JEKJIAPAIINA O COOTBETCTBHUHA

NEKJTAPAHT, IPHHAMAIOIIHI AEKJIAPAITHIO O COOTBETCTBHM:

AQ "Canoghut Poccng™

Ceedenna o pezucimpayun opanusaifiin;: Mexcpaitonnas uncnexyus PedeparbHail HA1020680H cAYxcdsl Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OT'PH: 19.08.2002

Adpec: 125009, e. Mockea, y:1, Teepcian, 6. 22. Teaegpon/parc: 8 (495) 721-14-00/721-14-11

B ame: enepaavrutit dupexmop Mowxe O.A.

Hoeepernnoe miyo: 3vbosa A.FO. Joeepewrnocnin: 6/ om 06.11.2018

3ASIBIAET, UYTO

aexapcmeennoe cpeocnieo; Cecnaa® dpadice Kuewnopacmeopuxsie 10 umn., cmpuner (10), nauxu
KapmionHwie, pe2. vo.Ne IT NOI4796/01 om 22.07.2008 (dama savienvt PY 29.05.2017), cepus 3318162,
napmus 19620 ynaxoeox, eodex 0o 01.08.2021, npoussodcmea Canogu Hrdus JTuannned / Sanofi India
Limited, Lactose India Limited, At Poicha (Rania), Tal. Sulvi, Dist. Vadodara, India, Hudus, kod OKII2
21.20.10.118, koo TH B3] 3004900002, xonmpaxm Ne250/20056192/F-2 om 20.10.2010, unsoiic
Ne9085309608 omi 17.10.2018

COOTBETCTBYET TPEBOBAHHIM
II NO14796/01-220708 uza. Me 1-5

HEKJAPAININS TIPHHATA HA OCHOBAHWH

npomoxoa ucnvimanutt Ne 1026477 om 28.11.2018 HIT 000 "Llenmp xonnipoas xavecnica Buoaatigh”,
animectian akkpeoumaiu RA.RU.2Z1LKOI om 22.07,2015 2., cepmughuram ananza Canogu Huoua
Jhoumed NeFD162/2018 om 26.09.2018, Cepmugpuram POCC IN.QAMDS5.C03751 om 28.11.2018

JIATA OPHESTAS NEKTAPATI 28.11.2018
TEKJTAPATVST IIEQECTBHTE JIBHA JIO 01.08.2021
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CBEJEHHUA O PETUCTPALIUHA

'OPT'AH 110 CEPTH®HKAIIAY, 3APETHCTPHPOBABINIH JIEKJTAPAITHIO

Opzax no cepmuuxaifu npooyKyuY

Oéitjectigd ¢ 0ZPARINEHHOT ONIGEMCINGEHROCINGIO « OKPYICHON YeHmp cepmuduxaui»,
adpec: 620014, POCCHA, Ceepdaoscran obracmn, Examepunbype, Xoxpaxoea, 74, 1706,
nien: (343) 380-27-55, www.ekbocs.ru, ammecmen axxpedumanuu Ne RA.RU, 11 DMOS

,E{EI\JIAPAIIHH O COOTBETCTBHIM A2 POCC RU J-IN.®dM05.4.08440/18

Yuuepnna A.A.

PykoBoauTens oprara 1o
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Canocbu Nuduna Mlumumed / Sanofi india Limited.
Address: Sanofi India Limited, India
,Ag,pec Canotbn Wuana Numurea, WMikgna

CEPTUOUKAT AHANIN3A
ANALYTICAL REPORT

SANOE]

Ne FD162/2018

Date/fara 26/09/2018

poaysr: Decran®, apaxe KULLIBYHOPECTEOPIMbIE
Product : Festal® Dragees Enterasaluble

