KPATKA XAPAKTEPUCTHKA HA TMTPOAYKTA




1. UME HA JIEKAPCTBEHUA ITPOAYKT

Hanre3uu 275 mg ¢puamupanHu TadieTku —
Nalgesin 275 mg film-coated tablets 9 70077

2 KAYECTBEH U KOJIMMECTBEH CbCTAB

Besika dhuamupana TabneTka chabpika 275 mg HanpoKceH HAaTpUi (naproxen sodium).

[ToMOILLIHU BeLLECTBA C U3BECTHO J1EUCTBHUE:
. Hatpui: 1,09 mmol (25,08 mg)/Tabnerka

3a MbJIHUA CITUCHK HA MOMOLLIHUTE BELLECTBA BHXKTE TOUKa 6.1.

3 JIEKAPCTBEHA ®OPMA

duamupaHa TadneTka

TabneTkuTe ca OBAJIHM, JIEKO IBOMHOW3ITbKHAIU, MOKPUTH CbC CHH (PHUIIM.

£. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3ZAHHSA

Hanre3un obnekuyaBa 00/1kaTa U Bb3NaJ€HUETO W MOHHKABA MOBULLIEHATA TEJIECHA TEMIIepaTypa:

- npu 3500001 U rnaBodoUe

- MHAJITus, apTpairus U 00JKH B rpbOHaYHHSA CTHIIO

- npoduIaKTHKA U J1IeYEeHHE HAa MUTPEeHa

- MEHCTPYaIHU OOJIKH

- 00JIKH B MYCKYJIUTE U CTABUTE, ACOLIMMPAHHU C FPUI KU HACTHHKA

- npy HHPEKLMO3HH 3a00JI9BaHKA KAaTO AOMBAHEHHE KbM crieUMdUYHATA Tepanus 3a HaMaslsBaHe
Ha OoJsikaTa, Bb3MaJICHHETO U TEMIlepaTypara.

4.2 Jlo3HpOBKAa H HAYHH HA NPHJIOKEHHE

o3upoBka

[IpenopbunTentara no3a e 1 tabnerka. Jlo3ara moxe na ce NnOBTOpH Ha BCeKHW |12 yaca npuv Haliv4uue
Ha Oousika. [1pu nbpBHs nNpuem ao3ata Moxe aAa Obae ayOaupaHa — 1a ce npuemar ABe TabJIeTKH
e/JHOBPEMEHHO WK J1BE TaOJIETKH C €JHOYACOB HHTEPBAJI MEXKY NPUEMMUTE.

Cmapuecka év3pacm
[Ipn HEOOXOAMMOCT, NALMEHTHTE, MO-BB3PACTHH OT 65 roAMHH, TpAOBa /1a NpUeMar rno eHa radJieTka
Ha BcekH 12 yaca.

[Ipy camoneueHue ce npenopbyYBa NPUEM HA MAKCHMYM 110 2 TabneTku aHeBHO (A0 550 mg), nHaye
MaKCHMaJlHaTa JJHEBHA [103a Ha HarpoOKCeH HaTpuH € 1650 mg.

HexxenaHuTe JiekapcTBEHH peakLiMK MOrar Ja ObaaT HaMaJIeHH KaTo 3a KOHTPOJ]
CHUMNTOMHTE Ce ynoTpedsBa Bb3MOKHO HaW-HUCKaTa €(DEKTHBHA 103a 3a Bb3MO
OoT BpeMme (BHxKTe T.4.4).



4.3 IlpornBonoKka3aHus

- CBPBXUYRCTBUTEJIHOCT KbM dKTHBHOTO BELLECTBO HJIM KbM HAKOE OT MOMOLLUHHMTE BELUECTBA,
H30poeHHn B To4Ka 6.1, KbM CATHUNNATH H APYTH HECTEPOUAHH NPOTHBOBBINATUTETHH

neKapcTBaa,
- aKTHMBHA CTOMALIHA UKW AYOAEHAAHA 93Ba, PEKYPEHTHA AyOACHAIHA A3BA WK KbPBEHE OT

CTpaHa Ha CTOMAalUHO-YPEBHUA TPAKT,
- TEXKM YepHOApoOHA Mnu DbOpeHHa HEAOCTATBHHOCT,
- TEXKKA CbpJeUHA HEAOCTATBLYHOCT,
- TOBA JIEKAPCTBO HE € NpeaHA3IHA4YEHO 33 CAMOJIeYEHHE NPY aeua noa 12 roaviuHa Bb3pacT, Mpu
TAX TO TpaOBa [a ce NpeAnulle OT Jiexkap,
- TOBA NIEKapCTBO He TpAOBa Aa ce AaBa Ha Jeua, ¢ Tersyo no-mMaiko ot 13 kg.

