JEKJIAPAIIAA O COOTBETCTBHUHA

JEKJIAPAHT, IPHHUMAIOIIHA JEKJTAPAITMIO O COOTBETCTBHH:
AQ "Canogu Poccua”

Ceedenna o pecucmpayuu opzanusayiii: Mexcpaiionnan uncnexyus Qedepansnoil Hanozogoii cayicoor M
46 no 2. Mocxkee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08,.2002

Adpec: 125009, 2. Mockea, vi. Teepckas, 0. 22. Teneghon/tpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrutii dupexmop Mowxe O.A.

Hocepennoe auyo: 3ybosa A.FO. Josepennocmn: 6/ om 06.11.2018

3AABJIET, UTO

nexapcmeennoe cpedcmao: Gecman® dpadice xuwewrnopacmeopumsie 10 wan., cmpunut (10), nauku
kapniontsie, pez.vo. Ne IT NO14796/01 om 22.07.2008 (dama sHecenus uamenenuii ¢ PY 25.05.2018),
cepun 3318231, napmua 19652 ynaxoeox, zodew 0o 30.11.2021, npouzeodcniea Canogu Hnoua Jlumunied
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, Hxous,
koo OKIIO2 21.20.10.118, xod TH B3 3004900002, xonmpaxm Ne250/40056192/F-2 om 20.10.2010,
uneotic Ne9085320766 om 23.01.2019

COOTBETCTBYET TPEBOBAHNAM
IT N014796/01-220708 u3s. Ne 1-6

JEKJIAPAIIAA NPHHATA HA OCHOBAHHHA

npomoxon ucrvtmaruii Ne 139711 om 22,02.2019 VT 00O "Llenmp xonnipona kavecniea buoaaiigp”,
ammecmam axkpedumanun RA.RU.21L[KO1 om 22.07.2015 2., cepmugpuxam anarnza Canogu Hnous
JTumumed NeFD231/2018 om 26.12.2018, Cepmughuxam POCC IN.@MOS.C05471 om 22.02.2019

IJATA TIPHHATHA JEKNAPALIMH: 22.02.2019 ..
JEKJAPAITHS JEMCTBHTEJBHA J10: 30.11.202] 2.
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CBEJEHHSA O PETUCTPALINHA

OPT'AH IIO0 CEPTH®HKAIINH, 3APETHCTPHPOBABIIHI JEKJTAPAITHIO

Opezan no cepmugpuxarmu npodvEyuu

OB6ujeciea ¢ 0zpanuventoil OMGemcnIGERHOCIBI0 «OKPYICHON YeRMp cepmuguxayuii»,
adpec: 620014, POCCHA, Caepdnoscrasn obracmm, Examepuribype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeoumanuu Ne RA.RU.11OMO5
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UnueprHa A.A.

PyxoBoauTens oprasa no
cepTHHKAIMH NPOAYKIIH
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SANOFI
Canogpu Undus lumumed / Sanofi India Limited.
Address: Sanofi India Limited, India
Aapec: Canodpmn MHans Numuten, Mugus
CEPTUDUKAT AHANTU3A
ANALYTICAL REPORT _
Ne FD231/2018
Date/Oata 26/12/2018
Mpoayrt: Gecran®, apaxe KMLeHHOPACTBOPUMbIC
Product . Festal® Dragees Enterosoluble | :
Homep cepun 3318231 ‘[lata npouseopcTea 1212018
Batch aumber Manufacturing date
‘Orpen Tablet - | Toped po ' ‘ 1172021
Department . Expiry date
Paamep napTuv 2000000 Tony4eHo 2111212018
Batch size Recelved on
floxazatenn: ' ' Pesynurarhb!: Hopmei:
TESTS RESULTS SPECIFICATION
Onucasne ' ' Benble, FnAaHuessbie, kpyrnile | Benvié, roAHUSBbLIE, KPYrble
Apaxe co chaboi  3anaxom | gpake co cnabbiM 3a3naxom
BAKWAW BaHuNY
Description White shining circular dragees White shining circular dragees
L . _| with faint vanilla odour - with faint vanilla odeur :
M ey I@Mﬁyﬂm:v"”h- BERE S ’:-.‘?;KZ‘LJI.'-"-i’:i‘a'r‘i:’-*:v."r!f'rc-‘_'-l..-it-'ﬁi-'-.*s;vﬁ::".~..*.'-_-“.1.—..':';-“_'1.;.:.s-.'si-.\:.'i-.'.-:s-.':':’n.'—.':ﬂ_"- xQ_QPIB__eIQTP_\{@I_vL.._ o wratatetad st
—Jvinaza Cooraercrayet
~ Xonesasn kuenota Coarsercreyet
{dentification: ) To comply
- Amylase .Co_mpl!es
- Lipase Complfes
~ Choic acid Complies | 3
Cpegnmnn Macca | ' Mr 541,625 mr £ 20 mr
Average weight 536,41 mg 541,625 mg :+ 20 mg
Orknonenue ot cpeaHed Maccel | 558,11 5480 6344 5453 | +10% o7 cpegHein Maces
_ 5228 5227 5256 5441
| Average Weight variatior {5468 5287 527,7 5363 |+ 10% of avg. wt.
5321 5503 5288 5225
i ns 5410 5325 5493 5500 :
(oTeps & macce npw ' ' He Gonee 8,0%
ShICYLUMBaHNY
Loss oh drying 2,08 % N Not more than 8,0%
PacnapaemocTs / Disintegration test 2
1) B ¢pege 0,1 M HCI CooTteeTcisyeT 1) CooteetcrayeT Eep. ©.
“110:0,1 M HCl Complies | Comply to EP _
t: { r buffér pH 6,8 37 minutes Not more than 60 minutes
3 " T
* torrussta Sfizedt Page 10f 2
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[ Mpoayxr. ®ectan®, npaxe KMLUEUHOPACTBOPUMBIE
Product : Festal® Dragees Enterosoluble

' Homep cepuu / Batch number: 3318231

Cholic acid

12,92 mg/dragee

Mlokasarenu: PeaynsTarte:: Hopmbt:
TESTS RESULTS SPECIFICATION
KonuwyectseHHoe onpaaeneHue:
Content:
a) NaHkpeaTnu; - a)
Pancreatin He meHee 4050 FIP Efl/apaxe
- AKTUBHOCTE AMURA3L! FIP Efi/apaxe Not less than 4050 FIP units /
Amylolytic activity (Amylase) 7212,20 FIP units / dragee dragee
He mexee 5400 FIP Ef/apaxe
— aKkTuBHOCTb flunassl FIP E.fUnPa)Ke Not less than 5400 FIP units /
Lipolytic activity (Lipase) 9910,22 FIP units / dragee dragee
He mexee 270 FIP Efi ppaxe
— aKTUBHOCTL npo-reaab| FIP Eﬂ,l.npame MNot less than 270 FIP units /
Proteolytic activity (Protease) 422,33 FIP units / dragee dragee )
b} Xonesan kucnota Mriapawe 6) He menee 11,25 mr/gpaxe

Not less than 11,25 mg / dragee

c) lemuyennionasa

Hemicellulase activity

5.1 mn 0,1 N pacreopa wopa/apaxe

5,1 mlof 0,1 N iodine solution

B) He meHee 2 Mn 0,1 N
pacteopa iiopa/apame

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

Microbial limit test;

 MukpoBronormueckas wcTora.

- Obutee uncno-aspobrbix KOE /r <10%KOE/F
MUKDOOPFaHU3IMOB

Total aerobic microbial count 90 CFU/g <10°CFU /g
~ OBuee YUCNo [POXOKEBbIX ¥ KOE/r <102KOE/r
nnecHeasix rpubos

Total yeasts and molds count <10_CFU/g <102CFU/g
-OHrepobakrepui, KOE/r <10°KOE/r
YCTORUNBLIX K Wenyu

Bile-tolerant enterobacteria <10 CFU/g  |<10°CFU/g
Escherichia coli (8 1) OtcyvereyeT OtcyTcrayeTir
Escherichia coli {in 1 g) Absent Absent /g
Salmonella spp. (8 10 1) OtcytcreyeT Otcytereyer/ 10 r
Salmonella (in 10 g) Absent Absent/10g
Staphylococecus aureus (8 1 r} Orcyrereyer Orcyrcreyer/r
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHWUE:OBPASEL] COOTBETCTBYET TPEBOBAHUAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Produgti

g Kalavadia

Dayiunus 0TBETCTBEHHOFO
Name of Authorised Signatory

for Russia
Ed. No 08

verfoe vy

Gigeed
Zalizlrely

n of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

MOANUCEH, OTAEJI KOHTPOJUA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL.




