IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

EPMITAJ1b 10 000
ERMITAL 10 000
EPMITAJ1b 25 000
ERMITAL 25000
EPMITAJ1b 36 000
ERMITAL 36 000

Cknap:

Aitoya peyoBuHa: pancreatin;

1 kancyna 10000 O[] MicTUTb NaHKpeaTMHY 3 NiALWYHKOBOT 3871031 CBUHEN 3 (hepMeHTaTUBHOK aKTMBHICTHO ninasu 10000 O, aminasn 9000 O/, npoTeasn 500 O/,
1 kancyna 25000 O[] MiCTUTb NaHKpeaTWHY 3 NiALWIYHKOBOT 3a/1031 CBMHEW 3 (DepMeHTaTMBHOK aKTMBHICTIO ninasum 25000 O[], aminasn 22500 O], npoTeasu
1250 OJ,

1 kancyna 36000 Ol mMicTUTb NaHKpeaTWHY 3 MifLINYHKOBOI 3a7103M CBUHEN 3 (DEPMEHTATMBHOK aKTMBHICTHO ninasmv 36000 O/, aminasn 18000 O, npoTteasu
1200 OJ;

[ONOMI>KHI PEYOBUHU: LIeNH0M103a MIKPOKPUCTaNivHa, KPOCMOBIAOH, KPEMHIKO AiOKCMA KONOIAHWIA 6e3BOAHMI, MarHito cTeapaT, MeTaKpuiaTHOro cononimepy
aucnepcis, TPUETUNUUTPAT, TaslbK, CUMETUKOH, MOHTaH-T/TiKO/IEBUIA BICK, XKeNaTuH, 3ani3a okeug YepBoHuii (E 172), 3anisa okeung YopHuid (E 172), TutaHy fioKcu
(E 171), HaTpito naypwicynbgar.

Nikapcbka hopma. Kancynm racTpopesnucTeHTHI TBePA.

OCHOBHI (pi3nMKO-XiMiYHi BNacTMBOCT:

EPMITAJIb 10 000: noBracTa TBepAa XenaTuHOBa Kancysna po3mipy 2, Kpuiika KOPUYHEBOTO KO/bOpy, HENPO30pa, Kopnyc 6e36apBHWIA, MPO30PWUIA; BMICT Kancynu:
6inyBaTo-CipOroKoLOpPY KPYr/i ABOONYK/i MiKPOTabneTKu, BKPUTI NIIBKOBOK 000/I0HKOH), 3 XapaKTePHMM 3amnaxom;

EPMITAJIb 25 000: goBracTa TBepa XenaTuHoBa Kancyna po3mipy 0, KpuLiKa KOPUYHEBOrO KObOPY, HENPO30pa, Kopryc 6e36apBHMIA, MPO30PUIA; BMICT Kancy/u:
6inyBaTO-CiporoKoLOPY KPYrai ABOONYK/i MiKpoTabneTKun, BKPUTI NNiBKOBOK 060/10HKOL0, 3 XapaKTepHUM 3arnaxomM;

EPMITAJIb 36 000: goBracTa TBepAa »enaTuHoBa Kancysna po3Mipy 00, KpuLLika KOpUYHEBOTO KOMbOPY, HENPO30pa, Kopnyc 6e36apBHMIA, NPO30PWIA; BMICT Karcy/u:
6inyBaTO-CipOroKobLopPY KPYr i ABOOMYK/i MiKPOTabNeTKN, BKPUTI NIBKOBOK 000/IOHKOH), 3 XapaKTEPHMM 3amnaxoM.

dapmakoTepaneBTUYHa rpyna. MNpenapaTu, WO NOINWYHTb TPaBNeHHS, BKIOYatoun pepmeHTu. MonidepmeHTHI npenapatn. Kog ATX A09A A02.

dapmMakosoriyHi BnacTnBOCTI.

PapmakognHamika.

MpenapaT MiCTUTb NaHKpPeaTuH 3 MiALWLIYHKOBOI 3871031 CBUHEW Y (POPMi BKPUTUX KULLKOBOPO34YMHHOK 0060/I0HKOHO (CTINKOHO 10 KUCNOro cepefoBuLLa) MikpoTabneTok
Y JKenaTMHOBMX Kancynax. Kancynm LBUAKO PO3UYMHAOTLCA Y LUMYHKY, BUBIMIbHAKOYM MIKPOTAObMETKM 38 MY/IbTULO30BMM MPUHLMMOM, WO 3abe3nedye [obpe
nepemillyBaHHS i3 BMICTOM LUMTYHKa, TPaHCMOPTYBaHHS 3i LLUYHKA pa3oM 3 MOro BMICTOM Ta MiCns BUBINIbHEHHS AOCTaTHIMA po3noAin hepmeHTIB ycepeanHi BMICTY
KMLeyHnKy. Konm MikpoTabieTku NoTpanifoTs O TOHKOTO KULLEYHUKY, 060/10HKa LUBUAKO PO3UMHAETLCA (Mpy pH > 5,5), BUBINbHAOUM (hepPMEHTM 3 NIMOAITUYHOIO,



amifIoNITUYHOKO Ta MPOTEO/TITUYHOK aKTMBHICTIO, L0 3a6e3neyye po3Len/ieHHs XWpIB, BYrneBoAiB Ta 6inKiB. MPoAyKTN NMaHKPeaTUYHOro TPaB/eHHs MICA LbOro
BCMOKTYIOTbCAab0 oapa3sy, abo nicns nogaibLuoro rigponisy KUWe4yHUMm hepMeHTamu.

dapmakoKiHe TVKa.

JocnifpkeHHs Ha TBapuvHaxX He BUSABWIM O3HAK BCMOKTYBAHHA (PEPMEHTIB Y He3MIHEHOMY BWINA4i, i TOMY KNacWMYHi (hapMakOKiHETUYHI [LOCNIIKEHHA He
nposogunuca. [obaBku epMeHTIB MiALWTYHKOBOI 31031 He MOTPebyoTb BCMOKTYBaHHSA A/19 LOCATHEHHA CBOro epekTy. HaBnaku, TXHA MOBHA TepaneBTMYHA Ais
MPOSBNAETLCA Y MPOCBITI  LUMYHKOBO-KMLLIKOBOrO TPakTy. bBinblie TOro, AK 6ifKM BOHM NiAAAOTLCA MPOTEONITUYHOMY TPABMIEHHIO, MPOXOAAYM Yepes
LLNYHKOBO-KMLLIKOBWIA TPAKT, NepLU HiXK abcopbyBaTnca y BUrNs4i NenTUAIB Ta aMiHOKMCOT.

[aHi JOKNIHIYHNX AOCNiXeHb He BKa3yrTb Ha BifNoBifAHY rocTpy, Cy6XpoHiYHY abo XPOHIYHY TOKCUYHICTb. [loCNipKeHb FreHOTOKCUYHOCTI, KaHLEpPOreHHoCTi abo
TOKCWYHOTO BIN/IMBY Ha PENPOAYKTUBHICTb HE MPOBOAWIOCS.

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHA.

JNiKyBaHHA eK30KPUHHOT HeOCTATHOCTI MiALNYHKOBOI 331031 Y AOPOCANX | AiTeR, AKa CNPUYMHEHA Pi3HUMY 3aXBOPHOBAHHAMM, B TOMY YMC/I 3a3HAYEHUMU HUXKYE,
asie He 06MEeXeHUMU LM NepenikoMm:

— XPOHIYHWI NaHKpPeaTwuT;

— NaHKpeaTeKToMis;

— raCTpeKkToMis;

— orepauii 3 HaKNaeHHAM LLNYHKOBO-KMLLIKOBOr0 aHacTOMO3Y (HanpuvKiaz racTpoeHTepocToMis 3a binbpotom I1);

— CMHApoMm LLiBaxmaHa—[daiiMoHAa;

— CTaH Nicns aTaky rocTporo NaHKpeaTuTy Ta BiAHOB/IEHHSA eHTepaIbHOro abo NepopasibHOr0 XapyyBaHHS.

IMpoTnnoKasaHHA.
[inepyyTAMBICTb A0 Ai0UOT PEYOBUHW NaHKpeaTuHY, 6i/KiB CBUHI/CBMHUHK ab0 [0 6y/b-AKOr0iHLLIOro KOMMOHEHTa rnpenapary.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

doniesa knucnoTa. Abcopbuis (onieBoi KMCNOTM MOXE BYTU 3HMXKEHA Y MaLieHTIB, WO NPUiiMatoTb NaHKpeaTUYHi (hepMeHTHI npenapaTtun, TOMy Npu ofHOYaCHOMY
3aCTOCyBaHHI PEKOMEHAYETLCA MOHITOPUHT PiBHIB PONIEBOT KUCNOTH.

