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LACTOSE FFINDIR) LTD.

pH 6,8

Ipoxyxr: Dectan® npaxe Jara: 10/05/2021
KHUIIeIHOpacTBOpUMBIE (4x10)
GMID: ®Dectan 4x10 (313769) Howmep perucrpannoHHOTO TTIN014796/01
YIOCTOBEPEHHS:
Howmep cepun: 3321052 JlaTa mpousBocTBa: 03/2021
Oraen: Ta0JIETKH CpOK TOJHOCTH: 02/2024
Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 20/04/2021
Ccputka Ha MeToauky | FD052/2021 - -
KOHTPOJISI KaYeCTBa:
Tectbl Pesynbrarel Crerudukarmm
Omnucanue Benble MIsIHIEBbIC KPYTIIBIE Jpaxe co Benble MIsHIEBbIC KPYTIIBIE Jpaxe co
crabbIM 3aaxoM BaHUIIH crabbIM 3aaxoM BaHUITH
TToIMHHOCTE:
- Awmnmnaza CooTBeTcTBYET
JIoJKeH COOTBETCTBOBATh
- Jlumaza CooTBeTcTBYET
- Xozesas KHCIOTa CootBercTByeT
Cpennsist Macca 538,93 mr 541,625 mr + 20 Mr
546,5 | 522,6 | 545,2 | 542,3
528,8 | 537,3 | 544,4 | 528,8
OTKJIOHEHHE OT CPENHENH MacChl 547,5 | 553,9 | 537,7 | 553,0 + 10 % ot cpenHeii Macchl
534,1 | 531,2 | 532,3 | 543,7
534,1 | 551,7 | 539,3 | 529,2
[loTepu npu BbICYIIMBaHUU 4,01 % He Gonee uem 8,0 %
PacnagaeMocts:
1) BO0,1 MHCI CooTBeTCTBYET 1) loJkeH COOTBETCTBOBATh
TpeboBanusmMu EBp.®.
2) B cpene O6ydepnoro pacrBopa 39 MuHYT

2) He 6onee 60 MunyT

KosnnuecTBeHHOE OnpeaciICHUE:

a) Ilankpearun
- aKTMBHOCTb aMHJIa3kl (AMMIIa3a)

- aKTUBHOCTb Jiuna3sbl (JInunasza)

- akTUBHOCTB TpoTeassl ([Ipoteasa)

7519,28 FIP enunuiy/npaxe

8393,79 FIP enuuuy npaxe

418,89 FIP equuun/apaxe

He menee uem 4050 FIP enpamig
(MuaEMYM 90 % OT 3asIBICHHOTO
coJep KaHus

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

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

b) Xonesas KuCIOTa

12,55 mr/opaxe

He menee wem 11,25 mr/apaxe

¢) T'emuuemmonasza

3,9 M1 0,1 N pactBopa Hona

He menee uem 2 min 0,1 N pactBopa
Hona

MuKpoOHOIOrHYecKasi YUCTOTA:

Oo6mee 9uciio adpoOHBIX 150 KOE/r <10* KOE/r

MHKPOOPTaHH3MOB

OO0111ee YUCII0 IPONOKEBBIX U <10 KOE/r

IUIECHEBBIX IPUOOB

OO0miee YuCIo FHTEPOOAKTEPHIA, <10 KOE/r

YCTOMYMBBIX K JKEITUH '

Escherichia coli (B 1 1) OtcyTcTBYyET -:c/TBI\ajég,ﬁ L }
£ Rus=! }ffJ

Salmonella (B 10 T) OtcyTcTBYyET crtBue B 10T // & i

// é.e
Staphylococcus aureus (B 1 1) OtcyTcTBYyET _)_;:'V'

s Poccuu
Ed. No.09V1

Cmp. 1 uz2



AHAJIMTUYECKUN OTYET

J
2

i - s ? S

LACTOSE FFINDIR) LTD.

Ipoxyxr: Dectan® npaxe Jara: 10/05/2021
KHUIIeIHOpacTBOpUMBIE (4x10)
GMID: ®Dectan 4x10 (313769) Howmep perucrpannoHHOTO TTIN014796/01
YIAOCTOBEPEHHUS:
Howmep cepun: 3321052 JlaTa mpousBocTBa: 03/2021
Oraen: Ta0JIETKH CpOK TOJHOCTH: 02/2024
Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 20/04/2021
Ccputka Ha MeToauky | FD052/2021 - -
KOHTPOJISI KAUecTBa:
Tectbl Pesynbrarel Crerudukarmm

‘YnakoBka 1 MapKupoBka™*

Kon marepuana nauxku — 550617
Kon matepunana gonsru — 550614

Homxen coorBerctBoBaTh PY HJ{

AU
KomnoHneHTs! sxemun

TI'emunemmonasa
[Tankpeatun

[Nankpeatun

AKTyanbHbIi IPOU3BOAUTEID
Ansancen Ou3uM TexHonomku3 JITg

Anpancen Du3um Texknonomkus JITa
Bbuosum Iecenviadr dep

DH3UMTEXHOJIOMKH MOX
TepropmoH c.p.j1

TIpoussomurens ADU nomkeH ObITH:
A 61/62, MIDC, Sinnar, Nashik
422113

A 61/62, MIDC, Sinnar, Nashik
422113

Pinkertweg 50, D-22113 Hamburg,
Germany

Via Nibbiola, 28070, Terdobbiate
(Novara)- Italy

IIpumedanus: HacTosmum s MOATBEPKak0, UTO AaHHAS CEPHs MPOTECTUPOBAHA 110 BCEM ITOKA3aTENsAM KauecTBa,
0003HaYeHHBIMU B crienndukanmuy HopmaTueHOi JlJokyMeHTanny, 3aperucTPHPOBaHHOM B HacTosmmee BpeMs B Poccuiickoit

®Denepauuu.

