JEKJIAPAIIMSI O COOTBETCTBUU

AEKJAPAHT, HPHHUMAIOIIHA JEKJIAPAIINIO O COOTBETCTBHH:
AQ "Canogpu Poccus”

Ceedennn o pecucmpayuu opeanuzayun: Mexcpaiionras uricnexyus Qedepansuoii Ha020601 cayHcos N
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, damna npuceoenus OI'PH: 19.08.2002

Aodpec: 125009, 2. Mockea, vr. Teepckas, 0. 22. Teregpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nwiye: Ienepanenniii oupexmop Monae O.A.

Hocepennoe nuyo: Kysneyosa H.FO Josepennocme: 6/u om 20.08.2019

3AABJIIET, UTO

Aexapcmeeririoe cpeocnieo: Pecmar® dpadice kuuieyropacmeopumeie 10 win., cmpuner (10), nausu
Kapmonnste, pez.yo. Ne I NO14796/01 om 22.07.2008 (dama enecenus uzmernenuii e PY 25.05.2018),
cepus 3319150, napmun 19660 ynaxosox, 200ex do 31.08.2022, npouseodcmea Canopu Hudus Turiumed
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, Hudus,
ko0 OKIZ/{2 21.20.10.118, xoo TH B3] 3004900002, xoumpaxm Ne250/40056192/F-2 om 20.10.2010,
uxeofic No 9085350595 om 18.10.2019

COOTBETCTBYET TPEGOBAHUSIM
IT NO14796/01-220708 uzm. Ne 1-6

JEKJIAPALIMA ITPHHATA HA OCHOBAHHH
npomoxon ucnermariuit Ne 13890/ om 20.11.20019 HJT O0Q "Llenmp xonmpons xavecmea Buonaiigh”,

| ammectam akxpedumatgtiu RA.RU.21IIKOI om 22.07.2015 2., cepmughuxam anamiza Canogpu Hudus
JTusmumed NeFD156/2019 om 05.10.2019, Cepmugpuxam POCC IN.@MDS5.C11135 om 20.11.2019

JIATA DPHHATHSA JEKIAPALTHH: 20.11.2019 2.
ITEKJAPANHUSA AEMCTBATEJBLHA [10: 31.08.2022 .
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CBEJAEHMUS O PETUHCTPAIIUHA

OPT'AH IO CEPTHO®HKAIIHH, 3APETHCTPHPOBABIIHHN JEKJIAPAITHIO
Opzan no cepmughuxanjuy npoovkyuu

Obuecinea ¢ ozpanniennol oneencmeenHocmuio « OKPYXCHOT! yermp cepmuguray»,
aopec: 620014, POCCHA, Ceeponoscxkan obnacmm, Examepunbype, Xoxpaxosa, 74, 1706,
mea: (343} 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11DPMO5

AEKJAPAITHA O COOTBETCTB M POCC RU J-IN.®M05.4.51794/19

UnuepHHa ALA.

