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. MME HA JEKAPCTBEHHUS NPOAYKT | Paspewenue

I'punexc Xor 3a Jlena 300 mg/ S mg/ 20 mg
npax 3a nepopajeH pa3TBop

Gripex Hot for Kids 300 mg/ S mg/ 20 mg
powder for oral solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHUBHMU BellleCcTBa B €1HO calle:

[Tapaueramon (Paracetamol) 300 mg
®ennnedpuno xuapoxnopun (Phenylephrine hydrochloride) 5 mg
AckopOuHoBa kucenuHa (Ascorbic acid) 20 mg

[ToMOLLIHO BELLECTBO C U3BECTHO JCHCTBHE

Bcska caie cpabpiKa:

ManuTton — 1,83 g,

INmok03a (MOPTOKAJIOB U ATO0B OBKYCHTEN) — 46 mg
Bensunos ankoxoi — 0,005 mg

34 TEJIHUS CMMCHK Ha MOMOILLHUTE BELECTBa, BXK. T. 6.1.

3. JIEKAPCTBEHA ®OPMA

[Tpax 3a nepopaJjieH pa3TBop.
BpHIIEH BU - 041 WM 1oYTH 0571 mpax ¢ LIUTPYyCOB apoMar.

4. KJUHWUYHHU JAHHU

4.1 TepaneBTHYHH NMOKA3aHHS
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[TpoAyKTHT € MOKa3aH 3a KpaTKOCPOYHO CHMNTOMATHYHO JICHEHHE Ha pebpunuret, rnaBodonue,
60KH B CBPJIOTO M Ha3aJIHa KOHIeCTUs, MyCKY/IHH OOJIKH, OTNAAHAIOCT MpH NPOCTYAHH 3a00J1BaH U,

rpUN U Apyrd OCTPH BUPYCHU MH(EKLHH.

4.2 JIo3MpOBKA H HAYHH HA NPHJIOKEHHE

[IpenoppuBaHa AHEBHA 103a.
Jleua mexcay 6 u 12 roauniHa Bb3pact
3-4 TBTH JHEBHO MO €HO calle npe3 HHTepBajl OT 4-6 yaca.

He Tps6Ba na Obje npeBuillaBaHa MakCHMallHaTa JAHEBHA J103d OT 1.8 g napaueramon (6 caiiera), a
WHTEPBATBT MEXKY OTACITHUTE MPHEMH HE TpsbBa ja Ob/e No-MabK OT 4 Haca.
MakcHMaTHATa MPOABKHTETHOCT Ha JIeYeHHEeTo Oe3 KOHCYNTalus ¢ JieKap € 3 (TpH) OHH.

[TanmenTH ¢ OBLOpeYHA HEAOCTATbYHOCT

[1pu NaLMeHTH ¢ TeXKa OpOpeyHa HeOCTaThYHOCT HHTEPBATBT MY I

no-MaibK or 8 yaca.
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Jleua non 6 roauHY

[IpooyKTBT HE € MOAXOAALL 32 MPUNOKEHHE MPH Jeua < 6 roauHy, OCBEH ako He € NpeanHcaH
H3PHYHO OT JIEKAD.

HayKH Ha NpUIOKEHHE
ChbOBPKHMMOTO Ha €QHO calle ¢ pa3TBapA B AOCTATHUHO KOJHMYECTBO ropeilia (100 ml) Boga u ce

pa3bepkBa Zo0pe 1o nojyyaBaHe Ha XOMOTEHEH pasTBop.

4.3 IIpoTHBONOKA3AHHSA

° CBpbXYYBCTBUTENHOCT KbM aKTUBHUTE WM HAKOH OT NOMOILHHWTE BELICCTBA,
. Heua noa 6 rogvLIHa Bb3pacT,

. Yeproapobua HEAOCTATHYHOCT;

° BucokocreneHHa apTepHanHa XHIICPTOHMA,

. HekoMneHCHpaH XUTEPTHPEOHINIBM;

. EnnoBpeMenen npueM ¢ MAO-UHXHOUTOPH.

4.4 CrneuuaiHu npeaynpexaeHus ¥ Npeana3HH MepKH Npu ynorpeda

C ornesn npefoTBpaTsABaHe HA NIPEJO3HPAHE N0 BPEME HA JISHCHHETO HE TpabBa 21a ce MPUEMaT ApYyTrH
pOOYKTH, ChABPXAINM MapaueraMot. [1pu aeua, npHeMallii ipH JJCUCHHETO € I'punexc Xot 3a leua
30 mg/kg/IHEBHO MapaueTaMoll, KOMOHHALKUATA ¢ APYT 2HTHITUPETHK, CBAbPHALL NNAPALCTAMON HE CC
npenopsYBa.

B cnydauTe, KOraTo He ce NOoCTHI'a 0UaKBaHHWA TEPANCBTHUEH edexT B croOpaxeHve TpsadBa Na Biese
M3NOMI3BAHETO K Ha APYT aHTUITMPETHK.

[IponyKThT e MpHaara ¢ BHHMaHue Ipy NaLHWEHTH ¢ 6n6peuny 3abonapanusa H/unu 6p0pedHa
HEZOCTaTbHHOCT. [IpH PeloBHO NPHEMAHE Ha AHANTETHLA H aHTHITUPETHH, 0COGEHO TAKHBA
CHIABKAILH PA3TH4HH JIEKAPCTBEHH KOMOUHALIMH, MOXE J1a HACTBIIH aHANTCTHIHA He(ponaTus, B
HAKOM CIy4aH Jo pa3ButTHe Ha 6p0peyHa HeaOCTaTb4HOCT.

ChoblieHn ca CiIy4yad Ha MeTaboNTHA allia03a ¢ rojaMa aHMoHHA NpasHruHa (HAGMA), neipkalia
ce Ha MMPOrTYTAMHHOBA aUN1032 [PH NALKEHTH C TEXKO 3300/19BaHE KATO TEKKO 660peuno
yBpEX/aHe U CENCKUC, WIH NPY MALNEHTH ¢ HEAOXPaHBaHE UJIK C IPYTH U3TOUHHLH Ha ReHULMT HA
[IyTaTHOH (HAMp. XPOHHYEH AIKOXOJIM3BM), KOUTO Ca JIEKyBaHH ¢ napaleTamoli B TEpaneeTHtHa 034
32 NPOABL/NKUTENEH MEPUOA HIM KOMOUHaLMA OT NapaleTaMmon M ¢nykaoKCaUMIHE. AKO Ce r1oo3vpa
HAGMA nopany NyMporiayTaMMHOBA alMA03a, NpenopbyBa ¢ NPEKpaTABaHe Ha napaleTaMol U
BHUMATEJHO HabnoaerHe. U3MepBaHeTo Ha S-OKCOTIPOJIMH B ypHHATa MOXKE Aa OBb/ie NOoNe3Ho 3a
WICHTHGULMPAHE HA TMPOTIIyTAMHHOBa aLM03a KaTe OcHOBHa npuyKHa 32 HAGMA nipy nauueHTH
¢ MHOXECTBO PHCKOBH QaKTOPH.

[Tpu npuemaHe Ha roJleMH 034 MAPALETaMOI 338 MPOABDKUTENEH NEPHOR OT BPEME, ocobeHo npu
AMLa, ynoTpeSABally pefoBHO aKOXoN, TpAOBa Aa ce NMa NpeABUI PUCKA OT YBPEHIAHC HA YCPHHA

npoo.

[Topany chAbpXkaHHETO HA heHuIedpHUH B CeCTaBa Ha POAYKTA, TOM cireaBa ga ce Impunarac
ocoOeHO BHHMaHHe NpH OONHH:

- CbC CHPAEYHO-CHAOBH 3a00MsBaHusA (0CODEHO NpH MAUMEHTH C apTepHaiHa XHINEPTOHUA );

- ¢ XHNEPTHPEOUIUIBM,

- mpueManu B nocneanure 14 g MAO-UHXHOUTOPU.

HenocTaTbYHHAT WK JIMIICBALI TepaneBTH4eH eQekT (nepcucTHpaHe Ha BUCOKaTa TEMNICpaTypa o=
JBITO OT 3 IHU ¥ HA APYTHUTE CHMITTOMH MOBEYE 0T 5 OHM) Hanara o0CHKIaHe Ha MPOANIKABAHETO Ha

JIGYEHHETO C NMPOAYKTa WK HETOBOTO NnpeKpaTsiaBaHC.
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IlpenynpexxaeHuss OTHOCHO NOMOIIHHTE BeUleCTBA

Tosa nexapcrso ceabpka 0,005 mg 6eH3nNoB aNkoXon BbB BCAKO callie. beH3UIOBHAT alIKOXOJ MOXKe
Ia TpUYMHY anepruyHd peakuuu. OOopHere ce KbM Baliug nexap Wi ¢apMaleBT 3a CBHBET, aKo
uMare 3abongBade Ha GnOpeuuTe WIH YepHHA Ap06, 3all0TO roieMy KOUYeCcTBa DHEH3WIOB AIKOXON
MOTaT Oa& C€ HaTpynaT B opradusMa Bu W MoOXe Na NPHMHHAT HexelaHa peakuus (HapedeHa
,,MeTaboNnHTHa auuro3a™).

ToBa neKapcTBO CBLABPXa IM0xo3a (B ChCTaBa Ha opkycurendrte). [lauueHTH ¢ paaka INOKO30-
rajiaktTo3Ha Manabcopbuus He TpAOBa na npueMar TOBa JIEKApCTBO.
Topa nexapcTBO ChABp*a MaHuTon. Moxe na uMa cnabo HipalzeHo cnabuTenHo AelcTBYE.

ToBa nekapcTBoO ChAbPkKa NO-Manko oT 1| mmol Hatpuil (23 mg) Ha caine, T.e. MOXKE J1a Ce KaxkKe, ue
MPaKTHYECKH HE ChABPKA HATPHH.

4.5 B3aumoaeiicTBue ¢ APYrd JeKAPCTBEHH NPOAYKTH U ApYri GOopMH Ha B3aHMOAEHCTBHE
MeTtoknonpaMua M JOMITEPUAOH YBENHYaBaT pe3opbuusaTa Ha napaLeramon.

XonecTHpaMHUH HaMaNaBa HeroBaTa pe3opbuys, nopany KOeTo MEXIY MPHUEMHTE € HeOOX0aNM
HHTEPBaAJ OT NoHe | yac.

DenobapbuTan M APYrH HEAYKTOPH Ha uepHoApobHHTE MeTabonu3upaly eH3UMH ((PEHHTOUH,
kapbamasenuy, pudaMIyIMH) B HA4aIOTO MOTaT Ja 3acCUIAT €QeKTHTE Ha napaneramon BepXy LIHC,
HO Cie]l TOBA, Ype3 eH3UMHA HHAYKLMA [a yBenHuaT MeTabdoIu3dpaHeTo My, Aa NOHKWXAT
aHANTeTHYHATA MY aKTUBHOCT M 1A YCUNIAT HETOBATa XeNaTOTOKCUYHOCT.

[Tapaueramon ycriBa gefiCTBUETO HA KyMapHHOBUTE aHTHKOArynaHTH (BapdapuH) npy
NPOABDKUTENHO IIPHAMKEHHE.

OpanHuTe KOHTPaUEITTHBHU CPeACTBa 0TC/1a0BaT eeKTUTE Ha NapaueTaMon Upe3 HHAyLHpaHe Ha
HErOBHA MeTabOTU3BM.

[{#aMeTHIMH HaMansaBa TOKCHYHOCTTA U 3aCU/IBa aHANTeTUYHHA eeKT Ha napaleTaMoil.

[TapaneraMon yBenu4asa IJla3MEHUTE KOHLEHTPALHHK Ha XJI0paMPEHRKON U MOXKe Oa NOBERE A0
yBeJIUYEH PUCK OT MUETOTOKCUYHH eeKTH.

EnHoBpeMeHHO MPHIOKEHHUE HA rapalieTaMoJ € ajlkoXo W IpyTrH XENATOTOKCHYHH CPeACTBa
NOBHUIIIABA PHCKA OT YEPHOAPOOHO YBpeXKIaHe.

Heo6xoauMo € MOBMLUICHO BHUMaHHE INPH ChIbTeTRaILa ynoTpeba Ha Gy KIoKcaunIvH U
fapaLeTaMon, Thit KaTo €AHOBPEMEHHUAT MIPUEM CE CBHP3Ba C MeTaboNMTHA alH03a C roIaMa
AHHOHHA Pa3JIMKa Nopajy MMPOTrayTaMHUHOBA alia03a, 0COOEHO NpH MALMEHTH ¢ PUCKOBH (HAKTOPH
(BX. TO4YKa 4.4).

[TpHiaraseTo Ha MapaLeTaMo/ MOXE 13 NOBIHSE pE3yNTaTUTe OT TECTOBETE 33 Onpele/iiHe Ha
NUKOYHA KHCEIUHA 1o MeToia Ha dhocdo-osipaMoBa KHCEIMHA, KAKTO B TeCTa 3a ONpeaeNsHe Ha
r7I0K03a B KPBbBTa N0 MNIKOKO30-0KCHAA3HO-TIEPOKCHAA3HUA METO/.

IpoaykTsT He Tpabsa na ce komOuHUpa ¢ MAO-UHXNOUTOPH WIH TPHUNKJIUYHA aHTUACTIPECAHTH,

TBHH KATO TOBA MOKE Ja NOBeAe N0 KMBOTO3aCTPalllaBalllo NOBHIIEHHE HA KPhBHOTO HANATAHE BBHB
BPBh3Ka ChC CHABPXKAINKS C& B KoMOHRauusTa HeHIWIePPHH.

3K




EnHOBpeMEHHOTO TNpHIOXKeHUe C B-GIoKkepy U aHTHXHNEPTECH3UBHKI CPEACTBA MOME ia HAMANLL
TeXHH# TepaneBTH4eH edexT 3apaiH CbAbPKAHHETO Ha beHnnedpyH.

ACKGP&HHGB&TH KUCEeNUHa, npveTra €AHOBPEMCHHO € aleTUICATHLIMIOBa KUCE/INHE, BOAU 0
YBEJINYaBaHC [LIA3MEHUTE HYBA HA CAJITMLUANIATHTE N 3aCUIBAHC HA TEXHHUTE Ed]eKTH.

4.6 PepruanTer, OpeMEHHOCT H KbPMEHE

[TpoAyKTBT € [peAHa3HAUEH 3a PHIOKEHHE B ICTCKaTa Bb3pacT, HO B ciyuvaii, ue ce npueMa oT
BB3PACTHH € HeOOX0oAUMO Ja € MMa NPEABHI CNCAHATA MHGOPMALUA:

3HAYHTENHO KOAHYECTBO NAHHY NpH GPEMEHAM JKEHN HE NOKa3BaT HUTO Man(opMaTHBHE, HUTO
heTo/HEOHATANTHA TOKCHYHOCT. PesyrariTe OT CNHAEMUOIIOTHIHHTE POYYBAHUA BEPXY
HEBPOJIOrMYHOTO Pa3BUTHE HA A€La C KCTIO3HLYMA Ha napaleTaMol in utero ca HeyOeauTenHu, AKO €
HeoOXOMUMO OT KTMHHMYHA rIeAda To4ka, rnapaueTaMoll MOXe a ¢ TIpiiara no BpeMc Ha
6peMeHHOCT, HO TpAOBa Na ce U3NoN3Ba HaH-HUCKaTa e)eKTHBHA 1032 3a Bb3MOKHO HaH-KPaTKO
BpeME U C BB3IMOXKHO HaA-HUCKaTa 4eCTOTA.

BRIOYEHNTE B CHCTABa HA KOMOHHALMATA AKTHBHH BEUIECTBA CE U3MBYBAT ¢ MAHUMHOTO MIIAKO.
[poayKTHT MOSKE [a Ce NpIIara ro BpemMe Ha KbPMEHE EAMHCTBEHO CIIE[| JICKAPCKO HasHAHCHHC.

4.7 Edexty BbpXy cnocobHoCTTa 32 WOPHPaHE H pafoTa ¢ MALIHHH

HsMa nasHu 3a He6naronpHaTHU edeKkTH BBPXY CrOCOOHOCTTA 33 modgypaHe v paboTa ¢ MALIUHH.
4.8 HexelaH! JeKapPCTBEHH PeaKIIHH

MoraT Ia ce HabMmoaaBaT ClEIHHTE HeKeNaHi PeakiuH, pasnpeaeacesn no CHCTEMH K HECTOTA.
vHoro uectn (>1/10), yectn (21/100 no <1/10), neveern (21/1 000 no <1/100), peaxcu ( =1/10 000
no <1/1 000); maoro peaxu (<1/1 000), ¢ HeH3BECTHA HECTOTA (OT HATMYHUTE AAHHW HE MOXKE 13

6b/¢e HallpaBeHa OLEHKA):

IMapaueTamo

HapyiueHud Ha KPHBTA U nuM@HaTa cucTema

MHoOro peaky —TpoMOOLIHTONEHNA

HapyiieHnusd Ha AIMYHHATa CHCTEMA
MHOFO peaku — aHadulakcHa, KOKHM PEakUMH Ha CBPBX4yBCTBUTEIHOCT, BAIL obpuB, aHruoeneMa,
cuHIpoM Ha Stevens Johnson

PecnHpaTOpHH, (PBAHK H MeOHACTUHANHY HADYRICHHUA
MHoro penkud — OpOHXOCHasbM NpH NALKMEHTH HYBCTBUTC/IHW KbM alleTHICATMINIOBA KHCEITHHA H

HIIBC

Xenato-OunnapHyU HApYIICHUA
MHOTO PeKH — HApPYIIEHHS BBB PYHKLIUATA Ha YEPHUS apoo

Hapywenus #a metabonusmMa B XpaHEHETO
C HeW3BEeCTHA 4YecToTa: MeTaboJuMTHA auuao3a ¢ ronaMa aHHoOHHa NpasHiHa

POenniebpPHHOB XH XJIODH

[TcuxXH4HH HApYINEHHUA
MHOro pelaKu — HEPBHOCT




HapyiueHns Ha HEpBHATa CHCTEMA
MHoro peaxn —riasobonue, 3amaiisate, Oe3CbHHE

Cbpaeydy HapyUIeHUs
MHOro peJixy — XUnepToHNd, TaXMKapAus, NATITATALNH,

Hapyliehns Ha KoxaTta ¥ [I0AKOKHATA ThKaH
MHOro peiKy — alepriiHu peakuuH (00pHB, ypTHKapus, alepruyeH AECPMATHUT)

CTOMalUIHO-YPEBHY HAPYUISHHS
MHoOro peikH — rajeHe, NOBpbLIAHE

Hapyiuienus Ha 656peunTe U NUKOYHHTE MHTHINA
MHOTO PeIKH — AU3ypHA Y 3aXbprkaHe Ha ypuHa. Moxe Ja ce Habnoaaea No-4ecTo NpH NMaleHTH

cbC 3a60/IABAHNS HA NHKOYHUA MEXYP WIH NPOCTaTHa XUneprpodus

HapyuwieHHUA Ha OUHTE
MHOro peaky — MuIpHa3a, 00oCTpsHe Ha CHMITTOMHTE Ha [NlayKOMa

OnucanHe HA H30PAHH HEXKEJTaHH peaKiliH

MeTtaboJuTHA aLKUA03a ¢ rojiiMa aHMOHHa Mpa3sHuHa

Cny4ay Ha MeTabONMTHa allMAa03a C ro/siMa aHMOHHA Npa3’HkHa, AbDkalila Ce Ha NUPOTTy TAMHHOBA
alM103a, ca HaOMAaBaHy [IPH NALMEHTH C PUCKOBH (PAKTOPH, U3NOA3BAILH MapaneTamon (BX. TOUKa
4.4). TIpy T€3H NalMEHTH € Bb3MOXKHO Na Bb3HUKHE MHPOTITYTAMHHOBA allu/103a BCREACTBAC Ha HHCKH
HHBA Ha IJIyTaTHOH.

CpofilaBaHe Ha MOJO3UpaHH HeXENaHH PeaKiy
Cp00IAaBaHETO Ha NONO3HPAHN HEXENIaHH peakIHM CJIEH paspelraBaHe 3a yrnoTpeba Ha TeKapCTBEHHA

OpOAYKT € BakHO. TOBa M03BOMABA 1A MPOABDKH HADIIOAEHHETO Ha CHOTHOIICHHETO TOJI3a/PUCK 34
NIEKApCTBEHHA NPOAYKT. OT MEAULMHCKHTE CIICLIMANTHCTH CC H3NCKBA 12 chOOIIaBaT BCAKA
NOL03MpaHa HEXXENaHa peakuus qpes:

HUanbnuurenHa areHUMs 0 JIEKapcTBaTa
yn. ,,Jlamsad ['pyep” Ne 8,
1303 Codus

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

4.9 [HHpeno3upaHe

[IposBuTE Ha npeno3upaHe OOUKHOBEHO ca rajfieHe, NoBPBILAHE, aHOPEKCHA, DJIeAHOCT, KOPEMHU
6OIKH, U3MIOTABAHE U CHHIMBOCT, TAXUKapAus, MOBHIIABAHE HA APTEPHATHOTO HaNAraHe, ABABALLH CC
Hali-uecTo B mbpBUTE 24 4Haca,

[TpueMBT Ha NapaueTamMon B KONH4ecTBo Hax 10 g BoaM A0 yepHoApoOHA LIMTONMU3a, KOATO YECTO
MpeMUHABA B TOTAHA H HeobpaTHMa HEKPO3a BOACILA O XENaToLeTy1apHa MHCYDHLIHCHLINA,
MeTaboMTHA alKao3a ¥ enuedantonarusd, ¢ nocieasaua KoMa 1 CMbpT. [10BHIIABAT C& HUBATA HA
4epHOAPOOHHUTE TPAHCAMMHA3Y, JIAKTATACXHIPOreHA3NTE, 6unupyOUHLT, MOHIKABA CE
npoTpoMOMHOBOTO BpeMe. Te3H MPOMEHHU HACTBIIBAT OTHOCUTENHO KbCHO (12 no 48 uaca) cnen
npueMa.

Ha6monaraHu ca HHTOKCUKAUMK NPH B3PACTHH ¥ M0-4eCTO NMPU Jeua (TEpaneBTHYHO NPpeao3Hpane
W1H MHUMAEHTH [TO HEBHKMAHME), KOMTO B HAKOHM CydaH Morar fa Osaat garant.

JleueHHETO Ce W3BbPILBA B MEIMLIMHCKO 3aBeckHne. Heobxoaumo € B3eMaHe Ha KPHBHH npobu 32
onpelensHe UIa3MEHOTO HUBO Ha MapaLeTamol, MPEAU3BUKBA CE OBbp30 CTOMALUHO U3NPA3BAHE,




BEHO3HO WM MEPOPanHoO Ce BbBex1a aHTHIOT — N-aUeTHIUMCTEHH, ko € Bb3MOXKHO npenu 10™ yac
ot npuema. [Ipunara ce n Apyro NOAXOAALIO CHMIITOMATHHHO TTe4YEHUE.

5. ®APMAKOJIOrMYHH CBOHCTBA
5.1 ®apmMakoaHHAMH4YHH CBOHCTBA

dapMaxo-TepaneBTHYHA rpyna: AHAIMeTULIU-aHTUNUPETHLH, AHUNAIH, KOMOHMHALIHH Ha
napaueraMol, ATC koa — NO2 BE 51

I'punexc Xor 3a Jleua npe¢ACTaBsBa dbuKcHpaHa JekapcTBeHa KOMOUHALMA, KOATO CHABPKA
napatieTaMod, peHunedpUHOB XHAPOXIOPHI H acKOpOHMHOBA KHCENUHA,

[TapaueTaMon pUTEKABa AHAATETHUHO ¥ aHTHIIUPETHIHO neiicTBYE H B NO-BUCOKH 03U 0Ka3Ba H
W3BECTHO MPOTHBOBB3NATIUTENHO NeACTBHE. Oka3Ba LIEHTpaleH U NEPHPEPEH aHANTETHYCH etekr,
e[IHOBPEMEHHO ¢ TOBa nosHiasa 60nkoBHA Npar. [IpuTexaBa MHOrO ¢j1a00 MPOTHBOBB3NAIMTEIHO
aelicTBHE, KaTO MHxMOMpa npocTaraas/MHoBaTa CHHTETa3a 1 6nokupa 6paguKUH-4yBCTBUTETHHTE
peLenTopd. AHTHITUPETHYHUAT MY ebeKT ce peaiuzupa ¥ B pE3yNTaT Ha Bb3ACUCTBAHE BBPXY

X MIIOTATAMHYHUTE LIEHTPOBE, pery/IHpally TemMneparypara. [Ipeanosnara ce, 1e¢ 0-CUIHO CC
HHXMGUPAT EH3UMHTE, MORIHABALUKM DONIKATA W TEMINICPATYpaTa B [ieHTpa/HaTa HEPBHA CUCTEeMa, a Mo~
cnabo - Te3u oT nepudepHaTa, ¢ KoeTo ¢e 0DACHABA HEroBOTO no-crnabo MpOTHBOBB3NAIHTENHO
OEHCTBHE.

CHMITaTHKOMHAMETHKBT (heHUTEePPUHOB XHAPOXIIOPHL € C.1-CeIeKTUBEH arOHHCT, aKTUBHPa BBEB
BHCOKH KOHLIEHTPALKHK U B-afpeHepruiHUTE PEUCTITODH. Boau 0o apTepyanHa Ba3oKOHCTPHKLNA,
UAMION3BA Ce OCHOBHO KATO HasaleH AckoHrectaHT. ToH HaMaABa Ha3aNHaTd KOHPECTHA, MpUYHHEHa
OT NOBULIEHOTO KpbBocHAGIABaHe HA HOCHATA JIMraBULA NPH TIPOCTy @ H TPHII.

AckopOMHOBaTa KHCENHHA NMOHW¥aBa KamuIApHUA nepmeabunurer, nonobpABa KICTHYHHA
MeTab0IM3bM, 0Ka3Ba AHTHOKCHAAHTHO H OOLIOYKpENBaLllo OpranuiMa OelcTBHE,

5.2 @DapMAKOKHHETHYHH CBOHCTBA

[1apaiieramon ce pesopbupa Obp30 U MBJHO B CTOMALIHO-YPEBHHA TPAKT, JOCTHIAKH MAKCUMaHH
[UT23MeHH KoHUeHTpaluy Mexay 30 1 60 min. Tlna3MeHHAT 0Ty KUBOT MPH ACTA H Bb3PacTHH €
cpenHo 2 yaca. [Ipy nepopaJjcH NpueM Ha 500 mg HeropaTa CUCTeMHA OHOHAIHYHOCT € 70%.
Pasnpenens ce BB BCHYKH OHONOrHYHY TEMHOCTH M THKAHA 1 B okono 25% ce Chbp3Ba C IUVIa3MECHHTC
npoTerHu. KoHIorupa ce B YUepHHA npof ¥ ce eKCKpeTHpa HENPOMEHEH B OKOJIO 3% 3a nepuon ot 24
yaca. KoHiorupa ce a0 cyn(parHy ¥ rSIIOKOPOHIHH meTabonuTi. OrpaHuveH OKCHAATHBEH BT Ype3
LUTOXpOM P-450 okcuaa3Ha eH3UMHa CHCTEMa ChC CMECEHY dyHKUHU opMUPa eNUH PEAKTHBEH,
IOTEHLHATHO TOKCUYUEH MeXAuHeH MeTabonnT N-auerun--6eH30KBUHOHEMHH.

br6peuHaTa exckpeLusa e raBHO Ypes TIOMEpYJIHa hunTpaLMa ChC 3HAUMTEHA TyOy/1Ha
peabcopGums. [peMuHaBa npes NaleHTaTa ¥ ce H3Tbiea B MalYHHOTO MJISKO.

Qennwiedpr ce pezopbupa 65p30 U TBAHO B FaCTPO-HHTCCTH HJ1HHUA TPAKT C/e NePOpPATHO
npunokenue. [lognara ce Ha €KCTEH3UBEH NPECUCTEMCH MeTabGonu3sM B UpeBHaTa cTeHa. Cnen
NepOPaIHO NPHIOKEHHE, MAKCHMATHH M1a3MEHH KOHLIEHTPALMK ce AocTHraT Mexay 1* 1 2P* yac
cnep npuema. IleHeTpauuATa B nepebpo-cnvHaIHaTa T¢HHOCT, MO3BKA H MafYHHOTO MJIAKO €
muHumanHa. GenniedpuH He NpeMrUHaBa npe3 NaleHTaTa. MeTtabonuaupa ce eKCTEH3UBHO B
ypeBHATA CT€Ha H OCHOBHO B HEPHHA npo6. OCHOBHHTE MBTHLIA HA METaDONHIBM C2 cyndypupaHeTO
H [IHKYpPOHHpaHeTo. EKcKkpeTnpa ce 4pe3 ypHHaTa OCHOBHO MOA ¢dopmara Ha MeTabONUTH U B MAKA
cTelleH B HENPOMEHEH BULL.

AckopGuHOBaTa KMCeAHHA ce pe3opbrpa Obp30 H ITBJIHO B racTpO-WHTECTHHATHHA TPAKT H 1O
CTIELMANHO B THHKHTE YepBa MOCPeICTBOM KHCIOPOA-H3IHCKBALL TPAHCIIOPTCH MEXaHN3BM.
Pasnpeens ce MHTEH3UBHO B TEUHOCTHTE M THKAHUTE HA OPTaHU3MA, KaKTO BETPEKIICThYHO, TaKa U
M3BBHKIEThUHO. Hali-BUCOKH KOHLIEHTPALIUH Ca YCTAHOBEHH B HaaOBLOpeYHUTE WKITE3H,
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xurodu3aTa, a Hali-HUCKH B GBEOpenrTe M MyCKyJIHATA TekaH. Metabonuzupa ce MOCpeACTBOM
oKMCNEHHE IO NeXHAPOacKOPOUHOBA KUCENHHA, KOATO BMOCIENCTBHE peTHpIABa JOMBIHUTENHA
6uoTpaHcopMaLMa 10 OKCanoBa  TPEOHOBA KNCE/HUHA. HemeTabonuskpaHUTe KONH4eCTBa 0T
pueTaTa 1032 ackopOUHOBA KHCENHHA, KaKTO 1 MeTaboIUTUTE, BKJ1. OKcanarure, 6aBHO ce
eKCKpETHpAT 4pe3 ypHHara.

53 MpeaxKAHMHAYHH JAHHH 32 De30MaCcHOCT

Croiinoctute Ha LDso IpH pasinyHH BUAOBE eKCIEPUMEHTANIHN KUBOTHY [pY pazIM4yHH ITBTHIIA HA
RLBEKIaHE 32 OTACTHHTE JIEKAPCTBEHH BEIIECTBA €4 KAKTO CIIE/Ba.
Napaneramon

LDso 32 MHUINKH (MBEXKH) MPUIOKEHHE PET OS — 1212 mg/kg (851+1727)
LDso 3a MHIIKH (OKEHCKH) NPHIOKEHHE PET 05 — 945 mg/kg (622 + 1435)
LDso 32 ILTHXOBE {MBXKKH K XXECHCKH) TPUIOKEHHE Per 05 — =~ 4000 mg/kg
DenunedpyH

LDso 338 MUIUKH (MB¥CKH M S5KEHCKH) MPHJIOAEHHUE PET 05 — 120 mg/kg
LDso 3a MIbX0BE (MBKKH W XKEHCKU) NPUIOKEHHE per 05 — 350 mg/kg
AckopOHHOBA KHCENVHA

LDso 38 MAIIKY (MBXKKH H )KEHCKH) NPUICKECHHE PET 05 — 3367 mg/kg
LDso 33 IABXOBE (MBKKH ¥ XXEHCKU) MPUITOKEHUC PET 0S — 11 900 mg/kg

HsMa naHHH 33 TIOTEHUMpPaHe Ha TOKCHYHOCTTa Ha JIEKapCTBEHNTE BELLECTBA TPH eIHOBPEMEHHO
MPWIOKECHHUE.

TpuioXKeH B MO-BUCOKHM 103¢1 U 33 MO-NPOABIDKHTENCH feproa OT BPEME, NApaLeTaMost MpeIU3BUKBa
yepHOIpobHa LeHTpo00yTapHa Hexpo3a U 6L6peyuHa KOPTHKANTHA HEKPO3a TP eKCIIEPUMEHTAIHH
KUBOTHH. YCTaHOBEHA € 3HAYMTe/IHA BHIOBA pa3jinKa B TOKCHYUHHA edeKT Ha NnapaLeTaMol 1 T4
KOpenHpa ¢ HUBOTO Ha OTIpeAesieHH dbopmu Ha LuroxpoM P-450. JIANCBaT KOHBEHLUMOHATHH
MpOy4BAHHS, H3MOM3BAIIM TPHETHTE TIOHACTORINEM CTAHAAPTH 33 OLIEHKa Ha peNpOayKTHBHA
TOKCHYHOCT M TOKCHIHOCT 33 Da3BHUTHETO.

B ycnoBUATA Ha MHOIOKPAaTHO JO3HPaHe IIPH MUIIKH H msxoBe peHunePpuH BOAH 10 HAKOH
YAMEHEHUA B MAPEHXUMHUTE OPraHH Ha ONIUTHHTE XUBOTHH — MPOMEHH B TErnoTO HAa CHPLUETO
Han6s6pedHUTE KIIe3N, TpalHHa MHO03a, B HAKOH CilyHdan 10 pa3BUTHE Ha TYMOPH B afipeHATHHA
KOPTEKC.

AckopOMHOBaTa KHCEINHA NPRITIOKEHa B PEXHM Ha MHOTOKPATHO AO3HpaHe NpH eXCrepruMEHTaIHHA
JKUBOTHH (MALIKH, ILTbXOBE) NPEAN3BHKBA OCHOBHO MPOMCHH B 0OMAHATA HA BEILECTBATA,
M3pa3fBallM Ce B SHINMHA UHXHOHUNA Wik eH3KMHA uHayKUMs, 3aryfa Ha TerJio WK HEraTHBHA
KpHBa Ha TEeCHUA MPUPACT HA €KCNCPUMEHTATHHTE YKUBOTHH.

Pe3yaTaTHTe OT ALATOCPOYHH H3CHEABAHI 32 OLCHABAHC Ha KaHIEpPOreHHUs MOTeHUHaN Ha
napaueramon, peHunedpus 1 acKOpOWHOBA KUCENHHA COYAT, Y€ BEUIECTBATA HAMAT KaHLepOreHHa
aKTUBHOCT.

HsMa AaHHu 3a HeOnaronpwiTHO NMosAHABAHE HA dbepTunUTeTa ¥ PENPONYKTHBHUTE criocoOHOCTH NpH
OMIMTHI HUBOTHH OT [ApaleTaMoN ¥ aCKOpPOUHOBA KHCEIHHA.

6. ®APMAINEBTHUHH JAHHH
6.1 CnucbkK HA NOMOUHHTE BeleCTBA

MaHuTOT

JIUMOHEHa KUCEINHA
HaTpues uMTpaT AUXHAPAT
Kanuues CaQKOHAT




3axapHH HATPHH

Hatpues LHKNaMaT

CuaHLMeB AMOKCUI, KONOHIEH Oe3BONEH
[TopTokanoB OBKycUTEN (ChAbPXKaA: MOPTOKAIOE U IMMOHOB €KCTPaKT, [/I0K03a, OEH3UIIOB ankoxo.1)
SironoB OBKYCHTEN (ChABPXA: roKo3a)

6.2 HecbBMECTHMOCTH

He e npHJI10KKHMO.

6.3 Cpok Ha roaHocT

3 (TpH) FOAHHH.

6.4 CrneudaJHN YCJA0BHA HA ChXPAHCHHE
[Ipu Temnieparypa 1o 25°C.

6.5 Bua u chbabpKaHHE HA ONAKOBKaTA

[Ipax 3a nepopajieH pa3Tsop 2.5 g B caile OT XapTHA/anyMHHHA/TIONTUCTHIICH.
Enna onakoska cuabpxa 6, 10 uau 12 6pos catuera.

6.6 CneuuajHH Npeana3Hy MepPKH NPH HIXBBPJAHE H pabora

Hsama crnedaiHA H3IUCKBaHHUA.

7. IPUTEXATEJ HA PASPELUEHHETO 3A YINIOTPEBA

US Pharmacia Sp.z 0.0.

ul. Ziebicka 40,

50-507 Wroclaw, Ilomua

8. HOMEP HA PA3ZPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20110721

9. JATA HA IIHPBO PA3SPELIABAHE / HIOJHOBABAHE HA PAZPEIIEHHUETO 3A
YINOTPEBA

IaTa Ha IBPBO pa3peLlaBaHe: 08.12.2011r.

JaTa ua NOCAEIHO NONHOBABAHE! 15.02.2017 .

10. JATA HA AKTYAJIML3UPAHE HA TEKCTA

22/09/2025




