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Cepruduxar anaausa / coorsercrsusi cGMP
3aka3z Ne: Wcnbrranne Ne: 288048 Boimymeno: 19.05.2022
Martepuai: 30JAK 10 mr/ mui, kamiu JJist IpueMa BHYTpb, 20 M

Howmep marepuana:
No cepum:
GMID-Ne:

Pazmep cepuu:
Jata npousBoicTBa:

HaTaOKOanHHﬂCPOKaFOHHOCTHZ

HopmaTuBHBINA 1OKYMEHT:
Howmep PY:
dopma BbITyCKa:

371084
2Ko0461
697621
367.920
Amp. 2022

Map. 2025 Crpana HasHaueHus: Poccus

JIC-000433-180711
JIC-000433
1 M

Iloka3zarean
CBoiicTBa
Omnucanue

TexHndyeckne UCTIBITAHAS
3navyenue pH

O0BbeM copep)kKUMOTo (hIaKoHa
IInoTHOCTH pacTBOpa
OIHOPOHOCTD O3UPOBAHUS

IloaanHHOCTD
Xnopuaa

Hetupusun

Lletupuszun

h4eTHHHapaFHﬂp0KCH66H303Ta
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HopMma npu Beimycke

[Ipo3pauHblii, OCCIBETHBIN MU CBETIO-KEIITHIN
pacTtBop

4,0-6,0
e menee 20

1,071 - 1,091

1 mo3a (20 xanens) — 1 mi

HU OJTHO M3 OT/EJbHBIX 3HAYEHHI MACCHI HE JIOJKHO
OTKJIOHATKCS OT cpenHeit Mmaccrl 6onee yem Ha 10%.
CymMma 10 oTZIeNbHBIX 3HAYEHWH MacChl HE JTOJDKHA
OTJIMYATHCS OT HOMUHAIBLHOM MacChl JIECSITH
JTO3MPOBOYHBIX eNMHUII Ooee ueM Ha 15%, To ecTh
10,81 £ 15%

oOpazoBanue 0€7I0ro0 TBOPOKHUCTOTO 0CATIKA,
pacTBOPUMOTO B aMMHAKe

Bpewms ynep>kuBaHusi OCHOBHOIO ITMKa Ha
XPOMaTOrpaMMe HUCIBITYEMOTO PACTBOPA JI0JKHO
COOTBETCTBOBATh BPEMEHHU yIEP)KUBAHUSI [THKA
LETUPU3MHA HAa XpOMATOIPaMMe CMEIIaHHOTO
CTaHJAapTHOI'O pacTBoOpa.

Bpewms ynepxuBanust u Y@ crieKTp OCHOBHOIO ITHKa
Ha XpOMaTOTpaMMe UCTIBITYeMOTO PAaCTBOPA JOJDKHBI
COOTBETCTBOBATh BPEMEHHU yiepkuBaHus u Y O
CIEKTPY MUKA IETUPHU3NHA Ha XPOMaTOTpaMMe
CMEIIaHHOTO CTaHAAPTHOTO PacTBOPA.

Bpewms yaep:xxuBaHus uKa
METHIIIaparuApoKCHOCH30aTa Ha XPOMATOrpaMMe
HCIBITYEMOTO PACTBOPA JOJKHO COOTBETCTBOBATh
BPCMCHU YICP)KUBAHUS ITHKA
METHIIIaparuApoKCHOCH30aTa Ha XPOMATOrpaMMe

Pe3yabTart

COOTBETCTBYCT

49
21 mn
1,082 r/mu

TECTHPYETCS
MIEPUOTNICCKH

COOTBETCTBYET

COOTBETCTBYCT

COOTBETCTBYET

COOTBETCTBYCT
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A. Nattermann & Cie. GmbH

A Sanofi C
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Cepruduxar anaausa / coorsercrsusi cGMP
3aka3z Ne: Wcnbrranne Ne: 288048 Boimymeno: 19.05.2022
[ponuinaparugpokcuOeH30aT Bpewmst yaepxkuBaHust muka COOTBETCTBYET

MpONUIIIAparuIpoKCHOeH30aTa Ha XpOMATOrPaMMe
UCIIBITYEMOT'0 PACTBOPA JIOJDKHO COOTBETCTBOBATH
BpPEMEHHU YACPKUBAHUS ITHKA
[poTNUIIaparuipokcubeH3oara Ha XxpoMaTorpaMmme
CMEIIaHHOI'0 CTAHAPTHOI'O PACTBOPA.

