AEKJIAPAIIASA O COOTBETCTBUH

AEKJIAPAHT, IPUHAMAIOIHNA JEKJIAPAITHIO O COOTBETCTBHH:
AO "Canogpu Poccus"

Ceedenna o pecricmpayuu opearusaijin: Medicpationtan uncnexyun Gedepanvroli Har02060ii cysictsr Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucacernus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenechon/haxc: 8 (495) 721-14-00/721-14-11

B muye: I'enepanswotii dupexnop Monxc O.4.

Hodeperroe muo: Jpyscuriuna H.P. [losepennocms: 6/ om 01.08.2018

3AABJBIET, UYTO

nexapcinisentoe cpedemeo: Pecmar® dpasice xunuevropacmeopuvete 10 unm., cmpunet (10), nauku
Kapmonnvie, pe2,yo.Ne IT NO14796/01 om 22.07.2008 (0ama enecerinn usmernenusi 6 PY 25.05.2018),
cepur 3318215, napmus 19642 ynaxosox, 2oden do 31.10.2021, npouseodcmea Canogn Huous
Jlumumed / Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara,
India, Huous, xod OKII]2 21.20.10.118, koo TH B3] 3004900002, xounmparm Ne250/40056192/F-2 om
20.10.2010, uneoiic Ne9085317885 om 19.12.2018

COOTBETCTBYET TPEBOBAHHSIM
1T N0O14796/01-220708 uzat. Ne 1-6

AEKJIAPATTHSA ITPHHATA HA OCHOBAHHUY

nponiokon ucretmanuit Ne 12177 om 22.01.2019 HIT OO0 "Llenmp xonmpons xavecmea Suoaaiigy”,
anmnecmant arkpeoumnanun RA.RU.Z1IIKO1 om 22.07.2015 2., cepmugpuram anamnza Cavogu Hnuous
JTuarumed NeFD215/2018 om 04.12.2018, Cepmucpuxam POCC IN.®MO5.C05162 om 22.01.2019

HATA IPAHATHS AEKJAPAITRH 22.01.2019
JAEKJAPATIHA JEACTBHTEJBLHA O 31.10.2021
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OPI'AH HO CEPTH®HKAITAH, 3APET HCTPHPOBABIIHIA JTEKJIAPAIIUIO

Opezav no cepmuguxanuu npodyxyuu

Obujecmea ¢ ozpanitienroit ongemcmmeertocmbio «OKPYXCHOR yenmp cepnigburaiii»,
adpec: 620014, POCCHA, Caepdnosckan obnacniv, Examepunbype, Xoxparosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaruu Ne RA.RU,11DMO5

Yugeprara A.A.
uomct/ \ PykoBoamTeNs oprasa mo

CepTHOHKAIHH OPOXYKIHHE
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SANOFI

