3ATBEPIKEHO
Haka3 MinicTepcTBa 0XOpOHH
310pOB’sl YKpainu
08.11.2017 Ne 1389
PeecTpaniiini nocBigueHHs
Ne UA/6763/01/01
Ne UA/6763/01/02

3MIHU BHECEHO
Haxa3 MinicrepcTBa 0XopoHHn
310pOB’s1 YKpaiHu
25.02.2020 Ne 527

IHCTPYKIIA
JJIS MEIUYHOI0 32CTOCYBAHHA JIKapPCHhKOIo 3ac00y

ME3UM® KAIICYJIH 10000 / ME3UM® KATICY.JIX 25000
(MEZYM® CAPSULES 10000 / MEZYM® CAPSULES 25000)

Cknao:

0fl0ua pewosuHa: TOPOILOK 3 MANUTYHKOBHX 3aJ103 (CBUHEIH);

ME3MM® KAIICYJIM 10000: 1 kamcyna TBepAa MiCTHTH MOPONIKY 3 ITiILTYHKOBHX 3a7103 (CBHHEH)
153,5 (98,3 —178,6) mr, mo Mae MiHIMaibHY JinoaiTH4Hy akTuBHiCTHE 10000 OJ €P (oxuHwMIII
€Bporneiicbkoi ¢dapmakoriei), MiHIMaIbHY aMinoniTU4YHy akTtuBHICTH 9000 Ol €®, MiHiMaIbHY
poTeoNiTuYHy akTUBHICTE S00 O] €D;

ME3UM® KATICYJIM 25000: 1 kancyna TBepaa MiCTHTh MOPONIKY 3 MifULTYHKOBUX 3a103 (CBHHEN)
356,1 (245,6 — 446,6) mr, 110 Mae MiHIMaIbHY JinOMITHYHY akTUBHICTH 25000 OJ] €D, miHiMaIbHY
aMiToNMTHUHY akTUBHICTH 22500 O/ €, MiHIMalIbHY NPOTEOTITHYHY aKTUBHICTH 1250 OJ] €D;
OONOMINCHI  peyosunu: TIENI0JNI03a MIKPOKPUCTAIidHa, HATPII0 KPOCKapMeENno3a, pPHUIIMHOBA OJIis
riipaToBaHa, KPEeMHIIO JIOKCHJI KOJOiJHMNA O€3BOAHMH, MarHio cTreapar, COMOJIMep METaKpUIOBOi
kucinotu 1 erakpwiary (1:1) mucmepcis 30 %, Tanbk, TPUETWILNUTPAT, >KEJIATUH, TUTAHY J1OKCH]
(E 171), xinoninoBwuii xoBtuii (E 104), inguroxkapmin (E 132), 3amiza okcun xoBtuit (E 172), 3amiza
okcun uepBoHuit (E 172), cumeruxony emynbcis 30 % cyxa maca (110 CKIIAQJAETHCS 13 CHMETHUKOHY,
MOJIIETUJICHITIIKOII0  cOpOiTaHy TpUCTeapaTy, METWIILEII0NIO3H, IOJMIeTHIECHITIIKOII0 —CcTeapary,
TUMETUJICWIOKCAaHy 3 TiJPOKCHUJILOBAaHMMH KIHIIEBUMHU TpylaMHd, MOHO- Ta JAUTJILIEPHUIIB,
MOJIIETUJICHTJTIKOII0, KCAaHTAaHOBOT Kamelll, TPUTJiepuaiB, kuciotu Oenszoinoi (E 210), rminepuny,
HATPIiIO0 XJOPUIY, OKTaMETHJIIHMKIOTETPACHUIIOKCAHYy, KUCIOTH COPOIHOBOi, KHCJIOTH CIp4YaHOi, BOIU
OYMIIICHOT).

Jlikapcbka ¢gopma. Kancynu TBepi 3 KHIIKOBOPO3UMHHUMHU MiHi-Ta0JIeTKaMH.

OcHo8HI Pi3uK0o-XiMIUHI 61ACMUBOCTI:

ME3UM® KAIICYJIM 10000: TBepai kamcyam po3Mmipy 2 3 HeNpo30poI0 JKOBTYBATO-3EEHOIO
KPHUIIKOIO Ta HEMPO30PUM CBITIO-OPAaHKEBUM KOPIYCOM, IO MICTSTh CBITJIO-KOPUYHEBI OJIUCKYYl
TOMOT€HHI MiHi-Ta0JIETKH.

