KPATKA XAPAKTEPUCTHUKA HA INPOAYKTA

WUSMBITHUTENHA ATEHUNA NO NEKAPCTBATA

Kpamka xapaxmepucmuxa Ha npogyxma - [Tpuscxerue 1

1. UME HA JIEKAPCTBEHMUA IMTPOAYKT

®epsekc BuTamuH C 330 mg/200 mg edepBeCUCHTHH TabJIETKH
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Fervex vitamin C 330 mg/200 mg effervescent tablets

2. KAYECTBEH U KOJIMMECTBEH CbCTAB I, A———————
[Tapaueramon (Paracetamol) 330 mg
AckopOHHOBa KucenHa (Ascorbic acid) 200 mg

3a e/1Ha eepBecLeHTHA TabneTka ¢ AejuTeNHa yepra ot 2,955 ¢

[ToMolIHH BellleCTBa C M3BECTHO AeicTBUE: eHa edepBecLieHTHA TabneTka cbabpxka S0 mg HaTpHEB
oen3zoat (E211), 330 mg Harpuii u 300 mg copburon (E420).

3a MbJIHUA CIHCHK HA MOMOILLIHHUTE BelleCcTBa BUXKTEe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

EdepsecuenTHa TabneTka ¢ AeaUTeNHa YepTa.
JlenuTtenHaTa yepra He € npeJHa3HaueHa 3a cyynBaHe Ha TabneTkara.

+. KAUHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHA

CHMINTOMAaTHYHO JIeYeHHE Ha JieKa 10 yMepeHa 00Jka /Ui Ha (eOpHUIHH ChCTOSHHA.

4.2. J103HpPOBKAa H HAYHH HA NMPHJIOKEHHE

Jlo31poBka

®epsekc BUTaMUH C eepBeCUEHTHH TaOJIETKH 3a MEPOPAJIHO MPHIIOKEHHE Ca MpeHa3HA4YEeHH 32
Bb3pacTHH H Aeuna ¢ Tersio Haa 15 kg (npubausurenHo 4-roauiliHa Bb3pacT).

[Ipu neuara e 3aQbJIKHTEIHO 1A ce Cna3Ba 103HPOBKATA, KOAITO Ce onpe/iesis B 3aBHCHMOCT OT TerJioTo
Ha JIeTeTO, TOECT Jia ce u3depe CbOoTBeTHATa JiekapcTBeHa ¢popmMa. [Ipubnau3snrenHara Bp3pacT € 1aieHa caMo
OPUEHTHPOBBYHO B 3aBUCHUMOCT OT TEIJIOTO Ha AeTeTo. 3a Ja ce u30derHe pucka ot npeao3upaHe, TpsadOsa aa
ce MpoBepsBa 3a OTCHCTBUE HA MapalleTamMoJl B CbCTaBa Ha APYrUTe MPUEMAHH JIEKapCTBa (BKIIOYUTEIHO M0
NIeKapCcKo npeanucaHne U Takusa 0e3 peuenrta). HeBosiHO npenosupaHe Moxke /1a 10Be/1e 10 CEpHO3HO
yBpeXxaaHe Ha YepHus Apod H cMBPT (BK. Touka 4.9 [lpenosupane).

3a jieua npenopbyBaHara ao03a napaueramon € 10 mg/kg no 15 mg/kg Ha Bceku 4 10 6 vaca, no
MAaKCHMAJIHA IHeBHA 103a 75 mg/kg. MHHHMA/HHAT HHTEPBaJl MeXK1Yy BCeKH npHem e 4 yaca.




Muuumane
Jlo3a bpoii H HHTepBaJ
[Ipuban3urenina o3a BHTAMHH | edepBeCcleHTHH MERY MakcHMaJIHA
Terno Bb3pacTt™® napaueramMo.i C TabJIeTKH 3a NpHEMHTE AHEeBHA /1034
(kg) (roaAHHHN) (mg) (mg) eIHH NMpHEM (4wacose) (tabaeTkn)
6
|5 10 <33 4 no <8 330 200 1 4
(1980 mg)
8
33 no <50 8 1o <11 660 400 2 6
(2640 mg)
12
Haa 50 Haja 11 660 400 2 4
(3960 mg)

*[Tpubnu3uTenHara Bb3pacT B 3aBUCUMOCT OT TErJIOTO Ha JI€TETO € /1aJIeHa CaMO OPHEHTHPOBBYHO.

YecToTa HA NIpHEMa:
PenoBHHMAT npHeM no3Bosissa 1a Obaat u3derHatu kojaedaHuATa B CTeneHTa Ha Oosikara ¥ pedpuiaurera:

. [pH Aela npueMbT TpAOBa Aa ObJe paBHOMEPHO pa3npeesieH BbB BPEMETO, KaKTO Ipe3 JeHs Taka U
npe3 HOLUTA, 3a NMpeAnoYuTaHe Ha MHTEPBAJIM OT 6 yaca, KaTO Hall-KpaTKUAT UHTepBaJs € 4 yaca;
. NpH Bb3PAaCTHH MAaLMEHTH NpHeMUTe TpsaOBa Aa ObaaT Ha UHTEpBaAJI OT Hali-MaJIKo 4 yaca.

Tbii kaTo TOBa IEKApCTBO ChAbpka BUTAaMHH C, TpsAOBa 1a ce u30srea npuemMa My B Kpas Ha JIE€HS.

bvopeuno yepexcoane
[Ip1 naumeHTH ¢ TEXKO OBOPEUHO yBpekK1aHe MUHUMAITHUAT HHTEpPBaJl MEeXK/1y JBa rnpuema TpsadBa 1a

Cl€lBa CJIACAHATA CXEMaA.

KpeaTHHHHOB KJHPBHC UuTepBa Mexay npHeMHTE
¢l 250 ml/min 4 yaca
cl 10-50 ml/min 6 yaca
¢l <10 mI/min 8 yaca

(BHXKTE TOUYKa 5.2.)

Yeprnoopooro yepescoane

[Ipu nauMeHTH ¢ yBpeaeHa yepHoApoOHa GyHKLMS, A03aTa TPAOBa /1a ce HaMald WJIH J1a CE€ YIbJIKH
HHTepBaJja Ha Jo3upaHe. MakcHmanHaTa AHEeBHaA 103a He TpAOBa Ja HaaBuaea 60 mg/kg/nHeBHO (2 g/neH)
[PH CJIEAHUTE CbCTOSHUSA: Bb3PACTHHU MauMeHTH ¢ Terio noa 50 kg, XpOHHYHO HJIH KOMIIEHCHPAHO aKTHBHO
4yepHOAPOOHO 3a00/1sBaHE, OCOOCHO TE3H C JIeKa /10 YMEPEHA XenaTouenyjiapHa HeA0CTaTbYHOCT, CHHAPOM
Ha Gilbert (pamunHa XunepOMIMpYOHHEMHS ), XPOHHUYEH AJIKOXOJIM3bM, XPOHHYHO HEAOXpaHBaHe (HUCKH

3aracH OT YepHOAPOOEH IIIyTaTHOH) U AeXUaparaums (BX. TOUKa S).

layuenmu 6 cmapuecka év3pacm
OOMKHOBEHO HE Ce Hajlara KOpeKLUs Ha Ji03aTa Npy NalMeHTH B CTapuecKka Bb3pacT (BXK. TOUKa S5.2).

HauyuH Ha NpUIOKEHHE




EdepecuenTauTe TabneTku TpsOBa HAITBJIHO /1a C€ Pa3TBOPAT B 4allla BOJAA M Ja ce U3NUAT BeaHara. He
JTbBYETE W HE MOrIbLIAiTe TaONETKUTE.

