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Creundukaumus Ha HCXOAHBIC MATEPHATTEI

C-KO-14-0068-11

dizemnnap i wsd
Jara BBefigHus C: Beoaurcs s3amen: JHeitcrayer : 3aLns
01.03.2025 CIIC-KO-14-0068-10 | Geccpouno
ot 22.08.2018
KAIITOITPHJI
Captoprilum
CAPTOPRIL

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

Paznenam 3.2.S.4.1, 3.2.5.4.2 perucTpanHOHHOr0 10Che
Jekapcreennoro npenapara Kanronpuji, radieTrkun

25 mr B Pb
Cocrasniam CornacoBain Yreepaun
JomkHocTh: XUMHK | KaTeropun JomxnocTs: HavansHuk OKK }Ionxcuocrb: 3aMeCTHTE!
All KTOpa Nno Kay
HO®: M.B.Babxanuesa HOD: O.B Geing
TMoanuck: SO Moarmeh: N\
Jlata: 05 03 4025 Jlara: CE.03 0234 Jlata: O6_03 2025

Jomxnocts: mukpobuonor I1 kare-
ropuu

JIOKHOCTS! 3aMECTHTETh Ha4Yalb-
Huka AJl

HOD: B.O.Patunko
Monnuch: _— =
Jlata: OF5 20A5

HO®D: HAMansiruia » /-
IMoanucek: 71.//
Jlara: 06.03. 2015

JonxuocTs: Havagsuuk MBJI

Ioanuc

Hara: 06.65 2025
JlomxrocTs: Havanbuuk OCuP
HOD: O.A.Bpe

Toanwce:

Jlara: OA 0% 2075

JlomkHoCTh: HavanbHHK/O3 |,

MO®: WA Hosax  V)/

[Toanuee:

Jlara: O5. OW

o
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CrieundHKaums Ha HCXOHBIC MATEPHANIBI

[JC-KO-14-0068-11

agzpMnnap  Frp2usd

Ne
n/n

ITapamerpsi MeTozas! Meroaukn
KOHTPOJIS HCIILITAHMH

Kputepun npueMIeMoCTH

[Tpumenenne - -

Kanrronpun, Tabnerkn 25 Mr s
Apmenun, ['pysnn, Keiproicrana,
Mouziossl, PB, PO, Tajpkukucra-
Ha, Typkmenuncrana, Yibexkucrana
Kanrronpun-bopumen,  tabnerku
25 mr s Kaszaxcrana
Kanronpui, tabnerku 50 mr juis
Apmenun, Monjosel, Pb

HanmenoBanue no-

Kasarelneil kayecTsa:
2.1 Onucanne BuayansHbiit COIT-KO-14-102
(cBo¥icTBa) 'O PBIL 5.11

2.2 *TloumHHOCTE

(npenTHHKAIHS):

A. Yaensuoe ontu- | T® PB I, 2.2.7 | Paspen «llommMHROCTS

4eCKOe BpalllcHHe (waenTHdBKamHa) A»
HJ1 PB 0040C-2015,
Pasnen 3.2.8.4.2

B. A6copbumonnan | I'® PB 11, 2.2.24 | Pasaen «[lomuHOCT:

cniekTpodoToMeTpus (unenTudukanus) By
B MH(ppakpacHOH HJ1 PB 0040C-2015,
obnactu Paszen 3.2.5.4.2

2.3 lpo3pauHocTs I'®PBIL, 2.2.1 | Pasnen «IIpospaunocts
pacTBopa pacTsopa»

HJ1 PB 0040C-2015,
Pasnen 3.2.5.4.2

2.4 Llsetnocts pact- | '® P11, 2.2.2, | Pasnen «llperHocTs
BOpa meton I1 pacTBopa»

HJI PB 0040C-2015,
Paznen 3.2.5.4.2
25pH I'®PBII, 223 | Pasmen «pH»

HJI Pb 0040C-2015,

) Paspnen 3.2.5.4.2

2.6 Yaensuoe ont- | F® PBII,2.2.7 | Pasgen «VY pensnoe on-
4eCKOe BpallleHHe THYECKOE BpALlCHHE)
HJ1 P 0040C-2015,
Pasznen 3.2.5.4.2

2.7 llpamecs F I'd PB 11, 2.2.28 | Pasnen «ITpumecs F»
HJ1 PB 0040C-2015,
Pasnien 3.2.8.4.2

Bensiii wmu noutn OGesblit Kpue-
TauTHYeckuit nopowok. Pactso-
PHM B BOJIe, JIETKO PacTBOPHM B
MeTaHose, MeTHIeHXIopue. Pac-
TBOpAETCA B pa3’BeJCHHBIX pac-
TBOPAX THAPOKCHIOB IIEJOYHBIX
MEeTalIOB.

