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

SANOFI J

50829 Cologne / Germany
Cepruduxar anaausa / coorsercrsusi cGMP
3aka3z Ne: Wcnbrranne Ne: 278121 Boeimymeno: 01.07.2021
Marepwuai: 30JAK 200 mr/20 mJ, pactBop, 20MJ1
Howmep marepuana: 371084
Ne cepum: 1K 0403
GMID-Ne: 697621
Pa3mep cepun: 13.440
Jara npousBojcTBa: MAI1 2021
JlaTa OKOHYaHHUS CPOKA TOJTHOCTH: ATIP 2024 Crtpana Ha3zHauenus: Poccust
HopmatuBHBIN TOKyMEHT: JIC-000433-180711
Howmep PV: JIC-000433
®dopma BhIITyCKa: 1 M

IToxa3zaresan Hopma npu BbInycke PesyabTar
CaoiicTBa
Onucanue [Ipo3paunblii, OCCIBETHBIN MU CBETJIO-JKEITBIH  COOTBETCTBYCT
pacTtBop
TexHu4yeckHe HCMbITAHUS
3nauenue pH 4,0-6,0 4.9
O0BeM coepKUMOoro (iakoHa He menee 20 20 mn
[TnoTHOCTH pacTBOpa 1,071 - 1,091 1,083 r/mn
OIHOPOHOCTD O3UPOBAHUS 1 mo3a (20 xanens) — 1 mi Tectupyercs
HU OJTHO M3 OTAEIHHBIX 3HAYCHHUH MacChl HE MIEPHOINIECKH
JIOJDKHO OTKJIOHSTHCSI OT CPEIHEH Macchl Ooiee
yeM Ha 10%. Cymma 10 oTenbHbIX 3HaYECHUI
MacChl He JI0JDKHA OTJINYAThCS OT HOMHUHAIBHOM
MACChI JICCSTH JO3UPOBOYHBIX SAMHUIL O0JICe YeM
Ha 15%, To ectb 10,81 £ 15%
IMopnuHHOCTH
Xnopuga 00pa3oBaHue OEIIOr0 TBOPOIKUCTOTO OCAJIKA, COOTBETCTBYET
pacTBOPUMOTrO B aMMHAKe
Herupusun Bpewms ynep>kuBaHusi OCHOBHOTO ITMKa HA COOTBETCTBYET
XPOMAaTOTPaMMe HUCIIBITYEMOTO PacTBOPa JIOJDKHO
COOTBETCTBOBATH BPEMEHH yICP)KUBAHUS ITHKA
[ETUPHU3MHA Ha XpOMATOTPaMMe CMEITaHHOTO
CTaHIapTHOTO pacTBOpa.
Lletupuszun Bpewms ynepxuBanust u Y@ crieKTp OCHOBHOTO COOTBETCTBYET
MMKa Ha XpOMaTOrpaMMe UCTIBITYeMOT0 pacTBopa
JIOJDKHBI COOTBETCTBOBATh BPEMCHH yICPIKUBAHHS
n Y® crnekTpy nuka HeTUPU3UHA Ha
XpOMaTOrpaMMe CMELIAaHHOTO CTaHJIAPTHOTO
pactBopa.
MeTtunmnaparuapokcuoeH3oara Bpewms ynepkuBaHust nmuka COOTBETCTBYET

MeTUIIaparuipokcuben3oara Ha XpoMaTorpaMme
HCIIBITYEMOI'0 PacTBOPA JIOJKHO COOTBETCTBOBATh
BpPEMEHHU YACPKUBAHUS MTHKA
MeTUIIaparuipokcbeH3oara 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
3aka3z Ne: Wcnbrranne Ne: 278121 Boeimymeno: 01.07.2021
IToxa3aresanb Hopma npu BbInycke PesyabTart
[ponunmnaparuapokcubeH3oar Bpewmst yaepkuBaHust MUK COOTBETCTBYET

