OG6LLEeCTBO C OrpaHMYeHHO’ OTBETCTBEHHOCTbLIO
UCTbITATENbHbIA LEHTP «®APMOEOPOHA»
) (000 UL, «®APMOBOPOHA»)
UCMbITATENBbHASA NTABOPATOPUA

141074, r. Kopones, MockoBckas obnactb, yn. larapuna, 46a, 8 (495) 511-01-10,
www.farmoborona.ru, info@farmoborona.ru
YHuKanbHbIi HOMep 3anucK B peectpe akkpeanToBaHHbIx iy, Ne POCC RU.0001.210140

CepTudrumpoBaHHas cuctema MeHemkmeHTa kadectea B cootsetcTBum ¢ FOCT P MCO 9001-2015

YTBEPXIOAIO
HauanbHuK opraHv3aLyyoHHO-39KCNepTHOro oTAena
Llaptok J1.J1.
21.09.2022 .

Ceprucbukar: 531709ec5d7a822044be94d458854abafd54f3fb
Bnageney;: Liapiok Iapuca leoHuaosHa
JedcteuteneH c 13.01.2022 no 13.12.2022

MpoTtokon ucnbitaHuini Ne 74041/22 ot 21.09.2022

-

. O6beKT ucnblTaHuii

TNekapcTBeHHbIN Npenapat
decTtan®, TabneTkn Kuwe4YHOpacTBOPUMbIE, MOKPbITbIE 06onoykor 10 wr.,

CTpUNbI (2), NaYKN KAPTOHHbIE

2. Cepust 3322062
3.logeH oo 30.04.2025
4. MNpowussoauTens HavnmeHoBaHue CaHodu MHamsa NMumuteq
CtpaHa Wnausa
5. OcHoBaHuWe ANna NpoBeAeHUst UCTbITaHUIA 3asaBska(Hanpasnenune) Ne280 ot 16.09.2022
6. 3akasuuk HanvmeHoBsaHue 000 "Onenna Xenckea"

Anpec opnanyeckmin

125009, r. Mockea, yn. Teepckasi, A4.22, nom. 42

KoHTaKTHble faHHble

+7 (962) 927-25-76

7. O160p 06pasuoB AkT oTGOpa 06pasLoB

(Homep 1 gaTa oTtbopa)

Ne280 ot 16.09.2022

MecTo oT6opa

MockoBckasi o6nacTb, r/o Mogonbck, AepeBHa HoBocenku,

TeppuTopusi TexHonapka

HA Ha oT6op

He ykasaHo

8. MeToab! UcnbITaHWi (HOPMaTUBHbIN

[OKYMEHT)

M N014796/01-240321

9. Konnuectso o6pasua, ynakoska v ee

2 yn. bes BHeLWHNX NPU3HAKOB NOBPEXAEHU

COCTOAHME

10. flaTa noctynneHus obpasua

20.09.2022

11. Oatbl npoBeAeHUs UCTbITaHU

20.09.2022 - 21.09.2022

12. PesynbTaTtbl UCNbITaHW

Ne HaumeHoBaHue 3HayeHWe xapaKTepucTuk
n/n XapaKTepuCTUKN Tpe6oBaHus no HA, PeaynbraThbl UCNbITaHWR
1 Onucanve [nsHUeBble, Kpyrnble TabneTku, NOKpbITble nsHueBble, Kpyrnble TabneTku, NOKPbITbIe
o6Gonoykoli 6ernoro UBeTa, co cnabbim ob6onoykoii 6enoro LgeTa, co cnabbim
3anaxom BaHWNK. 3anaxom BaHWUNW.
2 | Ynakoeka Mo 10 TabneTok B antoMuHUeBbIi cTpun. Mo Mo 10 TabneTok B antoMUHUEBBLIV cTpun. Mo
1, 2, 4 unn 10 CTPUNOB BMECTE C MHCTPYKUMEN 2 cTpuna BMecCTe C UHCTPYKLMEN no
NO NPUMEHEHWIO B KAPTOHHYIO NayKy. NPUMEHEHUIO B KAPTOHHYIO MayKy.
3 | Mapxuposka Ha cTpune ykasblBaloT Ha PyCCKOM SA3bIKe: Ha cTpune ykasaHo Ha pyCCKOM A3blIKe:

