AEKJIAPATIISA O COOTBETCTBUA

AEKJAPAHT, MPHHIMAJONIUH JEKJIAPATTAIO O COOTBETCTBUH

AO "Canoghu Poccus™ '

3apezucmpuposane : Mexcpaiionnan uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocxea, yn. Teepexan, 0. 22. Tenegpon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuutii Oupexmop Adamsn H.B.

Aosepennoe nuyo: Cmenanoe C.C., dosepennocms 6/1 om 01.12.2017 2.

3ASIBJIFET, YTO

AEKAPCMEEHHOE CPedcmeo: 300aK, Kanau Ons npuema enympe 10 mz/mn 20 mn , PrAKOH-KGRENBHUYE! MEMHOZ0
cmexaa (1), nauxu xapmonnsie, PY Ne JIC-000433 om 07.06.2010 (dama samenv: 19.01.201 8) sordane AQ
"Canoghu Poccun”, cepus 8K0072, napmusi 23920 ynarosox, zodewn do 01.04.2021, npouzsodemsa A.
Haminepmann 310 Cue, I'm6X, lepuanun, A. Nattermann and Cie. GmbH, Nattermannallee 1, 50829, Koln,
Germany, koo OKIIZ2 21.20.10.256, x00 TH B3] 3004900002, xonmparxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085307545 om 27.09.2018

COOTBETCTBYET TPEEOBAHUSIM
JIC-000433-180711 uzm. Ne 1-5

| AEKJIAPATTHSA ITPHHSITA HA OCHOBAHNHA
1| npomoxon ucheimanui Ne 2840 ¢ om 08.10.2018 HJI 000 HI] "PAPMOBOPOHA", ammecman

axxpeoumayuy POCC RU.0001,21 DJI40, Cepmugpuxam POCC DE, dM08.C24672 om 10.10.2018
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CBEJEHUS O PETHCTPATIAN

OPTAH IO CEPTHOUKAIINN, 3APEFMCTPUPOBAEIIIIIA JEXJIAPAIIAIO
RA.RU.11OM08 OPT4H 11O CEPTHOHKANMH ITPOIVKI[HH OFIIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY.KHOH LEHTP KOHTPOJI KAYECTBA",

adpec opzaruzayuu: 115280, 2. Mocxea, ya. Macmepxoaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmuguxayuu: 115280, POCCHA, 20p0d Mockea, yu. Macmeproea, 0. 4, sm. 5., men.:(495)788-02-88, aeb-

| catim: oykx.pg.

JEKJIAPAIIHS O C‘OOTBETCTBILH SAPEI'HCTPHPOBAHA M POCC RU J-DE. ®M08.A. 03522/18
JATA PETMCTPAIIMH 10.10.2018 SN

/J”//j Junenxo H.B.
L“Qﬂ“ﬁé/ Pyrosomurens OC




SANOFI

A. HatrepmasH aHg Cue. fmbX, Mlrepmannn
Hatrepmannannee 1, 1-50829, KéneH, NepmaHua

CEPTHOHKAT AHAAH3A
3onak, kanum 18 HepopaaLHOro npuvenenus 200 mr/20 ma

Hara narorornenus: 04/2018
Fonen no: 04/2021
Cepus: 8K0072

HJA JIC-000433-180711

IOKA3ATEJDb HOPMbGI PE3VJIBTATEI

Onucanue Flpozpaunsiii pacteop oT SecupetHoro | CoOOTBETCIBYET
[0 CBETIO-KENTOTO 1BETA,

lognunHoCTE
- Hernpusuna auruapoxinopua-uensiranue A Rt {obpa3zua) = Rt (cranpapra) CooTBeTcTBYET
- HetHpusuna AMrHApoOXIOpUI-UCTILiTaHHE B Rf (06pasua) = Rf (ctanpapra) CootReTcTBYET
- Meruanapaben Rt (06pazua) = Rt (cranzapra) CootreTcTRYET
- [Iponunnapaben Rt {o6pazua) = Rt (cTauaapra) CootrercTayer
- Xanopua XHWMHYECKag peakuns Cootgercrayer
pH 4,0 - 6,0 4,9
IlnoTHOCTE pacTROpa 1,071 — 1,091 r/em3 1,082 r/cm3
Yuctora
-DP1 (RRT 1,53) He bonee 0,5 % 0,0 %
-DP2 (RRT 2,46) He Gonee 0,5 % 0,0 %
-DP3 (RRT 2,52) He 6onee 0,3 % 0,0 %
- EnBrdHad naeHTM¢gHUHpoBaHHAas NPHMECD He Gonee 0,2 % CootBeTCTBYET
- Enindnas HeupeHTHdWUKpOoRaHHas npumecs | He Gonee 0.2 % CootsetcTBYeET
- Cymma npumeceii He 6onee 1,0 % 0,0 %
HzpnexaeMelil 061eM He menee 20 mn 21,0 mn
Jfo3uposKa M OAHOPOAHOCTh AOZHPOBAHHA Erp. Qapm. CooTBeTCTBYET
Mukpobuomoruueckas yucrora* I'® XTI1I Kareropus 3A wm Esp.®apm | Cooteerctayer
KonuuecteeHHoe onpeaencHue
- LETMPH3HHA B | MJI pacTBopa 9,5 Mr— 10,5 mMr 10,0 mr
- Metuanapabena B 1 M pacTBopa 90 % - 110 % 9B %
- nponunnapafena B 1 Ma pacteopa 90 %-110% 99 %

*-Ilokasatens MOKET OTCYTCTBOBAaTH B ceprHuKaTe aHanuza ¢mpmsl. KauecTBO npenapata mo 3ThM
NOKA3ATENAM FAPaHTHPYETCA (PUPMOIL.

