AEKIIAPALIMS O COOTBETCTBUU

AEKNAPAHT, NPUHUMAIOLLIMIA REKNAPALINIO O COOTBETCTBUM:

AQ "Carodu Poccus”, Wrenexyuns degepansHoit Hanoroaoh cnyxGel Ne 10 no r. Mockse OFPH: 1027739079940
o7 17.02.2012 r., agpec: 125008, r. Mockea, ynuua Teepckas, gom 22. Tenedon: (485) 721-14-00. dakc: {485)
721-14-11,

B nuue: MenepansHoroe Anpekropa ApamaH H.B.

Aosepennoe nuyo; HyBosan K.C.

HoeepeHrocTs Ne: 6/H ot 1 8.12.2017r.

SAABNAET, YTO NEKAPCTBEHHOE CPEICTBO:

decran® , apaxe KuLieYHopacTeopuMeie 10 Wwr., cTpunsi (2), nauky kapToHHbie, per. ya. Ne 1 NO14796/01 ot
22.07.2008 (aata 3amens PY 29.05.2017), cepus 3318093, rogen go: 01.04.2021, naprus; 54150 YNEKOBOK.
KoHrpakr Ne 250/40056192/F-2 o 20.10.2010, wHBOMC Ne 9085205042 ot 15.06.2018

Koa OKNA2:
BbiNyckaemoe H3roToBUTENEM: 21.20.10.118
Canogu Unsus Rumuren, Mkpws/Sanofi India Limited, Lactose India Limited, At Poicha

(Rania), Tal. Savii, Dist. Vadodara, India, CrpaHa: MHpus

COOTBETCTBYET TPEGOBAHUSAM: KoA THESE
[TN014796/01-220708, usm. Nei-5 3004900002'

AEKNAPALIUA NPUHATA HA OCHOBAHUU

Npotokon weneiranui Ne 54811 or 18.07.2018, 000 "UeHTp konTpona kavectea Buonaiid”, arrecrar
akkpegutauuu: RA.RU.21LKO1 ot 22.07.2015 r.. CepTuhukar cooTeeTcTBMA: POCC IN.®B14.C59923 or
18.07.2018

Y Hy6osas K.C.

{ noanmce § { Gamunis, uHMLuans: )

CBe.qunn O perucTpauuu AeKnapauuum o COOTBETCTBUMN

3A0 "Texkavecrso”, 108044, r. Mockea, yn.QuHamosekasn, g.1A, 0dh.400, Tern.(495)676-52-54, chaxc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com. OFPH: 1057746285189 Arrecrat per. NePOGCC
RU.0001.11¢B14, ®eaepansHoi cnyw6oi no aKKpeguTaLmnm.

Rara peructpauuu: 18072018

PerucrpaumonHbIi HOMEp AeKnapauuvn: POCC IN.OB14.078876

/; BopoBbesa H.H.

{ ymcb [} { pacuwdpposxa noanmuc)




CaHopu Wndust Tumumed / Sanoff India Limited.
Address: Sanofi India Limited, India
Adpec; Canotby MRaua Numuren, Wuans

