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Knozanun mozxe na UPHITHHH arpaHy/100uTO3a. YNoTpe6aTa My TpsiGBa na 0Bae orpannuena no

HAlHEeHTH:

® € WH30()peHHsl, KOHTO He ce MNOBJHABAT OT H/IH HMAT HENOHOCHMOCT KBbM JICYCHHE C
AHTHINCHXOTHYHH JICKAPCTBA HJIH €4 ¢ ICHX032 npu Oosect Ha ITapKHHCOH, KOraTo BCHYKH
OCTaHAJIH TepaneBTHYHH CTPATErHH ¢a GuIH HeyCnelHH (BK. Touka 4.1),

® KOHMTO ODBPBOHAYAJIHO HMAT HOPMAJIHH CTOHHOCTH HA HEYTPO(HIHTE (abcosroren Gpoii Ha
HeyTpoduante; ANC) >1500/mm3 (1,5 x 10°/1) B o6mara monysamust u >1000/mm? (1,0 x 10°1)
UPH DAMEHTH ¢ IOTBBPAEHA 106POKAYeCTBEHA eTHHYECKA HeyTponenus (BEN), n

® TPH KOHTO MOJKe [a ce onpeneiu PeAOBHO a0coOTHHAT Gpoii Ha HeyTpoduauTe (ANC), kakro
CJI€ABa: BCSIKA ceIMHUA Npe3 nbpBHTe 18 cenMumu Ha TEPAIHATA CJie]l TOBA €KEeMeCEeYHO Mmpe3
creapammure 34 cexMuuu (T.e. 10 NPHK/IIOYBAHE HA IbpBaTa roaMHa or Jgevennero). Cuex 12
Mecena, ako nmpe3 NbpBaTa roJHHA B AHAMHE3aTa He € HMAIOo HEYTpOneHHs, HAOJIIOAEHHEeTO HA
ANC TpaodBa aa ce Haman A0 BEANBK Ha BCekH 12 ceamunn. Cien 24 mecena ANC cJIeaBa a ce
H3CJIEABA BEIHBXK TOAMINHO, NPH YCJIOBHE Ye B aHAMHE3aTa HE € MMaJI0 HEyTPONEeHHus npe3
IIPCAXOAHHTE NBE FOAHHH. AKO [I0 BpeMe Ha JICYeHHEeTO e BB3HHKHAJIA JIEKa HEYTPONEeHHA, KOATO
BHOC/JICACTBHE € Ouaa cTabuiIH3HpaHa H/HIH e oT3By4ana, ANC TpsbGBa ga ce m3ciaenBa
CKEMECETHO 110 BpeMe Ha JIEYEHHETO. AKO Ce MOSBST MPpH3HAIK HJIH CHMIOTOMH HA HHpeKIHus
(Hanmp. moBHIIena TEMIIEpaTypa, Bb3NAJIEHO IbPJO0, A3BH B yerara/repaoro), Tpaésa aa ce
Hanpasu He3a0aBHO ompeneasine na ANC. IIpn no-pw3pacTHm manmenTn cien no6Gapsime HA
BA/INpPOEBa KHCEIHHA KbM JIEYEHHETO ¢ KJI03aMHH, 0C0GeH0 B HAYAIHHS NEePHOA HA JIEYEHHETO,
TpaAdBa xa ce 0OMHCIH AOI'LJIHHTE/IHO H3caenBaHe Ha ANC, (Bx. Toukn 4.4 n 4.5).

IlpeanucBamuTe JIEKapHu Tpsa0Ba Ja cmasBaT H3USLIO HeO00XOAMMHTE MEPKH 3a (Ge30NmacHOCT. Ilpn
BCHIKA KOHCYJATAUHSA HA NAaNHEHTA, NpHeMAa] KJI03aIlHH, TPsA0Ba 1a My ce HANIOMHS aa ce CBBpIKe
He3a0aBHO ¢ JieKyBamus JIEKAp, aK0 3amovHe Ne ce pa3BHBA HIKAKBB BHI HHpexuusa. Ocobeno
BHHMaHMe Tpsa0Ba aa ce 00pbIna HA rpUmONono6Hu ONTAKBAHHSI, KATO NOBHIIEHA TeMNEPaTypa Wil
BB3NATCHO I'bpJI0, KAKTO H HA APYrH NPH3HANH HA HH(EKUHNA, KOHTO MOMKe Ja ¢a NOKA3aTeJHH 32
HEyTponeHns (B:K. Touka 4.4).

Kio3anun tpsa6ea na ce OTIYCKA NOA CTPOr MEAHHHHCKH HAA30P B CHOTBETCTBHE C opHIHANHHTE
NPENOPLKH (BK. TOUKa 4.4).

Muoxkapaur

Ynorpe6ara na kio3anus e CBBp3aHa C MOBHIIEH PHCK OT MHOKAPIHT, KOHTO B peaKH CJIYYaH MOxKe
na Obae ¢paranen. Mosumenust PHCK OT MHOKapAMT € IO-ro/IiM Npe3 ObpPBHTE ABA Mecena oT
Jedenuero. B peaku cayuan ce ChOOIIABA H 32 KAPAHOMHONATHSI C daranen u3xon.

MHuoKapauT uan KapanomMuonaTus TpsidBa a2 ce MOJO3HPAT NpH NANHEHTHTE, KOUTO noJIy4aBat
ICPCHCTHPAINA TaXMKADAMA B MOKOH, 0coGeHo npes OIbPBHTE ABA Mecela OT JieYeHHEeTO H/HJIH
JANMHTAONM, APDHTMHH, rpbaHa 6oika W Apyrm IPH3HAOH M CHMOTOMH HAa CbpAe4HA
HEAOCTATHEYHOCT (HAamp. HeobsICHAMA yMmopa, AUCOHEH, TaxHIHes)), HJIH CHMNTOMH, KOHTO
Hanono0sIBaT MHOKapaAeH uHpapKT.

AKO ce NoJ03upPaAT MHOKAAHT HJIH KapAHOMHONATHS, JICYEHHETO ¢ KJIO3aNHH TPsa6Ba OBbp30 aa ce
NPEYCTAHOBH H NALHEHTHT He3a0ABHO 1A Ce HACOYH KBM KapaAHoJIOor.

IlanuenTurte, KouTo ca pasmim KJI03ANMHH-HHAYUHPAH MHOKADAHT HJIH KADAHOMHONATHS, He
TpA0Ba Ja ObAAT NOBTOPHO JEKYBAHH ¢ KJIO3AIHH,
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2. KAYECTBEH U KOJIMYECTBEH CBhCTAB
Beska Tabnetka ceabpxka 100 mg knosanun (clozapine).
[TomoluHO(#) BellecTBO(a) ¢ H3BECTHO AelCTBHE:

JlakTo3a:
Bcaka Tabnerka chabpxxa 182 mg nakroza.

3a MBMTHUA CIHCBK Ha TTIOMOLIHUTE BEIIECTRA BIXKTE TO4YKka 6.1,

3. JEKAPCTBEHA ©®OPMA
Tabnetka.

bremoxcrirTa 10 3KBIITA, KPBIa, HEOOBHTA TableTka, C auameTsp npubnusurenHo 10,0 mm, ¢ maMnoBasy
o3HaueHHs ,,FC” H ”3” oT ABeTe CTpaHU Ha JeNMTENIHATA YepTa, M [IAMKa OT Apyrara cTpaHa.

Tabnerkara moxe na 6bae pazneneda Ha ABe PaBHU TO3H.

4, KJIMHHYHHN JAHHH
4.1 TepanesTnunn nokazanus

JleyeHHe Ha TePaNeBTHYHO PE3HCTEHTHA IH30PPEHHS

Knosanuy € mokasaH NPH MalMEHTH C TEPaNeBTHYHO PE3HCTEHTHA WM3O(PEHMS, KOUTO MMAT TEXKH,
HETOBNHABALIH C€ OT JICHEHNETO NPUCTBIIH HIH HEXENAHN PeaKLMH OT APYTH aHTMIICHXOTHYHH JIeKapCTBa,
BKJTIOUMTETHO aTHMHYHH aHTHIICUXOTHIIN.

PE3UCTEHTHOCT KBbM JIEYCHHETO ce JeHHHpa KATO JIMNCA HA 3aJI0BOJNHTENHO KIMHHYHO nogobpeHue,
HE3aBHCHMO OT AOCTATBYHMTE JO3H OT NOHE ABE PAVIHYHM AHTUIICHXOTHYHH JIEKAPCTBA, BIJTIOUHTETHO
ATHNHYEH AHTHIICKXOTHK, NPEANKHCBAH 33 NOCTATHYHO MPOALIKUTENEH [IEPHO OT BPEME.,

Iicuxo3a npy 6onecT Ha IlapkHUHCOH

Kno3anuH e nokasaH ChIO NP NCHXOTHYHH HapyLIE€HHS, Bb3HUKBALIM B X043 Ha GOJECTTa Ha [lapkuHCcOH
B CTy4aHTE, KOraTo CTAHIAPTHOTO NIEYEHHE € OHIIO HEYCTIELIHO.

4.2 JA03upoBKA H HAMHHA HA NPHJIOKEHHE

Ho3upoBka

Jlosupoekara Tpsabea fa 6bae onpeaensHa MHAMBHIYTHO. [Ipy BCeky NarMeHT Tpa0OBa na ce nmpuinara Haii-
HUCKaTa eEeKTHBHA 103a. 32 N03H, KOHTO He MOTAT Jia Ce TIOCTHIHAT ¢ Ta3H KOHLIEHTpaLMA HIH HEHHOTO
H3NOM3BaHE € HEMPAKTHYIHO, Ca HAWYHH NPYrH KOHICHTPALWH HA TO3H JIEKapCTBEH NPOAYKT. BHUMaTeHO
THTPHPAHE H CXeMa Ha I03MpaHe Ca HEOOXONMMH 32 MUHHMH3HPaHe Ha PHCKOBETE OT XHITOTOHHS, IbPYOBe
H ceaaiua.

3arnoYBaHETO Ha JICYCHHETO C KI03aruH Tpa6ea aa 6bae orpanrueHo 1o naudenTute ¢ ANC > 1 500/mm°
(1,5 x 10°/1) B pamkuTe HA CTAHAAPTHIHPAHHTE HOPMATHH CTOMHOCTH. AR 7
IIpoMeHH B 103UpPOBKATa Ca TIOKA3aHH NPH NALMEHTH, KOHTO MOMYYABAT eHOK : A1
NPOAYKTH, KOUTO NOKa3BaT (papMakoAMHAMHYHA H (PapMAKOKHHETHYHH B ! @ A ,.
KATO DEH30AMa3eNUHK U CEIEKTUBHH HHXHGMTOPH Ha OGPATHOTO 3aXBALUAHG|HE CepPOEOHHIAFIR. T
4.5)- \c% .Mh.;_. fy it B

.




IIpemunaeane na nevenue ¢ krozanun om NDEOXONCOAUIA AHMUNCUXOMUYHA mepanus

ObukoBeHO ce npenopbyBa KJI03amuH Aa HE C€ H3M0/I3Ba B KOMOWHALMA C OPYIH aHTHIICHXOTHYHH
nekapcTea. Ilpu 3anousane Ha neyenue c IJIO3aIIHH, TIpH TALMEHT Ha NePOpalHO JIeYCHHE ¢
AHTUNCHXOTHYHH JICKApCTBA, CE Mpenops4Ba IbPBO fa ce CIIPe NPHIIOXKEHHETO HAa OCTaHAJIUTE
AHTHIICHXOTHLIH YPe3 MOCTENEHHO NOHMKABAHE HA 103aTa.

IIpenopwuBar ce cnemuuTe nO3M:

Hlayuenmu c IREPANESMULHO PEIUCEHMHA WMU30DDeH

Hayanna mepanus

12,5 mg penusax wnu nBa meTH Ha new NpE3 MEPBHA NCH, NOC/EABAHA OT €AHA WIH ABe TabieTku oT 25 mg
Ha BTOpUA AeH. IIpn no6pa noHocumoct, aHeBHaTa mo3a CJI€A TOB2 MOXKE A c€ MOBHULIK OABHO HA CTBIKH
oT 25 no 50 mg, 3a 1a ce NOCTUIrHe R030B0 HUBO 10 300 mg/neH B pamMkuTe Ha 2 no 3 ceaMHLH. Creq ToBa,
kKo €C Hanara, THEBHATa 1032 MOXE JOIBJIHMTE/IHO a Ce MOBHINM MOCTEMEHHO ¢ 50 mo 100 mg npes
HHTEPBAIIK OT ITOJIOBHH HJIH, 34 NPEANOYHTAHE, eiHA CEMMULIA,

Tepaneemuuen obxeam na dosama

IIpu noseveto nauneHTH Mosxe fa ce 04akgea AHTHIICHXOTHYHA €DHKACHOCT ¢ #4034 o1 300 1o 450 m g/neH,
AaBaHu B OTREMHH 03K, OOIuaTa NHEBHA 4033 MOXKeE 13 He 6BIe paszaeneHa nopaBHO, KaTo Mo-rofxaMara
YacT ce JaBa Npeau JaraHe.

Maxcumanna doza

3a 1a ce MOCTHrHe MaKCHManeH TEpaneBTHYEH €(ekT, Manbk Opoil maluMeHTH Morar Ja WU3HCKBAT MO-
FOIEMH IO3H, KaTO B TO3H Cy4yaH € HOMyCTHMO Pa3syMHO MOBMILABAHE Ha ro3ata (¢ He noseye ot 100 mg
Ha enHa ¢Tenka) Ao 900 mg/nen. Tpabea na ce uma IpEL BUA BEPOATHOCTTA 3a MOBHMILEHA YECTOTa Ha
HEXCIAaHUTC peakUMH (0CO6eHO I'bpuoBe), Bh3HHKBALLY npy o34 Hax 450 mg/nen.

ITodovpocawa 0o3a

Cnen nocturaHe Ha MakCHMAaIHATA TEPareBTHYHA €PEKTHBHOCT, MHOTO MALHEHTH MOTAT 2 OCTAHAT Ha
e(eKTHBHA MOANBPXKALLA TEPATTHA C MO-HUCKH 1031, 32ToRa C€ NpENnopbYBa BHHMATENIHO THTPHPAHE ¢ LeJ
NOHIKAaBaHC Ha no3aTa. JleyeHuero TpaGBa 1a NpPOABLIKH MoHe 6 Mecella. AKO AHEBHaTa J03a He
npesninasa 200 mg, Moxe fa e Moaxoaaiuno €AHOKPaTHOTO JHEBHO MPUIIOKEHHE BEYEp.

[Ipuxmousane na mepanusma

B ciyyait na rianupaso npekparssane Ha TCpaInuATa C K103anuH, ce NpenopbuBa MOHHKEHHE HA 103aTa
3a NepHoOJ OT | 10 2 ceaMHLIKM. AKO Ce Halara BHE3amHO CIHpaHE Ha JIEKapCTBOTO, NALMEHTHT TpaAOBa Aa
ce Hab/oaaBa BHUMATETHO 3a BB3HHKBAHE Ha PCaKLIMM Ha OTHEMaHe (BiK. TouKa 4.4).

[Iosmopro 3anousane na mepanus

Ilpu nanuenTture, npu xKouro HHTCPBATLT OT NOCIEHAT 032 KIO3aMHH € [IOBEYe OT 2 JHH, JISYCHUETO
TpAOBa fa ce Br306HOBH ¢ n03a oT 12,5 Mg, AaACHa CTHOKPATHO WM OBYKPAaTHO Npe3 MbpHs AeH. AKO
Ao3ata ¢ ¢ 100pa NOHOCHMOCT, € Bb3MOXKHO THTPHUPAHE Ha o3aTa 10 TEPaneBTHYHOTO HUBO NMO-GBp30,
OTKOJIKOTO C€ NPENOpbhUBa NPHU ITbPBOHAYATIHOTO JIEUCHHUE. Bbrpexu ToBa, aKO MalMeHTET e [OJTY 41
CIMpaHe Ha MUIUIAHETO WIH ChPACYHATA ACHHOCT MPH IThPBOHAYAIHOTO THTPHpaHe (BX. Touka 4.4), HO
CNIeA TOBA A03aTa € OUIIa THTPHpPaHA yCIIeHO 10 TCPaNCBTHYHATA, NOBTOPHOTO THTPHpaHe TPAOBa 1a ce
H3BBPIIH HIKTHOYHTENHO BHUMATEITHO.

