TIHCTPYKIIIA

/IS METUYIHOT'0 3aCTOCYBaHHSA JIIKapChbKOT0 3aC00y

ME3HM"® KAIICYJIH 10000 / ME3UM® KATICYJIHA 25000
(MEZYM® CAPSULES 10000 / MEZYM® CAPSULES 25000)

Cknao:
ditoya pevoB8uHA: TIOPOIIOK 3 MiAUIIYHKOBUX 3aJ103 (CBUHEN);

ME3HM"® KATICYJIM 10000: 1 Kancyna TBepha MiCTUTh IIOPOIIKY 3 MifIUIYHKOBUX 3a7103 (CBHHEH)
153,5 (98,3 - 178,6) mr, 1m0 Ma€e MiHiManbHy ninoaiTiuHy akTuBHICTE 10000 OJ1 €O (ommHULI
€BpomenchKol hapmMakonel), MiHiManbHy aminonituyny aktuBHiCTh 9000 O[] €0, MiHiManbHY
IPOTEONiTUYHY aKTuBHICTE 500 O] €;

ME3UM® KAIICYJIU 25000: 1 xamcyma TBepha MiCTATh IIOPOLIKY 3 MifIIyHKOBKX 3a7103 (CBUHEH)
356,1 (245,6 - 446,6) mr, 1110 Ma€ MiHiMasnbHY JinoniTHYHY aKTuBHICTE 25000 O[l €0, MiHiManbHY
aMminonitTuyny aktusHicTs 22500 O] €O, MiHiManpHY IPOTEONITUYHY aKTUBHICTE 1250 O] €0;

00ONOMIdCHI peuoBuUHU: TIEJTI0II03a MiKPOKPUCTAIiYHa, HaTPilo KpOoCKapMesi03a, PULMHOBA OJTis
rifpaToBaHa, KpeMHiI0 JiOKCHU[ KOJIOIIHUM 0e3BOOHUM, MarHilo cTeapaT, COIOIiMEDP METaKPHUIOBOI
Kucnotu i etakpunaty (1:1) gucnepcis 30 %, TanbK, TPUETUNLUTPAT, KelaTuH, TUTaHY OIOKCUL

(E 171), xinoninosuu xkoBTuii (E 104), ingurokapwmin (E 132), 3aniza okcup xkostuut (E 172),
3amiza okcup yepBoHuil (E 172), cumetukony emynbcis 30 % cyxa maca (110 CKJIafa€eThCs i3
CHMETHKOHY, TOJIieTUIEHTIIIKOII0 cOpOiTaHy TpUCTeapaTy, METUIILIETION03H,
IIOJIIeTUIEHTJIIKOJII0 CTeapaTy, AUMETHUJICUIIOKCaHY 3 TiAPOKCUIbOBaHUMHU KiHIIEBUMU
rpylaMu, MOHO- Ta AUTTIIEPUIIB, TOMiETUIEHTIIKOII0, KCAHTaHOBOI KaMeli, TPUTJIiLlePUiB,
kuciaoTu 6ensorHoi (E 210), rninepuny, HaTPio XJI0PUAY, OKTaMETHIIUKIOTETPACUIIOKCaHY,
KHCJIOTH COPOiHOBOI, KUCJIOTH CipYaHOi, BOTU OYHUIIEHOI).

JIikapcbKa ¢opmMa. Karcynu TBepai 3 KHITKOBOPO3YMHHUMM MiHi-TaO/Ie TKaMHu.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

ME3UM® KAIICYJIM 10000: TBepAi KanCyIu po3Mipy 2 3 HeIIPo30pOk0 KOBTYBATO-3€JIEHOI0
KPUIIIKOIO Ta HEIIPO30PHUM CBIiTJIO-OPaHKEBUM KOPITYCOM, II[0 MiCTSAThH CBiTI0-KOPUYHEBI
ONMMCKyYi TOMOTEeHHI MiHi-TabIeTKH.

ME3UM® KATICYJIM 25000: TBeppi Kancyay po3mipy 0, HOMOBXKeHi, 3 HEIPO30po0
JKOBTYBaTO-3€JIEHOI0 KPUILIKOIO Ta HEIIPO30PHUM CBITJIO-OpaHKeBUM KOPIIyCOM, 10 MICTATh
CBIiT/I0-KOPUYHEBi 6JIMCKY4i TOMOTeHHI MiHi-TaOIeTKY.



