TEKJIAPAIIASI O COOTBETCTBHM

JEKJIAPAHT, IPUHUMAIOIIHWA JEKJIAPAITHIO O COOTBETCTBHM:
AO "Canogpu Poccus"

Ceedenun o peucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus Qedepansroil Har020601 cayicber Ne
46 no 2. Mocxee 01.01.2008, O'PH 1027739079940, oama npuceoenus OI'PH: 19.08.2002

Aopec: 125009, 2. Mocxea, va. Teepckan, 9. 22. Tenegpon/gpaxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepaavnuiii dupexmop Mowic O.A.

Hoeepenrioe auyo: Kysneyoea H.FO Qoeepenrnocme: 6/n om 20.08.2019

3ASIBJIET, YTO

Aexapcmneentoe cpedcmeo: Pecmanr® Opadxce Kuuteynopacmeopumeie 10 wan., cmpunst (4), nauxu
kapmonnuie, pez.yo. No IT NO14796/01 om 22.07.2008 (0ama enecenus uamenenuir 8 PY 25.05.2018),
cepus 3319156, napmus 49032 ynaxoeox, zooen do 31.08.2022, npouzsodcmea Canogpu Hnuous JTuvumed
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania),Tal. Salvi, Dist. Vadodara, India, Hnous,
ko9 OKITT2 21.20.10.118, xod TH B 3004900002, xowmpaxm Ne250/40056192/F-2 om 20.10.2010,
uneotic Ne 9085351138 om 23.10.2019

COOTBETCTBYET TPEROBAHHAM
IT N014796/01-220708 uzm. Ne 1-6

JEKJAPAIIUSA ITIPHHSITA HA OCHOBAHHH

npomoxon ucnetmanui Ne 144281 om 27.11.2019 HJT 00O "Lenmp xonmpoas xavecmea buoraiigh”,
ammecmam axxpedunayun RA.RU.21L[KO01 om 22.07.2015 2., cepmugpuxam ananuza Cavogu Hudua
Jhuvmumed NeFD162/2019 om 09.10.2019, Cepmugpuxam POCC IN.®@MO5.C11585 om 27.11.2019

JATA IIPUHATHA JEKJIAPAIIMM: 27.11.2019 ..
JEKJNAPAHHA JENCTBUTEJIBHA J0: 3/.08.2022 2.

MELE %f/ Ky3snenosa H.IO

OerIapdanm MOAIHCH ®.H.O

CBEJEHHS O PETUCTPAIIUNA

OPT'AH IO CEPTHOHKAITAH, 3APETHCTPHPOBABIIINAMN JEKJIAPAITHIO

Opezaw no cepniuxay pooyKyuy

Obljecisa ¢ 0cpaniNeRHoTl OMeemcmeeHHoCIbIO «OKPYXNCHOI tenmp ceprugurayui»,
adpec: 620014, POCCHA, Ceeponoeckan obaacnmw, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeoumayuu Ne RA.RU.11 OMO5

JAEKJAPAIIUSA O COOTBETCTBHH M POCC RU J-IN.PM05.4.53232/19
JATA PETHCTPALTHA: 27.11.201

Uuueprna A.A.

