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IHCTPYKIIA
AJIS1 MEAUYHOT'0 32CTOCYBAHHA JIiIKAPCHKOI0 3ac00y

ITONNPUI-PAPMAK
(ITOPRID-FARMAK)

Cknao:

Oitoua peuosuHa: ITONPUIY T1IPOXIOPHI;

1 TabneTtka MicTUTH 50 MT ITONIPUAY T1APOXIOPULTY;

OONOMIJICHI ~ peyoguHu. JTIAKTO3a, MOHOTIAPAT; KPOXMalbh MPEKEITATHHI30BAHUM, HATPIO
KpOCKapMesi03a; KPEMHII0 JTI0KCH]T KOJIOIIHHIA OS3BOHMIA; MarHito cTeapar.

Jlikapcbka gopma. TabneTku.
OcnosHi ¢hizuxo-ximiuni enracmusocmi: TabneTku Oigoro abo Maibke OUIOrO0 KONBOPY, KPYIIoi
¢dbopMu, IBOOMYKII, 3 PUCKOIO 3 0HOr0 O0Ky. TabneTka Moxe OyTH MojiIeHa Ha PiBHI JO3H.

dapmakorepanesTu4Ha rpyna. Ctumyssitopu nepuctaibTuku. Kog ATX AO3F A07.

Dapmaxonoziuni enacmueocmi.

Dapmarxoounamixa.

ITonpuay rigpoxJOpua akTUBYE MPOIMYJIbCUBHY MOTOPHUKY HITYHKOBO-KHMIIKOBOI'O TPAKTY
3aBJSKM AaHTAroHi3My 3 jonamiHoBUMHM Dz-penentopamMu Ta 1HTIOyIOYid  aKTUBHOCTI
alleTWIXOJIIHeCTepa3y. ITonpuay riApoxJIopu]l aKTUBYE BUBUIBHEHHS aleTUIXOIIHY Ta 1HTiOye
foro po3naj. Itonpuny rigpoxiaopul TaK0X YMHUTH NMPOTUOIIOBAIBHY /1110 3aBJISIKU B3a€EMOJIIT 3
D2-penienTopaMu, JOKadi30BaHMMHM B XEMOpPELENTOpPHIA TpUTepHi 30HI, 1m0 Oyio
MPOJEMOHCTPOBAHO [J10303aJI€KHUM 1HT1OyBaHHSAM anoMOpP(iHIHIYKOBAaHOTO OJIFOBaHHS Y
TBapuH. /[lig iTompuay TiApOXJIOpUY € BHUCOKOCHEIHM(pIYHOIO BiJHOCHO BEpXHIX BIAJIIIIB
[IUTYHKOBO-KHIITKOBOTO TPAKTY.

ITonpuay rigpoxiopua He BIUIMBA€E HAa PIBEHb FaCTPUHY B CUPOBATIII KPOBI.

Dapmaxokinemuxa.

Abcopoyia. Itonpuay rigpoXI0pyu] MBUAKO Ta NPAKTUYHO MOBHICTIO BCMOKTYETHCS 31 IUTYHKOBO-
KMIIKOBOTO TPakTy. Moro BimHOCHA GiofocTymHiCTh cTaHOBHTH 60 %, IO IOB’S3aHO 3 eeKTOM
«IepIIOro MPOXOKEHHs» Yepes NediHKy. Ika He BruMBae Ha GiogocTynHicTs. Ilics 3acTocyBaHHs
50 mr iTonpuay riapoxiaopuay Cmax Aocsaraerbes uepes 0,5 — 0,75 ronunu ta ctaHoBUTH 0,28 MKT/MIL.
[Ipu momanbIIOMy 3aCTOCYBaHHI JIiKapchkoro 3aco0y B 1o3ax Big 50 mo 200 mr 3 pasu Ha 100y
BIIPOJIOBXK 7 JHIB (hapMaKOKIHETHKA ITOMPULY TAPOXJIOPUIY Ta HOoro MeTaboiTiB Oyna JiHIHHOO 3
MiHIMaJIbHOIO KYMYJIAII€I0.

