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LACTOSE FFINDIR) LTD.

Ipoxyxr: Dectan® npaxe Jara: 09/12/2020
kumedHopacTBopuMbie (10x10)
GMID: ®Dectan 10x10 (66517) Howmep perucrpannoHHOTO TTIN014796/01
YIOCTOBEPEHHS:
Howmep cepun: 3320082 JlaTa mpousBocTBa: 10/2020
Oraen: TabneTku CpOK TOJHOCTH: 09/2023
Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 09/12/2020
Ccpuika Ha MeToauky | FD082/2020 - -
KOHTPOJISI KaYeCTBa:
aBTecThl Pesynbrarel Crerudukarmm
Omnucanue Benble MIsIHIEBbIC KPYTIIBIE Jpaxe co Benble MIsHIEBbIC KPYTIIBIE Jpaxe co
crabbIM 3aaxoM BaHUIIH crabbIM 3aaxoM BaHUITH
TToIMHHOCTE:
- Awmnmnaza CooTBeTcTBYET
- Tlunasa CooTeTcTayer JIoJKeH COOTBETCTBOBATh
- Xozesas KHCIOTa CootBercTByeT
Cpennsist Macca 545,62 mr 541,625 mr + 20 Mr
561,2 | 553,7 | 528,6 | 539,0
544,4 | 552,8 | 551,0 | 5289
OTKJIOHEHHE OT CpeHel Macchl 559.4 528.8 549.8 5447 + 10 % ot cpeaHeit Macchl
557,1 530,0 | 5594 | 5499
546,7 | 550,5 | 530,0 | 546,6
[loTepu npu BbICYIIMBaHUU 4,21 % He Gonee uem 8,0 %
PacnagaeMocts:
1) B0, MHCI CootBeTcTBYyET 1)/loyKeH COOTBETCTBOBATh
tpeboBanusimu EBp.®.
2) B cpene 6ydeproro pactBopa | 36 MUHYT

pH 6,8

2)He 6onee 60 MuHYT

KoanuecTBenHoe ONPEaACIICHUE:

a) Ilankpearun
- aKTMBHOCTb aMHJIa3kl (AMMIIa3a)

- aKTUBHOCTb Jiuna3sbl (JInunasza)

- akTUBHOCTB TpoTeassl ([Ipoteasa)

8308,30 FIP emunanny/npaxe

7721,3 FIP epununy/ apaxke

357,38 FIP egununy/ gpaxke

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

12,32 mr/npaxe

He menee wem 11,25 mr/apaxe

¢) T'emuuemmonasza

4,5 mn 0,1 N pactBopa iona

He menee uem 2 min 0,1 N pactBopa
Hona

MuKpoOHOIOrHYecKasi YUCTOTA:

Oo6mee 9uciio adpoOHBIX 100 KOE/r <10* KOE/r

MHKPOOPTaHH3MOB

OO0111ee YUCII0 IPONOKEBBIX U <10 KOE/r

IUIECHEBBIX IPUOOB

OO0miee YuCIo FHTEPOOAKTEPHIA, <10 KOE/r

YCTOMYMBBIX K JKEITUH )
oy POSCT NG

Escherichia coli (B 1 1) OtcyrcTByeT ﬂ'_‘,_'j‘,cy-TeTéB‘I{Ig"zanl; pnO |

Salmonella (B 10 T) OtcyTcTBYyeT

Staphylococcus aureus (B 1 1) OtcyTcTBYyET

s Poccuu
Ed. No.09V1
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AHAJIMTUYECKUN OTYET

Ipoxyxr: Dectan® npaxe Jara: 09/12/2020
kumedHopacTBopuMbie (10x10)
GMID: ®Dectan 10x10 (66517) Howmep perucrpannoHHOTO TTIN014796/01
YIAOCTOBEPEHHUS:
Howmep cepun: 3320082 JlaTa mpousBocTBa: 10/2020
Oraen: TabneTku CpOK TOJHOCTH: 09/2023
Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 09/12/2020
Ccpuika Ha MeToauky | FD082/2020 - -
KOHTPOJISI KAUecTBa:
aBTecThl Pesynbrarel Crerudukarmm

‘YnakoBka 1 MapKupoBka™*

Kon marepuana nauxku — 547625
Kon marepunana gomnsru — 538961

Homxen coorBerctBoBaTh PY HJ{

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

e [lankpearun

(KoMItoHeHTHI Jxeran)

