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CneundukaumMs Ha HCXOHBIE MATEPHAITDI

OHTROJTbKOAMICHIC-KO-14-0068/2-06
o, Crp.l n34
N P

Jlata BBeIcHHHA C: BeoauTca B3aMeH: JHeii HYHHA® AKTYRAHIALIMA
41.04.2015 CIC-KO-14-0068/2-05 | Geccpouno
ot 07.03.2025
KATITOIIPHI
Captoprilum
CAPTOPRIL

KonTpoas kauecrsa mo H/[ 9-11C-2022,

Paznenam 3.2.S.4.1, 3.2.5.4.2 peracTpanHOHHOIO0 10Che
JeKapCTBEHHOro npenapara Kanrtonpui, Tadj1eTKH,

25 mr B Pb
Cocrasuian Coraacosajan Yreepaun -
JlomkHocTs: XuMmuK | kareropun JonkuocTs: Havansuuk OKK JlonkHOCT: mccnmn;reuephmuo-
Al == ro AMpexKTopa
HO®: M.B.babxkaniesa HO®: O.B.3gmuud - HO®: T.B.Barypo
[Toanuces: IMoanuce: \ = Toanucs: \
Jlata: O 8 OU. 20025 Jlara: 40.04. 2045 Jlata: 40 .09 2025

Homxnocts: mukpobuonor Il kare-
ropuH

JIONAHOCTH: 3aMECTHTE/Ib HAYAITb-
uuka AJl

HO®D: B.O.PaTHnkosa™

HO®: HA Manwiruva ~

Moanues: ~ [Moanmuck: Z
Jlara: Of 042025 Jlara: A40.04. 2025
JlonxuocTs: Mavagidiuk MBJI
HOD: C.
l'lonmm{
Jlara: OY. 2025
JlomkH / nayansHuk OCuP

HOD: O.K.chma
IToanmcs: =
Jara: 09 DY. 2005 )

JlomkHOCTh: HauaneHHY Q)3

HO®D: U.A Hosak

[Moanuce:

‘ 4
NS/

Jlata: O 0Y4. 2025 /
[




YECKOE BpaliCHHe

B. A6copbunonnas

crnekTpodoTOMETpHS

8 uHpakpacHoH
obnacru

2.3 Ilpo3paunocTs
pacTsopa

2.4 llseTHOCTS pacT-
BOpa

2.5 pH

2.6 VaensHOE ONTH-
YecKoe BpalleHHE

2.7 Ipumecs F

T PBII, 2.2.24

FePBIL 2.2.1

'O PBII 2.2.2,
metox Il

I'oPBIL 223

IF'o PRI 22.7

o PBIL2.2.28

(npenTRdHKaLHA) A»
HJ19-11C-2022,
Pasnen 3.2.5.4.2

Pasnen «ITonTHHHOCTE
(nnentudukanus) By
HJ19-11C-2022,
Pasnen 3.2.5.4.2

Pa3nen «I1po3paqyHocTs
pacTBopa»
HJ19-11C-2022,
Pasnen 3.2.5.4.2
Pasnen «l{BeTHocTs
pacTeopa»

HJ1 9-11C-2022,
Pasnen 3.2.5.4.2
Pasnen «pH»
HJ19-11C-2022,
Pasznen 3.2.8.4.2
Paznen «YaensHoe on-
THYECKOE BPALCHAE)
HJ19-11C-2022,
Pa3znen 3.2.5.4.2
Paznen «IIpumecs F»
HJ1 9-11C-2022,
Pasnen 3.2.5.4.2
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CrieuMHKaUMA HA HCXOHBIE MaTepHansl |- 1] | on: CHIC-KO-14-0068/2-06
SrtAl Crp2uid
Ne [TapameTpri Meronas Mertoauku Kpurepus nmpHemMjIeMoCTH
n/n KOHTPOJISA HCITLITAHHA
1 [Ipumenenne - - Kantonpm, Tabnerku, 25 Mr uis
Apmennn, Moanosst, P, PO,
TypxkmenncTana
Kanronpui-Bopumen, Tabnetkn
25 mr juia Kazaxcrana
2 HaumenoBanue no- -
KazaTesed KauecTsa:
2.1 Onucanue BusyanbHbiii COI1-KO-14-102 Benwbiit wm noutn Oensiit Kpuc-
(cBoficTBa) I'ePBILS5.11 Ta/UTHYecKuit nopowok. Pactso-
PHM B BOJE, JIETKO PAacTBOPHM B
METaHOJIe M B METHJIEHXJIOPHIE.
PacTBOpsieTCA B  pa3BEICHHBIX
pacTBopax THAPOKCHIOB MIEIO4-
HBIX METAJIOB.
2.2 *Tlo/uTHHHOCTE
(waenTApUKALHA):
A. Vaensuoe onti- | F® PBII,2.2.7 | Pasnen «llommanocts | A. HWcnbrryemsiii  obpasen  Bbl-

AEpKUBAECT HCNbITaHUE «Yeib-
HOC ONTHYECKOE BPALCHHE», Kak
ykazano B pasuene «McenbitaHus
Ha YHCTOTY»

