IHCTPYKIIA

IUISI MEITHYHOT'0 3aCTOCYBAHHS JIiKapChbKOro 3aC00y

JIEUKEPAH™

(LEUKERAN™)

Cknao:
ditoua pevyosuHa: XIopaMOyIIuI;
1 TabneTka MiCTUTh 2 MT XJIOPaMOYLIHUITY;

donoMidcHi pe4osuHU: TaKTo3a 0e3BOMIHA, 11eJTI0103a MiKpPOKPHUCTAJiYHa, KPeMHIiI0 TioKCH[I
KOJIOImHUY 0€3BOIHME, KHCIIOTA CTEAapPUHOBA;

06010HKa: Opadry® Brown 05B26836: rimpomeno3sa, Tutany miokcup (E 171), makporon 400, 3amisa
okcup xkoBtuil (E 172), 3amiza okcup yepBouuii (E 172).

JIikapcbKka ¢popma. TabmeTKy, BKPUTI MTIBKOBOIO 000JI0HKOIO.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: KOPUYHEBI, KPYTJIi, IBOOMYKIT TabIeTKU, BKPHUTI IMIJTiBKOBOIO
000JI0HKO10, 3 MapKyBaHHAM “L” 3 ogHOTO 60Ky Ta “GX EG3” - 3 iHmmoro.

dapMakoTepaneBTHYHA rpyna. AHTUHEOIIaCTUYHI 3aco0u. AJIKinyio4i CIIONTyKH.

Kom ATX LO1A AO2.

dapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

XnopaMOyIuI € apOMaTUYHUM IOXiTHUM a30TUCTOTO iMPUTY, 110 fie K OipyHKIiOHATBHUIH
ankinyrouuit arest. Kpim nopymenns pemnikarii [JHK, x;mopaMOyIun COpUYUHSE alonTo3 KIIiTHHA
3aBASIKM HaKOMMYEHHIO IUTO30JIbHOTO P53 Ta Mofasbliliii aKTHBallil TpoMoyTepa anonTto3y (Bax).

LIuTOTOKCHUYHUI edeKT XJT0paMOyIIUIy 3yMOBJIEHUIM CaMOI0 CIIOJIYKOIO Ta Or0 OCHOBHUM
MeTabomiToM, GEeHINoUTOBUM impuTOM (IUB. PO3ain «PapMaKOKiHETHKA»).

MexaHi3M pe3uCTeHTHOCTI. XJ10paMOyIXII € apOMAaTHYHUM IIOXiTHUM a30TUCTOTO iIPHUTY.
[ToBigOMIIANIOCS, 1110 PE3UCTEHTHICTh 4,0 a30TUCTOr0 iIPUTY € HAC/IiIKOM 3MiH Y TPaHCIOPTYyBaHHI
MAHUX CIIONYK Ta iXHiX MeTaboMiTiB pisHUMU MYIbTHPE3UCTEHTHUMU OiTKaMu, y KiHETHUIIl
dbopmyBaHHSA nonepeyHux 3muBanb [JHK maHuMM areHTaMu, y Ipolecax anomnTo3y Ta pernaparil



IOHK. XmopaMOyIum He € cCyO6CTpaTOM My/IbTupe3ucTeHTHOro O0inka 1 (MRP1 a6o ABCC1), ane #oro
KOH'IoraTu 3 riayTaTionoM € cy6crpatamu MRP1 (ABCC1) ta MRP2 (ABCC2).

dapmakoKiHemuka.

BcMoKTYBaHHA

XnopamOGynun qodpe BCMOKTYEThCS IUISIXOM ITacUBHOI AU]y3il ¥ NIIyHKOBO-KUIIKOBOMY TPaKTi Ta
peecTpyeThcs y KpoBi uepe3 15-30 XBUNKH micng nputioMy. biogocTynHiCTh X710paMOyIIUTy Ipy
IIepopaabHOMY IpuiioMi cTaHOBUTH Mpubnu3Ho 70-100 % mpu 3acToCyBaHHI pa30Bol 03U

10-200 mr. Y mocnigxenHi 12 marfieHTiB mpuiiMany XJ0paMOyLKII TepopPanbHo V¥ Ho3i
npubnu3no 0,2 MI/KT, CKOperoBaHa 3a CepeqHb0I0 403010 MaKCUMalbHa KOHIIEHTPAllis y Mmia3mi
KpoBi (492+160 ur/mn) peectpyBanacs depe3 0,25-2 roguHYU MiCNISA IPUHAOMY.

CnocTepiramocsi, 1o MiKiHIUBifTyanbHa BapiaOembHiCTh hapMaKOKiHETUKY XJI0paMOyLIuiy B IIa3Mi
KpoBi Oy7a BiTHOCHO HEeBEJIMKOIO ITiCJIs TepopajibHOTO 3aCTOCYyBaHHS y 1031 15—70 Mr BigmoBifHO [0
roro mBUAKoI mepenbadyBanoi abcop6buii (miama3on 3HaueHb AUC 3MiHIOETHCS Y 2 pa3u ¥ MexkKax
BHYTPIIHLOIHAKBiTyanbHOI BapiabenbHOCTI Ta B 2—4 pa3u y Mexkax MiXKiHAUBiAyaIbHOI
BapiabenbHOCTI).

BcMoOKTyBaHHS XJI0paMOyIMIIY CIIOBiIIBbHIOETHCS IIPU 3aCTOCYBaHHI Micnd iou. Y HOoCTigXKeHHi 3
yuacTio 10 marieHTiB npuitoM ixKi mpu3BOaUB 0 36iMbIIEHHS CEPETHBOT0 YaCy HOCATHEHHS

C ey OimtbimIe HiXK Ha 100 %, 3MeHIIeHHS MaKCHMaJIbHOI KOHIIEHTPAIlii y mIa3Mi KpoBi Oibine Hik Ha
50 % Ta 3MeHmeHHs cepenHboro 3HaueHHs AUC, .., mpubnu3Ho Ha 27 % (muB. po3nin «Croci6
3aCTOCYBaHHS Ta JO3M»).

max

Po3mopin

06’eM po3mopiny xmopaMOyLuIy CTaHOBUTh mpubnusuo 0,14-0,24 n/kr. XmopaMOyIun
KOBaJIEHTHO 3B’A3y€ThCA 3 OiIkaMu IJTa3MU KPOBi, 6inb1I0i0 Mipoto 3 anb0yminoMm (98 %), a
TaK02XK KOBaJIEHTHO 3B’SI3YEThCS 3 €PUTPOLIUTAMI.

Metabomizm

XnopamMOynui iHTEeHCHBHO MeTab0mi3yeThCs y MeYiHIli MIJITX0OM MOHOAUXIOPETUTIOBAHHS Ta

B-okucHEeHHS 3 HOpPMyBaHHAM OCHOBHOTO MeTaloJIiTy - deHinonTosoro impury (®OI), mo Mae
aJIKinyI04y aKTHUBHICTD, 3TigHO 3 JaHUMH, OTPUMaHUMHU Y OOCiflaX Ha TBapuHaX. XJI10paMOyLuI Ta
®OI in vivo PO3KIIafaloThCs 3 YTBOPEHHIM MOHOTIOPOKCH- Ta OUTiIpOKCHIOXigHuX. KpiM 1boro,
XJI0PaMOYIIUI BCTYTIAa€ B peakKiliio 3 TIyTaTioHOM, GOPMYyIYH MOHO- Ta AUTJTyTaTiOHINIOBI KOH IOTaTH
XJIOpaMOyIIuIy.

[Ticns nepopanbHOro NMpuitoMy npubau3uo 0,2 MIr/KT xj10paMOyLuIly v OesKUX MallieHTiB BXKe yepe3
15 xBunuH y nna3mi KpoBi peectpyBascs ®OI, a ckoperoBaHa 3a CepefHbOI0 103010 MaKCUMaJlbHa
KOHIIeHTpalisa y mi1a3Mi Kposi (C,.,) 30673 Hr/M1 Bin3Havyanaca yepe3 1-3 rogusu.

BuBenenus

[lepion HaniBBUBeneHH y KiHleBi (a3i ctaHoBUTS Bif 1,3 go 1,5 roguuu ang xjaopaMOynuny Ta
npubnusno 1,8 rogunu - g ®OI. Ctynins BuBeneHHs xmopaMOyiuny Ta OOl y He3aMiHeHil ¢opmi 3
cedelo fyKe HU3bKUY; MeHIIe 1 % MpUMHATOI 403U KOXKHOI 3 IIUX PeYOBUH €KCKPETYEThCS 3 CeYelo
IPOTATOM 24 TOAUH, pelliTa 03U BUBOAUTHCS 3a3BUYall Y BUTTISAI MOHOTIIPOKCH- Ta
OUTiOPOKCUTIOXIOHHUX.



Kniniuni xapakKTepuUCTHKH.
Iloka3zaHHA.

XBopob6a XomxkKiHa, nesdKi popMu HeXOIXKKiHCHKOI JTiMpoMHU, XpOoHIYHUY TiMGOIUTapHUN JIENKO03,
MakporobynineMisa BanbmeHcTpeMa.

IIpomunoka3aHHA.
3acTocyBaHHS JTiKapChKOT0 3ac00y IIpH JIiKyBaHHI MaIli€HTiB i3 OOPOSIKICHUMY HOBOYTBOPEHHSIMU.
lnep4yTnusicTs go xmopaMOy1uny abo Oyab-IKO0l 3 JOIIOMiKHUX PEYOBUH.

MoXHBi ITepexpecHi peakilil Tinep4yyTAXBOCTI MiXK XJI0paMOYyLIAIIOM Ta iHIIMMU anKinyl4yuMu
pevoBrHamu. He 3acTOCOBYBaTH NallieHTaM, y SKUX CIIOCTepiragacs pe3uCTeHTHICTh [0 IIpenapaTry
IIpU IIOIIepeIHbOMY 3aCTOCYBaHHI.

Oco00auei 3axo0u 6e3nexu.

3 mpemapaToMm JleiikepaH ™, TaOneTKaMu, BKPUTUMHU IUTIBKOBOIO 000JIOHKOIO, CJIifl TOBOOUTHCS i3
OOTPUMAaHHSM KePiBHUX IIPUHITUITIB MO0 MOBOAXKEHHS 3 IIMTOCTATUKAMMU 3TIAHO 3 OiI0YUMU
MiClIeBUMH PEKOMeHaallisiMu Ta/abo HOPMaTHBHO-IIPABOBUMY aKTaMH.

BariTHuM cmiBpoOiTHUKaAM He CJIif TPaIioBaTy 3 IIMTOCTAaTHUKAMHU.

Pusuk mpu po6oTi 3 mpenapaToM Jlelikepan ™, TabneTKaMu, BKPUTUMHU IIJTiBKOBOIO 000JIOHKOIO,
BifICyTHi 3a yMOB I1ilicHOCTi 060/10HKY TabneTku. Jlelikepan ™, TaOneTKH, BKPUTI ITiBKOBOIO
000JIOHKOIO, HE CIIiT PO3MiIsATH.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

He pekomeHOy€eThCS BaKIMHALliA XKUBUMU BaKLIIMHAMU TALi€HTIB 31 3HUKEHUM IMYHITETOM (OUB.
po3ain «OcobMMBOCTI 3aCTOCYBAHHS»).

AHanoru nyprHOBUX HYKJIeO3UMiB (Taki K (hmymapabiH, MeHTOCTAaTHH Ta KilaApuliH) MigBUIyBaIN
IIUTOTOKCUYHICTh XJIOPaMOYIIUITY ex Vivo.

[1ig yac KIIiHIYHOTO 3aCTOCYBaHHS BCTAHOBJIEHO, 1[0 CYMiCHE 3aCTOCYBaHHS aHAJIOIB IIyPUHOBUX
HYKJIE03U/iB 3 alKiyl0UUMU JTiKapChbKUMU 3aco0aMy naBaso Oifblry KIiHIYHY BigmoBifb, ane TakoxX i
OiNbIIy YacTOTy TeMaTOTOKCUYHMX eeKTiB. [Iocmigy Ha TBApHHAX II0Ka3aJjy, 10 XBOPUM, SKi
IpUKMaloTh (PeHiT0yTa30H, CJIil 3MeHITyBaTH CTaHAapTHI f03u JlelikepaHy™ 3 OrJIsAdy Ha
MOXKJTUBICTb 30i/IbIIEHHS HOTO TOKCUYHOCTI.

Oco6 1ueocmi 3acmocye8aHHsi.



OckinbKy iMyHi3allid i3 3aCTOCYBaHHSIM KUBUX BaKI[MH IOTEHIIMHO MOXKE MMPU3BOIUTH IO
BUHUKHEHHS iHQEKI[INHUX YCKIJIaIHEHb Yy Malli€HTiB 3i 3HUKEHUM iMyHITETOM, 11 IPOBOOUTH HE
PEKOMEHYETHCS.

He cnig 3acTocoByBaTH X70paMOYIIHII MPOTSATOM TPHUBAJIOr0 Yacy MaIliEeHTaM, V SKUX IMIOTEHIHHO
MOXKJIMBA ayTOJIOTiYHA TPAHCIIJIAHTAIlis CTOBOYPOBUX KITiTHH.

MoHiTOpHUHT

Y 3B’3Ky 3 TUM, I110 Jlelikepan™ MoOzKe CIIPUYHMHIOBATH HEOOOPOTHY CYIPECi0 KiCTKOBOTO MO3KY,
HeoOxiflHe peTesibHe CIIOCTEPEXKEHHS 3a CTAHOM KapPTHUHU KPOBi MIPOTSTOM yChOT'0 Iepiony
JiKyBaHHS. 3aCTOCYBAHHS 3arajbHOI 03K 6JIM3bKO 6,5 MI/KT Macu Tina IOB’s3aHe 3 PU3UKOM
He0OOPOTHOT0 YIIKOJXKEHHS KiCTKOBOTO MO3KY.

YV TepaneBTUYHUX fI03ax JlelikepaH™ cIpuuunHsE cympecito miMdoruTo3y Ta Oinbir moMipHUH, X04a I
IIPOTPECYIOYUH BIJIUB Ha HEUTPOGinu, TPOMOOUUTH Ta piBeHb reMoryio0iny. [IpUunuHeHHS TPUHOMY
JletikepaHy™ He € HeOOXiMHUM IIpU MEePIIUX O3HaKaX 3HMUKEHHS KiJIbKOCTI HeUTpodiniB, ane ciif
naMm’siTaTy, 110 Iie 3HUXKEHHS MoXkKe IIPOAO0BXKYBaTUCh IpoTsaroM 10 gHiB i Ginblme micas mpuiioMy
OCTaHHBOI I03M.

JlelikepaH™ He MpU3Ha4Yal0Th XBOPUM, SIKi MEHII HiX 4 THXKHI TOMy IPOXOAUIXA KypC IPOMEHEBO1
Teparii abo OTpUMyBaIM iHII HUTOTOKCUYHI ITpernapaTHu.

JletikepaH™ cIlif 3aCTOCOBYBATH 3 0COOIMBOIO 00EPEKHICTIO MAlliEHTaM 31 3HUKEHO0I0 QYHKITIEIO

KiCTKOBOTr0 MO3KY abo nimdornuTapHoio iHdinbTpaliielo 0CTaHHLOT0. 3a HasiBHOCTI JIiMboLuuTapHOI
inginbTparnii kicTkoBoro Mo3ky abo y pasi rimomnnasii KicTKoBoro Mo3ky mo6oBa f103a He IIOBUHHA

nepesuilysaTty 0,1 Mr/Kr Macu Tina.

Pigko moBimoMsnocst Ipo BUCHIIAHHS Ha LIKIPi 3 MOXKJIMBUM IIPOTPECYBaHHAM [0 MYNIbTU(HOPMHOL
epUTeMH, elligepMaIbHOT0 TOKCUYHOTO0 HeKpoi3dy abo cuagpoMy CriBeHca - [IKoHCOHA. Crin
HeralHo NMPUNUHUTY 3aCTOCyBaHHS JleliKepaHy ™ MallieHTaM, V SKUX PO3BUHY/INUCS HebaXKaHi peakiiil
3 60Ky HIKipH.

[TepmiaTpuuHi nauieHTH 3 HEPPOTUUYHUM CUHAPOMOM: Ti, KOMy IIpM3Ha4YeHa IyJIbC-Tepallis BUCOKUMHI
[03aMH, i Ti, XTO Ma€ eminenTuyHi Halaiu B aHaMHe3i, — MOTPeOyI0Th 0COOIMBO PETEIHHOTO
CIIOCTepexXKeHH4 IIif] Yac 3acTocyBaHHA JlelikepaHy ™, OCKiJIbKY Y HUX IiABUIIEHUN PU3UK
BUHUKHEHHS eIIiJIeNITUYHUX HallafiB.

[TaiieHTiB Cif MOBIIOMUTH, III0 OCHOBHA TOKCUYHICTh XJ10paMOyIHIy MOXKe MIPOSBISTACS
rinepyyTIuBiCTIO, MEOUKAMEHTO3HO MPONACHUIEI0, MIENIOCYIIPECi€l0, TenaTOTOKCUYHICTIO,
0e3nmigasamM, eminenTuYHIMY HalmagaMy, IIIYHKOBO-KUIITKOBOIO TOKCUYHICTIO Ta BTOPUHHUMU
37I0IKiCHUMY ITyXIuHAMH. [TallieHTaM He CJIil 3aCTOCOBYBATH IpemnapaT 663 MEOUYHOTO HaTJISay.
TakoX maljieHTaMm CJIif 3BepHYTUCS [0 JIiKaps Y pa3i HasgBHOCTI IIKIPHUX BUCUIIaHb, KPOBOTEUI,
rapsyky, XKOBTSHUII, TPUBAJIOTO KAIIl0, eIiIeNTUYHUX HallafliB, HymoTH, 611t0BaHHS, aMeHopel abo
HEe3BUYaWHUX YTBOPEHE.

HupKkoBa HENOCTATHICThL

XBOpi 3 03HAKaMM MOPYIIeHHST QPYHKINI HUPOK IIOBUHHI TepeOyBaTH ITif peTeIbHUM HaTIsSI0M, TOMY
II10 Y HUX MOXKe BUHUKHYTHU [OLaTKOBa MI€JIOCYIIPECis, II0B’g3aHa 3 a30TeMI€0.

[TeuyinkoBa HEOOCTATHICTh



MeTabori3Mm JlelikepaHy ™ Bce Ille HeOCTaTHbO BUBYEHUM, TOMY XBOPUM i3 CEPHO3HUM MOPYIIEHHSIM
GyHKII Te4iHKY NpU3Ha4YaloTh 3MEHIIEH] 03U IIpemnapary.

MyTareHHiCTh i KaHIIEPOTEHHICTh

BcTaHOBIEHO, 1110 X710paMOyIHII CIIPUYMHSE XPOMAaTUAHI Ta XpPOMOCOMHIi YITKOOKEHHS y TIOAWHU Ta
BUSBIISIE KaHIIEPOTeHHI BIaCTUBOCTI B AOCIifaxX Ha TBapuHax. Cyif MaTu Ha yBa3i MOXKJIUBICTh
PO3BHUTKY IOIiOHOT0 edeKTy mpu BUOOPi cxeMu JOBrOTPHUBAJIOrO JTiIKyBaHHS Malli€HTa.

€ moBigOMIEHHS PO BUNA[IKKA PO3BUTKY I'OCTPUX BTOPUHHUX T€MATOJIOTiYHUX 3TI0STKICHUX
HOBOYTBOPEHB (0COOIMBO JIEHKO3Y Ta MiETOTUCIIIACTUYHOTO CHUHIPOMY), TOJIOBHUM YMHOM ITiCIIS
TPUBAJIOTO JIiKyBaHHS (OUB. po3min «[1o6iuHi peakii»).

[Tpu nopiBHSAHHI maHUX PO Mepedir XBOpobu y XKiHOK, XBOPUX Ha paK SE€YHUKIB, SKi OTPUMYBaIH
aJIKiNy1oy4i ImpemnaparTy, Ta Y XBOPUX, IKi He OTPHMYBaH 1X, JOBEAEHO, 110 3aCTOCYBaHHS alKiIyIOYUX
Tpernaparis, y T.4. XJIOpaMOYLIKITy, 3HAYHO IMiBUIIY€E KiTbKiCTh BUNIAAKIB PO3BUTKY T'OCTPUX JIEUKO3IB.
€ TOBiOMJIEHHS ITPO PO3BUTOK IOCTPHUX MI€NOIENKO3iB Y HEBEIUKOI KiTbKOCTi XBOPHX, SAKi
oTpuMyBau JlelikepaH™ y BUTJISIAI TPUBAJIOl ai TOBAHTHOI Teparlil IpH JTiKyBaHHI paKy MOJIOYHO1
3aJ1031.

[Ipu npusHadeHHi JlelikepaHy ™ pU3UK BUHUKHEHHS JIEMKO3Y IIOBUHEH OIL[IHIOBATUCH Y ITOPIBHAHHI 3
IOTEHI[INHUM NTO3UTUBHUM e(eKTOM IIpenapary.

DepTUNLHICTh

JlefikepaH™ MoOXKe CIPUYMHATH CYIIpeciio QYHKIl1 S€YHUKIB, € TIOBiJOMJIEHHS IIPO BUHUKHEHHS
aMeHopel micis NTiKyBaHHS IIpelapaToM. 3aJ0KyMeHTOBaHO BUCOKHY PiBeHb CTEPUIIBHOCTI ¥
YOJIOBIKiB IIpU 3aCTOCYBaHHi IpemnaparTy B mpenybepTaTHOMY Ta mybepTaTHOMY Iepiogax. ¥V
pe3ynbTarTi JTiKyBaHHSA JIeMKepaHOM ™ CIIOoCTepirasach a300CIepMisl Y JOPOCIIKX YOJIO0BIKiB, OQHAK
BCTAQHOBIIEHO, 1110 IJIs ii BUHUKHEeHHS HeoOxXigHa 3arajbHa f03a Ipenaparty He MeHiie 400 Mr.
Croocrepiranucs pi3Hi CTyleHi BiTHOBIEHHS CIIepMaTOreHe3y Y XBOPHUX i3 TiMpoMaMu micsa
nikyBaHHs JIefiKepaHOM Y 3arajbHux mo3ax 410-2600 mr.

TepaToreHHiCTh

4K i inmmi muToCcTaTUKH, JIeKepaH™ € MOTEHIIIMHO TEPATOTEHHHUM IIperapaToM.

J1abopaTopHi TEeCTH

Cnig peTenbHO CIIOCTEpPiraTu 3a mallieHTaMy, 11100 YHUKHYTH HeOe3MeYHUX AJI KUTTS YIIKOOKEHb
KiCTKOBOTO MO3KY Iifi 4yac nikyBaHHs. [[JoTuKHEBUY KITIHIYHUY aHali3 KPOBi citig pobutu mjis
BHM3HAYEHHS PiBHIB reMorno0iHy, 1eMKOUUTIB (3aranbHOro Ta AudepeHIiiHoro) i KinbKicHOTro
BHM3Ha4YeHHS TpoMOo1uTiB. OKpiM TOT0, BIPOOOBXK Iepinx 3-6 TUXKHIB Tepalil peKOMeHAYEThCS
BM3HaYaTH piBeHb TIEMKOUXTIB uepe3 3 a0o 4 [Hi micis KOXKHOTO MIOTUKHEBOTO IIOBHOTO KJTIHIYHOTO
aHasi3y Kposi. [IpunyckarTs, 110 OJ1s TaKUX MAllleHTiB JOPEYHO 3alUCyBaTU Pe3yIbTaTy aHasli3y
KPOBi pa3oM i3 ITOKa3HUKaMU Macu Tijla, TeMIepaTypy, po3Mipy cesie3iHKY i T.O. BBaxkaeTbcs
HebOe3meuyHyM 3aJIMINATH allieHTa Oibine 2 TUXKHIB 063 reMaToJIOTiYHoro Ta KJIiHIYHOro
00CTeK€eHHS B MPOIIEC] JIIKyBaHHS.

