Ceprudukar anannsa/ SANOFI] @%

Ceprudukart cooTBETCTBHS
Cano¢u C.p.1. (panee Canodu C.mm.A)

3aBox: Scoppito

Crpana Crarane 17, km 22

67019 Ckonnuro (AQ)
Uranus
Ten. +39 0862 717021 /7151
®Paxc +39 0862 714005
SCO 699100
Maanokc 400 mr, BE3 CAXAPA 1x10 cpr RU
Jlexapcrsennas popma: TABJIETKH; ynakoska Hepac(pacoBaHHOIO IpOAyKTa:
Konryphas siaeiikoBas ynakoska AJJIOMUHUW/TIBX/TIBJX
Kon GMID: 699100 | YcnoBusl XpaHEHUs: IPH TeMIieparype He Boime 25°C
YnakoBka: ITo 10 Tabaerok B 6umctep u3 [IBX/TIB/IX/ antomuHmreBoi (Hoibra.
[To 1 6nmcTepy BMECTe ¢ HHCTPYKIIHEH 0 IPUMEHEHHIO B KAPTOHHOW MTaukKe
Lotto/Cepus 13007 CpOK TOAHOCTH: 3 roma
Prod./laTa mpou3BoICTBA: 6-OKT-2021 T'onmen no: CEH-2024
Hocbe npenapara: QUA-SC-2013-14109
HopmatuBras noxymentanus: | HopmarusHas nokymenrarust Ne [T N014986/01-070410 m3menenus 1-9
IHOKA3ATEJIN HOPMBbI PE3YJIbTATHI
XAPAKTEPUCTUKU
Onmcanne C HE3HAYUTEIHLHOH MPaMOPHOCTBIO, C He3HAYUTEIBHOI MPaMOPHOCTBIO,
KPYIJIbIC, TUIOCKOIMIINHIPHYCCKON KPYTJIbIC, TUIOCKOIMIINHIPHYCCKON
(dopmbI ¢ packoit (dopmbI ¢ packoit
Kox “Maalox” Ha OJHOU CTOpOHE U “‘sans  “Maalox” Ha OJTHOW CTOpPOHE U
sucre” Ha APYroH, ¢ 3amaxoM JUMOHA  “‘sans sucre” Ha JpYyroi, ¢ 3amaxom
JUMOHA
et Ot 6€JI0ro 0 KEJITOBATOTO Ot 6eJI0ro 10 KEITOBATOTO
[NOJJIMHHOCTD
AnroMuHHN [TonoxuTenbHBIN pe3yabTaT IonoxuTenbHbIN pe3ynabTaT
Marnuit [TonoxkuTeNbHBIN pe3yabTaT IonoxuTenbHbIN pe3ynabTaT
OmHoponHocTth 1o Macce (Ep.d.) CoOTBETCTBYET COOTBETCTBYET
Tsepmocts (Kp) 70 — 182 120
Kucnoroneirpanu3syromas crnocoOHOCTh 22,5-27,5 26,1
(MDkB/Tabm.)
Coneprxanue AJIOMAHUS OKCHIA 190,0 — 210,0 208.,4
(mr/Tabin.) GBI
380,0 — 420,0 416,7 g
Copeprxanue AJTFOMHHUS OKCHIA
THApaTHPOBAaHHOTO (MT/Tab.)
Copneprxanue Marausi THIpOKCHIIA 380,0 —420,0 403,8
(mr/Tabm.)
MUKPOBUOJIOTNMYECKA S YNCTOTA
O6miee 9ncI0 a3pOOHBIX <=10° 15
mukpoopranmsmoB (TAMC; KOE/r)
O011ee YMCII0 IPOXKIKEBBIX U IITIECHEBBIX <= 102 <10
rpubos (TYMC, KOE/r)
Escherichia coli OtcyTcTBYeT/T OTtcyTCcTBYET/T
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SCO_699100

Maanokc 400 mr, BE3 CAXAPA 1x10 cpr RU

Jlexapcrsennas popma: TABJIETKH; ynakoska Hepac(pacoBaHHOIO IpOAyKTa:
Konryphas siaeiikoBas ynakoska AJJIOMUHUW/TIBX/TIBJX

Kon GMID: 699100 | YcnoBusl XpaHEHUs: IPH TeMIieparype He Boime 25°C
YnakoBka: ITo 10 Tabaerok B 6umctep u3 [IBX/TIB/IX/ antomuHmreBoi (Hoibra.

ITo 1 GumcTepy BMECTe ¢ MHCTPYKIMEH 1O MPUMEHEHHIO B KAPTOHHOW TTavKe
Lotto/Cepus 13007 CpOK TOAHOCTH: 3 roma
Prod./laTa mpou3BoICTBA: 6-OKT-2021 T'onmen no: CEH-2024
Jloche mpenapara: QUA-SC-2013-14109

Hopmarusnas noxkymenrarusi: | Hopmarushas gokymenTarus Ne IT N014986/01-070410 m3menenus 1-9

KOHTPOJIb YITAKOBOYHOI'O COOTBETCTBYET CoOTBETCTBYET
MATEPHAJIA

TectupoBanue 10 nokasateito « MUKpoOHOIOTHYECKast YACTOTA) POBOANTCS IIeproauuecku. [lepruoguaHocTs
ONpEeNENIeTCs] perUCTPALMOHHBIM 10Che U BHYTPEHHEN MpoLEeaypOoii IPOU3BOACTBEHHOM MO KU,

JlanHas cepust npenapara Obula M3TOTOBJIEHA, BKIIIOYAsk YIIAKOBKY M KOHTPOJIb KA4eCTBa, B [IOJTHOM COOTBETCTBHH C
JieicTByIoIMMH TpeboBaHusIMU npaBwil Hajmesxxaeit nponsBoacTBenHoi npaktuku (GMP), ycraHOBIEHHBIMU
MECTHBIMH PETyJISITOPHBIMHA OPTaHAMHU, a TAK)K€ B COOTBETCTBUH CO CIIEIM(DUKAIMAMHE, TIPELyCMOTPEHHBIMHU
PETHCTPAIMOHHBIM yIOCTOBEPEHHEM CTPaHbI-UMIIOpTepa. OTYETHI [0 U3TOTOBJICHHUIO, YIIAKOBKE U aHAIIM3Y CEpHil ObLIN
IIPOBEPEHBI ¥ PU3HAHBI COOTBETCTBYIOIINMHE TpeOoBaHMAM. OTKIOHEHH 1O Ka4ECTBY, €CIIM TAKOBBIE UMEIOTCSI, OBLIH
MIOJTHOCTBIO PACCIIEOBAHBI M 0100peHbI. Ilepronueckre TeCThl COOTBETCTBYIOT TPEOOBAaHHAM CIICIN(UKAINHI Ha
OCHOBaHMH IIJIaHA TECTUPOBAHUS U MOTYT OBITh MIPEAOCTABIICHBI 110 3aMPOCY PETYIATOPHBIX OPTaHOB.

Hacrosimum s noATBEp ka0, YTO MPeICTaBICHHAs BbIIE HH(POPMALHS SIBJISETCS ITOJUIMHHON U TOYHOM.

3akioueHue YIHOJTHOMOYCHHOI O JIMIIA

3akiao4eHue: VYTBEepkaeHa

Hara: 17-®EB-2022 17:20:15.00

OTBeTCcTBEHHBIH 32 0o0ecneueHue Joxrop Aneccanapa Maypwuiuo (Y TOJTHOMOYESHHOE JIUTIO)
KayecTna:

CepTudukaT aHagw3a IMEET dJIEKTPOHHYIO MOIUCH, TOTYYEHHYIO MPH TOMOIIHN BaJIUIUPOBAHHOM
nabopaTopHO HHPOPMAITMOHHOW CUCTEMEI.
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SANOFI uvp