3AKJTHOYEHHE: Coorserctyer TpeboraHuaM cnenudukaiu. 37ieck § NONTBEPIKAAID, HTO TpPHBENEHHAS
Bbllie HWHGOpMALMs SBASETCS NPaBHAbLHOM W TouHOM. JlaHHas cepusa NpPOAYKTA TNPOM3BE/CHA, BKINOYAs
YNaKOBKY/MapKHPOBKY M KOHTPO/IB Ka4ecTRa, HA YKA3aHHOH HIKE MPOM3BOACTBEHHON MAOLIAAKE B TMOIHOM
COOTBETCTBHH TpeboBaHuAM GMP MeCTHOro pericTpalMOHHOINO OpraHa M 3aperHCTPUPORAHHON Ha pHIHKE
CTPaHBI-UMOOPTEPa  ClEUM(UKAUHMH WM  HOPMATHBHOH JOKyMEHTALUMM Ha NPOAYKT [N HCCIeIYEMBIX
MEJHLMHCKMX NPenapaTor. 3alcH IPOM3BOACTBEHHOTO NPONECCa, YIAKOBKY W AHATKM3A TIPOBEPEHEI H [PH3HAHL]
COOTBETCTRYHOLIHMMH Tpebosanuam GMP.

Bemmymen 17/09/2018 VnonnoModerHoe 1uuno: Dr. Bettina Glombitza

AQ «Canothu Poccnss
Aapec: 125009, Mockpa, yn. Teepekan, 22. Ten.: (405) 721-1400. ®axc: (495) 721-1411. www sanofi.ru




A. Nattermann & Cie. GmbH
A Sanofi Company SA f\ﬁ Q F E
Nattermannaliee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance

Order No: Test No: 235216 Issued: 19.09.2018
Material: ZODAC 200MG/20ML. SOL M36 RU
Material No: 371084
Batch No: 8K0072
GMID-No: 697621
Batch Yield: 386.800
Manufacture Date: Apr 2018
Expiry Date: Apr 2021 Destination:

Specification No./Version: 11.233755/ 02
This product contains in:. 1 ml

Parameter Release limits Result
Characters
Appearance a colourless to light yellow, clear solution conforms

Technical Tests

pH value 4,0-6,0 4,9
Density of solution 1,071 - 1,091 1,082 g/mi
Filling volume min. 20 21 mi
Uniformity of dosage units no individual weight vatue should deviate from  conforms

the mean weight by more than 10 %. The sum
of 10 individual weight values should not differ
from the nominal weight of ten doses by more
than 15 %, i.e. 1081+t 15 %

Identification

Chloride formation of a white caseous sediment conforms
soluble in ammenia
Cetirizine dihydrochioride - HPLC the Retention time of the principal peak inthe  conforms

chromatogram obtained with the test solution
should correspond to the retetion time of the

cetirizine peak in the chromatogram obtained
with the mixed standard sofution.

Cetirizine dihydrochioride - UV the rention time and UV spectrum of the conforms
principal peak in the chromatogram obtained
with the test solution should correspond to the
retention time and UV spectrum of the
cetirizine peak in the chromatogram obtained
with the mixed standard solution.

Methylparahydroxybenzoate the Retention time of the conforms
methylparahydroxybenzoate
peak in the chromatogram obtained
with the test solution should correspond
to the retetion time of the
methylparahydroxybenzoate peak in
the chromatogram obtained with the mixed
standard solution.

Propytparahydroxybenzoate the Retention time of the conforms
propylparahydroxybenzoate
peak in the chromatogram obtained with the
test
solution should correspond to the retetion time
of the propylparahydroxybenzoate peak in the
chromatogram
obtained with the mixed standard solution.
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A. Nattermann & Cie. GmbH e
A Saanoﬁ CompanyIe S& T‘&E Q P g ﬁ

Nattermannaliee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 235216 Issued: 19.09.2018
Assay

Cetirizine dihydrochloride 9,5-10,5 10,0 mg
Methylparahydroxybenzoate 80-110 98 % of the declared content
Propylparahydroxybenzoate 90 - 110 98 % of the declared content
Purity

DP 1 (RRT 1.53) max. 0,5 0,0 %

DP 1 {RRT 1.53) max. 0,5 0.0%

DP 1 (RRT 1.53) max. 0,3 0,0 %

Any other individual identified impurity NMT 0,2% conforms

Any idividual unidentified impurity NMT 0,2% conforms

total impurities max. 1,0 0.0 %

Microbiological Purity

Total aerobic microbial count (TAMC) max. 1000 <10 CFU/ml
Total combined yeasts and moulds count max. 100 <10 CFU/m|
(TYMC)

Escherichia coli absentin 1 mi conforms
Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  17.09.2018 at 16:15:20 by Dr. Bettina Glombitza

Reference:

This product has been tested according specification: 11.233755 / 02

Certification statement:

I'hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality control at the above-mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging, and analysis records were reviewed and found fo be in compliance with GMP.

Dr. Bettina Glombitza
Qualified Person

This document has been produced electronically and is valid without signature.
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