JEKJ/IAPAIINS O COOTBETCTBUU

JEKJAPAHT, MIPHHUMAIONIHIHA JEKJIAPAITHIO O COOTBETCTBHH:

AO "Canoghu Poccus”

Ceederus o pecucmpayuu opeanuzayun: Mexcpationnan uvcnexyus PDedepansHolt Hano206oii cryxcdor Mo
46 no . Mockee 01.01.2008, OIPH 1027739079940, oama npuceoenus OFPH: 19.08.2002

Aopec: 125009, 2. Mockaa, ya. Teepcran, 0. 22. Teneghon/haxc: 8 (495) 721-14-00/721-14-11

B muye: Ienepanvruili dupexmmop Mownic O.A.

Hosepenroe auyo: 3vbosa A.fO. Hosepernrocmiv: 6/m om 06.11.2018

{ SAABJISAET, UTO

| nexapcmeenroe cpedcmeo; Cecnar® dpaxce Kuieynopacmeopusvie 10 win., cmpunst (4), nayku

. xapmonwvie, pez,vo. Ne IT NO14796/01 om 22.07.2008 (dama enecernus uimenenuii 6 PY 25.05.2018),
cepusn 3318233, napmus 49035 ynaxoeox, zoden 00 30.11.2021, npouseodcmea Canogu Hudus JTumumed
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, Hndus,
k00 OKII[2 21.20.10.118, x00 TH B3/ 3004900002, xonmpaxm Ne250/40056192/F-2 om 20.10.2010,
nreotic 9085320766 om 23.01.2019

COOTBETCTBYET TPEBOBAHHAM
11 N014796/01-220708 uzm. Ne 1-6

JEKJAPAITHA ITIPHHATA HA OCHOBAHHH
npontoxon ucneiniaruii Ne 139977 om 22.02.2019 HJT OO0 "Leunip xormpons kavecniea Buonaiigh",

ammecman axxpedumayuu RA.RU.21LIKOI om 22.07.2015 2., cepmugpuxam ananuza Canopu Huous
JTumumed NeFD233/2018 om 29.12.2018, Cepmughuxam POCC IN.OMDS.C05473 om 22.02.2019

JATA IPUHATHA JEKJIAPAIIMHA: 22.02.2019 ..
JTEKJAPAOHA NEACTBHTEJBHA J10: 30./1.2021 ..
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CBEJEHHUS O PETUCTPALIMHA

OPTrAH I10 CEPTHOHKAIIHH, 3APETHCTPHPOBABIIIHY JEKJIAPAITHIO

Opean 1o cepmugbuxarui npoovKyuY

Obuecniaa ¢ 02PANUMENROT OMGEMCINGEHHOCTIBIO «OKPYICHOI tennmp cepmuukayuu»,
adpec: 620014, POCCHA, Ceepinoscran obaacn, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55. www.ekbocs.ru, ammecmam axkpedumaniu Ne RA.RU. 11 OMOS5

JEKJIAPAIASL O COOTBETC M POCC RU JJ-IN.®M05.A.17489/19
APEY] AIIMH: 22.02.20]9 2.

UugepHHa ALA.