TOpProBoe HauMeHoBaHWe npenaparta
(PecTan®), nekapcTBEHHYIO hopmy,
HanuMeHoBaHWe U coaepxaHne AercTBYIOLNX
BeLLeCTB B 0fHOI TabneTke, norotun
KOMMNaHUM (NaTUHCKUM LLIPUCTOM),
NPOU3BOACTBEHHbBIE KOAbI YNAaKOBOYHbIX
KOMMOHEHTOB (cofepxaT naTuHckue 6ykBbl),
HoMep cepuu, JaTy NPOU3BOACTBA, CPOK
roAHOCTYM (rofdeH o).

Ha kapToHHOI nauke ykasblBatoT Ha pyCckom

A3blKe: TOproBoe HanMmeHoBaHuWe npenaparta

TOProBoe HaMMeHOBaHVe Npenaparta
(PecTan®), nekapcTBeHHas hopma,
HavMeHoBaHWe U cofepxaHue
[OeViCTBYIOLLMX BELLECTB B OAHOMN TabneTke,
FIOroTUN KOMMaHUM (NaTUHCKUM LLUPUATOM),
NPOV3BOACTBEHHbBIE KOAbI YNAKOBOYHbIX
KOMMOHEHTOB (Cofep)aT naTuHckue
GYyKBbI), HOMEpP CepuM, faTa NpoVU3BOACTBA,
CpOK roAHOCTM (rofeH Ao).

Ha kapToHHOI nayke YyKa3aHO Ha pycckom

A3blKe: TOproBoe HaumeHoBaHne

MpoTokon ucnbitTaHuii Ne 7404u/22 ot 21.09.2022

Ctp.1un3 2



OG6LLEeCTBO C OrpaHMYeHHO’ OTBETCTBEHHOCTbLIO
UCTbITATENbHbIA LEHTP «®APMOEOPOHA»
(000 UL, «®APMOBOPOHA»)
UCMbITATENBbHASA NTABOPATOPUA

141074, r. Kopones, MockoBckasi obnacTb, yn. larapuna, 46a, 8 (495) 511-01-10,

www.farmoborona.ru, info@farmoborona.ru

YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbIx nuuy Ne POCC RU.0001.214J140

CepTuduumpoBaHHas cucTema MeHemkmeHTa kadecTea B cooteTcTBum ¢ FTOCT P UCO 9001-2015

(PecTan®), rpynnnpoBoYHOE HaMMeHOBaHue,
HavMeHoBaHWe ¥ coaepXkaHne AeiCTBYIOLLNX
BeLLeCcTB B OHOW TabneTke, nekapCTBEHHYIO
opmy, konnyecTBo TabneTok B KapTOHHO
nauke, «411A YINYYLWEHNA
MUWEBAPEHUAY», «O6neryaet
nepeBapuBaHune yrneBoAoB, XUPOB U
6enkoB», «CnocobcTByeT BblAENeHUo
nvMnasbl NOAXKENYA04HON Xenesony,
rpacdmyeckme aneMeHTbl An3ainHa (B Tom
yncne TemaTuyeckue NUKTorpammbl), «ans
npvema BHyTpb.», «[pornatbiBaTh LENMKOM.
He pa3xeBbiBaThb.», «[lpenapaT cCoaepxuT:
caxaposy, AeKCTPO3y.», YCNOBUS XpaHEHWS,
«XpaHWTb B HEAOCTYNHOM ANA AeTen
MecCTe.», YCMoBUsSi OTNycka, HavMeHoBaHue
MPMbI-NPOV3BOANTENS, CTPaHY
NpPOU3BOACTBA, TOroTUN KOMMNaHun
(naTUHCKUM WPKUETOM), NPON3BOACTBEHHbIE
KOZbl YNaKoBOYHbIX KOMMOHEHTOB (coaepxaT
naTuHckve GykBbl), HOMEP PETNCTPALMOHHOIO
YAOCTOBEPEHUS, HOMEpP cepuu, AaTy
NPOU3BOACTBA, CPOK FOAHOCTM (rofeH Ao),
[OMOMHUTENBHO MOXET BbiTb HaHeceHa
MHpopMaLWs AN MOHUTOPUHIAa ABUXKEHNS
nekapCcTBEHHbIX NpenapaToB OT
NpousBoANTENs A0 KOHEYHOro NnoTpebuTens,
LTPUX-KOA,. Ha KapTOHHYto nayky
[0MycKaeTCcsi HaHeCeHMe CTUKEePOB (HaKmneek)
ans obecneyeHns KOHTPONs NepBoro
BCKPbITUS.

