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1. HWME HA JIEKAPCTBEHUS MPOAYKT ' a/d 17700 7€

-
Eco6en 20 mg hpuaMupaHu TablieTKu £86 6 ) 15 -04- 2025
Essobel 20 mg film-coated tablets )
2. KAYECTBEH U KOJIMHMECTBEH CbCTAB

Besika gmiMupana TabsieTka chabpxa 25,55 mg ecuntanonpaM okcanar (Escitalopram oxalate) xaro
aKTHBHO BENIECTBO, eKBUBAIEHTHH Ha 20 mg ecumranonpawm (Escitalopram).

[ToMOILLIHO BEIIECTBO C H3BECTHO AeHCTBHE: NakTo3a MoHoxuapar - 103,40 mg.

3a MBJIHUA CITUCHK HA NMOMOIIHUTE BEleCcTBa BHXKTE Touka 6.1.

3. JJEKAPCTBEHA ®OPMA

dunmupana Tablerka.
OBanau, 6enu puMUpaHu TabNIeTKU ¢ JeJIMTe)IHa YepTa OT e/IHaTa CTpaHa, a oOT Apyrara c pejaedHo
nzobpaxenne ,,20%. [Ipun HeoOXoauMoOCT, TabneTkaTa MoKe /1a Ob/ie pa3/ielieHa Ha 1B€ PaBHH J103H1.

4. KJIUHHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3aHHA

- JleyeHue Ha rojisam AENPECUBEH €IU30/]

- JleueHue Ha NaHUYECKO pPa3CTPOMCTBO ¢ WK Oe3 aropadodOus

- Jleyenue Ha COLIMAITHO TPEBOXHO Pa3cTpoicTBO (coumnanta ¢pobus)
- JledeHue Ha reHepaTM3UPaAHO TPEBOXKHO pa3CTPONCTBO

- Jleuenue Ha 0OCECUBHO-KOMIYJICHBHO pa3TPONUCTBO

4.2 [lo3upoBKa H HAYHH HA NPHJIOKEHHE

Lo3npoBka
HsMa nannu 3a 6e30nmacHoCTTa NpU Npuiiarade Ha JHeBHa 1o03a npepuiuasaiia 20 mg.

I'onsim JenpecHBeH enH30/1

O6wnuaiinara no3a e 10 mg BeaHbxK aHeBHO. B 3aBUCUMOCT OT HHAMBHUIYAJIHUA OTrOBOP, 403aTa MOXKeE
na 0bae noBuiieHa 10 Makcumym 20 mg gHeBHo. OOGMKHOBEHO 2-4 ceAMHULIM ca HEOOXOAUMH 3a
[MoJlydaBaHe Ha aHTHAENPECHBEH OTroBop. Criel KaTo CUMITTOMHUTE OBAAT MPEOIOJICHH, € HEOOXOAUM
MoHe 6-MecedeH NMepHuo/l Ha JICYEHHNE 3a KOHCOJIUIMpaHe Ha OTroBOpaA.

[Mann4yecko pa3cTpoicTBO ¢ MK 0e3 aropadobun

[TpenopsuBa ce npe3 mMbpBaTa CeIMHUIIA [a ce MpHJIara MbpBOHAYaHa 103a 0T 5 mg, NMpeau ao03arta Ja
Obae yBennuena Ha 10 mg nHeBHo. [lo-HaTaThk Jo3aTa MOXke 11a Ob/ie yBelIMYeHa Ha MAKCHMYM

20 mg nHEeBHO, B 3aBUCUMOCT OT MHAWBHUIYAJIHUA OTroBop. MakcumasiHa eeKTHBHOCT OT TepanusaTa
ce MocTHUra cies okoJio 3 meceua. JledeHnero npoab/nkaBa HAKOJIKO Mecela.

Coumna/iHO TPeBOXKHO pPa3CcTPOHCTBO

O6uuaitHara no3a e 10 mg BenHBxK AHeBHO. OOMKHOBEHO ca HEOOXOIUMH 2-4 ceIMHULIM 3a

obOsieKk4yaBaHe HA CUMMNTOMHUTE. B 3aBUCMMOCT OT MHAMBUAYAITHHUS OTTOBOP J103aTa MOXKeE M—ce’:mﬁn\
Ha 5 mg WK /1a ce YBEJINYH Hail-MHoro 1o 20 mg JHEBHO. G\l NN \\
CouHaJTHOTO TPEBOXKHO Pa3CcTPOMCTBO € XPOHUYHO 3a00JIIBaHE M Ce INpernopbuBa ney{e/uaé,o*r o, . *E-}:Z \‘\,
12 cenmuim, 3a Ja ce NOCTUrHe KOHCoNUMaupaH otroop. IlpeBeHnusTa Ha penanca/’f neMﬂHi’:I'pH :

™y
f""'



IpH 6~-MECCUHO KITHHHYHO NPOYTBAHE U € MHIWBHIYATHA; [IOJI3UTE OT TepanuaTa TpsaOea na Onaar
NPeolEHABAHH HA PErYJIAPHHA HHTEPBATIU.

CouMaTHOTO TPEBOXKHO pascTpoiicTBo € nobpe neduHMpaH TEPMHH 3a cnielMduIHO 3ab0onaBaHe,
KoeTo He TpaAOBa 1a ce Obpka ¢ IpekancHa cpaMeJIMBOCT. DapMaKOTEpaNUATa € TT0Ka3aHa, caMo aKo
3a00JIIBAHETO BIMAC B 3HAUHTEJIHA CTENEH BBPXY MPOPECHOHATIHUTE M COLHAJIHHTE JeHOCTH.,

MscTOTO Ha POBEKIAHE HA TOBA JICUCHUAE HE € B3€MaHO IO BHHMAHHE B CPaBHCHME ¢ KOTHUTHBHATA
noseacH4Iecka Tepanua. GapmakorepanusaTa € 4acT OT odara TepaneBTHMHA CTpaTerus.

I'edepaiH3IAPanG TPEBOXKHO pa3cTpoicTBO
IIspBoHaganHaTa go3a € 10 mg BegHbX AHEBHO. B 3aBHCHMOCT OT HHOMBHAYAITHHA OTTOBOp Ha
nauueHTa, J03aTa MoXKe Aa Obae yBeluueHa Hal-MHOTO 10 20 mg OHEBHO.

O1rosopbsT Ha TBATOCPOUYHOTO JICYEHHUE € MIPOYUYBaH B MPOOB/DKEHNE Ha NTOHE 6 Mecela NpH
naunHeHTH, npueMaiti 20 mg/aen. IomsuTe oT TederHneTo K o3arta TpaOBa A2 ObOAT NPEOLICHIBAHN
Ha MMOCTOSHHW MHTEPBATH (BX. To4dka 5.1).

O6cecaBHO-KOMNYJICHBHO Pa3TpoficTBO

[Iepsonagannarta no3a € 10 mg BeOHEK JHEBHO. B 3aBHCUMOCT OT WHIUBHAYAJIHHA OTrOBOp, I03aTa
Moxe 1a Obe rnosuiteHa Hafi-muoro a0 20 mg aHesHo. THhH kKaTo 06CeCUBHO-KOMITYJICHBHOTO
pPa3CTPOKMCTBO € XpOHUUHO 3aboABaHe, nanueHTHTE TPAOBA Oa O6bAT JieKyBaHU OCTATHYHO IBIIIO C
LIesT OTCTpaHABaHe Ha cHMITToMUTE. [Ton3uTe oT MedeHHeTo M Jo3upoBKara Tpadbsa na 6vaaT
IpeoHeHABAHH MEPHOINYHO (BXK. TOUKa 5.1).

HaunHd Ha NpuigxkeHHe

IlepopanHo MpHIIOXKEHHE.,

Ecofen ce mpunara KaTo eQUHAYHA JHEBHA 034 U TabmeTkHTe MoXe fia ObaaT MpHeMaHy ¢ uim Oe3
XpaHa.

TabGnerkure TpAOBa Aa ce MPHEMAT ¢ MAIIKO BOAA W He TpaOBa Oa ce IbByar.

Crnienpandy nonyIatiy

Hayuenmu 8 cmapuecka gvzpacm (>65 200unu)

Heobxonnmo € 0a ce npeueHy HeoOX0AUMOCTTa OT peayLUHpaHe Ha NpenopbLyBaHaTa n03a (BxkK. Touka
5.2).

MaxcumanHaTa JHERHA 4034 MPH MAUMEHTH B cTap4ecka Bu3pact € 10 mg.

He ca npoBexJaHH KJIHHUYHH NPOYYBAHHA C NMALMEHTH B CTapyecKa Bb3pacT, 0 OTHOLIEHHE Ha
e(pUKACHOCTTA Ha eCLWTANONpPaM, [P COLHATHO TPEBOXHO pa3cTpoicTRO.

Heva u wonowu (<18 coounu)
Ecoben He Tpadra na ce npunara npy aeula | 10HOWM rox | 8-roauiliHa Bu3pacT (BX. Touka 4.4).

Hamanerna 6vbpeuna pyrxyus

KopurupaHe Ha g03ata He € HeoOX0IUMO TipH NALUEHTH C JIEKO WIH YMEpeHo TexKo 6s6peaHo
yepexaaHe. I IoBHLIEHO BHUMAaHKE C& NMPENOpbUBA NPH NALKMEHTH ¢ TeXkKa ObOpeuHa auchyHKLHA
(KpeaTHHHHOB KITHPBHC No-HACHK 0T 30 ml/min) (8x. Touka 5.2).

Hamanerna uepnoopobua ghynxyus

ITpenoppuBa ce MbPBOHAYANIHA 403a OT 5 Mg AHEBHO NpPE3 TbPBUTE ABE CEAMHLUN NPH MALMEHTH C
JIEKO HUITH YMEPEHO TEXKKO 4eEpHOAPOOHO yBpexaane. B 3aBHCHMOCT OT HHIWBUIYAJITHHUSA OTTOBOD
no3ata Moxe 1a Oba¢ ysenrdena Ha 10 mg n#eBHo. BHUMaTenHo J03UpaHe ce Halara npH NaiHeHTH
C TEXKO YBpeileHa uepHOapoOHa QyHKLHA (BXK. TOYKaA 5.2).