JONOJIHEHUE K CEPTU®UKATY AHAJIU3A

HaumeHoBaHue MpoaykKTa Koax GMID Homep perncrpanuoHHOro
YAOCTOBEpPEHUs
Maanokc 400MI" 6e3 caxapa BJI, 1x10 PY | 699100 [T NO014986/01
Homep cepun JaTa npousBoacTsa T'oxen 10 (laTa MOBTOPHOTO
TeCTUPOBAHMS)
10007 06-OKT-2021 CEH-2024
HaumenoBanue AOU Kox GMID Homep cepun (ii)
AJIIOMUHUA TUAPOKCU 493653 21003531-21003819
Kon IIpoussoaureiib Anpec npou3BoaUTeII:
MOCTABIIMKA
152501 CPJI ®apma I'm6X Giulinistrasse 2, 67065
Ludwigshafen, ['epmanus
HaumenoBanue AOU Kox GMID Homep cepun (ii)
MAT'HUA TUAPOKCHUI 493654 21004219
Kon IIpousBoaurtenn Anpec Npou3BOAUTEIA:
NOCTABIMKA
152501 CPJI ®apma I'm6X Giulinistrasse 2, 67065 Ludwigshafen,
T'epmanus
IIpousBoactBo: Maruesus [Iponakre
OcbulO Jlen Cu [epukna3 — Mobile Post
Arava 8680600 Arava, M3pauis

MapxupoBka:

Ha Gmuctepe Ha PycCKOM s3bIKE YKa3aHO: TOPrOBOS HAMMEHOBAaHHWE Ipenapara ¢ MpeaylpeIuTeNIbHOU
MapKHpOBKOH ®, iekapcTBeHHAast popMa, JIOTOTHIT KOMITAHUY (JIATHHCKUM MIPU(TOM), HOMEp CEpHUH, TOJICH
J10. BO3M0OXHO HaHECeHUE TIPOU3BOJCTBEHHBIX KOJIOB.

Ha xapToHHOW mayke TaOJIETOK KeBaTEIbHBIX [0e3 caxapa) Ha PYCCKOM sI3bIKE YKAa3aHO: TOPrOBOC Ha3BaHHE
mpernapara ¢ npeaynpeauTeIbHO MapKUPOBKOH ®, IeKapcTBEHHYIO (POPMY, COCTAB C YKa3aHWEM Ha3BAHUS
1 COJIepKaHUsl aKTUBHBIX BEIIECTB B OJHON TaOJIETKE M MEPETHEM BCIIOMOTATENLHBIX BEIIECTB, KOJTMYECTBO
tabneTok B ynakoBke, KAHTALIIJTHOE CPEACTBO», «ITPY U3XKOT'E U BOJIAX B JXXEJIY AKE», «6e3
caxapay, «ns nmpuema BHYTpb.», «llepen mpuMeHeHHeM BHUMATEIBHO NPOUYNTAWTE MHCTPYKIHMIO.», «He
COIIEPXKHUT caxap.», «XpaHHUTh B HEJOCTYITHOM JJISl IETeH MECTE.», YCIOBUS XpPaHEHUS, yCIOBHUS OTITyCKa,
Ha3BaHHWE Biajenblla PY ¢ ykazaHueM CTpaHbl, Ha3BaHHE (UPMBI- TPOU3BOIMUTENS C YKAa3aHHEM CTPAHBI,
JIOTOTHUI KOMIIAHUY (JATUHCKUM MIpU(TOM), HOMEP CepPHH, ATy IMPOU3BOCTBA, FOJICH 10, INTpux-koa, QR-
KOJ, HOMEp pETUCTPAIMOHHOTO YJOCTOBEPCHHS. BO3MOXHO HaHECCHHE IPOM3BOJCTBEHHBIX KOJIOB.
JloTIOTHUTEIPHO MOXET OBITh HaHeceHa HH(OpMAIWs JUIS MOHHUTOPHHIA JBHKCHHUS JIEKaPCTBEHHBIX
MpEenapaToB OT MPOU3BOIUTENS IO KOHEYHOTO TIOTPEOUTEIS.