Posznooin. Tpubnuzao 96 % iTonpumy TiApoXIOpUIY 3B’ SI3YETHCS 3 OlIKaMu TUTa3Mu (IIEPEBaXKHO 3
anbOyMiHOM). 3B’ sI3yBaHHS 3 011-KUCJIUM TIIIKONPOTETHOM CTaHOBUTH MeHIe 15 %.

Memabonizm. ITonpuay TiIpOXJOpHUIl aKTUBHO OloTpaHc(hOpMyeThbes y mediHui. [neHTugikoBano
3 MeTaboITH, TIIBKU OJUH 3 AKUX MPOSBIISLE€ HE3HAUHY aKTHUBHICTb, III0 HE Ma€ (papMaKoJIOTi4HOTO



3HaueHHs (mpubnusHo 2 — 3 % itonpuny riapoxiopuny). Ileppunaum merabomiTom € N-oKcua, 110
YTBOPIOETHCS Y pe3yJIbTaTi OKUCHEHHS YeTBEPTUHHOI aMiHO-N-TUMeTHIbHOT rpyIIH.

Itonpuay rigpoxiopua MeTabomizyeTbest mif giero (aBiH3anexHoi MoHOookcureHasu (FMO3).
Kinpkicte Ta edexTuBHicTh 130(pepmenTiB FMO y JoIuHH MOXeE BIAPIZHATHUCS 3alE€XKHO BiX
TCHETUYHOT0 TONIMOp(}i3My, SKHH IHKOJIM MPHU3BOIUTH JO PO3BUTKY ayTOCOMHO-PEIIECUBHOIO
CTaHy, B1JIOMOTO ITi/1 HA3BOIO TPUMETHIIAMiHYPisl (CHHAPOM «pUOHOTO 3amaxy»). Y Mali€HTiB, XBOPHX
Ha TpUMETUIaMiHypito, T1/2 301IbIIyETHCS.

3riHo 3 naHMMHU (hapMaKOKIHETHYHHMX JOCII/DKEHb IN VIVO iTONpuUay TiJpOXJIOPHI HE YHHUTH
iHTiI0yrouoi abo iHmykyrouoi aii BimHocHO CYP2C19 ta CYP2EIL. 3actocyBanHs iTONpHUIY
rizpoxysopuay He BrumBae Ha BMicT CYP abo akTuBHICTH ypuauHanhoc)aTrioKypOoHi3UII-
TpaHchepasm.

Buseoenns. Itonpuay TiIpoxIopul Ta HOro MeTaboiTH BUBOASTHCS MEPEBAXKHO 3 ceuero. Hupkosa
EKCKpeIIis ITONpUIy TiApoxIopuay Ta oro N-okcumy cranoBuia 3,7 % ta 75,4 % BIATOBITHO MiCIIS
OJTHOPA30BOTO BHYTPINTHBOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y 370POBHM JOOPOBOJBISAM Y
TepaneBTUYHIN J1031.

Tepminansauii T1/2 iTONPUIY TIAPOXIOPUIY CTAHOBUB MPUOIU3HO 6 TOTUH.

Kuiniuni xapakrepucTuku.
Ilokazanus.
KymipyBaHHS [UIYHKOBO-KHIIKOBUX CHMOTOMIB (DYHKI[IOHAIbHOI HEBHPA3KOBOi JUCTIETICIT
(XpOHIYHOTO TacCTPUTY), a caMe:
—  3IyTTS )KUBOTA;
—  BIOYYTTS IIBUJKOTO HACHYEHHS;
— Oinb Ta 1uckoM(OPT y BEpXHii YaCTHHI KUBOTA,
— aHOpEKCIs,
—  mevis;
— HYIOTa;
— OJNIOBaHHA.

IIpomunokazanns.

— IligBumieHa 4yT/IMBICTD 10 ITONPUY T1APOXIOPUAY Ta O IHIIMX KOMIIOHEHTIB Ipenapary.