noAan PykoBoaHTens opraHa 1no
cepTHHHKALHH NPOXYKIHH
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SANOFi
Canochu MHdus fumumed / Sanofi India Limited,
Address: Sanofi India Limited, India
Agpec: Carotu Uigur fiumuten, UHaua
CEPTHOUKAT AHANTU3A
-ANALYTICAL REPORT
Ne FD162/2019
Date/flara D9/10/2019
MpopykT: GecTan®, gpake KMUEHHOPacTEOpUMLIS
Product: Festal® Dragees Enterosoluble _
"Homep cepin 3319156 Data nponssoscTsa 09/2019
| Batch number ) Manufacturing date
{ Otpen | Tablet MNopex go 10872022 HE
Department % Expiry date
| Paamep naptiuu 2000000 Monyero 0410/2019
 Baich size _ Received on
Mokazarenu: PeaynuTathi: - Hopmi::
TESTS RESULTS SPECIFICATION
Onucanve : Benute, rrintuessie, kpyrnoie | Benle, radlERse, Kpyrilbie
Apake ¢o crabsiM sanaxom apaxe co c¢nabelim 3anaxom
BAHUNK BaHWM
Description White shining circular dragees | White shining. éitular dragees
- with faint vanilla odour with faint vanilla odour
MoanuHHOCTH; B CooTeeTcTByeT
-~ AMunaza CooTBeTcrayeT '
- NMunasa Cootaercreyer
- Xonesas kvcnota Coorsercreyer
Identification: , . To comply
~ Amylase Compiles |
~ Lipase Complies
— Cholit acid Complies
- CpenHns macca Mr 541,625 Mr & 200 Mr
Average weight . 540,97 mg. 541,625 mg + 20 mq_
OTKNOHeRve oT coeatell Maccel | 555,9 5G0,3 537,80  530,7 | +10% OT cpenHels Maceht
: 6513 564,3 5310 5568
Average Weight variation 5489 546,55 5250 5391 £ 10% of avg, wt.
5255 5285 5458 5295
6270 5445 5251 5558 : .
floTeph B Macce npit o ' He Gonee 8,0%
BEICYWMBAHUN
Loss on drying 2,53 % Not mare than 8,0%
‘Pacnapaemocts / Disintegration test
1) 8 cpege 0,1 M HC! Coorsercrayer '} 1) CooteercrayeT Esp. O,
1n 0,1 M HC! Complies Comply to EP
2} 8 cpepe Bycdeproro MHHYT 2) He Gonee B0 MuHYT
" pacrTeopa ¢ pH 6,8
InbufferpHé,8 38 minutes Not more than 60 minutes
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Mpoaykr: decran®, gpaxe KMLEYHOPACTBOPUMLIE
Product ; Festal® Dragees Enterosoluble

Homep cepuu / Batch number: 3319156

Mokazarenu: Pe3synbrathi: Hopmiai:
TESTS RESULTS SPECIFICATION
KonuyecreeHHoe onpeaensHue:
Content;
a) NanxpeaTum; a)
Pancraatin He mexee 4050 FIP EQ/apaxe
~ BKTURHOCTL AMUNask) FIP ElJ/gpaxe Not less than 4050 FIP uniis /
Amylolytic activity (Amylase) 9051,52 FIP units / dragees dragees
He menee 5400 FIP EYnpaxe
— AKTMBHOCTSL Jlunaakl FIP E[Vapaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 9397,43 FIP units / dragees dragees
He menee 270 FIP Efyapaxe
- aKTUBHOCTL nporea3u FiP Eﬂ’ﬂpail(e Not less than 270 FIP units /
Proteolytic activity (Protease) 424,07 FIP units / dragees dragees
b) Xonesan cnora Mmriapane 6) He mexee 11,25 mifapana
Cheotic acid 12,72 mg / dragees Not less than 11,25 mg / dragees

¢) Femuuennionasa

Hemicellulase activity

5,1 mn 0,1 N pacteopa iloga/ppaxe
5,1 mi of 0,1 N iodine solution

8) He mexea 2 M0, 1 N’
pacrsopa fioga/apake

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

MuxpoGuonoryeckas yucrora:
Microbial limit test:

— OBuwee wucno aspobHbIX KOE Ir <10*KOE/r
MWKDOOPraHu3MoB

Total aerobic microbial count 100 CFU/g <10*CFU /g

- Obuee YNCNO APONOKEBLIX U KOE/r <102KOE/r
nnecHeswX rpubos

Total yeasts and molds count <10 CFU/fg <102 CFUig
~3xrepobaxrepui, KOE/r <102KOE/r
YCTORMMBLIX K XKeMHM

Bile-tolerant enterobacteria <t0_CFU/g <102CFU/g
Escherichia coli(a 1) Ovcytcrayet Orcytersyer/r
Escherichia coli {in 1 g) Absent Absent /g
Salmonella spp. (8 10 ¢} Otcyrcreyer 1 Orcytereyet/ 10 r
Salmonella {in 10 g) Absent Absent/10g
Staphylococcus aureus (8 1) Otcyterayer Orcytetsyetir
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHUE.OBPASEL| COOTBETCTBYET TPESOBAHUAM KOHKTPONA KAMECTBA,

RE

HJIHA OTBETCTBEHHOTO
Naipe of Authorised Signatory
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KS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Producfion of the above mentioned balch was in accordance of Good Manufacturing Practice (GMP) requirements,

NOMITHCh, OTAEJ KOHTPOJISI KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL
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