AEKJIAPAIIASA O COOTBETCTBHHA

AEKJIAPAHT, IPHHIMATOIINH JEKJAPAIIMIO O COOTBETCTBHM:
AO "Canogpu Poccusn"

Coedenusn o pezucmpayuu opeanusayuu: Mexcpationnas uHcnexyus Pedepanvroil Ha102060ii cTyHcbu Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OT'PH: 19.08.2002

Aopec: 125009, 2. Mocxea, ya. Teepckas, 9. 22. Teaegon/dharc: 8 (495) 721-14-00/ 721-14-11

B muye: I'eneparsnuiii dupexmop Mowoie O.A.

Hoeepennoe nuyo: Kanyemun A.0. Josepennocmn: 6/4 om 06.11.2018 -.

SAABJET, YTO

aexapcmaeenroe cpeocmeo: Pecmar® opasice kuuedropacmeopumsie 10 wm., cmpunsi (10), nauxu
Kapmorneie, pe2.vo. Ne IT NO14796/01 om 22.07.2008 (dama enecenus uzmernenuii 6 PV 25.05. 2018),
cepun 3319062, napmus 19600 ynaxosox, 200en do 31.03.2022, npouzsodcmea Carnogru Huous JTumumed
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania).Tal. Salvi, Dist. Vadodara, India, Hnous,
k00 OKII[2 21.20.10.118, xod TH B3 3004900002, KoHumpaxm Ne2 50/40056192/F-2 om 20.10.2010,
uneotic Ne 9085337181 om 18.06.2019

COOTBETCTBYET TPEBOBAHHSIM
IT N014796/01-220708 usm. Me 1-6

AEKJIAPAIIAA IIPHHATA HA OCHOBAHHH

npoumoxon ucrvunanuii Ne 70704 om 25.07.2019 HJT OO0 "Llenmp xoumpons kavecmea Buonaiigp”,
ammecmam axxkpeoumanuu RA.RU.21L{KOI om 22.07.2015 2., cepmughuxam ananuza Canopu Hudus
Jlumumed NeFD062/2019 om 04.06.2019, Cepmugpuxam POCC IN.@MO5.C08737 om 25.07.2019

JAATA IIPHHATAA JEKJAPATINN: 25.07.2019c.
AEKJAPAIIAA TEACTBATEJIBHA J0: 31.03.2022 2.
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=" CBEJJEHHA O PETUCTPAITAN

OPTAH IO CEPTHO®HKAITAH, SAPETHCTPHPOBABIIIHHI TEKJIAPAIIHIO

Opzan no cepmughuraryun npodviuu

Obtyecmsa ¢ ozpanitiennoil omeencieenHocntsw «OKPYXCHOIT yenmp cepmugurayi,
adpec: 620014, POCCHA, Ceeponosckas obnacms, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeoumayuu Ne RA.RU.11 ©MO5

JAEKJIAPATIIAL O COOTBETCTBHH M POCC RU J-IN.PMO05.4.35056/19
JATA PETHCTPAITHH: 25.07.2019 .
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Canogpu Nudus NTumumed / Sanofi India Limited,
Address: Sanofi India Limited, India
Aapec: Canogt ViHaua Numuten, Unawa

