1.

Meprexc 3a acua 150 mg cynosuTopuu

KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

UME HA JIEKAPCTBEHHA ITIPOAYKT

Fervex children 150 mg suppositories

2.

Enna cynosuropus ot | g Chabpxa Napaueramon (paracetamol)

KAYECTBEH U KOJIYECTBEH ChCTAB

3a THJIHKMA CITHMCHK Ha MOMOIIHUTE BEelleCTBa BUKTE TOYKa 6.1.

3.

JIEKAPCTBEHA ®OPMA

Cynoauropus

CynosuropusTa e 6sna, rnaaka, TbcKaBa M ¢ MPOTBJTOBaTa Gopma.

4-

4.1

KJIHHHYHHA JAHHHA

TepaneBTHYHH NOKAIAHHS

CHMITTOMATHYHO NIe4YeHHe Ha GOJIKH ¢ JIeK J0 YMEPEH HHTCH3UTET M/HIH Ha GeOPIWIHM ChCTOSHMA,

4.2

O

JI03MPOBKA H HAYHH HA NPHJICKEHHE

BK

IIpn neua, 103aTa ce onpeesas 0T TETJI0TO Ha AeTeTo. [Ipubnn3nTeHaTa BB3pacT B 3aBHCHMOCT OT
TEIJI0TO € AafeHa caMO OpHEHTUPOBBYHO. HeBo/IHO Npeao3HpaHe MOXKe A8 A0BENE 10 CEPHO3HO
yBpeAxAaHe HA YepHHA Apol B cMBPT (BXK. Touka 4.9 Ilpeno3upane).

I[Tpu aeua npenoprYBaHaTa 403a napaueraMmon cyno3uropum e okoino 60 mg/kg/neH n ce pasnens Ha 4eTHpH
mpHema, npubausurenHo 15 mg/kg Ha BcekH 6 yaca.,

[Topaas PHCK OT JIOKaIeH TOKCHYEH edeKT, He ce MPenopbYBa NPU/IAraHe Ha CYNO3UTOPHH MOBEYe OT
YETHPH ITHTH Ha AcH, PEeKTATHOTO MPUNoKeHHe TpAGBa fa Obae ¢ Bp3MOXKHO Hali-KpaTKa NpOIbIDKHTETHOCT

He ce npenopbyBa NocTaBsaHeTO Ha CYNO3UTOPHH NPH ANApuUS.

Terno | Mpubanin | dosa bpoik Munnmanen Maxcnmanna

(kg) TeJHA NAPALETAMOJ1 | CYMIOZHTOPHH | HHTEPBAJ MEXAY | AHEBHA 1033
Bh3pacT* | (mg) B €AHA 1038 npueMHuTe (cynoanTopun)

| | (uacose)
5 no 2 no <24 80 mg l 6 qaca 320 mg
| <10 Mecena | (4 CYNO3HTOPHH)

10 0 | 24 Mecena | 150 mg 1 6 yaca 600 mg

<I$ b1 (0 (4 cyno3uTopuu)
<3 roQiMHH _

15 no ] 3 no <9 300 mg 1 6 vaca 1200 mg

<30 I'OiMHH | (4 cynozuropuy

* [lpubnu3nTenHaTa PB3PACT CIIOPE TEFJIOTO € CaMO OPHEHTHPOBBYHA.




Bvbpeuno yapeocoare
[Tpu nauueHTH ¢ OBOPEYHO YBpEKIAHE MUHUMATHHAT HHTEPBAI MEXAY BCAKO NIPHJIOKEHHE TpAOBa 1a ce
MoauHLIMpa ¥ MAKCHMAJIHATA JHEBHE fo3a TpA0Ba Ja ¢ HaMalli Karo ce CIIeABa ClieiHaTa cXxeMa:

KpeaTHHHHOB KAHPLHC HHTepBan HA A03HpaRE MaxcuMaina JHEBRA 1038
¢l 10 — 50 mli/min 6 Jaca 3000 mg (3g)/nen

cl <10 ml/min 8 yaca 2000 mg (2g)/nen

(BMKTE TOYKa 5.2.)

Yeprodpobno yepedcoane

[Ipn nauMeHTH ¢ yBpeaeHa YepHoapobHa QyHKIMA, 1o3aTa TpAOBa Ja ce HAMATH HIIH J1a ¢€ YIBbJIKH
HHTEpRaNa Ha Ao3upaHe. MakcuManHaTa JHeBHA 1032 He Tpa6Ba na Haasumiasa 60 mg/kg/nHeBHO (2g/neR)
MpH CIeIHATE CHCTOAHNSA: Bh3PACTHH NalMeHTH ¢ Terno noa 50 kg, XpOHHYHO WIN KOMITEHCHPAHO aKTUBHO
yepHOAPOOHO 3abonaBane, 0COOEHO Te3d ¢ NIeKka A0 YMEPEHa XenaToueny/iapHa HeA0CTaTbIHOCT, CHHAPOM
na Gilbert (pammnna xunepSwmpyOHREMHS), XPOHHUYEH ANKOXMIHIBEM, XPOHUYHO HEAOXPAHBAHE ( HUCKH
3aI1aCH OT YEPHOAPOOEH IIMyTATHOH) ¥ AeXHApaTauMs (BXK. Touka 5 PapMakoJOrHYHH CBOKCTRA,
bapMaxOKHHETHYHH CBOKCTBA, CNCIMATTHM NOYIAaLMHK, 9epHOAPOOHO yBpeXKIaHe),

Ilayuenmu @ cmapyecxa ev3pacm

O6HKHOBEHO HE €€ Halara KOpeKiMa Ha 03aTa [PH NalMeHTH B CTAPYECKa Bh3pacT (BXK. TOUKa 5.2
dapmakoKHHeTHIHH CBOHCTBA). Bee nak Tpa6ea na ce HMaT NpeABKUA CHITETCTBALLMTE PHCKOBH (PaKTOPH,
HAKOM OT KOMTO Ce CpemaT No-4eCcTO NMPpU NaLMEeHTH B CTap4eCcKa Bh3pacT H H3UCKBAT KOPUIrHpaHe Ha 1o3ara.

