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KPATKA XAPAKTEPUCTHKA HA IIPOE[YKTAl virs *6’/

1. HUME HA JIEKAPCTBEHHUS MPOAYKT ST e

JIOPAITAM 1 mg Tabnerku
LORAPAM 1 mg tablets

JIOPAITAM 2,5 mg Tabnetku
LORAPAM 2.5 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceska Tabnetka JIOPAITAM | mg cvabpika 1 mg nopasenam (lorazepam).
Bceska Tabnerka JIOPAITAM 2,5 mg cbabspka 2,5 mg nopasenam (lorazepam).

[ToMOLIIHO BELIECTBO ¢ M3BECTHO jelicTBHE: 1aKT03a MOHOXHAPAT
Beska tabnerka JIOPAITAM 1 mg cbabpika 68,82 mg nakTo3a MOHOXHApAT.
Beska tabnerka JIOPAITAM 2,5 mg chappoka 172,05 mg nakTo3a MOHOXHApPAT

3a NbJAHUA CIIUCBHK Ha MOMOILIHHTE BELleCTBa BHKTe TouKa 6.1.
3. JEKAPCTBEHA ®OPMA

Tabnetka
JIOPAITAM 1 mg: Genu, kKpbriu, MJIOCKH, CKOCEHH TAONETKH ¢ AeNuTeNHa YepTta M Haanuc 1.0.
TabnetkaTta Moske 1a Ob/ie pa3aesieHa Ha ABe paBHH JO3H.

JIOPATIAM 2,5 mg: 6enu, KpBIH, MJIOCKH, CKOCEHH TAONETKH ¢ JeIHTEIHA YepTa.
Tabnetkata Moxxe n1a ObJe pa3ieneHa Ha IBe PaBHH JI03H.

4. KIMHHYHHU JAHHH
4.1 TepaneBTHYHH MOKA3aHASA

JIOPATTAM e npepHa3HaveH 3a CUMIITOMATHYHO JIeUEHWE HA TPEBOXKHOCT, KOATO € TexKa,
yBpexJalla, Bojellla A0 HHBanuau3auusa. Jlopamam e mnokasaH 3a Je4yeHHe Ha CTPECOBH,
TPEBOMXKHH ChCTOAHHSA, BKJIIOUYHTENHO TPEROXKHOCT, CBbp3aHa ¢ MNCHXOCOMATHYHO OPraHuyYyHO M
NICHXHYHO 3a00N5ABaHe, KAaKTO U 3a KPaTKOCPOYHO De3chHUE, aCOLMMPAHO € TPEBOJKHOCT.
Jlopanam Moxe aa ObAe W3MNON3BAH W KATO TpeMeJKalus Mpeid CTOMATONOrHYHH K 00LH
XHPYPrHUHH MPOLEIY PH.

4.2 JlO3HPOBKA H HAYHH HA NPHJIOKEHHE

HOBHQOBK&

Jo3upoBKaTa H NPOABL/KHTENHOCTTA Ha JevyeHHe TpsOBa na 6baaT HHAMBHyaH3upaHu. TpaOsa
Ja Obae npeanucBaHa Hal-HUcKaTa e)eKTHBHA 1032 32 Bb3MOXHO Hali-KpaTbK NEpHOJ OT Bpeme.
PuckbT OT cHMNTOMH Ha OTHeMaHe W oOpareH eeKT e Mo-roisM MpH PA3KO NpeycTaHOBsBaHE,
nopaay TOBa, NPUEMBT Ha JeKapcTBOTO TpAOBA a ce MpeyCTaHORABA MOCTENEHHO MPH BCHYUKH
nauueHTH (BuxkTe Touka 4.4). Haii-o0110 npoasnkHuTeNHOCTTa Ha Jle4eHHe BapUpa OT HAKOJKO
JHH 10 4 ceAMHMLHM, BKIIOYHTEHO Npolieca N0 HaMalsBaHe Ha j03ara. [lepHoabT Ha JiedeHue He
TpsabBa na ce yabikaBa Oe3 na Obje HanpaBeHa NMOBTOpHA OLGHKA Ha He06xog:mmoc:'rra oT
NPOABIKHUTENHO IeUeHHe.
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[MoeuiuaBaHeTo Ha Ao3aTa Ha nopanam Tpa6Ba Ja 6bAe M3IBBPIIBAHO MOCTENEHHO, 3a Ja CE
W30erHar HexXelaHU NeKapCTBeHH peakuWd. BedepHata nosa TpaGea Aa 6bAe NoBMLICHA HpelH
Ja Op1e NOBHLISHA AHEBHATA 1034,

ﬂosa

Buvapacmnu
Ymepena u medsicka mpesoscHocnn:
. 1-4 mg JHeBHO B pa3zdeneHH 003H

Bescvrue:
. 1-2 mg npeaun narauxe.

Tipemedurayus npedu cmoMamonozuny 1 0OuU XUPYDIURHI RPOYeDyPu:
. 2 mg— 3 mg BeyepTa Npeay onepalHaTa
. 2 mg— 4 mg eaHH WM ABA Yaca [peay OnepanuaTa.

Hayuenmu 6 cmapyecxa 8v3pacm u NAYUeHMU, CMPadcauu om usmoujenue :

IpH mauueHTH B cTapyecka Bb3pacT H NALWEHTH, CTPAJALM OT H3TOUEHHE Ce HaMangea
‘MbpBOHAYATHATA 033 ¢ npubmuzutenso 50% M ce ajantipa J03HpPOBKATa CrOpex
HEOOXOAHMOCTTa H NOHOCHMOCTTa (BXK. Touka 4.4 CrneumanHu npeaynpexicHHs U NpenasHu
MepKH npyu ynortpeba)

Tecuampuuna nonyaayus (5 — 13 200unu)
Jlopanam He ce npenopbuBa 3a JieHeHHE HA TPEBOKHOCT WM Ge3chHHE TIPH ela.

IIpemeduxayus:
. nozara ot 0,5 mg — 2,5 mg Bb3 ocHoBa Ha n03a ot 0,05 mg/kg TenecHo Terno mo Haii-
6nuska 20 0,5 mg Bb3 OCHOBA HA TENECHOTO TENIO, HE M0-YECTO OT €MH 4aC NPeIy ONepalus.

‘Iepnadpoﬁno uau 6obpeuto yepeafcc)ane

MNo-HKucKH 103K MOKeE Aa ca JOCTATHYHU NIPH NMalHeHTH ¢ yBpejeHa 6x0peuna ¢yﬂxum HJTH JieKa
10 yMepeHa uepHOApoOHa HemocTaTh4HOCT (BHXKTE Touka 4.4). Ynotpebara npu nauueHTH
TEXKKA YepHOAPOOHA HEOCTATHYHACT € NPOTHBONOKA3aHA (BHKTe To4Ka 4.3).

Hauuy ua npunoxeHnue
TabneTkuTe ca 3a NepopasHO NPUIOKEHHE.

4.3 IIpoTHBONOKA3ZAHUSA

CBpbXUyBCTBUTENHOCT KbM AKTHBHOTO BELUECTBO, APYTH OeH301Ma3enuHH HIH KbM HAKOE OT
NOMOLLHHTE BELLECTRA, H30pOeHH B ToUKa 6.1,

MuacTeHus rpapuc.

Texka ANXATeNHA HEAOCTATBHHOCT.

CHHApOM Ha CHHHA anHes.
Texko uepHOIpOOHO yBpeKaaHe,

4.4 Cnenua/IHH MpeAYNpeRAcHHA B NPeATA3IHH MEPKH NpH Ynotpeba
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Ynorpebata Ha OeH3oZMAazeNMHH, BKJIKWHYHTENIHO M HA JlOpa3enaM, MOXe [a JOBefe [0
MOTEHIHATHO (PaTajHa pecIHpaTOpHA AENpPecHs.

[pu ynotpebara Ha GeH30AMA3ENHHN ca JOKIAJBAHH TexKH aHA(pHIAKTUUHH/ aHAPUNAKTOUAHH
peakuuu. Cnea nprHeM Ha TbpBaTa W MOCNENBAILH 103K OeH30AHA3EIMHH ca QOKIaABaHH Cly4au
Ha aHTHOEHEM, BKJIOYBALL e3WKa, TJIOTHCa WIH napuHkca. [IpH HAKOM MalMeHTH, HPHEMALH
6eHzoana’enyHu ca HabmOAAaBaHH WU NOMBJIHHTENHH CHMIITOMH Karo OHCIIHES, 3aTBapiAHe Ha
rbpNOTO HIH rajede M nospbllade. [Ipy HAKOK nauueHTH e OWNO HEOOXONMMO MEAHLMHCKO
JleyeHHe B CIIENIHO OTAeNeHHe. AKO aHTHOENeMbT 3aCerHe e3uKa, IIOTHCA WITH JAPHHCKE, MOXe
Ja ce NoABH OOCTPYKLUMd HA JHXATENHHTE NBTHIIA, KOATO Moxke na Obne daransa. Ilpu
NallkeHTH, pasBUNH aHTHOAEM clien neueHue ¢ Gensonuasenuun, He TpabBa Ja ce mpuiara
noc/eABallo TaKoBa iedeHHe.

Jlopazenam TpaOBa Aa ce NpHiara ¢ BHHMAaHHE MPH MALHEHTH ¢ KOMIpOMETHpaHa AWXaTeNHa
tyHruus (HanpuMep XOEB, cHHApOM Ha ChHHA arHes).

[TauveHTHTe TpaAdRa Aa OLIAAT MOCHBETBAHH, Ye ThH KATO TAXHATA MOHOCHMOCT KEM alKOXOJ H
apyra aenpecantd Ha LIHC we 6bae noHmkeHa npH npHeM Ha jiopa3enaM, Te TpabBa uau ga
H30ATBAT TE3W BELIECTBA, WIIH Ja I'H IpMeMaT B O-HKCKa A03a.

TpeBoxHOCTTa MK Oe3CHHHETO MOraT fa 6bJAT CHMITOMH Ha HAKOH APYTH HapylieHus. TpaOsa -
na 6nae oOMMC/IEHA BB3MOMHOCTTA OMJIAKBAHETO Ja € CBbP3aHO C MOMIEKAWO I[ICHXHYHO
HapylleHHe, 3a KOeTO HMa No-cnelnduaHo neueHue.

HoknameaHa e 3noynotpeba ¢ Oenzommasenwud, ocoGeHO NpH NaUMEHTH C aHAMHesa 3a
3NM0YNoTpedH ¢ HAPKOTHUM B/ HIH ATKOXOI.

IloHocHMOCT

Cnen MHoroxpatka ynotpeba B MPOABIXKEHHE HA HAKONKO CEAMHLM MOXe fa ce Habinionasa
HaMaJABaHE HA XMITHOTHYHOTO AeHCTBHE Ha GeH301Ha3eNHHMTE.

ChluecTByBaT JOKA3aTe/NCTBa, Y€ KbM CERaTHBHUTE edekTH HA OeH30AMa3CTIMHUTE MOXeE Ja ce
npuBHkHe. Jlopazenam Moke fa MMa IOTeHOMAN 3a 3nmoynorpeda, 0cobeHO NPH NALMEHTH C
aHaMHesa 3a 3oynoTpeba ¢ ankoxon H/ HIH HAPKOTHLIH.

3aBuUCHMOCT

VYnorpebara Ha (eH30HA3CNHHU MOXKe Ja JIORefe A0 pa3BMBaHEe HA (PH3HUYECKA M MCHXHYHA
3aBHCHMOCT KbM Te3H JICKAPCTRA, PHCKBT OT 3aBMCHMOCT npH nopaicenaM € HHCBLK, KOrato ce
H3NON3Ba B MpENopbvYaHaTa f03a H NMPOIBLIKHTENHOCT, HO Ce MOBHINABA TPH BHCOKH O03M H
ABIArocpoyvHa ynorpeba.

To# cbilto € NO-BHCOK NPH NALKEHTH © aHaMHKe3a 3a 3710ynoTpeda ¢ aNKoXo/ WIH HAPKOTHIM KWIH
TNpH NALKEHTH CbC CEPHO3HM pascTpoiicTBa Ha nu4HocTTa. [lopaau Tasu npuunHa TpadBa Aa ce
H304rBa NPHIOKEHHETO HM IIPH [TALMEHTH C aHAMHE3a 33 aJIKOXONHIbM HIIH HAPKO3aBUCHMOCT,
3aBucHMOCTTAa MOXe Aa JOBeAe A0 CHMNTOMH Ha OTHeMaHe, Oco0eHO ako neveHHeTO ce
npeycTaHoBH BHe3anHo. [Topaau ToBa, nekapcTBOTO BHHArH TPAGBA Aa ce CIHPa NOCTENEHHO.
CuMnTOMH Ha OTHeMaHe (HanpuMep Eb30OHOBABAHE HA GE3CHLHUETO) MOXKE A4 ¢e MOABAT Chen
CIHMpaHe Ha NpeNnopbuaHUTE AO3H Clel MO-MANKO OT €fHa CEeIMHUA JledyeHHe. BHesanHoTo
npeycTaHOBABAHE HA NIEYEHHETO MoKe Aa Obe CHIPOROACHO OT CHMITOMM HA OTHEMAHE.
CumntomuTe, choOluaBaHH Crefl NpeycTaHOBABAHe Ha JieueHHe ¢ GensonmasenuHy, BRIACYRA 1} EN
rnaobonue, Gonka B MYCKYJNHTe, TPEeBOKHOCT, HANpeKEHHe, AETPECHs, g@cbjm f”, o8 \
6e3n0KOlCTBO, 3aMaAHOCT, TafieHe, auapuf, 3aryba Ha aneTHT, o6BPKAHOCT, X go’ﬁmﬁmﬂ#b L\"
AENUPHYM, MPOMEHH BbB Bb3NPHATHATA, PA3NPASHHTENHOCT, AHCHOPHS, npunam:hﬂf n:p!é”BB, a
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TPEMOp, KOPEMHH KpaMIlM, MHANTHf, Bb3Oyna, MAaNMUTALMH, TAXHKApAHA, NMAHHYECKH AaTakH,
BEPTHTO, xHneppednekcHs, KpaTkocpouHa 3aryfa Ha NaMeTTa, XUNepTepMud, H3NOTABAHE H
nospa Ha Bb30OHOBABAHE, MPH KOETO CHMITOMHTE, AOBENM A0 NedeHHe ¢ OeHzognazenuHy ce
NoABABAT OTHOBO B 3aCHJIEHA (opMa.

Tesn cuMnTOMM MoraTt na ObIAaT TPYAHH 32 pa3NHYaBaHe OT ITbPBOHAYAJIHHTE CHMITOMM, 3a
KOMTO € NPeAMHCaHO JeKapCTBOTO.

Ipy TexKM coy4a® MoOrar fAa Ce TOABAT CHEOHHTE CHMITOMH: Jiepeanusanus,
IENEPCOHANM3AlIHA, XHUMepaky3HMC, THHUTYC, CKOBAaHOCT H H3TPLIBaHe Ha KpaliHMUHTE,
CBPBLXYYBCTBHTENIHOCT KBM CBETJIHHA, IUYM HAH (PU3HUECKM KOHTAKT/ TMPOMEHH BbB
BB3NPHATHATA, HEBONICBH JBHXEHHUA, MOBPBILAHE, XaNOUHHALUH, TbpYOBe.

[TpunaabuuTe/ rbpyoeeTe MoraT aa 6bAaT NO-4eCTH NPH MAaUMEHTH C AHAMHe3a 3a rbPYOBE HIH
NpH Te3d, KOMTO MpHeMAT APYrH NeKapcTBa, KOWTO TOHWXABAaT TBPYOBHA Ipar Karto
aHTHENPECAHTHTE,

HpoasnkUTERHOCT
Jleuenveto TpabBa Aa NMPOALIKK BL3IMOXKHO Hali-kpaTko. Haii-061u0 nponbmxHTenHoCTT2 Ha

Je4eHHe BapUpa OT HAKONKO JHH 10 4 CeAMHMLH, BKIIOUHTENHO NMEPHOOBT HA TOHWKABAHE Ha
Jo3aTa.

Moxe aa e oT nonza naunenTsT Aa 6vae quJopMHpaH B Ha4aNoTO Ha JIeYeHHETO, ue To we Gbae
KPATKOCPOUHO, KakTO M Ja My Obie NoapobHo obacHeHo Kak n03aTa e Gbje MpOrpecHBHO
HaMalABaHa. .
OcBeH TOBA € BaKHO NALMEHTHT -4A Obje HHCbOpMHpaH 3a BB3MOXKHOCTTA OT MOfBAaTa Ha
PEUHAMB, KATO IO TO3H HAYMH Ce HAMalM 0 MHHMMYM TPEBOXKHOCTTA NPH MOSBA TesH
CHMITOMH. .

Hma uHpuKanuu, ve B ciyyvail Ha ynorpeﬁa Ha 6eH30/Ma3enHHH C KpaTKa NpOAbLIAKHTEHOCT Ha
© Ie#iCTBHE, MOraT Ja ce IpOoSBAT CHMIITOMH Ha OTHEMaHe B HHTEpBana ‘Ha Io3upane, ocobeHo
KOraTo 034Ta € BUCOKA.

Korato ce npunarat 6eH3oguasenuHd ¢ JAbJTa NPOSBIDKUTENHOCT HA JAeliCTBHE € BaXHO
NauHeHTyT ga 6bIe npenynpefeH, 4Ye¢ [IPOMAHATA HA JIEUEHUETO B MOCOKa GeH3oAMazenuH ¢
KpaTKka TPOIbIDKHTENHOCT Ha HAelicTBHE MOXe fJa JOBeje O Pa3sBMBAHE HA CHMIMTOMH Ha
OTHEMAHE.

