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Opella.

CEPTUOUNKAT AHAJTU3A / CEPTUOUKAT COOTBETCTBUA

Homep maTepuana: 863323
OnucaHune maTepunana:
BT1 M36 Poccus

Homep cepuu: 6KLB58DM

PY: JIN-N2(004304)-(Pr-RU)

Ccblka Ha MeToAUKY:

JIN-N2(004304)-(Pr-RU)

Mnowaaka:

304AK 200 MI/20 MJ1 kannau ans npveMa BHYTPb

Pasmep KOHTpONbHOWM
napTuu:
Aapec npousBoanTens:

KEJIbH

200600.000 ea.

A. HATTEPMAHH 3H[ CHE.
IMBX, HATTEPMAHHAJJIEE
1, 1-50829 KESIbH

JaTa npousBoacTea: AHB-2026%*
[opeH no: OEK-2028
KoHTponbHasa naptma: 170000153194
Homep 3aka3sa: 500020047

OnucaHue UcCnbiTaHuM Cneundukaumsa Pe3synbTathbl
OnucaHune CooTBeTcTBYET CooTBeTcTBYET
Mpo3payHbin, oT 6eCcLUBETHOrO A0 CBETNO-
XKenToro uBeTa pacrsop.
3HayeHune pH 4,0-6,0 4,9
MnoTHOCTb pacTBOpa 1,071 - 1,091 r/mn 1,083 r/mn
O6beM copepxunmoro dhnakoHa He meHee 20 Mn 21 mMn
OAHOPOAHOCTb A03MPOBaHUSA CootBeTcTtBYeT HA Mepunoanyeckuii Tect
M3Bnekaemblii 06bEM CooTtBeTtcTBYeT H/] CooTBeTCTBYET
MoanNMHHOCTDb
Xnopuabl CootBeTcTtBYET HA CooTBeTCTBYET
LletupunsnH (B2XX) CooTtseTtctBYyeT H CooTBeTcTBYET
LetupusnH (YO) CootBeTcTtBYET HA CooTBeTCTBYET
MeTunnaparmapokcmbeHsoata CooTtseTtctBYyeT H CooTBeTcTBYET
MponunnaparmapokcmbeHsoat CooTtBeTtctBYyeT H CooTBeTcTBYET
KonunuyecrBeHHOe onpeaneneHume
LleTnpusnHa aurngpoxnopua- 9,5-10,5wmr 10,1 mr
MeTunnaparmgpokcmbeHsoar 90 - 110 % 100 %
Mponunnaparmapokcmbensoat 90 - 110 % 99 %
Mpumecb A He 6onee 0,2 % 0,0 %
Jliobas gpyras eanHn4Has He 6onee 0,1 % CooTBeTcTBYET
naeHTMduuUnpoBaHHas NpmMMechb
Jliobas eagmHMYHas HenageHTUULUMpoBaHHas He 6onee 0,1 % CooTBeTcTBYET
npuMech
CyMMa npumecen He 6onee 0,4 % 0,0 %
Obuwee yncno aspobHbIX MMKPOOPraHNM3MOoB He 6onee 100 KOE / 1 mMn <10 KOE/mMn
(TAMC)
ObLee YNCo APOXOKEBBIX U NSIECHEBbIX He 6onee 10 KOE / 1 mn <10 KOE/mn
rpmbos (TYMC)
Escherichia coli OTcyTtcTBYeT B 1 MA1 CooTBeTCcTBYET

KoMMeHTapuu:

HacToswmnm s noaATBEpXAato, YTO NpeacTaB/eHHas Bbiwe MHdopMauns sBnseTcs NoAJIMHHON N TOYHOW. DTa
cepus npenapaTa nNpovsBeAeHa, BKIo4Yas ynakoBKY M KOHTPOJb KadyecTBa, Ha YKa3aHHOM Bblwe njaowaake(-
ax) B NOJIHOM COOTBETCTBMM C TpeboBaHUAMM Haanexallen npomsBoaCTBEHHON npakTnkn (GMP) MecTHoOro
perynsiTopHOro opraHa u B COOTBETCTBUM CO cneumdurKaumsamMmn, ykasaHHbIMM B PermcTpaunoHHOM
YAOCTOBEPEHUN CTpaHbl-MMNoOpTEpPa. 3annucu No NPomM3BOACTBY, YNAaKOBKE N aHanu3sy cepmn 6bian
NpoBepeHbl N NPU3HaHbI COOTBETCTBYOWNMM TpeboBaHuam GMP.
[NaHHasa cepus oTBeyaeT TpeboBaHUSM HOpMaTuUBHOM fgokyMmeHTaunm JIM-N2(004304)-(Pr-RU)-160124.

*BbinyljeHa Bepcus 2 nepesoga ceptugukata aHanm3a 4J151 NCripaBaeHnsl OLNOKM, BbisiB/IEHHOM B riepeBoje
A0KyMmeHTa. B gate npounsBogcTea 6bii1 ownboyHo ykasaH 2025 rogq smecro 2026 roaa.

PeweHne:

OpobpeHo
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sanofi

CEPTUOUKAT AHAJTU3A / CEPTUOUKAT COOTBETCTBUA

Internal
Homep MaTepuana: 797872
OnucaHne maTepnana: 304AK 200 MI/20 MJ1 kannu ans npuvema BHyTpb BT1 M36 Poccus
Homep cepun: 3KLIO3DD
KoHTponbHasa naptus: 170000019504
[aTa: 27.®EB.2026 10:23:08(CET)
YNO/HOMOYEHHOE NINLO: Amina Alkatout
CepTudukaT noanucaH 3/1eKTPOHHOM NOANUCHI0 B BanMANPOBAHHOM CUCTEME.
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NMPUNOXEHME K CEPTUDGUKATY AHAJIN3A (conpoBoanTenbHOE NMCbMO)

Product name / HauMeHoBaHue npoaykTa: ZODAC®, drops for oral administration 10 mg/mL

/ 30AAK®, kannmu ana npuema BHyTpb 10 Mr/mn

GMID: 863323
Batch number / Hom

ep cepun: 6KLB58SDM

Manufacturing date / Jata npousBozctea: JAN.2026
Expiry date / l'ogeH no: DEC.2028
MA number registered in Russia / Homep PY, 3apeructpupoBaHHoro B Poccun: JIM-N2(004304)-(Pr-

RU)
ND number / Homep

Importing country /

HA: NM-N2(004304)-(Pr-RU)-160124

CrpaHa-uMmnopTep: Russia / Poccus

Site Manufacturing license / JinueHsuna Ha npoussoacTso: DE_NW_04_MIA 2021 0030
EAEU GMP Certificate / Ceptudpukat GMP EA3C: GMP/EAEU/RU/00899-2023

Storage condition / Ycnosus xpaHeHus: Store at or below 25°C / MNpu TeMnepaTtype He Bbile 25° C.

Shelf-life / Cpok rog

HocTu: 3 years / 3 ropa

API name / HanmeHoBaHune A®W: cetirizine dihydrochloride / ueTupuanHa aurmagpoxnopug,

API manufacturer / MNpoussoantens AOW: Cipla Ltd / Uunna Jiumutes,
API manufacturer’s address / Aapec npoussoantens A®U: Plot No. A-33, A-42, A-2 M.I.D.C.

Industrial area, Patalganga Raigad, Maharashtra, 410 220, India
API batch number / Homep cepun AOU: 24KLA01999, 24KLA02433

per carton, along with a patient leaflet.
/

Mo 20 mn BO ¢nakoH U3 TEMHOro
cTekna, YKYMNOPEHHbIN npobkomn-
KanesfbHUuen n cHabXXeHHbIN KPbILLKON
C 3aWuToil OT BCKPbITUA AETbMMU.
Kaxgblt (nakoH BMecTe C JINCTKOM-
BK/IAAbILLEM MOMELWLAT B KAPTOHHYKO
nauyky.

Test / Specification / Cneundpukauns Result / PezynbTar
NMoka3sarenb
Packaging /| 20 mL in a dropper vial made of dark | 20 mL in a dropper vial made of dark
YnakoBka: glass with a child safety cap. One vial | glass with a child safety cap. One vial

per carton, along with a patient leaflet.
/

Mo 20 Ma BO ¢dnakoH M3 TeMHOro
cTekna, YKYMOpPEeHHbIN npobkon-
KanenbHnuUen u CHabXeHHbIN KPbIWKOX
C 3aWMTOAN OT BCKPbITUA AETbMU.
Kaxabli pnakoH BMecTe C NUCTKOM-
BK/aAbIIEM MOMELLAT B KapTOHHYIO
navky.

Labelling /
MapxkupoBka:

In accordance with section 1.3.2 of
module 1 of the registration dossier of
the medicinal product. /

In accordance with section 1.3.2 of
module 1 of the registration dossier of
the medicinal product. /

Page 1 of 2




Test / Specification / Cneuundrnkaums Result / PesynbTart
NMokasarenb

B cooTBeTcTBMM ¢ pasgenom 1.3.2 | B cooTBETCTBMM C pasnenoMm 1.3.2
Moayns 1 PperucTpauMoHHOrO0 AoCbe | MOAynsi 1 perncTpaunoHHOro Aockbe
NleKapCTBEHHOro Npenapara. JleKapcTBEHHOro npenapara.

I hereby certify that the above information is true and accurate. This batch of product has been
manufactured (including packaging (labelling) and quality control) at the above mentioned site(s) in full
compliance with the requirements of the Eurasian Economic Union Good Manufacturing Practice and with
the requirements of quality control of medicinal products, and in accordance with the specifications,
contained in the importing country registration dossier. The manufacturing, packaging and analysis
records have been reviewed and found to be in compliance with the Eurasian Economic Union Good
Manufacturing Practices Regulations. /

HacTosiwuUM s NOATBEPXAAlD, YTO NPUBEAEHHAs Bbille UH(POPMALUA ABAAETCH AOCTOBEPHON U TOYHOW.
STa cepusi MpoayKuUMM npou3BeaeHa (BKAOUasi ynakoBky (MapkvupoBKY) W KOHTPOSb Kauecrea) Ha
BbILIEYKA3aHHOW NPOM3BOACTBEHHONW Myowaake (MNaowaakax) B NoJiHOM COOTBETCTBUU C TpeboBaHuAMHK
MpaBun Haanexalwei NpousBOACTBEHHOW NPakTUkM EBPasniickoro 3KOHOMUYECKOro cotosa U
Tpe6OBaHMSAMU  KOHTPOMS KauyecTBa JlIeKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBMM  CO
creunduKaLmaMm, CcoaepXawmMMnucs B PerucTpaMoOHHOM AOCbe CTpaHbi-uMnopTepa. 3anucu o
fPOM3BOACTBY, YNaKOBKe M aHann3y npoBepeHbl, U YCTAHOBNEHO MX COOTBETCTBUE TpeboBaHuAM lpasun
Hagfexaulein NpoM3BoACTBEHHON NpakTUK EBPasMinCcKoro akOHOMUUYECKOro Co3sa.

In case of any discrepancies or doubt between English and Russian language versions, the English
language version shall prevail. /

B cryyae Kakux-nuéo HeCOOTBETCTBUI MEXAY aHrIMIACKON W PYCCKOW BepcuamMu npesanupytollein 6yaet
CUYUTaTbCA aHrNuckas BEpCUA.

Signature / Noanucs:
Date / OaTa: 27.02.2026

Printed name / Ms neuaTHbiMu 6ykBamu: DK, Amina Alkatout
Title / BomkHocTb: Qualified Person / YNOJHOMOYEHHOE NTULLO
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Opella.

