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JEKJAPAIINA O COOTBETCTBUU

JEKJIAPAHT, MIPHHUMAIOIUH AEKJIAPALIMIO O COOTBETCTBHH
AO "Canogu Poccus”

Ceedenusn o pezucmpayuu opearusayuu. Mexcpationnan uncnexyus Pedepanvroli Hano208ou cayxcdor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenuna OI'PH 19.08.2002.

Aopec: 125009, 2. Mocksa, yn. Teepckas, 0. 22. Tenegpon/haxc: 8 (495) 721-14-00/721-14-11
B nuye: Ienepanvruiii oupexmop Mownse O.A.

Hoeepennoe nuyo: Cmenanos C.C., dosepernocmb 6/n om 01.12.2017

3AABJISIET, UTO

nexapemeennoe cpedcmeo: Maanoxe, mabnemxu sceeamenvivie 10 wm., ynaxosxu aueixosvie KovmypHoie (2),
nauku kapmownsie, PY Ne IT N014986/01 om 15.12.2008 (dama 3amenvt 16.03.2017) sordarno CAHO®H-
ABEHTHC ®OPAHC, cepun C792, napmus 35942 ynaxoeox, 200eit 0o 31.03.2024, npouséodcmea Canoghu
C.n.A., Hmanus, Sanofi S.p.A., S.8. 17 km 22-67019 Scoppito (AQ), Italy, ko0 OKII[2 21.20.10.112, koo TH
BT 3004900002, konmpaxm Ne 348/40056192/HU-2 om 20.10.2010, uneotic Ne 9053086382 om 27.06.2019

COOTBETCTBYET TPEFOBAHHAM
IT N014986/01-070410 uzm. Ne 1-7

JEKJIAPAITMSA ITPHHATA HA OCHOBAHHH
npomoxon uchuimaruii Ne 19890 om 03.07.2019 HJT 000 HI] "dAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC ITOM0O8.C43414 om 04.07.2019

JATA IIPUHSITHS JEKJIAPALIVM 04.07.2019
APA NENCTBUTEJILHA A0 31.03,2024
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v CBEJAEHMS O PETHUCTPALIUM

OPTAH IO CEPTH®HUKAIMH, 3APETUCTPUPOBABIIHIE NEKJTAPAITHIO

RA.RU. 11 ©M08 OPIAH 10 CEPTHOHKALIMH ITPONYKLHH OFLECTBO C OTPAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJL KAYECTBA",

adpec opzanusayuu: 115280, e. Mockea, yr. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, z0pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, aeb-
catim: oyxx.pg.

JIEKJAPAIIMA O COOTBETCTBUM 3APETHCTPHPOBAHA M POCC RU J-IT. DPM08.4.29112/19
JATA PEFHCTPALIUH 04.07.2019

MTT,
~ | Junenxo H.B.
opeuH no noniach Pykosomurens OC
cepInmUguRARIY




Ceprudurar ananuza/
Cepruduxar coorsercTBHS
Canodu C.mLA.
Crpana Crarane 17, km 22

67019 Cxonnuro (AQ)
Hranug

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

SANOF] 7

3ason: Origgie

SCO 80012543
MAAJIOKC 400 mr, 2x10 cpr PY

Jlexapcreennas gopwma: TABJIETKH; ynakoska repacdacoBaHHOTo NIPOAYKTA:
KonTypnas auejikoas ynaxoeka ATIOMHHMIVIIBX

Kon GMID 00436512

Lotto/Cepus C792

Prod./HNata 16-ATIP-2019 Cpok rogHoctu: MAP-2024
NpOH3BOJCTBA:

Hocbe npenapara: CMC-OR-2008-20860

HopmaTtusnuiii HopmatueHbiit mokymenT Ne P NOI 4986/01-070410

JOKYMEHT:

SAGGIATOKAZATERH LIMITVHOPMA RISULTATI/PE3VJbLTAT
CARATTERISTICHE/XAPAKTEPUCTUKH

Aspetro/Onucanne Compresse smussate, piatte, Compresse smussate, piaite,

rotondte/Tlnockonunurapmueckoii
(opMb1, kpyrible TaGretkn ¢ dackoit u

TpaslipoBKoii

Codifice/Kog Stampa su un lato Mx: Stampa sull’altro
lato: Mx /Bepxuuit wiramn: Mx: uumisit
wramn; Mx

Colore/Llger Bianco/Benwii

IDENTIFICAZIONUTIOIJIHHHOCTh
Reazione dell’ Alluminio/Amomunnit = Positive/Tlonosxurens i pe3synsTar

Reazione del magnesio/Marnuii Positive/Tlonoxntensusii peaynsrar
TTOKA3ATEJIM

Peso medio/Cpennas Macca 1164 — 1236 Mr

Uniformite di massa/Oanopoanocts Conforme/Coorsetcrayer (Esp. Mapm.)
no Macce

Durezza/Teepnocts (Kp) 6-15

Capacite di neutralizzazions degil 225-275
acidi/Kucnotoneiitpanusyromas

cnocobHocTs (M3KB/Tabn.)

Contenuto di alluminio ossido 380—-420
idrato/AmoMusna oxcun

TUApATHPORAKRHLIH (MI/Tabi.)

Contenuto di magnesio idrossido 380 — 420
/Maruus ruapoxkeun (Mr/1a6a.)

rotondte/
[nockounnuuapuyeckoii
GopMbl, kpyribie TabneTkH ¢
thackofl H rpasupoBKoii
Stampa su un Jato Mx:
Stampa sull’altro lato; Mx
/Bepxruit wramn; Mx:
HuxuRi wramn: Mx
Bianco/Beniii

Positive/TlonoxurenyHeii
pe3yaLTaT
Positive/TlonoxurensHpit
PE3YALTAT

1195 mr
Conforme/CooteeTcTBYET

23,8

3913
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Ceprudurar anannuza/ SANOFI] 'ﬂf’eﬁ

Cepruduxar coorBeTcrBHg
Canodu C.nA.

3asoa: Origgie

Crpana Crarane 17, km 22
67019 Cxonnuto (AQ)
Hranusg

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

SCO 80012543

MAAJIOKC 400 mr, 2x10 cpr PY

Jlexapcreennas dopma: TABJIETKH; ynakoBka HepacjacosaHHOTO NPOgyKTa:
KonTypnas suefikopas ynakosxa AJIOMMHMILTIBX

Kon GMID 00436512

Lotto/Cepus C792

Prod./ara 16-Al1P-2019 Cpox rogHocTh: MAP-2024
IPOHM2ROACTBA:

Hocbe npenapara: CMC-OR-2008-20860

HopmatHehbrii Hopmaruenbtit nokyment No P N014986/01-070410

JOKYMEHT:

SAGGI/TIOKA3ZATENH LIMITI/HOPMA RISULTATI/PE3YJBTAT
MICROBIOLOGICO/MHUKPOBHOJIOTHYECKAA YHCTOTA

O6iee 4HCRO a3pOBHBIX <= 10° <10

Mukpoopraummos (TAMC; KOE/T)

OGilee YHCO APONOKEBBIX U <= 10 <10

mnecHeBbix rpibos (TYMC, KOE/T)

Escherichia coli Assente/g — OrcyTcTByer/r Assente/g — OTcyTeTBYET/I

CONTROLLO MATERIALE CONFEZIONAMETO /KOHTPOJIb

YTTAKOBOYHOI'O MATEPHAITIA

CONTROLLO MATERIALE Conforme/Cooreetcayer Conforme/CooTretcTBYET
CONFEZIONAMETO /KOHTPOJIb

YIIAKOBOYHOT'O MATEPHAJIA

PesynyTaTel aHanusa Ha MHKPOOHONOTHYECKYIO HHCTOTY COOTBETCTBYIOT HOpMaM PErHCTPALHOHHOTD AOCKE M
BHYTPEHHMX MeTOAHK. JlaHHAS cepua npenapata 6buia HITOTOBNEHa, BKIIOYAS YOakQBKY W KOHTPOJIb KAuecTRa, B
TIONHOM COOTBETCTBHH C AeficTBYOUHMH TpeGoBaHnaMY npaewn Hagnexameit TIPOM3BOACTBEHHOIH NIPaKTHKH
(GMP), ycTaHOBNEHHBIMH MECTHLIMH PETYNATOPHBIMHU OPranaMy, & Tak:ke B COOTBETCTBHHY CO CTIELH(HKALHAMY,
TpeayCMOTPEHHBIMH PEFHCTPALIHOHHBIM YROCTOBEPERHEM CTpaHbl-HMNIOpTEpa. OTYETH 0 M3TOTOBACHUIO,
YMAKOBXe H aHARW3Y Cepiii Gb1nH NPOBEPEHLI H NPH3HAHKI COOTBETCTBYIOLIHMN TpebopanHaM. OTKNOHEHIA 110
Ka4ecTBY, €CI1 TAKOBBIE HMEIOTCA, GBUIH NOAROCTBIO PaccieN0BaRE U 0n100pensl. HactoaummmM 1 noaTeepxaato,
UTO NPEACTABJIEHHAA BHILE HH()OPMALIHA ABIAETCA NOLTHHHON ¥ TOTHOMN.

rap_coa_resultats v5




Ceprudukar ananuza/ SANO Fl m_%

Cepruduxar coorsercreus
Canodwm C.nA.

3asoa: Origgie

Crpana Crarane 17, xm 22
67019 Cxonnuro (AQ)
HUranus

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

SCO 80012543

MAAJIOKC 400 mr, 2x10 cpr PY

Jlexapcreennas dopma: TABJIETKU; ynakoska HepacdacoBaHHOrO NpoaykTa:
Kontyphas sueiikoras ynaxoska AJIIOMUHUIA/TIBX

Koa GMID 00436512

Lotto/Cepus C792

Prod./Mlata 16-ATIP-2019 Cpox roaoctu: MAP-2024
NPOH3BOICTRA:

Jocbe npenapara: CMC-OR-2008-20860

HopmatueHbtii Hopmatuueiii nokyment Ne P N014986/01-070410

JOKYMEHT:

3akggcHHe YNOAHOMOMEHHOTIO AN

Decision/3axmogenne: Approvato/YTeepaena
Date/nara: 05-06-2019 08:21

Decisins GA/QOrBercTBenHbIii Ieiic OmGperra (Pace Ombretta)
3a obecneueHne KaueeTsAa:

CepTudiikaT aHANH3a UMEET HNEKTPOHHYIO NOAITHCH, NONYYCHHY'IO NP NOMOLLM BaNHAHPOBaHHOH
naboparopHoit MHPOPMAUHOHHOIT CHCTEMBI.

Meuars/: Canodu C.n.A. * YnonsoModeHHOE nuuo * ((Aneccannpa Maypwmumo (Dr. Alessandra
Maurizio))
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Certificate of Analysis and

Conformance S A N O F l _@

Stabilimento: SCOBPITD

saanfi 5.p.A.