AMHe3Ns

Cnyuyad Ha NpexoAHa aHTeporpajHa aMHE3HR W YBpeXAaHe Ha MaMeTTa ca ChOGLIABaHH BB
Bpb3ka ¢ nedyeHHe ¢ OEH30AMazenHHH.

To3u edexr Moxe na Gbae NpeAHMCTBO, KOraTo JopasenaM Ce H3MON3Ba KaTo NpeMeavKallus.
BbnpekH Topa, ako nopasenam ce M3MOA3BA NpH OeichbHHE MOpamH TPEBOXHOCT, MalHeHTHTE
TpadbBa na ce yBepaAT, Ye pa3nojarat ¢ NepUoj Ha HeHapyIUeH ChH, KOHTO e JOCTATBYeH ja
No3BOJIH pa3cefiBaHe Ha edekTa oT nexapcTeoTo (HanpumMep 7-8 waca).

TICHXHYHH M JapPANOKCATHH PEaKUHH

[Napagokcannn peaknuu ca choOUIaBaHH MOHAKOra npH ynortpefa Ha GeH3oAMAazENHHM (BHKTE
Touka 4.8). TakuBa peakKii MOXeE Ja € NO-BEPOATHO Ja Ce MOABAT [1PH ASLa H XOpa B cTapyecka
Bb3pacT. B ciyuait Ha TAxHa noABa, NPUIOKEHHETO Ha NeKapcTBOTO Tp#bBa ga Obae
NpeycTaHOBEHO,

CretundpHYHH rPYIH NANHEHTH
J'lopaaenaM HEe € MOKa3aH 3a l'l'prH‘lHO JJEUCHHE HA NCHXUYHO 3&60J’lﬂBaHe HITH
paacmoﬁcma, B HE TpﬂﬁBa Ad ¢ H3noJ13Ba CaMOCTOATENHO 34 JIEYCHUE Ha nalHeH
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nopasenaM He TpaOBa Ja ObAaT NpeANACBaHM Ha Te3H nauveHT. Jleyenue ¢ Gen3oamasenuuu
TIpH Te3W NaluMeHTH He TpabBa na 6sae npunarano 6e3 MOAXOAAILO AHTHASIPECHBHO JIEYEHHE.

ITpeamuecTalua genpecus MoXe Ja ce Bb30OHOBH IIPH YNOTpeda Ha GeH30AHA3EMHHH.
Heobxoa#Mo € BHUMaHHE TIPH NIEYEHHE HA MAUKEHTH ¢ OCTPa 3aKPHTOBIBIHA IayKOMA.

Maunentte ¢ yBpemeHa OvOpeuHa ¢yHKUMS HIH 7neka [0 YMepeHa uepHoApoOHa
HeJOCTaTh4HOCT TpabBa Ja 6BaaT NpociendBaHH PeJoBHO U Ao3aTa TpaGea Aa Oble aaanTHpaHa
BHUMATENHO B 3aBHCHMOCT OT OTroBOpa Ha nau#eHTa. [lo-HHCKM 103M HO3H MOXe Ja ca
JOCTaThYHH NIPH Te3H MTaLHEeHTH.

ChluKTe NpeanasHi Mepku TpAbBa 1a ce NPUAraT H MpH Xopa B CTapyecka Bb3pacT M HEMOIIHH
MalMEHTH C XPOHHYHA AUXATeNHa HEAOCTATHYHOCT.

Kakto u nmpu apyrn penpecantH Ha LIHC, npunoweHueTro Ha OeH30AMazenMHH MOXKeE aa
npeunnuTUpa eHuedanonaria NpH NaUHEHTH C TEXKa YyepHoZpoOHa HepoctaThBuoHCT. Ilopaam
TOBa, ynotpebaTa npH Te3H MauHEHTH e APOTHROTIOKA3aHA.

Hsakon nauuenTH, koBTO npHeMar GeH30AMA3ENMHU €a pa3BHIH JHCKpa3HA Ha KpbBTa, a Npu
HAKOM ce HabMoAABaT NOBKLIEHH HABA HA YEPHOAPOOHHTE SHIUMH. '

[IpenopruBa ce MEPHOJHYHO OLCHABAHC HAa XEMATOJNOrHYHATA W yepHoapobHata (yHKUnS,
KOTaTO NMOBTOPHH KyPCOBE Ha JieYeHHe Ce CHHTAT 3a KiIHHUYHO HeOOXOIUMH.

Bbnpeku 4e nmosBaTa Ha XHIOTOHHA € W3KJIIOYMTENHO pAAKa, GeHzoanasenuHute TpAdBa 1a ce
MpUNAaraT ¢ BHUMaHHE NpH NALHEHTH, NPH KOUTO CNajl B KPBBHOTO HalIAraHe MOXeE J1a 10BeNe A0
CHPJEYHO-CHAOBH HJIH MO3BYHO-CBAOBH YCNOXHeHHd. ToBa € OT 0CoDeHa BaXHOCT IIpH
NalKeHTH B CTapyecka Bh3pacT.

[ManuenTH B cTapuecka Bb3pacT

JlopasenaM Tpa0Ba Na ce H3M0M3Ba ¢ NOBHLIEHO BHUMAHKE MPH NALUKEHTH B CTAPHMECKA BB3PACT
nopalH PHCKa OT celalus H/HIH MyCKYJIHO-CKeNeTHa cnabocT, KOMTO MOraT a NOBHILAT PHCKA
OT NafiaHus CbC CEPHO3HU NMOCIEAUIM NPH TasH Monmynauud. [launenTurte B cTapuecka Bb3pacT
TpabBa na nonmyyaeat HamaseHa Ao3a (BK. Touka 4.2 Jlo3upoBka).

Jlopanam c¢babpka naktoda. [lauMeHTH C peaxkH HacneACTBeHH NpobneMH HAa TanaKTO3HA
HENOHOCUMOCT, Lapp-nakra3eH AepUUHT WIH TMIOKO30-ranakTo3Ha mManabcopbius He TpabBa na
MPHEMAT TOBA JICKAPCTRO.

4.5 BianMogelicTBHe ¢ [ApPYrH JeKapcTEeHH MNPOAYKTH H  Apyrk  ¢$opMH  Ha
B3aHMoOaelicTBHE

CnBMmecTHaTa ynoTtpeba ¢ ankoxon He ¢e Npenopbusa.
CenaTtHBHHAT edekT Moxe Aa Oble MOBHMILEH, KOTATO MPOAYKTBT C€ H3MON3BAa B KOMOHKaURA C
ankoxon. ToRa MOBNUARA clocoOHOCTTA 33 wodHpane U paboTa ¢ MAlLHHH,

BenzomuazenuHUTe, BKIIOYMTENHO Nopa3enaM, NpeAW3BUKBAT AAMTHBHH noTuckamu L[IHC
edekTH, KOraTo ce NPHEeMaT CbBMECTHO € APYTH JIEKapCTBEHH MPOAYKTH, kKouTo notickar LIHC,
HanpuMep  GapOMTYpaTH,  aHTHNCHXOTHLH, CEJaTHBW/  XMOHOTHLUM,  AHKCHONMTHUM,. .
aQHTHIOSHPECaHTH, HAPKOTHYHH aHANTCTHLH, CCNATHBHH AHTHXMCTAMHREH, aHTHKOHB) Y
AHECTETHLH.
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[pu ynotpe6a Ha GeHzoAMa3eNUHKH MOXKe J1a C€ 3aCHJIH UyBCTBOTO Ha ey(opHs, PeAH3BHKAHO
OT CHJTHHTE aHANreTHLM, KOETO Aa AOBEAE A0 MOBHIIABAHE HA MCHXHYHATA 3aBHCHMOCT.
CpeanHeHHs, KOHTO HHXHOHpaT HAKOK YepHoApoOSHN eH3uMH {ocobero uuroxpom P450), Morar
Ja 3acunaT felicTBuero Ha OewsoamalzenuuuTe. B mo-Manka cTemeH TOBa Ce OTHACA M 3a
6eH301Ma3eNIMHHTE, KOHTO ce MeTaboTM3HpaT caMo Ype3 KOHIoralms.

Joknaneanu ca cny9ad, B KOUTO CBEMECTHOTO NIPHIIMKEHHE Ha JIopasenaM K NOKCANHH & LOBEno
[0 IPEKOMEPEH CTYNOP, 3HAYHTETHO NOHHKEHUE Ha AMXATe/IHATa YeCTOTa H [IPH €IHH MALHEHT
0 XHITOTOHHS,

Hma crobiienns 3a aBHO CeANpaHE, NPEKOMEPHO CIIOHOOTACNAHE H aTaKCHA, KOIraTo Jlopa3zenam
€ NIPHCMAaH CbBMECTHO € KIIO3aIMHH.

CbBMECTHOTO MPUNOAKEHHE Ha Jopa3enaM H HaTPHEB BaNNpoaT Moe 1a JOBeAe 0 NOBUILABAHE
HAa IJIa3MCHHMTE KOHLEHTPALUMH H NMOHWXKAaBaHEe Ha KIMpBHCA Ha JopasernaM. Ilopam® Tasu
npHYWHA R03aTa nopajenaM Tp6Ba na Obae pemyuupaHa ao npubnusutenHo 50%, korarto ce
NpHeMa CbBMECTHO ¢ HATPHEB BaNMpoar.

CoueMmecTHaTa ynotpeba Ha Nopa3enaM W npobeHeLua Moxe a ROBeAE A0 No-0bp30 OTKIIOUBAHE
WITH NPOABIDKHTENHH eeKTH OT JIopazenaM NopajH MOBULIEHHS MOJTYKHBOT H NOHMKEHHA 061y
winpbHe. Jlozata nopasenam Tpabea aa Obie penyuupaHa Ao npnﬁnnsu'renno 50%, xoraro ce
npHeMa. CbBMECTHO ¢ npobeHeuu.

Vnorpebata TeODHIMH MAM AMHHODWIMH MOXKE Zia TOHIXH CeJaTHBHHS ec]Jelcr Ha
OeH30AHA3ENIHHNTE, BKIIOYATENHO H Ha NOpasenam.

4.6 PepraanTeT, ﬁpememmc'r H KbpMeHe

BpemenHocT
BeHsoanasenuHuTe He TpabBa ma Obmar npunaraHd no BpeMe Ha OPeMEHHOCTTa, 0co0eHO mpes

IbpPBHA M TPeTHA TpUMecTbp. beH3oauasenuHuTe MOrat a NpUYMHAT YBpeKJaHHA Ha deTyca,
KOTaTo ce NPHEeMaT OT OpeMeHHH xeHH. B 4YacTHOCT, HAKONKO NpOy4YBaHWA TpeAnojaraT
MOBHIUIEH PHCK OT BPOJAEHH MandopMalRH, CBbP3aHH ¢ ynoTpeba Ha GeH3oAMA3ENUHH TpE3
IbPBHUA TPHMECTLP OT OpeMEeHHOCTTa.

Ilpn xopa xpbBHH Npo0GH OT NBNHATA BPHB NOXA3BAT NMpEeMHHaBaHe Ha OeH3oqHa3eNMHHHTE H
TEXHHUTE INOKYPOHHIHH MeTaboNHTH npes nhaueHTara.

AKO nexapcTBOTO € MNpeANHCaHO Ha KeHa ¢ JeTepojeH noTeHuuan, T TpabBa jna Obae
npeaynpeleHa la ¢e KOHCYATHpa € MeKapa 3a NMpeyCTAHOBABAHE HA IJIEMEHHETO, aKo HMa
HaMepeHHe 1a 3abpeMeHee WK Npearnosara, Yye Moxe Aa e OpeMeHHa:

AKO 1O HANOKMTEJIHH MEIULUMHCKH NpPHYHHH, JOpazenaM ce OpHeMa B KbCHHTE CTAIHH Ha
6peMEeHHOCTTa HIIH 1IO BDEME Ha PaXKJaHeTO BbB BHCOKM [I03H, MOTaT J1a C€ OYaKBaT peaklluy Ka
HOBOPOIEHOTO NOpPaaH $hapMakoNorHYHOTe AeHCTRHE HA CHEAMHEHHETO,

HOBOpO,IleHPI, YHHUTO Maliku ca NpHEMAIH HeH30ANa3eNMHH 32 HAKONKO CeAMHLH HIHM NoBeye
NpEaH paXxaaHeTo ca choOLABAHH CHMITTOMH H& OTHEMaHe B OCTHATATHHA nepuoa.




XHNOTEPMHS, PECTTHPATOPHA AENpecHd, anHed, NpobieMH ¢ XpaHeHeTo H yBpeleH MeTabomuTeH
OTTOBOP Ha CTYZOB CTPEC.

KupMete
CoiuecTByBaT AOKa3aTeNCTBa, 4Ye Jopa3enaM ce eKCKpeTHpa, Makap W BbB (apMaKoJOTHHHO

He3HAYHUTENHHA KONHYECTBa, B KbpMaTa [IpH Xopara.
IMopany Ta3u NpHYMHA JlopasenaM He TpAOBa Ja ce NpHeMa OT XeHH, KOHTO KbPMSAT, OCBEH aKO
OYaKBaHHTE MON3H 33 MalikaTa He HAJIBHIIABAT NMOTEHLMANHUA PUCK 3a JeTeTo. [IpH HOBOpPOAESHH,
YHHTO MalKH ca npHeManu OeH30MazeNHHH NOKATO KBbPMAT ca HalniojaBaHH ceaupaHe H
HeBB3MOKHOCT Aa cy4ar. beGerara Tpadea na 6baat Habnronasany 3a papMaKOMOrHYHH peaKLHH
(BKJIIOYHTENHO cepaHe H pa3apa3HHTEIHOCT).

4.7 EdexTa BbPXY cnocofHocTTa 33 wopHpane B pabora c MAWAHA

CenupaHe, aMHe3Hs, BIOIEHA KOHUEGHTPALUA K BIOLIEHa MYCKYAHA ¢yHKLUMA MOrar cepHo3Ho
lda noBaMAAT cnocofGHocTTa 3a wodHpane u padora ¢ MalIMHH. AKO NMauHEHTBT CTpaga OT
HeJOCMHBaHe, MOXe Ja ce MOBHIIM PHCKBT OT HamareHa OmurenHoct (BHXTe Touka 4.5).
MManuertuTe Tpabsa Aa ObRAT npemynpeleHM na He pabOTAT ¢ ONAacCHH MALIMHH H Ja He
wo¢Hpart, ako Te3u edeKTH Ce MOIBAT.

48 Hexensnn nelcapcrhehu peaKnHH

HexenaHu NekapcTBEHH peakliMi, KOTaTo ce NPOABAT ca HabnoJaBaHH OOMKHOBEHO B HAYANOTO
Ha JIEYEHHETO M KAaTo WO TAXHATAa TEXEeCT e TMOHMKABA HAH HAMBIHO H3YE3BAT C
NpoABIDKABaHe Ha IeYEHHETO UK NPH HaMallABaHe Ha J103aTa. ‘
Yecrorara Ha chobllaBaHe Ha He)XelaHHTe PeaKIHH To-A0NY € MHOTQ decTH (21/10), yectH
(=1/100 mo < 1/10), HedecT (>1/1000 mo <1/100), peaxu (>1/10000 o <1/1000), Muoro peaku
{< 1/10000), ¢ HeH3BeCTHA YECTOTA (OT HAIMYHUTE JIAHHH He MOKe Ja ObJe HANpaBeHA OLEHKA).

Obwyu napywienus u ehexmu Ha MACMOMO HA RPUAONCEHUE

Yectn: Myckynua cnafocT, acTeHns.

C HenseecTHa 4YecToTa: PeakUMH HA CBPBXYYBCTBHTETHOCT, aHaQUNaKTHYRKY/ aHAGHNAKTOUIHH
peakuuy, aHrnoeaeM, CHCAX, XHNOHATPHEMHS, XHITOTEPMHA,

CvOosu hapyutenus
C HeusBecTHA 4eCTOTA: XHMIOTOHHA, TOHHKEHO KPLBHC HaNAraHe

Cmomawno-upesnu Hapyuenus

Heuecrn: "'anene

C HeuzpecTHa yectoTa: KoHcTunauus, noBuiieH OUNApYOHH, XKbITEHWUa, [IOBHLIEHH HHBA Ha
4epHoApoOHHTE TpaHcaMMHa3H, MOBHILEHa ayikanHa ¢ocdarasa.

Hapywenun na xpvema u aumgnama cucmema
C nenseectHa yectota: TpoMOOLIMTONEHNSA, aTPAHYIOUNTO3d, TAHLIHTONEHHA.

Hapywenun na nepsnama cucmema:

MHuoro yecTh: CeanupaHe, yMopa, 3aMasHOCT.

Yectu: AtakcHs, o0bpKaHOCT, Jenpechs, NPosBa Ha AeNpecus, 3aMasHOCT.
C nenspectHa yecrota: Edextnre Ha Genzonuazennnure rupxy LIHC ca gosozasucu
Teskko noruckane Ha LIHC ce nabniopasa npe BHCOKH A03H.
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EkcTpanupaMyHM CHMNTOMM, TPEMOp, BEPTHrO, 3pUTENHM HApyLIeHHd (BKIOYHTENHO
JUIUIONIHA ¥ 3aMBINIEHO 3peHue), Ou3apTpHa/ HeAcHa ped, riaaBoboiue, IpHNagbUW/ T'bpPUuOBE;
aMHe3Ns, Ae3nuxubupane, eyodopus, XoMa, CYMUMIHA HAeauus/ OMHUTH, HapyLIeHO BHHMaHHe/
KOHLIEHTpALIHA, HapyleHO paBHOBECHE.

[TapanoxcanHH peaKLUHH BKIKYHTENHO TPEBOXKHOCT, ATHTALNS, Be30ya, BpakaeOHOCT, arpecus,
FHAB, HAPYLUEHHA Ha CbHA/ Oe3ChHHE, CeKcyanHa BEb30ya, XamolHHALHH.

Hapywenus na penpodyxmugnama cucmema u eopoama
Heuectu: [1poMsina B THOMAOTO, HMIOTEHTHOCT, MOHMXEH OPraybM.

Pecnupamopuu, 2peoHu u MEOUACMUHATHU HAPYUIEHUA:

C nenzpectHa uecToTa: PecnupatopHa Renpecus, anHes, BAOIIaBaHe Ha ChbHHA anHed (CTeneHTa
Ha pecnMpaTopha fenpecus NpH OeH3oAHa3eNHHUTE € 10303aBHCHMA, KaTo [0-TeXKKO MOTHCKAHE
ce Habntoxapa NMpH BUCOKH DO3H).

Bnowasane Ha 06¢TpyKTHEHO GenoapobHo 3abonsaBane,

Hapyuienua na kojcama u NOOKOJICHAMA MBKAH
C Hen3pecTHA YeCTOTa: ANEPTHYHU KOXKHHU PEaKiluH, alionelHs.

TpeanuiHa genpecus MoXe Aa ce Bb30OHOBH MO BpeMe Ha yroTpebara Ha 6eH30IUa3eHHH.

INpu ynorpe6ara Ha TepaneBTHYHM J03H MOXE Ja C€ MOABH NpexoJHa aHTeporpajiHa aMHesus
HITH YBpeXJaHe Ha [IaMeTTa, KaTo PUCKBT ce NI0KaYBa MPH [I0-BHCOKH 1034 (BHAKTe TOYKa 4.4).

IIps ynotpebara Ha OeH30aHA3ENHHH MOHAKOra ca AOKNANABAHH NMAPAAOKCAIHH PeakLMH KaTo
Ge3nokoiicTBO, aruTalMs, pasApasHHTENHOCT, AarpecHBHOCT, HalyJAHOCT, [IHSB, KOLIMapH,
XaNKUHHALHH, ICHXO3H H HENMOAXOAALLO MOBCACHHE.

Te3u peakuMH MoXe 1a ObJaT NO-BEPOSTHH NPH Jela W NaUMEeHTH B CTAPYECKa Bb3PacT (BHKTE
Touka 4.4).

Ynorpebara (Aopd H B TepaneBTHHHH JO3H) MOXKE A3 AOBeAe A0 (H3MUYecKa WK MCHXHYHA
3aBHCHMOCT, 4 IPEYCTAHOBABAHETO Ha JIEYEHHETO MOXE 1@ NPeli3BUKA CUMITOMH Ha OTHEMaHe
HIIH pelHanB (BHKTE TouKa 4.4).

CrobniaBane Ha MOJOIHPAHN HENENAHH PEAKIMH

CroluwaBaHeTo Ha MOAO3MPAHM HEXeEJNaHH pPEakUWH ciel paspellaBaHe 3a ynoTpe0ba Ha
.NMeKapcTBEHMA TMpOAYKT € BaxHo. ToBa TMO3BONABA Ja TPOJBIKH HabNIOAEHHETO Ha
CBOTHOLIEHHETO MON3a/ PHCK 32 JIEKAPCTBEHHS TPOAYKT. OT MEIHUHHCKHTE CMELHANHCTH Ce
M3HCKBA Ja chOOLLaBaT BCAKA NONO3HpAHA HekeNaHa peakUMA ype3 HallHOHANHATa CUCTeMa 3a
cwofliaBane:

HanbnHUTenHa areHius no neKapcTBaTa

ya. ,,Jamas 'pyep” Ne §

1303 Cousa

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 IIpegozapane
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CumMnToMu
[IpH oBnafsBaHeTo HA CHCTOAHHME HA NPEO3HPAHE C KOMTO WU a € IeKapCTBeH Ipo,
Ja <€ B3eMe MNpeRBHA PBbIMOXKHOCTTA HAKOJIKO IIPOJYKTA Ja ca 6w
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NOCTMAPKETHHIOBHA OMHT C JIopa3enaM cliyYau Ha NpeAo3npaHe ca HaOlJaBaHH OCHOBHO B
KOMOHHALMA C ATKOXOJ H/ MM APYTH NEKAPCTBEHH NPOAYKTH.

[Tpenosupaneto ¢ OeH30NHaseNWHH OOHKHOBEHO ce M34BABA 4pe3 Pas3siHMHH CTENeHd Ha
JeNpecHd Ha LeHTPAIHATa HEPBHA CHCTEMA, BApHPalllH OT ChHIMBOCT 0 koMa. B neknre cnyuan
CHMIITOMHTE BKIIOYBAT CBLHJIMBOCT, OOBPKAHOCT M JIETAprus; B NO-CEPHO3HHTE CAyyam, H
0cobeHO IIpH CBBMECTHO MpHIOXKEHHe ¢ ANKOXON HIH ApYrdH moTuckamu I[HC nekapcreenu
OPOAYKTH, CHMIITOMHTE MOCaT Ja BKMIOYBAT AH3aPTPHA, ATAKCHA, NAPANOKCANHH PEaKUHH,
notHckaHe Ha ITHC, xunoToHus, pecnHpaTopHa B ChpAE4YHO-CHAOBA AEMpPecHs, KOMa U MHOTO
PAAKO CMBPT.

Jleuenne

Korato WMa pHcK OT acmupalyd, Npeid3BHKBAHE Ha TOBPBLIAHE HE CE MNpenopbyBa. AKO
NpUEMBT € CKOPOIIEH <€ NPenopbuBa WHAYLHMPAHO MOBPBLUAHE W/ MM CTOMAlleH JIABaX,
nocneABaHHd OT oOWM MOAIBPXKALIM MepKH, ¢ NPOCNENABAHE Ha JKUBHEHHUTE MOKA3ATENH H
CTPUKTHO HabmoJeHHe Ha mNalMeHTa. AKO HHAYLUMPaHOTO NOBpBIIZHE HAMA NPEIHMCTBE,
aKTHBEH BbIJIeH MOXe Ja € OT Nen3a, 3a Aa ce HaMand abcopbumsaTta. XHNOTOHUATA, MaKap H
‘MANKO BEPOATHA, MOXE Ja C& KOHTpoJHpa ¢ HopaapeHamMH. Jlopazenam-ce ananu3mpa cnabo.
Jlopasenam rIOKYPOHH[, HEAKTHBHHA MeTabONHT, MOXKE 1A C& AHANTH3HPA CHIIHO.

BeH30AHa3eNMHOBHAT AHTArOHUCT (NyMaseHHN Moxe Aa Obae OT NoN3a APH XOCHHTATH3HPaHH
TIALMEHTH KaTO AOMbIKEHHE, HO HE KATO 3aMECTHTEN Ha MOAXOAALIOTO JIEYEHHE Ha NPeJo3HpaHe
¢ Gensopmanun. [Ipemn ynorpeba npouerere npoaykrosata uHbOpMauus 3a (rymaseHu.
Jlexapute TpaGBa na ca MHGODMHPAHH 3a DHCKA OT IbPYOBE, CBBP3AH C JIEYEHHETO C
daymasennn, ocobeHo NpH NalMEHTHTE, KOUTO yNoTpeGABaT GEH30AHA3EIHH npom.n)lcu'renuo H
FIPH NIPefo3HpaHe ¢ LIMKIMYHH aHTHAETIPECAHTH.

5, ®APMAKOJOTIHYHH CBOMCTBA
5.1 DapMakoIHHAMBYHH cnoﬁcjrna

®apMakoTepanesTHYHa rpyna: OeH3ogHa3enHHOBH JepuBaT, aHkcHomutHuW, ATC koo
NOSBAO6

J'IopaaenaM € kparxo,ueﬁcmaul 0eHz0QHa3enty ¢ AHKCHOJIHTHYHH, C€NaTHBHH, XHNMHOTHYHH H
OTNYCKAalH MYCKYJIHTC CBOIiCTRA.

5.2 PapMaKOKHHETHIHH CBOHiCcTBA

Cnen mepopanen npueM nopasenaM ce aGcopbupa 6bp30 M TMOYTH W3LANC, KATO BLPXOBHTE
NIa3sMEHH KOHLEHTpalUMH ce pocturat 2 4aca cnea npueMm. Tolt ce MetaGonusupa upes
OOHKHOBEH NpoLec B €QHAa CThIKAa J0 (papMaKkOTOTHYHO MHEPTEH TAKKypoHua. Hama ronemu
AKTHBHH MeTa0OIHTH,

ENHMHHALHOHHMAT NONYXHBOT Ha JopadenaM € 12 vyaca, kKaTo PHCKBT OT NPEKOMEPHO
HaTpynBaHe € MHHHMAaseH. [IpH KNHHMYHO 3HAaYHMMH KOHLGHTPAlMY, JIOpa3enam ce CBBP3Ba ¢
INA3MEHHTE NpoTeHHU mpubnu3uTenHo 90%.

53 IlpeaAkTAHMYHA JaHHA 33 Ge30mMacHOCT

Esodarnanda aunatauHs e HaGmonasaHa NpH MILXOBE, NEKYBaHH ¢ 0pa3enaM Nos
roAMHA ¢ 1034 0T 6 mg/ kg AHeBHO.
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6. DAPMALIEBTHYHH JAHHH
6.1 CoHCBhbK HA NOMOINHEHATE BeNEeCTBA

JlaxToza MOHOXHOpAT

TTosuaoH (K 30)

Kpocnoeunon Tun A

LlapeBu4HO HHLIECTE
MuxpokpHcTania uenyJosa (E 460)
Hartpuer HuIlecTeH IAMKOIAT
[Monakpunus Harpui

Marnesues creapar (E 572)

6.2 HecbBMeCTHMOCTH
Henprnoxumo.
6.3 Cpox Ha TogHOCT

Bauncrepn oT PVC/PE/PVDC — a.n_yMHHneBo ¢onuo: 15 Megeﬁa :
Baucrepn oT CryAeHO NpecoBaH amyMAHHNA ¢ aryMuHHeBO donno: 30 Mecela

6.4 CnenuaaHn yc/IOBHS HA ChXpaHEeHHE:

Ja ce chXpaHsBa Ipu Temneparypa noa 25°C.
Jla ce cbXpaHsBa B OpUrMHANHATA ONAKOBKa, 32 /1a CE NPeANasy OT CBET/IHHA.

6.5 Bpa B cbIbpXAHHE HA ONAKOBKATA

Bnncrepu ot nempospaudo PVC/PE/PVDC - anymunnero ¢onuo M OaHCTEpH OT CTYAEHO
npecoBaH alyMHHHH ¢ alyMHHHEBO (QONHO.

Omnaxoexu: 10, 14, 15, 20, 28, 30, 50, 60, 90, 100 u 500 TabnerxH.

He BcuukH BHAOBe onakoBku Morar Aa 6baar nycHati B npopax6a.

6.6 CnensanHu npeAna3ii MepKH DpH W3XBBPJIsHe H paboTa

HsaMa criei{HanHy H3HCKBAHHA.

HensnonzBaHUAT NekapcTBEH MPOAYKT MM OTNaAbYHMTE MaTepHanu ot Hero Tpabea aa ce
H3XBLPIAT B CHOTBETCTBHE C MECTHHTE H3IHCKBAHHA.

7. MNPUTEXATEJI HA PAPEILIEHUETO 3A YIIOTPEBA

Medochemie Ltd., 1-10 Constantinoupoleos str., 3011 Limassol, Kumrsp

8. HOMEP(A) HA PAZPEILEHHETO 3A YIIOTPEBA

JIOPAITAM 1 mg:

Per. Ne 20140099

JIOPATIAM 2,5 mg:
Per. Ne 20140100
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9. JAATA HA ITbPBO PA3PEIIABAHE/ NIOJAHOBABAHE HA PAZPELIEHHUETO
3A YIIOTPEBA

Jara Ha nbpBo paspewasade: 28 mapt 2014,
Harta Ha nocnenHo nonHoeasaHe: 04 onu 2019 1.

10. JATA HA AKTYAJINIUPAHE HA TEKCTA

04/2026
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