A. Nattermann & Cie. GmbH

A Sanofi Company _
Nattermannallee 1 SANOFI J
50829 Cologne / Germany

Cepruduxar anaausa / coorsercrsusi cGMP

3akaz Ne: HWcneitanne No: 276364 Bermymreno: 14.05.2021

Marepwuai: 30AK 200 mr/20 ma, pactBop, 20mJ

Howmep marepuana: 371084

Ne cepun: 1K0382

GMID-Ne: 697621

Pasmep cepun: 305.760

Jata npousBoicTBa: AIIP 2021

JlaTa OKOHYAHUS CPOKA TOJAHOCTH: MAP 2024 Crpana HaszHadeHus: Poccust

HopMmaTHBHBINH TOKYMEHT: JIC-000433-180711

Howmep PV: JIC-000433

®dopma BhIITyCKa: 1 M

IToxa3zaresan Hopma npu BbInycke PesyabTar

CaoiicTBa

Onucanue [Ipo3paunblii, OCCIBETHBIN MU CBETJIO-KEITBIH ~ COOTBETCTBYECT
pacTBop

TexHuYecKue UCIIBITAHUS

3nauenue pH 4,0-6,0 4,9

O0BeM coepKUMOoro (iakoHa He menee 20 21 mn

[TnoTHOCTH pacTBOpa 1,071-1,091 1,083 r/mn

OIHOPOHOCTD O3UPOBAHUS 1 mo3a (20 xanens) — 1 M COOTBETCTBYET

HU OJHO U3 OTJICNBHBIX 3HAYCHUN MacChl HE
JIOJDKHO OTKJIOHSTHCSI OT CPEIHEH Macchl Ooiee
yeM Ha 10%. Cymma 10 oTenbHbIX 3HaYECHUI
MacChl He JIOJDKHA OTIMYATHCA OT HOMUHAJIBHOM
MACChI JICCSTH JO3UPOBOYHBIX SAMHUIL O0JICe YeM
Ha 15%, To ectb 10,81 £ 15%

MMopnunHOCTHL

Xnopuast oOpazoBanue 6€I0ro TBOPOKUCTOIO OCAJIKA, COOTBETCTBYET
pPacTBOPUMOro B aMMHAaKe

Hernpuzun (BOXX) Bpewms yaep:xuBaHus OCHOBHOTO MMHKA Ha COOTBETCTBYET

XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa TOIHKHO
COOTBETCTBOBATH BPEMEHH yICPKUBAHUS ITHKA
LHETHPU3UHA HA XPOMATOTPAMME CMEIIIAaHHOTO
CTaHIAPTHOTO PAacTBOPA.

Herupusun (YD) Bpewms ynepxuBanust u Y@ criekTp OCHOBHOTO COOTBETCTBYET
MTIKa Ha XPOMAaTOrpaMMe HCIBITYEMOTO PacTBOpa
JIOJDKHBI COOTBETCTBOBATH BPEMEHH yIE€PKUBAHUS
n Y® crnekTpy nuka HeTUPU3UHA Ha
XpOMAaTOrpaMMe CMELIAHHOTO CTAHAAPTHOTO
pacTBopa.

MertunmnaparuipokcuoeHzoara Bpewms yaep:xuBaHus nuka COOTBETCTBYET
MeTHIITIaparuApoKCHOeH30aTa Ha XpOMaTOrpaMMe

CMEIIaHHOI'0 CTAHAPTHOI'O PACTBOPA.
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A. Nattermann & Cie. GmbH

A Sanofi Company _
Nattermannallee 1 SANOFI J
50829 Cologne / Germany

Cepruduxar anaausa / coorsercrsusi cGMP

3akaz Ne: HWcneitanne No: 276364 Bermymreno: 14.05.2021
IToxa3aresanb Hopma npu BbInycke PesyabTart
[IponmunmaparuapokcudeH3oart Bpewms yaepxuBaHUs THKa COOTBETCTBYET

MIPOIIIIIApar LAPOKCHOCH30aTa Ha XPOMaTOTpaMMe

HCIBITYEMOTO pacTBOPa TOJHKHO COOTBETCTBOBATH

BPEMCHH YACPKUBAHUA TNKA

npormnnaparm[poxcM6eH30aTa Ha XpoMaTtorpamme

CMCIIAHHOI'O0 CTaHAAPTHOT'O pacTBOpPA.
KoaunyecTBeHHOE OnpeneeHne

Lertupusuna AUruAPOXIOPU 9,5-10,5 10,1 mr

MeTunmaparuapoKkcHOeH30aT 90 - 110 99 % oT 3asIBICHHOTO
COJIepIKaHUs

[Ipornmnmnaparuapoxcudenzoar 90 - 110 100 % or 3asiBICHHOTO
COJIepIKaHUs

Yucrora

IIpumecs A He 6oiee 0,2 0,0%

Jrobas npyras equHAIHAS ue 6ousee 0,1 % COOTBETCTBYET

UIeHTU(UIMPOBAHHAS IPUMECH

Jlro6ast ennHMYHAS ne 6osee 0,1 % COOTBETCTBYET

HenJIeHTH(UIIMPOBaHHAS ITPUMECh

CymMma npumeceit He Ooxee 0,4 0,0 %

MukpoOuonoruyeckas YucToTa

Oo11ee Yrcio a3poOHBIX He 6osee 100 <10 KOE/mn

mukpoopranusmos (TAMC)

OO11ee YHCI0 APOAIKEBBIX U He Oonee 10 <10 KOE/mn

wiecHeBbIX TpuooB (TYMC)

Escherichia coli orcyTcTBue B 1 Mt COOTBETCTBYET
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1 SANOFI J
50829 Cologne / Germany
Cepruduxar anaausa / coorsercrsusi cGMP

