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2. KAYECTBEH U KOJIHMYECTBEH CbCTAB

Ecoeno 1 mg ghuwrmupanu maoaremsu
Besika dunmupana tabnerka cbabpka | mg ec30nukioH (eszopiclone)

3a N'bJIHUA CITUCHK HA NMOMOILLHUTE BELIECTBA BUKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

¢uamupaHa tabnerka

Ecoeno 1 mg churmupanu madiemxu

CBETIIOCHHH, KPBIJIK, ABOMHOM3ITbKHAIH puiiMHpanm TablieTkH, ¢ BUITbOHATO penedHo 00o3HaueHHe
.17 OT eIHaTa CTpaHa U AUaMeTbp NpUOIU3UTENHO 6,5 mm.
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4. KUUWHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHSHA

Ecorno e nokasas 3a KpaTkOTpanHO JeYeHHe Ha HHCOMHMS NPH Bb3PACTHH.

4.2 Jlo3MPOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka




Bw3pacmnu: Ilpenopbuntentara HavanHa go3a ¢ | mg. Jlozara Mmoxe na 6bae ypesindeHa 1o 2 mg
UK 3 mg, aKO € KIMHAYHO nokasado. [IpenopbuBa ce H3noa3BaHeTo HA Bb3MOXKHO HaH-HHCKaTa
e(peKTMBHA 1034 €C30MUKIOH 3a nauueHTa. Obuiara go3a eC30NUKIIOH HE TpadBa Ja HaABHLIABA 3 mg.

Ec3onuknoH TpadBa aa ¢e npuiara Kato ¢1HOKPATEH NMpHEM HEFOCPEACTBEHO NPEAH ChH U He TpabBa
Ja ce ApurJiara NoOBTOPHO Mpe3 ChllaTa HOLLL.

B1B BCUUKH CAyYan MPOABIHKUTENHOCTTA HA IeYeHUETO TpAOBa na 6bae Bb3MOXKHO Hal-KpaTKaTa
Bb3MOXKHA, 3a MOCTHraHe Ha e(PeKTHBHO JieHeHHe U He TpAOBa /1a Ha/IBMILaBa YETUPH CEAMHLIH,
BKJFOUKTETHO NEPUOia Ha MOCTENEHHO HaMasABaHE Ha 103aTa.

B onpeaeneHy cnydau, HanpuMep NpH NauMeHTH ¢ XPOHHYHO Oe3cbHUE, MOXE 1a € Heobxoanmo aa
C€ YAB/DKH NEPHUOABT HA JIEYEHHE A0 MAaKCHMAIHa NPOABIKUTENHOCT OT 6 Meceua (BxK. Touka 5.1).
ToBa M3UCKBa peJOBHO NPOCIEAABAHE U OUEHKA HAa ChCTOAHUETO Ha AalMEHTA, ThH KaTO PHUCKA OT
310ynoTpeda U 3aBUCHMOCT HAPAcTBa C MPOABLIKUTETHOCTTA HA CHSHUETO (BXK. ToUuKa 4.4).

Hexapcmeenu 83aumodeiicmens

[1py BBL3pPACTHU NALMUEHTH, (C U3KIKOYEHHUE HA Te3W B CTapuecKa Bb3pacT), KOUTO fpHeMar
KETOKOHA30J WK ApYyrH Mowldy nuxuburopu Ha CYP3 A4, nozara ve tpabea aa Haasuinaea 2 mg.
EC30nMKII0OH € NpOTUBONOKA3aH NpPW NAUKUEHTH B CTapyecKa Bb3pacT, KOMTO Ca Ha ChITbLTCTRALLA
Tepanuvd ¢ MollHK KHXHOKMTOpPH Ha CYP3 A4, (BXk. Touka 4.3). B 1onmbiHeH1e, MOXKE Aa C€ HATO0KH
HamansBaHe Ha A03aTa Ha €C30MHKJIOH, KOTATO TOH C€ NpHjara €AHOBPEMEHHO C JIEKAPCTBEHH
MPOAYKTHU ¢ U3BeCTHH edekTH Bbpxy LITHC (Bk. Touka 4.5).

Cneyuannu nonyrayui

Hayuenmu 6 cmapyecka ew3pacm 65 wiu nogeye 200UHU.

[IpenopburTesHaTa HaYanHa 103a 3a NaUMEHTH B CTapUecKa Bb3pacT € | mg HENnocpeaCTBEHO Npeu
¢bH. [1pn Te3n nauMeHTH 103aTa MOXE Aa O6bAE YBEJIMYEHA A0 2 Mg, aKO € KTIHHUYHO MOKa3aHo.

[TpenopbuuTenHara n103a He TpaORa na 6bae npesrinaBaHa (BX. Touka 5.2).

Yeprnoopobuo yapexcoane:

He ce Hanara KOpUrupaHe Ha J03aTa Npu NAuMeHTH ¢ JIEKO 10 YMEPEHO 4epHOAPOOHO yBpexKaaHe
(BK. To4uka 5.2). I'lpy nauueHTH ¢ TexkKa YepHOAPOOHA HEAOCTATHUHOCT €C30MHKIIOH €
MPOTHBOIOKA3aH, TbH KaTo MOXKE Na npeav3BuKa eHuedanonatus (BxK. Touka 4.3 v Touka 5.2).

bvbpeuno yepexcoane:

He ce nanara xopydrupane Ha J03aTa fpH NalKWeHTH ¢ J€KO 40 yMepeHo 6bOpeuno yBpekaaHe (B,
TOUYKa 5.2).

MakcumMalnHaTa ApenopbYUTE/IHA A03a €C30MUKIIOH NPH MALMEHTH ¢ TEKKO ObOpeuHo yBpexaaHe e 2
mg,

Heouampuuna nonyrayus:

Ec3onukioH He TpsOBa Aa ce U3non3ea npu Aeua v OHoLK noA, 18 roauuM (Bx. Touka 4.3).
be301acHOCTTa M €(PUKACHOCTTA HAa €C30MHKAOH NPH JELA H KHOLWH HE € YCTAHOBEHA.

HaunH Ha npunoxkeHue

3a NepopanHO APUIOKEHHE

Tabnetkute He TpsabBa na ce pa3TpoIlaBaT UIH UYNAT NPEeAH MNOTAbLAHE, Thi KATO
BELLIECTBO UMA FTOPYMB BKYC.



4.3 IIpoTuBonokazanus

- CBpPBLX4YBCTBUTEIHOCT KbM aKTHBHOTO BELLECTBO, KbM 30TIHKIIOH HIIH KbM HAKOE OT
MOMOLLHUTE BeleCcTRa, H3bpoeHU B ToukKa 6.1.

- Mmuacrenusa rpaBuc

- Texka pecnupaTopHa HEAOCTATBYHOCT

- OOCTpYKTHBHA CbHHA anHed

- Texxka 4yepHOAPOOHA HEAOCTATBHUYHOCT

- [lauMeHTH B cTapyecKka Bb3pacT, HA CbNBTCTBALLIA TEpanus ¢ MOWHH HHXUWOUTOpU Ha CYP3A4
(Bx. Touka 4.5)

- Jleua 4 roHowy noa 18 roauHM,

4.4 CroeuHalIHH npeaynpexAeHHs H NPeANa3HH MEepPKH IIPH ynoTpeda

Obwu

[IpyunHaTa 3a 6€3CHHHUETO TPADBA Ja Obae HACHTHPHULIMpPAHA, KOraTO TOBA € Bb3MOXHO. OCHOBHHTE
NpyUYUHU TpabBa na ObLAAT NeKyBaHU, MpeaMn Na ce NpeaAnuile XHNHOTUK. AKO cnel 7-14-aHeBeH Kype
Ha JICYEHHE HE CE MOCTHIMHE HaMaTABaHE Ha DE3CHHUETO, TOBA MOXE Ja MOCOUYBA HAJIHYHETO HA
MbPBHYHO ICHXHYHO UAH PHU3HUecKO 3abonsiBaHe W NauHeHTLT TpAdBa na 6b1¢ BHAMATENHO
[MPECLIEHABAH Ha PEIOBHH UHTEPBAIH.

XPOHUUHA OUXAMETHA HEAOCMAMBYHOCM

TpabBa na ce BHYMaBa, KOraTo c€ NPEANnKCBa €C30THIIIOH HA MAUMEHTH C AUXaTeNnHa
HEAOCTATBYHOCT, THH KATO € MOoKa3aHo, 4e€ OeH30AHa3EeNUHNTE U NOAODHUTE Ha DEH30AUAa3EeNHH
CpPeACTBa YBPEXKAAT AHIUAHETO.

Pucx om eonogpemenna ynompeba Ha onuoOuOU

EanospemeHHaTta ynorpedba Ha eC30MUIKIOH H OFTHOWIHM MOXE Aa JOBEAE A0 CeAaLHA, pecoypaTopHa
aenpecHs, KoMa ¥ cMbpT. Hopaan Te3n puckoBe, ChLMBTCTBALLOTO NPEANHCBAHE HA CElaTHBHH
NEKapCTBa KaTo OEH30AMA3EMUHN UAH CPOAHH JE€KapCTBEHH NPOAYKTH, KAaTO €C30MUKIOH ¢ ONHOKWAH
TpadBa Ja ce Npunara npH naudeHTH, 38 KOUTO HE € Bb3MOXEH aNTEPHATHBEH W300p Ha NeueHHe. AKO
Ce B3eME PELIEHUE 33 NPEeANUCBAHE HA EC30NUKIOH ETHOBPEMEHHO ¢ ONMHOKWAHN, TPAOBA 1a ce H3INon3Ba
Hai-HUCKATa ePEeKTHBHA 1033 M MPOABDKUTE/IHOCTTA HA NeueHHeTo TpAOBa na Obae BL3MOXKHO Hail-
KpaTka (BX. CbLLO 001aTa npenopbka 3a N03UpaHe B TOUYKa 4.2).

ITanMeHTHTE TpAOBa Na OBbAAT BHUMATENHO NPOCNCASBAHH 3a NPHUIHALIK H CHMNTOMM Ha
pecnupaTopHa JenpecHs H ceadpaHe. B Tazu Bpbika e CMNHO NPenopbYHTENHO NALMEHTHTE U THLATA,

KOHUTO C€ IPHKAT 3& TAX (KBAETO € NPUI0XKKMO), e ObaaT HHPOPMHUpPAHHU 3a TE3HW CUMIITOMH (BX.
ToukKa 4.5).

Puck om 2asucumocni

M3nonseanero Ha OeH30aHa3eNUHK M OeH30HA3ENHH-TIONO0OHH CPEeaCTBa, KATO eC30MNMUKJIOH MOMXeE Na

JOBeIE N0 pa3BUTHE HA DHUIAYECKA U NICUXHYECKA 3aBHCHMOCT.

PUCKBT OT 3aBUCHMOCT C€ YBETIMYABA:

- C HapacCTBaHE Ha 103aTa U [POABLIKUTENHOCTA HA JICHEHHETO

- [Ipn nauvieHTH ¢ anamHesa 3a NICUXMUHKW Pa3CTPOHCTBA M / K WIoynoTpeba ¢ ankoxon,
NIeKapCcTBa HWIH HAPKOTHLLM

- [Ipyn mauneHTH ¢ U3pa3eHn IHYHOCTHH Pa3CTPONCTRA.

Chaen passuBaHe Ha zMuecKa 3aBHCHMOCT, PA3KOTO NMPEKBLCBAHE HA JICYEHHETO LIE Obae
MPUAPYXEHO OT CHMNTOMH Ha a0CTHHeHUMS. Te Morar na BKIHOUYBAT rnaBodoIve, MyCKysF
KpalHa TPEBOXKHOCT U HANperHarocT, 6e3nokoHcTRO, 00bPKAHOCT W pa3Apa3HUTENHG L
Cayvad MOrar 2a ce MOsiBAT CJAEAHUTE CHMNTOMH: epeaiun3alis, JenepcoHanysa / 3 '
CKOBAHOCT W U3TPBLNBAHE HA KPAHHHLMTE, CBPbLXHYBCTBHTENHOCT KbM CBETAHHA,

KOHTAKT, XaNOLUHHALHMH WIH CMTHUIETTUYHH NPHIAAbLM.
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[TatMeHTHUTE, KOUTO CE€ HYXKIAAT OT NPOABLMKHTENHO JleyeHHe (Bxk. Touka 4.2), TpsadBa aa 6bvaar
pPeAOBHO HabMIONABAHU W OUEHABAHHM 3a NOTEHUHATHHA NPU3HALUM Ha 3ABUCUMOCT (Harmnp. fIpYeM Ha Mo-
BHCOKH 103H OT JIEKAPCTBEHHS NPOAYKT WK 3a NO-AbIbI NEPHCA OT BPEME, OTKOAKOTO € DUNo
NPeABHAEHO, YNOPHTO XKENAHWE WKW HEYCNEUWIHN YCUIMA 33 COUMPAHE WK KOHTPOI Ha ynoTpedbarta Ha
NEKapCTBEHUS MPOAYKT) M Aa C€ KOPUIHpa TepanuaTa Cnopel KIWHHYHATA HY)XKAa.

Cumnmomu Ha omHeMane
CbHo0LeHH ca CHMIITOMU Ha OTHEMaHe ( BKIIKOYHTENHO KopeMHa Hoska, raBobonue, MOBULLEH aneTUT
H 6€3CHLHUE) Cen NpeKpaTABaHE HA ACYEHUETO C €C30THKIIOH.,

. Pebayno " beszcvrue

Habmonaea ce Bb3cranoBsBate Ha Oe3cbHHeTO (pebayHn peHOMEH), KOETO Ce MPOABABA KAaTO
YBE€IHYABAHE HA JTATCHTHOCTTA HA CHHA 33 €1HA 10 ABE HOLUH CJiC] NPEKPATABAHE HA JICUCHHETO C
eC30NUKIIOH. ToBa ChCTORHHE € NPEeX0AHO. BaxHO € nauueHTsT Ja Obae npeaynpeaceH 3a
BL3IMOXCHOCTTA OT pebdayHa (peHOMEH, KaTo {10 TO3H HAYHH C€ HaMalH 10 MUHUMYM TPEBOXKHOCTTA,
NPHYHUHEHA OT EBEHTYATHO Bb3HHKBAaHE HA CHMNTOMH, CBLP3aHU ¢ NpeKpaTABaHE Ha ynoTpebara Ha
NEKAPCTBEHUA NPOAYKT.

lonocumocm
B KJIHHHYHK [POYUYBAHHUA € €C30MNUKIOH He ¢e HabNloAaBa Pa3BUTHE HAa MOHOCHMOCT KbM KOHTO M 4 €

napaMeThbp Ha U3MEPBAHMATA HA KAYECTBOTO HA CHHA 33 NIEPHOA HA JICYEHHE 0 LIeCT Mecela (BxK.
TOuKa 3.1).

Hapywenus na namemma u ncuxomomopuu Hapyuenus

beH30aHA3eMUHUTE Y HEH30AHA3ENUH-NO00HUTE CPEACTRA, KATO €C30NUKIIOH, MOTAT /1a NPeIn3BUKAT
aHTEpOrpaJHa aMHE3US H NCHXOMOTOPHH YBPEKIAHUA, BKTKOUKWTEIHO CNYYaHHO HapaHABAHE U
nanade. [lo-cneuranto, nauMEHTHTE B CTApHECKA BbL3PACT Ca MO-YA3BHMH OT NaJaHKe, BOAEILW 10O
HapaHsBaHHi, KaTO PpakTypH Ha TazobeapeHaTa CTaBa.

AMHe3ns 0DMKHOBEHO Bb3HMKBA HAKOJIKO Haca c/iell MOTIblaHe Ha ieKapcTBeHua npoaykT. C uen aa
C€ HaMa/li PUCKDBT, MAUMEHTHTE TPAOBA 1@ rapaHTHPAT, Y€ L€ HMAT Bb3MOXKHOCT 3a HENpeKbcHaT §
4YacOB CbH (BX. Touka 4.8).

PHUCKBT OT NCUXOMOTOPHO HapyLIEHHE Ha CJICABALLHA A€H, BKIIKOYHTEITHO HAPYLLUEHA CNOCOOHOCT 3a
lto¢pHpaHe, ce NOBHLIABA, AKO:
* €C30MHUKJ/ICH CE MPHEMa B MHTEPBA NO-MaNBK OT |12 yaca npeay Aa ObAAT U3BBPLIBAHM
AEHHOCTH, KOUTO U3UCKBAT NOBULLIEHO BHUMaHHe (BXK. Touka 4.7);
* € [IpHCTA MO-BHCOKaA OT penopbHYHTC/IHATE 4034,
* €C30MMHKIIOH ¢¢ NpuJara ¢HOBpEMEHHO ¢ ApYyru sekapcTsa, notuckam LIHC wam ¢ apyru
NEKapCTBA, KOWTO NOBHLIABAT HUBATA HA €C30NHK/IOH B KPBBTA, WKW € alIKOXO0J HIH
3abpaHeHHH BellecTRa (BX. Touka 4.5).

Ec3onukioH TpaOBa 1a ce npMeMa KaTo e/1HOKPATeH NMPHEM HEMOCPEACTBEHO NPEAH ChH H HE TPAORA
Aa ce MpUaara NOBTOPHO MPe3 CblIATa HOLLL.

