IEKJIAPALVISI O COOTBETCTBHH

JEKJIAPAHT, MPHHAUMAIOIHHA JEKJAPAITMIO O COOTBETCTBHH

AO "Canogu Poccur"

Csedenua o pezucmpayuu opzanusayuu: Mexcpationnan urncnexyus Oedepanvroti naroz060ii cayxwcbvt M 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoernus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Teregpon/charc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuetii dupexmop Monxc O.A.

Hoeepennoe auyo: Cmenanos C.C., dosepernocms 6/ om 01.12,.2017

3ASIBJAIET, UTO

nexapcmeennoe cpedcmso. Maanoxc, mabremiu ncesamenvrivie 10 wm., ynaxoexu aveiikosvie konmyprute (2),
nauxu xapmonnvie, PY Ne I1 N014986/01 om 15.12.2008 (0ama samenw 16.03.2017) gvidano CAHODH-
ABEHTHC ®PAHC, cepun U703, napmun 12960 ynaxoeox, zodex do 01.10.2023, npouseodcmea Canogpu
C.nd., Hmanua, Sanofi S.p.A., 8.5. 17 km 22-67019 Scoppito (AQ), Italy, xed OKII2 21.20.10.112, xod TH
B3 3004900002, xowmpaxm Ne 348/40056192/HU-2 om 20.10.2010, uneotic Ne 9053083291 om 04.03.2019

COOTBETCTBYET TPEBOBAHMSIM

IIN014986/01-070410 uzm. Ne 1-7

JAEKJNAPAITHA IIPHHATA HA OCHOBAHHMHA

npomoxon uchoimarwi No 6990 om 13.03.2019 H/T 000 HL[ "®APMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.219J140, Cepmugpuxam POCC IT.DM08.C35995 om 14.03.2019

AEKJIAPAIIMU /4.03.2019

__Crenanos C.C.
O.H.O

CBEJAEHUSA O PETHCTPAIINA

OPT'AH ITO CEPTUDHKAIINH, 3APEI'MCTPUPOBABLI NI AEKJIAPAITHIO

RA.RU.11PM08 OPTAH ITO CEPTHOHKALIHH ITPOJYKIIHH OFL[ECTBO C OT'PAHHYEHHOMH
OTBETCTBEHHOCTBIQ "OKPY)XXHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opaanwusayuu: 115280, 2. Mockea, yn. Macmepwosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, z0pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ae6-
catim: oyxK.p@.

AEKJIAPAITHA O COOTBETCTBUH 3APETUCTPHMPOBAHA M POCC RU J-IT. ®M08.4.18601/19
JATA PEI‘HCTPAIIPIH 14.03.2019

@!;,}_ I[f{anKO H.B.
\nmnucs Pyxosogutens OC

opeqnoﬂo

H
ceprmaiwca"i;




CeprudukaT anaansa/ SANOFI &

Cepruduxar cooTBeTcTBHS
Canodu C.n.A.

3apox: Origgic

Crpana Cratane 17, km 22
67019 Ckonnuro (AQ)
Hrtanus

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

SCO 60012543

Maalox 400 mg, 2x10 cpr RU

JlekapcTteenHas dopma: TABJIETKH; ynakoska HepacdacoeanHoro
npoaykra: KoutypHas aueiikosas ymakoska AJIIOMUHUI/TIBX

Koa GMID 00436512
Lotto/Cepusa U703
Prod./[lata 02-OKT- 2018 Cpoxk rogHocTH: OKT-2023
MPOH3IBOACTBA:
Hocse npenapara: CMC-OR-2008-20860
HopmaTtueHbii Hopmarusnbiii nokyment Ne P NO14986/01-070410
JAOKYMEHT:
SAGGIMIOKA3ZATEJIU LIMIT/HOPMA RISULTATY/PE3YJLTAT
CARATTERISTICHE/XAPAKTEPUCTHKH
Aspetro/Onucanue Compresse smussate, piatte, Compresse smussate, piatte,
rotondte/TIROCKONMIUHAPHYECKOH rotondte/
(opmsl, kpyriste Tabnerky ¢ dackoli u IMnockouranHapHueckoii
rpasHpoBKO topmsl, Kpyravle Tabnetkn ¢
tpackoli u rpaBHpoBKoii
Codifice/Kon Stampa su un lato Mx: Stampa suli’aliro  Stampa su un fato Mx:
lato: Mx /Bepxuuif ntamn: Mx: niskHuit - Stampa sull’altro lato: Mx
wtamn: Mx /Bepxuuii wramn: Mx:
HIDKHHE mramn: Mx
Colore/Llget Bianco/Benbiit Bianco/Beniit
IDENTIFICAZIONITIOANWHHOCTD
Reazione Positive/TlonoxurensHeiil pe3yasTar Positive/TlonoxurensHolii
dell’ Alluminio/ AoMusuii pesynbTat
Reazione del magnesio/Marumit Positive/[lonoxutenptsii pe3ynbtar Positive/TlonoxurensbHbtii
pe3ynbTat
[MOKA3ATEIIH
Peso medio/Cpeanss Macca 1164 — 1236 Mr 1204 mr
Uniformite di massa/Onnopoouocte  Conforme/Cooteetcrayet (Esp. ®apm.)  Conforme/CooTpeTcTBYET
no Macce
Durezza/Teepaocts (Kp) 6-15 14
Capacite di neutralizzazions degil 22,5-27.5 254

acidi/KucnoTonefiTpanusytowas

cnocobHocTs (MIKB/Tabn.)

