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1. UME HA JEKAPCTBEHHUSA MPOAYKT _. i i £l s

[TAPOKCAT 20 mg ¢puamupanu tabnerku
PAROXAT 20 mg film-coated tablets

KAYECTBEH U KOJIMYECTBEH CbCTAB

Besaka Tabnerka cpabpka 22,8 mg OT aKTUBHOTO BELLECTBO MAPOKCETHH XUAPOXJIOPH XEMUXHUApAT
(paroxetine hydrochloride hemihydrate), ekBuBasieHTHO Ha 20 mg NapoOKCEeTHH.

3a MbJIHUA CMUCHLK HAa NOMOLIHUTE BELECTBA BHKTE TOouka 6.1.

3. JIEKAPCTBEHA ®OPMA
DunmMUpaHu TadJIETKH.

besn, oBaiHK, IBOHHO W3NMbKHAJIK, (PHUIMHUPAHHU TAOJIETKH C JE€JIMTE/IHA YepTa OT €1HaTa CTpaHa.
Jlenurennara yepra rno3poJisea tabsieTkara aa ce pa3e/id Ha ABe€ paBHHU A03H MNPH HEOOXOIMMOCT.

4. KJIMUHUYHHU JAHHHU
4.1. TepaneBTHYHH NOKA3AHHSA

3a 1eyeHHe Ha:

- [ ‘onsam aenpecuBeH enus3on

- OOCEeCUBHO-KOMMYJICUBHO Pa3CTPOUCTBO

- [TaHH4YeCKO pa3cTpOHCTBO ¢ WK Oe3 aropadobus

- CouuanHo TPEBOXKHO pa3cTpoicTBO/counaiHa hodus
- | eHepanu3MpaHa TPEBOXKHOCT

- [locTTpaBMaTHYHO CTPECOBO PA3CTPOHCTBO

4.2. Jlo3MpOBKa H HAYHH HA ynoTpeda

Jlo3upoBka

I'OJiIsIM AEINNPECHUBEH EITU30/1

[IpenopbuuTennara no3a e 20 mg aAHeBHO. B 001ms cinyyaid nojoOpeHre B CbCTOSHHETO Ha
NaLMEHTHTE 3aMo4Ba €/1Ha Ce/IMHLIa CJIe/l Ha4aJl0TO Ha MpHUeMa, HO CTaBa OYEBUIHO Ha BTOpaTa
ce/IMMLIa OT TepanusTa.

KakTo npu BCHYKH APYrH aHTUAECNPECAHTH, 103UpOBKaTa TpsAOBa aa ce npepasriex/ia U KOpurupa,
aKo € HeoOXO0AMMO, 10 TpeTaTa UM YeTBbpPTaTa CeIMMLIA OT HAYAJIOTO Ha TEPANMUATA U CJIE/] TOBA, aKO
Ce Hanara, cnopeja KJiMHW4YHaTa npeueHka. Hakou nauueHTH, KOUTO HE ce MOBJIMABAT OT J03a OT

20 mg, morat J1a noo0psAT CbCTOAHUETO CH NMPH MNOCTENEHHO yBe/lnYaBaHe Ha j103aTta ¢ no 10 mg 10
MaKCHMaJsiHa HeBHa 103a 50 mg B 3aBUCMMOCT OT OTrOBOpa Ha MalLMeHTa.




[TauuenTuTe ¢ OCTIPCCHA TpﬂﬁBﬂ Ja ovaar JICKYBAHH 3a JO0CTATBHHO AbJAbI ICPHOI — HaH-ManKko
6 MECe€Ua, 3a Ja C€ OCHI'ypH OT3BYHaBaHEC Ha CAMITTOMHTE.

OBCECHBHO-KOMITYJICHBHO PA3CTPONCTBO (OKP)

[Ipenopbuurentara no3a € 40 mg Ha neH. IauuenTure Tpabea Aa 3anouHar ¢ 20 mg W 1o3aTa MOXe
na 6bae NOCTENEHHO yBeNHuaBaHa ¢ no 10 mg kM NpenopbUunTenHaTa A03a. B cayuait ve chen
HAKOJIKO-CEIMHYEH NPHEM HA NPENOPBYHTENHATA 1032 OTTOBOPBLT € HE3aJOBOMHUTENECH, ChbCTOAHUETO
NP HAKOHW NMALMEHTH MOXKE Xa ce noAOOPH NPH NOCTENEHHO NOBHUIABAHE HA 103aTa A0
Makcumandure 60 mg Ha aeH.

[launeHTUTe ¢ O6CECHBHO-KOMMYJICHBHO Pa3CTPOACTBO TPAORa 1a OBAAT JIEKYBAHH AOCTATHLUYHO
IBACO, 3a Aa C€ OCUIYPH OT3BYYaBaHe Ha CUMNTOMHUTE. TO3H nepHoa MOXKE N1a € HEKOIKO Mecella
OOPU NoBeye (BX. Touka J.1),

IMMAHUYECKO PA3CTPOUCTBO

[Tpenopbunrentara ao3a ¢ 40 mg Ha geH. [launenTnTe TpabBa na 3anouHar ¢ 10 mg Ha AeH K fo3aTa
Aa 6bae yBeNHUaBaHa NMocTeneHHo ¢ no 10 mg, B 3aBUCUMOCT OT OTrOBOpa Ha NALMEHTa A0 JOCTHIraHe
Ha nNpernops4YHTENHaTa A03a. HHUcKa mbpBOHavanHa 103a ce NpenopnyBa, 3a a ¢€ CBEAE 10 MUHUMYM
Bb3MOXKHOTO BJIOLUIABAHE HA CHMIITOMHUTE Ha NMAHHKA, KOETO OOUKHOBEHO € XapaKTepHO 3a paHHHUA
CTaavi HA JICYECHHE Ha TOBa 3a00nsBaHe. B ciayyait ye cnea HAKONKO-CEAMUUEH MPHEM HA
MpenopbrYUTEIIHATA A03a OTrOBOPHT € HE3AA0BOMUTENCH, CbCTOSHHETO NPU HAKOHW MaUHUEHTH MOXKE 1a
ce NoaodpH NpH NOCTENEHHO NOBUILIABaHE HA f03aTa 0 MakcuMaaHuTe 60 mg Ha aeH.

[lalineHTHTE ¢ NAHMYECKO pa3CcTPOHCTBO TpaOBa Aa OBbAAT JIeKyBaHH ROCTATHLYHO JBAro, 3a Aa ce
OCHIYPH OT3BY4aBaHE Ha CHMNTOMHTE. TO3H NEPHO MOXKE 1a € HAKOJKO Mecella ¥ JopH noseue (BxK.
Touka 5.1).

COLIMAJIHO TPEBOXHO PA3CTPOHCTBO/COILIMATHA ®OBHUS

[IpenopbunTennara no3a € 20 mg Ha aeH. B cnyuali e cliel HAKONKO-CEIMHYEH NpPHEM Ha
NpenopbYUTEIHATA 033 OTTOBOPBT € HE3ALOBOJHUTENECH, ChCTOAHUETO NIPH HAKOH MALIMEHTH MOXKe Ja
ce noaobpH nNpy NOCTENEHHO NOBHLUABAHE Ha Ao3aTa ¢ no 10 mg no Mmakcumanuure 50 mg Ha aeH.
[TpoarmkuTENHOCTTA HA JicdueHHETO TPAOBA rNepHoOAMHHO Aa ¢e npeuecHaBa (Bk. Touka 5.1).

I'EHEPAJINBUPAHA TPEBOXHOCT

[IpenopbumnTenHara ao3a e 20 mg Ha aeH. B ciyuali ue cne HAKONKO-CeIMHUUEH NpHEM Ha
NpenopbYMATENHATA 1032 OTTOBOPHT € HE3aJ0BOJIMTENEH, ChCTOSHHETO MPH HAKOH NALMEHTH MOXKE 4
ce NoAcOpH NpH NOCTENEHHO NOBHILLIABaHe Ha Ao3aTa ¢ no 10 mg g0 MakcuManHuTe 50 mg Ha aek.
[IpoabmkurenHocTTa Ha NeyeHHeTo Tpabea NepHOAUMHO Aa ¢e npeueHaBa (BX. Touka 5.1).

IMMOCTTPABMATHYHO CTPECOBO PA3ZCTPOHCTBO

IIpenopbuntensara nosa ¢ 20 mg Ha aeH. B cayuaii ue cnen HAKOMKO-CEAMHYEH NMPHEM Ha
NpeNOpPbYHTEAHATA 1032 OTFOBOPDT € HE3ANOBOMKUTENCH, CHCTOSHHETO NPH HAKOH NALHEHTH MOXeE Aa
ce Noaobpy NPH NOCTENEHHO MNOBHILIABaHE Ha Jo3aTa ¢ no 10 mg no Makcumanuute 50 mg Ha aeH.
I[lpoawmxUTENHOCTTA Ha IeYeHHeTO TpAOBa NepUOIUYHO Aa Ce npeleHaBa (BXK. To4Ka 5.1).




CHMIITOMH HA OTHEMAHE, HAB/TIOJABAHH ITPHU ITPEYCTAHOBSBAHE HA
JEYEHUETO C IIAPOKCETHH

BHe3anHOTO NPEKBbCBAHE HA JIEYEHHETO C MAPOKCeTHH TpabBa da ce n3barea (Bx. ToukH 4.4u 4.8).
[TpeXOAHHAT AO30B PEXUM, MPUSTATaH B KIHHUYHM U3MKTBAHKMA, BKIIOYBA HaMallaBaHe Ha JHEBHATA
no3a ¢ 10 mg OIHEBHO HA €AHOCEAMUYHN MHTEPBATH. AKO /el HaMaABaHe Ha J403aTa WM
NpeyCTAHOBABAHE Ha TEPAINUATA CE NOABAT CHMITOMH, KOMTO OOTHUAT HE MOXKe Ja ToJiepupa, €
BBH3MOXKHO, NPH NMPELIEHKA OT CTpaHa Ha Niekaps, BpbLIAHE HA NpeAULUHATa YCTAHOBEHA 1034.
BrocneacTeune, 1EKyBalUAT JieKap MOXE [1a NMPOABL/KA HaMAIABaHETO Ha A03aTa, HO NO-NOCTENEHHO.

neﬂHﬂTpH‘Iﬂﬂ NnNonyJjalHA

. Hdena H noapacTeatau ot 7 10 17 roaHnu

[lapokceTrn He TpabBa xa ce npuiara 3a Te4eHHE HA JeLa U MOAPACTBAllH, Thil KaTo NpH
KOHTPONMUPaHH KIIHHHYHH NPOYYBaHUA € HAMEPEHa BPb3Ka MEXKAY MAPOKCETHH M YBENTHUECHHA PUCK OT
CYWUHAHO NOBEAECHHE U BpaKaeOHOCT. B JONbAHEHHE, NPH Te3U U3NHMTBAHHA €PUKACHOCTTA Ha
ApoAYKTa NMPH Tasd Bb3pacToOBa rpyna He € MOTBbPAEHA B AOCTATBLHHA CTENEH (BXK. TOUkH 4.4 u 4.8).

. Hdena noJ 7-rogHmHEa BL3pacT
Ynorpebata Ha MapoKCETHH NpK Aeua nojl 7 roJIuHU He e npoyuBaHa. [TapokceTuH He TpsaOsa na ce
npujara B TasH Bb3pacToBa rpyina, Thi KaTo 6€30nacHOCTTa H €(PUKACHOCTTA MY HE Ca YCTAHOBEHH,

Ilonyaaums B cTAap9eCcKa Bb3pacT

[1pn nauneHTH B cTapyecka Bb3pacT ce HabnogaBa NOBHIIEHUE Ha MIa3MEHUTE KOHUEHTPALIHH Ha
NMapoKCETHH, HO IHANA30HBT HA TE3H KOHUEHTPAUHWH Ce MPUNOKPHBA ¢ TO3H, HabatoaaBaH Npu no
MJiaau ivua. osupaHeTro TpadBa fa ce 3anovHe ¢ NPenopb4YMTE/IHATA HavallHa 1032 33 BL3PACTHH.
[loBHlIaBaHeTO Ha J03aTa MOXKE Aa ObAe NONE3HO NPH HAKOH Nal{HEHTH, HO MAKCHMMAJTHATA 1034 He
TpabBa aa HaasuaBa 40 mg AHeBHO.

bubOpeuno/aeproapobnoe yBpexaaHe

[Ipy nauuneHTH ¢ Texkko 6B6peuHo (kpeaTHHHHOB KUpBHC < 30 ml/min) WK yepHOAPOOHO
yBpexaaHe ce HabMoAaBaT NOBHLIEHH NJIa3MEHH KOHUEHTPALIMK Ha napokceThH. 1o ta3n npuunHa
AO3HpOBKaTa TpsbBa Ja ce OrpaHHYH B MO-HUCKWTE TPAaHHIIH Ha I030BHsl 00XBAT.

HayuH Ha_NpUiagkeHHe

[ipenopbusa ce NapOKCETUH A CE€ NpHeMa BEAHBXK JHEBHO, CYTPHH, NO BPEME Ha XpaHEHE.
Tabnerxara Tpabga aa ce reaTa Hana, 6e3 na ce anLBYE.

