M3NbIIHNTENHA ATEHUWA NO NEKAPCTBATA |

Kpamxa Xapaxmepucmuxe «a npogykma - Npurowesiueg |

Paspewerue Ne

KPATKA XAPAKTEPUCTHUKA HA [IPQAYKTA JO%Y S 0§ -01- *026

Excki103a MoKe A2 NPAYHHH ArPAHYJIONHTO3A!

YnorpebaTta My Tpsa6Ba na 611¢ orpannueHa 10 NANBEHTH

- ¢ MH30(pPeHHS, KOUTO HE PEArHPAT HA H/IH He NOHACHT JleeHHe ¢ SHTHNCHXOTHYHN
CpelcTBA, H1A NANHCHTH ¢ ncAxo3y npH [lapkunconopa Gosect, xoraTo aApyraTe
TepaneBTHYHH CTPATertH ca OHn HeehexTHBAR (BXK. Touka 4.1).

- KOMTO I'bPBOHAYAINO HMAT HOPMA/IH CTOHHOCTH HAa BeyTpodHAHTe (abcotoTen Gpoii Ha
HeyTpopuanTe; ANC) 21500/mm” (1,5x10%/1) B 06maTa nony;ranns u
>1000/mm>(1,0x10°/1) npn nanmenTH ¢ NOTBbLPAEHA NO6POKATECTBEHA eTHHYECKA
Beyrponeaus (BEN), n

- TPH KOHTO MOXe€ Aa ce onpeae.s peAoBHO abco/OTHART Opoii Ha HeyTpodranTe (ANC)
KAaKTO C/1€1BA: BCAKa CEAMHIA Npe3 DbpBHTE 18 ceaAMBNA OT TepanuaTa, cjien TopA
EXeMECE'THO Ipe3 CAeABAIETe 34 ceAMHNH (T.€. 10 IPHK/IIOYBANE HA WLPBATA rOAHHA OT
nedenneTo). Ciaen 12 mecena, axko npes N-pBaTa rOAHHES B AMAMHEIATA HE € HMAIO
HeyTponeHns, Habaonennero Ha ANC Tpabea na ce HaMAIH 10 BeJHBLXK HA Beeky 12
ceamund. Caen 24 mecena ANC caeapa aa ce H3c/IeBa BeIHBK FOAHIIAOC, NPH YCJ/IOBHE 9€
B AHAMHE3ATA HC € AMAJI0O HEYTPONICHHR Npe3 NPEAXOANATE ABe NOAHHH. AKO N0 BpeMe HA
JICUCHHETO ¢ BbIHHKHAJA JIEKA HEYTPONEHHAR, KOATO BHOCTREACTBHE ¢ DR
CTAOHTH3HPAHA W/HIH ¢ oT3By4ana, ANC TpubBa aa ce exeMeceuno no BpeMe HA
MEICHHETO. AKO c¢ NOSBAT NPHIHANHE HJIH CHMOTOMN HA HEQEKRAR (ranp. norumena
TEMOEPATYpa, BLINAJICHO IbPJI0, 43BH B YCTATA/IBPJI0OTO), TPAGBA Aa ce HANPABH
He3abaBHO onpesensne Ha ANC. IIph no-BL3paCTHA NALKERTH cex 106apgne HA
BAINPOEBA KHCEIHHA KbM JICYEHHETO ¢ KJIO3ANWH, 0c00eHO B HAYAIHHAY IEPHOA Ha
JeYeHHeTO, TPAOBA Aa ce ofMucaAR AONBLAHATENHO HicaeaBane Ha ANC. (BX. TOUKE 4.4 1
4.5)

JlekapuTe, npeANHCBAIMN JIEKAPCTBOTO, TPAGBA A8 CNA3IBAT HINKIIO HeoOxoauMHTEe MepKH 32
OesonacuocT. ITpH BCAKA KOHCYITAIHS HA NMANHEAT, npuemMam Excknoza, Tpadsa aa ce
HALIOMHS J1a ce CBhLpkKe He3A0ABHO ¢ IEKYBAINS JIEKAP, AKO 3AI0UHE PA3BATHE HA HIKAKDB BH)
urdexnan. Ocobeno BAEMaAHe clenBsa a2 ce o6pLma Ha rpanonono0HNTE ONJIAKBARHN KATO
BHCOKS TEMIICDATYP2 HJIH BLINAJEHO I'bPJ0, H HA APYTHA Gefie3n HA NHGEKIHYE, KOSTO MOKe AR
ObAe nokasaTenna 3a Heyrponenus (Bx. Touka 4.4).

Exckio3a Tpabsa na ce yRHINOXKABA NOR CTPOr MeAHOAHCKE KOHTPO. B ChOTBETCTBHE ¢
OPHUHANHATE NPenoPpLKE (BK. TouKa 4.4).

Muokapanr

Knosanmn ¢ cBbp3aH ¢ DOBHMIEH PHCK OT MHOKAPAHT, KOHTO B PeAKH CIy9aH ¢ OHJ ¢ JIeTaien
H3xon. IIoBAIIEHHAT PHCK OT MEOKAPAHT € HAM-ro/IaMm ape3 nLpBATe 2 Mecena OT JIeYEHHETO.
Paaxo ce cbo6maBat o ciryqan A3 GaTaNHA KAPAHOMHONATHS (Bx. TOUKA 4.4)..

MHokapanT BJIH KApPAHOMHONATHA TPAGBA A3 ce ouakBa NPH NANHEHTH, KOUTO HINHTBAT
IcpCACTHPAINA TAXHKAPAHA B CbCTOMHHE HA NOKOi, 0coGeHo npes nupBHTE 2 Mecena or
JICMEHHETO, H/HTH NAINMTANMH, APHTMEH, 601KH B IrbpPAHTE, KAKTO B APYI'H NPH3HANH H
CHMUTOMH Ha ChpJe HA HEAOCTATHLIHOCT (HAND. HeoOACHUMA YMOpa, AHCHAES, TAXHOHeN), HJIH
CHMIITOMH, HOAOOHH HA Te3R NPA HHPAPKT HA MHOKAPAA (BXK. TOUKA 4.4).

IIpn chMRBenne 33 MHOKAPART HJIH KaPAHOMHONATHS JedeHueTo ¢ Exciuiosa TpAOBa BeaHara a;

C€ NPCKPATH B DANHEHTHT A4 ObAe HACOUER KbM KapAHOJor (Bx, Touka 4.4), Q}\\}ga 30 7
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1. HME HA JIEKAPCTBEHUA TPOAYKT

Excknoza 100 mg Tabnerku
Excloza 100 mg tablets

2. KAYECTBEH H KOJIMUECTBEH ChLCTAB

Beska taGrnerka cpabpxa 100 mg knozanun (clozapine).

[TOMOIIHH BELIECTRA ¢ H3BECTHO OeHCTBHE

Beska tabnetka or 100 mg caappika 192 mg nakrosa MOHOXMIpaT.

32 MBJIHKS CITHCBHK HA MOMOLLHHTE BELLECTBA BIDKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka.
Kpbray, xuiTH Tabnerkn, ¢ aenurenta Yepra ot asere cTpaHd H Haanuce "CPN 100" ot eanara

CTpaHa.

Tabnetkara Moxe na 6bAe pa3aencHa Ha IBe PaBHH MOJIOBHHH.

4, KMHUYHH JTAHHHA

4.1 TepaneBTHYRH Noka3anug

JleyeHue Ha TepaneBTHYHO PE3MCTEHTHA LIH30DPEHHS

EKCKIO3a € MOKAa3aH NMPH NAlHEHTH C Pe3UCTEHTHA Ha leYeHue W30 peHHs U NPpH NALMEHTH C
WH30(PPEHHA, KOHTO HMAT TEXKKH, HEMORITHABALLY CE HEBPOJIOTHYHH HeXEJIaHH PeaKkiUHH KbM APYrH
AHTHNCUXOTHYHH CPCACTBA, BKIIOUHTENTHO ATHNHYHH AHTHIICHXOTHLIM.

Pe3ncrenTHOCT KBM NEuenne ce nepHHUPa KATO TMNCa HA 3A0BOIHTENHO KITHHHYHO nioaobpeHue,
HE3ABHCHMMO OT NPHIAraHEeTO Ha MOAXOAALILH JO3H OT Hali-Ma/iko NBE PalfIHYHM AHTHIICHXOTHYHM
CPCACTRA, BKMOYHTEITHO aTHIIHYEH AHTHIICHXOTHK, NPEAIMMCAH 38 NOCTATLYHO NPOALIDKHTEIEH
NMEPHOI OT BpEME.

Icuxo3a npu 6onect Ha IlapkuHCcOH
EKckJ103a e nokasaH ¢biio [1p¥ NICHXOTHYHH HAPYIIEHHA, Bb3HHKBALIH B X013 Ha 00JIECTTa Ha

[NapkuHCOH B ciTydaHTe, KOraTo CTAHAAPTHOTO NEYeHHE € GO HeeeKTHBHO.

4.2 1o3upoBKa H HAYHH HAa NPHJICKEHHE

ﬂoaup_osxa

Hosuposkara Tpa6ea na 6nae onpeneneHa HHAHBHIYaTHO. TpabBa na ce npunara Haii-HHckaTa
e(eKTHBHA 103a NPH BCEKM NMaLMeHT. BHUMaTenHo TPETHPaHE U CXeMa Ha AO3HpaHe ca HEODXOAMMHY
34 MHHUMHM3HPaHe Ha PHCKOBETE OT XHIIOTOHHA, MPUOBE H Cenallts.

3ano4BaHeTO Ha neyeHneTo ¢ Exkcknosa Tpa6ea na 6bae OrpaHHYeHO A0 nauueHTHTe ¢ ANC
2 1500/mm?> (1,5 x 10%]1), kouto ca B pamMkuTe Ha pedepeHTHUTE CTOHHOCTH.

Kopurupane Ha n03aTa e noka3aHo npu naumenTy, MPHEMALIH H IEKApPCTBEHU NMPOAYKTH, K
moka3Bat gapMakoAHHAMHYHM H PapMAKOKMHETHUHH B3aHMONCHCTBHS G Excxnosa, karo
OeH30AHa3eNMHH HIIK CENEKTHBHH HHXHOHTOPH Ha 06PaTHOTO 3aXBalliaHe HA CEPOTOHHHA




(BXK. TOUKa 4.5).

[Ipemunagane om npedxoxcoauia mepanus ¢ GHMUNCUXOMUK KoM mepanus ¢ Excknrosza
O6ukHOBEHO ce nperiopbuBa Ekckiiosa na He ce u3nonsBa B KOMOHHALAS C APYTH aHTHIICHXOTHLIH.

Koraro Tpafsa na ce 3anouxe tepanus ¢ Exckiosa NPH NaALHEHTH, NOJJI0XKEHH Ha NEePOPaHO
fICYICHHE C aHTUNCHXOTHYHH IEKApCTBa CE NPENOPBYBA THPBO Jia CE PEKPATH NPHEMA Ha APYrHTe
AHTHIICHXOTHLUH Ype3 NOCTENEHHO HaMAJIABaHE Ha [03aTa.

[Ipenopbusar ce cneaHuTe 003M:

llayuenmu ¢ pezucmenmua na nevenue wiuzodpenun

Hauanna mepanus

Ho3aTa e 12,5 mg BenH®BXK WK ABA MBTH JHEBHO Npe3 NbpBUA JIEH, NOCNEABAHA OT €AHA WiH JBe
TabneTky oT 25 mg Ha BTopus AeH. Tlpy n06pa MOHOCHMOCT NHEBHATA 1032 MOX€E Aa C€ NMOBHILK
NOCTENEHHO Ha CTBIIKH 0T 25 a0 50 mg, 3a Aa ce NOCTHrHe A030B0O HUBO 10 300 mg/ACH B PAMKHTE Ha
2 1o 3 cenmuuk. Cnen ToBa, aKo e HEOOX0AHMO, IHEBHATA 10332 MOXKE JOMBIHHTEHO Jia Ce MOBULLM C
30 no 100 mg npe3 WHTEPBANH OT NONOBHH HAH, 38 APEANOYHTARE, eHa CEAMHULIA.

Tepanesmuuen obxeam na dozama

IIpn noBeyeTo NaUKEHTH aHTUIICHXOTHYHATA eUKACHOCT MOJKE /1A Ce O4YaKBa pH no3a ot 200 no
450 mg/nxeBHO, pa3aesieHa B aBa npHeMa. OBIaTa NHEBHA 1038 MOXE Ia He Obae pa3nesneHa Ha
PaBHH YaCTH, KaTO NO-roNsAMAaTa YacT ce NPHEMa NPEaH JAraHe.

Maxcumanna oosa

3a na ce NOCTHrHe MaKCHMAJIEH TepaneBTHYEH eeKT, MaTbK Opoii NauMeHTH MOraT Ja M3MCKBAT M10-
BHCOKH N1034. B 1031 ciyyaii ce aoiycka pasyMHO NoBHIIaBaHe Ha 103aTa (T.e. He nopeye ot 100 mg)
no 900 mg/nen. Tpabra na ce uma npeaeua BEPOATHOCTTA OT YBEJIHUABAHE HA HEXKENAHHTE PEAKLIHH
(ocobeHo repuoBe), BB3HHKBALIM NIPH A03H Haa 450 mg/ieH.

Todovpxucawya ooza

Crien nocTHraHe Ha MAKCMMAaJIEH TepaneBTHYEH e(heKT MHOTO NaLIHEHTH MOTAT a8 OCTAHAT Ha
eeKTHBHA MOAABPKALIA TEPAHA C M0-HUCKH JIO3H. Ilpenopbusa ce BHUMaTENHO THTPHpaHe 3a
NOHIDKaBaHe Ha no3ara. Jleyenunero Tpabpa a ce NPOABIDKH Hali-Manko 6 Mecenla. AKO JHEBHATa
A03a He npepruiaBa 200 mg Moxe na 6xae MOAXOAALO EAHOKPATHOTO JHEBHO NPHIOKEHHE BEYep.

IIpexpamsaeane na mepanusma

B cryvait Ha r1aHMpaHo npekpatsBaHe Ha TepanuaTa ¢ EkCki03a ce Npenopur4YBa NOCTENEHHO
HaMa11BaHE HA n03aTa 32 NEPHOA OT 1 10 2 ceaMHLH. AKO e HeoOXOaHMO BHE3anHo NpeKbLCBaHe Ha
NPHEMA Ha JICKapCTBOTO NAUMEHTHT TPAOBaA na ce HabmoaaBa BHUMATETHO 32 BL3HHKBAHE Ha
CHMITTOMH Ha OTHEMAaHeTO (BX. Touka 4.4),

Iloemopro 3anovsane na mepanusma

[Ipn maumeHTH, Np1 KOUTO HHTEPBATET OT NOC/EAHMSA npueM Ha EkCkno3a e moseue oT 2 gHM,
JIEYCHUETO TPAOBA Na ce BL30OHOBH ¢ 103a OT 12,5 mg, naneHa €IHOKPATHO WIIH ABYKPATHO Npes3
ITbPBHA feH. AKO Ta3H 03a ce noHaca nobpe, T Moxe aa 6bae THTPUPaHa 10 TEPANEBTHYHO HUBO
No-6bp30, OTKOJIKOTO C€ NPENoOpbUBa MPH 3aNOYBAHE HA JIEYEHHETO. Brnpeku ToBa, npH Bceku
MAlHEeHT, KOHTO BEUE € H3NHTANI PECTIHPATOPEH HWIH ChPAEUYEH apecT ¢ HavaIHaTa 4034 (BX. TOUKA
4.4), Ho cnen ToBa n03aTa € OUia yenemHo TUTPHpaHa 0 TepaneBTHYHATA, OBTOPHO THTPHpaHE Ha
fo3ara TpsaOBa Na ce H3IBBPLUIBA HIKIIOYHTETHO BHUMATEITHO,

Hcuxomuynu pascmpoiicmea, ev3uuxsawu 8 xoda na 6orecmma Ha llapxuncon e cayuaume,
K02amo cmanoapmuomao Aeyenue e 6uno neeghexmugro

Hauanna mepanus




CCAMHHHO [10 MAKCHMAaNHa 1032 OT 50 mg, KOATO He MoXe Ja Gbae AOCTHIHATA NPeAH Kpas Ha
BTOpaTa ceiMHLA. 3a NMPEeANOYHTaHE € LAJIOTO KOMHYECTBO 3a ACHA 12 Ce nMpunara Kato €JHOKpPaTHa
N03a Beyep.

