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CreunduKkaums Ha HCXOIHbIC MATEPHANbI aK on: CTIC-KO-14-0068/2-07
Crp.l 3 d
JlaTa BBeaeHus c: BroauTes B3amen: Jeicreyer no: [Tpuumna: akryanuiaums
44 08 2025 CNC-KO-14-0068/2-06 | Gecepouno
or 11.04.2025
KAIITOIIPHJI
Captoprilum
CAPTOPRIL

Konrpoab kauecrsa no H/L 9-11C-2022,

Pa3znenam 3.2.85.4.1, 3.2.5.4.2 perucTpanHOHHOr0 A0Che
JeKapcTBeHHOoro npenapata KanronpuJj, TadjieTku

25 mr B Pb

Pa3znenam 3.2.S.4.1, 3.2.5.4.2 perucTpanMoOHHOI0 10¢he
JieKapcTBeHHoro npenapara KanronpnJj, tabjerku

50 mr B Pb
Cocrasnan Coraacosaam Yreepania
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n: CIC-KO-14-0068/2-07

Crieunduxaums Ha MCXOHbBIC MaTepHal KOHT HbIW

Crp.2 u3d

crnekrpooroMeTpus
B HHpakpacHOH

00J1acTH

2.3 INpospaunocTsb
pacTBopa

2.4 l1seTHoCTH pacT-
BOpa

25 pH

2.6 YensHoe onTH-
4ecKoe BpalleHHe

2.7 lpumecs F

F®PBIIL22.1

I PBIL 2.2.2,
meton Il

F'®PBIL 223

'O PBII,2.2.7

®PBII, 2.2.28

(naentuduxauns) By
HJ 9-11C-2022,
Pasnen 3.2.8.4.2

Pasznen «[Ipo3paunocts
pacTsopa»
HJ19-11C-2022,
Pasznen 3.2.8.4.2
Pa3znen «llseTHoCcTh
pacTBopay
HJ19-11C-2022,
Pa3znen 3.2.5.4.2
Pazgen «pH»
HJ19-11C-2022,
Pasnen 3.2.5.4.2
Pasnen « Y nensHoe on-
THYECKOE BpalliCHHEY
HJ1 9-11C-2022,
Paznen 3.2.5.4.2
Paznen «[lpumecs F»
H9-11C-2022,
Pasnen 3.2.8.4.2

Ne [Tapamerpsi Metoe! Metoanku Kpurepuu npuemnemoctn
n/n KOHTPOJIS HCIBITAHHH
| ITpumenenue - - Kanronpua, tabnerku, 25 Mr juis
Apmenun, Momossi, PB, PO,
Typkmenucrana
Kantonpun-bopumesn, TabneTku
25 mr s Kasaxcrana
Kantonpun, tabnerku 50 mr s
Pb
2 Hanmenosanue no-
Kasaresiel KavecTna:
2.1 Onucanwne Busyanbhbiit COIl-KO-14-102 beawtit wau nmourn Genwlit KpHc-
(cBoiicTsa) [®PBILS.11 Pasnen «Onucanne TatHyecknit nopomok. PactBo-
(cBoiicTBa)» PHM B BOJIE, JIEIKO pacTBOPHM B
HJ1 9-11C-2022, METAHOJIE H B METHIICHXJIOpHIE.
Pasnen 3.2.5.4.2 PacTBopsercas B pa3BeleHHBIX
pacTBopax TIHAPOKCH/IOB IIEI0Y-
HbIX METALIOB.
2.2 *[louHHHOCTS
(naeHTHDHKALHA):
A. Vaensnoe ontu- | F®PBII, 2.2.7 | Pasgen «llommunocts | A, Hensiryemsiii  ofpazen  Bbi-
HECKOEe BpallleHue (naenTudukaumns) A» JIepKUBaCT HCnbiTanue «Yaennb-
HJ19-11C-2022, HOE ONMTHYECKOE BpalIeHHEe», Kak
Pasznen 3.2.5.4.2 ykasano B pasnene «Mcnbrranus
Ha YHCTOTY»
B. AGcopbumonnas | I'® PB I, 2.2.24 | Pasnen «Ilojummunocts | B. Mudpakpacubiii criektp npo-

NyCKaHHA MCNBITYeMoro obpasua
NOJIKEH COOTBETCTBOBaTHL HH(pa-
KPacHOMY CHEKTPY MNpOIycKaHHs
CO kanronpuna (EP CRS) wmm
CNEKTPY, [pPeACTABIEHHOMY Ha
pucyske |

