JNEKJIAPAIISI O COOTBETCTBUH

AEKJAPAHT, HPUHAMAIOUIHHA JEKJIAPAITHIO O COOTBETCTBUH

A0 "Canogpu Poccus”

Ceedenus 0 pezucmpayuu opeanusayuu: Medicpationnan uncnexyus Pedepansuoii nanozoeo cayxceer Ne 46 no
2. Mocxee 01.01.2008, OTPH 1027739079940, dama npucscenun OF'PH 19.08.2002.

Adpec: 125009, & Mockea, yn. Teepcas, 9. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Tenepanvnoiii dupexmop Monaic O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepennocms 6/u om 01.12.2017

SASABJIFIET, UTO

rexapemeennoe cpedemeo: Maanowc, mabremiu xcesamenvrvie 10 wim., ynaroexu sveiikogsie KoOHmypHbe (2),
nayxy kapmonnvie, PY Ne II NO14986/01 om 15.12.2008 (dama samenst 16.03.2017) endano CAHODH-
ABEHTHC DPAHC, cepun U695, napmun 43937 ynaxoeox, 200en do (1 .08.2023, npousgodcmsa Canogpu
C.nA., Hmanus, Sanofi S.p.A., 8.8. 17 km 22-67019 Scoppito (AQ), Italy, xod OKIIA2 21.20.10.112, x0d TH
B3I 3004900002, xonmparm Ne 348/40056192/HU-2 om 20.10.2010, unsoiic Ne 9053079752 om 24.10.2018

| COOTBETCTBYET TPEEOBAHUSIM
I NO14986/01-070410 usm. Ne 1-7

AEKJTAPATTAS ITIPHHATA HA OCHOBAHIM
npomoxon ucnvimarui Ne 3160 0 om 30.10.2018 HII GO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001 .21 QJI40, Cepmugpuxam POCC IT. @MO8.C26367 om 30.10.2018

,I[Ag@m{ﬂﬂmx AEKJIAPAITAH 30.10.2018
ICTBHTEIBHA IO 01.08, 2023

Crenanos C.C.
O.H.0

CBEJIEHMSI O PETUCTPALUH

| OPTAH ITO CEPTHOUKAITUH, SAPETHCTPHAPOBABIHII JAEKJAPAITATO

't RA.RU.11 PMO8 OPTAH 110 CEPTHOHKALIHH ITPOL. VKIJHH OBIJECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJISA KAYECTRA"

| adpec opzanusayu. 115280, 2. Mockea, yr. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzaHa no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxosa, 0. 4, am. 5., men..  (495)788-02-88, ect-
caiim: oyxkx.peh.

AEKJAPATTASL O COOTBETCTBHUHA 3APEIMICTPHPOBAHA N POCC RU A-IT.DMO8.A.05786/18
,ZIATA FHCTPAITAM 30.10.2018

A -D:;H-“fc,'q ?‘\-

@dj \ Hunenxo ULB.

