TIEKJAPAITHSI O COOTBETCTBUH

JEKJAPAHT, IPHHUMAIOIIUI AEKJIAPAIIUIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenusn o pezucmpayuu opzanusayuu: Mescpaiionnas uncnexyun ®edepanshioil Hanozoeoii ciysicbvi No 46 no
2 Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 9. 22. Tenedpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Nenepanvnoiii dupexmop Monoe O.A.

Hoeepennoe auyo: Cmenanoe C.C., dogepennocms 6/n om 01.12.2017

3AABJSIET, UTO

nexqﬁweenuoe cpedcmeo: Maanoxe, mabremku dcegamenvuvie [6e3 caxapa] 10 wm., ynaxogxku aeiixogvie
kormypnuuie (1), nauxu kapmonnvie, PY Ne IT N014986/01 om 15.12.2008 (0ama 3amensi 16.03.2017) évioario
CAHO®H-ABEHTHC ®PAHC, cepus C919, napmusn 69120 ynaxosox, z00ex do 31.05.2022, npouzeodocmea
Canogpu C.n.A., Hmanus, Sanofi S.p.A., S.S. 17 km 22-67019 Scoppito (AQ), Italy, oo OKIT[2 21.20.10.112,
koo TH B3] 3004900002, xonmpaxm Ne 348/40056192/HU-2 om 20.10.2010, uneotic Ne 905308 7324 om
02.08.2019

COOTBETCTBYET TPEBOBAHHUAM

II N014986/01-070410 uzm. Ne 1-7

JEKJIAPAIIMA NNIPUHATA HA OCHOBAHHH

npomowon ucnvimaruii Ne 24670 om 07.08.2019 HJT 000 HI] "®PAPMObEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuram POCC IT. PM08.C45666 om 07.08.2019

o
[ ¥

uCaquﬂoccnnﬁ

| Sanofi Russia AO,j
“h Oenthplimy

'S
W i ¥ ©
o {C' A‘w"#u‘xwk :l“g.b i # qu

Crenanos C.C.
HCh .10

WF)CKB“

CBEJEHUSA O PETUCTPAIINUA

OPTAH 110 CEPTUOHKALINH, 3SAPETHCTPHPOBABIIHIA JIEKIAPAILIMIO

RA.RU.11 MO8 OPTAH IO CEPTHO®HKALIHH IIPOJYKLUHH OBL{ECTBO C O PAHHHEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoaa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
caim. oyxx.pa.

JNEKJIAPAIISA O COOTBETCTBHH 3APETUCTPUPOBAHA A2 POCC RU J-IT. ®M08.A.32454/19

JSTXPEYMCTPALHH 07.08.2019
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Cepruduxar anannza/
Ceptuduxar coorpercrBus
Canogm C.n.A.
Crpana Crarane 17, km 22

67019 Cxonmuto (AQ)
Hranus

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

SANOFI 2

3aeon: Origgie

SCO 80012695
Maanokc 400 mr, Ges caxapa 1x10 cpr RU

JlexapcTBenHas dopma: TABJIETKH; ynakoBka HepacacoBanHoro NpoaykTa:
Kouryphan sueiikosas ynaxopka AJHOMUHWI/IIBX

Kon GMID 00699100

Lotto/Cepus C919

Prod./iaTa 18-UKOH-2019 Cpok rogHocTH: MAHN-2022
TIPOH3BOACTEA!

