®opma cepruUKaTA HA CEPUIO NPOAYKINH JEKAPCTBEHHbIX CPEACTB
AJIs MccJIeI0OBaHNi B cOOTBeTCTBHH €0 cTaThell 62(1) Permamenta EC NO
536/2014 u cratbu 4 JlesierupoBaHHOro periaamenta 1569 /2017



BBenenue

Oty ¢dopMmy cieayeT HCIOIb30BaTh COBMECTHO € JlelerupoBaHHBIM PEriIaMeHTOM
EC No 1569/2017 no Ilpasunam npoussozctea (GMP) jgekapCTBEHHBIX CPEICTB IS HC-
cnenoBanuii (IMP), mpeaHa3HauyeHHBIX U1 YENIOBEKa, M OpraHU3alueil MHCIIEKTUPOBA-
HUsI, KOTOPOE MMEET 3aKOHHYIO CHIIy B COOTBETCTBHHM C ITIEPBBIM IOAIMYHKTOM CTaThU
63(1) Pernamenta EC No 536/2014 u nmoapoOHsiM PykoBoactBom Kommccuu no GMP
it IMPS, npenHasHaueHHBIX JJIS IPUMEHCHHUS YEJIOBEKOM B COOTBETCTBHU CO BTOPBIM
noanyakroM ctatbu 63(1) Permamenta EC No 536/2014.

JlexapcTBEHHBIE CPEICTBA Ul MCCIEAOBAHUN MOTYT HE UCIIOJb30BaThCS B KIMHU-
YECKUX UCHbITaHUsIX B cTpaHe-wieHe EC 1o 3aBepuieHus ABYXCTaJAWWHON MpoLEeayphl B
COOTBETCTBUU C «PYyKOBOJCTBOM I10 OTBETCTBEHHOCTH CIIOHCOPA B OTHOIIEHHUHU OOpariie-
HUSL ¥ OTIPY3KHU JIEKAPCTBEHHBIX CPEACTB JUIsl UCCIEI0BAaHUM, NIPEIHAa3HAUYEHHBIX /IS Ye-
JoBeKa, B cooTBeTcTBUU ¢ [IpaBmiamu mpoBeneHus kiauHudeckux ucnbiranuii (GCP) u
[paBuiamMu IPOU3BOICTBA JIeKapcTBEHHBIX cpeactB (GMP)y.

[TepBbIM 3TAIIOM SBJISICTCS CEPTH(OUKAIMS KAXKI0U Ceprur Y IOITHOMOYCHHBIM JIUIIOM
HPOU3BOJMTENS MM UMIIOpTEpa B COOTBETCTBHHU coO cratheid 62(1) Permamenta EC No
536/2014 nns moaTBEepKICHUST COOTBETCTBUS TpeOoBanusMm crateir 63(1) u 63(3) Peria-
menta EC No 536/2014 u crateu 12 JlenerupoBanHoro periamenta komuccuu EC NoO
1569/2017 ¢ noKyMeHTaIbHBIM O(OPMIICHUCM.

Jns obecrnieueHnst CBOOOAHOTO TEPEMEIICHHS JICKAPCTBEHHBIX CPENCTB ISl MCCle-
JIOBaHHUM MEXAY CTpaHAMHU-YJICHAMH CepTH(UKAIMS CEPUH 3a MOAMUCHI0 YTTOJIHOMOYEH-
HOTO JIMIIA JIOJKHA COOTBETCTBOBATh cTathe 62(1) Permamenta 536/2014.

CopepxaHue 3TUX CEPTUQPHUKATOB JOJKHO COOTBETCTBOBATH MPUBOAMMON HUXKE
dopMme ¢ 11eTbI0 TapMOHHU3AIMK IIpoliecca cepTU(UKaLUY IIPH BBITYCKE cepuu. JT1a popma
MOJKET TaK)K€ HCIOJb30BaThCSA ISl CEPTU(PUKALUU CEpuM, MpeAHAa3HAUYEHHBIX ISl HC-
M0JIb30BAHNUS B CTPAaHE-YJIEHE 110 MECTY HaXO0K/I€HUsI TPOU3BOJUTENS WIK UMIIOPTEPA.



[ComoBka GiiaHKa MUCHMa MPOU3BOIUTEIS |
®opma cepTU(PUKATA CEPUH JIEKAPCTBEHHbIX CPEACTB AJIS MCCAeI0BAHUM
B cooTBeTcTBHUH c0 cTaTheli Article 62(1) Pernamenta EC No 536/2014 n

craTbeii 4 /lesiermpoBanHoro perjiamenra 1569/2017

(1) HammenoBanue mpoaykTa(oB)/HaeHTH(OUKAHOHHOIO O00O3HAYCHHUE IIPOIYK-
Ta(0B) COMIACHO 3asBJICHUIO HA KIIMHUYECKUE UCTIBITAHUS, €CIIU TpeOyeTcsl.

(2) Homep(a) B 0a3e maHHBIX NpenapaToB I KIMHUYECKHX HcmbiTanuii B EC
(EudraCT) u npoToKoJI1a CIIOHCOPa, €Ik TpeOyeTcst

(3) DddexruBHOCTHL

Haumenosanue u konuvecmeo 6 eouHuye 003upo8aHHoll hopmbl OJisl 6CeX AKMUBHBIX
cyocmanyuii ons kaxcoozo IMP (sxmouas niayebo). Cnocob npeocmasnenus ungopma-
yuu 0oaHceH 0becneuu8ams MAcKUPOsKY.

(4) Hoszuposannas popma (hapmarieBTHUecKas popma)

(5) Pasmep ymakoBku (comepkaHue KOHTeHHepa) U Buia (Hampumep, (IIakoHbI, Oy-
TBUIKH, OJINCTEPHI)

(6) Homep cepun/maptuun
(7) Cpok rogHOCTH/TIOBTOPHOTO KOHTPOJISA/UCIIOIH30BAHHSI

(8) HammenoBaHue u axpec MPOU3BOMUTEINS, IJI€ HAXOIUTCS Y TIOJIHOMOYCHHOE JTH-
110, BblJIaBlIee cepTuduKar

(9) Howmep nuiieH3uH Ha POM3BOACTBO JJISl TPOM3BOICTBEHHOM TUIOMIAIKH 110 II. 8
(10) KommeHTapuu/mpuMeyaHus

(11) JlroGas momonHuUTENbHAS WHGOPMAIHS, KOTOPYIO COWIO HYXHBIM BHECTH
YToTHOMOYEHHOE JTHAIIO

(12) BakiroueHue o cepTUhUKAIAN

(13) «HacrosmmM st HOATBEP>KAAI0, YTO JAHHAS CEPUSI COOTBETCTBYET TPEOOBaHUAM
cratb 62(1) Permamenta EC No 536/2014 u cratbu 4 JlenernpoBaHHOTO peryiaMeHTa
1569/2017»

(14) Mms YoJHOMOYEHHOTO JIMIA, BBIIABIIETO CepTU(UKAT

(15) Monmuck

(16) MHara noamucu