HenepenocuMicTh IIYKpiB

[TpemapaT MiCTUTH JTaKTO3Y (KOKHA TabaeTKa 2 MI MiCTUTh 68 MT' JTaKTO31), TOMY IaIliEHTH 3
pigKicHMME cIlagKoBUMH (HopMaMy HEImepPeHOCHMOCTi TajlakTO31, HeJOCTATHICTIO JIaKTa3u abo



CHUHIPOMOM TIIIOK030-TalakKTO3HOi MahabcopO1iii He TOBMHHI 3aCTOCOBYBATH IIpemapar.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00to.
BaritHicTb

fIKII0 I1e MOXKJIMBO, CJIi[l He Mpu3HayaTyu JlefikepaH™ IIifl Yac BariTHOCTi, 0COOIUBO y MEPIIOMY
TPUMECTpi. Y KOXXHOMY iHOVBiAyaIbHOMY BUIIAAKY CJIifi IIOPIBHIOBATU OYiKyBaHYy KOPUCTH OJjId MaTepi
3 MOTEHI[INHUM PU3UKOM AJIA IJI0fa. fK i Ipu JIiKyBaHHI iHIMMMU HATOCTaTUKAMU, IIif Yac JIiKyBaHHS
Oymb-Koro 3 mapTHepiB JlelikepaHoOM™ pPeKOMEHOYIOThCS afileKBaTHI KOHTPAIeNITUBHI 3aC00U.
[TapTHEpaM CJIif TOBiIOMUTH PO BILIUB JIiIKAPChKHUX 3ac00iB Ha CTATEBi KITITHHH.

T'ogyBaHHS TPYAOI0

XKiukn, ki nmikyooTbecsa JlefikepaHoM™, He IOBMHHI rogyBaTHU I'PYAIIO.
y Yy y

QepTUNILHICTD

JlefikepaH™ MoOXKe CIPUYUHATH CYIIPeciio QYHKII] S€YHUKIB, € TIOBIJOMJIEHHS IIPO BUHUKHEHHS
aMeHopel micis JTiKyBaHHA IIpellapaToM. Y pe3yibTaTi TiKyBaHHS JlelikepaHOM™ CIOCTepiranach
a300CIepMis y HOPOCIMUX YOJIOBiKiB, OMHAK BCTAHOBIIEHO, ITI0 U1 ii BUHUKHEHHS HeoOXigHa 3arajbHa
no3a npenapaty He MeHiue 400 mr. Crioctepiranucs pi3Hi CTyneHi BiTHOBIEHHS CllepMaTOTeHe3y y
XBOpUX i3 niMmpomMamu micns nikyBaHHA JleikepaHoM™ y 3aranbHux go3ax 410-2600 wmr.

TepaToreHHiCTh

4K i inmmi muToCcTaTUKH, JIeHKepaH™ € MOTEHITIIMHO TEPATOTEHHUM IIpeapaToM.

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

BigcyTHs iH(pOpMalis 100 BIIUBY X10paMOyIUIy Ha 3HaTHICTh KepyBaTH aBTOMObieM abo
IIpaLfoBaTy 3 IHIIUMU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

Jlelikepan™ € aKTUBHUM LIUTOTOKCUYHUM IIperiapaToM, TOMY MOTr0 CJIifi 3aCTOCOBYBaTH JIUIIE 3a
IPU3HAUYEHHSIM CITelliaTicTa-OHKOJIOTa, SKUM Ma€ OOCBIif JTiKyBaHHS MONiIOHUMY ITpellapaTaMy, Ta 3a
HAsIBHOCTI YMOB 151 IPOBEJIEHHS MMOCTIMHOI0 MOHITOPUHTY KITiHiYHMX, OioXiMiuHUX Ta
reMaTOJIOTIYHUX [TIOKA3HUKIB IIPOTATOM Ta IIiCJIs 3aCTOCYBaHHS.

Hos3 YBAHHA

XBopoOa XomKKiHa

[Ipu 3acTOCyBaHHi IaliaTUBHOI MOHOTeparil npemnapaToM JlekepaH™ IIpX 3aXBOPIOBAHHSX Ha IMi3HIN
cTafii mopocnuM i miTIM cTaHmapTHA 403a CTaHOBUTH 0,2 MI/Kr/moby mpoTsaroM 4-8 TUXKHIB.
3a3Buyail JlelikepaHn™ BXOOUTD OO CKagy KOMOiHOBAHOI Teparlil, e 3aCTOCOBYIOTLCS Pi3Hi pekuMu



JIiKyBaHHS.

Takox JlelikepaH™ MOXKHa 3aCTOCOBYBaTH 3aMiCTh @30TUCTOrO iIPUTY, Y HBOTO MEHIlla TOKCAYHICTh,
aJjie aHAJIOT14YHi TepalneBTUYHI pe3yJIbTaTH.

HexomxkiHcbKa niMdoma

[Tpu 3acTocyBaHHI MOHOTepartii mpemnapaTtoM JlelikepaH™ [OPOCIIUM i JiTAM CTaHAapTHa IT0YaTKOBa
no3a ctanoBuTth 0,1-0,2 Mr/Kr/go0y npoTsrom 4-8 THUXKHIB, Hagasi migTpUMyBabHa Tepalis
IIPOBOAUTLCS 3 IPU3HAUYEHHSM 3MEeHIIeHOl 1000BO1 103U ab0 iHTepMITyI0UYUMH KypcaMy JIiKyBaHHS.

JlerikepaH™ moKa3aHUMU [ TiKyBaHHS XBOPHX i3 mi3HiMU cTafigMu oudy3Hol miMbonuTapHOol
niMmpoMu, a TaKOK XBOPUX i3 pelluauBaMy IiCIs IPOMEHEBO1 Tepaiil.

[Tpu niKyBaHHI XBOpUX i3 Mi3HBOIO CTAHI€I0 HEXOMKKIHCHKOI JTiMpoIrTapHol TiM(pOoMU HEMAa€E CyTTEBOL
pi3HUII B OTPYMaHOMY 3arajlbHOMY Pe3yibTaTi Iic/is mpoBefeHHs KoMOiHOBaHOI XiMioTeparmil a6o
3aCTOCYyBaHHSI MOHOTeparii JIelikepaHoM ™.

XpoHiUYHNYT TiMMOIUTAPHUN TEeUK03

JlikyBaHHS JleliKkepaHOM ™ [OPOCIUX 3BUYAWHO MOYMHAETHCS JIUIIE ITICIIS MOSIBU Y XBOPOTO KITiHIYHUX
CHMIITOMIB a60 03HaK MOPYyIIeHHs QYHKIIIi KiCTKOBOr0 MO3KY (ajie He IPU HEeJOCTAaTHOCTi KiCTKOBOTO
MO3KY) 3a laHMMHU aHai3y nepudepudHoi Kposi. CroyaTky Jlelikepan™ Mpu3Ha4aiTh JOPOCTIUM Y
no3i 0,15 Mr/kr/mo6y mo MOMEHTY, OKU 3arajIbHUM JIEUKOIMTO3 He 3MeHIyeThcst o 10 000 Ha

1 Mk7. JIikyBaHHSI MOXKHa BiTHOBUTH Yepe3 4 THXKHI MiC/d 3aKiHUEHHS MEePIIOro Kypcey Ta
npofoBXKyBaTh y #03i 0,1 Mr/Kr/mo0by.

Y meskux XBOpUX 3a3BUYAaM IIiCNIA 2 POKIB JIiIKyBaHHS KiJbKICTh JIEMKOLUTIB Y KPOBi IOBEPTAETLCS [0
HOPMH, TIEPECTal0Th BU3HAYATUCS MTaIbIIaTOPHO Cejie3iHKa Ta TiM(aTHYHI BY3/1H, KiTbKICTh
TiM(OIUTIB ¥ KICTKOBOMY MO3KY 3MEHIIIYETHCS H0 MeHII Hik 20 % Big m04aTKOBOTO PiBHS
niM@ouuTiB (BU3HaYEHOTO [0 MOYATKY XiMioTeparlil) B OKpeMOT0 XBOPOTO.

XBOpi 3 03HaKaM¥u He[JOCTaTHOCTI KiCTKOBOTO MO3KYy ITIOBUHHI CII0YaTKY HIKyBaTUCS MPEIHI30JI0HOM
Ta [0 MOYATKY JTiKyBaHHS JleikepaHoM ™ MOTPiOHO OTPUMATH JOKa3u pereHepallii KiICTKOBOTO MO3KY.

[IpoBogunocs MOPiBHSAHHA JIIKyBaHHS MEepPEpUBYaCTUMHU KypcaMy 3 IPU3HAaUYEHHSAM BUCOKHUX 103 Ta
IIOIEHHOT 0 ImpuiioMy JlelikepaHy ™, CyTTEBOI Pi3HUII y pe3yIbTaTaXx JIiKyBaHHS Ta YacTOTi MOGivHOI
nii BUsiBIIeHO He GyI10.

Makporno6ynineMis BanbneHcTpema

[Tpu 11OMY 3aXBOpPIOBaHHI JIelikepaH™ € OmHUM i3 mpemapartiB BuOOpy. PEKOMEHAYETHCS OPOCIIMM
IOYMHATH 3 003U 6-12 Mr/moby [0 MOosIBY JIEWKOIEHii, TOTiM TiKyBaHHS ITPOIOBKYBATU IIPOTSITOM
TPUBAJIOTO Yacy y go3i 2-8 mMr/mo0y.

Ocob.uei nonyasuii nauienmis
[TopyimeHnHsa GYHKII HUPOK

Ins xmopaMOyLuITy XapakKTepHe BUBEIEHHS 3 Ceuelo JyKe He3HAYHOI0 Mipoio, TOMy HUPKOBa
eKCKpellis He BBaXKa€ThCA BaKJIMBUM IIJITXOM eJliMiHallil JTaHoro JiKapchkoro 3acoby. KopuryBauus
N03K He BBAXKAETHCS MOTPIOHMM [J1s HAIiEHTIB i3 HUPKOBOI HegocTaTHiCTI0. OmHAK ClelialbHi
IOCIIi’KeHHS BIIJIUBY HUPKOBOI HEJJOCTATHOCTI Ha (hapMaKOKiHETUKY XJIOpaMOyLUIy He



IIPOBOOUIINCH.

[TopymieHHs QYHKINI TeYiHKN

Crnip mpoBOOUTH peTEeNbHUN MOHITOPHHT CTaHY IAIli€HTIB i3 MOpyIIeHHAM QYHKIII IeYiHKHU 00
BUSIBJIEHHS 03HAK Ta CUMIITOMIB TOKCHYHOCTI. OCKiNbKY X710paMOyIui MeTaboIi3yeThCs, Y MepILy
4yepry, y NediHIli, i po3TigfgaTyd 3MeHIIeHHS J03U AJIS Malli€HTiB i3 TAXKKUM IOPYIMIeHHAM (QYHKILI
nevinku. OfHaK JaHUX 3aCTOCYBaHHS JIiKapChKOTro 3aco0y mallieHTaM i3 mopymeHHsAM QyHKIII
IIe4YiHKY He[OCTATHLO I HaJlaHHS KOHKPETHUX PeKOMeHMalliil 00 4O3YBaHHI.

[legiaTpuyHi DalieHTH

JlefikepaH™ 3aCTOCOBYIOTH [AJIA JTiKyBaHHS XBOpoOu XOmXKKiHa Ta HEXOMXKKIHCHKUX JIiMGOM y
negiaTPUYHUX NAlli€HTiB. PexxuMu mo3yBaHHS NOMiOHI 10 TaKUX IIPU 3aCTOCYBaHHI JOPOCTUM.

3aCTOCYBaHH MallieHTaM JIITHbOTO BiKY

CrenianbHi JOCTIAXKEHHS 3a Y4acCTIO MallieHTiB IITHHOT'O BiKy He IIPOBOOUINUCS, OOHAK
PEKOMEHIYEThCS MMPOBOTUTH MOHITOPUHT (PYHKIII HUPOK Ta MEYiHKY Ta MPOSBIISITA OCOOIUBY
00epexkHiCTh TPU 3aCTOCYBAHHI IIpemapaTy y pa3i BUSBIEHHS MTOPYIIEHb.

Xoya KJIiHIYHUY OOCBiA He BUSBUB BIKOBUX BIAMIHHOCTEN y BiATIOBifi Ha 3aCTOCYyBaHHS Ipenapary,
CJIi[l peTeIbHO TUTPYBATH I03YBaHHS JTiIKapChKOI0 3aco0y IJIs MallieHTiB TiTHLOTO BiKy, 3a3BUYal
PO3MOYMHAIYY Teparilo 3 HaMHWXKYWX [I0Ka3HUKIB [lialla30Hy A03YBaHHS.

Memod 3acmocysanHs

JlenikepaH™ Npu3HauYeHUU [JId IEPOPaIbHOr0 3aCTOCyBaHHS. BimoMo, 110 BUCOKi 3HaueHHs pH
IIJTYHKOBOTO COKY 3HAYHO 3MeHIyI0Th 6iomocTynHicTh Jlelikepany ™, TOMy pEKOMEHIY€EThCS
IpuUMaTH TiKapchkui 3acid HaTile (3a 1 roguny go abo yepes 3 TOOMHU IiCIIS BXKUBAHHS 1XKi).

Himu.

JlerikepaH™ 3aCTOCOBYIOTH IS JIiKyBaHHS XBOPOOU XOMXKKiHa Ta HEXOMXKKIHCHKUX JTiMPOM y
nefiaTpUYHUX NalLlieHTiB. PexxuMu mo3yBaHHS NOMiOHI 10 TaKUX IIPU 3aCTOCYBaHHI JOPOCIUM.

IlIepedo3yeanHsi.
CumnToMu

Y pe3ynbTaTi BUNaIKOBOTO IIepEN03yBaHHS XJIOPaMOyLXITy CIIOCTEPIraeThCsl, TOJIOBHUM YUHOM,
000pOTHa MaHIUTONEeHisd. TaK0XK CIIOCTEPIraloThCs Pi3Hi CTyIeHi HeMPOTOKCUYHOCTI - Biff HagMipHOi
30ym2KEeHOCTi Ta aTakcii 40 MHOKUHHUX TOHIKO-KJIOHIYHUX eMiIeNTHYHNUX HalafiB.

JIiKkyBaHHA

3 ornsiny Ha Te, IO aHTULOTY HeMae, HeoOXiTHO peTebHO CIIOCTepiraTy 3a KapTHHOIO KPOBi Ta
IIPOBOAMTH 3arajibHy IMiATPUMYBa/IbHY Tepallilo 3 HajleXKHUMHU TpaHcy3isiMu KpoBi y pasi
HeoOximHOoCTi



ITo6iuni peakuii.

II71s1 maHOTO JTiKapchKOro 3aco0y He iCHY€e Cy4aCHOI KJTiHIiYHOI JOKYMeHTallii oy BU3HAUYeHHS YaCTOTH

n00iYHUX peakKIiil.

YacTtoTa BUHUKHEHHS 1T06I4HO] il 3a71€eKUTh Bifi 403U mpemapaTy Ta KoMOiHalii mpuiiomy
JlelikepaHy™ 3 IHIMUMU IIpenapaTaMu i K1acu(}iKyeThCS TaKUM YMHOM: IykKe dacTto (= 1/10), gacto
(= 1/100 Ta < 1/10), HewacTo (= 1/1000 Ta < 1/100), pigko (= 1/10 000 ta < 1/1000), nyxe pigko
(< 1/10 000), HeBimoMoO (He MOKHA BCTAQHOBUTH 32 HASIBHUMU MAaHUMH).

