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Koj: CITC-KO-14-0068-12

R

Crp.l m3d

JlaTa BBe/IeHHA ¢!

Broaurcs Biamen:

Je#creyer no:

[MpuuuHa: akTyannlaums

08,08 2025 CIC-KO-14-0068-11 | Geccpouno
ot 07.03.2025
KAIITOIIPHUJI
Captoprilum
CAPTOPRIL

Kontpoas kauectsa no H/L Pb 0040C-2015,

Paznenam 3.2.5.4.1, 3.2.S.4.2 perucTpauHoHHOrO0 10Che
JekapcTBeHHoro npenapara KanrtonpnJj, TabjeTKkn

25 mr B Pb

Paznenam 3.2.8.4.1, 3.2.S.4.2 perucTpauHoOHHOI0 10Che
JeKapcTBeHHOro npenapara KanronpuJ, Tab/jieTkn

50 mr B Pb
Cocrasuian Cornacosaun Yreepaua
HonauocTs: xumuk | kareropun JomxrocTs: Havaneink OKK JloNKHOCTD: 3aMECTHTEb TEHEPANIbHOTO
AJl = pdbexTopa no Kaues: Y7
HO®D: M.B.babxanuesa HO®D: O.B. 3 A CAO®: T.B.bary
Moamuch: Lo fwify Moanuce:  L* 6&/% [Moanueb:  \_
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Jlata: ©7 OF. 2025
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CreundMKaLMa Ha HCXOIHbBIE Mampum@ i i| E%EE POTIBHBIN i 1 CTIC-KO-14-0068- 12
‘ Crp.2 uzd

_AK3BMNNAD

pacTBopa

2.4 lleTnocTs pacrt-
BOpa

2.5 pH

2.6 Y ensHoe onTH-
4eCKOE BpalllcHHe

2.7 lNpumecs F

'®PBII 222,
meron Il

[®PBIL 223

IF'®PBIL22.7

®PBII 2228

pacrsopa»
HJ1 PB 0040C-20135,
Paznen 3.2.5.4.2
Paznen «llBetHocTh
pacrBopa»

HJ1 PB 0040C-2015,
Pasnen 3.2.5.4.2
Pasznen «pH»

HJ1 P 0040C-2015,
Pasznen 3.2.5.4.2
Pasnen «Y nensnoe on-
THYECKOE BpaLUCHHE»
HJ1 PB 0040C-2015,
Pa3znen 3.2.54.2
Pasaen «Ilpumecs F»
HJI PB 0040C-2015,
Pasnen 3.2.8.4.2

Ne [TapameTpst Metosi Meroauku Kpurepuu npuemaeMocTy
n/n KOHTPOJIS HCIIBITAHHH
1 [lpumenenune - - Kanronpun, rabnerku 25 Mr uis
Apmennn, ['pysun, Keipreiscrana,
Mosnnossl, Ph, PO, Tamxukncra-
Ha, Typkmenucrana, Yibekucrana
Kantonpun-bopumen, Ttabnerku
25 mr s Kazaxcraua
Kanronpwi, tabnerkn 50 Mr juis
Asepbaiijkana, Apmenun, Mon-
aossl, P
2 Haumenopauue no-
Kaszaresieil kayecTna:
2.1 Onucanne BusyanbHbii COIT-KO-14-102 Benbiit wam nouru Genwiit Kpuc-
(cBoicTBa) '®PBILS.11 Painen «Onucanne Ta/sHYeckuit nopowok. Pactso-
(cBoificTsa)» PHM B BOJI€, JIE'KO pacTBOPHM B
HJ1 P 0040C-2015, MeTaHone, meTuaeHxgopuae. Pac-
Paznen 3.2.5.4.2 TBOPACTCA B Pa3iBE/CHHBLIX pac-
TBOpPax THAPOKCHAOB UICJOYHBIX
MCTALIOB.
2.2 *TloutHHHOCTH
(naenTudukaius):
A. Yaemsroe ontu- | FOPBIIL 2.2.7 | Pasnen «llommunocts | A. Wcnwimyemsiii  ofpasenn  Bbi-
4eCcKoe BpallieHHE (waeHTHOuKauMg) A» | AepKHUBaCT HCNbITaHHE «YIeNb-
HJ1 PB 0040C-2015, HOE ONTHYECKOE BpallleHHe», Kak
Pasnen 3.2.5.4.2 ykasano B pasaene «Mcnbiranus
Ha YHCTOTY»
B. AGcopbunonnas | I'® Ph 11, 2.2.24 | Pasaen «[Tommnnocts | B. Mudpakpacustit cnektp npo-
crnekTpooToMeTpHS (naentuduxauus) By MyCKaHHA HCnbITyeMoro obpazua
B uH(ppakpacHO#H HJ1 PB 0040C-2015, JIOJIKEH COOTBETCTBOBATHL HH(ppa-
obnacTu Painen 3.2.5.4.2 KPacHOMY CHEKTpY MpONyCKaHHus
CO kantonpuna (EP CRS)
2.3 llpo3payHocTs I'®PBII, 2.2.1 | Pasnen «[Ipospaurocts | PactBop S pomken Gbith mnpo-

