JEKJIAPATIUSA O COOTBETCTBHHA

JEKJAPAHT, MIPUHUMAIOMIW JEKJIAPAITHIO O COOTBETCTBHY

AO "Canogu Poccusn"

Ceedenun o pezucmpayuu opearusayuu: Mexcpationnan uncnexyun Pedepanvioii Hano2060t cayxncbut Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckasn, 0. 22. Tereghon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanenuiii dupexmop Monxc O.A.

Hoeepennoe auyo: Knoxosa FO.C., doeepenrocmy 6/w om 01.12.2017

| SAAIBJISIET, UYTO

| nexapcmaennoe cpedcmeo: 300ax, kanau Ona npuema enymps 10 mz/ma 20 Mn , pRaxor-xanensRuyLl MeMHO20
cmexna (1), nauxu xapmounvie, PY Ne JIC-000433 om 07.06.2010 (@ama 3amenwt 19.01.2018) andano AQ
"Carnogpu Poccun", cepun 9K0191, napmus 33280 ynaxoeox, 20den do 01.02.2022, npouzeodcmea A.
Hammepmann 310 Cue. in6X, Nepmanus, A. Nattermann and Cie. GmbH, Nattermannallee 1, 50829, Koln,
Germany, xod OKITJ2 21.20.10.256, ko0 TH B3J] 3004900002, xowmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085330668 om 17.04.2019

COOTBETCTBYET TPEEOBAHUAIM

JIC-000433-180711 uam. Ne 1-7

JAEKJIAPAITHA IIPHHATA HA OCHOBAHHH

npomokxcn ucnoimanuii Ne 11710 om 30.04.2019 HJI OO0 HI] "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmuguxam POCC DE.PM08.C39294 om 30.04.2019

% Knoxoga 10.C.

ONIHCH ©.H1.0

CBEAEHUS O PETUCTPALINN

OPI'AH I1O0 CEPTHO®HUKAIIHAH, 3APETHCTPHPOBABIIWI AEKJIAPAITATIO

RA.RU. 11 PMO8 OPTAH 110 CEPTH®HKAILIHH ITPONYKIHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH [[EHTP KOHRTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuicayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, am. 5., men..(495)788-02-88, ee6-
caiim: OyKK.pgh.

,IIERJIAP 0 COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-DE.®M08.4.23031/19
L ETPA 06.05.2019

TOANACH 3am. pyxosoauTens OC




A, Nattermann & Cie. GmbH

A Sanofi Company

Nattermannallee 1 SANOFI J

50829 Cologne / Germany )
Ceprudukar ananusza / coorsercrsus cGMP

3axaz Ne: Hcnbitanue Ne: 246339 Brimyweno: 22.03.2019

Marepuan: 30JAK 200 mr/20 mn PACTBOP M36

Homep MaTepuana:
Ne cepum:
GMID-Ne:

Pasmep cepun;
Jlara npousBonctaa:

Ila'ra OKOHYAHHA CPOKa NOAHOCTH!

Creundurauny Ne/Bepcus:
dopma BLIYCKa:

RU
371084

9K0191
697621
476.800

O®eg. 2019
@ep. 2022
11.233755/02
1 Mn

CrpaHa HazHaYeHHus;

TokazaTeanb
Caroiicrea
OnucaHune

TexHHYeCKHE HCNBITAHUA
3Haueune pH

[TnoTHOCTH pacTBOpa

O6veM conepxumoro Qnakona
OaHOPOOHOCTE AO3UPOBAHHSA

OnHOpOAHOCTE 1O3HPOBAHUA

OJIHOPOJIHOCTB A03HPOBAHHA

MoanunnoeTe
Xnopuaa

LleTHpH3HHA AHTUAPOXNOPHIA -
BIXX

LlernpusuHa anruapoxnopuna - Yo
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Hopma npH Bolnycke PesynbTar

[Tpo3pauneiit, GecuUBeTHBIH HIANH CBETIO-KENTHIH
pacTBop

COOTBETCTBYCT

4,0-6,0 4,9
1,071 - 1,091 1,083 r/fmn

He MeHee 20 21 mn

HH OHO M3 OTAENBHLIX 3HaYeHUH Macchl He COOTBETCTBYET
NOMKHO OTKROHATBCA OT cpefHeit Macchl boJiee
uem Ha 10%. Cymma 10 otaenbHbix 3Ha4EHHH
MAacchl He AOMKHO OTIHYATBCA OT HOMHHANBHOH
Macchl NECATH AOIHPOBOYHBIX eauHul Gonee HeM
Ha 15%, o ectk 10,81 = 15%

