MIHICTEPCTBO OXOPOHW 300POB'A YKPAIHW
HenapTtameHT dhapmalesTU4HOI AiANBHOCTI
OepxasHui ekcnepTHUA UeHTp MiHicTepcTea oxopoHK 340poB's YKpaiHu
"OepxaBHuli peecTp nikapcbkux 3acobis YkpaiHu"
IndpbopmaLiiniHni choHp,

IHCTPYKIIA
AJIS1 MEAUYHOT'0 32CTOCYBAHHSA JIKAPCHKOI0 3ac00y

HEWPOILJIAHT

Cknao:

Oiloua peuosuna: Cyxuii eKCTPaKT i3 TpaBu 3BipoOoro (Hypericum perforatum L.)

1 Tabnerka, BKpuTa 000JOHKOIO, MicTUTh 300 Mr cyxoro eKCTpakTy i3 TpaBu 3BipoOoro (Hypericum
perforatum L.) (3—7:1) [ekctparent: metanox 80 % (06./06.)];

O00ONOMIJICHI peuo8uHU: KUCJIOTa acKOpPOIHOBA, IENI0JIO3a MIKPOKPHCTATIIYHA, HATPII0 KPOCKApMEo3a,
rilpoMeno3a, JIaKTo3u MoHoriapar, makporos 4000, MarHiro creapat, caxapuH HaTpit0, KPEMHIIO JTIOKCH/I,
TanbK, BaHUIiH, THTaHy Hiokcuna (E 171), 3amiza okcun xoBtuit (E 172), kpoxmalie pexeraTiHI30BaHUH,
eMYJbCis IPOTUIIHHA (MICTUTh METHIIIENIONIO3Y, CHMETHKOH, KHCIIOTY COPOIHOBY).

Jlikapcbka gopma. TabieTku, BKpUTI 000JTOHKOIO.
OcnosHi  @izuko-ximiuni eracmugocmi: KpyTial KOPUYHIOBATO-KOBTI (KOJIp OXpH) TaOJIETKH, BKPHTI
000JIOHKOIO.

®dapmakoTepaneBTHYHA Ipyna.
Antunenpecantd. Kog ATX NO6A X25.

Dapmakonoziuni enacmueocmi.

Dapmakoounamika.

Cyxuil exkcTpakT 13 TpaBU 3BIpOOOIO0 TajbMy€ CHHANTOCOMAaJbHE IOMVIMHAHHS HEHPONEepeHOCHUKIB
CEpOTOHIHY, HOpaapeHaminy, nonaminy. CyOXpoHiuHe JIIKyBaHHS CIIPUYUHSIE MOCTA0JICHHS peryJsiii 6eTa-
aIpeHEePriYHUX pPEeLEeNTOopiB; L€ 3MIHIOE TOBEAIHKY TBapUH Y JESIKUX aHTUICIPECAHTHUX MOJAEIIX
(HampuKIIa:, TECTI MPUMYCOBOTO TIJIaBaHHS ) aHAIOTTYHO CHHTETUYHUM aHTU IeTipecanTaM. Hanroiantponu
(HampuKJIaja, TINEpULUH, TCEeBIOTINEPULIMH), MOXiTHI  (IOPOITIONUHY (Hampukial, rinepdopuH) i
(baBoHOIIM BIAMOBIAANBHI 32 IO J1IO.

Dapmaxokinemuxa.

dapMaKOKIHETHKA TINEPUIMHY 1 NCEBAOTINEPULIMHY, XapaKTEepHUX MapKepiB IpenapaTiB 3BipoOoro, Oyna
BUBYECHA Yy JAOCHIDKeHHI rinepuruianty 300 Mr mpu piBHOBaKHIM KoHueHTpauii: npu 10-meHHOMY
3actocyBaHHI 10 1200 M METaHOJBLHOTO €KCTPAKTY 3BIp0OOIO Ha JIeHb OyJIU OTpUMaHI MaKCHUMallbHI PiBHI
y m1a3mi kpoBi 2,3—7,6 Hr/mi rinepununy i 1,1-7 Hr/MII IceBAOTINEPULIMHY.