Canocbu Mndun Numumed / Sanofi India Limited,
Address; Sanofi India Limited, india
Appec: Canodu MHavs Numuten, VHgus
CEPTUDUKAT AHANU3A
ANALYTICAL REPORT
Ne FD215/2018
Date/flaTta 04/12/2018
fpoaykT: Becran®, gpaxe (MIWEUHOPACTEOPUMBIE
Product : Festal® Dragees Enterosoluble i
Homeps cepuu 3318215 ' lata nponasopcTea 11/2018 -
Batch number _ Manufacturing date
Oraen 1 Tablet Fonex go 10/2021
Department Expiry date
Pasmep naptwu 12000000 HMonyuexo 29/1112018
| Balch size Received on
Noxa3aTenu: " Pedynbrartb): HopMmbr:
TESTS _ RESULTS ~ SPECIFICATION
Onntanue | Benble, mMAHUeBbie, Kpyrnuie | Benble, FAHUEBHIE, Kpyinble
; .Apaxe co cnabtiM  3anaxom | gpaxe co cnabhiM 3anaxoMm
BaMWNK BaHWNK
Desoription White shining circutar dragees White. shining circular dragees
, with fairit vanilla odour with faint vanifla odour
MoanuHHocT, Cooteevcrayer
— AMunaza -CooTeercrayer
-~ Nlvnasa - CooTBeTCTBYST
— Xoresasn KMcnoTa Cootsercrayer
| Identification: To comply
- Amylase Oompl@es
~ Lipase Complies
- Cholic aCid Complies
CpenHan Macca ' mr 541,625 mr + 20 mr
Average weight 536,01 mg : 541,625 mg + 20 mg
OtknokeHve 0T cpeaHei macce! | 558,2° 5496 5458 5394 | +10% ot cpepHeii macchi
527,0 5304 5483 5243 |
Average Weight variation 15289 5533 5477 55298 |+10% of avg, wt.
5281 5234 6381 5306
15354 5331 5341 5415
MNotepn a macce npu He Gonee 8,0%
BbICYWMBAMWN
Loss on drying : 443 % Not more than 8,0%
PacniagiaemocTs / Disintegration test '
1) e cpege 0,1 M HCI CooTeeTcTByeT 1) CooreerciayeT Eap, ®.
In 0,1 MHCI Complies Comply to EP _
2) B cpepe BydepHoro MUHYT 2) He Gonee 60 MuHYT
pacTsopa ¢ pH 6,8
In buffer pH 6,8 37 minutes Not more than 60 minutes
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NpoayxT: decTtan®, Apane KULLEYHOPACTBOPUMDBIE
Product ; Festal® Dragees Enterosoluble

Homep cepun / Batch number. 3318215

Cholic acid

12,79 mg/ dragee

Moxazavenu. Peaynbrartbi: HopMbt:
TESTS RESULTS SPECIFICATION
KonuuectBaHHOE onpegenexHue:
Content:
a) NaHKpeaTHH: a)

Pancreatin He meHee 4050 FIP Efi/ppaxe
AXTHBHOCTE AMWANIAZL! FIP EQ/apaxe Not less than 4050 FIP units /
Amylolytic activity (Amylase) 7525,78 FIP units / dragee dragee

He menee 5400 FIP E/apaxe
— 2KTUBHOCTL Jlunasbl FIP EQapaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 9355,55 FIP units / dragee dragee
He menee 270 FIP Efi/apaxe
~ aKTMBxocTL NpoTeasu FIP Ef/apane Not less than 270 FIP units /
Proteolytic activity (Protease) 409,65 FIP units / dragee dragee
b) Xoneeas kucnora Mmr/apane 6) He mexee 11,25 mriapaxe

Not less than 11,25 mg / dragee

c) Femuuennionasa

Hemicellulase activity

4.5 mn 0,1 N pacraopa hogalppaxe

4.5 ml of 0,1 N iodine solution

8) He Menee 2 Mn 0,1 N
pacrsopa Roaa/npaxe

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

MukpoGuonoruyeckas ynerota:
Microbial limit test:

- Obugee Yncno asapobHbIx KOE /Ir <10*KOE/r
MUKPOOPIraHWIMOB

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

- Ofuee YNCNO APONOKEBLIX Y KOE/r <102 KOE/r
nnecHesbix rpudos

Total yeasts and molds count <10 CFU/g <10 CFU/g
-3urepobaktepui, KQE/r <10?KOE/r
YCTORMMBLIX K Xenun

Bile-tolerant enterobacteria <10 CFU/g <10*CFU/g
Escherichia coli(8 1 1) OrtcyTcTByeT OtcytereyeT/r
Escherichia coli (In 1 g) Absent Absent /g
Salmonelia spp. (8 10 1) OrcyTcrayer Orcyreteyet/ 101
Salmonellia (in 10 g) Absent Absent/10g
Staphyiococcus aureus (B 1 ) OtcyrcreyeT Orcyrerasyetir
Staphylococcus aureus (in 1g) Absent Absent /g

NMPUMEYAHWE OBPA3EL COOTBETCTBYET TPEBOBAHWUAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY,
Producgion of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements

ang Ralavadia

QA Manager
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