3ATBEPIKEHO
Haxa3 MinicrepcTBa oxoponun
310pOB’s1 YKpaiHu
7.11.2018 Ne 2032
PeecTpaniiine mocBigueHHst
Ne UA/6763/01/03

IHCTPYKIIA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIIKAPCHKOI0 3ac00y

ME3WM® ®OPTE 20000
(MEZYM® FORTE 20000)

Cknao:

0i10ua pewosuHa: TOPOILOK 3 MiANUTYHKOBHUX 32103 (CBUHEH);

1 TabneTka KUIIKOBOPO3UYMHHA MICTHUTH MOPOIIOK 3 MiANUTYHKOBUX 3a103 cBuHEN 160-222,22 mr, mo
Mae MiHIMaibHYy JinonituuHy akTuBHiCTH 20000 O] €® (ommumii €Bpormelichkoi (apmakorei),
MiHIMaJIbHY amisoniTHuHy akTuBHICTE 12000 OJ] €®, miniManbHy NpoTeoNiTHUHY akTHBHICTE 900
O/l €D;

OONOMIICHI  peyosunu: TAKTO3HM MOHOTIJPAT, IEN0JI03a MIKPOKPUCTATIuHA, KPEMHII0 TIOKCH[
KOJIOTTHHMI O€3BOJIHUI, KPOCIIOBIJIOH, MarHito creapar, FilpoMeno3a, METaKPHIIATHHH cormoiMep (THIT
A), Tpuermnuutpat, Tutany niokcun (E 171), Tambk, CHMETHKOH, MOJIETHUIICHIIIIKONb, TOJicopOar,
HaTpi0 KapMes03a, BaHUTbHUM apomMaTu3arop, 0epraMoTOBUI apoMaTH3aTOp, HATPIiIO TiAPOKCU]L.

Jlikapcbka ¢gopma. TabneTky KUIIKOBOPO3YMHHI.

OcHO8HI i3uK0-XIMIUHI 61ACMUBOCTI:

37IerKa JBOOMYKJI TaOIeTKH, BKPUTI IJIIBKOBOIO OOOJIOHKOIO, Bif O170T0 A0 37€rka ciporo Koabopy 3
TJI/IKOIO TTIOBEPXHEIO.

dapmakoTepaneBTHYHA rpyna.
3aco0u, 110 MOKPAIlyIOTh TpaBlIeHHs, BKIItoYaoun GpepmenTu. [lomidepmenTHi npenapaTu.
Kox ATX A09A A02.

dapMakoJIOTi4Hi BJ1aCTHBOCTI.

Dapmakoounamika.

JIir040r0 PEYOBUHOIO JHiKapchkoro 3aco0y Me3um® dopre 20000 € OpONIOK 3 MiANIIYHKOBUX 3aJI03
(maHKpeaTuH) ccaBlliB, 3a3BUYail CBUHEH, SKHI, OKpIM EKCKPETOPHUX MaHKpEaTHYHUX (PEepMEHTIB
(;imasm, anbga-aminasu, TPUIICHHY Ta XIMOTPUIICUHY), MICTUTb i 1HII GepMeHTH. [lankpeaTuH Takox
MICTUTH 1HII CYITYTHI pEYOBHHH, 10 HE MAIOTh (PEPMEHTATUBHOI aKTUBHOCTI.

Dapmakokinemuxa.

BcmokTyBaHHSA

[Topomiok 3 MiAIUTYHKOBHX 3aJ103 HE 3aCBOIOETHCS B IIUTYHKOBO-KUIIIKOBOMY TPAaKTi Ta BUBOJUTHCS 3
kanmoM. binbmia yacTuHa HOro pyHHYeTbCs 4M JIEHATYpPY€eThCS TPaBHUMM COKaMH abo 3a ydacTio
OakTepii.

biogocrynHicTh

KumkoBopo3zurHHa 0005I0HKa TaONeTOK, CTiika 10 Aii IIIYHKOBOTO COKY, 3aXHILNAE YYTIHUBI 10
KUCJIOTH (DepMEHTH BiJ| 1HAKTHBAIlll MiJ 9ac MPOXODKEHHS Yepe3 NUTYyHOK. JIWie micis MOCATHEHHS
HeHTpasbHOro 200 CIAOKOIYKHOTO CEepelOBHILNA Yy TOHKIM KHUIII (epMEHTH BUBLIBHAIOTHCS ITICIS
PO3UMHEHHS OOOJIOHKHU. Y 3B’S3KYy 3 THM, L0 MOPOILOK 3 MiJANUIYHKOBUX 3aJ103 HE BCMOKTYETHCS Y
TPaBHOMY TPaKTi, BIZIOMOCTI 110710 Hioro hapMaKOKIHETUKH Ta 010I0CTYITHOCTI BiJICYTHI.
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EdexTuBHICTh TOPOIIKY 3 MANUIYHKOBUX 3aJ103 BU3HAYAETHCS CTYNEHEM 1 IIBUAKICTIO BUBUILHCHHS
(bepMeHTIB 3 JiKapchKoi (opMH.

Kuiniuni xapakrepucruku.

Ilokazanna.

[TopymenHs eK30KpHHHOI (YHKIIT MiIIUTYHKOBOI 3aJl03HM, IIO CYIPOBOKYETHCS IOPYIIEHHSIM
TpaBJICHHS.

Ilpomunokazannus.

[TigBuIieHa YyTAUBICTE J0 JIiF0U0T PEYOBHHHM, M siCa CBUHEH (aJiepris Ha CBHHHUHY) a00 10 OyIb-IKO1 3
JOTIOMIDKHMX PEYOBHH JIIKAPCHKOTO 3aC00Y.

I'octpuit mankpeaTut abo XpOHIUYHUI MaHKpeaTuT y ¢a3i 3arocTpeHHs (ajie eni30uuHe 3aCTOCYBaHHS
MOXJIMBE Yy (a3l 3aTyxXarouoro 3aroCTpeHHs MPH PO3IIMPEHH] JIETH MPU HASABHOCTI PO3IaaiB QyHKITT
MiANUTYHKOBOT 3ao3u). [Ipemapar He Ciiiji 3aCTOCOBYBaTH XBOPHUM 3 OOTYpaliiHOIO HEMPOXiAHICTIO
KHILIEYHHKY.

B3aemodia 3 inmumu nikapcoKumu 3acodoamu ma inwi 6uOU 83a€Mo0iil.

Doniesa kucioma.

[Ipu 3acTocyBaHHI T'OTOBUX JIIKAPCHKUX 3ac00iB, IO MICTSATh MaHKpPEATHH, MOXE 3MEHIIYBaTHCS
BCMOKTYBaHHS (OJII€BOT KHCIIOTH, BHACIIJOK YOTO MOXKE BHUHUKHYTH TOTpeba y i1 J0AaTKOBOMY
HAJXOJDKEHHI B OpraHi3M.

Axapb6osa, mienimoan.

[{ykpo3HmKyBallbHA [isl MEPOPATbHUX MPOTUIIa0ETUYHHUX IMpernapaTiB akapOO3u 1 MITTITONY MOXKe
3HHKYBATHCS TP OJHOYACHOMY 3aCTOCYBaHHI 3 IiKapchkuM 3acobom Me3um® popre 20000.

Ocobnueocmi 3acmocysanns.

VY pa3i nosBM HE3BHUYHOTO a0JOMIHAJIBHOTO JUCKOM(pOPTY ab0 3MiH CUMITOMATHUKU K 3aO0DKHUMN
3axiJl PeKOMEHIYEThCSI TPONTH OOCTEKEHHS 3 METOIO BHKIIIOUCHHSI YPa)KeHHS KHIIEYHUKY, OCOOIHBO
SKILO MAIiEHT 3acTocoBYe 03y nmoHax 20000 O] €& nina3u Ha KiJIorpaM Macu Tijla Ha 100y.
[IpenapaT MicTUTh aKTHUBHI (DEpMEHTH, 10 MPU BUBUIBHEHHI Yy POTOBIN MOPOKHUHI, HAIIPUKIAA, IPU
PO3KOBYBaHHI, MOXKYTh MOIIKO/XKYBAaTH ii CIM30BY OOOJOHKY, X 1O YTBOPEHHS BHPA30K, TOMY
Mesum® popre 20000 citii KOBTATH HiTUMHU.