Lenpecus u cyuyuonocm

Ec3onuxinoHn TpaOBa aa ce npunara ¢ NOBUIIEHO BHUMAHHE NPH MALMEHTH, MPOABABAUIH CUMITOMM Ha
AENpecus.

beH3oanazenHUTE W OeH30aMazeNUH-NOAOOHUTE CPEeNCTBa, KaTO €C30NUKIOH He TpaOBa aa Gbaar

H3MON3BAHH 0€3 NOAXOAALLO NEUEHHE Ha JenpecHs WITW TPEBOKHOCT, aCOUMHPaHa ¢ Aenpecus (rpH
TaKMBA MaLUEHTH MOXE 1A Ce CTHUI'HE 10 CaMOYOHHCTBO).

TBH KaTO TE3H HapylweHus Morat aa 6bAAT CBbPIAHU CbC CYHUHAHH TEHACHUHNH, HA TAKMBA NALMEHTH
TpAOBA /1a Ce NPEANHCBA Bb3MOXHO HaH-HHUCKaTa 1032 OT JIEKapCTBOTO, NOPajiH Bb3

YMHLIJICHO Mpeao3upane (Bx. Touka 5.1). Ilpu ynotpebata Ha ec3onuknon moxe
NPEABAPUTEIHO CHIIECTBYBALLA /IENPECHS.

Hakonko enUaeMHONOrHUHY NPOYYBAHHA NOKA3BaT NOBWILIEHA YeCTOTa HA ONUTH
caMOyOMHCTBO NPH NaUKEHTH ¢ HAK Oe3 enpecHs, NeKyBaHH ¢ OeH30AHa3eNHH \ %
XHUNHOTHUH, BKIKUYHTEIHO 30inuaeM. He Moxe obaue na ce nokaxe npuuvHHoO-




3roynompeba/3agucumMocm om iKoxol, 1eKapcmea U HaApKomuyu
Ec3onuknon TpabBa aa ce npuiara ¢ M3KJIKUYHTEIHO BHUMAHHE MPU NMaLUEHTH ¢ UCTOPUA Ha
NIEKAPCTBEHA 3aBHCHUMOCT WK W10YNOoTpeda ¢ ankoxos, HAPKOTHUHH UITH I€KapCTBEHU BELIECTRA.

Hcuxuampuunu u ., nApAOOKCWIHU " pearyuu

[1pu ynoTpeda Ha OeH3oaua3enMHN Wik CX0aHH Ha OEH304MAa3€eNHH CpeaCcTBAa MOMaT Aa Bb3HHKHAT
peakuun KaTo 0€3nokOHCTBO, BIOLLEHO De3ChHHE, aAKHTALUA, Pa3IPa3HUTEIHOCT, arpeCcHBHOCT,
Hany AHHYaBOCTH, THAB, KOWMAPH, NAPACOMHUA, AENEPCOHAIU3AUNSE, XATIOUHHALIMH, ICHXO3H,
HEAACKRATHO NOBEACHHE ¥ ApYTH HeDnaronpusaTHH MOBEACHUYECCKH peakitnd. Te Morar aa ovaar
MpeAN3BHKAHH OT ynoTpeba Ha NEKAPCTBEHHA MPOAYKT, 4a UMAT CIMOHTAHEH MPOU3X0J WK 1A ¢a
pe3yJITaT OT CKPUTO NCHXHYHO UMK (hU3HUecKo pa3zcTPOICTBO. [10-BEpPOATHO € Te3H peakiuH aa
BL3HUKHAT NPH MALMEHTH B CTapUecKa Bb3pacT. Bceku HOB NOBEACHYECKH MNPH3HAK WIIH CHMIITOM
M3IUCKBA BHUMAaTE/HA H He3a0aBHa oueHKa U TpaOBa Aa ce 0OMMCIIN peKpaTsaBaHe Ha NpHEMa Ha
€C30MUKJIIOH.

ComMHamOyIuzbM U ACOYUUPAHU NOBEOCHYECKU PeaKylil

CoMHaMOYJIH3BM W IpYrd aCOUHUPAHH MOBEACHYECKH peaKUHH KaTo "ChH NO BpeMe Ha modupaHe”,
MPUroTBAHE H KOHCYMAaUHXs HA XpaHa, NPOBeXaHe Ha TeNedOHHHU pa3roBOPH WM MOJOBH KOHTAKTH,
C JIUMCA Ha CNOMEH 3a Te3H ChONTHsA, ca OMNM J0KJIaXBAHU MPH NAUHEHTH, KOUTO Ca NPUEMANH
€C30MNUK/IOH H HE ¢a OMITH HaNBJIHO Oy AHMU.

PHCKBT OT NOAODOHU NOBEACHYECKH peaKUMH H3MIEX/1a C€ NOBHILIABA NPH €AHOBPEMEHHA ynoTpeba Ha
ankoxon v Apyru nenpecadti Ha LIHC n ec30nUiIIoH, KakTo U pHd ynoTpeda Ha €C30NUKIOH B J03H,
HAABHLIABALUY MAKCHMANHATa NpenopbydTesnHa no3a. [IpexbeBaHeTo Ha NprHema Ha eC30MHUKIIOH
TpAOBa A2 Obae cepUo3HO OOMKHCIIEHO NPH MAUMEHTH, KOUTO ca CbOOLIMIH NOAOOHH MOBEREHUYECKH
peakuuu (Bx. Touka 4.5 B touka 4.8).

ECOrHO CbABbpKa HATPUMH

To3n nekapCTBEH NPOAYKT cbAbpxka no-manko ot | mmol HaTtpuid (23 mg) BB Beska TabneTka, T.€.
NpaKTHYECKH HE CbABPKA HATPHUH.

4.5 BiaumoaeHCTBHE C IPYIH JICKAPCTBEHH NPOAYKTH H Apyru popMH Ha B3anMoaeicTBHe

EnHoBpeMeHHaTa ynorpebda ¢ ankoxo rpsadBea aa ce u30Area, Thil KaTo c€JaTUBHUA e(EeKT Ha
€C30NMHUKIOH MOXKE /13 Ce 3aCH/IH (BXK. Touka 4.7). Moxe na HacTbIH 3acH/IBaHe Ha € eKTa Ha
MOTHUCKAHE HA LICHTPANHaTa HEPBHA CHCTEMA, B ClIY4an Ha €AHOBPEMEHHO NPHUJIOKEHHUE C HANPUMeEP C
AHTHNCUXOTHIH, AHKCHOJIUTHUH, MYCKYJIHH PEJIAKCAHTH, AHTHENHJIENTUYHH JIEKAPCTBA M
AHTHXHCTAMHHH CBbC CEAATHBHO ACHCTBHE). MoXKke aa ce HaNoXKW HaMansBaHE Ha J103aTa 3a
€C30MHUKIIOH, KOraTo TOH Ce NpHiara €eAHOBPEMEHHO CbC CPEACTBA, KOUTO UMAT U3BECTHH €(PEKTH
Bbpxy LIHC, kaTo onanzanuH.

En3umbT CYP3A4 € ocHOBEH MeTaboNUT NpH SNMMHHHPAHETO HA €C3OMUKIIOH C YHACTHETO Ha
CYP2LEI]. Exkcnoauuumara Ha eC30MUKIOH ce€ yBelHuaBa NnpubIH3UTENHO JBYKPATHO Ypes

€ JHOBPEMEHHOTO NPUAOKEHUE HA KETOKOHA30/, MoleH HHxubutop Ha CYP3A4, 400 mg AHesHO, B
NPOABb/KEHHE HA 5 AHU. Jpyru MowHn nuxubutopu Ha CYP3 A4 (HanpuMep a30NM0OBH
AHTUMHKOTHLH, MAKPOJHAHHA aHTHOMOTHLM, COK OT rpeindpyT) MOKE 1a HMAT CXOAHO aeticTBre. B
PE3YNTAT HA TOBA XUITHOTHUHMAT €EeKT HAa €C30NHKIIOHA MOXKE Aa ce 3acWiH (BxK. TouKa 4.4). Moxe
Ja ce HaNOXKH HAMATABAHE HA 1034Ta 33 EC30MHKIIOH, KOraTo ¢e Mnpunara €AHOBPEMEHHO ¢
uHxubuTopu Ha CYP3 A4 (Bx. Touka 4.2). [lpn nandeHTH B cTapyecKka Bb3PacT, MOJy4aBallH
ChITHTCTBALUH MOLIHH HHXHOWTOpH Ha CYP3A4, ec30NHKIOHBT € NPOTHBONOKA3aH (Bx. Touka 4.3).
EKCro3uuMaTa Ha paleMuUcH 301HKNoH € HaManena ¢ 80% npu eaHoepeMeHHa ynoTpeba Ha
pupaMnuuMH, MolieH HHAYKTOp Ha CYP3 A4, [ToaobeH edekt MOXKeE Aa ce 04AKBA NPH €C30MUKIOH H
eHOBpPEMEHHA ynoTpeda ¢ APYry CWIHKH MHAYKTOPH Ha uMTOoXpoM P450-eH3uMu kaTo kapbamazenuH,
(EHUTONH U KBNT KAHTAPHOH.

EC30nMUKIOH HE NOBIUABA (PapMAKOKHHETHYHHTE U (hapMaKOAHHAMHYHHTE
NAPOKCETHH, AUIOKCHH, BapdapyH UM hapMakoaAWHAMUYHHA Npodun Ha nop



[Tpy NaLMEHTH C HAPYLIEHUS B HACTPOEHHUETO, EAHOBPEMEHHOTO NPHIOKEHHUE HA €C30ITHKIION C
bAYOKCETHH W/IH eCUHTaNoNpaM He NOBAUABA HeDNaronpuATHO (papMakOAMHAMHUHHUTE €EKTH Ha
€C30TIMK/IOHA WK aHTHaenpecaHTa (BK. Touka 5.1).

ENHOBPEMEHHOTO MPUIOKEHHE HA DeH30AHa3eNNH WK M0A00HK Ha OEH301Ha3ENHH BELIECTBA C
HAPKOTHYHH aHANTETHLX MOXE 13 3aCWIH ey(QOpPUYHHA UM €PCKT U MOXKE 1a N0BEAE A0 YBEIHYABAHE
Ha ¢pU3MYecKaTa 3aBUCUMOCT.,

Onuoudu

EanoBpemenHara yriorpeba Ha CeJaTHBHH NEKapCTBa, KaTO DEH30AHA3ENIUHU WK CPOHM JIEKApCTBa
KATO eC30IMHUKIOH C ONHOKIH, YBEJIHHABA PMCKA OT CEAALUS, PECNTHUPATOPHA JENPECHs, KOMa U CMbPT
nopaayd KOMyJaaTiBHUA denpecuBeH edekT Brpxy LIHC. lo3upoBkata v NpOAB/IKHTENHOCTTA Ha
¢IHOBpeMeHHaTa ynotpeba Tpadsa na 0baaT orpaHHueHH (BXK. Touka 4.4).

4.6 QDepTHIHTET, OPEeMEHHOCT H KbpMeEHe

bpeMEHHOCT

Hsima unv uMa orpaHH4YeHOo KOJIMYECTBO AaHHH 3a OLEHKA Ha 0e30MacHOCTTa Ha €C30MUKIIOH MpH
OpeMeHHH KeHH. [lpoyuBaHnaTa npu XKUBOTHU NOKA3BAT PENPOAYKTUBHA TOKCUUHOCT (BXK, TOUKA
5.3). [loTeHUHANHHAT pUCK 3a xopaTa He € HiBecTeH. [lpunaraneTo Ha EcCorHo He ce npenopbUBa No
BpEME Ha OPEMEHHOCT H MPH XKEHH B IE€TepPOAHA Bb3PacT, KOUTO HE W3MON3BAT KOHTPALICNLHS.

KoraTo pauemMuueH 30MUKNCH Ce NPUEMa Npe3 No-KbCHUTE eTany Ha OpeMeHHOCTTa, CHMNTOMUTE Ha
OTHEMAHE MOTaT La Ce MOABAT K MPHU HOBOPOAEHOTO. [Ipe3 nocfieIHMA TPUMECTBP ChIIECTBYBA PHCK
OT HeONaronpuATHU GapMakoJIOrHYHK ePEKTH BbPXY TLI0AA K / HIIH HOBOPOJAEHOTO, KATO XHITOTOHHS,
PECTIUPATOPHA AENPECHA H XHNOTEPMHUA.

KbpMeHe

He ¢ n3secTHO pany ec3onuknoH uian MetadboauTsT (S) -N-1e3MeTun 30NUKI0OH ce OTASNAT B
KbpMarta. M3cneaBaHus npu xopa v >KUBOTHH ¢ paLEMHMUYEH 30MMKITOH TMOKA3BAT, Ue 30[UKIIOH CE
EKCKpETHpA B KbpMaTa. He MOXKe Aa ce M3KIIOUH PUCK 3a HOBOPOAEHHTE/KbpMaUeTaTa.

Ecorno He tpabBa aa ce H3no13Ba MO BPEME Ha KbpMEHE.

QOepTUANTET

[TpH KIHHHWYHHK NPOYYBAHHS NPH XOPA HAMA Na@HHHU 3a HapyllieH GepTHUIMTET NPH MBXKE W XKEHH Clel
neueHue 1o 6 Meceua.

H3cneaBaHuATa BbpXY )KUBOTHHW OT pa3fHiHH BUAOBE C €C30NMUKIOH 00aue NOKAa3BAT yBpEXKIaHE Ha
gepTrNTETA NPH MBKKHTE H XKEHCKHTE HHIWBHAM (BXK. Touka 5.3). Cnea npoabmkuTenAHa ynorpeba
(> 6 meceua) rnpu xopa, eeKTbT Ha €C30MUKIIOH BbPXY MBKKHA GEPTHANTET U €CTPAITHHUTE LHKIH
NPHU KEHUTE, HE € UIBCCTEH.

4.7 Ed¢exTn Bbpxy cnocoOHOCTTA 32 WodHpaHe H padoTa ¢ MAUIHHH

Ec3zonuknon noBnMABa B 3HAUMTENIHA CTENEH CNOCODHOCTTA 3a WodupaHe U paboTa ¢ MALIMHH B
NPOABINKEHHE HA HAKONIKO Haca cJiell NIPHEMAHE. 3aMasHOCT, aMHE3Ks, 3aMBIJIEHO 3pEHHE, HAPYLLEHA
KOHLUEHTPAUHSA ¥ HapYLUEHa MYCKYJIHA QYHKLUs, Ca HEXKENAaHH e)eKTH, KOUTO MOraT 1a NOBAHANAT
HeONaronpuATHO BbPXy CnocobHOCTTa 3a wodupaHe uan paboTta ¢ MalliMHu, PUCKBT OT HapyuieHa
OUTENHOCT € AOPH MO0-BUCOK, KOTATO NPOABLIKUTEITHOCTTA Ha ChHA € HE/10CTaTbYHa.

[latuueHTHTe TpabBa na 6baaT npeaynpeleHyd aa He WodUpaT U 1a He pabOTAT ¢ MALLIUHK, aKO
MONYy4YaT HAKOH OT TE3H HEXKEIaHW €PEKTH Ha CICABALIIUA AE€H CEA MPHEMa HA EC3OTHIUIOH.

[lpenopwuBa ce nepuoa oT noHe 12 yaca Mexay npuema Ha ec30TIMKIOH W WwodHpaHe, paboTa ¢
MALUHHKW ¥ paboTa Ha BUCOKO, 3a /1a C€ CBEAaT 10 MHHHMYM H3OPOECHUTE €PEKTH.

Hapyiuagane Ha cnocobHocTTa 32 WwodupaHe v NOBeAeHHE, KaTo ,, CbH MO BPEMS
Bb3HUKBAJIM NPU NMPHEM HA €CIONUKIIOH CAMOCTOATENIHO B TEPANEBTHYHH J03H



(OceeH TOBa, €AHOBPEMEHHOTO NPUNOKEHHE HA €C30MUKIIOH C aNKOXO0J1 W APYTH NeKapCTea,
notuckamy LIHC, noBuwasa pvcka ot noaoOHKU ¢beToAHMA (BXK. TOUKKA 4.4 U 4.5). [launeHTure
TpabBa na 6baar npeaynpeacHy Na He ynotpedsapaT ankoxon Wiau Apyru NCUXOAKTHBHH BEUIECTBA,
KOFaTo MPHEMAT €C30NUKIION

4.8 Hexenann JeKapcTBEHH peaKUHH

HudopmailiusTa, npeacTaBeHa 3a HEXEIaHUTE peakLi, C€ OCHOBaBa Ha JAHHM OT KJIMHHWYHH
M3NMUTBAHHUA C NPOABLIKHUTEIHOCT 10 6 Meceua, npoBeaeHH ¢ 1 10 3 mg ec30NUKIOH MM mnauedo npu
Bb3PACTHH Bb3pacTHU. B T€3H KTHHUYHKM NpoyuBaHus o010 1626 nuua ca mnpUeMant eC30NUKIOH U
858 nuvua ca npuemanu nnauedo. Hah-yecro ¢cvobluaraHaTa HexeNaHa peakuUHs € AUCTey3us
(HenpuATeH BKyC). HecTo ce HabmoaaBar rnapobosine, CbHAKMBOCT, CYXOTa B YCTATa, 3aMasHOCT H
rajene (<10% ot naunenTuTE).

B tabnuuara no-gony HexenaHuTe peakiiMKy, Bh3HHKHANKN NPH 4eCToTa, MO-rojiaMa oT nnauebo u npu
MOHE ABaMa NaUMEHTH, ca KBaATH(PHLMPAHU NO CUCTEMHO OpraHeH Kiac W cieqHaTa KOHBeHUHUd 3a
yectoTa: MHOro yectu (=1/10), Hectu (=1/100 po <1/10 ), Heuectu (>1/1000 ao <1/100), Peaxn
(=1/10 000 no <1/1000) u C HenzsecTHA yecTOTa (OT HAIMYHHUTE JaHHH HE MOKe 1a Obae HanpaBeHa
oueHka). [lpy Bcsako rpynupase no 4ecTora HexKeJlaHUTE peakUHU ca NPeACTABEHH MO pea Ha
HaMaJIIBAHE HA TEXECTTA.

Hudexnun 1 HuecTaHH
Heuecrtu: HHpEKLMA, BUPYCHA UHPEKLIHA

Hapymienus Ha xpbLBTa H IHMGHATA CHCTEMA
HeuecTn: XHMOXPOMH2 AHEMUS, AHEMHSL, IEBKOMEHUS, €O3UHODHIINA

Hapyuienus HA HMYHHATA CHCTEMA
HeuecTu: aNnepruyHy peakuUyuu

Peaku: aHruoeneM *, aHauaakTUYHA peaklusg *

HapyuieHHst HA eHIOKPHHHATA CHCTEMA
HeuecTu: XHNEPTHUPEOHAHIBM

Hapymenns ua metabo/1H3Ma H XpaHEHETO
HeuecTu: nepuepHH OTOLH, AHOPEKCHA, XKAXKAA, NOBUIUEH ANETHT, XHNOKAIHEMHS

Ncuxnunn HapymIeHHR

YecTu: HEPBHOCT, IEMTPECHUs, TPEBOXKHOCT

HeuecTu: €MOLIHOHAJIHA JTADMAHOCT, MOHWXEHO NHOHA0, OOBPKAHOCT, AKHTALMSA,
XalouHHallMU, Oe3ckHUE, anatus, eydopus

Penkw: pasapa3sHUTENHOCT*, arpecHHBHOCT*, 6e3NOKOHCTBO®, XaNOLUHALKU®, THAB¥,

HealeKBaTHO MoBeAEHHE (Bb3MOXHO CBbP3aHO C aMHE3Us )* U COMHaMOy I3 BM
(B>K. TOyKa 4.4)
C Heu3BecTHA

YECTOTA; 3aBUCHMOCT (BK. To4Ka 4.4), CHHAPOM Ha OTHEMAaHe * | NMPHUTBNEHH EMOLUH

HapyuwieHHs HA HEPBHATA CHCTEMA

MHoOro yecTH: AUCrey3us (HEMPUATEH BKYC)

YecTu: rnaBobOAME, COMHONEHTHOCT, 3aMasgHOCT, KOLUMAapH, HAPYLICHUE HA NaMeTTa,
KOTHHTHBHH HAPYILUCHHA

HeuecTu: CBETOBBPTEXK, aTAKCHs, HCOOHUaHHA NOXOAKA, HEKOOPAHHHPAHOCT, X

napecTesund, CTynop, TpeMop
C HeuzBecTHA

YeCTOTA: AU3IOCMHA, HAPYLUEHHE HA BHHMAHUETO*, y1b/IKEHO BpeMe 3



Hapymenns Ha ounre

Yecru: 3aMbIIEHO 3peHHE (NPEAUMHO NPH NALKMEHTH B CTAPYECKA Bb3PacT)
HeuecTy: CYXH OUM

C HeHU3BECTHA

4eCTOTa: IBOHHO BHKAAHE *

HapymieHus #a yxoTo H JaOHPHHTA
Heuectu: LIyM B YILIWTE, OONKMU B yUIMTE

Cb10BH HAPYIIGHHS
YecTu: MUCPEHA

Heuectu: XHNEePTOHUA, CHHKOT

PECﬂHpﬂTﬂpHH, I'PbAHH H MCAHACTHHAJHH HADYIIICHHA

YecTu: thapuHruT

HeuecTu: 3aYX, PUHHT, XbJILAHE

C Heu3BeCcTHA

yecToTa: NOTUCKAHES HA AHHIaHeTo (BX. Touka 4.4) *

CToOMalHO-YpEeBHH HAPYUICHHS

Yecrtu: CyXOTa B yCTara, Auapus, rajieHe, 1ucnencus, kopeMHa 00J1ka, NOBpbLUaHe
HeuecTu: XaINTO3a, YJLCPaLKs Ha yCTaTa, KOJIUT, raCTPOSHTEPHT, OTOK Ha €3HKa

XenaToOHJHAPHHM RAPYILEHHS
MHoro peaku: NEKO N0 YMEPEHO MOBULLIEHUE HA CTOMHOCTUTE HA TpaHCAMUHA3HTE H/HNH

alikanHara ¢gocdarasa B KpnBTa *

HapymeHHs Ha KOXKATA H NOJAKOKHATA THKAH

Hecrn: 00pUBH
Heuectn: peaxuus Ha GOTOHYBCTBHMTENHOCT, U3MOTABAHE, aKHE, CYXa KOXKAa, eK3eMa
Penkmu: CbpOEX (MECTO CpeltaH NMpU NaUHEeHTH B CTApYeCKa Bb3PAacT)

Hﬂp}’ﬂlEHHH Had MYCKYJ/THO-CKCJICTHATA CHCTEMA H CHLECAHHHTEC/IHATA THKAH

YecTu: O0Jiky B repba, MHANr U

HeuecTu: KpaMnH Ha KpakaTa, MyCKYJHH CNa3MU, MHACTEHHSA, apTpanrus
C Heu3BeCcTHaA

4yecToTa: MYCKYJIHa cnaboct*

Hapymienus na 0n0pennTe H NMKOYHHMTE IbTHINA
HeuecTu: NMOBUIIEHA YECTOTa HA YPUHUPaHE, HHPEKLUHNA HA MHUKOUYHUTE ThTHLIA, OONKH B
OBLOpELUTE, MHKOHTUHEHLIMSA Ha YPUHA, KaMBHH B Ob0petuTe, anbyMHHYpuUS

Hapymenusi Ha Bh3NPOH3BOAUTEIHATA CHCTEMA H I'bPAATA
Heuectu: IOUCMEHOPEN, METPOpArus, DONKU B IbPANUTE, XHNOMEHOPER, HMINIOTEHTHOCT

O0mu napymennst H H epeKTH HA MACTOTO HA MPHJIOKEHHE

Yectu: acteHus, bonka

Heuectn: Tpecka, ymopa *

HicneaBanun

Heuectu: YBEJIHUYECHHE HA TEJIECHO TErno, 3aryba Ha TenecHo Terno

HapaHnasanus, OTPAaBAHNAA R YCIIOKHEHHN, BL3IHHKHAIH B PE3YyJITAT HA HHTERE
Penku: nagaHe (NpeUMHO NPH NALKUEHTH B HanpeaHaia Bb3pacT)

* Hexenanu peakuuu, KOMTO He ca CbOOLIABAHM 38 €C30MHKIIOH, HO ca 6uan chlo2
paLieMHYeH 30MUKIIOH. ~



Amueszus

[Tpy M3n0JI3BaHE HA MPENOPBUYAHH TEPANEBTHYHH A03H MOKE Aa Bb3HUKHE aHTEPOrpaiHa aMHE3MA,
KaTO PUCKBT C€ yBeHuYaBa NMpy No-BUCOKH A03H. EdekTrTe Ha amHe3ns morar aa 6baaT CBbp3aHHu C
HeaJeKBaTHO noBeacHue (Bx. Touka 4.4).

Henpecus
[IpeawecTBaliara genpecua MOXe 4a € MackMpa no BpeMe Ha yiotpedara Ha O¢H30AHA3ENHH UK
6eH3oaHazenuH-NoaOOHU CpeacTBa.

Hcuxuampuunu u ., napadoxkcamu’ peaxyuu

H3BECTHO €, ue peakurH KaTo O0€3NOKOHCTBO, AKUTALMA, Pa3APa3HUTEIHOCT, MOHMKEHO Bb3MPUATHE,
ArpeCUBHOCT, HAJYAHHYABOCTH, THRB, KOLUMAPH, AeNCPCOHAIIN3ALUA, XaTLHHALIUHK, NCUXO03H,
HEMOAXOAALLO NOBEAECHHE, CKCTPOBEPTHOCT, KOATO W3rjexna HeoOn4aiHa U Apyru HebnaronpusTHu
MOBEACHYCCKH PEaKUHH €€ NOABARAT MPH U3INON3BAHE HA OCH30IHA3ENHHN HH OeH3011a3eNHH-
MoA00HH cpeacTea. I10-BepOATHO € TE3M PEAKLHH A3 BL3HMKHAT MpH MalLHAEeHTH B CTapyecka Bb3pacT
(B). TOUKa 4.4).

Jasucumocm

Ynorpebata (a10pH fpHu TepaneBTUYHHA 103K ) HA OeH30AHa3ENMUHU 1 NoA00OHH Ha DeH3oaHA3EeNHH
CPEACTBA MOXE Aa AOBEAE 10 Pa3BUTUE HA PU3IMUECKA 3@aBUCHMOCT: NMPEKbCBAHETO HA TEpaNUATa
MOJKe Ja AOBede A0 CUMNTOMH Ha OTHEMaHe WM peuuaus (Bx. Touka 4.4). Moxe aa ce nosBH

[cyuxoNoruyecka zaBucumoct. Crobulasa ce 3a 3noynotpeda ¢ 6eH3oanazenuHy U NoaobHH Ha
OeH30aHa3enNuH cpecTBa.

Hayuenmu 6 cmapyecka ev3pacm
B KJIMHHYHU NPOyUBaHUA, NPOPUIILT HA HEXENAHUTE peaKUHH NPU NMALMEHTH B CTAPYECKA Bb3PacT C
0e3CbHUE OOMKHOBEHO € MoAoOEH Ha TO3M, HabOAaBaH B KIIMHHYHH [TPOYUYBAHHUSA C Bb3PaCTHH

natueHTH ¢ 6escbHne. JlonbaHMTENIHA YECTO CPELLaly HEXKETAHH peaKiui, CbOOLIEHH NPH NALHEHTH
B CTapuecka Bb3pacT, Ca 3aMbIJIEHO 3PEHUE U NPYPUTYC.

Cho0uiaBaHe Ha NOA03MPaHY HEKENAHH PEeaKLIUKH
CbobwasaHeTo Ha NOAO3HMPAHU HEXENaHW PpEakLIMU Clie]] pa3peliaBaHe 3a yrorpeda Ha JleKapCTBEHHS
MPOAYKT € BaXKHO. ToBa 110380/4Ba Ja NPOABIKHA HaDNMOAEHHETO HA ChOTHOLLEHUETO MON3a/PUCK 3a

NEKAPCTBEHHS NMPORYKT. OT MEAHLIMHCKHUTE CNEUHATHCTH €€ H3IMCKBa Aa ChOoOLIABAT BCAKA
[MOAO3HPAHA HEKENAHA PEAKIUS Ype3:

M3NBbAHUTENIHA areHuMsa No NeKapcTBara
yn. ,,Jlaman ['pyes” Ne 8

1303 Codusa

bnarapus

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

4.9 Hpeao3npane

[Ipeao3npaHeTo 0OMKHOBEHO Ce NPOABABA Ype3 padIMYHUA CTEMEHH HA NOTHCKAHE HA LEHTpanHara
HEpBHa CUCTEMA, BAPHPALLO OT CbHIHMBOCT 10 KOMA, B 3aBUCUMOCT OT NPHEMAHOTO KOJTHYECTBO.
CHMNTOMaTHYHOTO W NOAIBPXALLO JIEYEHHE € NTOKA3aHOo B MOAXOAM11a KIYHHYHa cpeaa. Ocobeno
BHHMaHue TpaOBa 1a ce oObpHe HA ChPAEYHO-CHAOBHUTE U AWXaTeaHNTE PyHKUMK, CTOMallHATA
NPOMHBKA € NMOAXOAAUIA, CaMO KOFaToO CE€ U3BbPLUBA CKOPO clel norasuiate. Bunpeky
HanpaBeHa OUEHKa, HE C€ OYaKBa XeMOAKANU3aTa 1a UMa edEKT, NOPaJH BUCOKHS
pasnpeaeneHHe Ha eC30NHKAOH B opraHuima. PnymazeHu Moske aa Obae nosnes

B KAHHHYHK NPOYUBaHMS C €C30MUKIIOH MMa CBOOIIIEHHE 32 €AMH CllyYaii Ha
€C30IMHKJIOH, NPH KOHTO CYOEKTLT c€ € Bb3CTAHOBHA HAMBLIHO. OT MOMEHTA HE



[Tpeno3upaHe ¢ JeTalHy J03H € M10-BEPOATHO 1a Bh3HUKHE, KOraTo €C30MUKIOH Ce¢ NpHEMa B
koMOuHauya ¢ apyry cpeactea notucka LIHC, Biotourtento ankoxon. [1u/IHO Bb3CTaHOBABAHE Ha
MLa € HMalo NPH CBPBLX/103K OT 10 270 mg ec30NMHKIOH.

5. @GAPMAKOJOI'NMYHU CBOUCTBA

5.1 dapMakogHHAMHYHH CBOHCTBA

dapMakoTepaneBTUYHA rpyna: XHMHOTHYHH M CEAATHBHU CPEACTRA, NEKApCTBa, CPOAHH HA

Benzonuazenud, ATC koa: NOSCF(4

Mexanuzem na deucmaue

Ec30nUKIOHDT € HEDEH30AHARETIHHOBO XHNHOTHYHO BEUIECTBO, KOETO € NMHPOJIONHPAZHUHOBO
NMPOH3BOAHO OT KAAC LMK/IONUPOIIOH C XHMHWYHA CTPYKTYPA, HECBbP3aHa C NMHPA3OTONUPHUMHUIHHH,
UMHAA30NHPHAUHH, OEH30A1HA3ENHWHH WK DapOuTYpaTH. TOYHUAT MEXAHH3BM HA JEHCTBHE HA
€C30MHKIOHA € HEU3BECTEH, HO CE CMATA, Ue e(PEKTHT OT HEro € Pe3yaATaT OT MOAYJ/IMpaHe Ha
MaKPOMOJICKYTHH KOMIUIEKCH HA rama-aMuHoMacsiena kucenvia (GABA) -A-peuenTtop, Cbabpxkalily
anda-1, anda-2, anda-3 v anda-5 noarunose. CmaATa ce, ye NMOBULILIABA NpoBokupaHata oT GABA
XJIOPHAHA NTPOBOAUMOCT, KOETO BOAU N0 XUNEPIONAPH3ALHA Ha HEBPOHHUTE H NO TO3H HA4YMH
HHXHOKpa HEBPOHHATA TPAHCMHUCHA U NMPUUUHSABE ChH.

IIpexoono becvrue

B € 1HHHYHO W3NUTBAHE HA HOLIEH MOJIe]1 Ha MOJHCOMHOrPadcKo H3C/IEABAHE HA NPexoAHOo De3cbHHe
NPH 34paBK BL3PacTHU A0OPOBOJILM, 1032 OT 3 mg €C30MHKIOH € Nokasana no-100pa epexkacHoCT
CRpAMO fuUtauedo, No OTHOWIEHHE Ha BPEMETO 3a 3aCUBAHE H NOANbPHKAHETO Ha CbHA. (OCBEH TOBA
pe3yNTATHTE 3a CAMOOLIEHKA HA KAaYeCTBOTO HA ChHA W AbHOOUYMHATA HA CBHA ca BUNH 3HAYUTENTHO MO-
BHCOKH 3a €C30MMUKIIOH B CpaBHeHHe ¢ mnauedo.

HTvpeuuno beszcvrue

B nmnauebo-KoHTpONIHpaAHH NPOYUYBAHKA ¢ NPOABKUTENHOCT A0 6 Meceua, Npy 1Mua ¢ XpOHUHHO
6e3CbHHE, EC3ONUKIOH AEMOHCTPHPA YCTOWUYHBO Nojo0OpABaHe Ha BpeEMETO 3a 3aclUBaHe M
NOAABPKAHETO HA ChHA, NOAOOPABA 00LIATA NPOLBAKUTENHOCT H KAYECTBO HA CHHS
(BB3CTAHOBHUTE/ICH ChH) Npe3 NEpHOAa Ha CYECHHUE, HIMEPEHO 4pe3 OOCKTHBHA NOJUCOMHOrpadHa
cybeKTHBHUTE caMooLeHKU Ha naudedTHTe. [MogoabpasarneTo Ha dyHKUHHUTE HA OpraHH3Ma Ha

CACABALIiUA ACH CC PCTY/IWPA, HpPC3 NPpHJiaAraHe Ha €C30MHKIIOH, KAKTO € OHEHEHO OT pEanta
wicnensanna. He e HabironaraHo Pa3iBHTHC Ha TOJACPAHTHOCT NPH HHHHEGG—I{{)HTPGHHPHHH

NPOYYBAHHSA MNPH JIHLA C XPOHHUYHO §€3ChHHUE, IEKYBAHHU ¢ €C30MMKIIOH, 3a NEPHO OT A0 6 Mecela M
[PK JIULA ¢ OE3CHHHE WK CHITBTCTBALLMY CHCTOAHHMSA HA IeNpPECHA, TPEBOKHOCT UITH BoNKa, ¢
NPOABLKHTENHOCT HA TEPANUATA C €C30NUIIOH 10 8 ceamuuu. Tpabera aa ce orbenexu, 4e aozara or
| mg npH BL3pacTHH AEMOHCTPHPA HenocaeaoBaTenHa eGUKacHOCT 33 NOoJ0OPARAHE HA KAYECTBOTO H
NPOABIKHUTENHOCTTA HA ChHA U HE NOJ00paBa 0OWOTO BpeMe 3a CbH MPH HUTO €/IHO OT

npoy4uBaHuaTa. [lopaaun Tosa, obuuaitHaTta edexkTHBHA 1032 3a BB3paCcTHH ce o4aksa na ovae 2 wiau 3
mg.

