AEKJIAPAIIHA O COOTBETCTBHUHA

AEKJTAPAHT, IPHHUMAROIIHUHA JEKJTAPAITIIO O COOTBETCTBHHE:

AQ "Canoghu Poccun”

Ceedenin o pecucmpaijin opeanusanun.: Mesxcpaitonras uncnexyus Qedepasroll HAN02080N CTVHCELI Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dania npuceoerus OTPH: 19.08.2002

Aopec: 125009, 2. Mocxea, ya. Teepckan, 0. 22. Tereponsharc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuuiil dupexniop Mowac O.4.

Hosepervoe nnjo: 3vdosa A.JO. Jocepennocnis: 6/ om 06.11.2018

3AABIAET, YTO

Aexapcmeennoe cpeccnico; Pecmaa® opadsice xunenHopacmieopumsie 10 unn., empims (10, nausy
KapmowHvie, pec.yo.Ne II NOI4796/01 om 22.07.2008 (dama 3avenst PY 29,05.2017), cepus 3318161,
napnnin 19620 ynaxoeor, zoden 0o 01.08.2021, npouzeodcmea Carnogu Hndua JTusumed / Sanofi India
Limited, Lactose India Limited, A1 Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, IHnous, koo OKIT]2
21.20.10.118, xod TH B3 3004900002, xonmpaxm Ne2S50/40056192/F-2 om 20.10.2010, ureosic
Ne9085309259 om 15.10.2018

COOTBETCTBYET TPEBOBAHIIAM
II NO14796/01-220708 uzs, Ne -5

AEKJIAPATIMAA [IPHHATA HA OCHOBAHHH

npomoKoa ucneharuii Ne 96754 om 16.11,2018 HIT OO0 "Lenmp xoumpons kavecmea Buoaaligh",
anmectiam akkpedvmaynu RA.RU.21IIKO] om 22.07.2015 2., cepmughuxam anarza Canopu Hudus
Jurtuined NeFDI161/2018 om 26.09.2018, Cepmugpuxam POCC IN.@MOS.C03650 om 16.11.2018

JATA IIPHH.HTHJI JERJIAPAIIRH /6.11.2018

_ 3ybosa A.10.
TOAIIHCH OO

CBEJEHHA O PETUCTPALINHA

OPT'AH IIO CEPTHOHKAITHHA, 3APETHCTPHPOBABIIHIT JEKJIAPAITHIO

Opeaw 1o cepmu@uraijui npodyryul

OBiijecti6a ¢ G2PantieHHot oNIGeNICINGeHHOCTbIO «OKPYICHOI eHmp cepnnigiixayun»,
adpec: 620014, POCCHA, Ceepdaceckas obaacniv, Examepundype, Xoxparosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru. ainmecinam axspedwniauu Ne RA.RU. 1 1OMOS

IIEKJIAPAIIHSI O COOTBETCTBHH A POCC RU [J-IN.¢M05.4.07180/18

Ymweprna ALA.

PykoBoguTens Opraia mo
cepTH}HIKALNH NPOAYKIIH
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Ed. Nc, 08

| , o SANOFI
Carodghu Hndusn Jlumumed / Sanofi india Limited.
Address. Sanofi India Limited, indig
Appec! CaHotbu Wnawa NMumureg, Wriavs
CEPTUDVKAT AHATTAZA
ANALYTICAL REPORT
Ne FD161/2018
Date/flara 26/09/2018
MpoaykT: Gecran®, ppaie KALSIHOPACTROPHMSIE
Product : Festal® Dragees Enterosoluble .
Homep cepum 3318161 Hava npovssogcTea 08/2D18
Batch number Manufacturing date
Othen Tablet {"ogeH Ao 08/2021
Department ‘ Expiry date.
Paamep naprum 2000000 Monyueko 21/09/2018
Batch size Received on
Mokasarenu: Peaynbrartii: Hopmst:
) TESTS RESULTS SPECIFICATION
Onvicanue ' Bencle, rnsHuesble, kpyrnble | Genbie, TNAHUEBBIR, KPYIMLIg
Apaxe co cnabbiM  3araxoM | apame co cnabuiv sanaxom
BAHWTIA BaHWUNN
Description White shining circular dragees | White shining circular dragees
with fairit vaniiia odour with faint vanilla odour
[oanukHocTs: CooreeTcTRyET
- AMnnasa Cooteercreyer
- NMunaza. CooTaercTeyer
— Xonepan KHCJIOTG COQTBGTCTBYéT
Identification: ) Ta comply
~ Afylase Com_phgs
« Lipase Complies
| - Cholic acid Complies
| Cpeatas mMacca Mr 541,625 mr £ 20 Mr
Average weight 540,94 mg 541,625 mg + 20 mg .
OTKNOHeHHE 0T Cpestel Macckl | 540,2 5280 545.0 534,4 | 1+10% oT cpegHeli maccs)
, 540, 5520 5437 527, |
Average Welght variation 5594 5439 5419 5541 |4+ 10% of avg, wt.
527,11 5343 8376 5477
_ 5493 5592 52773 523 8
Notepa B macce npr ' ' He Gonea 8 0%
BLICYIUMBAMNA
Loss on drying 3,79 %. Net more than 8,0%
PacnagaemadcTs / Disintegration test
1) B cpae 0,1 M HCI CooTeercrayer 1} Cooraercreyer Epp. O,
In 0,1 M HCI Complies Comply to EP
2) 8 cpene GyghepHoro MURYT 2) He Gonee 60 iy
pacreopa ¢ pH 6,8
In buffer pH 6,8 38 minutes Not more than 80 minutes
for Russja ™ .. & tpdleely Page 1.0f 2