MIPOIIIIIApar LAPOKCHOCH30aTa Ha XPOMaTOTpaMMe

HCIBITYEMOTO pacTBOPa TOJHKHO COOTBETCTBOBATH

BPEMCHH YACPKUBAHUA TNKA

npormnnaparm[poxcM6eH30aTa Ha XpoMaTtorpamme

CMCIIAHHOI'O0 CTaHAAPTHOT'O pacTBOpPA.
KoaunyecTBeHHOE OnpeneeHne

HeTtupusuna Juruapoxiopus 9,5-10,5 10,1 mr

MeTunmaparuapoKkcHOeH30aT 90-110 100 % ot 3asBIEHHOTO
COJIepIKaHUs

[Ipornmnmnaparuapoxcudenzoar 90-110 101 % ot 3asiBIEHHOTO
COJIepIKaHUs

Yucrora

Ipumecs A ue 6oiee 0,2 0,0 %

JIrobast npyrast eqMHUIHAS ue 6omnee 0,1 % COOTBETCTBYET

UIeHTU(UIMPOBAHHAS IPUMECH

JlrobOast enuHUYHAS He Ooxee 0,1 % COOTBETCTBYET

HenJIeHTH(UIIMPOBaHHAS ITPUMECh

CymMmmMa npumeceit He 6onee 0,4 0,0 %

MukpoOuonoruyeckas YucToTa

OO6mree 9rciio adpoOHBIX He 6omee 100 <10 KOE/mn

mukpoopranusmos (TAMC)

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

wiecHeBbIX TpuooB (TYMC)

Escherichia coli OTCYTCTBHUE B 1 MJI COOTBETCTBYET
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A. Nattermann & Cie. GmbH

A Sanofi Company

INattermannallee 1 SANOFI J
50829 Cologne / Germany

Cepruduxar anaausa / coorsercrsusi cGMP

3aka3z Ne: Wcnbrranne Ne: 278121 Boeimymeno: 01.07.2021

IIpumeyanus:

ADU npousBoautens: lletupuszuna guruapoxnopun — Epp.®., Humna Jlumuren, MIDC
Patalganga, 410220 District- Raigad, Maharashtra, India / Cipla Ltd. Plot No. A42 (Unit IT) MIDC
Patalganga, 410220 District- Raigad, Maharashtra, India, Batch 10000022, 10000434

DTOT cepusi cooTBeTCcTBYeT TpeboBanusiMm HopmarusHoit nokymentanuu JIC-000433-180711
Otaen KOHTPOJISI KayecTBa

Bonwsdranr Xepmannc (Wolfgang Hermanns)

Meneaxep 1o KOHTPOJIIO KauecTBa

JHara Beimycka: 01.07.2021 B 12:01:54 by Dr. Britta Iven

CcpLIKka:

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

CepTudukannonHoe 3asiBJICHHE:

Hacrosumm s moaTBep:k1ato, UTO BblllIeyKa3aHHas HH(GOpMaLus SBIsIeTCS MOATMHHON U TOYHOM.
Ota cepust MPoyKTa ObUIa U3rOTOBIICHA/TIPOU3BECHA, BKIII0OYAsl YIIAKOBKY U KOHTPOJIb KayecTBa
Ha BBILICYNIOMSHYTON NMPOM3BOACTBEHHON IIomaake (IJIoN[aaKax) B IMOJHOM COOTBETCTBHH C
TpeboBanussMU GMP MECTHBIX perynsTOpHBIX OPTaHOB M cnenudukanusMu PeructpanoHHOro
YAOCTOBEPEHUSI UMIIOPTUPYIOLIEH CTPAaHbL. 3aIIUCH 10 TPOU3BOJCTBY, YIIAKOBKE M aHAIN3Y CEPUH,
ObUIM TIPOBEPEHBI U MPU3HAHBI COOTBETCTBYIOMUMHE TpeboBanusM GMP. MapkupoBka B OJIHOM
COOTBETCTBUM C TIOCIEIHEH YTBEpPKIACHHOW BEPCHUEH MAKETOB YIAKOBOYHBIX MaTEpHUATIOB H
MHCTPYKLUHU 110 MEAULIMHCKOMY IPUMEHEHHUIO.

