TEKJAPAITASL O COOTBETCTBUM

NEKJAPAHT, IPUHIMAYOINAHA JEKJTAPAIIMIO O COOTBETCTBHH:
AQ "Canoghu Poccun"

Caedenia o pecucipayuu opzanuzayui: Mexcpaitonnas uncnexyus Pedepansuoii Hanozoeoii crysicor Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Teregon/ghaxc: 8 (495) 721-14-00/ 721-14-11

B muye: Ienepansnotit oupexmop Mounxc O.A.

Hoeepennoe muyo: 3ybosa A.JO. Jfoeepenrocmn: 6/1 om 06.11.2018

3AABJDIET, MTO

nexapcmieennoe cpedcmeo: Qecmar® opadice kuesnopacmeopunmeie 10 wn., cniprunst (2), nauxiu
Kapmonnvie, pez yo.Ne IT N014796/01 om 22.07.2008 (dama sneceris usseneniit ¢ PY 25.05.2018),
cepun 3318221, napmus 70532 ynaxoeox, zoden do 31.10.2021, npouzeodcmea Cawoghu Hnous
Jhunumeo / Sanofi India Limited, Lactose India Limited, At Poicha (Rania),Tal. Salvi, Dist. Vadodara,
India, Huous, xod OKIT[2 21.20.10.118, xod TH B3I 3004900002, xonmpaxm Ne250/40056192/F-2 om
20.10.2010, wneoiic Ne9085318547 om 27.12.2018

COOTBETCTBYET TPEGOBAHHAM
IT NO14796/01-220708 1sat. Mo 1-6

JEKJTAPATINA TIPHHATA HA OCHOBAHHUH
npomoxon ucneinanuit Ne 7251 om 05.02.2019 HIT OOC "Llenmp rounipona xavecmea buoaaitgh”,

ammecmam axkpedumayiu RA.RU.21IIKOI om 22.07.2015 2., cepmugpuxam anaruza Canogpu Huous
JTumumed NeFD221/2018 om 17.12.2018, Cepmucpuxam POCC IN.@M05.C05275 om 05.02.2019

JIATA IPEHSITHS AEKJIAPAIIAH 05.02.2019
JEKIAPARAS JEACTBHTEIBHA J0 31.10.202]
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CBEJIEHHUSA O PETUCTPAIIMA

OPTAH IO CEPTH®HKAITHH, 3APETACTPRPOBABINUHA JEKJIAPAITAIO
Opzan no cepmughuxanyui nPodyryuu

Obwecinga ¢ ozpaniiernoli omeemcnicennocmvio «OKPYICHOT! yeHmp cepnuguxaii»,
adpec: 620014, POCCHA, Ceepoaoeckan obaacns, Examepunbype, Xoxparosa, 74, 1706,
mea: (343) 380-27-55, www.ekbocs.ru, anipecmam axxpedumayuu Ne RA.RU.11OMOS5

