[HCTPYKIIIA

IJIsi MEJUYHOT0 3aCTOCYBaHHsI JIIKapChbKOTro0 3aco0y

JIOPU3AH®

(LORIZAN)

Cknao:
ditoua pevos8uHd: TIOpaTaNuH;
1 Tabnetka MicTuTh nopataguHy 10 mr;

0onomidicHi pevyo8uHU: TaKTO3a, MOHOTiIpaT; KpOXMallb KapTOIJITHUM; KaJbIlilo cTeapar.

Jlikapcbka ¢popma. TabneTku.

OcHosHi (pizuko-xiMiyHi 81acmusocmi: TabneTku 6iI0T0 KOILOPY 3 IJIOCKOI0 MTOBEPXHEI0, 3 (hacKoio.

dapMakoTepaneBTHYHA rpyna. AHTUTiCTaMiHHi 3ac00M [IJIs CHCTEMHOTO 3aCTOCYyBaHHS.

Kon ATX RO6A X13.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

JlopaTafuH - TPUIIUKIIIYHUY CeIeKTUBHUY 010KaTOp nepudepuuyrux H,-ricTaMiHOBUX pelenTopis.
[Tpu 3acToCyBaHHI y peKOMEHIOBaHil 031 He YUHUTH KJIiHIYHO 3HAYYL[0l CeAaTUBHOI Ta
AQHTUXOJIiHeprivHol fil. [IpoTsAromM TpUBAIOTo JIiKyBaHHS He BUSBIEHO XKONHUX KITIHIYHO 3HAUYIIAX
3MiH y MOKa3HHUKAX XKUTTEBO BaXKIUBUX PYHKIIIH, TabopaTOPHUX HOCITIMKEHHSX, JaHUX (i3uKaIbHOTO
o0CcTexkeHHST XBOpOro abo B eeKTpoKapaiorpami. JIopaTaguH He Ma€ 3HQUYIIOT0 BIIMBY Ha
aKTHBHICTh H) -ricTamMiHOBHX penienTopiB. He 6710Ky€e 3ax0onneHHs HOpeliHeppuHy Ta GaKTUYHO He
Mae€ BIIJIUBY Ha CepLeBO-CyOUHHY CUCTeMYy ab0 Ha aKTUBHICTh BOMisl PUTMY.

[cHYIOTH JaHi, 1110 IPY IPOBEMIeHH] MKipHUX P06 Ha ricTaMiH micis 3acTOCyBaHHS pa3oBoi mo3u 10
MT aHTHUTiCTaMiHHUY edeKT BUHUKAE Yyepe3 1-3 romuHu, gocsArae miky 4epel 8-12 roguH i TpuBae
6inbine 24 roguH. He Big3Hayanocs po3BUTKY CTiMKOCTI 0o mil mpemaparty micns 28 mHiB
3aCTOCYBaHHS JIOpaTaguHy.

Krniniyna ebeKTHBHICTS i 6e3mexa.

Bimomo, 1o JlopaTtagus (Tabnetku) y mo3i 10 mr 1 pa3 Ha o0y 0yB ebeKTHUBHIIINM, Hix maneoo, i



TaKUM Xe e(peKTUBHUM, SIK KJIEMaCTHH, BITHOCHO ITOKPAIlaHHs CTaHy IIPU CUMIITOMAaXx (Ha3a/IbHUX i
He Ha3aJIbHUX) aJlepriyHoro puHiTy. [Ipy 3acTOCyBaHHI JTOpaTafuHy COHNIUBICTh BUHUKAE 3 MEHIIIO0
YaCTOTOIO, HiX IIPY 3aCTOCYBaHHI KJIEMaCTUHY, 1 IPAaKTUYHO 3 TAKOI X YaCTOTOM, SIK 1 IIpu
3aCTOCyBaHHI TepdeHaiuHy Ta Ialedo.

[TinTBepxkmeHo, 1mo JlopataguH y no3i 10 mr 1 pa3 Ha no0y edekTuBHimMH 3a maanedo y mikyBaHHI
XPOHIYHOI igiomaTHYHOI KPOIIUB THKY (1TocnabieHHs cBepOexXy, epUTEMH Ta aJepriyHOTO
BUCHUIIAHHS).

iTH.
EdekTuBHIiCTS y fiTel Oyna nomiOHO0 00 e(eKTUBHOCTI Y JOPOCIHX.
dapmakoKiHemuka.

BcmokTyBaHHS. JIopaTaguH IMIBUAKO i ;OOPe BCMOKTYEThCS. 3aCTOCYBAHHS MpemaparTy Imif Jac ixi
MOXKe [eI0 3aTPUMyBaTH BCMOKTYBaHHS JIopaTaguHy, IIPOTeE 1ie He BIJIUBA€ Ha KIiHIYHUM e(eKT.
[Toxa3HuKM 6iOOCTYITHOCTI JIOpaTaguHy Ta HOTO aKTHBHOTO MeTa0oJIiTa IMPOMOPLiiHi 70 J03H.

Po3nopin. JIopaTaguH 3B’s13yeThCst aKTUBHO (Big 97 % mo 99 %) 3 GimkaMu My1a3Mu KPOBi, a HOT0
aKTUBHUM MeTa0OoJIiT - 3 TOMipHOIO0 aKTUBHICTIO (Bim 73 % mo 76 %).

Y 3mopoBux m0GPOBOIBLIIIB ITePiof HAMIBPO3MOMAiNy JTopaTaguHy Ta MOr0 aKTUBHOTO MeTabosiTa y
I71a3Mi KPOBi CTAHOBUTD MpubIHU3HO 1 Ta 2 TOOUHM BiTIOBIMHO.

Biorpancdopwmarris. ITicnis mepopaabHOT0 3aCTOCYBaHHS JIOpaTaguH MIBUAKO i mo6pe abcopbyeThes, a
TaK0XkK €KCTEeHCHBHO MeTabo0i3y€eThCs MPH MEePIIOMY ITPOXOIKEeHHi Yepe3 MeviHKy, F0JIOBHUM YHHOM
3a mommomoro CYP3A4 i CYP2D6. OcHOBHME MeTa0OIT Ie3opaTafauH € papMaKoJIOriYyHO aKTUBHUM
i 6inp1I0I0 MipoI0 BigmoBifae 3a KniHiuHuM edekT. JlopaTafuH i me3mopaTaguH OOCATAOTh
MaKCUMaJbHOI KOHIleHTpalil y m1a3mi kposi (T,,,,) depe3 1-1,5 rogunu i 1,5-3,7 rogusy BiANOBIAHO
IIiCJI 3aCTOCYBaHHA IIpelapary.

Busenenns. [Tpu6muzno 40 % mo3u BUBOOUTHCS i3 ceuelo i 42 % 3 kanmoM ynponosx 10 mgHiB, B
OCHOBHOMY V (opMi KOH'toroBaHuX MeTabomiTiB. [Ipubau3no 27 % [03u BUBOAUTHCS i3 cedelo
YIIPOAOBXK mepmumx 24 roguH. Menire 1 % mito4ol pe4oBUHYM BUBOAUTHCS y HE3MiHEHiM aKTUBHIN
dbopMi - K mopaTtaguH abo me3nopaTagyH.

Y mopocnux 3q0poBuX 0OOPOBOJIBIIB CEpeHil Iepiod HalliBBUBENEHHS JIopaTaguHy CTaHOBUB 8,4
roguuu (miamasoH Bif 3 o 20 roouH), a OCHOBHOTO aKTHUBHOI0 MeTaborita - 28 roguH (miamas3oH Bifg
8,8 mo 92 romuH).

[TopymieHHS QYHKITI HUPOK. Y MAIi€HTIB i3 XPOHIYHUM NOPYIIEHHAM (QYHKIIil HUPOK MiABUITYBaIUCS
noka3Huku AUC i MakcrManbHOL KOHIIEHTpauil y mna3mi kposi (C,,,,) TopaTafguHy i #10T0 aKTUBHOTO
MeTabosiTa MOPiBHAHO 3 TAKUMU IIOKa3HUKAMU Y MAl[iEHTIiB i3 HOpManbHOI QYHKITIEI0 HUPOK.
CepenHnilt mepion HalliBBUBEIEHHS JIOpaTagUHY i 1OT0 aKTUBHOT'0 MeTaboJliTa He Bigpi3HABCS
3HAYHOIO MipOI0 Biff TOKa3HUKIB ¥ 300POBUX JIIOfEN. Y MAalli€HTiB i3 XPOHIYHUM NOPYIIEHHAM (QYHKII1
IeYiHKY reMofiasi3 He BIJIMBa€ Ha (papMaKOKIiHETHUKY JIoOpaTafUHy i #10Tr0 aKTUBHOTO MeTabostiTa.

[NopymieHHs QYHKINI TeYiHKU. Y NAI[i€HTIB i3 XPOHIYHUM aJIKOTOJIbHIM YpaXKeHHSIM IeYiHKI
noka3Huku AUC i C,,, mopaTaguHy 6ynu B Ba Pa3u BUILIUMH, a iX aKTUBHOTO MeTaboIiTy He
3MiHIOBa/IUCS ICTOTHO IIPY MOPIiBHSHHI 3 TAKUMU IOKa3HUKaMU Y MAIli€HTIiB i3 HOpManbHOO0 QYHKITIEIO
nevinku. [lepion HamiBBUBEeHHS JIOpaTafilUHy i OTO aKTUBHOT0 MeTaboiTa cTaHOBUTD 24 i 37
TOOVH BifMOBITHO i 30i7IBIIYETHCS 3aJI€ZKHO Bifl TIKKOCTI 3aXBOPIOBaHHS MTEUiHKHY.



[NanieHTH NMiTHHOrO BiKY. [ToKa3HUKY (hapMaKOKiHETUKHU JIOPaTafXHY i 100 aKTUBHOTO MeTaboIiTy
Oy/I¥ aHAIOTiYHUMH Y 3MOPOBUX JOPOCIUX HOOPOBOJIBIIB i 3MOPOBUX HOOPOBOJIBINB JIITHROTO BiKY.

KniniuHi xapaKTepuCTHKH.
Iloka3zaHHA.

CuMrToMaTuyHe JIiIKyBaHHS alepriYHOro PUHITY Ta XPOHIYHOI iflionaTU4HOi KPOIIKUB' THKH.

IIpomunoka3aHHs.

Jlopu3an® MpOTUIOKA3aHWH MAI[i€eHTaM i3 MifBUINEHO0 YYTIUBICTIO N0 aKTHBHOI peYOBHHH ab0 10
Oymb-sIKOTO iHIIIOr0 KOMIIOHEHTA ITperapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

[Tpu 3acTOCyBaHHI OMHOYACHO 3 aJIKOrojieM e(eKTU IpenapaTy He MOCUIIOITHCS, 110 MigTBEePAKEHO
IOCTiAKEHHSIMY IICUXOMOTOPHOI (PYHKIIII.

[ToTeHIriliHa B3a€MOfisi MOXKe MaTH MicClle IIPU 3aCTOCYBaHHi Bcix Bimomux iHribiTopis CYP3A4 a6o
CYP2D6, mo npu3BOAUTS [0 MiABUILEHHS PiBHIB JIOpaTafKHYy, a Ile y CBOIO Yepry Moxe 0yTH
IPUYHHOIO MiIBUILIEHHS YaCTOTH BUHUKHEHHS MOOIYHUX PeaKiii.

Bigomo mpo migBuIlleHHS KOHILIEHTPALlill JopaTagyiHy y IJIa3Mi KPOBI IIiCAsS OMHOYAaCHOTO
3aCTOCYBaHHS 3 KETOKOHA30JI0M, EPUTPOMILIMHOM 1 HIUMETUOUHOM, 10 HE CYIIPOBOAXKYBaI0CI
KJTIHIYHO 3HauymuMu 3MiHaMmu (y ToMmy unciii Ha EKT).

Himu. [JocnigeHHS B3a€MOiY 3 IHIIUMU IIpeniapaTaMy IPOBOAUIY TiJIbKU 3 YYACTIO LOPOCIUX
Nalli€HTIB.

Oco6 1ueocmi 3acmocye8aHHs1.

Jlopu3zan® ciif 3 06epeKHICTI0 3aCTOCOBYBATH MHAILlicHTaM i3 TAXKKO0 GOPMOIO HOPYIIeHHS (YHKITil
MIeYiHKH.

o ckiamy npenapaTy BXOOUTD JIaKTo3a. 3 1€l MpUYUHY TallieHTaM 3 TaKUMU PigKiCHUMU
CITaJKOBHMMHU 3aXBOPIOBAaHHSAMH SIK HETIEPEHOCUMICTh rajakTo3u, edilluT naktasu Jlanma i
ManbaOCcopO1Iis TII0KO3U-TalaKTO3! He CJIifl 3aCTOCOBYBAaTH HaHUM IIpenapar.

3acTocyBaHHs npenapaTy Jlopu3an® He0OXiIHO IPUIKHATH K MiHIMyM 3a 48 TOnuH Ieper

IIPOBEIEHHSM IMIKipHUX TECTiB, OCKIJIbKM aHTUTiCTaMiHHi 3aCc00M MOXKYTh HeUTpasidyBaTy ab0 iHIIUM
YUHOM ITOCNIabATH MO3UTUBHY Peakllito Mpy BU3HAYEHH] iHOEeKCY PEaKTUBHOCTI MIKipH.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyd0to.



BaritHicTh. [TaHUX IIPO 3aCTOCYBaHHA JIOpaTaAuHy BariTHUM XKiHKaM fyxKe Majo. [JocIiiXKeHHsd Ha
TBApMHAX He BUSIBUJIU IPSIMUX ab0 HENPSIMUX HETATUBHUX €(PEKTiB, III0 CTOCYIOTHCS PENPOAYKTUBHOL
TOKCHYHOCTI. BaxkaHo, 9K 3axif 6e3leKy, yHAKaTH 3aCTOCYBaHHA mpenapaty Jlopu3ad® y mepion
BariTHOCTI.

ComyBaHHS rpyanioo. € maHi, 10 CBiqYaTh MPO IPOHUKHEHHS JIopaTafguHy/MeTa0oiTiB y rpyaHe
MOJI0KO. OCKIiNIbKY PU3MK OJIsl MUTHHU He MOXe OyTH BUKIIOUEHHH, mpenapat Jlopu3ad® He CIIif
3aCTOCOBYBATH y IIepiof rogyBaHHSA T'PYOAIO0.

®epTunsHicTe. [IaHi 010 BIIUBY IIpenapaTy Ha XKiHO4y ab0 40s0Biuy GepTUIbHICTh BiICyTHI.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizmamu.

Jlopusan® He BIIuBae a6o BIIKMBAE He3HAYHUM YMHOM Ha 3[aTHICTh KepyBaTH aBTOTPAHCIOPTOM a6o
iHmuMu MexaHizamamu. ITpoTe maiieHTOBi HEOOXigHO MOBIJOMMTH, III0 AyKe PigKO MOBiTOMIISIIH IIPO
COHJIMBICTB, 1110 MOXKe BIIJTMBATH HAa 3[aTHICTh KEPYBATH aBTOTPAHCIOPTOM ab0 MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

Cnoci6 3acTOCyBaHHS.

[TepopanbHo. TabneTku MOXKHA 3aCTOCOBYBATH HE3aJIeXKHO Bifl IPUAOMY 1Xi.
[103yBaHHS.
Hopocri Ta mité BikoM Bif 12 pokiB ciip npuiiMaty 1o 1 Tabneti (10 mr nopatapuny) 1 pas Ha o0y .

Insa mitedt BikoM Bif 2 mo 12 pokiB J03yBaHHS 3a7eXUTh Bif Macu Tina. [Ipu Maci Tina 6inbiie 30 Kr:
10 mr (1 Tabnetka) 1 pa3 Ha goOy. [iTam 3 Macoio Tina MeHle 30 KT 3aCTOCOBYBaTH IIpenapar y
BUTJISIMIi CUPOITY.

ITayieHmu AiMHbO20 BIK)Y.
He BuMaraeThcsi KOpeKIlii JO3yBaHHS JIIOASM JIiTHBOTO BiKY.
ITauieHmu 3 nopyweHHAM pYHKUiI neyviHKu.

[TamienTaM 3 MOPyLIeHHIMHU (QYHKIIiN MEYiHKY TAKKOTO CTYIIEHIO CIIif IpUu3HadyaTy Ipenapar y
HUXKYil MOYaTKOBIM 031, OCKIIbKY B HUX MOXKJIMNBE 3HUKEHHS KJIipeHCy opaTaguuy. [ JOpoCnux i
miTei i3 Macoto Tina 6inbiie 30 KT peKOMeHO0BaHa IMOYaTKOBa q03a CTaHOBUTHL 10 MTI yepe3 [eHb.

ITauieHmu 3 nopyweHHAM pYHKUii HUPOK.

HeMmae HeoOximHOCTI B KOpPEeKIIii ;03 OJIs MallieHTiB 3 MOpyIIeHHIM (GYHKIIiI HUPOK.

Himu. EpekTuBHiCcTh Ta 6e31eKa 3aCTOCYBaHHS JIOPaTaAKXHY [iTSIM BiKOM [I0 2 POKiB He BCTaHOBIIEHi.
[Tpemapar y Burnaai TabneTok mpu3HadaTH OiTAM 3 Macolo Tina 6inbiie 30 Kr.



Ilepedo3yeanHns.