HacTosmum noareepxaaercs, 9TO HapTHI COOTBETCTBYET TPEOOBAHMAM Pa3leNIOB « YIIaKOBKa» U «MapKHPOBKay»
HopmatuBHOI 1OKyMEHTALMK, 3apErUCTPUPOBAaHHON B HacTosee BpeMst B Poccuiickoit denepannn.

IToamucano: /noanuce/ Jara: 19/04/2022
Donato D’ Aloisio — OGecnieuenuss KayecTna
MPOU3BOJICTBA
Canoogu C.p.JI. — Crxonmuro (D1Kb10)

ITonmucano: /IoAnCh/ Jara: 19/04/2022

Martina Pulzone — Otnen peructpanuu
Cano¢wu C.p.JI — Crormuto (DiiKpr0)

3l

AR EUHEE gy
R = Qe
-1

."’-

OnobpeHo: /monmuce/ Hara: 19/04/202
Alessandra Maurizio — Qualified Person
Cano¢u C.p.JI — Crormuto (DiKpr0)



Certificate of Analysis and

Conformance SANOFI Y

Stabilimento: SCOPPITO

Sanofi S.r.l. (formerly Sanofi S.p.A.)

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCO 699100
Maalox 400mg,SF 1X10cpr RU
Dosage form:TBLTS;Pack:BlisterALUPVCPVDC

GMID code: 699100 Storage Indication: At temperature not above 25 °C
Packaging: 10 tablets in a blister made of PVC/PVDC/Aluminium foil.
1, 2 or 4 blisters with package insert in a carton pack.
Lotto/Batch: 10007 Shelf Life: 3 years
Prod./Mfg.: 6-0CT-2021 Scad./Exp.: SEP-2024

Dossier Reference: QUA-SC-2013-14109

Normative Document: Normative Document No. P N014986/01-070410 variations 1- 9

. v
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance Compresse smussate,leggermente Compresse smussate, leggermente

marmorizzate, tonde,piatte/Slightly marmorizzate, tonde,piatte/Slight

marbled, round, flat-faced,beveled/tablets 1ly

marbled, round, flat-faced, beveled

,tablets
Codifica / Code "MAALOX" su un lato e "sans sucre" sul "MAALOX" su un lato e "sans
lato opposto,con aroma di sucre" sul lato opposto,con
limone/"MAALOX" on one side and "sans aroma di limone/"MAALOX" on one
sucre”" on the other side,with lemon side and "sans sucre" on the
flavor other side,with lemon flavor
Colore / Color Bianco-giallastra / White to yellowish Bianco-giallastra / White to
yellowish
TESTS
Reazione dell'Alluminio / Reaction of Positiva / Positive Positiva / Positive
aluminium
Reazione del magnesio / Reaction of Positiva / Positive Positiva / Positive
magnesium
Uniformita di dosaggio / Uniformity of Conforme / Complies Conforme / Complies
dosages unit (Mass Variation) (Ph.Eur.)
Durezza / Hardness (N) 70 - 182 120
Capacita di neutralizzazione degli acidi 22.5 - 27.5 26.1

/ Neutralizing capacity (mEqg/tbl)

Contenuto di alluminio ossido / Content 190.0 - 210.0 208.4
of aluminum oxide (mg/tbl)

Contenuto di alluminio ossido idrato / 380.0 - 420.0 416.7
Content of aluminum oxide hydrate

(mg/tbl)

Contenuto di magnesio idrossido / 380.0 - 420.0 403.8

Content of magnesium hydroxide (mg/tbl)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g) <=10"3 15

TYMC (CFU/g) <=10"2 <10
Escherichia coli Assente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL

rap_coa_resultats v5 Page 1 / 2



Certificate of Analysis and

Conformance SANOFI Y

Stabilimento: SCOPPITO
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Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCO 699100
Maalox 400mg,SF 1X10cpr RU
Dosage form:TBLTS;Pack:BlisterALUPVCPVDC

