TEKJAPAIIAS O COOTBETCTBUHA

JEKJAPAHT, IPHMHUMAIOIMI JEKJAPAITUIO O COOTBETCTBHH:
AO "“Canogpu Poccus”

Ceedennn o peaucmpayuu opeanusayun: Mexcpaiionnas uncnexyus OedepansHoti Haro2060li cyHcovr Ne
46 no 2. Mockae 01.01.2008, OFPH 1027739079940, dama npuceoenus OIPH: 19.08.2002

Adpec: 125009, 2. Mockea, va. Teepckas, 0. 22. Tenegon/arc: 8 (495) 721-14-00/ 721-14-11

B nuye: Fenepamsuuiit dupexmop Mownc O.A.

Jloeepennoe nuyo: Kysneyoea H.FO Josepennocmy: 6/n om 20.08.2019

3AABJIET, YTO

Aexapcmeentoe cpedcmso: Oecman® dpadce Kuewnopacmsopumsie 10 wm., cmpunst (10), nauxku
xapmonnste, pez.yd. Mo IT NO14796/01 om 22.07.2008 (oama enecenus uzmenenuit 6 PY 25.05.2018),
cepus 3319152, napmus 19640 ynaxoeox, 2oden oo 31.08.2022, npouzeoocmea Canoghu Hrous JTumumed
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, Huous,
k00 OKIIIT2 21.20.10.118, xod TH B3] 3004900002, xonmparm Ne250/40056192/F-2 om 20.10.2010,
uwneotic Ne 9085351136 om 23.10.2019

COOTBETCTBYET TPEBOBAHUAM
II N014796/01-220708 uzm. MNe 1-6

JEKJAPAITUA ITIPHHATA HA OCHOBAHHH
npomoxon ucnsimaruii Ne 1442477 om 27.11.2019 HIT QOO "Lenmp KOHMPOAS Kavecniea Buonaiigh”,

ammecman axxpedumayun RA.RU.21L{KO1 om 22.07.2015 2., cepmucpurani ananuza Canogu Hroun
JTumumed NeFD158/2019 om 05.10.2019, Cepmugpuxan POCC IN.OM05.C11582 om 27.11.2019

JATA NPUBATHA JEKJAPALIAN: 27.11.2019 .
TEKJAPAIHA JEACTBHTEJBHA RO: 31.08.2022 2.

M /7 Kysuenosa H.IO

oeraapanm NOMIIHCH ©.H.O

CBEJEHHUSA O PETUCTPAIIUHN

OPI'AH IO CEPTH®HKAIINH, 3APETACTPHPOBABIINHI TEK/IAPAITHIO

Opean no cepmuduxayuy npodvKyuu

O61jecnea c 02pann1ennoil oniGemcIGeHHOCTbI0 «OKPYICHO yeHmp cepmuuxayui»,
adpec: 620014, POCCHA, Ceeponosckasn obnacmy, Examepunbypez, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmanm axxpedumayuu Ne RA.RU.1 1 PMO5

TEKJIAPAIIASI O COOTBETCTBHM X POCC RU JI-IN.®M05.4.53275/19
TPAIIMH: 27.11.201

——

UngepHHa A A.