Ed,No.08 ¢ gfeqllely

Howmiep cepisi 3318162 | Bata nponagopcraa 08/2018
Batch number . Manufacturing date
QOrnen Tahlat Fonel Ao 0872021
Department Expiry date
Paamep napriu 2000000 Flonyqeno 21/09/2018
Batch size Received on.
Noxazarenu: Peayntrari: "Hopmuk:
. TESTS , RESULTS SPECIFICATION
OnucaHue Benble, rnaHueBkle, Kpyrrble Beneie, rnakUesse, xpyrnwie
Apaxe co chafibiM  3anaxom Apdxe co cnadbiM 3anaxom
BAHUNN BAKUNYU
Description White shining circular dragees White shining circular dragees
with faint vanilla odour with faint vanilla odour
MNognuKEHeCTE: CooTtBeTCTBYET
— Amunasa CooreetcrRyer
~ flunaaa CooTtaeTcibyeT
- Xonesas KMCHoTa CooTeercrayeT
Identificatian; . To comply
— Amylase Complies ' ‘
— Lipase .Qompl!es‘
— Cholic acid Complies _
CpefiHsis Macca M 541,625 mr 4 20 mr
| Average welght 533,95 mg 541,625 mg +-20 mg
OrwrtoHetie ot €pegHei- maccrl | 532,98 542,4 6349 5306 |+10% or cpegHeil Macce
- 15278 58505 5347 5273 '
Average Weight variation 5870 5589 5386 5357 |10% of avg. wi.
537,0 5408 5358 5288 '
5378 5414 5523 5446
MoTepa B Macce-npw He Gonee 8,0%
BLICYLLUBAHKN . _
Loss on drying 399% Not more than 8,0%
Pacnapaemocts lDismtegratlon test
1) B cpene 0,1 M HGI CooTtsercrayer 1) CooTeeTcTBYET E8p. ¢.
0,1 MHCI Complies Comply to EP
2) B cpege Bydreproro MUHYT 2) He Gonee 60 muHyT
pactsopa ¢ pH 6,8 ) ‘
In buffer pH 6,8 38 minutes Not more.than 60 minutes
far Russia @" Page 1 of 2




[poaykr: ®ecran®, apaxe mwewoﬁééﬁopnmme
Product : Festal® Dragees Enterosoluble

Homep cepuv / Batch number; 3318162

~ aKTueHocTe lMpoTeastl
Proteolytic aclivity (Protease)

FIP Eflinpaxe
363,02 FIP units / dragee

MNokazarenu: PeaynbTathi; HopMmbt:
TESTS RESULTS SPECIFICATION

KonuuecteerHoe onpegeneHve;
Content;
a) Nankpearun: a)

Pancreatin He menee 4050 FIP El/apaxe
- AKTUBHOCTL AMUITaan! FiP El/opaxe Not less than 4050 FIP units /

Amylolytic activity (Amylase) 8272,67 FIP units / dragee dragee

He mexee 5400 FiP Efllnpawe

~ @KFMBHOCTL Nunasst FIP EQ/Apaxe Not less than 5400 FiP units /

Lipolytic activity (Lipase) 9184,77 FIP units / dragee dragee

He menee 270 FIP Ef/apaxe
Not less than 270 FIP units /
dragee

b) Xonesan kucnora
Cholic acid

Mr/apaxe
12,65 mg/ dragee

6) He menee 11,25 mrigpaxe
Not less than 11,25 mg / dragee

c) lemuuenmonasa

Hemicellulase activity

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

4.5 ml of 0,1 N iodine solution

B) He MeHee 2 Mn 0,1 N
pacteopa kopa/apaxe

Not less than 2 mi of 0,1 N iodine
solution / dragee

Muxpobuonorndeckan umucrora:
Microbial limit test;

- OBlee uucno aspobHeix KOE /r <10*KOE/F
MUKPOORTaHU3MOB

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

~ OBLee YMCNo APOXOKEsbIX 1 KOE/r <102KOE/r
rnecHesblx rpubos

Total yeasts and molds count <10 CFU/g <10° CFU/g
~3HTepobakrepuii, KOE/r <10?2KOE/r
YCTORUMBLIX K XKEnNun

Bile-folerant enterobacteria <10 CFU/g <102CFU/g
Escherichia cali (8 1 1) Orcyrereyer Orcyrcrayertir
Escherichia coli (in 1 g) Absent Absent /g
Salmonella spp. (8 10 1) OrcyTereyet Orcytereyet/ 10T
Salmoneila (in 10 g) Absent Absent/10g
Staphylococcus aureus (8 1 r) Orteyrcrayer Otcyrereyet/r
Staphylococcus aureus (in 1g) Absent Absent /g

HPMMEHAHME:OEPASELL COOTBETCTBYET TPEBOBAHNAM KOHTPOSS KAUECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Produgztion of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements,

f‘/”

—t{enyang Kalavadja
QA Manager
DaMunus OTBETCTBEHHOIO
Name of Authorised Signatory

for Russia
Ed. No. 08
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