MUHUCTEPCTBO 3/IPABOOXPAHEHHUS POCCUNCKON ®EJEPALIMN

MHCTPYKIIUA 11O MEJUIIMHCKOMY ITPUMEHEHHNIO
JIJEKAPCTBEHHOI'O ITPEITAPATA
Kpeon® Muxpo

PerucrpanuoHHbIi HOMep:
Toprosoe nanmenosanue: Kpeon® Mukpo

Memyﬂapouﬂoe HECNMMATCHTOBAHHOC WM I'PYNITHPOBOYHOE€ HAUMECHOBAHUC:
IMaHKPCATHH

JlekapcTBenHasi popma: rpaHyIbl KUIIIEYHOPACTBOPUMBIE

Cocras:
B 100 mr npenapata (COOTBETCTBYET OJTHONW MEPHOM JI0KEUKE) CONCPIKHUTCS:
Heticmesyrowee eeugecmeo. nankpeatud — 60,12 mr, 4T0 COOTBETCTBYET:
5000 EJI nmumassl,
3600 EJI amumnasbi,
200 EJl mporeassr.
Bcnomocamenvhvie sewpecmasa: makporoa 4000 — 15,03 mr, runpomeniossl ¢pranart — 22,58 mr,
neTwioBslid ciupt — 0,48 mr, TpudTmmTpar — 1,25 mr, aumerukon 1000 — 0,54 wmr.

Onucanme: ['paHynbl CBETJIO-KOPUYHEBOIO IBeTa OT C(HEpUYECKOW 0 NMIMHAPHYCCKOM
(bopMmBl.

dapmakoTepaneBTHYeCKas IPYNNA; MHUIEBAPUTENbHOE (PEePMEHTHOE CPEICTBO
Kox ATX: A0O9AAQD2

DapMaKoJIOrH4YecKue CBOMCTBA
®dapMakoAHHAMHKA

DepMeHTHBIN npenapar, yiay4IIalui Mpoleccsl nuiieBapenus. [lankpearndeckue GepMeHTHI,
BXOJISIIIME B COCTAB Iperapara, OOJIEr4aroT pacileIuieHue OENKOB, >KUPOB, YIJIEBOAOB, UYTO
MPUBOJUT K MX MOJTHOW aOcOpOLIMY B TOHKOW KHIIIKE.

Kpeon® MuKpo  coiepKMT  CBMHOM  maHkpeaTHH B (opMe  TIpaHyld,  IOKPBITBIX
KUIIEYHOPACTBOPUMOM  (KHUCIIOTOYCTOHYMBOI) OOONOYKOM, MPUHIMII JO03UPOBAHHSI KOTOPBIX
pa3paboTaH C IENBI0 TIIATEIBHOTO TMEPEMENINBAHUS TPAHYJ C KHIICYHBIM COACPKHMBIM, H, B
KOHEYHOM cdYeTe, Jy4IIero pacrpefeiaeHus (EepMEHTOB IOCIe HMX BBICBOOOXIEHHS BHYTPH
COZIEPIKUMOTO KHIlIeyHUKa. Korjga rpaHyibl TOCTUTAIOT TOHKOH KHIIKH, KHIIEYHOPACTBOpUMAs
obomouka ObICTpO paspymaercs (mpu pH >5,5), mpoucxoaut BBICBOOOXAEHHE (DEPMEHTOB C
JIMTTOTUTUIECKOW, aMIJIOJMTHYECKOW W TPOTEOJIMTHYECKOH aKTHBHOCTBIO, YTO TPUBOAMT K
PACIIEIUICHHIO KHUPOB, YIIIEBOJOB M OenkoB. [loiaydeHHble B pe3ybTaTe paclleryieHHs BelecTBa
3areM JIM0O aOCOpPOUPYIOTCS HAIPsAMYI0, JHOO TOJBEPraloTCs MadbHEHIIEMY THIAPOIHU3Y
KUIIEYHBIMU (pepPMEHTAMHU.



DapMaKOKHHETHKA

B wuccnenoBaHuMsix Ha JKMBOTHBIX OBUIO TPOJEMOHCTPUPOBAHO OTCYTCTBHE aOcopOIuu
WHTaKTHBIX (HepacILEenIeHHbIX ) (bepMeHTOB, BCJICICTBUE 4ero KJIACCUYECKHE
(bapMakOKMHETHUECKHE HCCIeI0BaHusl He TpoBoaAuiuCk. [IpenapaTtam, coaepkamum hepMeHTbI
MOJDKEITYIOYHON JKele3bl, He Tpeldyercs abcopOrust [UIsi TpOsBIEHUS CBOUX 3 (HEKTOB.
HaoOopoT, TepaneBTrueckas akTUBHOCTh YKa3aHHBIX MIPENapaToB B MOJHON Mepe peau3yeTcs B
IIPOCBETE JKEIYNOYHO-KHUIIEYHOro Tpakra. [Io cBOEH XMMHYECKOW CTPYKType OHM SBIISIOTCA
OenkaMM W, B CBA3M C OTUM, MPU THPOXOXKICHUU UEpe3 KEIyIJOYHO-KUIICYHBIH TpPaKT
MOJBEPrar0TCs MPOTEOTUTHUECKOMY PACIICIUICHUIO 10 TeX IOp, ITOKa OHU He a0COpOupyroTCs B
BUJIE METITUIOB U aMUHOKHUCIIOT.

IHoka3anusi K NpUMeHEeHUI0

3aMecTHTeNbHAs TepAIus HEAOCTATOUHOCTH YK30KPHUHHOW (QYHKIIUH MOJHKETYIOYHOM Kee3bl y
JeTel 1 B3pOCIbIX, 00YCIOBICHHOW pa3HOOOpa3HbIMU 3a00JIEBAHUAMHU KEITYA0YHO-KHILIEYHOTO
TpakTa ¥ HanboJee YacTo BCTPEYAIoLIecs Mpu:

MYKOBHCIIH]IO3€,;

XPOHUYECKOM IIaHKPEATUTE;

1IocJIe OIepaly Ha MOJHKENyI0UHOM JKeTe3¢e;

1OCJI€ TaCTPIKTOMUU;

paKe MOJKEITYA0UHOMN KEIe3bl;

YaCTUYHOM pe3eKuuH xkenyaka (Harpumep, bunspot 1I);

OOCTPYKIIMM TPOTOKOB TIO/DKEIYJOYHONW JKeNle3bl MM OOIIEr0 IKEITYHOTO TPOTOKA
(HanmpuMmep, BCIEACTBHE HOBOOOPA30BaHMUs );

e cunapome llIBaxmana—/laiitMmona;

® COCTOSIHUH ITOCJIE IPUCTYIIa OCTPOTO MaHKpeaTUTa U BO3OOHOBJIEHUHU MUTAHUS.

Bo usbesxcanue ocnoxicHenutl npumeHsams moabKo nocjie KOHCYIbMayuu ¢ 6paiom.

HpOTI/IBOHOKaE}aHI/Iﬂ
IToBrIIEHHAS YYBCTBUTCIIbBHOCThL K AKTHBHOMY KOMIIOHCHTY IHpf€liaparta HWJIW K J'IIO6OMy us3
BCIIOMOTaTCJIbHBIX BEHICCTB.

IIpumenenne npu 6epeMEeHHOCTH M B NEPUO/L TPYTHOT0 BCKAPMJIUBAHUSA

bepeMeHHOCTD

Knunuueckue naHHble O Jie4eHHHM OEPEMEHHBIX JKEHIIMH MpenaparaMu, CoJepKalluMU
(bepMeHTHI MOKENTYI0UHOM JKene3bl, OTCYTCTBYIOT. B Xone uccinenoBaHuii Ha XKMBOTHBIX He
BBISIBJIEHO a0COpOLIMM (PepMEHTOB MOJIKEITYT0YHOMN KeJIe3bl CBUHOTIO MPOUCXOKICHUSI, TO3TOMY
TOKCHYECKOTO BO3JCHCTBUS Ha PENpPOAYKTUBHYIO (YHKUMIO W pa3BUTHE IUJIoJa He
npennonaraerca. Haznagars npenapat 6epeMeHHBIM KEHILUHAM CIEAYET C OCTOPOKHOCTHIO.
Ilepron rpyAHOro BCKapMIMBaHUs

B unccnenoBaHusx Ha KMBOTHBIX HE BBISIBJIEHO CHCTEMHOI'O HETATUBHOTO BIMSIHUS (pepMEHTOB
MOJKEITYIOYHOM JKENe3bl B IEPUOJl JIAKTALMH, MOITOMY HE O0XKHMJIAETCS HUKAKOIO BPEIHOTO
BJIMSIHUS TIpernapaTa Ha IpyAHOro pedenka. Bo Bpems KOpMileHHS TPYIbI0O MOXKHO MPUHUMATh
(epMEHTHI MOKENTYIOUHON KETE3bl.

