KPATKA XAPAKTEPMCTHKA HATIPOIYKTA -~ =

1. UME HA JIEKAPCTBEHUA MMPOAYKT
®epekc 6ede 30 mg/ml nepopaneH pa3rBop

Fervex baby 30 mg/ml oral solution

2. KAYECTBEH U KOJITHYECTBEH CbCTAB

[lapaueramon (Paracetamol) g
3a 100 ml nepopanen pa3rsop

[ToMoLIHM BelecTBa ¢ U3BECTHO AeiicTBHe: 3axapo3a — 0,54 g/kg Ha neH u nponuaenriaukon (E1520) 7
mg/Kg Ha AeH B apomara.

3a MbJIHUA CITUCHK HA NOMOILIHUTE BelllecTBa BUXKTE Touka 6.1.

3 JIEKAPCTBEHA ®OPMA

[lepopanen pa3Tsop.
Jleko kaheHHKaBO-KbIT A0 KaheHUKABO-KbJT Pa3TBOP, JIEKO BUCKO3EH, C apOMaT Ha Aroja.

4. KJIUHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHSA

CuMnNTOMaTHYHO JieueHHe Ha 00JIKa C JIeK 10 YyMepeH HHTEH3UTEeT H/HJIH Ha (peOpUIIHK CHCTOAHMA.

4.2 Jlo3HpoBKa H HAYHH HA NPHJIOKEHHE

Ta3u nekapcreeHa opMa € npeaBHEHa 3a Aeua ¢ Teryio ot 3 10 32 kg (npubau3MTeIHO OT pa)KaaHETOo 110

12 rOAuHHK).
[Ipennarar ce no-noaAXoAsLUM JekapcTBeHH (opMH 3a aeua ¢ tersio noa 3 kg wiaum Han 32 kg.

Jlo3upoBKa

[1pu neuara e 3aabJKUTEIIHO /1A e cna3Ba J03HPOBKATA, ONpeae/ieHa B 3aBHCHMOCT OT TerJioTo Ha
AeTeTO M CIEA0BATEIHO J1a ce u30depe noaxoasuara jJekapcrseHa popma. [lpubausurenHara Bb3pacr e
J1a/IEHa CaMO OPHEHTHPOBBYHO B 3aBUCHMOCT OT TErJIOTO Ha AETETO. 3a Aa ce U30erHe pucka oT
npeao3upaHe, TpAOBa Ja ce NpoBepsBa 3a OTCbCTBHUE HA MapaleTaMoJl B CbCTaBa Ha ApyruTe npueMaHu
NeKapcTBa ( BKJIKOYHTEIHO 10 JIEKapCKO npeanucaHne U Takusa 0e3 peuenta) (BxkK. Touka 4.4).

[lpenopbunTenHaTa 1HEBHA 103a 3aBUCH OT TEJECHOTO Teryo Ha aerero. Jlosara e 60 mg/kg/neH,
pa3jesieHa Ha 4 npuema, T.e. 15 mg/kg Ha Bceku 6 ywaca. MakcuMaiHaTa IHEBHA 1032 He TpAOBa Ja
HaaBHLIaBa 75 mg/kg. MUHUMaIHUAT HHTEpBaJ MEKAY BCEKH MpHeM € 4 yaca.

DepBekce 0ede TpsdBa aa ce npunara B 1034 oT 10 10 15 mg/Kg Ha Bcekn 4 10 6 yaca, 10 MaKCHMaJIHa
JHeBHa n03a 75 mg/kg/neH.

Fasyu— L7005 |
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AETETO BUHATH TI0/Ty4YaBa 403aTa, ChOTBETCTRALIA HA TEJECHOTO Terno. JIo3HpaHeTo NpH Aela ¢ MEXAHHHO
Terno (5-7-9-11-13-15 kg) Tpabsa na ce ocHOBaBa Ha MEXIHHHH OEJICHHA Ha CKanara.

- oT 3 g0 16 kg: usnon3saliTe MepyTENHaTa CNIPHHLIOBKA 0 IPalyHpPOBKaTa, OTrOBapsllia Ha TEroTo
Ha JIETETO WIH N0 OHA3H FPafyUpoBKa, KOATO € Hall-011130 10 Hero.
Hanpumep: ot 3 kg no 3,5 kg MepHuTenHsaTa CipUHLIOBKA Ce HAITLIIBA A0 rpagyHposkara 3 kg. [1pu
HeoOXOAMMOCT TNIPHEMBT Ce MOBTAPA cael 6 yaca.

- or 16 no 32 kg: MepuTe/HaTa CIPHHLIOBKa C€ HaITb1BA IThpBOHAYaNHoO 10 16 kg, cnen ToBa cbiuaTa
Ce JOITBJIBA 33 BTOPH ITHT 10 N0JIyuaBaHe Ha TErJN0TO Ha JETETO.
Hanpumep: ot 18 no 19 kg HamreJiHETEe MEPUTENHA CIIPHHLIOBKA 10 Acnenue 10 kg, cnen Tosa
IOBTOPHO 8 HamrbIHeTe a0 AeneHue 8 kg. Ipy HeoOXOAUMOCT NPHEMBT CE MOBTapA cneld 6 vaca.

bvbpeuno yspesxcoane
[Tpn nauuenTy ¢ 660peuHO yBpeKIaHe, MUHHMANHHAT HHTEPBA MEXJLY BCEKH NpHeM TpA0Ba Ja ce

MPOMEHM Cropen cleaHara cxema (BK. Touka 4.4 H 5.2).:

KpeaTHHHHOB KJIHPBHC HHTepBaa MEXKAY NPHEMHTE
¢l 10-50 mi/min 6 yaca

¢l <10 ml/min 8 yaca

HeprnoOpobro yspeacoane

Ipyu nauueHTH ¢ yBpeaeHa dyepHoapoOHa PyHKLMA, no3aTa TpAOBa Ja C€ HAMAJIH WM Ja C€ yABJIXKH
HHTEpPBAJa Ha A03HpaHe. MakcHMasiHaTa JHEBHA 103a He TpabBa Aa HaaBumasa 60 mg/kg/aHeBHo
(2 g/neH) Npy ceaHHUTE CHCTORHHS:

- BB3PacTHH MauHeHTH c Terno noa 50 kg,

- XPOHHYHO HJIH KOMNEHCHPAHO AKTHRHO uepHOAPOOHO 3abossiBate, 0COOECHO TE3M C NieKa 10

yMepeHa xenaTouenynapHa HEJOCTAaTbYHOCT,

- cunapom Ha Gilbert (pamnnHa xunepdbunupyouHeMns),

- XPOHHYEH ANKOXOJIH3DM,

- XpOHHYHO HEJOXpaHBaHe (HHCKH 3aMacH OT YepHOAPOOEH IIyTaTHOH),

- Aexuaparauus (Bx. Touka 4.4).

Ha4yuH Ha NPHIOKEHUE

[lepopanHo nNpHIoXKeHHE,
Pa3TBOPBT MOXE Jla C€ NPUEMa YHCT WIH pa3pelICH B MATIKO KOJNIH4ECTBO TEHHOCT (HanpHMep BOA4a, MJISIKO,

ILI0ZIOB COK).
4.3 IIpoTHBONOKA3AHHA

Peppekc 6€0e € NPOTHBONOKA3AH B CNEAHUTE CNTyYau:

. CBPBXYYBCTBHTEIHOCT KbM MapalieTaMosl, NponaueTaMmon XuIapoxaopua (npeanekapcTso Ha
napaueTamMoi) WiH KbM HAKOE OT NOMOUIHHTE BEILECTBa, H30OpoeHH B Touka 6.1;
. TEXKa YepHOAPOOHA HEAOCTATHYHOCT UM JAEKOMNCHCHPAHO AKTHBHO YepHOAPOOHO 3a00nsBaHe.

4.4 CroenHanHn npeaynpexieHHa U NpeanaHd MepKH npH ynotpeba

3a na ce u3berde pucka ot npenosupaHe, Tpadea aa ce nNposepaBa 3a OTCHCTBHE HA NMapaleTaMol B ChCTaBa
Ha ApPYTHTe NpUEeMaHU NeKapcTBa (BIUTIOUHTENHO 110 JIEKapCKO NpeAnHcaHKe H TakuBa 0e3 pelienTa).

[MpunoxeHueTo Ha napaueTaMo B 1034 No-BUCOKH OT NPENOpPbYBAHUTE BOAM A0 PHCK OT MHOTO CEPHO3HO
yBpEXIaHe Ha YepHua apod. KIIMHHYHUTE CHMITOMH Ha YepHOAPOOHO yBpexKaaHe OOHKHOBEHO C¢€
3a0ena3Bar 3a MbPBH NbT | 10 2 IHHM cJien npeao3UpaHeTo ¢ napaueramon. CHMITom HS3a-Me
yepHOAPOOHO YBRpexkIaHe OOHKHOBEHO ¢ NpOsABABAT cieldl 3 A0 4 AHMW. JleueHueTo
3aloyHe Bb3MOXKHO HaMi-ckopo (BXK. Touka 4.9).




[Mapaueramosn MOXxe 1a NPUYHHH CEPHO3HH KOXKHH PEaKLMH KaTo OCTPA MeHEpaH3upata €K3aHTEMATO3Ha
nmyctyno3a {AGEP), cuaapom Ha Stevens-Johnson (SJS) n TokcHuHa ennaepmanHa Hekpoausa (TEN),
KOHMTO MOTarT Ja ObaaT datanuu. [Mauuenture Tpabpa aa 6baaT HHPOPMHUPaHHU 32 TPU3HALIMTE HA CEPHOIHH
KOXHH peakuMH ¥ ynotpebaTa Ha 1ekapcTBEHUA NPOAYKT Aa Oble npeyCTaROBEHA NPH ITbpPBA NOABA HA
KO#eH OOpHB WK APYTH MMPH3HAUHM HA CBPBbXUYBCTBHTENHOCT.

Hapaueramaﬂ Tpﬂﬁﬂa Ada C€ H3IIOJI3Ba BHUMATCITHO B CJICOAHHUTC CITYHAH.

. yepHOAPOOHa HEJOCTATHYHOCT, BKIIFOUMTENHO CUHApOM Ha Gilbert (haMunHa
xunepdunupyouHemus) (px. Touka 4.2 u 5.2);

. TexXKa ObOpeuHa HEROCTAaTBYHOCT (BX. TOUKH 4.2 U 5.2);

. rmoko30-6-tocdar aexuaporeHasHa HeaoctarbyHOCT (G6PD) (Moxe na noseae 10 XeMOJIHTHYHA
aHEeMHUA);

. XPOHHYEH ATKOXONH3bM;

" XPOHNYHO HeAoXpaHBaHe (HUCKH 3aMnacu Ha 4epHOApOOEeH rTyTaTHOH), AaHOPEKCHSA, KaXEKCHS,
OynuMHs, rianyBaHe;

. Aexuaparaums, XHnoBOJEMHA.

He ce MpeENOPbHUYBd KOHCYMALHMATA HA AJTKOXO0J1 10 BpECMC Ha JICHCHHUETO.,

B ciyuan Ha aparocpouHa ynorpeba Ha aHanreTHUH (>3 Mecena) NpH NauueHTH ¢ XpOHUYHO rnasobonue ¢
NPUIOKEHHE HA BCEKH ABA JHH WM [I0-4ECTO, rMaBobONHeTO MOXe a C€ pa3BHe WM BiIolH. I nasobonue,
NpeaAH3BHKAHO OT npekomepHa ynotpeba Ha ananreTuud (MOH - rnapofonue npu npekomepHa ynotpeba
Ha JIEKApCTBa), He TpsAOBRa Ja Ce JIEKYRa C YBEIHYaBaHe Ha no3aTa.

B TtakuBa cayuau ynorpefara Ha aHaireTHUM TpabBa fa ce npeyCTaHOBH Cllel KOHCYJITallMA C fAeKap.

Cpo0lleHn ca caydan Ha mMeTaboNnKMTHA ala03a ¢ rojsMa auuoHHa npasiuHa (HAGMA), asnxkaiua ce Ha
MAPOTTYTAMHHOBA allMAO03a TNMpPH NAUMEHTH ¢ TeXKo 3abonaBaHe KaTo TEXKKO ObOpPEeuHO YBpeXIaHe H
CENCHC, WK NPH NALMEHTH C HEROXPAHBAHE WM C APYIrM M3TOYHHMUM HA NePHUMT HA TIYyTaTHOH (Hamp.
XPOHHUEH ANKOXONH3IbM), KOUTO Ca JIEKYBAHH ¢ NapaleTaMojl B TEpPANEBTHYHA 71033 3a NPOALIKHTENEH
nepuoa WM KOMOHHAUMA OT napauneraMon M Qayxnokcauunue. Ako ce nogosupa HAGMA nopanu
MUPOTNYTAMHHOBA allHa03a, npenopbuBa ¢e He3a0aBHO MpeKpaTABaHE Ha mapaueTamMon W BHHMATEIHO
HaOmoaeHre.6 U3MepBaHeTo Ha 5-0KCONMPONKH B YpHHATA MOXE Aa ObAe NONe3HO 3a HAeHTHOHLIMpaHe Ha
TIHPOTIYTAMMHOBA al[HA03a Karo OCHOBHA npuuyHHa 3a HAGMA npH naiMeHTH ¢ MHOXECTBO PHCKOBH
¢axTopm.

[TapaiileTaMOTbT K HEeroBUTE METAaOONMTH C€ EKCKpeTHpaT ¢ ypuHata. B choyuyall Ha Texka ObnOpeuHa
HEOCTaThbYHOCT UHTEPBATLT MENCAY N03UTE TpAOBRa 3 O63p1e Hal-Manko 8 uaca.

[ToMoIlLIHN BelllEeCTBA

ToBa nekapcTBO ChAbpika 3axapo3a. Tosa TpsOBa 1a ce ¥Ma B NpeBUA NPU NALMEHTH CBC 3axapeH auaber.
[ManueHTH ¢ peaKH HacleACTBEHH NPOOAEMH HA HEMOHOCHMOCT KbM (PPYKTO3a, MIOKO30raNnakTo3Ha
ManabcopOuna WIH 3aXap030-H30MATTAa3eH AePHUNT He TpgOBa Na NMpHeMaT TOBa JIEKapCTBO.

ToBa nekapcTBO Chabpka nponuneHraykon (E1520). EaHoBpeMeHHOTO NPHIIOXKEHHE ¢ KOATO K Aa €
cyOCTpaT Ha aNKOXONAEXHAPOreHAa3aTa, KaTo €TaHO, MOXE 1a IPHYHHHA CEPHO3HH HEXENAHHW PECAKLIMH TPH

HOBOPOJICHH.

ToBa nekapcTBO ChabPXa NMo-Manko or | mmol (23 mg) natpu#t na 103a, T.€. MOXE J1a CE Kaxe, ue
NPaKTHYECKH HE ChABPXKA HAaTpHH.

4.5 BaanMogelicTBHe ¢ APYIH JIEKAPCTBEHH NPOIAYKTH H APYrH popMH Ha B3auUMoacHCTBHE

B3zaumoaelicTBHA, H3UCKBALK NTpeANna3HH MEPKH NMpPH ynorpeda




(peHHTOHH TpaOBa Aa H3A0ArBaT roaeMH A03H NapauneTaMos WHIH NPOAWDKHTENEH npueM. HauueHTrTe
TpsabBa Aa ObAAT NPOCNEASBAHH 33 XENATOTOKCUMHOCT.

IIpobeneyuo.: npodeHeUU NPHUHHABA MMOYTH ABOHHO pPeAyLHpAHE HA KIIMPBHCA HA NapaueTaMol, Yypes
NOTHCKAHE HAa HEMOBATA KOHIOTalUMA C IIIOKYPOHOBATA KHCEIWHA. HamansaBaHeTo Ha JO3HTE Ha

rapateramon TpadBa na ce B3eMe NpeABHa NPH eAHOBPEMEHHO NPUJIoKeHHUe ¢ NpobeHeLn.
Canuyunamud: cCanMLMNIaMKA MOXE 1A YABLIKH €MHMHHALHOHHHA NONYXKUBOT (t;2) Ha NapaneTamMoll.

Enzumnu undyxmopu: TpaOBa na ce BHUMaBa NpU €IHOBPEMEHHHUA MPHEM Ha MapaleTaMo ¢ €H3IHMHH
HHAYKTOPH. Takusa cyOcTaHUMM BKIKOYBAT, HO HE €A OrPaHHuYEHHU 10: 0apOUTYpPaTH, H30OHHA3NA,
kapbaMa3enuH, pudamiua ¥ eraHon (Bx. Touka 4.9).

Peppekc 6ebe MOxe a YBEJIMUM BB3MOKHOCTTA 3@ MOSBA HA HEXKE/IAHU JIEKAPCTBEHH PeaKLUKH, KOraTo ce
MpUeMa €JHOBPEMEHHO C JPYTH JIEKaPCTBEHH MPOAYKTH,

Aumuxoazyranmu. €AHOBpEMEHHAaTa ynoTpeda Ha napaueTaMon ¢ KyMapHHH, BKJTIOUHTENHO BapdapHH,
MOXeE Ja aoBeae no nexkH saphauuu Ha INR crofiHocture. B 1031 ciyuall cneasa aa ce npoBeae 3acHieH
kontpoi Ha INR croliHocTHTe o BpeMe Ha nepuoAa Ha ¢AHOBPEMEHHA ynoTpefa, KakTo U 3a eaHa
CeMMLIA Ce] MPEYCTAHOBRBAHE HA JICYEHHETO C NapaneTamor.

DRyKAOKCaAyUAUH !

TpsbBa na ce BHMMaBa KOTaTo MapaleTaMon ¢ U3NOA3Ba €AHOBPEMEHHO ¢ (UMIYKJIOKCaUWINH, Thif KaTo
napajie/HHAT MPHEM € CBbp3aH ¢ MeTaDONIUTHA aLuuao3a ¢ rojlsiMa aHMOHHA NMpa3sHHHa nopany
NUPOrTYTAMHHOBA alu03a, 0COOEHO NpH NALMEHTH ¢ PUCKOBH GakTOPH (BXK. ToUka 4.4).

Biaumooeticmeun c 1abopamopru u3cae08aHus

[TapaueTaMOIrLT MOXE Ja NONPEYN Ha ONPEAEIAHETO Ha NUKOYHATa KHCEIHHA B KPBBTA 4pe3 MET0a Ha
pocopHOBOIPpaMOBA KHCEJIMHA ¥ aHAJTM3WTE HA KPbBHATA 3aXap Ype3 METOAAa Ha rTI0KO300KCHAA34a-
NePOKCHA3a.

4.6 DepTHANTET, GPEMEHHOCT H KBPMEHE

JlexapcTBeHaTa popMa € npeaHa3HaucHa 3a aela.

BpeMeHHOCT
3HAYHMTEITHO KONMYECTBO AaHHK MPU OpeMEHHH XKEHH HE MOKa3BaT HUTO MaipopMaTUBHA, HUTO

¢ero/HeoHaTaIHa TOKCHYHOCT. Pe3ynrarure or eNUIeMHONOrHYHHTE NPOYYBAHUR BLPXY
HEBPOJIOFTHYHOTO pa3BUTHE HA Aelid € EKCMO3HUMA Ha NMapaleTaMor in utero ¢a HeyOe AUTENHU. AKO €
HeOOXOAMMO OT KIIMHHYHA INI€JHa TOYKa napaleTaMos MOXe 1a ce NMpUara no BpemMe Ha OpeMeHHOCT,
HO TpAOBa na ce uinon3sa Hali-HUcKaTa epeKTHBHA 103a 33 BbIMOXKHO HAH-KPATKO BPEME H C
BH3IMOXHO HaH-HHCKaTa YECTOTA,

KbpMeHe

Cnen nepopajieH NpueM, NapaLeTaMon ¢e eKCKpeTHpa B MAIKH KOJTMYeCTBa B KbpMata. JJoknansan €
oOpHB NIPH KbpMaueta. Bunpeku ToBa ¢¢ CUMTa, Y€ MapaLeTaMol MOXe 1a ce NPHeEMa 110 BpeMe Ha
KkbpMeHe. M3uckBa ce BHHManne, korato Mepaekc 6ebe ce npueMa OT XeHH, KOUTO KbPMAT.

4.7 EdexTu BbpXY cnocobHocTTa 32 ogHpaHe H paboTa ¢ MAIIHHAHA
Henpunoxnmo.

4.8 Hexenanu JeKapcTBeHH PeakuHu

CneaHuTe HeXenaHy NeKapCTBEHU PEaKUMH €a JOK/IaABaHH N0 BpEME HA NOCT-MAp
C HEH3BECTHA YECTOTA (HE MOXKE J1a C€ OUSHH OT HATMYHUTE JaHHM):



Cucremo-opranna Yecrora HexeaHH peaKUHH
KAacHPpHKAUHA B
Hapywerus Ha KpbBTa H HenseecTHa Tpombouutonexus, HEYTPONEHuUS,
TUM(QHATa CHCTEMA JIEBKOTEHMSI
CroMalllHO-UpEeBHH HapylleHus | Hen3BecTHa Jluapus, abaoMHHaiHa Oonka
XenaroOMIHApHH HApYLUIECHHA HeunspecTHa [loByinaBane Ha YepHOAPOOHHTE EH3HMHU
O01H HapywieHHs 1 edekTH Ha | HeussecTHa Hepa3snonoxeHune
MSCTOTO Ha IIPUJIOKEHHE
HapywieHus Ha UMYHHaTa HenzpecTHa AHapUNaKTHYHA peaKUHs (BKITIOYHTETHO
CUCTEMaA XHITOTEH3HA), AHAQWIAKTHYEH LIOK,
CBPBLXYYBCTBHTENHOCT,
AHTHOEIEM
HapylieHus Ha KoXKaTta H HeuspecTHa YprHkapusd, epurema, 00puB, nypnypa,
NOAKOMXKHATE ThKaH OCTpa reHepany3vpata ex3aHTeMaTo3Ha
MyCTYJ1034a, TOKCUYHA eNUACPMAIHA
HEKpOJIHN3a, CHHIPOM Ha Stevens-Johnson,
¢pHKCHpaHa MEAMKAMEHTO3HA epPYIILHSA
PecniupaTopHy, rpbIHH U HewusBecTHa bpoxxocna3seM NMpH NaLYeHTH,
MEIMACTHHAIHHY HapYLIeHHs YYBCTBUTEJIHH KM ALCTWICATHLIMIOBA
_| kucenmuna wir apyru HCTIBC
HapyuieHus Ha MetabonniMa M | HensBecTHa MerabonuTHa auuno3a ¢ rojigMa aHMOHHA
XPaHEHETO Npa3H1Ha
Cnyyay Ha MeTaboIMTHA allMA03a C rOIAM,
AHHOHHA Mpa3HHHA, TLJDKAIllA ce Ha
MHPOTMyTAMHHOBA ALMJ1034, Ca
Ha0JI0JaBaHH IPH NALKWEHTH ¢ PHCKOBH
¢akTopH, H3NON3BAIIN NapaleTaMot (BX.
ToukKa 4.4). Ilpu Te31 nauMeHTH € Bb3IMOX]
Aa Bb3HUKHE NUPOTTYTaMHHOBA alH03a
BCJICACTBHE HAa HHCKH HHBA Ha ITYTATHOH.

Cnyuyaure Ha peakliMi Ha CBPbXYYBCTBHTENHOCT BAPMPAT OT OOMKHOBEH KOXEH OOpUB, epUTEMa HITH
YpPTHKapHa 10 oToK Ha Quincke Wy aHaQUNAKTHYESH WIOK W H3UCKBAT NPEeKbCBaHE Ha JICUEHHETO,

CroluiaBaHe Ha NONO3UPAHN HEWETAHH PEAKIIUH

Cho0luapaHeTo Ha NOAO3HPAHH HEXKEIaHH peakuuH cnel paspeluabaHe 3a ynorpeba Ha neKapcTBeHHA
NPOAYKT € BaXXHO. ToBa No3BoMNABa Ja NPOXbLIKH HAOTIONEHHETO HA CHOTHOWEHHETO NOMN3a/PHUCK 3a
NeKapCTBEHHs NMPOAYKT. OT MEAHLIMHCKHTE CNIELIMATUCTH ¢€ H3UCKBa Aa ChoOLIABAT BCAKA MO03HpaHa

HeXXellaHa peaKLMA Yypes:

HMansauurenHa Aresina no Jlekapcrsara
yn. ,.JlamaH ['pyes™ 8,

Codus 1303,

Ten.: +359-28903417,

yebcaltt: www.bda.bg

4.9 Ilpenosupane

IIpH3HALH H CHMITTOMH
ChIIECTBYBAa PHCK OT HHTOKCHKaUHA 0COOEHO NpH MalMEHTH ¢ YePHOAPOOHO YBPEXKAAHE, B CTyYaHTE Ha
XPOHHYEH AJIKOXOJIH3BEM, NPH NAaLHEeHTH CTPafalilid OT XPOHHYHO HEAOXPAHBAHE U NpPH NaUHeHTH

MPHEMALLH €H3HMHEH HHAYKTOPH. N3X0OABT OT HHTOKCHKALIWATA MOXE 1a Obae daraneH,
cayvau (BX. Touka 4.4).




CuMNTOMH, KOHTO Ce NMoABABaT OOMKHOBEHO B MbPBUTE 24 Yaca BKIIOUYBAT raleHe, NOBPHILAHE,
aHopexcui, baenoct, HepasnonoxkeHue n anadopesa.

Crbpx103a ¢ €IHOKpPAaTHO NOTTbLIaHe Ha 7,5 g Wik noBeue napaueramon npy Be3pacTHH wiu 140 mg/kg
TENECHO TErJIO MPK Aclia MPUYMHABA LIMTONHTHYEH XENaTHT, KOHTO MOXe 1a HHAYLHPA ITh/IHA H
HeoOpaTHMa HeKpo3a, BOAeILA IO XenaTouenylapHa HeAOCTaTbYHOCT, MeTaDONHTHA alHA03a (KOATO MOXe
Aa HMa MPOH3X0A OT MJICYHA KHCETMHA WIH B HAKOH CITY4YdH NPOM3XOA OT MHPOTNyTAMUHOBA KMCENHHA) H
eHledanonarus, KOSTO MOXKE Aa JoBele OO0 KOMa H CMBPT.

EnnospeMeHHO ca HaOMOJaBaHW YBEJIWYCHH HMBA Ha yepHoApoOHUTe TpaHcaMHHalK (AST, ALT), nakrar-
JexuaporeHasara i GUnupyOHHa 3aelHO ¢ HAMANICHHE HA NPOTPOMOMHOBOTO HHBO, KOETO MOXE Jla Ce
nosBk OT 12 10 48 yaca cnel NPHEMAHETO HA JICKAPCTBEHUS NIPOAYKT. KNHHHUHHUTE CUMITTOMH Ha
yepHOAPOOHO yBpexknaHe 00KMKHOBEHO ITbPBOHAYAIHO ce 3abens3nar ¢nea 1 1o 2 AHM 4 AOCTUrAT CBOA

MaKCHMYM ciienl 3 10 4 aAnm (BXK. Touka 4.8).

Cneauure cb0OMTHE ChHIO MOTaT JAa ce HabmMoaaBaT ciel NpeROo3upaHe ¢ napaleTamo:

- Octpa Ou0peuyHa HeAOCTaTBYHOCT AOPH NPH JHNCA HA HAKONKO YepHOAPOOHH YBpeKaaHH4,

- JHceMyHUpaHa HHTPaBaCKyJlapHa KOarynailus BCI¢ACTBHE Ha OCTpa YepHoApoOHa
HEAOCTATBYHOCT,

- Penku cny4ad Ha OCTBLp NaHKpEaTHT.

Cnewnu mepku
. Hezabasto npepexaaHe Ha 60nHHUA B OOTHHUHO 3aBeJeHHE.
. [Ipenu 3anouBaHe Ha TepanuATa, Bb3MOXHO Hal-ckopo TpaOBa Aa ce BieMe enpyBeTKa KPbB 34

ITbPBOHAYAJIHO ONpeAeIsHE Ha [UIa3MEHOTO ChAbPKAHHE Ha MapalieTaMoJl, HO He [0-paHo OT
4 yaca cnel NpUEMaHETO Ha NapaLeTaMoll.

. He3abaBHa cToMalliHa MPOMHBKA C L€/ €BAaKyallis HA MOrbJIHATOTO JIEKAPCTBO.

. OOHYaHOTO JICUECHHE NPH NTPeI03UpaHe BKIFOYUBA NPUIIaraHeTo Ha aHTHAOTA N-aUueTHNIIHCTEHH
BEHO3HO WJIH MepOPANHO MO Bb3MOXHOCT B pAMKMATE HA 8 4yaca OT fpHeManeTo. AHTUAOTHT N-
alCTHIILIMCTEMH MOXe 1a OCHIYPH HAKAKBa CTENEH Ha 3aliuTa JopH U cnen 16 vaca.

. CHMOTOMATHYHO JICYEHHE.

. YepHoapoOHu TecToBe TpsbBa Aa c¢ NpoBEAAT B HAYANOTO Ha JICYEHHETO H Aa Ce NMOBTAPAT Ha
BCcekH 24 yaca. B nobeueTo ciyua 4epHOAPOOHUTE TpaHCAMHHAZH C€ BPBIIAT KbM HOPMANHHUTE
CH HUBa B PaMKHTe Ha | A0 2 ceaAMKLM € IMBJIHO Bb3CTaHOBABaHe Ha PYHKUMATA HA YepHUa Apob.
[Tpy MHOTO TEXKH Ciy4ail 0badye Moxe Aa ce HATIOKH TPaHCILNAHTaLHA.

5, G®APMAKOJIOTHUHY CBOUCTBA
5.1 PapMAKOAHHAMHYHH CBOHCTRA

(apmaxorepanesTuHa rpyna: APYI'M AHAJTETHIIA H AHTUITMPETHLINU
ATC xon: NO2BEO!

[NapaueramMon € NpOU3BOAHO HA NapaaMHHOQEHOa ¢ AHAINETHYHO, AaHTHITHPETHYHO U Ciabo
NMPOTHBOBB3NAIMTENHO AciicTBHE. 32 pasnuka oT TpaauLHoHHuTe HCTIBC, B TepaneBTHUYHH A03H
napaueTaMon He NOTHCKA GpyHKLMATA HAa TPOMOOLIMTHTE.

MexaHHn3sM Ha JleACTBHE
ToYHUAT MEXaHH3IbM Ha aHANNeTHYHHTE H AHTHINTHPETHYHHTE CBONCTBA Ha MapaueTaMoll BCE OLUE He €

YCTAaHOBEH; NapaLeTaMobT O4EBHAHO HHXHOHpa CHHTE3a Ha NPOCTarfiaHAWH KaKTO B LEHTpaJlHaTa HEPBHA
CHCTEMA, Taka M B MepudiepHATE THKAHH.

3.2 DapMaKOKHHEeTHYHH CBOlicTBA

AbcopOuus




AbcopOuuaTa Ha napaueTaMon NpH NepopasHO NpUWIOKeHHe € Obp3a H MbiHA. MakcuManHuTe nnasMeHn
KOHUCHTpAaLKMH ce gocturar ot 10 1o 60 MHHYTH cnen npHeMa.

PainpeneneHue

ITapauneramon ce pasnpenens 6bp30 B IOBEYETO THKAHH,

Ob6eMBT Ha pasnpeAeieHUE Ha NapauneTaMos MPH BB3PacTHH € npubnnsutenHo 1 1o 2 kg, a npn aeua B
pamkute Ha 0,7 no 1,0 I/kg.

Cpbp3BaHETO C IUTA3MEHUTE NPOTEHHM € ¢1abo.

Buorpancdopmanns

[lapaueramon ce Metabonu3upa ri1aBHO B YEPHHUA Ap0o0 Upes ABa rMaBHU META0OJIMTHH IThTA: CBBP3BAHE C
IMIOKYPOHOBA KHCETHHA U CBBbP3BaHeE ChC CAPHA KMcenHHa. BTropuaT MeTabonuTeH osT € 65p30 HaCHIAeM
IIPH BUCOKH J0O3H, HO B pAMKHTE Ha TCPANEeBTHUHUA Auana3oH. CarypauusTa Ha ITIOKYPOHUPAHETO ¢
NOSABABA CAMO NPH ITPHEM Ha NO-BHCOKH, XENMAaTOTHKCHYHM n034. Manka ¢ppakuus (nox 4 %) ce
MeTabonu3npa upe3 uHToXpoM P450, 1o peakTuBeH MEXIUHEH NPOAYKT (N-auetHnOeH30XHHOHHMHH),
KONTO MPH HOPMATHK YCJIOBHA Ha M3N0J3BaHe 6Bbp30 ce AeTOKCH(PULIMpa Ype3 peAyLHpPAHUA ITYTATHOH U
ce OTAeJA B YpHUHATa cell CBbp3BaHe ¢ LINCTEHHA U MEpKaNToITypHHOBaTa KuceauHa. [1py MacHBHH
MHTOKCHKALMH 0baue, KOJMYECTBOTO Ha TO3HM TOKCHHMEH MeTalOoIMT ce yBeHUaBa,

EnuMHHUpaHE

MeTabonuTHTE Ha NapaLeTaMofi Ce eKCKPETHPAT IMaBHO B ypyHaTa. [Ipn Bb3pacTHUTE NaluueHTH
npuOau3nTenHo 90 % ot npueraTta A03a ce OTAC/HA B paMKUTE Ha 24 yaca, OCHOBHO KaTo IIKOKYPOHHUIH
(npubmusurenso 60 %) u cyndaruu KoHrorati (mpubmzurenHo 30 %). [Mo-Manko ot 5 % ce enuMHUHMpaT
HEeTIPOMEHEHH.

[[na3sMEeHMAT NOAYXHBOT € OKOJIO 2 qaca.

CreuManHu nomynaunm

Bvbpeyro yspexcoane (KpeaTHHHHOB KNMpBHC 10-30 ml/min)

B cayyan Ha Texko ObOpeUYHO yRpexaaHe eNMMHHHPARHETO Ha fapaueTaMmon € nexko 3adaBeHo. 3a
IJIIOKYPOHOBHTE H CYJI(aTHH KOHIOTATH CTENeHTa Ha eTMMHUHALIMA € No-0aBHa NMPH NALMEHTH ¢ TEXKO
6bOpeyuHO yBpeXaaHe OTKONKOTO NpHU 3ApaBH HHAHBKHAHK. KoraTo ce faBa napaueraMon npH Te3u
NAUHECHTH MHHHMATTHUAT HHTEPBAN MEXAY BCEKH NMpHeM TpAOBa Aa ¢ 6 win 8 yaca (Bx. Touka 4.2).

Heprnodpobro yspeoicoane

[Mapaueramos € NpoyYBaH NP NAUMEHTH ¢ YepHOAPOOHO yBpexaane. B npoyuyBaHe, IeCT NalUeHTa ¢
XPOHUYHO CTabWNHO 3a060/1ABaHe Ha YepHHUA Apod ca npuemMany 4 g/neH napaueTamon 3a 5 aHM.
KoRUeHTpaLMATa Ha MapaleTaMor B [JiasMarta ce onpeaesis Mexay TPeTHs U YeTBbPTHA NPHEM Ha 4033 OT
1 g. KoHueHTpaLMsATa Ha napaueraMon sapupa ot 4,5 ug/ml no 26,7 ug/mli, Kkoero e nocra noa
NOTeHUMANHUTE TOKCHMHU HUBA. He ce Ha0M0JaBa 3HAYUTENHO KYMYJIHPAaHE Ha napaueTaMos U HiMa
Pa3NMKH B KIHHUYHOTO CbCTOAHKME Wi B 1ab0paTOpHHUTE TecToBe Ha naumenTHTe. CpeaHara CTOHHOCT Ha
MONY>XUBOTa Ha eNUMHUHUpaHe ¢ 3,4 qaca. Cnel TOBa MMUIOTHO Npoy4BaHe 20 NalMEHTH CbC CTAOUAHO
XPOHHYHO YepHOAPOOHO 3a00s1sBaHe ca paHIOMH3HPAHH B KPOCOYBBP NPOYYBaHE 3a ABa nepuona. Te ca
NOJYYaBaM WM 4 g/1eH napaueTamMos wiu nnanedo 3a 13 aHU U chell TOBa ca NMPEeXBbPAEHH KbM
aNTepHATHBHOTO paMo. EAMH nalLueHT e MoKa3al NOBHIIABAHE Ha NMOKA3aTeIHTe Ha MepHOApOOHUTE
dyuxumoHanau tectope (LFTSs), HO cnen oTIyMABAaHETO HA TO3H €MH301 He MOKa3Ba OTKNOHEHHA MpH ABE
NoCaeA0BaTEIHY HaTOBapBaHuA. Kato 3akmoueHue, toa nopuierne Ha LFTs He e cBbp3ano ¢
ynotpedara Ha IEKapCcTBEHUA NPOAYKT H HAMA NMPOTHBONOKA3aHUus B yroTpebara Ha napalieraMo B
TepaneBTHYHHU J03HU [IPU NALMEHTH ¢ XPOHHYHO cTabunHo yepHoaApoOHO 3adonsaBane.

Hsaxon KITMHUYHHA NPOY4BaHHs MOKA3BaT YMEPEHO HapylleH METab0IH3bM Ha ITApaleTaMo NPH NaleHTH
C XPOHHYHO Y€pHOAPOOHO YBpEXAaHE, BKIIOYHTE/IHO AJIKOXOJIHA LIMPO3a, KOETO Ce NPOoABABA upe3
NOBHUIIIEHH TIa3MEeHH KOHIIEHTpALIMK Ha NapaleTaMoN U No-AbJThI TOTYXHBOT Ha eTUMHHHDPaHE, B
AOKJIaZN MMOBHILEHHAT MOJTYKHBOT Ha MIa3MEHHTE KOHLIEHTPALMH Ha NapalleTaMol Ce CBbp4BE gnﬂﬂﬂ%
KanamureT Ha yepHua Apob. CnenorarenHo napaueramon Tpadsa Ja ce W3MOoN3Ba C MOBHIY
PH NMALHEHTH C YEPHOAPOOHO YBPEXKAAHE H € NPOTHBONOKA3AH MPH JEKOMITIEHCHPAHO &




3abonsBaHe, 0co0eHo akoxoseH xenatuT, nopadgd CYP 2E1 uHaykuma, koeTo BOAX A0 NOBULICHO
obpasyBaHe Ha XenaTOTOKCHYEH MeTaboIMT Ha napaleTaMol.

IHayuenmu 8 cmapuecka ev3pacm
dapmMakokvHeTUKaTa 4 MeTabonuiMa Ha napateramon ca cnabo npoMeHeHu. OOUKHOBEHO He ce

M3HUCKBA KOPMIMpAHE Ha A03aTa NPH Ta3d nmomynaumus (Bx. To4ka 4.2).

Hosopodenu, kopmauema u deya

@apMaKOKHHETHYHHTE NapaMeTpH Ha napauetaMoll, HabmoaaBaHu NpH KbpMaveTa U ena, ca CXO[AHH ¢
Te3¥ HaON0aaBaHH MPH BB3PACTHH, ¢ M3KIMOYEHHE HA MJIa3MEHHA NOAYKHBOT, KOHTO € MANKO MO-KbC
(okono 2 yaca) OTKOJIKOTO fIpH BB3pacTHH. [ Ipn HOBOPOACHH IU1a3MEHHUAT NOMYKUBOT € MO-AbJTBr
OTKOAKOTO NpH KbpMaueTa (0Kojo 3,5 yaca).

Hosopoaenn, kbpMauera 1 aeua Ao 10 roaguiuiHa BL3pacT OTASAST 3HAUUTENHO NMO-MAIKO TTIOKYPOHHAHY H
nopede cyipaTHH KOHIORATH OT Bb3pacTHH. O611aTa eKCKpela Ha mapalueTaMon 4 HeroBUTe MeTaboNnTH
¢ €HAKBA MPH BCHUYKH Bb3PacTH.

5.3 [IpeakAnHAYHK NaHHH 32 6e30NacCHOCT

Kapyunozcenesa

EdexTrTe Ha napaieramMon B AXETaTa Ha MHLIKHM M ILTbXOBE € oleHeHa Ha 0, 600, 3000 u 6000 PPM B
[MPOOB/DKEHUE HA OBE ropiHH. HAMa JaHHW 3a KapUHWHOreHHO AeHCTBHE Ha MapaleTaMosl NpH MbKKH
[LTbXOBE, HHTO NMPH MBXKKH H KEHCKM MHLIKH. JIBYCMHCIEHH €3 TAHHHTE 33 KapLIIHHOr€HBA AKTHBHOCT MpH
YKEHCKH ILUTbXOBE Ha 0a3ara Ha MOBHIIEHA YECTOTa HA MOHOHYKJIEApHa JIEBKEMHA.

CpaBHUTETHUAT Nperjiel Ha IUTepaTypara 3a FTeHOTOKCHYHOCT H KapLIMHOTeHHOCT Ha NapaiieTaMo
NOKa3Ba, Y€ r€HOTOKCHYHH €(PEKTH Ha MapaleTaMo ce NIOABABAT CaMO NPH A03H HaA [TPENOPbYBAHHTE, B
pe3ynTaT Ha TEXKH TOKCHYHH e()eKTH BKIIOYHTENIHO H3pa3eHa TOKCHYHOCT Ha YEPHHA Jpob H KOCTHHA
M03bK. [IparsT 3a reHOTOKCHMMHOCT HE CE MOCTHrA NPH TepanesTHYHHM 403K napaueramon. [IpoyyusaHuaTa
NPH XKHBOTHH HE MOKa3BAT KAPLMHOTEHEH NOTEHIHAN HA HEXETTATOTOKCHYHH J030BH HHBa. TYMOPOreHHH
edeKkTH ca HaGmoaaBaHH MNPH NO-CTapH NPOYYBaHHA, CaMO TPH NpiaraHe HAa MHOTO BHCOKH
LHTOTOKCHYHH AO3H.

Vepeacoane va pepmuaumema

JIMNCBAT KOHBEHLMOHATHH NMpOYYBAHKA, U3NOT3BALIIH [IDHCTHTC NMTOHACTOALICM CTAHAAPTH 3a OLICHKA Ha
PCIPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 34 Pa3BHTHETO.

6. OAPMAINEBTHYHH NTAHHH
6.1 CNHCBK HE MOMOMHKHTE BEECTRA

Maxkporon 6000

["'munepon (E422)

Pa3tBOp Ha 3axapo3a

3axapHH HaTpUH

Kanunes copbat (E200)

JIUMOHeHa KHCelnHa

SAroaos apomat* (chabpxain nponuneHriankon (E1520))

*CocTaBKkH Ha apomara (npubnusutenHo 3,5%): erun OyTHpar, H30aMui OYTMpPAT, MaaTOJl, €THJ
METUNQCHIITTHUNIAT, YHISKANAKTOH alieTaT, XeJJHOTPOIHI alleTaT, €THA BAHWIHH

[TpeuncreHa soaa

6.2 HechLbBMECTHMOCTH

Henpunoxxumo.




6.3 Cpok Ha roanocT

3 rogvHH
CpoK Ha ronHOCT ciiel ITbpBO OTBapaHe: 6 Mecela

6.4 CnennajinH yCOI0BHS HA ChHXPAHEHHE

Jla ce CbXpaHsaBa B OPHIHHANTHATA ONAKOBKA.

6.5 Bua H ChAbpKAHHE HE ONAKOBKATA

Kadsa Sytnnka ot nonueTnieH tepedranar ¢b¢ CNELHANHA, 3aLINTEHA OT ACHA Kanayka K 3all{TeH
NPLCTEH OT NOJIHETUACH ¢ HHCKa TUTbTHOCT, OT 90 m! 4 150 ml. OnakoBkaTta BKIOYBA MEPHTENHA
CIPHHLOBKA 33 JO3HpaHE.

Josupaila CHCTeMa: (nepopanHa MEpUTENHaTa CIPUHLIOBKA) , CHCTOALLA CE OT NOMUECTUICHOB KOPITYC H
NOJUCTHPEHOBO OyTano, ¢ aejeHHa B kg 3a rernoro Ha aerero 3 kg, 4 kg, 6 kg, 8 kg, 10 kg, 12kg, 14kgnu
16 kg, cpOTBeTCTBALIM HA IMpHeM |5 mg mapaueramon Ha kg terno.

bytunka ot 90 ml ocurypssa 180 no3u ot 15 mg (BX. To'Ka 4.2).
bytuaka ot 150 ml ocurypsasa 300 no3u ot 15 mg (BX. Touka 4.2).

6.6 Cneunannn npeanasHu MEPKH NPH H3XBLPARHE

HamMa cneuyanay H3HCKBAHMA,

7. NMPUTEXATEJI HA PASPEINEHHETO 3A YIIOTPEBA
UPSA SAS

3, rue Joseph Monier,
92500 Rueil-Malmaison,

OpaHuua

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

Perucrpauunonen Ne 20020044

9. JATA HA ITbPBO PA3IPEINHABAHE/TIOAHOBABAHE HA PAZPEUIEHUETO 3A
YNMOTPEBA

Jara Ha mspBo pazpewasane: 02.05.1997 r,
JaTta na nocneano nogHoBasane: 01.11.2007 r,

10. JAATA HA AKTYAJINIUPAHE HA TEKCTA

05/2026 r.