HH OIHO H3 OTACSILHBIX 3HAYEHHI MaCCh He
NOJKHO OTKNOHSATLCH OT cpeaHeli maccet Gonee
yem Ha 10%. Cymma 10 oTaEABHBIX 3HA4EHMIT
MAacchl He AOMKHO OTAHYATLCA OT HOMHHANLHOH
Maccbl ASCATH RO3MPOBOYHBIX eqHHKL Gonee dem
Ha 15%, to ects 10,81 £ 15%

HK ORHO M3 OTAENAbHBIX 3HAYEHHUH Macchl He
JOMKHO OTKNROHATBCA OT CpeaHeil Macchl Gonee
qyem Ha 10%. Cymma 10 oTOENTbHBIX 3HAYEHMH
Macchl He A0JLKHO OTIIHYATECA OT HOMHHANBHOH
MAacchl ACCATH AO3UPOBOYHLIX €AMHHL Gonee yem
Ha 15%, To ecTb 10,81 % 15%

COOTBETCTBYET

COOTBETCTBYET

ofpa3zosanne Genoro TBOPOKHCTOrO OCaaKa,
pPacTBOPHMOTO B aMMHaKe

Bpems yaepauBaHHA OCHOBHOTQ MHKA HA
XpOMAaTOrpaMmMe HCMBITYEMOro pacTBOpPa ORKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBAHHA MHKA
LUETHPH3HHA HA XpPOMATOrpaMMe CMELIAHHOTO
CTaHAAPTHOIO PacTBOpaA.

Bpema yaepxuBaHua H Y@ cnekTp 0CHOBHOIO
NK1Ka Ha XpOMATOTPAMME HCTIBITYEMOro pacTsopa
IOKHBI COOTBETCTBOBATL BPEMEHH YAEPKHBAHUA
H YO cnexTpy nHKa LETHPH3WHA Ha

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

Jlara nocneaueti oGpaGotku: 04,10.2018 09:50 RU
Sven Schumacher, QAS, Tel. 2028
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A. Nattermann & Cie. GmbH

A Sanofi Company
[Nattermannallee 1 SANOFI J
(50829 Cologne / Germany
Cepruduxar anaauza / coorsercrsus cGMP

3aka3 No: HcnbiTanne Ne: 246339 Beimymero: 22.03.2019
Mokasatens Hopma npHu Beinycke PesyabTar

XpOMATOrpaMMe CMELLIAHHOTO CTaHAAPTHOTO

pacTsopa.
MerunnaparuapokcuGensoara Bpems ynepixusanua nuxa COOTBETCTBYET

MeTHRNaparuaApoKcHOEH30aTa Ha XpoMaTorpamMme
HCTIBITYEMOIO PAacTBOPa A0MKHO COCTBETCTBOBATD
BpEMEHH YACPKHBAHHA MHKA
MeTHINaparuapokcubeH3oaTa Ha XpoMaTorpaMme
CMELIAHHOrO CTAHOAPTHOTO PacTeBOpa.
Mponuanaparuopokcubensoat Bpema yaepxuBaHHA NHKa COOTBETCTBYET
nponujinaparugpokcHOeH30aTa Ha XpoMaTorpaMme
HCMBITYEMOTO pacTeopa A0KHO COOTBETCTBOBATH
BpEMEHHU YiepK MBaHNA NHKa
MeTHInaparuapokcHOeH30aTa Ha XpoMaTorpaMMe
CMEILAHHOTO CTAHAAPTHOFO PACcTBOPA.
KonnuyecreenHoe onpenenenne

LleTupu3anHa AMrUAPOXAOPUA 9,5-10,5 10,1 mMr

MeTtiunnaparnapoxcubensoar 90-110 100 % ot 3asABAEHHOTO
coaepKaHus

[Tponunnaparuapokcubensoar 90- 110 103 % oT 3aABNEHHOIO
COIEpKaHHA

YucTora

DP 1 (RRT 1,53) max. 0,5 0.0%

DP [ (RRT 1,53) max. 0,5 0.0 %

DP 1 (RRT 1,53) max. 0,3 0,0 %

JMoBan apyras egHHHYHAR He Gonee 0,2 % COOTBETCTBYET

HAEHTHHHUHAPOBAHHAR NPHMECH

Jlwobas egpHHuHAS He Gonee 0,2 % COOTBETCTBYET

HeHIEHTHOHLIHPOBAHHAA NPHMECH

Cymma npumeceii max. 1,0 0,0 %

Mukpobnonornyeckas 4HcToTA

O6uiee yucno a3poGHbIx max. 1000 < 10 KOE/Mn

MHkpooprannsMos (TAMC)

ObLiee YMCA0 APONOKEBLIX H max. 100 < 10 KOE/Mn

nnecHeBbix rpubos (TYMC)