ME3UM® KATICYJIA 25000: TBepai kamcynm posmipy O, TOMOBXKEHi, 3 HEPO30POIO JKOBTYBATO-
3€JICHOI0 KPHUIIKOI0 Ta HEMpPO30pHM CBITJIO-OPAHKEBHUM KOPITYCOM, IO MICTATh CBITIO-KOPUYHEBI
OJIMCKY4l TOMOT€HHI MiHI-TaOJIETKH.

dapMmakoTepaneBTUYHA rpyna.
3aco0wu, 110 MOKPAIIyIOTh TpaBJIeHHs, BKItoYaoun GpepmeHTH. [lomidepmenTHI npenapaTu.
Kox ATX A09A A02.



Dapmakonoziuni eracmusocmi.

Dapmarxoounamixa.

Jliro4uoro peuoBHHOIO Jikapchkoro 3aco6y ME3UM® KAIICYJIU € mopomok 3 MifuuIyHKOBUX 327103
(cBuHeit), mo Oepe ydacTh y MpoIleCci PO3IICTUICHHS KUPIB, OUIKIB 1 BYTJIEBOIIB Y TPAaBHOMY TPAKTI.
AKTHBHICTB Tpenapary TOJIOBHUM YMHOM BU3HAYAETHCA (PEPMEHTHOIO aKTHUBHICTIO JIMA3W, a TAKOX
BMICTOM TpPHUIICUHY, TOJI SK aMIJOJITHYHA AaKTHUBHICTh Ma€ 3HA4YEHHS TUIBKM TIpHU Teparii
MYKOBICIIU/I03Y.

Dapmaxoxinemuka.

MiHi-Ta0JeTK BUBUILHSIOTHCS 3 PO3YMHHUX KAICYyI 1€ y IUTYHKY, 1€ PIBHOMIPHO MEPEMIITYIOThCS 3
Xap4OBUMH Macamu. Y HUTYHKY 00OJOHKa MiHI-TabNEeTOK, CTilKa J0 Aii HITyHKOBOTO COKY, 3aXHUIIA€E
YyTJIUBI JI0 KHCJIOTH (EPMEHTH BiJ I1HAKTHUBAIll XJIOPHUCTOBOJIHEBOI KHCIOTON. Jlumie micis
JOCSTHEHHS HEHTpanbHOro abo CiIa0KOMYKHOTO CEpelOBHINA Yy TOHKIM Kummi QepMeHTH
BUBLIBHSFOTBCS TTICIIST PO3UYUHEHHST 000JIOHKU. Y 3B’SI3KY 3 THM, 1[0 TOPOIIOK 3 IMiIILTYHKOBUX 3aJI03
HE BCMOKTYETHCS y TPABHOMY TPaKTi, BIIOMOCTI HIOM0 WOTO (hapMaKOKIHETHKH Ta 0i0JOCTYIHOCTI
BiJICYTHI.

EdekTHicTh MOPOMIKY 3 MANUTYHKOBUX 327103 BHU3HAYAETHCS CTYMEHEM 1 IIBUJKICTIO BHBUIbHEHHS
(dhepMeHTIB 3 JIIKapChKOi (hopmu.

KuiniuHi xapakTepucTuKH.

Iloka3zanns.

[TopymieHHs eK30KpUHHOI (YHKIT MiJIUTYHKOBOI 3aJ03H, IO CYHIPOBOKYIOTHCS TMOPYIICHHSIM
TpaBJICHHS.

IIpomunokazanns.
— [IligBuIimeHa 9yTIHMBICTH JO JiI0Y0i PEYOBHHHU, M’sica CBUHEH (ajepris Ha CBUHUHY) a0 0
OyIb-sIKO1 3 TONOMI)KHUX PEYOBHUH JIIKAPCHKOTO 3ac00Yy.
— TocTpuit naHkpeatut abo XpOHIYHMI MaHKpPEaTUT y cTajii 3aroctpenHs. [Ipore, sKio pos3naau
TpaBJIeHHA 30epiratoThes, eMi30AMYHUN MPUIOM IpenapaTy € JAOLUIBHUM y (a3l 3aTyXaro4yoro
3arocTpeHHs MPU PO3IIUPEHHI JIETH.

B3aecmooia 3 inwmumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMO0Il.

Doniesa xucnoma.

