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CEPTUOUKAT AHANN3A / CEPTUOUKAT COOTBETCTBUA

Internal
Homep maTepuana: 863323 Mnowaaka: KEJIbH

Onucanune matepuana: 300AK 200 MI/20 MJ1 kannu Ana npuema BHyTpb
BT1 M36 Poccus

Homep cepuu: 5KLR56DB Pasmep KOHTpObHOMN 112480.000 ex.
napTum:
PY: JIM-N2(004304)-(Pr-rRU) Appec npoussoautensa:  A. HATTEPMAHH 3HA CUE.

'MBX, HATTEPMAHHAJIJIEE
1, A-50829 KEJIbH

Ccbinka Ha Metoauky:  JIMN-N2(004304)-(Pr-RU)

[aTa npounsBoacTBa: CEH-2025

[oneH po: ABI-2028
KoHTponbHasa naptma: 170000141562
HoMmep 3akasa: 500017269

OonucaHue UcnbiTaHUM Cneundpukaumns Pe3ynbTaTthbl
OnucaHune CooTBeTCcTBYET CooTBeTCTBYET
Mpo3payHbii, OT 6ecuBeTHOro A0 CBET/0-
XKeNToro uBeTa pacrsop.
3HaveHune pH 4,0-6,0 4,9
MnoTHOCTbL pacTBopa 1,071 - 1,091 r/mn 1,082 r/mn
0O6beM coaepXXnmoro gaakoHa He meHee 20 Mn 21 mn
OAHOPOAHOCTb A03MPOBaHUS CootBeTtctBYyeT HA Mepnoanyeckunin Tect
N3BnekaeMbin 06beM CootBeTtcTBYyeT H CooTBeTCcTBYET
MoanuHHOCTDL
Xnopuabl CooTtBeTtctBYyeT H CooTBeTcTBYET
LletnpusnH (BIXKX) CooTtBeTtctBYyeT HA CooTBeTCTBYET
LetnpunsnH (YO) CooTtBeTtctBYyeT H/ CooTBeTCcTBYET
MeTunnaparngpokcmbeHsoarta CooTtBeTtctBYyeT HA CooTBeTCTBYET
MponunnaparmapokcmbeHsoar CooTtBeTtctBYyeT H/ CooTBeTCcTBYET
KonuuyecrBeHHOe onpeaesieHue
LleTnpusnHa aurngpoxnopua- 9,5-10,5mr 10,0 mr
MeTunnaparngpokcnbeHsoat 90 - 110 % 98 %
MponunnaparngpokcnbeHsoat 90 - 110 % 97 %
Mpumecb A He 6onee 0,2 % 0,0 %
Jliobaa gpyras eanHnyHas He 6onee 0,1 % CooTBeTCTBYET
NAeHTUPULUMPOBaHHAsA NpUMeCh
Jiobas eamHnYHasa HenageHTUPULUMPOBaHHas He 6onee 0,1 % CooTBeTcTBYET
npumechb
CyMMa npumecen He 6onee 0,4 % 0,0 %
O6lee yncno aspobHbIX MMKPOOPraHU3MoB He 6onee 100 KOE / 1 mn <10 KOE/mn
(TAMC)
ObLee YnNCno APOXXKEBBLIX U MNNECHEBbIX He 6onee 10 KOE / 1 mn <10 KOE/mn
rpuéos (TYMC)
Escherichia coli OtcyTctBYyeT B 1 MA1 CooTBeTCTBYET
KoMMeHTapuu:
HacTtosawmnm g noaTBep>xaato, YTo npeacraB/ieHHas Bbiwe nHdopMaunsa SBAseTCs NOAJIMHHON U TOYHOW. DTa
cepusa npenapaTa Npou3BeAeHa, BK/IOYas yNakKoBKY M KOHTPOJIb KayecTBa, Ha YKa3aHHOM Bbllwe naowaake(-
ax) B NOJIHOM COOTBETCTBUM C TpeboBaHMAMM Hagnexawen nponsBoacTtBeHHoOM npaktnkm (GMP) mecTHoro
pEerynsaTopHOro opraHa n B COOTBETCTBMW CO cneundukaumsamm, ykasaHHbiMM B PernctpayMoHHOM
YAOCTOBEPEHUWN CTpaHbl-MMAoOpTEpa. 3anMcu No NpoM3BOACTBY, yNakoBKe U aHannly cepun 6biau
NpoBEpEeHbl U MPU3HaHblI COOTBETCTBYOWMMU TpeboBaHusaM GMP.
[aHHas cepus oTBevyaeT TpeboBaHUSM HOpMaTUBHOM gokyMeHTaumm JIMN-N2(004304)-(Pr-~RU)-160124
PeweHne: OpobpeHo
OaTa: 29.CEH.2025 12:41:13(CET)
YnoaHOMOYEHHOE INL0: Petra Nolte
CepTudukaT NnognNnUCaH 3N1EKTPOHHOM MOAMNMUCHI0 B BaNMANPOBAHHOM CUCTEME.
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CERTI FI CATE OF ANALYSI S / CERTI FI CATE OF CONFORMANCE

Material number : 863323
Material description :
Batch Number :

Market Authorization :

5KLR56DB

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

Site :

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

KOELN

112480.000 UNT

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

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

Date of manufacture : SEP.2025

Expiry Date : AUG.2028

Inspection lot : 170000141562

Order Number : 500017269

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 1,082 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 10,0 mg

Methyl parahydroxybenzoate Assay 90-110 % 98 %

Propyl parahydroxybenzoate Assay 90 -110 % 97 %

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 29.09.2025

Page 1/2




sanofi

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 : 5KLR56DB
Inspection lot : 170000141562

Decision: Accepted

Date: 29.SEP.2025 12:41:13(CET)

QUALIFIED PERSON Petra Nolte

The certificate has been electronically signed froma validated system
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