JEKJIAPAITIWSI O COOTBETCTBUU

JEKJAAPAHT, IPUHAMATON{IH JEKJAPAITNIO O COOTBETCTBUH

AQ "Carnogu Poccus”

Csedenus o pezucmpayuu opzanusayuu: Mesicpaiionnas uncnexyus Gedepanvroii Hano2oeot cayacbul Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepexan, 8. 22. Tenegpon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanenurii dupexmop Monoc O.A4.

Hoeepennoe nuyo: Knoxosa FO.C., dosepennocms 6/n om 01.12.2017

3AABJHIET, UTO

Aexapemeentoe cpedcmen: Maanoxe, cycnensus oaa npuema snympe 250 mn , gnaxonwt (1), nauku xapmonnvie,
PY Ne [T N014986/02 om 29.06.2009 (dama samenwr 11.09.2017) eurdano Canogu-Aeenmuc Dpanc, cepun 067,
napmus 37440 ynaxoeox, z00exn do 30.04.2021, npouseodcmea Canogu C.n.A., Hmanun, Sanofi S.p.4., Viale
Europa, 11-21040 Origgio (VA), Italy, k00 OKIIN2 21.20.10.112, koo TH B3] 3004900002, KoHmpawxm Ne
348/40056192/HU-2 om 20.10.2010, unsotic Ne 9053081119 om 12.12.2018

COOTBETCTBYET TPEGOBAHHASM

IT N014986/02-180516 usm. Ne 1-2

JAEKJIAPATINA NPUHATA HA OCHOBAHHUH

npomoron ucnsimaruii Ne 37500 om 18.12.2018 HIT OO0 HI[ "®APMOEOPOHA", ammecmam
axxpeoumayuy POCC RU.0001.21DJI40, Cepmugpuxam POCC IT. OMO8.C30265 om 18.12.2018

THS AEKTAPAIIUH 16.12.2018
151 Mﬁ%TBHTEJILHA O 30.04.2021
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CBEJEHHS O PETUCTPAIIIH

OPI'AH IIO CEPTHO®HKAITHHA, 3APEIUCTPHPOBABINUI JEKJIAPALTHIO

RA.RU. 11 OMO8 OPIAH ITO CEPTHOHRALHH TPOQIVKIIHH OBIECTBO C OI'PAHHYEHHOMH
OTBETCTBEHHOCTLIO "OKPY)XHOH HEHTP KOHTPOJIS KAYECTBRA",

adpec opeanusayuu; 115280, 2. Mockea, yr. Macmepxoea, 9. 4, sm. 5, nom. I xom. |, adpec opzana no
cepmu@urayuu; 115280, POCCHA, 20pod Mocksa, yn. Macmepiosa, . 4, am. 5., men.: (495)788-02-88, sel-
caiim: oyrr.pe.

}IEK.JIAP O COOTBETCTBHH 3APETVICTPUPOBAHA Ne POCC RU J-IT.OM08.A. 16753/18
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Ceprudukar ananusa

3agoa: Origgie
Canodm C.n A,
(panee Canodu-Apentic C.1.A)
Viale Europa, 11
21040 Origgio (VA)
Hranns
Ten. +39 33 9630.]
daxc +33 02 96730535

ORI_OR751320
Maanoke cycn. NF 250mn Poccus

[poayxr nas Maanoxkc cyen. NF 250mn Poccus Ne cepuu: 067

33Ka34YHKa:

Hara 05-Ho=a6-2018 00:00:00.00 Cpok rogHocTH: 30-Anp-2021
NPOHUIBOJICTRA 00:00:00.00

Hara noeroproro  30-Anp-2021 00:00:00.00 Konunuectso: 38520.000
KOHTPOIA

Texnosnornyeckuii Ne meTonnxu ORI OR 761320A1
3aKa3 KOHTPOJis!

Bepcus 2 Cebinka AP ORI-AP-000722 c.c.
Ne opurunana ORIOR 761320 Bepeun 6

cepTufpukara ceprrdukara

aHanmnza aHanuza

Onucanune CooteeTcTBYECT

HoanuHHOCTS: amIOMUHII CooTrercrByCT

IlonnMHHOCTE: MarHmii CooteeTcTBYCT

[onmuuHoCTh: tomMubena Gpomug CootsercTRYeT

pH
Kucnorouetirpanusyonias

8,1
26,8
CIIOCOOHOCTH
0,014
609 mlla

CooTtBercrryer

Bonopoaa nepoxcun

BszkocTh

CelMMeHTalHORHAA YCTOMYHBOCTE
CooTBercTRYET
3,6

UssnexaeMoiii 06weM

Konnyectsennoe OHpEACIICHHUC
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Cepruduxar anajsa SA N OF] %-

3apoa: Origgie

Canogu C.nLA.
(panee Canopu-Apenrrc C.n.A)
Viale Europa, 11

21040 Origgio (VA)
Hranus
Ten. +39 33 9630.1
Makc +33 02 96730535
ORI_OR751320
Maanoke cycn. NF 250mn Poccus
Ipoaykr aas Maanoke cyen. NF 250mn Poceus Ne cepun: 067
3aKa34YMKa:
Jara 05-Hox6-2018 00:00:00.00 Cpox roanocty: 30-Anp-2021
TIPON3BOICTRA 00:00:00.00
Hara nosroproro  30-Anp-2021 00:00:00.00 Konmuuecrso: 38520.000
KOHTpOs
Texnonornueckuii Ne meTonyku ORI OR 761320At
3aKaz KOHTpOJIA
Bepcus 2 Cerinika AP ORI-AP-000722 c.e.
Ne opurunana ORI OR 761320 Bepens 6
ceprudukara cepTudHKaTa
aHanu3a aHanuza

ATOMHHHS THIPOKCHAA
Komuuecrsennoe onpegenenue
MarHus THAPOKCHIA
Homudena 6poMun

Obmee uucio a’pobHBIX

MuKpoopraauzmoB (TAMC)
Ob1iee HMCI0 APOKIKERBIX 1
1necHeBriX rpubos (TYMC)
E. coli CootBercTBYET
KonTpons ymakosku CooTBercrByET

Hannag cepus ObL1a NpoM3Be/ieHa B COOTBETCTBHH C AelicTBYIOUINME TpeborannaMK Haanexamedi
NPOM3BOACTBEHHOM npaxTuki (¢GMP) M yI0BNETROPAET HOPMAM COOTBETCTRYIOUIETO
Peructpanuonnoro yzocrosepenns.

OT4eTEI 1O H3TOTOBNEHHIO, YNAKOBKE M AHANKZY CepHi GbUTH IPOBEPEHBI M IPU3HAHBI
COOTBETCTBYIONMKMH TpeGoBanmam npasun GMP.
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Cepruduxkar anaausa

Canou C.n.A.

(panee Canopu-Asentuc C.n.A)
Viale Europa, 11

21040 Origgio (VA)

Hranus

Ten. +39 33 9630.1

Daxc +33 02 96730535

SANOF! o

3ason: Origgie

ORI _OR751320

Maanoke cycn. NF 250mn Poccng
Iponyxr ana Maanoxe cyen. NF 250mn Pocens
3aKazuMKa:
Hara 05-Hoa6-2018 00:00:00.00
NpoW3BOJCTEA
Jara nosropHoro  30-Anp-2021 00:00:00.00
KOHTpONg
TexHosornueckui
3aKa3
Bepcus 2
Ne opurunana ORI OR 761320
ceprudxara
aHanusa

Noe cepuu:

CpoK roaHocTH:

Konu4ectso:

Ne meToanku
KOHTPOJist
Cehuika AP
Bepcus
ceprvdukara
aHanu3a

067
30-Anp-2021
00:00:00.00
38520.000

ORI OR 761320A1

ORI-AP-000722 c.e.
6

Jua)

3akioucHue: Approvato/Y TeepkaeHa
Jdara: 29-Hon6-2018 18:30:11.00
YnoaHoMoveHHOE J1H1O; Munano Banrep (Milano Walter) (pykosoauTens oTaena

obecrieyeHus KadyecTBa U 3aMCCTHTEEL YIIOTHOMOUYEHHOTO

Cepriguxar aHannsa uMeeT JeKTPOHHYIO HOAINCH, MOTYYEHHYE HPH TOMOIIH
BaJIMAMPOBANHOH 1abopaTopHOH UHDOPMAIHOHHON CHCTEMEL.

Meuats/: Canopm C.nLA. * 3aBoa Origgio * Banrep MUJITAHO (Walter MILANO) *
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SEnOfL S.p.A,

Certificate of analysis

‘teormerly Senbti-aventis S.p.A.)

viele Euzope, 11
21040 Origgio (VA
Itely .
Tel. +35.07 9€i0.1
Fax, +35 02 96730535

SANOFI

Flant : Origgie

Custener article :
Manufacturing date
Retest date
Process Order
version

CoA Master n.

o ‘
MARLOX SOSP NF 250ML AUSSIA
5-NOY-2018 00:00:80.00

30-APR-2021 00:00:00.00
2‘ M
ORI OR76132C

Appesrance

o

Hydsogen peroxide
Viscoaity

Extractetle volums

Damiphen breitde
E, cold
‘Fackaging costral

The hatch processing,

Identitication: alumindum

Id:ntliit_:a:ibn; magnesium
Identification: Mphgn b:_:mgide
i.q:i sestzelizing capicity
Sedimentation reststance

Aluminius hydroxide assey
Hagnagiim hydroxide asasy

Batch number
Expiry date:

Quantity 3

Co 'ﬁrc;_: ﬂghhpé E.
Reference of AP
Coh version

ORI-AP-000722 c.é.
& o

067
30-APR~2021 0D:00:00.00
38520.000

ORI ORY61320A1

5

A e
- i

Tats batch hei bien manufacturad in coplisnce with thu cOP requlremsnta aad couplles ¥ith the spectfiestions ot |
the relsvant Narketiog Authorisation, L : " - : : ‘ ’ - ‘

Fickaging and enalysis racords were reviéwed to ba in complisnce with ceMP,

mp_ e tesultate vi
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Certificate of analysis

Ssnotl £.p.3. :
‘Plant ¢ Orlggin

tﬂemxly Smnﬂ-aWnus B. p.a }
Viale Barops, 11

21040 Dtiggio {VR1
. !tn&.y

!'el. +38 02 9510 1

!‘ax +3% 02 96’130535

ORE_ORT61320
o MAALOX SOSE NE 250M mssm
Customer article : nmn;ax'sosp NE 250ML RUSSIA Batch number : us?
|mMenutacturing date  S-Nov-2018 00:00: 00.00 Expiry date: 30-APR-2021 0O:G0:00, 00
Reteat date 30-ABR-2021 00:00:00. 00 guantity : 3B520.000
Process Order Control Methed n. ORI OR761320A1
Vezsion 2 Reterence of AP ORI~AP-000722 &.e.
CoA Haater n. ORI ORTE1320 - Con version 6

Apprnntoikpp:oved
bBecision date 25-NOV-2018 18:30:11.00

Decision operater Kilsuo Walter {QA Manzger § Deputy Quallifled Person)

§his Cerviticits of Atalysis has been -efle:ctzunicmy' ai_t;z_:d from a veligét:gé:uﬂs

S@n@ﬁ S.p. ﬁk

S‘fab:l;mem‘o o Origgio
\ﬁlcr!ear MILANO
Persoha Qualicata
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