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Knozanun MoXke Ja NPpHYHEHEH arpanyjonnto3a. Herosara ynorpeba vpsabsa ce orpann4a o
NMANHEHNTH:

¢ ¢ mu3oPppenun, KOUTO He OTrOBAPAT HWIH HE INOHACHAT JIEYEHHETO ¢ AHTHINCHXOTHYHH
JEKAPCTBA, MJIH ¢a ¢ MCcHX03a mpu Oojiect wa IlapKHHCOH, KOraro BCHYUKH ApYrH
CTpATErnH cA GHAR Heycnemnan (BxK. Touka 4.1);

. KOHTO IbPBOHAYAIHO HMAT HopMajeH Opoll JjeBkounTH (NeBKOoMHTH 23500 mm?
(3,5x10°/1) n ABH >2000 mm?® (2,0x10°/1) u

. NpH KOHTO PeAOBHO MoOXe Aa ce ompeneast ofumust Gpoi aeskonutd (WBC) n
aGcomoThun Gpoii HeyTpoduau (ABH) kakTo cieasa: Beaka ceiMHNA npe3 nbpeuTe 18
CeAMMIH OT JIeY€HHETO H NMOHE BeAHEXK HA BCeKH 4 CEAMHNH CJI€A TOBA N0 BpeM¢e HA
TepanuaTa. MoHATOpHpaHeTo Tps®BA 1A DPOALJIKH [0 BpeMe Ha Je4deHHeTo H 4
CeMHEIH C/ieJ MLJTHOTO DpeKparseane Ha npuema Ha Kcenonanau (Bxk. Touxa 4.4).

JlekapuTe, npeanHcCBaUWIH IPOAYKTA, TpabOBa Aa c/1eABAT HANBJIHO H3HCKBAHHTE MEPKH 3a
GesonacHocr, IIpE BesKka KOHCY/ITalHs HA NANHAEHTA, TPETHPAR € KJ03anum TpadBa aa ce
HAIIOMHS JA ce CBhLPXe He3a(aBHO ¢ JeKYBANHA JEKAP, aK0 3aM0YHe PA3BHTHE HA HIKAKBA
nHPexunss. OcobcHo BHAMAHHe TPaGBa Aa ce oO6pbHIa HA rPUEONONO0OHH ONIAKBAHHA KATO
NOBHIIEHA TCMIEPATYPA HJIH BL3UAJCHO I'bPJI0 H APYTH Oefie3n HA ARQEKIHNA, KOATO MOXKe A2
€ MOKA3ATE/NIHA 32 HeyTponeHun (Bx, Touka 4.4),

Kcenonanan Tpadsa Aa ce oTHyCKa noA CTPOr MEIHNHHCKH KOHTPOJ B CHOTBETCTBHE C
oPuIHAIHHTE NPENOPHLKH,

MuoxapanT

YnorpefaTa Ha K/103aIIHH € CRLP3AHA ¢ NOBHUWIECH PHCK 0T MHOKAPAHT, KOHTO B PeIKH C/Ty4aH
e daranen. [loBHIIEHAAT PHCK OT MHOKADAHT € HAl-ronsM npe3 mbpBHTe 2 Mecena Ha
JeqaeHHeTo. B pellkH cay4aH ce ¢bo0IABA H 32 C/IYYAH Ha KAPIHOMHONATHSA ¢ $ATANEH HIX0A
(BxK. TOuka 4.4).

MuoOKApAHNT HJIH KAPAHOMHONATHH TpaOBa Ja c€ HMAT OpeABWA OPH NAUHEHTH, KOHTO
NOJYHMAaBAT NEPCHCTHPAINA TAXHKAPAHA B MOKoil, ocofeno npe3 mbpBaTe 2 Mecela Ha
JICYEHHETO H/HJH NAMNHTAIHH, APATMHH, FPBAHA 00JIKA H APYrH NPH3HAIM H CHMITOMH HA
ChpAeYHA HEAOCTATHYHOCT (HANp. HEODACHUMA yMOPA, ARCIHEA, TAXHNNEN), HJIH CHMNTOMH,
KONTO HanogoOneaTt Mmuokapaen nndapkr (Bx. Toukxa 4.4),

AKO ce TOAO3HPAT MHOKADAUT WM KapAHOMHonNAaTHA, jdeuenHero ¢ Kcenomanam TpsndBa
OBp30 Aa ce NPEYCTAHOBH M NAHEHTHT He3a0aBHO JA ce HACOMH KbM KapAKOJIOr.




2. KAYECTBEH H KONITMMECTBEH CBCTAB

Bceaka Tabnerka ceappika 23 mg knosanud (clozapine).
[ToMOINHO BellecTBO ¢ HM3BECTHO JAelicTeue: BesAka TaGmerka 25 mg cpaspska 48 mg naktosa
MOHOXMIpar.

Bceska tabnerka ceappka 100 mg knoszanun (clozapine).
[ToMOILIHO BEIECTBO ¢ H3BECTHO AeicTBHe: Beaka Talnerka 100 mg cpabpxka 192 mg nakto3a
MOHOXUApAT.

3a MLJHHAA ClKHCBK HA MOMOLIIHUTE BEIUECTBA BHXKTE TOYKA 6.1.

J. JIEKAPCTBEHA ®0OPMA

Tabnerka

Kcenonaran 25 mg: Kperi, sxpnty Ta0leTKH ¢ JeNMTeNHA YepTa OT ABere cTpaHH M Haankc “CPN
25” OT ¢AHaTa CTpaHa.

Keenonaran 100 mg: Kpbram, XXenrH TabJeTkd ¢ J€JIUTEIHa 4YepTa OT ABET¢ CTPaHW W HAAMHC
“CPN 100” ot egnara cTpaHa.

Tabnerkata MoXe Aa ce JeJiH Ha paBHH TIOJIOBHHH.
4, KJAHHAYHH JAHHHN

4.1 TepaneBTHYHH NOKAIARANA

Jleyenne HA TePANeBTHYHO PE3HCTCHTHA N30 PeHHN

KcenonanaH e mnokasaH NpHM MalMEHTH ¢ PEe3MCTEHTHA Ha JICUCHHe WH30ppeHds W OoNHHM ¢
mU30(gpeHnd, KOHTO UMAT TEXKKH, HEMOBJIHABAILH C€ OT JISYEHHE HEBPOAOIMYHM HEXKEIAHH peaKliun
OT NPYTH aHTHIICHXOTHYHH JICKAPCTBA, BKIIOYHTENHO ATHITHYHH aHTHIICHXOTHLIH.

Pe3ncTenTHOCT KBbM JICUEHHETO ce JedHHUPa KATO JIMTICA HA 3aJOBOJIMTENHO KIHHMYHO NoaoOpeHue,
HE3aBUCHMO OT MAOCTAaTBYHHTE JA03M OT IMOHE [ABE pa3diM4HH aHTHNCUXOTHYHH JIEKapCTBa,
BKITFOYHTENHO ATHIWYEH GHTHOCHXOTHK, MPSANMHCBAH 338 ROCTATHYHO MPOABJDKMTENICH NEPHOR OT
BpEME.

Ilcoxo3a npu 6oaect na Ilapknacon
KceHonanan e mokazaH Chi(O MPH NCHXOTHYHKH HapyIIE€HHA, BB3HHUKBAIOM B XOAa Ha Oonectta Ha
TIapkMHCOH, KOraToO CTAHAAPTHOTO JICUEHUE € HES(PEKTHBHO.,

4.2 JIo3WpoBKA H HAYHH HA NMPHJAOKENHE

HOSHQOBK&

HozrpoBkara Tpadea aa Obie onpenensHa nHAHBHAYanHO, fIpH Bceky nauueHT Tpa0Ba Aa ce mpunara
Ha#i-HHUCKaTa edEeKTUBHA N03a.

3a 1034, KOWTO HE MOXE JJa C€ pealH3upaT ¢ Ta3H KOHLCHTpaLMsA HJIH HE € MPaKTHYHO HEHHOTO
H3MOJI3BaHE, Ca HANMWYHH JAPYTU KCHLEHTPALMHA HA TO3H JACKapCTBeH NPOAYKT.

3anouBaHETO Ha JIEYCHHETO ¢ KIO3alMH TpsOBa na ObAe OrpaHMYeH N0 MNAlHEHTHTE C 6poﬂ Ha

......

neBkolTHTe >3 500/mm?® (3,5x10%1) m ABH >2 000/mm?® (2,0x10°/1) 8B pamkuTe Ha
CTOMHOCTH.

Kopurupanero Ha 103aTa € NoKa3aHO NPH NalMEHTH, KOUTO MOMYy4aBaT €HOBPEM
NPOAYKTH, KOHTO MNOKa3BaT GapMaKOAMHAMHYHH H (apMAKOKHHETHYHH B3



Kcenonanan, xaro OeHzonwaselmMHH WJIH CEJeKTHMBHH HHXHOWTOPH Ha o0paTHOTO 3axBalllaHe Ha
CEPOTOHHHA (BX. Touka 4.5).

TpeMnHaBane oT NPeAX0XKAAIMA ANTHNCHXOTHYHA TEPAIHS, HA JeveHHe ¢ Kcenonanan
OOWKHOBEHO ¢e¢ TmpemophbuBa KCceHOmanaH Ja He ce H3MOM3Ba B KOMOMHaLMA ¢ JIPYTH
aHTUTNICHXOTHYHH JiekapcTia. Koraro ce 3arnousa Tepanus ¢ KcenonanaH NMpH NALMEHT Ha MEPOPATHO
NeYeHNEe ¢ AHTHACHXOTHYHHM JIEKAPCTBA C€ TIPEMOpBYBA ITBPBO Oa C€ CHpe HAPHIOKEHHETO Ha
OCTAHAIIWTE AHTHIICHXOTHIM Ype3 NOCTENEHHO NOHWKaBaHe HA J103aTa.

[I]JG]'IOP'I:‘-]B&T CC CIACOAHHUTC NO3H.

IIanHeHTH ¢ TEPANEBTHYHO PE3HCTEHTHA N30 PeHAN

Hauajana tepanus

12,5 mg (nonoBuH Tabnerka or 25 mg) eOuH WIH ABa IIbTH AHEBHO MpPe3 IbPBHA JieH, NOCIeABAHO OT
MpUEM Ha eAHa Win Jee TabneTkH OT 25 mg Ha eropus AcH. [Ipn nobpa MOHOCHMOCT AHEBHATA 1032
C/ISA TOBA MOXKE J1a CE€ MOBMIIM GaBHO ¢ YBEIHUYSHHA OT 25 10 S0 mg, 3a Aa €€ MOCTHIHE A030BO HHBO
no 300 mg/nen B paMkHTe Ha 2 A0 3 cegMHUM. Cliea TOBa, akO C€ Hajara, JHEBHaTa [03a MOXe
JOIBJIHUTENHO Aa ¢¢ MOBHLIH c yBeiueHUs or 50 no 100 mg npe3 MHTepBaAH OT MOJOBHMH WiH, 32
NpeAnOYHTaHe, €AHa CeIMHILIA.

TepanesTuveH 00XBaT Ha 203aTA

[Ipy moBeYeTO MAallHEHTH MOXKE A4 Ce OYaKBa aAHTHIICHXOTHYHa efukxacHocT ¢ 200 no 450 mg/new,
OABAHU B OTAENHH A03d. O6mara AHEBHA A03a MOXe ja He ObjAe pasnpeneseHa nopaBHO, KaTo I0-
roJIAMaTa 4acT ¢¢ 1aBa npeaH Jarane. OTHOCHO MOAAbpIKALATa 4032 BHXKTE NO-J0JY.

MaxcuMajna 103a

3a na ce NOCTHrHE MaKCHMalleH TepaleBTHYEH ¢(eKT, NpH MalbK OpPOH MalMeHTH € Bb3MOXHA
HEOOXOZIMMOCT OT NpHJIaraHe Ha MO-rOJIEMM 03U, KATO B TO3H CAyvaH € JOIMyCTHMO pa3zyMHO
HapacTeaHe Ha pAo3ara (T.e. He noede or 100 mg) mo 900 mg/aeH. Tpabpa pa ce MMa npeaBHI
BEPOATHOCTTA 3a IIOBHINEHA YECTOTA HAa HEXENIaHHTEe peakuuH (0cO0eHO rbpyoBe), BE3HHKBAILH MPH
nosu Haa 450 mg/nen.

[Moaaspxkama aosa
Cienx nocTuraHe Ha MaKCHMAJIHATA TepaneBTHYHa e(peKTHMBHOCT, MHOTO MALMEeHTH OHxa Morny na
OCTaHAT Ha e(eKTUBHA MOANBPIKAIlA TEpanuia C Mo-HUCKMA Ao03u. Ilo Tasm npHuMHa ce mpenopbyBa
BHMMATEITHO THTPUPAHE C L€ NOHI)KABaHE Ha Ao3arta. JleueHuero TpsAOBa Ja NpoIBIDKH HakH-MaJIKo
6 Mecenta. AKo JHeBHATa J03a He npeeuinasa 200 mg, Moxe Ja € NOAXOMAIO €JHOKPATHOTO AHEBHO
NPHIOKEHUE BEYED.

IIpuKAwYBane HA eICHHETO

B ciay4ail Ha IIaHHpaHO NpPEKpaTABAHE HA JIEYEHHUETO C KJIO3alHH Ce MpPEenopbyBa MOCTENEHHO
NOHKXKABAHE Ha J03aTa 3a Nepro oT 1 10 2 ceaMun. AKO ¢¢ Hanara BHe3alHo CndpaHe Ha npHema
Ha JICKaPCTBEHHA MMPOAYKT, MALMEHTHT TpAOBa na Obae HAOMIONABaH BHHUMATENIHO 33 BE3HMKBAHE Ha
peaklHH Ha OTHeMaHe (BXK. Touka 4.4).

HosTOpHO 3a104YBaHe HA JIcUCHHAE
[py# nauMeHTUTE, NMPM KOWTO HHTEPBAIBT OT MOCASAHATA A03a KIO3allMH € I0BeYe OT 2 [HH,
neueHueTo TpaOBa Aa ce BB30GHOBH ¢ 1033 or 12,5 mg (monosuH Tabierka or 25 mg), AaieHa
eIHOKPATHO WIH JIBYKpaTHO npe3 IbpBHs AeH. Ako Ao3zata € ¢ Ao0pa NMOHOCHUMOCT, Bb3MOXKHO €
TATPHPaHEe Ha [03aTa [0 TepaneBTMMHOTO HHBO N0-GBp30, OTKOJKOTO <€ Npenopbysa ITpH
MBPBOHAYAJIHOTO JieueHHe. BBIpeKH TOBa, aKo MpeAd TOBAa MAUMEHTHET € MOTyHHJI
AMLIAHETO WIH ChbpAeYHaTa ASHHOCT ¢ HaYaiiHaTa fo3a (BK. Touka 4.4), HO cied ToB
TUTPUPaHa YCMCMIHO A0 TepaneBTHYHATA, [OOBTOPHOTO TUTpHpaHe TpAOBa
W3KITIOUMTEIHO BHHMATEIHO,




IICHXOTHMHE pa3cTPONCTBA, BL3IHHKBAINH B _X0AA Ha 0oJecTTa HA [HapKHHCOH B _CJIVIAHTE,
KOraro CTAHAAPTHOTO JICUEHHE € HEYCIIeIHO

Hauaana Tepanus

Havannara no3a He TpaOma ga npesmmana 12,5 mg/nen (mosioBuH TabneTka or 25 mg), npueMaHa
peuep. IMocneapamuTe TOBHINECHHMA HA J03ata Tpabea aa Obgar ¢ o 12,5 mg, ¢ MaKCHMaaHO ABE
MOBHINABAHHA CEAMHYHO JO MAKCHMAJIHA A03a OT 50 mg, KoATo He MOoXe Aa Obae JOCTHrHATa IO Kpad
Ha BTOpaTa ceAMHLIA. 34 NPEeANOYHTaHA € LAMOTO KOMMUYECTBO 34 ACHA [1a ¢ aBa KaTo €AWHHYHA 1032
BEUED.

