KPATKA XAPAKTEPUCTHUKA HA IMPOJIYKTA

N3NbJIHUTENHA ATEHUWA MO NEKAPCTBATA

Kpamka xapaxkmepucmuxa Ha npogyxma - [pusoxerue 1

1. UME HA JIEKAPCTBEHUA IMPOAYKT

(depaekc 3a aena 80 mg cyno3uTopum
Fervex children 1 80 mg suppositories

; B KAYECTBEH U KOJIMYMECTBEH CBbCTAB
Enna cynosutopus ot 1 g chaspxka napaueramon (paracetamol) 80
3a MBbJIHUA CITUCHK Ha NMOMOILLHHTE BellleCTBa BIDKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Cyno3uropus

C)’HUEHTDPHHTH e 0s11a, rnajaka, JTbCKaBa M C mpoAbBJIroBata [prMﬂ.

4. KJAHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3ZaAHHSA

CHMNTOMAaTHYHO JIeYeHHE Ha OOJIKH C JIEK 10 yMEPEH HHTEH3UTET W/ WK Ha PeOpHIIHH CHCTOSAHHA.
4.2 Jlo3HpOBKa H HAYHH HA NPHJIOKEHHE

Jo3upoBka

[1pn aena go3ara ce onpeae/in OT TerjJoTo Ha aAetero. [ IpubnnznrenHara Bb3pacT B 3aBUCHMOCT OT

TEIrJIOTO € [1aJIeHa caMO OpPHEHTHPOBBYHO. HeBOJIHO Npeao3upane Moxke /12 10Be/le 10 CEPHO3HO
YBpeklaHe HA YepHHA Apod H cMBPT (BXK. Touka 4.9 [Ipeno3npane).

[Ipn nena npenopbyBaHaTa 403a napauneTaMos Cyno3uTopuu e okosio 60 mg/kg/neH u ce pasaens Ha
4eTHUPH NpueMa, npuodnusurenHo 15 mg/kg Ha Bceku 6 vaca.

[lopaamn pHUCK OT JI0KaJIeH TOKCHYEH e(eKT He ce NpenopbyBa MpUJlaraHe Ha CyNno3UTOPHH NoBeYe oT
YeTHPH NBTH HA [I€H, PEKTATHOTO NpUIokKeHne TpadBa aa Obae ¢ Bb3MOKHO Hali-KpaTKa

NpOABJIKHTCIIHOCT.

He ce MNpenopp4Ba NMNOCTABAHETO HA CYINIO3HTOPHH IIPpH JIHAPHA.

Terno | Ipubanin | Jdo3a Bpoii MuHaMajen MakcuMaiiHa

(kg) TeJIHA napaneramMo.l | CYNO3HTOPHH | HHTEpPBAJ MeXAY AHEBHA 1032
Bb3pacT” (mg) B €1Ha 1032 npuemMHurTe (4acose) | (CYmo3HTOpPHH)

5 no 2 no <24 80 mg 1 6 yaca 320 mg

<10 Mecela (4 cyno3uTOpHH)

10 no | 24 mecea | 150 mg ] 6 yaca 600 mg

<13 10 (4 CYNno3HTOPHH)
<3 roAHHH

1510 | 3 no<9 300 mg l 6 yaca 1200 mg

<30 rOAUHH (4 Cyno3uFOpH).

" npl’lﬁﬂHBHTE.ﬂHaTﬂ Bb3paAcCT CNIOPEA TENIOTO € CaAMO OPHEHTHPOBBYHA.




bvbpeuno yepescoane
[Ipy naumeHTH ¢ ObOpEeYHO yBpeKAaHe MUHHUMAJIHUAT HHTEPBAJI MEXK/1Y BCAKO NPHJIOKEHHE TpsOBa aa ce
MoAuGHLMpPa U MAKCHUMAJIHATa IHEBHA /103a TPAOBA [1a c€ HAMAJIIM KaTo Ce Clie/iBa C/ie/IHaTa CXeMma:

KpeaTHHHHOB KJIHPBHC HuTepBan Ha J03HpaHe MakcuMajiHA IHeBHA 1032
cl 10 - 50 ml/min 6 yaca 3000 mg (3g)/nen
cl <10 ml/min 8 yaca 2000 mg (2g)/nen

(BHOXXTE TOYKA 5.2.)

Yeprnoopobro yepeicoane

[Ipu naumeHTH ¢ yBpeaeHa 4yepHoApoOHa (pyHKLHA, J03aTa TpAOBa Aa c€ HaMaJIM HJIH [1a C€ YAbJDKH
MHTEpBaJla Ha 1o3upaHe. MakcuMasiHaTa JHeBHA [103a He TpAOBa Ja HaaBuIuaea 60 mg/kg/nHeBHo (2
g/l1eH) MPH CJIEIHNTE CHCTOAHUA: Bb3PACTHH NMauueHTH ¢ Terio noja 50 kg, XpoHHYHO WIH KOMIIEHCHPAaHO
aKTHBHO 4epHOApoOHO 3a00/1ABaHe, 0COOEHO TE3H C JIeKa 10 YMEpeHa XenaTouesyjlapHa
He10CTaThYHOCT, CHHAPOM Ha Gilbert (bamMunHa XunepOunupyOnHeMHus ), XpOHHYEH AJIKOXOJIM3BM,
XpPOHHYHO He0XpaHBaHe (HUCKH 3amacH OT YepHOAPOOEH IIyTaTHOH) U AeXHapaTauus (Bx. Touka 5
dapMakoJIOTHYHH CBOMCTBA, papMaKOKHHETHYHH CBOMCTBA, CMIELIMATHU MOMYJIaluH, Y4epPHOAPOOHO
yBpEXKJIaHe).

ITayuenmu 6 cmapuecka ev3pacm

OOHMKHOBEHO He Ce HaJlara KOpeKLMs Ha J03aTa MpH MalHeHTH B cTapuecka Bb3pacT (BXK. TOUka 5.2
dapMakoKMHETHYHH cBO¥icTBa). Bee nak TpsabBa ga ce UMaT npeaBH CHITBTCTBALLUTE PUCKOBH (PAKTOPH,
HAKOHM OT KOMTO C€ CPELUAT MO-4€CTO MPH MALMEHTH B CTapuecKa Bb3pacT U H3UCKBAT KOPUIrHpaHe Ha
f03ara.

HauyuH Ha NpHI0KEHHE
PekTaHO NpUI0XKEHHE.

4.3 [IpornBONOKa3ZaHHA

- HM3BecTHa CBpBXYYBCTBHTEIHOCT KbM MapaLeTaMoJl, nponaueraMmosi XHApOoXJIOopHa
(NpeIeKapCcTBO HA NMapaueTaMmosl) Wid KbM HAKOE OT MOMOILIHHUTE BellecTBa. 1 0Ba 1€KapCTBO
CBhABPIKA JICLIMTHH, U3BJIEYEH OT COEBO MAC/10. AKO CTe allepruiHU KbM (PBCTHLM HUITH COA, HE
W3I10JI3BalTE TO3H JIEKAPCTBEH NMPOAYKT (BXK. To4Ka 6.1).

- Texka yepHOAPOOHA HEAOCTATBYHOCT HJIH AEKOMIIEHCHPAHO aKTUBHO YE€PHOAPOOHO 3a00sIsBaHE,

4.4 CnennaHu npeaynpexieHus H NpeanasHd MepKH NpH ynorpeda

[Ipeaynpexaenns

3a na ce n3berHe pucka ot npezao3upaHe, TpadBa a ce NpoBepsABa Ja He ce NpueMaT ApYrH JIEKapCTBEHH
NPOAYKTH (BKJIFOUHMTEITHO 110 JIEKAPCKO WM 0€3 JIEKApCKO NpeANnucaHue) ChAbpKalld napaleTamoll.

[ IpunoxeHHeTo Ha napaueTaMosi B 103H MO-BUCOKH OT MPENOpPbYBAHUTE BOIH 10 PHCK OT MHOI'O
CEPHO3HO YBpPEX/JIaHe HA YepHHUAT Ap00. KIMHUYHUTE CUMIITTOMH Ha Y€PHOAPOOHO YBpeX1aHe
0OMKHOBEHO ce 3a0ena3Bar 3a NbpBYM NbT | 10 2 AHM cnea nNpeao3upaHeTo ¢ napauetamon. CuMnTomMure
Ha MaKCHMaJIHO YE€pHOAPOOHO YBpeX/1aHe OOMKHOBEHO ce npospasar ciael 3 10 4 auu. JleueHuero ¢
AaHTHAOT TpAOBA /1a 3aMO04YHEe B3MOXHO Hall-CKopo (BXK. Touka 4.9 llpenosupane).

[lapaueramosn Moxke /1a NPHYMHH TEXKKH KOXKHH peakLMi KaTo OCTpa reHepaJin3upaHa eK3aHTeMaTOo3Ha
nycrtyno3a (AGEP), cunapom Ha Stevens-Johnson (SJS) u TokcnuHa enuaepmania Hekponusa (TEN),
kouTO Morat a Obaat ¢partanuu. [laumenTure TpadBa Aa 6b4aT HHPOPMHUPAHH 3a NPU3HALUTE HA TEXKKH
KOKHH peakliiy U yrnortpedara Ha JIeKapCTBEHUs NMPOAYKT TpAOBa /1a ce NMpeyCcTaHOBH IPH NbpBaTa NofABa
Ha KOK€H OOpHUB WJIH APYrH NMPH3HALM Ha CBPBbXYYBCTBUTEIHOCT.

ﬂapauemmnn Tpﬂﬁﬂﬂ Ja C€ H3I10J13Ba BHHUHMATECITHO B CJICAHHUTE ClTyYaH.




- 4epPHOApOOHA HEAOCTATHYHOCT, BKIIKOUYNTETHO CHHAPOM Ha Gilbert (hpamunna
xunepouanpyouHemus) (Bx. Touka 4.2 u 5.2);

- TexKa ObOpeyHa HeAOCTaThYHOCT (BXK. TOUKH 4.2 U 5.2);

- rioK030-6-pocdart nexuaporenazHa HegocrtarbuHocT (G6PD) (Moxke na nosene no
XEMOJIMTHYHA aHEMHUS);

- XPOHHYEH AJIKOXOJIU3bM;

- XPOHUYHO HeJOXpaHBaHe (HHUCKH 3aracy Ha 4epHOApoOEeH rTyTaTHOH), AHOPEKCHA,
KaxeKcHs,0y/THMHs, rJ1ayBaHe:

- AeXHapaTalusa, XHIOBOJIEMHUA.

He ce npenopu'iBa KOHCYMalUHATA HAa aJIKOXO0JI 110 BpEME HaA JICHCHHETO.

[IpenopbuBa ce MOBHIIEHO BHUMaHHE, aKo MapaueTaMosl ce Npuiara eJHOBPEMEHHO ¢ (ITyKJIOKCALWINH
nopaay NOBHILIEH PUCK OT MeTabOJIMTHA alu/103a ¢ ronsiMa aHuoHHa pasnuka (HAGMA), ocobeno npu
MalMEHTH C TeKKO OBOpeuHo yBpeaaHe, CerncHc, HeI0XpaHBaHe U IPYTrH H3TOYHHLM Ha ITyTaTHOHOB
neUUMT (Hanp. XpOHHYEH AJIKOXOJIN3bM), KAKTO U T€3H, KOUTO M3I10/13BaT MAKCHMAJIHH AHEBHH J103H
napauetramol. [IpenopbuBa ce BHUMATEIHO NPOCEAABaHE, BKIIOYHTEIHO H3MEPBAaHE HAa 5-OKCOMPOJIHH B
YpHHaTa.

B cnydyau Ha abarocpovHa ynorpeda Ha aHaIreTHUM (>3 Meceua) npy NalueHTH ¢ XpOHUYHO r1aBodosine
C MPHJIOKEHHE HA BCEKH JIBA [IHH MJTH MO-4YE€CTO, rJ1aBOOOJIHETO MOXKE /1a C€ pa3BHE WIH BIIOLUH.

[ maBoOoJIME, NpeaAH3BHKAHO OT NMpeKkoMepHa ynotpeda Ha aHanreTuuu (MOH - rnaBobosue npu
NpeKoMepHa ynorpeda Ha JIeKapcTBa), He TpAOBa J1a ce JIeKyBa ¢ yBe/IM4aBaHe Ha Jl03ara.

B TakuBa ciydau ynorpedarta Ha aHanreTHUH TpAOBa 1a ce NpeyCTaHOBH CJie/l KOHCYJITaluA C JieKap.

4.5 BiauMoaeiicTBHE ¢ APYIH JIeKAPCTBEHH NPOAYKTH H APYrH GOopMH HA B3aHMO/JAEHCTBHE
B3anmoaeilicTBHA, H3HCKBAIIH NpeANa3sHH MEePKH NPH ynorpeda

POeHNTOHH

EanoBpeMeHHOTO npuiaraHe Ha peHUTOMH MOJXKeE [1a J0BeIe 10 HaMaJIsBaHe Ha €()eKTHBHOCTTA Ha
napaneTamos H 10 NOBHIIEH PUCK OT XenatoTokcuuHocT. [launenTuTe Ha Tepanus ¢ GeHUTOUH TpAOBa
J1a N30ArBaT BUCOKH J103H WIH NMPOJIbJ/DKUTENICH NpHEM Ha napaueramoll. [launenture TpadBa na Obaar
MpOCJIeASBaHM 32 X€NMaTOTOKCHYHOCT.

[IpoGenennn

[IpobeHeuna NnpUYMHABA NMOYTH ABOHHO peaylLHpaHe Ha KJIMbPBHCA Ha MapaleTaMoll, Ype3 MNoTHCKaHEe Ha
HeroBaTa KOHIOrauus ¢ I/IIOKYpOHOBaTa KucelinHa. HamansaBaHeTo Ha 103aTa Ha napaueramol1 TpadBa 1a
Ce B3eMe NpeaBu NPH eJHOBPEMEHHO MPHIIOKEHHE € NMPOoOEeHeH .

CaannnjaamMua
CanuuminaMua MOXe J1a YIB/DKH eJTHMHHALMOHHHSA NMOJTYKHBOT (t)2) HAa napaueTamMoll.

EH3HMHH HHAYKTOPH

TpsabBa na ce BHUMaBa Npy €IHOBPEMEHHUA NPHEM HA NapaLeTaMoJl ¢ eH3UMMHHU HHAYKTOpH. TakuBa
AKTHBHH BELIECTBA BKJIFOYBAT, HO HE Ca OrpaHWYeHM J0: OapOuTypaTH, H30HHa3uA, kKapbaMa3enuH,
pudamnun, eranon (Bxk. Touka 4.9 Ilpenosupane).

(DEPBEI{C 3a J€lUa MOKE [1a YBCJIMYH Bb3MOKHOCTTA 34 1104BA HA HEYKEJIAHH JICKAPCTBECHH PCAKLIMH, KOIraTo
CC [IpPHEMA CAHOBPEMCHHO C [IpYI'H JICKAPCTBCHH IIPOAYKTH.

AHTHKOATIYJIAHTH
EaHoBpeMeHHaTa ynoTpeda Ha mapaueraMosl ¢ KYMapHHH, BKIIOYHTENHO Bap(apHH, MOXe a3 JoBee /10
nexku Bapuanuu Ha INR croifiHocTuTe. B TO3HM cityyail cneasa a ce nmposeze 3acn.nen : W- RHa
INR cToiiHOCTHTE 10 BpeMe Ha Nnepuoaa Ha eJHOBpeMEeHHa yrnoTpebda, KakTo U 3a ejX 1 RANMIILA (TN

MpeyCcTaHOBABAHE HA JIEYEHUETO C MapaleTaMoll.




DayKJIOKCAUHIHH

[IpenoppuBa ce Aa ce HMa NPEABHA NPH €AHOBPEMEHHHA IPHEM Ha NapaueTaMoJl H3Mo3BaH (IJ1aBHO MPH
BUCOKH 031 H/MJIK MPOAB/DKUTENIEH NepHoA Ha ynoTpeba) ¢ GrykinoKcalMaInH, Thi KaTo
eJHOBPEMEHHHUAT MPHEM HA TE3H JIEKapCTBa € CBbP3aH ¢ MeTabOJIMTHA allH/103a ¢ rojisMa aHHOHHA
pa3fiuka, 0COOEHO MpHU NaUUeHTH ¢ pUCKOBH (hakTopH (BHKTE Touka 4.4 CneuHaHu MpeaynpexxaeHHus U
npeanasH MEPKH NMpH ynotpeda).

B3anmoaeiicTBHA NpH NapaMeAHIHHCKH H3C/IeABAHHS
[TapaueraMoTbT MOJKe J1a MOMPEYH Ha OMpe/IeNIAHeTO Ha MUKOYHATa KUCEIMHA B KPbBTA Upe3 MeToa ¢
pochoBondpamosa KuceaIHHa.

4.6 QepTHIANRTET, OPEMEHHOCT H KbpPpMeHe
KIMHUYHHAT ONUT npH ynotpedara Ha napaueTraMosl 1o BpeMe Ha OpeMEeHHOCT U KbPMEHE € OrpaHHY€EH.

bBpeMeHHOCT

3HAYHUTETHO KOJIMYECTBO JaHHH NMpH OpeMEHHH XKEeHHU He MOKa3BaT HUTO MaipopMaTHBHA, HHTO
(eTo/HeoHaTAIHA TOKCHYHOCT. Pe3ynraTure ot enuaeMHoJIOrHYHUTE MPOYYBAHUA BbPXY
HEBPOJIOTHYHOTO Pa3BHTHE Ha Jlella C €eKCMO3HIIHA Ha MapaLeTaMol in utero ca HeydoeauTelHn. AKo e
He0OX0AMMO OT KJIMHMYHA IJIe/IHa TOYKa, NapaleTaMosl MOXKe /1a ce npujara no BpemMe Ha OpeMeHHOCT,
HO TpAOBa J1a ce U3MoJI3Ba Hal-HUCKaTa e()eKTHBHA [103a 32 Bb3MOXKHO Hail-KpaTKO BpEME U ¢ Bb3MOXKHO
Hal-HAUCKAaTa 4ecToTa.

KspMeHe

Cnen npueM napaleTaMoJl C€ eKCKpeTHpa B MaJIKM KoJIMYecTBa B KbpMara. JlokinaasaH € 0OpuB NpH
kbppmavera. Cuura ce, 4e napaueTaMmoll € CbBMECTHM ¢ KbpMEHeTO. BbIpekHn ToBa c€ H3HCKBAa BHUMAaHHE
korato depBekc 3a Jiela ce npuemMa oT )XeHH, KOMTO KbPMAT.

4.7 EdexTn BLpXY cnioco0HoOCTTA 32 opHpaHe H padboTa ¢ MAIIHHH
Henpuiaoxumo
4.8 Hexe1anu leKapcTBeHH Ppeaknuu

CneaHure HeXeNaHH JIEKapCTBEHH peaKkLMH ¢a J0KJIaABaHH 10 BpEME Ha MOCT-MAPKETHHIOBO NPOY4YBaHe
CbhC CYNO3UTOPHHM napanetamos. Tbil KaTo Te3H peakLHy ca CbOOIEHN OT HEU3BECTHA 10 pa3Mmep
MomyJialuMs, HE € Bb3MOXKHO J1a ce€ OIpee/Ii HaleKAHO YecToTata M. HexxenaHuTe JieKkapCTBEHH
peakliMy ca MpeACTaBeH! Mo cHcTeMo-opraHHu knacoBe, MedDRA TepMHHOIOrMs U 4ecTOTa, KaTo €a
W3M0JI3BAHU CJIEIHUTE KaTeropuu: MHoro vectH (=1/10), uectun (=1/100, < 1/10), newectu (=1/1000,
<1/100), peaxu (=1/10000, <1/1000). mroro peaku (< 1/10000) u ¢ Heu3BecTHa YecTOTa (HE MOXKE /1A
Obae n3umncieHa oT HATMYHHTE JaHHH). Tabinuara e chetaBeHa cnopea npenopskure Ha CIOMS
pabotHa rpyna IIl 1 V u Yka3zanuara Ha EBponelickata koMmucus 3a KpaTkara XapakTepHCTHKA Ha
NMPOAYKTA.

CucTeMO-OpraHHH KJ1acoBE YecroTa Tepmun no MedDRA
Hapyuenus Ha KpbBTa H JIMM(HATA HeunssecTHa TpombounTonenus
cHCTEMA HeyTponeHnus
JleBkoneHus
CromallHO-4YpeBHU HapyLIEHHSA HewusBecTHa Ab61omMuHaHa 60J1Ka, 1HapHs
HapyueHus Ha HMyHHaTa CHCTEMaA HeusBecTHa AHa(WIaKTH4YHA peaKLus
(BKJIKOYHTEJIHO XHITOTEH3HA),
aHa(UIAKTHYEH LIOK,

CBPBXYYBCTBHTEJIHOCT,
aHrHoez1eM




PecnupaTOpHH, rpbAHH H HeunsBecTHa bpoHxocna3ibm
MEeIHACTHHAJIHH HapyLUEHUs

H3cnenBanus HeusBecTHa [loBuinaBaHe Ha yepHOAPOOHHUTE
€H3UMH

Hapymenus Ha KokaTa M nojakoxkHata | HeusBecTtHa Yprukapus, eputeMm, oOpHB,

TbKaH [mypnypa, npypHTyc, ocTpa

reHepajii3upaHa €K3aHTeMaTo3Ha
IMyCTY/103a, TOKCHYHA
eMUepMaIHa HEKPOJIH3a,
cuHApoM Ha Stevens-Johnson,
(puKCcHpaHa JIeKapCTBEHA epyILus

CpoOulaBaHe Ha NOA03UPAHU HEKENAHH PeaKLIHH

CpoO1aBaHeTo Ha MOAO3HPAHH HEXXEJIAHU PEaKIIMK clie]l paspeluaBaHe 3a yrnorpeda Ha JIeKapCTBEHHS
NMPOAYKT € BakHO. ToBa NMo3BoJIABa Aa NPOABJKH HAOMOAEHNETO Ha CbOTHOLUEHUETO M0J13a/PUCK 3a
JIEKapCTBEHHUA NMPOAYKT. OT MEIHLIMHCKHTE CIIeIHATMCTH C€ M3HCKBA /1a ¢hoOIIIaBaT BCAKA MOJ03HPaAHA
He)KellaHa peakLus upes:

H3nbnuuTenna Arenuus no Jlekapcrpara
Codusa 1303, yn. lamsan I'pyes 8

Ten.: +359 -28903417
yebcaiiT: www.bda.bg

4.9 [Ipeaosupane

CHUMIITOMMU:

ChlecTByBa PUCK OT HHTOKCHKALIUA 0COOE€HO NPH MalHEHTH ¢ YEPHOAPOOHO YBpeXK/aHe, B CJIy4auTe Ha
XPOHHYEH AJIKOXOJIH3BM, MPH MALHEHTH CTpajallll OT XPOHHYHO HEOXpAHBaHe M MPH NALMEHTH
npueMallyd eH3UMHH HHAYKTOPU. U3X0abT OT HHTOKCHUKaLMATa MOKe 1a Obae ¢arasieH, 0coOOeHO B Te3H
CIIy4aM.

CHMIITOMH, KOHTO C€ NoABABAT 0OMKHOBEHO B MbpBHUTE 24 yaca BKIIOUBAT rajieHe, NOBpbIIAHE,
aHOpEeKCcHA, 0J1e10CT, HEpa3NnoJIoKeHHe U 00JIKH B ab/loMHHa/IHaTa 0b1acT.

Cepbxa03a oT 7,5 g ¥ noBeye napaieTaMoJ1 3a €11MH nprueM npu Bu3pactHd win 140 mg/kg tenecHo
TEIJI0 3a €[AUH NMPHUEM NpPH Jela, NMpean3BHKBA YepHOAPOoOHA LIMTOIN3a, KOATO MOJKE J1a MHAYLIHpa MbJIHA
M HeoOpaTHMa HEKpOo3a, H3pa3sBalla ce B YepHOApOOHa HEAOCTaTbYHOCT, METab0OJIMTHA alua03a (KOATO B
ONpeesIeHH CITy4yan MOXE /1a HMa MPOMU3XO0 OT MJIEYHA KHCEJIHHA HJIH MPOHU3X0/ OT MHPOITyTaMHHOBA
KHCe/IHHA), eHlle(anonaThsa, KOATO MOXe /1a 10Be/le 10 CbCTOAHHE Ha KOMa U CMBPT.

EnHoBpeMeHHO ¢ TOBa ce HaO/0/1aBa yBeJIHUeHHE Ha YepHOApoOHHTE TpaHcaMuHasu (AST, ALT),
NaKTaT-AeXHaporeHas3ara 1 OMJIMpyOHHA, KAKTO U HAMAJICHHE HA NMPOTPOMOHHOBOTO HHBO, KOETO MOXKeE
na ce nosaBu ot 12 10 48 vaca ciej NpUJIaraHeTo Ha JIEKapCTBEHUA NPOAYKT. KIIMHUHYHUTE CHMIITOMH HA
4yepHOAPOOHO YBpekKaaHe OOMKHOBEHO MbPBOHAYAIHO ce 3a0enA3Bart ciea | 10 2 AHU ¥ JOCTUraT CBOA
MaKCUMYM ciieal 3 10 4 aHu (BXK. Touka 4.8 HexkenaHH nekapCTBEHH peaKkiuH ).

Cneanute crOUTHA ca HaO/MOAABaHU clie/l Npeao3upaHe ¢ napaueTaMmo:

- OcTpa 0B0peyHa HEAOCTATBYHOCT,

- JlnceMuHHpaHa BbTPECHA0BA KOoaryJiauus,

- Peaku ciyyam Ha OCTbP MAHKPEaTHT.

CneuHyu MEpKH:

- He3abaBHO xocnuTai3upaHe;

- [Ipean 3anouBaHe Ha TepanuATa, Bb3MOXKHO Hail-CKOpO TpAOBa /1a ce B3eMe KpPbB 3a
[MbPBOHAYATHO ONPECNIAHE Ha IUIA3MEHOTO ChAbPXKAHUE HA MapaLeTaMoll, HO
yaca cJieJl NpUEeMaHeTO Ha napaileTamo;

- bbp30 enuMHUHMpaHe Ha NMepPOpPaTHO NMPHETHS JIEKAPCTBEH NMPOIAYKT Ypes ¢




- JleueHneTo npu npeo3upaHe BKIIOYBA MPWIAraHETO Ha aHTHAOTA N-alueTHILHCTEHH BEHO3HO
WJIM TEPOPAJTHO, 10 Bb3MOXKHOCT B paMKHTe Ha 8 uaca ciieq npueMa. AHTHAOTHT N-
ALICTHIILUCTENH MOKE Ja OCUIYPH OMpe/esieHa CTeNeH Ha 3aluTa J0opH U cnex 16 vaca.

- CHMINTOMAaTHYHO JIEYEHHE;

- YepHoapoOHu TecToBE TPAOBaA [1a c€ MPOBEJAT B HAYAJIOTO HA JICUEHHETO M J1a CE NOBTAPAT Ha
BcekH 24 yaca. B noBeueTo ciyyan yepHOApOOHHUTE TPAaHCAMHMHA3H C€ BPbIIAT KbM HOPMAJTHHTE
CH HHBA B paMKHTE Ha | /10 2 ce/IMHLHU C MbJIHO Bb3CTAHOBABAHE Ha ()YHKLMATA HA YepPHUA APOO.
[Tpu MHOrO TeXKH ciydau, obaue, MoXe 1a Ce HaJIOKH YepHOApOoOHA TPAaHCIIAHTALIHA.

S. ®APMAKOJIOT'HYHU CBOUCTBA

S.1 PapMaKkoAHHAMHYHH CBOHCTBA

(PapmakorepanesTuyna rpyna: JAPYI'M AHAJII'ETULIU U AHTHUIITUPETHULIN
ATC koa: NO2BEO]

[lapaneramon e NpoH3BOAHO Ha NapaaMHHO(EHOIa ¢ AaHAJINTETHYHO, aHTHITHPETHYHO U ¢J1abo
MPOTHBOBB3NAJIMTENHO AeHCTBHE. 3a pa3iuka oT Tpaauumonaure HCIIBC, B TepaneBTHYHH 103H
napaueTaMmol1 He MHXubupa QyHKUUATA HA TPOMOOLIUTHTE.

TouyHMAT MEXaHU3bM Ha aHANITETHYHUTE H AHTHITMPETUYHHUTE CBOMCTBA HA MapalieTaMoJl BCe OLLE He €
yCTaHOBEH. MeXaHM3MBbT Ha JAeHCTBHE MOXeE a BKIIIOYBA LIEHTPAJTHO M NiepH(epHO AeiCTBHE.

5.2 PapMaKOKHHETHYHH CBOHCTBA
Abcopbuus

B cpaBHeHHe ¢ nepopanHusa npuem, abcopOLMATa HA MapaleTaMosl PeKTaJIHO € no-6aBHa. MakcumanHure
[JIA3MEHH KOHLIEHTPALHH ce J0CTHraT 2 10 4 yaca cjieal NpUI0KeHHe.

PasnpenesieHue

[TapaueTramor ce pasnpeaesns Obp30 B MOBEYETO ThKAHH.

[1pu BB3pacTHH, 00€MBT HA pa3npeacICeHHe Ha napaueramos € npuonusurento 1 no 2 I/kg, a npu aeua e
B uHTepBana 0,7 no 1,0 I/kg.

CBBp3BaHETO C IUIA3MEHUTE NMPOTEHHH € ¢j1ado.

buotpanchopmMauus

[lapaueTamon ce MeTaboNIM3Kpa rl1aBHO B YepHHUA ApoO upe3 ABa rIaBHH METAa0OJIMTHU MbTA:
KOHIOTHpPaHEe C INMIOKYPOHOBA KHCEJIHHA H CYJI(haTHO KOHIOrHpaHe. BropuaT MeTabouTeH bt € 0bp30
HacCHLIAeM MNpPH BUCOKH 103H, HO B paMKHUTE Ha TeparneBTHYHHA Auana3oH. Hacuinaxne Ha
rIIIOKYPOHHPAHETO Ce MOABABA CaMO IMPH NMPHEM Ha NMO-BUCOKH XeNaTOTOKCHYHM 1034. Manka ¢pakuus
(moa 4%) ce metadonu3upa upe3 uMToXpoM P450 1o peakTMBEH MeKAWHEH NpoAYKT (N-auerun
OeH30XHHOH MMHH), KOITO NMpH HOPMAJTHH YCJIOBHS Ha W3M0JI3BaHe OBbp30 ce AeTOKCH(pHIMpa upes
peayuMpaHHs MIyTaTHOH U Ce OTAENIA B YPUHATA CJie/l CBbp3BaHe ¢ LIMCTEHHA U MEPKaNTOIMypPHHOBATA
KucenuHa. [ lpy MaCHBHM MHTOKCHKAUMM 00avye, KOJIMYECTBOTO HA TO3H TOKCHYEH METabOJIUT ce

YBEJIHY4ABaA.

EnnMuHupaHe

MeTaboUTHTE HA NapaleTaMoJl Ce €KCKpeTHpaT rJ1aBHo B ypuHaTa. [1IpH Bb3pacTHUTE NallHEHTH
npuoau3uTenHo 90% ot npuerara /103a ce OT/AE]A B paMKHUTE HA 24 yaca, OCHOBHO KaTo INIIOKYpPOHH/IH
(npuban3nTenHo 60%) u cyndaruun koHroratu (npubausurenHo 30%). [Mo-manko ot 5% ce enuMUHMpaT
HENPOMEHEHH.

Cneyuannu nonyaayuu.
bvopeuna neoocmamvunocm
B cnyuaii Ha Texkko ObOpeuHO yBpexKIaHe, eTMMHHUPAHETO Ha NapaleTamos € JIEKO 3




0BOpeyYHO yBpeXKaaHe, OTKOJIKOTO MpH 3/ipaBu HHAWBUAM. [1o Ta3u npuyrHA NPy NaLMEHTH € TEXKKO
0BbOpeuHO yBpeXKaaHe ce NpenopbyBa MUHUMAITHUAT HHTEPBAJl MEX/1y NpueMuTe a € 6 wiu 8 yaca
(BHKTE TOUKA 4.2.).

Hepnoopobua nedocmamvuynocm

[lapaueramMon e npoy4BaH MPH NalLMEHTH ¢ YepHOAPOOHO yBpexkaaHe. B npoyuBaHe 1eCT NauueHTa ¢
XpOHHYHO cTaOWiIHO 3a00/1ABaHe HA YepHUA Apo0 ca npueManu 4 g/1eH napaueraMos 3a 5 IHH.
KoHuUeHTpauMsaTa Ha NapaueTaMo’i B IjiasMara ce onpezesis Ha cpejlaTa Mex1y TpeTaTa ¥ YeTBbpTaTa
no3a ot | g Bcekm aeH, Bapupa ot 4,5 pg/ml 1o 26,7 pg/ml, KoUTO ca 3HAYUTESTHO NMOA NOTEHIHATHATE
TOKCHYHH HHUBA. He ce e HaOmoaaBano 3HaYMTETHO KyMYJIMpaHe Ha napaueTaMoJsl H He € HMaJ10 pa3JIuKH
B KJINHUYHOTO CbCTOSIHHE WIH B J1abOpaTopHUTE TECTOBE HA nauueHTure. CpeIHUAT NMOJTyKMBOT Ha
eTuMHUHHpaHe e 6un 3.4 yaca. Cnea ToBa MUIOTHO npoyuBaHe 20 NaueHTH CbC CTAOMIIHO XPOHHYHO
yepHOApoOHO 3a001ABaHe ca OMIM paHIOMH3HPAHH B KPOCOYBBP MpOYyUBaHe 3a /ABa nepuoaa. Te ca
noJjiydaBajiv 4 g/neH napaueraMor Wiu ruauedo 3a 13 aHu U cnea ToBa ca Owin NpexBbpJIeHN KbM
3aMEeCTBaLLO JeyeHHe. EAUH naiueHT € nokasas NnoBUIIaBaHe Ha MOKa3aTe/IuTE Ha YepHOAPOOHHUTE
¢pyHkuuoHanHu tectoBe (LFTS), HO cnea oTIuyMABaHETO HA TO3M €MU30/ HE MOKa3Ba OTKJIOHEHHUA NpPH
ABE I0clie0BaTe/THH HaToBapBaHua. Karo 3akmouenue, ToBa nopuineHne Ha LFTs He e cBbp3aHo ¢
yrnoTpedara Ha JIeKapCTBEHUA NMPOAYKT U HAMA MMPOTHUBOIOKa3aHHUA B yroTpebaTa Ha mapaLeTaMoJ B
TEepaneBTHYHH J103H, NPH NMAILHEHTH C XPOHHYHO CTaOWIHO YepHOaApoOHO 3abonsBaHe.

HsAKOH KJIIMHHYHH NPOYYBAHHUA MOKA3BaT YMEPEHO HapylIeH MeTaboJIM3bM Ha NapaieTramol npu
MalHEHTH ¢ XPOHHYHO YEPHOAPOOHO yBpeKIaHe, BKIIIOYHTEIHO ATKOXOJIHA LIHPO3a, KOETO Ce MposABsABa
ype3 NOBHILEHH IUIa3MEHH KOHLIEHTPALMY Ha NapaueTaMoJl U No-aAbJblr IOJYKUBOT Ha €/IMMHHHpaHe. B
T€3H JOK/IaAH MOBUILLICHUAT MMOJYKHBOT Ha IJIa3MEHHTE KOHLEHTpALMM HA napaneTaMoJi c€ CBbp3BaT C
MOTUCHAT KanauuTeT Ha YepHHA ApoOd. CnenoBaresiHo, napauneTaMors TpAaOBa J1a ce U3Mo0J13Ba C MOBHILEHO
BHMMAaHHE MPH MALMEHTH C YEPHOAPOOHO YBpEKaHe ¥ € MPOTHBOIOKA3aH MPH JE€KOMIIEHCHPAHO
aKTHUBHO 3a00J1aBaHe, 0co0eHOo ankoxoseH xenatut, nopaad CYP 2E1 uHaykuus, KoeTo BOau 10
MOBHMIIEHO O0Opa3yBaHe Ha XEernaTOTOKCHYEH MeTabdoJIUT Ha nmapaueTramoll.

[layuenmu 6 cmapuecka év3pacm

(dapMakoOKHHETHKaTa H MeTadOoJIM3Ma Ha napaueramo1 (aKo ce MPOMEHAT) ca ¢1ab0 MPOMEHEHH.
OOMKHOBEHO HE C€ H3MCKBA KOPUIMpaHe Ha J103aTa NpH Ta3H nonyjaaums (Bx. Touka 4.2 JlozaupoBka u
HA4YUH Ha MPHUJIOKEHHE).

Hoeopooenu, kepmawema u oeya

®apMaKOKHHETHYHHTE NAapaMeTpH Ha napaueTramoll, HalbJlloAaBaHu NPH KbpMaydeTa M Jella, ca CXOAHH C
T€3U HaOIOAaBaHM NP Bb3PACTHH, C H3KITFOUEHHE HA TIJIA3MEHHUA MOJTYKHUBOT, KOWTO € MaJIKO IM0-KbC
(0KO0J10 2 yaca) OTKOJIKOTO NMPH Bb3pacTHH. [IpH HOBOPOAEHH MIIa3MEHHMAT MOJTY>)KHBOT € MO-ABJTbI

OTKOJIKOTO NpH KbpMauera (0koso0 3,5 yaca).
HoBopoaexnn, kbpMauera M jieua a0 10 roauinHa Bb3pacT OTAEJAT 3HAYHTETHO MO-MAJIKO MIHOKYPOHH/IHH

¥ NoBeve cyjiaTHU KOHIOraTH OT Bb3pacTHH. O01LIaTa eKCKpeLMa Ha napaueTamMosl 4 HeroBUTe
MeTaDOJIMTH € €/1Ha H ChLIA MTPH BCHYKH Bb3PaCTH.

5.3 [Ipeak/IHHHYHH JaHHH 32 0e30NMaCHOCT

KHPHHHD?EHE?H, MymdeeHesd, }’Bptﬁ'ﬂﬂﬁﬂﬂ&' Hd oj)epmmumema

EdexTuTe Ha napaueTaMosl B JUEeTaTa HAa MULIKHK U IUIbXO0BE € oueHeHna Ha 0, 600, 3000, u 6000 PPM B
NpOAb/KEHHE Ha JBe roaHHH. HiMa 1aHHU 3a KaHLIEPOreHHO AeiCTBHE Ha napaueTaMoJl Npu MbXKH
IUTbXOBE, HUTO MPH MBXKKH H )KEHCKH MHIUKH. [[ByCMHCIIEHH ca JaHHUTE 3a KapLUMHOT€HHa aKTHBHOCT
MpH KEHCKH TUTbXOBE Ha 0a3aTa Ha MOBHILEHA YECTOTAa HA MOHOHYKJIEapHa JIEBKEMHA.

CpHBHHTEHHHHT [nperjica Ha JInTepaTrtyparta 3a rcHOTOKCH4YHOCT H KaplUHHOT€HHOCT Ha lapaueTaMoll
MoKas3Bd, H€ rCHOTOKCHYHH E[l)EKTH Ha IapalucTamMoll C€ NnosaBaBaT CaMo IPpH 103H HA
PE3YJITAT HA TCKKH TOKCHYHH EqJEHTH,, BKJIOYHTEIIHO H3pa3€Ha TOKCHYHOCT Ha 4HEP
MO3BK. ﬂpar‘b’r 34 FTCHOTOKCHYHOCT HE C€ JOCTHIA IIPpH TEPANCBTHYHH /103U I1dapa




[MPH AKUBOTHH HE MMOKA3BAT KAPLMHOIN€HEH NOTEHLHA ITPH HEXENMATOTOKCHYHHU 103U. TyMOpPOreHHH
edekTH ca HaOMO1aBaHM B M10-CTapH MPOYYBaHHSA, CaMO MPH NPHJIaraHe Ha MHOT'O BUCOKH LIMTOTOKCHYHH
03H.

JIuncBaT KOHBEHLIHOHAIHH MPOYYBaHHSA, U3IOJI3BALIH ITPHETHTE MOHACTOALIIEM CTAHAaPTH 3a OLIEHKA Ha
penpoAyKTHBHA TOKCHYHOCT U TOKCHYHOCT 3a pa3BUTHETO.

6. PAPMALUEBTHYHHU JAHHH

6.1 CnHcbK HAa NOMOIIHHATE BElECTBA

TeBpAM Ma3zHHHH (CHABPKALLM JIEUHTHH, H3BJIEYEH OT COEBO MacJIo)
6.2 HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rognoct

3 roAMHU

6.4 CneuHajHy yCJIOBHS HA ChXpPaHeHHE

Ja ce cbxpansaBa noa 30°C.

6.5 Bua u cbaAbLpKaHHe HA ONAKOBKATA

Kytus ¢ 10 cynozuropuu (80 mg) B 6nmcrep (PVC/PE)

6.6 CneuHa/IlHH npeanasHi MepKH NpH H3XBLPJIAHEe H padoTa
Hsama cneuma iy H3MCKBaHMA.

Heun3nonasBaHuAT JICKAPCTBEH NPOAYKT HJIH OTIIAABYHHUTE MAaTEPHAJIA OT HETO TpHﬁBE J1d C€ H3XBBPJIAT B
CbOTBCTCTBHE C MCCTHHTEC H3HCKBAHHA.

i [IPUTEXATEJ HA PASPELIEHHUETO 3A YIIOTPEBA

UPSA SAS

3, rue Joseph Monier,

92500 Rueil-Malmaison,

OpaHuus

8. HOMEP(A) HA PASPELLIEHHUETO 3A YIIOTPEBA

20020147

9. JATA HA ITbPBO PASPELLIABAHE/ITTOJHOBSIBAHE HA PAZPELLIEHUETO 3A
YIIOTPEBA

JlaTa Ha mbpBO pa3pelnaBaHe: ¢pespyapu 1993
JlaTa Ha nocneaHo noaHossaBane: 01 HoemBpu 2007
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