4.3. IlporHBONOKa3aHHs

. CJly4yad Ha CBPbXYYBCTBUTEJIHOCT KbM MapaLieTaMos HIIH MPOonaLeTaMon XHIApoxXJIopul
(npeasekapcTBO Ha napaueTaMoli) Wid KbM HAKOE OT MOMOLLHUTE BELLECTBA;
. T€XKKa YepHOAPOOHA HEIOCTATbYHOCT WJIH A€KOMIIEHCHPAHO aKTHBHO Y€pHOAPOOHO 3a00/1sBaHe.

4.4. ChneuHajJHH npeaynpexaeHHs H NpeaAnasHH MEPKH NMpH ynorpeda
[lpeaynpexaeHus

CBbp3aHH C MapaueTaMod

3a n1a ce n3berHe pucka ot npeao3upaHe, TpabBa ga ce nposepsiBa 3a OTCbCTBHE Ha MapaleTaMosl B ChbCTaBa
Ha JAPYruTe NpHeMaHH JIeKapcTBa (BKJIFOUMUTENHO M0 JIEKapCKO U 0e3 nekapcko npeanucaiue). [lpuemMbT Ha
apaueTamoJ B NO-BUHCOKH 103H OT NPENOPbYHTEIHUTE € CBbP3aH C PUCK OT TEKKO YEPHOAPOOHO
yBpexaaHe. KTHHMYHUTE CHMOTOMH Ha 4epHOAPOOHO YBpeXaaHe MbpBOHa4YaIHO ce Ha0onaBar
OOMKHOBEHO 1-2 JIHHU cjel Npe03uPaHETO ¢ napaueraModl. [1baHUTe CUMIITOMH Ha Y4€pHOAPOOHO
yBpexaaHe 0OMKHOBEHO ce HaOmoaasar cnea 3 10 4 aHu. [IpunaraseTo Ha aHTUAOT TpsAOBa /1a 3ano4He
Bb3MOXKHO Hait-paHo (BXK. TOuka 4.9).

[Mapaueramon MoXxe 1a NPUYHHH CEPHO3HH KOXKHH PeaKLIMK KaTo OCTpa NreHepau3HpaHa eK3aHTeMaTo3Ha
nycryno3a (AGEP), cunapom Ha CtuBbHC- [[kOHCBH (SJS) M TokcHyHa enuaepManHa Hekpoiinsa (TEN),
KouTO Morat aa 6baat ¢aranuu. [laumenture TpadBa aa ObaaT HHGOPMHUPAHH 3a MPU3HALIUTE HA CEPHO3HH
KOXHH peakLMH H ynorpebara Ha JieKapCTBEHHs NPOAYKT TpsaOBa 1a ObJie nMpeyCcTaHOBEHa NpH MMbpBa MNosBa
Ha KOX€eH OOpHMB WJIH APYIH MPU3HALM HA CBPbXYYBCTBHUTEIHOCT.

[Tapaueramon TpsabBa na Obae npujaraH BHUMATEHO B CJIEAHUTE CIy4au:

. yepHOAPOOHA HEAOCTATBbYHOCT, BKJIKOYHTENIHO cHapoM Ha Gilbert (pamMuiHa XunepoOMInpyoOHHeMHs )
(BXk. Touka 4.2 U 5.2);

] TexKa ObOpeyHa He10CTaTb4YHOCT (BXK. TOYKH 4.2 U 5.2);

® rnoKo30-6-pocdar nexuaporeHasHa HepocrarbyHocT (G6PD) (Moxe na 1oBene 10 XeMOJIMTHYHA
aHeMus );

e XPOHHYEH AJIKOXOJIM3bM:

® XPOHUYHO HeOXpaHBaHe (HUCKH 3anacH Ha YepHOAPOOEH riyTaTHOH), aHOPEKCHA, KaXeKCHs,
Oy umus;

e AeXHaparaius, XUroBoJIeMHs.

He ce NnpenopniBa KOHCYMALUATA HA AJIKOXOJI 110 BpEME Ha JICHCHHUCTO.

B cnyuam Ha aparocpouHa ynorpeda Ha aHaJreTuuH (>3 Mecela) rmpy NauMeHTH ¢ XpOHHYHO J1aBo00JIHE ¢
MPUJIOKEHHE Ha BCEKH JIBa HU MJIH N10-YECTO, I11aBOOOIHETO MOXKE J1a ce pa3BHe WM BJIOUIH. [ 1aBoOOIME,
[peau3BUKAHO OT NnpekomepHa ynorpeda Ha aHaaretuud (MOH - rinasobonne npu npekoMepHa ynorpeda Ha
JieKapcTBa), He TpsOBa J1a ce JieKyBa C yBeJiMyaBaHe Ha J103ara.

B TakuBa ciiyyau ynorpedara Ha aHaJINeTULIM TpsOBa Ja ce NMpeyCcTaHOBH CJiel KOHCYJITalus C JeKap.

CBbp3aHH ¢ BUTaMHH C

Hanuunure nanHu U qodpe ycraHoBeHara ynorpeda Ha BuTamuH C ca B moakpena Ha O1aronpusaTHus
npo¢us Ha 6€30MacHOCT MPH 31paBU HHAUBHAM O€3 crieliM(pUUEH Mpar Ha TOKCHYHOCT. BHCOKH 103K
BuTaMuH C ce CBbP3BAT C HEXKEJIaHW peaKklUH OT CTpaHa Ha racTpo-HHTECTHHAJIHMA TPAKT, Hai-4ecTo
JMapus, KOATO € Mo BEPOATHO J1a €€ NMOsiBH MpH 103K no-BHCOKH OT 1000 mg aHeBHo. IIpeanonara ce, ye
BHCOKHTE J1034 BUTaMHH C Morar Jia 10BeJ1aT 10 APYrd HexeJlaHH e(DeKTH, criope/l orpaHMyeHH 1a




KeNA30TO (Hamp. XeMoxXpoMaro3sa, cuaepodiacTHa aHeMHs, TajlaceMHKs) U NPEeAMCNO3ULIMA KbM 00pa3yBaHe
Ha PEHOJIUTH U YPOJIUTH:

e noBHieHa adcopO1IMA HA XKeJfa30, BOJAECLIA 10 NMPEeTOBapBaHe C Xed30,
e NMOBUIIIEHA YPHHAPHA €KCKpeLMsa Ha OKCaJlaTH U ypaTH, Bozellla 10 00pa3yBaHe Ha YPOJIMTH H
PEHOJIUTH.

HsMa 10CTaThYHO HAJIMYHKU JAHHHU, KOUTO Ja NOTBbPAAT TE3U MNOTEHUHAIHH JOMbJIHUTEIHU CTPAHHYHU
edextn. [Ipeanonara ce, 4e CbOOLIEHOTO CPEIHO YBEJIHYABaHE HA YPHHAPHHUTE OKCaAIaTH CJie]l MPHEM Ha
BUCOKH 1034 BUTaMHH C MOXke 1a ce 00SCHH ¢ 1abopaToOpHH apTe(aKkTH.

[TpennonoxenusTa, ue BuTaMuH C MOKe 1a NPUYHHH XEMOJIMTHYHA aHEMHS MPH NALMEHTH C TIIHOK030-6-
dochar nexuaporeHazHa HeAOCTaTbYHOCT HE Ca MOAKPENEHH OT HAJIMYHU JaHHH TMPH 103HPOBKA B PAMKHUTE
Ha HacoOKHTe 3a Oe3onacHa ynorpeda npu 3paBu nauueHTH 6e3 rimoko3o-6-pocdar nexuaporeHasHa
HEe10CTaTb4YHOCT.

depaekc BuTaMuH C edepBecueHTHH TabneTKH TpAOBa Aa ce U3M0J13Ba BHUMATEJTHO TMPHU MALHEHTH C
HapylleHns B MeTaboJIu3Ma Ha XeJf30, MPeanCcrno3uliug KbM 00pa3yBaHe Ha YPOJIMTH WJIH PEHOJIUTH, U
roK030-6-pochar AeXuaAporeHazHa HeAOCTaTbYHOCT.

