHAI[Us (aKTOpOB /10 TOJAud PErdcTPAalMOHHOTO J/I0Chbe Ha TMPOTSHKEHUH
HeoOXOZMMOT0 CPOKa MCC/IeIOBaHUs U B TIOC/IeJHe BpeMeHHOW TOUKe MCC/ie/joBasach B paBHOM Mepe.
BMecTe c TeM C y4yeTOM pEKOMEHZAIMKM O TIPOBEJEHWM TIOMHBIX WCC/IeZOBAaHUM B OMpeie/ieHHbIe
BpEMEHHbIe TOUKH ZOCTHUb TOJHOTO 0OajlaHca B TJlaHe, B KOTOPOM BpEeMEHHbIe TOUKH BK/IFOUEHBbI B
MaTpuily, OyIeT 3aTpyJHUTE/BHO.

B myaHe C BK/IIOUEHHBIMH B MAaTpHlly BpPeMEHHBIMH TOUKaMU BCe BbiOpaHHbIe KOMOWHALIUU
(hakTOpPOB HEOOXOUMO MCCI/IeZIOBATh B MEPBYIO W TIOC/IEJHIOI0 BPEMEHHbIE TOUKH, a B TIPOMEXKYTOUHBIE
BpeMeHHbIe TOUKU HCCIe[0BaHUI0 OyAyT TOAJeKaTb TONBKO OrpejesieHHble KoMOWHarmu. B ciyuae
eC/Iv 10 perucTpaLvy MoJHbIe JaHHbIe OJITOCPOYHBIX MCC/Ie0BAaHUN Ha TpejjiaraeMblii CPOK TOAHOCTH
OyayT OTCYTCTBOBaTh, TO BCe BbIOpaHHble KOMOWHAI[UM Cepuii, AO3UPOBOK, BapUAHThI BMECTUMOCTH
KOHTeliHEepOB Y HOMMUHA/IbHBIX 00beMOB HeoOXOAMMO IMpOaHa/JM3UPOBaTh M0 UCTeYeHWH 12 MecsiieB
WCC/Ie/JOBaHUM WM B TIOC/Ee[HIO0 BPEMEHHYH0 TOUKY Tiepe[ Mofaueii perucTpaljioOHHOrO Jocbe. B



OTHOIIIEHUU Ka)KJ0l BbIOpaHHON KOMOWHALIMKM [O/DKHBI OBITH [OTIOJTHUTENBHO [JOCTYITHBI JaHHBIE O He
MeHee yeM 3 BpeMeHHbIX TOUKax (BK/IOYasi HauyalbHYHO) 3a IepBble 12 MecsueB ucciefoBanus. Ilpu
MaTpPUYHOM TI/IAHUPOBAaHWHM B YCKOPEHHBIX U MPOMEKYTOUYHBIX MCC/IeJOBaHUSAX He0OX0AUMO yOeanuThCs
B TOM, UTO aHa/M3 BCeX BbIOpaHHBIX KOMOWHAIUI ()aKTOPOB MPOBOJH/ICS He MeHee ueM B 3 BpeMeHHbBIX
TOUKAX, BK/IFOYas [1ePBY0 U ITOC/IeJHIOH0.

B csnyuae ecny nekapCTBEHHBIM TiperiapaT B OJHOM M3 [I03MPOBOK JIMOO B OZHOM BapuaHTe
BMECTUMOCTH KOHTeliHepa M (W/IM) OJHOM W3 HOMMHANbHBIX OOBEMOB, B OTHOLIEHHWH KOTOPBIX
MIPUMEHSIeTCSl MaTpPUYHOe IJIaHUpOBaHWe, Oosibllle He TIpeArosaraeTcsl BBITYyCKaTh B oOpaileHue Ha
PBIHKe, MCC/lefjoBaHNe ero cTabMIbHOCTH [I0TyCKaeTcsl MPOZ0/DKUTh, YT0ObI 060CHOBaTh CTaOMILHOCTD
JIeKapCTBEHHOT 0 TperapaTa B Ipyrux [J03UPOBKax, C APYTMMY BapUaHTaM{ BMeCTMMOCTU KOHTelHepa 1
(11M) HOMHHAJ/IBHBIX 00'b@MOB TIJIaHa.

13. NMpumepsl N1aHoB

199. B tabmumiax 19 u 20 nipeAcTaBieHbl IPUMePbl MATPUYHOTO T/IAHUPOBAHUS BpEMEHHBIX TOUEK
B OTHOLIEHMM 2 [03upoBOK (S1 m S2). [loHaTHsAMM "COKpallleHVe HamoJIOBUHY' M '"COKpallleHHe Ha
TpeTh" 0003HauaeTCs CTereHb COKpAIleHWs T0 OTHOIIEeHWI0 K TIOJMHOMY IulaHy. Harpumep, mipu
COKpAllleHUM HAallo/IOBUHY W3 II0/IHOIO IUIaHA HWCK/IOYAaeTCs Kaxzaas 2-1 BpeMeHHas TOuKa, IIpU
COKpaAllleHUM Ha OJHY TpeTh - Kaxzjas 3-i. B pesysbTare MoHOro MCCef0BaHUsI BCeX KOMOMHALMiA
(hakTOPOB B HEKOTOPBHIX BPEMEHHBIX TOUKaX, yKa3aHHbIX B TMyHKTe 198 Hacrosiux TpeboBanuii, B
nipyUMepax, MpefCTaB/eHHbIX B Tabuax 19 u 20, BeTMUMHA COKPAILleHU MeHbIIIe UeM Harlo/IOBUHY U
OJHy TpeTb. YKa3aHHble MpPUMepHI MpeJyCcMaTprBalOT IMOJIHOe WCC/ej0BaHUe B NMEpPBOM M MOC/IefHelr
TOUKAaX M TOYKe, COOTBETCTBYIOLel 12 MecsijaM. B cBsi3u ¢ 5TUM WUTOroBoe COKpalljeHHe MeHbllle ueM
HarionoBuHY (15/48, a He 24/48) u ogHy TpeTh (10/48, a He 16/48) COOTBETCTBEHHO.

Tabsura 19
I'Ipvlmep MaTPUYHOIo nNJ1IaHNpPoBaHUA TOYEK KOHTpPOA

ANA NeKkapcTBEHHOro npenapara ¢ 2 3HaYeHUAMU [03UPOBKU
(cokpalweHne HanosI0BUHY)

Touka KOHTposis (MecsLbl) 0 3 6 9 12 18 24 36
cepus 1 T T - T T - T T
S1| cepus 2 T T - T T T - T
cepus 3 T - T - T T - T
Jo3upoBka
cepus 1 T - T - T - T T
S2 | cepus 2 T T - T T T - T
cepus 3 T - T - T - T T

[Tpumeuanue: T - ncciemyemasi mpoba.

Tabsurja 20



Mpumep maTpUYHOro NJIAHUPOBAHUSA TOYEK KOHTPOIA
ANA NeKapcTBEHHOro npenapara ¢ 2 3Ha4YeHUAMU [03UPOBKU
(cokpalieHune Ha TpeTb)

Touka KOHTpPOJIsI (MecsLibl) 0 3 6 9 12 18 24 36
cepus 1 T T - T T - T T
S1| cepus 2 T T T - T T - T
cepus 3 T - T T T T T T
[ o3upoBKa
cepus 1 T - T T T T T T
S2 | cepus 2 T T - T T - T T
cepus 3 T T T - T T - T

[Mpumeuanwue: T - ucciemyemasi mpoba.

B tabmuiiax 21 u 22 npuBe/ieHbI JOTOTHUTE/IbHBIE TIPUMEpHI IJIAHOB C PUMeHeHHeM MaTPHUYHOT0
MJIaHUPOBaHUS B OTHOLLUEHWH JIeKapCTBEHHOrO Tiperapata € 3 [JO3WPOBKAMM W 3 BapUaHTaMM
BMECTUMOCTU KOHTeNHepa.

B Ta6n1/1ue 21 MnpeAacCTaB/IeEH IIJIaH MdTPHUYHOI'O ITUVIAHMPDOBaHHA B 3dBUCHUMOCTH OT BPEMEHHBLIX
TOUEeK, d B Ta6n1/1ue 22 - B 3aBUCHMOCTHU OT BPEMEHHBIX TOUYEK U (I)aKTOPOB.

B Tabmume 21 wccnenoBaHUIO TOAJIEXAT BCe KOMOWHALIUM CEPHH, AO3UPOBKH U BMECTHUMOCTH
KOHTeliHepa, B Tab/uile 22 HeKOTOpble KOMOWHALIUK He UCC/IeAYFOTCS.

Tabmwria 21
Mpumep MaTpUUYHOIro NJ1IaHUPOBaHUA TOUEK KOHTPOA

ONA NekapCcTBEHHOro npenapara ¢ 3 03MpoBKamMu
(no BpeMeHHbIM TOYKaMm)

o3upoBka S1 S2 S3
BMECTI/‘IJMOCTL A B C A B C A B C
KOHTelHepa
Cepus 1 T1 T2 T3 T2 T3 T1 T3 T1 T2
Cepus 2 T2 T3 T1 T3 T1 T2 T1 T2 T3
Cepust 3 T3 T1 T2 T1 T2 T3 T2 T3 T1

[Tpumeuanus:



S1, S2, S3 - pasHbie JO3UPOBKY;
A, B, C - pa3Hble BMECTUMOCTH KOHTeHHepa;
T - uccnemyemast mpo0a;

T1, T2, T3 - TOUKM KOHTPOJIA, TAe:

Touka KOHTPOJIs (MecsLbl) 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

Tabnwiia 22
Mpumep MaTpUYHOro NJIaHNMPOBAHUA TOUYEK KOHTpPONA
ANA nekapcTBEHHOro npenapara ¢ 3 4o3npoBKkaMu (N0 BpeMeHHbIM
TouKkam N cpakTopy BMECTUMOCTH)
Jo3upoBKa S1 S2 S3
BMeCTI/‘IJMOCTB A B C A B C A B C
KOHTeliHepa
Cepus 1 T1 T2 - T2 - T1 - T1 T2
Cepus 2 - T3 T1 T3 T1 - T1 - T3
Cepus 3 T3 - T2 - T2 T3 T2 T3 -
[Tpumeuanue:

S1, S2, S3 - pasHbie JO3UPOBKY;
A, B, C - pa3Hble BMECTUMOCTH KOHTeHHepa;
T - uccnemyemast mpo6a;

T1, T2, T3 - TOUKM KOHTPOJIA, TAe:

Touka KOHTPOJIs (MecsLibl) 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. NMpMMEeHNMOCTb MaTPUUYHOIo NJIaHNPOBaHUA U CTeNeHb
CoKpaLleHus uccnepoBaHuii

200. ITpy MaTpUYHOM T/IAHUPOBAaHUM HEOOXOIUMO YUUTHIBATh, B TOM UHCIIE:
BaprabebHOCTh JAHHBIX;

0XXKHJ,aeMyI0 CTabUIbHOCTD JIeKapCTBEHHOT'O NperapaTa;

Ha/Mure 000CHOBBIBAIOIIMX JJAHHBIX;

pasnnuus B cTabUIbHOCTH B Tipefieniax 1 ¢hakTopa uiu Mexay dakropamu mperiapara;
YKCI0 KOMOWHALWH ()aKTOPOB B MCCI/IeI0BAHIH.

MarpuyHoe m/laHMpOBaHWe TPHMEHWMO B  Cydae, eC/Jd [JlaHHble, JOMOJHUTEIbHO
MO/ TBEP)KAAIOIINE  CTaOM/IBHOCTh,  CBH/IETE/JILCTBYIOT O  TMPOTHO3UPYEMOW  CTaOMIBHOCTH
JIeKapCTBEHHOT 0 Mpernapara.

K JaHHBIM, IOTIOJTHUTE/IEHO MTOATBEPKAAIOIINM CTaOUTbHOCTb, OTHOCSTCS:

JaHHble O CTaOW/ILHOCTH cepuii (papmalleBTUUeCKOM CyOCTaHIUM, TIOTyYeHHOW C TIOMOII[bIO
JKCTIeDUMEHTA/IbHBIX ~ TyTeld CHUHTe3a, MaJioMacINTabHBIX Cepuil  MaTepuasioB, HCC/IeyeMbIX
JIeKapCTBEHHBIX TIperaparoB, He TMpeJHa3HAueHHBIX [/ BBITyCKa B oOpallieHue, JIeKapCTBEHHBIX
rperiapaToB C TIOXOXKUM COCTaBOM M JIeKapCTBEHHBIX TIperapaToB, YKYIMOPeHHBIX B KOHTeWHepHl,
OTJIMYHBIE OT BBIMTyCKaeMbIX B oOpailleHre Ha PhIHKE;

JlaHHbIe 0 pe3yJ/bTaTaX UCC/Ae[j0BaHUM KOHTeHEePOB;
Tpourie HayuHble 000CHOBAHUSI.

MarpuuHoe TUIAHUPOBaHWE BO3MOXKHO B  C/ydae, €CJId  JlaHHBIE,  JIOTIOJIHUTETBHO
TOATBep)KAAloIe  CTabW/IBHOCTb,  CBUZETENILCTBYIOT O  He3HAauuTe/lbHOM  BapuabenbHOCTH
(ko3pduiiienT Bapualu MeHbIile 5%). OfHako, eCMu 3TU [laHHbIe AEeMOHCTPUPYIOT CpeIHIOH
BapuabenbHOCTh (Ko3dduieHT Bapuauu ot 5% 10 10%), MaTpUuHOe IJIaHUPOBaHUE ZIO/DKHO OBITh
000CHOBAHO CTaTUCTUYECKW. B ciyyae ecid 3TH JlaHHbIe CBUJETENbCTBYIOT O 3HAUMTE/IbHOU
BapuabenbHOCTH (KO3 duiiieHT Bapralyu 6osbiie 10%), MaTpUUHOe TJIaHUPOBaHUe HETIPUMEHUMO.

CratucThueckoe 000CHOBaHHE MOXXET OCHOBBLIBATLCS Ha OLIeHKe CIIoCOOHOCTH npeajiaraeéMoro
MATPHUYHOI'O II/IAHUPOBAHHWA BBIABJIATE DA3/IMUYUA MEXAY CbaKTOpaMI/I o CTereHu gerpagalijii WIn
OLIeHKe TOYHOCTHU oripee/ieHus CpOKa roJHOCTH.

B cnyuae ecsiv MaTpUuHOe IMJlaHMPOBaHWE TPU3HAETCS [OMYCTUMbBbIM, CTeleHb COKpalleHUs 0
OTHOLIIEHUIO K TOJIHOMY TUIaHy 3aBUCHT OT YHMC/la KOMOMHALMHM (paKTOPOB, MOAJIEXAINX oLeHKe. UeM
Oosbliie GakTOPOB U BapUAHTOB OIHOTO (PaKTOpPa, TeM OOJIBIIIEr0 COKpAIeHUsI MOYKHO Z0CTHUL. BmecTte
C TeM BCe COKpalljeHHbIe TJIaHbI [JO/DKHBI 00/1a/1aTh CIIOCOOHOCTBIO JOCTOBEPHO MTPOTHO3UPOBATh CPOK



COJHOCTHU JIeKapCTBEHHOI'0 IIperapara.
15. MoTeHYManbHbIW PUCK

201. BcrencTBre MeHBIIIETO KOMMUYECTBA IIOy4YaeMbIX [JAHHBIX MaTPHUYHOEe TIJIaHUPOBaHHE
(hakTOpOB, He SBSAIOLUMXCS BpeMeHHbIMU TOUKaMH, ZlaeT MeHee TOUHYIO OIIeHKY CpPOKa TOJHOCTH, a CaM
CPOK T'OJJHOCTH OKa3bIBaeTCsl KOpOUYe, ueM TIpPU COOTBETCTBYIOIIEM TIOJTHOM IilaHe. Takoe mMaTpuuHOe
TIJIaHUPOBaHWE MOJKET He 00/1afiaTh JOCTAaTOUHOW TOUHOCTBIO /I/Is1 BBISIBJIEHUS TJIaBHBIX 3((HEKTOB UM
3 GeKTOB B3aMMOEHCTBUS, UTO MPUBOJUT K HENpPaBHUILHOMY OOBeJIUHEHUIO JaHHBIX O pa3TUYHBIX
¢akTopax rpu oLjeHKe CpoKa rOAHOCTU. B cilyuae ec/ii cokpallleHue urcria UCCaeyeMbIXx KoMOuHaImi
(hakTOpoB M30BITOUHO, a JaHHbIE MCC/IeAOBAaHHBIX KOMOWHaLMK (haKTOpOB /i OIpefie/ieHUs] CpOKa
TOAHOCTU He TojjiexxaT 00BeJuHeHWI0, TO MOXKeT ObITb HEBO3MOKHO OLIEHUTb CPOKU T'OJHOCTH
HEeHCC/IeJOBaHHBIX KOMOWHAIMK (haKTOPOB.

[TpuMeHeHWe MaTPUYHOTO TUIAHWUPOBAHUSI TOJMBKO BPEMEHHBIX TOUEK 3a4yacTyr obsazaer
COTIOCTAaBUMOM C TOJTHBIM TIJTAHOM CITOCOOHOCTBIO BBISB/ISTh Pa3/NUUs B CTETIEHU U3MeHEHHs (haKTOPOB
Y ofpefiefiiTb CPOK T'OJHOCTH. OTO CBOMCTBO /[IOCTWMraeTCsl 3a CYeT IMpejIriojiaraeMoi JMHeHHOCTH
rporiecca Jerpajialiii MCC/ielyeMoro MpojyKTa, a TakKe B pe3yJibTaTe TOJHOTO WCC/Ie[OBaHUSI BCEX
KOMOMWHaIMi (haKTOPOB B TEPBOM U TTOC/IeJHEN BpeMEHHBIX TOUKAX Iepej] To/jaueil perucTpaljioOHHOTO
J0Che.

16. OueHKa AaHHbIX

202. [NaHHBIe O CTAOW/ILHOCTH, TIOJIyUeHHbIe B pe3y/bTaTe HCC/IeJOBAaHUM IO COKpAIljeHHOMY
M/7IaHy, cieqyeT oOpabaThiBaTh TaKUM >ke 00pa3oM, Kak M JIaHHble O CTaOW/ILHOCTH, TOTyUYeHHbIe B
pe3y/bTaTe MOJHBIX UCC/Ie/JOBAaHUI B COOTBETCTBUM C pa3zesioM IX Hactosiux TpeboBaHuii.

IX. OyeHKa gaHHbIX O CTaOU/IbHOCTU
1. O6wme cBegeHUs

203. B HacrosiieM pa3fiesie JAIOTCS yKa3aHWs T10 KCIOJb30BAHUIO JAHHBIX O CTaOM/IBHOCTH,
TOJTy9YeHHbIX B COOTBeTcTBUM C pasfenamu III - VIII Hactosimux TpeGoBaHWii, A/l yCTaHOBIEHUS
repuofia /10 TIOBTOPHBIX HWCC/e0BaHWNA cTabuibHOW (papmarieBTHUecKor cybcTtaHimu b0 cpoka
TOAHOCTU MaroyCcTolunBod (hapMarjeBTUUeckold CyOCTaHLMM WM JIeKapCTBEHHOTrO Tiperapara,
Tpe/iCTaB/IsieMbIX B PpeTUCTPAaLIMOHHOM Zl0Che.

B HacrosimeM pasjene OMUCAHO, KOTJa M KAaK MOYKHO TIPUMEHSITb SKCTPArOISINI0, UYTOObI
TIPe/IJIOKUTh TaKOM TIepHOo/, 10 TIOBTOPHBIX UCC/IeZI0BaHUM CTaOUIBHOM (hapMarieBTUUecKol CyOCTaHI[uH
b0 CpOK TOAHOCTH MaJIOyCTOMUMBOM hapMal|eBTUUeCKod CyOCTaHIIMM WM JIeKapCTBEHHOTO
rperiapaTa, KOTODbIW TIpeBbIlIaeT TepHO/l, OXBATLIBAIOIIUM UMeOIINecs [aHHble [0JII0CPOYHBIX
WCC/IeIOBaHUM CTaOUTBHOCTH.

TpeboBaHMS K OLlEHKE M CTaTUCTUYECKOMY aHa/M3y AAHHBIX O CTAOWUIBHOCTH, W3/I0’KEHHBbIE B
nyHkTax 39 - 46 m 85 - 92 Hactosuux TpebOoBaHW, SBASIOTCS KPAaTKUMHM I10 XapakTepy U
OrpaHUYeHHBIMU TI0 00/1aCTU MPUMeHeHHus. B 3THX MyHKTax, HarpyuMep, yKa3aHO, UTO BO3MO>KHBIM
MOJXOIOM K aHamu3y KOJMUECTBEHHBIX JAHHBIX O CTAaOWIBHOCTH [ijisi YCTaHOBJIEHHUSI TI€pUofia [0
MOBTOPHBIX WCC/IeJOBaHUM WIM CpPOKa TOAHOCTU S$BJ/ISIETCS PErpecCHOHHBbIM aHaivu3 W CjefyeT
MPOBO/UTH CTaTUCTUUECKUN aHAU3 JIJIsl OTIpeZie/ieHUs] BO3MOXKHOCTU 00beJUHEHUS! JaHHBIX /i Pa3HbIX
Cepuii C UCTOMb30BaHMEM YPOBHS 3HAUMMOCTH, paBHoro 0,25 (eciv He 060cHOBaHO MHOe). OHAKO 3TU



MYHKTbI COJZlep)KaT HeA0CTaTOUuHO TOoApoOHYH WHGOpMAIMi0 W He OXBaThIBAIOT CUTYal[UH, KOTJa
UCC/IeIoBaHUe 110 TIOJTHOMY WM COKpAIleHHOMY IJIaHy TIPOBOJUTCS C BK/FOUEHHWEM MHOXKeCTBa
(hakTOpOB.

[TonoxxeHust HacToOSAILLEro pas3zjesna [OMOJHAT yKa3aHus, npuBefeHHble B paszenax I, IV, VI u
VII Hactosimux TpeboBaHuii, ¥ MPUMEHUMBI K OL|eHKe JaHHBIX O CTaOWUIBbHOCTH, KOTOPbIE [[O/DKHBI
ObITb TIpeJcTaB/leHbl B PETrMCTPALIMOHHOM J0Che [ HOBBIX (papmalieBTHUecKuX cyOcTaHIMi u
COOTBETCTBYIOIIUX JIeKapCTBEHHBLIX IIperaparoB. B Hacrosiiem paspesie cofepykarcs yKasaHus II0
YCTaHOBJ/IEHUIO TIEPHOZOB /10 TIOBTOPHBIX MCC/Ie0BAaHUN CTaOW/IBbHBIX (PapMarieBTUUeCKUX CyOCTaHLUM
U CPOKOB T'OJHOCTH JIeKapCTBEHHBIX IPerapaToB, TMpeAHa3HAUEHHBIX [l XPaHEHWs TP OOBIUHBIX
YCJIOBUSIX OKpY’Karolleil cpezibl. Hesb3s Mcronb3oBaTh Takve TEPMHUHBI, KakK "yC/IOBUSI OKpY’Karollen
cpefpl" WM "KOMHAaTHasi TemrnepaTtypa’ B MH(OpMaLMy O rpernapare Npy yKa3aHWU YC/I0BUM XpaHeHHUsI.

[Tono)keHUst HacToOsIIlero pasjesna NPUMEHUMbl K MCCIe[0BaHUsAM CTabWUIbHOCTH, KOTOpbIe
MIPOBOJATCS 10 IUIaHy C OIHMM WIM MHOTMMHU (PaKTOpaMy, a TakKe K UCC/IefloBaHUSM, TPOBOJUMBIM IO
MOJTHOMY WJ/IA COKpaIlleHHOMY I1/1aHy.

s monyuyeHuss MHGOPMAlLMKM O BbIOOpe M OOOCHOBAaHMM KDUTEPHEB MPUEMJIEMOCTH Crie[lyeT
o0paIaTtbCsi K COOTBETCTBYIOIIEH HOPMaTUBHO-TEXHUUECKOH JOKYMEHTAI[UM TOCYAapCTB-WIEeHOB, a JJis
TIOJTyUeHHUs IaHHBIX O TIPOBEIEHUM MCC/IeJOBAHUI T10 TIOJTHOMY WM COKpAII|eHHOMY II/IaHy - K pa3/eny
VIII HacTosux TpeboBaHwuii.

2. O6LKe NoNoXeHUA

204. TlnaHupoBaHWE W TIPOBeJ€HWE WCC/Ie[0BAaHUN CTaOMIBHOCTH [O/DKHBI COOTBETCTBOBATh
pasgenam III, IV, VI u VII Hactosiux TpeboBanwuii. L]enb 3TUX HCCIeJOBaHUM COCTOUT B TOM, UTOOBI
Ha OCHOBAHWM MCCJ/Ie[IOBAHUN He MeHee 3 cepud (hapMarieBTUUeCKOH CyOCTaHI[UH WK JIeKapCTBEHHOT O
rperiapaTa yCTaHOBUTh MEPUOJ, [0 TIOBTOPHBIX UCC/eA0BaHWN WM CPOK TOAHOCTH, NMPUMEHHMBIe IS
BCEX Cepui, KOTopble OyayT BIOC/IECTBUU TIPOU3BE/IEHBI U YIIAKOBAHBI MTPU OJJMHAKOBBIX YCIOBUSX, a
Takxe CGOpPMy/IMpPOBaTh B MH(MOpPMAI[MKM O TMperiapaTe yKa3aHHUs 10 XpaHEHHIO BCeX OYAyIIUX Cepui,
TIPOM3BEZIEHHBIX U YIAKOBAaHHBIX B TeX ke yC/IoBUsX. CTerneHb Bapyuabe/TbHOCTH OTZAETbHBIX CEpUM
obecrieuriBaeT yBepeHHOCTb B TOM, UTO TIPOM3Be/leHHbIe BIIOC/e/ICTBUM TPOMBIILJIEHHBIE CepUM OyayT
COOTBeTCTBOBAaTb KPUTepUsIM TNPUeM/IEMOCTM B TeueHWe 3a/laHHOro Mepuoja [0 ITOBTOPHBIX
WCCe/JOBaHUM UK CPOKa TOAHOCTH.

205. HecMoOTps Ha TO 4YTO OXHUZAAKTCA HEKOTOpble IIPOU3BOACTBEHHBIE M aHalIUTHYecKue
Bapuvalyy, JIeKapCTBEHHBIA Tperiapar J0/DKeH ObITh MPOU3BejeH TaKUM 00pa3oM, UTOOBI TIPH BBHITTYCKe
cepuu JieKapCTBEHHOTo Tiperapata obecrieunTb 100-TIporieHTHOe cofiepykaHue (hapMarieBTHUeCKOM
cyOCTaHLUM OT 3asiBJIleHHOro. B ciyyae eciu mpu BBIYCKe CepUM JIeKapCTBEHHOIO IIperapaTa
cofiepkaHue (hapMarieBTHUeCKol CyOCTaHIIMM B CepHsiX, MCII0/Ib30BAaHHBIX [Isl TOJIyYeHUs! [JAHHBIX,
BK/IIOYaeMbIX B PperucTpalioHHOe focke, Bbllle 100 MpOLIEHTOB OT 3asBAEHHOr0 (C Yy4eTOM
TIPOM3BO/CTBEHHBIX Y aHAIMTUUECKUX Bapualuii), TO NIePBOHAYa/IbHO 3as1BJIEHHBIA B PeruCTpaliOHHOM
[l0Cbe CPOK T'OZHOCTH [JOIyCKaeTCsl YBeIUUUTh. B ciyuae eciu IIPU BBIMYCKe Cepyuu JIeKapCTBEHHOIO
npenapara cojiep>kaHue apmalleBTUUecKoil cybcranuyy B Held Hibke 100 MpOLIEHTOB OT 3asiBJIEHHOTO,
TO [0 OKOHYaHMs IIpejjlaraeMoro CpokKa TOZHOCTU COJepykKaHue MOXKET OIYCTUTHCS HUKe HIKHero
KpUTepus IIpUeM/IeMOCTH.

206. TIpu mpeAcTaB/ieHUHd W aHa/MW3€ JAaHHBIX O CTAaOWIBHOCTH HEOOXOAWMO TIPHZEeP>KUBATHCS
CUCTeMaTUUYeCcKoro moaxofja. JlaHHble O CTaOUIBHOCTH [IO/DKHBI B COOTBETCTBYHOIUX CJTyuasix
BK/IIOUAaTh B cebs1 pe3y/bTaThl (DU3UUYECKUX, XUMHUECKUX, OHMOJIOTHUECKUX W MHUKPOOMOIOTHYECKUX



UCC/Ie/JOBaHUM, B TOM UHC/Ie OTHOCSIIMECS K OMpe/e/IeHHbIM T0Ka3aTe/siM KauecTBa JIeKapCTBEHHOM
dbopmbl (HarmpuMep, CKOPOCTh PAaCTBOPEHMsI TBEP/bIX JIeKapCTBEHHbIX (OpM [jisi TpreMa BHYTPb).
Heobx0uMO OLIEHUTh TMPABWIBHOCTh MaTepyasbHOTO OajlaHCca W U3YuuTh (DaKTOPBI, KOTOPble MOTYT
TIPUBECTH K SIBHOMY 3aHWKEHWIO MaTepuajbHOro 0OaslaHca, BK/IIOYasl, HarpuMep, MeXaHHU3MbI
JlerpajialiiM, CrIOCOOHOCTh ONpeZesiTh CTaOWIBHOCTh W TIPUCYIYIO aHAJIMTHUECKUM MEeTOJUKaM
BaprabeTbHOCTb.

207. Ba3oBble KOHIEMIUM OLEHKH [aHHBIX O CTabWUIBHOCTU OJHO- W MHOTO(aKTOPHBIX
WCC/Ie/JOBaHUM, a TakKe WCC/Ae[OBaHWM C TOMHBIM U COKpAllleHHbIM IUIAHOM OJWHAKOBbL. [ljist
BBISIB/IEHUS] KDUTUYHBIX TTOKa3aTe/lel KaueCcTBa, KOTOPbIe C OOJIBIIION /101l BePOSTHOCTUA OYIyT BJIUSTH
Ha KayeCTBO U (YHKI[MOHAJbHbIE XapaKTePUCTUKU (papMarieBTHYeCKol CyOCTaHI[UM U JIeKapCTBEHHOTO
riperiapara, HeoOXOAMMO OLeHUTb pe3y/bTaThl (POpPMaM30BaHHBIX MCCIe[OBAaHUI CTaOWIBHOCTH U B
COOTBETCTBYIOLMX CJIyuasiXx AOTIOJTHUTEe/bHbIe AaHHble. KaKaplii TroKasaTe/b KauecTBa HE0OXOAWMO
OlLIeHMBaThb OT/eIbHO, a 3aTeM [ijisi Orpejie/ieHUsi Tmeprojia [0 TMOBTOPHBIX HCCIeJOBaHWM U CpOKa
TOZHOCTU TIPOBECTH 000O0II[eHHYIO OI|eHKY pe3yJ/bTaToB. [lepuos 0 TIOBTOPHBIX MCCIeJOBAaHUN U CPOK
TOLHOCTH He [JOJDKHBI ITPeBbIIaTh TAKOBbIE OTAE/IbHOrO IT0Ka3are/isi KauecTBa.

208. B 6/10K-cxeme cor/iacHO MpuioXkeHuto N 6 ompeziesieH Mo3TaIHbIN T0AX0/ K OL[eHKe JaHHBIX
0 CTaOW/ILHOCTH, a TaKXKe yKa3aHo, KOrZia U B KaKOW CTeTrieHW MOXXHO TIPUMEHSTh SKCTPAITOJISILIUIO /1S
yCTaHOBJ/IEHUS TIpe/jlaraeMoro rnepuo/ia Zio MOBTOPHBIX MCC/IeJOBaHUM UM CPOKA FOAHOCTU. B myHKTax
214 - 224 Hacrosiux TpeboBaHUI U3/T0KEHBI:

criocob aHamm3a AAHHBIX OOJII'OCPOYHBIX I/ICCJ'IE,Z[OBE[HI/II\/’I M0 COOTBETCTBYIOIIWMM KOJ/IMUECTBEHHbLIM
nccaiaegyeMbeiM TIOKa3aTesAM, IIOJYyYeHHbIM TII0 pe3yJ/bTdaTaM MHOFOCI)&KTOPHOFO ucciaegoBaHusa 110
IMOJIHOMY U COKPAILI€HHOMY I1/laHaM;

I/IH(I)OpMaL[I/ISI 0 crnocobe KCIO/b30BAHUS perpeCCMOHHOIo aHa/in3a [AJjid OLEHKH Iepuodd MO0
IMMOBTOPHBIX I/ICCJ'IE,E[OB(:IHI/II‘/JI HJIKN CPOKa I'OAHOCTH;

NpUMepbl CTaTUCTUYECKUX pacueToB /sl OTpeZiesieHHs1 BO3MOXKHOCTH OObeJNHEeHUsl [JaHHBIX,
TOJTyYeHHBIX /ISl pa3/IMYHbIX CepUil UK [IPYTUX (PaKTOPOB.

