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IHCTPYKIIA
AJIS MEAUYHOI0 32CTOCYBAHHS JIIKAPCHKOI0 3ac00y

HE®AM®
(NEFAM)

Cknao:

ditoua peuoguna. Hedoramy T1IPOXIOPUI;

1 TabGieTKka, BKpHUTA IUTIBKOBOK 000JIOHKOO, MICTUTh Hedonamy rigpoxiaopuay 30 mr;
0onomigicHi  peuogunu: Kanbllito Timpodocdar murigpar, IMeENrI03a  MIKPOKpHCTaTidHA
CHJIIKaTH30BaHAa, KPOXMalb INPEKEIAaTUHI30BAaHUH, OJis POCIMHHA TiApOTreHI30BaHA, MAarHiro
cTeapart, KpeMHIIO TIOKCH] KOJOiMHUN O€3BOIHUI;

oonomiocni pewosunu Onsi niiekosoeo nokpumms.: Onagpait 03F180011 6Ginuit (rimpomernosa,
tutany fgiokeun (E 171), makporomn).

Jlikapcbka ¢gopma. TabieTku, BKPUTI TITIBKOBOKO 000JIOHKOO
Ocnoeni @isuxo-ximiuni eracmueocmi: TaOIETKU KPYrioi (opMHU 3 JBOOMYKIIOK MOBEPXHEIO,
BKPUTI TUTIBKOBOKO O0OJIOHKOXO, BiJT O1JIOTO JIO )KOBTYBATO-01JI0TO KOJIBOPY.

dapmakoTepaneBTHYHA rpyna. Ananretuku ta antumnipetuku. Kog ATX N02B G06.

Dapmakonoziuni e1acmueocmi.

Dapmaxoounamixa.

XiMiyHO Hedomnamy TiIPOXJOPHA MOXOAWUTH BiJ JUMEIPOIy: HedomaM CHHTE30BAHO ILISIXOM
mukiizanii opdenaapuny. Tomy Hedomamy TiApoXJIOpun, sK 1 ABa HOro MONEPEAHUKH, Mae
AQHTUXOJIIHEPI1uH1 BJACTUBOCTI.

Mexanizm 0ii

€ Hebararo BijoOMOCTeN Mpo MexaHi3M Jii. BuBueHi GpapMakoioriuHi BIaCTUBOCTI HE TO3BOJISIOTh
TOYHO ONHUCATH HOTO Jit0.

Dapmaroounamiuni eghexkmu

Hepam® — 3meGomoBanbHuii 3aci6. Hedomamy TriZpoXIopua CTUMYNOE CEpOTOHIHEPriuHi
HU3XIJIHI ~[UISIXM, [0  PEeryaiolTh/MOAYIIOT, Oulh. Bin  mpurhHiuye peabcopOirito
CHHANITOCOMAJIbHOIO  HOpajpeHaliHy, JodamiHy, S-rigpokcuTpunrtodaHy Ta  ramma-
amiHomacnsny kucinoty (I'”AMK); ctumysntoe BuBiiibHeHHs nodgaminy ta TAMK y Mo3ky.
Hedonamy riapoxiaopua MpUHIUMIOBO BiAPI3HAETHCSA BiJA IHIIUX aHAITETUKIB LEHTPaNbHOI ii,
TakuX SK MOp(QiH, KOJEiH, MeHTa30ouMuH 1 npornokcudeH. Bin He (ikcyeTbcs Ha pelenTopax
HapKOTHYHUX aHAJITETUKIB Ta HE 1Hr10yeThcs HAIOKCOHOM. Ha BiAMiHY BiJl HADKOTUYHHUX 3ac00iB,
HedomaMy TiAPOXJIOPH HE BUKIIMKAE IPUTHIUYEHHS nuxaHHA. [[0BIIOMIISIOCS TIPO JesKl BUTTAIKH
3BUKaHHA. Hedonamy rigpoxiopu He Mae xKapo3HIKYBAJIbHHUX 1 MPOTHU3aNaIbHUX BIACTUBOCTEH,
HE MPUTHIYY€E CHHTE3 MPOCTArJIaHI|HIB iN VItro.

Dapmaxokinemuxa.

Abcopoyis

[Ticnsa 3actocyBanHa 103U 90 Mr mepopajbHO 4ac JAOCATHEHHS MaKCHMalbHOI KOHILIEHTpAIil y
ma3Mi KpoBi Bixx 73 mo 154 ur/mn ctaHoBuTh Bif 1 10 3 TOAWH, a MaKCHMallbHA KOHIICHTPAIIIS Y
wia3Mi KpoBi 29 — 67 Hr/mi gocsAraeTbCcsi MPUOIU3HO Yepe3 2 TOJMHM IMICHS 3aCTOCYBaHHS
nepopanbHoi 1031 60 Mr. 3B’ 43yBaHHs 3 O1JIKaMU IUIa3MH KPOBI CTaHOBUTH 73 %.
biompancgopmayia

biorpanchopmanisi Hepomamy € ayke 3HAYHOK: B CE€Yl BHUSBWIM JIMIIE HE3HAUYHY KUIBKICTb



HeMeTa0oJ1i30BaHOTO Hedomnamy, 1AeHTH(IKOBAHO ICHYBaHHS 7 METa0OJITIB, cepel SKUX —
necMeTusl HedoraM, TIoKopoHia i Hedonam N-okcua. Y Toi ke 4ac €H3WM, BiINMOBIAATbLHUN 3a
1o OioTpaHchopmariito, HEBITOMUH.

Bueseoenus

Mertabomitiu 1 MaleHbka HemonaudikoBaHa (pakilis MIBHIKO BHAAIAIOTHCA HUpKamu. OTKe,
OispIIa YacTUHA MPHU3HAYCHOI 03U BUSBIAETHCS B cedi. Ilicis BHYTPIIIHBOBEHHOTO BBEICHHS
20 mr panioaktuBHOro Hedomamy 4 m00poBosbLsSIM y cedl Oyno 3adikcoBano MeHmie 5 %
OpU3HAYCHOT J03M y He3MiHeHOMY Burisigi. Yepes 5 nauiB BusBwM 87 % TNpuU3HAUCHHUX
palioaKTUBHUX PEYOBHH Y cedi 1 8 % — y ¢ekanpuux macax. Ilepion HamiBposnany Hedomnamy y
3I0POBUX JOOPOBOJIBIIB — 4 TOAUHU (TTOXHUOKA CTAHOBUTD 3 — 8 TOJUH).

KuiniuHi xapakTepucTukm.

Ilokazannusa.

Jlikapcekuii 3aci6 Hedam® mokazanuii JopocauM ajis CMMIITOMATHYHOTO JIKYBaHHS MOMIPHOTO
ab0 cwIBHOTO O0OJF0, BKIIIOYAIOYU OUIb y TicCIsonepaniiHuil mepiof, 3yOHWi Oinb, Mianriro,
apTpairito, OUIb Y MAII€EHTIB OHKOJIOTIYHOTO TTPOdiIFO.

IHpomunoxazanns.

[TigBuiena 9y TIuBICTh 10 HedomaMy abo O IHIIMX KOMIIOHEHTIB JIIKapChKOTO 3aC00Yy.
Jlikapcokuii 3aci6 Hedam® He MOXKHA NpU3HAYATHM TAIi€HTaM 3i CyJAOMaMM B aHaMHe3i Ta
naiieHTam, sSKi IpuiMaroTh iHridbiTopu MoHOaMiHOKcHaa3u (MAO).

Hedpam® He MOXHA IpH3HAUATH MAI[i€HTAM i3 NEYiHKOBOIO a00 HUPKOBOK HEJOCTATHICTIO.
3aBAAKM AHTHXONIHEPTiYHMM BIACTHUBOCTAM Jikapchkuii 3aci6 Hedam® ciim 3 obepexuicTio
3aCTOCOBYBATH MAalll€EHTaM 13 TJIAyKOMOIO, TinepTpodiero mepeaMixypoBoi 3a103u abo 3aTPUMKOIO
cedi Ta, 32 HEOOXITHOCT1, MPUITMHUTH TPUHOM JTIKapCHKOTO 3ac00y.

B3aemooia 3 inwmumu nikapcoKumu 3acovamu ma iHuii 6UOU 63acMO0iil.

[ToGiuni aii Hedomamy MOXKYTh TIOCHJIIOBATHCS MPU OJHOYACHOMY 3aCTOCYBAaHHI 1HIIUX
npernapariB, M0 YHHATH aHTUXOJIHEPriuHy abo cummaroMmiMeTuuny airo. CimiJ B3STH 0 yBarw,
110 3HayHa KUIBKICTh JIIKAPChKHUX 3aC001B MOJKE MOCHUIIIOBATH MPUTHIUEHHS HEPBOBOI CUCTEMH 3a
PaxyHOK aJUTHBHOTO €(PEeKTy Ta 3HMUXKYBATH YBAaXKHICTh: OMiaTH (aHAJITE€TUKH, MPOTHUKAILIbOBI
npenapaTtd, 3aMicHI 3aco0M Ui JIIKYBaHHS HApKOTMYHOI 3aJIeKHOCTi), HEHPOJIENTHKH,
OapOiTypaTtu, OeH30/1a3eniHu, HEOEH30/1a3eMiHOBl TpaHKBUI3aTOpH (Mempodamar), CHOAIMHI,
AHTUJETNPECAHTH 31 CeJaTMBHUM e(eKTOM (aMITpUIITHIIIH, JOKCEMiH, MiaHCepWH, MipTa3aliH,
TpUMINpaMiH), cenaTuBHI Onokatopu Hi-ricTaMiHOBUX pelenTopiB, TiNOTEH3UBHI 3aco0u
HEHTpaIbHOI Iii, OakIodeH.

V mauienTis, sKki npuiiMaroTh Jikapchkuit 3aci6 Hepam®, npu mposeneHHi TecTiB Ha
OeH30/11a3eMiHN Ta OMOAN MOKJINBI XMOHOIIO3UTHUBHI PE3YJIbTaTH.

IuTeHcuBHICTh Ta YacToTa HeOaxaHMX e(EeKTIB 3pocTae, SKIIO HepomaMmy TiAPOXIOPHUA
NpPU3HAYATH Pa3oM 13 KOJETHOM, TEHTA301UHOM a00 JEeKCTPONPOIOKCH(PEHOM.

Hedonamy rigpoxsiopus 1HTEHCHBHO MeTaOONI3yeTbCs, aje €H3MM, BIANOBIJAIBHUNA 3a
6ioTpaHcdopmanio Hedomnamy, HeBiJoMui. HeMoX/InMBO monepeauTH MOTEHIIMHI B3aeMOAIl 3
iHriditopamu/innykropamu CYP. HeoOxinHo obOepexxHO mMpu3HadaTu Hedoramy TiApoXIOpHa
pa3oM 3 oJfHUM 3 iHTi0iTOpiB/iHAYKTOpiB CYP.

VY nmocnmipkeHHAX Ha cobakax crocTepirajacs BHCOKAa IeNaTOTOKCHYHICTh MpPU OAHOYACHOMY
npuiiomi Mapaneramony Ta HedomaMy TiAPOXJOpUAY y BHCOKMX Jo3ax. IIpu mepopaibHOMY
npuiiomi 236 Mr/kr/no0y maparieramony Ta 24 Mr/kr/no0y HedomnaMmy TiApOXIOPHUTY TOCHITIOETHCS
rernaToTOKCHUYHICTh MapaneTaMmoiry, I 1034 NpuOIu3Ho y 6 — § pasiB BHILI 3a cepeaHi 103H, 110
pU3HAYalOTh JTIOASM. J03u, eKkBiBaJleHTH SKUX y 3 — 4 pa3su HUXK4Yl BiJ JIIOACHKOI JJO3H, HE
CIPUYMHSIN MOTEHIIFOBAaHHS reMaTOTOKCUYHOCTI.

Ocobaueocmi 3acmocy8anns.

TeniaTpuuHa MOMyJIALis: Tikapchkuii 3aci6 Hepam® He pekoMeHI0BaHO AITAM.

3 00epe’KHICTIO MPU3HAYATH MAaLli€EHTaM 31 CHMITOMAaMU TPUBOXKHOCTI, TJIAYKOMOIO, TinepTpodiero
IIPOCTATH, 3aTPUMKOIO Ccedl Yepe3 MOMIpHY LHEHTPaIbHy aJpEHEPTIuHY J1t0 Ta aHTUXOJIHEPTTUYHHUNA



edekT nikapcbkoro 3acody Hedam®.

Crin Oytu obepeXHUM, MPU3HAYAIOYH JaHUH JIKapChKUi 3aci0 MalieHTam 31 cepleBO-CyIHMHHOIO
MaToJIOTIE0 B aHamMHe31 (CMMITOMaTW4yHa Taxikapmais, 1H(apkT Miokapnaa, cepleBa
HEJIOCTATHICTh), OCKUIBKU ICHY€ IMOBIPHICTh BUHUKHEHHS Taxikaphii. Y Oyab-iKOMY BHIIAJKy
mepea MOYaTKOM JIIKYBaHHsS HEOOXITHO IPOKOHCYJIBTYBAaTUCSA 3 KapaiojoroM ISl OITIHKH
CHIBBIJHOIICHHS! PU3UKY/KOPHCTI TPHU JIIKyBaHHI TMAalli€HTIB 3 MATOJIOTIE€I0 CEPIEBO-CYIUHHOT
CHCTEMH.

[TeuinkoBa Ta/abo0 HHUPKOBA HEJOCTATHICTH MOXE MEPEIIKOKATH METaboIi3My Ta BUBEACHHIO
Hedomnamy.

Y mamieHTiB JITHBOTO BIKY MOXE 3HAJOOWUTHCS 3HWXKEHHS JI03W 4Yepe3 YIOBUILHCHHS
MeTabomizmy. PekoMeHIyeThCs OOMEXHTH TMOYATKOBY 103y 10 | Tabnerku 3 pasu Ha 100y,
OCKUJIBKM TAIIEHTH JIITHBOTO BiKY OUIBIN YYTJIMBI JO HeOaxaHWX €PeKTIB 3 OOKYy LEHTpaIbHOI
HEpBOBOI cucTeMU (y Iii TPYIli MAMIEHTIB MOBIIOMIISIIOCS PO JCSKI BHUITAKH TATIOIUHAINN Ta
CILUTyTaHOCTI CB1JIOMOCT).

3acmocysanns y nepiod sacimuocmi abo 200y8anHus epyooro.

Bazimnicme.

Hemae kmiHIYHMX JaHUX WIOJO 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y BariTHUM O KIHKaM.
JlocmikeHHsT HAa TBapWHAX HE BKA3ylOTh HAa MpsAMHUA a00 HENpsAMHHA IIKI[UIMBUN BIUIMB Ha
penpoayKkTuBHY (yHKIi0. 3 MIpKyBaHb O€3ME€KM HE CIijJ 3aCTOCOBYBAaTH JIKAapChbKHH 3aci0d
Hedam® y nepion BaritHocTi.

Ilepioo 2o0ysanns epyoor

Hedomnamy rigpoxnopu BUALISETCSA y TPYAHE MOJIOKO. MakcuMalbHa KUTbKICTb, KA MOTPAILIse
B OpramiaM autunu, cranoButh 0,05 wmr/kr/mo6y. Jlikapcekuii 3aci6 Hedpam® ne moxna
3aCTOCOBYBATH Y TEPiOJ] TOAYBAaHHS IPYIIO.

30amuicmy enausamu Ha WEUOKICMb peaxyii npu Kepy8awHi asmMoOmMpaHCcnopmom ado IHuUMU
MeXaHizMamu.

Crnix BpaxoByBaTH pU3HMK BHHUKHEHHS COHJIMBOCTI MiJl Yac 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y
Hepam®, mo Moke BIUIMBATH Ha 3JAaTHICTH KEPyBaTH aBTOTPAHCIIOPTOM abo0 MpalioBaTd 3
IHITUMU MEXaHI13MaMHU.

Cnoci6 3acmocysanns ma 0o3u.

Lopocni:

[TouaTrkoBa 103a cTaHOBUTH 2 TabneTku (60 Mr), moTiM npuitMaroTh mo 1 Tabnetiil 3 pa3u Ha 100Yy.
SIKI0 1BOrO0 BUMAarae iHTEHCHUBHICTh 000, A03y MOXHa 30UIbIIMTH 10 2 TabieTok 3 pa3u Ha
n00y.

PexoMeHyeTbCSl 3MEHIIUTH 03y JAJS MAI€HTIB JITHHOIO BIKY, TOMY IO MeTa0oJi3M Yy HHUX
yHoBUTbHEHUN. PexomMeHayeThcss OOMEXWTH MOYaTKOBY 103y 1 TabneTkoro 3 pa3u Ha 100y,
OCKUIBKM TMAaIllEHTH JITHBOTO BIKY OUIBII YyTJIMBI 10 MOOIYHMX peakiii, IMOB’s3aHUX 3
[IEHTPAIbHOIO HEPBOBOIO CHCTEMOIO.

Hupkoea neoocmamuicmo

VY naiieHTiB Ha TEPMIHANBHIN CTaJil 3aXBOPIOBAHHSA HUPOK MPOTITOM 3aCTOCYBAaHHS JIIKapCHKOTO
3aco0y Heam® MakcuMasibHa KOHIIEHTpaIlisl B CHPOBATII KPOBi MOKe 30iIbITyBaTHCS. 3 TAKOTO
MOMEHTY PEKOMEHAYEThCS 3MEHIIYBaTH JACHHY /03y HE JIMIIE JUIsl MAalli€HTIB JITHBOTO BIKY, a
TaKO’ JJIS MALlI€HTIB 3 TEPMAIbHOIO CTAJII€I0 HUPKOBOT HEJOCTATHOCTI.

Himu. Jlikapcbkuif 3aci0 He 3aCTOCOBYBATH JIITSM.

Ilepeoosysanns.

CuMITOMHM aHTHXOJIHEPTIYHOTO TTOXO/KEHHSI: TaxiKapiisi, KoMa, CYJIOMH, TATFOITMHAITI].

Lopocni

[lepmri 03HaKM TOKCHYHOCTI, TOOTO TaxiKapAis, MPOSBISIOThCSA micas mpuiiomy 30 Tabierok
nikapcbkoro 3aco0y Hedam® (15 mr/kr). B Takomy Bunajiky HeoOXigHa rocrmiTaizanis.
Jlikysanns



3aranpHe MiATpUMYIOUE JIIKyBaHHS. SKIO JiKapchKuil 3aci0 MaIli€eHT MPOKOBTHYB NMpUHAWMHI |
TOJMHY TOMY, HOro HEOOXiHO BHUIAIATH MUISIXOM IPOMHUBAHHSA IIITyHKa a00 BHKJIMKAHHS
OmroBanHs. [[ns HemomymmeHHs abcopOIii MOoke OyTH KOPHCHHM TNPHU3HAYCHHS aKTHUBOBAHOTO
Byriuis nepopanbHo. CyaoMu 1 ramonuHanii HeoOXiTHO JiKyBaTH, HANPHUKIAJ, MPU3HAYMBIIA
nia3zeniaM BHYTPINIHBOBEHHO a00 peKkTalbHO. bera-0okatopu MOXYTh JOTIOMOITH TOAOJATH
CEpIICBO-CYIMHHI YCKIIQTHCHHS.

Il06iuni peaxuii.

[ToGiuHi peakiiii, mpo sIKi MOBITOMIISUIH, KIACH(]IKYIOTHCS 32 CUCTEMaMH OpPraHiB Ta 33 YacTOTOIO:
nyxe gacto (> 1/10), wacto (> 1/100, < 1/10), mewacro (> 1/1 000, < 1/100), piako (= 1/10 000,
< 1/1 000), myxe pigko (< 1/10 000), yactora HeBigOMa (YacToTa HE MOXe OyTH BH3HA4YCHA 3a
HAsIBHUMU JaHUMH).

3 6oxy yenumpanvbhoi Hepeosoi cucmemu: Jy)KE€ YacTO — COHJIMBICTH, 4YacTO — BEPTHUTO™,
3allaMOpPOYCHHsI, TapecTe3ii, TPEMTIHHA, PIIKO — CYIOMH™®, CIUTyTaHICTh CB1JIOMOCTI,
micysionepaniifHa  CIUTYTaHICTh CBITOMOCTI (Ae30pieHTallisi), OE3COHHS, TOJIOBHUHN Oib;, 4acToTa
HEBIIOMA — KOMa.

3 6oky cepys: 9acTo — Taxikapis™, MPUCKOPEHE CEPUEOUTTS*, TIMTOTOHIS.

3 boky mpasHoi cucmemu: JyXe 4acTO — HYAOTa, OJIOBaHHS; 4acTO — CYXICTb y poTi*, OuIb y
JKUBOTI, Jiapest.

3 60Ky HUpOK ma ceyo8uOdiNbHOI cucmemu: 4acTO — 3aTPUMKa CeYl; PIAKO — 3HIKEHA (PYHKIIIS
HUPOK, HEIKI/IJTMBE POXKEBE 3a0apBICHHS Ceui.

3 6oky imyHHOI cucmemu, wWKipyu ma nNiOWKIpHOT MKAHUHU: JYXKe 4acTo — Tinepriapos™; yacrto —
QJIePriuHi peakilii; piogKo — peakiii TimepuyTIUBOCTI B MOCTONEPAMIMHUN Tepion (BKIIOYAIOYU
HaOpsk KBinke, aHadimakTHYHUN TIOK), CBEpO1K, epUTEMa, KPOIIUB’ THKA, TIOTaHe CaMOIIOYYTTS.
Icuxiuni nopywienns: PpikO — HEBPO3HICTH®, JPaATIBIMBICTH*, TaTIOIMHAIII, 3JOBXHUBAHHS,
MeIMKAMEHTO3HA 3aJIeKHICTh; YaCTOTa HEB1JOMa — CILTYyTaHICTh CBIJOMOCTI.

3 6oky opeanis 30py: piIKO — OPYIIECHHS 30DY.

*[Hmi aTpomiHOMOMIOH] peakifii MOXKYTh CIIOCTEPITATHCA, HABITH SIKIIO PO HUX HIKOJIHM HE TIOBITOMIISIIH.
Tlogioomnernns npo nioosprosari nobiuHi peaxyii

[ToBinoMieHHsT mpo NOOIYHI peakiii Michas peecTpalii JIKapchbKoro 3aco0y Mae BaKIMBE
3HaueHHs. lle 1mae 3Mory mTpPOBOAWTH MOHITOPUHT CHiBBIJIHOIICHHS KOPHUCTH/PU3UK MPHU
3aCTOCYBaHHI LIbOT'O JIIKAPCHKOI0 3ac00y. MenuyHuM Ta (papMalieBTUUHUM MpalliBHUKAM, a TAKOXK
naiieHTaMm abo iX 3aKOHHUM IpeICTaBHUKAM CJIiJ] MOBIAOMIIATH MPO YCi BUMAJIKU I11J103PIOBAaHUX
MOOIYHMX peakili Ta BIACYTHICTh €(EeKTUBHOCTI JIKapChKOro 3aco0y uepe3 ABTOMATU30BaHY
iHpopMarliiiHy cucteMy 3 papmMakoHariasay 3a nocuaaHHsaMm: https//aisf.dec.gov.ua.

Tepmin npuoamnocmi. 2 poxu.
He 3acTocoByBaT npenapar micis 3aKiHYeHHs] TEPMIHY IPUIaTHOCTI, BKA3aHOT'O Ha yIaKOBIIi.

Ymosu 30epiranns. 306epirati npu Temnepatypi He Buie 25 °C.
30epiraTy y HEIOCTYITHOMY JJIs 1iTE€H MicLi.

YnakoBka. 1o 10 tabnerok y 6micrepi. [1o 2 abo 6 GmicTepiB y mayiii.
Kareropis Binmycky. 3a peuenrom.
Bupoouuk. AT «Dapmak».

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi NIPOBA/KEeHHS TisIbHOCTI.
Vkpaina, 04080, m. Kuis, Byn. Kupuiiceka, 74.

JaTta octaHHbOro neperasay. 11.09.2023.