— CraHy, mpH SKUX TIBUIICHHS CKOPOYYBAIBHOI aKTHBHOCTI MITYHKOBO-KHIIKOBOTO TPAKTy
Mo>ke OyTH IIKIJUTMBUM, HAMPHUKIA MPU HUTYHKOBO-KHUILIKOBIM KpOBOTEYl, MEXaHI4HIN 00CTpyKIii
a6o nepdopariii.

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

MetabomiuHi B3a€MOJIiT HE OYIKYIOTBCS Y 3B’A3KY 3 THUM, IO ITONPHUAY TiAPOXJIOPU] HEPBUHHO
MeTaboI1i3yeThCs IIaBIHMOHOOKCUTEHA3010, a He 130(hepMeHTaMu cucTemMu ruToxpomy P450.
Hisikux 3MiH 110710 3B’sI3yBaHHs 3 OUIKaMu IMpPHU OJHOYACHOMY 3aCTOCYBaHHI 3 Bap(apuHOM,
niazenamMom, AMKIO(EHAKOM HATpio, TUKIONIAUHY T1IpOXJIOPUIOM, HIGEAUITIHOM Ta HIKApAUIIHY
TiIPOXJIOPUIOM He crocTepiranocs. Y 3B’SI3Ky 3 TUM, IO ITOOPUAY TIAPOXJIOPUI Mae
racTpOKIHETUYHUN e(eKT, BIH MOKE€ BIUIMBATH Ha BCMOKTYBAaHHS IHILIHUX JIIKAPCHKHUX 3ac00iB, 1110
3aCTOCOBYIOTHCS] OZJHOUYACHO NEPOPANIBHO.

3 0co0IMBOI0 OOEPEeXHICTIO CIiJ] 3aCTOCOBYBATH JIIKAapChKi 3acO0M 3 BY3bKHM TEparneBTHUYHUM
1H/IEKCOM, YIOBIIbHEHUM BUBUIBHEHHSIM 200 3 KUIIIKOBOPO3YHHHOIO 000IOHKOIO.

[IpoTuBHpa3KoBi JiKapchbki 3acO0M, Taki K LHUMETHAMH, PaHITUIWH, TEIPEHOH Ta LIeTpaKcaT, He
BIUIMBAIOTh Ha NMPOKIHETUUHY 110 ITONPUIY T1APOXIOPULTY.

AHTHUXOJIHEPT1YH1 JIIKAPChKi 3aCO0U MOXKYTh 3HW)KYBATH JIIF0 ITOMPHUTY T1IPOXIOPUIY.

Ocobnueocmi 3acmocysans.

Ironpuay TiapOXJIOPHA HOCWIIIOE [0 aleTHJIXOJIHY Ta MOXKE NPU3BECTH 10 XOJIHEPriuHUX
no0iuyHux edekriB. JlaHi mpo 10BroTpuBalie 3aCTOCYBaHHS BIJCYTHI.

3araioM, ITONpPUIY TiAPOXJIOPHJ Malli€eHTaM JITHBOTO BIKY CJIiJl HpPU3HAYaTH 3 JIOUIJIBHOIO
O0EpPEeKHICTIO Ta TOAAIBIIAM CIIOCTEPEKEHHSIM, BPaxXOBYIOUH ITiJIBUIICHY YacTOTY MOTipIICHOT
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(GyHKIT HUPOK, TEYiHKH, CYMYTHIX 3aXBOPIOBaHb a00 CYMYyTHIO TEpamilo 1HIUMHU JIIKAPCHbKUMHU
3aco0aMM y TaKUX MAaLli€HTIB.

3acmocysanus y nepiod gacimuocmi abo 200y8anHs 2pyooro.

Bacimuicme

JlaHi po 3acTOCYBaHHA ITOMPUAY BariTHUM JKiHKaM BicyTHI a60 oOMexeHi (mMenme 300 BumaakiB
pe3yibTaTiB BariTHOCTI). JlocmipkeHHs Ha TBapuHAX HE BUSBHWIM HISKOTO MPSIMOTro ad0 HEMPSIMOTO
HIKiTTUBOTO TOKCUYHOTO e(PEeKTy Ha PeNpoayKTUBHY (PyHKIII0. Sk mpodinakTuyHmii 3axia 6akaHo
BIJIMOBHTHCS BiJl 3aCTOCYBaHHS ITONPHUIY y IE€Pi0 BariTHOCTI.

Tooysanns 2pyoor

[Tronpun npoHUKae y rpyJJHe MOJIOKO TBAapHH, aJie 110/I0 MPOHUKHEHHS 1ITONPUILY Y TPYIHE MOJIIOKO
JIOJUHYU JTAHUX HEIOCTaTHBhO. PH3WK A MUTWHU, IO 3HAXOJUTHCS HA TPYJHOMY TOAYBaHHI, HE
MOKe OYTH BUKIIOUEHHH. PillleHHS Mpo NMPUNMHEHHS FPYAHOIO BUTOJOBYBaHHS a00 MPUIIMHEHHS/
MPU3YIIMHECHHS PUHOMY ITOTIPUAY CIiI MPUAMATH 3 OTJISITy Ha KOPUCTH TPYAHOTO BHTOJIOBYBaHHS
JUTSl TUTHHM 1 KOPUCTD JIIKYBAHHS JIJIs KIHKH.

DepmunvHicmo

JlaHuX 11010 BILUTUBY 1TONPHUAY HA (PEPTUIIBHICTD JIOAMHU HEMAE; OJIHAK JTOCI1HPKEHHS Ha TBApHHAX
HE BUSBUJIN IIKIIJTABOTO BIUTUBY ITONIPHITY.

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

IHdopmaris moa0 MOKIMBOTO BIUIMBY Ha IIBHIKICTH PEAKIlii BIACYTHS, aje MiJ 9ac BUPIIMICHHS
MUTaHHS I0J0 KEPYBAaHHS aBTOTPAHCIOPTOM ab0 poOOTH 3 IHIIMMH MeXaHi3MaMU HEeoOXiTHO
BpaxyBaTH MOXJIMBICTh BHHUKHEHHS 3aIIaMOPOUYCHHS.

Cnoci6 3acmocysannsa ma 0o3u.

Jliig nopociux pekoMeHa0BaHa J103a cTaHoBUTH 150 Mr Ha 100y (o 1 tabnermi (50 mr) 3 pa3u Ha
100y mepes mpuitoMoM 1ki). 3a3HaueHa J103a MOXe OyTH 3HM)KEHA 3 ypaxyBaHHSM BiKY Malli€HTa Ta
cUMNOTOMIB (IUB. «OCOOIMBOCTI 3aCTOCYBAHHS).

[Tig gac KIHIYHUX JOCHIIKCHb TPUBATICTh 3aCTOCYBAHHS ITOMPHUIY TIAPOXJIOPUAY CTAHOBUIIA JIO
8 THXHIB.

Himu.

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

Ilepeoo3ysanns.
Jlikysanna. Y paszl HaJAMIpHOTO MEpeNO3yBaHHS HEOOXiHO BXHMTU 3BHYAHHHMX 3aXOJiB I10J0
MPOMHUBAHHS [IUTYHKA Ta MPOBECTH CUMITOMATHYHE JTIKyBaHHSI.

Io6iuni peakuii.

HwmwxuenaBeneHi mo6iuHi peakuii criocTepiralucs 3 HaBEJIEHOK 4acToTor y 998 maiieHTIB, sKi
OTPUMYBAJIM ITONPUJ y 4 KIIHIYHUX IUIale00-KOHTPOJIbOBAHUX JOCHIKEHHIX, 4 KIIHIYHUX
MOPIBHSUIBHUX JOCTIKEHHSAX 1 13 HEKOHTPOJIbOBAaHUX 1HTEPBEHLIHHUX KIIHIYHUX JOCIIKEHHX 31
CTaHJIapTHOIO J1000BOIO 103010 iTonpuay 150 mr abo menme. [1001uH1 peakiii kiacu(piKoBaHO 3a
cucremamu oprasiB (3rigHo 3 MedDRA) ta 3a yacTtoToro BunukHeHHs: 9acto ( Bix> 1/100 go <1/10)
1 Hevacto (B> 1/1000 mo <1/100). Y kareropisax «mayxe yacto» (> 1/10), «pigko» (Bim> 1/10000 mo
<1/1000) Ta «ryxe pigko» (<1/10000) mobiuHUX peakiiii He BUSBICHO.