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 A 61/62, MIDC, Sinnar,
Nashik 422113

e A 61/62, 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) 10.12.2020

Nms YIOJITHOMOYE€HHOTO MMPEACTAaBUTEIIA

s Poccuu
Ed. No.09V1

IleyaTs KOMIIAHUHI
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LACT _SE

with faint vanilla odour

LACTOSE (FNDIA) LTD.
ANALYTICAL REPORT
Product: Festal  Dragees Enterosoluble Date 09/12/2020
(10x10)

GMID: Festal 10 x10 (66517) vaneing Authcrizaton” i B NOTAFE6/0!
Batch number 3320082 Manufacturing date 10/20200
Depariment Tablet Expiry date 09/2023
Batch size 2000000 Tablets Received on 09/12/2020
QC referance NO FD082/2020 -

TESTS RESULTS SPECIFICA TION

Degetiption White shining circular dragees White shining circiular dragees

with faint vanilla odour

Identification:

- Amylase Complies
— Lipase Comp:!es To comply
- Cholic acid Corgpres
Average weight 545,62 mg 541,625 mg + 20 mg
561.2 | 553.7 | 528.6 | 539.0
544 4 | 552.8 | 551.0 | 528.9
Average Weight variation 559.4 | 528.8 | 549.8 | 544.7 + 10% of avg. wt.
557.1 | 530.0 | 559.4 | 549.9
546.7 | 550.5 1 530.0 | 546.6
Loss on drying 421 % Not more tham 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
— Amylolytic activity (Amylase)
— Lipolytic activity (Lipase)

— Proteolytic activity (Protease)

8308.30 FIP units / dragee
7721.3 FIP units / dragee

357,38 FIP units / dragee

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

Min 5400 FIP units / dragee
{(Minimum S0% of label claim)

Min 270 FIP units / dragee
{(Mintimum 90% of label claim}

b) Cholic acid

12.32 mg/ dragee

Not iess than 11,25 mg/ dragee

c)  Hemicellulase activity

4.5 mi of 0,1 N iodine solution

Not less than 2 ml of 0.1 Niodine
sotution

Microbial limit test;

— Aerobic bacteria 100 CFU/g <10*CFU/g

- Total Yeast and Moulds count <10 CFU/g <10 CFU /g

Bile Tolerant enterobacteria <10 CFU/g <10* CFU& S

Escherichia coli (in 1 g) Absent Absent /gf,/ ©

Salmonetla (in 10g) Absent Absent_@%’f

= :

Staphylococcus aureus (in 1g) Absent Absent /’;i\% o

- . ) AF:
: _.‘_,?.N\t/

for Russia ' \“ﬁﬁg%
Ed. No. 081 fbio. i



ANALYTICAL REPORT

La

LACTOSE (INDIA) L70.

Product: Festal © Dragees Enterosoluble I
710x10) Date 09/12/2020
GMID; Festal 10 x10 (66517) varkeling Authorization | P NO14796/01
Batch number 3320082 Manufacturing date 10/2020
Department Tablet Expiry date 09/2023
Batch size 2000000 Tablets Received on 09/12/2020
QC reference NO, FD082/2020 - ¥
TESTS RESULTS SPECIFICATION

Packaging and labeling*®

Cartons Material code-547625
Foil Material code-538961

Must confirm Rus ND

APl
+ Bile extract
(Bile Component)
+ Hemicellulase
+ Pancreatin
Pancreatin

Actual Manufacturer in the batch

Advanced Enzyme
Technologies Limitad
Advanced Enzyme
Technologies Limited
Biozym Geselischaft fuer
Enzymtechnologi mbH
Terhormon s.r.l.

APl Manufacturer must be:

A 81/62, MIDC, Sinnar,
Nashik 422113

A 61/62, MIDC, Sinnar,
Nashik 422 113
Pinkertweg 50, D-
22113 Hamburg,
Germany

Via Nibbiola - 28070
Terdobbiate (Novara) -
Italy

REMARKS: T 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 Labeliing of the Mormative
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’).
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Lo \ \f!‘ T Vot
Vinod Makwana
QA Manager

Name of Authorized Signatory

for Russia
Ed No, 05V
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