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2. KAYECTBEH H KOJJMMECTBEH ChCTAB -MM/ S

Bcska Tabnerka chabppxka 22,8 mg 0T AKTHBHOTO BEIIECTBO NAPOKCETHH XHAPOXNOPHUA XEMHXHIpAT
(paroxetine hydrochloride hemihydrate), ekeuBanenTno na 20 mg mapoKceTHH.

3a TBIHMS CIOMCHK HA TOMOIIHMTE BEMIECTBA BMXKTE To4UKa O.1.

3. JEKAPCTBEHA ®POPMA
OuMEpaBn TabNeTKH.

benn, opanHM, ABOMHO U3ITHKHATH, PHIMHMpaHK TaONETKH ¢ ACIUTEIHA 9epTa OT €1HaTa CTpaHa.
HenvTemAaTa 9epTa o3BosBa TablieTkara a ce pas/ieiy Ha JB€ PaBHH JO3H IIPH HEOOXOMHMOCT.

4., KJIHHHYHH JAHHHA
4.1. TepaneBTHIHH MOKAIAHUSA

3a ICYCHHE HA:

- I'osaM aenpecuBeH enH30.

- O6cecHBHO-KOMITYJICHBHO Pa3CcTpOHCTBO

- Tlanngecko pa3cTpolCTBO ¢ HIIH De3 aropadobus

- ConuanHo TPEBOXKHO Pa3CcTPOHCTBO/ConHanHa Godud
- ['eHepann3Bpana TPEBOXKHOCT

- [TocTrpaBMaTHIHO CTPECOBO PA3CTPOHCTRO

4.2. To3HpPOBKA H HAYHH Ha ynoTpeda
O3HPOBKA

T'OJIAM JENPECUBEH EITA30/1

[IpenopruuTennara jo3a ¢ 20 mg aAueBHO. B 00mus cinyqail noqo6peHHe B ChCTOAHHETO HA
NmanMeHTHTE 3a1104UBa €IHA CCIMHUIIA CJIE Ha9aJIOTO Ha MIPHEMA, HO CTABa OYCBH/HO Ha BTOpaTa
CeIMHIIa OT TepaIuATa.

KaxTo npH BCHUKH APYTH AHTHACNPECAHTH, JO3APOBKATA TPAOBA /la ce mpepa3riexkaa H KOpHrupa,
aKo € HeOOXOMUMO, 10 TpeTaTa WIH Y€TBbPTAaTa CCAMULIA OT HAJAJIOTO Ha TEpanuaTa H CIICA TOB4, aKO

ce HAJlara, cnopeR KIHHHYHATA NpelieHKa. HAKoH nanpeHTH, KONTO He C¢ MOBIHABAT OT 1034 OT
2 W’l TrEtHAL

0

20 mg, Morat f1a NoAoOpAT CECTOSHHETO CH MPH MOCTENCHHO YBCIHYABAHE Ha N03aTa%k
MaKCHMalIHa JHeBHA Jo3a 50 mg B 3aBHCHMOCT OT OTTOBOPA HA NALHCHTA. ?S"'

[lamucHTHTE ¢ AcnpecHsd TpaOBa A3 OBOAT JeKyBaHHi 33 AOCTATBYHO IHIBI NPT 5
6 Mecella, 3a Ja ¢ OCHI'ypH OT3BYYaBaHe Ha CHMIITOMHMTE. 3



OBCECHBHO-KOMIIYJICHBHO PA3CTPOUCTBO (OKP)

[TpenoprunTenHara xo3a € 40 mg ua aew. [laumuenrture Tpabra aa 3anoynat ¢ 20 mg ¥ 03aTa MOXE
na 6B/€ NOCTENEHHO YReaM9Iasana ¢ no 10 mg KpM npenopsunTeIHaTa no3a. B cryaad qe cnen
HAKOJKO-CSIMHYICH IIPHEM HA MPEIIOPBYIMTEIHATA 1033 OTTOBOPET € HE330BOTHTEIICH, CHbCTOAHHETO
NpH HAKOH NAIHEHTH MOXE Aa ¢ noA00pH IPH NOCTEICHHO IOBHIIABAHE HA J03aTa /10
MakcumanauTe 60 mg Ha neH.

[ammenTrTe ¢ 06CECHBHO-KOMITYJICMBHO Pa3CTPOMCTBO TpAOBa 1a OBAAT NCKYBAHY JOCTAaThYHO
ABJII0, 33 J1a C€ OCUIYpHY OT3BYYABaHC Ha CHMIITOMHTE. T03H EPHO MOXKE 11a € HAKOIKO MECCLIA H
AOPH MOBeYe (BK. TO4KA 5.1).

MAHNIECKO PA3CTPOUCTBO

[Ipenoppautennara no3a € 40 mg na new. Ianuenture TpAOBa Aa 3anoguar ¢ 10 mg Ha ACH 4 103aTa
na Ob/ic yBeMMUaBaHa II0CTENCHHO ¢ N0 10 mg, B 3aBUCHMOCT OT OTTOBOPa Ha NalHCHTa A0 JOCTHIaHE
Ha npenopbhYATENHaTa 1o3a. Hucka mpppoHaganHa qo3a ¢e npenopbpysa, 3a Jja ¢e CBejc 10 MHHUMYM
BB3MOXXHOTO BIOIIABAHE HA CHMIITOMUTE HA [NAHUKA, KOSTO OOMKHOBEHO € XapaKTePHO 32 PAaHHHSA
CTaAUH Ha NedcHHEe Ha ToBa 3abongpane. B ¢iyual de cinen HIKOJIKO-CEAMUYCH NIPHEM Ha
NPEIOPBHUHTEIHATA 1032 OTIOBOPELT € HE3aJOBOJIMTEIEH, CHCTOSHHUETO NMPH HAKOH NAMHCHTH MOXKE J1a
ce nogoOpy IpH NOCTENEHHO IIOBHIIABAHE HA [03aTa 0 MakcHManauTte 60 mg Ha neH.

[MaiseATHTE ¢ MARHHYECKO PA3CTPOMCTBO TPAOBa Ja OBAaT NeKyBaHu NOCTATHYHO JBIITO, 33 Ja ¢
OCHMT'YPH OT3BYy4aBaHE HAa CHMOTOMHTE. TO3H NEPHO MOXKE Ja ¢ HAKONKO MECELA B AI0PH TOBEIC (BXK.
TOYKa 3.1).

COIUAJTHO TPEBOKHO PA3CTPOHCTBO/COIHATHA ®OBHA

[TpenoprunTennaTa n03a € 20 mg Ha A¢H. B ciydan 4e cnel HAKOIKO-CEAMHYCH IpHEM Ha
MpenoppUYATENIHATA 7033 OTTOBOPET € HEe3a0BONIHTENICH, CECTOMHHUETO IIPH HAKOH MMAITHEHTH MOXCE I3
ce NoAOOPH NMpH NOCTENESHHO NOBHINABaHE Ha a03aTa ¢ mo 10 mg no Makcumamaute 50 mg Ha JeH.
IIponbDKATENHOCTTA Ha JICICHHETO TpsOBa IEpHOAMIHO A4 ce NpercHaBa (BiK. TodkKa 5.1).

I'EHEPAJIHINPAHA TPEBOXKXHOCT

[Ipenoprunrennara no3a ¢ 20 mg Ha xeH. B cnydan 9e cael HAKGAKO-CEAMWICH NPHEM Ha
IPENOPHYUTENHATA 1033 OTTOROPHT € HE3aJOBONHTENEH, ChCTOSHHETO 1IPH HAKOH MALMHCHTH MOXE 12
ce noJoOpH HpH NOCTENEHHO NOBKIABAHE Ra J03aTa ¢ no 10 mg xo MakcumansnTe 50 mg Ha OCH.
[IpoABIDKMTENHOCTTA Ha JIEYEHHETO TPAOBA NepHOMYHO Aa CC NpeLeHaBa (BX. Todka 5.1).

NOCTTPABMATHYHO CTPECOBO PA3CTPOMCTBO

Ilpenopruurennara ao3a e 20 mg Ha nen. B cnyaai 9e el HAKONKO-CEMHYCH MPHEM HA
NPENOPBYHTEIHATE A03a OTTOBOPBT € HE3aJOBONUTENCH, ChCTOAHHETO IIPH HAKOY NalUCHTH MOXKC [
ce noACOpH NpH MOCTESNCHHO IOBRIIABAHE Ha j103aTa ¢ no 10 mg no MakcumansuTe 50 mg Ha ACH.
[IpoaBIDKHTENHOCTTA Ha IEYCHUETO TPsiOBA NEPHOIUTHO Ja e MIpELCHABA (BXK. To9Ka 5.1).

CAMIITOMH HA OTHEMAHE, HAB/IIOJABAHH ITPA IPEYCTAHOBSIBAHE HA
JEYEHWUETO C ITAPOKCETHH

BHe3anHOTO NPEKBCBAHE HA JIEYEHHETO ¢ ApOKCeTHH TpA6Ba fa ce ur04ArBa (BX. Touky 4.4u 4.8).
[IpexonuuaAT 10308 PEIKAM, IPHIIaraH B KIMHAYHH U3NMTBAHHKS, BKJIIOYBA HAMANsIBAHE Ha JHCK

HeqmaTpAana DoNyIanus



° Hena m noapacreamm or 7 no 17 rognan

[Tapokcerun ne TpaGBa A ce IpHiara 3a iedcHHE Ha Aclia H MOApacTBailH, ThH KaTo IIPH
KOHTPOJMPaHN KITHHAYHHA IPOYYBaHMsA € HAMEPCHA BPb3Ka MEXKAY NApOKCETHH H YBEIHICHHA PHCK OT
CYHLHTHO TIOBEMICHHE B BpaxkAcOHoCT. B nomrsineHue, Npy Te3H WINHTBAHMS ¢PUKACHOCTTA HA
IPOIAVKTA IPH TA3H BL3PACTOBA IPyNa HE € MOTBEPICHA B JOCTATHYHA CTENEH (BX. TOUKH 44 u48)

» Jena non 7-roaumina BE3PACT
Ynorpebara Ha NapokceTHH NPH Jielia Noj 7 roAuEH He ¢ nmpoyskana. [lapokcerun He TpabBa na ce
IPWIAara B TasH Bb3pacTOBa rpyIla, Thil KaTo 6€30macHOCTTa M €PHKACHOCTTa MY HE €4 YCTAHOBCHH.

[Tonyaamus B CTAPYECKA BL3PACT

ITpy marmscHTH B CTaptecka Bb3PacT ¢€ HabmoaaBa NOBHIIEHHS Ha IUIa3MCHHUTE KOHIICHTPAlMH Ha
IAPOKCETHH, HO JMANA30HET HA TE3M KOHIEHTPALME C€ IPUIIOKPYBA C TO3H, HA0JI0AABaH TIPH IO
miagy auna. Jlosupasero TpabBa aa ce 3ano4yHe ¢ IPENOPBEUUTCIIHATA HA9allHA 1034 34 Bb3PacTHH.
IloBHmaBaneTo HA NO3aTa MOXKE Aa OBbJE MONE3HO NPH HIKOH MAIHEHTH, HO MAaKCHMAaJiHaTa 034 HE
Tp#OBa Aa Haasumara 40 mg qHEBHO.

BrnLOpeuno/uepHOAPOOHO YBpEKIane

IMpu mauseHTH ¢ TeXKo 666peuno (kpeaTHHuHOB KIMpbHCe < 30 ml/min) niM 9eprOAPOOHO
yBpexk/IaHe ce HabTi0aaBaT MOBHIICHH I11a3MEeHH KOHUCHTPANKK Ha IapOKCETHH. 110 Tasn NpyHInHa
MO3HpOBKaTa TpAOBa a CE OTPAHHYH B 1I0-HHCKHUTE MPAHUIIM Ha JO30BHsA 0DXBAT.

HauuH Ha NpUIOKEHHUE

IIpenopbhuBa ce NAPOKCETHH [a CE MPHEMa BEIHbX JHEBHO, CYTPHH, II0 BpeME Ha XpaHCHE.
Tabaerkara TpsaOBa fAa ce rejira Hana, €3 ga ce XpBue.

4.3. [IIporEBOmOKa3aAHHA

CBpPBXYYBCTBHTEIIHOCT KbM aKTHBHOTO BEIIECTBO HJIM KbM HAKOC OT MOMOIIHNTE BEIICCTRA,
u30poeHn B TOUKA 6.1.

[apoxceTun He Tpa6Ba Aa ce H3non3sa B koMOuHamsa ¢ MAO uaxubuTopH. 1ipy H3KMIOUNTETHE
oGcToaTencTBa, THHE3OAHT (AHTHOHOTHK, KOHTO ¢ 06paTuM HecenekTuBeH MAO nnxuburop) Moxe
Ja ce MpHeMa B KOMOHHAIMA ¢ TAPOKCETHH, B ClIy4ail 9€ HMa Bb3MOXHOCT 3a HEIIOCPEACTBCHO
HAaOMOACHUE 33 PA3BUTHC Ha CHMIITTOMH Ha CCPOTOHMHOB CHHPOM H 32 MOHHTODHPAHC Ha KPBBHOTO
HajisraHe (BXK. TO9ka 4.5).

Jlegenue ¢ IapOKCETHH MOXKE [1a C¢ 3allOvHeE:

- IBE CEMHIM CIIE CIIPaHe JEIEHHETO ¢ HeobpaTumu HHXHOMTOpH HA MAO.

- Hall-MaNKo 24 gaca cie]i COMpaHe Ha JIEIeHHeTo ¢ obpaTnMu HHXHOHTOpH Ha MAQ (Hanp.
MOKJIODEMH Y, THHE30IH]], METHITHOHBHUEB XIOpH (METHICHOBO CHHBO; IPEIONICPATHBHO CPEACTBO
34 BH3YAJIH3ALHA, KOETO € HeceneKTuBeH obpatam nHxubuTop Ha MAQ)).

Haii-mManko egHa ceaMuna TpaOBa 1a € BPEMETO MEKIY CIHPAHE Ha ICICHHETO ¢ NAPOKCCTHH H
VHHOUMPAHE HA Tepamud ¢ KakbBTO H Aa ¢ MAO naxuburop.
ITapokceTnH ¢ MPOTHBOIOKa3aH B KOMOMHAITHA ¢ THOPHIA3HH HMITH C THMO3KA (Bx. TO4dKa 4.5).

4.4. ChnenuanHu npeaynpexIcHas ¥ NpeAna3Hd MepKH IpH ynorpeda

JleueHneTo ¢ mapoxceTHH TpA6Ba [a 3a109HE BHUMATECIHO JIBe CCOAMHIH CHIEN CIEIg
¢ HeoOpaTHmMH MHXHOUTOPH HAa MAO W 24 gaca ciel CnUpaHe Ha NEICHUETO ¢ JOBFY
Ha MAOQO. YeennaasaHeTo Ha 103aTa Ha IApOKCETHH TpADBa [1a € MOCTCIICHHO )

ONITHMAJIEH OTTOBOP (BXK. TOUKY 4.3 ¥ 4.5).



IleguaTpH<Ha NOMYIAIHEA

[TapokceTHH HE € fOKa3aH 3a ynoTpefa mpa Aciia H HOApacTBamy 20 18-roaMniHa Bp3pacT.
[loBencHHE, CBBP3aHO CHC CYHLIMTHOCT (ONMHMTH M MHCJH 33 CaMOYOHIACTBO) M BpakaebHOCT (TTIABHO
arpecusi, TOBeJCHAC HA IPOTUBOMOCTABAHE M THAB) ce HAONIOAABaT 0-4¢CTO B KIMHWYHH
M3MHTBAHKUA MPH JCOa U IIOAPACTBAIH, JIEKYBaHH C AaHTHACIPECAHTH B CPABHEHHE C TC3H, MPHCMATIH
wianeto. AKo BBIIPEKH TOBa Ha 6azaTa Ha KIMHHYHA HEO0OXOAUMOCT € B3€TO PEIICHHUE 33 IEICHHS,
MAIMEHTHT TPsAOBa Ja ObAC IMpocnensBaH BHUMATEITHO 33 MposABa HA CYMITHIHY CHMIITOMH. B
AOMBAHEHHE JIMIICBAT TBJITOCPOYHH AAHHH 33 6€3011acHOCT NIPH ACIa H IOAPACcTBAllH, OTHACHIIH CE
IO pacTexka, Ch3PABAHETO, [I03HABATEMHOTO H TOBEAEHICCKO Pa3BHTHE.

CaMoyOHHCTBO/CYMIHIEN MAC/IH HIH KINHHYHO BIOlIaBaHe

HenpecnsaTa € CBbP3aHa ¢ NOBHIIEH PHCK OT CYMIHIHI MHCIH, CAMOHApaHsBaHe N CaMOyOHHCTBO
(cBOUTHA, CBBP3AaHH CBC CaMOyOHiicTRBO). TO3H PHCK CBINECTBYBA J0 MOCTUIaHE HAa 3HATHMA PCMHCHA.
Toit kaTo mogoOpeHHe MOKe J1a HE HACTHIIN NPE3 IEPBHTE HAKOJIKO CCAMMIIM WIH IIOBEYC OT
HA4aJI0TO Ha JIEYEHHETO, NaljeHTUTe TPAOBa 1a OHAaT noj cTpore HabmwoeHue N0 NosABaTa Ha
nonobperue. KIMHHIHUAT OIIUT COYM, Y€ PHCKBT OT CaMOYOHIICTBO MOXKE JIa HAPACHE NPE3 PAHHHTE
eTal Ha Bh3CTAHOBHUTEIHHA NICPHOI,

Jlpyry NCHXHYHE 336014BaHKsA, IPH KOKTO ce MpeANKCcBa NapoKCETHH, ChIo MoTar aa 6saar
CBBLP3aHH C ITOBHIIEH PHCK 0T CHOMTHS, CBLP3aHH Che caMoyOuicTBo. OCReH TOBA TE3M 3a00IsMBAHAS
MOTraT Aa 05aT CHUETAHH ¢ FOJIMO AeNPECHBHO pasctpoicTso. Ipu fegeHne Ha DAUHEHTH € IPYTH
IICUXHYHH HapymcHus TpabBa na Opgar chOmogarany CbIIMTE NPEANA3HH MEPKH, KAKTO IIpY JICHCHHC
Ha NAMEeHTH ¢ TOJIMO JCHPECUBHO pa3CTPOHCTBO,

M3BecTHO €, 9e MAMEHTH ¢ aHaAMHE3a 3a CLONTHS, CRBP3aHH ChC CaMOYOHMICTBO Y, TOKA3BAINY B
3HAYMTEITHA CTEIICH CYHIIHTHH UACAMH, IIPSAH 3al1049BaHe HA NCYCHHETO, Ca HT0KEHH Ha MO-BHCOK
PHCK OT CYMI[HMAHN MUCIIH WM OIIKTH 3a caMOyOHHCTRO M Tps0Ba Na 65L1aT BHUMATENHO
ma0moAaBany Mo BpeMe Ha JieueHneTo. Mera ananu3 Ha naneO0-KOHTPOMHpatH KIHHHIHH
H3MHTBAHMS H3 AHTHACIIPECAHTH IPH BB3PACTHM NaUMEHTH ¢ ICHXWYIHY Pa3CTPOHCTBA N0Ka3Ba
MOBHIIIECH PHCK OT CYMIIMAHO TIOBEACHHUES NPH MALMEHTH 1O 25-TONHIIHA Bb3PAcT, JICKYBAHH C
aHTHUICIPECAHTH, B cpaBHEHNE ¢ Tnanebo (Bx. Touka 3.1 ).

JlexapcTBenara Tepamus TpaOBa 43 ¢ CHIIBTCTBA CHC CTPOTO HAOIIOACHKE HA NALIHCHTHTE, B JACTHOCT
Ha TE3H, KOHTO Ca WANOKEHH Ha BUCOK PHCK, 0COOCHO B HAYAJTHHTE €TAlH HA JICYCHACTO U CIICA
npoMeHH B nosute, [lampenTre (M nonarampre Pkl 3a TaX) TpA6Ba 1a 0bAaT NpeAYNPEACHH
OTHOCHO HEOOXOAMMOCTTa OT HaONMIOICHHE 32 BCSKH NPH3HAK HA KIIHHHYHO BJAOIMIABaHe, CYHIUIAHO
IIOBEZEHNE MIIH MICIIH ¥ HeoOMJaliHH IPOMEHH B TIOBEJIEHHETO, KaKTO H J1a NOThPCST He3a0aBHO
KOHCYJITALHS C JICKap, AKO TAKHBA CUMIITOMH CHILCCTBYBAT.

AKATH3HA/IICHXOMOTOPHA Bh30yaa

VrorpebaTa Ha DAPOKCETHH € CBbP3BAHA C Pa3BHTHE HA aKaTH3UA, KOATO CE XapaKTEePH3Npa C
BBTPEIIHO IYBCTBO 33 (e3MOKOHCTBO M NICHXOMOTOPHA Bb30yAa C HEBB3MMKHOCT 32 CEACHE HIH
CTOeHe Ha egHO MsAcTO. Te3u CHMITOMH OOMKHOBEHO CE ACOIMHPAT Ch¢ CyOeKTHREH AHCTpeC. ToBa
[0-4ecTO ce HabNIAaBa 1pe3 IbPBHUTE HAKOIKO CSAMMIHA OT Je9eHHETO. [IpH NaluieHTHTe, KOUTO
IIpOABABAT TE€3M CHMIITOMH, YBETHYABAHETO HA 03aTa MOXeE J1a ObAe BpPEIHO.

Ceporonnnoe cauapoM / HeppolenTHyen MaJurHeH CHHAPOM
B peaxw ciyaau pa3BHTHC Ha CEPOTOHHHOB CHHIPOM WM HA PEAaKIfH, MOA0DOHH Ha HEBPOACTITHICH
MAJMTHEH CHHAPOM, MOJKE Ja HaCTHIIM BB BPB3Ka ¢ JeUeHHE ¢ TAPOKCETHH, 0COOEHO MPH
IIPHIIOKEHHETO My B KOMOHHALMA C APYTH CEPOTOHMHEPTHYHH JIEKapCTBA H/MIIH HEBPOJCITHIM. ThH
KaTo Te3U CHHAPOMH MOTAT A2 JOBCAAT 10 NOTCHIMATHO KHBOTO3ACTPAIIABAIH ChCTOSMEARQLL
NOKBST MOJOOHH PeakiiK (XapaKTepH3HMPaNIH CE ¢ TPYIIa OT CHMITTOMH KaTo MOBHISHA et flgry D,
PHTHAHOCT, MHOKJIOHYC, BBTOHOMHA HECTaGHIHOCT C BE3MOXKHH OBp31 Konebhz /4 ‘“ BN
IOKa3aTeNH, IPOMEHH B MEHTAJIHHA CTATyC, BKIIOYBAIH OOLPKBAHE, pa3ipa3sHH o) L, 30
BB36Y/1a, IPOTPECHPAIa B IEMPHYM ¥ KOMA), ICICHAETO ¢ HapOKCETHE Tps0Ba| Ao Bl 8%}
H J1a C€ HA3HAYH NOIBPXANI0 CHMITTOMATHYHO leuenwne. [[apokceTuH He TPAOBy '




KOMOHHAIMS CHC CEPOTOHHHOBH MPEKyPcopH (KaTo L-TpHITO(QaH, OKCHTPHIITaH) NIOpajgy PHCK OT
BB3HUKBAHE Ha CEPOTOHHHOB CHHAPOM (BXK. TOUKH 4.3 u TO4Ka 4.5).

Manus

Kakro npu BCHYKH aHTHAETPECAHTH, NapPOKCETHH TpAOBa Ja ce H3I0/3Ba ¢ 0C00€HO BHHMAHHE MPH
[IaIMEHTH ¢ AaHAMHECTUYHH JaHHHA 3a MaHKs. JIe4eHHETO C IapOKCETHH TpAOBa 1a Obae
HpeyCcTaHOBEHO TIPH NAIMEHTH, HaBNH3ay B MaHWAHA (a3a.

Bnopeuno / vepaoapobHo yBpekKIane
[IpenopbuBa ¢€ MPEANA3AUBOCT IIPH MAIMEHTH ¢ TEKKO OB0PEUHO ypekiaHe WK NPH NAHCHTH C
yepHOAPOOHO ypexxaaHe (BX. Touka 4.2).

3axapen naader

[Ipy nanyenTH, cTpajamm oT A1aler, NeYeHrHeTo ChC CENEKTHBHE HHXHOHTOpH Ha 00paTHOTO
oeMaHe Ha CEPOTOHHH OM MO0 Aa MPOMEHH KOHTPOJIa HA KphBHATA 3axap. /lo3upoBkaTa Ha
WHCYJIHHA H/WIH NEPOPAHATE IPOTHBOANA0CTHH JIEKapCTBa MOKC 1A C€ HyXKAac OT KOpUTHpaHE.
OcBeH TOBa NMa IMIPOYYBaHHA, KOUTO MpEeANoIarar, 4 npu ¢ JHOBPEMEHHO IMPHIIOKCHHE HA
NapOKCETHH M MPaBaCTATHH MOXKE Jla HaCTHIH NIOBHIIABAHC HAa HUBATa Ha IMIOK03aTa B KPbBTa (BK.
Togka 4.5).

