i NEKJIAPAITASI O COOTBETCTBUH

JEKJIAPAHT, IPHHUMAIOINIAN TEKJAPAITHIO O COOTBETCTBHM

AO "Canodhu Poccur”
Ceedenun 0 pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyun Pedepanbioii Han02060u cnyoichvl Ne 46 no

2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoerus OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxan, 8. 22. Teneqpon/thaxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'evepanvrutii Oupexmop Moroc O.A.

Mosepenwoe nuyo: Cmenanos C.C., dogepennocms 6/n om 01.12.2017

3ASIBJISIET, UTO
Rexapcmeennoe cpedcmeo: Maanoxe, cycnensus Ona npuema symps 250 Mn, gnaxonsi (1), nauxu kapmoHnbie,

PY Ne IT N014986/02 om 29.06.2009 (Dama samenst 11.09.2017) svidano Canogpu-Asenmuc Ppanc, cepun 069,
napmus 3840 ynaxosox, zoden 0o 30.04.2021, npouseodcmsa Canogu C.n.A., Hmarus, Sanofi S.p.A., Viale
Europa, 11-21040 Origgio (VA), Italy xod OKITJ2 21.20.10.112, koo TH B3] 3004900002, xonmpaxm Ne
348/40056192/HU-2 om 20.10.2010, uneotic Ne 9053081955 om 16.01.2019

COOTBETCTBYET TPEBOBAHMSIM
I N0i4986/02-180516 usm. Ne 1-2,4

JEKJAPAIIHA IIPHHATA HA OCHOBAHHH
npomoxon uchuimanuii Ne 1380 om 22.01.2019 HJI 000 HI] "®APMOBOPOHA", ammecmam axkxpeoumayuu

POCC RU.0001.21®J140, Cepmugpuxam POCC IT.PM08.C31967 om 22.01.2019

% Crenanos C.C.
W ®H.0

CBEJEHMS O PETUCTPAIIMN

OPTAH YO CEPTU®HKAIIAN, 3APETUCTPAPOBABIINI JEKTTAPAITAIO

RA.RU. 11 PMO8 OPT4H ITO CEPTHPHKALIHH ITPOIYRIHH OBH[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)KHOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. 1, xom. I, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 9. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oyxx.pa.

JEKJIAPAIIMS O COOTBETCTBHUH 3APETHCTPUPOBAHA M POCC RU J-IT. ®M08.4.13267/19
HATA PEI"HCTPAIII/IPI 22.01.2019

f}.‘l Hupenxo U.b.

AOANHCH Pyxosomurens OC




Ceprudukart ananusa

Canodu C.n.A.

(paHee Cano¢u-AseHTHe C.n.A)
Viale Europa, 11

21040 Origgio (VA)

Hranus

Ten. +39 33 9630.1

@akc +33 02 96730535

SANOFI v

3apoa: Origgic

ORI_OR751320

Maanoke cycn. NF 250mn Pocens

Iponykt ans Maanokc cycn. NF 250mn Poccus Ne cepun: 069
3aKa3uMKa:
Hara 13-Ho26-2018 00:00:00.00 Cpok roaHocTH: 30-Anp-2021
NIPOU3BOACTBA 00:00:00.00
Jlara noetoproro  30-Anp-2021 00:00:00.00 Konwnuecrso: 38520.000
KOHTpONA
Textonoruyeckuii Ne meToauku ORI OR 761320A1
3aKa3 KOHTpONs
Bepcua 2 Ccbinka AP ORI-AP-000722 c.e.
Ne opurunana ORI OR761320 Bepcua 6
cepTudHKara cepTHhHKaTa
aHanu3a aHanuza
TokasaTean | Hopma | PesyanTat
Onucanue ITocne mepeMewinBasus CootBeTcTBYET
JOMKHA obpa3oBbIBaThea Oenas
TOMOTEHHAs CYCIICH3HA
INonnmuuHOCTE: anOMUHMi JomxkeH 06pa3oBIBaTLCS CooTtBercTBYET
Oenslii sxeneobpazHEIf ocaok
NopnuuHOCTE: Maruuii HomxeH 00pa3oBpiBaTECH CooTtBeTcTBYET
CNIErKa ONalleCLMPYOLIH
OCazfoK C MOCHeAYIOIHM
npeobpa3oBaHueM B Oenblii
KPHCTAITHYECKMIH OCaioK
[MopnurnoCTL: HOMUGeHa OpoMuL HomxeH o6pa3opbiBaTHCA CoOTBETCTBYET
CNErKa OnanecLHpyrOUH
0CaZioK € NOCHEeAYIOUHM
npeobpazosarueM B Oenblit
KpHCTAITHYECKUH OocaloK
pH 75-8,5 8,2
Kucnoroneittpanusyrowas >=24.3 MOkB HCI/10 M1 27,0
cnocobGHOCTE
Bonopoaa nepoxcun <= 0,022 r/100 mn 0,015
BaskocTb 300 — 2000 mlla 750 mlla
CenuMeHTAallHOHHAS YCTOHYHBOCTD He Menee 15 MUHYT CooTBeTCTBYET
HsBnexaeMblii 00beM He menee 250 ma CooTBeTcTBYET
KonuuectseHHoe onpenenenue 3,2-3,9r/100 mn 3,6
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Cepruduxar anaiuza