®apMakoTepaneBTHYHA I'pyIa.
3aco0wu, 1110 TOKpaIlyI0Th TPaBJIeHHs, BKiodaouu GpepmenTH. IlomidhepMeHTHI mpemnaparu.

Kom ATX AO9A A02.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Iir049010 PEeYOBMHOIK JIIKapchKoro 3aco6y ME3MM® KATICYJIU € IOPOLIOK 3 MiANIIyHKOBUX 3aJ103
(cBuHel), 0 Oepe y4acTh y IPOIeci PO3IIeieHHs XXKUPiB, 6inKiB i Byr7eBO/iB Y TPDABHOMY TPaKTi.
AKTHBHICTb IIpellapaTy roJIOBHUM YMHOM BHM3HAYa€ETHCSI (PEPMEHTHOIO aKTUBHICTIO JIilla3y, a TaKoXK
BMiCTOM TPHUIICHHY, TOMi SIK aMilloNiTHYHa aKTUBHICTb Ma€e 3HaUYeHHS TiIbKY NIPU Teparril
MYKOBICLIUI03Y.

dapmMaxoKiHemuxka.

MiHi-Tab1eTKY BUBIIBHSAIOTHCS 3 PO3YMHHUX KAIICYII 1lle V IITYHKY, e PiBHOMIpHO IIepeMillyI0ThCs 3
Xap4yoBUMM MacaMu. Y UIIYHKY 000710HKa MiHi-TaOneToK, CTiliKa [0 [il IIJTyHKOBOTO COKY, 3aXHUIIlae
YYTJIKBi 00 KUCJIOTY (epPMEHTH Bifl iHaKTHBAaIlil XJIOPUCTOBOTHEBOIO KMCIOTOI0. JIniile micis
NOCATHEHHSI HeUTPaJIbHOT0 abo c1abKoyKHOTO CepefoBHUIIa y TOHKIN KUl (epMeHTH
BUBIIIBHSIIOTHCS MiCIIT PO3YMHEHHS 000I0HKU. Y 3B’SI3KY 3 TUM, III0 TIOPOIIOK 3 MigIITYHKOBUX 3aJ103
He BCMOKTYEThCSI ¥ TPABHOMY TPaKTi, BimOMOCTi 11100 #oro apMakoKiHeTUKH Ta 0i0q0CTyIHOCTI
Bi[ICYTHI.

EdexTHICTh MOPOIIKY 3 MiAIMITYHKOBUX 3a/103 BU3HAYAETHCS CTYIIEHEM 1 IIBUAKICTIO BUBITbHEHHS
dhepMeHTIB 3 TiKapCchKOi HopMu.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

[TopymieHHSI €K30KPUHHOI (PYHKIII] MiANUIYHKOBOL 3a7103H, 110 CYIPOBOOKYIOTHCS IOPYIIEHHSIM
TPaBJIEHHS.

IIpomunoka3aHHs.

- [TimBuIleHa YYTIMBICTH [0 MiI040l PEYOBUHU, M'sIiCa CBUHEH (ayepris Ha CBUHUHY) a00 0o Oymb-
SIKOI 3 MOMOMIiKHUX PEYOBHH JTIKapChKOI0 3aco0y.

- TocTpuit maHKpeaTUT ab0 XpPOHIYHKY ITaHKPEAaTUT y CTafii 3aroctpeHHs. [IpoTe, SKIO po3naau
TpaBlieHHs 30epiraloThCs, eni30qUYHUIM IPUIOM TIpenapaTy € AOLiNbHUM Yy (a3i 3aTyxaidoro
3arOCTPEHHS IIPYU PO3IIUPEHHI OiETH.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
dosiesa Kucsioma.

[Tpu 3acToCyBaHHI IIpenaparis, [0 MiCTATH OPOIIOK 3 MiAIITyHKOBUX 3a/103, MOXK€ 3MEHIITyBaTUCS
BCMOKTYBaHHS (0J1i€BOI KUCIIOTH, II0 MOXKe NOTpeOyBaTH NOAATKOBOTO ii HAAXOOKEHHS B OpraHi3M.