IpayHbIM

Pacreop S nomken Owbith Gec-
IBETHBIM

O12,0102.,6

Ot -132 no -127 B nepecuere Ha
CyX0e BelIeCTBO

He 6onee 0,2 %




Cneunduxalms Ha MCXOIHBIC Manpu&ﬁ ii iaga: Kon: CI1C-KO-14-0068-12
__2K3BMNNAD Crp3 w3 4
Ne [TapameTpsb! Metoznsi Meromnkn Kpurepuu npuemieMocTH
n/n KOHTpOJIA HCIILITAHHHA
2.8 Conyrersytoume | I'® PB 11, 2.2.29 | Pasnen «Conyrcrsyio-
PHMECH: 11IMe PHMECH»
- ipuMech A HJ1 Pb 0040C-2015, He 6onee 1,0 %
- nnpuMecs J Paznen 3.2.5.4.2 He 6onee 0,2 %
- npumecu B, C, D He 6onee 0,15 %
- npumecs E He Gonee 0,15 %
- HecnenMpHuHpo- He 6onee 0,10 %
BaHHBIE NIPHMECH
- CyMMma npuMecei He 6onee 1,2 %
2.9 Taxensie metan- | '® PB 11, 2.4.8, | Paiaen «Taxenwie me- | He 6onee 0,0020 % (20 ppm)
JTBI meron H TALIBI
HJ1 PB 0040C-2015,
Pasnen 3.2.5.4.2
2.10 Moreps B macce | ['® PB 11, 2.2.32 | Pasgen «Iloteps B mac- | He Gonee 0,5 %
[PH BHICYLIHBAHHH Ce MPH BBHICYUIHBAHHUH )
HJ1 PB 0040C-2015,
Pasnen 3.2.84.2
2.11 Cynsaruas ®PBII, 2.4.14 | Paznen «CynsdaTHas He 6onee 0,2 %
301a 3ona»
HJI PB 0040C-2015,
Pasnen 3.2.5.4.2
2.12 Komnuectsen- | I'd PB 11, 2.2.20 | Pasnen «KonmuuectBen- | He menee 98,0 % u ne Gonee
HOE Orpeie/ieHHe HOE OTNpe/Ie/ICHHEY 101,5 % B nepecyere Ha cyxoe
HJ1 PB 0040C-2015, BELIECTBO
Pasnen 3.2.8.4.2
2.13 Mukpobuono- | I'® PBII, Metoauka ncneitanuii | F'® PBII, 5.1.4
rHyecKas YuCToTa: 2.6.12,2.6.13 AM-12-0068
- obL1ee KOJIHYECTBO COIT-KO-12-197
aapobos (OKA) 10° KOE/r
- ofImee KOAWYECTRO
rpubos (OKI) 10° KOE/r
- Escherichia coli OrcyrcTBue B 1 r
3 Ot6op npob - B cooTtBeTCTBUM CO -
CTaHIapTHOMH onepanu-
OHHOM npoueaypoi:
COI1-KO-14-057;
COI1-KO-12-024
B O6beM KOHTPO/Ib- - - AJl: 300 r
HOH npoOb MBJI: 200 r
5 Yenosus XpaHeHus - - B BO3yXOHENPOHHIIAEMOM KOH-
TeiHHepe
6 | Cpok roaHocTH - - 3 roza
7 Vnakoska — - JIBOMHHBIE NOMHAITHIICHOBLIE Melll-
KH, BJIOXKEHHBIE B KaPTOHHbIE Ha-
pabanbl
8 | Usrorosurens = = Changzhou Pharmaceutical Facto-
ry, Kuraii




o -
CneumuKauus Ha MCXOIHBIE MATEPHATBI of: CIC-KO-14-0068-12
K} TR Crp.4 m3d
Ne [MapameTpsi Meroasi Meroaukn Kputepun npuemieMocTH
n/n KOHTPOJIS HCTILITAHUH
9 Kon - — 120117

*UcnuiTanus NOJUTMHHOCTH M3 KaXKAOW YNaKkOBOYHOH €IMHMILI Mepejl Bbuladeid B MPOW3BOJACTBO
nposoauts cornacio COI1-KO-14-056 meromnom I'®d PB II, 2.2.40 Cnextpodoromerpus GiauxHero
uHdpakpacHoro auanazona 6o I'® Pb II, 2.2.48 PamanoBckas cnekrpomerpus. Kputepuu npuemsie-
mocTH: «CnekTp uenbTyemoro ofpa3ua J0/DKeH COOTBETCTBOBATL CIEKTPY KanTONpPH/Ia, BHECEHHOIO B
6ubnmoreky crnextpos BHUK-amanusaropa aubo cnektpomerpa konebarensHoro (paMaHOBCKOro)

paccesHus .