B. UudpaxpacHbiif crnexTp mpo-
nmyckanMs Hcnbityemoro obpazua
JIOJKEH COOTBETCTBOBaTH HH(ppa-
KPacHOMY CHEKTpY MpONyCKaHHA
CO xantonpuna (EP CRS) wmm
CTEKTPY, MNpeACTaBICHHOMY Ha
pucyHke |

PactBop S nomkeH OwITh Mpo3-
pavyHbBIM

Pactsop S nomken Owite Oec-
BETHBIM

Or12,0 10 2,6

Or -132 no -127 B nepecuere Ha
CyX0e BEIIeCTBO

He 6onee 0,2 %
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Crneundmkaums Ha HCXO/IHbIE MaTEPHAIbI

WD leE'dn :-KO- 14-0068/2-06

SH3EMINI,Y Crp3msd
Ne [MTapameTpsi Meroas Meroauku Kpurepuu npremMaeMocTy
n/n KOHTPOJS HCTTBITAHUH
2.8 Conyrersyiomme | I'® PB 11, 2.2.29 | Pasnen «ConytcrByio-
IIPUMECH: [IIHEe TPUMECH)
- mpuMech A HJ19-11C-2022, He 6onee 1,0 %
- npamecs J Pasnen 3.2.5.4.2 He Gonee 0,20 %
- npumecu C He 6onee 0,15 %
- npumecs E He Gonee 0,15 %
- HecnenuuIHpo- - He Gonee 0,10 %
BAHHBIC MPUMECH
- CymMMa npumecei He Gonee 1,2 %
2.9 Iluuk** I'® PB I, 2.2.58 | Pasnen «Llaak» He Gonee 20 ppm
HJ1 9-11C-2022,
Pasnen 3.2.84.2
2.10 lNoreps 8 macce | T® PB 11, 2.2.32 | Pasuen «Iloteps B Mac- | He 6onee 1,0 %
MPH BLICYIIHBAHHH Ce ITPH BBICYITHBAHHH )
HJ1 9-11C-2022,
Paznen 3.2.8.4.2
2.11 Cynsdarnas I'® PB I, 2.4.14 | Pasznen «Cynearnas He Gonee 0,2 %
3012 3071a%
HJ19-11C-2022,
Paznen 3.2.5.4.2
2.12 Konmuecten- | I'® PB 11, 2.2.20 | Pasnen «Komuecrsen- | He menee 98,0 % u me Oonee
HOE OnpeJie/icHHe HOE OnpejIe/ieHHe) 101,5 % B nepecuere Ha cyxoe
HJ19-11C-2022, BEIEeCTBO
Paznen 3.2.5.4.2
2.13 Mukpobuono- |I'® PBIL Merosuka uensiranuit | F'® PB 11, 5.1.4
rHYecKas YyucToTa: 2.6.12,2.6.13 AM-12-0068/2
- oDmee KoMH4eCTBO COII-KO-12-197
aspo6os (OKA) 10° KOE/r
- ofuiee KOIHYECTBO
rpubos (OKI') 10 KOE/r
- Escherichia coli OtcyrctBue B | 1
3 Or6op npob - B coorsercTBHHA CO -
CTaHJIapTHOM ornepauH-
OHHOWH mpoueypoii:
COIl-KO-14-057;
COI1-KO-12-024
) O6peM KOHTPOJIB- - - AJl: 220r
HO# 1po0Osl MBJI: 20,0 r
5 Ycnosus XpaHeHHs - - B repMeTHYHO 3aKphLITOM KOH-
TelHepe TMpH TeMMnepatype He
soie 25 °C
6 | Cpok rosHocT# - - 4 rona
7 Ynakoska - - JIBoMHBIE MOMUITHICHOBBIE MEIlll-
KH, BJIOXKEHHBIC B KapTOHHbIe Oa-
pabanbi
8 | Usrorosurens - - Zhejiang Huahai Pharmaceutical
Co., Ltd., Knraii




0AO , e

Cneundukauns Ha HCXOIHBIC MaTePHAIbI } e - -KO-14-0068/2-06
SKIEMILEY Crp.4 u3 4
[MTapameTpnl Mertoast MeTomuku Kpurepuu npuemaeMocTi
KOHTPOJIA HCIIBITAHUA
Kon - - 120117

*Ucneitanus MONIMHHOCTH M3 KaXAOH YNAKOBOYHONH €AMHHIIEI Nepea BbUlaYed B MPOH3BOACTBO
npoBoauts cornacko COIT-KO-14-056 merogzom I'® PB II, 2.2.40 Cnextpodoromerpus Ommxuero
uH¢pakpacHoro auanazona nu6o 'O PB II, 2.2.48 PamanoBckas cnexrpomerpus. Kpurepuu npuemsie-
mMocTH: «CriekTp MenbITyemMoro obpasua JI0/KeH COOTBETCTBOBATH CIEKTPY KalTONpPHIA, BHECEHHOIO B
6ubnuorexky cnexrpos BUK-amanmmsaropa nmbo cnexkTtpomerpa konebGarenbHOro (pamMaHoBCKOro)
paccestHus ). =

**Pe3ynbTaThl HCNILITAHHH NPHHUMAIOTCH HA OCHOBAHWH JIAHHBIX ITPOH3BOAHTEA.