Buramun C Moxke 1a B3auMojieiicTBa ¢ KpbBHH WJIM YPHHAPHH TECTOBE 3a M3MEPBAHE Ha IJII0OK03a U
(ekanHus TECT 32 OKYJITHU KPbBOW3JIUBHU.

To3u nekapcTBeH NpoAyKT cbabpxka 50 mg HaTpueB O€H30aT BbB BCsAKa e()epBECLEHTHA TabIeTKa.

To3u nekapcTBeH NpoaAyKT cbabpxka 330 mg HaTpHii BbB BCsAKa epepBeClI€HTHA TadJIeTKa, KOMTO ca
eKBHUBaJIEHTHH Ha 16,5% ot npenopbuuTennus cnopea C30 mMakcumaneH JHEBEH NMPHEM OT 2 g HaTpHi
3a Bb3pacTeH. MakcMMasiHaTa JHEeBHA 103a OT TO3M MPOAYKT € eKBHBaJeHTHa Ha 148,5% ot
MaKCHUMAJIHHS JTHEBEH XpaHUTEeJIeH npueM Ha HaTpuii, npenopbyaHd oT C30. Depsekc BUTaMHH C
e(epBecLIeHTHH TabJIeTKH KMa BUCOKO ChAbp’KaHHE Ha HATPHii, KOETO TpAOBa /1a ce UMa NMpeaBH/l NpH
MalUeHTH, KOMTO CMa3BaT AUETa C HUCKO CbIAbpPXKAaHUE Ha COJ1 (HaTpuii).

To3u nekapcTBeH npoaykT cbabpka 300 mg copOMTOJ1 BbB BCsAKA eepBeCLIEHTHA TadJeTKa.

TpabBa na ce uma npeaBUa AAUTUBHHUAT €(PEKT Ha CHITbTCTBALLO MPUJIaraH! NMPOAYKTH, ChbAbpKallly
copOuTon (WK GpyKTO3a), KAKTO U XPAHUTEJTHHAT NPHEM Ha copOUTON (WK PpyKTO3a).
CbabpKaHUETO HA COPOMTOI B JIEKAPCTBEHH MPOAYKTH 3a MEPOPATHO NPUIIOKEHHE MOXKE J1a MOBIIHAE
OMOHAJIMYHOCTTA HA APYTrH NEpopaiHM JIEKAPCTBEHU NPOAYKTH, KOUTO C€ NMpuiaraT CbIrbTCTBALLLO.
To3u nekapcTBEH NPOAYKT He TpAOBa Aa ce npuema OT/npujara Mnpu rnauueHTH ¢ HacleACTBEHA
HEMOHOCHMOCT KbM (DpYKTO3a.

4.5. B3aumoaeiicTBHe ¢ APYIrH JieKapcTBeHH NPOAYKTH H APYrHd GopMH Ha B3aHMoO/eiicTBHe
EdexTn Ha apyru JexkapcrBeHH NpoaAyYKTH BbpXy ®PepBexkc BuTamui C edepBecueHTHH Tab1eTKH

CBBbp3aHH ¢ mapaueramo.

Denumoun: eTHOBPEMEHHOTO MpUJIaraHe Ha (PEHUTOMH MOJXeE Jla 10Be/e 10 HaMallsiBaHe Ha e(PeKTHBHOCTTA
Ha napaueTaMoJl U 10 NOBULIEH PUCK OT XeNnaToTOKCHYHOCT. [launenTuTe Ha Tepanus ¢ (PEHHTOHH TpSAOBa
Na U305rBaT rojieMu W/HIH XPOHHYHH 103U napaueramo. [launenture TpsadBa na ObaaT npocneasBaHH 3a
X€MaTOTOKCHYHOCT.

[Ipobeneyuo: npodeHeUn NPUUUHABA NOYTH ABOHHO peAyLIMpaHe Ha KJIWbpPbHCA HAa NnapaueTaMoll 4ypes
[NOATHCKAHE HAa HEroBaTa KOHKralus ¢ INIKOKYpoHOBaTa KucelnnHa. HamansBaHeTo Ha 1031Te Ha
napateramMos TpsOBa 1a ce B3eMar 1o/l BHUMaHHE NMPH €IHOBPEMEHHO NMPHIIOKEHHE C NMPOOEHELH L.

Canuyunamuo. CalMUMIAMH MOXe J1a YIbJDKH €JTMMUHALIMOHHHS MOJTYKUBOT (1) Ha napaigss



Enzumnu unoykmopu: TpsOBa 1a ce BHUMAaBa [Py €JHOBPEMEHHHS PUEM Ha napaLeTaMol ¢ €eH3UMHH
MHAYKTOPHU. Te3n cyOCcTaHLIMK BKJIKOYBAT, HO HE Ca OrpaHHUYEHH 10 OapOUTYpaTH, H30HUA3HA,
kapOamMasenuH, pudamnuH U ertaHon (Bx. T. 4.9).

DnyKaokcayuwiun:

[TpenopbuBa ce 1a ce BHMMaBa NpH €JHOBPEMEHHUS NMPHEM Ha napaueramosl ¢ QIIyKIOKCalHJIMH Mopajin
MOBULIEH PUCK OT MeTa0OJIMTHA auMa03a ¢ rojisma aHuoHHa pasiuka (HAGMA), ocobeHo npH mauueHTH ¢
PUCKOB (paKTOp 3a HEIOCTATBhYHOCT HA IIyTaTHOH KAaTO TAKHBA C TEXKKO ObOpEUHO yBpeKIaHe, CENCHC,
HEJIOXpaHBAHE U XPOHUYEH alKOX0au3bM. [IpenopbuBa ce CTPUKTHO MpOC/ieAsBaHe C LIE] OTKPUBaHE Ha
NnosiBaTa Ha HaApYyIlIEHUs Ha aJIKATHO-KUCEeJIMHHATa XoMeocTasa, a uMeHHO HAGMA, B ToBa yuciio 3a
HaJIMYUE HA S5-OKCOMPOJIMH B ypHHaTa.

Cebp3aHu ¢ BUTaMuH C

Hegepoxkcamun: eTHOBPEMEHHHUSAT NMPHEM Ha BUCOKH 11034 BUTAaMHH C ¢ XenaTHUs areHT Jae(popoKcaMHH
MOJKE J1a YBeJIMYH TbKaHHOTO XeJifA30 10 TOKCHYHH HMBA M J1a 1I0BE/E 10 Chp/e4yHa HEeOCTaThbYHOCT.

Edextn Ha ®epBexc BuTaMuH C edepBecueHTHH TA0JETKH BbPXY APYIrH JIEKAPCTBEHH NPOAYKTH

CBbp3aHH C napaieTamo

[TapanieTamos1 MOse J1a MOBHILK Bb3MOKHOCTTA OT HEXeJlaHH e()EKTH KOraTo ce npHeMa ¢ IpyrH
JIEKapCTBEHH TTPOAYKTH.

Aumukoaeyranmu: eJHOBpeMEHHaTa ynorpeda Ha napaueTamoll ¢ KyMapHHH, BKJIIOYHUTEIHO Bap(apHH,
MOX€ Ja aoBeae 10 Jieku Baprauuu Ha INR croitHocTuTe. B TO3M ciyyaii ciieBa na ce npoBeae 3acujieHo
MoHuTOpupaHe Ha INR cToifHOCTUTE MO BpeMe Ha Nepuoa Ha €JHOBpEMEHHA ynoTpeda, KakTo U 3a e/1Ha
Ce/IMHLIA CJie]] MpeyCTaHOBsABAHE Ha JIEYEHHUETO C MapaieTaMol.