{lcuxomuunu pazempoiicmsa, avanuxeauu & x0da na borecmma na Ilapxuncon, 8 cryvaume, xozamo
CIMAHOAPIMKOMO fevwenue e GUNO HeVCRewHo

Havanna mepanus
Havannara gosa He Tpsa6sa na npepumasa 12,5 m g/neH, npHeMaHa Beuep. [Moc
Ao3aTa TpaOBa Aa 6BAaT ¢ o 12,5 mg, ¢ MAKCHMATHO IBE MIOBHUILEHIS CEeIMHY
>0 mg, koATO He MOXKe Ka 6BIe HOCTHraHaTa N0 Kpas Ha BTOpaTa ceaMHULIA.
KOJTMYECTBO 33 ICHA [1a C€ NaBa KATO eAMHHYHA 1033 Bevep.




Tepaneemuuen obxeam na dozama

CpenHara epekTHBHA 1032 OGHKHOBEHO € MeXIy 25 1 37,5 mg/neH. B cnyuyaii, 4e IEeYEHHETO 3a IOHE €IHa
CCAMHLIA ¢ 1032 oT 50 mg We Aane 3amoBonUTENEH TEParNCBTHYEH OTTOBOP, NO3UPOBKATA MOXKE Aa ce
TOBHIIIA BHHMATEHO CBC CTHIKa OT 12,5 mg/ceammua.

Maxcumanna dosa
Hosara ot 50 mg/nen TpaGea na 61ae NPEBHIIIABAHA CAMO B H3KJIIOMHUTENHH CAYYAH H HHKOTA He TpAOBa
Ald ¢ pEBHIUABA MakCHManHaTa fo3a ot 100 mg/nen.

[ToBrinenuaTa Ha nosara TpsGea na Gwaar OTPaHHYCHH WIH OTNIOXKEHH, aKO C€ MOABAT OPTOCTATHYHA
XHIOTOHUA, NPEKOMEPHO CeIMpaHe UM 06bpKaHoCT. Ipes ITEPBHTE CEAMHLIK OT JICUCHHETO TpsAOBa 1a ce
CACOH apTEPHATTHOTO HAIATAHE.

Tooovpacawa doza

AKO € HMaJIO ITbJIHA PEMUCHS HA TICUXOTHYHMTE CHMIIOMH 3a TNOHEe 2 CEIMHLH, € Bb3MOKHO NOBUIIABAHE
Ha JJOSHTE Ha RHTHNMAPKHHCOHOBHTE JIEKAPCTBA, aKO TOBA € MOKA3AHO Bh3 OCHOBa Ha MOTOPHHUS CTAaTYC. AKO
TO3H [OAXON OOBEAC A0 MOBTOPHA NMOABA HA NCHXOTHYHHTE CHMINTOMH, N03aTa Ha KIO3allHH MOKE 1a Ce
nosumw ¢ no 12,5 mg/ceqmuna no MakCHMyM 100 mg/nen, npuemanu B eana win ABE OTIENHH JO3H (BIDK
o-rope).

IIpurnioueane na mepanusma
[IpenopbuBa ce nocTeneHHo HaMansBaue Ha AO3aTa CbC CTBIKH OT 1o 12,5 mg 32 nepuoj OT NoHe eHa
CEIMHLIA (32 NpeANouHTAaHE ABeE).

JleueHueTo TpAGBa Aa ce npekpaty He3a6aBHO B CNy4aH Ha HEYTPONMEHHS HITH arpaHyJIOLMTO3a, KAKTO €
MOKasaHo B TOYKa 4.4. B TO3M cilywall OT OCHOBHO 3HAYEHHE € BHUMATENHOTO MpocieasBaHe Ha
NCHXHATPHYHUA CTATYC HA NALMEHTA, Thi KATO CHMITTOMHTE MOLaT OBp30 Aa ce noasaT oTHOBO.

Crneyuannuy RONYAGUUY

HYeprnodpobro yepexcoane
ITpu nanmeHTH ¢ YepHOAPOGHO YBPOAKIAHE, KIO3aNUH TpAOBa a ce mpuiara ¢ NMoBULLIEHO BHUMaHHe, pH
PCIOBHO NpOCIeAdBaHe Ha YepHOAPOOHHTE GyHKLMH (BXK. TOUKa 4.4).

Ieduampuuna nonyrayus

[TenuaTpuyny H3NUTBaHUA He ca Mposexany. BezonacHocTTa u epHKacHOCTTa NPH Jena M NoApacTeamy
MoA 16-roauiiHa BB3pacT He € ycraHoBeHA. JleKapCTBEHHAT MPOAYKT HE TpAOBa Aa Ce H3M04a3Ba B Ta3u
BB3pacToOBa rpyna, 40KaTo HE C€ MOJYYAT AOMBIHUTETHH JaHHH.

Hayuenmu na sv3pacm 60 u noseve 200uny

[Ipenopbura neveHHeTo npy nauueHTH Ha BB3pacT 60 U MoBeYe roJHHH Ja 3arovuHe B 0coGeHO HHCKa 0034
(12,5 mg enxokparHo Ha mupBHA men), ¢ flocensaluy MOBULUCHHUA Ha 1103aTa, OTPaHHYeHH 10 25 mg/aeH.

HauuH Ha npunoxenue
Knosanun Tabnetky ca npeanaznayeny 3a NepOpaNHO NPHIOKEHHUE.
4.3 IIpoTuBONOKA3aAHMS

° CBPBXYYBCTBUTENHOCT KbM AKTHBHOTO BEIIECTBO I KhM HAKO€ OT NMOMOLIHUTE BELIECTBA,
H30poeHH B Touka 6.1.




. JIeueHneTo ¢ K1O3anMuH He TpsAOBa [a ce 3al10YBa € AHOBPEMEHHO C BEILIECTBA, KOMTO MPHUTEXKABAT
SHATHTCNEH MOTEHUHAT 33 NPHYMHABAHE HAa ArpaHyJIOLUHTO3a; He ce NpENOPBYBA €AHOBPEMEHHATA
ynorpeba Ha Aeno aHTUNCHXOTHLM.

Hapyuwiena GpyHKUMS Ha KOCTHHS MO3BK.
HekonTponupana enunencus.

. ANKOXO/THA WIH JOPYr BHI TOKCHYHA [ICHX03a, JICKADCTBEHH MHTOKCHKALMMU, KOMATO3HH
CBCTOAHHA,

. [{upkynaropen konanc Wiy noTHckaue Ha HHC ot Beakakeu nprumum.

. Texxkun 6b6peunn unu cupaeunn 3a6ongsanus (Harnp. MHOKapAHT).

° AKTHBHO 4epHOAPoGHO 3abonseane, CBBP3AHO C TraneHe, aHOPEKCHA WIH D KBITEHHIA;
NMPOTPECHBHO 1epHOAPOOHO 3a60n9BaHe, YePHOAPOGHA HENOCTATEYHOCT.

. ITapanurHyen uneyc.

4.4 Coennannu npexynpexaenas n NpeAna3HA MEPKH NpH ynoTpeba

ArpaHynoumrosa

Ha abComOTHHUA Opoit Ha HeyTpodwiuTe (ANC). Cnennure npegnazum MEPKH CIIeIOBATe/IHO Ca
38bJDKHTENTHH U TPAOBa Na Ce U3BLPILIBAT B CHOTBETCTBHE C OQHLHATTHHTE PENOPBHKH.

[Topamm puckosere, cBBp3aHM C ynoTpebara Ha KJIO3aMHH, MNPHIQKEHHETO My ce OrpaHH4aBa J0
NALMEHTHTC, [TPU KOUTO € TIOKA3aHa Tepanusi, KAKTO € MOCOYEHO B Touka 4.1 u:
® KOHTO WIBbpPBOHAYANHO HMAT HOPMANHM CTOHHOCTH Ha HeyTpodunure (abcomoren 6poifl Ha
HeyTpopunute; ANC) > 1500/mm? (1,5 x 10%/1) B o6mara nonynauua ¥ > 1000/mm?* (1,0 x 10%1)
fIpH MAMeHTH € NOTBBPAEHA NOOPOKAUECTBEHA ETHHYECKA HEYTPOIEHHS (BEN), u
¢ IIpHA KOHTO peAOBHOTO onpeneiiaHe Ha ANC moxke 1a ce M3BBPLIBA BCAKA CEAMMLIR NPE3 ITHPBUTE
I8 cenMHMLK cliesr TOBa BEOHEK MECEUHO pe3 ciensaiuure 34 ceamuuM. Cnen 12 Mecena, npu
YCJIOBHE Y€ Npe3 Ta3zd ITbpBa rogMHA B AHAMHE3aTa HE € KMAIO HeyTponieHHsa, ANC Tpabsa na ce
HicnenBa Ha BeekM 12 ceammuu. Cnen 24 meceua, ako Mpe3 NpeaXOOHWTE IBE€ I'OAWHHU B
aHaMHE34Ta HE ¢ UMano HeyTponeHus, ANC TpaGBa na ce u3cnenBa caMo BeaHbxK FOAUILIHO. AKO
110 BPEMC Ha JICYCHHMETO € BB3HHKHANA JIEKA HEYTPONEHHSA, KOSTO BMOCNEACTBHE € Bl
CTaDH/IH3MPaHa WHITH ¢ oT3Byuaia, ANC Tpa0Ba Na ce H3CNenBa BEOHDBXK MECEYHO MO BpeMe Ha
NEYeHHETO.

Ipenwm 3anouBaHe Ha NTEYEHHETO ¢ KITO3AMNMH TpAOBa l1a Ce B3eMe KpbBHa npoba (Bix. "arpaHynouuTosa") u
A8 CC Hanpaen CHEMaHe Ha aHaMHe3a M (H3ukaned npernea. [laudeHTHTE ¢ aHaMHesa 3a ChPAEYHO
3a00/11Bane U aGHOpPMEH chpieveH CTaTyc oT QU3MKATHUA Npernel, TpatBa a 6BIAT HACOYEHH KLM
CHCLIMAITUCT 32 NOITBJIHUTE/IHH M3C/IeBaHMs, KOWTO MOraT Aa BKIouBar EKT, H naumeHTHTe TpAOBa na
ObAaT NeKyBaHH E€OMHCTBEHO, aKO OYAKBAHMTE ION3H SBHO NpeBMLIABAT PUCKOBETE (BK. Touka 4.3),
JlexypainusaT nexkap Tpsabsa na o6MucIH H3BBpIIBaHeTO Ha EKI npeau neyenuero.

Ilpeanuceaiire nexapu Tpa6Ba aa cnassaT U3LLLIO HeoDXoaumHuTe MepkH 3a 6e30MacHOCT.

[Ipenn 3amouBaHe Ha nedyeHHeTO nekapuTe TpabBa na rapaHTMpaT, HOKOJKOTO MM e H3BECTHO, 4e
MAMHCHTET HE ¢ MMaJT NIPEAH TOBA HEXKEJIaHA XeMATOIOIMYHA PEaKLHs KbM KNO3an{H, KOATO /12 HAnara
HETOBOTO MpekpaTABaKe. JlekapcTBoTo He TpAGBa Ma ce npeanucea 3a MEPUOAYN MO-ABJITH OT HHTEPBaa
MEXIy B€ M3C/IeJBaHHSA HA KPBBHATA KAPTHHA.

HesabaBHoTO npexparssane Ha Kiozanux AKOpA € 33OBKHTENHO, ako ANC no-Manbk or | 000/mm?
(1,0x10”1) B XOMTO U 12 € MOMEHT OT JIEYEHHETO C KIO3aITHH. Iaumenture, npu xoprQ Kaesapn Akopz
¢ CHIpAH B PE3yTAaT HA HUCKA CTOHHOCT Ha ANC, He Tpa6Ba 1a 6bAaT NOBTOPHO PIAQRCHIT

u
-
-
.

Ilpu BcAka koHCynTauMa, Ha maumenTa, NpHEMaIL KJIO3alHH, TpsaOBa Ja My ¢f Ja OMHF N8 ¢&’ cBHpoke
Ty 'OtoGeno mfiiMatine

HE3a0aBHO C JIeKyBallkA JIeKap, ako 3alI0YHE PA3BHTHETO HA HAKAKLE BUA HH(E @;I

ﬁ‘#ﬁaﬁﬂeﬂﬂf{'ﬂ) 0,

TpsbB2 na ce o6pblua Ha rpUNONoKoGHM ONMNAKBAHHA, KATO BHCOKA TemnepaTyhdAu C

KaKTO ¥ Ha NpYTrH NpA3HalUK Ha HHQEKLHS, KOUTO MOXE Ja Ca NTOKA3ATETHH 33 HOVTh BHH}!L_Haﬂ.@ ATE
H‘\ EIMA S
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IlauseHTiTe ¢ aHaMHe3a 3a NBPBUYHK 3a60MABAHME HA KOCTHHS MOILK MOraTt aa OBbAaT NEKYBaHH camo

IIpocnenssane Ha abcomoTaus Gpoi HeyTpoduau (ANC)

JndepeHunania KpbBHa KapTuHa TpAOBa 1a ce H3cneaBa B pamkuTe Ha 10 mHU Npead 3anouBaHe Ha
JICHCHHCTO € KIO3aNHH, 3a Ja ce rapaHTHpa, 4e JICKAPCTBOTO INe ce npuiara camMo TpH NalUMEHTH C
ANC 2 1500/mm® (1,5 x 10%/1). Cnen nauanoro Ha neueHueTo ¢ Kiozamus ANC TpsAOBa l1a Ce Mpocieassa
BCAKA CCAMHLA Mpe3 MBbPBUTE 18 CeAMULM Cltel] TOBA BEAHBK MECEUHO npe3 ciaenBawute 34 ceaMUIIH.
Cnen 12 meceua, npu ycnoeue ye MPe3 TasH MbpBaTa rOAMHA B AHAMHE3ATa HE € HMANO HeyTponeHHs, ANC
TpaOBa na ce Wicneara Ha Bceku 12 ceamHud. Cnea 24 meceua, ako Nnpe3 MNpeAXOOHUTE OBE I'OIUHH B
aHaMHe3aTa He € HMaJTo HeyTponeHusa, ANC Tpa6Ba ga ce u3ciieapa camo BEAHDBK rOAMIIHO. AKO IO BpeMe
Ha JICHCHHETO € BHL3HHKHANA JICKA HEYTPONEHHS, KOATO BMOCAEICTBHE e 6iula cTabuiM3HpaHa W/wiy e
or3eydana, ANC tpabea na ce uscnensa exxeMeceuno no BpEM€E Ha JIeUSHHUETO.

Habnronenuero Tpabea na npoassmku no BPEME Ha JICICHHETO KAKTO € CHOOLICHO NpeliH, H MPOIbIKEHHE
Ha 4 ceAMHMUM cnefl MWIHOTO CIHpaHC Ha KNO3alMH WIH [0 HACTBIBAHE HA XEMaTOJIOTHYHO
BB3CTAHOBABAHE (BIWK MO-mosy , HUCKH CTOHHOCTH Ha ANC”). Ilpu BCAKAa KOHCYNTAauMa Ha HalMeHTA
TpaOBa ma ce HanoMHA na ce CBBp)KC He3abaBHO ¢ neKyBaluus jekap, ako ce pa3sBHe HAKAaKbB BUJ
MHEKIMS, TTOBHILEHA TEMIICPATYPA, BB3NAICHO I'BPAO WIIH IPYTH IPHIONOROGHH CHMITTOMH. AKO ce

KapTHHA.

Hucku croiinoctu Ha ANC

AKO 10 BpeMe Ha 1e4eHHeTO ¢ k1o3annH ANC crianue Mexay 1 500/mm’ (1,5 x 10%1) u 1 000/mm? (1,0 x
10°/1), xemaTonoruunuTe oLeHKH TpsabBa fa ce U3BBPLIBAT HA-MAJIKO ABA MBTH CeAMHUYHO, foKkaTo ANC
Ha naideHTa ce crabunusupa B guanazona 1 000-1 S00/mm? (1,0-1,5 x 10% 1) CBOTBETHO, WIH NOBeve,
Cnen crabunusupane wunu otssyuasane, ANC TpAOBa Nla ce H3CheBa eXeMeCeuyHo Mo BpeMe Ha

JJICYCHHCTO.

HesabasHoTo cnupane Ha neuenuero ¢ Kiiosanuu AKOp € 3afBJDKUTENHO, ako ANC e Mo-HHCBK OT
1000/mm” (1,0 x 10%1) mo speMe Ha neueHHETO ¢ KIIO3ATIHH.

Cnen ToBa TpaGea exenHeBHo na ce mpaeu AH(epeHIaNHa KPbBHA KAPTHHA M MALMEHTHTE TpsAbBa
GHHMATEIIHO N4 CC NMPOCIEAABAT 32 IPUNONOAOCHH CHMIITOMH MIIM APYTH CHMIITOMH, MNpeanonarauu
HHpekuus. TlpenopryBa ce MOTBBPXKAaBaHe Ha CTOWHOCTHTE Ha XE€MATOJIOrMYHUTE 1I0KA3aTeH upe3s
HM3BBPIUBAHE HA IBC U3C/ICBAHUA HA KPBbBHATA KapTHHA B /Ba NOC/IEJOBATE/HH JHH: MPHEMBT Ha KITO3aITHH
obaue TpabBa na ce npekpath cnen mbpBata KPBbBHA KapTHHA.

CHBH CIIHPEHC Ha JICUCHHUETO C KJIO3aIlTHH C¢e U3IMCKBA XCMATOJIOHYHA OICHKA OO0 BB3CTAHOBABAHE HA
XCMATOMTOrHYHHUTE IIOKA3ATENHU.




Tabanna 1 [eficrsus, kouto TpaGBa aa ce npesnpUemMar BB BPB3Ka C NpHIoKeHueTo Ha Knosanux
AKOpJ B 3aBHCHMOCT OT cTodHOCcTHTE Ha ANC 3a 06HiaTa nonynanys

bpoil Ha KPBBHHUTE KIETKH Heobxonumo neficteue

ANC/mm? (/1)

> 1500 (> 1,5 x 10°) [IpoasmkaBare Ha neueHHETO C
KJIO3aIuH

Mexay = 1000 u < 1500 [Tpoabnaere neyeHUeTo ¢ ¢

(=1,0x10°u1<1,5x%10% K103aM4H, B3eMaiiTe KPLBHH

npo6H 1Ba METH CEOAMHYHO, JOKATO
OpOAT Ha KPBBHHTE KIIETKH Ce
CTaOHIH3MpPA WK YBEIHYH, a clieq
TOBA €XKEMECEYHO Clie]]
cTabMNHM3KpaHe H/HiH
OT3BY4aBaHE.

<1000 (< 1,0 x 10°) HesabaBHo cnpere neuwendero c
KITO3alnKHH, B3eMalTe eKeIHEBHO
KPBBHH NMpoOH A0 OT3BYYaBaHE Ha
XEMaTOJIOrHYHOTO HapyLICHHe,
cnenere 3a  MHQpekuuia. He
NOOHOBABAWTE IMpPHJIAraHeToO Ha
JICYEHHETO HA MallHEeHTA.

AKO NPHIOXKEHHETO HA KJIO3ANMH € npeycTanoBeHo n ANC cnagme noa 1 000/mm’ (1,0 x 10°/),
JIe4eHHETO Ha ToBA 3a00.19BaHe TPuOBA 12 ce PHLKOBOIM OT ONIHTEH XEMATOIOT.

IaumeHTy ¢ 10GpokayecTBeHa eTHHYECKA HEYTPONEHHMS ( Benign Ethnic Neutropenia, BEN)

[1pu nausents ¢ notevpaeHa BEN kopurupanuar npar Ha ANC 3a 3anousaHe wim NpOABDKABAHE Ha
wiozanuH ¢ ANC 2 1000/mm’ (1,0 x 10%/1). Ako ANC e mexay 500 1 999/mm’ (0,5-0,9 x 10%1),
HabmoaeHKHeTo TpAGBa fa ce U3BBPLIBA [1BA MHTH CeAMMYHO. KNO3anuueT cieasa aa 6bae MpeYCTaHOBEH,
ako ANC cnaane noa 500/mm? (0,5 x 10° /1).

Tabnnua 2 JeicTBusa, kouTo TpabBa 1a ce NpEANPHEMAT BBLB Bpb3Ka C NpPUIOKeHUeTo Ha Kiozanuu
AKODA B 32aBUCHMOCT 0T cToiiHocTHTe Ha ANC nipu nmaruenTtu ¢ BEN

ANC/mm’ (/1) Heo6xoaumo aeiicTeme
> 1000 (21,0 x 10°) [Ipoas/pkaBaHe Ha IEYEHHETO ¢ KITO3aMHH
500-999 (0,5 x 10° - 0,9 x 10°) Ilpoawkere nedeHdeTo ¢ KIO3aNmuH, B3eMaiiTe

KPBBHH NPOOH [Ba TBTH CEAMHYHO, IOKATO OPOST
Ha KpPBbBHHTE KIETKH C€ crabMnu3upa HWIH
yBEIIUUM, a CJied TOBa €XKEeMECe4YHO creq
CTabUNU3MpaHe H/UITH OT3BYYaBAHE.

<500 (<0,5 x 10°) HesabaBHo cnpere JieueHHeTo ¢ KI03anuH,
B3CMahTe €XEOHEBHO KPBBHH nNpobu Ao
OT3By4aBaHE€ Ha XEMATOJIOTHYHOTO OTK/IOHEHHE,
cnegere  3a  uMHQexuus. He noguossasaiite
MPWIAraHETO HA JICYCHHETO HA NMALMEHTA.

lipekparaBate Ha JJEYEHHETO 1O XEMATOJIOTHYHH MPHYHHY ‘;s{-,k\\l&‘iﬂ 0 »

[TaxmenTHTe, MU KOUTO Nevenneto ¢ Knosanuun Akopa e 6umo CTIIPSIHO B pe3y §h D C

(Br>KTE 1MO-rOpe), He TpAGBa a 6BJaT NOBTOPHO H3/IATAHM Ha KJIO3aITHH. & P#,; ‘x,.

IIpeanucealuuTe nekapy ce HachLpPYaBaT Ja BOANT PETHCTBP Ha BCHYKH KPbBHH ﬂmaﬁaﬁﬁ H?u‘re
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pyeMa Ha nexapcTBOTO. B cyyal Ha Mu/IHO NpexpaTaBaHe Ha JieYeHHETO, NaurdeHTUTe TpabBa Aa 6baaT
MpOoCieasBaHH €KECEIMHYHO B NPOABL/DKEHHE Ha 4 CeIMHULIH.

ITpexpaTrapane Ha J€YEHUETO MO APYIH NPUYHHH

IIpy nanyeHTHTe, KOMTO ca Gunu nexysanu ¢ Kitozamua AKop/ B NpOOBKEHHE HA NOBEYE OT JIBE rOIHHH
Oe3 Ja MMaT aHaMHE3a 33 HEYTPOIIEHHA U YHETO JICYeHHe € NPEKBCHATO MOPafH NPHYKHH, PasiHYHH OT
HEYTPOIICHHA, HE ¢ HeobxoaumMo Ja ce BB30OHOBABA CEOMHYHMAT rpadHK 3a MpocCjeIsBaHe, a TO3M,
M3ITO/I3BaH MpeaH NMPeKBCBAHETO, HE3ABHCHMO OT NMPOAB/DKUTENHOCTTA Ha NMPEKBCBAHETO (T.€. TOAHLIIHHTE
KOHTpOJIH). B cny4aii Ha nBAHO NMpekpaTaBaHe Ha NEYECHUETO He € HeoOXO0AMMO Te3u NauHeHTH aa 6naar
NpOCNeAIBaHH €XKECEAMHYHO B ITPOAB/OKEHHE HA 4 CeqMHIIH.

[1pu narveHTH, KOUTO ca Ounu Ha Knoszanun Axopa mexay 18 ceamMuLM ¥ 2 rOIMHU HITH TIOBEYE OT 2
FOJWHH C aHAMHE34a 33 JieKa HEYTPOIIEHHs, KOATO HE € J0BENa A0 NPEKbCBaHe HA JIEYSHHETO, HITH NIPH
ITALHEHTH, YHETO JIEYCHHE € OUIIO MPEeKbCHATO 3a NoBeYe OT 3 AHH, HO No-Mako oT 4 ceaMuim, ANC ce
Npoc/ieAABa BCAKA CEAMHLA B IIPOABL/DKEHHE HA KOMBbJIHUTEHH 6 ceqMULIM. AKO HE HACTBIIH
X€MATOJIOTHYHO OTKJIOHEHHE, HabMI0AeHHEeTO Ha HHTEPBAJIH, KOWTO HE HAJBUILABAT 4 CEOMHLM, MOXKE 11a
0bae Bp300HOBEHO. AKO sleueHHeTo ¢ KitozanuH AKopa € NpeKbCHATO B MPOABIDKEHHE Ha 4 CeaMULA
IIH MOBEYE, Ce U3UCKBA ceAMHYHO HabmoneHHe 3a caensawure 18 ceAMULM Ha eyeHUe U A03aTa
TpsadBa ga 6bae MOBTOPHO TUTPHpaHAa (BXk. Touka 4.2 JI03upoBKa M Ha4YKH Ha NpUnoxkerne). B ciyyaii Ha
[TBJIHO MpeKpaTaABaHe Ha IEYEHHETO TE€3M NAUKMEHTH TpAOBA 13 ce HaOMoJaBaT eXECEAMUYHO B

NpoABJDKEHHE Ha 4 CeAMHULIY.

B tabnnua 3 nmo-pomy e o6obieHo npocnenssanero Ha ANC ciien npekbepane Ha Knosanun Axopa.

Tabanma 3. Ilpocnenssane Ha ANC ripu Bb300HOBsIBaHe Ha KJTO3aIHH Clle/ NIPEKBCBAHE HA JICYEHHUETO
IO APYrH NPpHYHHHU (HEXEMATONIOTUYHH)

[IpoabkuTenHocT  Ha Enunsonu Ha [TpoasmxutennocT Ha | Ilpenopwyutenso

JICYEHHETO TIPEIH HEYTPOICHHA MPEKBCBAHETO U3CJICABaHE Ha

NPEeKbCBaHe npeau ANC

[IPeKBECBAHE

> JIIB€ TOAUHH He Be3 3HadeHue CxeMa, W3noa3BaHa
npeaun
IIPEKbECBAHETO(T.€.
rOIHLIHO
NpOC/ICASBAHE).

> IBE€ NOJUHH Ia 3 aHM 10 <4 ceaMHLH Bcesika cenMuba B
MPOABL/DKEHHE Ha 6

> 18 ceqMHLIH — IBE Ha/He 3 AHH 00 <4 ceaAMHULIH ceamuun. Cnea To3u

rogquHu MIEPHO, aKO He HACTHITH
XE€MATOJIOrHYHO
OTKJIOHEHHE,
H3CNENBalTE Ha
UHTEPBATH, KOUTO HE
HAZBHILABAT 4 ceIMHLH.

> IB€ FrOAHHH Jla >4 ceqMULIH Bceska ceamMiiia 3a

>18 cegmuum — npe ronuau | a/He >4 cenqMHLIY crenpamure 13

CCIMHLH HA JICHCHHC,




Jlpyru npennasHy MepkH

103y NeKapcTBEH MPOAYKT ChIbPKA JIaKT03a
[lauxeHTHTE ¢ PpeAKH HACIEeNCTBEHH NPOONEeMH Ha rajlakTo3Ha HETIOHOCHUMOCT, MTBJICH JIaKTa3zeH geGHuUT
Ha HIIH IIIOKO30-TAIAKTO3Ha Ma1abcopbums, He TpAGBa [a IpHeMAaT TOBa JIEKapCTBO.

Eo3uHodunus

B cny4aii Ha eosmHodmimMs ce npernopbuBa CNMUpaHE Ha JIEYEHHETO C KJI03aMuH, ako OpoAT Ha
€03MHOQITIHTE ce noBuuIA Hax 3 000/mm? (3,0 x 10%/1). Tepanusra TpsabBa Aa ce Bb306HOBH €IMHCTBEHO
crieqt kato 6posT Ha eosuHodunMTe cnaare noa 1 000/mm? (1,0 x 109/1).

TpomboumToneHus
B cnyuaii Ha TpomGounTOneHHs ce Mpenopb4Ba CIIUpaHEe HA JICYEHHETO ¢ KIIO3ANAH, aKo OposaT Ha
TpombouuTHTe cniaaHe moa 50 000/mm3 (50 x 10%/1).

ChpAeYHOCHAOBH HapylleHHs

[Io BpeMe Ha NIEYEHUETO ¢ KIO3AMUH MOXKE A3 BE3HHKHE OPTOCTATHYHR XHIIOTOHHA, CHC WIH 63 CUHKOT.
B penky ciyqaM KOMamnchT MOXKE 1a € TEXBK H MOXKE Ia ce CBMPOBOXKJA OT CMHPAaHE Ha ChpAcYHAaTa
ACHHOCT WHIH AvLIaHeTo. TakHBa peakuuy € No-BePOATHO Aa Bh3HHKHAT Npy CBBMECTHA yrioTpeba Ha
GeH3oaMazenuHy WIH APYrH NCHXOTPONHH CPEACTBA (BX. TOYKA 4.5) ¥ N0 BpeMe Ha MBPBOHAYATHOTO
THTPHPAHE BBB BPB3KA ¢ ObP30 YBeNHYABAHE Ha J103aTa, & B MHOIO PEAKH C/TYYaH T€ MOTAT Ja Bh3HAKHAT
Cnell MbpBaTa A03a. 3aTOBA MNALMEHTHTE, 3alOYBALLM JE€YEHHE C KIIO3ANHMH, W3HCKBAT BHUMATE/IHO
MEAHLIMHCKO NpocieasBane. HeoOXoauMo € MOHHTOpHpaHE Ha ApPTEpHANTHOTO HAJIATAHE B H3MPaBEeHO WIH
JICTHAIO MOMOKCHHE TPC3 ITHPBHTE HAKOJIKO CEAMHLH OT JIEYEHHETO MNpPH MalWeHTH ¢ GONecT Ha
ITapkuHcoH.

AHanu3sT Ha 6asata NaHHM 3a GE30MacCHOCT JaBa OCHOBAHHA 7a Ce npeanonara, 4e ynorpebara Ha
KJI03aMHH € CBHp3aHa ¢ MOBHUIIEH PHCK OT MHOKAPAHT, NPEAUMHO, HO HE €AMHCTBEHO, NPE3 ITbPBHTE /Ba
MECELA OT HA4aNoTO Ha jieyeHneTo. Hakou oT cimyyanTe Ha MHOKapauT ca 6unu datannu. Crobluasar ce
CBILO CJIyHaH HA NEPHKAPAHT/NEPHKADPACH HIIHB M KapAMOMHONATHS BbB BPB3KA C ynorpedara Ha
KJIO3AMHH; HAKOH OT TAX CBLIO C daTaneH usxon. Hamuuue Ha MHOKapIHUT MTH KapaHOMHONATHSA TpAOBa
Ad CC TION03UpaT NpH NAIMEHTH, KOUTO NONy4aBaT NEPCHCTHpAIlA TAXHKApAHA B NOKOH, 0cobeHo mpes
ITbPBHTE JIBA MECELIA OT JIEYEHUETO, H/WIH NANNHTALKH, APHTMHH, IPbIHa GoNka M ApyrH NpU3HaUH H
CHMITTOMH Ha ChpACHA HEAOCTATEYHOCT (Hanp. HeoGACHMMA YMOpa, AMCIIHES, TAXMITHES ), HIH CHMITTOMM,
KOWTO HanonoOsBar MuokapaeH uHbapkr. JpyrH CHMITTOMM, KOMTO MoOrar aa ca HaJMLE, OCBEH
IOCOYEHUTE MO-TOPE, BKIIOYBAT IPHMONONOOHH CHMITOMH. AKO C€ INOAO3UPAT MHOKAPAMT WIH
KapIHOMHOMIATHA, ICYEHHETO C KJI03aNuH TpadBa Obp30 [a ce npeycTaHOBM M MALMEHTHT He3abaBHO 1a ce
HaCoO4YH KbM KapAHOJIOT.

Ilpu nauneHTH, KOHTO Ca JHATHOCTHUMPAHH C KAPAHOMHMOMATHA MO BPEME Ha JIEYCHHETO ¢ KIO3aMuH,
CBIICCTBYBa NOTCHLMAN 3a pa3sBHTHE Ha HEAOCTATLYHOCT HAa MHTpanHata Kinana. CpobuiaBa ce 3a
HEAOCTATRYHOCT H2 MHTPAIHATA KJlaMa B C/Ty4ad Ha KApAHOMHONATHA, CBLP3aHa C JIEYEHHE C KJIO3aNuH.
IIpu Te3u ciyyan Ha HEAOCTaTBLYHOCT Ha MUTPATHATA KNana ce ChobIIaBa 3a JieKa RIH yMepeHa MUTPaNHa
peryprutaums rnpy asyusMepHa exokapauorpagus (2DEcho) (px. Touka 4.8).

IaweHTire ¢ MHIYLMpPaHU OT KJIO3aNMH MHOKApIHT MWK KapAHOMHONATHA He Tpa0Ba Ja Mosy4aBar
MOBTOPHO KJIO3aIHH.

HHbapkT Ha MHOKapaa

HMMa MOCTMapkeTHHrOBH ChoOIICHHA 32 HHGADKT Ha MHOKapAA, BKIIOYHTETHO JICTAHH CYYaH.
OueHkara Ha MPUYHHHO-CIIENCTBEHATA BPL3Ka € Giia 3aTPYOHEHA NPU NO-TONAMa Q C

Yabmwxasave Ha QT uHTepBaNa xﬁ S ur; s

KakTo ¥ npH ApyruTe aHTHNCHXOTHUM, C€ MPENopLYBa MPeANazHBO MPHUIIOKEHHE, IPA. RaliKer

CbPAEYHO-CHJOBH 3a00/UIBAHHSA WIH (paMHTHA AHAMHE3A 33 YIBJ/DKABAHE HA QT \sateépudua, - s
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Kakto u npu gpyrure AHTUIICHXOTHIIHY, KITO3AMMH TPAOBa BHHMATENHO 3 ce NpernucBa ¢ NeKapcTea, 3a
KOHTO € H3BECTHO, ¢ yAb/uKasaT QT unTeppana.

LepeGpo-BackynapHu HexenaHu cLOHTHS

B pannoMusupanu mnane6o KOHTPOJIMPaHH KITHHWYHU W3MHTBAHHSA NPH NIALHEHTH C JACMCHIUHA, JIEKYBaHU
C HAKOH aTHITHYHH AHTHNICHXOTHLH, € HaGNIOAaBaH NPUGIH3UTENHO 3-KpaTHO MOBHIIEH PHCK OT nepebpo-
BACKY/AApHH HeKeJTAHH ChbOHTHA. MeXaHH3IMBT HAa TO3M NMOBHLIEH PHCK € HEH3BECTeH. [loBHieHuaT puck
HE MOXe 1a Obae M3KIIOYUEH U NPH NIPIIOKEHME Ha APYTH aHTUNCUXOTUUHM WIH APYTH IPYNH NaLyeHTH.
Knosanuu Tpa6Ba na ce npunara ¢ BuumManue [pH NAUHECHTH C PUCK OT MHCYIIT.

Puck ot TpoMGoeMGonn3nm

sl kaTo KJI03amHMH MOKe ma 6bme CBBP3aH C TPOMOOeMGOIM3ILM, UMOGCHWIH3RLMATA HA MALHECHTHTE
TpAOBa na ce u3barea.

[Ipu ynorpe6a Ha aHTHNCHXOTHYHH JIEKapCcTBa ca 6HNH CLoOIIABaAHH CITyYaH Ha BeHO3eH TpoMOeMOonU3 LM
(BTE). Twit kaTo npu NALUCHTHTE, 1eKYBAHH C aHTHUIICHXOTHUM YECTO Ca HaJIHIIe NpHAOOUTH PHCKOBH
akropu 3a BTE, BcHYKH BLIMOXHY puckoBu ¢pakropu 3a BTE Tps6ea na 6bat HACHTU(OHLUHMPaHH npeay
¥ 110 BpEME Ha JICYEHHE C KIIO3AMHH H Aa Ce IpeanpueMar NPEBAHTHBHU MEPKH.

I 'spuose
INauxenTure ¢ aHamMHe3a 3a CITHNCIICHA TPAOBA BHUMATETHO 11a ce NpoOCICaABAT NO BpEeME HA JICUEeHHETO ¢

KJIO3anuH, ThH KaTo MMa ChOOILIECHUS 33 10303aBHCHMM rep40Be. B TakuBa ciyyau nosara Tpa6ea na ce
TOHIXKH (BXK. TOUKA 4.2) U, aKo ce Hasara, TpsAOBa Z1a ce 3anovHe AHTHKOHBYJICHBHA TEPAIHA.

Amuxonnnepmqﬂn ePeKTH

Knosanuu nputexara aHTHXONHHEprHuHa dKTHBHOCT, KOCTO MOXE Na OBEJE /10 HEeXEJaHH PeakiMy B
opraiusma. lIpenopbusa ce BHUMATENHOTO pocieasBane 3a YrojieMsiBaHe HA IPOCTATA H TACHOBILJIHA
raaykoma. BepostHo nopazu AHTHXOJHHEPrUYHUTE MY CBONCTBA, KJIO3alUH € CbpP3aH C pa3jIM4YHU Mo
CTCNCH HAPYIIEHHS! HA THHKOYPEBHATA MEPHCTAJITHKA, OT KOHCTHNAUHA A0 4YpeBHA 06CTpyKuMu,
(pexaaHo 3aApBLCTBANE, NAPATHTHYEH HIICYC, METAKO/ION H HHTECTHHAIEH HHapPKT/HCXeMHAs (BK.
To4ka 4.8). Pagxo Te3u ciryyan ca mmanmy batanen Mixon. Heobxomumu ca ocofenn TPHXH IIpH
MAUHEHTUTS, KOHTO TMOMy4aBAT CBOBTCTBALUM JIEKAPCTBA, 33 KOUTO e M3BECTHO, Y€ [IPUYHHABAT
KOHCTHNAUHA (0Cco0eHO Te3u ¢ AHTHXOJIHHEPrHYHH CBOWMCTBZ KaTO HAIKOH AHTHIICHXOTHLIH,
AHTHACTIPECAHTH H aHTUNAPKHHCOHOBH IEKAPCTBA), HMAT AHaMHe3a 32 3a60/IABaHe Ha ae0enoro Yepso 1K
XHpYpPrutiHa Hameca B JO/THAaTa YaCT Ha KOPEMHATA KyXHHA, Thil KATO TOBA MOJKe Ia 060CTpHU CHECTOAHHETO.,
KH3HEHOBAXKHO € Ta3H KOHCTHNALMA Ra 6 e Pa3no3HaTa W aKTUBHO JIEKYBaHa.

[loBHninena Temneparypa

[To Bpeme Ha nedenHmeTo ¢ KI03anHuK, [IPH MAIMCHTHTE MOXXE Aa ce HaObMIONaBa NMPEXoaHO HOBHIIABANE
Ha Temueparyparta Haj 38°C, kaTo NHKOBaTa 4eCcToTa € B paMkuTe Ha 3 CeAMMIM OT neYeHuero. To3u

H 1a CC mpeanpueMaT HeOOXOAUMHUTE MEPKH 3a JIEHEHHe.

Ilananus

Knosanuu moxe ja NpUYMHH npunagbiy, CBHIMBOCT, NMOCTYpaiHa XUNOTOHHS, IBUraTellHa M CEH30pHa
HECTAOWITHOCT, KOMTO MOXE 1a NOBEAaT A0 NaiaHus M BCJICACTBHE Ha TOBA (PaKTYpH WIH IpyrH
HapaHABaHHUA. 3a NALMEHTH CBC 3a00NABAHMS, CLCTONHHS WM NMpHEM Ha JICKapCTBa, KOUTO OHXa MOMIH Oa
BIIOLIAT Te3H eEKTH, Na Ce& U3BBLPLUM OLEHKA Ha PHCKA OT NajaHe npH 3an0YBaHE HA AHTUIICHXOTHMYHO
JICICHHE H NNCPHOANUYHO NPH NALKMEHTH Ha NPOIBIDKUTENHA aHTUICHXOTHYHA Tepanus. T s

Mera6GonurHu npomeHu

ATUNHYHHTE AHTHIICHXOTHYHY JICKApCTBa, BKIKOYHTEIHO KIO3alHH, ca CB
[IPOMEHH, KOMTO MOraT Ha ITOBHILAT CbpACYHO-CHAOBHA/MO3BYHO-CHAOBHS p
TPOMCHH MOTAT Ja BKMIOYBAT XMNEPriHKEMHS, AHCIHUNIUIOEMHA, H YBEJNIHYABAHE H
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AHTUNCHXOTH'HH JIEKAPCTBA MOTaT Jia AOBEAAT [0 HAKOH MeTa6onuTHU NPOMEHH, HO BCAKO JIEKAPCTBO, B
TO3H Knac uMa csol cobeTeen crieundruen npodun Ha PHCKa.

Xunepzauxemus

OT3BYy4aBaHE Ha HapyIIEHHA IIIIOKO3€H TONEpaHC, a MOBTOPHOTO BBBEXKIAHE HAa KIIO3ANHH BOAH 1O
MOBTOpPHaTa My mnosiBa. IlauMeHTHTE ¢ MocraBeHa aMarHosa 3axapeH HHabeT, 3anoyHaNH JeyeHue o

[TaumenTu ¢ puckosH haxTopu 32 3axapeH quaber (Harp. 3aTnbcTABaHE, haMUIHA aHaMHes3a 3a anaber),
KOWTO 3arovBat JICYCHHE C aTHITHYHH aHTHNCHXOTHLIH, TpsabBa A2 OBAAT NOMIOXKEHH Ha W3cNenBaHe Ha
IMIIOKO3aTa B KPBBTA Ha IVIaIHO, B HAYAJIOTO HA JICYEHHETO M OCPHOOHYHO IO BPEME HA JICYECHHETO.
[laivieHTHTE, KOMTO pa3BUBAT CHMITOMH Ha XHNCPTTIHKEMHA M0 BpeMe HA JIEYEHHE C ATHUNHYHU
AHTHIICHXOTHLH, TPAOBa na 6bAAT MOLTOKEHH HA M3C/TIenBaHE Ha rOKO3aTa B KPBBTA Ha I1ajHo. B Hakou
ClTyHau, XHMCPIIIMKEMHATA OTILYMSABA Clie/l NPEYCTAHOBABAHE HA JICYEHHETO CbC CHOTBETHHA ATHIHYEH
dHTHIICHXOTHK, HO NPH APYTH MalMeHTH Ce HAJIara 3anoyBaHe Ha AHTHIHAOEeTHO NleueHHe, BBLIIPEKH

Hucnunuoemusn

HabnionaBanu ca Hexxenanu POMEHH B JIMITHAHHTE NOKA3aTeNM MPH NALMEHTH, JICKYBaHU ¢ aTHIMHYHY
AHTHIICHXOTHUH, BKIIOYHMTETIHO KJIO3AIHH. IIpenopruea ce KIMHHUYHO Hab/moneHue, BKIIOYMTETHO
M3XOMHH W nOC/IeaBally NMEPHOAHYHH OLEHKH HA JHIMHIHHTE NOKA33TeNW [IPA MALHEHTH, NPHEMALLH
KJIO3aITHH.

llosuwasane na meznomo
[loBumapane Ha TernoTo e mabmonasano pY ynorpedarta Ha aTHOHYHU AHTHIICHXOTHYHH JIEKapcTBa,
BIITIOYHTENHO KiosanuH. Ipenopbusa ce KIHHMYHO HaGMIOAEHUE Ha TErI0TO.

Pebayng, edeKkTH Ha OTHeMakHe

Crnen BHe3anHO cCnMpaHe Ha KI03aMUH ca CBHOOIUEHH OCTPH peakLuM Ha OTHEMaHE U 10 Ta3u [PHYHHA Ce
HIPENOPHIBA NOCTENEHHO NPEYCTaHOBABAHE Ha NPHEMa. AKO Ce Hajlara BHE3amHo CiHpaHe (Hanp. nopaau
JICBKOTICHHA), MALNEHTHT Tpalea na ce HabooaBa BHUMATEHO 3a [IOBTOPHA TIOSIBA Ha NCHXOTHYHH
CHMITTOMH H CHMIITOMM, CBBP3aHH C pebayHA XONHHepTrudeH edexT, kaTo OOMIHO NoTeHe, rinasobonue,
razicHe, roOBPBILAHE H AHAPHA.

CrieLtuanuu HOITYIAUHH

Heproopobro yepescoane

INauveHTHTE CBC CTAGHAHM NpeaxoKIalH YEPHOAPOGHH 3a00NABaHHA MOTAT Aa MpHEMAT KJIO3aIlHH, HO €
HeoOXoaUMO mnpoBexgaHe Ha PCAOBHH M3CICABAHWA Ha 4epHoapobHara (yHKuMs. UscnenBaHus Ha
H€PHOOPOOHHTE MOKa3aTeNnu Tpa6Ba fa ce H3BBPIIBAT IPH NaUHCHTH, KOHTO II0 BPEME HA JICYCHHETO C
K103aNHH pa3BHBAT CUMITTOMM Ha BB3MOXKHA YepHOApPOGHA HEXOCTATBYHOCT, KATO rajexe, NOBPbLIAHE
H/HIK Oe3aneTuTHe. AKO MOBHIIEHHETO Ha CTOMHOCTHTE € KIIHHHYHO 3HaYHMO (TIOBEYe OT 3 IMETH Hax
FOpHaTa peepeHTa ITPAHHLA) HITH Ce NOSBAT CHMITTOMM Ha KBIITEHHUA, NEYEHHETO ¢ KIIO3aNHH Tpa6Ba aa
ce mpexpatH. To Moxke Ja ce BB306HOBH (BK. "IT0BTOpHO 3amo4BaHe Ha Tepanus" B Touka 4.2) EIUHCTBEHO,

A /s
Ilayuenmu 6 cmapyecka ev3pacm Ha u Hao 60 200unu -' ?5»*4/";:*\ Tz,
[penoprusa ce neyenmeto npu xopa B crapuecka Bb3pacT 1a 3amousa c no-Hucka Ha3a (B, To4K ?&-‘4 )3
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[lauveHTHTE B CTapuecka BB3pacT Ha Y Haa 60 roguHM Moke Ja ca cbINO 0coBeHs NOAAT/AMBH Ha
AHTHXOJTMHEPrHYHHTE €EKTH Ha KJIO3aIHH, KATO 3aIPBXKKa HA YPHHA U KOHCTHIIALIHSL.

IToBHLIEHA CMBPTHOCT MIDH JIMLA B CTapYecKa Bb3pacT ¢ AeMEHLUN

JlanHuTe OT nBe roneMu OG3€PBALOHHM MANUTBAHNA NOKa3paT, Y€ JMLATa B CTApyecKa BBb3PacT ¢
ACMCHILHA, KOHTO Ca JIEKYBAHH C aHTHIICHXOTHLH, Ca C JIEKO MOBMLIEH PHCK OT CMBPT, B CpaBHEHHE C
HeneKyBaHuTe. Hama nocrarsuno nanum, 3a ga ce name TBBPAA MPOTrHO3a 3a TOMHATA CTENEH Ha PUCKA K
MIPHYHHATA 3a NOBHUIUCHHA PHCK HE € U3BECTHA.

Knosanun Axopn se e ono6pen 3a nevenue na ACMCHLHA, CBBP3aHa C NIOBEICHYECKH HAPYIICHHS.

4.5 BzanmogeiicTBue ¢ apyru ACKAPCTBEHH NPOXYKTH K APYTH pOPMH Ha BIanMoTelicTBHe

ITpoTuBONOKa3aHNS 32 CHBMECTHO [IPUAOKEHHE
JlekapcTBara, 3a koHTO € H3BECTHO, Y€ NPHTEXKABAT 3HAYHTEJIEH NOTEHLMA 1A NOTHCHAT (dbyHKUMATA Ha
KOCTHHA MO3BK, HE TpA0Ba 12 ce u3non3par 3aeaHo ¢ Kinozanuy AKopn (BAC. TOuKa 4.4).

AHTHIICHXOTHYHHTE JIEKAPCTBEHH IPOJYKTH C Y IBIDKEHO OCBOOOMIaBaHe (KOHTO HMAT MHEJIOCYTIPECHBEH
MOTeHLMAN) He Tpsabra Aa ce U3MON3BAT 3aenHO ¢ Kiiozanun AKOpH, ThH KaTO HEe MOraT a Ce M3YHCTAT
Obp30 oT opraHusMa, koraTo Tosa ce Hajlara, Harp. NIpH HEYTPONEeHHs (BX. TOuKa 4.4).

He tpa6ga na ce ynotpe6apa ankoxon 3aemuo c KJI03aM1H, NOpany Bb3MOXKHHUA NOTEHUMAI 34 CEIHPAHE.

IlpennasHu MepkH, BKIIIOYHTENHO KODHI'HpaHe Ha J103aTa

Knio3anun Moxe na 3acuny nenTpanumre e(peKTH Ha JIeKapCTBaTa, MOTHUCKALIH [THC, xato HapkoTHim,
AHTHXHCTAMHHH W Gensonuasenunu. IMpenoprysa ce ocoGeHo BHHMaHHE, KOTATO CE 3aIQuBa JIeYEHHUE C
KIO3allHH NpH MalHeHTH, MMOMyqaBalld OeH30HAZCIHHKE WK ApYro NCHXOTPONHO JieKapeTBo. Takusa
HALUHCHTH MOXE 12 MMAT NOBULIEH PHCK 3 LIMPKY/IATOPEH KOJANC, KOHTO B PEOKH CITy4Yau MOXE 13 € TEXBK
“ A2 IOBEAC N0 CNNUPaHe HA ChPICYHATA ACHHOCT WHIH AKIIaHeTo. He e ScHO JAJTH pA3KOTO BJIOLUABAHE
Ha CbpaeYHaTa ACHHOCT WIM AHIUAHETO MOraT 14 ce NPEeJOTBPATAT Ype3 NPOMAHA Ha N03aTa.

HOpa,I[H BB3MO)KHOCTTA 33 KyMYJIHpaHe Ha ecbelche, 0CODEHO BAXHO € fa ce MOAXO0XAA ¢ BHHMaHHe Npy
CBBMECTHOTO IPHIOXKEHHE Ha JIEKapCTBa, MNpHTEXaBaLIH AHTHXOJIMHEPIrHYHO, XHIIOTEH3HUBHO WIH
NMOTHCKALIO OAUINIAHETO NeHcTBHUe.

bnarogapeuue Ha AHTH-aNIpa-aipeHEPrUYHATE CH CBOMCTBA KIIO3ANMH MOKe Aa HaAMalTH XUINEPTEH3HBHUA
et Ha HopenuHedpUHA WK APYTH CPencTBa ¢ MpeTMMHO anda-anpeHepru4Ho AeHCTBHE, U Aa OTCTPaHU
NMPeCOPHHA €PEeKT Ha ennHedpHHa.

A03aTa Ha KJIO3aNHMH, 3a 11 Ce NMPEeJOTBPATAT HeXeTaHHTe peaxuuy. ToBa e No-BaXkHO 3a HHXHGHTOPHTE Ha
CYP 1A2, kato kotheuH (Bux NO-N0JY), NEPA3HH H CENCKTUBHUA HHXHOMTOp Ha OOPAaTHOTO 3aXBalnane Ha
CEPOTOHHHA ¢uryBOKcaMHKH. Hakou oT ocTaHanuTe HHXHOMTOPH Ha OOPATHOTO 3axBalaHe Ha CEPOTOHHHA
KaTo (uTyOKCETHH, NApOKCETHH H B NIO-MAJIKa CTENeH CepTpanH ca uHXH6HTOpH Ha CYP 2D6 u B pesynrar
H2 TOBAa CHIICCTBCHH B3aHMOACHCTBHA ¢ KIO3aNMH C& I0-MAIKO BEPOATHH. CbLUO TaKa, MAIKO BEPOSTHH
4, BRIIPEKH HAKOM CHOOLICHHS, (hapMaKOKHHETHYHM B3aHMOAEHCTBHA ¢ HHXHOUTOpH Ha CYP 3A4, karo
A30/I0BM AHTUMHMKOTHLH, UHMETHIHH, €PHUTPOMMUHH M MpOT€a3’HH MHXWOWUTOpH. XopMOHaTHHTE
KOHTPAUCNTHBH (BKIOYHUTENHO KOMOHHALMH OT €CTPOTEH U NMpOreCTepOH WM ¢aMO TIPOrecTepoH) ca
CYP 1A2, CYP3A4 u CYP2CI19 HHXHOHUTOPH. [lopaaM TOBa, 3aMOYBAHETO WM [MPEKPATABAHETO HA
JICHCHHUE € XOPMOHANHYU KOHTPALIETITHBHY MOXKE 1@ HAIOXKH KOPEKLIMS Ha 103aTa Ha KNO3aMNKH B 3aBHCHMOCT
OT HHAHBUAYIHATE MEAHLMHCKH NOTpebnocTH. Thif KATO IUIasMeHaTa KOHLEHTpa - -




Crobinasar ce ClTy4au Ha B3aMMOACHCTBHE MEXAY LHTANIONpaM H KJI03alyH, KOeTO MOXKE Ja HOBHMIUM
PHCKA OT HEXKCJIAaHH peaKkLivH, CBBP3aHH ¢ K1o3anuH. EcTtecTBoto Ha TOBa B3aUMOJCHCTBHE HE € HAIb/IHO
H3SCHEHO.

CBBMECTHOTO MPHIOKEHHE ¢ JICKAPCTBA, 32 KOHTO € HM3BECTHO, Y€ WHAYLMpPAT LHTOXpoM P450
M3OCHIUMUTE, MOXE 14 MOHWXKH IU/Ia3MEHMTe HHBA HA KJIO3aOMH H Taka 1a OOoBede A0 HaMaJieHa
edukacHocT. Jlekapcreara, 3a

BUJ, aKO TOH C€ U3NONA3Ba B KOMOHHALIHS C Te3u JIEKApCTRA.

Hpyru
CbBMecTHaTa ynorpefa Ha NUTHH WM apyrd LIHC-akTuBHH NlekapcTBa MoOXe Ia moBHLIM pHCKa OT
Pa3BHTHE Ha HEBPOJIEMTHYEH MaJIMrHeH cUHIpoM (NMS).

Hamvue ca crobienns 3a peaku, Ho Texkku MPHCTBIH, BIJIIOMHTEITHO MOABA Ha MPHIIAIBLY [PH TIALUEHTH,
KOMTO HE Ca CNWIENTHYHH, W M30/MUPaHH CyYaH Ha AENHPHYM, pH KOMTO KJIO3AIIMH € MpPHIIaraH
CAHOBPEMCHHO C BalMNpoeBa KWcenuHa. BepoaTHo Te3n edexTH ce ABIKAT Ha ¢apMakoauHaAMHuHO
B3aHMOACHCTBHE, UHHTO MEXAHHILM HE € U3SCHEH.

CBOBTCTBALIOTO JIGUEHHE HA KNO3AIHH BaNMpoeBa KHCEJIHHR MOXKE 2 YBEIHYM PHCKA OT HEYTpONEeHus.
Ako € Heo6Xx0aMMa CHITLTCTBAINA ynotpeba Ha Ki1o3amnuH ¢ BaJIIPOEBa KHCEJIMHA, HAJTOXKHTEIHO € 13 HMa
BHHMATEJIHO HaO/II0AcHHe.

[IpenopbHea ce NOBHILEHO BHUMaHHE [IPH NaUMCHTH, KOMTO NMPOBEXAAT CHILTCTBALLO JIeYEHHE ¢ APYTHd
JIEKapCTBa, KOMTO Ca WHXMOHTOPDH WIIM MHAYKTOPH Ha UHTOXpOoM P450 uzoensumure. ocera e ca
HabMIOJaBaHH KITHHHYHO 3HAYHMH B3aHMONEHCTBHS C TPHUMKITMYHH aTUICNPECAHTH, (PEHOTHA3HHH W TUM
aHTHADHTMH'HH JIEKapCTBa OT Kiac 1C, 3a KOHTO € U3BECTHO, Ye ce CBBP3BaT ¢ HUTOXpOoM P450 2D6.

Kakro npu apyru AHTHNCHXOTHLH CC H3MCKBA NMOBHLIEHO BHUMAaHHE, KOTATO KJI03aMKY e TIPUJIaraH 3aeqHo
C JIEKapCTBa, 3a KOWTO € H3IBECTHO, 4e yawnkasar QTc MHTCPBAJIA MNH NPHYHHABAT €JIeKTPOIUTEH
aucbamnaHc.

B Tabnuia 4 no-nony ca npemcraBeHu cumTaHuTte 3a HaH-BXXHH JICKAPCTBEHHM B3aHMOIEHCTBHA C
KITO3anKH. TO3H CMIUCHK HE € H3YepraTelieH.

Tabanua 4: Cnipaska 3a Haii-uyecTHTe JICKapCTBEHH B3aMMOJEHCTBHA C K1O3aMMH.

JlexapeTBo B3anmonelicrBug KomenTap

JlekapcTea, moruckamu
KOCTHHSA MO3BK (Harp.
KapOaMa3eriy,
XnopaMpeHUKo, cynboHaMuau
(Harmp. KOoTpHMOKca3on),
NMHpPa30JIOHOBH aHAJTETHLIM
(Hanp. pernnbyraszon),
NEHHLWIIAMHH, IHTOTOKCHYHU
CPEACTBA ¥ UHKEKIIHOHHH
AHTHIICUXOTHLH C Reno-
JEeHCTBHE.,

[loBHIaBa ce pHCKBT W/ 1K
TEHKECTTA Ha [TOTHCKAHETO Ha
KOCTHUA MO3BK.

KjiozanuH ne TpHOBA 13 ce

H3I0J13BA 3aC/IHO C APYTH
JIEKapCTBa C M3BECTEH
MOTEHLIWAN 34 NOTHCKAHE
(GyHKLHMATA HA KOCTHHA MO3BK
(Bx. TOYKa 4.3).

beH3zoauasenuHyu

CbBMecTHata ynotpeba Moxe
Ja TOBULUW PUCKA OT
LIMPKYJIATOPEH KOJIANC, KOETO Aa
noBeae 00 CMUpaHEe Ha

SRS AN
RpH EEBMECTHE
ynoTpeda\Ha Te3H IeKapcTR
NpoAyKTH.NCBOOIIEHHTA




CbpReYyHaTa ASHHOCT W/ WU
OULIAHETO.

MOKa3Bar, 4Ye € Mo-BEPOATHO
FIOTHCKAHETO Ha JUIIAHETO U
KOJANnCeT A3 B3HUKHAT B
HA4aJI0TO Ha NPWIOKEHHETO Ha
Ta3d KOMOMHAUWS WIH TPy
DobaBAHEe HA KNO3aNnHH KbM
YCTaHOBEHATA CXeMa C
OeH30 a3 eNHHH.

AHTUXOJTMHEPTHYHH JIEKAPCTBA

K1103an1H noteHuupa
JEHCTBHETO Ha TE3H JIEKAPCTBA B
PE3yNITAT Ha KyMYJIHpaHe Ha
AHTHXOJIMHEPrHUHHUTE e(eKTH.

Ha ce Habmonasar nanuenTuTe
332 AHTUXOJIMHEPrHUHH
HEXCJIaHH peaKUHH, Harmp.
KOHCTHIIAUMS, 0COGeHO IpH
ynorpeba ¢ Len KOHTpoJI Ha
XHNEPCATHBALIHATA.

AHTHXMIIEPTEH3UBHH JIEKapCTBA

Kinozanuu Moxe fa norenummpa

XHMOTEH3UBHHUTE €(PEeKTH Ha
TE3H JICKAPCTBA NOPaIH
HETOBHTE
CHMMaTOMHMETHUHUTE
AHTArOHHCTHYHHU €(PEKTH.

Ilpenopwbusa ce nopuieHo
BHHMaHHE IMPU CHbBMECTHO
H3MOJI3BAHE Ha KJIO3aIHH C
AHTHXHTIEPTEH3UBHH JIEKAPCTBA.
[TauMenTure Tpabea Aa OvaaT
NMpeayNpeacHH 3a PHCKA OT
XHITOTOHMSA, 0COOEHO B MepHona
Ha HA4YJIHO TUTPHUpaHE Ha
A03aTa.

Anxoxon, MAO-unxuburopu,
notuckau LIHC nexapcrea,
BKJTHOUHTE/IHO HAPKOTHYHHU
NieKapcTsa U 6€H30IHA3ENNHK

3acHUICHH LEHTPATHH eeKTH.
JOMBIHUTENHO NOTHCKAHE Ha
LHHC u pnusuue pupxy
MO3HaBaTeNHATa CIOCOOHOCT U
ABHTaTe/IHATA (PYHKLHA NPH
KOMOHHHpaHO NPHIOKEHHUE ¢
TE3H JIEKapCTRa.

IlpenopruBa ce noBuieHo
BHHMaHHE, KOTATO KJIO3aHH Ce
H3I0N3Ba CBBMECTHO C JIPYTH
[THC axktuBHH nekapcTBa.
[Nanmenture TpaGea ga 6paar
NpeayNpeAeHH 3a BE3MOXHHTE
aAUTHBHH €(eKTH U 3aToBa A
HEe WOpHUPaAT WIH paboTAT C
MAallHHH.

JlekapcTBa, KOHTO ce CBBP3BaT
B 3HAYMTE/IHA CTEINEH C
NNIa3MEHHTE NMPOTEHHU (Hanp.
Bap(apuH U JUTOKCHH)

KnozanuH Moxe a fosene 1o
MOBHILIABAHE HA IMTA3MeHaTa
KOHUEHTpaLIUA Ha Te3n
BELECTBA, NOpaJH H3MECTBAHE
OT MJIa3MEHUTE NPOTEHHM.

[TauuexTHTE TPAGBa Na ce
MOHHTOPHPAT 32 BE3HUKBAHE HA
HEXXENMaHH PEAKUHH, CBBP3aHH C
TC3H NEKAPCTBA, ¥ NO3HTE Ha
CBBP3BALlOTO C€ C BEThIHTE
JICKapCTBO Ja C€ [IPOMEHSAT, aKo
€ Heobxoaumo.

OEeHUTOUH BrmoyBaHeTo Ha QEHUTOMH Axo TpabBa aa ce u3nonzea
KbM TE€paneBTHYHATA CXEMa ¢ (peHUTOHH, MauueHTLT Tpabra
KJ103aTHH MOXKE a MPHUYHHH BHHMATENHO Aa Ce MpOocieaaBa
NMOHWKEHHE HA TUIa3MEHHTE 33 BJIOLLIABAHE HJIH
KOHLIEHTpaLiMM Ha KJI03all1H. Bb300HOBABAHE Ha

NICUXOTHYHHTE CHMITTOMH.

JlvTuii CbBMecTHaTa ynotpefa Moxe Ha ce Habmopara 3a npH3HauK
Aa NMOBHLIK PUCKA OT Pa3BUTHE | H CUMIITOMH Ha NMS
HAa HEBPOJICNTHYEH MATHTHEH
cHHIpoM (NMS)

CYPIA2 uuaykropu (Hamp. [Ipu eaHoBpemenHO

OMENPazo) MIPHJIOKEHUE € BB3MOXKHO

ITOHW)KaBaHC HUBATA HA
KJIO3anuH.

CYPI1A2 nuxnburopy, Hamp.
¢ayBokcamuH, kodeun,
LUHIpodIOKCaLMH, NEpa3HH WiIN

[1pu eaHoBpemerHoO
IPHNOXKEHHUE € Bh3MOXKHO
NOBULIABAHE HUBATA Ha
KJ103aMHKH.




XOpPMOHATHH KOHTPALENITHBH npunaraHig HHXUOUTOp Ha
(CYP1A2, CYP3A4, CYP2C19) CYP1A2 umu CYP3 A4, T
KaTO MOXE 1a MMa craj B
HMBAaTa Ha KN03aMuH.
E¢ekTbT Ha uHXHOHpaHe Ha

CYP2C19 moxe ga 6nae
MHUHUMAJIEH.

4.6 DepTHaMTET, GpeMEHHOCT H KbpMeHe

bpeMeHHOCT

HMa orpaHUYEHH KIMHHYHH JaHHH OT ynotpebara Ha K103anuH npu SpeMeHHH xeHH. Manureamsta npu
KHBOTHH HC TIOKa3BAT TMPEeKH WIH HENMpeKH BpeAHH e(eKTH 10 OTHOLICHHE OpeMeHHOoCTT],
€MOPHOHANHOTO/(PETANHOTO pa3BUTHE, PAKIAHETO WM NOCTHATATHOTO pa3BMTHE (BX. Touka S.3).
Heobxoa1mo e noBHIeHo BHHMaHHe pu NpEANHCBaHe Ha OpeMeHHH XEHH.

[Ipu HOBOpOOEHH, KOMTO ca GWIH MIIOKEHU Ha JEHCTBHETO HA AHTHIICHMXOTHYHM JICKapCTBA
(BIIIOYHMTENHO KIJIO3AMKH) MO BPEMC Ha TpETHA TPUMECTbD OT OpeMEeHHOCTTa Ha MaiiKaTa, ChLIECTBYBA
PHCK OT €KCTpanvpaMHIHM CHMIITOMH W/MITH CHUMITTOMH Ha OTHeMaHe CJIel paXAaHe, KOHTO MOTAT 1a
BapHpart Nno TEXECT H NPOIB/DKUTEIHOCT. UMa cvobIenns 3a BB30YAa, XMIIEPTOHMS, XMIIOTOHHUS, TPEMOD,
CBHJIHBOCT, AMXATENHH MNpobjIeMH WIH HapylIEeHHe Ha XpaHeHeTo. Te3su HOBoponeHH TpabGea ga ce
HabnogasaT BHUMATETHO.

Kbpmene
HUinutBanugara [IpH XKHUBOTHH NpeANoarar, 4e KJIo3anuH ce CEKCKPeTHpa B KbpPMATa M OKa3Ba BJIMSHHUC

BBPXY KbPMa4€To. 3aTOBa MaHKHTE, I0/Ty4aBALIH KIO3ANHH, He TpaOBa na KppmM4T.

QepruauTeT

OT orpaHHy4eHH AaHHH 3a eDEKTHTE HA KIO3ANHH BBPXY (PEPTHIHTETA NIPH XOPa HE MOXKE /14 Ce HarpaBsaT
OKOHYATCJIHH 3aKTIOYCHHS. [IpH MBIKKH M )KeHCKH TUTBXOBE, KNO3anUH He NMOBIHsBa bepTHIHTETA, KOTaTO
c¢ npunara no 40 mg/kg, CHOTBETCTBAalIM HA 4YOBELIKA EKBUBAJIEHTHA no3za ot 6,4 mg/kg wumm
PUONH3HTENHO €iHA TPETA OT MAKCHMAITHO JOMYCTHMATA 1034 34 Bb3PACTEH YOBEK.

JKeHu ¢ NIETEPOSICH MOTEHLHAN

BB3MOXHO € BB3BPBLIAHE HA pelOBHATA MEHCTpYyallus B pe3y/TaT Ha NpeMUHABAHE OT JIEYEHHE ¢ IPYTH
AHTHIICUXOTHLM KBM KJIO3AIHH. 3aTOBA TPAGBA Ja C& OCUIyPAT afleKBATHH MEPKH 3a KOHTpaUEenLus npu
)KCHH B J€TEpOHa Bb3PacT.

4.7 Edexru BLpXy cnocoGHocTTa 3a modupane B pabora ¢ MamI M

bnarogapenue Ha cniocoGHOCTTa Ha K103anKH na MpeIH3BHKBA CEAMpPaHe H [a MOHHXABa MbPYOBHS Mpar,
JCHHOCTH KaTo Iodupane 1 paboTa ¢ MallHEY TPsGBa Aa ce 1304arBat, 0coGeHO B HAYATHHTE CEAMHLH
OT JIEYEHHETO.

4.8 Hexxenanu iekapcTBeHH peaknuu

O6061enne Ha npoduna Ha 6esonacHocT

B No-roJaMarTa CH 4acrt HPOCIJHJ'I‘LT Ha HCXKC/TAHHUTE peaKUuHHU Ha KJIO34alHH € IIPEACKA3yeM, KaTo Ce H3X0Kaa
oT c])apmamnomqﬂme MY CBOHCTBA. BaxHo H3KNTKOYCHHE ¢ TEeHASHLHUATA Ja NpCAH3BHKBA
AIrpaHyJ101HTO34a. (B)R. TOUKa 44) HOPEI,[IH TO3H PHCK, ynomeﬁam MYy C€ OrpaHH4YaBa Ao CJIY4YaH Ha
PEC3HCTCHTHA HA JMEYCHHUE IIIHBDE[)IJGHHH, H NICHX034, Bb3IHHKBALIIA B X0Ja Ha bonecrra Ha n_&pKHHCOH,
KOraTto CTAHAAPTHOTO JNICUEHUE € HEVYCIICHIHO. MﬂKﬂp H MOHHTOPHPAHCTO Ha KPBB TR
OCHOBH& 4acCT OT rPHAKHTEC 34 MaLlMCHTHTE [NPACMAILH KJI03aluH, JICKapAT TpilﬁBa %
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Haii-cepuo3snure Hexenauu peakiuu MIpH KJIO3AMHKH Ca arpaHyJIOUMTO3a, IbPYOBE, ChPAEYHO-ChAOBH
eeKTH M MOBHILEHa TeMNepaTypa (BXK. TO4Ka 4.4). Haii-yecture cTpanruHu edexTH ca
CBHIHBOCT/CEIaliHA, 3aMaAHOCT, TaXHKapAUA, KOHCTHITAUHUS H XHITEPCATHBALHA.

JAHHUTE OT KNIHHUYHUTE U3NUTBAHUA OKA3BAT BapHpaiu NMPOLEHT MTAUHEHTH JICKYBaHH ¢ KI03alH1H (OT
7,1 no 15,6 %), KOMTO ca yyacTHe B H3AMHTBAHETO NIopanH HeKeNaHo CHOMTHE, KaTo Ca BKITIIOYEHH CaMo
Te3H CHOMTHA, KOHTO JIOTHYHO MOTaT [a ce CBBPKAT C KA03amnuH. Ilo-vyecTure crOuTHA cMATaHU 33
NMPHIHHA 33 MPEKBbCBAHE HA yYACTHETO B M3IIMTBAHUATA ca GHIIH JIEBKOMEHM, CbHAHBOCT, 3aMassHOCT
(M3KTIOYBaHKH BEPTHIO) M ICUXOTHYHO pPa3CTPOHCTRO.

KpbE H JTUMQHA cCHCTeMa

Pa3BUTHETO Ha IpaHyNMOUHTONEHHS M arpaHyJOLMTO3a MPEJCTaBIABA PHCK, MPHCHIN HA JICYEHHETO C
Ki1o3anuH. Bbenpexu ye oOMKHOBEHO arpaHyoLuTO3aTA € odpaTUMa NpH CHMpPaHe HA EYEHUETO, TS MOXKE
Aa JOBEAC MO CCNICHC K a UMa JIeTaNeH H3Xod.. ThH KaTo ce Hanara He3abaBHO CIIUpaHEe Ha IEYSCHHETO, 3a
Aa CC NMPENOTBPATH Pa3BUTHETO Ha JKMBOTO3ACTPAIlABaiLa ArPaHYJIOLHUTO34, npocneaasaHero Ha ANC e
3aQB/IDKHTENHO (BX. Touka 4.4). B tabmuua 5 no-mony e o6obmena Onpele/ieHaTa 4ecToTa Ha
arpaHyJIoOLIMTO3aTa 3a BCEKH TICPHOL OT JICUEHHETO C KIIO3aIlMH.,

Tab6anna S: Onpenenena yecToTa Ha arpaHynoUHTO3aTa!

JleaebGen nepron YJecToTa HA arpanynonnTo3aTa Ha 100 000
DALHEHTO-CEAMHIA’ HA HAONI0NeHHe

Cenmunu 0-18 32,0

Ceamunm 19-52 2,3

CeaMuuM 53 u noBeye 1,8

' TTo naHHU OT PErHCTBbPa Ha MPEKHBAEMOCTTA Ha bpuraHckara cimyx6aTa 3a MOHUTOpHpaHe Ha MaLUUeHTH,
nekyBsany ¢ knosanmiH (UK Clozapine Patient Monitoring Service) Mexny 1989 u 2001 r.

? [TaumeHTO-BpEMeE € CyMaTa OT OTACITHHTE CAMHHLH 32 BpEME, MpPe3 KOMTO NMALMEHTHTE OT PervcThpa ca
MIOJTyHaBaiTH KIO3aNHH Npejin Aa pa3BuaT arpaHyaouurosa. Hanpumep, 100 000 naunesTo-ceIMHLIM MOraT
Aa ce Habmonasat apu 1 000 naunenTa, KOHTO ca WM B pPeructbhpa B npoawpkeHne Ha 500 ceamunu
(200*x500=100 000) npeau na pa3suaT arpaHy/IOLHTO3A.

KyMynaTtuBHaTa 4ecToTa Ha arpaHynoUMTO3aTa MO NAHHH OT PETUCTBPa Ha MNpPeKHBAEMOCTTA Ha
bputaHckaTa ciayx6ara 3a MOHMTOpHpaHe Ha naurenTH, NeKyBanu ¢ KnosanHH (UK Clozapine Patient
Monitoring Service) (0-11,6 roauuu Mexay 1989 n 2001 r.) e 0,78%. IMoeeuero cnyuau (npuban3nTenHo
70%) BB3HMKBAT Npe3 NbpBUTE 18 CEaMHUILIM OT TeYEHHETO.

Hapyiienus Ha metabonusma u XP&HEHETO

Papko ce cbobiuaea 3a HapylieH rioko3eH TonepaHe WHTH PA3BHTHE, WIH BJIOIIaBaHE Ha 3aXapeH auaber
[PH NICYCHHUE C K103anuH. B MHOro peaku cmyvau ce crobuiaBsa 3a Texka XHIMEePrIIHKEMUs, MOHAKOra
BOZICIIa IO KeTOALMA03a/XHNEPOCMOTapHa KoMa IPH NALMEHTH Ha JIHEHHe ¢ KJI03anHH 6e3 npeaxoxaana
4HaMHE3a 33 XHNCPrITHKeMus. 1Ipy noBeueTo NauMeHTH HUBATa Ha KPBBHATA 3axap ce HOPMaJIM3UpaT Clen
CLliHpaHe NpHEMA Ha K/I03aMKH, a B MATEK OpO# C/Tyuan XHIEprNUKEMHATA ce Bb30GHOBSBA Cllel MOBTOPHO
3aMo4BaHe Ha JIe4€HHE. BBIpPeKH Ye npH MOBEYETO INALMEHTH ca OWIM HaIMIEe pHcKoBH (hakTOpH 3a
WHCYIHHO HE3ABHCHM 3axapeH AWaleT, XUIMepriaukeMus € orfenid3aHa M NMpH NALMEHTH 6e3 W3BECTHH
PHCKOBH (akTOpH (BX. Touka 4.4).

HapyuieHus Ha HEPBHATA CHCTEMA

Haii-uecTHTe HeXenaHH peakuuy BKIIOYBAT CBHIMBOCT/CeMpPaHe U 3aMAasHOCT.

Ksosamun Moxe aa npuunsn EET npoMenH, BIIIOUHTENHO MOABA HA KOMILTEKCH OT 3561, preBany
MOHWXKaBa rbpYOBMA Mpar MO JO3033aBUCHM MEXAHH3LM M MOXE 14 npeﬂnamx{fpﬂ"’ ]
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38 OCTaHAJIMTC AaHTHKOHBYJICHBHHM JieKapCcTBa TpaGBa 1a ce uma NpE€ABHA BB3IMOXKHOCTTA 3a
¢hapMakoKHHETHYHM B3auMozeiicTBHA. B PCAKH Cy4aH, NAUMEHTUTE JIEKYBaHH C KJIO3alMH MOTAT da
H3NaAHaT B JeJHP.

MHoro paznko ce cboGIaBa 3a ciyuau Ha KbCHA AMCKUHEIHS MPH NMaUHeHTH Ha JIEYCHHUE C KNO3ANHH, KOMTO
ca OWIM NleKyBaHH ¢ APYTH aHTHIICHXOTHYHH nexapersa. [lauveHTHTe, NpH xoHTO € OTHendA3aHa KbCHA
AMCKHHEIHS NIPH JIEUCHHE € NPYTH aHTHICUXOTHLM ca NONYYWIH noaobpeHue no BpEMe Ha TepanuaTa C
KNO3aMHH.

ChpaeyuHH HapYIUSHHS

Moxe aa ce MoABAT TaXHUKAPAKA M OPTOCTATHYHA XMIIOTOHMA C HIH 6e3 CHHKOII, 0CODEHO npe3 mbpBHTE
CCAMHLM Ha NeyeHHeTo. HYecToTaTa H TeecTTa Ha XHUITOTOHUNTA 3aBHCIT OT CKOPOCTTA U CTeleHTa Ha
YBEIH1YAaBaHE NpH TUTPHUpaHe Ha no3ara. IIpH fedeHHe ¢ Kio3anuH ce chobLIaBa 3a UUPKYNATOPEH KOJIAIC
B PE3yJITAT Ha TEXKKA XHIMOTOHHS, CBbP3aHA NO-CIEUHATHO C arPeCUBHO TATPHPAaHE Ha A03aTa, C BE3MOXKHH
TCKKH NOCACACTBHA KaTO CNHpaHe Ha ChbpAEYHATA XEHHOCT WIH NUUIAHETO.

MaJika 4acT OT JIeKyBaHUTE ¢ KIO3aNUH NaLUEeHTH nony4asar EKI" npomenn, cxoans ¢ Tesu, Habnronasanu
MPH IPYTA AaHTHIICHXOTHYHH CPEACTEA, BKIIOUHTENHO Jenpecus Ha S-T cerMeHTa M HOSBa Ha IJIOCKH WIH
o0bpHaTH T BBJIHM, KOHTO CE HOPMATH3UpAT CJIEA NpeyCTaHOBABAHE MpHeMa Ha Ko3anud. KIMHWYHOTO
3HAYCHHC Ha TE3H NPOABH He ¢ ACHO. Ha Te3u oTknoHeHna Tpabra obaue aa ce OOBpHE BHHMaHKE, Thit KaTO
ca HabMOAaBaHK MPH NALHEHTH ¢ MHOKAP/MT.