[onyckaeTcsi MCMOJ/b30BaTh CTaTUCTUUECKME TMOAXOAbl U MeTOAbl aHajiv3a, W3J/I0KeHHble B
Hay4yHOU JiuTeparype.

209. OrmpegeneHHble KOMMUeCTBEHHble XUMHYeCKHWe TIOKa3aTe/ld KauyecTBa (Harpumep,
KOJIMUeCTBEHHOe Orpejie/ieHue, MPOAYKTHI JAerpajjaliuu, CoJiepykaHrue KOHCepBaHTa) (papMaljeBTUUeCKOH
CcyOCTaHI[UM M JIeKapCTBEHHOTO TIperapara TpU /IOJITOCPOYHOM XpaHeHWW 00/1a/jatoT KUHeTHKOU
HyJIeBOrO TMopsifika. B cBsi3M € 3TUM [aHHbIe O TaKWX [IOKas3aTenasix KauecTBa IOAJIeXaT
CTaTUCTUUECKOMY aHa/n3y, TpeayCMOTPeHHOMY mpuwiokeHueM N 6 K HactosiuMm TpeGoBaHUsSM,
BK/IIOUAsl TMHEMHYIO0 Perpeccuio M TecT o0beauHsieMoCcTH. HecMOTpst Ha TO, UTO KMHETHKA OCTabHBIX
KOJIMUeCTBEHHBIX Tl0Ka3aTesel KauecTBa (Hampumep, pH, pacTBopeHue), Kak TpaBW/IO, HEW3BECTHa,
JIOTTyCKAaeTCsl UCTI0/Ib30BaTh Te )Ke CTaTUCTUYeCKUe MeTO/Ibl, €C/TM OHU PUMEHUMBI.

210. Hanuuue B HacTosileM Mojpasjese YKa3aHUM OTHOCHUTEeIbHO CTaTUCTUYECKUX TMOAXO0/0B He
O3HauaeT, YTO UCIMO/b30BaHUe CTAaTUCTAYECKOTO aHaiu3a SIBJISIeTCS TMpeArouTUTe/TbHbIM, eC/TM MOKHO
000CHOBATh, UTO OH He SIB/IAeTCS HeoOXoAMMbIM. O/IHAKO CTaTUCTUUECKUN aHA/U3 B OIpe/e/eHHbIX
C/lydasix MOXKET OBbITb T0JIe3€H [/Is TOATBEPKAEHHsI TIePUO/IOB [0 TOBTOPHBLIX HCC/IeI0OBAaHUN WU
CPOKOB T'OJJHOCTH, TIOJIyU€HHBIX C TIOMOIIbI0 3KCTpanonsaiuu. OH TakKe MOXKeT IMOoTpeOoBaTbCs /st
TIOATBEPIK/IeH!sI TIpeji/laraeMbIX TePUOI0OB [0 TOBTOPHBLIX MCC/IeJOBAaHUNA WIM CPOKOB T'OJAHOCTH U B



JPYTUxX ciay4dasx.
3. NMpeactaBneHne gaHHbIX

211. /laHHbIe O TOKa3aTe/siX KaueCcTBa HEOOXOAMMO TIPeJCTaBUTh B TPUTOAHOM /JIsi aHa/IW3a U
9KCTepTu3bl  opmate (Harpumep, B BUje TaOiui, rpaduKoB, TEKCTOBOTO OITMCAHWS), OLIEHKY
TOJTyUeHHBIX JJAHHBIX HEe0OXOAWMO BK/TIOUWTH B PETMCTPALIMOHHOE /0Che. 3HaueHWsl KOTMUYeCTBEHHBIX
ToKa3aTesiell KaueCcTBa BO BCEX BPEMEHHBIX TOUKAaX HeOOXOJWUMO TPe/CTAaBUTh COTJIACHO WU3MepeHUsIM
(Harpumep, cofiep)KaHre B TPOL[eHTaX OT 3asiB/ieHHOro). Ecjii TIpOBOAW/ICS CTaTUCTUYECKUM aHasu3,
HeoOX0JUMO OIMCaTh WCI0/Ib30BaHHbIE TIPOLeAYPHI U JieXKall[ie B OCHOBE MO/Ie/I TPeATIoIoKeHUsT U
obocHoBaTh Ux. HeobXxoguMO TMpe/iCTaBUTh pe3toMe pe3yJsbTaTOB CTAaTUCTUUEeCKOTO aHaiu3a B BHUje
Tab/n1] ¥ (MIK) TIPeICTaBUTh aHHBIE [JOJITOCPOUYHBIX MCC/IeI0BaHUH B TpadlueckoM BU/E.

4. KcTpanonauyua

212. B uyensix yBe/JdueHUsl Mepuoja 10 MOBTOPHBIX UCC/eJO0BaHWN WM CPOKAa TOAHOCTUA CBEpX
JJaHHBIX JOJICOCPOYHBIX UCC/IeJOBaHUN [IOMyCKaeTCs OCYILeCTBUTh B PErMCTPALMOHHOM [l0Che
9KCTparossiLyo, 0COOeHHO ec/ii TPU YCKOPeHHOM XpaHeHWU 3HauuMble U3MeHeHHUsl He HalJIoaich.
IOy CTUMOCTB 3KCTPAIoJISIUM JaHHbIX O CTAaOW/ILHOCTH 3aBUCUT OT 00BbeMa 3HaHWM O MeXaHW3Max
V3MeHeHUH, CTerleHd COTJIACOBAaHHOCTU JIaHHBIX C BbIODAHHOW MaTeMaTU4YeCKOW MOJeNbI0 U HaTWuMs
3HAUMMBIX [IOTIOJIHUTE/TBHBIX JAHHBIX. DKCTPAIOJIALUI0 HeoOXOJUMO OCYIIIeCTBUTh TaKuM 00pa3om,
YTOOBbI YBETMUEHHBIM MEePUO/] [0 TTIOBTOPHBIX MCC/IeJOBAHUN WM CPOK TOJHOCTH ObUI ZeHCTBUTE/IEH B
OTHOIIIEHWUH OYIyIUX Cepul, pe3yabTaThl UCC/IeOBAHUS KOTOPLIX OTM3KU KPUTEPUSIM TPHeMIeMOCTH
crielMUKaI[MK Ha BBIMTYCK CePUM JIeKapCTBEHHOI0 TIperapara Uian (hapmaiieBTHUecKou cyOcTaHLuu.

213. DKcTpamnosisAlysa JaHHBIX O CTabWIBHOCTH TIpe/Iio/iaraeT, 4To OJWH M TOT >Ke XapaKTep
W3MEHEeHUM He W3MEHUTCS W IO MNPOLIeCTBMU I[1€pHUO0/ia, OXBAYEHHOrO JaHHbIMU [0JITOCPOYHBIX
ucciaenoBanuii. [Ipy  OCyLeCTB/IEHMM  SKCTPAMOJISALIMM  KPUTUUHOM  SIBJISIETCS  KOPPEKTHOCTh
HEeW3MEeHHOCTHU XapaKTepa u3MeHeHU. [Ipy MOCTpoeHWH JIMHUM WIA KPUBOW perpecCMyd Ha OCHOBaHUM
JJaHHBIX ~ [IOITOCPOYHBIX  HWCC/Ae[OBaHWUM 3TU [IaHHble SIB/ISIFOTCS KOHTPOJIEM KOPPEKTHOCTHU
TMpeJiroJiaraeMoro xapakTepa W3MeHeHW. [I7si IpDOBepKM CTereHu COr/iacus JaHHBIX C MOJyYeHHOU
MpSIMOM WM KPWBOM JIOTMyCKAeTCsl MCIO0/b30BaTh CTaTUCTUUECKWe MeToZbl. Takoil caMOKOHTPO/Ib BHe
repro/ia, 000CHOBAHHOTO [JAHHBIMM [IOJITOCPOYHBIX WMCC/IeI0BaHUN, HEBO3MOXKEH. B CBs3M C 3THUM
Mepro/ 0 MOBTOPHBIX UCC/eI0BAHUM WA CPOK TOJHOCTH, MOTYUEHHbIM Ha OCHOBAaHUU SKCTPAIOJISIL1Y,
HeoOX0MMO BO BCeX C/y4yasX BepUPUIIMPOBATh JOTOJHUTEIbHBIMU [JaHHBIMHA [IOJIFTOCPOYHBIX
WCCe[lIoBaHUM 10 Mepe UX TiolyyeHusi. He ciiegyeT BK/ItOuUaTh B TIPOTOKO/ Ha CEePUH, B OTHOIIEHUMU
KOTODBIX B35iThl 00sI3aTeNlbCTBa, BPEMEHHYH TOUKY, KOTOpas COOTBETCTBYeT KOHIy TIepuoja [0
MOBTOPHBIX UCC/IeZI0OBAHNIN WU CPOKA TOJAHOCTH, MOTYyYeHHOT0 Ha OCHOBaHUM SKCTPAToJIsILUH, eC/IU 3TO
CrielabHO He 000CHOBAHO.

5. OueHKa gaHHbIX NpU onpeaeneHnn nepvosa A0 NOBTOPHbIX
uccnepoBaHNi CTabUMbHBLIX (PapMaLeBTUYECKUX CyOCTaHUui
WK cCpoKa rogHOCTU SIeKapCTBEHHbIX Npenaparos, NoAJeXalmnx
XpaHeHUIo NPU KOMHaTHOI TeMneparype

214. CucTeMaTH3MpOBaHHYH OLIEHKY JlaHHbIX, TIOJyUYeHHbIX B XxoJe (opMaar30BaHHBIX
WCCieloBaHUM CTabM/IbHOCTH, Cre/lyeT MPOBOAUTH B COOTBETCTBUM C yKa3aHWSIMH, MPUBEeHHbIMU B
HacrosiiieM nozpaszene. HeobxoauMo mocseioBaTe/IbHO OLIEHWTh JiaHHble 0 CTaOMIBHOCTH KaKZ0To
rokasaresisi kKadectBa. OrjeHKa (papmarieBTHUecKuX CyOCTaHIMA W JIeKapCTBEHHBIX IIpernaparos,
NoJ/IeXKalljuX XpaHeHHIo NPU KOMHAaTHOM TeMmrepaType, HauMHaeTCsl C MIOMCKa HEKOTOPOro 3HAUMMOT0



VM3MeHeHHs1 B YC/IOBUSIX YCKOPEHHBIX U, €C/id TPUMEHUMO, TPOMEXYTOUHBIX HWCCAeloBaHUN U
MIPO/IO/KAETCs TyTeM aHa/li3a TeH/EeHIMA 1 BapuabesbHOCTU JJAHHBIX [OJTOCPOYHBIX MCC/Ie/JOBaHUH.
W3n0>xeHHbIe HU)Ke YCI0BUS TIO3BOJISIFOT OCYILIECTBUTh SKCTPAMOJISILIMIO B LIe/IsIX YBeJIMUeHHUs Mepruoja
[l0 IOBTOPHBIX UCC/Ie[I0BaHUM U CPOKA FO/IHOCTH CBePX [JaHHBIX [IOJITOCPOYHBIX UCCIeI0BaHUM.

B npunoxenun N 6 kK HacrosiiuM TpeGoBaHHSIM TIpUBe/ileHa CXeMa TIPUHSTHS pelLleHUid Tpu
OLleHKe J[aHHBbIX MO0 [epuoJy /[0 [OBTOPHOTO MCC/e[OBaHUS W OMpeJe/ieHus1 CpoKa TOAHOCTH
dapMarieBTUUeCKUX CyOCTaHLMH W JleKapCTBEHHBIX IIperaparoB (3a HCK/IIOUeHWeM JieKapCTBEHHBIX
riperiapaToB, MO//IEXKAIMX 3aMOPa)KUBaHKIO).

6. OLeHKa AaHHbIX NPU OTCYTCTBUM 3HAYUMOrO NU3MEHEHUA
B YC/IOBUSAIX YCKOPEHHbIX UccnefoBaHuii

215. Cnyuaii, Ipy KOTOPOM pe3yJ/bTaThl JOATOCPOYHBIX UM YCKODEHHBbIX MCC/IeJ0BaHUM J0/DKHBI
WU3MEHSITbCS BO BPEMEHM CTaTHCTUYeCKW He3HAulMO WA pe3yJ/bTaTbl U3MEHSIFOTCSI CO CTaTUCTUUECKH
He3HauMMOU BaprabelbHOCThIO Win Oe3 BaprabeTbHOCTH.

Ecu faHHBIE 1O/ITOCPOYHBIX M YCKOPEHHBIX MCCIe0BaHUN CBUZETENbCTBYIOT 00 OTCYTCTBUH
3HauUMMbIX U3MEHEeHUW MOoKa3aTess KaueCTBa BO BPeMeHU WM W3MeHeHHs HeBeJIMKHU 110 OTHOIIEHUIO K
KPUTEPUIO TIPUEMJIEMOCTH, a TaKXXe eC/id OTCYTCTBYeT Bapuabe/lbHOCTh WM OHA CTaTUCTUYECKU
He3HauWTe/bHa, (papmalleBTHUeCKass CyOCTaHI[US WM JIeKapCTBEHHBIM TIperapaT 10 JIaHHOMY
MOKa3aTeJl0 KauyeCcTBa B Te4yeHWe I[epyuofa [0 TMOBTOPHBIX MCC/IeOBaHUW WM CPOKAa T'OJHOCTH
YK/Ia/IbIBAlOTCSl B KpUTEPUU TPUEMIEMOCTH crieliuUKaluu. B Takux cjlydasx CTaTUCTUUECKUN aHasIu3,
KaK MpaBWIo, He TpeOyeTcsi, HO HEOOXOAWMO TMpeACTaBUTh 00OCHOBAaHWE ero OTCYTCTBHs. K Takum
000CHOBaHMSIM OTHOCSITCSI aHa/IM3 XapakKTepa MPOTeKaHUs U3MEHEHWM WM TPUYMHBI UX OTCYTCTBUS,
3HAaUMMOCTb  pe3y/IbTaTOB  YCKOPEHHBIX  WCCAeIOBaHWM, MaTepuanbHbIi OamaHc ©  (WIK)
JIOTIONTHUTE/TbHBbIE JlaHHBIe, OMHMcaHHble B pa3zenax III w IV Hacrosmux Tpebomanuii. B 1emsx
yBe/IMYeHUs Tlepuojia 0 MOBTOPHBIX MCC/IeJOBAaHWK WM CPOKAa FOJHOCTH CBEPX YCKOPEHHBIX JaHHBIX
JIOMyCKaeTCs1 OCyLeCTB/eHre 3KcTpanossaiuu. [IpeasaraeMbiii mepuo/, A0 TOBTOPHBIX UCC/Ie0BaHUN
WA CPOK TOZHOCTH ZIOIyCKAeTCs YBEeTMUUTD He Oosiee ueM B 2 pasa, HO He Oosiee uemM Ha 12 MecsiiieB 1o
CpPaBHEHHUIO C Mepro/ioM, 0XBaueHHbIM JJaHHBIMU [10/ITOCPOYHBIX UCC/Ie0BaHUM.

216. [JonrocpouHbie W YCKOPEHHbIE [aHHbIE TPOSIBJSIOT W3MEHEHWs BO BpeMeHU U (WJIH)
BaprabeTbHOCTb.

Eciv faHHBIE [OATOCPOYHBIX WIM YCKOPEHHBIX WCC/IeJOBaHUM CBUZETETbCTBYIOT O 3HAUMMbBIX
M3MEeHEeHUsIX TI0Ka3aTessi KaueCTBa BO BpeMeHU W (WiM) BHYTPHUGAKTOPHOH MO0 MeX(aKTOPHOM
BapuabebHOCTH, OTpe/e/IUTh TepUo, [0 TOBTOPHBIX MCC/AeA0BAaHUNA M CPOK T'OJHOCTA MOXKHO C
TOMOILIbI0  CTaTUCTUUECKOTO aHanu3a. Ecid o0OHapy)KWMBarOTCSl pas3/inuvsi B CTaOUIBHOCTU MeXAy
cepusiMd, ApyruMHM ¢dakTopamMu (Hampumep, J03WPOBKOM, BMECTHMOCTbIO KOHTeiliHepa U (WJIK)
HOMHUHA/IbHBIM 00BeMOM) WM KOMOWHaIUssMy (HDakTOpOB (HarpuMmep, JO3UPOBKONW U BMECTUMOCTBIO
KOHTeliHepa U (WIM) HOMHMHAJBHBIM 00BEMOM), KOTOpBIE TPEMATCTBYIOT OObeAVHEHWIO JAHHBIX, TO
TIpe/jlaraeMblid TI€PUOJ /10 TOBTOPHBIX MCC/I€Z0BAHUM JIMOO CPOK TOAHOCTU HE JO/DKEH TPEeBBINIATh
Hanbosiee KOPOTKWM Tepuo/, (CPoK), YCTaHOBAEHHbIN /il KaKoh-1100 cepuM, WHOTO (pakTopa WU
KoMOWHaIu (akTopoB. Eciu pa3muuus SIBHO OOBSCHSIOTCS OrpeZie/ieHHbIM (haKTopoM (Harpumep,
JI03UPOBKOM), [JOIyCKaeTCsl TpUCBauWBaThb pa3/iMyHble CPOKM TOJHOCTU pa3/IWYHbIM BapUaHTaM
onpe/ieneHHOro dakTopa (HarpuMep, pa3IMUHbIM ZI03UPOBKaM).

217. Heobxo#yMMO TpefCcTaBUTb pe3y/abTaThl aHaIM3a, OOBSCHSIOIEr0 MPUYMHY pasiuuviil U
00I[yI0 3HAUMMOCTb TaKUX pa3/IMudil [jisl JIeKapCTBEHHOTO Tperapara. JJomycKaeTcst SKCTParioisiust



CBepX Tepuoja, OXBaueHHOTO [JaHHbIMU JOJTOCPOYHBIX MCC/e[IOBaHWM, OJHAKO CTeleHb
9KCTpano/siiyuyd Oy/eT 3aBUCeTh OT TOrO, TOJJ/eXKaT /I JIaHHBbIE [OJITOCPOUHBIX HCC/IeZIOBAaHUM O
roKasaresie KaueCcTBa CTaTUCTUYECKOMY aHa/In3y.

Ecmi paHHBle [OATOCPOYHBIX HCCAEOBAaHMM He TMOJJieXaT CTaTUCTUYeCKOMY aHaau3y, HO
rpe/iCTaB/eHbl 3HauuMMble [OMOJHUTE/bHbIE [l@aHHble, TO TIpejjaraeMblii MepuoJ [0 TOBTOPHBIX
WCC/Ie/JOBAaHUM UM CPOK OJHOCTH JIOMyCKaeTCsl yBeUUUThL He Gosee ueM B 1,5 pasa, HO He Gosiee uem
Ha 6 Mecsil|eB [0 CPaBHEHUIO C IEPUOJIOM, OXBaueHHbIM [AaHHBIMU JOJITOCPOYHBIX HccaefoBaHUM. K
3HaUMMbIM /[IOTIOJIHUTE/IbHBIM /IaHHBIM OTHOCSITCSL  YZOBJIETBOPUTE/IbHBIE /IaHHBIE [IOJIFOCPOYHBIX
uccrefloBaHUN cepuii pa3paboTKH, KOTOpble O/M3KM II0 COCTaBy, MPOW3Be/ieHbl B MeHbIlleM MacluTabe
WA yNaKOBaHbI C TIOMOLbI0 CUCTeMbI "KOHTelHep - yKyropka', moZjo0Ho# cucteMe "KOHTelHep -
YKYTIOpKa", MCTI0/Ib30BaHHOM B TIEPBUUHBIX CepUsiX JIJIsl UCCIeJOBaHUSI CTaOUTbHOCTH.

Eciv paHHble [OATOCPOYHBIX WCCAEI0BaHWM TMOJJie)KaT CTaTUCTUYeCKOMY aHalv3y, HO TaKOM
aHa/iM3 He TPOBOJAWIICSA, TO CTeleHb SKCTPAro/isiliyd COOTBETCTBYeT C/y4aro, NPy KOTOPOM JjaHHble He
MO/I/IeXXaT CTaTUCTUUeCKOMY aHanu3y. [1Ipu 3ToM ec/iu CTaTUCTUUECKUM aHamu3 PoBe/ieH, TO Mepuo/ 10
TIOBTOPHBIX MCC/I€[IOBAHUM WM CPOK TOJHOCTH JIOIyCKAeTCsl YBEIMUUTh He Oojiee ueM B 2 pa3a, HO He
O6onee ueM Ha 12 Mecsil[eB 10 CpPaBHEHHIO C T€PUOJIOM, OXBAUe€HHBIM [aHHBIMU [[OJIFTOCPOUYHBIX
WCC/IeJOBaHUM, €C/TM 3TO TIOATBEP)KAEHO pe3y/ibTaTaMH aHa/lkM3a W 3HAaUUMBIMU [JOTIOTHUTETbHBIMU
JlaHHBIMHU.

7. OueHKa faHHbIX NPU HAGNAEHUN 3HAUMMOTO U3MEHEeHUS
B YC/IOBUSIX YCKOPEHHbIX UCcnefoBaHuii

218. Ecnu B yC/IOBUSIX YCKOPEHHBIX MCC/Iel0BaHUN HaO/II0/laeTCsl 3HaUMMOe U3MeHeHUe, TepUo/
JI0 TIOBTOPHBIX MCCJ/IeJOBAaHUM WM CPOK FOJHOCTHU OyZieT 3aBUCETb OT pe3yJ/bTaTOB MPOMEXKYTOUHBIX U
JIOJITOCPOYHBIX UCC/IeZIOBAaHUM CTabOUTBHOCTH.

[Tpy OTCYTCTBUM WMHBIX 3HAUMMBIX M3MEHEHWW ciefyromiye (r3nyeckre U3MeHeHUs] B YC/IOBUSX
XpaHeHWsI TIpY TIPOBEJIEHUH YCKOPEHHBIX WCC/eOBaHWN He TPU3HAIOTCS 3HAUMMBIMU U He TpeOyroT
VCC/IeJOBaHUM B IPOMEKYTOUYHBIX YC/IOBUSIX:

pasMsrueHye CyIro3UTOpUs, IJlaB/ieHue KOTOPOro IpejyCMOTpeHO IIpu Temriepatype 37 °C, eciu
TOYKa I/1aB/IeHUs] OJHO3HAYHO [TO/ITBEPIK/EeHa;

HEeCOOTBETCTBUE KPUTEPHSIM TIPUEMJIEMOCTH TI0 PACTBOPEHHIO 12 e[MHUI] »KeJJaTUHOBBIX KarCyJl
WK Tab/IeTOK, TIOKPBITHIX KeJTaTHHOBOW 000/I0UKOM, eC/Ti HEBO3MOKHOCTh PAaCTBOPEHMsI OJHO3HAYHO
o0yc/IoB/IeHa CK/IeMBaHUEM.

Ecmv npu ycKOpeHHOM XpaHeHWM TMPOUCXOJUT pasje/ieHre MSTKUX JieKapCTBeHHbIX (opM Ha
¢a3bl, HeOOXOIMMO TIPOBECTH MPOMEXKYTOUHbIe HCC/ieqoBaHUs. [Ipu oripejie/leHUM OTCYTCTBHS WHBIX
3HAUMMBIX U3MeHeHNH HeobX0[MMO pacCMOTPETh BO3MOXKHOCTD 3((heKTOB B3aUMOIeMCTBUS.

219. Ecumm no pesysibTaTaM XpaHeHHsl B NPOMEKYTOUHBIX YC/IOBUSIX 3HauMMble M3MEHEHUs He
00HApY’>KUBAIOTCS, /IOMYCKAeTCSI OCYIeCTBUTb SKCTPAMOJISALMI0 CBepX /IaHHBIX JOJTOCPOYHBIX
uccsiefioBaHuid. [Ipy 3TOM CTereHb 3KCTPANoJiALMU OyZieT 3aBHCETh OT TOTO, TMOJJIEXXaT /I JaHHbIE
CTaTUCTUYECKOMY aHaJu3y.

Ecnu faHHbIe 0JTOCPOUHBIX UCC/IeJOBaHKM TTI0Ka3aTe sl KauecTBa He TMo//ieXkaT CTaTUCTUUeCKOMY
aHa/iu3y, TO TpejJjiaraemMblid Mepuof, 0 MOBTOPHBIX MCC/e[OBAaHWM WX CPOK TOJHOCTU JOIYyCKAaeTCs



YBE€/IMUUTL HeE bosee yem Ha 3 MecCdlla II0 CpaBHEHHMKO C IIepuoaoM, OXBdAY€HHBIM [ddHHBIMHA
A0JITOCPOYHBIX I/ICC]'IE,E[OBaHI/II\/,I, €CJ/IM OH IOAKPpeIljIieH 3HaUNMMbIMHU 1O0ITIO/THUTEe/IbHBIMH JadHHBIMUA.

Ecmu faHHbBIe [OATOCPOUYHBIX UCC/IeOBaHWM TOKa3aTess KauecTBa MOZAJeXaT CTaTUCTUUECKOMY
aHa/in3y, HO TaKOW aHa/u3 He MPOBOJWIICS, TO CTeleHb 3KCTPAroJ/IsIUM COOTBETCTBYET CJIyuaro, KOorja
JlaHHbIe He TOJJIe)KaT CTaTUCTUYeCKOMY aHaiu3y. Ecim craTrcThueckuil aHaivu3 NpoBeJieH, TO TIepuo/
JI0 TIOBTOPHBIX MCC/IeJOBaHUM WM CPOK TOAHOCTU AOMYCKaeTCsl yBeJMUnUTh He Gosiee ueM B 2 pasa, HO
He Oosiee ueM Ha 6 MecsleB TIO CPaBHEHWIO C TEPUOZOM, OXBAaueHHBLIM [JaHHBIMH [[OJITOCPOUHBIX
WCC/Ie/JOBaHUM, ec/ii OH TOATBep)KJeH pe3y/jbTaTaMy aHaju3a U 3HAaUYUMMbIMU [IOTIOJTHUTETbHBIMU
JlaHHBIMHU.

220. Ecmu mo pe3y/ibTaTaM XpaHEHUS B TIPOMEKYTOUHBIX YCIOBUSIX OOHApy)KeHbl 3HAUHUMbIE
W3MeHeHUs1, TO TpejjiaraeMblii Tepro/ /10 MOBTOPHBIX WCC/e[0BaHUN WU CPOK TOAHOCTH He AO0J/DKeH
TIpeBbIILIATh JIAHHBIe [IOJITOCPOYHBIX —UCCeoBaHui. Kpome Toro, HeoOXOAUMO pacCMOTPETh
BO3MOXXHOCTh COKpALL[eHUsI TIepUOZa /10 TIOBTOPHBIX MCC/Ie[JOBaHUNA UM CPOKA TOJHOCTU 0 CPaBHEHUIO
C TIepro/I0oM, OXBaueHHbIM JJAHHBIMU J0JTOCPOUHBIX UCC/IeJOBaHUM.

8. OueHKa gaHHbIX O nepuoje A0 NOBTOPHbIX UCCNef0BaHUiA
WNn cpoke rogHocTu ansa cpapmayeBTUUECKUX CYOGCTaHLUINA
WM NeKapCTBEHHbIX NMpenaparos, NogJsieXxawmnx XxpaHeHnto

npu Temneparype HMXe KOMHaTHO

221. [anHble 0 dapMalLeBTHUECKON CyOCTaHIIMM WU JIeKapCTBEHHBIX Tperaparax, MoAJIeKaliux
XpaHeHUI0 B XOJIOAWIbHUKeE, C/le/lyeT OL|eHUBaTh B COOTBETCTBUM C I10JIOKEHUAMM IyHKTOB 215 - 220
Hactosimux TpeboBanuii [y ¢dapMaleBTUUeCKMX CyOCTaHL[MM WM JIeKapCTBEHHBIX IIperaparos,
NoJyIeXKalljuX XpaHeHUIo IIpY KOMHATHOM TeMIlepaType, 3a UCK/IF0UYeHUeM TeX Cay4aeB, KOrja UMerTCs
ocoOble yKa3aHus, TIpuBeJeHHble HibKe. CrieyeT HCII0/b30BaTh OJIOK-CXeMy, TIpelyCMOTPeHHYIO
npunokeHreM N 6 K HacTosium TpeboBaHuUsIM.

222. Ecmu no pesyJsibTaTaM YCKOPDEHHBIX MCC/e[lOBaHWM 3HAauuMMble W3MeHeHHs BO BpPeMEeHU He
00Hapy’KUBAIOTCS, TO SKCTPAIoOJIsILUs Mepuojia 0 TOBTOPHBIX WCC/Ie[0OBaHUM WIM CPOKa T'OJZHOCTU
CBepX TMepro/ila, OXBAaueHHOTO JIaHHbIMU [IOJTOCPOYHBIX HWCC/Ie[JOBaHUM, OCYILIEeCTB/SIeTCS B
COOTBETCTBHHM C ITOJIOKEHUSIMH ITyHKTOB 216 - 218 HacTosmux TpeboBaHuMiA, 3a HCK/TIOUEHUEM TOT'O, UTO
CTereHb SKCTPAMOJISAIUK JO/KHA ObITh O0Jlee orpaHUueHHO (TO ecTh Ha O0jiee KOPOTKHM CPOK).

Eciu jaHHbIe [[OJITOCPOYHBIX M YCKOPEHHbBIX MCC/IeJOBaHUM CBUIETeTbCTBYIOT O He3HAUUTEIbHOM
U3MeHeHWd W HeOo/blol BapyuabenbHOCTH, TO 06e3 BCIOMOraTe/NbHOIO CTaTUCTUYECKOTO aHaIu3a
rpe/ijlaraeMblii IepUO/, 10 TIOBTOPHBIX MCCJ/Ie[JOBAHWM WM CPOK FOAHOCTH, KaK TMPaBUJIO, JAOMYyCKaeTCst
yBeIMUUTEL He Oosee uem B 1,5 pa3a, HoO He Oosiee ueM Ha 6 MecslleB CBepX TepHO/ia, OXBAUEHHOTO
JIaHHBIMU [I0JITOCPOYHBIX UCC/IeJOBaHUM.

Eciv faHHbIe [OATOCPOYHBIX W YCKOPEHHBIX MCC/Ie[0BAaHUN CBUJIETE/LCTBYIOT O 3HAUMMOM
U3MeHeHWd BO BpeMeHUW U (Wiu) BapuabenbHOCTH, TO TIpejjlaraeMblii TIEPUOJ, /10 TIOBTOPHBIX
WCC/IeJOBaHUIA WA CPOK TOAHOCTH /IOMyCKAeTCsl YBeJIMUUTh He Oosiee yeM Ha 3 Mecsilia, B C/Iy4ae, eciiu
JlaHHbIe JI0JITOCPOYHBIX MCC/IeI0BaHUN TIOZ/IeXKaT CTaTUCTUYeCKOMY aHaM3y, HO OH He TIPOBOJMIICS,
WY JJaHHbIe [J0JITOCPOUHBIX MCC/IeIOBaHUN He TIo/jieXkaT CTaTUCTUUeCKOMY aHa/u3y, HO TIpeZiCTaB/IeHbI
3HauMMble J0TOJIHUTE/bHbIE JaHHbIe.

Eciu faHHBIe [0OTOCPOYHBIX WM YCKOPEHHBIX WCC/IeOBaHUNM CBHU/ETE/NbCTBYIOT O 3HAYMMOM
M3MeHeHNM BO BpeMeHM W (WiM) BapuabenbHOCTH, TO TIpeJJiaraeMblii Tepuoj, /10 TTOBTOPHBIX



WCC/IeIOBaHUM WTH CPOK TOJJHOCTH JIOTMYCKAeTCsl yBeTMUUTh He Oosiee ueM B 1,5 pa3a, HO He Gosiee uem
Ha 6 MecsileB CBepX Mepro/ia, 0XBAUEHHOr0 JIaHHBIMM JOJTOCPOYHBIX UCC/e0BaHUM, B Clyuae, ecid
JlaHHbIe J0JITOCPOYHBIX MCC/IeI0BAHUM MOJ/IeXaT CTaTUCTUUECKOMY aHa/lIu3y U OH MPOBOAWIICS, U B
C/lydae, eCiM 3KCTparoJisiiiisi 000CHOBaHa pe3y/bTaTaM{ aHa/lu3a W 3HAUMMbBIMHU JIOTIOJTHUTETbHBIMU
JIaHHBIMHU.

223. Ecii 3HaUMMble W3MEHEeHUsl BBISIB/ISIIOTCS B TIPOMEKYTKe MeXAy 3-M U 6-M MecslaMy npu
YCKOPEeHHOM XpaHeHWHW, TO TIpejjjlaraeMblii epuo/| 40 MOBTOPHBIX UCCAe0BaHUIN WU CPOK TOJHOCTH
onpejiensieTcsl JaHHbIMM [OATOCPOUHBIX MCC/IeoBaHWK. [IpyM 3TOM ocCylecTBieHHe SKCTPamnoJisLiu
HelonyCcTUMO. Kpome TOro, Mo>keT MoTpeboBaThCsl COKpallieHHe Tiepro/ia /10 IIOBTOPHBIX UCC/Ie0BaHUM
WM CpPOKa TOJHOCTM TIO CpPaBHEHWIO C TIepUO/IOM, OXBAaueHHbIM [JAHHBIMU [JOJITOCPOYHBIX
ucciaefioBaHuii. EciM  [aHHble [OJATOCPOUHBIX MCC/Ie/JOBaHWM BapbUPYIOTCS, TO JOMYCKaeTcs
BepuULMPOBaTh TMpejjaraeMblii Mepuof, [0 TOBTOPHBIX WCCAe[0BaHUN WM CPOK TOJHOCTH C
MOMOII[bI0 CTaTUCTAYECKOTO aHa/M3a.

Ecmv 3HaunMMmoe u3MeHeHUe BbISIB/ISIETCSl B TepBble 3 Mecsilja MPU YCKOPEHHOM XpaHeHWW, TO
rpejijlaraeMbli NepUoZ, O TOBTOPHBIX WCC/IeJOBAHUM WM CPOK T'OLHOCTH OIpefessieTcsl JaHHbIMU
JIOJITOCPOYHBIX MCciefoBaHuid. [Ipy 3TOM oOcCylecTBieHre SKCTPano/siUd HeJonmycTUMo. MoxkeT
rnotpeOOBaTbCSl COKpallleHHWe Tepuojia 10 TIOBTOPHBIX HCC/IefOBaHUM WM CpPOKa TOJHOCTH TIO
CpPaBHEHHIO C T[E€pPUOJOM, OXBAueHHBbIM [JAaHHBIMU [OJTOCPOYHBIX MCC/Ie[oBaHu. Eciu gaHHbIE
JIOJITOCPOYHBIX MCC/IeJOBaHUM BapbUPYIOTCS, TO JA0MYyCKaeTCs BepUPULIMPOBATh Tpe/jlaraeMblid eprof
[10 TIOBTOPHBIX UCCJIeIOBAaHUIM WM CPOK FOTHOCTU C TIOMOIIIbI0 CTaTUCTAYECKOro aHanu3a. Kpome Toro,
HeoOXOZMMO TIpe/ICTaBUTh aHAIM3 BIUSHUS KPAaTKOBPEMEHHBIX OTK/IOHEHWH 3a TpeZesibl 3asBIeHHBIX
yC/IOBUM XpaHeHusl (HampuMep, NpU TPaHCIOPTUPOBKE WM pasrpy3Ke). YKa3aHHbIM aHalau3, eciv
MPUMEHNMO, MOYKHO YCWU/IUTh JAHHBIMU IOC/eZYIOLero ucciefoBaHusi 1 cepur (papMarjeBTUUeCKOU
cyOCTaHI[UM WK JIeKapCTBEHHOTO TIperapara Mpy YCKOPeHHOM XpaHeHUH MeHee 3 MeCsILieB.

224. Tlepyog, 0 TIOBTOPHBIX MCC/IeOBAaHUM (hapMal|eBTHUeCKUX CYyOCTaHI[UM WU CPOK TOJHOCTH
JIEKapCTBEHHBIX MpernapaToB, MO/eXalluX XPaHEeHU0 B MOPO3U/IbHOU Kamepe, [0/DKeH OrpezesisThCs
JJaHHBIMU [10/ITOCPOYHBIX MCCAefoBaHUW. IIpy OTCYTCTBUM [aHHBIX YCKOPEHHBIX WCC/Ie[OBaHUN
dapMar|eBTUUeCKUX CyOCTaHLMHA WM JIEKapCTBEHHBIX TIPerapaToB, TOJIeXKal[UX XPaHEHWI0 B
MODO3UW/IbHOW Kamepe, B 1[e/siX MCC/Ie[JOBaHUsI BIUSIHUSI KPaTKOBPEMEHHbIX OTK/IOHEHWM 3a Tipefiesibl
Tripe/ijlaraeMbIX YC/IOBUM XpaHeHUsl (HarlpyuMep, TIPU TPaHCIIOPTUPOBKE WM pa3rpy3ke) cyielyeT U3yuuTh
1 cepuio mpu MOBBINIEHHOM Temrepatype (Hampumep, ripu 5 * 3 °C wm 25 * 2 °C) B TeueHue

COOTBETCTBYIOLETO MePUO/ia.

225. Tlepyog, 0 TIOBTOPHBIX MCC/IeOBAaHUM (hapMal|eBTHUeCKUX CYyOCTaHI[UM WU CPOK TOJHOCTH
JIeKapCTBEHHBIX TperaparoB, IOJJIeXXalluX XpPaHEeHUI0 TIpu TemrepaType Hwke MuHyc 20 °C, mo/okeH
OIpeflesIATbCS [JaHHBIMU JIO/IFOCPOYHBIX HCC/AeI0BAaHUM W pacCMaTpyBaThCsl OTZAE/NbHO B KaXKIOM
KOHKDeTHOM CJlyyvae.

9. O6OwWwme noaxoabl K CTAaTUCTUUECKO 06paboTKe AaHHbIX

226. Ha MOMEHT I0jauyd pervcTpaliMOHHOIO [JOCbe I aHaiv3a [JaHHBIX [J0JTOCPOYHBIX
WCC/IeIOBaHUM CTAaOWIBHOCTH TIEPBUYHBIX CEPUM C/IeZIyeT HWCIOIb30BaTh CTaTUCTUUECKHE METOZbI.
Llenbto Takoro aHanvsa SBASeTCS ONpeJie/leHWe C BbICOKOW CTeleHbI0 HaJ|e)KHOCTH Iepuofa [0
TOBTOPHBIX MCCAe0BAaHUM WM CPOKAa TOJHOCTU, B TeueHHMe KOTOPOro KOJIMuUeCTBeHHble MOoKa3aTeau
KauectBa OyAyT COOTBETCTBOBAaTb KPUTEPUsM TIPUEMJIEMOCTH [jis BceX OyAylux cepui,
TPOU3Be/IeHHBIX, YIIAKOBAHHBIX U XPAHSALIUXCS B CXOXKUX YCIOBUSIX.



227. Ecmd ans OLIeHKW JlaHHBIX JIOJITOCPOYHBIX  MCC/Ie/IOBAaHUM BCJ/Ie/ICTBUE BBISIBJIEHHBIX
M3MeHeHW BO BpeMeHH U (W1r) BapruabeTbHOCTU TTPOBOIUICS CTaTUCTUUECKUH aHa/u3, TO /IS aHa/in3a
JTAHHBIX CEpHH, B OTHOIIIEHUH KOTOPBIX B3SThl 00s3aTeNbCTBA, B 11e/X BepU(DUKALIN WU YBETUUEHUS
paHee O0I00pEHHOTO TMepuojia /10 TIOBTOPHBIX MCCIEOBAaHUN WM CPOKa T'OJHOCTH HE0OXOAUMO
WCI0JIb30BaTh TOT )K€ MeTO/| aHa/In3a.

228. [Insg OLEeHKA [JaHHBIX O CTabW/IbHOCTM KOJMYECTBEHHOrO II0Kas3aTesss KauecTBa U
oripeZiesieHus1 TIepyo/a /10 TIOBTOPHBIX UCC/IeI0BAHUI M CPOKA T'O/IHOCTH 1ie/ieco00pa3sHo HCMO/Ib30BaTh
perpecCMOHHbBI aHamu3. XapakTep 3aBUCHMMOCTHM MeXJy IIOKa3aTejleM KaueCcTBa WU BpeMeHeM
orpezienisieT  HeoOXOAWMOCTH  TpeoOpa3oBaHMsl JAaHHBIX B ILe/IsIX  TPOBEJEHUs]  JIMHEMHOTO
perpecCMOHHOr0 aHa/in3a. 3aBUCMMOCTb MOXKeT ObITh BbIpakeHa JTMHeHHOW WK HeJIMHeNMHOM QyHKIuei
Ha apyu(MeTHUYeCKOU WM JIOTapU(PMHUUECKOH I1IKase.

229. TlpuemneMbIM IMOZAXOAOM OIpeZie/leHHs Neprojia O MOBTOPHBIX WCC/Ie[0BaHUM WM CPOKa
TOJAHOCTU SBJ/ISIETCS aHaAU3 KOJIMYeCTBEHHOIO IIOKas3aTe/isl KadyecTBa (HarpuMep, KOJMUeCTBEHHOe
oripeZiesieHre, TPOAYKTHI Jerpajialjii) IyTeM BBIICHEHHsS Hanbosiee paHHeld BpeMeHHOM TOUKH, B
KOTOPOU 95-TIPOLIEHTHBIN [J0BepUTE/IbHBIN TMpefiesl CPeHero 3HauyeHWsl KOJMYeCTBEHHOrO IoKasaTesis
repecekaer Ipe//Io’KeHHbIM KpUTepH IPUeM/IEMOCTH.

230. Kpurepuii npuemsieMOCTH IIOKasaTessi KaueCTBa, YMEHBLIAIOLIErocsi BO BpeMeHH,
CPaBHMBAKOT C HWKHUM OJHOCTOPOHHUM 95-TIPOLIEHTHBIM [JJOBepUTe/bHbIM IpefeoM. Kputepuii
MpUeM/IeMOCTH TIOKasaTesisi KauecTBa, YBeIMUMBAIOLLErocs CO BpeMeHeM, CPaBHUBAKOT C BepPXHHUM
OJJHOCTOPOHHUM 95-TIPOLIEHTHBIM /IOBEpUTe/IbHBIM TpefieioM. Eciau mokasaresnb KauecTBa MOXKeT
W3MEHSIThCS pa3HOHAIPAB/IeHHO WK CBeJIeHHUsI O XapaKTepe ero W3MeHeHUs! OTCYTCTBYIOT, He0OXOAUMO
paccuuTaTh [BYCTOPOHHHe 95-TIpOLIeHTHbIE [l0BepUTe/bHble TIpefieflbl M CPaBHUTb MX TIPaHULbl C
BEDXHUM U HW)KHUM KPUTEPHUSIMU TTPUEMIIEMOCTH.

231. Ilpu UCro/b30BaHUM CTaTUCTAYECKOIO0 MeTOoJa /Il aHaju3a JaHHbIX B LieJiIX IOy4YeHUs
Ha/Ie)KHOTO CTAaTMCTUUECKOrO 3aK/I0ueHusi O TpejjaraeMoM TepuoZie TMOBTOPHBIX UCC/Ie[0BaHUN WU
CPOKe TOJHOCTA HeoOXOAWMO YUMTBHIBAThb IJIAaH WMCCIeOBaHUSI CTAaOWIBbHOCTH. YKa3aHHBIA TOAXO[
TO3BOJISIET OTPEZIeJTUTh TEePUOA 10 TOBTOPHBIX WCC/IeJOBAaHUM WM CPOK TOAHOCTU Cepur rbo
HECKOJIbKUX CEepUH, eC/Id Toc/ie TPOBeeHUsT HeoOXOAUMBIX CTaTUCTHUECKHUX TECTOB JaHHbIE ObLIH
o0benvHeHbl. [IpuMepbl CTaTUCTHYECKMX TIOAXOJOB K aHa/lM3y [MAAHHBIX O CTaOWIbHOCTH [I/ist
WCC/IeJOBaHUM C OJHUM WA MHOTMMU KPUTEPUSIMH, POBOJVMMBIMU MO MOJHOMY WM COKpPAlLLeHHOMY
IJ1aHy, TIpUBeieHbl B nozpaszese 10 HacToslero paszgera.

10. Mpumepbl CTaTUCTUUECKNX NOAXOA0B K aHANIN3Y AAaHHbIX
O CTabUNbHOCTU

232. JluHeliHasi perpeccusi, TeCTbl Ha OOBEAUHAEMOCTh W CTAaTUCTAUYECKOE MOJIe/TMPOBaHHe
SIB/ISIFOTCS IPUMEePaMU CTaTUCTUUeCKHUX MEeTO/0B U MpoLielyp, KOTOpbIe [0MyCKaeTCsl UCTO0Ib30BaTh MPU
aHa/M3e JIaHHBIX O CTaOWIBHOCTH, TIOJJIeXKAIUX CTAaTUCTUUECKOMY aHaIu3y KOJMUeCTBEHHOTO
ToKa3aTeJisi KaueCcTBa, /i1 KOTOPOro MpeJJioyKeH KpUTepUi NprueM/IeMOCTH.

11. AHanu3 gaHHbIX O4HOW cepun
233. IlpearmonaraeTcsi, UTO 3aBUCUMOCTb MeXKJy OIpeJe/leHHbIM KOJIMUeCTBeHHbIM I10KasaTesem

KaueCTBa U BpeMeHeM HOCHUT JIMHelHbIN xapakTep. Ha pucyHnke 1 mpefcraBieHa JTMHUAS perpeccuy AJist
rnokasatesis "KosmmuecTBeHHOe oIllpefesieHUe" JIeKapCTBEHHOIO IiperapaTa C BepPXHUM U HWKHUM



KPUTEpUSIMA TNPUEeMJIEMOCTH, YCTaHOBJIEHHbIMU Ha ypoBHe 105 M 95 MpOLIeHTOB OT 3asBIEHHOro, C
12-MeCcsiUHBIMY [JaHHBIMU JJOJITOCPOYHBIX MCC/Ie0BaHUNM U MpejjlaraeMblM CPOKOM TOJHOCTH, PaBHBIM
24 mecdauaM. B yka3aHHOM TMprMepe HCIIOJb3YKOTCH [ABYCTOPOHHUE 95-TIPOLIEHTHBIE [10BEepUTe/IbHbIe
rpefienibl [l CPeIHero 3HaveHHsl, MOCKOJIbKY 3apaHee HeM3BeCTHO, YBEIUUWUTCS WIM YMEHBIIUTCS CO
BpeMeHeM KOJIMUeCTBEHHOe OrpejiesieHre (HarpuMep, JIeKapCTBEHHOTo TperapaTa Ha BOJAHOM OCHOBE B
TIO/TYTIDOHUIIaeMOM KOHTeliHepe). HWwkHMI [0BepUTe/bHBIN TIpefiesl TepeceKaeT HWKHUM KpUTepuit
npueMieMOCTd Ha cpoke 30 MecsiieB, TOrJa Kak BepXHUM JOBepUTENIbHBIA Tipefes BOOOIe He
repecekaeT BePXHUM KpUTepHUid TpHeMIeMOCTH. TakuMm o0Opa3om, MpezsiaraeMblii CPOK TOJHOCTH,
paBHbIM 24 wMecsiaM, MOATBEPXKAaeTCs CTaTUCTUYEeCKMM aHa/liru30oM mMokasaresnsi "KosuuecTBeHHOe
orpeziesieHre" TIPU YCJIOBUU COOJTIO/IEHHs TI0JI0XKeHHH TTYHKTOB 215 - 231 HacTosiiiero paszea.

234. Tlpu aHanmM3e [JaHHBIX T[IOKa3aTess KauyecTBa, [Jid KOTOPOrO YCTAHOB/JEH BepPXHUM WU
HIDKHUN KpUTepUl TIpUeM/IeEMOCTU, PeKOMEeH/IyeTCsl MCT0JIb30BaTh COOTBETCTBYIOIIUM OJHOCTOPOHHUI
95-mpoLeHTHBIN Tipefien As cpegHero. Ha pucyHke 2 mpejcTaB/ieHa JMHUSI Perpeccyu JJis MPOAyKTa
Jlerpajlaliiy JIeKapCTBEHHOIO Tperniapara ¢ 12-mMeCsiYHbIMU JaHHBIMM [IOJITOCPOYHBIX MCCIe0BaHUN U
rpejjiaraéMbIM CPOKOM TOJHOCTHM, paBHbIM 24 MecsillaM, TPU 3TOM KDPWUTEpPUM NPUEM/IEMOCTH He
npeBbiliaer 1,4 mpoieHTa. BepxHuili OAHOCTOPOHHUM 95-TIPOLIEHTHBIN [1OBepUTE/bHBIA Tpefen st
CpeJHETO TiepeceKaeT KpPUTepHii TIpUeMJIEMOCTH Ha Cpoke, paBHOM 31 Mecsiyy. Takum ob6pasowm,
rpejijlaraeMblii CPOK TOJHOCTH, paBHbIM 24 MecsillaM, TMOJATBEP)KJAeTCsl CTaTUCTUYECKUM aHa/Ii30M
noka3zatens "TIpoAyKT ferpasauuu’ TIpU YCIOBUU COOJIOJieHUs TIOJOXKeHWH TyHKTOB 215 - 231
HAaCTOSILIEro pasjena.

235. Ilpy nprMeHeHHWH YKa3aHHOIO B IMyHKTe 234 HacCTosllero rozpaszesa rnoAxoja 0XXKuJaeTcs,
YTO Cpe/lHee 3HaueHWe KOJIMUeCTBEHHOIO TIOKa3arTesisi KayecTBa (HarpuMep, KOJHWYECTBEHHOE
oripefiesieHHe, TMPOAYKTHI Jerpafanuu) OyJeT COOTBETCTBOBATb KPUTEPUSM TIPUEM/IEMOCTH 0 KOHI[a
repuojia [0 TMOBTOPHBIX HCCAe[0BaHUM WIX CpPOKa T'OJHOCTH TpU 95-TIPOLIEHTHOM J[I0BEpUTeTbHOM
YPOBHe.

YKa3zaHHbIN TIOXO[ MAOIMyCKaeTCsl MCMO/b30BaTh [Jis OMNpeJesieHysl Tepuojia [0 TOBTOPHBIX
WCC/e[IOBaHUM WM CPOKAa TOAHOCTA 1 cepuM, OTAeNbHBbIX CEPUM WIA HEeCKOJIbKUX Cepui Mocje
o0BbeiHeHUs AHHBIX C UCTIO/Tb30BaHHEM Ha/l/IeXKall[uX CTaTUCTUUYECKUX TeCTOB, OMTMCAHHBIX HUXKeE.
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Jlerpafialiid  C WCTOJIb30BaHHeM BepXHero Tipefiesla KPUTepPUs TIPHeM/IEMOCTH ([[0JITOCPOYHbIe
HCCieJOBaHUsS CTaOMIBHOCTH MpH TemriepaType 25 °C ¥ 0THOCUTeTbHOU BiiaxKHOCTH 60%)



12. AHanu3 paHHbIX nccnepoBaHuii 1 hakTtopa No NOJIHOMY MJIaHy

236. Tleprog, 0 IOBTOPHBIX MCC/I€A0BAaHUM (hapMal|eBTUUECKOW CyOCTaHI[UM UM CPOK TOJHOCTH
JIeKapCTBEHHBIX TIperaparoB, MpeJcTaBAeHHbIX B 1 103upoBKe, 1 BMeCTUMOCTbIO KOHTeliHepa U (W/IN)
HOMHHA/IbHBIM 005eMOM, Kak TIPaBUJIO, OTIPe/IeJIsSIeT s TI0 pe3y/bTaTaM UCCIeJ0BaHuUsI CTaOM/IbBHOCTH He
MeHee 3 cepuil. [Ipu aHanM3e JaHHBIX TaKUX OAHOGMAKTOPHBIX HMCCe0BaHUM C 1 cepueil MO MOJTHOMY
T/1aHy J0IMyCKaeTCsl UCT0JIb30BaTh 2 CTaTUCTUUECKUX TOXO0/A.

HEPBLII‘;I CTAaTUCTUYECKUI moAxX04 HallpaB/IeH Ha YCTdHOBJ/IEHHE TOI'O, IIOATBEPXAAIOT JIM JdHHbIE
BCeXx CepI/Iﬁ HPEAHBFBEMBIﬁ rnepuon A0 MOBTOPHBIX I/ICCJIe,E[OBaHI/Iﬁ WJIN CPOK I'OAHOCTH.

Bropoii crarucTuueckuii 1oAxo[ (TecT Ha OO0BbeAUHSIeMOCTh) UCIIONb3YeTCs AJis Orpefe/ieHus
JIOTTyCTUMOCTH OObeJVHeHUs] [aHHBIX pa3/UYHbIX CepUil B LesX TOAy4YeHUs eJUHOW BeTMUHHbI
repuo/a /10 MOBTOPHBIX UCC/IeZ0BAHUN WU CPOKA FO/JHOCTH.

237. OueHka MOATBEP)KeHHUs TpeJjiaraeMoro rnepuoja 0 MOBTOPHBIX MCCAeI0BAaHUM UM CPOKa
TOJHOCTH BCEX UCCJ/Ie[lyeMbIX CePUM.

Llenbto nozaxo/a sAB/sIeTCS OINpe/iesieHre, HaCKOIbKO TOJIyUeHHbIN M0 pe3y/bTaTaM UCC/ael0BaHuM
Tepuo/, 10 MOBTOPHBIX MCC/IeZIOBAHUNA UM CPOK FOJHOCTU BCeX cepuil 6osiee TIPOAO/DKUTETBHBIN, UeM
ripefyiaraeMblii. C UCIOb30BaHUEM TIPOLIeyPhl, TIPelyCMOTPEeHHOM MyHKTamMu 233 - 244 HacTosIero
Tro/[pa3/iesia, Ha OCHOBAaHWW OT/eJIbHBIX TOUEK TlepeceueHws], OTJe/IbHbIX HAaKJIOHOB U 00BeJUHEeHHOU
CpeHEKBA[PaTUUYECKOM OIIMOKU, PAaCCUMTAHHOW [Ijisi BCeX Cepui, HeoOXOJUMO OIIeHUTh TEepUoj [0
MOBTOPHBIX MUCC/eI0BAHUN WKW CPOK FOJHOCTH KaXK10M cepuu. Ec/ii pacueTHbIN Nepyuoj, A0 MOBTOPHBIX
HCC/IeJOBaHUM WM CPOK T'OJHOCTH KaXK0M cepud 0osiee TIPOJO/DKUTE/BLHBIN, ueM TpejjiaraeMbli, TO
ripe/ijiaraeMblii TIepUOo/] /10 TIOBTOPHBIX MUCC/Ie/JOBAaHUN UM CPOK TOJAHOCTH CUMTAETCs MpHeMJIeMbIM TIpU
YCJIOBUM COOJTIOZIeHMsT yKa3aHWW 110 SKCTPAro/sauH, TMpeAyCMOTPeHHBIX ITyHKTamu 214 - 231
HacTosiero paszesna. [IpoBoguTh TecT Ha OObeJUHSIEMOCTb W OIpefeNiaTh Haubosee YIPOIIEHHYIO
Mojlelb He TpeOyeTcsi, 3a WCK/IIOUEHHWEM CJyvasi, eCid OJUH WM 0oJiee pacueTHBIX TIEPUOJIOB [0
MOBTOPHBIX HCCEeJOBAHUM WM CPOKOB TOJHOCTM KOpoue IpejjiaraeMoro, [Jsi OIpeZeseHus
BO3MOKHOCTH O0BeVHEHHs] cepuii /s 000CHOBaHWS 0Oojiee JIUTENIBHOTO TIEpUOJA [0 TTOBTOPHBIX
WCCIeJOBaHUM WK CPOKa TOAHOCTH MPOBO/IUTCS TECT Ha 00beITUHIeMOCTbD.

YKasaHHBIN TIOAXOJ TaKXKe [JOMyCTHM B PaMKax Tpolecca oO0beJUHEHUs, MpeayCMOTPeHHOTO
nyHkTamMu 238 u 239 HacTosiero mnojpasjena. ECiM TUHUM perpecCUM OTAeNbHBIX CepUidl UMelT
o0muyii HAKJOH W pacCUMTaHble TEpUO/bI [0 TOBTOPHBIX WCCAEOBAHUN WM CPOKU T'OJHOCTH,
OCHOBAHHBIE Ha 00I11[eM HaK/IOHE M OT/Ie/IbHBIX TOUKAX IepeceueHus, HaXOATCS JasibIlle TIpe/jilaraeMoro
repyo/ia JIo TIOBTOPHBIX MCC/IeJOBAHUM WM CPOKA FOJJHOCTH, TO TIPOZO/KATh TECT HAa 00BeUHSIEMOCTD
TOUeK repeceueHus], Kak NpaBUiIo, He TpebyeTcsl.

238. OrjeHKa 06beAMHIEMOCTH JJAHHBIX Pa3HBIX CEPHM.

KoBapuauuoHHbIi aHanus

[Tepen 0ObefUHEHNEM JJAHHBIX HECKOJILKUX CEPUH B LIe/ISIX OMpezie/ieHus TIepruo/ia 10 TIOBTOPHBIX
WCC/Ie/JOBaHUM WM CPOKa TOJHOCTU HeoOXOAMMO TPOBECTU TpefiBapUTeNbHbIA CTaTUCTUUECKUN TecT,
yTOOBI OTpe/ie/TUTh, UMEIOT JIU JIMHUWA PerpeccMy pa3HbIX cepuil OOIuii HAaK/IOH U OOIIyI0 HYJIEeBYIO
TOUKY repeceueHus. [Iisi BBISBJIeHUs pa3MAuMii MeXJy HaK/JOHaMU W TOUKAMHU TepeceueHus JIMHUM
perpeccuy pas/MuHbIX CepUi [JOIMycCKaeTcsl MpOBeJieHWe KoBapualMoHHOro aHanusza (ANCOVA), B



KOTOPOM BpeMsl TIPUHUMAaeTCsl 3a KoBapuaty. Kaxplii U3 yKa3aHHBIX TECTOB He0OXOJUMO TPOBOJUTH
NPy ypOBHE 3HAuMMOCTH, paBHOM 0,25, uTOOBI KOMITEHCHPOBAaTb OXKHAAEMYI0 HHU3KYH) MOIHOCTb
WCC/IeJOBaHUST BC/IEICTBHE OTHOCHUTE/NBHO HeDO/BIIOr0 pa3mMepa BBIOODKM, XapaKTEPHOTO IS
TUIMAYHOTO (POPMaM30BaHHOTO MCCIe0BaHUs CTaOUTbHOCTH.

Eciu mo pe3ynbraTam TecTa TUIOTe3a O PAaBHOCTU HAKJIOHOB OTBepraercsi (TO eCTb MMEIOTCS
3HauMMble pa3/IMuus MeXy HaKJOHaMH pa3HbIX Cepuil), TO 00BbeJUHSTH [JaHHbIe pa3/IMUHbIX CepUi
HeZlonyCcTUMO. [lepyosi [0 TIOBTOPHBIX HCC/IEOBaHWM WM CPOK TOAHOCTU OTAeNbHBIX Cepuil 1Mo
pe3ysbTaTaM  HUCC/IeIOBAaHUS ~ CTaOW/ILHOCTH  MOXKHO — OTpPEJe/NUTh €  TOMOIIBI0  TIOAXO/a,
MpeyCMOTPEHHOI0 IMyHKTaMu 233 - 235 HaCTodLero pasjesna, C MCI0Jb30BaHUEM OT[e/IbHbIX TOUeK
repecevyeHusi, OT/e/NbHbIX HAK/JIOHOB W O0BeAMHEHHOW CpeAHEeKBApPaTUUYeCKOW OIIMOKU Cpe/Hero,
pacCuMTaHHOW [jiss BCeX Cepuid. 3a Mepuoj, A0 MOBTOPHBIX WCC/IeJOBAHUM WM CPOK T'OJHOCTU BCEX
cepuii MpUHUMaeTCs 3HaueHHe CepUM C HauMeHbIllel OLleHKOW (HavMeHbIIIVM YPOBHEM HaKJIOHA).

Ecm no pesynbpTaTaM TecTa TrumoTre3a O pPaBHOCTM TOYEK IepeceueHuss OTBepraercs, HO He
OTBEpraeTcsi TUNOTe3a 0 PaBHOCTU HAKJIOHOB (TO €CTh UMEHTCS 3HAUMMbIe Pa3/inuusi MeXJy TOUYKaMU
repeceyeHusi pasHbIX CepUil, HO 3HauMMble pa3/IMUUsi MeXJy HaKJIOHaMU OTCYTCTBYIOT), TO
JIOTTyCKaeTcsl O0beIMHUTh JlaHHBbIe C 1Ie/IbI0 pacueTa oOIero HakjoHa. Ilepwof [0 TIOBTOPHBIX
WCC/IeJOBaHUM WKW CPOK T'OJHOCTH OT/eNbHBIX CEpPHM M0 pe3y/ibTaTaM MCC/Iel0BaHUsI CTaOUIBHOCTH
HeoOX0JUMO OTIpeJIe/TUTh C TIOMOIIBIO MTOAX0/1a, TPeAyCMOTPEHHOr0 MyHKTaMu 233 - 235 HaCTOSIIero
roJ[pa3/ienia, C MCIO/Ib30BaHUeM OOIIero HaK/JIOHAa M OT/eJIbHBIX TOUeK IrepeceueHus. 3a TEpPUoj 10
MOBTOPHBIX HWCC/IeJOBaHUM WIA CPOK TOJHOCTA BCeX Cepud NPUHUMAETCsl 3HaueHue Cepurd C
HauMeHblIIel OLIeHKOM.

Ecmu mo pe3y/sibTaTam TecTa TUIoTe3a O PaBHOCTU HAK/JIOHOB U TOUE€K repeceveHus MPU yPOBHE
3Haunumoctyd 0,25 He oTBepraercs (TO €CTh 3HAUMMbIe DPA3/IUUUS MEXAy HAKJIOHAMH M TOUYKaMH
repeceueHus: pa3HbIX CEpHi OTCYTCTBYIOT), TO OMYyCKaeTCs 00beAUHUTD JaHHbIe BceX cepuid. EauHbIM
Tepyo/| 10 TIOBTOPHBIX MCC/IeJOBAHNN WK CPOK TOAHOCTHU OTIpe/ie/isieTCs Ha OCHOBAaHUM 00beJMHEHHBIX
JlaHHBIX C TOMOLLBI0 TI0AX0Za, NPefyCMOTPEHHOI0 MyHKTaMu 233 - 235 HacTosllero mnojpasjena, B
OTHOIIIEHWH BCeX cepuil. PacueTHbI Tiepuof [0 TIOBTOPHBIX HCC/IeJOBaHUM WM CPOK T'OJJHOCTH,
T0JTyUYeHHBIM Ha OCHOBaHWY 00beIMHeHHBIX AAHHBIX, KaK MpaBU/IO, AJMHHEee TaKoro Nepuozia Uiu CpoKa
TOJHOCTH OT[eNbHBIX CEepPHH, TIIOCKONbKY BC/IeACTBUE yBenMueHusi oObemMa [aHHBIX TIpU UX
00beJUHeHNH 1LIMPUHA JOBEePUTE/IbHOTO TIpefiesia CPeJHEr0 CTaHOBUTCS YoKe.

[lpy mnpaBW/ILHOM TIOpsIIKE TIDOBE/IEHUS] TecTa Ha OOBeAUHSIEMOCTh CHauala TeCTHPYeTCs
00beJUHSIEMOCTb HAK/IOHOB, 3aTeM - TOUeK TepeceueHus. [Iisi ompeziesieHus Tiepyuojia [0 MOBTOPHBIX
WCC/IeJOBaHUI WM CPOKA TOJHOCTH [JIOTYCKAeTCsl MCTOb30BaTh Haubosiee YIIPOLEHHYI0 MOZenb (TO
eCTb OT/ie/TbHbIe HAaK/IOHBI, OOIIHI HAaK/IOH C OT/e/IbHBIMHM TOUKaMH TepeceueHust Ui OOIUi HaK/IOH U
00I11yt0 TOUKY TiepeceueHus).