[Ipu 3acTocyBaHHI NpenapaTiB, 110 MICTATH MOPOILIOK 3 MIALUTYHKOBUX 3aJ103, MOXKE€ 3MEHIIYBAaTHUCA
BCMOKTYBaHHs (p0J11€BOT KMCIIOTH, 1110 MOXKe NMOTpeOyBaTH JOAATKOBOTO ii HA/IXOPKEHHS B OpraHi3M.
Axapbosa, mienimoa.

I{ykpo3HIKyBajibHA /i MEepOpaIbHUX MPOTUAIA0ETUYHHUX MpenapaTiB akapOo3u Ta MITTITOIY MOXKe
3MEHITyBaTHCS TIPH OJHOYACHOMY 3acTocyBanHi npermapaty ME3UM® KATICYJIN.

Ocobnueocmi 3acmocysanns.

HenpoxigHicTh KHUIIEUHUKA € BIJOMUM YCKJIQIHEHHSM Yy MAI€HTIB 3 MYKOBICIUI030M, TOMY B pasi
HassBHOCTI CHMIITOMIB, TOJIOHUX 1O CHUMIITOMIB KHIIKOBOi HEMPOXIAHOCTI, CIIiJI BPaxOBYBaTH
MO>KJIMBICTh YTBOPEHHS KUIIKOBUX CTPUKTYp (IUB. Takoxk po3nun «[lo6iuHi peakuii»). Y pasi nmosBu
HE3BUYHOTO a0JIOMIHAJIBHOTO AUCKOM@OPTY abo 3MiH CHMIITOMAaTHKM SK 3am0oO0DKHUI 3axin
PEKOMEHAYEThCS IPOUTH 0OCTEKEHHS 3 METOI0 BUKJIIOUEHHS YPaXKeHHs KUIIEYHHMKA, OCOOIMBO SIKILO
nariexHT 3acTocoBye 103y noHaa 10000 O/ €& nina3u Ha KiJlorpaM Macu Tijia Ha 100Y.

ME3UM® KAIICYJIU MicTuTh akTUBHI (epMEHTH, IO TP BUBINGHEHHI B POTOBill MOPOKHMHI,
HaNpUKIad, NpPU POIKOBYBAHHI, MOXYTh MOIIKOKYBATH ii CIM30BY OOOJOHKY 3 YTBOPEHHSAM
BHUPa30K, TOMY KarCyJH CIiJ] KOBTaTH LIJTUMH.

3acmocyeanna y nepioo eéazimuocmi abo 200y8anHs 2pyoor.

JlocTaTHIX JIaHMX MPO 3aCTOCYBaHHs Hikapchkoro 3acody ME3MM® KAIICYJIU BariTHUMH KiHKaMH
HeMmae. ICHye HemocTaTHA KUIBKICTh JaHWX BIIHOCHO BIUIMBY Ha BariTHICTh, PO3BUTOK
eMOpioHa/mioa, MOJI0rH ab0 MOCTHATANBHUM PO3BUTOK, SKi OylM OTpHUMaHI B €KCIEPUMEHTaxX Ha
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TBApUHAX, TOMY HOTEHIIMHMI PU3KK IS JTIOAMHK HeBigoMuit. Y 3B°a3Ky 3 nuM npenapat ME3UM®
KATICYJIN we cnix nmpuiiMaTH i 9ac BariTHOCTI Ta JIAKTaIlil, 332 BAHATKOM THUX BHITQJIKiB, KOJU HOTO
3aCTOCYBaHHS € a0CONFOTHO HEOOX1THUM.

30amuicmb ennueamu Ha WIGUOKICMb peakuii npu KepyeanHi aGmMOMPAHCHOPMOM ad0 THWUMU
MexaHizmamu.

Brus npenapaty ME3UM® KATICVYJIU Ha 31aTHICTH KepyBaTH TPAaHCIOPTHHUMH 3aco0amMu abo
MpAIIOBaTH 3 IHITMMHU MEXaHI3MaMH BIJICYTHIM a00 HE3HAUYHUIA.

Cnocio 3acmocysannus ma 003u.

Crocib 3acTocyBaHHS

Jlo3yBaHHS TpenapaTy BU3HAYAIOTh IHAMBIAYAIbHO AJIs KOXKHOTO MAlliEHTa 3aJ€KHO BiJ CTYIEHS
MOPYUICHHS TPABJICHHS Ta CKiaay Dki. st iHauBiAyansHOro migdopy 1034 iCHYE /1Ba BUIH JT03yBaHHS
npenapaty — ME3UM® KATICYJIM 10000 Ta ME3UM® KATICYJIX 25000.