Canou C.n.A.

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

21040 Origgio (VA)

Hranua

Ten. +39 33 9630.1

Qakc +33 02 96730535

SANOFI vp

3apoa: Origgic

ORI_OR751320
Maanoke cycn. NF 250mn Poccus

Apoaykt ans Maanokc cycn. NF 250mn Poccus Ne cepum: 069
3aKa3uMKa:

Hata 13-Ho»6-2018 00:00:00.00 Cpox roaHocTH: 30-Anp-2021
MNpOH3BOACTBA 00:00:00.00
Jara nosroproro  30-Anp-2021 00:00:00.00 Konnuecteo: 38520.000
KOHTpONA

TexHonoruueckui Ne MeToaHKH ORI OR 761320A1
3aKa3 KOHTpOnA

Bepcus 2 Ccbinka AP ORI-AP-000722 c.e.
Ne opurunana ORI OR761320 Bepcus 6
cepTHrKaTa cepTudHkara

aHanusa aHanuza

Tloka3aTesH | Hopma | PesysbraT
aNIOMHHUA THAPOKCHAA

KonnyectBeHHOe onpeaeneHre 3,6 -4,4 /100 Ma 4,0

MarHus rupoKcuia

Homudena 6poMun 3,38 — 4,64 M1/100 Mn 4,11

Ob1ee yncno a3poOHEIX He Gonee 100 KOE/r 0
MHuKpoopraHu3Mos (TAMC)

ObLee YHCNO OPOIOKEBBIX H He 6onee 10 KOE/r 0

mnecHeBbIX rpubos (TYMC)

E. coli OrcytcTByert/r CooTBeTCTBYET
KoHTtpons ynakoBku CooTreTcTBYET CooTBeTCTBYET

Jannaa cepus 6e1a npon3BeieHa B COOTBETCTBHH ¢ AelicTBYroLMMK TpeGoraHHaMy Haanexaueii
npou3BoAcTBeHHOH npakTHKH (cGMP) 1 ynoeneTBOpseT HopMaM COOTBETCTBYIOLUETO

PEI'PICTpaI.lHOHHOI'O YAOCTOBEPEHHA.

OTueTsl N0 HIrOTOB/IEHHUIO, YIIAKOBKE H AHAIN3Y CEPHii ObINK NPOBEPEHbI U NPH3HAHBI

COOTBETCTBYIOIHMH TpebosanusM npaeun GMP.
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Cepruduxar ananuza SAN O Fl 3

3ason: Origgic
Canogu C.n.A.
(panee CaHogu-Aentuc C.n.A)
Viale Europa, 11

21040 Origgio (VA)
Hranus
Ten. +39 33 9630.1
®akc +33 02 96730535
ORI_OR751320
Maanoke cycn. NF 250mn Poccua
IMpoaykr ana Maanoke cycn. NF 250mn Poccus Ne cepuu: 065
3aKa3uMKa:
lara 13-Hoa6-2018 00:00:00.00 Cpok rogHocTH: 30-Anp-2021
APOH3BOACTBA 00:00:00.00
Hara nosropnoro  30-Anp-2021 00:00:00.00 Konunuecrso: 38520.000
KOHTpOA
Texnonornueckuii Ne mMeTOAWKH ORI OR 761320A1
3aKa3 KOHTpOs
Bepcua 2 Ccbinka AP ORI-AP-000722 c.e.
Ne opuruxana ORI OR761320 Bepcus 6
ceprudukara cepTudukaTa
aHanu3a aHanu3a
3AK/IIOYEHHE O CEPHHA
3aknouenne: Approvato/¥Y TBepxacHa
HMara: 12-J1ex-2018 19:25:43.00
YnonanomoueHHoe NHIIO: Munato Bantep (Milano Walter) (pyxoroautens otaena
obecreueHHst Ka4yeCTBa U 3aMECTHTE/b YIIOJHOMOUYEHHOTO
Ana)

