IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

ITAHKPEA3HUM 10000

(PANCREAZIM 10000)

Cknao:
ditoua pe4yos8uHa: TTaHKPeaTHH;

1 TabneTKa racTpope3nuCTEHTHA MICTUTh MAHKPEATHH 3 (epPMEeHTAaTUBHOIO aKTUBHICTIO HE MEHIIIe
10 000 nminomituunux O Ph. Eur., 7 500 amimonituuraux OII Ph. Eur., 400 mpoTeomiTHYHUX
O[1 Ph. Eur,;

0onoMidCHI peuoBUHU: HATPil0 XJIOpUL, KPEMHII0 Ti0KCHUA KOJIOIAHUM 6e3BOTHUY, 1IeJII0I03a
MiKpOKpHCTalIidYHa, KPOCIOBIOH, HAaTPil0 KPOCKapMeno3a, MOBiIoH 25, MarHito cTeapar,
MEeTaKpUIIaTHOT'O COTOJIiMePy OUCIEPCis, TalbK, IPOIMiNEHTTiKONb, TuTany miokcup (E 171),
Kapmoi3uH (E 122).

JlikapcbKka ¢popMa. TabneTKy racTpOPE3UCTEHTHI.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: TabNeTKH KPyTJiol (opMu, BKPUTi 000JI0HKOIO, 3 BEPXHBOIO i
HUKXHBOIO OTIYKJIMMHU ITOBEPXHSIMU, POKEBOTO KOJILOPY, 3i cmabkuM crenudivyHuM 3anaxoM. Ha
po37aMi Iif IyIO0 BULHO AP0, 0TOYEeHEe OJHUM CYLIJIbHUM IIapOM.

®apMakKoTepaneBTUYHa Irpyna.

3aco0wu, 110 BIIJIMBAIOTh Ha TPaBHY CUCTEMY i MeTabosiaM. 3acobu, 110 MOKPAIIyIOTh TPaBIIeHHS,
BKIIO4Yaouu pepmentu. IlomipepMeHTHI Ipenapary (Jina3a, mpoTeasa Ta iH.).

Kon ATX AO9A A02.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

[TomibepmenTHu# npemnapat. [TaHKpeaTnuHi pepMeHTH (JIilla3a, aminala Ta IpoTeas3a), SKi BXOISATh
10 I0TO CKJIafly, IIOJIETIIYIOTh IepeTpaBIIOBaHHS KUPIB, BYTJIEBOMIB, OiNIKiB, IO CIIPUSE 1X TOBHOMY
BCMOKTYBaHHIO ¥ TOHKOMY KHIIEYHUKY. [Ipy 3aXBOPIOBaHHSIX IMiAIITyHKOBOI 3a/103H JIiKapChKUM 3aci0d
KOMIIEHCY€ HEOCTATHICTh 11 30BHIIIHLOCEKPETOPHOI GYHKIIII i CIIpHsi€e MOKpallleHHIO MPOIIeCy
TpaBJIEHHS.



dapmakoKiHemuxka.

O00m0HKa, 110 TOKPUBA€E TabNIeTKy, He PO3UYUHAETHCS Mif Ii€l0 MITYHKOBOTO COKY Ta 3aXMIae
(bepMeHTH Bif IX iHAKTHBAallil LITYHKOBUM COKOM. TilIbKH Mif Ai€i0 HEUTPaIbHOTo abo cl1abKOoIyKHOT0
CepenoBHUIlla TOHKOTO KUIIEYHUKY BinOyBa€ThCA PO3UMHEHHS 000JIOHKY i BUBiTbHEHHS (PEPMEHTIB.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

3axXBOpIOBaHHS, SIKi CYIIPOBOMXKYIOTHCS IOPYIIEHHSAM IIPOIECY IIePeTPaBIOBaHHSA 1XKi y 3B 3Ky 3
He[OCTaTHIM BUOIIEHHSM TPaBHUX (PePMEHTIB IiAIITYHKOBOIO 32103010, TaKi K XPOHIYHUN
MTaHKpeaTur.

Cranu micnis omHOYacHOI pe3eKIlil IUIyHKa Ta TOHKOTO KUIIeYHUKY, QyHKIiOHAJIbHEe IIPUCKOPEHHS
IPOXOAKEHHS 1XKi 4yepe3 KUIEeYHUK, PO3JIafid KUIIEYHUKY, OIHOYaCHE BXKUBAHHS
BaXXKOIlepPeTPaBII0BaHOI POCIMHHOI, KUPHOI Ta HE3BUYHOI 1XKi.

