JEKJIAPAIIAS O COOTBETCTBHHA

JEKJAPAHT, IPHHAMA IOIAHN JEKJIAPAITHIO O COOTBETCTBHH:
AQ "Canogu Poccur”

Ceedenus o pezucmpayuu opanuzayun: Mesxicpaiionnan urncnexyus @edepaneroli Haroeoeoii crychsr Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucsoenuss OT'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, ya. Teepcxas, 0. 22. Tenegpon/gpaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepansnvtit oupexmop Moroic O.A.

Hoeepennoe muyo: Hepwuna O.J1. Joeepennocmv: 6/n om 15.03.2019 2.

3ASBIBIET, YTO

nexapcmeentioe cpedcmeo: Decman® dpadxce xuniewropacmeopumsie 10 wm., cmpunet (10), nauxu
xapmonrvie, pe2.yo. N IT NO14796/01 om 22.07.2008 (0ama enecerus uzmenenuil ¢ PY 25.05.2018),
cepun 3319019, napmun 19650 ynaxoeox, 200en do 31.12.2021, npouszeodcmea Carnogu Hudun Jwmumed
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, Hnous,
xod OKITN2 21.20.10.118, xoé¢ TH B3J 3004900002, xormpanmn Ne250/40056192/F-2 om 20.10.2010,
uneotic Ne9085328796 om 01.04.2019

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

JEKJIAPATIAA NPHHATA HA OCHOBAHUH

npomoxon ucreimariuit Ne 41167 om 13.05.2019 HII OO0 "Lenmp xoumpons xavecmea buonaiigh”,
anunecmam arkpeounayun RA.RU.21L[KO01 om 22.07.2015 2., cepmudhuxam ananuza Canoghu Huoua
JTumumeod NeFD019/2019 om 19.03.2019, Cepmugpuxam POCC IN.GMD5.C06838 om 13.05.2019

JATA IPAHATHA JEKJTAPAINAA: 13.05.2019e.
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Hepnomsaa OJL
O.HO

CBEJEHHUA O PETUCTPAITAA

OPTAH IIO CEPTHPHKAIAH, 3APETHCTPRPOBABIIHNA NEKJIAPAITATO

Opzan no cepmudghuxayriu npoovKyuu

Obugecmesa ¢ ozpanuyennoil omeenicimeenHocnTsI0 «OKPYICHOT yermp cepmughixaruuy,
adpec: 620014, POCCHA, Ceeponoscrkan obnacms, Examepunbypez, Xoxpaxosa, 74, 1706,
men: (343} 380-27-55, www.ekbocs.ru, ammecman: axxpedumayuu Ne RA.RU.11DMOS

JAEKJIAPATIAA O COOTBETCTB M POCC RU JI-IN.®M05.4.26227/19
ATTHHE: 13.05.20§92.