®apMakoKiHETUYHI JaHl TinepdopuHy OynM OTpUMaHI Miclisd MPU3HAYEHHS BKAa3aHOIO €TaHOJBHOTO
ekcTpakty (3—6 % rinepdopuHy): MICs MePOPaTLHOTO MPUHOMY Pa30BHUX /103, MO CTaHOBIATH 600 Mmr 1
1200 Mr ekcTpakTy, OyJau BH3HaYeHI MaKCUMallbHI piBHI y Tuia3mi kposi 301,8 Hr/mut micns 3,5 roausu i
437,3 ur/mn micas 2,8 roguHu BianosigHo. [lepioa HamiBBUBEIEHHS CTAaHOBHUB 8,5 TOAWHU 1 9,6 TOaMHU
BiZnoBigHO. [Ipu 6Ge3nepepBHOMY JiKyBaHHI MPOTATroM § IHIB 13 3acTocyBaHHsIM 900 Mr excTpakty 1 pa3 Ha
JIeHb MiHIMaJIbHUM piBEHb y IJIa3Mi KPOBI, IO CTAHOBUTH 35,5 HI/MJI, 1 MaKCUMaJIbHUM PIBEHb y IUIa3Mi
KpoBi — 246 Hr/mi1 — Oynu BUsiBIeH1 Ha §8-ii ieHb JlikyBaHH. [lepioa HaniBBUBeIeHHS cTaHOBUB 11,2 rogquHM.

Kuiniuni XapakTepucTHKH.
Ilokazannsa.
JIikyBaHHS ICTIPECUBHUX €IMi30/IiB JIETKOTO CTYICHS.

Ilpomunokaszanna.

['inepuyTnuBiCTE 10 KOMIIOHEHTIB JIIKApChKOTO 3aco0y. Bimoma rinmepuyTIMBICTH HIKIpU 10 CBITA,
¢dorocencudimizamis. OnHOYacHE JKyBaHHS 13 3aCTOCYBAaHHSIM IpemapariB, MO0 MeTa0oIi3yl0ThCs
nuroxpomom P450 3A4, CYP2C9, CYP2C19 i1 P-rnikonpoTeinamu:


http://ru.wikipedia.org/wiki/L.
http://ru.wikipedia.org/wiki/L.

- 1HribiTOpiB TIpoTeasu mus JikyBaHHA BlJI-indexmii (mukimocnopuHy, TakpomiMycy, iHAWHaBIpY abo
IHIIHNX ),

- 1HTiOiTOpPIB MpOTEas3u Bipycy renatuty C;

- IMyHOJEIIPECAHTIB;

- 3ac00iB, 110 MPUTHIYYIOTh PICT KJIITHH 1 3aCTOCOBYIOTHCS JUIs JIIKYBaHHS paKky (IpuHOTEKaH, iIMaTHHIO Ta
1HIII);

- aMITPUNTHIIHY, HOPTPUIITUIIIHY;

- MiJa3onamy;

- Teodiminy;

- TIMOXOJIECTEPUHEMIYHUX 3aC00iB (CTATUHIB);

- CepIEeBUX IJIIKO3W/IIB,;

- AQHTHKOATYJISHTIB KyMapHHOBOTO psiay (Bapdapun);

- 1HIIMX aHTUJICTIPECAHTIB;

- MEepOpaTbHHUX KOHTPAIENTHBIB, iH EKIIIHHIX KOHTPAIENTHBIB Ta KOHTPAICNITUBIB IMIUIAHTATIB.

TsKKi TeTpecuBHI CTaHW. ApTepiaibHa TinepTeH3is.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inuwii 6u0u 83a€moo0ii.

