JEKJIAPALIMSI O COOTBETCTBUM

JAEKJAPAHT, IPHHUMAYOUTHAA JEKJAPALIIO O COOTBETCTBHHA

AO "Canogpu Poccua™

3apeaucmpuposano : Mexcpaiionnan uncnexyus MHC Poccuu No39 no 2 Mocxee OFPH 102 7739079940 om
19.08.2002

Adpec: 125009, 2. Mocksa, yn. Teepcxas, 0. 22. Teneqpon:8 (495) 721-14-00

B nuye: lenepansusiii dupexmop Adaman H.B.

Hoeepennoe nuyo: Knoxosa I0.C., dogepenrocme 6/m om 01.12.2017

3AJBJAET, UTO

Rexapcmeentoe cpedemeo. Maaroxe munu cycnensua oan npuema 8HYmPb [CO 6KYCOM uepHOT cMopodunsbl] 4.3
M1 (6 2), cawe (6), nauxu kapmounsie, PY Ne JICP-009034/10 om 31.08.2010 (oama nepeoghopmrenus
08.08.2016) evtoano Canoghu-Asenmuc Ppanc, cepust 7K0051, napmus 41328 ynaxosox, 20den oo 01.10.2020,
npouseoocmea A. Hammepmann 10 Cue. Im6X, It epmanus, A. Nattermann & Cie. GmbH, Nattermannallee 1,
30829 Koln, Germany, koo OKII[2 21.20.10.112, koo TH B3I 3004900002, xonmpaxm Ne 250/40056192/F-2
om 20.10.2010, uneoiic No 9085273666 om 08.12.2017

COOTBETCTBYET TPEEOBAHHUSAIM
JCP-009034/10-310810 uzm. No 1-6

AEKJIAPALTM S ITIPUHATA HA OCHOBAHUHA
npomoxon ucnvtmanuii Ne 3220 0 om 15.12.2017 HJT 000 HI] "®APMOEOPOHA " ammecmam
axxpedumayuu POCC RU.0001.21©JT40, Cepmugpuxam POCC DE, ®M0O8.C03265 om 15.12.2017

““““

AT TIPUESTHS NEKITAPAIV 15.12.2017
AEKTAPALHS {ii\g‘ﬁCTBHTE.JILHA JO 01.10.2020

Caviadu Rocoun

/7
i Kiokosa 10.C.

-~ TIO/IHCE 1.0

CBEJAEHUSA O PETUCTPALIUN

OFT'AH IO CEPTU®HKAIINH, 3APEFTUCTPHPOBABIIHII AEKJIAPAIIUIO

RA.RU 11 OMO8 OPTAH IO CEPTHDHKALIHH HPOAVKIIHH OFL[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYVKHOH [JEHTP KOHTPOJIS KAYECTBA "

adpec opzanusayuu: 105062, Poccus, 2. Mockea, Pypmanneiii nepeyrok, 10, 1, adpec opeana no
cepmupuxayuu.: 115280, Poccus, 2. Mockea, ya. Macmepxoea, 4, 5, men.:(495)788-02-88, seb-caiim: OYKK. P,

AEKJIAPALTST O COOTBETCTBUH 3APETHUCTPUPOBAHA ¥ POCC DE. DPMO8./186413
JATA PETUCTPAIHN 15.12.2017

ff AL = v Hunenxo H.B.
nomice /- Pyxopoaurens OC




A. Harrepmann & Cue. Tm6X
A Canotpm Komnanu
Harepmannanu 1

50829 Kenny/ I'epmanus

SANOFI

Cepru¢ukar anaianza / GMP cooTBeTeTBHH

Hopankoeblit Ne: Ananna Ne;228523 Brinymen: 05.12.2017r
Marepuan: Maanoxc Munn, co BKycom 9€pHoii CMOpPOINHBI, 6 MEHH-TIAKETOR
Marepnan Ne: 371019

Cepus Ne: TK0051

GMID: 617090

Homep cepuu nocrasimuka; 41.328

Hata npoussoncrsa: Oxrabpe 2017 r Haznauenmue:

Cpok rogsnocrtn: Oxta0ps 2020 1

Cneundukauns No/ Bepeus: 11.233727/3

DTOT NPOAYKT COTEPHKUT: 4,3 Mn

Ilokazarenn Hopmel npr BEINyCKe Pezynnrare
XapaxkrepucTHKH
Onucanue Tl'omorensas cycnieHsus ot Gesyoro CootBercrByeT
10 GAeHO-KeITOTO LiBeTa.
Texnnyeckne HCNLITANHS
Cpeanas macca conepKUMOro 5,7-6,3 6,3r
MHHH-TIAKETA
OXHOPOZHOCTE MaCChI 2/20 munu-nakera +/- 10 % CooteetcTyer
COAEPAKUMOT0 MUHH-NAKETA OT ¢peIHed Macchl HAMONIHEHUS
0/20 munu-naxera +/- 20 %
OT CpeAHeH Macchl HaNOJHEeHHs
OaHOpPOAHOCTH A03UPOBAHHS B coorsercTiun ¢ Epp.@. 2,9.40 npoeepsaercs
METO0M ONpeaeneHRA NepPHOINYECKH
OJHOPOJAHOCTH JO3HPOBAHHS
(I'nroko3a)
pH 7,5-85 8,0
OrtHocutenphas motHocts d°°/, 1,375 - 1,420 1,386
Kucnoro-ne#tpannsyroias MunnmansHoe 3nauenue 23 27 m3Oke
cnocobHoCTS
ITognunHOCTL
AmoMHHRA OKCHA TMonoxkwrrensHan CooTreTcTBYSET
Maruus ruapokcun MonoxurtessHan CooTBercTByeT
KoanuecTBenHoe onpeaenenne
Boaopona nepokcun Maxcumanehoe 3ravenue 0,017 0,010 %
AFOMHHHSA OKCHI 218-242 231 Mmr
MarHus THAPOKCHA 380-420 401 mr