XpaHeHune

Mpun TemnepaTtype He Bbiwe 25 °C.

npenapara (Pectan®), rpynnmpoBo4Hoe
HauMeHoBaHVe, HaMMEHOoBaHWe U
coaepxaHue AeiCTBYIOLLMX BELLECTB B
opHoi TabneTke, nekapcTBeHHasi hopma,
KONMYeCcTBO TabneTok B KAPTOHHOM Navke,
«4NA YNYYWEHWA NALWEBAPEHUAY,
«ObneryaeT nepeBapuBaHue yrneBoaos,
XupoB u 6enkoB», «CnocobeTeyeT
BbIAENEHNI0 NNa3bl NOAXENYA04HON
xeneson», rpadmyeckne anemeHTbl
[Av3aiiHa (B TOM yucne Tematuyeckve
nuKTOrpammbl), «Ans npuema BHYTPb.»,
«[MpornaTbiBaTh Lenukom. He
pa3xeBbiBaTh.», «[lpenapat coaepxur:
caxapoay, AEKCTPO3yY.», YCIOBUSI XPaHEHNS,
«XpaHWUTb B HEAOCTYNHOM AN AeTei
MecTe.», YCINoBuWsi OTnycka, HauMeHoBaHne
VPMbI-NPON3BOANTENS, CTPaHa
NPOU3BOACTBA, JIOrOTUN KOMNaHun
(naTUHCKUM LpUdTOM),
NPOU3BOACTBEHHbBIE KOAbI YNAKOBOYHbIX
KOMMOHEHTOB (coaepaT naTuHckue
GyKBbl), HOMEp pPerucTpaLoHHOro
YLOOCTOBEPEHUSI, HOMEp cepuu, aaTa
NPOU3BOACTBA, CPOK FOAHOCTY (rodeH A0),
HaHeceHa UHOPMaLMs Anst MOHUTOPUHTa
[OBVKEHUs nekapcTBEHHbIX NpenapaToB OT
NPOU3BOAUTENS 1O KOHEYHOTO

noTpebuTens, LTPUX-KOA.

XpaHeHwve

Mpu Temnepatype He Bbiwe 25 °C.

4 Cpok rogHocT!

3roga

COOTBETCTBYET

3aknio4yeHue:

PesynbTaThl ncnblTaHni

nokymeHnTa N N014796/01-240321 .

HaxogAaTca B npegenax HOpM,

MCnOanyeMble cpeacTea U3MepeHus n ucrnboltTaTtesibHoe 060pyFLOEaHMef

Mpumeyanns:

YCTaAHOBJIEHHbIX TpesOBaHMHMM

1. D,aHHbIIZ npoToKon UCMbITaHWIA kKacaeTcs o6paau,oa, npefocTaBrieHHbIX 3akas3unkom un NOABEPrHYTbIX 3TUM UCMbITAHUAM.

2. 3anpeLyaeTcs YaCTU4HOE Wi NONHOE KONMpOoBaHUe, NepenedaTka Npotokona 6e3 paspeLueHus UcbiTaTensbHo naéopatopum.

