IHCTPYKIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

HOOXOJITH

CKnao:
ditoua pevosuHa: XomniHy anbhoclepar;
1 M1 po3uMHYy MIiCTUTH XOJiHY anbdociepaty (B mepepaxyBaHHi Ha 6e3BOAHY Pe4oBUHY) 250 MT;

0onomidgcHa pevuosuHa: Boga Ans iH eKIIii.

JIlikapcbka dopma. Po3uuH 11 iH'eKIin.

OcHogHi ¢izuko-ximiuHi 81acmusocmi: mpo3opuit 6e30apBHUM a0 KOBTyBaTUN PO34YUH 6e3 BUTUMUX
JaCTOK.

dapMakoTepaneBTHYHA rpymna. 3aco0wu, 110 BIJIMBAIOTh HA HEPBOBY CUCTEMY.
[TapacumnaTtomimeTuku. Xoniny anbdocuepar. Kog ATX NO7A X02.

®Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Xoriny anbdocuepar — 3acib, SKui HaleXkuTh 00 IPYIU LeHTPaJIbHUX X0TiHOMIMETHKIB 3
IepeBakKHUM BIIJINBOM Ha LieHTpanbHy HepBoBYy cuctemy (LIHC). Xominy anbdocuepaT IK HOCIH
XOJIiHY i monepenHiit areHT GochaTUONIX0IiHY IOTEHLINHO CIIPOMOXKHUM 3anobiraty i KOpUryBaTu
OioxiMiuHi yIIKOIXKeHHS, SIKi Mal0OTh 0COGJIMBe 3HAYEHHS cepef] IaTOreHHUX (paKkTopiB
TICHX0OPTaHiYHOT0 iHBOJIIOI[INHOTO CHHAPOMY, TOOTO MOXKe BIIMBATHU Ha 3HUIKEHUN XOTiHEpriYHuN
TOHYC i 3MiHeHU# docdomimigHui cKinag 000I0HOK HEPBOBUX KIiTHH. [0 CKIafy MiKapchKOro 3acoly
BxonuTh 40,5 % MeTabo0iyHO 3aXUIIeHOr0 X0JIiHy. MeTabomiuHnil 3aXucT 3abe3neuye BUBITbHEHHS
XOJIiHy B TOJIOBHOMY MO3KY. XOJIiHY anb(ociepaT NO3UTUBHO BIJIUBAE Ha (PYHKII maM’'gTi Ta
ni3HaBasbHi 3MiOHOCTI, @ TAKOXK Ha MOKAa3HUKU eMOIIIHOT0 CTaHy i MOBENiHKY, IOTiPIIEHHS IKUX
Oy70 criprYrHEHe PO3BUTKOM iHBOJIIOIIHOI TATOJIOTil MO3KY.

MexaHi3M [il ITPyHTY€ETHCS Ha TOMY, II0 IIPY IOTPAIISHHI B OpraHi3M XOJiHy anbdocuepaT
PO3IIEITIOETHCS Tif A€o pepMeHTiB Ha X0uiH i riirepodocdart: xomnin 6epe ydacTs y 6iocunTesi
alleTUIXOJIiHy — OOHOTO 3 OCHOBHHUX MeliaTOpiB HEPBOBOT0 30ymKeHHS; Tiilepodocdart €
nonepegHuKoM Gocdomininis (bochaTununxoniny) HeipoHHOI MeMOpaHu. TaKUM YUHOM, XOJIiHY
anbdocrepaT IOKpalIye nepefavy HEPBOBUX iMITYILCIB Y XOMiHEPTiYHUX HENPOHAX, TIO3UTHUBHO



BIIJIMBAE Ha MJIAaCTUYHICTh HEWPOHANbHUX MeMOpaH i GyHKIIiI0 penienTopiB. XoJiHy anbdociepaT
IOKpaInye nepedpanbHu KPoBOOOiT, MOCKITi0e MeTabo IiYHi TPOLeCH B IOJIOBHOMY MO3KY, aKTUBYE
CTPYKTYPHU PETUKYISAPHOL (PopMallil TOJIOBHOTO MO3KY i BiTHOBIIIOE CBiIOMICTh TP TPaBMAaTUYHOMY
YIIKOAKEHHI I'OJIOBHOTO MO3KY.

dapmakoKiHemuxka.

[Tpu BBemeHHi X0JiHy anbdocuepary B cepemHbomy abcopbyeThes Manxke 88 % mo3u. IIpemapart
HaKOMMUYYETHCSA IIepeBakHO B MO3KY (45 % Bifm KOHIleHTpallil IpefapaTy B KPOBi), IeTeHSX Ta
neuinni. Eniminanis npemnapaTy Bif0yBa€eThCS TOJOBHUM YMHOM Yepes JIeTeHi Y BUTTIAMI TBOOKUCY
Byrinero (CO,). Jluure 15 % npenapaTy BUBOOUTHCS i3 CEUEIO Ta KOBUIO.

KrinigHi XapaKTepHCTHKH.
Iloka3anus.

TCocTpuit mepion TSIKKOI YePerHO-MO3K0BOI TPAaBMHU 3 ITePeBaXKHO CTOBOYPOBUM PiBHEM VIIKOMXKEHHS
(mopyImeHHS CBiIOMOCTI, KOMATO3HHUM CTaH, BOTHHUIEBA MMiBKyJbHAa CUMIITOMATHKa, CUMITOMHU
VIIKOIKEeHHS CTOBOypa MO3KY).

IlereHepaTUBHO-IHBOJIIOIiMHI MO3KOBi IICHX00PTaHiuHi CHHAPOMHU a0 BTOPHHHI HACTiIKA
11epe0pPOoBacKyIIPHOL HeOCTaTHOCTi, TOOTO IePBUHHI Ta BTOPUHHI IIOPYIIeHHS PO3yMOBOI TisiIbHOCTI
y JII0feH JITHBOTO BiKY, SKi XapaKTepU3yHThCA MOPYLIEHHAM I1aM’'qTi, CIJIyTaHICTIO CBIAOMOCTI,
Ie30pieHTalli€l0, 3HUKEHHSIM MOTHBAIIil Ta iHilliaTUBHOCTI, 3HUKEHHSIM 30aTHOCTI [0 KOHIIEHTPallii;
3MiHM B eMOLilHil cdepi Ta chepi noBeninku: emMolilina HecTabinbHICTh, APATIBMUBICTh, OalmyKiCTh
[0 HABKOJIMIIIHBOI'0 CePeOBUILA; IICEBOOMEIaHX0JIid y JII0Ae! JIITHbOTO BIKY.

IIpomunoka3aHHsi.
linepuyTnuBicTh KO MiKapchKoOro 3aco0y abo 10 #0ro KOMIIOHEHTIB.
[TCcUXOTUYHUN CUHPOM, TSXKKE IICUXOMOTOPHE 30yIKeHHS.

I[Tepion BariTHOCTI a60 TOmyBaHHS TPYIOIO.

B3aemodisa 3 iHwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

KniniyHO 3HaYyIlla B3aEMOIis MpenapaTy 3 iHIKUMU JTiKapChbKUMU 3aco0aMy He BCTaHOBJIEHA.

Oco6.1ueocmi 3acmocy8aHHs1.
3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Jlikapcekuii 3acib TpoTUIIOKAa3aHUY AJIs 3aCTOCYBAHHS Y IEPiofl BariTHOCTI abo TOAyBaHHS TPYALIO.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Jlikapchkui 3acib He BIJIMBAE Ha 3[aTHICTh KEPYBATH aBTOTPAHCIOPTOM ab0 MpaIlloBaTH 3 iHIIUMH
MeXaHi3MaMHu.

Cnocib 3acmocyeaHHsi ma do3u.

[Tpu roctpux craHax HooxosliH BBOAUTH BHYTPILIHEOM s130B0 @60 BHYTPIlTHEOBEHHO (MTOBiBHO) 10 1 T
(1 ammyna) Ha goOy mpoTsarom 15-20 pHiB. IToTiMm, micns crabinisallil cTaHy XBOpOro, TepexofuT Ha
npenapar y Kalcyjax.

Himu.

Hocsig 3acTocyBaHHsA HooX0MiHy AiTAM BifACyTHIuU.

Ilepedo3yeanHns.

[Tpu nepeno3yBanHi HooxoiHy, SiKe MOXKe IPOSIBIISTUCS HYIOTOI0, HECIIOKOEM, 30yIKEHHSIM,
0e3COHHSM, CIiJ 3MEHIIUTH J03y. Teparis CUMITOMaTAYHa.

ITo6iuni peakuii.

3a3Buyail TiKapchKuii 3aci6 mobpe mepeHoCUThCS HaBiTh IPU TPUBAJIOMY 3aCTOCYBaHHI. MOXKINUBI
peaktii y miciii BBegeHHS. [IpoTSAroM nepinux AHiB a00 THKHIB TiKyBaHHS MOXKYTh BUHUKATH TaKi
IIPOSIBY NMOOIYHMUX pPeakliii: TPUBOXKHICTh, aXXuTallisl, 6e3coHH4. Lli cuMITOMM TUMYacoBi i He
noTpeOyIOTh IPUNMHEHHS JIIKYBaHHS, ane Moxke O6yTu MOTPiOHUM TUMYaCOBe 3HUKEHHS I03HU.

MoxXuBe BUHUKHEHHS HYOTH (SKa TOJIOBHUM YMHOM € HaCJIiIKOM BTOPUHHOI foMaMiHeprigyHol
aKTUBallil), 3HUKEHHS apTepiaJlbHOTO TUCKY, TOJIOBHUIA Oifb, myxKe pimko MOXKnIuBi abnoMiHanbHUN
6isb Ta KOPOTKOTPUBAJIA CIIYTaHICTh CBifOMOCTi. ¥ TakOMY BUIIafKy HEOOXiIHO 3MEHIIUTH
3aCTOCOBYBaHy O3y IIpemnapary.

MoxXHBi peakilii MigBUIIEHO] YYTIUBOCTI, BK/IIOUAIOYX BUCHUIIAHHS, CBePOikK, KPOIIUB' THKY,
AHTiIOHEBPOTHYHHUY HaOPSK, TOYEPBOHIHHS IITKIipH.

ITogidomaeHHsA npo nido3pr8aHi nobiyHi peakuii.

[ToBimoMnenHs npo mobiuHi peakilil micnis peecTpaliii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle mae 3MOry NpOBOOUTY MOHITOPUHT CIiBBIIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHS LILOTO
niKapchbKOro 3aco0y. MeguyHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TaKOX IallieHTam abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiTOMJISITH TIPO YCi BUIIAAKHU Ii03PI0OBaHUX IMOOIYHUX Peakilii Ta
BifiCyTHOCTI e(peKTHUBHOCTI JTiKapChKOT0 3aco0y yepe3 aBTOMaTu30BaHy iHdopMaliiHy CUCTeMY 3
dapmakonarnany (https://aisf.dec.gov.ua).
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Tepmin npudamnocmi. 4 Poku.

YMmoBH 30epiraHHsi.

30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMIepaTypi He Buille 25 °C. 36epiratu y HeIOCTYIIHOMY
IJI miTed micri.

HecymicHicme.

He crig 3acTocoByBaTH B OHIN €MHOCTI 3 iHIIMMMY JTiIKapChKUMM 3aCc0o6aMu.

VnaxoBka.

[To 4 mn B ammymi, o 3 a6o 5 ammyn B 6micTepi Ta KAPTOHHIN maYIIi.

Kareropis Bigmycky.

3a peLemnToM.

BupoOHHK.

K.T. Pomdpapm Komnani C.P.JI. / S.C. Rompharm Company S.R.L.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.

Byn. Epoinop Ne 1A, M. Otonens, 075100, okpyr Indos, Pymysis - 6yzisns Pombapm 1 i Pombapm 2.

3asiBHHUK.

TOB «®OPC-OAPMA THMCTPUBIOIIH».

Micne3HaxoaKeHHs 3asiBHHKA.

Yxpaina, 03127, m. Kuis, np. l'onociiBcekuir, 132.