Escherichia coli OTCYTCTBHE B | Mn COOTBETCTBYET

ExCeriReleaseEl_nat.xmi
Hata nocnenwe oGpaborkn: 04.10.2018 09:50 RU Crpanuuna 2 u3 3
Sven Schumacher, QAS, Tel. 2028



. Nattermann & Cie, GmbH

Sanofi Company
Nattermannallee | SANOEI .’
350829 Cologne / Germany

Ceprnduxar ananusa / cooreercreusa cGMP
3aka3 Ne: Wcnwitanne Ne: 246339 - Buinyweno: 22.03.2019

IIpumeuanun:

DTOT cepHsl COOTBETCTBYET HOPMaM CleLMDHKALIHH.

Oraea KOHTpPOJIS KayecTBa

Wolfgang Hermanns

HavansHHK OTZ€1a KOHTPONS KayecTBa

Hata Beimycka: 22.03.2019 s 11:28:28 Dr. Anette Maurer

Ceplnka:

JTOT NpOAYKT OBUI NNPOTECTHPOBAH B COOTBETCTBHH CO 11.233755/02
cneuupuKalmei:

CepTudHKannonHoe 3asBIeHHE:

Hacroswum noaTsepx a0, 4To BhllleykazaHHas HHPOPMALUA ABISETCA AOCTOBEPHOH M TOUHOI,
J71a cepus NpoAyKTa Gblia H3rOTOBICHA/MPOHU3BEACHA, BKIIOYAS YIIAKOBKY M KOHTPOJIL Ka4eCTBa
Ha BBIMICYTTOMSHYTOH NpPOH3BOACTBEHHOH IUTOLIafKe (MIOMIaAKaX) B MOJHOM COOTBETCTBHH C
TpeGopaHHAMM GMP MeCTHOro perynupyloHIero opraHa H crleluQpUKkauMsaMH, YKa3aHHBEIMH B
PErHCTPallMOHHOM YAOCTOBEPEHMHM MMIOPTHpyIOWEH cTpaHbl. JIOKYMEHTBI, KacalolHecs
NPOM3BOACTEA, YNIAKOBKM M aHANH3A CEpHH, ObLIM MPOBEPEHBL H MPH3HAHBI COOTBETCTBYIOLIHMHU
Tpeboanuam GMP.

Dr. Bettina Glombitza
Y nonHoMOYEHHOE JIULO

Jlannbli fokyMeHT OB co31aH B 3MEKTPOHHOIM GopMe U AeiicTBUTENEH 6€3 NOAMHKCH.
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

SANOFI \z

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No: 246339 Issued: 22.03.2019
Material: ZODAC 200MG/20ML SOL M36 RU
Material No: 371084
Batch No: 9K0191
GMID-No: 697621
Batch Yield: 476.800
Manufacture Date: Feb 2019
Expiry Date: Feb 2022 Destination;
Specification No./Version: 11.233755/ 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 40-60 4,9
Density of solution 1,071 - 1,091 1,083 g/ml
Filling volume min. 20 21ml
Uniformity of dosage units no individual weight value should deviate from  conforms
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 2 15 %
Identification
Chloride formation of a white caseous sediment conforms
soluble in ammonia
Cetirizine dihydrochloride - 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.
Cetinizine dihydrochloride - UV 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 tha 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.
Propylparahydroxybenzoate the Retention time of the conforms
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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.

RU
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A. Nattermann & Cie. GmbH o
A Saé:loﬁ CompanyIe SA N O F I ) J
Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance

Order No: Test No: 246339 Issued: 22.03.2019
Assay
Cetirizine dihydrochloride 95-105 10,1 mg
Methylparahydroxybenzoate 90- 110 100 % of the declared content
Propylparahydroxybenzoate 90-110 103 % of the declared content
Purity
DP 1 {RRT 1.53) max. 0,5 0.0%
DP 1 (RRT 1.53) max. 0,5 0,0%
DP 1 (RRT 1.53) max. 0,3 0,0 %
Any other individual identified impurity NMT 0,2% conforms
Any idividual unidentified impurity NMT 0,2% conforms
total impurities max. 1,0 00%

Microbiological Purity

Total aerobic microbial count {TAMC) max. 1000 < 10 CFU/mi
Total combined yeasts and moulds count max. 100 <10 CFU/mi
(TYMC)

Escherichia coli absent in 1 m| conforms
Comments:

This batch conforms to the specification.
Quality Control

Wolfgang Hermanns

QC Manager

Release date:  22.03.2019 at 11:28:28 by Dr. Anette M&urer

Reference:

This product has been tested according specification: 11.233755 /02

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.

Dr. Bettina Glombitza
Qualified Person

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