JEKJIAPAIIASL O COOTBETCTBHU

JEKJIAPAHT, IPHHUMAIOIUHA JEKJIAPAITHIO O COOTBETCTBHH

AQ "Canogu Poccun”

Csedenun o pezucmpayuu opzanusayuu.: Mescpaiionnan uncnexywis Pedepanvroii Harozoeol enyxicbvr Ne 46 no
2. Mocxse 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuwiii Oupexmop Mouxc O.A.

Josepeunoe auyo: Cmenanos C.C., doseperrocmv 6/u om 01.12.2017

SAABJIAET, UTO

Jexapcmeennoe cpedemeo: 3odax, xanau Ora npuema erympe 10 ma/mn 20 M , praxon-xaneroHUYLL MEMHO20
cmexaa (1), nauxu xapmounnvie, PY Ne JIC-000433 om 07.06.2010 (dama samene: 19.01.2018) awidano AQ
"Canoghu Poccun”, cepun 9K0231, napmun 221760 ynaxoeox, eoden do 01.07.2022, npouseodcmsa A.
Hammepmany 3nd Cue. Im6X, Nepmanun, A. Nattermann and Cie, GmbH, Nattermannallee I, 50829, Koin,
Germany, xod OKTI[[2 21.20.10.256, oo TH B3] 3004900002, xoxmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085352047 om 30.10.2019

COOTBETCTBYET TPEBOBAHHAM

JIC-000433-180711 uzm. Mo 1-7

JAEKJTAPAIIHS INTPHHATA HA OCHOBAHHHA

npomoxon uchoimaruii Ne 33450 om 19.11.2019 HJT Q00 HI] "®PAPMOBQOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21DJ/T40, Cepmugpuxam POCC DE.@M08.C55005 om 19.11.2019

[USE AEKJIAPAIIMMA 19.11.2019
{ENCTBUTEALHA O 01.07.2022

Crenauos C.C.
O.H.0

CBEJIEHWS O PETHCTPAIAH

OPT'AH IO CEPTH®HKALINH, 3APETACTPHPOBABHIHN NEKJIAPATIMIO

RA.RU. 119M08 OPTAH IO CEPTHOHUKALIHH IPONYKLHH OBLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYV)KHOH HHEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, ya. Macmepxosa, 0. 4, 3m. 5, nom. I, xom. 1, adpec opaana no
cepmucpuxayuu. 115280, POCCHA, z0pod Mocxea, ya. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caim: oyxx.pQ.

NEKJIAPATIASA O COOTBETCTBHH 3APETHCTPHAPOBAHA M POCC RU J-DE.®M08.A.45506/19

EY! AN, Hunenko H.b.
_‘_ f WHCB PyxosopuTens OC
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A. Nattermann & Cie. GmbH

A Sanofi Company
attermannallee | SANOFI J
0829 Cologne / Germany _ :
Cepradmkat anannsa / coorsercreus cGMP

3axa3 Ne: Hcnbitanue Ne: 255849 Buimyieno: 29.10.2019
Martepuan: 301AK 200 mr/20 mn PACTBOP M36

RU
Homep matepuana: 371084
Ne ceprm: 9K0231
GMID-Ne: 697621
Pa3mep cepuu: 464.960
Hara nponseoncTea: Hion. 2019
HaTa okoHuaHHA cpoka rogHoctd:  HMion. 2022 CrpaHa Ha3HaYeHHA:
Creundukauyn Ne/sepcus: CGN-SPEC-PR-000040/02
(opma BrINYCKa: 1 mn
INMokaszatens Hopma npu Beinycke PesynbTar
CaoiicTsa
Onucanue Tlpospaunbili, GecLBETHBIH MK CBETNO-KENTHIH  COOTRETCTBYET

pacTBop
TexHHYecKHe HCNBITAWHS
3nauenue pH 4,0-6,0 4,9
ILnoTHOCTE pacTROpa 1,071 - 1,091 1,082 r/mn
O6bem cozepkuMoro dnakona He meHee 20 21 Mn
OnHOPOIHOCTb AC3UPOBAHHA HH OHO U3 OTAEMbHBIX 3HAYEHHH MACCHI He COOTBETCTRYET

JOJDKHO OTKJIOHATECA OT CpefHei Macehl Honee
4em Ha 10%. Cymma 10 oTnenbHBIX 3HAUEHHT
MAacchl HE AOMIKHO OTIHYATHCA OT HOMHHAILHOM
MAacChl JECATH J03HPOBOMHLIX eAMHMKL Gonee yem
Ha 15%, To ectb 10,81 + 15%
CHHOPOOHOCTL JO3MPOBAHUA HH OJHO H3 OTHE/IbHBIX 3HAUYEHUN MacChl He COOTBETCTBYET
A0JIKHO OTIJIOHATLCA OT cpeAnei Maccet Gonee
ueM Ha 10%. CymMa 10 oTaeneHBIX 3HaYEHUT
MACChl HE AOMKHO OTIHYAThCA OT HOMHHANBHO
MACCH AECATH NO3HPOBOYHLIX eAUHHL Donee yeM
Ha 15%, To ectb 10,81 £ 15%
OQHOPOAHOCTE AC3HPOBAHHA HH OIHO U3 OTAENbHBIX 3HAUEHHH Macchl He COCTBETCTBYET
AQDKHO OTKJIOHATLCA OT cpeaiHeil Mmaccnl Gonee
yem Ha 10%. Cymma 10 oTRensHEIX 3HaUEHH
MAacChl HE JOMKHO OTIMMATHCA OT HOMHHAIEHOM
MAacChl JECATH A03HPOBOYHLIX €AHHHL Gonee yeM
Ha 15%, To ectb 10,81 + 15%

