LACTOSE FINDIR) LTD.

AHAJIMTUYECKUN OTYET

IMpoxayxr: DdecTan® mpaxe IHara: 22/09/2021
KHUIIeIHOpacTBOpUMBIE (4x10)

GMID: ®decran 4x10 (313769) Howmep perucrparoHHOro 11 N014796/01

VIOCTOBEPEHHSI:

Howmep cepun: 3321114 JlaTa npou3BOACTBA: 08/2021

Otnen: TabJCTKH CpOK rOJHOCTH: 07/2024

Pasmep cepuu: 2 000 000 TabeToK [MpunsTO: 07/09/2021

Ccputka Ha Metoanky | FD114/2021 - -

KOHTPOJISI KAYeCTBa:

TecTbl Pesynbrarsl Crerudukarmm
Onucanue Benble rnsHIEBBIC KPYTIIBIC APaKe CO Benble TasHIIEBBIC KPYTIIBIC ApaKe
CJTa0bIM 3aIaXxoOM BaHHJIH €O CJIa0BIM 3aIIaxOM BaHWIU

TToIMHHOCTE:

- Awmwmiaza CooTBeTCTBYeT

JlomKkeH cOOTBETCTBOBATH

- Jlumaza CooTBeTCTBYET

- XoseBas KUCIIOTA CooTBeTCTBYET
Cpensist Macca 540,29 mr 541,625 mr + 20 mMr

545,7 534,8 535,6 523,9
550,7 542,3 545,4 534,4
OTKJIOHEHHE OT CpeIHed MacChl 537,7 523,4 546,9 542,2 + 10 % ot cpenneit macch
555,7 530,9 537,4 535,3
546,6 550,5 555,5 530,8

[MoTtepu npu BHICYIMBAaHUU 5,26 % He 6omee gem 8.0 %
PacnagaemMocTs:
1) BO0,1 MHCI CootBercTBYET 1) TomxeH COOTBETCTBOBATD

tpeboBanusimu EBp.®.

2) Eazgzggfggegféom 37 munyT 2) He 6onee 60 MUHYT
KosmuecTBeHHOE OnpeieNeHue:
a) IlankpeatuH
- aKTMBHOCTb aMIJIa3kl (AMMIIa3a) 7717,21 FIP enuaumy npaxe He menee uem 4050 FIP exqummig
(MuaEMYM 90 % OT 3asIBICHHOTO
COZIepXKAHUS
- aKTUBHOCTS Jinmasbl (JInmasa) 8761,78 FIP equnu/npaxe He menee uem 5400 FIP exnmmi
(MuHEMYM 90 % OT 3asIBIEHHOTO
coziepKaHus
- akTHBHOCTSH npoteassl (IIpoTeasa) 406,20 FIP equnmiy/npaxe He menee yem 270 FIP exunnig
(MuHEMYM 90 % OT 3asIBICHHOTO
COZIepXKAHUS
b) Xomnesas kuciora 12,26 mr/npaxe He menee uem 11,25 mr/npaxe
¢) Temunemmonasa 4,2 mn 0,1 N pacrBopa iioaa He menee uem 2 mn 0,1 N

pacTBopa ioja

MHUKpOOHOIOTHYECKasl YHCTOTA:

OGuree uncio aspoOHBIX 290 KOE/r <10* KOE/s
MHKpOOPTaHHU3MOB
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YCTOWYHMBBIX K KEITIH
Escherichia coli (8 1 r) OTtcyTcTBYET Otcy

Salmonella (8 10 1) OrcyTcTBYeT OTcyTCTﬁﬁé”-& 10'?

Staphylococcus aureus (8 1 r) OrcyrcTByeT OrcyrcrBue B 1 ¢

s Poccuu
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LACTOSE FINDIR) LTD.

AHAJIMTUYECKUN OTYET

IMpoxayxr: DdecTan® mpaxe IHara: 22/09/2021
KHUIIeIHOpacTBOpUMBIE (4x10)

GMID: ®decran 4x10 (313769) Howmep perucrparoHHOro 11 N014796/01

VIOCTOBEPEHHSI:

Howmep cepun: 3321114 JlaTa npou3BOACTBA: 08/2021

Otnen: TabJCTKH CpOK rOJHOCTH: 07/2024

Pasmep cepuu: 2 000 000 TabeToK [MpunsTO: 07/09/2021

Ccputka Ha Metoanky | FD114/2021 - -

KOHTPOJISI KAYeCTBa:

TecTbl Pesynbrarsl Crerudukarmm
‘YnakoBka 1 MapKupoBka™* Kon marepnana maukn — 550617 Jomxken coorsercTBoBath PY HJJ
Kon matepunana ¢onsru — 550614
AU AKTyanbHbIii IPOU3BOAUTEID IIpoussonurens ADU nomxen
KoMIIoHEHTEHI KeJTun Ansancen Du3zuM Texknomokus JITn OBITh:
A 61/62, MIDC, Sinnar, Nashik
I'emunentonasa Ansancen Ou3uM TexHonomxus JITn 422113
A 61/62, MIDC, Sinnar, Nashik
[Mankpeatun Bbuosum Iecenvimadr dep 422113
DH3UMTEXHOJIOMKH MOX Pinkertweg 50, D-22113
[Nankpeatun TepropmoH c.p.1 Hamburg, Germany
Via Nibbiola, 28070, Terdobbiate
(Novara)- Italy

IIpumedanus: Hactosmum s oATBEP:Kal0, UTO AaHHAS CEPHs MPOTECTUPOBAHA 110 BCEM ITOKA3aTENsAM KauecTBa,
0003HaYeHHBIMY B crienndukanmuy HopmaTueHOi JlokyMeHTanny, 3aperucTPHPOBaHHOM B HacTosmmee BpeMs B Poccuiickoit
®Denepauuu.

