JEKJIAPAIIAA O COOTBETCTBHUA

JMEKJAPAHT, IPHHUMAIONINA JEKJAPAIIAIO O COOTBETCTBHH:
AC "Canoghti Poccua”

Caedenna o pecucmpayuu opzanusaipi: Mexcpaiionnan uncnextyus PedeparsHoil HAN020601 cTyHcOv! Ne
46 1o 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OIPH: 19.08.2002

Adpec: 125009, 2. Mocxsa, va. Teepckas, 0. 22. Tene@on/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: leneparenniii Oupexmop Monsc O.A.

[Hoeepennoe munjo: Kyaneyoea H.FO fJoeepennocmo: 6/w om 20.08.2019

3ASABJISIET, UTO

Aexapcmeentoe cpedcmeo: Pecnar® dpaxce xinweunopacmeopumste 10 wim., cmpunet (2), nauxu
xapmonwvie, pez.yd. N IT NO14796/01 om 22.07.2008 (0ama erecenus uzsenenuir 6 Py 25.05.2018),
cepus 3319131, napmus 98105 ynaxoeox, 2o0en do 31.07.2022, npousgodcmea Canogpu Huoun JTumumeo
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, Huous,
k00 OKIIT2 21.20.10.118, xoé TH B3 3004900002, xormparxm Ne250/40056192/F-2 omn 20.10.2010,
ureolic No 9085348254 om 26.09.2019

COOTBETCTBYET TPEBOBAHUAM
IT NOI14796/01-220708 uzar. M 1-6

JEKJIAPAIIAA NPHHATA HA OCHOBAHHHA
npomoxon ucnoimanuit No 127171 om 08.11.2019 H/I OO0 “Lermp KoHMpPOIA Kaiecmed Buoaaiigh”,

ammecmam axxpedumannn RA.RU.21LIKOI om 22.07.2015 2.,cepniugpuxam aranza Canopu Huous
JTuvumed NeFD137/2019 om 12.09.2019, Cepmugpuxam POCC IN.OMO5.C10911 om 08.11.2019

JATA IIPUHATHAA AEKJIAPALIRN: 08.11.2019..
AEKJTAPAITHA JEVCTBHTEJBHA J0O: 3/.07.2022 2.
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CBEJEHHSA O PETUCTPALIUHN

OPTAH 10 CEPTUOHKAIINY, 3APETUCTPAPOBABINHH JEKJIAPAIHIO

Opean no cepmu@uxayuy npooyKyuu

O6ugecmea ¢ o2panudentoii omeemcmeentochivio « OKpyXCHON yeHmp cepmuurayuu»,
adpec: 620014, POCCHA, Ceeponoscran obnacms, Exameprnbype, Xoxpsxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman axxpeoumanuu Ne RA.RU.11 DMOS5

JEKJAPAIIAA O COOTBETCTB N POCC RU JI-IN.®M05.4.50148/19
JATA PETHCTPALIUU: 08.11.20]

YuruepuHa A.A.

TIOJNRCh PykoBoguTeIHs Oprasa no
cepTHOHKAIHH MPOTYKITHH




SANOFI

In buffer pH 6,8

Canodu Mndus lumumed / Sanofi India Limited.
Address: Sanofi India Limited, India
Anpec: Carocdu Muana Numuten, UHaus
CEPTUDWUKAT AHANMWU3A
ANALYTICAL REPORT
Ne FD137/2019
Date/flata 12/09/2019
Mpoayxr: dectan®, aApaxe KALEYHOPACTBOPUMBIE
Product: Festal® Dragees Enterosoluble
Homep cepun 3331 Hara npowssogcTaa DB2019
Batch number : Manufacturing dafe i
Otaen Tablet FoaeH Ao Q712022
Department _ Expiry date
Paamep naptum - 12000000 MonyveHo 31/08/2019
“Bateh size Recelved on :
" flokazaTenu: Peaynkrathi: Hopmsi:
TESTS . _RESULTS - : SPECIEICATION
Onucanve. ' ‘bgnbg, mAHueBLle, kpyraue | Bentie, rAAHUEBLIE, KpyraLe
‘apaxe co0 cnabema  3anaxom | gpaxe co cnabbiM 3arfaxom
aaHnnK BaHWNK
Desgription White shining circular dragees White- shihing clrcular dragees
{ _ with fairit vanifla edour with faint vanilla ddour
| Mopgrmriocys; j CooTseTcTBYeY
--AMvnasa ' Cooteercrayer
- Jlunasa CogreeTcrayer
| - Xoneeag kuenoTa CooTeercTeyeT
[dentification:: . TFo comply
- Amy'ase Complles
| = Chellc acid Complies |
Cpenwsia Macca nr 541,625 mrz 20 mr
Average we|gtit §33,44 mg 541,625 mg + 20 g
-OTinoHeHWe oT cpeaHell Macchl 541,0 5345 5226 5313 +10% oT.cpenHen Macch!
1538,0 5394 65295 5309
‘Average Welght variation 5329 5269 65254 95264 +10% of avg. wt.
5484 548,0 5337 5283
. - 5279 5480 5233 5316 .
Moreps 8 Macce NHu He 6onee 8,0%
BLICYLLNBAHUN
Loss on drying % 5.60 % Not more than 8,0%
Pacnagaemocts / Disintegration test
1) scpege 0,1 M HCI CoorserciayeT 1) Cooteetcrayer Eap. @,
| In 0,1 M HCI Complies Comply to EP
| 2) e cpepe Gydeproro MUHYT 2) He 6onee 60 muHyT
pacteopa ¢ pH 6,8 _ _
35 minutes Not mare than 60 minutes
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Npaaykr: Pecrtan®, Apaxe KULIEYHOPACTBOPHMbIE
Product : Festal® Dragees Enterosoluble
Homep cepuu / Batch number: 3319131
NoxasaTenwu: Pesynerarth!: Hopmbs:
TESTS RESULTS SPECIFICATION
KonuuecreerHoe onpeaenenwe:
Content;
a) NaxkpaaTux: a)
Pancreatin He meHee 4050 FIP Eflinpaxe
— aKTUBHOCTb AMUNA3HI FIP EVapaxe Not less than 4050 FiP units /
Amylolytic activity {Amylase) 8357.53 FIP units / dragees dragees
He menee 5400 FIP EfMapane
- aKTneHocTs flunask FIP EQ/apaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 6615,99 FIP units / dragees dragees
He menee 270 FIP E/apaxe
~ aKTUBHOCTL npo'reaau FiP ENAPG)KB Nolless than 270 FIP units /
Proteolytic activity (Protease) 417,15 FIP units / dragee dragee
b) Xoneran xucnora Mrigpane 6) He menee 11,25 mrigpaske
Chaolic acid 13,01 mg/dragee Not less than 11,25 mg/ dragee
c) femuuennionasa 4,5 mn 0,1 N pactaopa iopa/npaxe | 8) He mewee 2 un 0,1 N
pacTeopa fopa/ppane
Hemicellulase activity 4,5 mi of 0,1 N iodine solution Not less than 2 mi of 0,1 N iodine
solution f dragee
MyikpoBiuonoruueckas 4ucrora:
Microbial limit test:
- Obugee uicno aapobHbIx KOE I <10* KOE/r
MUKPOOPraHUsMOoB
Total aerobic microbial count 100 CFU/g <10CFU /g
- Obujee Yucno ApoNoKeBbLIX U KOE/r <102 KOE/r
finecKeskix rpubos
Total yeasts and molds count <10 CFU/ <103CFUIg
~-Iurepobaxrepiin, KOE/r <102 KOE/r
YCTORUMBLIX K Kervw
Bile-tolerant enterobacteria <10 CFU/g  1<10°CFulg
Escherichia coli (8 1) OrcyTcTByeT Orcyrereyer/r
Escherichia coli {(in 1 g) Absent Absent /g
Salmonella spp. (8 10 1) OrcyrcTRyet Oteyrerayet/ 10
Salmonella (in 10 g) Absent Absent/10g
Staphylococcus aureus (8 1) Orcyrcrsyer Oreyrerayev/r
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEMAHUE:OBPA3EL, COOTBETCTBYET TPEEOBAHUAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Prodyction of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

NOANUCH, OTAEN KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Verified by

DamiTHA 0TRETCTBEHHOTO ( ?_\
Name of Authorised Signatory e i
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