A. Nattermann & Cie. GmbH

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

Cepruduxar anaausa / coorsercrsusi cGMP
3aka3z Ne: Wcnbrranne Ne: 285531 Boimymeno: 25.02.2022
Marepwuai: 30JAK 10 mMr/ M1, Kanuia JJIsi npuemMa

BHYTPb, 20 M

Howmep marepuana: 371084
Ne cepumn: 2K0451
GMID-Ne: 697621
Pazmep cepun: 370.680
Jara npousBojcTBa: SAus. 2022
JlaTa OKOHYaHHUsI CPOKA FOJTHOCTHU: JHexk. 2024 Crpana HazHauenusi: Poccust
HopmaTuBHBINA 1OKYMEHT: JIC-000433-180711
Howmep PV: JIC-000433
®dopma BBIITyCKa: 1 mut
IMoka3aTean Hopma npu BeImycke PesynbTar
CpoiicTBa
Onucanue [Ipo3paunslii, GeCLIBETHBII MIIN CBETIIO-KEIITBHII PACTBOP ~ COOTBETCTBYET
CrerneHb OKpacKku He 6osee BY7 COOTBETCTBYET

TexHn4ecKkue UCIbITAHUS

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

O0BeM coiepKUMOro (iakoHa He meHee 20 20 M

IInotHOCTH pacTBOpa 1,071 - 1,091 1,083 r/mn

OAHOPOIHOCTH 103UPOBAHUS 1 no3a (20 kanens) — 1 M HNePUOTINIECKUI
HU OJIHO U3 OT/EJIbHBIX 3HAYEHUN MacChl HE TOJIKHO TeCT

OTKJIOHSITBCS OT cpesiHeid Macchl Oosee uem Ha 10%.
CymmMa 10 oTaenbHbIX 3HaYeHUI Macchl HE JJOJKHA
OTJIMYATHCS OT HOMHUHAJIBHON MAacChI I€CSITH
JI0O3UPOBOYHBIX equHMII OoJiee ueM Ha 15%, To ecth 10,81

+15%

TloaJIMHHOCTD

Xopuaa obOpazoBaHue 0€JI0T0 TBOPOKHCTOTO 0CATKA, COOTBETCTBYET
PacTBOPUMOTO B aMMHAKE

Hernpusun Bpewms yiepxuBaHusl OCHOBHOTO ITHKA HA XPOMATOTpaMME COOTBETCTBYET

HCIIBITYEMOT'0 PacTBOPaA JAOJIKHO COOTBETCTBOBATH
BPEMEHH YACPKUBAHUS MTUKA ETUPU3UHA HA
XpOMaTorpaMMe CMEUIaHHOTO CTaHAapTHOI'O pacTBOpA.

Hernupnznun Bpewmst yaepxuBanust 1 Y@ crieKTp OCHOBHOTO IMMKAa HA  COOTBETCTBYET
XpOMaTOIrpaMMe UCIIBITYEMOT'0 pacTBOPa JOJDKHBI
COOTBETCTBOBATh BpeMeHH yzepkuBanust U YD crekrpy
NHKa [ETUPU3UHA Ha XPOMATOIpPaMME CMEIaHHOTO
CTaH/IapTHOTO PacTBOpA.

Mertunmnaparuipokcudenzoara Bpems yaepkuBaHust MHIKa METUIIAPAruAPOKCHOCH30aTa  COOTBETCTBYET
Ha XpOMaTorpaMMe UCIIBITYEMOTO PACTBOPA TOJKHO
COOTBETCTBOBATh BPEMEHH YACPKUBAHHS MTHKA
METWINaparuIpoKkcuOeH30aTa Ha XpOMaTOrpaMme
CMEIIaHHOTO CTaHAAPTHOTO PacTBOPA.

