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CEPOKCAT 20 mg ¢punmupanu Tabnerxd
SEROXAT 20 mg film-~coated tablets

2. KAUECTBEH M KOJIMUECTBEH CLCTAB BEEEEES e

Beska Tabnerka Cpappixa 22,8 mg oT akTHBHOTO BEIMECTBO MAPOKCETHH XUAPOXIOPUI XEMUXHAPAT
(paroxetine hydrochloride hemihydrate), expuBaneHTHO Ha 20 mg MapoOKCETHH.

32 NBIHHMY CIIHCEHK HA IOMONIHUTE BEILCCTBA BIOKTE TOYKA 6.].

3. JIEKAPCTBEHA ®OPMA
Dunmupann TabneTKY.

benw, oanuu, 1BOHHO H3MbKHANH, GHIMHpaRA TabneTxu ¢ rpasupan Hammc “SEROXAT 20” umm
“20” or emHaTa CTpaHa M JIC/IHTENAHA YepTa OT Apyrata. Jlenurennara yepra no3sondsa Tabnerkara na
Ce pa3lieH Ha OBE€ PaBHHM J03U IIPH HEOOXOIHMOCT.

4. K/IMHHAYHH JAHHH
4.1. TepaneBTAYHH NOKAZAHAA

3a IeYeHME Ha:

- ['onaM JenpecuBer emm3o)

- (OcecHBHO-KOMITYJICHBHO Pa3CcTPOHCTRO

- Ilarngecko pascTpoiicTBO ¢ win 6e3 aropadobus

- Connanso TpeBOXXHO pascTpoicTBo/conpanta Gpodus

~ I'enepanusyupana TpEBOXHOCT
~ HocTTpaBMaTHYHO CTPECOBO PA3CTPOHCTBO

4.2. [do3npoBKa ¥ HAYHH Ha RPAAGKCHHE

,ﬂoagpumca
rOJIsSIM JENIPECHABEH EIMHM30 /1

[IpenopruurennaTa no3a € 20 mg ayesno. B o6mus cnyqai nogoGpeHue B CHCTOAHHETO HA
NAHCHTHTE 3a104Ba €1Ha CeIMHLA CIIC, HAYaI0TO Ha MPHEMA, HO CTaBa OMCBHIHO Ha BTOpaTa
CEAMHIIA OT TSpaIHUATA.

KakTo npH BCHYKHM ApYTH aHTHACNPECAHTH, IO3HPOBKATa TPAOBA 1a Ce npepasrieKa ¥ KOpUrupa,
aKo € HeoO0XOOMMO, 10 TPEeTaTa HIIH YETBBPTATA CEIMHIIA OT HAUANOTO HA TCpaliHATa H CII
CE Hamnara, Cropen KNMHHUYIHATa [npeneHka. Hakou nauMenTy, Kouro He CE OBINABa
20 mg, Morar 21a noxo6PAT ChCTOSHMETO CH NPH TOCTENECHHO YBEIIMYABaHe Ha K03
MaKCHMaJiHa JHEBHA 1033 50 mg B 3aBHCHMOCT OT OTTOBOPa Ha MAIMEHTA.

Iammenrure ¢ Aenpecua Tpabea ga OLaaT NEXYBaHH 33 JOCTATHYHO JhIIBI TIEPHGY
6 Mecena, 32 Aa CE OCHIYPH OT3BY4aBaHe Ha CUMIITOMUTE.



OBCECHUBHO-KOMITYJICHBHO PA3CTPOUCTBO (OKP)

Ilpenoprunrentara no3a ¢ 40 mg Ha nex. llanmmeHTHTe TPSORa Ha 3amo4nar ¢ 20 mg ¥ Ao3ara MOXKe
Aa ObAe MOCTENCHHO yBeandanaHa ¢ mo 10 mg kpM npenopeanTentara go3a. B ciaydai ge ciaen
HAKOJIKO-CCAMHYCH IPUEM HA NPETIOPRYHTEIHATA 1032 OTTOBOPET € HE3aJOBOAHTENCH, CHCTOAHHETO
NPH HAKOM NAlMEHTH MOXE Aa ¢¢ noo0OpH NpH MOCTENEHAO NOBHIIABAHE HA 1034Ta 10
MaxkcuMaiHHTE 60 mg Ha JieH.

[TannenTuTe ¢ 00CECHBHO-KOMITYJICHBHO Pa3sCTPOICTBO TPaOBa Aa ObAAT IEKYBaHH AOCTATBIHO
ABJITO, 33 Ad CE OCHIYPH OT3BY4YABAaHE HA CUMITTOMUTE. TO3H MEPHOL MOXKE Aa € HAKOIKO MECELa H
JOOpH NoBede (BXK. Togka 5.1).

INNAHUYECKO PA3CTPOUCTBO

IlpenopruntennaTa xo3a e 40 mg na nen. IlanuenTrre TpAOBa Aa 3anogHar ¢ 10 mg Ba AcH M 103aTa
na Oblie ypenndapaHa NoCTeneHHo ¢ no 10 mg, B 3aBHCHMOCT OT OTTOBOPA HA HAIUEHTA JO AOCTHTAHE
Ha NpenophIMTENHara no3a. Hucka mepeoHauanHa n03a ce [Ipenopbh4Ba, 3a Aa C€ CBEIE A0 MUHHMYM
BB3MOXKHOTO BIICIIABAHE Ha CHMITOMHTC Ha HAHHKA, KOCTO OOMKHOBEHO € XapaKTEPHO 3a PaHHHA
CTaJM¥ Ha JICYCHHC HA TOBa 3abonsiBane. B cioyyail e cnesl HIKOIKO-CeIMHICH IPHEM Ha
NPEenopbYMTENHATA 1033 OTTOBOPHT € HE3aJOBOJIMTENICH, CHCTOAHUETO TIPH HAKOH NAIHEHTH MOXKE 1A
ce oxo0pH NpH NOCTENEHHO NOBUIIABAHE Ha {03aTa 10 MakcaManuuTe 60 mg Ha JIeH.

[lanyeHTHTE ¢ TAHNYECKO PAa3CTPOACTBO TPsOBa Aa OhaaT NEKyBaHU JOCTATHYHO ABIIC, 32 A2 Ce
OCHI'YpH OT3BY9YaBaHC Ha CHMOTOMHTE. T0O3U ICPHOX MOXE Ha € HAKONKO MECeHa H JOpY NoBede (BiK.
TOq9Ka 5.1).

COLIAAJTHO TPEBOKHO PA3CTPOMCTBO/COIINAJIHA ®OBHA

Ilpenoprunrennara nosa ¢ 20 mg Ha ned. B cnyugaii ye cnepn HIKONKO-CeIMMYCH IPHEM HA
NPEIIOPBIHTCIHATA 0332 OTTOBODGT € HE34JOBOJIHTEACH, CHCTOSHHETO PH HAKOH NAIHECHTH MOXe 113
Ce NoA0OPH NMPH HOCTENCHHO TIOBHIIABAHE Ha Jo3aTa ¢ no 10 mg no Maxcumanuaute S0 mg Ha feH.
Ilpoap/DKHTEIHOCTTS Ha Ie9EHHETO TpalBa MepHOANYHO JIa ¢e mpercHaBa (Bx. To4dka 3.1).

I'EHEPAIMIUPAHA TPEBOXHOCT

IIpenopbunrennara 103a € 20 mg Ha geH. B ciyqail 4e e/l HIKOIKO-CEAMHYCH IPHEM Ha
[IPECMOPBIRTCAHATA [03a OTTOBOPET € HE33IOBOJIMTEAEH, CECTOSHHETO FIPH BESKOHA MAIIHEHTH MOXKE Aa
ce nogobpH NpH NOCTENEHHO NOBUIIABAHE Ha 1o03ara ¢ 1o 10 mg mo MakcumanauTte 50 mg Ha AeH.
[IpoABmKHTENROCTTa Ha NEYEHHETO TPAOBa MEPHOAHTIHO [ ¢C MpeLcHABa (BXK. To4ka 5.1),

HOCTTPABMATHYHO CTPECOBO PAZCTPOUCTBO

[Ipenopsunrennara no3a e 20 mg ga gex. B cinydait ye ciieq HAKOAKO-CEAMIICH TIPHEM Ha
NPSNOPBIHTEIHATA 1032 OTTOBOPET € He3aR0OBMINTEIICH, ChCTOSHHETO NPH HAKOH IaLHEHTH MOXE Ja
ce MoaobpH Ipy NOCTENEHHO MOBHIIABaHE HA 103aTa ¢ o 10 mg Ao makcuManante 5O mg Ha feH.
[IpoasmKuUTeTHOCTTA HA JICYeHAETO TPAOBa NCPUOMIHO Ja CE NpeneHsBa (BX. Togka 5.1).

CHMIITOMH HA OTHEMAHE, HABJIOJABAHH IIPH NIPEYCTAHOBABAHE HA
JEYEHHUETO C TAPOKCETHH

Bue3anHoTo NPEKHCBAHE HA JICISHHETO ¢ IapOKCETHH TpaOBa ja ce H3bArea (B}E ToyER-4-d- 4. 8]
IIpexomuusaT 10308 PEXHM, IPAIATAH B KIMHUYHH W3NMHATBAHMS, BKIIOUBA HAMS A WA
103a ¢ 10 mg AHEBHO HA CAHOCEAMMIHM HHTEPBAIH. AKO CJIE] HAMAJIIBAHE H3 AT~ 7
NpeyCTaHORABAHE HA TEPAIMATA CE MOSABAT CHMITTOMH, KOHTO OONMHMAT HE MO ""“"
BB3MOXHO, IIPH NpPEIICHKa OT CTpaHa Ha JEKapd, BpPbUIAHE Ha NPESAMIIHATA Y{ gﬁ 4 “?
BriociieicThKE, ICKYBalMsAT JEKap MOJXKE J1a IPOIb/DKH HAMAIIBAHETO Ha AQ e ::f ; gH ?!
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. Jdeua m noapacreainm or 7 Ao 17 ronuun

[fapoxceTun He TpadRa aa ce npwiara 3a ISYeHHE Ha Aena H I0APACTBAIM, Thil KATO IIpH
KOHTPOIHMPAHH KIHHINYHH [TPOYYBAaHNA € HAMEPEHa BPB3KA MCKAY MAPOKCETHH H YBENHYMCHHS PHCK OT
CYHLI/IHO NOBEICHHE U BpaXAcOHOCT. B momrsnHeHKE, IpU Te3y W3NHTBAHAA ¢QHKACHOCTTA Ha
IPOAYKTA MPH Ta3¥ Bbh3PacTOBa IPylia HE € MOTBLPACHA B JOCTATEIHA crerneH (BkK. ToUkH 4.4 1 4.8).

. Jena oo 7-reguiinaa Bu3pacT
Ynorpebara Ha NIAPOKCETHH NPH Jena nojA 7 FoAMHY HE € poy4sada. [lapokceTrn He TpabBa na ce
NpUiara B Ta3H Bb3PacToBa IPynia, ThH KaTo 0e30MacHOCTTa M ePHMKACHOCTTA MY HE Ca YCTaHOBEHH.

. Honynanua B cTapyecka Bb3pACT

[Ipr mamMenTH B CTaPIECKa BB3PacT ¢e Habmi1aBa MOBHIICHHE Ha TUIA3MCHHTE KOHIICHTPAMY Ha
MapOKCETHH, HO AHaNa30HBT Ha Te3H KOHIECHTPAUY C€ IPHIIOKPHBA ¢ TO3H, HabIIOJaBaH NIpH
no-miaay nuua. Josupanero Tpabpa na ce 3anodHe ¢ NPEHOPBUNTEIHATA HadalHa 2038 32 BB3PaCcTHML.
IlorrmapaneTo Ha nO3aTa MOXKE Ja 6BJC MONE3HO MIPH HAKOM NAUHEHTH, HO MAaKCHMAaAHATa 4034 HE
TpsaOBa Aa HanBHmaBa 40 mg NHEBHO.

. bunipeuno/ueproapobno yBpexiane

[IpH narwenTH ¢ TeXKKO 060peuHo (kpeaTHHyHOB KMupbHC < 30 ml/min) wnw geproApobHO
YBpERKIaHe c& HaONNaBaT NOBMIICHH MNa3MeHy KOHLEHTPAUYH Ha napokceTus. [Io Tazn npuanHa
Jo3UPOBKaTa TpAOBa 1A Ce OrpaHidy B MO-HUCKWTE IPAHUIIM Ha JO30BHA 00XBaT.

