000 BbepnnH-Xemn/A. MeHapuHn

NOJATBEPKIEHHUE COOTBETCTBUSA

Ne [IC-11291A

Toprosoe HaHMCHOBaHHE Me3zum® Heo 25000

MexayHapoJHO€E HETIaTeHTOBaHHOE HAUMCHOBAHHE [TankpeaTuH

(rpynmHpOBOYHOE WK XMMHYECKOE)

JlekapcTBeHHas popMa Karcybl KHIIEYHOPACTBOPHMBIE

Jlo3upoBKa 25000 EJL

®dopMa BBINTYCKa 50 1T, - ¢JIaKOHBI - IAYKH KAPTOHHBIE

Homep cepuH (mapTHu): 11291A

O6beM cepur(IIapTHH) 7 680

JlaTa nmpou3BoJICTBa 01.03.2021

['ozeH 10 01.03.2023
HaumeHOBaHHeE U aJpec TPOH3BOIUTEIA (C IIpoussoauresb-An3p PapMacblOTHKIIC

yKa3aHUEM CTaJuil MPOU3BO/ICTBA) C.p.n1.,Aranus (Via Martin Luther King

13, 20060, Pessano con Bornago,
Milano, Italy)
Boinyckawomui KOHTPOJIb Ka4ecTBa-
Bepnun-Xemu Al', [epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep 1 1aTa perHCTpallHOHHOTO YAOCTOBEPEHUA JIT1-001291 ot 28.11.11
(mara 3amensl PY 06.08.2020)
Homep U 1aTa HOPMATHBHOM JIOKYMEHTAIIHH JIIT1001291-281111, u3am.Nel-5
HaumeHoBaHHE u azpec JepaKaTenns Bepnun-Xemu/Menapuau ®apma
PErHCTPaLlMOHHOTO YIOCTOBEPEHHS I'm6X,I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosmuii JOKYMEHT OATBEPKAAET:

-MaHHBIH JIeKapcCTBEHHBIA mpenapaT cooTBeTcTByeT 61-03 «O6 0OpalleHHH JICKapCTBEHHBIX
CPeCTB. ..»;

-cepHsl JIEKAPCTBEHHOTO IIperapaTa COOTBETCTBYET TPEOOBAHHSAM, YCTaHOBJEHHBIM IIpH €ro
roCyIapCTBEHHON perucTpalHH

A8 apmm>>F/_,,rf—'%f:’}“““i;:'“"”“(f’oxonos B.A. 15.09.2021
¢ B (moamnucek) (nara)

000 “BepnuH-Xemu/A. MeHapuHu”

KOpuanyecknin anpec: Poccus, 123317, . Mockea, MpecHeHckan HabepexHasn, A4. 10
MouToewii agpec: Poccua, 123317, r. Mockea, MNpecHexckas HaGepexHan, A. 10
TenedpoH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat Certificate of Analysis Ceprugukar aHannaa
NpoaykT: Meaum ® Heo 25000
Kog npopykTa: F136063

Homep cepum:  11291A

Nara warotoenenus: 03/2021

[ara Bobinycka cepuna:  04/08/2021
HopmaTtuBHan AOKYMEHTaUWA:
NekapcTeeHHan gopma:

[levcTeyolee BEWECTBO:

MponasoanTeNb ABUCTBYIOWErO BeLlecTsa:

logen go: 03/2023

NN 001291-281111 c nam. Ne 1-5

Kancynbi kMLeuHopacTBopuMbie, 25000 EJ
MNaxkpeaTtvH

Nordmark Arzneimittel GmbH & Co KG, Germany

06bem cepum (KONWMECTBO YNAKOBOK): 7680
MNoxazarens Cn MK Pesynbrar
Onucanune HenpoapayHble TBEPAbIe XeNaTUHOBbIE Kancyns! Henpo3apaukbie TBEPALIE XENaTHHOBbLIE Kancy ol

LMNuHApUIeckoi hopmbl C NONYChepuecKUmMn KOHLaMu
Ne O: KOpnyc Kancynbi CBETNO-0PaHKeBoro usera,
KPbILLEUKA Kancynbl XenTOBaTO-3eMNeHOro useTa.
Codepxumoe Kancyn: MaHW-TaBneTkn LMNMHAPNYECKON
<hOpPMbI, NOKPBITBIE KMLUEMHOPACTBOPUMON 0BoNoYKON
caetno-Gexesoro yseta ¢ SnecTauen NOBEPXHOCTLIO.

