KPATKA XAPAKTEPUCTHKA HA IMTPOAYKTA

1. UME HA JEKAPCTBEHHUA MPOAYKT WANLITHUTENMNA ATERLINSA NO NEXAPCTBATA
Mepsekc 3a neua 80 mg cyno3nTopuu
Fervex children 80 mg suppositories
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2. KAYECTBEH H KOJIHYECTBEH Cbh(CTAB
Enna cynosuropus ot 1 g cxabpika napaueramon (paracetamol) 80 mg
3a IMbJIHMA CITUCBHK HA MOMOUIHHUTE BEUIECTBA BHXKTE TOUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Cynoauropus

Cynosuropusta e 0s1a, rnaaka, TbCKaBa M ¢ IpoabIrobara gopma.

4. KJUHHUYHH JAHHH
4.1 TepaneBTUYHN NOKAIAHHUS
CHYMNTOMATHYHO JIeueHHe Ha OONTKH C JIeK K0 YMEPEH HHTCH3UTET W/ Ha GeOpUTHH ChCTOAHMA.

4.2 Jlo3UpoBKa H HAYHH HA TIPHJI0KEHHE

Ho3upoBka

IIpn aeua no3ara ce oripeneis OT TEr10TO Ha Aerero. [IpubansnutenHaTa Bb3pacT B 3aBUCHMOCT OT
TETJIOTO € JaJeHa CaMO OPHEHTHPOBBLYHO. HeBoHO npeao3HpaHe MoxKe Aa A0Bene A0 CEPHO3HO
yBpeXKaaHe Ha YepHHA Apob H cMBLPT (BX. Touka 4.9 [Iperosupane).

Ilpu aeua npenopbuBaHaTa A03a HapaLeTaMoN CYNO3HTOPHH € okonio 60 mg/kg/neH U ce pasaens Ha
ueTUpH npvema, npuOnusuTenHo 15 mg/kg Ha BeekH 6 yaca.

[Mopanu pUCK OT NOKAIEH TOKCHYEH eEeKT He ce NPEnopbuBa Npularaie Ha CYNO3UTOPUH NoBeye OT
YETHPH NMBTH HA EH, PEKTATHOTO NpUIoKeHHe Tpabsa ga Obae ¢ Bb3MOXHO Hali-KpaTKa
NPOIB/DKUTETHOCT.

He ce npenopbyBa MOCTABAHETO HA CYNIO3UTOPHH NPH JHAPHA.

Terno | Ilpu6au3u | do3za Bbpoi MunnmaneH MaxcnmanHa

(kg) TeJJHA NApALETaMOJ | CYMO3HTOPHH | HHTEPBAJ MeXKIY BHEBHA 1038
BBLIpacT* | (mg) B €1Ha 1038 npHeMHuTe (NacoBe) | (CYno3HTOPHH)

3 10 2 no <24 80 mg I 6 Jaca 320 mg

<10 MeceLa (4 Cyno3UTOPUH)

1000 |24 meceua | 150 mg 1 6 uaca 600 mg

<15 hi(y (4 cyno3uTopuu)
<3 roHHH

150 | 3 no<9 300 mg ] 6 yaca 1200 mg

<30 rOJIHHH (4 cynosuropuy

* [Ipubnu3ntennaTa Bb3pacT CNOpeA TErA0TO € CaMO OPUEHTHPOBBYHA.




bvbpeyno yspexcoarie
[Tpu naumenTH ¢ ObOpEeYHO yBpEKAaHE MUHUMANHHAT HHTEPBAJ MEXIY BCAKO NMPHIIOXKEHHE TpAOBa Ja ce
MoAMGUUHpPa H MAKCHMATHATA JHEBHA 1034 TpA0Ba Aa c€ HaMallH KaTo Ce CJieABa CeHATa CXEMa.

KpeaTHHHHOB KJIHPbHC HuTepBan HA A03HpaAHE MakcuMajiHa AHEBHA 1032
cl 10 - 50 ml/min 6 vaca 3000 mg (3g)/nen
cl <10 ml/min 8 yaca 2000 mg (2g)/nen

(BHOKTE TOUKA 5.2.)

Heproopobro yspescoane

[Tpu nauueHTH ¢ yBpeacHa YepHoapodHa pyHKUMA, fo3aTa TPpAOBa Aa C€ HaAMajlu WIH 13 C€ YOBIIKH
HHTEpBaJa Ha no3upaHe. MakcuManHaTa [HEeBHA 103a He TpAOBa Aa HaasuInasa 60 mg/kg/aueBHo (2
g/lieH) NpH CNEeIHUTE ChCTOAHURA: Bb3PACTHN MAUUEHTH € Terno nod 50 kg, XpOHHUHO WIH KOMITEHCHPAHO
aKTUBRO 4YepHOApoOHO 3abonaBaHe, 0COOCHO TE3U € JIeKa A0 YMEPEHa XeNnaToLeIyiapHa
HEeI0CTAaTbYHOCT, CHHAPOM Ha Gilbert (dhamuiina xunepbunnpybruneMus), XpoHHUYEH aTKOXOITH3LM,
XPOHHYHO HEAOXPaHBAHE (HUCKH 3aNacH OT HEPHOAPOOEH IIyTaTHOH) U ReXuAparalus (BK. ToUKa 5
MdapmakonornyHy cBoRCTRa, PapMaKOKHHETHMHH CBOMCTRA, CMELIMAIHY NOMyTaluy, YepHOIpOOHO

yBpEXKAaHeE).

Hayuenmu 6 cmapuecka evspacm

OOHKHOBEHO HE Ce Hanara KOpEeKLMa Ha BO3aTa MPH NALMEHTH B CTapuecka Bb3pacT (BX. TOUKa 5.2
(dapmakokHHeTHYHHM cBolicTBa). Bee mak TpAOBa fa ce MMaT NPEABHA CHITBTCTBALMTE PUCKOBH PAKTOPH,
HAKOH OT KOMTO c€ CpellaT NO-YeCTO MPU NALMEHTH B CTapUYECKa Bh3PAacT H H3UCKBAT KOPHUTHUPAHE HA
Io3ara.

HayuH Ha NpuioxkeHue
PekTanHo nMpuioxeHne.,

4.3 IlpoTuBONnOKAa3aANHA

- H3BecTHA CBPBEXYYBCTBUTEIHOCT KbM NMapaueTaMolt, NMponaueTaMos XUuapoxJopua
(NpeaneKapCcTBO HA napaleTaMoll) HIH KbM HAKOE OT MOMOLUHHWTE BEILUECTBA. TOBa JIEKapCTBO
ChAbPXKa NELMTHH, H3BJIEYEH OT COEBO MAC/I0. AKO CTe aIEprHyHU KbM PbCTBLUM MITH COH, HE
M3MON3BaliTe TO3M JNEKAPCTBEH NPOAYKT (BXK. Touka 6.1).

- Texka uepHoApOOHA HENOCTATBYHOCT UNH AEKOMIIEHCUPAHO aKTUBHO YEPHOAPOOHO 3aboNaBane.

4.4 Cneunaann npeaynpeXxaeHus H nNpeanasHy MepkH npn ynorpeda

IpeaynpexieHus
3a na ce u3derHe pucka Ot npeno3upaHe, TpaOBa Aa c€ NPOBEPABa Aa HE CE IPHEMAT APYTH JIEKapCTREHH

NMPOAYKTH (BKIOUHUTENRHO MO JIEKAPCKO WK 0€3 NieKapcko Npeannucalie) ChbabPKallM NapaleTamMmon.

[ IpunokKeHUETO Ha NapaleTaMon B 103H NO-BUCOKH OT NIPENOPbYBAHUTE BOAH 10 PHCK OT MHOIO
CEPHO3HO YBpeXaaHe Ha YepHuaT Apob. KIMHHYHUTE CUMNTOMH Ha YepHOAPOOHO YBPEKAAHE
oOUKHOBEHO ce 3abens3Bar 3a ITbPBH BT | 10 2 AHM CAEA NPEAO3HPAHETO C NapaueTaMon. CHMIOTOMUTE
Ha MaAKCHMAaJTHO 4epHOApOOHO YBpexxaaHe 0OMKHOBEHO CE NPOABABAT cnel 3 10 4 AHH. JleueHueTo ¢
aHTHAOT TPAOBa Ja 3an04YHe Bb3MOKHO Hal-Ckopo (Bx. Touka 4.9 Ilpeno3npane).

[TapauieTaMon MOXKe Na NPUUHHYU TEXKH KOXHH PEaKUMK KaTO OCTpa N'EHEpaiM3MpaHa €K3aHTeMaTo3Ha
nyctyno3a (AGEP), cunapoM Ha Stevens-Johnson (8JS) v TokCHuHa enHaepMaiia Hekponusa (TEN),
KOWTO Morar aa 0baat ¢arannu. [TauveHTuTe TpabGea Ja 6baaT MHPOPMHpPaHH 33 NPU3HALIMTE HA TEXKKH
KOXHHU peaKUuH U ynorpedara Ha TeKapCTBEHUS NPOAYKT TpaOBa 1a ¢€ NpeyCcTasOBH MPH ITbpBaTa NoABa
Ha KOX€H OOpHB WIH APYIY NMPH3HALM Ha CBPbXYYBCTBUTEITHOCT.

HRPHHET dMOJ] TpﬂﬁBa Ad CC H3Non3Ba BHHMATC/IHO B CJICAHHTC CIIY4AH.




- yepHOAPOOHA HENOCTAaTbYHOCT, BKIIIOYMTENHO CHHAPOM Ha Giilbert (hamunna
xunepOunupyOuHeMus) (Bx. Touka 4.2 1 5.2);

- Texka 6b0peyHa HeIoCTATLYHOCT (BXK. TOYKHK 4.2 1 5.2);

- roKo30-6-dpocdar gexuaporeHasHa HeaocTaTb4HOCT (G6PD) (Moxe na noseae Ao
XEMOJINTUYHA AHEMHUSA);

- XPOHHYEH ANTKOXOJIH3IbM;

- XPOHHYHO HeAOXpaHBaHe (HUCKH 3anacH Ha YepHOApOOEH FyTaTHOH), aHOPEKCUA,
Kaxexkcus,Oynumud, rnaayBaHe,;

- Aexuapartauus, XunoBoneMH.

He ce npenopbysa KOHCYMALIMATA Ha aJIKOXOM NO BpeMe Ha JICYEHHETO.

CrobuieHH ca cnyyau Ha MeTabonuTHa aunao3a ¢ ronsiMa aHuoHHa npasHiHa (HAGMA), nbnxkaina ce
Ha MHPOTITYTAMHHOBA aliMA03a NPH MALMEHTH C TEXKO 3abos1sBaHe KaTo TeXKO GbOpeyHo yBpexaaHe u
CENCHUC, WIH NPH NALUMEHTH ¢ HEAOXpAaHBaHEe UJTH C IPYIH U3TOYHHLH HA Ae(PULIHT HA INTyTaTHOH (Harp.
XPOHHUEH aJIKOXONMU3IbM), KOMTO Ca JIEKYBaHH C rnapaleTaMoJl B TEpaneBTHYHA A03a 33 NPOALIIKHTENCH
epuo] Wik KOMOHHALUA OT napaneTaMo H Qiryknokcaudnyi. Ako ce nonosrupa HAGMA nopanu
NMUPOrnyTaMHHOBA alllA03a, IpenopbyBa ce He3a0aBHO MpeKpaTABAHE Ha MapaueTaMoil # BHUMATENHO
HabmoneHue.6 HimMepBaHeTo Ha 5-OKCOTIPONMH B YpUHATA MOXKe Ja ObAe NMoae3Ho 3a HAeHTHOHUMpaHe
Ha MHPOryTAMHHOBA ALM03a KaTO OCHOBHA NMpH4HHa 3a HAGMA np# nauMeHTH ¢ MHOXECTBO PHCKOBH
(pakTOpH.

B cnyuyaun Ha abparocpouHa ynorpefa Ha aHanreTMuH (>3 Meceua) Npy NaUHEHTH ¢ XPOHWYHO ri1aBobosne
C NPUIOKEHHE HA BCEKH JBA JHH WIH MO-4YECTO, [NMaBoboNueTo MoXe Ja ce pa3Bue WY BIIOLIY.
['mapobonue, npear3BHKaHO OT NpekoMmepHa ynotpeba Ha ananrernuy (MOH - rnasobonue npu
pekoMepHa ynorpeda Ha nekapcTsa), He TpaOBa 1a ce JieKyBa ¢ YBeIH4aBaHe Ha 103aTa.

B TakuBa ciyyau ynorpebara Ha aHanreTHUH TpsAOBa Ja ce NpeycTaHOBH CleA KOHCYJITALMA € JIeKap.

4.5 BiaumoneiicTBHe ¢ APYrH JieKapCcTBEHH NPOAYKTH H ApYTrH ¢opMH Ha B3auMoaelicTBHe
B3zanMoneitcrBua, H3HCKBANIH NIPeANAa3HH MEepKH NpH ynotpeba

OeHUTOHH

EAHOBpEMEHHOTO NpUnaraie Ha GeHUTOMH MOXe Aa 10Beje 10 HaMalsBaHe Ha e(EKTUBHOCTTA HA
MapaneTamos M 0 NIOBULIEH PUCK OT XeTaTOTOKCHYHOCT. [TaumenTHTe Ha Tepanus ¢ peHHTONH TpsadBa
Ja N30ArBaT BUCOKHM A03M WITH MPOABIKUTENESH MPHEM Ha napaueramor. Ilauuenture Tpadsa na Obaar
[pOCaeAABAHA 32 XeNATOTOKCHYHOCT.

I1pobGenenna

[MpobeHeunn npUUYNHABA NOYTH ABOHHO peAyLMpaHe Ha KIWbPBLHCA Ha NapaneTamon, Ypes NOTHCKAHE Ha
HErowpaTa KOHIOralusa ¢ NHOKYpPOHOBaTa KHcenvHa. HamManapaHeTo Ha 103aTa Ha napaleraMon TpadBa na
ce B3eMeE MPEABH NPH SAHOBPEMEHHO MPUIIOXKEHUE ¢ NpobeHenu.

CajanuuaamMna
CannuunaMua MOXe Aa YABIKH eTUMHHALMOHHNA NTONTYKHMBOT (t1,2) Ha NapaueTamon.

EH3HMHH HHAYKTOPH

TpnbBa Ja ce BHUMaBa NPH €AHOBPEMEHHUSA NPHUEM HA MApaLIeTaMon ¢ €H3MMHH HHAYKTOPH. TakuBa
AaKTHBHH BEIIECTBA BKJIIOYBAT, HO HE ¢a OrpaHU4YeHy no; 0apObuUTypaTH, H30HUA3KA, kKapOaMaseriuH,
pHaMnuH, eTaHon (Bx. Touka 4.9 Ilpeno3upane).

'(DEPBEKC 3a A€la MOXE d YBCJIHYH Bb3MOXKHOCTTA 34 [10ABA HA HCXKCIIAHH NCKAPCTBCHH PCaKUHHK, KOraTo
CE€ rIpueMa €QHOBPEMECHHO C APYTH NNEKAPCTBCHH ITPOAYKTH.

AHTHKOATYJAHTH

JICKH BapHalUHH Ha INR croliHocTHTe. B TO3M c.rlyqaﬁ CJIEABa A CC nponene JACHIICHO MUHHTﬁpBb&HE Ha | 4
| .;?.3" - | ‘. "

EnnoBpeMeHHata ynoTpefa Ha napalieTaMo/1 ¢ KYMapuHM, BKJIIOUHTENHO BapdapuH, MOXE Aa nalié%qi,gq fu e




INR cTolHOCTHTE 110 BpeMe Ha NepHOLAa HAa eJTHOBpEMEHHA YNOTpeda, KAKTO H 3a eHa CeIMKLIA CNel
NpeycTaHOBABAHE Ha JICUEHHETO ¢ MapareTaMol.