HayuH Ha IPUIGKCHHE

IipeniopsuBa ce NapoKCeTHH a ce npueMa BeNHEX JHERHO, CYTPHH, 110 BpeMe Ha XpaHEHE.
Tabnerkara TpabBa 4a ce roira naia, 6e3 ga ce THBYE.
4.3. IlpornBonoxaszanusa

CBpBbX9yBCTBHTENHOCT KbM aKTHBHOTO BEMIECTBO MM KM HAKOE OT MOMOMIHUTE BELICCTERA,
n30pocHN B To4Ka 6.1.

[Tapoxcerun ne Tpa6Ba na ce n3ionzea B kombuHanua ¢ MAO maxuburopn. IpH H3KNIOMUTEIHH
00CTOATENICTBA, THHE3OAUN (AHTHOHOTHE, KOHTO & 00paTuM HecenekTHEeH MAQO uHXHOHTOD) MOXe
ia C€ nMpreMa B KOMOMHALNA ¢ MAPOKCETHH, B CIYYail Y€ HMa Bb3MOKHOCT 33 HEIIOCPEACTBCHO
Ha0moaeHue 3a pa3sBUTHE HAa CHMITTOMH HA CCPOTOHHHOB CHHIPOM H 34 MOHHTOPHPaHE Ha KPHBHOTO
HajaraHe (BXK. Touka 4.5).

JleqeHte ¢ napoOKCETHH MOXE 12 Ce 3al0uHe:

- ABC CCAMHIM CJICH CIIHpaHe ACYEHHETO ¢ HeobpaTnmu nuxubuTopy Ha MAO.

- Hai-Masiko 24 Jaca cres; CilMpaHe Ha NeYcHHeTo ¢ 00paTiHMy Huxubutop na MAO (Banp.
MOKJIOOEMHI, TMHE30/IM]1, METYIITHOHHHKUEB XAOPH] (METWICHOBO CHHBO; IPEHONEPATHBHO
CPELNCTBO 32 BH3YAIIH3alHiA, KOETO € HECEIICKTUREH 00paTuM nuxudutop Ha MAQG)).

Haii-Manko eana ceamuana tpabsa aa € BpeMeTo MeXxAy CIOHMPaHe HA ICYEHHETO C MIAPOKCETHH H
VHHUIMHPAHE Ha TepanHA ¢ KAKpBTO U Aa € MAQO uaxudburop.

[TapoxceTn € npoTHBRONOKa3aH B KOMOMHAL(HMS ¢ THOPHAA3YMH UIH C MBMO3HT (BXK. TQIk#<

4.4. CoenpainH NpeNyNpekIcHHUs H NpeINa3HA MEPKHA NPH yHoTpe6a QS\Q’R“
-
X

JlegenmeTo ¢ mapoKceTHH TPAOBA A3 3aMOYHE BHUMATEIHO JIBC CCAMUI CTiek % " L:
¢ HeoOpaTamH HHXHOUTOpH Ha MAO H 24 uwaca ¢iie crMpane Ha JeYCHHETA GODATRIA
Ha MAQ. YsenrdasaneTo Ha 103aTa Ha APOKCETHH TPAOBA Ja € TIOCTeneHHANIE
ONITUMAJIEH OTrOoBOD (BXK. TOUKH 4.3H 4.5).




HenpaTprvyaa NONyJaAMHNA

[lapokceTHH He ¢ MOKa3aH 3a yriorpeba npH aela 1 noapacTBaniy Ao 18-roguniHa BB3pacT.
IloBeaenye, CBEP3aHO CHC CYHIMAHOCT (OMHMTH M MUCIH 33 CaMOyOHMIACTRBO) H BpaxAeGHOCT (MIABHO
arpecus, MOBEICHHE Ha MPOTHBOIIQCTABAHE M THAB) C¢ HAOMIOAaBaT N0-9¢CTO B KIIHHUYHH
H3NUTBAHUA NIPH ICNA H MOAPACTBAIlH, NCKYBAHY ¢ aHTHACHPECCAHTH B CPABHCHHE C TE3R, IPHEMAIH
miauedo. AKO BeIIPEKH TOBa Ha 6a3zaTa Ha KIMHHIHA HEOOXOQHUMOCT € B3€TO PENicHHE 3a JICUCHUE,
NagHESHTLT TpabBa Ja Gbae npocneaiBay BHUMATEIHO 3a MPOsiBa Ha CYHRIMAEH CHMITOMH. B
JOITBJIHCHAE JIUIICBAT ABATOCPOTHH JAHHH 3a O€301acHOCT MpH ACHa H MOAPACTBAIIN, OTHACHILM CE
J0 pacTeka, Chb3PABAHETO, MO3HABATEIHOTO B NOBEACHICCKO PA3BUTHE.

CamMoyOnRicTBO/CYRIHIRE MACH HWIH KIHHAYHO BIOIIARAHE

Henpecudara € CBbP3aHa € NOBHIICH PHCK OT CYHLMAHY MUCIIH, CAMOHAPAHIBAHE U CaMOYOHIICTBO
(cpOmTHS, CBBLP3aHY Che caMOyOHiicTBO). To3H pUCK CHIIECTBYBA JI0 IIOCTHrake Ha 3Ha9MMa PEMHCHSL.
Toil kaTo NOAOOpPEHKE MOKE I1a HE HACTBIIH MPE3 ITBPBHTE HAKOJIKO CEAMHMIIM WIH OBSYE OT
HA9aJI0TO Ha JICYCHHETO, NAITHEHTHTE TPAOBa Aa ObaaT noj cTporoe HabmoacHue 0 NOABATA HA
nopobpenne. KNHHAYHHAT ONUT COYH, Y€ PHCKBT OT CaMOyOHIfCTBO MOXKE ia HApAcHE Ipe3 PaHHHUTE
€TalnM Ha Bb3CTAHOBUTCITHHA NEPHO.

Jpyru ncuxyday 3ab015BaHNg, IPH KOUTO ¢€ NPEIMCBa NapoKCETHH, ChII0 Morat Ja 0saat

CBBbP3aHH C MOBHIICH PHCK OT CHOUTHA, CBBP3aHH ChC caMOyOmiicTRo. OCBeH TOBa Te3H 3a001ABaHns
Morar Aia ObJaT CHUCTAHM C TONAMO JETIPECHBHO pa3CTporcTro. [Tpu iedeHne Ha ALMEHTH ¢ APYTH
[CHXUIHH HapyIueHus TpaOBa fa 6p1aT celimonasaHl CHIIMTE TPESANIA3HA MEPKH, KAKTO [IPH JICYCHHE -
Ha MamyEeHTH C TOIIMO AENMPECHBHO pa3CTPOHCTRO.

HUapecTHo €, 9¢ manMeHTH ¢ AHAMHESA 33 CHOUTHS, CBLP3aHH ChC CAMOYOMICTBO WIH, TOKa3Bally B
3HAYMTENHA CTEICH CYHITHIAHY HACAUHH, MPEIH 3a0YBAHC HA JICUCHHETO, €A M3JI0KEHH HA [T0-BHCOK
PHMCK OT CYMHHIAHHA MUCITH HJIY OITHTYH 3a CaMOyOMICTBO 1 TpaOBa Na OhAaT BHUMATEIIHO
HAOMOAaBalH 110 BpeMe Ha JiedeHHeTo. Meta aHanu3 Ha miane6o-KoETpONHPaHH KIMHUIHHA
M3NHTBAaHHA HA AHTHACIIPECAHTH TPH Bh3PACTHH NALHCHTH C IICHXHIHM Pa3CTPOHCTRBA HOKA3BA
MOBHILUCH PHCK OT CYHLIHAHO MORCACHUE NPH NaAHEHTH NOJ 25-roANNINA BE3PACT, ISKYBAaHH C
aHTHOENIDECAHTH, B CpaBHEHHKE ¢ 1uUtanedo (8. Touka 5.1).

JlekapcTBeHaTa Tepanus Tpadea aa ce CHIIFTCTBA CHC CTPOTO HAGMIONECHHE HA NAIMEHTHTE, B 9ACTHOCT
Ha T€3H, KOMTO €A W3M0KCHH Ha BHCOK PHCK, OCOOSHO B HAYAIHUTE €TAIIH HA JIEIEHHETO H CICH
npomeHH B fo3ute. [lanenTute (M monaranure rpiwky 3a TAX) TpAGEa a2 ObaT npeaynpeacHy
OTHOCHOC HEODXOAHMOCTT2 OT HAOMOACHHE 33 BCEKH NPH3HAK Ha KIMHHYHO BIOLIABAHE, CYHIHIHO
NOBCICHUE WM MHCIH M HeOOMYIaliHY MPOMEHH B MOBCACHNETO, KAKTO M A NOTEPCAT He3abaBHO
KOHCYJITAIHA ¢ JIEKApP, AKO TAKHBA CHMITTOMM CHIICCTBYRAT.

AKaTA3HA/NCHXOMOTOPHA BL30YAA

YnorpebaTa Ha [IAPOKCETHH € CBBP3BAHA C PA3BHTHE HA AKATH3HA, KOATO C€ XapaKTEpH3Hpa ©
BbTPEHIHO YYBCTBO 32 HE3NOKOHCTBO H ICHXOMOTOPHA BE30Yia C HEBEIMOKHOCT 32 CeNeHe WM
CTOCHE Ha €HO MACTO. Te3H CHMITOMH OOHKHOBEHO ¢& aCOLMIPAT Che CyOckTHBEH aucTpec. ToBa
I0-9€CTO ¢ HADMIOIaBa NIpes TEPBHTE HAKONKO CEAIMBIM OT AeueHueTo. [Ipy narmenTiTe, KOUTO
NPOABABAT TC3HM CHMITTOMH, YBEIHYIABAHETO HA A03aTa MOXKe J1a Obae BPSHHO.

Ceporonnnos cuuapom/HeBpoaenTayen MAIHTHEH CHHAPOM
B penku cy4as pa3BHTHE HA CEPOTOHHMHOB CHHIPOM WM Ha PeakiinH, noA00HH Ha HEBPONEITHYECH
MaJIMTHCH CHHAPOM, MOXeE JJa HACTHIIY BbB BPB3Ka C JICICHHE C IAPOKCETHH, OCOOCHN Ik

PHTHAHOCT, MEOK/IOHYC, aBTOHOMHA HECTAOHITHOCT C BB3MOXKHE OBbP3H KoJfe RN RPN
IOKA3aTCNH, IPOMEHH B MCHTAHHA CTATyC, BKMOYBAmy obnpKaate, pasnfafil e fecT;

B536y1a, MporpecHpama B AS/IMPHYM M KOMA), JIEYCHHETO ¢ IAPOKCETHH TPY®ATH BEne #
M A3 C€ HA3HAYH NOAXbPKANI0 CHMITTOMATHYHO NeUucHKE. I1apokceTHs He
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KOMOVHAIINA ChC CEPOTOHMHOBH NPEKYPCOPH (Karo L-rpunrodal, OKCHTPHUITAH) NOPANH PHCK OT
BB3HHKBAHEC HA CEPOTOHHHOB CHHIPOM (BX. Toukn 4.3 1 4.5).

Mauns |

Kaxro ripu BCyaxH aHTHACHPECARTH, HApOKCETHH TPI0Ba 13 e H3I0I3Ba ¢ 0CODEHO BHYMAHHE TIPH
MaIHCHTH ¢ aHAMHSCTHYNH XaHHH 38 MaHH4. JleueHneTo ¢ napokcetin TpadBa na 6une
NPEeYCTAHOBCHO MPH Hal{HEHTYH, HaBMH3allH B MaHHHHA (a3a.

bropeyno/depHOApOGHO yBpeKARHE
[Ipenoprusa ce NpeaAnasnMBOCT NPH NAUHEHTH ¢ TEXKO HBEOpeuno ypexaaHe WM NPH IANHEHTH C
4epHOAPOOHO ypexkaane (Bx. Toaka 4.2.).

3axapen quader

IIpy manpenTH, cTpajamy ot Auader, IEUeHHETo ChC CENEKTHBHHE HHXHOHTOPH Ha 0OpaTHOTO
[IO€MaHE HA CEPOTOHHH 61 MOTTIO Z[a MPOMCHY KOHTPO/IA Ha KpbBHATA 33Xxap. Jlo3upoBKaTa Ha
VHCY/IHHA W/ [ICPOPATHHTE MPOTHBOAHAOETHH NEKAPCTBa MOXKE [ C€ HYKAAc OT KOPHTHPaHe.
OcBeH TOBa HMa POYYBAHHA, KOMTO [IPCANONIArarT, 9¢ MpH €AHOBPEMEHHO IPHIOKEHHE Ha
NMAapOKCCTHH H MPAaBaCTATHH MOXKE 1a HaCTHNH NMOBHINIABAHE Ha HUBATA HA IIKOK03aTa B KPBBTA (BXK.
TOuKa 4.5).

Eanjgencus
Kakro 1 npu apyru AHTHACTIPCCAHTH, NAPOKCETHH TpadBa na Obac H3MON3BAH ¢ BHUMAHHE IIPH
NAITHEHTH C EMHIEIICK].

I'bpuone
O061mo, ciiyganTe Ha IPPYOBE NIPH [AIMEHTH, JEKYBAHM ¢ NAPOKCETHH, ca 1mo-Manko ot 0,1 %.
IlppeMBT Ha NEKapcTBOTO TPAOBA Aa OBJe CIPAH NPH BCEKH ANUEHT, IIPH KOHTO CE MOABAT r'bPIOBE.

EJIeKTPOKOHBYJICHBHA TEpaAIHS
KIHHIMYHEAT ONKT OT €AHOBPEMEHHO NPHIATAHE Ha UAPOKCETHH C eICKTPOXOHBYIICHBHA TEPAIHS €
MAaJIbK.

[ mayxoma

KakTo ¥ 11ps IpyruTe CENeKTHBHN HHXUOKTOPH Ha OGPATHOTO NOEMAHe Ha CEPOTOHMH, MAPOKCETHH
MOJKE Aa JOBEAC 0 MHIpHa3a H TpAOBa na Ob/ie npwiaras ¢ 0c00eHO BHUMaHHUE NIPH NANACHTH ChC
3aKPHTOBI'BIHA IMAYKOMa WIIH AHAMHECTUIHH JAaHHHK 33 [TIayKOMa.

Kapasoaoruuan npobaemu
Tpabea na ce cnassar 0OMuaHATE NPEANIa3HH MEPKH MIPH NANMEHTH CBC CHPACIHO-ChAOBH
pobiieMn.

Yanaxasane Ha QT uarepnana
Crobmaeanu ca ciyyan Ha yabiokasane Ha QT HETepBana B IOCTMAPKETHHETOBHA LIEPHO.

[lapokceTrn TpadBa J1a ce H3N0M3Ba ¢ MOBHUICHO BHAMaHKe MY HauueHTy ¢ (paMumna) aHamMye3a 3a
yabipkaBaHe Ha QT HHTepBaNa, CEIIBTCTBAINA YIOTPeOa Ha AHTHAPUTMHIYHH JIEKApCTBA HTH APYTH
JEKapCTBa, KOUTO MMa BEPOATHOCT fa yasmkar QT uHTepRana, ¢HOTBETHO NPSABAPHTEIHO
CBHINECTBYBAILO CHPACTHO 3a009BaHE KATO ChPACYHA HEAOCTATHYHOCT, HCXCMHYHA 00ECT HA

CBPIETO, ChpAcICH OIIOK WK KaMepHW apuTMUH, OpamuKapIHa H XUIIOKaJINEeMHS KK
XHIIOMarue3nemMus (BK. Touke 4.3 u 4.5).

XHIOHATPpACMHAA
Panxo e noxnagsano 3a XMIOHATPHEMHAS, NIPEAMMHO [IPH TAKEHTH B CTAPYECKa BB3P
CE€ NOAXO0XJa NPEANAa3TUBO KbM NAIHCHTH, M3JI0KECHH HA PUCK OT XMNOHATPHEMHS,

CHIBTCTBANIO JICICHHC H IHPO3a. XBNOHATPHEMUATA OOMKHOBEHO € oOpaTHMa npH
JNECYCHUETO C NAPOKCETHH.
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XeMoparus

Cpo0maBato e 33 KbpBCHE 0T KOXKaTa H IMTABHIHTE, KATO SKXHMO3KC ¥ MyPIypa, IPH yIoTpedara Ha
CEIEKTHBHH HHXHOHTOPH Ha 00paTHOTO NOocMaHe Ha CepOTORHH. JIOKNaABaHU ¢a U APYTH
XEMOparndHy NpOosBH, Hallp. raCTPOHHTECTHHANHO H IHHEKOJIOTHYHO KBpBeHE. [lannenTHTE B
CTapIeCKa BH3PAcT Ca H3NOKCHH Ha IOBHILECH PHCK OT IPOSBEH H3 KEPBEHE, KOUTO HE Ca CBBP3aHH C
MEHCTPYaI[H.

SSRIs/SNRIs Moxke Aa yBeAN9aT pHCKa 0T KPHBOH3IHB ClIEH paxkaaHe (Bx. TOUky 4.6 u 4.8).

Heo0OxoauMo € crenuanso BHMMAaHKE IPH NANMCHTH, KOHTO [IPHEMAT SAHOBPEMEHHO CEICKTHBHY
HHXHOWTOpH Ha OOPATHOTO NOEMAHE HA CEPOTOHUH H IEPOPAIHH aHTHKOATYTAHTH, JIEKapCTBR, 33
KOUTO ¢ H3BECTHO, 9¢ MOBIHABAT QYHKIMATA HA TPOMOOIMTHTE WK APYTH JICKapCTBa, IOBHIIABAIIH
pHCKa OT KbpPBEHE (Hamp. aTHOUIHUTS aHTHUIICMXOTHIHH IEKAPCTBEHH IPOAYKTH KATO KIQ3aIIKH,
$heHOTHA3HHHA, NOBEYCTO TPHIINKIMIHM aHTHICNPECAHTH, alleTHICAINIMIOBA KACENHHA, HECTEPOHIHA
NPOTHBOBB3NANNTCIIHY CpencTBa, COX-2 MEXUOUTOPH), KAKTO H MPH NANUCHTH C AHAMHECTUYHH
J3HHH 33 KEPBCHC WITH CBCTOSHUE, 00yCnaBAmio NPeApa3oNnokeHIE KbM KbPBEHE (BXK. TOUKA 4.8).

B3anMoneiicTeHe ¢ TAMOKCHGeH

Hapokcernn, Momien uxubnrop Ha CYP2D6, Moxe Aa nose/ie A0 HAMAJIABAHE HA KOHLUCHTPAUMMTE HA
cHAOKCH(pER, SAMH 0T Hall-BasKAMTE aKTHBHH MeTab0MHTH Ha TaMokcuden, [lopanu ToBa o BpeMe Ha
JICHCHHE ¢ TaMOKCH(EH NapOKCETHH He TPa0Ba Na ce NpHiara, Koraro ToBa € Bb3MOKHO (BXK.

TogKa 4.5).

CaMToMA Ha OTHeMAaHe, HAGJII0aBAHH P APEYCTAHOBABAHE HA JJEYEHHETO ¢ NAPOKCETHH
CHMIITOMHATE Ha OTHEMAHE, TB/DKAIIH CE Ha [IPeyCTaHOBABAHE Ra JICYEHHETO €a YECTH, 0cofedo ako
TO € HANpPaBeHO psi3ko (BXK. Touka 4.8). B KIIHHHYHH IpPOYYBAHHA HEXKENAHN PEAKIHH BCIICACTBHE
NPEYCTAHOBABAHE HA NCYCHHETO € NMAPOKCETHH ce HabmoaaBart 1ipH 30 % ot nanueHTHTE, B
cpaBHeHuE ¢ 20 % npu nnanebo. [losgsara Ha CHMITTOME Ha OTHEMAHE HE € ChIATA KAKTO IPH
BEILICCTBA, IPEAN3IBHKBAIY MPUCTPACTABAHE WIH 3aBUCAMOCT.

PHCKBT 33 noABaTa Ha CHMIITOMH Ha OTHEMAHE 3aBHCH OT HAKOAKO (aKTOpa, BKIIOYHTENHO
NPONBIDKHTCITHOCTTA HA JICUSHHETO W NO3UPORKATA U CTEICHTA HA HAMaJISBaHE Ha 03aTa.

CroOunanany ca BHCHE Ha CBAT, CEH3O0PHH CMYIIECHHs (BKIIOMUTENHO MAPECTe3Hd, YCEIaHe 3a
€IICKTPHYICH TOK ¥ IIYM B YIUUTE), CMYUICHHA B ChHA (BKIIOYHTEIHO HECTIOKOHHY ChHHUINE), B30y
KK Oe3NOKOHCTRO, TANCHE, TPEMOP, 00BPKAHOCT, HAMOTABAHE, IMIaB0GOIHE, AMApHA, ChpLeOHEHE,
EMOIIHOHATTHA HECTAOMITHOCT, Pa3(PasHUTENHOCT ¥ 3pHTENHY cMymenus. Karo niano, Tesn cuMnTomMn
ca craby 1o yMEpeny, BEIPEKY Ue NIPH HAKOH NANUEHTH T MOTaT Aa c¢a Tk, OOHKHOBEHO ce
CpeIIaT Ipe3 ITbPBHTE HAKONKO JHH OT NPEYCTAHOBABAHETO HA JICHCHHECTO, HO HMAa ¥ MEOTO PEIKH
CHOOMICHHA 32 TAKHBA CHMIITOMH IIPH HaUMEHTH, KOMTO De3 Ja MCKaT ¢a TpOITyCHANH Ja MPUEMAT
no3a. Karo namo Te3H CHMIITOMH Ca CaMOOTPARHIABAlLY C& H ODMKHOBEHO NIPEMUHARAT 1O JIBE
CCAMHIIH, BBIIPCKH W€ fIPH HAKOH X0pa T€ MOTAT Aa Npoabipkar (1pa-TpH Mecena uian nosede). [lo
Ta3¥ NPHIHMHA, KOTaTo € NPCYCTAHOBABA JICUCHHCTO, CC HPENOPRYBA 1032TA HA NAPOKCETHH Aa Obae
HaMalifiBaHa MOCTENICHHO 32 MEPHOJ OT HIKOJIKO CEAMHIIH HAH MEcena Cho0pa3HO HYXIHTE Ha
nanueHTa (BK. To09ka 4.2).

Hapymenne Ha cexcyannara GpyHKmun
CenekTuBHNTE HHXHOMTOPH Ha 0OPAaTHOTO NoeMaHe Ha cepOoTOHHMH (SSRIS) MOXE 18 IPHIHHAT
CHMITOMH Ha HapyllieHa cekcyanHa QyHkina (BxX. T09ka 4.8). Cro0maeany ca cnydJad Ha
NPOABIDKHUTENHO HAPYIICHNE Ha CEKCYAIHATA (PYHKIIHA, KATO CHMITOMHTE Ca OCTaHAIH, HE3aBHCHMO
4e npuemMsT Ha SSRIs € npeycranosen.

Hatpui
Beska Tabnerka DapOKCETHH ChIBPXKA IO-MaJIKO OT 1 mmol watpuii (23 mg), K
03HagaBa ,,0e3 Harpuii®,



4.5. B3aumojelicTBHE ¢ APYT™ JEKADCTBEHH NPOAYKTH H APYrH GOpME Ha B3aHMOREHCTBHE

CepoToOHRHEPIrHYHH JIEKAPCTBA

Kakro npu apyrure CeISKTHBEM MHXHOMTOPH Ha OOPATHOTO IIOEMAHE HA CEPOTOHHH,
CIHOBPEMEHHOTO NPHUIIATAHE ChC CEPOTOHMHEPIUIHH JIEKAPCTBA MOXKE Ja AoBee A0 caydad Ha 5-HT
eheKTH (CEpOTOHHHOB CHHAPOM: BXK. TOUKA 4.4), IlpH koMOHHUpPaHE HA HAPOKCETHH CBC
CCPOTOHHHEPTHIHY JIEKapCTBa (xaTo L-tpanrodan, TpUNTasH, TPaMaao, THHE30MU/,
METHATHOHHHHUEB XIOPH/ (METHUIICHOBO CHHLO)), CEeJICKTHBHE HHXHOMTOPH Ha 00PaTHOTO MOEMAHE HA
CCPOTOHHH, IUTHH, TIeTHIHH, OYIIPEHOP(HH H JICKapCTRa, ChIbPKAIIH K BIT KAHTAPUOH - Hypericum
perforatum) ce Mpenopb4Ba 0coDEHO BHUMAHKE ¥ II0-CTPHKTEH KIHHWIEH KOHTpoI. Ocobedo
BHUMAHHE C€ UPCIIOPHYBA H IIpH NPHIOKCHHE Ha (ieHTaHMN 32 00nia aHeCcTe31s MY 33 JCYCHHE Ha
XxpoHugHa D0iKa. EMHOBpEMEHHOTO NpWiIokeHHE Ha napoxceTHH 1 MAQ MuxHOUTOPH €
NPOTHBONOKA3aHO IOPAa/i¥ PHUCKA OT Pa3BHTHE Ha CEPOTOHMHOB CHHAPOM (BX. TOUKa 4.3).