[Ipornmnmnaparuapoxcudenzoar Bpemst yaepkuBaHust MKa MpONMINaparuipokcuOeH30ara COOTBETCTBYET
Ha XpOMaTorpaMme UCIIBITYEMOT0 PacTBOpPa J0JKHO
COOTBETCTBOBATh BPEMEHH Y/CPKHBAHHSI THKA

~  30aTa Ha XpOMaTorpamme

‘0 pacTBOpA.
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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: 285531 Boimymeno: 25.02.2022

KoaunuecTBenHoe onpeaejaeHue

IleTnpusuHa TUTHAPOXIOPHUT 9,5-10,5 10,2 mr

MertunmaparugpokcuoeH30aT 90-110 100 % ot
3as1BJICHHOTO
COJICpIKaHUS

ITpormmnmaparuapokcuOeH30aT 90-110 101 % ot
3as1BJICHHOTO
coJIepKaHus

Yucrora

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

JIrobast npyrast eqMHUIHAS He 6omee 0,1 % COOTBETCTBYET

ueHTUUIMPOBAHHAS IPUMECH

JIrobas enmHIYHAS ue 6oxnee 0,1 % COOTBETCTBYET

HEHJICHTH()UITUPOBAHHAS TIPUMECH

CymMmmMa npumeceit He Goutee 0,4 0,0 %

Muxkpo6uoorunyeckast YMCTOTa

OO61ee 9rciio adpoOHBIX He 6osee 100 <10 KOE/mn

MukpooprannzMoB (TAMC)

OO611Iee 9ruCIo IPOAOKEBBIX H He 6ostee 10 <10 KOE/mn

wiecHeBbIX TprooB (TYMC)

Escherichia coli OTCYTCTBHUE B | M COOTBETCTBYET

IIpumeuyanus:

DTOT cepusi COOTBETCTBYeT TpeboBanmsiM Hopmarusro#t nokymentamuu JIC-000433-180711
OTes KOHTPOJIsSI KauecTBa

Bonsdranr Xepmannc (Wolfgang Hermanns)

MeHemkep Mo KOHTPOITIO KauecTBa

[Hara Beimycka: 25.02.2022 B 09:59:22 by Dr. Anette Maurer

Ccpltka: DTOT IPOAYKT ObUI IPOTECTHPOBAH B cooTBeTcTBMU ¢ HopMaTBHOH okymenTanueid JIC-
000433-180711

CepTudnkanuoHHoe 3asiBIeHUE:

Hacrosimum s moaTBepskaaio, YTo BEINIEyKa3aHHas MH(pOpMAanus sBIIAETCS MOIMHHOW M TOYHOH. DTa cepus MpOIyKTa ObLIa
H3TOTOBJICHA/TIPOM3BE/ICHA, BKIIIOYAs YMAKOBKY M KOHTPOJb KauecTBa Ha BBINICYIIOMSHYTOH HPOW3BOJCTBEHHOM IIOIIAIKE
(romagkax) B TOJHOM COOTBETCTBHH C TpeOoBaHUsMH GMP MECTHBIX pEryJsITOpHBIX OpraHOB M CIENU(HKAINSIMH
PeructpainoHHOTr0 ya0CTOBEpEHUs] UMIIOPTUPYIOIIEH CTpaHbl. 3amHCH MO MPOU3BOJCTBY, YNAKOBKE M aHAIU3Y CEPUH, OBLTH
NPOBEPEHbl W TPHU3HAHBI COOTBETCTBYIOIUMH TpeOoBaHusM GMP. MapkupoBka B IOJHOM COOTBETCTBHM C IIOCIEIHEH

YTBEPKIACHHOI BepCHEll MAKETOB YIIAKOBOYHBIX MATEPHAIOB M MHCTPYKIIUHU 110 METUIIMHCKOMY TIPUMEHEHHIO.
Jp. bertuna I'nmom6uua (Dr. Bettina Glombitza)
VYI10JIHOMOYEHHOE JIULIO

JlaHHBIN JOKYMEHT OBLT CO3/aH B JIEKTPOHHOU (hopMme U AeicTBUTEeH O€3 MOIIUCH.
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A. Nattermann & Cie. GmbH 1452
A Sanofi Company SA N O F I bﬁ
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 285531 Issued: 25.02.2022
Material: Zodac, drops for oral administration, 10mg/ml, 20ml

