AEKJIAPAIINSA O COOTBETCTBUH

JEKJIAPAHT, IPUHUMAIOUINH JEKJIAPAITHIO O COOTBETCTBHH:
AO "Canogu Poccus”

Ceedenun 0 peaucmpayuu opzanusayuu: Mexcpationnas uncnexyus QedepanoHoti Hanoz080i cayxchot Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH; 19.08.2002

Aodpec: 125009, 2. Mockea, ya. Teepcas, 0. 22. Tenedhon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuvlii dupexmop Mouoe O.A.

Hoeepernoe nuyo: Hepuwuna O.JI. Josepennocme: 6/n om 15.03.2019 2.

3ASIBJISIET, YTO

Rexapcmeennoe cpeocmeo: Pecman® dpasice xuweynopacmeopumste 10 wm., empunwt (10), nauxu
kapmounsie, pez.yo. Ne I1 N014796/01 om 22.07.2008 (dama enecernus usmenenuti ¢ PY 25.05.2018),
cepus 3319072, napmua 6000 ynaxoeox, zoden 0o 30.04.2022, npoussodcmea Canogu Hnous JTumumeo /
Sanofi India Limited, Lactose India Limited, At Poicha (Rania),Tal. Salvi, Dist. Vadodara, India, Huoun,
ko0 OKIIJJ2 21,20.10.118, koo TH B3] 3004900002, konmparxm Ne250/40056192/F-2 om 20.10.2010,
uneotic Ne 9085337978 om 25.06.2019

COOTBETCTBYET TPEBOBAHHUAM
11 NO14796/01-220708 uzm. Ne 1-6

JAEKJIAPAIIASA ITPHHATA HA OCHOBAHHHA
npomoxon ucneimanuii Ne 7642/ om 08.08.2019 HJI OO "Llenmp xonmpons xavecmea Buonaiigh”,

ammecmam axkpedumayuu RA.RU.211JK0! om 22.07.2015 2., cepmuchuxam ananuza Canogpu Hnous
JSTumumed NeFD072/2019 om 17.06.2019, Cepmugpuxam POCC IN.PM0O5.C08880 om 08.08.2019

JATA IIPUHATHIA JEKJTAPAINHHA: 08.08.2019 2.

JEKJIAPANAS NEMCTBUTEJLHA [O: 30.04.2022 2.
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CBEJAEHMUSI O PETUCTPAIIUN

OPT'AH I10 CEPTUOUKAIINHN, 3APETUCTPHPOBABIIHH JEK/IAPAITHIO
Opzan no cepmudgbuxayuy npodyxkyuu

O6uecmsa ¢ ozpanuiennoi omeemcmeenrnocmuio «OKPYIHCHOU Yyenmp cepmudbuxayuu»,
adpec: 620014, POCCHA, Ceeponosckasn obracmo, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU. 11 DMO5

AEKJIAFPAIIUA O COOTBETCTBMH N POCC RU J-IN.®M05.A.36716/19

2.
Unuepuna A A.
noztmcf PykoBoautens oprata no
CepTHHHUKALIMK TPOAYKIIMH




SANOF!

Canogpu UHOus Nlumumed / Sanofi India Limited.
Address: Sanofi India Limited, India
Anpec; Canodim UHaua NumnTen, Viaus
CEPTH®UKAT AHATIU3A
ANALYTICAL REPORT
Ne FD0O72/2019
Date/flata 17/06/2019
MNpoayxt: dectan®, gpaxe KILIEHHOPACTBOPUMLIE
Product: Festal® Dragees Enterosoluble o
Homep cepuis 3319072 1 daTa nponasoacyea 0572019
Batch humber . Manufacturing date
Otaen | Tablet FopeH ao 04/2022
Department Expiry date
Paamep napTvn 2000000 MonyveHo 11/06/2019
Batch size i Received on
fMlokazarenu: Pezynebratel: Hopmbi:
TESTS  RESULTS SPECIFICATION
Onwcanne benele, maHUeBbIe, Kpyrbie | Bensle, rMARUEBLIe, KPYIMbie .
Apaxe. co cnabuim  3anaxom | Apaxe co cnabbkiv 3anaxom
BaKuNKn BAHUNY
" Description White shining circular dragees White shining circular dragees
with faint vanilla odour with faint vanilla oclour
MonnuHHGCTL: ' CooTBeTcTeyeT
— AMvnaza Coorsercreyer
- Nunasa GOOTBETGTBY&T
| — Xoresan kicnota Cooreercrayet
{dentification; ) To comply
1 - Amylase Complies
| - Lipase Complies
— Cholic acid Complies
CpeaHan macca Mr 541,625 mr + 20 pr
Average welght : 533,38 mg 541,625 mg + 20 mg
OTiioHeHWe OT cpefiHeh macesr | 542,3 5221 5284 5297 | 110% or ¢cpeaHeit Macce
535,7 544,5 5258 5357
Average Weight variation 5246 65248 5336 5304 £ 10% of avg. wt,
5450 526,0 5339 6313
526,4 5571 5287 5416
Noteps 8 Macce npu ‘ He 6onee 8,0%
BBICYLLMBaHNY
Loss on drying : 3.57 % Not.more thari 8,0%
Pacnagaemocrs / Disintegration test '
1) B cpefie 0,1 M HCI CoorsercTayeT 1) CooteetcreyeT Egp. ©.
0,1 M HCI Complies GComply to EP
2) 8 cpepe Bydseproro  MUHYT ' 2) He Bonee 60 MuHyT
pacteopa ¢ pH 6,8 :
In buffer pH 6,8 36 minutes Not more than 60 minutes
for Russia {f\_ Pageof2
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{poayxr: decran®, gpame wileuHOPACTEOPUMbIS
Product : Festal® Dragees Entergsoluble