239. [ns ompeneneHusi mepuofia 0 TIOBTOPHBIX HCC/Ae[OBaHWM WM CpPOKa TOAHOCTU TaKKe
JIOTIyCKaeTCsl WCIOJIb30BaTh Jpyrue CTaTUCTUUeCKWe MeTobl. Harpumep, ecid 3apaHee MOXXKHO
orpe/ie/ITh TpUeM/ieMble DPa3/Uuusl MeXXJy HaKJIOHaMU WM CpeJHWM Tepuoj, [0 TOBTOPHBIX
WCC/IeJOBaHUNA MO0 CPOK TOJAHOCTH CepHWH, TO [l OLeHKW SKBHBAJIEHTHOCTH HAK/IOHOB U CpPeHEro
rnepuoZia [0 TIOBTOPHBIX HWCCAEeJOBaHMM WIM CpPOKa TOJHOCTA JIOIMYCKAaeTcs HCI0J/Ib30BaTh
COOTBETCTBYIOLI[E MeTO/bl C Lie/IbI0 TPOBEepPKU 00beJuHSIeMOCTH [JaHHbIX. O/IHAaKO Takve MeTO[bl
Heo0OX0/IMMO 3apaHee OTHMCATh, OLIEHUTh U 000CHOBaTh, a TAKXKe B OMpe/ie/IeHHBIX C/Iyuasix COT/IacoBaTh
C YIOJHOMOUEHHbIM OpraHoM TrOCyZapCTBa-uieHa. [nas  ToATBep)KAeHUsT  MpHeMIeMOCTH
CTaTUCTUUECKUX CBOMCTB a/lbTEPHATUBHOI'O METO/Ia 11e/iec000pa3Ho MpoBe/ieHre MO/Ie/TUPOBaHUs (eCu
NIPUMEHNMO).



13. AHanu3 gaHHbIX MHOTroakTOpHbIX uccnegoBaHnii
no NOsIHOMY nnaHy

240. CtabuIbHOCTE JIEKapCTBEHHOTO Tperapata B MHOTO(GaKTOPHOM HMCC/IeZIOBAaHUHN TI0 TTOTHOMY
TJIaHy MOXKeT B HEKOTOPOHM CTelleHW OT/IMUaThCs B 3aBUCMMOCTH OT KoMOWHaiuu (aktopoB. Ilpu
aHaJivM3e TaKUX JIaHHBIX BO3MOXKHBI 2 TIO/IX0/a.

[TepBbIii 1TOAXO0/, HAaTIPaB/IeH Ha YCTaHOBJIEHHE TOTO, MOATBEP>KIAIOT JIU JaHHbIE BCeX KOMOWHAIIAH
(hakTOpOB TIpe/j/laraeMblii epPUO/, 10 MOBTOPHBIX MCC/IeJOBAaHUM WU CPOK TOJHOCTH.

Bropoii moaxopn (Tect Ha 00BEJUHSIEMOCTb) WCIIOMB3YeTCs [JIsl OTIpe/le/IeHUs] JJOMyCTHUMOCTH
o0BeIHeHHsI JAaHHBIX pa3/MUHbIX KOMOWHAI[Mi (aKTOpOB B LelsSX TOJyYeHUs eJUHOW BeTHUMHBI
repro/ia 10 MOBTOPHBIX UCCe0BaHUM UKW CPOKa TOJHOCTH.

241. OrieHKa TIOATBEPKIEeHUs1 TIpejiaraeMoro CpokKa TOAHOCTA WCCIeJOBaHUSIMUA BCeX
KOMOHMHaLii (aKTOPOB.

Llento mofxosja sIBAsSeTCS  OmpeJiesieHWe, HACKOMIbKO pPaCcCUMTaHHbBIM [0  pe3y/bTaTaM
WCCIe[JOBaHUA CPOK TOAHOCTH BCeX KOMOWHami (akTopoB Oosiee TMPOAO/DKUATENBHBIA, UeM
nipejyiaraeMbiii. HeoOXoAMMO TMOCTPOWTH CTaTUCTUYECKYH0 MOJe/b, BK/IOYANOL[yI0 B cebsi Bce
HeoOxoMble (akTOpbl U KOMOWHaIMM (aKTOPOB, MpeAyCMOTPeHHble IyHKTOM 238 HaCTOsIIero
pasfiena (KOBapWallMOHHBIA aHanM3), W [ KaKJOro BapvaHTa KaXAoro (akrtopa U KaxKou
KOMOHMHaL[K ()aKTOPOB OTIpe/|e/TUTh CPOKH TOJAHOCTH.

Ec/iu Bce CpOKHM TOJHOCTH, PAaCCUMTaHHbBIE [0 OPUTMHAIBHON MOjienH, 6oJiee MpPO/[0/DKUTETBHBIE,
yeM [ipeJjiaraeMblif, TO JajibHelilllee TMOCTpOeHHe Mojield He TpebyeTcs, a MpejaraeMblii CPOK
TOJJHOCTH CUMTAeTCs MpHeM/IeMbIM TIPH yYCJIOBUHM COO/TIOZIeHNs YKa3aHUH, TIpelyCMOTPEeHHbIX MyHKTaMu
215 - 231 Hactosuiero pasgena. Eciu oauH wid 0ojiee pacueTHBIX CPOKOB TOAHOCTH KOpoue
rpejjlaraeMoro, CTpOSAIT MOJe/b, TMpeAyCMOTPeHHYK IIyHKTOM 245 HacCTosllero pasjena
(koBapualMOHHbIM aHanu3). OJHAaKO [0 TMOATBEP)KJEHUS NaHHBIMU IIpe/JjiaraeMoro Cpoka TrOHOCTU
TIOCTPOeHNe OKOHUaTebHOW Mozieny He TpebyeTcs. CPOKM TOJHOCTH MOXKHO PAaCCUUTHIBATH Ha JIFO0OM
CTaJuM TIpoliecca MOCTPOeHUsI MOJie/iv, U Jja/ibHeHllie yCUIUs TI0 YIIPOILeHUI0 Mo/ielid He TpebyroTcs,
eC/I1 CPOKY I'OJHOCTH Ha BCeX CTaJusX JJ/IMHHee Ipe/jiaraeMoro.

I[lo cpaBHeHMIO C TOAXOAOM, TIPeAYCMOTDEHHBIM TNYHKTOM 245 HaCTOALero Iojpaszena
(KoBapyalLlMOHHBIN aHa/NW3), TakKoW TMOAXOJ T03BOJsSieT YMPOCTUTh aHaau3 pe3yJ/bTaTOB CJIO’KHOTO
MHOT0()aKTOPHOT'O UCC/IeI0BaHUSI CTaOUTBHOCTH.

242. TIpoBepka 00beJMHIEMOCTH JIaHHBIX Pa3HBIX CEPUH.

O6’be,Z[I/IHEHI/Ie AdHHBIX Pa3/IMYHBIX KOM6I/IHaI_[I/II‘;I Cl)aKTOpOB A0 CTATUCTHUYECKOI'O TIOATBEPIKAEHUA
BO3MO>XHOCTH TAKOI'O O6T:€,E[I/IH€HI/IH He AOIMyCKaeTCs.

243. TIpoBepka 00beAMHSIEMOCTH JAaHHBIX TOJBKO IO (hakTopy "cepus’ (TO eCTb Ha OCHOBAHUHU UX
TIPUHA/IIE>)KHOCTH K OZTHOU Cepun).

Ecr kakgas kKoMOuHaumysi ()akTOpOB pacCMaTpUBaeTCs B OTAENbHOCTH, TO TIPOBEpPSTh Ha
00beVHSIEMOCTb JIaHHble O CTAaOWIBHOCTH [JOMYCKAeTCs TOMbKO IO CepusiM, a CPOK TOJHOCTU TIO
KOMOUHaIMsM (haKTOpPOB, He SIBMSIOLMXCs (hakTopoM "cepus”, cieflyeT orpefiensiTb OTJe/IbHO COTIaCHO



npoleaype, NpefyCMOTPeHHON myHKTamu 237 - 240 HacTosiilero paszena. Hampumep, B OTHOIIeHUH
JIEKapCTBEHHOI'0 Tperapara, MpeJCTaBAeHHOr0 B 2 J03MPOBKax W 4 BapuaHTax BMECTUMOCTH
KOHTeliHepa, Heo0X0/IMMO TIPOAHA/TM3UPOBATh 8 COBOKYITHOCTEN /JaHHBIX U3 KOMOMHAIMK "03UpOBKa -
BMECTUMOCTb KOHTelHepa' ¥ COOTBETCTBEHHO OT/e/IbHO OL|eHUTh 8 CPOKOB rofIHOCTH. Ec/v roctaBieHa
3ajjaua ompe/ie/ieHHsl eJUHOr0 CPOKa TOAHOCTU [l BCeX KOMOMHAIMKM (PaKTOpPOB, TO TaKUM CPOKOM
BbIOMpaeTcss Haubosnee KOpOTKWi. OJHAKO TpPU TMPUMEHEHUM TaKOro TIOAXo[a He WCI0JIb3YTCS
MpeMMYII[ecTBa  JAHHBIX BCeX KOMOMHAIMM  (PAaKTOpOB, TMO3TOMY CPOK TOAHOCTU MeHee
MPOJIO/DKUTE/IbHBIM, UeM TMPH UCI0J/Ib30BaHUM MOX0/1a, TIPelyCMOTPEHHOI0 MyHKTOM 244 HaCTOSILero
rofipaszera.

244. TIpoBepka 00beJUHSIEMOCTH JaHHBIX TI0 BCeM ()aKTOpaM ¥ MX KOMOWHALIUSIM.

Eciu paHHBle 0 CTaOUIBHOCTM TeCTUPYHOTCS Ha OO0beJUHSeMOCTb 10 BceM (akropaM U
KOMOMHaIMsiM (akTOpOB UM pe3y/bTaThl IOATBEP)KAAIOT JOMYCTUMOCTh 00BbeJUHEHUs JAaHHbIX, TO
peanbHO TIO/IyYUTh eJUHBbIA CPOK TOJHOCTH, KOTOPbIM Obl1 ObI Gosee MpoOO/DKUATENBHBIM, UeM CPOK,
TIOJTyYeHHBIM TIPH ero Orpefie/leHUd Ha OCHOBAHUM OTZeNbHbIX KOoMOWHauui (akropoB. Takod cpok
TO/IHOCTH siBJIsieTcs1 Oosiee TIPOJO/DKUTENTBHBIM, TIOCKOJIBKY BC/IEICTBHE YBeTMYeHUs 00beMa JaHHBIX
npu o6beAVHEeHUU Cepuid, ZI03MPOBOK, BapHaHTOB BMECTHUMOCTU KOHTeilHepa U (W/1M) HOMHHA/IbHBIX
00BbEeMOB 1LIMPHHA [JOBEPUTETHLHOTO Tpe/iesia CpeJHero CTaHOBUTCS yiKe.

245. KoBapual[MOHHbINA aHa/IU3.

[ns BbISBIAEHUs pa3IduMii MeXAy HaK/JIOHaMM M TOUKaMM IlepeceueHusi JUHUM perpeccuu
Pa3/IMYHbIX (PAaKTOPOB M KOMOWHAIMI (haKTOPOB AOMYCKAeTCsl MPOBe/ieHre KOBapUAL[MOHHOTO aHa/TH3a.
Ilenbto TakoW MpoLeAypsl SIBJISETCS NPOBePKa BO3MOXXHOCTU B Lie/IsIX YCTaHOBJIEHUS eJMHOTO CpPOKa
TOIHOCTH 00BbeJUHEHUSI JAHHBIX O PAa3/TMUHBIX KOMOWHAIUAX (DaKTOPOB.

[TosHasi craTucTUYeCKass Mojielb [I0/DKHA BK/IFOUaTh B cebsi mapamMeTphl "TOUKa repeceueHusi” U
"Hak/I0H" BCeX OCHOBHBIX 3((eKToB U 3(pPeKTOB B3aUMO/eHCTBUS, a TaK)Ke rapaMeTp, OTPaKaroluii
ClydaiiHyo ommbOKy w3mepeHuwid. Eciu mpefcTaBieHO 00OCHOBaHHWe, UTO B3aUMOZEMCTBHE BBICOKUX
TOPSIZIKOB  KpaiiHe He3HaunMo, TO BK/IKOYAaTh B MOZeIb 3TH TapameTpbl He TpeOyetcs. Ecmm
aHa/IMTUYeCcKue pe3y/bTaThl IEPBOM BpeMeHHON TOUKU T0J/IyueHbl /1Jis TOTOBOM JieKapCTBeHHOUM (hOpMbI
[0 ee YIAaKOBKH, TO [/ii BMeCTUMOCTH KOHTeliHepa [OMyCKaeTCs WCK/IIOUWThL W3 TIOJHOW MOJend
rnapaMeTrp 'TOYkKa TiepeceueHMs", TIOCKOJIbKY pe3yJ/bTaThl pa3/JWYHbIX BapUaHTOB BMECTHMOCTHU
KOHTelHepa U (M) HOMHHA/ILHBIX 00BEMOB COBIIAZIAOT.

Heob6xomumo orvcath TecTbl Ha 00beJUHSIEMOCTb C YKa3aHUeM, HaOJIroja/iich /U CTaTUCTUUECKU
3HAaUMMbIe pa3/IMuus MeXAy (GakTopaMd W KOMOWHAIUsMH (GakTopoB. [Ipy TpaBU/IBHOM TIOpPSIIKe
TpOBeJieHrs1 TIPOBEPKM Ha OO0BbeJUHSIeMOCTh CHayajga TeCTHPYeTCs OO0beAWHSIeMOCTh Iapamerpa
"Hak/IOH", 3aTeM mMapameTpa '"Touka mepecedeHus’', a 3(hdeKkThl B3aUMOENCTBUS TECTUPYIOTCSA [0
OCHOBHBIX 3(@dekToB. Hampumep, [onyckaeTcsi HauMHATh MPOBEPKY MapameTpa '"Hak/IOH", 3aTeM
rnapamMeTpa "TOuKa IepecedyeHMsi” BBICIIMX TIOPSIKOB B3aMMOJENCTBUS W TMPOAO/DKaTh ee IyTeM
MPOBEPKU CHaya/ia rapaMeTpa "Hak/IOH', a 3aTeM rmapaMeTpa "TOuKa rmepecedyeHus” TIPOCThIX OCHOBHBIX
3¢dekToB. ITomyueHHyr0 HaunboJsiee YTIPOIEHHYIO MoOenb (MOC/Ae YCTAaHOBJIEHUSI CTAaTUCTHUECKOU
3HaUYMMOCTM BCeX OCTaBLIMXCSl IapamMeTpoB) [OMYCKaeTCs HCII0/Ib30BaTh [JJIs OIpefie/ieHUs CPOKOB
TOHOCTH.

Bce TecThl HEOOXOAMMO TMPOBOJUTEL TIPU TIPUEMJIEMBIX YPOBHSIX 3HAUMMOCTH. B OTHOILIEHWUH
rapaMeTpoB, BK/IIOUAIOIIMX B ceOsi mapamerp 'cepus', pPeKOMEHyeTCs WCIIO0/b30BaTh YPOBEHb
3HauMMoOCTH, paBHbld 0,25, Ans ocTtanbHbIX mapameTpoB - 0,05. Eciu mo pesysbTaTam TecTa Ha



00beZIMHsIEMOCTb  BBISICHSIETCS, 4YTO OOBeAWHATb [aHHble pa3/NWYHBIX KOMOMHaiMii (akTopoB
JIOTIyCKaeTcsi, TO OIpeZesieHHe CpPOKa TOAHOCTH [ OOBbeJUHEeHHBIX JAHHBIX OCYILECTB/SEeTCS C
TIOMOLLBIO TIPOLIeAYPBI, [IPelyCMOTPEeHHOU MyHKTamu 233 - 235 HacCTosLero paszgena.

Eciu no pe3sy/nbraTtam npoBepKH Ha 00beJMHseMOCTb 0OHApy’>KHWBAeTCsl, UTO JaHHble HEKOTOPBIX
¢dakTopoB UMM KOMOMHaLWi (haKTOpOB He TMOAjeKaT 00beJUHEeHHI0, BO3MOXHbI 2 ClieHapusi: AJist
KKIOro BapHaHTa (DakKTOPOB M KOMOWHALMK (haKTOPOB, OCTAaBIIMXCS B MO/, CPOK T'OJHOCTH
OTIpe/Ie/ISIeTCsT OTJIeJIbHO WJTM B KaueCTBe eIMHOT0 CPOKa TOAHOCTH BhIOMpaeTCsi Hanbosiee KOPOTKUH U3
BCEX BapHUAHTOB ()aKTOPOB M KOMOMHAIMI (aKTOPOB.

246. [Ipyrve MeTO/pbl.

[oryckaeTcst UCII0/Ib30BaTh TakXKe Jpyrye CTaTUCTUYecKue Tpoliefyphl. Harnpumep, [/ist OLieHKA
5KBUBA/IEHTHOCTM  HAK/IOHOB U  CpeJHero CpoKa TOJHOCTM  [JOINYyCKaeTcs  HCIO/b30BaTh
COOTBETCTBYIOLIME NIPOLIeAYPHI C 1ie/Ibl0 TeCTa Ha 00beIMHsAeMOCTh AaHHbIX. O/JHAKO TaKylo MpoLeAypy
HeoOX0IMMO 3apaHee OIHUCaTh, OLIeHUTb U 000CHOBaTh, @ TAK)KE B OTIPe/ieJIeHHBIX CIyJasix COrIacoBaTh
C yNOJHOMOYEHHbIM OpraHOM roOCyJapCTBa-uneHa. [l  TOATBepXKJeHUs  [pUeM/IeMOCTU
CTaTUCTHUUECKUX CBOMCTB a/JibTePHATUBHOM IPOLeyphI Lie/iecoo00pa3Ho MpoBe/ieHre CUMYJISUN (ecu
MIPUMEHKMO).

14. AHanNu3 paHHbIX NPU BblGOpe KpaliHUX BapuaHToB (GpeKeTuHre)

247. CraTucTUyeckye IIpoLlefypbl, onucaHHble B IyHKTax 240 - 246 HacTosllero paspena,
JIOTTyCKaeTCsl WCII0/Ib30BaTh TIPU aHaaM3e [AHHBIX O CTaOWIBHOCTH, TIOMyueHHBIX TI0 pe3yJsbTaTam
WCCJIe/JOBaHUS C MCIIO/Tb30BaHUEM BbIOOpA KpaliHUX BapuaHTOB (OpekeTuHra). Hampumep, B OTHOIIIEHUH
JIeKapCTBEHHOI'0 TIperapara, MpejcTaBjieHHOro B 3 go3upoBkax (S1, S2 u S3) u 3 BapuaHTax
BMecTUMOCTU KoHTeliHepoB (P1, P2 u P3), KoTophle ObTH W3yUeHbI B MCC/IeJOBAHUU C UCII0/Ib30BaHUEM
BbIOOpa KpaliHMX BapuaHTOB (OpekeTWMHra), B COOTBETCTBMM C KOTOPBIM HCC/e[OBalvCh JHIIb 2
KpaliHUX BapuaHTa BMeCTUMOCTH KoHTelHepa (P1 u P3), OyzeT monyyeHo 6 COBOKYITHOCTeM /JaHHBIX U3
3 x 2 kKoMmOuWHaLMii "7MO3MPOBKAa - BMECTUMOCTb KOHTeiiHepa". [ljisi ompeseneHHss CpOKa T'OAHOCTH
JIOTyCKaeTCsl aHa/u3MpoBaTh JlaHHble B OTZAE/JBbHOCTM B COOTBETCTBUU C IIYHKTOM 243 HaCTOALIEro
pasjiena Wiy repe/ oripe/iesieHeM CpPOKa T'OIHOCTH TIPOBECTH TeCT Ha 00beIMHeMOCTb B COOTBETCTBUU
C NyHKTamu 244 - 246 HacTosLLero paszjesa.

Bbibop KpailiHMX BapuaHTOB (OpeKeTHHT) TIpeAroJiaraeT, 4ro CTaOW/IbHOCTh JIeKapCTBEHHBIX
rperiapaToB C KpalHWMMU BapyaHTaMH /103MPOBOK M BapvaHTaMU BMECTUMOCTH KOHTeWHEepOB OTpa’kaeT
CTabUIBHOCTh JIEKAPCTBEHHBIX TIPErapaToB C TPOMEXYTOYHBIMA BapuaHTaMH JI03UPOBOK. Ecmm
COTIJIaCHO CTaTUCTUUECKOMY aHa/M3y CTabuUIbHOCTD JIeKapCTBEHHOI'O Tiperapara B KpalHHX /J03UPOBKax
W1 BapuaHTax BMECTUMOCTH KOHTeMHepPOB pa3/Muaercs, JeKapCTBeHHble TiperiapaThl B
TIPOMEXKYTOUHBIX [JI03MPOBKaX W BapHaHTaX BMECTUMOCTH KOHTeWHEepOB TMpU3HAIOTCs He OoJiee
CTabUIBbHBIMU, UeM HavMeHee CTaOW/IbHBIN JIeKapCTBEHHBIN Mperapar C KpaiHUM BapHaHTOM (akKTopa.
Hanpumep, eci P1 B yKa3aHHOM TmipuMepe BbIOOpa KpaliHUX BapHaHTOB (OpeKeTHHra) MeHee CTaOwieH,
yeMm P3, To cpok rogHoctu P2 He fo/mKeH mpeBbIllaTh TakoBou Ajs P1. UHtepnionsius mexay P1 u P3
He JI0MyCKaeTCsl.

15. AHanu3 gaHHbIX UCcniefoBaHUii MO NaHy, NpegycmaTrpuBaroemMy
MaTpuyHoe niaHnpoBaHue

248. CornacHO MaTpMYHOMY IUIAHUPOBAHUIO B KaXKAOW OT[ENbHO B3ATOM BPEMEHHOM TOUKe
M3y4aeTcsl TOJIBKO [0/t OT 00IIero Kojmuectsa npod. B cBs3u ¢ 3TUM HEOOXOJMMO YAOCTOBEPUTHCS,



YTO MCC/Ie/IOBAaHbI Bce (haKTOPhl U KOMOMHALIMY (PaKTOPOB, CIIOCOOHBIE MTOB/IUSATEL Ha OTpe/iesieHre CpoKa
rogHoCTU. [Ijisi TIO/THOLIEHHOM WHTeprpeTaliy pe3y/bTaTOB HWCC/AelOBaHUSI M Olpeje/ieHus] CpoKa
rOIHOCTH Heo0XOJUMO PYKOBO/JCTBOBAaTbCSl OIpeZe/ieHHbIMH OOOCHOBAHHBIMH TIPeTIONOKEeHUSMH.
Hanpumep, npezmnosio)keHre 0 TOM, YTO CTaOWIbHOCTh UCC/Ie[JOBaHHBIX MPOO OTpakaeT CTabUIbHOCTh
BCex Tpob, Ao/mkHO ObITh BamugHbIM. Kpome Toro, ecnu miaH He cOajaHCUPOBaH, TO HEKOTOPbIe
(hakTOpbI WM B3aUMOZENCTBUS ()aKTOPOB MOT'YT BbINACTh U3 MCC/Ie[0BaHKs. B OTHOLIEHUM pa3nUUHbIX
BapMaHTOB KOMOHWHaLWH (haKTOPOB, MO//eKalUX 00beJUHEHHIO, MOYKET BBIJBUTAThHCS TIPEATIOIOKEHHEe
0 TOM, YTO B3aUMOJENCTBUS (PAKTOPOB BBICIIErO MOPsiKa He3HAuuMbl. [1OCKO/IBKY CTaTUCTHYECKU
TIPOBEPUTH TIPeAIo/IOKEeHHe O He3HAauWTe/bHOCTH I1apaMeTpOB BBICIIEr0 IOpsJKa, KakK IpaBuUilo,
HEBO3MOXXHO, TpUMeHeHHe MAaTPUYHOTO TIJIAaHUPOBAaHUSI BO3MOXKHO TOMBKO TIpY 00OCHOBAaHHOM
MpeJo/IOKeHNH, TIOJKPEeIUIEeHHOM [JIOMOJHUTE/bHBIMA  [JaHHBIMH, YTO TakKue B3auMOJeHCTBUS
JleiCTBUTE/IbHO He3HAUWTEIbHBI.

[nsi aHanv3a J@aHHBIX O CTaOWIBHOCTH, TIOJyYeHHBIX II0 pe3y/bTaTaM MCC/IeloBaHUsl C
NIpUMeHeHHeM MaTpUYHOIO IJIaHWMPOBAHMS, [OIYCKaeTCsl UCMO/b30BaTh CTaTUCTUUECKYIO IIPOLeAypY,
TpelyCMOTPeHHY0 TTyHKTaMu 240 - 246 HacTosimero paszena. B cratuctrnyeckoM aHasm3e HeOOXOAUMO
OIMUCaTh WCIIO/Ib30BaHHBIE TIPEATIONOXKEHUsT W TIpolleAiypy. B uyacTHOCTH, HeoOXOAWMO yKa3aTb
Tpe/INoJIOXKeHNs, JIeXKallje B OCHOBe MO/ie/iv, B KOTOPOU NapaMeTpbl B3aUMO/eNCTBUSI He3HAUUTe/TbHBI.
Ecmm Ans uckmoueHUss U3 MoOJeny B3avMOJIeMCTBUM (PAaKTOPOB HCIO/b30Bajlach Ipe/iBapUTe/bHast
npoLielypa, ee He0OXoAUMO orucaTh U 060cHOBaTh. HeobxoauMo onvicaTh KOHEYHYIO MO/IeNb, KOTOpast
WCII0/Ib30BajIach /IS OTpejiesieHnsi Cpoka rofHoct. OrmpejesieHre CpoKa TOAHOCTH HeoOXOAMMO
OCYLL[eCTBUTb [0 KaXK[IOMy U3 OCTaBLIUXCA B MOJe/d IapaMeTpoB. lcriosb3oBaHue MaTpUYHOIO
[JIaHUPOBAHUSI MOJKeT JlaBaTb 3aHWKEeHHOe 3HaueHWe CpoKa TOJHOCTH, 4YeM CpOK T'OJHOCTH,
T0J1y4yaeMbli [PU UCII0Ib30BAaHUU TTOJIHOTO T/1aHa UCC/Ie[J0BaHUH.

Ecimu mnmaH  uccnenoBaHui  TpefycMaTpyBaeT BbIOOp KpallHMX BAapHAHTOB W MaTpUYHOE
[JIaHUPOBaHUe, [I0IyCKaeTCsl MPUMEHATh CTaTUCTUUECKYH MNpoLefypy, NpeJyCMOTPEHHYIO MMyHKTaMHu
240 - 246 HacTos1Lero paszesna.

X. MocTperncTpauuoHHbIe uccneaoBaHUs CTabUIbHOCTHU
1. O6LWme NonoXXeHus

249. B Hacrosimem pasfjesie TpuBeZieHbl TpeOOBaHUS K JIaHHBIM O CTaOUIBHOCTH, KOTOpbIE
HeoOXOZMMO TIpe/ICTaBUThH C LeJibl0 0DOCHOBAaHUWS BHECEHWs M3MeHEHWH B PervMCTpPalOHHOEe [OChe
JIeKapCTBEHHOI'O IperapaTa B COOTBeTCTBUM C IIpaBuiamu perucrpanjuu M 3KCIiepTusbl. B Hacrosiem
pasjienie TipejicTaB/ieHbl 00IIMe yKa3aHUs 0 BHeceHUM u3MeHeHUM IA u IB TuUmMoB M paccMaTpuBaroTCs
TpebOBaHUS K JJaHHBIM TIPU Haubosee yacTbiX U3MeHeHusix III Ttuma. HacTosiiuii pasgen pa3wpsicHSIET U
JIOTIONHsIeT TpeOOBaHMWs, TIpeAbsiBIseMble K CTabUIbHOCTH (hapMarieBTHUecKoW CcyOCTaHIMU W
JIeKapCTBEeHHBIX IIperiapaToB U cofepskawiuecss B rpuaoxeHud N 19 k [lpaBuiam perucrpauyu v
9KCIIepTU3bI.

250. Tloso)keHWsI HACTOSIIEr0 pasjesa TPUMEHUMBbI K (apMarieBTUUeckod CyOCTaHIUHM U
COOTBETCTBYIOIIUM JiIeKapCTBEHHBbIM TiperapaTaM, T[IOJyUYeHHbIM TyTeM XHWMHWUYeCKOro CHHTe3a.
PapvodapmarieBTHUecKre mperaparthl, 6uosioruyeckrie (MMMYHOJIOTMUeCKHe) TperapaThl U Mperaparsl,
TI0JTyueHHbIe OMOTEXHOIOTMUECKUM ITyTeM, He BXOZAT B chepy NMPUMeHeHHs HaCTOsIIero paszjerna.

251. Ecnmi BHOCHMBbIe W3MeHeHHsi TpeOylOT TOy4eHHs [JaHHBIX O CTa0M/IBHOCTH TOTOBOTO
Triperapara Wiu apMarieBTHUeCcKOi cyOCTaHIMM, He0OX0JUMble UCCIeJOBaHUSI CTaOMTBHOCTH, BK/TIOUAsT
CepuH, B OTHOLLIEHUH KOTOPBIX B3SThI 00sI3aTe/IbCTBA, BO BCEX CAyYasx CleAyeT MpOo/0/DKaTh B TeueHHe



0/100peHHOT0 yTIOJTHOMOYEHHBIM OpraHoM (3KCTepTHOM opraHu3anueii) pedepeHTHOTO TocyAapCcTBa
MpU  PErvCTpalliy  JIeKapCTBEHHOTO TMperiapata CpoKa ToJHOCTH (Tiepuoja [0 TIOBTOPHBIX
ucciefioBanuii). Eciy rpu XpaHeHWM OOHApY>KUBAlOTCSl OTKJIOHEHWS OT TOKa3aTresied CTaOW/IbHOCTH,
HaripyuMep, HECOOTBETCTBHME (B TOM UHC/ie TIOTeHI[MasbHOe) crieluduKalud, HeoOXoAuMOo
He3aMe//TUTe/TbHO OIOBeCTUTh 00 3TOM YIOJIHOMOUYEHHbIe OpraHbl TOCY/apPCTB-U/IEHOB, BbIZIABIIIME
perucTpalioHHOe YA0CTOBePeHHe COOTBETCTBYIOIIero JJeKapCTBEeHHOTO Tiperapara.

252. O6BeM | TUIaH WCCIeJOBaHUM CTAaOWUIBHOCTH B LIe/ISIX BHECEHUs W3MEeHEeHHMM OITpe/e/sIFOTCs
3HaHWEM U OTBITOM, HAaKOTIJIEHHBIMU T10 Pe3y/bTaTaM MCC/e/[oBaHus (hapMalleBTHUeCKOW CyOCTaHIIMU U
TOTOBBIX MpPerapaToB, C Y4eTOM CJ/IeAYHOIIUX CBeIeHUM:

a) B ciydae (apmarieBTUYeCKOW CyOCTaHLMU: MPOGWIb CTaOUIBHOCTH, BKJIIOYAsh Pe3yJbTaThl
CTPECCOBBIX MCC/IIOBAaHUM (ec/iM TIPUMEHUMO) (3a MCK/IIOUEHWEM pacTUTebHBIX IperapaToB),
JOTIOJIHUTE/IbHbIe  JaHHbIe, OCHOBHBIE [JaHHBle TI0 pe3yjbTaTaM MCC/IeJOBaHUHA B  YCIOBHSX
JIOJITOCPOYHBIX ¥ YCKOPEHHBIX UCC/IeJOBaHUH;

0) B cylydae TOTOBBIX MpEMNapaToOB: JOTOHUATE/IbHBIE /JaHHbIE, OCHOBHBIE JIaHHBIE 110 pe3y/ibTaTaM
WCCIe[IOBaHUM B YCJIOBUSX JOJTOCPOUHBIX U YCKOPEHHBIX UCC/Ie0BaHUM.