3akaz Ne: HWcneitanne No: 276364 Bermymreno: 14.05.2021

IIpumeyanusa:

A®U npouzBogutens: llernpusuna nuruapoxmnopua — EBp.®., Munan JlaGoparopuc Jlumuren,
Plot Ne: 564/A/22, Road Ne 92, Jubilee Hills, Hyderabad, 500096 Telangana, India, (Muiau
Jlaboparopuc Jlumurex (Unit 7), Plot Ne 14, 99& 100 I. D. A., Pashamylaram (M), Phase-II,
Medak District-502 307, Telangana, India), cepus 00001182, 00001183

A®U npoumsomutens. lletnpusuna muruapoxmopun — EBp.®., [unna Jlumuren, MIDC
Patalganga, 410220 District- Raigad, Maharashtra, India/ Cipla Ltd. Plot No. A42 (Unit Il) MIDC
Patalganga, 410220 District- Raigad, Maharashtra, India, Batch 10000022

DTOT cepusi cooTBEeTCTBYeT TpeboBanusiM HopmarusHoit nokymentanuu JIC-000433-180711
Otaen KOHTPOJISI KayecTBa

Bonbsdranr Xepmanuc (Wolfgang Hermanns)

MeHnekep 1Mo KOHTPOJIIO KauyecTBa

Jara Beimycka: 12.05.2021 B 11:57:04 by Britta Iven

CcpLIKka:

OTOT NPOAYKT OBLI MPOTECTUPOBAH B COOTBETCTBHM ¢ HOpMaTUBHON JOKyMeHTauen
JIC-000433-180711

CepTnukannoHHoe 3asiBJICHHE:

Hacrosumm s moaTBep:k1ato, UTO BbIllIeyKa3aHHAs HH(GOpMaLUs SBISIETCS MOATMHHON U TOYHOM.
Ota cepust MPoyKTa ObUIa U3rOTOBIICHA/TIPOU3BEICHA, BKIII0YAsl YIIAKOBKY U KOHTPOJIb KayecTBa
Ha BBILICYNIOMSHYTON NMPOM3BOACTBEHHON IIomaake (IJIoN[aaKax) B IMOJTHOM COOTBETCTBHH C
TpeboBanussMU GMP MECTHBIX perynsiTOpHBIX OPTaHOB M cnenudukanusMu PeructpainoHHOro
YAOCTOBEPEHUSI UMIIOPTUPYIOLIEH CTPaHbL. 3aIIMCH 10 TPOU3BOJCTBY, YIIAKOBKE M aHAIN3Y CEPUH,
ObUIM TIPOBEPEHBI U MPU3HAHBI COOTBETCTBYIOMUME TpeboBaHusM GMP. MapkupoBka B OJIHOM
COOTBETCTBUHM C TIOCIEIHEH YTBEpPKIACHHOW BEPCHUEH MAKETOB YIAKOBOYHBIX MaTEpHUANIOB H
MHCTPYKLUHU 110 MEAUIIMHCKOMY IPUMEHEHHUIO.

Jp. Berruna I'momouua (Dr. Bettina Glombitza)

YnoiHoMO4YeHHOE JTUIIO0

JlaHHBII TOKYMEHT ObUT CO3/1aH B JICKTPOHHOU (pOopMe U ICHCTBUTENCE:
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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: 276364 Issued: 14.05.2021
Material: Zodac 200mg/ 20ml, solution, 20ml

Material No: 371084

Batch No: 1K0382

GMID-No: 697621

Batch Yield: 305.760

Manufacture Date: Apr 2021

Expiry Date: Mar 2024 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 (HPLC) 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 (UV) 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.

Methyl parahydroxybenzoate The Retention time of the methyl conforms
parahydroxybenzoate
peak in the chromatogram obtained
with the test solution should correspond
to the retetion time of the Methyl
parahydroxybenzoate peak in
the chromatogram obtained with the mixed
standard solution.
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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: 276364 Issued: 14.05.2021
Propyl parahydroxybenzoate The Retention time of the propyl conforms
parahydroxybenzoate

peak in the chromatogram obtained

with the test solution should correspond

to the retetion time of the propyl
parahydroxybenzoate peak in

the chromatogram obtained with the mixed
standard solution.

Assay

Cetirizine dihydrochloride 9,5-10,5 10,1 mg

Methyl parahydroxybenzoate 90 - 110 99 % of the declared content
Propyl parahydroxybenzoate 90 - 110 100 % of the declared content
Purity

Impurity A NMT 0,2 0,0 %

Any other individual identified impurity NMT 0,1% conforms

Any individual unidentified impurity NMT 0,1% conforms

Total impurities NMT 0,4 0,0%

Microbiological Purity

Total aerobic microbial count (TAMC) NMT 100 <10 CFU/mi
Total combined yeasts and moulds count NMT 10 <10 CFU/mi
(TYMC)

Escherichia coli absentin 1 ml conforms

.
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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: 276364 Issued: 14.05.2021

Comments:

APl manufacturer: Cetirizine dihydrochloride - Ph.Eur., Mylan Laboratories Limited, Plot No: 564/A/22, Road N0.92, Jubilee Hills,
Hyderabad, 500096 Telangana, India / Mylan Laboratories Limited (Unit 7), Plot No. 14, 99 & 100 I.D.A., Pashamylarm (M) Phase Il,
Medak District - 502 307 , Telangana, India, Batches 00001182 + 00001183

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 10000022

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

Quality Control
Wolfgang Hermanns

QC Manager

Release date: 12.05.2021 at 11:57:04 by Britta Iven

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

Certification statement:

| 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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