NEKJAPAIIAS O COOTBETCTBHHA

NEKJAPAHT, IPHHAMAIONHNHA JEKJIAPAIIHIO O COOTBETCTBHH:
AO "Canogpu Poccus”

Ceedenusn o pezncmpayuy opzanusayint: Mescpaitonnas uncnexyus Pedepaneroll Hanozo6ol cayaichur Ne
46 no 2. Mocxee 01.01.2008, OF'PH 1027739079940, dama npiiceoenus OIPH: 19.08.2002

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

B nuye: T'enepanswuvrii dupexmop Monsc O.A.

Jlocepennoe nuyo: Kysneyosa H.1O Hosepennocms: 6/r on 20.08.2019

3AABJSIET, UYTO

nexapcmeennoe cpeocmeo: Pecmar® Opasice KuueYHOPaceopumele 10 wan., cmpunet (10), nauxu
kapmonnvte, pez.vd. No IT NO14796/01 om 22.07.2008 (0ama enecenus usmerentil 8 PY 25.05.2018),
cepua 3319151, napmus 10059 ynaxosox, 20den do 31.08.2022, npoussodcniea Canogpu Hrous Jlumumed
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania),Tal. Salvi, Dist. Vadodara, India, Huous,
x0d OKITA2 21.20.10.118, xod TH B3] 3004900002, xoumpaxm Ne250/400561 92/F-2 om 20.10.2010,
uneoiic Ne 9085351136 om 23.10.2019

COOTBETCTBYET TPEBOBAHIAM
1T N014796/01-220708 uzm. Ne 1-6

JEKJAPAIIASI TPUHATA HA OCHOBAHHH

npomioxon ucneimaruit No 144234 om 27.11.2019 HIT OO0 "Lenmp KoHmpons xaiecmea Buonaiip”,
ammecman akkpedumaiuu RA.RU.21LIK01 om 22.07.2015 2., cepmmgpuran ananuza Canogu Hnous
JTumumed NeFD157/2019 om 05.10.2019, Cepmucpuxam POCC IN.@M05.C11583 om 27.11.2019

NATA IPHHATHSA TEKJAPAIIMH: 27.11.2019 . .
JEKJIAPAITEA TEACTBUTENBHA J10: 31.08.2022 2.
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CBEJEHHA O PETUCTPAIIUHU

OPrAH 10 CEPTH®HKAIINH, 3APETHCTPHPOBABIIN JEKJIAPAIINIO
Opzan no cepmughuxayuu NpoovKyuu

OByecmaa ¢ 02panuyennotl OMEenCmeeHHOCbI0 «OKPYICHOl YeHmP CepmuGuKalfiii»,
adpec: 620014, POCCHA, Ceeponoscxas obaacme, Examepunbype, Xoxpsroea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman axxpedumayuu Ne RA.RU.11OMO5

JNEKJAPAITAS O COOTBETCTBHH M POCC RU JI-IN.®#M05.4.53271/19
TPAIIAHA: 27.11.2049 2.