3. UcnbiTaTensHas na6opaTtopust He HeCeT OTBETCTBEHHOCTb 3a MHhOPMALIMIO, MPEAOCTaBNEHHYI0 3aKa3umnkoMm, ykasaHHyto B nn 1-8.

4. Vicnonb3oBaHo npoCTOe NpaBusio NPUHATUA peLleHnss B COOTBETCTBMX C 4OrOBOPOM.

KoHel, npoTtokona ucnbitanunii Ne 74041/22 ot 21.09.2022

HOpMaTuBHOTO

Ctp.2un3 2



AHAJIMTUYECKUN OTYET
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LACTOSE FFINDIR) LTD.

pactBopa pH 6,8

IMpoxyxr: Dectan® tabnerku (6e3 MHara: 04/07/2022
mapabenon) (2x10)
GMID: ®Dectan 2x10 (779793) Howmep perucrpannoHHOTO TTIN014796/01
YIOCTOBEPEHHS:
Howmep cepun: 3322062 JlaTa mpousBocTBa: 05/2022
Oraen: Ta0JIETKH CpOK TOJHOCTH: 04/2025
Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 09/06/2022
Ccputka Ha MeTonuky | FP/02/22/087 - -
KOHTPOJISI KaYeCTBa:
TecTbl Pesynbrarsl Crerudukarmm
Omnucanue Benble MIsIHIEBBIE KPYTJIbIE TAOIETKH CO Benble MIsHIEBbIE KPYTIbIe
crabbIM 3aaxoM BaHUITH TabJIETKH CO CIIa0bIM 3aaxoM
BaHHWJIN
TToIMHHOCTE:
- Awmnmnaza CooTBeTCTBYeT
JIoJKeH COOTBETCTBOBATh
- Jlumaza CooTBeTCTBYET
- Xozesas KHCIOTa CoorBercTByeT
Cpensist Macca 536,36 mr 541,500 mr £+ 20 mMr
532,2 545,2 525,6 547,1
526,2 539,4 541,7 542,1
OTKJIOHEHHE OT CpeHel Macchl 537,1 527,2 539,5 525,7 + 10 % ot cpenHeii Macchl
532,3 547,1 545,3 542,0
537,0 526,1 541,6 526,8
[lorepu npu BhICYyIIUBaHUN 5,41 % He 6otee uem 8.0 %
PacnagaeMocts:
1) B0,1 MHCI CooTBeTcTBYET 1) Jlo;mkeH cOOTBETCTBOBATH
tpeboBanusmMu EBp.®.
2) B cpene 6ydeproro 36 MUHYT

2) He 6onee 60 MunyT

KoanuectBenHoe ONpCacICHUE:

a) Ilankpearun

- aKTMBHOCTb aMIJIa3kl (AMMIIa3a)

- aKTUBHOCTb Jiunassbl (JIunasza)

- akTUBHOCTB TpoTeassl ([IpoTeasa)

8288,08 FIP enunui/Tabierka

9217,50 FIP equuuiy/ TabiaeTka

405,66 FIP equnuiy/ Tabnerka

He menee uem 4050 FIP enuaniy
tabnerka (MuHUMYM 90 % OT
3asIBIICHHOTO COJICPKaHUS

He menee uem 5400 FIP exunmy
tabnerka (MuHUMYM 90 % oT
3asIBJICHHOTO CO/IepIKaHUs

He menee uem 270 FIP equnun/
tabnerka (MuaUMYM 90 % OT
3asIBJIICHHOTO COJICPIKaHUs

b) Xoesas KHCIOTa

13,26 mr/ TabaeTka

He menee yem 11,25 mr/ tabnerka

¢) T'emuuemmonasza

4,5 mn 0,1 N pactBopa iona

He menee uem 2 M1 0,1 N
pacTBopa ioja

MHUKpOOHOIOTHYECKasl YHCTOTA:

yCTOﬁ‘IHBLIX K KCIITYn

Escherichia coli (B 11)

