3ATBEPIKEHO
Haka3 MinicTepcTBa 0XOpOHH
310pOB’sl YKpainu
11.05.2018 Ne 908
PeecTpaniiine nocBigueHHs
Ne UA/7977/01/01

IHCTPYKIIA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIIKAPCHKOIo0 3ac00y

ME3UM® ®OPTE 10000
(MEZYM® FORTE 10000)

Cknao:

diroya peuosura: OPOIIOK 3 MANUTYHKOBUX 341103 (CBUHEH);

1 Tabnerka KMIIKOBOPO3YMHHA MICTUTHh MOPOIIKY i3 MiANUTYHKOBUX 3ano3 (csuueit) 80,00-111,111
MI, [0 Mae MiHIManbHy JninomituyHy aktuBHicTh 10000 O] €@ (omuuuui €Bponeircbkoi
¢dapmakomnei), MiHIMaNbHY amuloNiTH4YHY akTuBHICTH 7500 OJ] €®, MiHIMaIbHY NPOTEOTITHYHY
akTuBHICTL 375 O] €D;

OONOMIICHI  peyosunu: TAKTO3HM MOHOTIPAT, UENI0JI03a MIKPOKPUCTATIIUHA, KPEMHII0 TIOKCH]
KOJIOiqHUI Oe3BOJHMI, KPOCIOBIOH, MarHil0 cTeapaT, TiIpoMeno3a, MEeTaKpUJIaTHUH comoiimMep
(tunt A), TpuetmimuTpat, Tutany piokcua (E 171), Tanpk, CHMETHKOH, TOJIETUIICHIIIIKOIb, HATPIIO
KapmMmenosa, noiicop6ar, azopy6it (E 122), Harpito rigpokcus.

Jlikapcbka ¢gopma. TabneTky KUIIKOBOPO3YMHHI.

OcHo8HI i3uK0-XIMIUHI 61ACMUBOCTI:

pOKeBi TabNETKH, BKPUTI ILUTIBKOBOIO OOOJIOHKOIO, 3 Maiike MIIOCKOMapaieNbHUMU TOBEPXHSIMH 1
CKOIIIEHUM KPa€EM.

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

dapMakoJIOTi4Hi BJ1aCTHBOCTI.

Dapmakoounamika.

J1irou0r0 peYoBHHOIO JiKapchKoro 3aco0y Mesum® dopre 10000 € HOPOIIOK 3 MiANLTYHKOBUX 3aJ103
(maHKpeaTuH) CcaBIiB, 3a3BMYail CBUHEH, SIKHUH OKPIM E€KCKPETOPHUX IMMAaHKpEeaTUYHHX (PepMEeHTIB
(;imasm, anbga-aMinaasu, TPUICUHY Ta XIMOTPUIICUHY) MICTUTH H iHII (epMeHTH. [laHKpeaTuH Takox
MICTUTH 1HII CYITYTHI pEYOBHHH, 10 HE MAIOTh (PEPMEHTATUBHOI aKTUBHOCTI.

Dapmaxokinemuxa.

BcmokTyBaHHSA

[Topomiok 3 MiIUTYHKOBHX 3aJI03 HE 3aCBOIOETHCS B IIUTYHKOBO-KHUIIIKOBOMY TPaKTi Ta BUBOJAUTHCS 3
kanmoM. binbmia yactuHa HOro pyHHYeThCS 4M JIEHATYpyeTbCS TPAaBHUMH COKaMH abo 3a ydacTio
OakTepii.

biogocrynHicTh

KumkoBopozurHHa 0005I0HKa TaONeTOK, CTika 10 Aii IIIYHKOBOTO COKY, 3aXHILNAE YYTIHMBI 10
KUCJIOTH (DepMEHTH BiJ| 1HAKTHBAIlll MiJ 9ac MPOXO/DKEHHS Yepe3 NUIyHOK. JIWie micis HOCATHEHHS
HelTpasbHOro abo cIa0KOIYKHOTO CEpelOBHILA Y TOHKHHM KU (PEPMEHTH BUBLIBHAIOTHCS IMICIS
PO3UMHEHHS OOOJOHKHU. Y 3B’S3KYy 3 THM, LIO MOPOILOK 3 MiANUIYHKOBUX 3aJ103 HE BCMOKTYETHCS Y
TPaBHOMY TPaKTi, BIIOMOCTI 11010 Horo (hapMaKOKiHETHKH Ta 010I0CTYITHOCTI BIJICYTHI.