Akapbo3sa, mieaimoa.

Llykpo3HuXKyBaabHa Jis IepopalbHUX IPoTUAia0e THYHUX IIpenapaTiB akapb0o3u Ta MirjliTony MoXe
3MEHINYBaTHCS IIPY OAHOYACHOMY 3aCTOCyBaHHi mpemapaty ME3HMM® KATICYJIN.

Oco06.1ue8ocmi 3acmocyeaHHsi.

HenpoxigHiCTh KUIIEUHUKA € BiTOMUM YCKJIaJHEHHSM Y MAalli€eHTiB 3 MyKOBiCIIU030M, TOMY B pas3i
HAsIBHOCTi CHMIITOMIB, ITOMiOHUX 0O CUMIITOMIB KHAIITKOBOI HEIIPOXiMHOCTI, CJIii BpaXOBYBaTH
MOXKJIMBICTb YTBOPEHHS KHIITKOBUAX CTPUKTYP (OUB. TaK0XK po3xin «[1o6iuHi peakii»). Y pasi mosisu
HE3BUYHOTr0 abioMiHaNIbHOTO AMCKOM(OPTY ab0 3MiH CUMITOMATHKHU SIK 3aM00iKHUYU 3axif
PEKOMEH[YEThCSI TPOUTH 00CTEKEHHS 3 METOI0 BUK/TIOUEHHS ypaXKeHHS KUIIEYHUKA, 0COBIMBO SKIIO0
nauieHT 3acTocoBye no3y moran 10000 O]l €@ nima3u Ha KinorpaM Macu Tina Ha o0y .

ME3HVM® KATICYJIM MiCTUTh aKTHBHI ()€pPMEHTH, 110 IIPY BUBIILHEHHI B POTOBIH IIOPOXKHUHI,
HaIPUKIIa[, IPU PO3KOBYBaHHI, MOXKYTh ITOMKOXYBATH 11 CIU30BY 000I0HKY 3 YTBOPEHHSIM
BUPA30K, TOMY KaIlCyJIX CJIifi KOBTATH LIIIMMU.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

IlocTaTHIX HaHUX PO 3aCTOCYBAHHS JiKapchkoro 3aco6y ME3VM® KAIICYJIU BariTHUMHE
XKiHKaMu HeMae. [CHye HeqoCTaTHS KiNIbKICTh AaHUX BITHOCHO BIIJIUBY Ha BaTiTHICTH,
PO3BUTOK eMOpioHa/1I0aa, MoJIoTH ab0 MoCTHATAIbHUM PO3BUTOK, SIKi Oy/IM OTpUMaHi B
eKCIIepUMEeHTax Ha TBapyMHaX, TOMY NOTEHUIMHUYN PU3UK [JIS JIIOOUHU HEBIJOMUU. Y 3B'SA3KY 3
nuM npenapaT ME3UM® KATICYJIU He crif npuiiMaTH Iif Yac BariTHOCTI Ta JaKTalil, 3a BUHATKOM
TUX BUNAOKiB, KOJIU HOT0 3aCTOCYBAHHS € a0COTIOTHO HEOOXiTHUM.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

Brnus npenapaty ME3UM® KATICYJIU Ha 3[aTHICTL KepyBaTH TPAHCIIOPTHUMH 3acobamMu abo
IIpalioBaTy 3 iHIMKUMY MeXaHi3MaMu BiiCcyTHil ab0 He3HAUHU.

Cnoci6 3acmocyeaHHss ma do3u.

Crocib 3aCcTOCYyBaHHS

[lo3yBaHHS IIpenapaTy BU3HA4YalOTh IHAUBIOyaIbHO [AJI KOXKHOIO ITallieHTa 3a/IeXKHO Bifl CTyneHs
NIOpYIIeHHs TPaBJIeHHS Ta CKyamy 1xki. [I11s iHguBigyanbHOTo min6opy m03u iCHYE iBa BUOYU NO3yBaHHS
npenapaty - ME3UM® KATICYJIM 10000 Ta ME3UM® KAIICYJIY 25000.



