JEKJIAPAIIUASI O COOTBETCTBHUA

JEKJIAPAHT, MPHHAMAIOIIHHA JEKJIAPAIIMIO O COOTBETCTBHH:
AO "Carnocgu Poccur”

Ceedernun o pezucnipayuu opeanusmjuu: Mescpationnan uncnexyus Pedepansroil HA102060i1 CAVIHCOLI Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoerius OIFPH: 19.08.2002

Adpec: 125009, o. Mockea, ya. Teepckas, 0. 22. Tenehon/paxc: 8 (495) 721-14-00/721-14-11

B nuge: Ienepanvrulit dupexmop Mowaic O.A.

Hoeepernoe nuyo: 3vbosa A.FO. Hogsepennocnio: 6/n om 06.11.2018

3AABJISIET, YUTO

Aexapcmeerroe cpedcmeo; Pecnar® opadxice kuievnopacmeopumete 10 wm., cmpunvt (2), nauku
Kapmonnsie, pec.vo.Ne IT NO14796/01 om 22.07.2008 (dama sHecenua usmerenuii 8 PY 25.05.2018),
cepus 3318220, napmun 98142 ynaxoeox, 200en 9o 31.10.2021, npouseoocmea Canodpu Hnous
JTumumed / Sanofi India Limited, Lactose India Limited, At Poicha (Rania),Tal. Salvi, Dist. Vadodara,
India, Huoua, xod OKIIA2 21.20.10.118, xod TH B3I 3004900002, konmpaxm Ne250/40056192/F-2 om
20.10.2010, nnsoiic Ne9085318444 om 26.12.2018

COOTBETCTBYET TPEBOBAHHAM
| I NO14796/01-220708 1w3m. Ne 1-6

| JEKJIAPAIIAA IPUHATA HA OCHOBAHHH

npomoxon ucnsunanuii Ne 6244 om 31.01.2019 HJT 000 "Lienmp xornmpona kavecmsa Suoaaiigy",
ammecmanm axxpedumanuu RA.RU.2ILHKOI om 22.07.2015 2., cepmughuxam ananuza Canogu Hnou
Jurumed NeFD2202018 om 15.12,2018, Cepmuguxam POCC IN.QMD5.C05264 om 31.01.2019

JATA IPUHSTHA AEKTAPALIMH 31.01.2019
JAEKIAPALINSA JRUCTBHTEIBHA J0 31.10.2021
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CBEJEHHSA O PETUCTPALIUHA

OPTAH 110 CEPTH®HKAIIHH, 3APETHCTPHPOBABINHI JEKTAPAIIHIO

i Opear no cepmuguxaiuy NpeOVKyu

| Obuectnaa ¢ 0ZpaHUMEHHOT! OMGENICNIGEHHOCIIBIO «OKPY’CHOM Yermp cepriguxayuu»,

| adpec: 620014, POCCHA, Ceepdnoscran obnacnie, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55. www.ekbocs.ru, ammeciam axkpedumeuu Ne RA.RU.11OMO5

JEKJIAPAIIMA O COOTBETCTB M POCC RU J-IN.®@MO05.4.14722/19

Unyepuna A.A.

HOHH){?B \ PyKOBOZHTENs OPrafa no
\ cepTHOHKAINH NPOAYKIHH
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Ed.No 08 (g |3212m¥

