AEKJAPATIAS O COOTBETCTEBHI

AEKJIAPART, IPHHAMAIOMIAN JEKJIAPAIHIO O COOTBETCTBHH
AO "Canoghu Poccus”

3apeeucgzpumano : Meawcpaiionnas uncrexyus MEHC Poccuu No39 no z.Mocree OT'PH 1027739079940
om 19.08.2002

Adpec: 125009, 2. Mocxsa, ya, Teepcxag, 0. 22, Tenepon/ghaxc: 8 (495) 721-14-00/ 721-14-11

B ruye. Ieneparvnuiii Oupexmop Monxc O.A,

Hosepervoe nuyo: Joyacuruna H.P.

Hosepennocms: 6/n om 21.08.2018

3ASBJSIET, YTO

aexapemeennoe cpedemeo; Pecman® dpace KiueNnopacmeopumeie 10 wm., cmpunws (2), nauky
xapmornvie, pez Mo IT NO14796/01 om 22.07.2008 (0ama samenw: PY 29,05.2017), cepus 33181 32,
naprtus 98100 ynaxosox, zodex do 01.07,2021, npoussodcmga Canoghu Hudus Jumumed / Sanofi India
Limited, Lactose India Limited, At Poicha (Rania),Tal. Salvi, Dist, Vadodara, India, Hudus, kod OXIIq2

21.20.10.118, xod TH BT 3004900002, xoumpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic
Ne9085304626 om 03.09.2018 :

COOTBETCTBYET TPEGOBAHMSIM
11 N014796/01-220708 wsm. Me ]-5

AERJIAPAINAS IIPHHATA HA OCHOBAHHAH

npomoxon ucnumanui Ne 827811 om 16,10.2018 HIT 000 "Lenmp xonmponx xavecmea Buonatih”, ammecman
auxpeduman RA.RU.211[K0! om 22.07.2015 2., cepmugiuxam anarusa Canoghu Hndsus Jlumumed
NeFD152/2018 om 21.08.2018, Cepmugiuxam POCC IN. @MU, C03452 om 16.10.2018

AATA ITPAHATHA llEKJIAPA]IﬂII 16.10.2018
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=== CBEJAEHUS O PETHCTPAIIAH
OFI'AH HO CEPTH®HKAHHH, 3APEI'ACTPHPOBABIIMI AEKJIAPATTHIO

Opezax no cepmughuxayuy npodyxyuu

Obuecmea ¢ ozpanuvennoii omsemcmeennocmi0e «Oxpyorciodi yenmp cepmughruxayuu,
adpec: 620014, POCCHA, Ceepdnoeckas obnacms, Examepuntype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumanuu Ne RA.RU. 1 1GMOS

TIOATHCH { ‘ Pyxosomurem oprana
1O CepTEHKALEN NPOKYKITAR
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Caropt Mudus NTumumed / Sanofi India Limited.
Addréss: Sanofi [ndia Limited, india
Agipec: Carodm Mugus Tnmuren, Wugus
‘CEPTU®UKAT AHANUIA
ANALYTICAL REPORT
Ne FD152/2018
Date/Jara 21/08/2018
Ipogykr: Gecran®, ppaxe KULIEYHOPaCTBOpUMbIE
Product : Festal® Dragees Enterosoluble
Homep cepun 3318152 Hara npouseogstaa 07/2018
Batch number ‘ Manufacturing date
Otpen Tablet Fopew no 07/2021
Department Expiry date
Pasmep naptiu 2000000 NonyueHo. 16/08/2018
Batch size ' Received on
HMokazavrerin: Peaynbrarht: - Hopmsr:
- TESTS RESULTS SPECIFICATION
Onwcanue Benuie, maHUedsle, Kkpyrnsie | Benble, rnaHuesse, Kpyrnbie
Apawe co cnEbbim  3amaxoMm | Apame to crgbhiM  danaxom
‘ -BEHUNK BaHUMA
Description  White shining cireutar dragees White shining circuiar dragees
' with faint vanilla edour with faint vanilla odour
MognukHocTs:  Coorsercrayer
— AMuriasa CootaercrByer
— Jinhaaa CootseTcTYeT
- Xonesasi KACNoTa CQDTB&'FCTBYE?
Identification: ) ; To comply
~ Amylase Complies o
- Lipase Gompli_es.
— Cholic acid Complies .
CpezHan Macca Mmr 541,626 mr 20 Mr
Avérage weight 535,6 mg 541,625 mg + 20 mg
Orvunioxenue oT cpegHedt Macchl |:523,7 544,1 546,9 5424 +10% oT cpeaHel Maccot
5404 5389 527,7 5294
Average Weight variation 540,0 651,1 5434 5531 + 10% of avg. wt,
5254 5379 5503 5315
5497 5358 5296 537.8
-FloTeps 8 Macce nipu He 6anee 8,0%
BbiCYLUMBAHNN
Loss on drying _ 455 % -Not mote than 8,0%
Pacrianaenocrs / Disiftegration test "
1) B cpeae 0,1 M HCI CoorseTcreyeT 1) CoorseTcTByeT EBp. O,
0,1 M HCI Complies Comply to EP
2) s cpepe Bydpeprioro . - | MUHYT 2) ve Bonee 60 MUHYT-
| pacredpac pH 6.8 o | e
In buffer pH 6,8 36 minutes Not more than 80 minutes