JAp. berruna I'momouua (Dr. Bettina Glombitza)
YnoiHoMoO4YeHHOE JTUIO0

JlaHHBII TOKYMEHT ObUT CO3/IaH B AJICKTPOHHOU (DOopMe U TEUCTBUTENCH 0€3 MOIIHUCH.
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OG6LLEeCTBO C OrpaHMYEHHOM OTBETCTBEHHOCTBIO
UCTMbITATENbHbIA LEHTP «®APMOEOPOHA»
(000 UL «®PAPMOBOPOHAN)
UCMbITATENbHAA NTABOPATOPUA

141074, r. Kopones, MockoBckasi obnactb, yn. [arapuHa, 46a, 8 (495) 511-01-10,

www.farmoborona.ru, info@farmoborona.ru

YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbIx nuuy Ne POCC RU.0001.214J140

CepTuduumpoBaHHas cucTema MeHemkmeHTa kadecTea B cooteTcTBum ¢ FTOCT P UCO 9001-2015

NPOM3BOACTBEHHBIX KopoB KoMnaHum,
NONONHUTENbHO MOXeT 6bITb HaHeceHa
nHdopmayus ans MOHUTOPUHTa OBUXEHUS
nekKkapcTBEHHB X npenaparTtoB oT
NpousBoANTENs A0 KOHEYHOro NoTpeduTens.

XpaHeHue:

Mpun Temnepatype He Boiwe 25°C.

BHYTpeHHUe nNpoOonN3BOACTBEHHbIE Ko abl

KoMnaHuu, HaHeceHa nHdopmayma ana

MOHUTOpPUHTa ABUXEHNA

npenapaToB oT npounssoauTena Ao

KOHEYHoro notpebutens.
XpaHeHue:

Mpun Temnepatype He Bbiwe 25°C.

nNeKapCTBEHHbIX

4 | Cpok rogHoCTH 3roga COOTBETCTBYET
3aknioyeHue: PesynbtaThl ncnbliTaHni HaxoAAaTcs B npepenax HOpM, yCTaHOBMEHHbIX TpeboBaHnsaMHU HOPMaTUBHOTO
nokymeHTa J1C-000433-180711, nam. Ne 1-8, 8-10 .

V|CI'IOJ'Ib3yeMbIe CcpeacTea U3MepeHnsa U ucnboltatesibHoe 060py[J,OBaHVIBZ
Mpumevanus:
1. ﬂaHHbIIZ npoToKon UCNbITaHWI KacaeTcs oﬁpasuoa, npefocTaBfeHHbIX 3akasunkom u NOABEPrHyTbIX 3TUM UCMbITAHUAM.
2. 3anpeu4aeTc;| 4YaCTM4YHOE UnKn NosiHoe KonupoBaHue, nepeneyarTka npoTokona 6e3 paspeLueHus ucnbiTatTenbHoOn naﬁopaTopMM.
3. VcnbiTaTenbHasi nabopaTopust He HECET OTBETCTBEHHOCTb 3@ MHAOPMaLIMIO, NPEAOCTaBNeHHYI0 3aka3yunkom, ykasaHHyto B nn 1-8.
4. Vicnonb3oBaHo NpOCTOEe NpaBuio NPUHATUA peLleHnA B COOTBETCTBUM C JOTOBOPOM.
KoHew, npoTtokona ucnbitanuii Ne 65121/21 ot 16.07.2021 Ctp. 3133



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: 278121 Issued: 01.07.2021
Material: Zodac 200mg/ 20ml, solution, 20ml

Material No: 371084

Batch No: 1K0403

GMID-No: 697621

Batch Yield: 13.440

Manufacture Date: May 2021

Expiry Date: Apr 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 Not less than 20 20 ml

Density 1,071 -1,091 1,083 g/ml
Uniformity of dosage units 1 dose (20 drops) - 1 mL periodically tested

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: 278121 Issued: 01.07.2021
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 - 110 100 % of the declared content
Propyl parahydroxybenzoate 90 - 110 101 % 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: 278121 Issued: 01.07.2021

Comments:

APl 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, Batches 10000022, 10000434

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

Quality Control
Wolfgang Hermanns

QC Manager

Release date: 01.07.2021 at 12:01:54 by Britta Iven

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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