KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHHUA MNPOAYKT

Kannos 120 mg/5 ml nepopajiHa cycneH3us
Calpol 120 mg/5 ml oral suspension

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

[Tepopannata cycnien3us cbabpka 120 mg/5 ml napaueramon ( paracetamol).

[ToMOLHM BelecTBa: 3axapo3a (Chabpka 2,2 g 3axapo3a Ha 5 ml), CopOHTOJI0B pa3TBOp (E420) cpabpxa
0,45 g copburonos pa3tBop Ha 5 ml), Hatpuii (cbabpxa 0,86 mg Ha 5 ml), nponunenrauxkon (E1520),
meTun napaxuapokcubensoar (E218), erun napaxuapokcudensoar (E214), nponun napaxuapoKCHOEH30aT
(E216) u kapmousus (E122).

3a MbJIHKMA CIIUCHK HA MOMOLHHKTE BeulecTna, BX. Touka 0.1.

N3NLIHWUTENHA ATEHLMA MO NEXKAPCTBATA

3. JJEKAPCTBEHA ®OPMA

[MepopanHa cycneH3ns ¢ po30B UBAT M BKYC Ha Aroaa.

4. KJIUHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aHHA
Kanno e moka3aH 3a BpeMeHHO 00JieKueHHe Ha JIEKH 10 yMepeHH 00KH U MOHHXKABaHE Ha TEMIepaTypara.
4.2 JI03MpOBKA M HAYHH HA NPHJI0KEHHE

BonkoycnokosBalute 6e3 peuenta ca NpelHa3sHa4Ye€HH 3a KpaTKOTpaiHa ynotpeda, OCBEH aKo He €
yKa3aHO Apyro noj HabMoAeHUEeTO Ha JIeKap.

Bn3pacr Terno (kg) Jlo3a mapaueramo. Jlo3a napaueramon (ml)
(kg)
2-3 meceua 40-54 60 mg Eanna manka mepHTesiHa JIbkHYKa oT 2,5 ml
e 2.5 ml (60 mg) napaueTamMos MOXKe 1a Ce Mpuiara npu aeua Ha Bb3pacT 2-3 Mecela, KOMTO

pa3BMBAT BMCOKa TeMIlepaTypa cjiel BaKCHHAaLMA. [Ipu Hykna Moke 1a ce Jaae BTopa 103a Cliell
4-6 yaca. J/la He ce naBat noseue or 2 103H.

® Tpsa0GBa He3a0aBHO 1a ce NMOTHPCH JIEKAapCKa MOMOLL, aKO CE Hajlara a c¢ 1aBaT J10Mb/IHHTE/IHH
1031 Mapaleramos WK NpUYMHUTE 3a OoNkaTa U TeMNepaTypaTa He ca M3BECTHH.
® [Tp1 BCHUKHM OCTAHAIH MHAMKALMM B Ta3H Bb3pacTosa rpyna Kannos tpadBa 1a ce npuiara rnoj

JIEKapCcKo HAOTHO/IEHHUE.

Jletia Ha BB3pacT OT 3 Meceua a0 S roauHu: npudnusutenHo 10-15 mg/kg Ha 4-6 4aca, HO HE MoBeYe OT
4 no3u 3a 24 yaca.

Bun3pact Terao (kg) Jlo3a Jlo3a mapaueramoa (ml)
napaueramoa (kg)
3—11 meceua | 5,5-7,9 60 mg Enna Manika MepHTe/Ha JIbXkHYka ot 2,5 ml
12 —23 meceua | 8,0-10,9 120 mg Enna ronsmMa MepUTe/IHa JTbKHYKA OT 5 m




2 — 3 roAUHH 11,0-15,9 180 mg Enxa ronsma MepuTesiHa JIbKHYKa OT Sml u

elHa MaJIKa MepHUTe/IHa JIbXKHYKa oT 2,5 ml

4 — 5 roavHH 16,0 - 21,9 240 mg JIBe rosieMH MEPUTETHU JIbXKHUYKH OT 5 ml

kg kbM 1032 UM Bb3pacT KbM 103a.

Jla ce HaMepH MpaBUIIHATA 1032 crnopel Tabnuuara otrope. [1pn Bb3MOXKHOCT 12 C€ M3M0JI3Ba

[1pu HEOOXOAMMOCT 103aTa MOKE J1a Ce NMOBTOpH Ha 4-6 Yaca.
Jla He ce mpueMar roseue oT 4 1031 B paMKHUTe Ha 24 vaca.
Jla He ce npuema noseve oT 3 AHH Oe3 JIeKapcKo HAOMIOACHHE.

BakHo € /1a ce pa3kaaTH GyTHAKATA B NPOIb/DKEHHE HA Haii-Manko 10 cekyHIH npeau ynoTtpeoa.

4.3

[IporuBONOKa3aHHSA

Kannon e MPOTHBOMNOKA3aH IpPH MauMUeHTH CbC CBPbXUYYBCTBUTE/IHOCT KbM napaueTamMo/l HiH KbM HAKOC
OT MNOMOUIHHUTE BELLIECTBA.

4.4

CrneunajHu NpeaynpexIeHHs H Npelna3HH MePKH NpH ynorpeda

[lpenynpexnenue 3a npenosupane: [IppuemMaHeTo Ha Mo-BUCOKAa OT MpenopbHUTE/IHATA 1032
(npeno3upaHe) Moxke 1a Mpeau3BHKa yBpekaaHe Ha uepHus Apod. B ciyuak Ha npenosupase,
TpsaOBa BelHara 1a ce MOTBPCH JieKapcka romoll. bbp3arta jiekapcka MoMoll € KpUTHYHA 3a
Bb3PACTHUTE, KAKTO M 3a JIellaTa, J0PH U aKo He ce 3a0esA3BaT HAKAKBH NpHU3HALH HIH CHMIITOMH.
[TpenynpexaeHue 3a ankoxou: JInuara, KOWTO XpOHHYHO 3710y noTpedsaBaT ¢ aJKoXoJ1, TpsAOBa na
nonuTaT Jekap JaaM TpsAOBa aa npueMaT MapaueTamosl Wi Apyrd OOJKOYCMOKOABALIK HIIH
NeKapCcTBa 3a HaMaslsiBaHe Ha TeMIreparypara.

[MauueHTH ¢ yepHOAPOOHO 3a00/ABaHe TpAOBA Aa C€ KOHCYJITUPAT C JIEKAp NMpeau ynotpeoa.
MHOro pAIKO ce CboOLIaBaT CEPUO3HH KOXKHHU PEaKLIMH KaTO OCTpa reHepalu3upaHa
ek3aHTemaTo3Ha nycryo3a (AGEP), cunapom Ha Stevens - Johnson (SJS) U TOKCHYHA
ennaepManna Hekponusa (TEN) u nekapcTBeHa peakuus ¢ €03MHOPHIIUA U CUCTEMHU CUMIITOMH
(DRESS) ca chOLIaBaHN MHOTO PSAAKO MPH MALMEHTH, MoTy4yaBauy napaueramod. [launeHrure
Tps6Ba Aa 6bAAT MH(OPMHUPAHH 33 NIPH3HALMTE HA CEPHO3HU KOXKHH peaKLHH H ynotpebara Ha
JIeKapCTBOTO TPAOBA J1a Ce NMPEYCTAHOBH MPH ITbpBA M0ABA HA KOXKEH 0OPUB MJIH HAKAKDBB ApYT
MPU3HAK Ha CBPBXYYBCTBHUTETHOCT.

Jla He ce ynoTpedsaBa ¢ ApYyr NpOAYyKT, ChAbprKall napaueTamMol.

CopOGHTOBT MOXE 1a MPUYUHU CTOMALLIHO-YPEBEH AMCKOM(OPT M 1a UMa JIEKO cnaburenHo
neiicteue. Beexkn 5ml ot To3u nmpoaykt cwbabpkar 0,45 g pastBop Ha copOuton. ToH uma

kanopu4Hoct 2,6 kcal/g copburon.
Cbabp/KaHHeTo Ha 3axapo3a u copourton (E420) B TOBa JIeKapCTBO O3Ha'iaBa, 4e€ TO3H MPOAYKT €

HEMOIXOALL 32 XOpa C HAC/IEACTBEHA HEMOHOCUMOCT KbM (pyKTO3a.

[Topaau HanMuueTo Ha 3axapo3a M copbutonoB pasztBop (E420), nmauMeHTH C pEAKH
HAC/JEJCTBEHH NpoOJEeMH Ha HEMOHOCUMOCT KbM (pyKTO3a, IIIOKO30-rajakTo3Ha
ManabcopOLMs MM 3axapo30-M30MaiTaseH AepuUUMT He TpsOBa Ja MNpHeMar ToBa

JIEKapCTBO.

Etun (E214), nponun (E216) u merun (E218) napaxuapokcuOenzoar moraT aa MPHYHHAT
ajleprudHy peakuum (BeposiTHO OT 3a0aBeH THM).

Kapmasun (E122) moxe 1a NpHYHUHH allepruyHH peaKLuH.

ToBa nekapcTBO ChAbpXKa No-manko oT 1 mmol HaTpuit (23 mg) Ha 5 ml, T.€. MOXe J1a Ce Kaxe,
ye NMPaKTUYECKH HE ChAbprKa HATPHUH.

Toga nekapctBo chabpika 13,63 mg nponuniex raukon (E1520) BbB Besika 1032 OT 5 ml, KoeTo €
eKBMBAJIECHTHO Ha 2,73 mg/ml.

Tosa nekapcto chabpxka 0,00071 mg ankoxon (eraHosn) B 5 ml. KoaHuecTBOTO ajIkoXoJl B TOBA
IEKapCTBO BEPOATHO HAMA /1a MMa e(eKT MpH Bb3PACTHH H FOHOWH M epeKTUTE MY MpH JeLa
BEpPOATHO HAMAa fna Gbaar 3abenexumu. Moxe na uMa HAKOM e(eKTH NMpH MO-MajlKH Jeua,
HanpuMep 1a ce YyBCTBAT ChHJIMBH.




. [Topanm yBenHueHHs PUCK OT MeTabOJIMTHA alMA03a C rojsiMa aHHOHHA pasJinKa (HAGMA) ce
npenopb4Ba MOBHIIEHO BHUMAaHHWE TMNPH CbHIBTCTBALLO MPHIIOKEHHE Ha (JIYKJIOKCAUWIHH H
mapaueTaMosn, OCOOEHO MpH MalUMEHTH C TeXKa cTeneH Ha OBOpevHO yBpexXaaHe, Cerncuc,
HeOXpaHBaHE W APYrd M3TOYHHULM HA N€PUUMT HA TTYTaTHOH (HAMp. XpOHHYEH AJIKOXOJTU3IBM),
KaKTO M MPH TE3H, KOMTO M3M0J13BaT MaKCHMallHaTa JHeBHa /103a napaueramo. [lpenopbusa ce
CTPUKTHO MpoceasBaHe, BKIIOYUTEIHO H3MEPBAHE Ha 5-OKCOMPOJIMH B ypHHaTa.

4.5 BiaumoeiicTBHE C APYrH JIEKAPCTBEHH NPOAYKTH H APYrH GOpMH Ha B3aHMOCHCTBHE

Ynotpeba cbc CheAMHeHHs, MoA00OHU Ha BaphapHH

[Ipx noBeyeTo MaLMEHTH, ynoTpedaTa Ha napaueTaMmos oT BpEME Ha BpeMe 0OUKHOBEHO MMA MAJTBK
eekt nin BpoOLIe He noBnuaBa INR npu nauneHTH Ha XpOHUYHA TEpanus ¢ Bap(dapun. Mma cnop obaue
OTHOCHO Bb3MOKHOCTTA NMapaLeTaMoll 1a NoTeHUMpa aHTHKOaryIaHTHHTe eekTH Ha Bap(apHH 1 ApyrH
KyMapHHOBH Nnpou3BoaHH. [launenture TpadBa 1a ObaaT HHCTPYKTHPAHH J1a €€ KOHCYJITHPAT C JIeKap
win papmaueBT npeau ynorpeda, ako npUeMarT paspexiallinsg KpbBTa JIEKapCTBCH NMPOAYKT Bap(papHH
WK JIPYTH KYMApHHOBH [MPOM3BOJIHH.

Dy KIIOKCALUJTHH

Cpo0111aBa ce 3a BUCOK aHMOHEH JucOanaHe npu MeTadoJIMTHATa alua103a OT MHPOrjyTaMHHOBA
kucenuHa (5-0KconpoJMHeMHs) NPHU CbBMECTHA ynoTpeda Ha TepaneBTUYHH [103H Napaleramon H
$nyknokcauunuH. [auueHTUTE, 3a KOWTO ce ChoOLIaBa, e ca HaH-3aCTPALLICHH, Ca Bb3PACTHH KCHH C
OCHOBHO 3a00/15BaHe KaTO CENncuc, aHomaiusa Ha 6bOpeuHaTa pyHkuMA U HepoxpaHBaHe. [loBeueTo
NalMEHTH ce MoJ0OpPABaT cliel CNMPaHe Ha eHOTO WM U BeTe JekapcTsa. [lauueHTure Tpsabsa na ce
KOHCYJITHpAT ¢ JieKap Wiu GapMaLesT npeau ynorpeda, ako npuemMat aHTHOMOTHKA ¢J1y KJTOKCALIUITHH.
Heo6X0aMMO € MOBHIIIEHO BHUMAHKE MPH ChIIbTCTBALLA yNOTpeda Ha (JIy KIIOKCALW/IMH Y MapaueTaMol,
Thil KATO €JHOBPEMEHHUAT MPHEM ce CBbp3Ba C METAa0O0/IMTHA alK1032 C rojiiMa aHHOHHA pasJinKa,
0coOEHO MpH MaLUEHTH C PUCKOBH (pakTOpH (BXK. ToUKa 4.4).

4.6 @epTHANTET, OPEMEHHOCT H KbPMEHe

Hsma anekBaTHH U 100pe KOHTPOJIMPAHH KITHHUYHH W3ITHTBAHUA MPH OpEMEHHH WJIH KbPMELILH JKEHH.

Korato ce nmpujiara npy Maiikata B TepaneBTHYHH [103H, MapaleTaMoll NpeMHHaBa Npes3 rjialuceHTaTa BbB
dperanHoTo kpbBOOOpalieHue oute 30 MUHYTH C/iel MOTTbLIAHETO H Ce mMeTaboM3upa ePEKTHBHO 4pe3
cyndarna koHiorauus B ruoaa. Koraro ce npuema Cropea yKasaHWATA, MapauleTaMosl HE MOB/IHABA
HeOnaronpuaTHO OpeMeHHAaTa >XeHa Wi Iioaa.

[TapaueTramon ce eKcKpeTupa B Kbpmarta B HUCKM KoHueHTpauuu (0,1% no 1,85% ot norsjiHaTaTta oT
MaiikaTa 103a). [lorabluaHeTo Ha TepaneBTHYHM 1034 MapaueTaMmol OT MalKaTa He Mpe/CTaB/igBa pUCK
32 KbpPMa4eTo.

[onAMa 4acT OT JaHHUTE 3a OpeMEHHHM )KE€HH He MOKa3BaT HUTO Man(opmaTHBHA, HUTO (peTO/HEeOHaTaTHA
TOKCMYHOCT. ENUaeMHOoIOrHYHUTE NMPOy4YBaHUs 3a pa3BUTHETO HAa HEBPOJIOrHATA MPH A€UaA, HU3JI0KEHH Ha
napaLeTamo in utero, NoKa3BaT HEONpEIe/leHH pe3yITaTH. AKO € KIHHHYHO HeoOX0/1MM, napaueTaMo.l
MOKe J1a Ce M3MO0JI3Ba M0 BpeMe Ha OpeMeHHOCT M TpAOBa /1a ce U3Mo/i3Ba B HaH-HHCKaTa epekTHUBHA 1034
33 Bb3MOXHO Hail-KpaTKO BpeMe U Ha Bb3MOKHO HaW-HHCKaTa YeCTOTaA.

To3u NpoayKT He TpsOBa Aa ce Npuema ro BpeMe Ha OpeMEeHHOCT HJIH KbPMEHE, OCBEH aKO MOTCHIIHA/THATA
rnoJi3a OT JIEYEHHETO 3a MaiKaTa HaJBHIlIaBa Bb3MOKHHTE PUCKOBE 3a
pa3BUTHETO Ha IUIoJa WIM KbpMeHoTO OeOe. IlpenoprpuuTenHa € KOHCY/ITalUMA C J€Kap TMpeu
MPUJIOKEHHETO NMPH OpEMEHHH HJIH KbPMELIH KEHH.

4.7 EdexTn BLpXY cnoco0HOCTTA 32 oupane H padoTa ¢ MALIHHH
He ¢ W3BECTHO fajM napalleTamMo/i OKa3Ba BIIMSHME BBPXY CMOCOOHOCTTA 3a LIOpHUpaHE M padora ¢

mMatuHu. KnMHUYHUTE JaHHU TTOKa3Bar, 4e rnapaueramollt HC MOBJINABA pHGUTHTH Ha HCPBHO-MYCKYJI
CHCTCMA.




4.8 HexelaHH JIeKAPpCTBEHH pPeaKIHH

JlaHHWU OT KJIMHUYHHU TPOYUBaAHUS

Be3ornacHOCTTa Ha JIEKapCTBa, ChAbPIKALLM CamMo napaueTamoll, 0T AAHHUTE OT KJIIMHUYHHU NPOY'BaHUA
NpH BL3PACTHH € Bb3 OCHOBA HA 59 paH10MH3HPAHH, N1aLEO0-KOHTPOIHPAHHN KIIHHUYHH NPOY'BaHH 32
OLICHKA HA JICYEHUETO Ha 00JIKA U TeMneparypa.

He ca ycraHoBeHH HexellaHu CbOMTHS ¢ yecToTa > 1% crnpsamo ruiaiedo 3a 1IeKapeTBa, ChAbpiKalln camo
napaueramosi B paHJ0MH3MpaHH, 11anedo-KOHTPOJIUPaHH KJIIMHHYHH NPOYUYBaHUA, OLCHABALLH
Je4yeHreTo Ha 00JiKa u TeMrneparypa npu Bb3pacTHH WK J1ELa.

[loctMapkeTHHrOBHM 1aHHHU

Hexenanute nekapcrseru peakuuu (HJIP), naentuduumpany no sBpeme Ha NOCTMApKETHHIOBUA OMUT C
napaueramoli, ca BK/IIOYEHH B Ta6onuua 3. B tasu tabnuua yecrorara € npeacrtaBeHa crnopea cieaHarta
KOHBEHLHSA:

Muoro uectu 21/10

YecTH >1/100 no< 1/10
HeuectH >1/1000 mo <1/100
Penku >1/10 000 po <1/1000

Muoro peaku  <1/10 000
C HeM3BECTHA YeCTOTA (OT HAJIMYHMTE JJaHHU He MOXKe 1a Ob/ie HarnpaBeHa OLeHKa)
Ta6anua 3. Hexkennanu ieKkapcTBeHH peakunH, HAEHTHPHUHPAHH 10 BpemMe HA NOCTMAPKETHHIOBHHA

OMNHT, ¢ TEPANEBTHYHH 1031 HA MAPALETAMOJI N0 KATErOPHS HA 1eCTOTAaTa, H3YHC/IEHA OT CIIOHTAHHH
CHLOOIIEHHA

CHcTeMOo-0praHHa KJAacCHPHKaAUHA MpeanoyuTan TEPMHH 32 HeXeJaHA
Kameecopua yecmoma peaKkius

Hapymennsi HA HMYHHATa CHCTeMa

MHoro peaku Anagunakmuuna peakyus
MHoro peaku CepvxyyscmeumenHocm
HapymeHns Ha KOXKaTa H NOAKO0KHATA ThKaH

MHOT0 peKH Durcupan 0opus

MHOro pesiku Cvposawy 0opus

MHoro peaku Obpue

MHoOro peaku Vpmuxkapus

U3cneaBanus

MHOro peiKu [Tosuwienu mpancamunasu’

"HUCKO HUBO HA NOBUWEHUE HA MPAHCAMUHAZUME MOXCE Od Bb3HUKHE RPU HAKOU NAYUEHMU, NpUEMAlyu mepanesmuiHu do3u
HA NApPayemamon; moea NOUWEHUe He Ce CbNPOBONCOA OM YePHOOPOOHA HEOOCMAMBYHOCM U OOUKHOBEHO ONI36YYasa npu
NPOOBLANCABAKHE HA MEPanUAMa Wil NPeycmaHossgane Ha napayemamon.

Cho0uiaBaHe HA NO03HPAHH HeKeJAHH PeaKUHH

Ch0611aBaHETO HA MOJ03MPAHH HEXEJaHH PeakUHu Cle/l pa3pellaBaHe 3a ynoTpeda Ha JieKapCTBEHHUA
NpOAYKT € BakHo. ToBa Mo3BoJisABA Ja MPOAB/DKH HAOMIONEHNETO Ha ChOTHOLUCHUETO rnoJjiza/puck 3a
nekapcTBeHHs NpoaykT. OT MEAMUMHCKUTE CTELMaIMCTH Ce M3UCKBA 11a ChOOIIABAT BCAKA M0103HpaHa
He)KeJlaHa peakLus upes:

M3nbiHUTEIHA areHuus 1o JiekapcTeaTa

yi. ,,JlamsaH ['pyeB” Ne 8
1303 Codus
Tell.: 4359 2 8903417

yeOcaiiT: www.bda.bg




4.9 [Ipexo3upane

XenatoOMIMapHH Hapy LLICHHS

AKO ce M30J13Ba MPOAYKT C YAbKEHO 0CBOOOK/1aBaHe Ha MapaueTamosl Wik ako ToUHara JICKapeTBeHa
dhopma e HEN3BECTHA, CE MPENopbYBA /1 CC MOJTYUH A0NbIHHTENHO JIA3MEHO HUBO Ha MapaleTamorl 4 1o
6 yaca cJie/l MbPBOHAYAIHOTO HHBO Ha NMapaueTamo, Thi KaTo TE3H HHBA LIC NPOAB/IKAT /1a CC nokadsat
[PH JIEKAPCTBATA C Y/ABJDKEHO 0CBOOOK/IaBAHE H MOTaT J1a NPOMEHAT PCLUCHUATA TIPH JICHEHHE.

[1pu BB3pacTHM M IOHOWIH (Ha BB3pacT 2 12 roAMHK) MOXKE 1@ Bb3HHUKHE yepHOApPOOHA TOKCHYHOCT Clle/l
norabluaHe Ha noseue ot 7,5 no 10 g 3a nepuoa ot 8 yaca UK no-Mainko. PatajHUTE Cy4aH HE Ca HECTH
(noa 3-4% OT HeNeKyBaHHWTe CJTy4au) H PAAKO ce CboOLIaBaT MpH NPel03upaHe ¢ No-Majko OT 15 g. Ilpwm
neua (Ha Bb3pacT < 12 roaMHW) OCTPO Mpeao3HpaHe C Mo-Mainko oOT 150 mg/kg He € CBBbp3aHO C
yepHOAPOOHa TOKCHYHOCT. PAHHHUTE CHMIITOMH CJIeJl €BEHTYaIHO XeNaTOTOKCHYHO NMPE03HpaHE MOXKe 1a
BKIIOYBAT: AHOpPEKCHs, rajeHe, MoBpbllaHe, auadopesa, OseAHOCT H 00110 HEpa3IoJIoKEHHE.
KIMHUYHUTE U 1aDOPaTOPHUTE JaHHM 3@ YEPHOAPOOHA TOKCHYHOCT MOJKE /1a HE €€ MPOABAT 48 no 72 yaca
cJel norJibLUAHETO.

CJly4auTe Ha CEpHO3HA TOKCHYHOCT HITH CMBPT Ca MHOTO PEJIKH CJIe/l OCTPO MPe103HpaHe Ha NapaueTaMmol
[P MATKH Jiela, BEPOATHO MOPaH Pa3/IMKUTE B HAUHHA, 110 KOHTO Te MeTaboIM3UpaT napaLeTamoll.

CneaHuTe KIMHWYHM CBHOMTHA, CBBP3aHM C NpeJo3HpaHe Ha MNapaueTramoJti, ¢ CHHTAT 3a OYaKBaHH,
BKJIIOUMTEHO (AaTanHH CHOMTHSA, AB/DKAIIM ce HAa (y/IMHHAHTHA yepHOApOOHA HENOCTATBYHOCT WIIH
HeiiuuTe nocnencteus (Tadbnuua 4).

Tabauna 4. HexeJaHu JeKapCTBEHH PpeaKkUHH, HACHTHQHUHPAHH NpH Npeao3HpaHe HA
napaueTramMo.

CHCcTeMOo-0praHHa KJiacHpHKauusa [Mpeano4yuTaH TEPMHH 32 HeXKeJIaHA PeaKUHA

Hapymenus Ha MeTabdoJIH3Ma H XPAHEHETO HamasneH aneTur

CToMalIHO-YpPeBHH HAPYIIEHHS Kopemen auckomgopT

[ToBpbluane

[‘anene

XenaToOHJIHAPHH HAPYLIEHHSA OcTtpa yepHOAPOOHA HEO0CTATbYHOCT
YepHoapoOHa HEKpoO3a

XenaroMeraius

JXbJTEHHLA

bose3HeHOCT HAa YepHHUA 1po0

O6wH HApYWIeHHS H epeKTH HA MACTOTO HA | XHUNEPXHIPO3a

NpHJIOKEHHE OO6110 HEepa3MOJIOKEHHUE
baenHoct
UicaeaBaHus [ToBHiIEeH OMNHPYOHH B KPBbBTA

[ToBHLIEH NAKTAT B KPbBTA

[ToBuienu pocdaTu B KpbBTA

[ToBHIIEHH YepHOAPOOHH EH3HUMH

[ToBHIIEHO  MEXKIYHApOAHO  HOPMAIIU3HPAHO
CbOTHOLLUEHHE

VY 1b/HKeHO MPOTPOMOMHOBO BpeMe

CrienHUTe KIMHUYHHA ChOUTHA ca CEACTBHE OT OCTPa YEPHOAPOOHA HEIOCTATBYHOCT H MOKE 11a
6baar ¢ataiHU. AKO Te3M CHOMTHA BB3HUKHAaT B YCJIOBHATa Ha OCTpa yepHOApOoOHa
HEI0CTATBYHOCT, CBbP3aHa C Mpe103upaHe Ha napaueTaMmol (Bb3pacTHH H FOHOLIHN > | 2-roaviuHa
Bb3pact: > 7,5 g no 8 yaca; neua < 12-roauuna sw3pact: >150 mg/kg 1o 8 yaca), Te ce cyMTar
332 OYaKBaHH.




OuyakBaHMTE TMOCJEACTBUA OT OCTpa 4YepHOAPOOHA HEAOCTATbYHOCT, CBBP3aHH C TMpEa03HMpaHE Ha
napaueTamosl BKIIOYBAaT: OakTepuanHa MHQpeKuMs, rbOMYHA HHQEKuMs, Cencuc, Koaryjlonarus,
JAMCEMHHUpaHa BbTPECHAOBA KOAryjauus, TPOMOOLMTONEHHS, XHIOIJIHKEMHUS, xunogocdaremus,
JaKTaTHA auWao3a, MeTabonMTHA auugo3a, OTOK Ha MO3bkKa, Koma (MpyM MAcHBHO [MpPE103HPAHE Ha
mapaleramos HWJIM MHOXKECTBEHO JIEKapCTBEHO IMpelo3HpaHe), eHuedanonarua, KapAaHOMHOMATHA,
XHIOTEH3HA, peCNUpaTOpHa HEJO0CTaTBYHOCT, CTOMALUHO-YPEBEH KPbBOW3/IMB, MAHKPEATHT, OCTpa
ObOpeyHa Hel0CTaThYHOCT, MOJIMOPraHHA He10CTaThYHOCT.

KpbBHM ¥ JIMM(HH HAPY LIEH WS
XeMOJIMTHUHA aHeMus (PH NAaUMEHTH ¢ roKo30-6-pocdar nexuaporenasa [GOPD] nepuunt): Ipu
nauuenTn ¢ G6PD neduumt € 10K/1aBaHa XEMOJIU3a NpH yrnoTpeda Ha napaueTamol npH npeio3upaxe.

Jla ce cbXxpaHsBa Ha MACTO, HEIOCTBITHO 32 Jieua. B ciryyait Ha npeao3upaxe j1a ce noTbpeu He3a0aBHO
CrneuHa MeHLIMHCKA TTOMOLILL.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 MapmMakoAHHAMHYHH CBOHCTBA
ATC xox: NO2BEO1 — Ananretuud. Jpyru aHaareTHUM 1 aHTUMUPETHIH

[lapaueTamosl € HEHapKOTHYEH, HEeCAIMLMIATeH AHAITETHK C UEHTPalHO ICHCTBHE. [lapauetamon e
KJIMHHYHO JI0KA3aH aHA/IreTHK/aHTHNMUPETHK U C€ CYUTA, Y€ NPEJAN3BMKBA aHA/Ire3us 4pe3 NnoBHILIABAaHE HA
npara Ha OoJkaTa M AHTUMHPEKCHs 4Ype3 NeHCTBHE BbPXY LEHTbPA 3a peryjvpaHe Ha TOIIHHATa B
xunortanamyca. [IpoyusanusTa c enmHu4Ha 103a (12,5 mg/kg) napaueramos npu ¢eOpunHuU eua noka3BaT
HAuYaJI0 HAa HaMaJieHUe Ha TeMreparypata B pamkute Ha 15 1o 30 MUHYTH.

5.2 dapmMaKOKHHETHYHH CBOHCTBA

AOcopOuus

He3zabaBHO ocB0OOX1aBaHe

[Tepopa/iHO NPHIIOKEHHUAT NapaLeTaMosl ce pe3opoupa 0bp30 U MOYTH HAMMBIHO OT CTOMALIHO-YPEBHUA
TPAKT, MPEIUMHO B TbHKUTE uyepBa. AOCopOuuMATa ce H3BBPLIBA YPE3 MACHBEH TPAHCTIOPT. CkopocTtra
npu nepopasiHa abcopOuus 3aBHCH IJIABHO OT CKOPOCTTA Ha U3Ipa3BaHe Ha cTOMaxa.

OTHOCHTEHATA OGHOHATMYHOCT BapHpa oT 85% 10 99%. I1lnkosa nnasmeHa KOHUEHTpalns 0OMKHOBEHO
ce noctura okos1o 30-60 MUHYTH CJie NEPOPATHOTO A03HPAHE,

[Tpu oTAeIHMTE Bb3PACTHH, MAKCHMAJIHH MJIa3MEHH KOHLUEHTPAUHH C€ IOCTHraT 110 1 yac cnen npuema M
Bapupat ot 14,8 no 17,6 pg/mlnpu eaunnuna no3a ot 1000 mg. MakcumanHuTe Mia3smMeHu
KOHLIEHTpALMK B paBHOBECHO CheTosiHKE ciea Ao3k oT 1000 mg npe3 6 yaca Bapupat OT 17,6 no

18,2 ng/ml. O6061eHuTe PapMaAKOKHHETHUHH JaHHU OT MET KJIHHHYHH H3MTUTBAHHSA, CTIOHCOPHPAHH OT
hapMalleBTHUHH KOMMNaHuH, np 59 $ebpuanu aeua Ha Bb3pacT oT 6 Meceua 10 |1 roauHuM NMokKa3sar, 4e
cpeHa MakcHMMasiHa kKoHueHTpauus ot 12,08 + 3,92 ug/ml ce nocrura cien 51 £ 39 min (MeaxaHa

35 min) cnen go3a ot 12,5 mg/kg.

EdekTn Ha xpaHara

BbnpekH ye, 10CTUraHETO Ha MAKCHMMAIHHUTE KOHLIEHTPALMH Ha MapaueTaMol ce 3a0aBs, KOrato ToH ce
npusara ¢ XpaHa, creneHTa Ha abcopOuus He ce 3acsra. [lapaueramon Moske 1a ce npHemMa HE3aBUCUMO OT
BPEMETO 3a XpaHEeHe.

PasznpeneneHue

[Tapaueramos H3r/iexaa ce pa3npeess WHPOKO B MOBEYETO TEIECHU TbKaHH C U3KIIFOUEHNE Ha MACTHHTC.
Buaumust My obem Ha pasnpeaenenve € 0,7 no 1 1/kg npu neua ¥ Bb3pacTHH. OTHOCHTEJIHO MaJTBK
npoueHT (10% no 25%) ot napaueTamosl € CBbp3aH C IU1a3MEHHTE MPOTEHHH.




buoTrpancopmanms

[lapaueraMon ce MeTaGonM3Mpa MPEIMMHO B YepHHA APoO W MOCPEACTBOM TpH OCHOBHH MBTHIIA:
KOHIOTHpaHe C ITIOKYPOHH, KOHIOTHPAHE ChC CyJIPAT U OKCHANPAHE MOCPEACTBOM MBTA HA CHIMMUTE HA
uutoxpom P450.

OKCHIATHBHMAT MbT 00pa3yBa peakTHBEH MEXIHWHEH MPOMAYKT, KOHTO €€ NIETOKCHMKHpA 4pe3 KOHIOrMpaHe
C JAYTaTHOH 10 oOpa3yBaHe Ha WMHEPTHUTE METAOOTUTH UMCTEMH W MEpKanTormypHHOBA KHCC/IMHA.
[naBHUAT uuToxpoM P450 usoensum in vivo usrnexna e CYP2EI, sbnpekn 4e CYPIA2 u CYP3A4 ce
CuMTaT 3a BTOPOCTENMEHHM MbTHILIA Bb3 OCHOBA HA MHKPO3OMAIHW JAHHH in VIIro. Bnocneacreue e
yctaHoseHo, ue kakto CYP1A2, taka n CYP3A4 umat npeHeOpeXKMMO MaTbK MPHHOC in Vivo.

[Tpu BBH3paCTHH MO-roAMaTa 4acT OT NapaueTamoli ce KOHIOTHpa C rIF0KypoOHOBa KMCE/IMHA W, B N10-MaJlka
cTeneH, cbe cyadar. MeTaGoMTHTE, MOTYYEHH OT MIHOKY POHHIL, CY/1(aT U Ty TaTHOH, HAMAT OuoJioruyHa
akTMBHOCT. [IpM HEIOHOCEHH, HOBOPOAEHN M MaJKH KbpMaueTa npeodianasar cy/ihaTHUTE KOHIOTaTH.
HsKoJIKO NPOYYBaHHA Ha MeTabo/M3Ma MpH Bb3PAaCTHH C YEPHOAPOOHO YBPEXK/IAHE C pa3/IHiHa TEKECT H
eTHONOTHSA ca NoKa3anu, 4e OuoTpaHcdopmauHMsTa Ha napaueTamosl € MojaodHa Ha Ta3u MpH 3paBUTE
Bb3PACTHH, HO B M3BECTHA CTeMNeH no-6aBHa. BaxxHo e, ye noc/iea0BaTe/THOTO €XEIHEBHO MPHIIOKEHHE Ha
4 ¢ NHEBHO MHAYUMpa NMOKYpOHHIHpaHe (HETOKCHYEH MbT) MPH 3ApaBH Bb3PACTHH M BB3PACTHHU C
yBpe/eH YepeH Ipo0, KOeTo BOAHM 10 MOBHLIEH O0LL KIMPBHC HA MapaueTamon ¢ BpEMETO H OrpaHHtuCHO
[J1a3MEHO KyMYyJIHpaHe.

EnuMuHHpaHe
EIMMHHALMOHHHUAT MOMY)KHBOT Ha Mapaueramol e okoso 1 10 3,5 yaca. Toit e npHOIM3HTENHO C €IMH Yac

[O-'bJTBI [P HOBOPOJEHHU M NPU LMPOTHYHHM NauneHTH. [lapauieramon ce eMMMHUHAPa OT OpraHu3Ma KaTo
rmoKypoHHaHH (45-60%) u  cyndatHu (25-35%) kownrworatv, THoau (5-10%) kKaTto UMUCTEHMH W
MepKanTonypatHu MeTtabonuTH W Katexonu (3-6%), KOUTO Ce€ €KCKpeTHpaT B ypHHATa. bbOpeuHuAT
KJMPBHC HA HEMPOMEHEHUs MapaleTamol € 0Koso 3,5% OoT no3aTa.

5.3 MpeaAKAHHHYHH JaHHH 32 0€30MACHOCT

anﬂHﬂlll-IHHHHTE JAHHH HE [MoKa3Bat 0COOEH PHCK 3a XOpaTa Bb3 OCHOBA HA KOHBCHUHOHA/ITHHTC
NMpoy4YBaHUA Ha TOKCHYHOCT T1PpH CAHOKPATHO H M HOIOKpPATHO IMPHJIAraHe, T’EHOTOKCHYHOCT,
KAapUHHOTCHHOCT U TOKCHY HOCT 3a PCIpPOAYKIHATA H pPa3sBHUTHETO.

6. ®PAPMAULEBTUYHHU JAHHHU
6.1 CnHcbK HA NTOMOLUHHTE BellecTBa:

3axapo3a

Pasteop Ha copbuton (E420)

[ nuuepon

JlucnepcHa uesyJsiosa

KcaHToBa ryma

Etun napaxuapokcudensoar (E214)
Metun napaxuapokcubensoat (E218)
[Mponun napaxuapokcudensoat (E216)
[Tonucopbat 80

AuecyndaM Kanuu

Sroposa eceHuMs (chabpxa nponuieHrinukoa (E1520))
Kapmasuh (E 122)

[IpeuncteHa Boaa

6.2 HechbBMECTHMOCTH

Kannon cycnensus HE tpabBa na ce pa3pexna.




6.3 Cpok Ha roaHocTt

3 roauHu

6.4 CrneuHa/IHH YCJIOBHSI HA CbXPaHeHHe

Jla ce cbxpanaBa noa 25°C. [la ce ma3u OT CBET/IMHA.

6.5 Bua H chaAbpkaHHe HA ONAKOBKATAa

[TbpBHYHA OMAKOBKA: Oy THIKA OT TBMHO CTHKJIO € [J1aCTMAcOBA Karauka, 3alllMTeHa OT OTBapAHE OT JeLa.
Bcsika OnakoBKa ChAbpPKa MEPHUTEITHA TBXKHYKA OT OsJ1a rnjiacTmaca.

KonuuecTBo B enHa onakoBka: 100 ml

6.6 CreuHa/ HH NpPeANa3sHH MEPKH NMPH HIXBbpPJAAHe H paboTa

Heu3non3BaHMAT JIEKapCTBEH MPOMYKT WM OTNAAbUYHHUTE MaTepHalli OT Hero TpsodBa 1a ce W3XBbPJIAT B
ChOTBETCTBUE C MECTHUTE U3UCKBAHUA.

7. MPUTEXATEJI HA PASPELUEHUETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block 5

High Street

Tallaght

Dublin 24

D24 YK8N

Upnanaus

8. HOMEP HA PASPELLEHHUETO 3A YIIOTPEDBA

Per. Homep: 9600306

9, JIATA HA NbPBO PA3PEIUABAHE/INNOJHOBSABAHE HA PA3PELUEHHUETO 3A
YIIOTPEBA

JlaTa Ha mbpBO pa3pelienue: 13 nekemspH 1996 r.
JlaTa Ha nocneaHo nogHossisaHe: 31 mapt 2009 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

02/2024