YagepeHa ALA.
nomﬁﬂ PyKOBOIHTENE Oprana Mo
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CaHogpu Urous Nlumumed / Sanofi India Limited.
Address: Sanofi tndia Limited, India
- Anpec: Cadotpn Viuaua Numured, UHaua . ..
CEPTUDUKAT AHANTU3A
ANALYTICAL REPORT
Ne FDO19/2019
Date/flara 19/03/2019
MpoaykT: Gectan®, gpaxe KNUEHHOPACTBOPUMBIE
Prodhict : Festal® Dragees Enterosoluble ;
Homep cepuu 13318019 { Aara apoussogcTea 01/2019
| Batch number Manufacturing date _
Otpen Tablet FoneH no. 1212021
Department _ _ Expiry date
Pasmep naptuu 2000000 fonyueno '114/03/2019
Batch sfze | Received on
MoxasaTtenwu: PeaynbraTsi: ‘Hopmii;
TESTS RESULTS SPECIFICATION
‘Onvcanie Benbie, rRHUeBsle, xpyrfbte | Benwé, rnAHUeBwIe, KpyFible
Apaxe co cnabwniM  3anaxom [ apaxe co cnabeiM 33naxoMm
BaHUMM BaHUAN
Description 1 White shining circular dragees | White shining cir¢ular dragees
‘ with faint vanlliz odour with faint vanilla odour
1 NepnubHocTL! ' CooTeeterayeT
~AMunass | CooTeeTcTRYST
- — fiunaaa CooTeetcraysT
— Xonesast kuenota | Ceoreetcrayer
Identification: \ To comply
- Amylase. Complies :
- Lipase Complies
~Cholic acid Complies
Cpéannas macca mr ‘541,625 Mr 4 20 mr
Average weight 527,2 mg 541,625 mg + 20 mg
OTknoneHine of cpepiHel maceel | 5323 5266 534,7 520,1 | +10% oT cpeaHen maces
: , 5289 5549 5231 5339
Average Wsight variation 536,0 5233 5227 5237 |+ 10% of avg. wt,
5258 5549 5258 5371
548,7 5426 5491 5278
MoTteps B Macce npu ' He Gornee 8,0%
BbICYILWBAHWNA
Loss on drying 305% | Not more than 8,0%
 Pacniagaemocts / Disinlegration test ) '
- 1) 8 cpene 0,1 M HCI Coorsercreyer 1) Céotsetcrayet Eap. .
in 0,1 M HCI Complies Comply to EP
152} 8 cpepe SydepHoro MUHYT 2) He Bonge 60 MuHYT
pacTeopa c pH 6,8
In buffer pH 6,8 43 minutes Not more than 80 minutes
e ’,;aﬁ‘“
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ey pe!
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Mpoaykt: ®ecran®, gpaxe KUWBUHOPACTBOPUMbIE
Product : Festal® Dragees Enterosoluble

Homep cepun / Batch number: 3319019

Nokaszarenwu: PeaynsTarhs; Hopmba:
TESTS RESULTS SPECIFICATION
KonvvecTeeHnHoe onpepenaHne:
Content;
a) NankpeatuH: a)
Pancreatin He meHee 4050 FIP Efl/gpaxe
~ aKTWBHOGTL AMUNA3b FIP EL/apaxe Not less than 4050 FIP units /
Amylolytic activity (Amylase) 8960,39 FIP units / dragee dragee
He menee 5400 FIP Efl/apaxe
~ AKTUBHOCT: Nvnassl FIP EQ/gpaxe Not less than 5400 FIP units /
Lipolytic activity {Lipase) 10042,34 FiP units / dragee dragee
He menee 270 FIP EN/gpaxe
- akTuBsHocTb fTporeassl FIP EQ/gpaxe Not less than 270 FIP units /
Proteolytic activity (Protease) 389,09 FIP units / dragee dragee
b} Xoneras kucnova Mr/qpaxe 6) He meree 11,25 Mr/apaxe
Cholic acid 12,87 mg/ dragee Not less than 11,25 mg / dragee
"?:')_I:emnuenmonma 4,8 mn 0,1 N pacraopa #iopa/gpawe | B) He menee 2mn 0,1 N
pacTsopa doaainpaue
Hemicellulase activity 4,8 ml of 0,1 N iodine solution Not less than 2 ml of 0,1 N iodine
solution / dragee

MukpoGuonornieckan yicTota;
Microbial limit test:

- Obwee Yncno aapobHeIX KOE Ir <10'KOE/r
MUKPOOPraHU3mMos

Total aerobic microbial count 60 CFU/g <10°CFU /g

- O6ulee YMCNO APOHOKEBLIX Y KOE/r <102 KOE/r
nnecHesbiX rpuboe

Total yeasts and molds count <10 CFU/g <102CFU/g
—3HTepobakTepuii, KOE/r <102KOE/r
YCTORUMBDBIX K NE4M

Bile-tolerant enterobacteria <10_CFU/g  1<10°CFUig
Escherichia coli (8 1 1) OrcyreTayeT Oteyversyer/r
Escherichia coli {in 1 g) Absent Absent fg
Salmonelta spp. (B 10 1) Orcyrereyer Orcyrerayer/ 10 r
Salmonella {in 10 g) Absent Absent/ 10 g
Staphylococcus aureus (B 1 1) Otcyrcrayer Orcyrcrayer/r
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEHAHWE:OBPASEL COOTBETCTBYET TPEBOBAHUAM KOHTPONSA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

TIOJIMHUCB, OTAEN KOHTPOJISA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Verified by

dani1aKa OTBETCTREHHOTO
Naghe of Authorised Signatory
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