Onob6peno M3 PO 06.06.2018

NMHCTPYKLNA
[1O MEANIMHCKOMY ITPUMEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

KPEOH® 25000
Perucrpanmnonnsiii Homep: [T N015582/01
Toprosoe nassanue: Kpeon® 25000

Me:xkayHapoaHoe HeIATEHTOBAHHOE HA3BaHHe WM IPYNIIUPOBOYHOE HA3BaHHUe:
MaHKpEeaTHH

JlekapcTBeHHas1 (pOPMA: KaIICyJIbl KUILIEYHOPACTBOPUMBIE

Cocrasb:
1 xamncyna coaepKuT:
Axmuenoe sewjecmso: nankpeatu — 300 M, 4TO COOTBETCTBYET:

25000 EJIl EBp.®. nunassl,

18000 EJI EBp.®. amunassl,

1000 E/] EBp.®. npotea3sbl.

Bcnomozamenvhvie sewyecmesa: makporoin 4000 — 75,00 mr, runpomerniossl pramat — 112,68 mr,
nuMetukoH 1000 — 2,69 mr, netunnoBslil cnupt — 2,37 Mr, TpUITUIALUTPAT — 6,26 MT.
Teepoas osceramunosas xancyna: xenatuH — 95,08 Mr, KpacuTenb *elle3a OKCHI KpacHbBIH
(E 172) — 0,46 wmr, kpacutenb xene3a okcup xenteid (E 172) — 0,08 mr, Tutana auokcun
(E 171) — 0,19 mr, Hatpus naypuicyiasgpat — 0,19 mr.

Onucanue: TBepAble >XeaMaTMHOBbIE Kamncynbl Ne(, cocTosiiue M3 OpaHKEBO-KOPUYHEBOM
HEMPO3pPavyHOI KPBIIIEUKH U IPO3PAYHOTO OECIIBETHOTO KOpITyCa.
CogepxumMoe Karcys — MUHUMUKPOC(EPHI CBETIO-KOPUYHEBOTO I[BETA.

dapmakoTepaneBTHYECKAs IPYNNA; MUIEBAPUTEIHLHOE (DEPMEHTHOE CPEICTBO
Koax ATX: A0O9AAQ02

dapMakoJIOrn4yecKue CBoiicTBa
dapMakoIUHAMHUKA

DepMEHTHBIN Npenapar, yJIy4Ilaolii IPOLECCh [IEpeBapUBaHus MUY Y B3POCIbIX U ACTEH, U
TEM CaMbIM 3HAYUTEIBHO YMEHBIIAIOUIMA CHMIITOMBI (EPMEHTHOH HEIOCTaTOYHOCTH
MOJKEJTYJOYHOM KeJe3bl, BKIItoyas 00Jib B 00J1aCTH )KUBOTA, METEOPU3M, U3MEHEHUE YaCTOThI U
KOHCHUCTeHIIMU cTyna. [lankpeaTnueckue GpepMeHThI, BXOASIIUE B COCTAB IIpenapara, 00Jerdaror
pacuierieHre 0eiIKoB, )KUPOB, YIIEBOAOB, YTO MPUBOAUT K UX MOJHOMY BCACBIBAHUIO B TOHKOM
KHILKE.

Kpeon® 25000 comepskMT CBMHOM maHKpeaTMH B (opMe MHMHUMHUKpOchep, NOKPBITBIX
KUIIEYHOPACTBOPUMOM (KHCIOTOYCTOWUMBOI) 000JOUYKOM, B JKEIATMHOBBIX Karcyiax. Kamcyisl
OBICTPO PACTBOPSIIOTCS B JKEIyJKE, BHICBOOOXKAAs COTHH MUHMMHKpochep. J[aHHBIA NpHHIHIT
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pa3paboTaH C LEIbI0 OJHOBPEMEHHOTO Iaccaka (MOCTYIUIEHHs) MHHUMHKpochep ¢ MuIei u3
JKEIydKa B KHIICYHUK W THIATCIBHOrO MNCPEMCIIMBAHUA MI/IHI/IMI/IKpOC(i)ep C KHIICYHBIM
COACPKUMBIM, M, B KOHEYHOM CHYeTe, JIy4lllero pachpeaeneHust (EepMEeHTOB TIOCle UuX
BBICBOOOJK/ICHHSI BHYTPH COJICP)KUMOTO KUILICUHHKA.

Kornma mMuHMMEuKpOC(hepsl JOCTUTAIOT TOHKOW KHIIKH, KUIIEYHOPACTBOpHMAs 000JI0YKa OBICTPO
paspymaercst (mpu pH >5,5), mpoucxoaut BBICBOOOXKIEHHE (GEPMEHTOB C JIUTIOIUTHYECKOM,
AMUJIOJIUTUYECKOH M MPOTEOIUTHIECKONH aKTHBHOCTBIO, YTO MPUBOAUT K PACIIEIICHUIO JKUPOB,
yrneBonoB u OenkoB. IlomydeHHble B pe3ynbTaTe paclleIUIeHHWs BelecTBa 3aTeM JIM0o
BCAChIBAKOTCA HAIPAMYIO, 1100 MOoABCPrarOTCA I[aJ’IBHefIH.IeMy PaCICIUVICHUIO KUIICYHBIMHA
depMeHTaMu.

DapMaKOKHHETHKA

B HCCIICA0OBAHUAX Ha KUBOTHBIX 6I>IJ'IO MNPpOACMOHCTPHUPOBAHO OTCYTCTBUC BCACBIBAHUS
HEepaCIICIUICHHBIX  ()ePMEHTOB, BCJIEJACTBHE 4Yero KiIacCHUeckne (apMaKOKHHETHYECKHE
UCCIICIOBAaHUS HE TIPOBOAMINCH. [Ipemaparam, conepkamuM (EpMEHTHI ITO/KEITyT0IHOM
JKene3bl, He TpeOyercs BcachlBaHMs sl TposBieHHs cBoux dddexroB. Haobopor,
TepaneBTUYeCKas aKTUBHOCTh YKa3aHHBIX MPENapaToB B MOJIHOM Mepe peannu3yercsi B MPOCBETE
KEITyA0YHO-KUIIIEYHOTO TpakTa. [1o cBoel XMMUYEeCcKoi CTPYKType OHU SBISIOTCSA OeIKaMu U, B
CBSI3H C 3TUM, IIPHU NMPOXOKACHUU Yepe3 KEITyAOUYHO-KUIICUHBIN TPaKT (hepMEHTHBIE MpemapaThl
PACHICIUIAIOTCA 40 TEX IMOP, IOKAa HE HpOH?;OﬁIICT BCaChIBaHUEC B BU/AC IICIITUA0OB 1 aMHUHOKUCIIOT.

IToxa3zanusi K NpMMeHEeHUI0

3aMecTHTeNbHAS Tepanmus SK30KpUHHOW ((PEepMEHTHOI) HEeIOCTATOYHOCTH ITOJKEITyTOUYHON

JKeJe3bl y JIETe W B3POCHBIX, OOYCIOBJICHHOW CHWIKEHHEM (PEPMEHTATUBHON aKTHUBHOCTH

IIOJDKEITYJOYHOM KEJIE3bl BCIEACTBUE HAPYIIEHUS NMPOMYKLIUH, PEryJISUN CEKPELUH, TOCTABKU

NaHKPeaTHYeCKUX (PEPMEHTOB MJIM MOBBIIIEHHOIO MX pa3pylIeHUs B IPOCBETE KUIIEYHUKA, YTO

BBI3BAHO Pa3HOOOPA3HBIMM 3a00JI€BAaHUSAMHU KENTyIOUYHO-KUIIEYHOI0 TpakTa, U HauboJsiee 4acTo

BCTPEYAIOLIENCS TPU:

® MYKOBHCLHUIO3E;

® XPOHUYECKOM ITaHKPEATHUTE;

e [I0CJIE ONEpalUy Ha MOIKEITYJOUHOU KeJe3e;

® [I0CJI€ FaCTPIKTOMMUY;

® pake NOJDKEIIyJOYHOU XKEIIEe3bl;

® YACTUYHOH pe3eKuuHu xenyaka (Hanpumep, buispot II);

e OOCTPYKIIMM TPOTOKOB IOKEIYOUYHOW JKEeJe3bl MM OOIIEro JKEMTYHOTO IPOTOKA
(HampuMep, BCIIEJCTBHE HOBOOOPA30BaHMUS);

e cunapomMe llIBaxmana—/laitmonna;

® COCTOSIHMU TOCJIE€ IPUCTYIA OCTPOro MaHKPEAaTUTa U BO30OHOBIEHUY MUTAHMSL.

Bo usbescanue ocnodcHenuti npumensams moavKo nocie KOHCYIbmayuu ¢ 6paioM.

IIporuBonoka3anus
[ToBbIIeHHAs! YyBCTBUTENIBHOCTD K JIFOOOMY M3 KOMIIOHEHTOB Ipenapara.
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IIpumeHeHnne npu GepeMEHHOCTH M B IEPHO/I TPYAHOT0 BCKAPMJIMBAHUS

bepemeHHOCTD

KJ'II/IHI/I‘-IGCKI/IC JOAaHHBIC O JICUCHUHU 6ep€MCHHI)IX JKCHIINH npenapaTaMH, COI[Gp)KaHH/IMI/I
(dbepMeHTHI TIOJKETYIOYHON JKeJIe3bl, OTCYTCTBYIOT. B Xo/e WcclienoBaHWl Ha >KHBOTHBIX HE
BBISIBJICHO a0copOIMu (pepMEHTOB IO KEITYT0YHOM KeJIe3bl CBUHOTO MPOUCXOXKICHUS, TIOATOMY
TOKCHYECKOTO0 BO3ACHCTBUS Ha PENpPOAYKTUBHYIO (YHKIMIO U pa3BUTHE IUJI0Jla HE
MpenoaraeTcs.

Ha3snauate mpemapar OepeMEHHBIM IKCHIIMHAM CJIEIyeT C OCTOPOKHOCTBIO, €CIIU
npennonaraeMaﬁ I10J1b3a OJIdA MaTepI/I HpCBBIH_IaeT HOTGHHH&HBHLIfI pI/ICK JJIA 1I1044a.

HCDI/IOII TPYOIHOT'O BCKAPMJINBAHUA

Hcxons u3 vccnenoBaHuil Ha KUBOTHBIX, BO BpEMSI KOTOPBIX HE BBISIBJIEHO CHCTEMATHYECKOIO
HETraTUBHOT'O BIMSHUSA (DEPMEHTOB MOKEITYyA0OUHOM JKene3bl, He 0XKUJAeTCs HUKAKOr0 BPEIHOTO
BJIMSIHUSA TIpenapaTa Ha IpyJHOro peObeHKa yepes3 rpyAHOE MOJIOKO.

Bo Bpemst kopmiteHUS TPyAbI0 MOXKHO TPUHUMATh (PEPMEHTHI MOKETY JOUHOH JKee3bl.

[Ipy HeoOXoIMMOCTH TNpHEMa BO BpeMs OCpeMEHHOCTH WJIM KOPMJIEHHs TPYJblO, INpernapar
cilefyeT NMPUHMMATh B /103aX, JOCTAaTOYHBIX AJS MOZJAEp)KaHHs aJeKBATHOIO HYTPUTHUBHOIO
craryca.

Cnoco6 npuMeHeHus U 103bI

BryTps.

Jlo3bl mpemnapata TOAOMPAOT WHIMBUAYAJIFHO B 3aBUCUMOCTH OT TSDKECTH 3a00JCBaHHSA H
COCTaBa JAUETBHI.

Karicynbl crienyer npuHUMAaTh BO BpEMS WK cpa3y MOCie KaXI0ro npruemMa MUy (B T.4. JerKou
3aKyCKH), IPOTJIAThIBATh IEJIMKOM, HE pa3jaMblBaTh U HE Pa3KEeBBIBATh, 3aMUBasi JOCTATOYHBIM
KOJIMYECTBOM JKUJIKOCTH.

[Ipn 3arpyHEHHOM TIJOTaHUM (HAOpUMEp, Y MAJEHBKMX JETEH WIM MalUEHTOB IOKUIIOrO
BO3pPAcTa) KaICyJbl OCTOPO’KHO BCKPBIBAIOT, @ MUHUMHUKPOCHEPHI 100aBIAIOT K MATKOM MuIie,
He TpeOyromel nepekeBbIBaHUS U uMeroulel kucnbiii Bkyc (pH <5,5), unum npunHnMmaror c
KUJIKOCTBIO, TaK)Ke UMEroNIel kucibiid BKyc (pH < 5,5). Hanmpumep, MUHUMUKpPOCHEPHI MOKHO
TO00ABISITH K SIOJIOYHOMY ITIOPE, HOTYpTY WM (PYKTOBOMY COKY (SI0JIOYHOMY, areabCHHOBOMY
ninn a"HaHacoBomy) ¢ pH menee 5,5. He pexomenmyercs m00aBIsATh COIEPKUMOE KarCysl B
ropsuyto numy. Jliobas cMech MHUHMMHKpocdep ¢ MULIEH WM KHUAKOCTHIO HE MOAJEKUT
XPaHEHUIO, U €€ CIIeIyeT MPUHUMATh Cpa3y K€ MOCIJIE MPUTOTOBICHUS.

Pa3menbuenne uam pazkeBbIBAaHHE MHUHUMHUKpPOCHEp, a TakKe CMEIIMBAHME WX C TMUILEH WIH
KHUIKOCThIO ¢ pH Oomee 5,5 MOXeT paspymuTh HMX 3alIUTHYIO KHIIEYHOPACTBOPUMYIO
000J710YKy. DTO MOXET MPHUBECTH K paHHEMY BBICBOOOXKACHHIO (EPMEHTOB B TOJOCTH PTa,
CHIDKEHHIO 3()(EeKTUBHOCTH M pa3apaXeHUIO0 CIM3HCTHIX 0Oojodyek. HeoOxommmo yOemuThes,
YTO BO PTY HE OCTAJIOCh MUHUMHUKpOchep.

Baxxno obecrnieuyuTh TOCTATOYHBINA MOCTOSHHBIA MPHUEM XUAKOCTU MAIMEHTOM, OCOOCHHO MpHU
MOBBIIICHHON MOTepe KUAKOCTH. HeanekBaTHOE MOTpeOIeHUE KUIKOCTH MOKET NMPUBOIUTH K
BO3HMKHOBEHHUIO WK YCUJICHUIO 3a11opa.

Jlo3a [u1s B3pOCIIbIX U AeTel IpU MYKOBHUCITUI03€
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e Jlo3a 3aBHCHUT OT MacChl Tejda W JNOJDKHA COCTaBIIATh, B Hadaie jeucHus 1000 aumasHbIX
€AVHUII/KT Ha KaKIbli MPUEM THUINU Ul AeTed Muianmie deTeipex JieT, U 500 numa3HbIX
€MHHUII/KT BO BpeMsl pueMa MHILH JJIs AeTeH CTapIie YeThIPEX JET U B3POCIIbIX.

e Jlo3y cneayeT ompeneisTh B 3aBUCUMOCTH OT BBIPAKEHHOCTH CHUMITOMOB 3a00JIeBaHUS,
pe3yJIbTaTOB KOHTPOJIS 3a CTeaTopeei U moiepKaHus aIeKBaTHOrO HyTPUTHUBHOTO CTaTyca.

e VYV 0GOJBIIMHCTBA MAIIMEHTOB /1032 JOJKHA OCTAaBaThCs MeHbIe Wi He npesbimats 10000
JUTIA3HBIX CIMHMI/KT Macchl Tena B cyTku win 4000 numa3HbIX eIUHULYT TOTPeOIECHHOTO
KUpa.

Jlo3a 1puM  OPYIUX COCTOSHHAX, CONPOBOKIAIOIIMXCS DK30KPHMHHONW HEZOCTATOYHOCTBLIO

HOJHKEITYIOYHOM JKEJIE3bI

Jlo3y crenyeT ycTaHaB/IMBaTh C yYETOM MHAMBUIAYAIbHBIX OCOOCHHOCTEH MalnueHTa, K KOTOPbIM
OTHOCSITCSl CTENEHb HEJOCTaTOYHOCTU IMHUIIEBAapEeHUs U cojepkaHue xkupa B numie. Jlo3a,
KOoTOpas TpeOyeTcs MalueHTy BMECTE C OCHOBHBIM NPUEMOM MUIIH, Bapbupyercs ot 25000 no
80000 E/I nunassel, a BO BpeMs NpuUemMa JIETKON 3aKyCKH — MOJOBUHA UHAUBHUIY AJIbHOU J103BI.

VY nereit mpenapat 10JKEH MPUMEHSITHCS B COOTBETCTBHH C HA3HAYEHHEM Bpaya.

ITo0ouHbIe aelicTBUA

HapyieHus co CTOpOHBI KEeTyJ0YHO-KHIIIEYHOTO TPAKTa

Ouenb yacto (>1/10): 601p B 001aCTH KUBOTA.

Yacro (>1/100, <1/10): TomrHOTa, pBOTA, 320D, B3AYTHE )KUBOTA, TUApES.

YacToTa HEM3BECTHA: CTPUKTYPHI MOAB3IOIIHON, CICMON U TOJCTON KHUIIKU ((pudpo3upyromias

KOJIOHOTATHUS).

KenynouHo-KuIIeUHbIE PACCTPONCTBA CBSI3aHbI I1aBHBIM 00pa30M ¢ OCHOBHBIM 3a00JI€BaHHEM.
YacToTa BOZHUKHOBEHHS TaKMX HEXKEJIATENbHBIX peakiuii Kak 00Jib B 00J1aCTH JKUBOTA U JUapes
ObLiTa HIKE WK CXOXKEH ¢ TAKOBOH MpH MPUMEHEHHUH TU1a1e6o.

CTpuKTYpbl TOAB3IOLIHOW, CIEMOM W TOJCTONM KHUIIKK ((hubpo3upyromas KOJIOHOMATHS)
HaOJIIOaMMCh Y TAMEHTOB C MYKOBHCLHUIO30M, MOJYYaBIIUX BBICOKME 03Bl MpEnapaToB
na"kpeaTHHa (cM. pasnen «Ocolble yKazaHUs»).

HapyuieHus co CTOpOHBI KO Y MOJKOKHbBIX TKAHEH

Heuacro (>1/1000, <1/100): cbImb.

YacroTa HEU3BECTHA: 3y, KPAITUBHUIA.

HapyuieHus co CTOpoHbl HIMMYHHOU CUCTEMBI
YacToTa HEeM3BECTHA: TUIIEPUYYBCTBUTEIBHOCTD (aHA(UIAKTHUECKUE PEAKITUN ).
Anepruyeckue peakiuuy HaOIIoaluch MPEUMYIIECTBEHHO CO CTOPOHBI KOXKHBIX MOKPOBOB, HO

OTMEYAJINCh TaKKe M JApyrue mnposiBaeHus amwiepruu. CooOIieHuss O JaHHBIX HOOOYHBIX
s¢pexTax ObUIH MOTYUYEHBI B IEPUO]] HOCTMAPKETUHIOBOIO IPUMEHEHUSI U HOCHIJIM CIIOHTaHHBIH
xapaxrep. /{71 TOUHON OLICHKH 4acTOTHI CIIy4aeB UMEIOIIMUXCA JaHHBIX HEIOCTATOYHO.

[Ipu mpumenenuu y nerei He OBLJIO OTMEYEHO KAKMX-JIMOO Crenn(UYecKUX HeXelaTeIbHBIX
peakiuuii. Yactora, TUI M CTENEHb TSHKECTH HEKENATENbHBIX pEAKUUNA Yy JeTed C
MYKOBHCITUI030M OBUIH CXOJIHBI C TAKOBBIMH Y B3POCIIBIX.

Ilepeno3upoBka
CHUMIITOMBI: TUTIEPYPUKO3YPHUSL U TUIIEPYPUKEMUS.
JledeHnue: oTMeHa mpernapara, CHMITOMAaTHYeCKasi Tepamnusi.



B3aumopneiicTBHe ¢ APYTMMH J1eKaAPCTBEHHBIMH NpenapaTaMu
HccenenoBanuii 1o B3aMMOJEHCTBUIO HE IPOBOAMIIOCK.

