IHCTPYKIIA
AJI MeIMYHOI'0 3aCTOCYBAaHHA Npenapary

MIJIOKAJIM
(MYDOCALM)

Cknao:

Oitoua pe4ouHa: TOIMEPU3OHY TiIPOXIOPH/I;

1 TabneTka, BKpUTa IU1IBKOBOIO 000JIOHKO0, MICTUTh 50 Mr abo 150 Mr Tonmepu3oHy ripoXIopuiy;
OONOMINCHI pEHOBUHU.

A0po; KACJIOTa TUMOHHA, MOHOT1paT; KPEMHIIO 11I0KCHI KOJIOINHUI 0€3BOIHUIL; KMCIIOTA CTEapUHOBA; TAJIbK;
IEITF0JI03a MIKPOKPHUCTAIIYHA; KPOXMaJTh KyKypYI3STHUH; JJAKT03a MOHOT1IpaT;

000]10HKA: KPEMHIIO TIOKCUA KoJoinuuit 6e3Boauuit; Tutany piokcun (E 171); makTo3a MOHOTIApAT; MAaKpOTOJ
6000; rimpomernosa.

Jlikapcbka ¢gopma. TabneTku, BKPUTI IJ1IBKOBOIO 000JIOHKOIO.

dapMmakoTepaneBTHYHA rpyna. MiopenakcaHTy 3 HEHTPATLHUM MEXaHI3MOM Jii.
Koxg ATC M03B X04.

KuiniuHi XapakTepucTHKH.
Ilokazanns.
CumnromMaTh4He JIKyBaHHS M'SI30BOTO CIIa3My Y IOPOCIHX MiCIs IEPEHECEHOT0 1HCYIbTY.

IIpomunokasauna.

'] TI'imep4yTiMBICTH 10 1104YO01 peHOBUHU a00 MOJIOHOTO 3 HEIO 33 XIMIYHUM CKJIaJI0M €Nepu30Hy, ado 10 Oy/Ib-
SKOI 3 JONOMDKHHUX PEUOBHH.

'] MiacTeHis rpasic.

"1 Ilepion roxyBaHHS TPYIIIO.

Cnoci6 3acmocyeannsa ma 003u.

[Ipenapat ciig npuitmMaTy micis inu, 3anuBatoun 1 CKISTHKOI Boau. HemoctaTHiil mpuiioM iK1 MOXKE 3HUZHTH
0107J0CTyIHICTH TOJIEPU3OHY .

Jlopocni: 3aneXHO BiJ IHAWBIAyaIbHOI MOTpedH i mepenocumocTi o 150-450 mr Ha 100y 3a 3 mpuitoMu.
THayieumu 3 nopywenHamu yHKyiti HUpoOK

JocBin 3acTocyBaHHS MpenapaTy NalieHTaM 3 YpakeHHSIM HUPOK OOMEXEHHH, y TAKMX XBOPUX BlJI3HAavYanacs
OLTbII BUCOKA YyacToTa HeOaxaHuX eeKkTiB. Y 3B'I3KY 3 IIUM MPU MOMIPHOMY YPaKeHHI HUPOK PEKOMEHIYEThCS
IHAUBIAYyaIbHE TUTPYBAHHS JO3H 3 PETEIbHUM CIIOCTEPEKEHHSIM 332 CTAHOM MAaIll€HTa 1 KOHTPOJIeM (PyHKIII{ HUPOK.
[Tpu TsDKKOMY ypaskeHHI HUPOK MTPU3HAYATH TOJIMEPU30H HE PEKOMEHYEThCS.

Tlayienmu 3 nopywennamu QyHkyit nevinKu

JlocBin 3acTOCyBaHHS MpemapaTy NalieHTaM 3 YpasKeHHSIM MIeUiHKH 0OMEKEeHUH, Y TAaKUX XBOPUX BiA3HAUaIacs
OUTBIII BUCOKA YaCTOTa HEOAKAHUX SBUII. Y 3B'SI3KY 3 IIUM MPHU TOMIPHOMY YPaKECHHI IMEUIHKH PEKOMEHIYEThCS
1HMBIyalbHE TUTPYBAHHS J103H 3 PETEIBHUM CIIOCTEPEKEHHIM 32 CTAHOM Talli€HTa 1 KOHTPOJIeM (QyHKIIi1
nevinku. [Ipu TSHKKOMY ypaskeHH1 EUiHKU MPU3HAYaTH TOJINEPU30H HE PEKOMEHTY€ThCS.

Ho6iuni peaxuii.

[Tpodine 6e3nexu TabIETOK, IO MICTATH TONMEPU30H, 3aCHOBAHUI Ha TaHUX CTOCOBI® OUTbIN HiXK 12000

MaIi€HTIB. Y BIAMOBIAHOCTI 3 IMMH JAHUMH HAaWOUTBII 9YacTO BUHUKAIH TaKi TOOIUHI peakKiii, SK MOPYIICHHS 3 OOKY
MIKIpY 1 MiJMKIPHOT KIIITKOBUHHU, CUCTEMHI OPYIICHHS, TOPYIIEHHs 3 00KY HEpBOBOI 1 TPAaBHOI CHCTEM.

3a JaHUMU OCTMApKETUHIOBOTO CIIOCTEPEXEeHH, Tpubian3Ho 50-60 % BumaakiB moOIYHUX peaKiii,

acolifloBaHUX 3 NPUHOMOM TOJIIEPU30HY, CTAHOBJIATH PeaKiii rinepuyTauBocTi. butbimicTs ux peakuiit Oynu
HECepHO3HUMU 1 MPOXOAMIIN caMOCTiiHO. Peakuii rinepuyTauBOCTi, 110 CTAHOBUJIN 3arpo3y Ul KUTTSI, BAHUKAIIN

B IIOOIMHOKHX BHIAJIKaX.



[To6iuHi peakiii HaBeIeH1 3a KJlJacaMH CHCTEM OPTaHiB, BIAMOBIAHO 10 MeIUYHOTO CJIOBHHUKA PETYISTOPHOI
nismeHOCTIMedDRA, 3 Bukopuctanusm Bu3zHaueHb yactotu MedDRA: neuacto (> 1/1000, < 1/100), pigko
(= 1/10000, <1/1000), myxe piako (<1/10000), HeBiZOMOT YacTOTH (HE MOXHA OI[IHUTH 32 HASBHUMH JAHUMH).

Kiacu cucrem opranis Heuacto Pinxo Jyxe pigko
(=1/1 000, <1 (=1/10 000, <1/1 000) (<1/10 000)
/100)
[TopyurenHs 3 60Ky AHeMis
CHUCTEMH KpOBI Ta Jlimpanenonaris
TiM(paTUIHOT CUCTEMH
[Topymienns 3 60Ky Peaxuis rinepuymimBocTi | AHaiTaKTUYHHUHA 10K
IMYHHOI CUCTEMHU AHadinakTu4yHa peaxiis
[Topymenns xapuyBaHHsS | AHOpPEKCis [Tomiumcis
Ta OOMiHY pe4OBUH
[lcuxiuHi po3naau besconns 3HM)KEHHS aKTUBHOCTI CnnyTtaHicTh
ITopymienns cuy | Jlenpecis CBIJJOMOCTI
[Topyienns 3 60ky ['onoBHuii 61116 ITopymeHnHs yBaru
HEPBOBOI CUCTEMU 3anamopouenHs | Tpemop
ConnusicTh Cynomu
Iinectesis
[TapecTesist
Jletapris (migBuieHa
COHJIUBICTB)
[MopyuienHs 3 60Ky [Topymenns 30py
OprasiB 30py
[Topymienns 3 60Ky [IIym y Byxax
OpraHiB CIIyXy Ta Beprturo
piBHOBaru
[Topymenns 3 60Ky cepus Crenokapnuis Bbpanukapnis
Taxikapmis
[Tpuckopene cepueOUTTS
3HMKEHHS apTeplaJIbHOTO
THUCKY
Knacu cucrem opranis Heuacto Pinko Hyxe pigko
(=1/1 000, <1 (=1/10 000, <1/1 000) (<1/10 000)
/100)
[MopyuienHs 3 60Ky INnorownis [Nnepemis mkipu
CYJIMHHO1 CHCTEMM
[Topymienns 3 60Ky YTpynHeHHs TUXaHHS
JMXAJIBHOI CUCTEMH, HocoBa kpoBoTeua
OpraHiB rPyHOI KIIITKH 1 [IpuckopeHne auxaHHs
CEPENOCTIHHS




[TopyuienHus 3 60Ky Bimuytrs bomi B emiractpii
IUTYHKOBO-KHIITKOBOTO TCKOMGOPTY B 3amop
TPakKTy KHUBOTI Meteopuzm
Hiapes broBanus
CyxicTb can30Boi
000JIOHKHN
MOPO’KHUHU POTa
Jucrencis
Hynora
[Topymienns 3 6oky [TormkomKeHHS IEYIHKN
MIEYIHKHU Ta JIETKOTO CTYTICHS
YKOBUOBUBIJTHUX IUIAXIB
[TopyurenHs 3 60Ky Anepriuauii J1epMaTUT
IIKIpY Ta MiIIKIPHOT INineprigpos
KJIIITKOBUHU CBepOix
Kponus ’sHka
Bucun
[Topyuienus 3 60Ky M’sa30Ba BiguyTta auckomoopty B | OcreoneHis
KICTKOBO-M's130BOi c1abKiCTh KIHITIBKaX
CUCTEMH Ta CHIOTYYHOL Mianris
TKaHUHU Boii B kiHIIBKax
[Topymienns 3 60Ky Enypes
HUPOK 1 CEYOBUBITHUX [Iporeinypis
[UIAXIB
3aranbHi MOPYIIEHHS 1 AcTeHis BiguyTTs cn’ sHiHHSA BimuyTTst
YCKJIAJIHEHHS B MiCIi JuckombopT BiguyTta xapy TMCKOM(pOPTY B TPYIIX
BBEJICHHSA [TigBumena paTiBIuBiCcTh
CTOMJIIOBAHICTD Copara
JlaGopaTopHi MOKa3HUKHU 3HKeHHs aprepianbHoro | IligBuiieHHs
THCKY KOHIICHTpaIIii
[TinBuIIEHHS KOHIIEHTpAallil | KpeaTHHIHY B KPOBI1
Ou1ipyOiHy B KpOBI
3MiHa aKTUBHOCTI
MEYIHKOBUX ()EPMEHTIB
3HIKEHHS KITBKOCT1
TPOMOOIIUTIB
JletikonmnTo3

Ilepeoosysannas.

Hani oo nepeno3zyBannas MigokaiMoM ooMexkeHi. MilokaaM Ma€e MMPOKHA TepareBTUYHUN 1HIEKC. 3T1IHO 3
naHuMu, no3a 600 Mr, mpuifHITa BHYTPILITHBO, MOTJIa HE COPUYUHATH CUMIITOMIB iIHTOKCHKAITIT Y JITEH.
JpaTiBauBICTB CIIOCTEpIrajgacs B TUX BUIAIKAX, KOJIH AITSM aaBayid BHyTpimmHB0 300-600 Mr Ha 100y. Y X011
JOKJTIHIYHUX OCIIPKEHb TOCTPOi TOKCUYHOCTI BBEICHHS BUCOKUX J103 CIIPUYUHSIIO aTaKCil0, TOHIKO-KIOHIYH1
CYJIOMH, YTPYJHCHHS 1 3yIUHKY JTUXaHHS.

Jlist Tonmepu3oHy He icHye crenn(iyHOro aHTUAO0TY. Y pasi mepeao3yBaHHs PEKOMEHIY€EThCS CUMITOMAaTHYHE Ta
HIATPUMYIOYE JIKYBaHHS.

3acmocyesannsn 6 nepiod eazimmocmi ab6o 200y8anHHs zpyooio.
3a JaHUMU OCTIIKEHb HAa TBAPUHAX, TOJIEPU30H HE YNHUTH TEPATOIeHHOT .
3actrocyBaHHs npenapaT y | TpumecTpi BariTHOCTI MPOTUIIOKA3aHe.



3Bakal0uM Ha BiJICYTHICTb 3HAUYLIMX KJIIHIYHUX JaHUX 3aCTOCYBaHHS mpenapary, MifjokaiaM He clif
3aCTOCOBYBATH ITiJ] Yac BariTHOCTI (0co0uBO B | TprMecTpi), 32 BUHATKOM BUTIAIKIB, KOJIM OYIKyBaHa KOPUCTb
JUISL MaTepi MepeBUIy€e MOTSHIIHNI PU3HK VIS TUI0a/ TUTHHH.

OCKUTBKH HEBIZIOMO, Y IPOHHUKAE TOJIIEPH3OH B TPYIHE MOJIOKO, 3aCTOCYBaHHSI MiZOKaaMy B TI€pioJ] roTyBaHHS
TPYZJI0 TIPOTHITOKA3aHe.

Mimu.

besneka Ta eheKTUBHICTD TONMEPU3OHYIIS TS HE BUBUCHI.

Ocobaueocmi 3acmocy8anus.

Peaxyii zinepuymausocmi

Y MOCTMapKETHHTOBHUH TIEPi0JI TIPH 3aCTOCYBAaHHI TOJMEPU30HY HAMOIBII YaCcTO CIIOCTEpiranucs mooiuHi peakiii
rinepuyTaUBOCTI. IX BUpaXkeHiCTh Bapiloe Bijl TerKuUX MIKIPHUX PeaKiiil 10 TSHKKHX CUCTEMHMX PEaKIii,
BKJTIOYAI0UH aHa(UIaKTHYHIHA MIOK. CUMIITOMAaMHU peakiiii TinepyyTIIMBOCTI MOKYTh OyTH epHTEeMa, BUCHII,
KpOMHUB'STHKA, CBEpOikK, aHTIOHEBPOTUYHUI HAOPSIK, TaxiKapAis, FNOTeH31s abo 3aAUIIIKa.

VY 5KiHOK 3 TiNepYyTIMBICTIO 0 1HITNX MpenapaTiB ado alepriYyHuMU CTaHAMH B aHAMHE31 PU3UK peakIlii
rinep4YyTIAUBOCTI MIPH MPUIOMI TOITMIEPU3OHY OLTBII BUCOKHIA.

Heo0xiqHO peKoMeHIyBaTH Mali€eHTaM OyTH YBaXKHUMH JI0 CBOTO CTaHy JJIsl BUSBICHHS MOKJIIMBHX CUMIITOMIB
aneprii. [lamienTr moBUHHI OyTH iHPOPMOBaHI MPO TeE, 11O MPH MOSB1 CUMIITOMIB aleprii CITi MPUIMUHUTH TPUHOM
TOJIIEPU30HY 1 HEraiiHO 3BEPHYTHUCS 32 MEAMYHOIO JOIIOMOTOIO.

[Ticns enizony rinepuyTIUBOCTI 10 TOJINEPI30HY MOBTOPHO MPU3HAYATH IpenapaT He MOXKHa.

[TpemapaTt MiCTUTB TAKTO3H MOHOTIpaT. Y pasi HEMEPEHOCUMOCTI JTaKTO3H, AedinuTi 1akTa3u caamLapp lactase
deficiency a6o ManbaOcopOIIil TTIOKO3HU-TAIAKTO3U HE CITiJ] 3aCTOCOBYBATH L€l Tpernapar.

30amuicmb eniueamu Ha WEUOKICMb peaKyii npu KepyeanHi a6mompancnopmom aoo pooomi 3 iHuuMu
MexaHizmamu.

BpaxoByroun MOKJIMBICT PO3BUTKY TAaKUX CUMITOMIB, SK 3alIaMOPOUYEHHSI, COHJIMBICTh, IOPYILIEHHS yBary,
STICTICIS, HEUITKICTh, 30PY CJIiJT 3 00€PEKHICTIO 3aCTOCOBYBATH Tperapar Mpyu KepyBaHHI aBTOTPAHCIIOPTOM abo
poOOTi 3 IHIIUMU MEXaHI3MaMH.

B3aemodia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€MO0Ill.

dapmMaKOKiHETHYHI JTOCIIIPKEHHS JIIKapChKUX B3aEMOIIN 3 AekcTpoMeTopdanom, cyoctpatom CYP2D6,
IPOIEMOHCTPYBAJIH, 1110 OJTHOYACHE MPU3HAYECHHS TOJINEPHU30HY MiABHILY€E KOHLIEHTPAL] B IJ1a3Mi KpOBi
npernapariB, siKi mepeBakHO MeTa0oi3y0Thes uToxpoMoM CYP2D6, 30kpeMa KOHIIEHTpaIlii TIOpUAa3uHy,
TOJITEPOJIUHY, BEeHJIa(paKCHHY, aTOMOKCETHHY, A€3UIIPaMiHy, JeKCTpoMeTopdaHy, METOIIPOI0y, HeO1BOIOMY,
nepdeHa3uHy.

VY nocnikeHHIX in Vitro B MIKpOCOMax MEYiHKH 1 renaTouuTaxX JIOANHA 3HAUyIIOoTo 1Hr10yBaHHs a00 1HIyKIi
irmmx i3opepmentis CYP (CYP2B6, CYP2CS8, CYP2C9, CYP2C19, CYP1A2, CYP3A4) He BUSBIICHO.
OuikyeTbcs, 1110 MPH OJHOYACHOMY IpuiioMi 3 iHIMMHU cyOcTtparamu CYP2D6 ta/abo iHmmMMu npenapatamu
eKCTIO3HIIisl TOJMEPU30HY 3pocTaTh He Oyie, o 00yMOBIIEHO PI3HOMAHITHICTIO IIISXiB METa00Ii3My TOJIEPU3OHY.
[Tpu npuiioMi TOAMEPU30HY HaTIECEepLe HOTO 010/10CTYMHICTh 3HUXKY€ETHCS, TOMY NPH IPU3HAYSHHI IIpenapary
PEKOMEHIYETHCSI BPAXOBYBATH 3B'SI30K 3 MMPHIIOMOM TXKi.

Xoua TOJINEPU30H € IpenapaToM IeHTPaIbHOI Aii, HMOBIPHICTh PO3BUTKY CEAATUBHOTO eeKTy Inpu Horo
3aCTOCYBaHHI Maia. Y pa3i OJHOYACHOTO MPHU3HAYCHHS 3 IHIITMMH MiopeJlakCaHTaMU IICHTPAIBHOT JTii He0OXiTHO
PO3IIISIHYTH MUTAHHS PO 3HUKEHHS 103U TOJINEPHU30HY.

Tonmepu3oH NOTEHIIIIOE eeKTH Hi)IYMIHOBOI KUCIOTH, TOMY IIPYA OJJHOYACHOMY TPUHOMI 3 TOJIIEPH30HOM 103y
Hi(hTyMiHOBO# KUCIOTH, Tak camMo sk 1 iHmux HII3I, nominbHO 3MEeHIIHUTH.

dapmMakoJIOTivHi BJIACTHBOCTI.

Dapmaxoounamixa. ToONMEPU30H € MiOpeTaKCAaHTOM IEHTPATBHOI Jii. MexaHi3M il TONIMepu30Hy MOBHICTIO HE
3'siICOBaHUM.

BiH Bonojtie BHCOKOIO a(hiHHICTIO 1O HEPBOBOI TKAHUHM, JOCSITAIOYHN HAHOIIBIINX KOHIICHTPALil Y CTOBOYI
TOJIOBHOTO MO3KY, CIIMHHOMY MO3KY Ta Mepu(epuyHiii HEpBOBiii CHCTEMI.



Haii6inpn 3Hauynmm eheKToM TOINEepU30Hy € HOro ranbMiBHA il HA CTUHHOMO3KOBUH peIeKTOpHUHN IIISX.
VIMOBipHO, 1€l e(eKT CHiNBHO 3 iHriGyIOUOK0 i€r0 Ha CIIajHi MPOBiNHI MIIIXM 06YMOBIIIOE TEPAIEBTHUHY KOPHCT
TOJIIEPU3OHY .

XiMi4HA CTPYKTYpa TOJIMEPU3OHY CX0XKa 31 CTPYKTYPOIO JiToKaiHy. K 1 J1igoKaiH, BiH YHHUTH
MeMOpaHOCTa0LTI3yI0Uy AiI0 Ta 3HIKYE €JICKTPUYHY 30yATUBICT PYXOBUX HEMPOHIB 1 MEPBUHHUX ahepEeHTHUX
BOJIOKOH. TOJITEPU30H J10303AJICIKHO TATBMY€E aKTHBHICTH IMMOTSHITIAI-3aJIC)KHAX HATPIEBUX KaHAIIB. BiqmoBimaHO,
3HIKY€ETHCS aMIUTITY/a 1 YacToTa MOTEHINaTy Jii.

ByB noBenenmii mpurHivyBagbHUHN e(heKT Ha MOTEHIaA3aIeKHI KanbilieBi kanamu. [lepenbavaeTncest, mo Ha
JOJIATOK JI0 Oro MeMOpaHOCTa01Ti3y040i il TONMEPU30H MOXKE TaKOXK ralbMyBaTH BUKH]L MEA1aTOPY.

Ha nmoBepiieHHS 10 BCHOTO TOJIIEPU30H Ma€ JIEsiKi CIIA0KO BUPAXKEeHI BIACTUBOCTI anb(a-aipeHepriqHnX
AHTArOHICTIB 1 YUHUTH AHTUMYCKAPHHOBY JiI0.

Kniniuna egpexmuenicmeo i 6e3nexa

JloBeneHo epeKTUBHICTH TONMEPU3OHY B JTIKyBaHHI MSI30BOTO CIa3My MiCIIs IEPEHECEHOTO 1HCYbTY.

VY pansomizoBaHOMY TOJBITHOMY CITIITOMY TTaie00-KOHTPOILOBAHOMY JIOCIIIKEHHI, B TkoMy Opanu y4acts 120
MAI[IEHTIB 13 M SI30BUM CIIa3MOM IICHs 1HCYNBTY, MPH JIIKYBaHHI TOJIMEPHU3OHOM CIIOCTEPIranocs BUCOKO
JIOCTOBIPHE 3MEHILIEHHS CIACTUYHOCTI 32 LIKaJI0I0 ALIBOPTA, 10 OyJI0 OCHOBHUM LIIJILOBUM ITOKa3HUKOM.
BinmoBigHo A0 3aranbHOT OLIHKH e(DeKTHUBHOCTI JTiKaps i JOCTIAHUKIB, TOIMEPU30H MepeBepIyBaB mianedo (p
<0,001). CepenHe mominmeHHs 3a MKaJIOK AMIBoOpTa cTaHOBWIO 32 % y 3arajbHii MOMYJIAIil HAi€HTIB, SKHM
OyJi0 pu3HaueHo JiKyBaHHA (intention-to-treat, ITT), 1 42 % y niarpymi namieHTiB, sIKi OTPUMYBAJIU TOJINIEPU30H B
J1031 300-450 mr/mo0y. I1pu omiHIi MOKa3HUKIB (HYHKIIIOHAIEHUX TECTiB €(EKTUBHICTD TOJIEPU3OHY
Takox OyIa BUIIE, HIX €eKTUBHICTH T1aled0, OJHAK BIAMIHHOCTI Oy CTATUCTUYHO HE3HAUYIIIMH.

Y paHI0Mi30BaHOMY MOJBIHHOMY CITIIIOMY MTOPiBHSUTBHOMY JOCTIKEHHI, B SIKE YBIHIIIIO 48 TAIlieHTIB 3
YpaXXEHHSM T'OJIOBHOTO MO3KY, €(DeKTUBHICTb TOJIEPU3OHY 3a iHJeKcoM baprtens Oyia nopiBHsAHHA 3
edexTuBHICTIO OakinodeHy. Y Toif ke Jac TOJIMEePU30H TepeBepiryBaB OakinodeH y momimmeHHi 3a [1lkanoro
ouiHku MotopHoi ¢yHkuii PiBepmin (Rivermead Motor Assessment Scale, RMAS).

Jani mpo epeKTUBHICTh TOJNTEPU30HY NPH MiIBUIIICHOMY M’ S30BOMY TOHYCI y MAIli€HTIB i3 3aXBOPIOBAaHHIMHA
OIMOPHO-PYXOBOTO anaparty, BIAMIHHUMH BiJl M S30BOT0 CIIa3My MICIIs IHCYJIbTY, CyNepewInBi. Y IesKux
JOCIIJKCHHSX BiJI3HAYEHI IO3UTUBHI Pe3yJIbTaTH 32 IOKa3HUKAMH JESKHX TECTIiB, Y TOH Yac K B IHIINX
JIOCIIJDKEHHSX MepeBar TOJIMEPU30HY IPU TAKUX 3aXBOPIOBAHHAX HE BUSBIICHO.

[Tpodine 6e3nekn ToANepru30Hy 3aCHOBAaHNN Ha TaHWUX KIIIHIYHUX JOCIIKEHb 32 yYacTIO MAIIEHTIB 3
MBUIICHHSM M’ S30BOTO TOHYCY Pi3HOI €TI0JIOTIi, a TAKOK Ha IaHUX CIIOHTAHHUX TOB1IOMIIEHb IIPO HeOaxkaH1
peaxirii.

@apmarokinemuxa. Ilicns npuiioMy BcepeIuHy TOINEPU30H 100pe BCMOKTYETHCSI B TOHKOMY KHUIIEYHHKY.
MakcumarnbHa KOHIIEHTpALlis TipenapaTy B mia3Mi gocsraetbes uepes 0,5-1,5 rogunu micns npuitomy. Y 3B’ 3Ky 3i
3HAYHO BUPAXKEHUM MeTa00J113MOM IEPIIOro MPOXOIKEHHS 0100CTYITHICTh TOJINEPU3OHY CTAHOBUTH MPUOIU3HO
20 %. JXKupHa 1xa 30uTbIIYE 010A0CTYIMHICT TIPEIapaTy micisl mpuiioMy Bcepeauny npubiausao Ha 100 %, a
MaKCHUMaJIbHy KOHLIEHTpALiI0 B 11a3Mil | mpuOin3Ho Ha 45 % mopiBHSAHO 3 puiloMoM Hatiiecepue. Yac
JOCATHEHHSI MAKCHMaJIbHOT KOHIIEHTPAIIii TPH IbOMY 301IbIITY€ThCS TPUOIN3HO Ha 30 XBHIIMH.

Tonnepus3oH IHTEHCUBHO METa00MI3y€ThCs MIEYIHKOIO 1 HUPKaMHU.