UANUHApUSecKon hopmbl © NONYCHEpUHecKMMn KOHLIaM1
Ne 0: kopnyc kancynsi CBETNO-0paHXeBoro ueeTa,
KpbilLeYKa Kancyrbl XenTosaTo-3e/eHoro ugeTa.
Codepmumoe Kancyn: MUHU-TabneTin UMNWHAPUYECKON
¢hOPMbI, NOKPLITbIE KULLEYHOPACTBOPUMON 0BONOYKOM

2852

ceeTno-6exesoro yseta ¢ GrnecTALlen NOBEPXHOCTLIO.

OpHOPOAHOCTL 03MPOBAHKUA L1£150% 10.6
L2s250%
PacnapaemocTb
Kancyna (cpefa ucnbiTaHus: Boaa) He 6onee 15 muH < 15. MuH
Copepxumoe Kancynbl He n0nXHo pacnafartbCa B TeueHue 2 4 >2y4
(cpeaa ucneitanua: 0.1 M pacteop
XNOPUCTOBOACPOAHOW KMCNOThI)
Copepxumoe Kancynbi He Gonee 14 <1y
(cpena menbiTanna: drocdaTHbIA
BydepHbiir pacTeop pH 6.8)
KnCnoToycToR4YMBOCTE He meHee B5 % 0CTATOYHOW NANONUTUHECKON BKTUBHOCTH 93. %
yepea 2y
PacTeopeHue He meHee 75 % (Q) yepes 30 MUH OT 38RBNEHHOW 122. %
NUNONUTUHECKON aKTUBHOCTH
MoanuHHOCTE Mpenapat ponxex oGHapyKUBaTh NHUNONUTUHECKYIO, MonoXuTensHo
AMUNONUTHUHECKYHO Y NPOTEONUTUHECKYID 8KTMBHOCTE
MukpoBuonorm4eckan |u
06wee uicno aspobHbix Bakrepui He 6onee 10° KOEB 11 < 10. KOE/r
O6Lwee umcno rpubos He Gonee 10°KOEB 11 < 10. KOE/r
Escherichia cali Orcytcreue s 1 r CootsertcTayeT

OnpeaengHye akTMBHOCTH
JIMNONUTUHECKAR aKTUBHOCTL

AMUNONUTUHECKAA aKTUBHOCTE

Or 22500 ao 35000 E[] Eep. ®. (o7 90 go 140 % or
3BABNEHHOMN)
OT 20250 ao 50000 E[] Eep. ®. (o7 80 a0 222 % ot
3aABNEHHOM)

32400. E[} Eep.®.

30000. E[] Eep.®@.

MNporeonuTuyeckan aKkTUBHOCTL Ot 1125 po 3000 E[l Eep. ®. (oT 90 a0 240 % oT 1690, E/] EBp.@.
3aRBNEHHON)

YnakoBka Mo 50 kancyn B NONWNPONMNEHOBLIA GNakoH ¢ CootsercrayeT
NOAW3TUNEHOBOWM KPBILUKOW, CHaBKeHHbIA ocyluMTenem.
Mo 1 hnaKkoHy BMECTE C UHCTPYKLMEH NO NPUMEHEHWIO
MNOMELLAKT B KAPTOHHYHO NAauKy.

MapkupoBka Peaynerar

1. MepBuyHan ynakoska.

Ha atKeTke (hnakoHa Ha PYCCKOM A3biKe YKasbiBaoT:
noratun «BERLIN-CHEMIE/MENARINI» (Ha natvHuLe)

BERLIN-CHEMIE/MENARINI

TOproBoe HaumeHoBaHue npenapara ® Meaum ® Heo 25000
rpYNAUPOBOYHOE HaUMeHOBaHWe MNaxkpeaTwH

[03MPOBKY (AKTWBHOCTE B 8 MHALAX ACKCTBMUA) 25000 EQl

NeKapcTBeHHy hopmy Kancynbl KMWe4HOpacTeopUMbIe
KONMYECTBO Kancyn Bo nakoHe 50 kancyn

Vorsitzender des Aufsichisrates: Dr. Alberte Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +43 30 6707-2008 (Qualitétskontrolle).
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Analysenzertifikat Certificate of Analysis
Mpoaykr: Meaum ® Heo 25000
Koa npoayxra: F136063
Homep cepumn:  11291A
Mapkuposka