Hocke npenapara: QUA-SC-2013-14109

SAGGIMTIOKA3ATEJIN LIMITI/HOPMA RISULTATI/PE3VIILTAT
CARATTERISTICHE/XAPAKTEPHCTUKH

Aspetro/Onncanue [InockounnnHApyTeckol popme, InocxowmnyHapHYeckoil

KpyTIIele Tabnerky c dackoii u
IpaBHPOBKOTH

Codifice/Kon “Maalox” Ha ozHoji cropoe ¥ “sans
sucre” Ha Jpyro#, ¢ 3apaxoM NHMOHa

Colore/IlseT Ot Gestoro 1o xenropatoro
TESTTIOANIMHHOCTBD

Reazione dell’ Alluminio/Amomunnit Positive/Tlonoxurensnui pesymsrar
Reazione del magnesio/Maruuii Positive/TlonoxurensHurii pesynbrar
Uniformite di Conforme/CoorteeTcTayer
dosaggio/OaHOpOAHOCTE 110 Macce

Durezza/Tsepaocts (Kp) 79-182

Capacite di neutralizzazions degil 22.5-275
acidi/Kucnotonelitpanusytoman

cnocobHocTs {(MIKB/Tabn.)

Contenuto di alluminio ossido 190-210

/Conepxanue AmoMuRnNs okcuza

Contenuto di alluminio ossido 380 _ 420

idrato/Conepxanne AmoMuHus

OKCHJIa THAPATHPOBAHHOIO

(Mr/Tabn.)

Contenuto di magnesio idrossido 380420

/Copepaanne Maruus ruapokcuna

{mr/rabn.)

$opMbl, kpyrnbte TabneTkH ¢
¢ackolt B rpasnpoBkoli
“Maalox” sa onHoii cTopoHe
H “sans sucre” Ha Apyroii, ¢
3aMaxoM JUMOHA

Ot 6enoro oo xenTosaToro

Positive/TlonoxurensHuii
pe3ynsTart
Positive/TIonoxurensHbli
pe3ynsTar
Conforme/CooTseTcryer

156

25,5

194,3

388,6

400,9
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Cepruduxar ananmuza/ S A N O Fl “’E

Cepruduxar coorsercreus
Canopu C.nLA.

3asoz: Origgie

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

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

SCO 80012695

Maanoke 400 mr, 6e3 caxapa 1x10 cpr RU

Jlexapcreennasn dopma: TABJIETKH » YIIAKOBKA Hepac()acOBaHHOTO NPOAYKYa:
KoHTypnas syeiikoBan ynakosxa AIKOMUHUWIIBX

Kon GMID 00699100

Lotto/Cepusa C919

Prod./Hara 18-UHOH-2019 Cpox roauoct: MAI-2022
MPOU3BOACTBA;

Hocbe npenapara: QUA-SC-2013-14109

SAGGI/NOKA3IATEAN LIMITI/HOPMA RISULTATEPE3YJNbLTAT
MICROBIOLOGICO/MMKPOBHONIOTMUECKAA YUNCTOTA

O61uee yucno aspobHIX <= 10° <10

MHkpoopraHnsMos {TAMC; KOE/r)

Obmee yncno aposoxesbix H <= }0? <10

wiecHeBbIX Tprbos (TYMC, KOE/T)

Escherichia coli Assente/g — OTcyTeTBYeT/I Assente/g - OtcyTcTBYeT/I
CONTROLLO MATERIALE Conforme/Cootsercreyer Conforme/CooTBeTcTRYET
CONFEZIONAMETO /KOHTPOJIb

YITAKOBOYHOI'O MATEPUAJIA

Pesynsrarhl ananusa na MHKpPOGHONOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PErHCTPALMOKHOIO JOCHE ¥
BHYTPEHHHX METOIMHK.

Hannas cepus npenapara 6s1a U3POTOBJICHA, BKMIOYAA YNIAKOBKY H KOHTPONIb KAYECTBA, B IOJHOM COOTBETCTRHA ©
IeHCTBYIOIUMH TpeboBaHUAMY NpaBun Hamnexameii NipouzeeAcTBeHHOM NpakThkH (GMP), ycTanopneHHEIMY
MECTHBIMH PECYNATOPHBIMH OPraHaMH, 4 TAKKe B COOTRETCTRYH Co crenubHKaUMAMHE, NPeayCMOTPEHHBIMH
PETHCTPAUHOHHBIM YAOCTOBEPEHHEM CTPaHbI-MMNopTepa. OTuers! o H3FOTORNEHHIO, YTIAKOBKE M aHANK3Y CEpHIt
OBbUTH MPOBEPEHH H MPH3HAHLI COOTBETCTBYIOMMMH TpeGoBannam. OTKIoHeH s No Ka4yecTBY, CITH TAKOBbIE
HMEIOTCA, GBUIH NOSHOCTLIO PACCEeNOBAH H 0100peH.!,

Hacroswum 1 noaTeepkaato, 4To NpeAcTaBieHHas Bhimle HH(opMaLlis SBASETCE HOLIMHHOH M TOTHOIL.
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Cepruduxar anannsa/ SANOFI] t:jé

Ceprudukar coorsercrBns
Canodu C.n.A.

3aeon; Origgie

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

Ten. +39 0862 717021/ 7151

Maxkc +39 0862 716065
SCO 80012695
Maanoke 400 mr, Ge3 caxapa 1x10 cpr RU
Jlexapcteennas dopma: TABJIETKM: YNaKoBKa Hepac(acoBaHHOTO NPORYKTa:
Kontypuas sveiikoBas ynakosxa ATIOMUHUIVTIBX
Koa GMID 00699100
Lotto/Cepus C919
Prod./flara 18-MIOH-2019 Cpok ronHocTH: MAWM-2022
TIPOH3BOACTRA:
Hocse npenapara: QUA-SC-2013-14109
3aknouenie ynonnomouennoro anAua
Decision/3axnogenne: Approvato/YTeepkaena
Date/aara: 19-U10J1-2019 08:54:25.00

Decisins GA/OTgercrBennbiji Ileiic OmGpaTra
3a ofecnevyeHue Kayecrpa:

Ceptndukar aHanmza umeer SIEKTPORHYIO MOANKCE, NOMYNEHHYIO TIPH [IOMOLLA BANHAUPOBaHHOI
naboparopHoi UH(OPMALMOHHON cHCTeMBL.

Mleyats/: Canodu C.mA. * VronHomoueHHOe Aunto * ((Aneccarnpa Maypunuo (Dr. Alessandra

Maurizio))
Moanucs/

/
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Certificate of Analysis /
Certificate of Compliance

280304 %.p.8.

Svends Lxstels 17, R 22
“in1n Snongiis (Ag)
Tisly

Tad: 3% L86Z TITHTE 4 IR
Fray 458 0882 TRe80%

SANOFI oz

fits SCOPRITO

.
800 _B0012695

Maplor 430mg, 5% 1Xi0opr RO

Dossge form:TRLTS: Paok:BlintesALURYOPVI
GHID code: DO6SS5108G
LottosBatoh: ca:E
Prod. Mig.: 18~JUN-~281 8 Bead. /B,
Dossier Relezence: (UA~IC-3013-1410%

Normative Documenis

SAGGI/TESTS

2 m.m'z/spmcmons

Rormative Docwmont Ro. P ROI40ES/01~070010

MAY-EO2T

RISULTATI/RESULTS

CREATTERISY ICHE /CHRRACTERISTICS
Aspetic / Rppearance

ifiea / Code

Colpxe / Color

TEETS

Rerzione dell*Aliuminio / Reaction of
alugindinn

Reericne del wmagnesio / Reschion ¥
magnesium

Upitormitd ds dossggio 7 Uniformity of
dozages unit (Maxs Veristicsn)
Durezza f Rardress 46

Cepacité &I neutralizzezione degli acidi

/ Weutraiizlny capscity (monfthbl)

Contenube dif alluminic ossido / Cowtent

of sluripnem oxide (mgfthly

Contenuts di alluminic veside ldeate 7
Cootent £f alominus axide bydrete

Img/ el

Contenuto di magnesio idresside /

Content of megnesivnm hydroxide imgrthl)

NICROBICLOGEICOAMICROEYOLOGICAL QUALITY
TAMC {CFU/g}

TYHC (CEU/g)

Eschertzhia cold

tPh.Bur.)

Cnm:eeaa maante. xegqenmte
mmri:uu, :ma,pnmiaa igntiy
markled, round, zlat-ta_:_:ed,hwazed!mhxes.a

"m au un .ur.-e &, 'uns sucee™ i
lntn npgns:n.mn aroms di
1m./"mm or ona alde and "sans
sucre® os; mn ctbet side.uith lemon
th\mt Y

ahnca—g.lnuiar.:a / Mta to yenwisb
Positiva / Ponitive
Positiva / Positive
Conforme / Compliss

0 -~ 182
22.5 - 21.%

183.0 -~ 230.0

280.0 - 426.0

280.¢ ~ 420.0

.

<mil~3
<=10*2
Rasentedg ~ Ahsent/g

CORTROLLC MRTERIALE CONIR2LONRMENTO/PACHRAGING MATENIAL CONTRGL,

- CHARLDNT sy un ldte e “many

Lomprasae amusIave, Legoanmante
mrrmorissate, conds, plabva/Slighy
Ly

MAXELed, rowut, Eint~Pacnd, hguuladk
creblens

meses™ zul Jaro opposte,cen
prome gl limons/PHERNAN" an one
side mng *sany suere™ on the
othar side,with lemon flxver
Bisnce-glellastes / Bhite to
yellowish

Pozditive / Fositive
Pesitiva / Fositive

Conforme / Cesplios

b
*
-~
Y

388.¢6

0.

<18
<if
Ranenvely ~ Ebesntfy

2 ek Peaslliats ©%
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W cnpenn

Certificate of Analysis / &
Certificate of Compliance SANO = @j

Bite SCOPRITO

sanoli 3.p.A,

Htrada Neatels 17, km 22
€7018 Scoppity (AY)
Traly

Tek: 3% BRAZ MTOTY /1151
Fax: +35% DB62 73400%

BCO_BOOL2695
Marlox 400wy, SF Y¥iOep: RY
Losage torm:TBLTS: Pack:BYisterAlupvrovoe

GMID code: 0633100
Lotto/Bateh: ca818
Prod., /Mg, . 18~JUN~201% 5¢ad, fExp, MAY-2022

Doasier Refersnce: QUA~SC-2013-14105
Normative Documents Normative Document Wo, P HOL4 SBG/L1-DT041G

SACCUEESTES . UDAITUSPECIFICATIONS RISULTATURESULTS

Controlle confezionamento/ Packaging Conforme / Compiies CUUT T contermt / Complies
material control

liicmhicloqical Raalysls is carried out as skip test, Teat frequency is based on the regiscrotion dossier and site
internal procedure.

This batch of prodoct has besn rapifactured, inclyding peckaging and ou;iii:y Control, in fuil complfance with the
cureent GHP requicements of the logal Regulatory Authority

#nd with the specificitions lald down sn the Karketing Authorizstion of the frporting covatrcy.

The batch processing, packsging and anelyals records have been reviewed and found to be in compliance.

Quality davistions, if sny, have bern folly irvestigated and authorized.

The poteatisl Smpact of the devintion on Gualicy, asfery or efticacy of the batchles) concernad is negligihie.
Poricdic teats corply to specificstion requiremsnts based on testing plan and could be provided upon HR reguest.
I he{:uby ceztify that the above infemmation nre authentie and scoorate,

Peclgione QR/QA Deciszion:

Decision Approvato / Approved
Decieion dats 18~JUL~2019 08:54:25,0¢
Bigned by a wuelified person Bace Ozbretis

This Certificave of anslysis nas beer electronsliy signed from a valtdated LINS,

AP _ohs resvltsts vi