Upaepusa A.A.
I TL PYKOROZHTEIL OPraHa mo

CepTHOHKALHHE TPOTYKIHH




SANOF|
Canodghu NHOus Numumnied / Sanofi India Limited,
Address: Sanofi India Limited, India
Appec: Canodu Unana Mumures, Unpua
CEPTUOUKAT AHATIN3A
ANALYTICAL REPORT
Ne FD157/2018
Date/Qara 0511012018
Mpoaykr: ecTan®, Apake KMWBYHOPACTBOPUMbIE
Product: Festal® Dragées Enterosojuble
Howmep cepuu 3319151 | Rava rpoussopcrea 09/2019
Batch humber : Manusfacturing date ;
Ornen Tablet FopeH go 08/2022
_Department Expiry date
. Pasmep naptuv 2000000 -ClonyveHo 36/09/2019
Batch.size _Received on
Nokaaarenw; Peaynkratsi: Hopmti:
_ TESTS RESULTS SPECIFICATION
Onwcarne Benuie, (AKLEEL®, KpYrble | Benble, MAHUGBLIE, KPYrAbs
Apaxe co tnabum sanaxom Apaxe co cnabiiM  3anaxom
BaHWNK BaRUTY
Dasgription White shining circular dragees | White shining circular dragees |
: with faint vanilla odour | with faint vanilita edour
floANMHHOCTL: Cootsercreyer
- AMUnaaa Cooteercreyer
- Nyiriasa Coorpercrayer
-~ Xonesan kucnota CoorsevcTayer
Identification; ) To comply
~ Amylase compI!_es '
- Lipase Gomplies
-~ Cholic acid Complies _
CpeaHns macca MF 541,625 mr + 20 mr
Average welght 535,13 mg 541,825 ma 4+ 20'm
“OTKNOHEHNe OT CpepHen Macest | 528,0 5357 538,3 537.8 | =10% oT'CpBAHEIA Macch
5415 5252 5388 5389
Average Weight variation 556,3 5283 5344 5242 |4 40% of avg, wt
5235 5493 5229 5513
. 5415 5348 5365 5254
1 Motepa 8 Maces npu ' ' "~ | He:6onea 8,0%
BLICYLOUBAHWA
| Loss on drying 6,04 % Not more than 8,.0%
[ Pacnanaemocth / Dusmtegrallon tost’ o ' O :
‘1) Bcpege 0,1 M HCH CoorgeTcroyer 1) CooteetcrByeT EBp. O,
In 0,4 M HCI ~ Complies Comply to EP
2} B cpefie Bydieproro MUAHYT 2) e Gonee 60 MuHyT
pacteopa ¢ pH 8,8
In-buffer pH 6,8 38 minutes: Not more than 60 minutes
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Mpoaykr. ®ecran®, gpaxe KMLWGUHOPACTBOPUMBIE
Product : Festal® Dragees Enterosoluble

Homep cepum / Batch number: 3319151

Mokasarenu: Peayntrarhbl: Hopmui:
TESTS RESULTS SPECIFICATION
KonuuectaeHHoe onpegeneHune:
Content:
a) Naxxpearun: a)
Pancreatin He manee 4050 FIP Efl/apawe
- BKTUBHOCTE AMKNA3LI FIP Ef/apaxe Not tess than 4050 FIP units /
Amylolytic activity (Amylase) 9171,72 FIF units / dragees dragees
He metee 5400 FIP Efl/npawxe
- 8KTUBHOCTE JInaan FIP Ef\/apaxe Not less than 5400 F(P units /
Lipolytic activity (Lipase) 9761,75 FIP units / dragees dragees
He menee 270 FIP Eflapaxe
- aKTUBHOCTL MpoTeasst FIP ElVapaxe Not less than 270 FIP units /
Proteolytic activity (Protease) 416,96 FIP units / dragees dragees
b) Xonesan knenora mrigpawe @) He menee 11,25 mr/apaxe
Cholic acid 13,00 mg / dragees Not less than 11,26 mg / dragees
¢) femvuennionaza 4,8 mn 0,1 N pacteopa iogalapaxe | 8)He meneca 2 n 0,1 N
pacteopa Rope/apeoxs
Hemiceilulase activity 4,8 ml of 0,1 N iodine solution Not tess than 2 mi of 0,1 N iodine
solution / dragee

Mukpobuonormyeckan yncrora:
Microbial limit test:

~ Obuwee Yucno aspobHoix KOE /r <10*KOE/r
MUKPOOPraHN3MoB

Total aerobic microbial count 80 CFU/g <10'CFU /g

- OBbwee YUCHO APONOKEBLIX W KOE/r <102KOE/r
nnecHesslx rpnos

Total yeasts and molds count <10 CFU/g <10°CFU/g
-JHTepobaxrepuil, KOE/r <102KOE/r
YCTOMMUBDIX K XKenuy

Bile-tolerant enterobacterla <10 _CFU/fg 10?CFU/g
Escherichiacoli(s 1 r} OtcyrcTeyeT OrcyTereyetir
Escherichia coli (in 1 g) Absent Absent /g
Salmonella spp. (8 10 r) OrecyrcTeyeT Orcyrcreyet/ 10 r
Salmonelta {in 10 g) Absent Absent/ 10 g
Staphylococcus aureus (8 1) Oreyrerayer OvcyTereyer/r
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHWE:OBPA3EL, COOTBETCTBYET TPEBOBAHUAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was In accordance of Geod Manufacturing Practice (GMP) requirements.

NOAITUCD, OTAEJ KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Verifled by
Gamunug OTBETCTBEHHOTO A
Name of Authorised Signatory -y [
DI11912 A
for Russia
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