«Cobnropate NPUNOXEHHYK MHCTRYKLIMIO N0 NPUMEHEHMIO Npenapatay
YCNOBWA XPAHEHUA

Homep cepun:  11291A

lopeH go: 03/2023

HeBuaumbii 3Hak 3awmTe

MNpourasoacTBEHHBIA KOA

2. BropuyHas ynakoBka

Ha KapToHHOW Nayke Ha PYCCKOM A3bIKE YKA3LIBAIOT:

HauMeHoBaH1e MPMBI, OCYLIECTBIAILEN BLINYCKAIOLWMA KOHTPONb KB4ECTBa, CTPaHy
HaWMeHOBaHWe (HUPMbI-NPOMIBOAWTENSA, CTPaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

TOProBoe HaWMeHoBaHwe npenapata ® (Ha PyccKOM U @HTTIMACKOM A3LIKE)

TPYNNMPOBOYHOS HAMMEHOBEHWE (HA PYCCKOM W aHINMIACKOM A3LIKE)

NexKapcTeeHHyo opmy

AO3NPOBKY (BKTUBHOCTb B @AWHULEX AEACTBMUA)

KONU4YecTBO Kancyn B ynakoeke

COAEPHaHNE AGNCTBYIOLUErD BELLIBCTBA B OHOR KAMNCYNE C MUHU-TABNETKAMM, NOKPLITLIMI
KULLIEYHOPACTBOPUMO 0BONCUKON, C ykasaHeM hepMEeHTATUBHON aKTMBHOCTH

YCNOBUA XPaHEHWUA
«CobnroaaTs MHCTPYKUMIO NO NPUMEHEHWIO NPENapaTa, KOTOPan HAXOAUTCA BHYTPM YNakosku»

«/lekapCTBeHHO@ CPEACTEO XPaHUTL B HEAOCTYNHOM ANA AeTel mecTeln
PErvCTpaLuoHHBIA HOMEp

YCNOBMWA OTNycKa

Homep cepun:  11291A

[Hara warotoenenus; 03/2021

logew go: 03/2023

LITPUX-KOA

cnocob npuMeHeHuA

«lMpounaseaero no TexHonorum «Eurand Minitabs® Technology»

«MuuesapuTensHoe hepMEHTHOE CPeaCTEO»

HesuanMbIA 3HaK 3aWMTLI

pouaBoACTBEHHBIN KOG

3TUKETKA KOHTPONSA NEPBOrO BCKPLITUA

CPeAcTsa MAEHTUMDMKALMM CUCTEMbBI MOHWUTOPUHIA [iBIXEHWS NEKAPCTBEHHbLIX Npenaparos

XpaHeHve Mpu Temneparype He Bbilwe 25°C
Cpok rogHocTH 2roaa
Ceptudukar:

BuiweykasaHHan cepus oTBeUaeT TpeBoBaHUAM HOPMATUBHOM 40KYMEHTAUWMN.

Dt Norlfert Stang
/

YnonHdmoueHHod nuuo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 {Qualitétskontrolle).

BERLIN-CHEMIE
MENARINI

Ceprucpuxar aHanunsa

Peaynerar
yKa3aHo

XpaHuTb NPy TEMNEpaType He sbilwe 25°C

umeeTca
MMEeeTCA

Bepnun-Xemu AT, Mepmanun

Anap ®apmacstotuknc C.p.n., Uranus
BERLIN-CHEMIE/MENARINI

Meanm ® Heo 25000

Mezym® neo 25000

NaxkpeaTnH

pancreatin

Kancynel kMweuHopacTeopumble

25000 EQl

50 kancyn

B 1 kancyne ¢ MArK-TabneTkamu, NOKpbITbIMA
KHLLIEYHOPACTBOPMMON 0B0NOYKON, COAEPXUTCS
naHkpeaTuHa 356,1 Mr C MUHUMANEHON BKTUBHOCTBIO!
nunassl 25000 Ef

amunass: 22500 EQ
npoteassl 1250 E[]

XpaHuTb Npu TeMnepatype He swiwe 25°C
ykazauso

ykasaHo
NiN-001291
Bes peuenta.

WMEETCA
[Ana nprviema BHYTPL
yKasaHo

yka3aHo

HE MMeeTcs
umeeTca
He UMeeTCA
UMmeeTcna