TepaneBTHuen 00XBaT Ha J03aTa

Cpeanarta edexTHBHa N03a OOUKHOBEHO € Mexay 25 4 37,5 mg/ned. B cnyyai, ve JJeUEHHETO 3a NOHE
eaHa ceaMuua ¢ Jo3a oT S0 mg He Aaae 3ai0BOJIMTENEH TEpaneBTHYEH OTrOBOP, AO3HPOBKATA MOXKE
la ce MMOBWINM BHHUMATEJIHO ¢ YBEIHYeHHE OT 12,5 mg/ceaMuMHo.

MaxcaManana 1032
Hoszata ot 50 mg/nen TpAGea Aa ce MpeRMilaBa caMO B M3KITFOUNTENTHH CJIy4yaH W HMUKOTa He Tpsa0Ba na

ce MpeBULIaBa MakCUMaIHaTa no3a oT 100 mg/aen.

[losuiuaBanMaTa Ha JAo3ara TpAOBa Na ObaT OrpaHUuEHM WIA OTIOXNEHH, aKo Ce NOABAT
OPTOCTATHYHA XMITOTOHHA, CHJTHO H3PA3eHO cefupaHe WM OOBpKaHOCT. IIpe3 mbpBHTE CEAMMIM Ha
neyeHHeTo TpsbBa Aa ce clieqH KPHEBHOTO HaNATaHe,

IHopanpkama go3a

B cnyvait, ue ¢ MOCTHIHATA MBJIHA PEMHUCHS HA NMCUXOTHYHHMTE CHMIITOMH B NPOABIKCHHE HA TIOHE
JB€ CEeAMHIIH, € Bb3MOXHO MOBHINABAHE HA JO3UTE HA aHTHNAPKMHCOHOBMTE JIEKAPCTBA, 4KO TOBA €
MOKa3aHO BH3 OCHOBA HAa MOTOPHHA cTaryc. AKO TO3M TOJAXOR ACBEIAE A0 NOBTOPHA 1MOfABa Ha
NCUXOTHYHATE CHMOTOMHM, J03aTa KIO3alMH MOXKEe Ja ¢€ TMOBHMIIM C  YBEJHYEHHA OT
12,5 mg/ceamuuno a0 MakcuMym oT 100 mg/aeH, npueMadd B ¢RHA HIH ABE OTACIHH JIO3H (BX. NO-
rope).

IMpukaousane HA JEYCHHETO
[IpenopbyBa ce NMOCTENSHHO MOHKXKABaHe HAa Ao3ara ¢ no 12,5 mg 3a mepHoa OT HaH Manko €AHa
CeAMHLUA (3a MpeanoYyHTAHE ABE CEIMHIIN ).

Jleuenwero TpAdOBa He3abaBHO Ja C€ [PEYCTAHOBH UTpPH Bb3HHKBAHE HA HCYTPONECHHA WU
arpaHyionMTO3a, KakTO ¢ nocoueHo B Touka 4.4. B T103u ciayyadH oT OCHOBHO 3HAYeHHE €
BHUMATE/IHOTO MPOCNCAABAHE HA MICHXUATPHYHMA CTATYC Ha MALMEHTa, Thil KaTo CHMNITOMHTE Owxa
MOrH OBp30 Aa c& NOABAT OTHORO.

Cnennangu rpynn nanueHTH

ITanuenT! ¢ yepHOApPOOHO yBpeKaaHe

Hpu manueHTH ¢ 4epHOApoOHO yBpexaaHe KceHonanaH Tpabsa Ja ce npuwiara ¢ MOBHIIEHO
BHAMAHHE, KaTO PEOBHO ce MHpOCAeAsBaT 4epHOoApoOHHTEe ¢GyHKUMH (Bxk. Touka 4.4 CnemmaiHy
NpenynpexaeHusa H NIPeATIa3HA MEePKH NIpH yroTpeba).

IleanaTpuyHa NonyJanus
He ca npoeexkaaHy U3CaeaBaHAd B NEAMATpUYHATA NOMylauusa. besonacHocTra U ¢()UKACHOCTTA TIPH
Jielia ¥ IOHOLIH HE ¢a YCTAHOBEHM.

IanuenTn Ha BL3IpacT Ba u vag 60 roannn
[Ipy Te3u nmayueHTH Cc€ mpenophyBa 3amoyYBaHE HA ACUEHHETO C MHOIO HHUCKA
€IHOKPATHO [THPBHSA JEH), ¢ MOCISABALLD YBeIUIeHHE Ha 103aTa 10 25 mg AHEBHO.




Haung Ha DpRIOKenHe
Kcenonanan TaGeTky ¢e NpuiiaraT nepopaiHo.

4.3 IIporHBONOKA3AHHA

. CEpbXYYBCTBATETHOCT KBM AKTHBHOTO BEIIECTBO HIH KbM HAKOE OT MNOMOIIHHTE BELLECTBA,
U30pOeHM B TOUKa 6.1.

[TauneHTH, NPH KOUTO HE MOXKeE Ja ce NMPOBEKAAT PEOBHH KPBLBHH H3C/ICABAHHA,

AHaMHe3a 3a TOKCHMHAa MIH WAHOCHHKpa3sHa [PaHyJIOLHTOTICHHA/arpaHynouuTosa  (C
H3KMIOYCHHE Ha MPaHyOLHTONCHHA/arpaHyJIoLATO3a OT NPEeIX0iKAaia XHMHOTEPaIH ).
AHaMHe3a 3a MHIYLUpaHAa OT KIO3aMHH arpaHyloLUTO3a.

Hapyiuena ¢pyHKIHS Ha KOCTHHS MO3BK.

HexoHTponupana enunencus,

ANIKOXOJIHa WJIH ApPYr BHA TOKCHYHA TMICHXO03a, JIEKAPCTBEHA MHTOKCHKALMA, KOMATO3HH
CHCTOSHMA.

[{upkynaropen konanc w/win notuckade Ha LIHC nopaan kaksaro u 1a € npyyKHa.

Texxu OpOpeuru win cbpaeyHH 3abonaBaHus (HaNp. MHOKApIHKT).

AKTHBHO 4YepHOApOOHO 3a0014BaHe, CBBP3AHO ¢ TajcHe, JIUICA HA aneTHT HIH XBITCHHIIA,
MPpOrpecUBHO HEepHOAPOOHO 3abonsBane, yepHOAPOOHA HEJOCTATHEYHOCT.

IapanuTHuEH HIEYC.

. Jlewennero ¢ wio3anvH He TpabBa ga ce 3amoyBa €/lHOBPEMEHHO C JICKApCTBa, 38 KOWTO €
M3BECTHO, Y€ NPUTEXKABAT 3HAYHTENIEH MOTEHIIMAI 3a NPHYMHABAHE HA arpaHymouuTo3a. He ce
[MPENOPEYBA €AHOBPEMEHHATA yrioTpeba Ha ACMO aHTHIICHXOTHLH.

4.4 CpoeuHanHH OpeAYNPEKICHHUS H NPeANA3HH MEPKH NPH ynorpeda

Arpanyjaonurosa

Kcenonanan Moxke Aa NpeIU3BHKA arpaHy/JIoLMTO3a. YecToTaTa Ha arpaHy/ioLMTO3aTa H CMBPTHOCTTA
Cpel pasBHIIHMTE arpaHyJIOLWUTO3a ¢a HaMaleld 3HAYHTEIHO Clel] BEBSKIaHe Ha MOHHTOPHPAHETO Ha
6poa Ha neskouuthTe ¥ ABH. Cnepumre npeanasHu MepkM ca 3adb/DKHMTENHH W TpabBa na ce
M3BBPINBAT B CHOTBETCTBUE C OPULHATTHHTE MPETIOPBKH.

IMopagn puckoBeTe, CBBLP3aHH ¢ yrnoTpebaTa Ha KIO3allMH, NMPHIOKEHHETO MY C€ OTpaHH4YaBa 0

MALHSHTUTE, PH KOUTO € NMOKa3aHa Tepanusi, KaKTo € MOCOYEeHO B TOUKa 4.1 Mt

- KOMTO MbPBOHAYAJHO MMAT HopMayieH Opoi Jeskonuta (>3 500/mm® (3,5x10°/1) u ABH
>2 000/mm? (2,0x10%/1) u

- NPH KOMTO € Bh3MOYKHO PeAOBHO onpenessHe Ha obmmua 6poii nerkouurn (WBC) 1 AbH Beaka
ceAMuLA Ope3 MmepBUTE 18 ceaMHMIIM WU TNOHE HA 4 CEOMWYHM WHTEpBany Cjiel TOBA.
MouuTOopHupaHeTo TpAOBa Aa NPOABKH MO BPeME Ha JICYEHHETO U 4 CeAMHIN CNel BIHOTO
npeKpaTaBaHe OpHeMa Ha KJI03arHH.

IIpenu 3anovypaHe Ha JICUEHHE C KJIO3aIuH, MpPH NAUUEHTHTE TpAOBa Aa ce MpoBeAe M3CIEABaHE Ha
KpBBTa (BXK. ,,arpaHyJIOLMTO3a”), A3 C€ CHEMe aHaMHe3a U Aa C€ HanpaBd (H3MKaICH Npernen.
[TateHnTHTe ¢ aHAMHECTHYHH RAHHMU 34 ChpeuHO 3abonaBaHe ¥ aOHOpPMEH CBHPAEUYEH CTATYC OT
Gu3WKanHuA nperfied TpaOBa ga ObAAT HACOUEHH KBM CHELHANIMCT 34 JOITBIHHUTE/HU W3CICABaHNS,
kouTo Moske Aa Bmo4par EKI' » pa 6ppar nekypaHH €AHHCTBEHO, aKO OYAKBAHHTE IOJI3H SBHO
npeByILIaBaT pHckoBeTe (BK. ToUKa 4.3). JlekypaiumaT aekap TpaOBa aa MPEeLEeHH Jalu [a C€ Hanpasy
EKI" npeau neuenunero.

Jlekapure, npeanucBalld JeKapcTBOoTO, TpAOBA Aa chaspaT M3IWIO HEOOXOAMM
fezonacHOCT.

[Ipeay 3amouyBaHe Ha JIEUCHHMETO, JIEKApHTE TpaOBa Ja ce YBEpPAT, KOKONKOTO MM
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NalHeHTHT He € HMAJT TNPeAH HEeXKeMaHa XEMATONOrHYHA Peakups KbM KI03aliH, KOSTO € HaM0XKHIa
CMHpPAHE Ha JieueHHeTo. JlekapcTBeHHAT NMPOAYKT He TpAdBa fa ¢ MpeAnHcBa 3a MEPHOAH Mo-TbarH
OT MHTEPBaa MEeXIY JiB€ ONpeAe/iHUS HAa KPEBHUTE KIETKH.

HezabasHoTO cniMpaHe Ha npueMa Ha KceHomanaH € 3aqp/DKHTENHO, aKO OpOAT Ha JIEBKOLHTHTE €
no-Maapk ot 3 000/mm? (3,0x10°/1) wm ABH e noa 1 500/mm?® (1,5x10%/1) no Bcako BpeMe Ha
NEUSHHETO ¢ KiI103amnuH. [laneHTHTE, NPU KOHTO € COPAHO JIEYSHHETO ¢ KITO3QMNHH TIOpajH NMOHNKEH
6po# Ha nepkoumTHTe WK HA ABH, He Tpabsa na moyyasaT MOBTOPHO KJIO3ATHH,

TIpu Beska KoOHCynTauMd, Ha nmaudeHTa, nomy4asail Kcewonanad, tpabBa Ja ce HanoOMHs Ha ce
CBbpiKe He3aGaBHO ¢ JEKYBAIIMA JieKap, ako 3alo4He pa3BUTHE Ha HAKaksa uHbekuus. OcobeHo
BHHMaHHE TpAOBa Aa ce oDpbLUa HA rPHNIONOAODHH OIUIAKBAHHA KATO MOBHLICHA TeMIepaTypa Uil
BE3NAJIEHO PBPIIO, H ApYrd Oesle3u Ha HHQEKIHs, KOHTO MOXKE Ja ¢a [OKA3aTeNIHH 338 HEYTPOINCHHUS.
[anwenTuTe W rpiwkemMTe ce 3a TaX TpaOBa fa OpIaT MHQOPMHpAHH, Y€ B CIydal Ha NnosBa Ha
HAKOH OT Te3um CUMITTOMH, He3zabaBHO TpaGpa na ObAe onpeaeseH OpoaAT Ha KPBBHHTE KISTKH,
[IpenoprupTento © nexkapure, KOWTO TNPEANHMCBAT JICKApCTBOTO, Ja CbXpaHABaT CIHCBK ¢
PE3yNTAaTUTE OT BCHUYKA KPBBHH H3c/€ABaHMA Ha MNallHEHTHTE M Ja MpeAnpHeMaT BCUYKH
HeoOXOoAUMM MEpPKM, 3a fia TPEeANasiAT Te3W NAlMEHTW OT CHy4aHHO NMOBTOPHO TONYyYaBaHe HA
NnexapcTBoTO B 6BI€HIE.

[1pu nauuenTH ¢ anaMHe3a 32 MbPBUYHH 3a00/19BaHHA HA KOCTHHA MO3BK € BB3MOXKHO NPOBEKAAHE
Ha JIe4eHHe, CaMO aKo ToM3aTa HaABHWIIARA pHcka. [Ipeny 3anourare Ha fCUSHWE € KIO3ANKH, T
Tpsa6Ba aa ObOAT BHHUMATEHO NPErIeAalH OT XEMAaTOMNOT.

[TaumenTuTe, KoMTO HMaT HHCHK Opoi neekouutH (WBC) nopamm ao0pokavyecTBeHa €THHUYECKH
00ycnoBeHa HeyTponeHus, TpsaOea Aa OBAAT 0OCHASHU CTICUMAIHO U MOraT [a 3ariouHat JISUCHNUE C
KJI03aMTUH ChC CHITIACHETO HAa XEMaTOJIOT.

Monuropnapane Ha Opos Ha neskounTnTe B ABH
B pamkure Ha 10 aHH mpeaw 3anouBaHe Ha neyenne ¢ KceHonamaH Tpabea Ja ce onpeaend odumsr

Opoil JIEBKOLMTH H f1a ce u3cneara JudepeHLHATHATA KPbBHA KApPTHHA, 32 A4 © CUI'YpHO, 4e caMo
MauueHTH ¢ HopmaneH Gpoil neskouuTd ¥ ABH (6poii Ha nekoumtare >3 500/mm® (3,5x10%1) u

ABH >2 000/mm® (2,0x10°/1)) me nomyuasar nekapcroro. Crhen 3amouBaHe Ha JEYEHHETO ¢
KnosanmdH SposT Ha neskouuTHTe W ABH TpaGea na ce MOHHTOpPHpAT BCAKa CEAMHIA IIPE3 [TbPBHTE
16 ceAMHLK ¥ MOHE HA BCEKH YETHPH CEAMHLIM cllefl TOBA.