4.4 CuoenHaJHH NpeaynpexkacHHE H NPeANa3HH MEPKH IIPH ynoTpeda

AKO fMaLMeHTH CbC 3a00NABaHe Ha CTOMALLHO-UYPEBHHUA TPAKT, W OCODEHO TaKNBa € YJILEPO3EH KOMUT
nian Sonectra Ha KpoH (a ¢bluo Taka v cbe 3a0011BaHe B MUHAIOTO), MPUEMAT HANPOKCEH, Te TpIOBa
na 6bnaaT noa Jekapcko HabnwoaeHHe, Tl KaTo 3a00ABAHETO MOXKE /14 CE€ MOBTOPH HJIM BIIOLLH.
CepHo3HN racTPOMHTECTHHAJIHUH HEXEIaHW PeakLMHy MOraT [1a ce noaydat 0e3 KakBUTO U aa buno
npeaBapHTENHM NpU3Hauu. KakTo U npu apyrure HECTEpOWAHH NPOTHBOBL3IMAIMTENHH JIEKAPCTBA,
CIIyYauTe Ha CEPHO3HM HEXKETAHW peaKLMH, rACTPOUHTECTHHAIHO KbPBEHE HITH Nepdopauus, ce
MMOBULLIABAT JIMHEAPHO C NPOABLIKUTETHOCTTA HA JICYEHHUETO,

C noBHlIaBaHe 103aTa Ha HANPOKCEH C€ MOBULLABA ¥ PUCKA OT HEXENAHU peaKivH.
[TIpOTUBOBBLINANUTENHUAT U AHTUNUPETUUHHUAT e(EKT Ha HANPOKCEH TPADBA a C€ UMAT MpPEABHA NPH
HHpeKUHO3HUTE 3a001ABaHH, 3a1LOTO TE€ MOTaT Ad 3aMaCKUpaT CUMITOMMUTE Ha Te3u 3abo/1IBaHuUs.

buOpeuHo yBpexaaHe

Tb# KaTO HAMPOKCEH H HEroBuUTE MeTaboMUTU ce eTMMUHUPAT NpeaUMHO Ype3 OpbpeunTe upes
rnoMepynHa dunTpauus, Toi TpadBa fa ¢e NaBa ¢ NOBHILIEHO BHUMAHWE HA MAUMEHTH ¢ HBOpeuHO
yBpexcaaHe. [1pu nanyenTyTe ¢ 6L0peyHa HeAOCTaTbUHOCT, KPEATHHHHOBHSA KIIMPBHC TpADOBa 1a ce
onpeaess i KOHTPOAHpa no Bpeme Ha JieueHUeTo. [Ipn KpeaTHHHHOB KIMPBHC N0-Manbk oT 20
ml/min, le¥eHHE C HANPOKCEH HE Ce NPENnopbUsa.

YepHoapobHo yBpexKaaHe

[ToBHILEHO BHUMAHKE CE€ HIMCKBA U NPH NALHEHTH ¢ YepHOApoOHO yepexaane. [Ipn xpoHHdueH
aNKOXOJIU3bM U Npu Apyry popMH Ha LMpo3a 0b11aTa cepyMHa KOHUEHTpaliUs Ha HANPOKCEH CE
MOHW)KaBa, HO CePyMHATa KOHLUEHTPALHS HA HECBLP3aHUA HaNpoKceH ce noautasa. Ha takuea
NMALUHEHTH C€ MPENOPBLUHA Aa NPUEMAT Ha-HUCKATa €PEKTURHA J03a.

AKO NaLUEHTH C ENUJIENCHA UM NopdupUs NpUemMaT HafmpokceH Te TpsOBra na ObaaT npociaeasBaHH
OT TEXHUS JieKap.

CopoeuHoco008u U MOFBUHO-CHO08U eflekmu

[Ipean NeueHHeTo ce M3UCKBA BHUMAHHUE ( KOHCYJITUPAHE C JIEKAp AU (DapMALIEBT) NPH NALMEHTH C
aHaMHe3a 3a XUIIEPTOHUA WM CbpAevHa HEAOCTATHYHOCT, Thid KATO UMA ChOOLLEHHA 3a 3apPbKKa
Ha TEYHOCTH, XHUINEPTOHUA H OTOLH, CBbP3aHH C NEUYEHHUETO C HECTEPOUIHH MPOTHBOBLINAIHUTE/IHH

nekapctrea (HCIIBC).