Karmcynu ¢ KOBTaTH MIJTUMH, 3aITMBAIOYHM BEJIIMKOK KUTHKICTIO PIAMHU, OaKaHO IMiJ 9ac BXXKUBAHHSI
ki, OCKiBKM edeKTUBHICTS niKapchkoro 3acoby ME3UM® KAIICYJIU moxe 3MEHIIyBaTHCA IIPH
PO3KOBYBaHHI, a ()epMEHTH, IO MICTATHCS B Iperapari, MpH BUBUIBHEHHI B POTOBIH MOPOKHHUHI
MOKYTh IMOIIKOKYBATH 1i CTU30BY 0O0JIOHKY.

JI7ist TIOJIerIeHHs 3aCTOCYBaHHs (HAIIPUKJIIA JITSM, TAalli€HTaM JIITHBOTO BiKY) TBEp/Ii KAIlCyIH TaKOXK
MO>KHA PO3KPHUTHU 1 IPOKOBTHYTH JIMIIIE X BMICT, 3alIMBAIOYX HEBEIUKOIO KITBKICTIO P1AUHU.
Jlo3yBaHHs

Jlo3y moTpiOHO migOupaTH I1HAMWBIAYyaJlbHO, BIAMOBIIHO [0 TSDKKOCTI MOPYIIEHHS TpPaBICHHS Ta
KUTBKOCTI JKUPIB, IO BXOIATh 0 CKJIaxy DKi. PekomeHmoBaHa 703a Ha mpuiioMm iki: 2 — 4 Karcyiau
npenapaty ME3UM® KATICYJIU 10000 (Bimmoinae 20000 — 40000 OJ €® ninasu) abo 1 kancyna
npenapary ME3MM® KAIICYJIM 25000 (Bimmomimae 25000 OJI €® nimasu). 3a3Buuaif
PEKOMEHI0BaHOI0 /103010 € a03a jJinazu 20000 — 50000 O] €D na npuitom ki, aje 3alIexHO BiJl BUTY
K1, @ TAKOX BIJ] CTYINEHs TSDKKOCTI pO3JIaJiB TPABIEHHS /1032 IIpernapary Moxke OyTH OLIBIIO0.

He cnig mepeBuiryBatu IoAeHHY 103y (GepMeHTiB, mo craHoBuTh 15000 — 20000 O/l nima3u Ha
KUJIOTpaM MacH Tijia.

He cnig nepeBuiryBati 103y (hepMEHTIB, HEOOXIJTHY Ul JOCTaTHROTO BCMOKTYBAaHHS JKUPIB, 3
ypaxyBaHHSIM KUIBKOCTI Ta CKJIaJly 1’1, 0COOJMBO Yy MAIIEHTIB 3 MYKOBICLIUIO30M.

301IbIIEHHS 103U NOTPIOHO MPOBOAUTH TIJBKH IT1J] HAJISIOM JIiKapsl.

TpuBaicTh 3aCTOCYBaHHS

Kypc nikyBauss mikapcbkum 3aco6om ME3UM® KATICYJIM susHauace Tikap 3aj1€XHO Bill XapakTepy
Ta nepediry 3aXBOPIOBaHHSL.

Mimu.
Jlikapcekuit 3aci6 ME3UM® KAIICYJIM 3acTocoByrOTh Ais JiKyBaHHs fiTeil. Jlo3yBaHHS Ta
TPUBANICTD JIKYBaHHS BU3HAYa€ JiKap.

Ilepeoo3ysanns.
3acTocyBaHHS JyXe BHCOKHX J03 ()epMEHTIB MiJIUIYHKOBOI 3aJ03M, 30KpeMa Yy Talli€HTIB 3
MYKOBICITH/I030M, MOX€E CYIIPOBOIKYBATHCS TIIEPYPUKO3YPIEIO Ta TIEPYPUKEMIELO.

Ilo6iuni peakuyii.

JUnst OLIHKM YacTOTH BHUHHMKHEHHS MOOIYHUX peakiiii BUKOPUCTOBYIOTH TaKy Kiacu(iKaliio: JIyxKe
gacto: > 1/10; wacto: > 1/100 — < 1/10; iroxi: > 1/1000 — < 1/100; pigko: > 1/10000 — < 1/1000; xyxe
piako: < 1/10000, HeBimomo (He MOXKHA BU3HAYUTHU 332 HASBHUMU JAHUMH).