Pacteop S nomxen OwiTh npo3-
pavHbIM

Pacrsop S nonxen Owith Gec-
IBETHBIM

O12,0102,6

Ot -132 no -127 B nepecyere Ha
CYXO€ BELIECTBO

He 6onee 0,2 %
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Cneundmxauns Ha uexoansie matepuans A | %‘* : CIC-KO-14-0068/2-07
m Crp.3u3d
Ne [TapameTpsl Metosi Meroaunku Kpurepuu npueMaeMocTH
n/n KOHTPOIA HCIIbITaHUA
2.8 Conyrcreyiomme | I'd PB I, 2.2.29 | Pasnen «ConyTcTBylo-
NPUMECH: HIHe NMPHMECH»
- IpUMech A H9-11C-2022, He 6onee 1.0 %
- npumecs J Pasnen 3.2.8.4.2 He Gonee 0,20 %
- npumecu C He Gonee 0,15 %
- npumecs E He Gonee 0,15 %
- Hecnenupruuupo- He Gonee 0,10 %
BaHHBIE TTPHMECH
- CyMMa npuMecei He 6onee 1.2 %
2.9 lluuk** ['®PBII, 2.2.58 | Paznen «llunk» He 6onee 20 ppm
HJ 9-11C-2022,
Pasnen 3.2.8.4.2
2.10 IMoteps 8 macce | I'® PB 11, 2.2.32 | Pasznen «lloteps B mac- | He Gonee 1,0 %
IPH BbICYLIHBAHHH ce NpH BbICYLIHBAHHHY
HI9-11C-2022,
Paznen 3.2.8.4.2
2.11 Cyasarnas I'd PB I, 2.4.14 | Paznen «Cyabarnas He Gonee 0,2 %
30014 3onan
HI19-11C-2022,
Pasnen 3.2.5.4.2
2.12 Konuvecteen- | '® PBII, 2.2.20 | Pasnen «Konuuectsen- | He menee 98.0 % u ne Gonee
HOE onpeje/icHHe HOE Onpe/eIeHHE 101,5 % B nepecuere Ha cyxoe
HZ19-11C-2022, BELLECTBO
' Paznen 3.2.8.4.2
2.13 Mukpobuono- | I'® PBII, Meroauka uenerrannit | '@ PBIIL 5.1.4
rHYecKas YHCTOTa: 2.6.12,2.6.13 AM-12-0068/2
- o01uee KOJIH4eCcTBO COI1-KO-12-197
aspobos (OKA) 10° KOE/r
- of1ee KOHYecTBo
rpuGos (OKI") 10° KOE/r
- Escherichia coli Otcyrcreue B | r
3 Ot6op npob - B cooteercTBMH CO -
CTaHJapTHOM onepain-
OHHOW npoleypo:
COI1-KO-14-057;
COII-KO-12-024
R O6BeM KOHTPOITb- - - AJl: 270r
HO# 11po0Osl MBJI: 20,0 r
5 Yenosus XxpaneHus - - B repMeTHYHO 3aKphITOM KOH-
TelHEpe NpH TeMrepatype He
Bbime 25 °C
6 CpoK rofHocTs - - 4 ropa
7 Vnakoska - - JIBOMHBIE MOJHITHICHOBRIC MeElll-
KH, BIOXKEHHbIE B KapToHHble 0a-
‘pabGanbl
8 | Marotosutens - - Zhejiang Huahai Pharmaceutical
Co., Ltd., Kuraii
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Cncuud)uxauua Ha HCXOAHbIE MaTEPHAITH)

LR Lid

0 NbHbIKok: CINC-KO-14-0068/2-07

Crpd nsd
Ne [TapameTph! MeTtoas Meroanku Kpurepun npHeMIeMOCTH
n/n KOHTpO/IA HCIIBITAHWH
9 Kon - - 120117

*HUcnuiTaHug NOUTMHHOCTH M3 KaXJ/IOH YNAakOBOYHOH eAMHMUBI nepel BbLIA4YeH B TNPOM3BOACTBO
nposoauts cornacho COIN-KO-14-056 merozom I'® PB II, 2.2.40 Cnextpodoromerpus GimxHero
nHdpakpacHoro auanaszona aubo I'® Pb 11, 2.2.48 Pamanosckas crniekrpomerpus. Kpurepuu npuemie-
mocTH: «CriekTp HenbiTyeMoro obpasia A0/KeH COOTBETCTBOBATH CMEKTPY KaNnTONPHIIA, BHECEHHOIO B
ubnuorexy cnektpoB BHK-ananuzatopa mubo cnektpomerpa konebaresibHOro (pamaHoBCKOro)

pPacCeaHHA».

**PesynbTarhl HCIBITAHHA NPUHHMAIOTCA HA OCHOBAHHH NAHHBIX MPOH3BOAUTENA.