*HacTosIIIM IMOATBEPKIaeTCsl, YTO CEPUSI COOTBETCTBYET TPEOOBAHMM Pa3/eoB « YIakoBKay U «MapKupoBKa»
crierbukany HopMaTiuBHO#M JOKYMEHTALMH, 3apErUCTPUPOBAaHHON B HacTositee BpeMs B Poccuiickoii deneparin
(MapkupoBKa B IOJTHOM COOTBETCTBHH C MOCIEAHEH 0100pEHHOH Bepcreil MaKeTOB YIIAKOBOYHBIX MaTEPUAIOB U HHCTPYKLIUH
110 MEJMITMHCKOMY NIPUMEHEHHIO. YIIAaKOBKa B ITOJTHOM COOTBETCTBHH co crienudukanueii HopmarusHoit JlokyMeHTau 1
nepeMeHHast HH(OpMaIys HaHECeHa B COOTBETCTBYIOIIHE MTOJIA).

YIOJIHOMOYEHHGIH [TPEJICTABUTEJIb 110 OBECIIEUEHHIO KAYECTBA

Vinod Makwana

[loanuces ynosHOMOYEHHOTO ML

(moxmuce/nara) 10/05/2021

s Poccuu
Ed. No.09V1
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LACTOSE [INDIA} LTD.

ANALYTICAL REPORT
: &

Product: Festal Drag;if? ()‘c;nterosolub!e Date 10/057 2021
GMID: Festal 4 x10 (313769) Markeling Authorization | P NO14796/01
Batch number 3321052 Manufacturing date 03/2021
Department Tablet Expiry date 02/2024
Batch size 2000000 Tablets Received on 20/04/ 2021
QC reference NO. FD052/2021 = = il

TESTS RESULTS SPECIFICATION

DEeition White shining circular dragees White shining circular dragees

with faint vanilla ocdour

with faint vanilla odour

|dentification:

— Amylase Complies
- Lipase complies To comply
~ Cholic acid Compiies
Average weight 538.93 mg 541,625 mg + 20 mg
546.5 | 5226 | 545.2 | 542.3
528.8 | 537.3 | 544 4 | 523.8
Average Weight variation 547.5 | 653.9 | 537.7 | 553.0 + 10% of avg. wt.
5341 | 531.2 | 532.3 | 543.7
534.1 | 551.7 | 539.3 | 529.2
Loss on drying 4.01% Not more than 8,0%
Disintegration test:
1) In 0,1 M HC! Complies 1) To comply (E.P.)
2) In buffer pH 6,8 39 Minutes 2) Not more than 60 minutes

Content:

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

— Proteolytic activity (Protease)

7519.28 FIP units / dragee
8393.79 FIP units / dragee

418.89 FIP units / dragee

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

Mirn 5400 FIP units / dragee
{Minimum 90% of Iabel claim)

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

b) Cholic acid

12.55 mg/ dragee

Not less than 11,25 mg / dragee

¢)  Hemicellulase activity

3.9 mi of 0,1 N iodine solution

Not [ess than 2 ml of 0,1 N iodine
solution

Microbial limit test:

— Aerobic bacteria 150 CFU/g <109CFU/g

- Total Yeast and Moulds count <10 CFU/g <102 CFU /g
Bile Tolerant enterobacteria <10 CFU/g <10? CFL_.I,/r
Escherichia coli (in 1 g) Absent Absent ty o~
Salmonella (in 10g) Absent Abseny/ 70§
Staphylococcus aureus (in 1g) Absent Abse_sf?t;l{g Ca

for Russia
Ed. No. D9V1




LACTOSE [INDIA} LTD.
ANALYTICAL REPORT
Product: Festal ® Dragees Enterosoluble Date 10/05/2021
(4x10)
GMID: Festal 4 x10 (313769) Mareefing Authorization | PNOL4796/01
Batch number 2321052 Manufacturing date 03/2021
Department Tablet Expiry date 02/2024
Batch size 2000000 Tablets Received on 20/04/2021
QC reference NO FD052/2021 = =
TESTS RESULTS SPECIFICATION
Packaging and labelling* CaFrg%nhsn2?::;:'1%?2&505601?7 Must confirmy Rus ND
API Actual Manufacturer in the batch | APl Manufacturer must be:
» Bile extract e Advanced Enzyme ¢ AB61/62, MIDC, Sinnar,
(Bile Component) Technologies Limited Nashik 422113
* Hemicellulase ¢ Advanced Enzyme » AB1/62, MIDC, Sinnar,
» Pancreatin Technologies Limited Nashik 422113
Pancreatin + Biozym Gesellschaft fuer » Pinkertweg 50, D-
Enzymtechnologi mbH 22113 Hamburg,
¢ 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.

*It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labelling 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 focated in corresponding fields’).

M'}Q’V"’ AUTHORISED SIGNATORY, QUALITY ASSURANCE
‘_'_'___._-4
JD/O)f’L Q7 4
Vinod Makwana
QA Manager

CAUD)

A~ 7 Quality %’
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S
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Name of Authorized Signatory
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