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JAEKJIAPAIIAA O COOTBETCTBHUH

JEKJIAPAHT, IPHHHMAIOIUAN JEKJIAPAITHIO O COOTBETCTBHH

AO "Carnoghu Poccun”

Ceedenun 0 pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyua Pedepanvroil Hanozo6o cayxchor Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npucecenus OI'PH 19.08.2002.

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

B nuye: Ienepanvuviii dupexmop Monac O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocmy 6/v om 01.12.2017

3ASABJIAET, YTO

nexapcmeennoe cpedcmso: Maanoke, mabnemxu dcesamenvrvte 10 wm., ynaxosxu aueiixogsie xonmyphsie (2),
nauku kapmonnste, PY Ne IT N0O14986/01 om 15.12.2008 (dama 3amenwt 16.03.2017) evidano CAHODH-
ABEHTHC ®PAHC, cepun C794, napmus 44229 ynaxosox, 200e do 31.03.2024, npouzsoocmea Canodhu
C.n.A., Hmanus, Sanofi S.p.A., 8.5. 17 km 22-67019 Scoppito (4Q), Italy, ko0 OKII2 21.20.10.112, ko0 TH
B3I 3004900002, xonmpaxm Ne 348/40056192/HU-2 om 20.10.2010, uneoiic Ne 9053086085 om 18.06.2019

COOTBETCTBYET TPEBOBAHHSIM
IT N014986/01-070410 usm. Ne 1-7

JEKJAPAIINS ITPHHATA HA OCHOBAHHH
npomoxon ucnwimanuii Ne 17690 om 24.06.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC ITOM08.C42674 om 24.06.2019

JIATA TIPHHATHS JEKJIAPAIIAH 25.06.2019
ABKTAPALAST AEHCTBUTEIBHA JIO 31.03.2024

MIT
Crenanos C.C.

®.H.0

dexiapanm

=" CBEJEHWS O PETUCTPALIAN

OPTAH 110 CEPTUOUKAILIMH, 3APETHCTPUPOBABIIHI JEKJAPAITHIO

RA.RU. 11 ®MO8 OPTAH IO CEPTH®HKAIIHH ITPONVKIHH OFLIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IEHTP KOHTPOJL KAYECTBA",

adpec opeanuzayuu. 115280, 2. Mocxea, yr. Macmepxoga, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20p00 Mocxea, yr. Macmepxoga, 0. 4, om. 5., men.:(495)788-02-88, ee6-
caiim; oyxx.pe.

NEKJIAPAIIM AL O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU J-IT. ®M08.A.28090/19
JATA PEXUCTPALINM 25.06.2019

o BB0s \c ,
c ’;I_rz..r- / 4/’ Kauan E.B.
Opett noy ‘A Cb 3am. pykosogurens OC
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Cepruduxar ananuza/
Cepruduxar cooTBeTcTBHR
Canogu C.mLA.
Crpana Cratane 17, km 22

67019 Cronmnuro (AQ)
Wranus

Ten. +3%9 0862 717021/ 7151

SANOFI vz

3aBog: Origgie

@axc +39 0862 716065
SCO 80012543
MAAJIOKC 400 mr, 2x10 cpr PY
Jlexapcreennas gopma: TABJIETKH; ynakoska Hepacd)aCOBaHHOTO NIpoRyKTa:
KonTtypnas suefixoras ynakoska ATROMUHMI/TIBX
Koa GMID 00436512
Lotto/Cepnsa C794
Prod./HaTa 18-AITP-2019 Cpok rogHocers: MAP-2024
NpOU3BOACTEA:
Jocke npenapara: CMC-OR-2008-20860
HopmarneHbii Hopmatusnbtii aokyment Ne P N014986/01-070410
JOKYMEHT:
{_SAGGI/HOKA3ATEJ]I’] LIMIT/HOPMA RISULTATI/PE3YJIbTAT |
| CARATTERISTICHE/XAPAKTEPHCTHUKHU
Aspetro/Onncanne Compresse smussate, piatte, Compresse smussate, piatte,
rotondte/[lnockomtnApHUE cKoi rotondte/
dopMBI, Kpyrable TabneTku ¢ hackoli 1 InockounnnHaplyeckoii
FpaBIpOBKOH dopmel, kpyrible TabneTkH ¢
(ackoii 1 rpaBHpoBKOli
Codifice/Kox Stampa su un Jato Mx: Stampa sull’altro Stampa su un lato Mx:
lato: Mx /Bepxuuil wramm: Mx: HuskH 1t Stampa sull’altro lato: Mx
wramn: Mx /Bepxnuil wramm: Mx:
HIKHEA wraMn; Mx
Colore/liger Bianco/Benmii Bianco/benmii

