KPATKA XAPAKTEPUCTUKA HA MPOAYKTA
A0 020052

E LSy 2705

1. MUME HA JIEKAPCTBEHMUSA IMPOAYKT

depsekc 3a aeua 300 mg cyno3uTopun

Fervex children 300 mg suppositories

2, KAYECTBEH U KOJIMYHECTBEH CbCTAB

Enna cynosuropus ot 1,3 g cbabpka napaueramon (paracetamol) 300 mg

3a MbJIHUSA CIIUCHK HA MOMOILHMTE BELIECTBA BHXKTE TOUKa 6.1.

3. JIJEKAPCTBEHA ®OPMA

Cyno3uropust

Cynosutopusita e 0514, riaaka, JibCkasa U ¢ MpojabJirosara (popma.

4. KJAHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aHUA

CHMNTOMATHYHO JIeYeHHe Ha OOJIKH C JIeK 10 YMepPeH UHTEH3UTET W/UU Ha GeOpUIHH CHCTOSTHHUA.
4.2 J03HpoBKa H HAYHH HA MPHJIOKEHHE

Jo3upoBka

[Ipu aeua no3arTa ce onpeaesis OT TErJoTo Ha aerero. | IpudiausurenHara Bb3pacT B 3aBUCUMOCT OT

TErJoTo € JlajieHa cCaMO OpUEHTHPOBbLYHO. HeBOJIHO npe1o3upaHe Moxe /1a 10Bee 10 CEPHO3HO
yBpeK/aaHe HA yepHHs Apo0 H cMbPT (BXK TOUKa 4.9 [Ipexo3zupane).

[Tpu neua npenopbyuBaHaTa A03a MapaueTaMoJl Cyno3uTopuu e okoio 60 mg/kg/neH u ce pasznens Ha
yeTHpH npuema, npuonusurenHo 15 mg/kg Ha Bceku 6 yaca.

[Topanu pyck OT JIOKaJIeH TOKCUYEH e(eKT HE ce Nnpenopbysa NnpujaraHe Ha Cyrno3suTOpuH NoBeye OT
YeTHPH MBTH Ha JE€H, PEKTAJIHOTO NpHJI0KEeHHE TpsOBa JAa Oble ¢ Bb3MOXKHO Hali-KpaTka

MPOIbJIKUTETHOCT.

He ce MpeNnopbv4Ba MNOCTABAHETO HA CYINNO3HTOPHH T1PH JHAPHA.

Terno | Ilpuoau3n Jo3a bpoii MuHuMaJ1eH MakcumaiiHa
(kg) TeJIHA napaueTamMoJ | Cyno3HTOpPHH HHTEpPBAJI JAHEBHA /1034
Bb3pacT™® (mg) B €/1Ha /1034 MEXKIY (CYNMO3HTOPHH)
npHeMHTE
(uacose)
5 no 2 no <24 80 mg ] 6 yaca 320 mg
<10 MeceLa (4 cyno3uTOpHH)
10 no | 24 Mmeceua 150 mg l 6 yaca 600 mg
<15 10 (4 CYNO3HTOPHH)
<3 roJAMHH
15 no 3 0o <9 300 mg 1 6 yaca
<30 rOJAWHH




* [Ipubnusurtennara Bp3pact cnopel TErnoTo € CaMo OpHEHTHPOBbYHA.

bvbpeuno yepesxcoane
[Ipn naumenT ¢ 6B0peuHO yBpeKAaHE MUHHMATHHAT HHTEPBAN MEXY BCAKO NpHIOXEHHE TpAOBa aa
ce MoaudHUMpa ¥ MaKCHMaJIHATa JHEBHA A03a TPA6GBa 1a ce HaMaJIH KaTo Ce ClieABa ClieJHaTa CXeMa:

KpeaTHHHHOB KJIMPBHC HuTeppan Ha 103HpaHe MaxcHMAaJIHA AHEBHA 1034
¢I>10 -50 ml/min 6 vaca 3000 mg (3g)/nen
cl<10 ml/min 8 1aca 2000 mg (2g)/nex

(BMKTE TOUKA 5.2.)

Uepnodpobro yepexcdaue

Ilpu naumeHTH ¢ yBpeneHa uepHoApoOHa QyHKUMS, A03aTa TpAOBa fa € HaManH WK Ja Ce YIbJDKH
MHTEPBaANa Ha Ao3HpaHe. MakcumanHaTa AHeBHA 1034 He TpaAOBa na Haasnmasa 60 mg/kg/nHeBHO

(2 g/nen) npy cneqHUTE CbCTOAHMUA: Bb3PACTHA NALMEHTH C Terno noa 50 kg, XpoHHYHO MK
KOMIIEHCHPAHO aKTHBHO YEpHOAPOOHO 3a00nsABane, 0COOEHO TE3H ¢ JIeKa 10 YMEpeHa
XenaTouenynapHa HeROCTaTb4HOCT, CHHApOM Ha Gilbert (hamMunHa xunepbunupybunemus),
XPOHHYEH ANKOXOJM3IbM, XPOHHUHO HeAOXpaHBaHe (HUCKH 3anacH OT YepHOApoOeH ryTaTHOH) 1
nexuiaparaums (Bx. Touka 5 GapMakonoruuHu csodcrea, papMakoOKMHETHYHH CBOMCTBa, crieLiMannu

NMOMyJIallMH, Y4epHOAPOOHO YBpEKAaHE).

[layuenmu 6 cmapyecka ev3pacm

OOHKHOBREHO He Ce Hanara KOpexuMs Ha A03aTa [TPHU NaUUeHTH B cTapuecka Bb3pacT (BXK. TOUKa 5.2
PapMaKOKHHETHYHH CBOMCTBA). Bee nak TpsbBa na ¢e mMaT NpeaBrA ChbITbTCTBALIMTE PHCKOBH
dakTopH, HAKOH OT KOKHTO C€ CpellaT NO-4ECTO TPU MNALMEHTH B CTAPUECKA Bb3PACT U H3HCKBAT
KOPUIHpaHe Ha 103aTa.

HauuH Ha npunoxeHue
PeKTaIHO NIPHIIOKECHUE

4.3 [IpoTnBOnOKA3ZaAHHA

- M3pecTHa CBPbXUYBCTBUTENHOCT KbM MapalleTaMoll, [PonaLeTaMon XUAPOXJIopH
(NpeAneKkapcTBO Ha NIAPALIETAMOI) HITH HAKOE OT NOMOIIHUTE BEIECTBA. TOBA IEKAPCTBO
ChABbPXKa JICLUKWTHH, H3BEYEH OT COEBO Maci0. AKO CTe alepruiHi KbM ybCTBIH M COs, He
H3NOJI3BaiiTe TO3U JIEKAPCTBEH MPOAYKT (BXK. Touka 6.1).

- Texka yepHoapoOHa HEAOCTATHHHOCT WIH AEKOMINIEHCHPAHO aKTHBHO YEPHOAPOOHO
3a00NaBaHe.

4.4 CnensajHH npeaynpexiacHns H NpeanasHyd MepKH npH ynorpeba

IpeaynpexaeHnn
3a na ce u3derdHe pucka ot npeno3upaxe, Tpadea aa ce NPoBePSBa a HE C€ NpUeMaT APYTH

NIEKapCTBEHHN NPOAYKTH (BRIIIOYUTENHO HO NeKapCcKo WIH 6e3 Nekapcko NpeanucaHie) CbAbpKallH
napaneTamoll.

[IpunoxeHHeTo Ha napaueTraMmos B 1034 NO-BHCOKH OT NPENOPbUYBAHUTE BOAW A0 PUCK OT MHOTO
CEPHO3HO YBpeKIaHe Ha YEPHHUAT Ap00. KNHHHYHHTE CHMIITOMH Ha YepHOAPOOHO YBpeXKIaHe
OOHKHOBEHO ce 3a0e/A3Bar 3a MbpPBH ITT 1 40 2 AHY Clied NPeLO3HPAHETO C NapaleTaMol.
CHMIITOMMTE Ha MAKCHMAJTHO YepHOAPOOHO yBpexKaaHe 00MKHOBEHO Ce NPOSABABAT cjiel 3 10 4 AHM.
JleuenueTo ¢ aHTHAOT TpAOBa na 3aMouHe Bb3MOXKHO Hal-CKOpo (BXK. Touka 4.9 [Ipenosnpane).

l'lapaueTamn MOKC Jd IIPHYHHH TEXKKH KOXKHH PEAKLIHH KaTO OCTPa reHEpalli3HpaHa €K3aHTCMATO3Ha

nyctyno3a (AGEP), cunapom Ha Stevens-Johnson (SJS) u TokcHuHa enmuaepMaiHa HEKpoau3a ﬂ%

KOHTO MoraT Aa 0baat ¢aranuu. [laumenrure Tpabea aa ObaaT HHGOPMHPAHH 3a MPY3HA Wi 2 .

TEXKKH KOXHH peakiMH ¥ ynoTpedaTa Ha JICKapCTBEHHSA NPOAYKT TPadBa aa ce npeyrigbbirr ’lﬁl’(%‘

MbpBaTa MOABA Ha KOXEH oOpHB WM APYTYA NPU3HALM H& CBPbXUYBCTBHUTEIIHOCT. §‘ ORI\ 4
— ' | r :. ~I.qu- o
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[NapaneraMon TpsAOBa fa ce W3I0/I3Ba BHUMATEIIHO B CICAHUTE ClTydau:

- yepHOAPoOHa HENOCTATBYHOCT, BKIIIOYHUTENHO CHHApOM Ha Gilbert (Ppamunina
xunepbunupybrHemns) (Bx. Touka 4.2 H 5.2);

- Texkka 6p0peuHa HenoCTaThYHOCT (BXK. TOYKH 4.2 U 5.2);

- rmoK030-6-gochar nexuaporeHazHa HeaoctarbuHOCT (GOPD) (MOXe Aa noseae no
X€MOJMTHYHA aHEMUA);

- XPOHHUYEH ANTKOXOJIHU3BM;

- XpOHHYHO HeJaoxpaHBaHe (HHCKHU 3aMacH Ha 4epHOAPOOEH IyTaTHOH ), aHOPEKCHA, KaXeKCHs,
OynuMHA, rmagyBaHe,

- JeXUapaTaLMa, XHIIOBOJIEMHA,

He ce npenopb4Ba KOHCYMAIIHATA Ha aJIKOXOJI N0 BpCME Ha JICHCHHUETO.

Cp001eHH ca ¢nyyal Ha MeTabonnTHa auMao3a ¢ rongaMa aHmodHa npasinia (HAGMA), apnxauia
ce Ha MHPOTIYTAMHHOBA alMa03a MpH NAUHEHTH C TEKKO 3a00NaBaHe KaTo TEXKO ObOpeUuHo
YBPEKIAHE H CETNCUC, MK NPH NMALMEHTH ¢ HEIOXPAaHBAaHE WM C APYrH H3TOYHHLIM Ha AePHUMT Ha
rIyTATHOH (HAMp. XPOHUYEH aNMKOXOMU3bM), KOUTO Ca NEKYBaHH ¢ MapaleTaMmol B TepaneBTHYHa 103a
34 IPOIBIDKUTENEH NMEPHOI MW KOMOMHALMA OT nmapaueraMon U QIyKIOKCAUMIHH. AKO Ce NoJo3upa

HAGMA nopaau nupormyTaMMHOBA alKa03a, MpenopbyBa ce He3abaBHO NpEKpaTsBaHe Ha
napaleTaMos ¥ BHUMATETHO Habmoaenue.6 MaMepBaHeTo Ha 5-0KCOMpPONIMH B YpHHaTa MOXe Aa Obae

oJ1Ie3HO 32 LACHTU(HUNPAHE HA NUPOTITYTAMHHOBA aliM103a KaTO OCHOBHA NpHuMHa 3a HAGMA npu
NaLHEHTH ¢ MHOXECTBO PUCKOBH (hakTOPH.

B cnyuau Ha abarocpouHa ynorpeda Ha aHanreTHUH (>3 Mecewa) rpH NauHeHTH ¢ XPOHUUHO
rnaobonKe ¢ NMpUIoKeHHe Ha BCeKH ABa AHU MM MO-4E€CTOo, INTaBOOONHMETO MOXKE Aa Ce pa3BHe WK
Bnowd. ['naBobonue, npeau3sBUKaHO OT NpeKoMepHa ynotpeba Ha aHanreTHun (MOH - rnasofonue
NpH NpeKkoMepHa ynorpeda Ha jieKkapcTsa), He TpAOBA Aa c€ JIEKYBA C YBEJIMYABAHE Ha 1103aTa,

B Takupa ciyuyau ynorpebara Ha aHanreruuy Tpadea a ce npeyCTaHOBH Celd KOHCYITallMa C JieKap.

4.5 BzaumoaelicTBue ¢ APYrH JEKAPCTBEHH NPOAYKTH H ApYrH QOpMH Ha B3auMoaeicrene
B3anmoaeicTBHS, H3HCKBAINH NPEANA3HH MepKH npy ynoTpeba

DEeHHTOHH

EnHOBpEMEHHOTO npunaraHe Ha GeHUTOMH MOXE 1a I0BEAe 10 HaMasBaHe Ha €(PEKTHUBHOCTTa Ha
napameTaMon ¥ A0 MOBHILEH PUCK OT XeNaTOTOKCHYHOCT. [laLiMeHTHTE Ha Tepanus ¢ PeHHTOUH
TpaAOBa Aa H304TBaT BUCOKY 034 HIIH NPOIBAKHUTENECH NPHEM Ha napatieramon. [Tauuenture Tpadbsa
Ia Obaat npocneAaBaHH 3a XeNnaTOTOKCHYHOCT.

[IpoGenennn

[TpobeHeLnA NMpHYHHABA NOYTH ABOHHO peayLHpaHe Ha KIWbPbHCA Ha NMapaleTaMol], Ype3 IOTHCKaHe
HA HEropaTa KOHIOTALMA ¢ INMIOKYPOHOBaTa KucennHa. HamansBaHeTo Ha 103aTa Ha napaueTamol
TpAOBa 1a ce B3eME NPEABHA [IPH €AHOBPEMEHHO MPUIOKEHKE ¢ MpobeHe N .

CaTHUHaMHA
CanvuunaMua MOXe 1a YIb/DKH €NMMHHAUHOHHUSA NOJTYKHUBOT (112) Ha NnapaueTaMon.

EH3uMHN HHOYKTOPH
Tpabsa na ce BHMMaBa NMpu €AHOBPEMEHHUA NPUEM Ha NapaueTaMoN ¢ €H3UMHH UHAYKTOpH. Takuea

aKTHBHM BELIECTBA BKJIKYBAT, HO HE €A OrpaHH4eHH 10: 6bapOuTypaTy, H30HNa3u], KapbaMasenuH,
pugaMnuH, eTanon (Bx. Touka 4.9 [peno3upase).

KOTATO Ce NpHEMa €AHOBPEMEHHO C JAPYTH JIEKapCTBEHH NMPOAYKTH.
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AHTHKOAryJIAHTH

EanoBpeMeHHaTa yroTpeba Ha mapaueramMol ¢ KyMapHHH, BKJIIOUHTENHO BaphapHH, MOKe Jia NOBEAE
ao neku papdauuu Ha INR croiiHoctuTe. B TO03M Cnywaid cneaBa 1a c€ MPOBCAC 38CHICHO
moHuTOopupane Ha INR crToliHOCTHTE MO BpeMe Ha NMEpHONa Ha eAHOBpPEMEHHa yroTpeda, KaKTo H 3a
ellHA ceAMHIIA CJIEN NPESYCTAHOBABAHE HA JIEYEHHETO C NMapaueTaMonl.

PayKIOKCAHTHE?
TpaGpa na ce BEUMAaBa, KOraTo fapaieTaMmo ¢e H3Mo/3sa eAHOBPEMEHHO C (ITYKIOKCALWIHH, THH
KaTo Mapaie/HHAT NPHEM e CRBpP3aH ¢ MeTaboUTHA auKA03a ¢ rojiimMa aHHOHHA Npa3sHUHA NOpaIy

MMPOTTYTAMHHOBA at[U/103a, 0COOEHO NPH MAUMEHTH ¢ PHCKOBH dakTopH (BXK. TOUKa 4.4).

BiasmoaeiicTBES NpH J1a00pATOPHH H3C/ICABAHAS
[TapaueramMorsT MOXKE Aa NOMpPEYH Ha ONPEASIAHETO Ha MMKOYHATA KMCEMHRA B KPBBTA Ype3 MECTOAA C

dochoBonppamoBa KUCETHHA.

4.6 PepTRIATET, fpEMEHHEOCT H KhpMene

KU/IHHHUYHHUAT ONUT NpH ynotpedaTa Ha napaueTaMoll No BpeMe Ha OpeMEHHOCT U KbpMEHE €
OTrpaHHYEH.

bpeMEHHOCT

3HAYMTENHO KOMHYECTBO AaHHH NPH GpeMeHHH )KeHH He NOKa3BaT HUTO Man(OPMATHBHA, HUTO
heTo/HEOHATATHA TOKCHYHOCT. Pe3ynTaTuTe OT eNUAeMHONOrMYHHTE NPOYUBAHHA BBPXY
HEBPOJIOFHYHOTO Pa3BUTHE Ha JeLia C eKCIIO3HLMA Ha NapaueTamo in utero ca HeyOeaUTENHH. AKO e
HeoOXOAHUMO OT KJIMHHYHA IeHa TOUKA, MapaLeTaMoil MOXE [1a Ce MPUJIara 1o BpeMe Ha
6peMeHHOCT, HO TPaOBa Aa ce H3NO/3Ba Hali-HHCKaTa edeKTHBHA J1032 38 BB3MOXHO HaH-KpaTKO
BpEME H ¢ BE3IMOXKHO Hali-HHCKaTa 4e€CToTa.

KnpMeHe
Crnea NMpHEM mapaleTaMoJl ¢ EKCKPETHPa B MAIKKM KOJIHYECTBA B KbpMara. IoxknaaeaH € oOpus npH

kppMayera. CuuTa ce, 4e napaLeTamol € ChBMECTHM C KbpMeHeTO. Benpek# ToBa €€ H3HCKBA
BHHMaHHe Korato PepBekc 3a Aela ce NnpuemMa OT XKCHH, KOUTO KbPMAT.

4.7 Edexru Bbpxy cnocobHocrTa 3a modupane » pabora c MAIIAHHA
HenpunoxuMmo

4.8 HexenaHn JieKApCTBEHH PeaknAR

CneaHuTe HEXENAHU NEKAPCTBEHH PeaKlMK ca AOKIAIBAHH N0 BpEME Ha NOCT-MapKETHHIOBO
pOY4BaHE ChC CYMO3UTOPHH naparieTamon. Thi KaTo Te3H peakiluH ca ChOOILEHH OT HEU3BECTHA 110
pasMep MoIyJNaiis, He € BB3MOXKHO Jia ce ONPEAETH HANSHIHO YecToTaTa HM. Hexkenanure
JIeKapCTBEHH PeaKUMH ca NPEACTABeHH IO CHCTEMO-OpraHHH kinacose, MedDRA Tepmunonorns u
YEeCTOTA, KATO Ca W3NON3BAHH CIIEAHHTE KATErOpHH: MHOro 4ecTH (=1/10), wectu (21/100, < 1/10),
neuectu (>1/1000, <1/100), peaxu (>1/10000, <1/1000). muoro peaxu (< 1/10000) u c HenspecTHa
yectoTa (He MoXe aa Obe H3YHCIIEHA OT HATHYHHTE AaHHH). TabauxlaTa e ChCTaBeHa cnopen
npenopbxute Ha CIOMS pa6GortHa rpyna Il 1 V K YkasanuaTa Ha EBponeHckaTa KOMMCHA 32

KpaTkaTra XapakKTepHCTHKA Ha MPOAYKTA.

CHcTeMO-OpraHHH KJ1acoBe YectoTa Tepmunr no MedDRA
Hapyiienus Ha KppBTa H TUMQHATa C uweussectHa | TpombouuToneHns -
cCHUCTEMa YecToTa JlepkoneHus M |
HeyrponeHus %
CTOMALIHO-4PEBHH HAPYILEHHUS C HemsBecTHa | A6aoMuHaiHa Gon ~ \%. .
YyeCTOTa oW A e | ~
HapyieHns Ha HMyHHAaTa CHCTEMa C Heu3zpecTHa | AHa(HIAKTHYHA ey #é /
4 Z, >
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4ecTOTA (BKJHOUYHUTEIHO XHITOTECH3HA),
aHaQWIAKTUYEH LIOK,
CBPBXYYBCTBHTE/HOCT,
aHroeaem
PecniupaTOpHH, rpBIHH H C HeusBecTHa | bpoHXOCMa3seEM
MeJHaCTHHAIHY HapyllleHHs 4ecToTa
Hacnenpanus C HemzBecTtHa | [loBHIIaBaHe HA YepHOAPOOHHTE
yecToTa €H3HMH
HapyuieHHs Ha KokaTa ¥ noAkokHaTa | C Heu3BecTHa | YpTHKapHA, epHTEM, 0OpHB,
ThKaH YECTOTA Myprypa, NpypHuTyc, ocTpa
reHepanu3supaHa €K3aHTEMaToO3Ha
MyCTya03a, TOKCHYHA
eNMHACPMA/IHA HEKPOIH3Aa,
CHHAPOM Ha Stevens-Johnson,
¢HKCHpaHa ICKAPCTBCHA EPyTILIns
Hapyurenus Ha MeraGonusma u C HensBecTHa | MerabonuTHa aunaosa ¢ roaaMa
XPaHEHETO 4ecToTa aHHOHHA Npa3HHHa

OnucaHne Ha U30pAHH HEXKETIAHH PEaKUHM

MeTtabonuTHa anyMao3a ¢ roisiMa aHHOHHA NPa3HUHA

Ciryyay Ha MeTaboNMTHaA aupao3a ¢ roJaMa aHHOHHA Npa3HHHA, ARDKAINE C€ HA MMPOrTYTAMHHOBA
anuro3a, ca HabaaaBaHM NpU NALMEHTH ¢ PHCKOBH (PAKTOPH, U3MON3BAIKH NMaparieTaMor (BX. TOYKA

4.4). TIpy Te3u NalHeHTH € Bb3MOXKHO 18 Bb3HUKHE ITMPOrNYTAMUHOBA allM032 BCICACTBHE HA HHCKH
HUBA Ha TTYTAaTHOH.,

Cro011aBaHe Ha MOAO3HPAHK HEXETAHH PeaKLIHH

CrobLasaHeTo Ha MOKO3UPAHH HEXENTAHM pPeakiluH Cleji pa3pellaBaHe 3a ynorpeda Ha JIeKapCTBEHHUS
MPOAYKT € BaXXHO. ToBa NMo3BOJIABA Aa NPOABL/DKH HabMIOJEHHETO Ha CHOTHOLUICHKETO 110/138/PUCK 32
TEKApCTBEHHA NPOAYKT. OT MEAULIMHCKHTE CIIELMATHCTH C€ H3UCKBA Aa ChOOINABAT BCAKa
NoAO3HpaHa HEXKENIaHA PeaKLIMA Ypes:

HanbnHurenHa AreHuus no Jlekapcrpara
Codusa 1303, yn. Jamsau I'pyes 8
Ten.: +35928903417

yebcaiT: www.bda.bg

4.9 IIpenosapane

CuMIITOMH:

ChllecTBYBa PHCK OT HHTOKCHKALMA 0COOESHO NpH NMalMeHTH ¢ YepHOApoOHO yBpexaaHe, B CllyvyaHTe
HA XPOHHYEH AIKOXOMM3BM, NPU NALMEHTH CTPafaliy OT XPOHHYHO HEJOXPAHBAHE W MNPH NaleHTH
MPpHEMALLH eH3HMHH HHAYKTOPH. H3X0aBT OT HHTOKCHKaUHATa MOXe Aa Oble daraneH, 0cobeHO B
TE3H CITY4aH.

CHMITTOMH, KOHTO e NoABABAT 0OMKHOBEHO B NbpBUTE 24 yaca BKITIOYBAT MaACHE, MOBPLLIAHE,
aHopekcus, 6nenocT, HepasrionoxeHue U 6onky B abnomuHanHara obnacr.

TETJIO 3a eMH NPHEM TpH AeLa, NpeAu3BHKBa YepHOAPOOHA UMTONMH3A, KOATO M

ITbJIHA K HeoOpaTHMa HeKpo3a, U3pa34aBallia ce B YepHOAPOOHA HENOCTATbYHOCT &

alinao3a (I{DHTG B O[IpENECNACHH CIIYYaH MOXC 1a HMa MIPOHU3X0/ OT MIICHHA KHCCIHE

Cepbxn03a OT 7,5 g H nMoBeye napaueramo 3a ¢AYH NMPHEM NMPH Bb3PACTHH WM | ‘/3rf-r-*“
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MUPOrTyTAMMHOBA KHCENKHHA), eHUePanonaTus, KOATO MOXe Aa 0Beae A0 CbCTOSHHUE Ha KOMa H
CMBPT.

ExnnoBpeMeHHO ¢ TOBa ¢€ Ha0MoAaBa yBeNHUeHUe Ha YepHOIpoOHUTe TpaHcamMuHasu (AST, ALT),
JaKTar-gexuaporeHasara 1 GuupyOuHa, KakTo ¥ HaManeHue Ha NpoTpOMOHMHOBOTO HHBO, KOETO
MOXe aa ce noasn oT 12 1o 48 yaca cnex npuwiaraHeTo Ha NeKapCcTBeHHUA NMPOAYKT. KNIHHHYHHTE
CHMNTOMH Ha YepHOAPOOHO YBpexxaaHe 0OMKHOBEHO MbPBOHAYANIHO ce 3abensa3par cnex | no 2 auu
IOCTHIraT CBOA MAaKCHMYM ciel 3 1o 4 nHH (BXK. To4Ka 4.8).

Cnegnure cpOMTHR ca HaOMOZaBaHW Cliel NPEAO3NpaHe ¢ napaleraMmon:

- Octpa 6bbpeyuHa HeaOCTaTHYHOCT,

- HuceMuHrpaHa BbTPeChAOBA Koaryaaius,

- Penku cnyyay Ha OCTbp NaHKPEATHT.

CneluHy MEpKH:

- HezsabaBHO xocnuTann3upaHe;

- [Tpean 3ano4yBaHe Ha TepalKATa, Bb3MOXHO Hali-CKOpo TpaOBa Ja ce B3eME KpbB 3a
TbPBOHAYAJIHO ONpEAeNsHE Ha IUIA3MEHOTO ChAbPXKAHKHE Ha NMapaleTaMon, HO He MO-paHo OT
4 yaca cjien npUEMaHEeTO Ha napalueTaMor;

- bbp30 enMMHHHpaHe HAa NEPOPATHO NMPUETHS JIEKAPCTBEH MPOAYKT Ype3 CTOMALIHA TPOMHBKA,

- JleyeHneTo NpH npeao3upaHe BXIIIOYBA NPUIaraHeTo Ha aHTHAO0Ta N-aHeTHILHCTEUH BEHO3HO
WJIM MEPOPATHO, MO BL3MOXKHOCT B paMKHTE Ha 8 4aca cyiell npueMa. AHTHAOTBT N-
aleTHILHCTEHH MOXe Ja OCHI'YDH ONIPEAENeHa CTeNeH Ha 3alluTa 10pH U cnel 16 yaca;

- CHMIITOMaTHYHO JIEYEHHE;

- YepHoapoOHH TecToBe TpadBa Oa CE NMpOBEAAT B HAYAIOTO HA JIEYEHHETO U Ja Ce MOBTAPAT Ha
BCeKH 24 yaca. B noBedeTo ciaydau yepHOOpOOHHTE TpaHCAMUHA3H CE BPBILUAT KEM
HOPMJIHUTE CH HHBA B pAMKHTE Ha | 10 2 CEAMULM C ITb/IHO Bb3CTAHOBABAHE HA PYHKLIMATA
Ha yepHua 0pod. [Ipn MHOro TeXKH cay4daH, obade, MOXKe Ja c€ HaJIoXKH 4epHoApoOHa
TpaHCIIaHTaLHA.

. ®APMAKOJIOT'HYHH CBOHUCTBA
5.1 ®apmMaKoAHHAMHYHH CBOHCTBA

dapmakorepanesTHyna rpyna: [IPYTU AHAJTETHUILIUA U AHTUITAPETHLIA
ATC xoa: NO2BEO]

[MapaueTaMon e MPOK3IBOAHO HA NAPAaaMHHOPEHONA ¢ AHANNCTUYHO, AHTHIMPETHYHO H cnado
NPOTHBOBL3NMANNTENHO AehcTRre. 3a pa3nuka oT TpanuuuoHunTe HCIIBC, B TepaneBTHYHH A03U

napaveramon He uHxubupa pyHximsTa Ha TPOMOOLIUTHTE.,
TOYHHUAT MEXAHU3IBM HA AHAJNTCTHUYHHTE M AHTHNUPETHUHUTE CBOMCTBA Ha MapaLeTaMoJT BCe Olle He e

ycTaHOBeH. MexaHM3MBT Ha AelicTBHE MOJXKe J1a BKTIOYBA LEHTPANTHO U nepudepHo aelicTeue.
5.2 POapMaKOKHHETHYHH CBOHCTBA
A6copbuns

B cpaBHEHHE ¢ nepopanHus npuem, abcopOLNATa Ha apaleTaMo peKTalHo € no-0aBHa.
MakcHManHHTe TJIa3MeHH KOHLIEHTpaHHH C€ AOCTHIaT 2 10 4 yaca cnel NpuiokKeHue,

Pasnpeaeneuue
[TapalieTaMo ce pasnpeaens 0bp30 B MOBEUETO THKAHM.

[pu BB3pacTHH, 00EMDbT Ha paslipeaesleHHe Ha napaueTamon € npubnysurento 1 ao 2 I’kg, a npu
neua e B uerepsana 0,7 no 1,0 kg,
CRBp3BaHETO ¢ UIA3MEHNTE NPOTEHHMU € CJabo.

buorpaHchopManus




[Mapaueramon ce MeTabonu3upa rIaBHe B YepHUA Apod 4pes ABa riiaBHH MeTabONUTHH ITLTH:
KOHIOTHpAHE € FIIOKYPOHOBA KHCENMHA U CYJipaTHO KOHIOTHpaHe. BTopuaT MeTaboluTeH mbT € 61p30
HACHHIAeM MpH BUCOKH A03H, HO B PAMKHTE Ha TeparieBTHYHHA Auana3oH. Hacumane Ha
MIOKYPOHUPAHETO CE MOABABA CaMO MPH NMPHEM HA NO-BACOKH XENAaTOTOKCUYHH A03H. Manka
¢paxims (rnon 4%) ce Merabonusupa upes uuroxpoM P4350 no peakTuBen MeXIuHeH npoaykT (N-
aueTH 6EH30XHHOH HMMH ), KOWTO NpH HOPMATTHH YCIIOBUA Ha U3N0N3BaHe 6bP30 ce AeTokcudpuiinpa
Yype3 peAYLMPAHUA IMTYyTaTHOH H C€ OTHAENA B YPHHATa ClIe]l CBbp3BaHe C LIHCTEHHA H
MEPKaITTONMYPHHOBATa KHCeNUHa. [1pn MaCHBHH HHTOKCHKaLUH 00a4e, KOJTUYECTBOTO HA TO3H
TOKCHUYEH MeTalboJIUT Ce yBeJIM4aBa.

EJMMHHHpaHE

MeTabonuTHTE Ha NapalieTaMoN Ce eKCKpeTHpAT IJIaBHO B ypHHara. [Ipn Bb3pacTHUTE NaLHEHTH
npubnusuteano 90% ot npuerara a03a ¢€ OTAC/A B paMKUTE Ha 24 yaca, OCHOBHO KaTO IMNIOKYPOHHIH
(npubnusurenno 60%) u cyndatiu koHroraty (npubnusurento 30%). INo-manko ot 5% ce

CIIMMHHHUPAT HCNTPOMCHCHM.

Cneyuannu nonyaayuu

bvbopeurna neoocmameunocm

B cnyuait Ha Texxko OBOpeUHO yBpeXAaHe, STUMHUHHPAHETO HA NapaueTaMon ¢ neko 3abaseHo. 3a
[TIIOKYPOHOBHTE U CYJIPATHH KOHIOraTH CTENEHTa HAa eTUMUHALIKA € o-6aBHA MPH NALMEHTH C TEXKKO
OBOPEeUHO yBpeKIaHe, OTKONKOTO NPH 3APaBH MHAUBKAH. [10 Ta3u NpHYMHA NPH MALMEHTH C TEXKO
6b0peuHOo yBpeKIaHe ce NpenopbriBa MUHUMATHHAT HHTEPBAJT MEXY NPHEMHTe 1a e 6 unu 8 yaca
(BHXTe TOUuKa 4.2.).

Yepuoopobua nedocmamuvysocm

I[lapaiieramMon € NpoyyYBaH IpH MALMEHTH ¢ YEPHOAPOOHO yBpexaaHe. B npoyusaHe mecT nalyeHTa ¢
XPOHHYHO CTabHHO 3adoNs1BaHe Ha uepHHUA Apo0 ca npHeManH 4 g/eH napaueTamMon 3a 5 AHH.
KoHueHnTpaumsTa Ha napaleTraMon B Nia3Mara ce ONnpeaens Ha cpeaaTa MexXIy TpeTaTa H YeTBbPTaTa
103a OT 1 g BCEKH AeH, Bapupa ot 4,5 pg/ml 5o 26,7 ug/ml, KOMTO ca 3HAYUTENHO NOJ MOTEHIHAITHHTE
TOKCHYHH HHBA. He ce e HabmoaaBano 3HaYUTENHO KyMyaHpaHe Ha mapaleTraMoil U He e UMaio
pa3MKH B KJIMHHYHOTO CHCTOAHHE WM B NaOOPaTOPHMUTE TECTOBE HA NMAUMEHTHTE. CpeaHHAT
MOJIy»KMBOT Ha eNMMHHKpaHe ¢ O6un 3,4 vaca. Cnen ToBa NUNIOTHO NpoyueaHe 20 NALMEHTH Che
CTAOHITHO XPOHHUHO YepHOAPOOHO 3abogBaHe ca OMIN paHIOMH3UPAHH B KPOCOYBBP NPOYyYBaHe 34
IBa nepuona. Te ca nomyyaranu 4 g/aeH napauneramMos WM mnaueto 3a 13 xHy M cneq ToBa ca 6unu
NPEXBBPJIEHM KBEM 3aMECTBALllo JeveHre. EAUH nauMeHT € moKazan noBHiuaBaHe Ha MOKa3aTeIuTe Ha
yepHoapoOHHuTe GyHKUMOHANHH TecToBe (LEFTS), HO cnejl OTIyMABAHETO HA TO3M eNH30] He N0Ka3Ba
OTKJIOHEHHS [IpU Be NOCNEAOBATE/IHH HATOBApBaHuA. KaTo 3aKmoyueHne, ToBa nopHuieHne Ha LFTs

He € CBbP3aHO ¢ ynoTpebara Ha JIeKapCTBEHHA NPOAYKT H HAMA NMPOTHBONOKAa3aHKs B ynorpedara Ha
flapaleTamMoN B TeéparieBTHYHU JO3U, NPH NaLMEHTH ¢ XPOHHYHO CTabHIHO YepHOApoOHO 3aboaBane.

HsAxoM KNMMHHYHH MMPOYUYBaHUA MMOKA3BAT YMEPEHO HapyieH MEeTab0INIbM Ha NapaLieTaMol NpH
NauUeHTH ¢ XPOHUYHO YepHOAPOOHO yBpeKIaHe, BKIIOYHUTETHO

anKOXOJIHa LIMPO3a, KOETO CE NMpOoABABa Ype3 NOBHLICHY I11a3MEHH KOHLICHTPALMHY Ha [apaleTaMo
no-AbbI' MOAYKHMBOT HA ENUMHHHpaHe. B Te3n 1oKnaaH NOBHIICHHUAT NOJXYXUBOT HA IJ1a3MEHHTE
KOHLECHTPaLIHH Ha napaLeTaMol cé CRBbP3BAT C MOTHUCHAT KanauuTeT Ha YepHUs apod. CnenosarenHo,
napaueramMon TpadBa aa ce U3noia3Ba ¢ NOBHHIEHO BHUMaHUE TIPH NALEHTH C YepHOApoOHO
YBPEXKAAHE H € MPOTHBONOKA3aH NPU IEKOMNEHCUPAHO aKTHBHO 3a00naBaHe, 0COOEHO aKOXO0JIeH
xenatHT, nopaid CYP 2E1 uHaykuus, KoeTo BOAM A0 NOBHILIEHO 00pa3yBaHe Ha XeNaTOTOKCHYEH
MeTabOIHT Ha NapalueTamol.

Ilayuenmu 6 cmapuecka ewv3pacm
dapMakoKHHETHKaTa H MeTab0/iM3Ma Ha napaueTraMot (ako ce NPOMEHST) ca ¢nabo NPpOMEHEHM.
OOHKHOBEHO HE Ce M3UCKBAa KOPHUTHpaHe Ha J03aTa NpH Tasy nonynauus (Bx. Touka 4.2),

Hosopooenu, xepmavema u oeya




GapMaKOXHHETHUYHHTE NapaMeTPH Ha napaueTaMor, Ha0moaaBaH| NpU KbpMayeTa ¥ Jela, ca CXOAHH
C Te3d Ha0mo1aBaHu NpU BB3PACTHU, C H3KIIIOYEHHE HaA IJTa3MEHUA NOTYKHBOT, KOUTO € MAJIKO I10-
KBbC (OKONO 2 4aca) OTKOJIKOTO NMPU BL3pacTHH. [1pH HOBOPOAEHH IUIA3MEHHAT NOMYKHBOT € MO-TbITbI
OTKOJIKOTO NpH KbpMadeTa (oKono 3,5 yaca).

HosopoaeHu, kepMauera 4 geua A0 10 roaviiHa Bb3pacT OTASAT 3HAYUTETHO [10-MalKo
FMOKYPOHUAHHY H NoBeYe CyN(aTHH KOHIOTATH OT Bb3pacTHU. O0L1aTa eKCKPELUs Ha napaueraMon
HeroBuTe MeTadONUTH € €AHA H ChIla NIPH BCHYKH BB3PACTH.

5.3 IpeakaHHNYHH JanHH 38 Ge3onacnocT

Kapyunozenesa, Mymazenesqa, yepedxcoane Ha hepmunumema

EdexTuTe Ha NnapaueTamMoJ B IUETATa HA MHILIKH M TUTBXOBE € olieHeHa Ha (0, 600, 3000, u 6000 PPM B
NpOABDKEHHE Ha IBE rOAUHH. HaMa JaHHM 3a KaHLIEPOreHHO JENCTBHE HA NapalleTaMolN NpH MbXKKH
ILTbXOBE, HUTO MPH MBbXKKH ¥ XKEHCKH MULUKH. JI[BYCMHUC/IEHH €A AAaHHUTE 3a KaApLIMHOreHHA aKTHBHOCT
NnpH KeHCKH IUTbXOBe Ha fa3aTa Ha NOBHILICHA YeCTOTAa HAa MOHOHYKeapHa JIEBKEMUH.

CpaBHHUTE/THUAT NpEryiel Ha IUTEPATYpaTa 32 FeHOTOKCHYHOCT W KapLIMHOT€HHOCT Ha NapaleTaMol
MOKa3Ba, 4e FeHOTOKCHYHH €(PeKTH Ha NMapaLeTaMoOn ce NOABABAT CaMo NPH A03H Hal
Npenopb4YBaHUTE, B PE3YNTAT HAa TEXKH TOKCHUHYU e(PeKTH, BIUTIOYMTENHO H3Pa3eHa TOKCHYHOCT Ha
uepHus Apod U KOCTHHA MO3BK. [1parbT 3a FTeHOTOKCHYHOCT HE €& KOCTUra NPH TEPaneBTHHHU A03H
napaieramon. [IpoyuyBaHHATa NPH KHUBOTHH HE MOKA3BAT KAPLMHONEHEH NOTEHLHAN TIPH
HEXENnaTOTOKCHYHH A03H. TyMoporeHHH eekTH ca HabMIOAABAHM B NO-CTAPY NMPOYUBAHUA, CAMO IIPH
npuiaraHe Ha MHOTO BHCOKH LIMTOTOKCHYHH RO3H.

JIvncBar KOHBEHIIHOHAMHH NPOY4BAHHUA, H3MON3BALIM NPHETHTE NIOHACTOAIIEM CTAHAAPTH 33 OLEHKA
Ha PeNnpOAYKTHBHA TOKCHUHOCT M TOKCHYHOCT 33 Pa3BHTHETO.

6. OAPMALIEBTUYHHA JAHHHA

6.1 CnuchbK HR MOMOLHHTE BEMIECTBA

TrbpAU Ma3HHHHM (CHIBPXKAIUM JCLUTHH, H3BJIEUEH OT COEBO MAcro)
6.2 HecnBMECTHMOCTH

Henpunokumo

6.3 Cpok ua roaHocT

3 roaHHH

6.4 Cnennajid yCIOBHA HA ChXpaHEHHE

Ha ce cpxpansasa noa 30°C,

6.5 Bua H chAbpXKAHHE HE ONAKOBKATA

Kytus ¢ 10 cynosuropuu (300 mg) B 6nucrep (PVC/PE)

6.6 CnennaaHy npeana3sHu MEpKH NpH H3XBbLpJasHe H paboTa
Hsama cneuHaiHy U3HCKBAHMA.

Heu3non3saHuAT JEKAPCTBECH NMPOAYKT WIN OCTNAADYHUTE MaTCPHaAH OT HEO TP
B CHOTBETCTBHE C MCCTHHTC H3HCKBAHMI.




7. NMPUTEXATEJ HA PAZPEIIEHUETO 3A YIIOTPEBA

UPSA SAS

3, rue Joseph Monier,

92500 Rueil-Malmaison,

OpaHUuS

8. HOMEP(A) HA PASPELLIEHHETO 3A YIIOTPEBA

20020093

9. HATA HA ITbPBO PA3PEIUABAHE/TIOJHOBABAHE HA PAZPEUIEHHETO 3A
YIIOTPEBA

JlaTa Ha mepBO paspewmiasase: ¢peppyapu 1993
Jlata Ha nocneaHo rmoaHoeseaHe: 01 Hoemspu 2007

10. JATA HA AKTYAJNIH3IUPAHE HA TEKCTA

0372025