PyxosonuTens oprana mo
CepTHOHKAIMH NMPOTYKIHH




Canogpu Mnoun NMumumed / Sanofi India Limited,
Address: Sanofi India Limited, India
Anped. Canodu Mugua Numuter, ViHans
CEPTHOUKAT AHANIV3A
ANALYTICAL REPORT
Ne FD156/2019
Date/Aata 05/10/2019
Tipoaykr: decran®; ppaxe. KMweuHopacTEOPUMELE
Product; Festal® Dragees Enterosoluble
Homep cepun 3319150 ' [ata npoussoactsa 09/2019
Batch number . S _{ Manufacturing date .
Oraen Tablet - FogeH go 08/2022
Departmént | Expiry date _ _
Paamep napmin 2000000 ' Monyueko 30/09/2019
Batch size ) ) L ‘Received on a
NMokasavenu: ' PeaynsTarthi: HopMes:
TESTS | RESULTS SPECIFICATION
Onvucanne | benuie, manuessie, kpymbie | Benkie, rrRHUeBkRIe, Kpyrieie
Rpaxe. co ¢naboin 3anaxom Apaxe ¢o cnabkiM -3anaxom
BaHUAK - BAHUAM
Desoription White shining circular dragees | White 'shinihg circular dragees |
with faini vaniila odour - with faint vanilla odour
- MoAnnHHOCTY: = Lk © fCooveercreyetr
“— AMHnasa CooTteeTcTayeT
- flvnaaa : CooraercreyeT
- Xonesan wcnoTa CooteeTctayer
Identification: Te comply
- Amylase Complies
~ Lipase Complies
- Chollc agid , __ Cotnplies : :
Cpefisis macca - ' oM 541,625 Mr+ 20 mr
Averagé weight : 542,15 mg 541,625 mg £ 20 mg
‘OTxnoHete oT CpEanel macekl | 557,6 554,0 6318 5460 +10% ot cpegHeit mattsl
5470 5551 5266 5428
Average Weight variation 5257 550,1 5434 5541 + 10% of avg. wt.
544,8 5320 5470 5334
53186 5408 5243 55498
Moteps a macce npu He Gonee 8,0%
BLICYLIMBAHWI :
Loss on-drying 651% Not more than 8,0% ]
Pacnagaemocts / Disintegration test ' '
1) s cpege 0,1 M HCI Cooreetcteyer 1) CooteercrayeT Eap. .
In 0,1 MHC! : Complies Comply to FP
2) s.cpene GycepHoro ' -4 MUKYT ' 2) te Gonee 60 MUHYT
1 pacveopa o pH 6,8 _
In buffer pH 6,8 - 38 minutes. Not more than 80 minutes
‘ P
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MNpoaykT: Pecran®, Apake KMWEHHOPACTBOPUMBIE
Product : Festal® Dragees Enterosoluble

Homep cepuu / Batch number; 3319150

Mokalarenu: Pesynsrathi: Hopmiss:
TESTS RESULTS SPECIFICATION

KonndecreerHoe onpsaeneHue:
Content:
a) Nanpearun: a)

Pancreatin He mexee 4050 FIP EQ/apaxe
- BKTHEHOCTL AMUNa3sk FIP Ef/apaxe Not less than 4050 FIP units /

Amylolytic activity (Amylase) 8094 .64 FIP units / dragees dragees

He menee 5400 FiP Ell/apaxe

Hemicellulase activity

4.5 ml of 0,1 N lodine solution

— anTuBHOCTE NMnaskl FIP EVapame Not less than 5400 FIP units /

Lipolytic activity {Lipase) 9608,63 FIP units / dragees dragees
He menee 270 FIP Efl/apawe

— aKTueHocTe MpoTeass FIP Eﬂlnpa}oce Not less than 270 FIP units /
Proteolytic activity (Protease) 388,05 FIP unils / dragees _dragees

b) Xonesan mcnorta urinpaxe 6} He menee 11,25 mrigpaxe
Chollc acid 12,92 mg / dragees Not less than 11,25 mg / dragees

¢} Femuuyanmionasa 4,5mn 0,1 N pacreopa Hopa/gpawe | 8) He MEeNes 2 Mn 0,1N

pacteopa Aoga/apadte
Not less than 2 ml of 0,1 N iodine
solution / dragee

Muxpobuanoruyeckan uncroTa:
Microblal limit test;
— OBwee yueno aspoBHBIX KOE /r <10*KOE/r
MVKPOOPraHnamMoB
Total aerobic microbial count 110 CFU/g <10*CFU /g
- ObLee 4Mcno APOXOKeBbIX 1 KOE/r <10 KQE/r
nnecHesIx rpuboa
Total yeasts and molds count <10 CFU/g <10?CFU/g_
-3HTepobakreput, KOE/F <102KOE/r
YCTORMUBLIX K XenuK
| Bile-tolerant enterobacteria <10 CFU/g <10?CFU/g
Escherichla coli (8 1 1) OrvcyvctByeT Oreyrersyertir
Escherichia coli (in 1 g) Absent Absent /g
Salmonelia spp. (8 10 1) Orcyrcreyet Ortcyrereyetr/ 10
Salmonella (in 10 g) Absent Absent /10 g
Staphylococcus aureus (B 1 r} Orcytersyer Orcyrcreyetir
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHUNE.OBPA3EL, COOTBETCTBYET TPEEOBAHWUAM KOHTPONRA KAUECTBA.
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NOANKCH, OTAEN KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL
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KS; THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
ion of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.