IIamoznn

B npoy4Bane Ha cAHOBPEMEHHO NMPIICKEHHE HAa CAMANYHA HUCKa 033 nuMo3Hg (2 mg) ¢ 60 mg
NapoKCETHH € HaOI01aBaHO NIOBHINIABAHE HA HMBATA Ha MUMO3H] cpenHo ¢ 2,5 mbTH. ToBa MOXKe 1a
ce 004CHH ¢ UHXMOUTOPHNTE CBOMCTBA Ha napokceTuH 8hpxy CYP2D6. [Topanu TecHUs
TCPAINCBTHMEH HAJICKC Ha MHMMO3K/L ¥ WIBECTHATA MYy CiocoOHOCT na yawokasa QT muTepBana,
€THOBPEMCHHOTO MPUIIOXEHHE HA [IMMO3H/1 H IIAPOKCETHH € MPOTHBOMOKa3aHO (BX. Touka 4.3).

Jlekapcrba, KOETO yabnkasar QT maTepsana

PuckwT 01 yanmmkasane Ha QTc yateprana w/wim o1 kamepHu apuT™aH (Haap. TdP) Moxe xa ce
[IOBHIUK NpH €THOBPEMEHHA yNoTpeOa Ha ApyrH NeKapcTBa, KOoUTo yabukasaT QTc nuaTeprana {Harp.
HAKOY aHTHICHXOTHIH) (BK. Touka 4.4). ExnoBpeMennata ynorpeba Ha THOPHIA3HH H NAPOKCETHH €
HNPOTHBONIOKA33HA, THH KAaTO, KAKTO IIPH APYTY ICKApPCTBA, KOHTO HHXHOHPAT 4epHOAPOOHHUS SHINM
CYP450 2D6, napokceTHH MOXKe Ja NOBHOIM MJIa3MEHHUTE HUBA Ha THOPHIA3HH, KOSTO MOXKE Jia
yabipkd QT uaTEpBana (BXK. Touka 4.3).

JlekaperBo-MeTaboIHIAPAIIIE eH3AMHA

MerabonusMeT 1 (PapMaKOKHHETHKATA HA MAPOKCETHH MOTAT A4 CE MOBAMAAT OT HHAYKLIMATA HIIH
MHXUOHPAHETO Ha JIEKAPCTBO-META0ONMINpaIy CHIUMH.

Korato napokceTrn Tpabsa qa Obile npueMak eTHOBPEMEHHO ¢ IEKAPCTBO, 33 KOSTO € H3BECTHO, g€
MHXHOHMpA JIEKapcTBO-MeTabonu3dpamyTe cH3uMHE, TpAOBA [ia Ce pencHH NPEAHCAHHE Ha
HaH-HHCKATa Bh3MOXHA J03a Ha napokceTuH. He e HeoOX0MMMO IThbpBOHAYANHO KOPHTHPAHS Ha
A03aTa Ha NAPOKCECTHH NPH €JHOBPEMEHEH IIPHEM C JICKApPCTBO, KOETO € H3RCCTEH HHAYKTOp Ha
JACKAPCTBO-MeTA00MN3UpAIUTE eH3NMH (Hanp. kapGamaszenun, pubamiuiig, derodapOuran,
(PCHUTOMH) MM ¢ Qo3aMIIPeHARADP/pUTOHABHP. BCAKO nocienBalio KOPUrupaHe Ha 103aTa Ha
NAPOKCETHH (MPH MHHIHYPAHE WK Clie] NPCYCTaHOBABAHC HA IIPHEMA Ha HHIYKTOP Ha JEKapCTBO-
META0ONH3KPAIUTE €H3HMH) 33aBUCH OT XIHHMYHKA eekT (IIOHOCHMOCT M epHKaCHOCT).

HepBHO-MYyCKY/IHH OJOKEpH

CenekTUBHHUTE MHXHOHTOPH HA 00paTHOTO noeMaHe Ha cepoTOoHHH (SSRIs) Morar na HaMaIAT
[asMcHaTa XOMHHECTEPa3sHa aKTHBHOCT, KOETO Aa JOBESAE A0 YABIDKABAaHE HA OJIOKUPAMIOTO
HEPBHO-MYCKYHO JICHCTBHC Ha MUBaKYPHYM M CYKCAaMCTOHUYM.

{ozaMupenaBEp/PETOHABHP
EnnospemennoTo npwioxkenne Ha ¢ozaMupenasup/puTonasup 700/100 mg ABa MeTH AREBHO ¢

napokcetnd 20 mg ;HEBHO OpH 3ApaBy JooposormM 3a 10 Juy € noBeno 0 3HAYHTETHO HAMATICHHE
HA MNIa3MCHUTE HHBA HA NAPOKCETHH ¢ MpHOMsHTeNnHo 55 %. IinasMeHuTe HMBA Ha
(ho3aMIIpEHABHP/PHTOHABHD IIPH €HOBPEMEHHO MPHIIOKEHHE C MAPOKCETHH CA ﬁHJI
pedhepeHTHHTE CTOHROCTH OT APYTH MPOYYBaHMS, KOCTO TOKA3Ba, e HaPOI{CETHH
epexrT BhpXy MeTabonH3Ma Ha do3aMipenaBrp/puronasup. Hama samuasu 12
ABITOCPOIHO, NpeBHmapano 10 qam, cAHOBPEMEHHO NMPHIOKCHHE HA napoﬂc

¢o3aMIpeHaBAP/PUTOHABHP.
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E)KEI[HEBHOTO NPHIOKCHNAC Ha NAPOKCCTHH YBCIHYAaBa 3HAYUTEIHO IUVIA3MCHHUTC HHBA Ha

OPOIMKIHAKH. B ciygai, ge ce HabnronaBa aHTHXOIHEEPrYdeH e(peKT, 03aTa HA NPOLHUKIHANH
TpsaOBa aa Ob1e HaMaleHa.

AHTHKOHBYJICAHTH
ENHOBPEMEHHOTO NPHIIOXKEHHE Ha TAPOKCETHH ¢ aHTHKOHBYJICAHTH (Kap0aMa3enuH, PEeHHTOHH,

HATPHEB BAINPOAT) HE OKa3Ba e(eKT BbPXy (papMakoKuueTHIHKs/ dapMaKoaHHAMHIHEA PO OpH
MaUKEeHTH C SIHISIICHS,

CYP2D6 aunxHOHTOPHO NeHCTBHE HA MAPOKCETHH

Kakro npa qpyrute aHTUACTPECAHTH, BKIIOIHTEIHO H APYTH CECKTHBHHA HHXHOHTOPH Ha 00paTHOTO
IOEMAHE HA CCPOTOHHH, MAPOKCETHH HHXHOMpa qepHoApoOHMS aroxpoM P450 enzum CYP2D6.
Nuxudbupanero Ha CYP2D6 mMoxe ja noBefie N0 yBeIMIaBade Ha IUIA3MEHHUTE KOHICHTPALMH HA
[IPHJIOKCHH €JHOBPEMEHHO JIEKapCTBa, KOUTO C€ METa0OJIH3MPAT OT TOZM CH3MM. T BKIIOUBAT HAKOH
TPUUHKIHIHYH aHTHACTIPECAHTH (Hanp. KIOMUIIPAMHAH, HOPTPHIITHIMH H JE3AIPaMHH),
(PeHOTHAMHOBH HEBpONENTHLM (Hanp. nepdeHAINH U THOPUAA3HH, BX. Touka 4.3 u naparpada

,~ 1EKaPCTBA, KOUTO yabDkasatr QT vHTEpBaIa™ B TOUKA 4.5 MO-TOPE), PUCIICPHIOH, aTOMOKCETHH,
HAKOH Tyl ]1¢ aHTMapHTMHYHY JIeKkapcTBa (Hanp. niponadeHod U Gaekapnua) u Metorponor He ce
OpernopbdBa Aa CE U3MOJI3Ba MAPOKCETHH B KOMOMHALMA ¢ METOIIPOJIOI, KOraTo MOCHACAHUAT €
IPEANHCAH IIPH CHPACIHA HEAOCTATHYHOCT, MOPAAN TECHUS TEPAaNeBTHYCH HHAEKC Ha METONPOIION
IIPH TOBAa IIOKA3aHHL.

B murepatypara MMa cro0nierHs 3a papMakOKHHETHYHO B3anMoacicTrre mexkay CYP2D6
MHXHOHUTOPH H TAMOKCHQEH, KOETO BOIH A0 65-75 % noumKaBane Ha IIA3MEHUTE HHRA HA €HA OT
I0-aKTHBHHTE (POPMH Ha TaMOKCH(CH — eHmokcnder. B HakoH npoydsanus € cH00maBaHo 3a
HaMaNsBaHe Ha €(PUKACHOCTTA HA TAMOKCHUQEH [PH €AHOBPEMEHHO MIPHIIOKEHHE C HAKOH
AHTHACHPECCAHTH OT rpynara Ha HHXHOHTOPHTE Ha 00paTHOTO II0EMaHE HA CEPOTOHMHA. Thit KaTo HE
MOKE Ja C€ H3KJIKYH HaMasiBaHe Ha eexTa Ha TaMOKCH(EH, EAHOBPEMEHHOTO TIPHIIOKEHHE C
MOLIHH HEXHONTOpH Ha CYP2D6 (BIINIOYHTENHO NapOKCETHH) TPsiOBA 112 ce H30Arsa BUHATH, KOTATO €
BB3MOXKHO (BXK. TOUuka 4.4).

AJIKOX0T
KakTo ¥ Ipy 0CTaHaJINTE NCHXOTPOIIHH NIEKAPCTRA, HA [IALMEHTHTE TPAGBA Na Oh/e NpenopbIsaso aa
H304rBaT ynorpebata Ha AMKOXO0N JOKATO [MPHEMAT IIapOKCETHH.

Ilepopannm aHTHKOATYJIAHTH

Mexny napokCeTuH 1 NEpopantHNTE aHTHKOATYIaHTH MOKE Ja HACTHIH (apMaKoJHHAMHYHO
B3auMoaencTeue. EnHoBpeMeHBaTa ynoTpeGa HA MapoOKCETHH M IEPOPATHM AHTHKOATYIIAHTH MOXeE Oa
JAOBENE OO MOBHIICHA aHTHKOATYAIIHOHHA aKTHBHOCT H XeMoparudcH puck. [lopaau Tasu nupryurna
MApOKCETHH TpAOBA Ja ce ynoTpe6sapa ¢ NOBHIICHO BHUMAHKE NPH NaIMEHTH, KOHTO CE JEKYBAT ¢
NCPOPATHH aHTHKOAT'YIAHTH (BX To4ka 4.4),

HecTeponaau NPOTHBOBBL3NAJIMTEIHH CPEACTBR, ANETH/ICAIMIAIOBA KHCEJIHAA H APYTH
JICRApCTRA, HOBIMABAINME TPOMOONHATHATA PYHKIHA

Mex gy napoxceTHH H HECTEPOHAHHTE NIPOTHBOBB3NANNTENHM CPEACTBA/ALCTHICATAIIAIOBA
KHCEJIHHA MOXKE A HACTBIIH (apMaKogHHAMHA4HO B3anMoyciicTeue. EmnospeMenHara ynotpeta Ha
MapOKCETHH H HCCTCPOUAHH IMPOTUBOBE3NANUTENHH CPEACTRA/AUCTHICATHIIHIORAa KHCEIHHA MOXE J1a
AOEE/E N0 MOBHIICH XEMOparudeH prucK (Bx. Touka 4.4).

lIpenopbusa ce NOBHINICHO BHUMAHKE NPY NALHEHTY, IPHEMAIY CEeNEKTHBHH MEXHOHTOPH HA
00paTHOTO NOEMale Ha CCPOTOHHHA CAHOBPEMEHHO C IIEPOPAJIHY aHTHKOAryJIaHTH, C JIEKaPCTBa,
NOBNHABAIM TPOMOOIHUTHATA QYHKIMS HIH YBCJIHYABANH PHCKA OT KbPBEHE (man /-,

AHTHIICHXOTHYHY OPOAYKTH KATO KI03aMUH, PEHOTHAZHHH, TOBEYCTO TPHIIUKI A N
ALICTHJICAIMITMIOBA KHCEINHA, HECTEPONAHY IIPOTHBORB3IAMTENIHH CPeICTBa / F
Heobxoaumo € H NOBHIIEHO BHUMAHHE NIPH NALMEHTH C AHAMHCCTHYHY aHH i -
KPBBOCHCUPBAHETO HITH ChC CHCTOMHHE, 00yCIaBAIIo NpeApasnonokeHie Kby K5
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B npoyusanns € HabmoAaBaHO B3aHMOIEHCTBHE MEXTy TAPOKCETHH M NIPABACTATHH, KOETO
npeanosara 9¢ €NHOBPCMCHHOTO NPHIIOKEHUE HA ITAPOKCETHH H NIPABACTATHH MOXE Ja JOBESHE A0
NOBHIIABaHC HAa HYBATA Ha IMIIOK03aTa B KPBBTA. LIpH naimenTH che 3axapeH auadet, npueManiy
CAHOBPEMEHHO NAPOKCCTHH ¥ NPaBaCTAaTHH MOXE 3 UMA HYKJIa OT KOPHTHPAHE Ha JO3HPOBKATA HA
NEPOPATIHHTE NTPOTHBOAHADETHH JIEKaPCTBA W/WIHM HA HHCYIHHA (BX. TouKka 4.4).

4.6. PDepTHAHTET, GpeMEeHHOCT H KbPMEHE

bpemennocr

Hakon enuaeMHONOrHIHH NPOYYBAHMSA NPSANOIATAT YBEJIHYEH PHCK OT BPOJIeHH Man(OpMAIHH,
OCODCHO CHPACIHOCHAOBH (HAMp. KaMEPHH H TIpeACHPIHO-TIperpanHy AehekTn), CRLP3aHN C
ynoTpebara Ha MAPOKCETHH MO BpeMe Ha MEPBHA TPHMECTEP. MexaH#3MET € HeH3BecTeH. JaHHHTe
NPEANONarar, 9¢ pHCKBT OT PAXAAHE Ha JIETE CBC CHPACYHO-CHI0B JS(EKT Cle/ MpueMaHe Ha
NapOKCETHH 110 BpEMe Ha OPeMEHHOCTTa € no-Mambk ot 2/100 B cpaBHeHKe ¢ ouaksaHuA 6poil Ha Te3H
AedexTn o1 npudnusnTenHo 1/100 B o6mara momymamws.

Ilo Bpeme Ha OPEMEHHOCT NAPOKCETHH MOJXXE A2 C€ HITION3BA CaMO NIPY M3PUIHO NPEIITHCAHHME,
HeoOxonumo ¢ nekysampsr nekap a IpelicHN Bh3MOKHOCTHTE 33 ANTEPHATHBHO JICYCHHE TIPH
OpEMEHHH KCHH MK XKEHH, MTAHUPaNiy 3a0peMeHaBane. PA3KOTO CIIHpaHe Ha JIEISHHUETO [0 BPEME
Ha OpemMenHocT TpabBa aa 6bae n3GATBaHO (Bk. TOUKa 4.2).

OOCepBalHOHHH JAHHH NOKA3BAT [OBHINEH PHCK ([I0O-MAJIKO OT 2-KpaTeH) OT KPhBOWU3IHR CIeN

paxnane cien ekcnosuuus Ha SSRI/SNRI B paMkuTe Ha Mecer| IpegH paxianeTo (BX. Touku 4.4
H 4.8).

Hosoponenute TpabBa aa ce HabmogasaT, ako MalKara e HPOaBILKHTIA TEPANHATA C MMAPOKCETHH B
[IOCNCAHUTE CTAAMH HA OPEMEHHOCTTA, OCOOCHO B TPETHA TPUMECTDP.

[Tpy ynmorpeba Ha napokceTnH B nocieanuTe cTa1MH Ha OpeMEeHHOCTTa, Y HOBOPOAEHOTO MOTAT Ja Ce
OABAT CIICNHATE CHMITTOMH: PECIIMPATOPEH AMCTpEC, 1{HAaH03a, allHes, THPIOBE, HEIIOCTOSHHA
TEMIIEPATYPA, 3aTPYAHCHHA B XPAaHEHETO, NOBPBINAHE, XAIIOTINKEMHIS, XMIIEPTOHMS, XHIIOTOH¥A,
XUNeppepeKcHs, TPEMOP, yIUIaxa, pasapasHUTENHOCT, JETAPTHYHOCT, IPOJLIDKUTENCH ILTAY,
CBHJIMBOCT H TPYJHOCTH HPH 3aCIIMBAHETO. Te3u CHMITOMH OMXa MOIIM Ja ¢e TL/DKAT Ha
CEPOTOHMHEPTNIHH €(DCKTH HIH Ha CHMITTOMH Ha OTHEMAHE. B MoBeweTo ciyday ce chobmasa, ue
YCIIOXKHCHHATA Ca CE MOABIIIH BEAHAra WM CKOpO (< 24 Jaca) clIex paxaaHeTo.

EnnaeMyonoryIny NIpoyIBanps ca NOKA3a/H, Y€ M3I0N3BAHETO Ha CeIeKTHBAN MHXMOHTODH Ha
00pPaTHOTO MOEMAHE HA CCPOTOHMH NPy OPEMEHHOCT, ¥ IO-CMIEIHATHO IPH KbCHA OPEMEHHOCT, €
CBBP3aHO € NOBUIICH PHCK OT NEPCHCTHPAINA NyIMOHAIIHA XNIIEPTOHNUA HAa HOBOPOJEHOTO.
HabmonasanuaT puck € npubnusurenHo net cxydas Ha 1 000 6pemennocty. B o6mara nomynauss

HCPCHCTHPAING ITYJIMYHAJIHA XHIIEPTOHHA Ha HOBOPOICHOTO C¢ Pa3BHBA NIPH €1HA IO ABE HA
1 000 6GpemeHHOCTH.

H3cnempanigTa IPpH )XHBOTHH MOKA3BAT PENPOIYKTHEAA TOKCHIHOCT, HO HE CBUACTCICTBAT 34
AHPEKTHH BpERHH BL3CHCTBHS BBPXY OpeMeHHoCTTa, eMOpHOHATHOTO/(DETANHO DA3BHUTHE,
PAKAAHETO MM CICAPOAOBOTO pa3BUTHE (BXK. TOUKa 5.3).

Knhpmene
Mako KOH9IECTBO NAPOKCETHH €€ EKCKPETHPA B KbpMaTa. B nybnukyBany npoydpanns cepyMHaTa
KOHUCHTpalMs [IP¥ KbPMEHM Jiela e Ouna HelonopuMa (< 2 Hanorpama/ml) wim MHOTQ HUCK:

(< 4 Hanorpama/ml). IIpu Te3n nena He ca HabmonaBaHK IPU3HALM Ha etbemm %

KaTo eeKTH HE CE 09aKBAT, BE3MOXKHOCTTA 34 YIOTPe6a Ha IapOKCETHH 110 BPE
Aa ce ooMucmI.
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JIaHHH OT M3NHUTBAHKSA C XHBOTHH Ca IIOKA3aIH, Ye MAPOKCETHH MOXKE /@ MOBIIHAE KadeCTBOTO Ha
criepmarta (BK. Touka 5.3). JlaHuH ot in vifro U3CIENBAHMA C YOBCINKH MATEpHaN peAIoaarar, 4e e
Bb3MOXKHO HAKAKBO TMOBJIMABAHE Ha KAYECTBOTO HA CIICpMATa, BHIIPEKH 4€ OT CAyday QOKJAABAHH TIPH
XOpa ¢ HAKOH OT CCICKTHBHUTE HHXHONTOPH Ha oDpaTHOTO NoeMaHe Ha CepOTOHNHA (BKIHOMHATENHO
IIApPOKCETHH) C€ BIDKAA, € EXT BEPXy KadeCcTBOTO Ha cnepmMara € obpatum. Jlocera He €
HaDMOoaBaHO ITOBIMABAHE HA GEPTHIMTETA NPY Xopa.

4.7.  EdexTH BLPXY cniocofHOCTTA 32 IodHpPaHe H padoTa ¢ MAIIHHEA

KNHAERYHHAT OMAT TI0Ka3Ba, 9€ TEPANMATA C IAPOKCETHH HE € CBHP3aHa C YBPEKIAaHE HA
MO3HABATCIHATE H ICHXOMOTOPHHA (yHKUME, BBLIpekH ToBa, KAKTO NMPY BCHYKH ICHXOAKTHBHH
JIEKaPCTRA, NAMCHTHTE TPAOBA Aa §bAaT BHUMATEIHH OTHOCHO CIOCOGHOCTTa CH Aa niodupar ¥ Ja
PabOTAT ¢ MAIIHHH.

Brunpexy 9¢ napoxceTHH He 3aciipa oTcnabBaHeTo HA YMCTBEHHTE M ABHIATEHUTE CIOCOOHOCTH,
MPMYHHEHO OT alKOX0Nna, CAHOBPEMEHHATa yrnoTpeda Ha MAPOKCETHH ¢ AIKOXOI HE €
IIPENOPLUYNTEIHA.

4.8. Hexenanm JjeKapcTBeHA PeaKIHH

Hakon or n30pocHuTe No-A0Ny HeXKENaHH IEKAPCTBEHM PEAKIIMH MOTAT 4 HaMAIABAT [10 HHTCH3HTET
M 9€CTOTa C NPOALDKABAHETO Ha TEPANKATA H OOUKHOBCHO HE HaNarar NpeKpaTaBaHeTo .
Hexenanure ACKapCTBEHH PEAKIHH Ca MOCOYEHH CIIOPEN CHCTEMO-OPrapHara knacupukanng u
abcomortHara gecroTa. Yecrorara e nedunupana xaro: maoro vectd (> 1/10); uecrn (> 1/100,

< 1/10); regectd (= 1/1 000, < 1/100); penxu (> 1/10 000, < 1/1 000); Muoro peaxu (< 1/10 000); ¢ e
M3BECTHA 9€CTOTa (He MOXE Ja OBbJC H3UHCIICHA OT HAJTHYHHTE JaHHH).

Hapyumienns B KpbBTa H JIAMQHATA CHCTEMA |
HedecTH: HEeCTECTBEHO KbPBEHE, IPEANMHO OT KOXATa H TMTABHINUTE (BKIIOYMTEIHO CKXHMO3a H
THHEKOJIOTHYHO KBPBCHE }, ICBKOIICHMS.

MHOT0 peaKr: TPOMOOLIHTONEHHUA.

Hapynienusa H2 HMYHHAT2 CHCTEMA
MHoro penkH: TEXKH M IOTCHITHATHO (aTaTHH AJICPTHYHH PEAKIHH (BKITFOYHTENHO aHA(PHNAKTOMIHH
PCaKL¥id H aHTHOCTIEM ).

HapymeHus Ha eHIOKPHHHATA CHCTEMA
MHoOro penku: CHHAPOM Ha HEMPABMIHATA CEKpeLs HAa aHTHHYPETHYICH XOPMOH.

Hapymenusa B MeTa601H3MA H XPAHEHETO
HecrH: yBeNHUYCHHE HA HHBATA HA X0AECTEPOA, RAMAICH aneTHT.

Hewectd: npoMeneH KOHTPOA Ha KPHBHATA 3aXap € AOKIaJBaH NPy NalHEHTH ¢ JHabeT (BK.
TOUKa 4.4),

Penxn: xunosaTpueMus.
XuUnoHaTpHeMHATa ¢ HabmoaaBaHa rMasHO NPH NAIHEHTH B CTAPYECKa BH3PACT M TIOHAKOTa CE ABJIKH
Ha CHHAPOMA Ha HCIIPABHIIHATA CEKPeLiMa Ha ARTUANYPETHYECH XOPMOH.

IlcaxaqHE pascrpoiicTea

Yecru: cermiBocT, Ge3chbaue, Bb30ya, HeoOHJakHu CHHHINA (BKIIOYIHTENHO KOIMapH),
Hedecrn: 00spKanocT, XamronuHaiini.

Peaxu: MaHHAaKaIHY peakHy, TPEBOKHOCT, JSIIEPCOHATH3aLINS, TAHHYCCKY aTaK, gKagsans(§
TOYKa 4.4).

C HeH3BECTHA YCCTOTA: CYMURMIHA HIEAIlHs, CYHIMITHO TIOBEICHIE, arpechs, Opyig

MMma chobmenn ciyyan Ha CYyHITHAHA MCAIMS U CYHIMAHO [IOBEIECHHE M0 B
TIAPOKCSTHH WIHM CKOPO CAEA CIHPAHE Ha JieucHHETO (Bx. ToUka 4.4).
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Crydan Ha arpecns ca HaboAaBaHH MPH TOCTMAPKETHHIOBHA OITHT.
Te3n cHMITTOMH MOTaT Aa ¢¢ ABIDKAT Ha OCHOBHOTO 3a00/1sBaHeE.

HapyluieHHsl HA HEPBHATA CHCTEMA

HecTn: 3aMagHOCT, TPEMOP, IMaBo6oNHe, HapyaBaHe Ha KOHIEHTPAIMATA.

HedecTn: excTpanupaMuaHd HapymeHus.

Penxu: rspyoBe, CHHIPOM Ha HECTIOKOMHHTE Kpaka.

MHoro penku: cepoTOHNHOB CHHAPOM (CHMITTOMHTE MOTAT Jia BKIIOYBAT Bh30yaa, 00bPKAHOCT,
Jmahopesa, XamOLMHHALINY, XUITeppedlieKCHs, MHOKIOHYC, IOTPBIBAHE, TAXUKAPAHI H TPEMOP).
Cpobmennara 3a ekCTpanipaMEIHN HapylIeHHs, BKIIOYUTENHO opodanpalHa JHCTOHHS, Ca
NONYy91aBaHH NOHAKOTA 3a NAUHEHTH € NPEALISCTBAIIY JJBUTaTe)IHY HApYILICHHS HIH IPH TaKUBA,
KOHTO €2 IIPUEMAJIH HEBPOJIECIITHIIH.

Ounn Rapymenus

HecTH: 3aMBIIIEHO BHXKAAHE.
Hegecru: Muapuasa (Bxk. Touka 4.4).
MHOro peaxu: ocTpa rmayKoMa.

HapyuieHHs HA YXOTO H Ja0HPHUHTA
(C HeH3BeCTHA YECTOTA: IIYM B YIIHTE.

Ceppaeunn HapyumieHus
HewecTn: cunycosa Taxurapams.
Penxw: Opamukapusi.

Copaosu HapylleHHA

Hedectr: npexoaso noprIllaBaHe WM MOHHXKABaHe HA KPBBHOTO HANATaHE, OCTYpalHa XHIOTOHKS.
ITpexoauo oBHIAaBane HAM TOHMXAaBaHe Ha KPBBHOTO HALIaHeE € JOKIAIBAHO CIEH JICUCHHE ¢
IIAPOKCETHH, HAH-9E€CTO IIPH MALHEHTH ¢ NPEAMICCTRAIIA XHIEPTOHNA HIIH TPEBOXHOCT.

PecnHpaTOpHH, rPLAHA H MEARACTARAIHH HAPYIWICHHA
Yectn: npossasane.

CTOMAINHO-YPEBHA HADPYIICHAS

MHoro yecTu; rajgese.

YecTu: 3anek, qnapHs, NOBphIIaHE, CYX0Ta B YCTATA.
MHoro penku: raCTPOMHTECTHHAIIHO KbPBEHE.

C HEH3BECTHA Y€CTOTA; MEKPOCKOMMYECH KOJIHT.

Xenaro-OnnuapHd HApYINEHHER

Penkn: mopumaraHe Ha HUBaTa Ha 9YCPHOAPOOHHTE EH3HMH.

MHoro peaxn: seproApobHn peakinm (KaTo XenaTHT, IOHIKOTa CBHP3aH ¢ KBITCHHIA W/ HITH
9epHOAPOOHA HENOCTATHYHOCT).

Crobmasann ca cy9an Ha MOBUIIABAHE HA HUBATA HA YEPHOAPOGHUTE CH3HMMH.
[ocTMapKeTHRTOBHTE CHOOIICHHA 3@ YepHOAPOOHH peakuny (KaTo XENaTHT, IOHIKOTA CBHP3aH C
XKBHATCHHIA H/HIH Y€pHOAPoOHa BEIOCTATHYHOCT) Ca IIOIYyYaBaHy CHI0 MHOIO PALKO.

Tpabra na 6bae o6MuCAEHO NpeycTaHOBsIBAHE HA [IPHEMa HA MAPOKCETHH, K0 ¢¢ HabMoAaBa
NPOALIDKHTENHO OBHILIABAHE HA PESYATATHTE OT H3CICABAHUATA Ha YCPHOAPOOHaTa (QyHKIHS.

Hapynienusa HA K0KAaTA H HOAKOKHATA ThKAH
YecTH: H3NOTABAKE.

Heuectn: koxHM 00pUBH, NIPYPHTYC.
MHoro peaky: MHOTO TEXKH KOXKHH HeXEIIaHH PEakIHY (BKIIOYHTEIHO €PUTEMA

CHHIIpOM Ha CTHBBHC-J[KOHCHH M TOKCHYHA CIHICPMATHA HEKPOJIM34a), YPTHEKAD
(OTOTYBCTBHTENTHOCT.
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Hapymenns na p0pen¥Te H DHKOYHATE NHTHUIA
Hegectn: 3anphkka Ha ypHHA, HHKOHTHHEHIHS Ha YPHHATA.

HapyiueHHs HAa BB3NPOH3IBOAUTEIHATA CHCTEMA H I'bPAaTa

MHoro gecTH: cekcyana IMCpyHKIHA.

Penxu: xunepnponakTHHEMISL/ TATAKTOpEs, MEHCTPYAIHY HApyIIeHHS (BKIFOYHTETHO MEHOPATHS,
METPOparui, aMenopes, 3abapaHe Ha MCHCTpYALHA M HEPSIOBHA MCHCTPYALIHS).

MHoro penku: NpHaIH3bM.

C HCH3BeCTHA 9€CTOTA: KPHBOM3IIHB CIIC] PaXK/IaHe,

Cro0masano € 3a KprBOH3NIMB Cleq paxaaHe 3a rpynara nekapcrsa SSRIs/SNRIs (Bx. Touku 4.4
" 4.6).

Hapymenns Ha MYCKY/IHO-CKEJICTHATA CHCTEMA M CHLEIHHATETHATA THKAH

Penku: apTpanrus, MEANTH.

EmuaeMuonorudan npoyIRasns, NPOBSACHH ITABHO NPH NAIHEHTH HA BB3PACT Ha M HAJ 50 roauHy,
HOKa3BaT NOBUILICH PHCK OT KOCTHH (QPaKTypH NPH NALMCHTHTE, NPHEMAIH CENCKTHBHA HHXHOHTOPH
Ha 00paTHOTO MOEMAaHE HA CCPOTOHHMHA M TPHLMKIWYHH aHTHACHPECAHTH. MEXaHH3IMBT, BOJAEI A0
TO3U PHCK, HE € H3BECTCH.

O6mu napymenns H e¢KTH Ha MACTOTO HA IIPHICKEHHE
YecTH: acTeHHA, YBEIIHYaBaHEe Ha TEIECHOTO TETO.
MHoro peoku: nepugpepeH OTOK.

CHMIITOMH HA OTHEMAHE, HAB.JTIOJIABAHM IIPH IIPEYCTAHOBSABAHE HA
JIEYEHHETO C ITIAPOKCETHH

HecTH: BHEHE HA CBAT, CCTHBHH HAPYIICHHA, HAPYIICHUS Ha CHHA, TPEBOXKHOCT, rnaBobonue.
Heuectu: Bp30yna, raneHe, rpemop, 00bpKBaHe, M3MOTIBAaHE, EMOLMOHAINA HECTAOMITHOCT, 3pHTEIHH
CMYIICHAA, NAINATAINH, THApHs, Pa3IpasHUTCIHOCT.

IlpeycraHOBABaHETO Ha IPHEMa Ha apPOKCETHH (0COBEHO, KOTAaTO TOBA CTABA PA3KO) OOHKHOBEHO
BOJH O CUMIITOMHM HA OTHEMaHe. JJoKIaiBaHu ca ClIydal Ha BUSHE Ha CBAT, CECTHUBHHM HAPYIICHUSA
(BKIOYHTEMHO NAPECTE3MM, YCEIIAHE 3a CJICKTPHISCKH TOK M IIYM B VILIWTE), HAPYILCHUA HA ChHS
(BKMIOYHUTENHO HECTIOKOHHHM chHMIIA), BB30Yy1a inn 6¢300K0HCTBO, rajicHe, TpeMop, 00BPKAHOCT,
M3NOTSABAHE, ITAB000NIME, NHAPHA, NANTUTALHHE, eMOLMOHATHa HeCTabHAHOCT, pa3ApasHHTEIHOCT K
3PUTEIIHA CMYIICHHA.

B 00mpist cimydaii Te3M peakituH ca JICKH 10 YMEPEHH M CAMOOTPAHHYABaIlH CE, HO [PH HAKOH
MAILMCHTH T€ MOraT na ObaaT TeXKN W/IWIH Ipoxs/mkuTenyy. CneaoBaTellHo, KOraTo JEYSHHETO ¢
MAPOKCCTHH BEYe HE € HE0DX0OAMMO, Ce mpenophyUBa MOCTENCHHO NPeyCTaHOBABaHE HA TEpamHATa C
THTPHpaHe Ha 7103aTa (BX. TOukH 4.2 H 4.4).

HEKEJAHH JEKAPCTBEHH PEAKITUH, YCTAHOBEHM MTPH NIEAUATPHYHHA
KUHNHUAYHH U3ITIIMTBAHNA

Habmonasanu ca clieIHHTE HEXKETIAHH PEAKIHH

YBeIHYaBaHe Ha CYHIUIHO-CBBP3AHOTO MOBEJCHHE (BKIIOYHTENIHO CYRIMAHK OITHTHA U CYHIIHAHH
MHCIH), IOBEICHHE Ha CAMOHAPaHABaHE ¥ NOBUINEHA BpaxacOHocT, CyHIHAHUTE MUCIH U
CYMIIHJIHHTE ONUTH Ca OMMH HaGJI0AaBaHK TTIaBHO NMPH KIHHAIHATS H3IHTBAHHA ¢ IOHOIIH C TOJIAMO
AECTIPECHBHO pascrporcTBo. [lopHiiena BpaskiebHOCT ce nosgBABa 0coOCcHO NpH gena ¢ o6cecHBHO-
KOMITY/ICHBHO Pa3CTPOHCTBO H NO-CIICHHATTHO ITPH Jiela 0o/, 12 roauxs.

]

1t

L r

JombiaHUTENHA HabMmoOaaBaHN HEXXENAaHH JIEKAPCTBEHH PEAKLIMA CA: TOHIKEH aleT
H3IIOTABAHC, XHIICPKHHE3H, Bh30Ya, eMOIMORanHa Ja0KIHoCT (BKIL. IIad H KO A
HACTPOCHHUETO), HEXKENAHH JIEKAPCTBEHH PEAKIMH, CBBP3aHH ¢ KbPBEEE, ITIABHY/L

P TE
TJ:I X

L r}?¥t1T e

fip

/.:-

i Ty ’ "#':-."
p LA AT
N .-' - R 5
H JIMTABHIIKTE. (i LIRS e
_".! _I'F A or ' : X
o A Hur N 2 4 b ;'?: i|r

i
¥ 4

"

L]

12



HesxenaHHTe NEKapCTBEHM peaklMH, HabMogaBaHu ClIcH CIIHUpAHE Ha JISYEHHCTO WIH HAMaNABaHE HA
J03aTa Ha MMAPOKCETHH, Ca. EeMONMOHANIHA JaOMNMHOCT (BKIIOYMHTENIHO MNay, KoneOaHuA B
HacCTPOCHUETO, CAMOHAPAHABAHE, CYHLIIHHA MUCIH M OIIMTH), HCPBHOCT, BUCHE HA CBAT, IaJICHE H
KopeMmHa 6onka (BXK. Touka 4.4).

Biwxre To9Ka 5.1 3a noBede naGOpManua OTHOCHO MEAHUATPHYHHTE KIRHHIHH H3MHTRAHHA.

Chobniasane Ha NOJ03HPANH HEXKEIAHH PeaKITHH

CrobiaBanero Ha NORO3HPaHH HEKESHAAHN PEakiiH CICR pa3pelnaBaHe 3a ynorpeba Ha JeKapcTBeHHS
IPOAYKT € BakHO. ToBa NO3BONABa A3 MPOIBIDKY HAOIIONEHHETO HA CHOTHONIEHHETO I0NI3a/pHCK 3a
NEKAPCTBEHNS NPOAYKT. T MeIHIIMHCKHATE CIEIHAIMCTH Ce H3NCKBA Ja ChOOMIABAT BCAKA
OOXO3HpaHa HEXKEMaHa peakiiia dpe3 HallMOHAIHa CUCTEMA 33 Chro0ImanaHe:

WsrroaavTeHa areB 1o JeKapeTBaTa
yiL ,,JlamMAad I'pyeB” Ne 8

1303 Codusn

Ten.: +359 2 890 34 17

yebcaiiT: www.bda.bg

4.9. Ipenozapane

CHMUTOMH H NpH3IHAIH

HanuguuTe JaHHM 32 NPEAO3NPaHe ¢ MAPOKCETHH MOKA3BaT MHPOKHA AHANMA30H Ha 6e30macHoCT Ha
JICKaPCTBOTO.,

OnuTeT OpH MPEAO3HPAHE C IIAPOKCETUH € MOKAa3all, 4e B AOMBIHCHHE HA CHMIITOMKTE, CIIOMEHATH B
TOUYKa 4.8, ca ch0OIIaBaHH U MOBUIIIEHA TEMIIEPATYPA, H HEBOJIEBH MYCKY/JIHH KOHTPAKITHYL.
OOMKHOBEHO NAaIMEHTHTE C¢ BH3CTaHOBABAT HANLJIHO, 063 CEPHO3HY NOCASACTBHA, AOPH MPH 034 IO
2 000 mg napoKCEeTHH, IPHET CAMOCTOATENHO. Piako € ¢po0maBano 3a cydaH Ha KOMa HWIH IIPOMEHHE
B EKI" 1 MBOrO pazko - ¢ garanen n3xon, Ho 06MKHOBEHO TE3H caydau ca HabmoAaBaHK NPH MpHeM
Ha NapOKCCTHH C JPYTH NCHXOTPOIHY JIEKapCTBa, ¢ WiIH 0€3 alkoXoll.

Jledenne
He ¢ u3Becten cnenududaed aHTHAOT.

JlenenneTo TpaAdBa na BXuBOYEa OGLIMTE MEPKH, M3MON3RBAHHM 33 OBJIaAgBaHe Ha MPeJA03HPAHETO, C
KOHTO H A2 € aHTHAeNpecanT. [IpH BE3MOXHOCT MOXe aa ce oOMHuCIH upuioxerue Ha 20-30 g
AKTHBCH MCIHIHHCKH BBIVICH HAKOJIKO Yaca CIIC/ IPCAO3HPAHETO Ha TaPOKCETHH, 33 Ja ¢C HaMallH
pe3opbupATa. IIpenopbIHTENHO € NpUNaraHeTo Ha MOANBPKAIY I'PIDKH C YECTO NMPOCICAIBaHe Ha
XKU3HCHHTE QyHKIMH ¥ BHHMAaTeIHO Habmozenue, JleseHHeTo Ha nalkenTa Tpa6Ba ia € CIopea
KIHHHYHOTO MY CBCTOAHME,

5. ®OAPMAKOJOI'MYHH CBOUCTBA

5.1. dapMaxKoAHHAMHYIHH CBOHCTBA

PapMaKOTECPaNeBTHIHA IPyNa: AHTHACIPECAHTY - CENEKTHBHHY HHXMOUTOPH Ha 00paTHOTO HIOEMaHe
Ha cepoToHHH. ATC xon: NO6A BO5

MexaHH3BM HA AelicTBHE )
IlapoxceTHE € MOIIEH H CENIEKTHBEH HEXMOHTOD Ha NIoeMaHeTo Ha S-xuapokcuTpigaMun (314
CCPOTOHHH) ¥ HETOBOTO aHTHACTIPECHBHO NEHCTBHE H e(PUKACHOCT NPH JIeYeH / @* i c%ﬂ \
00CECHBHO-KOMITYNICHBHO Pa3CTPOHCTEO, COLIMANHO TPEBOXKHO pascmoiicmof oA myle! -~_ R 3

TCHCpaNH3Npata TPECBOXKHOCT, NOCTTPABMATHIHO CTPECOBO pa3cTPOHCTBO H I* B F { ".-, ey pe g i |
C€ CMATa 33 CBBP3aHO CHC CHCHPHIHOTO GIoKHpaHe Ha moeMaHeTo Ha 5-HT'y @ pigiTe HoR ORI //

-, Jl""';"" 7 ; f
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IlapokceTHH He € XUMHYECKH NNOROGEH HA TPHLUKIMURHTE, YETHPHIMKIHYHUTE HIIH JPYTHTE
CBHIIECTBYBAIIH aHTHACIPCCAHTH.

ITapoxceTus uMa cnab apHHEHTET KBM MYCKADHH-XOJHHEPTHYHMTE PELCOTOPH H M3NHTBAHHATA C
’KHBOTHH €3 MOKAa3aJId CaM0 CNadH aHTUXONMHEPTMIHHN CBOHCTBA.

BbEe Bph3Ka ¢ TOBa CENEKTUBHO ACHCTBHE in Vifro NPOyUBaHUATA Ca TOKA3aJIH, Y€ 3 PA3IHKA OT
TPHIMIIMIHUTE aHTHACIPECAHTH, TAPOKCETHH MMAa MATHK apHHATET KBM aiipal-, angal- n bera-
agpeHopenemropare, gonamuH (D2), 5-HT lnoao6nn, 5-HT2 u xuctamun (H1) penenrropure. Tasu
JIHNCA HA B3aUMOJACHCTBHE C MIOCT-CHHANTHIHMTE PELEMTOPH in Vitro € NOTBEPACHA OT N Vivo
H3IHMTBAHNSA, KOMTO IIOKA3BAT NHICa Ha aenpecuBHH edekTu 8bpxy ITHC 1 HA XUNOTEH3HBHH
CBOMCTRBA.

DapMakoIAHAMAWIHH e(eKTH

IlapokceTuH He YBPeX/a ICHXOMOTOpHATAa ()YHKIKA H HE MOTEHIMPA JEIPECHBHUTE e(EKTH Ha
€TaHoNA.

KakTo 1 py ApyTHTE CENICKTUBHH HHXHOHTOPH Ha 06paTHOTO moemane Ha 5-HT, mapokcerun
NPHYHHABA CHMIITOMH HA ¢BpbX 5-HT penentopHa cTuMymnamms, Koraro € JaBad Ha JKHBOTHH,
INPEABAPHTEIHO NMPHENH MOHOAMHHOOKCHAAZHN (MAQ) rHxnOHTOpH HIM TpHUNTOdAaH.

HoBenendeckure H EEI m3cnenpanns nokasear, ye napokceTHH € ¢/1ab0 akTHBHpany IIpH JO3H,
OBHKHOBEHO HAN Te3H, HeoDX0ANMH 32 MHXHOHpaHe Ha oeMaseTo Ha 5-HT. AkTHBHpammTe
CBOHCTBA 110 CHITHOCTTA CH He ¢a “aM@eraMunonoaotun”. [IpoyupannaTa NpH XHBOTHH MOKA3BaT, 4e
[IAPOKCETHH € A00PE MOHOCHM O OTHOWIEHHE HA CHPACYHO-CHI0BATA CHCTEMA. ITapOKCETHH He BOOH
A0 KIIHHAYHO3HAYHMH IIPOMEHY B KPEBHOTO HAJIATaHE, chpAcuHaTa decToTa H EKI' cnen mprHemane ot
3ApaBH JKLA.

IIpoyuBanusaTa moKa3BaT, u€ 3a pa3nuka OT AHTHACIPECAHTHTE, KOMTO HHXHOHPAT NOEMAHETO Ha
HOPaApCHANHH, NAPOKCCTHH NPHUTERKABA MHOIO MO-MAJIKa CKITOHHOCT KbM HHXUOHpaHS Ha
AHTHXHIICPTCHIUBHHTE €(PEKTH Ha rBaHETHAHHA.

IIpy jtedenne Ha ACTIPECHBHM pa3CTPOMHCTBA, MAPOKCETHH NOKA3Ba e(hUKACHOCT, CPABHKMA ¢ Ta3H Ha
CTAHJAPTHATE AHTHACIIPECAHTH.

ChILECTBYBAT CHII0 HAKOM JIOKA3ATENCTBA, CHOPEA KOUTO NAPOKCETHH MOXE Ia MMA TEPaNeBTHICH
€(EKT NPK [TAUKUCHTH, KOUTO HE Ca NOIy4riIH NoA00peHHe cIie/l cTAHIAPTHA Tepallus.

[TapoxceTuH, IPHIOKEH CYTPHH, HE OKa3Ba OTPHUATENHO BIUSHHE HUTO BEPXY KauecTBOTO, HUTO
BBPXY NPOALDKHTENHOCTTa Ha ChHA. Hemo noBeve, nanmeHTHTE BEPOATHO CIIAT NO-1500pe 1IpH
IIOBJIMABAHE OT TEPANIMATA C NAPOKCETHH,

AHAIA3 HA CYMI(HIHOCTTA IPH BE3PACTHA
Cnenuduied 3a NapoKCETHH aHANM3 HA IMale50-KOHTPONHPAHH H3MKUTBAHNUS 1IPH Bh3PACTHH C
INCUXHYIHH Pa3CTPOHNCTBEA € NIOKA3a) HO-BUCOKA YECTOTa HA CYHIEAHO IOBEICHUE IPH MIIaIH
BB3PACTHH (Ha BB3pacT 18-24 roauHH), N1eKyBaHH ¢ MApOKCETHH, B cpaBHEHHE ¢ wianebo (2,19 %
copamo 0,92 %). B rpynure Ha mo-ronmsMa Be3pacT He € HAGMOAaBaHo TakoBa ropuimneHue. [pu
Bb3PAaCTHH € IrOIAMO ACTIPECHBHO Pa3CTPOMCTBO (BCUYKH Bh3PacTH) ¢ HaOMOJABaHO NIOBHIIABAHE Ha
4eCTOTaTa Ha CYMIMIHO MOBENCHHE IIPH [TALMEHTH, JICKYBAHH C MMAPOKCETHH, B CPABHEHHE C IL1aneho
(0,32 % cnpamo 0,05 %); Bcukd ciiyaam ca GWIM OIHTH 33 camoyouniicTeO. Brnpexu TOBa, no-roiama
49aCT OT TE3H ONMTH ITPY MANMEHTHTE Ha MapoKceTHH (8 ot 11) ca OMH 1pH No-MIad BE3PACTHH (BXK.
TO4Ka 4.4},

/10308 0TTOBOP

IpEeNopBIMTENHHTE. BCe Max ChIiecTBYBAT HAKOH KNHHHINH JaHHH, COYCIIH,
no3ata 6M MorJIo fia ObAe OT 110133 32 HAKOM alMEeHTH.
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AbArocpouna epHKACHOCT

Jbnrocpoynara epUKaCHOCT Ha IAPOKCETHH [IPH JICUECHHE Ha JCIPecHs € A0Ka3aHa upe3 S2-CeIMHTHO
IIOAABPAKAIO IPOYYIBAHE 32 NPEBECHIMA HA peruanB: 12 % oT nauMeHTHTE, NOayYaBali MapoKCeTHH
(20 — 40 mg nHEBHO) ca MMaNM peunans, cpemy 28 % Ot maumeHTUTe, IPUEMAIH IUTane6o.

JAbIrocpodHata epHKACHOCT Ha MAPOKCETHH IIPH JICYEHHE HA 00CECHBHO-KOMITYJICHBHO Pa3CTPOMCTBO
€ pOYU€HA NPH TPH 24-CEAMMYHH HONBPXKAITH H3MATBAaHHA 33 IPEBCHITAA Ha penuausu. [Ipu egno
OT TPHTE U3NKTBAHHA ¢ HA0MI0OJaBaHA 3HAYHTEIIHA Pa3/IHKa B CHOTHOIICHHETO HA PELIMIMBHTE TIPH
NCKYBaHHTE ¢ MapokceTHH (38 %) B cpaBHEHHE ¢ MALIMCHTHTE, HOy4YaBanH maneto (59 %).

JABIrocpodnara eQpUKaCHOCT Ha MAPOKCETHH IMPH JIdeHHE Ha IAaHHYECKO Pa3CTPOHCTBO €
JAEMOHCTPHpaHa 4pe3 24-ceIMUIHO OATBPKAIIO H3MHTBAHE 3a IPSBeHIA Ha penuauei: 5 % ot
NalHeHTHTE, MoAy4aBamy napokceTrH (10 — 40 mg nHeBHO) ca MManu penuaus, cpemy 30 % ot
NalUCHTUTE, NpHEMAINH 1IU1anebo. Tosa € noAKpeneHo OT 36-ceIMHYHO NOANBPKALIO [IPOYIBAHE.

Jbarocpoanara epMKaCHOCT Ha MAPOKCETHH TPH JICUCHUE Ha COLIMANHO TPEBOXKHO pa3CTPOHCTBO,
I'CHEPATH3HPaHA TPCBOKHOCT H NIOCTTPABMATHIHO CTPECOBO PA3CTPOMCTBO HE € JOCTAaThYHO
DOKa3aHa.

HexkeJanH JIeKapCTBeHH PeaKIHH, YCTAHOBEHH NPH NeJHATPHYHE KIIHHAYHA H3INHTBAHAA
IIpy KPaTKOCPOYHH KIMHHYHH M3NHTBAHHA (10 10-12 ceamunm), NpoBEACHH MPH JI€Na ¥ I0HOIIH, ca
Orm HabmonaBaBy CIEAHHTE HEXEIAHH JIEKaPCTBEHH PEAaKLHH [IPH NAUHEHTHTE, ICKYBAHH C
MapOKCETHH, € 9€CTOTa MOHE 2 % M B IIOHE ABA IILTH NMO-BHCOKA CTEIIEH B CPABHCHUE C IPHEMAJIHTE
aledo: yBenHIaBaHe Ha CYHIIMAHO-CBBP3aH0TO OBEACHHE (BIIIOUMTEIHO CYMI(HIHH OITHTH H
CYHIOHAHN MHCIIH), IOBEACHHE Ha CAMOHApaHABaHe 1 NoBunieHa BpaxaeoHocT. CYHIIHIHATE MUCIH H
CYHIHAHKTE ONKTH ca Owim HaONoaBaH| TTIABHO NPH KITHHHYHHTE W3METBAHHA C IOHOMIH ¢ TOAMO
ACTPECHBHO pa3cTPOHCTBO. [ToBumeHa BpaxkaeOHOCT Ce nosBaBa 0COOEHO IpH Jela ¢ 00CECHBHO-
KOMITYJICHBHO Pa3CTPOHCTBO H NO-CIICHMANHO NIPH JAcna oA 12 rogunn. JIoIMBITHHTEHN HEXKEIaHH
NEKAPCTBCHH peakiiky, Hal/IIoaBaHH I10-9ECTO IIPH JIEKYBAHHTE C HaPOKCETHH B CPABHEHHE C
pHeManuTe mianebo, ca: IOHKKEH aNleTHT, TPEMOP, H3NOTABaHEe, XMIICPKUHE3UA, B30y a,
EMOLIMOHANHA Ta0HITHOCT (BKI. IUIad H KoNeOaHHA B HACTPOEHHETO).

Ilpy H3NHTBaHHMATA, IPOREICHH B PEXHM Ha JI030BA THTPALMA, JOKIA/IBAHHTE CUMIITOMH I10 BpEME HA
(paszara Ha 1030Ba THTpALMA WK TIPH MPEYCTAHOBABAHE JICYCHUETO C MAPOKCETHH, ¢ YCCTOTA MOHE 2 %
OT NAMCHTHUTE H NPOABHIIM CE€ B IOHE JBa ITHTH O-BACOKA CTENECH B CPABHEHHE C MPHEMAIIHTE
Inanebo, ca CIeoHUTE: EMOIHOHANHA Na0HITHOCT (BKIL. D14, KOJCOaHMA B HACTPOEHHETO,
CaMOHapaHsBaHE, CYHIIHIHH MHCIIH K OIIMTH), HEPBHOCT, BUCHE Ha CBAT, raJicHe U KopeMHa 00nKa
(BX. Touka 4.4).

B ner napanensu rpynosH NpoydBaHus ¢ MPOABDKHTETHOCT Ha JICYEHHETO OT OCEM CEAMHIH 10 OCEM
Mecena ca HabIroAaBaHK HEeXXCNAHY JIEKAPCTBEHN PEAKI[HH, CBEP3aHH C KbPBEHE, IIABHO OT K0XKaTa U

JIMTABHLUTE, NIPH NALHCHTH Ha JCYCHHUE ¢ NIAPOKCETHH ¢ YecTtoTa 1,74 %, B cpaBEcHue ¢ 0,74 % npu
MAITHEHTHATE HA mancoo.

5.2. DapMaKkOKHHETHYHH CBOHCTBA

AbcopOnun
[IapokceTvH ce pesopbupa nobpe cien nepopanrHo A03HPaHE ¥ OPEThPIABa META00NN3IBM IIPH ITHPBO
NPEMHHABaHE Npe3 Yeprud qpo0. [lopaan merabonn3ma Ha MEPBO MPEMHUHABaHEe, KOMUIECTBOTO
NapoOKCCTHH, HAMHPAIIO CE B CHCTEMHOTO KPBBOOOPBIICHHE € MO-MalKO OT TOBa, pe3oposPaiC
racTpPO-MHTCCTHHANHHUA TPAKT. 1aCTHYHO HACHMIIAHE OT €()EKTa Ha IbPBO MPEMHHABE f/ SN
IJIa3MEHO OYUCTBAHE C¢ HAa0MONaBa Ipy yBeTHYaBaHE HATOBAPBAHETO HA OpTaHM3MA ¢ .
CIMHHYHA 1033 WIH NIPH MHOTOKpaTHO A03UpaHe. ToBa BOIH A0 THCIIPOMOPIMOHS f T yBEORANS
IUTA3MEHHTE KOHICHTPAIIHH Ha HaPOKCETHH H OTTYK (papMaKOKHHETHIHHTE napaM P ca
HECIIOCTOAHHH, BOJASIIM N0 HENMMHEHBa KHHeTHKa. HemnuaelnocTTa, 00ade, 00OHKHOBE
OTpaHH4CHA CaMO IIPH CIIY9aHuTe ¢ JIHLA, KOWTO NOCTHTAT HHCKHU IINa3MEHH HHBA NP

15



CrabumuTe CHCTEMHHA HHBA C€ TIOCTUIaT cael 7-14 AHu OT HaYaloTO HA IEYEHHETO ¢ IEKAPCTBEHH

¢dopmu ¢ He3a6aBHO HIIH KOHTPONHPaHO OCBOOOXKIaBaHE H PapMAKOKHHETHKATA HE CE€ MPOMEHS 10
BpPEME Ha NPOABIDKHTEHA TCPATIHA.

Painpeneiienne
[1apOKCETHH € MHPOKO pasNpOCTpaHeH B THKAHUTE M (DAPMAKOKHHETHIHUTE H3UHCICHHA [I0Ka3BaT, 9e
B TAIOTO caMo | % oT mapoxceTHH ce HaMupa B IIA3MATA.

[IprOmu3uTenHo 95 % oT MapoOKCeTHH, HaMHpal ¢¢ B I1a3MaTa TIPH TEPANCBTHYHH KOHIICHTPALIHH, €
CBBP34aH C IPOTEHHH.

He ¢ ycTaHOBEHA BpB3Ka MEXKAY IUIA3MCHHTE KOHIICHTPAUHMH HA MAPOKCETHH H KIIHHHYHNA ¢eKT
(HeXelnaHH peakliiH H €HKACHOCT).

buorpancopMannsa
[InpBryHMTE METAOONHMTH Ha MAPOKCETHH Ca MOJAPHH U CBBP3aHH IIPOAYKTH Ha OKHUCIICHHE H
METHJIMPAHE H JIECHO € EKCKPETHpAT. BBB Bpb3Ka ¢ TAXHAaTa OTHOCHUTEIIHA JIKMIICA Ha

bapMakonoruIHa akKTHBHOCT, € MaJIKO BEPOSTHO TE Ja JONPHHACHT 33 TEPANCBTHIHHTE e(PEeKTH HA
APOKCETHH.

MeTabonu3MBT HE NOBNMABA CCACKTHBHOTO JCHCTBHE Ha IAPOKCETHH BBPXY NoeManeTo Ha S-HT ot
HEBPOHHTE.

EJAMHEHMpAHE

HenpoMeHeHHUIT MapOKCETHH, OTASIAN CE€ B YPHHATA, B OOMIHA ClIydaii € mo-Maiko oT 2 % ot Ao3ara,
NOKaTO KONHYCCTBOTO Ha MeTabonuTHTE € okono 64 % ot mosata. Okomno 36 % oT A03ara ce OTAe!s ¢
dekanuuTe, BEPOATHO TpE3 HKITBYKATA, OT KOMTO HEMPOMEHEHHST HAPOKCETHH MPEACTARIIABA
no-Manko ot 1 % ot no3ata. Taka mapokceTHH ce eMHMHUHHPA [MOYTH HAITBJIHO 9pe3 MeTabomH3bM.

MeTabosHTHaTa ekckperma € ABy(da3Ha, KaTo IbpPBOHAYAIHO € Pe3yNITaT OT MeTaboMH3IMa IIPH IIBPBO

NPEMHUHABAHE NPe3 YepHHUA AP0l M NoCIeABAIO KOHTPOIHPAHA 0T CHCTEMHOTO CIMMHMHHpaHE Ha
NapOKCCTHH.

EnMMMHHAIIHOHHHAT NIOYXKHUBOT Bapypa, HO 00MKHOBEHO € OKOMO €H JcH.
CHenHa/IHA I'PYNH NATHEHTH

Honynayus e cmapuecka ev3pacm u nayuenmi c 6v6peunu/uepnodpobnu napywenua
YBeIMYaBaHe Ha IUIa3MEHHTE KOHLEHTPALlHH Ha [IAPOKCCTHH c¢ Habmro1aBa NIpH JIMIIA B CTap9ecKa
BB3PACT H MPH M4 ¢ TEKKH 0p0pedHN HapymeHnsa WK 9YepHOAPOOHH HApYIIEHHA, HO TPaHUIHTE Ha
IUIa3MEHATE KOHLUECHTPAIIHH ¢4 B HOPMHUTE HA TE3HM IIPH 3JPABH Bb3PACTHHU JIHUIA.

5.3. IIpeakJIHHHYHEH JaHHA 32 6e30MACHOCT

[IpoBeneHH ca TOKCHKOJIOTHYHY MPOYIBaHHA ¢ MalMyHM pedyc H Genw mrbxoee. U npu ABaTa BUAA
METAOONUTHUAT BT € NOJO0EH Ha TO3H, ONMCAH MPH X0pa. KakTo ce 09akBa 0 OTHOLIEHKE Ha
NHINOGHNHATE aMHHH, BIIYNTEITHO TPHUMKINIHETE AHTH/ICTIPECAHTH, IIPH IUTBXOBETE € Orna
ycTanoBeHa gochomumuposza. Pocdonunnaosa He e Grna HabmoaaBaHa Py MPOYIBAHHATA C

IIPHUMATH B MPOOBL/KECHHUE HA €AHA I'OAHHA, IIPH JJO3H IICCT TETH IIO-BHCOKH OT IIPCIIOPBYAHHTC HHBA
Hda KIHHHYHHTC QQ3H.
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Kapuunorenesa: [Ipu neeroauiunsy uscne panusa, NpoBEICHH C MAIIKH H ILTEX 6 X
IMOKAa3aJl TYMOPOT€HEH €(EKT. N

I'emorokcuuHocT: He ¢ Onna HabnroaaBpana reHOTOKCHIHOCT TIPH H3C/IEABaH
TECTORE,
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N3nuTBaHHATA 32 PENpOSYKTHRHA TOKCHIHOCT MPH IUTEXOBE Ca MOKAa3a/H, Y€ NapOKCETHH OBIHABA
MBEXKATa M KEHCKa (PEepTHIHOCT Ype3 HaMAMBAHE HA HHACSKCA Ha PEPTHIHOCT H HHBATa HAa
3abpeMensBane. IIpH urbxoBe ¢ HabNMIONaBaHa MOBHIIEHA CMEPTHOCT M 3a0aBgHE NIpoIieca Ha
ocudHKanps npu HoBopoaeHUTe. [locneannTe edeKTH BEPOSTHO ca CBLDP3aHH ¢ TOKCHYHOCTTA IpH
MaHKaTa M HE C€ OTYMTAT 3a NPIK ePeKT BHPXY (PeTyca/HOBOPOIEHOTO.

6. GAPMAINEBTHYHU JAHHH

6.1. CoEcbK Ha NOMOIMHHTE BEINECTBA
Anpo Ha TabneTkara:

JAByocHoBeH kanmmer gocpar quxunpar (E341)
Harpner numecTen raMkonat (Tum A)

Marnesnes creapar (E470b)

DHIMOBO IOKPHTHE:

Xuanpomenosa (E464)
Makporon 400

[Tomcopbar 80 (E433)
Turanos guokcua (E171) -
6.2, HechbBMECTHMOCTH
Henprnoxumo

6.3. Cpox na roaocrt

3 rOIHUHMU.
6.4. Cpoennaann yeI0BHAS 32 CHXPAHEHHE

Ha He ce chxpanaBa Hap 30°C.
[a ce chXpaHdBa B OpUTHHAHATA ONAKOBKA, 33 Aa C€ MPEANa3H OT CBETIHHA.

6.5. BHA ¥ cHAbLpXAHEE HA ONAKOBKATA

Seroxat TabyeTKH ce mpenjIarar B 3alATEHH OT Jela OIHCTEpH, ChCTOSNH CE OT HENPO3padeH
nonuBHHMAXIOPHI (PVC) ¥ nokpuBeH crioil 0T TaMHHUPAHO ¢ XapTHs AIyMHHHERO (POIHO.
KonrgecTBOTO B €Ha onlakoBKa e 30 TaGnerkH.

6.6. CrnenpajJHn NpeANa3sHu MEPKH NPH H3XBLPAAHE H paboTa

Hsma cnenmpryaHM H3KCKBaHAA.

7.  NPHTEXATEJ HA PAZPEINEHMETO 3A YIIOTPEBGA

GlaxoSmithKline (Ireland) Limited
12 Riverwalk

Citywest Business Campus

Dublin 24

Wpnangus
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8. HOMEP HA PABPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20000014

9. JATA HA ITBPBO PAZPEINIABAHE/TIOTHOBSIBAHE HA PA3ZPEIHIIEHHETO 3A
YIIOTPEBA

Hata Ha IspBO paspemasane: 05 okToMBpH 1993 r.
Jata Ha nociaexHo noaHoBABaue: 23 Mapt 2011 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
12/2023
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