[Ipenapat maiie MOBHICTIO BUBOAUTHCS HUpKamH (Oibine Hixk 99 %) y Burisiai MeTabomiTiB.

dapMakoIoriyHa akTUBHICTh METabO0MITIB HEBIIOMA.

[epion HamiBBUBEIEHHS TOJITIEPU3OHY iCIIs BHYTPIITHHOBEHHOTO BBEICHHS CTAHOBUTH OJIM3BKO 1,5
TOIMHU, MICJsl TPUHOMY BCepeanHy | | MpUOIU3HO 2,5 TOJUHH.

Jloxniniuni oawi 3 be3nexu

Ha miacraBi qaHuX JOKIIHIYHUX JOCTIIKEHB IO BUBUEHHIO (hapMaKoJIOTidyHOI Oe3MeKu, TOKCHYHOCTI MOBTOPHOTO
3aCTOCYBaHHS, TEHOTOKCHYHOCTI, TOKCHYHOTO BIUIMBY Ha PENpOAYKTHBHY (YHKIIiIO, HE OYyJI0 Bi3HAUEHO
cnenudiqYHOro pU3NKY IS JTIOCH.

EdexTr B X041 JOKIIHIYHUX JOCITIHKEHb CIIOCTEPITaIiCs TUTBKH MTPHU MPUHOMI B 033X, K 3HAYHO ITEPEBHUIYIOTH
MaKCUMaJIbHO AOMYCTHMI JJO3M IS JIIOJUHM, 1110 BKa3y€e Ha Maly 3HAUUMICTb Ui KJIIHIYHOTO 3aCTOCYBAHHS.

VY 1ypiB i KpOJIMKIB CIIOCTEPIralInch eMOPIOTOKCHUYHI 3MiHU TPH MEPOPaTHLHOMY BBEJCHHI IpenapaTty B jgo3ax 500
MT/KT Macu Tina i 250 Mr/kr mMacu Tina BiAnoBigHo. OqHaK 11l 1031 6araTopazoBO MEPEBUIIYIOTh PEKOMEHIOBaH1
TEpaneBTHYHI T03H JUIsl JIFOAMHU.



dapmMaKoJIOTiYHi XapaKTepUCTHKH.

OcnoeHni hizuxo-ximiuni eracmusocmi.

Miookanm, mabremxu, 6Kpumi niieko8ow 06010HKoW, 50 me:

6111 abo Maiike 011 TBOOMYKITi TaOIETKH, BKPHTI 3JI€TKa TISTHCOBOIO TUTIBKOBOIO 00OJIOHKOIO, 13 TPaBipyBaHHIM
«50» 3 oHOTO OOKY;

Miooxanm, mabremku, 6Kpumi niieKo8ow 000aoHKow0, 150 me:

61111 a60 maibke 011, KpYyTIIi, TBOOIYKJI TaONETKH, BKPUTI TUTIBKOBOIO OOOJIOHKOI0, 3 XapaKTEPHUBAIIAXOM, 3
rpaBipyBaHHsM «150» 3 omHOTO OOKY.

Tepmin npuoamunocmi. 3 poku.
Ymoeu 36epizanna. 36epiratu B HeIOCTYMHOMY IS IITEH Miciii, mpu Temmnepatypi He Buiie 30 C.

YnakoBka. 10 Ta01eTOK, BKpUTHUX IUTIBKOBOIO 000JI0HKOIO, 110 50 Mr a6o no 150 mr y Gmicrepi, no 3 Giictepu B
KapTOHHIN yMaKOBIIi.

Kareropis Binmycky. 3a penentom.

BupooHuk.
BAT «I'eneon Pixtep», Yropmuna/
Gedeon Richter Plc, Hungary.

Micue3HaxoXKeHHs.
H-1103 bynmamemr, Byn. dempd, 19-21, Yropmuna/
H-1103, Budapest, Gyomrdi ut. 19-21, Hungary.



