JEKJIAPAIIUA O COOTBETCTBUH

| JEKJIAPAHT, IPHHIMAIOIIHAA JEK/TAPAITHIO O COOTBETCTBHH:
' A0 "Canoghu Poccua”

Ceedernns o pezncmpayuu opeanuzauu: Mexcpationnasn uncnexius Pedepancholit Hano2060i cayxcbvr M
46 no 2. Mocxkee 01.01.2008, OFPH 1027739079940, oama npucsoenus OF'PH: 19.08.2002

Adpec: 125009, 2. Mocxaa, va. Teepckan, 0. 22. Tenegon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: I'eneparvrotit dupexmop Movwe O.4.

Hoeepennoe mujo: 3vboea A.FO. Toeepennocmv: 6/n om 06.11.2018

3AABJAET, YTO

nexapcmeennoe cpedcmeo: Qecman® dpaxce kuwewnopacmeopunssie 10 wm., cipunet (10), nauku
xapmonnvie, pe2.yo. e IT NO14796/01 om 22.07.2008 (dama enecerus usmenenuii ¢ PY 25.05.2018),
cepusn 3318225, napmus 19664 ynaxoeox, 200en oo 31.10.2021, npouzeodcmea Canogpu Hnous Jlumumed
/ Sanofi India Limited, Laciose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara. India, Ffnous,
k00 OKIIA2 21.20.10.118, xod TH B3 3004900002, konmpaxm Ne250/40056192/F-2 om 20.10.2010,
ungoiic Ne9085320767 om 23.01.2019

COOTBETCITBYET TPEBOBAHHAM
i IT NGI14796/01-220708 uzm. Mo 1-6

| AEKJTAPALIMSA NIPUHATA HA OCHOBAHHH
npomoxon ucneimanuit Ne 139411 om 22.02.2019 HJI 000 "Lenmp xornipons xavecniea buoralip”,

ammecmam axxpedumayuu RA.RU.21LKOI om 22.07.2015 2., cepmugpuxam anaruza Canogpu Hnous
JTunimned NeFD22572018 om 20.12,2018, Cepmughuxam POCC IN.@M05,.C05474 om 22.02.2019

JATA IPHHATHS JEKJTAPAITAN: 22.02.2019 ¢
JEKJAPAREA JENCTBHTENBHA J0: 31.10.2021 <.
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CBEJEHHUA O PETUCTPALINHN

OPIr'AH IO CEPTH®HKAIIHH, 3APEr HCTPHPOBABIIHI JEKJAPATINIO
Opean 1o cepmuguxaiuu npooyKyun

Obljecnea ¢ 02panienHoti aNGenCHIGERHOCTIBI0 « OKPYICHOT yermp cepmuduxayu»,
adpec: 620014, POCCHA, Ceepdnoeckan obnacme, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman axxpedumayuu Me RA.RU. 1 1OMO5

HH M POCC RU J-IN.®@MO05.4.17491/19
R019 2.

UruepuHa A.A.