Inynxoso-kuwikogi posznaou. YacTo — OUIb y JKHUBOTI, Jiapes; He4YacTo — IIiJIBUILIEHE
CIIMHOBH/IIICHHSI.

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

3 6oky wKipu ma niOwKipHoi K1imKosuHu: He9acToO — BUCUTIAaHHS.

Jlabopamopni 0ocniodcents: HeYacTo — MiABUIIEHUH piBeHb aMiHOTpaHCpepas3H, 3HUKEHA KITIbKICTh
O1TUX KPOB'SHUX TLJIELb.



[To6iuH1 peakirii 31 CIIOHTAHHUX MOBIIOMJIEHB, PO SKI TOBIJOMIISITA Y XOA1 MOCTMApKETHHTOBOTO
3aCTOCYBaHHA. Hemodciueo mouno oyiHumu 4acmomy 6UHUKHEHHs 34 HAAGHUMU OAHUMU.

3 6oky cucmemu kposi ma aimgpamuuroi cucmemu’. JSUKOTICHIs, TPOMOOITUTOTICHIS.

3 60Ky imMyHnHOI cucmemu. TINEPUYTIUBICTh, BKIIOYAIOYH aHADITAKTOIIHY peakIlifo.

3 60Ky enOOKpuHHOI cucmemu: TIBUIIEHUN PIBEHb MMPOJIAKTUHY B KPOBI.

3 60Ky Hepso6oi cucmemu. 3aTIAMOPOYCHHS, TOJIOBHUI O11b, TPEMOP.

3 boky mpasHoi cucmemu. miapesi, 3arop, OiIb y )KUBOTI, MIJBUIIEHE CIIMHOBHUIUICHHS, HY/I0TA.

3 60Ky neuinku ma Hco8YOBUBIOHUX ULTIAXIE. JKOBTSIHUIIA.

3 60Ky wixipu i niOwKipHoi K1iMmKouHU: BUCUTIAHHS, epUTEMA 1 CBEPOIXK.

3 60Ky penpodyKkmueHoi cucmemuy ma MOIOYHUX 3A7103; TIHEKOMACTISI.

Jlabopamopmni oocrioscenns: ninsuienns pisHiB ACT, AJIT, I'TT, nyxHoi ¢docdaraszu, 6utipydiHy
B KPOBI.

Tepmin npuoamnocmi. 2 poxu.
YMoBHu 30epiranus.
36epiratu npu Temneparypi He Buiie 30 °C B OpUTiHAJIBHIN YIAKOBII 3 METOIO 3aXUCTY BiJ BOJIOTH.

30epiratu y HEJJOCTYITHOMY IS NiTE€H MiCITi.

YnakoBka.
ITo 10 tabnerox y 6micrepi; o 1 a6o no 4, abo mo 10 6micTepiB y KAPTOHHY MAUKY.

Kareropis Binnmycky.
3a perenTom.

Bupoonuk.
Caneka ®@apmacprotikam3 AT.

Micue3Haxoa:keHHs1 BAPOOHUKA Ta aJpeca Micls MPOBAIKEeHHS HOro XislJIbHOCTI.
Hitpsaceka 100, 920 27 I'moroseup, Coainpka PecryOumika.

3asBHuk. AT «®Papmax».
Micue3naxoa:keHHs 3asaBHuKa. Ykpaina, 04080, m. Kuis, Byn. Kupumiscbka, 63.

JlaTta octanHboro neperasay. 17.11.2023.