HORfIHCH Pykosogutems OC




Canogu C.n.A., Utanus
67019 Scoppito (AQ) Italy

SANOFI

CEPTHO®HUKAT AHAJIN3A

Maastokc®, 400 mr, TabaeTku xepaTeibHbIC Onmerepbs — 10 — N2

Cepus: U695
Ipouseesen: 28/08/2018
["onen no: 08/2023

HJ ITN0O14986/01-070410

HOKA3ATEJIU HOPMBI PE3YJIbTATBI
Omnucanue Tabnerxu 6ernoro usera, Kpyrisle, CooTretciByer
ANOCKOIMIHEAPHYECKOH GopMEI ¢ (ackoii u
T'PABHPOBKOM «Mx»,
HosumuHocTs
- AMIOMUHHIH Passnpaetcs unrencuBHas ¢moopectenuns | CooTBeTcTBYET
HKENTORATO-3EIEHOTO [IBETA.
- MarHui O6pa3zyeTtcs ocanok cHHEro LBeTa CoorsercTByer
Cpenuss mMacca Tabierok Ot 1164 mr o 1236 mr. 1196 mr
OnHopoaHOCTE IO Macce Tpe6osanne Erp.d. CootBercTBYeT
Uoteps B Macce npH Beicyliusanuu* | TpeGopanue Epp.® CooTeeTcTBYET
Kucnoro-seiitpanusyromas He <22.5 u ne> 27,5 mDxs HCl/1ab. 25,2
CIIOCOOHOCTh
KonnuecteHHoe onpenencnne
- aMOMUHANS OKCHA rypaTuposansbii | He < 380 mMr/rabn. u ue > 420 mr/rabi. 411,2
- MarHusg rHAPOKCH] He < 380 mr/rabn. u ne > 420 mr/Tadn. 415,1
MukpoGuonorudeckas yucrora®
Kareropus 3A
Ob61ee yncno aspobHpIX <10
mukpoopranusmoB (TAMC) KOE/r | <= 103 <10
Ob11ee YHCIIO APONKIKEBEIX H <= ]1(? OrcyreTBYET/T

miecHeBriX rpubos (TYMC) KOE/r
E.coli

OrcyreTByer /t.

¥ — nokazaresb BBEICH (upMOH B COOTBETCTBHH ¢ TpeGOBAHMAMH, MPHHATHIME B PO K CTaHAaPTH3alHH
JIAHHOH NEeKApCTBEHHOH (GopMbl, H HE BKITIOYEH B ceprudHKaT ananmsa gupmer. KavecTso npenapara no
3TOMY TI0Ka3aTeNO rapaHTHPYETCS (PUPMOI.

YkasaHHad CepHA NPOH3BENEHA B COOTBETCTBHH C ACHCTBYIOUIMMH TPeOOBAHHIMM PETHCTPALIHOHHOTO
HOCHE U NIPABHIIAMH HAIIEKAINEH NPaKTHKY IPOU3BOCTBA ICKAPCTBEHHBIX cpeicTB (GMP).
Kakne-mub0 3HaYHMble WM KPHTHYECKHE OTKIOHEHMS OT peraMEeHTHPOBAHHBIX TIapaMeTpoB He

3aperMCTPHPOBAHBL

A «Canodni Poccin

Adpee: 125009, Mockra, yau Tieperas. 22, °Ten s (493) 7211400, dGae: (495) 72121411 www sanofiru




SANOFI

Canodu C.n.A., Uranus
67019 Scoppito (AQ) Italy

CEPTUOHUKAT AHAJIU3A

Maanokce®, 400 Mr, Tab/eTKH XKeBaTeaIbHbIE faucrepnsr — 10 ~ N2

Cepun: U695
IIponssenen: 28/08/2018
I'oxeH no: 08/2023
HJ1 TT N014986/01-070410

IIOKA3ATEJIM HOPMBI PE3YJBTATHI

Pemenne: Bomyimen 12/10/2018 VYnoagomouennoe suio: Dr. Alessandra Maurizio

AQ «Canodn Pocenss
Aapec: 125009 Mocksa, yn, Trepewast, 22, Tea: (4953 72 1- 1400 dxuce: (4953 72121411, www.sanofitu



Certificate of Analysis and

Conformance S A N O F I j

Ztakilimentc: SCOPRITO

sansfi S5.p. A,

Strada Statale 17, IFm 22
8101% Scoppite (AQH
italy

Tel: +39 (BEX 717021 ¢ 7151
Fax: +39 (E62 713005

-

§CO_ 80012543
Maalax 400mg,2Xilcpr RY
Dosage form:TBLTS; PackBulk:BlisterALURVC

GMID code: 90436512
Lotto/Batch: U655
Srod. fMfg: AB-ROG-2018 Scad. /Exp, ¢ AUG-2023

bossier reference: CMC-0OR-2003-20860

SAGGI/TESTS LIMITY/SPECIFICATIONS RISULTATTE, TS

CARATTERISTICHE/CHARACTERISTICE

hspetto / Appesrance Compresse saussate, platte, rotonde / Compresse smussate, pilatte,
Bevellad, fipt, round tablets {engraved} rotonde / 3evelled, flat, round
tablers rengraved)

