KPATKA XAPAKTEPUCTHKA HA MTPOAYKTA



Jlenonexc moxe 1a NpuuHHE arpanyounTo3a. Ynorpebara my Tpu6Ba Aa ce OrpaHHYH 10
OalHEHTH:

* ¢ mu3odpenns, KOHTO He Ce MOBJIHABAT OT HJIH HMAT HEMOHOCHMOCT KBM JIE9eHHE ¢
AHTHICHXOTHYHH JIEKAPCTBA

®* MK ¢ ncuxo3a npu Gosect Ha Parkinson, xorato Apyru crpartermm 3a Jiewenme ca
HeycnemHH (Bx. Touka 4.1),

¢ KOMTO NbPBOHAYAIHO HMAT HOPMAJIHHU CTORHOCTH HA HeyTpodranTe (abcoloTeH Gpok
Ha HeyTpoduanre; ANC) =1 500/mm® (1,5x10%/1) B o6mara nonyaauus u >1 000/mm>
(1,0x10°1) npu nanuenTH ¢ MOTBLpIEHA AOOPOKAYECTBEHA eTHHUYECKA HEYTpONEHHA
(BEN), n

® [ph KOHTO MOXe A2 Ce ONpe/1e1a Pe0BHO ADCoNOTHHAT 6poii Ha HeyTpoduaute (ANC),
KaKTO clle]Ba: BCHKA CeAMUHU2 npe3 mbpBHTe 18 ceaAMunu na Tepanmsita, ciex ToBa
exeMeceno npes cieaBamuTe 34 ceamuun (T.e. 30 NPHKJIOYBANE HA THPBATA I'OJAHHA
ot stevenuero). Ciea 12 mecena, ake Nnpe3 NLPBATA FOAHHA B AHAMHE3ATA HE € HMATO
HeyTponeuns, Habaonennero Ha ANC TpubBa na ce HamMaan N0 BeAHBX HA BCEKH
12 ceamuun. Cren 24 mecena ANC cieaBa Aa ce H3C/IeABA BeHL®K TOAMIIHO, NpH
yC/I0BHE Ye B AHAMHE3ATA HE € HMAJ10 HEYTPOMEHHA Npe3 NPEAX0IHHNTE NBe FOIHHH. AKO
Mo BpeMe HA JIEYEHHETO € Bh3IHUKHAA JIeKa HEYTPONeHHs, KOSATO BHOC/IeACTBHE € Onaa
craduininpana A/uaH e orseyuasa, ANC Tpalea xa ce naGaioaBa exemMecedHo 1o
BpeME Ha JICTeHHETO, AKO Ce NOABAT MPHIHAUK HJIM CHMIITOMH Ha uHdexuns (Hanp.
[MOBHUICHA TeMIepaTypa, Bb3NANEHO I'bP/I0, H3IBH B YCTaTa/rbpJioTo), Tpabsa 1a ce
Hanpasu Hezabasno onpeaenane Ha ANC. [Ipu no-Bb3pacTHH NauHeHTH e 1o6aBAHe
Ha BA/INPOEBR KHCEJNHA KbM JIEYEHHETO ¢ K103aNHH, 0cO0EHO B HAYAIHMS NIEPHO] HA
Je4eHueTo, TpabBa aa ce oOMHCIH AONBAHATENHO H3ceaBane Ha ANC (Bxk. Toukn 4.4
n 4.5).

INpeanuceamute nexapu Tpabra ga cna3sBar HIUATI0 HeOGXOAMMHTE MepKH 3a Ge30macHoOCT.
Ilpu Beaka KOHCY.NTaUKA HA HauHeHTa, npuemaul Jlenonexc, Tpadea 1a My ce HanoMuu aa ce
CBBLpKE He3abaBHO ¢ JIEKYBALUHSA JIEKAD, 2KO 3a104He 12 Ce PpA3BHBA HAKAKLE BHA HHQEKUHA.
Ocobeno Buumanne Tpubsa 1a ce 06bpHe HA rPANONCAOGHH ONIAKBANKA, HANPHMED BHCOKA
TEMNCPATYPA HJIH BLINAIEHO I'bPJIC, KAKTO H HA XPYTH MPH3IHAUH HAa MHPEKIHA, KOHTO MOXKe
Aa ¢4 NOKA3ATe/HH 33 HEYTPONEHHA,

Jlenonekc TpaGBa na ce oTmycka MOA CTPOI MEIHUMHCKM HAA30pP B CHOTBETCTBHE C
OPHUHAIHHTE NPEeNOpPbKH.

Mpoxapaur

Knoszanuu ce cobpiasa ¢ noBHLIEH PHCK OT MHOKAPAHT, KOHTO B peAKH CIyuaH Moxe Aa 6bae
tharaned. IloBNIEHHAT PHCK 0T MHOKAPAHT € NO-TOJAM npes3 NbLPBHTE [JBA mecena oT
HAYATOTO Ha JlevyeHHeTo. CHOOIMABAT Ce CBINO PIAKO 32 PATATHH CJIYHAH HA KAPIAHOMHONATHS
{(Bx. Touxa 4.4).

lpy naumeHTHTE, KOMTO NOJY4ABAT NEPCHCTHPAINA TAXUKAPAMA B MOKOH, ocobeno npes
OhLpBHTE 1BA MECeUa OT JICHEHMETO H/HJIN MANNHTANMH, APHTMHH, FpbaHa Goaxka M Apyru
NPH3HANH H CHMOTOMH HA CbPA€YHA HEAOCTATHLYHOCT (HAMp. HeoGACHMMA yMopa, AMCHIHed,
TAXHIIHEN) HJIH CHMIITOMH, KOHTO Hanono6aBaT MuoKkapaen nadapkT, Tpu6Ba 1a ce No103HpaT
MHOKAPAHT HJTH KApAHOMHONATHA (BkK. TouKa 4.4),

AKO ce 0103HPAT MHOKAAHT HJIH KAPIHOMHONATHS, Jedyennero ¢ Jlenoneke T
ce crpe B MAUHCHTHT HE3a0ABHO 1A C€ HACOYM KbM Kapanoior (BkK, Touka 4.4)




[auuenTH, NOJYYHIN KI03ANHH-HHAYNHPAH MHOKADAHT WJIH KapIHOMHONATHS He TpsuGBa
noseye 1a 6bAAT JIGKYBAHH ¢ KJ103anuH (BK. Touku 4.3 u 4.4).

1. UME HA JIEKAPCTBEHHUSA ITPOAYKT

r
B3/ UTENHA AFEHLWSA 110 NEXAPCTRATA
Jlenounekc 25 mg tabneTku i;._' i S M g SEareinal

Kpamxa xapakmepucrnuxka Ha np gykma - 1Py
Jlenoneke 100 mg tabnetku e

Knar Poz. Ne AOOAO G3 G

Leponex 25 mg tablets

aspewsHue Ne
Leponex 100 mg tablets Paspewsnue N

7 _0GE. 2N
samamp. 4499495, L2 W L

CgoBpeHue Ne ... ienn, N S T

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Tabuerka ot 25 mg: Beska tabiierka cbabpika 25 mg kinosanuu (clozapine).
Tabnerka or 100 mg: Besika Tabierka chabpka 100 mg knosanuu (clozapine).

[TomouHH BewecTBa ¢ M3BECTHO JCHCTBHE: ChIBP/KAT CHILO J1aKTO3a MOHOXMpaT 48,0 mg u 192,0 mg
BbB BCsAKa Tabierka ot 25 mg u 100 mg, cborBeTHO.

3a rbJIHHA CIIUCHK Ha NOMOUWHHTE BELUECTBA, BHXKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerkn.
Tabnetka ot 25 mg

Kwira, Kpbriia, iocka taéiaeTka cbe ckoceH pwo ¢ Haamue “L/O” ¢ Hak/I0HeHa YepTa OT eHaTa cTpaHa
u “CLOZ”or apyrara.

Tabnerka or 100 mg
Abira, kpbria, niocka TadeTka che ckoceH phb ¢ Haanue “Z/A” ¢ HaKIOHeHa YepTa OT ejHaTa cTpaHa
n “CLOZ”ot apyrara.

Tabnerkara moxe Ja ce JICJIM Ha paBHH IMOJIOBUHKH.

4, KIMHUYHHU JAHHHA
4.1 TepaneBTHYHH NOKA3AHHA

JleyeHue Ha TepaneBTUUHO PE3UCTEHTHA LiM30bpeHHs
Jlenoneke e nokasaH rnpu naiMeHTH ¢ TEPANeBTHYHO PE3UCTEHTHA WIH30(PEHHs, KOHTO HMAT TEXKH,
HEMOB/IHABALIUM CE€ OT JICYEHHETO HEBPOJIONMYHM HEKETAHW PEaKUMHM OT JIPYTH aHTHIICMXOTHYHH
JIEKApCTBa, BKIFOUHUTE/IHO aTHITHYHH aHTUTICUXOTHLIM.

Pe3HCTeHTHOCT KbM JleueHHeTO ce jeMHMpa KaTo JIMICA HA 3a10BOJMTENHO KIMHUUYHO noaodpeHHe,
HE3aBUCHMO OT MPHIMKEHHETO Ha A0CTATHYHH J03HM OT MOHE JIBE Pa3IHYHH AHTUIICUXOTHYHH neKaperaa,
BKJTFOUMTE/IHO aTHITMYEH aHTHIICUXOTHK, [IPEANHUCBAH 3a 10CTATHYHO MPOIAb/IKHTENIEH ”EPH}?ﬂf?\K'FRQME-;'f‘\
P LN
[Icuxo3a npu 6oJiect Ha | lapkuHcon A v
Jlemoneke € mokaszaH CHUIO MPU MCHXOTHYHH HapyuIeHUs, BB3HUKBAUIA B X0/a Ha,'s
[Tapk1HCOH B cyuanTe, KOraTto CTaHAAPTHOTO JIEUEHHE € HeeHKACHO. \
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4.2 lo3npoBxa H HAYTHH HA NPUIOKEHHE

,ﬂoauponxa

Hosupoekara Tpsabsa na 6bae onpeaensta HHAHBMIYATHO. [TpK Bceku naumenT TpabBa ja ce npunara
HaH-HHCKaTa edeKTHBHA 103a. BHMUMAaTEHO TUTPHpaHe W CXeMa Ha OTAENHH A03H ¢a HCOGXOAHMMH 3a
MHHHMH3HPAHE Ha PHCKOBETE OT XHMOTOHHA, TbPYOBE U CEALIHA.

3anou4saneTo Ha neueHveto ¢ Jlenoneke Tpabea na 6bae orpanHyeHo Ko naumesTute ¢ ANC >1 500/mm?®
(1,5x10%1) B paMKHTe HA CTAHAAPTHIUPAHHTE HOPMAIHH FPAHHLM.

lMpomenu B fo3MpoBKaTa Ca MOKA3AHW NPH NAUMEHTH, KOUTO MOJYHABAT €HOBPEMEHHO H JIEKAPCTBEHH
NPOAYKTH, KOHTO NoKasBaT GapMakoAHHAMMYHK K (apMaKOKHHETHUHN B3aumoeitcTeus ¢ JlenoHeke,
KaTo 6eH301Ha3ENUHM K CENEKTUBHM HHXUEHTOPH Ha 0GPATHOTO 3aXBalllAHE HA CEPOTOHMHA (BXK. TOMKA
4.5).

llpemunasane om npedxoxcoauwia anmuncuxomuyna mepanus, Ha aevenue ¢ Jlenonexc

ObukoBeHo ce mpenopbusa JlenoHeke na He ce W3NON3Ba B KOMOWHAUMA C APYTH aHTHIICHXOTHUHH
nekapctea. Koraro we ce 3anouea tepanus ¢ JlenoHekc NpH MAUMEHT Ha NEPOPATHO JIEUEHHE ¢
AHTUIICHXOTHYHH NIEKAPCTBA, C€ MpPENnopbyBa IThPBO A C€ CMpe MNPHIOKEHHETO HA OCTAHAIHMTE
AHTHRCUXOTHLM Ype3 MOCTENESHHO MOHWKABAHE HA 103aTa.

TlpenopbuBar ce cieaHHTE JO3H:

Hayuenmu c MepanesInuyHo pe3ucmenmua wzodpenus

Havanna mepanus

{Ipenopbusanata Hauanha fo3a e 12,5 mg BeIMbX WK 1Ba THTH HA AEH TIPE3 TLPBHA ACH, MOCIEABAHA
OT 25 mg BeAHDbXK WIH JIBa TbTH Ha JIEH Ha BTOPHUs feH. [Ipy 106pa NoHOCMMOCT AHeBHATa 1034 chen
TOBA MOXe Aa ce NoBHLIM HaBHO Ha cThIKM OT 25 10 50 mg, 3a Ja ce NocTUrHe A030BO HHBO 10 300
mg/aeH B pamxute Ha 2 10 3 ceamuun. Clien Tosa, ako ce Hajlara, JHEBHATA 1032 MOXKE JOITBIHUTETHO
fia ce NoBHWH nocTenenHo ¢ 50 no 100 mg npes MHTEPBANKU OT MONOBHH MM 3a NPEANOUYMTAHE, eAHA
ceaMuua.

Tepaneemuven obxeam na oozama

Ilpu nosevero mauueHTH MOXE [a ce O4YaKBA AHTHNCHXOTHYHA eukacHOCT ¢ 103U or 200 a0 450
mg/eH, 1aBaHK B oTAeHM 034, O6IAaTa AHEBHA /1032 MOXe Aa He ObJe pa3jie/ieHa opasHoO, KATO Mo-
rofisiMaTa 4acT ce AaBa Mpeu JIAraHe.

Maxcumanna ooza

3a /12 € NOCTHrHE MaKCHMalleH TeparneBTHYeH eQeKT, Manbk Gpoil MALMEHTH MOraT 1a W3HCKBAT Mo-
FO/IEMH [03H, KAaTO B TO3H CYHai € JOMYCTHMO pasyMHO MOBHILIABAHE Ha fo3ata (¢ He nosede ot 100 mg
Ha ¢aHa cTbrka) a0 900 mg/nen. Tpabea na ce MMa npea BUA BEPOATHOCTTA 3a MOBHLIEHA YECTOTA Ha
HeXeaHuTe peakuuu (ocobeHo rbpuoBe), BLIHMKBALUM PH 103K Hana 450 mg/neH.

TToodwpacawa doza
Cnex nocturaHe Ha MaKCHMailHATAa TEpaneBTMYHA MOA3a MHOTO NaUMEHTH MOraT Aa OCTaHaT Ha
eeKTHBHA MOANBLPIKALLA TEPATTHA € MO-HUCKH J03W. 3aTOBA Ce NMPENopbYBa BHUMATEIHO T
LIeN MOHWXKABAHE Ha no3aTta. JleyenneTo Tpabea Ja NpoaBL/ILKM MOHe 6 mecena. AKO 1
npeeuwasa 200 mg, Moxe 12 € NOAXOAALLO EAHOKPATHO AHEBHOTO MPUIOKEHHE BEUe

Cnupane na mepanuama




B cnyuait na nnanupano cniupade Ha Tepanusta ¢ JlenoHeke, ce NPenopLYBA MOCTENEHHO OHHKEHHE
Ha 103aTa 3a nepuo ot 1 10 2 ceAMMUM. AKO CE Haara BHE3alHO CNHPAHE Ha JIEKAPCTBOTO, MALMEHTHT
TpabBa xa ce HabmoaBa BHUMATE/IHO 32 BL3HHKBAHE HA CHMITOMM HA OTHEMAHETO (BX. Touka 4.4).

Tlosmopno 3anousare na mepanus

[1py nauveHTUTE, NPY KOMTO UHTEPBANBT OT NOC/EAHATA 032 JIeNOHEKT € MoBeYe OT 2 AHH, MEYEHHETO
TpsGea na ce Bb30GHOBH ¢ 103a OT 12,5 mg, 1a/1eHa CHOKPATHO WK JIBYKPATHO NPE3 MThpHS eH. AKO
Ao3aTa € ¢ N00pa MOHOCHMOCT, € BB3MOXHO THTPHPaHE Ha 1033Ta 0 TEPANeBTHYIHOTO HUBO Mo-6bpao,
OTKO/IKOTO C€ NpenopbyBa NpH MBPBOHAYANHOTO NeweHHe. Buiipeky T0Ba, aKO NALMEHTHT € ROAYUMI
CHpaHe Ha RHILAHCTO HIIK ChpPAEYHATA ACHHOCT MPH TbPBOHAYATHOTO THTPHpaHe (BXK. Touka 4.4), HO
cJlen TOBA 103aTa € 6uia THTpUpaHa yCnewwHo 0 TepaneRTHYHATA, MOBTOPHOTO THTpHpaue TpsaGea a ce
M3BBPIUH HIKTIOYHTENHO BHUMATEITHO,

Hcuxomuuny pazcmpoiicmea, ev3nuxaau 8 xo0a Ha borecmma na Tlapxuncon, @ cayuaume, xo2amo
CMAanOapmHuOmo ieyeitie € Hwio HeYCRewHo

Havaana mepanus

Hayannara nosa we tpabea na npesnwaea 12,5 mg/aex, npuemana seuep. INocaenpaluure noBAWLEHUS
Ha no3ata TpAaGea na 6baaT ¢ no 12,5 mg, ¢ MAKCHMATHO [BE MOBMILIEHUS CEAMMYHO 10 MAKCHMATHA
ao3a oT 50 mg, KOATO He MOXKe Na Gbe JOCTHIAHATA 10 Kpas Ha BTOPATa CE/MHLA. 3a NPeaNOUHTAHE ¢
UAJIOTO KOJTHYECTBO 32 JIEHA [ C€ 1aBa KaTo eAMHHYHA /1032 Beyep.

Tepanesmuuen obxeam na oozama

Cpennara edektrBHa 1032 06MKHOBeHO € Mexay 25 1 37,5 mg/nen. B cnyuaii, ue neyeHneTo 3a NOHe
elHa ceAMMLA ¢ 1032 oT 50 mg He Aaje 3a/710BOJIMTENEH TEPANEBTHYEH OTIOBOP, T03MPOBKATA MOXKE 1a
Ce [OBHLIH BHHMATEHO CbC CThIKa OT 12,5 mg/ceaMuua.

Maxcumanna doza
Hosara ot 50 mg/nen Tpatea na 611 NpeBHILABAHA CAMO B HIKITIOYHTESTHHU CIIYHaH M HHKOTA HE Tpabea
Ja ce MpeBHILABA MaKCHMasTHaTa 2032 ot 100 mg/nen.

IMosriennsTa Ha no3aTa TpAGBa a 6BAAT OrPAHMYEHH WIH OTVIONKEHH, KO CE HOABAT OPTOCTATHYHA
XHNOTOHKA, IIPEKOMEPHO cefupaHe WM obbpranocT. INpes mbpeuTe cenmMuUM OT NeyeHneTo Tpabea fa
CE ClIe/IH apTePUANTHOTO HaNATaHe .

llodovpocawa doza
AKO € UMA/IO TBJIHA PEMHCHA HA MCUXOTHYHUTE CHMIOMM 3a MOHE 2 CEAMMIUM, € Bb3MOXKHO I0BHILABAHE
Ha A03UTE HA AHTHNAPKHHCOHOBHTE NEKAPCTBA, AKO TOBA € MOKA3AHO Bb3 OCHOBA HA MOTOPHHA CTaTYC.
AKO TO3H 110AX0/1 AOBEJIE IO NOBTOPHA MOABA HA ICHXOTHYHHTE CHMITTOMH, [103aTa Ha JIenoHeKe Mose
na ce noBuLIK ¢ no 12,5 mg/ceamuua no makcumym 100 mg/aen, npueMany B eaHA MAW 1BE OTAETHH
J03H (BK. nio-rope).

Cnupane na mepanusma
Ilpenopbusa ce nocTeneHHo HaMalIsBaHE Ha 103aTa ChC CTHNKHM OT Mo 12,5 mg 3a NEePHOA OT MOHE eTHa
ceMHUUA (32 npearnoduTaHe age).

Jlewenneto 1pabea na ce npekpaTH He3aGaBHO B Clyuail HA HEYTPOTIEHHR WIIH arpaHyJIOLHTO3a (BK.
Touka 4.4). B T031 ciiy4ail OT OCHOBHO 3Ha4Y€HHE € BHUMATEIHOTO TpOCeAABaHE HA TICHXHATPHUHHA

CTaTyC Ha [aluMeHTa, TbH KaTO CUMIITTOMHMTE MOTAT 6'bp30 Ia ce MOABAT OTHOBO.

Creyuainu cDYRU hqyuelimu

Ilayuenmu ¢ weprodpobro yepexcoane




[lpu nauuetrt ¢ yepHoapoGHo yBpeskaaHe JlenoHexke TpsaGBa aa ce MpHaara ¢ NOBMILEHO BHUMAHHME,
33€AHO C H3BBPLUBAHE HA PEJOBHO NMPOCNEIABAHE HA YEPHOAPOOHHTE byHKLIMOHATHH TecToBE (BXK. TOUKa
4.4).

Tleouampuuna nonyaayus

lMeanarpuunn nscneapanus He ca nposexany. bezonacHocTra K edukacHocTTa Ha Jlenoneke npu aeua
H IOHOLUH Ha Bb3pacT Noa 16 roaruy Bce olue He € yctaHoseHa. He Tpa6ea na ce mpunara npu tasu rpyna
AOKATO HE ¢a HANWYHHW APYTH NaHHH.

layuenmu na évipacm na u nad 60 200unu
IMpenopsusa ce 3ano4saHe Ha neucHueTo B ocobeHo Hucka 103a (12,5 mg eAHOKPaTHO Ha MbPBHUS NeH),

€ nocneBalluM NOBHILEHHS Ha A03aTa, OrpaH1ueHa 40 25 mg/ne.

Hauuu Ha npunoxeHue

Jlenoxexc TabnerkH ca 3a NEPOPAIHO NPHIOKEHHE.
4.3 IIpoTHBONOKAIAHHA

¢ (CBPbX4yBCTBHTETHOCT KbM AKTHBHOTO BELIECTBO MM KbM HAKOE OT MOMOLIHHTE BELIECTBa,
H30poeHH B Touka 6.1.

¢ [launenTy, KoHTO He MoraT aa 6bAAT NONAraHKU HA PENOBHHM KPBBHH M3CAEABAHMA.
AHaMHE3a 33 TOKCHYHA WK UIHOCHHKPa3Ha rPaHytOLHTONEHH/arpaHyIOLMTO3a (C M3K/IIOYEHHE Ha
TPaHY/IOUHTONEHHA/arpaHyTIOLMTO3a NPH NPEAX0KIALA XUMHOTEPAIHS).
AHaMHe3a 3a arpaHyJIoLUHTO3a, npeau3BrKaHa ot JlenoHekc.

¢ Jleyenuero ¢ Jlenonexkc He Tpsbpa na Obie 3aMO4YBAHO €4HOBPEMEHHO C JIEKAPCTBA, KOMTO MMar
M3BECTEH 3HAYMTE/IeH TNOTeHUMan [a NPEAM3BUKAT AarpaHyNoUMTO3a; HE Ce MNpenopbusa
eIHOBpeMeHaTa ynoTpebara Ha Jerno aHTHNCHXOTHLM.
Hapyluena ¢yHKUMA Ha KOCTHHS MO3BK.

* HekonrponupaHa enuiencus.
ANKOXONMHA MM APYTH BHIOBE TOKCHYHH IICHXO3M, JEKAPCTBEHH WHTOKCHKALMH, KOMATO3HH
ChCTOAHHUA.

¢ Llupkynaropen konanc w/unk noruckade Ha LIHC oT Bestkaked NpUYHHH.
Texxu 66peunn unu cupaeunn 3aGonsBanms (Hanp. MHOKapIuT).

®  AKTHBHO HepHonpoﬁno 336035[531-18, CBBP3aHO ¢ ralgHe, JIMNCa Ha aneTHT WAH XBJATEHHLA,
TNPOrpecUBHO YepHOApoOHO 3abonsBaHe, YepHOAPOOHA HELOCTATEYHOCT.

¢ TlapanuTuveH uneyc.

44 Cneunanuu npelynpexIeHHs H NPeINA3HH MEPKH NPH ynoTpeda

Texku kowuu Hexxenanu peakumnu (SCAR)

Hma cbobluenua 3a NekapcTeeHa peaklua ¢ e03uHODUIMA M cucTemHH cHMntomu (drug reaction with
eosinophilia and systemic symptoms, DRESS) BbB Bpb3ka ¢ KI103amlHH, KOSTO MOe na Obie
KHBOTO3ACTpALLABAIIA WITH NeTanHa (BiK. Touka 4.8),

[Nauuentnre TpaGea na H6nnat uHbOpMuUpaHH 3a npusHauuTte U cumnTomute Ha DRESS u na 6naar
npocnensBaHd BHUMATEIHO.

[Tpu nosia Ha NPU3HAUKM M CUMIITOMH, NOKA3ATENHW 33 TA3M PEaKLMA, IPUEMbT Ha KJIO3AMHH TPAGBa
He3a0aBHO [1a Cpe W 1a ce OOMUCIIH anTepHATHBHO SledeHHe (Cnopes Heo6X0aUMOCTTa).

Axo npu ynotpebara Ha Kno3anHH nauveHTsT ¢ pasean DRESS, neuenuero ¢ k103anmuH npu To3u
NalMeHT HUKOra He TpAGBa 1a ¢e NOJHOBABA.

Arpanynoumrola &7
Jlenoneke moxe na NPUYHHKN arpaHyI0UHTO3a. 3a601€BaEMOCTTa OT ArpaHyIoLM 3:5%1
[pH TE3U, KOWTO Pa3BUBAT arpaHy/IolMTO3A, Ca HAMANENM 3HAYUTENHO Cijddy b

Habniogenue va ANC. lMopaaun ToBa creannTe OpeANasHU MEPKH Ca 3a7bibkK



NPHIAraT B ChOTBETCTBHE ¢ OHUMATHHTE npenopbkd. [lopaan puckosere, cBbp3aHM ¢ JlenoHekc,
ynotpebata My € OrpaHHY€Ha /10 NALMEHTH, IPH KOHTO € 10Ka3aHa TeparnuATa, KakTo € MOCOHEHO B
Touka 4.1 (TepaneBTHYHH NOKA3aAHHA), W

MauKeHTH, KOWTO MPBOHAYATHO UMAT HOPMAITHU CTOHHOCTH Ha HeyTpoduante (abcontoten Bpoii Ha
Heytpodmute; ANC) >1 500/mm? (1,5x10%1) B o6wara nonynauus u >1 000/mm? (1,0x10%1) npu
NALKEHTH C NOTBbPAEHA J0OpOKaYeCTBEHA €THHYECKA HeyTponenus (BEN), u

MpH KOUTO pefoBHOTO onpeaenade Ha ANC Moxke da ce W3BbpLIBa BCAKA CeAMMLIA Mpe3 MbpPBUTE
18 ceamuum W cren TOBa BEAHBK MeceuHO npe3 cieppamute 34 ceamuun. Cnen 12 meceua, npu
yC/0BHE 4e npe3 Ta3d MbpBa MOAHMHA B aHaMHE3aTa He € uMano Heyrponenus, ANC Ttpafisa na ce
uacresBa Ha Beeku 12 ceamuun. Cnen 24 mecena, ako Npe3 MPeAXOIHHTE JBE FOHMHH B aHAMHE3aTa
He e umasio Heytponenus, ANC Tpabsa 1a ce H3cneaBa caMo BeJHBX MOAMIUHO. AKO MO BpEMe Ha
JIeYEHHETO € Bb3HMKHANA JIeKa HEYTPOTNIEHHA, KOATO BrocneacTere e 6una cTabHIM3upana u/uim e
ot3syuana, ANC tpabea na ce w3cnaeaBa BeAHBK MECEUHO MO BPEME Ha JIEHEHHETO.

[lpeau 3anousaHe Ha jieHEHHMETO C KNIO3ANMH NALMEHTHTE TPAOBA A2 MPEMHUHAT KPLBHO M3CeasaHe (BXK.
“arpaHyJounTosa”) U aHaMHe3a M GU3NUECKO H3CTEABaHE,

[MauuenTuTe c aHamMHe3a 3a CbpACYHO 3a00NABaHE HilM aOHOPMHH ChPAEYHH pe3ynTaTu Tpatea aa Gbaar
HACOYEHH KbM CHEUHANKCT 33 JOMBAHMTENHH HICISABAHMA, KOMTO MmoraTt aa sxiurousat EKI, w
nauueHTuTe Tpabsa Aa OBAAT NCKYBAHM €IMHCTBEHO, aKO OYAKBAHWTC NON3M SBHO I[PEBHILABAT
puckoBeTe (Bx. Touka 4.3). JlexkypammuaT nexap Tpabea na obmucnn u3ebpusaveto Ha EKI npeam
TIEUEeHHETO.

[peanuceawnTe nexapu Tpabea Aa cna3eaT W3LLI0 HEOOXOAMMHTE MEpPKH 3a Be30MacHOCT.

[lpeau 3anousane Ha neveHHETO JieKapHTe TPAGBa Aa rapaHTHpAT, IOKOJIKOTO UM € HM3BECTHO, 4e
MaUMEHTHT HE € MPETHPIIA NPEAH TOBA HEXENAHA XEMATO/IOTMYHA peakuMs KbM KI03aMWH, KOATO 4a
Haiara HeroBoTo npekpatapaHe. Peuentute He Tpabea na ce naBaT 3a NEPHOAM, MO-ABATH OT
MHTEpBaia MEH/Y JABE M3CAENBAHHA HA KPbBHATA KapTHHA.

HezabasHoto npexpatasaHe Ha Jlenouekc e 3aamnkutenno, ako ANC e no-marsk ot 1 000/mm?
(1,0x10%1) B kO¥iTO M Na € MOMEHT OT JedeHHeTo ¢ JIenoHeKc.

[laumentute, npu kKoHTO JIEMOHEKC € MpeycTaHOBEH B pe3yiTaT HA HMCKA CToiHOCT Ha ANC, He
Tpabra na GbaaT NOBTOPHO ManoxkeuHd Ha Jlenoneke.

[pu Beaka kocynTauus Ha nauueHT, npuemanl Jlenonexc, TpAGBa My Ce HAMOMHM fa ce CBBpkKE
He3a0aBHO ¢ JEKyBallMA JeKap, aKo 3aroue /]a ¢¢ pa3BuBa HAKakbB BUA MHOekuns. OcobeHo
BHMMaHHe TPsOBa 1a ce 00bPHE Ha rPHIONOAOOHH OILIAKBAHUA, HANIPUMED BUCOKA TEMIIEPATYpa WIH
BB3NAJEHO MbP/0, KAKTO W Ha JPYrH NPU3HALIM HA MHOEKUMA, KOHTO MOXE /14 ca IOKa3aTe/THH 3a
HeyTponeHus. [lauMeHTHTE 1 IMLaTa, Nonaraly rpuxa 3a TAX, Tpabsa aa Gbaat undgopMUpany, He B
Clly4aH Ha MofABA HA HAKOH OT TE3IW CHMIITTOMM He3abaBHO TpsOBa Ja ce M3BLPIIK npebpossaHe Ha
KPBBHHTE KNeTkH. [IpeanHcsalumTe nexapuTe c¢ HaChpYaBaT 4a BOAT PECHUCTHD HA BCHYKM KPBBHH
PE3yNTaTH Ha NMAUHMCHTHTE H Aa [pealippeMaTr BCHYKH HeO6X0ﬂHMH MEPDKH, 3a 1a MpeaoTBPATAT
CNyuaitHo sL306HOBABAHE HA NPUEMA HA NEKapCTBOTO B Hhaelle.

[TaunenTu c aHaMHe3a 3a NMbPBHYHH 3a60/19BaHKA Ha KOCTHHS MO3BK MOraT aa 6naar JIeKYBaHH CaMo
aKo 1of13aTa fpesHinasa pucka. Te cnejsa Aa 6bAaT BHUMATENHO NperieaHn OT XEMATOIOr Mpeau
HAY4TOTO Ha neueHHeTo ¢ JlenoHeke.

Ha nauuentute ¢ nobpokadyectBeHa eTHuqecka HeyTponenus (benign ethnic neutr
TpsGBa a ce 0ObpHE CNELMATHO BHAMAHHME U T€ MOTAT Ja 3anouHat JlenoHeke cbe
xemarosior (8x. paszaen JlaunenTn ¢ nobpokayecTeeHa eTHUYECKa HeyTponeHus (B




Ilpocnenspate Ha ANC

Lndepenumnanta kpLBHa KapTHHa TpAGBa fa ce u3ciensa B pamMkuTe Ha 10 AHM npeaM 3anoupase Ha
nedetne ¢ Jlenoxekc, 32 1a ce rapaHTHpa, 4e JIEKAPCTBOTO LIE Ce fIpHIIara camo npr nauxeHTH ¢ ANC
>1 500/mm* (1,5x10%1). Cnen navasoto Ha neuenneto ¢ Jlenonexc ANC Tpa6sa na ce npocneassa Bcsaka
CeAMMLIA MPeE3 NbpBUTE 18 ceqMMLM M cen TORA BEAHBK MECEUHO npes cneasaiuuTe 34 ceamuum. Cren
12 Meceuia, npu ycnoBHe ue Mpe3 TasH MbPBa FOAMHA B AHAMHE3aTa HE € UMa0 HeyTporneHus, ANC
TpabBa na ce nacnensa Ha seexy 12 ceamuun. Cnen 24 meceua, ako nipes NPeIXOAHHTE JBE FOAHHM B
aHamHe3ara He € UMano HeytponeHusa, ANC Tpab6Ba 1a ce M3c/ieaBa CamMo BEAHBXK rOJHUIHO. AKO M0
BPEME Ha JIEYEHHUETO € Bb3HMKHANA JICKA HEYTPOMEHHA, KOATO BMOC/eAcTBHE € Buna crabunusupana
W/unu € oTasy4ana, ANC Tpabea na ce H3cieBa eXxxeMeceuHo M0 BpEME Ha JIEHEHHETO.

HaBntonennero TpaGea na npoabmku Mo BpeMe Ha JIEHEHMETO KaKTO € CLOOWIEHO Mpeau, H B
npoabIKEHHE Ha 4 CEAMHLH CEl TTHIHOTO NMpPeycTaHOBABaHE HAa JIEMOHEKC WIH A0 HACTBMBaHE Ha
XeMaTOOrH4HO Bh3CTaHOBABAHE (BiokTE NO-A0ay HHCBK ANC). [pu BCAka KOHCYATaUWS HA NaUMEHTa
TpsbBa 1a ce HaNOMHs He3aGaBHO Na ce CBBpXKeE C JIEKYBALMA NICKAp, aKO CE PAa3BHE HAKAKLB BHI
HH(EKUMSA, MOBHLICHA TEMNIEPATYPA, Bb3NATEHO BP0 MAM APYTH FPHNONOAOGHH CHMITTOMH.

AKO Ce MOABAT CHMNTOMM WIM MpH3HAUM Ha uHpekuws, HezafasHo TpaGea ja ce Hanpasu
NubepeHUHaNHA KPbBHA KapTHHA.

Hucku cToinocty na ANC

Ako o Bpeme Ha neuenueto ¢ Jlenonekc ANC cnaague mexay 1 500/mm? (1,5x10%1) u 1 000/mm?
(1,0 x 10%1), xeMaTONOrMYHHUTE OLEHKH TpaGBa 1a ce M3IBBPLIBAT Mali-Majiko ABa MbTH CEAMHUHO,
nokato ANC Ha nauuenTa ce crabunmaupar B aanasosa 1 000-1 500/mm? (1,0-1,5x10%1), cwoTBeTHO,
nin noseve. Crent ctabuinnsupadHe wunu orasydasaHe, ANC TpaGsa ja ce M3c/iefBa exeMece Ho Mo
BPEME Ha JIEYEHHETO.

He3abasnoTo npexpatapane Ha neuennero ¢ JlenoHeke e 3aabmkuTenHo, ako ANC e mo-HHCHK OT
1 000/mm? (1,0x10%1) no Bpeme Ha neuenmeTo ¢ Jlenouekc.

Cnen Tosa TpsbBa exkeQHEBHO 1a ce Mpaey AudepeHIMaiHa KpbBHA KAPTHHA M NaluMerTHTe Tpabea na
Gbaar BHMMATENHO HaGMONABaHM 3a TIPHMONOJOOHM CHMTOMM WIH Ha JIPYrM  CHMIITOMH,
npeanonarawy Mudexums. [lpenoprusa ce NOTBLpKIABAHE HA XEMATONOIHYHMTE CTOHHOCTH upe3
M3BBLPLIBAHE HA JBE M3C/EBAHHA HA KPbBHATA KAPTHHA B JBa NOC/AEA0BATEHH AHK; JlenoHeke ofave
TpAGBa Ja ce NpeKpaTH ciie] MbpBaTa KPbBHA KAPTHHA.

Cnen npekpartapane Ha ynotpebara Ha JIEMOHEKC ce M3MCKBA XEMATOIOrMUHA OLIEHKA, JOKAaTO He
HACTBMH XEMATO/IOTHUHO Bb3CTAHOBARAHE.

Tabsuua 1. [leticTeus, xonTo TpaGea fa ce Mpenp1eMaT BbB BPb3Ka C MPUIOKEHHETO Ha JIeroHeKs B
3aBUCHMOCT OT cToiiHOCTHTE HAa ANC 33 ofimata nony:nanms

bpo# na kpbBHHTE Ki1eTkn | Heobxonamo aeiicTBre

ANC/mm? (/1)
>1 500 (>1,5x10%) [lpoabmkasaHe Ha 1edeHHeTo ¢ JlenoHeke
1 000-1 500 [IpoawmxkeTe newenueTo ¢ Jlenowexc, AB3emaiite KpbBHH Npobu
(1,0x10°-1,5x10%) ABA MbTH CEAMHMYHO, AOKATO GPOAT Ha KPBLBHHMTE KIETKH CE

cTabMIM3Mpa WIH YBEIHYW, a Ced TOB3 E€KEMECEYHO Cliel
cTaln/1M3upaHe B/WIKM OT3BYYaBaHE.

<1 000 (<1,0x10% He3abasHo cripete neuenmero ¢ Jlenoxeke, B3emaiite KpbBHY
Mpo0H eXeIHEBHO [0 OT3BYYABAHE HA XEMaTONOTHY 2
OTKIOHEHHE, cliedete 3a uHbexkuus, He noaxoss @Q},{ i

NPHJIAraHeTO Ha JIeYEHHETO HA NALMEHTA. SKE
1

>
* R
LW




Axko Jlenoreke e usrernen 1 ANC cniaane noa 1 000/mm?® (1,0x10%/1), neueHueto Ha Tosa 1aGonspaHe
TpAORa Aa Ce HACOUBA OT ONMTEH XEMAaTONOT.

[aymerTy c robpokayecTBeHa ernnuecka HeyTponenus (Benign Ethnic Neutropenia, BEN)

[Ipn nauuentw ¢ notebpacHa BEN kopurupanmaT npar Ha ANC 3a 3ano4BaHe WM NpoABIKaBaHe HA
knozanun e ANC>1 000/mm* (1,0x10%1). Ako ANC e mexay 500 u 999/mm?® (0,5-0,9x10%1),
HabmoncHueTo TpabBa Ja Ce M3IBLPLWIBA [Ba MbTH ceamuuso. KosanuubT cneiBa Ja Obae
rpeycraHoseH, ako ANC cnaaue noa 500/mm? (0,5x10%/1).

Tabauna 2. Jle#icTaus, kouto TpsaOBa aa ce npeanpHeMar BLE BPh3Ka ¢ NIPWIOKEHHETO Ha JlenoHeke, B
3aBHCHMOCT OT cToiHOCTHTE HA ANC npu nauuenTd ¢ BEN

ANC/mm? (/) HeoGxonume aeiicrene
>1 000 (>1,0x10%) [Mpoabmxapane Ha leueHHeTo ¢ Jlenokekc
500-999 [Ipoannxkere neuennero ¢ Jlenonekc, peMaiite KpLBHU IPoGK
(0,5x10°-0,9x10%) ABA MbTH CEAMHYHO, AOKATO OPOAT HA KPLBHMTE KIETKH Ce

cTabunn3dpa WM YBEIHuYM, a Cle] TOBA EXKEMECEYHO Clen
crabninivpate WHIH OT3BYUYABAHE.

< 500 (<0,5 x10%) Heza6aBHo cnpete s1euenneTo ¢ Jlenoxekce, BieMaiiTe KpbBHH
Ipobv €XENHEBHO [0 OT3BYHABAHE HA XEMATONIOMMYHOTO
OTKIOHEHHE, cienere 3a WHpekuws. He noanosaaiite
NEYEHHETO HA NAlMEHTA.

1IpekpaTaBaHe Ha JIEYEHHETO NOPAH XEMATOJOTHYHN NPUHHHH
[auuenTure, npu kouto JlenoHekc e npeycraHoseH B pesy.rat va aeduuut ANC (BuxTe no-rope), He
Tpabea aa GbaaT NOBTOPHO HanaraHu Ha JlenoHexce.

[lpeanuceammnTe nekapu ce Hachp4aBaT Aa BOIAT PETHCTBP HAa BCHYKH KPLBHM pPe3y/iTaTH Ha
MaUHeHTUTE M @ (PEANPHEMAT BCHUKH HEOOXOJMMM MEPKM, 3a 13 [pPEeAOTBPATST CAY4aHHOTO
B1L300HOBABAHE HA MPHEMa Ha JiekapcTBOTO. B cnywall Ha NbAHO npekpaTABaHe Ha JIGYEHMETO,
naudeHTuTe TpAbBa aa 6baaT NpocneAIBaHH CKECEAMUYHO B IPOALIKEHHE HA 4 CEAMMLIM.

[IpexpaTapaHe Ha NeYEHHETO NOPAIH APYTH APUYHHH

Ilpn nauuenture, kouto ca GMAM na JlenoHekc nopeye OT JIBE FOAMHM De3 [a MMaT aHamMHesa 3a
HEYTPONCHUA H YHETO JIEYEHWE € MPEKBCHATO fIOPAad MPHYUHW, PATUYHH OT HEYTPONEHHS, HE €
HeobXoAMMO N1a ce BL300HOBABA CEAMMHHMAT rpaduk 3a IMpociiedsBaHe, a TO3M, MIMOA3BAH NIPENH
MPEKBCBAHETO, HEIABMCHMO OT MPOIBJLKHTENHOCTTA HA MPEKBCBAHETO (T.€. MOAMLIHHTE KOHTPOIH). B
C/TyYai Ha ITbJIHO IPEKPATABAHE HA IEUCHUETO HE € HEOOX0MMO Te3M NALKEHTH Aa GBbAAT MpocieasBaHu
€XKECEIMUYHO B NPOLIKEHHE HA 4 CEAMMIH,

[Ipn naunenTy, kouTo ca 6uan Ha Jlenovekc mexy 18 ceaMHLK 1 2 FOAMHM KK MOBEYE OT 2 rOAMHM C
AHAMHE3a 32 JIeKa HEYTPOMCHUA, KOATO HE € JI0BENa 0 NPEKbCBAHE HA JIEYEHHETO, WK NPH NAUKEHTH,
YHETO JICHEHHE € OMNO MpekbCHATO 3a MOBEYE OT 3 AHW, HO He mo-manko oT 4 ceamuin, ANC ce
npocjeassa BCAKA CEAMHUA B INPOABKEHWE HA JONMBJIAHMTENHM 6 ceMHMUH. AKO HE HACTBIM
XeMaTOJIOIHYHO OTKIOHEHHE, HAOMIOJEHHETO HA MHTEPBAH, KOWTO HE HAABHLIABAT 4 CEAMMLM, MOKE
Aa 6bae Bb30OHOBEHO. AKO NeueHHETO ¢ JIenoHeKe € NPEeKLCHATO B MPOABIDKEHHE HA 4 CEAMHUM WIH
NoBeye, e H3UCKBA ceIMMYHO HaboaeHHe 3a cieasauTe 18 ceamuun Ha neveHme u fo3aTa TpAGBa fa
6b€e NoBTOpHO THTPHpaHa (BX. Touka 4.2 JIO3UPOBKA ¥ HAYMH HA MpPUNOKEHHE). B ciyuait Ha mbaHO
NpeKpaTABAHE HA JICYCHHETO TE3H NAUHEHTH TpAOBa Na ce HabJII0AaBAT €XKECeIMHUYHO B NPO eHHe
Ha 4 cenqMHLIH. '

B tabnuua 3 no-aony e o6oGweno npocneassanero Ha ANC cnen npexscsane Ha Jl



Ta6auua 3. IIpocnenssane Ha ANC npu Bp300HOBABaHE HA KJIO3AMKH Clie/l IPEKBCBAHE HA JIEUEHHETO
o APYTY MPUYHHHA (HEXEMATOIOTHYHHM)

IpoasaxrTeanoct | Ennzoan na IIpoanmkuresanoct | [Ipemoprunrtenno
HA J1eMeHHETO HEyTpoIleHHa HA NpPeKbCBAHETO | H3caexBane wa ANC
IpesH OpeKbCBaHe | MpejH NpeKbeBaHe
> ABE rOAKHH He bez 3HaueHUe Cxema, M3non3eaHa npeau
NpeKbLCBAHETO (T.€. FOOMIIHO
npocieasaBaHe).
> JIB€ roJuHU Ja 3 nHu o Beaka ceaMuua B
<4 ceaMuULH NpOALMKEHHE HA 6 CEAMMUM.
> 18 ceaMHuM - Ja/He 3 ouu g0 Cnen To3u nepuoj, ako He
ABE TOAHHH <4 ceamuuH HacTLNIM XeMATONOrHYHO

OTK/IOHEHHKE, U3CNIEABaHTE HA
HHTEPBa/lH, KOUTO HE
HAJBHIIARAT 4 CEAMHLH.

> JBE roJIHHH Ha >4 CeAMULIH Beska ceamuua 3a cacnpauire
> 18 cenmuum - Ha/He >4 ceqMHLA 18 ceamMuuM Ha NleueHue, ¢en
[iB€ TOAMHH TOBA €XEMECEUHO, KATO J03aTa

TpaGBa a ce TUTPHpa OTHOBO.

rnn IMa3HH MCPKH

Toea nekapcTso CbABKA JAKTO3a MOHOXH/PAT.
[aunentute ¢ penxu HacieacTBeHH 3abONABAHUS KATO HEMOHOCHMOCT KbM [aflakTO3a, NaKTaseH
nedHUMT Ha Lapp wau manabcop6bumd Ha rmokosa-rasiaktosa He TpabBea 1a NpHeMaT TOBa JIEKapCTBO.

EozuHodunvsa

B cnyqai Ha eosmmodmama ce npenopbusa criMpade Ha neveHuero ¢ Jlenonekc, ako GpoaT Ha
eozuHodHIUTE ce nosuwk Hag 3 000/mm?* (3,0x10%1). Tepanuata Tpabea 1a ce Bh30GHOBH €AHHCTBEHO
ciell Kato 6posaT Ha eoarHopuANTe cnaade noa 1 000/mm? (1,0x10%1).

TpombBounTonenus
B cayyait Ha TpomGonuTonenus ce NpenopuLuBa cnMpaHe Ha seueHueTo ¢ JlenoHekc, ako 6posT Ha
TpoMBolmTHTe cnaade noa S0 000/mm? (50x10°1).

CLpAeHHO-ChIOBH HApPYLUEHHA

o Bpeme Ha neuenuero c JIeMOHEKC MOXKE [a BL3IHMKHE OPTOCTATHUHA XMNOTOHMS, CbC MIH 63
CHHKOM. B peaku ciyuan konanceT MO¥e [a € TeXbK M MOXE [a Ce ChNPOBOXK/A OT CIHPaHE Ha
ChpAevHaTa AeHHOCT WMWIM Avwaneto. TakwWBa peaklIMH € [10-BEPOATHO & BbL3HWKHAT MpH
©AHOBPEMCHHO (IPHIIOKEHUE Ha GEH30HA3ENMHM HITH KOETO H [ € JAPYro NICUXOTPOIIHO JIEKAPCTBO {BiK.
TOUKa 4.5) U N0 BPEME Ha MTbPBOHAYATHOTO THTPHUPAHE BbB BPbIKa ¢ 6bpP30 yBeNHUYaBaHE HA J034TA; B
MHOrO PCAKH C/TY4aH T€ MOTAT Ja BE3HHKHAT CJ/IEA NbLPBaTa 4033. 3aTORA MALUMEHTHTE, KOMTO 3anQuBaT
neveHre ¢ JIenMOHEKC, M3IUCKBAT BHHMATENHO MEAMUMHCKO npocneassaHe. Heobxogumo e
MOHWTOPHPAHE Ha apTepPHANHOTO HAIATAHE B H3MPABEHO WM [ICCHANIO MONOKEHHE MPE3 NMbPBHTE
HAKOJIKO CE/IMHLIN OT JICYEHHETO NP NaLHeHTH ¢ Gonect na [Napkuucon.

Ananm3 Ha Gasata nanuM 3a GesomacHocT mpeanonara, ue ynotpeGarta Ha Jlerouekc e cBbp3aHa c
MOBHLLIEH PUCK OT MHOKAPAHT, NPEIHMHO MPe3, HO HE OTPaHUYEHO 10 TbPBHTE 1Ba MECELa OT HAYANOTO
Ha nevenunero. Hakoun ot cnyuaute Ha MuokapauT ca 6unn darannu. Crobuiasar ce ChlIE CyYaH Ha
NEPHKAPAUT/IEPHKAPIEH H3IHB MM KAPIHOMHOMATHS BLB BPb3ka ¢ ynorpebara Ha Jlen

IIEPBUTE JBA MECELA OT JICYEHHETO WHAH NAINHUTALMH, apUTMHM, FpbaHa GonKa
CHMNATOMH Ha CbpAevHAa HEJAOCTATBYHOCT (Hanp. HeoOACHWMA yMopa, IHCH
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CHMNTOMH, KOWTO HanomobABaT mMuokapaed MHGapkT. JIpyrM BBIMOXHM CHMMOTOMH, OCBEH
FOPENnoCOYEHHTE, KOMTO MOTAT /12 CE NPOABAT BKIIKOUBAT IPUNONOJ06GHHTE CHMNTOMH. AKO ¢€ NOA03HpaT
MHOKApPAMT WM KapaAWOMHONarTHa, jeveHHeTo ¢ Jlenonekc Tpabea 6bp3o 4a ce cnpe M MaUMEHTHT
He3a0aBHO Na C& HACOUM KbM KapIHOJIOr.

[Tpy NaUHEHTH, NPH KOUTO € AMarHOCTHLMPaHa KApAHOMHOMNATHA MO BPEMe Ha eueHUETO ¢ JlenoHekc,
MMa BEPOATHOCT /12 C€ pa3BHe MHCY(DHUMEHLMS Ha MMTpanHaTa kiana. MuTpaina knansa
HHCYDUIIMEHLHA € JOK1aBaHA B ClyHaH Ha KapJHOMHONATHS, CBbP3aHH ¢ NeueHueTo ¢ Jlenonekce. Tesu
Clly4aW Ha MHTpajHa KIANHa HHCY(PHUHEHUHA Ca OTYETEHH KAaTO /IeKa WM YMEpeHa MHTpaHa
PErypruTalua npM NMposexaaHe Ha AByMepHa exokapamorpacdus (2DEcho) (ex. Touka 4.8).

[TaunentuTe ¢ HHAYUHPAHH OT K103alMH MHOKApPIHT WM KapAHOMHOMATHA He TpabBa Ja nony4aBatr
noBTopHO JlenoHekc.

HHoapkT Ha Myuokapna

HMma noknansanu nocTMapkeTUHrOBH CLOGILCHHA 32 HRGAPKT HA MHOKAPAA, BKIIOYHTENHO GATATHH
ciyyad. [lopaan npeauiecTsalio cepHO3HO ChP/IEYHO 3a00/15BaHE M BEPOATHH &1TEPHATUBHH NPHYHHH,
B MO-FO/ISIMATA YACT OT TE3H C/1yHaH OLEHKATAa Ha IPUYHHHO-CNIE/ICTBEHATA BPb3Ka € Ouia TpyaHa.

Vavakaeane na QT uutepsana
KaxTo u npu Apyru aHTUNCHXOTHLM, NPENOPBLYBA CE MOBHULLEHO BHUMAHME MPH MALMEHTH C HIBECTHO

CbpAEUYHO-CBAOBO 3a0019BaHe HIH ¢ PaMHTHA aHaMHe3a 3a yabxapane Ha QT unrepeasa.

KakTo npu apyrn aHTMICHXOTHLM, NpPEMOpbYBA C€ IOBMILEHO BHMMAHWE TIPH E€AHOBPEMEHHO
NpHIoKEHHE HA JIEnoHeKke ¢ JiexapcTea, 3a KOMTO € H3BECTHO, Y€ BOAAT 10 yAb/hkasaHe Ha QTc
HHTEpBAIA.

Mo3b4HO-ChAOBH HEXeNaHH chOUTHA

B panpomusnpanm, mwauebo KOHTPOAUPAHH KIHHHYHN H3MUTBAHKUS € HAOMIONaBaHO nPHBIH3HTENHO 3-
KpPaTHO [OBULIEHHE HA PHCK 32 MO3IBLYHO-CHROBH HEKEIaHH CHOMTHA Npy NauMeHTH ¢ AEMEHLIMA
NeKyBaHW ¢ HAKOW aTUIMMYHH AHTHIICHXOTHUH. He e u3BecTeH MEXaHHWIMBT Ha TO3M [OBHILEH PHCK.
TNoBmieH puck He Moxe Ja Obie HIKTIOHEH H MPH TIPHNOKEHHE HA APYTH aHTUIICUXOTHLM WIH APYTH
rpynu nauuentH. Jlenoneke Tpabpa a ce npuiara ¢ BHUMaHHE NPH MALUMEHTH ¢ PUCKOBH $aKTOpH 3a
MHCYIT.

Puck ot TpomBoembonnInM

Toii kato JlenoHexke Moxe fa foBese A0 TpomOoeMbonnIBM, TpaGsa na ce u36Area 06e3NBHXBAHETO Ha
nauuentute. JloknaasaHu ca crmyuau Ha BeHosen TpomOemGonuzsm (BTE) npu mnpuem Ha
AHTHTICUXOTHUHH JIEKAPCTBa. Thil KaTo NauUMeHTHTE, KOMTO CE JIEKYBAT ¢ AHTHIICHXOTHLH, Y€CTO MUMAT
npraobuTH puckosu daktopu 3a BTE, scHuku Bb3mMoxkHM puckoed daktopu 3a BTE Tpabea na 6baar
YCTEHOBEHW MPEAM M MO BPEME Ha Jie4eHHETO ¢ JIenoHeKe, KaTo ce BIEMAT U IPEBAHTHBHH MEPKH.

bpuose
IlaunenTure ¢ aHamMHesa 3a enunencus Tpabea BHUMATENHO Aa Ce pocaeaaBaT no BPEME HA NCYCHHETO

¢ Jlenoxexc, Thit KaTo MMa cHOGIIEHHUS 33 10303aBUCHMH IbpUoBe. B Takuea ciywan nosata pabea ja
ce MOHHKH (BX. TouKa 4.2) ¥ aKo ce Hanara, TpsOBa [a ce 2a0uHe AHTHKOHBYJICHBHA TEpanHs.

AHTHXOJIMHEPTHYHH eeKTH
JlenoHekc 0Kka3Ba AHTMXONMHEPrHUHO IEHCTBHE, KOETO MOXE [a JOBEJE OO HEXENaHW PEaKuHMs B
opranusma. IIpenopbusa ce BHHMATETHOTO NPOC/EAABaHE 32 HATHYHME HA YTOJIEMABAHE HA
TeCHOBIbJNA r1ayKoma. BeposTHo nMopaan aHTHXOJIHHEPrMUHKTE MYy cBO#CTRa, Jleno
Pa3/IHYHH N0 CTENECH HAPYIIEHHA HA THhHKOUPEBHATA NEPUCTAITHKA, OT KOHCTHI
o0CTPYKnNS, 3aK/AeMIBAHEe HA YEPBaTa, MAPAIHTHYEH W/IEYC, ANCHIHIMHT, Mer
uapapkr/ucxemns (Bx. Touka 4.8). Paako Te3u cayuan ca 6unu paranun. Heobx
[PHKH MPH MAUMEHTHTE, KOWTO MOMYYABAT CbILTCTBALUM JIEKAPCTBA, 33 KOMT
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MPUYHHABAT KOHCTHNALMA (0COOSHO T€3M C AHTHXONHHEPrUYHH CBOMUCTBA KATO HAKOH AHTHIICHXOTHLIH,
AHTHAETIPECAHTH W AHTHNAPKHHCOHOBH NIEKAPCTBA), HMAT aHaMHe3a 3a 3abonsBane Ha AebenoTo uepso
WIH XMPYPrHUHH HaMeCH B ROJIHATA 4YacT HA KODEMA, Tbil KATO MpPU TE3U YCNOBMA Te MOraT jga
ek3auepdupar. JKM3HEeHOBAXHO € KOHCTHNAUMATA Ja Obae pasno3HaTa W AKTHBHO EKYBaHa.

[oexineHa Temneparypa

[lo Bpeme Ha nedeHueTo ¢ JlenoHeKe NPy MALMEHTHTE MOXKeE Ja ce Habnoaasa NpexoaHO NOBHIIABAHE
Ha TeMniepaTypara Haa 38°C, KaTo NMKOBATa YECTOTA € B PAMKHTE HA ITbPBUTE 3 CEMULIU OT JIEHEHHETO.
Ta3n nosuinena Temnepatypa Kato uao e JoGpokayecTBera. [IOHIKOTa TOBA MOXE Jd € CBBP3AHO C
yBeqnueHHe WnH HamanseaHe Ha ANC. [launenuTe c noBuuwieHa Temnepatypa Tpabea na Gnaar
BHUMATE/THO OLEHEHH, 3a a C€ U3KNIOUH Bb3MOMKHOCTTA 34 ChIBTCTBAILA HHOEKLMA WK Pa3BUBAHE HA
arpanynouutosa. [lpu HaaHuHe Ha BucOKa Temneparypa TpaGBa Ja ce B3eMe MpeaBHA BbIMOXKOCTTa 3a
310KA4ECTBEH HEBpoNenTHueH CHHAPOoM (NMS). Ako nnarHozara NMS 6bae noTBbpaeHa, NPREMET Ha
Jlenonekc cneapa He3abaBHO Aa ce NMPEYCTAHOBHM M Aa CE MPHIOKAT NOAXOAALIM MEUIMHCKH MEPKH.

[Naganun

JlenoHeke MOXe na NPUYKHM [IPUCTBIM, CHHIMBOCT, MOCTYPATHA XHIOTOHHS, ABHUIATENHA W CEH30pHA
HeCTaOHMNHOCT, KOETO MOXE Jia JIOBEAE [0 NajaHe W BCIEACTBHE HA TOBA, 10 QPakTYpH WIH ApYrw
HapaHABaHHA. [Ipu nauxeHTH cTpanaiy oT 3a60SBAHHA, CHCTOAHMS HIK NPHEMALUH EKAPCTBA, KOHTO
6rixa MOrIM 12 M3OCTPAT Te3u edpeKTH, TPSOBA 1a Ce HAMPABM OLEHKA HA PUCKA OT N aHe NPH 3af0UBAHE
HA AHTUTICMXOTHYHO JIe4EHHE W NEPHUOIHYHO NIPH MALMEHTH Ha IbAMOCPOYHA AHTHIICHXOTHYHA TEPanUs.

MetaboauTHH TPOMEHH

ATHMHYHHTE AHTHIICHXOTHYHH JIEKAPCTBa, BKIFOUMTENHO M JlenoHeke, ca CBbp3aHH ¢ METabOIHTHH
NPOMEHH, KOWTO MOraT Jia MOBHINAT CbPAEYHO-CBAOBHA/MO3BHHO-CHAOBHA PUCK. Te3n mMeTabonHTHH
MPOMEHH MOTAT Ja BKIIKOUBAT XHIMCPIIIMKEMHA, AUCIUNKIEMHS H YBETMYABAHE HA TEJIECHOTO TEIIO.
ATHIMYHHTE AHTUIICUXOTHYHH JIEKAPCTBA MOTAT Aa JOBEAAT 0 HAKOU MeTabONMTHH MPOMEHH, HO BCAKO
JIEKapCTBO B TO3H KJ1ac MUMa CBOH cobcTBeH cneudduueH npodun.

Xunepenuxemust

Briowen riioko3eH TonepaHc WHITH pa3BHTHETO WM eK3alepbalumsTa Ha 3axapeH auaber ce chobulasat
pRAKO MO BpeMe Ha teueHkHe ¢ Kno3anxH. Bee ollle He € yCTaHOBEH MeXaHU3MBbT 3a Ta3H BEPOATHA BPH3KA.
Muoro psaako ce cbofuiasaT clyuad Ha TeXKa XMNEPIIHKEMHS ¢ KETOALMI03a WM XHIIEPOCMONAapHa
KOMa MPH NAUHEHTUTE O¢3 MpeaxoKaalla aHaMHe3a 32 XHMEPrAMKEMHA, HAKOM OT KOMTO ca OWiM
datanrHy. HanWuHuTe naHHMTe 33 MPOCAERABAHETO NOKA3RAT, Ye CIMPAHETO HA KIO3AMMH HAl-uecTo
BOJM N0 Bb3CTAHOBABAHE HA HAPYLUEHUS [IIOKO3EH TOJIEPAHC, a MOBTOPHOTO JIEUEHHE ¢ KIO3ATHH
NPHUNHABA NOARATa MYy OTHOBO. [lallMeHTH C nocTaBeHa THAarHO3a 3axapeH JHabeT, KOMTO ca 3anoYHaNH
JigHeHHe C aTUIMHYHK aHTHIICHXOTHIIM, TpAOBa 1a ce Npoc/eaaBaT peAOBHO 33 BJIOLIABAHE HA FTIOKO3HHS
xoHTpoil. Ha naumeHTH ¢ puckosu daxTop 3a 3axapen auabeT (Hanp. 3aTabeTABaHe, PaMHUIHA aHAMHE3A
3a auabeT), KOUTO 3aMOouBaT JICYCHME ¢ ATHUIIMYHM AHTHIICHXOTMIM, TpabBa na Obiae M3cnenBaHa
KPbBHATA 3aXap Ha IMaJHO B HA4YalOTO HA JICUCHHWETO M MEPHOAMYHO N0 BpeMe Ha AeueHueto. Ha
NaUMeHTHTE, KOMTO DPa3BHBAT CHMNTOMH Ha XHUMEPrIMKEMMUA IO BpEME Ha JIEHEHHE C ATUMHUYHM
AHTUNCHXOTHUM, Tpabea na Obae M3cNeNBaHA KpbBHATa 3axap Ha rNagHo. B nakoW cryuaw,
XHNEPIIAKEMUATA OTWYMSABA CNE CMHUPAHE HA JIEYEHHETO C ATHNHYHMA aHTHIICHXOTHK; BCE MAK, MPH
HAKOM NAUMEHTH Ce Hajara MpoAb/DKABAHE HAa aHTHAMAOETHO JICHCHME, BBLNPEKH CNMpPAHE Ha
CBOTBETHOTO JieKapcTBOTO. [lpH mauMeHTUTE, APW KOWUTO AKTHBHOTO JIEKAPCTBEHO JIEYEHHME Ha
XHIIEPIIIMKEMHATA € OUNO HeycnewHo, TpAGBa 1a ce UMa MPEe/IBHA CTIMPAHE Ha IEYEHHUETO C KJIO3amnHH.

Hucnunudemun
Habnionasann ca HexenaHM npOMeHM B JIMIIMAMTE NPH NAUMEHTH, JIEKYBaHW C aT
AHTUNCHXOTHUH, BKIOUKWTEAHO Jlenonekc. Tlpenopbusa ce kaMHM4HO HabnoaeHue,
H3IX0OHH U NOoCeaBalllu nepuonuqﬂu QLICHKH HA IMITUAHUTE NMOKA3aTeJlIn MpH NauHeHTH
KJIO3ATTHH.

Yeenuuasane na meenomo
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TlopHluaBane Ha TernoTo € HabnroJasaHo NMpH ynoTpebara HA ATHIMYHKM AHTHIICUXOTHYHH NIEKAPCTEA,
BSO4HTENHO JlenoHeke. [Ipenopbusa ce KIMHHYHO HAbNOAEHHE HA TEr0TO,

Pubayno, epexmu na ommuemane

CpobuiaBaHy ca OCTPH peakuMHM HAa OTHEM@He Clejl BHE3aHO CMHPaHe HA JIGUEHMETO ¢ KI03anMH,
MOpajH KOETO CE€ MPENOpbYBa CMUPAHETO HA NEYEHHETO Aa Obae MOCTENEHHO. AKO C€ HaJlara BHE3AMmHO
cniMpaHe (Hanp. nopaaM NIEBKOMEHHS), NauWeHTHT Tpabsa Ja Gbae HabmonaBaH BHMMaTENHO 3a
[IOBTOPH& NOABA HA NICHXOTHYHH CHMIITOMH H CHMIITOMM, KOHTO €2 CBLP3aHH C XONMHEpry4eH pubayn,
Kato O0HIHO NOTEHE, r11aBobONHE, rafieHe, NOBPbLIAHE H AHAPHS.

CreuyanHy nonynamuu

Yeproopobuo napywenue

Taunenture cbe CTaOMNHU MpeaAXOXKAINM YEPHOAPOOHH HAPYIUEHWS MOTAT Ja MOAy4aBaT JeYeHHE C
JlemoHeKC, HO M3MCKBAT PEAOBHU H3CNEABaHHA Ha 4epHoapobuara ¢yHxuma. HMicneapanusra ua
4epHOAPOOHA QyHKUMA TpAOBa 1a Ce H3BBLPUIBAT NPH NAUHSHTHTE, [IPH KOKTO 110 BPEME Ha TEYEHHETO C
Jlenonekc ce pa3BMBAT CMMNTOMH HA BB3MOXKHO HapymIeHHe Ha 4YepHOAPOOGHATE PYHKIHSH, KaTo
rajicHe, NoBpbllaHe W/WnK OesaneTuTHe. AKO NMOBUILEHHETO Ha CTOMHOCTHTE € KJIMHMYHO 3HAYHMO
(noBe4e OT 3 MBLTH Hajl rOPHATA rPAHKLIA HA HOPMA) HITH CE NOABAT CHMIITOMH Ha XXbITEHHLA, IEYEHHETO
¢ Jlenonekc Tpabea aa ce cnpe. JleueHneTo Moske 1a Obae 3anmo4HaTo oTHOBO (BX. “[T0BTOPHO 3ano4BaHe
Ha Tepanua” B TO4Ka 4.2) eNIMHCTBEHO CAMO, aKO PE3Y/ITATHTE OT TECTOBETE 3a YepOAPOOHATA DYHKLMA
ca HopMasTHH, B TakuBa cnywan yepHoapoGHaTa yHKIWA Tpabsa aa 6bae nMpocneaaBaHa BHUMATEIHO
CJieJl NOBTOPHOTO BKJQUBAHE Ha Jlenouexc.

Ilayuenmu sv3pacm na u Haod 60 200unu
[Ipn naumeHTH Ha BBL3pacT 60 roOJMHU U MO-BB3PACTHH CE (IPETOPHYBA 3aN04BAHE HA JEUEHUETO C NO-
HHUCKA [103a (Bx. TO4Ka 4.2).

ITpn neuenne ¢ JlenoHexc MoXe 1a ce pasBHe OPTOCTATHYHA XMMOTOHHMA W MMa CbOOLIEHMS 3a
TAXHKAPIHA, KOATO MOXE /13 € NPOALIKUTENHA. [laluenTy Ha Bb3pacT HA W Haa 60 roauHH, ocobeHo
TE€3H € HapYLIEHA ChPACHHO-CHA0BA HYHKUHSA, MOTaT a ¢a MO-MOJATAHBH Ha Te3H ePeKTH.

[launeHTHTEe HA BL3pacT Ha M HaR 60 roaMHu Guxa MoraM ga 6bAAT CbUIO 0CODEHO MOAATIMBH Ha
AHTUXOJIUHEPrHUHUTE eeKkTH Ha JIENOHEKE, KaTO 3aAPHIKKA HA YPHHA H KOHCTHITALIMA.

[NoBuiieHa CMBPTHOCT MPH NALlHEHTH B CTApYECKA Bh3pacT ¢ JeMEHLIHSA

,uaHH OT IOBC TOJICMH 0630pHHTe NIpOYYBaHHA MOKa3BaT, Y€ MpH MaUWEHTH B CTAPYECKa BB3pacT C
AEMEHLUHA, KOUTO Ca JICKYBAHH € AHTHMNCHXOTHLH, HMa MAJKO [1OBHIUSHHE Ha PHCKa OT CMBPT B
CPABHEHHE C TE3H, KOHUTO HE Ca NCKYBaHH. }IaHHHTe Ca HEAOCTATHYHHM, 3a A2 MOXKE N1a C& HAIpPaBH ThiiHA
OLEHKA Ha TOYHHA PAa3MEP Ha TO3H PUCK. an‘-lHHaTa 38 NOBHLICHHA PHCK € HCH3IBECTHA.

JlenoHeke Hama OI.lOGPCHH TEpANCBTHUYHH MOKA3AHHMA 3a JICHEHHE HA MOBCICHYCCKH HAPYLUECHHH, KOUTO
Ca CBbp3aHy ¢ ACMCHIIHA.

4.5 BsammoneiicTBHE ¢ IPYTH TeKAPCTBEHH NPOAYKTH B Apyrd GOPMH HA B3IaHMoOAEHCTBHE
IpoTHBONOKA3AHHKS 32 €JHOBPEMEHHO MPHIOKEHHE

JlekapcTBata, 3a KOMTO € M3BECTHO, Y€ NPHTENABAT 3HAYHTEAEH NMOTEHUMAN J1a MTOATHCHAT QYHKLMATA
Ha KOCTHHSA MO3bK, He TpaOBa Ja ce u3nos3asar 3aenHo ¢ JlenoHeke (BxK. Touka 4.4).

AHTHACHXOTHYHHUTE NIGKAPCTBEHM TMPOAYKTH C  YALKEHO ocBoboxIaBaHe
MHENOCY MPECHBEH NOTEHLIMAN) HE TPAOBA [1a ce M3MoA3BaT 3aeaHo ¢ Jlenoueke, Thil KaTo
H34YHCTAT OBP30 OT OPraHW3Ma, B CUTYALHMH, MPH KOUTO TOBA MOXE Ja CE& HANOXKH, HAN
{(Bx. Touka 4.4),

(ko

He tpabsea na ce ynotpebasa ankoxon 3aesso ¢ JlenoHeke fopajH BhIMOXKEH MOTEHLM
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HQEQHHBHH MCPKH, BKTHOYHTEIHO NPOMEHH B 103aTa

Jlenouekc Moxe Aa 3aCHJIH UCHTPATHUTE e¢)ekm Ha fIeKapCTBaTa, NMOTHCKALIH uHC, KaTO HApPKOTHLIH,
AHTUXHCTAMHHH H OeH30AHAa3EMHHH. HPEHOP’b‘IBa ce ocobeno BHHMAHHE, KOI'aTO CE 3anoyBa NCHEeHHE C
Jlenoxexkc NpH MNalMHeHTH, Moay4yaBallH 6€H30)1HBSCI'IHH HIHW ApPYrO NCHXOTPOMNMHO JICKapCTBO. Te3u
NAUKUCHTH MOXKE Aa UMAT MOBHUUICH PHCK 332 UMPKYJIaTOPEH Konarc, KO#TO B PCAKH ClTYYaHd MOXKE 1a €
TEXKELK H d 40BEAC 10 COIHPAaHE Ha CbpacYHATa nefiHocT w/nin guuaneto. He e scuo JalTH MOXKE Ja ce
NpeaoTBpaTH CbpACYHHA HJIH PECNHPATOPEH KOMIANC Ype3 NpOMAHA Ha A03ara.

[lopann BBMOXKHOCTTA 33 KyMyJaWpaHe Ha e(eKTHTe, OCOGEHO BaKHO € BHHMAHUETO npu
€QHOBPEMEHHOTO TIPHIIOKEHHE Ha JIEKAPCTBA, NMPUTEXKABALIH AHTHXOJWHEPTHYHO, XHIIOTEH3HBHO WIH
TIOTUCKALIO AMLIAHETO ASHCTBHE,

bnaropapenne Ha aHTH-a-apeHEPrHYHATE CH CBOHCTBA JIENOHEKC MOXKE Ja OTCNabH MOBHILABAIUMS
apTepHAIHOTO HansraHe €(eKT Ha HOPENHHEPPHUH WIM HA JIPYTH JIEKapCTBA C MNPEAMMHO O-
aJpeHePru4HO ICHCTBHE Y 12 aHTATOHH3NPA HAITLITHO MPECOPHUA edeKT Ha enuHedpuH.

ConbTCTBALIOTO NPHUNOKEHHE HA JIEKAPCTBA, 33 KOWUTO € M3BECTHO, Y€ MHXWOMPAT aKTHBHOCTTA Ha
uMTOXpoM P450 M30€H3MMUTE, MOXKE J1a MOBULIM HMBATA HA KIO3ANKH H 14 CE HAJOXKH HAMaJABAHE Ha
A03aTa Ha KI103arHH, 3a Ja ¢ NPefOTBPaTAT HEXelaHHTe peakuuy. ToBa € No-BaXKHO 3a HHXHOUTOpUTE
Ha CYP 1A2 kaTo kodeun (8. N0-10.y), NepasHH U CEICKTHBHHS MHXHOUTOP Ha 0BPaTHOTO 3aXBalllaHE
Ha ceporoHuHa ¢uyBokcamMuH. Hakou oT ocraHanute MHXMOMTOPW Ha OGpaTHOTO 3axBallaHe Ha
CEPOTOHRHA KaTO (yOKCETHH, MAPOKCETHH W B [0-MAIKa CTEMEH CePTPAIUH ca HHxuGuTopH Ha CYP
2D6 n B pe3ynTaT Ha TOBA, Ca [I0-MAJIKO BEPOATHH CHUECTBEHH GAPMAKOKMHETHYHH B3aHMOICHCTBHA C
iiosans. [ono6Ho Ha ToBa ca Manko BEPOATHH (hapMaKOKMHETHUHH B3aHMOAEHCTBHS ¢ HHXHOHTOPH
Ha CYP 3A4 karo a30/0BM aHTHMHMKOTHUM, UHMETHAHH, EPHTPOMHLMH M NPOTEA3HH MHXHOUTOPH,
BBLIPEKH Ye TAKMBA ¢¢ ChoOLIaBaT. XOPMOHATHHTE KOHTPAENTHEH (BK/I. KOMORHALMM HA ECTPOTEH H
nporectepoH uiH camo rnporectepoH) ca CYP 1A2, CYP 3A4 u CYP 2C19 unxuGutopwu. [lopaau Tosa,
3aMo4BAHETO WK CHIMPAHETO HA JIEYEHHE C XOPMOHANHH KOHTPALIENTHBH, MOXE J1a M3HCKBA aanTHpaHe
Ha Ao3aTa CMOpeA MHAWBHAYANHMTE MEAMUMHCKH HY#IM. TbH karo mnasmeHaTa KOHLEHTpalUMs Ha
K/103aMMH CE MOBHILABA OT MPHEMA Ha KOQEeHH 1 ce noHnxkasa ¢ noutH 50% cnen S-auesen GeakodenHon
TNEPHOJ, MOTaT /1a C¢ HAIOKAT IPOMEHH B [03aTa HA KJIO3AIIMH NIPH NPOMAHA B HABHLIMTE 32 IPHEM Ha
KO(EHHChABbPXKALK TEYHOCTH. B ciiyuan Ha BHe3anHo cnupaHe Ha TIOTIOHOMYIIEHETO, TJ1a3MeHATa
KOHUEHTPALUMA HA KIO3aMHH MOXeE /1a CC MOBHMLUM W TaKa jJa JOBeE/E N0 3a4UCCTABAHE HA HEXKETaHWTE
peakuuu.

Coobwaear ce CIy4aMu Ha B3auMOJeHCTBHE MEXKAY UHTANONPAM W KJI03alHH, KOETO MOXE [a MOBHLUH
PHCKA OT HEXKE/IAHU PEAKLIHK, CBBP3aHU C KI03AIHH. EctectBoTo Ha ToBa B3aUMO/IEHCTBHE HE € HAMB/IHO
HIACHECHO.

CBBMECTHOTO TPWIOKEHUE C JIeKApCTBA, 332 KOMTO € H3BECTHO, Y€ MHAYLMpaT UMTOXpoM P450
HIOEH3UMMUTE, MOXKE 1a MOHHMAKH TUIAZMEHHTE HHBA HAa KJO3AMNHH M TaKa Ja AOBEAE 00 HAMAIEHa
eburacHocT. JlekapeTsara, 3a KOMTO € H3BECTHO, Y€ MHAYLMPAT aKTHBHOCTTa Ha LMTOXpoMm P450
M30CH3UMHTE H 33 KOWTO MMa CbOOLIEHHMS, Y€ B3aMMOAEHCTBAT C KIO03aNWH, BKJIOYBAT HANPHMEP
kapbamaszenuu (Ja He ce M3(10/13Ba 3ae[HO C KJIO3ANMWH, NOPAJX MHEJOCYNPECHBEH MOTEHUMAN),
dbenntonH u pudamnuumH. Misecthute uHaykropu na CYP1A2 kato oMenpasosn MoraT 1a AOBEAAT A0
TIOHMXKEHH HHBA Ha KIIO3aNHH. Bb3MOXKHOCTTA 3a NOHMKeHa ePHKACHOCT Ha Ko3anuH Tpaba aa ce uma
NpEABHA, KOTATO CE M3MOoN3Ba B KOMOHMHALHA ¢ TE3H IEKAPCTBA.

dpyru
CeBmecTHata ynorpeba ua nutuid wiu apyru [HC-akTHBaK nexapcTBa MOXe 7a MOBHLL
Pa3BHTHE HA MAJIMTHEH HeBpoaenTHueH cHuapom (MHC).

npunaraH  eRHOBPEMEHHO ¢ Bannpoesa kucenuHa. Tesm edexktn BeposrtH
(apMaxoaMHAMHYHO B3AHMOIEHCTBHE, YHITO MEXAHHILM HE € ONpeacieH.
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CoIIbTCTBALLOTO JiEYEHHE HA KI03AMHH H BANNPOEBA KUCETHHA MOXKE A YBEJIHYH PHCKA OT HeyTPONeHHs
H MHOKAapAHT, [IPEAH3BHKaH OT KJI03amMH. AKO € HeobxoauMa chIBTCTBAIUA YNOTpeda Ha KI03am1H ©
BA/INPOEBA KHCENHHA, HATOMHTENHO € 1a UMa BHMMATENIHO HabnoaeHue.

Heo6xoanMo € BHMMaHHe MpH NauHeHTH, KOMTO MOJY4aBaT ChITBTCTBALIO JIEUSHHE ¢ APYIH JIEKapCTBa,
KOMTO €2 MHXHOHTOPH HITH HHAYKTOPH Ha UMTOXpoM P450 uzoensnmute. He ca nabmonasanu 1o Tosu
MOMEHT KJIMHHYHO 3HAYHMH B3AHMOACHCTBHA C TPHUHMKITHUHKY AHTHAEMPECAHTH, PEHOTHAIHHM M THII | ¢
AHTHAPHTMHLH, 33 KOHTO Ce 3Hae, Ye ce CRBLP3BaT ¢ udroxpom P450 2D6.

Kakto npu apyru antuncuxotuiy, Tpabsa Ja ce 8BHMMaBa, korato JlenoHekc ce npejanMcea 3aeHo ¢
NEKapCTBa, 3a KOMTO € M3BECTHO, de yabmkasaT (QTc WHTepBana w1 NPHYMHABAT HapylilaBaHe Ha

EIEKTPOJIUTHHS DanaHc.

Ha Tabauua 4. no-jony ca nNpeATaBEHM CXEMATHYHO CYMTAHWMTE 33 HAR-BAKHU JIEKAPCTBEHH
B3aUMoeHCcTBUA ¢ JlenoHeke (TORA He € MoApobeH CNHCHK).

Tabauna 4. Cnpaeka 3a Hai-HecTHTe JIeKapCTBEHH B3aMMOAESHCTBHA ¢ JlenoHeke

JlekapcTBo

BianmoaeiicTeus

Komentapnu

[NToTuckalum KOCTHHA MO3BK
nexapctea (Hanp.
kapbamas3senuH,
xJ1opamdeHnkon),
cyndoHaMHAM (Hanp. Ko-
TPHMOKCA30J1), MHPa3ONOHOBH
AHANTETHULH (Harp.
theHnnbyTazon),
NEeHHLMIAMUH, UMTOTOKCHYHH
JIEKAPCTBA M ALNTOAEHCTRAULH
MHXEKLUMOHHH aHTUICHXOTUIIH

BaaumMopeHCcTBAT ¢ NOBWLIABAHE
HA PUCKA W/UAH TEHECTTA HA
MOTHCKAHECTO HA KOCTHHA
MO3BK.

JNlenonexc ne TpabGBa aa ce
H3N0JI3BA 32€7HO ¢ APYTH

NeKapcTBa ¢ U3BECTEH
NOTEHLHA 12 IOTHUCKAT
(hYHKLMATA HA KOCTHHA MO3BK
(Bxk. TOUKa 4.3).

benzoguazenuHu

CoBMecTHaTa ynorpeba Moxe
[a MOBHLIH PUCKA OT
LUHPKY/1ATOPEH KOJIANC, KOETO
MOJKe /12 10BEIE 10 CIIHpaHe Ha
CbpAe4YHAaTA ACHHOCT WHIH
AWIIAHETO.

Brnpeku ue vecrorara e
PAAKaA, MPENopLYBa Ce
MOBHLIEHO BHUMAHHUE NPH
ynorpeba Ha Te3H NeKapcTaa
3aeaHo. CrodiueHus
MOACKA3BAT, Y€ € N0-BEPOATHO
NOTHCKAHETO Ha JMILIAHETO U
KONarica Aa Bb3HHKHAT B
HAYAJIOTO Ha MPHUNOKEHHETO HA
Ta3u KOMOWHALIMA HJIH KOTaTo
JlenoHekc ce BKNIOYH KBM
YCTAHOBEHA CXEMA C
BeH3I0IHABEIHUH.

AHTHXOJIHHEPTHUHH ICKAPCTBA

Jlenoxexc noreHuupa
JAEACTBHETO Ha TE3H JIeKapcTRa
ype3 aAHTHBHA
AHTHXOJIHHEPrH4Ha aKTHBHOCT.

Ja ce nabmonarat nauMeHTHTe
33 AaHTHXOJTHHEPTHYHH
HEXEJIaHH PeaKLHM, HAMp.
KOHCTHNAUKA, oco0eHO NpH
ynotpeba ¢ e KOHTPOI Ha

AHTHXHNEPTEH3IUBHH
JexapcTea

Jlenonekc Moxe Aa NOTEHUMPA
XHIIOTEH3UBHHTE eheKTH Ha
Te3H JIeKapcTBa Nnopaau
CHMITATHKOMHUMETHYHHTE MY
AaHTArGHUCTHUHH edeKTH

xunepcanusauumm\
Mpenopbuea ce pPhagiieHo ~ )
penop HOHO . Yy,
BHHMAHHE, KO, )
Ce H310M3Ba Ch
AHTUXHITEPTEH?
nexkapersa. [a!

o
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Tpabea na 6naar
npeaynpeacHH 3a pUcKa OT
XHIIOTOHHSA, 0COOEHO M0 Bpeme
Ha MEpHOJA HA HAYATHO
THTPUpPaHE Ha J03aTa

notuckaum LIHC nexapcrea,
BIUTIOYHTENHO HAPKOTHYHH
JiexapcTea ¥ DeH3oAHAZETHHI

Ankoxon, MAO-unxuburopu,

3acHCHH UeHTpaTHH eheKTH.
ApUTHBHO noTHcKane Ha [THC
H HHTEpdEepeHLUs ¢
KOTHHTHBHATa 4 MOTOpHATa
(hYHKLIMSA, KOraTo ¢e W3MO/3BA B
KoMOuHALMA C TE3U NeKAPCTRA

Ipenopbusa ce noBKILEHO
BHUMaHHe, korato Jlenoneke
CE H2MOJI3BA CHBMECTHO
apyru LIHC akTHBHH
nekapctia. [lauueHTHTE
Tpabsa na Ovaar
NpeaynpeaAcHH 3a Bb3MOKHHTE
AJIATHBHHU CEJaTUBHH e(pEeKTH U
Aa ObLaaT MocLBETBAHH 114 HE
wocrpaT WiK paGoTaT ¢
MaLLMHK

JlexapcTBa, cBbp3Balld ce B
ronaMa cTeneH c benToMTe
(vanp. sapdapvH U TUrOKCHH)

Jlenoxexc Moxe n1a NPUYHHH
NOBUIUEHHE HA IU1a3MEHHUTE
KOHLIEHTPallHH Ha Te3u
JIEKapCcTBa Nopaju
H3MCCTBAHETO UM OT
na3MeHuTe OenTLUH

Mauuenrure TpadBa na 6baat
HabJl0aBaHy 3a BL3HUKEAHE
Ha HEXETaHW PeaKiinH,
CBBP3aHM C TE3H NIEKapCTea, 1
J03HTE HA CBLP3BALIOTO CE C
HenTbUMTE NEXAPCTBO aa ce
NIPOMEHSAT, aKO € HeoOX0aMMO

DeHUToOUH

BratoupaHeTo Ha PEHUTOUH
KbM TEparneeTHYHaTa CXemMa ¢
JlenoHeke MoXke 1a NpUYHHH
NOHHKEHHE HA TUIA3MEHHTE
KOHLCHTPALHH Ha KNO3anuH

Axo TpabBa Ja ce u3Non3Ba
(GEHUTOMH, NaUKEHTLT Tpabpa
12 ObJe BHUMATENIHO
Npoc/IeZABaH 3a BIOLIABAHE
UNH BB300HOBABaHE Ha
HCHXOTHYHHUTE CHMIITOMH

Jlutuin

CoemecTaaTa ynorpeba Moxe
Jla MOBHILUH PUCKA OT PA3BUTHE
HA MJIHTHEH HEBPOJIENTHYEH
curapom (MHO)

Ma ce Habnroaaea 3a NpU3HALK
H cumnToMu Ha MHC

CYP1A2 unpyumpainu
NekaperBa (Hanp. oMenpasost)

EI[HOBPGMCHHOTO NPHIOKEHNUE
MOXK€ 1a HaMa/ixd HUBATa Ha
KJ103aIHH

Ha ce uma npeaBu Bb3MOKHO
HaManfBaHe epMKACHOCTTa Ha
KJ103aMUH

CYP1A2 unxubuparun

JIEKApCTBAa, Halp.
¢nyBokcaMuH, KadeuH,
UHNIPOIOKCALIMH, NEPA3HH
H/IH XOPMOH&NHH
koutpauentusu (CYPLA2,
CYP3A4, CYP2C19)

E,E[HOBpeMeHHOTO MPUIOKEHHE
MOXC [Ia MTOBUIIK HHBATA Ha
KN0O3anmHUH

B1n3MoxHO e yBennyapane Ha
HEKE/IAHUTE PEaKLHH.
[lpenoptbuea ce cbLIO
BHHMaHHE MPH MpeKpaTABaHe
Ha €IHOBPEMEHHOTO
npunarade Ha CYPLA2 unm
CYP3A4 uuxubupaiuu
JIEKAPCTBEHH NPOLYKTH,
I0pPaAaH Bb3MOKHO MOHUKEHHE
HA HHBATA HA KJIO3aIHH.
Edextsr Ha CYP2C19
HUHXHOMLMATE MOXKe Na Obae
MHHUMANEH.

4.6 ®epTuiaHTeT, GpEMEHHOCT H KbPMEHE

BpemenHocT
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eMOpHOHAITHOTO/GETATHOTO Pa3BUTHE, PAKIAHETO WM MOCTHATATHOTO pasBuTHe (BX.Touka 5.3).
H3uckaa ce nopxieHO BHUMAHKE, KOTATO CE NPEANUCBa Ha OpeMeHHH JKeHH.

[Ipn HOBOpOAEHH, KOWTO ca OHAH W3NOKEHW Ha AEHCTBHETO HA AHTHIICMXOTHYHH JieKapcTBa (BKI.
Jlenonekc) no BpemMe Ha TPEeTHA TPUMECTLP OT OpeMeHHOCTTa, CHUIECTBYBAa DHCK OT HEXenaHW
JIEKapCTBEHH PeaKUMH, BKJIIOUBALLKM €KCTPANUPAMHIHH CHMITTOMH H/HIH CHMIITOMM Ha OTHEMAHE, KOWTO
MOraT Aa BApHpaT MO TEKECT M NPOAB/KMTENHOCT ciien paxaaHeto. MMa cwobuleHus 3a Bb3dyna,
XHMIEPTOHHA, XHITOTOHUA, TPEMOP, CHHIIMBOCT, RUXATENEH AWCTPEC WM HApYUICHHE Ha XPaHEHETO.
CnepoBaTtenHo, HoBopoaeHuTe Tpabea aa ObaaT Hab 0 aBaHH BHHMATENHO,

Knpmene
[lpoyuBaHHA MpH KHBOTHH TNPEANONArat, Ye KAO3anHH ¢e eKCKpeTHpa B KbpMata M OKa3Ba BAWSHHE

BBPXY KbpMaueTo. 3aToRa MaikuTe, nony4asawu Jlernoneke, He TpAOBa fa KbPMAT.

PeprrnuTer
HainuuuTte orpaHM4eHH OaHHM OTHOCHO BAMAHHETO Ha KJIO3aNWH BbPXY (EPTHAMTETA MpPH XOpa ca

HeybeAHTETHH. TTpH MBXKKU H XKEHCKH TUTBXOBE KJIO3ANHH HE NOBIHABA (hepTHIIHTETA, KOraTo ce npwiara
Ao 40 mg/kg, KoeTo CHOTBETCTBA HA EKBHBAJIECHTHA 032 NMpPH Xopa oT 6,4 mg/kg unu npubanaurenno
€/IHa TpeTa OT MAKCHMAJIHO AOMYCTHMATA 1034 MPH Bb3PacTHH Xopa.

XKeunu B nerepoaHa BB3pacT
B®3MOHO € BB3BpPbLIAHE HA PeOBHATA MEHCTPYALMA B PE3Y/TAT Ha MPEMHUHABAHE OT JIEUeHHE ¢ APYTH

AHTHIICUXOTHLIM KbM JlenoHeke. 3aTosa Tpa6Ba 1a ce OCHIYPAT aleKBATHH MEPKH 32 KOHTpaLenuus rpu
HEHH B leTepojiHa Bb3pacT.

4.7 EdjexTn Bbpxy cnocoGHOCTTA 3a WodHpaHe H paboTa ¢ MAlIHHA

[lopanu cnocoGHocTTa Ha JlenoHeke Aa NpeAM3BUKBA CEAMPaHE H Jla MOHIDKaBa IbPYOBKA (par, TpaOBa
na ce u3bArsar AeHHOCTH kaTo wodupaHe W paboTa ¢ MALIMHH, OCOOEHO B HAYATHHTE CEAMMUM OT
JIEYEHHUETO.

4.8 Hexenann 1eKapcTBeHH peaKkiHH

O6001eHne Ha npodiia Ha 6e3onacHOCT

B no-ronaMara cH 4acT, npoduIbT Ha Heke/laHWTe CLOMTHA Ha KNO3allHH € Mpe/ICKa3yeM KaTo Ce
H3X0Kna OT (apMaKoIOrM4HHTE My cBOHcTBA. BakHO M3KTIOYCHHE ¢ TEHAEHUMATA Oa NpelH3BHKBA
arpanynouurosa (sx. Touka 4.4). [Topaam To3u prck ynoTpeGara My € OrpaHHUYEHA 10 PE3HCTEHTHA KbM
NIEYEHHETO WIH30(MPEHHS H NCUX03a, BL3HHKBALLH 110 BpeMe Ha Oonectra Ha IlapkuHCOH, B cnyvauTe,
KOraro CTAHAAPTHOTO JIEYEHHE € HEYCMeLHO. JJ0OKaTo MOHHTOPHPAHETO HA KPBBTA € CHUICCTBEHA YacT
OT TPHIKMTE 33 NAUKEHTHTE, JICKYBaHH C K/103aMMH, JIEKApAT TPAOBA Na € 3aMo3HaT ¢ APYrH pedkH, HO
CEpHO3HH HEXEaHW PEaKLMH, KOWTO MoraT Ja ObAaT AHarHOCTHLHPAHH B PAHHHTE CTaJHH CaMo upes
BHMUMATENHO HaOM1OREHME M DA3NMTBAHE HA TALMEHTA, 32 Ja C€ NPEeAOTBpaTH 3ab0neBaeMocTTa #
CMBPTHOCT.

Haii-cepro3HKTe HEXENAaHH PEaKLUHKW TIpH KIO3ANMH €a arpaHy/JouMTo3a, MbPYOBE, ChPAEUHO-CBIOBH
edexTH M noBHWEHa Temnepatypa (Bk. Touka 4.4), Hal-uecThre crpaHmusd edexTH ca
CBH/IMBOCT/CEAALNA, 3AMASHOCT, TAXMKAPAHA, KOHCTHIIALUHA H XHNEPCATHBALIHA.




Kpus u numdHa cucTema

PazBuTHETO Ha rpaHyNIOUMTONEHHS M ArpaHyJIOLMTO3a MPEACTABIABA PHCK, MPHUCHIL 3a JICYEHHETO ¢
JlenoHekc. Bbnpeku e obukHOBEHO € 0OpaTHMa NPH MpeKpaTABaHE Ha IEUEHHETO, arpaHyI0oLNTO3aTa
MOMe A3 J0BEAe IO CENCHC M MOXKE Aa uma jetaneH usxold. ToH kato e HeoOxoaumo HezabaBHO
NpPeKpaTABAHE Ha JIEUEHHETO, 3a fJa ce MpeACTBPATH pa3sBHTHETO HA >KHBOTO3ACTpAlIaBalla
arpa”yjoumTosa, HabmogeHuetro Ha ANC e 3agwmkurenHo (Bx. Touka 4.4). Tabnuua 5 no-gony
obob1aea nporHozMpaHaTa 4€CTOTa Ha arpaHyIOLMTO3a 3a BCEKH NEpHOL Ha NieueHue ¢ Jlenowxekc.

Ta6.auna 5, [IporHo3HpaHa 4eCTOTa Ha arpaHysoLMTo3a’

Ilepuon Ha neveHne Yecrota Ha arpadmyaounTto3a 3a 100000
JOBEKO-CEAMHIIN HA Habmoaenne®

Cenmuum 0-18 32,0

Ceamuuu 19-52 2,3

Ceamuiua 53 wiu noseue 1,8

' Or Perrerbpa 33 A0KHBOTEH ONHT HA C:Ty*0aTa 32 MONHTOPHHI HA NMAlMCHTHTE Ha Kio3apit B OBEAMHEHOTO KPAICTRO, 12
neproaa 1989 - 2001.

2 YpBeKo-BPEMETO € CyMarta OT OT/E/IHH eIMHKIH OT BPEMETO, MPE3 KOHTO NALMEHTHTE BKIOUYEHH B PETMCTRPA ca G Ha
Jeucnre ¢ Jlenokeke, peiM 1a ca ©Maiv arpany joudtosa. Hanpumep, 100 000 yoBexo-ceamuim morar aa Onaar Hab.101aBauu
npu 1 000 nauuenTtu, kouto ca 6uau B perdcrbpa 3a 100 ceavuun (100 * 1 000 = 100 000), uaum npr 200 nauMenTH, KOHTO ca
61 B perucTapa B Npostk:tkerue Ha S00 ceamuum (200 * 500 = 100 000) npean 1a ca MManH arpaHy1oLHTO3a.

KyMynatuepHata uyecToTa Ha arpaHyjouWTo3a B PerucTbpa 3a AOKMBOTEH ONMT Ha cayxbara 3a
MOHHMTOPHHI Ha nmauuenTure Ha Knosapun B Obennnenoto kpancteo (0 — 11,6 romuiu Mexay 1989 u
2001 r.) e 0,78%. [No-ronsmara yact oT ciyyaunte (Npubnusurento 70%) ce nossasar npes mupeute 18
CCAMHLUH OT NCYCHHETO.

Hapyiuenns na merabonusma u XpaHeHETO
Hapywen rintoxo3eH TonepaHe W/UIK pa3BHTHE WM ODOCTPAHE Ha 3axapeH auaber ca TOKNaABaHH PAOKO

MO BPEME Ha JIEYEHHETO ¢ KIo3anuH. B MHOro peaxu cnyuau ce croOliaBa 3a TEKKa XHOEPLIMKEMHS,
NOHAKOra BOJEWA A0 KETOALMA03a/XHIEPOCMOIApHA KOMA, NIPH TALIMEHTH NeKyBaHM ¢ Leponex 6e3
aHamHesa 3a xunepriuvkeMmus. HuBata Ha rmokos3a ce HOPMA&THIWPAT TIPH [OBEYETO MALMEHTH e
IPEKLCBAHE HA JIEYEHHETO ¢ Leponex W B HAKOM CAydad Ce MOABSBA OTHOBO XHIMEPrIMKEMHA fpH
MOBTOPHO 3aM0O4BaHE Ha JieueHHeTO. BBNpekH ue NoBeYEeTo MaLHeHTH ca UManM PUCKOBH (akTopH 3a
HEHHCY/IMHO3aBHCHM 3axapeH ualeT, XHNEPI/IMKEMHATa € JOKYMEHTUpaHA M NpU NauueHTH &e3
H3BECTHHM PHCKOBH (hakTOpH (BXK. TOuKa 4.4).

Hapywenns na HEPBHATA CUCTEMA
Habnronapanure MHOro 4ecTH HexeaHH pPe€aKUHH BKNKOYBAT C'bHJ'lHBOCT/CE,EalaHC H 3amaiiBaHe.

Leponex moxe na npuuuuy npoMetu B EET, BKIIOYMTETHO NOABATA HA KOMILIEKCH OT NHKOBE H BLJIHH.
Toit noHwkasa npara Ha NPUNATbLUKTE MO T030-3aBUCHM HAYMH H MOXE [a MPEIM3BHKA MHOKIOHHYHH
[bPYOBE HITH FEHEPATH3HPaHH MbPuOBE. Te3U CHMITTOMH €a [10-BEPOATHH NPH M0-0BP30 YBEIHYABAHE HA
[,03aTa H [PH NALMEHTH C NpeillecTBaLla enuiencks. B Takuea cny4aun o3ata Tpa6Ba 1a C€ HAMAIH H,
ako e HeoOXxoaMMo, na 3anouHe aHTUKOHBYACUBHO siedenne. Kapbamazenuu Tpsabea aa ce u3bsrea
Nopajn Bb3MOXKHOCTTA MY /J1a MOTHCKA GYHKLMATA HA KOCTHHUA MO3BK, a PU APYI'd aHTHKOHBYACAHTH
Tpabsa Aa ce MMa MPENBHL BL3MOXKHOCTTA 32 HAPMAKOKHHETUHHO B3aumoseicTeue. B peaku ciyuau
MauMeHTHTE, 1EKYBaHH ¢ Leponex, Morar Aa nmonyyar JenHpuyMm.

Mrioro paako ce chobliaBa 3a TapIHBHA JUCKAHE3WA 11PH NALMEHTH Ha JIENOHEKS, KOHTO ¢a JIeKYBaHH
C JIPYTH aHTHNCHXOTHYHK texapcTsa. [lauuenTure, npu kouTo ce € passusana TapansHa
APYTH aHTHIICHXOTHUH, ¢a ce noaodpHIN NpH nedeHue ¢ JlenoHekc.

ConpJeyHH HapyIleHUud
Moske A2 BPb3HMKHE TAXMKAPAHA WU OPTOCTATHHHA XHIIOTOHHUA CbC MM Be3 cHHKon,
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rOJIEMHHATA Ha THTpHpaHe Ha Aosarta. Ilpu nevennero ¢ JlenoHekce ce cbofluasa 3a UMPKYJAaTOpEH
KOMAAC B PE3YNTAT HA CWIHO M3pa3eHa XHNOTOHMA, Hal-BEYe CBLP3aHa ¢ arpecHBHO THTPUpaHe, ¢
BBL3MOXKHH CEPHO3HH NOCAEACTBHA OT ChpACUCH Win GenoapobeH apecr.

[lpn manex Opoit mauMeHTH nekyauu c¢ JlemoHekc ce nposessat EKI' npomenu, monobHu Ha
Hab110/1aBaHHTE NIPH APYTH aHTHIICUXOTHIH, BKIOYMTENHO Aenpecus Ha S-T cermedTa M HamasBaHe
WK 00pblaHe Ha T BBb/IHA, KOMTO Ce HOPMATHMIMPAT CNejl MPEYCTaHOBABAHE Ha JedeHHeTo ¢ JlenoHekc.
KnMHU4HOTO 3Hau€HWE Ha TE3H NpomeHu e HeacHo. Te3u anomanuu ofave ca HabnoaaBaHW npu
NauMeHTH ¢ MHOKapIUT, NopaIu koeTo TpAbBa Aa ce HMa NpeaBHI.

Crobuienn ca H30MPaHH CTY4aH HA ChPAEUHH AaPUTMHH, NEPUKAP/IHT/ICPHUKAPASH HATHB M MUOKAP/IHT,
HAKOM OT KOMTO ca Ounu datanHu. TIoBEYETO OT CiTydYauTe HA MHOKAPAMT Ca HACTBLIIMAH NIPe3 NbpPBUTE 2
Mecena OT HauaIoTO Ha NedenueTo ¢ Jlenoneke. KapauoMuonarus oGUKHOBEHO ce NPOABABA NO-KBLCHO
B XO/1a HA IEYEHHETO.

Eozunoduans e a0KNanBaHa CHBMECTHO C HAKOM Cly4ad Ha MHoKapauT (npubnusutenHo 14%) u
[lepMKapAMT/NIEPUKAPAEH U3THB; HE € M3BECTHO Obaye, 1anH e03HHO(UIMATA € HANEKIeH NpeacKa3Balll
(akTop Ha Kapaur.

[IpusHauuTe M CHMOTOMHTE HA MHOKAPIWUT WM KAPAMOMHOMATHS BKIILOUBAT NEPCUCTUPALIA TRXHKAPAHSA
B MOKOW, NaMMTAUMH, aPUTMHH, Tpbisa O0JKa W APYrd NPH3HALM M4 CHMITOMM Ha ChpaeuHa
HeAOCTATBYHOCT (Hanp. HeoGACHUMA yMOpa, JMCMHEs, TAXHIHEA) WIM CHMMIITOMH, KOHTO MMHTHpAT
MHMOKapeH WHOapKT. JIpyrure CMMNTOMH, KOMTO MOTAT []a Ca HANHYHK B JIOMBJIHEHHE KbM FOPHOTO,
BIJTIOUBAT IPUTIIONOJ00HH CHMITTOMH.

BHesanHnu, HeobACHMMM CMBPTHH cnyyau ca HabionaBaHM MPU [ICHXHATPUYHK MALMEHTH, KOMTO
NOJY4aBaT KOHBEHUHOHAIHH AHTHIICHXOTHYHH JICKAPCTBA, HO CBILO Taka W [PH HEIEKYBAHH
MCHXHATPUYHM NAUMEHTH. TakHBa CMBPTHH CJIy4ad ca JOKJIAJBAHH MHOrO pPAAKO NPU MALMEHTH,
nony4yaesatuu Jlenouexc.

CobaosH HapyuieHus
CrobuiaBpanu ca peaku cnyyuau Ha TpoMGoeMGBOIH3LM.

JuxatenHara cucrema
[loTHCKaHe Ha AMILAHETO WM CTIMPAHE HACTBNBA MHOTO PAAKO, ChC WK 6e3 uupkynaToped koaanc (Bx.
TOYKH 4.4 n 4.5).

CromauHo-4peBHa CHCTEMA
3anek u xunepcanuBauma ca HabrO1aBaHW MHOTO YECTO, @ rAJEHE H NOBPBLUAHE - YeCTO, MHOrO paaKo

MOXeE [1a ce nosed wieyc (Bxk. Touka 4.4). Pagko nevyennero ¢ Jlenoneke moxe aa 6bae cpbp3aHo ¢
ancarns. Acnupauus Ha MOrWIHATA XPaHa MOXKE [a HACTBLIM MPH MAUMEHTH ¢ Aucdaruis Wi
BCIIEACTBHE HA OCTPO NpPeLO3UpaHE.

XenatobuanapHu HapyLIEHHS

[lpexoano, 6€3cHMNTOMHO [I0BHILABAHE HA YEPHOAPOOHNTE EHIUMH W PAJKO XEMATHT H XONECTATHUHA
ABATEHHLIA MOXKeE [a Ce NOABAT. MHOro pajko ce crobwara 3a GpyIMHHAHTHA YepHOApOOHA HEKpOo3a.
AKo ce pa3BHe JKbJTEHHUA, feveHHeTo ¢ JlenoHeke TpaGBa aa ce npeycTaHoBu {Bxk. Touka 4.4). B penxu
CJIy4aH € AOKIaJBaH OCTHP NaHKPEATHT.

Hapyuwenus Ha 6s6peuunTe
Mma cbobuienna 3a W3onMpany ciydam Ha OCTLP WHTEPCTHLMATIEH HEPPHT BLB BpBb3
Jlenouekc.

Hapyiiiesns Ha Bb3NPOM3BOANTENHATA CHCTEMA W [bpJaTa
MHOro peaky ChODIIEHHS 32 NPHANM3ILM €A NONYUYABAHH,
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O6uin HapyuieHus
CwoblwaBanm ca ciryyad Ha HeBponenTHYeH MamurHeH cuuiapoM (HMC) npu nauueHTH, nexysanu ¢
Leponex caMOCTOATENHO HITH B KOMOHHALKA ¢ TUTHIE MM Apyry LIHC-akTHBHK NeKkapcTBeHK NPoaYKTH.

JloknagBaHH ca OCTPH peakLHH Ha OTHeMaHe (Bx. Touka 4.4).

TabauueH CNHCHK Ha HEXKENAHUTE PEAKLIKH:

Tabaunuata no-gomy (Tabmuna 6) ofoflasa HexenaHWTE pPEAKLWH, HATPYNAHH OT AOKIAIMTE,
HA[IPABEHHM CMIOHTAHHO M NO BpeMe Ha KJIIMHUYHH NPOYYBAHHS.

Tabauna 6. UecToTaTa Ha BH3HMKBAHE HA HEXKENAHA JIEKAPCTBEHA PEAKUMA, OLIEHEHA OT CIIOHTaHHH
CBOOIUEHUS ¥ KIMHHYHH H3MUTBAHUA

Hesxenanure nekapcTBEHH peakUMM Ca OApedeHH CrOpe] YeCcTOTaTa, KaTo € M3MO0/3BaHa clieJHaTa
xnacupukauna: Muoro vectn (>1/10), uectu (>1/100, <1/10), neuectn (=1/1 000, <1/100), peaku
(=1/10 000, <1/1 000), muoro peaku (<1/10 000), ¢ Hen3BECTHA Y4ECTOTA (OT HATMYHHUTE JAHHU HE MOXE
Aa Objie HanpapeHa olieHka). [Tpu BCAKO rPyMpaHe B 3aBUCHMOCT OT YECTOTATA, HEXEIAHHUTE PEaKLMHU
ca HBGPOCHH B HHU3XOOALL PE€A NO OTHOLIEHHE Ha TAXHATa CEPHO3HOCT.

Hudexuun ¥ uudecranun
I C Heu3BECTHA YeCcTOTA | Cencuc*

Heonnasmu — 106pokayecTBeHH, 310Ka9eCTBEHH H HeonpeaeaeHd (BKI. KHCTH H OJTHIN)

| C Hen3BecTHA YeCTOTA XeMaToI0OrHYHO 310Ka4eCTBEHO 2abonaBaHe

Hapymrenus #a KpnBTa 4 AHMQHATA CHCTEMA

YectH JleBkoneHua/noHMmKeH Gpoil NEBKOLIMTH/HEYTPOIEHHH,
€03MHOQIIHA, TEBKOLMTO3a

Hewuectu ArpaHynouurosa

Peaxu AHemus

MHoro penku TpombGouuTtonenus, TpomGouHTEMMS

Hapyumienus Ha HMYHHATa CHCTEMA

C HeW3BeCTHA UecToTa: AHrHoeaeMa*, NeBKOLMTOKIACTHYCH BacKysMT*, JlekapcTeena
peaxuMs ¢ €03MHODUIHA U cHeTeMHKN cumnTomu (DRESS)*

Hapymenns Ha eHOKPHHHATA CHCTEMA

C Heu3BECTHA YeCTOTA: | Ilcesaodeoxpomouurom*
Hapyutenns na meTabo.1H3Ma H XpaHeHeTO
YecTu: Haanaeane na terno
Peaxu: 3axapen auaber, HapyllUeH IITIOKO3EH TONEPANC, 3aTAbCTARAHE™®
Muoro penku: XHnepocMoiapHa KOMa, KETOaLIMA03a, TEXXKA XHUNEPIIHKEMHA,

XHNEPTPUIITHLEPHAEMHS, XUITEPXOJIECTEPOSIEMHUS

IlcHXHYAH HApYmeHHs

YecTu: Huzaprpus

Heuectn: Jncoemus

Penku: CoerosHHe Ha Bb36y.1a, HECNIOKOHCTRO
Hapywenns Ha HepBHATA CHCTeMA

MHoro vecTy: CrwHAMBOCT/ceiMpane, 3aMasHOCT

YecTu: TTpunasbun/rbpuoBe/MUOIIIOHYCH, EKCTpalHpa

CHMMMTOMH, aKaTH3USA, TPEMOP, PHTHAHOCT, [a

Heuectn: MaJlrHeH HEBpOJIENTHYEH CHHAPOM
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Penku:
MHoro penku:
C HeM3BeCTHA YecToTa;

OO0BpKaKOCT, ACAHD
THPHHBHH JUCKHHE3HA, 06CCCHBHO-KOMII)/JICHBHH CHMNOTOMH

XonuHepruyeH cHHAPoM (Cnej BHe3anHo NpeKbCBaHE HA
Tepanuara)*, EEI" npomenu®, ruiespotoToHyc*, cHHapOM Ha
HecrokoHHHTe Kpaka™*

Hapyuwennn Ha ounrte

Yect:

3aMBIIEHO BHKIAHE

Chpaeunn napymenus

MHOTO YecTH:
YecTu:
Penku:

MHoro peaxu:
C Heu3BecTHa yecToTa:

Taxukapaus
EKI npomenn

Livpkynatopes xonanc, apHTMHH, MHOKApPIHT,
NepPUKapaHT/NepUKapaeH H3NHB

Kapauomuonatus, cbpaedeH apecT

MmuokapaeH HHQapkT***, Mmuokapaut***, rpeaHa
Gonxa/aHruHa nexTopuc*, NPeAchPAHO MbKICHE ™,
RaNMUTalUKMK®, HEJOCTATEHHOCT HAa MUTpAJTHa KJ1ana acoLMHpaHa
€ KapIHOMHOMNATHA, KOATO € CBhp3aHa ¢ Kno3anuu™*

CobaoBH HapyuwieHHs

YecTH:
Penxu:
C HeHW3BECTHA YECTOTA:

CuHKON, NOCTYpanHa XHIOTOHMS, XMNEPTOHHA
Tpomboembonnzbm
Xunorouus*, BeHo3eH TpoMOBeMBOITHIBM

PecnnHpaTopHA, rpLAHH H MeAHACTHHAJIHH HAPYIIEHHA

Penku:

MHoro penku:
C HeM3BECTHA 4eCTOTA:

Acnupauys Ha MpHeTaTa XpaHa, MHEBMOHMA W MHPEKLHA HA
JOJIHHTE JHUXATEIIHH TbTHILA, KOWTO Morat ja Obaat dartanHH,
CHHAPOM Ha ChHHA anHea™*

[MoTuckaHe/cnupaHe Ha JHIIAHETO
[MneBpaneH W3NMB™, HA3AIHA KOHIECTHA*

CToMamHo-YpEeBHH HAPYIUEHH S

Muoro uecTu:
Yecru:
Penxu:
MHoro peakH:

C Hen3BeCTHA YecTOTA:

3anek, xunepcanuBauus
["aneHe, noepwiuaHe, cyxoTa B ycTaTa

Hucdarna

UpesHa obcTpykUMa/NapaluTHYEH WICYC/hekanHa obcTpyKums,
yrojieMaBaHe Ha NapoTHAHATA #Ji1e3a

Merakonon***, upeseH HHDAPKT/UCXeMHA* **, upeBHa
Hekposa™**, upesHa ynuepauus* ** u upesHa nepdopauna***,
Anapus*, kopeMeH JHCKOMQOPT/KHCETMHU/ AHCNencUa™®, KoauT,
aneHauLmAT***

XenaroOuaHApHH HAPYIMICHHUSA

Yectu:

Peaku:

MHoro peaku:

C HeH3BECTHA YeCTOTa:

[ToBHLIEHH YepHOOPOOHU eHIUMHU
[MaHKkpeaTUT, XENaTHT, XONECTaTHYHA KbJITEHHULA
QynMuHaHTHA YepHOAPOOHA HEKpo3a

YeproapobHa cteatosa*, yepHoapoOHa Hekposa™,
XenaToTOKCHYHOCT*, yepHoApobHa dpubpoza*, uepHoapobua
LIMpO3a, YEPHOAPOOHH HAPYLWIEHHS, BIIIKOUYHTENHO T
4EPHOAPOOHH CBOUTHSA, KOMTO BOJAT /10 )KHBOTO
TIOCJIEACTBHA KAaTO 4€pHOAPOGHO yepexaaHe (
XOJIECTATHYHO H CMECEHO), YEPHOAPOOHA He PL 1T,
KOATO MOdKe 1a 6b/e datanHa H yepHOAPoGHA(Tpak

Chtjol
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HapyuleHHs HA KOXKATA H N0AKOXKHATA ThKAH
MHuoro peaku: KoxHu peakunu

Hapymemm HA MYCKYJ/JIHO-CKEJI€THATA CHCTEM2 H CHLEJHHHTEIHATA THKAH

C HeH3BecTHa YecToTa: Pabnaomuonusa*, myckynHa cnalocT*, MyCKyTHH criasmMu*,
MYCKyJIHa Gonka*, CHCTEMEH Nynyc epuUTeMarosyc™

Hapymenns na 6u0peunTe H NHKOYHATE TLTHINA

Yecru: PeTenuna Ha ypuHa, HHKOHTHHEHLMS HA YPHHA

MHoro peaku: Ty6ynouHTepcTHIHANECH HEPPHT

C HeH3BECTHA YECTOTA: B16peuna HegocTaThbuHOCT*, HOLHO HAaMKKkaBaHe™®
Chcrofuns, cBEp3ans ¢ GpemenHOCTTA, DOAOBHA H NOC.ICPOIOBHS NEPHO]

C HeussecTHa yecToTa: CHHApOM Ha OTHEMaHE Ha JEKapCTBOTO NpH HOBOPOAEHH (BiK.

TouKa 4.6)

Hapyuenns Ha BL3NPOMIBOAHTE/IHATA CHCTEMA H I'bPAATA

MHoro pesku: [Ipuannibm

C HeusBecTHa yecToTa: PetporpanHa eskynauus*

Obwn HapymeHHs H eeXTH Ha MACTOTO HA OPHIOKEHHE

YecTu HobpokauecTBeHa XMNEPTEPMHS, HAPYINEHO
MOTOOTAENAHE/PErynalus Ha TeMnepaTypara, MoBHiIeHa
TeMIIEpaTypa, YMopa,

Muoro peaku BHeszanna HeobscHHMA CMBPT
C Heu3BecTHa yecTOTa: [Tonucepozut*
HicaenBanusn
Penku TMToeuiena CPK
HapauaBauua, OTPABAHHA H YCJI0KHEHNN, BLIHHKHAIH B Pe3Y./ITAT H3 HHTEPBEHIHH
HeuecTu: IMajaHKa (CBBP3aHH € NIPEAH3BUKAHH OT KJIO3aNUH NPHCTIH,
CBHJIMBOCT, MOCTYPa/IHA XHIOTOHMA, ABUraTeTHA M CEHIOPHA
HecTabumHocT)*

* HexenaHute NEKApCTBEHH DPEAKUMH, MONYYEHH OT MOCTMAPKETHHIOBUS OTHT upe3 CMNOHTaHHU
CbODLIEHHS Ha ClTyYau W IHTEPATYPHHU CIIY4aH.

