KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. UME HA JIJEKAPCTBEHHS MPOAYKT UBITbIHUTENHA ATEHUMA NO NEKAPCTBATA

Mdepsekc O6ebe 30 mg/ml nepopaneH pasTBop

Fervex baby 30 mg/ml oral solution

2. KAYECTBEH H KOJIHMECTBEH CBbCTAB

INapaneramon (Paracetamol) 3g
3a 100 ml nepopanen pa3reop

[TomowHM BeuiecTBa ¢ H3BeCTHO AelicTBue: 3axapo3a — 0,54 g/kg Ha aeH n nponunenraukon (E1520) 7
mg/Kkg Ha JeH B apoMara.

3a IMbAHUA CNHUCHK HA NOMOLIHHATE BelleCTBa BHXKTe TOuKa 6.1.

3. JEKAPCTBEHA ®OPMA

[lepopaneH pa3TBop.
JIexo kadeHUKaBO-KbAT 10 KaeHHKABO-XKbJIT pa3TBOP, JICKO BHCKO3€EH, ¢ apOMaT Ha Aroja.

4. KJAHHYHHU JAHHHA

4.1 TepaneBTHYHH NMOKA3AHHNA

CuMnToMaTUHHO neucHue Ha 0oNka ¢ NeK 10 YMEPEH HHTEH3HTET WHIU Ha PeOpWwiHH ChCTOAHIS.

4.2 Ho3HpoBKA H HAYHH HA NPUHJIOKEHHE

Ta3u nexkapcTBeHa opMa € npeasuacHa 3a aAella ¢ Terno ot 3 a0 32 kg (npubnuazntenHo oT paKAaHETO AO
12 roAUHH).
[Ipeanarar ce no-noAXOAAUHM NeKapcTBEHH GOpMH 3a Aella ¢ Terno noa 3 kg vm Han 32 ke.

Jo3upoBka

Ilpu penara € 3aaBJIKUTENHO Aa €€ CNa3Ba A03HPOBKATA, ONIPEAE/TIEHA B 3ABHCHMOCT OT TerJ10TO HA
AEeTETO U CIe0BaTENHO Aa ce Hibepe moaxonaduiara nekapcreeHa gopma. [lpubnusnrenyara Bu3pacT €
JaJieHa CaMO OPHEHTHPOBBLMHO B 3aBHCHMOCT OT TEIJIOTO Ha JETETO. 3a 1a ¢e U3berHe pucka ot
npeao3vpaxHe, TpaOBa Ja ce NpoBepsABa 3a OTCHCTBHE HA NAapaLlieTaMo B CbCTABA Ha APYTUTe NpHeMaHH
JIeKapCTBa (BKITIOYMTEMHO N0 JEKAPCKO NPEANUCcaHne U TakuBa Oe3 pelenTa) (BX. Touka 4.4).

[lpenoprhunTenHaTa AHEBHA 1032 3aBHCH OT TEMIECHOTO TENIO Ha ActeTo. JlosaTta e 60 mg/kg/neH,
pa3neneHa Ha 4 npuema, 1.e. 15 mg/kg Ha Bceku 6 yaca. MakcumanHaTa QHeBHa 103a He TpabBa Ja
HaaBulIaBa 75 mg/Kg. MMHUMATTHHAT HHTEPBA MEXIY BCEKH NpHeM € 4 yaca.

Mepaexc 6ebe Tpabsa paa ce mpunara B 1034 ot 10 10 15 mg/kg Ha Bceku 4 a0 6 yaca, 1o MakCHMaJlHa
OHEBHa no3a 75 mg/kg/aeH.




JETETO BHHATH TIONY4aBa 03aTa, ChOTBETCTBALLA HA TEJIECHOTO Terno. JJo3upaHeTo npH aeua ¢ MexaAHHHO
Terno (5-7-9-11-13-15 kg) padsa na ce 0OCHOBRaBa Ha MEKAKHHH NEJICHHA HA CKajlara.

- ot 3 no 16 kg: usnonipalite MepHTENHATa CIPHHLIOBKA 10 I'PadyHPOBKATa, OTrOBapALlia Ha TETIOTO
Ha NETETO WK A0 OHA3U MpalyHUpOBKa, KOATO € Hai-01130 4O Hero.
Hanpumep: ot 3 kg 10 3,5 kg MepuTenHaTa CIIPKHLIOBKA C€ HambJBa A0 rpagyuposkara 3 kg. [1pu
HeOoOXOAUMOCT NPHEMDBT CE NOBTAp4 clIeA 6 yaca.

- ot 16 g0 32 kg: MepuTeNHATa CIPUHLIOBKA C€ HaITh/IBA TbPBROHAYaiHO 40 16 kg, ciien ToRa crhllara
C¢ JOITHJIBA 332 BTOPH ITHT A0 MOJyuaBaHe Ha TErnoTo Ha JeTeTo.
Hanpumep: ot 18 1o 19 kg HammbiHeTe MepUTEHa CIPUHIIOBKA A0 Aenedue 10 kg, cnen Tosa
MNOBTOPHO A HamrbaHeTe 1o aencHue 8 kg. I1pu HeoOXoAUMOCT NMpHEMET ce NoBTaps cnex 6 vaca.

bvbpeuno yapescoare
[Tpu nawmeHTr ¢ 6pOpeUHO yBpeKNaHe, MUHHMATHHAT HHTEPBal MeXKAY BCEKH NpHeM Tpabpa aa ce
POMEHMU Criopen clieaHara cxema (Bx, Touka 4.4 1 5.2).:

KpeaTHHHHOB KJAHPBHC HaTepBan Mexay NpHEMHTE
¢l 10-50 ml/min 6 yaca

¢l <10 ml/min 8 yaca

Yeproopobro yepeacoare

[1py naumMeHTH ¢ yBpeaeHa yepHoapoOHa QyHKkUUS, 103aTa TpAOBa Ja ce HaMalli MY Ja C€ YIbJKH
MHTEPBANA Ha fqo3upaHe. MakcumasiHaTa AHEBHa A03a He Tpadba Aa HaaBuiaBa 60 mg/kg/nHEBHO
(2 g/oeH) NpH ClieIHUTE ChCTORHHA:

- Bb3pPacTHH NAuMEHTH ¢ Terno noj 50 kg,

- XPOHHMYHO MJIM KOMMEHCHPAHO aKTHBHO 4epHOIpoOHO 3abonaBaHe, 0cO0EHO T3 ¢ 1eKa A0

yMepeHa XenaroLenysapHa HeAOoCTaTbUHOCT,

- cuHApoM Ha Gilbert (pamunua xunepounupyonnemus),

- XPOHHMYEH AJIKOXOIU3IBM,

- XPOHWYHO HEAOXPAHBAHE (HHUCKH 3aI1aCH OT YE€PHOAPOOEH MIyTATUOH),

- Jexuaparaums (BX. Touka 4.4).

HaunH HA npHIoXKEHHE

[lepopanHo npHIIQKEHHE.

Pa3rBOpPBHT MOXKE Aa C€ MPHEMA YMCT HNH pa3peleH B MANIKO KOAHYECTBO TEYHOCT (HanmpuMep BOJa, MIIAKO,
MJIOLOB COK),

4.3 IMpoTHBONOKAZAHHS

Pepekc 6¢de e MpOTHBONOKA3aH B CIEIHUTE CITYYaH:

" CBPBbXUYYBCTBHUTE/THOCT KbM NapaLeTaMor, NPonaLeTaMoN XUAPOXJIOpU (IIpeaneKkapcTBo Ha
napaueTaMon) WiH KbM HAKOE OT MOMOIUIHHTE BelllecTBa, H30pOEeHH B TO4Ka 6.1;
. TeXKa YepHOApOoOHA HEAOCTATHYHOCT HIH AEKOMIIEHCUPAHO aKTHBHO YepHOAPOOHO 3abonaBaHe.

4.4 Cneunajnn npeaynpexxieHHa H NpeaAnasHi MepkH npH ynotTpeba

3a na ce u3berHe pucka ot nNpeAo3upaHe, TpadBa Aa ce MpoBepABa 3a OTCLCTBHE HA NapalleTaMoll B ChCTaBa
Ha JpYTHTE NPUEMaHH JIEeKapCcTBa (BKMOYUTENHO MO IEKapCKo NMpeanucaHie U Takuea 6e3 penernra).

[IpunokeHHeTo Ha NapaueTaMon B 1031 NO-BUCOKH OT NPENOPHYBAHKTE BOAH J0O PHUCK OT MHOTO CEPHO3HO
YBpEKIAAHE HA YEPHHA ApoD. KNHHHYHHTE CHMIITOMM Ha Ye€pHOAPOOHO yBpeXaaHe 0OUKHOBEHO Ce
3a0e/1A3BaT 3a NbPBH BT | A0 2 AHK cned NPeAO3UpPaHeTo ¢ napaneTaMmos. CHMOTOMHTE Ha M
YEPHOAPOOHO YBpekKaaHe OOHKHOBEHO ce NMposABABAT cien 3 Ao 4 nHU. JleueHuero ¢ aHTUIOT y;
3AMOYHE Bb3MOXHO Hai-Ckopo (BX. Touka 4.9). i




[TapatieTaMoJi MOKe [a MPHYHHH CEPHO3HM KOMXKHH pPeakiLMH KaTo OCTpa reHepaiu3MpaHa eK3aHTeMaTo3Ha
nycrynosa (AGEP), cunapom Ha Stevens-Johnson (SJS) 1 TokcHuHa enuaepManya Hekponusa (TEN),
kKOUTO Morat aa Obaar ¢atanuu. [Taunenture Tpadea ga 6baaT HHPOPMHPAHM 3a MPU3HALIUTE Ha CEPHO3HH
KOXKHH peaklUiH H ynoTpedara Ha IeKapCTBEHHA NPOAYKT Aa 6bae npeycTaHOBEHA 1PH IThpBa M0s1Ba Ha
KOKeH OOpHB WM APYTrH NPU3HALUHM HA CBPBbXUMYBCTBUTENHOCT.

HﬂpﬂHETEMOJ] Tpaﬁaa Ad C€ H3MOJI3Ba BHUMATCIHO B CJICAHHUTC CIIyHaH.

. yepHOApoOHa HENOCTAaTHLYHOCT, BKIIOYHTENHO cHHapoM Ha Gilbert (dbamunna
xunepbunupybunemus) (Bx. Touka 4.2 1 5.2);

- TeKa OLOpeyHa HEAOCTATBYHOCT (BXK. TOMKH 4.2 ¥ 3.2);

. rmokKo030-6-pocdar nexuaporenaszia Heaoctarb4HOCT (GOPD) (MOXke na noBene A0 XeMOJIMTHYHA
aHeMH3);

. XPOHHYEH ATKOXONUIbM;

. XPOHHYHO HEAOXpaHBaHE (HUCKH 3anacK Ha YepHOApoOeH rITyTaTHOH), AHOPEKCHA, KaXeKCH,
OynuMUA, ranyBaHe;

. ACXuapartannsa, XUurnoBoJICMHA.

He ce npenopbuBa KOHCYMAIHATA HA ATKOXOJ 110 BPEME Ha JIEYEHHETO.

B cayuau Ha aparocpodHa ynotpeba Ha aHanreTduM (>3 Mecela) pH NAUMEHTH ¢ XPOHHYHO r1aBobonue ¢
NPUIIOKEHHE HAa BCEKH [Ba IHU WIH M10-YECTO, MABOOOINETO MOXKE Aa Ce pa3BHe WK Bnolud. [ nasobonue,
NpeaH3BUKAHO OT npexoMepHa ynorpeba Ha aHanreruuy (MOH - riasoGonue npu npexoMepHa ynorpeba
HA JIEKApCTBA), He TPAOBa Aa ce JeKyBa ¢ yBeJHuaBaHe Ha 103aTa.

B TaxkuBa ciydyau ynorpebara Ha aHareTHIM TpAOBa Na ce NpeyCTaHOBH CHEA KOHCYITALMA ¢ JIEKap.

Cro0uIeHH ca cnyyan Ha MeTabonuMTHA auuA03a ¢ romsiMa aHMoHHA mpasiuHa (HAGMA), apixkaiua ce Ha
NUAPOrIYTAMHHOBA alMao3a MpH NMaLMEHTH ¢ TEXKO 3a0ongBaHe KaTo TEXKO OLOpevyHO yBpekKIaHe H
CEeTNCUC, WA NPH NMaUHEeHTH ¢ HEAOXPAHBAHE MIIA C APYrd U3TOYHHLM Ha AePHMUMT HA IrIyTaTHoH (Hanp.
XPOHHYEH alIKOXONU3IbM), KOUTO Ca JIEKYBaHH C NapaleTaMoj B TepaleBTHYHA A03a 33 NPOIbIDKUTEICH
nepuon Mnu XoMOMHauus OT napaueramon ¥ ¢ayknokcauMnuH, Axo ce noao3upa HAGMA nopanu
NMUPOrIYTAMUHOBA alMA03a, NPENOpPLYBA C& HE3aDaBHO NpEKpaTdBaHE Ha MapaueTamMosl H BHUMATENHO
HaOnroaeHue.6 MaMepeaHeTo Ha S-OKCONPONUH B YPHHATA MOXE Ja ObAE NONE3HO 3a WISHTHUILIMpaHe Ha
MHPOTIYTAMHHOBA allHA03a KaTo OCHOBHA npuuHHa 3a HAGMA npu nauneHTH ¢ MHOMXECTBO PHCKOBH
akTopHu.

[TapaueraMOTbT M HEroBUTE METAaDONUTH ce eKcKperupar ¢ ypuHata. B ciyvyall Ha Texka OnbpeuHa
HEAOCTATHYHOCT HHTEPBATHLT MEXAY J03UTe Tpabsa aa Opae Hali-Manko 8 vaca.

[ToMOIIIHY BellecTBa

Toga 1eKapCTBO ChAbpXKa 3axapo3a. Tosa TpAOBa Aa ce UMa B NPeABUI NPH MALUMEHTH CbC 3axXxapeH auaber.
[TauneHTH ¢ PEAKH HACAESACTBEHH NMPOOIeMH HA HEMOHOCHMOCT KbM QPYKTO3a, MNI0KO30ranaKkro3Ha
mManabcopbuua uny 3axapo30-U3oMaiTaseH AepUUHT He TpaOBa Aa NpMEMaT TOBA JIEKaPCTHRO.

Topa JiekapcTBO ChaAbp¥a nponuiacHrnukon (E1520). EnHOBpEMEHHOTO NPHIIOXKEHHE C KOHTO U A4 €
CcyOCTpaT Ha aNKOXONAECXUAPOTEHA3ATA, KATO €TaHOI, MOXKE J1a NPHUYMHH CEPUO3HH HEXENaHH PeakUMH TpH
HOBOPOJACHH.

ToBa nekapcTBO ChAbpKa No-Manko oT | mmol (23 mg) HaTpuii Ha 0033, T.e. MOXe Ja Ce Kaxe, e

NPaKTHYECKH HE ChObPKA HATPHIl.

4.5 BiaumoaelicTBHE ¢ APYIH JEKAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aHMOaeHcTBRE

BaaumoaelcTBys, U3UCKBALIY NpEeANa3HU MEPKH NpH ynoTpeba

Denumounn; eAHOBPEMEHHOTO NpUiaraHe Ha GEeHHTOWH MOXe 1a A0BEIE 10 HaMalaBaHe Ha /
eheKTHBHOCTTA Ha NapaieTaMol H A0 MOBHIEH PHCK OT XenaroTokCU4HOCT. [aumeHTrTe Ha
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denuTorH TpabBa na U30ATBAT roJIeMM 1034 NapaleTaMon W/HIKH NPOaLIKUTENEH NTpueM. [Taumerrure
TpaOBa 1a OpRaT nNpocaeasaBaHH 3a XENaTOTOKCHYHOCT.

Ilpobeneyuo: npobeHeuna NpUUKHABA NMNOYTH ABOHHO peAylpaHe Ha KIMPbHCA HA napaleTaMol, Ypes
NOTHCKAHE Ha HEMOBaTa KOHIOTAUMA ¢ TMIOKYPOHOBAaTa KHCeNKMHAa. HaMaiaBaHeTo Ha Jl03KTe Ha

napauctTaMon Tpnﬁaa Aa cC B3EMC npcieui 1rpH CAHOBPECMEHHO ITPHIIOXCHHE C HpOﬁEHE[II‘L[L
C&TH#MMHQ.‘ CalIHHNNaAaMHA MOXKE Ja YADIAKH CIHMHHAIIHOHHHA TTOJTYKHBOT (tm) Ha MnapalcTamMo.

Ensumnuu unoykmopu: Tpa06sa 1a ce BHUMARBA NPU €AHOBPEMEHHHS IIPHEM HA NapaleTaMoll ¢ €H3UMHH
UHAYKTOpH. Takupa cyOCTaHUMH BKIOUBAT, HO HE Ca OrpaHuyeHH 10: 6apbduTypaTt, H30HHA3MUI,
kapOaMa3seruH, pudaMnuH H €TaHon (BX. Touka 4.9).

depBeke 6e6e MOXe /1a YBENMYH Bb3MOXHOCTTA 3a MOABA HA HEXETaHH JIEKAPCTBEHH PEaKiLIMH, KOTaTo Ce
npUeMa €IHOBPEMEHHO C APYFH NIEKAPCTBEHH NPOJYKTH.

Anumuxoazynanmu: eAHOBpEMEHHATa ynorpeba Ha napaueramon ¢ KyMapHHU, BKINIOUUTETHO BaphapuH,
MOKe Aa AoBene A0 aeku Bapuaumu Ha INR crolinocture. B 1031 ¢iryvalt cnensa na ce npoBejie 3aCHIEH
KOHTpoA Ha INR cTONHOCTHTE MO BpEME HA MEPHOAa HA €IHOBpEMeHHa yroTpeda, KakTo U 3a ejHa
ceAMHMLUA CJIe NPEeYCTAHOBABAHE Ha JICUEHHETO ¢ MapaLeTaMo.

DRYyKAIOKCAYURUN.

TpsabBa Aa ce BHUMABA KOTaTO NapalieTamMo ¢e H3NOoJ3Ba eAHOBPEMEHHO ¢ GNYKIIOKCAHINH, ThHH KaTo
napaneHuAT NPHEM € CBbp3aH ¢ MeTabONHTHA aL03a ¢ ronIMa aHMOHHA NIPa3HHHA Nopaau
[MUPOrIYTAMHUHOBA aliHA03a, OCOOCHO NPH NanueHTH ¢ pUCKOBH (akTopH (BXK. TOUKa 4.4).

Baaumoodeucmeaus ¢ 1abopamopHu U3Ca1e06anus

[TapaiieTaMoTbT MOXE Aa MOMpPEYH Ha ONPEAESHETO Ha MHKOYHATA KMCEHHA B KPbBTA Upe3 METOAA Ha
dochopHOBONppaMOBA KUCEAHHA H aHAJIU3UTE Ha KPbBHATA 3aXap 4pe3 METOJa Ha MIKK0300KCHAa3a-
MepoOKCHIA3a,

4.6 DepTHAHTET, HpEMEHHOCT H KbpMEHe

JlexkapcTBeHara dopma e npeaHazHayeHa 3a aelia.

bpeMEHHOCT

3HAYHTENHO KOMHUECTBO JAHHH NIPH OPEMEHHH XKEeHH HE NMOKa3BaT HUTO MalpOpMAaTHBHA, HHTO
¢reTo/HEeOHATANIHA TOKCHYHOCT. Pe3yaraTure OT eNMAEMUAONOIHUHHNTE ITPOYYBAHHUA BHPXY
HEBPOJIOTHYHOTO Pa3BUTHE Ha Jella C eKCMO3HUMUA Ha NapaueTamon in utero ca HeybeauTenHU. AKo e
HeoOXOIHMO OT KIHHHYHA IMEeAHA TOUKA NapaLeTaMoll MOXe J1a ce npuiara no BpeMe Ha 6peMeHHOCT,
HO TpAOBa Aa ce N3NoN3Ba Hali-HUCKaTa ePeKTHBHA 1032 33 Bb3MOKHO Hall-KpaTko BpeMe H ¢
BB3MOXHO Hali-HUCKATa 4ecToTA.

KbpMeHe

Cnea nepopaneH npueM, napaueraMon e eKCKpeTHpa B MAJIKY KOJHYECTBa B KbpMata. JloknansaH e
oOpHB npH KbpMayeTa. BuNpeku TOBa ce CHKTaA, Ye NiapaueTaMos MOXE Ja ce NpHeMa o BpeMe Ha
xkbpMeHe. Manuckea ce BHUMaHue, korato Peprekc Gebe ce mpueMa oOT KeHH, KOUTO KbpPMAT.

4.7 Edexmn BLpXy cnocobnoctTa 332 modupaHe ¥ pabora ¢ MAIMHHA
Henpunoxumo.

4.8 Hexenanu JexapcTBeHH PeaKiiHH

CnenHuTe HeXeNaHH IEKapCTBEHH PEakIMH Ca AOKIAZBaHU IO BpEME Ha nm—mapxmﬂrunm%h N
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CHcreMo-oprassa YectoTa HexeNaHH peakKnuA

KAaCHpUKaNHS

HapylueHus Ha xpbBTa H C Heu3BECTHA UecTOoTa TpomOGouuTOnIEeHNs, HEYTPONECHUS,

nuM¢HaTa CHCTEMa JIEBKOTICHMUS

CToMalIHO-4YpeBHM HapylieHUus | C HEH3BECTHA YeCTOTa Anapus, abnoMuHanHa 60ika

XenaroOWIHapHH HapylIeHUS C HEeH3BECTHA YECTOTA [loBuLIaBaHe HA YEPHOAPOOHHUTE EH3UMH

O6u HapyweHusa ¥ egpekTH Ha | C HEH3BECTHA Y4ecToTa Hepa3snonoxeHue

MACTOTO Ha MPWIOKEHHE

HapyieHHA HAa HMYHHAaTA C HeH3BEeCTHA 4YeCTOTA AHadHUnaxTHYHA peaKUuMs (BKIIOYHUTETHO

CHCTEMa XUMOTEH3UA ), aHAPUIAKTHUYEH LIOK,
CBPbX4YYBCTBUTEJIHOCT,
aHrHOCAEM

Hapyuwenus Ha koxara U C HeH3BeCTHa 4YecToTa Yprukapus, epureMa, 0OpuB, myprypa,

NOAKOXHATA ThKaH OCTpPa F'eéHepaii3KPaHa eK3aHTeMAaTO3Ha
MyCTYyJI03a, TOKCHYHA ENHAEPMAaHa
HEKpOJX3a, CHHApOM Ha Stevens-Johnson,
pukcHpana MEAMKAMEHTO3HA epynUUs

PecriHpaTOpHH, MPBAHH H C HeW3BECTHA YECTOTa bpoHxocna3zeM MpH MaLMeHTH,

MEAHACTUHAITHH HapyLUCHHS YYBCTBHTENTHU KBM aleTHIICATIHLIMIOBA
kucennHa Wi apyrd HCTIBC

HapymeHus Ha Metabonmusma 1 | C HEM3BECTHA YECTOTA MeTtabonuTHa auyao3a ¢ roisaMa aHHOHHA

XpaHEHETO npa3sHHHA

CnyuayTe Ha peaKIlMM HAa CBPBLXYYBCTBUTENHOCT BAPHPAT OT OOMKHOBEH KOXKEH 00pUB, epUTeMa HIH
YPTHKapHa 10 0Tok Ha Quincke win aHaduIaKTHYEH IOK M W3UCKBAT NPEKBCBAHE HA JICYEHUETO.

OnucaHne Ha M3OPAHU HEXEJTAHW peaKLIHK

MeraloauTHa auMa03a ¢ roisMa aHHOHHA NPa3HUHA

Cayuan Ha MeTabONHTHA auHa03a ¢ rojitMa aHHOHHA Npa3HHHA, ABJDKALNA €€ HA MHPOrTyTaMHHOBA
alHA03a, ca HabmogaBaHU NPH NALMEHTH ¢ PUCKOBH (aKTOpH, U3MOI3BALLHM apaueTaMon (BX. TOYKa
4.4). IIpH Te3H nauueHT! € Bb3MOXHO Ja BE3HUKHE NMUPOryTAMHHOBA aLlMA03a BCIICACTBHE H2 HUCKH
HHUBA HA ITYTATHOH.

Crpo0OllaBaHe HA MOAO3UPAHU HEXKEAHH PEaKLIHH
Crpo0i1araHeTo Ha OJI03MPAHH HEXENIaHU PeaKLIHH ciief] pa3peuiaBaHe 3a ynorpeba Ha neKapcTBeHHs

NPOAYKT € BaXKHO. TOBa Mo3BO/IABA Aa NMPOABIKH HAONMIONEHUETO Ha ChOTHOLIEHHETO MOJI3a/PHCK 38
NeKapCTBEHHA NMpoayKT. OT MEAMUHHCKHTE CICLMAIMCTH C€ M3UCKBA Ja chodIlaBsaT BCAKa MOAO3HpaHa

HeXeJ1aHa peakLna 4ypes:

Hanbvnaurenda AreHuus no Jiekapctearta
yi. ,,JiamsaH ['pyes™ 8,

Codmusa 1303,

TeN.: +359-28903417,

yebcaiiT: www.bda.bg

4.9 IIpeno3upane

[Ipu3nany 1 CUMNTOMH LE TR
ColuecTsyBa PHCK OT HHTOKCHKALIHA 0CO0EHO NpPH MauMEHTH ¢ YepHOAPOoOHO YBpeKaaHe, B ;ﬁw Ha ;7 ﬁfjﬁ:;;_
XPOHUYEH IKOXOIH3BM, IPH NAUHEHTH CTPAJAILH OT XPOHHYHO HEIOXPAHBAHE U NpH NajMelTh . 72

npHeMally €H3UMHH HHAYKTOpH. U3X0ABT OT MHTOKCHKALUATA MOXE Ja Oba¢ (aTtaneH,
cIy4ad (Bx. Touxa 4.4).



CHUMNITOMH, KOHTO c€ NosABaBaT 0OUKHOBEHO B TbpBHTE 24 yaca BKIIOYBAT raZleHe, MOBPbLIAHE,
aHopekcus, 61en0CT, Hepa3nonoxeHue  Anadopesa.

CBbpxa03a ¢ €IHOKPAaTHO MOrTbILAHE Ha 7,5 g WK NoBeve napaueraMon npH sbipacTiy wiM 140 mg/kg
TEJIECHO TErNO NPH Aella NPUUYHHABA LHTONHTHYEH XENaTHT, KOHTO MOXeE Ja HHAYLUHPA OTbJIHA H
HeoDpaTHMa Hekpo3a, BOAEILA 0 XSNaToLEeNylapHa HEAOCTAaThYHOCT, MeTabONUTHA anna03a (KOSTO MOXKeE
Ja UMa Npou3xoll OT MJIeYHa KHCEJIHHA WIHK B HAKOH CJTy4YaH NPOM3X0A OT NHPOTTYyTAMHHOBA KUCENHHA) K
eHuedanonaTud, KOSTo MOXe Aa JOBEAE 0 KOMa H CMBpT.

EAHOBpEMEHHO ca HabNIOAABAHN YBEIMYECHH HHBA Ha uepHOAPOOHNTE TpaHcamuHasm (AST, ALT), nakrar-
JexuaporeHasara H OunMpyOuHa 3a€tHO ¢ HAMAJIEHUE Ha MpOTPOMOMHOBOTO HHUBO, KOETO MOXeE J1a ce
noABy OT 12 0o 48 yaca cnea MpUeMaHeTo Ha JICKapCTBEHUA NPOAYKT. KJIIMHUYHHTE CUMITTOMH Ha
4yepHOIpOoOHO yBpexJaHe OOMKHOBEHO ITbPBOHAYANHO ce 3abena3Bar cnea 1 1o 2 AHM U AOCTHraT CBOS
MaKCHUMYM ciiex 3 10 4 aHH (BX. TOYKa 4.8).

Crneanure cbOUTHS CHLIIO MOTAT 1a C€ HaO/MOAABRAT Cliel NPeao3vpale ¢ napaueTaMon:

- Octpa 6s0peyHa HEAOCTATHYHOCT AOPH NPH JIMIICA Ha HAKOJIKC YEPHOAPOOHH YBpeKIaHMA,

- JluceMHHMpaHa HHTPABACKYIAPHA KOAr'YNIALMS BCNIEACTBHE HA OCTPa YepHOApOoOHa
HeAOCTATbYHOCT,

- PenxH cny4au Ha OCTBP NAHKPEaTHT.

Cneuinu mepxu
. He3abaBHo npepexaane Ha O0JHNA B OONIHAYHO 3aBEIACHUE.
o [1pean 3anoupaHe Ha TepanusiTa, Bb3MOXKHO HaH-CKOpO TpAOBa Aa ce B3¢ME ENPYBETKA KPBB 3a

[TbPBOHAYATHO ONPEALAHE Ha IUTa3MEHOTO ChAbPKAHHE HA NApaLeTaMo1, HO HE NO-PaHo OT
4 yaca ciea npueMaHeTo Ha napaleTamMol.

. He3abaBHa cToMalllHa MPOMUBKA C LIEN1 €BaKyalluf Ha MOrbJHATOTO NIEKAPCTRO.

. O0nyatiHOTO NeYeHNe Npy NPEa03UpaHe BKIHOYBA IPUIAraHeTO Ha aHTHAOTA N-aUeTHALIMCTEHH
BEHO3HO MJIM NEPOPANHO 110 Bb3IMOXKHOCT B PAMKHTE Ha 8 yaca OT NpUEMaHeTo. AHTHIOTHT N-
AUETHNILIMCTEHH MOXKE Jla OCHI'YPH HsIKaKBa CTENEH Ha 3alludTa A0OpY H chel 16 daca.

u CHMITTOMaTHYHO JIEYEeHMeE,

. HepHoapoOHH TecToBe TpAOBa a ¢€ NMPOBEAAT B HAYANOTO Ha JICYCHHETO K Aa Ce NMOBTaPAT Ha
BcekH 24 vaca. B nosedero ciy4yad YepHOAPOOHNTE TpaHCAaMKHHA3M Ce BPBLIAT KbM HOPMAaHHTE
CH HMBa B pAMKHTE Ha | n0 2 ceAMHIYU ¢ MbJIHO Bb3CTAHOBABAaHE HAa QYHKIHNATA HA YEPHHUS NpoD.
[Tpu MHOro Texku cnyvyaid odave MOxe Ja ce HATIOXU TPaHCIUIaHTaLuS.

5. GOAPMAKOJOTHYHHY CBOMCTBA

3.1 DOapMaKOIHHAMMYNYH CBOHCTBA

(dapmakorepanepruyHa rpyna: JIPYT'H AHAJITETHLIA U AHTUITUPETHUILIN
ATC xon: NO2BEOI

[TapaueTamMoJ1 e NPON3BOAHO Ha napaaMHHOQEHOosa ¢ AHANTETHYHO, aHTHITUPETHYHO K ¢nabo
NPOTHBOBB3NANUTENHO AcHicTBHE. 3a pa3nHKa ot TpaauuuoHHuTe HCIIBC, B TepaneBTHYHH A03K
napaueramMos He NOTHCKa PYHKIHATA Ha TPOMOOLHUTHTE.

MexaHU3BEM Ha AelcTRHE

TOYHUAT MEXAHU3BM HA aHANINETHYHHTE U AHTUITHPETHYHHUTE CBOMCTBA HA MapaleTaMol Bee OLe He €
YCTaHOBEH; NapaleTaMoTbT O4eBUIHO HHXHOMpA CHHTE3a Ha MPOCTariaHHH KaKTo B LieHTpalHaTa HEPBHA
CHCTEMA, TaKa M B nepudepHUTE ThKAHM.

5.2 @ apMaKOKHRETHYHH CBOitCTBA

Ab6copbuus




AOGcopOLugaTa Ha nNapaueTaMosl NpH NEPOPATHO NMPUIOKEHHE € Obp3a B MbJHA. MaKCHMATHUTE MIA3MEHH
KOHUEHTpaUuH ce pocturar ot 10 10 60 MHHYTH cnep npueMa.

PaznpenencHue
IMapaueramorn ce pasnpenens 6bp30 B NOBEYETO ThKAHU.

O0eMbT Ha pasnpeseNeHne Ha napaieraMmos nNpy Bb3pacTHH € npuonusurenuo 1 10 2 /kg, a nipu aeua 8
pamkute Ha 0,7 g0 1,0 1/kg.
C8BP3BAHETO C TUIASMEHHUTE NMPOTEUHH € cnabo.

BuorpancdopManyis

[Tapaueramon ce Metabonu3npa rnaBHO B YEPHHA Apod upe3 4Ba rIaBHH MeTalOAUTHH MbTH: CBBP3BAHE C
rMOKYPOHOBa KHCEJIHHA U CRBP3BAHE CbC CAPHA KHCeNHHA. BropusaT MerabonuteH bt € 6bp30 HacHaeM
IIPH BUCOKH 03, HO B pPAMKHTE HA TepaneBTHYHHA AHana3oH. CaTypauyiaTa Ha CNIOKYPOHHPAHETO Ce
NOABABA CAMO MPH NPHEM HA NO-BUCOKH, XENMAaTOTUKCUYHHU A034. Manxka ¢pakuus (nmox 4 %) ce
MeTabonu3npa upes uproxpom P450, 1o peaktrBeH MexauHeH npoaykT {(N-aueTHnOeH30XHHOHHMHH),
KOWTO NpU HOPMAJTHU YCJIOBHA Ha H3MOM3BaHE OBbP30 ce AeTOKCHQUUHpa Ype3 pesyLMpaHus NIyTaTHOH H
Ce OTAENA B YPHHATA ClIe[ CBbP3BaHe ¢ [IMCTEHHA H MEPKaITTOMypUHOBaTa KHcenuHa. [1pu MacHBHM
HWHTOKCHKALIUK ¢bade, KOMHHECTBOTO HA TO3H TOKCHYEH MeTaboMT ce yBeJIMvaBa.

EnMMHUHKRpaHe

MeTabonuTHTE Ha MapaueTaMon ¢e eKCKPETUPAT rMaBHO B ypHHaTa. [IpH Bb3pacTHHTE NallieHTH
npronusHTenHo 90 % ot npuerara Ao3a ce OTAENA B paMKHTE Ha 24 yaca, OCHOBHO KaTO IMOKYPOHUAN
(npubnusurento 60 %) u cyndatiu xoHoratu (npubmsurento 30 %). [lo-manko ot 5 % ce enumunnpar
HEeNpOMEHEHH.

[L1asMeHRuAT MOy XHBOT € OKOJO 2 Yaca.

CrielaiH4 nomyaalum

Bvbpeuno yapesicoane (KpeaTHHHHOB KnupbHC 10-30 ml/min)

B cnyyad Ha Texko ObOpeuHO yBpeKAaHe eNHMHHHPAHETO HA NapaueTaMon € Jeko 3abaseHo. 3a
FJIOKY POHOBUTE M CYI(PATHH KOHIOraTH CTENEHTA Ha ENHMUHALMA € N0-0aBHa NpY MALIHEHTH € TEXKO
OBOpeyHO yBpeXaaHe OTKOJIKOTO NPH 3APaBH HHAMBKAH. KOraTo ce Japa napaueraMos] NpH Te3u
MALKUEHTH MUHUMAITHUAT UHTEPBAN MEeXAY BCeKH npHeM TpAlBa na € 6 wiM 8 yaca (Bx. Touka 4.2).

Ueprnoopobro yepesxcoane

[Tapaneramon € npoy4BaH NpH NalHEHTH ¢ YEPHOAPOOHO YBpexKnaHe. B npoyuBaHe, IIECT NalL#eHTa ¢
XPOHHYHO cTaOUNHO 3abonspane Ha YyepHHua Apo0 ca npHeManu 4 g/aeH napaueraMon 3a 5 qHu.
KoOHUeHTpatmaTa Ha MapaleTaMol B I1asMara ¢¢ onpeaeis Me)Kay TPETHA M YETBBbPTHSA ITPHEM Ha 03a OT
1 g. KoHuenTpauuaTa Ha napaueramMos Bapupa ot 4,5 pg/ml go 26,7 ug/ml, koero e nocra noa
MOTEHUWATHHTE TOKCHYHH HuBA. He ce Habn104aBa 3HAYUTENHO KYMYJUpaHe Ha napaleTaMos H HaMa
pa3/TMKH B KIMHHYHOTO CbCTOSHUE WK B 1a0OpaTOPHUTE TeCTOBE Ha mauMeHTHTe, CpellHaTa CTOMHOCT Ha
MONY>XHBOTA HA eNHMHUHHpaHe € 3,4 yaca. Cnes ToBa nunoTHO npoyuBade 20 nauMeHTH Che cTabunto
XPOHHUYHO YepHOAPOoOHO 3a60n1gBaHe ca paHAOMHU3NPaHH B KPOCOYBBP NPOYYBaHE 3a JBa nepHona. Te ca
MOJy4aBany Wi 4 g/ieH napaueTaMon UK niaueto 3a 13 AHK U ClIeR TOBA Ca MPEXBBPICHH KbM
aNITEpHATUBHOTO paMo. ENMH NMalMeHT € roka3ai NOBHILABAHE HA [TOKA3ATEIMTE Ha YePHOAPOOHUTE
¢pyHkuHoHaANTHM TecToBe (LFTs), HO cnel OTIIYMABAHETO HAa TO3M €MH30A HE NOKa3Ba OTKIOHEHUS TIPH ABe
NoCAEA0BaTENHH HaToBapBauus. KaTo 3axnoueHHe, Tosa nosuiiteHue Ha LFTSs He e cBbp3aHo ¢
ynoTpedara Ha JEKapCTBEHHA NPOAYKT Y HIMA MPOTHBONOKa3aHua B ynoTpedara Ha napaueTamMon B
TEPANEeBTUYHM 03U NPH NALMHEHTH ¢ XPOHUUHO cTabIHO yepHOApoOHO 3abonsiBane.

HAaxou KIHHHYHH MPOYYBaHMA MTOKAa3BaT YMEPEHO HapylIeH MeTaboNu3bM Ha IapaueTaMol PH MalHeHTH
¢ XPOHHYHO YepHOAPOOHO YBPEKOAHE, BKITIOYHTEHO aJIKOXOJHA LIMPO3a, KOETO ce NPOoABABa Ypes
NOBULIEHH UTa3MEHH KOHLEHTpaUXH Ha napaueTamMos U No-abJIbl NOMY)XXUBOT HAa eIMMHHUpaHe. B Te3u
IOKNaa| NOBHILEHHUAT NOMYKHUBOT HA IJIA3MEHHTE KOHLIEHTPALMM Ha MApaueTamos ce CBbp3Ba ¢ fIOTHCHAT
KanauMTeT Ha YepHua Apo6. CneaoatenHo napaueramon Tpabsa Aa ce H3N0A3Ba ¢ OBHIL Wmm N
MpH NaLMEHTH ¢ YepHOAPOOHO YBpekKIaHe U € MPOTHBOTIOKA3aH lIPH AEKOMIICHCUPAHO )~ T
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3abonaBane, 0cobeHo ankoxoneH xenatut, nopain CYP 2E1 nHAYK1MA, KOETO BOAU OO0 NOBUIIEHO
obpa3yBaHe Ha XeNaTroTOKCH4YEeH MeTa0O/HT Ha napaleraMorl.

Hayuenmu 6 cmapyecka év3pacm
dapMakoKMHeTHKaTa U MeTabonu3ma da napaueramon ca cnado npomeHeHd. O6GMKHOBEHO HE Ce

H3UCKBA KOPHrHpaHe Ha 103aTa NMpH Ta3M nomynauns (BX. Touka 4.2).

Hosopodenu, kepmavema u deya

(MapMaKOKMHETHYHHTE NApaMeTpy Ha napaueramon, HabnoaaBalHy Npy KbpMayeTa y AeLa, ¢a CXOQHH ¢
Te3W HabnoaaBaHy NpH Bb3PaCcTHH, ¢ U3KITIOUYCHHE HA MJIa3MEHHUS NOTYXHBOT, KOWTO € MaJIKO IMO-KbC
(oko50 2 yaca) OTKOJIKOTO NPH Bb3pacTHH. I1py HOBOPOIEGHH NJIa3MEHUAT NOJTYKUBOT € NO-IBJTbI
OTKOJIKOTO NPH KbpMadeTa (okono 3,5 yaca).

HoBopoaeHu, kbpmauera H Jeua 40 10 roamiiHa Bb3pacT OTACAAT 3HAYMTEIHO HO-MAJIKO TNKOKYPOHHAHH H
noeeue cyadaTHH KOHIOraTH OT Bb3pacTHU, Obl1aTa eKCKpelns Ha napaleTaMos H HeroBuTe MeTaboTHTH
€ ¢IHAKBa MPH BCHYKHU Bb3PACTH.

5.3 IIpeakauuauyHH aHHH 3a GezonacHocT

Kapyunocenesa

EdekTHTe Ha NapalieTamMon B JUeTaTa Ha MMILIKH U IUThbXO0Be € ouleHeHa Ha 0, 600, 3000 1 6000 PPM B
NpoAbIKEHHE Ha ABe MroAdHH. HsiMa aHHU 33 KapLUHHOTeHHO JeHCTBHE Ha napaueTaMoJ MPH MbKKHU
[LUTbXOBE, HUTO NIPH MBXKH Y KEHCKH MUIIKH. [|BYCMHCIIEHH €A JAHHHUTE 32 KApLMHOT€HHAa aKTUBHOCT NPH
AKEHCKH TUTbXO0BE Ha 6a3aTa Ha NOBHLICHA YeCTOTa Ha MOHOHYKJIEapHa JIEeBKEMHUA.

CpaBHHTE/THHAT Mperiel Ha JUTepaTypara 3a FeHOTOKCHYHOCT U KapUHHOTEHHOCT Ha mapaueTamon
[oKa3Ba, Ye N'eHOTOKCHYHH e€(eKTH Ha TrapaleTaMon ¢ NoABABAT caMo NPH 031 Haa NpenopbuBaHUTE, B
PE3YITAT HA TEXKKHU TOKCUUHHU €eKTH BKITFOUMMTEITHO U3Pa3eHa TOKCHYHOCT HA YEpHHUS Ipo0 H KOCTHHA
MO3bK. [IparsT 3a FeHOTOKCHYHOCT He Ce NNOCTHa NPH TepaneBTHYHH 2034 mapaueramon, [TpoyysanusTa
[PH XHBOTHH HE TIOKA3BAT KAPLIMHOI'eHEH MOTEHUHAN Ha HEXEMATOTOKCHYHH N030BH HHBA, TYMOPOreHHH
edexTH ca HaGMmonaBaHN NMpY MO-CTApPH NPOYYBAHHSA, CAMO NPH MPHJIAraHe Ha MHOTO BHCOKH
LIMTOTOKCHYHK A03H.

Yepeosicoane na pepmunrumema

JIUrNcBaT KOHBEHUHOHAJTHU MPOYYBaHHUA, H3NOJ3IBALUK NPHETHTC NMNOHACTOALICM CTAHAAPTH 34 OLICHKA Ha
PENMPOAYKTHBHa& TOKCHYHOCT H TOKCHYHOCT 34 Pa3BHTHETO.

6. OAPMAUEBTHYHHU JAHHH
6.1 CnHebK B NOMOIMHKTE BEHIECTBA

Makporon 6000

['mauepon (E422)

PazTBOp Ha 3axapo3a

3axapuH HATpui

Kanues copbar (E200)

JIuMOHEHA KHCEeIMHA

Srogos apoMar* (ceabpixail nponuiaenrnukon (E1520))

*CbcraBk Ha apomara (npubmmaurentHo 3,5%): erun Oyrupar, H3oamun OyTHpaT, MajTOjl, €THI
MEeTWIDEHHINTHIIUAAT, YHAEKANAKTOH aUeTaT, XeJUOTPOII aleTarT, €T BAHWIKH

[IpeurcTeHa Boaa

6.2 HecLBMEeCTHMOCTH

HenpuinoxuMmo.




6.3 Cpok Ha roaHocT

3 ronMHHK
CpOK Ha rogHOCT CleA MbPBO OTBapAHe: 6 Mecela

6.4 Coenxnannu yCIOBHA HA ChXpaHeHHE

Jla He ce chbxpaHsBa Mpu TemMneparypa Haa 25 C.

6.5 Bra B cLALpAKAHAE HA ONAKOBKATA

Kadasa Oyrinka oT nonueTuneH tTepedranar ¢bC cneuManta, 3alliTeHa OT felia Kalayka U 3alliMTeH

NMpbCTEH OT MOJNIMETHIIEH ¢ HUCKA ILTBTHOCT, OT 90 ml u 150 ml. OnakoBkara BKJIH04Ba MEPHTEHA
CNPHHLIOBKa 33 A03UpaHE.

Jlo3npata cucrema: (nepopaiHa MEPUTENIHATA CTTIPUHLIOBKE) , ChCTON1LIA €€ OT NOJUETUIEHOB KOPITYC H
NnoauCTHPEeHOBO OyTano, ¢ AeNeKHud B Kg 3a Ternoro Ha aerero 3 kg, 4 kg, 6 kg, 8 kg, 10 kg, 12 kg, 14 kg m
16 kg, choTBeTCTBALIM Ha pHeM |5 mg napaueTaMon Ha Kg Terno.

bytwika ot 90 ml ocurypssa 180 a03u ot 15 mg (BX. Touka 4.2).
byrunka ot 150 ml ocurypsaea 300 go3u ot 15 mg (Bx. Touka 4.2).

6.6 CneqHanHH NpeanazHH MEPKH MPH HIXBLPAAHE

HsamMa crieni#aiaHy U3HCKBaHUA.

7. NMMPUTEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA
UPSA SAS

3, rue Joseph Monier,

02500 Rueil-Malmaison,

Ppa”LyA

8. HOMEP HA PAZPENMIEHHETO 3A YIIOTPEBA

Peructpaunonen Ne 20020044

9. JAATA HA ITbPBO PASPEINIABAHE/MMOAZHOBABAHE HA PAZPEUIEHHETO 3A
YINIOTPEDA

JlaTa Ha mbpBO paspeivaBane: 02.05.1997 r.
Hata Ha nocneano noaHossapaxe: 01.11.2007 r.

10. HAATA HA AKTYAJINZUPAHE HA TEKCTA

03/2025 r.