Akap6o3a, MirniTon. He MoXe BUKNHOYATUCh, LLLO MaHKPeaTUYHI PePMEHTHI NnpenapaTy MOXYTb 3HMKYBATU e(DekT UMX aHTUAIabeTUYHWUX areHTiB. ToMy nif yac
CYNYTHBLOIO JliKyBaHHSA 3 NaHKPeaTMHOM PEKOMEHAYETLCA MOHITOPUHT BNAMBY aHTUAIa0ETUYHMX areHTiB Ha PiBeHb LKPY KPOBI NaLieHTa.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

MpenapaT NaHKpeaTMHY MICTATb aKTUMBHI 6iNKK, WO MOXYTb MPU3BOAUTM [0 YPAKEHHS CAM30BOI 060MOHKM (Hanpukiag, YTBOPEHHS BMPa3oK B POTi) npwu
BMBI/IbHEHHI B POTOBI NOPOXHWHI (HanNpuKnag, Npu XyBsaHHI). ToMy cnij rapaHTyBaTu, Lo npenapaTyi NpuiMaroTbCst 6e3 XyBaHHS.

EPMITAJIb 36 000 He cnif npuitmati Npn rocTpomy NaHKpeaTuTi Ta nif vac a3y 3aroCTPEHHS XPOHIYHOMO NaHKpeaTuTy.

AK 1 IHWI npeAcTasfieHi CbOroAHI Ha PUHKY npenapaTty MaHKpeaTvHy CBMHAYOro noxomkeHHs, EPMITAJIb 10 000, EPMITAJIb 25 000, EPMITA/b 36 000
BUPOONSETLCA 3 TKAHWH NiALUNYHKOBOT 3371031 CBUHEN, MPU3HAYEHMX 415 XapyoBKX Linei. Xo4va pu3nK TOro, Wo 3 npenapaTom 40 OpraHiamy I0AWHM NOTpanuTb
36YHWNK IHEKLLIT, 3HMXKEHO LLNSXOM BUNPO6YyBaHb Ta AeakTuBaLil NeBHUX BipycCiB Mig vyac Npouecy BUPOOGHULITBA, iICHYE TEOPETUYHUIA PU3NK Nepedadi BipyCHUX
iH(peKLii, B TOMY YMCAi TUX, WO BUK/INKAKOTLCA HOBMMU ab0 HEBM3HAYeHUMU BipycaMu. HasfBHICTb CBMHAYMX BipyCiB, LLO MOXYTb YpasuTy JIKOAMHY, NOBHICTHO



BUK/THOUNTI HE MOXKHA.

OfHak poci He 6yn0 3apeecTpoBaHO XXOAHOMO BUNagKy nepefadi iHheKLUiiHOro 3aXBOpHOBaHHA BHACNILOK 3aCTOCYBaHHSA NpenapaTiB CBUHAYOr0 NMaHKpeaTuHy, Xxoua
BOHW 3aCTOCOBYIOTbLCSA BXE MPOTArOM TPMBASIONO Yacy.

Mpenapart c/ifg 3 06epeXKHICTIO 3aCTOCOBYBATM NaLlieHTam 3 HUPKOBOK HEAOCTATHICTHO, FinepypuKemieto, nawieHTamM 3 aneprieto Ao 6iNKiB CBUHAYOMO NMOXOPKEHHS.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.
Y 3B’S3Ky 3 TUM, WO BIACYTHI faHi KNIHIYHUX AocCnifXeHb BNMBY (DEPMEHTIB MiALLIYHKOBOI 3a/1031M Ha Mnepebir BariTHOCTI, npenapart cfif 3 06epeXXHICTIo
npu3HayaTy BariTHUM XiHKaM. JocnifpKeHHs Ha TBapuHax Nokasasm BifICYTHICTb 03HaK BCMOKTYBaHHS (DepMeHTIB MiALLIYyHKOBOI 3a/1031. TakUM YMHOM, TOKCUYHOIO
BM/MBY Ha PenpoAyKLito Ta PO3BUTOK N10Aa He OYiKYETbCS.
OcCKifnbKy focnifkKeHHs Ha TBapMHax CBig4yaTb NPo BiACYTHICTb CUCTEMHOT eKCNO3NLIT (hepMeHTIB MiALLUNYHKOBOI 3a/1031 Y MaTepi-rogysasibHuLL, 6yab-aKOro BranBy
Ha AWTUHY, sika nepebyBae Ha rpyAHOMY BUrof4OBYBaHHI, He nepeabavaeTbes. TOMy (epMeHTM MiALWNYHKOBOIT 3a/103M MOXHA 3aCTOCOBYBATM XiHKaM, SKi rofytoTb

rpyagato.
Mpy Heo6XiAHOCTi BariTHi a60 XiHKK, sKi roaytoTb rpy A0, MOXYTb NPUIAMaTK NpenapaT Yy 03ax, A0CTaTHIX /18 3a6e3neUeHHs afleKBaTHOr0 CTaTyCy XapyyBaHHS.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
Bnave npenapaty Ha 34aTHICTb KepyBaTy TPaHCMOPTHUMY 3ac06amMm ab0 MpaLtoBaTH 3 IHLLMMK MexaHi3mMmamu BigCyTHiil ab0 He3HaYHWIA.