CucteMu opraHis

[ToOigHi peaxii

HoBoyTBOpEHHS YacTto ["'oCTpi BTOPUHHI reMaTOJIOTi4Hi 37104KiCHI
noOpPOsIKiCHi, 310sIKiCHI Ta HOBOYTBOPEHHS (0COOIMBO JTEHKO3 i
HEeBCTaHOBJIEH] Mi€TOOUCIIIaCTUYHUY CUHAPOM), TOJIOBHUM YUHOM
(BKJIIOYAIOUYM KiCTH Ta [1iCJIf TPUBAJIOTO JIIKyBaHHSA
TIOJIITIN)
KpoB i mimpaTuyHa [ly>ke yacTto JleiKOIeHist, HeUTPOIEeHisT, TPOMOOITUTOIEHIs,
cucreMa MaHIUTONEHis af0 Cympecis KiCTKOBOTO MO3KY'
YacTto AHEMis
[lyxe pigko Heo6opoTHa cympecis KiCTKOBOTO MO3KY
[MyHHa cucTeMa Pinko Peax1iil rinepuyTIUBOCTI, TaKi K KPOIIUB'IHKa Ta
QHTIOHEBPOTUYHUY HAOPSK Iics mepioro abo
[TOBTOPHOTO 3aCTOCYBaHHS
HepsoBa cucrema HacTo CynoMmu y nefiaTpUYHUX NALi€HTIB i3 HEQPOTUUHUM
CUHAPOMOM
Pinko Cy,'E[OMI/IZ napiianbHi Ta/abo reHepasniloBaHi y
[egiaTpUYHUX AliEHTIB Ta JOPOCIIUX, IKi OTPUMYBaJIU
perapar y moieHHUX TepaleBTUYHUX N03ax abo y
BUTJISIII ITy/IbC-TePallil BACOKMMHU [03aMHu
XJT0PaMOYITHITY
[lyKe pigKo PyxX0Bi po3nagy, BK/II0Yal4d TPEMOD, IOCMUKYBaHHS
M’5131B Ta MiOKJIOHIIO 3a BIICYTHOCTI CyIOM,
nepudepruyHa Helponaris
[TuxambHa CUCTEMA, [yKe pigko TsKKUI iHTepCTUIianbHNi JlereHeBuit Gpi6pos’,
OpTraHU TPYMHOIL KITiTKA iHTepcTUIliaibHa THEBMOHIS
[[ITyHKOBO-KUIIKOBUY Hacto [1ITyHKOBO-KUILIKOBI 3aXBOPIOBaHH, HAIIPUKJIA[
TPaKT HymoTa, O/t0BaHHS, [iapes Ta MOsiBa BUPA30K Ha
C130Bil 000I0HII poTa
[enatobinmiapHa cuctema |Pimko [eIIaTOTOKCUYHICTh, ZKOBTSIHHUIIA
[MIkipa Ta mipmKipHi HeuacTo Bucunazus
TKaHUHU Pinko Cunpapom CriBeHca - [I2KOHCOHA, TOKCUYHUHA
emigepManbHKUi HeKpois®
Hupku Ta cedoBa cucrtema |[yxe pigko ACEITUYHUM IUCTUT
PennponykTuBHa cucreMa |HesigoMo AMeHOpest, a300cIepMis’
Ta MOJIOYHI 321031
3araibHi po3nagu Pigko ["apsiuka

1

He3Baxkao4u Ha BUCOKY YaCTOTY BUHUKHEHHS, CYIPeCis KiCTKOBOI'0 MO3KY 3BUYalHO € 000POTHOIO,

SKITO npuiioM JlelikepaHy ™ CBO€YaCHO IPUIMHSETHCS.




2HaI_Ii€HTI/I i3 eminenTUYHNMY HallafaMy B aHaMHe31 MOXYyTb OyTH 0COOIMBO YyTIUBUMU [0
Ipernapary.

3Y XBOPUX Ha XPOHIYHUY NiMGPOIUTAPHUY JIEUKO3, sIKi TpUBAJIAN Yac JTiKYIThCS IIperapaToM, MOXe
iHKOJIM BUHUKATY TAXKKUY iHTepCTUIlianbHUY ereHeBuil Ppidpo3. OnHaK BiH Moxke OyTH 060POTHUM
IicJis IPUNMHEHHd NpuiioMy Jlelikepany ™.

4HOBin0Mm{noc;{ IIpO BUCUIIAHHA Ha IIKIipi, 110 MOXKe MaTH CEPUO3HI yCKIaJHEeHH, BKIII0Yal4u
cuapapoM CriBeHca - [[:KOHCOHA Ta TOKCUYHUY elliflepMalbHUN HEKPOJTi3.

53aJIOKYMeHTOBaHO BHUCOKHUI PiBEHb CTEPUIBHOCTI Y YOJIOBIKIB IIpX 3aCTOCYBaHHI IIpenapaTy B
npenybepTaTHOMY Ta IIy0OepTaTHOMY Iepiofax.

IToCTMapKETUHTOBI CIIOCTEPEKEHHS

Y mocTMapKeTHHIOBUX CIIOCTEPEXKEHHAX ITOBIIOMIIAJIOCS IIPO aMeHOPeLo, CIIYTaHICTh CBIOMOCTI,
TPUBOXKHE 30yIKeHHd (aXKuTallisl), aTakciio, B s7Ii mape3u (K HACIigoK mepudepruyHol HeWpomarii),
rasjolyHanii, MynbTU(GOPMHY epuTeMy, Oe3mmians.

[ToBigoMIIeHHS PO Mimo3pioBaHi HebaxKaHi peakiril

[ToBimomeHHS PO Migo3pioBaHi HeOaxKaHi peakIlil micys peecTpallil mpemnapaTy Ma€ BeJluKe
3HaveHH4. Lle ma€ 3MOry 37iCHIOBATH TPUBAJIMYM MOHITOPUHT KOPUCTI/PU3UKY 3aCTOCYBaHHS LIOTO
JiKapchbKOro 3aco0y. MenuyHi npaliBHUKY TOBMHHI TOBIMOMJIATH IIPO yCi Mifo3pioBaHi HebaxkaHi
peaxilil yepes HalliOHAJIbHY CUCTEMY ITOBiJOMIEHD.

Tepmin npudamuocmi.

3 POKH.

YmoBH 30epiranns.

30epiratu B OpuriHaabHi¥ yIaKkoBIi npu TemnepaTypi Bif 2 °C mo 8 °C y HegoCTynIHOMY AJIS AiTen
MicLi.

VYnaxoBka.

[To 25 TabneTok y ¢hakoHi 3 TEMHOTO CKJa 3 KPHUIIeYKOIo, 1110 3a0e3edye 3aXUCT Bifl BiIKpuBaHHS
nitemiu. ITo 1 ¢pnakoHy y KApTOHHiN KOpOOIIi.

Kareropis Bigmycky. 3a perenrtom.



BupoOHHK.

Excemnna I'm0X i Ko. KT.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls MpoBaIXKeHHs HOro Tis/IbHOCTI.

Hiopubeprep IItp. 12, 90537 ®oiixt, HiMmeuuynHa.