KoaunuecTBenHoe onpeaejaceHue

IleTnpusuHa TUTHAPOXIOPHUT 9,5-10,5 10,0 mr

MeTunmaparuapoKkcHOeH30aT 90-110 100 % ot 3asBIEHHOTO
CoZlepIKaHUSA

[IponmunmaparuapokcudeH3oart 90-110 99 % OT 3asABICHHOTO
CONlepIKaHUSA

Yucrora

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

JIrobast npyrast eqMHUIHAS ue 6omnee 0,1 % COOTBETCTBYET

HACHTUQHUINPOBAHHAS IPUMECH

JIrobas enuHIYHAS ue 6oiee 0,1 % COOTBETCTBYET

HEUJICHTH(UITUPOBAHHAS TIPUMECH

CymMma nipumMeceit He 6omee 0,4 0,0 %

MukpoOuoaoruyeckasi YucToTa

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

MukpooprannzMoB (TAMC)

OO6111ee 9rCIo IPOAOKEBBIX H He 6omee 10 <10 KOE/mn

miecHeBbIX rpudoB (TYMC)

Escherichia coli OTCYTCTBHE B 1 MJI COOTBETCTBYET

IIpumeuanus:

DTOT cepust COOTBETCTBYeT TpeboBanmsiM Hopmarusro#t nokymentamuu JIC-000433-180711
OTes KOHTPOJSA KavyecTBa

Bonsdranr Xepmannc (Wolfgang Hermanns)

Memnemxep 1Mo KOHTPOITIO KauecTBa

Jara Bermycka: 18.05.2022 at 10:52:07 by Britta Iven

CcebLka: DTOT IPOAYKT OB MPOTECTUPOBAH B COOTBETCTBUU ¢ HopmaTtuBHON nokymenTaruen JIC-
000433-180711

CepTudukannoHHoe 3asiBJIeHUE:

HacrosimuM s moaTBepskaaio, YTo BEINIEyKa3aHHas MH(pOpMAaNus sBIIETCS MOIMHHOW M TOYHOH. DTa cepus HMpOIyKTa ObLIa
U3TOTOBJICHA/TIPOM3BEICHA, BKJIIOYas YIAKOBKY M KOHTPOJb KA4eCTBA Ha BBILICYNOMSHYTOW IPOW3BOJICTBEHHOMN IUIOIIAJIKE
(momankax) B IOJHOM COOTBETCTBHM C TpeOoBaHMAMH GMP MECTHBIX pPEryJsTOpHBIX OPraHOB M CHEHU(DHUKAMIMU
PeructpainoHHOro0 ya0CTOBEpEHUs] UMIIOPTUPYIOIIEH CTpaHbl. 3amHCH MO MPOMU3BOJCTBY, YNAKOBKE M aHAIU3Y CEPUH, OBLTH
MPOBEPEHbl M TPHU3HAHBI COOTBETCTBYIOIUMM TpeOoBaHusM GMP. MapkupoBka B IOJHOM COOTBETCTBHM C IIOCIEIHEH
YTBEpXKJCHHOH Bepcrel MaKeTOB yIIaKOBOYHBIX MATEPUAIOB U MHCTPYKLMU 110 MEAULIMHCKOMY IIPUMEHEHHUIO.