253. Tlpu m06bIX H3MEHEHUSIX 3asBUTe/b OIpejesseT BAUSHUE BHOCUMBIX H3MeHeHUW Ha
roKaszaTeqM KaueCTBa W CTaOMIBHOCTH (papmalieBTHUeCKOW cCyOcTaHUMd U (WIM) TOTOBBIX
JleKapCTBEHHBIX TIperapaToB.

254. Ecnu TpeOyroTCs laHHBIe 0 CTabUIBHOCTH, BBIOOD YC/IOBUM UCC/IeIOBAaHUM OCYIIIECTBIISIETCS B
cootBeTcTBUHM C pa3zenami III - VII HacTosmyx TpeboBanuid. [ vicciefoBaHus CTaOUIBHOCTH MOTYT
TIPUMEHSTBCS BBIOOD KPaliHUX BApHAHTOB (OPeKUTUHT) U MaTPUYHOE TUIAHMPOBaHWE B COOTBETCTBUU C
pazgenom VIII HacTosmux TpeboBaHuiA.

255. Pe3ynibTaThl UCCIeJOBaHUM CTaOUIBHOCTH W3MeHeHHOM (apMalieBTUUecKor CyOCTaHL[UU UTH
JIeKapCTBEHHOT0 Tperapara, BK/IH04asl 3arpolleHHbI IPOMe)XYTOK BpeMeHH, OMKCaHHbIN B HACTOALLEM
pasziene, C WCIIO/Jb30BaHUEM YC/IOBUM JIOJITOCPOYHBIX M YCKOPEHHBIX HWCC/Ie[0BaHUM CileflyeT
CpaBHMBATh C WCC/Ie[OBaHUSMH, TPOBeJEHHBIMA C HEeM3MEeHeHHOM (apMalleBTUUecKOl cyOcTaHIjuei
WIM TOTOBBIM TIperapaTtoM. JTO o0ecreunMBaeT OTCYTCTBHE HEraTUBHOTO B/MSHUS Ha TPOQUIb
CTabUIBHOCTH, TO €CThb Tipefienbl CrelduKaiuii Ha (apMalleBTHUECKYyl0 CyOCTaHIMI0 WU
JleKapCTBeHHbIM TiperiapaT OyayT coOuro/jaTbCs Ha KOHel| TpeJJIoKeHHOro Tepuojia [0 TOBTOPHBIX
YCCIIelOBaHUM UM CpoKa rofHocTH. CpaBHUTe/IbHBIE JlaHHble HeM3MeHeHHOr o Iperapara, IojjaBaeMble
C M3MeHeHHeM, MOTYT ObITh OCHOBaHbI Ha MPOIILIBIX UCCIe0BaHUSIX.

B oOTHOLIeHWM J/1IeKApDCTBEHHOI'O PACTUTENbHOTO ChIpbsl, TPOMEXKYTOUYHbIX TIPOAYKTOB U
COOTBETCTBYIOIIMX PpaCTUTE/bHBIX JIEKADCTBEHHBIX IIperapaTtoB TakXXe JIO/DKHBI IPUMEHSITbCS
PYKOBO/ZICTBA IO KauecCTBY JIeKapCTBEHHBIX paCTUTE/IbHBIX MpernaparoB, yTBep)kjaemble Komwuccuen.
[Tpy HamuuKu 000CHOBaHUs 3asiBUTesIsT U UH(OpMaluu 00 yC/IOBUSX XpaHeHUs TperiapaTta Hike 25 °C
VCC/IefloBaHUE DAaCTUTebHOTO ChIpbSl U JIeKAPCTBEHHBIX pAaCTUTE/BbHBIX IIperapaTtoB B YCIOBHUSIX
YCKOPEHHBIX WM IPOMEeXKYTOUYHBIX UCC/IeI0BaHUM JOIyCKaeTCsl He POBO/UTb.

Ecu momyctrMa 3KCTpanosisaius, ciaesyeT o0paTUThCS K TIo/pa3/ienny 3 HaCTOSIIero paszena.
256. smenenus I tura.

Ecnu BHOCHMMBIE U3MeHEHHs B PeErucTpalijuoOHHOe OOChe YAOBJIETBOPAKOT KPUTEPUAM W3MeHeHu



IA Twura, ykaszaHHbIM B mipuiokeHud N 19 k [IpaBuiam peructpanyy U 3KCIIE€PTH3bI, U HEOOXOAUMO
TNIPe/ICTaBUThL JlaHHbIe O CTAaOM/IBHOCTH, MpefyCMOTpPeHHbIe AomnonHeHWeM V K mpunokeHnto N 19 k
IIpaBuiam pervcrpanyu U 3KCIepTU3bI.

B cootBerctBuM c npunoxxenreMm N 19 k IIpaBunam pervcrparnjuu U 5KCriepTusbl u3MeHeHue 1B
THUIIA SIB/ISIETCST K3MeHeHWeM, TIPU KOTOPOM Bcerzia TpebyeTcst npe/icTaB/ieHue JaHHBIX O CTaOM/IbHOCTH.
B ponosnnenuu V k npunoxenuto N 19 k IlpaBuiam peructpayyy U 3KCrepTHU3bl NIPUBOASATCS TTPUMEPBI
pa3/IMuUHbIX BapHaHTOB M3MeHeHU# IB Tuma, KoTopble ObUTM BK/IFOUEHBI B HEro BMecTe C TpeOyemoii
JOKyMmeHTauued. Ecim m3MeHeHWe MO)KeT TOBJMATH Ha CTabUIBHOCTb, HeOOXOAWMBIE HAa MOMEHT
TOJIAUM PErMCTPAJMOHHOTO /I0Che /JaHHbIe O CTaOW/IBHOCTH yKa3aHbI B [JOTIOJTHEHUH V K TIPUIOXKEHHIO
N 19 k IlpaBunam perucrpany M 3Kcneptysbl. B MHBIX ciyvasx usMeHeHud IB Tumna nmo ymomuanwuto,
KOTOpbIe He OMMCaHbl OTJeNbHO B JOIOJHeHUU V K rnpuioxkeHvto N 19 k IlpaBunam perucrpauyu u
9KCIIepTU3bl, 00beM HeoOXOAMMBIX [AHHBIX O CTaOUILHOCTH OIpefiessieTcsl B KaK[OM OTAeTbHOM
ciyyae. Heobx0oiMMO yuMTBIBaTh CrieljaibHble TPeOOBaHHMs K yKa3aHHBIM U3MeHeHUsIM, KOTOpble Obln
BKJ/IFOUeHBI B J0M0/IHeHHe V K npuioxkeHuro N 19 x IIpaBuiam perucrpaniy U 5KCIepTysbl B KauecTBe
[IPUMepOB.

257. W3menenus II Tuma onmcansl B fgomosiHeHMHA V K npwioxkeHdto N 19 k IlpaBunam
pervcTpalyyd ¥ 3KCIepTH3bl, TIPU 3TOM B OOJIBIIMHCTBE YKa3aHHBIX B HEM CJjiydyaeB TpeOOBaHUS K
HeoOXO[MMBbIM JIaHHBIM TP BHECEHWM TaKUX W3MEHeHUM He Cojiep)KaTcs B JOMOJIHeHUH V K
npunoxxeHuto N 19 k [1paBusiam perucTparny U SKCIepTU3bI.

N3menenusi 11 Tuma, mnpuBefeHHble [anee, KacarwTCSd OTAeNbHbIX u3MeHeHud Il Twuma,
TpYBeIeHHbIX B 010/HeHu V K nipuioxkeHuto N 19 k IIpaBuiam pervcrpanuu u sKCriepTusbl. JlaHHbIe
0 CTaOW/ILHOCTH, yKa3aHHble HIKEe, JO/DKHBI ObITb YaCThiO [JOKYMEHTAl[UH, TI0JJaBaeéMOM B CBSI3U C
W3MEeHEeHUEeM.

258. Kog usmenenust b.1.a.1.6 (npuBefeH B cooTBeTCTBUM C npunoxkeHreM N 19 k IlpaBusam
pervcTpaudd U 3KCrepTusbl). V3MeHeHMe TPOU3BOAWTENSI HWCXOAHOrO MaTepuana (peakTHBa,
MPOMEXKYTOUHOTO TIPOAYKTA), MCIOAb3yeMOro B Tpoljecce TPOU3BOACTBA (papMaljeBTUUeCKOH
cyOCTaHLMM, WM W3MeHeHWe Tpou3BoAuTessi (hapMarieBTHUecKor cyOcTaHuy (BK/IOUasi, eciau
MPUMEHUMO, TUIOLIAKM TI0 KOHTPO/IIO KauecTBa), (hapMarieBTUUeCKOW CyOCTaHLMM, eCcid B
PerucTpaliiOHHOM [I0Che JIeKapCTBEHHOTO TIperiaparta OTCYTCTBYeT CepTU(UKAT COOTBETCTBUS
EBporneiickoii ¢apmakoriee, ceptudukar cooTBercTBusi @®apmakorniee Coro3a wiu dapMakoriesm
roCy/JapCTB-U/IeHOB: BHECEHHE HOBOT'O TIPOM3BOIUTeIS (hapMalieBTUUeCcKoi cyOCcTaHI|uKi, 000CHOBAaHHOM
MacTep-daiisiom apMarieBTHUeCKor CyOCTaHIIH.

I[Tpu BBeieHMM TTpOU3BOAUTEIS (hapMalleBTHUeCKO# CcyOCTaHI[uKM, 000CHOBaHHOTO MacTep-(haiiiom
(dapmalieBTHUECKOM CyOCTaHIMM, [aHHble O CTaOWIBHOCTM HeoOXOJWMMO BK/IIOUWTH B YacTb
MacTtep-(atina hapmarieBTUUeCKoi CyOCTaHIL[MK ITPOU3BOAUTEIIS.

B oTHolleHny JaHHBIX 0 CTaOM/IBHOCTH (papMalleBTUUeCKOUW CyOCTaHL[UK He0OX0AUMO Clie[loBaTh
yKa3aHUsIM, cofiep>KalumMcs B paszene VI Hactosimyx TpeboBaHuii.

Ecmu n3MeHeHWe ToKa3aresiell KauecTBa (papmarjeBTUYeCKOW CyOCTaHLIMM MOXKeT TPUBECTH K
CHIDKEHUIO  CTaOW/IILHOCTM  TOTOBOTO  JIEKAPCTBEHHOTO  TIperiapata, MOTYT  IOTpeOOBaThCs
JIOTIOJTHUTE/TbHbIe 6-MeCsTUHble /laHHble O CTaOWIBHOCTH TOC/EeJHEr0 B YCJIOBUSIX AONTOCPOUYHBIX M
YCKODEeHHBIX HCC/IeZloBaHUM He MeHee 2 cepuil, 00beM KOTODbIX He MeHbIlle, ueM 00BeM
OIBITHO-TIPOMBIIIJIEHHON CepUH.



259. Kop usmenenusi b.l.a.1.B. VMI3MeHeHue TIpOU3BOAUTENsS] UCXOAHOTO MaTepuasa (peakTHBa,
MPOMEXKYTOUHOTO TIPOAYKTA), MCIOAb3yeMOro B Tpoljecce TPOU3BOACTBA (papMaljeBTUUeCKOH
CcyOCTaHI[UM, WM W3MEHEHWe TIpOM3BOJuTeNs (hapMalleBTUUeCKOW CyOcTaHI[uM (BK/IOUYasi, eC/iu
MIPUMEHUMO, TUIOIIAZIKU TI0 KOHTPO/IIO KauecTBa), (¢apMarjeBTUUeCKOW CyOCTaHLMM, €ec/ld B
PerucTpallMOHHOM JIOCbe JIeKapCTBEHHOIO Tiperapata OTCYTCTBYeT CepTHU(UKAT COOTBETCTBUS
EBponeiickoii ¢apmakoriee, ceptudukat cooTBercTBusi @®apmakorniee Coro3a Wiu dapmakoresm
rOCyJapCTB-UJIEHOB: Mpe/ijlaraeMblii POU3BOANTE b UCTIONB3YeT Pe3K0 OT/IMUAFOIIANCS CITocob CHHTe3a
WM YC/IOBUSI TIPOM3BOJCTBA, KOTOpPble MOTYT U3MEHUTh TaKhe BaKHble TIOKa3aTelId KauecTBa
dapMarieBTUUeCcKol CyOCTaHIIUM, KaK KauyeCTBEHHBIH W (W/IM) KOJTMUYECTBEHHBIA MPOGH/Ib TTPUMECeH,
TPeOYIOIMI KBaTM(PUKALIY, UK PU3UKO-XUMHUUYECKHEe CBOWCTBA, BJUSION[HE Ha OMOIOCTYITHOCTD.

B oTHOIlIeHUY AaHHBIX O CTaOUIBLHOCTH (hapMalleBTUUECKOUW CybcTaHI[MM HeobX0[uMO CieloBaTh
yKa3aHUsIM, COJIePIKaIUMCs B paszesie V HacTosmx TpeboBaHMA.

Eciu u3MeHeHue TOKa3arenedl KadecTBa (hapMaljeBTHUeCKOW CyOCTaHIMM MOXKeT TIPUBECTH K
CHWKEHWIO  CTaOWJIBHOCTH  TOTOBOTO  JIEKADCTBEHHOTO  TIperapaTa, MOTYT  TOTpeboBaThbCs
JIOTIOJTHUTE/TbHBIE 6-MeCsuHble [aHHbIe O CTAaOWIBHOCTH TIOC/IE[HETO B YC/IOBUSIX AOITOCPOYHBIX U
YCKOPEHHBIX HCC/IeZIOBAaHUM He MeHee 2 cepuii, 00beM KOTOPbIX He MeHbIlle, ueM 00beM
OTBITHO-TIPOMBIIIJIEHHOM CepHHu.

260. Kog usmenenusi b.l.a.1.k. VI3MeHeHWe TPOU3BOAUTENSI WCXOJHOIO MaTepuasa (peakTHBa,
MPOMEXXYTOUHOTO TIPOAYKTA), MCIOAb3yeMOro B TpoLiecce TMPOU3BOACTBA (papMal|eBTHUeCKOH
cyOCTaHI[UM, WM W3MeHeHWe TIpOW3BOAuTeNs (hapMalleBTHUeCKOW CyOcTaHIuM (BK/IOUasi, eCiu
MIPUMEHUMO, TUIOIIAZIKU TI0 KOHTPO/IIO KauecTBa), (apMarieBTUUeCcKol CyOCTaHIMM, eC/d B
pervcTpaloHHOM [/IoChe OTCYTCTByeT cepTu(dUKAaT cooTBeTcTBUs EBporietickoit  ®apmakoriee,
ceptudukar coorBercTBusi Papmakoriee Coro3a uaM (apMakornessM TOCYJapCTB-UIEHOB: BHeCeHHe
HOBOIO  TIpoM3BOAMTE/NsT  (hapMmarieBTHUeCKOW  CyOCTaHI[MH, He  HUMelolled  mactep-daiiia
dapMarieBTHUeCKOW CyOCTaHIUM U TpeOyrole CyleCTBeHHOr0 OOHOBJ/IEHUSI COOTBETCTBYIOIIErO
pasjiesia perucTpariiOHHOTO [0Che (hapMal|eBTHUeCKOW CyOCTaHI[|H.

B oTHollleHny JaHHBIX 0 CTaOM/ILHOCTH (PapMalleBTHUECKOUW CyOCTaHI[UK HeOOXOAUMO C/ie[iloBaTh
yKa3aHusIM, cojiepkaiumcs B pasgene VI Hacrosimux TpeboBaHui.

Eciu u3mMeHeHue ToKa3arenedl KadecTBa (hapMal|eBTMUecKoW CyOCTaHLMM MOXKeT TIPUBECTH K
CHIDKEHUIO  CTabW/IBHOCTM  TOTOBOIO  JIeKapCTBEHHOrO  [Iperiapara, MOTYT  I0Tpe0oBaThCs
JIOTIOJTHHTe/IbHbIe 6-MecsiYHble JlaHHble O CTaOWIBHOCTH TOC/eJHEro B YC/IOBUSIX JONTOCPOYHBIX U
YCKOPeHHBbIX HCC/e/JOBaHM He MeHee 2 cepuidd, 00beM KOTOPHIX He MeHble, ueM O00BeM
OIBITHO-TIPOMBILLTIEHHON CepuH.

261. Kop wusmenenusi b.l.a.2.6. V3meHeHue Tipoljecca TPOU3BOJACTBA (papMalieBTUUYeCKOM
cyOCTaHLIMM: 3HaUMMOe HM3MeHeHHe Tpoljecca NMPOU3BO/CTBa (hapMalieBTHUecKoi CyOcTaHIMM, KOTOpoe
MOXKeT OKa3aTb CYILeCTBeHHOe BJIMSHHME Ha KauecTBo, 0e30macHOCTb WM 3¢ eKTHBHOCTD
NleKapCcTBeHHOro rpernapaTta. [Ipy u3meHeHny mpotiecca Mpou3Bo/CTBa (hapMalleBTHUeCKO CyOCTaHLUM
JIOITyCKAaeTCsI UCTI0/Ib30BaHue C/IeZlYOLUX IT0AXO0/10B.

Eciu usMeHeHre mokasaTtesieil kauecTBa (HampuMmep, (HM3UYeCKUX CBOWCTB, POQUIIS TpUMeceil)
(apmalleBTUUeCKOM CyOCTaHLIUM MOXXeT TIPUBECTH K CHIDKEHUIO ee CTabuIbHOCTH, HeobXoAuMo
MIpe/ICTaBUTh CPaBHUTeJIbHbIE JIaHHble O CTAaOWIBHOCTU B YCJIOBUSIX JOJTOCPOYHBIX U YCKOPEHHBIX
vccie[oBaHuM papMar[eBTHUeCKOM CyOCTaHIUM 10 U TT0C/Ie ee U3MeHeHMs:



JJ1s1 CTabUbHBIX (papMarieBTHUYeCcKuX CyOcTaHLMi - 3-MeCsiYHOe Hcciie/joBaHe Ha 1 cepuu, 00bem
KOTODOW He MeHbIlle, 4YeM OOBeM OIBITHO-TIPOMBIIIEHHON cepuu (ompezeneHue CTabUIBHOU
apmarieBTHUeCKOl cyOCTaHLMM TIpe/iCTaB/IeHo B TI0Zpasziernie 3 HAaCTOSAIIETo paszena);

JUIs HeCTaOWIbHBIX (DapMalleBTUUeCKUX CyOCTaHI[UM - 6-MecsuHOoe MCCIeoBaHHe Ha 3 Cepusix,
00BeM KOTODPBIX He MeHbIIle, Y4eM 00beM OIMBITHO-TIPOMBIIIJIEHHBIX CePUA.

Ecmm v3MeHeHMe TIOKa3aresed KauecTBa (papMalleBTHUECKOW CYyOCTaHLMM MOXKET TIPUBECTH K
CHIWKEHHWI0 CTabW/IbHOCTH TOTOBOTO IperiapaTta, MOTYT TIOTPe0OBaThCsS JOTIO/HUTETbHbIE 6-MeCcsuHbIe
JlaHHbIe O CTAOWIBLHOCTH TIOC/TE€QHEr0 B YCJOBUSX AONTOCPOYHBIX U YCKOPEHHBIX HMCC/Ie/JOBAaHUN He
MeHee 2 cepuii, 00beM KOTOPBIX He MeHblIle, YeM 00beM OMBITHO-TIPOMBIIIIEHHBIX CEPUH.

262. Kop wusmenenuss bB.l.a.2.r. V3meHeHus Tmipoljecca TpPOM3BOZCTBA (papMalieBTUUYeCKOi
cyOCTaHL[UM: W3MeHeHWe 3aTparvMBaeT JieKapCTBEeHHbI pacTUTe/bHBbIM TIperapaTr, a WMeHHO:
reorpauueckuii UCTOYHHK, CHOCOO MPOW3BOJCTBA WM NPUroTOB/eHUs. [Ipy M3MeHeHMHM Tpoliecca
NIPOU3BO/CTBA (hapMarieBTHUeCKOW CyOCTaHIMM JOMyCKaeTCs MCTI0/Ib30BaHKe CeyIOMIMX TOX0/0B.

Ecmu u3meHeHMe MoOKa3aTesieli KauecTBa (HarmpuMmep, pU3nyecKuX CBOWCTB, Mpodussi ipumeceii)
(apmalieBTHUECKOM CyOCTaHLIMM MOXXeT TIPUBECTH K CHIDKEHUIO ee CTabuIbHOCTH, Heo0XoAumo
MpeJiICTaBUTh CpaBHUTe/IbHbIE JlaHHble O CTAabWIBHOCTU B YC/IOBUSIX JONTOCPOYHBIX U YCKOPEHHBIX
ucce0BaHUN apMalieBTUUeCcKoi CyOCcTaHIMK /10 U 110C/Ie ee U3MeHeHUs:

JUis1 CTaOUMBbHBIX (hapMaljeBTUUeCKuX CyOCTaHIui - 3-MecsiuHOe MCciefioBaHue Ha 1 cepuu, 00beM
KOTOpDOM He MeHbIlle, ueM O00BeM OIBITHO-TIPOMBIILIEHHOW cepuH (orpejesieHHe CTabUIBHOM
dapMarieBTUUeCKOW CyOCTaHIM TIPeJICTaB/IeHO B MO/ipa3ziesie 3 HaCTOSAIIEro paszjerna);

JUI HeCTaOWIbHBIX (hapMalleBTHUeCKUX CyOCTaHI[Ui - 6-MecsuHOe HMCCae/oBaHue Ha 3 Cepusix,
00beM KOTOPBIX HE MEHbIIIE, UeM 00bEM OIBITHO-TIPOMBIIIIJIEHHBIX CEPHUH.

Eciu u3mMeHeHue ToKa3arenedl KadecTBa (hapMal|eBTMUeCKMX CyOCTaHLMM MOXKeT TIPUBECTH K
CHIDKEHHUIO CTabWIbHOCTH T'OTOBOTO IperapaTta, MOTYT M0Tpe0oBaThCsl [JOTIOHUTE/IbHbIE 6-MeCsSYHbIe
JlaHHBIe 0 CTAaOM/IBHOCTU B YCJIOBUSIX /IOJITOCPOYHBIX M YCKOPEHHBIX MCCIeZloBaHUN He MeHee 2 Cepui,
00beM KOTOPBIX He MeHbIlIe, YeM 00beM OTBITHO-TTPOMBILIIEHHBIX CePUH.

263. Kom wu3menenuss b.I.B.1.6. VI3MeHeHuWe TepBUYHOM YIaKOBKH (hapMarieBTHUeCKOMH
CyOCTaHLIMM: KaueCTBeHHBIN 1 (M) KOJIMUECTBEHHBIM COCTAB /ISl CTEPWIBHBIX UM He3aMOPOKeHHBIX
61osIorNyecKux (MMMYHOJIOTMUeCKHX) (papMalieBTUYeCKUX CyOCTaHLUMI.

[Tpy U3MeHeHUH TIePBUYHOM YTIaKOBKM CTEPH/IbHOM (hapMarieBTHUeCKoi cyOcTaHITMM HeoOX0AMMO
TIpe/ICTaBUTh CPAaBHUTE/IbHbIE 6-MeCsUHbIe JaHHbIe O CTAaOMILHOCTH (DapMalleBTHUeCKOW CyOCTaHIUHU B
YCJIOBUSIX JIOJITOCPOYHBIX M YCKOPEHHBIX MCCIe[OBaHUMN 2 cepuii, 00beM KOTOPbIX He MeHbllle, UeM
00bEeM OIBITHO-TIPOMBIIIIJIEHHBIX cepuid. [To/10)KeHusT HaCTOAIIero MyHKTa He PaCIpOCTPaHSIOTCS Ha
Ouosiornueckye (MMMYHOJIOTHYECKHE) (papMalieBTHUeCKHe CyOCTaHITHUH.

264. Kox usmenenusi b.I1.a.3.6.2. V3meHeHue cocTaBa (BCIIOMOTaTe/bHBIX BeEIeCTB) TOTOBOTO
Trperiapara: KaueCTBeHHbIe WM KOJIMUeCTBeHHbIe u3MeHeHus1 1 uim Gosiee BCTioMoraTe/TbHBIX BeIlecCTB,
KOTOpble MOTYT CYIIeCTBEHHO TMOB/UATH Ha KauecTBo, 0e3omacHOCTs WM 3P ¢HeKTUBHOCTD
JIEKapCTBEHHOr0 nmpernapaTta. Ilpy u3MeHeHMM COCTaBa TOTOBOrO IMperapaTa JOMyCKaeTcs
VICII0J/Ib30BaHye CJIeYIOIINX MO4X0/0B:



a) [l JIleKapCTBeHHbIX (OpPM, CTaHZAPTHBIX B OTHOIIEHWHW TOKa3aTejed CTaOW/IbHOCTH
(HaripuMep, TBepble JieKapCTBeHHbIE ()OPMBI C HeMe[JIeHHbIM BBICBOOOXK/IEHHWEM, PacTBOPHI), TIpU
YC/IOBUM CTabUIBHOCTH (hapMarieBTHUeCKON CyOCTaHIIMK PeKOMEeHIYeTCs MpeiCTaBUTh CPaBHUTE/TbHbIE
6-MecsTUHbBIe [JaHHBIE O CTAaOWMILHOCTH B YCJIOBUSIX JOJITOCPOYHBIX U YCKODEHHBIX HWCC/e[JOBaHWN 2
cepuii, 00beM KOTOPBIX He MeHblIlle, UeM 00beM OTBITHO-TTPOMBIIIIEHHBIX Cepui;

6) [ 7eKapcTBeHHBIX (OpM, KPUTHUECKHMX B OTHOIIEHWM TI0Ka3aTejel CTaOM/IbHOCTH
(HaripuMep, JIeKapCTBeHHBIX ()OPM C TIPOJIOHTUPOBAHHBIM BBICBOOOK/IEHHEM), WJTH TIPH HeCTabUTbHOCTH
dapMarieBTHUeCKol CyOCTaHIUM PeKOMEHIyeTCs TIPe/ICTaBUTh CPaBHUTE/bHbIE 6-MeCsuHble IaHHBIE O
CTabUIBHOCTH B YCJIOBUSIX ZIONTOCPOYHBIX ¥ YCKOPEHHBIX UCC/Ie/JOBaHUI He MeHee 3 TIepBUYHBIX CepHil.
2 u3 3 cepuii [JO/DKHBI OBITH 00HEMOM He MeHblIle, UeM 00beM OIMBITHO-TIPOMBIIIJIEHHBIX Cepyid, 00beM
3-11 MOXKeT OBbITh MeHblIIe.

265. Kox n3menenus b.11.a.4.6. Vi3meHeHre MacChl 000/I0UKY JIeKAPCTBEHHBIX ()OPM /151 IpHemMa
BHYTPb WM W3MeHeHHe MacChl 000JI0UKU KariCyJbl: JieKapCTBeHHbIE JOPMBI C KUIIIEYHOPACTBOPHUMBIM,
MO/UGUIIMPOBAHHBIM WK TIPOJIOHTHPOBAHHBIM BBICBOOOXK/IEHHEM, B KOTOPBIX 000JI0UKA SIBJISIETCS
KPUTUUECKUM (DaKTOPOM BLICBOOOXK/I€HHSI.

[Tpy m3MeHeHWM MacChl 00OJIOUKU JIeKApCTBEHHBIX (DOpPM Jisi MpHemMa BHYTPb PeKOMeHAYeTCs
Mpe/ICTaBUTh CpPaBHUTe/IbHbIE 6-MeCsuHble [aHHbIe O CTAaOWIBHOCTA B YCJOBHUSIX [OJITOCPOUHBIX U
YCKOPEeHHBIX HCC/IeJOBaHUl He MeHee 3 TePBUYHBIX Cepuil. 2 U3 3 cepuil JO/DKHBI ObITb 06BEMOM He
MeHbIlle, YeM 00beM OTIBITHO-TIPOMBIILIJIEHHBIX CepHid, 00beM 3-if MOXKeT ObITb MeHbIIIe.

266. Kop nsmenenus b.I1.a.5. VI3MeHeHue KOHLIeHTpaLjMy OJHOZO03HOI'O, MOJJHOCTHIO BBOAVMOIO
rapeHTepasibHOTO TIperapaTa TP HEW3MEHHOCTH COZiep)KaHusl (papMalleBTUUeCKOW CyOCTaHI[UM Ha
eZIJUHUL]Y /103bl (TO eCTh JO3UPOBKH).

[lpy W3MeHeHWW KOHLIEHTPALMU O/IHOJ03HOTO, TIIOJHOCTbIO BBOJUMOTO TApeHTepasbHOr0
nperiapaTa peKOMeH/lyeTCsl TIpe[CTaBUTh CpPaBHUTe/IbHbIE 6-MeCsuHble JaHHbIe O CTaOWILHOCTH B
YCJIOBUSIX JIOJITOCPOUHBIX M YCKOPEHHBIX MCC/Ie/I0OBaHUI He MeHee 3 TEpPBUUHBIX CepUid. 2 U3 3 cepuid
JIOJDKHBI ObITh 00BEMOM He MeHbIlle, YeM 00beM OMBITHO-TIPOMBIIIIEHHBIX Cepui, 00beM 3-ii MOXKeT
OBbITb MeHbIIIe.

267. Kog usmenenus: b.I11.6.1.B. 3amMeHa Wi fobaBieHHe HOBOW MPOW3BO/JCTBEHHOM TUIOLIAIKU
JUIss YaCTU WM BCeX TIPOLeCCOB TIPOM3BO/ICTBA TOTOBOTO TIperapaTa: TIUIOLa/Ika, Ha KOTOPOM
OCYIIEeCTBJ/ISIIOTCS ~ TIPOM3BO/CTBEHHble  orepalud s Ouosoruueckux  (MMMYHOJIOTMUYECKHX)
JIeKapCTBEHHBIX TIPerapaToB WM JIeKapCTBEHHbIX (DOpPM, TPOM3BEJEHHBIX C TIOMOILBIO CI0KHBIX
MIPOU3BO/CTBEHHBIX TIPOL[ECCOB, 3a WCK/IIOUEHHWEM BBIMIyCKa Cepuild, KOHTPOJISI Cepuidi ¥ BTOPUYHOM
(MOTpebUTEebCKO) YITaKOBKH.

ITonoxxenus HACTOALETO IMYHKTAd HE PACIIPOCTPAHANOTCA Ha Ouo/IornuecKue (I/IMMyHOJIOFI/IT—IECKI/IE)
(bapMaLIEBTI/ILIECKI/Ie CY6CTaHI_[I/II/I M COOTBETCTBYHOLIME MM I'OTOBBIE IMPerapdThl.

[Tpu u3MeHeHuH (3amMeHe WK A00aB/IeHUN) TIPOU3BOCTBEHHOM TI/IOIIAKU /ISl YaCTU WU BCETO
ripoliecca MpOU3BO/ICTBA FOTOBOIO Tperapara /0MyCKaeTCs MCI0/Ib30BaHKe C/IeYOLIMX MOAXO0/10B.

Ecmu u3meHeHMe MoOKa3aTesieli KauecTBa (HarmpuMmep, pU3NUyecKuX CBOWCTB, Mpodussi ipumeceii)
TOTOBOT'O TIperapaTa MOKET TMPHUBECTH K CHIDKEHHIO er0 CTabWIbHOCTH, PEKOMEH/YeTCs Tpe/CTaBUTh
CpaBHUTeJIbHbIE JIaHHble O CTaOM/ILHOCTH B YCJIOBUSIX JOJITOCPOYHBIX M YCKOPEHHBIX HCC/Iel0BaHUM



rOTOBOI'O MperapaTa 40 U I1oC/ie ero M3MeHeHHs:

JUIsL JIeKapCTBEHHBIX (POPM, CTaH/|apTHBIX B OTHOLIEHWU TTOKa3aTesiel CTabW/IbHOCTH (Harpumep,
TBEpPAbIX JIEKapCTBEHHBIX (OPM C HeMeJJeHHBbIM BBICBOOOXKEHEM, PAaCTBOPOB), TIPU YyCIOBUH
crabunbHOCTH  (hapMarieBTUUECKOW CyOCTaHIMM pPEKOMEHJYeTCsl TIPeACTaBUTh CPAaBHUTE/bHbIE
6-MecsiuHble JlaHHble O CTaOWJIBHOCTM B YCJOBUSIX [JOJTOCPOYHBIX W YCKOPEHHBIX HCC/IeflOBaHUNA 2
cepuii, 065eM KOTOPBIX HE MeHbIIle, UeM 00beM OIBITHO-TTPOMBIIIIEHHBIX CepHi;

JUIsL JIEKapCTBEHHBIX (POPM, KPUTHUECKHX B OTHOIIEHWHU IMOKa3aTesel CTabMIbHOCTH (Harpumep,
JIEKapCTBEHHBIX (OPM C TIPOJIOHTHPOBAHHBIM BBICBOOOXKIEHHWEM), WM TIPH HECTaOWUIbHOCTH
dapMarieBTHueCcKol CyOCTaHIUM PeKOMEH/IyeTCsl TIPe/ICTaBUTh CpPaBHUTE/IbHbIE 6-MeCsuHble JaHHbIE O
CTaOW/ILHOCTH B YCIOBUSIX JJOJTOCPOYHBIX Y YCKOPEHHBIX MCC/Ie/JOBAHUIN He MeHee 3 TIepBUUHBIX CEPHI.
2 u3 3 cepuii JO/DKHBI OBbITh 00EMOM He MEHbIIle, ueM 00BEM OIMBITHO-TIPOMBIIIIEHHBIX CEPHI, 00beM
3-11 MOKeT ObITh MEHBIIIe.