CEPTW®UKAT AHANV3A
ANALYTIGAL REPORT

35156475 A N OF!

Ne FD062/2019

Date/Jata04/06/2019

Mpopykr: decran®, gpaxe KMLLIEYHOPACTBOPUMBIE

Product: Festal® Dragees Enlerosoluble

vl

Homep cepun 3319062 { Darta npoussgncTea 0412019
Batch number, _1 Manufacturing date
Otnen [ Tablet | Topen go 0312022
Department _ Expiry date _ _
Pa3smep naprum 2000000 MNonyveka 30/05/2019
| Batch size : | Recelved on
Mokazaternu; Paszyntrare: Hopmer:
TESTS RESULTS SPECIFICATION
Onucarwe Bentle; rnavuesble, Kkpyrneie | Benwle, rnAHUEBbIE, Kpyrnblie
Apaxe co cnabeiM  3anaxom | apaxe co cnabkim 3anaxom
BaHWNY BAHWNY -
Deséription White shining clrcular dragees - White shining clrcular dragees
with faint vanilla odour with falnt vanilla odour
MNoANMHHOCTL: | Cooreetcrayer '
— Amunasa CooTBercreyer
- Junasa CooTeeTorayeT
- Xonesas KMcnoTa CooTeeToTBYET
Identification: . To eomply
- Amylase .Co.m,pli_ea
- Lipase 'Co_mpllgs
-~ Cholic:acid Complies |
Cpeanan macca Mr 541,625 mr + 20 Mr
Average weight 540,30 mg - 541,625 mg + 20 mg
OtknoHeHve oT-cpganei maccw | 55,7 5255 5282 553,9 +10% oT cpeéaHen maceyl
551,0 5327 531,7 5306
Average Wejght variation 5485 5479 5495 55639 + 10% of avg. wt.
5254 §546,5 5239 5408
_ 5323 5447 5401 5433
Toteps & mMacce npi - ) He 6onee 8,0%
BHICYLWWBEHUY
' Loss on drying 433 % Nof more than 8,0%
PacnagaemocTs / Disintegration test '
1) 8 epesie 0,1 M HCI ‘Coarsercrayer | 1) CoorsercreyeT Egp. ®.
tn 0,1, M HCI Complies Comply to EP
2)'B.cpeae GydepHoro MUHYT - 2) He Bonee 60 munyT
pacTsopa ¢ pH 6,8
in buffer:pH 6,8 34 minutes | Not.more than 60 minutes
forRussia (A Page.1 of 2
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MpoaykT: Pecran®, apaxe KMWEHHOPACTBOPVMBIE
Product : Festai® Dragees Enterosoluble

Homep cepun / Batch number. 3319062

Amylolytic activily {Amylase)

8038,89FIP units / dragees

Mokazarenwu: Pesynurathbl: Hopmobi:
TESTS RESULTS SPECIFICATION
KonuuecraeHHnoe onpefensHve:
Content:
["a) Nankpearan a)
Pancreatin He meree 4050 FIP El/apaxe
~ AKTHBHOCTL AMUNA3L FIP EQ/apaxe Not less than 4050 FIiP units /

dragees

He mexee 5400 FIP Efi/apaxe

Cholic acid

12,81 mg/ dragees

~ AKTUBHOCTL Jlunasni FIP Efl/gpaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 11090,53 FIP units / dragees dragees
He menee 270 FIP Ef/apane
-~ aKTHBHOCTS npofeaau FIP Eﬂ!ﬂpaﬂ(e Not less than 270 FIP units /
Protaeolytic activity (Protease) 508,61 FIP unlts / drageas dragees
b) Xonesar xucnora Mrigpaxe 6) He meHee 11,25 mr/apaxe

Not less than 11,25 mg / dragees

c) Nlemuuennionasa

Hemicellulase activity

5,1 Ma 0,1 N pacteopa iopa/apaxe

5,1 ml of 0,1 N iodine solution

8) He mevee 2mn 0,1 N
pacTeopa noaa/gpaxe

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

MukpoBuonoruqeckas uMcToTa:
Microbial limit test:

- Obuwee 4mcno aspobinbix KOE /r <10*KOE/r
MUKPOOPraHn3MoB

Total aerobic microbial count 100CFU/g <10°CFU /gy

- Obwee YHMEno 4poNOKesbIX KOE/r <102KOE/r
nNecHesbix rpubos

Total yeasts and molds count <10 CFU/g <10°CFUlg
—3JuHrepobakrepui, KOE/r <10*KOE/r
YCTOMUMBbLIX K WMeNuY

Bile-tolerant enterobacteria <10 CFU/g <10?CFU/g
Escherichia coli (8 1 1) Orcytcreyer OTtcyreTeyer/v
Escherichia coli (in 1 g) Absent Absent /g
Salmonella spp. (8 10 1) Orcyrcreyer Orveyrerayet/ 10 ¢
Salmonelia (in 10 g) Absent Absent/10 g
Staphylococcus aureus (8 1r) Orcyrcrayer OrcyreTayeT/r
Staphylococceus aureus {in 1g) Absent Absent /g

NPUMEYAHUE:OBPASEL| COOTBETCTBYET TPEBOBAHWUAM KOHTPONA KAMECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned balch was in accordance of Good Manufacturing Practice (GMP) requirements

e ford
Hemang Kalavadia
QA Manager

damunua oTBeTCTBEHHOIO
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AUTHORISED SIGNATORY, QUALITY CONTROL