Jp. bertuna I'nmom6uua (Dr. Bettina Glombitza)
VYI10JIHOMOYEHHOE JIULIO

JlaHHBIN JOKYMEHT OBLT CO3/aH B JIEKTPOHHOU (hopMme U AeicTBHTENIeH Oe3 MOINCH.
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A. Natt & Cie. GmbH L\
A'Sanofi Company SANOFI vg

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 288048 Issued:  19.05.2022
Material: Zodac, drops for oral administration, 10mg/ml, 20ml

Material No: 371084

Batch No: 2K0461

GMID-No: 697621

Batch Yield: 367.920

Manufacture Date: Apr 2022

Expiry Date: Mar 2025 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 4,0-6,0 49

Nominal volume Not less than 20 21 ml

Density 1,071 - 1,091 1,082 g/mi
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. Natt & Cie. GmbH &
A Sano?‘irgsnmnpanyle " SA N O F I !g’

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 288048 Issued: 19.05.2022
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 10,0 mg

Methyl parahydroxybenzoate 90 -110 100 % of the declared content
Propyl parahydroxybenzoate 90 - 110 99 % 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/ml
Total combined yeasts and moulds count NMT 10 <10 CFU/ml
(TYMC)

Escherichia coli absent in 1 ml conforms
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A. Natt & Cie. GmbH -
A Saanoefirrggrnnpanyle " SA N O F I %J

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 288048 Issued: 19.05.2022

Comments:

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

Wolfgang Hermanns
QC Manager

Release date:  18.05.2022 at 10:52:07 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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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NMPUNOXXEHUE K CEPTUDPUKATY AHAJIU3A (conpoBoauTeNbHOE NUCbMO)

Product name / HaumeHoBaHue npoaykta: ZODAC®, drops for oral administration 10 mg/mL /
304AK®, kannu ansa npueMa BHyTpb 10 Mr/ mn

GMID: 697621

Batch number / Homep cepun: 2K0461

Manufacturing date / Jata npousBoactsa: Apr 2022

Expiry date / l'ogeH po: Mar 2025

Reference number to MA registered in Russia / Homep PY, 3apeructpuposanHoro B Poccun: JIC-000433

ND number / Homep HZ: LS-000433-180711, variations 1-8, 8, 9-10 / JIC-000433-180711, uamMeHeHus 1-8, 8,
9-10

Storage condition / Ycnosusi xpaHenus: Store at or below 25°C / Mpu TemMnepaType He Bbie 25° C.

Shelf-life / Cpok rogHoctu: 3 years / 3 roga

API name / HaumeHoBaHne A®W: cetirizine dihydrochloride / uetupusunHa auruapoxnopva

API manufacturer / Mpou3soanTens A®U: Mylan Laboratories Limited / Maiinen Jlabopatopu3s Jiumuren
API manufacturer ‘s address / Aapec npoussoautenst AOU: (Unit-7) Plot No. 14, 99 & 100, I.D.A.,
Pashamylaram (M) Phase II, Medak District, India-502 307 Patancheru, Telangana, India

API batch number / Homep cepun A®U: 10000675

Packaging / YnakoBka:

20 mL in a dropper vial made of dark glass with a child safety cap. One vial per carton, along with a package
insert. /

Mo 20 mn BO (bnakoH M3 TEMHOrO CTEK/A, YKYMNOPEHHbIN NMPOBKON-KanenbHULENR U CHaBXEHHbIN KPbILWKOW C
3alUMTON OT BCKPbITUSI AeTbMU. Kaxablli (flakoH BMeCTe C MHCTPYKUMEn Mo MPUMEHEHUIO MOMeLalT B

KapTOHHYIO Mauky

Labelling / MapkupoBka:
The vial label states in Russian: trade name of product with warning marking ®, international non-proprietary

name; dosage form and strength, volume of product per vial, active substance per 1 mL, number of drops per

1 mL, inscriptions “anti-allergic”, «for children from 6 months», storage conditions, cautionary warning:
“Administration by children from 6 till 12 months is possible only by medical prescription and under strict medical

monitoring”, batch number, shelf life, logo of company (in Latin letters and graphical element), name and




country of manufacturer, thematic picture, the number of the registration certificate, existence of 2D-code,
internal digital or bar manufacturing codes is possible. /

