HAEKJIAPAITSI O COOTBETCTBUMA

JEKJTAPAHT, MPUHUMAKOUI WA JAEKJIAPAITHIO O COOTBETCTBHHA

AQ "Canogpu Poccun” ‘

Ceedenun o pezucmpayuy opzanusayuy: Mexcpaiionnan uncnexyun @edeparvroii nanozosoil cayxcbvr Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenusn OI'PH 19.08.2002.

Adpec: 125009, &, Mockea, yn. Teepexas, 0. 22. Tenegon/gaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvruiii dupexmop Mownac O.A.

Hosepennoe nuyo: Cmenanoe C.C., doseperntocnte 6/n om 01.12.2017

3AABIAAET, YTO

Aexapemeennoe cpedcmeo: Maanoxc, cycnensus dns npuema exympe 250 ma , gnaxoner (1), nauxu kapmonneie,
PY Ne IT NO14986/02 om 29.06.2009 (dama samens: 11.09.201 7) evioarno Canogu-Asenmuc Opanc, cepus 054,
napnusa 37758 ynaroeox, 200en do 28.02.2021, npouseoocmea Canogu C.n.A., Hmanus, Sanofi Sp.A., Viale
Europa, 11-21040 Origgio (V4), Italy, x0d OKIT[2 21.20.10.112, xo0 TH B3J] 3004900002, KOHmpakm No
348/40056192/HU-2 om 20.10.2010, uneoiic Ne 9053079752 om 24.10.2018

| COOTBETCTBYET TPEBOBAHHUAM

I N014986/02-180516 uzm. Ne 1-2

AEKTAPAIIVSA IIPHHATA HA OCHOBAHHM
npomoxon ucnvimanui Ne 3162 0 om 30.10.2018 HIT 000 HI] "®4PMOFOPOHA " ammecmam

axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuram POCC IT. ODM08.C26396 om 30.10.2018

' MATA IRV T IS TEKTAPALIAHA 30.10.2018

ABRIL \PATTHS] EHCTBHTELHA JI0 25.02.2021
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CBEJIEHVS O PETYCTPALIAU

OPTAH IO CEPTHOHKAIINH, 3APETMCTPHPOBA BIIFIL AEKTAPATIUIO

| RA.RU 11PM08 OFTAH ITO CEPTH@HKALIHH HPOQYRUHH OBI{ECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTbIO "OKPYXHOH LIEHTP KOHTPOJLY KAYECTRA "

| adpec opzanusayuu: 115280, z. Mocxea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opaana no
| cepmugburayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ¢et-

caiim: oyrwr.pe.

AEKJIAT, .0 COOTBETCTBHH 3APETHCTPHUPOBAHA N POCC RU A-IT.DMO8.A4.05824/18

| NATAPEFACTPAIM 30.10.2018
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Canodu C.n.A., Utanus
67019 Scoppito (AQ) Italy

SANOF]

CEPTHOUKAT AHAJIH3A
Maanoke®, cycnensnst ans npuema sayTpn 250 mu, Paakoun N 1
Cepus: 054
ITpousBeseno: 20/09/2018
Iopmen no: 28/02/2021

ITN014986/02-180516

JIOKA3ZATEJDb HOPMA PE3VJIbTATHI

Onucanne Cycnensus 6eoro iseTa roMoreHHas nocie CootBercTByer
BCTPSXMBAHHUA

TlopmaunoCTD

- AmomMuHnit Paseunaercsa nHTeHcHBHAA (moopecueHMs CoorpetctByer
KEJITOBATO-3€IEHOrO [IBETA.

- Maruwuit Obpasyetcd ocaok cHHEro LUBeTa, CoorsercTByeT

- Homudena bpomui Rt (o6pa3na) = Rt (cTannapra) CoorpercByer

pH Ot 7,5 10 8,3 8,1

BszkocTth 300 — 2000 mila*c 707 mIla*c

Kucnoto-nelirpannzyromas He menee 24,3M9kB 1 1 pacTBopa 27,1

CIIOCOOHOCTD XJIOPHUCTOBOAOPOAHOM KHCIOTH Ha 10 Ma
npernapara.

Conepxanne sosopoaa nepoxenna | Conepxanne BOJIOPOJa NIEPOKCHIA JTOKHO 0,015r
6511 He Oostee 0,022 1 Ha 100 Ma npenapara.

W3pnekaeMuiil 06beM He menee 250 mn CootBercTBYeT

CenpMeHTanuonHas He Menee 15 mus. Coorsercrryer

YCTOHYIHBOCTE

MuxkpobHroiornueckas yncrora

Metomuxa HJT nau I'® XTI

O6mee unciao aspobHbIX

MuKpoopranusmos (TAMC)

Ob1ee YHCIO IPOMKIKEBLIX U He 60s1ee 100 KOE/Mn 0

miecHeBsIX rpudos (TYMC) He 6onee 10 KOE/Mn 0

E.coli OtcyreTRYyeT CootBercTByer

KonanvecrseHHoe onpeesienne

- AIIIOMUHUS THAPOKCHI Or1 3,21 10 3,9 r Ha 100 M1 nipenapata 3,7

- Maruus ruapokcuz Ot 3,6 1 no 4,4 r na 100 mn npenapara 4,0

- Homudena 6pomun” Or 3,38 710 4,64 mr na 100 ma npenapara 4,18

— TI0Ka3aTeNlb BBENEH (UPMOH B COOTBETCTBHM ¢ TpeGOBaHMAME, IPHHATEIME B Pd x
CTAHAAPTH3ALMY AAHHOH NEKapcTBeHHOH (JOPMBI, M He BK/IIOYEH B cepTHHKAT aHATM3a bupMmbI.