Tepanesmuuen obxeam na dozama

Cpeanara edextiBHa 1038 OBMKHOBEHO € mexy 25 n 37,5 mg/nen. B ciyyaii, ye nedenue ¢ 1033 OT
50 mg, NpoARDKHIO NOHE €/lHa CeAMHLIA He Aane 3a0BOHTEeH TEPAaneBTHYEH OTTOBOP,
AOIHPOBKATA MOKE BHUMATEIHO a Ce NOBHIUH CbC CTHIKH OT 12,5 mg/cenmulia.

Maxcumanna ooza
Hosata or 50 mg/nen TpaGpa na Gbie HANBHLIABAHA CAMO B H3KJHOUHTEIHMU CITy4aH, a MakcuManHara
Ro3a or 100 mg/neH He TpabBa Hukora Aa 6bae HaABHULIIABAHA.

[loBuinenuaTa Ha no3ata TpaGea na 6baaT orpaHHYeHR WK OTJIOKEHH, aKO C€ NOSABAT OPTOCTATHYHA
XHMOTOHHA, NPEKOMEPHO CeaAHpaHe WK 00bpkaHOCT. [Ipe3 MLPBUTE CeMHILIM HA JIeYeHHeTO TpAOBa
A& Ce CJIEAH KPbBHOTO HasIATaHe.

ITooovpacawa doza

Korato ¢ Hannue mbJIHa peMHCHA Ha NCUXOTHYHHTE CHMITOMH 33 TOHe 2 CEIMHUH € Bh3MOXHO
MOBHINABAHC HA N03HUTE HA AHTHNAPKHHCOHOBHTE JIEKAPCTBA, aKO € TIOKa3aHO Bb3 OCHOBA Ha
MOTOPHHA CTaTyc. AKO TO3H MOXXOA BOAHN AO MOBTOPHA MOSABa HA NICHXOTHYHUTE CHMITTOMH, J03aTa
EKCKJ103a MOXKE 8 Ce MOBHLIN NOCTENEeHHO ChC CTBITKH OT 12,5 mg/ceamuua 0o MakcHMyM

100 mg/nen, npHemMaHn B eaHa WM NBE OTACIHM 103K (BH>K mo-rope).

Hpuxnoyeane na mepanusmaq

Ipenoptupa ce NOCTENEHHO HAMAIABAHE HA J03aTa ChC CTHIKH OT 12,5 mg 3a mepHon ot noHe eaHa
CeIMHLA (3a NpeanouuTaHe ape).

Jleuenunero TpabBa na ce npexkpaT He3abaBHO B CTy4aH Ha HEYTPONEHHA WM alrpaHyJOLUTO3a (BXK.
Touka 4.4). B T0o31 cnyuyaii 0T ChlileCTBEHO 3HAYEHHE € BHHMATETHOTO HaOIIOICHHE HAa NCUXUYHOTO
CBCTOSHHE HA NALMEHTA, Thi KATO CHMITTOMHMTE MOTaT P30 a peLHAHBHpAT.

Cneyuannu ecpynu nayuexmu

Hlayuernmu c 4epHoOpobro yepexcoane
I1pu maumenTH ¢ yeproapoGHO yBpexcaane Exckiosa TpabBa na ce mpuiiara ¢ NOBUILEHO BHUMAHUE
34CAHO C PEAOBHO NpoCaeasBaHe Ha YepHOAPOOHHTE PyHKIMH. (BXK. Touka 4.4).

Heouampuuna nonyrayus

[leauaTtpHuny n3cnenBaHUs He ca NpoBexaaHH. Be3onacHoCTTa | e(pHKacCHOCTTA 1pH JeLa H
noapacTeainy noa 16 roauHH He e ycraHosena. He Tpa6ea na ce w3nonsea B Tasm rpyna npeau aa ca
HaJIHYHH JOMBIHATEIHH JaHHH.

Hayuenmu na evapacm na u nao 60 200unu

[Ipenopbusa ce 3anouBane Ha neyeHHETO B 0COBEHO HHUCKA N03a (12.5 mg eqHOKpaTHO MBPBHS JEH) C
MOCNCABALUH MOBHILICHHA Ha [103aTa, OFPAHH4YEHH A0 25 mg Ha aeH.

HauwH Ha IPHIONKEHHE

Exckinosa TabneTkH ca npeaHasHaueHH 3a NepopaHo MPHIOXKEHHE.

4.3 IlporHBomoxazanus

- CBPBLXYYBCTBHTETHOCT KBM AKTMBHOTO BELLECTBO MITH KM HSIKOE OT MOMOLUHHTE BE
H3OpoeHH B Touka 6.1,

- aupeHTn, KOHTO He Morar na 6bAaT NOATOXKEHH Ha PCOOBHH KPBBHU H3CJICABAHUSA

- AHaMHe3a 338 TOKCHYHE HIH HIMOCHHKpA3HA rpaHyIOLMTONECHUS/ arpaHy IO TO3a
(C H3KJTIOYEHHE HA TPaHYJIOUMTONEHHS/arpaHy IOLATO3a OT PeAXOXKAAIA XHMHOTED
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- Jleuennero ¢ Excxiiosa He TpabBa aa 6Lae 3anoysano €AHOBPEMEHHO C JIEKapCTBa, KOTO MMaT
U3BECTEH 3HAUHTE/ICH NOTEHUMAN Aa NpeIM3BHKAT arpaHyOLINTO3a; He CE NPenophyBa
€IHOBPEMEHHaTa ynorpeda Ha Aeno aHTHUIICHXOTHLIH.

- AHaMHe3a 32 KJI03aNHH-HHIYLHPaHa arpaHy ToLUTO3a.

- HapywieHa ¢pyHKUMS HA KOCTHHA MO3BK.

- HexkoHTponupaua enunencus.

- AJKOXOJIHA M ApYra TOKCHYHA NCHX034, JI€KAPCTBEHA MHTOKCHKALIMS, KOMATO3HH ChCTORHMS.

- Linpkynatopen konarnc wwid notuckane Ha 1THC no PHYHHH OT BCAKAKLB XapaKTep.

- Texkn 666peurn win cbrpaeuHy 3abonssanus (Hamp. MHOKAp/HT).

- AKTHBHO YepHOApoSHO 3ab0ngBake, CBLP3aHO ¢ rajicHe, AHOPEKCHA WIH X BIITCHHLA;
NPOrpecHBHO 3a00715BaHE HA YEPHHA Jpo6, 4epHOAPOOHA HEAOCTATHYHOCT.

- [TapanutHyen uneyc.

- Jleuenuero ¢ EKCKJIO3A ne TpafBa 1a ce 3ano4Ba eAHOBPEMEHHO ¢ JEKapCTBa, 3a KOHTO €
H3BCCTHO, M€ NMAT 3HAUNTENICH NOTEHLMAN a PUYHHABAT arpaHynountosa. He ce npenoprusa
€IHOBpEMEHHATA YNOTpeba Ha AaHTHIICHXOTHLM ¢ YABDKEHO OCBOGOXKIaBAHE.

4.4 Cnennannd npenynpexieHHs B NpeAnA3HH MEPKH npH ynorpeba

ArpaHyJ ol HTO3A

Excknosa moxe Ja npeausBuka arpaHyntounTosa. Yecrorara Ha arpaHy/oLMTO3aTa H CMBPTHOCTTA
CPEA PasBUNIHTE arpaHyJIOLMTO3a Ca HAMAIIENTH 3HAYHTENTHO CNIE] BBBEXKAAHE Ha NPOCAEASBAHETO HA
Opos neskounTH K abcomoThus 6poii HeyTpodwan ANC. Crneanure Mpeana3sHi MEPKH ca
3aB/DKUTENIHH H TPAOBA J1a ce M3BBPLIBAT B CHOTBETCTBHE € OPHLIMANHUTE NPENnOPLKH.

Ilopanm puckoeere, cBbp3aHu ¢ ynotpe6ata Ha ExcKki03a, HEFrOBOTO MPHIOXKEHUE € OIPaHHYEHO A0
NALHCHTH, KOHTO UMAT NOKa3aHUA 38 JICUEHHUE, TOCOYEHH B TOuka 4.1, H
- KOMTO MMAT ITpBOHAYAIHO HOPMATHH CTOHHOCTH Ha HeyTpodunuTe (abcomoTten Gpoii Ha
HeyTpogunute; ANC) > 1500/mm>(1,5x10%1) B o6mata nomynausus 1 > 1000/mm>(1,0x10%1)
TIpH MAUMEHTH C MOTBbPACHa J0OpoKavecTBeHa eTHHYECKa HeyTponeHHs (BEN), u
- TIpH KOHTO MOXe Na Ce H3BLPLUBA peaOBHO onpenensHe Ha ANC Moe Ja ce M3BBpIUBA BCAKA
CEaMHLIa Npe3 MbPBHTE 18 CeAMUUM, M CIIEN TOBA BEAHBK MECEYHO Npe3 CiieABalIuTe 34
cenmuun. Cnen 12 mecena, npu ycnosHe ue npes Tasu MbPBA rofiIiHa B aHAMHE3aTa He €
HMaJ1o HeyTponenus, ANC Tpabea na ce uscneasa Ha ecekn 12 ceamuuu. Cren 24 Mecena,
4KO 1Ip€3 NPCAXOAHHTE ABE FOAMHH B 8HAMHE3aTa He € MMaJIo HeyTponenus, ANC Tpa6ea na
CC H3CJIEABA CAMO BCIHBXK MOAHLIHO. AKO IO BpeMe Ha JICYEHUETO € BL3HUKHAIA J1eKa
HEYTPONCHIA, KOATO BIIOCTICACTBHE € Ouna cTabunuaupana w/wi e orapyyana, ANC TpaOBa
Ja C€ H3C/IeABa BEAHDBK MECEYHO MO BpEME HA NCUEHHETO.
Exckiio3a Tpa6ea na ce npwiara noa cTpor MeAHLMHCKH KOHTPON B CHOTBETCTBHE ¢ OPHUHANHHUTE
[IPENOPHKH.

[Ipeau 3anoupane Ha NEYEHUETO C KIO3ANNH HA HALMEHTHTE TPSOBa Aa ce HaNpaBH KPbBEH TECT (BXK.
"arpaHy/oHMTO3a™"), 14 Ce CHEMe aHAMHE3a U 1a ce npoBeae ¢pusukaneH nperien. MauuenaTture ¢
AHaMHe3a 3a ChpAeUHO 3a00NBaHe MITH aGHOPMHM CHPCYHH HOKA3ATEH, YCTAHOBEHH NpH
husnkanHua npernesa TpaAGBa a 6bAAT HACOYEHH KBM CIICLMANHUCT 34 AOMBJIHHTENHU W3C/IeBaAHKS,
KOWTO MoraT aa sknio4Bar EKI™ v naunenTure TpaGea fa 6baaT nekyBaHu, camMmo aKo O4aKBaHUTe
HIOJI3H ABHO NPEBHINABAT PUCKOBETE (BK. TOuKa 4.3). JleKyBatuusaT nekap Tpabea na o6MHCIH
HisbpLIBaHeTo Ha EKI™ npeau neuenuero.

Jlexapure, npeanucpaiu JEKapCTBOTO, TPAOBA Aa CNa3BaT H3LI0 HeoOXOooUMUTE MEDKH 3a
0e30IacHOCT.

O-ABITH OT HHTEPBANA MEXAY H3C/1EIBAHETO HA IBE KPbBHH KAPTHHM.




IIpemsT Ha Excknosa TpabBa HezabaBHO na ce NPEKBCHE N0 BCAKO BpeMe Ha JieueRHeTo, ako ANC e
no-Marek ot 1000/mm? (1,0 x 10%1) B ko#TO H N8 € MOMEHT OT nedyeHuerto ¢ Excknoza. [Manuenrture,
NPH KOWTO JIC4eHHETO ¢ ExCcKi03a € npeycTaHOBEHO B pe3ynTaT Ha HUCKA CTOMHOCT Ha ANC, ue
TpsAdBa Aa npueMaT noBTOpHO EXcKN03a.

[1pn Besika KOHCYITalMA HA NauMeHTa, nomyyasam Excknosa TPAOBA Aa ¢ HAaNlOMHS /1a Ce CBLPKeE
HE3a0aBHO C JIEKYBaLIHA JIEKap, ako 3aMoYHE Pa3sBHTHE HAa KAKBATO M 43 e HHpekuus. Ocobeno
BHHMaHHE clieiBa aa ce o0pbilua Ha rpHNONOACOHHTE OILUIAKBAHHA KATO BHCOKA TEMNeparypa WiH
OOJIKH B rbpJIOTO, KAKTO M HA APYTH CHMITTOMH Ha HHbeKIHS, KOATO MOXKe 1a Obae HHAMKALHS 33
HeyTponeHus. [laimenTiTe U nonarawmTe 3a TAX rpiku Tpabpa na 6baat HHGOPMHpaHH, Ye B cyvaii
Ha HAKOH OT Te3u CUMNTOMH T¢ TpA6Ba He3a6aBHO 1a M3BBPLIAT H3C/IEABAHE Ha KPbBHa KapTHHA.
[Ipenopnusa ce nexapure, npeanuceaiy JIEKAPCTBOTO Aa MA3AT AOCHE C PE3YJITATHTE OT KPbBHHTE
H3CNICABAHHMA HA BCHYKH NALHEHTH H J1a MPeANpHeMaT HeoOXOAUMHTE MePKH 3a NpeanasBaHe Tesu
NAUMEHTH CJTy4alHO Aa NOJy4aT JEKapCTBOTO B 6baelle.

[TauueHTHTe C aHAMHE3a 33 MBPRHYHYM 3a60NIBAHNA HA KOCTHHS MO3BK MOIaT Na ObaaT NeKyBaHu,
CaMo aKko nosara npepuiiiasa pucka. Te Tpabpa na 6BaaT nperseaalH BHHMATETHO OT XeMAaTONOT
npeau 3anovsaHe Ha JicueHHeTo ¢ Excrioaa.

Ha maupuenTHTe ¢ no6pokadecTsena eTHHYecka HEYTPONEHHS (acObpokadecTBeHa eTHHUECKa
HeyTponenus, BEN) Tpa6Ba na ce o6upHe cieuuanio BHHMEHHE U Te MOraT 3 3aMOYHAT JICUeHHE
ExcKno3a eMHCTBEHO ChC CHITIACHETO HA XEMATOMOT. (BXK. pasgen ,Ilaunents ¢ nobpokayectneHa
€THHYCCKA HeyTponeHHs (BEN)“).

[Ipocnenssane Ha abeomotnua 6poii HeyTpodunu {(ANC)

/ndeperumannaTa KprBHA KapTHHA TPAGBA 1a ce CEINT B pamkuTe Ha |0 qHM nNpean 3anouBaHe Ha
fieielne ¢ Ekcknosa, 3a 1a ce rapaHTHpa, 4e camo nauneHTH ¢ ANC > 1500/mm® (1,5 x 10°/1) me
NOJTy4aT NeKapCcTBOTO. Cnien 3anoypane Ha neyeHneto ¢ Excknosza ANC Tpa0bBa Ja ce npocienssa
BCAKa CCAMMILA ipe3 mbpBHTE |8 cenmuLm, a ciea ToBa BeqHBX MeceuHo npes caeaammre 34
CCAMHUH. Cnienl 12 Mecena, NIpH ycnoBHe ue Npes Ta3W ThPBATa FOJMHA B aHAMHE3aTa He € HMao
HeyTponennsa, ANC Tpabsa na ce uscneaea Ha sceku 12 cegmuum. Cnen 24 MeceLa, aKo npes
MIPCAXOAHHTE IBE FOIMHH B aHaMHe3aTa He ¢ HMallo HeyTponenus, ANC TpaGBa aa ce M3cieaBa camo
BCAHDBK FOGHIIHO. AKO 10 BpeMe Ha JIEYEHHETO € BB3HHKHAJA Jieka HEYTPONECHHUA, KOATO
BROC/ICACTBHE € OMna crabunusnpana W/uam e omByuana, ANC TPAOBa pa ce U3cnenBa eXeMeCeyHo
O BpEMe Ha JICUCHHETO.

Habmoznenuero tpabsa aa npoasmxwy npes uenus KYPC Ha ICYEHHETO KAKTO € ChOoOLEeHO npeau, U 4
CCAMHLUH CNIEA ITBJTIHOTO CIIHpaHe Ha npueMa Ha EKCKi103a WK 10 BB3CTAHOBABAHE Ha
XEMaTOJIOrHYHHTE nokasaTenu (Bx. mo-aony ,.Hamanen 6poii ANC*). IIpu Besaka KOHCYITALHUA Ha
nauueHTa TpaGBa Ja ce HaNOMHA He3abaBHO fa Ce CBBPKE C JICKYBallHs IeKap, aKoO Ce pa3BHe
HAKaKbB B HHQEKLUA, MOBHLIEHA TeMNepaTypa, Bb3NANEHO I'bPJIO HIIH JpYTH rpHOONoA00HM
CHMIITOMM.

AKO c€ MOABAT CHMITTOMH WM NPH3HALH Ha HHQEKLMA, He3a6aBHO TpsAOBa aa ce Hanmpasy
AudepeHUHaTHA KPBBHA KAPTHHA.

Hucku croifHocTi Ha ANC
AKoO 10 Bpeme Ha nedeHue ¢ Ekckiio3a HacThiu nonmkenne Ha ANC Mexay 1500/mm’ (1,5 x 10°/1) u
1000/mm” (1,0 x 10%/1), cnensa aa ce u3BBpLIBAT KPbBHH H3C/IEABAHHA HaH-MaJIKO 11Ba ITLTH

CeAMH'4HO, nokaTo ANC Ha nauveHTa ce cTaGwnsupar choTBETHO B rpauuuTe 1000-1500/mm? (1,0-
1,5 x 10°/1) unwu Hax tax. Cnen crabuan3upane w/unm oT3By4aBaHe, ANC TpsaGBa na ce w3cnensa
€KEMECEYHO NO BPEME Ha JICUEHHETO.

IpuemsT Ha Exckio3a Tpsbsa He3aGaBHO 1a ce [IPEKBCHE N0 BPEMe Ha JICUEHHETO, ako 6po
ANC ¢ noa 1000/mm’ (1,0 x 10%/1). iudepenumanuara kpbBHa KapTHHA Cliea TOBa Tps6Ba
HICACABaHA €XENHEBHO H MAUHEHTHTE Na 6bAAT BHHMATENHO HaGMI0JaBaHH 33 FPHIIONION

CHMITTOMH HITH IpYTH CHMITTOMM, fpeanoaaramy uHgexums. [Tpenopbusa ce noTRLpxIeH



CTOHHOCTHTE Ha XeMaTONOIHYHHTE MOKA3ATE/IH Ype3 NPOBeXAaHe Ha ABe KPBLBHH H3C/IeIBaHHA B IBa
nocrenosaTenHu JHH. Benpekn ToBa npueMbT Ha Ekcknosa TpsaGea na ce CNpe CJIEA ITbPBATa KPLBHA
KapTHHA.

Cnen cnupaHe Ha neyeHHeTo ¢ EKCKI03a ce M3MCKBA OLEHKA HA XeMATONOrHYHHTE nokasaTesi Ao
HACTBIIBAHE HA TAXHOTO BB3CTAHOBIBAHE.

Tabanna 1. JeficTBan, KoATO TPuGBa A2 Ce OpeRIPHEMAT BbB BPh3KA ¢ NPHACKEHHETO HA
Excki103a B 39BHCHMOCT OT cToliRocTHTe Ha ANC 33 06maTa nony/Janng

_bpoi kpvenu knemxu | Heobxodumu deticmsus

ANC/mm? (/)

> 1500 (> 1,5 x 10%) a ce mpoawmkH neyennero ¢ Exckiosa.

Mexny > 1000 1 < 1500 | Jla ce npoab/mkH JIeYEHHETO C Ekcknosa, na ce s3emat kpbBHM NpoGu apa

G1,0x100u< ITETH CEAMUYHO N0 CTAOWTH3HpaHe HIH NOBHILaBaHe Gpos Ha KPBBHHUTE

1,5 x 10%) KJIETKH, & CNEl TOBA €XKEMECEHHO e/l CTAGHIIH3NPAHE W/ WM OT3BYYaBaHe.

<1000 (< 1,0 x 109 He3abaBHo na ce npexpaTi neueHnero ¢ Exckiosa, na ce B3emar KpbLBHH
pobH BCEKH JEH A0 OTIIYMSABAHE HA XEMATONOMMYHHTe OTKJIOHEHHS, J1a CE
CleaH 32 MHOEKUMH. J1a He ce NOAHOBABA JIEUCHHETO.

Ako crea cniupaneto Ha Exkcknosa ANC aoctirae crodinocT noa 1000/mm3 (1,0 x 10°/1), neyennero
Ha TOB& CHCTOAHHE TPAOBA a ce PhKOBOH OT OMMTEH XEMATOJIOT.

launenTn ¢ no6pokayecTeHa eTHHYECKA HeyTponenus (Benign Ethnic Neutropenia, BEN) INpu
NauyeHTH ¢ noTebpAcHa BEN kopurupanust npar Ha ANC 3a 3anourane wiy Npoab/IKABAHE HA
krosanux ¢ ANC 2 1000/mm” (1,0 x 10°/1). Ako ANC e mexay 500 u 999/mm? (0,5-0,9x10°1),
HabmoaeHueTo Tpa6Ba fa ce H3BLPILBA ABA MHTH CeAMHYHO. K103aMMHET caeaBa fna 6bae
npeycraHoBeH, ako ANC cnaaxe noa 500/mm’ (0,5 x 109/1).

Tabauna 2 JeficTBus, koHto Tpa6Ra ga ce NMpCANpHEMaT BbB Bpb3Ka ¢ NputokeHHeTo Ha Exckiosa B
3aBHCHMOCT OT cTofiHocTUTEe Ha ANC npu nauyenTn ¢ BEN

ANC/mm® (1) Heo6xoamamo aelicTnae

> 1000 > 1,0x10°) [lpoaw/pkaBaHe Ha ieyenueto ¢ Exckosa

500—999 (0,5x10°—0,9x10°) | IMpoasmkere neuenuero ¢ Excnosa, Biemaiite KPBBHM OpoOH JBa
'bTH CCAMHYHO, JOKATO OPOSAT HA KPbBHHTE KJIETKH CE
CTaGH/IN3MPA WIH YBEMHYH, a CNEll TOBA €XKEMECEUHO cllen
CTaOWIH3HpPaHe W/HIIH OT3BYuaBaHe

<0,5x10% He3abasHo cripete nevennero ¢ Excknosa, B3emaiite kpreay npobu
CAKCAHCBHO 10 OT3BY4aBaHe Ha XeMaTONOTHYHOTO OTKIIOHEHME,
crencte 3a HHpekuma. He noaHosapaiite neuenneTo Ha nanuenTa.

lIpekbepane Ha NEYEHHETO MOPAAM XEMATONOrMYHH OPUYHHH

[TaumeHTHTE, NpH KOUTO Nevenneto ¢ Ekckiosa e NpeYyCTaHOBCH B PE3yJITAaT HA AePULUMT Ha (BIDK NO-
rope) He Tpsa6GBa na npuemat nostopHo Exckiosa.

——

Ilpenopwusa ce nekapure, npeanuceamu JIEKapCTBOTO N2 NA3AT JOCHE C PE3YNTATHTE OT KPbBHHUTE
H3IC/ICABRHHA HA BCHUKH NMANHEHTH W Aa NpeAnpHEMaT HeOOXORHMHTE MEPKH 3a npeana3BaHe Ha TE3H
NaLMeHTH CMy4aHHO Ja NOMy4aT JeKapcTeoTo. B cayyait Ha mbanHo NpeKpaTiBaHe Ha JIEYCHHUETO,
MarHeHTHTE TpAOBa na 6bLIAT NPOCIeAIBAHN €KeCEeIMHMHO B NMPOABJDKEHHE Ha 4 ceaMULH.
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[1pn nauneHTH, KoMTO ca 6wk Ha Excki103a Mexay 18 ceMuum 1 2 rOAHHH WIH MOBeYe OT 2 FOUHK
C aHaMHE3a 3a JIEKa HEYTPONEHHA, KOATO He € 0Bea 10 NMPEKLCBAHE Ha JICYEHHETO, WIH MPH
NMAlHEHTH, HHETO IeYEHHE e OHII0 MPEKBLCHATO 3a MOBEYE OT 3 AHH, HO NMO-MaNKo OT 4 ceamuuy, ANC
CE MPOCNENABA CHECEAMHUHO 38 OUIC 6 CEAMHLIH. AKO XEMATOIOrHYHHTE NMOKA3aTeNH Ca HOPMAJTHH
MOHHTOPHPAHCTO MOXE 11a C€ H3BLPLLEBA OTHOBO Ha HHTEPBAJIH HE MO-TBLJTH OT 4 ceqMULM. AKO
neyeHHero ¢ Exciiiosza e 6uno npexbeHaTo 32 4 Wik nosede ceaQMULM € HEOBXOIHMMO eKeCe IMIUHO
MOHHTOPHpAHE 1Ipe3 C1eBallHTe 18 CenMHLM OT NTEYCHHETO H o3aTa TpA6Ba na 6be NOBTOPHO
THUTpUpaHa (BX. Touka 4.2). B ciyyaii Ha Mu/IHO NpeKpaTABaHe Ha JIEYEHHETO TE3H NALHEHTH TpAOBa
Aa ce HabMoaBaT eXKECEAMHYHO B MPOALIKEHUE Ha 4 CeMHLIN.

B Tabimua 3 no-nony e 06061weHo nmpocneaseanero na ANC cnen npexbLCBaHe HA Excknosa.

Tabnuua 3. INpocnenssane Ha ANC npu Bb30GHOBABAaHE Ha KIO3ANHH CJiEN NPEKBLCBAHE Ha
JICHEHHUETO MO APYTH NPHYHHH (HEXEMATONOTHYHH)

[Tponwiokurendoct | Enuszogu Ha [Tpogwmknrennoct | Ipenopnunrenso wacnensate Ha ANC
Ha ICYEHHETO MPEAN | HEYTPONECHUSA Ha MpeKbhCBaHeTO
NpeKLCBaHe npeaH NpeKhCBaHe
> ABE TrOAHHH He bes 3HaueHue Cxema, H3MoN3BaHa MNpei NPEKbCBAHETO
(T.€. rORMLIHO NpoceasBaHe).
> JB€ FrOAHHH Ha 3 aHu po <4 Bcgka ceaMHLIa B Mpoab/DkeHKe Ha 6
CeIMHULIH ceaMuuy. Cnea TO3M nepyuon, ako He
Ha/He 3 AHu 10 <4 HacTBHIH XEMATONOTHYHO OTK/IOHEHKE,
CeIMHLIH H3CN1eaBalTe H2 HHTEPBAITH, KOHUTO He
HaABHIIABAT 4 CeIMHIIH.
> BE TOMHH lla >4 ce AMHLIH Bcesika ceamuna 3a cnensamure 18 ceaMuLm
> 18 ceaMuuy — Jla/He >4 ceqMHLUH Ha JICYECHHEC, CJIC] TOBA €KEeMECEUHO, KaTo
ABE MOIHHH Jlo3aTa TpAOBA fa C€ THTPHpPa OTHOBO.

ggym Npeana3syiu MEpKH

TO3H NIeKapcTBEH NPOAYKT ChABPXKA JIAKTO34 MOHOXHpAT.
[launeHTH ¢ peaxH HACNERCTBEHH 3a609BaHMA KATO rajlakTo3HA HENOHOCHMOCT, NIaKTa3¢H Je(ULINT
Ha Lapp unu rnroko3Ho-ranakrosHa Manabeopbums He TpAOBA Na [pHEMar TOBa JIEKapCTRO.

Eoavnodunus

B cayuaii Ha eosuHO(HUNKA ce npenopbuBa cnupaHe Ha Excknosa, ako 6podaT Ha eosuHODWIHTE ce
nosuwK Hag 3000/mm’ (3,0 x 10%1), neuenuero TpabEa Aa 6bae MOTHOBEHO CaMO ciea Karo 6posT Ha
eosuHodunure cnaxHe noa 1000/mm?’ (1,0 x 10%/).

TpombounToneHuns
B cimyuadi Ha TpomMBourTOREHHN CE MPENOpbYBa CIIHPAHE HA JICYEHHETO C Ekcknosa, ako OposT Ha

TpoMbounTHTE ciaane noa 50 000/mm? (50 x 10%/1).

CLpACYHO-CHAOBH HAPYUICHHS

[lo Bpeme Ha neuyeHnero ¢ Excknosa Moxe 1a BLE3HUKHE OPTOCTATHYHA XHNOTOHHSA CLC WiH 6e3
CHHKON. B penky ciyyan konanceT Moxe Aa 6b/ie TEXBK U CHIPOBOAEH OT CNHUpaHe Ha ChpIevyHaTa
AeHHOCT Win ananeTo. [lo-BepoaTHO € TakMBa peakLum Ja Bh3HUKHAT MpH €AHOBpPEMEHHA
ynortpeba ¢ 6eH30AMa3eNHH WIH APYT NCHXOTPOTIEH areHT (BXK. TOYKa 4.5) ¥ no BpeMe Ha
[TbPBOHA4ATHOTO THTPHPaHE BHB BPB3Ka ¢ 6bp30 NOBHILaBaHe Ha no3aTa. B MHOro peaxy ciyuau te
MOTAaT a Pb3HHKHAT OLLE CIEN IMbpBaTa N034a. 3aTOBA MALHEHTHTE, KOUTO 3aMOYBAT JIeHeHHE C
Ekck103a H3MCKBAT BHUMATE/IHO MEAULIMHCKO HAaGIOneHHe. [Ipu nauyenTy ¢ 6onect Ha MNapkuHcoH e
HEODXOIHMO MOHHTOPHPAHE HA KPBBHOTO HANATAHE B H3TIPABCHO M JIETHAJIO NONIOXKEHUE Npes
MLPBHTE CEAMHLIN OT JIEUEHHETO. A
AHanu3bT Ha 6a3uTe NaHHM 3a 6E30MACHOCTTA MNOKA3RA, Ye NPHIOKEHHETO HA KJ103aIHH € :. o ’5%}
MOBHIICH PHCK OT MHOKAPAHT, 0CODEHO NO BpeMe, HO He Ce OTPAHUYABA J10, ITBPBHTE NBa/kiete a4 T 6\ %
NeueHHeTo. Hakou oT caydanre Ha MHOKapAMT ca 6unH ¢ netane usxoa. CLo6Lagar ce B0 T ;
g
&

CJTy4aH Ha NePAKAPAHT/NEPEKAPACH HINHB N KAPAHOMHONATHSA BB BPb3Ka C ynotpebaa . . 5L
| - " , PTURT o

'. 'E.‘J- v, IR

'\:_ =7 l\ -3 ~.. ) %

8 Y - .‘MH'“'“‘ | //Q':-% '
'-.xh_: . Zf,' . d‘fh}’-d}*\h ////



kjto3anuH. Cpen Te3n AOKIATH HMa K CITYYaH Ha daTaseH u3xo. MHOKapaIuT WIH KapAHOMHONATHSA
TpsGBa Na ce O4akBa NMpPH NALKUEHTH, KOUTO H3ITHTBAT NEPCHCTHpaLlla TAXMKAPAHA B ChCTOSHHE Ha
MOKOH, 0COOEHO Npe3 MbPBUTE 2 MECeLa OT NEYEHHETO WM NANMHTALMH, apHTMMH, OONIKH B
FBPAHTE, KAKTO H IpYrH NPH3HALM H CHMITTOMH HA ChpA€YHa HEAOCTATBYHOCT (HAMp. HEOOACHUMA
yMopa, AMCIIHEs, TAXHNHEA) Wi CUMITTOMH, NoA0GHHN Ha Te3H NpH HH}APKT Ha MHoKapaa. Jpyru
CUMITTOMM, KOHTO MOraT fia pUCHCTBAT B JONMBIHEHHE KbM FOPENOCOYEHHTE Ca MPHIONONOOHUTE
CHMITTOMH. IIpH CBMHEHHE 33 MHOKAPIMT WK KApAHOMHONATHA e4YeHHETO ¢ EXCKITo3a Tpabea
BCAHAra ia c¢ NpeKpaTH H MalMeHTa Na Obae HaCOYEH KbM KapaHOMOT.

[1py NauUMeHTH, NPH KOMTO € AMATHOCTHUHPAHA KapAHOMHOMATHS N0 BpeMe Ha JICUECHHETO ¢
Exckno3a, HMa BEpOATHOCT Jia ce pa3BHe MHCY(DHLMEHLUs Ha MHTpanHaTa kinana. MurpanHa knansa
HHCY(HMUHEHLHA € N0KIaJIBaHa B CTy4aH Ha KapAHOMHOMATHS, CBBP3aHH C JICYUCHHETO ¢ KIIO3alHH.
Tean cyyan Ha MuTpanHa Knanxa HHCYGMIMEHLMA Ca OTUYETEHH KATO JieKa HIN yMEpPEHA MUTpPAJIHA

PErypruTaius npH npoBeXaaHe Ha AByMepHa exokapaxorpadus (2DEcho) (Bx. Touka 4.8).

IaipienTyTe C MHOKAPAUT WM KapAMOMHOIATHA, NMPUYHHEHH OT KJI03aNHUH He TpaOBa aa npueMar
MOBTOPHO EKCKI103a.