Convmemeaiyo He3corue
[Tpu nuna ¢ 6e3cbHHe, CbMBTCTBALIO AENPECUS UNTH TPEBOXKHOCT, ChbBMECTHOTO MPUIOKEHHE Ha
€C30ITHKIOH CbC CENIEKTHBEH HHXUOHUTOP Ha 00paTHOTO 3axBauiaHe Ha cepoToHnHa (SSRI) B
MPOABLIKEHHE HA 8 CEAMHUH JEMOHCTPUPA 3HAUHUTENHO NOROOPEHHE HA MOKA3ATENHTE 3a KA4E€CTBOTO
Ha ChHA, KAKTO H HAKOH KIHHHYHO 3HaYHMMH NMOKA3aTe/IM HA AHTHAENPECAHTHHA H aHKCHOIUTHYEH
oTroBop (HanpuMep Ckanu Ha XaMUITBH 33 AENPECUA U TPEBOXKHOCT) B CPABHEHHE C NDPIMERMETO HA
SSRI, kato MoHoTepanus. B 4-ceamnunn npoyuBanus 3a 6€3cbHUE, KOMOPOHIHU C
' !

e i " 'f- H e %
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APTPHUT UITH MEPUMEHONAY3AIHH CHMITTOMM, €C30TIHKIIOH AEMOHCTPHPa 3HaMHTE T
[MOKA3aTEJIMTE 3a KAYECTBOTO HAa CHHA (BpeMe 3a 3aCNHBAHE U NOAABPKAHE HA Chifs
nepyon. B Te3u npoyusanus cbLO ce 3abeasa3Bar noaodOpeHus Ha ycewaneTo 330k
pPEBMATONIEH APTPHT, KAKTO U MOA0OPSABAHE Ha HACTPOSHUETO H CUMIITOMHTE, C ~. BHUE
MEHOMNay3ara Mpu *XEeHU B NEPHMEHONAY3a U MEHOTAY3a, JIEKYBaHH € €C3OMUKITON '5: |
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Ilayuenmu 6 cmapuecka gv3pacm

EKCO3ULMATA HA €C30NMKNOH C€ YBEJIHMUYABRA NPH NALKMEHTH B CTapUyeCcKa Bb3pacT Ha 65 Uik noseue
rogdHH (BxK. Touka 5.2) n obwiata AHEBHA 103a €C30NMUKNOH NMPU TaX He Tpabea Aa HaaBUIIaRa 2 mg.
B paHaoMu3upaHH, ABOHHO cnenu, nnauedo-KOHTPOAHPAHH NPOYUBaHHA, ¢ APOAB/DKUTENHOCT A0 |2
CEAMMLIM, MPU NAUMEHTH B CTAPUECKA BB3PACT ¢ XPOHUUHO Oe3ChHUE, 103a OT 2 mg eC30MUKIAOH
BEAHDBK AHEBHO NMPEAH NAraHe AEMOHCTPHUPA 3HAYUTEIHU NOACOPEHHUR NMOKA3ATENHUTE 3a Ka4eCTBOTO
Ha CbHA (BpEME 3a 3aCMUBAHE U NMOLABPXKAHE HA CbHA) 32 U3CNEIBAHHS TIEPHOLL.

Heouampuuna nonviayus

Esponerckara areHuMs Nno JIEKapCcTBaTa oT/ara 3ab/DKEHHETO 3a NpeAoCTaBAHE HA Pe3YyATaTUTE OT
MPOYUYBAHHATA C €C30MUKIIOH BbB BCUYKH NMOArpYIH Ha NEeJAHaTprUYHaTa rnomnynatus fpu JieHeHHe Ha
Oe3chHHE (BXK. Touka 4.2 3a UHPOpMaLIUa OTHOCHO ynoTpeda B NeanaTpuaTa).

5.2 DapMaKOKHHETHUYHH CBOHCTBA
AbcopbLus

Ec3onuknoH ce abcopbupa Obp30 cnea nepopanHo npUioKeHHe. MakCMMaNHUTE NnazMeHH
KOHLIEHTPALHH C€ NMIOCTUTaT B paMKHUTE Ha | vac cieil NepopaiHO MPUJIOKEHHE.

PasnpeneneHue

Ec30onmukiIoH ce cBbp3sa cnabdo ¢ niazMeHuTe npoterHu (52-59%). CneaoBatenHo, € MaKo BEPOATHO
BEPOATHO, HACHLLAHETO € €C30MNUKNA0H Aa ObAE NOBAUIHO OT OT JIEKAPCTBEHH B3AUMOIEHCTBHA, B
CIIEACTBHE OT CBLP3BAHETO MY € MNA3MEHUTE NMPOTEHHH. CHOTHOLWEHHETO KPbB KbM TU133Ma KbM

CC30MHKIOH € [MO-MATKO OT €1HO, KCETO HHAHKHPA HCCCIICKTUBHO NOEMAHE OT YEPBEHHTE KPBBHH
KJIETKH.

buotpaHchopmanus

Cnea nepopanHo NpUACKEHHE €C30NUKIIOH ce MeTaloIN3Npa B ro/1AMa CTENEH Ype3 OKHUCISBAHE H
aeMeTunupase. OCHOBHUTE naa3MeHu Metabonut ca (S) ~3onuksion-N-okeua U (S) -N-necmerun
3onuiion. [lpoyusanuara in vitro nokazsar, ue enzumute CYP3A4 u CYP2EI yuacTsar 8
MeTaboM3Ma Ha ec3onuiloH. KoHcTaTauuuTe oT in vitro Nnpoy4yBaHUsa HA YOBELLKH XENATOUUTH C
€C30MUKIOH NOKa3sart, ue He ce HabnroaaBa HHxHOUpane Ha ensumuTe CYP450 1A2, 2A6, 2C9, 2C19,
2D6, 2E1 1 3A4. Ilpn xopa €AHOBPEMEHHOTO NPHIOKEHHE ¢ KETOKOHA30J1 BOJIH A0 MOBHLLIEHA
€KCIO3HMLMA Ha eCc30NUKIOH, O4yakBa ce MowHNTe HHAYKTOPH Ha CYP3A4 1a HamManaT cucTeMHara
€KCIMO3HLMA HA €C30THKIIOH,

EnnmuHHpaHe

Caea nepopaiHO MPUIOKEHHE EC30MUKIIOH CE ETMMHHHAPA ChC CPEAEH ENHMHUHALIKOHEH NMOJTYKHUBOT t
12 nprHOnu3uTenHo 6 yaca. Jlo 75% ot nepopanHara n03a Ha palleMKWYHHSA 30TTHKIOH CE€ ECKPEeTHpa B
YpHHaTa rnaBHo noa popmara Ha Metabonuth. Iogoben npodun Ha ekckpeurs 64 Morno aa ce
OYaKBa H 33 €CIOMUKIIOH, S-H30Mep Ha paUEMHUUHHKA 30TTUKIIOH. TTo-Manko ot 10% ot nepopanto
MPHJIOXKEHATa A03a Ha €C30MUKNOH C€ €CKPETUpAT B YPHHATa B HEIPOMEHEH BHI.

EdekT Ha xpaHaTa

[1py 3apaBH BL3pacTHH, NPUIICKEHHETO HA €CIONHKIIOH CNEA NPUEM HA XPaHA C BUCOKO CbAbPIKAHHE
Ha Ma3HKWHHW He BoAH a0 npoMsHa Ha AUC. Hamansga ce cpeaHara cToMHOCT Crax ¢ 21% M ce 3abass
tmax € NpHUONU3UTENHO | Yac. EAMMHHALHMOHHHUAT NMONYXKHUBOT OCTAaBa HENPOMEHEH, NPHOTH3IHTENHO 6
yaca. EQekThT Ha ec30NUKNIOH BLPXY BPEMETO 3a 3aCNHBaHe MOXe 13 ObAE JIEKO MOHHKEH, aKO Ce

NpUEMa ¢ WIH HENMOCPEICTBEHO CNell MPHUEM Ha XPaHa C BUCOKO ChIAbPXKAHUE Ha Ma3HHUHH WK TEKKA
XpaHa.

