AEKJIAPAITASA O COOTBETCTBUHA

AEKJIAPART, MIPHHAMA IOIIAN TEKJIAPAITAIO O COOTBETCTBHH:
AQ "Canoghu Pocciuz”

Coedenus o pezucmpayuu opearuzayuu: Mexcpaiionnan urcnexyun Pedeparsnoil Ha1020600i cryxncbor Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OIPH: 19.08.2002

Aopec: 125009, 2. Mockea, y. Teepekas, 0. 22. Teneghon/daxc: 8 (495) 721-14-00/ 721-14-11

B nuije: Ienepanonuili dupexmop Monye O.A.

Hocepennoe mujo: Kysueyosa H.FO Josepennocms: 6/ om 20.08.2019

3AABJISIET, UTO

Aexapcnieentoe cpedcnmieo: Maaroxc® mabnemxy scesanteavwuie 10 umn., daucmeps (2), nauxu
Kapuionie, pez.y. M IT NO14986/01 om 15.12.2008 (dama savenst PY 16.03.2017), esdaro
CAHO®H-ABEHTHC ®PAHC, cepun C851, napnus 25920 ynaxogox, zodex oo 31.07.2024,
npouizeodcmea Canoghu C.n.A/ Sanofi Sp.A., S.5. 17 Km 22, 67019 Scoppito (AQ), Italy, Hmas,

k00 OKIT2 21.20.10.112, xod TH B3 3004900002, xonmpaxm Ne 348/40056192/HU om 20.10.2010,
uneofic Ne9053088763 om 03.10.2019

COOTBETCTBYET TPEBOBAHHMSIM
11 N014986/01-070410 usas. Mo 1-7

AEKJAPAITAS IIPHHSATA HA OCHOBAHUH
npomoron ucnvunaruh Mo 997771 om 08.10.2019 HIT 000 “Lienmp xonmpors xavecmea Buoaaiigh”,

ammiecmam axxpedumanin RA.RU.21LKOI om 22.07.2015 2., cepmuduxam anarusa Canogu C.n.A. om
17.09.2019, Cepniugpuxam POCC IT.OMO5.C09863 om 08.10.2019

JATA IPHEATHS JEKJIAPAIIUA: 08.10.2019 2.
JEKNAPATIAS NEHCTBUTENLHA 110: 31.07.2024 2.
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CBEJEHMSA O PETUCTPAIIN

OPI'AH IO CEPTHOHKAILIHAH, 3APETHCTPHPOBABIIIIIA AEKJIAPAITHIO
Opzan no cepmugpuxanuy npodyxyuu
Obtuecniea ¢ ozpaniientoll 0MeenCIICeRHOCHTbI0 «OKPYHCHOI yyenmp cepmugpuxaiui»,

adpec: 620014, POCCHA, Ceepdaoecxan obaacne, Examepunbyvpe, Xoxpsaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman arxxpedumayiun Ne RA.RU.11OMOS
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Ceprudukar anaausza/
Cepruduxar coorBercTBHA
Canodn C.n.A.
Crpaga Cratane 17, km 22

67019 Cronmuro (AQ)
Hranua

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

SANOFI

3ason; Origgie

SCO 80012543
MAAJIOKC 400 mr, 2x10 cpr PY

Jlexapcreennan dpopma: TABJIETKH; ynakoBka Hepaccl)acgsaunoro
npoaykra: KontypHas suefikosas ynakoska AJJIOMHHUW/TIBX

Koa GMID 00436512
Lotto/Cepus C851
Prod./Jiata 21-Asr-2019 Cpok ronHocTH: Hion-2024
TIPOH3BOACTEA:
Hocee npenapara: CMC-OR-2008-20860
HopmaruaHbiit HopmatuBHbiii pokyment Ne P N0O14986/01-070410
JOKYMEHT:
SAGGITIOKA3ZATENU LIMITI/HOPMA RISULTATVPE3YJIBTAT
CARATTERISTICHE/XAPAKTEPUCTHKH
AspetrofOnmucaHne Compresse smussate, piatte, Compresse smussate, piatte,
rotondte/TInockouun tHApUYECKOH rotondte/
(opMe1, Kpyrabie TabNeTkH ¢ dackoit u IMnockouunuHIpHYecKoi
IpaBHPOBKO# (opMb1, Kpyrabie TaGIeTKH ¢
tackoii u rpaBHpOBKOM
Codifice/Kon Stampa su un lato Mx: Stampa sull’altro ~ Stampa su un lato Mx:
lato: Mx /Bepxnnii mtaMm: Mx: Hiokuuii ~ Stampa sull’altro lato: Mx
mrrammn: Mx fBepxuuit wramm: Mx:
HHXHU# witamm: Mx
Colore/llser Bianco/Bensrit Bianco/Benmiit
IDENTIFICAZIONITIOJTHHHOCTD
Reazione Positive/TlonoxurensHLIi pesynsTat Positive/TlonokurensHoiit

dell’ Alluminio/Amomunnit

Reazione del magnesio/Maruuii Positive/TlonoxHTenbHEIK pe3yabTat

TNMOKA3ATEJIH

Peso medio/Cpeauss Macca 1164 — 1236 Mr
Uniformite di massa/Oanopontocts ~ Conforme/Cootserctayet (Epp. apm.)
no Macce

6-15

22,5-275

Durezza/Teepaoccte (Kp)
Capacite di neutralizzazions degil
acidi/KucnoroHelitpannsyomas
cnocobrocTh (MIKB/Tabm1.)
Contenuto di alluminio ossido 380-420
idrato/AmoMuHKA oKcHA

THAPaTHPOBAHHBIH (Mr/Tabm. )

Contenuto di magnesio idrossido 380 -420

Maruma ruapokcnn (Mr/tabn.)

pe3yasTar

Positive/TlonoxurennHeri
pesyneTaT

1196 mr
Conforme/CooTBeTcTBYCT

24,8

393.6

408.7
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Cepruduxar ananmza/ S ANO Fi 3

CepTudukaT cOOTBETCTBHA
Canou C.n.A.

3asoa: Origgie

Crpana Crarane 17, km 22
67019 Ckonmuto (AQ)
Hranua

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

SCO 80012543

MAAJIOKC 400 mr, 2x10 cpr PY

Jlekapcteennan dopma: TABJIETKH; ynaxoeka HepacdacoBaHHOTo
npoaykra: KoHTypHas sueiikosas ynakoska AJJOMUHHI/TIBX

Koz GMID 00436512

Lotto/Cepun C851

Prod./[lata 21-Apr-2019 Cpok roaHocTH: Hion-2024
NPOH3BOACTBA:

Hocee npenapara: CMC-OR-2008-20860

HopmatneHbiii Hopmarusnbiii aokymenr Ne P N014986/01-070410

JIOKYMEHT:

SAGGVHOKA3ATEJH LIMIT/HOPMA RISULTATI/PE3YJIBTAT
MICROBIOLOGICO/MUKPOBHOJIOTUYECKA S YMCTOTA

O6wwee YHCI0 a3pOBHBIX <= 10° 5

Mukpoopranusmos (TAMC; KOE/r)

Ob1ee YHCIO APOXIKEBLIX H <= 10? <10

mnecHeBbix rpuboe (TYMC,

KOE/r)

Escherichia coli Assente/g — OrcyTeTByer/r Assente/g — OTcyTeTByeT/I

CONTROLLO MATERIALE CONFEZIONAMETO /KOHTPOJIb

YIIAKOBOYHOI'O MATEPHAIJIA

CONTROLLO MATERIALE Conforme/CooTseTcTBYET Conforme/CooTtsercTByeT
CONFEZIONAMETO

/KOHTPOIJIb YITIAKOBOYHOI'O

MATEPHAJIA

PesynbTaThl aHANN3a Ha MHKPOGHONOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PETHCTPALIMOHHOTO AOCHE U
BHYTPEHHHX MeTonHK. JlatHas cepus npenapara 6bina H3rOTOBNEHA, BIIKOMAs YIAKOBKY H KOHTPOND KA4eCTBa, B
NOJIHOM COOTBETCTBHH ¢ AEHCTBYIOWMMY TpeGoBaHHAMH NpaBin Hapnexaieti NpoH3BOACTBEHHON NPAKTHKY
(GMP), ycTaHOB/IEHHBIMM MECTHBIMH PETYNATOPHEIMM OPraHaMH, a TAKXE B COOTBETCTBHH CO CTIEUM(HKALMAMH,
Tpe IyCMOTPEHHBLIMK PETHCTPALMOHHBIM YEOCTOBEPEHHEM CTPaHBI-MMNOpTepa. OTYETH MO H3TOTOBAEHHIO,
YTIAKOBKE M aHaIH3y cepHii GBUIM NPOBEPEHL! ¥ MPH3HAHBI COOTBETCTBYIOLUMMH TpeGoBaHHAM, OTKIOHEHHA N0
Ka4ecTBY, €CJTH TAKOBBIE HMEIOTCS, GBI MOAHOCTHIO paccienoBaHel H ofobpenst. HacToAlwmM s moATBepkaalo,
YT0 NpeACTaBICHHAA BEILE HHOPMalA TBAAETCA NOAIMHEON U TOYHOI.
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Cepruduxar anaausa/ SAN OF] 6

CepTHdHKAT COOTBETCTBHSA
Canodu C.n.A.

3aeon;: Origgie

Crpana Cratane 17, km 22
67019 Cxonnuro (AQ)
Hranus

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

SCO 80012543

MAAJIOKC 400 mr, 2x10 cpr PY

Jlexapcteennas opma: TABJIETKH; ynakobka HepacdacoBaHHOTo
npoaykra: KoHTypHas suefikoBan ynakoska AJTTIOMUHUM/TIBX

Kon GMID 00436512

Lotto/Cepus C851

Prod./llata 21-Arr-2019 Cpok rogHocTy: Hion-2024
NPOH3BOACTBRA:

Jocbe npenapara: CMC-OR-2008-20860

HopmatusHsiii Hopmarueasiii nokyment Ne P N014986/01-070410

JOKYMEHT:

3axmiouenue YINOJHOMOYEHHOI'O JIRIIA

Decision/3aknouenne; Approvato/YTBepxkaena
Date/nara: 17-Cen-2019 16:12:57.00

Decisins GA/OTBeTcTBEHABLITI Ieiic OMOpetra (Pace Ombreita)
3a oDecmeuenue KavecTea:

Ceprudrkar ananusa MMeeT 1eKTPOHHYIO NOANHCH, NOTYHEHHYIO NpH NOMOLLUH BaNHAHPOBAHHOM
nabopaTopHoH HHGOPMALHOHHO# CHCTEMEI,

Meyars/: Canodu C.n.A. * YnonHoMoueHHOE NHL0 * ((Aneccanaopa Maypuuuo (Dr. Alessandra
Maurizio))
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Certificate of Analysis /

Certificate of Compliance SANOFI- B

Tige LLOPPITO

ranofi S.p.&.

Srrada Statale 17, .m 22
67019 scopplic (AR
~taly

Tel: +39 0863 TLE2L / NIBY
Fax: +3% GHAD 711005

BCO 80012343
Maalox 400mg,2%10cpr RU
Dosace form:TBLTS;PackBuli;BllisterRiOPVG
GHIR coda: 00435512

Latto/Bateh: [8-1-3 1
Prod. /Mfg.: 21-AUG~r018

Dossisr Reference: CHE-~UN-20CH-20860
Rormative Docwnent: Rormaiive Document No. P KOL4386/D01-D70410

Scad. /EXp. JHL«2024

SAGGI/TESTS ~ LIMITI/SPECIFICATIONS RISULTATI/RESULIS

CARATTERISTICEE/CHARACYERISTICE
RApALLD / Applarance

Compresse smusaate, platte, inclsa, Comprosse smyssate, platte,
rotonde /Bevelled, flat, round tablats incise, rotonde J Bevolled,
lengraved) tlat, cound tablets {engraved)
Scampa su un lato Hxs Stamps gull'altre Stampa 10 un lato Mi; Stamga
lato: Nx / Uppar stamp: Wx; Lower sulltaltre laco: Mz / Upper

Codifies /7 Cede

Colore / Color

IOENTIFICAZICHT /SDENTIFLCATION
Reazione cell'Alluminio / Reaction of
Aluminiwn

Reazione del magnesio / Reaction of
magnesium

TESTS

Pasg madio / Avarage mass

Uniforpitd di masas / Uriform.ty of masa
{Bh.Eur.)

Durgzza / Hasdness {Kp: (Ph.Eux.)
Capacita di reutrslizzazione degli acidi
/Neutralizing capacity imEg/tbl}
Contenuto di alleminio wystde idrate /
Content of alynipum w:ide hydrace
Img/thl}

Contenute di magnesio idrosxido /
Content of magnusium hyirexide ivg/tbhl)
MICROBIOLOGITO/MICRUBIGLOGITAL QUALITY
TANC (CFW/q}

TIMD (CEU/g:

Eschexichia col-

Contreile ¢enfeaionamente/ Pasiaging
material contrel

= e e
— r-sreen

internal precedure.

atamp; Hx
Blanco / White

Conforms / Complies

Conforme / Complies

3164 - 1236 ng

Conforwa / Compliea

6 - 15
22.5 - 27.5%

3ap - 420

3ao - 420

<=10"3
<ulf 2
Assencs/g - Absunt/g

CORTRALLO MATERIALE CONFRZIDMANENTO/FACKAGING MATERIAL CONTROL

Conforme / Complies

stamp: Mx; Lower Stamp: My
Blanco / ¥hite

Contormme / Complies
Contorme / Complies

119¢ m¢
Contorag / Complies

403,
5
<10

Aasente/g - Absent/sy

Conforme / Complies

I R R I A R IR RIS ='ald
o -#——-——————-——-—-——-——-mm-—-—-——
Microbislogical Analysis is zZayried out as skip test. Tost frequenty i3 based oo the registration doasicr and site
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Certificate of Analysis / o
Certificate of Compliance SA N O F |

Site SCOPRITO

nanzfl S.p.A,

Strads Statale 17, bm 22
G10:9 Scoppitd (AD)
Italy

Tel: +39 Q3E2 137021 7 151
Fait: 439 0862 T1300%

8Co BOU12543
Healox 200mg,2X10cpr RU
Dosage form:TBLTS;PeckBulk:BlisterALUPVC

GHID code: 00436512
Lottu/Batch: c8s51
Prod./tifg. : 21-AbG-2019 Scad./Exp.: JOL=-2024

Doasaier Reference: CHC~OR~2008-20860
Normative DocumenL: Normatlve Deocument No, P NOL4986/01-07C410
L

=
This batch of product has becn manufactured, including packaging and Quality Contrel, in full cempilance with the
current GNP rcquircments of the lacal Regulatory Muthority

and vith the apecifications laid down in the Marketing Authorization e¢f the imporiing countcy.

The batch processing, packaging and analysis records have been reviewsd and found to be in cexpliance.

Qualicy deviations, it any, have been fully lnvestigared and authorized.

The pctentisl impact of the deviation on quality, safety or effizscy of the batch{es} concerned is negligible.
Pariodic tests coxply to specification requirements based on testing plab and could be provided upon HA request.
I hereby carxify that the abova informacion are authentic and accurare.

Decisione QASQR Decision:

Decigion Approvato / Approved
Decision data 17-5Ep-201% 16:12:57.00
8igned by a qualified person Pace Cmbretta

(Dr. Alessandra Mauriziu)/ 6 3 3

This Cortificato of Analysis has been alectronally signed from s validated LINMS,
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