Karmncynu ciif KoBTaTH UiTMMHY, 3allMBal0Ouy BEJIMKOIO KilbKIiCTIO piguHu, 6akaHO Iif Yac BXKHUBaHHSI
iXi, OCKiIbKM e(heKTUBHICTh JTiKapchkoro 3acoby ME3UM® KATICYJIM Moxe 3MeHIIyBaTUCS [IPH
PO3XKO0ByBaHHi, a (hepMeHTH, II0 MiCTATLCS B IIpenapari, IpX BUBLILHEHH] B POTOBiM TOPOXHUHI
MOXKYTb IOIIKOMXKYBATH il CITM30BY 000JIOHKY .

[l51s moseriieHHs 3aCTOCYBaHHSA (HaIpUKIIan OiTSM, allieHTaM JIITHBOTO BiKYy) TBepAl KallCyJId TaK0XK
MOXKHa PO3KPUTH i IPOKOBTHYTH JIUIIE 1X BMICT, 3allMBal0OUM HEBEJIUKOIO KilIbKIiCTIO PiOUHU.

ﬂ03yBaHHﬂ

o3y moTpibHOo mimbupaTu iHAKWBiITyaIbHO, BIOIOBIAHO 0 TAXKKOCTI MIOPYIIEHHS TPABIEHHS Ta
KiJIbKOCTIi KUpiB, 110 BXOASATH 0O CKIamy iki. PekoMeHmoBaHa 403a Ha MIPUUOM 1XKi: 2 - 4 Kancynu
npenapary ME3UM® KATICVJIH 10000 (igmosimae 20000 - 40000 Ol €® nina3u) a6o 1 Kalcysa
npenapaTy ME3UM® KATICYJIU 25000 (Bigmosigae 25000 Ol €® ninasu). 3a3Buyai
PEKOMeHI0BaHOoI0 003010 € mo3a ninasu 20000 - 50000 O] €® Ha nmpuiioM iXi, ane 3amexkKHO Bif BUTY
ki, a TAKOXK Biff CTyIeHs TSXKKOCTI PO3JIaiiB TPaBJIEHHS H03a IIpenapaTy Moxe 6yTu GibIioro.

He cnip nepesuiyBaTtu mopeHHy 103y ¢hepMeHTiB, 10 ctaHoBuTh 15000 - 20000 O mina3u Ha
Kijorpam MacH Tina.

He cnipg nepeputyBatu 103y GpepMeHTiB, HeOOXimHY OJ/Is1 HOCTATHHOTO BCMOKTYBaHHS JKHUPIB, 3
ypaxyBaHHSM KiJIbKOCTi Ta CKJIafly iki, 0cO6/IMBO y MAIliEHTIB 3 MyKOBiCLIXO030M.

30inblIeHHS 03U MOTPIOHO IPOBOMUTH TiMbKYU Iifl HATIAIOM JIiKaps.

TprBamicTh 3aCTOCYBaHHSA

Kypc nmikyBaHHs nikapchkuM 3aco6om ME3VM® KATICYJIM Bu3Ha4ae Jlikap 3a1exKHO Bifl XapaKTepy
Ta nepediry 3aXxBOpPIOBaHHS.

Himu.

Jlikapcekuii 3aci6 ME3UM® KATICYJIM 3aCTOCOBYIOTH [Jisl TiKyBaHHA fiTei. [Jo3yBaHHA Ta
TPUBAJIICTH JIIKyBaHHSA BA3HAYAE JIiKap.

Ilepedo3yeanHsi.

3acTocyBaHHS [yXKe BUCOKHUX 003 (pepMEHTIB MiAIUIYHKOBOI 3a71031, 30KpeMa y IallieHTiB 3
MYKOBICLII030M, MOXK€E CYIIPOBOMKYBATUCS TiEPYPUKOIYPI€I0 Ta rinepypuKeMiero.

ITo6iuni peakuii.
II71s OLiHKY YaCTOTU BUHUKHEHHS MOOIYHUX peakIlili BUKOPHUCTOBYIOTh TaKy Knacudikaiiito: myxe
yacTo: = 1/10; gacto: = 1/100 - < 1/10; iromi: = 1/1000 - < 1/100; pigko: = 1/10000 - < 1/1000;

ayxe pigko: < 1/10000, HeBimoMO (He MOXKHa BU3HQYUTHU 3a HasIBHUMU JaHUMM).