Ha stukerke /iakoHa Ha PYyCcKOM S3bIKE YKAa33HO: TOpProeoe Ha3BaHue rnpenapata C I'IpEﬂYﬂpELWITEﬂbHOI\/'I

MapKMpOoBKOK ®, MeXAyHapoAHOe HenaTeHTOBAaHHOE Ha3BaHWe, NEeKapCTBEHHYIO (OPMY U [03UPOBKY, 06beM
npenapata Bo (hriakoHe, coaep)kaHue akTMBHOMO BELLECTBa B 1 MJI, KONMYECTBO Kanenb B 1 M7, Haanmcn «ot
anneprum», «ans AeTell ¢ 6 MecsueB», YCIIOBUSI XpaHeHUs, NpeaynpeauTenbHas Haanuck: «lpuMeHeHue y
Aeteii oT 6 A0 12 MecsiLieB BO3MOXHO TOJBKO MO Ha3HAYeHMIo Bpaya v nof CTPOrMM MEAULIMHCKUM KOHTPOJIEM. »,
HOMep Cepuu, CPOK FOAHOCTU, JIOFOTUM KOMMAHUM (HAAMWUCh NTATUHCKUM WPUGTOM U rpacnyeckuii anemMeHT),
HasBaHWe W CcTpaHa (UPMbI-MPOU3BOAUTENS, TEMATUUECKUA PUCYHOK, HOMEpP  PErMcrpaLyoHHOro
YAOCTOBEPEHWS, BO3MOXHO Haninuve 2D-Koaa, BHYTPEHHWUX LMMPOBLIX MM LUTPUXOBbLIX MPOU3BOACTBEHHbIX

KOAOB KOMMaHuw.

The cardboard pack states in Russian: trade name of product with warning marking ®; international non-

proprietary name; dosage form and strength; volume of product per vial; active substance per 1 mL; number
of drops per 1 mL; list of excipients; inscriptions “Anti-allergic”, «Allergic rhinitis», «Allergic conjunctivitis»,
«Urticaria*», «*Chronic idiopathic urticaria», «Relieves symptoms of urticarial*, allergic rhinitis and
cconjunctivitis: nasal stuffiness sneezing rhinitis itch lacrimation», «for children from 6 months*», method of
use: «METHOD of USE», «Children 6-12 months. 5 drops per day», cautionary warning: “Administration by
children from 6 till 12 months is possible only by medical prescription and under strict medical monitoring”,
«Children 1-6 years: 5 drops 2 times a day», «Children 6-12, 20 drops per day», «Adults and children over 12
years: 20 drops per day», « BEFORE USE, BE SURE TO READ THE INSTRUCTIONS.», «Keep out of the reach of
children!», «DISPENSING WITHOUT PRESCRIPTION!», storage conditions, batch number, date of manufacture,
date of expiry, logo (in Latin letters and graphical element), name and country of manufacturer in the form:
"Manufacturer: A. Nattermann & Cie. GmbH, Germany», name and dosage of the drug in Braille, bar code, the
number of the registration certificate, thematic pictures, existence of 2D-code, internal digital or bar
manufacturing codes is possible, in addition, information can be applied to monitor the movement of drugs from
the manufacturer to the end user. /

Ha KapToHHo¥ rayke Ha pyCcckoM Si3biKe yKa3aHo. TOProBOe Ha3BaHWe npenapaTta C npeaynpeauTenbHON