nme ick PYKOBONHTEs OPTaHa 1o
cepTHhUKAIHMH TPOTYKUHH
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| SANOF]
Canogpu Undusi Tumumed / Sanofi India Limited.
Address: Sanoft India Limited, India
Agpec: Cavodu Wingna Numwten, Uuaus
CEPTUDUKAT AHAMNKU3A
ANALYTICAL REPORT _
Ne FD233/2018
Date/flata 29/12/2018
Npoaykr: decran®, apake KuiLeHHOPacTROPAMEIE
Product : Festal® Drageés Enterosoluble _
Homep cepuu 3318233 DBava npovnasoacTea 1212018
Batch number X Manufacturing date
Otgen Tablét ToneH Ao 11/2021
Depariment _Expiry date
Pa3smep napTuu 2000000 MNonyu4eHo 24/12/20:18
Batch size Received on
Noxasatenw: PesynbTatol:  Hopmui
TESTS RESULTS SPECIFICATION
Onucaxve Benble; mAHUeBbie, Kpyrnble | bentie, rnEHueabie, Kpyrnble
fdpaxe co cpaboiM  3anaxom | Apaxe co cnabkiv 3anaxoi
BaHWIW BaHUNHY
Description White shining circular dragees - White shining circidar dragees
with faint vanilia odour with faint vanilla odour
I'IonnuHHocw N CoorsercrayeT
' | CON T TE e en SmiCeant s Rk mmdwmbus dtslize A ostaduinte
- Acﬁ?ﬁe%gvé%ﬂ“md (e S e E s ]
~ Xonesas kncnota CUW@WYBT
Identification; To ct
~Amylase Complies To comely
 — Lipase . Complies
— Cholic acid iy _ .
CpénHaa macca j S Mr | 541,625 me+ 20 par
Average weight 535,46 mg 541,625 mg £ 20 mg
OrKrioHetne. ot cpenHeil Macosl | 526,01 543,6 532,0 544,9 +10% OT cpepHeit maces!
-532,6 5247 5240 5421 :
Average Weight variation | 533,1 6313 531,6 5224 + 10% of avg. wt.
] ' : 542,17 5428 5576 5252
_ 526,1 5257 5604 5259
MNoTepa B magce npu He Gonee 8,0%
BbICYLUMBAHKUW
Loss on drying 3,92 % Not more than 8,0%
Pacnagaemocrts / Disintegrafion test
1) B cpege 0,1 M HCI Cooteetcreyer 1 1) Cootsercreyet Eap. ®.
In 0,1 M HC! Complies Comply o EP
' 2) B cpéne GybepHoro MtuT 2) He Sonee 60 mMuhyT
mvﬂr‘mk&p&cjﬂﬂnaa&pﬂnﬁ,hw|m~umaéla"=é£m s e T Rk i A R P L Lﬂl’h-mr’w)
1n buffer pH 6,8 36 mlnutes Not more than 60 minutes
for Russia



Npoaykt: Gecran®, Apaxe KULLIEYHOPACTBOPUMEIS
Product : Festal® Drageas Enterosoluble

Homep cepuwn / Batch number: 3318233

Cholic acid

12,91 mg/ dragee

MokasaTenu: PesynbTarhl: Hopmbl:
TESTS RESULTS SPECIFICATION
KonvuyecTeerHoe onpefeneHue.
Content.
a) NavkpeaTun: a)
Pancreatin He mexee 4050 FIP Efl/npaxe
- BKTUBHOCTE AMUNA3LE FIP ElVapaxe Not less than 4050 FIP units /
Amylolytic activity {Amylase) 7882,16 FIP units / dragee dragee
He menee 5400 FIP Ef/gpaxe
— AKTUBHOCTE Nnnass FIP ED/npaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 9645,67 FIP units / dragee dragee
He menee 270 FIP EfVnpawe
-~ aKTUBHOCTL MpoTeassl FIP Eifapaxe Not less than 270 FIP units /
Proteolytic activity (Protease) 434,55 FIP units / dragee dragee
b} Xonesan kucnova mrigpaxe 6) He mexee 11,25 mr/iapaxe

Not less than 11,25 mg / dragee

¢) MFemuuyennionasa

Hemiceliulase activity

15,1 mn 0,1 N pacTeopa opa/apaxe

5,1 ml of 0,1 N iodine solution

B) He meHee 2 Mn 0,1 N
pacTeopa fiopainparke
Not less than 2 ml of 0,1 N iodine

solution / dragee

Mukpobuonorudeckan 4iCcToTa!
Microbial limit test:

- OBiee uucno aspoBHLIX KOE Ir <10 KOE/r

{ MKpOOPraHvIMos :

1 Total aerobic microbial count 100-CFUfg . - 1 <100CEU/g
- O6wee 4UCNo APONOKEBLIX I KOE/r <102 KQE/r
nnecHeskix rpubos
Total yeasts and molds count <10 CFU/g <102 CFU/g
~-3urepobaxrepuit, KOE/r <10?KOE/r
YCTORYUBRIX K KEnun
Bile-tolerant enterobacteria <10 CFU/g <102CFU/g
Escherichia coli (8 1 r) OtcyverayeT Otcytcrayetir
Escherichia coli {in 1 g) Absent Absent /g
Salmonella spp. (8 10T) Orcyrerayer Orcyrcteyet/ 10 1
| Salmonelia (in 10 9) Absent Absent/10g
Staphylococcus aureus (8 1) QrcyTerayer OtcyTtcTeyeT/r
Staphylococcus aureus (in 19) Absent Absent /g

NPUMEYAHUE:OBPA3EL, COOTBETCTBYET TPEBOBAHUAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Productiop of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.
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TIOAMHUCH, OTAEN KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL




