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V3NHIHATENHA ATEHUMS N0 NEKAPCTBATA
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MUJIO®EH 200 mg dunmupany TabneTkH Kow Poa Mo 0200 { 9\8
MILOFEN 200 mg film- coated tablets AN LA i

1. UME HA JIEKAPCTBEHNWJ ITPOJIYKT

2, KAYECTBEH U KOJIMYECTBEH ChCTAB

3a MbJAHUS CIIHCBK HA NOMOILHUTE BelleCcTBa, BHX T. 6.1.

3. JEKAPCTBEHA ®OPMA

OunmMupana radnerTka.

bsana, kpbraa, ABOHHO-W3NMbKHANA GUIMUpaHA TableTKa.

4. KJHUHHUYHHN JAHHH

4.1. TepaneBTHYHH NOKAZAHNA

HbynpodeH ce npunara 3a obnexuaBaHe Ha Aeka 0 yMepeHa 0onka npu:
- r1aBoBONKE, BKJ. MUTPEHO3HO FNaBobOHE;

- DosKa ¢ 1oKanu3auus B aym0o-cakpaaHara obnacr;

- HeBpaJruyHa 060onka;

- NbPBUUHA AHCMEHOpes;

- 3h00007;

- peBMaTHYHa ¥ MYCKYJIHA D0JIKaA.

[Ipunara ce 3a NOHKWXKaBaHe Ha TeneCHaTa TeMneparypa npH GedpHIHH CbCTOSHHA.

4.2. Jlo3upoBKA H HAYHH HA NPHJICKEHHe

Jlo3upoBKka

Bvapacmuu u oeya nao 12 coounu

Hauasnna no3za 200- 400 mg exHoKpaTHO U BNOCAEACTBUE NpH HeobxoaumocT 200 mg npes 4 ao 6
yaca.

MakcHManHara aHeBHa 103a He TpsadBa Ja npesuinasa 1200 me.

Heya om 6 do 12 coounu

Hena Ha Bb3pact 6 po 9 roauHn: 200 mg 1 1o 3 nbTH AHEBHO Npe3 MHTepBa’i oT 4 Ao 6 yaca,
KaTo MakcyManHarta JHeBHa J03a He TpsabBa na npesviapa 600 mg.

Heua Ha Bw3pacT 10 po 12 rogunu: 200 mg 1 no 4 nbTH AHEBHO Npe3 UHTEpBan oT 4 a0 6 yaca,
KaTO MaKCUMaJlHaTa AHEBHa A03a He TpadBa na npesuiasa 800 mg.




[lpy geua Ha BB3pacT OT 6 A0 12 roguHu unu rHowH oT 12 ao 18 roausu: B cay4an, ue ¢
HeOOXOINMO TO3U JIEKAPCTBEH IMPOAYKT [a ¢ce ITpHeMa MoBeYe OT 3 IHU UJIA AKO CUMIITOMHUTE HA
JETEeTO CE BIOLIAT, TPAOBA Ja C€ NIOTbPCH ChBET OT JIEKAP.

Juya e cmapuecka eév3pacm:

Beuuky HCIIBC tpabea ga ce npunaraT ¢ NOBHUIIEHO BHUMaHUE NpPH MAlMEHTH B CTapyecka
Bb3PacT, NMopajgu MOBHLICHA CKJIOHHOCT KbM Pa3BHTHE HA HEXKEJIAHU JIEKAPCTBEHH pPEeaKLMy,
BKIFOUMTENHO TIOBHILICH PUCK OT KPBBOU3NHUB, Nepdopaldsa H yilepauds Ha CTOMaILIHO-YPeBHUA
TPAKT.

C orjej HaMansgBaHE HA PUCKA OT HEXENaHH pPeaklMu U MpU HEOOXOAUMOCT OT TNeuYeHHe,
NMPOAYKTHT TPsOBA Aa ce U3MOI3BA B HAW-HUCKATa eDEKTHRHA 403a U Ja C€ MpUuJjara 3a Bb3MOKHO
HAH-KPaTHK NMEPUOLA OT BpEME.

Hayuenmu ¢ yepedena 6vbpeuna Qynryus

[Ipy nmanueHTH ¢ JeKa 10 yMepeHa creneH Ha 6v0peuHo yBpexaaHe, ubynpodeH Tpsabsa na ce
Ipuyiara B MaKCHMalHO HHCKa e(EeKTHBHA J03a M 3a Bb3MOXKHO Hal-KpaTbK MEPHOJ OT BPEME,
HeOoOXOANM 3a OBNAABAHE HA KIHHHUYHATA CUMIITOMATHKA.

HeobxoauM € CBMBLTCTBALL KOHTPOJ Ha aabopaTopHuTe mokaszarend 3a 0bpopeyna ¢pyHkoud. (3a
MALMUEHTH ¢ TeXKKa cTeneH Ha ObdpeuHa auchyHKIus BuxX T. 4.3).

Ilayuenumu ¢ yspedena uepnodpobra pyrxyus

Ilpy nauueHTH ¢ NeKka IO YMEpeHa CTENEH HAa YepHOLpoOHO yBpexkzaHe, ubynpodeH TpsadBa aa
Ce nMpuJara B MakCUMAaJTHO HHUCKA ePEKTHBHA J03a M 32 Bb3MOXKHO Hali-KpaThbK NEepHoO OT BpeMe,
HeoOXO0TUM 32 OBNA/SBAHE HA KIUHWUYHATA CUMIITOMATHKA.

HeobxonuM € ¢hMBTCTBAIL KOHTPO Ha JabOpaTopHUTE NOKA3ATEIH 34 4epHOoApoObHA PpyHKLIHA.
(3a NalKEeHTH ¢ TEXKA CTEMEH Ha YepHOApoOHa NUCPYHKUUS BHXK T. 4.3).

HauuH Ha npunoxkeHue

H6ynpoteH ce TpueMa NepopasiHo ¢ A0CTATYHO KOAMYECTRBO BoAad. [IpoayKThT € npeaHazHadeH
3a KpaTKOBPEMEHHa ynotpeda.

[TanenTrTe TpsAOBA Ja ce KOHCYJTHPAT C JIEKYBALlUs CH JIeKap, aKo MO BpEMe Ha JIEUEHHETO
CUMIITOMHUTE Ha 3a00/ISBaHETO He ce MOBJUABAT WU CE BIOLLIABAT.

IIpoABIKUTENHOCT HA JIEYEHUETO

Hexenanurte peakilMd MOrar Ja C€ CBE€JaT 10 MHHHMYM KaTCe C€ M3MON3Ba Hali- HHUCKaTa
eheKTHBHA A03a 3a HaW- KPaTKUsl Nepuoj, HeoOXOAUM 3a KOHTPONUpaHE Ha CUMIITOMHUTE (BXK.
Touka 4.4).

AKO 3a00J19BAHETO H3UCKBA NPUIIOKEHHNE Ha JIEKAPCTBOTO 3a HEPHOXA NMO-NpoAbakuTENEeH oT 10
JHW WM, aKO Ca HaJMLe MPH3HALW Ha BJIOlIaBaHE Ha CBCTOAHUETO, MALMEHTHUTE TpabBa Jda ce
KOHCYJITHUPAT C JIEKap.

4.3. IIpoTHBONOKA3ZAHHUS

MunodeH He TpaOBa /ia Ce NPHUIAra InpH :
- CBPBXUYBCTBUTETHOCT KbM aKTHBHOTO BEILUECTBO UAH KbM HAKOE OT TMOMOILHHUTE BELUECTBA Ha
[IPOAYKTA,

- MALMEHTH ¢ aHaMHe3a 338 OPOHXOCNA3bM, ACTMa, PUHUT HJIM YPTHKapHs, CBbP3aHy ¢ ynoTpebara
Ha alleTUJICANMIMI0Ba KuceanHa unu apyru HCIIBC;

- MALUEHTH ¢ aHaMHes3a 3a UMY ¢ Hajlud4ue Ha g3Ba, nepdopauus WIH KbpPBEHE OT ract
UHTESCTUHATHUA TPaKT, BKIIOUUTENHO M TAKUBA, CBbP3aHy ¢ ynorpeda Ha HCIIBC;




- TeXKKA CbpACUHA HeaocTaThuHOCT; (k1ac IV no NYHA);

- TeXKa YepPHOAPOOHA HEAOCTATHYHOCT;

- TeXKKa ObOpeYHa HeJOCTAaThYHOCT;

- ROCJIEICH TPUMECTBD Ha OpeMeHHocTTa (BHXK T.4.6);

- BHCOKOCTENEHHA 3HAYMTENHa JAexuapaTtauus (BCAeACTBUE Ha Npody3Ha Anapus, MOBpLILAHE
UJIM HEJOCTATHYEH NIPUEM HA TEYHOCTH ),

- uepeOpoBacKyapHU U APYTIY aKTHBHH KPHBOHU3JTHBY;

- HJAONATUYHH HAPYIIEHHA Ha XEMOII0E3aTa;

- Jleta noa 6 roJMirHa Bh3pact.

4.4. CrieunaJTHH npeaynpe:KAeHHsa H APeANa3HHA MePKH HPH ynoTpeda

HexenaHute NexapcTBEHH peakury Morat aa 0b7aT CBEACHU 10 MUHUMYM, aKko Ce Mpujiara Hai-
HHCKaTa e(heKTUBHA J03a 3a Bb3MOXKHO Hall-KpaThbK NEPHO OT BpeMe, HeoOXO UM 38 OBJIaASBaHe
Ha KJAHHWYHUTE CUMIITOMH,

He ce npenopbuBa eAHOBPEMEHHO NMpUAokeHHe Ha noynpoded ¢ apyry HCIIBC, Bknrountento
H cenekTUBHH COX-2 HHXHOUTOpH, TIOpajd YBEJIWUYABAHE HA PHUCKA OT MOSBA HA HEXKeNaHH
NEKapPCTBEHU PEaKIIHY,

HoynpogeH ciegsa Aa ce mnpunara ¢ oco0eHO BHHMAaHME NPH MAalUEHTH CBC CIEJHUTE
NpHAPYKaBaIH 3a00AABAHUS:

- CHCTEMEH JIYNyC €pUTEMATO3YC, CMECEHA CheIMHUTENHOTEKaHHA DOJIECT;

- CTOMALLHO- YpeBHU 3a00NsABaHUSA, BKJIIOYHTEIHO M XPOHHYHHM BBL3MAJMTEJHH OONECTH Ha
yepBaTta (yauepo3eH KoauT U Gonect Ha Kpon);

- apTepraHa XUIIEPTOHM S H/UJIH ChPACUHO-CBAOBO 3a00IsBaHe;

- 6B0peyHH 3a00NIABARHS;

- YepHOApOOHY 3a00nABaHNA;

- AJICPruy, CEeHHa Xpema, alcHouaH, OpoHxuanHa actMa W XObb, nopagd puck oOT
OpOHXOCNA3BM;

- BpoJieH teeKT B nophUPHHOBHA META0ONU3BM (OCTPa UHTEPMHTEHTHA NOPGUPHUS);

- KOoaryJionaTuy;

- HEMOCPEACTBEHO CNE MONIEMH XHPYPIrUYHH HHTEPBEHIIHH.

[acTpo-MHTECTUHANHO KbPBEHE, YIILEpalysg U nepdopanus

Puck OT nosABa Ha KBbPBEHE, yiuepauus MM nepdopalivgd ¢ Bb3MOXKEH JIeTalleH H3X0JH
ChlLIeCTBYBa NpH ynoTpeda Ha Bcuuk HCIIBC, BEB BCeKM MOMEHT OT X0Ja Ha JIEYEHHETO U IIPH
MAalUeHTH ¢ UK 0€3 aHaMHe3a 3a MHUMAEHTH OT CTpaHa Ha CTOMALLHO-YpeBHUs TPaKT.

Ilpy nanuentd ¢ sA3BeHa OonecT, 0COBEHO CHNPOBOACHA OT YCNOKHEHUA (KPBBOHU3NMB,
nepbopalust), Npd NAUMEHTH B CTapyecka Bb3PAcT M TaKMBa, NpHEMAId YCIOpeaHo
alicTUIICANTMIIWJIOBA KHCENIHHA, PUCKBT OT pa3BUTHE HA KBbPBEHE, yilUepauus Hix nepdopaius
HapacTBa C YBEIUYABAHETO HA NIPHETaTa 4033 HOYIIpO(pEH.