CBbp3aHu ¢ BUTaMuH C

Cybcmanyuu kuceaunu uau ocHogu. MPUEMBbT Ha BUCOKH 1034 BUTaMHH C MOXKe 1a HaMaJIi YpHHapHara
EKCKpeLMsl Ha JIEKApCTBEHHU MPOAYKTH, KOUTO Ca KUCEJIMHH U J1a YBEJIHYM YPHHApHATa €KCKpeLus Ha
NIEKapCTBEHH NMPOJAYKTH, KOUTO Ca OCHOBH.

Kensizo: BuramuH C noBuiuasa abcopOumsaTa Ha xes30 B XpaHOCMUIIATE/IHUA TPAKT.
Apyru ¢popMH HA B3aHMoaeilcTBHE

Buramuu C Moxe 1a B3auMoAeicTBa ¢ KPbBHH WKW YPUHAPHHU TECTOBE 32 M3MEpPBaHE Ha IJIH0KO03a H
(exanHus TECT 3a OKYJITHH KPbBOM3JIUBH.

4.6. DepruauTer, OpeMEHHOCT H KbpPMEHe

C oryiel Ha OrpaHHYEHUTE JIAHHU 110 OTHOLLIEHHE Ha NPUEMA Ha BUCOKH 1034 BUTaMUH C 1o BpeMe Ha
OpeMeHHOCT U KbpMeHe, ynorpedara Ha @epekc BUTaMHH C edepBeclieHTHH TalJIeTKH 10 BpeMe Ha
OpeMEHHOCT U KbpMEHE He € NMPernopb4MTeIHA, OCBEH aKO HE € N0/ JIEKapCKO Halo/1eHHe.

AKO e He0OXOUMO OT KJIMHHWYHA IJIe/IHa TOYKa, MapaleTaMos MOXKe J1a ce npujara rno Bpeme Ha
OpeMeHHOCT, HO TpsA0Ba Aa ce M3Mo3Ba Haii-HUCKaTa e(PeKTUBHA 1032 32 Bb3MOXXHO Haif-KpaTKo BpeMe H ¢
Bb3MOXKHO Hai-HMCKaTa 4ecToTa.

CBbp3aHHy € napaueTamoJl

KAHHUYHHMAT onMT ¢ ynoTpedaTa Ha napaueTamosl rno BpeMe Ha OpeMEeHHOCT U KbPMEHE € orpa
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bpeMeHHOCT

3HAYMUTEJIHO KOJIHYECTBO JJAaHHHU NpH OpeMEHHH )KEeHH He MOKa3BaT HUTO Maji(pOpMaTHBHA, HHTO
(peTo/HEOHaTAIHA TOKCHYHOCT. Pe3yaTaTure OT enuaAeMHOIOTHYHUTE NMPOYYBaHUA BbPXY HEBPOJIOTHYHOTO
pa3BUTHE Ha Jiella C eKCMO3UIIMSA Ha napaueTamMo in utero ca HeyOeIUTeTHH.

KbpmeHe

Cnen nepopaJjieH NpUeM NnapaneTaMoll Ce eKCKpeTHpa B MaJIKH KOJIHUeCTBa B Kbpmara. JloknanasaH € oOpuB
MpU KbpMaueTa. BbrpekH ToBa napaueTramoli ce CYMTa 3a CbBMECTUM C KbpMeHeTO. He3aBMCHMMO OT TOBa
Oepaekc BuTaMHH C  epepBecU€HTHH Ta0JIETKH TPAOBA J1a Ce€ M3M0J13Ba BHUMATEJTHO MPH KEHH, KOUTO
KbpPMST.

Cebp3aHu ¢ BuTaMuH C

Buramun C npeMrHaBa oT MaifuMHaTa KpbB B Ta3u Ha (peTyca ype3 aKTHBEH TPAHCTIOPTEH MEXaHU3bM.
Buramun C ce ekckpeTupa B YoBelIKaTa KbpMa. ENMAEMHONOrHYHHUTE U OrpaHHyeH Opoii KIMHWYHH JaHHH
HE NOJKPENAT KAaKBUTO U J1a € OTKJIOHEHHUS Npu OpeMeHHH WJIH KbPMELUH KEHHN OT 1030BHS PEXHM Ha
sutamuH C, npeocTaBeH Ype3 NpenopbyuTesieH THEBEH NIPHEM 3a 3/IpaBH Bb3PACTHHU MaLMEHTH (BXK. T. 4.5

uT 4.9).

4.7. BJausHHe BbpPXY cnoco0HOCTTA 32 WIopHpaHe H padora ¢ MALIHHH

[MapaueraMos He NOBIMABA UJIK TIOBJIMSABA NPeHEOPERMMO CrIOCOOHOCTTA 32 WodHpaHe n padoTa ¢ MallIMHH.
4.8. HexenanH JileKapcTBeHH peakuHH

[Topaau (pakra, ye HeXKeJIaHUTE JIEKAPCTBEHH peakLUH ca JOKIaaABaH! J00POBOJIHO OT HeonpeaeneH Opoi
MauMeHTH, HEBUHATH € Bb3MOXXHO TOYHO J1a Cce OnpeaeH TAXHaTa 4eCToTa.

HesxenaHuTe JISKapCTBEHH PeaKLIMK €A NMPEICTABEHH YPpe3 CUCTEMO-OpPraHHH KJ1IacoBe, YECTOTa M NpeAnoYHTaHd TEPMHHH
no MedDRA, kaTo ce U3noJ13BaT ClIEAHUTE KaTeropHH 3a ONMpeIe/IiHE Ha YecToTrara: MHOro yectH (=1/10), yectu (=1/100
10 <1/10), neuectu (>1/1000 1o <1/100), peaxu (=1/10000 xo <1/1000), mHoro peaxu (<1/10000) u ¢ Hen3BeCTHa YecToTa
(He MOXe J1a ce ONpeesH OT HAJIMYHMTE JaHHK). Ta3u TabiHiia € CbCTaBeHa B ChOTBETCTBHE C npenopbkuTe o1 CIOMS
pabotHa rpyna Il u V u ¢ ppkoBoacTBoTo Ha EBponetickata KoMHCHA 3a KpaTKHTE XapaKTEPUCTHKH Ha MPOLyKTHTE.

CBbp3aHM ¢ napaueTamor

PeakuuuTe Ha CBPbXUYYBCTBHTEIHOCT KbM MapaLeTaMoJl MOraT Jia ce U3passaT B YPTHKapHs, epuTeMa Uil
oOpuB (HeonpenaeneH). Peaku ciiyyan Ha peakLMy Ha CBPbXUYYCTBHTEIHOCT KAaTO aHa(PHIAKTHUYEH LLIOK H
aHMHOEIeM Ca JIOKJIaJIBaAHU ¢ nmapaueramos (Bx. T. 4.3).

CneaHUTE HEXeJIaHH JIEKAPCTBEHH PeakLMH ca JOKJIaABaHH MPH yrnorpeda Ha napaLeramo 1o BpemMe Ha
MOCT-MapPKETHHIOB NMEPHOJI:

CucTeMO-OpraHHH KJjiacoBe Yecrora Tepmun no MedDRA
Hapyuienus Ha KpbBTa M Hewn3BecTHa TpoMOoOuMTONEHHS, JIEBKONIEHHUH,
nuM@HaTa cucreMa HEYTPONEeHH
CroMalHo-upeBHHU HapylueHus | HeusBecTHa Jlnapusi, abnoMuHanHa 00Jika
XenaroOunuapHu Hapylwenus | HeussecTHa [loBuiIaBaHe Ha yepHOAPOOHHUTE
€H3UMH
HapyuieHus Ha UMyHHara Hen3BecTHa AHa(unakTUyHa peakuus,
cUCTEMa (BKJIFOUMTEJIHO XUITOTEH3H ),
aHa(MIAKTHYEH LIOK,
aHIMOe/IEM,
CBPBbXUYYBCTBUTEJHOCT




HapyimeHusa Ha Kokara u Hewn3BecTHa Yprukapus, epurema, oOpus,
MOJKOXHATa ThKaH nypnypa, ocTpa reHepajiv3upana
€K3aHTeMaTO3Ha MycTyJ103a,
TOKCHYHA enuaepMaiHa
HEKpOJIH3a, CHHIPOM Ha
CtuBbHC- JIXKOHCBHH

Cebp3aHy ¢ BUTAMHH C

CrielHUTE HeXENaHH JIEKApCTBEHHU PeaKLIMK ca J0KJIaaABaHH npH ynorpeda Ha BuTamMuH C 1o BpeMe Ha 1ocCT-
MapKETHUHIOB NEPHO:

CHCcTeMO-OpraHHH KJiacoBe YectoTa Tepmun no MedDRA
CromaliHo-upeBHH HapylueHus | HeussecTHa AOnoMuHaIHa OOJIKa, AHapus
HapyiieHuss Ha HepBHaTa HeusBecTHa 3amMasHOCT

CHCTEMA

Hapywenusa Ha Ob0penure Hewn3sBecTHa Xunepokcanypus, XpoMaTypus
MAKOYHHUTE ITbTHILIA

HapyieHns Ha Koxarta U HeusBecTHa Yprukapus, oOpHB
MOJAKOXXHATa ThbKaH

Cebp3anu ¢ OepBekc BUTaMUH C

CneaHuTe HeXXeNaH! JIEKapCTBEHHW peaKLUy ca JIOKJIaJBaHU NpH ynorpeda Ha napaueramos BuTaMuH C no
BpeMe Ha NMOCT-MapKeTHHIOB NEPHO:

CHCTEeMO-OpraHHH KJ1acoBe YecToTa Tepmun no MedDRA
HapymeHus Ha KpbBTa H Hewn3secTHa ArpaHyJIOLUTO3a

JIMM(pHATA CHCTEMA

CroMallHo-4peBHH HapylueHus: | HeussecTHa AbdnomuHanHa 0oJika
XenaroOuiuapHu HapyweHus | HeussecTHa Xenarur

HapyumeHus Ha UMyHHaTa HeusBecTHa AHaduiakTHYHA peaKLms,
CUCTEMa CBPBXYYBCTBHUTEIHOCT
HapyweHnus Ha koxara u Heu3ssecTHa AHruoeneM, 1epMaTur,
[0/IKO’KHATa ThKaH [PYPHUTYC, OOpHB, YPTHKApHUs

ChoOllLuaBaHe Ha NOA03UPAHU HEXKEJIaHU peaKLUuM

CpoOl111aBaHeTo Ha MOJA03HPaHH HEXKEJIAaHH peakLHH Clie]l pa3pelnaBaHe 3a yrnorpeda Ha JieKkapCTBEHUs
NPOAYKT € BaXXHO. ToBa No3B0JIsABa Aa MPOABLIKH HAOIOAEHHETO HA CbOTHOLLIEHUETO M0J13a/PUCK 32
JieKapcTBEHUS NMPOAYKT. OT MEAULIMHCKUTE CIIELIMAJIMCTH C€ U3UCKBA /1a CboOI1aBaT BCAKa NOA03UpaHa
He)KeJlaHa peakLs ypes:

M3nmbinHuTenHa AreHuus no Jlekapcrsara,
yi. ,,Jlamsu ['pyes* 8,

Codus 1303,

Ten.: +359-28903417,

yeOcaiiT: www.bda.bg
4.9. [Ilpeno3upane

[Ipeno3upane ¢ napaueramor

Ipusnayu u cumnmomu




ChbuiecTBYBa PUCK OT Mpelo3UpaHe MPpHU MaLKMeHTH B CTapyecka Bb3pacT U 0COOEHO NMpH MAJIKH Jela
(TepaneBTHYHOTO W HHLIMAEHTHOTO NMPEA03HUpaHE Ca MHOIO YE€CTH), NPH MALUEHTH C YEPHOAPOOHO
YyBpeKZaHe, B Cly4auTe Ha XPOHHYEH aJIKOXOJIM3bM, [PH NAaUMEHTH CTpajally OT XPOHHYHO HE0XpaHBAaHE
W NMPHU NMALMEHTH, NPUEMALLY €H3UMHU HHAYKTOPH. B Te3M ciyuau npeaosupaHeTo Moxe aa Obae ¢aTtasiHo.

CuMnNTOMHTE, KOMTO C€ MPOABABAT B PAMKHUTE Ha ITbpBUTE 24 yaca BKJIIOUYBAT raJieHe, NOBpPbILIAHE, JIUTICA Ha
aneTuT, 0JIeIHOCT, Hepa3noJoXkeHue U auadopesa.

Cepbxa03a oT 7,5 g ¥ noBeye napaueraMosl 3a eIMH NpHeM npH Bb3pacTHH UK 140 mg/kg TenecHo Tersio 3a
€/IMH MPHEM MpH Iella NpeAn3BUKBa YepHOAPOOHAa LUTOIU3a, KOSTO MOXKE Jla 3aBbpLUH C ITbJIHA H
HeoOpaTHMa HEKpO3a M3pa3sBallla ce B YepHOAPOOHA HEAOCTATbYHOCT, META0OJIMTHA aLKa03a 1
eHuedanonaTus, KOATO MOXe J1a JI0Be/Ie 10 CbCTOSHHUE Ha KOMa U CMBPT.

EnHoBpeMeHHO ¢ ToBa ce HalJi0aaBa yBeJIMYeHHE Ha YepHoApoOHUTe TpaHcaMuHasu (AST, ALT), nakrar-
nexuaporeHasara U OunmupyouHa ce HaboaaBaT €JHOBPEMEHHO C HAMaJIeHHe Ha MPOTPOMOHHOBOTO HHBO,
KOETO MOXe Ja ce nosisu ot 12 10 48 yaca cien npMeMaHeTo Ha JIeKapcTBOTO. KIIMHHYHHTE CUMIITOMH Ha
yepHOAPOOHO yBpekaaHe OOMKHOBEHO ITbPBOHAYAIHO ce 3abensa3Bar cnej |1 10 2 1HU ¥ 10CTHraT CBOS
MAaKCHMYM cJjieal 3 10 4 IHH.

HaOmonaBaHu ca pelkH Cliyyan Ha OCTbp MaHKpeaTHT.

Cnewnu mepku

- He3abaBHo npesexaaHe Ha 00HUS B OOJTHUYHO 3aBE/IEHHUE,

- [Tpenn 3anouBaHe Ha TepanusATa B3€MaHe Ha eNpyBeTKa KPbB 32 MbPBOHAYAJIHO OMpEAE/IsHE Ha
J1a3MEHO HHBO Ha MapaueTraMoll, HO He M0-paHo OT 4 yaca cJjiel NPHEMAHETO Ha napaleraMonn;

- He3a0aBHa cToMalHa NpOMHUBKA € LEJ €BaKyaLMs Ha MOrbJIHATOTO JIEKAPCTBO,

- OO6HuaifHOTO JIeueHne Ha OOTHUS NMPH Npe03MpaHe BKIIKOUBA NPHJIaraHeTo Bb3MOKHO Haii-paHO Ha
aHTuaoTta N-auerunuucterH (NAC) BEHO3HO HJIM NEepopaIHO N0 Bb3MOXKHOCT B paMKHTe Ha 8 yaca
OT npueMaHero. AHTHAOTHT N-aueTuiauucteud (NAC) MOXKe 1a OCUTrypH HSIKaKBa CTENEH Ha 3allluTa,
0pH U ciel 16 yaca;

- CHMIITOMAaTHYHO JICYEHHE;

- Tecr 3a yepHOApPOOHHTE DYHKUMH TPAOBaA Ja ce NMPOBEXK/a B HAYAJIOTO Ha JIEYEHHUETO U Ja Ce MoBTaps
Ha BCeku 24 yaca. B noBeyeTo ciyyan 4epHOAPOOHUTE TpaHCAMHHA3HU C€ BPbLUIAT KbM HOPMAJIHUTE
CH HHBA B paMKHuTe Ha | 10 2 ceIMMLH C MbJIHOTO Bb3CTAHOBSABAHE HA (PYHKLMATA HA YEPHUA OpO0.
[Ipn MHOrO TEXKH ciiyyan odaye MOXKe J1a C€ HaJI0KH YEPHOAPOOHA TpaHCIIJIAHTALIHA.

[Ipeno3upane ¢ BUTaMuH C

["acTpO-MHTECTHHAJIHK CHMINITOMM TPH MPEA03UPAHE, KATO JHapHUs U NOJAYBaHE Ha KOpeMa, OOMKHOBEHO ce
NOsSBABAT IMPH J03H NO-BUCOKH OT | g IHEBHO U C€ OrpaHu4aBar CJie/l MpeKpaTsaBaHEeTO Ha NMpHUeMa.
HacTtosilure HacOKH OT KOMINETEHTHH OpraHM MOoKa3BaT JIMIcaTa Ha 10CTaTbYHO HAY4YHHU JaHHHM, Ha Oa3ara
Ha KOMTO J1a C€ MOCTaBH KaTeropM4YyHO ropHa rpaHuiia Ha 0e30nacHOCT MM A0MYCTHMO rOPHO HHBO Ha
MOHOCUMOCT NPH NMpHeM aa Obae No-BUCOKO OT 2 g AHEBHO. [laumeHTH ¢ HapylueHus B MeTaboiu3Ma Ha
EJIA30TO (Hanp. XeMoXpoMarosa, cuaepodiacTHa aHeMus, TajlaCeMMsl) WM MPEeaUCTIO3HLIUS KbM
oOpa3yBaHe Ha PEHOJIMTH M YPOJIMTH MOraT 1a ObJaT U3JI0KEHH Ha NMO-BUCOK PUCK OT M0SBaTa Ha HEXEJIaHH
CbOMTHS KaTO NPEeTOBApBaHE C KENA30 U 00pa3yBaHe Ha YPOJIUTH U peHONUTH. [ IpenopbuBa ce
CUMIITOMATUYHO JIeYeHHE NPHU NOAO3PEHHUS 3a npeao3upaHe ¢ BuTaMuH C.

S ®APMAKOJIOTHYHU CBOMCTBA
S5.1. ®dapMakoAHHAMH4YHH CBOIiCTBA

(dapmakorepaneBTH4YHA rpyna: Apyrd aHaJreTHUY 1 aHTUITHPETHLIM,
ATC kon: NO2BES|




[lapalieTaMo1 € aHaJIreTHK M aHTHITHPETHK CbC c1aba NPOTHBOBB3NAIMTENICHA aKTHBHOCT. 3a pa3JinKa OT
tpaauunonnute HCITBC, napaueramon B TepaneBTHYHHU 1034 HE HHXHOMpa TpOMOOLMTHATA (PyHKLMS.

Buramun C e eceHunaneH BOJA0OPa3TBOPUM BUTAMHH, Thil KaTO NMPH XOparta JIMNCBAa €H3HMa I'yJIOHOJIAKTOH
OKCHa3a, KOWTO € HeoOX01uM 3a HeroBus cuHTe3. CTpykTypHO BUTaMuH C ce CBbp3Ba C IJIH0K03ara,
ChABPKa 6 aTOMa BBIJIEPO U ChILUECTBYBA B [1B€ B3aMMHOINpEBpbILALLHM ce (popmu: L-ackopOrHOBa
KHUCEJIMHA, KOATO € peayuupaHa popma v L-aexuapoackopOMHOBA KHCEJIHHA, HErOBHS OKCHIMPAH JIEpHBaT.

MexaHHU3bM HA aeicTBue
TOYHHAT MEXaHHW3bM HA AHAJINTETHYHHUTE U AaHTHITHPETHYHHUTE CBOMCTBA Ha MapaLeTamoJ BCe OLIE He €

yCcTaHOBEeH. MeXxaHH3MBbT Ha JIefiCTBHE MOXeE /1a BKJIFOUYBA LIEHTPAJIHO U NMEepH(EPHO eHCTBHE.

Buramun C cnyxu kato kodakTop B roysm Opoi OKCHpeyKLIHOHHH NPOLIECH B LIAJIOTO TAJIO.
5.2. dapMakOKHHETHYHH CBOiiCTBA

AbcopOuus
AGcopO1MaTa Ha napaleTamosl MpH MepopaaHo NpUIoKeHHe € Obp3a U MbjiIHAa. MaKCUMaJIHUTE TUIa3MEeHH

KOHLIEHTpauuu ce aocturar ot 10 1o 60 MuHYTH cnea npuema.
Butamuu C ce abcopOupa 0bp30 OT raCTpO-HHTECTHHAIIHUA TPAKT Ype3 aKTHBEH TPAHCINOPTEH MEXAHH3BM

Ha HACHILIAHE B TBHKHUTC HCPBA.

PasnpeneneHue
[Tapaueramon ce cBbp3Ba ci1abo ¢ niasmeHuTe nporeuHy. Toii ce pasnpenens 0bp30 BbB BCHYKH ThKaHH.

OGeMBbT Ha pa3npe/ie/ieHHe Ha rapaleTaMoll Npy Bb3pacTHU e npudiusutentHo 1 xo 2 Vkg, a npu neua B
pamkute ot 0,7 no 1,0 I/kg.

Buramun C ce pa3npezens BbB BCHUKH TbKaHH Ha TAN0TO. BuramuH C He ce CBbp3Ba C Mjia3MeHUTe
npotenHH. Haii-BUCOKH KOHUEHTpauuH Ha BUTaMHH C ca yCTaHOBEHH B HAZIOBOPEUHHTE JKJIe3H,
xunodusara, peTuHaTa ¥ neBkouuTuTe. [1nasmMeHuTe U NMKOYHKTE HHBA HAa BUTAaMUH C He ca HalleX/1eH
HHJMKATOP 3a KOJIMYECTBOTO B TAJIOTO, Thil KATO T€ OTpa3sABaT MOCIAE€AHUA XPAHHUTEJIEH MTPHEM.
KoHlieHTpauusaTa Ha IEBKOLIMTH C€ W3MO0JI3Ba, 3a /1a C€ YCTAaHOBH MPENOpbYUTEIHUA THEBEH MPHEM Ha
suTaMuH C Ha BX0/1a KaTO NOCTUraT MNOYTH MAaKCHUMaJiHa HEYTPO(PHIIHA KOHLIEHTpaLIUs C MUHUMAJTHA

ypHHapHa eKCKpeLHs Ha ackopOar.

buoTpanchopmalims

[Tapauieramon ce Merabonu3upa rjiaBHO B 4YepHHs Apo0 upe3 1Ba rjiaBHH META0OJIMTHU MTbTA: CBbP3BaHe €
MJIOKYPOHOBA KHCEJIMHA U CBBbP3BaHE ChC CApHA KUCEIMHA. BTOpHAT MeTa0OIHTEH MBT € ObP30 HaCHILIAEM
MPU BUCOKH J103M, HO B PAMKHTE Ha TepaneBTHYHUsA Auana3oH. Carypauusta Ha rJIlOKypOHHPAHETO ce
MosIBABA CAMO TPH MPHEM Ha MO-BMCOKH, XENaTOTUKCHYHHU A03H. Manka ¢paxuus (noa 4%) ce
MeTadosiM3upa upe3 uutoxpoM P450, 10 peakTuBeH MexKAHHEH NPOAYKT (N-aneTun10eH30XHHOHUMHUH),
KOHMTO NMpH HOPMaJIHH YCJIOBHS Ha M3MoJi3BaHe Obp30 ce AeTOKCH(pULIMpA upe3 pely IHpaHus IITyTaTHOH U ce
OTJIeJIsl B YPUHATA CJle]l CBbP3BaHe ¢ LIMCTeHHa U MepKarnTonypuHoBaTta KucejauHa. [ 1py MacuBHH
MHTOKCHKALIMKU 00aye, KOJIMYECTBOTO Ha TO3H TOKCHYEH METalOJIUT Ce YBeJIHYaBa.

Buramun C ce TpaHcnopTHpa npe3 KJAeTbYHUTE MEMOpaHU U KaTo acKkopOaT 1 KaTo JeXH1poackopOMHOBA
KMCEJIMHA, KOATO ce peayLMpa 10 ackopOaT npu BIKW3aHETO B KJeTKaTa. Y4acTBalluTe crneunpuiHH
TPAHCTIIOPTHH MEXAHH3MH HE Ca ACHH M JIaHHHUTE 3a KOJIMYECTBEHOTO ONpeJeisHe Ha crnelupuIHnTe
ypHHaApHH MEeTabOJIMTH KAaTo OKcaJlaTH, IMKEeTOr'YJIOHOBA KHCE/IMHA, ackopOaT-aucyJipar 1
JIeXMIPOACKOPOMHOBA KHCEJIMHA Ca OrPaHMYEHH M ca MOBJIMAHY OT JIEKOTaTa Ha Jierpanalus Ha ackopbara u
apyruTe (pakTopH, TaKMBa KaTO HHAWBUAYAIHHS NMPHEM H CbCTOSHHETO Ha NpPeCHILaHe.

EnMMHUHHMpaHe




MeTtabonuTHTE Ha NapaueTamMoll Ce€ eKCKpeTHpaT rjaBHO B ypuHara. [1pH Bb3pacTHHTE NaLIMEHTH
npuban3urenHo 90% ot npuerara Ao03a ce OT/els B paMKUTE Ha 24 yaca, OCHOBHO KaTO ITIOKY POHUIHN
(npubnusurenHo 60%) u cyndarau koHworatu (npudausurenHo 30%). [o-manko ot 5% ce eMMHHUpAT

HEMPOMEHEHH.
[Tna3MeHHAT MOJYKHUBOT € OKOJ10 2 yaca.

Buramun C ce eKcKkpeTHpa OCHOBHO B YPHHATa, YaCTMYHO KaToO ackopOaT U 4aCTUYHO BbB (popmara Ha
pa3JIMYHH acCKOpOaTHH METAa0O0JIMTH, BKJIFOUYHTETHO OKCallaTH, OTHOCHTEJIHATA NPONOPLHs, HA KOUTO 3aBUCH
OT J103aTa, CbCTOSHUETO Ha npecuuiane, ObopeunaTa pyHkuUs ¥ apyru pakropu. ExckpeuusTa B ypuHara
[pe/ICTaBJIsABa JIEBKOLIMTHATA CaTypaLus.

Buramun C npeMuHaBa MnjaleHTara 1 ce eKCKpeTupa B KbpMara (BXK. T.4.6). Moxe na Obae oTcTpaHeH upes
XeMOAHaln3a.

bvopeuno yspeooane

[Tpu Texxkko 6BLOpeUHO YBpekKaaHe eIMMHHHPAHETO HA NapaLeTaMol e JIeKo 3a0aBeHo. 3a riloOKypOHOBHUTE H
cyJ(aTHH KOHIOraTH CTENEeHTa Ha eJIMMHUHAUMSA € no-0aBHa NMpH NaLUMEHTH ¢ TEXKKO ObOpEeUHO yBpekKaaHe
OTKOJIKOTO NMpH 3ApaBd HHAUBUAK. [10 Ta3u npuyMHA NpU NaLMEHTH C TEXKKO OBOPEUHO yBpexKnaHe ce
Mpenopb4yBa MUHHMATHUAT HHTEPBAJI MeX1y npueMuTe 1a e 6 unu 8 yaca (BuxTe TOUKa 4.2.).

Hepnoopooro yepesicoare

[TapauieTamon € npoy4BaH NpH NMaLHEeHTH C YepHOAPOOHO yBpeXkaaHe. B nmpoyuBaHe 1IECT NalHeHTa ¢
XpPOHMYHO cTa0MITHO 3a00sBaHe Ha YepHUs Apo0 ca npueMainu 4 g/1eH napaueTaMmoli 3a 5 JHU.
KoHlieHTpauuaTa Ha napaueTamMos B ruia3mMara ce onpeJielis Ha cpeiata Mex /1y TpeTata U 4YeTBbpTaTa 1032
oT | g Bceku JieH, Bapupa ot 4,5 pg/ml 1o 26,7 pg/ml, koeto e nocra noa NOTEHUHATHUTE TOKCHYHH HUBA.
He ce HabmonaBa 3HaUMTENHO KyMYJIMpaHe Ha rapaleraMoll M He € MMaJlo pa3/InKi B KIMHUYHOTO
CbCTOSIHHE WJIH B J1Ja0OpaTOpHHUTE TECTOBE HA nMauueHTuTe. CpeaHaTa CTOMHOCT Ha MOJIyKMBOTA Ha
eMMUHHpaHe e 6una 3.4 yaca. Crea ToBa NUIOTHO npoyyBaHe 20 nauHeHTH CbC CTAOUITHO XPOHHYHO
yepHOAPOoOHO 3a001sBaHe ca OWJIM paHIOMHM3UPAaHU B KPOCOYBBP NPOY4BaHe 3a /1Ba nepuoza. Te ca
noayyaBajiu WK 4 g/neH napaueramoll Wiu niaauedo 3a 13 AHU U ciell ToBa ca OWIK NpeXBbPJIEHH KbM
3aMeCTBAllO JieyeHue. EnuMH naluueHT e nokasas MnoBHILIABAHE HA MOKa3aTeJIMTe Ha YePHOAPOOHHTE
¢ynkunonanuu rectose (LFTSs), HO cnen oTiyMsBaHETO HA TO3M €NU30]1 HE NOKa3Ba OTKJIOHEHUS MPH 1Be
rnocJjie1oBareIHi HaroBapBaHus. KaTto 3akmoueHue, ToBa nosuiueHue Ha LFTs He e cBbp3aHo ¢ ynorpebara
Ha JIeKapCTBEHMUs MPOAYKT W HAMa ITPOTHUBOIOKAa3aHHUs B yNoTpedara Ha napaueramosl B TepaneBTHYHH 103H
MPU NaLMUEHTH ¢ XPOHHYHO CTAaOUIIHO YepHOAPOOHO 3a00sIsiBaHe.

HsikoM KJIMHWYHHK MPOYYBaHMs MOKa3BaT YMEPEHO HapyllueH MeTaboIM3bM Ha napaLeTamMos NpH NalueHTH ¢
XPOHHYHO YEPHOAPOOHO yBpEKAaHE, BKIOYHTEHO aJIKOXOJIHA LIHPO3a, KOETO Ce MPOABsABA Ype3 MOBULLIEHH
J1a3MeHHM KOHLIEHTPALIMM Ha napaieTaMosl M No-AbJbl NOJYKHBOT Ha eJIMMHHUpaHe. B Te3u Joknanu
MOBUILEHUAT MOJY>XXMBOT Ha MJIA3MEHUTE KOHLUEHTPALMKY Ha NapaueTamoJi ce CBbp3BarT C NMoJATHCHAT
KanaluuTeT Ha yepHus apo0. CnenoBarenHo napaueTaMos TpsaOBa 1a ce H3ros3Ba ¢ NOBUILIEHO BHHMaHHE
MPH MALMEHTH C YePHOAPOOHO YBpeXk1aHe U € MPOTHBOIOKA3aH MPH JIEKOMIIEHCHPAHO aKTUBHO 3a00JIsBaHe,
ocobeHo ankoxosieH xenatut, nopaad CYP 2E| uHayKuMs, KO€TO BOAM A0 MOBHILIEHO 00pa3yBaHe Ha
XEeNnaToTOKCHUYEH MeTadOJIMT Ha mapaueTaMoll.

layuenmu 6 cmapuecka ev3pacm
dapmakoKHHETHKaTa H METa00IM3MBT Ha napaleTaMoll (aKo ce MPOMEHSAT) ca JIEKO MPOMEHEHH MpH
MalMeHTH B cTapuecka Bb3pacT. OOMKHOBEHO HE C€ M3MCKBA KOPUIHpaHe Ha J03aTa MNpHu Ta3H Nnomnyjiauus

(BX. TOuKa 4.2).

Heya u 1onowu
dapMakOKHMHETHYHHUTE MapaMeTpH Ha rnapateramosl, Hadro1aBaHH rnpu 6edeTa U neua, ca cxo

HaO01aBaHM NPH Bb3PACTHH, C U3KJIKOYEHHE HA MUIa3MEHHUS MOy KHBOT, KOHTO € MaJIKO MO



yaca) OTKOJIKOTO NpH Bb3pacTHU. [Ipy HOBOpOAEHH MIa3MEHUAT MOJIYKHBOT € TMO-ABbJIbI' OTKOJIKOTO MPH
KbpmaueTa (0koJ10 3,5 yaca).

HoBopoaeHu, 0edera u aeua 10 10-roauiuHa Bb3pacT OTACAAT 3HAYUTEJTHO MO-MAJIKO IIFOKYPOHH/L M MOBeYe
cyJipaTHH KOHIOraTH OT Bb3pacTHH. OO11aTa eKCKpeuus Ha napaueTraMmosl U HeroBuTe MeTaboJIUTH € e/1Ha U
Chllia MPU BCHYKH Bb3PACTH.

5.3. IlpeakJHHHYHH JaHHH 32 0e3onacHoCT
Kanyepocenesza, mymacenesa, yspexcoane na hepmuiumema

EdexTuTe Ha nmapaLeraMoJi B AWeTaTa Ha MIbXOBe M MULLKH e ouieHeHa Ha 0, 600, 3000 u 6000 PPM B
MPOAb/KEHHE Ha JB€ rOAMHU. HAMa 1aHHH 32 KaHLIEPOreHHO AeHCTBHE Ha MapaleTaMoli NMPU MbXKH
UTbXOBE, HUTO MPH MbXKKH H )KEHCKH MHULUKH. JIBYCMHUCIIEHH Ca TaHHUTE 3a KaHIIEPOreHHa aKkTHBHOCT TMPH
)KEHCKH IUIbXOBE Ha 0a3aTa Ha MOBULLEHH CJTy4YaH Ha MOHOHYKJIEapHa JIEBKEMMHA.

CpaBHUTEJIHUAT NPErJie] Ha JIMTepaTypaTa 3a FreHOTOKCHYHOCT ¥ KaHLIEPOreHHOCT Ha MapaleTaMosl nokassa,
4ye NeHOTOKCHYHH e(PEeKTH Ha napaleraMmos ce NMosBABaT cCaMo NpH J03H Haa NpenopbYBaHUTE, UMALIH 3a
pe3yJITaT TEeXKH TOKCHYHH e(EKTH, BKIIIOUUTETHO U3pa3eHa TOKCHYHOCT Ha YepHHUA Ap00 U KOCTHUS MO3BK.
[IparsT 3a reHOTOKCHYHOCT HE C€ MOCTHra MpH TepaneBTHYHH 103 napauetamoJ. [IpoyuBaHusTa npu
)KMBOTHH HE MOKa3BaT KaHLEPOreHEH NMOTEHLMAJI HA HEXENAaTOTOKCHYHH 1030BH HUBA. TyMOpOoreHHHu edexTH
ca HaO/IoaBaHy MpH MO-CTapy MpOy4BaHUsA, CaMO MPH MPUJIaraHe Ha MHONO BUCOKH LIMTOTOKCHYHH JI03H.

JIUncBaT KOHBEHLIHOHAJIHH NpOoy4BaHHA, H3MN0J3BALLH IMPHUETHTE MOHACTOALIEM CTAHAAPTH 3a OLICHKA HAa
PENPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a pa3BHUTHETO.

Hsama nepMHUTHBHO 10KA3aTeJICTBO 32 KAHUEPOreHe3a, MyTareHesa M yBpexJiaHe Ha (pepTUINTETa, KOUTO
Ja ce Ab/KaT Ha npuema Ha ButamuH C.

6. OAPMAULUEBTUYHHU JAHHHA
6.1 CnHcbK Ha NOMOIHHTE BellleCTBA
KanueB 6ukapOoHar

HarpueB xuapores kapOoHar
CopOuron

be3BoHa IMMOHEHA KHCEJIMHA

Harpues Oen3zoar (E211)

HarpueB nokysar

[ loBU10H

6.2 HecbBMecCTHMOCTH
HenpuiaioxkxuMo

6.3 Cpok Ha rogHocT

3 roJiIMHH

6.4 CneuHajiHH YCJIOBHS HA ChbXPaHEHHE

Jla ce cpxpansiBa noa 25°C.
Jla ce na3u ot Binara. OnakoBkara 3a Ta0JIETKH Ja ce 3aTBaps BHUMATEJHO CbC 3aMnyllajikaTa BejHare

ynorpeoa.




6.5 Buau cbabpxkaHHe HA ONAKOBKATA

[lonunponuieHoBa onakoBka 3a Ta0dsieTku ¢ 10 TabsieTku, 3aTBOpPEHA C MOJUETHIIEHOBA 3aMyllalika,
CbhAbpiKaLla AexuaparanT (MOJeKyaspHO cuTo). KyTHs ¢ 2 onakoBKH 3a TaOJIETKH.

6.6 CneunajJHH nNpeAnasHH MEpPKH NMPH H3XBbPJIAHE

Hsma cneunasHy H3HCKBaHUA.

Heu3non3BaHUAT JIEKAPCTBEH NPOAYKT HJIM OTINAJAbYHHUTE MaTepHUajy OT HEro TpAOBa J1a C€ U3XBbPJIAT B
CHOTBETCTBHE C MECTHHUTE U3HUCKBAHMA.

y i NMPUTEXATEJI HA PAZPEILEHHUETO 3A YIIOTPEBA

UPSA SAS

3, rue Joseph Monier,

92500 Rueil-Malmaison,

OpaHuus

8. HOMEP HA PASPELLLEHHUETO 3A YIIOTPEBA

Perucrpaunonexn Ne 20020092

9. JATA HA ITBPBO PA3ZPELLHABAHE 3A YIIOTPEBA

JlaTa Ha MbpBO pa3peluaBaHe: Anpui 1992 r,
Jlata Ha nocneaHo noaHossABaHe: 01 Hoemspu 2007 T.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

03/2024 .