rE)n HCh PykoBOAHTeNb OPraHa 1o
cepTHOHKALHH NPOAYKIHH
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SANOFI
Camvogpu Undus Jlumumed / Sanofi India Limited.
Address:; Sanofi India Limited, Indja
Apnpec: Canothi Muawa Numuten, Ungus
CEPTUDUKAT AHANMKU3A
ANALYTICAL REPORT
Ne FD225/2018
Date/[lata 20/12/2018
Mpoaykr: Pecran®, gpaxe KMWENHOPACTBOPUMbIE
Product : Festal® Dragees Enterosoluble _
Homep cepun 3318225 [laTa npon3soAcTea 11/2018
Batch number 1 Manufacturing date
Ovgen Tablet l'ogeH po 10/2021
" Department Expiry date
Pasmep naprm 2000000 Nony4eno 15/12/2018
Bafch size | Received on
" Tokasarenw: PesynuTatel: HopMer:
N TESTS _ RESULTS N SPECIFICA TION
Onucarue | Benwie, rnnHUeBLIG,  Kpyrnble | bensie, rnsHIeBkle, Kpyrnble
Apaxe co cnabeim  3anaxom | apaxe co cnabbim 3anaxom
BaHWUNY BaHUNK
Description White shining circular dragees | White shining circular dragees
with faint vanilla odour with faint vanilla odour:
MognuHHocTs: ' { COOTBETCTBYET
- AMnnasa Qooraercrayer
- Nunasa CootsercTByeT
- Xonesas KHCroTa CoorBetcTByeT
ldentification: _ ) To comply
—~Amylase Comp{[es
- Lipase Compll'e_s
— GCholic acid Complies ; .
CpepHan macca ' Mmr 541,625 Mt + 20 ¢r
Average weight 533,83 mg | 541,625 mg + 20 mg.
OvknoHeHue oT cpeaHei macesl | 533,3 5437 5285 5277 |+10% ot cpenHeil Macceh
539,14 5239 5380 5340 '
Average Weight variation 522,56 5348 537,86 530,7 |+ 10% of avg. wt.
524,3 5288 5217 5572
, 5256 5262 5225 5237 i .
Notepsn 8 macce fpu 'He Bonee 8,0%
BbiCYLLMBARAW
Loss on.drying 4,21 % Not more than 8,0%
Pacnafaemocts / Disintegration test
1) & cpege 0,1 MHCI CoovBeTcTBYET 1) CooTRetcTaYeT EBp, D.
In0,1 M HCI Complies Comply to EP
2) 8 cpege Bydeproro MYHYT -2) e Gonee 60 MuHYT
pacraoiﬁa cpH 6,8
In buffe{: pH 6,8 36 minutes 'Not more than 60 minutes
gz:;s;i; - o ‘% Page 1 of 2
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MponykT. dectan®, apaxe KMWEYHOPACTBOPUMbIE
Product : Festal® Dragees Enterosoluble

Homep cepun / Batch number: 3318225

Hemicellulase activity

4.8 ml of 0,1 N iodine solution

fokasarenu: Peaynurarhl: HopMmbs:
TESTS RESULTS SPECIFICATION
KonuuecTeeHHOe onpegeneHue:
Content;
a) ManxpeartuH: a)
Pancreatin He mexee 4050 FIP Ell/ppaxe
- AKTHBHOCTL AMUNA3L! FIP E/apane Not less than 4050 FIP units /
Amylolytic activity (Amylase) 7074,41 FIP units / dragee dragee
He menee 5400 FIP E[l/apaxe
~ KTUBHOCTE Nlunassl FIP Elnpaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 9077,56 FIP units / dragee dragee
He menee 270 FIP E[J/ppaxe
~ aKTUBHOCTL MpoTeasol FIP EfVapaxe Not less than 270 FIP units /
Proteolytic activity (Protease) 375,62 FIP units / dragee dragee
b) Xonesan kwcnoTa mr/apaxe ©) He menee 11,25 mr/iapaxe
Cholic acid 12,76 mg/ dragee Not less than 11,25 mg / dragee
¢) Mlemnuyennionasa 4,8 mn 0,1 N pacteopa Aopga/gpaxe | 8) He menee2Mn 0,1 N

pacTeopa fioga/apaxe
Not less than 2 ml of 0,1 N iodine
solution / dragee

Mukpobuonoruieckan YuCToTa:
Microbial limit test;

- Obuiee uncno aapobHbIX KOE Ir <10 KOE/r
MUKPOOPraHU3MOB

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

- OBulee UCND APOXOKeBLIX WU KOE/r <102KOE/r
nnecHeee!x rpubos

Total yeasts and molds count <10 CFU/g <10?CFUlg
-OHTEPOOaKTEpW, KOE/r <102 KOE!Ir
YCTORUMBLIX K XKendu

Bile-tolerant enterobacteria <10 CFU/g  |<10%CFu/g
Escherichia coli (8 1) OrcyTcreyet Orcyvcreyet/r
Escherichia coli (in 1 g) Absent Absent /g
Salmonella spp. (8 10 ) OtcyTcrayer Otcytcteyer/ 10 r
Salmonella (in 10 g) Absent Absent/ 10 g
Staphylococcus aureus (8 1 1) OvcyrcrayeT OteyrerayeTtir
Staphylococcus aureus (in 1g) Absent Absent /g

APUMEYAHUE:OBPA3EL COOTBETCTBYET TPEBOBAHNAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Producti

QaMunug OTBETCTBEHHOTO
Ngme of Authorised Signatory

for Russia
Ed No. 08

of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

MOAIHCH, OTAEN KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL




