KPATKA XAPAKTEPHCTHKA HA IMPOAYKTA

{.  HMME HA JEKAPCTBEHMS MPOAYKT - —
A U3NLAHATENHA ATEHUWS NO NEKAPCTBATA

| Kpamna xapaxmepucmuxa sa npogykma - [ ipusoxenue 1

depsexc Butamub C 330 mg/200 mg edepBecueHTHH Tabner

llllllllllllllllllllllllllllllllllllllllllllllllll

Fervex vitamin C 330 mg/200 mg effervescent tablets
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2. KAYECTBEH U KOJIHYECTBEH ChCTAB

[Tapaueramon (Paracetamol) 330 mg
AckopbuHoBa kuceanHa (Ascorbic acid) 200 mg

3a ¢/IHa edepeecilieHTHa TabneTka ¢ AenuTenHa yepra ot 2,955 g

[TomMoOLIHYM BelecTBa C U3BECTHO nelcTBUe: eada edepsecueHTHA Tabnerka cbabpxa 50 mg HaTpHeB
oensoar (E211), 330 mg Harpuit u 300 mg copburon (E420).

3a MLAHHA CTIHCHK Ha MOMOLUHHUTE BEILIECTBa BUXKTE TOYKa 6.1,

3. JEKAPCTBEHA ®OPMA

EdepBecuenTHa TabneTka ¢ Je/IMTENIHA YEPTA.
JlenuTenHara yepra He € NMpeAHAa3Ha4YeHa 3a CUynBaHe Ha Tabnerkara.

4. KJ/IHHHYHHW RTAHHHA

4,1, TepaneBTHYHH NOKAIAHHA

CHUMNOTOMAaTHYHO JIEUEHHE HA NIEKA 110 yMepeHa 60Ka u/in Ha QeOpuiHd ChbCTOSHMA.

4.2. /103MpOBKa H HAYHH HA NPHJI0KEHHE

EEBH POBKA

Meppekc BUTaMHH C 3a NepopanHo NpUIOKEHHE €a NPEAHA3HAYCHH 332 BL3PACTHH H Aela ¢ Tero Haa 18
kg (npuONU3KUTENHO 4-rOAHLIHA Bb3PACT).

Ilpu aenara € 3aJbJ/IKHTENHO A Ce CNa3Ba J03HPOBKATA, KOKTO Ce Onpeaeisi B 3aBHCHMOCT OT TErJI0TO
HA JETETO, TOSCT Aa ce u3bepe choTBETHATA JeKapcTBeHa dopma. [Ipubauszurennara BL3pacT € AaleHa caMo
OPHEHTHPOBBYHO B 3aBUCHMOCT OT TErNOTO HA AETETO. 3a Aa ¢ H30€rHe pucka oT npeaoc3upaHe, Tpadsa Ja
Ce MMPOBEPsABa 32 OTCHCTBUE HA MApaLeTaMoOn B CbCTaBa Ha APYrUTe NPHEMAaHH EKapCTBa { BKIIIOYHTEIHO 110
NEKapCKo NpeaAnucaHue U Takusa 6¢3 peuenrta). HeBoano npexo3npaHe Moxe aa 10BeAe 10 CEPHO3HO
yBpexaaHe Ha yepnus apob u cMupT (BK. TOuka 4.9 Ilpeao3upane).

3a Zeua npenopbyBaHara 03a napaueramon € 10 mg/kg no 15 mg/kg Ha Bcekn 4 10 6 vaca, o
MAKCHMAJIHA JHeBHa 2034 75 mg/kg. MUHHMATHHAT HHTEPBAJ MeXKIY BCEKH nNpHeM e 4 yaca.




Munuamane

Jo3a bpoi H HHTEpPBAJ
IpHOAHIHTEIHA Jo3a BHTAMHH | edepBecUeHTHH MEXAY Maxcamanns
Terno BL3IpacT* napaueramMo.s C TabaeTxkH 3a NpHEMHTE AHEBHA X034
(kg) (roannm) {(mg) (mg) ¢HH NIPHEM (uacobe) (Tabnerkn)
6
15 no <33 4 no <8 330 200 1 4
(1980 mg)
8
33 no <50 8 no <11 660 400 2 6
(2640 mg)
12
nan 50 Haa 11 660 400 2 4
(3960 mg)

*Hpuﬁﬂmmn HaTa Bb3pacCT B 3aBUCHMOCT OT TCTJIOTO HA ACTETO € NaA€HA CAMO OPHEHTHPOBBYHO.

YecT0Ta HA IpHEMA:
PenoBHUAT NMpHEM No3BoJsBa Aa ObaaT HiberHat konedaHusTa B creneHrta Ha Oonkara v gedpunurera:

. [pHy Aca NpHeMBbT TpAOBa Oa Obae paBHOMEPHO paspelesieH BbB BPEMETO, KaKTO Mpe3 ASHS TaKa U
[pe3 HOLITA, 3a NPESANOYHTaHe HA HHTEPBAIK OT 6 Yaca, KaTo Hal-KpaTKUAT HHTEpBan e 4 yaca;

" MNPpH BB3pPacTHY NAUUEHTH npueMHUTe TpaOBa Ja ObAAT Ha HHTEpBAN OT Hali-manxo 4 Jaca.

Tob# KaTo TOBa JeKapcTBO ChAbLPKA BUTAMHH C, TpAOBa na ce n3bsarea npuema My B Kpas Ha J€HA.

bvbpeyno yepeorcoare
[Tpu nauneHTH ¢ TeXKO HBOPEUHO YBpeXKAaHe MUHUMATHUAT HHTEPBAN MEXY JBa NpUeMa TpadBa na

ChcaABa CJICAHATA CXEMA,

KpeaTHHHHOB KIHPBHC
¢l >50 ml/min
¢l 10-50 ml/min
¢l <10 ml/min

(BHXTE TOYKa 5.2.)

Heprodpobro yepexcoarie
IMpu nauueHTH ¢ yBpeneHa yepnoapobHa yHkums, 1o03ara TpabBa na ce HaMau MNH Ja ¢ YIBb/IKHU
HMHTEpBana Ha no3upaHe. MakcuManHaTa JHeBHa A03a He TpsadBa na Hansuinapa 60 mg/kg/nHeBHO (2 g/neH)
NpH CNEIHUTE CHCTOAHUA: BL3PACTHH NMalUeHTH ¢ Terno noa 50 kg, XpOHH4HO WM KOMIICHCHPAHO aKTHBHO
yepHoIpoOHO 3abonaBaHe, 0COOEHO TE3H C NieKa A0 YMEpeHa XenaroleaynapHa He0CTATbYHOCT, CHHAPOM
Ha Gilbert (pamunna xunepOonnupyOuHEeMHUs ), XpOHHUEH aJIKOXONMH3IBM, XPOHUMHO HEJOXpaHBaHe (HUCKH

3aracH OT YePHOAPOOeH IITYTATHOH ) H JexuapaTauus (BX. Touka 5).

Hurepsan Mexay NpHeMHTE

Ilayuenmu 6 cmapuecka gv3pacm
OOHKHOBEHO He Ce Hajlara KOpeKllHsa Ha 103aTa NpH NaUMEeHTH B CTapuecKa Bb3pacT (BX. Touka 5.2).

HauyuH Ha NMPpAJIOKECHHE

4 yaca
6 yaca
8 yaca




EdeppecueHTHUTE TabneTky TpAaOBa HAITBJIHO Aa CE Pa3TBOPAT B Yallia BOAA H A2 CC M3MUAT BeaHara. He
AbBYETE W HE MOrabLuaite TabneTkure.

4.3. [IIpoTHBonoxa’aHus

" CNTyYal Ha CBPbXYYBCTBHTEJHOCT KbM NAPALIETAMON HITH NTPONaLeTaMon XHAPOXJIOpHA
(npeniekapcTBO Ha MapaueTaMol) HIIH KM HAKOE OT NOMOUIHHTE BELIEeCTBa;
. TEXKa 4epHOApOOHA HEAOCTATHUHOCT WM AEKOMIIEHCHPAHO aKTHRHO YepHonpobHo 3abonaBaHe.

4.4. CneuHaTHH NpeaynpexiaeHns H NpeaNnasHi MEPKH NpH ynotpeba
Mpeaynpexaenns

CBBp3aHH C [IapaleTaMon
3a na ce u3berue pucka oT npeao3upane, TpIOBa Aa ce NpOoBEpaBa 3a OTCHCTBHE HA NMapalieTaMol B ChCTasa

Ha ApYTUTE MPHUEMaHH JICKAPCTBA (BKIIOUUTENHO MO JIeKapcko U 6e3 nekapcko npeanucanue). [puemMsT Ha
apaneTaMoil B MO-BUCOKH 103K OT NIPENOPBYNUTENHUTE € CBBP3aH C PUCK OT TEXKKO YEPHOAPOOHO
yBpekAaHe. KIHHHUHKTE CUMITTOMU Ha 4epHOAPOOHO yBpekKaaHe mbpBOHAYANHO c¢ KabmoaaBaT
oOMKHOBEHO 1-2 AHU cnea npeno3vpaHeTo ¢ napaueramMoi. [IbaHMTe CUMITTOMH HA Y€pHOAPOOHO
yBpexaaHe 0OMKHOBEHO ce Habmonasar cnea 3 no 4 auM. Ilpunaralero Ha aHTHIOT TpAOBA Na 3anoyHe
Bb3MOXKHO Hali-paHo (BX. Touka 4.9).

[TapaueraMos MOXe Aa MPHYHHH CEPHO3HH KOXHH PEaKLIMU KaTO OCTpa reHepanusMpaHa eK3aHTeMaTo3Ha
nyctynosa (AGEP), cuaapom Ha CtusbHC- J[x0HCHH (SJS) M ToOKCHYHA ennnepManHa Hekponusa (TEN),
KOMTO Morart na 0baar ¢atanHu. [Tauuenrute TpaOBa aa ObaaT HHGOPMHUPAHH 34 IPH3HALIMTE H& CepUO3HH
KOXHH peakLun ¥ ynoTpedata Ha JekapcTBEHKsA NPOAYKT TpadBa Aa 6bA¢ NpeyCTaHOBEHA ITPU MbPBa MOABA
Ha KOXEH 00pHNB WIH APYTH MIPH3HALIA HA CBPBXMYBCTBHTEIIHOCT.

Ilapaueramon TpaOra Aa Obae NMpuiiaraH BHUMATENHO B CIICIHUTE CyYau:

. yepHOApoOHA HEAOCTATBHHOCT, BKIIIOUHTENHO cuapoM Ha Gilbert (damunba xunepOunnpySuHemun)
(BXx. TOouka 4.2 n 5.2);

. TeKa 0b0peyHa HeAOCTATHYHOCT (BXK. TOUKH 4.2 U 5.2),

. rnoko30-6-gocdar gexuaporenaszia HeaocTatbyHOCT (GOPD) (MOXe na noBeae 10 XeMOJIMTHYHA
AHEMHA );

* XPOHUUEH ATKOXOIHIbM;
XPOHHYHO He0XpaHBaHe (HUCKK 3aMacy Ha YepHOAPOOESH MMYTAaTHOH), aHOPEKCHA, KaxeKCHs,
Oynumus;

° AECXUAPATALNSA, XHIIOBOJIEMHH.

He ce npenopbusa KOHCYMalLHATa Ha ATIKOXOJ MO BPEME Ha JIEYEHHETO.




CnobieHu ca ciayvau Ha MeTabonuTHa auuao3a ¢ rojiaMa aHHoHHa npasHuHa (HAGMA), avmxaiia ce Ha
NMUPOrTyTaAMUHOBA ALIMA03A NP NALMEHTH € TEXKKO 3a009BaHe KaTo TEXKO OhOpeyHo yBpeKaaHe H CENCHC,
WIH NPH NaLUKHeHTH C HeOXPpaHBaHE WM ¢ APYTHd U3TOUHMLM Ha Ae(pUIUT HA NTYTAaTHOH (Hanp. XpOHUYEH
ANKOXO0JIH3bM), KOHUTO €a JIEKYBaHH ¢ NapaueTaMoll B TEPaneBTHYHA 4034 3a [IPOABLIDKATENICH NEPHOR MIIA
koMOHHAUMS OT napaueraMon H ¢y xiokcauwinH. Ako ce nono3vpa HAGMA nopaau nUpornyraMHHOBA
allM03a, MpenopbryYBa ce He3abaBHO NMpeKpaTaBaHe Ha MapaleTaMosl U BHUMATENHO HabmoaeHne.6
MN3MepBaHETO HA S-OKCONPOJIMH B YpHUHATA MOXe Aa Obje NoJe3Ho 3a HASHTUHUMpPAHE Ha
MUPOrTYTAMUHOBA aLMA03a KaTOo OCHOBHA npu4uHa 3a HAGMA npu nanueHTi ¢ MHOXKECTBO PHCKOBY
daxTopH.

B cnyvau Ha ArocpouHa ynotpeda Ha aHanreTHLn (>3 Mecela) NpH NalK¥eHTH ¢ XpPOHHYHO rnasodone ¢
MPUAOKCHHUE Ha BCCKH ABA AHU HIH NO-YECTO, IIMaBoOOIHETO MOXE Ja ce pa3BHe WK Bnowd. [ nasobonue,
NpeaH3BHKAHO OT NpekoMepHa ynorpeda Ha ananretdud (MOH - rnasobonne npHu npekoMepsa yriorpeba Ha
JIeKapCcTBa), He TpAOBA J1a ce JeKyBa C YBE/IUYABAHE HA J03aTAa.

B TakuBa cny4au ynorpeGara Ha aHanreTuun TpatBa Oa ce NpEeYCTaHOBH Clied KOHCYJITallUA C JieKap.

CBbp3any ¢ BUTaMud C

Hannunute aanHK ¥ 0obpe yeraHoBeHaTa ynoTpeda Ha BuTaMuH C ca B moakperna Ha 61aronpusTHHUA
npo¢un Ha 6€30MacHOCT NpH 3ApaBu HRAMBUAK §e3 crelidHYeH npar Ha TOKCHYHOCT. BHCOKHM K03M
BUTaMHH C ¢e CBbP3BAT C HEXKENAHN PEAKLIMU OT CTPaHa Ha racTPO-UHTECTHHATHUA TPAKT, Hakl-4ecTo
IHapHA, KOATO € 110 BEPOATHO Jia ce NMOABH Npu a03H no-BUCOKH oT 1000 mg anesHo. IIpennonara ce, e
BHCOKHTE 00341 BHTaMHH C MOrar Ja AOBEAAT 10 APYTH HEXeNnaHu edeKTH, cnopel OrpaHHuYeHH JaHHH, To-
BEPOSATHO € 12 C€ NOABAT NPH BUCOKOPHUCKOBU MAllUEHTH, KaTO TAKHBA C HapyHieHUs B MeTabonu3Ma Ha
KENAZ0TO (HANP. XEMOXPOMaTOo3a, cuaepobIacTHa AHEMHA, TAJTACEMMS) U NIPEAUCNO3MLMA KbM 00pa3yBaHe
HA PEHOJUTHU U YPOJIUTH:

. noBHilleHa abcopbLusa Ha »ena30, BOAELLA A0 NPeTOBapBaHe C KeJA30,
. MOBHIIIEHA YPHHAPHA EKCKPELMA Ha OKCAJIaTH U YpaTH, Bozella ao obpalyBaHe Ha YPOJIMTH H
PEHOIATH.

HsiMa 4OCTAaTbYHO HATMYHM JAHHHU, KOMTO A4 NMOTBbPAAT TE3H NOTCHUHATHHY ZOMBJIHHTENHY CTPAHHYHH
edextu. [Ipeanonara ce, 4ye CrOOLIEHOTO CPEAHO YBEAHYABAHE HA YPHHAPHATE OKCANaTH CJiell MpUeM Ha
BHCOKH 103M BUTaMHH C MOXe a ce 00sCHK ¢ nabopaTopHu apredakTy.

[IpeanonoxeHuaTa, ue BuramuH C Moxe 4a MPUUUHU XEMOJIMTHYHA AHEMHA T1PH MALHEHTH ¢ MTHOKO30-6-
docdar pexuaporeHasHa HEAOCTATBYHOCT HE €4 NOJAKPENeHU OT HANMYHY JJaHHHW NPU AO3UPOBKA B PAMKHTE
Ha HaCOKHMTe 3a Oe3onacHa ynorpeba npu 3apaBu NauHeHTH 6e3 rmoko30-6-gocdar aexuaporeHasHa
HEAOCTATHUYHOCT.

Mepaexc BuramuH C TpadBa Aa c€ H3NOM3Ra BHUMATENIHO NPH NALMEHTH ¢ HAPYHIEHHA B MeTabonn3ma Ha
xXeJA30, NPEANCTNIO3NLIUS KbM 00pa3zyBaHe HA YPONUTH WX PEHOJIMTH, K MIIHK030-6-pocdar
AEXUAPOreHa3Ha HEAOCTATHUHOCT.

Buramud C Moke aa B3anMOAEHCTBA € KPbBHH WJIM YPHHAPHH TECTOBE 3a H3MEPBAHE Ha MIIOK03a U
(peKaHiA TECT 38 OKYIITHH KPbBOH3JUBH.

To3u nexkapcTBeH NPOAYKT Chabpxa S0 mg Hatpues O€H30aT BLB BeAka edepBeclicHTHa TabneTKa.

To3n nekapcTBEH NPOAYKT ChabpXka 330 mg HaTpuil BbLB BCaka edepbecleHTHa TabneTka, KOUTO ca
€KBMBAJICHTHH Ha 16,5% oT1 npenopruuTensus cnopen C30 MakcumaneH AHeBEH NTpUeM OT 2 g Harphit
3a Bb3pacTeH. MakcHManHara AHEBHA 1033 OT TO3M NPOAYKT € eKBUBAICHTHA HA 148,5% ot
MAKCHUMAaJIHU3 JHEBEH XpaHHUTEJICH npueM Ha HaTphil, npenopbuad o C30. OepBekc BuTaMud C
¢hepBecLeHTHH TabneTKH UMa BUCOKO ChABPKAHKME Ha HATpul, KOCTO TpAOBA 1a € UMa NpeaBua NpH
NAalHEHTH, KOUTO CMA3BaT AMETA C HUCKO ChAbpPKaHHWe Ha con (HaTpu).

To3u nekapcTaeH NpoAyYKT coabpka 300 mg copburon BbB BeAka edepBeCLICHTHA TalneTKa.

TpsbBa na ce UMa NpeABHI ANUTHBHHUAT €QEKT Ha ChITbTCTRALIO MPUIAraiHi NPOAYKTH, ChAbPXAIY — =<2
copburon (UK QpPyYKTO3a), KAKTO U XPAHUTEIHHUAT NIPHEM Ha copbuTon (MU PpykTo3a). AN Bl




ChbabpkaHHeTO Ha COpOUTON B NEKApCTBEHH NPOAYKTH 32 NEPOPANHO NPUIIOKEHHE MOXE 1a NOBIUAE
OHOHATMYHOCTTA Ha JpYTH NEPOPANHH NIEKAPCTBEHU NMPOAYKTH, KOUTO CE€ NPHIIATaT ChITbTCTBALLO.,
To3u nekapcTBeH NpOAYKT HE TpsabOBa 1a ce NpUeMa OT/IpuiIara Py MaiMeHTH ¢ HacleACTBEHA
HEMOHOCHMOCT KbM (PYKTO3a.

4.5. BaanmopeiicTeHe ¢ APYId JEeKAPCTBEHH NPOAYKTH H ApYIrd ¢opMH HE B3auMoaelicTBre
EdexTH HA APYrH JEKAPCTBEHH NPOAYKTH BbpXy PepBexc BHTAMHH C

Crbp3aHM ¢ napaleramon

Dernumoun: eNHOBPEMEHHOTO NpunaraHe Ha PeHMTONH MOXE Ja AOBeAe A0 HaMalgBaHE Ha eQeKTHBHOCTTA
Ha NapaueTamol ¥ OO MOBUIMEH PUCK OT XE€NAaTOTOKCHYHOCT. [TaluMeHTHTEe Ha Tepanus ¢ GeHUTOUH TpAOBa
na U30Areat roneMu WU XpOHHUYHH 103H napaueraMoi. [lanuenTire Tpabpa na 6baat npocieaaBaly 3a
X€NaTOTOKCUYHOCT.

{Ipobeneyud: npobeHeUn MpUYKHABA NOYTH ABONHO peayLMpaHe Ha KIIWBPBHCA Ha MapaiieTaMon ypes
NOATHCKAHE HAa HEropaTa KOHIOTaluMs ¢ NIIOKYPOHOBATa KuceIuHa. HaManaBaHETO Ha NO3UTE HA
napaueramosi TpsAOBa A3 ce B3eMAT 110 BHHMaHUE NPH €AHOBPEMEHHO NPIWIOKEHHKE ¢ NTpodeHem .

Caruyunamud: CATMLILIAMKEA MOKE 1A YIBIKH €NTHMHHALIMOHHUSA NOTYXHBOT (t,,) Ha napaleTramo.

Enzumnu undyxmopu. TpsaOBa 1a ¢€ BHHMasa MpH €AHOBpEMEHHUA NpHeM Ha NMapaLeTaMoJl ¢ eH3UMHH
UHAYKTOPH. Tesu cyOCTaHLMM BKITHOUBAT, HO HE €A OrpaHUueHH 10 6apOUTypaTH, H30HHA3H],
kapbamMasernun, pupaMnuH U eTaHol (BX. T. 4.9).

DAYKAOKCAYUAUH

Tpabsa na ce BHMMAaBa, KOTaTO NMapaLeTaMon Ce M3MOoI3Ba ¢AHOBPEMEHHO ¢ QITYKNOKCALMIKH, ThH KaTo
napanejHUAT TPUEM € CBbP3aH ¢ MeTaboNHMTHA aLMAO3a C rojisMa aHHOHHA Npa3HHHA NopaaH
MAPOrTYTAMMHOBA alli103a, 0COOEHO NMPH NMALUEHTH ¢ PUCKOBH PaKTOPH (BXK. Touka 4.4).

Cebp3adi ¢ BUTaMuH C

Hecbepoxcamun: eJHOBpEMEHHHUAT NIPHEM Ha BUCOKH J034 BUTAMHKH C ¢ XenaTHHA areHT ae¢popoKCaMHH
MOE 13 YBEJIMYHM TBKAHHOTO XeNA30 40 TOKCUYHY HUBA W J1a A0BEAE 10 ChpAedYHa HeROCTATHUYHOCT.

Edextn na ®epBexc BUTAMHH C BLPXY APYIH JEKAPCTBEHH fIPOAYKTH

Cebp3aHy ¢ napaleTaMoll

[lapauieTamon MOXe Ja MOBHLIM BFb3MOXHOCTTA OT HEXeNaHH e(eKTH KOTaTo ce MPHEMaA C APYTH
NeKapCTBEHH NMPOAYKTH.

Anmuxoazynasmu: €IHOBpeMeEHHaTa ynoTpeba Ha napaueTaMon ¢ KyMapHHH, BKITIOUMTETHO BapdapuH,
MOJe Z1a JoBele o neku Bapyauuu Ha INR crofiHocTuTe. B TO3M cnyuali cneBa Aa ce NpoBEAe 3aCHIEHO
MoHUTOpHpaHe Ha INR croftrHocTuTe no BpeMe Ha nepuona Ha eAHOBpeMeHHa ynoTtpeda, KakTo U 3a elHa
CeAMHLIA ClIeA [IPEYCTAaHOBABAHE HA JICYCHUETO ¢ NapaleTaMol.

CBBp3aHH ¢ BHTaMHH C

Cybemanyuu KUCenuHy uiu oCHo6uU: NpHeMbT Ha BUCOKH Ai03u BUTaMKMH C MOXe Jla HaMaJld YpHHApHATa
€KCKpELMs Ha IEKapCTBEHH NMPOAYKTH, KOHTO Ca KUCENIMHHU Y Ja YBEJIMYH YPHHApHATa eKCKPELIMA Ha
NIEKapCTBEHH NIPOAYKTH, KOHTO Ca OCHOBH.

Kenazo: Butamun C nosuiuasa abcopbLmaTa Ha )Kensg30 B XpaHOCMHUNATEIHHA TPAKT.




JIpyrn ¢opmu Ha B3aHMoOaeHCTBHE

Buramnu C Moxe 13 B3auMoaeicTBa ¢ KPbBHH WIH YPHHAPHH TCCTOBC 34 H3IMCDPBAHC HA I'MMKOKQ33 H
¢€KHHHHH TCCT 3a OKYJITHH KPbBOH3JIHBH.

4.6. @epruanTer, GPEMEHHOCT H KbpMeEHe

C ornen Ha OrpaHMYEHHUTE JAaHHHM MO OTHOLIEHHE HA NPHEMA HA BHCOKH 11034 BUTaMuH C no BpeMe Ha
OpeMeHHOCT H KbpMeHe, yrnoTpebara Ha Pepsekc BUTaMUH C 10 BpeMe Ha OpeMEHROCT ¥ KbPMEHE He €
NpenopbYUTEIHA, OCBEH aKO HE € 10 JIeKapCcKo HabMIoAeHHe.

Ako0 e HeoDX0IMMO OT KNMHUYHA IJIeJHa TOYKA, NMapaleTaMoJl MOXKe Aa Ce Mpuiara rno BpeMe Ha
OpeMEHHOCT, HO TpAbBa na ce U3non3Ba Hail-HUCKaTa ePEKTHRHA 103a 332 Bb3MOXHO Hal-KpaTKO BpeMe U C
Bb3MOXHO Hal-HUCKaTa YecTOoTa.

CrBp3aHy € NapaleTaMor

KIHHUYHHAT ONIUT ¢ ynoTpedara Ha napaueTamMon 110 BpEME Ha OPEMEHHOCT U KbPMEHE € OIpaHHuYeH.

bpeMeHHOCT

3HAYUTETHO KOIMUECTBO JaHHH NPU OpEMEHHU JKEHH HE NIOKA3IBAT HUTO MAIPOPMATHBHA, HUTO
¢eTo/HeOHATAIHA TOKCHYHOCT. Pe3ynTaTuTe OT eNHAESMHONOrHYHHTE NPOYUBAHHA BbPXY HEBPOJIOTHYHOTO
pa3BUTHE HA AELA ¢ EKCMO3ULIMA Ha NAPALETAMON in utero ¢a HeyOeauTenHHm.

KupMmere

Cnen nepopaieH npHeM napaneTamos ce eKCKpeTHpa B Majlki KOJMHYecTBa B kbpMara. JlokiaasaH € oOpHB
IIPH KbpMayeTa. Bunpeks ToBa napaueraMol e CHUTa 3a CbBMECTHM ¢ KbpMeHeTo. HezaBUCHMO OT TOBa
depexc BUTaMHH C Tpadsa Aa ce H3n0a38a BHUMATEITHO IPH )KEHH, KOUTO KbPMHT.

Cebp3aHu ¢ BUTAMKH C

BuramuH C npeMrHaBa OT MaliyiHaTa KpbB B Ta3H Ha deTyca ype3 aKTHBEH TPAHCTIOPTEH MEXAHHIBM.
ButamiH C ce eKCKpeTrpa B YOBEIIKATa KbpMa. EMWIEMHONOTHYHHKTE U orpaHnyeH Opoil KITHHMYHH JaHHH
HE MOJAKPENAT KaKBHTO H Ja € OTKJIOHEHHA NP OpEMEHHH WIH KbPMEIUH XEHH OT N030BHA PEKUM Ha

BUTAMHH C, MPENOCTABEH Ype3 NMPETIOPBUYMTENCH AHEBECH NPUEM 33 3[PaBH BL3paCTHH naLueHTH (BX. T. 4.5
UT 4.9).

4.7. BananHe BLPXY ¢cnocoOHOCTTA 38 WoPHpaHe H paboTa ¢ MALIHHH
[lapaueraMon He NOBNKMABA WIH NOBAKABA MpeHeOpexUMOo cnocoOHOCTTA 3a WodKpanHe 1 pabora ¢ MaITHHH.
4.8. HexenaHH 1eKapcTBeHH peakUHH

[Mopanu ¢akTa, ye HexXeJaHUTE TIEKAPCTBEHH PEaKLMU ca ROKNAABAaHK AOOPOBOJIHO OT HeonpeaeaeH Opoit
NalHeHTH, HEBUHATH € Bb3MOKHO TOYHO Aa C€ ONpeAeny TAXHATA YeCTOTa.

HexenaHMre IeKapCTBEHH PeaKLMM ca IPEACTABCHHY Ype3 CHCTEMO-OPraHHH KIAcOBRe, YECTOTa M MPEANOYMTaH! TEPMHHH
no MedDRA, xaro ce uanosar CeaHHTe KaTeropH 3a onpenerHe Ha Hecrotara: MHoro vectu (>1/10), yectu 1/100
10 <1/10), rewecv (2 1/1000 a0 <1/100), peaxu (1/10000 oo <1/1000), mHoro peaxu (<1/10000) 1 c Heu3BeCTHA YecToTa
(He MOXe A oe OTIpeeyiv OT HAMUHHTE JaHHH). Ta3H Tal/HLia € CheTaBeHa B ChOTBETCTRME ¢ nperniopbkure oT CIOMS

pabotHa rpyna [l ¥ V u ¢ prkoBoACTBOTO Ha EBponetickata KOMHCHS 3a KpaTKMTE XapaKTEePHCTHMKY HA MPOIYKTUTE.

CBbp3aHU € NapaueTaMmo




PeakuuuTe Ha CBPBXYYBCTBHUTEIHOCT KbM ITAPALIETAMOJ MOraT ia CE H3pa3iT B YPTHKAPHA, EPHTCMA WIIH
obpuB (HeonpeneneH). Penxu cimyyan Ha peakUMH Ha CBPbXJyCTBUTETHOCT KaTO aHaWIAKTUYEH LIOK M
aAHIHOEAEM ca AOK/IaABaHK ¢ napaueramorn (Bx. T. 4.3).

CrieJHHTE HeKeJIaHH JIEKapCTBEHH peaKUMHt ca JOKNafABaHy npH ynorpeba Ha napaueTaMoll no BpeMe Ha
NOCT-MapKETHHTOB MEPHO!

Cucremo-opraHuu knacose | Yectora Tepmun no MedDRA
HapyuieHus Ha KpLBTa H C HeusBecTHA YecToTa | TpoMOOUMTONEHHS, ICBKOTICHHS,
nHM¢HaTa CHCTEMA HEYTPOIEHHA

CromauiHo-upesHH Hapyuienus | C Hen3ecTHa yectota | Jlnapus, abromuHanHa bonka
XenarobuiuapHu Hapymienus | C HewssectHa wectota | IloBuinasane Ha YepHOAPOOHHTE
| CH3UMH
| HapylieHus Ha KMYHHaTa C HeusBecTHa YecToTa | AHAQWIAKTHYHA pEaKIIni,
CUCTEMA (BKJIIOYHTENIHO XHIIOTEH3HA),
aHadQHIAKTHYEH LUOK,
aHTHOCICM,
CBPBXYYBCTBHTETHOCT
HapyiuieHns Ha Ko)KaTa H C HeM3BeCTHA YecToTa | YpTHKapHsi, epurema, obpus,
NMOAKOXHATA ThKAH nyprnypa, ocTpa reHepainzupaHa
€K3aHTEMATO3Ha ITyCcTYJI03a,
TOKCHYHA ENUIepMalHa
HEKPOJIH3a, CHHAPOM Ha
CtusHc- JDKOHCHH
Hapywenus Ha Metabonusma 1 | C HensBecTHa yecToTa | MerabonuTHa aumao3a ¢ ronsMa
XPAHEHETO AHMOHHA NMpa3HHHA

Onucanye Ha H30paHU HeXXeNaHH peakLHH
MeTtabonuTHa auKHA03a ¢ roIAMa aHHOHHA NMpa3HHHa

Ciyuan Ha MeTaboMTHa al[H03a C ro/1iMa aHHOHHA NpasHHHA, JB/Kala €€ HA MHPONTYTAMHHOBA
alMa03a, ca HabmonasaHH Mpy AALMEHTH ¢ PUCKOBH (DaKTOPH, H3NOM3BALIH NApaLETaMO (BXK. TOUKA
4.4). TIpH Te3H NarMEHTH € BH3MOXKHO J1a Bb3HUKHE MHPOITyTAMHHOBA aLIMI032 BCJICICTBHE HA HUCKH

HHMBA Ha NTYTATHOH.

Cbp3aHy ¢ BUTAMHH C

CleHHUTe HEXEJAHU IeKapCTBEHU PEakLMM ca JOKIaABaHH npu ynotpeba Ha BHTAMHH C Mo BpemMe Ha NOCT-
MapKETHHIOB MECPHOA!

CHCTEMO-OPraHHH KJIACOBE Yecrora | Tepmuu no MedDRA
CromawHo-upeBHH Hapyuienus | C HeH3BecTHa uecToTa | AGAoMHHANHA 60/1Ka, AUAPHA
HapyiueHus Ha HEPBHaTa C HeusBecTHa 4yecToTa | 3aMasHOCT

cCHCTEMA |

HapyweHus Ha 6pbpennre 1 C Hen3secTHA YyecToTa | XHUNEPOKCATYpPHA, XpOoMaTypHd
[MUKOYHHUTE ITHTHILA

Hapyiienns Ha KoxaTa u C HeH3BecTHa uecToTa | YpTrHKapus, oOpHB
MOAKOXKHATA ThKaH

Cebp3aHu ¢ PepBEKC BUTAMHH C




Clie[HHTE HeXe/aHH JIEKapCTBEHH peakLiMM ca AOK/Ia/iBaHH NpH ynotpeba Ha napaueramosn BuramMuH C no
BpeMe Ha NNOCT-MapKETUHIOB NEPHON:

Cucremo-oprannd knxacope | Yecrora Tepmun no MedDRA
HapyiueHud Ha KpbBTa H C HeHu3BeCcTHA YeCTOoTa | ArpaHyJIOLMTO3a

nuM@pHaTa CHCTEMA

CtoMaurHo-4peshy HapyweHus | C HeuspecTHa uectota | AGnoMHHaIHa GoJika
Xenaro6unvapHu Hapyuienns | C HeussecTHa yecToTa | XemaTHT

HapylieHns Ha HMMyHHATA C Hen3BeCcTHa yecToTa | AHadWiaKTUYHA peaKLus,
CUCTEMA CBPBXYYBCTBHTEHOCT
HapyweHus Ha KoxkaTa H C HeM3BeCTHA 4eCTOTa | AHIHOCAEM, ACPMATHT,
MOJKOXKHATA THKAH NpypHTyc, OOpHB, ypTHKapH

CopollaBaHe Ha f1I0N03UPAHH HeXeNaHy pPeakLiuu

Cpo6uiaBaHeTo Ha MOJO3HPaHH HEXeJlaHH PeakLHH cliefl paspeliasaHe 3a ynorpeba Ha IeKapCTBEHHSA
NPOAYKT € BakHO. ToBa NO3BONABA Ja NPOXB/KH HabMONEHUETO HA CHOTHOLIEHHETO NOJI3a/PHCK 32
feKapcTBEHUA NPORYKT. OT MEAULMHCKHTE CTICLHATTMCTH C€ H3UCKBA Aa ChOOILIABAT BCAKA NOAO3MpaHa

HeXxeNaHa PeaKkUus upes:

UanenuutenHa AreHuus no Jlekapcrsara,

yi. ,,JdamsH ['pyes™ 8,
Codus 1303,

Ten.: +359-28903417,
yeGcaiit: www.bda.bg

4.9. IIpeno3mpare

ITpeno3upaHe ¢ napaleramos

IIpuznayu u cumnmomu

ChbluecTBYBa PHCK OT NPeAO3HPaHe NPH NAaUMEHTH B CTAPYECKA BB3pacT K 0COOEHO MPH MANKH Aelia
(TepaneBTHYHOTO ¥ HHLMASHTHOTO MpPEeNO3UPaHE Ca MHOTO YECTH), MPH NMALHEHTH C YepHOAPOOHO
yBpexJaHe, B CIy4anTe Ha XPOHHUYEH aflKOXOAM3bM, NPH MaLUMEHTH CTPaAAILH OT XPOHHYHO HEAOXPaHBAHE
M NPH NaUMEHTH, NTPUEMAILH €H3UMHH HHAYKTOPH. B Te3n ciryuau NMpeflo3KPaHeTO MOXE Aa Obae ¢aranHo.

CHMNTOMHTE, KOWTO C€ NMPOABABAT B PAMKUTE Ha NEPBUTE 24 4aca BKIIOYBAT rajeHe, NOBPLIIAHE, JIMNCA Ha
aneTuT, 6neaHOCT, HEpa3MooXKeHue H auadopesa.

Cepexao3a ot 7,5 g 1 noBeue napaueTaMon 3a eIHH NMPHEM IMPpH BE3PACTHH WK 140 mg/kg TenecHO TErno 3a
eZMH NPUEM TPH Jlela Mpeau3BUKBa YepHOApoOHa LIKTONH3a, KOATO MOXE Ja 3aBBbPLUH C IThTHA H
HeoGpaTHMa HeKpo3a u3passBalila ce B 4epHOAPOOHA HEJOCTATBUHOCT, MeTaboMuTHA aLKua034a U
eHuedhanonaTui, KOATO MOXE Aa JOBEIE A0 ChCTOAHHE HAa KOMa H CMBPT.

EnHOBPEMEHHO ¢ TOBa ce HabmoaaBa yse/lHieHHe Ha YepHOApOOHUTE TPaHCAMHHA3H (AST, ALT), nakrar-
AexuaporeHasara H 6unupybuHa ce HabnonaBaT €AHOBPEMEHHO C HAMAIEHHE HA npoTpoMOHHOBOTO HHBO,
KOETO MOXKE I1a ce MoABH oT 12 o 48 yaca cies npueMaHeTo Ha NeKapcTBOTO. KMHHHYHHATE CHMITTOMH Ha

4epHOAPOOHO yBpexkaaHe 0OHKHOBEHO MbPBOHAYAHO ce 3abensssar cnea 1 ao 2 AHH H AOCTHIraT CBOA

MaKCHMYM ciiel 3 A0 4 QHH.

HaGnroaasaHH ¢a peAKH CITy4ayd Ha OCTBP NaHKPEaTHT,

Cnewinu mepku

- Heza6asHo npesexxaaHe Ha 60HHA B DONHHYHO 3aBEJCHUE,
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- ITpeau 3anoysaHe Ha TepalHATa B3¢MAHE Ha CMIPYBETKA KPbB 34 MbPBOHAYUANIHO ONpeaeNAHe Ha
TUTa3MEHO HUBO Ha napalieTamos, HO He No-paso ot 4 uaca cnejl NpUEeMaHeTo Ha rnapaneTaMmon;

- He3abapra cToMaliiHa MPOMHBKA C LIEJT €BAKYALIMA HA NOr'bJAHATOTO JIEKAPCTBO;

- O6nualiHoTo severue Ha OONHUA NPH NPEAOIUPAHE BKIIOUBA NPHIIAraHETO BH3MOXHO Hal-paHo Ha
aHTHI0Ta N-auerunumcterH (NAC) BEHO3HO WK NEPOPANTHO MO Bb3MOXKHOCT B paMKHTE Ha 8 yaca
OT NpueMaHeTo. AHTHAOTBHT N-aueTHIUHCTEHH (NAC) MOXe 1a OCHTYpH HAKAaKBa CTETICH Ha 3alll|Ta,
a0pyu U chnek 16 yaca,

- CUMIITOMATHYHO JICUEHUE,

- Tecr 3a yeprOAPOOHUTE HYHKLIMH TpaOBa Aa ce NPOoBeXda B HAYAIOTO Ha JIGYEHHUETO U Ja Ce MOBTaps
Ha BCekH 24 yaca. B noBeuero cnyuan yepHoApOOHUTE TpaHCAMHHA3H C€ BPBILUAT KbM HOPMATHUTE
CH HMBA B PaMKHTE Ha | 10 2 CeAMULM € ITBJIHOTO Bb3CTAHOBSABAHE HA (DYHKLIMATA HA uepHUs Apobd.
[1pu MHOrO TeXKH Cydan ofade MOXE Aa C& HaNOoXKH YepHOAPOOHA TPaHCIUIAHTALMA.

[lpeno3upase ¢ BUTaMUH C

[acTpo-MHTECTHHATHY CHMITTOMM NPY NpeAo3UpaHe, KaTo AUapys U NoAYyBaHe Ha KopeMa, 0OMKHOBEHO ce
NOABABAT MPH HO3HM NMO-BHCOKY OT 1 g AHEBHO U CE OrpaHUYaBaT /el [PEeKPaTABaHeTO Ha NMpHEMA.
HacTosMTe HaCOKH OT KOMNETEHTHN OPraHu M0Ka3Bar JIMICara Ha AOCTAThYHO HAYYHH JaHHM, Ha Oa3arta
Ha KOMTO [ ce MOCTaBH KaTerOpHYHO rOpHa rpaHHLA Ha §€30MacHoCT WK AOITY CTHMO FOPHO HHBO HA
MOHOCHMOCT MpPH npHeM Aa Obae no-BUCOKO OT 2 g JHEBHO. [auMeHTH ¢ HapylueHus B MeTabonn3Ma Ha
XKENA30TO (Hamp. XeMOXpoOMaTo3a, cuaepobnacTHa aHeMHs, TATaceMUs) M NPEAUCTIOZULMA KbM
o0pa3yBaHe Ha PEHONUTH U YPOJIMTHA MoraT Aa ObaaT H30KEeHH Ha MTO-BUCOK PHCK OT 110ABaTa HA HEXEJIaHH
chOMTHA KaTO NMpeToBapBaHe C XeJi%30 U 00pa3yBaHe Ha YPOIUTH M peHONHTH. [Ipenopbusa ce
CHMITTOMATUYHO JIeYeHHE MPU NOLO3PEHUS 3a NPEaO3HpaHe ¢ BUTaMuH C.

5. ®OAPMAKOJOI'NMYHHU CBOHCTBA
5.1. ®apmaxkoagHHAMHYHH CBOlicTBA

dapMakoTepaneBTHYHA Mpyna: APYrH aHaARCTHIM H AHTHITHPETHLH,
ATC kon: NO2BES]

[TapaLieTaMos ¢ aHAJIFeTHK M AHTHMUPETHK CbC ¢Niada NPOTHBOBBIMAIUTENCHA AKTHBHOCT. 3a pa3iMKa OT
rpagumonnute HCTIBC, napaueramon 8 TepanesTHYHM J03H He HHXHOHMpa TpOMOOLIMTHATA PyHKLIMS.

ButamiH C € eceHuyaneH BoJ0pa3TBOPUM BUTAMMH, Tl KaTO NMPU XOpaTa NMUINCBA €H3WMA I'YJIOHOAKTOH
OKCHAa3a, XKONTO € HeoOXONHMM 34 HeroBua cHHTE3. CTpYKTYPHO BUTAMUH C ce CBBbP3Ba ¢ IVII0K034Ta,
ChbObPXKa 6 aToMa BbITIEPO] M CHLUIECTBYBA B ABE B3aUMHOMNpPEBpbILAILIM ce Popmit: L-ackopbunosa
KHCEJIMHA, KOATO € peayuupaHna ¢popma ¥ L-aexuapoackopOMHOBa KUCENMHA, HErOBUA OKCHAWPAH AEPUBAT.

MeXxaHH3bM Ha AeficTBHE
TOYHHAT MEXAHHUIBEM HAa AHAITETHYHHUTE M AHTHITHPETHYHUTE CBOACTBA HA MAPALETAMOJI BCE OLIE HE €

ycTaHOBeH. MexaHu3MbT Ha AeHcTBHE MOXE Ja BKJIIOMBA LIEHTPATHO U nepudepHo aeicTBHE.

Butamus C ciiyxu KaTo KOQaKkTop B rojsaM Opoli OKCHpE Ay KLIMOHHH MPOLECH B LBJIOTO TAIO,

5.2. @apMAKOKHHETHYHH CBOHCTBA

AGcopOLns

A6copbuuaTa Ha napaueTaMon NpH NEpOpaTHO NpUIcKeHHe € Obp3a H MbJIHA. MakCHMATHATE NJTa3MEHH
KOHUEHTpauuH ¢e aocturar ot 10 no 60 MHUHYTH cne npyeMa.

Butamun C ce abcopbupa O05bp30 OT racTpO-HHTECTHHANMHKA TPAKT YPe3 AKTHBEH TPAHCNOPTEH MEX2HHIBM
Ha HaCHILAHE B THHKHTE YEpBa.




PaznpeneneHue
[Tapauieramon ce cBbp3Ba ¢1ado ¢ rwiasMeHUTe NpoTerdHH. Tolt ce pasnpenens 0bp30 BbB BCHYKU ThKAHU.

O0eMbT Ha pastipeneneHre Ha napaileTaMo Mpyu eb3pacthn e npubnmsurenyo 1 go 2 I/kg, a npu Jeua B
pamkure or 0,7 no 1,0 Vkg.

BuramuH C ce pasnpeaens BbB BCHUKH TbkaHHW Ha TANoTo. ButamMuH C He ce CBbP3Ba ¢ MNa3MEHHUTE
nporeuHH. Hali-Bucoku KoHUeHTpaiMy Ha BUTaMuH C ¢a ycTaHOBEHH B HaAOBOpeuHNHTE XKile3u,
Xxunogusara, peTHHaTa U ReBKOUUTHTE. [InasMeHHTe H NUKOYHKTE HUBA HA BUTAMHUH C He ca HaleXIeH
HHIHKATOP 3a KOJIWYECTBOTO B TANOTO, ThH KaTO Te€ OTpa3sBaT [MOCNSAHHA XPAHHTENEH TPUEM.
KoHueHTpaumaTa Ha JICBKOLIMTH CE H3MOJ3Ba, 33 [ia C€ YCTAHOBH NPENOPbUHUTENIHUSA THEBEH NIPHEM Ha
BUTAMHH C Ha BXOAA KATO MOCTUIaT NOYTH MAKCHMAaNIHA HeyTpo(dHIHa KOHLEHTpal s ¢ MUHMMAIIHA
YPUHAapHA €KCKpELMs Ha acKopOar.

buotpanchopmalins

[TapaueraMon ce meraGonu3Kpa riIaBHO B YepHHA Apob Ypes ABa rMaBHH META0OIMTHH ITHTA: CBLP3BaHE C
rMIOKY POHOBA KUCE/IMHA M CBBP3BAHE CbC CApHA KUCeNHHa. Bropust meTabonuTeH mbT e Obp30 HacHInaeM
NpH BUCOKH 03H, HO B PAMKHTE Ha TepaneBTHYHHA AHana3oH. CaTypalMaTa Ha INIHOKYPOHHPAHETO Ce
MOSABABA CaMO IPU NIPHEM HA MO-BHCOKH, XENAaTOTHKCHYHH N034. Manka ¢pakuus (non 4%) ce
MeTabonuiupa upe3 UMTOXpoM P450, 1o peakTuBeH MeXINHEH NPOAYKT (N-aueTHunbeH30XHHOHHMHH ),
KORTO NpH HOPMAaJIHK YCIOBHUA Ha H3MoN3BaHe ObP30 ce AeTOKCHPHULIHPa Upe3 peayUHPaHHA ITyTaTHOH H ce
OTAEJIA B YPHHATA Cllell CBhP3BaHE ¢ HUCTEHHA U MEPKANTONYPUHOBaTa KHcennHa. [1pn MacHBHH
MHTOKCUKaUHHU 00aue, KONMYECTBOTO HA TO3H TOKCHUYEH MeTaDONMHT Ce YBeM4aBa.

BuramuH C ce Tpancnoprupa npes kieTbuHHTe MeMOpaHu 1 KaTo ackopOaT M KaTo JeXHApoacKopOHHOBA
KMCE/IHHa, KOATO C¢ peAyLMpa A0 ackopbar NpH BIIK3aHETO B KJIETKATa. Y4acTBaIlMTE CrietdGHYHH
TPAHCMIOPTHH MEXAHU3MHK HE Ca ACHH U JJAHHHTE 33 KONU4ECTBEHOTO ONpEAe/aHe Ha CrelHdHYHHTE
YpHHApHH METabOANTH KaTO OKCANaTH, AMKeTOryJIOHOBA KHCEJIHHA, acKopbaT-gucyndar u
AexuapoackopOMHOBA KMCETWHA ca OrpaHHYEeHH U ca HOBJIMAHHM OT JIEKOTATa Ha JAeTpajalius Ha ackopoara
ApYTHTE (PaKTOPH, TAKWBA KATO MHANBUAYATHUA [IPHEM U ChCTOSHHETO Ha TIPEeCHIIAHE.

EnMMUHHUPAHE

MeTtabonuTHTe Ha NapaueTaMoll ce EKCKPETRpaT IaBHO B ypyHara. [lpH Bh3pacTHUTE NaupeHTH
npuodausnTenHO 90% oT nNpHeTaTa A03a ¢ OTAENA B PAMKUTE Ha 24 yaca, OCHOBHO KaTO IJIIOKYPOHHIH
(npubnusutento 60%) U cyndatun koHoratu (npubnnzurento 30%). [No-Manko ot 5% ce enUMHHKPpAT
HENPOMEHEHH.

[lnasMeHUAT NONMYKHUBOT € OKOJIO 2 Jaca.

Buramul C ce ekckpeTHpa OCHOBHO B YPHHATA, YaCTHYHO KaTo ackopbaT ¥ 4aCTHYHO BbB opMaTa Ha
pa3IHuHK ackopOaTHU MeTaGoNUTH, BKIMOUYHTENHO OKCANATH, OTHOCHTENTHATA ITPONOPLUS, HA KOMTO 3aBHCH
OT 103aTa, CbCTOSHHETO Ha rpecuinane, 6bOpeuHaTa GpyHkuua U Apyru ¢akropu. EKCkpeumaTa B ypuHaTa
NpencTap/isBa JIEBKOUWTHATA CAaTypaLus.

BuramuH C npeMHHaBa M1aueHTara 4 ce eKCKpeTHpa B kbpMara (Bx. T.4.6). Moxe na 6bae oTcTpaseH upes
XeMOaHnanu3a.

bvbpeuno yapeocoane

[Ipn Texko OB0peyHO yBpeKIaHe eNMMUHUPAHETO Ha napaueTaMon e Jeko 3adaBeHo. 3a rMIOKYPOHOBHTE H
CY/IpaTHH KOHIOraTH CTENEHTA Ha €TMMHHALIMA € T10-0aBHa MPY NALIHEHTH ¢ TEXKO OBbOpeyHO yBpeXaaHe
OTKOJIKOTO MPH 3ApaBH HHAWBHAM. [0 Ta3u npuuMHa Npy NAUKEHTH ¢ TEXKO 6B0peyHo yBpexaaHe ce
penopsrYBa MHHHMANTHUAT HHTEPBa MEXIY NpHEeMHTe Aa ¢ 6 win 8 yaca (BUXTe TOYKa 4.2.).

Ueprodpobno yapexcoane




[Tapaueramos € Npoy4BaH Mpy NauMeHTH ¢ YepHOAPOOHO YBpeKaaHe. B npoy4BaHe 1HeCT nalueHTa ¢
XpOHUYHO cTabKunHo 3a6osaBaHe HA YepHHA APoO ca npyHeMany 4 g/leH napaueTamorn 3a 5 qHH.
KoHieHTpaLuuaTa Ha NapaLueTaMo B MlasMara ce onpeaens Ha cpeaTta Mexay TpeTaTta H YeTBbpTaTa 4034
ot | g Bcexu aeH, Bapupa ot 4,5 pg/ml no 26,7 ug/mi, xoeto € nocra noa nOTCHUMATHUTE TOKCUYHH HHBA.
He ce HabniogaBsa 3HaYMTENHO KYMYJIMpaHe Ha napateraMon U He € UMano pas3iiuKi B KIIMHUYHOTO
CLCTOAHUE WIH B Ta0OpaTOPHUTE TECTOBE Ha naiMeHTure, CpeasaTta CTOMHOCT Ha NOJIYXHBOTA Ha
enuMHHUpaHe € 6una 3,4 yaca. Cnea ToBa MAIOTHO NpoyuBaHe 20 maLMeHTH ChC CTaOUNHO XPOHHYHO
yepHOAPOOHO 3abonaBane ca OMnNM paHAOMHU3HPAHH B KPOCOYBBD NPOYUBAHE 3a BA nepuona. Te ca
NOJY4aBaly Wik 4 g/naeH napaueraMon uiay nnauedo 3a 13 gHu 4 cnea ToBa ¢a OWIK NpexBLPIAEHH KbM
3aMeCTBRallIO JieueHHe. EAMH NauMeHT e nokasa NOBUIIABaHE Ha M0Ka3aTeNuTe Ha YePHOAPOOHHTE
¢pyHxuvoHanuu TectoBe (LFTS), HO cnexn oTLIyMABaHETO HA TO3M €MH30/ HE TOKa3Ba OTKIIOHEHHA NPU ABe
NoCIeA0OBATENHH HATOBapBaHHA. KaTo 3akmoveHne, ToBa nopHiueHKe Ha LFTs He € cBbp3aHo ¢ ynoTpebaTa
Ha JIEKapCTBEHHSA NMPOAYKT H HAMA NPOTUBOMOKAa3aHUA B yNoTpebaTa Ha napaleTaMo/ B TEpaneBTH4YHH AO3M
MpH NALMEHTH ¢ XPOHUUHO CTaOKWTHO YepHOAPOOHO 3a00N4BaHe.

HsikoM KMHHUYHU NPOYYBAHUS OKA3BAT YMEPEHO HapylieH MeTa0ONIM3bM HA NApaLeTamMon NPH NaUHeHTH C
XPOHHUYHO YEPHOAPOOHO YBPEKIAHE, BKIKOUHTEIHO AIKOXOJHA LUPO3a, KOETO CE NMPOABABA YpPe3 NOBUILICHH
[U1A3MEHU KOHLIEHTPALKH Ha MapaneTaMos H No-AbJablN NONYKHBOT Ha eTMMHHKpaHe. B T€3n goknaau
MOBHULUEHUAT MOAYKUBOT Ha IA3MEHUTE KOHLECHTPALMH HA NapaleTaMOn ¢€ CBBP3BAT C IIOATHCHAT
KanauuTeT Ha yepHua apob. CnenosarenHo napaueraMon Tpa0Ba Ja ce H3MOoA3Ba ¢ NOBUILICHO BHHMAHHE
MPH NALUEHTH C YEPHOAPOOHO YBPEKIAHE H € MPOTHUBOIIOKA3aH MpH AEKOMIIEHCUPaHO AKTUBHO 3a06019BaHe,
oco0eHOo ankoxoneH xenaTtut, nopaay CYP 2E1 HHAYKIIHSA, KOETO BOAM A0 NMOBULLIEHO 00pa3yBaHe Ha
XEIMaTOTOKCHUYCH MeTalOJIUT Ha rnapaueTaMol.

Hayuenmu ¢ cmapuecka evapacm

®dapMakokuHeTHKaTa U MeTaDoNU3IMBT HA napaueTramo (aKo ce MPOMEHAT) ¢a JIEKO NPOMEHEHH TTpH
NalHeHTH B cTapuecka Bb3pacT. OOMKHOBEHO HE C€ H3IUCKBA KOPHTUPAHE HA A03aTa NPHU Ta3M TOIynauus
(BX. TOUKa 4.2).

Heya u onowiu

dapMaKOKHHETHYHHTE NAapaMeTpPHU Ha napaueramon, Habaronasanmn npu 6ebera U aena, ca CXOIHYU C Te3H
Ha0JIF01aBaHH NPH BB3PACTHH, ¢ H3KJIIOYEHHE Ha TUIa3MEHHA MOMYKHBOT, KONTO € Maltko no-Kbe (OKono 2
yaca) OTKOJIKOTO MPH BB3pacTHU. [IpH HOBOPOAEHH NJIA3MEHHUAT NMOJYKHUBOT € MO-AbJTbI OTKOJIKOTO NP
KbpMauera (oxkomno 3,5 yaca).

HoBoponenn, 6ebera u geua 1o 10-roauiiba sb3pacT OTASNAT 3HAYUTENHO N0-MAJIKO MIOKYPOHHUA U TIOBEYE
CyJIipaTHH KOHIOraTH OT Bb3pacTHU. OOI1aTa eKCKpeLHs Ha [TapaueTaMmosl U Heropute MetabonuTH e efHa |
CbLIA MPH BCHYKH Bb3PacTH.

5.3. [lpeakNHHHYHH RaHHA 3a 6e30NMACHOCT
Kanyepozenesa, Mymazenesa, yapexcoane Ha epmurumema

EdekTuTe Ha NapaiieTaMon B JHETATa Ha TUTbXOBE H MHILKH € oueHeHa Ha 0, 600, 3000 u 6000 PPM B
NpPOabKEHUE HA ABE roAWHU. HAMa 1aHHK 3a KAaHUEPOreHHO Ae/iCTBHE Ha NapaueTaMoJl MPH MbXKH
ILTBXOBE, HUTO MPH MbXKH W XEHCKH MHUILKH. J[BYCMHCIIEHH Ca JAaHHHUTE 33 KaHLICPOreéHHAa aKTHBHOCT NpH
KEHCKH TUThbXOBe Ha 6a3ara Ha NOBHILIEHH CITy4Yau HA MOHOHYKJIeapHa JIeBKEMHA.

CpaBHWTEHHAT [peTie] Ha IHTEPATYPaTa 3a FeHOTOKCHYHOCT M KaHLIEPOTEHHOCT Ha MapaleTaMonl NMoKassa,
ye reHOTOKCHYHH e(dEeKTH Ha napaLeTaMol] ce MOABABAT CaMO NPH X03M HAJA NMPENopbYBaHUTE, HMAILH 34
Pe3yATaT TEXKH TOKCHYHH €(eKTH, BKITIOUUTENIHO H3Pa3eHa TOKCHYHOCT Ha YepHUSA Apo0 H KOCTHHSA MO3BK.
I[NparsT 3a reHOTOKCHYHOCT HE C€ MOCTHra NpH TEpancBTHYHK A03M NapaleTaMol. [Ipoyusanuista npun
JKHUBOTHH HE MOKA3BaT KaHLEPOr€HEH MOTEHLIMAN HA HEXETIATOTOKCHUYHH 103084 HUBA. TyMoporeHH# edexrn
ca HabNOAaBaHH NPH NO-CTAPH NPOYYBAHKA, CAMO NPH NPWIAraHe Ha MHOTO BUCOKH LIMTOTOKCHY




JIMICBAT KOHBEHLIMOHAHH NPOYYBAHKA, H3MOI3BAllH NPHETUTE ITOHACTONALLIEM CTAHAAPTH 33 OLiEHKA Ha
PENpOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 33 pPa3BHTHETO.

HsiMa nepHHUTHBHO A0KA3aTENCTBO 34 KaHUCPOTeHEe3a, MyTarcHes3a WiH yBpexXAaHe Ha PepTHIMTETa, KOHTO
13 ¢€ AbJDKAT HA npuema Ha BuTaMuH C.

6. CPAPMALEBTHUYHH JAHHH
6.1 Cnuchbk HA NOMOLLIHHUTE BELUIECTBA
Kanues OuxapboHar

Harpuep xuaporeH kapOoHat
Copburon

be3apoaHa NTMMOHEHa KUCeIUHa

Hatpuer 6enzoar (E211)

HarpuneB noky3ar

[ToBrnoH

6.2 HecnrBMecTHMOCTRH
HenpunoxuMo

6.3 CpoK HA roaHoOCT

3 roauHy
6.4 CnenuanHu yCJI0BHA Ha ChXPAHEHHe

Ha ce ¢pXpansaBa nnoa 25°C,
Ha ce na3u ot Bnara. OnakoBkara 3a TabNeTku aa ce 3aTBaps BHUMATENHO ChC 3anyliankarta BejHara cien

ynotpeba.

6.5 Bua ¥ chOBPKAHHE HA ONAKOBKATA

[TonunponuneHoBa onakoska 3a TabdneTku ¢ 10 TabnetTkH, 3aTBOPEHa ¢ NOMUETUICHOBA 3aMyIIAJIKa,
ChAbpKAILA AeXKRAPATAHT (MOJEKYIAPHO CHTO). KyTus ¢ 2 0onakoBKH 3a TableTKH.

6.6 CrneuHanHH NpeaNa3HH MEPKH [IPH HIXBLPJSIHE

Hsma crietMaliHi H3UCKBaHUA.

Heu3non3BaHUAT IEKapCTBEH NPOAYKT MM OTNaAbUYHUTE MaTepuany OT Hero TpabBa Ja ce H3XBBPIIIT B
ChOTBETCTBHE ¢ MECTHHUTE H3UCKBAHMA.

7. NPHTEXATEJ HA PAZPELLIEHHETO 3A YIIOTPEBA

UPSA SAS

3, rue Joseph Monier,

92500 Rueil-Malmaison,
QpaHuHs

8. HOMEP HA PASPELHIEHHETO 3A YIIOTPEDBA




Peructpaunonen Ne 20020092

9. JATA HA ITBPBO PA3PELIABAHE 3A YIIOTPEBA

Jata Ha ImspBO pasperuasaHe: Anpun 1992 r.
Jlara Ha nocneano nogHosssane: 01 Hoemepu 2007 T.

10. JATA HA AKTYAJ/IU3UPAHE HA TEKCTA

03/2025 .