4.3. TIIporuBonokazanus

CBpBXYYBCTBHUTENHOCT KbM aKTMBHOTO BEWIECTBO MJIH KbM HAKOE OT NOMOIIHHUTE BELLECTBA,
U3bpoeHu B Touka 6.1.

[lapokceTHH He TpabBa aa ce u3nonssa B koMOHHauKA ¢ MAQO uuexubutoph. Ipyn u3kouMTENHH
00CTOATENCTBA, NHHE30NUA (AHTHOUOTHK, KOlTO € 06paTHM HecenekTuBeH MAQ HHXHOHTOP) MOXKe
Aa ce rpuemMa B KOMOHHALMA C MApOKCETHH, B C/Iyyall 4e BMa Bb3MOXKHOCT 3a HETIOCPEACTBEHO
HabnloAeHHe 3a Pa3sBHTHE HA CUMINITOMH Ha CEPOTOHHHOB CHHAPOM H 3@ MOHMTOPHpAaHE Ha KPLBHOTO
Hanarane (Bx. Touka 4.5).

JleyenHe ¢ NapoKCETHH MOXe 21a ce 3aMoyHe:

- ABE CCAMHLUH ClI€] CNHpaHe JICYEHHETO ¢ HeoOpaTUMHU UHXHOHTOPH Ha MAO.
- HaH-ManKo 24 4Yaca c/iell CMpaHe Ha JIeYeHHETOo ¢ obpaTuMu uHxuGuToph Ha MAQO (Hanp.
MOKNIOOEMH, TMHE30MHA, METHITHOHUHUEB XNI0PHA (METHIIEHOBO CHHBLO; NPEAONEPaTHBHR LA 5
332 BU3Ya/IM3aLHA, KOETO € HeCceNekTuBeH 0OpaTUM HHXUOUTOp HAa MAQ)).
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Hali-manko eana ceamilia TpabBa 1a e BpeMEeTO MEXIY CIIMPAHE Ha IEYEHUETO C MAPOKCETHH W
HHHLHMKpAHE Ha Tepanui ¢ KakbBTo U Aa € MAO uHxuburop.

[lapoxceTuH e npoTHBONOCKAa3aH B KOMOMHALIMA C THOPHAA3HMH WK ¢ MUMO3HJ (BXK. ToUKa 4.5).
4.4. ChnenHaanu npexynpexieHHs H NpeANa3HH MEPKH NpH ynorpeda

JleueHueTo ¢ NApOKCETHH TpaGBa Aa 3aMoYMHE BHUMATETHO IBE CEAMUIM CJie/] CTIMPAHE HA JIEYEHHETO
¢ HeoOpaTuMu UHXHOUTOPH HAa MAO u 24 vaca ciiea cnupaHe Ha JIEYEHHETO ¢ OOpaTHMH HHXHONTOPH
Ha MAQ. YsenHuasaHeTo Ha J03aTa Ha NAPOKCETHH TPAOBA /14 € NOCTENEeHHO A0 NOCTHraHETO Ha
onTHManeH OTroBop (Bx. Touku 4.3 u 4.5).

[leanaTpuana nonyranns

[MapoxceTuH He € noka3saH 3a ynoTpeba npu zeua U noapacTeallH 10 18-roauiinHa BL3pacr.
[ToBenerune, CBBLP3aHO CHC CYHLHAHOCT {ONKTH U MUCITH 33 CaMOYOHIACTBO) W BpaxkaeOHoCT (r1aBHO
arpecHs, NoBeJeHHE Ha NMPOTHRONOCTABAHE U THAB) € HabNOAABAT TO-YECTO B KIMHHYHH
H3NUTBaHHUA NPH A€La H NOAPACTBALIH, NEKYBAHH C aHTHACMPECAHTH B CPABHEHHE ¢ TE3U, NpUEMaNy
rutauedo. AKO BBIPEKH TOBa Ha 6a3ara Ha KIIMHHYHA HEOOXOAMMOCT € B3ETO PEUIEHHE 34 JIEYEHHE,
MauMeHTsT TpAOBa na ObAe npocaeaaBaH BHHMATEIHO 32 NMPOABA Ha CYMLIMAHH CHMNTOMH. B
AONbIHEHHE JIMNCBAT ABITOCPOYHHU AaHHH 3a 6€30NacHOCT NpH AcLA U MOAPACTBALLH, OTHACALLH Ce
10 pacTexa, Chb3pABaHETO, NO3HABATEIHOTO U MOBEAECHYECKO PAa3BHUTHE.,

CamMoyOniicTBO/CYHIHANH MHCIH HJIH KJIHHHYHO BJIOIIABAHE

AenpecusTa e CBBLP3aHAa ¢ NOBULLEH PHCK OT CYNLIMAHH MHUC/IH, CaMOHapaHABaHe H CaMOyOHicTBO
(cBOMTHS, CBBP3aHU CBC CaMOYOHIHCTBO). TO3M pHCK CHILECTBYBA 0 NOCTHraHE Ha 3HAYMMA PEMHUCHA.
Tbi kaTo nonobpeHne moxke Aa He HACTBITH Npe3 MBPBUTE HAKOIKO CEAMHULIM MITH NOBEYE OT
Ha4yanoTo Ha JICYEHWETO, MaUMeHTHTE TpabBa aa OHbaaT noj cTporo HabmoaeHHe 4O nNogBaTa Ha
noaodpenne. KNHHHYHHAT OMUT COUM, Y€ PHCKBT OT caMOyOHICTBO MOXKE [1a HAPACHE Mnpe3 paHHHTE
€Tanu Ha Bb3CTAHOBHTE/IHUA NEPUOA.

HApyrv ncUXH4yHU 3a00NABAHKA, IPH KOUTO CE NPEANHUCBA NAPOKCETHH, CbILO MOraT aa Obaar
CBBbP3aHH C MOBHIIEH PUCK OT CHOKWTHA, CBBP3aHH CbC caMoyOuiicTBo. OcBeH TOBa Te3u 3abongasaHus
MOTAT Jia OBAAT ChUYETAHM € roJIIMO AeNpecHBHO pa3cTpoHCTBO. [1pH neueHHe Ha NAUWEHTH ¢ Apyry
NCUXUYHH HapyLeHHs Tpadsa na 6baaT crOM0IaBaHN CHLIUTE NMPEANa3HU MEPKH, KAKTO TIPH NEYCHHE
Ha NalLHEHTH C FONAMO ASNPECHBHO Pa3CTPOHCTRO.

H3BecTHO €, Ye NalMeHTy ¢ aHaMHe3a 332 CHOUTHS, CBBP3aHH CbC CaMOYOHIHCTBO WIH, NOKA3BaLLH B
3HAYNUTE/IHA CTENEH CYHLUHIHH HAEaLMU, TIPERH 3anOYBaHe Ha JIGUEHHETO, €a H3JIOXKEHH Ha NO-BUCOK
PHCK OT CYHLIMAHH MHCIIH HIH ONUTH 3a CaMOyOMHCTBO M TpAOBa na 6baaT BHUMATENHO
HabJsiroNaBaHy Mo BpeMe Ha JieueHHeTo. MeTaaHanus Ha Naauebo-KOHTPOIHPAHH KIHHWYHH
H3TIUTBAHUA HA JICKAPCTBEHH NPOAYKTH — aHTHAENPECAHTH, NPU Bb3PACTHH NALIHEHTH C NCHXHUYHH
pa3CTPOMCTBA, MOKA3Ba MOBHILECH PHCK OT CYWUMAHO NOBEACHHE MPH MalHEHTH NoA 25-roauiiHa
Bb3pacT, JIEKYBaHH ¢ aHTHAECNPECAHTH, B CpaBHEeHuUeE ¢ niauebdo (Bx. Touka 5.1 ).

JlekapcTBenata Tepanua Tpabea Aa ce CbOBTCTBA ChC CTPOrO HAGNIOACHHE Ha NALMEHTHTE, B YaCTHOCT
Ha T€3H, KOUTO €4 H3JIOKEHH HA BUCOK PUCK, OCOOEHO B HAYATHUTE €Tally Ha NEYECHHETO H Cliel
npomenHu B no3uTe. [aumenture (1 nonarawmTe rpiku 3a Tax) TpaGea aa 6b4aT npenynpeneHu
OTHOCHO HEOOXOAUMOCTTA OT HabAKOACHHE 3a BCEKU NPH3HAK HAa KTHHHYHO BIOWABAHE, CYULIHIHO
NOBEACHHE HJIM MHCTH ¥ HeOOHYaHHH NPOMEHH B NOBEACHUETO, KAKTO H /12 MOTLPCAT He3abapHO
KOHCYJITALIMA C JIEKap, aKO TAKMBA CUMNTOMH ChLUECTBYBAT.




AKATH3IHA/TICHXOMOTOPHA Bb30yaa

YnorpebaTa Ha NAPOKCETHH € CBbP3BaHa C pa3BHTHE HA aKaTH3HA, KOATO CE€ XapakTepusupa ¢
BLTPELUHO YYBCTBO 3a 0€3MOKOMCTBO ¥ MCHXOMOTOPHA Bb30YyAa C HEBB3MOKHOCT 3a CEAEHE WM
CTOEHE HA €AHO MACTO. Te3d CHMNTOMH OOMKHOBEHO CE acOLIRUpAT cbe cyOekTHBeH auctpec. Tosa
Mo-4ecTo ce Hab04aBa npe3 MbPBUTE HAKOJIKO CEAMHLM OT NeuenneTo. [IpH naumeHTUTe, KOUTO
MpoABABAT TE€3H CUMIITOMH, YBE/IHYABAHETO HA A03aTa MOXE Aa Oble BpeaHo.

Ceporonnnos cHHapoM / HeBposenTHYEH MAIHTHEH CHHIPOM

B peaku cnydau pasBUTHE Ha CEPOTOHHWHOB CHHAPOM WJIM HA peakLUU, NOAOOHH HA HEBPONENTHYEH
MaJIirHEH CHHAPOM, MOX€e Ja HaCTbINH BbB BPb3Ka C JEYEHHE C NAPOKCETHH, 0COBEHO Mnpu
NPHAOKEHHETO MY B KOMOMHALIMA C IPYrH CEPOTOHMHEPrUYHHM JIEKAPCTBEHH NMPOLYKTH W/ UITH
HeBpoNeNnTHLM. Thil KaTO TE3M CHHAPOMH MOraT Ja A0BEAAT A0 MOTEHLHATHO )XHBOTO3aCTpalllaBalliuy
CBLCTOSIHUA, aKO CE NOABAT NOAOOHN peakLMH (XapaKTePH3HPALLH CE C TPYNa OT CHMIITOMH KATO
NOBULLICHA TEMNEPATYpa, PUTHAHOCT, MHOKIIOHYC, ABTOHOMHA HECTaOWIHOCT ¢ Bhb3MOXKHH Obp3H
KONE€OaHMA B XKU3HEHHTE MOKa3aTe/H, NPOMEHH B MEHTAITHHA CTATYC, BKJIIOYBALUH OObPKBAHE,
pa3pasHUTENHOCT, NpeKaneHa Bb30yaa, nporpecupallia B AENHPHUYM H KOMA), JIEYEHHETO C
NAapOKCETHH TpAOBa Na OBb/E MPEKBLCHATO K Aa C& HA3HAYH NMONALPIKALIO CUMIITOMATHYHO IEHEHHE.
HapokceTHH He TpsaOBa Aa ce H3non3Ba B KOMOGMHALMA ChC CEPOTOHHHOBH NPEKYPCOPH (KaTo L-
TpUATO(aH, OKCHTPHNTAH) MOPAAH PHCK OT Bb3HHKBAHE Ha CEPOTOHHHOB CHHAPOM (BXK. TOUYKH 4.3 ¢
TO4YKa 4.5).

Manun

KakTo npu BCHYKHM aHTHAENPECAHTH, NapoKceTHH TPAOBa a ce H3NOA3Ba ¢ 0COOEHO BHUMAHHE NMPH
NALUKEeHTH ¢ aHAMHECTHYHH AaHKH 3a MaHug. JleueHuero ¢ napokceTuH Tpabea na 6bae
NMPeyCTaHOBEHO NPH MNALKEHTH, HABNKW3AILKM B MaHHUHHA da3a.

buOpeuno / ueproapodno yppexaane
[Ipenoprusa ce NpEeAna3NHBOCT MPH NALMEHTH € TEXKO OLOPEUHO YPEXKAAHE HITH NTPH NALMEHTHU C
yepHoaApoOHO ypexaaHe (BxkK. Touka 4.2).