noaAngés PyXOBOZHTEIS OpPTaHa 1Mo
cepTHHKANHE HPOAYKIHH

-




: SANOF|
Carogpu Undus Numumed / Sanofi India Limited.
Address: Sancfi India Limited, India
Anpec: Caxodin Uugua Aumunres, Wagus
CEPTUDUKAT AHATIU3A
ANALYTICAL REPORT
Ne FD158/2019
Date/flaTa 05/10/2019
MpoaykT: ®ectan®, apaxe KMWEHHOPACTBOPAMbIE
Product: Festal® Dragees Enterosoiuble
Homep cepuu 3319162 flata npou3sogcTea 0912019
Baich number Manufacturing date .
"Otaen ‘Tablet |Fogenpgo 08/2022
Department i — _Expiry date :
Pa3mep naptun 2000000 MonyyeHo 3010912019
Batch size Recelved on
Moxazarenu: Peaynbrarhl: HopMLi:
TESTS RESULTS nE SPECIFICATION
Onucanne - . benule, fMAHLesbg, KPYrALe | befible, FIAHUEBBIB; KpyrAbie
Bpaxe co cnabuiM 3anaxomt [ Apawe Co cnabuiv sanaxoM
BaHWAN BIHUNK
Descripticn White shining circular dragees | White shining cireular dragees
, e with faint vanilla odour with faint vanilla odour
NoanuHHOCTE; _  CooTeeTcrRyeT
- AMunaza CooteercraysT ;
~ Jlunaaa Cooreercreyer
~ Xonesan kucnora CooTsercrsyer
Identification: . To comply
- Amylase Complies
- Lipase C_omplies
~ Gholic acid Complies
Cpearan mMacca Mr 541,625 Mr+20mr
Average weight 548,05 mg _ 1541625 mg+20 mg
OTkrionerue T cpepHei maces! | 5552 552,6 548,3 5581 ' £10% ot cpeaHelt Maccu
1527,2 5571 5274 549,8
Average Weight variation 5552 5287 5315 546,8 + 10% of avg. wi.
' 555,7 5568 65305 5492
5448 557,11 557.3 531.5
MNareps & macce npn ' ' ' He 6onee 2,0%
BoICYLUMBaHUI
Loss on drying 5,95 % Not more than 8,0%
.| Pacnapaemocts / Disintegration test
1) 8 cpege 0,1 M HCI CooteercTyeT 1} Cooteercrayer Esp. .
1in0,1 M HC! Complies Comply to EP
-2) s cpefde OyddpHoro MUHYT 2} He Gones BO MUHYT
‘pacteopa ¢ pH 6,8
in' buffer pH 6,8 40 minutes | Not more than 60 minutes

for Russi, (Pf
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MpoaykT: $ecran®, apaxe KULLIBYHOpacTBOpMMblE
Product : Festal® Dragees Enterosoluble

Homep cepwn / Batch number: 33198152

(Tokazarenu: Pesynbrarthl: Hopmbi:
TESTS RESULTS SPECIFICATION

KonudecraenHoe onpegenenue:
Content;
a) NanxpeaTwH: 8)

Pancreatin He mexee 4050 FIP Efyapaxe
- aKTHBHOCTb AMWA2A3b1 FIP EQ/apaxe Not less than 4050 FIP units /

Amylolytic activity (Amylase) 9188,82 FIP units / dragees dragees

He menee 5400 FIP Efyapaxe

— BKTUBROCTE /lMnast FIP Efinpane Not less than 5400 FIP units /

Lipolytic activity (Lipase) 9909,81 FIP units / dragees dragees

He meHee 270 FIP Efliapaxe

- aKTvieHocTs MpoTeast FIP EfYapaxe Not tess than 270 FIP units /
Proteolytic activity (Protease) 407,95 FIP units / dragees @aes
b) Xonesan kucnora mrigpae 6) He menee 11,25 mrigpaxe
Cholic acid 12,88 mg / dragees Not less than 11,25 mg / dragees
"¢} Femuuennicnasa " 4,5mn 0,1 N pacteopa #opa/ppane | e) He menee 2 mn0,1 N .
pacTeopa Ropa/papams
Hemicellutase activity 4.5 ml of 0,1 N iodine solution Notless than 2 mi of 0,1 N iodine

solution / dragee

Muxpobuonorniecrkan wucTora:
Microbial limit test;

— Obuwee uncno aapobibix KOE Ir <10*KOE/r
MUKPOOPraHu3Mos
Total aerobic microbial count 100 CFU/g SI0'CFU /g
- Obwiee YMcno APONOKEBLIX KOEIr <102KOE/
necHepbix rpubos
Total yeasts and molds count <10 CFU/g <10°CFU/g
-3xrepobakTepuii, KOE/r <102KOE/r
YCTORUMBLIX K Xenun .
Bile-tolerant enterobacteria <10 CFU/g <10°CFUlg
Escherichia coll (& 1 1) Orcytersyer OrcyTcTayet/r
Escherichia coli (in 1 g) Absent Absent /g
Salmonelia spp. (8 10 r) Orcyrcteyer Orteyrereyet/ 10 r
Salmonella (In 10 g) Absent Absent/10g
Staphylococcus aureus (8 1) Otcyrereyer OrcyrctByer/r
Staphylococcus aureus (in 1g) Absent Absent fg

NMPUMEMAHUE;OBPA3ELl COOTBETCTBYET TPEGOBAHWAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturlng Practice (GMP) requirements,

PaMuHA OTBETCTAREHHOTO
Name of Authorised Signatory

for Russia
Ed, No. 08

NOJTIHACD, OTHAEJ KOHTPOAA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL
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