268. Kox w3menenws b.11.6.3.6. Vi3meHeHue Iipoliecca IPOMW3BOJCTBA TOTOBOTO IIperiaparta,
BK/TFOYAsi TIPOMEXXYTOUHbIM MPOAYKT, UCMO/Ib3yeMbIM B MPOM3BO/CTBE TOTOBOTO Iperapara: 3HauuMble
W3MEeHeHMus1 TIpoLjecca IIPOM3BOJCTBA, KOTOpble MOTYT OKas3aTb 3HauuMMOe BJIMSIHMe Ha KayecTBo,
6e3omacHOCTb U 3()()eKTHBHOCTh JIeKapCTBEeHHOTOo mpenapaTa. [Ipy u3MeHeHUM mpoliecca MPOU3BO/CTBA
rOTOBOIO Iperapara JOoIyCKaeTCsl UCII0/Ib30BaHKe C/IeIYIOLINUX MT0AX0/0B.

Ecmu n3MmeHeHMe ToKa3aTesied KauecTBa (HarpuMmep, (pU3MuecKUx CBOWMCTB, MPOdU/is mprMeceil)
TOTOBOTO TIperapara MOKET TIPUBECTH K CHIDKEHHUIO ero CTaOUIbHOCTU, PEKOMEHAYEeTCS TPe/ICTaBUTh
CpaBHUTE/IbHBIE JIaHHBIE O CTAaOM/ILHOCTH B YCJIOBUSX JIOJITOCPOYHBIX M YCKOPEHHBIX HCC/IeI0BaHUN
rOTOBOTO Iperiapara /o 4 1ocJje ero u3MeHeHusl:

JJIs1 JIEKapCTBEHHBIX ()OpM, CTaH/apTHBIX B OTHOIIEHWH TIOKa3aTesel CTaOWIbHOCTH (Hampumep,
TBepP/JbIX JIeKAPDCTBEHHBIX (OPM C HeMeJJjieHHbIM BbICBOOOXK/€HHEeM, DPAacTBOPOB), TPU YCJIOBUU
CcTabmIbHOCTH  (papMalleBTUUEeCKON CyOCTaHLIMM DPeKOMeHJyeTCs Tpe/CTaBUTh CPaBHUTE/IbHbIE
6-MecsiuHbIe JlaHHBbIE O CTAOWIBHOCTH B YCJOBUSIX [OJTOCPOUYHBIX W YCKOPEHHBIX HCC/IeI0OBaHUMA 2
cepuii, 00eM KOTOPBIX HE MEHbIIIe, YeM 00beM OIBITHO-TTPOMBIIIIEHHBIX CEepUH;

JUIsL JIEKapCTBEHHBIX (JOPM, KPUTHUECKUX B OTHOIIIEHUHM TOKa3aTesiel CTabW/IbHOCTH (Harpumep,
JIeKapCTBEHHBIX (OPM C TPOJIOHTHPOBAaHHBIM BBICBOOOXKAEHHWEM), WM TIPU HECTaOWIHLHOCTH
dapMareBTHueCKol CyOCTaHI[UHM PeKOMEH/IyeTCsl TIPe/ICTaBUTh CPAaBHUTE/IbHbIE 6-MeCSUHbIe JaHHbIE O
CTabUIBHOCTH B YCJIOBUSIX ZIOITOCPOYHBIX U YCKOPEHHBIX UCC/Ie/JOBAHUM He MeHee 3 TIepBUYHBIX CEePUH.
2 13 3 cepuii TO/DKHBI OBITH 00BEMOM He MeHbIIle, YeM 00BeM OIBITHO-TPOMBIIIIEHHBIX CEPUH, 00beM
3-ii MOXKeT ObITh MEHbIIIe.

269. Kop wusmenenusi B.I1.6.3.r. V3meHeHWe Tiporiecca TPOM3BO/ICTBA T'OTOBOTO IIperapara,
BK/TFOYasi IPOMEXKYTOUYHBIM TMPOAYKT, UCMO0JIb3yeMbld B TIPOM3BO/ICTBE FOTOBOIO Tperapara: BBeZileHue
HeCTaHJJapTHOT'O0 MeTO/la TePMUHAIbHOW CTepUIU3aLiu.

[lpy wm3MeHeHMH TIpoliecca IPOM3BOACTBA TOTOBOTO TIperapara JOMYCKaeTCs HCIO/Ib30BaHHe
CJIeYIOIINX TIOAX0/0B.

Ecmu u3meHeHMe MoOKa3aTesieli KauecTBa (HarmpuMmep, pU3NUyecKuX CBOWCTB, Mpodussi pumeceii)
TOTOBOT'O TIperapaTa MOKET TMPHUBECTH K CHIDKEHHIO ero CTabWIbHOCTH, PEKOMEH/YeTCs Tpe/CTaBUTh
CpaBHUTeJIbHbIE JIaHHble O CTaOM/IBHOCTH B YCJIOBUSIX JOJITOCPOYHBIX M YCKOPEHHBIX HMCC/el0BaHUM
rOTOBOTO Iperapara fio 4 1ocjie ero u3MeHeHusl:



JUIsL JIeKapCTBeHHBIX (POpM, CTaH[|apTHBIX B OTHOLIEHWU TTOKa3aTesiel CTabu/IbHOCTH (Harpumep,
TBEP/bIX JIEKADCTBEHHBIX ()OPM C HeMe[jIeHHbIM BbICBOOOXK/€EHHEM, PACTBOPOB), TPU YC/IOBUH
crabunbHOCTH  (DapMarieBTUUECKOW CyOCTaHIMM peKOMEeHAyeTcsl TIPeACTaBUTh CPAaBHUTE/bHbIE
6-MecsTUHbBIe [JaHHBIE O CTAaOWMILHOCTH B YCJIOBUSIX JOJITOCPOYHBIX U YCKODEHHBIX HWCC/e[JOBaHWN 2
cepuii, 00beM KOTOPBIX He MeHblIlle, UeM 00beM OTBITHO-TTPOMBIIIIEHHBIX Cepui;

JUIsl JIeKapCTBeHHBIX ()OPM, KPUTHUECKHX B OTHOLIEHWUH TOKa3aTesiell CTabu/IbHOCTH (Harpumep,
JIeKapCTBeHHbIX (OpPM C TIPOJIOHTUPOBAaHHBIM  BBICBOOOKAEHHEM), WIH TIpU HECTaOWIBHOCTH
dapMarieBTHUeCKol CyOCTaHIUM PeKOMEHIyeTCs TIPe/ICTaBUTh CPaBHUTE/bHbIE 6-MeCsuHble IaHHBIE O
CTabUIBHOCTH B YCJIOBUSIX ZIONTOCPOYHBIX ¥ YCKOPEHHBIX UCC/Ie/JOBaHUI He MeHee 3 TIepBUYHBIX CepHil.
2 u3 3 cepuii [JO/DKHBI OBITH 00HEMOM He MeHblIle, UeM 00beM OIMBITHO-TIPOMBIIIJIEHHBIX Cepyid, 00beM
3-11 MOXKeT OBbITh MeHblIIe.

270. Kox w3menenus b.11.6.3.1. MI3MeHeHue Tipoljecca TTPOM3BO/ICTBA JIEKaPCTBEHHOTO TIperapara,
BKJ/IOUasi TPOMEXYTOUHBIM TIPOAYKT, MCIO/b3yeMbli B MPOU3BOACTBE JIeKapCTBEHHOrO TMperapara:
BBe/IeHMe WM YBe/IMueHre W30bITKa, UCT0/Ih3yeMOT0 B OTHOIIIEHUH (DapMalleBTHUeCKOU CyOCTaHInH.

[Tlpy u3MeHeHMH TIpollecca IPOM3BOACTBA TOTOBOTO IIperapara /OMyCKaeTCsl HCIOIb30BaHUE
CJIeYIOIIUX TTOAXO0/0B.

Eciv n3meHeHMe mokasaTesieli KauecTBa (HarmpyMmep, (U3NYeCKUX CBOWCTB, NMpOQu/si pumeceii)
rOTOBOI'O TperapaTa MOJKET MPUBECTU K CHIDKEHHIO ero CTabuIbHOCTH, PEKOMEH/YeTcsl Mpe/CTaBUTh
CpaBHUTe/IbHbIE [JaHHbIe O CTAOWMIBHOCTH B YC/IOBUSIX [IOJTOCPOYHBIX U YCKOPEHHBIX HCC/Ie[J0BaHU
rOTOBOIO Ipernapara /10 4 IocJie ero U3MeHeHUsl:

[JIs1 IeKapCTBeHHBIX )OpM, CTaHJApTHBIX B OTHOLIEHWH TOKa3aTesel CTabUIbHOCTH (Hampumep,
TBEpPAbIX JIEKapCTBEHHBIX (OPM C HeMe/JeHHBbIM BBICBOOOXKEHWEM, PACTBOPOB), TPU YCIOBUH
CcTabmIbHOCTH  (papMalleBTUUeCKON CyOCTaHLIMM peKOMeHJyeTCsi Tpe/CTaBUTh CpaBHUTE/IbHbIE
6-MecsiuHble JlaHHbIe O CTAaOWJIBHOCTH B YCJOBUSIX JOJTOCPOYHBIX W YCKOPEHHBIX HCC/Ief0OBaHUMA 2
cepuii, 065eM KOTOPBIX HE MeHbIIIe, YeM 00beM OTBITHO-TTPOMBIIIIEHHBIX CepUi;

JJIs1 JIEKapCTBEHHBIX (OPM, KPUTHUECKMX B OTHOIIEHWM [MOKa3aTesnell CTabuIbHOCTH (Hampumep,
JIeKapCTBEHHbIX (OPM C TPOJIOHTHPOBAaHHBIM  BBICBOOOKAEHUEM), WIM TIPU HECTaOWIHbHOCTH
dapMareBTHUeCcKol CyOCTaHIUHM PeKOMEH/IyeTCsl TIPe/ICTaBUTh CPaBHUTE/IbHbIE 6-MeCsuHble JaHHbIE O
CTabW/ILHOCTH B YCIOBUSIX JOJITOCPOYHBIX M YCKOPEHHBIX MCC/Ie/JOBAHMI He MeHee 3 TIepBUUHBIX CEPHIA.
2 13 3 cepuii NO/DKHBI OBITE 00BEMOM He MeHbIIle, YeM 00BeM OIBITHO-TIPOMBIIIEHHBIX CePUH, 00beM
3-i1 MOKeT ObITh MEHbIIIe.

271. Kog n3menenusi B.11.6.4.r. VI3ameHeHre pa3mepa cepuu (BK/ItOYast JMara3oHbl pa3Mepa Cepun)
JIeKapCTBEHHOT0  TIperiapara: H3MeHeHWe 3aTparvBaeT  OCTajbHble JIeKapCTBeHHble  (OPMBI,
TIPOU3BOJALIMECS C [IOMOLLBI0O KOMIUIEKCHBIX ITPOLIeCCOB IPOM3BO/CTBA.

[Tpu W3MeHeHWM pa3Mepa CepuM T'OTOBOTO Tperapara Z0IMyCKaeTCsl UCTO/Ib30BaHHe CIeAYIOINX
TIO/IXOZIOB.

Ecmu n3MmeHeHMe ToKa3aTesied KauecTBa (HarpuMmep, (pU3WUecKUX CBOWMCTB, MPOdU/Is NMpUMecei)
TOTOBOTO TIperapara MOKET TIPUBECTH K CHWDKEHHUIO ero CTaOUIbHOCTU, PEKOMEHAYEeTCS TPe/ICTaBUTh
CpaBHUTE/IbHBIE JIAHHBIE O CTAOW/ILHOCTH B YCJIOBUSX JIOJITOCPOYHBIX UM YCKOPEHHBIX HCC/IeI0BaHUN
rOTOBOTO Tperiapara /o 4 1ocJjie ero u3MeHeHusl:



JUIsL JIeKapCTBeHHBIX (POpM, CTaH[|apTHBIX B OTHOLIEHWU TTOKa3aTesiel CTabu/IbHOCTH (Harpumep,
TBEP/bIX JIEKADCTBEHHBIX ()OPM C HeMe[jIeHHbIM BbICBOOOXK/€EHHEM, PACTBOPOB), TPU YC/IOBUH
crabunbHOCTH  (DapMarieBTUUECKOW CyOCTaHIMM peKOMEeHAyeTcsl TIPeACTaBUTh CPAaBHUTE/bHbIE
6-MecsTUHbBIe [JaHHBIE O CTAaOWMILHOCTH B YCJIOBUSIX JOJITOCPOYHBIX U YCKODEHHBIX HWCC/e[JOBaHWN 2
cepuii, 00beM KOTOPBIX He MeHblIlle, UeM 00beM OTBITHO-TTPOMBIIIIEHHBIX Cepui;

JUIsl JIeKapCTBeHHBIX ()OPM, KPUTHUECKHX B OTHOLIEHWUH TOKa3aTesiell CTabu/IbHOCTH (Harpumep,
JIeKapCTBeHHbIX (OpPM C TIPOJIOHTUPOBAaHHBIM  BBICBOOOKAEHHEM), WIH TIpU HECTaOWIBHOCTH
dapMarieBTHUeCKol CyOCTaHIUM PeKOMEHIyeTCs TIPe/ICTaBUTh CPaBHUTE/bHbIE 6-MeCsuHble IaHHBIE O
CTabUIBHOCTH B YCJIOBUSIX ZIONTOCPOYHBIX ¥ YCKOPEHHBIX UCC/Ie/JOBaHUI He MeHee 3 TIepBUYHBIX CepHil.
2 u3 3 cepuii [JO/DKHBI OBITH 00HEMOM He MeHblIle, UeM 00beM OIMBITHO-TIPOMBIIIJIEHHBIX Cepyid, 00beM
3-11 MOXKeT OBbITh MeHblIIe.

272. Kop usmenenus b.11.4.1.a.3. VI3aMeHeHue TepBUYHOM YIIaKOBKU JIeKapCTBEHHOTO TIperiapara:
KAueCcTBeHHbI U  KOJIMYECTBEHHbIM COCTaBbl CTEPUIbHBIX JIeKapCTBEHHBIX TMperapaTtoB U
OuosTIornYecKux (MMMYHOJIOTHUECKUX ) JIEKAPCTBEHHBIX TTPEraparToB.

[Tono>keHWst HACTOSILLETO IMTyHKTA He PAaCTPOCTPAHSIOTCS Ha Ouoornyeckye (MIMMYHOIOTHYeCKHe)
(apmartieBTHUECKHe CYyOCTAHI[MM U COOTBETCTBYIOIIHE UM FOTOBbIE TIPeriapaThl.

[1py M3MeHeHUM TIEPBUYHOM YTIaKOBKHU JIeKapCTBEHHOI'O MperiapaTta [oMyCKaeTcsl UCI0/Ib30BaHKe
CIeIyIOLIMX TIOIX0/I0B.

Ecnu B pesynbraTe H3MeHeHHs TIpeATOJiaraeTcsi MCIOAb30BaHWe YIAKOBKH, obmajaroieid
MEHBIIMMM 3al{UTHBIMM CBOMCTBaMHM, WM TIPU pHUCKEe B3aUMOJEWUCTBUS (IIPeUMYILLeCTBEHHO B
OTHOLLIEHUH MSTKUX U XKUJKUX JIeKapCTBeHHbIX ()OpM) PeKOMeH/lyeTCsl Mpe/CTaBUTh CPaBHUTE/IbHbIE
6-MecsTUHBIE JIaHHBIE O CTAOWIBHOCTH B YCIOBHSIX AOJITOCPOYHBIX M YCKODEHHBIX MCC/IIOBAHUN He
MeHee 3 TIePBUUHBIX Cepuil. 2 W3 3 cepuil [JO/DKHbI ObITH 00BLEMOM He MeHbllle, ueM 00BeM
OTIBITHO-TIPOMBIIIIJIEHHBIX CepUi, 00beM 3-if MOXKeT ObITh MeHbIIIe.

273. Kog usmenenus b.11.4.1.a.4. VI3ameHeHUe TepBUYHOM YIIaKOBKM JIeKApPCTBEHHOTO TperapaTa:
KaueCTBeHHBbIH W KOJIMUECTBEHHBIM COCTaBbl. VI3MeHeHMe 3aTparMBaeT YIAaKOBKY, 00J1afIarolyto
MEHBILIMMU 3alUTHBIMU CBOWCTBaMH, MPU OAHOBPEMEHHOM M3MEHEeHWM YCJIOBUM XpaHeHUs U (W)
COKpallleHUH CpOKa FOJHOCTH.

[1py M3MeHeHUM TIEPBUYHOM YIIaKOBKHU JIeKApCTBEHHOI'O MperiapaTta JoMyCKaeTcsl UCI0/Ib30BaHKe
C/iefiyrolLero nogxo/a.

[lpy Mcnonb30BaHUM YMAKOBOK, 00/1a/lafoliX MEHBIIMMH 3allUTHBIMA CBOWCTBaMH, WU TIpU
pUCKe B3auMOJeMCTBUS (IIPeMMYILLeCTBEHHO B OTHOILIEHUM MSTKMX U >KUJKUX JIeKapCTBEHHbIX (hOpM)
PEeKOMeHZyeTCsl TIPe/ICTaBUTh CPaBHUTE/IbHbIE 6-MeCsSUHble AaHHBble O CTAaOM/IBHOCTH B YCJ/IOBHUSIX
JIOJITOCPOYHBIX U YCKODEHHBIX MCC/Ie[JOBaHUN He MeHee 3 MepBHUYHBIX CepUW. 2 U3 3 Cepuil [JOJDKHBI
ObITb 00bEMOM He MeHbllle, YeM OOBLEM OMBITHO-TIPOMBILIIEHHBIX Cepuid, o0beM 3-i1 MOXKeT ObITb
MeHblLLIe.

274. Kog usmenenus b.11.7.1.6.2. Vi3MeHeHMe TIepBUYHOM yIaKOBKU JIEKAPCTBEHHOTO TIperapara:
VM3MeHeHWe BH/la KOHTeliHepa WM Jo0aBjieHHe HOBOTO KOHTeliHepa. CTepwusibHbIE JieKapCTBEHHbIE
Triperaparsl ¥ 6uosioruueckye (MMMYHOJIOTHUECKHE) JIeKapCTBeHHbIe TTPeraparhl.



[Toso)KeHUsT HACTOSIIEr0 TTYHKTa He PACIPOCTPaHSIOTCS Ha Ouosioruueckre (MMMYHOIOTUUYECKHe)
dapMarieBTHUECKHe CyOCTaHIIMU U COOTBETCTBYIOII[HE UM TOTOBBIE TIPeraparhl.

[1py M3MeHeHWM TIEPBUYHOM YIaKOBKM JIeKapCTBEHHOI'O Tperapara /I0MyCKaeTCsl WCIO/Ib30BaHKe
C/leAyIoLIero nogxoaa.

[Tpy MCNONb30BaHUM YTMAKOBOK, 00/1a/Iaf0IMX MEHBIIMMH 3allUTHBIMA CBOWCTBAMH, WU TIpU
pUCKe B3auMOJeUCTBUSI (TPEeUMYIIeCTBEHHO [J/s1 MSITKUX W JKMAKUX JIeKapCTBEeHHbIX (opMm)
DPEeKOMEH/IyeTCsl TpPe/ICTaBUThb CpaBHUTe/IbHbIEe 6-MecsuHble JaHHble O CTaOWIBHOCTU B YCJOBUSX
JIOJITOCPOYHBIX M YCKOPEHHBIX WUCC/IeJI0OBaHUN He MeHee 3 TEPBHUYHBIX CepUid. 2 U3 3 CepUid JI0/DKHBI
ObITb 00bEMOM He MeHbllle, YeM OOBEM OIBITHO-TIPOMBIIIJIEHHBIX CepHid, 00beM 3-ii MOXKeT ObITb
MeHBbIIIe.

275. Kopm wu3menenus b.I1.7.4.6. V3meHeHue ¢GOpMbI WM BMECTUMOCTH KOHTeliHepa b0
YKYTIOpPKK (TIePBUYHOM YIIaKOBKM): M3MeHeHUe (OpMbl WM BMECTUMOCTHM 3aTparuBaeT KPUTUUHbIE
roKasaresy yMakKOBOYHOTO Marepuasna, KOTOpble MOTYT B 3HAauWTeNbHOW CTeleHW TMOBIUAThL Ha
JIOCTaBKy, TIpuMeHeHne, 6e3011acCHOCTD WK CTaOW/ILHOCTD JIEKAPCTBEHHOTO TIperapaTa.

[Tpy M3MeHeHMM NEePBUYHOM YIAKOBKM I'OTOBOIO Mperapara, KOTOpoe MOXKeT OKa3aTb 3HauhMoe
B/IMSTHYE Ha eT0 CTabW/IbHOCTh, JOMyCKaeTCsl UCTI0/Ib30BaHNe CIeAYIOLIero rnoaxoza.

Ecnu usMeHeHMe moka3saTtesieli KauecTBa (Hampumep, Npo@uiis NpUMeceii) TOTOBOrO Tperapara
MOJKET TIPUBECTH K CHIDKEHHIO ero CTaOW/IbHOCTH, PeKOMEHJYeTCsl TpPeACTaBUTh CpaBHUTE/IbHbIE
JlaHHbIe 0 CTaOW/ILHOCTH B YCJIOBHUSIX JOJTOCPOYHBIX U YCKOPEHHBIX MCC/IeZIOBaHUM rOTOBOTO TIperapaTa
Jl0 U TIOCJIe ero U3MeHeHUs :

[JIs1 IeKapCTBeHHBIX )OpM, CTaH/JApTHBIX B OTHOLIEHWH TOKa3aTesed CTabUIbHOCTH (Hampumep,
TBEpPAbIX JIEKapCTBEHHBIX (OPM C HeMe/JeHHBbIM BBICBOOOXKEHWEM, PACTBOPOB), TPU YCIOBUM
CcTabmIbHOCTH  (papMalleBTUUeCKON CyOCTaHLIMM peKOMeHJyeTCsi Tpe/CTaBUTh CpaBHUTE/IbHbIE
6-MecsiuHble JlaHHbIe O CTAaOWJIBHOCTH B YCJOBUSIX [JOJTOCPOYHBIX W YCKOPEHHBIX HCC/Ief0OBaHUMA 2
cepuii, 065eM KOTOPBIX HE MeHbIIIe, YeM 00beM OTBITHO-TTPOMBIIIIEHHBIX CepUi;

JJIs1 JIEKapCTBEHHBIX (OPM, KPUTHUECKMX B OTHOIIEHWM [MOKa3aTesnell CTabuIbHOCTH (Hampumep,
JIeKapCTBEHHBIX (OPM C TPOJIOHTUPOBAaHHBIM BBICBOOOKAEHUEM), WIHM TIPU HECTaOWIHbHOCTH
dapMareBTHUeCcKol CyOCTaHIUHM PeKOMEH/IyeTCsl TIPe/ICTaBUTh CPaBHUTE/IbHbIE 6-MeCsuHble JaHHbIE O
CTabW/ILHOCTH B YCIOBUSIX JOJITOCPOYHBIX M YCKOPEHHBIX MCC/Ie/JOBAHMI He MeHee 3 TIepBUUHBIX CEPHIA.
2 13 3 cepuii NO/DKHBI OBITE 00BEMOM He MeHbIIle, YeM 00BeM OIBITHO-TIPOMBIIIEHHBIX CePUH, 00beM
3-i1 MOKeT ObITh MEHbIIIe.

276. Kog usmenenus b.11.4.5.B. V3MeHeHHe BMeCTUMOCTH YITaKOBKU JIEKaPCTBEHHOIO IIperiapara:
M3MeHeHre HOMHHAJIbHOW MacChl (HOMHUHAIBHOTO 00BheMa) CTepUIbHBIX MHOTO/03HBIX (OHO/I03HBIX C
YaCTUYHBIM  UW3BJI€YeHHWEM) TapeHTepaslbHbIX JIeKAPDCTBEHHBIX IIperapaToB U OHOOTMYecKrX
(MMMYHOJIOTUYECKMX) MHOT'O/I03HBIX TTapeHTepa/IbHbIX JIeKapCTBEHHBIX Mperaparos.

[Tosio)KeHUst HACTOSIIErO TIYHKTA He PACIPOCTPaHSIOTCS Ha Orosioruueckre (MMMYHOIOTUUYeCKHe)
dapMarieBTHUeCKHe CyOCTaHILIUU U COOTBETCTBYHOII[HE UM TOTOBBIE TIperaparhl.

[Mlpy u3MeHeHWM BMECTMMOCTU YTIAKOBKM T'OTOBOTO TIperapaTta [OMyCKaeTCs HWCIOIb30BaHUE
c/iefytoliero rnoAxoa.



Ecmu usMeHeHMe moka3saTesieli KauecTBa (Harmpumep, Tpoguis NMpUMecei) TOTOBOrO Tperiapara
MOJKET TIPUBECTH K CHIDKEHHIO €ero CTaOW/IbHOCTH, PEKOMEHYeTCsl TIPe/ICTaBUTh CpaBHUTE/IbHbIE
JIJaHHbIe 0 CTAaOW/ILHOCTH B YCJIOBUSIX ZIO/ITOCPOYHBIX U YCKOPEHHBIX MCC/IeZI0BAHUM FOTOBOTO TIperapaTa
JI0 ¥ TIOC/Ie er0 W3MEeHEHHs, a UMEHHO: PeKOMEH/yeTCsl Tpe/CTaBUTh CPaBHUTE/IbHbIE 6-MeCsSuHbIe
JlaHHblIe O CTAaOWUJBHOCTM B YC/IOBUSIX JIOJITOCPOYHBIX M YCKOPEHHBIX WCC/IeZIOBAHUM He MeHee 3
MEepPBUYHBIX cepuii. 2 ©3 3 cepud [O/DKHBI OBITh 00bBEMOM He MeHbIlle, YeM 00beM
OTIBITHO-TIPOMBIIIIEHHBIX Cepul, 00beM 3-i MOKeT ObITh MeHbIIIE.

2. Cepun, B OTHOLUEHNN KOTOPbIX B3ATbI ob6sa3arenbCcTBa

277. B otHouieHuMM Bcex wu3MeHeHuil IA u IB TuroB, TpeOyroLUX TMO/NyueHUs [JaHHBIX O
CTabUIBHOCTU TOTOBOTO TIperapara, Heo6X0JMMO TPOBeCTH JabHelIle UCC/IefloBaHHsl Ha CepuUsiX, B
OTHOIIIEHUY KOTOPBIX B3SThl 00sI3aTe/IbCTBA.

278. B otHouenun Bcex m3MeHeHud Il Tuma, TpeOyromuMX MosyyeHusi JaHHBIX O CTaOMIBHOCTH
rOTOBOTO TiperapaTa, HeO0OXOJWUMO U3yUHTb B COOTBETCTBUM C TIPOTOKOJIOM HCCJIe/JOBAaHUS
CTabUIBHOCTH B YCJIOBUSIX  [IOJITOCPOYHBIX HCC/IE/JOBAaHUMA TIEPBYIO TIPOMBIIUIEHHYIO —CEpHIO,
TIPOM3Be/IeHHYI0 B COOTBETCTBUU C 0/100peHHBIM U3MeHeHHeM. [IpoToKo/ ucciejoBaHust CTabUTbHOCTH
JIOJDKeH COOTBeTCTBOBAThb PErMCTPALjMOHHOMY [OCbe JIeKapCTBEHHOIO IIperiapaTa Ha MOMEHT ero
MoJjauy, 3a WCK/IIOUeHWeM CJjlyyasi BHeCEeHMs] B Hero Hu3MeHeHHW{ B YCTaHOBJ/IEHHOM IIOpsiJKe.
[TpoJ0/KUTENBHOCTh WCC/IeIOBAaHUM CTAaOMIBHOCTH [JOJDKHA COCTAB/ISITh HE MeHee CpPOKa T'OJHOCTU
JIeKapCTBEHHOr'O Ipemnapara. Pe3ynbTaThl TaKUX HUCCIe[0BaHUM HeOOXOAUMO IPeZCTaB/IATh M0 3arpocy
YTIOJTHOMOYEHHBIX OpPraHOB TOCYZApCTB-U/ieHOB. B cyiyuae oOHapyKeHHs Tpo0OJieM, CBSI3aHHBIX C
obecrieueHreM CTabUIBLHOCTH JIeKAaPCTBEHHOrO TIiperapara Wiu (¢apMalleBTUUecKoil cyOcTaHLuH,
HeoOX0ZIMO HeMe/IJIEHHO OTIOBECTUTh 00 3TOM yIIOJIHOMOYeHHbIe OpraHbl TOCYapCTB-U/IeHOB.

3. AHanu3 gaHHbIX

279. Ecii B COOTBeTCTBUM C NPeJCTaBlIeHHbIMU JJaHHBIMU [PU XPaHEHWU B [JOJITOCPOYHBIX (TIPH
Temneparype 25 °C 1 oTHocuTenbHOU BiakHOCTH 60% wunu nipu Temneparype 30 °C ¥ OTHOCUTeTbHOU
B/Ia&XKHOCTH 65%) U yckopeHHbIX (mipu Temmnepatype 40 °C U OTHOCHUTeTbHOM BHaXHOCTU 75%)
YCJIOBUSIX WM TIpU COO/IO/IEHUM YCIOBUH, omucaHHBIX B paszgenax II, IV, VI u VII Hactosmmumx
TpeboBaHuii, B OTHOLIEHWM TMperapaToB Ha BOJHOM OCHOBe B TIOJYTIPOHHUIIAEMBIX KOHTeWHepax
HeraTWBHbIe JlaHHble B  OTHOLIEHWH CTaOWIbHOCTH  (papMalieBTUUeCKOW CyOCTaHLMM WM
JIeKapCTBEHHOTO TIperapata He OOHApy>KHBAIOTCS, TO IO pe3y/bTaTaM CpPaBHEHUS C WCXOJHBIMU
JAHHBIMU JIOTTYCKaeTCsi COXPAaHUTh paHee 0/100peHHbIN Mepuoz, 10 TIOBTOPHBIX UCC/IeJOBaHUN WU CPOK
rOoAHOCTU. B ciiyuae oOHapy)keHHsI HEraTMBHOTO BJIMSTHUSI Ha CTaOW/IbHOCTh TIperiapaTa HeoOXoAuMo
YCTaHOBUTbH HOBBIN CPOK TOAHOCTH. BOmpoc 0 BO3MOXXHOCTM 3KCTPAMoJISIUM [JaHHBIX MCC/e[0BaHUN
pelliaeTcsi B KaXKJOM C/Tydae 1o pe3yJibTaTaM MPeZiCTaB/IeHHbIX JaHHBIX UCC/IeI0BaHUM CTabUTbHOCTH.