Posznaou 3 boky mpasnozo mpaxkmy.

Jly)xe pinko: OUTb y KHBOTI, HyHOTa, Jiapesi, AUCKOM(OPT y XUBOTI, OMOBaHHSA. Y XBOpPHUX Ha
MYKOBICIIH/IO3 TPHU 3aCTOCYBaHHI BHCOKHX JI03 TIOPOIIKY 3 IJIUIYHKOBHX 3aJI03 MOXYTh
YTBOPIOBATUCS 3BY)KEHHS B JICOLEKANbHIN AUISHIN Ta Y BUCX1IHIM YacTUHI 00010BOT KUILIKH.

Po3znaou 3 boxy cevocmamesoi cucmemu.



HeBinomo: y XBOpHX Ha MyKOBICLIIHJI03 MOXIIUBE, OCOOJIIMBO MPHU 3aCTOCYBaHHI BUCOKHUX /103 TOPOIIKY
3 MIJNUTYHKOBHX 3aJ103, IMIJBHUINCHE BUAUICHHS CEYOBOI KHCIIOTH 13 CEUel0, TOMY ISl YHUKHCHHS
YTBOPEHHS CEYOKHCINX KOHKPEMEHTIB Y TAKUX XBOPHX CIIiJ] KOHTPOJIIOBATH ii BMICT Y ceui.

Posznaou 3 6oky imynnoi cucmemu.

Jly>xe pinKo: anepriufi peakuii HeraiHoro TUMy (Taki SK IIKipHE BUCUIIAHHS, KPOIUB’ SIHKA, YXAHHS,
CIIb030TEYa, OpPOHXOCIA3M, AWUCIHOE), PEaKilil TiMepYyTIMBOCTI 3 JIOKANI3ali€l0 Yy ILIyHKOBO-
KHUIIKOBOMY TPaKTi.

Tlogioomnenns npo niodo3proeani nooiuni peaxyii.

[ToBimomIIeHHST PO TiA03prOBaHi MOOIYHI peakilii Mmicas peecTpariii JIKapchKOoro 3aco0y BiIirparoTh
BYXIUBY pOJib. Lle 1ae 3MOTy IPOOBKYBATH CIIOCTEPESIKEHHS 32 CITIBBIIHOIIEHHSM KOPHCTI Ta PU3UKY
3aCTOCYBaHHS JJAHOTO JIIKapchbkoro 3acoOy. [lpamiBHMKM Taiy3i OXOpPOHM 3JI0pOB’S TOBHHHI
MOBITOMJISITH TIPO OY/b-SIKi Mi103pIOBaH1 MOOIYHI peaKiii.

Tepmin npuaaTHoCTi.
2 poxku. Ilicns mepmioro BiAKpUTTS OaHKK — 6 MiCSIIIiB.
He 3acrocoByBatu npenapat micisl 3aKiH4eHHS TEPMiHYy NMPUIATHOCTI, 3a3HAYCHOTO Ha YIMAKOBIII.

YmoBu 30epiranns.
30epiratu mpu Temreparypi He Bumie 25 °C.
Jlikapcpkuii 3aci6 30epiraT B HEIOCTYITHOMY JJISl NITEH MiCITi.

YnakoBka.
banka nominponinenosa, mo MictuTh 20 ab6o 50 TBepAMX Kallcys Ta CHIIKareib SK OCylryBay; 1o 1

MOJIIIIPOITJICHOBIN OaHIIi Y KapTOHHINA KOPOOII.

Kareropis Binnmycky.
bes peuenra.

Bupoonuk.
BEPJIIH-XEMI AT

Micue3HaxoaxeHHsl BAPOOHHMKA Ta ajipeca MicUsi NPOBA/ZKeHH HOro AifIbHOCTI.
I'nminikep Ber 125, 12489 bepinin, Himeuuuna.

3asiBHUK.
Memnapini [atepaemonan Onepeitmonc Jlrokcemoypr C.A.

Micue3HaxoaKeHHs 3asiBHUKA.
1, ABento ne na 'ap, JI-1611 JlrokcemOypr, JlrokcemOypr.

JdaTa ocTaHHBOIO Neperasmy.



