Cepruduxar anaausa/
Ceprudukart cooTBETCTBHS
Canodu C.L.A.

SANOFI vp

3aBoj: Scoppito

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

Ten. +39 0862 717021 / 7151

daxc +39 0862 714005

SCO 436512

MAAJIOKC 400 mr, 2x10 cpr Poccust

JlexapctBennas ¢popma: TABJIETKU; bank: Bincrep AJIIOMUHUN/TIBX
Kox GMID 436512
Cepust 1U014
Hara mpousBozactea:  14-AI1P-2021 CpoOK roJIHOCTH: MAP-2026
Hocobe npemnapara: 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 1204 mr
OnHOPOIHOCTH 1O Macce CootserctByer (EBp. ®apm.) CooTBeTcTBYET
Teepmocts (Kp) 6-15 11,4
Kucnorone#rpanusyromias 225-275 26,3
cnocobHocTh (MOKB/Tab.)
Coneprxanue AJIOMUHUS OKCUAA 380 - 420 411,4
THApaTUPOBAHHBIN (Mr/TabiI.)
Maruus ruapokcu (Mr/tadi.) 380 - 420 4121
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
N ’r‘r’::%g;

PesynbpTaThl aHaNMN3a HA MEKPOOHOJIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PErUCTpaliOHHOTEHoChe 1
BHYTPEHHHX METOJHK.
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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 mr, 2x10 cpr Poccust

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

Cepust 1U014

Hara mpousBozactea:  14-AI1P-2021 CpoOK roJIHOCTH: MAP-2026
Jocke npenapara: CMC-OR-2008-20860

HopmartusHsrit TT N014986/01-070410

JIOKYMEHT:

INOKA3ATEJIN HOPMA PE3YJIBTAT

JlanHas cepust npenapara Obula M3rOTOBJIEHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb KaU4€CTBa, B IIOJIHOM COOTBETCTBHU
¢ neicTByrommMu TpeboBanusiMu rpaBui Hajuiexxaieit npousBoacTBenHO# npaktiku (GMP), ycraHOBIEHHBIMU
MECTHBIMH PEryJIITOPHBIMH OPTaHAMU, a TAK)KE B COOTBETCTBUH CO CIIELM(DUKALMAMHE, TPy CMOTPEHHBIMHU
PETUCTPAIIIOHHBIM YAOCTOBEPEHHEM CTpaHbI-UMIIOpTepa. OTYETH! IO U3TOTOBJICHUIO, YIIAKOBKE U aHATIHU3Y
cepuii ObLTH MPOBEPEHB! ¥ PU3HAHBI COOTBETCTBYIOIINMH TpeOoBaHUIM. OTKIOHEHHS 110 Ka4eCTBY, €CIN
TaKOBbIE MIMEIOTCS, OBLIN TOJHOCTBIO PacCIeOBaHbI M 0400peHsl. HacTosmM s moaTBEpsKAato, 4To
MIPEACTABICHHASI BIIIE MH()OPMALHSI SIBIIETCS NOAIMHHON M TOYHOH.

3akiIl04eHHe YIOJHOMOYEHHOr 0 JIUIA

3akiaoueHue: OnobpeHno
Nara: 21-MA-2021 13:33:16.00
OTBeTCTBEHHBII 32 Dr. Maria Castiglione (YmonroMoueHHOE JTHIIO)

odecmeuyeHne KayecTBa:

CepTudukaT aHaIM3a UMEET SICKTPOHHYIO MOJITUCH, TTOTYUYSHHYIO ITPH MOMOIIH BaJIHIAPOBAHHON
nmabopaTopHOI HHPOPMAITMOHHOW CHCTEMBI
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JOINOJIHEHUE K CEPTUD®UKATY

AHAJIN3A

HaumeHoBaHue MpoaykKTa Kox GMID Homep perncrpanmoHHOT0
Y/10CTOBEpEeHHS

Maanokc 400MI BJI 2x10 PY 436512 IT N014986/01

Homep cepun Jlata npou3BoacTBa I'onen no (JJaTa moBTOpHOTrO
TeCTHPOBAHUS)

1U014 14-ATIP-2021 MAP-2026

HaumenoBanne ADU Kox GMID Homep cepun (i)

AJIIOMUMHUA THAPOKCH L 493653 21U01386

Koxa IIpousBoaureiib Anpec NpOM3BOAUTEJISA:

MOCTABINMKA

152501 CPJI ®apma I'm6X Giulinistrasse 2, 67065
Ludwigshafen, I"'epmanus

HaumenoBanne ADU Kox GMID Homep cepun (it)

MATHUA TUAPOKCHU 493654 21001242

Kon IIpousBonurtenn Azpec Ipou3BOAUTESI:

MOCTABINMKA

152501 CPJI ®apma I'm6X Giulinistrasse 2, 67065
Ludwigshafen, ['epmanus
IIpousBoxacTBo: Marnesust
[Ipomakrc DcbulO Jlen Cu
IMepukias — Mobile Post Arava
8680600 Arava Israel

Sl moxaTBepKAao, YTO JAHHAS CepHs MPOTECTHPOBAHA IO BCEM MapaMeTpaM, NEepedyHCICHHBIM B
cerudukanuy  HopMmaTHBHON TOKYMEHTALlMM, 3aperHCTPUPOBAHHOW B HACTOSIIEEe BpeMs B
Poccuiickoit @enepannn.

Hacrosiium monTBep k1aeTcsi, YTO MapThsi COOTBETCTBYET TPEOOBAHUSAM pa3/ieioB « YTIAKOBKay U
«MapkupoBka» HopMaTuBHOH TOKyMEHTAIMH, 3apETUCTPUPOBAHHON B HACTOSIIEE BPEMsI B
Poccuiickoit @enepanun.

IToamnucano: /moanuce/ Jara: 21/05/2021
Donato D’ Aloisio — OGecnieueHus KkauecTBa
MIPOU3BOJICTBA
Canodwu C.p.JI. — Cromuro (D#iKn10)

IToamnucano: /moanuce/ Jara: 21/05/2021

Martina Pulzone — Otxen perucrpaiuu
Canodwu C.p.JI. — Cromuro (D#iKrs10)

OnobpeHo: /monmucsk/
Maria Castiglione — Qualified Person
Canodwu C.p.JI. — Cromuro (D#iKn10)
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APPENDIX TO CERTIFICATE OF ANALYSIS

Product name GMID code Marketing suthorization
- pnmber

 MAALOX 400MG Zx10cpr RU

| Estch numbe Date of menufacture k Expiry date {retest date
U4 14 -APR- 2021 MAR-2026
APT name o T GMID code Botchnomber (5}
ALUMINIUM OXIDE, HYDRATED 483553 B 21UG1388
Sum}ijer code | Manefacturer Name I‘wﬁiﬁ‘ﬁ'ﬁgtwing site address:
RRXA SRL PHARMA GmbH GiulinistraBe 2, $7065 Ludwigshafen - Germany
APIname ) ] GMED code  Batchwumber (s}
MAGNESIUM HYDROXIDE 493554 2101242
Supplier code | Manufacturer Name | Mamufacturing site address:
5RL PHARMA GmbH Gulinietralle 2, 67065 Lodwigshafon - Germany
152501
Production: Magnesia Products SBU, Dead Sca
i Periclase - Mobile Post Arava 8680608 Arava
;;;;;;;;;;;;;; i largel

} bereby certify that this batch is tested for all guality tests indicated in the Normative Document specification currently
registered in the Russian Federation,

It is hereby certified that batch meets the requiraments of Sections Packaging and Labeling of the Normative Dooument
specification cumently registered m Bussian Federation,

Written by Date:

- Quality Assurance Production
Sanofl - S.p. AL - Scoppito {ALD

Written by: B S
Marting Pulzong - Regulatory Affairs
Sanofi - S.p.A. -~ Scoppite {(AQ)
Approved by: Bk M Peate:

one — Cuali
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