3aToBa NpH TE3W IPYNH MALMEHTH Ce NpenopbyBa NEUEHHETO 1a 3al0yHe ¢ MAKCHMAanHO HHUCKa
1034, BO€ELA 10 KYNIUPAaHE Ha OIMJIAKBAHHMATA, KAKTO U KOMOWHHpaHa Tepanys 3a MPOTEeKIHs Ha
CTOMalllHATa JUTaBHlla (MHXUOUTOPH Ha MPOTOHHATA TIOMNA, [TPOCTarjlaHIHHH ).

[IpyeM Ha KOPTHKOCTEPOUAH, AaHTHKOArYJAHTH M aHTHATrPETAHTH
[Ipy malMEeHTH, KOHTO Ca HAa CBIBTCTBALIO JI€YEHHUE C [EPOpaHH KOPTHKOCTEPOM]IH,
aHTUKOAryJaHTH (BappapHH WM XENapHH), TPOMOOUWTHH AHTHATPEraHTH (AlETHIICATHINIOBA:




TpsabBa Na ce npunara ¢ NOBHUIEHO BHUMAHHWE, NMOpaay PUCK OT pa3zBUTHE HA yiluepalus HiH
KbpBeHe. B cayyaih Ha HacTblBaHe Ha TakWBa, JIeUEHHETO TpAOBa HesabaBHO jaa Objae
MPeKpaTeHo.

CbpaeYHO-ChJIOBK H MO3bYHO-CHJIOBU €DEeKTH

Mma naHH4, 4ye MpH HAKOW TMAIMEHTH € BBbIMOXKHA 33]AphiKKa HAa TEYHOCTH, pa3BUTHE Ha
XUNepTOHHA W oTouM npH ynoTtpeba Ha HCTIBC. 3atoBa e HeobxoauMa koHCYnTanyua ¢ jekap U
MOHHTOPHMPAHE HA NAaUHEHTUTE, CTpajally OT apTepHaiHa XUMEPTOHHUA W/MIK NeKa A0 yMepeHa
ChbPAEYHA HETOCTATHLYHOCT,

KAuHUYHUTE NpoyyBaHUA NOKa3gar, ue ynorpedarta Ha ubynpodeH, ocobeHO BbB BUCOKH A03H (
2400 mg/neH), MOXE Jia € CBbp3aHa C MOBHILABAHE HA PHUCKA OT apTE€pPHUaHM TPOMOOTHYHU
cbOUTHsL (Hanpumep HHGApPKT Ha MHOKapaa WAM WHCynT) Kato usno enuaeMUOJOrHYHHUTE
MpOYUBAHUA HE MOKA3BAT BPb3KaA MEXAY npueMa Ha uOynpodeH B HUCKH 103K (T.e < 1200
Mg/eH) ¥ NOBMLLUABAHE HA PUCKa OT apTepHanHH TpPOMOOTHUHH CHOHTHA.

[TauMEHTH ¢ HEeKOHTPONHpaHa XMIMEPTOHHA, 3acTolHa chpaeuHa HeaocTTbuHocT (II-III no
NYHA), ycraHoBeHa ucxeMuyHa GonecT Ha CwpuUETO, nepudepHa aprepHalHa OoaecT HW/HIH
MO3BUYHO-CBA0BO 3a00nABane TpsabBa aa 0baaT NekyBaHH ¢ HOynpodeH caMo ¢liel] BHHUMATENHA
npeueHkKa v fa ce u3dareat BUCOKUTE A03H (2400 mg/aen).

Tpsabra na ce U3BLPLIBA BHUMATENIHA NIPELEHKA U [IPeaH 3allOUBAHE HA ABJTOCPOUYHO JeHEHHE Ha
MaMeHTH ¢ pPUCKOBH AKTOpH 3a ChPAEUYHO-CHAOBH CEOUTHA  (Hanp., XWNepTOHMS,
XUNEPIAUNInAeMHs, 3axapeH auaber, TIoToHONyuIeHe), ocodeHo ako e HeobxoauM npHeM Ha
HOynpogeH BLB BUCOKH 103U(2400 mg/nen).

[Ipu mauuenTtH, nexkysain ¢ MHUJIO®MEH 200 mg dunmupanu tabnetkn, ce cbobiapa 3a cyyau
Ha cuHapoM Ha Kounis. CuHApoMBT Ha Kounis e onpenens Kato BTOPHYHH CbPAEYHOCHAOBH
CHUMIITOMH Ha anepruyHa peakuus HIM peakUMs Ha CBPBbXUYBCTBHUTAHOCT, CBbP3aHH ¢
KOHCTPHKLIMA HA KOPOHAPHUTE apTepHu, NOTEHUHANHO BOAELIA 0 MUOKapAeH HHPapPKT.

Texky KOkHM Hexenand peaknu (SCAR)

Texxn KOXKHU Hexenann peakund (SCAR), BKAOYUTEIHO eKCPONIHATHBEH ACPMATHT, epUTEMaA
Myatadopme, cuHapoM Ha Stevens-Johnson, TOKCHYHA enuaepMaliHa HEKpO.Iu3a, JeKapcTBeHa
pEaKkUMs ¢ €03HHOGHUINA U CHCTeMHH cuMnToMy (cHRApoM DRESS) u ocrtpa renepannsupana
€k3aHTeMaro3Ha nyctynosa {AGEP), kouto Morat fna ObjaaT »XUBOTO3acTpallaBalyd WIH 1a
A0BEAAT A0 NETaneH M3xol, ce CbobLaBaT BbB Bpb3ka ¢ ynotpedarta Ha ubynpodeH (Bxk. pasaen
4.8). IloBe4eTO OT TE3M peakUHH HACTBIIBAT Mpe3 MbPBHA MECELL.

[Ipu nosBa Ha OpH3HAUK K CUMITTOMH, NOKA3aTeNIHH 3a Te3d peakiiny, ubynpodeH TpabBa aa ce
crpe He3abaBHO U Aa ¢€ OOMUCAY APYro jiedeHHe (Cnopea HeobXoauMoCTTa).

EdekT BopXY 6LOpeuuTe
Hoynpoden oxazea edexkt Bbpxy ObOpeuHaTa nepdy3usd W MOXE Na J0BEAE A0 3aApbKka Ha

HanHﬁ, KaJUH U TEYHOCTH M ¢ TOBa ja NpcAn3BUKa TI0ABATA Ha OTOUH, XHIICPTOHHA HJIH
ChPACHHA HCAOCTATHLHHOCT MPH NAUHCHTH € dHAMHE34 34 3a00J1BaHe Ha CbPACHHO-CBA0BATA
CHCTEMA.

ITlpoabmxurennara ynorpeba na HCIIBC, skatouuTenHo na ubynpoder moxe ga npenu3BHKa
pa3BUTHE HA WHTEPCTHULIHANEH HEeDPHUT, NpOsABABALL CE€ C XEMATYpHd, MPOTEHHYPHsA H Hedpo3eH
CHHAPOM.

CpluecTByBa pHCK OT pa3BuTHE Ha ObOpevyHa JAexkoMneHcaluusi BCIEACTBUE Ha TNPHEM Ha
noynpodeH NMpv NAUMEHTU ¢ YEPHOAPOOHO yBpexaaHe, ChpASUHA HEJOCTaThYHOCT, ObLOpeuH




MalMeHTH B CTapuecKa BbL3PacT.
ChblUecTBYBA PUCK OT OBOPEUHO YBpekaaHe NpH IeXUaApaTUPaHH deua.

[lposeuTe Ha OLOpeyHa AeKOMNeHcauus ca 0OpaTUMH WM NpeMUHABAT CJleA NpexKpaTsABaHe Ha
NeueHHeTOo ¢ HOynpodeH.

Jlpyru npeanazHy Mepky

MackHpaHe Ha CHMNTOMHTE Ha NOJIeXaUIHTe HHPEKUHH

MHWIIODEH 200 mg ¢dunmupanu tabieTkd MOXe Aa MaCKMpa CUMNTOMUTE HA HHOEKLHNE, KOETO
MOXe Ja A0BeAe 10 3abaBsHe Ha 3aNOYBaHE HA MOAXOAALLO JIEHEHHE U NO TO3W HaYMH Ja BAOUIHY
U3xoaa oT HHpexkumsta. Toea ce Habmopasa npu OakTepnasHa MHEBMOHUS, NpUAoOHTa B
0011EeCTBOTO, KaKTO U NpH OakTepuasHuTe ycaoxkHeHus HAa Bapuuena. Korato MUJIO®MEH 200
mg QPUIMHPAHH TabNeTKM Ce NMPHUJara 3a JIeYeHHe Ha NOBHUILUEHA TeMNepaTpa UK 3a odneKuapaHe
Ha 0onkaTa BBLB BPBL3KA ¢ HUHPekuUMA, ce npenopbyBa HabnwoacHUe Ha HHPekuusra. [lpu
H3BLHOONHWYHH YCJOBHA NMaLMEHTHT TpabBa Na Ce KOHCYNTHpa C Jexap, ako CHMIITOMHTE
MePCUCTUPAT UK C€ BNOLIABAT.

[IpoabsmkuTenHata Tepanusa ¢ BUCOKH AO3H @HANCETHUH MOXE Na NPUYMHH CNaBOOOJHE, KOETO
He TpsOBa na ce JekyBa ¢ BUCOKM 103¥ ubynpodeH. KomObuHupaHaTa TepanHs ¢ pa3iHuqHH
AHAATETUYHU CPEACTBA MOXE Aa JOBeAE A0 pa3BUTHE HA aHanreTHYHa HedponaTus, KOATO Aa
nporpecupa 1o 6bopeyna HeAOCTaTbYHOCT.

[l[pp naudeHTH ¢ ABTOMMYHHHM 3a00nsBaHHA (CUCTEMEH JYNyC €EPHTEMAaTO3yC, CMeECEHa
CbeHHUTENHO-TbKaHHa ©Oonect) ca HabOMOAaBaHU CHMIOTOMH Ha acerntHYeH MEHWHTHT,
rnasobonue, raaene, NOBPbLAaHE, BpaTHA PUTHAHOCT, GeOpHANTET, A€30pHUEHTALIMS.

Hoynpoden Moxe ga nMpUUMHM BpeMeHHO HHXxuOMpaHe Ha TpoMOOUMTHATA arperauvs W Ja
YABDKU BpPEMETO Ha KbpBeHe. 3aToBa € HEOOXOAUMO MOHUTOPHPAHE HAa MOKA3aTeNuTe Ha
KPbBOCBCHPBAHETO MpHM MAIMEHTH Ha J[IEUEHHE € AHTUKOArylnaHTH HJH ¢ HApYLWEHHA B
Koarynagusra.

[IpogbnxutenHoTro neveHwe ¢ ubynpodeH HWIUCKBA MOHUTOpUpaHe Ha OwbdpeuHara W
YepHOApoOHaTa (PYHKUMS, KAKTO U HA KPbBHATA KapTHHA, OCOOEHO NPH BUCOKO PUCKOBRH IDYIH
MalueHTH.

Hexenanute nekapCcTBEHW peaklun, c¢ebp3aHd ¢ npuem Ha HCIIBC, BxknwounTenHo Ha
ubynpodeH ce MOTeHUWpaT OT M[OpUeM Ha ankoxod. ToBa Baxd ocobeHO 3a racTpo-

MHTECTHHAJIHUA TPaKT M UEHTPa/IHATA HEepBHA CHUCTEMA. 3aTOBA KOHCYMAUMATA HA alKOXOJ
TpsibBa Aa ce u3bArea no spemMe Ha neveHue ¢ noynpoden v HCIIBC.

4.5 BzauMoaeHcTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYTrH JOPMH HA B3aHMOAEHCTBHE

Edextn na ubynpodeH BbpXy ApYIr# eKapcTBEHU CpeaCTRa

Ayemuicaruyuiosa Kuceauna
Eanoepemennara ynorpeba Ha ubynpodgeH ¥ aleTHncaluuunoBa KMceluHa OOMKHOBEHO HE €
NPENOPBUMTENHA NOPaAH NOBULLEH PUCK OT HEXENAHU peakUHH.