HauuH Ha NpHIIOKEHHE
PeKTaiHO NPHIOKEHHE

4.3 IIpoTHBONOKA3AHUSA

- H3BecTHa CBPBHXMYBCTBHTEIHOCT KbM NapalieTaMoll, NponaneTaMon XHApoxXRopu (NpeUIeKapcTBo
Ha IapaleTaMofl) WIN HAKOE OT MOMOIIHHTE BelecTBa. ToBa IEKApPCTBO ChAbPKA JICLIMTHH,
H3BJIEYEH OT COEBO Maclo. AKO CTe aleprH4YHH KbM (BCTBLM WIH COA, HE H3N0N3BaltTe TO3H

JIeKapcTBEH NMPOAYKT (BXkK. To4dka 6.1).

- Texka gyepHoapoOHa HEAOCTATEYHOCT WK ACKOMIIEHCHPAHO aKTHBHO YepHOApodHO 3afonapane.
4.4 Cpoennaauy npeaynpexieHnd H Npeana3Hi MepkH npH ynorpeba

IIpenynpexncuus
3a na ce H3berHe pucka oT npeaosdpaHe, TpAdBa Ja ce NpoBepaBa Aa He Ce MPHEMAT APYTH JEKapCTBEHH

NPOOYKTH (BKIOYHTENHO MO JIeKapcKo WK 6e3 JIeKapCKo NMpeANHCaHHe) ChIbPAKALGY apaueTaMoll.
[IpunoxeHHeTo Ha NapaLecTaMoN B JO3H NO-BHCOKH OT NMPENOPBLYBAHUTE BOAH A0 PUCK OT MHOT'O CEPHO3HO
yBpexzaHe Ha sepans Jpob. KnHHHYHHTE CHMITOMH Ha YepHOAPOOHO yBpeKIaHe OOHKHOBEHO ce
3a0€esI3BAT 32 IMBPBH BT | 10 2 NHK Cliel NpeA03HPaHeTo ¢ napateramoi. CUMITTOMHTE H& MAKCHMAJTHO
yepHOAPOOHO yBpexkaaHe OOHKHOBEHO ce MposBsABaT cnej 3 0o 4 aHM. JledeHHeTo ¢ aHTHIOT TpAOBa na
3aMovyHe Bb3IMOXKHO Hall-ckopo (BX. Touka 4.9 [Ipenosupane).

[lapauieTaMon MOXE a IPHIMHH TEXKH KOXHH PeakiMH KaTO OCTpa NreHepaln3HpaHa eK3aHTCMaTO3Ha
nyctynosa (AGEP), cuHapom Ha Stevens-Johnson (SJS) # TokcruHa enuaepmanna Hekponusa (TEN), kouTo
moraT ga Owxar ¢aranuy. INauperrure Tpabsa na 6paaT HRGOPMHPEHH 32 MPU3HALIKMTE Ha TEXKKH KOXHH

peaxiHy » ynorpedara Ha IeKkapCTBEHHUS NMPOAYKT TpROBa Nia ce NpeycraHOBH NpY ITbpBaTa MosSBa Ha KOKEH
OOpHB HJTH APYTH NMPH3HALM HA CBPBbXYYBCTBHTEIHOCT.

INapaueramMon TpaOBa Ja ce U3MON3Ba BHHMATEIHO B CICAHHTE CNTydau:

- yepHOAPOoOHA HEAOCTATHLYHOCT, BKIMIOUNTENHO CHHApOM Ha Gilbert (hamMuiina
xunepbunpyOuHemss) (BX. Touka 4.2 u 5.2);




- TexXkKa 0p0peuHa HeaOCTaThYHOCT (BXK. TOUKH 4.2 U 3.2);

- rMIoK030-6-hocdar nexuaporeHasHa HenoCcTaTe4YHOCT (G6PD) (Moxe na noBeae A0 XEMOJMIHTHYIHA
aHEeMHA );

- XPOHHYEH AJTIKOXOHIBM;

- XPOHMYHO HEAOXpaHBaHe (HHCKM 3anach Ha 4epHOApPOOEH IyTATHOH), AHOPEKCHA, KAXEKCHH,
Oynumus, rnagyBaHe;

- DeXHApaTaluus, XHUIOBOJIEMHS.

He ce npenopbh4Ba KOHCYMAITHATA HA AKOXOJ 110 BpeMe Ha JISUEHHETO.

CpoBIneHH ca cTydau Ha MeTaboNnMTHA al|a03a ¢ rojiaMa aHHoHHa npasauHa (HAGMA), aemkalia ce Ha
MUPOTTyTAMHHOBA ALMAO3A [TPH MALHEHTH ¢ TEXKKO 3a00/19BaHe KaTO TEXKO OBOpeyHO yBpeKAaHEe U CEIICUC,
HWIH NPH NAUHMEHTH ¢ HeJOXpaHBaHe HIIH C APYTH U3TOYHMIIM Ha Ae(PULMT Ha ITYTATHOH (HAIp. XPOHUUYCH
aJIKOXOJIU3bM), KOUTO Ca JIEKYBAHH C NapaleTaMosl B TepanesTHYHA 1038 32 MPONB/DKUTENIEH NePHO WIH
xoMOHHALMA OT nmapaleramMon H payknoxkcauwiii. Ako ce nogosdpa HAGMA nopanu nmuporiyTaMHHOBA
alLMA03a, PENopRYBa ce He3abaBHO NpekpaTABaHe Ha NMapaueTaMoll H BHEMATeNHo HabmoaeHue.6
H3mepBaHeTO HA 5-OKCONMPONMH B YPHHATa MOXe Aa Obhe noie3Ho 3a HaeHTHGMIMpaHe Ha
NMUPOrIyTaMHHOBA alMN03a KATO OCHOBHA NMpuiHa 38 HAGMA nmpH natlHeHTH ¢ MHOXKECTBO PHCKOBH
¢akTopH.

B cnyuau Ha OBJTOCpodHa yrorpeta Ha aHanreTHlM (>3 Mecela) NP NMALMEHTH ¢ XPOHHYHO I1aBobonye ¢
NPWIOKEHHE HAa BCEKH ABA AHH WM NO-9eCTO, INABOoOOIHETO MOXE Ja ce pa3BHe Wi BioliH. [ nasoboiue,
NPEAH3BHKAHO OT NpekoMepHa yriorpeba Ha ananretuiy (MOH - rnasofonme npu npekoMepHa ynorpeda Ha
JIeKapCTBa), He TPAOBa Ja ce leKyBa ¢ YBEJIMYaBaHe Ha 03aTa.

B TakmuBa ciryuan ynorpefara Ha aranreTHLH TpaOBa 1a ce MPeyCTaHOBH CNEN KOHCYITALMA ¢ JieKap.

4.5 BiauMoaelicTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH H APYTH GOPMH Ha B3auMojelicTBHE
BianmoelicTBHA, HIRCKBAINH NPeaANa3sHH MePKH NpH ynoTpeba

DEeHHTOUH

EaHOBpeMeHHOTO npuiaraHe Ha GeHUTOHH MOXE Ja JOBee 10 HaMallsBaHe Ha ePeKTHBHOCTTA Ha
napaneTamol U A0 MOBHIIEH PUCK OT XEMaTOTOKCHYHOCT. [lalMeHTHTe Ha Tepamnus ¢ ¢eHnTonH TpabBa aa
305rBaT BHCOKH JIO3H WIH ITPOABIDKHTENCH NPHEM Ha napalieraMon. IlauueHture TpaOpa na 6bnar
APOCICASBAHH 32 XENaTOTOKCHYHOCT.

Ipobenenna
[Tpoferena NpUUMHABA NOYTH ABOHHO peaylIMpaHe Ha KIIHbPBHCA Ha NTAPALICTAMOJI, Upe3 NOTHCKAHE Ha
HEroBAaTa KOHIOTALUA C IIIIOKYPOHOBATA KHCENMHA. HaManapaHeTo Ha 103aTa Ha napaueraMon Tpadsa aa ce

B3eM€ MpeaBU] MPH €IHOBPEeMEHHO NPHNCKEHHE ¢ MPoGeHeLuA.

CaanniamMua
CanvipdnaMua MoXe Aa YABJDKM ENTMMHHALMOHHHA TOJYKHMBOT (1)2) Ha napaLeTraMor.

EH3HMHH HHAYKTOPH

TpsabBa 12 ce BHUMAaBA NIPH €JHOBPEMEHHHS NPHEM HA MapaleTaMoNn ¢ CH3HUMHM HWHAYKTOpU. Takupa
AKTHBHM BEILIECTBA BK/IIOUBAT, HO HE Ca OrpaHMYEHH A0: OapOMTYpaTH, H30HHA3KA, KapdaMaseIuH,
pudaMnaH, eraHon (BK. Todka 4.9 Ilpenosupane).

Meprekc 3a aela MOXe Aa YBEJIHYH Bb3MOXXHOCTTa 32 [10ABa Ha HeXXeJIaHH JIEKapCTBEHH peakiyy, KOraTo ce
pHEMA €AHOBPEMEHHO ¢ APYTH JIEKAPCTBESHH NMPOAYKTH.

AHTHKOATY/IAHTH
ExHoBpeMenHara ynorpefa Ha napaueTamMosl ¢ KyMapuHH, BKIIOUHTENHO BapdapuH, Moxe 1a 1
nekH papuaimi Ha INR croliHocTre. B 1031 ciiyuall crienpa Aa ce npoBele 3aCHICHO MOHHTO



INR cToHOCTHTE N0 BpeME Ha NepHoJa Ha eAHOBpeMeHHa ynorpeda, KAKTO M 3a €iHa CEAMHUIA ClIeN
NPeYCTAHOBABAHE HA IEYEHHETO C NapaueraMo.