Mpoaykr: ®ecran®, Apaxe KALIEYHOPACTBOpUMBIE
Product : Festal® Dragees Enterosoluble

Homep cepuu / Batch number: 3318161

Lipolytic activity (Lipase)

8042,37 FIP units / dragee

Nokazarenu: PeayrisTarbt: Hopmbl: '
TESTS RESULTS SPECIFICATION

KonnuecteeHHoe onpegencHme:
Content:
a) NanxpeaTu: a)

Pancreatin He mexee 40580 FIP Ef/npane
— BKTUBHOCTL AMWUNAZLI FIP Efifgpawme Not less than 4050 FIP units /

Amylolytic activity {Amylase) 7733,78 FIP units / dragee dragee
He menee 5400 FIP EQ/apaxe

-~ AKTUDNOCTL flunaaid FIP Efi/npawe Not less than 5400 FIP units /

dragee

He menee 270 FIP EQl/gpaxe

Cholic acid

12,61 mg/ dragee

~ BKTUBHOCTL NpoTeass FiP Efl{apaxe Not less than 270 FiP units /
Proteolytic activity (Protease) 364,47 FIP units / dragee dragee
b} Xonepas wcnoTa mr/ppaxe §) He menee 11,25 mrigpaxe

Not less than 11,26 mg / dragee

<) MNemuyennwonasa

Hemicellulase activity

4,5 mn 0,1 N pacTeopa ioga/apaxe

4.5 ml of 0,1 N iodine solution

B} He meHee 2an 0,1 N
pacteopa Roaa/apaxe

Not less than 2 mi of 0,1 N jodine
solytion / dragee

Muxpolbuonoruueckan uucToTa:
Microbial {imit test;

~ Obtyee uncnc aspobHbix KOE ir <1 KOEIr
MUKPOOPraHW3MOB

Total aerobic microbial count 90 CFU/g <10°CFU /g

— ObLyee YUCNC QPOXOKEBELIX ¥ KOE/r <10°KOE/r
nnecHesbix rpubos

Total yeasts and molds count <10 CrU/g <102CFU/g
—3HrepobakTepuil, KOE/r <102 KOE/r
YCTORUMBLIX K JKenvu

Blile-tolerant enterobacteria <10 CFU/g  |<10*CFU/g
Escherichia coli (8 1 1) Orcyrereyet Otcyverayetir
Escherichia coli (in 1 g) Absent Absent /g
Salmonella spp. (8 10 1) Orcyrcrayer Oreyrerayey/ 101
Salmonella {in 10 g} Absent Absent/10 g
Staphylococcus aureus (8 1) OrcyrcTeyer Orcyrereyet/r
Staphylococcus aureus (in 1¢) Absent Absent /g

MPUMEYAHUE:OBPASEL, COOTBETCTBYET TPEBOBAHWAM KOHTPONRA KAMECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

aMINHA OTBETCTBCHHOTO
Name of Authorised Signatory

for Russia
Ed. No. 08
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tion of the above mentioned balch was in accordance of Good Manufacturing Practice (GMP) requirements.

Sy NOANKUCH, OTAEA KOHTPOJIA KAYECTBA
' AUTHORISED SIGNATORY, QUALITY CONTROL

Hevars
Company Stamp
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