*HacTosImM NOATBEPIKAAETCS, YTO CEPUS COOTBETCTBYET TPEOOBAHUAM PA3ENIOB «YTIaKOBKa» U «MapKUpoBKa»
crier¢ukanyy HopmaTuBHOM NOKyMEHTAIMH, 3aperUCTPUPOBAHHON B HacTosmee BpeMs B Poccuiickoit deneparm
(MapkupoBKa B IOJTHOM COOTBETCTBHH C MOCIEAHEH 0100pEHHOH Bepcreil MaKeTOB YIIAKOBOYHBIX MaTEPUAIOB U HHCTPYKLUH
10 MEJMITMHCKOMY NIPUMEHEHHIO. YIIaKOBKa B ITOJTHOM COOTBETCTBHH co crienudukanueii HopmarusHolt JlokyMeHTau 1
nepeMeHHast HH(OpMaIys HaHECeHa B COOTBETCTBYIOIIHE MTOJIA).

VIIOJIHOMOYEHHbIN MNPEACTABUTEJIb 11O OBECITIEYEHNIO KAYECTBA
Vinod Makwana

[loanuce ynosHOMOYEHHOTO 1ML ITeyaTs KOMIIaHUU

(nmoanucek/nara) 22/09/2021
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LACT SE

with faint vanilla odour

LACTOSF (INDIA) L1D.
ANALYTICAL REPORT
: ®

Product: Festal Drag;ze;i? Olj‘nteroso!uble Date 22/00/ 2021
GMID: Festal 4 x10 (313769) marketing Authorization | PINOT=796/51
Batch number 3321114 Manufacturing date 08/2021
Department Tablet Expiry date 07/2024
Batch size 2000000 Tablets Received on Q7/09/ 2021
QC reference NO. FD114/2021 - 5

TESTS RESULTS SPECIFICATION

Seseialen White shining circular dragees White shining circular dragees

with faint vanilla odour

Identification:

s
- Lipase . To comply
— Cholic acid CRERIES
Average weight 540.29 mg 541,625 mg + 20 mg
545.7 | 534.8 | 535.6 | 523.9 |
550.7 | 542.3 | 545.4 | 534.4
Average Weight variation 537.7 | 523.4 | 546.9 | 542.2 + 10% of avg. wt,
555.7 | 530.9 | 537.4 | 535.3
546.6 | 550.5 | 555.5 | 530.8
Loss on drying | 526 % 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 37 Minutes | 2) Not more than 60 minutes

Content:

a) Pancreatin
— Amylolytic activity (Amylase)
— Lipolytic activity (Lipase)

— Proteolytic activity (Protease)

7717.21 FIP units / dragee
8761.78 FIP units / dragee

406.20 FIP units / dragee

Min 4050 FIP units / dragee
{(Minimum 90% of label claim)

Min 5400 FIP units / dragee
{Minimum 90% of label claim)

Min 270 FIP units / dragee
(Minimum 90% of label claim)

by Cholic acid

12.26 mg/ dragee

Not less than 11,25 mg / dragee

c)  Hemicellulase activity

4.2 ml of 0,1 N iodine solution

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

Microbial limit test;

- Aerobic bacteria 290 CFU/g
- Total Yeast and Moulds count <10 CFU/g
Bile Tolerant enterobacteria <10 CFU/g
Escherichia coli (in 1 9) Absent
Salmenella {in 10g) Absent Abser"rtf 'iO ;n-, &
Staphylococcus aureus (in 1g) Absent ol
for Russia Page 1 of 2
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LACT SE

LACTOSEF [INDIA) LTD.
ANALYTICAL REPORT /
Product: @
Festal Drag(iiiofnterosolub/e Date 22106/ 2021
GMID: Festal 4 x10 (313769) Marketing Authorization | P NOT-4796/01
Batch number 3321114 Manufacturing date DB/2021
Department Tablet Expiry date 07/2024
Batch size 2000000 Tablets Received on 07/08/ 2021
QC reference NO. FD114/2021 - -
TESTS RESULTS SPECIFICATION
. - Cartons Material code-550617
Packaging and labelling Foil Material code-550614 Must confirmy Rus ND
API Actual Manufacturer in the batch | AP] Manufacturer must be:
* Bile extract » Advanced Enzyme e AB1/62 MIDC, Sinnar,
{Bile Component) Techrologies Limited Nashik 422113
e Hemicellulase e Advanced Enzyme ¢« AB1/62, MIDC, Sinnar,
e 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: I hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

*1t is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labefling is in full compliance with the last
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’).

“"’NN‘” AUTHORISED SIGNATORY, QUALITY ASSURANCE
e
zrloafrey
Vinod Makawana
GENERAL MANAGER (QUALITY)

Name of Authorized Signatory

for Russia Page 2 of 2
Ed. No. 08V1
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