TEKJAPAIIMSI O COOTBETCTBUH

JEKJAPAHT, IPHHAMAIOIIUA JEKJIAPAIIHIO O COOTBETCTBHH:
AQ "Canogpu Poccus"

Cgedenua o pecucmpayuu opzanusayuu: Mexcpationnas uncnexyus @edepanoHoti Hano2060i cayxcber Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Aodpec: 125009, 2. Mockea, ya. Teepckasn, 0. 22. Tenechon/charc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanenorii oupexmop Mouac O.A.

Hosepernoe nuyo: Kysneyosa H. IO Josepennocmo: 6/n om 20.08.2019

3ASIBJISIET, YTO
nexapcmeennoe cpedcmso: Pecman® dpasice kuweunopacmeopumvle 10 wm., cmpunet (4), nauxu

kapmounwle, pez.yo. Ne IT NO14796/01 om 22.07.2008 (0ama enecenus usmenenuti 6 PY 25.05.2018),
cepun 3319115, napmun 49153 ynaxosox, 2oden do 30.06.2022, npoussodcmea Canoghu Hudua JTumumeo
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania),Tal. Salvi, Dist, Vadodara, India, Huoun,
ko0 OKII[2 21.20.10.118, koo TH B3/ 3004900002, xonmpaxm Ne250/40056192/F-2 om 20.10.2010,
uneoiic Ne 9085345119 om 28.08.2019

COOTBETCTBYET TPEBOBAHUAM
IT N014796/01-220708 wsm. Ne 1-6

JEKJIAPALINS NIPUHATA HA OCHOBAHUH
npomoxon ucnetmanuii Ne 10119/ om 09.10.2019 HIT OOO "Lenmp konmpons xavecmea buonatigh”,

ammecmam axkpedumayuu RA.RU.211[K01 om 22.07.2015 2., cepmugpuxam ananuza Canogpu Huoun
JTumumeo NeFD115/2019 om 12.08.2019, Cepmughuxam POCC IN.@M05.C09879 om 09.10.2019

IJATA IPUHATHSA JEXJIAPALIHH: 09.10.2019 2.
JTEKJAPAI{MA RENCTBUTEJbHA 0: 30.06.2022 .
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CBEJAEHHUA O PETUCTPALIUHN

OPI'AH I10 CEPTHOHKAITUH, SAPETHCTPHPOBABIIHI JEKJIAPAIIUIO

Opean no cepmugpuxayuu npooyxyuu

Ob6wecmea ¢ ozpanuienroii omgemcmeennocmoio « Oxpyxcnoil yenmp cepmudpurayuu»,
adpec: 620014, POCCHA, Ceeponosckas obracme, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axkxkpedumayuu Ne RA.RU. 1 1OMO5

451 O COOTBETCTBHU, N2 POCC RU J-IN. ®M05.4.45423/19

Ynuepuna A.A.