O611ee YHCII0 a3pOOHBIX 50 KOE/r <10* KOE/r
MHKPOOPTaHH3MOB
OO611ee YKCIIO JPOHIKEBBIX U <10 KOE/r <102 KOE/r
IUIECHEBBIX IPUOOB
O6u1ee YHCII0 SHTEPOGAKTEPHiA, <10K <102 KOE/r

OrcyrcTBUe B 1 r

Salmonella (B 10 T)

Staphylococcus aureus (B 1 1)

s Poccuu
Ed. No.09V1
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AHAJIMTUYECKUN OTYET

Iponyxr: Pecran® Tabdnerku (6€3 Hara: 04/07/2022
mapabenon) (2x10)
GMID: ®Dectan 2x10 (779793) Howmep perucrpannoHHOTO TTIN014796/01
YIAOCTOBEPEHHUS:
Howmep cepun: 3322062 JlaTa mpousBocTBa: 05/2022
Oraen: Ta0JIETKH CpOK TOJHOCTH: 04/2025
Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 09/06/2022
Ccputka Ha MeTonuky | FP/02/22/087 - -
KOHTPOJISI KAUecTBa:
TecTbl Pesynbrarsl Crerudukarmm

‘YnakoBka 1 MapKupoBKa™*

Kon marepuana nauxu — 551542
Kon matepunana gomnsru — 551543

Homxen coorBercTBoBaTh PY HJ{

AU
KomnoHneHTs! sxemun

TI'emunemtonasa
[Tankpeatun

[Nankpeatun

AKTyanbHbIii IPOU3BOAUTEID
Ansancen Ou3uM TexHonomku3 JITg

Anpancen Du3um Texknonomxu3 JITn
Bbuosum Iecenvimadr dep

DH3UMTEXHOJIOMKH MOX
TepropmoH c.p.J1

IIpoussonurens ADU nomxen
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 oATBEP:Kal0, UTO AaHHAS CEPHs MPOTECTUPOBAHA 110 BCEM ITOKA3aTENsAM KauecTBa,
0003HaYeHHBIMY B crienndukanmuy HopmaTueHOi JlokyMeHTanny, 3aperucTPHPOBaHHOM B HacTosmmee BpeMs B Poccuiickoit

®Denepauuu.

*Homep HOpMaTHBHOM nokymeHTarmu: [1 N014796/01-240321

*HacTosIImM MoATBEpKJaeTCsl, YTO CEPUsl COOTBETCTBYET TPEOOBAaHMM Pa3/IeoB « YIaKoBKay U «MapKupoBKa»
crerbukanuy HopmaTiuBHO#M JOKYMEHTALMH, 3apEerHCTPUPOBAaHHON B HacTositee BpeMs B Poccuiickoii deneparin
(MapkupoBKa B IOJTHOM COOTBETCTBHH C MOCIEAHEH 0100pEeHHOM Bepcueil MakeTOB YyIIaKOBOYHBIX MAaTEPUAIOB M HHCTPYKLUH
110 MEJMITMHCKOMY NIPUMEHEHHIO. YIIaKOBKa B ITOJTHOM COOTBETCTBHH co crienudukanueii HopmarusHoit JlokyMeHTau 1
nepeMeHHast HH(OpMaIys HaHECeHa B COOTBETCTBYIOIIHE MTOJIA).

YIOJHOMOYEHHGIH [TPEJICTABUTEJIb 110 OBECIIEYEHHIO KAYECTBA

Vinod Makwana

[Toanuch ynoaHOMOUYEHHOT O JIMLa

(moxmuce/nara) 04/07/2022

s Poccuu
Ed. No.09V1

ITeyaTs KOMIIaHUU
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- Amylolytic activity (Amylase)
- Lipolytic activity (Lipase)

~  Proteoclytic activity {(Protease)