Me3um® dopre 20000 He ciig 3aCTOCOBYBAaTH XBOPUM i3 PIAKICHAMH CHAIKOBUMH (hOpMaMu
HEMEepeHOCHUMOCT] TalaKkTo3u, Ae(pIUTOM JaKkTa3u abo CHHIPOMOM MaybaOCcopOIii TIHOKO3U 1
rajJaKTO3M.

3acmocyeanna y nepioo eéazimuocmi aoo 200y8anHs zpyoor.

JIoCTaTHIX JaHWX IPO 3aCTOCYBaHHA JIiKapchkoro 3aco0y Me3um® popre 20000 BariTHUMH KiHKaMK
Hemae. [cHye HemocTaTHS KUIBKICTh JaHWX BIAHOCHO BIUIMBY Ha BariTHICTb, pPO3BUTOK
eMOpioHa/mioa, monoru abo MOCTHATalIbHHUM PO3BUTOK, SIKI OylIM OTpUMaHI B €KCIIEPUMEHTaX Ha
TBApPHMHAX, TOMy NOTEHLIMHUM PU3MK [UIS JIFOJWHM HEeBigoMuil. Y 3B 3Ky 3 nuM npemnapar Mesnm®
dbopte 20000 HEe cmia MpUMATH TIiJl Yac BariTHOCTI Ta JIAKTAIlli, 32 BUHATKOM THX BHIMAJKIB, KOJH
HOTro 3acTOCyBaHHS € a0COTIOTHO HEOOX1THUM.

30amuicms éniueamu Ha WIGUOKICMb peakuyii npu KepyeanHi aAGmMOMPAHCHOPMOM ado IHWUMU
MexaHizmamu.

Bmme npenapary Mesum® dopre 20000 Ha 3maTHICTH KEpyBaTH TPAHCIOPTHUMH 3acobamu abo
MPALIOBATH 3 IHITMMH MEXaHi3MaMH BiICyTHiH a00 He3HAYHUH.

Cnoci6 3acmocysannsa ma 0o3u.

ZlOSYBaHHﬂ.

PexoMennoBana fo03a Ha mpuiioM ixki: 1-2 tabnetku (Bigmosinae 20000-40000 OJ] €D ninazwn).
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Jo3y npenapary Me3um® popre 20000 BM3HAYAIOTH BiANOBIIHO [0 TSHKKOCTI HasABHOI HEIOCTATHOCTI
¢byHKLIi MiIIUTYHKOBOI 3a7034. 3a3BUYail peKOMEHI0OBAHOIO /103010 € no3a ainasu 20000—40000 O/
€® Ha mpuiiom ki, aje BOHa MOKe OyTH i BHIIIOIO.

Mertoro nikyBanns npenaparom Me3um® gopre 20000 € mocsrHeHHs a0 MiATPMMAaHHS HOPMAIbHOI
MacH Tila Ta HOpMai3amis yacToTu Aedekamnii abo KOHCUCTEHLIT Kary. 30UIbIIEeHHS 103U TOTPiOHO
MPOBOJIUTH TUIBKH TIiJI HATJIAZOM JIIKapsi Ta 3 METOIO MOJICTIIECHHS] CUMIITOMIB (HAIPHUKIIA]] cTearoperi,
00JII0 B IILITYHKY).

He cnin mepeBumnryBaTu miojieHHY A03y ¢epMmeHTiB, mo ctaHoBuTh 15000-20000 O/l mima3u Ha
KUJIOTpaM Macu Tija.

Crocib 3acTocyBaHHsL.

Ta6nerkn Me3um® dopre 20000 cirigi KOBTATH LIMMH, 3aIIMBAIOYM BEJIMKOIO KIIBKICTIO PiIMHH, ITij
Yac BKUBAHHSA DKi, OCKiIbKM €()EKTUBHICTH IiKapchkoro 3aco0y Mesum® ¢opre 20000 moxe
3MEHIIyBaTUCA TPH POIKOBYBaHHI, (PepMEHTH, IIO MICTATHCS B IpemapaTi, NPUd BHUBUILHEHHI B
POTOBIH MOPOKHIHI MOXKYTh MOIIKOIUTH ii CIIM30BY OOOJIOHKY.

TpuBaiticTh 3aCTOCYBaHHS.