30yTTS KUIIIEYHUKY.

[TinroToBKa 10 PEHTI€HOJIOTiYHUX ab0 yIbTPa3BYKOBUX iarHOCTUYHUX HOCTiAXKEHb.

IIpomunoka3aHHs.

[TigBuIleHa YyTNUBICTh 0 aKTHBHOI PEYOBMHY Ta iHIIMX KOMIIOHEHTIB JTiKapchKoro 3aco0y. ['ocTpuit
[TaHKPeaTUT, 3arOCTPEeHHS XPOHIYHOI0 TaHKPeaTUTy, KUIIKOBa HEIIPOXiTHICTb.

B3aemodisa 3 inwumu snikapcokKumu 3acobamu ma iHwi eudu é3aemoditi.

[Ipu 3acToCyBaHHI NaHKpPeaTUHY MOXJIVMBE 3HMUXKEHHS BCMOKTYBaHHA 3ajli3a, TOMY y pa3si
HeoOXiAHOCTI CNif [OJaTKOBO IPU3HAYaTy IIpernapaTy 3ali3a.

OpHoYacHe 3aCTOCYBaHHS aHTAIMOHUX 3aco0iB, SKi MiCTATh Kasbllito KapboHat i/abo MarHiio
TiOgpoKCH[I, MOXKe MMPU3BECTHU OO0 3HUKEHHS e(DeKTUBHOCTI TaHKPEaTUHY.

OmHOoYacHe 3aCTOCYBaHHS 3 TaHIHOM, CIUPTOBMICHUMU 3ac00aMy MOXKe MTPU3BECTH [0 3HUKEHHS
e(eKTUBHOCTI MaHKPeaTUHY.

[Tpu ogHOYacHOMY IpuiioMi 6ikapOOHATIB Ta HUMETHOUHY 3 BEJIMKUMU 103aMu (epMEeHTIB
HiANITYHKOBOIL 3a/103U PEKOMEHOYETHCS NePioguYHO IPOBOAUTH aHalli3 KOHIIEHTpalil conel $ostiesol
KHUCJIOTH V¥ CUPOBATLI KPOBi i 3a0e3meunTu [OOaTKOBUY MPpUiioM (HoITieBOl KUCTIOTH, SKIIO I1e
HeoOXigHO.

dosiesa Kucaoma. A6copOuist GosieBoi KUCIOTH MoxKe OyTU 3HUKEHa Y MallieHTiB, 10 MIPUXMaTh
TIaHKpeaTuyHi GepMeHTHI IperapaTy, TOMYy IPX OFHOYACHOMY 3aCTOCYBaHHI PEKOMEHIYEThCS
MOHITOPHUHT PiBHIB (OTiEBOI KUCIOTH.

Axapbo3a, mienimo. He BUKITI0YEHO, 1110 TTAaHKpeaTU4Hi GepMeHTHI IpenapaTi MOXKYTb 3HUXKYBATH



eekT mux aHTUAia0eTUYHUX areHTiB. TOMy IIifi 4Yac CyIyTHbHOTO 3aCTOCYBAHHS 3 TaHKPEaTUHOM
PEKOMEHYEThCSI MOHITOPUHT BIUIMBY aHTHOia0eTUYHUX areHTiB Ha PiBeHb IIyKPY B KPOBi MallieHTa.

Oco6 1ueocmi 3acmocyeaHHsi.

[Tpu HasIBHOCTI CUMIITOMATUKH, 1110 Haralye KUIITKOBY HEMIPOXigHICTh, HEOOXiMHO MmaM’siTaTH PO
MOXKJIUBICTD [TOSBY KUIIKOBUX CTPUKTYD. PEKOMEHIYETHCSA KOHTPOJIIOBATY BCi HE3BUYHI CUMIITOMY,
ocob6nuBo mpu mpuiomi 6inbie 10000 oguHULD JTina3u/Kr/mooy.

IcHy€e TeopeTHYHUYN PU3UK Iepefayi BipycHuX iH(eKIIiit cBUHEH, B TOMY YKCIi iHQeKIIi#, 30yTHUKaMu
SIKUX € HOBI a60 HeBU3HaueHi Bipycu. HasiBHICTh CBUHSYUX BipYCiB, 1110 MOXKYTh YPa3UTH ITIOIUHY,
IIOBHICTIO BUKJIIOYATU He MOXHa. OfHaK noci He 6yJI0 3apeecTpoBaHO KOMHOTO BUNAAKY llepenadi
iH(peKLiHOTro 3aXBOPIOBaHHS BHACIIJOK 3aCTOCYBAHHS NpelapaTiB CBUHIYOT0 ITaHKPeaTHHYy.