Cnabu memabonuzamopu na CYP2C19
Ipu naumeHTH, 3a KOHTO € U3BECTHO, ¥€ Ca T.Hap. JIOWH MeTaboM3aTopH 110 OTHOLIEHH
CYP2C19, ce npenopbusa MbpBOHAYANHA /103a OT 5 Mg JHEBHO 10 BPEME Ha ITbPBUTE




OT JIedeHWeTo. B 3aBHCHMOCT OT HHAWBHIYJTHHA OTTOBOP, J03aTa MOXe Oa Obae nosuuicHa 1o 10 mg
nHeBHO (BX. TOUKA 3.2).

Cumnmomu Ha omHemMane npu NPexpamieane Ha neveHuemo

Tpabra na ce n364rBa BHE3AMHOTO CIIUpaHe Ha JiedeHHeTo. KoraTo ce mpeycTaHOBARA IEICHHETO C
ECLIMTANIONPaM, H C Lel [1a ce HaMallM PHCKa OT NOABATa Ha CUMITTOMH, XapaKTepHH NPH BHE3AMHO
cnipaHe Ha TepanMvATa, Ao3aTa TpAOBa Aa ce HaMaldBa MOCTENEHHO 3a IEPHOA OT NOHE €AHa A0 ABe
ceaxMHH (BX. Todkd 4.4 1 4.8). B ciiyqalt Ha Bb3HHKBaHE HA HEIPUEMIIHBH CHMITTOMH Clie]
HAMa/IsBaHe Ha J03aTa WiH NpeKbCBaHe Ha IedeHHETo, MoXe Ha Obae oOMuCneHo Bh30OHOBSBaHE Ha
npueMa. B nocneacTere, nexapat OM MoOrsi fa NPOoEBIIKH C IUIaBHO HaMallaBaHE HA 103aTa.

4.3 TlIpoTHBONMOKA3AHHANA

CBpBXYYBCTBHUTENHOCT KbM aKTUBHOTO BELIECTBO WM KbM HAKOE OT NMOMOILLHUTE BELLECTRA,
n36poenv B Togka 6.].

YenopegHo niedeHne ¢ HeceleKTHBHH, HeoOpaTHMy MOHOaMHHOOKCHa3HN HHXHOHTOpH (MAO-
HHXHOMTOPH) € NPOTHBOIOKA3aHO, ThH KaTO CBHLUICCTBYBA PHCK OT MOKBAa Ha CEPOTOHMHOB CHHAPOM,
H3Ipa3sABalll ce B TPEBOra, TPEMOP, XHnepTepMus 1 Ap. (BX. Touka 4.3).

KomOuHaiuyAaTa Ha ecuntanonpam ¢ oopatumn MAQO-A uEXHOHTOPH (Hanp. MOKI00EeMH) WK ©
obparmmua HecenekTHBeH MAQ-uHxHOUTOp NMuHE3ONH] € NPOTHBOMOKAa3aHa NopaJH PpHCK OT
Bb3HHKBAHE Ha CEPOTOHHHOB CHRAPOM (BX. To4ka 4.5).

Ecupranonpam e NpOTHBONOKa3aH 3a IEICHHE Ha NAUMEHTH ¢ JaHHU 3a yanbkeH QT-uHTepsan,
BKJTIOYHTENHO BPOJEH CHHAPOM Ha yabpkeH QT-uHrepsain.

ITpoTHRONOKA3aHO € MPWIOXKEHHETO Ha ECLIMTAJIONPAaM ¢ APYTH JIEKApCTBAa, 3a KOUTO € N3BECTHO, 49E
yaobmxasar QT-uHTepBana.

4.4 CoenHaIAH NpeIyNpeXKIAcARS H NPEANAIHA MePKH NPH yNnoTpeba

B cnegnute CJIIyUaH € HeOOXONHMO CreLlMTHO BHUMaHHUE BB BPB3Ka C IIPHIIAraHe€To Ha JICKApCTBCHH

NMPOAYKTH OT TepanesTHueH Kiac CenekTHBHH HuxnOnuropu Ha ObOpaTHoTO 3axBallaHe Ha
Cepotonuna (CHO3(0):

Ynompeba npu deya u ronowiu noo 18-200uwna ev3pacm

Ecofen He Tpa0Ba ga ce H3MOJI3Ba 34 NEYEHHE HA Aeua U IOHOLIHN noj | 8-roayiliHa Be3pacT.
CyunugHo nosefieHne (OINATH 3a caMoyOuHcTBO U CYWILIHIHYM MHCITH) U BpaXXAeOHOCT (arpecus,
OTIO3HLIMOHHO NOBESHHE H THABR) ca HaOmoaaBaH| MO~-4eCTO B KIIMHWYHH NMPOYYBaHHA 1IPH Actia U
IOHOLIH JIEKYBaHH C aHTHACNPECAHTH B CPABHEHHE C TE3X Ha NIEUEHHE ¢ I1aued0. AKO BHIIPEKH TOBA €
B3€TO PELICHHUE Aa C€ NPWIOKHM TaKaBa Tepanus, NauHeHTsT TpAdBa 1a 61bae MOHHTOPHpaH
BHAMATETHO 3a MOoABAaTa Ha CYHIMOHH CHMNTOMH. HAMa nanxu 3a 6e3onacHocTTa 1py Aclia ¥ YOHOLIH
MO OTHOIIEHNE TEXHUA PACTEX, PA3BHTHE, KOTHHTHBHH H [TOBEAEHYECKH IPOABH.

[Tapadoxcarna mpegoicHocm

[lpn HAKOW MaLMEeHTH ¢ MTAHHYECKO Pa3CTPOHCTBO MOXKE a C€ YBEMNYAT CUMIITTOMHTE Ha
Oe3mokofcTBO B HAYAIIOTO Ha JIEJEHHETO ¢ AHTHACNPECAHTH. a3u napalloKcaTHa peaKkL s
0OHMKHOBEHO OTINYMABA B DPAMKHMTE Ha IBe CEMHLMY OT NpOAL/DKABALIOTO NevueHue, Hucka Hananyua
1032 CE NPpenoprYBa, 3a Ja & HaMaJlM BEpOSTHOCTTA OT aHKCHOTeHeH edekT (BxK. Touka 4.2).

I'vpuose
JleuenneTo ¢ TO3H JIEKAPCTBEH NPOAYKT TpAOBa Ja Obae npeycTaHOBEHO, B CTyyail e NalHEHTDT
MOJAy4# I'bp4YOBE 3a MbPBHU BT WIH AKO HMa NOBHIICHA 4ECTOTa Ha rbpUoBe ([IpH MALMEHTH ©
npenxoHa auardosa 3a emanencus). [Ipunaranero Ha CHO3C mpu naumeHTH ¢ HecTabUn
ennnencus Tpabea a ce u3bArea, a IpH KOHTPONIMpaHa EMWIENCHA BHUMATEHO A3 ce M
Jleuennero TpaAdBa 1a ce NMPEYCTAHOBH, aKO Y€CTOTATA HA MPUCTBIINTE CE MTOBHILU.




Manus
[Mpunaranero va CHO3C 1psbBa Aa ce ocbllecTBABA C MOBHIIEHO BHUMAHHE [IPH MALHEHTH C
aHaMHe3a 3a MaHWA/XUTIOMaHMA ¥ 33 C¢ NMPEYCTAHOBH NMpHEMa, KoraTo NMalMeHTa Blie3e B MaHHifHa

¢asa.

[Tuabem
ITpn naupeHTH ¢ guaber, nedennero csc CHO3C Moxe Ja NOBITHAE TITHKEMHYIHHA KOHTPOM

(XMNOTJIMKEMHAA WM XHTIepriKeMus). Bb3MOKHO € [1a ce HanoXKH aganTHpaHe Ha 103aTa Ha
npuaaraHusa HHCYJIMH WHITH OpaNtHATE aHTHANabEeTHH CpeCTRa.

Camoybuticmgo/cyuyuOnu MUcaU Wil SROWABane Ha KNIUHUYHama KapmuHa

Henpecuara ce CBbpP3Ba C NOBUILIEH PUCK OT CYHUHAHH MUCIIH, CAMOHApaHABaHE H CaMOyOHHCTRO
(cbOMTHA, CEBp3aHH Che camoyOuitcTBO). TO3K PHCK CHILECTBYBA A0 MOKBATA Ha CTAOMIHA PEMHCHA.
Twit kaTo no NogoOpeHUe MOXKE Jia HE C€ CTHTHE Mpe3 MhPBUTE HAKONIKO CEIMHIIH OT JIEICHHETO,
MalLHeHTHTe TpAOBa 1a OBAaT MOHHTOPHPAHK BHUMATETHO OO TOA00pABaHe Ha ChCTOAHHETO. OT
KJIHHWYIHHAA OTTHT Ce 3HAae, 9€ PACKBT 0T caMOYOHACTBO MOXKe [1a HapacTHE B PaHHHUTE €TaMNH Ha
BBH3CTAHOBSBAHE.

Hpyry ICHXAYHA CBCTOAHMA, 3a KOKUTO ECLIHTANONpaM € HpeIicaH, MOTaT ChlIlo fa ObIar
AaCOLMMPAHH C TIOBHLIEH PHCK OT CYMUMAHHU edekTH. B ToNbIHEHHE, TE3H CHCTOAHNR MOTAT Ja ce
BJIOINAT ¢ TEXKKO ACMPECUBHO pa3CTPOACTRO. ChlyuTe NpeanasHi MEPKH, KaTo MPH NIEYECHHE Ha
NalHeHTH ¢ roIAMo JCMPEeCHBHO pa3CcTpoicTBo, TpAOBa OBbXAT B3EMaHU NMPEABH]I MTPH JIedeHHE Ha
NMalMeHTH, CTPaJallH OT APYFH NICHXHYHH pPa3CcTpOHCTBA.

[TauueHTN ¢ aHaMHe3a 34 CYHLMAHNA NEACTBHA WIH TAKWBA, KOUTO UMAT CYULIMOHH HaMEpEHHS fipeaH
JIEYeHHESTO Ca B MO-TOJIAM PHCK OT CYHUUAHH MUCIIA ATH CYHULIMAHN AeACTBHA U BBPXY TAX TpaORBa NIa
6bOe ynmpaXKHABaH BHHMATEJIEH KOHTPOJ NO BpeME Ha JieseHueTo. Mera aHanus Ha rutauebo—
KOHTPOJTUPAHN KIHHHUHH TIPOYYBAHUA Ha AaHTHACNPECAHTH BbPXY Bb3PacTHH NAUHEHTH CTpaJally OT
MCHXOTHYIHH pa3CTPOMCTRA Ca NOKA3aNN NOBHIIEH PUCK OT CYMLMIHO NOBEAEHHE B pe3ynTaT Ha
NpWiIarane Ha aHTHACTIPECAHTH B CPABHEHNE C 25-roJHIIHY NalMeHTH, MpUEMALIY TaLefo.
HeoOxoauMo e BHIMATEIHO HaAOOAeHHe Ha NAllMEeHTUTE W OCOOSHO Ha OHE3H, 3a KOWTO MMa BHCOK
pHcK, ocoOeHO B Ha4an0 HAa TEPANMUATA, KAKTO U [IPH NOCAeABallH IPOMEHH B [103aTa.

ITaupesTn (M X0pa, KOUTO CE rproKar 3a NauueHTH) TpabBa na 6bOaT MpeaynpeeHH OTHOCHO
HeoOXoAMMOCTTa OT HaOOIeHNEe 32 BCEKH NMPU3HAK Ha KIIWMHATHO RIIOLIABAHE, CYWIIMIHO MOBEACHHE
WK MUCIIH M HeoOwualiHi NpOMEHH B NOBEASHNETO U He3abaBHO 1A NOTLPCAT MEIMLMHCKA MOMOLI,
AKO C€ NMOABAT TAKHBA CHMIITOMH.

Axamuzun / nCUxXoMOmMopHO pascmpoucmeo

YnotpebaTta Ha CenekTHBHY HHXUOUTOPH Ha 0OpaTHOTO 3axXBalllaHe Ha CEPOTOHHHA H CeNeKTHBHH
WHXHOUTOPH Ha 00paTHOTO 3axeaiiave Ha HopaapenanuHa (CUO3C/CUO3H) ce acounupar ¢
pa3BUTHE Ha aKaTU3UA, XapaKTepu3Upallia ce Cb¢ CYOSKTHBHO HETIPHSATHO YYBCTBO UITH CHITHO
0e3MmoXeHCcTBO M HEOOXOOMMOCT OT YeCTO NBHASHHE CHIPOBOLCHO OT HEBB3IMOXKHOCT Ja CE CEAU HIU
CTOH HEeMOIBHXHO. CHINEeCcTBYBA M10-ro/1IAMa BEpPOSTHOCT TOBA [ C€ CIIY4YH Npe3 MbPBHTE HAKOIKO
ceaMuLH OT NeucHUeTo. [1pH nauneHTH ¢ TakUBa CUMNITOMH NOBHINABAHETO Ha J03aTa MOXKE Na
BNOUIH TAXHOTO CECTOSHUE,

Xunornampuemus

XUNOHATPHUEMHSA, BEPOATHO BL3HNKHANIA B PE3YNTAT HA HAPYLICHHE B CEKPEUMATA Ha aHTUIUYpPETHYEH
XOpMOH, € JoKagsana psagko npu ynorpebdara Ha CHO3C u ce npeogonssa ciel NMpexbhCBaHE Ha
TepanusaTa. HeobxXoauMo e NOBHINEHO BHIMAHHUE IPH PHCKOBYU MPYIH MALHEHTH, KaTO NAUWEHTH B
CTapyecKka Bb3pacT, UMPOTHYHH NMALUMEHTH WIH NAUHEHTH JIEKYBaHH YCNOPEHO C JIEKapCTBa, 3a KOUTO

CC 3HAC, € NPHYHHABAT XHINOHATPHCMHA.

Xemopazus



HoxmagBadH ca clTydad Ha aOHOPMHO KOXHO KbpPBEHE, KATO EKXHMO3a H IMypITypad, B CNEACTBHE Ha
neyenneto csc CHO3C, Heobxonumo € NOBULLICHO BHHMaHHe NPH NaLMEHTH NpHEMallin
eNHOBPEMEHHO NEPOPATHH AHTHKOATyJIaHTH, KAKTO B NIPH TaKMBa NAUMEHTH, KOUTO YNoTpedaBar
e THOBPEMEHHO JIEKAPCTBa, BANACIIM BEPXY GYHKUMATA Ha TpoMGouuTHTE (HAITP. ATHIHIHA
AHTHTICUXOTHIIY ¥ PEHOTHA3ZHHH, TOBEYETO TPHLUMKIMIHHA aHTHIETIPECAHTH, ALlETHICATHLIATIOBA
KWCETHHa M HECTEPOUIHH NMPOTHBOBB3NAIMTEHA CPeACTBa, TUKIIONUANH H JMNHPHUAAMOS) K NIPH
NALMEHTH CbC CKIOHHOCT KbM KbpBEHE.

EKT (erexmpoxonayicusna mepanus)
KnuHuusuaT onuT ¢ eqHospeMeHHo npunoxkeHue Ha CHO3C u EKT e orpanudeH. 3aTosa ce
ApPEeNopbYBa NMOBHIIEHO BHUMAHHE ITPH Naparnesiia Tepanus.

CepomoHuHO8 CUHOPOM

INpenopbuBa ce MOBHILEHO BHHMaHHE NPH €JHOBPEMEHHATA YI0Tpeda Ha JIEKAPCTBEHH NMPOIYKTH,
NPUTEXABAIIH CEPOTOHHHEPrHYHM ediekTH, TAKHBA KaTO CYMATPUITTAH WIH IPYTH TPHITTAHH,
TpaMaIoJ M TpUnTogaH.

B penkH ciyyau e JOKIANBAHO 3a CEPOTOHHHOB CHHAPOM NpH MalueHTH H3nonisamu CHUO3C
eIHOBPEMEHHO ChC CEPOTOHHHEPTUYHH JieKapCTBEHH NPoayKTH. KoMOMHauMA OT CHMIITOMH, KaTo
BB30yna, TPEMOP, MUOKJIOHWA U XHUINEpTEPMHUA MOTaT Aa ObaaT rokasaren 3a pa3sBHTHE Ha TaKOBa
cheTonHue. B Te3n ciyvwan TpaOsa HezabaBHO Aa ce npeycTaHoBH siedenneTo ¢se CHO3C n
CEPOTOHMHEPrHYHH NEKAPCTBEHN NPOAYKTH, KAKTO H Aa CE 3aM0THE CUMITTOMATHYHO JIEYEHHE.

Kvam kanmapuon
Ycnopennata ynotpeda Ha CUO3C u ¢puTonpenapaT ChbABPAKAIM KBJIT KAHTAPHOH MOXKE /13
YBENHYH PHCKA OT HeXXENAHMW peaknu (BXk. Touka 4.5).

Cumnmomu Ha OMHEMAHE NPU NPDEKPamA8axe Ha nevenuemo

CHMNTOMHWTE Ha OTHEMaHE MPH NpeyCTAaHOBABAHE HA JICYEHNETO €a YeCTH, 0CODEHD aKo
NpexbCBAaHETO CTAaBa BHE3AMHO (BX. To4yKa 4.8). B KMMHUYHNA MIPOYUBAHHA TE3N CUMITOMM Ca
AOKNAIBaHH NTpH NpHOM3UTENHO 25% OT NauMeHTHTE JIEKYBAaHH ¢ ecUHTATIONpaM ¥ mpH 15% ot
naleHTHTE MpHeManll Iauebo.

PUCKET OT Bh3HHKBAHE HA CUMIITOMH Ha OTHEMaHE MOXKE 113 3aBHCH OT PalInYHH (QaxToph,
BKTIOYATETHO OT MPOTBIDKATETHOCTTA U JO3UPOBKATA IPH TEparnuATa, KaKTO H 0T CTENeHTa Ha
pedyliMpaHe Ha J03ara. 3aMagHOCT, CEHI0PHU HApYLOCHHA (BKIIOYHTEIHO NapecTeinsd H
eJIEXTPOLIOKOBH YCELUaHns), HapyleHUA Ha CbHA ( BKITIOYHTETHO HHCOMHHUA H WHTEH3INBHH CHHULIA),
8B30y1a unn 6e3nokoicTBo, Hay3ea WY NOBPBILAHE, TPEMOP, 0OBPKAHOCT, IIOTEHE, T11aBO0ONHE,
AUApHA, MAJIMATAINH, EMOIMOHATHA HecTaDWITHOCT, pa3Apa3sHHTENIHOCT H BH3YAITHH HapyieHNA ca
Hali-4ecTo JOKITAXBRHHTE HEXKETAHH peakid. Te3n CHMIITOMH ¢ca 0OMKHOBEHO JIEKH 0 YMEPCHO
TEXXKH, BCE IaK NMPH HAKOH NalHeHTH Te MOTraT Oa Ob&aT TeXKKH.

OOUKHOBEHO TE€3H CHMITTOMH BE3HHKBAT Npe3 MbPBHTE HAKOJIKO [IHH OT NPEKBCBAHE HA JICUCHHETO,
HO CHINECTBYBAT MHOIO PAAKO AOKIAABAHH CITyHaH HA TAKHBA CHMITTOMH IIPH MALMEHTH, KOHTO
HEYMULIJICHO ¢a NPOITyCHaJY J03a.

Te3n cUMITTOMH OOMKHOBEHO ¢a WHAWBHIYAJTHH 33 OTACITHUTE MAIMSHTH U OTINYMSBAT B paMKHTE HA
2 ceIMHILIM, a ITPH OPYTH NallMeHTH 3a 2—3 Mecena W nosede. Ilopaau ToBa ce npenopb4Ba
NpeycTAHOBABAHE Ha JIGYCHHETO C ECLHUTANIONPaM 1a ce U3BLPLIBA MOCTENMEHHO 3a NEPHOA OT HAKOMKO
CEOMHLIM KITH MECEUa B 3aBUCAMOCT OT HYXKAHTE Ha MAalUneHTa ( BX. Touka 4.2).

Koponapna bonecm Ha cvpyemo
[Topanu orpaHHYeHUA KIIHHHYEH OIHT, C€ MPEnopbusa MOBUINEHO BHUMAHNE NPH NALHEHTH ¢
KopoHapHa 00oniecT Ha cbplieTo (BXK. To4Ka 5.3).
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MHOKapaa, GpagHapUTMAA WIH NaLHEHTH, Tpeapa3nonokeHd KbM XHITOKATHEMHSA WITH
XUNoMarHesnemMus B pe3yaTaT ot apyro 3adosisBaHe, UMK aKO €THOBPEMEHHO MpUEMAT OpyTH
NEeKapcTha.

Ecuuranonpam e ¢cBb3BaH ¢ 1030-3aBHCHUMO yBesindasade Ha QT-unTteprana (Bk. Touka 4.3).

Jlakmosza

To3u nexapcTBeH NMPOOYKT CHABPXKA JIaKT03a, KaTO NOMOLIHO BEIIECTBO, H MALHEHTH € pEOKH
Hac/IeACTBEHH NpoONeMH Ha FATaKTO3HA HEMOHOCKMMOCT, Lapp-akTa3eH ZedUUHT WK IIoK030-
ranakToiHa Manabcopbuua He TpabBa Aa npueMar TOBA JIEKapCTBO.

3axkpumovzuana CRAYKOMa

SSRI, BKMOYHTETHO SCLMTANONPaM MOraT [a OKa)KaT RIWIHUE BbpPXY paiMepa Ha 3€HH1aTa, BOACIIO
no MuApHasa. 103 MUAHATPHYEH eeKT MMa TTOTEHLIMAT Ja CTECHABA OMHHR IR, KOETO BOAM 110
[MOBHIICHO BHUMAaHHE NTPH NMALHEHTH CbC 3aKPHTOLIBIIHA FTayKOMa, HITH aHAMHE3a 32 TTIaykKoMa.

Cexcyanna oucgynxyus

CenexkTHBHATE HHXHOUTOPH Ha 00paTHOTO 3axBalllaHe Ha cepoToHHHA (SSRIS) MoraT ga NpHYHHAT
CHMITTOMH Ha cexcyanHa nuchyskuua (Bk. Touka 4.8). Uma cboOlleHna 3a Npoaw/hKHTENHA
ceKCyanHa TUCQYHKLMA, NPH KOATO CHMITTOMHTE HPOXLHKABAT BRITPEKH MPEKECBAHETO Ha NpHEMa Ha
SSRIs.

4.5. BianMoelicTBHE ¢ IPYIH JEeKAPCTBERH NPOAYKTH H APYTH GOopMH HA B3aHEMOACHCTEHE

(dapmakoIHHAMHYHA BIaHMOdeHCTRAS

[TpoTuBONOKa3aHU KOMOHHALIHH

Heobpamumu necenexmusru MAO-unxubumopu

Ciyuas Ha CepHO3HH HeXXeNaHM peakLMH ca AoKIaABaHH [IpH nauneHTH, npuemMauiy CHO3C B
kKOMOMHaMA ¢ HecenekTHBeH MAO-AXHONTOp H NpH NMALMEHTH, KOWTO HACKOpOo ca TIPeyCTaHOBHUITH
npreMa Ha CHO3C u ca zanognanu neueHne ¢ MAO-uHxnbutopH (BX. Touka 4.8). B HAKoH OT
CIydanTe MalHeHTHT € pa3BUN CepOTOHNHOB CHUHAPOM (BX. TouKa 4.8).

EcuuranonpaM e MpOTHBONOKAa3aH B KOMOHHALKA ¢ HeceneKTUBHN MAO-nuxubuTOpH. Jledennerto ¢
ecCLIUTANIOMpaM Moke Aa Obae 3ano9raaTo 14 aHM ciel MpeycTaHOBABAHE HA NICUEHHETO ¢ HEOOpPaTHMH
MAQO-unxubutopn. Haii-manko 7 Anu TpAbGRa Aa MUHAT clief] CMTUpPaHe Ha JICYEHHETO C ECLIMTANIONpaM
npen 1a ce 3afnoYHe JieHeHHe ¢ HeceneKTHBHU MA Q-HuxuduToph.

Obpamumu, cerexmusiu MAO-A-unxubumopu (Moxnocbemuo)

[Topank ChilleCTBYBALll PUCK OT CEPOTOHHHOB CHHAPOM, KOMOHHALMATA Ha ecuHTanonpaM ¢ MAO-A-
MHXHOUTOP € NPOTHBROMNOKa3aHa (B, Touka 4.3). Ako KoMOMHaLUHATA € 10Ka3aHO HEoDX0aHMMa,
nedewueTo TpA6Ba 1a 3anovuHe ¢ MWHMMAIHATA MpenopbhYBara 103a, KaKTo M J1a Ce 3aCHITH
MEINLIMHCKHA KOHTPOJI.

Obpamumu, necenexmugru MAQO-unxubumopu (1une3onuc)

AHTHOMOTHKBT JTHHE30JTHI € 06paTuM HecenexrubeH MAQO-uaxubutop u ve TpabBa ga 6noe
MpHIaraHd Ha MalKMEHTH, IeKYBaHH ¢ ecLMTANIoONpaM. AKO KOMOMHALIMATA € fOKa3aHo HeoOX0IHMa,
neueHneTo TpAORA [a 3aMouHE C MUHUMANHATA NPENopbyaHa 11034 10 CTPOT MEAHLUHHCKHA KORTPOJT
(BX. TOuka 4.3).

Heobpamumu, cenexmusnu MAQO-B-unxubumopu (cenecunun)
B xoMOuHauHA cbe cenerwnul (HeoOpatumM MAO-B-HHXHOWTOpP) ce Hanara roBHIICHO BHAMaHHWe, .
Mopagy ChLUECTBYBALl PHCK OT CepOTOHMHOB cHHApoM. [o3n ao 10 mg/nex cenerunuu ca np
Oe3onacHO B KOMOHHALMA C palIcMUICH LMTANIOMpaM.

KoMOuHal|H, H3NCKBAIA NOBUILEHO BHUMAHNE NPH ynoTpeba:




CepomonuHepeusHU AeKapcmeen npooykmu
EnHOBpeMEHHOTO MPHIOKEHHE CbC CEPOTOHHHEPTMYHH JIEKapCTBEHH NPOAYKTH (Harnp. TpaMazion,
CYMaTpHITTaH ¥ JPYTH TPUITTaHH) MOXe Oa AoBede 10 CEPOTOHHHOB CHHAPOM.

Jexapcmeenu npodyxmu, ROHUNCABAUIYU 2bPUOBUR NPAZ

CHUO3C Moxe na noHMXaT repuoBHs npar. Heobxoaumo e BHIMaHHe NpH eNHOBPEMEHHO NpHIIaraHe
C JIEKApCTBEHH MPOAYKTH, KOUTO UMAT CBOHCTBOTO A MOHKABAT I'bpYOBHSA Npar (Harp.
aHTHAenpecaHTn (TpuuMKmHn autrgenpecantd, CHO3C), vesponentius (peHoTHa3INHA,
THOKCAHTEHH U 6yTHpodeHOHH), MedNIoXuH, OynponnoH U TpaMaaon).

JTumuii, mpunmodghan

Jloxnagsaru ca cydad Ha MoTeHUHHpaHe Ha edekTute, korato CHO3C ca 6unu ynotpebspanu
3aeJHO C JIATHI Wik TpunTodax, Mopany Ta3d NpHUYKHHA enHoBpeMeHHoTo npunarane Ha CHO3C ¢
Te3W JICKapCTBEHH MPOAYKTH TpAOBaA Aa ce NpeXnpHeMa BHIMATENHO.

Koam kanmapuox
Ycnopennara ynorpeba Ha CHO3C n dutonpenapaTi, cbabprkaliy bt XaHTaproH (Hypericum
perforatum) Moxxe 1a YBEITUYH PACKA OT HEXXENTaH! pPeakLUH (BX. TouKa 4.4).

ITepopannu anmuxoazyranmu u Hecmepoudrnu npomugogvanaiumennu cpeocmea (HCIIBC)
AHTHKOAryJJaHTHUAT ePEKT Ha NEPOPATTHUTE AHTHKOAryJIaHTH MOXE [a C€ NPOMEHH NPH
xoMOHHHpaHe ¢ ecuuTatonpaM. Heobxoaum e BHIMaTeNEH KoaryJTallHOHEH MOHHTOPHHT Ha
MALHEHTHTE, NIPUEMALIH NEPOPANTHY AHTHKOAry/IAHTH, KOraTo JIEYEHHETO ¢ eCUMTAIONpaM 3aMo9Ba
wiH cniupa (Bk. Touka 4.4). ExnospemennoTo npunoxkenne Ha HCIIBC mMoxe ga yeennam
CKJIOHHOCTTa KbM KbpBEHE {BXK. Touka 4.4).

Aaxoxon

He ce ouakBaT ¢hapMakoguHaAMHYHHA WIH (AapMAKOKHHETUYHH B3aWMOIEHCTRHA MEXIy eCLMTaIonpam
u alkoxoh. Bee nak, KakTo NpH ApyryuTe aHTHIICHXOTHYHH NIEKApCTBEHH NPOOYKTH, HE Ce€ Npenopbusa
KOMOMWHALIMATA ¢ ATKOXOJT.

Jlexapcmeenu npodykmu, npedu3BuKeauiu X unOKAIUEMU/XUNnOMazHe3ueMus

Heo0xoaMMo € NoBALIEHO BHUMAHME TNIPY €JHOBpEMEHEHHaTa yroTpeda ¢ nekapcTBEHH NMpoadyKTH,
HHIYIHpAIIH XHIIOKAJTHEMHA/ XATIOMarHeIneMus, T KaTo TE3W CLCTOAHHS MOBHINABAT PHCKA OT
30KAYECTBEHH apUTMHU (BX. To4dKa 4.4.)

POapMakoKHHETHYHH B3AAMOAeACTRHSA

Brusnue na opyeu nexapcmeenu npodykmu 8vbpxy (PApMAaKoKuHemuxama Ha ecyumanonpam
MeTtabonn3MbT Ha ecurTanonpam ce Meaunpa rnasHo ot CYP2C19. CYP3A4 u CYP2D6 cnio Moxe
[a B3€MAT yJacTre B MeTaboM3mMa, HO B [I0-MaTka cTeneH. MeTabomM3MbT Ha OCHOBHHS METabONIHT
S-DCT (neMeTmnupad eCUMTANONPaM ) BEPOATHO YaCTHIHO ce KaTtainuiupa ot CYP2D6.

EnQHOBpEeMeHHOTO NMPHIIOKEHNE Ha ecUMTanonpaM 1 omenpasosn 30 mg seansxk aHesHo (CYP2C19-
HHXHOUTOP) Bogu o cpefHo (npubimsntenHo 50%) nmosninaBaHe Ha MTa3MEHaTa KOHLEHTPALHS Ha

CCLUHTATOITpAaM.

EnHoBpeMeHHOTO NpuAoXeHHe Ha ecLMTanonpam ¢ uuMeTuauH 400 mg nsa mbTH AHEBHO (SH3IHMEH
HHXHOUTOP ChC CpelieH MOTEHIMA) BOAU Ao cpelHo (mpubmusuTenHo 70%) nopHImasaHe Ha
[U1a3MeHaTa KOHLUEHTPAUHNA Ha ECLUMTAOMpaM.

HHXHOUTOPH (Harp. oMenpa3ol, esoMenpaso, (TyBOKCAMIH, JIAH30ITPa3oi, THKIIOMHIVH)
uMMeTHIMH. MoXe ga ce HanoXU HaMalIfBaHe Ha J03aTa Ha eCLUTanonpaM Bh3 OCHOBA H
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Brusnue na ecyumaionpam evbpxy hapMakoKuHemuxama Ha opyzu 1exapcmeenu npooykmu
Ecunranonpam € naxuburtop Ha ensuma CYP2D6. BunmarenHo tpabsa na ce noaxoxna, korato
ECLIMTANTOTIPAM ¢ TIPHIAra ¢ JHOBPEMEHHO C JIEKApCTBEHH MPOXYKTH, KOHTO ce MeTabOJTM3NpAT rIIaBHO
OT TO3M €H3NM W KOHMTO MMAT TeCeH TepaleBTHIEH WHIEKC, Hanp. (pICKanHA], PONadeHOH H
MeTOMposion (3a JieueHHe Ha ChpAeyYHa HEROCTATBUHOCT ), MM HAKOH AeiceTBamn BupXy LTHC
NIEKapCTBEHHN NMPOIYKTH, KOHTO ce MeTabonusupar rinasHo oT CYP2D6, Hanp. aHTHAENPECAHTH KaToO
Ae3UTIPaM¥H, KIOMHIIPAMHAH ¥ HOPTPUNTHIHH WIH aHTHIICHXOTHLH KaTo PHCIIEPHUAOH, THOPHAA3HH H
xanonepuaon. B Te3n cnyvan MoXKe Ja Ce HaJI0KH afanTHpaHe Ha JO3aTa.

EnnospeMeHHaTa yroTpeda ¢ Je3UnpaMHH WIH METOMPOIION BoAH Ho ABOHHO yBeIMYaBaHe Ha
nna3MeHnTe HUBa Ha Te3u ABa CYP2D6-cyOctpara. /n vitro npoyusaHHs ca Nokasany, qe
ecUMTATIONpaM MOXKe Aa qoseae U 0o cinabo naxudbupane Ha CYP2C19. BuumartenHo tpsadea na ce

NoaXoXxaa ApH €JHOBPEMEHHO NpWIaraHe Ha JEKapCTBEHH NMPOMYKTH, KOUTO C€ METaDONH3HpAT OT
CYP2C19.

4.6 @epTRanTeT, BPEeMEAHOCT H KLPMEHeE

bpemennocm

Hanrmauarta wHgopMaiis 3a IIpHEM Ha SCLUTAIIONPAM 10 BpEME Ha OpeMEeHHOCT € HEAOCTATBYHA.
IIpoBeneHUTE MPOYUBAHUA 110 OTHOLIEHME PEMPOTYKTHBHATA TOKCHIHOCT HA €CLMTANONPAM BbPXY
IUTbXOBE ¢a M0Ka3aNnH eMOPHOTOKCHYHM epeKTH, HO HE M [IOBHIIEH Opoil HHUMIEHTH C MandopMaLns
(BK. TOuKa 5.3).

Ecoben He Tpa0Ba Aa ce W3noJ3ea no BpeMe Ha OpeMEHHOCT, OCBEH NpH KaTeropHyHa HeoOXoanMocT
W clled BHHMATENHA NpeleHKa Ha ChOTHOILIEHHETO PHCK/ToNn3a.

HoBsoponewwte TpsbBa 1a ce Habmogaear, B clTydai 4e Malikarta € ynoTpebssana Ecoben B no-
KBCHHTE eTanH Ha OpeMEeHHOCTTa ¥ 0coBeHO B TpeTHA TpHMeCTsP. BHe3anHo cnupane npvema Ha
Ecoben tpsa6pa na ce n3bdarea no speme Ha OpeMEHHOCT.

[Tpn ynorpe6a Ha CHO3C/CHO3H ot MmaiikaTa B KbCHATE €TAlIN Ha OpEMEHHOCTTA Y HOBOPOAEHOTO
MOTAT [ia CE TIOABAT CICAHATE CHMITTOMH: PECTIHPATOPHH MpoOnemMy, LIHaHo3a, afHea, PUCTHITH,
TEMIIEpaTypHa HECTAOUITHOCT, NPoOIIeMN ¢ XpaHEHETO, NOBPBIUAHE, XUITOTITUKEMHA, XHIIEPTOHHA,
XHTIOTOHWA, XHINeppedNeKcHd, TpeMop, YIUTaxa, pa3apasHUTEITHOCT, JIETAprus, NOCTOSHEH TUaY,
CBHJIMBOCT M TPYOHO 3acluBaie. Te3n CHMITTOMH MOTaT [a c€ JRIKAT Ha CEpOTOHHHEPIrHUHHTE
e(eKTH WM Ha IPEKbCBAHE Ha JIEYEHUETO. B noBeweTo cimyean yCNoXXKHEHUATA 321I0YBAT BEAHAra Win
CKOPO (<24 yaca) c/ien paXKIaaHeTo.

Bb2 ocHOBa Ha JaHHH OT €NMHIEMHONIOTHIHH MPOYYBAHUA ce CUHTa, 9e ynoTtpebara na CHO3C no
BpeMe Ha OpeMeHHOCT, 0co0eHO MpH KbCHA OPEMEHHOCT, MOXKE [1a YBeJIMYH PHCKa OT NMEPCHCTERTHA
OenonpoOHa xuneprouna npu HoeopoacHoto (PPHN). Habmonasauuat puck e Oun mpubnusuTento
5 cywas Ha 1 000 6pemenHoctn. B obmaTa nomynauus ce Habmoaasat 1 go 2 cimyuas Ha PPHN nHa
1 000 6peMeHHOCTH.

Kvpmene
Oyvaxkpa ce eCIUTANONPaM Ja ce eKCKpeTHpa B MaifunHoTO Mnsxo. Ilopanu ToBa, He ce nNpenoprysa
KBPMEHE MO BpeME Ha JICUCHHE.

4.7 EdexTtn BbpXy cnocobHocTTa 32 MogHpaHe A paboTa ¢ MAIIAHH

BLITpeKH ue eCLUNTANIONPAM HE € NoKa3all BIUAHNE BBPXY HHTEICKTYATHATA HITH NICHXOMOTOpHATa
¢pyHKLMH, TpsaOBa Na ce UMa NMpeNBHI, Y€ BCEKH NICUXOAKTHREH NPOAYKT MOKE Oa MOBIUIAe

npeneHkarTa 1 yMeHuaTa. [launentute TpaOBa na 6baaT npeAynpekaaBaHH 3a MOTEHUMANHA OIL
ynoTpebaTa Ha ecCLMTanonpaM I1a NOBJIMSE Ha TAXHATA CTIOCOOHOCT Ja WwodupaT Win ga pad
MAaLIHHH.




4.8 Hexenann NeKapcTBeHH peaknny

HexenaHuTe IEKAPCTBEHH PEaKilMK Ce CpelliaT Hak-4ecTo M0 BpeMeE Ha TbpBaTa WIH BTOPATa ceaMuLa
OT JICIEHHETO H OOHKHOBEHO OTIIYMSABAT KATO WHTEH3UTET M YECTOTA C MPOAB/DKABAHE HA JICUEHHETO.

Hesxenauure nekapcreeHu peakuun w3secThy 3a CHO3C ca noknansaHy Cbllo H 338 €CLHTAIONPAM
KAKTO B 1ale00-KOHTPONHPaHH KJIHHHYHH [IPOYYBaHHsA, TAKA H B CIIOHTAHHH MTOCTMapKETHHI OBH
IOK/IAMH M Ca MOXA3aHH MO-JA0JTy MO CHCTEMHO-OPTraHHH KJTACOBE W 9ECTOTA.

YecToTUTE Ca B3ETH OT KJIMHHYHH NPOYYBaHMA; T¢ HE ca IuTauebo-kopHrapany. HecToTHTeHTE Ca
neuHHpaHH kato: MHoro Yectr (>1/10); gectn (>1/100 mo <1/10); weuectv (>1/1 000 1o <1/100);
peaku (>1/10 000 oo <1/1 000); muoro penku (<1/10 000); ¢ Hew3BecTHa TecTOTa (OT HATHYHHTE
OAaHHH He MoXe Ja Ob/e HanpaBeHa OLUCHKa).

CHcTeMO-0pranfn KJIACoBE

YecToTa

Hexenan edext

Hapymenns Ha KpBLBTa 1 TAMGHATA
CHCTEMA

C HeM3BeCTHA 9E€CTOTA

TpomboumuToneHus

Hapyinenusi HA HMYHHATa CHCTEMa

Penoxn

AHadUNaKTUYHA peaKLIns

HapymeHns Ha eHIOKpWHHATA
CHCTEMA

C HeH3BeCcTHa JecToTa

HeanexBaTHa CeKpelHA Ha
AHTHAHYPETHMHHA XOPMOH

HapymeHus Ha MeTabomiMa H
XPaHEHETO

YectH HamaneH aneTuT, yBeIHdeH
aneTHT
HegectH [loHMKEeHO TeeCHO TEro

C Heu3zBeCTHA YeCTOTA

X UNOHATPHEMHUS, AHOPEKCHA

[IcuxyaHK HapyLIeHHs

YectH

TpeBoxHocT, O€3IOKORCTBO,
aOHOpMHM CHHHLIA

A eHr U MBKe: HaMalleHo JTHOHIO
AeHn: aHOprasMus

Heuectn Bpykcuibm, akHMTauus,
HEPBHOCT, TAHNYECKH TIPHCTBI,
00BpKaHOCT

Penku Arpecus, nenepcoHann3anys,
XATHIIHHALHH

C HeM3BECTHA YeCTOTAa

MaHus, CYULIMOHN MHCITH,
CYWLMIHO MOBERCHHE’

HapymeHna Ha HEpBHaTa CHCTEMa

Hectn HHcoMHWA, COMHOJIGHTHOCT,
3aMasHOCT, MAPECTE3Us, TPEMOP
HeuecTH BkycoBH HapyLIEHHA,
HapYILE€HHs1 Ha CbHA, CHHKOT
Penky CepoTOHHHOB CHHIAPOM

C HeM3BeCTHa JEeCTOTA

JINCKHHE3NA, IBHFATEITHH
HapYIIEHHS, KOHBYJICHH

Hapymenus Ha ouHTe HeuecTH Muapuasa, 3pHTEITHH HApYITEHUSA
HapylueHns Ha YXOTO H TaOHPHHTA HeuecTH TuHuTYC
CopHedHH HapyHIeHHs HeuectH Taxuxkapaus

Penxy bpannkapaus

C "HeussecTHa yectoTa | BeHTpUKyapHa apHTMHA,

BKIKOUHTENHO Torsades de
pointes, eNEKTpoOKapaAHOrpama c
yasbkeH QT-HHTepBaL.

CobI0BH HapyLUEHHA

 HeH3BeCTHa 9ecTOoTa

OPTOCT&TH'-IHH XHNNIOTOHNA

PecnupaTopHH, TPbIHA K Yectn CHHY3HT, TIpO3sBaHe
MEIHaCTHHAHH HapyIneHH s Heuectu Enuctakciue i
CTOMalLHO-UYPEBHN HAPYLICHHUS MHoro yecTH | Cagene 2! IR
YecTw J{napus, 3aftek, NOBPbIY R
CYXOTa B ycTaTa T



HeuecTu CroMalllHO-YPEBHH XE€MOparuu
(BKIIHOYHTEITHO PEeKTATHA
P XeMoparus)
Xenaro - OIMapHH HaApYIUEHNS C HeM3BecTHa YecToTa | XenaTT
Hapymenns Ha koxata ¥ nokokHara | Hectn YBEIUUEHO NTOTEHE
TbKaH HegecTn YpTuxapus, anoneuus, o6pus,
npypuryc
| C Hen3BeCcTHA 4€CTOTa | EKCXMMO3a, aHTHOEdEM
Hapymenus Ha MycKyniHo-ckenetnata | HecrtH ApTpanrus, MUANras
CHCTEMA H ChEIMHHUTEIIHATA THKAH
Hapyienus Ha 6v0pennte n C Heu3BecTHa yecTtoTa | PeTenums Ha ypHHaTa
MHUKOYHHUTE ITHTHUILA
Hapymennsa Ha Be3NMpoH3BOAMTEHATE | HecTH Muxke: eaKynauMOHHH TpodneMu,
CHCTEMA M I'bpOATA UMITOTEHTHOCT
Heuectn Xenn: MeTpoparus, MEHOparus
C Heu3recTHa 9ecToTa | MuXe: MpHaNMH3bBM, rajlakTopes
O6my HapyieHnA H eheKTH Ha YectH YMopa, MHpeKcHs
MSICTOTO Ha NPHIIOKEHHE Heuectn Enem
Hicnenpanug Yecth [ToBHIOEHO TENIECHO TErJIOTO
Hegectn [ToHIKEHO TENECHO TETNIOTO
C Hen3BeCTHA YecToTa | ADHOPMHH pEe3ynTaTHTE OT
qepHOAPODHHTE TECTORE

' Tean cuOMTHA ca OWTH JOKTaABAaHH 33 TepaneBTHIHAA Kkiac Ha CHUO3C.
2 CnyqauTe Ha CYHIMIHH HAMEPEHHA H CYHIMIHO TTOBEAEHHUE Ca NOKNANBaHH 110 BpEME Ha Teparnus ¢
eCUMTAJIONpPaM WK HENOCPEACTBEHO CNel NPEeyCTaHOBABAHE HA JIeYeHHETO (BX. Touka 4.4).

Cnywau Ka yabkaBane Ha QT-uHTepBasa ca JOKIaABaHH MO BpEME HA MOCTMAPKETHHTOBHUS NIEpHOL,
NpeAMMHO NPH NalMEHTH ¢ NMPEMIECTBALO chpAedHo 3a0omiBate. B ApoliHo cnsmo nauedo
koHTponupano EKI" npoyusaHe npn 3ApaBH HHAHBHIM, MPOMAHATA OT H3X0AHOTO HMBO Ha QT ¢
(Friderica-xopexuns) € 6mn 4,3 msec npu go3a 10 mg/nex u 10,7 msec npu no3sa 30 mg/nex.

EnnaeMyuosoTHYHA MPOYYBaHUA, MPOBEXIAHH ITIABHO IPH NMMALMEHTH HA NETASCETTOANITHA BB3pacT
WM NO-BB3PACTHH, MOKA3BAT YBEIHYEH PUCK OT KOCTHH (PaKTypH [IPH MALHEHTH, KOUTO NIPHEMAT
CHO3C u TpunmknnduHA autiaenpecaHtd (TCA). He ca u3BeCTHH MEXAHH3IMHUTE, KOMTO BOJAT O
TO3H PHCK.

CHMINTOMM Ha OTHEMAHE MDY CNUPAHE Ha JIEYEHHETO
IMpeycTaHogsasane Ha neueHneto cx¢ CHO3C/CHO3H (ocobero, KoraTo CNHpaHETO € BHE3AIHO)

0GUKHOBEHO BOJIH 10 CHMITOMM Ha oTHemaHe. Hali-uecTo e ¢cpoOIIaBano 3a: 3aMasgHOCT, CEH30pHH
HapyeH!s (BKITOUKMTENHO NMapecTe3nsa ¥ eNeKTPOLIOKOBH YCEINaHUA), HapYWIeHWS B ChHS
(BIUTIOYHMTE/IHO HHCOMHHS ¥ MHTEH3HBHH ChHHUILA), DKUTALUHSA HIH TPEBOXKHOCT, raneHe 1/ Win
NoBpEIIAHE, TpeMop, 00BPKaHOCT, NOTEHE, rnasobome, AMapuA, NATIHTALNH, EMOLMOHATHA
HeCTaOWIHOCT, pa3Ipa3HUTENHOCT ¥ BU3yaTHU HapymeHHd. OOHKHOBEHO TE3W CHOMTHA ca cabwm 10
YMEPEHO TEXKH U ¢a HHAMBHIYAITHH, HO [IPH HAKOH TAIIMEHTH TE MOTaT [a MPOTHYAT TEXKO W/ HITH
NPOAB/DKATENHO. 3aTOBA CE NpENopbYBa, KOraTo HY»KAAaTa OT JICHEHHE C ECLIUTANIONpaM OTNaHE,
CITHPAHETO HA JIEUEHHETO A Ce OCBILECTBABA NOCTENEHHO (BX. TOUKH 4.2 n 4.4).

Crobmasane Ha NMOJO3IUPAHU HEXENaHH PEeaKLINH

CrobiaBareTo Ha NOIO3MPaHH HEXENaHU peakLuy ciell paspeliasade 3a ynotpedba Ha nekapcTBeHHA
MPOAYKT € BAXKHO. ToBa N03BOMABA 2 MPOTBIDKYM HaOMOAEHUETO HA ChOTHOLICHHETO TTOMN3a/PHCK 32
JIEKapcTBEHMA MPOAYKT. HekemaHuTe peakunyn Moxke 1a 6p1aT ChobIlEHH IUPEKTHO dpes:

(o r Ih.
M3meNHUTENIHA areHUAA 110 JIEKapcTBAaTa ?ﬁff.i!’fi*ﬁ-ﬁ
yn. , Jlaman Ipyes Ne 8 | hﬁ{ A

:.i- TR
l 303 CD(b“H, [ ‘%;_ : ‘I""'ﬁ*h:"; ;; ,'1*' E
. I : E
R SN
IR




Ten.: +359 2 8903417
en. nowa: bda@bda.bg
yebcaiiT: www.bda.bg

4.9. Tlpenoimpane

ToxkcAYHOCT

KITHHHaaEUAT OITMT IPH NpeNo3HpaHe ¢ ECUNTANIONPAM € OFpaHWdeH H MHOT'O OT CITy9auTe BIIIIOYBAT
eHOBPEMEHHO NpPeIO3UPaHE ¢ ApYTH NiekapcTra. B nosedeTo ciiyyau ce qoknaasar cnabu CHMITTOMH
WIH JINMCA Ha TakHBa. PaTamHn cyyan Ha CaMOCTOATENHO NIpeao3npaHe ¢ €CLUHTANoNpam ca
NOKJIAJBAaHH PAAKO, MHOTC OT CydadTe BIUTIOYBAT e{HOBPEMEHHO MPENO3HpaHe C IPYTH JICKapCTRA.
[MTpuemanu ca go3u ot 400 mg o 800 mg ecunranonpam Oe3 4a ce MPOABAT TEKKH CHMITTOMHL.

CEamMnToMnA

HoknaasaHuTe CHMITTOMH NIPH NpeIo3WpaHe ¢ ECLIUTAIONPAM Ca O OTHOWIEHHE [MTaBHO Ha
LIEHTPATHATa HEPBHA CHCTEMA (3aMafAHOCT, TPEMOP, AXKHTALMA, PEAKH CTy4YaH Ha CEpOTOHHHOB
CHH/IPOM, KOHBYJICHH ¥ KOMa), racTpo - HHTECTAHAIHaTa CHcTeMa (Hay3ea / IOBpbIIaHe) U ChPACTHO-
ChIOBA CUCTEMa (XUIIOTOHWA, TAXUKApausd, yabmkasaHe Ha QT -uHTepBana U apuTMHA), U Dananca Ha
eNneKTPONUTH ¥ QUIyHAH (XHIOKATHEMHA, XUITOHATPHEMHA).

Jleuenne

He cbiiecTByBa cnieuguyeH aHtTuaot. Heobxoaumo € Bp3CTaHOBABAHE H MOAABPXKAHE
MPOXOAUMOCTTA Ha BE3QYIODHUTE MHTHINA. BB3MOXHO € 12 ¢€ MPUCTBITH KEM CTOMAINHA MMPOMUEBKA H
W3IOT3BAHE Ha AXTHBeH BhrieH. CToMalHaTa MpoMUBKa TpaOaa na 6be ochbIIecTBEHA Bh3MOKHO
Hali-CKOpO cnejl NMepopanHoTo npuioxeHue. [Ipenoppuba c€ MOHUTOPHHT Ha CHPACIHNTE U
)XH3HEHHTE NMOKa3aTeNH, CHIIPOBOIEH OT OCHOBHUTE CHMITTOMATHYHH NOAABPKALUA MEPKH.

5. ©OAPMAKOJIOTHUYHHU CBONCTBA

5.1 d@apMakoIHAIMHEYHA CBOHCTBA
dapmakoTepaneBTHIHA rpyna; AHTHACNpecanTh, CelleKTHBHA MHXHOHTOPH Ha 00PaTHOTQ 3aXBalllaHe

Ha CEPOTOHHHA
ATC xon: NO6AB10

MexaRrnaIbM HA JeACTBAE

EcuutanonpaM € celeKTHBEH HHXHOUTOP Ha 00paTHOTO 3axballiaHe Ha cepoToHuHa (3-HT) ¢ BrCOK
aQ)HHUTET KbM ITBPBHYHOTO MACTO Ha CBbp3BaHE. TOH ce CBBP3BA C ANIOCTEPUIHOTO MACTO HA
cepOTOHHHOBMA TpeHocHTen, Ho ¢ 1 000 mbTH Mo-HUCBK adHHUTET.

EcuutanonpaM HAMa WK HMa cnalb agHMHHUTET KbM pEAMLA PELUECNTTOPH, BKMOYHTENHO 5-HTia, 5-HT>,
DA D, u D; peuentopn, a-, az-, B-anpeHopenentopy, XucramuHosute Hi—peuenropy,
MYCKApWHOBHTE XOJIMHEPTHYHH, OCH30HA3CITHHOBHTE H OMMMONOHNTE PELETITOPH.

HuxubupaneTo Ha o0paTHoTO 2axBainade Ha 5-HT e equHCTBeHHAT NpasaonosodeH MexaHU3bM Ha
neficTeme, KOHTO 0GACHABA (apMAKOIOrMUHHTE ¥ KITMHHYHHUTE eQEeKTH Ha eCLUTANIONPaM.

Kaana4uHa epHKAcROCT

Fonam denpecusern enusoo

EcuptanonpaM e nokasan epeKTHBHOCT IPH JIEYeHHe HA FONEMH JIENPECHBHH ENH30IH B 0CTpa ¢aza B
TPH OT YETHPH ABOWHO CJIEMH, IaLe60-KOHTPOIMpaHN KpaTkocpowHH (8 cenmuiy) npoyasauus. [1pn
IpOy4BAHMS BBPXY MPEBEHUHUATA Ha MPOOBIDKHTENCH penanc, 274 naluneHTH, PH KOUTO € KMaJlo

OTrOBOp M0 BpeMe Ha 8-ceMHUHA OTKpHTA (a3a Ha niedenue ¢ ecumranonpam |0 win 20 mg/ A QR
U £
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eCLIMTAIONPaM MOKa3BaT 3HAUHTENIHO NO-ALITBI EPHOM HA PENATIC Chel noceAsauuTe 36 ceqMHLM B
CpaBHEHHE C MALMEHTHTE, NoTy4yaBany nnauedo.

CoyuanHo mpegoxicHo pascmpoicmeo

EcnuranonpaM nokasa epeKTHBHOCT 10 OTHOLIEHHE Ha COLMAITHO TPEBOXHO PasCTPOHCTBO B TPH
kpaTkocpodHH (12-ceaMHUYHM) KNUHHYHH NPOYUBaHHs, KAKTO H B 6-MECEUHO NPOyUYBaHE BbPXY
NpeBeHIMATa Ha penanca Ha COLKaTHOTO TPEBOXKHO pascTpoiicTBo. I1pn 24 cenMu4HO 1030 -
OTIpeHesIAIIO MMPOYIRaHE ¢ YeTaHOBEHa edrkacHocTTa Ha 3, 10 w1 20 mg ecuuranonpam.

lenepanuzupano mpesosicHo pazcmpoucmso
Ecuuranonpau B go3u 10 u 20 mg/neH e 61n edeKkTHBEH B 9ETHPH OT YETHPHU TNalte60-KOHTPONVPaHH
MPOYYBaHHA.

B o6o6iueHdTe AaHHH OT TPH NPOYYBAaHHA ChC CXOACH AM3aiH, Bxmousailk 421 nannenTa, KOHTo ca
MPpHEMAITH eCLHTAIoNpaM W 419 nanueHTa, KOUTO ca NMPUEMATH TU1aLebo, Ha TepanwTa ca
OTTOBOPHIA ChOTBETHO 47,5% W 28,9%, a 37,1% u 20,8% ca nocturnanm pemucns. [loctogneH edexr
e Own Habmonasad oT ceaMHUa 1.

[MopabprkaHe Ha epUKACHOCTTA OT JIEUSHNETO ¢ ecuuTanonpaM 20 mg/aeH e AeMOHCTpHpaHa B 24-76
CeIMHYIHO, PAaHIOMH3NPaHO, KIIMHHIHO HU3NKTBaHe BbpXy 373 NalMeHTH, MPH KONTO CE MOJTydaBa
OTrOBOP M0 BpeME Ha MBPBOHAYAIHOTO |2 ceIMHIHO OTKPHTO KIRHWYHO NPOyUBaHE.

O6cecu8HO-KOMAYACUBGHO PA3CMPOUCMEO

B panxoMH3HpaHo, ABOHRHO-CIIATIO, KIIKHHWTHO MpoydBaHe, 2(0) mg/aen ecuuranonpaM e mokasan
painuka ¢ wianeto no o6mms pesyntar no Y-BOCS cnen 12 cenmuum. Cnen 24 ceAMMIIH, XaKTO JTO3H
oT 10 mg/nen , Taka n 20 mg/neH ecuuUTanonpaM ca rokasanu f10-rofsMa epeKTHBHOCT B CPABHEHHE C
nnauebo rpymnara.

[MpeBenupsTa Ha penanca € JeMoHcTpupaHa 3a 10 u 20 mg/neH ecuMTanonpamM NpH NalHEHTH, 33

KOHTO € MOJIY4eH TepanesTHUYEH OTrOBOP KbM ecUMTAIONpaM B 16-CeAMHYHO OTKPHTO KITHHIYHO

npoy4BaHe H KONTO Ca paHAOMH3MpaHH 3a 24-ceIMUIHO, ABOHHO-CIAMO, MNauebo-KOHTPOIHPaHO
NpOYy4BaHeE.

5.2. MdapMaxkoKHHETHYHH cBOHCTBA

Abcopbyus
AGcopOLHMATA € IOUTH IThJTHA U HE 3aBMCHU OT npHeMa Ha xpaHa. (CpenHo BpEMETO 3a JOCTUTAHE Ha
MaKCHMaHA KOHLIEHTpauns (cpenHo Tmax) € 4 Yaca criefil MHOTOKpaTHO npunaraxe). KakTo u npH

paLieMHYHHS OHTATONpaM, a0COMmOTHATa OHOHATHYHOCT Ha ECLIHTANIONpaM ce ovakBa fda Osae okomno
80%.

Paznpedenenue
O6eMbT Ha pasnpenenenne (Vqp/F) cren nepopamio mpunoxeHue € 12 no 26 l’kg. Cepp3saneTo ¢
nia3MeHuTe MpoTerHH e o 80% 3a ecuprTa/IONpaM U HETOBHTE NTABHU METabONMHUTH.

buompancgopmayus

Ecuuranompam ce MmeTaboNnH3Hpa B YepHUA Apod B AEMETITHPAHH ¥ RUOCMETHITHPaHN MeTaOoINTH. K
[BAaTa BUIa MeTaOONUTH ca (GapMaKOJIOrMIHO aKTHBHH, ANITEPHATUBHO, a30THT BEPOATHO CE OKHUCIIABA
no N-okcuaHH Metabomnth. M3XxoaHOTO BelecTBO M METaDONUTHTE CE€ EKCKPETHPAT YaCTHYHO KaTo
rmoKypoHuaH. Criel MHOTOKpaTHO A03UPAaHE cpeaHaTa KOHUCHTpaLug Ha NEMETRINPAHHTE B
OUREeMETIWINpaHHTe MeTaboTH e 06nkHOBeHO 28-31%, ChoTBETHO 5% OT KOHUEHTPALHATA Ha
ecupTaionpaM. broTpancdopMaLMATa Ha ECLUTAIONPaM B JEMETHIHPAaHH METabOTHTH C& MEIHHPa
rnasHo oT CYP2C19. BramoxkHo € yyacthueTo U Ha easumuTe CYP3A4 u CYP2DO.

Enumunupane
BpemeTo Ha oMy KUBOT (t 12p) Cel MHOrOKpaTHO NO3HPaHe € 0KoJo 30 9aca M repopanH
XTUPBHC (Clom) € oxono 0,6 I/min. OcHoBHMTE METAOOIUTH HMAT 3HAYHTENHO NMO-ABIIBLI



Cuaura ce, Ue OCHOBHUTE META0OMHTH ce eNTMMHUHApPAT Npe3 YepHUd Apod H Os0peunTe, KaTo fmo-
roJIAMaTa YyacT ce eKCKPETHPAT KaTo MeTabonNUTH B YpHUHATA.

Jlunetinocm / Heauneunocm

(dapMakOKHHETHIHHTE MTApaMeTpH ca B INHeWHa 3aBUCUMOCT. CTEIU-CTEHT ITa3MEHWTE HHUBA Ce
IOCTHraT B paMKiTe Ha |1 ceamuua. CpeaHute ctean-credt koHUeHTpaluwmH oT 50 nmol/l (B quanazon
ot 20 no 125 nmol/l) ce nocTurar npu nHesHa gosa ot 10 mg.

CrHeuranHy nomynannu
ITayuenmu 8 cmapuecka evapacm (>63 zoounu)

[Tpennonara ce, 4ue eCLUHTANONPaM CE€ eTMMUHMPAa N0-0aBHO NPH MALHEHTH B CTApUECKa BL3pacT B
cpaBHeHHe ¢ Mo-Mnaau naumeHTH. [Tnomra noa kpusata (AUC) e npubnnantento 50% no-eucoka
NpH MALAEHTH B CTap9ecKa BH3pacT B CpaBHEHHE C MJTagH fobposonim (BX. Touka 4.2).

Hamanena uepnodpobna ghyrkyust

IMpy NaLMEHTH C JIEKO WK YMEPEHO Texko depHoapobHo yepexaane (Kputepun A u B no Child-
Pugh) BpeMeTo Ha MOTY)KWBOT Ha eCIMTANONpaM € OHIO OKOJIO ABA ITBTH MO-ABJITO, KAaTO
exkcno3nuuaTa e 6una 60% no-BHCOKa, OTKOMKOTO NMPH NMAaUMEHTHTE ¢ HOpManHa YepHoapobHa
dyHKLHA (BXK. TOYKa 4.2),

Hamanena 6vbpeuna @yrnxyun

[Tpy paueMHYHHA LMTANONPaM ca HabMmoaaBaHH NMO-ABJTLI NTOJIY-KHBOT H MHHUMATHO YBEJTHUCHHE HA
eKCNO3HLMATA IPH NauieHTy ¢ HapyleHa 6b6pevuna pyukuma (CLe 10-53 mi/min). Tinasmennre
KOHUEHTpAlMKA Ha MeTabONHTHTE He ca H3CIICABAHM, HO Te OMXa MOTIIH 1a MMaT NOBHIIEHHN CTOHHOCTH
(Bx. Touka 4.2).

Horumopgusvm
VYcTanoseHo e, de nomuTe Metabonniatopu 1o oTHomeHne Ha CYP2C19 uMart asa msTH No-BHCOKA
[Ta3MEHa KOHIEHTPAIMS Ha eCUHTAIIONPAM B CpaBHEHHE ¢ eXCTEH3UBHUTE MeTabom3aTopi. He e

Ha0/moaaBaHa 3HAYHTEIHA MPOMAHA B EKCNO3ULIMATA NPM JIOLLUTE, METAOONTH3ATOPH MO OTHOLIEHHE HA
CYP2D6 (Bx. Touka 4.2).

5.3. [lIpeaxnAHHYHA ZaHHA 3a DelzonacHOCT

HsmMa undopMallis 0THOCHO NPOBEXKAAHU ITBIHH KOHBEHLIMOHAIIHH (peIKTHHHYHA MPOYYBAHHA C
ECLITANONpaM, Thil KaTO IIPOBSICHATE CBHPIBALIH TOKCOKHHETHIHH H TOKCHKONIOTHYHH ITPOYYBaHHA
C ecOUTANIoNpaM H LMTANONpaM BbpXY ILTEXOBE c¢a Noka3anyu noaodex mpogui. Ilopagu Tosa usanara
yH(opMalMA 3a LMTANONpaM MoXe Aa Ob/ie eKCTpanoJMpaHa 3a ECLIHTAIONpPaM.

B cpaBHWTENHH TOKCUKOJNIOTHIHH NPOYYBaHNs C ILTBXO0BE, CIEA HAKOIIKO CEAMHYHO JICIESHHE,
eCUMTAJIONIPaM H LHTANONpaM ca NPUHMHWIH ChbpAedHa TOKCHIHOCT, BIITIOUHTENIHO KOHIeCTHBHA
CbpHAEYHa HEAOCTATHUHOCT Clie]] MpHUnaraie Ha J03H, MPUYHHABAIHK 001ma TOKCHYHOCT.
KapaHoTOKCHIHOCTTa KOpETHpa NOBeYe ¢ MMHKA Ha MIIa3MEHWTE KOHUCHTPAUWH, OTKOJIKOTO CBC
cucteManTe exnosnnuy (AUC). ITikoBeTe Ha (Ta3MEHNUTE KOHUCHTPALUHN NP HABA, B KOWTO HE Ce
oTunTa edexr, ca OunK 8 THTH NO-FONEMH OT ITHKOBETE JOCTHUTHATH NPH KIHMHYUHA ynoTpeda, 1okaTo
AUC 3a ecuutanonpam e Oun eaBa 3-4 MbTH No-BUCOK, OTKOJIKOTO MPH €KCIIO3ULAA MO BPEME Ha
KIMHHYHO npunaraHe. 3a uutanonpam crofidoctute Ha AUC 3a S-eHanTHOMepa ca 6wy 6-7 TbTH No-
BHCOKH B CpaBHEHHE C T€3M JOCTHUTHATH NMpH KINHWYHA ynioTpeba. JlaHHnTe BEpOATHO Ca CBBP3aHHN ¢
NMOBHIICHO BITWAHHE BHPXY OHOreHHATE aMHHH, HAIlp. BTOPHIHH KbM ITBPBHYHH $apMaKoJIOrHUHH
edexTH, BOAELIM OO0 XeMOAHHAMHYHM edexTH (TMoHWKaBaHe Ha KOPOHApHUA MOTOK) M UCXeMHA. Bee
naK, TOUHUAT MEXAHH3IBM HA KapIHOTOKCHYHOCT [IPH IUTEXO0BE HE € YCTaHOBEeH. KITHHHYHHA ONNT ¢
IIYTAIIONPaM H OTTMTHT B KIMHAYHHTE NMPOYYBaHUA C ECLIHTAIONPAaM HE MOKA3BAT KOPENAIHA ¢
KINHAYHATA KAPTHHA.

Ha6moxasaHo € MOBHILIEHO ChABPKAHHE Ha hochonuriay B HAKOY ThbkaHH, Hanp. 641 a1pob,
HAJCEMEHHWIIM H YepeH Apol clen TpeTUpaHe Ha IUTBXOBE 3a MO-AbITH NEPHOOH ¢ €CLHTAN0
uuTanonpam. [lo oTHOLIEHHE Ha HAIICEMEHHHULIMTE, Pe3YITaTHTE NPH TLXOBE H XOpa Mokas




cxonctso. To3u edekT e 0OpaTuM criefl MpeycTaHOBIBaHe Ha NedeHreTo. Habmoaara ce HaTpynBaHe
Ha jocdonnnuan (docdhonunuaoosa) Mpy XKHMBOTHA N0 OTHOIICHHE HA MHOI0 KATHOHHH aMpudHIHK

nexkapcTeeHH npoaykTH. He € n3secTHO nanu to3u peHOMEH ce Hadmoaaea ¥ pu Xopa.

B npoyuBaHe BBpXY ILTBXOBE 33 TOKCHTHOCTTa BHPXY pacTeka € OTYETEH W eMOPHOTOKCHYEH eeKT
(o-HUCKoO Terno Ha getyca n obparnmo 3abasiHe Ha ocHukauusaTa) no oruoweHue Ha AUC npu
MOBHILEHA €KCMO3UIINA HOCTUIHATA 10 BpEMe HA KJIMHM4HA ynoTpeba. He € oTueTeHa nosuLIcHa

gecToTa Ha MandopmaiunTe. [lpe- ¥ MOCTHAaTaIHH NpoyYBaHHUATA Ca NTOKa3aiH No-HUCKa

IPEXHBAEMOCT TI0 BpeMe Ha JIaKTaLMOHHKA Niepnol no oTHowmeHue Ha AUC npu nosHinena

EKCNO3NLMA NOCTHTHATA 10 BpEME Ha KITHHHYHA ynqueﬁa.

6. GOAPMALEBTHYHH JAHHN

6.1 CnHchK HA NOMOIIHAATE BemeCcTRA

Siapo aa Tabnerxara:
Konoeunos (Konngon VA64)
JlakTo3a MoHOXMIOpAT
LlapeBA4HO HHLIECTE
Ilemynosa, MUKpOKpUCTaNHA
KpockapMenosa HaTpu#
Marxeamnes creapart

PHAMOBO [IOKPHTHE:
MeTumxuopokcumpormnuenynola (E464)
Lenynosa, MukpokpHcTatHa (E460)
CreapnHoBa kucenvHa (ES70)

Turanor nnoxcun (E171)

6.2 HecbBMeCTEMOCTH
Henpunoxumo.

6.3 Cpox na roqnocr

3 roaHHu

6.3 Chnennajun YCIORHS HA CHLXPaHEeHHe

Jla ce chbxpaHsaBa HAa MACTO, HEZOCTBLITHO 3a [ela.
JIa ce cbXpaHABa B OPHUTHHAJTHATA OMAKQBKA.

Jla ce cbxpaHsaBa noa 25°C.

6.5 Bnuza R chbALPAKAAHE HA ONAKOBKATA

Brmacrep ot Hempo3spagHo PVC/PE/PVDC - Al donwo.
28 dunmupann Tabnetku / 2 Gnuctepa ¢ no 14 ¢punmupany TabneTku B KApTOHEHA KYTHA.

6.6 CnenHaJHH NpeIUa3EA MEPKH NPH H3IXBLPJIARE

Hama cnelmanvy H3IUCKBAHHA.

Hewn3non3BaHHAT NIEKapCTBeH NPOAYKT HIM OTNAAbYHHUTE MATEPHANH OT Hero TpabBa Ja ce U3XB

B CbOTBCTCTBHE C MCCTHHUTE H3INCKBAHHA,
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