MnukpoGHosornyeckas YHCTOTA
Ob1ee 4HENo a3podHBIX
MuKkpoopraauzmos (TAMC)
O6mee yncno rpubor (TYMC)
Escherichia coli
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A. Harrepmanu & Che, TmM6X

A Cauodu Komnanu g A M (J F §

Harepmannane 1
50829 Kensr / Tepmanus

Ceprndukar ananuza / GMP cooTercTBHA

Tlopsnkosuiii Ne: Ananms Ne:228523 Buimywen: 05.12.2017 r

KomMenrapuu;

Hanuas cepus COOTBETCTBYET crieuMpUKaLMK

Havansnux OTAENa KOHTPONR Ka4eCTRa

Hara Brinycka: 05.12.2017 Dr Bettina Glombitza

Copasxka:
IT0T NPonyKT OB IPOTECTHPOBAH COTAAcHO cnermbhkawy: 11.233727 /3

3asBaeHHe O cepTHGHKANMM:

Hacrosmum 3 roxTeepskao, YTo NpUBEISHHAS BhHIE HH(OPMALMS ABNKETCA JOCTOBEPHOH H TOYHOI.
37a cepus npoykTa OpL1a WIrOTOR/EH / IPOM3BENEHA, BKITHOYA YIAKOBKY H KOHTPOAb Ka4eCTBa Ha
BBILICYOMAHYTHIX yHACTKe(axX) B HOJHOM COOTBETCTBHH ¢ Tpefosanuamy GMP TpeGoBanuii TokanbHbiX
Perynupyromux oprasos u co cneuuduxanyeii PyrucrpausoH=oro YHOOCTOBEPEHHUS CTPAHBI-HMIIOPTEpA.
CepuiiHoe IIPOM3BOACTBO, YIIAKOBKA U aHANHTHUECKHE 3aMcH, HbLTH NPH3HAHBI COOTBETCTBYIOMIHME
GMP.

Dr. Andrea Gullmann
KsanuduumposanHoe 1uuo

3roT AOKYMCHT NOATOTOBJIEH B IEKTPOHHOM BHE W AelicTBUTEeNneH Oe3 MOANKCH.

ExCertStartiingGMIDRetest_nat.xmi FR - «mmp@-;uua 2wn3 2
L




A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI 2

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 228523 Issued: 05.12.2017
Material; Maalox Mini red fruit, 6 Sachets

Material No: 371019

Bateh No: TK0051

GMID-No: 617090

Baich Yield: 41.328

Manufacture Date: Oct 2017

Expiry Date: Oct 2020 Destination:

Specification No./Version: 11.233727/3
This product contains in: 4,3 mi

Parameter
Characters

Appearance

Technical Tests

Average filling mass

Uniformity of filling mass

pH value

Relative density d 20/4

Acid neutralizing capacity

Identification
Aluminium oxide
Magnesium hydroxide
Assay

Hydrogen peroxide
Aluminium oxide
Magnesium hydroxide

Microbiological Purity

Total aerabic microbial count (TAMC)

Total combined yeasts and moulds count

(TYMC)
Escherichia coli

ExCentReleaseEl_nat.xml
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Release limits

white to faintly yellow, homogeneous

suUspension

57-63

Number of units out of 20 cutside of +/- 5 % of

mean mass:2

Number of units out of 20 outside of +/- 10 %

of mean mass:0
75-85

1,375-1,420

min. 23

positive

positive

max. 0,017
218 - 242
380 - 420

max, 100

max. 10

absentin 1 ml

Resuft

conforms

63g

conforms

8.0
1,386

27 mval

conforms

conforms

0,010 %
231 mg
401 mg

<10 CFU/ml
<10 CFU/ml

conforms




A. Nattermann & Cie. GmbH G,
A Sanofi Company SA N O FI v f
Nattermannaliee 1

50828 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 228523 issued: 05.12.2017

Comments;

This batch conforms to the specification.

Quality Control
Dr. Andrea Gulimann
QC Manager

Release date:  05.12.2017 at 15:21:44 by Dr. Bettina Glombitza

Reference:

This product has been tested according specification: 11.233727/3

Certification statement:

| hereby cerlify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality contro! at the above-mentioned site(s) in full compliance with the GMP reguirements 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. Andrea Giillmann
Qualified Person

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