JlikapcbKui 3acib MiCTUTh aKTUBHI pepMEHTH, SIKi MOXKYTh IOIIKOAXKYBATH CIIU30BY 000JIOHKY
POTOBOI IOPOKHKHU, TOMY TabJIeTKU MOTPiOHO KOBTATH LiMNMHU, He PO3KOBYIOUH.

[Tpemapart ciif 3 06epekHICTIO 3aCTOCOBYBATH NallieHTaM 3 HUPKOBOIO HEJJOCTATHICTIO,
rinepypukeMielo, mallieHTaM 3 ajiepri€io Ha OiTKM CBUHSIYOTO TIOXOAKEHHS.

Lle#t mikapcbku#t 3aci6 mictuts 61u3pK0 0,024 MMonsk (a6o 0,55 Mr)/mo3y Hatpio. Crig OyTu
00epeKHUM TP 3aCTOCYBaHHI MallieHTaM, SIKi JOTPUMYIOTLCS OIETH 3 00MeXKeHHSIM KiJTbKOCTI
HaTpit.

JlikapchKu# 3aci0d MiCTUTD IIPOTMiIEHT TiKOb.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
Be3neka He BCTAaHOBJIEHA.

Y nepiop BariTHOCTi abo romyBaHHS TPYAAI0 3aCTOCYBaHHS JTiKapChKOTo 3aco0y CIlifi yHUKATH.

30amuicmsb enaueamu Ha weudkKicmos peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

He cmocTepiranocs X0mHOT0 BIJIMBY Ha 3@THICTh KePyBaTH aBTOMOOiIEM Ta iHITMMHU MeXaHIYHUMHU
3acobamu.

Cnocid 3acTocyBaHHSI Ta IO3H.

ITo3a mikapchKoro 3aco0y 3aeKuTh Bif meinuTy maHKpeaTUYHUX (GEepPMEHTIB y IBaHaOIATUIIATIN
KUIII 1 BCTAHOBIIIOETHCS IHOUBIAYAJIBHO.

fAKI10 HeMae€ iHIMX peKOMeHMallil, a TAaKOXK y pa3i BXXMBaHHS BaXKKOIepPeTPaBII0BaHOI POCIUHHOI
ixi, KupHOI ab60 HE3BUYHOI 1XKi puiiMaTy 1Mo 1-2 TabneTKu. B iHIIKNX BUllle3a3HAUYEHUX BUMIaAKaX IIPU
BUHUKHEHHI PO3/1a/iiB TPaBIeHHS PEKOMEH0BaHa 103a CTAHOBUTH 2-4 TabnmeTku. [1pu HeobxigHOCTI
mo3y mpenapaTy MoxHa 36inbmuTy. 30iIbIIeHHS 003K 3 METOI 3MEHIIIeHHS CUMIITOMIB
3aXBOPIOBAHHS, HAMIpUKIIaL cTeaTopel abo 6010 ¥ KUBOTI, MTOTPIOHO ITPOBOAUTH TiNIbKH ITif



KOHTpoJeM jikaps. [lo6oBa mo3a fina3u He Ma€ mepesuiyBaTu 15 000 - 20 000 O] Ph. Eur. Ha 1 kT
MacH Tina.

TabmeTKy MpU#MaTH Mif Yac iy, KOBTAIOYH I[iITMMH Ta 3alIMBAIOYM 3HAYHOIO KiJTbKICTIO PimUHHY,
Hampukian 1 CKISTHKOIO BOOH.

TpuBanicTs MiKyBaHHS 3al€KUTh Bifl Tepebiry 3aXBOpIOBaHHS Ta BU3HAYAETHCS JTiKapeM B
IHOMBiAyaIbHOMY MOPSOKY.

Himu.

IocBingy 3acTocyBaHHS JIiKapChKOT0 3aco0y [iTIM HeMa€, TOMY He PeKOMeHYETLCS MOro Mpu3HadyaTu
ITif BiKOBiM KaTeropil maIfi€eHTiB.

Ilepedo3yeanHsi.

Cumnmomu. MoxmuBe mifcuneHHsa no0iynux edekTis. I1if yac npuiioMy Hail3BU4alHO BUCOKUX [103
IHINUX Mpernaparis i3 IOPOLIKY MiTUUIYHKOBUX 3aJ103 CIIOCTepPIraaucs rinepypukeMis ta
rinepypuKo3ypis.