Hudgapkr Ha MHOKapaa

B nonwiiHeHne, HMa A0KNa/IBaHH TOCTMAPKETHHIOBH CHOGLICHHS 34 HEQADPKT HA MHOKApAA,
BK/TIO4HTENHO (aTannu crnydan. [lopanu cepuosHo npeamecrsaino CbpaeuyHo 3abonseaHe u
NMPHCMITHBH AITCPHATHBHHU NPHYHHH B MO-TONIAMATA YacCT OT TE3H CyYaH OLICHKATA Ha MPHYHHHO
CJICACTBEHATa Bpb3ka € Ouwia TpyiHa.

Yavmkapane Ha QT unrepnana

IlonobHo Ha ocTaHANHTE aHTHNCHXOTHUM Ce NPENOPHYBA NOBHIIEHO BHUMAHME NPH NaLHEHTH C
H3BECTHO CHPACHHO-CHAOBO 3a00NaBaHe MM haMIIIHA aHAMHE3a 33 yAb/kaBaHe Ha QT HHTEpPBAJA.

[lonobHo Ha ocTaHaNHTe aHTHNCUXOTHLA Ce NPENoPbYBa NOBHIIEHO BHHMAHHE NpH NPUIOKEHHE Ha
KJIO3AITHH € JIEKAPCTBEHH NPOAYKTH, 38 KOHTO € H3BECTHO, 4ye yBenuyasatr QTc uHTepaana.

€ BACKYJIAPHH HEXENaHH ChOMTUS
[pu paHpoMH3IMpany, NNaLue60-KOHTPOIHPAHN KIHHHYHM NMPOY4BaHUsA Ha NAUMEHTH C NEMEHLIHA,
ICKYBAHH C HAKOH aTHMHYHH AHTHNCHXOTHLH, Ce HAOMIOAaBa ce NPUGIM3UTETHO TPHKPATHO
MOBHILICHHE HA PHCKA OT LepeOpo-BACKYIapHH HEXeNaHH ChbOMTHA. MeXaHH3IMDLT 32 TO3H MOBHLIEH
PHCK HE € 3BeCcTeH. [loBHlleH PUCK He MOJke 8 Ce M3KTIOYH 3a APYrH aHTHICHXOTHLM WIH ApYTH
nomynatKH naumeHTd. Knosanux tpabpa aa ce U3ronsea ¢ NOBHILIEHO BHUMAaHHE IIPH NALHEHTH C
PHUCKOBH (paKkTOpH 38 MHCYIIT.,

Puck ot TpoMGoeMGonu3BEM

Tbii KaTO NPUIOKEHUETO HA KIIO3ANKH MOXe Aa Hbae aCoOLMHMpaHO ¢ TpoMOoeMOONH3IBM, TPSOBa Aa ce
H304ArBa 003 ABIKBAHETO Ha NalMeHTHTe. JJOKNAABAHH ca CJTy4aH Ha B€HO3¢H TpoMOoeMbBoIu3BM
(BTE) npu neuenne ¢ autuncuxoruun. Toil kKaTo NpH nauneHTHTe, JICKYB2aHH C aHTHINCHXOTHLM,
4ECTO Ca HaMLE NPHAOOMTH pUckoBH dakTopH 38 BTE, BCHUKH Bb3MOXKHH pHcKkoBH (akTopu 3a BTE
Tps0Ba na 6baaT MOEHTHOULMPAHH NPeaH H TI0 BpeMe Ha JIeYeHHeTO ¢ EXCKIo3a 1 na 6naart
MPEANPHETH NPEBAHTHBHH MEPKH.

I'vpuoBe
[TaumeHTHTE ¢ aHaMHe3a 32 enmnencua Tpa6Ba Aa GbAAT BHUMATETHO HaGII0IaBAHM IO BpEMe Ha

neyeHueTo ¢ Exkckiosa, Teil KaTo MMa choSLICHHA 38 10303aBUCHMH repyoBe. B Takupa ciyuau
no3ata TpAdBa aa ce Hamanu (BX. Touka 4.2) H, aKo € HeOBXOMMMO, 118 Ce 3aTToUHe AHTHKOHBYJICHBHO
JeqYeHHe.,

AHTHXOJHHEprudeH edexr

Exckno3a oka3pa aHTHXOTMHEPTHUHO AEHCTBHE, KOSTO MOXE Ia NPEAH3BHAKA HEXETAHH e
PCakUMH B Lienus opraHu3bM. Ilpenopbusa ce BHMMaTenHoO HaGmoOAeHHEe MPH HATHYHETO HY;
yroJIEMUBARE HA NPOCTATATA U TECHOLIbJIHA FNaYKoMa. BepoaTHo nopaau HerosuTe




aHTHXOJIHHEPrA4HH CBOACTBA KIO3ANHH € CBBP3aH C PA3IHYHH MO CTENEH YBPEXKIAHHA Ha YPEBHATA
NEPACTANTHKA, KOUTO BAPHPAT OT KOHCTHINALHS [0 TIPEBHA HENPOXOAHMOCT, 32ALPAKAHE HA
(exaHH H DAPANRTHYEH HJEYC, METAKOIOH H UpeBeR AHDAPKT/HCXEMRAS (Bx. TOuka 4.8). Paako
Te3H CiTyuaH ca OHH ¢ daranen u3xon. OcobeHo BHUMAHHE € HEOGXOAMMO MPH NALIMEHTH, KOHTO
MOTy4aBaT ChITbTCTBALIH JICKAPCTBA, 32 KOHTO € H3BECTHO, Y€ NPUYHHABAT KOHCTHIALMA (0COGEHO
T€3H C aHTHXOJHHEPrHYHH CBOHCTBA, KaTO HaNp. HAKOH aHTUNICHXOTHLIM, AHTHACTIPECAHTH H
AHTHNIAPKHHCOHOBH JIEKAPCTRA), HMAT aHamHe3a 3a 3a6onssane Ha neGenoTo YepBo WiH 3a onepauus
B TOIHHTE €TAXKH HA KOPEMA, ThH KATO T€ MOTAT Ja YCIIOXKHAT CHTYaLHATa. U3KIMOYHTEIHO BASKHO €
KOHCTUNALMATA Aa ObJe pa3no3HaTa M aKTUBHO JIEKYBAHa.

[loBHineHHe Ha TeMnepaTypaTa

[To Bpeme Ha neuenne ¢ Exckiiosa nauieHTHTE MOrar aa MOMyYaT NPeXoAHH NOBUIHEHUA HA
Temnepatypara Han 38°C, Haii-uecTo npes MbPBUTE TPH CEAMMULH OT JleueHueTo. Tozu bebpunurer
OOMKHOBEHO ¢ JobpoxadecTBeH. B HAKOH cnyuaH Toll MOKe na e CBBP3aH C NMOBHIIEHHE WIH
Hamanienne Ha ANC. TTaupenTH ¢ peGpunurer TpaGBa BHHMATENHO fa ce OLICHABAT, 33 1 CE H3KTIOUM
BB3MOKHOCTTA 38 M0/11€KALA HHDEKLUHA WIH Pa3BHTHE Ha arpaHyJiounTosa. [Tpu Hamiukse Ha BHCOKa
TeMMNepaTypa, TpAOBA N1a ce pasriiefia Bh3MOXHOCTTA 32 HEBPOICNTHYEH MANMIHER CHHAPOM
(HMC). Ako auarnosara 3a MHC 6bae notespacHa, npuema Ha Excknosa TpaOBa HezabaBHO Aa ce
NPE€YCTAHOBH H 1ia C¢ NpEANpHEMAT HEODOXOAMMHTE MEPKH 33 JIeYEHHE.

[1ananus

Exckio3a MoXe a8 NPUYHHH NPHCTHIH, CHHIMBOCT, MOCTYPATHA XHIOTOHMS, IBUrATEIHA H CEH30pHa
HECTAOIIHOCT, KOETO MOXeE A3 AOBe/E IO NaJaHe U B CICICTBHE Ha TOBA, N0 ¢bpakTypn unu apyru
HapaHsaBaHus. [Ipn naumeHTH cTpagamm or 3a6onsaBaHHA, CHCTOAHHA HIH NMpHEMalllH NEKAPCTBa,
KOMTO OHXA MOIIIH [1a H30CTPAT Te3H edeKTH, TpAGBa a ce HANpPaBHK OLEHKA Ha PHCKa OT NajaHe Npy
3anoYBaHe Ha AHTHNICHXOTHYHO JICYEHHE W NEPHOJIMYHO NMPH NALHEHTH HA ABJIFOCPOYHA
aHTHIICHXOTHYHA Tepanu.

MetabonaTHu npomeHH

ATUNHYHHUTE AHTHIICHXOTHYHH JIeKapCTsa, BKIMouHTenHo Exckiosa, ca CBBP3aHH ¢ MeTabonHTHH
POMEHH, KOHTO MOTAT A& MMOBULIAT CBPASHYHO-ChAOBHA/MO3BYHO-CHAOBHA pHCK. Te3u MeTabonHTHY
NMPOMCHH MOTaT a BKIOYBAT XHNICPIIIMKeMHA, NUCIIUITHAECMHS 4 yBeJHYaBaHe Ha TErJoTo.
ATHIIHYHHUTE AHTHNCHXOTHYHH JIEKAPCTBA MOTAT A2 AOBEAAT A0 HAKOH METaGOTHTHH NPOMEHHU, HO
BCAKO JIEKapCTBO B TO3H KIaC UMa cBOH coOCTBeH cneuduieH npodun Ha prcka.

Xunepenuxemus
Paaxo ca chobLiaBaHy CTy4aH Ha HapylLeH IIIOKO3€H ToNepaHC WK Pa3BMTHE WIH BJICIUABAHE HA

3aXapeH AHa0eT Mo BpeMe Ha JIEYEHHETO ¢ KI03anuH. Bee olle He e H3BecTeH MeXaHH3Ma 3a Tasu
Bb3MOXHa acourals. MHOro psjiko ca cro61aBaHH Clly4an Ha TeXKa XHIIEPrIIMKEMHS ¢
KETOALMAO03a WITH XHNEPOCMOIapHa KOMa IPH NAUMEHTH 6e3 aHaMHe3a 38 XHIEPrIHKEMHS, HEKOH OT
KOMTO ca O1H ¢ daranen usxon. JlaHHUTE 3a NpOC/IeABAHETO NOKAIBAT, He CNHUPAHETO Ha NpHeMa Ha
KJIO34NHH BOAH HaH-Beye 10 OTLIYMABAHE Ha HApYILLEHHS IJIIOKO3€H TOJIEPaHC, a NPH MOBTOPHO
BBBEIIAHE HA ICKAPCTBOTO 10 HETOBOTO BB30OHOBABaHE. [TauneHTH ¢ nocTaseHa AuarHosa 3axapeH
AnadeT, KOMTO Ca 3aNOYHAITH JICYEHHE C ATUMHYHH AHTHIICHXOTHLK TpaOBa na ce Habmogasar
PEAOBHO 3a BAOLIABaHE HA IMIIOKO3HUA KOHTPON. [laleHTH ¢ prckoBH dakTOpH 3a 3axapen auaber
(Hanp. 3aTTecTABakHe, GaMIIHA aHAMHE3a 3a NHAGET), KOMTO 3aMOYBaT JEYCHHE C ATHIIHYHM
AHTHNCHXOTHIIH TpA6Ba na 6LAaT NOAIOKEHH Ha H3CTIeABAHE Ha FIOKO3aTa B KPBBTA Ha I1aJHO B
HA4aJI0TO Ha JICHEHHETO H MEPHOAHYHO NO BpeMe Ha jieueHHeTo. [lauueHTH, kKouTo pa3BHBaT
CUMITTOMH Ha XHMNEPrIIMKEMHSA 110 BPEME Ha NICUEHHETO C ATUNHYHH aHTHIICHXOTHHH TpAOBa aa 6baaT
[TOAVIOXKEHH Ha H3C/ICABaHE HA IIIIOK03aTa B KPHBTa Ha rMagso. B Hakou cayuau, xunepriukeMusTa
OTUIYyMSABa CNIEA NPCYCTAHOBABAHE HA JIEUYCHHETO C aTUNHYHH AHTHIICUXOTHLIM, HO NPH APYIH
MALMEHTH C€ HaNlara 3ano4BaHe Ha AaHTHAHAOETHO NIEUEHHE, BLIIPEKH CIIHPAHE HA JIEKAPCTBOTO
[1p1 nauMeHTH, NPH KOMTO aKTHBHOTO JIEKAPCTBEHO JICUEHHE Ha XHNEPriaukeMHATa € OHNO
HEYCNEWHO TpAOBA Na ¢e OOMHCIIM NpeKkpaTsBaHe Ha JICUYEHHETO ¢ KIO3aNHH.
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Huchunuoemun

Habmonaeanu ca Hexxenanu NnpoMeHH B THMMAHHTE MOKA3aTeNH NpPH NALHEHTH, JIEKYBaHH C
ATUTTHYHH AHTHNICHXOTHLIH, BKITIOYHTEITHO H Ko3anuH. [Ipenopbuea ce KIMHMYHO HabmoaeHHE,
BKTIOYHTCTHO H3XOAHH H NOC/ICABALIH NEPHOAUYHH OLICHKH HA THUIHIHHTE NOKA3ATENH npy
MALMEHTH, NPHEMAILH KITO3aMNKH.

Yeeruuagane na meznomo
YeeMyaBaHe Ha TEr0TO € RabJI0AaBaHo [pH ynoTpeba Ha aTUITHYHH AHTHICHXOTHYHH JIEKapCTBa,
BITIOYHTEIHO K103anuH. IlpenopsuBa ce KIHHMYHO HAOMIOAEHHE Ha TErIOTO.

Pubayno, ecpexmu na omuemane

CroliaBar ce OCTPH peakiiMy HA OTHEMaHe ciel PA3KO NPEKbCBAHE HA NpHEMA Ha KJIO3aNHH, NMOpagy
KOCTO CE MpenophiBa NOCTENEHHOTO MY CiMpaHe. AKO € HeoOX0UMO BHE3AMHO cnpaHe (Hamnp.
NOpajiy ICBKONEHHA) NALMEHTHT TPA6Ba Na ce HabMIOKABa BHUMATENHO 32 NOBTOPHA NMOABA HA
NCAXOTHYHH CHMITTOMM H CHMIITOMH, CBBP3aHH C XOJHHepruueH-rebound, karo HanpuMep cOHNIHO
NMOTEHe, rMaBoboNe, raficHe, MOBPBHLUIAHE H AHAPHA.

Crneunaniu NOMyNaLIHH

Yeprodpobro yepescoane

ITaumeHTH Cbe cTabWwiHM npeaxoxkaaty 3a60I5BaHKA MOTaT N1a oay4aBar JieyeHHe ¢ Exckinoza, Ho
ca HEOOXOAHMH PEIOBHM H3CNEABAHMA Ha YepHOAPOGHATA GyHxkumsa. Uacnenpanusara Ha
“HepHoApobHaTa PyHKuMs TpaGBa Aa ce U3BBLPIIBAT NPH NAUMEHTHTE, IPH KOUTO NO BpEME Ha
IEYeHHeTO ¢ EXck103a ce pasBHBaT CUMITTOMH Ha Bb3MOMKHO HapylIeHHe Ha YepHoapoOHaTa QyHKUMa
KaTo rafexne, NoBpbillaHe, WK 6e3aneTHTHe. AKO NMOBHIIEHHETO HA CTORHOCTHTE € KIHHHYHO
3HAYMMO (MOBeYe OT 3 MLTH HaA ropHaTa pedepeHTHa FPaHHLIA) WK C€ MOABAT CUMIITOMH Ha
AKBITCHHLA, NTeueHHeTo ¢ Ekcknosa Tpabea aa ce npexpati. To Moxke 1a ce BE306HOBH (BXK.
»110BTOpHO 32mo4BaHe Ha Tepanua“ B Touka 4.2) CAHHCTBEHO, 8KO PE3Y/ITATHTE OT TECTOBETE 33
“epHOAPOOHa PyHKUMS ca HopManHK. B TakuBa ciryyan yepHoapobHaTa pyHKuUKS TpaGBa aa ce
NpOCNeaABaA BHUMATEITHO Clle/l NOBTOPHOTO BKIIOYBaHe Ha Exckiosa.

Iayuenmu na evapacm na u nao 60 200unu
[IpenopruBa ce neyeHHeTO Ha NaLMEHTH Ha BB3pacT Ha M Haa 60 roaMHK Aa 3ano4Ba ¢ NO-HUCKA 1034
(BXk. TOUKa 4.2).