A. Hcnsrryemsiit  obpazen Bl
JCPHKHBACT HCNBITAHHE «Y1eNb-
HOC ONTHYECKOE BpallleHHe», Kak
ykazano B pasjaene «Mcnbrranns
Ha YHCTOTY»

B. UndpaxpacHeiif crextp npo-
MyCKaHus MCnbiryemoro obpasua
NIOJDKEH COOTBETCTBOBAaTH MH(ppa-
KPacHOMY CHEKTpY MpOITyCKaHHS
CO xarrronpuna (EP CRS)
PactBop S pomken OwITh mpo-
3pavHbLIM

Pactop S nomxen Owie Oec-
IBETHBIM

Or2,0 no 2,6

Ot -132 no -127 B nepecyere Ha
CyXO€ BEIIeCTBO

He 6onee 0,2 %
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Creunduxaums Ha HCXOQHbIE MATEPHAIIbI KOWC -KO-14-0068-11
JK3EMNNAP Clp3mad
Ne [TapameTphl Meroast Meroankn Kpurepun npuemieMocTH
n/n KOHTPOJIA MCIILITAHHH
2.8 Conyrersytonme | I'® PB 11, 2.2.29 | Pasnen «Conyrersyio-
MPUMECH: LLIHE [IPHMECH»
- pUMech A HJ1 Pb 0040C-2015, He Gonee 1,0 %
- npumech J Painen 3.2.8.4.2 He 6onee 0,2 %
- npumecu B, C, D He dosnee 0,15 %
- npumecs E He 6onee 0,15 %
- HecnenuduuHpo- He 6onee 0,10 %
BaHHBIE IPHMECH
- CyMMa npHMecei He 6onee 1,2 %
2.9 Taxensie metan- | '® PBII, 2.4.8, | Pasnen «Tskensic me- | He Gonee 0,0020 % (20 ppm)
bl meron H TAJLTBI»
HJ1 P 0040C-2015,
Paznen 3.2.5.4.2
2.10 loreps B macce | F'® PB 11, 2.2.32 | Pazgen «Iloreps B mac- | He 6onee 0,5 %
IPH BBICYLITHBAHHH CE NMPH BBICYITHBAHAH»
HJ1 PB 0040C-2015,
Pasnen 3.2.5.4.2
2.11 Cynsdarnas I'®d PB 1L 2.4.14 | Pazgen «CynsdaThas He 6onee 0,2 %
30512 3051a»
HJ1 PB 0040C-2015,
Paspen 3.2.5.4.2
2.12 Komuuectsen- | I'® PB 11, 2.2.20 | Pasnen «KommuectBen- | He menee 98,0 % u me Gonee
HOE OIpeneNeHne HOE OIpeie/ieHHe» 101,5 % B nepecuere Ha cyxoe
HJ1 PB 0040C-2015, BELIECTBO
Painen 3.2.8.4.2
2.13 Muxkpobuono- | I'® PRI, Meroauka uensrranuit | '@ PBII, 5.1.4
ruyeckKas YucToTa: 2.6.12,2.6.13 AM-12-0068/2
- obI1ee KOJHYeCTBO COII-KO-12-197
aspobos (OKA) 10° KOE/r
- ob1ee KOJIHYECTBO
rpubos (OKI') 10* KOE/r
- Escherichia coli OtcyrerBue B 1 r
3 Or6op npo6 - B cooTBeTcTBHM CO -
CTaHJapTHOH onepanm-
OHHO# Npoueaypo:
COII-KO-14-057;
COIT-KO-12-024
4 O6BeM KOHTPOIIb- - - AJl: 270r
HO#H 1po6bl MBJI: 20,0 r
5 YcnoBus XpaHeHus - - B BO31yXOHENPOHHIIAEMOM KOH-
TeiHepe
6 Cpok rogHocTH - — 3 rona
7 VYnakoska - - JIBO#MHBIE MOMHITHIEHOBBIE MELII-
KH, BJIOXEHHBIE B KAPTOHHbIE Oa-
pabausbl
8 Hsrotosurens - - Changzhou Pharmaceutical Facto-
ry, Knraii
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Crieundukaums Ha HCXOAHBIC MATEPHANbI . C}KO-14-0068-11
| Cip.4 w3 4
Ne [TapameTpsl Meronas! MeTtomukH Kpurepun npuemieMocTs
n/n KOHTPOJIS HCIBITAHHH
9 Kon ~ - 120117

*UcnbpiTaiua NOUTHHHOCTH M3 KaXIOH YNAaKOBOYHOW €WHHMIBI Nepejl BblAauyeHd B TNPOH3BOACTBO
nposoauts cornacHo COIM-KO-14-056 meronom I'® PB II, 2.2.40 Cnexrpodoromerpus OumxHero
uH(ppakpacHoro ananazona nubo I'® PB II, 2.2.48 PamanoBckas criekTpoMeTpus. Kpurepun npuemie-
mocTi: «CriexkTp HenbiTyeMoro obpasia A0/KEeH COOTBETCTBOBATH CMEKTPY KAITONPHIA, BHECEHHOIO B
oubmorexy cnexrpos BHK-ananmuszatopa smmbGo cnexkrpomerpa konebaresqbHOro (pamaHoBCKOIO)
paccesHHus».