JlikyeaHHs. IIpunuHEeHHS MPUIOMY TIperapaTy, AOCTATHS TigpaTallis Ta CAMITOMaTHYHA Teparlis.

ITo6iuni peakuii.

I71st OIIIHKY YaCTOTH BUHUKHEHHS MOOIYHMX peakiliii BAKOPUCTOBYETHCS TaKa Kiacudikaris: gyxe
yacTo: = 1/10; gyacto: = 1/1001 < 1/10; HewacTo: = 1/1000 i < 1/100; pigko: = 1/10000 1 < 1/1000;
nyxe pimko: < 1/10000, yactora HeBigoMa (oIfiHKa He MoxKe OyTH IIpoBefieHa 3a HAsIBHUMU TaHUMU).

3 60Ky cepueso-cyOuUHHOI cucmeMu: 4acTOTa HeBioMa: TaxXikapmis.

3 6oky iMyHHOI cucmemu: gyxe PigKo: aJiepriuHi peakiril HeraHoro TUIMYy (IIKipHe BUCHUIIAHHS,
cBepOiX, YXaHHS, CIIb030TeYa, OpoHXO0CMIa3M), aHadinmakTHyHi peakii. YacToTa HeBigoMa: GapBHUK
Kapmoi3uH (E 122) MoxXe CIIPUYUHUTH alepridyHi peakiiii.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY: OyKe PimKo: MPU 3aCTOCYBaHHI BUCOKUX 103 ITaHKPEATUHY
(6inbure 10000 O[T Ph. Eur. ninaswu / KT Macu Tina / mo6y) MOXKYTh YTBOPIOBATUCST 3BYKEHHS B
ineonekanbHiN iNSHII Ta V BUCXigHIN YyacTuHi 00000BOI KUIIKHK; Hiapes, O6iflb y KUBOTI, HYHOTa,
O7i0BaHHS, 3MiHa XapaKTepy BUIIOPOKHEHb; MOXKJIMBUY PO3BUTOK HEIPOXiZHOCTI KAIIIEYHUKY, 3aII0P.

3 6oky wkipu i NiOWKipHUX MKAHUH: 9acTOTA HEeBioMa: KPONUB'IHKA, TimepeMist, cBepOix,
AQHTiIOHEBPOTUYHUYN HaOPSK.

3 boky ceuocmamesoi cucmemu: 4acTOTa HeBiloMa: MOXKJIMBE IiBUIIEHE BUMIIEHHS CEY0BOI
KHCJIOTH i3 Ce4ero, 0COOMMBO MPH 3aCTOCYBAHHI BUCOKUX 103 MAaHKpPeaTUHy. [IJIs1 yHUKHEHHS
YTBOPEHHST CEYOKUCIINX KOHKPEMEHTIB Y TAKUX XBOPHUX CJIiT] KOHTPOJIIOBATH BMiCT C€YOBOi KUCTIOTH Y
ceui.

3azanvHi nopyweHHA: 4acToTa HEBigoMa: BiguyTTs XkKapy, 3arajbHa Cc1a0KiCTs.



[ToBimomneHHs npo mo6iuHi peakilil micis peecTpaliil TikapchKoro 3aco0y Ma€ BeNvKe 3Ha4YeHHS. Le
[a€ 3MOTy IIPOBOJUTH MOHITOPHUHT CITiBBiTHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchKOro 3acoby. MeguuHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TAKOX MallieHTaMm abo ixHiMm
3aKOHHUM IIpe[CTaBHUKAM CJIif] TIOBiTOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX IMOOIYHUX Peakilii Ta
BifiCcyTHOCTI e(peKTHUBHOCTI iKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMalliliHy CUCTEMY 3
(dapMaKoHarnsany 3a nocunnaHHaM: https://aisf.dec.gov.ua/».

Tepmin npudamHocmi. 3 POKWU.

YMoBu 30epiranHsi.

30epiratu B OpuriHanbHiN yIIaKOBIi pU TeMmepaTypi He Buiie 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTeH MicCIIi.

YnakoBka.

[To 10 TtabneTok y 6mictepi. ITo 1 a6o mo 2, abo mo 5 GiicTepiB y maylli 3 KAPTOHY.

Kareropis Bigmycky.

bes penernra.

BupoOHHK.

IIpAT «TexHOMOT».

Micue3HaxoaKeHHsI BUPOOHHKA Ta ajfipeca MicIs MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

Ykpaina, 20300, Yepkacrka 00:1., MicTo YMaHb, Bynuilsi Ctapa mpopisHa, 6yIUHOK 8.



