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1. YME HA JEKAPCTBEHHUS IPOXYKT ! Kot Poz e AV /004 %g

J- 23USIRRUE Me
Ekonopm 7,5 mg dunmupanu TabneTku [l F:q‘ wlPHu " 156 1 1-09- 2003
Ecodorm 7,5 mg film-coated tablets FECVAMIE - o eeereseseismssid ooesorssiemmmes e

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Besika punmupaHa Tabnerka cbhabpxa 7,5 mg 30nukioH (zopiclone).

IlomouHY BEweCTBA ¢ H3BECTHO feHCTBHE: Besika TabneTka chabpka 0,57 mg nakTo3a MOHOXHAPAT H
ap.

3a MhITHWSA CTTHUCHK HA MOMOLLHUTE BEILECTBA, BHXKTE TOuka 6.1.

3. JIEKAPCTBEHA ®OPMA

Dunmupana Tabnetka

benw, kpbrau, punmupany TabneTkH, M3MbKHAIK OT €JHATA CTPaHa U BUTEOHATH C JENMTENHA YepTa
OT Apyrara cTpaHa.

Tabnetkara moxxe na 6b2ie pa3geneHa Ha ABE PABHU JO3H.

4. KMHUYHHU JAHHA
4.1 TepaneBTHYHH NOKA3AHHA

3a neyeHne Ha MPEXOIHO, NPHYHHHO-00YCIOBEHO, KPATKOTPAHHO G€3CHhHUE NPYU BE3PACTHH
(BKJIOUMTETHO TPYAHOCTHU IPH 3acfikBaHe, ChOYXAaHe NPe3 HOWITA U PAHHO ChLOYKAAHE).

Karo nopabpixaiiia Tepanus 3a orpaH{4YeH EpUOJl Ha JIeYEHHe Ha XPOHUYHO Ge3ChHUeE.

30MKKNOH ce NPeANUCBa, KOraTo 3ab0IsIBAHETO € TEXKKO, KOETO OrPAHMYaBA AKTMBHOCTTA HA
TIALIMEHTA WK IO MOAJIara Ha CHJIeH JUCTpeC.

He ce npenopbusa npoaskutenta ynorpeba. Kypest Ha neyenue Tpsa6Ba qa 3anousa ¢ Haii-HMcKaTa
edexkTuBHa A03a.

4.2 JI03HpOBKa M HAYHH HA NPHJIOKEHHE

,ﬂo3u POBKa

Ho3ata Tpabsa aa ce cboOpasy ¢ Bb3pacTTa, TEMJIOTO H OBLIOTO ChCTOSHUE HA MALMEHTA B
JOMBJIIHEHHE KbM THIIA O€3CHHUE.
Jleuennero Tpabea na 6be 3aM04HATO ¢ Hali-HHUCKATa NPENOPBHUMTENHA 03a.

Bw3pacmuu
O6wuuaiinata f1o3a € 1 Tabnetka (7,5 mg) AHEBHO, HENOCPEACTBEHO NMPEAH NAraHe.

Hayuenmu c 6v6pewnu nupyuenus
[Ipenopbusa ce HavanHa J03a OT MOSIOBUH Tabnetka (3,75 mg) AHEBHO, MaKap Ja He € H
HaTpyMBaHE HA 30TIMKJIOH HMJIW HErOBUTE META0OIUTH NPHU Ta3W rpyna nalueHTH (Bix. -
[lpu BcHuKH cilydau, MaKcCUMaJTHaTa HEBHA 1032 He TpsAOBa Ja HaaBuIuasa 7,5 mg.
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layuenmu ¢ 4epHoOpOGHU HADYUWIEHUS UNU XPOHUNHA OUXAMENHA HEOOCAN, wmcm\



IIpenopbusanara g03a € nonosuH Tabnerka (3,75 mg) AHEBHO, THH KaTO ENMMHHUPAHETO HA
30MUKJIOH MOXKE []a € HAMAJIEHO NpPY NaLMEHTH ¢ YepHOAPOoOHa AuchyHKuMsA (BXK. Touka 5.2). B Hakou
Cily4yaH, 103aTa MOXE [1a Ce yBEJIMYH 10 eHa TabJIeTKa, B 3aBUCUMOCT OT e(DEKTHBHOCTTA U
NOHOCHUMOCTTA Ha MaLH1eHTa.

IHayuenmu ¢ cmapuecka ev3pacm

IIpu naunenTu Han 65 roauHu ce npenopbyBa HayaiHa 032 OT NONOBHMH Tabnetka (3,75 mg) AHeBHO.
AKko e Heob6Xx0aMMO, 103aTa MOJKe [ia Ce YBEJUUH [0 €1HA TabNETKA JHEBHO, B 3aBUCHMOCT OT
e(pEeKTUBHOCTTA U MOHOCHMOCTTA Ha MALMEHTA.

Ileouampuuna nonynayus
3onuMKI0H He TpsAGBa Aa ce W3MoA3Ba MpH Aeua U oHownk (NoA 18 roauHu), Thil kato Ge3onacHocTTa

M e(UKaCHOCTTA MY HE Ca YCTAHOBEHH [1pH Ta3K rpyla NauMeHTH (Bik. Touka 4.3).

Hauwuii 11a npuiokeHue

3a nepopanHo npunoxenue. JlekapecTBOTO BUHATH TPAGBA [a ce MpUeMa Npey JsraHe.
Tabnerkata TpsbBa na ce mornwina, 6e3 1a ce cMyde WK IbBYE.

IIpoovndcumennocm na nevenuemo

JleuenueTo Tpsa6Ba Na € BE3MOKHO Haii-KpaTKO, BAPUPALIO OT HIKOJIKO AHH IO MAKCUMYM 2-4
CeAMMULIH, BIUIFOYHMTCITHO NMEPHO/1a Ha NTOCTENEHHO HaMaJIsiBaHe Ha Ao3arta (Bx. Touka 4.4):

- MpexoaHo 6e3chHUE (BKITIOYHTENHO M0 BpEME Ha ITbTYBaHe) — 2-5 AHH;

= KpaTkocpo4yHO 6e3cbHue — 2-3 ceAMMLM (BKIIIOUUTEIHO Clle]] CEPUO3EH MHLIMACHT).

B onpenenenn ciyyam, Moxe 1a € HEOGXOAMMO YAbJDKABAHE NEPHOA HA JIEUEHHE MOBEYe, OTKOIKOTO
€ MaKCUMaJIHO IONMYCTUMHAT NEpHOA. [Tpu TakvRra cyvau, NepuoObT Ha JieueHre He TpsOBa a ce
YAbkaBa 6e3 NPEOUEHKA HA ChCTOSIHHETO Ha LIALUMEHTd, Thid KATO MPH MPOIBIKUTETHO TEUEHHE ce
YBE/IH4ABA PUCKBT OT PA3BUBAHE HA 3aBUCHMOCT WM 3n0ynoTpeda (Bx. To'ika 4.4).