[Tpu onmnouacHomy npuiiomi HeliporuiaHTy MOXe 3MEHIIUTHCS €EeKTHBHICTh TAKUX JIKAPChKUX 3aCO0IB:
AQHTUKOAryJIssHTH KyMapHHOBOTO psny (Hampukiaa, (EeHImpokyMoH, BapdapuH); aMITPUITHIIH,
HOPTPUNTHIIIH, Miga3oiaM; TeouTiH; aHTHOIOTUKHU; cynbdaHiIaMian;, OIIOKATOpPH KalbLi€BUX KaHAJIB;
JKIHOU1 CTaTeBl TOPMOHH, T1IOX0JIECTEPUHEMIUHI 3ac00U (CTaTUHHU), CEPIIEB] TI1KO3UH, TOMY iX OJIHOYACHE
3aCTOCYBaHHS IPOTHITOKA3aHe.

[lpu opgHOYacHOMY NpuHiOMI NEpOpabHUX KOHTPALENTHUBIB MOXKE CHOCTEpPIraTUCS MIKMEHCTpyallbHa
KpPOBOTEUA; HAJIIHICTh KOHTPALICITHBHHUX 3aC001B MOKE OyTH 3HIDKEHA.

VY pasi cynmyTHBOI Teparii i3 3aCTOCYBaHHSM IpernapaTiB, 10 BIUTMBAIOTH HA IMiJIBUILEHY YYTIUBICTh HIKIPU
710 CBITJIa, MOXKJIMBE 301IbIIEHHS YyTJIIMBOCTI IO COHSYHOTO OIPOMIHEHHSI.

JlikapceKi 3ac00HU, 10 MICTATh €KCTPAKT 3BIPOOOIO MPOIPSBICHOI0, MOXKYTh 3HH)KYBaTH KOHILIEHTPALIIO Y
TTa3Mi KpoBi TpemnapariB, IO MeTa0omi3yroThes muroxpomoMm P450 3A4, CYP2C9, CYP2C19 i P-
[JIIKONpOoTeiHaMH (HANpHUKIaJ, aMITPUNTUIIHY, HOPTPUNITHIIHY, (pekcodeHannny, OeH3o/1ia3eniHiB Ta ix
NOXIJTHUX, METa/J0Hy, CHUMBACTaTHHY, (IHACTEpUIy), AHTHJEIPECAHTIB Ta IHIIUX CEPOTOHIHEPTIYHHUX
peuyoBHH (TaKi sIK OyCIipoH, UTANONPaM, ECLIUTATIONPaM, (JIyOKCETHH, CepTpaliH, TPUNTAHHU, He(a30JIoH,
TpamajoJl Ta 1HII).

Ocoonueocmi 3acmocyganns.

Edexr aHTHUKOAryiasHTIB KyMapHMHOBOIO THUIYy (Hampukiaa, (pEeHOPOKYMOHY, Bap(apuHy), ITUTOKCUHY,
Teo(iTiHYy 1 eSKUX JENpPEecaHTiB MOXE 3MEHIIYBAaTUCS IMPH OJHOYACHOMY 3acTocyBaHHI HeipomaHty.
JlixyBaHHS Malli€HTIB MpenapaTamMu, 0 MICTSITh OAHY 3 TaKUX PEYOBUH, CIiJ] MPOBOJUTH MiJl KOHTPOJIEM
(HampuKJIaJ, BU3HAUYATH KOHIIEHTPALIIO [[UX PEYOBUH Yy IUIa3Mi a00 B YCiii KpOBI Ha MOYATKY JIKYBaHHS 1
TICTIst HOTO 3aBEPIEHHS).

[ling yac npuitomy HeiiporaHTy ciifl yHUKaTH IHTEHCHBHOTO BIUIMBY COHSYHUX HPOMEHIB HPOTATOM
TPUBAJIOTO 4YacCy, SKIIO IIKipa HE3axuIleHa, Ta TMPOIEAyp 13 3aCTOCYBaHHSAM YIbTPadioaeTOBOTO
BUIIPOMiHIOBaHHSA (KBapll, Y @-namnu, cosspiit).

[Tpu cynmyTHROMY 3aCTOCYBaHH1 IEBHUX aHTHAETIPECAHTIB (He(ha30q0H, MAPOKCETHH, CEPTPANIiH) B OKPEMUX
BUIA/IKaX BHpPa3Hillle MOXKYTh CIIOCTEPIraTUCs HECIPUSATINBI peakiii (Hy1oTa, OI0BaHHS, BIIUYTTS CTpaxy,
3aHETIOKOEHHS Ta CIUTYTaHICTh CB1IOMOCT1).