OayKI0KCAnH/INH:

TpaGpa na ce BHMMABA, KOraTo NapalieTaMOol ce H3MOI3Ba €AHOBPEMEHHO ¢ (PIYKIIOKCALHIMH, Thif KaTo
Napaje/IHUAT MPHEM € CBbp3aH ¢ MeTaboNrTHA auMa03a ¢ rojIiMa RHHOHHA TTpasHHHA NopaaH
MHPOTITYTAMHUHOBA alIH034, 0CODEHO NpH MauUeHTH ¢ PHCKOBH (GaxTOpH (BXK. TOYKa 4.4).
BiamMoaeiicTBHS NpH JabopaTopas HiC/AeABRERES
[TapanieraMOTET MOXKe a NONMPEYH HA ONpeNeNAHETO Ha MMKOYHATAE KHCE/IHHA B KPBBTa Ype3 MeToAa ¢

docdoBongpaMoBa KHCEIHHA.

4.6 Peprannrer, 6peMeHHOCT H KbpMeHe

KTHHHYHHAT ONHT NpH ynotpetaTa Ha napaleTamol 1o BpeMe Ha OpeMEHHOCT U KBPMEHE € OrPAHHYEH.

bpeMeHHOCT
3HAYMTEIHO KONHYECTBO JAHHH NPH OpeMEeHHH JXKEHH HE MOKA3BAT HUTO MaI(pOPMATHBHA, HHTO

deTo/HeoHaTANHA TOKCHYHOCT. Pe3ynTATHTE OT ENHACMHOJOTHYHHTE NMPOYYBAHHA BbPXY HEBPOJIOIHIHOTO
pa3BHTHE Ha Aelia ¢ eKCMO3KLIMA HA MapalleTamon in utero ca HeyGeqUTENHH. AKO € HeoOXOaUMO OT
KIHHMYHA [JIEHA TOYKA, MapaleTaMoll MOXKE 1a ce TIPWIara rno speMe Ha OpeMeHHOCT, HO TpaOBa aa ce
M3MON3Ba Hall-HMcKaTa eeKTHBHA 4034 38 BE3MOKHO Hal-KpaTKO BpeMe M ¢ Bb3MOXKHO Hall-HHCKaTa
YeCTOTA.

KnpmeHe
Cnen npueM napareTaMo ce eKCKpeTHpa B MAIKM KOJIM4eCcTBa B KbpMmarta. JoxknansaH ¢ o6pHuB nmpu

xbpMayeTa. CyYHTA Ce, Y€ NapaneTaMoll € CbBMECTHM ¢ KbpPMEHeTO. BBIpeKH TOBa, ce H3MCKBA BHUMaHME
xoraTo Depsekc 3a Aelia ce MPHEMA OT JKEHH, KOUTO KHPMAT.

4.7 EdexTH BBpXY cnocobHocTTa 32 Modupane B pabora ¢ MAMBEEA
HempunoxuMmo

4.8 Hexerane JICKAPCTBEeHH PeaKn Bl

CieaHHTe HEXeNaHH JIEKAPCTBEHH PeaKLMH ca JOKJIAABAaHH M0 BpeMe HA MOCT-MAPKETHHIOBO MPOY4YBaHE
CHC CYNMO3HTOPHH NnapaleTaMoll. Thi KATO Te3M peakifiy ¢a ChoOLIEHH OT HEH3BECTHA MO pa3Mep

MOy NaLHA, He € Bb3MOXKHO Jia e ONpeAe/TH HaAeKIHO YecToTara UM, Hexkenauure ekapCeTBeHH peakLMH
Cca NMpe/ICTABEHM 110 CHCTEMO-OpraHiH Kiacoee, MedDRA TepmHHONOrHs M 4eCTOTa, KATO Ca H3NON3BAHH
CJI€HHTE KaTeropHH: MHOTO yectu (=1/10), yectu (21/100, < 1/10), Heyectt (=1/1000, <1/100), penxu
(=1/10000, <1/1000). Muoro peaxu (< 1/10000) 1 ¢ HeusBecTHA YecToTa (HEe MOXKE Aa Ob2ie H3UHUCNEeHA OT
HanuuHure gaHHW). Tabnuuara e cberaseHa cnopen npenopekure Ha CIOMS paborHarpynalll u V u
Ykazanusra Ha EspornefickaTa KOMHCHA 3a KpaTkaTa XapaKTepHCTHKA HA MPOAYKTA.

CHCTEMO-OpraHHH KJIACOBe | Yecrota | Tepmun no MedDRA
HapymieHus Ha KppBTA H JIMM(pHATA C nemspectHa | TpombounroneHus l
CHCTEMA YEeCTOTA JleBkorneHus
____ | | Heyrponerus
CroMalHO-4YpeBHH HAPYyLIEHHA C HeussecTHa | AGaoMuHamHa Oonka, Auapus
| yectora |
Hapymenus Ha ”MyHHaTa CHCTEMa C Hem3BecTHa | AHadunakTHYHa
yecToTa peakLMA( BKIIOUMHTENHO
XHMOTEH3HUA ),
aHa(pMIAKTHYEH LLOK,
CBPBXYYBCTBHTE/IHOCT,
L _ _ AHTHOEAEM
PecripaTOpHH, rPbAHH H ‘,'C Hem3BecTa | bpoHxocnmasmM
MEJIHACTHHAIHH HapYIICHHA yecrora | L




|
|

UscnenpaHus C HeuspectHa | [TopHmIaBaHe Ha uepHOAPOOHUTE

_ | uecToTa | eH3uMHE
Hapymenns Ha koxarta U nogkoxusara | C Heu3BecTHa | YpTHkapus, epHTeM, OOpHB,
TBKAH | YecToTa | mypmypa, NpypHTYC, OCTpa

reHepaTU3HPaHA eK3aHTeMaTO3Ha
MyCTYyNno3a, TOKCHYHa

eNUACpMATHA HEKPOJIH3a,
cuHApom Ha Stevens-Johnson,

L

i | ¢HKCHpaHa IeKapCTBEHA epy LS i
Hapytienus Ha MetabonuaMa H C Hem3BectHa | MerabonHuTHa anMa03a ¢ ronaMa

XPaHEHETO YyecToTa AHHOHHA Npa3HHHA

A N e

OnucaHye Ha H30paHU HOXENAHH PeaKiivM

MeraboaHTHa auH03a ¢ roNAAMa AHHOHHA NPa3HHHA

Cnyuau Ha MmeTabonuTHa aum03a ¢ ronsMa aHMOHHA NPa3sHHHA, TH/DKAILEA C€ HA MHPOTJIYTAMWHOBA
anMao3a, ca HabmoaaBaHK NIPH NMALUeHTH ¢ pPUCKOBU (PaKTOPH, H3NONIBALIH NIapaleTamMos (BkK. TOYKa
4.4). Ilpu Te3n €HTH € BE3MOXKHO /12 Bh3HUKHE NMHPOTTYTAMUHOBA AlIHA034 BCIEACTBHE HA HHCKH
HYBA Ha LIYTATHOH.

CrofluaBaHe Ha TORO3UPAHH HEXEIAHU PeaKiHU

Cro6inaBaHeTo Ha MOAO3UPAHH HEXKEJIAHH PEeakLHH Clief paspellaBaHe 3a ynorpeda Ha JIEKApCTBCHHA
MPOAYKT € BaxHO. TOBa M0O3BONABA 1a NPOXB/DKH HAOMONEHHETO Ha CHOTHOLICHHETO NO/I3a/PHCK 34
JIEKAPCTBEHHA NMPOAYKT. OT MeAHIMHCKUTE CMIELHATHCTH CE€ H3HCKBA a ChOOILABAT BCAKA MOAO3MPAHA

HeXeJIaHa PeaKLHA upes:

HanmbaHuTenda AreHuds no Jlekapcreara
Codun 1303, yn. Hamsan I'pyes 8
Ten.: +359 -28903417

yebcaiiT: www.bda.bg

4.9  Ilpenosupane

CHMNOTOME:

CrInecTByBa PHCK OT HHTOKCHKALIHA 0COOCHO NMPH MALMEHTH ¢ YepHOAPOOHO yBpexKIaHe, B CTy4aHTe Ha
XPOHHYEH AIKOXOIM3IBM, NPH MAIHEHTH CTPAJAIllH OT XPOHUYHO HEAOXPAHBRHE H NPH NAaLMEHTH NpyHeMally
eH3HMHH HHAYKTOPH. U3XONBT OT MHTOKCHKALIMATA MOXeE Jia O6be daTaneH, 0ocoOeHO B TE3H CITyuaH.

CHMITTOMH, KOHTO c€ noapaBaT 0OHKHOBEHO B IThpBUTE 24 Haca BIUMIOYBAT rafiCHE, NMOBPBINAHE, AHOPEKCHA,
6aenocT, Hepasnoaokenue 4 6onku B abaoMuHanHaTa obnacr.

Cepbx/103a OT 7,5 g ¥ NOBE4E napalieTamMoJ 3a ¢JHH NPHEM TNpPH BB3pacTHH, WiK 140 mg/kg TenecHo Terno
38 eIHH NpHEM NPH Jena, NpeaAU3BHUKBA YePHOAPOOHa LIMTO/IN3A, KOATO MOXKE [1a HHAYLHUPA ITh/IHA U
HeoGpaTHMa HEKpO3a, H3pa3sBalla ce B 4epHOAPoOHa HENOCTATLYHOCT, MeTabONIHTHA aLMA03a (KOSTO B
OTNpEeAENIeHH CITyYau MOXe Ja MMA MPOU3XOA OT MJIEYHA KMCETHHA WIH MPOH3XO0A OT NMHPOrTyTAMHHOBA
KHCENHHAR), eHlie(anonaTus, KOATO MOXKe Ja HOBEAE A0 CHCTOSHHE HA KOMA H CMBPT.

EnnospeMeHHO ¢ ToBa ce Habmonasa yBeJiHueHue Ha yepHoapoOHHTe TpaHcamuHasu (AST, ALT), nakrar-




yBpexaaHe 00MKHOBEHO ITbPBOHAYANIHO ce 3abenassar cnea 1 o 2 THU W AOCTHUTAT CBOS MaKCHMYM ciies 3
10 4 gue {(BX. TOYKa 4.8).

Cneauure cb0rTHA ca HaOMOgapaHH CleA NPEAO3UPaHE C MapaLeTaMon:

- Octpa 6n0peyna HEZOCTaTHYHOCT,

- JnceMUHHpaHa BLTPECHAOBA KOArymalus,

- Penku cnyvya Ha OCTBP NaHKPEaTHT.

CnemHy MEPKH:

- He3abasHO XocruTannsupaHe.

- [Tpenu 3anouBaHe Ha TEpaIMATa, Bb3MOMXKHO HAN-CKOPO TpAOBa Aa ¢ce B3eME KPBB 34 ITbPBOHAYAIHO
onpeacsaHe Ha IU1a3MEHOTO ChAbPXKAHHE Ha MapaLeTaMoll, HO He NO-paHo oT 4 4aca cren
NPHEMAHETO HA NMapaleTaMoll.