EdexTHicTh MOpOIIKY 3 MiANUTYHKOBUX 34103 BU3HAYAETHCS CTYMEHEM 1 MIBUIKICTIO BUBUIBHECHHS
(bepMeHTIB 3 JiKapchbKoi (opMH.
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Kuiniuni xapakrepucTuku.

Ilokazannsa.

[TopymieHHs €K30KpUHHOI (DYHKIT MiAIUTYHKOBOI 3all03H, IO CYHIPOBODKYIOTHCS MOPYIICHHSIM
TpaBJICHHS.

Ilpomunokazannus.

[TigBuieHa 4yTIMBICTh O MAHKPEATUHY CBUHIYOTO MOXOKEHHS, a30pyOiHOBOTO JaKy abo 10 IHIIHMX
JOTIOMIKHUX PEYOBHH Ipernapary.

locTpuii maHkpeatuT a00 XPOHIYHHN TAHKPEATUT Yy CTadii 3arocTpeHHs (ajge emi3oau4yHe
3aCTOCYBaHHS MOXJIHMBE y (a3l 3aTyxarouoro 3aroCTpeHHs NpU PO3LIMPEHHI JI€TH MPU HASBHOCTI
po3naaiB GyHKINT MiANLTYHKOBOT 3ay1031). [Ipemapar He cimij 3acTOCOBYBaTH XBOPHUM 3 00TYpaIliiiHOO
HEMPOXITHICTIO KUIIICYHHKY.

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63a4cMO0ill.

[Ipu 3acTocyBaHHI MpenapaTiB, 110 MICTATH MOPOIIOK 3 MiANUTYHKOBUX 3aJ103, MOXE 3MEHIIYBAaTHUCS
BCMOKTYBaHHsI (pO1i€BOT KHCIIOTH, IO MOX€E MOTPeOyBaTH J0AAaTKOBOTO ii HAIXOMKEHHS B OPraHi3M.
[{ykpo3HmKyBallbHA i MEepOpaIbHUX MPOTHUIIA0ETUYHUX MpenapariB akapOo3u Ta MIMNIITONLY MOXE
3MEHLIYBaTUCA PH OJHOYACHOMY 3acTocyBaHHi npenapary Mesum® ¢opre 10000.

Ocoobnueocmi 3acmocysanus.

VY pasi nosBM HE3BUYHOTO a0JOMiHATBLHOTO AUCKOM(OPTY ab0 3MiH CUMOTOMATHKHU SIK 3aMO01KHUIMA
3axiJ PeKOMEHIYETHCS MPOUTH OOCTEKEHHS 3 METOI0 BUKJIFOUEHHS YPaKCHHS KUIICYHHKA, OCOOIHMBO
SKIIIO MaIieHT 3acTocoBye 103y nmoHaa 10000 O] €d nina3u Ha Kinorpam Macu Tijia Ha 100y.
[Ipemapatr MICTHTH aKTHBHI (PEpMEHTH, SKI MOXXYThb IOLIKO/UKYBAaTH CIU30BY OOOJIOHKY POTOBOI
MOPOYKHUHH, aX JI0 YTBOPEHHS BUPA30K, TOMY TaOJETKH MOTPIOHO KOBTATH IIIMMH, HE PO3KOBYIOUH.
Mes3um® dopre 10000 He ciig 3acTOCOBYBATH MAI[i€HTaM i3 PiAKICHUMU CIaJKOBHMH (OpMaMu
HENEPEHOCUMOCTI TaJlaKTO3H, Je(pIUUTOM JIakTa3u abo0 CHUHAPOMOM MajnbabcopOLii TIIIOKO3U 1
rajJakTo3H.