[Ipn neyenne ¢ Excknoza Moxe Aa ce pa3sBHe OPTOCTATHYHA XHIIOTOHHUS H MM CbOOLLICHHA 3a clTyyaH
Ha TaXHKapAKR, KOATO MOXe f1a Obae npoab/okuTenya. INauMeHTHTe Ha BB3pacT 60 ronuHH M no-
BB3PacTHH, 0COOEHO Te3H C HAPYLIEHA CHPAEYHO-CHA0BA BYHKLMS, MOTAT Aa OBnaT no-nopaTnKBHU Ha
TE3H e(eKTH.

[TanmueHTHTE Ha BB3pacT 60 rOAMHH K NO-BB3PACTHH MOTaT fa OLaaT ocobeno nogatTnuem Ha
AHTHXOIMHEPTUYHHTE edekTH Ha Exckiiosa, kaTo 3anpuiKa HA YPHHA M KOHCTMIIALIMA.

IloBuiiena CMBPTHOCT MPU NALIHEHTY B CTap4yecKa Bb3pacT ¢ ACMEHIMY

JlaHHuTe OT ABE roneMu HabmoaaTeMHH NPOYYBaHU NOKAa3BaT, Y€ NpPH NALHEHTH B CTApYECKa
BB3PACT C NEMCHLIMA, KOHTO Ca JIEKyBaHU ¢ AHTHIICHXOTHLM Ca H3/0KEHH HA HE3HAYHTE/IHO O-BHCOK
PHCK OT CMBPT B CPaBHEHHE C HesieKyBaHHMTe. Hama nocrarbudo qanem, 3a aa ce HanpaBH TBHPAO
3AKIIIOYCHUE OTHOCHO TOYHOTO OMpeNieISHE Ha CTENEeHTA HA PHCKA H TIPHYMHATA 33 NOBHIICHHS PHCK €
HEHU3BECTHA.

Excko3a He € 0A00peH 3a leyeHre Ha CBbP3aHK C AEMEHLMATA NOBEICHYECKH HAPYLIEHHS.

4.5 BrammoaeiicTBae ¢ ApyrE JexapcTBenn NPOAYKTH H APYTH popmMH HA B3anMoaeiic

I1poTnBONIOKA3AHKA 32 EIHOBPEMEHHO NPHICKEHHE

JlexapcTsa, 32 KOMTO € H3BECTHO, Y€ HMAT 3HAYMTE/IEH NOTEHLHAN Ja MOTUCHAT yHKUHA
KOCTHHS MO3BK HE TPSOBA [ia c€ U3Mon3sar 3aeaHo ¢ Exckiosa (Bx. Touxa 4.4),
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AHTHIICHXOTHLH C YAWDKEHO 0CBOGOKIaBaHEe (KOMTO NpHTexcaBaT MHeNOCynpecHBeH MOTEHLMAN) He
TpAOBa na ce H3NOJI3BAT €JHOBPEMEHHO ¢ Ekckio3a, Thif kKaTo e He MoraT aa 6baaT Obp30
CIHMHHHPaHH OT OpPraHHU3Ma B CITY4YaHuTe, KOraTO TOBA MOXKE N € HeoOXOMMO, Hanp. HEYTPONEeHHs
(BXx. TOuka 4.4).

Ankoxon He TpsabBa Ja ce ynoTpebasa 3aenHo ¢ EKcKnosa MOopaaH Bb3MOXHO NOTEHUHPAHE Ha
CEAAaTHBHHUR e(eKT.

[IpennasHu MepKH, BKIIOUHTENHO KOPHIUpaHe Ha 1034Ta

EKCKI103a MOXe 21a 3aCH/IH LICHTPATHHTE epekTH Ha NekapcTBata, notuckamu LIHC, karto HapKOTHLH,
AHTHXHCTAMHHH H GeH3zoauasenuHy. Ipenopbusa ce 0co6eHO BHUMaHHE MPH 3ano4YBaHe Ha eYyeHHe
¢ Excknoza npu nauMeHTH, KouTo MPHEMAT OEH30AHA3ENTHH WIH APYTO NCUXOTPONHO NeKapcTso. Tesun
MALHEHTH Ca C NOBHILCH PHCK OT LIMPKYNATOPEH KONane, KOHTo B PEAKH CTyYaH MOXeE 1a 6bAe TEXBK
H Aia ROBEAE 0 CHPACUCH H/WIM pecniHpaTopeH apecT. He e M3BeCTHO nanu ChPACHHUAT HIIH
PECTIMPATOPHHUAT KOJIANC MoraT ia Ob4aT NpeJoTBpaTeHH upes KOPHrHpaHe Ha J034aTa.

[Ipu enHoBpeMeHHO Npunarake Ha ICKapCTBa, NPHTEXKABALIN AHTHXONIHHEPTHYEH, XHITOTEH3MBEH WM
NOTHCKAL IUIIAHETO eeKT MOBHIICHOTO BHHMAHHE € OT ChLIECTBEHO 3HA4YeHHE Nopanu
Bb3MOXHOCTTA OT AMTUBHH ehexTH.

bnarogapenue Ha cBoHTe aHTH-G-aApeHepriyHU ceoficTBa Excknosa Moxe na Hamanu nosumasaims
KPBBHOTO HansraHe e)eKT Ha HOPAAPEHAIMHA WIH Ha APYTH, NPEAUMHO O-aApeHEePrHYHH
JIEKAPCTBEHH areHTH, KAKTO H /1a IPOTHBOAGHCTBA Ha NPECOPHHA edexT Ha enuHepHHa.

EnHoBpeMeHHOTO npuiioxkeHue Ha JICKapCTBa, 3a KOHTO € H3BECTHO, Ye HHXHOUPAT aKTUBHOCTTA Ha
HAKOH LIMTOXpOM P450 H30€H3MMH MOXe Na NOBUILM HMBATA HA KIO3AIHH W Ja ¢ HallOXKH
HaMaJIABAHE Ha N03aTa Ha KJ103alKH, 3a [ Ce NPeJOTBPATAT HEXEIaHHTe JICKapCTBEHM peakuH. Toea
€ MO-BaXXHO 3a UHXHOHTOpHTE Ha CYP 1A2, KaTo KO(reuH (BIDK N0-401TY), IEPa3sHH M CEICKTHBHMS
HHXHOUTOP Ha 06PaTHOTO 3axBainaHe Ha CEPOTOHHHA - QuTyBOKCaMHH. Hakou apyru HHXHOHUTODH Ha
00paTHOTO 3aXBalLAHE HA CEPOTOHHMHA, KATO Hanp. GuIyOKCETHH, NAPOKCETHH M B NO-MallKa CTeNnek
CEpTpanHH ¢a HHXHOHuTOpK Ha CYP 2D6 1 B pesynTaT Ha TORa ca NO-MAIKO BEPOATHH 3HAUHMMH
(hapMakoKMHETHYHM B3aMMOAEHCTBUS ¢ K103amHy. [1o ChIUHA HAYMH PapMaAKOKHHETHYHH
B3aMMOJCHCTBHA ¢ HHXHOUTOpH Ha CYP 3A4, xaTo azonoBu AHTHMHKOTHLIH, LIMMETHAHH,
CPHTPOMHLIMH H NPOTEa3HH HHXHOMTOPH Ca MATKO BEPOSTHH, BBLIIPCKH Y€ TaKHUBa ¢a ChOOLLABaAHH.
XOpPMOHAJIHHTE KOHTPALIENTHBH (BIITIOYHTEIIHO KOMOHHALUMH OT eCTPOreH u MIPOTECTEPOH UK
MPOTECTEPOH CAMOCTOATENIHO) ca MHxHOUTOPH Ha CYP1A2, CYP3A4 u CYP2C19. CrnenoBarenno
38MO0YBAHETO HIIH NPEKPATABAHETO Ha NIPHEMA HA XOPMOHAITHH KOHTpaLENTHBH MOX€E /1a U3UCKBA

50 % caen 5-aHenen Geskodennor nepuon, MoXe N1a ce HATOKAT NPOMEHH B A03aTa Ha KIO3AMHH NpH
(IPOMAHA B HABHKA 32 NIPHEM Ha HANIHTKH, CbABPXkaLH kodenn. B cyuaii va BHezammo CIIHUPaHE Ha
TIOTIOHOMYIICHETO I1a3MEHaTa KOHIIEHTPALHA Ha KIO3AITHH MOXKe a ce MOBHNIH, B PE3YJITAT HA
KO€TO 1a HApacHAaT HEXETaHUTE PeaKLHu.

Covob1ueHn ca ¢iryuan Ha B3auMonelicTene MEXAY LHTAIONpaM H KIIO3alKH, KOETO MOXKE Na NOBHILU
PHCKA OT HEXCNIAaHH peaKLH, CBBP3aHH ¢ Kno3anuH. ECcTecTBOTO Ha Topa B3aUMOJIEHCTBHE He €
HAITBJIHO M3ACHEHO.

JlekapcTea, 3a KOMTO € U3BeCTHO, ye MHIYLHPAT aKTHBHOCTTA Ha UUTOXPOM Pisp eH3HMHUTE
HMa CHOOILEHHA 38 B3aUMOAEHCTBHA ¢ KIO3aNKH BKJIFOYBAT, Hanp. kapbaMasenuH (ne Tpadn
H3NOJI3B2 CIHOBPEMEHHO C KNIO3aMHH, NOPaJiH MUEJIOCYNMPECHBEH MOTCHUHAN ), PEHHTOMH ' >
pubamnrumH. U3BecTHu HHAYKTOpY Ha CYP 1A2, kato omenpason, Morar na nosenar né =
[TOHH)KAaBaHE HHUBATA Ha KN03anuH. I1oTeHUHATLT 33 MOHMKABAHE Ha epHKacHOCTTA Ha KIfD:
TPAOBa Aa ce HMa NpeABHA, KOTATO Ce M3M0/3Ba B KOMOWHALINA ¢ Te3n NeKapcTra.
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EQ! 'H

EnnospeMerHarta ynotpe6a Ha IMTHI WiH apyrr LHHC-akrusHK nekapcTBa Moxe na noBuiny pHUCKa

OT pasBMTHE Ha HEBPONENITHYEH MaJIUTHEH cuHAapoM (HMC).

Hanuue ca cvobinenns 3a peaky, HO cepruosHu FIPHCTBITH, BIUTIOYHTENHO 110fBa Ha NPUNAABLLIM NPH
NALHCHTH, KOWTO HE Ca CIIWIENTHYHH, H H30JIHPaHHK CITy4aH Ha AeNUpHyM, NP KouTo Ekckiosa e
Npujiarad €AHOBPEMEHHO C Ba/NpOeBa KHCEHHA. Te3u edeKTH BepOATHO ce AL/DKAT Ha
hapmakoAHHAMUYHO B3aHMOAEHCTBHE, YUHTO MEXaHHIBLM He e ONnpeaencH.

CBITBTCTBAILOTO JICUEHHE HA KII03alHH H BANNIPOEBa KHCETMHA MOXKE 12 YBEIHYM PHCKA OT
HCYTPONEHHA. AKO € HeoOXoauMa CLITBTCTBALLA ynorpeba Ha KIo3anuH ¢ BaJINPOCBA KHCENWHA,
HAJIOXKHTEJTHO € 1a HMa BHMMATENHO HabmoaeHue.

Heo6xoanmo € nosHiIeHO BHUMaHKe NpH NaLMEHTH, MOTy4aBalllH CHITbTCTBALLO JCUEHHE ¢ APYTH
JIEKapCTBa, KOMTO Ca WIH HHXMOUTODH, MM MHAYKTOPH Ha UHTOXPoM Pasq m30oeH3HMMTe. Ho To3n

MOMEHT He ca HabMoAaBaHM KJIIMHHYHO 3HAUYHMH B3aHMO[
¢eHoTHaznHu H THN IC aHTHAPHTMHUHK nekapc

P450 2D6.

€HCTBHA ¢ TPHLMKTHYHH aHTHAETIPECAHTH,
TB4, 38 KOWTO € H3BECTHO, Y€ CE€ CBBLP3BAT C LINTOXPOM

KakTo ¥ npH apyrure aHTUncuxoTHLH TpaOBa ja ce BHUMAaBAa, KOTaTo ¢ KIO3alluH ce NpeanucBar
JICKApCTBCHH NPOLYKTH, 33 KOMTO € H3BECTHO, Y€ yabbkaBaT QTc uHTepBana wiH npUunHABAT

eNIEKTPOJ/INTEH aucOananc.

KpaTko onucanue Ha cuMTaHHTE 3a Hali-BaskKHH NICKApCTBCHH B3aWMOAEACTBHA C KJIO3alHH € JafeHo B
Tabnuua 4 no-nony. CnuchkebT He € H3depnaTeneH.

Tabanna 4: CnpaBka 3a Haii-4ecTuTe JIEKapCTBCHH B3aHMoaeHcTBHA ¢ Exckiosa

Jexapcmeso

Braumooeiicmsun

Komenmapu

JlekapcTBa, noTHCKALM
KOCTHHA MO3BK (Harp.
KapOaMa3zenuH,
XJIopaM(peHHKOI,
cyndoHamuau (Hanp. Ko-
TPHMOKCAa30J1), NHPa30JIOCHOBH
aHanreTHUw (Hanp.
¢enmnbyrazoH),
NEHHLHNAMHH, UHTOTOKCHYHH
areHTH U HHXEKLIHOHHH
AHTHITICUXOTHLH C YABDKEHO

[loBuiara pHcka w/unm
TE€XKECTTA Ha NOTHCKAHE
H2 KOCTHHA MO3BK,

Excknosa He Tpa6ea 1a ce npunara
€AHOBPEMEHHO C JIPYTH JIEKAPCTBA C
A0bpe u3BecTEH NoTEHUMAn 3a
NOTUCKAHE PYHKLIMATA HA KOCTHUSA
MO3BK (BX. TOuYKa 4.3).

ocBOOOKAABaHE
bensoauazenuuu EnnoBpeMeHHOTO Bunpeku ye ce nosssasa paaxo, ce
MIPHIOKEHHE MOXKE A NpenopL4YBa NOBUIIEHO BHUMAHHKE NpPH
NNOBHLIN PHCKA OT €IHOBPEMEHHO NPWIOXKEHHE HA TE3H
LIMPKYJIATOPEH KoJarc, NiekapeTea. CrobLueHnTe cnyyau
KOETO MOXe 21a AOBEAC X0 | MPEATIONArar, Ye € o-BEpOsTHO
ChbpAeveH WHIIH NOTHCKAHETO Ha JHLIAHETO H KOJanca
PECITHPAaTOPEH apecT. Ja Bb3HHKHAT B HA4YaJI0TO HA
NMPUNOKCHHETO HA Ta3H KOMOHHALIHA
WK KOraTo KJIO3aNnMH c€ BKIIOUH KbM
YCTAHOBCH PEXHM ¢ OeH30AHA3eNHHH,
AHTHXOJIHHEPTrHYHN Excknosa norenumpa Jla ce Habmonaeat nayue |
JIeKapcTBa JEHCTBHETO HA Te3H HEKENaHK aHTHXOJIHHEPT

JIEKApPCTBA Nopanu

aaUTHBEH npuaara 3a opnajifgBaHe #§
aHTHXONMHEPrUYeH XHNEepCaIMBaLUA.
edexT.
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AHTHXHIIEPTEH3IUBHH
JeKapcTaa

Exckiiosa Moxe na
NOoTeHUNpa
XHIIOTEH3HBHUTE e(PeKTH
Ha TE3H JIEKapCTBa
nopanaH TeXHHUTE
CHMIAaTOMHUMETHYHH

AHTaroOHHCTHYHH edeKkTh,

Heobxonumo e noBHINeHO BHUMaHHe,
ako Excknosa ce npunara
€AHOBPEMEHHO ¢ AHTHXMIEPTEH3IUBHH
nexapctea. IlanuenTure Tpabea aa
ObaaT npeaynpegeHy 3a pUck ot
XHMOTeH3HA, 0COOEHO Mo BpeMe Ha
ITbPBOHAYAIHOTO THTPUPAHE Ha A03aTa.

Ankoxos, MAO-HHXUGHTOPH,
NIeKApPCTBEHH MPOAYKTH,
notuckawm 1{HC,
BKMIOYHTENTHO HAPKOTHYHY
BELIECTBA H BeH30AHA3ENUHH

3aCHIEHH LEHTPATHH
edekTn.
AJHTHBHO NOTHCKAaHe Ha

1THC, uurepdeperums Ha

KOTHUTHBHATA W
MOTOpHATa PYyHKLHA,
KOraTo € H3osi3sa B
KOMOHWHaIMA ¢ Te3n

JIEKApCTBa.

Heo0xoaumo ¢ nosuinexo BHHUMAaHHE,
ako Exckiiosa ce npunara
¢aAHOBpeMeHHO ¢ ApyrH HHHC-axTnBHM
nexkaperba. [launeHTHTE TpaGBa na
ObNaT npexynpeneHH 3a B3MOXKHH
CCIaTHBHH €(PEKTH U 3a TOBA 1A He
lwOGHpaT WiH pabOTAT ¢ MAILIMHH.

JlekapcTsa, cepp3Bawy ce B
ronaMa cTeneH c bearouure
(Harp. BapdapHH ¥ AUroKCHH)

Excxiosa Moxe na
NMPHYHHH MMOBHIIEHHE HA
ITa3MEHHTE
KOHLICHTpALHY HA Te3H
JIEKapCTBa NMOpany
H3MECTBAHETO UM OT

IlauuenTuTe TPaOBa Na 6BaaT
MOHHTOPHPAHH 32 Bb3HUKBaHE Ha
HE3KENaHH JIEKAPCTBEHH PeaKLHH,
CBBP3aHH ¢ TE3H JICKAPCTBA M JO3HTE Ha
JIEKapCTBOTO, KOETO CE€ CBBP3BA C
benTbumMTe TPAGBa Na Ce KOpUTHPpaT,

|_[L1a3MEHKTE 6eNnThLH. aKo € Heobxoaumo.

DEeHUTOHRH Bknro4BaHeTo Ha AKO ce Halara nmpHIoKeHHe Ha
(SHHTOHH KbM peKuUMa (peHHTOMH, NaLMeHTa cneaBa na 6bae
Ha KJIO3aluH MOXE Aa BHHMaTEJTHO HAOMIOAaBaH 3a
NPHYHHH MOHWKEHUE HA | BJIOLIABAHE WIH Bb30OHOBABAHE HA
IUIa3MeHUTe NCUXOTHYHHUTE CHMIITOMM.
KOHUEHTPALIHH Ha
KJIO3aMHH.

Jlurnii EnnoepeMeHHOTO Jla ce cneam 3a nNpU3HALM H CUMITTOMM

NPUIOKECHHE MOXKE Na
IOBHLLIY PHCKA OT
pasBHTHE Ha
HEBPOJIENTHYEH

MaJIUTHEeH CHHIPOM
(HMO).

Ha HMC.

Bewecrsa, HHIYLIMpaIIH
CYP1A2 (nHanp. omenpazon)

EaxnoBpeMenHOTO
NPHJIOXKEHHE MOXe 11a
MOHHKY HHBATa HA

Tpabea na ce o6mMucnu BB3IMOXKHOCTTA
33 MOHHXKAaBaHe Ha e()MKACHOCTTA Ha
KMO3aMHH.

KJIO3AITHH.
Beiectea, HuxuGupaliy EnxnoepeMeHHOTO [Torenuman 3a nosuiaBate Ha
CYP1A2 (nanp. MPUIOKEHHE MOXKE 1A HeXeNaHuTe peakuyr. Heobxogumo e
¢yBokcamun, kodeun, MOBHIIIM HHBATA HA BHHMaHHE NMpH NPEKbCBAHE Ha

LHUNpodJIOKCalliH, NEpa3uH
HJIH XOPMOHAJIHH
KoHTpauenTtuey (CYP1 A2,
CYP3A4, CYP2C19)

KJ103anuvH.

€AHOBPEMEHHO NMPUIIATAHHTE
nexapersa, HHxHOHMpamu CYP1A2 win
CYP3A4 unxubupawm nexapcraenu
NPOIYKTH, NOPaAH Bb3MOXHO
MOHW)KABAHE HA HUBATA HA KJIO3aNMH.
EdexrbT Ha CYP2C19 uHXuGuumsTa
MOXe J1a ObJie MHHHMAJIEH.

4.6 ®epTHanTeT, GpeMenHOCT B KhpMene

bpemeHHoCT SR
HMa caMo orpaHHUeHH KITHHHYHKM NaHHH 34 NPWIOXKCHHETO Ha KJIO3aNHH NpH 6peMEHHH.iR - \ - :_ e s
[IpoyuBanusTa npu xHBOTHH He noka3Bar NPAKO WK KOCBEHO BPEAHO Bb3JEHCTBHE BEPXY PN :-.‘3//
T
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OpemenHocTTa, eMGpHOHANHOTO/deTanHOTO pasBuTHE, PROKNAHETO WIH NOCTHATAIHOTO PA3BUTHE.
(Bxk. Touka 5.3). Ha Gpemennu sxenu Tpabea ja ce NPEANMHCBA ¢ MOBULLIEHO BHHMAHMHE.

[Ipy HOBOpOREHH, NANOXKEHH HA AHTUNCHXOTHYHH JICKAPCTBEHHW NPOIYKTH (BKNIOUHTENHO Ekckiio3a)
[IPE3 TPETHA TPHMECTBP OT OPEMEHHOCTTa CBILECTBYBA PHCK OT HEXKEIAHH JICKAPCTBEHU peaKIiHu,
BIIIOUHTETHO EKCTpanHpaMHIHN CHMITTOMH H/WIH CAMIITOMH Ha OTHEMAHE CJIE[ POKAAHETO, KOMTO
MOTaT A2 BapHpaT No TEKECT H NPOABLKUTENHOCT. CoobIeHH ca ciry4au Ha Bb3GYa, XHITEPTOHMS,
XHTOTOHRS, TPEMOP, CBHIHBOCT, PECITHPATOPEH ANCTPEC WIM XPAHHTENRHO Pa3CTPOHCTBO. 3aToBa,
HOBOpPOAEHHTE TPAOBA ia 6bAAT BHHMATEIHO MORHTOPHPAHH.

Kspmene
[Ipoy4BanusTa NpH KHUBOTHH MOK&3BAT, 4€ KI03aNHH Ce eKCKPETHPA B KbPMATA H BIIKSAE BLPXY

KbpMa4ero. 3aToBa MaiikHTe, KOHTO npHeMar Exckiosa He Tpa6Ba n1a KbpPMAT.

deprinTeT
OrpaHHueHHTE JaHHH 332 e(DEKTUTE Ha KIIO3AMMH BBLPXY (epTHiHTeTa NpH XopaTa ca HeyGeauTeaHn.

I[Ipn MBKKH M XKEHCKH TUTbXOBE, KJIO3aNMH He MOBJIHABA (epTHIHTETA, KOTATO CE MpHIaraT Ao
40 mg/kg, CHOTBETCTBAIH HA EKBHBAIEHTHA 1034 OT 6,4 mg/kg npu xopata WM NPHGIH3KTENHO eaHa
TPETa OT MAKCUMATHO JOIyCTHMATAa J03a 3a Bb3PacTeH YOBeEK.

XKeHu ¢ nereponen NMOTSHLIMAT

Mozke na HaCTHNH BBICTAHOBABAHE HA HOPMAJIHATA MEHCTPYaLMs B Pe3yJTaT HAa NPEMHUHABAHE OT
ApPYTH aHTHNCHXOTHLM KbM Ekcnosa. ITopaau ToBa e Heobxoqmumo aa ce OCHTYPH NOAXOAA1L]
KOHTPaUENTHBEH METO, NPH XEHUTE C AETEPONEH NOTEHLIMAN.

4.7 EdexTn Bupxy cnocobrocTTa 39 modHpane u pabora ¢ Mamunan

Ilopazu cnoco6HocTTa Ha Exckiosa na npequssmkea CE€AHpaHe W 1a NOHWXaBa MbPYOBHA Npar Tpa0ea
Aa ce u3bAreatT AelHOCTH kaTo wodupaHe WK paboTa ¢ MALIWHH, OCOOCHO npe3 MLPBUTE CEAMHLM OT
NIEYSHHETO.

4.8 Hexenann JeKapcTBeNH Peaknumn

O60o01enne Ha npoduia Ha 6ezonacHocT

B no-roasMara cu 4acT npoduna Ha HeKeTaHUTe PCaKLHH Ha KJIO3aMHH € nnpeackasyeM Ha azara Ha
(hapMakonoruuHHTe My CBOHCTBA. BaKHO M3KITIOUEHME € HEeroBaTA CKIOHHOCT Ja NpyYHHABA
arpaHy;0uHTO3a (BX. To4ka 4.4). [Topaam TO3H pHCK, HEroBaTa ynotpe0a ce orpaHM4aBa 110 ciTyyaH
Ha PE3HCTECHTHA HA NNCYCHHE IH30(PEHUS U NICHXO3H, HACTBITWIM B X0Aa Ha 6oNecTTa Ha ITapkuHCOH,
KOraTo CTaHAapTHOTO JieueHHe e Omiio HeedekTHBHO. JlokaTo H3cneaBaHeTo Ha KPBBHATA KapTHHA e
CHIIECTBEHA HaCT OT rpHXKaTa 3a NaLHEHTHTE, NPHEMALH KJIO3AITHH, JIEKAPAT TpsOBa Aa ce 3ano3Hae ¢
APYTH DEAKH, HO CCPHO3HH HEXXEJIAHH PEaKLiuHM, KOMTO MOTAT Ja ce AHArHOCTHLHPAT B paHEeH CTaauii
CaMo 4pe3 BHUMATEJIHO Ha0MoIeHHe KU pasNUTBaHe Ha NalMeHTa ¢ Lie)l NpeaoTBpaTABAHE HA
3a00/1€BaEMOCT M CMBPTHOCT.

Haii-cepnosnuTe HexenaHn peakiiii npy KI03anuH ca arpaHyJIoLMTO3a, MbPYOBE, CHPACHHO-ChIORH
edexTH U BTpHcaHe. Haji-uecTHre cTpaHMuHm e(pEeKTH Ca ChHIHBOCT/CEAaLiHs, 3aMASHOCT,
TAXHKApAWR, KOHCTHMALIMA H XHNepcanUBaLy.

JAaHHHTE OT KIMHHYHHTE W3NHTBAHHUA [TOKA3BAT Bapypaill NPOLIEHT Ha MaLHEHTH, JIEKYBaHH C
K103alHH, KOHTO Ca NPEKBCHANIN KITMHHYHHTE W3NMTBAHHA MTOPAIH HEXENAHO ChOHTHE (ot 1,1% no
15,6%), kaTo ca BKIIKOYEHH CAMO TE3M, KOMTO JIOFMYHO MOraT A4 C€ CBLPXKAT ¢ Kjo3anul. ITo-yecTHTe
CBOHTHA, CMATAHM 3a MPHYHHA 32 NPEKHLCBAHE YYACTHETO B M3MUTBANMATA 4 OMNK NeBKONEeHHA
CBHIIHBOCT, 3@8MasgHOCT (M3KTIOYBAKH BEPTHIO) M MICUXOTHYHO pascTpoHCTRBO.

KpbB H auMdHa cucTema

[ oy
Pa3BHTHe Ha rpaHyOLUTONEHHA H arpaHyJIOLMTO3a ¢ PHCK, NIPUCHLY 3a JeueHHeTo ¢ Ex F"":P o
Brripexy ye o6ukHOBEHO € 06paTHMa npw [IPEKBCBAHE HA JIEYCHHUETO, arpaHy/IOLMTO3ATY. Mepke g - o
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AOBEAE 10 CENCUC U MOXC N1a Uma nieTalieH u3xon. [Topaan HeobxoanMocTTa ot HesabaBHO cniupane
Ha JICKapCTBOTO, 3a /1a C€ MPEA0TBPATH Pa3BUTUETO HA XKHBOTO3ACTPALIABALIA aTPAHYJIOLHTO34,
MOHHTOpHpaHeTo Ha ANC € 3aanmkuTenHo (k. Touka 4.4). Tabauua S no-aony o6o011asa
H3YHCIICHATA HECTOTA Ha arpaHyJIoLIMTO32 3a BCEKH NTEPHOA OT JICHEHHETO ¢ KNO3aIHH.

Tab.1ana 5: U3uncnena yecrora Ha a[q;ll_uynouﬂmaa‘

UleueGen nepHoa ecTOTA HR arpanyjaonuroia Ha 100 000 nagnenTo-
ceaMBIn’ Habaonenne

Ceamuuu 0-18 PZ,O

ICe,uMHuH 19-52 3

ICe,uMHuH 53 vnu noseue 1,8

'TIo naHHK HA DOKNBOTHHA perucTbp Ha UK Clozapine Patient Monitoring Service Mexay 1989 r. u2001 r.
TlauueHTO-BpEMe € CyMaTa OT OTAEHHTE BPEMEBH CAHHHUM, NIPE3 KOUTO MALIMEHTHTE OT PErHCTLPA ca
NONyHaBaM KNO3alHH NPEAH Na pasBUAT arpaHynounrosa. Hanpumep 100 000 maumeHTO-cCAMHLM MOTAT Ia
ce Habmoaasar nmpu 1000 naumeHTH, KOUTO ca G B pericTepa 3a 100 ceamuum (100*1000 = 100 000) uan
mpH 200 nanpeHTH, KOHTO ca 6HIH B PErHCTLPa B NPOAbIXEHHE Ha 500 cenMum (200*500 = 100 000) npean aa
Pa3sBHAT arpaHyOLMTO3a.

KyMynartipHaTa 4ecTOT2 Ha arpaHyOLHTO3aTa MO JAHHU Ha NOKHBOTHHS perucrsp UK Clozapine
Patient Monitoring Service (0-11,6 roaunu Mexcay 1989 r. u 2001 r.)e 0,78 %. Iloseuero ot
cay4anTe (npubausuTento 70 %) BL3HMKBAT npes mbpBHTE 18 CeMHLIN OT JIeYeHHETO.

Hapyuwenus Ha merabonuama U xpaHeHeTo

Pagko ca chobmaBany ciryuas Ha HapyLIeH CAIOKO3EH TONEPAHC WK Pa3sBHTHE HIM BIIOLIABAHE Ha
3axapeH auadeT Mo BpeMe Ha JICUEHHETO C K03anmuH. B MHOro PEOKH ClTyUyaH ce ChOOLIaBa 33 TEXKa
XHICPIIINKEMHA, NOHAKOra BOACLIA NO KETOAUHKA03a/XHIIEPOCMOIaPHA KOMA, IIPH NAUHEeHTH Ha
JIeYCHHE C KI03AMHH 0e3 npexoxk/alla aHAMHE3a 33 XHNEPTAMKEMHS. [Ipu noBeueTo maumenTu cnen
CITHPAHC NPHEMA Ha KITO3allHH HHBATA Ha IIHOKO3aTa C€ HOPMAJIH3UPAT, KaToO B HAKOH CIy4yau
XHNEPITIMKCMHATA CE FIOABABA OTHOBO Clie]l Bb30OHOBABaHE Ha JIEUEHHETO. BBIpekH Ye noBeveTo
MAUMCHTH Ca UMANIH PHCKOBH (haKTOPH 3a HEHHCYJIMH-3aBUCHM 3aXapeH auaber, CJIy4au Ha
XHNECPIINKEMHA Ca ChOOLLIEHH K NPH NMALMEHTH 6e3 H3BECTHH PHCKOBH ¢axTopu (BXk. TouKka 4.4).

Hapviienua xHa HEPBHATA CUCTEMA

Haf-uecTure HabaronaBaHu HEXeMaHH PEaKLMH BIUTIOYBAT CBHJIHBOCT/CeaAMpaHe U 3aMagHOCT,

Kiio3anuH Moxe na npeanssuka EEI npoMeHH, BKAIOYMTENTHO MOABATA HA KOMILIEKCH Ha 3u0LH U
BBIIHH. TO# NOHMXAaBA IbPYOBHSA PAr B 3aBUCHMOCT OT A03aTa M MOXe na MpeAU3BHKa MHOKNOHMYHH
WJIH rCHEPANTH3UPaHH rbpHoBe. [1o-BepoaTHO € Te3u CHMITTOMH fia BL3HHKHAT MIpH 65p30 noBULIaBaHe
Ha 103aTa 1 [pH NAaLMCHTH ¢ NpeaXxoxXaallia enunencus. B Takusa ciyyau no3ata Tpsabsa aa ce
HaMaJlH M, aKo € HeoOX0AMMO, [a ce 3aMoYHe AHTHKOHBYJICHBHO EYeHHe. KapbamazenuH tps6sa na
Ce H304ATBa NOpaax NOTEHLHANA CH A4 NOTHCKA GYHKLMATA HA KOCTHHA MOJBK H, KAKTO NPH APYTHTE
a8HTHKOHBYJICAHTH, TpA0Ba 1a ce B3eMe NpeaBH I Bb3MOKHOCTTA 34 papMaKOKMHETHYHH
B3aUMOACHCTBHA. B peaku ciyyan naumeHTHTE, JleKyBaHH ¢ KII03aNTHH MOXKE 13 H3MAIHAT B Dennp.

MHoro paako e HabnonaBaHa KbCHa AMCKHHE3HA NPH NALHEHTH, NpHEMAalLH KJI03aMHH, KOUTO ca
OMWIH NIEKYBAHH C APYTH aHTHNCUXOTHYHK cpeacTea. [laumenTure, NpH KOHTO ce € pa3BHIIA Kb

T ————

CopaeuHu HapyLUEeHHA

Bn3moxHa € MosBaTa Ha TAXHKApaHA U NOCTYPaIHa XHIIOTOHHS CHC WIH 63 CHHKoOR,
ITEPBHTC CEAMHIIN Ha NICYEHHUETO. YecToTaTa H TeKeCTTa Ha XHIIOTOHHATA Ce BITHAST

TECAKKA XHITOTOHHA, MO-CNIELHATHO CBBP3aHH C arpeCHBHO THTPHPaHE Ha JO3ATA, C Bh3MOK F!/}fp\?lﬂ'l h
NOCIEAMLH OT ChbpACUEH WK OenoApobeH apecT NpH JieueHHE ¢ KJIO3AIHH. RNSEE oY
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[1pu manka gacT oT nauMeHTHTE, NEKYBAHH ¢ KIO3ANMHH CE peructpupar EKI' npoMmens, cxoaHu ¢
T€3H, HaOJIOAABAHY DU APYTH AHTHNCHXOTHYHH JIEKAPCTBA, BKTIOYHTETHO nernpecHs Ha ST cerMmeHTa
W H3PABHABAHE WIH MHBEPCHA Ha T BBLIHHTE, KOHTO Ce HOPMANH3UPAT ClEA CIIUPAHE NPHEMA Ha
Excnosza. KnunnyHata 3HaUMMOCT Ha Te3u NPOMEHM € HeACHA. Brrnpeku ToBa, TAKMBa aHOMAJIHH Ca
Ha0/II0NaBaAHH NPH NAUMEHTH ¢ MHOKAP/HT, NOPaay KOETO Tpsa6Ba Aa 6pAaT B3eTH oA BHHMAaHHE.

CboOwaBar ce OTAENHY CITyuan Ha ChpAeYHa apHTMMuA, MEePHKAPAHT/TIEPHKAPACH HINHB H MHOKAP.IHT,
HSAKOM OT KOHTO ca Ounu ¢ dataneH uixoa. [loeeueTto ciiyyan Ha MHOKApAKT Bb3HHKBAT Mpe3 MbPBHTE
2 Mecela OT 3al0YBAHE Ha JIEYEHMETO ¢ KI03anHH. KapauoMuonaTys oGHKHOBEHO ¢e MoABABA NO-
KbCHO B XOZa Ha JIEYEHHETO.

HiMa crobutenus 3a €03HHOGUIMA NPH HAKOH CTyYaH Ha MHOKapAHT (okosio 14 %) u
NepUKapAMT/IIEPUKAPACH U3JTHB, KATO HE € M3BECTHO JANH €03HHODUIMATA € HANEHKIEH NpeauKTop 3a
KapIuT.

[Tpu3nawmTe ¥ CHMITOMHTE Ha MHOKAPIMT WK KAPAHOMMONATHS BKTIOYBAT NEPCHCTHpaLIA
TaXHKap/i1A B NIOKOH, MANNHTALMH, BDHTMHA, GOJIKH B I'EPAMTE W JPYTH IPU3HALM H CHMITTOMH Ha
CbpACHHA HEAOCTATLYHOCT (Hanp. HeOOACHHMa yMOpa, ANCIIHEN, TAXHITHEN) WIH CHMITTOMH, KOHTO
Harnoxo0sBaT MHOKapeH HHOAPKT. JIpyTH CHMITTOMM, KOMTO MOTAT 114 NPHCHCTBAT B JOIThJIHEHHE
KBM FOpPENOCOYEHHTE Ca rPUNONOA0OHHTE CHMITTOMM.

H3BecTHu ca ciryuaM Ha BHe3anHa, HEOGACHHMA CMBPT Cpell NALMEHTHTE ¢ IICHXHYHM 3abonaBaHus,
KOHTO MpHEMAT KOHRCHIHOHAIHY AHTHNICHXOTHYHH JIEKAPCTBA, HO CBILIO TAKA M CPe/l HENIEKYBAHHUTE.
TakuBa CMBLPTHH CiTyHdaH ce CHOGIIABAT MHOrO PAAKO NIPH MALKEHTH, NnpseMalli KI03anuH.

CwA0BM HapyIeHHs

CrpoO11aBat ce peakH ciny4an Ha TpoMGoeMBOIHIBLM.

ﬂg&m Ha CHCTEMa

MHOro paaxo ce NoABABa NOTHCKAHE HWIH CNHPAHE Ha NHIIAHETO, ¢ HWIH (€3 LMPKYNATOPEH Konanc
(BX. TOukH 4.4 1 4.5).

I acTpo-HHTECTHHANIEH TpaKT

Muoro uecTo ce HabmonaBat 3anek W XunepcanHBauys, a rajaeHe U MOBpbLUAHE- 4€CTO. MHOro paaKo
MOXKe Aa ce pasBHe uneyc (BX. Touka 4.4). Panko neuennero ¢ EKCKJIO3A moxe na 6bae CBBP3aHO
C Aucharus. AcnHpauss Ha PUETATa XpaHa MOXKe [ia HACTBIH [PH NALHEHTH ¢ qucdarua Wi
BCJIEACTBHE HAa OCTPO NpeAc3HpaHe.

Xenaro-SunnapHu Hapy1lleHHs

B13MOXHO € na ce NoSBH NPeXoAHO, 6E3CHMITTOMHO MOBHUIIEHHE Ha YEpHOAPOOHHUTE €H3UMH U PAAKO
XCMATHT H XONeCTaTH'HA XKbJITeHKUA. B MHOTO pesikn ciiyuan ce chobwiasa 3a GpynMHHAHTHA
4e€pHOAPOOHa Hekpo3a. [Ipn pa3BUTHE Ha XBLITEHHLA PHeMa Ha KI03aIMH TpAOBa na Ovae
fpeycTaHOBEH (BXK. Touka 4.4). B penxu cayuau ce cbobasa 3a ocTp NaHKPEATHT.

bnOpeunu HapylieHus
Crobasar ce H301HpaHH ClTyYaH Ha OCTbpP HHTEPCTHLMANEH HEDPHT NPH JIeYEHHE ¢ KJTO3aTHH,

Hapyinenns Ha Bb3NPOHU3BONHTEIHAT CHCTEMA ¥ I'bp/IATa

Iomyuenu ca MHOTO peikH CHOGLICHMA 32 NPHATHIBM.

O01uH HapylLueHHS
CpoOLuaBar ce ciryyad Ha HEBPOJENTTHYEH MAlHIHEH cuHapoM (HMC) npu naunenTH, npuem
KJIO3aMHH CAMOCTOATETHO WM B KOMOWRaLMs ¢ nuTki, wiu apyru [ITHC-aktusam NIEKapCTR

CpoblaBat ce OCTPH peakuMu Ha OTHeMaHe (BiK. TouKa 4.4),
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TabauyeH CIHCHK HA HeXKeTAHHTE PeaKNHR
B tabnuuara no-nony (Tabauua 6) ca 0606LIeHH HEXeNaHUTe PCaKiIMH, JOKNAABAHH B CMIOHTAHHH
CBODLLEHNS H 110 BPEMEe HA KITHHUYHHM MPOYYBAHMAL.

Tabanna 6: M3uncneHn 4ecTOTH Ha BB3IHMKBAIIH [IPH JIEYCHHETO HEXENAHU PEAKIMH OT CIOHTAHHH
CHOOIIEHHA H AOKNAAH OT KIHHHYHH H3INHTBaHKA.

Hesxenanure nexapcTaenH peakums ca rpynHpanH CNOPe] YECTOTa NpPH NPHIATAHETO HAa CJieAHAaTa
kiacupukauus: Muoro secru (> 1/10), Yectu (> 1/100 go < 1/ 10), Heuectn (= 1/1000 no < 1/100),
Peaku (= 1/10 000 no < 1/1000), MHoro penxu (< 1/10 000), C nenspecTsa 4ecToTa (OT HanHYHHKTE
JaHHH HE MOXe Aa Obae HanpaBeHa oueHka). [IpH BCAKO rpynupaHe B 3aBUCHMOCT OT YeCTOTaTA,
HEXCTAHHTE peakLMK ca H3OPOEHH B HH3XOAAL pell N0 OTHOLLICHHE Ha TAXHATA CEePHO3HOCT.

Hadexnun B nadecTannn

C HeH3BecTHaA yecToTa Cencuc*

Chpaeunn sapymenns

MHoro yectn | TaxHkapaus

Hectn EKI npomenu

Pe k1 LIMpKynaTOpeH Konanc, ApUTMHH, MHOKApJIHT,
NEPHKAPAHT/TICPHKAPAEH H3JTHB

MHoro peaky KapavoMHonatis, chpieyeH apecT

C HeH3BEeCTHA 4YeCcTOoTa Hudapkr Ha Muokapna, koiiTo Moxe 1a 6bae
daTaneH®, 6onka B repANTE/AHIMHA NEKTOPHC®,
NpeACHPAHO MBXKACHE*, nannurauuu,
HEZIOCTaTbYHOCT Ha MUTPAJTHA KJlana acolMMpaHa C
KapaHOMHONATHSA, KOATO € CBbP3aHa ¢ KJI03anHH*

Hapymiennsg B3 KpbLBTa H Aum¢HATE CHCTEMA

Yectu JleBkoneHus/HamaneH Gpoii NeBKOLMTH/HEYTPONeH s,
€03HHOG(HIIHS, JIEBKOLIMTO32

HeuectH | ArpaHynouMTo3a

Penxu AHeMus

Muoro peakn TpomGouuTonenus, TpoMGounTEMHS

HapymenHns Ha HMYHHATA CHCTEMA

C HeHsBecTHa vecTOTA AHruoeieM*, NeBKOLIMTOKNACTHYEH BacKyIUT*,
NIEKapCTBEHA peaKiiMs ¢ €03HHOPWIHA H CHCTEMHH
cumrroMu (DRESS)

HapymenHs Ha eHIOKPHHHATA CHCTEMA

C HeH3BecTHA YecToTa I1cesaodeoxpomonurom*

Hapymenus na HepBHATA CHCTeMA

MHoro uectn CvHanBoCcT/ceiMpaHe, 3aMasHOCT

Yectn ['naBoGonHe, TpeMOp, CKOBAHOCT, aKATH3HA,

CKCTpanypaMUaHH CUMITTOMH,
MPHNANbLIH/ IbPHOBE/MHOKIOHHYHH [bPUOBE

1

Heuectn HeBponenruyes MaNnUrHaHTeH CHHAPOM
Penxm [ O0BpKkaHocT, aenup
MHoro peaku KbcHa AMCKHHE3HA, 00CeCHBHO-KOMITYICHBHH
CHMITTOMH
C HeusBecTHa wecToTa XonMHeprudeH CHHAPOM (ClIEA BHE3AMHO CriHpaHe)*
EKT" npoMenn*, nneBporotonyc*, cHHAPHUM Ha .
HECNOKoHiHUTE kpaka* -
O4HN RapyIwenns
YecTn | 3aMBIIIEHO 3peHue j &
PecnHpaTOpHH, rPLAHA H MEANACTHHAJIRH HAPYIHCHHS = [ e

Penku ACnHpalMa Ha NOTbJIHATA XPaHa, THEBMOHHKA ) _ |
MHGEKLMA HA IOTHHTE AUXATEHH TBTHILA, KOHYG 7, "\
MOrar n1a 6baarT ¢ daranen Hixon, CHHAPOM Ha CEMHE ),

g __/,
L { ﬂdﬂ‘i\y

R LT SR
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| | anHes™
Muoro peaxu [loTHCcKaHe/CiHpaHe HA AMILAHETO
C Heu3BecTHa YecToTa HazanHa xonrectus®*, niespaneH uuiis*

CToMamno-upeBnn napymenns

MHoro yectH I 3anek, XunepcaaHBauus

YecTn ["aneHe, noBpbinane, AHOPEKCH#, CYXOTa B YCTaTa

Penkn Hducdarus

MHoro penku YrosemsBaHe Ha NApOTHOHATA KJ1€3a, YPEBHA
00CTpyKLUMa/napanuTHYeH uneyc/dbexanna
O0CTPYKLMHS

C HeM3BECTHA YecToTa Hnapus®*, nuckomdopT B kopemHaTa
odnacT/kucenMHu/ aucnencus®, KomuT*,
METaKoon***, upeseH HHpapKT/HCXeMUI***, ypepHa
Hekpo3a***, uperHa ynuepauns*** u ypesnua
nepdopauus

Hapymenus na 6n6pennre n nAKoTHETE N THINA

Yectu MHKOHTHHEHIINS HA YPHHA, PETEHLIHS HA YpHHa

MHoro peaku | MHTepeTHLMAaneH Hedput

C Heu3BecTHA ueCTOTa brOpeuHa HenocTaTbyHOCT* HOLHO HAMMKABaHE
 bpemeRHOCT, DyepnepayM K NePHAATANHE ¢HCTOSHHAS

C Heu3BecTHa yecTOTa Heonaranen cuHApoM Ha nekapcTBeHa aGeTHHEHIMS

(BX. TOuKa 4.6)
HapymienHa Ha KOXKATA B HOJKOKHATA THKAH

MHoro peakH KoxHH peakimuu

C HensBecTHa uecToTa HapywieHa nurmeHranus*

Hapymierrg 52 MyCKY/IHO-CKEJIETHATA CHCTEMA A CHEIHHHTEHATS THKAR

C Heu3BeCTHa YecToTa MyckyaHa cnaboct*, MyckynHu cniazmMu®, MYCKYJTHH
OoNKK™, CHCTEMEH NTYTIYC epHTEMATO3yC*,
pabaoMuonusa*

Hapymenns na MeTa60143Ma B XpaHeneTo

YecTn IloBHinaBave Ha Ternoro

Penxu HapyeH riokosen Tonepanc, 3axapeH anaber, u

MHoro peaku KeTtoaiuaosa, XHNepoCcMOoNapHa KOMa, TeXKa
XHIEPIrIIHKEMUA, XHMEPTPHUIIIHLIEPHACMHA,
XHIEPXONECTEPONIEMHS

ChbaoBH HapywenHs ]

| Hectn XHUNEPTOHHA, NOCTYPATHA XHNIOTOHHS, CHHKOIT

Penku TpomboemGonuasm

C HensBecTHa yecToTa BeHo3eH TpoM60eMO0IHIBM, XUNOTOHHS *

O0mu sapymenns # eeKTH HR MECTOTO HA IpHIOKEHHE

Yectn YMopa, pebpwinrer, nobpoxkauecTsena XHMEPTEPMHH,
HAapyWIeHO U3MOTABAHE/perylaumMs Ha TeMnepaTypara

MHoro peakn BHesanxa HeobscHUMA CMBPT

Xenaro-6nHapEE RApYHICHRAS

Yectn [loBHLIEHH YepHOAPOGHH EH3UMH

Penku | XeNaTHT, XONeCTATHYHA JKWITEHHLA, NAHKPEATHT

MHoro peaku Oy IMMHAHTHA YepHOAPoGHA HEKpo3a

 HeH3BecTHa uecToTa XenarajiHa  cTearo3a®*,  XxenaTajiHa
XEnaTOTOKCHYHOCT™, uepHoaApoOHa bu

4epHOApoOHa LMpo3a*, dYepHOAPOGHH Hap

AC  JKHBOTO3aCTpallaBalld  MOCIEACTBHA .
yoooT

4epHOApPOOHO yBepexaane (XenaTanHo, XOMecTaIy
O
H CMECEHO), YepHOAPOOHA HEAOCTATHLYHOCT, K
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Moxke na Obae daranHa M uepHoapoGHA
TpaHCILIaHTaUus*

Hapymenns 52 BLb3DPOHIBOAHTENHAT CHCTEMA H FLPAATA

MHoro peaku [Iprannu3bM

C HeusBecTHa YeCTOTA ' PerporpagHa eskynauus*

[Icuxn4Hn HApYmenus

Yectn | Jluzaprpus

Heuecru HucdeMus

Penxu beanokoiicTso, BB36yaa

Hicnenpanns

Penku [TosuwieHa CPK

HapanseaHH®, OTPABAHAS H YC/I0KAEHNS, BLIHHKHAIR B Pe3yJITAT HA HETEPBEeHIHA

HevecTn: [Taganus (CBBP3aHH ¢ NPEAUIBHKAHM OT KN02aNuH
NPHCTHITH, CbHIHBOCT, MOCTYPATHA XHITOTOHHS,
ABHUIraTeIHA M CEH30PHA HecTabWIHoCT)*

* HexeslanM NIeKapCTBEHH PeakLiMy, NOYYEHH OT MNOCT-MapKETHHIOB OIHT 4pe3 CIIOHTAHHH ChoOImeHUus U
JHTEPATYPHH AQHHH.
**Te3u Hexenann NEKapCTBEHN peakuMH NOHAKOTA ca GIWIH ¢aranHH.

Habmonasany ca MHOro peaxs cryyan Ha KAMCpHa TaXHKapAHa ¥ yabikapade Ha QT uHreppana,
KOUTO Morat Ja Ovaar ceep3anu ¢ Torsades De Pointes, BBIIPEKH Y¢ HAMA yOeaMTETHA NPHYHHHO-
CJACACTBEHA BPB3Ka € ynoTpebaTa Ha TOBa JIEKapCTBO.

ConobilaBaHe Ha [I0/I03UPAHH HEKENaHH PEAKIIHH

CrobuaBaHeTo Ha MOAO3HPAHH HeKeTaHYU PEAKLIHH CIICQ pa3pelaBaHe 3a yrnotpeba Ha IeKapCTBEHHS
NPOAYKT € BaxkHO. ToBa MO3BONABA Aa MPOALIKH HAGMIOACHHUETO HA CHOTHOILEHHETO non3a/puck 3a
JICKAPCTBEHHA NPOAYKT. OT MEAHLIMHCKHTE CMIELMATHCTH C€ H3HCKBA Ja ChOOILABAT BCSKa
NO03MpaHa HEXKENaHa peakLUs upes:

H3mbiHuTeHa areHuMa No jiexapcTearta

ya. ..JdamsH I'pyes” Ne 8, 1303 Codus, Ten.: +35 928903417, yebcaiT: www.bda.bg

4.9 TIlpeaosmpane

B ciyqante Ha ocTpo npeanamepeno unm cayuaiio Npeao3upaHe ¢ KN03antH, 3a KOUTO € HATHLIE
HH(OPMalLKs 38 H3XORA, CMBPTHOCTTAa KbM MOMEHTA € 0ko1o 12 %. IIOBEYeTo OT haTranHuTe cyyau
¢ CBBP3AHH CBC CHPCHHA HEAOCTATHYHOCT HIH MTHEBMOHUA, PHYHHEHA OT acnHpaUMg U Bb3HHKBAT
npu nosun Haj 2000 mg. MMa choblieHHs 3a NaLMEeHTH, KOWTO Ce Bb3CTAHOBIBAT OT npeao3HpaHe ¢
Haa 10 000 mg. Bee nak, npu mantk 6poti BB3PacTHH IMUA, MPEAWMHO TE€3H, KOUTO NpeaH TOBA HE ¢4
MOJTyHaBaln KNO3anHH, MPHEMaHETO Ha A03H NO-HUCKH oT 400 mg e aoeeso no
AKHBOTO3aCTpaluaBally KOMAaTO3HH CBCTOAHMS, @ B €IMH Cy4al 10 cMupT. [Ipy Manku neua
npHemaneTo Ha 50 xo 200 mg BoAM 10 CHIHO ceaMpaHe WIIH KOMA, KOSTO He € JIeTIHA.

[Ipy3Hauy ¥ cuMnTOMH

CpHIMBOCT, NeTaprus, apednekcus, koma, 0OBpKBaHE, XaMIOLMHALIHH, AKHTUPAHOCT, AE/IHp,
CKCTPaNHPaMHAHH CHMITTOMM, XHNEppedIeKCHS, I'bPUOBE; XMNEPCATHBALUAS, MHAPHA3aA, 3aMBIJICHO
3pe€HHE, TePMONAOIWITHOCT; XHIIOTOHHSA, KONaIC, TAXUKAPJHA, CbPACYHHA APHTMHH, aCNHPALHOHHA
THEBMOHMS, IUCITHEA, MOTUCKAHE Ha AWILIAHETO WM AMXATE/THA HEAOCTATEYHOCT.

€ U ﬁf”’—:x
JleyeHue S e g |

Hsama cnetmdHyHy aHTHAOTH Ha KNO3aMuH. VAN

CroMalueH JIaBax W/HIH NPUIOKEHHE Ha MEAHLIUHCKH BBITIEH B PAMKHTE Ha ITbPBHTE 6 qacic;:é S
MONIBUAHETO HA NeKapcTBOTO. Manko BeposTHO € NEpHUTOHCATHATA IHATH3a H XEMOAUANH3A j:la'K i ‘jf:_'-j- 3
ObaaT eekTHBHH. CHMITTOMATHYHO fleYyeHHe NPpH HENPEKBbCHATO MOHUTOPHPAHE Ha C"Pﬂe“ﬂﬁq‘ai O L E
ACHHOCT, NHLIAHETO, ECKTPOIHTHTE W AlIKATHO-KHCEIHHHOTO paBHoBecHe. Tpabpa aa ce usbarsa ﬁ_f& | {7
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ynotpebata Ha enHHeDPHH NPH JICUEHHETO Ha XHNOTOHMS nopaax BL3MOXHOCTTA 3a "0bpaTeH
enuHedpHHOB" edekT.

HeobxoauMo e BHUMATENIHO MeHLMHCKO HaB/II0AeH e B NPOABL/DKCHHE Ha HAR-MAIKO 5 AHH, NOpanH
BBL3MOXKHOCTTA 38 KbCHH PEAKLIHH.

5. ©GOAPMAKOJIOTHYHHU CBOHCTBA
5.1 @apMakoaHHAMHAYHR cBoOHCTBA

®apmakoTepaneBTHYHA rpymna: AHTUIICHXOTHLH, AHA3ETIHHH, OKCa3€NMHWHH, THA3ENMMHH U OKCEMHHH,
ATC xom: NOSAHOQ2

MexaHU3bM Ha AcHcTBUE

Ki103an#H e aHTHIICHXOTHYHO CPE/ICTBO, PA3IMYHO OT KJIACHYECKHTE AHTHIICHXOTHLIM.

[1pH dapmakoI0rHuHK NpoyYBaHNs BEIECTBOTO HE NPEAM3BHKBA KATANENCHUS WIK HHXHOHpaHe Ha
anoMOpgUH- Win aMbeTaMUH-HHIYLIHDAHO CTEPEOTHNHO NOBeACHHE. Tok UMa eauHCTBEeHO cllaba
Onokupaiua aKTHBHOCT KBEM JIONaMHHOBHTE peucnropr Dy, Dz, Ds n Ds, Ho nokasea sucok aduuurer
KbM Dy peuenropa.

DapMakoIHHAMHYHH eeKTH

KnosanuH uMa MOIIHHTE aHTH-G-3/IPEHEPTHYHN, 8HTHXOJIHHEPIHYHH, RHTHXHCTAMHHOBH M
HHXHOHpawmu Bp36yaHaTa peakums edextH. JlokazaHo e, e Tol ChLUo NPHUTEXKABA
AHTUCEPOTOHHHEPrHYHU CBOMNCTRA.

Knnnuyha edukacHocT H 6e3onacHocT

KJIMHHHYHO KN103anHH NpeU3BHKBA GBP30 M 3HAYMMO CeIMPaHE U YNPAXKHABA AHTHIICHXOTHYHH
€eKTH NpH NAUNEHTH C WH3O(PEHNS, PEIHCTEHTHH HA JICUSHMUE C Apyry nekapcTea. B Takuea ciiyyan
€ A0KA3aHO, Y€ KNI03aMnkH € e(PpeKTHBEH NpH 06/EKYaBaHe KAKTO HA NOIUTHBHMTE, TAKa H Ha
HETaTHBHHTE IUH30(QPEHHH CHMITTOMH, [MIABHO MPK KPATKOCPOYHH W3NUTBAHMUA. I1pn oTBOpEHO
KITHHAYHO HINHTBAHE, MPOBEAEHO NPH 319 PEe3UCTEHTHH Ha JeUeHHE NALMEHTH, JTeKyBaHH B
NPOAB/DKEHHE Ha 12 Mecena, KIHHHYHO 3HAUMMO nofoGpeHne e HabmonapaHo npu 37 % ot
NALUNCHTHTC NPE3 MbpBaTa CEIMHIIA OT JIEYEHHETO H NpH owe 44 % no kpag Ha 12-TH Mecell,
[lopoSpennero ce nepuHupa kaTo noHWKEHHE ¢ okono 20 % CMPAMO H3XOQHOTO HUBO NO Brief
Psychiatric Rating Scale Score. OcBeH TOBa € ONUCaHO NnoaodpeHHe H B HAKOH ACNEeKTH Ha
KOTHHTHBHATA ZMC(hYHKIHA.

B cpaBHeHHE ¢ KNaCHYECKHTE AHTHIICHXOTHLM KJIO3aMHH [MPpEAH3BUKBA NO-MAJIKO FOJIEMH
CKCTpalTHpaMHAHH PeakLIMK KaTo OCTPA AMCTOHHA, HEXKENIAHH peakLMu, NogoOHM Ha Te3H [pw
bonectra Ha ITapKMHCOH M aKATH3MA. 3a PazIMKa OT KNACHUECKHTE AHTHNCUXOTHLIM Exkcknosa
NPEAM3BHKBA CNAabO0 WIH HHKAKBO NOBHILUCHHE HA MPONAKTHHA, KATO 110 TO3M HAYHH ce HIBArBaT
HEXKCIAHN PCRKLIMH KaTO THHEKOMACTH, AMEHOpes, rJIaKTOPes H HMIOTEHTHOCT.

[loTeHUMaNHO CEpHO3HN HeXeNaHN peaKLH, PUUMHEHH OT JIEYEHHE C KJ103aIHR, ¢a
FPAHYNOLHUTONECHUA H arpaHyJIOLHTO34, IPOABABALIM CE ¢ H3YUC/IEHA YeCTOTa OT ChOTBETHO 3 % M
0,7 %. ITopaau TO31 pHCK NPHIOKEHHETO HA KI103aITHH TpsOBa na 6bjie OrpaHUYEHO N0 MALHEHTH,
KOHTO Ca PCIHCTCHTHH HA JIEYCHHE MITH NalMeHTH ¢ NCHX03a NpH Gonect Ha [lapkuHcoH, korato

APYIHTE TCPaNCBTUYHH CTPATETHH Ca HEYCNEUIHH (BXk. Touka 4.1) ¥ npH KOUTO MOraT na ce
H3BBPIIBAT PEIOBHH XEMATOJIOrHYHH H3CAEABAHUA (BX. TOYkH 4.4 u 4.8),

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbuns
AGcopOuMaTa Ha MEPOPAIHO NPUIOKEHHS KII03aniH e 90 10 95 %, KaTo HHUTO CKOPOC
CTeneHTa Ha abcopbuusaTa ce NOBNKABA OT XpaHaTa.
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KnosanuH ce noanara Ha ymepeH MeTaboIH3bM NpH TbPBO NpeMHHaBaHe (,.first-pass®), koero BoAH
ao abcomoTHa 6MoRanNHuHocT ot S50 no 60%.

Pasnpenenenue

B paBHOBECHH CHLCTOSHHA NPH ABYKpPATEH AHEBEH NPHEM NHKOBHTE HUBA B KPLBTa C€ JOCTHIaT
cpeano cnea 2,1 yaca (o6xear: 0,4 no 4,2 uaca). O6eMBT Ha pasnpeaenenue ¢ 1,6 l/kg. KnosanuH ce
CBEP3Ba B OKOJIO 93 % ¢ rU1a3MeHHTe NPOTEHHH.

buorpaxcdopmanns

KnosanuH ce MeTaGonnsupa nouTy HammeaHO MPEM eKCKPELHATA upe3s CYP1A2 n CYP3A4 u no
u3pecTHa cTencH 4pe3 CYP2C19 u CYP2D6. YcraHOBEHO €, ue OT I'1aBHHTE MeTabOoNMTH CaMo
AUMETHJIOBOTO NPOH3BOIHO € aKTHBHO. DapMakoNOTHUHHATE MY JeHCTBHS HANOAO6GABAT Te3H Ha
KJIO3aMHH, HO Ca 3HAYHTENHO No-Cabu 1 mo-kpaTrkoTpaiiHu.

Enumunypane
EnHMUHMpaHeTO My € aBY(}a30BO Che CpeieH TepMHHATIEH MOJTY>XXHBOT OT 12 uaca (0o0OxBar:; 6 no

26 4aca). Cnen eJHOKPaTHH A03M OT 75 Mg CpeaHusT TCPMHHANEH NOIYXKHUBOT € 7,9 qaca; Toii
HapacTBa A0 14,2 yaca, KOraTo € JOCTHIHATO PABHOBECHO CHCTOAHHE NpU NpHjiaraHe Ha JHEBHH 034
OT 75 mg B NpOALKEHHE Hali-Malko Ha 7 JHH.

OTkpHBarT ce camo CJie/IH OT HENPOMEHEHOTO NIEKAPCTBO B YpHHaTa ¥ eneca, Karo npubIHIHTENHO
50 % OT npunoxeHaTa 103a ce EKCKpeTHpa noj ¢opMara Ha MeTabonuTH B ypunara # 30 % BbB
deueca.

JIuHelinocT/HenuHeHHOCT

YCTaHOBEHO €, Y€ NPH PaBHOBECHO CHCTOSHHME NMOBHILABAHETO HA RO3HpOBKHUTE OT 37,5 mg a0 75 mg
H 150 mg, npuiaoxKeHH ABa METH AHEBHO BOJM 1O JTWHEHHH, NMPONOPLUHOHAIHH HA A03aTa NOBUILICHHS
Ha IUTOLITa NOR KpHBAaTa IUTa3MeHa KoHueHTpauus/Bpeme (AUC), kakTo H Ha MUKOBUTE H
MHHHMAJTHHTE IUIA3MEHH KOHLIEHTPALIMH.

3.3 IlpeaxnuBH9HH AaHHH 34 GelonacHOCT
[penxnMHAYHITE JaHHH He MOKa3BaT 0cOGEH PHCK 3@ XOPaTa Ha 6a3a Ha KOHBEHLMOHATHMTE

(papMaxoIOrHYHH H3MUTBaHKA 32 6E30MACHOCT, TOKCHYHOCT IPH MHOT'OKpaTHO MNpuiaraHe,
FCHOTOKCHYHOCT, KAPLIMHONE€HEH NOTEHLHAN (OTHOCHO PENPOAYKTHBHATA TOKCHYHOCT, BXK. TOYKA 4.6).

6. GAPMALEBTHYHHU JAHHH

6.1 Cunacuk HA DOMOmMEBATE BemecTBa

JlakTo3a MOHOXHApaT
[Tosunon (E1201)

Huiecre, npexenatuHu3npaHo
Llapesnunro HHLIeCTE

Tank (E553)

CHiMuMeB QHOKCHI, KONOWIEeH Ge3BoneH
MarHe3ues creapar

6.2 HecnLemecTHMOCTH
HenpunoxumMo.

63 Cpok Ha roanoct

3 roauuu.
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6.4 Cnennaiun yc10pHS Ha ChXpaHeAHe
To3u nekapcTBed NPOIYKT He H3UCKBA CHELHATTHM YCHIOBHSA Ha CbXpaHEHHeE.
6.5 BaaH chALpXaHHE HA ONAKOBKATA

Excknosa tabnetku ca onakosanm B 6nucTep or PVC/PVDC/anymunnii. Bancrepure ce npegnarar s
onakoekH ot 7, 14, 20, 28, 30, 40, 50, 60, 84, 90, 100 u 300 Tabnetky B nMTOrpaupaHa KaproHeHa

KYTHS.

He BcHuku BHAOBE OnakoBku Morar aa 6baar ITyCHATH HA na3apa.
6.6 Cneunannn npeanasau MepkH npn HIXBbpJdgRe

HaMa cneuraiHM H3HCKBAHKUS.

7.  NIPUTEXATEJ HA PAZPEIIEHUETO 3A YIIOTPEEA
Zentiva k s.

U kabelovny 130,

Dolni Mécholupy

102 37, Prague 10
Yewka perrybnuka

8. HOMEP(A) HA PASPEIIEHMETO 3A YIIOTPEEA

Per. Ne 20130105

9. JATA HA ITbPBO PA3PENIABAHETIOTHOBSIBAHE HA PASPEHIEHHMETO 3A
YHOTPEBA

JlaTa na mbpBo paspewnasare: 03.2013
Hata Ha nocneaxo noaHoBasane: 03.2018

10. [ATA HA AKTYAJIM3NPAHE HA TEKCTA

17.09.2025 r.
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