KJIHHHMUHH [IpOyYBaHHA H eNHAEMHONOTHYHK AAHHH NoKa3ear, ye ynorpedara Ha Hakon HCTIBC
(0coOeHO BLB BUCOKH A03H M MPH NPOABIHKHTENHO NPUIOKEHHUE) MOXE 1a ObAe CBbP3aHZ o
MOBUILEH PHCK OT apTepPHAIHH TPOMOOTHUYHU CHOHTHA (HANPHUMEDP PHCK OT MHOK

HHCYAT). BbnpekH, 4ye gaHHuTe nokasear, 4e ynorpedbara Ha Hanpokce (1000 mg/
Oble CBbpP3aHA C NO-HUCBK PHCK, BCE NAK U3BECTEH PUCK HE MOXKe 1a Obae M3k
A0CTaTbYHO AAHHH 3a edeKTHUTE OT HUCKATA 1033 HANpokceH (275 mg) U HAMa
MO OTHOUIEHKE HA Bb3MOXKHHUTE TPOMOOTHYHHA PUCKOBE.
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HesxenaHuTte 1ekapcTBEHW peaKUMM MOraT Ja Ce€ CBEAaT A0 MHHUMYM KaTo C€ U3MOo/3Ba Hal-HUCKaTa
ebeKTHBHA 103a MPH MUHUMATHA MPOABLIKMTETHOCT 32 KOHTPON (00A€KHaBaHE) HA CHMNITOMUTE (BX.

Toyka 4.2).

Ynorpedara Ha HanpokceH TpadBa na Obae H3DAreaHa Npy TEXKH NPECHH paHHU U noHe 48 yaca npenu
roJIEMH XHPYPTrHYECKH MHTEPBEHLIHH.

Texcku KoxcHu nexceaarnu peaxyuu (SCAR)

BB Bpbika ¢ neueHuero ¢ Hanre3uH 8 NOCTMAPKETHHIOBUA NEPHOA € CHOOLLABAHO 34 CHHPOM Ha
Stevens-Johnson (SJS), TokcnuHa ennaepmanta Hekponusa (TEN) u nekapcrsera peakuuna ¢
eo3snHounua U cuictemud cumntomu (DRESS), kouto Moxe na ObaaT )XHBOTO3aCTpallaBaLlH HUilH
netanuu. [lpn nossa Ha NpU3HALKM H CUMITOMH, MOKA3ATENHM 33 TE3H PEAKLIMH, NEYEHHETO C
Hanresun TpatBa He3abaBHO Aa ce npekpaTH. Axo nauveHTsT passue SJS, TEN nnu DRESS npu
ynotpeda Ha HanrezuH, neuenneto ¢ Hanresun He TpabBa na ce NoAHOBABA, a TPAOBA OKOHUYATEIHO
Ja C€ NPeyCTAHOBH.

CTapuecka Bb3pacT
KakTo U BCHUKH OCTaHANM AEKAPCTBA, KOUTO CE U3MNO3BAT NPH MALHEHTH B CTAPUECKA BLIPACT,

HanpokceH TpaOBa fa ce npHMemMa B HalH- HACKAaTa e(EKTHBHA 103a.

[IpeaynpexaeHHs OTHOCHO HAKOH OT NOMOIUHUTE BELUECTRA

To3u nekapcTBeH NPOoAYKT chabpxka 25,08 mg HaTpwii Ha puaMupaHa TabneTka, KOMTO ca
eKkBUBaIEHTHH Ha 1,25% oT npenopbuMTENHUA MaKCHMAJIEH AHEBEH NPUEM OT 2 g HATPHH 3a
Bb3PACTEH.

4.5 B3aumoaeHcTBHE C APYIH JIEKAPCTBEHH NPOAYKTH H APYrH (pOopMH Ha B3auMoAeHCTBHE

- EnHoBpeMeHHOTO NpeanucBaHe Ha ALETHICAIHULIMIOBA KUCENMHMHA H APYTH HECTEPOHAHH
NPOTHBOBBL3NAIUTEIHHK JIEKAPCTBA HE C€ NpeNopbUBa, NOpaaHd MOBHIIABAHE HA PUCKA OT
HEXE/TAHH peaKlIny,

- HanpokceH MOe 1a NOTHCHE TPOMOOLMTHATA arperaums 4 a YbJDKH BPEMETO Ha KbpPBEHE,
koeTo TpAOBa a € UMa NMPEABU MPH OMNPEALISHE HA BPEMETO HA KbPBEHE H €1HOBPEMEHHO
AHTHKOArYJIAHTHO JICUEHUE.

- AvueTuncanvuuiosa kucenvHa. KnunHuuHuTe apMakoaMHaMWYHH JaHHU NMOKa3Bar, ue
CBITLTCTBAlATA YNOTpeOa Ha HANPOKCEH NOCIEIOBATENHO 3a MOBEUE OT €AHH JCH, MOXE 14
NoTHCHE €(eKTa Ha HUCKHTE 103W aUETHIICATMUMIIOBA KHCEIIHHA BbPXY TpoMOoUMTHATA
AKTHBHOCT U TOBa HHXHOHpaHe MOe 1a MPOIbIXKH 0 HAKONKO AHH Cle] ClIHpaHe Ha
NIeYeHHKETO ¢ HANMpoKceH. KAMHHYHOTO 3Ha4eHNE HA TOBA B3AUMOAEHCTBHE HE € U3BECTHO.

- JlekapCTBEHH NPOAYKTH, KOHTO ChAbPXKAT CblllaTa AKTHBHA CbCTABKA T. €. HAMIPOKCEH, HE
TpadBa Aa ObAAT U3MON3BAHU €IHOBPEMEHHO.

- Hanpokces nMouTy Hamb/IHO ce CBBLP3BA € MJIa3MEHUTE NPOTEUHH, MOPAAH KOETO € HeoOX0aAUMO
CMELHATHO BHUMAHUE NMPH €AHOBPEMEHHOTO MPEANMNCBAHE C XHIAHTOUH U CyadaHunypeHHU
MPOH3IBOAHH.

- HanpokceH Moxke aa orciabu HATpHYpETHUHHUA €(DEKT Ha pypo3emMHUa.

- HanpokceH Moxke aa oTciabu qeHCTBHETO Ha aHTUXUNEPTEHIHBHUTE JIEKAPCTBA.

- [Ipy €AHOBPEMEHHOTO NPUIIOKEHHE HA TUTHH K HAMPOKCEH HUBATA HA CEPYMHUS TUTHH ce
MOBULLIABAT.

- Hanpokcen noHn»xkaBa TyOynHaTa eKCKpelMs Ha METOTPEKCAT, NOpPaan KOETO Ce MOBHLLARA
TOKCHYHOCTTA Ha METOTPEKCAT MPH CAHOBPEMEHHO NMPUJIOKEHHE. '

- AKO Ce nmpeanuiue €AHOBPEMEHHO ¢ NPOOCHHUUMA, BPEMETO Ha NMOJYKHBOT
CEPYMHATa KOHLIEHTPALIHA HAa HAMPOKCEH C€ NOBULLABA.

- EnHOBpEeMEHHOTO NPHUIOKEHHE C UMKIIOCTIOPHH MOXKE 1a MOBHILKU PHCK
YBpEKIAHE.

- KakTo y 0CTaHaNMTe HECTEPOUAHH NPOTUBOBDBINAIMTEIHH CPEACTBA, H




NOBULLKN PUCKA OT OBOPEUHO YBpEXKAAHE MPH MAUHEHTH, KOWTO eNHOBpeMeHHO npuemat ACE

WHXHOHUTOPH.
- In vitro npoyyBaH1ATA NOKA3RAT, Y€ €AHOBPEMEHHOTO NPHUAOKEHHE HA HAMPOKCEH H 3HWAOBY ANH

MOBUILABAT CEPYMHATA KOHUEHTPAUUA HA 3HAOBYAHH.
4.6 bpeMeHHOCT, KbpMeHe H pepTHIHTET

bpeMeHHOCT U KbpMEHE

[TpeAKNHHHYHUTE MPOYYBAHKUS NPH XXUBOTHH HE MOKA3BAT HEXENAHH €PEKTH BbPXY OpPEMEHHOCTTaA H
pa3BMTHETO HA NJ10AA.

Ot 20-ara ceamMuLia OT OPeMEHHOCTTA HATATBLK YNOTpedaTa Ha HANPOKCEH MOXKE Aa NPUUHHH
OJIMTOXHAPAMHHOH, AbJIXKALL C€ Ha HapylieHHe Ha ObOpeunaTa (yHkuusa Ha geryca. ToBa Moxe aa ce
MOABKM CKOPO CNeA 3anovBaHe Ha JICYEHHETO H OOMKHOBEHO € 00paTUMO NpU NpekpaTasaHe My. B
AOMBJIHEHHE, HMA CHOOILIEHUA 3a CTECHABAHE HA ductus arleriosus cnel NEYCHUE Npe3 BTOPHA
TPUMECTBP, MOBEYETO OT KOUTO ca OHunu odpaTUMH Ciel npeKkpaTsBaHe Ha neueHueTo. M3non3sanero
HA IEKApCTBEHHUA NPOAYKT MO BpeMe Ha OpEeMEHHOCT MOXKE Ja CTaHEe caMo, ako MOTEHLYANHATA N0/13a
3a MaiikaTa npesHilaBa pyucka 3a nnoaa. Cnea eKCro3vUUs Ha HaNpOKCEH B NPOABLIKEHHE HA HAKOIKO
AHW oT 20-aTa recTalHOHHA CEAMMLIA HATATLK TPsAOBA Aa ce COMMCIIM AHTEHATATHO NPOCIeASBAHE 3a
OJIMFOXUAPAMHHUOH. YnoTpebaTta Ha HanpokceH TpabBa Ja ce NpeyCcTaHOBH, aKo C€ YCTaHOBH
OJIMFOXHAPAMHHUOH.

JlekapcTBOTO He ce npenopbLYBa Aa ce H3IMON3Ba NPe3 MOCNEAHUA TPHMECTHP Ha OpeMEHHOCTTa U O
BPEME HA KbpMEHE.

4.7 EdexTn BbpXy cnocobHocrTa 3a m1odpupane H padora ¢ MAILHHH

He e u3BecTHO HanpokceH B 3HauMTE 1HA CTENEH Aa MOBAHABA CIOCOOHOCTTA 3a wodKrpaHe u paboTa ¢
MaLLIKHH.

4.8 Hexe1aHn NeKAPCTBEHH PEAKIHH

Hexxenanure peakunu ca u30poeHU B HU3X0AA11 pel 110 OTHOLIEHHE Ha YeCTOTaTa, ChINACHO
C/ICAHATA KOHBECHLUA:

- Muoro yectu (>1/10);

- Yectu (=1/100, <1/10);

- Heuectu (>1/1 000, <1/100):

- Peaxu (=1/10 000, <1/1 000);

- Muoro peaku (<1/10 000) u

- C Heu3BecTHa uecToTa (HE MOXKeE Ja Obae ONnpeaeneHa OT HANUYHUTE AAHHH),

Hexxenanunre pP€aKLHH HaH-4YeCTO Ce CBBP3BAT C NO-BUCOKH L O3H.

YecTH HeuecTH C Heun3BecTHa yecToTa
Hapywenua na €03UHODHINA, ANNacTHYHA aHEMUA,
Kpo8ma u rPaHyJOLIUTONEHHHA, XEeMOJIUTHYHA aHEeMHH
aumgpnama NICBKOTICHHUA,
cucmema TPOMOOUMUTONEHHS
Hapywenun na | rnasobonue, AeNpecHs, HAPYLUEHAA HA | ACENTHYEH MEHUHTHT,
HepeHamda CBETOBBPTEXK, CbH, HECNIOCOOHOCT Ja ¢€ | KOrHUTHBHA AUCPYHKUHA
cucmema 3aManHoOCT, KOHUEHTpHpa, Oe3ChHUE, ~

CHHJIMBOCT 4yBCTBO Ha cnadbocT,
MYCKY.IHH D0KH U
MYCKYJiHa ciiabocT

Hapywenus na | 3pUTENHH
ouume HapylUEeHHs




Hapywenus Ha

LIYM B YLUHUTE,

YBPEXKAAHE HA CayXa

AHAPHA, CTOMATHT

XeMaTEME3HUC, MeJIEHA,
NOBpbLUIAHE

YXOMO U HapyllEeHUA Ha

aabupurmd ciyxa

Cwpoeynu JHCITHEA,

HADYUEHUA cbpueOueHe

(Cvoogume BaCKYJUT
HapyuieHus

Pecnupamopnu, €03UHO(UIEH MHEBMOHHUT

CPLOHU U

MeOUaCmundIH

U HAPYULEHUA

Cmomawrno- 3areK, KOpeMHa CTOMAaUIHO-YPEBHU yAuepo3€H CTOMATHT

YpesHU Oonka, rageHe, KPbBOW3JIUBH H / UAM

HAPYULEHUSA AUCMENCcHs, nepdopauua Ha CTOMAaxa,

Xenamobuwiuap
HU HADYIUEHUA

MOBHIICHH YEPHOAPOOHH
EH3HMH, XKbITEHHLA

Hapywenus na

CbpOekK, KOXKHU

anoneums,

ClIHiACpMaiHa HEKPOJIK34,

Kodcama u oOpHuBH, €XUMO3a, | POTOUYBCTBHTEIICH epuTemMa MynTudopme, peakLMu
NOOKOICHAMA M3MOTABAHE, AEPMATHT Ha GOTOYYBCTBUTENHOCT,
MbKaH nypraypa HanoaooABalM noppupus
KyTaHMA Tap/a U €NUIepMONU3a
Oyno3a, cHHApPOM Ha Stevens-
Johnson, ypTukapus,
NeKapCTBEHA PEAKILMA C
€03MHODUNNA U CHCTEMHH
cumntomu (DRESS) (Bxk. TOuka
4.4}, PUKCHpaH NEKAPCTBEH
o0pHB
Hapywenua na raoMepysieH Hegpur,
DvOpeyume u XeMaTypui,
NUKOUHUME HHTEPCTHLUHAJIEH HEPUT,
nomuiya He(POTUUEH CHHIPOM,
yBpexaaHe Ha
OBOpeunte, OLOpeuHa
HEAOCTATBLYHOCT,
O0bOpeuHa nanunapHa
HEKpO3a
(Obwgu KaxKaa peakUMH Ha aHrMOHEBPOTHYEH OTOK,
HAPYULEHUA U CBPBbXYYBCTBUTEIHOCT, XHITIEPIIIHKEMUA, XHIIOTTTHKEMUS
eghexmu na MEHCTPYa&JIEH HayLUEeHMUHA,
MACMOMO HA TpecKa (BTPUMCAHE U
| NPUIONCEHUE MOBHLIEHA TEMMepaTypa)

CpoblliaBaHe Ha NOAO3UPAHH HEXENAHH PEAKILIUH

Cpo0illaBaHETO HA NOAO3UPAHH HEXKEJIAHU peaKLUU Ce pa3pelilaBaHe 3a ynotpebda Ha 1eKapCcTBEHHS
NPOAYKT € BaXKHO. TORa NO3BO/4ABA Aa NPOABLIHKH HADMIOAEHHETO Ha CHOTHOLUCHUETO M0O3a/PUCK 32
NeKapCTBEHUA NMPOAYKT. OT MEAHUMHCKHATE CNELMANHUCTH CE U3HCKBA [a ¢boblIaBaT BCAKa

NOJAO3MPAHA HEXKENAHA peakLya vpe3
HU3nbaHWTENHA areHuUHMA No JieKkapcTBara
yn. ,,JdamaH ['pyes” Ne 8

1303 Codun

Ten.: +359 2 8903417
yebcanT: www.bda.by.




4.9 Ilpeapo3zupaHe

CuMnTomu

AKO MAaUUEHTHT € NPUEN MO-rojisimMa 1034 HANPOKCEH, CYyYalHO UMW HAPOUHO, MOXKE /1A Ce
HaOoAaBaT KopeMHHU BONKHU, rajieHe, NOBPBLUAHE, BUEHE HA CBAT, LUYM B YLIWTE, Pa3APa3HHUTENHOCT,
a B HAKOH TMO-TEXKKH CITy4an M XEMATEME3a, MeleHa, HAPYIUEHUA B MHCBIITA, PECMTHPATOPHH
HapyLUE€HUA, KOHBYJICUH KM DBOpEeyYHa HeaoCTaThYHOCT.

[lopeaeHne NPH NPEAO3IHPAHE

B Te3u ciiyyaM ce npenopbuBa CTOMALUEH 1aBaXK, NPUEMAHE HAa aKTHBEH BBIJIEH M aHTHAaUMWAH, Ho -
peuenTopHu O10KepH, UHXHOUTOPH Ha NPOTOHHATA NOMIA, MH30NPOCTO HIIH ApYTrH POpMH 3a
CUMNTOMTHUYHO JICYEHHE.

5. ®APMAKOJOTrWYHU CBOHCTBA
5.1 dDapmMaKoAHHAMHYHH CBOHCTBA

MdapmakoTepaneBTH4HA rpyna: [IpoTUBOBRB3INANIUTENHN U AHTHPEBMAaTUYHH NPOAYKTH, HECTEPOHIHH,
ATC kon: MO1AEOQD?2.

MexaHU3bM Ha NJeHCTBHE

HanpokceH e HecTepouaeH NPOTHBOBBLINATUTENEH JIEKAPCTBEH NMPOoAYKT. Toi uma
NPOTHBOBL3INAIHMTENHO, AHAJIFETHYHO M AHTHNHPETUYHO AEHCTBHE.

OcCHOBeH MeXaHW3bM Ha JEHCTBHE € MOJATHCKAHE HA LHKJIOOKCHTIE€HA3aTa, €H3HM KOWTO B3EMa yyacTHe
BbB (JOPMHUPAHETO Ha NpocTarnaHAWHuTe. B pe3ynrar Ha TOBa HUBOTO Ha NPOCTarflaHAHHHUTE C
Pa3IMyHH TENECHHA TEYHOCTH U ThbKAHHU €€ NOHWKABAT.

dapMakoIHHAMUYHU ePEeKTH

KakTo H Ipyrure HeCTEpPOHAHH MPOTHBOBBL3NAIUTENHH JIEKAPCTBEHH CPEACTRA, HAMPOKCEH MOXKE Aa
[IPHYUHH FACTPOHHTECTHHAITHO MUKPOKBPBEHE U €HAOCKOMCKH NMOTBbPAEHH rACTPOMHTECTUHAIHU
ne3uu. JlokazaHo e, 4e Npu HaANMPOKCEH TO € NO-C1a00 OTKONKOTO NPH ALETHICATULWIOBA KHCENTMHA U
HMHAOMETALUMH H MO-CUJIHO OTKOJIKOTO Mpu AMGNYHH3aN, €T0A0NaK, HADYMETOH H CYTIMHAAK.
KAMHUYHHTE NPOYUBAHHSA €A NOTBbPAH/IH, Y€ MALUHEHTHTE NMOHACAT NO-300pe HANPOKCEH OTKOJIKOTO
ACITUPHH W HHAOMETALHH, JOKATO HAMA CHTHU(HKAHTHA pa3idKa MeXay HanpoOKCeH W ApPYyrHUTe
HECTEPOUAHH NPOTUBOBB3NATIMTE/HH JICKAPCTBEHH CPEACTBA.

KakTo v ocTaHaauTe HECTEPOUAHH NPOTHBOBB3NAIMTENHH 1€KAPCTBA, HAMPOKCEH CHLIO NOATHCKA
TPOMOOUMTHETA arperawus, HO KOrato ce rpuiara B TepanesTHYHH 103K TOH yrpaxHaBa cnabo
BIMAHHE BbPXY BpeMETO Ha KbpBeHe. HanpokceH He BAuAe BbpXy HOpManHata 0b0petHa GpyHkuus.
HMmMa caMo HSAKONKO cbODLLIEHHS 32 HEXETAHH PEeaKLUHH NPH MalUMeHTH ¢ yBpeaeHa 6b0peuHa pyHkuus
WM ChpAeYHA HEAOCTAThYHOCT.

HanpokceH He MpUTexaBa ypUKO3YPHHHO JEHCTBHE.,

5.2 @PapMaKOKHHETHYHH CBOHCTBA

Abcopbuus
Cnien nepopanHHo NPUIOKEHHE, HANPOKCEH HATPHH CE€ XUAPOJIM3HPA B CTOMALLHHA COK MHOTO OBP30.
MHUHHaTIOPHUTE HACTHHKH OT HANPOKCEH, KOUTO C€ OTAEAT, MHOTO OBbp30 U HambJHO ce abcopOupar
B TbHKHUTE YepBa. TOBa BOAM A0 NO-ObP30TO U NBJIHO YCBOSIBAHE HA HANPOKCEH, 3aTORA
obe3bongBalinTe e(DeKTHBHH NN1A3MEHHU HHUBA Ce MOCTHraT no-6svp3o. Crnen eaHokpaTH
HanNpPoOKCEH HaTPHH, MMKOBH NJ1a3MEHH HMBA HANPOKCEH ce aocTvrar 3a | no 2 yaca,
eJHOKPAaTHa 103a HANPOKCEH - cnen 2 10 4 yaca, B 3aBUCHMOCT OT TOBA AA/IM CTOM
nbjeH. Bunpeky, ue xpaHata HamMansBa CKOpocTTa Ha adcopOums, T HE HaMasBa
CTauHOHAPHO CHCTOSHHE C€ QOCTUra Cne NprUeM Ha 0 5 103HM, T.€. B pAMKHTE Ha




[Ina3zMeHHTE HKXBA HA HAMPOKCEH CE YBEJNIMYABAT MPONOPLUOHATHO B paMKUTE Ha A103HW 10 530 mg.
[Ipn no-roaemMu a03M, Te ¢a Mo-Manko NMpoMOPLUHOHAIHH; NMOPaAH HaCHLIAHETO Ha MAa3MEHUTE
NPOTEUHH, CBBLP3aHH C HANPOKCEH, KPEATHHHHOBHA KIIHPBHC C€ YBEIH4aBa.

PaznpeneneHue

Ilpu oCHualkiHaTa 103a CEPYMHHTE HHMBA HA HAMPOKCEH ce ABKXKAT mexay 23 pg/ml v 49 pg/ml.

Flpy koHUeHTpaunu no-BUcokK oT 50 pg/ml, 99 % ot HanpokceH ce cBbp3Ba ¢ andymunuTe. [1pn no-
BHCOKH KOHLUEHTPALMHK HECBbP3aHUTE (PPAKLMH HE AKTHBHATA CbCTABKA C€ MOBULLABAT, MPH

473 ug/ml, ce ycranoespa 2,4% Hecebp3aH HanpokceH. [lopany eKCTeH3HBHOTO CBbP3BAHE C
anbyMHUHa, HHBOTO Ha paznpeaeneHue e cnado karo Bbinmn3a camo Ha 0.9 I/kg TenecHo terno.

buorpancopmaunsa ¥ eIUMUHHPAHE

[TpubnuzntenHo 70% oOT akTHBHATA ChCTaBKa Ce eKCKpeTHpa HemeTabonusupana, 60% cebp3aHa ¢
FIOKOPOHORATA KUCEMHA WK Apyru chearHenns. Ocradanara vact (30%) ce merabonusupa o 6-
NUMETHJI-HANPOKCEH.

[Tpubnn3nnro 95% ot HanpokceH ce exckpeTupa ¢ ypuHarta v 5% ¢ dekanunte. bBUnornyHoTo Bpeme
Ha NOJYKHUBOT € OT |2 10 15 4aca ¥ He 3aBUCH OT 03aTa U IUIa3MEHMTE HUBA HA HAMIPOKCEH.
KpeaTUHHHOBHA KAHPBHC 3aBHCH OT NJA3MEHUTE HUBA HA HAMPOKCEH, Hal-BEPOATHO Nopalu
NOBHLIABaHE (PPAKLMATA HA HECBBP3aHOTO aKTHBHO BEULECTBO KbM NO-BUCOKHMTE NNAa3MEeHH HUBA.

3.3 IlpeakauHHYHH JAHHH 32 0e30MACHOCT

Pe3yaraTure OT TOKCHKOJOIMYHHUTE U3C/I€ABAHHA NOKA3BAT CPABHUTEIHO HUCKA TOKCHYHOCT Ha
HANPOKCEH: HEXEJIAHHW PeaKLMy Hai-Beuye OT CTpaHa Ha CTOMAalHO-4YpeBHUA TpakT. Chel nepopaiHo
npunoxenue, LD50 croliHocTuTe 65xa okono 0,5 g/kg npu nnbxoee u noseue ot 1,0 gkg npu
MHUIKHA, XaMCTEPHU U Ky4eTa.

TOKCHUKONOrHUHKWTE W3CIEABAHUA MOKA3BAT, Y& MHULUKH, 38N, MAHMYHH A NPaceTa MOHACAT
NOBTOPHH A03H HANPOKCEH 100pe; TOKCHUHOCTTA € NO-CHAHA MPU NIBXOBE W NMO-CNELUHATHO MPH
ky4yeTta. KakTto W npu MHOrOKpaTHO NPHIIOKEHHWE HA APYTH HECTEPOHAHY NPOTHBOBB3NAIMTENHHU
CPEACTBA, HEXKE/TAHUTE peaKUUK, CE NPOABABAT HAM-4YECTO OT CTPAHA HA CTOMALIHO-YPEBHUA TPAKT M
OvOpeunTe.

Hsama edektH BbpXy PepTHAHTETA, KAKTO H HE ca HabMK0AaBaHW U eMOPUOTOKCHYHH U TEPATOreHHH
epekTH. AKO HaNnpoOKCEeH ¢ AaBaH B Kpad Ha OpeMEHHOCTTa, OPEMEHHOCTTA € NO-NPOABIIKMTENCHA U
paxkaaHeTo e 3abaBeHo. Cbllo Taka € YCTAHOBEHO, Y€ HAMPOKCEH MOXE A HMa HEXenaHU edeKkTH
BbPXY CbPACYHO-CHAOBATA CHCTEMA HA MU104a (Mpex/aeBpeMEHHO 3aTBapaHe Ha ductus arteriosus,
KOoHrecTHs, benoapobHa xunepToHusa).

He ca ycTaHOBEHHM MYTAre¢HEH WK KaHUEPOoreHeH eeKT Ha HANPOKCEH.

Edexty B HEKNMHUYHBHTE NMPOYy4YBaHHAA ca HADNIOJaBaHU CaMO NPH EKCMO3HUKNKN NMpEBULliaBalla
MHOMOKPaTHO MAKCHMATHATA €KCMO3MUMA Ha YOBEKA, KOETO UMa ¢1abo 3HaUeHHE B KNIHHHUHATA
[paxTHKa.

6. OPAPMALHEBTHYHHA JAHHHU
6.1 CnucbK HAa NOMOIIHHTE BEILIECTBA

Aopo na mabremxama
NOBH0H

MHKPOKPHUCTaIHA LIENy103a
TajlK

MAarHe3HueB cTeapart

Duivoso nokpumue
XHUIIpoMeno3a
THTaHoB Auokcua (E171)




makporos (E172)
MHAUroTHH (E132).

6.2 HecbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocr

5 rOAHHH

6.4 Choenua/iHH YCJIOBHA HA CbXpPaHEHHE

Jla ce cbxpansBa noa 25 °C.
Jla ce cbxpaHsiBa Ha MACTO, HEIOCTBITHO 3a AeLa.

6.5 JlanHu 3a onaKoBKaTa

baucrepna onakoska (Al ¢ponuo, PVC donmo):

10 puamupaHu TabnNeTKH, B KyTHS.

20 dunMupaHu TabNETKHU, B KYTHS.

He BcHukM BHOBE OMNAaKOBKK MOrar ga ObaaT nmycHaTH Ha rnasapa.
6.6 ChoneunajHu npeaAnasHH MEPKH NPH H3XBbLP./IAHE H pabora

Hsma crneunanHi U3UCKBAHUS 3a U3XBbPJISHE.

Heu3znon3BaHUAT IEKAPCTBEH MPOAYKT UJIM OTNAABYHUTE MaTEpPHAIM OT HEro TpsdBa aa ce U3XBBbPJIAT
B CbOTBETCTBHE C MECTHHUTE U3HCKBAHMA.

i INPUTEXATEJI HA PASPEILIEHUETO 3A YIIOTPEBA

KRKA. d.d., Novo mesto, §marje§ka cesta 6, 8501 Novo mesto, CroBeHus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Per Ne 9900445

9. JATA HA ITBbPBO PA3ZPEIIABAHE/IIOJHOBSABAHE HA PABPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha nbpBO pa3pewasane: 30.12.1999
Jlata Ha nocneaHo noaHosBaHe: 08.09.2010

10. JATA HA AKTYAJIN3BUPAHE HA TEKCTA

8 Asryct 2024

[Moapo6Ha MHGOpMaLIM 3a TO3M IEKAPCTBEH MPOAYKT € NPEeAoCTaBeHa Ha yebc
Arenuus no Jlekapcrsara (MAJI) http://www.bda.bg.