[TamienTam 3 piAKICHOIO CMAKOBOIO HETIEPEHOCUMICTIO TalaKTO3H, JeIIIUTOM JIaKTa3u a00 MOPYIIEHHSIM
BCMOKTYBaHHS TJIFOKO3W-TAJIAKTO3M HE CJIiJl puitmaTu HelporuianT.

Ingpopmayia ona xeopux na diabem: 1 TabneTka, BKpuTa 000510HKOI0, MicTUTh 0,048 T Byri1eBOAiB.

[lepen XipypriuHuM BTPYYaHHSM PEKOMEHIYETbCS BU3HAUYUTH MOXKIIMBICTH B3a€MOJII 3 MpemnapaTamH, sKi
3aCTOCOBYIOTHCS IS 3arajbHOI Ta MICIeBOi aHecTe3ii. Y pasi HeoOXiTHOCTI MPHUIOM JIIKApCHKOTO 3ac00y
Tpeba MPUITUHUTH.

[Ipenaparu, M0 MICTATh €KCTPAKT TPABU 3BIpOOOIO, CINIJl MPUUMATH 3 00EPEXKHICTIO pa3oM 3 1HTibiTopamu
CEPOTOHIHY 200 3 IHIITMMU CEPOTOHIHEPTTIYHUMHU JIIKAPCHKUMU 3aC00aMH, OCKITBKH Y TYKE PIAKAX BUMAIKAX
MOXYTh TpPOSBIATHCA HeOaxaHl e(peKTH (CMHIPOM CEPOTOHIHY) Y BHIVIAJI BETETaTUBHUX ITUCQYHKIIIH
(HampuKIaa, MiJBHINCHE IMOTOBUIIJICHHS, TaxiKapiis, miapes, JIMXOMaHKa), TCUXIYHUX (HANpHUKIIA,
XBWJIIOBAHHS, IE30PI€HTAILIS1) 1 MOTOPHUX 3MiH (HAalIPUKIIAA, TPEMTIHHSA UM MiOKJIOHIS).



OCKUTbKM HEMA€E JOCTATHIX JaHUX, 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y MITAM Ta miaaiTkam 10 18 pokiB He
PEKOMEHIYETHCS.

3acmocyeanus y nepiod gacimuocmi ma 200y8auHs 2pyooio.
OCKUIbKH HEMae JI0CTaTHIX JOCTiKeHb, HelportaHT He MO)KHA 3aCTOCOBYBATH Y TMEPioj] BariTHOCTI abo
TOJTyBaHHS TPYIJIIO.

30amuicmy  enaugamu Ha WBUOKICMb peakyii Npu Kepys8awHi A8MOMpPAHCNOPMoOM abo  IHWUMU
MEXaHIZMaMU.
Heginoma.

Cnoci6 3acmocysanns ma 003u.

Jlopocnum i nayienmam 1imHb020 GIKY:

Pasosa no3a — 300 mr.

YacroTa nmpuiioMy — 3 pas3u Ha J€Hb.

Jlo6oBa mo03a — 900 mr.

Tpueanicmo nikysanus

JUiss NOCSATHEHHSI SIBHOTO TIONIMIICHHS CHUMIOTOMIB HEOOXigHE JIIKYBaHHS MPOTATOM 4 THOKHIB. SIKIIO
CUMITOMH HE 3HUKAIOTh MMOHA/ YOTUPH THXKHI 200 SKIIO CTaH MOTIPIIYEThCS, HE3BAXKAIOUU Ha MPABUIbHHIMA
PUKROM, CITiJ] TOPAJAUTHUCS 3 JIIKAPEM.

TabneTku, BKpUTI OOOJIOHKOIO, CIif MPUIMATH HE PO3KOBYIOUM, 3aMUBAIOYU JTOCTATHHOIO KUIBKICTIO
pimuau. [Ipuitom TabMeTOK HE 3aJICKHUTD BiJl IPHIOMY TKi.

Himu.

JlikapchKuit 3aci0 He 3aCTOCOBYBATH JITSIM.