for Russie
ey

Paée 10f2




[ Mipoaykr: ®ectan®, Apaxe KUWEHHOPACTEOPUMbBIS
Product : Festal® Dragees Enterosoluble

Homep cepum / Batch number: 3318152

fMokazaTenu:
TESTS

PesynbTare:
RESULTS

Hopmel:
SPECIFICATION

KonnuectBeHHoe onpeagenerne:;
Content:

a) Naxkpeatus:
Pancreatin
— aKTUBHOCTE AMMAfA3L!
Amylolytic activity (Amylase)

- 8KTUBHOCTL JInnaak:
Lipolytic activity (Lipase)

~ aKTuaHoCcTb [poTeasti
Proteolytic activity (Protease)

FIP Efl/npaxe
7636,32 FIP units / dragee

FiP EQ/npaxe
9978,84 FIP units / dragee

FIP El}/ppaxe
506,07 FIP units / dragee

a)

He mexee 4050 FIP Efl/npaxe
Not less than 4080 FIP units /
dragee

He meHee 5400 FIP EQ/apaxe
Not less than 5400 FiP units /
dragee

He meree 270 FIP E[/apaxe
Not less than 270 FIP units /

dragee

b} Xonesan kucnora
Cholic acid

mMrigpaxe
12,82 mg/ dragee

6} He menee 11,25 mr/gpaxe
Not less than 11,25 mg / dragee

c) Nemuyennionasa

Hemicellulase activity

5,1mn 0,1 N pacTeopa Aopa/gpawe

5,1 mi of 0,1 N iodine solution

8) He Mekee 2Mn 0,1 N
pacTeopa hopalnpae

Net less than 2 ml of 0,1 N iodine
solution / dragee

Mukpobuonornieckas umcToTa:
Microbial limit test:

— Obuwiee yucno aapobrbix KCE fr <10° KOE/r
MUKPOOPTraHUamos

Total aerobic microbial count 110 CFU/g <10°CFU /g

~ OBuyee uncno ApONOKEBbLIX W KOE/r <10?KOE/r
nnecHessiX rpuBos

Total yeasts and moids count <10 CFU/g <10? CFU/g
—3HTepobaxTepui, KOE/r <10?KOE/Ir
YCTORUMBLIX K XXenyu

Bile-tolerant enterobacteria <10 CFU/g <102 CFU/g
Escherichia coli (8 1 1) OtcyTtcreyeT Oreyrereyet/r
Escherichia coli (in 1 g) Absent Absent /g
Salmonella spp. (8 10 1) OrtcyterByeT Oteyrcreyet/ 10r
Salmonella (in 10 g) Absent Absent/10g
Staphylococcus aureus (8 1) OrcytcTayer Otcyrereyet/r
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHUE.OBPAZELL COOTBETCTBYET TPESOBAHVAM KOHTPORS KAYECTBA,
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Productign of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

1g Kalavadia
QA Nlanager . - .o
daMunug OTRETCTBEHHOIO
Name of Authorised Signatory

for Russia
Ed. No. 08

‘Verified by

[OAINMCh, OTAEJ KOHTPONSI KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL




