1.3.1 Quetiapine hemifumarate
SPC, Labeling and Package Leaflet DK

=S
U3NBAHUTENHA ATEHUNR N0 NEKAPCTRATS

1. HME HA JEKAPCTBEHUA ITPOAYKT Ko Xapavapueana v Fpeayn =T

Kventiax 25 mg film-coated tablets Kom Paz, Ne //&9 /o & / ’7 7

Kventiax 100 mg film-coated tablets

Kventiax 150 mg film-coated tablets Pagpeuietue No ......... ? .................... 1 6037“'“3

Kventiax 200 mg film-coated tablets

Kventiax 300 mg film-coated tablets | Ogobperug N9 /.

KeenTnaxe 25 mg punmuapanu TabneTku

Keeutnaxce 100 mg bnnvupann Tabnerkn
Keenrraxe 150 mg duaMupans Tabaetky
Keenruake 200 mg ¢punmupann Tabnerku
Keenrnakce 300 mg dunmapans Tabnetku

2. KAYECTBEH H KOTHYECTBEH ChCTAB

Beaxa ¢unmupana Tabnetka cpabpka 25 mg, 100 mg, 150 mg, 200 mg unu 300 mg KBeTHANHH
(quetiapine) (kaTo KBEeTHANMMHOB hyMapar).
[NomourHu BelecTBa: TAKTO3d MOHOXHAPAT.

23mg [100mg 150m 200mg | 300 mg

NaKTO3a
monoxunpar | 4,50 mg | 18,00 mg | 27,00 mg | 36,00 mg | 54,00 mg

3a mRJIHMSA CIHCEHK Ha NOMOLIHHTE BEIUECTRA, BibKTe Touka 6.1,

3. JIEKAPCTBEHA ®OPMA
®dunmnpana TabneTka.

Tabnerxure or 25 mg ca Kpbriu, Gnenoyepsens GuIMHpaHH TABAETKH ChC CKOCEHH pBloBe,
Tabnerkute o 100 mg ca kpurH, XKeATO-KahABY GUAMUpaHH TaONeTKY,

Tabnerkure ot 150 mg ca xpbriy, 6enu GUAMHPAHH TabJeTKM ChC CKOCEHH PHGOBE,

Tabnetkure ot 200 mg ca Kperiy, Geny GUIMHpaHy TabIeTKH.

Tabnetkute ot 300 mg ca nonoGHu Ha Kancyna, Senu GUAMHpaHH TabHeTKH.

4. KJIHMHWYHH JABHHU

4.1 TepanesTnyan NoKazaHANA

JledeHue na mmzodpeHus.

Jleuenne Ha yMEpPEHO TEXKU 0 TeKKH MaHHHEHM enuzonu. He e nokazano, 4e KBETHATMH npe,uuassa
OT PELMIHBH Ha MaHIIHH WK JelpecHBHH eNM3041 (Brk paznen 5.1). .
42 Jlo3upoBKAa K HAYHH HA MPHIIOKEHHE

Ksenruake Tpabea na ce npeanucea ARa NBTH JHEBHO ¢ WK Oe3 XpaHa, Yoo
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1.3.1 Quetiapine hemifumarate
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3a jeyeHHe Ha IH30(PeHK oblIaTa AHEBHA /1038 NPe3 MEPBHTS YSTHPH HHH OT JICUEHUETO Ha
wusohperys e 50 mg npes nspeua fed, 100 mg npes sropun aeH, 200 mg npes Tpetua AeH 1 300 mg
1pe3 YSTBBPTHA JEH OT JSUEHHETO.

Crien 4eTRBPTHS NeH N03aTa Tpadea Jia ce TATpupa A0 obuualinata edexTuBHA /(034 OT NOPAALKA Ha
300 — 450 mg/nHeBHO. B 3aBHCHMOCT OT KIHHHYHHA OTTOROP ¥ NOHOCHMOCTTA HA WHIMBHIYANHHA
DalHEHT KBM JIEKAPCTREHMS TIPOAYKT, AHSBHATA 1032 MOXE Aa Obje IpHrofeHa B rpasuiuTe Ha 150 —
750 mg/nHeBHO.

3a nedenye Ha MaHUHHN emu3044 Npy SHNOIAPHO Pa3CTPOKCTREO ODIMATA NHERHA 1032 NIPe3 NEPBUTE
9eTHPH OHH oT nedenreto ¢ 100 mg npes mepris Aen, 200 mg npes sTopus Acw, 300 mg npes Tperus
JieH 1 400 mg npes YeTRBPTHS JeH.,

IMocnenpamo kopurapade no Makcumym 800 mg/nHerHo fo mecTus ZeH TpIOBA a cTaBa upes
YBENIHYEHHE Ha Ji03ata ¢ He noseye oT 200 mg AxesHo. B 3aBHCcHMOCT OT KMHHYHKEA OTFOBOP U
MOHOCHMOCTTA Ha WHIUBHAYATHNTE IAIHEHTH KbM JISKAPCTROTO, A03aTa MOXKE A2 6 KOPHUTHpa A0
200 — 800 mg/nuerno. Obuuaiinara edexTHsHa 0034 ¢ B rpasuuuTe Ha 400 — 800 mg/nHerHoO.

Ipunoxenne Ipd NATHERTH B CTAPYECKA BBLIPACT:

KakTo BCHYKH aHTHIOCHXOTHYHH cpeRcTea, KpenTHake TpabBa Ja e H3NON3Ba ¢ BHHMAHAS NPH
MALMEHTH B CTAPIECKa BE3PACT, 0COOCHO B HAYATHEA ICPHO Ha A03Upane. B 3aBHCHMOCT OT
KITMHHYHHA OTIOBOP M MOHOCHMOCTTA HA HHAMBHAVAIHUTE HALMEHTH, TePHORA Ha THTPUpAHE HA
J03aTa ModKe Ja Oble Mo-TbABE H AHEBHATA J03a MOXE O Gble Mo-HUCKa OT Ta3H Ha NO-MIagnTe
nauyeHTH. CpeNHHST NTA3MeH KIHPEHC Ha KeeTHamun Seme peayumpan ¢ 30-50% npu nauueHTH B
CTapyecka Bh3PacT OTKOJIKOTO TO3H HA HO-MiafH NalHeHTH.

JeHa 0 OHOUIM:
Curypsoctta 1 eekTHEHOCTTA Ha KBeHTHAKC He © OUSHABAHA TIPH JeHa M FOHOLIU.

Briopeuno yepexnaune:
He e neobxonuma KOpeKIHI Ha KO34Ta OPH DAuHeHTH ¢ GrOpedHO yapexkaaHe.

HeproapoGuo yepexiaHe:

KserHanun ce merabonuarpa yerneno B uepans Apob. 3arosa Keenruaxce Tpabsa Aa ce M300N3a C
BHUMAaHUE TIPH HALMEHTH ¢ H3BECTHO YepHORpoOHO 3abongrane,

[Ipu nmatmenTHTE ¢ YepHOApoOHO YBpeKnane, fedeHUeTo TpaOBa Aa 3an04He ¢

25 mg/nHeBHO. B 3aBHCHMOCT OT KIIHHUUHMS OTrOBOP ¥ NOHOCHMOCTTA, A03aTa TpabBa Na ce
HOBHIIABA THEBHO ¢ 25 — 50 mg/aneBno Bo nocTHraHe HA edeKTHBHATA 034,

4.3 HpoTHBONORAIAHMA

CBpEXYyBCTEHTEITHOCT KBM AKTHBHOTO BEHIECTRO MIH KBM HAKOE OT IIOMOLIHHTE BELIECTBA.
EaHOBpeMeHHOTO NpHIIOKeHHe Ha nuroxpoM P450 3A4 unxuburopu, xakeuro ca HIV-nporeazuure
HMHXHOMTOPH, 230/I0BH aHTHMHKOTHLIYH, SpHTPOMHIHH, KIAPHTPOMHLIME H He(ha30k0H e
TPOTHBOTIOKA3aHO. (Bik Touxa 4.5).

4.4 Cpenuansy mpelympexneHus H CHeNHANNE NpeIna3Hd MEPRH BEpH yacTpeda eI
ot e
,;‘l‘ I '\“/"‘_‘ 4

ChHpaeyHo-ChI0BA 3A00/19B2ERY
Keenrtuakc Tpabea fa ce npHiara ¢ MOBHINEHO BHUMAHME TPH NANHEHTH ¢ H3BECTHO CHPAEYHO-
CHAOBO 3a00/IABAHE, MOIBUHO-CHAOBO 3a60A9BAHE MK ADYTH CHCTOAHNUA IPEAPasHONarallld KbM
XHITOTOHHS,
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1.3.1 Quetiapine hemifumarate
SPC, Labeling and Package Leaflet DK

KsetrapHH MOke a IpefU3BHKA OPTOCTATHYHA XHIIOTOHUA, 0CODSHO HO BpeMe Ha HAvajHHA TEPHON
Ha THTPHPaHE Ha J034T1a. AKO TOBa ce CIIYUH, TpS!GBa Ja c& MOHHMH O03aTa HIH IMOCTEIEHHO a03aTta
Ja ce THTpHUpa.

I'epuose

Ipu xOHTPOIHpPaHH KTMHAYHM IPOYYBAHHS HE € HMaJIO pasiHKa B YSCTOTATA Ha I10SBa HA TEPUOBE
Npy MAHUEHTH NeKYRaHH ¢ KBETHATIHH HIIH Te3H Ha mane6o. KakTo BeMUKH ocTanany
AHTHIICHXOTHIHH CPEACTRA Ce NPENOoPh4Ba MOBHIIEHO BHUMAHKE NP JISMEBHETO HA MAITHEHTH, ¢
aHaMHe3a 34 EPYO0BE.

Excrpanapamugainn caoaromu (EXNC)
ITpH XOHTpONHpPaHH KAHHAYHU IPOYYBAHUS PHCKBT OT €KCTPAMHPAMUIHH CHMITOMHM TIPH
H3M10J13BaHe B NPENOPBYHTENHNS JI030B JUanazol He Oellre 110 pasiideH OT TO3M MNpH wiaueso.

KocHn JHCKAHEe3 NN
Ipu noABaTa Ha MpU3HALM MM CHMIITOMH Ha KbCHH AUCKUHE3HH, Tps10Ba la CH 0OMHCTH
TIOHIKAaBaHe Ha M03aTa WK NPEyCTAHOBsBaHe Ha edeHneTo ¢ Keentunake (Bik Touka 4.8).

HeppoaenTanien MajHTHeH CHHAPOM

HepponenTauHUAT MaJIMTHEH CHHAPOM €€ CBBP3BA C JICUSHHUETO ¢ AHTHIICHXOTHYHH JIEKAPCTBa,
BKJIFOUKTENHO U ¢ kBeTHanuH. (Bik Touka 4.8). KoiMrnaHNTe TPOSBH BKIIOYBAT XUMEPTEPMES,
MIPOMEHEH NCHXHYEH CTaTyC, MyCKYJIHA PUTHAHOCT, BereTaTHRHA HeCTaGHIHOCT M IIOBHLIEHA
kpeatiHuH QochokuHaza.

B Takee cayyaii, neueHnero ¢ KBentuake TpsOBa fja ce IPeyCTAHOBH H J1a €& 3aI0YHe MOXXOALIO
JIeUeHHe.

Bzaumoneiicreus
Bk cpmo Touka 4.5.

EnxsospeMeHHOTO npunokerne Ha KBeHTHAKC ¢ MOLIHK HHAYKTOPH HAa YEPHONPOOHHTE CH3HMH KaTo
Kap6amasermH HIIH Q)CHHTOHH MOXKE SHAUMTENHO 1A [TOHHKH HNa3MeHaTa KOHICHTpalusa Ha
KBETHAITHH, KOSTO MOJKE Ja TIOBAMAC BhPXY €(pHKACHOCTTA Ha IeueHHeTo ¢ KBeHTHAaKC.

Jleuenne ¢ KpenTHakc npu MANMEHTH, KOUTO H3HO0/3BaT HHAYKTOPH HAa YepHOAPOCHHTE SH3HMH
TpsAOBA 1a 3all0YHe CMeM ApeneHKa Ha [oN3aTa OT TeparnuaTa ¢ KBeHTHaKe cpely packa OT
IpeyCTaHOBABaHEe HA TepanuiATa ¢ HHAYKTOPH Ha YepHOAPOGHUTE eH3UMHU. Baxkuo e Beska npoMsHa B
JozaTa Ha MHAYKTOpa Ha YepHOApOOHHTE €H3MMHE fa ObJe MocTeNeHHa. AKo € Heo0XoauMo,
HHAYKTOPMTE Ha 4epHOAPOOHHTE eH3MMH TpsaOBa Ja ce 3aMEHAT ¢ He-HHAYKTOPH (Hanp. HATPHEB
BaIpoat}. EMHORpeMeHHO NpHIIoiKeH e ¢ APYTH HeBPOJIETITALIN TpIORa Aa ce H3darea.

XuneprimreMusn

XuneprauxkeMHus HIH ekzalepOaiius Ha Npeaxokaan] JHabeT ca choOIIABAHH B MHOTO PeIIKH CIIyHan
IO BpeMe Ha jeueHHeTo ¢ keetnarnud, [Ipenopbusa ce moaxonauo KiMHHYHO MOHHTOPHpPAHE TIpU
TMALMEHTH ¢ AHAGEeT M TIPH NALHeHTH ¢ PUCKOBM (pakTOpH 3a pa3BUTHE Ha AuadeTec MemuTyc (BIK
TouKa 4.8).

Yapmxasane na QT unTepeasa

[Tpy KTHHUYHH APOYYBAHHA | TIPH MPUIOKEHHE CHIMIACHO KPaTKATa XaPAKTEPUCTHKA Ha TIPOOYKTa,
TPHIKEHHETO Ha KBeTHANHH He ¢ OHII0 CRBP3BAHO ¢ YB/DKaRaHe Ha abcomoTrute QT-HHTSpRAIH.

Benpeks ToBa yaEKkapaHe Ha QT-urTeppana € 6o HaGMONABAHO NIPH Npefo3upane (BIK TOYKE - =

4.9), KakTo npH BCHUKH APYTH aHTHIICHXOTHYHH CPEACTBa, HEOOXOMHMO € MOBHIISHO BHHUM: BiHE. ACTIEH 'r?:;: -
npeamucBaleTo Ha KpenTHake B KOMOMHALIHA C IEKAPCTBEHM IPOIYKTH, 33 KOHTO € H3BECEHY; qe/‘"“\ e \‘:
yrbmkasaT QT- unrepeana (Biok Touxa 4.5). Takora noBHIIEHO BHUMaHHE € BOKHO Hall- ‘é/eqe {: \ 2’
TIPHIIOKEHHE [IPHU MAIWEHTH B CTapUecka Bb3pacT, NPU MALHEHTH C BPOAEHO }’II'I:II}KaBaHG Ha QT C

'ii - = e !;i
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1.3.1 Quetiapine hemifumarate
SPC, Labeling and Package Leaflet DK

HHTEPBANA, 23ACTOHHA CHPACUHA HENOCTATRYHOCT, ChpAEYHA XHICPTPO(H, XHITOKANHEMUS UK
XHIIOMarHe3HeMHs,

Peaknun HA BHe3ANHO NPEKbLCBANE

CHMIITOMHTE Ha PEakUHATE Ha BHE3ANMNOTO HPEKLCBAHC BRAYBAT MaigHe, MOBPBIIAHEC U 6e3chHuE 1
Cca OINHCaHH MHOI'C PANKG CIISH BHE3ANHO CIIHPAHC HA BHCOKH AO3H HA AHTHICHXOTUYHUTE CPEACTBa,
MoraT OTHORO Ja ¢€ NOABAT MCHXOTHUHETS CHMITOMY B HMa crobIHenus 3a 3360]15{331{1/1}!, CBbp3aHH
¢ BHE3alHO H HEKOHTPOMUPYEMH HBHXCHHWS {T&KHBB. KATO aKaTH3da, AUCTOHHA HIH JlI/lCKPIHC3PI5I).
3artora ce MPENOPBYEA MOCTEIIEHHD OTHEMAHE.

Hanuentn B CTAPIECKA BHIPACT ¢ BCHX03A, CBhRP3AHA C ACMEHIINT
Kpernanun se ¢ 0)106]33}{ 3a JICUCHHE Ha NANMNCHTH © OCHX034a, CBBP3aHa ¢ JCMCHIHA,

IMpubnusurento 3-KPaTHO YBEAHYEH PHCK OT MO3BYHO-CHAOBH HEXKENAHM PCaKIMK ¢ 61N ycraHoBeH
NpH PAHAOMUIHpAaHH, NMNaUed0 KOHTPOAHPAHH MPOYUYBAHHMA NPH TIOMVAANUA OT JNEMEHTHO OONHM C
HAKOH ATUIIHYHH AHTHOCHXOTHIH, MexanusMbT Ha TO3M NIOBHIISH DHCK HE & H3BECTEH. Y BENHYEHMAIT
pPHCK He Moxke Ja ObJe MSKIIOYMEH 3a& APYIH AHTHNCHXOTHLM HIH IPYFH NONYNANMH NALMEHTH.
Ksernanun Tpabea pa ce M3MON3Ba ¢ BHHMAHNE NP MALHMEHTH C PHCKOBH (AaKTOPH 32 MOIBUSH
HHCYIIT.

ITpu mMeTa-aganus Ha aTRNMYHH AHTHNICHXOTHYHE JSKapeTea, © AOKNaABaHo, Ye NPH HalUeHTHTe B
¢TApYeCKa Bh3PACT ¢ NICHX03a, CRBP32HA ¢ JEMEHIHSA, CBINCCTBYRA BOBMIISH PHCK OT CMBPT B
cparHeHHe ¢ mnaneto.

Boipeku ToBa, npd Ase 10-ceamuunn maneGo-KOHTPOAHPAHH IPOYYRAHUY C KBETHAHH NPH ChLIATA
nomynamus naupeHTs (n=710; cpexra »e3pact: 83 romuHy; AManasoH: 56-99 rogHHK) PHCKBT OT
CMBPTHOCT IPH JICKYBAHKTE ¢ KBETHATIHH TIANHeHTH € 06un 5,5% cpemy 3,2% npu nnanefo rpynara.
IManueHTyTe B TE3H MPOYYBAHHS €A YMPENH MOPARY PA3NHYHK FPHUHHM, KOMTO ¢a OUIM OYaKBaHHU 3a
Ta3y nonysaanusd. Te3u JaHHU He YCTAHOBSBAT NPUYMHHA B3AUMOBDPBIKA MEKAY JICUSHHETO ¢
KBETHAIIHH H CMBPTTA NPH MALHEHTH B HAGPEIHARA BE3PACT © NSMEHIMSL.

JonbaunTeNHA HEpOpMANHS

Hma orpaHndeHa HHGOpPMALHS 33 €HHOBPEMEHHOTO TIPHICIKEHHE HA KBETHANHH H BaNINPOAT MiTd
JATHH ITPH JISYCHHETO Ha YMEPEHO TEXKKE H TEXKY MaHHITHH eIH30MH, BEOPEKH ye KOMGHUHUpaHaTa
Tepanua ¢ Suna gobpe noHacsHa. (Bwx Touka 4.8 1 5.1), JlaHHuTe MOKA3BAT AAUTHREH edeKT Npes
ceJaMuua 3 oT nedeHueTo. Jpyro npoyypaHe He r10Ka3sa aAHTHBEH eeKT CASK HIECT CeIMUYHO
nevenue. Hama nndopmauys 3a koMOMHEpaHa Tepailis 32 ToBeue OT § CeAMMIH.

To3m nekapeTBReH NMPOXYKT CBABPKA AAXTO34, [TalHeHTHTE ¢ BPOAGHA PAlaKTO3Ha HENOHOCHMOCT,
Lapp naktasen peduupT U rioko0-rajakTo3Ha Manabeopbuma He Tpabra na IpHeMar ToBa
JIEKapCTRO.

4.5 B3anmopelicTBHA ¢ APYrA AeKAPCTBERM CPeACTBA H ApYTr# dopMa Ha B3auMoaeiicTBHe

Iopanu mepeuuHBTe e)eKTH HA KBETHATIHE BBPXY LEHTpAAHaTa HepBHa cHcTeMa, Keenrrnaxe tpabea
Jia ce MpUIIara ¢ MOBHMIIEHO BHUMAHHE NIPH KOMOHHHPAHE ¢ ACKAPCTBA ¢ LEHTPANHO NeliCTBHE U ©
ANKOXOIL.

Huroxpom P450 (CYF) 3A4 e repeHUHO OTrOBOpeH 3a LHTOXpaM P450-Meauupanns MeTabonmsam Ha
KBeTHaNuH. B npoyusane, npu 3apasi noGpoBOMIH, SIHOBPEMEHHOTO NPIIIOKEHHE Ha KBETHUAMIES.,
ketokoHazon { CYP 3A4 nuxuburop) e noseno 1o 5- no 8-xpatHo nosuinenue Ha AUC, unnara*'né'; ) ;‘23\
keeTHanuH. [To Ta3n nmpHuHHA, EXHOBPEMEHHOTO NPHICKEHHE HA KBETHANHH ChC CHIIHY CYP’3EZ¥' C "
HHXHOHTOPH e MPOTHBONOKa3ano. He ce npenopsyBa M NPHEMAHETO Ha KBETHANMH enHonemeHHO AR
CBC COK OT rpeingpyT. . ", 1 i}
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TIpu dapMakoKHHETHYHO NPOyYBaHE C MHOTOKPATHO AO3HpaHe € HaOmIoJBaHo, ue IPEeATHCBAHETO Ha
kapbaMazeniH (M3BECTeH HHAYKTOP Ha YepHOAPOOHY €H3UMH) 110 BpEMe Ha JIEYeHWe ¢ KBeTHATIHH
3HAYHTEHO NORUIIABA KIUPBHCa Ha KeeTHarniH. Tora yRenuueHHe Ha KIHPBHHCA € HAMAJIHITO
EKCTIO3MLMATA Ha KBeTHanuH (M3MepeHa kato AUC) no cpexno 13% B cpaBHeHue ¢ Tazu Npu

npuiarade camMo Ha KBETHAIH. B PE3YIITAT Ha TORa B3aMMOAEHCTBHE MOXKE Ja Bh3HHUKHE

NOHMMKABAHE HA IUIA3MEHHTE KOHIEHTPALHH, KOETO Aa C€ OTPa3H BBPXY erHKaCHOCT'I‘a Ha JICYCHHETO

¢ KpenTHaxc,

EQHOBpEMEHHOTO NPHAOKEHHE HA KBETHATIMH H (PEHHTOMH (IPYT MHKPO30OManeH eH3HMeH HHIYKTOp)

NPUYHAABA NOBHINABAHE HA KIIHPBHHCA HA KBSTHANHH C NpUubausuTento 450%.

JleuenueTo ¢ KBeHTHAKC NMpH NalHeHTH, KOMTO NOJyYaBaT YepHONPOOHH eH3UMHH HHAYKTOPH,
TpsOBa Ja cTaBa cjiefi BHUMaTe/IHa [IPeleHKa Ha ChOTHOILIEHHETO [ON3a OT JieueHneTo ¢ Kesentuake
CpeEIIy PHCKa OT PeyCTaHOBABAHE HA JISUEHHETO ¢ HepHOAPOOHUS eH3UMEH HHAYKTOP. BakHo e
BCAKa NPOMAHA Ha YePHOAPOOHHUA eH3UMeH HHAYKTOD Jia cTaBa rocteneHHo. I1py neobxomnumocr,

4epHOAPOOHUA eH3HMEeH HHAYKTOp TpAOBa Aa Obae 3aMeHeH ¢ He-HHAYKTOP (Hamnp. HaTpues

BAJINPOAaT) (BKK CBHILIO Touka 4.4).

QapMaKOKHHETHKATA Ha KBeTHAIIHH He ce IIPOMEeHs 3HAYHTENHO OT eAHOBPEMEHHOTO NIPHIICKEHHE Ha
aHTHAENpecaHTH, uMunpamuH (usBected CYP 2D6 unxuburop) mmu duyokceTuH (ussecren CYP

3A4 u CYP 2D6 uuxuburop).

(I)apMaKOKHHeTPIKaTa Ha KBETHAIIHH HE C¢ IPOMEHA 3HAUHUTEITHO IIPH €THOBPEMEHHOTC MPHEMAHE ¢

aHTUINCHXOTHILH, PHCIEPHACH WIH Xanonepuzon, Ofave eNHOBPEMEHHOTO NPHIOKEHHE Ha
KBETHAIMH ¥ THOPHAA3HH IOBHINABA KIKPHHCA HA KBeTHANHH ¢ npubnusuTento 70%.

(I)apMaKOKPlHeTHKaTa HA KBCTHAIIHH HE ¢€ NMPOMEHA 3HAYUTEAHO HPH €THOBPEMEHHOTO ITPUeMaHe ¢

HHMETHAKH.

(I)apMaKomHemKaTa HA AATHA BE CC NPOMEHA IIPH SAHOBPEMEHHOTO NPHITAraHe ¢ KBETHAITHH,

(DapMaKOKHHeTHKaTﬂ HA HATPMEBUA BAAOPOAT H KBSTHAITEH HE CC IIPOMEHAT B KITHHHYHC 3HAYHMA

CTEIICH KOraTo Ce rpaeMar B KOMOHHALHA.

(Impmamm NPOYYBAHKA 38 BIABEMOASHCTRHE Che ChPUCYHO-CBIOBH JICKAPCTRS HE Ca IIPOBLIKIARN.

Ipenops4ea ce NOBHIIEHO BHUMAHNWE IIPH €IHOBPEMEHHO JICUCHHE C APYTH JISKAPCTREHH IIPOIYKTH,
KOHTO MOTAT Ja yABRLKAT QT-HuTepal [Ipenopbusa ¢e NOBHIIEHO BHAMANHE, KOIATO KBETHAIMH Ce
HpRIIara eJHOBPEMEHHO C JPYTH JEKAPCTBReHH IPOAYKTH, KOMTO MOFaT Ja NPHYHHAT SASKTPOIMTHH
HAPYIEHUA HAND. THAZHIHA JUYPETHIH (XHIIOKATHEMHS ), ThH KATO Te YBEJIMUABAT PHCKA OT

SNORAYHECTBOHN APTMUA.

4.6 Bpemennoct H KepMene

CrryprOeTTa H Ge30TTACHOCTTA HA KBETHAITME TIPH YOBEKA 110 BpeMe Ha GPEMEHHOCT He ¢a NpOoyUBaHH.
Hpoyupanisra IpH MUBOTHH He ca NoKazaly yrpexgamp edexta. BrsmoxHnTe edextd BhpXy ouure
na emBpuona He ca npoyuerH. 1o task npauna, Keenrnake tpaGea Ja ce nprsara no BpeMe Ha

6p&M®HHOC’l‘ CaMO KOTATO MOJI3aTa 33 Makikara NPEBMITAERA, MOTERNHAMHEA DHOK 38 10404,

HaBmonapauy ca CHMIITOMH Ha OTHEMAHETO B CITYYaH, KOraTo KBeTHATHE & Gun TIDHITANAH YO BPeME

Ha GPEeMEHHOCT,

CreneHTa Ha SKCKPOLMS HA KBETHAIME B HOBEIIKOTO MAAKO He ¢ H3pecTHA. Ilopamm ToRa, K'bpmeﬂe'm -
Tps#6Ba Ja ce NpeyCcTaHOBM 10 Bpeme Ha npHema Ha Keenrnaxc,

4.7  Ederr pppxy cnocobunocrra 3a modupane 1 patora ¢ Mammuyy
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Hmaiixy npeqBua NEPEUMHHTE epeKTH Ha KBETHAIMH BBPXY LEHTpaNHaTa HEPBHA CHCTEMA, TOH MOXe
Zi4 MOBJIHAS BEPXY AeHHOCTHTE, KOUTO M3KCKBAT NCHXMYHA KoHLeHTpatusa. [To Tasu npuuunHa,
namueHTuTe TPAGRa Ja u30ArBaT mohHpaHeTo MK paboTaTa ¢ MALIMHK A0 H3ACHABAHE HA
HHAVBUIYaNHATA UM YyBCTBHTETHOCT.

4.8 HexenaHd JeRapCTBeHH PeARIHE

Haii-yectrre BexXenanu PeaKkuu chobINaBaHu IpPH APHIIOMKCHHEC HAa KBETHAITMH Ca: CHHIHBOCT,
CBETOBEPTEXK, CYXOTA B YCTaT4a, JICKA aCTeHHA, KOHCTHIIAUNWs, TAXHKaphAHA, OpTOCTaTHYHA XHITOTOHHUA
H AUCIICTICHA.

Kaxto 1 npu ApyruTe aHTHICHXOTHLH, JISYSHHETO ¢ KBETHANMH MOXKE Ja ce CHIPOBOXKIA ChC
MOKaYBaHe HA TEIVIO, CHHKOII, HERPONUNTHYEH MATUTHEH CUHAPOM, JIEBKOTIEHUS, HEYTPONEeHH U
nepudepH OTOLH.

UecToTara Ha HeXENaHNTE PEaKIHK ca MPeNCTABEHH KaKTO ClielBa: MHOrO yecTH (> 1/10), yectu (>
1/100 u < 1/10), Bevectn (= 1/1000 u < 1/100), penxu (> 1/10 000 u < 1/1000}, MHOTO pesKu

(< 1/10 000). Bwe Besika rpyna, HEXXeNaHHTe peakLdH ca TIofipeJIeHH B IOCOKa Ha oTcia0BaHe Ha
CePHO3HOCTTA HM.

Ipoyusanusn

Yecru: HOKAaYBaHEe Ha TEerJio, YBeJIMICHHE Ha CEPYMHHUTE TPAHCAMMHA3ZH
(ALT mu AST)*

HeUecTH: yBeNMueHHA Ha TaMa-G T4, yeennuenue (non-fasting) ma nusara Ha

CEPYMHHUTE TPHINIHUCPHAH, VBCIIHYCHHE HA 06H.IPIH XoJiecTepodl.

Cepeunn HapyWeHN

YeeTm: TaxuKapaus

Pemxu: Vaemkapane ga QT-HHTepBaNa’, KAMEpHH apHTMHH (KaMepHO
MBIKIEHe, KaMepHa TAXHKapOHs) , BHe3arnHa HeobacuuMa cM1>pT8,
cepaedeH apect’, Torsade 3a Pointes®

Hapyuienns Ha KPHETA U JMM$pHATA CHCTeMa

Yecrn: HGBKOHGHI/IHS

HEUSCTH: Eozunohnnums

MBHOro peoki: | HEYTPOTEHHS

HAPYHICHHNS HA HEPBHATA CHCTCMA

MHOFO 4eCTH: | 3aMASHOCT’, COMHOIEHTHOCT , [JIABOGONNE

YecTn: CHHKOIT

HEYCCTH. I"'Bp'-lOBBl

Msuoro PeAKH. | KbCHaA I[HCKPIHGSI/IH7

Pecmlpa'ropml, FPBAHH H METHACTHHAJIHH HADYUICHHSA

Yecrn: | parAT
I'acTpoRHTECTHHAJHN HAPYIIEHA
Yecra; | cy%oTa B yeTara, KOHCTHIALMS, THCTICTICHS

Hapymemm HA KOXKATA H NOAKOKHATA THK2H

Muoro penxu: | AHrHoeneM’, curnpom Ha Stevens-Johnson’

Hapymennus ua MeTadoJH3Ma H XpaHeHeTo

Muoro peakn: | Xunepriakemus ">, nuaberyc MeanTyc >’

CuaoBu HapyuIeHHs P i
YecTH: | OpTocTaTHYHA XHOOTOHMS R gwl’;f:iv.?:i;;\‘?‘
O0um Hapymenan 1 epeKTH HA MSIICTOTO HA IPHIAMKEHHE RN ”# ST
Yecth: JTIeKa acTeHMs, eprudepeH efleM o g
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1.3.1 Quetiapine hemifumarate
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PEAKH: | anoKaYecTBEH HEBPONENTHIEH CHEAPOM

Hapyienyua Ha NMYHHATA CHCTEMA

HeYeCTH: | CBPBEXUYBCTBHTCIIHOCT

Xenaro-0HINADHH HAPYIICHHA

pEIKH; JCBITEHHLA’

MHOI‘O pe):ucﬂ: XeHaTI/ITT

Hapymenas na penpoayKTHBHATA CHCTEMA H FLPARTE

penKu: | npHanIEM

1. Brox TOuKa 4.4.

2. COMHOIEHTHOCT MOXE f1a Ce TOSBH Ipe3 LPBHUTE ABE CEAMHIHM HA JISYSHHETO H OOMKHOBEHO
H3Ue3Ba IIPU NpONBIDKABAHE HA JICYSHHETO ¢ KBETHANMH,

3. He ca HaOmoJaBaHH Cly4ad Ha NPOABIDKUTEHA TeXKA HEYTPOIIEHHS WM arpaHyJIOLUTO3a Mo
BPEME Ha KOHTPONHPaHH IIIHHHYHH HPOYUBAHHA C KBeTHANHKH. 10 BpeMe Ha NoCT-MapKeTHHIOBO
npocielseaHe € HabMogapaHo OT3BYYaRaHe HA JIEBKOTICHHATA W/HAH HEYTPOIICHHATA IPH
MPEYCTAHOBABANE HA JICUSHHETO C KBETHAINHH. BE3MOXKHH PHCKOBH (DaKTOPH 34 JIeBKOHEHHS H/HITH
HEYTPOHEHHATA Ca ChIIECTBYBAILHTE NIPeAH TOBA HUCKH HURA Ha OeNMTe KPHBHH KICTKH H aHAMHe3a
32 JIeKapcTBO-HHAYIMpaHa JICBKOICHUSA W/HIIK HeyTPOTIeHHU.

4. Ilpu HAKOH NALMEHTH, [OTy4aBailll KBeTHANMH, ce Ha0moJapa ACHMITTOMATHYHO MOBHIIABAHE
HHBOTO Ha cepymHata TpaHcaMmuHaza (ALT, AST) unu rama-GT Hueara. ToBa nopumeHue
ofnxHOBeHHO ¢ Guno 0OpaTHMO NPH TIPOABIDKARAHE Ha JISYSHHETO C KBETHAMH.

5. Kakrto npy ApyrH aHTHNCHXOTHLI ¢ afpeHepriyia andal penentopHa 6n0oKxUpalla akTHEHOCT,
KBETHAIIHH MOKe Ja IPSAH3BHKA OPTOCTATHYHA XUIIOTOHUA CEBP3aHA ChC 3aMAakiBaHe, TAXHKAPAUA H
TIPH HAKOH IMTALMEeHTH - CHHKOTI, Haii-Beve HpH IEPEOHAYATHO IPHEMaHe Ha Jo3aTa. (BIDK Touka 4.4.).
6. XunepriukeMud N exszavepbanid Ha nuabera e HadnronaBan Npd MHOTO PEIKH CIYJaH.

7. H3uHCIIBAHETO HA YECTOTATA HA HEXKEJIAHH PeakliMM Cce OCHOBARA HA MTOCT-MapKEeTHHIOBUTE
JaHHH.

8. Te3u ethexTH ca XApAKTEPHH 34 KRACA HEBPOISTITHIIH.

VYrorpebara Ha KseTHAITHH Ce CRHP3Ba ChbC ci1ado A030-3aBHCHMO HaMAaJICHHE Ha HHBATA HA
TUPOHIHUTE XOPMOHH, OCHOBHO Ha 061w T4 u ceobomuure T4 wusa, [omwxenueto na o6y T4 u
cBoBOaHMA T4 & MAKCHMAIHO NIPes IThPBUTE LBE IO HETHPH CeAMHLH OT JeHeHHeTO Ges 1o~
HATaThIIHO CHILKABAHE TIPH MPOABILKMTENRO NEUSCHHE. B MOYTH BCHYKH CILyuan YIPEKPaTIBaHeTo Ha
NEYEHHETO ¢ KBETHAIMA € Ori0 cakp3ano ¢ obpardo passurie Ha edexrure REpXY 00mus T4 1
croboanua T4, He3aBHCHMO OT NPOABIKHTEIHOCTTA Ha JIGUEHHETO.

Hlo-manxu mopuxesns Ba desara wa obost T3 n ofparam T3 (r13) ca nabaoaasany camo 1pH mo-
BHCOKH 034, Hupara Ha tupoxcus-ceepsania rrobynud (TB(G) ve ca ce npoMeHsUIH 1 He ¢a
HaOMOAABAHK PELUNPOYHHE IMOBHIICHHA KOHUCHTPALMATA BA THPOTPOITHHA (THPOMNCTHMYTHPALLMS
xopmo, TSH). Hama gasiu KBeTHANMH 18 NPHYHHARI KTHHEYHO 3HAYHM XHIOTHPOWIMZBM,

4.9 Ilpenozupave

Hma orpasiged onaT o1 KITHHEMHYE MPOYYBAHES IPH MPej0supane ¢ KpeTHamis. Cuesssaliy 1o3m
xsernanuH 1o 20 g ca Ounm npremMany Oes QaraiaH NOCISIHIH H [ALMEHTHTE ¢a C& BE3CTAHOBHIH
HarpIHO. ITpH nocT-MapKeTHHIOBHTE TIPOYHBAHHA ca HaOMOTABAHH MHOTO MANKO CIYYan Ha
CAMOCTOATENHO NPEJOSHPaHES ¢ KBETHATIME, KORTO Ja BOAAT IO CMBPT HIH KOMa MM YAbIKapate Ha
QT-uurepeana,

Hai’a~05m0, GPH3HAHTS Ca DEZYIITAT OT 3aCHIIBaHe HA IIO3HATHTS cbapMakonomqmn e(I)EKTH Ha
JICKAPCTRCHHA TIPOJIVKT, T.C. 3amaiipade, ceaauusd, TAXHKAPIHA H XHIOTOHEN,

"‘“""w"""
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Hsama CHGI.II‘I(I)H‘{GH AHTHIIOT HA KBETHATIMH, B CITYYaH Ha TEKA HHTOKCHKALIHA, Tp51613a Jlﬂ C&‘HM& R ~ AR %,

npeasu Bh3MOKHOCTTA 34 YHACTHE HA MHOI'G NCKapCTBCHHE NPORYKTH H C¢ NPeIopbhyBar HHTSHSHBHI/I i; -1 ~:.~l 3
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13.1 Quetiapine hemifumarate
SPC, Labeling and Package Leaflet DK

IPEKH KATO: MOMNBbPIKaHe HA AUXATEHHTE TBTHINA HA NANHEeHTa, OCHIYpsBaHe Ha aNeKBaTHO
[OJABaHE HA KHCJIOPOA M BEHTHAALNA, KAKTO M MOHHTOpPHpaHe U IIOANEPIKAHE HA CHPOeUHO-ChI0BATA
cuctema. Thit xaTo HamansaRaHeTo Ha abcopbuMATa IpH NpeNo3UpaHe He € NPoyJeHo, TpsbBa aa ce
HMa ODpeABUNA MPHNTAraHETO HA CTOMAITHA TIPOMHARKA (CJ'[E,[( HHTyﬁaL[HSI Ha MIAITMEHTH, KOUTO Ca B
Oe3ch3HAaHKE) H NIpHEMaHe Ha aKTHESH BBIVIEH SAHOBPEMEHHO C JIAKCATHB.

BHuMAaTeHOTO Nekapcko HaGAIOAeHHe U npocnesBane TpsaGBa Aa IPONBIDKH A0 BR3CTAHOBABAHETO
HA TAiMeHTA.

5. DAPMAKOJOTIHYHY CBOMCTBA
51 DapMaxoinHAMIYIHH CBOHCTBA

(DapMakoTepaneRTHYHA rpyna: JMa3eNuHy, OKcasenuay U THazerHy, ATC xon: NOSAHO4.

MexaunzspM Ha TelicTBHE:
Keernanud e aTHITHYeH JIEKapcTBEH IPOAYKT, KOHTO B3auMoelicTBa C ITHPOK CIEKTHP

HEBPOTPaHCMMTOPHH peuentopd. KeernaidH UMa aduHuTeT KBM cepoToHuHOBHTE (5-HT,) 1
nonamuHoBuTe D)~ 11 Dy-penienitopu B Mo3bka. KBeTHaNmMH HMa O-BHCOK aQHHHTET KBM
ceporonuHosuTe (5-HT,) pellenTopH OTKOIKOTO KbM AoraMHHOBHTe D2-peLientopu, KoeTo
JIOIIpUHACS 33 aHTHIICHXOTHYHATA XapaKTePHUCTHKA Ha KBETHAIIHH i 3a HETOBATa No-cinaba
BBE3MOMKHOCT A3 NPUIKHABA eKCTpanupaMuaHy Hexenanu peakipn (EITHP). Keetnanuu nputexasa
CBUIO TAKA H BUCOK a(PMHHTET KBM XHCTAMHHEPTHUHHTE H aApeHepruyHUTE 0.1 -pelienTopH, ¢ no-ciad
aUHUTET KBM anpeHeprHYHUTe o2-PeLeNITOpH, Ho Ge3 3abenexum adHHATET KbM XOJIMHEPrHYHHTE
MYCKAPDHHOBH U1 G€H30Ia3eTMHOBH PELICIITOPH.

KBeT#anyH € aKTHBEH IIPH TECTORE 32 AHTHIICHXOTHYHA aKTHBHOCT KaTO YCIIOBHO-pedIeKTOpHO
H30sreane. JeHCTRA MPOTHRONONOAKHO HA e(eKTHTE Ha JOTAMHHOBHTE ArOHUCTH, U3MEpBaHU
MIOBEACHYECKH M HEBPO(H3HONOrHYHO, H IOBHIIABA METAOOMTHHTE KOHIIGHTPALMH Ha AONIaMHHA,
HeBpOXHMHYeH Hiieke Ha Do-penteniropHo baokupane.

®dapMaKOnIHMHAMHYHK CBOHWCTRA:
Tlp# npe AKMHHUYHKTE MPOYUIBAHMA 3a IpeAackasBane Ha EIIC, KBeTHaIMH ¢ mokasai mpodu,

pasiu4eH OT TPAIHIIHOHHMTE aHTUIICHXOTHLH, KBeTHanHH He MOBMIMARA YYBCTBUTENHOCTTA HA
JonaMHHOBUTE D;-pelienTopr AOPH Cliel MPOABILKHTEIIHO IedeHne. KBeTHanHH NpenasBuKBa caMo
cnaba KaTanenchs B gosH, edexrusso Gnokupainyu gonamunoente Dy-petenroph. Keetuamuy
IpHTEXaBa CEeKTHRHO JeiiCTBHE BBPXY THMOHUHATA cHCTeMa KaTo ONOKHPA NENOApH3aLHiATA HA
Me30nMMOHYHUTE, HO HE H HA HUTPOCTPHATYCHHTE JONIaMUHCHABPIKAIIY HEBPOHH Cllel
NpPONBIDKUTENHO NedeHne. KreTnanue nokasea ciada crocoGHOCT 3a MpeaH3BHKBAHE HA JHCTOHHIA
NpH NALHEHTH, YyBCTBHTENHHA Ha Xaji0NepHION WiH npu HetuTpupanu Cebus-MaliMyHH Clles KpaTko
WK IIPOJB/DKATENHO JiedeHHe. PeayATaTuTe OT Te3u npoy4BaHHsA NPeArnosiara, 4e KBeTHAMMH HMAa
mHoro ciad motenan 3a EIIC. TIpeamnonara ce, ye jiekapCTBEHHTE IPONYKTH, KOUTO IeHEPUpAT (O~
manxo EIIC cblio Taka NpHYIHHABAT MO-PANKO KBCHA UCKHHE3HA (BIK TOUKA 4.8).

Kimunuuna edextupHocT:

PesynraTute oT TpH I1aueGo-KOHTPONHPaHH KTHHIEYHHE TIPOYYBaHUA, TIPH [IPHIIaTaHe Ha BapHpaIil
JO3U KBETHAIKH, TIPH JICYEHHE HA NAUKEeHTH ¢ [H30(peHNs, He TIOKA3BAT PA3/IKA MENIY KBeTHAIHH
u mwiaue6o no orHowenue Ha yeemudeHue Ha ETIC wnu npuppyskasaio neueHue ¢
AHTHXOJNIHHEPTH4HH cpedcTBa. PesyntaTure OT IUialle00-KOHTPOIHpaHo KIMHHYHO NpoyYBaHe ©
(pMKCHPaHH AO3H, NP KOSTO ca NPHIAraHH JO3H KB¢THANHH OT NOpAARKA Ha oT 75 xo 750

mMg/RHEBHO, HE TTOKA3a PasNiKa MeXITy KBeTHAHH i rianedo npu ciaydyaute Ha EIIC wnu y orge;ﬁ:!\\\
HAa CBNPOBOXKAALIM AHTHXONHHEPTHYHH CPEICTBa. g
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1.3.1 Quetiapine hemifumarate
SPC, Labeling and Package Leaflet DK

B uerHpu nnanefo-KOHTPOMHPAHH KIHHIYHH NPOYYBAHEA, TIPH KOHTO ca OLUEHSBAHH JO3H Ha
KBeTHaHH 1o 800 mg/NHeBHO NpHU JIeYeHHe Ha CPEAHH IO TEKKH MaHHITHH enmH30AH (IBE OT KOUTO
KaTO MOHOTEpaIlHA H IB€ KaTo JOIBJIHUTENHA Teparus KbM JIMTHI WIH BAMPOAT), KaTo He ca
HMOKA3AA PA3THKA MY KBETHAIIMH U IPyNara, olydasana nxatedo no oTHourenye Ha EIIC wiu
e/THOBPEMEHHA yIoTpeOa Ha aHTHXOIHHEPTHIIH.

Jluncara Ha cnocoGHOCT 3a MHRYIMpane Ha EIIC ce cMsTa 3a XapakTepHCTHKA Ha aTUIHYHHTE
AHTHOCHXOTHIH.

3a pasnmuka OT MHOTO APYTH aTHIINYHH AHTHIICHXOTHIIH, KBETHATIMH HE TIPEU3BHKBA TOCTOSHHO
NOBHUICHHE Ha HUBATa HA MPOJIAKTHH, KOETO € €IHA OT XapaKTEPUCTHKUTE HA ATHIHYHUHTE
AHTHIICHXOTHYHH cpeacTra. [1pu mianebo-KOHTpOTHpPaHO NPOYUBaHe ¢ MHOIOKPATHO NpHIIATaHe Ha
(HKCHpaHH 034 [IPH JIeUeHHe Ha NIALHEeHTH ¢ IH30(PEeHHs He € HOKa3ano pa3jiMKa B HHEATA Ha
TIPOAAKTHH MEKAY KBETHAIHMH (B NPENOpbYBaHUTE JO30BH IPAHHIH) H mnaneo.

HpPI ABE ISIHHKUYHH NpoyuBaHid, KEETHAIIUH € IIPHIarad KaTo MOHOTERANHA H € TOKas3aJl [I0-BHCOKa
etl)HKaCHOCT, OTKOJIKOTO rmaueﬁo IPH IOHIKABAHE Ha MAHHIHATE CHMITTOMH IPH MaHenTH ¢
CPEAHO TEKH O TEKKH MaHKIHY ermzonu. M3Mepeanuara ca npasenH cnen Tperata 12 -ta
CEAOMHLIa OT NEPHOJA Ha JICHCHHETO. Hsama JAaHHH OT ABJIFOCPOYHH NPOYYBAHH, IIOKA3BalllH
edexTHRHOCTTA HA KBETHATIHH IIPH NPEAOTBPaTABAHE Ha NOCIENBALIY MAHHHHHA WiH AETIPECHBHH
cumnTomu, Mma camo OTpPaHMMCHH JJaHHW 3a COHOBPEMEHHOTO NMPHIOXKEHWE Ha KBETHAIHE H
BaJIlIpoaT Hin JaTai CJIen TpeTaTa HAH IecTaTa CeOMHUIAa OT JISYCHHETO TIPH NEYSHHE HA CPpeIHO
TEKKH JI0 TEKKH MaHHHHK enu3oay. KakTo H Ja €, eIHOBPeMEHHOTO NPIIOMKEH e € NoKa3ano jabpa
HoHOCHMOocT. PesyirraTrre oT Te3u TpU NPOYYBAaHHUA Ca NOKa3aId afuTHBeH edexT npes Tperata
ceAMHLIA OT TeyeHneTo. Jlpyro npoyyeaHe He HOKa3Ba aquTHBEH e(peKT 110 BpeMe Ha IecTara
ceaMHMIA OT NedeHneTo. HiaMa TaHHH 3a e THOBPEMEHHOTO IIPHII0KEHHe HA KBETHANMH H BaINPOaT
HITH JTUTHH ciel mectaTa cenMuna. Cpeanara 1033 Ha KBETHANYH B IOCACAHATA CeIMHLA IPH
OTTOBOPUINTE Ha JGUCHHETO NatieHTd ¢ 0rna 600 mg/nnerno nu npubnuzutento 85% oT Tesu
HANMEeHTH ca riomyyasand apesad gosu ot 400 no 800 mg.

PesyntaTuTe OT KIMHHMHHTE IIPOYYBAHHS [OKA3RAT, U6 KBETHATMH ¢ eeKTHBEH KOTATO ¢ aBa
IBYKPATHO AHERHO, HE3ABHCHMO OT TOBA, Ue KBETHAMH MMa (hapMAKOKHHeTHUECH [TONYKHBOT
DpUOTH3HTETHO celeM Haca. TOBa ce IOTRBKAABR H OT NAKHHTE OT IO3UTPOHHO-eMEBCHOHHATE
romorpatms (TIET), kosro nokasea edexrare Ha KBeTHanuH BpXY 5-HTy-n Dy-peuenropu 3a 12
yaca. EduracHocTTa M CHrypHOCTTA Ha o3H Haz 800 mg/aHeBHO He ca OLeHsIBaHM.

Jipnrocpounara epUKACHOCT HA KBETHAIIHH 34 NPEJOTRPATABAHE HA PeLMAMBHTE Ha 3afonspanero He
e Ouna npogepsBana B CIENH KIHHUYHI Npoyusanys, OTKPHTH NPOYUBAHMS HPH NALMEHTH C
HE3oMhPeHHs ¢a TOKA3AIM, Ye KBeTHATHH NOJNBPKA KIMHHYHOTO N0J00PEHHE HIPH LIPOABIDKABAHE HA
NIYCHHUETO IIPH MALHEHTH, KOUTO Ca NOKA3alH IEPBOHAYAIEH TepanesTvied oTropop, Tosa rnokassa
TNPOABLIDKHTENHA eEKTHBHOCT HA KBETHAITHH,

52 drapMakoxHHeTHYHH CBOHCTBA

Keernannu ce pesopbupa mobpe i ce meTalonuzupa B rogMa CTETEH Clell NEPOPAITHO NPHIOKEHHE.
ITo mpHHIKEN nAa3MeHHTe MeTAGOIHTH YIPH XOPaTa HAMAT SHAYHTENHA HapPMAKOIOIHYHE AKTHBHOCT.
BuonayMaHOCTTa He ¢ [OBNHABA SHAUHTEIHO OT NPHEMAHETO Ha Xpand. EnNEMUHAIHOHHHIT
IHOTYKHBOT HY KBECTHANMH ¢ npubanzuTenHo 7 waca, KeeTHanmH ce cbpisa npubmasurento §3% ¢
TITASMEHHTE NPOTEHHH.

‘u.?“':&:__
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fDapM&!KOKHHeTHKaTa Ha KBCTHAIHH € JTHHEapHa i He C& paxIayana fnpx MEXETE W JK@I«IH’I‘& e A }.' i ‘A\\"
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CpeNHuEIT WIHPHHC HA KBSTHATIHH TIPH NALHSHTH B HAIPEIHAAA BB3PAcT € npnﬁnnsn’renﬂo 30 1{0 50% !
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1.3.1 Quetiapine hemifumarate
SPC, Labeling and Package Leaflet DK

Cpennuar miasMeH KTMPBHC HA KBETHANHH ce HaMaisBa MPHOTH3UTENHO ¢ 25% 1pH JTHUA © TEXKO
6B0peuHO YBpekaaHe (KPEATHHHHOB KITHPLHC Io-Mambk ot 30 ml/min/1,73 m?), Ho ornenuute
CTOHHOCTH Ha KAHPBHCA Ca B Pe(PEPEHTHUTE I'PAHUIM Ha HOPMaNHH JIMLA,

Ksetuanus ce MeTabonn3upa 3HAUHTEHO B YSPHHR JP0o0 KaTo Ha H3XOMHOTO CHEIMHEHHE CE [IaAaT
10 MafiKo OT 5% OT HETPOMEHEHHS JICKapCTBeH MATEPHall B YPHHATA HIIH (DeKaIUHTE Cliel
IpUIIOKeHHe Ha panHobensisal kperuanud. [pubnuzurenno 73% oT paAHOAKTHRHOCTTA C&
eKCKpeTHpa B ypHHaTa H 21% ¢ pexanuute. CpelHIAT NAa3MeH KIHPHHC Ha KBETHAIINH Ce pelylupa
npuGmazuTenHo 25% IpH AMNA ¢ YepHOApoORO yBpexaane (cTabHiTHa anKkoxonHa uuposa). [lopagu
€KCTEH3HBHOTO MeTaboNH3MpaHe Ha KBETHANMH B UePHHs JApod, MOFAT Ja Ce OYaKBaT MMO-BHCOKH
[Ja3MEHH HHMBA IIPH NAlMeHTH ¢ YepHoapoOHo yBpexnare. [py TakyBa DaleHTH MOXKE A ce
HAJIO’KH KODHTHPAHE Ha JHEBHATA KO3HPOBKa (BibK Touka 4.2.).

In vitro ipoyuBaHmnaTa ca ycraHoBHH, ue CYP3A4 e OCHOBHMSAT eH31M, OTTOBODPEH 3a LIHTOXPOM
P450 meauupanus MeTabOMH3EM Ha KBETHAIIHH.

YcTaHOBEHO €, 4e KBETHANKH H HAKOU OT HErOBHTE MeTabomuTH ca cnabu HuXubuTopy Ha
YoeewkkTe uyToxpoM P450 1A2, 2C9, 2C19, 2D6 u 3A4, Ho caMo B koHueHTpauuy moge 10- go 50-
NETH TIO-BHCOKH OT Te3H, HabmonapaHy npu obudaiinuTe edekTHBHU JO3H, HAMON3BAHK TPH XOpAara,
300 po 450 mg/nHeBHo. Bh3 OCHOBA HA TE3M i Vilro pesyNnTaTH, MAIKO BEPOATHO € eIHOBPEMEHHOTO
NPUITOKEHHE HA KBETHAIIKH ¢ APYTH JIekapcTBa Aa XOBe/e 10 KIIHHHYHO 3HAUMMO JIEKapCTBEHO
nExXHOupane Ha LuToXpoM P450 Menuuparnus MeTaGonM3BM Ha APYTHS JIEKApCTBEH IPOMYKT.
IIpoyusanuATa NpH >KHBOTHH NOKA3BAT, Y€ KBETHATIHH MOKe Aa MHAYIHpa P450 ensumute. Brnpexd
TOBA, B IPOYYBAHE HA CHEUHDHYHE JIeKAPCTBEHN B3aUMOENHCTBHA [IPH [ICHXOTHYHHA MAUMEHTH
TIOKA3B4, 4e HAMA ITOBUINABAHE HA AKTHBHOCTTA Ha HuToXpoM P450 cnen npuem Ha KBeTHAIIHH.

53 Npesxadanagd A2EHE 32 e300acHOCT

ITpOABIHKHTENHOTO TPHIOKEHHE HA KBETHANHH Ce CBbpP3BA ¢ IPeABUANMH e(eKTH BBPXY
LIGHTPATHATA HEPBHA CHCTEMA YIPH IUILXOBE, Ky4eTa H MaliMyHH KaTo HHBATA HA HalaraHe ca OHIM
TOfOGHE WIH TIO-TONEMH OT KIHHIMHATE, TIpH MHIIKH, IUTHXOBE W MaliMyHHM ¢a HablromapaHi
obparamu MophoToruasy ¥ (hyHKIHOHANHN eQeKTH BEPXY YepHHA APOD ¢ NOCHeNBaIio HOBHLIEHHE
Ha yepHoppobrate ensumu. Ilpy mrbxobe 1 MaliMynn ca HablFOfaBaHH XHNEPTPODHS HA THPOHAHKTE
ONHKYIEPHH KNeTKH H eHOBPEMEHHO [NOHMKaBaHe Ha ryiasmennte nupa na T Habmonasaro e
HAMAJLIBAHE Ha KOHTUEGHTPALHATA HAa XeMornoOMHa W HamManaBaHe Ha Opos wa depBeHuTe M OUMH
KPBBHH KMeTkH npu MaiMyHure Cynomolgus TTHrMeHTHpaHETO Ha HSKOM THKAHH, OCHOBHO Ha
THPOHIHATA JKIe3a, HE e CBEP3AHO ¢ KaKBHTO ¥ Ja B6rno Mopdonoruuuy win GyHKINOHANHN edekTH
H He € M3ACHEHO KaK TOBA C& OTHAacid KbM PHCKOBETE 33 XOpaTa, PasBWTHE HA HOCTEPHOPHA
TPHaHryaapHa Katapaxra ¢ Guio Habmonasano npy Kyverta cnel HHXHOHpane wa GHOCHHTE3ATA Ha
xonectepon B newure, Ipu MaiiMynnte Cynomolgus 1 npu rpusadn He e Hablrogasano passBuTHe Ha
KaTapaxTa, obade TpH KeHCKH MalMyHn ca HaOMONABAHM OLBETHBAHES HA JISINTE B YEBPEHO IPH
NPHIKEHNE HA JO3M ITPEeRHIIABALTE 5,5 IWHTH MakCHMAaNHATE 03K 1pH Yoreka. [IpocnenssareTo o
BpeMe Ha KJIHHHYHKTE TPOYYBRHHA HE Ca ITOKasallH BPB3KA ¢ AEKapCeTBOTO HA 38¢AraHe Ha KopHesTa
HpPH XOparTa.

Hsama paHHN 38 FEHOTOKCHUHEOCT B CEPHH IR vitro U in Vive NPOYUBAHHS 34 PFEHOTOKCHYHACT,

Ilpu npoyusaHmAra 34 KAHLEPOTEHHOCT, CIYYaHTE HA AJSHOKAPUBHOM HA TBPAATA M BTOPHYHA
HPOABIDKATENHA. XHIEPNPOAAKTHHEMHS ¢a OHIH M0-YeCTH NPH XKEHOKH IITHXOBE HMOMIOKEHH Ha HHBA
HE H3IaraHe noao0Hn MITH NO-BHCKH 0T KIMHHYHHTE,

Tlp MEXKM NTHXOBE B MHINKH € HMATO NOBHINEHME HA THPOMAHHTE (ONMKYTAPHO KASTBYHH .~
CBBP3AHH ¢ H3BECTHM CIISHM(HYHH 3 IPH3AMHTE MEXAHHSMH B Pe3YIITAT HA [IOBHINEH YOPHORPOGEH™~."- - ..

THPOHACH KITHPBHC. - RN ;:"1.“\‘-
- Kl

- =N
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1.3.1 Quetiapine hemifumarate
SPC, Labeling and Package Leaflet DK

Kperuamin msma TepaToreHeH eieKT pH ITBXO0Be ¥ 3aHId B J03H CHTBETCTBAMIM ChHOTBETHO Ha (,3-
2.4 1 0,6-2,4 IBTH OT MAKCHMAJTHATA 034 IIPH YOBEKa

BraMoKHHTE HeXeTaHu peéaknyuyd HE ca HaOmonaBaHU npyd KIHHHYHHTE MNpOYYBaHMA, HO ca ¢
MNPOABHIH IHPH XKHECTHH, NOANOKCHH Ha TPETHPAHE Ha HUBA NOAOOHM HJTH TO-BHCOKH OT KIMHUUHHTE
KaTO BB3MOKHHIA PHCK 34 X0opaTa € HCH3BECTCH.

6. OAPMALEBTHYHN TAHHHI

6.1 CuBchK Ha TOMOIIHATE BEMECTEA

Hopo na mabaemrama:

JlaxTo3a MoHOXHApAT

Kanmuer xunporen docdat, AMXUAPAT

MukpokpucTanHa nemynosa (E460)

TlopuaoH

IapeBHyeH HATpHER IMUKONAT (THIT A)

Marnesues cTeapar

Durmogo noKpumue:

Xumpomenoza

Terranos auokenn (E171)

Maxporon 4000

JKear xenezen oxewn (E172) — camo npu 25 mg » 100 mg Tabnerrn
YepeeH :xkenezad okeng (E172) — camo ripu 25 mg TabneTky

6.2 HecbBMeCTHMOCTH
He e npuaoxumo.
6.3 Cpox ua rogmocr

2 TOIMHY,

HDPE mabremen xoumeinep;
CpoKsT Ha FOAHOCT CE LPBO OTBapaHe e 3 Mecerla.

6.4 CnenuagnM ycToBHSI HA ChXPAHEHHE
Jlexapereedusy NPOAYKT He H3HCKBA CTICIHANHHN YCI0BHA 34 ChXPaHeNke.
6.5 Tawnn 33 oNAROBRATA

Brmerepna onakoeka (PVC/AD: 6 (camo 25 mg TaBnevkn), 10, 20, 30, 30 x 1, 50, 60, 90, 100, 100 x 1,
120 (camo 150 mg 1 300 mg Tabnerknr), 180 (camo 150 mg u 300 mg Tabnerx) wix 240 (camo

T S e,
150 mg u 300 mg rabneTky) TalreTky B XyTHS. i pi;‘m_f
Tonuerunenor (HDPE) miactMacor kodreiinep: 250 rabneriu (camo 100 mg u 200 mg). T e

He ety BHAOBE ONAKoBKH Morat na Genar mycHaTH B nponaxda.
6.6 Crenmajan npenasse MEPKH NPH H3XBELPJAHE

Hsma crieuuansy H3HCKBaHis.
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Bceekn HeMznon2pan MPOAYKT HAH OTNARABIHHUTE MaTEpHANH OT HBETO Tpﬂéiaa Z&a Ce UZXBDBPIIAT B
CHOTBETCTBHE € H3HCKBEHWATA Ha MOCTHOTO 38KOHOIATSACTRO.

7.  HNPHTEXATEN HA PASPEINIEHHETO 3A ¥TIOTPEBA

KRKA, d.d., Novo mesto, §mmje§ka cesta 6, 8501 Novo mesto, Cnosenns

8. HOMEP(A) HA PASPEIHEHHETO 3A YIIOTPEBA

9. HAATA HA ITHPBO PASPEINABAHE/IICAHOBABAHE HA PA3SPENNIEHUETO 3A

YIIOTPEBA

Jata Ha MEPRO paspemiarade 3a ynotpeba:
JaTa na nocnefHae mogHoBaBane Ha PY:

10, JATA HA AKTYAJH3HPAHE HA TEKCTA
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