NAEKJIAPAIIASL O COOTBETCTBUM

JNEKJAPAHT, MPHHAMATOIMH JEKJAPAIINIO O COOTBETCTBHHU
AOQ "Canogpu Poccur”

3apezucmpuposano : Mexcpaiio
om 19.08,2002 ,
Adpec: 125009, 2. Mocxea, ya. Teepcxas, 0. 22. Tenepor/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Tenepanenorti dupexmop Monxc O.A.

Iosepennoe auyo: Qoyocunura H.P.
Hosepennocms: 6/n om 21.08.2018

sz uncnexyus MHC Poccuu Ne39 no 2.Mocxse OT'PH 1027739079940 '

3AABJIET, UTO
nexapemeennoe cpedemeo: Pecman® dpance Kuwiennopacmsopumsie 10 wm., cmpunsi (2), nauxu
xapmonuuie, pez Ne I NO14796/01 om 22.07,2008 (0ama samenw: PY 29. 05.2017), cepus 3318130,
napmus 43920 ynaxosox, zoden do 01.07.2021, npouseodcmea Canoghu Hudus Jlumumed / Sanafi India
Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, HnOus, xod oK
21.20.10.118, xod TH B3] 3004900002, xoumpaxm Ne250/40056192/F-2 om 20.10.2010, unsoiic
Me9085303935 om 27.08.2018

COOTBETCTBYET TPEBOBAHHAM

11 N014796/01-220708 usm. A 1-5

JEKJNAPAIAA INPHHATA HA OCHOBAHHH
npomoxon ucnuimanuii Ne 79641 om 09.10.2018 HJI OO0 "Llenmp xosmponr kavecmea Svonaiih", ammecmom

arcxpedumapuu RA. RU.21IKOI om 22.07.2015 2., cepmughuxam anarusa Canogru Hudua JTumumed
NeFDI49/2018 om 17.08.2018, Cepmugsuxam POCC IN.®M0S.C03415 om 10.10.2018
JATA IIPHHSTHA NEXJIAPALHH 10.10.2018
TS ET I )
nnmmﬁﬁgsmwm O 01.07.2021
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CBEJEHMS O PETHCTPALTHA

OPFAH 10 CEPTHOHKAIMY, 3APEIHCTPHPOBABIIWN JEKJIAPAIIMIO

Opezan no cepmugurayuu npodyxyuy
Obwecmsa ¢ ozpanusennol omeememeennocmvio « OXpyxHcKoti yenm,

1P cepmugruayuy,
adpec: 620014, POCCHA, Ceepdnosckasn obracms, Examepunbype, Xoxpaxosa, 74, 1706,
men;: (343) 380-27-35, www.ekbocs.ru, ammecmam axxpedumayuy Ne RA.RU,11®OMOS

AEKJIAPATIVA O COOTBETCTBHH )& POCC RU JJ-IN.OM05.A.03386/18
' (Y 10.10.2018
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" In buffer pH 8.8
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, | SANOF
Canodhu Undus Jlumumed / Sanofi India Limited.
Address: Sanofi india Limited, India
Adpec: Canodu NHawa Nuuten, Vinana
CEPTUMMKAT AHANU3A
ANALYTICAL REPORT
Ne FD148/2018
Date/flaTa 1 7/08/2018
Mpogykr: Gectan®, ppaxe KnileyHopacTsopuMble
Product ; Festal> Dragees Enterosoluble
i Homep cepuin 3318150 Dara ripoussogctaa 07/2018
: Batch numiber i Manufacturing date
Omen i Tablet loaeH go 07/2021
' : Depatment i Expiry date e :
‘ F’aamep napTn 2000000 Nonyyero 11408/2018 ‘
{ Batch size Received on !
; Aokasatenu: Peaynwsrarhi: ‘Hopmbt:
f __Tests RESULTS: SPECIFICATION
| OnmcaHme Benvle, rnaHuesbie, Kpyrnble | Bensie, [MAHLEBbIE, Kpyrnbie
' Apaxe co ©naboiM  3anaxoM | Apaxe ¢ cnafbiM zanaxom
BaHunu Bakuau
4
Description White shining cireular dragees White shining ciréular dragees
u with faint vanilla odour with faint vanilla odour
NoAnuHHOETE: CooreetctRyer
- Amunasa CograeTcThyeT
- Nunaaa CooTeeTcThyeT
-~ XQNEBasn kucnora CootseTcrayer
Identification: o To comply
~ Amylase. Complies
- Lipase Complies
- Cholic acid o Complies _ g
j Cpe,qhﬂn MAacCa oM 541,625 mr+ 20 mr
| Average weight 536,83 mg 541,625 mg + 20 mg
OTKJ’IOHeHVEe OT CReAHe macehl | 553,2 5455 542,0 5338 £10% ot cpegHel macch
5336 5284 5483 52585
| Average"Weight variation 5398 6259 5336 5532 + 10% of avg. wt:
: 5492 5400 5334 5230 :
e ‘B34 5361 5201 553.9
F]mepn B Macce npu Heé bonee 8.0%
! BRICYILINBaHWIA 5 7
- Loss on drying i 3,73 % | Not more than 8.0%
Pacna,qaemocrb ! Disintegration test 5
!
'l) B cpene 0.1 M HC Coome-rcnye'r j 1) CootBercrayeT Eap. © }
1 in 0,1 MHCI i Complies e _{ Comply to EP
‘e Cpe,ae ﬁytbepworo : MUHYT i 2}-He Bonee 50 MuHyT
. pacTsopa c pH 6.8
i Not miore than 60 minutes




