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IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3ac00y

ITONIPHJ-®APMAK
(ITOPRID-FARMAK)

Cknao:

diroua peyosuHa: 1TONPHUILY T1IPOXITIOPHU/T;

1 Tabnerka mictuth 50 Mr iTONPUAY TiAPOXIOPUIY;

OONOMIJICHI ~ peyosuHu. JIaKTO3a, MOHOTIPAT; KpPOXMalb IPEXKEIaTHHI30BaHUH; HATPIIO
KpPOCKapMeIo3a; KPEMHIIO TIOKCH]T KOJIOITHUI Oe3BOIHUI; MarHito creapar.

Jlikapcbka ¢opma. Tabierku.
OcHosni ¢hizuko-ximiuni enracmueocmi: TabneTku Oioro abo Maiike OUIOro KOJIbOpY, KpPyrioi
(dbopMu, TBOOMYKII, 3 PHCKOIO 3 0HOTO O0Ky. TabieTka Moxe OyTH MoJAUICHA HA PIBHI JO3H.

®apmakorepaneBTH4Ha rpyna. Ctumyssitopu nepuctaisTuku. Kog ATX A03F A07.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

ITonpuay rigpoXJOpUA aKTUBYE NPOIMYJIbCHBHY MOTOPHKY HUIYHKOBO-KHIIKOBOTO TPAaKTy
3aBISKM AaHTAroHi3my 3 jgonamiHOBUMH Dz-penentopamMu Ta 1HTIOyHOYild aKTUBHOCTI
alleTWIIXOJIIHECTepas3y. ITonpuay TiApOXJIOpH]l aKTHBYE BHBUIBHEHHS alETHIXONIHY Ta iHTiOye
fioro po3naa. Itonpuay riapoxsopu]l TaKOXK YMHUTH TPOTUOIIOBAIBHY /110 3aBASKU B3a€MOJIT 3
Do-penenitopamu,  J1OKali30BaHMUMH B XE€MOPEUENTOPHIM TpUTEpHIA 30HI, 1m0 OyJlo
MPOJIEMOHCTPOBAHO J10303aJIEKHUM 1HT1OyBaHHSIM anoMop(diHIHAYKOBAaHOro OJIIOBaHHA Y
TBapuH. Jis iTonpuay riIpoXJopuay € BUCOKOCTEU(IUHOO 11010 BEPXHIX BIAAUIIB HUIYHKOBO-
KHMILIKOBOI'O TPAKTY.

ITonpuay rigpoxaopun He BIJIMBAE HA PIBEHb FaCTPUHY B CUPOBATIIl KPOBI.

Dapmakokinemuxa.

Abcopbyis. Itonmpuay TiAPOXIOPU] MIBUIKO Ta MailKe IOBHICTIO BCMOKTyCTBC?[ 31 IUTYHKOBO-
KHIIKOBOTO TPakTy. Moro BimHOCHa 01010CTyIHICTh CTAaHOBUTH 60 %, 110 MOB’S3aHO 3 e(hEeKTOM
«IIepIIOro MPOXOIKEHHS Yepe3 MeviHKy. [xa He BIMBae Ha 6i0g0cTynHicTh. ITicis 3acToCyBaHHS
50 wmr itompuay rimpoxiopuay MakcuManbHa KoHIeHTpauis (Cmax) mocsraetbes depe3 0,5—
0,75 ronuuu ta cranoButh 0,28 mxr/mu. Ilpu momanmbimomMy 3acTOCyBaHHI JIiKapchbKOTO 3aco0y B
no3ax BiJ 50 1o 200 mr 3 pa3u Ha 100y BIOPOIOBX 7 IHIB (papMaKOKiHETHKA ITONPUY T1APOXIOPUTY
Ta HOro MeTaboIiTiB OyIa JIHIHHOI 3 MIHIMAJIBHOIO KyMYJISIIIEIO.

Posnodin. [Tpubnuzuo 96 % itonpuay TiIpoXJIOpHUIY 3B A3Y€EThCS 3 OUTKaMHU TIa3MH (TIEPEBAXKHO 3
anbOyMiHOM). 3B’SI3yBaHHS 3 0l1-KHUCJIUM TUIIKOIIPOTEIHOM CTaHOBUTH MeHIe 15 %.

Memabonizm. Itonpuay TigpoXjaopul akTMBHO OioTpaHchopMyeThes y mediHmi. InentudixoBano
3 MeTa0OITH, TITBKU OJIUH 3 SIKHX MPOSBISIE HE3HAYHY aKTUBHICTb, IO HE Ma€ (apMaKOJIOTIYHOTO
3Ha4yeHHs (mpubau3Ho 2 — 3 % ironpuay rigpoxiopuny). Ileppuaaum meradosnitom € N-okcus, o
YTBOPIOETHCS Y PE3yIbTaTI OKUCHEHHS Y€TBEPTUHHOI aMiHO-N-IUMETHIILHOT TPYIIH.

Itonpuny rigpoxiopua MmerabomizyeTbes Mia i€ (uaBiH3anexkHoi MoHookcureHasu (FMO3).
Kinpkicts Ta edektuBHicTh 130¢epmentiB FMO y moauHu Moke BIAPIZHATHUCS 3aJ€KHO BiJl
TEHETUYHOro MONIMOp(}i3My, SKHN IHKOIM NPHU3BOIUTH JO PO3BUTKY ayTOCOMHO-PELECUBHOIO



CTaHy, BiJOMOTO il HA3BOIO TPUMETUIAMIHYPIsl (CHHAPOM «pHUOHOTO 3amaxy»). Y Taii€HTiB, XBOPUX
Ha TPUMETUIaMiHYpito, T1/2 3011bIIy€ETHCS.

3rigHo 3 gaHuMH (GapMaKOKIHETHYHHMX TOCTIKCHb IN VIVO ITONMPHIY TiAPOXJIOPHI HE YHHHUTH
iHri10yro4oi abo inaykytodoi aii moxo CYP2C19 ta CYP2EL. 3acrocyBaHHS iTONPUY T1APOXIOPUIY
He BiutiBae Ha BMIiCT CYP ab6o akTuBHICTh ypuauHAKGOChaTIIIIOKYpOHI3UITpaHchepasu.
Buseoenns. Itonpuy riapoxXaopua Ta Horo MeTaboIiTH BUBOJATHCS MEPEBAXKHO 13 ceuero. Hupkosa
EKCKpeIIis ITOMpUIy Tiapoxiopuay Ta oro N-okcuny cranoBuia 3,7 % ta 75,4 % BiIMOBITHO MIiCIIs
OJTHOPA30BOTO BHYTPINTHBOTO 3aCTOCYBaHHS JIKApPCHKOTO 3aco0y 370pOBHM JIOOPOBOJBISAM Y
TeparneBTUYHIN J1031.

Tepminansauii T1/2 iTONPUIY TIAPOXIOPUAY CTAHOBUB MPUOIU3HO 6 TOTUH.

Kuiniuni xapakrepucruku.
Ilokaszanns.
KymipyBaHHS [UIYHKOBO-KHIIKOBUX CHMOTOMIB (DYHKI[IOHAJIbHOI HEBHUPA3KOBOi JUCTHEICIT
(XpOHIYHOTO TacTpUTY), a came:
—  3IyTTS )KUBOTA;
—  BIJUYTTS LUBUJKOTO HACHYEHHS;
— Oinb Ta 1ucKkoM(pOPT y BEpXHii YaCTHHI KUBOTA,
— aHOpeKcis;
—  1evis;
— HYIOTa;
— OMrOBaHHA.

IIpomunoxazanus.

— IlizBumieHa 4yTiAMBICTH A0 ITONPUIY TIAPOXIOPHIY Ta IO IHIIMX KOMIIOHEHTIB Mpemnapary.

— CraHu, npH SKUX TMiIBUIICHHS CKOPOYYBAIBHOI aKTHBHOCTI HITYHKOBO-KHIIKOBOTO TPAKTy
MoOyKe OyTH IIKIJUTMBUM, HANPHUKIIAL MIPH HUTYHKOBO-KHIIKOBIH KPOBOTEYi, MEXaHI4HINA 00CTpyKIii
abo nepdoparrii.

B3aecmooia 3 inwumu nikapcoKumu 3acovamu ma iHuii 6UOU 63acMO0Ill.

MetabomiuHi B3a€MOJIiT HE OYIKYIOTBCS Y 3B’A3KY 3 THUM, IO ITONPHUAY TiAPOXJIOPU] HEPBUHHO
MeTaboI1i3y€eThCs (hIIaBIHMOHOOKCUTEHA3010, a He 130(hepMeHTaMu cucTeMu nutoxpomy P450.
Hisikux 3MiH 110710 3B’sI3yBaHHs 3 OUIKaMu IMpPHU OJHOYACHOMY 3aCTOCYBaHHI 3 Bap(apHHOM,
niazenamMom, AMKIO(EHAKOM HATpio, TUKIONIAUHY T1IpOXJIOPUIOM, HIGEAUITIHOM Ta HIKApAUIIHY
T1IPOXJIOPUIOM He crocTepiranocs. Y 3B’SI3Ky 3 THM, IO ITONPUIY TiAPOXJIOPUJ BHUSBISE
racTpOKIHETUYHUN e(eKT, BIH MOKE€ BIIMBATH Ha BCMOKTYBAaHHS IHILIUX JIIKAPCHKHUX 3ac00iB, 1110
3aCTOCOBYIOTHCS] OZJHOUYACHO NEPOPANIBHO.

3 0co0IMBOI0 OOEPEXHICTIO CIIIJ] 3aCTOCOBYBATHU JIIKApPChKi 3acO0M 3 BY3bKHM TEpaneBTHUYHUM
1H/IEKCOM, YIIOBIIBHEHUM BUBUIBHEHHAM a00 3 KUIIKOBOPO3YHHHOIO 000JIOHKOIO.

[IpoTuBHpa3KoBi JiKapchbki 3acO0M, Takl K LUMETHAWH, PAaHITUIWH, TEIPEHOH Ta LIETpaKcaT, He
BIUIMBAIOTh Ha MPOKIHETUUHY 110 ITONPUAY T1APOXIOPULTY.

AHTHUXOJIIHEPT14YHI1 JIIKApChK1 3aCO0M MOXYTh 3HUKYBATH IO 1TOMPUJTY T1IPOXITIOPUTY.

Ocoobnueocmi 3acmocysanns.

Itonpuay TiApOXJIOPHA TOCWIIOE [0 aleTHJIXOJIHY Ta MOXKE NPU3BECTH 10 XOJIHEPriuHUX
no0iyHuX peakuii. JlaHi mpo JOBroTpuBaie 3aCTOCYBaHHS B1JICYTHI.

3aranoM, ITONPUIY TiAPOXJIOPHJ TMAalli€eHTaM JITHBOTO BIKY CJIiJl MpPU3HAYaTH 3 JIOUIJIBHOIO
O0EpEeXHICTIO Ta TOAAIBIIAM CIIOCTEPEKEHHSIM, BPaXOBYIOUH ITJIBUIICHY YacTOTY MOTIpIICHOT
¢GyHKLIT HUPOK, MEYiHKH, CYMYTHIX 3aXBOPIOBaHb a00 CYMYTHIO Tepamilo iHIIMMHU JIKapChKUMH
3aco0aMu y TaKuX MAIli€HTIB.

Leit nikapcekuit 3acid MicTuTh MeHIIe 1 MMoutb (23 Mr)/103y HaTpito, TOOTO MPAKTHYHO BUILHUN Bij
HaTpilo.

S0 y marieHTa BCTAaHOBJIEHO HETIEPEHOCHMICTh JIEAKUX IIYKPiB, HEOOX1IHO MPOKOHCYIbTYBATHCS
3 JIiKapeM, Mepll HiXK NpuiMaTH 1IeH JiKapchbKui 3acio.
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3acmocyeanus y nepiod gacimuocmi abo 200y8anHs 2pyooio.

Bacimnicmeo

JlaHi Ipo 3aCTOCYBaHHS ITOMPHAY BariTHUM JKiHKaM BiJCyTHI abo oOmexeHi (Menme 300 BunaakiB
pe3yibTaTiB BariTHOCTI). JlocmiykeHHs Ha TBapuHAX HE BUSBHWIM HISIKOTO MPSIMOTro ad0 HEMPSIMOTO
HIKiTTUBOTO TOKCUYHOTO e(PEeKTy Ha PENpOAyKTUBHY PYHKIII0. Sk mpodinakTHyHui 3axin 6axaHo
BIJIMOBHTHCS BiJl 3aCTOCYBaHHS ITONPHUIY y MEPio BariTHOCTI.

Tooysanns 2pyoorw

ITompua MpoHUKae y TpyJHE MOJIOKO TBapWH, alie MIOA0 MPOHUKHEHHS ITONPUAY Y TPYAHE MOJIOKO
JIOJUHYU JTAHUX HEJIOCTaTHBhO. PU3WK A NUTHUHU, IO 3HAXOIUTHCS HA TPYTHOMY TOAYBaHHI, HE
MOKe OyTH BUKJIFOUEHHH. PillIeHHS PO MPUIIMHEHHS TPYAHOTO BHTOJOBYBaHHS a00 MPUITMHEHHS/
MPU3YIIMHECHHS PUHOMY ITOTIPUAY CIiI MPUAMATH 3 OTJISITy Ha KOPUCTh TPYAHOTO BHTOJIOBYBaHHS
JUTSl TUTHHM 1 KOPUCTD JIIKYBAHHS JIJIs XKIHKH.

DepmunvHicmo

JlaHWX 1010 BIUIMBY iTONPUIY Ha (GepTHIBHICTH JIOAMHNA HEMAE; OJTHAK JOCIIPKEHHS Ha TBApUHAX
HE BUSBUJIM IIKIIJTUBOTO BIUTUBY ITONPHITY.

30amuicms enausamu Ha WBUOKICMb peaxyii npu Kepy8aHHi A8MOmMpaHCnopmom abo iHUUMU
MEXAHIZMAMU.

[Hdopmaris Mmoo MOXKIMBOTO BIUIMBY Ha IIBHJIKICTH PEAKIIil BIACYTHSI, ajie i 9ac BHUPIIICHHS
MUTaHHS I0J0 KEPYBaHHS aBTOTPAHCIOPTOM ab0 poOOTH 3 IHIIMMH MeXaHi3MaMU HEeOOXiTHO
BpaxyBaTH MOXJIMBICTh BHHUKHEHHS 3aIIaMOPOUYCHHS.

Cnoci6 3acmocysannsa ma 0o3u.

Jl5is mopociux pekoMeHa0BaHa J103a cTaHoBUTH 150 Mr Ha 100y (o 1 Tabnetmi (50 mr) 3 pa3u Ha
100y mepes mpuitoMoM 1ki). 3a3HaueHa J103a MOXe OyTH 3HM)KEHA 3 ypaxyBaHHSM BiKY Malli€HTa Ta
CUMOTOMIB (AUB. po3ii «OCcOOIUBOCTI 3aCTOCYBAHHSY).

[Tig gac KIHIYHUX JOCHIIKCHb TPUBATICTh 3aCTOCYBAHHS ITOMPHUIY T1APOXJIOPUAY CTAHOBUIIA JIO
8 THXKHIB.

Himu.

besneka 3acTocyBaHHS 1TONPUAY TAPOXJIOPUITY JITAM BIKOM 10 16 poKiB HE BCTAHOBJICHA.

Ilepeoo3ysanns.
Jlikysanna. Y paszl HaJAMIpHOTO IEpeNO3yBaHHS HEOOXIHO BXKHUTU 3BHYAHHHMX 3aXOJiB I10/0
MPOMHUBAHHS [IUTYHKA Ta MPOBECTH CUMITOMATHYHE JTIKyBaHHSI.

Io6iuni peakuii.

HwuxdenaBeneHi mobiuHi peakifii crocTepiraiucs 3 HaBEACHOI0 4YacTOTOK y 998 mailieHTiB, sKi
OTPUMYBAJU 1TONIPU y 4 KIIHIYHUX IJIA1e00-KOHTPOJIbOBAHUX JOCTIDKEHHSIX, 4 KITHIYHUX
MOPIBHSUIBHUX JTOCHITKEHHSX 1 13 HEKOHTPOJIHOBAHUX 1HTEPBEHIIMHUX KIIHIYHUX JTOCIHIKEHHSX 31
CTaHJIapTHOIO J1000BOIO 103010 iTonpuay 150 mr abo menme. [1061uH1 peakiii kiacupiKoBaHO 3a
cucremamu oprasiB (3rigHo 3 MedDRA) Ta 3a yactotoro BuHukHeHHs: 4acto ( Bix> 1/100 go <1/10)
1 Hevacrto (B> 1/1000 mo <1/100). V kateropisax «mayxke yacto» (> 1/10), «piako» (Bix> 1/10000 no
<1/1000) Ta «1yxe pigko» (<1/10000) mobiuHUX peakiiii He BUSBICHO.

LInynxoso-kuwikogi posznaou. YacTo — OUIb y JKHBOTI, Jiapesi; HEYacTo — IIiJIBUIIEHE
CIIMHOBUJILICHHS.

3 60Ky HepBo6oi cucmemu. HEYACTO — 3aIIAMOPOYCHHSI, TOJIOBHHM OLJTb.

3 6oky wiKkipu ma niOwKIipHoi KIiMKOSUHU: HEYaCTO — BUCHUTIAHHS.

Jlabopamopni 0ocniodicents: HeYacTo — MiABUIIEHUH piBEHb aMiHOTpaHCepas3H, 3HUKEHA KITIbKICTh
O1TUX KPOB'SHUX TLJIELb.



[ToGiuni peakmii 31 CIOHTAaHHUX TOBIIOMJICHb, TMPO SKI TMOBIIOMJISUTM Yy  TpoIrieci
MIOCTMApKETUHTOBOTO 3aCTOCYBaHHS. Hemooiciueo mouHo oyiHumu y4acmomy GUHUKHEHHS 3d
HAABHUMU OAHUMU.

3 6oky cucmemu kposi ma rimpamuynoi cucmemu’ ISUKOTICHIsI, TPOMOOIIUTOIICHISI.

3 60Ky imyHHOI cucmemu: TINEPUYYTINUBICTh, BKIIOYAOUYH aHA(IIAKTOIIHY PEaKIIifo.

3 60Ky enooKkpuHHOI cucmemu. TIABUIIEHUHN piBEHb MPOJAKTHHY B KPOBI.

3 60Ky Hep606oi cucmemu. 3aIIaMOPOUYCHHS, TOJIOBHHH O1J1b, TPEMOD.

3 6oxy mpaenoi cucmemu: aiapesi, 3anop, OuTb y )KHUBOTI, MIIBUIICHE CIMHOBUIUICHHS, HY0TA.

3 60Ky neuinku ma Hco840BUBIOHUX WALISXI6. FKOBTSIHUIIA.

3 60Ky wKipu i NiOWKIpHOT KIIMKOSUHY: BUCUTIAHHS, €pUTEMA 1 CBEPOIK.

3 60Ky penpodykmusHoi cucmemu ma MOJIOYHUX 34103 TIHEKOMACTIS.

Jlabopamopmni oocnioncenns: nippumienns pisas ACT, AJIT, I'TT, myxnoi docdarasu, 6u1ipydiny
B KpOBI.

[MoBigoMICHHS PO MOOIYHI peaKIlil

[ToBimomieHHs Mpo MOOIYHI peakiii mcis peecTpalii JiKapChbKoro 3aco0y Ma€e Ba)KJIMBE 3HAUCHHS.
Lle mae 3Mory mpoOBOJUTH MOHITOPHHI CIiBBIJHOIIEHHS KOPHCTH/PU3HMK IPU 3aCTOCYBaHHI IIHOTO
JIKapChKOTO 3ac00y. MeanyauM Ta (papMaleBTUYHUM TMpalliBHUKAM, a TaKOX TMaIrlieHTaM abo ix
3aKOHHHMM MPEJCTaBHUKAM CIIiJI TOBIIOMJISITH PO YC1 BUIIAAKH ITiJJO3PIOBAHUX MOOIYHUX peakiii Ta
BIJICYTHOCT1 €()eKTUBHOCTI JIIKapChKOT0 3aco0y yepe3 aBTOMATH30BaHy iH(OpMaliifHy cuctemy 3
bapmakoHarsy 3a nocunanusam: https://aisf.dec.gov.ua.

Tepmin npuoamunocmi. 2 poxu.

YMmoBu 30epiranns. 30epiratu npu temnepatypi He Buiie 30 °C B OpUriHaIBHIN YIAKOBIII 3 METOIO
3aXUCTY BiJl BOJIOTU. 30epiraTi y HeIOCTYITHOMY Ui JITEH MicIIi.

Ynaxkoska. 1o 10 Tabnetok y 6mictepi; mo 1 abo no 4, a6o no 10 GricTepiB y KApTOHHY HAUKYy.
Kareropis Bizmycky. 3a penentom.
Bupoonuk. Canexa ®apmacerortikan3 AT.

Micue3Haxoa:KeHHsI BUPOOHMKA Ta aJpeca Miclsl NPOBA/>KeHHS HOro AisIbHOCTI.
Hirpsincbka 100, 920 27 T'norosens, CrioBatibka Pecriy6iika.

3asBHuK. AT «®Papmax».
Micue3naxoa:xenHs 3aaBHUKA. Ykpaina, 04080, m. Kuis, Byn. Kupuniscbka, 63.

Jlata octannboro neperasay. 09.07.2024.


https://aisf.dec.gov.ua/