, ~ SANOFI
Canothu Nrdusn Jlumumed / Sanofi India Limited,
Address: Sanofi India Limited, India
Appec: Caxwodu MHaus Nlumnten, UHans
CEPTUGUKAT AHANU3A
ANALYTICAL REPORT
Ne FD220/2018
Date/flara 15/12/2018
MpopykT: Gecran®, gpaxe KAWEYHOPACTBAPKMLIS
Product : Festal® Dragees Enterosciuble
' Homep cepum 13318220 [lara npon3soacTaa 11142018
Batch number Manufacturing date | _
Orgen ITablet -TogeH no 1102021
Departiment | Expiry date
Pa3smep napti 12000000 Monyyexo 1107122018
Batch size i . | Received on
Nokasavéenu: Pe3ynerarTht: HopwMmbl:
. TESTS RESULTS _ SPECIFICATION
Ommcanne | Benwie, rnAauuessle, Kpyrnsie | Benblg, MAHUEBDbIR, Kpyrnbie
apaxe ¢o cnabbuiM  3anaxoM | gpaxe cb &nabeiv 3anaxom
saHunu BAHUIH
Description White shining circular dragees White shining circular dragees-
with faint vanilla odour with faint vanilla odotir
MognuHHocTL: o CooTaeTcTeyeT
- Amunasa GoorBercreyeT
~ Jlunasa CoorBeTcTByeT
— XoneBas KucnoTa CooTteeTcrayer
ldentification; » To comply
- Amylase -Complies
- Lipase Complies
- Chelic acid  Complies
Cpepnnsia macca A mr 541,625 mr + 20 sar
Average weight 52799mg 541,825 mg + 20 mg
Orknonenneé oT cpepHeil Macenl | 5552 5337 5254 5265 | +10% ot cpenHed maccsl
547,0 5387 5388 538,9
Average Weight variation 527,3 5313 533,2 5405 + 10% of avg. wt.
546,2 524,0 5500 5311 '
. 8335 5221 5503 5325
| NoTeps 8 macce npu He Gonee 8,0%
BLICYLUMBAHNM, {
Loss on drying 4,26 % Not more than 8,0%
PacnapaemocTs / Disintegration test
1) 8 ¢cpepe 0,1 M HCI CootsercreyeT 1) ConteergrByeT EBp. .
in0,1 M HCI Complies Comply to EP
2) e cpapne GydepHoro MUHYT 2) He Gonee 60 MyKyT
pacreopa ¢ pH 6,8
in buffer:pH 6.8 35 minutes Not more than 60 minutes
forRussIa“-E}’ et
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MNpoayxr: Pecran®, gpaxe KMWEUHOPaCTBOPUMbLE
Product ; Festal® Dragees Enterosoluble

Homep cepuu / Batch number; 3318220

Cholic acid

12,98 mg/ dragee

Nokasatenu: Pesynbrartbi: Hopwmbi:
TESTS RESULTS SPECIFICATION
KonuuecteeHkoe onpegensHue:
Content:
a) Nankpeatud a)
Pancreatin He menee 4050 FIP Efifapaxe
— aKTMBHOCTE AMUNA3L FIP EN/npaxe Mot less than 4050 FIP units ¢
Amylolytic activity {Amylase)} 7087.77 FIP units / dragee dragee
He menee 5400 FIP Eflinpawe
— @KTUBHOCTE flunass FIP EQ/apaxe Not tess than 5400 FIP units /
Lipolylic activity (Lipase) 9618,12 FIP units / dragee dragee
He meHee 270 FIP El/ppaxe
- aKTUBHOCTL MpoTeass FIP EfVapaxe Not less than 270 FIP units /
Proteolytic activity (Protease) 413,67 FIP units / dragee dragee
b) Xonesan xucnora mrinpame 6) He menee 11,25 mrigpame

Not less than 11,25 mg / dragee

c) NemMuyennionasa

Hemiceliulase activity

4,8 mn 0,1 N pactaopa wopa/apaxe

4.8 mlof 0,1 N iodine solution

g) He menee 2Mn 0,1 N
pacreopa fiona/apaxe

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

Mwvikpobunonorinyeckas yncrora:
Microbial limit test;

~ OBuwee 4yucno aspobHbix KOE /v <10*KOE/r
MUKDOOPTaHU3MOB

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

— OBiuee YNCNO APOACKEBLIX U KOE/r <102 KOE/r
nnecreesix rpubos

Total yeasts and molds count <10 CFU/g <10?CFU/lg
—3AnTepobakTepni, KOE/r <10?KOE/r
YCTOM4MBbLIX K Kenun

Bile-tolerant enterobacieria <10 CFU/g <102CFU/g
Escherichia coli(e 1 1) OvcyreTayer Oveyrcveyet/r
Eschaerichia coli (in 1 g) Absent Absent /g
Salmonella spp. (8 10T) Orcytcreyer Orcyrereyet/ 10
Salmonella (in 10 g) Absent Absent/10 g
Staphylococcus aureus (8 1 1) Orcyrcrayer Orcytcreyev/r
Staphylococcus aureus (in 1g) Absent Absent /g

APUMEHAHUE:OBPA3EY COOTBETCTBYET TPEGOBAHUAM KOHTPONA 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
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