8288.08 FiP units / tablet

9217.50 FIP units / tablet

405.66 FIP units / tablet

LACTOSF fm}i&; iro.
ANALYTICAL REPORT
Product: Festal © Tab!gi j'(OP)araben Free) Date 04/07/2022
GMID: Festal 2 x10 (779793) ‘r‘fuar;kbee‘f‘fg Autharization | P N014796/01
Batch number 3322062 Manufacturing date 05/2022
Departrnent Tablet Expiry date 04/2025
Batch size 2000000 Tablets Received on 09/06/2022
QC reference NO. FP/02/22/087 - -
TESTS RESULTS SPECIFICATION
D i White shining circular tablets with | White shining circular tablets
escription faint vanifla odour with faint vanilla odour
identification: o i
— Amylase ompies
— Lipase Ccmpi!es To comply
— Cholic acid Complies
Average weight 536.36 mg 541,500 mg + 20 mg
532.2 | 5452 | 5256 | 547 .1
526.2 | 539.4 | 541.7 | 5421
Average Weight variation 537.1 | 527.2 | 539.5 | 525.7 + 10% of avg. wt.
532.3 1 547.1 | 545.3 | 542.0
537.01526.1 1 5416 | 526.8
Loss on drying 5.41 % 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 mere than 60 minutes
Content:
a) Pancreatin Min 4050 FIP units / tablet

{Minimum 90% of label claim)

Min 5400 FIF units / tablet
(Minimum 90% of label claim)

Min 270 FIP units / tablet
{Minimum 90% of label ¢claim)

b) Cholic acid

13.26 mg/ tablet

Not less than 11,25 mg / tablet

c)  Hemicellulase activity

4 5 mi of 0,1 N iodine solution

Not less than 2 mi of G,1 N iodine
solution

Microbial limit test:

r MQ{_"&!‘ ¥

&

— Aerobic bacteria 50 CFuU/g <10*CFU/g
- Total Yeast and Moulds count <10 CFU/g <10*CFU /g
Bile Tolerant enterobacteria <10 CFU/ <10? CFU /g
Escherichia coli (in 1 g) Abs QUG bsent /g
Salmonella (in 10g) Abglom rigsent / 10 g

i
Staphylococcus aureus (in 1g) ggnt W\ 5 nt/g

: G .

for Russia ] "'"ﬁn% & :" Page 1 of 2
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SE

LACT

LACIOSE (INDIA) LTD.
ANALYTICAL REPORT i
= @
roduct Festal © Tablets (Paraben Free) Date 04/07/2022
(2x10)
GMID Festal 2 x10 (779793) nMuar;ktfe“r”g Authorization | P NO14796/01
Batch number 3322062 Manufacturing date 0512022 |
Department Tablet Expiry date 04/2025
| Batch size 2000000 Tablets Received on 09/06/2022
| QC reference NO. FP/02/22/087 -
TESTS RESULTS SPECIFICATION

Packaging and labelling*

Cartons Material code-551542
Foil Material code-551543

Must confirm Rus ND

API Actual Manufacturer in the bateh | APl Manufacturer must be:

e Bile extract * Advanced Enzyme + A B1/62 MIDC, Sinnar,
(Bile Component) Technologies Limited Nashik 422113

+ Hemicellulase e Advanced Enzyme e A B1/62, MIDC, Sinnar,

¢ Pancreatin Technologies Limited Nashik 422113
Pancreatin s Biozym Gesellschaft fuer e Pinkertweg 50, D-

Enzymtechnologl mbH
Terhormon s.r.l.

22113 Hamburg,
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
specification currently registered in the Russian Federation.
*Normative documentation number: P NO14796/01-240321,

*It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labelfing is in full compliance with the last
approved version of packaging and leaflet artworks. Packaging is in fulf compfiance with the Normative Document
specification and variable information is located in corresponding fields?),

. AUTHORISED SIGNATORY, QUALITY ASSURANCE /,;W
AN ; o b\

, E dila // 2927 (O quaW¥ 5
Vinod Makwana ;: F ol SR ..-nJ
Asst.Manager-QA L-’—.;-.’-’ ppatnt®; O

> ” r
N T
Name of Authorized Signatory Company Stamp
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