A. Nattermann & Cie. GmbH
A Sanofi Company
INattermannallee 1

SANOFI J

50829 Cologne / Germany
Cepruduxar anaausa / coorsercrsusi cGMP
3akaz Ne: HWcnerranue Ne: 261797 Beimymeno: 23.03.2020
Marepwuai: 30JAK 200 mr/20 ma PACTBOP M36 RU
Howmep marepuana: 371084
No cepum: 0K0272
GMID-Ne: 697621
Pa3mep cepun: 389.760
Jara npousBojcTBa: ®EB 2020
JlaTa OKOHYaHHUS CPOKA TOJTHOCTH: ®EB 2023 Crtpana HazHaueHus: Poccust
HopmatuBHBIN TOKyMEHT: JIC-000433-180711
Howmep PV: JIC-000433
®dopma BhIITyCKa: 1 M
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Hopma npu BbInycke

[Ipo3pauHblii, OCCIBETHBIN MU CBETIO-KEIITHIN
pacTtBop

4,0-6,0

He meHee 20

1,071 - 1,091

1 mo3a (20 xanens) — 1 mi

HU OJHO U3 OTJICNBHBIX 3HAYCHUN MacChl HE
JIOJDKHO OTKJIOHSTHCSI OT CPEIHEH Macchl Ooiee
yeM Ha 10%. Cymma 10 oTenbHbIX 3HaYECHUI
MacChl He JJOJDKHO OTIMYATHCS OT HOMUHAIBHOM

MACChI JICCSTH JO3UPOBOYHBIX SAMHUIL O0JICe YeM
Ha 15%, To ectb 10,81 + 15%

oOpazoBanue 6€I0ro TBOPOKUCTOIO OCAJIKA,
pacTBOPUMOIO B aMMHaKe

Bpewmst yaepkuBaHust OCHOBHOTO THKa Ha
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa TOIHKHO
COOTBETCTBOBATH BPEMEHH yICPKUBAHUS ITHKA
LHETHPU3UHA HA XPOMATOTPAMME CMEIIIAaHHOTO
CTaHIAPTHOTO PAacTBOPA.

Bpewms ynepxuBanust u Y@ crieKTp OCHOBHOTO
MTIKa Ha XPOMAaTOrpaMMe HCIBITYEMOTO PacTBOpa

JOJIKHBI COOTBETCTBOBATh BPEMCHU YACPIKMBAHUA

n Y® crnekTpy nuka HeTUPU3UHA Ha
XpOMAaTOrpaMMe CMELIAHHOTO CTAHAAPTHOTO
pacTBopa.

Bpewms yaep:xuBaHus nuka

MeTUIIaparuipokcuben3oara Ha XpoMaTorpaMme
HCIIBITYEMOI'0 PacTBOPA JIOJKHO COOTBETCTBOBATh

BPEMEHH yACP)KUBAaHUS ITHKA

MeTUIIaparuipokcbeH3oara Ha XpoMaTorpaMme

CMCIIAaHHOI'O0 CTaHAAPTHOTO pacTBOpA.

PesyabTar

COOTBETCTBYCT

49
21 M
1,083 r/mi
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IToxa3aresanb Hopma npu BbInycke PesyabTart
[IponmunmaparuapokcudeH3oart Bpewms yaepxuBaHUs THKa COOTBETCTBYET

KoaunyecTBeHHOE OnpeneeHne
L[eTI/IpI/BI/IHa JAUTUAPOXJIOPpUI

MerunmaparuapokcuoeH30aT
[ponunnaparuapokcrudeH3oar

Yucrora
DP1
DP 2
DP3

Jrobas npyras e TMHAIHAS
ueHTUUIMPOBAHHAS IPUMECH
JIro0ast enmunaHAsS
HeuJIeHTH(UIIMPOBAHHAS TPUMEChH
CymMma nipumeceit
Muxkpo6uoornyeckast Y4CTOTa
OO61ee 9rciio adpoOHBIX
MukpooprannzmMoB (TAMC)
OO6111ee 9rCIo IPOAOKEBBIX H
miecHeBbIX rpudoB (TYMC)
Escherichia coli
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[pOoTNUIIaparuipokcubeH30ara Ha XpoMaTorpaMmme
HCIIBITYEMOI'0 PacTBOPA JIOJKHO COOTBETCTBOBATh

BpPEMEHHU YCPKUBAHUS MTHKA
METUIIaparupoKcubeH3oara Ha XpoOMaTorpaMme

CMCIIAHHOI'O0 CTaHAAPTHOT'O pacTBOpPA.
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10,1 mr

99 % OT 3asBJIIEHHOTO
COJICpXKAHUS
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COJICpXKAHUS

0,0 %
0,0 %
0,0 %
COOTBETCTBYET
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A. Nattermann & Cie. GmbH

A Sanofi Company

INattermannallee 1 SANOFI J
50829 Cologne / Germany

Cepruduxar anaausa / coorsercrsusi cGMP

3akaz Ne: HWcnerranue Ne: 261797 Beimymeno: 23.03.2020

IIpumeyanus:

A®U npowusBoauTenb: neTupuznHa aurugapoxiopua — Esp.@apm., Hunna Jlumuren, MUK
[Tarananra, 410220 Juctpuxt — Paiiran, Maxapamtpa, Uaaus, cepust 90001129