[Ipy HeoOXoIMMOCTH TNpHEMa BO BpeMsi OEpeMEHHOCTH WJIM KOPMIIEHHS Tpy[Ablo, Mpemnapar
cleyeT NpUHUMATh B J03aX, AOCTAaTOYHBIX JIS NOJIJEPKAHUS aJEKBATHOIO HYTPUTHUBHOIO
cTaryca.

Cnocod npuMeHeHHs U 103bl

BnyTps.

Jlo3bl mpenapara moAOWparOT WHAUBUAYAIbHO B 3aBHCHUMOCTH OT TsDKECTH 3a00JeBaHUS U
COCTaBa JTUETHI.



depMeHTHBIE TIpenaparbl CIEAyeT MPUHUMATh BO BpPEMs WM Cpa3y IOCIE KaXKIOTOo Mpuema

MUIIN.

Ocobennas JekapcTBeHHas (opma npenapara Kpeon® MUKpO ¢ MEHBIIMM pa3MepoM TpaHyil

CHelHallbHO pa3paboTaHa IJid MPUMEHEHHs Y JeTell, Tak Kak UM TPYIHO MPOTJIOTUTH KAaICylly

nenukoM. JlanHas nekapcTBeHHas Gpopma o3BOJIsIET 0oJiee TOUHO MO00paTh MHANBHIYaTbHYIO

103y ¢ 60jiee HU3KOM aKTUBHOCTBIO JIMIA3bl, YTO HEOOXOAUMO JIs aIeKBATHOTO JICUCHUS JETEH.

['panynbl MOXHO J00aBJIATH K HEOONBIIOMY KOJMYECTBY MSTKOH NHUINM, HE TpeOyromen

HePSIKEBBIBAHHUS M MMEIOIICH KUCTbI BKyc (PH < 5,5), wiau mpuHUMATh C JKUIKOCTBIO, TAKKe

umetonieli kucieldi BKyc (pH < 5,5). Hanpumep, rpaHyibl MOKHO J00aBIATh K SIOJOYHOMY

mope, HOrypTy WiId GPYKTOBOMY COKY (s0J109HOMY, anelbCMHOBOMY WJIM aHaHAcoBoMy) ¢ pH

MmeHee 5,5. He pexomeHayeTcss 100aBISTh TpaHyJbl B ropsuyro nuiy. JIrobas cMech rpaHyi ¢

NUIIeH WIM XKHUAKOCTHIO HE TMOJJICKHUT XPaHEHUIO, U €€ Clie[yeT MPUHUMATh cpasy >Ke Mocie

MPUTOTOBJICHUS, HE Pa3’KEBbIBAs, 3aMMBasi JTOCTATOUYHBIM KOJIMYECTBOM KHUIKOCTH (BOJION WU

COKOM).

Pa3zmenpuenue mim pazkeBbIBaHHE TPaHYyIl, a TAKXKE CMEIIMBAHUE UX C TTUIICH W KUJKOCTBIO C

pH Gonee 5,5 MoeT pa3pylIUTh WX 3AIUTHYIO KUIIEYHOPACTBOPUMYIO 00OJIOUKY. DTO MOXKET

MIPUBECTH K paHHEMY BBICBOOOKICHHUIO ()EPMEHTOB B TOJIOCTH PTa, CHUKCHHUIO 3 (HEKTHBHOCTH

U pa3fpaXeHUI0 CIM3UCTBHIX obOosouek. HeoOxomumo yOenutbes, 4yTO BO PTy HE OCTAIOCh

rpaHy’.

BaxxnHo obecreynTh TOCTATOUYHBIN MOCTOSHHBIA MpPUEM KHUAKOCTH MAIleHTOM, OCOOEHHO IMpHU

MOBBIINICHHON TMOTepe XKUAKOCTH. HeanekBaTHOEe MOTPEOICHHUE JKUIKOCTH MOYKET MPHBECTH K

BO3HUKHOBEHUIO WJIM YCHJICHHUIO 3a1opa.

Jl03a ju1 B3pOCIIbIX U JIeTed NPU MYKOBUCIIUI03€

e HavanbHas no3a ans rpyaHbIX jered JoipkHa cocTaBiasaTe oT 2000 mo 5000 numasHbIX
eIUHUIl Ha Kaxaoe KopwieHue (oObrgHO 120 My1), 3areM [103a JOJKHA OBITh
CKOPpPEKTUPOBaHA, M COCTaBIATh He Oosiee 2500 MUMA3HBIX €IUHUIY/KT Ha KOPMJICHHE TIPH
MakcUMaibHOU cyTouHOM 103e 10000 nMuna3HbIX eAMHUII/KT.

e Jlo3a 3aBHUCHT OT MacChl Teja M JOJDKHA COCTaBIATH B Hauaje JiedeHus 1000 aumasHbIX
SVHMII/KT Ha KAl MpUeM MUIIM JJIsS JAeTed muiaiie deTeipex JieT, U 500 muma3HbIX
€IMHUI/KT BO BpeMs MprueMa MU JJI IETEeH CTapIie YEThIPEX JIET U B3POCIBIX.

e Jlo3y cremyeT ompenensTh B 3aBUCUMOCTU OT BBIPKEHHOCTH CHUMITOMOB 3a00JeBaHUS,
PE3YyIBTATOB KOHTPOJIS 33 CTEATOPEEH U MOACPKAHUA aIEKBATHOTO HYyTPUTUBHOTO CTATYyCA.

e C(CyrouHas Jo03a Juid OOJBIIMHCTBA NAIMEHTOB He JobkHA mpeBbimark 10000
JUTIA3HBIX €AUMHUIY/KT Macchl Tena wik 4000 Tuna3HbIX €IMHUIYT MOTPEOIECHHOTO KHUpA.

Jo3a mnpu JAPYrUX COCTOSHUAX, CONPOBOYKIAIOUIMXCS JK30KPUHHON HEIOCTAaTOYHOCTBIO

HOJKEITYIOYHON JKEIE3bI

Jlo3a mogbupaeTcst HHIWBUIYaIbHO B 3aBUCUMOCTH OT CTETIEHU HEJOCTATOYHOCTH MHILEBAPEHUS

U cojiepaHus kupa B niuiie. Jlo3a, kotopas TpeOyeTcs malueHTy BMECTe ¢ OCHOBHBIM MPUEMOM

numy, Bapbupyercs ot 25000 no 80000 EJI numasel, a BO BpeMs IpueMa JIETKOW 3aKyCKH

HeoOXouMa IOJIOBUHA WHIUBUIYaIbHOW N03bl. Y JeTeil mpemapaT JOJIKEH HMPUMEHSTHCS B

COOTBETCTBUU C HA3HAYEHUEM Bpaya.

ITo6o4uHoe neficTBHE

HapynieHus co CTOPOHBI KeITYI0THO-KAIIEYHOTO TPAKTA

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

Yacro (>1/100, <1/10): TomHoTa, pBOTA, 3aI10P, B3yTHE KUBOTA, THAPES.

YacroTa HEM3BECTHA: CTPUKTYPHI MOJB3IOIIHOM, CIIEMON U TOJICTOM KUIIKHU ((hubposupyrolas
KOJIOHOMATHS).

KenynouHo-KuIlIeUHbIE PACCTPONCTBA CBS3aHBI IITaBHBIM 00pPa30M ¢ OCHOBHBIM 3200JICBaHHEM.
YacToTa BOZHUKHOBCHHS TaKMX HEXKEJIATSILHBIX PEaKIMiA Kak O0JIb B 00J1aCTH KHBOTA M JAHAPES
ObLITa HIKE WK CXOXKEH ¢ TAKOBOH MPH MPUMEHEHHUH T11a11e00.




CTpuKTYphl TOJB3JOLIHOM, CJIEMOW M TOJCTOM KuUIIKK ((pubpo3upyromias KOJIOHOMATHS)
HaOMIOJAINCh Y TAIMEHTOB C MYKOBHCIIHMIO30M, TOJIYYaBIIMX BBICOKHE JI03bI IPEMapaToB
nankpeatnna (cm. pasaen «OcoOble yKazaHus»).

Hapyuenus co cTOpoHbI KOKH U IMOJIKOKHBIX TKaHEH

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

YacroTra HEeM3BeCTHA: 3y, KPalTMBHUIIA.

Hapyiienus co cTOpoHbI UMMYHHOM CHCTEMBI

YactoTra HeM3BECTHA: TUIIEPUYYBCTBUTEILHOCTD (aHA(UIAKTHUESCKUE PEaKIUH ).

AJutepruyeckue peakiuy HabIroJalluch MPEUMYIECTBEHHO CO CTOPOHBI KOXKHBIX IMOKPOBOB, HO
OTMEYAJIUCh TakXe W Jpyrue npospieHus amieprur. CooOIeHHS O JaHHBIX ITOOOYHBIX
a¢dekTax ObUTH MMOTYYCHBI B IEPHOJ] TOCTMAPKETHHTOBOTO MPUMEHEHHS M HOCHJIH CTIOHTAHHBIN
xapakrep. J[7s TouHOH OIIEHKH YacTOTHI CIIy4aeB UMEIOIIHUXCS JAHHBIX HEJOCTATOYHO.

[Tpu nmpumeHeHWH y aeTedl HEe OBUIO OTMEYEHO KaKMX-THOO CHenmu(PHUECKUX HEeKeIaTelbHBIX
peakuuii. YacTtoTa, THUI W CTENEHb THKECTH HEXKEIATEIbHBIX PpPEaKUMl y JeTed ¢
MYKOBHCIIHI030M OBLITN CXOJHBI C TAKOBBIMHU Y B3POCIIBIX.

Ilepeno3suposka
CHUMITOMBI ITPYU IPUEME UPE3BBIYAHO BBICOKHMX J103: THUIIEPYPUKO3YpUS U TUIIEPYPUKEMHUS.
Jledenue: oTMeHa npernapara, CAMIOTOMaTU4ECKas Tepamnusl.

B3aumogeiicTBue ¢ APYIUMHU JJEKAPCTBEHHBIMU IperiapaTaMu
HccnenoBanuii o B3aMMOJCHCTBUIO HE IMPOBOANJIOCH.

OcoO0ble yka3anus

VY nmauMeHToB ¢ MYKOBHUCLHJO30M, IOJYYaBIIMX BBICOKME J03bl IpENapaToB MaHKPEAaTHHA,
ONHUCaHbl CTPUKTYPBl IOJB3JAOIIHONW, cienod u ToiacTol kumku (pubposupyromas
KoJIoHONartusA). B kauecTBe Mepbl NPEeAOCTOPOKHOCTH, IPU MOSBJICHUN HEOOBIYHBIX CUMITOMOB
WIA W3MEHEHHH B OpIOMIHOM MOJOCTH HEOOXOAMMO MEIUIUHCKoe OoO0CieoBaHue st
UCKITIOUeHUs (uOpo3upyrolell KOJIOHONaTUH, OCOOEHHO Yy MAallMeHTOB, KOTOpBIE MPUHUMAIOT
npenapart B 103e 6onee 10000 aMma3HbIX €IUHUL/KT B CYTKU.

Bansinne Ha CIOCOOHOCTH K YNIPABJCHHIO ABTOMOOM/IEM M IPYTHMH MeXaHU3MAaMH
[Ipumenenne npenapara Kpeon® MuUKpo He BIHMSET WM OKa3bIBAeT HE3HAYUTEIHHOE BIMSAHHE
Ha CIIOCOOHOCTD K YIPaBJIEHUIO aBTOMOOMIIEM U MEXaHU3MaMH.

dopMa BbINIYCKa

I'panyner  kumeunopactBopumbie 5000 EJI. ITo 20r Bo ¢uakoH OecuBETHOTO CTEKIa,
YKYIIOPEHHBIN KPBILIKOM M3 MOJIMATHIEHA HU3KON INIOTHOCTH C KOHTPOJIEM IIEPBOIO BCKPBITHUS.
Ha ¢nakon nakneusaroT 3Tukerky. [lo 1 ¢rakoHy B KOMIUIEKTE ¢ MEPHOU JIOKEUKOM B MauKy
KapTOHHYIO BMECTE C MHCTPYKLUEHN 110 TPUMEHEHUIO.

YciaoBust XxpaHeHust
XpaHuThb 1pu TeEMIiepaType He Bblie 25 °C B INIOTHO 3aKphITON YIIAKOBKE.
XpaHUTb B HETOCTYITHOM JUIs IeTel Mecre!

Cpoxk rognocTu

3 roxa.

CpOK TOAHOCTH ITOCJIE TIEPBOTO BCKPHITHS ()JIaKOHA — 3 MecsIIa.

He npuMeHATh 10 UCTEYEHUH CPOKa TOTHOCTH, YKa3aHHOTO Ha yIIaKOBKE.



YcaoBus ornycka
OrtmyckaroT 6e3 perenra.

IIpousBoauTen

3660TT JI360paropuz ['M6X
KOctyc-hon-JIndur-Ilrpacce 33,
31535 Hosmranr, I'epmanus.

Opranusanmsi, YNOJHOMOYEHHAsi MNPOU3BOAMTENEeM HA TMPHUHATHE TPeTeH3ui oT
norpeoduTeIeil:

000 «2660tT JIa60paTopu3»

125171, Mockaa, JIeannrpazackoe mocce, a.16A, ctp.1

Ten.: +7 (495) 258 42 80

®daxkc: +7 (495) 258 42 81

abbott-russia@abbott.com

Crapuunii MeHeaxKep AenapTaMeHTa peruncTpanuu
000 «20660T1T JI260paTopus» M. llykjaun

SmPC 07-05-2012
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