noamnu PykoBoautens oprana no
ceprudmKalMi NPOAYKIMH
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. SANOCF|
Carnopu Undus Numumed / Sanofi India Limited.
Address: Sanofi india Limited, India
Appec: Cavothv UHgusa flumuten, MHaus
CEPTUGHUKAT AHATIN3A
ANALYTICAL REPORT _
Ne FD415/2019
Date/flaTa  12/08/2019
Mpoaykr. Gecran®, Apane RMLLIBMHOPACTBOPUMLIE
Product: Festal® Dragees Enterosoluble ,
Homep cepun 3319115 Dara npouseoacTea ‘| 07/2019
Batch nymber Manufacturing date
- Otaen Tablet loned oo 0672022
Depariment . Expiry date
' Paamep RapTuu 2000000 Nonyieno 07/08/2019
Baich size | Received on .
Moxasaranu: " Pesynerarorn: Hopmbr:
vy TESTS RESULTS SPECIFICA TION.
- Onucanne Benkie, rNaHLEBLIE, .Kbyrnue Bénbie, rnsHueske, xpyrnbne
Apaxe co onabeim aanaxom | gpame 6o cnaﬁmm 3anaxom
BaHMMN BaHunu
Description White shining circular dragees White shining cjt’cular dragees
q -wiih faint vaniila odour with faint vanilta: odour
TloanvHHocTs: ‘CoorseTCTByeT
- AMunaza CooreercTsyer
1—lunasa Cootaercrayer
~ Xaneean kMcnoTa Cootaerciayer
{ Identification: o To comply
- Amylase Complies
— Lipass Complies
~ Cholle acid Complies
Cpefnsn macca Mr 541,625 mr + 20 mr
Average weijght 541.94mg | 541.825mg + 20 mg
| OTrNOHeHNE OT CpdriHeiA Macthl 5451 553,9 5467 540,7 [ +10% ot épeawen macck:
534,7 5246 5555 5375
Average Weight variation 5416 5374 5428 5379 + 10% of avg, wt
-5627,2 5445 5382 5485
i .5.39.1 5493 5442 533, 6
Moteps 8.Macce npu | He Bonee 8,0%
BHICYLUIWBAH I .
Loss on drying _ 5.11% Not more than 8,0%
Pacriagagémocts / Disintegration test '
1) B cpege 0,1 M HCY CooteetcTayer 1) CootaeTtcTyer Eap. ©.
ih 0,1. M HCI’ Complies Comply to EP
2) 8 cpege Sydeproro: MUHYT 2) He Gonee 60 MuHyT
pacreadpa.cpH 6.8 -
| in buffer pH 6,8 35 minutes Not more than 60 minutes
gﬁz&;{: @t.ﬂr, ~ Page1of2




MpoaykT: Pectan®, Apaxe KMWEYKOPACTBOPUMbIE
Product . Festal® Dragees Enterosoluble

Homep cepun / Batch number: 3318115

Tlokasatenw:

Hemicellulase activity

5,1 miof 0,1 N lodine solution

Peaynbrarel: Hopmbi:
TESTS RESULTS SPECIFICATION
KonuuecteeHHoe onpeasnexue:;
Content:
a} Naxxpearun: a)
Pancreatin He menese 4050 FIP Efl/apaxe
- AKTMBHOCTb AMUNA3LI FIP Efl/apaxe Not less than 4050 FIP units /
Amylolytic activity (Amylase) $492 BIFIP units / dragees dragees
He menee 5400 FIP Ell/gpaxe
-~ @KTUBHOCTb JIunasn FIP EO/apaxe Not less than 5400 FIP units /
Lipotylic activity (Lipase) 9942 49FIP units / dragees dragees
He meHee 270 FIP Efiigpaxe
~ axrueHocTb Mporeasst FIP Efl/apaxe Not less than 270 FIP units /
Proteoclytic activity (Prolease) 412, 19FIP units / dragees dragees
b) Xoneeas kucnota mr/apase 6) He meriee 11,25 mrigpaxe
Cholic acid 12,62mg / dragees Not less than 11,25 mg / dragees
¢) Femuiiennionasa 5,1 mn 0,1 N pacteopa ilopa/ppane

B) He menee 2 Mn 0,1 N
pacTeopa Ropa/apae

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

Muxpobuonorudecxkan umcrora:

Microbial limit test.

- Obwee umcno aapobHbix KOE Ir <10* KOE/r
MUKPOOPraHU3MoB

Total aerobic microbial count 100 CFU/g <10°CFU /g
- O6uee YACAO APOXOKEBLIX 1 KOE/F <10?KOE/r
nnecHesbix rpubos

Total yeasts and molds count <10 CFU/g <102CFU/g

-~ 3HTepoGaKkTepuil, KOE/r <10?KOE/r
YCTOMUMBLIX K WEN4U

Bile-tolerant enterobacteria <10 CFU/gy <10?CFU/g
Escherichia coli {8 1) Oreyrersyer OrcyrerayeT/r
Escherichia coll (in 1 g) Absent Absent /g
Salmonella spp. (8 10 1) Orcyverayer Orcyrcreyet/ 10 r
Salmonella (in 10 g) Absent Absent/ 10g
Staphylococcus aureus (8 1) Otcyrcrayer Orcyrereyer/r
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYHAHUE:OBPA3EY COOTBETCTBYET TPEROBAHNAM KOHTPONA KAYECTBA. *
REMARKS; THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned bateh was In accordance of Good Manufacturing Practice (GMP) requirements.
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