GMID code: 699100 Storage Indication: At temperature not above 25 °C
Packaging: 10 tablets in a blister made of PVC/PVDC/Aluminium foil.
1, 2 or 4 blisters with package insert in a carton pack.
Lotto/Batch: 10007 Shelf Life: 3 years
Prod./Mfg.: 6-0CT-2021 Scad./Exp.: SEP-2024

Dossier Reference: QUA-SC-2013-14109
Normative Document: Normative Document No. P N014986/01-070410 variations 1- 9

.

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

Controllo confezionamento/ Packaging Conforme / Complies Conforme / Complies

material control

=
Microbiological Analysis is carried out as skip test. Test frequency is based on the registration dossier and site
internal procedure.

This batch of product has been manufactured, including packaging and Quality Control, in full compliance with the
current GMP requirements of the local Regulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing country.

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

Quality deviations, if any, have been fully investigated and authorized.

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

Decision/Decisione: Approvato / Released
Date/Data: 17-FEB-2022 17:20:15.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified Person)

.

This Certificate of Analysis has been electronally signed from a validated LIMS.

Page 2 / 2
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SANOFI \2

APPENDIX TO CERTIFICATE OF ANALYSIS

Product name GMID code Marketing authorization
number
MAALOX 400MG SF 1x10cpr RU 699100 P N014986/01
Batch number Date of manufacture Expiry date (retest date)
1U007 06 -OCT- 2021 SEP-2024
API name GMID code Batch number (s)
ALUMINIUM OXIDE, HYDRATED 493653 21U03531-21U03819
Supplier code | Manufacturer Name Manufacturing site address:
152501 SRL PHARMA GmbH GiulinistraBe 2, 67065 Ludwigshafen - Germany
API name GMID code Batch number (s)
MAGNESIUM HYDROXIDE 493654 21004219
Supplier code | Manufacturer Name Manufacturing site address:
Giulinistrafle 2, 67065 Ludwigshafen — Germany
=l SRL PHARMA GmbH Production: Magnesia Products SBU, Dead Sea
Periclase - Mobile Post Arava 8680600 Arava
Israel
Labeling:

The blister label states in Russian language: trade name with warmning marking ®, dosage form, logotype of the
company (in Latin characters), batch number, expiry date. Existence of manufacturing codes is possible.

The blister label of chewable tablets [sugar-free] states in Russian language: the trade name with warning
marking ®, dosage form, composition with indication of name and content of active substances per tablet and
list of excipients, number of tablets per carton pack, “ANTACID”, “FOR HEARTBURN AND GASTRIC
PAIN”, “sugar-free”, “For internal use.”, “Carefully read the instructions before use.”, «Sugar-free.» “Keep
away from children.”, storage conditions, dispensing conditions, name of holder of Manufacturing
Authorization with indication of country, name of manufacturing company with indication of country, logotype
of the company (in Latin characters), batch number, manufacture date, expiry date, bar-code, QR-code,
Marketing Authorization number. Existence of manufacturing codes is possible. In addition, information can be
applied to monitor the movement of drugs from the manufacturer to the end user.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative

Document specification cyrrently registered jn Russian Federation,
Written by: M % Date: /f V{ Z é / _é()ZZ

Donato D"Aloisio — Quality Assurance Production
Sanofi - S.r.l. - Scoppito (AQ)

Weritten by: a?_\}f‘&' q ﬁ_g_\ QLQC:/\Q Date: (S / O ([ l 2 Ot d_

Martina Pulzone — Regulatory Affairs
Sanofi - S.r.l. - Scoppito (AQ)

Approved by: ;26 N‘be\ﬂ\& /Ql ((d"id Eﬁ_ Date

_Alessandra Maurizio — Q;iliﬁ-ed_Person-
Sanofi - S.r.l. - Scoppito (AQ)
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