Contenuto di alluminio ossido 380 - 420 391
idrato/ AJIIOMHHHA OKCHI

rHApaTHpOBaHHbIi (Mr/rabn.)

Contenuto di magnesio idrossido 380 - 420 415
/Maruua ruapokcun (mritatn.)
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Ceprudukar anaausa/ SANOEI 3

CepTudukat cooTBETCTBHUS
Canodu C.n.A.

3ason; Origgic

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

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

SCO 60012543

Maalox 400 mg, 2x 10 cpr RU

Jlekapcreennan dopma: TABJIETKH; ynakogka HepacacosaHHoro
nponykTa: Konrypuas auelikopas ynakoska AJJOMUHUM/TIBX

Kon GMID 00436512

Lotto/Cepus U703

Prod./[lata 02-OKT- 2018 ' CpoK roaHoCTH: OKT-2023
NPOHABOACTBA!

Hocbe npenapara: CMC-OR-2008-20860

HopmaruBHblit HopmatueHseli pokymenT No P N0 14986/01-0704 10

JAOKYMEHT:

SAGGITIOKA3ZATEIU LIMITFHOPMA RISULTATEPE3YJbLTAT
MICROBIOLOGICO/MHKPOBMONOITHUYECKA S YUCTOTA

O61ee YHCAO a3poBHBIX <= 10° 10

MukpooprasuiMos (TAMC; KOE/T)

O0wee YHCAO IPONOKEBLIX U <= 10? <10

necuesklx rpubos (TYMC,

KOE/r)

Escherichia coli Assente/g — OTcyTcTBYET/I Assente/g — OtcyTeTBYET/T

CONTROLLO MATERIALE CONFEZIONAMETO /KOHTPOJIb

YITAKOBOYHOI O MATEPHAIJIA

CONTROLLO MATERIALE Conforme/CooTBeTCTBYET Conforme/CootBeTcTBYET
CONFEZIONAMETO

fKOHTPOJIb YTIAKOBOYHOI' O

MATEPHAJIA

Pe3ynbTathl aHanU3a Ha MUKPOBHOIOrHUECKYIO YHETOTY COOTBETCTBYIOT HOPMaM PEFHCTPALHOHHOIO ROCKE H
BHYTPEHHHX MeTOAHK. JlaHHad cepus npenapata Oblla H3rOTOBIEHA, BKIIOUYAs YIAKOBKY B KOHTPONE KAYECTRa, B
TIOAHOM COOTBETCTBHH ¢ AeHCTBYOWMMH TpeOoBaHHAMH npasua Hamnesxamiell npoH3BOACTBEHHON NPAKTHKH
(GMP), ycTaHOBAEHHBIMY MECTHBIMH PETYIATOPHBIMH OPraHaMH, a TAKKE B COOTBETCTBHH CO cnenudrKaLuamy,
NpeAYCMOTPEHHBIMU PETHCTPAUMOHHRIM YAOCTOBEPEHHEM CTPaHbI-HMNIOpTepa. OTYETH! MO H3FOTOBIEHHIO,
YMaKoBKe H aHAJIH3Y cepHii GuliM NMpoBepeHBl ¥ NPH3IHAHBL COOTBETCTBYIOLHMU TpeboBaHuAM. OTkNOHEHHA N0
XayecTBY, €CIH TAKOBLIE HMEIOTCA, GLINKY NMOAHOCTEIO paccneJoBaHbl H 0a06petsl. HacToAwuM 2 noatsepsknato,
YTO NpEeACTABAECHHAA BbillIC HHGOPMALIHA ABASETCA NOANKHEOH 1 TOUHOIA.
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Ceprudmuxar anaansa/ S A N O Fl 6

CeprudukaT COOTBETCTBHSA
Canodu C.n.A.

3asoa: Origgic

Crpapa Cratane 17, km 22
67019 Cronnuto (AQ)
Hrtanusa

Ten. +39 0862 717021/ 7151

®akc +39 0862 716065
SCO 60012543
Maalox 400 mg, 2x10 cpr RU
JlekapcTeeHnaa ¢opma: TABJIETKH; ynakoska HepacacoBaHHOrO
npoaykra: Kowrypnan guetikosaa ynakoska AJIIOMHUHWH/TIBX
Koa GMID 00436512
Lotto/Cepus U703
Prod.//laTa 02-OKT- 2018 Cpox roaHoCTH: OKT-2023
NPOH3BOACTEA:
Jlocee npenapara: CMC-0OR-2008-20860
HopmaTHBHBIF Hopmarnsueldi nokyment Ne P NO14986/01-0704 10
JOKYMEHT:
3axT0ueHHe YNOTHOMOYEHHOr0 JTHUA
Decision/3akawouenne: Approvato/VYTeepaaena
Date/nara: 22-Der-2019 15:16
Decisins GA/OTBeTeTBeRHBITH IMefic Ombperra (Pace Ombretia)
3a obecneyeHne KadecTsa:

CepTHdHkar ananusa nMeeT 3MEeKTPOHHYIO MOANHCH, MONYUEHHYIO MPH NOMOLLH BATHIMPOBAHHOH
nabopatopHoit NHPOPMAUHOHHOH CHCTEMBIL.

/Tleuats/: Canotn C.n.A. * YnonHomouenHoe nuuo * (Aneccanapa Maypuuuo (Dr. Alessandra

Maurizio))
fTonnues/
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sanofi S.p.A.

Strada Btatale 17, Em 22
67019 Scoppits (AQ)
Ttaly

Tel: 439 0982 787021 / 7151
Fax: +39 O0BE2 714005

Conformance

Certificate of Analysis and

SANOFI 3

Stabilimento: SCOPPITO

8co 80012543
Maalox 400mg,2xl0cpr RU
Dossge form:TBLTS; PackBulk:BlisterALDEVC

GMID code: 00436512

Lottoe/Batch; 0703

Prod. /ufg: 2-0CT-2018 Scad. /Exp.: ocT-2023

Do=sier reference: CHC-OR-~2008-20850

Normative Document: Normative Document No. P NO14986/01-070410

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color

IOENTIFICAZIONI /IDENTIFICATION
Aluminiun

magnesiun

TESTS

Peso medio / Averoge moad

Dutezza / Hardness (Kp)}
/Neutxalizing capacity (mEq/cpi)
Content of aluminum oxide hydrate

{mg/epr)
contenuto di wagnesio idrossido /

TANC {CFU/g)
TYMC {CFU/q)
Escherichia coli

matezial control

internal procedura.

Reazione dell*Ailuminio / Reaction of

Heaxione del magnesio / Reaction of

Uniformith di massa / Oriformity of mass

Cepacitd di nwutrelizzazione degli acid!

Contenute di alluninic vssldo ldcato /

Content of magnesiuvm hydroxide {mg/epr)

KICROBIOLOGICO/MICRORIOLOGICAL QUALITY

L

Conpresse smussate, piatte, rotonde /
Beavelled, flat, xound tablets (engraved)

Stanpa su un lato Hi; Gtampa sull'altye

lato: Mx / Upper atamp: Mi; Lower

stamp: Mx
Blance / White

Positiva / Positive
Positiva / Positive

1164 - 1236 mg

Contorme / Comply {Ph,Eur)
6 - 1%

22.5 - 27.5

300 - 420

300 - 420

<=~10*3
e=10"2
Assente/g ~ Absent/g

CONTROLLC MATERIALE CONFEZIOHANENTO/PACKAGING MATERIAL CONTROL
Controllo confezionamento/ Packaging

Conforme / Cosply

Compresse smusssta, piatte,
rotonde / Pevelled, flat, round
tablets {engraved)

Stampa su un lato Mxs Stemps
sull’altro lato: M: / Upper
atamp; Mx; Lower stamp: M
Blanco / #hita

Positiva / Positive
Pusltiva / Puysitive

1204 mg

Conforme / Comply (Ph.Bur)
14

25.4

s

415

10
< 10

Assente/g - Rbsent/g

Conforme / Comply

i

LU - e e by pteiped o i 1T
& 2. e

Hicroblolegical Analysia is carcied out as skip tust, Test frequency is based on the rogiscracion dossier and site
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Certificate of Analysis and

Conformance SA N O F I ‘b‘?

Stabilimentn: SCOFPITO

manofi S.p.A,

Strads Statale 17, Kn 22
67013 Scopplita (AQ)
Ttaly

Tel: ¢39 08€2 717021 /7 719)
Fex: +39 0062 7114005

8CO_B00125413
Maalox 400mg,2x1i0cpr RU
Dosage form:TBLTS:PackBulk:BlisterALUFVC

GMID code: 0436512 X
Lotto/Batch: u703
Prod, /Nfg: 2-0CT-2018 Scad. /Exp.: oCT-2023

Dossler reference: CMC-OR-2008-20860
Nommative Document: Normative Document Ne. © NOL4986/01-070410

This batch of product has been manufactuced, including packaging and Quality Control, in full conplliance with thas
current GHP reguirementa of the local Regulatory Authority

and with the spacifications laid down in tha Marketing Authorization of the inporting countey.

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

Quality deviations, 1f any, have besn fully investigated and authorized,

The potential impact of the deviation or quality, oafety or efficacy of the batch{es] concerned ism negligible.
Pecliodic reats comply to specification requirements based on testing plan and could be provided upon HA reguest.
1 heveby certify that the sbove information are autheatic and accucate.

8anofi S.p.~

Date/Dats.:

Dac on, ciglione; \/ ‘-.O
ision/Dacial mﬁg ;\{l)?[waﬁ\ VED
Responeible QA/Decisions QA: AW’W W e
O* vy
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