CEPTU®UKAT AHAIH3A
ANALYTICAL REPORT

Ne FD083/2018

Date/Aava 21/05/2018

MpoayxT: GecTan®, Apaxe KuiLeUHopacTBOPINIbIE

Product : Festal® Dragees Enterosoluble

Homep cepun 3318093 [ara nponisopcTsa 0472018
.Batch riumber | Manufacturing date - '
Oraen Tablet I"'opeH po 04/2021
Department , Expiry date
Pasmep papTin 2000000 TlonyusHo 14105/2018
Batch size Received on :
Mokazatenu:  Pesynkrarei Hopmbi:
TESTS RESULTS SPECIFICATION
Cnucanye: Bentie, msHUestie, kpyrnbie | Beneie; rmaHueskie, KpYMbE
Apaxe co cnabbim  3anaXoM | Apake O cnabbim 3araxom’
| BaHUK BEHAMM
Deseription White shining circutar dragees White shining circular dragees
o ‘ with faint vaniila odour with faint vanilla odour
[MopfnkHotTy:, CooreercTByaT
— AMunasa. CoorseTcTBYeT '
- flunasa ‘COQTEETCTBZyET
- Xonesas KicrIoTa ‘CooteetcTBYeT
Identification: ' ‘To comply
—Amylase Complies
— Lipase: Complies
— Cholic aoid Complies | o
CpegHsa macca M 541,625 mr + 20 mr
Average weight 551,87 mg 541,625 mg 20 mg
| OTknoseHite oT cpeien Maccel | 548,1 535,2 546,3 5414 +10% 0T cpeAHen Macosl -
§550,9 528,9 5574 5430 '
.Average Weight variation 541,4 5282 5594 5338 % 10% of avg, wt,
'527,6 534,8 5244 5522
_ 5481 5375 5488 549,0
MoTeps 8 macee npy B He Gonee 8,0%
BEICYILBBEHUI
Loss o diving. 4,47% Not more than 8,0%
Pacnanaemocts / Disintegration test '
1) 8-cpene 0,1 M HCI ‘CooTBeTCTRYET 1) CooteeTcrayes Esp. .
In0,1 M HCI Complies Comply to EP .
2) B cpepe Bydeprore MURYT 2) He Bonieg 60 MUHYT
pacTeopa.c pH 6,8 _ )
In buffer pH 8,8 34 minutes { Not more: than 60 minutes
for Russia et ‘Page1ofd
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| f:I'po,quT. mém'an"', ;ipame KmUJeqlmpacTaopanle
Product - Festal” Dragees Enterosoluble

Honep cepw / Balch number: 3318093

flokazaTtenu:
TESTS

Peaynkrarhl:
RESULTS

Hopmei:
SPECIFICATION

KonuuecteenHoe onpegeneHue:;
i Content:

a) Naxipeatun:
Pancreatin

— BKTUBHOCTL AMKNE3Lt
Amylolytic activity (Amylase)

- @KTKBHROCTL [Tinasw
Lipalytic activily (Lipase)

FiP EQ/npaxe
7660,87 FIP units / dragee

FIP Effippaxe
9394,68 FIP units / dragee

a)

He menee 4050 FIP EQ/apaxe
Not less than 4050 FiP units /
dragee

He menee 5400 FIP EN/ppaxe
Not less than 5400 FIP units /
dragee

He meHee 270 FIF EQ/apaxe

Cholic acid

| — SKTKBHOCTL npo-reaabl F|P E,[l!,u,pa}i{e Not less than 270 FIP units /
Proteolytic activity (Protease) 470,74 FIP units / dragee dragee
b) Xonesas kucnota Mrigpaxe 6) He menee 11,25 mr/gpaxe

12,68 myg/ dragee

Not less than 11,25 mg / dragee

¢) Femuyennionasa :

Hemicellulase activity

4.8 mn 0,1 N pacraopa oga/npaxe

4.8 ml of 0,1 N iodine solution

8) He menee 2 Mn 0,1 N
pacveopa #oga/apaxe

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

Mukpobuonioruieckas uicToTa:
Microbial limit test:

- Obwwee Yucno aspobHbix KOE Ir <10*KOE/r

MUKPOOPraHuaMoR

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

~ OBtlee YMCcno APoNoKEBhIX ¥ KOE/r <10?KOE/r

nnecHeBblx rpubor

Tofal yeasts and molds count <10 CFU /g <10°CFU/g

~OHrepobakrepwin, KOE/r <102KOQE/r

YCTOMMMBBIX K Kernyu

Bile-tolerant enterobacteria <10 CFU/g <10°CFU/g

Escherichia coli (8 1 1) Orcytcreyer OTveyTeTeyeT/v

Escherichia coli {in 1 g) Absent Absent /g

Salmonella spp. (8 10 1) Oreyrereyer Otoyreteyet/ 10« i
Salmonella (in 10 g) Absent Absent/ 10 g i
Staphylococcus aureus (8 1 r) OrcyTetBYeT Orcytetayer/r ’
Staphylococeus aureus (in 1g) Absent Absent /g

NPUMEYAHUE:OBPASEL COOTBETCTBYET TPEEOBAHUSM KOHTPORA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requiremgnts.

NOMAMKCH, OTAEJ KOHTPOIIS KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Hemang Kalavadia

QA Manager

QaMuAUs OTBETCTBEHHOTO
Name of Authorised Signatory
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