TpuBaicTs NiKyBaHHS 3aJI€KUTH BiJl Iepediry 3aXBOPIOBAHHS Ta BU3HAYAETHCS JIIKAPEM.

Mimu.
Jlikapcekuit 3aci6 Mesum® ¢opre 20000 3aCTOCOBYIOTH JIs JIIKYBaHHS JTel BiKOM Bix 3 pOKiB.
Jlo3yBaHHS Ta TPUBAJICTH JIKYBaHHS BU3HAYAE JIKaP.

Ilepeoo3ysanns.
3acTocyBaHHs Jy)K€ BHMCOKUX /103 (DEPMEHTIB MiJUIIYHKOBOI 3aJI03U MOXKE CYNPOBOIKYBAaTHUCA
rinepypuKo3ypi€ro Ta rinepypukemiero. JIikyBaHHSI CHMITTOMAaTHYHE.

IHo6iuni peaxuii.

JUist OLIHKY YaCTOTH BUHUKHEHHS MOOIYHUX peakliif BUKOPUCTOBYIOTh TaKy KiacHuikairo:

nyxe vacto: > 1/10;

yacro: > 1/100 — < 1/10;

iHOMi: > 1/1000 — < 1/100;

pizko: > 1/10000 — < 1/1000;

nyxe piako: < 1/10000,

4acToTa HeBiioMa (OI[iHKa He MOXe OyTH MpoBe/ieHa 32 HASBHUMU JTAHUMHU).

3 60ky imynuoi cucmemu. Jly)xe piako: ajepriyHi peaxiii HeralHoOro THUMY (IIKIpHE BUCHIIAHHSA,
KpOTHB’sIHKA, YXaHHS, CIbO30TeUa, OPOHXOCMA3M, AUCIIHOE), PEaKIlii FNepYyTINBOCTI 3 JTOKATi3alli€l0

Y IIUTYHKOBO-KUIIIKOBOMY TPaKTi.

3 boky mpaenoco mpaxmy. Jlyxe pigko: aiapes, TUCKOM(OPT y JKUBOTi, OUTb Yy >KHMBOTI, HYIOTa,
omoBanHg. DOpMyBaHHS CTPUKTYp B UICONEKAIbHIN JUISHII Ta y BHUCXIJHIM 4YacTWHI 000/10BOi
KHUIIKY OyJI0 OMKCAHO MICIIs MPU3HAYEHHS TOPOIIKY 3 MiINUTYHKOBUX 3aJ103 Y BUCOKUX JI03aX.
Tlogioomnenns npo nioo3proeari nodiuni peaxyii.

[ToBimomieHHsT MpO MiO3pIOBaHI MOOIYHI peakuii michs peecTpauii JiKapchKOro 3aco0y BiIIrparoTh
BAOXJIUBY poib. Lle gae 3Mory mpoIoBXKYBaTH CITOCTEPEKEHHS 3a CITIBBIHOIICHHSIM KOPHCTI Ta PU3UKY
Jikapcbkoro 3acoOy. IlpariBHUKK Tamy3i OXOpPOHHM 310pOB’S TMOBHUHHI MOBIJOMIISTH TpO Oyab-sKi
M1103pIoBaHi MOO1UHI peaKirii.

Tepmin npuaaTHocTi. 3 poku.
He 3acrocoByBatu npenapat micisi 3aKiH4eHHS TEPMiHY NPUIATHOCTI, 3a3HaYEHOT0 Ha YMaKOBIII.

YmoBu 30epiranns.
36epiratu npu temmneparypi He Bute 30 °C. 30epiraTi y HEIOCTYITHOMY JJISL JITEH MiCIIi.
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Ynakoska.
10 Tabnetok y 6micTepi; mo 2 abo 5 GumictepiB y KapTOHHINA KOPOOITi.

Kareropis Binnmycky.
bes peuenra.

Bupoouuk.
BEPJIIH-XEMI AT

Micue3naxo/a:keHHs1 BUPOOHMKA Ta aJipeca Micls NPOBAXKeHHs HOro AisIbHOCTI.
I'minikep Ber 125, 12489 bepnin, Himeuunna.

JlaTa 0oCTAaHHBOIO NeperJisay.
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