Po3nadu 3 60Ky mpasHoz20 mpakmy.



Iyxke pigko: 0inb y KUBOTI, HYAOTa, Aiapes, IUCKOMMOPT Y KUBOTI, O/1I0BaHHSA. Y XBOPUX Ha
MYKOBICIII03 IIPU 3aCTOCYBaHHI BUCOKUX [03 MOPOIIKY 3 HiANITYHKOBUX 32103 MOXKYTh
YTBOPIOBATUCS 3BYKEHHS B i/leolieKasbHil OiNsAHII Ta y BUCXigHIM YacTUHI 000M0BOI KUK,

Posnadu 3 60Ky ceuocmamesoi cucmemu.

HeBimomo: y XBOpHX Ha MYKOBICIIUI03 MOXKJIMBE, 0COOIMBO IIPYU 3aCTOCYBaHHI BUCOKUX 103 IIOPOIIKY
3 IiALIITYHKOBUX 3aJ103, MMifIBUILIEHE BUOINIEHHS Ce4Y0BOI KUCIIOTH i3 ceuelo, TOMY [iJi YHUKHEHHS
YTBOPEHHSI CEYOKUCIINX KOHKPEMEHTIB ¥ TaKUX XBOPHUX CJIiJ KOHTPOJIIOBATH ii BMICT y ceui.

Po3aadu 3 60Ky iMyHHOI cucmemu.

Ilye pigKo: anepriyHi peakiii HeraHOTO TUMY (TakKi SK IIKipHE BUCUIIAHHS, KPOIUB'THKA, YXaHHS,
CIb030TeYa, OPOHXOCIa3M, JUCIHOE), peakilil rinmep4yyTIUBOCTI 3 JIOKAJIi3alli€l0 y IITyHKOBO-
KUIITKOBOMY TPAKTI.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii.
[ToBimoMneHHs PO Migo3pioBaHi mobiyHi peakii micis peectpatii mikapcbkoro 3acoby BigirpaimoThb
BaXXJ/IMBY poJib. Lle mae 3Mory mpogoBXKyBaTH CIIOCTEPEXKEHHS 3a CIIBBIAHOIIIEHHAM KOPHUCTI Ta

PU3HKKY 3aCTOCYBAHHS JAHOT0 JIIKApChKOTO 3aco0y. [TpalliBHUKY ramy3i 0XOPOHU 3M0POB’ST MOBHHHI
IOBiIOMIATH PO OyAb-5IKi Migo3pioBaHi Mo0iyHi peaxiiii.

TepMin nmpuaaTHOCTI.
2 poku. Ilicnst mepuIoro BigKpUTTS 6aHKY - 6 MiCSIIiB.

He 3acTocoByBaTu npenapart Iicjisl 3aKiHYeHHS TePMiHY IIPUAATHOCTI, 3a3HA4YEHOr0 Ha yIIaKOBII.

YMoBH 30epiraHHs.
306epiratu npu TemnepaTypi He Buiie 25 °C.

Jlikapcbkuit 3aci6 36epiratu B HeIOCTYITHOMY IS OiT€H MicCIi.

YnakoBka.

Bauka mominpornineHosa, 1mo MictTuth 20 abo 50 TBepAUX KAICyJl Ta CUIiKaresb K OCyIIyBay; mo 1
IIOJIIMPOIiNeHOBiM G6aHIli Y KapTOHHIN KOpOOIIi.

Kareropis Bigmycky.

bes penernra.



BupoOHUK.

BEPJIIH-XEMI AT

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls IpoBaIXKeHHs HOro Iis/IbHOCTI.

I'minikep Ber 125, 12489 bepnin, HimeyunHa.

3asIBHHK.

Menapini [HTepHemonan Onepeiimronc Jliokcembypr C.A.

Micue3HaxoaKeHHsI 3asiBHHKA.

1, ABento me na Iap, JI-1611 JTrokceMOypr, JIltokceMOypr.