IDENTIFICAZIONITIOZTMHHOCTD
Reazione dell’ Alluminio/Amomunnit  Positive/Tlonosamensmit pesynbrat

Reazicne del magnesio/Maruuii Positive/TTonoxutensuuili pesynsar

TMMOKA3ATENU

Peso medio/Cpennss Macca 1164 — 1236 mr
Uniformite di massa’/Onroponrocts Conforme/Cooteercrayert (Esp. Mapm.)
| mo mMacce

Durezza/Tsepnocts (Kp)
Capacite di neutralizzazions degil

acidi/Kucnotonefitpanusyromas

6-15
22,5=1275

cnocobHocTk (MOKkB/Tabn.)
Contenuto di alluminio ossido 380420
{ idrato/AmomMuama okenn

THApAaTHpOBaHHR (MriTaba.)

Contenuto di magnesio idrossido 380 - 420

/Maruus rugpokeun (Mritabn.)

Positive/TlonomnrenbHeli
PE2yALTAT
Positive/TIonoxuTensHbrit
pesyaLTat

1189 Mr
Conforme/Cootsetctayer

1]
24,9

401.0
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Ceprudukar ananusa/ SANOFI %j“‘.

CepTudmkar coorsercrBus
Canodu C.n.A.

3aeon: Origgie

Crpapna Crarane 17, km 22
67019 Ckonnuro (AQ)
Hranus

Ten. +39 0862 717021 / 7151
@axc +39 0862 716065

SCO 80012543

MAAJIOKC 400 mr, 2x10 cpr PY

JlexapeTpennas gopma: TABJIETKH; ynakoska Hepac)acoBaHHOrO npoxyKra:
Kontyphas sueiixoeas ynaxoska AIFOMMHHMI/MIBX

Kox GMID 00436512

Lotto/Cepus C794

Prod./Hara 18-ATIP-2019 Cpok roaHocTy: MAP-2024
NPOH3BOJICTBA:

Hocbe npenapara: CMC-OR-2008-20860

HopmaTtusHmiii HopmatueHelii tokyment Ne P N014986/01-070410

HOKYMEHT: -

SAGGVINIOKA3ZATEJU LIMITI/HOPMA RISULTATIPE3YILTAT
MICROBIOLOGICO/MHKPOBHOJIOTMUECKAS YHCTOTA

O61mee yncno a3po6HbIX <=10° <10

MHkpoopranumMos (TAMC; KOE/T)

O6iiiee YHCRO APOAIKEBBIX U <= 10? <10

mnecHeBbIX rpubos (TYMC, KOE/r)

Escherichia coli Assente/g — OtcyTcTByeT/T Assente/g — OreyTeTBYET/T

CONTROLLO MATERIALE CONFEZIONAMETO /KOHTPOJIb

YNAKOBOYHOI'O MATEPHAJTIA

CONTROLLO MATERIALE Conforme/CoorgercTayer Conforme/CooteercTBYeT
CONFEZIONAMETO /KOHTPOJIb

YIIAKOBOYHOI'O MATEPUAJNIA

PesynbTaTh! ananusa Ha MukpoGHOROTHRECKYIO HHCTOTY COOTBETCTBYIOT HOPMaM PErHCTPALHOHHOTO JOCKE 0
BHYTPEHHHX MeToaMK. [laHHas cepha npenapata 6bina H3rOTOBNEHE, BKIIOYAs YNAaKOBKY ¥ KOHTpOJb KayecTea, B
NIOJIHOM COOTBETCTBHH € ACHCTBYIOMINMH TpeboBaHIaMK npasun Hannexaiueif npousBoacTBeHHON NpakTHKH
(GMP), yCTAHOBNEHHBIMHE MECTHEIMH PETYJIATOPHEIMHK OpTaHaMH, a TAKKe B COOTBETCTBHH CO cneundHKkalniMHy,
NpENyCMOTREHHEIMY PETHCTPALMOHHBIM Y0CTOBEPEHHEM CTPaHBI-BMITOpTepa. OTYEThI 1O M3FOTOBNEHHIO,
YNaKOBKE H aHANH3y CEPHii GBI NPOBEPEHB! H NPH3HAHE! COOTBETCTBYIOLLIMH TpeSoraHusM. OTKIOREHHA IO
Ka4ecTBY, €CITH TAKOBLIE HMEIOTCS, GbIIN NOJHOCTLIO PacciefOBaHE! M onobpensl. Hacroanum s nonteepsxaaro,
TO NPEACTABNEHHAA BHIILE HH(OPMALNA ABNAETEA DOLIHERON H TOTHORM.
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Cepruduxkar anaausa/ S AN o Fl QE

CepTudukar cooTBeTCTBHS
Canogu C.n.A.

3arog: Origgie

Crpana Crarane 17, km 22
67019 Cxonmuro (AQ)
Hrama

Ten. +39 0862 717021 / 7151
Daxc +39 0862 716065

SCO 80012543
MAAJIOKC 400 wmr, 2x10 cpr PY

Jexapcreennas dopma: TABJIETKH; ynaxoeka HepachacOBaHHOTO NPORYKTA:

Kontypnas suelikobas ynakoska ATIOMHAHMIA/TIBX

Koa GMID 00436512

Lotto/Cepus C794

Prod./Jlata 18-AITP-2019 Cpok ropsocTs: MAP-2024
NpoH3BOICTEA:

Hocbe npenapara: CMC-OR-2008-20860

HopmatuBHbii Hopmaruenniii noxyment Ne P N014986/01-070410

JOKYMEHT:

3akmouenne YTOJHOMOYEHIOTO AlKIA

Decision/3akniouenne: Approvato/YTaepanena
Date/nata: 07-06-2019 15:18

Decisins GA/OTBercTBEeRHbII Ilefic OmMbperTa (Pace Ombretta)
32 ofecneveHie KayecTBa:

CepTHukar aHann3a HMEET SNEKTPOHHYIO NOANNCH, TIONYYEHHYIO NIPH NOMOLLM BATHAMPOBAHHOM
Na6bopaTopHOit KHPOPMANMOHHO CHCTEMBI.

Mleuars/: Canodu C.n.A. * YrionnoMouenHoe uilo * {{Aneccannpa Maypuumo (Dr. Alessandra
Maurizio))
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Certificate of Analysis and

Conformance S A N o F I ﬁ

Staitllimente: ngiprmg

EED TSR T S

Brraca Ststale 1%, Lm 20

Tl B3 BEEY TLNO2 TSy
Faxy 34 g842 FLadod

800 80012543
tazlox 400mg,2xldnpr RU
Dosage form:TRLTS:PackBulk:BlisterALDEVC

GMID code: 03436512
Lotta/Batch: C784
Frod. /Mfg: 1B-APR-2019 Gcad, /Exp, : MER-2024

