LAac ELMINDIR) LTD,
AHAJIMTUNYECKHWUN OTYET
IMpoxayxr: DdecTan® mpaxe IHara: 02/01/2021
KHIIe4HOpacTBopuMbIe (2%10)
GMID: Decran 2x10 (306566) Homep perucrpaiioHHOro 11 N014796/01
Y/IOCTOBEPEHHS:
Howmep cepun: 3320093 JlaTa npou3BOACTBA: 11/2020
Otnen: Tabnerku CpOK rOJHOCTH: 10/2023
Pasmep cepuu: 2 000 000 TabeToK [MpunsTO: 05/12/2020
Ccputka Ha metoauky | FD093/2020 - -
KOHTPOJISI KAYeCTBa:
Tectbl Pesynbrarel Crerudukarmm
Onucanne Benrre TJIIAHIEBBIC KPYTJIBIC ApaxkKe CO Beinrle TJIIAHIEBBIC KPYTJIBIC ApaxkKe CO
CJ'I8.6I)IM 3araxoM BaHUIIU CJ'I8.6I)IM 3araxoM BaHHUIIU

TToIMHHOCTE:

- Awmwmiaza CooTBeTcTBYET

_ Tunaza COOTBCTCTByeT I[OJ'DKCH COOTBCTCTBOBATH

- Xo7snesasi KHCJIOTa CoOoTBETCTBYET
Cpennsist Macca 543,83 mr 541,625 mr + 20 mMr

OTKJIOHEHHE OT CpeHel Macchl

551,8 | 529,5 | 537,1 | 556,2

561,0 | 540,5 | 527,9 | 551,1

539,1 | 555,6 | 528,5 | 536,9 + 10 % ot cpenHeit Macchl
558,6 | 536,9 | 530,4 | 541,8
534,3 | 556,2 | 558,9 | 544,4

[ToTepu mpH BBICYITUBAHUH 3,85 % He Gonee uem 8,0 %
Pacnagaemocts:
1) BO0,1 MHCI CooTBeTCTBYET 1) To/KeH COOTBETCTBOBATh

tpeboBanusimu EBp.®.

2) B cpene GydepHoro pacrsopa
pH 6,8

36 MuHyT

2)He 6onee 60 MuHyT

KoanuecTBenHoe ONPEaACIICHUE:

a) IlamkpeatuH
- aKTMBHOCTb aMHJIa3kl (AMMIIa3a)

- aKTUBHOCTb Jiuna3sbl (JIunasza)

- akTUBHOCTB TpoTeassl ([IpoTeasa)

7644,54 FIP emuanny/ npaxe

7944,72 FIP equuuiy mpaxe

421,40 FIP eauauiy mpaxe

COJIEpXKaHHUS

coziepKaHus

COJIepXKaHHUs

He menee uem 4050 FIP emuamig
(MuaEMYM 90 % OT 3asIBICHHOTO

He menee uem 5400 FIP exnami
(MuHEMYM 90 % OT 3asIBIEHHOTO

He menee uem 270 FIP exunnig
(MuHEMYM 90 % OT 3asIBICHHOTO

b) Xomeas xucuora

12,31 mr/npaxe

He menee wem 11,25 mr/apaxe

¢) Temunemmonasa

4,8 mn 0,1 N pactBopa iioaa

He menee uem 2 M 0,1 N pactBopa

yCTOﬁ‘IHBLIX K XKCI19Yn

Hona
MuKpOOHOIOrHYECKast YHCTOTA!
Oo6mee 9uciio adpoOHBIX 110 KOE/r <10* KOE/r
MHKPOOPTaHH3MOB
O611iee YNCIIO0 APOAKIKEBBIX U <10 KOE/r <10? KOE/r
IUIECHEBBIX IPUOOB
OO0miee YuCIo FHTEPOOAKTEPHIA, Pocra He HabmomaeTcs _w“gqlﬂ()ngOE/r

™

o o,

Escherichia coli (8 1 r) OTtcyTCTBYET OTcSz'ff::[\\i;.ef ?}zl r
\(L :

Salmonella (8 10 1) OtcytcTByeT

Staphylococcus aureus (8 1 r) OtcytcTByeT
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LACTOSE fZINDIR) LTD.