Ilepeoosysanns.

[Ticns nmpuiioMy HagMIpHUX J103 JIIKAPCHKOTO 3aC00y MOKYTh BUHUKHYTH (DOTOTOKCHYHI SBHILA. Y IIbOMY
BUMAJKY IIKIpy TOTPIOHO 3aXUIIATH BiJ COHSYHOTO CBiTNa Ta Y D-MPOMEHIB MPOTATOM THXKHS (CKOPOTUTH
yac nepe0yBaHHS Ha BIIKPUTOMY MOBITP1, HOCUTHU BIJIMTOBITHUN OJIST 1 3aCTOCOBYBATH COHIIE3aXHCHI 3aCO0U
3 BUCOKUM KOe(iIieHTOM 3axHCcTy). JIikyBaHHS (POTOTOKCHUYHMX peakiiiil IIKipy CUMITOMATHYHE.
Hanxoauiu noBigoMieHHs PO BUHUKHEHHS CYJIOM Ta CIUTYTaHICTh CBIJOMOCTI Micis mpuiiomy 4,5 T cyXoro
eKCTPAaKTYy 13 TpaBM 3Bip0o00I0 HA JIEHb MPOTIATOM JBOX THXKHIB, @ TAKOX JI0IaTKOBO 15 I CyXOro eKCTpakxTy.
V pasi nepeno3yBaHHs J1KapChbKOTo 3aC00y TaK0K MOXKIIMBE BIAUYTTSI FPKOTH Y POTi, HEIPUEMHE BITUYTTS
B JUISHIN ITEYiHKH.

Il06iuni peaxuii.

3 60Ky wiKipu, NIOWKIPHUX MKAHUH/IMYHHOI cucmemu: aJepriyHi peakuii (moyepBOHIHHA, HAOpsIK, cCBEpOIK,
BUCHIMAHHs). [iMepuyTauBICTh 10 CBiTIa: Yy MOOAMHOKMX BHMNaAkax HeWporigaHT Mo)ke CHpPUYHMHUTH,
0COOJIMBO Yy JItOJIEH 3 HIKHOIO CBITJIOIO HIKIPOKO, peakilii, moAiOHI A0 3acMaru Ha JUISHKax IIKIpH, SKI
3a3HaJIM IHTEHCUBHOI JIi1 COHSTYHUX MPOMEHIB a00 1HIKX BUAIB Y @-BUNPOMiHIOBaHHS ((POTOCEHCUOLTI3AILis)
Ta 1u3ecTe3il (HampuKial, MOMUITYBaHHS YyTIUBICTh O X0JI0AY a00 000, BITUYTTS NEUiHHS).

3 b6oky nepeoeoi cucmemu: anatis a00 3aHETIOKOEHHS.

Pigxo MOXyTb 3’ BASATHUCS PO37aau 3 OOKY IITYHKOBO-KHUIIIKOBOT'O TPAKTY.

[Tpu BUHUKHEHH1 Oyb-SKUX MOOIYHUX peakiiid MOTPIOHO MPUITMHUTH JIIKYBaHHS Ta IPOKOHCYJbTYBATHUCS 3
JKapeM.

Tepmin npuoamnocmi.
2 poku.
He 3acmocosysamu npenapam nicis 3aKiHuyeHHA mepMiHy RpUOAmMHOCMI, 3d3HAYEHO020 HA YNAKOBYL.

YMoBH 30epiranus.
30epiratu npu Temneparypi He Buine 25 °C 'y HEZOCTYIMHOMY JUIS JITEH MICIIL.

YnakoBka.
baicrepu o 20 TabneTox, Bkputux 000710HKO0; 1 ab0 2 GicTepu B KAPTOHHIN KOPOOITI.



Kareropis Binnmycky.
bes peuenra.

Bupoonuk.
Hp. Binemap IlIBa6e 'Mm6X 1 Ko. KT'.

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro ajgpeca Micusi MPOBasKeHHs TisIbHOCTI.
Binemap-IlIBa6e-IITpacce, 4,
76227 Kapncpye, Himeuunna.