[Iepepno3yBaHHS TopaTagyHy MMiABUILIYE YaCTOTY BUHUKHEHHS aHTUXOJIIHEPTiYHUX CUMIITOMIB. [Ipu
nepero3yBaHHi OBIIOMIISANIN PO COHJIUBICTh, TaxXiKapxilo i ronoBHM Ginb. YV pasi nepego3yBaHHS
PEKOMEHJ0BaHO CUMIITOMATUYHE Ta MiATPHMYIode JIiIKyBaHHS YIPOAOBK HeoOXimHOro mepioay 4yacy.
MozBe 3aCTOCYBaHHS aKTUBOBAHOTO BYTINNIS y BUTJISAAI BOIHOI cycrmeH3il. TakoK MOXKHa IIPOBECTHU
IIPOMUBaHHS LIJIYHKA. JIopaTaguH He BUBOAUTHCS 3 OpPraHi3aMy IIpU IIPOBEOeHHI reMofianisy;
e(peKTUBHICTh IEPUTOHEANIFHOTO Aiajlidy Y BUBE[EeHHI IIpenapaTy HeBimoMa. [Ticia HeBigKIagHOI
OOIIOMOTH IAIliEHT Ma€ 3aJUIIUTHUCS i MeJUYHNM HaTJISIOM.

ITo6iuni peakuii.

Kopomka xapakmepucmuka npogiato 6e3neku. Y KmiHiYHUX HOCTIIXKEHHSIX 3 Y4aCTIO JOPOCITUX i
IifTiTKiB IpU 3aCTOCYBaHHI JlopaTafiuHy B peKOMeHIoBaHi no3i 10 Mr Ha 100y IIpu IIOKa3aHHSX, 1110
BKJTIOYAIOTh aJIePTiyHuM PUHIT i XPOHIYHY ifiomaTUYHY KPOMUB’THKY, PO Mo0iuHi peakirii
noBigoMnsAnu y 2 % manienTiB. YacTimmMuy mo6iYHUMY peakIlisiMu, IIPo SKi moBigoMisiau, 6ynu:
counusicTs (1,2 %), romoBuut 6inb (0,6 %), mocunenns anetuty (0,5 %) i 6e3conns (0,1 %). ¥
KJTIHIYHUX [OCTiIKEHHSIX V HiTel BikoM Bif 2 {0 12 pokiB Big3Hadanucs Taki HeOaxaHi SBUIIA IK
royioBHu# 0inb (2,7 %), HEPBO3HICTS (2,3 %) a6o BToMa (1 %).

[Tepenik nobiyHux peakuiti. ITo6iuHi peakirii, mpo sKi MOBITOMIISIITH ¥ XOMi ITOCTMAPKETUHTOBOTO
mepiofy, BKa3aHi HUXK4Ye 3a KjlacaMu CUCTEM opraHiB. YacToTa BU3Ha4YeHa gK: Oyxe dacTto (=1/10),
yacTo (Bim =1/100 mo <1/10), HeuacTo (Big =1/1000 go <1/100), pigko (Big =1/10000 go <1/1000),
nyxe pigko (<1/10000) i HeBigoOMO (HEMOXKJIMBO BCTAHOBUTH 3a HasSIBHUMU JaHUMHU).

Y KoxXHiit rpymi yacToTH no0iuHi peakilii BKa3aHi y MOPSAOKY 3HUKEHHS ITPOSIBIB.

3 6oky iMyHHOI cucmemu: myxe PigKo - aHadinaKCis, BKIIOYAIYH aHTioeneMy.

3 boky Hepeoeoi cucmeMu: Iyxe PifKo - 3aTIaMOPOYEHHS, CYIOMHU.

3 6oky cepus: myxKe pigKo - TaxiKapmisi, TabIIiTaIlis.

3 60Ky W/AYHKOBO-KUWKOB020 MPAKMy: Oy¥XKe PigKo - HygO0Ta, CyXiCTh y POTi, TaCTPHT.
3 60Ky eenamobiniapHoi cucmemu: oyKe PifKO - IATOJOTiYHi 3MiHKU QYHKIIII TeYiHKu.
3 60Ky wkipu i nidwKipHOi KAIMKOBUHU: TyXKe PiAKO - BUCUIIAHHS, aJI0Melis.

ITopyweHHA 3a2anbHO20 CMAHy i no8’sA3aHi 3i cnocobom 3acmocyB8aHHA npenapamy: oyxe pigko -
BTOMa.

Tepmin npudamtHocmi. 3 POKH.

YMoBu 30epiranssi.



30epiraTtu B OpuriHaabHi{ yIaKOBIi IpU TeMIepaTypi He Buille 25 2C y HEOOCTYIHOMY OIS OiTen
MicLi.

VYnaxoBka.

ITo 10 TabneTtox y 6micTepi, 1 6micTep y maviri.

Kareropis Bignycky. Be3s perenrTa.

Bupoonuk. I[TAT «KuiBMennpenapat».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

01032, Ykpaina, M. Kuis, Byn. Cakcarancekoro, 139.

HWHCTPYKIINA
0 MEJIUIIMHCKOMY IIPUMEHEHHIO0 JIEKaPpCTBEHHOI 0 CpeCcTBa
JIOPU3AH®
(LORIZAN)
Cocmaa:

deticmaywoujee sew,ecmeso: mopaTafuH;
1 TabneTka comepkuT opatagura 10 mr;

8CnomozamesivHbvle sewecmad: JIaKT03d, MOHOTHAPAT; KpaxMall KapTO(beJ'IBHBII;I,' KaJlbIIud CTeapar.

JlekapcTBeHHasi popMa. TabrneTKu.

OcHogHble (pu3uKko-xumuyeckue ceolicmaa: TabneTku 6eJI0ro mBeTa ¢ MIOCKOM ITOBEPXHOCTEIO, C
(dhackou.



PapmMakoTepaneBTHYECKasA rpynma. AHTUTHCTAaMUHHLIE CPECTBa [/ CUCTEMHOI'0 IPHMEHEHHUS.
Komg ATX RO6A X13.

dapmako02uyeckue ceolicmea.
dapmakoOuHamukKa.

JlopaTaguH - TPULUKIINYECKUM CEJIEKTUBHEIN 6710KaTOp nepudeprudeckux H,-rucTaMUHOBBIX
petnienTopoB. [Ipu MpuMeHEHUHN B PeKOMEHIOBAHHOM [103€ HE OKA3hIBAET KIMHUYECKH 3HAUUMOT0
CelaTHBHOTO U aHTHUXOJIMHEPTUYECKOTO NeUCTBUS. B TeueHNe OIUTEIbHOTO JIeYeHUS He BBHISIBIIEHO
HUKAKUX KITMHUYEeCKH 3HAYMMbIX U3MEHEHUH B ITOKA3aTeNsIX XKHU3HEHHO BaXKHBIX QYHKINH,
71ab0paTOPHBIX UCCIENOBAaHUSX, DaHHBIX (U3UKATbHOTO 00CIeoOBaHUs O0JIbHOTO U B
37eKTpoKaparorpaMMe. JIopaTagyH He UMeeT 3HaUUTEIbHOTO BIUSHUS Ha aKTHUBHOCTD
H,-ructaMuHOBEIX peniennTopoB. He 60KMpyeT 3axBaT HOopanuHedprHa U GakKTHUYEeCKN HE UMEeT
BIIUSTHUS Ha CePaevYHO-COCYIUCTYIO CUCTEMY UITH aKTUBHOCTh BOOUTEIIS PUTMA.

Cy11ecTBYIOT HaHHbIE, YTO IIPU MPOBEIEHUH KOXKHBIX TP00 Ha THCTAMHUH ITOCJIe ITpreMa Pa30BOH 03k
10 Mr aHTUrHCTAaMUHHBIN 3G(EKT Bo3HUKaeT Yyepe3 1-3 4yaca, JOCTUTAET MUKa Yepes 8-12 gacos
u nnutcs 6onee 24 yacoB. He oTMedanoch pa3BUTHSl YCTOMYMBOCTH K JEeMCTBUIO IIperapara mnocie 28
OHel MPUMeHeHUs nopaTagrHa.

Knuanyeckas 3§12§128KTI/IBHOCTB 1 6€30I1aCHOCTb.

KV3BecTHO, uTO JlopaTapuH (TabneTku) B mo3e 10 Mr 1 pa3 B cyTku Obin 6onee 3pPeKTUBHEIM, UEM
mnane6o, ¥ TakuM ke 3GGEeKTUBHEIM, KaK KJIEMAaCTUH, OTHOCUTEJILHO YITyYIIEeHUs COCTOSTHUS IIPU
CHMIITOMAX (Ha3aJbHLIX ¥ HE Ha3aIbHBIX) aJlJIEPrUYecKoro puHuTa. I1pu mpuMeHeHu JopaTaguHa
COHJIMBOCTh BO3HHMKAET C MEHbIIIeH YaCTOTOM, YeM IIPU IPUMEHEeHUH KJIeMaCTUHA, U MTPAKTHYECKHU C
TAKOM Ke YaCTOTOM, KaK U IIpU IpUMeHeHun TepheHaguHa u miaieoo.

[MogTBepxkmeHo, uTo JlopaTagus B no3e 10 Mr 1 pa3 B cyTKu 3¢ dekTruBHee mnamnedo B 1eYeHUN
XPOHUYECKOHN UAMOMATUYECKON KpPAanuBHUIIH (Ocia0ieHue 3yma, SpUTEME U ajlIeprudeckoro
BEICBHITIAHUSA).

eTH.
OddekTUBHOCTE ¥ meTel Oblyia momobHOM 3PPEKTUBHOCTH ¥ B3POCTIHIX.
dapmMakoKuHemuka.

BcachiBanue. JIopaTaguH ORICTPO ¥ XOPOIIIO BcackiBaeTCs. [IpuMeHeHue mpeapara BO BpeMs eIkl
MOKeT HEeCKOJIbKO 3a[epXKUBaTh BcaChiBaHMe JIopaTafiiHa, OMHAKO 9TO He BIUSET Ha KIIMHUIECKUH
addexT. [TokazaTenu OMOMOCTYITHOCTH JIOPATAANHA ¥ €eT0 aKTUBHOT'O MeTab0/IKuTa MPOMOPIHOHATBHEL
mose.

Pacnpenenenue. JlopataguH CBsI3bIBaeTCS aKTUBHO (0T 97 % mo 99 %) ¢ OenmkaMu Ia3Mbl KPOBH, a
€r0 aKTUBHBIM MeTab0NIUT - C YMEPEHHOM aKTUBHOCTHIO (0T 73 % 1o 76 %).

Y 300poBEIX OOPOBOIBLIEB TEPUOT TONTypACIPENe/IeHrs IOpaTafiuHa U ero aKTUBHOTO MeTaboIuTa B
IIa3Me KPOBHU COCTABIISIET MPUOMTU3UTENBHO 1 ¥ 2 Yaca COOTBETCTBEHHO.

Buotpanchopmarus. [Tocie mepopanbHOT0 TPUMEHEeHUS JT0paTafguH GICTPO ¥ XOPOIIO



abcopOupyeTcs, a TakKe 3KCTEHCUBHO MeTab0/IU3UPyEeTCs NIPY IePBOM NIPOX0XKAEHUN Yepe3 IeUeHb,
rnaBHEIM 00pa3oM ¢ momotnbio CYP3A4 u CYP2D6. OcHOBHOM MeTa00IUT Ae3/I0paTaguH SBISETCS
bapMakoIoTUYeCKY aKTUBHBIM U B OOJIbIIEN CTEIIEHN OTBEYAeT 3a KIUHuYecKul 3bdekT. JIopaTagun
1 Ie370paTafuH JOCTUTal0T MaKCUMaIbHOM KOHIIEHTpPaluy B Ina3Me Kposu (T,,,,) yuepe3 1-1,5 gaca u
1,5-3,7 4acoB COOTBETCTBEHHO II0CJIE IPUMEHEHU IIpelapara.

BriBepenue. [TpubnusutenbHo 40 % mo3bl BRIBOOUTCS ¢ Mouou 1 42 % c KanoM B TeueHue 10 gHel, B
OCHOBHOM B (hopMe KOHBIOTHPOBAaHHBIX MeTabomuToB. [IpuMepHO 27 % m03Bl BEIBOOUTCS C MOYOM B
TedeHUe NepBhX 24 yacoB. MeHee 1 % OelCTBYIOLIEr0 BellleCTBa BEIBOOUTCS B HEU3MEHEHHOU
aKTUBHOM (hOpMe - KaK JIopaTafuH UJIN Oe3/710paTaguH.

Y B3pOCTBIX 30POBLIX OOPOBOIIBIIEB IEPUO ITOTYBEIBEIeHUS JTopaTaguHa cocTaBua 8,4 Jaca
(muamas3oH oT 3 mo 20 yacoB), a OCHOBHOTO aKTHBHOI'0o MeTabouTa - 28 yacoB (Huana3oH ot 8,8 1o
92 Jacos).

Hapymenne QyHKINY 1T0YeK. Y MaleHTOB C XPOHUYECKUM HapylleHueM (QyHKIUY IToYeK
MOBHIIIANKUCH Moka3aTenu AUC 1 MaKCHMallbHOM KOHIIEHTPaluy B mia3Me Kposu (C,.,) TopaTaguHa u

€r0 aKTUBHOTO MeTabo/IuTa 110 CPABHEHHUIO C TAKMMHU II0Ka3aTeJISIMU Y IMAllieHTOB C HOPMAJIbHOMN
dbynkuuen nouyek. CpemHUM IEePUOL MTOIYBLHIBENEHUS JIOpaTaguHa U ero akTUBHOTO MeTabomuTa He
OT/IMYAJICS B 3HAYUTEIbHOM CTEIIeHH OT II0Ka3aTesiel Y 3MOPOBHIX JIIofel. Y MalueHTOB C
XPOHUYECKUM HapylleHreM QYHKLINY ITeYeHU TeMOoguanu3 He BIuseT Ha papMaKOKUHETUKY
JlopaTafyHa ¥ ero aKTUBHOT0 MeTaboIuTa.

Hapymenne QyHKINY TeYeHH. Y MallMeHTOB C XPOHUYECKUM aJIKOTOJIbHEIM ITOpakeHrueM IedeHy,
nmoka3aTtenu AUC u C,,, mopaTagrHa OBITM B IBa pa3a BHIIIE, a UX aKTUBHOTO MeTabonuTa He
M3MEHSIJIUCh CYIIIECTBEHHO NPYU CPaBHEHUM C TAKMMHU ITOKa3aTeJIIMH Y MallMeHTOB C HOPMaJIbHOM
byHKUKel edyeHu. [leproy MonyBLHBENEHUS JIopaTagyuHa U ero akTUBHOTO MeTabo/IuTa COCTaBIIsIeT
24 u 37 4acoB COOTBETCTBEHHO U YBETMYUBAETCS B 3aBUCUMOCTH OT TSKECTH 3a00JIeBaHUS ITeYEHMU.

[TanyeHTH MOKKIIOTO BO3pacTa. IToka3aTenu hapMaKOKHHETHKHY JIOpaTafiiHa U €T0 aKTUBHOTO
MeTabouTa OBITM aHAJIOTUYHBEIMY Y 3TOPOBBIX B3POCIEIX JOOPOBOJIBIIEB U 3TOPOBLIX JOOPOBOILIIEB
MIOKHUJIOTO BO3pACTa.

Knuanyeckue xapaKTepUCTHKH.
IToka3anus.

CUMIOTOMATUYECKOE IeYeHNE aJlyIiepru4eCKoro puHuTa u XpOHPI‘-IGCKOfI AONOIaTUYECKOU
KPalluBHUIIBI.

Hpom ueonoKa3aHusl.

Jlopu3as® IpPOTHBONOKA3aH HalieHTaM C IIOBLIIEHHOM YyBCTBUTEILHOCTRIO K AKTUBHOMY BEIIIeCTBY
UK K 1I000My APYroMy KOMIIOHEHTY IIpernapara.

B3aumodeiicmeue ¢ dpy2umu jsieKapcmeeHHbIMU cpedcmeamu u opyaue eudvi
e3aumodeticmauli.



HpI/I OOHOBPEMEHHOM IIPMMEHEHNH C aJIKOTr0JieM 3(1)(1)6KTBI IIperapaTa He YCUIIUBAIOTCSA, 9TO
IMOATBEPXKIOEHO UCCIIEJOBAHUAMU HCI/IXOMOTOpHOI;I (I)YHKLII/II/I

[ToTeHUManbHOE B3aUMOAEUCTBYE MOXKET UMETh MECTO IIPU IPUMEHEHUU BCeX U3BECTHBIX
uHruOuTOpoB CYP3A4 mmu CYP2D6, 4TO IPUBOIUT K IOBHIIIIEHUIO YPOBHEH JIOPaTafKlHA, @ 3TO B CBOIO
odepenb MOXKeT OBITh MPUYMHOMN MOBHIIIIEHNS YaCTOTH BO3HUKHOBEHUS TOOOYHBIX PeaKIui.

M3BeCTHO 0 IOBHIIIEHNY KOHIIEHTPAlUy JiopaTaAuHa B Ij1a3Me KPOBH I10CJie OQHOBPEMEHHOTO
IIPEMEHEHUS C KETOKOHA30JI0M, SPUTPOMUIIMHOM ¥ IMMETHUAWHOM, YTO HE COIIPOBOXKIAIOCH
KJIMHUYECKH 3HAUYMMBLIMHU U3MeHeHusAMH (B ToM uucie Ha IKI).

Hetu. MccnenoBaHus B3aUMOIEUCTBUS C IPYTUMHU IIpellapaTaMy IIPOBOAUIIN TOIBKO C yYaCTHEM
B3POCJIBIX TAIIMEHTOB.

OcobeHHOCMU NpUMeHeHUsl.

Jlopusar® crenyeTr ¢ 0CTOPOKHOCTBIO IPAMEHATh MalMeHTaM C TAXKeJI0d GopMoi HapyIleHus
(GyHKIIUY [TeYEeHHN.

B cocTaB npemnapara BXOOUT JIaKTo3a. I10 9TOM MprUYrHe NallieHTaM C TaKUMH PegKAMU
HacJle[ICTBEHHHIMY 3a00/IeBaHUSIMU KaK HEeIlepeHOCUMOCTD TajlakTo3kl, feUIUT JTaKTa3kl Jlamnma u
MaJibabcopO1Ks TTI0KO3EI-TaIaKTO3kl He CIeAyeT IPUMEHSITh 3TOT Ipemnapar.

[IpuMeHeHue npenapara Jlopusad® HeoOGX0MMMO MPEKPATUTL KaK MUHUMYM 3a 48 4acoB meper
IIpOBefleHMEeM KOXKHEIX TeCTOB, IIOCKOJIbKY aHTUTMCTaMUAHHBIE CPELICTBA MOTYT HEUTPaIu30BaTh UK
MHBEIM 00pa30M 0C/TabnsATh IOJI0OKUTENBHYIO0 PEaKLUIo IIPU ONpeeIeHUN NHIEeKCa PeaKTUBHOCTHU
KOXKH.

ITpumeHeHue 8 nepuod bepeMeHHOCMU UAU KOPMAEHUS 2PY0bH0.

BepemMeHHOCTb. [TaHHEIX 0 IpUMEHEHUH JiopaTaguHa OepeMeHHbIM XeHIIEHAM 04eHb MaJlo.
KWccrnenoBaHus Ha XXUBOTHBIX HE BRISIBUJIM IIPSIMBIX UJTH HEMPSIMBIX HETATUBHBEIX 3((HEKTOB,
KaCaIOIIUXCS PEIPOAYKTUBHON TOKCUYHOCTH. 2KenaTeIbHO, B Ka4eCTBe Mephl 6€301acHOCTH,
n3beraTh MpuMeHeHus npemnapara Jlopusan® B mepuof] 6epeMeHHOCTH.

Kopmnenue rpynbio. ECTh maHHBIE, CBUOETEIBCTBYIOIINE O TPOHUKHOBEHUH
7opaTaguHa/MeTab0IuTOB B IPyIHOE MOJIOKO. [T0CKOIBKY PUCK At pebeHKa He MOXKET OHITh
WCKITIOYeH, mpenapat Jlopu3an® He caenyeT IPUMEeHSTh B IePUOJ] KOPMJIEHHs TPYbIO.

®epTunbHOCTD. [laHHBIE O BIUSHUY IIPelapaTa Ha XKEHCKYI0 UM MYKCKYI0 GepTUIbHOCTh
OTCYTCTBYIOT.

CnocobHOCMb 81USAMb HA CKOPOCMb Pedkyull npu ynpasaeHuu agsmompaHcnopmom uau 0pyaumu
MexaHuamamu.

HOpI/I3aH® He BIIUAET UJIN BIINAET HESHAYUTEJILHBIM 06pa30M Ha CIIOCOOHOCTH YIIPABIATDH
dBTOTPAHCIIOPTOM MJIM OPYTMMU ME€XaHU3MaMU. OI[HaKO IIallMeHTy ClienyeT COO6H.[I/ITI>, 49TO O4YEHb



PenKo cooO0Iany 0 COHIMBOCTH, YTO MOXKET BIIUSATh Ha CIIOCOOHOCTD yIIPABJISATh aBTOTPAHCIOPTOM
UM MeXaHW3MaMH.

Cnoco6 npumeHeHus u 003bl.

Crocob mpuMeHeHus

Hepopaano. TabmeTKH MOXKHO IIPUHHUMATh HE3aBUCHUMO OT IIPpHMEMa IITUIIIN.

Ho3u POBKaA.

B3pocneiM u geTsM cTapiie 12 jeT crnenyeT npruHUMaTh Mo 1 TabneTke (10 Mr noparaguta) 1 pa3 B
CYTKH.

Inst meTeit ¢ 2 mo 12 neT m03uWpPOBKa 3aBUCUT OT MaccCH Tefa. I1pu Macce Tena 6omee 30 kr: 10 mr (1
tabneTtka) 1 pa3 B cyTku. [leTaM ¢ Maccoii Tena MeHee 30 KT IpUMEHSITh IIpenapar B BUe CUpPOIIa.

ITayueHmul NOX*CUI020 803pACMA.
He TpebyeTcst KOPPEKIUH 03kl JIIOASM ITOXKHUIOT0 BO3pacTa.
ITayueHmul ¢ HapyweHueM (pYyHKUUU NeyeHu.

[TanmeHTaM ¢ HapyIeHUsIMU QYHKIUY ITeYEeHHU TSIXKeNON CTElleHHU CllefyeT Ha3HaydaTh IIpernapaT B
0ojlee HU3KOM HaYaIbHOM [03€, TaK KaK B HUX BO3MOXKHO CHMXKEHHUEe KJIMPeHca JopaTafguHa. s
B3POCIIBIX U JieTel ¢ Maccol Tefa 6onee 30 KT peKoMeHayeMas HadaabHas 4o3a cocTaBiseT 10 mr
yepes [EeHb.

ITauueHmul ¢ HapyweHuem GYHKUUU NOYeK.

HeT He00X0MMOCTH B KOPPEKLIUK JO3HI IS TAlIMEeHTOB C HapylleHueM QYHKIUY IT0YeK.

Iemu. 3ddekTUBHOCTL U 6€30MAaCHOCTL IPUMEHEHHUS JIopaTafAuHa OeTsSM B Bo3pacTe [0 2 JIeT He
ycTaHOBJEHH. [IpemapaT B Bue TableTOK Ha3HAYaTh AETSIM C Maccoi Tena 6omee 30 Kr.

Ilepedo3upoeka.

[Tepeno3upoBKa JopaTafiHa IMOBHIIIIAET YaCTOTY BOSHUKHOBEHUST aHTUXOIMHEPTUYECKUX CUMIITOMOB.
[Tpu nepemo3upoBKe COOBIIAIM O COHIMBOCTH, TAaXUKAPAUK U TOJIOBHOM O6omu. B criydae
IIepelo3UPOBKY PEKOMEHYEeTCS CUMIITOMAaTUYECKOe U TIOfiepKUBalollee leueHre B TeueHue
HeoOX0OuMOT0 Ieprofia BpeMeHu. BO3MOXKHO TpuMeHeHe aKTUBHPOBAHHOIO yTJi B BUOE BOTHOU
cycneH3uu. TakxkKe MOXKHO ITPOBECTH NIPOMBIBaHUE XKefyaKa. JlopaTaguH He BRIBOOUTCS U3
OpraHK3Ma IIpU ITPOBEOeHUHU reMoaranu3a; 3QPeKTUBHOCTD TEPUTOHEAIbHOT'0 IUaIu3a B BEIBEIEHUN
IpenapaTa Heu3BecTHa. [1ociie HeOTI0KHOM IIOMOIIY MMalleHT JOIKeH OCTaThCsA IOJ MEOULIMHCKUM
HabOIIOneHueM.



ITo6ouHble peakuuu.

KQGTHKG}'I Xdpakmepucmuka npodgwm 6e3onacHocmu. B KMTMHUYECKUX UCCIIEIOBAHUSIX C y4aCTueM

B3POCIIBIX ¥ TIOJPOCTKOB IIPU ITPUMEHEHUHU JIOpaTafiiHa B PEKOMEHI0BaHHOM 103e 10 MTI' B CyTKU IIpU
IIOKa3aHUSX, BKITIOYAIOUIUX aJlJIePTUUYeCKU PUHUT U XPOHNYECKYI0 UIMONATUYECKYI0 KPATUBHUILY, O
0OOYHBIX peakIusax coolimany y 2 % nanuenToB. Haubornee yacThIMU TOOOYHBIMHU PEAKLUSIMU, O
KOTOPBIX CO00IamoCk, ObIu: COHNMUBOCTS (1,2 %), romoBHas 6ok (0,6 %), ycunenue anmetuta (0,5
%) u 6ecconnuna (0,1 %). B KTUHUYECKHUX UCCTIEOOBAHUIX Y JeTel ¢ 2 1o 12 eT oTMedanuch Takue
HexXeJlaTeJIbHbIe SIBIEHUS KaK rojoBHas 601b (2,7 %), HEPBO3HOCTH (2,3 %) unu yctanocts (1 %).

ITepeyeHb nobouHbIX peakuuli. [To60YHEIE peaKIuu, 0 KOTOPBIX COOOBIIAIU B XOfIe
IIOCTMapPKETUHTOBOTO IIepHofa, YKa3aHHBIE HUXKE I10 KJlacCaM CUCTeM OpPraHoB. YacTOTa onpenesieHa
Kak: o4eHb 9acTto (=1/10), vacto (ot =1/100 <1/10), HewacTo (oT =1/1000 go <1/100), pexnko (oT
=1/10000 go <1/1000), ouens pepko (<1/10000) 1 Hen3BECTHO (HEBO3MOXKHO YCTAHOBUTH 110
MMEIOIIMMCS JaHHBIM).

B Kaxpoii rpymine 4acToTH MOO0YHbIE PeaKlMK YKa3aHbl B IOPSIAKE CHUXKEHHUS IIPOSIBIIEHUHN.

Co cmopoHbl UMMYHHOU cucmeMbl: O4eHb PEOKO - aHa(uIaKkCcus, BKII0Yask aHTU09[IeMY.

Co cmopoHbl Hep8HOU cucmeMbl: OUeHb PEOKO - TOJIOBOKPYKeHHe, CyIOPOTH.

Co cmopoHbl cepOya: 0YeHb PeIKO - TaXUKapAus, MalbIlIuTaIus.

Co CMOPOHbL ofceﬂyéquo-Kuwequeo mpaxkma: O4eHb PeOKO - TOITHOTA, CYXOCTE BO PTY, T'aCTPHUT.

Co cmopoHbl NuU,e8apume1bHoll Cucmembl: 04eHb PEIKO - TTATOJIOTHUEeCKUe U3MeHeHUsT QYHKIUN
TIeYEHH.

Co CMOPOHbBI KOJMHCU U NOOKOJMCHOU K/emuamku: O4eHb PenKo - CHIIIb, AJIOIIEend.

HapyweHue o6w,eeo COCMOSIHUS U C853AHHbIE CO CNOCOOOM NnpuMeHeHuA npenapamd: O4eHb PeJKo -
YCTaAJIOCTh.

Cpok 200Hocmu. 3 rofa.

YcnoBusi XpaHEeHHS.

XpaHuUTh B OPUTMHAJILHOM yIIaKOBKE IIPU TeMIepaType He Bhie 25 °C B HEJOCTYIIHOM AJIS feTel
MecTe.

YnakoBka.

ITo 10 Tabnetok B Onuctepe, 1 61UCTEp B MavKe.

Kateropusi ornycka. be3 perenra.



IIpousBogurens. [IAO «KueBmennpenapatr».

MecTOoHax0XIeHHE NMPOHU3BOIUTEJIA H aJipeC MeCTa OCyllleCTBJIEeHHEe BeIeHHus ero
gesiTeJIbBHOCTH.
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