Strada Staktala 17, ¥m 2
GVCLl3 Scoppire (A

Italy
Tel: +35 9B6L FL UD: 7 Tisl
Fax: 473 DACSE Fisonn
SCO_BO012543 i

Masjox 400mg, 2x10cpr RO
Dosage form:TBLTS; PackDulk:DlisterALUPVC

GMID code: 09436512
Lotto/Batch: cr9z
Prod, /Mig: 16-nPR~-2019 Scad, /Exp.: MAR-2024

Dossier refarerce: CMC~C:R- 200220860
| Hormative Document: Normative Document Ne. P NC14986/01-070410

=
=
SAGGY/TESTS LIMIT1/SPECIFICATIONS RISULTATI/RESULTS
CARRTTERESTICHE /CHRRACTERISTICS R e
Comrpresse
Rspette / Appearance Compresse smuscata,piatte,rotonde incise/

smuszate, piatte, rotonde
Bevelled, flat, round tablets {engraved) incise / Bevelled, fiacr, round

tablets (engraved)

Cogifica 7 Ccode Stamwpa BU un late Mx; Stampa sull'asltro Stamps su un late Hx; Stampa
lato: Bx / Upper stamp: Mx; Lower sullfaltro lato: t. / Upper
stamp: My stanp: Mx; Lower stamp: My

Colore / Colet Bianco / #hite Biznce / White

IDENTIFICAZICHI /IJENTIFICATICN

feazicre dell'kliluminie 7 Reaction of Conforne / Complias Conforme / Complies

Rluminium

Reazicne del magnesio / Reacticn cof Conforme / Coxplies Confcrme / Cumplies

magnesium

TE3STS

Peso medio / Average mass 1164 ~ 1236 wy 1155 mg

Uniformits df mesxs / Pniferm:ity of mass Confomse / Complius (Pi,Erz,) Conforme / Complies

Durezre& / Hardness (Kp! {Ph.Bur.} 6~ 15 g

Capacité di neutralizzazions degli scidi 22,3 - 27.5 23.B

/eutializing capacity (mEq/upr)

Contennto di alluminio caside idrate (mg/ cprl sy - 420 G134

Content of alum:num ozide hydrate

tmg/tbl)

Contenuto di magnesio ldrosside {mg/epr) 380 - 420 415.7

Content of magresium bydéroxide (mg/thl)
MICROBIOLCGICC/MICROSIOLOGICAL (UALITY

TAHC |CXUsg) <wlf"}d < 10

TYRD (EF7a) <=1 0*2 < 10

Escherichia coii Rszente/g -« Absent/y msssnte/g - hhsentlg
CONYROLLC MATERTRLE CONFEL1CHANENTO/FACKAGING MATERIAL CONTROL

Contrslio confaxionamenze/ Packaging Conforme / Complies Conforme / Complies

material central
e —

e e — e
e s = e R iy

Microbicingical Analysis is carried out as skip test. Test frequency is based on the registrabios dossier and site
internsl procedurs. ¥nﬂXUFL¢_h




Certificate of Analysis and

Conformance S A N O F | _ﬁ

Stabilimente: SCOPPITO

sancil S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQ}
icaly

Tel: +39 0862 717021 / 7151
Faz: +39 0662 714005

8C0 80012543
Maglox 400mg,2x10cpr RO

Dosage form:TBLTS; PackBulk:BlisterALUPYVC

1GMILD coda: 00436512
Lotto/Batch: Cci92
Prod. /Mfg: 16-APR-2019 Scad. /Exp, MAR-2024

Dossier reference: CMC-OR-2008-20880
[Normative Document: Normetive Document No. P NO14986/01-070410

This batech of product has been manufactured, including packaging and Quality Contreal, in full cempliance with the
current GMP requirements cf the local Regulatery Authority

and with the specifications laid down in the Marketing Authorization of the importing counicy,

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

Quality devistions, it any, have been fuliy investigated and suthorized.

The potential impact of the davistion on quality, safety or efficacy of the batch(es) concerned is negligible.
Periodic tests comply to specification reguirements based on testing plan and could be provided upon HA request.
I hereby certify that the zbove information sre authentic and accurate.

Sanofi S.p.A.

Decision/Decisiona; hpprevare / approved ulagiie
Date/Data: o3 [ Uél Zo( & Protetig }&&(@G ZQ-‘!S
Raspongible QA/Decisione QA: ﬁmfé’ﬁﬂﬁ {onC (Dr. Alessandra Maurizio)
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