Cniocib 3acTocyBaHHS Ta [03W.

[lo3yBaHHsA npenapaty 6a3yeTbCA Ha iHAMBIAYaIbHUX NOTPebax XBOPOro i 3a/1eXMTb Bif CTyNeHs NopyLUeHHs TpaBfeHHs Ta cknagy Dki. Ans nigbopy agekBaTHOI
IHAVBIAYa/IbHOT 03K ICHYHOTb TP f03u npenapaty — EPMITAJIb 10 000, EPMITAJIb 25 000, EPMITAJ1b 36 000.

MpenapaT pekoMeHAY€ETLCA NpUAMaTK Mif Yac abo ofpasy Nicnsa BXMBaHHSA XKI.

Kancynu i MikpoTabneTku crif, KOBTaTu Li/IMMK, HE PO3/1aMyHoUn Ta He PO3XKOBYHOUM, | 3anMBaTK SOCTATHLOK KIfIbKICTHO PIAUHM 200 CMOXMTY 3 JIEFKOK 3aKYCKOHO.
AKLIO Karcyny He MOXHa NPOKOBTHYTW Lo (4ITM Ta 0C06M NITHLOrO BiKY), I MOXHa PO3KPUTK | A04aTU MIKPOTabneTku A0 PigKoT DKI, WO He BUMarae
PO3XKOBYBaHHS, HaNpuKnag Ao S61y4HOro niope, A0 PiAVHU 3 HENTPabHUM abo CnabKoKMCIUM cepefoBuLLeM (MOrypT, TepTe s61yKo). Taky cymill cnif npuimatm
HeramHo i He 36epiraTu.

Mig yac nikyeaHHsi npenapatamym EPMITAJIb 10 000, EPMITAJIb 25 000, EPMITAJIb 36 000 ayXe BaXK/IMBUM € BXMBaHHS AOCTaTHLOT KiNIbKOCTI PigUHW,
0c06/1MBO Y Nepiog i NigsuweHol BTpaTu. JediynT pignHN MOXKe NOCUANTI 3amnopu.

[.03yBaHHS NPU EK30KPWHHI HeJOCTATHOCTI MiALWNYHKOBOT 3a/103M:

— o3y cnig nigévpaty iHAWBIAYaNbHO, 3a/1€XKHO Bif, CTYMNEHS NOPYLLEHHS TPABMIEHHS i XXMPOBOro CKnady Ki.

3BMyaliHa novatkoBa fo3a CTaHoOBWUTL Bif 10000 go 25000 OZ, ninasv nif 4ac KOXHOrO OCHOBHOrO npuiioMy Ki. OgHak He BUK/IOYEHO, WO AeSKUM XBOPUM
HeobXiAgHI B 003V ANS YCYHEHHS cTeaTopei i MiATPMMaHHS HaneXHOro HyTPUTUBHOMO cTaTycy. BignoBiAHO A0 3arafbHONPUIAHATOI KMIHIYHOT MPaKTUKK
BBAXXAETbCSA, L0 3 DKEK CNif BXUTK WoHaimeHLwe Big 20000 go 50000 oanHuus ninasu. [o3a ans npuiioMy nifg yac OCHOBHUX NPUIAOMIB TXKi (CHifaHKy, 06iay un
Beyepi) Mmoxke 6yT¥ Big 25000 fo 80000 OJ, ninasu, a Npu LOAATKOBOMY /IErKOMY XapyyBaHHI M)XK OCHOBHMMM NpUiiOMamy iXXi MOBMHHA CTAHOBUTU MOSIOBUHY
iHAMBIAYaNIbHOT A03MW.

aiTn.

NikapcbKuii 3aci6 MOXXHa 3aCTOCOBYBATU AiTAM.

Nepeno3yBaHHS.