3acmocysanns y nepiod eazimmuocmi ado 200y8anus 2pyooio.

JIocTaTHIX JaHUX PO 3aCTOCYBAHHS JIKapChKoro 3acody Mesum® popre 10000 BariTHEUMHU KiHKAMH
Hemae. IcHye HemocTaTHS KUIBKICTh JaHMX BIAHOCHO BIUIMBY Ha BariTHICTb, pPO3BUTOK
eMOpioHa/mIo/1a, Moyorn abo MOCTHATAJIbHUN PO3BUTOK, SIKI OyJM OTpHMaHI B €KCIIEPUMEHTax Ha
TBapMHaxX, TOMY TOTEHIIAHUN PU3HK JUIS JIFOJMHU HEBiTOMHUH. V 3B’s3Ky 3 1uM mpenapat Me3um®
dopre 10000 He cmix mpuitMaTH MiJ Yac BAriTHOCTI Ta JAKTaIlli, 32 BUHATKOM THX BHIIJKiB, KOJIU
HOT0 3aCTOCYBaHHSA € aOCOIOTHO HEOOXITHUM.

30amuicmb enaueamu Ha WEUOKICIMb peakuii npu KepyeanHi agmompancnopmom avo iHuwumu
Mexanizmamu.

Bmwme npenapary Mesum® dopre 10000 Ha 37aTHiCTH KepyBaTH TPaHCIOPTHUMH 3acobamu abo
MPALIOBATH 3 IHIIMMH MeXaHi3MaMH BiJICYyTHiH a00 He3HAYHUH.

Cnoci6 3acmocysannsa ma 0o3u.

PexomennoBana o3a Ha npuiiom ixi: 2 — 4 tadnetku (Bianosizae 20000 — 40000 O/ €D nimasn).
Jo3a Me3um® ¢opre 10000 BU3HAYACTHECS BiAMOBIIHO 10 TSHKKOCTI HAsBHOI HETOCTATHOCTI (YHKIII
MiJILTYHKOBOI 3a7103M. 3a3BHuail peKOMEH0BaHOIO 103010 € jao3a ainazu 20000 — 40000 O/ €D na
MIPUHOM 1K1, aJie BOHA MOKe OyTH i BUIIIOIO.

Mertoro nmikyBanHs mpemnaparom Me3um® gopre 10000 € mocsrHeHHs a0 MiATPMMAaHHS HOPMAIBHOI
MacHy TiJla Ta HOpMai3allis 9acToTu aedekariii abo KOHCUCTEHIIIT Kany. 30UTbIICHHS 03U TTOBUHHO
MPOBOAWTHCS TUTBKM IMiJ{ HATJSAIOM JIKaps Ta 3 METOH TOJETIIEHHS BHUPAXKEHOCTI CHMIITOMIB
(HanmpwukIaa crearopei, 000 B IUTYHKY).

He cnin mepeBumnyBatu mojeHHY 103y (epmenTi, mo craHoButh 15000 — 20000 O/l nimasu Ha
KUJIOTpaM MacH Tija.
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Ta6nerkn Me3um® dopre 10000 cirig KOBTATH LIIMMH, 3aIIMBAIOYH BEJIHMKOIO KiIBKICTIO PiIMHH, ITij
yac BKUBAaHHSA 1Ki, OCKUIBKM e(EKTUBHICTH JIKapchkoro 3aco0y Mesum® ¢opre 10000 moxe
3MEHIIIYBATUCSI TPU POIKOBYBaHHI, (PEPMEHTH, IO MICTATHCA B Ipenapari, Npu BUBUIBHCHHI B
POTOBIH MOPOKHIHI MOKYTh HOILIKOJKYBATH i1 CIM30BY OOOJIOHKY.

TpuBamicTh JIKyBaHHS, 3aJICKUTH BiJI TepeOiry 3aXBOPIOBAHHS Ta BU3HAYAETHCS JIKAPEM.

