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1. MME HA JIJEKAPCTBEHUS IPOAYKT - 26-07- 00
MapaueraMaxkc 1 000 mg rpasynu B camera

ParacetaMax 1 000 mg granules in sachets

2. KAYECTBEH H KOJITHYECTBEH ChCTAB

Enno came cyappxa 1 000 mg napaueramon (paracetamol).

Iomoniym BewlecTBa ¢ M3BECTHO AeiicTBHE:
Cuavpixa copburon (E420) 806 mg/came.

3a meaHES CHACEK HA NOMOINHHTE BEIIECTRA BIOKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA

I'pany.tu B camera
Benu unu noqru 6eny rpanynu

4. KJIHHAYHH IAHHH
4.1 TepanmeBTHHH TOKAZAHHRA

IMTapaueraMaxc ce H3MOM3RA 38 CHMIOTOMATHUHO J1eyenye Ha cnaba 1o ymepeHo cinna Gonka u
[IOBUINCHA TEMIIEPATYPA.

4.2 To3uposKa B HaUHH KA NPHAOKEHHE

Jo3nporka

Jo3supoBkaTa 2aBHCH OT TENECHOTO TErAO M BL3PACTTa; €AHOKPATHATA 03a Bapupa or 10 g0 15 mg/kg
TEJIECHO TET/I0 A0 MakCHMalHa JHeBHa noia 60-75 mg'kg TenecHo Terno.

CneuMduuiuaT J030B HHTEPBAN 3aBHCH OT CUMITTOMHATE M MakCHMaiHaTa axHerHa no3a. He Tpalea,
obaue, na e nox 4 daca.

TlapauetaMaxc ne TpaGBa fa ce npyeMa AOBede OT TPY il §e3 KOHCYATaLuA C eKap.

1mg came
Tedecno rerjio meacT) Enmanuna no3a jcame] Makxke. 1HeBHA 1034 [cainera]
>40 kg 1 000 mg napaueramon (I 3 000 mg napaueramon { 3 caiiera {0
(neua Han 12 rogunu u caiug) 1 000 mg)
BL3PACTHH)

CHELIHRHHH I'DYTH [ALHEHTH:

Hapywena weprnodpobna unu 6vbpeyna pynxyun
Ipu nanMenTH ¢ HapyweHa 4eproapodHa umm 6s6pedta Cl]yHKIlldﬂ WM CHHAPOM Ha
TpAGBa Na e NOHUKEHA HWIH HHTEPBATHT HA JI03UPaHe [a Ce YAbIKH.

Hayuenmu ¢ napywena Gvbpeuna pynxyus

Ilpn nanuenTn ¢ Tesxxa 6vOpeyHa HenoCTaTLUHOCT (KpEaTHHUHOB KITHPhHE <10 ml/min), e

HeoOX0IMMO J1a ce CTIa3Ba MHTEPBAR OT Hall-Manko 8 yaca MeXay OTAETHHTE JO3H.
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Xponuuen ankoxonuzom

XpoHudHaTa KOHCYMaLMA Ha aJIKOXOM MOXKE 1 HaManH f1para Ha TOKCHYHOCT Ha napaueramon. pu
T3 NMALBEHTH TIPOABIKUTETHOCTTA HA HHTEPBAIA MEKAY ABE 403H TpadRa aa Obie MunumyMm 8 vaca
¥ JIHEBHATA /1034 He TPAGRA 1a HAJIRMUIARA 2 € NapAETaMOT.

Ilayuenmu e cmapuecka gbspacm
He ¢ neobxonumo kopHryupase Ha A03aTa NPH Ta3H BL3PACTOBA IPyIia.

Jeya u wonowy ¢ Hucko merecno meaio

Caurerara, kouto ceappkar | 000 mg napaueramos He ca HoAXOSLM 32 ynoTpeda Npu fena noj
12-romvIuna $h3pacT ¥ CHOTBETHO ¢ TenecHo Terio noa 40 kg. 3a Tasy rpyna nauMeHTH ca HATHYHN
JIpYrH NEKapCTBCHH U 1030BH QOpMH.

3a BCHYKH MOKA3AHHA:

Bu3pacTik, nalMeHTH B CTapyecka BL3PAcT ¥ AEUa Ha BbapacT Haa 12 roaunn: O6uuaiinata 1o3a e
500 — 1 000 mg ua Bcexu 4 1o 6 uaca no Makcumym 3 000 mg n¥esHo.

Hosara ne Tpsbpa Ja ce MOBTaps MO-UeCTO OT BEIHLIK HA BCEKM YETHPH Uaca,

Bvbpevna neoocmamvunocm
B cnyuait Ha 6pOpeuna HeocTaTHUHOCT 103aTa TPSOBA 14 Ce MOHMIKK:

Inomepyana puarpauns | Joza _
10 — 5¢ ml/min 500 mg Ha Bcern 6 yaca
<10 ml/min 500 mg Ha BcekH 8 uaca

Tpabsa na ce ofMucnm nHeBHaTa ediekTHBHA f03a ez aa ce HaasHasa 60 mg/kg/neu (6e3 aa ce
HaABHIUABA 3 g/CH) B CIEAHUTE CUTYALIHH:

Bo3pactny ¢ Terno nopn 50 kg

XenaTouemynapHa He0CTATHYHOCT (1IEKA JI0 YMepeHa)
XpoHHYEH ANIKOXOMH3IBM

Jexvaparaums

XPOHHUHO He[loXpaHBaHe

HapymeHa uepronpoOHa wim 650peuna dyukis

IIpy mauuerTH ¢ HapylieHa YepHOAPoOHA Uy 61>6peiu-la thyHKuMA unK cHHapoM Ha Gilbert, nosara
TpAGBa na ObAe MOHMWKEHA WITH JO30BUAT MHTEPBAN YIbILKEH.

JlexapcTrenata gopma He ce npeniopbyRa NpHU Aeua 1ioa 4 roauuu; no~-ronemH Aeua (4 — 12 roqvnn)
morar 1a npyemar 250 — 500 mg Ha Bcexu 4 - 6 yaca 10 MAKCUMYM 4 1034 3a 24 vaca,

Hauun va npwioxenpe

3a nepopasina ynotpeba. I'padynute Tpadna na 6haaT NPUETH HAMPABO B yCTaTa BHPXY €3HKA U
TpabBa Aa ce norvaHaT be3 Boza.

He npuemaiite [apauetaMakc cien xpadene.

4.3 HpordBonokazauun

. CBPBXUYBCTBHTENIHOCT KbM aKTHBHOTO BEMECTBO WM KbM HIKOE OT IIOMOILL
H30poenH & Touka 6.1
. TewKa OBOpPeYHa HEJOCTATRYHOCT
. TEXKA 4epHOAPOOHA HEOCTaTBYHOCT
. /IHOBPEMEHHO NIEHEHVIE C JIeKAPCTREHH NPOAYKTH, IOBTHABAIINN HEPHOAPOSHH
. oynoTpeda ¢ ankoxon T
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4.4 Croeunafud npexyRpe:RAcHESN B UPeInasni MepKH npn ynorpeda

- C uen na ce usberHe pucka oT 1IpeRo3Hpane, He TpIGBa 12 ce IPHEMAT &IHOBPEMENHO IPYTH
TEKaPCTBa, ChIBPAKALIH TapalleTaMoi.

Mapaneramon 1ps6Ba 1a ce nprnara ¢ 0coOeHO BHUMAHHE B CIIEAHHUTE CIIyHaH:

. xenaronenynapHa senoctarsuHoct (Child-Pugh <9);

. XPOHHYHA 370ynoTpeda ¢ ankoxon;

. Texka GBOpeyHa HEJOCTATEYHOCT (KPEATHHHHOB KNHpBHE <10 ml/min [Bik Touxa 4.2]);
. cunupoM Ha Gilbert (hamMpunna HeXeMOTMTHYHA JKbITEHHLA);

. roxo30-6-thocdaraexuaporeHaseH aeduuuT;

. XEMOJMTHYHA AHEMKA.

1Ipy nlauMenty ¢ M3uepnan cTaTyc Ha IITyTaTHOH (KAaTO NPH CeNcHc, HENOXPaHBaHe, 310yToTpeda ¢
anxoxon, 6x6peyno n YepHoapoGHO yBpeknaue) ynotpefara Ha NAapaLETAMOII MOXKE 3 MOBHIIM
PHCKa OT YepHOaPoOHA HEJOCTATHYHOCT W/UITH MeTabO0IHTHa ALHA03a.

. B cayuaii Ha BUCOKa TeMNepaTypa UK IPH3HALN HA BTOPHYHA MHQEKLMS, WM AKO CHMIITOMMTE
NpoIBKABAT MOBEYE 0T 3 AHM, HEeOOXOANUMO € Ja Ce MOTHPCH JIEKAPCKA KOHCYIITalMs,

Ilo npuHLMT, JeKapcTBEHN NPOAYKTH, ChAbpKaluM napaleTamMod, TpaOea 1a ce NPHEMAT caMo 3a
HAKOJIKO JHHM 663 KOHCYNTALMKS C ieKap HITH CTOMATONOT M HE BLB BHCOKH [I03H.

Cnen npoasiiurenna ynorpeba (>3 Mecelid) Ha aHANTETHLIM NpY ynorpe6a npes AeH WM N0-4ecTo
MOXe [Aa Ce pa3sue MaBoboie WK BJAOIM CHIIECTRYBAUIO TakoBa. I 1aBoGomie, NPUUUHEHO OT
fpexoMepHa ynoTpeba Ha aHaNTeTHIH (Iy1asobonye oT capbxynorpeda Ha Meavkamentd {MOH -
medication-overuse headache)) nerpabpa na ce nexysa ¢ ysenmyapane ua nosata. [Ipy Takuea ciryuam
ynorpebara Ha aHanreTHUH Tpabea a 6bae MPeyCTaHOBEHA JI0 KOHCYJITAllMA C exap,

Haii-o6ino, o0nuafiHuaT npies Ha aHATreTHIM, 0COGeH0 KOMOMHALINS OT HIKONKO AHAITETHYHY
BEIIECTBA, MOXKE 13 N0Bede 10 TpaiHO ObOpedHo YRPEKRAHE C PHCK OT GOpedHa HEAOCTATEYHOCT
(ananreTvyHa HepomaThs).

Mpoxbxuresnata Unu yecta ynorpeda He € npenopbyaurenta. Naupenture Tpabsa aa 6saar
MIpeJyNpeieHy Ja HE NPHEMAT CAHOBPEMEHHO IPYTH NPOAYKTH, ChIBPIKALIH MAPALETAMA,
[puemane Ha HAKONKO THEBHH JO3K HABEAHEK MOXKE CEPHO3HO 1A YBPEAM YEPHHUS APcO, KaTo B
TAKLB CITy4ail He HACTLNBA 3ary0a Ha Ch3HaHue. Bhnpexn ToBa, MeMMACKa NOMOLY Tpabsa aa ce -
norepek HezabasHo. TlpoabmkuTenHaTa ynoTpefa, OCBeH o] MEIULUHHCKU KOHTPOI, MOXe aa 6bae
omacHa. [Ipu neua, nexysanu ¢ 60 mg/kg AHEBHO NapaneTaMos], KOMOMHALMA C APYT AHTHOHUPETHK He
€ ONparJana, OCBEH B ClTyyai Ha HeedeKTHRHOCT.

BuesanHoTo npekpaTsBaHe Ha NIpUeMa clie]] POIBIDKUTENHA, HEMPaBUIIHA YIIOoTpeGa Ha aHANTETHIM
BBE BMCOKA 1032, MOXKE [a JOBE/IC A0 [M1aBo0onue, 0TnaaHanocT, 601Kk B MyCKyJIHTe, HEPBHOCT W
BEre¢TaTUBHA CUMITTOMATHKA. T€3M CHMITTOMHK Ha OTHEMAHE NIPEMMBABAT B PAMKHTE Ha HAKOIIKO JIHM,
ITo BpeMe Ha TO3H NePHOL, NO-HATATHLIHO TPUEMAHE HA aHANreTHLKM TPA6Ba Aa ce u3barsa u aa He ce
BB300HOBABa €3 KoHCYATaUMA ¢ neKap. ‘

Heobxoa1mo € NoBYINEHO BHUMAHHE, KOTaTO NApalieTaMon ce yrnoTpebssa & komGuna
HHAYKTOPH WM ¢ BELIECTBA, KOWTO HEIYIIMPAT YepHOAPOGHHTE eH3UMH Kato pudam
UMMETHANHH, aHTHENHIETTHYHY CPEICTBA, KATO HANPUMED TyTeTUMH, denobapon
KapOaMazenuH.

[penopruea ce NOBHILCHO BHMMAHHE NPH YROTPeGaTa HA NAPALETAMON TIPH NAHEHTHNC e a
6BOpeuHa HeaOCTATLYHOCT (KPEATHHHHOB KAHpBHC < 30 ml/min (Bx. Touka 4.2) wny \"FIJ}MW A6 e
XETIATOLENY1apHa HEIOCTATRYHOCT (JIeka 10 YMepeHa). SR
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ITo BpemMe Ha ne4yeRUETO ¢ napaneTaMosi He TpAdBa fa ce ynoTpeGaBa ankoxoJi.

PuckoseTe 0T Npelo3Mpate ca NO-BUCOKH NPH MANHMEHTH ¢ HEIMPOTHYHO AIKOXOIHO YEPHOAPOOHO
yBpexaane. H3uckea ce noBHILICHO BHUMAaHUE NMPU XpoHKUeH antkoxoau3bM. Ilpd nauuentn
3n0ynoTpebaBaly ¢ aTKOX0N Jo3aTa TpadBa fa Oble pedyuupana (8x. Touka 4.2). B Te3u cayuan
JHeBHATa 103a He TpaGBa Na NpepHinasa 2 g.

TIpu npeno3rpane TpabBa na ce noTepcK HezaBaBHO MeTUIMHCKA TIOMOL B Ciryyaif HA rpefosHpane,
JOPH aKo MaLUEHTLT Ce HYBCTBA J0Ope, Nopaal pUCK OT HEOOPATHMO YBpPEIKAaHe Ha YepHUS Jpo0
{Bx. TOuxa 4.9).

Tlpenopbuea ce NOBULLEHO BHUMAHUE TIPH MALMEHTH C 4CTMA, YYBCTBUTETHH KM aLIETHIICATRLIMIOBA
KHCENUHa, ThH KaTo € chobiIapaHo 3a JICKN peakuuk Ha 6poHxocnazbsM (KpBCTOCAHA Peakuus) ¢
napaneTamoll. ‘ '

Jlo3H, NO-BHCOKH OT NPENOPbYBAHUTE, ROAST A0 PUCK 33 MHOTO CePHO3HH YBEPEXKAAaHHA Ha YePHUA
npob. Jlevenue ¢ aHTUAOT TpAGRa Ja Gbie NPOBENEHO BBIMOKHO HAH-OBp30 (BK. Touka 4.9).

IMapaneramon TpsGBa fa ce M3MI0N3RA ¢ NOBULICHO BHUMAaHHe TIPH AEXUPATAIHS W XPOHHUHO
HeA0XpaHBaHe.

Topaan ysenuueHus pack oT MeTaConiTHA alua03a ¢ roaMa aaHonHa pasnika (HAGMA) ce
0PEnopsYBa NOBMIIEHO BHHMAHUE IIPH CHIVLTCTBANO PHIOKEHNE Ha QITYKITOKCAIHH 1
napaeTaModl, 0COBEHO NPH NALMEHTH ¢ TEXKA CTeneH Ha OBOPEYHO YBpexKIaHe, Cericuc,
HEJOXPaHBAHE H ADYTH HITOUHHLM Ha JehHIINT Ha FNYTATHOH (Hamp. XpPOHUYEH ANKOXOIUIEM),
K4KTO H TIpH Te3H, KOWTO H3MOI3BAT MAKCHMAJIHATA JHEBHA 1033 NapaueTamodn. [Ipenopbuea ce
CTPHKTHO 1POCICiABae, BITIOYHTENIHO H3MEPBAHE HA 5-0KCONIPOMH B YPHHATA.

IHoMoLHH BelIecTsd

Coptbumon (F420)

Tpabpa Na ce AMa NPeABUN A0UTHBHUAT ePeKT Ha ChITHTCTBAINO NPHARFaHH NPOIYKTH; ChAbLPMKAIIH
copbuton (Mnu dpyKxTo3a), KAKTO H XpaHHTETHHAT [IpHeM Ha copburon (HnH §pykTosa),
ChbABpiKaHMeTO Ha COpOUTON B JIEKAPCTREHH MPOIYKTH 38 NEPOPATHG PHIOKEHHE MOXE 12 NOB/INsE
OUOHATMMHOCTTA Ha APYTH LIEPOPAIIHH JNEKAPCTBEHH [IPOAYKTH, KOHTO CE€ IPHAATaT ChIbTCTEAIILD.
Tosu nekapcTBeH NnpoAykT He TpAGBa /14 ce MpHEMA OT HALMHEHTH ¢ HACAENCTBEHA HEMOHOCHMOCT KbM

¢dpyxrosa (HFI).
Hampuii

To3m nexapcTeaeH MPOAYKT CHALEA N0-Maako ot | mmol varpuii (23 mg) Ha catue, T.e. MOXKE Aa ce
KaKe, ue NIPaKTHIECKH HE ChABPXKA HATPUH.

4.5 BsaamoneiicTBHe ¢ APYTH JIEKAPCTBEHH NPOXYKTH U APYTH GOPMEU Ha B3aumMo/eiicThue

ITprembT Ha npobenenun UHXMOUPA CBLP2BAHETO HA NAPALETAMON ¢ IMIOKYPOHOBATA kiicey
KOETO RO JI0 NOHIKABAHE HA KIIKPBHCA Ha napaueTamos npudnnsurento 2 nbra. [Ipu
KOWTO €THOBPEMEHHO NpHemat npobeHelua, 103aTa Ha napaueramon Tpsadea na Obae 1y

WA r{'u.;‘.\
" g B

il
IMapaneramon ce MeTabonu3Kpa B 3HAYUTENHA CTeMeH B yepHua Apob, 1 cneuonaTenuc( &}&zmoxcpg Ty
B3aNMO/IeHCTRA € IPYTH NISKAPCTREHH NPONYKTH, KOUTO W3N0/I3BAT ChIIHTE MeTalonuTh cm.'m:tﬁ;, R
MIH KOMTO €a cIOcO0HM ia MHXMOMPaT WK MHAYUHPAT TC3H MbTHIIA. XPOHMUHMAT NpueM fla” . ,’
JTKOXO0/1 H/MNH M30NI3BAHETO HA BEIIECTBA, KOMTO HHAYIMPAT YePHOAPOOHHTE eHIMMK Kaig, (/7 yﬂrmﬁiﬁ’;g"
pubaMAHUKH, M30HHA3MA, XBIT KAHTAPUOH U HAKOM AHTUENHIENTUYHH CPeICTRa (KapGaMae.BM"
thenMTonH, peHobapOHTaN, TPUMMIOH) MOXKE 1A YBEIHYH XETATOTOKCHYHOCTTA HA NapaLleTaMol,

1opany NOBHINEHOTO 1 No-0Ep30 00pazysaHe HA TOKCHYHH MeTabOMHTH.
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EnnoepemesnoTo npunarade Ha napaneramoln 1 AZT (30BYIMH) 3aCHIIBA CKIIOHHOCTTA KM
neyrponerus. Ilopajau ToBa TO3M eKapeTBeH NPOMYKT TPAOBA Aa C¢ NPUNara egHOBpeMenHo ¢ AZT
caMo cliel MeIHITHHCKA KOHCYITaums.

ETHOBpPEMEHHHAT NPHEM Ha TEKaPCTBEHH NPOAYKTH, KOHTO BOJAT O YCKOPEHO H3TIPa3BaHe Ha
CTOMAXxa, KATO METOKNONPaMUA, YCKOpARa adcopOUMATA H HAYANOTO Ha ACHCTBHE HA N2paleTaMoll.

EQHOBpeMEHHHAT PHEM Ha TeKaPCTBEHH NPOAYKTH, KOMTO 3a0aBAT HINMPa3BaHETO HA CTOMAXA, MOKE
Aa 3a0aBH pezoplLHATa H HAYaI0TO Ha AeiiCTRHE Ha napaleTaMon.

XonectHpaMus HaMmaigpa abcopbuMATa Ha 1IAPAUETAMOI, W CIENOBATETHO He TpalBa 1a ce npuara B
paMKMTe Ha eIUH Hac cnej ynorpeba Ha NapaneTaMo.

MHuorokpaTHOTO pHeMaHe Ha MapareraMon 3a Nepuo/, N0-AbIbr OT EHA CEAMMUIIA 3aCHITBa edieKTa
Ha aHTHKOAryJ/IaHTHTE, B 4acTHOCT Bapdapud. [opany ToBa IPOIBIBKHTENHO NPHAOKEHHE Ha
napaueTamMon npH Mau¥eHTH, KOUTO ¢a NEKYBaHH ¢ aHTHKOArYJIAaHTy, TpAdBa 1a ce H3BLPIIBA CaMO
110/1 MeANLMHCKH KOHTpOJ. HepeJ0BHOTO NpHeMaHe Ha NapaleTaMoN HAMA 3HAYHTENHO BL3/ICHCTBHE
BBPXY CKIOHHOCTTA KbM KEPBEHE.

HeobX0auMO € MOBUIIEHO BHHMAHUE TpH CBNBTCTBRALIA ynoTpeda Ha GnyKIoOKCalHIuE |
naparneTaMon, Thi KaTo eJHOBPEMEHHUAT NPHEM CE CBBpP3Ba ¢ METabONUTHA alMA03a ¢ TOJIIMA
aHHOHHA Pa3NHUKa, 0cOOEHO NPH NALKHEHTH C PUCKOBH (HaKTOPH (BX. TouKa 4.4).

E@exmu eopxy rabopamoprume uscnedaanus

IMapaueramon Moske'na NOBNHsE 1a60PATOPHHTE TECTOBE 3a OMPEACAAHE HA MHKOHHA KHCEIHHA B
cepyMa, PH KOHTO ce u3non3ea ¢ocdo-sondpaMora KUCETHHA H TECTORE 33 ONPEAEAAHE Ha KpbBHA
3axap upes IMIOK030-0KCHa30-epoxchiazen Metoa. Ilpobereuma Boau 10 noutn 2 npru
NOHWKABAHE HA KIHPbHCA Ha MapaLleTaMol, 4pe3 HHXHOHMpaHe Ha HEerOBaTa KOHIOTAllMA ¢
IAIOKYPOHOBATA KUCENHHa. [1pn eIHoBpeMenHo eyenye ¢ npobeHenua 103aTa Ha napaneTamorn
TpabBa Aa O6bae OOHIHKEHA.

INapaueTamon ypesuyaba TIa3MEHUTE KOHLICHTPALMK Ha ALETAICATUIHIOBATA KHCEIWHA 1
xiopaMbeHHKon.

4.6 @epTHAHTET, OPEMEHHOCT U KbLPMEHe

Bpemennoct _

3HaUMTENHO KOMHYECTRBO JaHHK NTPH O6PEMEHHM KeHH He noKa3BaT HATO MaldopMaTHBHa, HHTO
¢eTo/HeoHaTaNnHa TOKCHYHOCT. Pe3yTaTuTe OT eNHAEMUOIOrHUHHTE MPOYYBAHMA BBPXY
HEBPOJIOTHYHOTO Pa3BHTHE HA JELA ¢ EKCTIOZMLMA Ha NTapaLeTaMol in utero ca HeybequTeHH, AKO €
Heo0X0AUMO OT KJIWHUMHA TIleHA TOYKA, NapaleTamon MoXKe Aa Ce TIPUIAra Mo BpeMe Ha
OpemeHHoCT, HO TpAOBa Aa ce U3I0A3Ba Hal-HACKaTa eeKTHBHA 1032 3a BB3MOXKHO HAH-KpaTko
BPEME W C BE3MOMKHO Hafi-HHUCKATA YeCToTa.

KspmeHe

MPOAYKT MOTAT Aa C& N3ION3BAT N0 BPCME HA KbPMCHE.

4.7 Edexrn Bppxy cnnocobHocTTa 32 Iodupane u paboTa ¢ MAUIHHH

Tapaiieramon He NORITUABA cNOCOOHOCTTA 3a Wodupane ¥ paboTa ¢ MAUIMHK. \
He ca nposexpany npoy4sanus 3a epeKTUTE BLPXY cnocoGHOCTTa 3a WwodupaHe U pal

4.8 Hexe aHM NeKaPCTBeHH PeaKNAN
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HPH TeRANCBTHYHHY J103H4 CE HabMIOgaBaT MaNKo HEXEIaHy peaxuHn,

YecroraTa Ha HEXXENAHUTE NIEKAPCTBEHH PEaKLME € KaKTO ClieaBa: Muoro Hectu (>1/10), uectn
(=1/100 1o <1/10), ewectn (=1/1 000 no <1/100), peaxu (>1/10 000 no <1/1 000), MHoro peakH
(<1/10 000), ¢ Hew3BecTHA YecTOTA (OT HANMYHWTE NaHHH He MOXeE 1a ObJe HANPABEHa OLEHKA).

CHCTCMO-DPFEIHHH KJ/IACOBE

YecToTa

Hesxe1ann JIeKAPCTBEHH PEAKKHK

Hapymenus na kpbBTa 1 nMpHaTa
CHCTEMA

Penxu:

HexeMOonuTHYHA aHEMHA W MOTHCKAHE HA

-(DYHKLNATA HA KOCTHUS MOIBK,

TpoMOOUMTONEHHS, TPOMOOIIUTHH
HapyWeHns, HapyHIeHHs Ha CTBOJIORHTE
KIETKH.

M#uoro penku:

JleBkoneHHs, HEYTPONEHHA U
XeMOTHTHUHA aHEMHS

Hapywenns na uMyHHaTa cucTeMa: .

Penxu:

CBpPBXYYBCTBUTENIHOCT (C U3KITIOYEHHUE
Ha AaHFHOENICM)

Hapvyiuenns Ha MmeTaGonusma u
XpaHeHeTo

MHoro peaku:

Xunornukemus

TICMXHYHH HAPYIICHAS: Peaxu: Henpecus, o0BPKAHOCT, XAIIOLMHALINK,

Hapyiuenns Aa HepBHATA CHCTEMA: Pefiicu: Tpemop, rnasobonne.

Hapymenus Ha ounre: Peaxu: Hapywero spenne.

CbpaeuHy HapyweHHs Peaxu: Otox

CroMaliHO-4PERHH HapyIIEHHA Peaxu: OCTbp ¥ XpOHHUCH IAHKPEATHT,
Xemoparus, kopeMHa 00nka, uapvs,
rajleHe, NOBpPBUaHE.

XenatoOMnnapHH HApYILCHHUS: AGHOpMHA QYHKLMA Ha YePHHUS pod,

Penru:

HePHOAPOOHA HEOCTATBHHOCT,
YepHoApoOHa HEKpO3a, KBJITEHHLIA.

MHoro penku:

XenaToToOKCHYHOCT

Hapymienus na koxara u Peaxu: AHaduNaKTAUHK peaklmy, cepOex,

NOAKOAHATA THKAH 00pHB, 1IOTEHE, ITYpPIYpa, AHTHOSAEM,
YpTUKApUI _

Hapyiuenus Ha 0s6peunTe H Pengn: Hedponaruy u TyOyaHM HapywieHus

NMUKOYHUTE NETHLLA

Mhuoro peaku:

CrepunHa nuypus (MBTHa YPHHA) 4
HEXENaHY PeaKiMy OT CTpaHa Ha
GnOpenyTe

OO0uin HapyieHs H ederTu Ha Penxn: 3amaiipaHe (¢ H3KIOYEHHE HA BEPTHTO),
MSACTOTO Ha NPUICKEHWe! HEpa3NoNoKEHNE, NUPEKCHS, celauus,
JICKAPCTBECHH B3aHMOASHCTBUS ]
Muoro penku: Peakuvu Ha CBPBXHYBOTBHTENHOCT
: (M3MCKBaIUK TIPEKLCBaHE } &Hi
HapauaeaHus, OTpasgHus U Penxn:

YCIOKHEHWSs, Bb3HHKHAIH B
_PE3YITAT Ha HHTEpPBeHIiN:
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[Mapaueramon & LIHPOKO H3MON3BAH, 2 IOKNAIHTE 33 HEJKEIAHH nexapcmeuu PEAKHMM Ca PEAKH U
OOMKHOBCHO ¢a CRBP3AHH C TIPEA03HPaHE.

HedpotokcHunn edeKTH ca HeUeCTH u He ca OHAH ROK/TAABAHH BbB BPB3K2 C TEPANICETHYHH JO3H,
OCBEH Clefl PONLIDKHTENHA ynoTpeba.

JloknaasaHu ca HAKOM Clyyad Ha epUTeMa MyITHbopMe, OTOK Ha lapUHKCa, aHAQUTAKTHYEH IOk,
aHeMHsL, TIPOMSAHA Ha YepHuA 1pob K xernatut, Gu6peuna npoMana (Texxo 6b6peyno yBpexnane,
HHTEPCTHHMAIEH HeDPUT, XEMATYPHS, AHYPHS), CTOMAITHO-UPERHA ¢(PEKTH M CBETOBBPTEXK.
Croburasann ca MHOTO PEAKH CIyYaM Ha TeXKKM KOKHH PeakLinu.

Crofuiasane Ha N0103MPAHH HEKENAHH PEAKIHH

CrobniaBaHeTo Ha NOLO3IMPAKHA HEXKENAHH PEAKLMH ClIe]l pa3peiarane 3a yrnotpeba ua JeKapCTBeHna
NPOAYKT & BaxHO. ToRa No3BO/IARA 72 NPOTE/IKH HAOMIOICHHETO Ha CHOTHOLUCHHETO MOJI3a/PUCK 33
JeKapcTBeHMs NpoAyKT. OT MEAHIIMHCKHTE CIEUMATTMCTH C& M3MCKRA 12 ChOOILABAT BCAKA
TI0A03MPaHA HEXENMAHA Peakiiua upes MabiHnTeNHa areHuus no nekapereara, yi. ,.Jamss [pyes”
Ne 8, 1303 Codpua, Ten.: 02 8903417, yebeaiir: www.bda.bg.

4.9 IIpeposupaue

CobuiecTByBa PUCK OT HHTOKCHKAWMA 0coOeHO TIPU XOpa B CTapUECKa Bb3PACT, TIPH MAIKH JI8La,
NAIMEHTH ¢ YepHOAPOOHH 3a00RaHKA, B CTYyHAHTE C XPOHUUEH ANTKOXOIHIEM, NPH [AIHEHTH C
XPOHHWYHO HEJOXPaHBAHE H ¢ H3UEpNaH IMyTATHOH, HAMp, Npu cencuc. [lpenosupanero B Tesu cly4aH
Moske fa Ob/ie aTanHo.

CumMrrroMuTe 0OMKHOBEHO € MPOABABAT B PAMKHUTE HA (ThPBUTE 24 Yaca H BKIIOHBAT: rajicHe,
NOBpBILAHE, aHOpeKCcHd, GienHocT U Kopemua Gonka.

IIpenosupanero cbe 7,5 g napalleTaMon Win NoBeve, IPHETH KaTO eAHOKPATHA 1032 [IPH Bh3PacTHH,
Uil eanoxparya nosa or 140 mg/kg TenecHo Terno npy Aeua, NpUYMHABA XENaroueiynapHa Hekposa,
KOETO MOXKE Aa NpeAH3BHKa ITHTHA B HeoOpaTiMa Hekpo3a 1 ocliearalla yepHoapobHa
HEOCTATHUHOCT, MCTalOMHTHA alii03a H eHlieanonaTHa, KOUTO MOTAT Ja JOBEAAT A0 KOMa H
cMbpT. HabmonaraT ce eAHOBPEMEHHO MOBHIEHH HUBA Ha Y4epHOApoOHHTE Tpancamunazm (AST,
ALT), naxrat nexuaporesasa 1 OunMpyOHH 3a¢4HO ¢ TIOBHINIEHH HUBA HA LIPOTPOMOHRA, KOETO MOKE
Iia ce npoasH oT 12 no 48 gaca cien ynorpebara.

llpoyeoypa 3a cnewnu cyuau:

HezabaBso TparcnoprHpate B Gonuuua.

Kpeuu npoGu 3a onpeenase Ha NbpBOHa4aiHaTa MNA3MEHA KOHLEHTPALMA Ha [1apaLeTaMo
Cromarua nmpomuexa

VinTpaBeHozHo (WITH iepopaiHo, aKo € BL3MOKHO) puilarase Ha antuaora N-auetdnudctens (NAC)
RB3MOKHO Hal-CKOpo M mpeaun 10-ua gac or npenosupane. NAC MOKe IOpH Jla OCHIYpPH [IPE/Inia3Bane
u cnea 10 yaca, HO IPU TAKMBA CYUAN Ce MPHIIATa KATO APOABIKHTENHO JICYeHHE.

H3non3BaHeTo HA AUCTHIILHCTEHH € ChIIO TaKa HONe3Ho Npy JCUEHHETO Ha napaieramMon-
HHAYUHpaHa MeTabonuTHA anuaoosa.

[Ipwnara ce CUMNTOMATHYHO JiCUEHHE.

_,_’___.‘.

ﬂ$ %/l iy

YepHoapobuy n3cnensanus TpsOBa a ce M3BLPIIBAT B HAYAXOTO HA NIEYCHHETO W TPAOH
[OBTapAT Ha BCekM 24 yaca. B noseyero cayyan yepHoapoOHUTE TPaHCAMUHARM IHIE oﬁ‘Maﬁmﬂpﬁf \
B PAMKHTE Ha €[lHa A0 [A8€ CEAMHLH, C IBJIHO BR3CTAHOBIRAHE HA (PYHKUMUATA HA ue ‘Bﬁ Apod?
Bbnpexy ToBa, B MHOIO PedKH CIydad MOXKE [3 € [TOKa3aHa TPAHCIIAHTANNS HA v ey ti

5. ®APMAKO.JIOT'AYAA CBOACTBA

51 ®apMakoaRHAMHURH CBOHCTBA
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®apmakoTepaneBTHHHA IPYNa: APYrH AHANTCTHUN W AHTUNMPETHLIM, AHWTMIH,
ATC wou: NO2BEOI]

MexannsMbT Ha aHAITeTHYHUA eeKT He € HAITLITHO WascHeH., TTapaileTaMoi1 BepOATHO AEHCTRa
TNABHO Ype3 HHXHOUpaHe Ha CHHTE3a HA NPOCTArTaHAMHY B LigHTpanHaTa HepeHa cHeTeMa (LIHC) v B
o-Majika crenen upes nepudepHo aeficTHe dpes Gnokvpane renepupadeTo Ha GOMKOB HMITYTC,
TepudepnoTo nefcTBUE Mose CHLIO Ad C& ABLKH HA HHXMOHpaHe Ha CHHTE3a HA NPOCTATIAHIHHA
WK HHXHOMpaHe Ha CHHTE3a WK NIeHCTBHETO HA IPYTY BEIIECTBA, KOHTO OBHUIABAT
YYBCTBHUTCIHOCTTA HA PELCTITOPUTE 34 Donka KEM MEXaHHYHa WIH XHUMHYCCKA CTHMY TAlMA.

AHTUITHPETHYHOTO JEHCTRAE Ha NMAPAtETaMOJl BEPOATHO C& AB/DKH HA IIEHTPANHO NOBJIMABAHE HA
LEHThPA 33 PETYAHNPaHe HA TEMNEPATYPaTa B XMIOTAIAMYCA, KOETO BOIM 40 nepudepHa
Ba3OIMIATAIIAN, KOSTO ROAH 0 NOBUIIEHO KPbBOCHAGABAHE Ha KOWKATA, WINOTABAHE U 3ary6a Ha
TOIUIHHA. LleHTpANHOTO [eiicTBHE BEPOSTHO BKIIOURA HHXMOUpPAHE Ha CUHTE3a Ha IPOCTANNAHIMHY B
XHIIOTAIaMYCa. ‘

5.2 ®apMaKkOKHHETHYHH cBolicTBa

AbBcopbuns
PezopOumsra na napaueraMon nNpy NEpopaTHe MpuIokerne ¢ 6up3a ¥ MeaHa. Makcumanny

TUIa3MeHH KOHLEHTpaLnH ce gocturat oT 30 o 60 MUHYTH cliell TOrTeLUAHE.

Pasnpegenetie
[Tapaueramon ce pasnpeaens 65p30 BbB BCHYKH ThkaKH. KonileHTpanunTe B KPLETA, CIIOHKATA |

NIa3Mara ¢a cpasHUMU. CRBP3IBAHETO C TIPOTEWHUTE € B HE3HAUUTE/IHA CTENCH. BpeMe 3a nocTHrane
Ha MaKCHMMasHa KoHUeHTpanus 0,5 - 2 uaca; MAKCHManHU I1a3MeHH XOHIeHTpatmH 5 - 20 pg/mi (¢
noz4 10 50 mg), BpeMe 32 nocTurayde Ha MakchmaiieH edekr 1 - 3 Yaca, NpoabL/IDKUTENHOCT Ha
nedicteue 3 - 4 qaca.

BuorpanehopMalms

Hapaneramon ce MeTabonm3upa riaBHO B YepHUs Apob MOCPEACTBOM ABA OCHOBHH METAB0ANTHY
BT KOHIOTUpAHE C IAIOKYPOHOBA KHCETHHA H ChC CAPHA KHCeMHa. TIpy 1034, NpeRHLIABAILM
TEePAIeBTHUHWIE, BTOPHAT BT Ha KOHKOrupane Obp3o ce HacHima. B no-Maiika crenen nporuia
MeTaboNH3Mpane Ype3 KaTann3upaums LuroxpoM P450, Bofento 10 06pasyRaHETO HA MEXTHHEH
pearedT (N-anierun-napaben3oXMHOHMMEH), KOWTO NPH HOPMATHHM YCIIOBHA Ha ynoTpe6Ga 6up3o ce
JETOKCHKHPA Upe3 FAYTaTHOH ¥ C& ENHMHHHPA C YPHHATA CIEA KOHIOTAINg ¢ UHCTEHH H
MEPKaITTONyPHHORA KUcenuHa. B cnyuaii Ha MacHRHA HHTOKCHKAUHKA, KOJHMECTBOTO Ha TO3H
TOKCHYEH MeTabONHT ce yBeudasa. '

ESTMMUHHpaHe
EnuMuHKpa ce 0OCHOBHO upe3 ypHHaTa. 90% OT NOTbAHATATA AO34 c€ eTMMHERPa ¥pe3 GpbpevTe B

pamxyTe Ha 24 yaca, raBHo kaTo riaokyporn (60 1o 80%) ¥ cyndaruu koutoratu (20 1o 30%). Ho-
MaTKo oT 5% € eNMMMHNPa B HempoMeHeH BHjl. ENMMUHaIMOHHAST NIONYKUBOT € OKONO 2 Yaca.

Tlamodpuzuonozunu sapuayuu .
brOpeuna venoctaTbugocT: B cnyuan Ha Teskka 6bOpeuHa HEIOCTATHUHOCT {KPEaTHHHHOB KAHPBHC

< 10 ml/min) enMBHMPAHETO HA IAPALICTAMOJ M HErOBHTE MeTabONUTH ¢ 3abaBeHo.

Hauuel-rm B CTApUCCKa BBIPAcT! KamauurersT 34 KOHIOTHPAHE HE C& NPOMEHA.

53 IpenkIMHYYHH JAHHH 33 (e300acHOCT

[Ip1 NPOYuBaHUs C MHBOTHH, NIPOBEACHH BBPXY MITLXOBE H MUIUKH 38 1k
cy6xp0HuqHa H XPOHHYHA TOKCHYHOCT Ha NapaneraMo ¢a Ol Hadun
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6n6perHHs TAPEHXUM A0 Hekpo3a. Tesu NpomMeHH MoraT Aa 6vAaT 0OACHEHH ¢ MEXAHH3MA Ha
IedCTBYE OT €HA CTpaBa M ¢ MeTaboNIH3Ma Ha TTapaueTaMon OT Apyra.

Hponeneﬂwre 06HIHpHH H3CIeABaHHnA HE Ca NOKa3aau JAHHN 34 NPAKTHYeCKH 3HAYHM FeHOTOKCHUCH
PHCK Ha napalieTaMoJ] TIDK NPDHEM Ha TEPANCBTHYHMY, T.C, HCTOKCHYHH JO3H,

JAbiarocpouns 1poy4BaHus NPY ILTBXORE M MUIIKH HE Ca AT AOKA3aTeNCTRA 32 NPAaKTHYECKH 3HAHHM
KaHLeporeHeH eeKT NpH HEXEMATOTOKCHYHH J03H Ha 11apaleTaMor.

IapaneTaMos NPeMUHABa TIPE3 MARLEHTATA.

[IpoyuBannaTa BPLPXy JKHBOTHY HC JABaT AOKA3ATEIICTBA 34 PENPOAYKTHBHA TOKCHYHOCT,
JIMricEaT KOHBEHUMOHANIHE [TPOYYBAHKA, U3TTON3BAIH IPHETHTE TOHACTOAINEM CTAHNAPTH 33 OLEHKA
Ha PenpoiYKTHBHA TOKCHMYHOCT M TOKCUYHOCT 33 PA3BUTHETO.

6. PAPMALHEBTHYHH JAHHA
6.1 Chopcek Ha PTOMOIHHTE BeMECTBA

"Copbutosa (E420)

Tank

Oc¢HoBeH GyTHAMETaKpUAATEH NOTHMED

Xunpomenosa

Jlek Marueines OKCHA

CreapnaoBa KuCENHHA

Kapmenosa narpuii

Harpues saypuncyndar

Turanor anokena (E 171)

Cyxpanosa -

Marnesues creapat (Ph.Eur.)

CHMETHKOH ,

‘OBxycHrTe:s ¢ ApOMaT Ha KaITyulHO (ChABPKA MANTOAEKCTPAN, apabeka ryma (E414), ectecteny n
WJIEHTHYHH ¢ €CTECTBCHHTE apoMaTH BewlecTsa, Tpuanetns (E1518), N,2,3-tpumernn-2-(aponan-2-
Hn)GyTaNaMia)

6.2 HecnaMecTHMOCTH

Henpunoxumo

6.3 Cpor na roanoct

3 TOJHHK

6.4 Crenuajng YeJIOBHA HA ChXpAHCHHE

l[a €€ ChXpaHABa B OPHTHHANHATA OfTaKOBKA, 3a Aa CC NMpeana3y o1 CBETIIHHA H Bara.

6.5 Jlauunm 32 0BAKOBKATA

ANYMHHHEBH calueTa
10 1 20 camera ~ |

He BCcHYKM BHI0BE ONAkoBky MOraT aa GbaaT nycHatH B npogaxda.

6.5 Chrennanuu npeuA3HR MEPKH NPH NIXBLP.IAHE

SEM/M254/004/1AIN017 20220630
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Hen3no3sanuaT NpoayKT WK OTHATBYHHTE MATEPHATH OT Hero Tpabsa Na ce M3XBLPIAT B

CROTBETCTBHE ¢ MECTHHTE H3HCKBAHMS.

7. INPHTEXATEJ HA PABPENIEHHETO 3A YIIOTPEBA

Actavis Group PTC ehf.

Reykjavikurvegi 76-78,

220 Hafnarfjordur

Henanaus

8. HOMEP(A) HA PA3PEINEHHPETO 3A YIIOTPEEA

Per. Ne 20100269

9. JJATA HA ITBEPBO PA3PEHIABAHE/HOI[HOBHBAHE HA PASPEIIEHRETO 3A
YOOTPEBA

Jara Ha nbpeo paspemasase: 26.04.2010

Jlata na nocaeHo nojgHosasane: (7.01.2016

10. JAATA HA AKTYAJII3HPAHE HA TEKCTA

25.04.2022
s L
/\ww' ! rm” \‘Q\
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