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1. HUME HA JJEKAPCTBEHHUA MPOAYKT

OEPBEKC 3A JIELIA BE3 3AXAP 280 mg/10 mg/100 mg rpaHy/H 3a nepopajeH pa3TBop

FERVEX CHILDREN SUGAR FREE 280 mg/10 mg/100 mg granules for oral solution

2. KAYECTBEH H KOJIHMYECTBEH ChCTAB

ThipEiErmscn (Paacelaiil)...... . ciminminsmma i R 280 mg
®enupamuH Maneat (Pheniramine maleate).... .............coveiinininiinisnisiensssisnnns 10 mg
AckopOuHOBa KucenuHa (Ascorbic acid)...... ... 100 mg

3aenHocame oT3 g

IMoMolHK BelLIeCcTBa ¢ U3BecTHO AelicTeue: Oensunos ankoxon (0,3 mg/came), amypa yepseHo AC
(E129), 3axaposen auerat u3zo0ytupar (E444) u cnenu ot eraHon H Hatpues Gensoar (E202) B apomara
(BioKTE TOUKA 4.4) .

3a MBAHKA CIIMCHK Ha MIOMOIIHKMTE BEIECTBA BHIKTE TOYKa 6.1.

. 3 JIEKAPCTBEHA ®OPMA

I'paHynu 3a nepopaneH pasTBop.
CBeTJIOpO30B 10 HACHTEHO PO30B MPaHYJIMpaH rnpax.

4. KJIMHUYHH JAHHHU
4.1 TepaneBTHYHH NOKAZAHAS

®EPBEKC 3A 3A JIELIA rpaHy.u 3a nepopalieH pa3TBOp € MoKa3aH MpH Jielia (Ha 1 Hajl 6-roauiiHa
BB3PacT) 3@ CHMIITOMATHYHO JIeYeHHe N0 BpeMe Ha TNPOCTY/IHH 3a00/19BaHHs, PHHUT, PHHOGDAPHHTUT 1
rPUNONOAOOHH CHCTOAHHUA Ha:

- OucTpa HazaHa ceKpeLHs M ChI3eHE OT OUMTE,

- KHXaHe,

- riaaeoboue W/WIM BUCOKA TeMIepartypa.

4.2 Jlo3HpoBKA H HAYHH HA NPH/I0KEHHE
Jo3upoBka
To3u nexapcTBeH NPOIYKT € NOKa3aH 3a Iella Ha M HaJl 6-Tro/IMIHa Bb3pacT.
Terao (Bb3pact) Jlo3upoBka HuTepsan Ha MakcHmanna
33 elHH Ao3HpaHe JAHEBHA
npHeM : no3a




21 kg -25kg 1 came 2 cawera
(280 mg napaueramon | 12 yaca MuHuMyM | (560 mg napareramor
(MpHOIM3UTENHO 6 10 |10 mg dennpamun]00 20 mg ennpamun
10 rogunm) mg Buramun C) 200 mg Buramus C)
26 kg - 40 kg 1 came 3 camera
(280 mg napaueramon | 8 waca MmuHumyMm | (840 mg mapaueramon
(mpubmmsurento 10 10 |1 mg dennpamur100 30 mg peHHpamuH
12 ropuHm) mg Buramun C) 300 mg Buramus C)
41kg-50 kg 1 came 4 cawera
(280 mg napaueramon | 6 yaca MuHuMyM | (1120 mg napaueramon
(npuGnH3uTEnHO 12 10 |10 mg henmpamur]00 40 mg dennpamun
15 ropuHn) mg Buramun C) 400 mg Buramus C)

[MammenTy ¢ 6pOpeyHo YBpekKIaHEe
B ciryuan Ha 660pedHO YBpexIaHe H OCBEH aKo He € NMPEeITHCaHo APYTo OT JieKap, ce npernopbyBa Jo3ara 1a

ce HaMaJIk | J1a C€ YBEJIM4YH MUHHMATHHAT HHTEPBaJ MEMKIY 2 103M, CBIIACHO ClieIHAaTa Tabnuua:

>50 mL/min 4 yaca
10-50 mL/min 6 yaca
<10 mL/min 8 vaca

CrneumaliHy KIHHHYHH CHTYalHH
Tpabea ma ce WMa MpeBH Haii-HMCKaTa BH3MOXKHA edeKTHBHA 103a napateramon, Ge3 1a Haneumaga 60

mg/kg/neH (He noBeye OT 3 g/eH), B CIEHUTE CHTYALHH:

. BB3pacTHH ¢ Terno noxa 50 kg,

. JIeKO 10 YMEepEeHO XenaToLeny/1apHO yBpexkIaHe,

. XPOHMYEH AIKOXOJIH3bM,

. XPOHMYHO HEJIOXpaHBaHe (HHCKH PE3ePBH Ha YepPHOIPOOEH IITyTaTHOH),
. JeXuaparaums.

MakCHMAJIHH NPEeNOPLYHTEIHH 103H:

npH Bb3pacTHU  Aeua Han 50 kg , OBLLIATA JIO3A ITAPALIETAMOJI (KATO CE UMA TTPEJIBU/]
TTIPUEMA HA BCUUYKH JIPYTH JIEKAPCTBA, CbIBbPXKALLH NMTAPAIIETAMOIJI B CbCTABA CH),
HE TPSEBA JIA HAJIBUIIIABA 4 TPAMA HA JIEH (Bi. Touka 4.9)

HauuH Ha npuioKeHHe

[Tepopanno
Camerara TpsaOBa Ja ce NpHEMaT ¢ JOCTATh4HO KOJIMYECTBO CTyIE€HA WIH ropelia BoJa.

YecroTa Ha NpUIIOKEHHE
MHTepBanbT MEXKIY A03HTe TPAOBa 1a ObJe Haii-manko 12 yaca 3a aeua ot 21 kg 1o 25 kg, none 8 4aca
3a nena ot 26 kg 10 40 kg u Haii-manko 6 yaca 3a feua ot 41 kg 10 50 kg.

[IpoABIKHUTENHOCT HA JIEYEHHETO
MakcumMaHaTa NPOOB/GKATEIHOCT Ha JIEYEHHETO € 3 nHu.




4.3 IIporaBONOKa3aHHA

- CBPBXYYBCTBHTEJIHOCT KbM AKTHBHHTE BEIECTBA HJIM KbM HAKOE OT MOMOLIHHTE BELIECTBA,
n30poeHH B TOYKa 6.1;

- uepHOpOOHA HEAOCTATBYHOCT;

- 3aKPUTOBITIEHA IJIayKOMa;

- a/IeHOM Ha MPOCTATara;

- Jielia noj| 6-roiniHa Bb3pacT.

4.4 Cneuna/HH npeaynpe;xIeHus A NPeINa3HH MEPKH NpH ynorpeda

Jleuennero Tpu6Ba Aa 6b1e npeoneHeHo B CJIyYaH HA BHCOKA H MEPCHCTHPAMIA TeMIePaTypa, NpH
CUMITTOMH Ha CynepHHMEKLHA WIH NEePCHCTUPAHE Ha CHMITTOMMTE CJIEN 3-THA JIEH.

IHpedynpescoenus
PucK rnaBHO OT NCHXHYHA 3aBUCUMOCT Bb3HMKBA CAMO MPH MO-BUCOKH OT MPENopbhYBaHHTE JO3H H MPH

NPOIBJDKHTEITHO JIEYEHHE.

3a ;a ce u30erHe pucKa OT npeo3upaHe, € HeoOXoIuMo:

. J1a ce MPOBEpH JIMcaTa Ha naparteramorl, GeHHpaMHMH WK IpYTH aHTHXHCTAMHMHH B ChCTaBa Ha
NPHEMAHHTE CHITBTCTBALIH JIEKAPCTBEHH TPOLYKTH (TMOMYYEHH ¢ WK 6e3 JIeKapcKo
NpenHcaHue)

. Jla ce cma3zea MakcHMasiHaTa [PEeNnOpbLYUTENHA 103a.

o Jlena c rerno noa 37 kg — ofmara no3a napaueramon na He Haxxewpas 80 mg/kg/neH (k.

Touka 4.9);
o Jeua c terno ot 38 kg mo 50 kg — o6uara 103a napaleTaMon 1a He HaaxXBbpia 3 g/ ieH
(BaK. TOUKa 4.9):

o Bw3pacthu ¥ nena ¢ terao Han 50 kg — Ob TA JO3A ITAPAILIETAMO.JI HE
HAJIXBBPJIA 4 TPAMA HA JIEH (Bx. Touka 4.9).

JIoKnaBaHK ca MHOTO PEJKHM CITIydaH Ha CEPHO3HH KOXKHM Hexxenanu peakuun. [TaunenTture TpaOsa na
6bIaT MH(GOPMHUPAHH 3a PAHHHUTE PH3HALIM HA TE3H TEXKKH KOXKHH PeaklnH, MospaTa Ha KojkeH o0OpHB
WIH BCEKM JIPYT MPH3HAK HA CBPBX4YYBCTBHTEITHOCT, KOHTO H3HCKBA MPEKPATABAHE Ha JIEYEHHETO

Ipeonaznu mepku npu ynompeba

CeBLp3aHH ¢ napaneTamMo.
IMapaueramon TpsAOBa 1a ce H3MO3Ba ¢ NOBHIICHO BHHMAHHE NIPH MALWEHTH C:

. tersio < 50 kg,

. JIeKO 10 YMEPEHO XENnaToLETyIapHO yBpeK/IaHe,

. 6b0Opeuno yBpexaaHe (Biokre Tabnuara B Touka 4.2),

- XPOHUYEH AJTKOXOJIU3bM,

. XPOHHYHO HEIOXpaHBaHe (HUCKH Pe3epBH Ha YEPHOAPOOEH IITyTaTHOH),

- Jaexuapatauus (Bx. Touka 4.2).
AKO c€ OTKPHE OCTBP BHPYCEH XeIlaTHT, JIeYeHHETO TPAOBa J1a C€ NMPEYCTAHOBH.
He ce npenopbyBa ynotpebara Ha ajIKoX0J1 10 BpEME Ha JIEYEHHETO.

CpoObuieHH ca ciiyyan Ha MeTaboINTHA allkao3a ¢ ronsMa anmoHHa npasuuHa (HAG ce Ha
MUPOTTyTAMMHOBA ALIM103a NPH MALMEHTH C TEXKKO 3a00/1ABaHE KATO TEKKO 61O




WJIH TIPH MALMEHTH ¢ HEJIOXPaHBAHEe WM C JPYTH H3TOUHHLM Ha A€(QHLMT Ha IIyTATHOH (Hanp. XpOHHYEH
aJIKOXOJIM3BM), KOMTO Ca JIEKYBaHH C MapaleTaMoll B TeparneBTHYHA /1032 3a NPOJAB/DKHTENICH NEPHO WIH
KoMOWHalMs 0T napaueramol U gaykiokcauuiuH. Ako ce noao3upa HAGMA nopaau nuporiyTaMiMHOBa
alMz103a, NpenopbyBa ce He3abaBHO MpeKpaTABaHe Ha NapalleTaMos U BHUMATENHO HaboieHue.6
U3MepBaHeTo Ha 5-OKCOMPOJIMH B YpHHATa MOske J1a Oblie NONe3HO 3a HACHTHOULIMpPaHe Ha
MUPOTTYTAMHHOBA ALIM/103a KaTO OCHOBHA NpH4HHa 3a HAGMA npu marmeHTH ¢ MHOXKECTBO PHCKOBH

(aktopu.

Cebp3ann ¢ peHHpAMHH MaJjieaT
KoHcyMalmsTa Ha aKOXOJIHH HAMWTKH WK HATPHeB OKCHOAT, KOMTO NMOTEHLMPAT CENaTHBHHA eeKT Ha

AHTHXHCTAMHHHUTE, TpAOBa Aa ce u30Area no BpeMe Ha JICYEHHETO (BK. Touka 4.5).

Cebp3ann ¢ Buramun C
Buramun C TpsOBa 1a ce M3M0J13Ba ¢ NOBULIEHO BHUMAHHE NPH MALMEHTH ¢ HapyLIeHHs B MeTaboM3Ma Ha

AKENA30TO U MPH NAaLHEHTH C Il,B(l)H].I.MT Ha FJIIOKOBO-G—(I)OCQ)&T JEXHpOreHasa.

CB‘I:ESQH!I ¢ IOMOIIHHTE BEIECTBA C H3IBECTHO geiicn;ue

To3u nekapcTBeH MPOAYKT chabpika 0,3 mg GeH3WIOB aNKOXOJ BbB BCAKO callle. beH3HI0BHAT ankoxon
MOKe 11 TIPUYHHH aJIePrHYHH PeaKiuH

To3u nexapcTBeH NPOIYKT ChAbpka azobarpuio anypa yepseHo (E129), koiito Mojke 1a nmpeau3BHKa
aNlepruvyHy peaxkLyH.

To3u ieKapcTBeH MPOAYKT ChAbpika NMo-Mauko ot 1| mmol Hatpuii (23 mg) Ha calue, T.€. MOJKe Jia Ce KaiKe,
Y€ MPAKTHYECKH HE ChAbpXKa HATPHii.

MepeeKc 3a Jena ChabpKa Clle/IH OT AIKOXO0J (eTaHoM) BbB BCAKO caine. KonMuecTBOTO Ha calle e
€KBHBAJIEHTHO Ha cJieJid OT OHpa WK BHHO, KOMTO HAMA J1a MMAaT 3a0€/1eKHMHU e(EKTH.

4.5 B3anmoeiicTBHE ¢ APYrH JieKapcTBeHH NPOIYKTH H APYrH Gpopmu Ha B3auMoielicTBHE

CB'I:ESRHO ¢ napaneramMmo.i

Kombunayuu, usuckeauiu nOGUWIEHO BHILMAHUE

AnruBatamui K

[MosuieH puck oT edekta Ha aHTHBHTAMMH K M pUCK OT KPBBOM3IIMB B CITy4aid, Ye napaleramos ce npuemMa
B MaKCHMAJIHH J103H (4 g/1IeH) B MPOAB/DKEHHE Ha MOHE 4 JIHH.

[To-uecTn konTponu Ha INR. Bb3MoxkHa KOpeKLMa Ha 103aTa Ha aHTHBUTaMHH K no BpeMe Ha neveHue ¢
napaueTamMosl H cliell HETOBOTO CIIHpaHe.

+ OIyKN0KCANHIHH
Tpabea 1a ce BHMMaBa, KOTaTo MapaleTamor ce M3M0JI3Ba €IHOBPEMEHHO ¢ (ITyKIOKCALMIMH, Thi KaTo
napaelHUAT PHEM € CBbP3aH ¢ MeTaboNHMTHA alKM103a ¢ rojiaMa aHHOHHA MPa3HHHA MOpajIH
MUPOrIyTAMHHOBA alH03a, 0COOEHO MpPH MALHEHTH ¢ PUCKOBH (akTOpH (Bik. To4Ka 4.4).+
B3anmopeiicTBas ¢ 1a00paTOpHH H3C/I€ABAHHA

[TpHeMbT Ha MapaleTaMoJ MOJKE /1a J1a/le HEBEPHH PE3yJITaTH NPH ONpeie/isHe HHBOTO Ha KPbBHATA 3axap,
OIpe/IENIEHO ¢ MOMOIITA Ha IJTIOK030-0KCH/1a3a NepOKCH/a3eH TECT B CTyyaii Ha aOHOPMHO MOBHILEHH
KOHIIEHTpalH. [IpHeMBT Ha napaueTaMoll MOKe J1a 1aJie HEBEPHH PE3YJITAaTH MPH O
MHKOYHA KHCE/IHHA B KPBETA N0 MeTo/a ¢ (octo-BonpaMoBa KHCEHHA.




Cebp3aHo ¢ deHHpAMHH MaJiear

Henpenopvyuumennu Komounayuu

+ AJIK0X0J1 (HAMATKA HWJIH NOMOIIHO BELIECTBO):

AIIKOXOITBT YCH/IBA cenaTHBHUA edekT Ha Hy anTuxucramuuure. HapyiieHata 6auTes HOCT MOXKe J1a
MpeACTaBIsABa ONACHOCT MpH ModHpaHe HA MOTOPHH NMPEBO3HM CPEJICTBA MITH paboTa ¢ MalIHHH.
Jla ce u3bsArBa npueMa Ha aJKOXOJIHH HAaNHTKH H JIEKapCTBa ChAbPIKALIH alKOXOl.

+ HaTpueB okcubar
INoBHIIaBa JenpeckHaATa Ha LIEHTpaHaTa HepBHa cuctema. Hapylienara 61MTeHOCT MOKe Jla HArpaBH
mwodHpaHeTo U paboTaTa ¢ MalIHHH OMACHH.

Kombunayuu, koumo mpadea da ce g3emam nod eHuManue

+ JIpyru ceAaTHBHH JIeKAPCTBeHH NPOAYKTH: MOP)HHOBH NPOH3BOAHH (AHAJITETHIIH,
NOTHCKAIIH KaULTHNATA NPOAYKTH H 3aMecTBAlllH JiedeHHs) HEBPOJIeNTHIH, bapOuTypaTh,
Gen3zoana3enHHH, AHKCHOJIHTHIH Pa3/IH4YHH 0T OeH301HA3CNHHH (HanpEMep Menpobamar),
XHINHOTHIIH, CeTATHBHH AHTHAENPECAHTH (AMHTPHITH.IHH, JOKCENIHH, MHAHCEPHH, MHPTa3aNHH,
TPHMHOPAMHH), ceJaTHBHA H; AHTHXHCTAMHHY, HEHTPAJIHH AHTH-XHIIEPTOHHYHH CpPeJCTBA,
G6akiodeH H TAIHIOMHN,

3acuiieHo noTHckaHe aeitHoctTa Ha LIHC. Hapymenara 6qutenHocT MosKe 1a NpeACTaB/IsBa OlacHOCT
npH modupaHe Ha MOTOPHH NMPEBO3HHM CPECTBA WM paboTa ¢ MallMHH.

+ JIpyru aTponHHOBH JieKapPCTBeHH NPOAYKTH: HMHIIPAMHHOBH aHTH-/IETIPECAHTH, TMOBEYETO
arponuHoBH H; aHTHXHCTAMMHH aHTH-XOJMHEPIHYHH AHTHIAPKMHCOHOBH JIEKAPCTBA,
aHTHCMAa3MOIMTHYHH ATPONHHH, IM30MHPaMH]L, HEHOTHA3HHOBH HEBPOJIENTHIIM W KJIO3aIHH.
JIOMbLJIHHTENIHH aTPONIMHOBH HEKEJTAaHH PeaKLMH KaTo 3abpiKaHe Ha YPHHa, 3aleK W CyX0Ta B ycTara.

+AHTHXO/IHHECTEPA3HH JIEKAPCTBEHH NPOAYKTH: PHCK OT HamassBaHe Ha e)MKaCHOCTTa Ha
AHTHXOIMHECTEPA3HLMTE MOPAJIM AHTATOHH3BM Ha ALIETIIXOIHHOBHTE PELIETTOPH OT (eHHPAMHH MaJlear.

+Mop¢unn: 3HauuTeNeH PHCK OT YPEBHA AKHHE3HA, C TEXKDbK 3alleK.

4.6 PepTHAATET, OPEMEHHOCT H KEPMEHE

bpemeHHOCT
HsMa HaTMYHH KIMHMYHK 1aHHHK 3a ynoTpe0aTa Ha napauetamosn B komOuHauus ¢ Buramun C u

(heHHpaMuH.

3HAYUTETHO KOJIMYECTBO JIaHHH TpH OpEMEeHHH JKeHH He NMOKa3BaT HUTO MaJiOpMaTHBHA, HHTO
deTo/HeoHATATHA TOKCHYHOCT, CBBbp3aHa ¢ ynorpebara Ha napaueramorn . Pesynrtature ot
€NMHIEMHOIOTHYHHTE MPOYYBAHHS BHPXY HEBPOJIOTHYHOTO Pa3BUTHE Ha Jelia ¢ eKCMO3MIIHS Ha napaleTamMon

in utero ca HeyOEIUTETHH.
Tlopaau ToBa, KaTo npeanasHa Msapka, epsekc 3a Jelia He ce MPenopbyBa NPH OPEMEHHH KEHH.

Kbpmene




l'IopanH JIMIICATa Ha JJaHHH OT NMPOYYBaHKA BBPXY JKMBOTHH H KIIMHWYHH JaHHH IIPH X0pa, PHCKBT 34
KbpMauecTaTa JI€1ia HE € H3BECTEH. Hopa,un TOBa (DBPBBKC 3a BB3pacTHH € MpoT HUBOMOKA3aH/He ce
MpENnopbYBa a HE C€ U3M0JI3Ba M0 BPEME Ha KbPMEHE.

Deprunurer
[Mopaan noTeHUMaNEH MEXaHU3bM Ha JEHCTBHE BbPXY CHHTE3a Ha LIMKJIOKCHIEHa3a H MPOCTarjiaHIMH,

napaieTamol MoXe Ja MMa eekT BbpXy (epTHIHTETA NIPH JKEHH, upe3 eeKT BbPXY OBYJIalHATa,
KOWHTO e 0OpaTuM npH cnipane Ha TepanuaTa. He ce npenopbusa ynorpebara My 1pH KeHH, KOHTO
Kenasr 1a 3abpemeHedT.

B wu3cnenBanus npu )KUBOTHH ca HabmoaBaHK eyeKTH BbPXY MBbkKHA depTiiuTeT. PeneBanTHocTTa
Ha Te3H e()eKTH NPH XOpa He € U3BECTHA.

4.7 EjexTn BbpXy cnocofHoOCTTA 32 mopupane H paboTa ¢ MAIIHHH

ITpu ynorpe6ata Ha TOBa JIeKapCTBO MMa PHCK OT ChHIIMBOCT M TPAOBa J1a ce BHHMABa 0COOEHO NpH
Xopa, modHpaw MOTOPHH NMPEBO3HH CPe/ICTBA MM paboTely ¢ MalHHH.

ToBa mMosKe 1a ce 3aCHIn 0co0beHO OT yrnoTpedaTa Ha AKOXOI, JIeKapcTBa ChABbPHKAIIH aTTKOXO0J HIH
Ce/laTHBHHM JIEKapCTBEHH CPE/ICTRA.

4.8 Hesxes1aHH JIeKapCTBEHH PeaKnHH

B TabnuiaTa no-mnoiay ca OMMCaHH BCHYKH HEXKEJIaHH JIEKAPCTBEHH PEaKLMK, [TOHACTOALLEM BK/IIOUEHH
B KpaTkaTa XapakTepHCcTHKa Ha napaueTamos1/ackopOuHoBa kucenuHa/gpesupamMus Masnear. CiuChbKbT
€ NpeacTaBeH Ype3 CHCTEMO-OPraHHH KJ1acoBe, npeanountand no MedDRA TepMHHH H 4€CTOTa KaKTO
cneaBa: MHOTO YecTu (>1/10), uectn (=1/100 no <1/10), Heuectu (=1/1000 no <1/100), penxu
(=1/10000 mo <1/1000), muoro peaxu (<1/10000), u ¢ Hen3BeCTHa YecTOTa (HE MOXKeE J1a ce Onpeaenu
OT HAJIMYHHUTE JAHHH).

PEAKIIHH CBBP3AHH C ITAPAITETAMO.T

Cucremo-opraHeH Kjiac Yecrora Hexenanu peaxkiuu
HapyluieHns Ha kpbBTa | MHOro penku TpombouuTonenus,
W iumdHaTa cucTeMa HEYTpPOIIEHHS,
JIEBKOTNEHUA
Hapyenus Ha Penku AHadunakTiyHa peakums’
HMYHHATa CHCTEMA (BKJIIOYHTEITHO XHIIOTEH3HS),
AHapHKaITHYEH OK',
CBpPBXUYYBCTBHTEJHOCT!,
Anrnoenem’
CromauiHo-4peBHH C Heu3BecTHa yecToTa Juapus,
HapylIEeHHs A6noMuHanHa 6onka
XenatobunnapHu C HewusBecTHa YeCTOTA [ToruinaBaHe Ha YepHOAPOOHUTE
HapyILIEHHA €H3UMH
Hapywenus Ha koxkarta | Penku VYprukapus',
 TOJKO)KHATa ThKaH Epurema’,
O6pus’




MHoro peaku CepHo3Ha KOKHA peakius’

C HeM3BECTHA YeCcTOTa Ilypnypa’
Hapymenus Ha C HeM3BECTHA YECTOTA MeTa6oMTHa alMI03a C rojaMa
MeTabou3Ma 1 aHHOHHA TIPa3HUHA

XPaHEHETO

'TlosiBaTa MM HA/IAra OKOHYATEIHO CIIMPAHE HA TOBA JIEKAPCTBO M CBBP3aHHTE C HETO JIEKAPCTBA.
TlosiBaTa Ha TO3M e(eKT H3MCKBA He3a0aBHO CIIMPaHe Ha JIEKapCTBEHHA MPOAYKT. [IpOMyKTHT MOsKe 1a
ce BbBEXKA CAMO CJIE/T JIEKAPCKO MpPeanHCaHHe.

Onucanue Ha M30paHH HEXENaHH PEAKLIHH
MerabonuTHa aumna03a ¢ rojsMa aHHOHHA NPa3HHUHA

Cnyqaﬂ Ha MeTa0O0MHMTHA allKiI03a C rojisMa aHHOHHA Npa3sHHHa, JbJIKallla c€ Ha MUPOoriIyTaMHHOBA
anuagosa, ca HaOmoaaBaHu IpH NalHEHTH ¢ pPHCKOBH Q)am"opu, HM3M0JI3BalllH IMapaueTaMon (B)]{. TO4YKa
44) HpH TE€3HU MNAUUEHTH € Bb3MOKHO [1a Bb3HHUKHE MUPOTIIyTaMHHOBA allli103a BCICACTBHE HA HUCKH
HHUBaA Ha IIYTATHOH.

PEAKITHH CBbP3AHH C DEHHPAMHH

(DapMakoIOrHYHHTE XapaKTePUCTHKH Ha MOJIEKYJ1aTa IPUUHHABAT HEKeIaHH e(peKTH ¢ pasjinyHa OCTpOTa,
KOHTO MOTAT Jia 3aBHCAT MM He OT jo3aTa (BK T. 5.1):

Hapymenns Ha KPLBTA H JHM{HATA CHCTEMA
- JleBKkOneHHA, HEYTPONEHHH,
- TpombGouutonenus,
- XeMOIHTHYHA aHEMHS.

Hapymenns Ha HMYHHATA CHCTEMA

- OToK, NO-pAAKO aHTHOeIeM

- AHapHIaKTHYEH LIOK.
[TosiBata UM Hajlara OKOHYATEJIHO NPEYCTAHOBABAHE HA [IPUEMa Ha TO3H JIEKAPCTBEH MPOAYKT U CBbP3aHHTe
C Hero MeJMKaMeHTH.

Hapymenns Ha HepBHATa CHCTEMA

- Cepaiys WM CBHJIHBOCT, KOHTO ca Mo-3a0e/1eMMH B Ha4aloTO Ha JIEHEHHETO,

% AHTHXOHHHCPFHHHH CCl)EKTH, KaTO CyX0Ta Ha JIMTaBHULMNTE, 3al€K, HAPYLICHHE Ha aKOMOJaluATa,
MHpHAa3a, NAIMHTALHH, PUCK OT 3a/IPhKKa Ha ypHHATA;

- OprocTaTH4yHa XMMOTOHHS;

- Hapyuleﬂﬂe Ha paBHOBECHETO, CBETOBBPTEHK, HAMAJICHA NAMET HJIH KOHLUEHTpALHA - MO-4ECTO IpH
BB3PACTHHU NAlMEHTH;

- HeKoopaIMHHPaHH JABIKEHHSA, TPETEPEHE;

- OObpKBaHe, XaTOLUHHALIHH.

- B no-penku ciay4an, Bb30yzaa, HEpBHOCT, Oe3ChHHE

Hapymenusi Ha K0KaTa H NOJKOKHATA ThKaH:
- Eputem, npypuTycC, €K3€Ma, YPTHKapHs,

[losiBaTa MM Halara OKOHYaTE/IHO NPEYCTAHOBABAHE HA NPHEMA HA TO3H JIEKAPCTBEH MPOAYKT
C HETO MEIMKaMEHTH.




- [Typnypa
l'IosmaTa Ha Ta3Hu HEXKEIaHa peaxuml Hajlara HCBaﬁaBHO l'[pCYCTaHOBﬂBaHe Ha aneMa Ha JIBK&]}CTBGHPD]
npoayKT. TepanusTta ¢ TO3H J€KapCTBEH MPOAYKT MOXKE JIa ce Bb300OHOBH CaMo clie]l JIeKapcko

MpeanucaHue.

Cuo0iapane Ha MOJ03MPAHH HEKENAHH peakliu

Cobo0iaeaHeTo Ha NOJIO3MPaHH HeXeNIaHH PeaKLMH clie]l pa3pellaBaHe 3a ynorpeba Ha JIeKapCTBEHHA
MPOAYKT € BaKHO. TOBa Mo3Bo/sBa Ja NPOAB/IKH HAOMIOIEHHETO Ha ChOTHOLIEHHETO NOJI3a/PHCK 3a
JieKapcTBEHHA NPOAYKT. OT MeMLIMHCKHUTE CIELMAIMCTH Ce M3UCKBA J1a choO1IaBaT Beska NMoJ03HpaHa
HEJKeJlaHa peakLis upes:

Hanbnuurenna AreHuus no Jlekapcrpara
yi. ,.Jdamsan I'pyes* 8,

Cogusa 1303,

Ten.: +359 28903417,

yebcaiiT: www.bda.bg
4.9 Ilpeno3upane

PEAKIIHH CBBP3AHH C ®PEHHPAMHH
Ipeno3upanero ¢ peHUpaMHH MOKE Ja MPHYHHK: KOHBYJICHH (0COOEHO MpH JIelia), HapyLIeHH B
CH3HAHHETO, KOMA.

PEAKITHH CBBP3AHH C HAPALIETAMOJT

ChILecTByBa PUCK OT HHTOKCHKALMA TPH MALMEHTH B CTapYecKa Bb3pacT U 0cOOEHO NpU MaIkH Aena
(4ecTo ce cIyuBa KaKTO TepaneBTHYHO MPEI03UPAHE, TaKa U Cy4aifHo); NOC/IeMIUTE Morar fa ObaaT
(aranHu.

Cumnmomu
["anene, noepbiuaHe, aHopekcus, Gienoct, kopeMHa 60/1ka, KOUTO 0OMKHOBEHO CE MOABABAT MpPE3
mbpBHTE 24 yaca.

Cspbx103a OT napaueramon (Haa 10 g napaueramol Ha eiMH NpHeM NpH Bb3pacTHH K 150 mg/kg
TeJIeCHO TErJIo NpH ela) MoyKe 1a NMpeaAn3BHKa YEPHOAPOOHA LIMTO/IH3A C BEPOATHOCT J1a IPHYHHH
ITbJIHA W HeoOpaTHMa HEKpOo3a, KOATO BOJIH /10 XEMaToLe/ylapHa HEI0CTaTbYHOCT, METab0IMTHA
anuz03a, eHuedanonaTus, KOATO MOXKE Ja I0BE/IE 10 KOMa H CMBPT.

EnHOBpeMeHHO ¢ TOBa, MOBHIIEHWTE HMBA HA YEPHOAPOOHH TPaHCAMHHA3H, JIAKTATHA JIEXHPOreHasa u
OunupyOuH ce HabMOIABaT eJHOBPEMEHHO C HAMAJIEHOTO MPOTPOMOHHOBO HHBO, KOETO MOJKE J1a ce
nosieu 12 o 48 vaca cnen npuema. KITMHHYHHTE CUMITOMHM Ha YepHOAPOOHO yBpeKIaHe OOMKHOBEHO
ce Habmonasat cnex | 10 2 JHKA U JOCTUraT MAKCHMYM cielt 3 10 4 THH.

HabmonaBaHu ca peIkd cIyyad Ha OCTBp MaHKPEaTHT.

Cnewnu mepxu

° CnpaHe Ha JIe4YEeHHETO

. He3abaBHo npesexaHe Ha naiieHTa B GonHHIIA.

. B3emaHe Ha kpbBHaA npoba 3a MbPBOHAYATIHO ONpEJIe/IAHE Ha NapaleraMmoll B iasMara.
® Bbp30 OTCTpaHABaHe HA NOrBIHATOTO JIEKAPCTBO Ype3 CTOMALIHA MPOMHMBKA B ClTy4aii Ha

NEepPOPATHO MPWIIOKEHHE.




® O0614aiiHOTO JIeYeHHe NpH Mpeo3HpaHe BKIIOYBA Bb3MOKHO Haii-0bp3 NpueM Ha aHTHa0Ta N-
alleTWILHCTEHH, BEHO3HO WIH MEPOPAITHO, 10 Bb3MOXKHOCT NMpey Ja ca MHHanH 10 vaca.

. CHMNTOMATHYHO JIEYEHHE,

5 B Hayan0TO Ha JieYeHHeTOo TPAOBA 1a Ce M3BbPIIAT YePHOAPOOHH H3C/IeIBaHUS U J1a ce
TMOBTAapAT Ha BCcekH 24 yaca. B noBeyeTo ciryyad HMBATa Ha YEPHOAPOOHHTE TPAHCAMHHA3H Ce
HOpMaH3Mpar 3a | 10 2 ceIMMIIM C ITBJIHO BH3CTAHOBSBAHE Ha YepHOAPOOHaTa hyHKLMS.
BbIpekH TOBa, B MHOIO CEPHO3HH CITy4aH MOJKe [1a ce HAJIOMKH YepHOAPOOHA TPaHCIIaHTALMA.

PEAKIIHH CBBP3AHH C BHTAMHH C

ITpenosupanero ¢ Buramun C Moxe fa NPHYHMHH CTOMAIIHO-YPEBHH HAPYIICHHS (KHCETHHHE, THapHs,
KopeMHa Oonka).

IIpu no3u Butamun C, mo-rosiemu ot 1 g/1eH, chlllecTBYBa PUCK OT XE€MOJIN3a NPH NMALMEHTH ¢ IeQHUHUT Ha

G6PD.

5. ®APMAKOJIOT'MYHHU CBOMCTBA

5.1. @apmMakoAHHAMHYHH CBOiiCcTBA

(apmakoTepaneeTH4Ha rpyna: Ilapaueramosn, KOMOWHALIMH € U3KJI. HA NICHXOJIENTHIIH,
ATC xon: NO2BES]

®EPBEKC 3A JIELIA BE3 3AXAP npurexasa Tp GapMaKoJIOrH4HH ACHCTBHS:

- AHTHXHCTAMHHOBO JIEIiCTBHE, KOETO HAMA/ISABA HA3A/IHATA CEKPELIMA H CBI3EHETO, KOETO YECTO
€ CBBP3aHO C Hes, M JeHCTRA Cpelly CNacTUYHH ABJICHHS KaTO KHXaHETo,

- AHANITETHYHO — AHTHITMPETHYHO JielicTBHe, KoeTo obJiekyaBa 6o/IkaTa ¥ NMOHWKaBa
Temmneparypara (ri1aBobonne, MHAITU);

- MOITbJIBA HYKUTE HAa OPraHW3Ma OT aCKOPOMHOBA KHCE/IHHA.

5.2. ®apmakoKHHeTHYHH cBoiicTBa

Abcopbuus
[Tapaueramon 6bp30 U HambIHO ce abcopOupa npu nepopaiHa ynorpeoda. [TukoBH niasmeHu

KOHLIeHTpaluu ce gocturar 3a 30 10 60 MHHYTH Clie/l TOTTbIIaHE.