Homep cepuu / Batch number, 3319072

Cholic acid

12,71 mg / dragees

Moxasatenmu: Peaynbtarsl: Hopmbi:

TESTS RESULTS SPECIFICATION
KonuueoTsekHoe onpeaerienne; - : '
Contentt
a) NaxkpeaTuH; -a)

Pancreatin He mshee 4050 FIP EJapaxe
- SKTHBKOCTE AMUNASLE FIP ER/npae Not less than 4050 FIP units /
Amylolytic activity {Amylase) 9068,29 FIP units / dragees dragees
He menee 5400 FIP- El)/npaxe
J - aTHeHoCTL JIMnasst FIP EQ/spaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 10023,03 FIP units / dragees dragees
He menee 270.FIP EfYnpaxe
- AKTMBHOCTL ﬂpo-rea’;u FIP Eﬂ/ﬂpm Not less than 270 FIP units /
Proteolytic. activity (Prolease) 414,19 FIP units / dragees | dragees
b} Xonesan kucnota Mriapane B6) He menee 11,25 mriapane.

{ Not:less than 11,25 -mg / dragees -

¢) Femuyennionasa

5,1 mn 0,1 N pacrteopa foaalgpane

B) He Meree 2Mn 0,1 N

pacreopa ﬁo.qafnpanze
Hemicellulase activity 5.1 mt of 0,1 N iodine solution | Not less than 2 mi of 0,1 N iodine
_ solution / dragee
: Mukpoﬁmonomqecxaﬂ YUcToTa:
Microbial limit test; o ) _
~ Obiuee Yrcno aspobHeiX KOE Ir <10*KOE/r
MUKPOOPraHu3MoB :
Total aercbic microbial count | 110 CFU/g | <10'CFU g

— OBiuee YUCNO APOHOKEBLIX U KOE/r <102KOE/r
nnecHeabix rpnbos _

. Tota] yeasts and folds count <10 CFU/g <10°CFU/g
-3HrepobakTepuit, KOG/ [t KOEH
YCTOHYUBBIX K XKEN4u
Bile-folerant enterobacteria <10 CFU/g <102 CFU/g,
Escherichia coli(s 171) Orcyreteyet Oteyrcrayer/r
Escherichia coli {in 1 g) Abseént -‘Absent /g

“Salmonella spp. (8 10 ) OTcchrayeT Oteyrersyer/ 10

‘Salmonella.(in 10 g) Absent | Absent/10g
Staphylococcus aureus (8 1r1) | OrtcyTcteyeT - Orcyrcreyetir
Staphylococcus aureus {in 1g) | Absent | Absent /g

NPUMEHAHUE:OBPAIEL] COQTBETCTBYET TPEBOBAHUAM KOHTPONSA KAYECTBA,
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY,

AMHIHA OTBETCTBEHHOIO
ame of Authorised Signatory

fof Russia
Ed.No 08

Verified by

:*\‘O(‘ﬁﬂn\ }

Produgtion of the above mentioried batch was in accordance of Good Manufacturing Practice (GMP) requiremants,
s cone

TIOIMTHCE, OTIEA KOHTPONS KAUECTBA,
" AUTHORISED SIGNATORY, QUALITY CONTROL:

g
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