3TO0T cepusi cooTBEeTCTBYET TpeboBanusM HopmaruHoii nokymenrtarun JIC-000433-180711
OTaen KOHTPOJISE KayecTBa

Bonbdranr Xepmannce (Wolfgang Hermanns)

HauanbHuk oT/1€/1a KOHTPOJISI KauecTBa

JlaTa BeImycka: 20.03.2020 B 15:04:06 Dr. Henriette Fidelak

CcplIKa:

DTOT MPOIYKT OBLT MPOTECTUPOBAH B COOTBETCTBUHU ¢ HopMaTUBHOM MOKyMEHTaIuen
JIC-000433-180711

CepruduxkanuoHHoe 3asiBJIeHHE:

HacrosimuMm noarsepikaro, 4To BhlllIeyKa3aHHast MH()OpMAIHs SBISETCS TOCTOBEPHON M TOYHOM.
Orta cepust IPOyKTa ObUIa U3rOTOBJICHA/IPOU3BEICHA, BKIII0YAsl YIIAKOBKY U KOHTPOJIb KayecTBa
Ha BBILICYNIOMSHYTON NMPOU3BOACTBEHHON IIOMAAKe (IJIOLIa/IKax) B IOJIHOM COOTBETCTBHH C
TpeboBanussMu GMP MecTHOro perynupyrouero opraHa u crneuu(puKanusIMy, yKa3aHHbBIMH B
PEruCTPAllMOHHOM yAOCTOBEPEHUU UMIIOPTUPYIOLEH CTpaHbl. JIOKYMEHTBI, KacaroIIuecs
IIPOM3BOJICTBA, YIIAKOBKU U aHAJIN3a CEPUM, ObLIM MPOBEPEHBI U MPU3HAHBI COOTBETCTBYIOLIUMHU
tpeboBanusiMm GMP. MapkupoBKa IOJHOCTBIO COOTBETCTBYET IOCIEIHUM YTBEP)KICHHBIM
MaKeTaM yIaKkoOBOYHbIX MaTepuaioB u UMII.

Jp. berruna I'nomouna (Dr. Bettina Glombitza)
VYHoJIHOMOYEHHOE JTUIIO0

JlaHHBII JOKYMEHT ObUI CO3/1aH B 3JIEKTPOHHOMN (hopMe U ACHCTBUTENECH 03 TONMHCH.
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A. Nattermann & Cie. GmbH

A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI| g

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 261797 Issued: 23.03.2020
Material: Zodac 200mg/ 20ml, solution, 20ml
Material No: 371084
Batch No: 0K0272
GMID-No: 697621
Batch Yield: 389.760
Manufacture Date: Feb 2020
Expiry Date: Feb 2023 Destination: Russia
Normative Document No:  LS-000433-180711
Marketing Authorisation No: LS-000433
This product contains in: 1ml
Parameter Release limits Result
Characters
Appearance A colourless to light yellow, clear solution conforms
Technical Tests
pH value 40-6,0 4.9
Nominal volume NLT 20 21 ml
Density 1,071 -1,091 1,083 g/ml
Uniformity of dosage units 1 dose (20 drops) - 1 mL conforms
No individual weight value should deviate
from 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. 10.81 + 15 %
Identification
Chlorides Formation of a white caseous sediment conforms
soluble in ammonia
Cetirizine The Retention time of the principal peak in the  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 solution.
Cetirizine 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
N

standard solution. e e
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A. Nattermann & Cie. GmbH

A Sanofi Company SA N O F I J
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 261797 Issued: 23.03.2020

Propylparahydroxybenzoate 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.

Assay

Cetirizine dihydrochloride 9,5-10,5 10,1 mg
Methylparahydroxybenzoate 90 - 110 99 % of the declared content
Propylparahydroxybenzoate 90 - 110 98 % of the declared content
Purity

DP 1 NMT 0,5 0,0 %

DP 2 NMT 0,5 0,0 %

DP 3 NMT 0,3 0,0 %

Any other individual identified impurity NMT 0,2% conforms

Any individual unidentified impurity NMT 0,2% conforms

Total impurities NMT 1,0 0,0%

Microbiological Purity

Total aerobic microbial count (TAMC) NMT 1000 <10 CFU/mi

Total combined yeasts and moulds count NMT 100 <10 CFU/mi

(TYMC)

Escherichia coli Absentin 1 ml conforms
LM
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A. Nattermann & Cie. GmbH

A Sanofi Company SA N O F I J
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 261797 Issued: 23.03.2020

Comments:

API manufacturer: Cetirizine dihydrochloride - Ph.Eur., Cipla Ltd., MIDC Patalganga, 410220 District- Raigad, Maharashtra, India
(Cipla Ltd. Plot No. A42 (Unit Il) MIDC Patalganga, 410220 District- Raigad, Maharashtra, India), Batch 90001129

This batch meet the requirement of the normative document LS-000433-180711

Quality Control
Wolfgang Hermanns

QC Manager

Release date: 20.03.2020 at 15:04:06 by Dr. Henriette Fidelak

Reference:
This product has been tested according normative document LS-000433-180711

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 to be in compliance with GMP. Labelling is in full compliance with the last
approved version of packaging and leaflet artworks.

Dr. Bettina Glombitza

Qualified Person

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