3axapen auader

Ilpu nauMeHTH, cTpaaailk ot AHabeT, NeYECHHETO ChC CeNEKTHBHH HHXHOUTOPH Ha 0OpaTHOTO
MOeMaHe Ha CEPOTOHHH O MOTJIO Aa NMPOMEHH KOHTPO/Ia Ha KpbBHaTa 3axap. Jlosuposkara Ha
WHCYNMHA W/WIH NEPOPaIHHTE NPOTHBOAHAOETHH JIEKAPCTBA MOXKE /12 C€ HYXKIAa€ OT KOPHIHPaHE.
Oceed TOBa HMa MPOYYBaHHKA, KOUTO NpeAnoNarar, 4e npu e IHOBPEMEHHO MPHIOKEHHE Ha
MapoOKCETHH M MpaBacTaTHH MOXKE J1a HACThIK NOBUIUABAHE HA HMBATA HA TJIIOKO34aTa B KPLBTA (BXK,
TouKa 4.5).

Enuaencus
KakTo M npH Apyry aHTHAENpECaHTH, NAPOKCETHH TPAOBA Ja Ob/IE H3MNON3BAH ¢ BHUMAHHE npH
NALUEHTH ¢ ENUTENCHA.

I'npuoBe

O6wo, cnyyanTe Ha rbpPYOBE NPH NMALKEHTH, JEKYBAHH C MAPOKCETHH, ¢a no-Manko ot 0,1 %.
[IpueMbT Ha NeKapCTBEHUA NPOAYKT TpAGBa aa Oble CNPAH NMPH BCEKH MALIMEHT, MIPH KOHTO CE NOABAT
bPUOBE.

EJeKTPOKOHBY/ICHBHA Tepanus
KJIIHHUYHHAT OMMT OT €AHOBPEMEHHO MPUIAraHe Ha NapOKCETHH ¢ ENEKTPOKOHBYJICHBHA TEPAlUs €
MaBK.




I'naykoma
KaxTo U npyu Apyrure ceneKTMBHW MHXUOWTOPH HA 0DpaTHOTO NMOEeMaHe HA CEPOTOHHMH, NMApPOKCETHH

MOX€E 1a AOBEARE A0 MHApHa3a K TpaORa aa 6bae npwiarad ¢ 0cobeHo BHUMaHKE NPH MALMEHTH ChC
3aKPUTODBIBITHA [NIayKOMa WK AHAMHECTHYHH JaHHM 33 rilayKkoma.

Kapanosoradasanr npodaemn
TpsabBa na ce cna3paT obuuaifiHKTE NMpeaAna3sHH MEPKH MPH MALMEHTH ChC ChPAEYHO-ChIOBH

npobaemMu.

Yavmkasane Ha QT naTepBana
ChobuiaBaHy ca Cjly4yaH Ha yab/bkaBaHe Ha QT uHTepBana B NOCTMAPKETHHIOBHA NMEPHO.

[TapokceTun TpabBa Aa ce W3non3ea ¢ NOBHIIEHO BHUMAaHKWE NPH NalueHTH ¢ (paMUIHa) aHaMHesa 3a
yabnkasane Ha QT nuTepsana, chbnbTcTBaNa ynorpeda Ha aHTHAPUTMUYHH JIEKAPCTBA WK APYrH
JeKapCcTBa, KOUTO HMA BEPOATHOCT Aa yABDKAT QT MHTEpBana, CbOTBETHO NMPEeIBaAPUTEIHO
CBLIIECTBYBALLO CHPACYHO 3ab0naBaHe KaTo ChpAeyHAa HEAOCTATLYHOCT, HCXeMHYHa onecT Ha
CbpLETO, CbpacUeH OJI0K WIH KaMEPHH apHTMHUH, OpaMKapaMs W XUIIOKATHEMHUS WITH
XHnoMarxaesueMus (Bx. Touku 4.3 u 4.5).

XRnoHaTpHeMHus

Paaxo e aoknaasaHo 3a XMNOHaTpUEMHUs, NPEAWMHO NPH NaLMEHTH B cTapuecKa Bb3pacT. Tpabsa na
C€ MOAXO0MAA NMPEANA3IHBO KbM MALIHEHTH, HATOXKEHH Ha PUCK OT XMINIOHATPHEMHUS, HANp. Nopaau
CbOBTCTBALLO JICYEHHE H LHPO3a. XUNOHATPHEMHATA OOMKHOBEHO € oOpaTUMa NpH NPEKbCBAHE Ha
NEYEHUETO C MAPOKCETHH.

XeMoparns

CboD1aBaHo € 3a KbpBEHE OT KOXKaTa W IMFaBULIMTE, KATO eKXUMO3HNC H Myprypa, NpH yrorpebaTa Ha
CENIEKTHBHH HHXMOHUTOPH Ha 06paTHOTO NoemaHe Ha cepoTOHKMH, JloknanBaHu ca ¥ apyry
X€MOparH4HHu NposBH, HaNp. raCTPOHHTECTUHAIIHO H TMHEKOAOTMYHO KbpBeHe. [lauueHTHTe B
CTapuecka Bb3pacT €2 H3JI0XKEHH Ha MOBULLEH PHUCK OT NPOABH HA KbPBEHE, KOMTO HE Ca CBbP3aHH C
MEHCTpYaLHA.

SSRIs/SNRIs Moxe aa ysenuuar prcka oT kppBOM3NHB Clien paxkaaHe (BXK. TOUkH 4.6 v 4.8).

Heobxoanmo e crielpanHo BHHMaHHE NPH NALHEHTH, KOWTO NPHEMAT €JHOBPEMEHHO CENEKTHBHY
HHXHOHUTOPH Ha 00PAaTHOTO NOEMaHe Ha CEPOTOHHMH H NMEPOPATHH AHTHKOAryIaHTH, JIEKAPCTBEHH
MPOAYKTH, 32 KOWTO € H3BECTHO, Y€ NMOBIHABAT QYHKLIMATA HA TPOMOOLMTUTE WITH APYTH JIEKAPCTBEHH
MPOAYKTH, NOBHILABALIH PHUCKA OT KbpBEHE (Hanp. aTHIWYHHTE aHTUNICHXOTHYHH JIEKAPCTBEHH
[MPOAYKTH KaTO KJI03anuH, PEHOTHA3HHH, MOBEYETO TPULIMKAHUHY aHTHAENPECAHTH,
AUCTHICATHUWIOBA KHCENTHHA, HECTEPOUAHN NPOTHEBOBB3NANUTENHH cpeacTea, COX-2 HHXUOHTOpH),
KaKTO M NMpH MaLUWEHTH ¢ AHAMHECTHYHH JJAHHH 33 KbPBEHE UITH ChCTOSHUE, 00YyCNaBALLIO
npeapasnoiioxKeHHe KbM KbpBeHe (BxK. TOUKa 4.8).

Bianmoneiicrere ¢ TaMokcHpen

[Mapoxcerun, MolueH uxuburop Ha CYP2D6, Moxe na nosene no HaMansiBaHe Ha KOHLEHTPALUHUTE Ha
€HAOKCU(EH, €AMH OT Hai-BAXKHUTE aKTUBHU MeTabonnTH Ha TaMokcuden. [Topaay ToBa No BpeMme Ha
JIEYEHHE ¢ TAMOKCH(GEH NAPOKCETHH He TpAOBA a ce npuiara, Korato ToBa € Bb3MOXHO (B,

TO4YKa 4.5).

CumMnToMH HA OTHeMaHe, HAG/II0JaBAHH IPH NPEYCTAHOBABAHE HA JICYEHHETO C MAPOKCETHH
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cpaBHeHHe ¢ 20 % npu nnauebo. [losasaTta Ha CHMNITOMH HA OTHEMAHE HE € CHILIATA KAKTO NpPH
BELIECTBA, NPEAU3BUKBAIIHN MTPUCTPACTABAHE H/IH 3aBUCHMOCT.

PUCKDBT 3a nOABATA HA CUMIITOMM Ha OTHEMAHE 3aBUCH OT HAKOJIKO CI)&KTDP&, BKJIKOUYHUTCITHO
NMPOABLJTAUTCITHOCTTA HA JICHCHUETO H N0O3HPOBKATA H CTCNCHTA HA HAMaNdBaHC Ha A03aTa.

C»00LaBaHH Ca BHEHE Ha CBAT, CEH30PHHU CMYLIEHHA (BIJIIOUHTENHO NapecTe3Hs, ycelllaHe 3a
€NEKTPHYEH TOK W IUYM B YUIHTE), CMYLUEHHS B CbHA (BKIIIOYHTENIHO HECTIOKOWHH CbHHLIA), Bb30yaa
HIIH OE3MOKOUCTBO, raaeHe, TpeMop, 0OBPKaHOCT, H3NOTABAHE, MaBodOAUe, HapUd, ChpLieOUeHe,
€MOUHOHAJIHA HECTAONNHOCT, Pa3apazHUTENHOCT H 3PHTENHHU cMyIiieHMs. KaTo usno, Te3n CHMINTOMHM
ca cnabu 10 YMEPEHH, BLIPEKH Ye NMpY HAKOU MAalUMHEHTH TE MOraT Aa ca Texxku. OBHMKHOBEHO ce
CpeLlAaT Npe3 MbPBHUTE HAKOJIKO AHH OT MPEYCTAHOBABAHETO HA JICHEHUETO, HO HMa U MHOTO PEAKH
CboOLIEHNs 32 TAKHBA CUMIITOMM NPH NAaUMEHTH, KOUTO 6e3 na UcKaT ca NPOoIyCHAaNyu Aa NpueMar
no03a. Kato 110 Te3u CHMITOMH Ca CaMOOIrpaHHYaBally ¢e U OOMKHOBEHO NPEMHHABAT [0 [BE
CEAMHMUM, BBIIPEKH Y€ NMPH HAKOH XOpa T¢ MOTaT Aa NPpOoALJDKAT (ABa-TpH Mecela WK noseue). 1o
Ta3K NPUYHHA, KOFATO C€ NMPEYCTaHOBABA JIEYEHHETO, CE NPENOpPbLYBA 403aTa HA NAPOKCETHH Aa Obae
HaMaJIgIBaHa TIOCTENEHHO 3a NMEPHOA OT HAKOJIKO CEAMMLH WK Mecela Cho0pa3Ho HYKIHTE Ha
nauueHTa (BxK. Touka 4.2).

Hapymenune Ha CeKCYATTHATA QYHKIHA

CenekTHBHUTE HHXHOHTOPH Ha 06paTHOTO NoeMaHe Ha cepotonuH (SSRIS) Moxe na NnpruUKHAT
CMMIITOMH Ha HapyllleHa ceKcyalHa GyHKUus (Bx. Touka 4.8). CpobiiaBaHH ca cnyyamn Ha
MPOABL/KHUTETHO HAPYLUEHHE HAa CEKCyaHaTa PYHKLHA, KATO CHMITTOMHTE €& OCTAHAIIH, HE3ABUCHMO
ye npueMbT Ha SSRIs e npeycTaHoBeH.

Hatpui
Bcaka tabnerka napokceTHH cbhabpia no-manko ot 1 mmol Hatpuii (23 mg), KoeTo Ha npakTHKa
O3Hayaea ,,0€3 HaTpHit™.

4.5. BianmoaelcTBHE ¢ APYTH JieKapCTBEHR NPOAYKTH H APYrA GOpMH HA B3aHMOACHCTBHE

CepoToOHHHEPTrHYHH JICKAPCTBEHH NPOAYKTH

KakTo npu Opyrure CENEeKTHBHA MHXHOUTOPH Ha OOPaTHOTO NOeMaHe Ha CEPOTOHMH,
€IHOBPEMEHHOTO MNMpHIIaraHe ¢bC CEPOTOHHHEPrHYHH JIEKAPCTBEHU NPOJYKTH MOXKe 14 A0BeAE 10
cayqar Ha 5-HT edextv (CepOTOHHHOB CHHAPOM: BiK. Touka 4.4), [Ipy koMOHHHpaHe Ha NapoOKCeTHH
CbC CCPOTOHHHEPTHUYHH JIEKAPCTBEHH NpOoAYKTH {kaTo L-TpunTodaH, TpUNTaH4, TpaManodn,
NINHE30JIHA, METHITHOHHMHHEB XJIOPH/ (METHICHOBO CHHEO)), CENIEKTHUBHH HHXHOUTOPH Ha 06paTHOTO
NoeMaKe Ha CCPOTOHHH, IUTHH, NETHIHH, OYNIpEHOPHH M 1EKAPCTBA, ChABPHAALUM HCbJIT KAHTAPHUOH -
Hypericum perforatum) ce npenopbusa 0co6eHO BHHMAaHUE K NO-CTPHKTEH KIHHHUYEH KOHTPOJ.
OcobeHo BHHUMaHHUE Ce NpenopbyiBa M NpU NPUNoKEHHE Ha GeHTAHWT 3a o0LIa aHeCTe3Us WK 3a
neyeHHe Ha XpoHHUYHa Donka. EnHOBpeMEHHOTO NpHoXeHHe Ha napokceTHH ¥ MAO uHxubuTopH €
NPOTHBOMNOKA3aHO NMOPAAH PHCKA OT Pa3BUTHE Ha CEPOTOHUHOB CHHAPOM (BXK. TOuKa 4.3).