Mosigomnanoca Npo BUNaAKuM rinepypukosypii Ta rinepypukemit, ki 6ynv nos’a3aHi 3 NpUnoMoM Hai3BUYaNnHO BUCOKUX 03 NMaHKPeaTuHy.

Mo6iYHI peakuii.

Knacugikauis HebaxxaHnx e(heKTiB 3a 4aCTOTOH: AyXe yacTo (= 1/10), yacto (= 1/100 go < 1/10), He yacTo (= 1/1000 go < 1/100 ), pigko (= /10000 go < 1/1000),
Ayxe pigko (< 1/20000), HeBigOMO (YacToTa He MOXe OYTW OLjiHeHa 3a HassBHUMUW AaHUMW).

Mpw BMBYEHI BN/IMBY NpenapaTis, Lo MICTATb NaHKpeaTUH, Ha NalieHTiB HainvacTille NoBiLOMAANOCA NP0 PO3/aAun LUNYHKOBO-KULLIKOBOrO TPAKTY, NepeBaXXHO Bif,
Nerkoro Ao MoMipHOro CTYMeHs TSHXKKOCTI.

Mo6iyHi peakuil, AKi cnocTepiranvcs y Xoai AOCNiKEHHA nNpenapaTty, HaBedeHi fani.

HeuacTo:

3 60Ky MeTaboniamy Ta xap4yBaHHs: aHOPEKCIS.

3 OOKY LUNYHKOBO-KMLIKOBOrO TPaKTY: 6iNb Y XMBOTI (p03/1aAn LUIYHKOBO-KULLKOBOIO TPAKTY FOI0BHUM YMHOM 6y NOB’A3aHi 3 ICHYHOUYMM 3aXBOPHOBAHHSIM);
Hyzi0Ta, 6/110BaHHS, 3amop, 34YTTA XMBOTA, Aiapes, CTOMaTUT.

3 60Ky LUKIpW i NiAWKIPHOT KNiITKOBUHW: BUCUNAaHHS; CBEPOIX, KPOMMB’IHKA, epuTeMa.

3 60Ky IMYyHHOT CUCTEMM: TiNepyyTAMBICTb (AaHa(INAKTUYHI peakLii).

BinbLWicTb anepriyHnx peakLii, Lo NPOSBASAMCA 3 6OKY LLKipW, ane He TifIbKW, 6YNn BUSB/EHI K NOGIYHI peakLii NpoTArom nicnspeecTpauiiHoro 3acToCyBaHHS.
3arasibHi po3nau: He3ay>KaHHs.

Hesigomo (4acToTa He MOXe ByTU OLliHeHa 33 HaABHUMM JaHUMW):

3 60Ky IMYHHOT CUCTEMM: TiNepyyT/IMBICTb HEranHoro Tuny | (KponuB’siHKa, YXaHHs, C/lb030TeYva, 6pOHX0CNasM), LWYHKOBO-KMLLIKOBA FinepyyTnBICTb.

3 60Ky LUNYHKOBO-KMLLKOBOIrO TPaKTY: HebaxaHi Mogii, AKi MOXyTb BYTW CUMMATOMaMV TPUBAIOr0 MOPYLUEHHS TPaBfeHHS | TOMY MOXYTb NOTpedyBaTh KOpeKLii
[,03yBaHHS NiKapeM: aHOpeKcis, fiapesd, 6i/ib B XXUBOTI, HyA0Ta, 6/1t0BaHHSA, Aucnencia (Nipo3wuc, nevis), HesoyXaHHs.

AiTn

CneumgiyHnx HebaKaHWUX peakLiin y fiTell BCTAHOB/IEHO He 6y/0.
TepmiH NpUAATHOCTI. 3 POKMN.

YMoBW 36epiraHHs.
36epiratv y HeoCTynHOMY AN AiTei micyi npu TeMnepatypi He Bule 25 °C.

YnakoBKa.
Mo 20 a6o no 50, a6o no 100 Kancyny NAALWLI 3 TEMHOr0 CKMa; No 1 naswui y KapTOHHI Kopo6Li.

Karteropis Bignycky. bes3 pevenra.
Bupo6HUK.

Hopamapk ApuHainmittens Fm6X Ta Ko. KI'/
Nordmark Arzneimittel GmbH & Co. KG



Micue3HaxomkeHHA BUPOOHNKa Ta oro agpeca micusa NpoBaiKeHHs AisfIbHOCTI.
MiHHayannee 4, KOTepceH, LLnessir-ronbwwreiiH, 25436, HimeuunHa /Pinnauallee 4, Uetersen, Schleswig-Holstein, 25436, Germany.