MounutopupaHeTo Tpsa6Ba Aa NPOABLDKH MO BpeMe Ha JeUeHHeTo H 4 CeAMHIIA cled KaTo Hallb/IHO CE
npeycTAHOBU NpHeMBT Ha KceHonanaH, WM 0 BB3CTAHOBABAHE HA XEMATONOTMYHHTE MOKAa3aTEIH
(Bk. mo-nony “Hucbk Gpoit neexouutn/ABH”). Ilpu Bcsaka KoHcyNlTauysa Ha nanuventa Tpadsa na ce
HAMIOMHA Aa ¢e CBbpxe He3alaBHO C JIeKyBalllMd JIeKap, aKo 3aMO4YHE pa3BUTHE HA HAKAKLB BHJ
WH(EeKUMA, MOBHILICHA TEMIIEPaTYpa, BH3NAJIEHO IBPJO WIA APYrH Ipunonofo0Hu cumiToMH. [lpu
nosiBa HAa HAKAKBW IpU3HaLM Ha wHOekuus, TpaOBa He3abaBHO na ce H3caeaBarT oOuAT Opoi
NEBKOLMTH M AudiepeHIHalHaTa KPbBHA KapTHHA.

Hucuk 6poit nesxonurn/AbH

AKo no BpeM¢ Ha nedeHueTo ¢ KceHonanan GpoaT Ha NeBKOUMTHTE criaine Mexay 3 500/mm? (3,5 x
10°/D) w 3 000/mm® (3,0x10%1) unu ABH mesxay 2 000/mm?® (2,0x10°1) un 1 500/mm® (1,5x10°/1),
X€MaTO/IOTHYHHTE HM3C/eBaHHA TpAOBA a Ce H3BBPUIBAT MOHE ABA NETH CEAMHYHO, AOKaTO OpOAT Ha
neskourtaTe 1 ABH Ha mauuenTa ce crabummmpar cvoteerno B rpanuumate 3 000-3 500/mm? (3,0-
3,5x10°/1) 1 1 500-2 000/mm? (1,5-2,0x10°/1), unn Hag Tax.

HeszabaBHoTO ¢niMpaHe Ha npHeMa Ha KcenonanaH e 3ab/KHTENHO, ako GpoaT Ha nes
Matek oT 3 000/mm® (3,0x10%/1) wmu ABH e moa 1 500/mm?* (1,5x10°1) no Bpeme YO,
KJ03anuH. BposT Ha JeBKOUMTHTE M NHdEPCHIMANTHATA KPbBHA KapTHHA C/Iel TOBA : ?phﬁsa na’ ce
ONpelesiAT eXKeJHeBHO H TALIMEHTHTE BHUMATENHO Na Ce MPOCHEAABAT 34 NOABA HA' rpnnononoﬁmf !
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CUMITOMM WM JAPYrHM CHUMITTOMH, npeanonarainy wrpexius. llpenophusa ce nmoTBbLpKAaBaHE Ha
CTOHHOCTUTE HAa XEMAaTOJOTHYHHMTE NOKA3aTe/IM upe3 NPOBSKAAHE HA KPBBHH H3C/I¢BaHHA B ABa
MOCNeiOBATe/THHA JHW, BLOPEKH TOBZ NMPHEMET Ha KAO3amuH Tpadea Na ce Cripe Ciief AAHHWTE OT
[YEPBHTE NOKA3ATEH.

Cnen cnipaHe Ha sedennero ¢ KceHomanaH ce Hanara XeMaTONOrH4Ha OUEHKA O Bb3CTaHOBABAHE HA
XEMaTONOTHYHHTE [TOKA3ATENH.

Tadnanna 1
bpoii KpEBHM KIETKH Heobxonumm geticreug
Jlesxouuru/mm? (/1) ABH/mm? (/1)
>3 500 (>3,5x10°) >2 000 (>2,0x10°) Jla ce NPOXBILKM JIEYCHUETO ©
Kcernonanan.
3 000-3 500 (3,0x107 - 1 500-2 000 (1,5x10° - | Jla ce MpOOBIDKHA JEHEHHETO C
3,5x10%) 2,0x10%) KceHomanas, 1a ce B3eMar KPhBHH

npobu aBa IBbTH CEAMHYHO JO
cradunM3vpaHe WY IOBUILABAHE HA
Oposi Ha KPBBHHTE KNETKH

<3 000 (<3,0x10%) <1 500 (<1,5 x 10%) HezabaBHO f1a ce MPEKpaTH JICYEHHETO
¢ Kce”onanan, Aa ce B3eMaT KpbBHH
npoGH eKeJHEBHO A0 U3Ue3BaHe Ha
XEMATONOIMYHOTO HapYLICHHE, Aa C&
CJIEAH 33 HH(PEKLMH. JIeKapCTBeHHAT
NMPOAYKT Jia He ¢€ aBa [IOBTOPHO Ha
TIALIMEHTA.

AKO € UPEYCTAHOBSHO NPHJIOKEHAECTO HA KNO3ANHHE H OTHOBO ¢ NONBH namajsBane Ha 6pona Ha
aAesxonnTaTe noA 2 000/mm?® (2,0x10°1), nan ma ABH noa 1 000/mm?® (1,0x10°/1), Tperupanero
HA TOBA CheTOoAHME TPHOBaA 1A Ce PHKOBOAR OT OMUTEH XeMATOAOL.

Cnupane na JiedeHHETO NOPAAH XeMATOJIOrHYHH NPHYHNH
[TaunentuTe, Ipu KOMTO JNeueHHeto ¢ KceHonanan e OMIO COpPAHO B pe3yNTaT HA MOHHAKEH OpoH
neskoruT wi AbH (B:k. o-rope), He TpAOBa ga nosy4dasar OTHOBO KceHonamaH

[MpenopbuHTENHO € IEKAPHTE, KOMTO NPEANUCBAT JIEKAPCTBEHHA NMPOAYKT, A2 ChXPAHABAT CIIHCHK C
Pe3y/ITATHTE OT BCHYKH KPBEBHH H3C/I€/IBAHHA Ha MAlHEHTHTE K Ja MPEANPHEMAT BCHYKH HEOOXOAUMH
MEPKM, 34 1A MPEANassT Te3H MNalMEHTH OT CAYYaiHO IOBTOPHO MOJY4YaBaHE HA JIEKAPCTBOTO B
OBAcHIE.

CnupaHe Ha JIeUeHHETO 110 APYrA NPUIHHH

[lpy maumedTH, TpeTtHpalu ¢ KceHonanaH B Npoaw/DKEHHE Ha MOBeYe OT 18 ceaMUUM H NPH KOHUTO
JISYCHIAETO € OWI0 TPEKLCHATO 3a TOBeve OT 3 AHH, HO To-Maiko oT 4 ceamuuM, Tpabea ma ce
KOHTponHpa Oposar Ha neekoupTure H ABH execenmiino B ipoabkeHHe HA ome 6 CeaMHLH. AKO
HE CE pa3BHe XEMaTOJIOrHYHO HAPYIICHHEe, MOXE Ja ¢ Bb30OHOBM MOHHTOPHPAHETO Ha HHTEPBAJIM HE
Mo-TBJTH OT 4 CEAMHLIM. AKO JIeYeHHETO ¢ KceHonanaH € nMpeycTaHOBEHO 3a 4 M moBeye CeAMHLM, C¢
HANara eXECeMHYHO MOHWTOPUpaHe npes ciearamiure 18 ceaMuumM OT NCYECHHETO, a Ao3aTa Tpadsa
Jla ce THTPHpa OTHOBO (BK. TOUKa 4.2).

JApyrn npeanazHe MepKH

To3n nexapcTBEH NPOAYKT ChIBKA JJaKTO3a MOHOXU/IPAT.

[TaudeHTHTE C peAKM HACHCACTBSHH npobieMM Ha ranakTO3HA HENOHOCHMOCT,
AePHLHT WK TIIOKO30-TajlakTo3Ha Manabcopbund He TpsaOBa 1a npHeMaT TOBa JIeKap




Eo3nnoguinsn

B cnyuaii Ha eozHHOQHAHA ce OPEeNophbyYBa CNHpaHE HA NIEYGHHETO ¢ KJI03alHH, ako OpoAT Ha
eosuHo(HINTE ce moBHInH Hax 3 000/mm? (3,0x10%/1). Tepamusara TpabBa qa ce BE300HOBH caMo Clieq
noHMkaBaHe GposT Ha eosuroduarTe nox 1 000/mm? (1,0x10°/1),

TpombonuTOLICHHA |
B ciyuaii Ha TpomGoumTONENAs ¢ NpPENoprYBa CIIHPAHE Ha JISYEHHETO ¢ KIIO3AIMH, ako DpodaT Ha
TpoMGoLUTHTE cnajiHe mof 50 000/mm? (50x10°/1).

CrpaeaHo-cbI0BH HApYUWEHHA

[To BpeMe Ha NeYCHHUETO C KJIO3ANMMH MOXKE [a BH3HHKHE OPTOCTATHYHA XHMNOTOHHA, CbCe MM 0e3
cuHKON. B penxu ciyyan konanchT MOKe Aa € TEXBK H Aa e CHIIPOBOX/A OT CIIMPAHE Ha ChpAeYHATA
RefiHOCT WU AxlnaHero. TakHBa peakLMH € No-BepOATHO Ja Ph3HHKHAT NMPH CHbBMECTHA yroTpeba ¢
OcH3oaMa3enHH WIM HAKOE JAPYro MNCHXOTPONHO cpeacTBo (BX. Touka 4.5), H MO BpeMe Ha
MEPBOHAYAMIHOTO THTPHpAaHEe BBE BPE3KA ¢ OLp30 yBe/IMYaBaHe Ha J03aTa; B MHOIO PefIKH CIIydau Te
OMxa MorimM fga BB3HMKHAT JAOPH clied nbpBarTa n03a. [Io Tasd npuyrHa NMaLUMEeHTHTE, 3arnovBally
JIeUEHHEe C KIO3allMH M3ACKBAT BHHMATEIHO MEAMUHHCKO mpocnegiBane. Heobxomumo e
MOHHTOpPHpaHE HA KPLBHOTO HANATAHE B U3NPABEHO WIH JIETHAIO TIONIOKEHHE MPe3 IbPBHTE HAKOJKO
CeJMHIIH Ha IEYEHUETO NPH nauueHTy ¢ 6onect Ha [TapKHMHCOHN,

AHanM3BT Ha JaHHUTE 3a 6e30M1aCHOCT NOKA3Ba, 4e ynorpedara Ha KNO3aNMHH € CBbp3aHa ¢ NOBHIIEH
PHCK OT MHOKAPAMT, NMpeAUMHO, HO HE €IMHCTBEHO, Mpe3 ITHLPBHTE JBAa Mecela Ha eueHHeTo. Hakou
OT CITydyaHTe ¢ MHOKApAMT ca ¢ daraieH u3Xxoz. Bue Bph3ka ¢ ynorpeba Ha kiro3anuH ce chobIuasa
CBLIO 33 CJIy4Yad Ha HePHKAPAHT/IEPHKAPACH H3JIHB H KAPAHOMHONATHA; HAKOU OT TAX CHUIO ¢
patanen H3xoA. Hanuuue Ha MHOKApAHUT WM KapAMOMHCNATHA Tpa0Ba na ce mnoXO3HpaT MpH
MALHEHTH, KOMTO NOMYYABAT MEPCHCTHPALIA TAXUKAPAMA B OKOH, 0CODEHO Mpe3 IMBpBUTE BA Mecela
OT Ha4yajo0TO Ha NEYEHHETO, WWIM NaNNUTaliH, apHTMHH, rpbAHa OONKa ¥ JAPYrH TIpH3HALM, M
CHMIITOMH Ha CBHPACYHA HEJOCTATHUHOCT (HAmnp. HeoOACHMMA YMOpa, JHCIHEA, TaXWlHes), Win
CUMIITOMH, KOHTO Hanogo0gBaT MuokapaeH HHapKT. Jpyrd CAMIITOMH, OCBEH NOCOYEHHTE IMO-TOPE,
BKJJIOYBAT [PHIONOAOOHH CHMIOTOMH. AKO Ce MOA03MPaT MHOKAPAMT HIM KapAROMHONATHH,
NEeYCHHETO ¢ Ko3anuHe Tpabea Obp30 Aa ce NpeyCcTaHOBH H NMALHSHTHT He3a0aBHO Ja ce HacOYH KbM
KapIHOIOT.

[TauMenTHTE ¢ HHAYLMPAaHU OT KJIO3alWH MHOKaPAMT WIH KapAUMOMHUONATHA He TpAOBa f1a nosrydasar
nosTopHo Keenonanas.,

Huagapkr Ha MHOKRApAA

B zormrenHenHe, HMa JOKIaABAHM MOCTMAPKETHHIOBH ChOOWIeHHMA 33 WHAAPKT HA MUOKpaaa, KOHTO
moke da Obpge partaicH. TpyaHo ce oLeHsBa NMPHUHHHO-CICACTBCHATAa BPB3Ka, ThH Karo B MOBEYETO
CAy4YaH CCPHO3HUTE CHPACUYHH 3a00NABaHHA ca NpelicCTRANH TEpPanuaTa U NopatE HANTWYWETO Ha
NMPUEMIIHBH ANTCPHATHUBHH [TPUYHHH.

Yabmxapane ua QT-nnTepBaa
Kakro ¥ npu ApyruTe aHTHICHXOTULM, CE€ TIPENIOPBHBA BHHMATENHO TPETUPAHE HA MAIMEHTHTS C
U3BECTHO ChPACHHO-CHAOBO 3a00/ABaHe HIIH ¢ (PaMMIIHA aHAMHE3A 3a YABDKeH QT-unTepBan.

Kakto 4 npu Apyrure aHTHICHXOTHIIH, ¢& M3HCKBAa BHUMaHHe korato KceHomanau ce mpennucsa ¢
JISKAPCTBA, 3a KOHTO € H3BECTHO 4e yAb/pkasatr QT-yHreprana.

Mo3BbYHO-CHAOBH HEXEIAHHU PEaKU AU
[1py paHgomusHpand mwranebo KOHTPOJHPaHH KIMHUYHY NIPOYYBAHHS TPH JEMEHTHH CIy4

MOZBHHOCBOOBH HECHKCIAHH peaKUuHH. MexaHH3MBT 34 MNOBMINABAHETO HA PHCKa
Hanuukero Ha moBHIIEH PHUCK HE MOXKE Aa € HIKMOUH 33 APYTH AHTANCHXOT




nayenTy. Konosanun TpadBea za ce ¥3N0ON3Ba BHUMATENHO ITPU OOMHHM, IPY KOUTO € HAJIMLE PHCK OT
MO3BYEH HHCYT.

Puck ot TpoMboemboan3IBM

Te#i kaTto KnozamuH Moxe Ja OBAe CBbp3aH ¢ TpombDoemboam3abMm, TpsbBa Ja ce H30ArBa
00e31BHKBAaHETO Ha IALIUEHTHTE,

Ilpn neuenme ¢ aHTHNICMXOTHYHH JIEKAPCTBa ca 0TOeNA3aHM CIydau Ha BeHO3eH TpoMOoeMOoIHIbM
(BTE). Tnif kaTo 4ecTo MPU MAMKMEHTHTE, TPSTHPAHU € AaHTHATICHXOTHIH Ca HATTHLE 100aBeHH aKTOpH
3a BTE, npeaun ¥ no BpeMe Ha JieueHHETO ¢ KIO3aMUH TPAOBa Aa ce onpenesiaT BCHYKH MOTEHIHAIHH
puckoBH (pakTopy 3a BTE H aa ce B3eMaT npeana3sHH MEpPKH.

I'bpuose

INauuenTHTEe ¢ AHAMHECTHYHH AAHHY 3a eMwIencus tpadea Aa ObAaT BHUMATEIHO NPOCICAIBAHH 11O
BpeMe Ha JISUeHHETO ¢ KJIO3alHH, Thii KaTo HMa ¢HoOLOEHHA 3a 1030BO3aBHCUMHM I'epuoBe. B TakuBa
ciiydau jJo3ara TpaOBa Ja ce HaManu (Bk. Touka 4.2) ¥ npM HeoOXOOUMOCT Ja ce 3ano4vHe
AHTUKOHBY/ICHBHA TEpaImA.

AHTHXOJIHHEPrHUHH edexkTn

Kno3zanuH okasBa aHTHXOMMHEPrHYHO AEHCTBHE, KOETO MOKE Aa AOBENE ZO HEWKEJAHH pEeaKiliH B
opraHu3Ma. IIpenopryBa ce BHHMATE/NHO NOpOCNeAsBaHE 3a YroJieMABaHe HA NPOCTATATA H
TeCHOBLI'LJINA FJIayKoMa, BeposaTHo Nopaay aHTHXOMMHEPIrHYHHTE CBOHCTBA KJIO3AINKH € CBBp3aH C
pasMMYHH MO CTENEH HApYUICHHA HAa WPEBHATA NEPHCTAJTHKA, OT KOHCTHHOAIMSA 10 peBHA
o0cTpyYKUHA, PekaNHO 3aKjaeliBaHe H DAPAJMTHYEH HiIeyc (BX. Touka 4.8). Pagxo tesn ciydan
uMmaT ¢ataned H3xon. Heob6xonuMu ca ocobeHM TIprkd APH TNAUMEHTWTE, KOWTQ NpHeMAT
¢THOBPEMEHHO APYTH JECKAPCTRA, 38 KOHTO € H3BECTHO, Y€ MPUYUHABAT KOHCTHNALMSA (0COOEHO TE3H ¢
AHTUXOJIWHEPTUYHH CBOMCTBA, KATO HAKOU GHTUTICHXOTULM, AHTHACNPECAHTH W aHTHNAPKWUHCOHOBHU
Cpe/ICTBa), MMaT aHaMHe3a 3a 3abonaBaHe Ha nedenoro YepBO WIH XHPYPrAYHH HAMECH B JOJIHHTE
€TaXKH Ha KOpeMa, ThH KATO B TE3U CAY4aW MOXKE 3 ce 000CTPH CBCTOAHHWETO. A U3IHEHOBAKHO €
KOHCTHIaLMsATa 1a OBi¢ AHATHOCTULHPAHA H aKTHBHO JIEKYBaHa.

Ilosnmasane Ha TeMNepaTypara
[Io BpeMe Ha JIeYEeHHETO ¢ KAO3AMKMH NPH NAMEHTHTS ¢a BHIMOXKHY RpPEeXOAHH NOBHIICHHS HA

TeMnepaTyparta HaJy 38°C, Haii-uecTo npe3 mBpBHTE 3 CeaMMIM OT JieueHHeTo. To3M GebpHauTeT
OOMKHOBEHO ¢ OeHurHeH. B rAKOU ciyqan Moxe Aa OB CBBP3aH ¢ NOBUHIABAHE WITH NTOHIDKABANE Ha
Opos Ha neskouurute. [lanuenrure ¢ hebSpunurer Tpadpa Aa 6baaT BHAMATENHO NMPELICHABAHH, 3a 1
CE H3K/TOMHK BB3MOKHOCTTA 33 HHAEKUM WK pa3BUTHS Ha arpadynouwtosa. [1pu Hanu'ike Ha BHCOKa
TeMneparypa Tpa0Ba a ce HMa [iped BHI Bb3MOKHOCTTA 32 Pa3BHTHE Ha MAJHTHEH HeBpOaeNTHYEH
cunapom (MHC).

MeraGonuTuu npoMenu

ATHNUYHATE AHTHNICHXOTHLIH, BKIIOYMTETHO KIO3AIMHH, C€ CBBP3BAT ¢ METaOOIHMTHH MPOMEHH, KOHTO
MOTaT ja NOBMINAT CHPASYHOCHAOBHA/MOIBUHO-CHAOBMA pucK. MetabonuTHuTe npoMeHH Mora Aa
BIJIKOYBAT XHOCPIIIHKEMUS, JUCAHNUACMHS H YBEJIHYABAHE Ha TernoTo. BeAKo nekapeTBo B rpynata
Ha aHTUNCHXOTHIMTE MMa cnenudmyueH NpoPun Mo OTHOIEHHE HA METADOITHTHHTE IPOMEHH.

XunepragkeMns
Panxo ce crofiiaBa 3a ciiy4ad Ha HapyilieH MKOKO3€H TOJePaHC M/MAW pa3BUTHE, MIIK BJIOILABAHE Ha
CHIECTRYBANl] 3axapeH nquaber no BpeMe HA JieUeHUe ¢ KIo3anvH. MeXaHu3MbT Ha Ta3d €BEHTyallHa
BPB3Ka He € U3sicHeH. MHOro paako ce HabiroAaBaT c/Ty4aH Ha TEXKKa XMITOITIMKEMHA ¢ KETOALMA034a
HIH XHNIEPOCMOIapHA KOMa IpH NMalUeHTHTE 6e3 npeaxoyaaia aHaMHesa 3a XHICPIrIHKEMHA, HAKOH
OoT koMTO ca ¢atanHH. [aHHHTE OT NpocneaaBaHETO NMOKA3BaT, Y€ CMHPAHETO Ha KJI03aNy
OT3BY4aBaHC Ha HApPYIICHHA TIIOKO3€H TOJEPAHC, a NMOBTOPHOTO BBbBEKIAaHE Ha K03
MOBTOpHaTa MYy Nosea. [lpu naumeHTHTE, NPH KOMTO AKTUBHOTO MEAHKAMEHTO3
XHNEPIIIMKEMHSTA € HEYCTIeLTHO, TPAOBA Na ce MMa NpeldBH/1 CTIHpaHe Ha JICUEHHETO C




[TausieHTHTE C YCTAaHOBEHA AMarHo3a 3axapeH A4abeT, [pd KOHTO C€ 3alovBa TEpanusd ¢ aTHIHYHH
AHTHIICHXOTHIH, TPAOBA [a Ce MPOCICAABAT peROBHO 3a BJOIUaBaHe Ha IIIOKO3HHA KoHTpoul. [lpw
MaLMEHTHTE ¢ PUCKOBH (PaKTOPH 3a 3axapeH qualer (3aTmeCTABaHe, (paMUIHA aHAMHE3a 32 3aXapeH
ouader), Npu KOMTO C€ 3arovea TepanHud ¢ aTHNHYHH AHTHIICHXOTHLH, TpAOBa fa ce NpoBeXpatr
TECTOBE 33 ONpeAENAHE Ha KPBHBHATA 3aXap HarflagHoO - B HAyalloTO H MEPHOAWYHO MO BpeMe Ha
neueHHeTo. [IpyU nauueHTHTE, Pa3sBHBAIIH CHMITTOMM HAa XHMIEPIIMKEMHA [0 BPEME Ha JICHCHHUETO C
aTHIMYHA aHTHIICHMXOTHLIH, TPs0ORa 212 ce NpoBede TecT 3a olpeaeniHe HA KpbBHATA 3aXap HarjagHo.
B HAKOM ClydaH XHINEPrIHKEMHATA OT3BYHaBa Clel, NpEYCTAHOBNBAHE HA MEYEHHETO C ATHIHYHH
AHTUNCHXOTHIIM, HO TNPH HAKOM NANMEHTH ¢ Hallara NpoAb/LKaBaHe Ha NPOTHBOAHADETHATA Tepanus,
HE3aBHCHMO OT TMPEeKpaTABaHe Ha MpHeMa HA MOANO3HPAHOTO JiekapcTBOo. Koraro MeaHLHHCKOTO
TPETUPAHE Ha XUNEPTIIMKEMHATA € HEYCIICWIHO, TpA0Ba fa ¢ OOMUCAY NPEKpaTABaHe Ha JEUSHHETO ©
KJIO3aITHH.

AucaHnRAeMun

[Tpu nmaiMeHTH, NIEKYBAHH ¢ ATHNHYHH aHTHIICHXOTHLH, BIIIOYMTENHO KJIO3alHH, ¢a HalmoaaBaHH
HEXXENAaHH MNpPOMEHH B HHBOTO Ha nunuaure. [lpermophuBarT ce KIHHWYHO IpOCieAABaHE W
IbPBOHAYAITHO ¥ ITOCACABAIIC [IEPHOAHYHO OLIEHABAHE HA JIMIIHAHUTE HUBA.

YBeaHuYaBpaHe HA TerJoTo
IlpH npunaraHeTo HA ATHNMYHH AHTHICMXOTHIW, BKJIIOUMTENIHO KIO3aluH, Ce Hab0rOaBa
yBe/TH4YaRaHe Ha Ternoto. Ilpenopp4Ba ce KIHHHYHO POCHeAIBAHE Ha TENIOTO.

Pebayna ejpexT, pekalain HA OTHeMaHe

Crofuaga ce 33 OCTPM Peakiii Ha OTHEMAHE TIPHM BHE3AMHO CIIMPAHE HA JISUCHHETO ¢ KNO3aMHMH U No
Ta3y NMPUUHHE ce NMPenophYBa MOCTENCHHO NPEYCTAHOBABAHE Ha IMpHEMA. AKO Ce Hajlara BHE3aIHO
crTHpane (Hamp. nopaaM JEBKONEeHuA), DAaMEHTET TPAOBa BHUMATENHO Aa ce Halmoasa 3a MOBTOpHa
MosSBA HAa MCHXOTHYHH CUMITOMH H CHMNTOMH, CBBpP3aHH ¢ XOJHHEPTHYEH €(QeKT, KaTo OOHIIHO
nOTeHE, raasobonue, rajicHe, NOBPLUIAHE H AHADHUA.

CrnelMaaHy Tpynu

YepnoapodHo yspexaane

IlpH naumeHTH CBC CTAOHIHHM NpemxoxAaalyd 4epHOAPOOHHM 3a0oNsgBaHHA MOKE Ja ce TMpOoBeXKIa
NeYeHHe ¢ KIO3allMH, HO ¢ HeOOXOAMMO MpOBeXAaHe Ha PEIOBHH H3C/ICHBaHMA Ha 4epHOApoOHaTa
Pysaxumsa. Hacneneanng va yeproapoOHUTE NMOKazaTeNy TpAOBA Ja ¢€ W3BBPIIBAT [IPH MAUHEHTH, MPH
KOMTO M0 BPEME HA JICYEHHETO ¢ KJIO3allMH Cce Pa3sBUBAT CHMIOTOMH HA BBE3MOXKHO HApYHIEHHE HA
yepuoapoOuara PyHKUNMA, KATO rajene, NOBphIiaHe Wi OelaneTWTHe. AKO IIOBHIIEHHETO Ha
CTOHHOCTUTE € KJIHHAYHO 3HAYMMO (HoBeYe OT 3 IMbTH Haf ropHara pe(epeHTHA FpaHHIA) HIH Ce
MOABAT CHUMIITOMH Ha XBITEHULA, NSHESHHUETO ¢ KII03anue Tpadea na ce npekpard, o MOXke aa ce
Bb30OHOBH (BiK. ,.JIOBTOpHO 3amouBaHe HA TepanmuA” B ToOuka 4.2) €AMHCTBEHO, aKO Pe3y/ITATHTE OT
TECTOBETE 3a yepHoapoOHata yHKLKA ca HopManHA. B Takuea cnyuan uvepHoapobHaTta QyHKUHA
TpsdBa 1a ce npocieasBa BHUMATEIHO CIie TOBTOPHOTO BKITIOUBAHE Ha KIO3aMWH.

IManuenTH Ha 1 Han 60 roqunn
IMpenopbura ce JieueHHETO NPH XOpa B CTapyeCKa BBH3pacT Ja 3alo4Ba ¢ MO-HHCKA J03a (BXK.
Touka 4.2) |

Ilpu neueHue ¢ KNO3aNMH MOYKE N4 Bh3HWKHE OPTOCTATHYHA XHIIOTOHHMA, 8 UMa U ChOOHICHHA 33
TAXUKAPOWA, KOATO MOXE []a € MNpONB/DKMTENHA. XOpara B CTAPYEcka BB3PAcT, O0CODEHO Te3n ¢
HAPYIIEHA ChPASYHOCHAOBA (DYHKLUMA, MOKe Ja ¢a No-MOAAT/IMBH HA TE3H €(PEKTH.

[TaupenTUTe B CTapUecKa BRBHIPACT MOXKE CHIO Aa ¢a ocofeHO NOJATAMBU HA AHTUXO
e(PeKTH Ha KJI03aMUH, KATO 3a/[PEXKKA HA YPUHATA H KOHCTUIALIHA,

IloBuillena CMBLPTHOCT IIPH NANKEHTH B CTAPYeCKa BB3PacT ¢ AeMEHIHA




HHHHHTE OT ABC IoOJIEMH OGSOPHH KIMHUYHH H3NMWTBAHHSA NMOKAa3BaT, HC NAlHCHTHTC B CTAP4YCCKa
BB3pacT ¢ ACMEHINA, NCKYBAHH C aHTUNCHUXOTHLH, Ca C TOBHIICH PpHCK OT CMEPT B CPaBHCHHE C TC3H,
HEJICKYBaHH ¢ aHTHIICHXOTHLH.

KitozanuH He e paspelieH 3a iedeHHE Ha CBBP3aHH ¢ ICMEeHIA HapylIeHHA B MTOBEACHHETO.

4.5 B3auMogeiiCTBHSA ¢ APYrH J€KaPCTBEHH NMPOAYKTH H ApYrH (popmu HA BIaHMOACHCTBHE

IIpoTrBONOKA3AHHA 32 ¢NHOBPEMEHHO NPHIOKCHHE
JlexapcTaTta, 3a KOHTO € H3BECTHO, Y€ MPHTEKABAT 3HAYUTENIEH NMOTCHIHAT Ja [IOTHCHAT QYHKUMATA
Ha KOCTHHA MO3BK, He Tpa0Ba 1a ce M3MON3BAaT 3a€HO € KJ103anHH (BX. Touka 4.3).

AHTUNICHXOTHYHUTE JICKAPCTBEHH MNPOAYKTH ¢ YABRDKeHo OcBoOOXkzgaBaHe (KOMTO HMaT
MHENOCYTIPECHBEH TIOTEHLHAN) He TpSOBa Aa ce W3MON3BAT 3a¢HO ¢ KIIO3alHH, Thil KaTO He MOrar Jia
Ce eJIMMMHMPAT OBP30 OT OpralusMa, KOraTo TOBa ce Hajlara, Harp. HEyTponeHus (BX. TouUKa 4.3).

He TpaGea na ce ynorpebspa ankoxon 34aeQHO ¢ KJIO3allMH MOpajdH €BEHTYAJIHO NMOTCHUMPAHE Ha
CEMPaHETO.

Ilpeanaznyg MepKH, BK/IIOIUTEJHO KOPHTAPAHS Ha R03aTA

Knozanue moxe na ycunm redTtpanHuTe edextH Ha paenpecantate Ha LIHC, waro wapkoruum,
anTUXHCTaMKHK 1 DeH3oanasenunu. 1lpenoprusa ce ocobeso BHUMAHHE [TPH 3a10YBaHE HA JICUCHHUE C
KIO3anMH NpH NAalHeHTH, npHeMaliy OeH30IHa3eNUHH WM APYro NCUXOTPONHO AexapceTeo. Ilpu
TakHBa TALHEHTH € BE3IMOXKHO HAJIMYHE HA MOBHINEH PHCK OT WAPKYJATOPEH KONalc, KOMUTO B PeKH
cAydan MOXKe [1a € TEXBK M Aa J0BeAE A0 CIIMpaHe Ha ChpAeyHara AeHHocT W/winM JuiaHero. He ¢
ACHO A PAZKOTO BJIOMIABAHE HA ChpAeYHATA ACHHOCT MNH AMIIAHETO MOXKE /ia €€ NPeJOTBPaTAT C
MpOMAHA Ha J034aTa.

[Topaam BBEIMOXKHOCTTA 3a KYMYJIMpPaHE Ha epekTUTE, 0COOEHO BaKHO € BHHMATEHO €THOBPEMEHHO
[IpUJIATAHE HA JNeKapcTBa, IPHTEKABAIIH AHTUXOJMHEPTHYHO, XHNOTSH3HBHO H/AH HOTHCKAILO
NUlIaHEeTO ASHCTBHE.

BnaroaapeHue Ha aHTH-C-aAPESHEPrUUHUTE CHU CBOHCTBA KJIO3allMH MOXE Ja HaMalli XHIICPTCH3WBHUA
eheKT HA HopenHHE(hPHHA WKW APYrH CPeAcTBA ¢ HOPEAUMHO Q-aJpeHEPruvHe [AcHCTBHME, W Ja
OTCTPAaHH MPECOPHHA ¢PEKT HA CNMHHE(PPHHA.

EnHOBpeMEHHOTO MpWiaraHe Ha JISKApCTBa, 3a KOHTO € H3BeCTHO, Y€ MHXHOHUpAT akTMBHOCTTa Ha
HAKOM nuTroxpoM P450 n3oeH3uMu, MOKe Oa NOBHIUKM HHBATA HA KIO3anMHH M Jla €€ HaJIOXH
HaMaJIiBaHe Ha HEroBaTa 2033, 3a [la C€ NPEAOTBPATAT HEXKEJNAHWTE peakuHy. ToBa € Mo-BaXKHO 3a
nuxuburopu Ha CYP 1A2 karo kodeuH (BK. No-101y) H CEeJIEKTHBHHTE HHXHOUTOPH Ha 0OPATHOTO
3axBalljaHe Ha CePOTOHHHA (JTYBOKCaMHH M (110 copHO) napokceTud. Hakou ot apyrute HEXUOUTOPU
Ha 0OpaTHOTO 3aXBalllaHe Ha CEPOTOHMHA, KAaTo (TyokceTHH H ceprpannd ca CYP 216 unxuburopn u
B pe3ynTar Ha TOBA CA4 HO-MAJKO BEpPOATHM CBINECTBEHM (apMaKOKMHETHYHH B3aWMONEHCTBHAA C
kiosanmiH, Cblo Taka, MAJIKO BEPOATHH ca, BBHOPEKH HIKOH CboOIIEHWA, (apMaKoIOTHYHH
B3auMoaecHcTeHA ¢ uWHXHOMTOpH Ha CYP 3A4 kato az0noBd AHTHMHMKOTHLY, CHMETHIMH,
EePHTPOMHLMH W NpoTea3Hu HMHXUOMTOpH. ThiH KaTo Mia3sMeHaTa KOHLCHTpaiH# Ha KIO3ANHH Cce
MOBHIIABA OT MPHEMa Ha KOGEHH H Ce NOoHIKaBa ¢ noutH 50% cnen 5 aneseH Ge3kodeHHOB NEPHOL, €
BBEIMOXKHO [1a C€ HAJIOXKHM NMPOMAHA B [03aTa Ha KNO3amMH TPH NMPOMAHA B HAaBHLMTE 34 TNpHeM Ha
koderHChIBPKALUM TeYHOCTH. B cyyaud Ha BHE3aMHO CIHMpaHe Ha TIOTIOHONYIIEHETO, [L1a3MeHATa

peaKiHH,




Cro01aBar ce cyyad Ha B3aUMOIASHCTBUS MEXY LMTANONpaM M KIa30iH, KOeTO Moxe a NIOBHINH
PDHCKa OT HEYKeJIAHH PEeAKLMH, CBLP3aHH ¢ Kio3anuH, ECTECTBOTO HA TOBZ B3IAHMOISHCTBHME HE €
HAITBJIHO W3ACHEHO.

CHBMECTHOTO NPHIOKEHHE C JIEKAPCTBA, 38 KOMTO € HW3BECTHO, Y€ HHAyLHpar muroxpom P450
H30CH3UMHTE MOME Aa TIOHWKM T/IA3MEHHMTE HHBA HA KIO3alHH, KOETO Aa ACBEeAe AC HaManeHa
epukacHocT, JlekapcTBaTa, 38 KOHTO € M3BECTHO, Y€ MHAYLHMPAT aKTHBHOCTTa Ha LIATOXpom P450
H30€H3HMHTE H 32 KOWTO MMa CBOOUICHHA, Y€ BIAUMOAEHCTBAT ¢ KNO3aNMH BKIOYBAT, Hap,
kapObamaszennH (ga He ce M3MOM3BA 3aeAHO ¢ KJIO3alHMH MOPAAM MHENOCYTIPECHBEH NOTEHLHAN),
deruToHH M pudaMmHipH. H3BecTHure ungyktopu Ha CYP 1A2 karo oMmenpason Ouxa MOrng na
ACBeAaT OO0 MOHIDKABaHe HMBATA HA K/I03alMUH. BBE3MOKHOCTTA 32 MOHIKEHA €(QEKTHBHOCT Ha
KJTO3anHH TpAOBa [1a ce MMa IpeABM, KOraTo ce U3M0N3Ba B KOMOHHAHA ¢ Te3X JICKApCTBA.

Apyrn
EnHoBpemensara ynorpeba ¢ nuwil win apyrd aedicreamy Ha IHC nexapcTBa MOXKe 1a TTOBHMIUH

PHCKA OT pPa3BUTHE HA MATHTHEH HegponerrtuieH cuuapoM (MHC).

CpobiaBa ce 3a peaxkm, HO TEKKM Choydyad Ha ChPYOBE, BKIOUYHTETHO HAYajQ Ha CbPYOBE TIPU
naudeHTH Oe3 emMWIENCHA W OTHENHM CJYyYaH Ha JASITHp, KOraTo KJIO3alUH ce NpHjara 3aciHo C
BaJinpoeBa KucesmHa. BepoaTHo, Te3H edeKkTH BBIHUKBAT MOPAAH  (QapMakoarHAMHUYHO
B3AUMOACHCTBHAE, YUNTO MEXaHH3IBM HE € U3IACHEH,

[IpenopbyBa ce MOBMIIEHO BHMMAHHE MPH MALMEHTH, KOUTO NPOBEXKAAT CHIBTCTBALLO JIGUYSHHE C
APYTH JIEKAPCTBA, KOUTO ¢a HHXMOHTOPH MITH HHAYKTOPH Ha UMToXpoM P450 u3oensumure. [locera He
ca HaOmogaBaHW KIWHMYHO 3HAYHMH B3aUMOACHCTBHS C TPULMKIHYHHA AHTHIEIPECaHTH,
(heHOTHA3UHU H AHTHAPUTMHYHH JISKAPCTBA THUIL l¢, 33 KOUTO € U3BECTHO, Y¢ C€ CBBP3BAT ¢ ATOXPOM
P450 2De.

Kakro ¥ npH ApyrHTe AHTUNCHXOTHLM CE€ W3HCKBA TMOBHINEHO BHHMAHHE TpH NPCANIHCBAHE HA
KJIO3alMH € JIEKApCTBa, 33 KOMTO € H3BECTHO, Y€ yAmmkapar QTc wHTEpBana WIM MpeAU3BUKBAT
ENEKTPONIHTEH auchanasc.

B tabauvua 2 no-gony ca OpeACTABEHH CUMTAHUTE 32 Hall-BaXKHH JNEKAPCTBCHH B3aMMOJICHCTBHA C
Kno3anud. TO3H CNUCHEK HE € U3YEPNATENCH.

Tabnuua 2: Cnpapka 3a HalH-4eCTHTE JCKAPCTBEHH B3aUMOIEHCTBHA ¢ KINO3AHH

BianmMoageiicrBaa

Jlekaperso

KoMeHnTaphn

JlexapcTBa, MOTHCKALIH
KOCTHHA MO3EK (Hamp.
kapbamazenuH,
xJiopaMpEHHKO,
cyndoHamMuau (Harp.
KOTPHMOKCA30J1),
MAPA30/IOHOBH AHAITETHLH
(nanp. dennnbyrazon),
NEHUIHIIAMUH, IUTOTOKCHYHH
CPEACTBa U MHXKEKUMOHHH
AHTHUNICUXOTHLH ¢
NPOABILKUTENHO NEHCTBHE)

IToBHIIaBa C€ PUCKBT U/HIH
TeKECTTA Ha TIOTUCKAHETO Ha
KOCTHHA MO3EK

KceHonanan He TpadBa ga ce
H3I0A3BA 3a¢JHO C APYTH
NeKapcTBa ¢ H3BECTEH
MOTEeHUMAJ 3a IOTUCKAHE
(PYHKUMATA HA KOCTHHUS MO3BK
(B3K. Touka 4.3)

beH3oanazenyHHu

CsBMecTHaTa yrnorpeba Moxe
Aa MOBHUIH PHCKA OT
HMPKYNaTOPEH KOJIAIC, KOETO
Aa AOBEJE N0 CriMpaHe Ha
CBPACYHATA NCHHOCT H/MITH

Brnpeku uye yectorata




AHUIIAHETO

| [I0KA3BAaT, 4¢ € [10-BCPOATHO

NOTHCKAHETO Ha JULIAHETO M
KONANCET Ja Bu3HHKHAT B
HAYATOTO Ha MPUIOKEHHETO Ha

| Ta3® KOMOMHAIIHA MITH [TPH
- mobaegHe vHa KceHomnanaH KM

YCTAHOREHATA CXEMA C
OEeH30HA3CTIHHH

" AHTHXOJIHHEPrU1HH KceHonanan noreHiMpa Ja ce HaGnropaBaT naudeHTHTE
NEKAPCTBA JNEHCTBHETO HA TE3H JISKAPCTBA | 34 AaHTHXOIHHSPrH4HU
B PE3YTAT Ha KyMY/IHMpaHe Ha | HEXeJaHH PeakUHH, Hanp.
AHTUXONHAHEPTAUHNATE ePeKTH | KOHCTHIALMs, DLoGeH0 Tiph
ynmotpeda ¢ Liea KOHTPOa Ha
XUMEpCaIMBALIMATA
AHTHXHIIEPTEH3HBHA Kcenonanan Moxe 1a [TpenopbuBa ce NOBKLIEHO
cpeacTBa MOTEeHUHPA XHITOTEH3HBHUATE BHAMAHHE NPH CHBMECTHO

¢dexTH HA TE3H JIEKAPCTRA
NOpaaH HETOBHTE
CHMIATHKOMMMETHYHY
AHTArOHHCTHYHH e(PeKTH

H3n0a3BaHe Ha KceHomasiaH €
AHTHXUNEPTSH3HBHH
nexaperea. [lanuentare Tpadea
Ja Geaar npenynpeleHH 3a

| PHCKA OT XHNOTOHHA, 0CODEHO

IO BpEMe Ha NepHo/a Ha
HAYAJTHO THTPpHPAHE Ha A03aTa

Anxoxon, MAQO-HHXHOWTOPH,
penpecant Ha LIHC,
BKJIFOYHTETHO HAPKOTHLH H
BGeH30AHA3ECTTHHH

3acHieHH LeHTPanHU eEKTH.
JOIMBJITHHTEMHO TTOTHCKaHE HA
HHHC u BIHSHHE BBPXY
NO3HABATENHATA CTOCOOHOCT H
ABMTATENTATA PYHKIHA NIPH
KOMOWHHpaHO NPUIOKEHHE ©
TE3H JIEKAPCTBA

ITperopbuBa ¢€ NOBHIIEHO
BHHMaHue, Korato KcenoraaaH
Ce& H3T1013BA CHBMECTHO ¢
ApYTH CpeAcTea, AeACTRAIIH Ha
HHC. HNauuenate Tpabea na
OBIaaT YBEAOMEHH 3@ BB3MOMKHH
AOMBAHATENHH ePEKTH U
npeaynpedeHd Ja He wodmpaT
HIH paloTAT ¢ MalluHH

JlexapcTBa, KOMTO ¢€ CBEpP3BAT
B 3HAYHTEJIHA CTETICH C
1Na3MEHHATE NPOTCHHH (Hamp.
BapipapHH U AUTOKCHH)

Kcexnonanai Moxke 1a NIpAYHHH
NOBHILABAHE HA NJIA3MEHUTE
KOHLIEHTPAUUH HA Te3N
fIEKaPCTBa MopasH
U3MESCTBAHETO MM OT
NAasMERHTE [IPOTEHHH

[lanmpenTHTe TpAOBa N3 OBAAT
MOHHUTOPHPAHM 3a NOjIBA Ha
HEXENAHU peakliii, CRHp3aHu ¢
TE3U JICKapPCTRA H, aKO €
HeoDXOAUMO, Ia Ce KOPUIrHpaT
JO3HTE Ha CBBP3BAILIOTO C€ ©
OPOTEUHNTE JICKAPCTBO.

PeHUTOHH Bxmousadero Ha (eHHTOHH | Ako TpabBa fa ce H3N0/13BA
KBM TepaneBTHMHATa cXeMma C | (PEHHTOMH, NAUHEHTHT TpADBA
KceHonanan moske Ja NPHYHHH | BHUMATETHC /1A CE MPOCTEaBa
NOHMWKEHHE Ha MJa3MEHUTE | 3a BJIOIABaHe WIH
KOHUEHTPALWY Ha KAO3aImvH. BH300HOBIRAHE HA
NICUXOTHYHHMTE CHUMIITOMH.
JiaTni CueMmecTHaTa ynorpeda Moke | fla ce Habsronasa 3a MpH3HAUH
A4 [IOBHIITH PHCKA OT pa3BuTHE | H cummroMH Ha MHC.
Ha MAJTMTHEH HEBPOJICNTHYEH
cupgpom (MHC)
CYP1AZ2 unnykropu (Hanp. [Tpu eqHOBpEMEHHO Tpabpa na ce uMa npeABHI
OMeNPa3on) NPIIOKEHNAE € BE3MOKHO MOTSHUMAIHO HAMAKABAHE- b
MOHMKABAHE HHBATA HA e(HKACHOCTTA Ha Ko7
KITO3ATIHH. | 7 2
CYPIAZ2 vaxuburopy (Hanp. | [IpH eqHoBpeMeHHO Tpabpa nace u




¢nyBoxCcaMHH, KO(EHH, NMPUIOKEHHE € BE3MOXKHO BB3MOXHOCTTA 32 YBE/IHYaBaHe

LHOPO(SIOKCallHH) IIOBUMIABAHE HUBATA HA HA HEXKESJIAHHM PEaKkLHH.
KJ103aIuH., HeoOxoaumMoe e chrIlo Taka
BHHMATEIIHO NPEYCTAHOBABAHE
Ha ynoTpebara Ha

€ AHOBPEMEHHO NMPHEMAHHTE
CYP1A2 unxuCvropu, nopaau
HaMaJIABaHe HUBATA Ha
KJIO3aIIMH.

4,6 DepTHAHTET, OPEMEHHOCT H KLPMEHE

bpemennocT

ViMa orpaHHYeHH KIHHHYHH JaHHH OT ynoTpedaTa Ha Kio3anyH NpH OpeMEHH#H XKEHH.

[poyuBaHusTa [IPH XHBOTHH He MOKA3BaT MPEKM HWIH HENPEKH BpeIHH edekrTH, CBLP3aHu C
OpeMeHHOCTTa, eMOPHOHATHO/(PETANIHOTO pa3BMTHE, PAXKIAHETO WJIH NOCTHATAIHOTO PasBHTHE (BX.
TO4YKa 5.3).

[Ipy HOBOpOAECHH, KOMTO ca OHIM HU3NOXKEHH HA MACHCTBHETO HA AHTHICHXOTHHHH JIEKapCTBa
(BK/TIOMMTENHO KIIO3alIHH) 110 BpeME Ha TPETHA TPHMeCTRp OT OPEMEHHOCTTA Ha MakKaTa, ChIICCTBYBa
PHCK OT €KCTpalMpaMHIHKM CUMIITOMH H/WIH CHMIITOMHK HAa OTHEMAaHe CIe/ paxKJaHe, KOUTe MoraT aa
Bapypar 1o TEKECT H NMpoabkHTesHocT. FMa chobmenus 3a BBb30yZa, XMMEpTOHMSA, XHIOTOHHA,
TPEMOP, CBHIIMBOCT, PECIHPATOPEH AUCTPEC WY HapylIeHHe Ha XpaHeHeTo. Tesn HoBopoaeHH TpAOBa
Aa Obaar HabnoaaBaH BHHMATE/IHO.

Heobxoaumo e NOBHILIEHO BHHMAHHE NPH MPeANUcEaHe Ha OpeMeHHH JKEHH.

Knpmene
[Ipoy4yBaHHATA (P HMHUBOTHH NPEANONATAT, YS KHO3AMNMH CC SKCKPETHPA B KbPMaTa H OKa3Ba BIAMAHNC
BEPXY KbPMAueTO; MO Ta3H NIPHYHMHA, MaHKHUTE, NpHEeMAllH KIO3allMH HE TpAOBa A4 KEPMAT.

Aens ¢ geTepoieH NOTEHWHA

BraMOXKHO © BH3BphlllaHe Ha pPeAOBHATA MEHCTPyalls B Pe3yiTaT Ha NMPECMMHABAHE OT JICUCHHUE C
[PYT'¥ aHTMIICHXOTHIM KBbM Tepanud ¢ kyio3anuH. [1o Ta3u npuunHa TpAOBa [a ce OCUTYPAT aICKBATHH
MEPKH 3a KOHTPAUCTILMA TIPH XKEHH ¢ ASTEPOACH NOTESHIHAIL.

4,7 EdexTn BLpXY cnocobHOCTT2 32 LIo@Apane H paboTa ¢ MAIMHHA

[Topanu criocoGHOCTT2 HA K103allMH Aa NPeAW3BHKBA CEAHPaHe H Ja MOHIDKAaBa fpara Ha rbpYOBETe,
Tpabea Aa ce u3barsarT AeliHOCTH kKaro wodupaHe wid pabota ¢ MallHMHH, OCOOEHO B HAYaJHHTE
CeIMHULIM Ha IEUSHHUETO.

4.8 Hexenand JeKAPCTBEHH peaKUHH

Q6ofenune Ha npodHia Ha 6e30IacCHOCT
B no-ronamata cu yacT npoMABT HA HEXKEJIAHWTE peaKiMH Ha KJI03allMH € NMpEeACKa3syeM, Karo ce
H3X0XKAa OT (apMAKOJOIHMHUTE MY CBOMCTBA. BadkHO H3KIIOUCHHE € TCHASHUHATA AA IIPEeAH3BHKBA
arpaHyjonurosa. (px. Touka 4.4). Ilopaau To3u puck ynorpebara My Ce orpaHdyaBa Ao Cay4aH Ha
PE3UCTEHTHA Ha JieucHHe IH30QPEeHnA U NCHX03a, BE3HHKBALIa B xoga Ha Oonectra va [lapkuuCOH,
KOraTO CTAHJAPTHOTO JICYEHHE ¢ HeYCNEWHO. Makap ¥ MOHHTOPHPAHETO HA KPBBHHTE NOKA3aTeNH Ja
€ OCHOBHA YacT OT IPIDKHTE 3a TALMeHTHTEe MPUEMAIld KIO3aluH, Jekapar Tpadsa a3
OCTAHAJIHTE PEIKH, HO TEXKH HEXENaHH PeakildH, KOMTO MOrar Aa ¢€ JUATHOCTHULHP
eTany EAMHCTBEHO YPe3 BHHMATENHO HabmoIeHUe U pasmuTBane Ha nauuenTa, 3a Aa C¢
MOPOHMIAHOCTTA H CMBPTHOCTTA.




Ha¥-CepHO3HHTE HEXKEJIAHW PEAKLHH NMPH KI03aMUH Ca arpaHyJIoLHTO3a, I'bp4oBe, ChpASYHO-ChAOBH
edekT B BTpHcaHe (BxX. Touka 4.4).

Ha#i-yecTHTe HEXENaHH peakillHH ¢a ChH/IHEOCT/CeNalHs, 3aMadAHOCT, TaXHKapIHA, KOHCTHIAUKA H
XHIepcaMBaLiy.

JlaHHWTE TIOKA3BAT BapHpall POLUSHT HA MALMCHTH, JICKYBAHH C KIO3aNHH, KOHTO Ca MpPEKBCHAIH
YHACTHETO B KIMHUUYHHWTE M3MWTBaHUA Nopaan Hexenano cwburne (o1 7,1 no 15,6%]), kato ca
BKJTIOYEHH CAMO TE€3H, KOWTO JAOTHYUHO MOTar Ja ce CBBpPXKAT C Kio3anuH. IJo-uecTHTe NMpUYHHM 3a
NpeKBCBAHE Ha YHACTHETO B KJIMHHYHUTE H3MHTBAHHA ca OMIIM JICBKOMEHHA, ChHIHBOCT, 3aMasHOCT
(H3KTIOYBaiKH BEPTHIO) H IICUXOTHYHO Pa3CTPONCTBO.

Hapymenns Ha KpLBTA H AAMPHATA cucTeMa

['pa”ynOLUTONEHHATA H arpaHyJIOUHTO3a Ca PUCK, MPUCHLUL HA JICYCHHUETO C KIIO3alWH, Bhrpeku ue
OOHKHOBEHO aArpaHyIOUMTO3aTa © o0paTnMa NpPW CIMpaHe Ha JICYCHHETO, TA MOXKE ja JoBeAe A0
CelncHe M 1a ¢e oKaxke atanna. Tl kKato ce Halara He3a0aBHO CIIHpaHe Ha JIEKAPCTBOTO, 34 A2 C©
NPEeAOTBPaTH Pa3sBHTHETO Ha KHBOTO3acTpalllaBallla arpaHyJoLuTo3a, NpocieassaneTo Ha Opos Ha
JIEBKOLIMTHTE € 3aIb/DKMTENHO (BiK. Touka 4.4). B Tabmiua 3 no-gony € oboblueHa onpejeneHata
YeCTOTa Ha arpaHyJIOLMTOo3aTa 38 BCEKH NepUo OT JICYEHHETO ¢ KIO3alHKH.

Tabéauna 3: Onpegenena 4ecToTa HA ATPAHYJIOMHTO3aTA'

JleueGen nepuon YecroTa Ha arpanyjonurosara ga 100 000
nanreHTo-CeAMHUNH® Ha HA0NI0AeHHAE
Ceamuun 0-18 32,0
Ceamunu 19-52 2.3
CeamMunu 53 v no-HATATRK 1.8

! Tio panhv oT PErMCTHPa HA MPEKMBACMOCTTA Ha BpHTAHCKAaTa Ciykbara 3a MOHHTODHpAHE Ha NALHEHTH, JIEKYBaHH C
Clozaril (UK Clozaril Patient Monitoring Service) mexay 1989 u 2001 r.

* IlauMeHTO-BpEME € CYMAara OT OTACHHHTE c¢IUHHLH 3a BpeMe, Npe3 KOHTO MAalHEeHTHTE OT PerucThpa ¢a noyuasalu
KII03aIMH IIPEIy A8 pa3BHAT arpanynouyrtoia. Hanpumep, 100 000 naumento-ceamMul MOTaT a3 ce nabmopasat npu 1 000
MAIKEHTa, KOMTO ¢a OHMH B perscrbpa 8 NpoxbokeHne Ha 500 cenmmm (200%x500=100 000) mpead na pasBHAT
arpaHyNoOLHTO3a.

KyMynaTHBHATa 4e€CTOTA Ha arpaHyJOLMTO3aTa NO JAaHHH OT PErHCThPA HA MPEKUBASMOCTTA HA
Bpuranckarta cnyx0ata 3a MOHMTOpHpaHe Ha nauueHTH, nekyBaHu ¢ Clozaril (UK Clozaril Patient
Monitoring Service} (0-11,6 roguun mexny 1989 u 2001r) e 0,78%. Ilosewero cnyyaw
(npubmasurenHo 70%) PE3HUKBAT NMpe3 [1ppBUTE 18 ceaMUIM OT JIEYSHHETO.

Hapymennas HA MeTAGONH3MA H XPAHEHETO

Paako ¢e cpobmiaBa 3a HapylueH ITIOKO3€H TOJNEPAHC W/WAH pasBUTHE, WIH BJIOLIABAHE Ha 3aXapeH
auabeT Npu nedeHue ¢ KiosanuH. B MHOro penkd ciyyan ce ¢hOOILABA 33 TEXKKa XUIEPIIIMKCMHA,
TMIOHSKOTA BOJEIIA 10 KETOALH/103a/XHIIEPOCMOIapHa KOMa NTPH MALHEHTH Ha fieYeHHE ¢ Kno3anun 6e3
npeaAXoKAalla aHaMHes3a 3a XuneprimkeMusd. [Ipy nopeveTd NaAUKMEHTH HWBATA Ha KPHBHATA 3aXap CC
HOpManu3upaT Clied CIHPAHE NpHUeMa Ha KJIO3allHH, 4 B MaTbK OpoH ciyyad XHNEpPriIvKeMHATa C€
RL300HOBABA CNEA MOBTOPHO 3amouBaHe Ha JeyeHHe, Bbapexn ue npu noBeuyeTo NalMeHTH ca dDumH
HTHLIE PECKOBH (DaKTOPH 3a MHCYNHHO HE3ABHCHM 3axapeH auaber, XHOSPrIHKEMHI € 0TOenA3aHa H
NIpH NaIHEHTH 063 N3BECTHY PHCKOBH (AKTOPH (BXK. To4UKa 4.4).

HapywieHnst HA HEPBHATA CHCTEM2
Ha#-4yecTHTe HEXeTaHH peakLiMM BKIIOYBAT ChHAMBOCT/CeAMPAaHE H 3aMAasHOCT,

K
Knozanud Moxke aa npuunay EED opomeny, Bxmountento nossa Ha KOMIUIEKCH OT 31;.__6/
To#l moHwDKaBa IbPYOBMA MIPAr MO HO303ABUCHM MEXAHH3BM H MOXE Ja MPeAH3IBMKA MHOKAQHWYHH |
WA TEHEPIMSHPaHM T'bpuoBe. T1o-ronsamMa € BEPOATHOCTTA 3a MOABA HA TE3H CHMITTOMH TIRH Obpso . .+
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NOBHILABAHE HA JI034Ta W [IPH NMANKMEHTH C MPEeAXOokAallia enwiencHs. B Takusa ciydan no3arta tpadsa
Aa ce TMOHIKH H, ako € HeoOXomHMMO, Ja ce 3amo4yHe AHTUKOHBY/ICHBHO jeudcHHe. Tpabsa ga ce
u30Arsa MpuiaraHe Ha KapbamasenuH, MOpajd HEroBHMs MOTEHUHAT 32 MOTHCKaHEe QYHKUHATA Ha
KOCTHHA MO3BK, & 34 OCTAHANHTE AHTHKOHBYJICHBHHM JIEKAPCTBA TpAORA fAa C¢e HMMa TPSABUL
BB3MOKHOCTTA 32 (PAPMAKOKHWHETHYHH B3aMMoAcHcTBHg. B penxku ciy4aH, MalHEHTHTE JEKYBaHH C
K103l MOTaT A3 M3NAJAHAT B ACIHp.

MHoro paako ce cboOUiara 3a cliydaH Ha KbCHa AUCKHHE3HA TIPH MALMCHTH Ha JICYeHHE ¢ KITO3AMIHH,
KOHTO ca OMIM IEKYBaHH ¢ APYry aHTHIICHXOTHYHH JIeKapcTBa. [laumeHTHTE, IPH KOMTO € 0TOe/A3aHa
KbCHA JUCKMHE3HS [pH JeYCHHE ¢ APYrd aHTHIICHXOTHUM ¢a NOMY4YHIH noAcOpeHHe Mo BpeMe Ha
TEPAnUATA C KIIO3AIKH,

Chpaeunn HApYIICHHS

Moxe aa ce NMOABAT TAXHKAPAMA M OPTOCTATHYHA XHIMOTOHMA ¢ Wi 6€3 CHHKOM, OCOOSHO Mpes
[TBPBHTE CEAMMIIH Ha JieueHHeTo. YecToTaTa W TEXECTTa Ha XHMOTOHHATA 3aBHCAT OT CKOPOCTTa H
CTENMEHTa HA YBEMMABIHE TIPH THTPUpaHe Ha Ao3ara. [Ipu meueHHe ¢ Kio3anuH ce ¢podmiapa 3a
IIMPKYATOpeH KOJIAllC B PE3YNTAT HA TeXKa XUAOTOHMA, CBbp3aHa MO-CMICLHATHO ¢ arpecHBHO
TUTPUpAHE HA 403aTa, ¢ BE3MOMKHH TEXKKH MOCNECACTBHS KaTo CIHpaHe Ha ChpAeyHaTa QSHHOCT WITH
AHILAHETO.