IMpoxayxr: DdecTan® mpaxe IHara: 02/01/2021
KHIIe4HOpacTBopuMbIe (2%10)
GMID: Decran 2x10 (306566) Homep perucrpaiioHHOro 11 N014796/01
VIOCTOBEPEHHSI:
Howmep cepun: 3320093 JlaTa npou3BOACTBA: 11/2020
Otnen: Tabnerku CpOK rOJHOCTH: 10/2023
Pasmep cepuu: 2 000 000 TabeToK [MpunsTO: 05/12/2020
Ccputka Ha metoauky | FD093/2020 - -
KOHTPOJISI KAYeCTBa:
Tectbl Pesynbrarel Crerudukarmm

‘YnakoBka 1 MapKupoBka™*

Kon matepnana mauxu — 547628
Kon matepunana ¢gonsru — 538961

Homxen coorBerctBoBaTh PY HJ{

AdU
e DKCTpPAaKT >KEI4l
e T'emunemmnonasa
e [lankpearun

e [lankpearun

(KOMIIOHEHTBI JKeI4H)

AKTyanbHbIi IPOU3BOAUTEID
° AnBancen DH3UM
Texunonomku3 JItx

° AnBancen DH3UM
Texunonomku3 JITx

e buosum ['ecenmpmadt dep
DH3UMTEXHOJIOMKHA MOX
e  TepropMoH c.p.1

TIpoussomurens ADU nomkeH ObITH:

e A61/62, MIDC, Sinnar,
Nashik 422113

e A61/62, MIDC, Sinnar,
Nashik 422113

e  Pinkertweg 50, D-22113
Hamburg, Germany

e Via Nibbiola, 28070,
Terdobbiate (Novara)-
Italy

IIpumeuanus: HacrodamuM s moATBEPKAAt0, YTO JaHHAs CEpHsl IPOTECTUPOBAaHA 110 BCEM I10Ka3aTeIAM KauecTBa,
0603HaYeHHbIMU B crienndukaimn HopmaTusHoit JJokyMeHTalny, 3aperucTPHPOBaHHOM B HacTosiiiee Bpems B Poccuiickoit

®denepauuu.

*HacTosIImM oATBEpKIaeTCsl, YTO CEPUsl COOTBETCTBYET TPEOOBAaHMM Pa3/IeoB « YIaKoBKay U «MapKupoBKa»
crerdukaniy HopmaTtiuBHO#M JOKYMEHTALMH, 3apEerUCTPUPOBAaHHON B HacTosiiee BpeMs B Poccuiickoii deneparin
(MapxkupoBKa B II0OJTHOM COOTBETCTBHH C IOCIIEIHEH 0J0OpEeHHOH Bepcuel MaKeTOB YIIaKOBOYHBIX MAaTEPHAIIOB ¥ HHCTPYKIUU
[0 MEAULMHCKOMY MPHUMEHEHHIO. YTIaKOBKa B [IOJIHOM COOTBETCTBUH cO crenudukanueir HopmarusHoit [lokyMeHTauu u
nepeMeHHasi MHGOpMals HAHECEHA B COOTBETCTBYOLLHUE 110JIA).

YIOJHOMOYEHHGIH [TPEJICTABUTEJIb 110 OBECIIEUEHHIO KAYECTBA

Vinod Makwana

MeHen)Kep 10 00€CIIEYEHUIO KaueCTBa

(moamuce/nara) 06.01.2021

Nms YIOJITHOMOYE€HHOTO MMPEACTAaBUTEIIA

s Poccun
Ed. No.09V1

IleyaTs KOMIIAHUHI
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ANALYTICAL REPORT

LACTOSE JINDIA) L1D.

[ &
Product: Festal Drag(;ijoﬁnterosolubfe Date 02/01/2021
GMID Festal 2 x10 (306566) Markeling Authorization | P N014796/01
Batch number 3320093 Manufacturing date 11/2020
Department Tablet Expiry date 10/2023
Batch size 2000000 Tablets Received on 05/12/2020
QC reference NO. | FD093/2020 - '
TESTS RESULTS SPECIFICATION
Description White shining circular dragees White shining circular dragees
P with faint vanilta odour with faint vanilla odour
[dentification: c i
- Amylase RS
— Lipase Compll!es To comply
— Cholic acid Eepiies
Average weight 543.83 mg 541,625 mg + 20 mg
551.8 | 529.5 | 537.1 | 556.2
561.0 | 540.5 | 527.9 | 5511
Average Weight variation 539.1 | 555.6 | 528.5 | 536.9 + 10% of avg. wt.
558.6 | 536.9 | 530.4 | 541.8
534.3 | 556.2 | 558.9 | 544.4
Loss on drying 3.85 % Not more than 8,0%
Disintegration test:
1) In 0,1 M HCI Complies 1) To comply (E.P.)
2) In buffer pH 6,8 36 Minutes 2) Not more than 60 minutes
Content;
a) Pancreatin Min 4050 FIP units / dragee
(Minimum 90% of label claim)
— Amylolytic activity (Amylase) 7644 .54 FIP units / dragee
Mlp 5400 FIP units / dragee
— Lipolytic activity (Lipase) 7944.72 FIP units / dragee {Minimum 90% of label claim)
. - . Min 270 FIP units / dragee
— Proteolytic activity (Protease) 421.40 FIP units / dragee (Minimum 90% of fabel claim)
by Cholic acid 12.31 mg/ dragee Not less than 11,25 ma / dragee
¢) Hemicellulase activity 4.8 ml of 0,1 N iodine solution SNS}LL?;,? than 2 ml of 0,1 N iodine

Microbial limit test;

TN,

mf——ﬁ—

- Aerobic bacteria 10CFUlg & 170 Gk FULQ
&g - NG, 2 -

WK Y
- Total Yeast and Moulds count <10 CFU/g 539’ q2 QEU\\;@

r';; ‘l':‘\’l\f\f) )

t%\u\rg;\"‘? gu_a a AC
Bile Tolerant enterobacteria No growth observe: s‘_o;_\\\\“‘ <10°C jq
Escherichia coli (in 1 g) Absent ‘ff,\\ Abse/yg ;5/
Salmonelia (in 10g) Absent s pAsents 10 g m)
Staphyloccccus aureus {in 1q) Absent | Absent /g

for Russia
Ed No. 09Vi

Page 10f 2




LA

LACrOSE £INDIAJ LTD.

ANALYTICAL REPORT
: @

Product: Festal © Dragees Enterosoluble Date 02/01/2021
{2x10)

GMID: Festal 2 x10 (306566) Markeling Authorization | PNOL4:796/01

Batch number 3320093 Manufacturing date 11/2020

Department Tablet Expiry date i 10/2023

Batch size 2000000 Tablets Received on 05/12/2020

QC reference NO FD093/2020 5 -

TESTS RESULTS SPECIFICATION

Cartons Material code-547628

Packaging and labelling Foil Material code-538961

Must confirm Rus ND

API Actual Manufacturer in the batch | AP1 Manufacturer must be:

» Bile extract ¢ Advanced Enzyme ¢ AB61/62, MIDC, Sinnar,
{Bile Component) Technologies Limited Nashik 422113

¢ Hemicellulase ¢ Advanced Enzyme e AB1/62 MIDC, Sinnar,

+ Pancreatin Technologies Limited Nashik 422113
Pancreatin ¢ Biozym Gesellschaft fuer » Pinkertweg 50, D-

Enzymtechnologi mbH 22113 Hamburg,
e Terhormon s.r.l, Germany

+ Via Nibbiola - 28070
Terdobbiate (Novara) -
Italy

REMARKS: 1 hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specificatiocn currently registered in the Russian Federation.

*It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Mormative
Document specification currently registered in Russian Federation (Labelfling is in full compliance with the fast
approved version of packaging and leaflet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields’).

LG AUTHORISED SIGNATORY, QUALITY ASSURANCE
RS,

Cb 10\ 9%
Vinod Makwana ' ARt

QA Manager

Name of Authorized Signatory

for Russia Page 2 of 2
Ed No. 09V1
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