AJAEKHAP. O COOTBETCTB @ POCC RU J-IN.®@M05.4.15307/19
] 05.02.2019

Yygepuna ALA.
TTOJTIIHCE \ \ PyxosoauTens oprasa 1o
CepTHOHKATHE TPOMYKITIH




SANOFI

Canocpu Mudua Nlumumed / Sanofi India Limited.
Address: Sanofi India Limited, India
Agpec: CaHothu Wnaua Numurep, MHgus
CEPTUDUKAT AHANKUIA
ANALYTICAL REPORT
Ne¢ FD221/2018
Date/flaTa 17/12/2018
NpoayxT: ®ecran®, gpaxe MWEYHOPECTBOPNMbIE
Product : Festal® Dragees Enterosoluble .
Homep cepun 3318221 {lata npoussogcTea 11/2018
Batch number  Manufacturing date
Otgen Tablet FoneH Ao 10/2021
Department ' Expiry date :
Pasmep napriu 2000000 Mony4exo 1411212018
Batch size Received on
Mokasarenu: PesynuraTol: HopMbi:
TESTS RESULTS SPECIFICATION
‘OnucaHne Benkle, rnAHLessie, Kpyrbie | Benble, fIAHLIEBEIE, KpYrNble
Apaxe co cnaltiv  3anaxom | gpame co chnabem 3anaxom
Banunu BEAHUN
Description Whilte shining circular dragees White shining circular dragees
. _ with faint vanliia odour -with faint vanilla cdour
RoanuxkocTs! o CootBeTcrayer '
- AMunasa CobreetcrayeT
- Nunasa CooTeercrayer
—Xornesan kucnora Goateerctayer
Identification; . To comply
- Amy|ase Complles
— Lipase _ qupl;as.
— Gholic acid Camphes
CpenHas macca T : M 541,625 wmr + 20 mr
Average weight o 528,11 mg _ 1541625mg+20mg
OTknoersme ot cpeaken maccw | 540,17 532,3 5239 631,7 | +10% oT ¢pepHei Maccy
539,7 5273 §39,1 5246
Average Weight variation 5266 5249 5367 5346 + 10% of avg: wi.
= 5420 534,3 5341 530,7
5578 5336 5444 52972
MoTepa B Macce ripu 1 ' ' He Gonee 8,0%
BBICYWHBAHUN :
Loss on drying . _ 3.56% Not more than 8,0%
Pacnagaemocts / Disintegration test ' '
1) acpepe 0, MHCI CoorsercTeyeT 1) CoorsercTayer Egp. .
{001 MHCH Complies Comply to EP
2) 6 cpene SydepHoro MUHYT ~ | 2) He Bonee 60 munyT
 pacteopa c pH 6.8
In buffer pH 6,8 38 minutes Not more than 60 minutes
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MpoaykT: Pectan®, Apaxe KUWEHHOPACTBOPMMbLE
Product . Festal® Dragees Enterosoluble

Homep cepwn / Batch number; 3318221

Cholic acid

12,98 mg/! dragee

MNMokasavennu: Pe3ynsTaThi: HopMmbr:
TESTS RESULTS SPECIFICATION
KonuuecteenHoe onpegeneHue;
Content;
a) NaHkpeaTuH; a)
Pancreatin He meHee 4050 FIP EfJapaxe
~ GKTUBHOCTE AMUNA3bI FIP Ef)fapane Not less than 4050 FIP units /
Amylolytic activity (Amylase) 750257 FIP units / dragee dragee
He menee 5400 FIP EQ/apane
— aKkTMBHOCTb Nuna3aut FIP Eﬂl,qpame Mot less than 5400 FIP units /
Lipolytic activity {Lipase) 8614,27 FIP units / dragee dragee
He meuee 270 FIP Efl/apaxe
- aKTUBHOCTS MNpoTeasbl FIP EN/apaxe Not less than 270 FIP units /
Proteolytic activity (Prolease) 415,54 FIP units / dragee dragee
b} Xoneean kucnota mr/npaxe 6) He menee 11,25 mr/ppawe

Not less than 11,26 mg / dragee

c) Nemuuenmona3sa

Hemicellulase activity

5.1 mn 0,1 N pacTeopa Aogafapaxe

5.1 ml of 0,1 N iodine solution

B) Hamenee 2mn 0,1 N
pacTeopa Ropa/apaxe

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

Mukpobuonorudeckas YucTora:

Microbial timit test:

- Obwee uncno aapobHbIX KOE Ir <10*KOE/r
MUKPOODIAHU3MOB

Total aerobic microbial count 100 CFU/g <10'CFU /g

- O6iLiee YMCNOo JPONOKEBLIX U KOE/r <10?KOE/r
nnecHess rpuéos

Total yeasts and molds count <10 _CFU/g <102CFUig
-3urepobaxrepud, KOE/r <102 KOEH
YCTORUMBDIX K Henu

Bile-tolerant enterobacteria <10 CFU/g  1<10°CFU/g
Escherichia coli (8 1 r) Orteyrereyer Otcyrereyet/r
Escherichia coli (in 1 g} Absent Absent /g
Salmonelia spp. (8 10T) Orcyrcreyer Otcyrerayet/ 10T
Salmonelia {in 10 g) Absent Absent/10g
Staphylococcus aureus (8 11) Orvcytcreyer Orcyrcreyet/r
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHWE:OBPA3EL] COOTBETCTBYET TPEBOBAHWUAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY,

eémang Kalavadia
A Manager
QaMHnys OTBETCTBEHROMO
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