ﬂpd.aym ectan’, ,qpa»(e Kmmeqaopacmopmmme
‘Product Festal® Dragees Enterosoluble

: Homep cepuwu / Batch number; 3318150

MNMoxkaszatenw:
TESTS

. PesynbTaTe:
: RESULTS

" Hopmebr
SPECIFICATION

O

KonuugcYsaHHoe onpefeneHue;

Content:
a) FlarkpeatuH:
Pancreatin
AKTWBHOCTE AMKNE3bI
Amylolytic actwity (Amylase)

AKTUBHOCTL Jlunaat
Lipolytic activity (Lipase)

akTuBHOCTe MNpoTeasyl
- Proteolytic activity (Prolease)
! b) Xonesan kucnota

Cholic acid

c) emuuenmonasa

Hemicellulase aclivity

FIP Efi/opaxe
| 7343.21 FIP units / dragee

FIP EQ/npaxe
468,28 FIP units / dragee

FiP Efl/npane
504,66 FIF units / dragee

A

- a)
' He menee 4050 FIP Ef/apaxe
. Not less than 4050 FIP units /

dragee

He menee 5400 FiP Efl/npaxe
Not less than 5400 FIP units /
dragee

He meree 270 FIP Efl/apaxe
Not less than 270 FIP units / i
dragee

Mmrigpaxe
12,92 mg/ dragee

6} He menee 11,25 mrinpaxe
Not less than 11,256 mg / dragee

4.5 mn 0.1 N pacteopa oaalnpaxe

4,5 mi of 0.1 N iodine solution

B} He meHee 2mMn 0,1 N
pacrsopa Aoga/apaxe

Not less than 2 mi of 0,1 N icdine
solution / dragee

mepoﬁmonomqecxan YMCTOTS!
i Micrabial limit test:

i
¥
b

- - Obuwee 41cno aapobrblx KOE /r <10*KOE/N
. MUKPOOPraHnIMoB
| Total aerobic microbial count 100 CFU/g <10°CFU /g )
- Obllee YWCNo APOKRKEBLIX 1 KOE/r <102 KOE/r
! nnecHeBbix rpubos
| Total yeasts and moids count <10 CFU/g <10°CFU/g O
“DnTepobakTephi, KOE/r <107 KOE/r B
YCTORUMBLIX K KEN|M !
Bile-tolerant enterobacteria | <10 CFU/Z  |<10°CFU/g ) :
Escherichia col (8 1 1) OtcyTereyer OtcyterayeT/r |
" Escherichia coli (in 1 g) Absent © Absent /g ;
Salmonella spp. (8 10 1) OrecyTeTByet Orcytcrayer/ 10T 1
Salmonella (in10g) Absent Absent/10g N
’ Staphylococcus aureus ®1r) OtcyTeTeyer Oreyrcrayet/r !
- Staphylococcus aureus (in 1g) | Absent Absent /g *

NPUMEYAHWE OBPA3SEY COOTBETCTBYET TREBOBAHKISAM KOHTPONS KAYECTRA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Frodugfion of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements
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