IIpexpamasane na nevenuemo

[Ipenu na ce 3anoune neueHUETO, Ha MAUMEHTUTE TPAOBA fa UM Obae 0OACHEHO, Ye NEUSHHUETO &
KPaTKOCPOUYHO U KaK Jla MPEeKpPaTAT JEUEHHETO NocTeneHHo. [TocTeneHHOTo npekparsaBaHe Ha
JICHEHUETO HaMaJIsiBa PUCKa OT MOBTOPHATA M0ABa Ha 6e3cbHue (Bxk. Touka 4.4). [Taunenture TpsaGea
Aa 6bJaT NpeAyNpeIcHU 3a BB3MOXHOCTTA OT [IOBTOPHA M0s1Ba HA Ge3ChHHE Cliejl peKpaTsABaHe Ha
J€YEHHETO, C e/ HaMalIIBaHe Ha 6€3MOKOHCTBOTO, KOSTO MOXKE Ja NPUYUHHHAT BE3MOXKHHTE
CHMMITTOMH, CBbP3aHH C PEKPATABAHETO HA TEPAIUATA.

4.3 IIporuBomoxasanus

° CBpbXUyBCTBUTEHOCT KbM AKTUBHOTO BELLECTBO WM KbM HAKOE OT MOMOLIHHTE BELIEeCTBA,
H30poeHH R Touka 6.1;

Mmuactenus rpasuc;

Octpa 4epHOAPOOHA HEAOCTATHYHOCT;

CuHHApPOM Ha CBHHHA arHes;

JluxaTenHa HEAOCTATHLYHOCT;

Jleua u roHotuu nop 18 rogunwu.

4.4 Croenuanuu npeaynpe;xaeHHs H NPeNNa3HH MEPKH NPH ynoTpe6a

Ilornocumocm
Cnen ynorpeba B npoAbIKEHHE Ha HIKOJIKO CEIMMILM, MOXKE J1a ce HabmoaBa HaM
€pHKaCHOCTTa Ha CbHOTBOPHHA eheKT Ha GEeH301Ha3eNMHUTE U GEH301HA3EIHHOB
Bbripexu ToBa npu 30NMKIOH HAMA NAHHHM 33 3HAYHUTEITHU OTKJIOHEHHS 11O BPEME
NPOAB/DKUTENHOCT 10 4 cenmuun. J[o3aTa He TpsOBa na ce yBeInM4aBa.



3asucumocm

Vnorpebara Ha celaTHBH/CHLHOTBOPHH, NTOAOOHH Ha 30TUMKJIOH (JOPH M B TEPANEBTHYHH A03H), MOKe
Aa foBee 10 Pa3sBUTHE Ha (PU3MUECKA H ICHXMYHA 3aBUCHMOCT WITH 3/10yNOTpe6a ¢ Te3u MPOLyKTH.
PHUCKBT OT 3aBUCMMOCT HITH 3N10ynoTpeba ce NMoBHILIABA ¢ YBEIMYaBAHE HA 403aTa,
MPOIB/DKUTENHOCTTA HA IEYEHHETO H €HOBPEMEHHATa yNoTpeba ¢ APYry NMCUXOTPONIHU AreHTH WITH
AJTKOXO1I.

PuckbT 0T 3aBMCUMOCT MiK 3710ynoTpe6a € Mo-rosisiM U MpH NalyMeHTH C aHaAMHE3a Ha 3710ynoTpeba ¢
aJIKOXOJ1 W/MITH HAPKOTHYHU BELLECTBA WK MALMEHTH C MOAYEPTAHH JIMYHOCTHH HapylueHus. Tosa
Tp:6Ba na ce B3eMe Noj BHUMAHUE MPH PELIEHHE 3a 3aMI04BaHe Ha JICUEHHE C XUMHOTHYHH eKapcTBa
TP TakWBa nauveHTy. B cnyyail Ha passuTue Ha pu3MUecka 3aBUCUMOCT, PS3KOTO NpPeKpaTIBaHe Ha
Jie4eHUeTO e Oble NPUAPYHKEHO OT CUMIITOMH HA OTHEMAHE, KOMTO MOXE /12 BIJTFOUBAT: CHITHO
6e3n0KoHCTBO, raBodoMMe, MyCKyJIHY GOJTKH, HAaNpeXxeHHe, O6bPKBaHe U pasapasHeHue. [lpu
CEPHO3HHM CJTy4Yad MOraT Aa C€ NPOABAT CIECAHUTE CUMIITOMH: JeNepCOHATU3ALUS, HEOCH3HATOCT,
XUIEPAKy3HC, H3TPhITRAHE H MPABYUKAHE Ha KpAHHMLIMTE, CBPbX1YBCTBUTENHOCT KbM CBET/IHIIA, LIIYM
M (PUBHUECKH KOHTAKT, XaTIOLUMHAUMH WK eNUIeNTHYHK npunanbuy. JoKnagBaHH1 ca cly4an Ha
3710y noTpeda.

Hosmopna nossa Ha de3cvrue u bemorolicmso

[Ipexonen cuHapom Moe Jla ce NOABH MPH CHHpAIle 1A TEPANMHATA, KOraTo CHMIITOMHTE, IOBEH JI0
JIEYEHHETO ChC CEATHB/CLIIOTBOPIIO Ce BL3BPBILAT B 3ackiicHa hopma. Toa Mokc na 6bae
MPUAPYIKSIO OT APYI'H PEURLMH, BIUIOYBULLH [IPOMSHA B HACTPOCHHUCTO, TPCBOra U 6e3nokoicTRO.
To3u cuHAPOM HAR-YECIO BL3HMKBA BCIEACIENE HA PHIKOTO NPEKPATABAHE HA MPOIBIKHTENTHO
fiedeHye WM ynotpebara Ha 103H, MPSBULLIABALLM MAKCUMAITHATA TIPENOPbYMTENHA 103a. 3aTOBA
TpabBa na ce U30ArBa pA3KOTO MpEKpaTsBaHe Ha JIEYEHHETO — BMECTO TOBA, 103aTa TpAbBa 1a ce
HamaJlsiBa MOCTENEHHO W NaLMEHTHT TpsAOBa na 6bae cboOpazHo uHGOPMUpaH (BXK. Touka 4.2).

Cyuyuonu mucnw//lenpecus

Hskon enuaeMroIoruuHH NpoyuBallus ca NoKas3ali YBEJIHYCH PHCK OT MOSABa HA CYHUMAHH MHUCAH U
OMMTH 3a CamOyOHMICTBO NMpH MALMEHTH ¢ WK Ge3 ChLIECTBY Balua JENPECHs, KOUTO ca GUITH JIeKyBaHH
¢ 6eH30MA3ENMHH ¥ IPYTH XHNHOTHYHY areHTH, BKJIIOUMTEIHO 30TMKJIOH. BLIpeky ToBa Bee ole He
€ yCTaHOBEeHA NMPUYMHHO-CICACTBEHA BPb3Ka.

30nUKIIOH He TPAGBa 1a ce ynoTpedsBa CaMOCTOSTENHO 32 JIEYEHHE Ha JenpecHs Uau 6e3MnoKoHCTBO,
CBBP3aHO C JienpecusaTa (MoXe 1a Bb3HHKHAT CJTyYad Ha caMOyOUICTBO MpH TaKUBa MALIKEHTH).

30nUKI0H Tpﬂ6Ba Aa C€ rprue€mMa C MOBHIIEHO BHUMaHUC OT NALUMCHTH, U3TUTBALLM [IpU3HALK HA
Acnpecus. Hopazm BEPOATHOCT OT MNpPOsIBA HaA CKIIOHHOCT KbM CaMO)/GPIFlCTBO, Ha TC3H MaUMCHTH
Tpfl6Ba aa 6'[:)16 OTITYCKaHO Bb3MOXKHO Hal-MaJIKOTO KOJIMYECTBO OT JIEKapCTBOTO C LUEJ
NpeaOoTBpaTABAHC Ha pUCKaA OT NIPHEMAHE Ha CBPBbXI03a.

I1o Bpeme Ha NIEYEHHETO CbC 30MHMKIIOH MOXKE [a Ce MPOSBAT NPU3HALIM HA BEUe CHILIECTBYBALIA
nenpecust. Twii kaTo 6e3chHUETO MOXKe Na Ob/ie MPU3HAK HA JeTIPECHs, ChCTOSHUETO HA NaLMEHTA
TpabBa 1a 6be NPEOLEHEHO, aKO TO MPOIBIDKH 3a I0-IbJIbI IEPUOLL OT BPEME.

[Ipenu 3anouBane Ha feueHNETO, TPAOBA Aa Ce OLEHH BCAKA Ipyra MOTEHLUMATHA PUUMHA 32
6e3cbHHeTO.

Amnesua
Moske na Bb3HUKHE aHTEPOrpaHa aMHE3Us, OOMKHOBEHO HAKOJIKO Yaca ciie]] pUemMa Ha TableTKaTa,
0co6eHO NpH MPEKBbCBAHE HA ChHS, MILM KOI'AT0 ce 3a04aBH JIAraHeTo Ciiefl IpUemMa Ha TabneTkara.

3aToBa J1eKapcTBOTO TPAOBA [a Ce MpHeMa HeMOCPEACTBEHO NPEAH JsraHe (Bx. Touka 4.2,

Bb3AeiCTBHETO HA aMHE3HA.

ﬂpyzu NCUXUYHLU U napa@orccafmu peaxkyuu



Ilpu Hskou nauuenTH, 6eH3oquaszenuHuTe U GeH30Ua3eNUH-NIOAOOHKTE 1eKAPCTBA MOraT J1a
NPUYMHAT NAPaJOKCATIHH PEaKLUK:

- 3aCcU/IBaHE Ha 6E3CHHHUETO, KOLIMapH;

- 0e3M0KOHCTBO, TPEBOXKHOCT, pa3ApasHeHUe, arpeCMBHOCT, H3GIMLIM HA HSIB;

- 3ab1y/1a, XanoUMHALMHI, ICUXOTUYHH CUMIITOMU, HEA[IleKBATHO NMOBEAEHHE W APYTH
pascTpoicTBa B NoBeAEHHETO (BXK. Touka 4.8).

Te3u cumnToMHM € NO-BEPOSTHO la BB3HUKHAT [1PH NALMEHTH B CTAPUYECKA Bb3PACT. AKO Ce MOSBAT
TaKWBa CUMIITOMH, JIeUeHHeTo TpsAbBa na Obae npekpareHo.

Comnamodynuzem u acoyuupano ¢ Hezo nogedenue

IIpH nauMeHTH, npyeManu 30MUKIIOH, KOMTO He ca G1iIK HAmbAHO Oy AHH, ca AOKIaJBaHH ACHCTBUS
KaTO XOACHE Ha CbH M [IPYTH CBbP3aHH C HEro NPOSABH B MOBEICHMETO, KATO ,,lu0(pHpaHEe HA ChH”,
NPUrOTBsIHE HA XPaHA U XPAHEHE WITM OCBLLECTBABAHE Ha TeslehOHHM obaxaaHus, 6e3 CIOMEH 3a Te3U
cbOuTHa. YnoTpebaTa Ha 30MHUIJIOH B JO3H, MPEBHILABALIM MAKCUMATHATA MPENOPbUMTENHA 1032 WK
B KOMOMHaLWs ¢ alkoxon v Apyru aenpecantn Ha L{HC, yeenuuasar prcka OT nposisa i1a Nofo6HO
noeienre. CUIHO HAJIOXKHUTENTHO € MPEKPATABAHE HA JIEYUEHUETO ChC 30MUKIIOH MPH MALUEHTH, KOUTO
cbo0L1aBaT 3a Mofo6HO MoBeneHue (BXK. Touku 4.5 u 4.8).

Icuxomomopuu napyuenus

ITono6Ho Ha ocTaHauTe CeAaTUBY/CHHOTBOPHH JIEKAPCTBA, 30MMKIIOH UMa MOTHCKALL eeKT BhPXY
ITHC. PUCKBT OT ICHXOMOTOPHH HAPYIIEHUS, KATO HAPYLICHHs B CIOCOGHOCTTA 3a opupaHe, ce
YBENHUYaBa, ako Te3W ACHHOCTH Ce M3BbPLIBAT B paMkuTe Ha 12 1aca ciiel mpuemMa Ha JIEKApCTBOTO,
aKo € NpUeTa Mo-BHCOKa OT NPenopbYBaHATA 1034 M/ 30NHKJIOH € NPHeMaH eJHOBPEMEHHO ¢ APYTH
noruckaly IIHC MennkamMeHTH, ankoXon WIH JPYTH JIeKapcTBa, KOUTO MOTarT [a yBeJIMYaT HUBATa HA
30MHUKJIOH B KPbBTA (BXK. To4Ka 4.5). [lauuentute Tpsa6Ba Aa 6bAaT BHUMATENHH IPY U3BBLPLIBAHE Ha
ACHHOCTH, KOMTO M3MCKBAT MOBHIIEHO BHUMAHHME HJIH [ABUTaTEIHA KOOPAMHALMS, KaTo paboTa ¢
MaLUMHK WK wodupaue, ciesl ynorpedara Ha 30MUKIOH H 0cO0eHO B paMKuTe Ha 12 vaca cref
npHema.

Puck npu eonospemenno npunoosicenue ¢ onuoudu

EnxoBpemennara ynorpeba Ha GeH301a3eMMHN 1 GeH30A1a3eNHH-I0405HHM IeKapCTBEHH MPOAYKTH,
BIJTIOUMTEJIHO 30MUKIIOH, C ONMOM/IM, MOXKE 1 OBEAE [0 CefaLusl, PECIUPATOpHA AENPECcHs, KOMa H
cmbpt. [lopaau Tasv npuyrHa, e1HOBpeMeHHaTa ynoTpeba Ha Te3M JiekapcTsa Tpsibsa 1a ce npusara
€IMHCTBEHO MPH NALKMEHTH, 3a KOMTO HIMA Jpyra alTepHAaTHBA 3a JICUEHHE.

AKO eqHOBpeMEHHaTa yNoTpeba Ha 30MUIJIOH U ONHOU/IHM € HAIOXKHMTENHA, TpA6BA 1a Ce U3MoN3Ba
HaH-HUCKATa eeKTUBHA 1032 K NPOXbIKUTETHOCTTA Ha JICYCHHE C [(BATA JIEKAPCTBEHH MPOLYKTa
TpsbBa fa € Bb3MOXKHO Hal-KkpaTka (Bx. Touka 4.2 3a 06LUM NpenopbKu 3a Ao3upane). [laueHTHTe
Tpsa6Ba a2 6BAAT peNOBHO MPOCIIEIIBAHM 3a NPU3HALM HA PECTTMPATOPHA ASMPECHs M CENALMA U A
ObaaT yBeAOMEHH [a CIIEAAT 3a MOsiBaTa Ha NOAOOHH CUMNTOMH (B3K. Touka 4.5).

Hpyau npeoynpexcoenus
Bunary, korato e Bb3MOXHO, NPUYHHATA 33 6e3ChHUETO TpsAOBa Aa Gbe MpeBapUTENHO YCTaHOBEHA
1 BE3MOXKHHTE NPUYMHH OTCTPAHEHH, NIPEAU Aa CE HA3HAYH JICUEHHE C XUITHOTHK.

Creyugpuunu 2pynu nayuenmu

- Tosa nexapcTBo Tpa6Ba fAa ce U3MOM3BA ChC CHITHO OBULIEHO BHUMAHHE OT MALUMEHTH, KOUTO
3710yNOTpeOsBaT C AIKOXOJT MW HAPKOTHLIM;

- IIpenopbusa ce No-HMUCKa 11032 32 MALMEHTH C XPOHMYHA JHXATE/HA HEOCTATHYHOCT, OPaaH
PHCK OT pecnMparopta aenpecus. CbHOTBOPHUTE CPEACTBA MOTAT Ja MOTHCHAT JIUIUAHETO,
3aTOBa € HEOHXO0IMMO 0COOEHO BHUMAHUE, KOraTO 30MMKJIOH € NPEANKHCaH Ha NaLueH
KOMMpoMeTUpaHa Auxaresnda QyHkuus (Bx. Touka 4.8);

- benzoauasenunure u 6eH3oaMa3enUH-MOA0OHUTE 1eKapCTBa He Ce MPenopby

C TeMKKa YepHOAPOOHA HEAOCTATBYHOCT, T KATO MOraT [a MPUUMHAT EHLE




- IMTaunenTu Hap 65 roauHK TpsAOBa a MpHeMAaT NO-HUCKA 1034 (BXkK. Touka 4.2);
= beusoauazenunure U 6eH30Ua3eNHH-MOAOOHUTE JIEKAPCTBA HE Ce MPENopbYBAT 32 MbPBUYHO
JIEUEHHE HA NMCUXUYHH 3a00MsBaHuS.

Heouampuuna nonyrayus
30MuMKJIOH He TpsAOBa fa ce W3MoJ3Ba MpH Aela H oHowk (o 18 roauuu), Thil kaTo 6e30MacHOCTTa
H e(DHKACHOCTTAa MY NMPH Ta3H rpyna NaldeHTH He ca YCTAHOBEHH.

Homounu sewyecmsa

Ekonopm dunmupann tabnetku chabpxart iaktosa. [lauueHTH ¢ pefiki HaCeACTBEHN NpobeMH Ha
HEMOHOCHMOCT KbM rajlakto3a, Lapp nakraseH AeQUUUT WIH MI0KO30-ralakTo3Ha ManabcopOuus, He
Tpa6Ba Aa rpuemar ToBa JIEKapCTBO.

Exooopm cwuowpoca nampuii
ToBa nekapcTBo cbALPIKA MO-Masko oT | mmol Hatpuii (23 mg) Ha TabaeTka, T.C. IPAKTUUCCKH He
ChbIbpXKa HaTpuH.

Omnemaune

[NpekparasaHeTo HA JEYEHUETO ChC 30MUKIIOH € MATIKO BEPOATHO Ja Obte CBbp3aHoO ¢ ePeKTH Ha
OTHEMaHe OpH NPOALLKHTEIIOCT 11a JeTieliHeTo 10 4 ce/IMHITH. 30 NMAUMCIITHTE MOXKE A ¢ OT NoM3a
MOCTENEHHOTO HAMAISIBAHE HA A03aTa, NpeAU NpeKpaTaBalle 11a ieueHUeTo (BK. Touka 4.8).

4.5 BsaumopeiicTBHe ¢ APYIH JeKAPCTBEHH MPOAYKTH H APYrH GOpPMH HA B3aUMOeHCTBHE

He ce npenopsusa

Anxoxon

ANKOXOJTBT MO>KE 12 3aCHJIM CSAATUBIINA eeKT HA 30MUKIIOH, KOETO MOXE Jd LIPOLbIDKH 10
CJiefiBaliaTa CyTPHH M /la TIONPEYH Ha NalMeHTa a wodupa i Aa padbotu ¢ maumuu. Tpsbsa na ce
u30€erHe eJHOBpPEMEeHHATA YIIOTpeba C afKOXOMHH HAMTMTKHA MK JIEKAPCTBA, ChAbPXKALIH €TaHOJ1.

Tpabea ga ce uma npeaBHa

Kombunayusa c oenpecanmu na I[[HC

Moske na Bb3HMKHE yBeMUYaBaHe Ha LIEHTPAIHUS QCPECUBEH eheKT NP eTHOBPEMEHHO
TIPUIIOMKEHUE C AaHTUNICUXOTUYHH CPEACTBa (HEBPOJIENTHIIN), XHITHOTHLM,
AHKCHOJIMTULIM/YCIIOKOUTEIHH, aHTH/CTIPECAHTH, HAPKOTHYHH aHAJITETULIM, IPOTHBOEIMIENTHUHH
CpENCTBA, AHECTETHIIM M CEIATHBHH aHTHUXHCTAMMHHU.

ENHOBpEMEHHOTO NpuNoXXeHHe Ha OeH30AHa3eNHH-M0A00HH BELIECTBA C HAPKOTHYHHU aHANTETULIM
MO€ /12 3aCHJIM TAXIIOTO ey(HOPUHHO ASHCTBUE, KOETO MOXKC /12 TOBCAC /10 MMOBHILIABAHC HA
MCHXHYHATA 3aBUCHMOCT.

Ynotpebata Ha 30MMKI0H CHBMECTHO C KJ103alMH YBEIMYABA PUCKA OT LIOK ¢ 6esioapo6eH u/unu
CbpAEHEeH apecT.

Huxubumopuw/unoykmopu Ha uepHoopobrume eHumu
JlexapcTBeHH MPOAYKTH (KAaTO EPUTPOMHULIMH, KJIAPUTPOMULIMH, XMHYIPUCTHH, AaIDONPUCTHH,

UTPAaKOHA30J1, KETOKOHA30J1, PUTOHABUP), KOUTO HHXHOUPAT HAKOH YEPHOAPOOHH eH3UMHU (0cOBEHO
UMTOXpOM Paso), MoraT na 3acuaar aeficTBueTo Ha OeH30aMa3eNKUH-NOA00HKTE BellecTBa. B TakuBa
Cllyyam MOXE J1a C€ HaJIOXKH [03aTa Ha 30MUKJIOH Aa ce Hamanu. OT apyra cTpaHa, NeKapeT
cpeactsa (kato kapbamasenuH, GeHodbapoutai, GeHUTOUH, pUdaMITHULIMH, XXBAT KaHTAPAC
MHYyLUHpaT YePHOAPOOHHTE €H3UMH, HAMAJISBAT TEPANEBTHYHHS eeKT Ha 30MHKIION F.-?‘éie

P
C/lydad MOKE /1a C€ HAJIOXKH J103aTa Ha 30MHKIIOH JIa Ce YBEJIHYH. ' /by
EdexTnT Ha epUTPOMULIH BBPXY HapMAaKOKMHETHKATA HA 30MUKIJIOH € u3me;manr {) mpaau
nobposonuy. AUC Ha 30muiUIoH ce e yrenuuuia ¢ 80% npu ynorpebara ¢ epwrpo fllL



MOKA3aTesN, He EPUTPOMHIIMH MOXKE /1a TOTHCKA MeTANNIM3IMA HA IEKAPCTRA, METANOTHAWPAHK OT
CYP3A4. CnegoBarenHo, ceAaTUBHUAT eeKT HA 30MUKJIOH MOXE [a Obie 3aCHITEH.

Onuouou

EnnoBpemenHara ynorpeda Ha cenaTHBY KaTo GeH301HA3EMUHMA WK OEH30qHA3ENMHH-TIOAHOHH
JiexapcTia (BKJIFOYUTENHO 30MUKIIOH) C ONMUOWAH, yBEIUYaBA PUCKa OT celalys, pecrupaTopHa
Jenpecus, KOMa U CMBPT, NOpaau aaAuTHBHUA edekT Ha noTuckaue Ha L[HC. [lozata u
OPOAB/DKUATENHOCTTA Ha JIEUEHHE MPU €THOBPEMEHHO MpuU/laraHe Ha JBETe rpyiy BeulecTBa TpsiOBa aa
Obaar orpaHuyeHu (Bx. Touka 4.4).

4.6 ®PepruauTeT, GPEMEHHOCT H KbPMEHE

BpemenHocT
BesonacuocTra npu ynorpe6a no Bpeme Ha OpPEMEHHOCT He € U3CJieIBaHa MPU Xopa H Mo Ta3u

NPHYMHA HE CE NPENOpbYBA U3MOA3BAHETO HA 30MMKIIOH Npe3 OPEMEHHOCTTA.

[Tpoyupalins npH )HBOTIIH 116 Ca MOKA3MTH NPCKU WIH KOCBCHH HCOKCIAHH CCKTH MO OTHOLICHHC Ha
penpoayKTHBHATA TOKCHYHOCT.

30NHKJIOH IPEMHHABA NPe3 M1aLUCHTATA.

[onam obeM OT KaHHH OT KOXOPTHH NpoyuBanus (rpu noseue ot 1000 6pemMeHHOCTH), He ca MoKa3anu
Haimure Ha MandopMalmy clies ynorpebara Ha 6eH3oauasenuHyu Uy 6eH30Ha3eMMH-NoA00HH
JIEKAPCTDBENH NPOAYKIH 110 BPEMC HA ITbPBHA TPHMCCTBP OT OGPCMCHHOCTTA. BhApCKE TOBA, MPH HAKOM
KOHTPOJMPAHH POy4YBaHU € JOK/IaABaHa [IOBULIEHA YECTOTa HAa HOBOPO/IEHH C pa3lienBaHe Ha
yCTHaTa UM HebUETO, CBbp3aHa ¢ ynoTpebara Ha GeH30AHa3eNHHH [0 BpeMe Ha OpeMEeHHOCTTa.
Onucanu ca ciyyau Ha HaMaeHa NMOJBHAKHOCT Ha I1J10/1a U OTKJIOHEHHS B ChPIACYHHUS PUTHM CJie]
ynotpebaTa Ha 6eH30Ma3eN1HN WK OEeH301Ma3eNMH-NONOOHH JIEKAPCTBEHM NPOAYKTH 110 BpEME Ha
BTOPH U/WIIM TPETH TPUMECTHP OT GpEeMEHHOCTTA.

IlpuembT Ha OGeH30aMa3entHy Wi OeH30AHa3eNHH-NOAOGHH JIEKAPCTBEHH NPOLYKTH, BKIIOYUTEHO
30MHUKIIOIL, O BpeMe 11a KbeliaTa (aza Ha GpeMeHHOCTTa WK PAKIAHCTO, Ca MOKA3aIH CTPAHHYHH
€(EKTH NPH HOBOPOJEHUTE, KATO XUIIOTEPMHUSL, XUTIOTOHHUS, TPYJHOCTH IPH XpaHeHe (CHHAPOM Ha
otnycHatoTo 6e6e) u pecnuparopHa aenpecus. JJoknansaHu ca ChbLIO Cly4al HAa TeXKa pecriiparopHa
Jenpecus Mpu HOBOPOJESHHTE.

CobL0 Taka, HOBOPOJEHH, YAMTO MaiiKy ca pUeMali MepUoIUYHO CeJaTHBHH/CHHOTBOPHH CPeaCcTBa
o BpeMe Ha KbCHaTa (asza oT 6peMEeHOCTTa, MOXKe [1a ca Pa3BUIIM NICHXWUYECKa 3aBUCUMOCT M 1a Obaat
U3JIOKEHH Ha PUCK OT Pa3BUTHE HA CUMIITOMH Ha OTHEMaHe B MOCTHATATHMS Nepuo. B Takbe ciayyai
€ HeoOX0IMMO NOAXOALIO HAOIIOAEHHE HA HOBOPOJAEHOTO MPe3 MOCTHATAIHKS [IEPUOA,.

KbpmeHe
H3BecTHO €, Ye 30MUKIIOH Ce eKCKpETHpa B MaiuYMHOTO MIISIKO W 3aTOBa MalKuTe TpsAOBa qa H3bArear

ynotpebara My npes rnepuoaa Ha KbpMeHe.

Kenn B gereponna Bb3pact

AKO NpoyKTBT € NPEANHCaH Ha XXeHa B IeTepPOHa Bb3pacT, T TpAOBa Aa Gbae npemynpeacHa aa ce
CBBPIKE ChC CBOS JIEKAP C OrJIe[ CIMpaHe Ha NPOIyKTa, ako Bh3HaMepsBa Aa 3abpeMeHee Ui
n0/1031pa, 4e € OpemMeHHa.

4.7 EdekTH BbpXy cn0cOOHOCTTA 32 wiopHpPaHe H PaboTa ¢ MANIHHH
30MUKJIOH € CEAATHBHO CPEACTBO, LIPUUMHIBALLO ChHimBocT. [Topaau ceoute hapMakoaorHuHH

coiicTea u edexty Bbpxy LITHC, 30nKK/10H MOXeE [1a TIOB/IHAE HETATHBHO CMOCOOHOCTT.

WK paboTa ¢ MalIMHMU. 4 gﬁ—i.
Cenauus, aMHe3Ms, HapyLLEHa KOHLEHTpALMs M HapylueHa MyCKyHa GyHKLus ca Héd(éﬂfllll-ﬁ )
KOHMTO MOTaT Ja MOBJIUAAT HeOIAronpHATHO BEPXY CMOCOOHOCTTA 33 odUpaHe | | Vep oy _-.-*‘j
MalIHHW. PUCKBT OT HapylleHa 6AUTENHOCT € JOPHU MO-BUCOK, KOTaTo MPOAbIKH

afotara’

T




HEAOCTaTbuUHA. 3aTOBA NALMEHTUTE He TPOBa Aa 1wodUpaT uin paboTAT ¢ MALUMHK Ha CEABALIUS

IeH cie npyema Ha tabnerkara.

PHCKBT OT NCUXOMOTOPHH HapyleHus! ce YBeTHuaBa, Koraro:

- JIEKapCTBEHHUAT MPOAYKT € NPHET B nocaeaHuTe 12 yaca npeau M3BbPLUBAHETO HA AEHHOCTH,
KOWTO HanaraTt NOBULIEHO BHUMAHHE,

- npHeTaTa [103a € No-BUCOKa OT NpenopbyBaHaTa M

- 30MHUKJIOH € yNOTpeOeH eTHOBPEMEHHO C IpYTH NPOAYKTH, KouTo notuckar LIHC, ankoxon uau
JpYTH JIEKApCTBA, KOUTO MOraT Aa yBeJlMyaT HUBATa Ha 30MUKJIOH B KPbBTA.

ENHOBPEMEHHHUAT NpHeM Ha alKOXO0 MOXKE /1a 3aCH/IM CeaTUBHOTO AECHCTBHE Ha 30MHKJIOH.

[TaunenTure TpadBa Aa 6bAAT BHUMATENHH MPH W3BbPIIBAHE HA AEMHOCTH, KOMTO H3HCKBAT

MOBULICHO BHUMaHHUE M/IM JIBUTATE/IHA KOOPAWHALMA, KaTo paboTa ¢ MalllWHK WM LIOQHpaHe cref

ynorpebara Ha 30MHIUIOH U 0cOOEHO B pamkuTe Ha 12 yaca cien npHema.

4.8 Hexenanu jJieKapcTBeHH peakuHH

I'Op4HB HAKM MCTANICH BKYC B YCTaTa ca Hail-uecTO AOK/IaABAHUTE HEKENAHN PEAKLIMH.

Hexenanute peakuuu, 110-100y ca kiacubuumpaiu csriacHo MedDRA 6a3aTa jaHHM B CHCTEMO-
OpraHeH KJjiac M C/I€[IHaTa KOHBEHLIMS 3a YyecToTa: MHoro yectu: (>1/10); Yectu: (>1/100 mo <1/10);
Heueeru: (= 1/1000 go <1/100); Peaku: (> 1/10,000 mo <1/1000); Muoro peaxw: (<1/10,000), ¢

HCU3BCCTHA YeCTOTa (OT HAJIMYHUTE JaHHU HEC MOXE a 6’b}.'le HarnpaBeHa OI_leHKa).

Hapyuienns Ha HMYHHATA cHETEMA
Mhno2o peoxu: anadunaKTHYHU PEaKUMH W/WIH aHTHOENEM

[cuxuuHW HapyLeHus (8K, Touka 4.4)

Hevecmu: xolmMapu, TpEeBOXXHOCT

Pedxu: cectosaHue Ha oO6bpKBaHe, Hapyluelo U010, pa3apasHUTENHOCT, arpCCHBHOCT,
XaJlOUWHALIHH

C neussecmna vecmoma: 6e3M0KOHCTBO, 320ty 1a, THSB, CbCTOAHHE Ha ENPECHs, NCUX03a,
HEAIeKBATHO NOBEJCHUE (BEPOATHO CBBP3aHO C aMHE3Msl), COMHaMOYTH3bM (BK. ToHKa 4.4),
3aBUCUMOCT (BXK. TOUKa 4.4), CHHIPOM Ha OTHEMAHE.

Hapyuwienns Ha HepeHaTa cuctema

Hecmu: pucreysus (ropuMB BKYC), CbHIUBOCT (Ipe3 AeHs)

Heuecmu: rnaobonue, 3aMasHoCT

Peoxu: anteporpagna amHe3us (MOXe 4a Bb3HHUKHE Ciie/] PUEM Ha TepaneBTHYHH J03H). PUCKET ce
yBed4aBa NpH pYMEM Ha BUCOKH 103H. B HikoM ciiyuaun, MoraT aa ce HabJIioJaBat AOMbIHUTEIHH
NMOBEIECHYECKH HapylueHus (Bx. Touka 4.4)

C neussecmna wecmoma. aTakcusl, NapecTe3us, HAPYIIEHHS BbB Bb3PHATHATA (HAND. HAPYLUEHHS B
[IaMeTTa, FOBOpa, HApyLIEHO BHUMaHHeE).

Hapyliiedus Ha ouuTte
C neuszeecmua wecmoma: NBOMHO BHIKNAHE

PecnnparopHu. rpbaHu 1 MEAMACTHHAIHY HAPYLIEHHS
Peoxu: nucnHes (Bxk. Touka 4.4)
C neuseecmna wecmoma: pecnupatopHa aenpecus (Bx. Touka 4.4)

CToMauHO-4peBHH HAPYIUEHHS

YHecmu. ropYMB WK METaJIEH BKYC, CYXOTa B ycTaTta
Hevecmu: rageHe, noBpbllaHe

C neusgsecmna vecmoma. AUCTIENCHA

XenaroOMIHapHH HADVILIEHUS




Mrnozo peoxu: neko 0o yMepeHO yBe/IMuaBaHe HA CEPYMHHUTE TPaHCAMUHA3H W/MJIK AIKaHA
docdaraza

Hapyluenus Ha Koxkara v MoJKo/KHaTa ThKaH
PeOku: ypTUKapus UM KOXKeH OOpUB, NPYPUTYC

HapyuieHus Ha MYCKY/JIHO-CKEIETHATA CHCTEMA H CBEAMHHTENHATA ThKaH
C neuzsecmmna vecmoma. MYCKYyJiHa cnabocT

OOy HapywmeHus H edekTy Ha MICTOTO Ha MPHIOKEHHE
Hevecmu: ymopa
C neuseecmna yecmoma: 3aMastHOCT, NUNCa HA KOOPAWHALMS

Hapanssane. oTpagsHe U npoleaypHH YCI0KHEHNS
Peoxu: nanaHe (MpeIUMHO MPH BL3PACTIIM NALMEHTH)

3arMcUMOCT

Ynorpebata (UOpH K B TEPALCBIMUHA JU3H) MOXKE A4 JOBEIE IO PAIBUTHETO HA MCUXUUECK
3aBUCHMOCT: IIPEKPATABAHE HA NIEUEHHETO MOXKE a NOBEAS N0 OTHEMAaHE MM MOBTOPHA MOSBA HA
CBLCTOAHHETO (BXK. TouKa 4.4). CUMITOMUTC HA OTHEMAHE BAPUPAT W MOXKE Aa BKAOYBAT r1aBoboHe,
MyckyJsiHa Gonka, 6e300KOHCTBO, TPEMOP, H3MOTABAHE, TPEBOXKHOCT, OGbPKBaHEe, pa3ipasHeHue,
cbpuebreHe, TaXxMKapausi, MOBTOPHA M0sIBa Ha 6e3ChHHE, KOLUMAPH, NTaHUK aTaku, MyCKYJIHH
DoKW/ KpaMnH, CTOMAILHO-YPEBHU cMYLUEHHs. [Ipu TEXKH Cllyyau, MOXKe 12 Bb3HMKHAT CJIEJHUTE
CHMIITOMH: HEOCH3HATOCT, JENEPCOHANIU3ALMS, XUIIEPAKy313, U3TPbIBaHE U MpaBYYKaHe Ha
KPaHHULIMTE, CBPLXYYBCTBUTEIHOCT KbM CBETIIMHA, LTYM U (U3HYECKH KOHTAKT, ASTHPUYM,
KOUIMAPH, XalOUHUHALMY WK pyAnaabUM. IIpyn MHOTO TeXKKkU cliyyaun € BB3MOXKHO [a HACTBIIAT
npunaabud. Moxe n1a Bb3HUKHE pU3MyeKa 3aBUCUMOCT. JloklagBaHa e u 3noynorpebda.

ChoduapaHe Ha MOAO3HPAHH HEXKEIAHH PEaKLnH

CpobuiaBaHeTO Ha NOJO3MPAHU HEXENaHU PEAKLHU CIIe/l pa3pellaBaHe 3a yrnoTpeda Ha JIeKapCTBEHHUS
TIPOAYKT € BaXKHO. ToBa Mo3BoJIsIBA 1@ POAB/DKM HabNIOIEHUETO HA ChOTHOLIEHUETO N0J3a/PUCK 32
JIEKAPCTBEHHUS NPOAYKT. OT MEAULIMHCKUTE CIIELMATUCTH Ce H3UCKBA J1a ChOOLIaBaT BCIKa
NoA03rpaHa Hexeana peakuus upes M3mpiHuTeHa areduus no jgekapeTeara, yi. ,.Jlaman [pyes” Ne
8, 1303 Codus, ten: +359 2 8903417, yebeaiiT: www.bda.bg

4.9 Ilpenozupane

Cumnromu

OO6uKHOBEHO MpPEAO3UPAHETO CE MpPOSIBSBA YPe3 Pa3IHYHH CTerleHH Ha noTuckane Ha LIHC, sapupamio
OT CBHJIMBOCT J10 koMa. IIpenosupanero He 61 TpaOBasio na € XKMBOTO3aCcTpalllaBallo, OCBEH aKo He ce
KkoMOHMHHpa ¢ JiekapcTBeHH cpeacTa, noruckamu I{THC (BxmounTenHo ankoxon). Ilpu nekure
CJTy4ad, CHMITOMHUTE BKJIFOYBAT CHHJIMBOCT, 0ObpKBaHe W netaprus. [Ipu no-cepuosHure ciny4au,
CUMIITOMHTE MOJKE [1a BKJIIOUYBAT aTAKCHsl, XUTIOTOHUS, XUIIOTEH3HUs], PECITUPATOPHA JENPEcrs U KOMa.
Jpyru puckoBH (HakTOpH, KaTO HATHUMETO Ha ChITBTCTBALLO 3ab0/siBaHe U OTCIabeHO OOLIO
ChCTOSIHWE HA NALIMEHTA, MOXKE /12 IONPUHECE 32 000CTPsIHE HA CHMIITOMUTE H MHOTO PSIAKO MOXE [a
Josenie [0 daTaneH U3Xox.

JleueHue
3a ja ce oBnanee Npeno3UpaHeTo, TpsAbBa Aa ce UMa MpeaBUI, Y€ MOXKE /1A Ca NMPUETH HAKOKO areHTa.

rofnoOpeHue clie U3Npa3BaHeTo Ha CTOMaxa, Tpﬂ6Ba lla ce NaJe aKTUBEH BBIUIEH a}t M )ab'a}te \ @

L
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abcopbumsara. AKo Bb3pacTeH MalLUeHT € npuen noseye ot 150 mg ot nu\apcme Hé pem K’F pum f .i g




CrieupaiHo BHUMaHUE CeABa Aa ce 0ObpHE Ha AUXATETHUTE U ChPACYHOCHA0BU QYHKLHH B
WMHTEH3UBHO OTAEIIEHHUE.

Xemoauanusara He € eexTHBHA MOPaaU BUCOKATa CTETNEeH Ha NPOHMKBAHE HA 30MUKIIOH B OpraHu3ma.
CneunduunuaT aHTHAOT e pyMasenin, B ciydaid, ue notuckateto Ha IIHC e texko. Toit uma
KpaThK nonyskusoT (okono 1 yac). He Tpadea na ce u3nos3sa B cnyvai Ha npeao3upaHe ¢ HIKOJIKO
JIEKapCTBEHH MPOAYKTA HIIHA KaTo ,,JUarHOCTUHEH TECT".

5.  ®APMAKOJIOIMYHHU CBOMICTBA
5.1 ®@apmMakoAHHAMUYHH CBOHCTBA

DapmakoTtepaneBTiuHa rpyna: [lcuxonenTuim; cbHOTBOPHH M CeIaTUBHU CPeCTBa, OEH30AHa3EeMUH-
nonobHu nexapcrsa, ATC kox: NOSCFO1

MexanusbM Ha AeHCTBHE

30MHUKIIOH € CbHOTBOPHO CPE/CTBO OT rpyrnara Ha LMKJIONHPOJIOHOBUTE cheauHeHus. Toil geiicTea
Obp30 ¥ noaabpika chHs Oe3 ga Hamasea o0wua REM cbH, KaTo 3ama3sa AbJIOOKHUS ChH.
Tpenefpesxxumu ocTaThuHu edekT ce HaOM0JaBaT Ha cieABaluata cyTpuH. Heroeure
(dapmMakoorHyHH CBOHCTBA BIUTIOYBAT XMITHOTHYHO, CCAATHBHO, aHKCUOIUTUYHO, aHTUKOHBYJICHBHO
M VLY CKALLU MYCRYJIALY pald qeicrBue. Makdp Jd HiMd CEPYKTY PHY BPb3Kd ¢ OCH3UAMA3ELIMHUE,
3O0LHUKJIOH C¢ CBbP3BaA ¢ BUCOK adunuTeT U cneunduuHoct kbMm GABAA peuentopure. Bnnpeku Toa,
30MUKJIOH €€ CBbP3Ba KbM MSICTO, Pa3fM4HO OT OEH30IMA3EMUHUTE W MHAYUMPA Pa3IHYHU
CTPYKTYPHH NPOMEHH B PELIENTOPHHUA KOMILIEKC, KaTO [0 TO3U HAUKMH MOAHGULMpa NeficTBUEeTO Ha
XJIOpHHS HOHEH KaHan.

5.2 ®apMaKOKHHETHYHH CBOHCTBa

Abcopbuus
ITpu nepopanHo npuioxxeHue, 7,5 mg 30MUKIOH ce abcopOupa 6bp30, NOCTHraiiKi NMKOBH [L1a3MEHH

HuBa cien 1,5-2 yaca, karo Te ca npubnusurento 30 ng/ml u 60 ng/ml cnen npremane Ha CHLOTBETHO
3,75 mg u 7,5 mg. A6copbimaTa He ce MOBAMABA OT MOJI, XpaHa KUK MOBTOPEHHE Ha A03UTE.

PaznpeneneHue
[IponykTsT ce pasnpenens 6bp30 ype3 cpaoBaTa cucTema. ChllECTBYBA JIMHEHHA 3aBUCHMOCT MEXIY

IJIa3MeHaTa KOHLEHTpaLUMs 1 Jo3aTta B JyanazoHa ot 5 1o 15 mg. ObembT Ha pasnpeneneHue € 91,8 —
104,6 nutpa. CBBp3BaHETO C IJIa3MEHUTE MPOTEUHH € citabo (npubinzurenHo 45%) U He 3aBUCH OT
HacuiiaHeTo. ChIIECTBYBa MHOTO HUCHK PHCK OT JIEKAPCTBEHU B3aMMOJEHCTBUS, B CJIEACTBHE OT
CBBP3BaHE HA IPOTEHHH U 30MUKJIOH. BpeMeTo Ha Momy>KUBOT Ha 30MHUKIIOH U HETOBHSI AKTHBEH
metabonut N-okcun Bapupa Mexay 3,5 u 6 yaca.

buorpanchopmauns
I[pu xopara, 30NUKJIOH ce MeTaboM3Hpa OCHOBHO J10 iBa MeTabonuTta — N-okcuz 30MUKIIOH
(dapmakonOru4HO aKTHBEH MpPH XUBOTHU) U N-I€3METHI 30NUKIIOH ((HapMaKoNOrHYHO HEAKTHBEH
TP XXHBOTHK). JIaHHW OT in-vitro U3cneBaHe NOKA3BAT, Y€ OCHOBHHUAT H30€H3UM, KOWTO y4acTBa B
MeTaboNM3HPAHETO HA 30MHIUIOH 10 ABaTa MeTabonuTa, € uutoxpom P450 (CYP) 3A4, a CYP2CS8
yuacTBa npu popmupaHeTo Ha N-ae3MeTH1 30NUKIOH. TeXHUIT eTMMUHALMOHEH MOJTY>KUBOT
(oueHeHo Ha 6a3a JaHHH OT TECTOBE HAa ypHHA) € MPUOIU3UTENTHO ChOoTBETHO 4,5 U 1,5 yaca. He e
YCTAHOBEHO 3HaYMMO aKyMyJIMpaHe Npy NOBTapalIu ce A034 (15 mg) 3a nepuoa ot 14 anu. Ilpu
JKUBOTHU He € Hab/liofaBaHa HMHAYKLMS Ha €H3UMH, JOPH MPH BUCOKH J03H.

EnvuMuHupane
Huckara cToiiHocT Ha 6BOpeUHHs KIHPBbHC Ha HEMPOMEHEH 30NUKIIOH (cpeiHo 8, 4

CpaBHEHHe C I1a3MeHus KinpbHE (232 ml/min), mokasBa, ye 30MUKI0H CE STUMHH




meTabonutHo. [TpoaykTsT ce enuMuHupa upe3 ypuHata (npubnusurento 8§0%) B ceoGoaHa dopma (n-
OKCHJ1 W N-AEe3METUII MPOU3BOJHHU) U ¢ bekanuuTe (npudbausuresntHo 16%).

Creuuaniu rpyny nauHueHTH

Pa3nu4Hu npoy4BaHus MpH fMALMEHTH B CTapuecka Bb3pacT He ca NOKa3aiu HaTpymBaHe Ha
JIEKapCTBOTO B [1a3MaTa MPU MHOTOKPATHO J03MpaHe, BbIIPEKH cnabo HamasneHHus YepHoApoOeH
MeTaboNM3bM H YBEIHUCHHUS €TUMHUHALIMOHEH MOMTYXXHUBOT MPUOIH3HTENHO 10 7 yaca. [Ipu 6u0peuna
HEJOCTATLYHOCT, HE € YCTAHOBEHO HATPYTBaHE HA 30MUKJIOH HJIH HAa HAKOW OT MeTaboSUTUTE MY,
cliell NPOABLIKMTEINIHO NPUIOKEHHE. 30MUKIOH NPEMHUHABa Npe3 Auanu3Hu meM6opauu. [Ipy nauneHTy
C LMpO3a, M1a3MeHUs KIMPBHC Ha 30MUKJIOH HamansiBa ¢ HaMaliBaHe Ha Mpoleca Ha NeMeTUAHpaHe :
1Ipy TE€3U NaLUUEHTH, OO3UTE TpIOBa Aa ObAAT MPOMEHEHH.

5.3 IlpeakaHHHYHH JaAHHH 32 (€30MACHOCT

Hsama NPpCAKJIHHHYHHU JaHHH, KOUTO MOrar Jaa Obaar ot MPAaKTHYECKO 3HAYCHHUE 3a JICKApUTE, KaTo
AOMBIHCHHAE KbM BEYE BKIIIOYEHUTE B APYTHUTE TOYKH HA KpaTKaTa XapaKTCpHUCTHKA.

6. DAPMAINEBTUYHHA JAHHHA
6.1 ChnHCBK HAa MOMOIIHHTE BellecTBAa

Anpo na tabnerkara

Kanuues xuaporeddocdar, 6e3BoaeH;
KapTOQEeHO HUILECTE;

MarHe3ueB CTeapar;

CHIIHLMEB THOKCHI,

LIATPHER IIHLIEeCTel NIHKonatr (Tum A).

Duamupalllo NOKpHTHE Ha TabneTkarta

omagpail 6ano:

- XHUAPOKCHIPONMUAMETHILENYJ103a (XHITPOMEN03a);
- tuTaHoB auokcua (E171);

- JJAaKTO3a MOHOXHU/IPAT;

- nonueTtuneH rauxon 3000 (Makporon);

- TpHALIETHH.

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHoct

2 roguHM

6.4 CpoeunanHu yc/IOBHS Ha ChXpaHeHHe

Ja ce cpxpaHsiBa B OpUrMHAIHATA ONAKOBKa, 3a Ja Ce Npeanasu OT CBET/IMHA U BJiara.
Ha ce cbxpansisa npu remnepatypa noa 25°C.

6.5 Buau cbabpxKaHHe HA OMAKOBKATA

Tabaetkure ca onakosanu B PVC/PVDC/Al 6auctepn. 10 punMupanu TabneTku B
Onakosku ot 10, 30 win 100 TabneTky B KApTOHEHA Ky THUS.

o




He Bcu4kM BMAOBE OMAaKOBKW MOrat fa 6baar nycHaTu B npoaaxoa.
6.6 CnennajaHH NpeINa3sHH MePKH NPH U3XBBLPJisiHE H paboTa

Hsma cneuyaniy u3ucKkBauus

7. TIPUTEXATEJI HA PABPEHIEHHUETO 3A YIIOTPEBA

EKO®APM I'PYIT AL

yn. Atanac Jlykos Ne29, er. 3,

1407 Codus, bvarapus

ten.: (02) 906 90 70

daxc: (02) 906 90 71

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBGA

20100446

9. [OATA HA ITBPBO PA3PEITABAHE/TIOJHOBABAHE HA PASPEIIIEHUETO 3A
YIIOTPEBA

Hara Ha nbpBo pa3petuaBane: 09 wosn 2010 r.

Jlata Ha nocnenHo nmoaHosssade: 08 ronu 2015 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