Himu.
Jlikapcekuii 3aci6 Mesum® dopre 10000 3acTOCOBYIOTH 1Sl IIKyBaHHA AiTel Bix 3 pokis. Jl03yBaHHs
Ta TPUBAIICTH JIIKYBaHHS BU3HAYAE JIIKAP.

Ilepedosysanns.
3acToCyBaHHA [IyXe BHCOKHX 103 (DEpMEHTIB MiIUIYHKOBOi 3aJ03M MOXE CYIPOBOKYBATHCS
rinepypuKo3ypi€ro Ta rinepypukemieto. JIikyBaHHS CHMIITOMAaTHYHE.

IHo6iuni peaxuii.

J1J1 OI[IHKY 4aCTOTH BUHUKHEHHSI MOOIUYHUX peakiliii BAKOPUCTOBYEThCS TaKa Kilacu(iKallio:

nyxe gacro: > 1/10;

yacro: > 1/100 — < 1/10;

iHomi: > 1/1000 — < 1/100;

pinko: > 1/10000 — < 1/1000;

ayxe pinko: < 1/10000,

YacToTa HeBiioMa (OI[iHKa He MOXe OyTH MpoBe/ieHa 32 HAIBHUMU JTaHUMHU).

3 boky cepyeso-cyounnoi cucmemu. Yactora HeBijoMa: TaXiKap/Iis.

3 6oky imynnoi cucmemu. Jlyke piAako: ajepriyHi peakuii HeraiHoro THUMy (IIKipHE BUCHIIAHHS,
KPOIUB’sTHKA, YXaHHS, CIb030Te4Ya, OPOHXOCIA3M, TUCITHOE).

Yacrora HeBijioMa: a3opyOiHoBHii 1ak (E 122) Moxe cipyuMHUTH ajeprivyHi peakiii.

3 b6oxy mpaenozco mpaxkmy. Jlyxe piako: ajepridHi peakiii 3 00Ky TpaBHOTO TpakTy (miapes, OuIb y
’KHMBOTI, HyJ10Ta, 3MiHa XapaKTepy BUIIOPOKHEHD ).

3 6oky wkipu. YacToTa HEBIJOMA: KPOIIUB’ THKA, TillepeMisi, CBepO1K, aHT1OHEBPOTUYHHUIN HAOPSIK.
3acanvui nopywenns. Yactora HEB1IOMA: BIUYTTS XKapy, 3arajibHa ClIaOKIiCTb.

Tlogioomnenns npo nido3proeani nooiuni peaxyii.

[ToBitoMIIeHHST PO MiA03pIOBaHI MOOIYHI peakiii Mmicist peecTpallii JiKapchKoro 3acoly BiIIrparoTh
BAKJIMBY poJib. Lle mae 3Mory npoioBKyBaTH CIIOCTEPEKEHHS 3a CIIBBITHOIICHHSIM KOPHUCTI Ta PU3UKY
3aCTOCYBaHHS JKapchbKoro 3aco0y. [IpaiiBHUKN raiy3i 0XOpOHHU 370pOB’S MOBUHHI MOBIJOMIISITH TPO
OyAb-sKI1 MM1JI03pIOBaH1 MOOIYHI peakiii.

Tepmin npuaaTHocTi. 3 poku.
He 3acrocoByBatu npenapat micist 3aKiHUeHHsS TEPMiHY MTPUIATHOCTI, 3a3HAYEHOr0 Ha YIAKOBII.

YMoBHu 30epiranus.
30epiratu npu Temmneparypi He Buie 30 °C. 30epiraTi y HEIOCTYIHOMY ISl AiTE€H MicClii.

YnakoBka.
10 Tabnerok y 6mictepi; 1 abo 2, abo 5 GiicTepiB y KapTOHHIHA KOPOOIIi.

Kareropis Binmycky.
bes penenra.

Bupoonuk.

BEPJIIH-XEMI AT

Micue3Haxoa:KkeHHs1 BUPOOHMKA Ta aJpeca Micls NPOBAKeHHA HOro AisIbHOCTI.
I'minikep Ber 125, 12489 bepinin, Himedunna.

JlaTa 0CTAaHHBOIO NeperJisay.
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