JIMHEeHHOCT/HeJIUHEUHOCT

[1pu 3ApaBy BB3pacTHU €C30NMKIIOHBT HE CE HATPYTNBA NPH €AHOKPATHO MPUJIOK
MY € NpOINOpLHOHAIHA HA J03aTa B rpaHHLUTE OT | 10 6 mg.
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CneuuaaHy nonysjauuu

IHayuenmu 6 cmapuecka ev3pacm

B cpaBHeHHE ¢ Bb3pacTHUTE, NPU MALUEHTHTE B CTApYECKa Bb3PacT, Ha 65 K MOBeY¢ roIMHK ce
HabaoaaBa yBennueHue Ha ekcno3numaTa ¢ 41% (AUC) n /ieko yABIKEHO eTHMHHHpaHE Ha
eC30MUKIOHN (112 npudan3uTesiHo 9 yaca). Cmax OCTaBa HENpOMEHEH. C1€10BATENHO, NPH MALHEHTH B
CTAPYECKa Bb3pacT A03aTa Ha €C30MUKIOH He TpabBa la HajABHllaBa 2 mg.

IHon

‘DRPMEKOKHHETHKHTH Ha €CCIONMHKNOH INMPH MBIKE H AKHCHH C CXOHA.

Emnuvecxka npunadnexcnocm
(DapMaKOKUHETUKATA 3a BCHYKH H3CJIE€ABAHW €THUUYECKH IPYITH € €/1HAKBa.

Yeproopobro yspesxcoarne

dapMakoKWHETHKaTa Ha A03a OT 2 mg e OMna CUEHABaHA MPH NHLA C TEKO, YMEPEHO H TEXKKO
yepHOApoOHO 3abonsBaHe B CPaBHEHHUE CbC 3apaBH 100poBOALIM. EKCNO3ULUMATA HA €C3OMUKICH €
YBEJIHUEHA 2 NMbTH NPH NALHEHTH C TEKKO YBPEXIaHE B CPaBHEHHUE ChC 3APaBH A00POBOJILM.
HabnrogaBaHata MakcMManHa KOHUEHTpaUHA (Cmax) W BPEMETO Ha N0ABaTa U (tmax) €2 HEMPOMEHEHH.
Ec30MUKNOH € NpOTHRONOKA3aH NPY NMalUEeHTH ¢ TEXKO YepHoapobHo yBpexaane. He € Heobxoaumo
KOpUMIMpaHe Ha A03aTa MpH NMAaLKEHTH C JIEKO A0 YMEPEHO YEPHOAPOOHO YBpEXaHe.

brbpeuno yepesicoane

(DapMaKOKHHETHKATA HA €C30MHKIIOH € M3C/IEABaHAa TIPH JIHUA C JIEKO, YMEPEHO UK TEXKO 6bOpeydHO
yBpexaaHe. B cpaBHeHHE CbC 3/IpaBy MHAUBHIIH, JIHLA C TEXKKO OBOpeUHO yBpeKAaHE UMAT
yBeHUeHHe Ha ekcnoznuuaTta (AUC) ot 47%,. MakcuManHaTa npenopbyHTeIHA 103a €C30NUKIIOH

NPU NALUKEHTH ¢ Texxko 6bOpeuHo yapexcaane € 2 mg. He e HeobX0aMMO KopHrupane Ha go3ara npu
NaLMEeHTH C JIEKO HIIHA YMepeHo ObOpeuHo yBpexiaHe

5.3 IIpeAKNHHH'IHH JaHHH 332 Oe30maACHOCT

[1py HEXTHHUYHK NpOYUYBaHHUA e(PEKTH Ca HaDNKAABAHH CAMO NPH €KCNO3HLIMK, KOUTO CE& CUWTAT 3a

AOCTAaTBHYHO NPEBHUILABALLM MAKCHMa/IHA €KCNO3UUMS P X0pa, KOETO MOKa3Ba MA1KO 3HauYeHHE 3a
KNKHHYHaTa ynoTpeda.

[ €eHOTOKCHYHOCT M KaH LHCPOTCHHOCT

EC30NHUKNOHBLT H papMakoNoru4HUAT akTuBed MeTabonuT (S) -DMZ He npeacTasnsBaT MyTareHeH
HJIH KaHLIEPOre€HEH PUCK MPH NPOYUBAHHSA BLPXY KUBOTHH.

PenpoayKTHBHA TOKCHYHOCT M TOKCHYHOCT 3a Pa3BUTUETO

EC30NUKIOH HE € TEpaTOreHEH NPH NPOYUBAHHUS 3@ TOKCHYHOCT NMPH MHOTOKPaTHO NpUarade H npu
peNpoaAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 33 Pa3BUTHETO NMPHU NPOYYBAHHUA MPOBEAEHH CHOTBETHO
MpH MHLLUKH, MJTbXOBE, 3aHLIK H KyueTa. EC30NMKIOH U (papMakoSIOTHMHHAT aKTHBEH MeTaboAMT (S) -
N-aeCMeTHN 30MMIJIOH T0Ka3axa IereHepaLis Ha MbXKKUTE PENPOaYKTHBHH OPraHH (TECTUCH,
€MHIHIUMHC), HAMAIIEHN HHOEKCH Ha MIOAOBUTOCTTA H NPH ABATA MONA, HAPYLIABAHE HAa eCTPaIHATA
UHKJIHYHOCT (I1bXOBE) W YCKOPABAHE HA BPEMETO 10 HAYa0TO Ha PENPOAYKTHBHOTO CTapeeHe
(N1LXOBE), NPH 103H, NPEBHILABALMY MAKCUMAIHATA KJTMHHAYHA 1033 (16 X 3a MbKkuTe U 13 X 32

KEHCKHTE HHWBHAM Ha Da3a TenecHara NOBbPXHOCTT). Bevuku OTKpUTUS NokassaT oOpaTHMOCT criea
Bb3CTAHOBABAHE.

Habmonasat ce 3a6aBaHuUs BLE BLTPEYTPOOHOTO pa3BUTHE Ha MJIOAA NPH MTbXOBE M 3alilli K

NPUAPYKEHHU OT TOKCHYHOCT 3a MalKara,
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6. GOAPMAILEBTUYHUA JTAHHH
6.1 CnHcbK HA NIOMOUIHHUTE BellecTBA

Hopo na mabremxkama
MUKPOKPHUCTAJIHA LIeJTy 1034

KaJuMeB XxuaporeHgdocpar
KpOCKapMeno3a HaTpHH

CHJIMLIMEB IHOKCH/1, KOJIOH/IEH Oe3BO/1eH
MarHe3ues creapar

Duimoso nokpumue
XHUITPOMEJI03a

TaJIK

TUTAHOB NHOKCcUA (E171)
makporosi 3350
0 B T B Py

6.2 HechLbBMECTHMOCTH
Henpunoxumo

6.3 Cpok Ha roguocr
3 roavHu

6.4 Cpnenna.IHH yC/IOBHSl HA CbXPaHeHHe

|3a I mg onaxosanu 6 PVC/PCTFE-Al u OPA/Al/PVC-Al 6aucmepu,; u 3a 2 mg u 3 mg onakoeanu 6
PVC/PCTFE-Al, OPA/AI/PVC-Al u PVC/PVAC/PVC-Al 6aucmepu|

To3u JICKAPCTBCH NMPOAVKT HC U3HUCKBA CIICHIHAJIHH YCIIOBHUA 34 CbXPAHCHHC.
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6.5 BHAH chLABPKAHHE HA ONIAKOBKATA

PVC/PVAC/PVC—AI 6auctepu, PVC/PCTFE-AI 6auctepu nan OPA/AL/PVC-Al 6auctepwm.
Bujose onakosku: 7, 10, 14, 20, 28, 30, 50, 56, 98 uau 100 dpuamupanu TabaeTku.

He BcHuku BH0OBE OnakoBkHU morat Aa ObaaT nycHaTH B npojiaxoa.

6.6 Cpnenna/Hu npeaAnasHu MepKH NpPH H3XBbLPJIAHe H pabora

Hewn3non3saHUAT JIEKApCTBEH NPOAYKT WK OTNAAbYHUTE MaTepPHaIK OT Hero TpsOBa J1a ce U3XBbPJIAT
B CbOTBETCTBHE C MECTHUTE U3UCKBAHMSL.

y IIPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

G. L. Pharma GmbH
Schlossplatz |
8502 Lannach

ABCTpHUsS
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8. HOMEP(A) HA PAZPEHIEHHETO 3A YINIOTPEBA

Ecordo | mg punmupann Tabnerku Pernucrpaunoner Ne 20200003
Ecorno 2 mg dunmupany tabnerkwu Peructpaiponen Ne 20200004
Ecordo 3 mg dunmupany Tabnerku Peructpaiimoner Ne 20200005

9. AATA HA ITbPBO PAZPEITABAHE/TMTOAJHOBABAHE HA PAZPELIEHHUETO 3A
YINOTPEBA

Hara Ha nbpBo pazpewasane: 10.01.2020
Jlata Ha nocneaHO NOJAHOBABAHE:

10. JATA HA AKTYAJIMZBUPAHE HA TEKCTA

(8/2024
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