CbolluiaBa ce 3a W30NMpaHH clyyad Ha CBpPACYHH ApHTMHH, NEPHUKADIUT/IEPUKAPAHH H3IUBH M
MHOKAPAHT, HAKOM OT KOHTO ¢ datanen uzxon. Iloseyero oT ciayuaute Ha MHOKApPAWT BB3HUKBAT [1pe3
ITbPBHTE 2 MECELA Clle]l 3aMOYBAHE HA JIEYEHHETO ¢ KJI03anyH. 1o NMPHHUHN KAPAHMOMHOIIATHSA CE€ pa3BHRA
MO-KBCHO B XOAa HA JIEYEHHETO.

[1pu HkOM cyyau Ha MHOKapIHT (MpUGIH3UTENHO 14%) K MePUKAPANT/NIEPUKAPAEH HITUB Ce cho0IaBa
U 33 [109Ba Ha €03HHOQWIHSA; He € M3BECTHO, obaue, JanH €03HHOQWIHATA € HaJekIeH MOKa3ares 3a
Pa3sBUTHETO Ha KapuT,

IIpu3nHanmTe ¥ CUMOTOMHUTE Ha MHOKApIHT WIH KapAHOMHOMNATHA BKIIOYBAT MEPCUCTHPAIA TAXHKAP AU
B MOKOH, MannWTalyHd, apuMTMHH, IpbAHa OOnKa u APYrH NpH3HaUH W CHMITOMH Ha ChpIEYHa
HCAOCTaTBHHOCT (Hanp. HeoOJCHHMA yMopa, AHCIIHes, TaXHITHed ), WITH CUMIITOMH, KOUTO Hanonobaear
MHOKapAeH HHQApKT. Apyru CMMITOMH, KOHTO MOraT lia ca HAJIMLE B JOMBIIHEHHE HA FOPHHUTE BKJIIOYBAT
rPRIONOAOOHH CUMITTOMM.

MapectHM ca cny4yau Ha BHe3anHa, HeoGSCHEHa CMBPT Cp€A NCHXMATPUYHH MALMEHTH, MNOJydYaBally
KOHBCHLIMOHATHH 2HTHIICHXOTHMHH JIEKapCTBA, KAKTO U Cpell HEJIEKyBaHH NCHXHATPUYHH IMALUEHTH.
MHoro psnko ce cpobiaea 3a nogo6HM CMBPTHH CJTy4YaH NpH NaltMeHTH, TPETHPAHH ¢ KIIO3AITHH.

CBA0BH HapyLIEHUS
ChobimaBa ce 32 peiIKH cy4an Ha TpOMGOEMBOIHUIbM.

PecniuparTopHy, rpbIHK U MEAHACTHHATHY HADYLIEHUS

MHOro paako BE3HMKBAT MOTHCKAKRE HIIH CNHPAHC Ha IHIIAHETO, ChC UK 0€3 IHPKYIaTopeH Komanc (BX.
TOYKH 4.4 u 4.5).

CTOMaITHO-YPEBHH HAPYIIECHHS
MHoro yecTo ce HabmonaBar 3anek U XMNepcaTMBaLHs, 4 YeCTO rageHe 1 NOBpbillaHe. MHOrO pAgKo MOXe
fla ce pa3sue mieyc (BX. Touka 4.4). B penxu cmyuam jedeHMero ¢ KIO3ANMH MOYKE Ja € CBBLP3aHo C
aucarud. Moxe na ce cTurie no acnMpauys Ha npHeraTa xpaHa NpH NALHEHTH e

b K,

~
BCJICACTBHC Ha OCTPO HNpCAO3HpaHe. ,.-.,%}-"s
F

- ‘
s -~ A
XenaroOHIHapHH HapyIIeHuUs D [ 2 if..j:i_; Sk

Bp3MoxxHa € MosiBa Ha MPeXOAHH, ACHMITTOMHH MOBHILEHHS Ha 4EPHOAIPOOHHTE GHINMA M PANKY Kelf

-1 g
P

s 3 4 P
H XOJIECTATHYHA XBITCHUIA. MHoOro panko ce crobliaea 3a dyIMHHAHTHA yep ‘ ap 61,1@;.11@1599351. %7)
" ' B .t;‘ ' .

- et
. Il.klll- . F A - f;
=
‘ﬁ

. q.l. " - '-.._. .
. -t e -
N e A

NN & ) N 8
S e

-
[ __-'_..—""




110383 Ha XBATCHULIA, JIEYEHHETO ¢ KN03anKH TpAbBa Ja ce NpeycTaHOBH (BXK. TOYKA 4.4). B peaku ciyuau
ce choOIIaBa 332 OCTBLP MAHKPEAaTHT.

b1rOpeunn HAPVIIICHHSA
Cpob1asa ce 3a e TUHUYHHU ClIyYaH Ha OCTBP HHTEPCTHLMAJIEH HE(DPHT, CBBP34aHH C JIEYEHHE ¢ KIO3AMNMH,

HapyiueHus Ha Bb3NPOM3BOAHTENHATA CHCTEMA UM I'bpAATA

KiMa MHOrO penkH cro0LIeH s 3a CTy4aH Ha NPHANHIBM.

OOluy HapyleHHs W eEKTH Ha MACTOTO Ha NMPWIOKEHHE

ChobiiaBa ce 3a cryyau Ha HEBPOJENTHYEH MaJTHTHEH cuHApoM (NMS) npu nammentn, nomyuasamy
KJIO3aIHH CaMOCTOSATETHO WIIH B KOMOMHALMA C TUTHIA, MM ApYrY AelcTBAINY HA LIHC nekapcraa.

CbobmaBa ce 3a OCTPH peakuny Ha OTHEMAaHe [pH CTIHPAHE Ha JIEYSHHETO (BXK. TOUKA 4.4),

Tabnuyen cnuchHK HA HeXeNaHHTe peakLmy:

B tabnmuara no-gony (Tabmuua 6) ca o6o6IEHH HexemaHHTe peakunuu, c¢bOpPaHH OT CIOHTAHHH
CBOOLIEHUS U NO BpeMe Ha KITMHHYHH MPOYUBAHHA.

Tabauna 6: OleHKa Ha YeCTOTaTa HA BB3HHKBALLH 110 BPEME Ha JICUCHHETO HEXEIaHH PeakUHH OT
CMIOHTaHHH CHOOLIEHHA W CHOOLIEHHA IO BpeMe Ha KAMHHYHH NpOy4YBaHHA.

Hexxenanute peakiuu ca rpynupaHH o 4ecTora, KaTo € M3noj3BaHa CII€AHATa KOHBEHLIUA: MHOIO YeCTH
(>1/10), yectn (>1/100 no <1/10), neuectu (>1/1 000 no <1/100), penxu (>1/10 000 no <1/1 000), MHoro
peaku: (<1/10 000), ¢ HemspecTHa YecTOTA (OT HATHYHMTE NAHHU HE MOKe Aa ObJe HanpaBeHa OLIEHKa).

Hudeknun 1 vadecrannn

C reusBecTHa Cencuc*

4eCTOTa

Hapymienus ga KpbBTa H inMdHATA CHCTEMA

YecTu JleBKONEHUA/IOHIKEH NEBKOLUTEH Gpoii/HeyTponeHus, eo3uHOQuN,
JIEBKOLMTO32

Heuectn ArpaHymouuTosa

Penxu AHemus

MHoro peaxu TpombounTonenus, TpoMGouHTEMHS

Hapymenus Ha HMYHHATA cHCTeMa

C HeH3BeCTHa AHrHoeeM*, TeBKOLMTOK/IACTEH BACKYJIHT*, JIeKApCTBEH obpus ¢

4eCcToTa €O3HHODUIINA ¥ cucTeMHH cumnToMu (DRESS)*

Hapymienns Ha eRJOKPHHHATA CHCTEMA

C Heu3BeCTHa [Icesnodeoxpomouurom*

YeCTOTa

Hapymenusi 5a meTaGora3Ma B XpaHeHeTo

Yectu Hannasane Ha Tersio

Penkn JaxapeH Analer, HapyLIeH IMIIOKO3eH TONEPaHC, 3aT/IBCTABAHE™

MHuoro penku XunepocMonapHa KoMa, KeToalun03a, TEXKa XHTIEPTITHKEMHH,
XHIIEPXONECTEPOIEMA,
XHIETPHITHIEPUAEMHS

IIcHXHYHH HApYmeHs

Yectu Ausaprpus

Heyectn Anchemus

Penxu HecnokolicTeo, cheTosHHE Ha BB36Yyna

Hapymenus na HepBHaTa cucTeMa

MHoro yectu CeHIMBOCT/CeMpaHe, 3aMasHOCT

Yectu Hpunaasuw/ rbpuoBe/MHOKIOHHYHM MbPUOBe, EKCTparmpam
CHMNOTOMH, aKaTH3HA, TPEMOP, PUTHAHOCT, I1aBo6oIHe

Heuectn HeBpOnenTHYEH MaIMred CHHAPOM




Penku

Obswpranoct, aeaup

MHoro penku

KncHa uckunesns, o6cecHBHO KOMITYJICHMHM CHMITOMHE

C HeM3BeCTHa
4YecToTa

XoMHepruveH CHHAPOM (Clie]] BHE3amHO CIMpaHe Ha NpueMa)*, npoMeHH B
EEI™, nieBpoToHyc*, cHHAPOM Ha HeCIOKOMHHTE Kpaka*

Hapymenus Ha okoTo

YectH

3aMBraeHO 3peHKe

Copneunn Hapymenns

MHOro yectH

Taxukapnus

Hectu

[Tpomenu B EKT

Penku Lupkynaropen konanc, aputmMun, Muokapamr, MepuKapauT/nepuKkapacH
M3/1HB

Muoro peaku KapanomuonaTus, cspiieyeH apect

C Hen3BecTHa MuokapaeH HHpapKkT* **, Muokapaut * **, rppaHa 6onKa/aHruHa

4eCTOTA NEKTOPUC™, MpelchPAHO MbiICHe™, nanmuTauuu*, MHCybULHEHLHS Ha

MHUTpajnara Kjarna, CBbp3aHa C KﬂpﬂHOMHGH&THﬂ*, BbB BPE3Ka ¢ KJIIO3anuH

CuaoBH Hapymenus

YecTH CHHKOMN, OPTOCTATHYHA XHITOTOHNA, XHIMEPTOHUSA
Penku TpomGoeMbonuizbm

C Hen3BecTHa XUNOTOHHA*, BEHO3EH TPOMBOEMBONTHIBM
4eCToTa

PeCHHPATOPHH, TPHAHE H MEAHACTHHAIHH HapYIeHUs

Peaxn ACTnMpauus Ha PUEeTa XpaHa, MHEBMOHMA U HHEKUUH Ha AOJTHHTE
AHXATCIHH NBTHLLA, KOHTO MOTaT Aa Obaat daTaiHK, CHHAPOM Ha CHHHA
andHes™*

MHoro penku PecnupartonHa nenpecus/apect

C HeuseecTHa [Inespanen uznue*, 3anymwBaxe Ha Hoca*

YeCTOTA

Cromamuo-upeBHH Hapymenus

Muoro yectu

3anek, XunepcaauBaLus

Yec1u

I'afene, moBpbiake, GesaneTutue, CyxoTa B ycTara

Penxku

Jucoarus

MHoro penku

HPEBHA 0OCTPYKUKMs/MapanHTHYeH Heyc/PeKanHo 3aapHLCTBaHE,
yrojemMaBaHe Ha MapoOTHAHATA »J1e3a

C HeusBecTHa
YecToTa

MerakoioH *,**, uHTecTUHAICH HHpapKT/mcxemus *, ** UHTECTHHAIHA

Hekpo3a*,**, HHTeCTHHaNHa A3Ba *,** H HHTECTUHAJIHA nepdopanus * **
AHapHA*, CTOMALIEH AMCKOMOPT/KUCETHHU/AUCTIENCHA™, KOaUT*

XenaToOHIHAPHH HAPYIICHHS

YectH 110BHMLIEHH YepHOAPOOHH EH3UMH

Rare IlaHKpeaTHT, XenaTHT, X0IeCTATHYHA XKbATEHHLIA

Muoro penku DyIMHHAHTHA YepHOAPoGHa HEKpO3a

C HeusBecTHa HepHonpobuara crearosa*, yepHompoGHa Hekpo3a®*, XenaToTOKCHYHOCT?,
YEeCTOTA 4epHoapobHa ¢uGposa*, uMposa Ha depHms Apo6*, YEpHOAPOOHH

HAPYLICHHA, BK/IIOYHTETHO TAKWBA 4YepHOAPOOHH CBOWTHH, BOAELIM 10O
AHBOTO3ACTpAABALIH TTOCAEACTBHSA, KATO HAMPHMED YBPEXIaHe HA YepHUS
apod  (4epHOAPOGHO,  XOMECTATHYHO W CMECeHO), yepHoApobHa
HEAOCTATHLUHOCT, KOMTO Mmoratr na Owvaar paTaniuu ¥ TpaHctaHTauMs Ha
yepeH apob*.

Hapyniennsi A2 K0’KATA B NOAKOXKHATA THKAH

MHoro peaku

KoxHH peakupn

C HeusBecTHa
YyecToTa

Hapyuienns Ha nurmenraumsTa*

Hapymenus Ha MycKy/IHO-CKe/IETHATA CHCTEMA H CheAHHHTEIHATA THKAR

C HeHU3BeCTHA
yecToTa

Pabnomuonunsa*, myciynsa cnaboct*, MycKymHH cnasmu®,
Gonka*, cuctemen nymyc epuremarosyc *

Hapymiennst Ha 6b0pennTe H NHKOYHHTE NBTHINA

YecTH

PeTeHIA Ha ypuHA, HHKOHTHHEHLMS Ha YpMHa




MHoro peaxu TyOynounTepcTHLHANEH HEDPHT

C HeH3BECTHA bvbpeuHa HenocTaTbuHOCT*, eHype3a HOKTYpHa*

4YecToTa

Cheroanng, cCBbpP3aHH ¢ PEeMERHOCTTA, DONOBHSA B NOC/IEPOAOBHS HEPHO

C HeusBecTHa CHHOpPOM Ha OTHEMaHEe NPU HOBOPOAEHH (BX. Touka 4.6)

4eCTOTA

Hapymenus Ha BL30POH3IBOJHTE/IHATA CHCTEMA H IbpAATa

MHoro peaku [Ippnanuzsm

C HeusBecTHa Perporpagna eskynauus*

4ecToTa

O0mu rapywenns u egexTH Ha MACTOTO HA NPHIGKEHHE

Hectn HobpokauecTBeHa XUNEepTEPMHS, HAPYLUCHHA B
NOTOOTAEAHETO/PEry IaliUATa Ha TEMIIEPATypaTa, NOBHIICHA TEMINEPATYa,
OTIAJHAIOCT

MHoro peaxu BHesanHa Heo6ACHHMA CMBPT

C HeH3BecTHa [Tonuceposut*

4eCcTOoTa

HicnenBanusn

Penku [losuwena kpeatun ocdokunaza (CPK)

HapanfiBaHH®, OTPABSHEASA H YCA0KHEHAS, Bb3HHKHA/IH B Pe3YJITAT HA HHTEPBEHIHHA

HeuectH [lapanus (CBBP3aHHU ¢ NPHNAOBLM, IPEAU3BUKAHY OT KJIO3aNUH, CBHHJIMBOCT,
NOCTypalHa XMIIOTOHHS, IBUraTe/1Ha H CEH30pHa HecTaOMITHOCT)*

* HexenaHurte JIEKADCTBEHH peakLyH, MOJY4EHH OT NOCT-MapKETHHIOBHS OIMT ype3 CAOHTaHHH
CHOOLUEHHUA U CITyH4aH, ONMCaHU B IUTEpaTypara.
** Teau HexeNaHH JIEKAPCTBEHH PeaKLMM NMOHAKOra ca 61U daTaiHu,

Habnionasanu ca MHoro penku cvburusa Ha yawmkasaHe Ha QT uHTepBana, KOMTO MOraT na Guaar
cerp3aHd ¢ Torsades De Pointes, penpeku ue nuncar yOeauTenHH JaHHM 3a NIPMYMHHO-C/IEACTBEHA
BPB3Ka ¢ ynoTpedara Ha nekapcTBeHHS MPOAYKT.