Coditica / Code Stampa sy un lato Mx; Stampa sull'alizro Stamps su us labe Mx; Stahpa
lato: Mx / Upper stamp: Mx: Lower sulltalere lato: Mz /  Opper
stamp: Mx stamp: Hx; Lower stamp: Mx

Calore / Color Eianceo / Yhite diapco / White

IDENTIFICAZIONI/IDERTIFICATION

Reazione dall'Alluminic / Reaction of Positiva / Positive Pogitiva 7 Positive

Alvminium

Reazione del magnesio / Reaction of Fositiva / Positive Positiva / Positive

maghesium

TESTS

Peso medio / Average mass 1164 ~ 1236 mg 1158 mg

Uniformité di massa / Uniformity of mass Conferme / Comply (Ph.Eur) Contorme / Comply

burgzza / Hardness (Kp) 6 - 15 14

Capacitd di neutralizzazione degli scidi 22,5 - 27.% 25.2

/Neuatralizing capacity (mEgicpc!

Caoptentto di &élluminia ozside idrato / 380 ~ 420 411.2
Content af aluminum oxice hydrate

img/cer}

Contentta di magresio idrossido / 380 ~ 420 415.1
Content of magnesium hydroxide {mg/cpr}

MICRCRIOLOGICO/MICRDBIOLOGICAL QUALITY

TAMC (CFU/g) <=10~1 <10
TYMC {CFU/g} L=1042 L3
Escherichia coll Rssentely ~ Rhbsent/q Aasente/g - Abgsent/fyg

COWTHOLLG MATERIALE CONFEZIONAHENTO/PACKAGING MATERIAL CONTROL
Contrelln confezionamento/ Backaging Conforme / Comply Sonforme / Comply
material control

iriVererernrnrranerranr

¥icroblolegical Analysis is carried out as skip test. Test frequescy is besed on the registration dossier znd site
internal precedurze.

Tip Goa_resultats vi Page 1 / 2



Certificate of Analysis and

Conformance SA N O F I

stabilimenco: SCOPPITQ

sanofl S.p.A.

Strada Statale 17, Km 22
87019 Scoppito (AQ)
Italy

Tel; +3% D8&2 217021 / 7151
Fax: +39 0862 714005

SCG 80012543
Maalox 400mg,2X10opx RU
Dosage form:TBLTS; PackBulk:BlisterALUPFVC

GMID code: 00436512
Lotto/Batch: U695
Prod. /Mfg: 28-RUG-2018 Scad. /Exp, ¢ RUG~2023

Dossier reference: CMC-OR-2003-20B6D

This batchk of praduct has been manufactured, including packaging snd Quality Control, in full compliance with the
current GMF requirements of the local Regulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing country.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance.

Qualiry deviations, if any, have beer fully fnvestigated and authorized.

The potential impact of the deviation on quality, aafety or efficacy of the batchies) concerned is negligible.
Periodic tests comply to specification requirements based ap testing plan and could be provided upon HA reguest.
I hereby cerxtify that the sbove information are authentic and accurate.

Sangﬁ S.p.A.

L,

Dagision/Decisiona: Approvato / Approved K
D . lﬁ‘*mrtgbﬂv/(diﬂ 2
ate/Data: 12~-DCT-2018 11:17:32.00 /
{Dr. Alessandra Maurizio} l ,
Responsible Qh/Decisione QA: Pace Ombretta - /I 1+ 4

JE4

This Certificate of Analysis has been electionally signed from a walidated LIMS.

rap_cus_resulbzta v5 Page 2 f 2



