KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA




Jlenonexkc Mo’ke /1a NPHYHHH arpanyJ/jioudrosa. Ynorpebara my TpsOBa aa ce orpaHH4H [0
NAHeHTH:
® ¢ WH30(ppeHHs, KOHTO He Ce MOBJHABAT OT HJIH HMAT HEMOHOCHMOCT KbM JIeYeHHE ¢
AHTHIICHXOTHYHH JIEKAPCTBA
® HJH ¢ ncHxo3a npu Oosiect Ha Parkinson, korato Apyrum cTpaTerHs 3a JieueHHe ca
HeycnemHHu (BK. Touka 4.1).
® KOHTO N'bPBOHAYAJIHO HMAT HOPMAJIHH CTOHHOCTH HA HeyTpoduauTe (adbcooTen Opoii
Ha Heyrpodpuaure; ANC) >1 500/mm’ (1,5x10°/1) B o6mara nonyaauus u >1000/mm?
(1,0x10°/1) npn maumenTH ¢ NOTBBLpAEeHA 100pPOKAYECTBEHA €THHYECKA HEYTPONeHHs:
(BEN), n
® NpPH KOHTO MOXe /1a ce onpeae/isi peAoBHO a0Co/IOTHHAT OpoH Ha HeyTpopuaurte (ANC),
KAKTO CJeJBa: BCAKAa ceMHLA npe3 nbpBHTe 18 ceaMHuu HA TepanusTa, CJie] TOBA
exxeMeceuHo npes ciaeaBamuTe 34 ceAMHuIH (T.e. 10 NPHK/IIYBAHE HA N'bPBATA IoJIHHA
ot Jieuenuero). Caea 12 mecena, ako npe3 nbpBaTa roAHHA B aHAMHE3aTa He € HMAJIO
HeyTponenusi, HaO/oaenuero Ha ANC TpsbBa aa ce HaMa/IH /10 BeJlHBbK HA BCEKH
12 ceamunu. Caen 24 mecena ANC caeaBa aa ce u3cjieqBa BeAHBXK TOAHIIHO, NMPH
YCJIOBHE Ye B AHAMHE3aTA He € HMAJI0 HeYTPONeHH npe3 npeaAXoAHHTe ABe roAHHH. AKO
N0 BpeMe Ha JIeYeHHeTO € Bb3HHKHAJIA JIeKA HEYTPOINeHHsl, KOSITO BNOCJIe/ICTBHE € OHJ1a
crabuansupana u/miamn e oryuana, ANC TpadBa na ce HabawoaaBa exemMeceuHo no
BpeMe Ha JieYeHHeTOo. AKO ce NMOSIBAT NPH3HAIH HJIH CHMNTOMH HA HHpekuus (Hanp.
NOBHILIEHA TeMIepaTypa, Bb3NaJieHO I'bpJ10, I3BH B YCTATA/rbpJ10TO), TpsiOBa aa ce
HanpaBu He3abaBHo onpeaesine Ha ANC. Ilpu no-Bb3pacTHH NalMEHTH cJe/l jo0aBsaHe
HA BAJINPOEBAa KHCEJIHHA KbM JIeYeHHeTO ¢ KJ03aNHH, 0cO0eH0 B HAYAJIHHS MEePHO] HA
JeyeHHeTo, TpsadBa na ce 0OMHC/IH A0NbJAHHTEIHO H3ceaBane Ha ANC, (Bxk. Touku 4.4

H 4.5).

[IpeanucBammuTe Jekapu TpadBa aa cna3Bat H3UAJI0 HEOOXOAMMHTE MEpPKH 3a 0e30MacHOCT.
IIpu Bcsika KOHCYATALIHA HA MAUHEHTA, npuemall Jlenonekce, TpadBa aa My ce HAIOMHH /1A ce
CBbpKe He3a0aABHO € JIEKYBALUHA JieKap, aKO 3al04He 1a ce pa3BHBA HAKAKBB BH HHpeKuus.
Ocob6eno Bunmanue TpsabBa na ce 00bpHe HA rPHNONOAOOHH ONJIAKBAHHSA, HANIPHMEP BHCOKA
TeMnepaTtypa HJH Bb3MAJEHO I'bPJI0, KAKTO H HA APYrH NPH3HAIH HA HHEKI U, KOHTO MOXKe
/14 ca NOKA3aTeJ/IHH 32 HEYTPONeHHs.

Jlenonekc TpabBa aa ce OTNycKa MOA CTPOr MEAHUHHCKH HaA30p B CbHOTBETCTBHE C
O(pHUHAIHHTE NPENOPHKH.

Muokapaur

KJsi03anuH ce cBbp3aBa ¢ NOBHILEH PHCK OT MHOKAP/AHT, KOHTO B PeAKH CJIy4aH Moxe Aa Obae
parasien. lloBHIIEHHAT PHUCK OT MHOKAPAHT € MNO-roJisiM npe3 nNbpBHTE JABa Mecena OT
HA4a.,10TO HA JeyeHHeTo. ChobmaBar ce ¢bilo psiaAKo 32 paTajHH CJIy4YaH HA KAPAHOMHOINATHS
(B2K. TOuka 4.4).

I[Ipu naumeHTHTE, KOHTO MOJYHABAT MEPCHCTHpAIIA TAXHKApAHS B NOKOH, ocobeHO mnpe3s
NbPBHTE ABa Mecela OT JIeYEeHHEeTO H/HJIH NAJNHTAIHH, ADHTMHH, rpbAHA 00JIKA H ApPYIH
NPH3HANH H CHMIITOMH HA CbpJAe4YHA HEAOCTATBYHOCT (Hanmp. HeoOSAICHHMA yMopa, AHCIHes,
TAXHITHEes1) HJIH CHMIITOMH, KOHTO HanoaoosiBaT MuokapaeH uuapkr, TpadBa aa ce nogo3upar
MHOKAPAHT HJIH KapaAHoMHonaTHs (Bx. Touka 4.4).

AKO ce MoJ03HPAT MHOKAAHT HJIH KAPAHOMHONATHA, JiledeHHeTo ¢ JlenoHekc Tpﬂﬁ'ﬂﬂ ﬁ'b]‘):m ,ua
-~ \
ce cripe H NAHEHTHLT He3a0aBHO Aa ce HACOYH KbM KapaAHoJ0r (BxK. TOuKa 4 45 e\
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IlauneHTH, MONYYHJIH KJIO3ANHH-HHAYUHPAH MHOKADAHT HJH KapAHOMHONATHA He TpaOBa
noseye Aa 0bAAT JIEKYBAHH € KJI03anuH (BXK. TOukH 4.3 u 4.4).

1. UME HA JIEKAPCTBEHHUA ITPOAYKT

Jlenonekc 25 mg TabneTku T ATERUN L
Jlenonekc 100 mg TabneTku e Lika va npogyxn
Avvrog A6/ FF
Leponex 25 mg tablets F e i acenes |
Leponex 100 mg tablets ?\9 Eof - ? 2
7-1- 2005 |

2. KAYECTBEH U KOJIMMECTBEH CHCTAB

Tabnerka ot 25 mg: Beska tabnetka cbabpka 25 mg kno3anuH (clozapine).
Tabnerka ot 100 mg: Beska tabnerka cvabpxka 100 mg kno3zanuH (clozapine).

[TomolHM BeluecTBa ¢ U3BECTHO AEMCTBHE: ChABPKAT ChULO JlakTo3a MoHOoXHAapaT 48,0 mg u 192,0 mg
BbB BCsika TabseTka ot 25 mg v 100 mg, ¢CbOTBETHO.

3a MbJIHUA CINUCBK HA MOMOLLHHUTE BelllecTBa, BUXKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
TabneTkwu.
Tabserka or 25 mg

JKbnaTa, kpbria, ruiocka tabnerka ¢be ckoceH pwr0 ¢ Haanue “L/O” ¢ HakJIOHeHa yepTa OT eiHaTa CTpaHa
U “CLOZ ot apyrara.

Tabaerka ot 100 mg
Kbnra, Kpbria, ruiocka tadserka cbe cKoceH pbrd ¢ Haanue “Z/A” ¢ HakJIOHeHa YyepTa OT €JHaTa CTpaHa
u “CLOZ ot apyrara.

Tabnerkara MoXke a ce Je/1d Ha paBHH TMOJIOBHHKH.

4. K/IMHHYHHN JAHHHU

4.1 TepaneBTHYHH NOKA3ZAHHA

JleueHHe HA TeparneBTUYHO PE3UCTEHTHA LIN30dpeHus
JlenoHekc e rnokaszaH NMpu MaUMEeHTH C TePaneBTHYHO PE3MCTEHTHA LUM30(peHUs, KOUTO UMAT TEXKKH,
HEMOB/IMABALLM C€ OT JICYEHHETO HEBPOJIOTHYHH HEXEeJaHW peakKUHH OT APYTrH aHTHUIICUXOTHYHH
JIEKapCTBa, BKJIKOYUTEHO aTUITMYHHU aHTUIICUXOTHLH.

Pe3MCTEHTHOCT KBbM JIEUEHHETO ce Je(HHHUpa KaToO JIMICA HA 3aJJOBOJIMTEIHO KJIMHUYHO NOoJoOpeHHe,
HE3aBUCUMO OT MPHJIOKEHUETO HA JOCTAThYHH 1034 OT MOHE [BE pa3/IMYHU aHTHIICUXOTHYHH JIEKapCTBa,
BKJIKOUMTENHO aTUMUYEH aHTUIICUXOTUK, NPEeANUCBaH 32 OCTATBhYHO NPOIB/KUTENEH NEPUOA QT BPEME.

g v | . : .i ¥
¢ T

J'._.r" o

=l I

[Tcuxo3a npu 6onect Ha [TapkMHCOH (/X e N\

,;-"
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4.2 [J0o3HpoBKA H HAMHH HA NPHJIAOKEHHE

Ho3upoBka

Josuposkata Tpabpa na 6nae onpenensya HHaAMBUAYanHo. Ilpu Bceku nauyeHT TpabBa fa ce npuaara
Hali-HUCKaTa eeKTHBHA 103a. BHUMATENHO THTPUpPAHE M CXeMa Ha OTAECHHH JI03M Ca HEOOXONUMH 3a
MHHHUMM3HUpaAHE HA PHCKOBETE OT XHIOTOHHA, MBPHOBE H CEaLIMA.

3ano4BaHeTO Ha NedeHreTo ¢ JlenoHekce Tpadsa na 6vae orpaHuueHo Ao nauueHTHTe ¢ ANC >1 500/mm?
(1,5x10°/1) B paMKHTE HA CTAHAAPTHIMPAHHTE HOPMAJIHH FPAHHLIY.

[IpoMeHH B 1O3HPOBKATA CA NMOKA3AHM MPH MALMEHTH, KOUTO MOY4aBaT €AHOBPEMEHHO H JIEKAPCTBEHH
NPOXYKTH, KOUTO MMOKA3BAT (papMaKkoAMHAMHYHM U (apMaKOKMHETHUYHH B3aumoneiicTeus ¢ JlenoHexe,
kaTo 6EH30AMA3EMUHH H CEIEKTUBHH MHXHOHTOPH Ha 06paTHOTO 3aXBalliaHe Ha CepoTOHMHaE (BXK. TOUKa

4.5).

Ilpemunaeane om npedxodcoawia anmuncuxomuyna mepanus, Ha reyenue ¢ JJenonexc
ObuxoBeHo ce npenopbusa JlenoHekc Aa He ce HU3MOA3Ba B KOMOMHALMA ¢ APYrH aHTHICHXOTHYHM

nexkapcrea. Koraro wie ce 3anouea Tepanua ¢ JlemoHeKC NMPH MALMEHT HAa MEPOPATHO JICUEHHE C
AHTUTICUXOTHYHY JIEKAPCTBA, Ce€ NPEeNopbYBA MLPBO A CE€ CIpe MNPHUIOKEHUETO HA OCTAHAIIMTE
AHTHIICHXOTHLM 4pe3 MOCTENEHHO MOHIKABAHE HA 034Ta.

IIpenopwyBaT ce CNeOHUTE JO3H:

Iayuenmu c mepanesmuyng pe3ucmenmua wu3openus

Havanna mepanus

[IpenopbuBataTa HayaIHA fo3a € 12,5 mg BeaAHBXK WM 1BA TBTH HA JSH Npe3 ITbPBHA ACH, NOC/ISIBaHa
OT 25 mg BEAHbK WIH JBA ITLTH Ha AeH Ha BTOpuA AeH. [Ipr nodpa noHOCHMOCT AHEBHATa A03a Clel
TOBA MOXe fia Ce MOBHIUM OaBHO Ha CTBLIKH OT 25 a0 50 mg, 3a na ce nocTHrie Ao30B0 HHBO 40 300
mg/aeH B paMKHTE Ha 2 o 3 ceamuu. Cnen ToBa, aK0 ce Hanara, JHEBHATA 038 MOXKe JOITBJIHHTENHO
na ce nopilH nocreneHHo ¢ 50 ao 100 mg npe3 uHTEpBaNu OT MNOJIOBHH WIH 3a NPEANOYHTAHE, €/lHa

CEAMHLlA.

Tepaneemiruen obxeam na dozama

[Ipn noseyeTo nauMeHTH MOXE Aa ¢€ O4YAKBAa AHTHNCHXOTH4YHA eduxacHocT ¢ mo3w ot 200 ao 450
mg/neH, 1aBaHU B OTAEIHH A034. O0liara nHEBHA 1038 MOXke Aa He Obae pasageneHa nMopaBHO, KaTo Mo-
roJIAMATA YacT Ce AaBa NpeaH JaraHe,

Maxcumanna oo3a |

3a Aa ¢e NOCTUrHEe MaKCHUMAJICH TeparneBTHYeH edekT, ManbK Opoli maLdeHTH MOraT fia M3UCKBAT Nno-
rolieMH DO3M, KATO B TO3H ¢Jlyyail e DOMyCTHMO pa3syMHO NMOBUILABaHe Ha fo3aTa (¢ He roeue oT 100 mg
Ha efHa cTbhnka) a0 900 mg/neH. Tpabsa na ce uMa npen BUJ BEPOATHOCTTA 34 MOBUUIEHA YECTOTA HA
HeXeNaHHTe peakiH (0coDeHO repUoBe), BH3HHKBALIM NMpH A03H HaA 450 mg/neH.

Iooovpoicawa 0o3a |
Cnen mnocTMraHe Ha MAKCHMAJIHATA TEpANMEBTHYHA MMO/3a MHOrO MauMeHTH MOraT Ja OCTAHAT Ha
eeKTHBHA NOAABPIKALLA TEPANHS C NMO-HUCKH X03U. 3aTOBA CE MPEenopbyBa BHUMATENHO THTPHPAHE ¢
LieN [OHWKaBaHe Ha po3ara. JleueHuero TpadBa aa npoab/xu noHe 6 Mecela. AKO AHEBHATA 4034 HE
npesunasa 200 mg, Moxe na e MoaX0AAI0 ¢AHOKPATHO AHEBHOTO fIPWIOKEHHE BE4e '

Cnupane na mepanusma




B cayuail Ha IIaHUPAHO CNIMpaHe Ha TepanusaTta ¢ JIenoHeke, ¢ npenopryYBa NMOCTENEHHO MOHWKEHHE
Ha 03aTa 3a Nnepuoa oT 1 10 2 ceAMHLIM. AKO ce Halara BHE3allHO CNIMpaHe Ha JIEKAPCTBOTO, MALMEHThT
TpaOBa na ce HabmoJapa BHUMATENHO 38 Bh3HUKBAHE HA CHMITTOMM Ha OTHeMaHeTo (BX. Touka 4.4),

Iloemopno 3anoveane na mepanun

[Ipy nagmeHTHUTE, NPU KOMTO HHTEPBANET OT NOCAEAHATA A03a JlermoHeKke e nmoseye OT 2 AHH, JICYEHHETO
Tpabsa na ce Bb30O6HOBH ¢ 1032 oT 12,5 mg, naneHa eqHOKPATHO WK ABYKPATHO Tipe3 IMbpHs AeH. AKO
n03aTa € ¢ 100pa MOHOCUMOCT, € BE3MOXKHO THTPHpaHe Ha [103aTa A0 TepaneBTHYHOTO HUBO no-6bp3o,
OTKOJIKOTO Ce NpenopbyBa MpH MbPBOHAYANHOTO Je4yeHHe. Belpeku ToBa, aKO MALIMEHTHT € MONAYYIIT
CIHpaHe Ha AUUIAHETO WIH ChpAeuHaTa JEHHOCT NMPH MbPBOHAYAIIHOTO THTPHpaHe (BXK. Touka 4.4), HO
cnel Topa fo3ata € Ouna THTpHpaHa YCIELIHO A0 TEPaneBTHYHATA, TIOBTOPHOTO THTpHpaHe Tpsabsea aa ce
M3BBPLUIM M3KAKYUTETHO BHHMATEIHO.

Hcuxomuynu pazcmpoucmsa, 6v3HuKeauy 8 xo0a Ha borecmma na Ilapxuncou, 8 cayuaume, xo2amo
CMAROapMHoOMo aevenue e Oung Heycneuino

Havanna mepanus

Hauannara no3a s€e Tpabea ga npesuuaea 12,5 mg/neH, npuemana seuep. I[Tocnenpammre nopHieHus
Ha ao3ata TpAOBa Aa ObaaT ¢ no 12,5 mg, ¢ MAKCHMANIHO [iB€ MOBUIICHHUS CEAMHYHO A0 MAKCUMAIHA
ao3a ot 50 mg, KOATO He MOoXe Jia ObJie ZOCTHraHaTa o0 Kpas Ha BTOpaTa ceIMULA. 38 NPeANoYHTAHE €
LIAJIOTO KOJIKYECTBO 34 ICHA Jia Ce JaBa KaTto eJHHHYHA 1032 Beuep.,

Tepanesmuuen obxeam na dozama

Cpennara edexTuBHa n03a OOMKHOBEHO € Mexay 25 u 37,5 mg/nen. B cmyvaii, ye JeueHueTo 3a noue
cAHa ceaMHula ¢ A03a oT S0 mg He Jaje 3a0BOJIMTENICH TEPANEBTHYEH OTrOBOP, AO3HPOBKATA MOXKE fa
ce¢ MOBHLIH BHUMATEHO CBC CTHIKA OT 12,5 mg/ceamuua.

Maxcumanna do3a
Ho3ara ot 50 mg/aex Tpabea na 6pAe NpeBrLIaBaHA CAMO B H3KITIOUWTEHH CTy4ad M HUKOra He Tpsabsa
Jia ce NpeBHlIaBa MakcuManHaTa fgo3a oT 100 mg/aeH.

[TosnuieHnusTa Ha ao3ara TpsaOBa na ObAaT orpaHUYEHH WIK OTJIOKEHH, AKO C€ MOABAT OPTOCTATHYHA
XHMIOTOHKS, MPEKOMEPHO ceaHpaHe HIH 00bpKaHoCT. [Ipes rppeHTE CEAMHIM OT NeyeHueTo TpadBa aa
ce CeAM apTEpHATTHOTO HaJIAraHe .

Iooowporcawya 0osa
AKO € UMaNO MLJIHA PEMHCHA HAa NNCHXOTHYHUTE CHMITOMH 34 NOHE 2 ceIMHULIM, € Bh3MOXXHO INOBHILIABAHE
Ha JO3MTe HA AHTHUMAPKMHCOHOBUTE JIEKApCTBA, 4KO TOBA € M0KA3aHO Bb3 OCHOBA HA MOTOPHHSA CTaTYC.
AKO TO34 NOAXOA AOBEAE IO MOBTOPHA MOABA Ha NCHXOTHYHHTE CHMIITOMH, 1038Ta Ha JIenoHekc Moxke
Ia ce nopHUIK ¢ no 12,5 mg/cenmuua a0 makcumyM 100 mg/neH, npuemMaHu B eHa WIH ABE OTAENHH
003U (BK. No-rope).

Cnuparne Ha mepanusama
[Ipenopbuba ce NOCTENCHHO HAMAIIIBAHE HA JO3aTA ChC CTBIKHM OT Nno 12,5 mg 3a neproa OT MoHe eaHa
ceaAMHLIA (3a NMpeanouuTaHe ase).

Jleyenunero TpaOBa nga ce npexkpatu He3abapHO B ciayvyall Ha HeyTpONEeHHS WIH arpaHyloOLHTO3a {BXK,

Touka 4.4). B To3u cny4all oT OCHOBHO 3Ha4YCHHE € BHUMATEIHOTO TNPOCNeAsSBaAHE HA MCHXMATPHIHHA
CTATYC Ha MalLMEHTA, Thi KATO CUMITOMHTE Morat 6bp30 Aa ce MOABAT OTHORQ.

Cneyuainu epynu nayuenmu

Ilayuenmu ¢ ueproopobro yepescoane




[Ipn naumenTH ¢ uepHoaApoOHO yBpexkaaHe JlenoHekc TpsGBa a ce mpuaara ¢ MOBHIIEHO BHHMAHME,
3a€AHO ¢ H3BBPLIBAHE HA PENOBHO NMPOCHEAABAHE HA YePHOAPOOHUTE DYHKIMOHANHH TeCTOBE (B3K. TOUKA
4.4),

IHeduampuuna nonynayus |

I leanaTpHuHH U3caeABaHUA HE ca NMpoBexAaHH. besonacHocTTa U epHKacHOCTTa Ha JlenoHeKe npy Aeua
¥ FOHOIIY Ha BL3pacT noA 16 roauHu Bee ouge He € yctanoBeHa. He Tpabpa aa ce mpunara npu Tasu rpyna
JOKATO He ca HATHYHH APYrd JaHHH.

Iayuenmu na ev3pacm na u vao 60 2oounu
[Ipenopbusa ce 3anousaHe Ha jedeHneTo B ocobeHo HHcka Ao03a (12,5 mg eqHOKpaTHO Ha TBPBUS AEH),
¢ nocaeapaliy MOBUILEHUA Ha 103aTa, OrpaHHYeHa a0 25 mg/aeH.

HauyuH HA NPUIOKEHUE

Jlenoxekc TabneTKH ¢a 33 NEpOpPANHO NPIIOKEHHE,

4.3 IIpoTHBOROKA3AHHUS

¢ CBPBXUYYBCTBHTENHOCT KbM AKTHMBHOTO BELUECTBO WIM KBM HAKOE OT INOMOUIHHTE BelUeCTBa,
u36poeHH B Touxa 6.1.

[TauneHTH, KOHTO He MOraT ga 6sAaT NnoanaraHyl Ha PeJOBHH KPBBHH H3C/IeIBAHHA.

¢ AHaMHe?a 38 TOKCHYHA WIH HAHOCHHKPA3HA MPaHYJIOLMTONEHIUA/arpaHyIOLMTO3a (€ H3KMOYCHHE Ha
I'paHyJIOLMTONCHUA/arpaHyJIOLMTO3a NPH NpeaX0KaaLia XUMAOTEpanus).

AHaMHe3a 38 arpaHyJOLMTO34, NpeAn3BUKaHa OT JIenoHeKc.

o Jleuenuero ¢ Jlenonekc He TpaAOBa ga OBpAe 3amMoOYBAHO €JHOBPEMEHHO C JISKAPCTBA, KOMTO MMAT
M3BECTEH 3HAYMTENCH [OTeHLMan Aa MNpeaU3BHKAT arpaHynoLMTo3a; He C¢€ NpenopbyBa
elHOBpeMeHaTa yrnotpedara Ha Jeno aHTUNICHXOTHULIH.

e HapyuieHa dyHKLHA HA KOCTHUA MO3BK.

HexoxnTponupaHa enuencus.

¢ ANKOXOJHA WM APYTH BHAOBE TOKCHYHH TNCHXO3H, JIEKAPCTBEHH HMHTOKCHKALUMH, KOMATO3HH
CBHCTOSHMA,

e llupkynaropeH konanc w/nnu noruckade Ha ITHC ot BcakakBU NpHYKHH.

Texxxy 6u0pednH Win chpacuHy 3abonaBanua (Hanp. MHOKAPAMT).

o AKTHBHO uepHOoApoOHO 3abonsaBaHe, CBBLP3aHO C rajeHe, JIUNCA HA aMeTHT WIH XKBJITCHWLA;
NnporpecuBHO uepHOApoOHO 3abonaBaHe, YepHOAPOOHA HEAOCTATBYHOCT.

o [lapanurudyeH uneyc.

44 Chnenpanny npeaynpexiceHHus H NpeanazHH MEpKR NpHu ynorpeba

A 10 3a
JlenoHekc MOXKe Ja NPUYUHH arpaHynolurosa, 3abonegaeMocTTa OT arpaHynoLUTO3aTa U CMBPTHOCTTE
NpH Te3H, KOMTO pPA3BHBAT arpaHyAOLMTO3a, Ca HaMane/li 3HAMMTEAHO Clled BBHBEKAAHETO Ha
HaOmoaeHue Ha ANC. ITopaau ToBa cnegHMTe NMpeana3sHH MEPKM ¢a 3adb/DKUTETHH H ClleaBa Ja ce
MpWIAraT B CHOTBETCTBHE ¢ odHLManBuTe npenopeku. Ilopanu pHckoBere, cBBp3aHH ¢ JlenoRekc,
ynorpebara My € OrpaHd4eHa JO NallUeHTH, NpHY KOUTO € MOoKa3zaHa TepalHATA, KAKTO € NOCOUEHO B
Touka 4.1 (TepaneBTHYHH NOKa3aHuA), H.
® [MALHEHTH, KOUTO MbPBOHAYAIHO MMAT HOPMAJIHK CTOMHOCTH Ha HeyTpodunuTe (abcomoTeH Opoit Ha
neyrpoduinte; ANC) 21 500/mm? (1,5x10%/1) B o6wara nosrynauus 1 >1 000/mm? (1,0x10°/1) npu «
NaLuHeHTH ¢ NOTBBPACHA A0OpOKaUYeCTBEHA eTHHUecKa HeyTponeHusa (BEN), n
® [IpH KOHTO peAoBHOTO onpeaensHe Ha ANC Moxe Aa ce M3BBPILBA BCAKA ce,uuu
18 ceaMMIM M cliet TOBA BEAHBXK MECe4HO npe3 cneasaiumute 34 ceamuuu. Cne; Aﬂ“
ycnosue ye Mpes Ta3u Mbpsa OJMHA B AHAMHE3ATA HE € MMANO HEYTPONEHHA, 4, (4 &
H3cneaABa Ha BeekH 12 ceamuu. Cnen 24 Mecelia, aKoO npe3 NpeaxoaHUTE ABE I'C .-;
He ¢ uMano HeyrponeHua, ANC Tpabpa na ce uscneasa caMmO BEAHBK I'OAHILLIHC '* 0 ng &péme ﬂﬁ




JIGYCHHETO € BL3HMKHANA JIEKA HEYTPONeHus, KOATO BnocneacTeue e Owia crabuinaupana Wil e
orapy4asa, ANC tpsabpa na ce uscneara BeAHBXK MECEHHO M0 BpeMe Ha JIeYeHUETO.

[Ipeau 3ano4BaHe Ha NEUYEHUETO C KJ03afIMH NALMEHTUTE TPAOBa 1a NpeMHUHAT KPBBHO H3cnenBaHe (BiK.
“arpaHysnonudTo3a”)  aHaMHe3a ¥ (PU3IHYECKO H3CTICABAHE.

[TaunenTHTe ¢ aHaMHe3a 3a CbpAeYHO 3abonspane WM 8OHOPMHHM CHPACUHH pe3yNTaTH TpsOBa aa O6baar
HacOueHH KbM CHELMANMCT 33 AONMBJHHTENHU U3CNeABaHHA, kouto morar aa Bimwousar EKI, #
nauMeHTHTe Tpabpa na 6bAaT sNeKysaHM €AMHCTBEHO, aKO OYAKBAHHUTE MONM3M ABHO IpPEBHUIIABAT
pHckoBeTe (BX. Touka 4.3). Jlexypaumar snexap Tpabea na obmucnu w3sbpBaneTo Ha EKIT npeaw
JICHYEHHUETO.

el gy e e e e

IIpeanucsatyuTe Nexapy Tpa0Ba Aa CNa3paT HU3LLAIO HeOOXOAUMHTE MEPKH 33 0€30MacHOCT.

[Ipeaun 3anoysane Ha JIeUEHHETO JieKapHTe TpAOBa Ja rapaHTHPAT, AOKONKOTO MM € HM3BECTHO, Ye
NAUMCHTHT HE € APETHPINAN NpEeAU TOBA HEXKEaHa XeMATOIOIMYHA PEaKlMa KbM KIO3aMKH, KOATO 1a
Hajlara HEroBOTO MNpekpaTsaBaHe. Penerrrure He TpadOBa na ce naeaT 3a NEPHOAH, NO-ABJTH OT
HHTEpBaa MEXKAY ABE H3C/ICABAHHA HA KPBBHATA KaPTHHA.

HesabapHoTO npexparsasaHe Ha Jlenosekc € 3aawpkuTenHo, ako ANC ¢ no-manbk ot 1000/mm?
(1,0x10%1) B ko¥TO ¥ I8 € MOMEHT OT JIEYEHHETO ¢ JlenoHexKe.

[TaupeHTHTe, NMpU KOUTO JlenoHEKC ¢ MpeycTaHOBEH B pe3yATAT Ha HUCKA cToHHOCT Ha ANC, He
TpabBa Ja ObAaT NOBTOPHO U3NOXKEHYU HA JIenoHekc.

[Ipn Bcska KOHCY/NTALMS Ha MAUMEHT, MpueMail JlemoHekc, TpadBa My ce HAallOMHH Ja Ce CBBbPXKe
He3a0aBHO ¢ JIeKyBallMs JieKap, akO 3anoue¢ Aa ce pa3BHBa HAKAKBB BHA HHpexuma. OcobeHo
BHUMaHHe TPAOBa Aa ce 06bpHe Ha rpunonofoOHyU oIUIaKBaHUA, HANPUMEDP BUCOKA TEMIIEPATYpa WiH
BB3NAIEHO I'bpPJI0, KAKTO U HA APYTU NPU3HALM HA MHPEKLHd, KOUTO MOXE Ja ¢a MOKa3aTeJHH 3a
HeyTponeHus. [laluenTire U MiLaTa, Noaarailli rpxa 3a TaX, Tpa6ea na 6naaT uudopMupaHy, ye B
cnyqall Ha MOsABA HA HAKOM OT Te3u CMMNTOMH He3abapHO TpaOBa a ce M3BBpIIHM NpedpogBaHe Ha
KpbBHHTE KieTKH. [Ipeanvcpainmure jeKapure ce HAChPYABAT A’ BOAAT PETHCThP Ha BCHUKH KPBBHH
pesyaTaTd Ha MalMEHTHTE W Ja npeilipueMar BCHYKH HEeOOXONHMH MEpPKH, 3a Ja MNpeAoTBPATAT
cayyaitHo Bp30OHOBABaHE Ha MpUEMa Ha NeKApPCTBOTO B ObaclIE.

[IaLMeHTH ¢ aHAMHE3Aa 34 [TbPBHYHH 3a00/1ABaHHUs HA KOCTHUA MO3BK MOraT Ja Obaat NTeKyBaHH caMo
aKo MON3aTa NpeBMIlaBa puMcKa. Te cnezpa aAa OpAaT BHHMATETHO MperieaaHy OT XeMATOIor npeau
HAYANOTO HA JieueHHeTO ¢ JlenmoHekc.

Ha nauuenrHTe ¢ aobpokauecrBeHa eTHH4Yecka HeyTponeHda (benign ethnic neutropenia, BEN)
Tpabsa na ce oOBbpHE cneuHaaHo BHUMaHHe H T€ MOraT fla 3ano4yHart JIENoHeKe ¢hC CBHITIACHETO Ha
xemaronor (Bx. pasaen ,,JlauueHTn ¢ odpokauecTBCHA eTHUYecKAa HeyTponeHus (BEN)®).

L — e e S o . e o

IIpocneassane Ha ANC
Hudeperumanta xpbBHa KapTHHa TpAOBa na ce u3cneasa B pamkute Ha 10 AHM npeau 3anouBaHe Ha
nedeHHe ¢ JienoHekc, 3a ga ce rapaHTHpa, Y€ NEKaApCTBOTO LIe ce Mpusara camMo npu nanuentn ¢ ANC
>1500/mm? (1,5x10%/1). Cnex Hauanoto Ha neuenuero ¢ Jlenonekc ANC Tpabpa fa ce npocaeassa BCika
CeAMHLA Npe3 MbPBHUTE 18 ceaMHUILIM U Cliel| TOBA BEAHBXK MECCHHO npe3 cneasawure 34 ceamunu. Cnen
12 Mecela, NpH YCNOBHE 4de Npe3 Ta3d ITbpBa IoJWHA B aHaAMHeE3aTa HE € HMaNo HeyrponeHus, ANC
Tpabea pa ce uscnenpa Ha scekH 12 ceamuun. Cnen 24 Mecena, axko npe3 NpeaxoaH
aHaMHe3aTa He ¢ uMmano HeyrponeHus, ANC Tpaba aa ce u3aciensa caMO BEAHDBXK / i
BpeMe Ha JeYSHHETO € Ph3HHKHANA JIeKAa HEYTPOINCHHSA, KOATO BIIOCNEACTBHE € O

u/unu e orasyuana, ANC tpabpa 1a ce U3cneaBa €:XeMECEYHO IO BpeMe Ha JieueH
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Habmopenuero Tpabsa na nmpogb/DkM no BpeMe Ha NEYEHHETO KAaKTO € ChOOGLIEHO fpenau, H B
NpoAb/DKeHHe HA 4 CeIMMLM Cnel IThbTHOTO NPEYCTAaHOBABAHE Ha JlemoHEKC MNM OO HACTHMBAHE HA
XEMAaTONIOTHYHO BB3CTaHOBARAHE (BidkTe mo-aony HHCHK ANC). [lpyu Bcaka KOHCYATAaMA Ha MaLMEHTA
Tpabpa na ce HanoMHA He3abaBHO Aa ce CBBpKE C JIEKYBalMA JeKap, aKo C€ pa3BHE HAKAKLB BHJ
HHPEKLHSA, MMOBHILIEHA TEMIIEPATYPa, BE3NANECHO I'bPJI0 HIIKM APYTH IPHIONOAOOHH CUMIITOMM,

AKO ce MoABAT CHMNTOMH WM MpH3HaUM Ha uH(pexiud, He3abaBHO TpAORA 1428 ce HanpasH
JU(PepeHLHaNHa KPbBHA KapTHHA.

MCKH CTOWH Ha ANC
AKO Mo BpeMe Ha JISYEHHETO ¢ JIBHGHBI{B ANC cnagne Mexay 1500/mm® (1,5x10°1) u 1000/mm?
(1,0 x 10%/1), xeMaTonOrHuHMTE OLUEHKH TpaGBa Na ce M3BBPIUBAT MaH-MAIKO JBa MbTH CEAMHYHO,
nokaro ANC Ha nauuenra ce crabunusmpar B guanazona 1000-1500/mm? (1,0-1,5x10%1), croretHo,
wiH noseue. Cnexa crabwmianpane w/unu orssyvasaHe, ANC tpabpa na ce u3cneaBa exxeMeceuHo Mo
BpeMe Ha JieUeHHeTO.

He3abarHoTO npexparsapaHe Ha JsieweHuero ¢ JlemoHekc e 3ambmkuTenHo, ako ANC e no-HMCBK OT
1000/mm? (1,0x10°/1) no speme Ha neuenuero ¢ JlenoHexkc.

Cnen ToBa TpabBa exeaHeBHO Aa ce npaBu audepeHLManHa KpbBHA KAPTHHA M NaL{eHTUTe Tpabea na
Oppar BHuMaTenHo HabmopasaHM 3a rpunEONOAOOHM CHMNTOMM WIH HA APYTH CHMITTOMM,
npeanonaraiuy HHpexuus. IlpenopbuBa ce NoTBBpKAABaHE Ha XEMATOJNIOMYHMTE CTOMHOCTH upe3
M3BBPLIBAHE Ha ABE HU3CIEBAHUA HA KPbBHATA KapTHHA B JBa NOCiegoBaTeNHH AHH; JlenoHeke obaue
TpabBa Aa ce NPeKpaTH Clied MhpBaTa KPbBHA KAPTHHA.

Cnen npekparsBaHe Ha ymotpebarta Ha JlenmoHekC ce€ HM3HUCKBA XEMATOJIOrMYHAa OLIEHKa, AOKATO HE
HACTBIIM XEMATONOIrHYHO BL3CTAHOBABAHE.

Tabnmna 1. JeiictBna, koHTo TpAOBa Aa ce NMPEANPHEMAT BbB BPB3Ka C NPHIOKEHNETO Ha JIenoHekc B
3aBHCHMOCT OT cToifHocTHTe Ha ANC 3a 0011jaTa nomynauus
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Bpl;ﬁ Ha KpLBHHTE KIeTKH | Heobxoaumo aelicTBue

ANC/mm?® (/1) L )
>1500 (>1,5x10°) 1___pc,i,r:rb.u::ricaa.":tHos Ha JIEYEHHETO C JIETIOHEKC |
1000-1500 [TpoobiDKeTe JIEUSHHUETO ¢ JlenioHexe, Biemaiire KPBBHH Npobu
(1,0x10°-1,5x10%) [IBa IThTH CEAMHYHO, AOKATO OpOAT HA KPHBHHTE KIETKM C€

cTaDunu3Mpa WIH YBEJIHYMH, 8 CNeJl TOBa €XKEMECEHHO ciiel
crabWin3HpaHe W/ HIH OT3ByYaBaHe,
<1000 (<1,0x107%) | HeaabaBHo cnipere neueHHeto ¢ JlenoHekc, Biemaiite Kp'hBHH
npo6H exeAHEBHO N0 OT3BYYaBAHE HA XEMATOJOTHYHOTO
OTKJIOHEHHe, cnegete 38 HHpexuus. He nogHossatiTe
IMPHJIaraHeTo Ha JIEHEHHETO Ha MauMeHTa.
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Axo Jlenouekc e nareraeH 1 ANC cnaane noa 1000/mm?® (1,0x10%/1), neyeHuero Ha TOBa 3a6onspake
TpaOBa Aa ce Haco4Ba OT ONKUTEH XeMAaToJIOor.

[Taumnentn ¢ J06pokayecTBeHa eTHHyecka HeyrponeHna (Benign Ethnic Neutropenia, BEN)

[Ipn naumenty ¢ noreepaesa BEN kopurupanuaT npar Ha ANC 3a 3anouBaHe WM NpoABIDKaBaHe Ha
knozanud e ANC >1000/mm’ (1,0x10°/1). Axo ANC e Mexay 500 u 999/mm* (0,5-0,9x10%1),
HabaioneHuero TpAGBa 1a ce wM3BBPLIBA ABA MBTH ceamu4HO. Knoszanuwsr cnensa ga Goae

npeyctaHoseH, ako ANC cnague noa 500/mm? (0,5x10°/1).




Tabnuna 2. JleHicreua, kouTo TpabBa ga ce npeANpUEMAaT BLB BPpb3Ka ¢ IPHJIOKEHHETO Ha JlenoHexce, B
3aBUCHMOCT OT CToHHOCTUTE Ha ANC npu nauyeHT ¢ BEN

ANC/mm?’ (/1
| >1000 (>1,0x10%)
500-999
(0,5x10°-0,9x10%)

HeoOxoauMo AelicTBHe
[Ipoat/okaBaHe Ha JIeUeHHETO ¢ JIENOHEKC .
Ilpoassxere neyeHueTo ¢ Jlenonekc, s3eMaiime KppBHH NpoOH
ABa MbTH CEAMMYHO, AOKATO OpOAT HAa KPBBHHTE KINETKM C€
CTaOMNH3UPAa WIH YBEHMH, 8 C/ICAd TOBa E€XEMECEUHO Cliel
| CTAOKIM3MpaHE W/ MK OT3BYYABAHE. L |
HesabasHo cnipere neuenuero ¢ JlenoHeke, p3emaiiTe KpLBHH
npobu exeaHEBHO /[0 OT3BYYABaHE HA XEMATOJOTHMYHOTO
OTKNOHEHHe, chenere 3a MHbekums. He noaHosaBaliTe
JICYEHHETO Ha MalHEHTA,

< 500 (<0,5 x10%

HEEKEBTHBEG Ha JICHEHHETO IO XEMAaTONOMH4YHH [TPpHYHHH

[TaumerTuTe, npH KouTO JlenoHeke € npeycTaHoBeH B pe3ynTat Ha Jeduuut ANC (BukTe no-rope), He
TpadBa aa 6bAAT MOBTOPHO M3NnaraHM Ha JlenoHeke.

[lpeanucealuMre nekapd ce HaChp4YaBaT A& BONAT PErHCTbP HAa BCHYKH KPBBHH pe3Y/ITaTH Ha
nauyMeHTHTe H Aa NpeAnpMeMaT BCHYKM HEOOXOAMMH MepKM, 3a [a NPeNOTBpPATAT CAyvaiHOTO
BL300HOBABAHE Ha MpHEMa Ha JIeKapcTBOTO. B ciyuyali Ha MBIHO NpeKpaTABaHe Ha JICUEHHETO,
nauueHTUTE TPAOBA Ra OBbAAT NpocneAsBaAHH €XECeAMHYHO B NPOABDKEHHE Ha 4 CeAMULIA.

IIpexpaTgpaHe Ha JIEYEHHETO MO APYIrH NPUYKHHH
[Ipn naumenTuTe, KOHTO ca OMnu Ha JlermoHekc nomreue oOT ABe rogMHH 6e3 na MMar aHaMHesa 3a

HEYTpONeHUS M YHETO JIeueHHe € NPEeKHLCHATO MOpaaH NPUYHHH, PA3IMYHM OT HEYTPONEHHUS, He e
HeoOX0auMMO Na ce BB30OHOBABAa CEAMHYHMAT rpadMk 3a NpocaeaiBaHe, a TO3HW, H3NOA3BAH NpEaAH
NMpeKkCBaHETO, HEIABHCHMO OT NPOABJDKHTENIHOCTTA HAa NPEKheBaHeTo (T.e. FOAUIIHNTE KOHTPOIH). B
cnyyal Ha NBJAHO NMPEKPaTABaHe Ha JEUeHHETO He € HeoOX01MMO Te3H naLyeHTH aa 6saaT npocnenasaHy
exXeceAMHYHO B NPOABIKEHHE HA 4 CEAMHLIH.

IIpy naimeHTH, KOUTO ca SunH Ha JlenoHeke Mexay 18 ceAMMLN K 2 rOAHWHH WIH MOBEYE OT 2 FOAHHH C
aHaAMHEe3a 3a JieKa HeYTpOMeHH, KOATO He € A0BENia A0 NMPEKbCBAHE Ha ICYEHHUETO, MM TIpH NaLMeHTH,
YHETO JieyeHHe € OW/I0 NpeKsCHATO 3a moBede OT 3 AHM, HO He nmo-Manko ot 4 ceamuuu, ANC ce
npociendasa BCAKA CeAMMLIA B MNPOAB/DKEHHE HA JOMBJIHUTENHH 6 ceIMHMLM. AKO HE HACTBIHM
X€MATONIOTHYHO OTKNOHEHHE, HAOMIOACHUETO HA UHTEPBalld, KOMTO He HAABHIIABAT 4 CEOMMLH, MOXE
na Opae Bb300HOBEHO. AKO JieMeHHeTo ¢ JIenmoHeKke € NPeKbCHATO B NPOAB/DKEHHE Ha 4 CeqMHLIM WIH
OBeue, Ce H3UCKBA CEAMHYHO HabmoaeHue 3a caeapamute 18 ceaMHLM Ha JiedeHMe W fo3aTa TpaOBa aa
6bae NOBTOPHO THTpUpaHa (BxK. Touka 4.2 JIo3UpOBKa M HauHUH Ha MpUnoxkeHue). B ciayyait Ha mbAHO
MpeKpaTaBaHE Ha JICHEHHETO Te3U MalMeHTH TpAOdBa 1a ce Habmioaasat execeAMHYHO B NPOAB/DKEHHUE
Ha 4 CeAMMULIH.

B Tabnnua 3 no-gony e o606meHo npocneassaHero Ha ANC cnen npekbcBaHe Ha JienoHekc.,

Tabnuna 3. [Ipocnenssane Ha ANC npu Bb300HOBABAHE HA KN03aNHH C/IEH NPEKbCBAHE HA JEUEHHETO
O APYTH NPUYHHH (HEXEMATOROIHYHH)

HA Je4eHHEeTo
npean NPeKbLCBARE

[[pon_i,nmn'remioc'r |

Ennzoan Ha
HEYTpONeHH
peaH NpeKbCBaHE

Hpoab/IKATEIHOCT
HA NPEeKbCBAHETO

> Be roouHH

-
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bes 3HayeHHe
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IIpenopbuuTENHO
Kicnenpane Ha ANC
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IIpoaboxurennocr | Ennzoan na | TIpoasmkuTennocT [IpenophYuTeIHO

HA JIEYEHHETO HEYTpoueHun HA NIpeKbcBaHeTo | m3caeaBane Ha ANC

npeaH NpexKbcBaHe | NpeH npexKbeBane | L o
> 18 cenMMLH - Ha/He 3 OHU Ao Chen To3H nepuoa, ako He

ZiB€ TOOHHU <4 ceAMHLH HACTBNM XEMATOJOTHHHO

OTKJIOHEHHE, H3C/IeIBAHTE Ha
MHTEPBANY, KOUTO HE
HaABUILIABAT 4 CEAMHMLIN.

> JB€ rOAHHH _]_,[Ia ' >4 ceIMHLIU Bceska ceqMuiia 3a cneaBaiyTe

> 18 ceaMuLM - Ila/He >4 ceqMUIM 18 ceamuI HA NevyeHHe, cnen

ABE rOAWHHK TOBA €KEMECEYHO, KATO N03aTa
- _ _____| Tpabra na ce THTpHpa OTHOBO.

H It H MCDKH

Tosa nexapcTsO ChABPXKA IAKTO3a MOHOXHAPAT.
[TlaupenTuTe C© peakd HacneAcTBEHH 3a00NABAHHA KaTO HEMOHOCHMMOCT KBM Ta/laKTo3a, JIaKTa3eH
Acpuumt Ha Lapp win Manabcopbums Ha rioko3a-raiakrosa He Tpsa6Ba Aa NPHEMAT TOBA JIEKapCTBO.

E_,QQHHGQHHHH

B ciyvali Ha eo3HOHJIHA Ce NMpenopbyBa CMHMpaHe HA JedeHueTo ¢ JlemoHeke, aKo Opoar Ha
eo3HHounsMTe ce noBuinH Haxa 3 000/mm? (3,0x10%1). TepanusTa Tpa6Ba fa ce BB30GHOBH EAMHCTBEHO
ciien kaTo 6podaT Ha eosuHodmIHTe cniaaue noa 1 000/mm? (1,0x10°/1).

TpomboumroneHns
B cnyuyait na TpombonuTonenns ce npenopnysa crniMpaHe Ha JieuyeHHeTO ¢ JlenoHekc, ako GpoAT Ha

tTpoMbouuTHTe cnaaue noxr 50 000/mm? (50x10°11).

ChpaeuHo-CHAOBH HAPYLUEHHA
Ilo Bpeme Ha AeueHMero ¢ JlenmoHeKke MOXe [a Bh3HHMKHE OPTOCTATHYHA XHIIOTOHHMS, ChCe UMM Oe3

CHHKON. B penky cnyyad KomanchkT MOXKE A8 € TEXBK M MOXKE Ja ce CBIPOBOXIAA OT CIHpPaHe Ha
chpaeuHaTa AeHHOCT Wwiu aMiuaHero. TakuBa peakiMd € MO-BEPOATHO [1a BBH3HHKHAT MpH
eIHOBpPEMEHHO NMpUIoXKeHUe Ha GeH30aANa3eNMHA WK KOETO U 1a € APYTo NCHXOTPOIMHO NeKapeTBo (BiK.
TOUKa 4.5) H MO BpeMe Ha ITbPBOHAYATHOTO TUTPHPaHe BbB BPb3Ka ¢ 6Bp30 yBeJH4YaBAHE HA J03aTa; B
MHOIO peaKH C/IyYaH Teé MOTAT Ja BBb3HHKHAT CJIE] [I'bPBATA 4034, 3aTOBA NALUEHTHTE, KOHTO 3aMovBaT
neyeHHe ¢ JlenmoHekc, H3MUCKBAT BHHMATENHO MeEAHMLMHCKO npocheassaHe, Heobxogumo e
MOHHTOPHpAHE HA apTEPHATHOTO HAMATAHE B HINPABEHO HIM NErHaNO NMOJIOKEHHE Mpe3 MbPBHTE
HAKOJIKO CEAMMLM OT JIEYEHHETO NpH nauueHTH ¢ Gonect Ha [TapkuHCOH.

AHanu3 Ha fasara naHHM 3a 6€30macHOCT mpeanosara, 4e ynorpebara Ha JlemoHekc € cBbp3aHa ¢
NOBHIIEH PUCK OT MHOKAPAHT, NPEAHMHO NPE3, HO HE OTPAHUYEHO /10 MEPBUTE ABA MECeLla OT HaYaJloTo
Ha nedeHueTo. Hakon oT cnyyauTe Ha MUOKapauT ca 6unu ¢atanHu. Crobuiasar ce ChIO CyYad Ha
NePHKAPAHT/HEePHKAPAEH HIJIHB WIH KAPAHOMHONATHS BBB BPb3Ka ¢ ynorpelara Ha JlenoHekc; Te3n
cHOOLUCHNUS BKIIIOUBAT CHINO U CliydyaH ¢ (ataneH uixola. Muokapaur wiu kapauoMuonaTus Tpabea na
ce MOAO3HPAT MPH NALHMEHTHTE, KOMTO NOJy4aBaT MEPCHCTHpAllla TAXHKApAUA B MOKOH, ocobeHo npe3
MbPBUTE ABA MeECElla OT JICYEHHETO WIWIH MaJNUTALMH, APUTMHH, IpbAHa 001Ka ¥ APYrH NPU3HALM U
CUMITTOMM Ha CBbpAeYHA HEAOCTATBYHOCT (Hamp. HeoOACHMMa yMoOpa, AUCIHEA, TAXMNHed) WM
CHMITTOMH, KOMTO Hamoaobsaear MHokapaeH HHOapkr. JlpyrM BBIMOXHH CHMIITOMH, OCBEH
ropenocoueHuTe, KOMTO MOTaT Ja ¢e MPOABAT BIJIIOUBAT IPUNONOACOHHTE CUMNTOMH. AKO Ce IOAO3UPAT
MHOKAPAMT WM KapAHOMHOMATHA, NeyeHuero ¢ JlenoHeke Tpabea 6Bp30 Aa ce cnpe M MALMEHTD
He3a0aBHO Ja ce HACOHMH KbM KApAHOJIOT. 3

[Tpu nauueHT!H, MPH KOUTO € AHATHOCTHLIMPAHA KaPAHOMHOTIATHA 10 BpEME Ha Jjiey

MMa BEpPOATHOCT Ja Ce pa3BHe HHCY(HLMEHLMd Ha MHTPAJIHATA XJana.
MHCYQHIIMEHIIMA € JOK/IaIBaHa B CITy4YaH Ha KapAHOMMONATHA, CBBP3aHH C JIEUEHH
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CIyvad HAa MUTpajHa KIanHAa HHCY(QHUHMEHLMA €A OTHETEHH KATO JieKa WM YMEpPEHa MUTpaHa
perypruraums npy npopexaare Ha AsyMepHa exokapanorpadua (2DEcho) (k. Touka 4.8).

[TateHTrTe ¢ HHOYUHPaHU OT KJIO3aIIHH MHOKAPAHT WIH KapAHOMHONATHA He TpAOBa Aa Moiyvasart
nosTopHo JlenoHekc.

HHQAapKT Ha MU a

Hma poxnansaHu NnOCTMAPKETUHIOBH CHOOIICHHA 38 HHMAPKT HA MHOKAPAA, BKIIOYHTENHO (aTaNnHH
ciayvau. [Topaau npeaiiecTamo CepHO3HO ChpAeHHO 3aboniBaHe U BEPOATHH aJITEPHATHBHH NPUYHHH,
B MO-T'OJIAMATa YacT OT TE3H CIy4aH OLIEHKaTa Ha NMPHYHHHO-CIEACTBEHATA Bph3Ka € Guna TpyaHa.

YavkapaHe Ha QT uxreppana
KakTo u npy Apyry aHTHIICHXOTULIM, NPENOphYBa CE MOBUIIEHO BHUMAHHUE NIPH NALMEHTH C M3BECTHO

ChpAeUHO-CHAOBO 3ab0naBaHe Wi ¢ daMuIHa aHaMHe3a 32 yawkasane na QT nHTepBaaAa,

Kakro npu ZpyrH aHTUIICHXOTHLM, MNPENOpb4Ba C€ MOBHIIEHO BHHMAHHE TPH E€OHOBPEMEHHO
NpUWIoKeHHe Ha JlenoHekc ¢ neKapcTBa, 3a KOMTO € H3BECTHO, Y€ BOAAT A0 yAwDKAaBaHe Ha QTc
MHTEpBAaNa.

Mo3BuHO-CBJOBH HEXENAHU CHOHTHA

B panpoMu3anpany, manebo KOHTPONUpPaHA KNIMHHYHH H3NATRaHUA € HabnroaaBaHo NPHOAUIUTEHO 3-
KpPaTHO MOBHILEHHE Ha PHUCK 32 MO3BUHO-CLAOBH HEXEJIAHH CHOMTHSA npy NalHeHTH ¢ JeMEHIUA
NEeKYBAHH ¢ HAKOM ATHMUYHM AHTUTIICUXOTHUHU. He € U3BECTeH MEXaHM3MBT HA TO3H IOBHILEH PHCK.
[ToBuiEH pHCK He MOXeE Aa ObAe U3KIIIOUEH H MPK NMPWIOKEHHE Ha APYTH AHTUIICHXOTHLY WIH APYTH
rpynd naiueHTd. Jleroneke tpsadpa na ce npunara ¢ BHUMAHUE MPH NALHEHTH C PUCKOBH (PAKTOPH 32
HHCYIT,

Puck or TpomGoeMB0aH3IBEM

T xaro JlenoHekc Moxe aa goseae A0 TpoMboeMOonn3bM, TpadbBa na ce u3baraa 0be3ABHIKBAHETO HA
nauKeHTHre. JloknaasaHum ca cmydyam Ha BeHO3eH Tpomboembonusbm (BTE) npu npuem Ha
AHTUIICKXOTHYHH JIEKApCTBA. Thil KaTO MAlMEHTHTE, KOMTO Ce JIEKYBAT C AHTHICHXOTHLIH, YECTO MMAT
npuaoouTH puckoeH ¢akropu 3a BTE, Bcnuku BB3MoxHH puckosu dakTopu 3a BTE Tpabsa na Obaar
YCTRHOBEHH NpeaH U MO0 BpeMe Ha jieveHHeTo ¢ JlenoHekc, KaTo ce B3eMaT H NMPSBAHTHBHH MEPKH.

I 5puoBE
[TauMeHTHTE ¢ aHAMHE3A 32 ETHJIETNICH TpA0Ba BHUMATENHO Aa C€ NPOCAEAABAT 10 BpeMe Ha JICYEHHETO

¢ JlenoHekc, Thil KAaTO HMa ChOOLIEHHUA 3a J0303aBUHCHMH I'bpYOBe. B TakuBa Cilydau Ao3ara TpaOBa za
ce NoHwkKH (BXK. Touka 4.2) 1 axo ce Hanara, Tpabpa a ce 3anovyHe aHTHKOHBYJICHBHA TEpAIuA.

AHTUXOIHHEPIHYHH €PeKTH |

Jlenorexc OKa3Ba AHTHXOJMHEPrHYHO ASHCTBHE, KOETO MQXKe Aa AOBele J0 HeXelaHd peaKuHs B
opraHuaMa. [IpenopstBa ce BHHMATENHOTO MPOCEASBaHE 33 HAIMYHUE HA YIoJIeMABAHE HA NPOCTATA M
TeCHOBLI'bJAHA rN1IaYKoMa. BepoaTHO nopany aHTUXONMHEPrHUHHTE MY CBOHCTBA, JICNOHEKC € Chp3aH ¢
pPazjiudHKY NO CTENCH HAPYIIEHHA HA THHKOYUPEBHATA MEPHCTAITHKA, OT KOHCTHIANHA 10 YPEBHA
ofcTpyknHs, 3AKACMBAaHE HA YepBaTa, MNAPAJHTHYEH HJEYC, MEraxKoJOoH H YpeBeH
HEpapkT/HcxemMun (BX. Touka 4.8). Panxo te3u caydan ca Owin dartaiHu. Heobxonumu ca ocobeHu
rpKHM NpH MAUMEHTHTE, KOHTO IMNOJYYaBaT CHITETCTBALIM II€KApCTBA, 32 KOUTO € H3BECTHO, Y€
[IPHUHHABAT KOHCTHHALHA (0COBEHO Te3H ¢ AHTHXOMHHEPrHuHHM CBOHCTBA KATO HAKOH AHTUINICHXOTHLIY,
aHTHAENPECaHTH H aHTUNAPKHHCOHOBH JIeKapcTBa), UMaT aHaMHe3a 3a 3abonsasaHe Ha AeOeNOTO YepBO
WIM XMPYprudHM HaMecHu B JONHATa YacT HA KOpeMa, ThbH KaTo MNpH TE3H YCJOBHA T€ MOrar na




[TopuuteHa TeMnepaTypa
[To Bpeme Ha neueHKueTO ¢ JIemoHeKc NpH NAUMEHTHTE MOXKE Ja ¢e Habnronasa NMpexoaHO MOBHIUABAHE

Ha TeMnepaTypara Haj 38°C, kaTo NMKOBATA YECTOTa € B PAMKHTE Ha ITbPBUTE 3 CEAMHLIH OT JIEUEHHETO.
Ta3zu nosuieHa TeMreparypa kato uaio e nobpokadecteeHa. [IoHakora Tora MoXe Ja € CBBP3aHO C
yBenuHueHue unK¥ HamanaBaHe Ha ANC. [lauuenute ¢ nosuineHa remnepatrypa Tpabsa na Obaar
BHMMATENHO OLEHEHH, 3a J1a Ce U3KIIOYH BE3MOXKHOCTTA 38 CHITHTCTRALA HHPEKUMA WM Pa3BHBAHE Ha
arpaHynouurosa. Ilpy HanMuKe Ha BUCOKA TeMrepaTypa TpAOBa fa ce B3eMe NPEABUI BE3MOKOCTTA 34
3I0KQYECTBEH HEBpONenTHYeH CHHAPOM (NMS). Ako auarHosata NMS 61vae noTespaeHa, npueMsT Ha
JlenoHekc cienBa He3a0aBHO Ja ce MpeyCcTaHOBHH M Ja C€ NMPHIOXKAT NOAXOAALIH MEAHUMHCKH MEPKH.

[Taganus
JienoHekc MOXe A4 NMPHYHHHM MPHCTBINH, CBHINBOCT, NOCTYPANHa XHIOTOHHUS, JBUIaTe/IHA H CEeH30pHa

HecTaOWTHOCT, KOETO MOXKe Jia AOBeje N0 MajaHe M BCIEACTBHE Ha TOBa, A0 (PpaKTypH WIH APYTH
HapaHaBaHHA. [IpH nauMeHTH CTpajallH OT 3a001ABaHHA, ChCTOSHUA HJIH NPHEMAIIH JIEKAPCTBA, KOHUTO
Ouxa MOr/IM 18 U30CTPAT Te3u edeKTH, TPAOBA 12 ce HANPaBH OLIEHKA HA PHCKA OT NajiaHe MpH 3aTIOUBAHE
Ha AHTHIICMXOTHYHO JIe4YeHHE H NEPHOAMYHO MPH MALKEHTH Ha ABATOCPOYHA aHTHICHXOTHYHA Tepanus,

MeTtaGoJIHTHH I HH

ATHUIHYHATE AHTHIICHXOTHYHH NEKApCTBa, BKIIOYHTENHO M JlenoHekc, ca CBBp3aHH ¢ MEeTA0ONHTHH
IPOMEHH, KOUTO MOTaT Ja MOBHILAT ChPACHYHO-ChIOBHA/MOIBUYHO-CBHIOBHA PHCK. Tesn meTabonuTHu
NPOMEHH MOraT Aa BKIIOYBAT XWIIEPrIHKeMHUs, OJHCIHIHAEMHS H YBEIHYABAHE HA TENECHOTO TEIIO.
ATHUIIUYHWTE AHTUIICHXOTHYMHH JIEKAPCTBA MOTAT Ja JOBEAAT A0 HAKOH MeTAOOIUTHU NPOMEHH, HO BCAKO
JIEKapCTBO B TO3M Kaac HMa cBol cobcTBeH crieumduyueH npodur.

Xunepznuxemus |

BnouieH rnioko3eH ToJiepaHC WK pa3BUTHETO WM eKk3auepbauuara Ha 3axapeH auaber ce crobinaBar
PAAKO MO BpeMe HAa NIeUeHH e ¢ Ko3anuH. Bee ole He € ycTaHOBEH MEXAHM3MBT 38 Ta3H BEPOATHA BPb3Ka.
MEoro psako ce cpo0LIABAT CIYYaH Ha TeXKa XMMEPriIUKEMHA C KeTOALMA038 WIH XHNepocMoNapHa
KOMa NpH nauHeHTHTe 6e3 npeaxoxaaina aHAMHE33 33 XUNCPriHKEMHA, HAKOH OT KOHWTO ca Ouniu
¢aranHyu. HanyuHuTe JaHHKWTE 3a MPOCHEAABAHETO MOKA3BaT, Y€ CMMPAHETO HA KIO3alHH Haif-4ecTo
BOAH AO Bb3CTAHOBABAHE HA HAPYILIEHHA IIIOKO3€H TOJIEPAHC, 4 MOBTOPHOTO JICUEHHE ¢ KIO3aNHH
NpUYMHHABA 1105BaTa MY OTHOBO. [TauMeHTH ¢ mocTaBeHa qHarHo3a 3axapeH aAuaber, KOUTO ca 3anoYHATH
NeyeHne ¢ aTHIMAYHKA AHTHIICHXOTHLIM, TPAOBa [1a ce MpOCIeAABAT PEICBHO 3a BIICIIABAHS HA MIIOKO3HHA
KOHTpOJA. Ha nauneHTH ¢ pUCKOBH haKkTOpH 3a 3axapeH auaber (Hamnp. 3aTrecTaBaHe, PaMuIHa aHAMHE3a
38 AHadeT), KOMTO 3afouBaT JIeMEHHE ¢ aTHMHYMHM AHTHIICUXOTHLIM, TpaOBa na Onae M3ciaenBaHa
KPbBHATA 3aXap HA MIaAHO B HAYAJIOTO HA JIEYEHHETO M NMEPUHOAMYHO MO BpeMe HA JieueHHero. Ha
NauyeHTHTe, KOMTO pa3BMBAT CHMINTOMH Ha XWNEPriKKEeMHs IO BpeMeé Ha JICYeHHE C aTHIIHYHH
aHTHNCHXOTHUUM, TpabBa na OpOe H3cneABaHa KpPBBHATA 3axap Ha rjiagHo. B HAkou chyyaw,
XHIEePriIMKEMHATA OTIIYMABA CJI€] CIIMPAHE Ha JIeHEHHUETO ¢ AaTUMHYHHA AHTUIICHXOTHK; BCE MakK, IpH
HAKOM MNallMeHTH CE€ Hajlara nNpoAb/DKaBaHe HA AHTUAHAOETHO neueHHe, BBLIPEKH CNUpaHe Ha
CBOTBETHOTO JjlekapcTBOTO. [IpH nauMeHTHTe, NPM KOWTO AKTHBHOTO JIEKAPCTBEHO JIEUEeHME HA
XHIepraukeMuaTa ¢ 6uino HeycnewHo, TpsOBa Aa ce HMa MPeaBH CIIHpaHe Ha JIEYERHETO ¢ KJI03aMHH.

HHucaunuoemun

HaGnionapaHH ca HexeNnaHd IMPOMEHM B JIMNUAMTE Npd MAUMEHTH, JIEKYBAHH ¢ ATHMNHYHH
aHTHNCUXoTHLY, BKMouKTenHo JlenoHexc. [Ipenophusa ce KNMHWYHO HabnOACHHE, BKAIOMHTENHO
M3XOOHH U NOCNEABAILH NEPHOAWYHH OLICHKH Ha IMITHAHKTE NMOKAa3aTeH MPU NMALMEHTH, KOUTO NpUeMar
KJ103aM#HH.

YVeenuuasane na meznomo
[loBHiIaBaHe Ha Ternoro e HabmoaaBaHO NpH ynorpebara Ha ATUNMYHY AHTHIICHXOTHY

BrOYHTENHO Jlenonekc. IIpenopbusa ce KNMHUYHO HAOMOAEHHE HA TETNIOTO.,
Pubayno, eghexmu na ommuemane

CpobiuaBaHM ca OCTpH PEeAaKUMM Ha OTHEMaHe Cjiel BHE3allHO CNIMpaHe Ha Jede
MOPaAH KOETO ce MPLenophHBa CIIKPAHeTO Ha JIeueHHeTo Aa 6bae NocTeneHHo. AKO ¢
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criipaHe (Hamp. mopand JNEBKONEHHA), MAalMeHTBT TpAOBa na Obie HabmonasaH BHUMATENHO 3a
MOBTOPHA NOABA Ha NCHXOTHYHH CHMITTOMH M CHMITTOMH, KOKTO €2 CBBP3aHH ¢ XONHHEpryuveH pubayHa,
KaTto 0OWIHO noTeHe, rinaBobonne, rageHe, NOBPhIAHE W JHAPUS.

CneunanHu nomynaiuu

HYeproopobro napyuenue

[TaupeHnTure che crabminu npeaxoxaay YepHOAPOOHH HAPYIIEHHS MOTAT Ja MONMYHABAT JIEYEHHE C
JlenoHeKe, HO HM3MCKBAT PEAOBHH H3CIIeABAHMA Ha uepHoapoOnara ¢ynkuma. Hscnenpanuara Ha
qyepHoApoOHa dyHKUMA TpAOBa 1a ce U3BBLPILUBAT MPH NALHEHTHTE, NMPH KOUTO MO BPEME HA JIEUEHHETO C
JlenoHekc ce pa3sBMBAT CHUMITTOMH HA BB3MOXKHO HapymieHHe Ha uepHoapolHaTa QyHKUmRA, KaTo
rajicHe, MOBpbllaHe W/WnM Oe3arieTHTHE. AKO NMOBHIIEHHETO HA CTOHHOCTHTE € KIMHHYHO 3HAYUMO
(noseyde oT 3 NBbTH HaJ FOPHATA MPAHMLIA Ha HOPMA) WIH CE MOABAT CHMITTOMH HA JKEJITEHH1A, JISUSHHETO
¢ Jlenonexc Tpabpa aa ce crpe. Jleyennero Moxke aa 6bae 3anovHaTO 0THOBO (BX. “TloBTOpHO 3ano4ysane
Ha Tepanus” B TOUKa 4.2) eIRHCTBEHO CaMo, aKO pe3yJITATUTE OT TECTOBETE 3a YepoApobHaTa HyHKUMS
ca HopMaiHK. B TakuBa cimydau uepHoapoOHaTa dyHkuMa TpaOsa na Obae npocneasBaHa BHUMATENHO
cJiel MORTOPHOTO BKAKOUBaHe Ha JIenoHeke.

Hayuenmu ev3pacm na u nao 60 200unu
[lpu nauueHTH Ha BB3pacT 60 roAMHU H NO-BB3PACTHH C€ MPENOPHUBA 3AMOYBAHE HA JIEYEHHETO ¢ MO-
HHCKa 7103a (BX. TOUKa 4.2).

[Tpu neuenue c¢ JlemoHekc MoOXe Ha ce pasBHE OPTOCTATHYHA XHIIOTOHHA M HMa ChOOLIEHHMA 3a
TAXMKAPAMA, KOSTO MOXKE Ja € MpOAB/DKHTENHA, [lauMeHTH Ha BB3pacT Ha W Hag 60 roauku, ocobeHo
T€3M C HapYHIEHA ChPACYHO-CHA0Ba (PYHKLMA, MOTaT a Ca NOo-NOoJATIIMBH Ha Te3H e(eKTH.

ITauvenTuTe Ha BB3pacT HA M Hax 60 roguHu Owxa MornM ga OBpaaT cbIMO O0coOeHO MOJATAMBH Ha
aHTHXONHHEPruuHKTe edexkrn Ha JIenoHeke, KaTo 3apbKKa HA YPUHA U KOHCTHIIALIYA.

ITopuiieHa CMBbPTHOCT NPH MALIMEHTH B CTAPUECKA BB3PACT C AEMEHLIMA
Hauu ot nse rojiemMu o030pHHMTE NMPOYUBAHMA NOKA3BAT, Y€ MPU MALMEHTH B CTAPYECKA BBL3PACT C

ACMEHLIMS, KOUTO ca JIEKYBaHH C AHTHIICMXOTHIWM, HMa MAJIKO NOBHIUEHHE HA DHCKA OT CMBPT B
CpaBHEHHE C Te3H, KOHTO He ca JieKyBaHH. JJaHHUTe ca HeJOCTATHYHH, 3a A MOXE J1a C€ HanpaBy Mb/IHA
OLieHKa Ha TOYHHA pa3Mep Ha TO3HM pHcK. [IpHunHATa 32 MOBHILEHHA PHCK € HEH3BECTHA.

JlenioHekc HstMa 0A00pEHH TepaneBTHYHH IOKA3AHHA 33 JISUSHHEe HA MOBEACHYECKH HaPYIISHHS, KOHTO
ca CBBP3aHM ¢ AEMEHIIHA,

4.5 BsanmoaeiicTBMe ¢ JpYrHa ieKapCcTBEHH NPOAYKTH H APYrH ¢popMH HA B3auMoaeiicTeHe

[IpoTHBOIOKA3AHHA 38 €NHOBPEMEHHO NPHIOKEHHE
JlekapcTBaTa, 3a2 KOMTO € M3BECTHO, Y€ MPUTEXKABAT 3HAUMTENCH NOTEHLMAa A4 NOATHCHAT PyHKLMATA

Ha KOCTHHS MO3BK, He TpsAOBa fa ce u3nonsasar 3aeqHo ¢ JlenoHeke (BxK. Touka 4.4).

AHTHIICMXOTHYHHTE JIEKAPCTBEHM TNPOAYKTH C YOBDKEHO ocBobGoxaaBaHe (KOMTO HMMAT
MMETOCYNpPECUBEH MOTEHLIHAT) HE TPAOBa /1a Ce H3NOoN3BaT 3a€AHO ¢ JIenoHexe, Thit KaTO HEe MOraT fia ce
M3YHCTAT OBP30 OT OpraHusMa, B CHTYaLMH, [IPH KOUTO TOBA MOXE Jia C€ HAJIOXKH, HAamp. HEYTPONEHMUS
(BK. TOuKa 4.4).

He Tpa6ea aa ce ynorpebana ankoxon 3aeaHo ¢ JlenoHeke nopaad BE3MOXKEH NOTEHLIHAI 3a CeIHPaHe.,

[IpeanaszHK MEPKH, BKIIIOYHTEIHO NPOMEHH B 1034Ta
JlenoHexkc Mo3ke Oa 3aCHIM LUeHTpaIHUTEe edeKTH Ha NekapeTsara, nortuekawum L{HC,

aHTHXHCTAMUHHM M 6eH3oguaszenuuu, [Ipenoprura ce 0co0€HO BHUMAHHE, KOTaTo Ce

JlenoHekc mpH NALHEHTH, MNoJiyvyaBalld OeH3oAHAa3ernHvH WIH OPYTO MCHXOTPO
NauMeHTH MOXKe Ja UMAT NMOBHILUEH PUCK 33 LUPKYNATOPEH KoJance, KOWTo B pe
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TEXBbK W Ja JOBeAe OO CIHpaHe Ha ChpAeHHATA AeHHOCT WK aMumaHeTo. He e scHo manu moxe aa ce
MPEOTBPATH ChPACUHHA HIH PECIHPATOPEH KOMAlC Ype3 NpOMAHA Ha [034Ta.

Ilopan BBMOXKHOCTTA 34 KyMy/JHpaHe Ha e¢¢exTHTe, 0cO0eHO BaXXHO € BHHMAHHETO MPH
€IHOBPEMEHHOTO NPHIOKECHKE HA JICKapCTBa, NPUTEXKABALM AHTHXOJHHEPTHYHO, XHIIOTEH3UBHO WIH
[MOTHCKALLO AHILAHETO AelicTBMHe.

bnaronapetie Ha aHTH-C-aZpeHepruyHUTE CH cBOMcTBa JlenoHeke Moxe Aa OTcnabH NOBMULIABAIL{USA
APTEPHATHOTO HANSATAHE €QeKT Ha HopenuHePpHH HWIM Ha APYrH JlIeKapcTBa C MpeiMMHO O-
afpeHEPruiHO NEACTBHE H Ja aHTArOHH3MpAa HAMTBJIAHO NPEcCOpHHS eeKT Ha enHHEPPHH.

CBNbTCTRALOTO MPUIOKEHHE HAa JICKAPCTBA, 34 KOHTO € M3BECTHO, Y€ MHXHOMpPAT aKTHBHOCTTA Ha
uuroxpoM P450 n3oeH3uMHTE, MOXKE 1A NMNOBHILK HHBATA HA KJIO3aMMH H Ja C€ HANOXXH HaMansBaHE HA
A03aTa HAa KIO3alHH, 38 a C€ NIPEAOTBPATAT HEXKENaHUTE peakuyy. Topa e Mo-BaXKHO 338 HHXHOUTOPUTE
Ha CYP 1 A2 kato kodeuH (Bk. n0-A0N1Yy), MepasHH K CEIEKTUBHUA HHXHUOUTOP HA 00paTHOTO 3aXBalliaHe
Ha cepoToHMHa ¢uyBokcaMMH. Hakon OT ocraHanwTe MHXHOMTOpPM Ha OOpPAaTHOTO 3aXBAlAHE Ha
CEpOTOHMHA KATO (PITYOKCETHH, MAPOKCETHH U B N1I0-MAIKa CTETNCH CEPTPAINH c& MHXHOuTOpH Ha CYP
2D6 u B pe3yiiTaT Ha TOBA, Ca MO-MaJKO BEPOATHH ChILECTBEHH (PAPMAKOKHHETHMHH B3aHMOAEHCTBHS C
wiosanuH. [TogobHo Ha ToBa ca Manko BepoATHH (PpapMaKOKHMHETHYHH B3aUMOAEHCTBUA ¢ MHXHOUTOPH
Ha CYP 3A4 kato a30l0BM aHTHMMKOTULIM, LUUMETHAWH, EPUTPOMULIMH M NPOTEa3HH HMHXMOUTODH,
BBLIIPEKK 4€ TAKHBA c€ chOOIIABAT. XOpPMOHAHUTE KOHTPALENTHBH (BKJI. KOMOMHAIIMH HA €CTPOreH M
nporectepoH wiu camo nporecrepoH) ca CYP 1A2, CYP 3A4 u CYP 2C19 unxuburopu. Ilopagu Toea,
3alIOYBAHETO HJIH CITMPAHETO Ha JICYEHHE C XOPMOHAIHH KOHTPALCIITHBY, MOYKE 1a H3UCKBA alanTHpaHe
HAa J03aTa CMoped WHIAMBHAYAIHHUTE MEAHULMHCKH HYXKAOH. ThH Karo nnaMeHaTa KOHLIGHTpalLHA Ha
KJIO3aIyH Ce MOBULIIaBa OT NpyueMa Ha KodeuH H ce noHwkasa ¢ noytH 50% cnen 5-nHeBeH 6eskodenHoB
MEPHOA, MOTAT 18 C€ HAIOXKAT NMPOMEHH B J03aTa Ha KNO3aMMH NMpH NPOMAHA B HABMLIWTE 3a NMPUEM Ha
KO(EeHHCBABPKAIH TCYHOCTH. B Cciiyuyau Ha BHE3anHO CMHpaHE Ha TIOTIOHOMYLIEHETO, TUIa3MeHaTa
KOHLEHTPALIMA Ha KJIO3ANMH MOKE Ja C€ NMOBHUIK U Taka Na J0Belde A0 3a4HeCTABAHE HA HeKeNaHUTe

peaKuuH.

CrobuiaBat ce ciyuyau Ha B3aMMOEHCTBHUE MeKIAY LIATAIONpaM U KJIO3aMKH, KOETO MOXKE /1a MOBHIUH
PHCKa OT HEXXEJIAHH PEaKIliH, CBhP3aHH ¢ KI03anHH. EcTecTBOTO Ha TOBa B3aHMOAEHCTBHE HE € HAITBIIHO
H3ACHEHO.

CBBMECTHOTO NMPHIOKEHHE C JIEKAPCTBA, 33 KOMTO € M3BECTHO, Y€ HHAYLHpaT uuToxpoMm P450
M30EH3MMHTE, MOXE Ja MOHIDKH TIa3MEHWTEe HMBA HA KJIO3aMMH M Taka Jia AOBeE JI0 HAMAJICHA

euxacHocT. JlekapcTBara, 3a KOHTO € H3BECTHO, Y€ HHAYLMpPAT AKTHBHOCTTA Ha uMTOXpoM P450
H30€H3UMHUTE U 38 KOMTO HMa CHOOLICHHMA, 4e B3aMMOJCHCTBAT ¢ KIO3aNHH, BKIIOYBAT HANPUMED
xkapbamaszenuH (Oa He ce U3MOMA3BA 3a€HO ¢ KIO3anuH, MOpaad MUENOCYNPECHBEH IOTEHLMAN),
¢eHUTOUH K pudaMnuuuH. U3secTHuTe HHAYKTOpH HA CYP1 A2 KaTo oMenpa3on MOrar Aa JOBEAAT 10
NOHHXKEHH HHBA HA Kto3anHH. Bp3MoXKHOCTTA 38 NOHIDKEHA e(DMKACHOCT HA KIO3anuH TpaOa na ce uma
NpeaBui, KOraTo ¢e W3no/3pa B KOMOHHALIMA ¢ Te3H JIeKapcTBa.

EE!FH

CrBMecTHaTa ynorpeOa Ha auruil unu Apyrd IJHC-akTHBHM nekapcTBa MOXe Ja NMOBHLOIH PHCKA OT
pa3BUTHE HA MANIMTHEH HeBposenTHYeH cHHapom (MHC).

Hanuue ca cbobineHus 3a peikd, HO CEPHO3HU MPUCTBIIH, BIIIOUYMTETHO MOABA HA MPUNaAbUM NpPH
MaLMEeHTH, KOUTO He ca eMUNENTHYHU, ¥ W30NMpaHWd CNy4yau Ha RENMPUYM, NPH KOMTO JlemoHekc e
npuiaraH €IHOBPEMEHHO C BaJnpoeBa KHCENUWHA, Te3n e(EeKTH BEepoATHO ¢a JBDKAT Ha
¢apMakogHHAMHYHO B3aMMOACHCTBHE, YHHTO MEXAHH3EM HE € OMpeaeNeH,

CHIOBTCTBALIOTO JICHEHWE Ha KIO3alMH H BA/INIpOCBa KHCCIIMH& MOXKEe 1A

HeyTponeHus. AKo € HeobXxofHMMa ChIThTCTBallla ynoTpeba Ha KIO3aMHH C
HAJIOXHUTETHO e 1a UMAa BHHMAaTeTHO HabmoneHue,
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HeobxonuMo € BHUMaHHE NpU MALMEHTH, KOUTO NONYYaBAT CHITHTCTBALLC JIEYSHHE C APYTH JTEKapCTha,
KOMTO ca MHXHOMTOPH WIH HHAYKTOPH Ha UHTOXpoM P450 uzoensmmute. He ca HabmomaBanu go To3u
MOMEHT KJIMHHYHO 3HAYUMH B3aHMOAEHCTBUR C TPHUHMKIHYHH AHTHACTIPECAHTH, (eHOTHA3MHH U THN ¢
aAHTHAPHTMHLIH, 38 KOMTO Ce 3Hae, 4€ e CBBPaBaT ¢ uuToXxpoM P450 2D6.

KakTo npu Apyrd aHTHIICMXOTHLM, TpaOBa Ja ce BHHMaBa, KOrarto JlenoHekc ce MpeanucBa 3aeHo C
JIeKapcTBa, 38 KOMTO € M3BeCTHO, Ye yaw/bkaBaT QTc MHTepBana WM NPUYMHABAT HApylIaBaHE Ha
eNIeKTPONUTHHA DanaHc.

Ha Tabnuua 4. no-gomy ca mnpeATaBEHH CXEMATHYHO CUYHTAHWTE 38 Hali-BAKHH JICKAPCTBEHM

B3auMoaeicTBuA ¢ JlenoHekc (Topa He € noapoSeH CIUCEK).

Tabauna 4. CripaBka 3a Hali-4ecTHTe NeKapCcTBeHH B3aumoaeHcTeuA ¢ JlermoHekc

JlekapetBo

BaarmoneiicTBus

[loTHCKaluM KOCTHHA MO3BK
nekapcTsa (Hanp.
kapbamazenuH,
XJ10paMPEHHKO),
cyndoHaMuam (Harmp. Ko-
TPUMOKCA30/), MHPa30JI0HOBH
aHaNIreTHLUH (Hanp.
heHHNOYTA30H),
NEHUUMUNAMUH, LHTOTOKCHYHHU
JIEKAPCTRA H ABJIMOACHCTBALLH
MHKEKLIHOHHH aHTHITCUXOTHULIH

B3anmoaeicTsar ¢ NOBHIIABAHE
Ha PUCKA W/WIIH TEeXKECTTa Ha
NOTHCKAHETO Ha KOCTHHA
MO3BK,

KomenTapu

JlenoHekc He TpaAGBa na ce

H3I0A3BA 32€HO C APYTH
fIeKapCcTRa C H3BECTEH

ITIOTCHLHAM Ja NOTHCKAT

GOYHKLUKAATA HA KOCTHHS MO3BK
(Bxk. TOUKa 4.3).

beH30oAMA3CNHHH

CopeMecTHaTa ynorpeba Moxe
A4 TIOBHLUH PHCKA OT
LIMPKYJIATOPEH KOJIANC, KOEeTO
MOXE ZIa IOBEAE N0 CIHpaHe Ha
ChpAEUYHATA JSHHOCT WHIH
OHLLIAHETO.

Bbrpeku e yecToraTa €
paaKa, IpenopbuBa ce
NOBUIIEHO BHHMaHME TNIPH
yrnorpeda Ha TE3H NeKapCTBa
3aeHO. ChobLueHu
NOACKA3BAT, Ye € MO-BePOATHO
[MOTHCKAHETO HA AMUIAHETO M
Konarca Ja Bb3HHKHAT B
HayasnoTo Ha NPUTOKECHHETO HA
Ta3zu KOMOMHaLH] WK KOTraTo
JlenoHekc ce BKIKYH KbM
YCTAHOBECHA CXeMAa C

— Pl —

upe3 aJIHTHUBHA
aHTHXOJIHHEPrHYHA AKTUBHOCT.

) | OcH3onnazenud.
AHTHXONIMHEPrHYHH NeKapcTha | JIenoHeKe noTeHuMpa Ha ce HaOmoaasaT nmaluMeHTHTE
NeHCTBUETO Ha TE3H IEKAPCTBA | 32 aHTHXOJIHHEPTHYHH

HEXXENaHH peaKklUH, Hamp.
KOHCTHIIALMA, 0COOeHO npu
ynorpeda ¢ 1es1 KOHTpOJ Ha
XHIIEPCAIHBALIMATA.

AHTHXHIIEPTCH3UBHH
NeKapcTRa

Jlenonexc MoXe aa NOTCHUHP&

XHIOTEH3UBHUTE e(eKTH Ha
TE3H JISKApCTBa Nopanu
CHUMITATHKOMHMETHMHHUTE MY
AHTArOHHCTHYHH ePeKTH
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Hpenop‘btma CC MOBHLUICHO
BHHUMAaHNE, KOraTo Jlerionekc
CC U3NON3Ba CbBMECTHO C

aHTHXHNEPTEH3WBHH
nexkapcrsa. Ilauuedrture
TpsAOBa aa 6vaatr .~
4 _ [

npezynpeaeHyAa pHCK
XHITOTOHHA, HCEDIOHO it
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Anxoxon, MAO-uHxubuTOpH,
notuckamu LIHC nexkapcrea,
BJIIOYHTENHO HAPKOTHYHU
nexkapcTBa M 6eH30AHa3eTHHH

34aCHIIEHH UEHTpaIHU eQeKTH.

AuTHBHO noTUCKaHe Ha [JTHC
U HHTepdEepeHLHUA C
KOTHHTHBHATa ¥ MOTOPHATA
byHKUMS, KOTATO Ce M3MOI3EA B
KOMOMHALMA C TE3H JIEKAPCTRA

JlexapcTBa, CBBpP3BALLH C€ B
rossaMa cTeneH ¢ OeNnTeUKrTE
(Hanp. BapdapyuH U AUrOKCHH)

DeHUTOUH

JlenoHeKkc Moxke 1a MPHYHHH
MOBHUILIEHHE HA TUTA3MEHHUTE
KOHLIEHTPALIUM HA TE3H
JIeKapcTBa Nopanu
H3IMECTBAHETO UM OT
nnasMeHuTe HenThin

IlpenopsuBa ce NOBHILEHO
BHUMaHHe, KoraTo JlenoHekc
C€ H3MON3Ba CBBMECTHO C

apyru HHC axTuBHM
nexapctsa. [lauueHTHTE

TpadBa na 6bpaar
NpeaynpeacHH 3a Bb3MOXKHHTE
aJHTHBHHK ceaaTHBHM eeKTH H
na 6baar nocbBETBAHM Aa HE
modupaT unu pabotar ¢
MALIHHH

[TlaimesTure TpaOBa ga 6BAAT
HabmonaBaHH 32 Bb3HHKBaHe
HA HEXXENIAHU peakLiMH,
CBBP3aHH C TE3M JIEKApCTBa, H
OO3UTE HA CBBLP3BALIOTO CE C
GenTeLMTE NEKapCTRO Ba ¢
[IPOMEHAT, KO € HEOOXOAUMO

Bxnro4eaneTo Ha GeHHUTOHH

KbM TEpanCBTHYHATA CXEMA C
JlenoHekc MoXxKe na [MpHYHHH
NOHWMKCHHE HA [UTa3MECHHTC
KOHUCHTpPALHH Ha KJI03aIlTHH

JIntuti

___| cunapom (MHC)

"CYP1A2 H;,uyuupamn
neKkapcTa (Hamp. oMenpason)

CeBMecTHaTa ynorpeba Moxe
Aa MOBHILH PUCKA OT Pa3BHTHE
Ha MAJIMTHEH HEBPOJIEIITHYEH

Axo TpabBa aa ce H3nmoniea
(€HHTOMH, NALMEHTHT TPAORA
aa 0nae BHUMATEIHO
[pocneasBaH 3a BAOLLIABAHE
WIH BB300HOBABAHE Ha

HCHXOTHYHHTC CHMITTOMH

Ha ce HaOmoaaBa 3a NpU3HallK
H cuMritoMd Ha MHC

E,HHGBPEMEHHGTO [IPHUITOKCHHE
MOXKEC N1a HaAaMalIu HHUBATa Ha
KJIO3aITHH

Ha ce uMa npeaBus Bb3MOXHO

HaMaJIABaAHC CCIJHEBGHGCTIE Ha
KJ1I03aIluH

: |

—

CYP1A2 wuxubupamy
neKapcTsa, Harmp.
dnyBokcamuH, KadeuH,
LHHNPOPIIOKCALIMH, NTEPa3HH
HITH XOPMOHATHH
koHTpauenTued (CYP1A2,
CYP3A4, CYP2C19)

EaHOBpEMEHHOTO NPHIICKEHHE
MOJK€ Jja MOBMIIH HMBATA Ha
KNO3aMUH

BB3MOXHO € YBeHUYaBaHe Ha
HEXXCTAHHTE PeaKLHU.
IIpenoprusa ce chizlo
BHUMAHHKE NPH NIPEeKpaTABAHE
Ha €[IHOBPEMEHHOTO
npHaarade Ha CYP1 A2 unu
CYP3A4 nuxnbupaun
NEKApPCTBEHH NPOAYKTH,
nopaiau 8E3MOXKHO MOHWKEHHE
Ha HUBATA HA KIO3AIIKH.
EdexktsT Ha CYP2CI19
HHXKOMLIMATA MOXe f1a Obae
MMHHMAJIEH,

4.6 Pepranunrter, 6peMeHROCT H KbpMeHe

bpeMeHHOCT

Hanuue ca orpaHHYeHH KNHHHYHHA AaHHH 3a npwioxeHue Ha Jlenonekc npu GpemMenHu. IIpoyusanus
MpH KMBOTHH He I10KA3BaT TMPEKH WIM HENMpeKH BpelHH e(deKTH Mo OTHOLUeHHe Ha OpeMeHHOCTTa,

eMOpHOHATHOTO/PETATHOTO Pa3BHTHE, PLKIRHETO WIM INOCTHATANHOTO pa3BuTHe (B
Hancksa ce 1oBHLIeHO BHUMAaHUE, KOTATO ce MNpeanHcBa Ha OpeMEeHHM KeHH,

IIpy HOBOpOACHH, KOKMTO ca OWNH M3NMOMEHH HAa ACHCTBHETO HA AHTHIICUXOTUY
JlernoHekc) MO BpeMe HA TPETHA TPUMECTBP OT OpEeMEHHOCTTA, CHILECTBYBA
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NEeKapCTBEHH PEAKLMM, BKIIOYBAINH CKCTPANMPAMHIHH CHMITTOMH W/HWIH CUMITTOMH Ha OTHEMAaHe, KOHTO
MOraT Za BApHPAT MO TEXECT M NPOARDKHTENHOCT cnel paxiaaHero. MMa crobmenus 3a pw3byaa,
XHIIEPTOHUSA, XUIIOTOHHA, TPEMOP, CHHIHBOCT, JAMXATENEH AHUCTPEC WIM HApPYIIEHHE Ha XpaHEHETo.
Cnenoarento, HosopoaeHuTe TpAGsa na 6baat HabmonaBaHK BHUMATETHO.

KbpmeHe
[IpoyuBaHMA MPH KUBOTHH MpPEANONArar, 4e KIO3aNWH Ce €KCKPeTHpa B KbPMaTa U OKA3BA BJIUAHHE

BbPXY KbpMayeTo. 3aTOBa MaiikuTe, noxyyasaiy Jlenodekc, He TpsaGBa Aa KpMAT.

DepTHIHTET
Hanuyuute orpaHMueHH JAHHH OTHOCHO BIIMSAHHMETO HAa KJIO3aNUH BBPXY depTrHnHTeTa IIpU XOpa ca

HeybeauTenHu. [Tpy MBIKKH M JKeHCKH IUTBXOBE KJI03aMHH HE NOBJIKMABA (epTUIMTETA, KOTaTo CE npuiara
10 40 mg/kg, KOETO CLOTBETCTBA HA €KBUBAJIEHTHA 032 IIpU Xopa oT 6,4 mg/kg Wiy npubAH3IUTENHO
eAHa TpeTa OT MAKCHMATHO AOIMYCTHMATA A03a MPH BL3PacTHH XOpa.

JKeHu B nereponHa BL3PACT
B13MOXHO € Bb3BpBLIaHE HA peIOBHATA MEHCTPYALMS B PE3YATAT HA MPEMUHABAHE OT JISYEHHE ¢ APYTH

aHTHUNCHXOTHLIM KbM Jlenonekc. 3aToBa TpabBa aa ce OCUIypAT aCKBATHU MEPKH 33 KOHTPALIETIIIMA NPH
)KEHU B JIeTepO/1HA BB3PACT.

4.7 LEdexkTn BbpxYy cnocofHocTTa 32 mModrpade H paboTa ¢ MAINAHHA
[Topaan criocobHocTTa Ha JlenoHeke Aa MpeAU3BHKBA CelApaHe U J1a MOHIKABA I'bPUYOBHA Npar, TpabBa
na ce uibarear AeHHOCTH kaTo OdHpaHe M paboTa ¢ MAIIMHU, OCODEHO B HAYATHMTE CEAMMLUM OT

JCYCHHUCTO.

4.8 Hexeaand JexapCTBeHH PEAKIHH

O6o6wenue Ha npoduna Ha Ge3onacHocT

B no-ronamara cH 4act, NpOWTLT HA HEXEJAHMTe CHOUTHA HA KII03amMH € MpeACKa3’yeM KaTo Ce
M3XOKJAA OT (PapMaKoJOTHYHHTE MY CBOWCTBA. BakHO M3KMOYEHHE € TEHACHLMATA a NpeAU3BUKBA
arpanynoumTo3a (Bx. Touka 4.4). [lopagu To3u puck ynorpebara My € OrpaHHuY€Ha O Pe3UCTEHTHA KbM
JICHEHHETO IH30(QPEHHUA H NICHX032, BE3HUKBALIH MO BpeMe Ha Gonectra Ha [1apkuHCOH, B ciyyauTe,
KOraro CTaHAapPTHOTO JIeYeHHE € HeycnewHo. JJOKkaTo MOHMTOPHPAHETO HA KPBBTA € CBHIECTBEHA 4acT
OT FPHXKUTE 38 MALMEHTHUTE, JICKYBAHH ¢ KJI03alHH, JeKapAT TpaOBa Aa € 3aM03HAT ¢ APYrH PeAKH, HO
CEePHO3HH HEXENaHH peaKLMy, KOUTO MOTaT aa ObAaT JUarHOCTULMPAHH B PAHHHMTE CTAAMH CaMO upe3
BHMMatenHo HabnoaeHHe M pa3snMTBaHEe Ha NALMEHTa, 3a Aa ce mpenorspard 3aboneBaeMocTTa M
CMBPTHOCT.

Haii-cepuo3nsre HexeNaHH peaklMH NpH KIO3anMH ca arpaHyNoLHTO3a, MbPYOBe, ChpAeHHO-ChAOBH
ehekTH U noBuwWIeHa Temneparypa (Bxk. Touka 4.4). Hail-yecture crpaudHM edexkTn ca
ChHJIIMBOCT/CeAALIMA, 3aMASHOCT, TAXUKAPAHMA, KOHCTHNALHA H XHIIEPCATHBALIKA.

JIaHHHTe OT KJIMHHYHH M3MMTBEHHUA [OKA3BaT, Y€ NPOMEHIMBA 4YaCcT OT MALMEHTHUTE JIEKYBAHH C
knoszanuH (ot 7,1 no 15,6 %), ca npekscHanH y4acTHETO CH B KIMHHYHHUTE M3MMTBAHHA NOpany
HexeNaHo cprbuTHe, KATO Ca BKIIHOYEHH CaMO Te3H, KOWTO JIOTUMHO MOTAT Ja ¢ CBBPXKAT C KJIO3alHH.
[To-uecTute CHOMTHR CMATAHU 33 TPUUMHA 38 TMPEKBECBAHE YYACTHETO B M3MNHUTBAHUATA ca OHiH
JIEBKOMEHHA, CHHIIMBOCT, 3aMagHOCT (M3KMIOUBAAKH BEPTHUIO) H NCHXOTHYHO pa3CTPOHCTBO.
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Kpee ¥ JUMQHA CHCTEMA

PasBuTHETO Ha rPAHYOLMTONECHHUS M arpaHyJOLHTO3a NPEACTARMABA PHUCK, MPHUCHILL 38 NEYEHHETO C
Jlenoxekc. BrnpexkH ue obHKHOBEHO € oOpaTHMa NpH MPEKpaTABAHE Ha IEUYEHHETO, ArpaHy/IOLKTO3aTA
MOJXKE Ja AOBEAE A0 CENCHC U MOXE Aa MMAa JleTaleH M3XoA. Inil Karo e HeobxoauMo HezabaBHO
MpeKpaTABAHE HA JICUCHHETO, 32 [a C€ MNPEAOTBpaTH pa3sBUTHETO HAa KHMBOTO3ACTPAILABAILA
arpaHyiouuTosa, HabmoneHuero Ha ANC e sagpmkuTenHo (BX. Touka 4.4). Tabnuua 5 no-momy
06061asa nporHo3upaHarTa HecToTa Ha arpaHyJ/IOLIMTO3a 32 BCEKH NEpHO Ha jleueHue ¢ JlenoHekc.,

Tabanna S. [Tporso3upana yecToTa Ha arpaHyIoLMTO34a’

YecroTa HA arpanyaoneroda 3a 100 000
“10BEKO-CeAMHIH Ha Habaoxenne?

Hépﬁ;n HA jleYeHHe

Conmmuyn 0-18 32,0 _ _
Ceamuun 19-52 . 2,3 _ .
Ceamuua 53 WK noseye 18 .

' Or Perucrbpa 3a JOMHBOTEH ONMMUT Ha Cyx0aTa 3a MOHHTOPHHT Ha nauwveHTuTe Ha Knosapusn 8 O6eanHeHOTO KpancTso, 3a
nepuona 1989 - 2001.

2 Yonek0-BPEMETO € CyMaTa OT OTACIHH €AMHHLM OT BPEMETO, NPE3 KOMTO NALMEHTHTE BIUIIOYEHH B PErMCTHPA ca GHIM Ha
neqenne ¢ Jlenoxekce, npeay Aa ca UMaTH arpalyronxtosa. Hanpumep, 100 000 woseko-ceamMnus Morat Aa 6baaT nabmonasasu
np¥ | 000 nauneHnt, xouTo ca OuaK B pervctepa 3a 100 ceamuusm (100 * 1 600 = 100 000), nar npn 200 naumeHTH, KOUTO Ca
6unu B perucTspa B npoanKeHUe Ha S00 cenmuum (200 * 500 = 100 000) npean oa ca HMalIH arpaHyJIOLMTO3A.

KyMmynatuBHara udectora Ha arpaHyJouuTo3a B PerMcTepa 3a AMKHBOTEH ONMT Ha cayxbara 3a
MOHHTOPHHI Ha nauMeHture Ha Knosapun 8 O6eaunedoro kpancteo (0 — 11,6 roounyn mexay 1989 u
2001 r.) € 0,78%. Ilo-ronsmata yact or cryqaure (mpubnuzurentHo 70%) ce nossapat ripe3 mbpeuTe 18
CeIMHLIM OT IEUEHHETO,

ﬂapymenm Ha MeTabonusMa u XPaHCHETO

Hapy1ueH rioKo3eH TonepaHe Wy passurue uin o6ocTpsaHe Ha 3axapeH AMaber ca A0KIaABaAHH PAIKO
1o BpeMe Ha Ne4eHHETO ¢ Kio3anuH. B MHOro peaxu ciyuau ce ¢pollilaBa 3a TEXKKA XUMIEPIITHKEMHS,
MOHAKOTa BOACLUA A0 KeTOALMAO3a/XMIIEpOCMONiapHa KOMa, NpPH MalMeHTH feKyBaHu ¢ Leponex Ge3
aHaMHe3a 2a xunepriukeMHa. Hupata Ha rimokoza ce HOPMaJIM3MpaT MPH MOBEYETO MALMEHTH Ciel
NPeKbCBAHE Ha JIEYEHHETO ¢ Leponex ¥ B HAKOM ciiydyau C€ IMOABABA OTHOBO XHMEPTIMKEMHA NpU
MOBTOPHO 3aMOYBAHE HA JICUEHHETO. BbnpekH 4e MOBEHETO MAalMEHTH ¢a KMalH PUCKOBH (akTopH 3a
HEeHHCY/THHO3ABUCHM 3axapeH Avaber, XUINepriukeMUATa € NOKYMCHTHpaHa H IIpH MauueHTH 0e¢)
M3BECTHU PHCKOBH (akTopH (BxkK. TOUKa 4.4).

Hapyiu¢Hus Ha HEPBHATA CHCTEMA
HabnronapaHKWTE MHOIO YECTH HEXKENIAHM peaKUMy BIJIIOYBAT CHLHIMBOCT/CEIUpPaHe H 3aMaiiBaHe.

Leponex moxe na npuyrRH npoMeHu B EED, BkmounTenHo nossata Ha KOMILNEKCH OT NMUKOBE H BBJIHH.
Tol noHwkasa npara Ha NMPUNaTLLMTE NO A030-3aBUCHM HAYUH U MOXE 21a MPEeAU3BUKA MHOKITOHUYHH
I'bPUYOBE WIH FrEHEPATHIHPAHH I'bpUOBE. Te3u CHMIITOMH ¢a NO-BEPOATHH NPH No-0bp30 YBETHYABAHE HA
A03aTa U NpH NALMEHTH C NIpPeAIeCTRalla enuiencHs. B TakKBa cnyuan no3arta Tpadsa aa ce HAMaly M,
aKo € HeoOXoAHMMO, Aa 3ano4YyHe &HTHKOHBYJICHBHO JieucHHe. KapbamazenuH tpaOea ga ce m30sarsa
nopaaH Bh3MOXKHOCTTa My [Ia NOTHCKA QYHKUHATA Ha KOCTHHA MO3BK, & PH APYTH aHTHKOHBYJ/ICAHTH
TpabBa na ce vMa MpefByz BB3IMOXKHOCTTA 3a (apMaKOKUHETHYHO B3auMogelcTBue. B peaku cnyuau

[TAIlMEHTHUTE, JICKYBAHH C LCPOIICK, MOTraT Aa nomay4art ACJIMpHYM.

MHoro paaxo ce cboblliaBa 3a TApAMBHA AUCKMHE3HA MPH NalHeHTH Ha JICNOHEKC, KOHTO ca NeKyBaHU
C ApYr#l AaHTHIICUXOTHYHH JiekapcTBa. [laliMeHTUTE, NIPH KOHUTO C€ € pa3BHBA/la TAPAMBH
APYrH aHTHIICUXOTHLH, ca ce noaobpuny npu neyeHue c Jlenoxeke.,

CepaedHd HAPYHIEHUA
Moxke 18 BB3HMKHE TAXMKAPAMA M OPTOCTATHYHA XUIMIOTOHHA ChC MM 6€3 CHHKOII, O

ceAMHULM HA NeyeHueTo. YecTorara M TeXecTra Ha XHIIOTOHHUATA C€ MOBJIMABAT!
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roneMHHaTa Ha THTpHpaHe Ha aosata. Ilpu nedexuero ¢ Jlemonekc ce cpobllaBa 3a LMPKYyNaTopeH
KOJAnc B pe3y/TaT Ha CHIHO M3pa3eHa XWIIOTOHMA, Hal-Beue CBLp3aHa ¢ arpecMBHO THTPHpaHE, ¢
BB3MOXHH CEPUO3HH NOCNEACTBHA OT ChpAceueH HiH 6enoapoben apecr.

[Ipy manpk Opoil naumeHT™H nexyBanH c JlemoHekc ce npoasasar EKIT nmpoMeHd, nomoOHu Ha
HabJiloaaBaHUTE NMPH APYTH AHTHMIICHXOTHLIM, BKJIIOMHTENHO Aenpecus Ha S-T cerMeHTa H HaManaBaHe
WK obpbliaHe Ha T BLIHH, KOMTO C€ HOPMAIM3UPAT Clle[ MPEYyCTAaHOBABAHE Ha JIeYeHHETO ¢ JlenoHekc.
KIMHUYHOTO 3HA4YeHME HA Te3U MpOMEHM € HeAcHO. Te3w aHomanuu obaue ca HaOnoaaBaHM NpH
NAaUHEHTH C MHOKAPIHUT, nopaau koero Tpabra 1a ce uMa NpearMa.

Cro0uieHH ca H30HPaHU ClTy4aH HA CHPACYHHU APUTMHH, NEPHUKAPAUT/NEPHKAPACH H3JTHB H MHOKAP/IHT,
HAKOM OT KOKTO ca 6unu daranHm. IloBeueTo oT ciydanTe Ha MHOKAPIMT ¢a HACTHITHIIN MPe3 ITbPBHUTE 2
Mecella OT Ha4aloTo Ha euenueTo ¢ JlenoHeke. KapanomuonaTiua 0OMKHOBEHO ce MPOABABa M0-KBCHO
B XO/Ia H& JIEYEHHETO,

EoluHopunua e AokianBaHa CbBMECTHO C HAKOM Ciiydanm Ha MMOKapauT (npubnusurenHo 14%) u
NepUKApANT/NIEPHKAPACH HANIKB; He € U3BEeCTHO obaue, JanKn eo3HHODWIHATE € HAAEXKIEH NPeACKAa3Balll
akTOp Ha KAPAMT.

[Ipy3kauuTe H CHMITTOMHATE HA MMOKAPHT HIIH KApAHOMHOMATHA BKITIOYBAT NEPCUCTHPALIIA TAXHKAPIUS
B MOKOH, NAIMUTALKH, APHTMHUH, rppaHa OoJKa W APYrH MPHU3HALM H CHMIITOMH Ha ChpIevHa
HEOCTATHYHOCT (Hamnp. HeoDACHMMAa yMOpa, AMCIHEA, TAXUNHES) WIH CHUMITOMH, KOHTO HMHTHPAT
MHOKapAaeH uHpapkT. JIpyrure CHMITOMM, KOUTO MOraT [a ¢a HallMMHH B JAOMBIHEHHE KbM TOPHOTO,
BKJIKOYBAT IPUIIOMOA0OHH CHMITTOMMU.

BHe3anHu, HeOOACHUMM CMBPTHM Cioyvad ca HabGmoaaBaHH TNpPH MCHXUATPUMHHM MALIMEHTH, KOHTO
MONyYaBAT KOHBEHLMOHAJIHH AaHTHUIICMXOTHYHM JIeKapCTBa, HO CBLIO Taka W MpPH HEJEKYBaHH
ICUXHATPHYHH TMALMEHTH. TakuBa CMBPTHU CAydad ca ROKNAABAHW MHOMO PAAKO IIPH DNAlMEHTH,
nonyuapauy JlenoHekc.

CBAOBH HAPYIICHMSA
CroOi1aBaHu ca peiiku ¢iTyqad Ha TpomMboeMO0IHIBM.

TEJIHATA CUCTEMA
[ToTHCcKaHe Ha AWLIAHETO HAH CNUpaHE HACTHNBA MHOTO PAJKO, ChC HITH §e3 LIHPKYNIAaTOpeHR Konarnc (Bx.
TO4uKH 4.4 n 4.5),

CTomalHo-4peBHA CUCTEMA
3anex ¥ XMAEepPCANMBALIMA ca HAOMIOAaBAHM MHOTO YeCTO, a rafieHe U NMOBphLIaHe - uecTo. MHoro paako

MOKXE Ja ce noaBd Hneyc (Bx. Touxa 4.4). Panko neueHHeTo ¢ JlenoHeke Moxke aa 6bae cBbp3aHO ¢
aucdarus. AcrMHpauys Ha MOrbIHATA XpaHA MOXKE Aa HACTBIH IIPH NAUHEHTH ¢ Aucdards MIu
BCIEACTBHE HA OCTPO Npeao3HpaHe.

XenatoSunuapHH HapyIleHHS
[IpexoaHo, 6€3CHMITTOMHO MOBHILIABAHE Ha YEPHOAPOOHUTE €H3UMH M PAAKO XEMATHT H XOJIECTATHYHA

KBATEHHLA MOXeE Aa ce noaBaAT. MHoro paako ce crobmasa 3a QyIMHHAHTHA YepHOAPOOHA HEKpO3a.
AKO ce pa3BHe XKBATEHHLIA, JeueHHeTO ¢ JlenoHeke TpaOsa Aa ce npeycTaHoBH (BXK. ToUKa 4.4). B peaku
cJyuaM € 10KNaABaH OCThp NaHKpeaTHT.

HapviteHus Ha 6p0peLuTe .
Hma crobuieHua 38 M30IMPaHH C1y4ad Ha OCThP MHTEPCTHLIMANICH HE(PHT BBB Bp Q
JlermoHekc. /

HQE!UIEHHH Ha Bb3NPDOH3IBOAHTCTHATA CHCTEMA U I'bPAATA
MHoro PECAKH croblueHus 3a [IPHAITH3EM Ca NOJIYHaBaHH.
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Q011 HapYLIEHUA

CrobmaBand ca cjyyau Ha HesponenTHueH ManurHeH cuHapom (HMC) npu naumenTH, nexyBaHH ¢
Leponex caMOCTOSTENHO HAH B KOMOHHaLMA ¢ uTHiA Wiy apyry LIHC-akTMBHH JIEKapCTBEHH NPOAYKTH.
JoknanpaHH ca OCTPH peakuuy Ha oTHeMaHe (BX. Touka 4.4).

TabauueH cCOUCHK HA HEXENAHUTE PEAKLIMM;

Tabnuuata no-moay (Tabmuua 6) oGobiiapa HexkeNaHHTE pEaKLHH, HATPYMAaHH OT MAOKJAAHTE,
HaNnpaBeHH CMOHTAHHO H MO BpeMe HA KIIKHHYMHH IPOYYBaHKA,

Tabauna 6. YectoTata Ha BEIHHKBAHE Ha HEXeNlaHA JIGKAPCTBEHA PEaKLIMA, OLICHEHA OT CIIOHTAHHM
CHOOLUEHUS Y KTHHHYHU U3NTUTBAHHUS

Hexxenanure nexapcTBeHH peakLMM ca NMOAPEACHHM CIOpEA YeCTOTaTa, KaTo € H3IO3BaHa CleAHAaTa
xknacudukauma: MHoro yectd (=1/10), uectn (21/100, <1/10), weuectu (=1/1 000, <1/100), peaxu
(=1/10 000, <1/1 000), maoro peaxu (<1/10 000), c Hen3BecTHA 4ecTOTA (OT HATHYHHTE JAHHH HE MOXE
aa 6bvae HanpaseHa ouenka). [Ipu Bcaxo rpynMpaHe B 3aBUCUMOCT OT 4€CTOTATA, HeXeJaHUTE PeaKiiuM
ca M36pOeHH B HH3XOAALI Pl MO OTHOILEHUE HA TAXHATA CePHO3HOCT.

.
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Hudexnnn n pndecTanun

' C HeH3BECTHA 4eCTOTa ‘ Cencuc*

HapynieH:Es HA KPLBTA H MHMQHATA CHCTEMA

YecTH Jlesxonenus/noxHroxeH 6poit nepxoNUTH/HEYTPONEHHH,
. €03MHOPUIHA, NEBKOLITO3A
HeuecTu ArpaHyolKTO34
Penku AHeMMUA
MHOro peaku TpombouToneHus, TpoMboLTeMHUs L
Hapymensg Ha HMYHHATAR CACTEMA
C HeM3BeCTHA 4eCTOTA: - AHTHOeieMa™¥, NNIeBKOLIMTOKIACTHYEH BaCKyAHT*, JlekapcTBeHa

peakums ¢ €03MHOPWIHA H cHCcTeMHH cuMnromu (DRESS)*

. e e e e -q

Hapymenns na ¢eHAOKPHHHATA CHCTEMa
- 1 C Hen3pecTHa uecTOTa: ‘ [IceraodeoxpomMoLirToM™
Hapymenns Ha MeTafo1H3Ma B XpaHeHETO

YecTu: - Hanmnaeane Ha Terno

Peaku: 3axapeH auaber, HapylleH IIIOKO3¢H TONepaHe, 3aTbCTABaHe ™

MHOro peaKHu: XMMepocMonapHa KoMa, KETOaUHAO3a, TEXKKA XHIEPrIuKeMus,
XMOEPTPUITIRLIEPHAEMHA, XHIIEPXOJIECTEPOIIEMHR

Ncuxuuns HApYUEHHS

Hectu: - AuzapTpus
HeuecTu: Huchemus
L] Penknu: L CrcTodgHue Ha Bb3Oyna, Hecnoxoﬁcmt.l o
HapymenHs HA HEPBHATA CHCTEeMA
MHoOro 4ecTH: CeHIHBOCT/CeAupake, 3aMasHOCT
Yectu:  [Tpunanbuy/repHORE/MHOKIOHYCH, eKCTpanmHpaMHAHH __
CHMITTOMH, AKATH3HA, TPEMOP, PHTHIHOCT, rnuc}ﬁﬁff@mu? nc, :
Heuecrn: ManursieH HeBpoJeNnTHYEH CHHAPOM
Penku: Ob6BpkaHocT, BeaUp
Muoro peaxu: TapauBHa BHCKUHE3UA, OOCECHBHO-KOMITYJIC
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C HeH3BECTHA YECTOTA! XOJIHHEPTrUYEH CHHAPOM (CNnel BHE3AIMHO NMPEKbCBaHe Ha
Tepanuara)*, EEI' npoMeHu®, rierpororoHyc*, cuHapom Ha
HecrokoHHHTE Kpaka™

S e i S

Hapylnen HE HA OYHTC

Yecrtu: 3amMbriieHO BHKAAHE
ChpaedHy HApYIIEHHA

MHoOro yecry. Taxuxapaus

Yecru: EKI" npomenu

Peaxu: - LlMpKynaTopeH KoJarc, apuTMHH, MBOKAPIHT,
NepUKaApANT/IepHKapAeH H3HB

MHoro peaxu: KapanoMmuonarus, CbpAe4€H apecT

C HeM3BECTHA YECTOTA: MuokapaeH undapxr***, Muoxkapaut***, rpeana
Oonka/aHrMHa neKropuc®, npeaAcChpIHO MBXKACHE™®,
NnaanuTaukn®, He10CTaThYHOCT Ha MHTPATHA KJana acoudMpaHa

| ¢ KApAHOMHOMNATHSA, KOATO € CBBP3aHa C Ko3anuH™

CraoBn ﬂ;pymenun

Yectn: CHHKOMN, NOCTYpalHA XHINIOTOHHUA, XHIIEPTOHHS
Penxu: Tpomboembonnasm
C HeH3BeCTHA YeCToTa: XHUNOTOHHA*, BeHO3eH TpoMbeMOOH3bM
PecnEpaTOpHR, FPbAHA H MEAHACTHHAJIHH HADYINCHHS
Penxu: AcrnHpalya Ha NPUEeTaTa XpaHa, MHEBMOHUA M HHEKUMA Ha

AOJIHUTE AUXATENIHU ITHTHINA, KOMTO MOraT a 6naart ¢aranuu,
CHUHIPOM Ha CbHHa arnHen™*

MHOro peakH: [Toruckane/cnupaHe Ha AHILAHETO
C HeH3BECTHA YECTOTA: IIneBpanex U3NHB*, Ha3aTHA KOHreCcTHA*
CToMAINHO-YPEeBHH HAPYIIEHHSA

MHoOro 4ecTH: 3anex, XunepcaiuBaLu

Yectu: ["apeHe, MOBPERILIAHE, CYXO0Ta B yCTaTa

Penxu: Hucdarus

MHOro peaxs: UpenHa ofcTpyxuus/napanuruuet wieyc/¢pexanHa obeTpykuns,
yrojeMsaBaHe Ha NApOTHAHATA KJIe3a

C HeM3BECTHA YECTOTA; MerakosioH™**, upeseH HHPAPKT/HCXeMHA ™ **, dpeBHa
Hekpo3a™*¥*, upesHa yiuepauusa™** u upesHa nephopauua™ **,
adapua®, kopeMeH aHckoMopT/kncenvHi/ aucnencua®, konur*

|

XenaToOHIHAPHHA HADYIICHHS

Yectu: ITopuienn yepHOoApOOHH EHIUMH

Peaku: IlaHkpeaTHT, XSNAaTHT, XONeCTaTHYHA XXBITCHHLIA
MHoro peaku: OynIMHUHAHTHA YepHOApoOHA HEXpO3a

C HeM3BECTHA YECTOTa: UepnonpobHa crearoza®, yepHoapoOHa Hekpo3a®,

" XEMaTOTOKCHYHOCT™, yepHOaApoOHa pubpo3a*, uepHogpobHa
LIHPO3a, YepHOAPOOHH HAPYILICHUSA, BKIKOYHTE/IHO TAKUBA
YepHOAPOOHH CHOHUTUA, KOUTO BOJAT N0 KMBOTO3ACTPALLABALIN
NOCNEACTBHA KaTO YepHOApoOHO yBpexaaHe (depHoapodHO,

XO/IECTATHYHO H CMECEHO), YepHOAPOOHA HEAOCTATHHHOCT, ., <,
KOATO MOXe aa Obae aranHa U yepHOAPOOHA ie!

. > _
HapylieHHS HA KOKATA H HOAKOXXHATA TbKAH %

] Muoro peaxn: J KoxHu peakuuu
Hapymenrs Ha MYCKYJIHO-CKEJIETHATA CHCTEMA H CheJHAATE/THATA THKAH

. -~ L - .
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C HEeM3BECTHA YECTOTA: - Pabpomuonuza®*, MyckynHa cnaboct®, MyckysiHu cnasMu*,
MycKy/nHa Oonka®*, CHCTeMeH JIyIyC epUTEMATO3yC*

Hapymenus na 660pennre u NHKOYHHTE MHTHIA

Yecru: Perexisa Ha ypHHA, HHKOHTHHEHLIMA Ha ypHHA

MHoro peaku: TybynouHrepcTuLmaneH Hepur

C HeH3BECTHA YecToTa: _brOpeuHa HeaocTaTbYHOCT™, HOLUHO HANMKABaHE™
CheTosinug, CBLp3aHu ¢ OpemennocTTa, pONOBHES H HOCAEPOAOBHA NEPHON -

C HeM3BECTHA MeCTOTA: CHHIpPOM Ha OTHEMAHE Ha JIEKAPCTBOTO NPH HOBOPOACHH (BXK.

N - TOuKa 4.6) _ o

HapymeHus Ha Bb3NPOH3BOAUTENHATA CHCTEMA H I'bPAATA

MHoro peaku: - [IpranussmM

C HeW3BECTHA YeCTOTa: PerporpaaHa eskynatims*
O6mu napymenns 4 epeKTH HA MACTOTO HE NPHJIOKEHHE o

HecTH HobpokauecTBeHa XUnepTepMus, HAPYLICHO

[OTOOTAENAHE/peryaalus Ha TeMNEpaTyparTa, NOBHilEeHa
- TeMNeparypa, yMopa,

| MHoro pesxy BxesanHa HeoOACHHMa CMBPT
I C HeW3BECTHA YECTOTA: [Tomuceposur™
Hacieasanus
| ‘ Peaxu l [Mosuirena CPK
HapansapaHug, OTPABAHAY H YCJI0KHEHHS, BPh3IHHKHAH B PE3Y/ITAT HA HHTEPBEeHIHH
HeuecTy: [Tapanng (CBbpP3aHH ¢ NPEIU3BUKAHH OT KJIO3AMHH MPHCTHIH,
CBHHIMBOCT, MOCTYPATHA XHINIOTOHHSA, ABUTaTe/Ha ¥ CEH30pHA
HecTabunHocT)™*

* Hexenauure JIEKAPCTBEHH peaxuuu MOMYYEHH OT NOCTMAPKETHHIOBUSA ONMT upe3 CMOHTAHHH
cbhOOLIEHHA HA CTY4aH M JIMTEPATYPHH CITY4aH.
** Tesu HexxenaHH IEKapCTBEHH peaKiMy MOHAKOra ca ounu daraHu.

HabmionapaHu ca MHOTO peIkH ClTy4ad Ha BCHTPHKYNapHa TaXukapaua H ynwpkasaHe Ha QT uxrepBana,
KOMTO MOxe na Owsaat cebp3anm ¢ Torsades De Pointes, BBIIpEKH 4€ JIMNCBAT YOeAUTE/IHY AAHHH 34
MPUYUHHO-CNIEACTBEHA BPE3Ka ¢ ynoTpebara Ha TO3H JIEKApCTBEH NPOAYKT.

CrobiiaBaHe Ha MOAO3NPAHH HEXKENIAHN PeaKLHH
CrobiasaHeTo Ha NOAO3UPAHH HEXEJIAHH PeaKLMK CJIeA paspeuiaBaHe 3a ynorpeda Ha TeKapCTBEHHA

NPOAYKT € BakHO. ToBa MO3BONABA A3 NPOABMIKH HaOMIONEHHETO HA CHOTHOLUCHHETO MON3a/PHCK 32
nexkapcTBeHHA npoaykT. OT MeIMLIMHCKHTE CTIEUHANMCTH C€ H3UCKBA Aa ChoOILABaT BCAKA MOJ03MpaHa

He)XeNnaHa peakilMs upe3 HalMoHAIHA CHCTeMa 3a cholinanaHe: H3mbiHuTeHa areHLMA 10 JIEeKAPCTBaTA
yn. ,,Jdamsan I'pyes” Ne 8, 1303 Codmnn; Ten.: +359 2 8903417, yebcaitr: www.bda.bg

4.9 Ilpeno3upane

B cnywyadTe Ha OCTPO MpeAHaAMEpEeHO WM ClAy4daiHO npeno3dpaHe Ha Jlenonekc, 3a KOHTO HMa
HH(pOpMALIMA 32 H3X0A8, CMEPTHOCTTA KbM MOMEHTa € 0kono 12%. Ioeeyero ot QaranHuTe cnyyan ca
CBBbP3aHH CbC ChpACUHA HEAOCTAThYHOCT MM NMTHEBMOHUA MOPAJKM acnupalius ¥ ¢e pa3sBHBAT NMPH JO3H
Haa 2 000 mg. Mma crobLueHKa 3a malHeHTH, KOUTO Ce Bb3CTAHOBABAT OT npeao3upaHe ¢ Hag 10 000 mg.
[Tpr Manbx 6p0ﬁ BB3PACTHH HHOMBHAM obate, 0co0eHO Te3H, KOUTO MPeAd TOBRA HE ¢

KOATO HE € NICTAJTHA.
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Ipu3Haum W CHMOTOMH
CobHnMBOCT, neraprud, apednexcHi, koma, OOBPKAHOCT, XaNIOUMHALMM, DKUTHPAHOCT, AEIHD,

eKCTpanMpaMHAHK CHMIITOMH, Xuneppediekcud, TbpuOBe; XMNEPCATHBALIMA, MHAPHA3a, 3aMBITIEHO
BHXKJaHe, TepMONabHIHOCT, XMNOTOHHA, Kojlanc, TaxvKapAus, CHPACYHH apHTMHM, aCMUpalHOHHA
NHEBMOHHKSA, AUCTIHEA, TIOTHCKAHE Ha AUIIAHETO WIH JUXATEIHA HENOCTAThYHOCT

JleueHue
HaMa cneunduyHr aHTHAOTH 3a JIenoHeke.

CroMmalllHa NPOMHBKA H/WIK NPHIOKEHUE HA aKTHBEH BBIJIEH B MBPBHUTE 6 yaca ciie/] NOrMbUIAHETO Ha
NeKapcTBOTO. Manko € BepoATHO MEPHTOHCAHA AMANIH3Aa M XEMOAHAH3a Aa C& OKAXKAT e(DEeKTHBHH.
CUMITOMATHYHO JIeUEHHE MO HENPEKLCHAT ChPAEYE€H MOHHTOPHHT, CICACHE Ha NHIAHETO, KOHTPO Ha
€JIEKTPONTMTHTE K KHCEJIHHHO-AJIKATHOTO paBHoBecue. TpsabBa na ce uzbarea ynorpedara Ha afpeHaNUH
MpH JIeYSHHETO HA XHMOTOHKATA NOPAAH BB3MOXKHOCTTa 32 “o0paTeH aApeHANMHOB” e(eKT.

Heobxonumo e HenpekbCHATO MEAMLUHHCKO HabmoaeHHe B MpPOAWDKEHHE HA MOHE 5 AHM mopaau
BB3MOMKHOCTTA 34 3a0aBEHH peaKLHy.

5. ®APMAKOJOTHYHH CBOMCTBA
5.1 ®apmakoanHAMHYHH cBoiicTBA

PapmakoTepaneBTHYHA rpyna: AHTHNCHXOTULM; J{HasenmHH, okcasenuHM H THasenuHH, ATC kon:
NO5SA HO2.

MexaHu3bM HE NeHCTBHE
3a JlenoHekec KaTO AHTHUNCHMXOTHMHO CPEACTBO € AOKA3aHO, Y€ Ce pa3jiH4aBa OT KIAaCHUECKHTe

aHTUNCHXOTHLM. [Ipn PapMakomoruyHi excnepHMEHTH BELIECTBOTO He NPEAH3BUKBA KATAICNCHA WIH
HHXxHOHpaHe HA UHAYUHPAHOTO OT anoMOp(HH U aMPEeTaAMUH CTEPEOTUITHO noBegeHue. To uMa caMo
caabo 6nokupallo aelcTBHE HA JoNaMHHOBHTE peuernropH Dy, D2, D3 n Ds, Ho noka3sa BHUCOK aMHHTET
kbM D4 peuienTopa.

QapMakoIHHAMHYHH eDeKTH

JlenoHekC HMa MOINHH aHTH-anga-aaApeHEprudHH, AaHTUXOIMHEPrMYHH, AHTUXHCTAMMHOBH M
MHXHOMpaiuu Bp30yHaTa peakuns edekTH. [fokazaHo e, 1e Toit npuTexapa ¥ AHTUCEPOTOHHHEPrHMHH
cBOHCTBA.

KnunvyHa edukacHocT ¥ 6e3onacHoCT

B xnvHWYHM ycnosHua Jlenorekc npeanssukea Obp30 ¥ 3HAYMMO CEAMPAHE H OKA3Ba& AHTHIICHXOTHYHH
edeTH npy wH3cPpenHo OONHH ¢ PE3IUCTEHTHOCT KM APYTO JIEKAPCTBEHO NeueHne. B Takusa cnyyad
e 10Ka3aHo, He JlenoHekc e edpexTuBeH Mpu obneKuaBaHe KAKTO Ha MO3HTHBHHUTE, TAKA H HA HETATHBHHTE
LIU3OPOPEHHH CUMITTOMH, OCHOBHO B KPATKOCPOYHM MU3NHUTBAHHA. B OTBOPEHO KNMHHYHO H3NHKTBAHE,
npoBeAcHO NMpH 319 pe3sHCTEeHTHH MAlHEHTH, JIEKYBaHH B MpOAB/DKEHHE Ha 12 Mecela, ¢ HabmoasaHo
KJIWHUYHO 3HAYUMO nogodpeHue npH 37% oT mauMeHTHTE B paMKHTE Ha IThPBATa CEAMMLIA OT JTEYSHHETO
H NnpH pombaHuTenHu 44% npo kpas Ha 12 meceua. [TopobpeHuero ce ompenensa karo oxono 20%
TIOHWKEHUE CIIPAMO U3XOAHOTO HUBO B Brief Psychiatric Rating Scale Score. B porrbiHeHHe, € OMUCAHO
nogobpeHye B HAKOH acMeKTH Ha KOrHHTHBHATa AMCHYHKLIHA.

B cpaBHeHME ¢ KNACHUYECKHTC AHTHINCHMXOTHLM, JlemoHekc npeau3BHKBa NO-MAJIKQ_ rOJ/IEMH
eKcTpanHpaMuIHH peakLMM KaTo OCTpa AMCTOHHH, HAMOAOOABAIUM Ha NMAPKMHCOH
aKaTH3U4. 3a padiMKa OT KIaCHYSCKUTE AHTHINCHXOTHIY, JIeMmoHeke BOAH IO N
NOBHIIICHKE HA NMPOMAKTUHA, KATO MO TO3H Ha4HH ¢e U30ArBaT HEXEIaHH peaKLiy
aMeHOpes, ranakTopes 1 MMIIOTEHTHOCT.
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[ToreHuHaNnHO CEpPHO3ZHU HEXKENaHU peaklHu, INpPUYHHEHH OT JedeHuero ¢ JlenoHeke, ca
IPaHYIIOLIMTONEHUATE M arpaHyJOLIMTO3aTa, KOHTO C€ NPOABABAT O4aKBaHa dectoTra 3% H 0,7%,
cboTBeTHO. [IpeaBua To3u puck, ynorpebara Ha JlenoHeke Tpabpa na ce orpaHudH A0 NAaLMEHTH, KOHUTO
ca pPe3MCTEHTHH Ha JIeYeHWe WIM MAaUMeHTH C Ncuxo3a npH Oonectra Ha [lapkuHcoH, xoraTo ApyrH
CTPAaTErHy Ha NE4YEeHHE He ca ycrenH (BXK. ToYka 4.1) U NPpH KOHTO MOraT Jia ceé HW3BBPIIBAT PEAOBHM
XEMaTONOIMYHH H3cneaBaHHA (BX. Touku 4.4 u 4.8).

5.2 DapMakoKHHETHYHH cBOlicTBA

AbcopOuus
Abcopbunara Ha nepopanHo npuwiokeHus Jlenoneke e 90 no 95%; HUTO CKOpPOCTTA, HUTO CTEMEHTA Ha

abcopbLusTa ce BIHAE OT XpaHarTa.

JIenoHekc € noAN0KEeH Ha yMepeHO MeTaboIu3bBM NpH ITHPBO NpeMHHABaHE, KOeTO BOAM A0 abcomnmoTHa
6uonanuuHocT ot 50 go 60%.

PasnpeneneHue
[Ipv paBHOBECHH YCTOBHA, aKO C€ JaBa ABa ITH Ha JI€H, MTHKOBHTE HUBA B KPbBTA C€ OTKPHBAT CPEHO
cnen 2,1 uaca {obxsar: 0,4 no 4,2 yaca), a o6eMbT Ha pasnpenenenue ¢ 1,6 I’kg. Jlenonekc ce cBrp3Ba B

npubnuznTento 95% c ruiasMeHnTe GeNTHUM.

buoTpaHcho MeTaboNnu3IBM

JlenoHexc ce meTa®onM3Mpa NOYTH HAITBLJAHO npea aa ce ekckperupa oT CYP1A2 u CYP3A4, u 1o
meecTHa creneH oT CYP2C19 u CYP2D6. Ot rnaBHuTe MeTaboJuTH eAUHCTBEHO 33 JUMETHIOBOTO
NPOH3BOAHO € [J0KAa3aHO, Ye € aKTHBHO. DapMaKo/JOFrHYHHTE MY IOEHCTBHA HArogo0ABaT T€3H Ha
KJIO3AMHKH, HO €& 3HAYHMTEJIHO M0-CJ1a0H M KpaTKH NO NPOABIKUTEIHOCT.

Ennmuurpane
EnuMuHupaneTo My € ABY(a3oBo, CBC CpeieH TEPMHHANECH MOAYXXHBOT OT 12 yaca (oOxBat: 6 no 26

yaca). Cnea eITMHHYHH J03M OT 75 mg, cCpeAHUAT TEPMHHAJNIEH NOMY>KHBOT € 7,9 yaca; Toi ce nopyiuasa
oo 14,2 yaca, KOraro ce JOCTHraT YC/IOBHS HA pABHOBECHO ChCTOAHME upe3 IpuflaraHe Ha JHCBHHU OO3H
OT 75 mg B NpOABKEHHE Ha Hall-MalIKO 7 JHHU.

OTKpUBAT Ce ¢aMO CJIEAH OT HENMPOMEHEHOTO NIEKAPCTBO B YPHHATA U deneca, KaTo npubnuautenHo 50%
OT NpUIIOKEHAaTa 1032 ce ekckpeTHpa nop ¢popmara Ha Metabonuth B ypHHaTa ¥ 30% BBB deueca.

JAuHeHocT/HeNUHERHOCT
[TopriuagaHero Ha AO3MpOBKMTE OoT 37,5 mg a0 75 mg W 150 mg, nasaHv nBa ITbTHM OHEBHO, NMpH

PaBHOBECHO CHCTOSHHE € YCTAHOBEHO, Y€ BOIAT A0 IMHeHHH, NPONOPLMOHATHH HA A03aTA NOBULUICHHUS
Ha IUIOLUTa MOJ KpHBaTa Ha IJIa3MEHUTEe KOHUEHTpauud BbB BpeMero (AUC) M Ha NUKOBHTE H
MHHUMAJIHUTE T1a3MeHN KOHLIERTPALIMH.

5.3 HpeakNHHHYHH JAHHH 3A Gesomacuoct

[IpenxknHHHYHYTE AaHHH He TNOKa3BaT ocobeH pHUCK 33 Xopata Ha 0a3a Ha KOHBEHLIMOHANHH
dbapMakoNOrHYHH MpoyuBaHUA 38 O0€30MacHOCT, TOKCHYHOCT NPH MHOTOKPATHO NPHIIOKEHHE,
I€HOTOKCHYMHOCT, KAPUMHOrEHEH MOTEeHLHAA, (OTHOCHO PENPOAYKTHBHATA TOKCHYHOCT, BX. TOuKa 4.6
DeprniureT, 6pEMEHHOCT U KBPMEHE).

6. GOAPMAIEBTHYHM JAHHHA

6.1 Cnouchk HA DIOMOIIHHTE BellleCTBA

JIaKkTo3a MOHOXHAPAT
[{apeBHYHO HULLIECTE
[Tosuaon K30

24




CunsuMen THOKCHA, KonouneH 6e3Bo/ieH
MarHe3ueB creapar
Tank.

0.2 HecnrBMECTEMOCTH

Henpunoxumo.

6.3 Cpox naroanocr

3 rOZIUHH

6.4 ChnenuajJHH YCJIOBHA Ha ChXpaHeHHe

To3un nekapcTBeH NPOIYKT HE U3IMCKBA CMIELIMAIHM YCAOBHUA HA ChXPaHEHHE.
6.5 BHa ¥ chABpXKAHHE HA ONAKOBKATA

Tabnetku ot 25 mg u 100 mg.

Onakoeku ¢ 6aucrepu or PVC/PVDC/Aluminium wm PVC/PE/PVDC/Aluminium, chaspxkamy S50
TabNEeTKH,

He scuuku BHAOBE ONAKOBKH MOrar aa OpAaT mycHaTH B npogaxoa.
6.6 Cneunanans npeAnas’HH MEPKH HPH H3XBBLPJAHE

Hama cneumansy U3HCKBaAHHA

7. IIPATEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA
Maiinasn EQOJ

Odmuc crpana ,,Cepanka Oducu™

byn. CutHakoBo Ne 48, er. 7

1505 Copua

bearapus

8. HOMEP(A) HA PAJPEILIEHHETO 3A YIIOTPEBA

JlenoHekc 25 mg tabnerku: 20010676
Jlenonexke 100 mg Tabnerku; 20010677

9. HATA HA IIBPBO PA3PEIIABAHEMIOAHOBSBAHE HA PA3PEHNIEHHETO 3A
YHNOTPEBA

JlaTa Ha mbpeO paspelnaBaHe: 21 Mapt 1975 1.
JlaTa Ha nocnenHo noaHoeaBaHe: 11 aBryer 2016 r.

10. JATA HA AKTYAJIMIAPAHE BA TEKCTA

11/2025
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