Crobulanane Ha MONO3UPAHU HEXKEJTAHU peaKlvy

CrobLuaBaHeTo Ha NONO3KPAHH HEXENIAHH PeaKLH Clie/l paspeliaBaHe 3a yoTpeda Ha JIEKApCTBEHHUS
NPOAYKT € BaXXHO. ToBa MO3BO/ABA [ MPOABIDKH HAGMIOACHHETO Ha CHOTHOLLIEHHETO TON3a/PHCK 34
JIEKApCTBEHHS NPOIYKT. OT MEAULIMHCKHUTE CIICLIMANIHCTH Ce M3HCKBA Ja ChOGIIABAT BCAKA IOA03WpaHa
HEXKeNaHa peaKUMsA Ype3 HallMOHAIHA CHCTEMA 3a ChoOIlaBaHe:

HanwvaHuTeNnHa areHuHd no jgexapcTeara

ya. ,Jdaman I'pyes” Ne 8, 1303 Codun

Ten.: +35 928903417

yebcaitT: www.bda.bg

4.9 IIpeao3upane

B cnyyaure Ha OCTPO mpeAHaMEpeHO WM CAydvalHO Npefo3dpaHe HA KIO3aMHH, 332 KOWTO HMa
HHQOpMALM 33 M3X0/a, OTHETEHATA OO MOMEHT4 CMBLPTHOCT € 0Kojo 12%. IloBeuero OT ¢daranHuTe
ClyHqad ca CBBpP3aHH CBC CbPACHHA HEAOCTATBYHOCT MM NHEBMOHHMA MOpPAAH aCHHpPalMs U CE Pa3BHBAT
npu no3u Hax 2 000 mg. ma crobiuenus 3a nalMeHTH, KOUTO ca Ce BL3CTAHOBWIH OT NMpeao3upaHe ¢ Haj
10 000 mg. Ilpu manek Gpoiil BBE3paCTHH MHAMBHAM o6ade, 0cOGEHO TAKMBA, KOMTO [peXy TOBA He Ca
MpHCMAJIM KIIO3aMHH, NMpHEeMBT Ha A03M oT 400 mg e AoBen A0 KHBOTO3ACTPALUABAILM KOMATO3HH
CBCTOAHHSA H, B CIMH ClTyuaH, 0o cMupT. [1pu Manku acua npuemsT Ha 50 g0 200 mg e ngoren Ko ABIGOKO
CeIHpaHe WM KOMa, KOATO HE € JIETANHA.,

IIpy3HaLK U CHMITTOMMU
CoHNUBOCT, Jeraprus, apedaekcus, Koma, oOLpKaHOCT, XamOLUMHALL
CKCTpanupaMHUAHH CHMIITOMH, XHIIEppe]IieKCHs, ThPYOBE;, XHIIEPCATHBALH
BIDKAAHE, TEPMONAOMIIHOCT, XMNOTOHHSA, KOJANC, TaxXHKapAus, ChpAEYHH
[THEBMOHHA, JUCIIHESA, MPECITHPATOPHA AENPECHA HIM HEXOCTATHYHOCT.




Jleyeuue
Hama cnemmduynm aHTHI0TH 33 KII03aMHH.

CromalliHa MPOMHBKA H/WIH NIPHIOKEHHE Ha aKTHBEH BBIVIEH B ITbPBHUTE 6 Yaca clie MONTBIIAHETO HA
NIEKapCTBOTO. Masko € BepoATHO NEpHTOHEANHATA HATN3A U XEMOHATH34TA 13 ¢ OKAXKAT epeKTHBHH.
CHMNTOMATHYHO JIeHEHHE O HENPEKLCHAT ChPACHEH MOHUTOPHHT, CACACHE Ha JUIUAHETO, KOHTPOJT Ha
CJICKTPOJINTHTE H KHCCTHHHO-AIKAITHOTO paBHOBecHe. Tpabpa aa ce u3barsa ynotpebara Ha ennHedpuH
[IpH JIEYCHHCTO HA XUIIOTOHKATA, NOPaaAK Bb3MOXKHOCTTa 3 "0o6paTeH enuHepHHOB" edexT.

HeobXonuMo € HeNnpeKsCHATO MeJMUIHCKO HAaGMIIONEHHE B IPOXKDKEHHE HA TTOHE 5 IHH nopajau
Bb3MOXKHOCTTA 34 MMOABA Ha MO-KBCHH PeakLHH.

5. OPAPMAKOJIOI'HYHH CBOMCTBA
5.1 PapMaKoIHHAMHYHH CBOiicTBA

DdapMakoTepaneBTHYHA Irpyra; AHTHIICHXOTULIM; ANA3ENHHH, OKCA3ENHHH, THAZENMUHK U OKCENHHH
ATC xon: NOSA HO2

MexaHu3bM Ha IEHCTBHE
3a KM03alMH XATO AHTHICHXOTHYHO CPEICTBO € JOKa3aHo, Y€ ce pa3nd4yaBa OT KJaCHYECKHTE

AHTHIICUXOTHILIH.

IIpy (apmMakonOruyHH eKCIEPUMEHTH BelIeCTBOTO He MPEH3BUKBA KaTANETNICHA WIH HHXHOMpa
HHIYLIHPAHOTO OT anoMopduH iy aMmderaMuH crepeoTHNHO noBeaeuye. To uMa caMo ¢liabo Onoxupalno
ACHCTBHE HA AONAMHHOBHUTE peuentopu D, Dy, D3 u Ds, HO noka3sa BUCOK apuHHTET KM D4 peutenTopa.

(dapMakoIMHAMHYHH edekTn

Knozanun IIPUTEXKABA MOLIHH amuambaa,upeﬂeprmﬂﬂ, AHTHXOJMUHEPrUIHH, AHTUXUCTAMHUHOBH H
HHXHOHUpalK BL30YIHATA peakuua edexru. lokazaHo e, ue NpUTEKABA H AHTHCEPOTOHHHEPTHYHH
CBOMUCTRA.

KMMHHYHA e(PUKACHOCT U 6e30IacHOCT

B KNHHHYHU YCNOBHA KTO3aNHH MPEAM3BUKBA GBP30 H M3PA3eHO CeAHpaHE W OKa3Ba aHTHIICHXOTHYHHU
eeKTH MpH WH30PPEHHO GONHH C PE3UCTEHTHOCT KbM IPYTO MeAHKAMEHTO3HO Jieuenue. B Takupa clIydau
¢ I0Ka3aHO, Y€ KIIO3allHH € e()eKTHBEH NpH ob1eKyaBaHe KaKTO Ha [TO3IMTHBHHUTE, TAKA H HA HErATHBHUTE
WH30)PEHHH CHMITTOMH, IJIaBHO NPH NPOBEEHH KPDATKOCPOYHH H3NUTBaHHA. IIpu enHo orkpuro
KIHHH{HO NIPOY'BaHe, IPOBEACHO NPH 319 Pe3UCTEHTHH Ha JIeYeHHe NTALMEHTH, JIEKYBaHHU B NpOABIKEHHE
Ha 12 MeceLia, € OTYETEHO KIMHHYHO 3HAUMMO Moaobperte ipu 37% ot CTy4auTe B paMKHUTE HA IThbpBaTa
CEAMHLIA OT JICHEHHETO M NPH olile 44% B kpad Ha 12-Te meceua. IToxoGpenuero e onpeaeneHo kato 20%
MOHWKABAHE HAa CKOpA MO KpaTKaTa NCHXHATPHYHA CKana 3a oueHka (Brief Psychiatric Rating Scale)
CHpAMO W3XONHMA pe3ynrtar. OcBeH TOBa ce CLOOWABAa H 32 NoaoGpeHHe MO OTHOLIEHHE HAa HIKOM OT
aCICKTHTE HA KOTHHTHBHATa AUChYHKIHA.

B cpaBHeHWe ¢ KNACHYECKHTE aHTHUICHXOTHLM, KIO3aNMMH MPEH3BHKBA [O-MATKO IOJeMHU
CKCTpanpaMHOHH peaKUMH KaTo MAMCTOHHA, MapKMHCONMOAOOHW HEXEJIaHH pEaKUMH H AaKATH3HA.
[lpoTHBHO Ha KIACHUECKHTE AHTWUIICHXOTHLM, KJIO3ANMHH TPEAH3BHKBA cAabo WM He NpeIU3BHKBA
MOBHIICHAC Ha NMPOJIAKTHHA, KATO MO TO3W HAaYHH Ce H30ArBaT HeXxeNlaHW PeaKkUMH KaTO TMHEKOMACTHA,
aMeHOpes, raaKkTopes H HMNOTEHTHOCT.

[ToreHUMAHO CEPHO3HM HEKENaHH PpeakUMH, MPEOU3BHKAHH OT JICYEHHETO
rpaHyIOLMTONICHHATA H arpaHyJIOLIMTO3aTa, YECTOTATa Ha KOWTO € ONpeesieHa ChO
[Topann To3u prck, ynoTpebara Ha KNo3anmuH TpA6Ba Aa ce OrPaHMYH A0 NALHEHTH
Ha JieYCHWe WIM MAaUHEHTH C NCHXo3a npH Oonect Ha [lapkuMHCOH, Korarto
CTPaTCruy ca C¢ OKasalnH HeycHelluHH (BX. Touka 4.1) u nmpu kouTO Morar aa
XEMAaTOJIOrMYHH H3CnenBaHus (BxK. ToukH 4.4 1 4.8).




3.2 PapMaKOKHHEeTHYHH CBOlCTBA

Abcopbuug

AbcopOumsaTa Ha EpOpaTHO NPHIMKEHHUS JI03aHH € 90 1o 95% KaTo HHUTO CKOpPOCTTa, HUTO CTEIEeHTa Ha
abcopbLusATa ce BAHAE OT XpaHaTa.

KnosanuH e nopnoxen Ha ymepeH MeTaGonussM nipw NMBPBO NPEMHHABaHE, KOETO BOAY A0 abcomoTHA
OunonanuyHoct ot 50 10 60%.

Pasnpenenexue

IIpu paBHOBECHHM ycnoBHA, ako Ce JaBa [Ba ITHTH JHEBHO, TMKOBHTE HUBA B KPBBTA C€ OTKPHBAT CPEIHO
ciea 2,1 yaca (B awanason: 0,4 no 4,2 yaca), a 06eMBT Ha pasopeaencHue € 1,61/kg. Knosamus ce
CBBp3Ba B MPHOIHIUTENHO 95% ¢ IJTa3MEHHTE NMPOTEHHH.

brotpaHcdopmanua/MeTabonUIEM
Knosanun ce MeraGonuzupa nourd Hambano or CYP1A2 and CYP3A4 NpeOoy Ja ¢ce EKCKpeTHpa, U Ko

u3BeCTHa cTeneH oT CYP2C19 u CYP2D6. Ot ocHoBHHTE MeTaGONKTH, € JHHCTBEHO 3a JAHMETWIOBOTO
MPOK3BORHO € N0KA3aHO, Y€ € AKTUBHO. DapMaKoNOrHYHUTE My AECHCTBHA HANOZOOABAT Te3H Ha
KJIO3aIlHH, HO Ca 3HAYHTEIHO NMO-Ci1abu U No-KpaTKOTPpaiHu.

Enumunupane
Enumunupanero My e neydasoso cxc cpeaen TEPMHHAJICH MOJYXXHBOT OT 12 4yaca (B avanazon: 6 o 26

4aca). Cnen eMHHYHHA RO3H OT 75 Mg CPeaHHMAT TepMHHAJIEH MOTY>KKBOT € 7,9 yaca B NpOAB/DKEHHE Ha
moHe 7 nHuU. OT HENPOMEHEHOTO NIeKapcTBO B YPHHATA W beueca ce OTKpUBAT caMO CJIEeOH, KATO
npubsausurento 50% oT npunokeHaTa q03a ce €KCKPeTHpa noJ (hopMaTa Ha MeTaGONUTH B ypHHaTa H 30%
BBLB (ereca.

JIuHeiHOCT/HETHHEHHOCT

IloBuaBsanero Ha posute or 37,5 mg 10 75 mg u 150 mg, JaBaHW ABa ITbTH AHEBHO, NPH PAaBHOBECHO
CBECTOAHUE BOJAT [0 IHHEHHH, NPONMOPUHOHATIHH Ha A03aTa MOBHLICHHA Ha TUTOLITA MO KpHBaTa Ha
IUTa3MEHUTC KOHLEHTpaUuuy BbB BpeMeTo (AUC) 1 Ha MHKOBHTE U MUHHUMATHMTE TUTa3MEeHH
KOHUEHTpALHH.

3.3 IlpeaxaHHHYHR JaHHH 3a Ge3onacHOCT

[IpeaknHUYHHTE HaHHM He MoKa3BaT ocobeH PHCK 32 Xxopara Ha 0a3a Ha KOHBEHUHOHAJITHHUTE
(PapMakoOTHYHH HM3MUTBaHMA 32 6E30NaCHOCT, TOKCHYHOCT DA MHOTOKPATHO MNPHACKEHHE,
FCHOTOKCHYHOCT, KAPLMHOTEHEH NMOTCHUMAA (OTHOCHO PENPOAYKTHBHATA TOKCHYHOCT, BiK. TOYKa 4.0).

6. OAPMALEBTHYHHA JAHHH

6.1 CnHchK HA TOMOIMINHTE BENecTBa

JlakTro3a MOHOXHAPAT

LiapernuHo HumecTe

ITorngon K30

KonouneH 6e3BoaeH CHITHUHEB THOKCH
Marnesues creapar

Tank
6.2 HecnBMecTHMOCTH
Henpunosxumo.

6.3 Cpok Ha rogHocT

3 roaHHH




6.4 CoenHaJHH yc/I0BHA HA ChXpaHEeHHe
To3u 1exapcTBeH NPOAYKT He U3HCKBA CrIELHATHH YCNIOBHA Ha ChXpaHEeHHE.
6.5 BRI M ChABPKANHE HA ONAKOBKATA

Tabnerkure ca omakoBaHH B KyTHH, ChABPKALLH bnucrepu ot Anymunnit - PVC/PVDC.
Buaosu onakosku: 14, 28, 30, 40, 50, 60, 84, 100 wim 500 Tabnerku B baucrepu

He BcHukH BHAOBE OMaKoBKHM MoraT na 6boaT IMyCHATH B NMpoaaxoa.
6.6 Croeunanns npeanazuu MepKH opH H3XBBLpJIAHE H paloTa

HaMa cnenmanyy U3ucKBaHus.

7. IIPUTEXATEJ HA PASPENIEHUETO 3A YIIOTPEEA
Accord Healthcare Polska Sp. z o.0.,
ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,
[Tomua

8. HOMEP(A) HA PASPEILIEHHMETO 3A YIIOTPEEA

Per. No 20170173

9.  JATA HA ITBPBO PA3PEINABAHE/NIOAHOBSIBAHE HA PAZPEIIEHMETO 3A
YIIOTPEBA

Jlata Ha mepBO pa3pelnapane: 25.05.2017 r.
JlaTta Ha nocnegHo nmoaHosseaHe: 12.07.2023 r.

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

Axyapu 2026 .