Material No: 371084

Batch No: 2K0451

GMID-No: 697621

Batch Yield: 370.680

Manufacture Date: Jan 2022

Expiry Date: Dec 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 4,0-6,0 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 %

ldentification

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 Methy!
parahydroxybenzoate peak in
the chromatogram obtained with the mixed
standard solution.
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A. Nattermann & Cie. GmbH o
A Sanofi Company SA N O F I E_ﬁ
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 285531 Issued: 25.02.2022
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 10,2 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/ml

(TYMC)

Escherichia coli absentin 1 ml conforms
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A. Nattermann & Cie. GmbH o
A Sanofi Company SA N O F I \bﬁ
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 285531 Issued: 25.02.2022

Comments:

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

Quality Control
Wolfgang Hermanns
QC Manager

Release date: 25.02.2022 at 09:59:22 by Dr. Anette M&urer

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.

WHOLT,
5‘{1 st b J’b
¥ Ed
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NMPUNOXXEHUE K CEPTU®GUKATY AHAJIU3A (conposoguTesibHOE NMCbMO)

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

GMID: 697621

Batch number / Homep cepuu: 2K0451

Manufacturing date / [jata npoussoacTsa: Jan 2022

Expiry date / loaex go: Dec 2024

Reference number to MA registered in Russia / Homep PY, 3apeructpuposaHHoro B Poccun: J1IC-000433

ND number / Homep HA: LS-000433-180711, variations 1-8, 8, 9-10 / fIC-000433-180711, uameHeHus 1-8, 8,
9-10

Storage condition / Ycnous xpaHenus: Store at or below 25°C / MNpu TeMnepaType He sbile 25° C.

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

API name / HanmeHoBaHne ADU: cetirizine dihydrochloride / ueTupusuHa guruapoxnopug

API manufacturer / NMpoussogutens A®U: Mylan Laboratories Limited / Maiinex NlabopaTopus lumuten
API manufacturer s address / Agpec npoussogutena A®U: (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: 10000465, 10000466, 10000676

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 mMn BO nakoH U3 TEMHOTO CTekna C KpbIlWKoM-KanensH1Ueit. Kaxablit hnakoH BMECTe C MHCTpYKLMel no

NPUMEHEHUIO NOMELLAlOT B KaPTOHHYIO Ma4vky.

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_stuxerke _iakoHa Ha DyCCKOM 53bIKe VKA3EHO. TOpProsoe HasBaHWe npenapata C HDEAYI'IDEAMTeanOﬁ

MapKMpOBKON ®, MEXAyHapoAHOE HENaTeHTOBAaHHOE Ha3BaHWUE, NIEKAPCTBEHHYI0 (GOopMy W AO3MPOBKY, 06beM
npenapara Bo (akoHe, COAepXaHue akTMBHOMO BellecTea B 1 M1, KOAUYECTBO Kanenb B 1 MA, Hagamucn «oT
anneprum», «ans Aeteil ¢ 6 MecAUeB®», YCIOBUS XpaHeHus, npeaynpeautensHan Haanuck: «fpuMeHeHue y
JeTeil oT 6 fo 12 MecsLeB BO3MOXHO TOMbKO MO HasHauUeHWIO Bpaya W Mof CTPoruM MeAULIMHCKUM KOHTPOREM.»,
HOMep CepuM, CPOK FOAHOCTH, JIOFOTUN KOMMaHWM {Hagnuch NaTUHCKUM LWpUGTOM 1 rpaduyeckuii anemMeHT),
HasBaHWe W CTpaHa (UPMbI-NPOU3BOAWTENS, TEMaTUUECKMA PUCYHOK, HOMEp perucrpaLyoHHOro
YAOCTOBEPEHMSA, BO3MOXHO Hanuuue 2D-koAa, BHYTPEHHWMX LMGBPOBLIX UM LUTPUXOBLIX NPOU3BOACTBEHHLIX

KOAOB KOMMNaHUU.,

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_KapToHHOY naqyxe Ha DYCCKOM A3bIKe YKAa3aHO. TOProBoe HasBaHWe npenapata C npeaynpeavTesnbHoN

MapKMpoBkol ®, MexayHapoAHoe HenaTeHTOBaHHOE HasBaHWe, NeKapcTBEHHYIO (opMYy U [03MPOBKY, 06beM
npenapata Bo (bnakoHe, CoAepXaHWe aKTMBHOrO BewecTBa B 1 MA, KOMMYeCTBO kanesib B 1 MA, nepeyeHb
BCNOMOraTesibHbIX  BEWECTB, HaAnMcu «OT  asnieprum», «ANNepruyeckuii  puHUT», <Annepruydeckui
KOHBIOHKTNBUT», «KpanueBHuua*», «*XpoHu4eckas mauonaTuMyeckas KpanueHuua.», «O6neryaer CUMMTOMbI
KpanuBHWLbI¥, aniepruuyeckoro puHUTa M KOHBIOHKTUBMTA: 3aNoXeHHOCTb Hoca Yuxanue Hacmopk 3ya
Cnesoteuenune», «ans getei ¢ 6 Mecsues*», cnocob npuMeHerust: «CIMOCOB MPUMEHEHWS», «[lety 6-12 Mec.
5 kanenb 1 pas B AeHb», NpegynpeauTentbHas Haanuck: «*TpuMeHeHue y AeTeld oT 6 A0 12 MecsLeB BO3MOXHO
TOMbKO MO HasHayeHWIo Bpaya M NoJ CTPOrMM MeaAMUMHCKUM KOHTponeM.», «[etu 1-6 net 5 kanens 2 pasa B
AeHb», «[letn 6-12 net 20 kanenb 1 pas B feHb», «B3apocnsie u fetk cTape 12 net 20 kanenb 1 pas B fieHb»,
«MEPEA, MPUMEHEHWEM OBA3ATE/ILHO O3HAKOMBTECH C MHCTPYKLMEN.», «XpaHWTb B HEAOCTYMHOM Ans
aeteil Mecrel», «OTIMYCK BE3 PELIEMTAL», ycnoBus XpaHeHWs, HOMEp Cepuy, MpousBeaeHo, rofeH Ao, norotun




KOMNaHum (Hagnucb naTWHCKUM WPUATOM M rpaduyeckuii 3NeMEHT), Ha3BaHMe U CTpaHa (UPMbI-
npoussoauTens B ¢opme: «lMpoussoauTens: A. HattepmaHH aHg Cue. TM6X, MepMaHusi», HaMMeHOBaHWE U
Aosvposka npenapata wpudToM bpaiins, WTpUX-KOA, HOMEP PEerucTpaLMOHHOrO  YAOCTOBEpeHUs,
TeMaTUYeCkMe pUCYHKW, BO3MOXHO Hannuume 2D-koaa, BHYTPEHHMX UMADPOBLIX WM LUTPUXOBLIX
NPOV3BOACTBEHHBIX KOAOB KOMNaHWM, AOMOHUTENBHO MOXET OblTb HaHeCeHa MHQOPMaLMs Ansi MOHUTOPUHIa

ABUXXEHUA NEeKapCTBEHHbBIX MpenapaToB OT NPOU3BOAUTESNS [0 KOHEYHOrO I'IOTpG6MTenﬂ.

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. /

HacroswwmM noaTeepX[aeTcs, YTo 3Ta NapTus COOTBETCTBYET BCeM TpeboBaHMAM, YKa3aHHbIM B HOPMaTUBHOM
AOKyMeHTaumum (4acTu perucTpaumMoHHOro A0Cbe), 3aperMcTpupoBaHHOrO B HAacTosllee BpeMsi B Poccuiickon

®egepaumm, No NEpeUNCNEHHbIM KpUTEPUAM KayecCTBa.

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

HacToswwmM noATBepxAaeTcs, 4TO 3Ta MNapTUs COOTBETCTBYET TpebOBaHUAM pa3fdenoB «YMakoBKa» W
«MapkupoBka» cneumduKaumm HOPMaTUBHOIO [OKYMEHTa, 3apervcTpUMpOBaHHOMO B HAcCTosLlEE BpeMs B

Poccuiickoin deaepaumm.

Signature / Moanuce: Ee—% la Q (6 L‘/i. (&

Date / data: 25.02.2022
Printed name / UMsa neyaTHbiMM BykBamu: Dr. Bettina Glombitza

Title / OJomkHocTb: Qualified Person / YnonHOMOYeHHOE NnLo
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