Ceprudukar aHann3a HMEET NEKTPOHHYIO MOJITHCH, TOMYUYCHHYIO MPH NOMOLUH
BaJIHAHPOBaHHOH NabopaTopHo#l HH(OPMALHOHHONH CHCTEMBI.

Meuvats/: Canodu C.n.A. * 3aBoa Origgio * Cumonerta POJIAHAJIO (Simonetta ROLANDO)
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Certificate of analysis

SANOFI .

{towmerly Soncli-sventis 8.p.A.} Prant ¢ Griggio
Viale Europa. I1

21040 Origgie [(VA)

fEaly

Tel. +35 32 96i9.1

Fax. -39 0 9g730533

ORI OR761320
MARLOX SOBP NF Z250ML RUSSIA

Customer article MARLOX SOSP NF Z50ML RUB3IIA Barch nomber 064

Hanvfacturing date  13-NOV-20ig 00:00:00.00 Expiry date: I0-AFR-2021 00:00:00.00
Retost date 30-APR-2021 06:00:00.00 Guantity 384925, $00

Process Order Conrrol Method o ORT OR76132GA1

Version 2 Referance of AP ORI-AF-000722 ¢.e.

Cofi Master n. ORI QR7E1320 Coll versian &

e S TR

TESTS SPECIFICATIONS RESULTS
Sppearance A white homogénscus suspension shoulod conf
form after Xhaking.
Tdentilication: aluminiuwn A wnite gelatincus precipitate should Conf
Larm.
identificat.on: magnisium & slightly opalescent precipitate should Conf
form, with subseqient transformation to
a white crystalline précipitdre.
Ideatificakion: comiphen bromide Rerention time of the doniphen bromide onf
complisgs.
pE 1.% - 8.5 8.2
Fid nwukralizing capativy = 24,3 mEq HCL/10 mi 7.0
Hydrogen peroxide <=0.0272 /100 0.015
Viscosity IN0Q ~ 2000 mbas 50 cps
Sedimentation rasisiance Ho lityle than 15 minutes Cont
Extractable valume Het iess than 250 ml Conf
Aluminium hydroxide assay 3.2 ~ 3.9 9500l 3.5
Magnesium hydroxids assay 3.6~ 8.4 g0 ol 4.0
Domiphen tromida 3.38 - 4.64 13g/1l0¢ nl 4.11
TAMC Hot more than 106 GFl/g 0
TYMT Not wone then 10 SRy 0
B, ool Absent/y Cont
Packaging contrel Complies Conf

e Sz
I

Thia batch has been manufactured in complisnce with the cGM® requirvements and complies with the specifications of
the relavant Marketing Authorisation.
The batch processing, pasckaging and anslysis records were reviewed to be in complisnce witn cUMP.

rap_coa_resiltats uS Page 1 / 2



Sancfl S.plA.

Certificate of analysis

{fsrmarly 3anofl-aventis 3.p.A.)

Yiale Burspa, 11
21040 Origgio [VR}
Ttaly

Tel. 39 02 9610.1
Fax. +38% 02 96730453%

SANOFI

Plant : Origgioc

Customer arninle
Manufactusing date
Retest date
Precess Ordex
Version

Col Muster n,

CRI OR761320

MAALOY SOSP NF 250MI. RUSSIA
MARALOY 20SP NP 255MIL RUSSIA
13-80V-2018 O0:G0: 04,00
30~-APR-20ZL DO:80:05.00

P
ORL OR761320

Eatch number |

Expiry date:
Quantity

069
30-APR-2G21 00:00:00.00
38520.000

Contral Method n. Oty ORTE130R]
Retforence of AP ORI-AP-D50722 .2,

Cof version

6

BATCH DECISION

Pacision
Pocision date

Dacigion operator

Approvato/Approved
12-DBC-2018 19:25:43.00

Milano Walter (QA Manager & Deputy Qualified Person)

This Certificace of Analysis has been electronically sigrned fcom 4 validatsd LIMS

sap coa rRsultaks vh
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