Enniaencas

KakTo M IIpH APYTH aHTHAETPECAHTH, IAPOKCESTHH TpAOBa 1a 6bJ¢ H3MOJI3BaH ¢ BHUMaHHE NIPH
MAIHEHTH ¢ CIMIEIICHA.

I'npuoBe
Q6mo, CIIyIauTe Ha I'bPYOBE IIPH NAIHCHTH, JICKYBAHH ¢ IAPOKCETHH, ca no-manko or 0,1 %.
[IpreMbT HA T€KapCTBOTO TPAGBA Na ObJE CIIPAH NMPH BCEKH IALHEHT, IIPH KOHTO C€ NMOABAT I'bPIOBE.

ENeKTPOKOHBY/ICHBHA TEPaNHs

KIHHHYHHAT OITAT OT €JHOBPEMEHHO MPUIAraHe Ha NAPOKCETHH C CIICKTPOKOHBYJICHBHA TEpallHg €
MAaJIBK.

['1ayxoMa

KaxTo u npy ApyruTe CEICKTHBHH HEXHOUTOPH Ha 00paTHOTO MIOEMaHE HA CCPOTOHHUH, NAPOKCCTHH
MO3KE JIa IOBEAE A0 MHUAPHA3a M Tpabsa Aa Oba¢ MpunaraH ¢ oco0cHO BHUMAHKE P NALUCHTH CBC
3aKPHTOBIBIHA TTIAYKOMA WM AHAMHECTHYHH JAHHM 34 IIayKoMa.

KapauonorayHa npodaeMn
TpsaOBa na ce cnasBaT OOMYAHMHHTE NpeANa3Hy MEPKU NPH NAIHEHTH ChC ChPACIHO-CHAOBH
poONEMH.

Vabpnxasane 1a QT HHTEpBAIA
CrobiiaBanu ca cIydau Ha yabokapaHe Ha QT MHTEpBaNa B NOCTMAPKETHHIOBHSA IIEPHOA.

TlapokceTHH TpsA6Ba Ja CE H3NON3Ba ¢ IOBHIIEHO BHHMAHKE [PH TAHEHTH c (PaMHIHa) aHAMHE3A 34
yaspxaBane Ha QT vHTEpBana, ChObTCTBaNIa ynoTpeda Ha aHTHAPHTMHYHH JICKapCTBA KW APYTH
JICKAPCTBa, KOHTO MMA BEPOATHOCT Aa yap/okar QT HHTEpBaIa, CHOTBETHO NPECABAPHTEIIHO
CBIICCTBYBANIO CHPACYHO 3a00IABAHE KATO CHPACYHA HEJOCTATHYHOCT, HCXeMHYHA OONECT Ha
CHPIICTO, ChpAcdeH ONOK WK KaMepHH apuTMHUH, OpafiKapaus H XHNOKATHEMIA WIH
XunoMarde3nemMus (Bxk. Touku 4.3 u 4.5).

XunoHaATpHEMHSA
Psnxo € 7oxnafBaHO 33 XMIIOHATPHUCMHA, IIPEAUMHO ITPH NALIHCHTH B CTapteCcKa /
Ce MOAXOKAA NPEANAa3IMBO KbM NAllMCHTH, H3N0XEHH HA PHCK OT XHIIOHATPHEMME
CBITHTCTBAIIO JICUEHHE H IHPOo3a. XUIIOHATPHEMHATA OOUKHOBEHO € 00paTHMa IIf
JICIEHHETO ¢ NAaPOKCETHH.




XeMoparus

ChobIaBano € 3a KbPBEHE OT KOXKaTa M JIMTABHIMTE, KaT0 EKXHMO3HC H IypITypa, IpH yrnoTpebara Ha
CEeNEeKTHBHH HHXMOMTOPH Ha 0OpaTHOTO NOEMaHE HA CepOTOHMH. JIOKIanBaHH ca B ApYTH
XEMOparH9HH [IPOABH, HaMp. raCTPOHHETECTHHAIHO U THHEKOIOrHIHO KbpBeHE. IlannenTuTe B
CTApUcCKa BH3PACT Ca W3TI0KEHN HA MOBHUILEH PHUCK OT IMIPOSBH HA KbPBEHE, KOUTO HE Ca CBBP3aHH C

MEHCTPYaIHA.

SSRIs/SNRIs MOke Aa yBenHdaT pHCKa OT KPBBOM3IHE Clie paxaane (BK. Touku 4.6 1 4.8).

HeobxoauMo ¢ cnenHaaIHO BHUMAHKE IMPH MAIHEHTH, KOUTO IPHEMAT CAHOBPEMEHHO CEICKTHBHH
HHEXHOMTOpH H2 00PaTHOTO NOEMAaHe Ha CEPOTOHHH H NIEPOPaIHU aHTHKOAryJIaHTH, JICKApCTBa, 3
KOHTO € H3BECTHO, 9€ IIOBIHABAT (PYHKIHATA Ha TPOMOOIMTHTE MK APYTH JIEKapCTBa, MNOBHNIABAIIH
PHCKa OT KbpBCHE (Halp. AaTHNHYHATE aHTHIICHXOTHYHH JICKAPCTBCHH MPOIYKTH KaTO KIO3AlHH,
¢deHOTHA3HHA, MOBEYETO TPHLHKIKIHKA aHTHACTPECAHTH, allCTHICATHIMIOBA KHCEIIMHA, HECTCPOHIHH
MPOTHBOBB3NANUTENHH cpeactBa, COX-2 HHXHOMTOPH), KAKTO H NPH NallHCHTH C AHAMHECCTHTHH
JIAaHHH 33 KbPBEHE WIH CHCTOSHHE, 00YCIaBAIIO NPEAPA3NON0XEHUE KbM KbPBCHE (BJXK. TOUKA 4.8).

B3anmMoneHcTBHE ¢ TAMOKCH(pEH
Tlapoxcernn, momeH uxuOuTop Ha CYP2D6, Moxe aa nosene A0 HaMallsiBaHE HA KOHLCHTPALIHNTEC Ha
eHAOKCH(EH, eIHH OT Hali-BaXXHHTE akTHBHE MeTabonuTH Ha Tamokcuden. Ilopaau ToBa no BPEMC Ha

IIEYSHNE C TAMOKCH()EH [IapOKCETHH He TPAOBa A3 Ce mpiUIara, KOraTo TOBa € BE3MOXHO (BX.
TOuKa 4.5).

CHEMIOTOMH HA OTHEMAHE, HAOIIOAABAHH NIPH HPEYCTAHOBABAHE HA JICYCHHETO ¢ HAPOKCETHH
CHMIOTOMHTE HAa OTHEMAHE, JIbJ/DKAIH Ce HA IPEYCTAHOBABAHE HA JICYCHHETO €a YECTH, 0COOEHO aKo
TO € HanpaBeHO PA3KO (BX. TOUKA 4.8). B KIMHWUYHHM NPOYyYBAHMS HEXKCNAHN PCAKIHH BCICIACTBHC
NPEyCTAHOBABAHE HA JICIECHHETO ¢ TIApoKCeTHH ce Ha0moxaear rpy 30 % OT malMEHTHTE, B
cpaBHeHHEE ¢ 20 % pn mnane6o. [losgBaTa Ha CHMIITOMM Ha OTHEMAHE HE € ChIIATA KAKTO NpH
BCILICCTBA, NMPESAH3BUKBAIIM [IPHCTPACTABAHE M 3aBHCHMOCT.

PuCKBT 3a MOSBATA HA CHMITTOMH Ha OTHEMAHE 3aBHCH OT HAKONKO (aKTopa, BKIIOYHTSIIHO
NPOALIKHTCMHOCTTA HA JICHCHHETO U NO3HUPOBKATA U CTCIICHTA Ha HAMATIABAHC Ha A03aT4.

Cro0nraBaHy ca BUEHE HA CBAT, CEH30PHH CMYIHEHUA (BKIIFOUHTEIHO MIAPSCTE3Ns, YCCIIAHE 34
ENEKTPHHCH TOK M IIYM B YIIHTE), CMYIICHHA B CHHSA (BKIIOUMTEHO HECTIOKOHEM ChHHMIIA), BB30YAa
wiu 6e3roKOoCTBO, raicHe, TpeMOop, 0OBPKAHOCT, H3MOTABaKE, rnaBoloiue, TuapHs, ChpLeCHEHS,
€MOMMOHAIHA HECTAOMITHOCT, pa3ApasHATEITHOCT M 3PUTCIIHM cMyIIeHHd. Karto 110, Te31 CHMIITOMH
ca cnabu 10 yMEPEHH, BBIPEKH 4€ NP HAKOH MALMEHTH TE MOTAT Aa ca TeXKH. OOMKHOBEHO C€
CpemaT mpe3 ITbPBUTE HAKOJIKO JHH OT MPCYCTAHOBABAHETO HA JICICHHETO, HO HMa H MHOTO PENIKH
CHOOIEeHNHA 3a TAKWBa CUMIITOMH IIPH MAHEHTH, KOUTO 0€3 1a UcKaT Cca IPOoIyCHAIN Ja mpHeMaT
no3a. Kato uano Te3d CHMITOMH ¢4 CaMOOrPAHNYABAMM CC W OOMKHOBCHO IPCMKUHABAT JO ABC
CE/IMHIIM, BBIIPEKH Y€ TIPH HAKOM XOpa T¢ MOraT Ja Mpoab/bKaT (apa-TpH Mecela KM noseye). o
Ta3K NPHUYHHA, KOTATO CE NPEYCTaHOBABA JICUCHHETO, CE IPENOPhYBa J03aTa Ha MApOKCETHH Aa OnAe
HaMalABaHa NOCTCIICHHO 34 [IEPHOJ OT HAKOJIKO CEIMHMIE HIH Mecela ChO0pa3HO HYXKJIMTE Ha
naumHeHTa (BXK. TO4YKa 4.2).

Hapymenne Ha CEKCYATHATA PYHKIHAA

CenextaBEATE AEXHONTOPH Ha 00paTHOTO MOeMaHe Ha cepoTOHHH (SSRIs) Moxe 1a MpH4IHHAT
CHMIITTOMH Ha HapyIllleHa cekcyansa Qyuknms (k. Touka 4.8). CroliaBaHu ca clnyqan Ha
OPOABDKATETHO HAPYIICHUE HA CEKCYATHATA QYHKIMS, KATO CHMIITOMUTE €3 OCTAHASTEHICS

ARHC MO
ge npueMbT Ha SSRIs ¢ npeycranosen. ‘St““'m fo

Hatpun %

Bceska TaGierka NapoKCETHH ChABPXaA NMo-MaJko oT 1 mmol sarpui (23 mg)!i E J
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4.5. B3ammoJelicTBHE ¢ APYIH JeKAPCTBEHH NPOAYKTH B APYrA (POPMH HA B3AHMOJECHCTBHE

CepoTonaneprayHHA JJEKaPCTBA

KakTo npu apyrure CEIeKTHBHA HHXHOWTOPH Ha 0OpaTHOTO NOEMAaHEe HAa CEPOTOHHH,
eIHOBPEMEHHOTO IIPHIATAHE ChC CEPOTOHHHEPIHYHH JICKapcTBa MOXe Aa I0Bee A0 Ciiydad Ha 5-HT
ebeKTH (CCPOTOHUHOB CHHAPOM: BXK. T049Ka 4.4). IIpu xoMOunnpane Ha NAPOKCETHH CBC
CEpOTOHHHEPrHIHH NeKapcTBa (KaTo L-TpunrodaHn, Tpuirrany, TpaManos, THHE30IH,
METIWITHOHHHHEB XJIOpHT (METHISHOBO CHHBO)), CEJICKTHBHE MHXHOHTOPH Ha 00paTHOTO NOEMAHE Ha
CEPOTOHHH, IUTHH, IETHAMH, OynpeHop(HH H IeKapCTBa, Ch/IBPKAITM XbIT KaHTapuoH - Hypericum
perforatum) ce OPENoOpLYBA 0COOEHO BHEMAHME ¥ TIO-CTPHKTEH KIMHIYECH KOHTpon. OcobeHo
BHUMAHHUE CE NMPENOPHYBA H NIPH MPHICKESHHE Ha PEeHTaHmN 3a 00Ia aHECTE3Us WM 32 JICICHHUES Ha
XpoHHYHA Oonka. EqHoBpeMeHHOTO npuioxeHne Ha mapokceTHd A MAQO HHXHOMTOpH €
IIPOTHBONOKA3aHO ITOPaIH PUCKA OT Pa3BHTHE HA CEPOTOHHHOB CHHAPOM (BX. TOYKa 4.3).

ITaMo3H

B npoyuBane H2 €IHOBPEMEHHO [IPH/ICKCHHE HA CAHHHYHA HHCKA TI03a MUMO3Kz (2 mg) ¢ 60 mg
NapOKCETHH ¢ HabllIoaBanO NIOBHILABAHE HA HHBATA HA AMO3K CPENHO € 2,5 mpTH. ToBa MOXKE Na
ce o0ACHN ¢ HHXUOMTOpPHKITE CBOHCTBA Ha napokceTuH Bepxy CYP2D6. Hopamn TecHus
TEpalleBTHICH WHACSKC Ha IMMMO3HJI H H3BECTHATa My cnocoOHOCT Aa yap/bkasa QT HHTEpBaa,

e AHOBPEMEHHOTO MPHIOKEHHE HA MTHMO3H, H MAPOKCETHH € IPOTHBOMOKA3aHOo (BiK. ToUka 4.3).

JiexapcTBa, KoHTO YALJKABAT QT HHATEpBRaa

PucksT 01 yapmkasane va QTc uarepBana H/wny OT KaMepHH aputMuH (Hanp. TdP) mMoxe na ce
NMOBHILIH IIPH €IHOBPEMEHHA yIIoTpeba Ha JPYTH JEKAPCTBA, KOMTO yasmkaBaT QTc rHTepBana (Hamp.
HIKOH aHTHIICHXOTHIM) (BK. Touka 4.4). ExnospeMeHHaTa ynoTpe0a Ha THOPHJA3HH U [IApOKCETHH €
MPOTHBOIOKA3aHa, Thit KaTO, KAKTO [IPH APYTH IEKAPCTBA, KOMTO HHXHOHPAT YEpHOAPODHIA SH3UM
CYP450 2D6, napoKceTHH MOXKe Ja TIOBULIIM TIa3MEHHUTE HHBA HA THOPHAA3HH, KOCTO MOXE 1A
yneokd QT natepBana (Bx. Touka 4.3).

JlexapcTBO-MeTADOITHINPAINH CH3HMH

MeTaGomu3MeT H (PapMaKOKAHETHKATA Ha IIAPOKCETHH MOTaT Ja C€ [MOBJIHAAT OT HEAYKIHATA WIIH
HEXHOMpaHETO Ha JICKAPCTBO-METabOMM3UpaIIy CH3HMH.

Koraro napokceTHs TpsA0Ba Aa Oblie npueMaH eJHOBPEMEHHO C JIEKApCTBO, 3a KOETO € H3BECTHO, 1€
HHXHOHpa JIeKkapcTBO-MeTab0MH3NpaIHTE CH3HMH, TPA0Ba Aa Ce NPELECHH IPSANHCAHNE Ha
HaH-HHUCKaTa BE3MOXHA 033 Ha apokceTuH. He e HeobxoarMo MEpBOHAYAIHO KOPUTHPAHE HA
103aTa Ha NAPOKCETHH IPH €JHOBPEMEHEH IIPHEM C JIEKapCTBO, KOSTO € H3BCCTCH HHAYKTOP Ha
IeKapCTBO-MeTa00aM3HpanTHTe cH3uMHE (Hamp. Kapbamasenus, pudamnuurH, GeHodbapOHTan,
(GEHATOMH) WIH C (o3aMmpeHaBHp/puTOHaBHp. BCAKO mocneaBamo KOpUTrHpaHe Ha 03aTa Ha
NApPOKCETHH (IPH HHMLMHPAHE WIH CICA NPECYCTAHOBABAHE HA NPHEMa Ha HHIYKTOP Ha JIEKapCcTBO-
MeTabOMH3HpaNIMTe €H3HMH) 3aBHCH OT KIIHHHYHHA e(QeKT (IOHOCHMOCT ¥ e(PHKACHOCT).

HepBHO-MYyCKY/IHH OJIOKEPH

CeneKTHBHMTE HHXHOMTOpPH Ha 00paTHOTO oemaHe Ha ceporonuH (SSRIs) morar 1a HaMaJIAT
IIa3MEHATa XOJHHECTEpa3Ha aKTHBHOCT, KOETO [a JOBEAC N0 YABKABaHe Ha OJIOKHPALIOTO
HEPBHO-MYCKY/HO JCHCTBHE HAa MUBAKYPHYM M CYKCGaMETOHHUYM.

PozaMOpeHABHD/PETOHABHP

EAHOBpEMEHHOTO NPHIIOKCHHE Ha (po3amnpeHasup/paronapdp 700/100 mg nBa mETH AHEBHO ¢
napokceTrH 20 mg AHEBHO NpH 3apaBH A0OpoBonLH 3a 10 quu € ZoBENO A0 3HAYNTEIHO HAMAICHHUC

Ha IJIa3MECHUTC HHBA HA MAPOKCETHH ¢ DpHOMH3NTENHO 55 %. IL1asMennTe HHBA Ha
¢o3aMIIpeHaBAP/PHTOHABHP TIPY SAHOBPEMEHHO IIPHIOKECHKE C ITAPOKCETHH ca OIIH CXO 11
petdepeHTHUTE CTOMHOCTH OT APYTH MPOYYBAaHHA, KOETO IOKA3Ba, M€ NapOKCETHH HE OK 9367 Mﬂ flo »
edeKT Bepxy meTabomm3Ma Ha dozaMupecHaBHp/ pHTOHABHP. HsiMa HanWJIHK JAHHH 3a of

ABJTOCPOYHO, HpeBHINaBaIo 10 qHu, eXHOBpeMEHHO IIPIIOKEHHE Ha MAPOKCETHH H [f $
do3zaMperaBup/pUTOHABHD. %
=
<
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E}I{E.‘,IIHGBHDTO IIPHAGKCHHAC HA NTAPOKCETHH YBCNMYABa 3HAYUTCIHO INTASMCHHTC HIABA HA

npouMKIMAKH. B cirydaii, de ce HabnonaBa aHTHXOMHHEPTHYEH e(EKT, 103aTa Ha MPOLHKIHANH
TpaOBa ga Obe HamalleHa.

AHTAKOHBYJICANTH
EqHOBpPEMEHHOTO MPHIIOKERNE Ha IAPOKCETHH C aHTHKOHBYICAHTH (KapbaMaselHH, (PeHHTOHH,

HATPHEB BAJIIPOAT) HE OKa3Ba ¢QeKT BupXY dapMakokuueTHUHAS/ PapMaKkoanHaMuaHKA Npodwn npn
MALHEHTH ¢ CMHJICTICHSI.

CYP2D6 anxuGuTopHO AeficTBHE HA MAPDOKCETHH

KakTo mp Jpyrure aHTHAEIPECAHTH, BKIIOYUTEIHO H APYTH CEIEKTHBHH HHXHOHTOPH Ha 00paTHOTO
[I0EMaHE Ha CEPOTOHMH, TAPOKCETHH MHXHMOMpa uepHOapoOHua nutoxpoM P450 enzum CYP2D6.
Huxubupanero Ha CYP2D6 Moke ga noBele 10 YBRC/IMYaBaHe Ha IMTA3MCHHATS KOHIICHTPAIlHH Ha
IPIIOKEHH € AHOBPEMEHHO JIEKAPCTBa, KOUTO € MeTaDOIM3UPAT OT TO3H €H3UM. 1€ BKIIOIBAT HAKOH
TPULIMK/IHYHH AHTHAETIPECaHTH (HANP. KIOMHEIpPAMKUH, HOPTPHIITHIIMH H IE3HIIPAMAH),
dheroTHAzMHOBK HEBpONReNTANH (Hanp. nepdenasul ¥ THOPHAA3WH, BX, Touka 4.3 1 naparpaga
JlexkapcTsa, kouTo yabmkaBar QT wHTepBana‘ B To9ka 4.5 mo-rope), puCIepHIOH, ATOMOKCETHH,
ssikon Trn 1c aHTHAPHTMUMYAY JeKapcTea (Hanp. nponadeHon u GuekauHun) u MeTolponon. He ce
OpENnoPHYBA Ja Ce U3II0MI3BA MAPOKCETHH B KOMONHALIMA ¢ METONPOJIOI, KOTaT0 NOCICIHUAT ©
IPEANUCaH MPH ChPACYHA HEAOCTATHIHOCT, MOPAAH TECHHUS TEPANIeBTHYECH HHACKC HAa MCTOIIPOJION
IpH TOBA MOKA3aHHE.

B nureparypara mMa chobieHus 33 dapMakokHHeTHIHO B3auMoneHcTere Mexny CYP2D6
HHXHOUTOPH H TaMOKCH(CH, KOETO BoaM A0 65-75 % noHwxapaHe Ha IJIA3MCHHTE HUBa Ha €1HA OT
no-akTusauTe dopMn Ha TamoxcudeH — ennokcuden. B usikon npoydpaHns € CboOMIIABaHO 32
HaMaJIABaHE HA €QUKACHOCTTAa Ha TAMOKCH(ECH NPH €IHOBPEMCHHO NPHIOKEHHE C HAKOH
AHTUACOPECAHTH OT TPYNaTa Ha HHXUOMTOPHTE Ha 0DOPaTHOTO MOEMaHe Ha CEpOTOHHHA. ThH KaTo HE
MOXE Ja C€ HIKMOYH HAMAIABaHE Ha edekTa Ha TaMOKCH(EH, ETHOBPEMCHHOTO NPHIIOKCHHE C
monHY Huxuburopu Ha CYP2D6 (BK/IOUHMTETHO TAPOKCETHH) TpAOBa Na ce H304ATrBa BUHATH, KOraTo €
BB3MOKHO (BkK. TOuka 4.4. CnenHaniy npeAynpexacHus M MpeaNasHi MEpKH IIpH ynoTpeoa).

AJTKOX0

Kakro 1 ImpH OCTaHANKTE NCHXOTPOIHH JIEKApCTBa, Ha MalueHTHTE TpAOBa na Oba¢ Ipenopb4BaHo Ja
u30ATBAT ynioTpedara Ha ankoXon JOKATO NPUEeMAT IMaPOKCETHH.

Iepopansn aHTAKOATYJIAHTH

Mex 1y napoKCETHH H NEPOPAHUTE AHTHKOATYJIAHTH MOKE J1a HACTHIIH (PapMakoJHHAMUIHO
B3aHMO/ciCTBHE. EqHOBpeMEnnarTa yrmorpebda Ha IapOKCETHH H NIEPOPATHH aHTHKOATYJIAHTH MOKE Ja
A0BEZE 10 TIOBUIICHA aHTHKOAryJIalAOHHA AKTHEHOCT H XeMoparr4eH puck. [lopaad Ta3n npHinHa
nmapoxceTHH TpAOBa na ce ynotpebaBa ¢ NOBUIICHO BHUMAaHWE IIPH HAIIHECHTH, KOHTO CE JIEKYBAT C
NCpOpaIHy AHTHKOATYJIAHTH (BxK TO4Ka 4.4).

HecTepOHAHE NPOTEBORLINANATEIHE CPEACTEA, ACTHICATHIAACRA KHCCIHHA K APYTH
JIeKApPCTRA, NOBIHABAIIM TPOMOOIHTHATA GYHKIHS

Mex 1y NapoKCEeTHH ¥ HECTEPORAHNUTE IPOTHROBB3NAHTEHY CPEACTBA/allCTHICATHIIIIOBA
KMCEITHHA MO3KE 1A HACTRIH (apMakoJMHAMHYHO B3auMoZcicTeie. EqnoBpeMenHaTa yrnoTpeba Ha
NapoOKCETHH H HECTEPOMAHH NPOTHBOBB3NAIMTENHH CPEICTBA/AETHICATHIIHIOBA KHCETHHE MOXE A
TOBeE OO0 NOBHUIISH XEMOParudeH pUCK (BX. Touka 4.4).

[Ipenoprusa ce MOBHINEHO BHEMAHHUE IIPH NAIHEHTH, IPHEMANTH CEIEKTHBHA HHXHONTOPH Ha
00paTHOTO NOEMaHe Ha CCPOTOHUHA SAHOBPEMEHHO C IEpOPANHH aHTHKOAryJlaHTH, ¢ JEKApCTBa,

aeTHNCATMIHIOBA KACEIWHA, HECTEPOUIHH NIPOTHBOBBIIAIIMTEIHH CPEJICTB
Heobxoaumo e 1 NIOBHIIEHO BHAMAHHMC TIPH NANAEHTA ¢ aHAMHECTUYHH JaH
KPBBOCBCHPBAHCTO WM CBC ChCTOAHUE, 00YCIABAMIO ITPEAPA3HOIOKCHHE

IIpaBacTraTHn



B npoyuBaHUd € HAOMIOAABAHO B3AHMOIECHCTBHE MEXIY ITAPOKCETHH U IIPABACTAaTHH, KOCTO
IPEAnoara 9¢ €qHOBPEMEHHOTO NPHIOKECHHE HA HAPOKCETHH 1 IIPaBaCTaTHH MOXKE [1a IOBEIC 0
[IOBUINIABAHC HA HUBATA Ha IMIIOK03aTa B KphBTa. [Ipy manueHTH che 3aXapcH Auaber, mpHeMamy
eHORPEMEHHO MAPOKCETHH U NPaBacTATHH MOXE Ja MMa HYXKa OT KOPHTHPAaHE Ha JO3HPOBKATA Ha
TNIepOpaTHHTE NPOTHBOIHACETHH JEKAPCTBA M/UAM HA MHCYIHHA (BX. Touka 4.4).

4.6. DepTHIHTET, OPEMEHHOCT H KEPMEHE

bpemMeHHOCT

Hsxon enuieMHONONMIHM IPOYYIBaHKs IPEANOaraT YBeJIHYeH pUCK 0T BPOJCHH Mal(opMaLum,
0c00EHO CHPACIHOCHIOBH (HANp. KAMEPHH M NPEACHPAHO-NpEerpagHy ACPEKTH), CBBP3aHH C
yNOTPeOATA HA NAPOKCETHH MO BpEME Ha IIBPBHA TPHMECTHP. MeXaHU3MBT € HEU3BECTCH. JlaHHHTe
NPEANOoNaraTt, 4¢ pPHCKBT OT PaXKI4AHE HA JCTE ChC ChPACYHO-CBAOB NeEKT CICA IPHEMaHe Ha
ApOKCETHH 10 BpeMe Ha OpeMEHHOCTTa € Mo-MaTsK oT 2/100 B cpaBHEHME ¢ OYaKBaHUA Opoi Ha TE3H
gedexTr ot npubmusurenHo 1/100 B obmara nomyiaiys.

[Io Bpeme Ha OpPEMEHHOCT MAPOKCETHH MOXKE 1A C¢ M3II0I3Ba CaMO IPH H3pHYIHO NPEAITHCAHKC.
HeoOxomuMO € JIEKyBalUAT JEKap 1a NPCUEHH B3MOXKHOCTHUTE 3a aJITCPHATHBHO JICYCHHE NPH
OpeMeHHH KEHH WIH >KEHH, [UIaHMpand 3a0peMeraBane. Pa3koro ciMpaHe Ha JICICHHETO IO BpEME
Ha OpeMcHHOCT TpabBa Aa 0n/1e H36arBaHo (Bk. TOUKa 4.2).

O6cepBallMOBHH JaHHH TIOKA3BAT MOBHIICH PHCK (II0-MaNKo OT 2-KpaTeH) OT KPHBOHU3MHB CIICA

paxaHe cie] ekcrnosHuus Ha SSRI/SNRI B paMkuTe Ha Mecen Opeal pakIaHeTo (BK, ToIKH 4.4
u 4.8).

HoBopozeHnte TpsAOBa aa ce HabmoaaraT, ako MakKaTa € NpOALIDKHIIA TCpPanHATa C [TAPOKCECTHH B
IOCICAEATE CTATHHA HAa OpeMeHHOCTTa, 0CODEHO B TPETUA TPHUMECTH).

IIpu ynorpeba Ha MAPOKCETHH B TIOCIICAHUTE CTAAHH Ha OPEMEHHOCTTA, Y HOBOPOJACHOTO MOTaT Jia ce
MOABAT CACAHHTE CUMIITOMH: PECIIHPATOPEH JUCTPEC, IIMAH03a, allHES, ThPY0BE, HCIIOCTOAHHA
TeMIIepaTypa, 3aTPYIHEHHS B XpaHCHETO, ITOBPHIIIAHE, XHIOTTTHKEMHUS, XHIICPTOHMS, XHIIOTOHHA,
xuneppedIekcns, TpEMOop, yiaxa, pasApasHHTCIHOCT, IETAPrHIHOCT, MPOIBJDKHTEICH IU1aY,
CHEIMBOCT ¥ TPYAHOCTH MIPH 3aCIIMBaHETO. T€31 CUMIITOMH DHXa MOTJIH Jia C€ OIbJDKAT Ha
CEPOTOHHHEPTHIEM e()eKTH HIH Ha CHMITTOMM Ha oTHeMaHe. B noBeuero cimy4au ce cro0mana, 9¢
YCIOKHEHHATA Ca CE MOABHIN BeJHara H/IH CKopo (< 24 vaca) cies paXIaHeTo.

EnuieMHOIOTHYHH IPOYIBaHUsA ca MoKa3ally, 9€ H3II0/I3BaHeTO Ha CEIEKTHBHH HHXHOHUTOPH Ha
o6paTHOTO MOEMaHE Ha CEPOTOHMH NpH OPEMEBHOCT, H HO-CIIELHANHO IIPH KbCHA OPEMEHHOCT, €
CRLp3aHO ¢ MOBHIICH PUCK OT NEPCHCTHPAIA MYJIMOHAIHA XHIIEPTOHHA Ha HOBOPOACHOTO.
Ha6monaBaHHAT PHCK ¢ NPHOIM3HTENHO NeT cydas Ha 1 000 OpemennocTH. B o0mara nomyaanns
NePCHCTHPAINA MYJIMYHATHA XHIIEPTOHHS HA HOBOPOICHOTO CE pa3BUBa IIPH ¢HA A0 ABC Ha

1 000 6peMEeHHOCTH.

HscnepaHAaTa MpH )KABOTHH NTOKA3BaT PEIIPOAYKTHBHA TOKCHYHOCT, HO HC CBHACTENCTBAT 34
JIHPEKTHH BpEIHH BB3ACHCTBHS BEPXY OpEMEHHOCTTa, eMOPHOHANHOTO/(DETATHO Pa3BHTHE,
PaKJAHETO KK CISOPOAOBOTO pa3BuTHE (BXK. ToUKa 5.3).

KupMmene

MaJiko KONHIECTBO MAPOKCETHH C& EKCKPETHPA B KbpMaTa. B nyOnukyBaHy Npoy9IBaHHsA CEPyMHATA
KOHIICHTpAIUA IIPH KbPMEHH Acna € Ouna HenojoBuMa (< 2 Hanorpama/ml) MM MHOTO HHCKA

(< 4 uanorpama/ml). Ipu Te3u nena He ca HAGMIOAABAHM NpH3HAIM Ha edexTHTe Ha NekapcIBoxo. ThrH

1a ce OOMHCIIH.

QepTHIAATET
JIaHHH OT M3MHTBAHUA € XXHBOTHH €A MOKA3aJIH, 9¢ MIAPOKCETHH MOXKE /13 TIOBJIUSC §
cunepmara (Bx. Todka 3.3). JlauHn 0T in vitro H3CIECABaHHA ¢ YOBEIIKHY MAaTCPHA
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BB3MOKXHO HIKAKBO MTOBIIMABAHC Ha KAYCCTBOTO Ha CIIepMala, BBIPEKH [€ OT CIy4Yad JOKIaABAHH IIpH
XOpa ¢ HAKOH OT CENEKTHBHUTE HHXHOGHUTOPH HA 0OPATHOTO [IOEMaHEe HA CEPOTOHHHA (BKIIOTUTCITHO
NapOKCETHH) ¢ BIDK/A, Y€ SEKT BRPXY Ka4eCTBOTO Ha cliepMarta € obpaTtuM. Jlocera He ¢
HaOMIOaBaHO TIOBIHABAHE HA (PEPTHIINTETA IIPH XOpa.

4.7. EdekTr BLpXy cnocebHocTTa 32 ogapane H pabdora ¢ MaUIHHH

KIIHHNYHHAT ONMHT MMOKAa3Ba, Y€ TSpaNHATA ¢ IIAPOKCETHH HE € CBBP3aHa ¢ YBPCIKAAHS HA
NO3HABATECAHMATE M ICHXOMOTOPHH QyHKIMH. BBIIpexd TOBa, KaKTO MPH BCHYKH IICHXO3KTHBHH
JIEKAPCTBA, MALMEHTHTE TPAOBa Na GbIAT BHUMATEIHN OTHOCHO CIOCOOHOCTTA CH /ia Io(pUpar | 1a
paboTAT C MAIIHHMY.

Beapekyu 9 NapoKCETHH HE 3aCHIIBA OTCIa0BaHETO HA YMCTBEHATE H IBUTATETHHATE CHOCODHOCTH,

NPHIHMHEHO OT AJIKOX01a, CAHOBPEMEHHATA YIIOoTpeOa Ha MApOKCETHH C AMKOXOJ HE €
NpPEeNopbYMUTEIIHA.

4.8. HexeJaHH IeKapCTBEHH peaKIHH

Hsaxon oT H30poCHHTE MO-T0MY HEXENAHU ICKAPCTBEHH PEaKMK MOraT Jia HaMa/BaT 10 HHTCH3HTCT
1 9€CTOTA C MPOMBbIDKABAHETO HAa TEPANMATA H OOMKHOBEHO HE HANAraT IPEKpaTABAHETO H.
HexenmaHUTE TEKapCTBEHH PEAKLIMH ¢a ITOCOYEHH CIIOPE] CHCTEMO-OpraHHaTa KnacH(QuKanus v
a6comoTHara dectoTa. UecToTara ¢ neduumpana karo: MHOro gecTH (> 1/10); gectu (= 1/100,

< 1/10); meuectu (> 1/1 000, < 1/100); peaxn (= 1/10 000, < 1/1 000); muoro pemxn (< 1/10 000); ¢ ne
H3BECTHA 4eCTOTa (He MoXke Aa Ob/ie H3THCIIeHa OT HAIMIHUTE JaHHH).

Hapyuieann 8 KPHBTA H JEMPHATA cHCTEMA

Heuectn: HeecTeCTBEHO KbPBEHE, IPEAMMHO OT KOXATa H JIMTaBHIMTE (BKTIOYMTCIIHO CKXUMO03a H
THHEKOJIOTHIHO KhPBEHE), TCBKONICHUS.

MHoro peake: TpOMOOUTONCHNA.

Hapymenna Ha HMYHHATA CHCTEMA
MHuoOro peKu: TEKKH ¥ NOTCHIHATEO (aTalHy anepridHy PeakuyH (BIIIOYHTENHO aHA(HIAKTONTHY
PEAKIHH M AaHTHOE/IEM ).

Hapyiieaaa HA EHI0OKPHHHATA CACTEMA
MHOro peaku: CHHAPOM Ha HEMIPaBHJIHATA CEKpenys HA aHTHINYPCTHYCH XOPMOH.

Hapymenns B MeTadoI1H3Ma H XpaHeHeTo
YecTu: yBeIHYCHHE Ha HUBATA Ha XONECTEPOJIa, HAMAJICH AIICTHT.

HeuecTn: IpOMEHEH KOHTPOJ HA KPbBHATA 3aXap € AOKIAa[BaH NMpPH [TAIAEHTH ¢ AHa0eT (BIK.
TO4Ka 4.4).

Penku: XuroHaTpHEMHs.
XHANoHATPHEMHATA € HaOMI01aBaHA IMIABHO NMPH NAaNMCHTH B CTap9eCka BB3PacT H NIOHAKOTa C€ AbJDKH
HA CHHAPOMA Ha HEIPaBHIHATA CEKPELNA Ha aHTHIMYPETHIECH XOPMOH.

IIcHXH9YHH pa3CcTPOHCTBA
YecTH: CBHIMBOCT, 0€3CHHNE, BL30yaa, HeoOMuaiHu CHHUINA (BKIIFYHTEIHO KOIIIMApH).
Hedectn: 00BpKaHOCT, XaMOLMHALWH.

Peaky: MaHMAKaAIHU pEaKIMH, TPEBOXKHOCT, AENICPCOHANH3AMS, TAHMYCCKH ATaKH, aKaTH3HA (BK.
TOYKa 4.4).

C Heu3BecTHA Y€CTOTa: CYHLIMANA UACAIHNA, CYHLM/HO TIOBEACHHE, arpecusl, OpyKCH3BM

INApOKCETHH MIH CKOpO CICH CIIUPAHE Ha JICUeHUETO (BXK. Touka 4.4).

Cnyuau Ha arpecus ca HaOnmoaaBaHu NPH MOCTMapKETHHTOBYSA OIHT.
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Tesw CHMIOTOME MOTAT Ja Ce ABIDKAT Ha OCHOBHOTO 3ab0gBaHe.

HapyieHHs HA HEPBHATA CHCTEMA

YecrH: 3aMasHOCT, TPEMOP, IN1aBo00Ie, HAPYIIABAHE HA KOHLICHTPAIHATA.

HedecTH: excrpanmMpaMBaHE HapYIICHHs.

Penku: repuoBe, CHHAPOM Ha HECIIOKOMHHTE KpaKa.

MHOro peaKxy; CepOTOHHHOB CHHAPOM (CHMIITOMMTE MOTAT Ja BKIIOYBAT BE30yAa, OOBPKAHOCT,
auadopesa, XaTIOUHHALIMH, XHIIEPPEpICKCHA, MEOKIOHYC, TIOTPBIIBAHE, TAXUKAPAHAA H TPEMOP).
CpoOmeHnATa 32 eKCTpaMPaMHIHE HAPYIICHHS, BKIIOYHTENHO OpoganHaaHa JHCTOHN!A, ca
[0JIYYaBaHH NOHAKOTA 32 NALHEHTH ¢ IPEAMICCTRANIH ABATATENHN HapYyIICHNS WK [IPH TaKHBA,
KOHTO Ca IIpHEMAaIH HEBPOJICOTHIIHN.

O4YR” HapyIIeHHAA

YecTH: 3aMBITICHO BIHKAAHE.
HewecTr: Muapuasa (BK. TO4Ka 4.4).
MHoro0 peIku: 0CTpa ryaykoma.

Hapyumienns Ha yXoTo H JadHpHHTA
C Hen3BECTHA 9€CTOTA: IOYM B YIIHTE,

CobpaeynH HAPYIIeHHAS
HeuecTH: CHHYCOBA TaXMKapIHAL.

Penxu: Opamuxapans.

CbA0BH HApYIIEHHS

HedecTH: npex0oAHO MOBUNIABAHE HAK OHIDKABAHE HA KPEBHOTO HAMTAHE, MOCTYPANHA XUIIOTOHHA,
[IpexoaHO MOBHILIABAHE MJIM MOHILDKABAHEC HA KPBBHOTO HASITAHE € JOKJIaABAHO CHICT ICYCHHE C
NIAPOKCETHH, HAH-9ECTO NPH NANUEHTH ¢ NPEAIICCTBAINA XHIIEPTOHUS HIH TPCBOXHOCT.

PecnHpaTopnH, IPLIHE H MCAHACTHHAIHH HAPYILICHHS
YecTH: Ipo3sBaHe.

CroMallHO-YpeBHH HAPYIICHHA

MHoOro 4ecTH: rajeHe,

YecTH: 3aek, AHAPHA, NOBPHINAHE, CYX0Ta B yCTaTa.
MHOro pe/ika: raCTPOHHTECTHHATHO KhPBCHE.,

C HeH3BEeCTHA YECTOTA: MMKPOCKOIIHYECH KOJIHT,

Xenaro-0RIHAPHH HAPYMICHHA

Penxy: noBUIIaBaHE HA HHBATA HAa 9EPHOAPOOHHATE CH3UMH.

MHOrO pe/iks: YepHOAPOOHH peakmHy (KaTO XEIIaTHT, OHSKOTa CBHP3aH C XBIATCHANA H/HIH
YepHOAPODHA HENOCTATEYHOCT).

Cno01aBanH ca cayJad Ha IOBHIIABAHE HA HUBATA Ha 9EPHOAPOOHUTE €H3HUMH.
[ToctMapkeTHHIOBATE CHOOIIEHNA 3a YEPHOAPOOHH peaklMH (KaTo XCTATHUT, MOHAKOTra CBEp3aH C
XBITCHHLA H/WIH 9epHOAPOOHA HEAOCTATHEYHOCT) Ca NOMY9IaBaHy CHILO MHOIO PAOKO.

Tpabsa ga 65ae 0OMHCIEHO NPEYCTAHOBSIBAHE HA HPHEMA HA TIAPOKCETHH, aKO ce Ha0dmoNasa
NPOIB/DKUTERHO MOBHIIABAHE HA PE3YATATHTE OT H3CIEABaHHATA Ha 9epHOApOOHATA QYHKIMS.

HapyilleHHA Ha KOXKATa H NOAKOKHATA THKAH
YecTu: U3MOTABAHE.

Hegectyi: KoxxEM 00pHBH, NPYPHUTYC.

MHOro peaKu: MHOTO TEKKH KOXXHH HEXEIIaHA PEaKIMN (BKIIIOYHTEHO EPHUTEMa
cHuApoM Ha CTHBBHC-/[XKOHCEH H TOKCHYHA CNIMASPMAIIHA HEKPOJTH3a), YPTHKAp
(bOTOUYBCTBHTEIHOCT.,

Hapymenun pa 650penaTe H NHKOYHATE NLTHIUA
Hegectu: 3anpeiKa HA YPHHA, MHKOHTUHSHIMY HA YPHHATA.
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HapymeHnns Ha BEINPON3BOANTEIHATA CHCTEMA H IbPAATA

MHoro 4eCTH: CeKCyallHa AUCHYHKINA.

Penxy: XMIepnpoNakTHHEMU A/ TAJIAKTOPES, MCHCTPYANIHHA HapyIICHUs (BKIIOYHTCIIHO MEHOpArus,
METpoparus, aMmcHopes, 3a0aBfHe Ha MCHCTPYallHA M HEPSAOBHA MEHCTpYAallHA).

MHoro peaxu: IpHanu3LMm.

C HEM3BECTHA YECTOTA: KPBBOH3IMB CIC/l PAKIAHE.

Cho0masano € 3a KPbBOH3NIMB CJie paxaaHe 3a rpynara nekapcrda SSRIs/SNRIs (Bxk. Touxu 4.4
1 4.0).

HapyuieHHS HA MYCKY/JTHO-CKEJIETHATA CHCTEMA H CHLeAHHATEHATA THKAH
Penxu: apTpainrud, MHAITHA.

EnuaeMyonorndny npoy4sanus, OPOBEACHH [I4BHO MPH MAIMEHTH Ha BE3PacT Ha M Hajl 50 roquHy,
MI0KA3BaT [IOBHIICH PACK OT KOCTHH (DPAKTypH NPH NALAEHTHUTE, MPHEMAIIH CENCKTHBHH HEXHOHTODH
Ha 00paTHOTO IMOSMAaHE Ha CEPOTOHHHA U TPHIHKIHYHY aHTHACIpecaHTH. MeXanu3MbT, BOACH N0
TO3H PHCK, HE € U3BECTEH.

Ob1un HApYLLIeHHA H e(peKTH HA MACTOTO HA NPHIOKECHHE
YecTn: acTeHHA, YBEJIIMMABAHE HA TEJICCHOTO TETTIO.
MHoro penki: nepudepeH oTOoK.

CUMIITOMH HA OTHEMAHE, HABJIIOJJABAHU ITPU NIPEYCTAHOBSBAHE HA
JEYEHHUHETO C ITAPOKCETHH

UecTH: BUEHE HA CBAT, CCTHBHH HAPYILICHHA, HAPYLISHHS HA CBHA, TPCBOXHOCT, IaBoOOIHe.
Heuects: BB36Yya, raacke, TpeMop, 00spKBaHe, H3NOTABaHE, EMOIIMOHANHA HECTAOHTHOCT, 3pUTEITHY
CMYIIEHHA, TAINHTALMH, JHAPUS, Pa3ApPa3HHTEIHOCT.

[IpeycTaHoBABaHETO HA HpHEMA Ha MApOKCETHH (0c0o6EHO, KOTaTo TOBa CTaBa pPA3K0o) OOMKHOBEHO
BOJIM A0 CHMITTOMH Ha OTHEMaHe¢, JIOKITaABaHu ca Cy49aH HA BUCHE HA CBAT, CCTUBHU HapyIICHHA
(BKJIFOUHTEIHO HAPECTE3HH, YCEIIaHe 3a eMeKTPUYeCcKN TOK H IIYM B YIIHTE), HApYIISHHA HA ChbHA
(BKJIFOUMTEIIHO HECIIOKOHMHN CHHHIIA), B30Yy1a WK O€3110KONCTBO, raficHe, TPEMOP, 0OBPKAHOCT,
M3I0TABaHE, IaBoOONHE, JHAPH, ITAIIATANNH, €MOLIHOHAJIHA HECTAOMIHOCT, Pa3ApasHUTEIHOCT H
IPATETTHHA CMYIICHHA.

B obmus ciygail Te3H peakiiH ca JICKH 0 YMEPESHH B CaMOOrPAHMYIABAIIH CE, HO IPH HAKOH
MALUCHTH T€ MOTaT Ja OBAAaT TEXKH H/HIH NpOoabDKHTENHH. Clie10BaTEMHO, KOTATO JICUCHHETO C
[APOKCETHH BEYe HE € HEOOXOAMMO, CC IIPENOPHIBA NOCTEIICHHO NIPEYCTAHOBABAHS HA TEPANUATa C
TATPHUPAHE HA J03aTA (BXK. ToUkH 4.2 u 4.4),

HEXEJAHH JEKAPCTBEHH PEAKIINY, YCTAHOBEHU ITPH NIEJUATPHYHH
KIHHAYHHA I TBAHUSA

Habmonapanu ca clieIHITE HEXETAaHU PEaKIHH:

YBenn4uaBaHe HA CYHLIHAHO-CBBP3aHOTO NOBEACHHE (BKITIOYHUTENHO CYHIMIHA ONMUTH A CYUITHAHH
MHCIIH), IOBEACHHAC HA CAMOHAPaHABAHE W MOBUIICHA BpaxacOHOCT. CYHIMIHUTE MHCIIH H
CYHHHIHHTE OIIUTH ca OiM Habmio1aBaHy IIABHO NPH KIHHHYHHTE U3MHTBAHHA C KOHOIIH C FONAMO
IenpecuBHO pa3cTpoiicTro. [ToBHmeHa BpaxaeOHOCT ce nosBsBa 0coOCHO NPH AeIa ¢ 00CECHBHO-
KOMITYJICMBHO Pa3CTPONCTBO M TIO-CIELHANHO NpH Aena nox 12 roguHH.

JonbaHuTEHE HAOMoJaBaHH HeXeNaHH JICKapCTBCHH PEeaKIMH Ca: MOHVDKEH alleTHT,
H3IIOTABAHE, XUIIEPKUHE3HA, Bb30ya, EMOIHOHANHA NabHMHOCT (BK/I. T/1a9 U KOIeh?
HACTPOCHMETO), HEKEIIAHH ICKAPCTBEHM PEaKIUU, CBEP3aHU ¢ KbpPBEHE, IM1aBHO OT ¢
H JIATABHLIHATE.
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HACTPOEHHETO, CAMOHAPAHABAHE, CYHLIHAHY MHCIH H OITMTH), HEPBHOCT, BHCHC Ha CBAT, F3ACHE H
kopeMHa Oonka (Bx. Touka 4.4).

Bmxkte Touka 5.1 3a noBede HHMOPMAIINA OTHOCHO IEAUATPHYHATE KIHHHYHH H3MHTBaHMA.

Cro0asane HA MOAO3HPAHH HEKEIAHH PeaKIHH
CrobmapaHeTo Ha OJO3HPaHH HEXETIAHH PEaKLIMA ClIe]] pa3penlaBaHe 32 ynorpeda Ha IeKapCTBEHHA

IpOAYKT € Baxkno. ToBa mo3BonsgBa fa MpoIb/DKH HAOMOJEHHETO HA ChOTHOIIEHHUETO MOJI3a/PUCK 32
JIeKapCTBEHUA NPOAYKT. OT MCAHIMHCKHTE CHCIHATHCTH CE€ M3HCKBA Aa Cho0OIaBar BCsIKa
NIOAO3HPaHa HeXKENaHA PeaKIMA 9pe3 HaMOHaIHa CUCTEMA 3a ChODIIaBaHe:

H30BIHHTEIHA ar€HUMA 110 JICKAPCTBATA
yi. ,,Jlamaa ['pyeB” Ne 8

1303 Cogus

TelL.; +359 2 890 34 17

yeOcaiiT: www.bda.bg
4,9. TIlpenozapaHe

CHMIOTOMH H NPH3HALH
HanpguuTe JaHAA 3a [Peao3HpaHe ¢ NapOKCETHH II0Ka3BaT IMMPOKHA JHANa3cH Ha 6€30macHOCT Ha
NEKapCTBOTO.

OnMTHT IPH NPEAOIHPAHE C TIAPOKCETHH € T0Ka3al, 9€ B IOIEAHCHUE HA CHMIITOMUTE, CIIOMCHATH B
Touka 4.8. Hexxenanu nekapcTBeHH peakiiyy, ca ChOOMAaBAHH U [IOBUIICHA TEMIIEpATYypa, H HEBOJICBH
MYCKYNMHH KOHTpakupH. OOMKHOBEHO NAlIHCHTHTE C¢ Bb3CTaHOBABAT HAITLIIHO, De3 CepHO3HH
IOCAENCTBYA, JOPH Ipi Ao3k A0 2 000 mg napoKceTHH, IPHET CaMOCTOATENHO. Panko ¢ crodmasaHo
3a cnydaM Ha KoMa iiH npoMend B EKT B MHOTO paako - ¢ ¢aTaicH H3X0J, HO OOMKHOBEHO TE3H
cnydan ca HaGmoJaBany ips NpreM Ha TIAPOKCETHH C APYTH ICHXOTPOIIHH IEKapCTBa, ¢ Wi Oes3
aJIKOXO.

Jleuenae
He ¢ usBecTeH creinpuyeH aHTHAOT.

JieuenueTo TpAOBA Ja BKIIOYBA OOINUTE MEPKH, H3NOI3BAHY 3a OBIANMBAHE HA NIPEIO3NPAHETO, €
KOHTO M 1a € anTuacnpecant. [Ipy rp3MOKHOCT MOKE Aa ce oOMucu npHiiokeHue Ha 20-30 g
AKTHBEH MEIHUMHCKH BBITICH HAKQJIKO Yaca CJe IIPE03MPaHeTO Ha IapOKCETHH, 3a 1d ¢€ HaMallH
pesopbuusaTa. IIpenOpHHHTENHO € IPAIAraHeTo Ha NOUTBPKAIM TPIDKH € 9€CTO IIPOCNCsIBAHE HA
XH3HeHHTE QYHKIIMH H BHEUMATEIIHO Habmonenue, JleueHHero Ha manMeHTa TpA0Ba 1a € CIIoPEA
KIHMHAYHOTO My CHCTOAHKC.

S. PAPMAKOJIOI'NYHH JAHHHA
5.1. @apmMaxkoIHHAMHYHH CBOHCTBA

dapmaroTepaneBTHYHA TPyIa: AHTHACTIPECAHTH - CENEKTHBHA HHXHOMTOPH HA 0OpaTHOTO NOEMAaHE
Ha cepoToHHH. ATC koa: NO6A BOS

Mexana3bsM Ha AelicTBHE
TIapOKCETHH € MOILIEH M CEJIEKTHBEH HHXHOHTOP Ha ITOEMAHETO HA 5-XHIPOKCHTPH
CEpPOTOHMH) ¥ HETOBOTO AHTHACIPECHBHO ICUCTBHC M €(PHKACHOCT NPH NCYCHHE Ha
O0CECHBHO-KOMITYICHBHO Pa3cTPOHCTRO, COIMANHO TPEBOKHO Pa3CTPOHCTBO/COLH
reHepann3npala TPEBOKHOCT, MOCTTPABMATHIHO CTPECOBO pa3CcTPONCTBO H NaHNY(
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[IapokceTHH He ¢ XUMHYECKH NOR00CH HAa TPHIHKINIHUTE, YCTHPHITHKIHIHHTE HIH JPYTHTE
CBIICCTBYBAIIH AHTHACTIPECAHTH.

ITapoxceTrs nma cn1ad apuHATET KBM MYCKapPHH-XOJIWHEPTHYHNTE PEUENTOPH H H3THTBAHKATA C
KMBOTHH Ca NTOKA3aJM caMO Ciiadi aHTHXONHHEPIMYHY CBOICTEA.

BbB BpB3Ka ¢ TOBA CENIEKTHBHO ACHCTBHUE i71 vifro MPOYYBAHHATA Ca MOKA3aJH, 9€ 3a pa3IvKa OT
TPULIMKITHIHUTE aHTHASIPECAHTH, NAPOKCETHH MMa MAThK apMHETET KbM anda;-, andas- H OeTa-
aapeHopenenropute, nonamuH (Ds), 5-HT 1mopo6un, 5-HT2 u xucramun (H,) peuenroprre. Tasn
JIATICA HA B3aMMOJICHCTBHE C IOCT-CHHAIITHIHUTE PELENTOPH in2 Vifro € IOTBBPACHA 0T in vivo
M3NMHATBAHHA, KOMTO [MOKA3BaT NuIca Ha AenpecuBHN edekTy Bpxy [THC 1 Ha XHIIOTEH3HBHH
CBOHCTBA.

PapMaKoaaHAMHAYHH ¢PEeKTH

IlapokceTHH He YBpEXKaa MICHXOMOTOPHATA (PYHKIIHS ¥ HE MOTCHUMPA ACTIPECHBHHUTE ¢(PEKTH HA
€TaHOMNA.

KakTo # 0pH Apyrure ceneKTHBHA HHXHOHTOPH Ha 0OpaTHOTO noeMane Ha J-HT, napokceTHH
NpHYMHABA CHMIITOMH Ha CBPBX S-HT peuenropsa cruMyialnys, KOraro € JaBaH Ha XXHBOTHH,
NpeABAPHTENHO ITPHETH MOHOAMHAHOOKCHIa3HN (MAQ) HEXHOMTOPH HITH TpHIITOdaH.

[ToBeneHuecknte M EEI" u3cneaBanns noka3BsarT, 4€ NapOKCETHH € c1ad0 aKTHBHpAII IIPH A03H,
OOMKHOBEHO HaJl TE3H, He0OX0AUMU 3a HHXuOUpaHe Ha noemaHeTo Ha S-HT. AkTuBHpamnuTe
CBOHCTBA M0 CHIMHOCTTA CH HE ca “aMferamuuonoacdnn”. 11poyuBanysaTa npH XKHBOTHH ITOKAa3BaT, 49¢
NAPOKCETHH € A00pe MOHOCHM [0 OTHOUICHME Ha ChPAECIHO-ChAOBaTa cucTeMa. IlapokceTH HEe BOAH
A0 KIHHHYHO3HAYHMH IPOMEHH B KPHBHOTO HajlfraHe, chpaedHara yecrota H EKI cien npueMane ot
3ApaBy JNNA.

ITpoyupaHnATa MOKA3BAT, Y€ 3a Pa3iHKa OT aHTHACNPECAHTHTE, KOHTO MHXHOHPAT NOEMAaHETO Ha
HOpAJIPEHAITHH, MAPOKCETHH MPHTEXAaBa MHOTO TI0-MAJIKa CKJIOHHOCT KbM HHXHOHPaAHEe Ha
AHTHXHIIEPTCH3INBHUTE S(EKTH Ha TBAHCTHIMHA.

ITpu nedcHue Ha AENIPCCHBHA Pa3CTPOHCTRA, ITAPOKCETHH T0Ka3Ba ePUKACHOCT, CPaBHHMA C TasH Ha
CTAHAAPTHHUTE aHTHACTIPECAHTH.

ChpmecTBYBAT CHINO HAKOH JOKA3ATENCTRA, CIOPE] KOHTO NAPOKCETHH MOXE Aa MMA TCPAICBTHICH
e(eKT NpH NAKEHTH, KOUTO HE ca NOIyYHIH noao0peHHe clel CTaHAapTHA Tepanms.

[IapoxceTHH, npuI0XKEH CYTPHH, HE OKa3Ba OTPHIATENHO BIHMIHHE HHTO BhPXY Ka4CCTBOTO, HHTO
BEPXY IPOOBJDKHTEIHOCTTA Ha ChHA. Hemo mosede, NaliMeHTHTE BEpOATHO CIAT MO-K00pe NpH
IIOBJIMABAHE OT TEPAIIMATA C NIAPOKCCTHH.

AHAIH3 HA CYHIIHAHOCTTA IPH BL3PACTHH

CremmdryeH 32 TAPOKCETHH aHANN3 HA I1aNe00-KOHTPOJIMPAHH H3MTBAHAA IIPH Bb3PACcTHH C
ICUXHYHH PAa3CTPOHCTRA € MOKA3al M0-BHCOKA YeCTOTA Ha CYMIMIHO NOBEACHHE TPY MNIAIH
Bb3pacTHH (Ha Bb3pacT 18-24 roauun), IeKyBaHH C MAapOKCETHH, B cpaBHeHHE ¢ manebo (2,19 %
cnpamo 0,92 %). B rpynute Ha no-rosaama B3pacT He € HabmoAaBaHo TakoBa nosriIeHHe, [lpu
BB3PacTHH C I'OAMO AENPECHBHO pa3CTPONCTBO (BCHYKH BB3pacTH) € HabmoaaBaHo ITOBHINABAHE HA
4eCTOTaTa Ha CYHIHAHO [IOBEACHHUE MpH NALMSHTH, JCKYBaHH ¢ MAPOKCETHH, B CPABHERHE ¢ IIanebo
(0,32 % cnpsamo 0,05 %); Bcraku cydad ca OHIHM onuTH 3a caMOyOHifCTBO. BEpekH ToBa, IO-TOJIsAMA

9aCT OT Te3H ONMTH NpH HAMEHTHTE HA napokceruH (8 or 11) ca Ounm mpH no-MIagy Bb3pacTHH (BXK.
CHIIo TOYKa 4.4).

Ho3oB oTrOBOp _
ITpn nanurBannaTa ¢ GUKCHPAHA 71033 C€ YCTAHOBABRA IUIOCKA KPHBA Ha 030K
MPEAnONara NPSUMYyHISCTRO 10 OTHOICHUC Ha ePUKACHOCTTA IPH A03M, TIC : X
npenopbuUHTENHUTE. Bee mak chiiecTBYRaT HAKOH KIHHHIHH JaHHH, COYCIINN

no3ata OM Morino 7a 6pJ¢e oT MoJi3a 3a HAKOH MALMCHTH.
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HbJarocpoana epHKACHOCT

HAbirocpodnara e(pUKacHOCT Ha MAPOKCETHH MPH JICICHAE Ha ACTIPECHS € T0Ka3aHa 9pes 52-CeIMHIHO
NIOIBPIKANI0 IPOYYBAHE 3a IPEeBCHIHA Ha peluauB; 12 % oT nampeHTHTE, NONYIaBaIIH NapOKCETHH
(20 — 40 mg qHEBHO) ca HMAJIM PELHANB, cpeiny 28 % OT ManHeHTHTE, MpHEMANIH wIaneto.

JbirocpotnaTta epHKAaCHOCT HA IAPOKCETHH TIPH JicdeHHe Ha 00CCCHBHO-KOMITYJICUBHO Pa3CTPOHCTBO
¢ MPOYYCHA IIpH TPpH 24-CeIMHIHH MOIThPKAILM H3NTHTBAHKS 3a MPECBEHIIMA Ha penuauBH. I1pH eaHo
OT TPUTE H3NUTBAHMUS € HabMmoAaBaHa 3HAYNTENHA PA3HKA B CbOTHOMICHUETO HA PEHAWBHTE NPH
neKyRaguTe ¢ napokcerru (38 %) B cpasHeHNe ¢ manHeRTHTE, IoMyuasai nanebo (39 %).

Abnrocpounara ehpHKaCHOCT HAa MAPOKCETUH MpH JIEYEHNE Ha TaHHIECKO PasCTPOHCTRO € |
NEMOHCTPHpPaHa Ipe3 24-ceMHUYHO TOAXBPKAN0 H3NNTBAHE 33 NPEBSHIUA Ha peuMauBy: 3 % o1
NagHeHTHTE, NoMyJaBaimy napokceTHH (10 — 40 mg qHEeBHO) ca MMM peruaus, cpemy 30 % or
[aLMEHTHTE, IpueMany rmanedo. Toea € noaxpeneHo or 36-CeMHUIHO HTOAABPKAMO IPOyIBaHE.

HAbnrocpodnara ¢pUKACHOCT Ha MAPOKCETHH IIPH JICYCHAC Ha COLMANIHO TPEBOXHO Pa3CTPOHCTRO,
FEHEPAIM3INpaHa TPEBOXKHOCT ¥ MOCTTPABMATHIHO CTPECOBO PA3CTPOMCTBO HE € JOCTATHIHO
JOKA3aHA.

Hexenanu JeKAPCTBCHH PEAKIMA, YCTAHOBCHH NPH NEAHATPHTHE KIWHHYHH HINATBAHHSA
Ilpy xpaTKoCcpOUHHM KIMHHYHH M3nUTBaHHA (Ho 10-12 cepmMurnm), MpoBEAEHM IIpH Aela H IOHOINH, €a
OmH HaOMIoAaBaHM CIIEAHHTE HEXCIAHH JICKAPCTBCHY PEAKIIHH NPH ITAIHCHTHTE, JICKYBAHH C
NApOKCETHH, ¢ HECTOTA MoHE 2 % W B MOHE ABA TETH [10-BHCOKA CTCICH B CPAaBHCHHAE C IPHUEMAIHNTYE
1ane0o: yBeNnH4aBaHe Ha CYHLUHIHO-CBBP3aHOTO NOBEACHHE (BKIIOYHTEIHO CYHITHIHH ONIUTH H
CYHIMIHM MHCIH), IOBEICHAE Ha cCAMOHApaHABaHEe H oBUOIEHA BpaxaecOHoCT. CYHIMAHHTE MHCIIH H
CYMUHIHHTE ONMTH ca OMH HaOMIOJaBaHHN TTABHO TIPH KIWHAYHUTE H3NWUTBAHUA ¢ FOHOLIH ¢ TONAMO
ACTIPECHBHO paszcTpoiicTBo. [loBHmeHa BpaxaeOGHOCT ce MOABABa 0COOCHO PH JAeLa ¢ 00CECHBHO-
KOMITYJICUBHO PasCTPORCTBO H NO-CIIEHHANHO NpH Acua nox 12 roiuad. JJoTbIHHTEIHN HEXCIARH
NEKAPCTBCHH PEeakiiHH, HAOMIOHABaHH NO-YECTO [PH JIEKYBAHUTE C NAPOKCETHH B CPABHEHME C
nmpueMannTe Imanedo, ca: MOHIKEH AIIETHT, TPEMOP, H3NOTABAHE, XHIIEPKHHE3HS, Bb30yIa,
¢MONMOHANHA JaOMAHOCT (BKJL. TNIa4 ¥ KonebaHKHA B HACTPOSHHETO).

ITpu M3NHTBaHHATA, TPOBEICHH B PEXKHM Ha A030Ba TUTpaLs, JOKIaABAaHUTE CHMIITOMH ITO BpCME Ha
hazaTa Ha mO30BA THTPAUUS UK UPH NPEYCTAHOBABAHS JNEICHMCTO C MAPOKCETHH, © YecTOTa Nowe 2 %
OT NAIIHEHTUTE M MPOSBIJIM CE B NOHE B MHTH I10-BHCOKA CTCIEH B CPABHEHHE C IPHEMANIHTE
rnanebo, ca CIeTHUTE: EMOUHOHANHA MabUIHOCT (BKJI. Inad, kojaebaHusd B HAaCTPOCHHETO,
CaMOHapaHsABaHe, CYMIIAIHA MUCIH H OITHTH ), HEPBHOCT, BUCHE HA CBAT, TAJCHE U KOpeMHEa Oonka
(BX. TOuka 4.4).

B et napanensu rpyrioss Ipoy4YBaHHA C MPOZBIDKUTECIHOCT Ha JICYCHHETO OT OCEM CEAMHUIIU IO OCEM
Mecela ca HabNJaBaHl HEXXEIIAHH NIEKAPCTBEHH Peakliii, CBbpP3aHH ¢ KBPBCHE, TIaBHO OT KOXara ¥
JIMTABHITNTE, TIPH MALMSHTH Ha JICYEHHE C NAPOKCETHH C uectoTa 1,74 %, B cpasdenuce ¢ 0,74 % npn
MAUECHTATE HA maneho.

3.2. PDapMaKoKHHCTHYIHH CBOHCTBA

AGcopOmnasn
[IapoxceTin ce pezopOupa nodpe clien NepopanHe Ao3upane ¥ NPeThHPILBa MeTab0IMIbM IIPH WHPBO
IpeMHHABaHe Ipe3 YepHus apo0. [Topagn MeTtabonn3Ma HA IIBEPBO [IPEMHHABaHE, KONHIECCTBOTO
MapOKCETHH, HAMHPAIIO & B CHCTEMHOTO KPbBOOOPBIIEHAE € MO-MANIKO OT TOBA, pe30pOHpard-e
racTpo-HHTCCTHHAIHUA TPAKT. HacTHYHO HacHImaHe OT edekTa Ha ITHPBO NPEMUHABAH 7 £k @(ﬂﬂ%c
IJIa3MEHO OMACTBAHE c¢ HabmoAaBa Npy yBeIMYaBaHEe HATOBAPBAHETO HA OpraHu3Ma/ :
EAUHVYHA 1032 MM IPH MHOTOKPAaTHO N03HpaHe, ToBa BOAH JO AUCTIPONOPIHOHAIHE
[LTa3MCHUATE KOHLCHTPALIMY Ha [APOKCETHH H OTTYK GapMAaKOKHHETHIHHTE 1apamMeTy
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HENOCTOAHHH, BOJEIIHA A0 HEIMHEHHA KHHETUKA. HemuenocTTa, o6age, OOMKROBEHO € MAJIKa H ¢
OTpaHHYEHa CaMO IIPH CIYYAaHTE ¢ IMLA, KOHTO MOCTHI'AT HUCKH IUIA3MCHH HUBA ITPH HHCKM JO3H.

CrabniHuTe CHCTEMHH HHBA CE MOCTHTAT ciexn 7-14 qHu oT HaganoTo Ha JIEYEHHETO C ICKapCTREHH
¢opMu ¢ He3a0aBHO HiIM KOHTPOJIHPAHO 0CBOOOXKTaBane H (PapMaKOKHHETHKATA HE C¢ MPOMEHA IO
BpEME Ha NPOABLKUTEIHA TEpaIus.

Pa3npeneiienne

[TapokceTHH € IHPOKO pa3sPOCTPaHEH B TEKAHHUTE H (apMaKOKMHETHYHHUTE H3YHCIICHNS T0Ka3Bart, |e
B TAJI0TO camo 1 % oT mapokceTHH ce Hamupa B ID1a3Mara.

IlpubausurenHo 95 % oT napokceTuH, HAMHpAII C€ B IJIa3MAaTa NPy TEPaNeBTHIHH KOHLCHTpalwiH, e
CBBpP3aH C [IPOTCHHH. )

He ¢ ycTaHOBEHA BpB3Ka MEXIY IUIa3MECHHTE KOHLICHTPAIIMH Ha NApOKCETHH H KJIMHNYHHS €DEKT
(HeKeNIaHH peaKluH | ¢(hHKACHOCT).

buroTpanchpopManun
[IspBHYHHUTE META0OIHTH Ha IAPOKCETHH Ca MMOJPHHA H CBbP3aHN MPOSYKTH Ha OKHCJIEHHE H
METHIHMPAHE H JIECHO C€ €KCKpeTHpaT. BbB Bph3Ka C TAXHATa OTHOCHTEHA JIHIICA Ha

(hapMaKonoruyHa aAKTHBHOCT, € MAJIKO BEPOATHO T€ Ja JOIPUHACAT 34 TCPANCBTUUHATE PEeKTH Ha
HAPOKCCTHH.

MerabonH3MET HE IOBIHABA CEJIEKTHBHOTO NCHCTBHE HA TIAPOKCETHH BRPXY noeManero Ha 3-HT ot
HEBPOHHTE.

EJ1HMHEHAPAHRE

HenpoMeHeHHAT NapOKCETHH, OTACIAL] CE¢ B ypHHATa, B 00U Cirydail € mo-Majko oT 2 % OT A03aTa,
JAOKATO KOJMIECTBOTO HAa MeTabomuTUTe € oKoIo 64 % ot mo3ara. Okono 36 % o1 103aTa ¢€ OTACIA C
hexanuuTe, BEPOSTHO UPE3 ATHUKATA, OT KONTO HEIIPOMECHEHUAT NapOKCETHH IPEACTABIIABA
no-Manko ot 1 % ot nos3ara. Taka NapoKCETHH CE EMMMHHHMPA MOYTH HAMBAHO YPE3 MECTabOIH3IBM.

MeTtabonuTHaTa EKCKpENKs € ABy{a3Ha, KaTo MEPBOHAYAIHO € pE3yaTaT OT MeTa00NH3Ma IIPH TEPBO

IIpeMHHaBaHe IIpe3 YepHUA JApod A MOCHEABAIIC KOHTPONHpPaHa OT CHCTEMHOTO ¢IIMMHHUPAHE HA
HAapOKCETHH.

EnMAMUHAIMOHHHAT NOIYKHUBOT BapUpa, HO QOUKHOBEHO € OKOJIIO €AUH JICH.

CoenHAIHH FPYIH DANHEHTH

ITonynayun 6 cmapueckas ev3pacm u nayuenmu ¢ (oOpeuHW/MepHOOPOOHE HAPYWICHIA
YBellHJaBaHe Ha IUIa3MCHHUTE KOHICHTPALMH HA HApOKCETHH ce HaOIIoRaBa [IpH JIMIIa B CTapUIeCKa
BB3PacT M IIPH JHIA ¢ TEKKY Ob0peYHH HapymIeHHA WK 4€pHOAPoORH HAPYIEHHA, HO TPAHHLIMTE HA
IINa3MEHUTE KOHLICHTPAMH €2 B HOPMHUTE Ha TE3H IIPH 37paBH Bb3PACTHH JIHIIA.

5.3. IIpeskIHHAYHH JAHEH 32 0€30IACHOCT

[IpoBeneHn ca TOKCHKOIOTHIHM MPOYYBaHHA ¢ MAaHMyHH pe3yc H Oenu mexose. M npu apara BHaa
METAO0IHTHIAT OBT € NoAoOeH Ha TO3H, ONHCaH NIpH Xopa. KakTo ce 09aKBa o OTHOLICHHE Ha
MUIO(GHIHKETE AMHHH, BKIIOYHTENHO TPHUMKINYHHTE aHTHICIIPECAHTH, FIPH ILTEXOBETE € Ouna
ycranoBeHa ¢pocdomunnnoza, Qochonuminosza He e buna HadmoaaBasa PH NpOyIBAgHATE
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IPUMATH B TPOJABIDKCHUC HA CAHA rOoanuHa, IIpH J03H SCT TBTH NO-BACOKH OT IPCTIOPHYAHMTC HHBA
Ha KITHHHYHHTC J03H.

Kapmunoresesa: 11pH aseroauimay U3cieasanus, NpOBEACHH ¢ MHILKH M ILTHXOBE, IAPOKCETHH HE €
TI0Ka3aJl TYMOPOTE€HEH €(EKT.

I'enoroxcranocT: He e Omna nabmogaBana reHOTOKCHYIHOCT NMPH H3CASABAHMA C iR Vifro H In vivo
TECTOBE.

M3nuTBaHMATA 332 PENPOAYKTHBHA TOKCHIHOCT IIPH IUTHXOBE Ca MIOKa3a/IH, Y€ MApOKCETHH NOBJIHABA
MBIKKATa ¥ )KEHCKA (PEPTHIHOCT Ype3 HaMaIgBaHe Ha HHACKCA Ha PEpTHNHOCT H HUBATa Ha
sabpeMeraBane. 11py mpxoBe ¢ Habn0aBaHa MOBHIIEHA CMBPTHOCT M 3a0aBsHe mMporeca Ha
oCHUKaLuA npy HosopozeHuTe. [locneauure edekTH BEpPOATHO ca CBBhpP3aHH ¢ TOKCHUHOCTTa NPH
MaHKaTa d HE C¢ OTYHTAT 3a IIPAK e(PEKT BEPXY QEeTyCca/HOBOPOJICHOTO.

6. PAPMAINIEBTHYHHU JAHHHA

6.1. Chouchbk Ha NOMOIIHHTE BEeIECTBA

Anpo Ha Tabnerkara:

JByocnoBeH Kanuuep dochar quxuapar (E341)

HarpueB HammecTeH rrakonar (Tun A) |

Marnesues cteapar (E470b)

OUAMOBO NIOKPHTHE:

Xunpomenosa (£E464)

Maxkporon 400

[Tomucopbar 80 (E433)

TuranoB auoxcug (E171)

6.2. HecbBMECTHMOCTH

Henpunoxumo

6.3. Cpox HArogHoCT

3 TOMHUHH.

6.4. CroenuajiHH YCIOBHA 32 ChLXPAHEHHE

Ha e ce cpxpansaBa Hang 30°C.
Ha ce cbxpaHiABa B OpATHHAJIHATA OIIAKOBKA, 3a JIa CE NPeANa3H OT CBCTIHHA.

6.5. Buau chabpxKanAe HA ONIAKOBKATA
ITapokcat TabneTky ce IIpeUIaraT B 3allMTEHH OT JIELa ONHUCTEPH, CHCTOAIM ¢€ OT HENpO3padcH
noBHHUNXIOpHA (PVC) ¥ nokpHUBEH CII0i OT IAMHHHPAHO ¢ XapTHS ATlyMHHHMEBO (oIHO.
KomagecTBoTo B €aHa onnaxoBka € 10, 20 win 30 Tabnerkm.

He Bcwukm BIOBE ONIaKOBKH Morart Ja O5JaT IIyCHATH Ha I1a3apa.

6.6, CpoemmajHH OpeANa3HH MEPKH OPH H3XBLP/AHE/H padoTa

HsMa cnienndyyaHH H3NCKBaHHUA,
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7. HME B AJJIPEC HA IIPUTEXATEJIA HA PAZPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk,

Citywest Business Campus,
Dublin 24,

Hpnangma

8. HOMEP HA PAZPEIIIEHHETO 3A YIIOTPEBA

Per. Ne 20030653

9, JATA HA ITHPBO PASPEINABAHE/TIOJHOBABAHE HA PASPENNIEHHETO 3A

YIIOTPEBA

Jlara Ha obppBO paspemasane: 17 oxromepx 2003 r.
Jlara Ha nocnemno nogHoraBane: 11 Mapt 2009 r.

10. JATA HA AKTYAJAHIHUPAHE HA TEKCTA
12/2023
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