Manka 4act OT JleKyBaHHTE ¢ KJIO3anuH naieHTH nonydasar EKID mpoMeHH, cxoaHu ¢ Te3w,
HabmioxaBaHl MpPH APYTH AHTHIICMXOTHYHH CPEACTBA, BKIIOMHMTEIHO AenpecHs Ha S-T cermenra u
NOAEA Ha MNOCKU, WK o0pprHaTH T BBAHM, KOWTO C& HOPMAJIHANpAT Cliel] IPeYCTaHOBABAHEe NIpHEMa
Ha wioszanuH. KIIHHHYHOTO 3HadyeHHe Ha TE3H NpoAsH He € AcHo. Ha Te3H oTKnoHeHHa Tpabsa olaue
aa ce oObpHe BHUMAHME, ThH KaTo ca HabmoaapaHyu NpH NalHeHTH ¢ MHOKapIHT.

Crofiapa ce 3a M30MMpaHM CTy4aM Ha CHPACYHH apUTMHH, NEPHKapAHT/NCPUKApAHH H3IHMBH H
MMOKAPAUT, HAKOH OT KOUTO ¢ daTaned n3xon. llogeuero OT caydanTe Ha MHOKAPIMT RH3HHAKBAT Nipe3
IBLPBHTE 2 Mecela cjel 3ano4YBaHe HA JISUSHHEeTo ¢ Kio3zanuH. [lo mpHHLMI KapaHOMHOTATHSA ce
pa3BUBa MO-KbCHO B XOZA Ha JIEYEHHETO.

[lpy HAKOW cAy4ad HAa MHOKapauT (mpuOmusuTenHo 14%) M nepHkapAHT/TIEpAKApACH H3JIHB CC
chOOIAaBa M 32 MOABA HAa €03MHOQHIHA;, He € H3BeCTHO, ofaue, falv €O3MHOPWIMATA TIPEICKA3BA
HaeKAHO PasBUTHETO HA Kap/MT.

[IpusHauuTe ¥ CHUMOTOMHTE Ha MHOKAPAMT WIH KapIAOMHONATHsi BKANOYBAT MEPCHCTHpAIUa
TAXWKApAHA B MNOKO#M, MATNUATALMM, apHTMHM, rpbaHa GofMka W JpYrH NpU3HAld H CHMIITOMH Ha
ChpA¢YHA HEAOCTATBYHOCT (HAmp. HeoOACHMMA YMOpa, AUCITHEs, TAXUNHEA), HIIM CHMITOMH, KOMTO
Hanoao0aBaT MHOKapAdeH HHGapKT. HJpyrd CHMIOTOMH, KOHTO MOTar 1a ¢a HalMUE B ZOMBJIHEHHE Ha
rOPHUTE BKTIOYBAT rPUANONONOOHH CHMITTOMH.

HasecThn ca ciyuyai Ha BHe3anHa, HeoOacHeHa CMBPT Cped NCUXHATPHYHH NAUKMEHTH, NOJTyvaBally
KOHBEHIHOHAHA aHTHIICHXOTHYHH JIEKAPCTBA, KAKTO M CPE HENSKYBAHHW NCHXHATPUYHHA NALHECHTH.
MHoro pagko ce cpo0imaBa 3a nogodHU CMBPTHH CTyYaH NPH NANNEHTH, TPETHPAHH ¢ KJI03allHH,

Cuba0BH HApYUMICHHS
Crofimasa ce 3a peakH cayuan Ha TpomOoeMOOnn3bM.

Tlpu ynorpeba Ha aHTHICUXOTHYHH CPEACTBA ce OTOENA3BAT C/IydaH Ha BEHO3EeH TpoMOoeMOOIH3EM,
BIUTIOMUTENTHO Oenoapoder emOoan3sM H O6100Ka BEHO3HA TPOMOO32 — ¢ HEH3BECTHA YECTOTA.

PecnuparopHy, CPLAHE H MEARACTHHANHA HAPYWICHHUS
MHoOro pafko BB3HMKBAT MOTHCKAaHE WIM CMHpaHe HA AULIAHETO, ¢ WIH 0e3 LIMpKyn
(B3K. TOUKY 4.4 1 4.5).



CroMamH0O-4PEeBHH HAPYHICHUS

MHoro 4ecto ce HaOJIIOAaBaT 3arneK M XunepcaanBais, a 4ecTo rajicHe H NMoBpbiaHe. MHoro psaako
MOXE Ja ce pa3BHe Hneyc (Bx. Touka 4.4). B peakH ciay4ad JIeYeHHETO C KJIO3allHH MOXE J1a ¢
cBBp3aHo ¢ guctarud. Moxxe 1a ce CTHrHe [0 acnMpalHs Ha [pHETaTa XpaHa IPH NALMEHTH ¢
aucdarus Wik BCJIEACTBHE Ha OCTPO MPEeLO3HPaHE.

XenaToOH/IHAPHH HADYIIECHAA

Bo3MOKHA € TOABA Ha MPEXOAHH, aCHMITOMHKM NOBHIICHHS Ha YepHOAPOOHHTE €H3UMH H PARKO
XeMaTHT ¥ XOAECTATHYHA >KBJITeHMIA. MHOro paako ce crobmasa 3a GyIMHHAHTHA uyepHOAPOOHA
Hekpo3a. [Ipd mosBa Ha >XKBITCHHLA, JEYCHHETO ¢ Kio3anuH TpabBa 1a ce NpeyCTaHOBH (BiK.
Touka 4.4). B peaku ciyvan ce cp0011aBa 32 OCTEP NAHKPEATHUT.

Hapymennsa Ha GbOpenETe H IAKOMANTE WHTHIRA
Crofiuasa ce 3a €QHHHYHHA CIY4YaH Ha OCTHP HHTEPCTHLUMAIEH HEPPHT, CBBp3aH C JICYCHHETO ¢
KJIO3AMMH. |

HapyineHua HA BL3NPOH3BOAHTEIHATA CHCTEMA H IbpJaTa
Hma MHOro peaxu cro0ilieHMA 3a CiIyyal Ha NIPUARYbM.

O6mu papymenus
CnobImasa ce 3a ¢ily4an Ha MalHrHeH HepponenTHyeH cuHIpoM (MHC) npu naugenTs, momyyaBaliy
KJIO3ATTHH CaMOCTOATENHO HIIH B KOMOHMHALAA ¢ THTHA, wid ApyrH aekcreamy Ha [IHC nexapcrsa.

CrobInara ce 3a OCTPH peaKI[HH PH CIHpaHe Ha JeuceHUueTo {BXK. To4ka 4.4).

B tabnmuara no-gony (Tabmuua 4) ca ofo0lieHH HeXeNaHuTe peakiHH, ChOpaHH OT CHOHTAaHHH
CbOOLUSHHA ¥ 110 BpEME Ha KIHHHYHH [IPOYYBAHHS.

Tabannoa 4: OucHka Ha YECTOTAaTa Ha BB3HHKBALLK MO BPEeME Ha JICUYEHHETO HEMNKETaHH PEAaKUMH OT
¢NIOHTAHHY CHOONICHNA W CHOOIIEHHS 10 BpEME HA KITHHHYHH NPOYYBaHHA.

HesxenanuTe peakiiMM ¢a pyHHpaHU M0 YECTOTA, KATO € M3IMOJM3BaHa CICAHATA KOHBEHLUA: MHOTO
uectd (>1/10), uect (1/100 mo <1/10), meuectn (=1/1 000 mo <1/100), peaxu (=1/10 000 no
<1/1 000), muoro peaxu: (<1/10 000), ¢ Heu3BecTHa YecTOTa (OT HATMYHUTE /IAHHH HEe MOXe N1a Obae
HanpaBeHa OLEHKA).

HapyuieHus Ha KPHLBTA R JHMPHATA CHCTEMA

Yectn: AEBKONIEHHA/TIOHIDKEH JIEBKOLMTEH Opoli/HeYTponeHus, €03HHOPH/INA
JICBKOLIMTO3a

HeuecTu: arpaHyJIolliTo3a

Penxu: AHECMHA

MHoro peaku: TpoMOOUHTOREHMA, TPOMOOLITEMH

Hapymennna Ha MeTa001H3MA H XpaHEHeTo:

Yecrn: HaAAABaHE HA TErNo
Penxn: HapyuleH roKo3cH ToNCpatc, 3axaper nnader
Muoro penkHu: KETOalua03a, XMNepocMOJiapHa KOMa, TEeKKA XHITEPriMKeMHA,

XHISTPHITTHUEPHIAESMHA, XHIIEPXOJIECTEPOACMHUS

Icpxuaun uapymeﬂnﬂ

Yecru: JH3APTPHSA
HeuecTH: Juchemus
Penxwu: 0e3n0KOHCTBO, CHCTOAHHE Ha Bb3Dyaa

Hapywennsa Ha HEPBHATA CHCTEMA
MHoro yecTH: CHHJIHBOCT/CEIHUPAHE, 3aMagHOCT




YecTu:

HeuectH:

Penxu:

Muoro peaxi

C HeusBecTHA YeCcTOTA:

HapymeHHn HA OYHTE
Hecru:

CobpaeuHn HApyIeHHS
MHoro vecTH:

YecTu:

Penxu:

Mmnoro penxu:
C nen3BecTHA YecTOTa:

CraoBu RapymeHHs
Yectn:

Penxu:

C HEH3BECTHA YECTOTA:

PecnHpATOPHH, IPLAHH H MEAHACTAHAJHH HAPYIIEHHA
ACTIMPAIMA HA NPUETATA XPana, THEBMOHNS ¥ MHPEKIMH HA AOIHHTE

Pepnxu:

Mmoro peaxu:
C HeM3BeCTHA YECTOTA;

CromaniHo-4peBHH HADYNICHHSA

Muoro yecru:
YecTu:
Penku;
MHoro peku:

C HEeH3BECTHA YecToTA:

XenarodonjinapHH RApYMeHAN

YecTu;
Penxu:
MHoro peaku:

Hapyumiennsi 5a KOKATa H JIOAK0KHATA ThbKAH

MHoro peaku:

MycKyaHO-CKE/IeTHH HAPYIICHHAS

C HEH3BeCTHA 4YecTOTA:

Hapymennn Ha 6p0pennre H THKOYHHTE NHTHINA

Yecn:
Muoro penku:

3aMbIJICHO 3peHHe, rMapobonue, TpeMop, PHIHAHOCT, aKaTH3HA,
eKCTPaHpPaMHAHH CHMITTOMH, NPHITIANBLW/ THPHOBE/

MHOKJIOHYCH

MAJTUTHEH HEBPOCIITHYEH CHHAPOM

o0BpKaAHOCT, ACTHP

TapAUBHA JUCKHHE3MA, OOCECHBHO-KOMITYNICHBHY CHMNITOMH
XOJTMHEPrHYeH CHHAPOM (ceR psa3Ko oTHeMane)*, npomenH B EEI™

3aMbITICHO BHXKIaHe

TaxuKapaus

EKI" npomeHH

LHPKYJIaTOPEH KONANC, ApHTMHU, MHOKApPIHT,

NEPUKAPAUT/MEPUKAPASH U3NHE

KapAHOMHOTIATHA, CITHpaHe Ha ChpASYHATA ASHHOCT

MuOKapaeH HHbAapKT (MOxke Ra ¢ paTanen)*, 6oaka B rpbAHMA KOLL/aHTHHA
nexTopuc*

XHITEPTOHHSA, OPTOCTATHYHA XHUITOTOHHUSA, CHHKOII
tpomGoeMOonusbM

BeHO3¢H TpoMOoeMO0IH3EM (BrmoyHTENHO 6emoapobeH
eMO0IH3BM U AbA00Ka BEHO3Ha TpoMO03a)

AHXATE]HH [IBTHLIA, KOMTO MOrar Aa OuaaT (paTaind
NOTHCKAaHE/CNUpaHe Ha AHLIAHETO
HazajlHa KOHrecTHa™

3aMeK, XHIepcaliBalHs

rajeHe, NOBpbilaHe, OezaneTHTHe, CyX0Ta B yCTaTa

aucarus

yrojieMABaHe Ha TAPOTHAHATA 3Jie3a, YpeBHa OOCTpyKLIns/
napajuTH4eH wieyc/dexkanHa o0cTpyKUHA

auapusa*, cromMaliteH JHCKOMQOPT/KHCETMHI/ AUCTIENICH *, MEraKoJIOH,
UHTSCTHHANCH MHGAPKT, ANTECTHHANHA nepdopalins

MIOBHILICHH YEPHOAPOOHH €H3HMHU
XellaTUT, XOJlecTaTHYHA JKBITCHMLIA, NAHKpeaTHT
dynMHHAHTHA YepHOnpoOHA Upo3a

KOXHH PeaKLiHH

MYCKYJIHA c1abocT*, MyCKYJIHH Cria3sMu*, MyckyJ/iHa bonka*

HHKOHTHHCHIIMA Ha YpHHAaTa, pCTCHLIMA Ha YPHHATa

HHTepCcTHUMaNeH HedpuT R
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C HeM3BECTHA 4€CTOTA: O0vOpevHa HeaocTaThLUHOCT*
bpemennocT, nyepnepayM H NEPHHATAIHH YC/I0BHS
C HeHM3BECTHA YeCTOTA: CHHAPOM HA OTHEMaHe Y HOBOPOAeHOTO (BK. TOUKa 4.6)

Hapymenns Ha Bb3NPOH3BOAHTEIHATA CHCTEMA H rbpAaTa
Mmnoro penku: NPUAITH3HEM

O0ms HapymeHnsi ¥ RAPYIIeHAR HA MACTOTO HA NIPHJIOKEHHE

Yecu: yMopa, peGpanureT, q00poxadecTBEHa XUNEPTEPMHs, HAPYLICHO
NIOTOOTASNAHE/ perynanysa Ha TeMiepaTyparta

MHoro peaku: BHe3anHa HeoOACHHMa CMBPT

Hicnenpaunsa

Peaku: nosHimaBate Ha CPK

*Hexenanyu JIeKapcTBEHH PeaKLMH, ChOOIIEHH 10 BpEME Ha MOCTMAPKETHHIOBHA MNEPHOIA Hpe3
CTIOHTAHHU CHODIEHMA K CyUaH, ONUCAHY B AMTCpaTypaTa.

Muoro pagko e wabmopasawo yaeinkasaue Ha QT-HurepBana, KoeTe MOke Aa ObAe CBBHP3AHO ©
Torsades De Pointes, Bplipekd de HaAmMa yOeauTeNiHa NPUYHHHO-CIISZICTBEHA BPb3Ka ¢ ynoTpebarta Ha
TOBA JICKapCTBO.

Crobmasane Ha NOAOIUPANN JEKAPCTBEHH PCAKINH
CrobmaBaHero Ha MONAO3HPAaHM HEXEJaHH peakIHH clejl paspellaBaHe 3a ynoTpeda Ha

JICKAPCTBEHMNA TIPOAYKT € BaXKHO. 10Ba TNO3BOJBA Ja NPOXBIDKM HAOMIOJNEHHETO HA
CBOTHOHICHHETO II03a/PHCK 3a JEKapCTBEHUA NPOAYKT. OT MEAHIMHCKHTE CIIEHHATIHCTH CC
M3HCKBA J1a ChoOIMABaT BCAKA MOJO3HpaHa HEkeIaHa peakiusa ype3 M3mbaHHTEHA areHIu
o JexapcrBara, yi.,,Jamsa ['pyes’’Ne 8, 1303 Codusa, tem.: +35928903417, yebcaiir:
www.bda.bg.