Lrussiz2zr reference:  CMO-OR-ZQ05-2006G
Hormacive Document: Norsative Document No, P HO14986/01- 670410

o e e =2
SAGGI/TESTS LEVITE/SPECIFICATIONS RISULTAT/RESULTES
CARRTTERT 5TICHE /CHARACTERI BTICS
nspettn / Rppearance Compresse smunsate, platte,rotonde incise/ L

snussate, piatte, sotonde
Bevelled, flat, round bablets fengraved]) incise / Revellad, fiat, round

Laklets lengraved;

Codifica ¢ Cide Stampa su un lato Mx: Stampa sull'altro Stamma 59 oun l5to Ha; Stampa
lato: Mx / Upper ALasn: Mrp Lower sull'altre lave: H: / Upper
starms My stamp: Hx; Lower stamp: Me

ielore / Celor Biasce / White Blancu / White

IPEHTIFICAZIONI S TLBHYIFICATION

Reaziona dell'ailuminie /7 Heactlon of Conforae / Compliss Conforme / Conplies

Al niwy

Peaticne del magpnesle / Bspotion of Conforme / Conplies Conforrs / Complies

magnesium

TESTS

Peen wedio / Average mass TLE4 - 1236 mg 1188 ng

Uniformitd di massa / Unifurmity of mass Conforns / Complies (PH.Bur.) Cotforme / Conplies

Durensa / Hardoesa (Xp} {Fh.Eurp,) 6 - 15 i1

Capscitd di neutralizzazlorc degli acidi 22,5 - 27.5 24.9

fHrutralizing capaeity (mEg/cpei

Cantenito di slluminic osside idratc (mg/ cpr) 380 - 420 401,90

Content of aluminum pxide hydrate

{mg/tbl}

Cosntenute di magnesic ddrossido {mgfepe: 380 - 420 612.7

Contzrt of magnusive hydroxide [mg/frbl)
HICRURIQLOGICO/MICRGITOLOGICAL QUALITY

TAMC {CFU/g] 41073 < 1

TYHC (CFU/gS <=10%2 < ig

Escherichias coli hssente/g - Absent/g hazente/g - Rbaent/g
CONTROLLO MATERIALE CONFEZICHMAMENTO/PACKRCING MATERIAL CONTHOL

Conteolle confecionamenio/ Packaging Conforme / Complienm Conforme / Compliiey

material control
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Certificate of Analysis and

Conformance SA N O F l gﬁ

Stabllimento: StcorriTo

Kanoti S.p.A.

Strada Statale 37, km 22
67013 Scoppito {AQ)
Italy

Tel: +39 0BG 717021 ¢/ 7151
Fax: 119 OBE2 714005

S5C0 BOO12543
Maalox 400mg,2x10cpr RO

Dusage fo:m:TBLTS:PackBulk:BliscerALUEVE

GMID code: DO436b12
Lotto/Batch: CTh4
IPrad. /mig: 18-APR~2019 Stad, /Exp. : MAE-2024

Possier reference: CMC~OR-2008-20B60
| formative Document: Normative Document No. P NO14986/01-070410

™
This batch of praoduct has heen manufactured, lncluding packaging and Cuality Control, £n fuld compiiance with the
current CHP requirements of the local Regulatory Authority

and with the specifications isid down in the Harketing Ruthorization of Ehe imperting coontry.

The batch processing, Fackaging and analysis records have been teviewed and found ta be in campliance.

Quality deviations, if any, have been fuliy invesrigated and authorized.

The potential impact of the deviation on quality, safety or efficacy of the batchies} concerned is negilgible.
Pericdic tests comply te specificarion requiremants based on testing plan and rould be provided upen HA request,
I hereby certify that the above informaticn are authentic and accorats.

Sancfi S.p.A.

ualibted Person

Decision/Decizicna: Approvato / Approved

vcaroeen 8¢ o6 12019 - { proudi Yoy gMogols

Responaible QA/Dacisione QR: wa am {Dr. Alessandra Maurizlo)
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