Kauectso npenapara o 31oMy noxasatemo rapasTHpyeTcs ¢$upMoii.

" — HOPMBI NPEACTABICHEI Ha KOHEI] Cpoxa rogHocTH. OHH OTIHYAIOTCS OT HOPM, NIPEACTARICHHBIX
B CePTHHKATE AHAIN3a TOTOBOIO POAYKTA IIPH BEIIYCKE.

YKasaHHad CepHS TPOM3BEAEHA B COOTBETCTBHM  C DCHCTBYIOIIMMH  TpeBOBaHUSMH
PETHCTPAIHOHHOTO JI0Che M NpPaBHNaMH Haliewallel NpPaKTHKH NPOM3BOACTRA JICKAPCTBEHHBIX
cpencrs (GMP). Kaxne-nm6o 3HayuMble MIH KPUTHUECKHE OTKIOHSHUS OT PernaMeHTHPOBAHHEBIX
HapaMeTpOB HE 3apEerHCTPHUPORAHEI,

A «Canodin Poccnss
Adpee: 123009, Mocksa. va. Teepekas. 220 Tea: (495) 721-1400, daxe: (495) 721-147 1. www sanofiou




SANOFI

Canodmu C.m.A., Utanus
67019 Scoppito (AQ) Italy

CEPTHOUKAT AHAJIN3A
Maanoke®, cycnensus ans npuema BHYTpS 250 mu, hnakons: N 1
Cepun: 054
Ipouseeneno: 20/09/2018
FPonen no: 28/02/2021
ITN014986/02-180516
Pemenue: Bemymen 17/10/2018 YnonsoMouesHOE JTHIO 110 kavecTBy: Rolando Simonetta

AQ «Canogn Poccins
Aapee: 123000, Mocara. ya, Taepekan, 22, Tex: (4953 721-1400. draxe: (495) 72114 1], www sanoliru



Certificate of analysis

SANOFI

Sanofi S.p.R,
{formerly Sanofi-aventis 5.p.A.} Flant : Driggle
viale Europa, 11
21040 Deiggic (VA
Italy
Tel. +35 02 85610.1
Fax. +35 02 BE73053%
ORI_OR761320
MAALOX BOSP RF 250ML RUSSBIA
Customer drticle : MAALOX SOSP NE 250ML ROSSIA Batch number : 054
Manufacturing date 20-SEP-2018 G0:00:00.0D Expiry date: 28-FEB-2021 00:00:00.00
Retest date 28~-FEB-2021 ©0:00:00.00 Quantity = 37758.000
Process Drder Control Method n. ORI OR7§1320a1
Version 2 Referaence of AP ORI-AF-000722 c.s.
Cop Master z. ORI OR761320 CoR version B

Appearance
Idemtitication: aluminium

Identificatipbn: magnesium

tdentlfication: domiphen bromide

pH

Acid neutralizing -capacity
Hydrogan peroxlde
Viscoaity

Sedimentation resistance
Extractable valume
Auiriom hydroxide assay
Hagnesium hiydroxide assay
Domiphen bromide

TAMC

TYMC

E, roidi

?aé.‘ta’gin_g control

— — pp—
e e mbintii

This batyh hés been manufactured in compliance with the cGMP requirements snd complies with the specifications of
the relevant Marketing Authorisation.

The batch processing, packaging and avalysis records were reviewsd £o We in compiiance with cGME.
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Certificate of analysis

SANOFI «,

{formerly Sannfi-aventis §.p.A.) Plant : Origglo
Viala Buropa, 1i

21040 origaic {va)

Italy

Tel. +38 D2 9510.1

Fax. +3% 02 SE730535

ORI_OR751320
MAALOX SOSF NF 250ML RUSSTA

Customer article : MAALOX SOSE NP 250ML RUSSIA Batch number : 054

iua.nufnci;uring date 20-SEP-2018 00:80:00.00 Expiry date: 28~FEB-2021 00:00:00.00

Retest date 208-FER~2021 00:00:00,00 Quantity ; 37758.000

Protegs Order Control Mathod n. ORI OR761320Am1

Version 2 Reference of AP DRI-AP-000722 c.e.

GCoh Master n. ORI OR761320 Coh wversion 6

Approvato/Approved

Dacisien
| Decision date L7-0CT-2018 16:390:26.00
Dacision operatax Rolande Simonetta (guality Mariager & Qudlified Perscn)

This Certificale of hnalysis has been electronically signed from a validated LIMS
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