** Te3n HexeNaHH TEKAPCTBEHM peakLMH NOHAKoTa ca Guam dataiHy.

*** BroountenHo nepdopupaH aneHaUuLMT.

Onucanue na u36paHu HENCE/IAHU PeaKkytu

XeMmaTonoru4Ho 31okayecTseHo saboneane (haematological malignancy, HM)
EnupemMronorninu npoyusaHus ca Mokasajid KyMYJIRTMBHA, 3aBHCHMa OT 103aTa M BPEMETO Bph3Ka
MEXY KII032aMHH M XEMATONIOFHYHO 3nokavecTeeHo 3alonssane. B ronsmo koxopTHo npoyusane
abCoMIOTHUAT PUCK OT PA3BUTHE Ha XEMATOJIOHHYHO 310KavecTBeHo 3abonssate € 61 coyuas Ha 100 000
HOBEKOTOMHU MPH NALHEHTH, JIEKYBAHH C KI103aMKH, cipaMo 41 ciayvas na 100 000 yoBekoroMHu npu
TE3H, NONy4aBALUH APYTH aHTHIICHXOTHYHM EKApCTBA, KOETO ChOTBETCTRA Ha 0,7% npu notpeburenute
Ha KnosanuH copamo 0,5% B gpyrata rpyna, npu cpeano npocneassane 12,3 roaunu. Bucokara
KYMYNIATHBHA €KCMO3HLMA HA KIO3AMHH € CBLP3aHa C KOPHIHPAHO CLOTHOLIEHHE Ha 1nancoBeTe (aOR)
3,35 (95% CI: 2,22-5,05) u npoaB/KHTENHOCT Ha ledeHneTo > 5 rogunn ¢ aOR 2,94 (95% CI: 2,07-
4,17). Bprika kymynaTHBHA 03a-0TrOBOP ¢ HabntogaBaHa W npu aumpom, ¢ aOR 4,06 (95% CI: 2,60-
6,33) npu cbIUMA Npar Ha KymyjiaTMBHA 103a. He e M3BeCTHO 10 KakBa cTeneH
NPOC/IeAABAHE HA MALMEHTH, JIEKYBAHW C KIO3ANMH, MOXE 1a € OT 1107134 A0 OTHOLL
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CroblaBate Ha MONO3IUPAHU HEKENAHH PEAKLMK

CrobwasaneTo Ha NOA03HPAHH HEXKENAHM PEAKLIMA ClIe pa3pellaBaHe 3a ynotpeba Ha NeKapCTBEHHS
MpoayKT € BakHO. ToBa MO3BONABA a MPOABLIKH HAOMOAEHHETO HA CHOTHOLIEHHETO MON3A/PHCK 3a
JIEKapCTBEHHA NPOAYKT. OT MEAHUMHCKHTE CMIELMAIHCTH CE M3HCKBA Ja cho0LIaBaT BCAKA TIOO3MPaHa
HEXENIaHa PeakLidA Ype3 HaLlMOHANHA CHCTEMA 33 ChoOWaBaHe:

Hsnbaunrenna areHuus no nekapcersa (MAJ)
yn. JamsH [pyes Ne 8

1303, rp. Codus

P. Boirapus

Ten.: +359 2 8903 417

Gdakc: +359 2 8903 434

e-mail: bda@bda.bg

yebcaitt: www.bda.bg

4.9 Ilpepoznpane

B cnyyaute Ha OCTPO NpeaHAMEPEHO WM CIYYalHO Npenozupane Ha JIenoHexc, 3a KOMTO uUMa
HH(OPMALKA 32 H3XOA, CMBPTHOCTTA KbM MOMEHTA € okonto 12%. [ToseueTo oT datanuuTte ciyyan ca
CBBP3aHH CBC ChPCYHA HEAOCTATHYHOCT WM NHEBMOHMS MOPajM ACTIMPALIMA U Ce pa3BUBAT MPH AO3H
Haa 2 000 mg. Mma co01neHHA 3a NIALIMEHTH, KOUTO ce Bh3CTAHOBABAT OT Npeao3upaHe ¢ Haa 10 000 mg.
Ilpu Manbk 6poit Bb3pacTHM MHAMBHAKM oBaue, ocobeHO Te3W, KOWTO NpeaH TOBA He ca TOAYYaBAIH
Jlenonexc, npueMnT Ha 2031 0T 400 mg BoAK 10 KUBOTO3ACTPAILABALLM KOMATO3HU CLCTOAHHA U B €1HH
ciyyai, no cMbpT. Tlpi Manky neua npuemsT Ha 50 a0 200 mg BoaH 10 ABNGOKO CEAMPAHE MM KOMA,
KOATO HE € JIeTalHa.

[IpHU3HALUHK H CHMIITOMH

CoehnuBocT, neraprus, apeduiexcus, koma, 0OBPKAHOCT, XaMOLUMHALIMH, 2XKHTHPAHOCT, Jenup,
CKCTPANMpaMHIHH CHMIITOMH, XHIieppedieKcHs, MbpPUYOBE; XHIlEpCalMBaLMs, MUApHA3a, 3AMBIIIEHO
BHXKAAHE, TEPMOJAOMITHOCT, XMIOTOHHA, KOMArC, TAXHKapaus, CbpAEYHH ApHTMHMM; acnupalHOHHA
[MHEBMOHHS, AUCITHEA, MOTHCKAHE HA JHLIAHETO WIH JHXATENHA HEAOCTATLUHOCT

JleueHue
Hsama cnenudnynn antugors 3a Jlenouekc.

Cromaluna npomMuBKka WHIH NPHJIOKEHHE HAa aKTMBEH BLINIEH B ILPBHUTE 6 yaca /i€ NOMIbIIAHETO Ha
NIEKApCTBOTO. MaIKO € BEPOATHO MEPUTOHEAHA JAHAIH3A M XEMOJHAIH3A 2 ce OKAXaT edeKTUBHH.
CUMNTOMATHHHO NeUeHHE N0/ HEMPEKLCHAT ChPAEYEH MOHUTOPHHT, C/IEJIEHE Ha AMIIIAHETO, KOHTPOI Ha
€NIEKTPONMTUTE H KHCETMHHO-ANKAHOTO paBHOBecHe. Tpsabsa aa ce uabarsa ynorpe6ara Ha aipeHauu
MIPH JIEYEHHETO Ha XHUMOTOHUATA 10PAAU Bb3MOXKHOCTTA 3a “00paTeH apeHanHHOB” edekT.

HeobxoauMo e HenpekuLCHATO MEAMUMHCKO HAaGMIOACHHE B MPOBIKEHHE HA TIOHE 5 [AHM nopaau
Bh3MOXKHOCTTA 3a 3a6aBeHH peakilvH.

5. ©®APMAKOJIOTUYHU CBOHCTBA

5.1 dapmakoauHamH4HH CBOlCTBa

@apmakoTepaneBTHYHA Tpyma: AHTUNCUXOTHUM; JIMa3enuHYU, OKCA3ENHHU M THa3
NOSA HO2.

MexaHW3EM Ha JeiicTBUE
3a JlenoHekc KaTO AHTHICHXOTUYHO CPEACTBO € [JOKa3aHO, Y€ CE palIHyaB
aHTHNCHXOTHUH. [Ipyn dapMakonoruyHmu ekCnepMMEnTH BELLIECTBOTO HE npeaH3BHK

Sosii sy *
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HHXHOHpaHe Ha HHAYLIMPAHOTO OT aNOMOPOHH HAH aMgeTaMHH CTEPEOTHITHO NMoBeAcHHE. To MMa caMo
cnabo bnokupallo AelicTsne Ha JonamuHoBuTe peuentopd Dy, Dy, Ds u Ds, HO noka3sa BUCOK aUHUTET
kbM D4 peuentopa.

PdapMakogHHAMHUYHH edexTH

JlenoHekc WMa MOWIHW aHTH-anga-aJApPCHEPTHYHH, AHTUXONMHEPIMYHH, AHTHXHCTAMHHOBH M
vHxHOMpamu Rb30yaHaTa peakuns edektH. JokasaHo e, ye TOM NpHTEkKaBa H AHTUCEPOTOHHHEPrHUHH
CBOiiCTBA.

KinHuvHa eduxacHocT v GesonacHocT

B kmnn4nM ycnosusa Jlenonekc npenM3BHKBa ObP30 H 3HAYMMO CEJHPAHE M OKAa3Ba aHTHIICHXOTHYHH
edexTH npu wWH3ohpeHHo GONHK ¢ PE3HCTEHTHOCT KbM JPYro JIEKAPCTBEHO JedeHHe. B Takupa cnyyam
€ I0Ka3aHo, 4e JlenoHekc € edekTiBeH Npu 0b6neKyaBaHe KAKTO HA MNO3HTUBHHUTE, TAKA H HA HETATHBHHTE
UWH30(PPEHHH CHMNTOMH, OCHOBHO B KPATKOCPOYHH M3NMTBaHMA. B OTBOpEHO KIMHMUHO W3anuTBaHe,
npoBeaeHO NPH 319 pe3UCTEHTHH MaLMEeHTH, IEKYBaHH B NPObLIDKEHHE Ha 12 Meceua, ¢ HabmonaBaHo
KJIIMHHYHO 3Ha4uMO noaobpenne npu 37% oT NaUHEHTHTE B PAMKKTE Ha MLPBATA CEAMHLA OT JEUEHHETO
H Npu Aofrbanntennd 44% no kpas Ha 12 meceua. IMonoGpennero ce onpeapens kato okoso 20%
MOHWKEHHE CIIPAMO H3XOAHOTO HUBO B Brief Psychiatric Rating Scale Score. B nonsnHenne, e onucaHo
noaobpente B HAKOM aCMEKTH HA KOTHHTHBHATA AUCHYHKLIMA.

B CpPaBHEHHE ¢ KIACHYECKHUTE AaAHTUNCHXOTHLM, Jlenoxekc NpeAH3BHKBa MNO-MalKO [OJIEMH
CKCTpAMHPAMHAHH PEaKUHH KaTO OCTpa JHCTOHHH, HanoaobABallK Ha MAapKHHCOH CTPaHHYHH ed)CKTH H
akaTuzMs. 3a pa3iHvEa OT KJIACHYECKHTE aAHTHUIMCHUXOTHLH, JlenoHeke BOAM 00 JIEKO WIH HE BOAH 1O
NOBHLUEHHE HA MpOJaKTHHA, KaTO MO TO3H HAYHH CE H30ArBaT HEXENAHH PEAKLIHH KaTO '’HHEKOMACTHA,
AMCHOpEA, ranakTopea H HMIMOTCHTHOCT.

[loTeHunanHo CepHO3HH HEXeTaHW peakLMW, MPHYMHEHH OT JeuyeHHeTo ¢ JlenmoHeke, ca
FPaHYNOLUMTONEHUATA H ArPAHYJOLIMTO3aTA, KOMTO €€ MPOABABAT OvaKBaHa uectora 3% W 0,7%,
¢poTBeTHO. [Ipeasua To3u puck, ynorpebara Ha Jlenonekc Tps6Ba na ce OrpaHHYM 10 NALMEHTH, KOHTO
Ca PE3UCTCHTHM HA JIEYEHHE WM NALMEHTH C MCHXo3a npu Gonectra Ha ITapKMHCOH, KOraTo Apyrd
CTpaTteruy Ha JICYeHHE He Ca ycrenu (Bx. Touka 4.1) U NpH KOHTO MOrar Aa ce M3BbPLUBAT PEAOBHH
XEeMaTOOrMYHH H3cneABaHUA (B, TOUKH 4.4 u 4.8).

5.2 (dapMaKoKNHeTHYHH CBOHCTBa

Abcopbuns
AbGcopbumarta Ha nepopanHo npunoxeHus JlenoHexe e 90 10 95%; HMTO CKOPOCTTa, HMTO CTENEHTA Ha

abcopbuusaTa ce BIUsE OT XpaHaTa.

JlenoHEKC € MOAN0KEH Ha YMEPEHO MeTab0IHILM NIPH NbPBO NIPEMHHABAHE, KOETO BOIH 10 aBCoMoTHA
ouonanuuHoct ot 50 no 60%.

Pasnpenenenue
[Ipu paBHOBECHHM YCNOBHA, KO CE¢ 1aBa ABA IILTH HA JIeH, IMKOBUTE HUBA B KPbLBTA C€ OTKPHBAT CPeaHO

cnen 2,1 vaca (o6xsat: 0,4 10 4,2 qaca), a obembT Ha pasnpenenenue e 1,6 I/kg. Jlenoxeke ce ceLp3ea B
npuOaH3NTENHO 95% ¢ M1aIMeHHTe GeNThUM.

Buotpancthopmaums/merabonuznm
Jlenonekc ce Merabonu3npa MOYTH HanbJIHO npead aa ce ekckpetupa or CYPIA2 u CY

MPOU3BOOHO € JOKAa3aHO, Y€ ¢ aKTHBHO. (DapMaKO.IIOI‘H‘{HHTe MYy NeHCTBUA Hal
KJIO3alMH, HO Ca 3HAYUTEJIHO NOo-¢JTabM U KPaTKH [0 NPOABLIKHTETHOCT.

EnuMHHMpaHe
Enumunrpaneto My e 1By(asoBo, cbhe cpedeH TEPMUHAIEH MONYKHMBOT oT 12 4

yaca). C/iea eIMHUYHM 1031 OT 75 mg, CPEeNHHAT TEPMUHANIEH NOTYXHBOT € 7,9 Hac

"ee. oBHMIaRd /-

é.‘l-‘.h\q, .
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1o 14,2 yaca, KOraTo ce JOCTHIaT YCIIOBHS HA PABHOBECHO CHCTOSAHHE UPE3 NPUIATAHE HA AHEBHH A03H
0T 75 mg B npoab/DKEHHE HA HAW-MaKo 7 JHH.

OTKpHBAT Ce CaMO Cle/IH OT HEMPOMEHEHOTO NIEKAPCTBO B ypuHaTa U deLeca, KaTo npubiusmrento 50%
OT NPHJIOXKEHATa 11032 C& eKCKPETHpa noa Gopmarta Ha MeTaboNUTH B ypusaTa U 30% B1E deueca.
JlunedHocT/HENHHEHHOCT

lMosuiwasaneto Ha no3uposkute 0T 37,5 mg a0 75 mg u 150 mg, nasanu ABa NBLTH JHEBHO, NpH
PaBHOBECHO CLCTOAHHE € YCTAHOBEHO, Y€ BOAAT 10 JIMHEHHH, NPONOPLMOHANIHH Ha 103aTa MOBHLIECHHS
Ha TJIOLITA MOA KpHBaTa HA IIa3MEHHTE KOHLEHTpauWH BLB BpeMeTo (AUC) M Ha nHkoBuTE M
MHHHMAIHHTE IU1a3MEHH KOHIEHTPALIHH.

5.3 Ilpexxkauauganu ganun 3a 6ezonacnoct

IlpenknuHuunMTe MaHHM He noka3BaT OCODEH PHCK 3a xopaTa Ha 0a3a Ha KOHBEHUHOHANHH
(GapMakonOTM4HM NpOy4BaHWs 3a Ge30MACHOCT, TOKCHUHOCT NPH MHOFOKPATHO TIPUIOXKEHHE,
reHOTOKCHYHOCT, KAPLUKHHOTEHEH MOTEHIMAN, (OTHOCHO penpoAyKTHBHATA TOKCHUHOCT, BXK. Tovka 4.6
OepTiuTeT, OPEMEHHOCT H KbpMEHE).

6. ©®APMAUEBTHYHHU JAHHH

6.1 CnHcbk HA NOMOIHATE BeUeCTBA

JlakTo3a MOHOXHpAT

LlapeBnuHo HHuIeCcTe

Moeugon K30

CunHunes QHOKCHA, KoNoHaeH Oe3BoacH

MarHesues creapar

Tank.

6.2 HecnBmecTHMocTH

Henpunosxumo.

6.3 Cpox Ha rognoct

3 roauuu

6.4 CnennanHH YCI0BHA HA CHXpAHEHHE

To3u nexapcTBeH NPOAYKT HE M3MCKBA CMIELUMANHH YCAOBHSA HA ChXPAHEHHE.

6.5 BHIH CHAbPKAHHE HA ONIAKOBKATA

Tabaetku ot 25 mg u 100 mg.

Onakoskun ¢ 6nuctepn ot PVC/PVDC/Aluminium unu PVC/PE/PVDC/Aluminium, coabpxams 50
TabneTku.

He ncHukM BMAOBE ONakoBKM MOTaT la Gbaar nycHaTtv B nponaxoa.
6.6 Cneunnannu npeANasHN MEPKH NPH HIXBLPISHE

Hsama cneunaiiK M3Mckeadus
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7. IMPHTEXATEJ HA PABPEHIEHHETO 3A YTIIOTPEBA

Buatpuc EOGJ]

oduc crpaaa ,,.Cepavka oducu*

6yn. Cutnakoeo No 48, er. 7

1505 Codhua

Bbrarapus

8. HOMEP(A) HA PARPEHIEHUETO 3A YIIOTPEBA

Jlenonekc 25 mg Tabaerky: 20010676

Jlenonekc 100 mg Tabnerku: 20010677

9. JATA HA NIBPBO PA3PEIIABAHE/MOJTHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEEBA

Jara Ha mbpBo paspelnasade: 21 mapr 1975 .

Hara na nocnenuo noanoessase: 11 asryct 2016 r.

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

04/2026
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