Ceprudukar anannsa/ SANOFI] @?

Ceprudukart cooTBETCTBHS
Canodu C.L.A.

3aBoj: Scoppito

Crpaga Cratane 17, km 22
67019 Crommuto (AQ)
Hranus

Ten. +39 0862 717021 / 7151

daxc +39 0862 714005

SCO 436512

MAAJIOKC 400 wmr, 2x10 cpr PY

JlexapctBennas ¢popma: TABJIETKU; bank: Bincrep AJIIOMUHUN/TIBX
Kox GMID 436512
Cepust 1U015
Hara mpousBozactea:  21-AITP-2021 CpoOK roJIHOCTH: MAP-2026
Jocke npenapara: CMC-OR-2008-20860
HopmartusHsrit TT N014986/01-070410
JOKYMEHT:
MMOKA3ATEJIN HOPMA PE3VJIBTAT
XAPAKTEPUCTUKHA
Omnucanne [Inockue, Kpyribie TabJIeTKHU, CO [Tnockue, Kpyribie

CKOIICHHBIMH KPassMH U FPaBUPOBKO# TabJIeTKHU, CO CKOLICHHBIMH
KpasiMd U TPaBUPOBKO
Kon Bepxunii nrrami: MX: HIOKHUH IITaMIT: Bepxuuit mrammn: MX:
Mx HIDKHUH mramm: MX

Ilser bensrit benwrit
IMNOVINHHOCTD
AnroMuHHN CoOTBETCTBYET CooTBeTcTBYET
Reazione del magnesio/Maruwuii CoOTBETCTBYET CooTBeTcTBYET
ITOKA3ATEJIN
Cpennsis Macca 1164 — 1236 mr 1200 mr
OnHOPOIHOCTH 1O Macce CootserctByer (EBp. ®apm.) CooTBeTcTBYET
Teepaocts (Kp) 6-15 12,8
Kucnorone#rpanusyromias 225-275 26,3
cnocobHocTh (MOKB/Tab.)
Coneprxanue AJIOMUHUS OKCUAA 380 - 420 407,8
THApaTUPOBAHHBIN (Mr/TabiI.)
Maruus ruapokcu (Mr/tadi.) 380 - 420 405,2
MUMKPOBUOJIOI'MYECKA S YUCTOTA
O61ee YncIo a9poOHBIX <=10° <10
mukpoopraaunzmos (TAMC; KOE/T)
OO61ee YnCIIO0 APOKIKEBBIX U <= 102
wiecHeBbIX TpruooB (TYMC,
KOE/r)
Escherichia coli OtcyTCcTBYET/T
KOHTPOJIb YITAKOBOYHOI'O MATEPUAJIA
KoOHTpoJTh yakoBOYHOTO CoO0TBETCTBYET
Marepuana

Pe3ynpraTel aHann3a Ha MUKPOOHOJIOTHIECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM pemCTpalmuku\{oro J0Che J/’ )
BHYTPEHHUX MeTOIWK. JlaHHas cepus mpemnapata Obljla M3TOTOBIICHA, BKITIOYAs YIIAKOBKY H KOﬂpr'nz;f;aqcﬁ L‘Be ‘y

a2

IIOJJHOM COOTBCTCTBHH C ,Z[CI/ICTByIOH.[I/IMI/I Tpe60BaHI/I}IMI/I IIpaBuI Hannexamei HpOH3BOHCTBCHHOH‘Fp&"mI/I
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Ceprudukar anannsa/ SANOFI] @?

Ceprudukart cooTBETCTBHS
Canodu C.L.A.

3aBoj: Scoppito

Crpaga Cratane 17, km 22
67019 Crommuto (AQ)
Hranus

Ten. +39 0862 717021 /7151
daxc +39 0862 714005

SCO 436512

MAAJIOKC 400 wmr, 2x10 cpr PY

Jlexapcraennas dopma: TABJIETKU; Bank: Brucrep AJTIOMUHUI/TIBX
Kox GMID 436512

Cepust 1U015

Hara mpousBozactea:  21-AITP-2021 CpoOK roJIHOCTH: MAP-2026
Jocke npenapara: CMC-OR-2008-20860

HopmartusHsrit TT N014986/01-070410

JIOKYMEHT:

INOKA3ATEJIN HOPMA PE3YJIBTAT

(GMP), YCTaHOBJICHHBIMU MECTHBIMU PETYJIATOPHBIMU OpraHaMu, a TAKXKE B COOTBETCTBUU CO CHeIlI/I(l)I/IKaIII/IﬂMI/I,
npeayCMOTPECHHBIMU PETUCTPALITUOHHBIM YIOCTOBCPCHUCM CTPaHbI-UMIIOPTEPA. OT4eTsl IO HU3IroTOBJICHUIO,
YIIaKOBKE U aHAJIU3Y cepm?i ObLIH MPOBEPCHLI U MPU3HAHBI COOTBCTCTBYIOIUMU Tpe60BaHI/I${M. OTKIIOHEHHS 10
Ka4Y€CTBY, €CJIM TaKOBBIC UMCIOTCH, OBLIN MTOJIHOCTHIO pacciief0BaHbl 1 OZIOGPCHLI. HaCTOSIHlI/IM s MOATBEPIKAALO,
4YTO OpCACTABJICHHASA BbIIIC I/IH(i)OpMaIII/IH SABJIACTCA HOHJ’II/IHHOﬁ M TOYHOM.

3akinoueHue YIHOJTHOMOYCHHOIO JIMIIA

3akiaoueHue: OnobpeHno
Nara: 24-MA1-2021 18:10:13.00
OTBeTCTBEHHBII 32 Dr. Alessandra Maurizio (YmomIHOMOYEHHOE JIHII0)

odecmeuyeHne KayecTBa:

CeprudukaT aHaIu3a UMEET JJIEKTPOHHYIO MOJIIHICh, MTOIyYSCHHYIO PH MOMOIIH BaTUJUPOBAHHON
nabopatopHol HHYOPMAIIMOHHOW CHCTEMBI
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APPENDIX TO CERTIFICATE OF ANALYSIS

- Product nmme TGMID ends Marksting authorization
S o ‘number
MAALOK TS TR R T Ry
Batch number ' I Date of manufacture | Expiry date {retest dale)
HIOIE 3T TARR. 363 MARZGG T
| API name - | GMID code | Butch mumber (3)
ALUMINIUM OXIDE, HYDRATED 433653 21081388
Suppﬁéﬁ“éé&é Manufacturey Name ﬂiéﬁui‘aﬁa&rmg sz a{ﬂ{imss* """

152561 SRL PHARMA GmbH Giulirdstrafie 2, 6706% Ludwigshafen - Germany

APIname - GRMID code Batch mumber (5)
CMAGNESILM HYDROXIDE 483654 28081242
Suppler code | Manufacturer Name | Manufacturing site address:
SREL PHARMA GuabH Grulinistralie 2, 07063 Ludwigshafeon — Germany
152501 g

- Production: Magnesia Produsts SBU, Dead Sea
Periclase - Mobile Post Arava 8680630 Arava
fsraet

{ hereby certify that this baich is tested for all guality lests indicated in the Normative Bocument specification currently
registered in the Russian Federation.
it is hereby certified that batch meets the requirements of Scctions Packaging and Labeiling of the Mormative Document

specification currently registered in Russian Federation

Written by: Pate:

Writien by: Phate:

Approved by Date:

; ; £ ad Person
Sanofi - ‘ipA - ,un;::mm ALH
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