4.9 IlIpegozupane

B ciaydaMTe Ha OCTpO MNpeaHaMepeHO WIM CIY4YaHHO MNpeno3HpaHe € KIO3alHH, 33 KOMTO HMa
uAdOpMAaLMs 32 M3X0/la, CMBPTHOCTTA € okojio 12%. [ToBedeTo oT ciayvanTe ¢ (aTajeH H3XOX ¢a
CBBP3aHH ChC ChPASYHA HEAOCTAThYHOCT MIIH NHEBMOHHKA TIOPaRH acnypaudsa H Bh3HHKBAT MPH JO3H
Haa 2 000 mg. Mma crolllleHMA 3a NAalHEeHTH, KOMTO ca C€ BB3CTAHOBWIIM OT Npeao3HpaHe ¢ Hal
10 000 mg. Tlpu manbk Opoit BB3pacTHH, obaye, HpeAUMHO NPH Te3H, KOMTO MpeJd TOBa HE ca
nNpHEMalId KNo3aluH, NpueMsT Ha A03UM OT 400 mg € aoBen A0 KUBOTO3acTpalllaBallyd KOMATO3HH
ChCTOSHNA, & B €ZMH chay4aid 10 cMbpt. Ilpu Manke aeua nmpueMsT Ha 50 ao 200 mg e nosen jo
ABI00KO ceMpaHe HIIH KOMa, KOATO He € Oua (aranHa.

IIpusHanyu # CHMOTOMH

CoHAMBOCT, JNeTaprusi, apednexcusd, Koma, ODBpKAHOCT, XaTOIMHAUHH, AKUTHPAHOCT, ACTHP,
CKCTpanMpaMUIHH CHMITOMHM, XHneppedieKkcua, rbpUYOBe, XHNEPCANHBaUus, MHIPHA3a, 3aMbIJICHO
3PCHUE, TepMONabHIHOCT, XWMOTOHMWA, KONaNc, TaxMKapaMsi, ChpAeYHH apHTMHH, aclHpalHOHHA
[THEBMOHUA, JUCHHEA, MOTHCKaHE Ha AHIIAHETO HJIH AUXATE/IHA HeAOCTATHYHOCT.

Jleuenne
HaMa cneuuduanu antuaoti 3a Keedonanan.,




Cromalita NpOMMBKA WWIH NpuWiarase Ha akTHBEH BBIJICH B ITEPBHTE 6 vaca Ciiex NMOTNBIIAHE Ha
JIEKapCTBOTO. Malko BEPOATHO € MEepPHTOHeaHaTa AMANH3a U XeMoaHanu3aTa aa 0baar egekTHBHH.
CHAMITOMATHYHO JICUEHHE TI0A HENPEKLCHAT ChPACUCH MOHHTOPUHT, CCACHS HA JUIIAHETO, KOHTPON
HA EMEKTPOJIHTHTE H anKaIHO-KUCETHHHOTO paBHoBecHe, [Ipy leYeHHeTo Ha XHIOTOHUATA TpAOBa aa
ce wu3barea ynorpebara Ha enMHeDPHMH TOPAAW BBIMOMKHOCTTA OT pasBUTHE Ha ,,00pareH
enuHedpHHOB edekT”.

HeoGXoauMO € HEMPEeKbCHATO MEAMLMHCKO HAOMOAEHHE B MPOAB/KEHHE HaW-Malko Ha 3 AHH
Mopajy Bb3MOXKHOCTTA OT OABA Ha MO-KhCHH PEaKLIMH.

5. ®APMAKOJOIMYMHHA CBOHCTBA
5.1 PapmMakoaHHAMHIHH CBOHCTBA

dapmakorepanesryHa rpyna; AHTUTICHXOTHYHO cpeAcTBo (ATC koa: NOSA HO2).

MexaHn3BpM Ha JeCTRHE H (hﬂEM&KO,EHH&MH‘-IHH egb_em

YCTanOBEHO €, 4Ye KIO3alMH € aHTHNCHXOTHYHO CPEACTBO, KOETO C& paliHdaBa OT KIACHUYCCKHMTE
aHTHICHXOTHLH, [IpH (papMakoIOriuHy eKcnepHMeHTH, CheJHHEHHETO HE NPEIU3BHKBA KaTaJIEIICHS
WM MHXHOHpaHe Ha MHAYLMpaHoTo OT anoMopduH miM aM(eTaMuB CTEPEOTHIIHO TOBEACHMHE.
[Ipureskasa camo cnabo GroxkHpamo AelicTeue BEpXY AomamMuHoeHTe pelientopu D1, D2, D3 1 D3, Ho
nokazsa BHcOKk aduHurer KbM D4 penentopa, B AONDAHCHME KbM  MOUWEHEWTE My
aHTHaI(aapeHePrHYHH, AHTHXOJHHEPrUYHH, aHTHMXHCTAMHHOBH W HWHXHOMpamu Bb30yaHaTa
peakums edekTh. [loKazaHo e, 4e MPUTEXKABA U AHTHCECPOTOHHHEPIHYHH CBOHCTRA.

Knunuuna edukacHocT M GezonacHoCT

B xIMHHYHHK YCIOBHA K/TO3AIIHH NTpeAN3BAKBa OBP30 M H3Pa3CHO CCAUPAHE H OKA3BA AHTHIICHXOTHYHH
edexTH mpd MHU30¢ppeHHO OOJHH, PE3UCTEHTHH KBbM JApPYro MEIHKAaMEHTO3HO jJ¢YeHHe. B Takusa
Clyvad € QOKa3aHo, Ye KIOo3aluH € edexTHBeH NMpH O0JieKYaBaHe KaKTO Ha MO3UTHBHUTE, Taka H Ha
HEraTHBHUTE LIH30(PEHHA CHMITTOMM, TJIABHO TTPH NPOBEACHH KPATKOCPOYHM npoyuBaHus. [1pu enHo
OTKPHTO KITHHHYHO MPOYYBaHE, NPOBEAECHO MpH 319 PEe3UCTEHTHH Ha NI€YCHHE MNAMeHTH, TeKYBaHU B
npoak/bkeHye Ha 12 Mecella, € OTYETSHO KIIMHHYHO 3HAYHMO nojobpeHHe npH 37% oT CIy4aHTe B
paMKHTE Ha IThbpPBATa CeAMHLE OT JISUeHHeTO U 1pu oile 44% B xpaa Ha 12-te meceua. IlopobpeHHeTo
¢ onpeaeneHo Karo 20% NOoHHMKaBaHe Ha CKOpA MO KPAaTKATa NCHXMATPU4YHA cKayia 3a oueHka (Brief
Psychiatric Rating Scale) cipamo uzxosauua pesyarar. OcseH ToBa ce chOOIIABA U 332 NOACOpEHHE NO
OTHOLUEHHE HA HAKOH OT aCHeKTUTE Ha KOrHUTHBHATA AHCYHKIHA.

B cpaBHeHMe ¢ KJIACHYECKHTE AaHTHIICHXOTHLM KIO3alMH [PSAM3BHKBA [10-MajJKO [OJCMH
EKCTpANMpaMMAHK peakiyil KaTo IAWMCTOHMSA, NAPKUHCONOAOOHM HEKENaHW peaxkilii M aKaTH3MA,
[IpoTHBHO Ha KNACHUYECKHTE AHTUINCHUXOTHUH KIO3aNMHH NMpPEAH3BHKBA C/1a00 HIM HE Tpeau3BUHKBa
MOBUINABAHE HA TPONAKTHHA, KATO O TO3H Ha4MH Ce u30ArBaT HEXKCIAHM PEaKiMy Kato
rMHEeKOMAacCTHA, AaMEHOPEA, FraJIaKTOpes H HMIIOTEHTHOCT.

[lIoTeHUMAIHO CEPHO3HH HEXEIaHH peakUuHH, NpelU3BHKaHU OT JICUYCHHETO ¢ KJIO3anuH ¢a
MPaHy/OLMTONCHHATA W arpaHyNOLHMTO3aTa, YeCTOTaTa Ha KOHTO € OIpe/eNieHa ChOTBETHO HA 3% W
0,7%, opaaun TO3M pUCK ynorpebaTa Ha KJI03anuH TpAOBa Aa ce OrpaHHYM 10 NMalUHEHTH, KOHTO ¢a
PE3MCTEHTHA Ha JICYEHHE WM MALUEHTH ¢ rncHxos3a npu OosmecT Ha IlapkwHcoH, koraTto ApyrHTe
TEpaneBTHYHH CTPATETHH C€a C€ OKAa3a¥ HeyclewHH (Bx. Touka 4.1) ¥ NpH KOHTO MOTAT fAa Ce
[IPOBEXKIAT PEAOBHN XEMATOJOTUYHM H3CeIBaHUA (B)K. TOuKH 4.4 U 4.8).

5.2 PapMakokHHETHYEH CBOlcTBa

Abcopbyun




AGcopOLHsITa Ha NEPOPATTHO NPHIOKEHU K103anHH € 90-95%, xaTo HHTO CKOPOCTTA4, HUTO CTEMEHTA
Ha a0copluusaTa Ce NMOBIHABAT OT XpaHaTa. KnosanuH € NOAIOXKEH HA YMEPEHO NPeBpPLLLAaHE IIpH
MBPBO NPEMHHABAHE, KOETO BOAM Ao abcomoTHa SHonammunoct ot 50 go 60%.

Pasnpedenenue

[Ipu paBHOBECHH YCHOBHA, aKO Ce AaBa ABA ITBTH AHEBHO, NIMKOBHTS HHBA B KPbBTA C¢ OTKPHBAT
cpeaHo cnea 2,1 gaca (o6xpar: 0,4 g0 4,2 yaca), a 06eMbT Ha pasnpenenetue e 1,6 kg, Knosanun ce
CBBP3BA OKONO 95% ¢ nuia3MeHMTE NIPOTEHHH.

buompancopmanus

Knosanuu ce MerabonH3upa MoYTH HAMBIHO Mpeay da ce ekckperHpa. OT rnaBHUTE MeTaGOIMTH €
YCTAHOBEHa AKTHBHOCT €JWHCTBEHO Ha AUMETWIOBUS Metabonur. dapMakoiorvuHuTe My ACHCTBUS
HarroAo0ABAT TE3H Ha KJIO3alTHHA, HO ¢a 3HaYUTE/IHO No-c1abH U ¢ [o-KpaTKa NPOAb/DKHTETHOCT.

Erumunupane |
EnuMuHHpaHeT0 My e ABy(da3’0oBO CBC CpPeleH TepMHHaNeH MNONy;kHMBoT of 12wuaca (oDOxear:

6 0o 26 4aca). Cnea eqMHHYHH ZO3H OT 75 Mg CPelHHAT TEpMHHANEH MONYKHBOT € 7,9 yaca; Toi ce
nosuinaea 1o 14,2 yaca, KOFaro ce JOCTHIHAT YCNIOBHA Ha PAaBHOBECHO CBHCTOSAHHWE UPE3 TIPHUITOKEHHE
Ha AO3W OT 75 mg AHEBHO B MPOAB/DKEHHE HA NoHe 7 AHH. B ypuHaTa M HW3NpaXXHCHHUATA CC OTKpHBAT
camMoO CJeNH OT HETIPOMEHEHO JiekapcTBo, Kare npubiausmuTenHo 0% OT NpunoKeHaTa jo3a CC
eKCKpeTHpa noj opmarta Ha MetaboidTit B ypuHara H 30% B M3npakHeHHATA.

Junetinocm/nerunednocm
HopminaBaneTo Ha A03MpoBKHTE OT 37,9 mg mo 75 mg u 150 mg, nasaHu ABa I'BTH JHEBHO, MIPH
PaBHOBECHO CHLCTOAHWE BOAM 0 JTHHEHHH, MPOMOPUHORAIHYE Ha [103aTa MOBHAUECHWS HA MUJI0WTA {104
KpUBaTa Ha I[UIA3MEHHTE KOHLUEHTpauuH BBB BpemeTo (AUC) ¥ Ha NHKOBHTE H MHHHMATHHTS
[JTA3SMEHH KOHLIEHTPALUH.

53 Ilpexxananunm JaHHHA 32 0e30MacCHOCT

[IpeaxnuuuuHMTEe ONaHHM He MNOKazBar oco0eH pHUCK 32 xopa Ha Oazara Ha KOHBCHUHOHATHHATE
(PapMaKOJTIOrHYHA MpOy4BaHUA 3a 0e30MaCHOCT, TOKCHYHOCT IIPH MHOTOKPATHO [pHJIAaraue,
FEHOTOKCHUHOCT, KApUMHOTeHeH NOTeH1MAN (32 perpOayKTHBHATA TOKCHRHOCT BUXKTE TOUKA 4.6).

6. CAPMAINEBTHYHH JAHHN
6.1 Cnucbk HA NOMOINHHTE BeleCTBA

MarsesneB cTeapar

KonouaeH 6e3804eH CHIMUHEB THOKCH]
Hosugon |
Tank

IlapeBHYHO HHILECTE

JlakT03a MOHOXMIpAT
[TpexenaTHHU3IRPAHO HULISCTS

6.2 HecnpMecTuMoOCcTH

Henpunoxumo




B Cpok HaA roaAHoOCT

5 rOAMHN.

Mepron 3a v3non3BaHe CREX MLPRO QTeapaHe HA Tabnerkure, onakosauu B HDPE onaxoska - 24
Mecella npu temneparypa 25° C.

6.4 CneunajaHy yCAOBHS Ha CbXpaHeHHe

Ha ce cbxpanasa nog 30° C.

6.5 Buau cbabpkaHHe HA ONAKOBKATA

Tabnetkute Kceenonanan ca onakosanu B PVC/PVDC/anymupuesd OnuctepH.. baucrepute ca
ONakoBaHH B WTorpagupaHi KapTOHEHH OMAaKOBKH, ChAbpxawm/ 7, 14, 20, 28,:30, 40, 50, 60, 84, 90,

100 u 300 TabneTk.

Tabaetkwre Kcenonanau ce apeanarat u 8 AHTorpadupadt KapTOHEHW OMNAaKOBKH, Chabpxauiu 50
TabneTku B nepdopupad eaHoAo308 Gnuctep 3a bonuuuna ynorpeda - PYC/PVDC/Al Gancrep.

Tabnetkure Kcenonanau ce npeasarar u 8 HDPE onakosku, c'bm.pmamn_?; 14, 28, 30, 40, 50, 60,
84, 90, 100, 250, 300, 500, 1 000, 1 500 u 2 500 TabneTkH, ¢ NONMMPONHIEHOBA Kalla4yka Ch¢ 3aUMTA
CpeLLy OTBapsHe OT Jeua.

He BcHUKM BHAOBE OMAKOBKKM MoraT aa Gbaart nycHary B npopaxia.

6.6, Cnennanay npeanazHd MepKH IIPH H3XBbLpJasiHe 4 paboTa

Hama cietHanHy U3MCKBaHKS,

7. NPUTEXATEJI HA PASPEIHEHHETO 3A YIIOTPEBA

G.L. Pharma GmbH

Schlossplatz 1, 8502 Lannach

ABCTpHSA

8. HOMEP(A) HA PASPENIEHHETO 3A YIIOTPEBA

25 mg: Per. No 20130128
[00 mg; Per. Ne 20130129

9. JATA HA IThPBO PA3PEIUABAHETIOAHOBABAHE HA PA3SPEIIEHKETO 3A
YIIOTPEBA

25.03.2013

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA mapt1/20138