IInmMo3un

B npoyuBaHe Ha €{HOBPEMEHHO NPUIMKEHHE HA €AMHHYHA HUCKA 2033 NUMO3KA (2 mg) ¢ 60 mg
MapoKCeTHH € HabmoJaBaHO MOBHIUABAHE HA HUBATA HA MUMO3K] cpeaHo ¢ 2,5 nmbTy. Toea Moxke n1a
ce 00ACHU ¢ HHXHOMTOpHHTE CBOHCTBA HAa napokceTuH BbpXy CYP2D6. [Topaau Techus
TEPaneBTHUYCH HHACKC Ha NMMO3H/ H H3BECTHATA MY CnOCOOHOCT na yabikasa QT uuTepBana,
€IHOBPEMEHHOTO MPHIIOKEHHE HA MHMO3HMI U NAPOKCETHH € MPOTUBOMNOKA3aHO (BXK. TOUYKa 4.3).

JlexapcTBeHH NPOAYKTH, KOHTO yALKkaBaT QT unrepsaia
PuckbT oT yabmxaBaHe Ha QTc uHTepBana w/wiu ot kamepHu aputMuu (Hanp. TdP) moxe
NOBHIIY NPH €AHOBPEMEHHA YNoTpeba Ha ApYTH NeKapCTBEHH NPOAYKTH, KOUTO Y IBJK
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MHTEpBana (Hanp. HAKOH aHTUNCUXoTHUY) (BK. TOUka 4.4). EnHoBpeMeHHaTa ynorpeba Ha
TUOPHAA3HH U NAPOKCETHH € TIPOTUBOMNOKA3aHa, ThH KaTo, KaKTO NPH ApYTrH JIeKApCTBEHU NMPOAYKTH,
KOUTO UHXHOUpaT yepHoapoOHMA eH3nuMm CYP450 2D6, napokceTHH MOxe Aa NMOBHILM NAA3MEHUTE
HUWBaA Ha THOPHAA3HH, KOSTO MOXKe Na yabku QT uHrepBana (BXx. Touka 4.3).

JlekapcTBO-MeTA0OHIHPALH €H3HMH

MeTabonusMbT U PaAPMAKOKHHETHKATA Ha NAPOKCETHH MOFaT Aa Ce MOBJHAAT OT HHAYKLHATA WIIH
MHXHOHPAHETO HA NEKAPCTBO-META0OMH3HpALIIH HIHMH.

Koraro napokcerut Tpadea aa Obae npueMaH eAHOBPEMEHHO C JIEKAPCTBO, 38 KOETO € U3BECTHO, 4e
UHXHOHWpa nekapcTBO-MeTabonusnpaninTe eH3UMHU, Tpadea na ¢e nNpeueHH NpeanucaH1e Ha
Hak-HUCKaTa Bb3MOXKHA A03a Ha napokceTHH. He e HeobxoauMo nbpBOHAYATHO KOPUTHPAHE Ha
J03aTa Ha MapOKCETHH NPH €AHOBPEMEHEH NPUEM C JIEKAPCTBO, KOETO € U3BECTEH HHAYKTOP Ha
nekapcTBo-meTabonuzdpatuure eH3uMMu (Hanp. kapbamazenus, pupaMnuuuH, dpeHobapburan,
(heHUTOUH) WK ¢ Go3zaMnpeHaBup/pUTOHABHP. Beako nocieaBallo KopurupaHe Ha NO3aTa Ha
NapoxceTUH (NPH HHHLMKMPAHE WK ClIeA NPEYCTAHOBABAHE HA MPHEMA Ha HHAYKTOP Ha JIEKapCTBO-
MeTaboIH3UpaLLUTE EH3WMH) 3aBUCH OT KJIMHHYHHA €eKT (MOHOCHMOCT H €pUKACHOCT).

HepBHO-MYCKY THH OJ10KepH

CenexTMBHUTE HHXUOUTOPH HA 0OPATHOTO NoeMaHe Ha cepoToHuH (SSRIs) Morar ga HamansaT
M1a3MEHATA XONHHECTEPa3Ha AaKTUBHOCT, KOETO Ja A0BeAe A0 yAb/KaBaHe Ha ONOKUpaLloTo
HEPBHO-MYCKYJTHO JEHCTBUE HA MUBAKYPHYM H CYKCAMETOHHYM.

Po3amMNpeHABHD/PHTOHABHP

EAHOBpEeMEHHOTO NMPHIOKEHHE Ha Qo3amnpedasup/puroHasdp 700/100 mg aBa MbTU AHEBHO C
napokceTHH 20 mg OHEBHO npH 3apaBu 4OOpOBOILM 33 10 AHU e A0BeNO A0 3HAYMTEIHO HaMalieHHe
Ha Nja3MeHUTE HHUBA Ha NapoKCETHH ¢ Npuban3uTenHo 55 %. [nasMeHure HUBA Ha
¢o3amnpeHaBHp/pPUTOHABUP NPH €THOBPEMEHHO NPUIIOKEHHE C NMAPOKCETHH ¢a OHITH CXOAHHU ¢
peQEepEeHTHUTE CTOMHOCTH OT IPYTH NPOYYBaHUSA, KOETO NOKA3Ba, Ye NMAPOKCETHH HE OKa3Ba 3HAUUM
edeKkT BbpXy MeTabonuima Ha ¢osamnpeHaBup/puToHaBup. HiMa HanH4HU JaHHH 3a edekra OT
ABArOCpoOYHO, npesriasauo 10 AH1, eAHOBPEMEHHO NPHUIOKEHHE Ha MAPOKCETHH M
(dho3aMnpeHaBup/pUTOHABHP.

[IpounknHaHH

Exe1HeBHOTO NMPUNOKEHRHE HA NMTAPOKCETHH YBEJIHYABa 3HAYMTENHO MIa3MEHHTE HUBA Ha
MpoUHKIHAKH. B cityya#, dye ce HabnioaaBa aHTUXONUHEPrHYEH €(PEKT, AO3ATA Ha NMPOLMKIHIHH
TpsOBa na 6bae HamaneHa.

AHTHKOHBYJICAHTH

EAHOBpEMEHHOTO NMPHIOKEHHE HA NAPOKCETHH C AHTHKOHBYNCAHTH (KapOamazeniH, (eHHUTOMH,
HATPHEB BAJINPOAT) HE OKa3Ba edekT BbpXY PapMakoKMHETHUHHA/ hapMaKoANHAMUUHNUA NPodUs NpH
MaLHeHTH C enuencHs.

CYP2D6 nuxubutopHo aciicTBHE HA MAPOKCETHH
Kakro npu apyrute aHTHACTpecaHlTH, BITIOUHTETHO U APYTH CEJIEKTHBHH HHXHOHTOPH Ha 0OpaTHOTO
NnoeMaHe Ha CEPOTOHHH, NApOKCETHH HHXHOKpa yepHOoapoOHHa uuToXxpoM P450 enzum CYP2D6.
Nuxubupanero Ha CYP2D6 moxe na noBese 10 yBeJIMUaBaHE HA NJIA3MEHHUTE KOHLEHTPALUK Ha
NPHJIOKEHH €JHOBPEMEHHO NEKAPCTBECHH NPOIYKTH, KOUTO ce MeTabonusupar oT TO3H eH3uM. Te
BKJTFOUBAT HAKOH TPHULMKIHYHHA aHTUAECNPECAHTY (Hanp. KIOMHIPAMHH, HOPTPUNITHIIHH U
AE3NUNPaMKH), PEHOTHA3HHOBH HEBpOnenTHLM (Hanp. repdeHasuH 1 THOPUIA3HMH, BXK. TouKa 4.3
naparpada ,,JlekapcTeeHn NPOAYKTH, KOMTO yab/bkasaT QT uHtrepsana“ B Touka 4.5 no-rope),
PUCNIEPHAOH, aTOMOKCETHH, HAKOM Tun 1¢ aHTHApPUTMHYHHY JieKapcTsa (Hanp. npofnadeHoH H
¢nexkannua) ¥ meronposon. He ce nperiopsyea 1a ce H3MOJ3Ba NMAPOKCETUH B KOMOHHALMA




MCTOIIPOAO, KOI'aTO NMNOCNCAHHUAT € NPpCATNITMCAH NPA CHPACUHHA HEJOCTATBYHOCT, Nopann TCCHHUA
TCPAnNCBTHHCH HHACKC Ha MCTONPONION NMpH TOBA NOKA3dHNUE.

B nuteparypara umMa cbo0iuecHUA 3a papMakoKHHETHYHO B3auMonaeiicTaue mexay CYP2D6
HHXHOUTOPH M TaMOKCU(EH, KOETO BOAH A0 65-75 % noHW)kaBaHe Ha MJAa3MEHHTE HUBA Ha €1HA OT
Mo-akTUBHUTE GOPMH Ha TaMOKCudeH — eHaokcHbeH. B HAKOM npoyyBaHUA € ChoO1IaBaHO 3a
HaMaIABaHE Ha €(pUKACHOCTTA HA TAMOKCH(EH NPU eIHOBPEMEHHO NPHNOKEHHE C HAKOH
aHTUOENPECAHTH OT rpynara Ha HHXHOHTOPHUTE HA 0DPAaTHOTO NMoemMaHe Ha CEpOTOHUHA. Tbi KaTo He
MOJKE 1A C€ U3K/TIIOYM HAMAABAHE Ha €eKTa Ha TAMOKCH(EH, eAHOBPEMEHHOTO NPHIOKEHHE C
MOIIHH HUXHOUTOPH Ha CYP2D6 (BknounTenHO napokceTuH) TpabBa Aa ce H30ArBa BUHAru, KOraTo e
BB3IMOXKHO (BXK. ToOHKA 4.4. Cneunantu npeaynpexacHis U npeana3Hy Mepku npy ynorpeda).

ANKOXON
KakTo ¥ npu OCTaHanuTe NCUXOTPOITHH JIEKAPCTBEHH NPOAYKTH, HA NaLHEHTHTE TpAOBa 1a Obae
npenopwpyYBaHo aa u3daresar ynorpedara Ha ankoxosl A0KATO NpHeMar NapoOKCETHH.

IlepopanHy AHTHKOATYIAHTH

Mexxay NapoKCETHH U NEPOPaTHUTE AaHTUKOAryJIAHTH MOXKE Aa HacTbIu dhapMakoAHHAMHYHO
B3aumoaeicTeHe. EAHoBpeMeHHaTa yrnoTpe6a Ha NapoKCeTHH M NMEPOPaTHH aHTHKOArYJJAHTH MOXKE Aa
JoBeAe 10 NOBHUICHA aHTHKOAryNauHOHHA aKTHBHOCT M XeMoparuueH puck. [lopaau tasu npuuunHa
MapoKceTHH TpaOBa aa ce ynorpebaBa ¢ NOBUILEHO BHUMAHHE NPH NAaLMEHTH, KOUTO C€ JIEKYBAT C
NEpopanlHy aHTHKOArynaHTH (B Touka 4.4).

HecTepoHAHH NPOTHBOBL3INAHTENHH CPeACTBA, ALETHICAIHIUIOBA KHCEIHHA H IPYrH
JIEKAPCTBA, NOBIAABANIH TpombounaTHATA QYHKIHA

Mexay napoKCETHH H HECTEPOMAHHUTE NMPOTUBOBBLINAIUTEHHN CPEACTRA/ALIETUIICATHLIAIIOBA
KHCEJTMHA MOXKE J1a HacThNH papMaKkoAHHAMHYHO B3anMoaelicTeue. EnHoBpemMeHHaTa ynoTpeba Ha
MapOKCETHH U HECTEPOUIAHH NMPOTHBOBBLINANUTEIHH CPEACTBA/ALETHICATHLIMIIOBA KHCETHHA MOXKE Na
OOBEAE A0 NMOBHLIEH XeMOparuueH puck (BxK. Touka 4.4).

IIpenopbuBa ce NOBHIWEHO BHUMAHHE NPH NAUWEHTH, IPUEMAIIH CeJIeKTHBHH HHXHOUTOPH Ha
00PATHOTO NOEMAHE HA CEPOTOHMHA EAROBPEMEHHO C NEPOPAIHH AHTHKOAryNAHTH, ¢ JIEKAPCTBEHH
NPOOYKTH, MOBAHABALIN TPOMOOLIMTHATA QPYHKLIKA WIH YBelHYaBalllyd PHCKA OT KbpBeHe (Hanp.
aTUMHYHH AHTHNCUXOTHYHH MPOAYKTH KaTO KNO3anuH, GEHOTHA3HHH, NOBEUYETO TPHLIMKIHYHH
AHTURCNIPECAHTH, ALCTWICATIULMIOBA KHCENUHA, HECTEPOHAHH TIPOTUBOBBINANIUTENIHU CPE/ICTRA,
COX-2 nuxudburopn). Heobxoaumo € u noeuilleHO BHUMaHHeE MpU NALMEHTH ¢ aHAMHECTHYHH NaHHH
3a H2pYLUEHHUA B KPbBOCHCUPBAHETO WK CbC CbCTOAHHE, ODYCNABALILO MPeaApa3NONOKEHHE KbM
KbpPBEHE.

I[IpasacTaTHH

B npoyuraHua € HabmonaBaHoO B3aHMOICHCTBHE MEXIY NMAPOKCETHH W MPaBacTaTHH, KOETO
npeanojara 4e €IHOBPEMEHHOTO MPWIOKEHHE HA NAPOKCETHH K MNpPaBacTATHH MOXE Aa AOBEIE A0
MOBHILABAHE HA HUBATA Ha MIOKO3aTa B KpbBTA. [IpH nauyeHTH cbe 3axapeH auabeT, npHemaluu
€AHOBPEMEHHO NAapOKCETHH # NpaBacTaTHH MOKE Aa UMA HYJXKJa OT KOpPUrHpaHe Ha I03MPOBKATA Ha
MepPOpaTHUTE NMPOTUBOANAOETHU JICKAPCTBA W/WIM HA HHCYIHHA (BX. TOUKa 4.4).

4.6. @epTHIHTET, OPEMEHHOCT H KbPMEHe

bpemMeHHOCT
Hsxou enuaeMHONOrHYHY NpoyHBaHMs NPEANONaraT YBeJIHUYEH PHCK OT BPOAEHH Mai(OpMaLIHH,
OCOOEHO CHLPACUHOCHAOBH (HAmp. KAMEPHH H NPeAChPAHO-NPErpaaHH Ae(PeKTH), CBLP3aHH ¢




MapOKCETHH MO BpeMe Ha OpeMEHHOCTTA € No-MaibK oT 2/100 B cpaBHEeHHE ¢ OYaKBaHHA Opoi Ha Te3M
aedexTH ot npubnusurento 1/100 B obwara nonynauus.

[To BpeMe Ha OpeMEHHOCT NapOKCETHH MOXeE J1a Ce M3MOJI3BA CaMO NPH M3PHYHO NPeANUCaHHE,
Heobxoaumo € ieKyBalluaT neKap Aa NpeleHd Bb3MOXXHOCTHTE 32 aITEPHATHBHO JIEYEHHE MpH
OpeMEeHHH KEHH HITH JKEHH, TTAHUPALIH 3a0peMeHsBaHe. PA3KOTO CNMPAaHE HA JICUEHUETO MO BpEME
Ha OpemeHHOCT TpadBa na 6bae u3dareano (Bx. To4ka 4.2).

O0cepBallMOHHH JaHHU [IOKA3BaT NMOBHLIEH PHCK (M0-MaNKO OT 2-KpaTe€H) OT KPbBOMW3JIMB Clie]
paxaane ciel ekcnosuuus Ha SSRI/SNRI 8 paMkuTe Ha Mecelu npean paxaaHeTo (BXK. TOUkH 4.4
u 4.8).

HosopoaeHure TpaOBa aa ce Habmonasar, ako Mailkara € NpoAbLIKHIIA TEPANHATA C NAPOKCETHH B
NOC/IeAHUTE CTAHH HA OPEMEHHOCTTA, OCODEHO B TPETHA TPUMECTHP.

[Ipu ynorpeba Ha napOKCETUH B NOC/IEAHWTE CTAAWH Ha OPEMEHHOCTTa, Y HOBOPOAEHOTO MOFaT 14 ¢e
MOABAT CJICAHHTE CUMITTOMH: PECNIMPATOPEH UCTPEC, LMAHO3a, arnHes, MbPUOBe, HEMOCTOSHHA
TeMnepaTypa, 3aTPYAHEHHS B XPAHEHETO, NMOBPBIIAHE, XUNOTJIMKEMHUS, XUMIEPTOHHUA, XHITOTOHHA,
xuneppediekcus, TpeEMOp, yilaxa, pa3aApa3sHUTENHOCT, IETAPrHYHOCT, NTPOIAB/DKHTENEH Tiay,
CBLHJIMBOCT W TPYOHOCTH MpH 3acnuBaHeTo. Te3n cCUMNTOMU OKXa MOIMIH 13 C€ ABJDKAT Ha
CEPOTOHUHEPIHYHH €(EKTH KU HA CUMNTOMHK Ha OTHEMaHe. B noBeueTo cnyyau ce choOlapa, ye
YCIIOXKHEHHUATA Ca Ce NMOABUAM BEAHAra Wi ckopo (< 24 yaca) cnen paXKaaHeTo.

EnnaeMuonorHudy NpoyyBaHHA ca MOKa3aiu, Y€ U3NON3BAHETO HA CENEKTHBHH HHXHOUTOPH Ha
00paTHOTO NOEMAHE HA CEPOTOHHUH NpH OPEMEHHOCT, U NO-CMNELHATHO NPH KbCHA OPEMEHHOCT, €
CBBbP3aHO C NOBULUECH PHCK OT NEPCHCTHPAIA MYJIMOHAIHA XMITIEPTOHHSA Ha HOBOPOACHOTO.
HabnropaBaHuaT puck € npuOansuTenHo ner ciyyvas Ha 1 000 6pemennocTd. B obuiata nonynauus
NMEPCHCTHpaLLA NYJIMYHATHa XHITEPTOHHA HA HOBOPOAEHOTO C€ Pa3BHBA MNPH €IHA 1O ABE Ha

1 000 6pemMeHHOCTH.

M3cneasanuaTa rpy XxKUBOTHHM NMOKA3BAT PEMPOAYKTHUBHA TOKCUUYHOCT, HO HE CBHACTENCTBAT 3a
DUPEKTHH BPEAHHU Bb3ACHCTBUA BbPXY OpeMeHHOCTTa, EMOPHOHANHOTO/PEeTANTHO Pa3BUTHE,
paXxaaHeTO MU CeAPOAOBOTO pa3BUTHE (BXK. TO4KaA 5.3).

Knpmene

Manko KOIM4ECTBO NAPOKCETUH CE EKCKPeTHpa B KbpMaTa, B mybnukyBaHH npoyuBaHus cepymMHaTa
KOHUEHTpAUKXA NMPH KbPMEHH Aeua € buna HenonosuMma (< 2 HanorpamMa/ml) Wan MHOro HUCKa

(< 4 nanorpama/ml). Ilpu Te3u neua ve ca HaG10aaBaHY NpH3HALHM HA €PEKTHTE HA JeKapCcTBOTO. Thi
KaTo €(PEeKTHU HE CE OYAKRAT, Bb3MOXKHOCTTA 3a YNoTpeba Ha MapoOKCETHH NO BPEME HA KbPMEHE MOXKE

Ja ce OOMUCIM.

PepTRAETET

J@HHH OT U3MWTBAHHKA ¢ )XKUBOTHHM Ca [TOKA3AJIH, Y€ NapOKCETHH MOXKE Aa MOBJIMAE KAYECTBOTO Ha
cniepMara (Bxk. Todka 3.3). JlauHH OT in vitro u3cneaBaHHUA C YOBEIUKKY MAaTepHan NpPeAroiarar, ye €
Bb3MOXKHO HAKAKBO NOBJIMEBAHE HA KA4YE€CTBOTO HA CNEPMATa, BLIIPEKH Y€ OT CllyyaHu JOKIIa[iBAHH NPH
XOpa C HAKOH OT CEJIEKTHBHHUTE MHXHWOUTOPHU Ha OOPATHOTO NOEMaHe Ha CEPOTOHHHA (BIITIOUUTENHO
NapoOKCETHH) CE BHXK A, ue edeKT BhPXY Ka4eCTBOTO Ha criepMara e obparum. Jlocera He e
HabMoaaBaHO NOBIMABAHE HA QEPTHNIUTETA NPH XOpa.

4.7, EdexTn BLpxy cnocobHocTTa 32 modpupaHe H pabora ¢ MALIHHK

KJIMHUYHUAT ONUT NMOKA3Ra, Y€ TepanusaTa ¢ NapoKCeTHH He € CBbp3aHa C yBpexJaHe
NO3HABATEJIHHUTE U MCUXOMOTOPHHU QYHKLMH. Bbripeky TOBA, KaKTO MPH BCUYKH TICH
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NEKAPCTBEHH NPOAYKTH, NAUHCHTHTE TpaOBa Aa ObAAT BHUMATENHH OTHOCHO CNMOCOOHOCTTA cH da
wopHupat K 4a paboTAT C MaLIHHH.

Bbnpeku He NapoKCETHH He 3aCHNIBA OTCNAaOBAHETO HA YMCTBEHHTE U JIBUraTENHUTE COCOOHOCTH,
[PHYHHEHO OT AIKOXO0Na, ERHOBPEMEHHATa ynoTpeda Ha MAPOKCETHH ¢ ANTKOXOJ HE €
NpenoOpPLUHTEI/THA.

4.8. HexenanH nekapcTBEHH peaKIHH

Hsakou oT u30poeHHTe Mo-a07y HeXENaHU NeKapCTBEHU peakiiMH MOTaT 1a HaMalIABaT MO WHTEH3HTET
M YECTOTA ¢ NPOABIKABAHETO HA TEPANUATa U OOMKHOBEHO HE HANaraT NpeKpaTraiBaHeTo #.
HexenanuTte NeKapCTBEHH peakLMU ca NMOCOUECHH CIIOPE] CUCTEMO-0opraHhaTa kiacudukaunsg u
abcosmoTHata vyectora. Hecrorarta e aeduHupana xato: MHOro yectH (> 1/10); wectn (= 1/100 no

< 1/10); nHeuect (= 1/1 000 no < 1/100); peaxu (= 1/10 000 ao < 1/1 000); muoro peaku (< 1/10 000);
C He M3BECTHA 4eCcTOoTa (He MOXe N1a Obje N3UKMCIIEHA OT HATMYUHHUTE JaHHH).

Hapymenns B KPBBTA H JJHMQHATA CHCTEMA

HedecTH: HEECTECTBEHO KbPBEHE, NMPeAMMHO OT KOXKAaTa H JIMFraBHUKTE (BKIOYUTETHO €EKXMMO3a H
rHHEKOJIOTHUYHO KbPBEHE), JIEBKOTEHHSL.

MHoro peakH: TpoMOOUUTONEHHA.

HapyuleHus Ha HMYHHATA CHCTEMA
MHOTO peaKH: TEXKH H NMOTEHUHANHO (aTajiHy aNepruyHyu peakuuu (BKIOMUTEHO aHaPHNAKTOHIHH
pPEeaKkUHH U aHTHOEIEM).

HapymeHns HA eHAOKPAHHATA CHCTEMA
MHoro peaku: CHHAPOM Ha HEMPABUIIHATA CEKPELIMA HA AHTHAKWYPETHYEH XOPMOH.

Hapywenus B MeTal0o,1H3IMA H XPAHEHETO

HecTH: yBENHYEHHE HA HUBATA HA XONECTEPO/1a, HAMAJIEH AMNeTHT.

HeuecTH: NpOMEHEH KOHTPON Ha KPbBHATA 3aXap € AOKNAABAH NPH NauMeHTH ¢ anadeT (Bxk.

Touka 4.4).

Penku: XUNOHAaTpPHEMHA,

XHUNOHATPHEMHUATA € HA0NIO1aBaHA MABHO NPU NALMEHTH B CTapUECKa Bb3PacT U NOHAKOTA €€ ABIDKH
Ha CHHApOMa Ha HeTpaBUJIHATA CEKPELIMA HAa AaHTUAKYPETHUECH XOPMOH.

IcaxuyHHA pa3cTpolicTBA

YecTH: CLHAUBOCT, 0€3CbHMe, Bb30Yyna, HeoOHUYaiHH ChbHHLIA (BKIIIOUMUTENHO KOLIMAPH ).
HeuecTH: 00bpKaAHOCT, XaNHOLMHALIHH.

Peaky: MaHHaKa/IHY peakLMH, TPEBOXKHOCT, ZENEPCOHANN3aLIMA, MAHUYECKH aTaKH, aKATHU3HA (BXK.
TOuKa 4.4).

C Heu3BeCTHa 4ECTOTa: CYHUMAHA HAealHs, CYULIMAHO NOBEACHHE, arpecus, OpyKCH3bM.

Mma cpo0uieHn cayyan Ha CyHLMAHA WACALMUA U CYHUMAHO NOBEASHHE N0 BPEME HA NEUYEHHE C
NMapoOKCETUH HJIH CKOPO C/1€/1 CIIUpaHe Ha JieueHHETO (BXK. Touka 4.4).

Ciydau Ha arpecus ca HabrOaaBaHW PH NOCTMAPKETHHIOBHS OMHUT.
Te3u cumriToOMH MOrar fa ce Jb/KaT Ha OCHOBHOTO 3a00NABaHe.
Hapymenns HA HEPBHATA CHCTEMA

YecTH: 3aMasHOCT, TpEMOD, rMasodoNHe, HapyllaBaHe HA KOHLIEHTPALUATA.
HedecTH: excTpanupaMuaHK HAPYIIEHHS.
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Penku: repuoBe, CHHAPOM Ha HECMOKOMHHUTE Kpaka.

MHOro peaku: CEpOTOHHHOB CHHAPOM (CHMITTOMMTE MOrar Aa BIUIIOYBaT Bb30yaa, 00bpKaHOCT,
auagdopesa, XamoUUHaLUH, xuneppedaekcus, MUOKIOHYC, MOTPBNBAHE, TAXUKAPAUSA U TPEMOP).
CH0o01IeHHATA 32 eKCTPANHPAMHAHHW HAPYLUEHHA, BIJIFOYHTETHO opodaLMaiHa AUCTOHUSA, Ca
fonyyaBaHH NMOHAKOra 3a NAUMEHTH € NPELUECTRALUN ABHTaTENHH HAPYLLEHHUS WK TIPH TaKWBAa,
KOUTO ¢a NPHEMAIH HEBPOJIETITHLH.

O4nn HapylIeHHs

YecTu: 3aMBI/IEHO BIKAAHE.
HeuwecTH: Mmuapuasa (BXK. Touka 4.4).
MHOro peaku: ocTpa riaykoma.

Hapymienus Ha YXOTO H JIAOHpHATA
C HEU3BECTHA YECTOTA: LIYM B YIUHTE,

Copaeunn HApYHICHRSA
HeuecTH: CHHYCOBA TaxUKap M.

Penku: Opaguxapaus.

CbaoBH HapymenHs
HeuecTH: npexoQHO NOBHLIABAHE WK MTOHWKABAHE HA KPbBHOTO HANraHe, MOCTYpaiHa XHNOTOHHS.
[IpexoaHO noBHLIaBaHE WK MOHWKABAHE HA KPLBHOTO HANAraHe € JOKIAABaHO Clell ICUEHHE ¢
NapoOKCETHH, HAN-YECTO MPH NALMEHTH C NPEALUECTBALLA XHIIEPTOHHA MIIH TPEBOXKHOCT,

Pecnupatopas, rpbAHH H MEIHACTHHATHH HAPYIICHHA
YecTH: npo3sBaHe.

CToMalIHO-4YpeBHR HAPDYIICHHS

MHoOro 4ecTH: rajaeHe.

YHecTH: 3anek, AKapug, NOBpbIUAHE, CyX0Ta B YCTATa.
MHoro peakH: raCTPOUHTECTHHAJTHO KbPBEHe.

C Heu3BeCcTHAa 4E€CTOTA: MHKPOCKOITHYEH KOJIHT.

Xenaro-OH/IHAPDAH HADYUICHHSA

Peaxku: nOBULIABAHE HA HUBATA HA YePHOAPOOHUTE €H3HMH.

MHOro peaku: YepHOAPOOHU peakLiMH (KaTo XENaTHT, MOHAKOra CBbP3aH C X bJATEHHULIA W/ UK
yepHOAPOOHA HEROCTATHYHOCT).

CrobuiasaHH ca cNy4aH Ha NOBULLABAHE HA HMBATA HA YEPHOAPOOHHTE EH3IUMH.
[locTMapkeTHHIOBHTE CHOOLIEHHUSA 32 YepHOAPOOHH peakUuH (KaTo XENaTHT, MOHAKOra CBbP3aH C
KBATEHULA H/WIH YepHOAPOOHA HEJOCTATBYHOCT) €A NOy4YaBaHH CbLIIO MHOTO PANKO.

Tpa6sa na 6bae 0OMHCNEHO NpeyCTaHOBABAHE Ha MPHEMA Ha NApOKCETHH, ako ce Habmonasa
NMPOABMKHTENHO NOBULIABAHE HA PE3YITATUTE OT U3CNIEABAHUATA HA YepHOApOoOHaTa GyHKUMHA.

HapymeHus HA KOXKATA H NOXKOXKHATA ThKaH

YecTH: U3NOTABAHE.,

HewecT: KOXXHH 0OOpUBH, NpYpPHUTYC.

MHOro peiKn: MHOMO TEXKKH KOXKHH HEXKEIaHH peakury (BKAIOHMHUTEIHO epUTeMa MyITHdOpME,
CHHAPOM Ha CTHBBHC-/DKOHCBH M TOKCHYHA ENHACPMANTHA HEKPOJIK3a), YPTHKAPHA, PEaKLIMH Ha
hoTOUYBCTBUTETHOCT.

HapymeHHnst Ha MYCKYJIHO-CKEJIETHATA CHCTEMA H CheJHRHTEIHATA ThKaH
Peaku: apTpanrus, MUanrus.
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EnnaeMHoNornytsd npoyuBaiig, NpOBEACHHU IVIaBHO NPH NALUMUEHTH Ha Bb3pacT Ha W Had S0 roaunHw,
MOKa3BaT MOBHULIEH PUCK OT KOCTHH PAKTYpPH TIPH NALUMEHTHTE, NPHEMAIH CEIEKTHBHH HHXHOUTOPH
Ha 0OPATHOTO N0EMaHe Ha CePOTOHUHA M TPHLIMKIIMYHK aHTUACTIPECAHTH. MeXaHH3MBT, BoAell 10 TO3H
PUCK, HE € U3BECTEH.

Hapymenns Ha 6b0pennTe B NHKOYHATE NBPTHWIA
HeuecTu: 3aapekka Ha ypHHa, HTHKOHTHHEHLHA Ha YPHHATA.

HapyuieHHs HA BL3NPOH3IBOAUTEIHATA CHCTEMA H IbpPAATA

MHoro uecTH: cekcyanHa JUChYHKLUA.

Penku: XHneprnpoiakTHHEMHA/ ranakTopes, MEHCTPYAIHH HapyLUeHHA (BKITIOYHTENHO MeHoparus,
METpOparys, aMeHopes, 3adapaHe Ha MEHCTPYaLHA H HEpENOBHA MEHCTPYaLUA ).

MHoOro peaku: Npuanu3bm.

C HeHn3BeCTHA YECTOTA: KPbBOM3JIMB ClIC paxKaaHe.

Covo0waBaHo € 3a KpbBOM3JIMB clle] paXkaaHe 3a rpynara nekapctea SSRIs/SNRIs (Bx. Touku 4.4
U 4.6).

O6mu HapymeHHs H ePeKTH HA MACTOTO HA NPHJIOKEHAE
YecTH: acTeHUd, YBelIMHaBaHE HA TENECHOTO TErO.
MHoro pelkh: nepudepeH OTOK.

CUMIITOMMH HA OTHEMAHE, HABJITIOJABAHHU ITPA ITPEYCTAHOBABAHE HA
JIEYHEHHETO C TIAPOKCETHH

YecTH: BHEHE HA CBAT, CETUBHH HAPYLUCHHA, HAPYILICHUA Ha CbHA, TPEBOXKHOCT, rnasodonue.
Heuecth: Bp30yAa, ranede, TpeMop, o0bpKBaHe, H3NOTABaHE, EMOLIHOHAIHA HECTAOHITHOCT, 3PUTENTHH
CMYLICHUA, NANMNUTALMH, IHAPHA, Pa3dpa3HUTETHOCT.

[IpeycTaHoBsBaHETO HA NpHUEMaA Ha NAPOKCETHH (0co0eHO, KOraTo TOBa CTaBa PA3KO) OOHKHOBEHO
BOAH A0 CUMIITOMH Ha OTHeMaHe. JoknaasaHy ca cnyyau Ha BUEHE Ha CBAT, CETHBHH HaPYIIECHHA
(BKJIIOYHUTENHO NMApPECTE3UH, YCEIIAHE 3a €IEKTPHYECKH TOK H LIYM B YILIHTE), HAPYILIEHHS HA ChHS
(BKNIOUMTENHO HECMIOKOMHY CBhHHULLA), Bb30yaAa HIIH O€3NO0KOHCTBO, rajieHe, TpemMop, 00bpKaHoOCT,
W3NOTABaHe, Masodonue, Anapus, NalnuTaluHi, eMOLMOHANIHA HeCTAOUAHOCT, pa3iPpasHUTENHOCT H
3PUTENHH CMYLLUCHMUA,

B obmiud Cﬂ}"{ﬂﬁ TC3H PCAKLIUHK €A NCKH 10 YMCPCHH H CaMOOIrpaHH4aBaulu €€, HO NpH HAKOH
naLyeHTH T€ MOraT Ja ObAaT TEXKH W/ HWIH NpoABLJLKHATC/IHH. CnenoBareiHO, KOraTo NeYeHHeTo C

MapoOKCETHH Beue HE € HEOOX0ANMO, CE MPENOpPbYBa MOCTENEHHO NMPEeYCTaHOBABAHE HAa TEPANHUATA C
TUTpUpaHe Ha ao3ara (BK. TOUukd 4.2 u 4.4).

HEXEJAHHNA JEKAPCTBEHH PEAKIIMHA, YCTAHOBEHH ITPU ITEAUATPUYHU
KJIHMHHYHHA U3IIMTBAHNSA

HabnroaaBanH ca ClleIHUTE HexXeNlaHA peakHHH:

YBenMuaBaHe Ha CYMUMAHO-CBBP3aHOTO NMOBEACHHUE (BKNIOYHTETHO CYHLIHMIHH ONHTH K CYULIMIHH
MHMCIIH), MOBEAEHHE HAa CAMOHApAaHABAHE W MOBULLCHA BpaxKIeOHOCT. CYHUMAHHTE MUCITH H
CYWLMAHHTE ONUTH ca OUnK HabMoaAaBaHHW MABHO NPH KIHHHYHHUTE W3MUTBAHUS C FOHOLLHU C FOAAMO
AETMPECHBHO pa3CcTpoicTBO. [loBHIeHa BpaxaeOHOCT ce nossgBa ocoOeHo npu Aela ¢ 06cecHBHO-
KOMIY/ICHBHO pa3CcTPOHCTBO H MO-CMICUHANHO NMPH Acua noa 12 roauHu.

HonbaHuTeNnHM HabMOAABAHH HEXKeJlaHH JIEKAPCTBEHU PEaKLMK €a: NIOHHIKEH aneTHT, TPEMOop,
H3MOTABAHE, XMNEPKHUHE3NHA, Bb30yAa, eMOoLOHAIHA labunHocT (BKJI. nM1ay U konebaHus B

HACTPOEHHETO), HEXKENAHH JICKAPCTBEHH PEaKLIMK, CBbP3aHHU C KbpPBEHE, FaBHO OT CTP
H JIMFaBULIHTE.
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HexxenanuTte niekapcTBeHM peakuud, HabMI0AaBaHH Cie CMHPAHE HA JIEeUEeHUETO HAY HaManaBaHe Ha
N03aTa Ha NApPOKCETHH, ca: eMOLWOHAHA JAOMITHOCT (BKTIOUHMTENTHO I11aY, KonebaHua B
HACTPOEHHUETO, CAMOHApAHABAHe, CYULIMAHH MUCIIM U OTIUTH), HEPBHOCT, BUEHE Ha CBAT, FaficHe U
kopeMHa Oonka (Bx. Touka 4.4).

BHokTe TouKa 5.1 3a noBeue HHdJDpMaI.IPIH OTHOCHO MNCAHATPUYHHUTC KIHHHYHH H3MTHTBaHHA.

Crobuiapane Ha NOJO3HPAHH HOXKENAHH PEeAKIHHA

Cbo0uwaBaHeTo Ha NOAO3UPAHH HEXENaHU peaklUHH chea paspeluaBaHe 3a ynorpeda Ha iekapcTBEHHUA
NPOAYKT € BaKHO. ToBa No3BoO/ABa Aa NPOABKH HAaGMIOAEHHETO Ha CHLOTHOLUIEHHETO T0J13a/pUCK 3a
NeKapcTBeHHs NPOAYKT. OT MEAULIMHCKUTE CIMELIHANHCTU ¢e U3UCKBa a ¢boOILaBaT Beaka
NOJO3MpPaHa HEXENaHa peakLUA Ype3 HallMOHANHA CUCTeMa 3a ¢boOLlaBaHe:

H3nbnHWTENHA areHUMs Nno nekapcersara
ya. ,,JdamsaH ['pyes” Ne 8

1303 Codus

Tena.: +359 2 890 34 17

yeGcaiit: www.bda.bg
4.9. Ilpempo3npane

CHMITOMY H IPH3HALHA
HanwuHKTe RaHHKW 3a Npeao3Mpane ¢ NapoKCeTHH MOKa3BaT MIWPOKHA AHWANa30H Ha 0€30MacHOCT Ha
NeKapcTBOTO.

OnUTLT NpU NPEAO3HPaHE C NAPOKCETHH € NMOKA3ANT, Y€ B JOMBIHEHUE HA CHMIITOMHTE, CIIOMEHATH B
Touka 4.8. Hexenanu nekapcTBeHH peakUmH, ca cboblliaBaHU ¥ NMOBHIIIEHA TEMMNEPATYPA, H HEBOJIEBH
MYCKYJIHH KOHTPaKUWH. OOWKHOBEHO NAalLMEHTHTE CE Bb3CTAHOBABAT HaNbIHO, 0€3 CEPHO3HH
nocaeaAcTeud, 10pH npu Ao3u a0 2 000 mg napokceTuH, npHeT camocTosTeNnHo. Paako e cbobwasaHo
3a ClyyaH Ha KoMa Wi npomend B EKI™ 1 MHOrO paako - ¢ ¢paraneH u3xol, HO OOMKHOBEHO Te3H
Cllyuau ca HabIrJaBaHu NpY NPHEM HA NAPOKCETHH C APYTH NCMXOTPOITHHA NEKAPCTBEHH MPOIYKTH, C
unK 6e3 ankoxon.

Jleuenne
He e u3BecTeH cneumM¢HYeH aHTHAOT.

Jleyeruero Tpa68a na BrIOUBA OOUIMTE MEPKH, H3MON3BAHH 3a OBNAJABaHE HA NPEAO3HPAHETO, C
KOHTO M a € aHTHAenpecadT. I1pu BBaMOxHOCT MOXe fa ce oOMHcnu npunoxenre Ha 20-30 g
AKTHBCH MCAHLIMHCKH BBIJIEH HAKOJIKO 4Yaca ciel Npelo3HpaHeTO Ha MapoOKCETHH, 3a a C€ HaManu
pe3opbuuaTa. [IpenopbUYMTENHO € NpUAAraHeTo Ha NOAABPXKALLN I'PHKH C YECTO NPOCIEAABAHE HA
KU3HEHHTE PYHKIMH YW BHUMaTeNHO HabmoaeHKe. JleueHneTo Ha naumenTa Tpabea Ja e cnopen
KNUHUYHOTO MY ChCTOSHHUE.

3. GOAPMAKOJIOI'TYHHU JAHHH

5.1. @apMaxkoxHHAMHYHH CBOHCTBA

Ha cepoTtoHuH. ATC kon: NO6A BO5
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MexaHH3BM HA JeHCTBHE

[lapokceTHH € MOLUEH M CENEKTUBEH HHXUOHUTOP Ha MOEMaHEeTO Ha S-Xxuapokcurpuntamui (3-HT,
CEPOTOHHH) M HETOBOTO AaHTHAEMPECHBHO NEHCTBHE H €(DUKACHOCT MPH NIEHEHHUE Ha
00CECUBHO-KOMITYJICHBHO pPa3CTPOHCTRO, COLHATHO TPEBOXKHO pa3cTpoHCTBO/colaiHa $hodbus,
reHepaiu3upana TPEBOXHOCT, NOCTTPABMATHUHO CTPECOBO PA3CTPOHCTBO M MAHUUECKO Pa3CTPOHCTRO
C€ CMATA 34 CBBP3aHO CbC CNCUHPHUHOTO OMOKKpaHe Ha noeMaHeTo Ha 5-HT oT Mo3bUHHTE HEBPOHH.

IapokceTHH HE € XHMHYECKH NoA00eH Ha TPHLUMKAHUYHHTE, YETHPULIMKNHUYHHTE AU JPYIUTE
CBLUECTBYBALUK AHTHIENPECAHTH.

[TapokceTHH UMa c1ab aQpUHUTET KbM MYCKaAPHH-XOJIMHEPTHYHHUTE PELIENITOPH U U3MTMTBAHUATA C
’KWBOTHH Ca NOKAa3aIM caMo cnaby aHTHXONHHEPrUUHHA CBOHCTBA.

BbB Bpb3ka ¢ TOBA CEJEKTUBHO ACHCTBUE in Vifro NIPOYUYBAHUATA Ca NOKA3AIH, Y€ 3a pa3jiMKa OT
TPULMKIHYHHTE aHTHAENPECAHTH, NAPOKCETHH UMa MaNtK apUHHUTET KM anda,-, anda;- v bera-
aapeHopeuenropure, AonamuH (D;), 5S-HT 1 nopobuu, 5-HT2 u xuctamuu (H,) peuentopure. Tazn
JIUNCca Ha B3aUMOJICHCTBHE C NMOCT-CUHANTHYHUTE PELIENITOPH in Vifro € NOTBLPAEHA OT in vivo
W3MUTBAHUSA, KOMTO MOKA3BaT JIMICA HA AenpecHBHH edexty Bbpxy LHTHC v Ha xunoTeH3nBHU
CBOMCTBA.

dapMakoIHHAMHAYHH eeKTH
[TapokceTHH HE YBpexaa NCUXOMOTOpHATa QYHKLIUA H HE MOTEHUHpa ACNPECUBHHTE epeKTH Ha
eTaHoJa.

KakTo ¥ npH ApyruTe ceneKTUBHH HHXHOUTOPH Ha obpaTHOTO noemaHe Ha 5-HT, napokceTun
NPUYKHABA CUMNTOMH Ha cBpbX 3-HT peuentopHa cTuMyfaaLMa, KOTaTo € JaBaH Ha )KHBOTHH,
NpPeABAPHTEHO NPHENH MOHOAMUHOOKCHAa3HH (MAO) nHxuburopu ninu tpuntogas.

IHosenaenueckure u EEI" u3cneaBanns noxassar, 4ye NapoKCeTHH € clabo akTHBHUpaul Npy 103H,
OOMKHOBEHO HaA Te3H, HeoOX0AWMH 32 HHXHOUpaHe Ha noeMaHero Ha 5-HT. AkTuBupaluuTe
CBOUCTBa NO CHUIHOCTTA CH HE ca “aMderamuHononodHu”. IlpoyupaHuATa Npy XKUBOTHH NOKA3BAaT, Y€
MapoOKCETHH € J00pe MOHOCHM NO OTHOLLEHHE Ha ChpAeYHO-CbhAOBaTa CHeTeMa. [lapokceTHH He BoaH
A0 KIMHHYHO3HAYUMH MPOMEHH B KPBBHOTO HanAraHe, chpaeuHara yectora i EKI cnen npuemane ot
30paBH HUA. B e1HO He3acneneHo npoyyBaHe Ha edekra pbpXy QT vMHTepBana npu pa3iuyHu
KOHUEHTpauuH npH 38 3apaesu nobposonuu 6€3 KOHTPOIHA rpyna He € YCTAHOBEHO YAb/DKaBaHe Ha
QTc HHTEpBaNa B OTroBOp HA TEPAaNeBTUYHK N03H napokceTHH (20 mg, 40 mg nau 60 mg). He ca
H3cieaBaHW KOHTPOJHHU J0O3HU, MO-BUCOKH OT TEPANEBTHYHHTE.

npﬂyLIBaHHHTa NOKAa3BaT, 4<€ 34 pa3inHKa OT aHTHACHAPCCAHTUTE, KOHTO HHKHﬁHpﬂT NMOCMAHCTO Ha
HOPAAPCHANIHH, MMAPOKCCTHH MPHTEXABAa MHOTO NMO-MaJIKa CKJTIOHHOCT KbM HHXHGHP&HE Ha
dHTUXHNCPTCH3NBHHUTC E(I)eI(TH Ha I'BAHCTHAHNHA.

[lpu nevenune Ha AeNpPeCHBHYU pa3CTPOHCTBA, NAPOKCETHH MOKa3Ba e(pHKACHOCT, CpaBHHMA € Ta3H Ha
CTAaHAAPTHHUTE AHTHACTIPECAHTH.

CBLUECTBYBAT CBLUO HAKOH J0KA3ATENCTBA, CIOPE] KOUTO NAPOKCETUH MOXKE 13 IMa TepaleBTHYEH
edeKT NpU NALUKEHTH, KOUTO He ca NMoNy4YnIu noaobpeHue cliell CTaHAApTHA Teparnus.

nap{}l{CETHH, INPHJITOAKEH CYTPUH, HC OKa3Bd OTPHUATE/IHO BJIHAHNEC HUTO BBPXY KA4E€CTBOTO, HUTO

BbpPXY MPOAL/DKHTENHOCTTA Ha CbHA. Hello noseye, nauueHTHTE BEPOATHO CHAT NO-A00pe npu
MOBJAHABAHE OT TEPANHATA C NAPOKCETHH.
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AHaJIA3 HA CYHUHAHOCTTA IPH Bb3PACTHH

CneunduyeH 3a NAPOKCETHH aHANH3 Ha M1aLe0O-KOHTPONMPAHU H3NHUTBAHUS NPU Bb3PACTHH C
NCUXUYHHU pa3sCTPOHUCTRA € NoKa3an Mo-BUCOKA YeCTOTa Ha CYUMLIMAHO NOBEACHHE TIPH MNaau
Bb3pacTHH (Ha Bb3pacT |8-24 roauHH), N1eKyBaHHU ¢ NapOKCETHH, B CpaBHeHHE ¢ utauedo (2,19 %
cnpamo 0,92 %). B rpynure Ha no-ronaMa Bu3pacT HE € HabnwaapaHO Takosa nospuuieHue. Ilpu
Bb3pacTHH ¢ rOJAMO ACTIPECHBHO pa3CTPORCTBO (BCHHMKH Bb3pacTH) € HabnoaaBaHO MOBHILIABAHE Ha
YEeCTOTATa Ha CYWLIHAHO [TOBEACHHUE NPU NALUEHTH, JIEKYBAHH ¢ NAPOKCETHH, B CpaBHEHHUE ¢ nnauebo
(0,32 % cnpamo 0,05 %); scuukm cmyyan ca Hunu onutu 3a camoyouiicTeo. Bunpeku ToBa, no-ronsma
4acT OT TE€3W OMUTH MPHU NaLMEHTHTE Ha napokceTuH (8 oT 11) ca bunu npu No-Mnaau BL3PACTHH (BXK.
ChILO TO4YkA 4.4).

do3oB o1rOoBOP

[Ipy H3NUTBAHUATA C PUKCHpaAHA 4032 C€ YCTAHOBABA MNOCKA KPUBA HA A030BHA OTTOBOP, KOETO HE
[peanoara MnpeuMyLIecTBO NO OTHOLUIEHHE HA €QUKACHOCTTA NPH A03H, NO-BUCOKH OT
NpENnopBrUMTENHUTE. BCe nak ChllecTBYBAaT HAKOM KNMHWYHH JaHHH, COYELIH, Y€ NOBHINABAHETO HA
ngo3ara 61 Morno aa 6bae OT nonsa 3a HAKOH NaUHeHTH.

dAbarocpovisna epHKACHOCT

JAbArocpouHaTa epMKacHOCT Ha MAPOKCETHH NPH JICYCHHUE HA AETIPECHSA € A0Ka3aHa Ype3 52-ceAMUYHO
NMOAABLPIKALLC HMPOYUBAHE 34 NPEBEHUMA Ha peunauB: 12 % ot naudeHTHTE, NOJyYaBalli NapOKCEeTHH
(20 — 40 mg aneBHO) ca UManM peuuaus, cpewy 28 % or nauveHTHTE, NpUeMaiy niauedo.

Hbarocpoynara €PUKACHOCT Ha NapOKCETHH NPH NleueHHe Ha 0OCECUBHO-KOMMYJICHBHO pa3CTpPOHCTRO
€ NMPOYYEHa NPH TPH 24-CeAMUYHH NOANBLPKALUM U3NWTBAHUS 33 MPEBCHUMA Ha peunaneu. [lpn eaHo
OT TPHUTE HANUTBAHUA € HabMoaaBaHa 3HAYMTENIHA PAa3fiMKa B CbOTHOLIEHHETO HA PELIHAHBHTE NPH
nexyBaHuTe ¢ napoxceTus (38 %) B cpapHeHHE C MALMEHTHTE, NMoJjyyaBaiu niuauedo (59 %).

HbnrocpovuHarta epUKacHOCT Ha MAPOKCETHH NPH JIEYEHHE HAa NAHWYECKO PAa3CTPOHCTRO €
NEMOHCTPHpaHa upe3 24-ceAMHYHO NOAAbPXKALILC H3MWTBAHE 33 NPEBEHLINS Ha peunauBu: 5 % ot
NalUeHTUTE, Noay4aaty napokceTuH (10 — 40 mg aHeBHO) ca UManU peuMHaunBs, cpewty 30 % ot
MauUEHTHTE, nNpyeMaliu mnaucdo. Toea € NoAKPENeHo OT 36-CeAMUYHO NMOAABLPKALLO NPOYYBAHE.

Jnarocpounara epMKaCHOCT Ha NAPOKCETHH NPH JIeYeHHE Ha COLMATHO TPEBOXKHO Pa3CTPOICTRO,
reHepalM3upaHa TPEBOKHOCT H NOCTTPABMAaTHYHO CTPECOBO Pa3CTPOICTBO HE € AOCTATHUYHO
A0Ka3aHa.

HexenaHH JI€eKAPCTBEHH PEAKIHH, YCTAHOBEHH NPH NEAHATPHYHH KJIHHHYHH H3NHTBAHHSA
[TpH KpaTKOCPOUHH KJAMHWYHM H3nHTBaHMA (A0 10-12 ceaMuun), npoBEeASHH NpH €L U IOHOUIH, ca
OWnn HaOmoaaBaHM CIIEHUTE HEXKENAHHU NEKAPCTBEHH PEaKUUY NIPH NALHEHTHUTE, NIEKYBAHH C
MapOKCETHH, C YECTOTA NMOHE 2 % M B NOHE ABA MbTH NMO-BUCOKA CTENEH B CPABHEHHE ¢ NPHEMAJTHUTE
rtauebo: yBeNH4apaHe Ha CYHUMAHO-CBBLP3aHOTO NOBEACHUE ( BKIIFOUHTENHO CYHWLIHIHH OMHTH U
CYWLHMAHH MHCITH), TOBEACHHUE HA CaMOHapaHaBaHe M noBUlleHa BpaxaAcOHOCT. CyHLHMAHKTE MUCIH U
CYMUMIHMTE ONUTH ca OunKn HaONKOAaBaAHH IMABHO NPU KIMHUYHHUTE W3NUTBAHUA C FOHOLIH ¢ TONSMO
AENPECUBHO pa3cTpoHCcTBO. [TosuiueHa BpaxxaedHOCT ce nossaBa ocobeHo npH aeua ¢ 06CecuBHO-
KOMIMYJICHBHO Pa3CTPOMCTBO H NO-CNEUdaNHO Npy geua noj 12 roqguHu. JIonbIHATEAHH HEXENaHH
NEKapCTBEHH peakUHH, HabnioaaBaHW NO-YECTO NPH JIEKYBAHUTE C NMAPOKCETHH B CPABHEHHE C
npHemanure miauedo, ca: MOHMKEH aNeTUT, TPEMOP, UITNOTABAHE, XHNEPKHHE3N, Bb30Y 14,
EMOLIHOHAHA NaOUNHOCT (BK. nnadv U konebGaHHUA B HACTPOEHHETO).

[Ipn n3anuTBanKugTa, NPOBEACHH B PEKUM HA A030Ba TUTPALMA, JOKJI2JBAHUTE CUMIITOMH MO BPEME Ha
¢azara Ha 1030Ba TUTPAUHA WIM NPH NPEYCTAHOBABAHE NEUEHHETO ¢ NAPOKCETHH, C UECTHTe
OT MALMEHTHTE H TIPOABHIIH C€ B TIOHE ABA MbTHU MO-BUCOKA CTENEH B CPAaBHEHHE C NPREMEHITe
nirauedo, ca CNeARUTE: EMOLMOHANHA Ta0UAHOCT (BKJL. IL1aY, KonebaHus B HACTPoOE
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caMOHapaHsBaHe, CYHRUAHA MUCIIH H ONIMTH), HEPBHOCT, BUEHE HA CBAT, FAAEHE M KOpeMHa Oonka
(BXK. TO4Ka 4.4).

B neT napajieiny rpynoRH NpoyuBaHUs ¢ MPOALIKMTENHOCT HA JEYEHHETO OT OCEM CEAMHULIM 10 OCEM
Mecella ca HabJIIo4aBaHW HeXeNaHy JIEKaPCTBEHH PeaKuHH, CBbP3aHH ¢ KbpBEHE, MNMAaBHO OT KOXKATa H
NUraBUUHMTE, NPH NALIHEHTH Ha JIeYeHHe C NapoKCeTHH ¢ HectoTa 1,74 %, B cpaBHeHue ¢ 0,74 % npwu
MaLMEHTHTE HA rnauedo.

3.2. PapMAKOKAHETHYHH CBOHCTBA

Abcopbaun

[lapokceTHH ce pe3opbupa aobpe cien nepopaliHO AO3MPAHE U MPEThPNABa MeTa0O0H3BM MPH MBHPBO
npeMHHaBaHe npe3 uepHus apod. [Topann MmeTabonnama Ha NbPBO NpeMUHABaHE, KOJIHYECTBOTO
MapoKCETHH, HaMHPALLO C€ B CHCTEMHOTO KpbBOOOPBILEHHE € NO-MANKO OT TOBa, pe3opOupaHo OT
racTpo-HHTECTHHANHUS TPaKT. YacTHUHO HacHlLaHe oT edieKTa Ha MbPBO MPEMKWHABAHE U HAMANEHOTO
[1a3MEHO OYHCTBAHE ce Hab0AaBa NPpKH YBEIM4ABAHE HATOBAPBAHETO HA OPraHU3Ma ¢ No-BUCOKA
€AMHHYHA 1033 WIH NPH MHOTOKpaTHO A03upaHe. TORa BOAW A0 AHCMPOTNIOPLMOHANHH YBEJIHYEHHS Ha
NJa3MEHHTE KOHLIEHTPALIUK Ha TAPOKCETHH U OTTYK (PapMaKkOKMHETHYHHTE NapaMeTpu ca
HEMOCTOAHHH, BOJECILHM A0 HENHHEHHA KHHeTHKA. HennHelinocTTa, 06aue, OOMKHOBEHO € MaJiKa U €
OrpaHHuY€Ha caMoO NPH CNYYaHTE C NHLA, KOUTO NOCTUraT HUCKH TWIA3MEHH HHBA NMPH HUCKU JO3H.

CrabunHure CHCTEMHH HUBa C€ NOCTHIAT cnel 7-14 AHK OT HAYAIOTO HA NEYEHHETO C NEKAPCTBEHH
Gopmu ¢ He3aDaBHO UITH KOHTpOIMpaHo OcBoboXkAaBaHe U (apMaKOKHHETHKATA HE CE NPOMEHS M0
BpeEME Ha NMPOABIKUTEIHA TEPANUA.

Paznpenenenne
[TapoKCeTHH € LHPOKO pasnpoCTPaHEH B ThbKaHUTE H (PapMaKOKMHETUYHHTE H3YHUCIIEHHS NTOKA3BAT, Ye
B TAN0TO camo | % OT mapoKCeTHH ce HaMupa B Nnasmara.

[Ipnbansutento 95 % or napokceTHH, HaMUpalll ce B NN1a3MaTa NPH TePaneBTHYHH KOHLEHTPALUH, €
CBBP3aH ¢ NPOTEUHH.

He e ycTaHOoBeHa Bpb3Ka MEXIY MN1a3MEHHTE KOHLEHTPAUMH Ha MAPOKCETHH H KIHHUYHHA edeKT
(Hex<enaHu peakury U epUKacHoOCT).

buotpanchpopMannn

[IbpBHYHNTE METAOONUTH Ha NAPOKCETHH €2 NMOJAPHH U CBBP3aHU MPOJYKTH Ha OKHUCIEHHE U
METH/IHPAHE H JIECHO CE €KCKpETHpAT. BLB Bpb3Ka ¢ TAXHATA OTHOCHTENHA JIMINCA Ha
(hapMakoNIOruHa aKTHBHOCT, € MaJIKO BEPOATHO Te Aa JONMPUHACAT 3a TEPaNeBTHUHHTE eDEKTH Ha
MapOKCETHH.

MeTaboau3MbT HE MOBNHABA CENEKTUBHOTO ASHCTBHUE HA NAPOKCETHH BLPXY moemaneTo Ha 5-HT ot
HEBPOHUTE.

Enumanupane

HenpoMeHEeHHAT NapOKCETHH, OTAEIALL CE€ B YPHHATA, B 00LU1Ma ciy4ail € no-mManko ot 2 % oT Ao3aTa,
0OKATO KOMHYECTBOTO Ha MeTabonutuTe € okosio 64 % oT aosata. Oxono 36 % OT A03aTa ¢e OTaens ¢
dekanunTe, BEPOATHO Upe3 HITHYKATA, OT KOUTO HEMPOMEHEHHAT NapoKCETHH NIPEACTaBNgBa
no-mMajiko ot | % oT no3ara. Taka napokceTHH ce eNHMHHHPA MOUYTH HAITLJIHO Ype3 METabOoNH3IbM,

MeTabonuTHaTa ekckpeuus € Apyda3Ha, KaTo MbPBOHAYATHO € Pe3yJITaT OT METab0THIMaA P CKBPRRO
NPEMHHABAHE NPE3 YEPHHUA Ap0d M NOCNEABAIl0 KOHTPONUPAHA OT CHCTEMHOTO €M foaiire
NapOKCETHH.
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EJUMHAHALMOHHHAT NONYXXUBOT Bapupa, HO OOMKHOBEHO € OKOA0 €AHH AEH.
CnenunaJan rpyns NauHEHTH

Honynayun e cmapuecka evapacm u nayienmu ¢ 6v6peuni/uepHoopobHU HAPY WIEHUA
YBenuuapaHe Ha IJIa3MEHHUTE KOHUEHTPAaLMK Ha NapOKCeTHH ce Habnoaasa NpH nMua B CTapyecka
Bb3PACT ¥ NPH JIHLA C TeXXKH OLOpeuHn HapyLIeHHS WK YePHOAPOOHHN HapyuleHHUA, HO FPaHNLIMTE Ha
N1a3MEHHUTE KOHLIEHTPaLKH Ca B HOPMUTE Ha TE3M NMPH 3APaBH Bb3PACTHH JIHLIA.

5.3. IIpeaAkTHHHYHH JAHHHK 32 6€30MaCHOCT

[IpoBeseHH ca TOKCHKONOrMYHH NMPOYYBaHHA ¢ MAMMYHHM pe3yc K Genu nnvxose. U npu nsarta suaa
MeTabOUTHHUAT BT € Noao0eH Ha TO3M, OnKcaH npu xopa. KakTo ce o4yakBa No OTHOIIEHHE HA
AUNO(PUNHUTE AMHUHH, BIJTIOYHTEIHO TPHLMKIHYHHTE aHTHIETIPECAHTH, MPH NIILXOBETE € O1/1a
ycTtaHoBeHa poconununoza. Gocdonnunuaosa ve € 6una vabnogaeaHa nNpy NPoOyUBaHHSTA C
MpUMaTH B NPOABLIDKEHUE HA €AHA TOAMHA, NMPH JO3H LIECT MbTH MO-BUCOKH OT NMPENOPBbUYAHUTE HHBA
Ha KJIMHWYHUTE OO3M.

KapuunoreHnesa: Ilpu aperoamiiHy u3cneaBaHug, NPOBEAEHH ¢ MHLUKU W MTLXOBE, NAPOKCETHH HE €
IOKa3aa TYMOPOTreHEH edexT.

['eHoTOKCHYHOCT: He e 6una nabmoaaBaHa re HOTOKCHYHOCT TIPH H3CAEIBAHUA C i Vilro W in vivo
TECTOBE.

HManuTBaHKATA 3a PENPOIYKTHBHA TOKCUUHOCT NPH MJTBEXOBE Ca NMOKA3aIH, Y€ NAPOKCETHH NOBNHABRA
MBXKKATAa U XKEeHCKa QEePTUNHOCT Ype3 HAMAJIABAHE Ha HHIEKCA Ha (PePTHUAHOCT M HMBATA Ha
3abpeMensBaHe. [1pu nabxose € HabnloAaBaHa NOBUILIEHA CMBLPTHOCT Y 3abaBsHE Npolieca Ha
OCH(PHKaUHA NpH HOBopoaceHHTe. [TocneanuTe edexTH BEPOATHO ca CBBbP3aHHU ¢ TOKCHYHOCTTA NPH
MaiKaTa M He C€ OTUHTAT 3a NPAK ePeKT BbpXY PeTyCa/HOBOPOAECHOTO.

6. PAPMAIIEBTHUYHHA TAHHHN
6.1. CHHCBK HA NOMOMHHTE BelecTsa

Anpo Ha Tabnerkara:

HeyocHoBeH kanuues ¢ocdar auxuapat (E341)
HaTtpuer HHuecTeH rnukonat (Tunm A)
Marnesunes creapat (E470b)

MDUIMOBO NOKPHTHE:
Xunpomenosa (E464)
Makporon 400
[Monucopbart 80 (E433)
Turanos auoxkcua (E171)

6.2. HechbBMeCTHMOCTH

Henpunoxumo
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6.3. Cpox Ba roaHoCT
3 roanHu.
6.4. CrnenHalHH YCJIOBHS 33 CbXPRHEHUHE

Ha He ce cbxpansea Hag 30°C,
lla ce cpXpaHsABa B OpMrMHaNHATa OMAKOBKA, 3a Aa Ce NpeAnasH oT CBEeT/IMHA.

6.5. Bna n chabpkanHe HA ONAKOBKATA

[lapoxcaT TabneTkn ce npeanarar B 3alWTEHH OT Aclla OAHCTEPH, CHCTOAUIH CE OT HEMpOo3payeH
nonusHHUAXNOpHA (PVC) 1 noKpuBeH ciioii OT NTaMMHUPAHO ¢ XapTHA ATYMHHHEBO (OAHO.
KonuuecTBoTO B €aHa onakoska € 10, 20 wiu 30 Tabnetku.

He Bcuuki BHAOBE OnaKkoBkH MOTaT aa ObAaT MyCHATH Ha nasapa.

6.6. Chnenuajnu npeana3Hu MEpKH NPH HIXBLDAAHE H pabora

Hama cneum@uiHH H3HCKBaHHA.

7. HME H AXPEC HA IIPRTEXATEJIA HA PABPEIIEHUETO 3A YIIOTPEBA
GlaxoSmithKline Trading Services Limited

2 Riverwalk,

Citywest Business Campus,

Dublin 24,

Hpnanaus

8. HOMEP HA PAZPEIIEHHETO 3A YIIOTPEBA

Per. Neo 20030653

9. HATA HA ITBPBO PA3ZPEITABAHE/TIOJHOBSIBAHE HA PABPEIIIEHHUETO 3A
YIIOTPEBA

HaTta Ha mbpBO pazpewnapaHe: 17 okromepu 2003 r.
Hata Ha nocneaHo nogHoBaBaHe: 11 Mapr 2009 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

10/2025
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