O AyKIOKCAIHIIHH

Tps6sa Ja ce BHUMaBa, KOraTo napaueramos ¢e U3Non3Ba eIHOBPEMEHHO ¢ (UTYKIOKCRLWIHH, ThH KaTo
napaieJHUAT NPHEM € CRbp3aH ¢ MeTaboNMTHa auuao3a ¢ rojidMa aHHOHHA NMPa3HHHA NOpanH
MUPOrAYTAMHHOBA aUMA03a, 0COOEHO MPH MALMEHTH C PHCKOBH GakTOpH (BX. ToYKa 4.4).
Biaumopaciicreag npH 1a00paTOpEH H3C/IEABAHHS

[TapanieTaMombT MOXKE 12 IONPEYH HaA ONPEAE/IAHETO HA NNHKOYHATA KHCEJIMHA B KPBBTA 4Ype3 METOAA C

dochorondpamMoBa KHCENHHA.
4.6 PepTRARTET, GPEMEHHOCT H KHLPMEHE

KnuuuuuuaT onuT npy ynotpedara Ha napaueTaMon no BpeMe Ha OpeMEHHOCT H KbPMEHE € OrpaHHueH.

BpeMeHHOCT

3HAYUTEIHO KOHYECTBO AAHHH NpH OpeMEeHHH XKEeHHU He NMOKAa3BaT HHTO MaJIPOPMATUBHA, HUTO
dero/HeoHaTaNHA TOKCUYHOCT. Pe3ymraTHTe OT eNHAEMHONOTHYHUTE NPOYYBaHHA BBPXY
HEBPOJIOrMYHOTO pa3BHTHE Ha Jella C eKCO3HLMA Ha flapaleTamon in ufero ca HeyOeaHTeNHH. AKO €
HeOOXOAMMO OT KJIMHMYHA NleIHa TOYKAa, apaneTaMoll MOXKE a Ce npuiara no BpeMe Ha OpeMeHHOCT,
HO TpaOBa a ce U3MOJI3Ba Hali-HHCKaTa €(PEKTHBHA 1032 32 Bb3MOXKHO HAH-KPATKO BPEME H ¢ Bb3MOXKHO

HAaW-HHUCKATA 4eCTOTA.

KupmeHe
Cnea npHeM napaueTaMor ce eXCKpeTHpa B MAIKH KONHYecTBa B KbpMarTa. JloknaneaH € oOpHB npu
kbpMavera. CunTa ce, ye napaiieraMon ¢ CbBMECTHM C KbPMEHETO. BBNPEKH TOBA C€ H3IUCKBA BHHMaHHE

KOTraTo ‘DEPEEI{C 3a Acla Ce€ nprueMa OT XKEHH, KOUTO KbpPMAT.

4.7 EdexTn Bopxy cnocoGHOCTTA 32 modHpane H pabora ¢ MamHan

Henpunoxumo

4.8 Hexenann JeKapCTBEeHH peaKnHH

CneaHuTe HEXENaHU JIeKAPCTBEHH PeaKLMU ca JOKIAABaHH M0 BpEME Ha NMOCT-MapKEeTHHIOBO NMpPOYy4YBaHe
ChC CYMO3UTOPUM napalteTamMon. Thit KaTo Te3M peaklyy ca ChOOLICHH OT HEH3BECTHA NO pa3Mep
NOMyAaLMs, HE € B3IMOXHO [Ia C€ ONpeesi HaaexAHo YecToTaTa M. HexxenaHuTe nekapcTaeHu
peakilMH ca MPeCTABEHH N0 CHCTeMO-OpraHHM knacose, MedDRA TepMHHONOrHA ¥ Y€CTOTA, KaTO ¢a
M3IIOI3BAHH CJIEIHHUTE KaTeropuu: MHoro yectu (=1/10), yectu (=1/100, < 1/10), neuectu (=1/1000,
<1/100), peaxu (>1/10000, <1/1000). muoro peaxH (< 1/10000) 1 ¢ Heu3BecTHA yecToTa (HE MOXKE Aa
6bae U34YMCICHA OT HANHYHHUTE NaHHH). Tabauuara e cecraBeHa cnopex npenopbkute Ha CIOMS
pa6Gotna rpyna III u V n Ykazanusara Ha Esponeiickata koMHcHa 3a KpaTkaTa XapakTepHUCTHKA Ha

MPOAYKTA.

CHCTEMO-OpraHHH KJ1acOBe YectoTa | Tepmun o MedDRA
HapyuieHHa Ha KPbBTa H JIMM(QHAaTa C HeuszsecTtHa | TpoMOouHTONCHHUA
CHCTEMA 4eCTOTa Heyrponexus
| JleBKONIEHHA
CTOMaLIHO-YPEBHH HAPYLICHUSA 1°C nenssectHa | A6pomunanHa Oonka, anapus
YeCTOTa
HapylieHnsa Ha HMYHHATa CUCTEMA C Hen3BecTHa | AHa(HNAKTHYHA peaKLHs
4ecToTa (BKJIIOYMTENIHO XUMOTEH3HA), =] "
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PecnyipaTopHH, rpbAHH U C HensBecTHa | bpoHXxocna3bm

MEAKACTUHAIHH HapYIIEHHA YecToTa |

H3cneapaHus C HeuzBecTHa | [ToBuiaBaHe Ha yepHOApPOOHUTE

| 4ecToTa | EH3UMH

Hapyumienus Ha koxara ¥ nogkoxHara | C Heu3sBeCTHa | YPTHKapHs, EpUTEM, oOpHuE,

TbKaH 4yecToTa nypnypa, Npypuryc, ocTpa
reHepaTH3HpaHa eK3aHTEMAaTO3Ha
MyCTYJ103a, TOKCHYHA elHepMaJlHa
HEKpOJIN3a, CHHAPOM Ha Stevens-
Johnson,
(hukcHpaHa JIEKADCTBEHA epynuHi

HapyweHns Ha MeTabonn3Ma K C HeussecTHa | MeraGonuTHA allMao03a ¢ ronsaMa

XpaHEHEeTO YeCcToTA aHHOHHA Npa3HYHA

Onucanue Ha H30paHu HexenaHH peaklHy

MeTabonuTHa alMA03a ¢ rojJaMa aHUQHHA Npa3sHHHA

Crnyuau Ha MeTaGoNHTHA alKJI03a ¢ roNAMa aHHOHHA Npa3sHHHA, ABbJKAlla C€ Ha THPOrTyTAMHHOBA
allna03a, ca HaGI0aBaHH NPH NALMEHTH C PUCKOBH (AKTOPH, H3MON3BAILM NapaleTaMo (BXK. TO4Ka
4.4). TIpu Te34 NAUMEHTH € BB3MOXKHO Ja Bb3HHKHE MUPOTTyTAMHHOBA AlIH032 BCJICACTBUE Ha HUCKH
HWBA Ha [TyTATHOH.

CrpofliaBade Ha NOAO3UPAHH HEXKENAHH PEeaKLHH
Cpo61IaBaHeTo Ha NOAO3HPaHHM HeXEeNaHH PeaklidH Cliel pa3peiiaBaHe 3a ynotpeba Ha nekapcTBeHHA

NPoAyKT € BakHO, TOBa No3BOJNIABA A& MPOAB/LKH HaOMOAEHHETO HA CHOTHOLLICHHETO [10J13a/pUCK 38
eKAPCTBEHHA NPOAYKT. OT MEULMHCKHTE CTIELIMATHCTH Ce H3HCKBA /Ia ChoOLIaBaT BCAKa NOAO3HpaHa

He)KenaHa peaxius ypes:

HineauuTenHa AreHuus no Jlekaperpara
Co¢ua 1303, yn. Jamsax I'pyes 8

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

4.9 IIpenozapane

CUMITTOMHU:

ChHILECTBYBA PHCK OT MHTOKCHKALMSR 0COGEHO NPH NALHEHTH ¢ YePHOAPOOHO yBpexaHe, B Cy4anTe Ha
XPOHHYEH aJIKOXOIU3bM, MPH NALMEHTH CTPAAALUH OT XPOHHYHO HEOXPaHBaHe U NpH NauHCHTH
[pHeMAILH eH3HMHH HHIYKTOPH. U3X0QbT OT MHTOKCHKAaLMATa MOXe Aa Obae dartaneH, ocobeHo B Te3M
CIYYaH.

CHUMITOMH, KOMTO Ce MOSABABAT OOWKHOBEHO B MbpBHTE 24 Yaca BKIKOYBAT raicHe, NOBPbLIAHE,
aHopexcHs, 61e0CT, HepasnoioKeHHe H Gonky B abaoMuHanHara obnacr.

Cepbxao3a ot 7,5 g ¥ NoBeye NnapaLeTaMon 33 eIH NMPHEM NPH BB3PaCTHH HIIH 140 mg/kg TenecHo
TerJIo 3a eHH MPHEM NPH Aella, NPeU3BHKBA YEPHOAPOOHA LIMTONH3A, KOATO MOXE 1a HHAYLHPa MbJIHA
H HeoGpaTvMa HEKpo3a, H3pa3spallia ce B YUePHOAPOOHa HEROCTATEYHOCT, MeTaboNHUTHA alnpo3a (KoATO B
OTpPEACAEHH CITydan MOXKE Aa HMa MPOU3XO0J OT MJIEYHA KHCE/THHA HIIH MPOH3XOA OT MHPOTITyTAMHHOBA
KHUCEJIHHA), eHuedanonaTus, KOATO MOXKE Aia JOBE/E 10 ChCTOHHE Ha KOMa H CMBPT.
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na ce noABH oT 12 no 48 yaca cnea NnpuiaraHeTo Ha JICKapCTBCHHUS NPOAYKT. KIHHHYHWTE CHMITTOMH Ha
YyepHOAPOOHO yBpekIaHe OOMKHOBEHO ITbPBOHAYAIHO ce 3abena3Bar cnea 1 10 2 AHM U JOCTHTAT CBOA
MaKCUMyM cnen 3 a0 4 auu (BX. Touka 4.8 Hexenann nekapCTBeHH peaklivi).

Cnenxunte cpOuTHA ca HabmogaBaHH cliel Npelo3HpaHe ¢ napaLeTaMo:

- Octpa 6B0peyuHa HEAOCTATHUHOCT,

- JIMcEMHHMpaHa BETPEChAOBA KOATynaLlus,

- Peaxu cnyyaHn Ha OCTBHpP NMaHKpeaTHT.

CrietiH¥ MEepKH:

- HezabaBpHo xocnuTanu3upaHe;

- [Ipenu 3anousaHe Ha TepanusaTa, Bh3MOXHO Hal-CKOpo TpAOBa 1a ce B3eMe KpbB 3a
TbPBOHAYANTHO OoNpeJeNfHe Ha MTa3MEeHOTO ChAbPXKaHHE Ha MapaLeTaMol, HO He 110-paHo ot 4
4aca CJIeJl NPUEMAHETO Ha NapaneTamon;

- bBp30 eNUMUHHMPAHE HA IEPOPANHO MPHETHA NEKAPCTBEH NPOAYKT Upe3 CTOMAalHA MPOMMBKA,

- JleueHuero Npu nMpeao3upaHe BKIIOUYBA NpUIAraHeTo Ha aHTHAOTa N-alleTHILHCTERH BEHO3HO
WK NEpOPANIHO, MO BL3IMOKHOCT B paMKHTE Ha 8 yaca cnen npuema. AHTHAOTBT N-
aLeTHIHUCTEHH MOXKeE J1a OCUTYPH ONpeeNieHa CTENEH Ha 3allMTa 1opH U cnen 16 yaca;

- CuMImIroMaTUIHO JIieHeHue,

- Yepuoapobuu Tectose TpabBa Aa ce NPOBEAAT B HAYANOTO HA JICYEHHETO H J]a CE NIOBTapAT Ha
BCEKH 24 yaca. B noBeuero cnyyay yepHOAPOOHHTE TPAaHCAMUHA3ZH C€ BPBIUAT KbM HOPMAJTHUTE
CH HHBA B PAMKHTE Ha | 10 2 Ce/IMMLIM C ITBIHO Bb3CTAHOBABAHE HA PYHKLIUATA HA YEPHHUA 1po0.
Ilpu MHOTO TEXKH Cydyau, obaye, MOXE Aa C& HANOXH YepHOAPOOHA TpaHCIUTaHTALMS.

5. GAPMAKOJOIHYHH CBOHCTBA
5.1 POapmMakoAHHAMHYHH cBoHcTBA

MapmakoTtepaneeruyna rpyna: APYT'U AHAJITETULIU U AHTUITUPETHULIA
ATC kon: NO2BEOQ]

[TapaueraMon ¢ TPOM3BOAHO Ha MApaaAMHHOMEHOIA ¢ AHAITETUUHO, aHTUITHPETHYHO H ¢abo
POTHBOBL3NAINTENHO AeicTBHE. 3a pa3dnuka oT TpaauunoHuuTe HCIIBC, B TepaneBTHYHN 103H
napaueraMon He HHXHOHpa QYHKUUATA Ha TPOMOOUNTHTE.

TOYHHUAT MEXaHHA3BM HA AHAIINETHYHHTE H AHTHUIIMPETHYHHUTE CBOMCTBA HA NMapaLeTaMoi BCe OllIE He €
YCTaHOBEH. MexaHH3MbT Ha AeficTBUE MOXKE Ja BKIIIOHBA LSHTPAITHO K neprdepHo aeiicTBHeE.

5.2 DapMAKOKHHETHYHH CBOHCTBA

Adcopbuus
B cpaBHeHue ¢ nepopanHus npHeM, abcopOumaTa Ha napaleTaMmosl pekTajiHo e rno-6asHa. MakcuMmannure
NIa3MEHH KOHLIEHTPALMK ¢e JoCcTUraT 2 A0 4 yaca CIeH NPUWIOKEHHE.

PainpeneneHue

[lapaueramon ce paznpenens Orp30 B NOBEYETO ThKAHH,

[Ipu Bb3pacTHH, 06EMBT Ha pa3NpeAciCHUEe Ba napaueraMon € npubnusurenHo 1 no 2 I/’kg, a npu neua e
B uHTepBana 0,7 no 1,0 l/kg.

CBbp3BaHETO C MNA3MEHUTE NPOTEUHHU € ciabo.

buoTtpaschopMmanus
[Tapauetamon ce MeTabonu3upa rnaBHO B HEPHUA APOO Ype3 ABa rTaBHH METaOOIMTHY NbTA:

KOHIOTHPAHE ¢ IIIOKYPOHOBa KHCENIHHA H CYJI(PaTHO KOHIOTHpaHe. Bropuat MerabonureH neT € 6bp30
HAaCHHIZEM MIPH BUCOKHW JO3H, HO B pAMKHTE Ha TepaneBTHYHUA Auana3oH. HacuuiaHe Ha
ITIOKYPOHUPAHETO CE NOABIBA CaMO NPH MPHEM Ha NTO-BUCOKH XeNaTOTOKCUUHH 103H. Manka ¢pakums
(noa 4%) ce MeTtabonusupa upe3 uuToxpoM P450 10 peakTieeH MexXanHHeH npoaykT (N-anetun - -
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PCAYLHPAHHA TITYTATHOH H CC OTACJIA B YPHHATA ClICA CBBP3BAHC ¢ HUCTCHHA K MCPKAITTOITYPHHOBATA
KHCCIIHHA. an MaCHBHH MHTOKCHKALIHH 0Dave, KOMHYECTBOTO Ha TO3M TOKCHYEH MeTabOoJINT ce

yBCIHYaBa.

EnuMHHUpaHe

MeTabonuTHTe Ha NapaLeTaMoN C€ EKCKPETHpaT rMaBHO B ypuHaTa. IIpyu Bb3pacTHUTE NaLHeHTH
npudanzuTendo 90% ot npHerara 103a ce OTAe/A B pAMKHMTE Ha 24 yaca, OCHOBHO KaTO [NIOKYPOHMOH
(npubnauzurenHo 60%) u cyndatHu koHtoraty (npudausurenso 30%). ITo-manko or 5% ce enumuuUpar

HEIIPOMEHEHMU.

Cneyuaniu nonynayuu.

bvbpeuna neoocmamvunocm

B cnydaih Ha Texko 6b0peuHO yBpeKaHe, IMMHUHHPAHETO HA NapaLeTaMon € eko 3abaseHo. 3a
FIIKOKYPOHOBUTE H CYJHpATHH KOHKOTATH CTEMNEHTa HA €JIMMHHALIMA € Mo-0aBHa NPH MALMEHTH ¢ TEXKO
OBpOpeYHO yBpeXKaaHe, OTKOJIKOTQ MPH 3ApaBH HHAMBHAHM. 10 Tazu nMpHYHHA NPH MALUKEHTH C TEKKO
O6bOpeyHO YBpeXKIaHe ce Npenopb4yBa MUHUMAITHHUAT HHTEPBAJ MEXAY NpHEeMATE Aa € 6 WK 8 yaca
(BHKTE TOUKA 4.2.).

Heprnoopobra nedocmamuvyrocm

[Tapaueramon e NpoyuBaH NpH NaUHEHTH C YepHOLPOOHO yBpexAaHe. B rmpoyusaHe wiecT NauneHTa ¢
XPOHUYHO CTAaOUNHO 3a00/aBaHe Ha YepHUsd Apod ca npMeMany 4 g/neH napaueraMmo 3a 5 aHu.
KoHUEHTpauHATa Ha NapaleTaMon B IU1a3MaTa ce Onpelcns Ha cpeaaTa Mexay TpeTaTa H YCTBbpTaTa
no3a ot | g BCeKH aeH, Bapupa ot 4,5 pg/ml no 26,7 ug/ml, KOHTO Ca 3HAYHUTENHO NMOA NOTCHLMAIHUTE
TOKCHYHH HHBA. He ce ¢ HabnoaaBano 3HaYUTENHO KYMYJIHPAHE HA NIapaueTaMon H HE € WMaJIo Pa3JIiKy
B KJIKHHYHOTO ChCTOAHHE WM B NTJabOpaTOpPHUTE TECTOBE HA NaLUMeHTHTE, CPeIHUAT MOJYKUBOT Ha
enMMUHHpade e 6un 3,4 vyaca. Cnea ToBa NWIOTHO NnpoyuBaHe 20 NALUMEHTU ¢BC CTAOUIHO XPOHUYHO
yepHORAPOOHO 3a00naBaHe ca OMIK paHAOMH3HMPaHHU B KPOCOYBDBP NMPOYyYBaHe 3a ABa nepuona. Te ca
mojiy4aBany 4 g/neH napaueTaMos WiH iaunedo 3a 13 aH4 ¥ cnen ToBa ca OGN NpexXpbpiIeHH KbM
3aMECTBALLO JIeueHHE. ENUH MaitMeHT € NoKa3an NOBULIABAHE HAa NOKA3aTENUTE Ha YepHOApOOHHTE
¢pyHKuMoRanHu TectoBe (LFTS), HO cien OTHIYMABAHETO Ha TO3H €NMU304 HE NMOKa3Ba OTKIOHEHHUS NPH
JABe MOCJCAOBATE/IHH HaToBapBaHuA. Karo 3akmo4yeHue, ToBa nopHilleHe Ha LFTs He e cBbp3aHo ¢
ynorpedara Ha JeKkapCcTBeHUsA NMPOAYKT M HAMA MPOTHBOMOKA3AHKS B ynoTpedaTa Ha mapaueTamon B
TE€pPaneBTHYHH 034, IIPH MALHEHTH ¢ XPOHUYHO CTabWIHO YepHOApoOHO 3ab6onsBaHe.

Hsakou KIHHHYHH NPOYYBaHUS NOKA3BaT YMEPEHO HapyleH MeTaboIM3bM Ha apaueTaMon Npu
MALKUEHTH C XPOHHYHO YePHOAPOOHO yBpeXKaAaHe, BKIMIOUHTEIHO ANKOXONHA LMPpO3a, KOETO ce MposABABa
ype3 NOBHILEHH IL1a3MEHH KOHIEHTpalMH HA NIapaLeTaMos U NMo-AbJIbI NOJYXHUBOT HA €IMMHAHHpaHe. B
TE€3HU AOKJIAAH NOBUUICHUAT NONYKUBOT Ha NIA3MEHUTE KOHLIEHTPALIMU Ha napalleTaMol ¢& CBbP3BAT C
NMOTHCHAT KanauyTeT Ha YepHua apobd. CrnenosarenHo, napauetaMon Tpadsa ia ce H3NnoJi3Ba ¢ NOBUIIEHO
BHHMaHHeE NPH NaUMEHTH ¢ YePHOAPOOHO yBpeXKIaHe Y € IPOTUBONOKA3AH MTPHU ACKOMNEHCHPAHO
aKTHBHO 3a00nsaBaHe, 0co0eHO ankoxofieH xenaTtuT, nopaau CYP 2E1 mHayKuus, KOeTo BOAY 40
NnoBHiLeHO O0pa3yBaHe HA X€NaTOTOKCHYEH METabONUT Ha napaueTamon.

Ilayuenmu 8 cmapuecka ge3pacm

dapMakoKHMHETHKaTa H MeTab0KM3Ma Ha NapaueTaMoll (aKo ce NpOMEHAT) ca cinabo NpoMeHeHH!.
OOHKHOBEHO He C¢ U3HCKBA KOpPUTApaHe Ha A03aTa NP TasH nonynaums (BxK. Touka 4.2 J[o3upoBka U
HayuH Ha MTPUITOAKEHHE).

Hoeopodenu, xvpmavema u deya

@apMaKOKHHETHUHHUTE NMApaMEeTPH Ha fapaleraMon, HabmoaaBaHu Npyd KbpMAyeTa H Aella, ¢a CXOAHH ¢
T€3U HalOAABAHH NPU Bb3PACTHH, C HIKIIOYEHHUE HA IU1a3MEHHUA NOJYKHUBOT, KOWTO € MAJIKO MO-KbC
(OKONO 2 Yaca) OTKOJKOTO MpH BbIPAcTHH. [Ipn HOBOPOAEHH MNA3MEHHUAT NOTYXHHBOT € NO-AbbI
OTKOJIKOTO MpU KbpMaueTa (okono 3,5 yaca).

HoBopoaeHy, kbpmayera u aeua a0 10 roauiliHa Bb3pacT OTACAAT 3HAYHTETHO NO-MANKO FIOKYPOHKIHH
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53 IIpeAkAInHHYHY JAHHH 33 6e30MacHoCT

Kapyunoceneszaq, Mymazenesa, yapexcoane Ha pepmuiumema

EdexTHTe Ha nNapaleTaMon B AMeTaTa Ha MHULUKH M TUTbxOBe € oleHena Ha 0, 600, 3000, u 6000 PPM B
MPOAbIDKEHME HA B rOAVHY. HAMa JaHHM 32 KaHLEpOreHHo AchCTBHE HAa napaueTaMon NpyH MbXKKH

[LTbXOBC, HHTO IIPpH MBbXKKH H AKCHCKH MHIHKH. ﬂB}TCMHCHEHH Ca AaHHHTC 3a KApUHUHOICHHA aKTHBHOCT
[TPpH XKCHCKH NITBXORBEC HA fa3ara Ha NOBHIIEHA 4eCTOTA Ha MOHOHYKJICApHA JICBKCMHA,

CpaBHUTETHUAT Nperiel Ha JIHTepaTypaTa 3a FeHOTOKCHYHOCT U KapLIHHOTe€HHOCT Ha apaucTamo
[10Ka3Ba, Y€ reHOTOKCHYHHU eekTy Ha napaueraMo ce NosBaBaT caMo NpH 03K HAA NPENOPbYBAHHTE, B
PE3yNTaT Ha TEXKH TOKCHYHH €PEKTH, BKIIKOYHTEIHO H3pa3eHa TOKCHYHOCT Ha YepHHA Ipo0 ¥ KOCTHUA
MO3BK. [IparbT 3a reHOTOKCHYHOCT HEe ce NOCTHUIa MPH TepaneBTHYHH Q031 napauetamoil. IlpoyuBaHusTa
MPH XKHUBOTHH HE NMOKA3BAaT KAPUMHOTCHEH NOTCHLHAN MPH HEXENMAaTOTOKCHYHH R03U. TyMOpOreHHH
e(pexTy ca HabmonasaHH B MO-CTapH NPOYUYBaHHSA, CaMO MPH MpUAaraHe Ha MHOIMO BUCOKH LIMTOTOKCHUHH
A03H.

JIMNCBAT KOHBEHIMOHAIHH NPOY4YBaHKA, H3MON3BALIY IPHETHTE NOHACTOAIEM CTAHAAPTH 3a OUEHKA Ha
PENPOAYKTUBHA TOKCUUHOCT Y TOKCHYHOCT 3a Pa3BHTHETO.

6. PAPMAILEBTHYHH JAHHH

6.1 CnHCBK H8 NOMOUIHHKTE BelliecTBA

TeBbpaAN Ma3HUHM (CBABPKAILY JIELIMTHH, H3BJICYEH OT COEBC MaCIo)

6.2 HechLBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHoct

3 roaMHH

6.4 CneunaZiHu YCJTIOBHA HA ChbXpPaHeHHe

Ha ce cbxpansga non 30°C,

6.5 Bua ¥ chbALpXKaAHHE HA ONAKOBKATA

Kyrus ¢ 10 cynosutopun (80 mg) B 6muctep (PVC/PE)

6.6 ConeunsanHy npeanasHy Mepka NpH H3XBbLpJaaHe H paboTa

Hama cnelnanHi H3UCKBAHUA.

Heu3non3paHusT JCKAPCTBCH NPOAYKT HIIH OTNAADBYHHUTE MATEPHAIIK OT HETO TpﬂﬁBa Ad CC H3XBDBPIIAT B
CHOTBETCTBHE C MCCTHHTC H3IUCKBAHHAL.

7. NPUTEXATEJI HA PAZPEHIEHHUETO 3A YITIOTPEBA

UPSA SAS
3, rue Joseph Monier,
92500 Rueil-Malmaison,




OpaHuus
HOMEP(A) HA PAZPELHUEHHETO 3A YIIOTPEBA
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9. JATA HA IMBPBO PAZPEMIABAHE/MTIOAHOBSBAHE HA PASPEIIEHHUETO 3A
YTNIOTPEBA

JlaTa Ha MLPBO pa3peluaBaHe: fespyapH 1993
Ilata Ha nocnenHo nonHosspaxe: 01 HoemepH 2007

10. JATA HA AKTYAJIMLZUPAHE HA TEKCTA

03/2025
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