Pa3npenenenue
INapaueramon 6Bp30 ce pasnpenens BbB BCHYKH ThKaHH. KOHIIEHTpallMHTe B KPBBTA, CIIFOHKATa U

nasMara ca cpaBHAMH. C1aGo ce CRBP3Ba ¢ IU1a3MEHHTE NMPOTEHHH.

buorpaHchopMmalms

[Napaueramon ce MeTaboMH3Mpa rNIaBHO B YepHUs apo0. JlaTa rinaBHH METaOOMTHH MTBTA ca
IJIFOKYpOHUpaHeTo H cyndarupanero. CyndartupaHeTo ce HacHina Gbp30 NpH 1034, MPEBHIIABALLN
TepaneBTHYHUA IHana3oH. JIpyr no-Maako BaxeH METabOMHTEH BT, KOMTO Ce KaTalu3upa ¢ NoMoLITa
Ha uuroxpom P 450, Boau 10 06pa3yBaHeTO Ha peakTHBEH MEXKIUHEH MPOMYKT (N-
aleTHI6eH30XHHOHHMHH), KOMTO MPH HOPMa/THK YCJIOBHS Ha H3MO/I3BaHe ce 00e3Bpexa 6bp3o or
peAyLMpaHus [TyTaTHOH H ce OTIeNA B YPHHATA Clle]l CBbP3BaHe ¢ LIMCTEHHA H MEPKaNTOMypHHOBATa
kucennHa. O6ade NMpH MACHBHH MHTOKCHKALIWH KOJIHYECTBOTO HA TO3H TOKCHYEH MeTaboNHT ce
YBEJIHYaBa.

Enumunupase




EnumuHHpaHeTo cTaBa riaBHo npes ypuHara. 90% oT norejiHaTaTa 103a ce eIMMHHHpA Npe3
OnOpenmTe 3a 24 yaca, OCHOBHO KaTo INIOKypoHHIHH KoHioratH (60 no 80%) u cyndaTHu KoHIOraTH
(20 mo 30%).

[To-manko ot 5% ce eKcKpeTUpa B HEMPOMEHEHO ChCTOAHHE. ETMMUHAIIMOHEH MOTY)KHUBOT:
npubIU3MUTENHO 2 Yaca.

Hamodhusuonozuunu cocmoanus

- bbOpeyHa HEIOCTATBYHOCT: MPH ocTpa ObOpeYHa HEJOCTATHYHOCT (KPEATHHHHOB KIIMPBHC M0
10 ml/min), eTMMHHHPAHETO Ha MapaLETaMOJ W HETOBHTE MeTaboIuTH ce 3abaps.

- IMauneHTH B cTapyecka Bb3pacT: KOHIOTAlIMOHHATA CIOCOOHOCT He ce NIPOMeHs

Denupamun Maneam
Abcopbupa ce nobpe oT XpaHOCMHNIaTENHUA TPaKT. [I1a3MeHUAT NOMy-KHMBOT € Yac 710 4ac U
MONOBHHA. AQUHUTETHET My KbM ThKAHHTE € rOJIAM M Ce eTHMHHHpA [JIaBHO Mpe3 ObOpeLmHTe.

Bumamun C.
Hma nobpa abcopbuma B XxpaHocMunaTenHus TpakT. H3nMIsKsT My ce eTMMMHHpPA B yPHHATA.

53. IlpeaknHHHYHH JaHHH 3a Oe3onmacHOCT

JIunceaT KOHBEHLHOHAIHH Npoy4YBaHHA, H3TMOJI3BAIIH NMPHETHTE MOHACTOALIEM CTAHAAPTH 324 OLICHKa
Ha penpoayKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a Pa3BUTHETO.

6. PAPMAIIEBTHYHH JAHHH

6.1. ChnHcBLK HA NOMOLIHHTE BelleCTBA
Manuton

be3BoaHa 1MMOHEHA KUCEIMHA

IToBHaOH

be3Bo/ieH TpHMarHe3ues AHIMTPAT
Auecyndam Kanuii

Harpues 6enzoat (E202)

ManuHoB apoMart, chabpxkain anypa yepseHo AC (E129), 6punantao cunbo FCF (E133), 6en3unos
aJIKOX0J1, HaTpHeB OEH30aT, ETaHO.

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roasocr

3 roaMHH
6.4 Cnenuna/iHH yc/I0BHS HA ChbXpaHeHHe

Hsama cnelalHi U3MCKBAHUA.

6.5 Bua # cbaAbpKaHHE HA ONAKOBKATA

KyTtus ¢ 8 cawera (XapTHs-aTyMHHHIA-TIOIHETHIIEH).




6.6 Cnenna/ny npeanasHi MEepKH NPH H3XBLPJIAHE

Hsama crieridaiiHH H3HCKBaHUS.

T MPUTEXATEJI HA PASPEILIEHHETO 3A YIIOTPEBA

UPSA SAS

3, Rue Joseph Monier,

92500 Rueil-Malmaison,

@paHuus

8. HOMEP HA PA3ZPEIIEHHUETO 3A YIIOTPEBA

Pernctpaumonen Ne 20011146

9. JATA HA ITBPBO PA3PEIIABAHE/IIO/ITHOBABAHE HA PA3SPEIIEHUETO 3A
YIIOTPEBA

Jlara Ha mbpRO pa3pelnaBane: Mapt 1994 r.
Jlara Ha nocaeaHo noaHoraBaHe: 02 despyapu 2012 r.

10. JAATA HA AKTYAJIM3UPAHE HA TEKCTA

01/2026 .