280. B ciyuae eciiv jlaHHbIe, Ipe/iCTaB/IeHHbIe B YCIOBUAX pealbHOIO BpeMeHH, 104 TBep K AatoTCs
pe3y/ibTaTaMM IIPOBEJEHHbIX HCC/IeJOBAaHUM B YCKOPEHHBIX WM [POMEXYTOYHBIX YC/IOBUSX,
JIOTTyCKaeTCsl yBeIUUUTh TEepUoJ, 0 TMOBTOPHBIX MCC/I€[OBAaHUW WM CPOK TOJHOCTH CBEpX CpOKa,
YCTaHOBJIEHHOTO IO pe3yJsbTaTaM IIPOBeJieHHbIX Ha TeKyLMM MOMEHT BpeMeHM HcC/efoBaHud. B
C/lyyae ec/v JlaHHble JI0/ITOCPOYHBIX U YCKOPEHHBIX MCC/el0BaHUM CBUJETeNbCTBYIOT O HE3HAUMMOM
W3MEeHeHNW WA OTCYTCTBMM H3MeHeHUs: M HeOO/bIIoi BaprabenbHOCTH MO0 ee OTCYTCTBUH, TO
BO3MOJKHA JKCTparoJIsius IpejjaraeMoro Iiepuofa J0 TOBTOPHBIX HWCC/Ie[0BaHUM, A0 2 pas
TIPEeBBIIIAIOIIAs CPOK, OXBaueHHBIN JJAaHHBIMHU JOJTOCPOYHBIX MUCC/IeI0OBaHUM, HO He Oosiee uem Ha 12
MecsreB. CreneHb, KOTOpasi ONpeie/isieTcsl B KaXJOM OTZ[e/IbHOM C/lydae, Ha KOTOPYIO [IOIyCKaeTCs



9KCTPAMoJISILYs T0C/ie U3MeHeHus hapMarieBTUUecKoi CyOCTaHI[MM WK TOTOBOTO Tperapara U KoTopast
He OKa3blBaeT HEraTMBHOTO BJIUSTHUS Ha CTAaOWIBHOCTh, OyZieT CHIBHO 3aBHUCETb OT W3MEHEeHHUs BO
BpeMeHH, BapHabesbHOCTU TIOMYUYEHHBIX J[IaHHBIX, IIpeJjlaraeMbIX YCIOBUH XpaHeHUsT W o0bema
MPOBE/IEHHOr0 CTaTUCTUUECKOI0 aHa/lr3a.

ycnosums

ITpunoxenuve N 1
K TpeboBaHUsIM K UCC/Ie[JOBaHUIO
CTabUIbHOCTH JIEKapCTBEHHBIX IperapaToB
U (hapMarieBTUUeCKUX CyOCTaHIUNA

NMPOBEAEHNA AONTOCPOYHbLIX MICCNELOBAHNN CTABU/IbHOCTH
B SABUCNMOCTUN OT KNIMMATUYECKUX 30H

PekomMmeHAyeMble yC/10BUA NPoBeAeHUsa 40J/ITOCPOYHbIX VICCHE,D,OB&HVIVI
CTabUNbHOCTUN B 3aBMCUMOCTU OT KJIMMATUYECKUX 30H

Tabnura 1

Knmma Ornucanue Kpurepuu (cpefHsis rofoBas | Y C/10BUsI TIPOBeIeHUST
TUYecKast TeMIlepatypa, u3MepeHHas JIOJITOCPOYHBIX
30Ha Ha OTKPBITOM BO3ZyXe, WU VCC/IeOBaHUU
cpeJiHee napLanbHoe (Temniepatypa u
JlaB/ieHre BOZSTHOTO Tapa) OTHOCHTeJ/IbHas
BJIa&YKHOCTb)
| YMepeHHbIU KTUMaT £ 15°Cwm = 11rlla 21°Cud5%
II CyOTponuuecKuit umm > 15 °C po 22 °C nnu 25°Cu60%
CpeAr3eMHOMOPCKUM > 11 rlla go 18 rlla
K/IUMaT
I ’Kapkuit u cyxou >22°Cum = 1511a 30 °Cu 35%
K/IUMaT
IVA JKapkuii ¥ Bla)KHBIN > 22 °C umm 30 °C 1 65%
K/TAMaT > 15rlla go 27 rlla
IVB ’Kapkuii 1 oueHb > 22 °Cumm > 27 rlla 30°Cu75%

BJIYKHBIN KJIMMaT

PekomeHayeMble yC/10BUs NpoBeAeHUs A0/TOCPOYHbIX UCCieA0BaHUI
cTabunbHocTu ansa ctpad BO3

Tabsuria 2



HasBaHue cTpaHbl

YcioBUs NIpOBeZieHus 10/ITOCPOYHBIX
vccejoBaHUM (TemrepaTypa U OTHOCUTe/bHast
BJI&)KHOCTh)

ABctpanurickuii Coro3

Agcrpuiickasi Pecriy6siika

A3zepbaiikaH
Anbanus
Ajpkup
Anpgoppa
Amnrona
Anrturya u Bapbyna
AprenTtrHa
Apmenus
Adranucran
Baramckue octpoBa
banrnagern
bapbazoc

baxpeiin

Pecrniy6mika Benapychb

Benus
Benbrug
benun

bonrapus

BonuBapuaHckas Pecriybmika

Benecyana

bonususa

bocuus u ['epuierosrHa

25 °C u 60% wnmu 30 °C u 65%
25 °C 1 60% nmm 30 °C u 65%
30 °C u 65%

25 °Cu 60%

25 °Cun 60%

25 °Cu 60%

30 °C 1 65%

30 °Cu 75%

25 °Cu 60%

25 °Cu 60%

30 °C 1 65%

30 °C u 65%

30 °C 1 65%

30 °Cu 75%

30 °C u 65%

25 °Cu 60%

30 °C 1 65%

25 °C u 60% wnmu 30 °C u 65%
30 °C 1 65%

25 °C 1 60% nmm 30 °C u 65%
30 °C u 70% wnmu 30 °C u 75%

30 °Cu 70% wmu 30 °C u 75%
25°Cu 60%




borceana
Bpasunus
bpyHneii-Zlapyccanam
bypkuna-®aco
BypyHau
byrtan
Pecniy6sinka MakejoHust
Banyaty
Benrpus
BreTtHam
I"abon
l'autn
I"aiiana
Cambust
I'ana
I'BaTemana
I'BuHes
I'Bunes-bucay
depneparuBHas Pecriybvika I'epmanust
I'onpypac
I'penana
['perius
I'py3us
Hanvs
Hemokparnueckast Peciy6sinka KoHro
IbxkubyTu

HNomunukaHckasi Pecriy6vika

25 °Cn 60%
30 °Cu 75%
30 °Cu 75%
30 °C 1 65%
30 °C u 65%
30 °C u 65%
25 °C 1 60% nm 30 °C u 65%
30 °C 1 65%
25 °C u 60% wmm 30 °C u 65%
30 °Cu 75%
30 °C u 65%
30 °C 1 65%
30 °C n 70% nmm 30 °C u 75%
30 °C u 65%
30 °Cu 75%
30 °C 1 65%
30 °C u 65%
30 °C 1 65%
25 °C 1 60% nmm 30 °C u 65%
30 °C 1 65%
30 °C 1 65%
25 °C 1 60% nmm 30 °C u 65%
25 °Cu 60%
25 °C u 60% wmm 30 °C u 65%
30 °C 1 65%
30 °C u 65%
30 °C 1 65%



Erurner 30 °C 1 65%
3ambust 30 °C u 60% umu 30 °C u 65%
3umbabBe 30 °Cu 75%
N3panis 30 °C u 70% nmu 30 °C u 75%
Noppanus 30 °C u 65%
Vemen 30 °C u 65%
Nupus 30°Cu70%
WnpoHe3us 30 °C u 75%
Wpaxk 30 °C 1 65%

Wpan (Mcnamckast Pecriy6smika) 30 °C 1 65%
WNpnangus 25 °C u 60% wmwm 30 °C 1 65%
Ncnanaus 25°Cu 60%

Ncnanus 25 °C u 60% nmu 30 °C u 65%

Wrtanus 25 °C u 60% wnmu 30 °C u 65%
Kab6o-Bepge 30 °C u 65%
Kasaxcran 25°Cu 60%
Kambopxa 30°Cu75%
KamepyH 30 °Cu 75%
Kanapga 30 °C u 65%
Katap 30 °C u 65%
Kenus 30 °C 1 65%

Kunp 25 °C u 60% nmu 30 °C u 65%
Kupubaru 30 °C u 65%
Kuraii 30 °C 1 65%
Konymbust 30°Cu 75%

Komopckue octpoBa

Kouro

30 °C 1 65%
30 °C 1 65%



Kopelickas
HapopHo-/lemokpaTtuueckas
Pecniy6siuka

Kocra-Puka
Pecny6siuka Kot-a'MiByap
Kyb6a
Kysent
Keipreizcran
JlaTBUs

Jlaocckast HapogHo-/lemokpaTrueckas
Pecriybnvika

Jlecoto
JInbepus
JIviBaH
['ocypapcrso JIviBus
JlutBa
JIrokceMOypr
Maparackap
MaBpukuii
MaspuraHus
Manasu
Manatizus
Manmu
MarsMBCKHUe 0CTpOBa
Marbta
Mapokko
Pecry6simka MapiuaiioBbl OcTpoBa

Mekcuka

25 °Cu 60%

30 °C 1 65%
30 °C 1 65%
30 °Cu 75%
30 °C 1 65%
25 °Cun 60%

25 °C 1 60% nmu 30 °C u 65%

30°Cu75%

30°Cu75%
30 °C 1 65%
25 °Cu 60%
25°Cu60%

25 °C 1 60% nmu 30 °C u 65%
25 °C u 60% umu 30 °C u 65%

30 °C u 65%
30 °C 1 65%
30 °C 1 65%
30 °C u 60%
30 °Cu 75%
30 °C 1 65%
30 °C u 65%

25 °C 1 60% nmu 30 °C u 65%

25 °Cu 60%
30 °C u 65%
25 °Cu 60%



MukpoHe3us
Mo3aM6uk
Monako
Mouronus
MpbsHma
Hamubus
Haypy
Henan
Hurep
Hurepusa
Hwupepnaugsr
Hukaparya
'ocynapctBeHHoe obpa3oBanue Huy?
Hogas 3enangus
Hopserus
O6nbenuHeHHbIe ApabCcKrie DOMUPATHI
Owman
OctpoBa Kyka
[Takucran
[Tanay
ITanama
[Tanya-HoBas I'Bunes
[TaparBaii
Iepy
[Tonbia
ITopTyranus

Pecny6siuka Kopes

30 °C 1 65%
30 °Cu 75%
25 °C 1 60% wnmu 30 °C u 65%
25 °Cn 60%
30 °Cu 75%
30 °C u 65%
30 °C 1 65%
30 °Cu 75%
30 °C 1 65%
30 °Cu 75%
25 °C u 60% wnmu 30 °C u 65%
30 °C 1 65%
25 °Cun 65%
25 °C u 60% wnmu 30 °C u 65%
25 °Cu 60%
30 °C 1 65%
30 °C u 65%
30 °C 1 65%
30 °C 1 65%
30 °C 1 65%
30 °Cu 75%
30 °C 1 65%
30 °C u 65%
30 °Cu 75%
25 °C 1 60% nmm 30 °C u 65%
25 °C u 60% wnmu 30 °C u 65%
25 °C u 60% wnmu 30 °C u 65%



Pecriy6iika MosizioBa
Poccutickas @epepariys
Pyanpa
Pymbinus
HesaBucumoe I'ocynapcrso Camoa
Can-MapuHo
Can-Tome u ITpuncunu
CaypoBckas ApaBus
Ca3unenf,
Cernensckue OcTpoBa
Ceneran
CeHTt-BuHceHT U I'peHaivHbI
Cenr-JTrocus
CenT-Kurc u HeBuc
Cepbus
CuHranyp
Cupuiickasi Apabckas Pecriybsika
CroBakus
CroBeHnus
CoenuHennsle LlItatel AMepUKH

CoepuHeHHOe KopoJ/ieBCTBO
BemikobpuTanuu u CeBepHoit
Upnangun

CogpyxecTBO [IOMUHUKH
ConomoHOoBBI OCTpOBa
Comanu
Cypnan
CypuHam

25 °Cn 60%

25 °Cu 60%

30 °C 1 65%
25 °C 1 60% nmm 30 °C u 65%

30 °C u 65%

25 °Cu 60%

30 °Cu 75%

30 °C 1 65%

30 °C u 60%

30 °C 1 65%

30 °C u 65%

30 °Cu 75%

30 °Cu 75%

30 °C u 65%

25 °Cu 60%

30 °Cu 75%

25 °Cu 60%
25 °C u 60% wnmu 30 °C u 65%
25 °C 1 60% nmm 30 °C u 65%
30 °C u 60% wmm 30 °C 1 65%
25 °C u 60% wnmu 30 °C u 65%

30 °C 1 65%
30 °C 1 65%
30 °C u 65%
30 °C 1 65%
30 °C u 70% numm 30 °C u 75%



Cobeppa-Jleone
TamKUKnCTaH
Taunaupg
TaH3aHus
Tumop-Jlewrtu
Toro
Tonra
Tpunugat u Tobaro
Tysany
Tynuc
TypkMmeHucTaH
Typuus
Yranga
Y36ekucran
YKpauHa
Ypyreau
DuKu
DOUNMUTITTUHBI
OUHIAHAUSA
Xopeartus
®paHyusa
LlentpanbHoadprkaHckas Pecrrybmvika
Yan
YepHoropus
Yemckas Pecriy6svika
Yumm

[ITBeiinapckas Kongeneparus

30 °Cu 75%
25 °Cu 60%
30 °Cu 75%
30 °Cu 75%
30 °C u 65%
30 °Cu 75%
30 °C 1 65%
30 °C 1 65%
30 °C 1 65%
25 °Cn 60%
25 °Cu 60%
25 °Cu 60%
30 °C 1 65%
25 °Cu 60%
25 °Cu 60%
30 °C 1 60%
30 °C u 65%
30 °Cu 75%
25 °C 1 60% nmm 30 °C u 65%
25 °Cu 60%
25 °C u 60% wmm 30 °C u 65%
30 °Cu 75%
30 °C u 65%
25 °Cu 60%
25 °C 1 60% nmm 30 °C u 65%
30 °C u 65%
25 °C u 60% wmm 30 °C u 65%



Koposesctso IlIBerjus 25 °C u 60% nmu 30 °C u 65%

[Ipu-Jlanka 30 °C u 65%
JKBaziop 30 °C u 65%
Oib-CanbBazop 30 °C u 65%
JKBaropuasibHas ['BuHes 30 °C u 65%
Jputpes 30 °C u 65%

OCTOHUSA 25 °C u 60% nmu 30 °C u 65%
Sduonus 30 °C 1 65%
HO>xHOo-AdpukaHckas Pecry6sivika 30 °C u 65%
fAmarika 30 °C 1 65%

ITpunoxxenve N 2

K TpeboBaHUsIM K UCC/IeJOBaHUIO
CTabUIbHOCTH JIEKAapCTBEHHBIX TpPerapaToB
U (papmareBTHYeCKUX CyOCTaHLMi

TPEBOBAHUA
K YKASAHUAM OTHOCUTE/IbHO YCNOBUUN XPAHEHUA TEKAPCTBEHHbIX
NMPENAPATOB NN ®PAPMALEBTUYECKNX CYBCTAHUNIN

l. YcnoBusa xpaHeHUs sieKapCTBEHHbIX NpenapaTtoB

1. CootBercTByOIMe YCIOBUS XpaHEHUsl JIeKapCTBEHHBIX IIperaparoB, COrJlacyroluecs C
NpUBeIecHHBIMM B 00IIell XapaKTepUCTHKe JIeKapCTBEHHOTO Tiperapara, CJ/iefiyeT BK/IHOYATh B
VHCTPYKLMIO TI0 MeJWLMHCKOMY TNpPHMEeHEeHUI0 (/IMCTOK-BK/IAJbIl) M yKa3blBaTb B MapKUPOBKe
JIeKapCTBEHHOTO Tperiapata B COOTBETCTBUM C TpPeOOBaHMSMH K WHCTPYKLMH TI0 MeAWULUHCKOMY
TIPUMEHEeHUIO JIeKapCTBeHHBIX TperapaToB U 00Ieli XapaKTepPUCTHKE JIEKAPCTBEHHBIX TPerapaToB [jis
MEeJMLIMHCKOTO TIpUMeHeHUsl, yTBepXAeHHbIMU PemenuemM CoBeta EBpa3suiiCKoll 35KOHOMUYECKOU
Komuccuu oT 3 Hosiopst 2016 r. N 88, u TpeboBaHUSIMH K MAapKHUPOBKE JIEKAPCTBEHHBIX CPEJICTB [IIsI
MeJIULIMHCKOTO TIPUMeHeHUs] U BeTepHHApHBIX JIeKapCTBEHHBIX CPe/ICTB, YTBepXKAEeHHbIMU PelieHrem
Cogeta EBpa3uiickoii 5KOHOMHUYeCKoi KoMHCCHH oT 3 Hosiopst 2016 . N 76.

2. Yc10BUSI XpaHeHUs1 JIeKapCTBEHHOTO Mperapara J0/DKHbI OCHOBBIBATHCSI Ha OLIEHKe pe3y/bTaToB
WCC/IeIOBaHUM CTaOUIBHOCTH JIEKAPCTBEHHOT'O TIperiapaTa.

3. [aHHble, TIOATBEPXK/eHHbIE pPe3y/IbTaTaMH J0JITOCPOYHBIX WCC/eIOBaHUN CTaOWIBHOCTH (TIpH
Temriepatype 25 °C ¥ OTHOCUTe/ILHOM BjaXHOCTU 60%) M MpefyCMOTpeHHble TMyHKTamMu 66 - 84
TpeboBaHWi K HCC/IeIOBaHUIO CTAaOWIBHOCTH JIEKAPCTBEHHBIX IIperapaTtoB W (hapMalieBTUUeCKUX



cybcraHiuii, yrBepxxjeHHbIX Perienviem Kosnnerun EBpasuiickoii s3KkoHOMUUeckoi Komuccuu ot 2018 T.
N (ganee - TpeGoBaHus K MCC/IEJOBAaHUIO CTAaOWUIBHOCTH), AOJDKHBI OBITH TIOATBEPIK/I€HbI Pe3y/TbTaTaMu
YCKOPEHHBIX UCC/IeZJOBAHUN WIN pe3yJ/ibTaTaMH [POMEeXXyTOUYHbIX UCC/IeJ0BaHUH (eC/IM MPUMEHUMO).

4. YcioBUS XpaHeHUs JieKapCTBEHHBIX TperapaToB JIO/DKHbI ObITh TAKMMU, UTOOBI 110J/Ib30BaTe/h
Mor wux cobsmogatb. [Jlo/pKHa CylecTBOBaTh TMpsiMasi CBSI3b  MeXKAY YCIOBUSIMM  XpaHEeHUs
JIeKapCTBeHHOI'0 [Iperapara, IIOJJIe)KaljUMM YKa3aHWI0 B MAapKHUpOBKe, U IIpe/CTaB/IeHHbIMU
pe3y/ibTaTaMM  MCC/Ie[lOBaHWN  CTaOMIBHOCTM — JIeKapCTBEHHOro  Mperapata.  Hempuemiemo
VICII0/Ib30BaHMe TaKUX TEPMHUHOB, KaK "KOMHaTHas TeMrieparypa’ U "yC/IOBHUsI OKpYy Karolle cpepl”.

5. Wudopmaiis o JjekapCTBEHHOM Tiperiaparte, TOJJeXXalljas yKa3aHHI0 B MapKUDOBKe, B
3aBUCUMOCTH OT YCJIOBHUM TIPOBEJEHHS] HMCC/eI0OBaHUN CTaOWIBHOCTH JIEKAPCTBEHHOI'O MperiapaTa
ripuBefieHa B Tabsuile 1. [Ipyrve yka3aHusi B MAapKUPOBKE JOIMYCKAIOTCS TOMBKO B TeX C/Iydasx, ecyd
3TOTO Henb3sl U30ekaTb U JAOKYMeHTa/JbHO TOJATBEP)KAEHO, UTO TpHuBe/eHHble B Tabmuie 1 ycnoBus
XpaHeHUs1 SIBJISTIOTCST HeMOAXOASIUMU. [1pe/iyioskeHHbIe YC/IOBUSI XpaHeHHs! IOJDKHBI OBbITh [OCTHXXUMBI
Ha MPaKTHKe B eCTeCTBEHHBIX YCJIOBUSX U MO TBEPIK/I€HBI COOTBETCTBYIOLUMH JAHHBIMH.

NHdopmauus o nekapcTBEHHOM npenaparte, nogsexatias
yKa3aHUI0 B MapKUPOBKe, B 3aBMCUMOCTHU OT YC/IOBUii NpoBeAeHUs
uccnefoBaHuii CTaGUNbLHOCTU NIEKAPCTBEHHOTO Npenapara

Tabnura 1
YcnoBust NpoBeieHUsI UCC/leJOBaHuUMH, YKazaHue B JlononHuTeNbHOE
TIPU KOTOPBIX MOATBEP)KIeHa r“H(dOpMaLU 0 yKasaHue B MHGOpMaLyu 0
CTabW/ILHOCTH (TeMIiepaTypa u JIeKapCTBEHHOM JIeKapCTBEHHOM
OTHOCUTeJIbHAs BIIa)KHOCTD) rperiapare npenapate <1> (ripu
HeoOXOAUMOCTH)
Jonrocpounsle uccies0BaHus 1Py OTCYTCTByeT <2> "He xpanuts B
(25 £ 2)°Cu (60 £ 5)%u xonounbHuKe" unn "He
yckopenHble nipu (40 £ 2) °C u (75 3aMOpaXHBATh"
* 5)%
JonrocpouHsle uccae0BaHUs MPU HeT <2> "He xpaHutsb B
(30 £ 2)°Cu(65 £ 5)%u xoJyioauibHUKe" uin "He
yckopenHble ripu (40 + 2) °C u (75 3aMOPaXHBATE"
* 5%
JonrocpoyHsle uccaes0BaHUs IIpU "XpaHuTs Ipu "He xpaHuts B
(25 £ 2)°Cu (60 £ 5)%u TeMmIiepaType He Bblllle  XOJ0AuwIbHUKe" win "He
npoMexxyTounble ripu (30 £ 2) °C 30 °C” 3aMOpaXMBaTL"
(60 = 5)% wmu (65 £ 5)%
LosirocpouHsle WccaenoBaHus IIPU "XpaHuTh Mpu "He XpaHuThb B
(30 £ 2)°Cu (65 £ 5)% TeMmIiepaType He Bblllle  XOJ04uIbHUKe" win "He

30 °C" 3aMOpa’KUBaTh"



Jonrocpounsle uccies0BaHusA Py "XpaHuTh Npu "He xpanuts B

(25 % 2)°Cu (60 * 5)% TeMmIiepaType He Bblllle  XonoAuibHUKe" win "He
25 °C" 3amMopa)kuBath"
[Honrocpounsle ucciefoBanys npu (5 " XpaHUTH B "He 3amopakuBatp"
+ 3)°C XOJIOAW/IbHUKE" UITH
"XpaHuTh U

TPaHCIOPTHUPOBATh B
XOJIOJAUIbHUKE" <3>,
<4>

Hwxe 0 °C "XpaHUThb B
MOPO3U/IbHOU Kamepe'
Wy "XpaHUTb U
TPaHCIIOPTHPOBATh B
MOpO3U/IbHOY Kamepe"
<3>, <5>

|l

<1> B 3aBUCUMOCTH OT JIeKapCTBEHHOW (POPMbI U CBOMCTB JIeKapCTBEHHOTO Tperiapata MOKeT
BO3HUKHYTb OIACHOCTb CHWKEHMUSI KauecTBa BC/Ie[CTBHE (DM3UUECKUX W3MEeHEeHWW MNpY BO3[elCTBUU
HU3KHUX TeMmIlepaTtyp. Takke B HEKOTOpbIX CJ/lyyasiX HH3KMe TeMIlepaTypbl MOTYT OKa3bIBaTb
BO3/lefiCTBHEe Ha YMakOBKYy. B 3ToM ciyuae Mo)keT MoTpeOOBaThCsl [OMOIHWTENbHAs MH(oOpMaLys o
JleKapCTBeHHOM IIperiapare, roJJjieskalasl yKa3aH!u B MapKUPOBKe.

<2> B o0rieli XapakTepUCTHKe JIeKapCTBEHHOTO TMperiapata U WHCTPYKIUH 10 MeAUIUHCKOMY
NpUMeHeHWt0 (B JIUCTKEe-BK/IAJpIllle) [O/DKHO OBITh CleAyiolliee  ykKaszaHue: "I JaHHOTO
JIeKapCTBEHHOT O TIperiaparta He TpeOyTCs CrieljiaibHble YCI0BUS XpaHeHus ",

<3> B o0mieii xapakTepuUCTHKe JIeKapCTBEHHOrO Tperiapata U WHCTPYKLUU 10 MeAULUHCKOMY
npUMeHeHUI0 (B JIMCTKe-BKJIa/IbIIlIE) AO/DKeH ObITh yKa3aH TeMIiepaTyPHbIM Juara3oH (Harpumep, oT 2
°C mo 8 °C)

<4> TIpu IPUHATHU pelleHrsI 0 He0OXOAMMOCTH TPAaHCIIOPTUPOBKY JIEKapCTBEHHOTO TIperapaTa B
XOJIOWIbHUKE CJIefiyeT YUYUTHIBaThb [aHHble O CTAOMIBHOCTH, IIO/lyYeHHbIe TIPH [JOJTOCPOYHBIX
YCCIeJ0BaHUSIX TpU TeMmrepatype 25 °C U OTHOCUTe/IbHOU BaxkHOCTH 60%. Takoe ykasaHue ciefiyet
MICTI0/1b30BaTh UCK/IFOUUTE/BHO NPY Ha/TMYMY JJaHHBIX, [TOJTBEPKAAI0IINX er0 000CHOBaHHOCTb.

<5> Takoe ykaszaHWe C/leflyeT WCIO/b30BaTh TOJBKO B Clyyae, eC/IM [JaHHbIM (DaKTop SIB/ISeTCS
KPUTHUYECKUM B OTHOILIEHUH COXPaHEeHUsI CTabUIbHOCTH.

Il. Apyrue cneuynasibHble yKa3aHUA NO XpaHEHUIo
NneKapcTBeHHOro npenapara

6. JlekapcTBeHHbIe TIperapaThl C/ieflyeT TOMeljaTh B YIAKOBKY, OOeCIeurBamIlyl0 UX
CTabWILHOCT, Y TIPEIOTBpAIAIOIIYI0 CHIWKeHWe KauecTBa. CrieliuasbHble YCIOBUSI XpaHEHWs,
roJijie)kalljie yKa3aH!u0 B MapKUpOBKe, He Cjie/lyeT UCIO0/b30BaTh C Lie/ibl0 KOMITeHCallud HeraTHBHOTO
B/IUSIHUSI Ha CTAaOW/IBHOCTH JIEKApCTBEHHOT'O TperapaTta HerpaBWIBHO MOJ00paHHON YIAaKOBKU W/
YIIaKOBKM HM3KOTrO KauecTBa. IIpy HEOOXOAMMOCTH TIPUHSATHS CTeLUa/bHBIX Mep TPeJ0CTOPOXKHOCTH



[Jisl TIalleHTa B MAapKUPOBKe JIeKAPCTBEHHOTO TperiapaTa MO’KeT ObITh INpUBeZieHa JIOTIO/THUTe/IbHas
nH(popMarys, rpejcTaBieHHas B TabsmLe 2.

[ononHutenbHas uHopmauus, ykasbiBaemass B MapkUpoBKe
NeKapCTBEHHbIX NpenapaToB, NPpyY HE06X0AMMOCTU NPUHATUSA
cneunasibHbIX Mep NPeAoCTOPOXXHOCTH

Tabsuria 2

[Tpobnema nipu XpaHeHUH [JononHuTtenbHasi UHQOPMaLUS O JIeKapCTBEHHOM
rperiapare <1> B 3aBUCMMOCTH OT YIaKOBKHU

YyBCTBUTE/ILHOCTD K Blare XPaHUTh B IUVIOTHO YKYTIODEHHOM KOHTeliHepe <2>
YyBCTBUTE/NBHOCTS K BJlare XPaHWUTb B OPUTMHAIbHOW yaKOBKe <2>
UyBCTBUTE/NBHOCTD K CBETY <3>  XPaHWUTh B OPUTMHA/IbHOM KOHTelHepe <1>

YyBCTBUTENBHOCTD K CBETY <3>  Jep)KaTb KOHTelHep <2> B Hapy>KHOU IauKe
(v BO BTOPUYHOM (TTOTPeOUTE/TLCKOM) YTIaKOBKE)

<1> HeobxomumMo #00aBUTH O0OBSICHEHHE, COjepsKalliee CBeJeHUs O UyBCTBHUTEILHOCTH (00
OTCYTCTBUH UYBCTBUTEILHOCTH) MperapaTa K CBeTy U (W/IH) BIaKHOCTH.

<2> Cnepyet yka3bIBaTb HAMMEHOBaHHE BH/a KOHTelHepa (HarpumMep, ¢JiakoH, 6ivcTep U T.4.).

<3> Ceegenusi 00 nccieloBaHUsIX Ha (POTOCTaOUIBHOCTE TIPUBe/eHbI B pa3ziene [V TpeboBanuii K
UCC/Ie/JOBaHUIO CTAaOM/IBHOCTH.

Ecmm  pgonosHuTenbHasi WHGOpPMaLUs COAEpKUT (OPMYJIUMPOBKY "XpaHUTh B OPUTMHA/IbHOMU
yMakoBKe", TO B3aMeH (opMyMpoBKH "Iyl TeKapCTBEHHOTO TperiapaTa He TPeOyOTCsl CrielrasbHbIe
yCJ/IOBUSI XpaHeHus1' UCMob3yeTcss (GopMyaUpoBKa 'JlaHHBINA JIeKapCTBEHHBIN Tperapat He TpeOyeT
CTeLa/IbHbIX TeMIIepaTyPHbIX YC/IOBUM XpaHeHus1'", eC/Ii 3TO He0OXOMMO.

lll. AeknapupoBaHue yC/I0BUii XpaHeHUsi
cthapmanyeBTUUECKOIT CyOCTaHLNKN

7. YcioBus XpaHeHUs (hapMalleBTHUECKOW CyOCTaHIIMM OCHOBBIBAIOTCS Ha pe3y/bTaTax
WCC/IeJOBaHUNA CTAaOMTBHOCTH (hapMaLleBTHUeCKO# CyOCTaHIMU. Y C/IOBUSI XpaHeHHs hapMaLieBTHUeCKOM
CyOCTaHLIUM /IOJDKHBI YUWUTBIBATh TIOJIOKEHUs TPeOOBaHWM, YCTAaHOBJ/IEHHBIX /ISl YCJIOBUM XpaHEHUs
NleKapCTBeHHBIX TperapaToB.

8. [ns ¢apmarieBTUUeCKMX CyOCTaHLMM, TIOJjIeXKall[uX XpaHeHWI0 B XOJOJW/IbHUKE WU
MOpO3WIbHOW KaMepe /00 TMOAJEXaIUX TPAHCIIOPTUPOBKE B XOJOAWIBHUKE WM MOPO3UTbHOU
KamMepe, B MapKUPOBKe HeOOX0/TUMO YKa3bIBaTh JUAria30H TeMITepaTyp.



ITpunoxxenve N 3

K TpeboBaHUsIM K UCC/IeJOBaHHIO
CTabM/ILHOCTH JIeKapCTBEeHHBIX TIPerapaToB
1 hapMaLleBTUUeCKUX CyOCTaHIIUM

NMPUMEPbBI
NAPAMETPOB A/11 NCCNEAOBAHUA CTABUW/TbHOCTU NEKAPCTBEHHbIX
NMPENAPATOB N PAPMALUEBTUNYECKNX CYBCTAHLUNIN

1. Ins Bcex (apMaljeBTHUeCKUX CYyOCTaHIMM JO/DKHBI OI[€eHMBAThCS ITOKa3aTe/Td BHEIIHeTo BU7A,
KOJIMUeCTBEHHOTO COJiepyKaHusl U COoZlep>KaHUsI TIPOAYKTOB Jerpajauvu. [Ipyrue mokasartesd, KOTOpbie
TI0/IBEP)KEHBI U3MEHEHUSIM, TOXKe [IOJDKHBI OBbITh U3yUeHbI, eC/TA 3TO IPUMEHHMO.

2. [Inst neKapCTBEHHBIX MperapaToB IOKa3aTe/d BHEIIHEero BU/ja, KOTMYeCTBEHHOr0 CO/lep KaHus
dapMar|eBTUUeCKol CyOCTaHIIMM W COZlep)KaHMs TIPOJYKTOB Jerpajialiiid JO/DKHbI OIIeHHMBAThCS IS
BCeX JIeKapCTBEHHBIX (POpPM, TakKe Kak M COZiep)KaHWe KOHCepBaHTOB M aHTHMOKCU/IAHTOB, €CJIU 3TO
MPUMEHKMO [1J151 JAHHOT0 JIeKapCTBEHHOT O Tperapara.

3. [omKHa KOHTPOJIMPOBATHCS MMKPOOHMOJIOTHMUECKass UMCTOTa MHOTO/I030BbIX CTEPUIBHBIX U
HeCTepWIbHBIX JIeKapCTBeHHbIX (opM. [IpOBOKaIjMOHHBIE WCC/eJ0BaHUS HEOOXOJUMO TPOBOJUTH 10
MeHblIIel Mepe B Hauaje U KOHIle CpOKa I'OJHOCTH JIeKapCTBEHHOTO IperapaTa. Takue MCClef0BaHuUs
00BIYHO /TO/DKHBI OBITH BK/TFOUEHBI B ITPOTPaMMy pa3paboTKU JIeKapCTBEHHOT'O TIperiapara, Harpumep, B
paMKax popMaM30BaHHBIX UCC/Ie[J0BaHUM CTaOUIBLHOCTH.

KoHTponk MHKpPOOHOIOTMYECKOW UHCTOTBI B JaJbHeUIIUX HCC/IeOBaHUSX CTaOM/IbHOCTH
JIeKapCTBeHHBIX MperapaToB U (hapMaljeBTUUeCKUX CyOCTaHIMA He TIPOBOUTCS, eC/TH TOJBKO He ObLIH
C/leflaHbl M3MEHeHUs, KOTOpble MOTYT IIOB/UAThH Ha YPOBEHb MHUKPOOMOJIOTMUYECKHMX TIOKa3aTesel
KauecTBa.

4. He Bce mapameTpbl, yKa3aHHble B TMyHKTax 6 - 16 HACTOSIIET0 JOKyMeHTa, JOJDKHBI ObITh
MpOBepeHbl B KaXK/OM TOUKe KOHTPOJsi. DTO B TMEpPBYH oOdepelb OTHOCUTCS K WCC/Ie[OBaHWIO Ha
CTepUJIbHOCTh, KOTOPOE MOKHO TIPOBOIUTH [I7Isi OOJIBILIMHCTBA CTEPU/IbHBIX JIeKApCTBEHHBIX TperiapaToB
B Hauaje W KOHIle TMepuojia WcCCiaeqoBaHWi crabunbHOCTA. [Ipu mpoBegeHWM WCCIeOBaHUN Ha
MTUPOTEeHHOCTh ¥ OaKTeprabHbIe SHAOTOKCHHBI OIMYCKAeTCsl OTPaHUUUTBCS UCC/IeZIOBaHHEM Ha MOMEHT
BbIMyCKa. [ljii CTepu/bHBIX JIeKapCTBeHHbIX (DOpM, CcojeprKallluxX Cyxue MaTepuasbl (TIOPOIIKKA WA
MoGdUIN3aThl) U PaCTBOPBI, YIIAKOBAaHHBIE B 3arllasiHHbIE CTEKJ/ISTHHBbIE aMITyJIbl, MUKPOOHOIOTMUECKHEe
WCC/Ie/JOBaHUS [IOTTYCKAeTCsl TIPOBOAMUTh TOJILKO B HMCXOJHOW TOUKe KOHTpPO/s. Mukpobuosioruueckas
YKMCTOTA XKUJKOCTEH, YITaKOBAaHHBIX B CTEK/ISTHHbIe KOHTEMHePhI C 371aCTUYHBIMU 37IeMeHTaMHt YKYTIOPKH
WU KOHTeWHephbl M3 MOJMMepPHBbIX MaTepuasoB, JO/DKHA aHa/IW3UpPOBaThCsl KaK MUHHMYM B Hauase U
KOHIIe MCC/IeZIoBaHus CTaOWIbHOCTH. EC/M laHHBIe ZOTOCPOYHBIX HMCC/IeOBAaHUM, TIPe/CTaB/IeHHbIe B
YIIOJTHOMOYEHHBIM OpraH rocyzapcrsa - ujaeHa EBpasniCKOro 3KOHOMHYECKOro COr3a, Ha MOMEHT
pervcTpalyy JIeKapCTBeHHOTO TperiapaTa He OXBaThIBAlOT BeCh CPOK T'OAHOCTH, HEOOXOJUMO TakKKe
Tpe/ICTaBUTh IaHHbIe 00 YPOBHE MUKPOOHO0/IOTHYECKOW YMCTOTHI B TTOC/IeJHEM TOUKe KOHTPOJIS.

5. TMepeyeHb wuccnepoBaHuin, nNpeacTaBieHHbli B TpeboBaHMAX K MCCNefoBaHuio
CTabunbHOCTK NeKapCTBEHHbIX npenapatoB u ¢apmMaueBTUYECKMX CybCTaHuwuii,
yTBEpPXAEeHHbIX  PeweHunem  Konnerum EBpa3uniicKol 3KOHOMUYECKOWA Komuccuu
oT 2018 r. N (panee - TpeboBaHuA), [N Kax[olh NeKapCTBEHHOI
dopmbl, He saBnseTCA ucyepnbiBawowWWM. B TO Xe Bpems He BCe NpuBefeHHble B



TpeboBaHMAX BUAbl WUCCNeA0BaHWA  AO/MKHbI  BKAWYATbLCS B MPOTOKOA UccnefoBaHus
CTabUNbHOCTU KOHKPETHOro fNeKapcTBEHHOro npenapaTta (Hanpumep, uccnegoBaHue
Ha 3anax [o/KHO MPOBOAUTLCSA TOMbKO B C/lyyae HEOO6XO4MMOCTM M C COGNAEHUEM
TpeboBaHMin 6e30MacHOCTM MNpUM NPOBEAEHMUN [AHHOIMO MCCNefoBaHus).

Ecm cyijecTtByeT BepoOSITHOCTH TOrO, UTO KOHTAKT YKYIIOPKM C JIeKAPCTBEHHBLIM IIperiapaToM
TIOB/TUSIET Ha €ro CTaOHIbHOCTh WM TPOU30MAYT U3MEHEHHs B CUCTeMe "KOHTeHHep - YKyIopKa'", To B
MIPOTOKOJT MCC/IeIOBaHUsI CTaOW/IbHOCTH JIeKapCTBEHHOTO TIperiapata /OTOJIHUTE/bHO BBOJUTCS
TroKasaresib "monoykeHne" (0ObIUHOE U TIepeBepHYTOe).

6. Tabnerku. HeobxoauMo TipoBeCcTH MCC/eOBaHMe HAa PacTBOPeHHEe WM PAcrafaeMocThb (Tpu
HeoOXO0ZMMOCTH), COoZiep>KaHue BO/bl M IPOUHOCTb Ha UCTUPaHue (A1 TabneTok 6e3 000/104KH).

7. Karicynel. [Insi TBepApIxX »KeJaTMHOBBIX KariCys HeoOXOZMMO TPOBeCTH HCC/iefloBaHUe Ha
XpYIIKOCTb, pacTBOpeHHWEe WM pacnajaeMocTb (Mpu HeoOXOJUMOCTH), COJiep)KaHHe BOZAbI U
MHKPOOHOIOTNUeCKYIO UHCTOTY.

Jl7isi MATKUX >KeJIaTHHOBBIX Karcys7 HeoOXOAMMO TIPOBECTH MCC/e[j0BaHWe Ha PacTBOPeHHEe WJIH
pacnazaeMocts (TIpU  HeOOXOJWUMOCTH), MUKPOOMO/IOTMUECKY0 uHCTOTy, pH, TepMeTHMUHOCTb W
CK/IeBaHUe.

8. DMyJIbCUH, CYCTIeH3UH U pacTBOPHI AJIsi TpreMa BHYTpPb. HeobxouMo rpoBecTu ucciejoBaHre
Ha oOpa3oBaHMe 0CajjKa, MPO3pPayHOCThb (/151 pacTBOpPOB), pH, BSI3KOCTb, SKCTparvupyembie BelllecTBa U
MUKPOOMOIOTUYECKYIO UUCTOTY.

st cycneH3uid [JOTIOMHUTENHHO HEoOXOAMMO TIPOBECTH WCC/IeIOBaHUWE HA /IUCTIEPCHOCTD,
peosiorMyeckre CBOMCTBA, CpPeJHUN pasMep YacCTUL] U UX pacnpefeneHre. Takke OLIEHUBAKOTCA
MoJMMOp(QHbIe TpeBpallieHusi (ec/id TMPUMEHUMO), BO3MOXKHO Tak)Ke TIpOBeZleHHe WCC/iel0BaHUs
nipeobpa3oBaHusi MOMUMOPGOB JPYT B Apyra (ec/id MpUMeHUMO).

[nis 3MyJIbCUI  IOTIONTHUATE/ILHO HeoOXOJUMO TIPOBeCTH WCCe/loBaHWe Ha pa3sfeneHue (a3,
CpefHUI pa3Mep U pacripefiesieHre AUCTIePrUPOBAHHBIX TTI00YL.

9. [NopolKy ¥ rpaHy/bl /i IPUTOTOB/IEHUS pacTBopa (CyCIieH3uu) J/1s npueMa BHyTpb. Crefyer
OTpezie/IUThb COZepKaHue BOJbl ¥ BpeMsl BOCCTaHOBJIEHUSI.

BoccraHoB/ieHHbIe Tiperaparhl, MpefcTaBstole coboil pacTBOpPHl WM CYCIeH3UH, Mocjie UX
TIPUTOTOB/IEHUSI B COOTBETCTBUU C YyKa3aHWSIMH, COZEpP’KallUMHUCS B WH(POpPMALUU O JieKapCTBEHHOM
rperiapaTe, HeOOXOAUMO OLIEHMBATh B COOTBETCTBMM C paszenoM VIII TpeboaHuii Ha MPOTSHKEHUN
MaKCHUMa/bHO PeKOMEeH/JOBaHHOI'O NTepro/ia IPUMeHeHH st TaKOr0 BOCCTAHOBJ/IEHHOT'O Tpernapara.

10. /[lo3upoBaHHble WHrajATOPbl Y HasajbHble aspo3oiu. CriefyeT IPOBECTU MCC/e0BaHUe
ToKasaTesien:

OZJTHOPOJJHOCTH CO/IEPKaHUS [103bI;
3asfBJIEHHOTO B WH(OPMAalL[Md O JIEKapCTBEHHOM TIperapaTe uuc/ia TpUBeZieHWH B JeMCTBUE
KJlarlaHa KOHTelHepa, MpU KOTOPOM 00ecrieurBaeTCsi OJIHOPOJHOCTh COJiepyKaHusl BbIOpachiBaeMou U3

KOHTeliHepa /i03bl;

a3pOAMHAMUYECKOTO Pacrpe/iesieHus 10 pa3Mepy YaCTHLI;



MHKDPOCKOITUUeCKOU OI|eHKH;
coJiepKaHusi BOJIbI;

Ko3(puLieHTa yTeuku (repMeTUYHOCTH);
CTerneHu MUKPOOHOH KOHTaMHUHAL[WY;
K/IallaHHOM [I0CTaBKHU (MacChl BIPHICKA);
MOTEepU B Macce;

HAaCOCHOM JI0CTaBKY;

Yy>KePOJHbIX MeXaHUUeCKUX BKJTIOUeHU;

9KCTparupyeMblX U BblJe/sieMbIX BeleCTB W3 IJIaCTUYECKUX U 3/1aCTOMEPHBIX KOMIIOHEHTOB
KOHTelHepa, YKYIIOPKH U Hacoca.

Hp06bl HeO6XO,Z[I/IMO XPAaHUTHE B BEPTHUKA/IBHOM, I€PpeBEepHYTOM WJ/IN OOKOBOM IT10JIOKEHUH.

[y CyCIrieH3MOHHBIX a3po3osieli HeoOXOAUMO TPOBECTH MHUKDPOCKOIMYECKUW aHa/li3 BHEITHero
BU/]a KOMIIOHEHTOB KJlaraHa U COZlepXKMMOro KOHTeliHepa Ha MpeMeT HaJuuusi B HUX:

KPYTIHBIX BK/IFOUEHNH;

n3MeHeHHst MOP(OJIOTUH YacTHL] papMaLleBTUUeCKOM CyOcTaHInY;
COJZieprKaHusl arjioMepaToB;

pocTa KpUCTaJIIOB;

Yy’>KePOJHbIX MeXaHUUeCKUX BK/IFOUEHUM.

Takke B paMKax MHKDPOCKOIIMUECKOTO aHaaW3a BHEIIHero BH/a HeoOXOAWMO yCTaHOBHUTH
KOPPO3HIO BHYTPeHHe! TTOBePXHOCTH KOHTelHepa W U3HOC MPOKJIaZIOK.

11. Cnipeu Ha3anmbHBIe. Heo0X0AMMO MTPOBECTH UCC/IeIOBaHUE TTOKa3aTesIei:
TPO3PauHOCTH (/1/151 paCTBOPOB);

MUKPOOHO/IOTUUECKOUN UHCTOTHI;

3HaueHus pH;

MeXaHUUYEeCKHX BKIHOUeHU;

OZJHOPOJHOCTH CO/IepP>KaHUs IeUCTBYIOIEro BeljecTBa B OJHOM BIPBICKE;

yKc/ia TIPUBEIEHUH B IeHCTBUE, Y/IOB/IETBOPSIONIUX TPeOOBAaHHUIO TI0 OJJHOPOAHOCTU COJIePKAHUS



B O/IHOM BIIDBICKE;
pacripeiesieHus 10 pa3Mepy Kariesb WM YacTHLl;
IIOTEepPU B Macce;
HaCOCHOM /I0CTaBKY;
MUKPOCKOIIMYECKOU OLIeHKU (CyCreH3ui);
VHOPOJHBIX MeXaHUUeCKUX BK/IFOUeHUM;

5KCTparvpyembIX M BblJle/sieMbIX BelecTB M3 IUIAaCTUUECKUX M 3/1aCTOMEpPHBbIX KOMIIOHEHTOB
KOHTelHepa, YKYIIOPKH U Hacoca.

12. JlekapcTBeHHbIe ()OPMBI [JI1 MECTHOTO (Hapy’KHOT'0), TJIa3HOTO U YILHOTO MpUMeHeHus1. B 3Ty
KaTeropur0 BKJ/IIOYAKOTCS MasW, KpeMbl, MacTbl, Te/l, PacTBOPbI, I/la3Hble Kalljli W CIped [JJIsd
Hapy>KHOI'O [IPUMEeHEeHUs].

B rnekapcTBeHHBIX TiperapaTtax JJjii MeCTHOTO TIIpUMeHeHHWs (BK/IOuasi I/la3Hble W YIIHbIE
JleKapCTBeHHbIe TIperapaTthbl) He0OX0MMO MPOBECTH UCC/IeJOBaHKe ITOKa3aTesieit:

IIPO3pavyHOCTY;

TOMOT€HHOCTH,

3HaueHus pH;

CIIOCOOHOCTH K pecyCreHMPOBaHMUIO (/7151 TOCbOHOB);

KOHCHUCTeHLIUN;

BSI3KOCTH;

pacnpejie/ieHUs1 YaCTUL] 0 pa3Mepy (/151 CyCIeH3UH - eC/IA BBITTOJTHUMO);

MHUKPOOHOIOTHUeCKOW YUCTOTHI U ITOTePU B Macce (TIpY HeOOXOAUMOCTH).

OweHKa I/1a3HbIX M YIIHBIX JIEKADCTBEHHBIX TperapaToB (HarpuMmep, KpeMoB, Ma3el, paCTBOPOB U
CyCIeH3ui) /o/DKHa BK/IOYAaTh B cebsi ciieflyiolije /IOTOJIHUTEe/bHbIe TapaMeTpbl: CTePU/IbHOCTb,

MeXaHUYeCKHe BK/IIOUEeHHs U U3B/IeKaeMbId 00beM.

OueHka cmpeeB [/l Hapy’KHOTO TIPMMEHEHUsl J0/DKHA TpejyCcMaTpyBaTh aHaliu3 C/eAyoLuX
JIOTIO/THUTE/TbHBIX TTapaMeTpPOB:

JAaBJ/IeHHe;
rnoTeps B Macce;

06]].[851 HN3BJ/IeKdeMads MdCcCa,



CKOPOCTb [IOCTaBKU;

MHUKPOOMO/IOTHYeCKast YMCTOTa,;

XapaKTep PacbUIeHHUS;

CoZiepKaHre BOZIbI U pacripe/ie/ieHre YacTHI] 1o pa3Mepy (/s CyCIieH3ui).

13. Cynmo3suTtopun. Heo6xoauMo IpoBeCTH UCC/iefiloBaHNe CTeTNleHW pa3MsrdeHusl, pacra[aéMoCTH
1 pactBopeHnus (ripu Temrmepatype 37 °C).

14. TlapeHTepasnbHbIe JIeKApCTBEHHBIE Mperapatbl Manoro oobema (1 M wau MeHee 1 Mi).
Heob6x011M0 TIPOBECTH UCC/IeIOBaHKE TI0 CJIeAYIOIIUM TT0Ka3aTeIsiM:

1[BET;
TPO3PAauHOCTh (/1J151 paCTBOPOB);
MeXaHUUYeCKre BKTIOUeHHS;
3HaueHue pH;

CTepUIbHOCTE;

cojiepkaHue 3HJ0TOKCHHOB.

UccnenoBanuss  CTaOWIBHOCTH — TIOPOLIKOB  [/Ii  MHBEKLIMOHHBIX  PACTBOPOB  /IOJDKHBI
rpelycMaTpyBaTh OLIEHKY LIBeTa, BPeMeHM BOCCTAaHOBJEHMS M cojep)kaHusl Bogpl. CreLyanbHble
rnapaMmeTphbl, TOJJIe)Kalje aHaau3y uepe3 COOTBETCTBYIOLME HHTepBalbl Ha MPOTSPKEHHWU BCETO
MaKCHMa/IbHOTO CpPOKa MpPUMeHEeHHs] BOCCTAHOB/IEHHOI'O JIeKApCTBEHHOTO Mperapara, Mpy yCJI0BUH, UTO
OH XPaHWTCS B yCJIOBUSX, YKa3aHHBIX B MH(OPMAI[MM O HeM, BK/IIOUAIOT B ce0si: MPO3pavyHOCTbh, I[BET,
pH, cTepu/ibHOCTb, MUPOTeHHOCTH (COAepKaHue SHJ0TOKCHHOB) U MeXaHWUeCKue BK/IHOUeHus. MoskeT
noTpeboOBaTbCSi MOHWTOPHHI CTEPU/IBHOCTH TI0C/e BOCCTAaHOBJ/IEHWs TIperiapaTa, Harpumep, B
[IByXKaMepHBIX IIINpHULaX, eC/IN 3asBJIEHO, YTO BOCCTAHOB/IEHNE He NIPUBOJMUT K IOTepe CTePUIbHOCTH.

WccnenoBanusi cTabUIBHOCTH CYCITEH3UM /11 UHBEKIUM [IO/DKHBI [IOTIOJTHUTE/LHO BK/IHOUYATh B
cebs1 pacmipeZiesieHe YaCTHI] 110 pa3Mepy, AUCIIePCHOCTb U Peosiorhyeckrie CBOMCTBA.

WccnenoBanust CTaOM/IBHOCTH 3MYJIBCUM /711 UHBEKLIUW [JOJDKHBI ZOTIOJTHUTETbHO BK/IIOUATh B
cebst pa3zenienue (a3, BA3KOCTh, CPeJHUM pa3Mep U pacIipe/ie/ieHre YacTHI] 10 pa3Mepy.

15. TlapeHTepa/ibHbIE JIeKapCTBEHHBIE TIperapaThl 0o/blIoro obobema. Heobxoaumo mipoBecTu
WCCe[iloBaHUe MO CAeAYHIIUM ToKa3aTesisiM: LIBeT, MeXaHWuecKue BKJIOueHUs, pH, CTepUibHOCT,
MUPOTeHHOCTh (CoZiep>kKaHKe YHAOTOKCHUHOB) U 00beM.

16. TpaHcaepManbHble TUIaCTBIpM. HeobxoguMo TIpoBeCTH HCC/IefoBaHHEe TI0 C/IeAYIOMUM
ToKa3aTesisiM: CKOPOCTh BLICBOOOXK/IEHHSI in Vitro, TeépPMeTHYHOCTb, MHUKpPOOHOJIOTHUeCKasi YHUCTOTa
(CTepUIbHOCTB), MPOYHOCTh HAa OTK/IEMBAaHUE U aJire3usi TIpU C/IBUTe.
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ITpunoxxenue N 4

K TpeboBaHUsIM K UCCIe[JOBaHUIO
CTabUIbHOCTH JIEKapCTBEHHBIX TperapaToB
1 (hapMarieBTUUeCKUX CyOCTaHIMNA
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[Ipunoxenue N 5

K TpeboBaHUSAM K UCC/IeJOBAHUIO
CTabM/ILHOCTH JIeKapCTBEeHHBIX TTperapaToB
1 hapMalleBTUUeCKUX CyOCTaHIIUM

METOANKA XUHUHOBOW XUMUYECKOW AKTUHOMETPUN

1. Hacrosimias MeToauka TipejHa3HaueHa [y TIOPOOHOTO OMMCAHUS AKTMHOMETPHUECKOU
CUCTeMbl KOHTPOJISI CBETOBOM IKCTIO3ULIMM OT (hIyopeciieHTHOMN JlaMIibl, TeHepUpyolllell u3nydyeHue B
omokHer  yiapTpaduoneToBo obmactd, [JiA  TPUMEHEHWs TIpU  TPOBEEHUH  UCCel0BaHUI
CTaOW/ILHOCTH JIeKapCTBEHHBIX TIperapaToB M (apMaleBTUUecKux cyOctaHimid. [ns apyrux
HCTOYHUKOB CBeTa (AKTUHOMETPHUUECKUX CHCTeM) MOYKeT ObITb MCIT0/Ib30BaH aHa/IOTUYHBIA TOAX0[], HO
KaK/las aKTUHOMETpUYecKasi CUCTeMa JIOJDKHA OBITh OTKanrOpoBaHa [ijisi WCTIOh3yeMOr0 MCTOYHHMKA
CBeTa.

2. [lna wucciefoBaHWS TOTOBUTCSL IOCTAaTOYHOE KOJIMYECTBO BOJHOIO pacTBOpa XWHWHA
MOHOTHZpOXJ0opYUAa auruapara 2% (Macca/obbeMm) (mpu HeoOXOAWMOCTH pacTBODPSIETCSl  TIPU
HarpeBaHuM).

3. Bo3MOXHbBI 2 BapHaHTa:

BapuaHT 1. 10 M pacTBOpa moMeljaeTcsi B YIakoBKy (OecliBeTHYrO amiTysiy) BMeCTUMOCTbIO 20
MJI, TePMETHUECKH YKYTIOPHUBAETCS W UCIO/Ib3YeTCsl B KauecTBe TPpo0bl. B apyryto GecuiBeTHYIO amity sty
BMeCTUMOCTHI0 20 mu1 romenjaeTcst 10 M1 pacTBopa, repMeTHYeCKU YKYIIOPUBAETCsl, 3aBOpPaurBaeTcs B

aJTFOMUHHUEBYIO (OJIBTY /15 TIOJIHOM 3allUThI OT CBETA U MCIIO/b3yeTCs B KaueCTBe KOHTPOIbHOM TTPOOBKI.
dopma U1 pa3Mep aMIlyJibl IPe/CTaB/IeHbl HA PUCYHKE.

W

Duamerp crepus:

21,8+0,40 mm

OtaepcTie (B8 MECTE CEMEHMS ),
7.0£0.7 MM

InuHa CTepKHA:
80+1,2 Mm

[Tpo6a u KOHTpObHAsI TIpoba ToBEPratoTCsl BO3ZeMCTBUIO UCTOUHHKA CBETA B TeUeHHe 3a/JaHHOT0
BpeMeHH (dacoB). 1o 3aBepiieHHH SKCITO3UI[UH He0OX0[UMO Orpezie/TUTh KO3(hdOUIMeHTRI MOT/IOIeH S
nmpoObl (Ar) u KoHTpossi (Ao) mpu 400 HM C HCHOAB30BaHMEM 1 CM TIOTJIOLJAFOIIEro  CJIOSl.



PaccuuThiBaeTCs pa3HOCTb TIOKasaTe/ed ONTHYeCKOM TuIoTHOCTH 1pod (A = Ar - Ao).
[Tpoo/KUTETBHOCT BO3/I€HCTBUSI CBETA MO/DKHA OBITh AOCTAaTOUHOW /s obecrieueHWs] W3MeHEHUs
OITUYECKOU IIJIOTHOCTU He MeHee ueM Ha 0,9;

BapuaHT 2. 2 KBapLieBble STUeUKU (TOMMHON €051 1 cM) 3amosiHATCsA pacTBopoM. OziHa sueiika
WCTIOb3YeTCs B KauecTBe MpoOkbl, Apyrast siueiika 3aBOpaurBaeTCs B a/TFOMUHUEBYIO (OJIBTY /I/Is TIOTHOM
3alUThl OT CBeTa W MCIIOJIb3YyeTCss B KauecTBe KOHTPOJIbHOW MpoObl. [Ipoba v KoHTposibHasi Tipoba
MO/IBEpraloTCsl BO3JEWCTBUI0 MCTOYHMKA CBeTa B TeueHUe 3aJaHHOro BpeMeHu (uacoB). [locse
TIpeKpalleHus] BO3JeMCTBUSI MCTOUHMKA CBeTa OTpeJessieTCsl ONTHYecKas TUIOTHOCTb TpoObl (AT) u
KOHTPOJIbHOH TIPOOBI (Ao) ripu 400 HM C UCMO/b30BaHUEM 1 CM TOTJIOIIAIOIIero c/iost. PaccunThiBaeTCs
Pa3HOCTb MOKa3aTesiell onTUuecKoi miaoTHocTy nMpob (A = Ar - Ao). IIpof0o/mDKUTeTEHOCTD BO3/1eHCTBYS
CBeTa /I0JKHA ObIThb OCTaTOUHOM [i/1si obecrieueHUst U3MeHeHHsI ONTUYeCKOo MJIOTHOCTH He MeHee 4eM
Ha 0,5.

4. [oryckKaeTcsi UCMOAb30BaHUE WMHBIX KOH(MUIypaluil yrakoBKU (aMIlyJsi, siueeK, KIOBEeT) IpHU
yCJIOBUM WX COOTBETCTBYHOLLeH BanuAauuy. [loryckaeTcsi HCIOJ/b30BaHHEe — ajbTepHAaTUBHBIX
Ba/IMJVMPOBAHHBIX XUMUYECKHUX aKTUHOMETPOB.

ITpunoxenue N 6

K TpeboBaHUsIM K MCC/IeJOBaHHIO
CTabM/ILHOCTH JIeKapCTBEeHHBIX TIperapaToB
1 hapMaLleBTUUeCKHUX CyOCTaHIIUM

. B/1IOK-CXEMA
NMPUHATUA PELLEHWI NP OUEHKE AAHHbLIX MOBTOPHOIO NCC/TIE4OBAHNA
CTABUWIbHOCTU N YCTAHOBJIEHNA CPOKA rOAHOCTU NEKAPCTBEHHbIX
MPEMNAPATOB N PAPMALEEBTUYECKUX CYBCTAHUNA (BA UCKNHOYEHVEM
NEKAPCTBEHHbIX MPEMNAPATOB, NOAJ/IEXXALLNX 3AMOPAXXNBAHWIO)

JKcTpanonauns He gonyckaeTcs.
Heob6xoaumo paccmoTpeTb
Ja BO3MOXHOCTb COKpaleHus
> nepvoga A0 MOBTOPHbIX
nccnefoBaHnii UAn cpoka
JaHHble 0 cTabunbHOCTU rO4HOCTU B C/lyvyae BbiABNEHWUS MO
BCeX Mnoka3saTtenei /\ pe3ynbTatam CTaTUCTUYECKOro
KayecTBa NMpown3owno aHanusa faHHbIX [0/ 0CPOYHbIX
npu BCeEX YCNOBUAX 3Hauumoe uccnefoBaHuii BapnabenbHOCTU
XpaHeHus cBecTu B n3mMeHeHne JaHHbIX
Tabnuuy < B TeyeHne >
n (unu) npeacTtaBuTb 3 mecsues
rpapmyecku YCKOpPEHHOr o
N npoaHannsnposaTb XpaHeHna? JKCcTpanonauna
OTAENbHO MO Kaxgomy \/ He fonyckaeTcs.
nokasaTesnio /\ HeTt Heo6xoaMmo paccMoTpeTb

>| BO3MOXHOCTb COKpauweHus
nepuoga A0 NOBTOPHbIX
uccrnefoBaHWin MM cpoka
rofHOCTU MO pe3yfbTaTam
CTaTUCTUYECKOro aHanusa
[aHHbIX [0/TFOCPOYHBIX
Jla uccnepoBaHuini n nx




BapnabenbLHoOCTH

nnn B XonogunbHUKeE :

/\
\/
/\ /\
Npon3owno 3Hauumoe /\ Npown3owno
N3MEHEHNE B TeyeHue Ja NpegHa3HayeHsl | HeT nn 3Hauymmoe
< 6 mecsueB B > ><ANA XpaHeHua B> > U3MeHeHvne B Ja
yCnoBusax X0NoAuNbHUKE? | NPOMEXY TOUHbIX
YCKOPEHHBIX \/ yC/OBUAX
ncenefoBaHuni XpaHeHna?
\/ \/
‘ HeTt
HeT
\/ ‘
/\ \/
CornacHo [0NroCpPOYHbIM HeT ansa /\
OaHHbIM BbiiBeHbl: (1) (1) JaHHble mognexat HeT gna (1) wnm
He3HauyuMble N3MEHEHUA wnn (2) |cTaTucTudyeckomy (2) nnéo
< BO BpEMEHW UAN ux >———<  aHamsy (1)?
oTcyTcTBUue n (2) nnéo pansa CTaTucTuyeckui ons obonx
He3HaumTenbHas o6oux aHanus3 nposefeH
BapuabenbLHOCTb wMAn (2)? \/
ee oTcyTcTBUE? \/
\/ NMpn Hanu4un
Ja (B obownx 3HaYMMbIX
cnyvasx) BCMOMOTaTesIbHbIX
— JaHHbIX :
Y = He > X + 3 mec.
Ja (B obomx cnyvasx)
NMpu Hanuuun
CTaTUCTUYECKOTr O
\/ \/ >|aHanmsa n 3Ha4vyuMbiX
/\ /\ OaHHbIX :
CornacHo faHHbM HeT ans (1)| AaHHble nognexat Y = He > 1,5 X,
YCKOPEHHOIr 0 XpaHeHus, nn (2) CTaTUCTUYECKOMY HO He > X + 6 mec.
BbiiB/IEHbl: (1) He3Hauyumble | Nubo Ansa < aHanndy (1)? >
< W3MEHeHWs BO BpemMeHun > >| CTatucTnyeckui Y - npepanaraembiii
nnn ux oTcyTcTeue n (2) 060ux aHanu3 nposefeH nepuos A0 NOBTOPHbIX
He3HaumTenbHas (2)? nccnefosaHnin unn
BapuabenbHOCTb uan \/ CPOK roAHOCTH
ee oTcyTcTBue? X - nepwuog,

\/ OXBaYeHHbIN AaHHbIMU
[O0NTOCPOYHBIX
nccnepoBaHuii

Ja (B oboux cnyyasax) Ja (B o6oux
cnyvasx)
\/
)
CTaTUCTUYECKMii ‘
aHann3 HeTt gnsa (1)
(kKak npasuno) nnn (2)
He TpebyeTcs nm6o
ons Tﬁomx
\/ \/ \/
Y = He > 2X, HO He > X + 12 NMpu HanUuMm CTaTUCTUYECKOro Npu HanMyuMM 3HaYUMbIX
mec. aHanusa n 3HaudynmbIX LOMNOMHUTE/bHbIX AaHHbBIX :
WA B XONMOAUNbHUKE : [OMNOSTHATENbHbLIX AaHHbIX : Y = He > 1,5X,
Y = He > 1,5X, HO He > X + 6 Y = He > 2X, HO He > X + HO He > X + 6 mMec. wiu B
12 wmec.

X0M04UNbHUKE :
He > X + 3 wmec.

Y



Y = He > 1,5X, HO He > X +
6 wmec.




