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CreundHKaLis Ha HCXOAHBIC MATEPHAIBI J T CHC-KO-14-0002/1-02

Crp.l w33

Jlata BBesicHuA C: BBoauTcs BlaMeH: JHeiicTeYeT Ao: | TIPHYHAAT akTyanusaums
16.05.2023% CIIC-KO-14-0002/1-01 | Gecepouno

or 15.06.2017

AMJIOJIUIINHA BECHJIAT
Amlodipini besilas
AMLODIPINE BESILATE
Konrpoas kavecrsa no H/L PB 1703C-2016

Cocrasuian Cornacosaau Yreepana

JomxsocTs: XxuMuk Il kareropun JlomxkxocTs: Havansiuxk OKK JIO/KHOCTS: 3aMECTHTEB I'EHEPATILHO-
All | ro aupexropa no v
HO®: M.B.Ba6xanuesa HO®D: o.s.&%/ HO®: T.B.patypo -
Moanues: DALY TMoanucs: [Moanucs:

Jara: 4005 2023 Hata:  45.05. 202%Y Hara: 415 05. A0
Jlomxnrocts: mukpobuosior 1l kare- | JIO/KHOCTS: 3aMECTHTE/Ib HAYATL-

FOpHH uuka AJl

HO®D: B.O.P HO®: HA . Mansirusa » .,

[oanwes: e Toanmues: Wi

Jlara: 0.05.20 Jlara: 13.05 2023

Jlomxnocts: Hasansuuk MBJI

HO®D: C.B.I; oBa
Moanucs: /
Jara: 4,04 201

JlomkrocTs: Hauansuuk OCuP

HO®D: O.A . Bpem v

IMoanucs:

Jlara: 41 05 2023

JIO/KHOCTS! 3AMECTHTENbL HAYANb-
Huka O3

HO®: H.A.Hosak 67#4

Moanucs:

Jara: 12 05, 2,232
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KajareJieil kayecTsa:
2.1 Onucanue Buayansubiit COI1-KO-14-102
(cBoficTea) I'ePBIL 511

2.2 I[MouHHHOCTL

(waeHTHOHKAIHA)

A. UK-cniextp IFoPBI1, 2224 | Pasnen «IloutTHHHOCTD
(uaenTuduKamns) A»
HJI Pb 1703C-2016

2.3 Yron ontrHye- I'oPBIL, 227 Paznen «Yron onruye-

CKOT'O BpallleHHA CKOI'0 BPALICHHA»

HJ1 PB 1703C-2016
2.4 Conyrcersyiomme | '@ PB 11, 2.2.29 | Pasaen «Conyrcrsyio-

Crp.2m3 3
SeeRARD
—_—
Ne [Napamerpsi Merons Meroaukn Kputepun npueMaeMocTH
n/n KOHTPOJISA HCIBITAaHHH
1 [Tpumenenne - - Amnomunns-Bopumen, Tabner-
ki, 5 Mr u 10 mr juis PO
2 Haumenoanue no-

Benstii wim nourn Gensiit Kpuc-
TALTHYECKHH [TOPOLIOK.
ManopacTBopuM B BOJE, JETrKo-
PacTBOpHM B METaHosle, yMme-
PEHHO pacTBOPUM B OE3BOIHOM
ITaHOJIe, MAJIOPAcTBOPHUM B 2-
nponasosne.

A. Wndpaxpacublii cnekrp npo-
IycKaHHs HcnbiTyemoro obpasua
COOTBETCTBYET CHEKTPY MpoIyc-
kauus CO amnozmnuza Gecunara
(EP CRS) wm cnextpy, npeji-
CTaBICHHOMY Ha pHCYHKe 1.

Ot -0,10° no +0,10°

IpUMECH: LIHE [PHMECH)
- npumecs D HJ1 PB 1703C-2016 He Gonee 0,3 %
- npumech A He Gonee 0,15 %
- npumecu E, F He Gonee 0,15 %
- HecnenHpuuHpo- He Gonee 0,10 %
BaHHBIC IPAMECH
- CymMMa npumecei He 6onee 0,8 %
2.5 Bona IFoPBIl 2.5.12 | Paznen «Bona» He Goaee 0,5 %
HJI PB 1703C-2016
2.6 Cynndarnasn s0- | @ PBII,2.4.14 | Pasgen «Cyandarnasn He Gonee 0,2 %
na 301a»
HJ1 PB 1703C-2016
2.7 Ocrarounsie ko- | '® PB I, 2.4.24, | Painen «OcraTtounsie ®PBIL 54
nuqecTsa opranmuye- | 2.2.28 KOJIAYECTBA OpraHHye-
CKHMX pacTBopHTe- CKHX pacTBopuTenei
neit: HJ1 PB 1703C-2016
- H30MPOITHJIOBBIH He Gonee 5000 ppm
CIupT
- METAHOJ He Gonee 3000 ppm
- TOJIyON He Gonee 890 ppm
2.8 *I'enorokcuy- ropPpll, 2228 |I'dPBII 2541
HBIE TIPHMECH: I'®PBII, 2243
- MeTHNGEH30CY b= He 6onee 40 ppm
(onar
- 3TUAGCH30CY b~ He 6onee 40 ppm
thonat

[




OAO « .
CrietudHKaLMa Ha HCXOIHBIE MATEPHAIIBI An {{Q}i‘}'g'aﬂbm- 0-14-0002/1-02
e T
Ne [TapameTpsr Merozast Meroukn Kpurepun npreMaeMocTH
n/n KOHTPOJIR HCIbITAaHHH
2.9 Komuuectsennoe | F'® PB 11, 2.2.29 | Pasnen «Konuuecrsen- | He menee 97,0 % u ne Gonee
onpejiesieHne HOE OIpeIe/ICHHE» 102,0 % B nepecuere na 6e3poa-
HJ1 PB 1703C-2016 HOE BELIECTBO
2.10 Muxpobuono- | '® PBII, 2.6.12, | Meronmka ncnsrrannét | O PBIL, 5.1.4
ruyeckas yucrora: | 2.6.13 AM-12-0002/1
- ob1ee KoIMHeCTBO COIl-KO-12-197
aspo6os (OKA) 10’ KOE/r
- ob1ee KOJIHYECTBO
rpuGos (OKT") 10* KOE/r
- Escherichia coli Orcyrersue B 1
3 | Or6op npob - B coorsercTBUM CO -
CTaH/lapTHONH onepaiu-
OHHOMN npouenxypoi:
COI1-KO-14-057,
COII-KO-12-024
4 | O6beM KOHTPOJIB- - - AJl: 200 r
HOH 1poGbI MBJI: 10,0 r
5 | Yenosua xpaHeHHs - - B repMerHyHOM KOHTEiHHEpe, B
3AIMIICHHOM OT CBETa MeCTe
6 | Cpok rogHocTH - - S ner
7 | Ynakoska - - [MonuaTHICHOBLIC NAKeThl, BJO-
JKEHHBIC B KapToHHBIC KopoOa, a
TAKKe JApYrHe BHJIbI YNAKOBKH,
ofecneunBalONHe  COXPAHHOCTH
ChIpbfi HA MPOTAKEHHH CpPOKa
IOJHOCTH
8 | U3rorosurens - - Amsal Chem Private Limited,
Muaus
9 | Kon - - 120156

* Jlononmurensuoe tpebosanne OAO «b3MI1». KagecTso rapaiTHpOBAHO NPOHIBOIUTEIIEM.