- BBp30 eTMMUHUpaHE HA NEPOPATHO NMPHETHA JIEKAPCTBEH NMPOAYKT Ype3 CTOMALIHA ITPOMMBKA;

- JleueHHETO MPH NMPEOO3HpaHEe BKTKYBA IPUNAraHeTo Ha aHTHAOTA N-aleTWILMCTEHH BEHO3HO MM
NepOpPaIHO, N0 Bb3MOAKHOCT B paMKHTE Ha 8 yaca cnen npueMa. AHTHIOTHT N-aleTHILHCTEHH
MOXE 1a OCHI'YPH ONpeAeseHa CTENEH Ha 3alquTa A0PH H cnel 16 uaca.

- CHMNTOMATHYHO NICYCHHE.

- YeproapobHu TecTore TpadBa Aa ce MPOBEaaT B HAYAN0TO Ha JIEYEHHETO H JIa CE NOBTAPAT HA BCEKH
24 yaca. B moBeueTo ciayuan 9epHOAPOOHHUTE TPAHCAMHHAZH C€ BPHINAT KbM HOPMAJIHUTE CH HHBA B
paMKHTe Ha | 0 2 ceAMHLM € ITBJIHO BB3CTAHOBABARE Ha QyHKLHATA Ha YepHHs apob. IIpu MHOTrO
TeKKH CTydau, obade, MOXe Na C& HANOXH 9epHOApOOHa TPaHCILTAHTALIHAL

. ®APMAKOJIOTHYHH CBOACTBA
5.1 dapMaxoIHHAMHYHH CBOHCTBA

dapmakorepanesTiuna rpyna: IPYTU AHAJITETULIX H AHTUITHPETHULIA
ATC kon: NO2BE(]

[TapaneraMon e MpOH3BOAHO Ha napa-aMHHOPEHONA C AHANFETUYHO, AHTHNMPETHYHO U cnabo
MPOTHBOBB3NA/MTENHO JeficTBHE. 3a pasnuka or TpanuiMorHuTe HCIIBC, B TepaneBTHuny n03u
napateramMon He HEXuOupa pyHKuMsTa Ha TpOMOOHMTHTE.

TouyHHAT MEXaHH3BM HA AHAITCTHMHHTE H aHTUIIKPETHYHHTE CBONCTBA Ha MapaLeTaMoN BCe OIle He e
ycTaHOBeH. MexaHn3mbT Ha elicTBHe MOXe 1a BKIIIOUBA LICHTPAIHO ¥ nepudepHo nelicTpue.

5.2 PapMAKOKHHETHYHH CBOHCTBA

Abcopbuus
B cpaBHeHHE ¢ IEpOpaHMA npHeM, afcopiuusaTa Ha mapaleTaMo pexrano e no-6asHa, MaxcuManHuTe
IU1Ia3MEHH KOHLIEHTPALHH ce JOCTHraT 2 A0 4 4aca Chel NPUIoKeHHE,

P eIICHHE

[Tapaueramon ce pasnpeaend Opp30 B NOBEYETO ThKaHH.

[Tpu pB3pacTH, 06eMa Ha pasnpencsieHne Ha napateraMon € npubmusurenno 1 1o 2 kg, a npu aeua e B
unTeppana 0,7 1o 1,0 Vkg.

CBBbP3IBAHETO C IIA3MEHHTE MPOTEHHH € cnado.

b aHCOOpPM

Mapaueramon ce MeTabonuiMpa rmaBHO B M€pHHA ApoO dpe3 ABa rNaBHH META0OMVTHH IThTA: KOHIOTHpaHE C
FAIOKYPOHOBa KHCENHHA M cyndaTHO KOHIOrupaHe. Bropuat merabonureH mbT € ObP30 HACHIIAEM APH
BHCOKH JIO3H, HO B paMKHTE Ha TEPANeBTUYHUA AHANAa30H. HacHilaHe ITbTH IMICKYPOHUPAHETO Ce NOABABA
CaMO ITPH MpPHEM Ha NMO-BUCOKH XENAaTOTOKCHIHM 1o38. Manka ¢ppakuma (nmox 4%) ce MeraGonmmanpa upes
HTOXpoM P450, 10 peakTUBEH MeXIAKHEH MPOoAYKT (N-auetTun 6eH30XHHOH HMHH), KOATO NMpH HOPMATHH
YCJIOBHA HA H3NOM3BaHe Obp30 ce JeTokcHHLMpa Ype3 peayLMpaHus IMTyTaTHOH H ce OTAeNd B ypHHaTa




CJIel CBbpP3BaHe ¢ IINCTEHHA ¥ MEPKAIITOY PHHOBaTa KHCeNUHa. [IpH MacHBHH HHTOKCHKalMH ofaue,
KOJIMYECTBOTO HA TO3H TOKCHUEH MeTalONKT C¢ YBeHJABA.

EnuMuHupate
MeTtabonuTuTe Ha NAPALIETAMOJI C€ EKCKPETHPAT ITIaBHO B YpHHATA. [1pH Bb3pacTHHTE NalHEHTH

npubnu3nTenHo 90% ot npueraTa 403a Ce OTAENS B paMKHTE Ha 24 yaca, OCHOBHO KaTO IIIOKYPOHHUIH
(npubGaun3uTenHo 60%) u cyndaruu xoxtoratu (mpubnusurento 30%). ITo-manxo or 5% ce emTMMHHApAT
HEITPOMEHEHH.

Creyuannu nonynayuu

bvbpeurna nedocmamvurnocm

B cayualt Ha Texko 6p0peuHo yBpekaaHe, EMTUMHHUPAHETO Ha napaleramol € Jieko 3abaBeHo. 3a
ITIOKYPOHOBHTE M CY/IpaTHN KOHIOTATH CTEIICHTA HA €THMHHAIHA ¢ N0-0aBHa IMpH NAUMEHTH C TEKKO
6B0peuHo yBpeXxaaHe, OTKOJIKOTO IPH 3ApaBH UHAMBHAM. [10 Ta3y npHYMHA NIPH NALMEHTH C TEXKO
6pOpeyHO yBpekaaHe ce NMpenopbyba MUHUMANTHHAT HHTEPBA MEXIY ITpHeMHTE Aa € 6 Wik 8 vaca (BHKTe
TOuKa 4.2.).

Yeproopobra nedocmantvynocm

[Tapaneramon e Mpoy4BaH MpH NALMEHTH ¢ YePHOAPOOHO yBpeKaaHe. B npoyysaHe mecT nanyeHra ¢
XpOHHTHO cTabunno 3abonsBaHe Ha YyepHHA Apob ca npHeMany 4 g/AeH napaueTaMor 38 5 gHH.
KoHLeHTpau®aTa Ha napaueraMo B 11a3MaTa c€ ONpeaesid Ha cpefaTa MeXXay TPETaTa H YeTBbpPTara A03a
or 1 g BcexH AeH, Bapupa oT 4,5 pg/ml xo 26,7 pg/ml, xouTo ¢ca 3HAYHTENHO MO NOTEHLUHATHHTE TOKCHYHY
uusa. He ce e nabmonasano 3Ha9HTENHO KYMYyAHpaHe Ha NapaleTaMo/I H He € HMAaJIO Pa3IMKH B
IUTHHHYHOTO CbCTOAHME HIM B N1a00paTOpPHHTE TECTOBE Ha NalMeHTHTE, CpeRHUAT NOMYXHUBOT Ha
enMMuHUpane ¢ 6un 3,4 gaca. Crea ToBa NUIOTHO NpoyyBaHe 20 MalMeHTy Che CTAOMIHO XPOHHYHO
yepHOAPoOHO 3ab0nasaHe ca OMIM paHAOMM3MPAHHN B KPOCOYBbp NMpOYIBaHE 34 ABA NnepHoaa. Te ca
Noy4aBaii 4 g/neH napaueraMoli WM mauedo 3a 13 JAHM H cliell Tosa ca OWIM MpexshbpiicH# KbM
3aMeCTBalle JedeHHe. EAuH mauMeHT e mokasa [OBMIIABAHE Ha NOKAa3aTe/IuTe Ha YepHoApoOHHUTE
¢yuxurHoHanHH TectoBe (LFTs), HO cnea OTUIyMABaHETO Ha TO3H €MU30/ HE MOKa3Ba OTKJIOHEHHUA NPH ABE
NocAe10BaTE/IHA HaToBapBaHus. KaTo 3akmovueHde, Tosa nnopumenue Ha LFTS #e e cebpp3aHo ¢ ynorpebara
Ha JIEKAPCTBEHHA MPOAYKT U HAMa MPOTUBOIIOKA3aHUA B yNoTpedaTa Ha rapaleraMoll B TEPalleBTUYHH J03H,
MpH NaUHACHTH ¢ XPOHNIHO CTabunHO YyepHoIpobHO 3abonsBaHe.

Haxou XJIHHUYHHE MPOYYBAHHA NOKA3BAT YMEPEHO HApYLIEH MeTal0ONH3bM Ha napateraMoll NpY MaUMeHTH ¢
XPOHHYHO YepHOAPOOHO yBpeXKAaHe, BKIIOMHTENHO AJIKOXONHA LIMPo3a, KOETO C€ IPOABABR Ype3 NOBHINCHH
ILa3MEHH KOHLIGHTPALMH Ha MapaueTaMo ¥ No-ThJIbI NONYXKHBOT HA EMHMHHHpPaHE. B Te3n noxianu
NOBHILICHUAT NMOMYKHUBOT HA IJIA3MEHNTE KOHIICHTPALIMH Ha NMApaleTaMor Ce CBBP3BAT ¢ NOTHCHAT
KANalHUTeT Ha YepHus apob. CrezoparenHo, napaueraMon Tpadea Aa ¢¢ H3noA3Ba ¢ NOBUIRCHO BHAMAHHE
ITpH NalMeHTH ¢ YepHOAPoOHO yBpeKIaHe U € MPOTHBONOKA3EH MIPH ACKOMNEHCHPaHO akTHBHO 3afoNiBane,
ocobeHO aKOX0neH xenatut, nopaay CYP 2E1 uHIOyKuHs, KoeTo BOAH A0 MOBUIIEHO 00pa3yBaHe Ha
XeHaTOTOKCH4YER MeTaboINT Ha napaLcTaMon.

Ilpu nayuenmu 8 cmapuecka ev3pacm
QapmakokMHEeTHKaTa ¥ MeTabONH3Ma Ha NapaneTaMor (aKko ce MPOMEHAT) ca cnado MPOMEHEHH.
(OOHKHOBEHO HE Ceé U3HMCKBA KOPHUIMPaHe Ha [03aTa MIPH Ta3H noirynauus (BX. TouKa 4.2),

Hoeopooenu, xepmavema u oeya

QapMaKOKHHETHYHHTE NTapaMeTpy Ha NapalleTaMoll, HaOMoJaBaHH NpH KbpMadeTa H Jelia, ca CXOAHH C
Te3d HAOMOAaBaHH NpH BBE3PACTHH, ¢ UIKDOUCHHE HA TUTA3MEHHA NOTYKMBOT, KOHTO € MaJTkO NOo-KbC
(okono 2 yaca) OTKONKOTO NPH Bh3pacTHH. [IpH HOBOPOAEGHH IIA3MEHUAT NOIYXHBOT € NO-TBTbr
OTKOAKOTO NpH KbpMadeTa (okomno 3,5 daca).

HosoponeHH, xppMadeTa ¥ getia 10 10 roariHa Be3pacT OTACAAT 3HAYNTENHO MO-MAJIKO IIIIOKYPOHHAHH H
noseye cy/ipaTHH KOHIOraTH OT BB3pacTHH. O0maTa eKCKpela Ha napauneTaMo/ M HEroBuTe MeTabonuTH €
€IHA H ChILA PH BCHYKH BBL3PacTH,

5.3 IIpeAxnHHHYHE NaHHH 38 6ezonacHocT




Kapyunozeneza, Mymazenes eoare Ha munumema
EdexTuTe Ha MapaneTamMos B IMETATA HA MUIIKH ¥ IUIbXOBE € ouexena Ha 0, 600, 3000, » 6000 PPM B
MpOTbJDKEHHE Ha JBe roavHH. HaMa JaHHW 33 KaHLIEPOreHHO JeHCTBHE Ha MapaueTaMo IIPH MBbXKH

IUTLXOBE, HUTO NPH MBXKH H XKEHCKH MHIIKH. JIByCMUCIIEHH Ca JaHHHTE 33 KAPLIMHOT¢HHA aKTHBHOCT NMPH
’KEHCKH ILTbXOBE Ha 6a3aTa Ha [TOBHIIEHA Y€CTOTa HA MOHOHYK/ICApHA IEBKEMMUA.

CpaBHUTETHUAT NIpEryie]l Ha JUTCPATYPaTa 3a F'eHOTOKCHYIHOCT ¥ KAPLUMHONCHHOCT Ha NnapalleTaMo oKassa,
ye reHOTOKCHYHH eeKTH Ha MapaueraMo ce NMOABABAT CaMo MpH J03M Hall Mpenoph»IBaHNTe, B pe3YJITaT Ha
TeXKH TOKCHYHH e(EeKTH, BKIIIOMHTEIHO H3pa3eHa TOKCHYHOCT Ha uYepHHA Apob M KocTHHA MO3bK. [IparsT 3a
NeHOTOKCHYHOCT Heé ce AOCTHTA NMPH TepaneBTHIHHU J03H NapaueraMon. [IpoyusanusTa pH »XHBOTHH He
NOKA3BaT KapLUHHONECHEH ITOTEHLMA IIPH HeXeNaTOTOKCHYHH A03H. TyMOpOreHHH edekTu ca Hab roaaBaHH
B MNO-CTApH NPOYYBaHMS, CAMO NPH NPHJIAraHe Ha MHOTO BHCOKH IIMTOTOKCHIHH I03H.

JIMNCBAT KOHBEHIMOHATHH MPOYUBAHHUA, H3MTON3BALIH TPHETHTE NOHACTOAIIEM CTAHAAPTH 32 OLIEHKA Ha
penpOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a Pa3BHTHETO.

6. ®APMAILIEBTHYHH JAHHH

6.1 CnuchbK HA NOMOIIHHTE BelleCTBA

TebpaH Ma3HMHH (CHAPKAINH JICLMTHH, H3BIICYEH OT COEBO MACIIO)

6.2 HechLbBMECTRMOCTH

Henpunoxumo

6.3 Cpok na rogHocT

3 roaMHK

6.4 CnennannH ycnoBHSA HA ChXpPAHEHHE

Ha ce cpxpansaea noa 30°C.

6.5 Bua M CBABPAKARHE HE ONAKOBKATA

Kytns ¢ 10 cynoauropuu (150 mg) B 6mucrep (PVC/PE)

6.6 Coeurajng npeanasHy MepkH NPH H3XBLpJsHe H pabora

HaMa cnenHanyy M3UCKBaHHUA

HeH3nomBaHHUAT NEKapcTBEH NPOAYKT WIH OTOATBYHHTE MAaTEPHANH OT Here TpAbBa na ce U3XBBPIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHHA,

7. IMPHTEXATEJI HA PASPELMIEHHETO 3A YIIOTPEBA

UPSA SAS

3, rue Joseph Monier,
92500 Rueil-Malmaison,
Opanuun




8. HOMEP(A) HA PAZPEHIEHHETO 3A YIIOTPEBA

20020146

9. JATA HA ITBPBO PAZPEMIABAHE/NMMOJHOBSBAHE HA PA3PEINEHUETO 3A
YIIOTPEBA

JaTta Ha ITppBO paspeinaBaHe: ¢peBpyapH 1993
Jata Ha nocneaHo nogHoBsBaHe: 01 Hoemepu 2007

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

03/2025