CERTI FI CATE OF ANALYSI S / CERTI FI CATE OF CONFORMANCE

Material number : 863323
Material description :
Batch Number :

Market Authorization :

6KLB58DM

LP-N(004304)-(RG-RU)

Site :

ZODAC 200MG/20ML SOL BT1 M36 RU
Inspection Lot Quantity :
Manufacturer Address :

KOELN

200600.000 UNT

A. NATTERMANN & CIE GMBH,
NATTERMANNALLEE 1, D-50829

COLOGNE
Method reference : Normative Document:
LP-N(004304)-(RG-RU)

Date of manufacture : JAN.2026

Expiry Date : DEC.2028

Inspection lot : 170000153194

Order Number : 500020047

Test Description Specifications Results

Appearance

clear colourless to slightly yellowish solution CONFORMS Conform

pH value 4,0-6,0 4,9

Density 1,071 - 1,091 g/mi 1,083 g/ml

Filling volume NOT LESS THAN 20 ML 21 ml

Dose + uniformity of dose of oral drops CONFORMS TO NORMATIVE Periodically Tested
DOCUMENTATION

Extractable Volume CONFORMS TO NORMATIVE Conform
DOCUMENTATION

Chlorides CONFORMS TO NORMATIVE Conform
DOCUMENTATION

Cetirizine (HPLC) CONFORMS TO NORMATIVE Conform
DOCUMENTATION

Cetirizine (UV) CONFORMS TO NORMATIVE Conform
DOCUMENTATION

Methyl parahydroxybenzoate Ident. CONFORMS TO NORMATIVE Conform
DOCUMENTATION

Propyl parahydroxybenzoate Ident. CONFORMS TO NORMATIVE Conform
DOCUMENTATION

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

Methyl parahydroxybenzoate Assay 90 - 110 % 100 %

Propyl parahydroxybenzoate Assay 90 -110 % 99 %

Impurity A NMT 0,2 % 0,0 %

Other known impurities individually NMT 0,1 % Conform

Unknown impurities individually NMT 0,1 % Conform

Total impurities NMT 0,4 % 0,0%

Total aerobic microbial count (TAMC) NMT 100 CFU/ML <10 CFU/mi

Total comb. yeasts + moulds count (TYMC) NMT 10 CFU/ML <10 CFU/mi

Escherichia coli ABSENT IN 1 ML Conform

Comment:

GWP.

| HEREBY CERTI FY THAT THE ABOVE | NFORVATI ON IS AUTHENTI C AND ACCURATE. THI S BATCH OF PRODUCT HAS BEEN FABRI CATED/
MANUFACTURED, | NCLUDI NG PACKAG NG AND QUALI TY CONTROL AT THE ABOVE- MENTI ONED SI TE(S) I N FULL COWPLI ANCE W TH THE GW
REQUI REMENTS OF THE LOCAL REGULATORY AUTHORI TY AND W TH THE SPECI FI CATI ONS | N THE MARKETI NG AUTHORI ZATI ON OF THE

I MPORTI NG COUNTRY. THE BATCH PROCESSI NG, PACKAG NG AND ANALYSI S RECORDS WERE REVI EWED AND FOUND TO BE I N COWPLI ANCE W TH

TH S BATCH MEET THE REQUI REMENTS OF THE NORMATI VE DOCUMENT LP- N(004304) - (RG RU) - 160124

| Printing Date 27.02.2026
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Opella.

CERTI FI CATE OF ANALYSI S / CERTI FI CATE OF CONFORVANCE

Material number : 863323
Material description : ZODAC 200MG/20ML SOL BT1 M36 RU
Batch Number : 6KLB58DM
Inspection lot : 170000153194

Decision: Accepted

Date: 27.FEB.2026 10:23:08(CET)

QUALIFIED PERSON Amina Alkatout

The certificate has been electronically signed froma validated system
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