HopnuHHOCTE

Xnopuaa obpazoBaiue 6em0ro TBOPOAKHCTOTO OCalKa, COOTBETCTBYET
PacTBOPHMOrQ B aMMHaKe

LleTupHznHa AMrHAPOXJIOPHAA - Bpems ylepkuBaH¥A OCHOBHOTO MKKA Ha COOTBETCTBYET

B3KX XpOMAaTOTrpaMMe HCTIBITYEMOTO pacTBopa AOMKHO

COOTBETCTBOBATE BPEMEHH YAEPKHBAHKA HKA
HETHPH3HHA HA XPOMATOTPAMME CMELIAHHOTO
CTaHAAPTHOTO pacTBOpA.

Lletnpusuna auruapoxnopuna - Y& Bpems yaepxusanus # Y@ CEKTP 0CHOBHOTO COOTBETCTBYET
ITHKA Ha XpoMaTorpaMMe UCNBITYEMOro pacTeopa
AOJKHB! COOTBETCTBOBATE BPEMEHH YASDKHBAHHA
H YO crnekTpy NHKa LETHPHINHA Ha
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A, Nattermann & Cie. GmbH

A Sanofi Company
Nattermannallee | SANOFI ,l
50829 Cologne / Germany )
Cepradukar anaausa / coorsercreusg cGMP
3axa3 Ne: Hcnbitanne Ne: 255849 Beimyueno: 29.10.2019
Hoxazarean Hopwma npn Beinycke PesyasTar
XpOMaTorpamMMe CMeLIaHHOT) CTAHOAPTHOTO
pacTeopa.
MerunnaparuapokcubeH3oara Bpems yzep:xuBaHUA MHKA COOTBETCTBYET

TponunnaparuapoxcubeHsoat

Koaniecraennoe onpenenenne
LleTHpH3anHa AMrHOPOXIOPHI
Meruanaparuapokcube Hsoar

IMponunnaparuapokcubensoat

YucToTa

DP 1 (RRT 1,53)
DP 1 (RRT 1,53)
DP 1 (RRT 1,53)

TMwoban apyras eAHHHYHAA
HIAEHTHOHIHPOBAHHAA NPUMECH
Jlio6Gaa ennHHUYHAn
HEHIEHTHPHUHPOBAHHAN MPHMECH
Cymma npumeceti
MHukpobnotorudecKas YHCTOTA
O61wee uncno aspobHbIx
MHkpoopranusmos (TAMC)
OO1uee YHCNO APONGKEBLIX H

necHeBbtx rpuboer (TYMC)
Escherichia coli
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METWINAparuApokcHGeH30aTa Ha XPOMaTOrpaMme
HCTILITYEMOTO PAcTBOpa A0MKHO COOTBETCTEOBATD
BPEMEHH YACPKHBAHHA NHKA
METHANAparHApokcHOEH30aTa Ha XPOMATOTpaMMe
CMEIIAHHOTO CTAHAAPTHOTO PACTBOpA.

Bpema ynepxuBanus nuka
nponuanaparuapokcHben3oaTa Ha XxpoMaTorpaMme
HCIBITYEMOrO PacTBOpa AOMKHO COOTBETCTBOBATD
BPEMEHH YACPHKHBAHHUA NTHKA
METHATIAPArHAPOKCHOEH30aTa Ha XpOMATOrpaMMe
CMELIaHHOTO CTAHAAPTHOIO PACTBOpA.

COOTBETCTBYET

8.5-105 10,0 mr

90-110 99 % oT 3anBNEHHOTO
conepKaHHA

90-110 99 % ot 3aABAEHHOTO
COepKaHHA

max. 0,5 0,0%

max. 0,5 0,0 %

max. (0,3 0,0 %

He Gonee 0,2 % COOTBETCTBYET

He 6onee 0,2 % COOTBETCTBYET

max. 1,0 0,0 %

max. 1000 < 10 KOE/Mn

max. 100 < 10 KOE/Mn

OTCYTCTBHE B | Ml COOTBETCTBYET

RU
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. Nattermann & Cie. GmbH
Sanofi Company
Vattermannallee 1 SANOFI J
50829 Cologne / Germany .

Cep'mqmlch'r aHanu3a / coorsercreuna cGMP
3aka3 Ne: Hcnuranne Ne: 255849 Buimymeno: 29.10.2019

IlpuMeuanns:

OTOT cepHs COOTBETCTBYET HOPMaM clie(HKALMH.

Oraen koHTpOAR KavecTBa

Wolfgang Hermanns

HaganbHHEK oTe1a KOHTPOIS KadecTBa

Hara Beinmycka: 28.10.2019 B 16:53:40 Dr. Anette Maurer

Ceblika;s

3TOT NpoAYKT GBI IPOTECTHPOBAH B COOTBETCTBHH CO CGN-SPEC-PR-000040/02
cneundukanueii:

CepruduxanHonHoe 3aaBaeHHE:

Hacrosmum noaTeepxnalo, uTo BhIIEYkataHHas HHGOPMALUs SIBIAETCS AOCTOBEPHOM ¥ TOMHOIA.
JTa cepua POAyKTa Gbla H3TOTOBAEH/IPOM3BEAECHA, BKIKOYAA YIIAKOBKY H KOHTPOJB KayecTsa
Ha BBINEYNOMAHYTOH NMPOH3BOACTBEHHOH Miolajgke (MIOWIANKAX) B MOJIHOM COOTBETCTBHH C
TpeGosaHnamMu GMP MecTHOro peryaupyromero opraia ¥ CHEHH(MHKAIMAMY, YKa3aHHBIMH B
PETHCTPalIHOHHOM  YIOCTOBEPEHHH HMIIOPTHPYIOIEH CTpaHbl. JIOKYMEHTH, Kacalolquecs
NPON3BOJICTBA, YIAKOBKH H aHA/IM3a CEPHH, ObIIN MPOBEPEHEI U TIPH3HAHBI COOTBETCTRYIOIINMH
Tpeboanusam GMP,

Dr. Bettina Glombitza
VnonHoMoUYeHHOE U0

HaHHbi# TOKyMEHT GBI CO34aH B 3NEKTPOHHOH GopMe H AelicTBHTeNeH 6e3 MOAMHCH.
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A. Nattermann & Cie. GmbH o
A Sanofi Copnpany SANOFI w/jg
Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance

Order No: Test No: 255849 Issued: 29.10.2019
Material: ZODAC 200MG/20ML SOL M36 RU
Material No: 371084
Batch No: 9K0231
GMID-No: 697621
Batch Yield: 464.960
Manufacture Date: Jul 2019
Expiry Date: Jul 2022 Destination:

Specification No./Nersion: CGN-SPEC-PR-000040 /02
This product contains in: 1 ml

Parameter Release limits Result

Characters
Appearance a colourless to light yellow, clear solution conforms

Technical Tests

pH value 40-6,0 4.9
Density 1,071 - 1,091 1,082 g/mi
Nominal volume NLT 20 21 ml
Uniformity of dosage units 1 dose (20drops) - 1mL conforms

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

Cetirizing 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 the rention time and UV spectrum of the conforms
principal peak in the chromatogram obtained
with the test solution should correspond to the
retention time and UV spectrum of the
cetirizine peak in the chromatogram obtained
with the mixed standard solution.

Methylparahydroxybenzoate the Retention time of the conforms
methylparahydroxybenzoate
peak in the chromatogram obtained
with the test solution should correspond
to the retetion time of the
methylparahydroxybenzoate peak in
the chromatogram obtained with the mixed
standard solution.
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A. Nattermann & Cie. GmbH

SANOFI v g

A Sanofi Company
Nattermannallee 1
50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No: 255849 Issued: 29.10.2019
Propylparahydroxybenzoate the Retention time of the conforms
propylparahydroxybenzoate
peak in the chromatogram obtained with the
test
solution should correspond to the retetion time
of the propylparahydroxybenzoate peak in the
chromatogram
obtained with the mixed standard solution.
Assay
Cetirizine dihydrochloride 95-10,5 10,0 mg
Methylparahydroxybenzoate 90-110 99 % of the declared content
Propylparahydroxybenzoate 90- 110 99 % of the declared content
Purity
DP 1 NMT 0,5 0,0 %
DP2 NMT 0,5 0,0 %
DP3 NMT 0.3 0,0 %
Any other individual identified impurity NMT 0,2% conforms
Any idividual unidentified impurity NMT 0,2% conforms
Total impurities NMT 1,0 0,0%
Microbiological Purity
Total aerobic microbial count (TAMC) NMT 1000 < 10 CFU/mI
Total combined yeasts and moulds count NM 100 <10 CFU/mI
{TYMC)
Escherichia coli absentin 1 ml conforms
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A. Naftermann & Cie. GmbH [
A Sanofi Company SA N O F l "hJ
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 255849 Issued: 29.10.2019

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  28.10.2019 at 16:53:40 by Dr. Anette Maurer

Reference:

This product has been tested according specification: CGN-SPEC-PR-000040 / 02

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of preduct 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.

Dr. Bettina Glombitza
Qualified Person

This document has been produced electronically and is valid without signature.
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