MapK1poBKo ®, MeXAyHapoAHOe HenaTeHTOBaHHOE Ha3BaHWe, NIeKapCTBEHHYIO (OpPMY U [03UPOBKY, 06beM
npenaparta Bo (flakoHe, coAep)KaHue aKTUBHOrO BelecTBa B 1 M/, KONMYECTBO Kanesnb B 1 M7, nepeyeHb
BCMOMOraTe/lbHbIX  BeLeCcTB, HaAnMcu «OT  anneprum», <«ANNepruuyeckuii - puHUT», «ANnepruyveckui
KOHBIOHKTUBUT», «KpanuBHuUa*», «*XpoHWyeckas uauonatuyeckasi KpanuBHULA.», «O6neryaet cMMNTOMbI
KpanuBHULLI*, annepruyeckoro puHUTA M KOHBIOHKTMBMTA: 3a/loKEHHOCTb Hoca YuxaHue Hacmopk 3ya
CnesoTeueHune», «ans aeten ¢ 6 MecaueB*», crnocob npumeHeHus: «CrOCOB MPUMEHEHWUS», «[detu 6-12 mec.

5 kanenb 1 pa3 B AeHb», NpeaynpeavTenbHas Haanuck: «*fpUMeHeHune y aeTen oT 6 10 12 MecaLleB BO3MOXKHO

TONbKO MO Ha3HA4YeHWIO Bpaya M Nnoj CTPOrmM MeaMUMHCKUM KOHTponeMm.», «[etu 1-6 net 5 kanenb 2 pasa B




«MNEPEA NPUMEHEHWEM OBS3ATE/IbHO O3HAKOMBTECH C MHCTPYKLIMEN.», «XpaHWUTb B HEOCTYNHOM ANs
neren mecte!», «OTMNYCK BE3 PELIEMTA!», ycnosus XxpaHeHusi, HOMep cepuu, NPoU3BEAEHO, FOAEH /10, NIOroTu
KoMNaHun (HaanMuCb NAaTUHCKMM WPUATOM U rpaduyeckuii 3aNEMEHT),  HasBaHWe U CTpaHa (UpMbI-
npoussoautens B gopme: «lpoussoautens: A. HatrepMaHH 3HA Cue. TMOX, MepMaHus», HauMeHoBaHWe U
fo3vpoBka nperapata wpudToM bpains, WTPUX-KOA, HOMEP PerucTpauuoHHOrO  YAOCTOBEpeHUs,
TeMaTuyeckMe PpUCYHKM, BO3MOXHO Hanuuve 2D-koda, BHYTPEHHUX UMGBPOBbLIX WMAW  LWUITPUXOBBIX
MPOU3BOACTBEHHbIX KOJOB KOMMaHWW, AONOSIHUTENbHO MOXET ObiTb HaHeceHa MHdopMaumMs Ans MOHUTOPUHTIA

ABVKEHUA NeKapCTBEHHbIX MpenapaTos OT NPon3BoAUTENS A0 KOHEYHOro notpebutens.

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of
Regulatory dossier) currently registered in Russian Federation on the listed quality parameters. /

Hacrosiwmm noaTBepXXAaeTcs, YTo 3Ta NapTUsi COOTBETCTBYET BCEM TPebOBAHMSAM, YKa3aHHbIM B HOPMaTUBHOM
[OKyMeHTaummn (4actu permcTpaumoHHOro A0CbE), 3aperMcTpMpoBaHHOrO B HacTosllee BpeMs B Poccuiickon

®epnepaumn, NO NepeyvnC/iEHHbIM KpUTEPUSIM KayecTBa.

It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of
Normative Document currently registered in Russian Federation. /

HacrosawmMm noaTBepxaaeTcd, YTO 3Ta MapTus COOTBETCTBYeT TpeboBaHWsIM pasaenioB «YMnakoBka» U
«MapkupoBka» cneuvduKaumMm HOPMaTWBHOMO AOKYMEHTA, 3aperMcTpMpoBaHHOMO B HACTOsLEE BpEMSI B

Poccuiickoin ®epepaumm.

Signature / Moanuce: ) (/
3 (AP
Date / [dara: 19.05.2022

Printed name / M5 neyaTHbiMu BykBamu: Dr. Bettina Glombitza

Title / JomkHocTb: Qualified Person / YnonHoMoueHHOE NnLo
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