Oco0ble ykazaHust

VY manMeHToB ¢ MYKOBHCIMIO30M, MOJYYaBIIUX BBICOKHME JO3bI MpEnapaTroB MaHKpeaTHHA,
ONHKCAHbl CTPUKTYPHI IOJAB3JOIIHOW, CJIENMOW W TOJNCTOM KumKH (pudposupyromias
KOJIOHOMAaTHsA). B KauecTBe Mephl MPEOCTOPOKHOCTH, TIPH TOSIBIICHUN HEOOBIYHBIX CHMIITOMOB
WIM W3MEHEHUH B OpIONIHOW TOJOCTH HEOOXOAUMO MEIUIIMHCKOE OO0CIeIOoBaHue s
UCKITIOYCHHS (PUOPO3UPYIONIEH KOJOHOTATHH, OCOOCHHO Y IMAIMEHTOB, KOTOPBIC MPUHUMAIOT
nperapat B 103e 6oee 10000 JMa3HbIX eIUHUIY/KT B CYTKH.

Bausinue Ha CIOCOOHOCTH K YNIPABJIEHUI0 ABTOMOOWIEM U APYTUMH MEXaHU3MAMU
IIpumenenue npenapara Kpeon® 25000 He BIMAET UM OKA3bIBAET HE3HAUMTENLHOE BIUSHUE HA
CHOCOOHOCTH K YIPABICHHUIO aBTOMOOMIIEM U MEXaHU3MaMHU.

dopma BbINIYCKA

Kancyner kumeunopactBopumbie 25000 EJl. Ilo 20, 50 wmmm 100 kamcyn Bo ¢iakoH wu3
MOJIMATUJIEHA BBICOKOM IIJIOTHOCTH O€JI0oro I[BeTa C HABHHYMBAIOIICHCS KPBIMIKOW U3
MOJIUIIPONUIIEHa C KOHTPOJIEM IepBOro BCKphiTua. Ha ¢uakon HakneuBaroT 3Tuketky. [lo 1
¢d1akoHy BMECTe ¢ MHCTPYKILKEH N0 MPUMEHEHUIO B TTAYKy U3 KapTOHA.

YcaoBus XxpaHeHust
XpaHuTb IIpHu TeMIiepaTtype He Bblile 25 °C B IJIOTHO 3aKPBITOM yIIaKOBKE.
XpaHUTb B HEAOCTYITHOM JUIs eTeil mecre!

Cpok rogHocTu

3 roxa.

CpoOK TOAHOCTH TOCIIE MEPBOTO BCKPHITUS (IakoHa — 3 MecsIia.

He npumMeHATh 1o UCTEYeHUH CPOKa FOJTHOCTH, YKa3aHHOTO Ha yIIaKOBKE.

YcaoBus oTnycKa u3 anrexk
bes peuenra.

IIpousBoauTenn

2660TT JIr60paTopu3z 'moX
FOctyc-¢pon-JIubur-Illtpacce 33,
31535 Hoitmrranr, I'epmanus
WIH

AO "BEPO®APM",

308013, Poccus, r. benropon,
yn. Pabouas, 1. 14

YnakoBIIMK, BHINYCKAKIIMA KOHTPOJIb Ka4ecTBa
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3660TT JIa60paropus ['M6X
KOctyc-don-JInbur-Llrpacce 33,
31535 Hoitrranr, ['epmanus
WIH

OAO "®apmcranmapt-Jlekcpeacrra”
305022, Poccus, r. Kypck,

yi. 2-1 ArperatHas, a. 1a/18

WIH

AO "BEPO®APM",

308013, Poccus, r. benropon,
yn. Pabouas, n. 14

Baanesien perucTpaniMoHHOro yaocrosepenusi/ Opranusanusi, NpMHAMAKOLIAS IPeTEeH3UH
norpeduTeIs:

3660tT JIs60paropus I'm6X, I'epmanus/ OO0 «3660tT JI300opaTopus»

125171, r. Mockaa,

Jlenunrpasckoe mocce, 1oM 16 A, ctp. 1

Ten.: +7 (495) 258 42 80

dakc: +7 (495) 258 42 81

abbott-russia@abbott.com
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