ExcnepuMeHTanHUTE AAHHW MNOKa3BaT, 4Y¢ MNPH €INHOBPEMEHEH npueM udvnpoden Moxe
KOHKYPEHTHO Ja NMOTUCKa e(deKTa Ha HUCKK A03M aleTHICAIMUHJIOBA KHCEJIHHA NO OTHOIIE
Ha TpoMOOLMTHAT arperauvs. Bhnpeku ye uma HEACHOTH OTHOCHO €KCTpAanOJHPAHETO




NaHHH KbM KNHHHUYHNWA Ccllydail, He MOXE J1a C€ U3KIIIOUH BL3IMOXKHOCTTA peAOBHATA JBJITOCPOYHA
ynotpeba Ha uOynpodeH na HamanisBa KapAUONPOTEKTHBHUSA ePEeKT HA alleTHICANHLMIOBATA
KMCeNlHHAa B HHCKH xo3u. CMsTa ce, Ye HAMA rojsAMa BepoaATHOCT oOMuaiHaTa ynotpeba Ha
ubynpodeH Aa AoBeae NJOKIMHHYHO 3HAUHM e¢heKT (BXK. To4dKa 5.1).

Hpyeuw HCIIBC: nopaan Halv4ueTOo Ha CHHepruqeH edekTt egHOBpeMeHHaTa ynorpeba Ha
Hakonke HCIIBC yBenuuaBa pucka OT KbpBEHE W yJUEpalMs HA racTPO-HHTECTHHAJIHUS TPAKT,

nopaan KOCTO HE CC ITPpENOPBhUYBA CAHOBPEMCHHOTC HM ITPHITOMKEHHUE.

Anmuroacyranmu: HCIIBC morar ga norenuupat edexta Ha aHTHKoarynaHTtuTe (BapdapuH u
XenapuH). LEIHOBpeMEHHaTa KM YIoTpebda M3WCKBA MOHUTOpHpaHe Ha MoKasaTelkdTe Ha
KPbBOCHCUPBAHE.

Tuxnronuoun: HCIIBC He Tpabpa ce ynotpeOaBaT €JHOBPEMEHHO C THKNONUAKH, NOPaJH PUCK OT
ATMTUBEH eekT NpU HHXHOUpaHe HA TpoMOoUUTHATA PYHKUMA.

Memompexcam: HCTIBC oaoxupaT TyOyaHaTa ceKpeLMsa Ha METOTPEKCAT, B Pe3Y1aT Ha KOETO ¢¢
HaMmansBa Herosua ObOpeyeH kiaupbHC. ToBa Moxe Jaa JoBele 10 nNOBUILABAHE HA
KOHUEHTpaUUHTE Ha METOTPEKCAT B KpPbBT4, HACTBOBAHE Ha peauula  MeTaboJMTHH
B3aUMOAEHCTBUSA U A0 3aCUNBAHE HA TOKCHYHHUTE MY e(eKTH.

3aToBa epHoBpeMmenHarta ynotpebata Ha HCIIBC BBB BUCOKM p03u (BKAOUMTENHO MOynpodeH)
U METOTpeKkcatr TpsOBa aa ce u3darasa. IlpunokeHHeTe Ha kKOMOMHMpaHa Tepanusd H3HCKBA
MOHHWTOpPHpaHe Ha ObOpeYHHUTE PYHKIHH.

Denumoun, aumuu. Ilpy eaAHOBpeMeHHO NpUIokeHUe Ha ubynpoden ¢ GeHWTOHH H JUTHIA-
ChABLPAKALUM MPOAYKTH € Bb3MOXKHO MOBHILUABAHE Ha CEPYMHHUTE HHWBA HA MOCJEAHHTE, NOpagH
KOETO € NPENOPBYUTENIHO NPOCIEAsBaHE HA CEPYMHUTE KOHUEHTPAUUK Ha NUTHH 1 PeHHTOHH.

Cwvpoeunu cnuxozudu. HCTIBC morar ga Bnowar CbLUECTBYBAWla ChpAEeYHA HEAOCTATHYHOCT M
Ja AOBenaT no MOBHLIABAHE HA NJA3MEHATA KOHLEHTpaUWs Ha CbPACHHHTE IJIMKO3HAH.
HeobxoaumMo € MOHHTOPHPAHE HA IUIAZMEHWTE HKUBA HA JIMTOKCHH.

Anmunocnuxozuow: HCIIBC wmoratr pa 3a0aBAT €NUMHHUPAHETO HA AMUHOTJIMKO3HIHHTE
AHTHOMOTHLIM M A& YBEJIMYAT TSAXHATA TOKCHUHOCT,

Mudghenpucmon: Ilpunaranero Ha HCIIBC 8-12 aHu cnea neuenue ¢ MHDENPUCTOH MoXe Ja
HaMalny ePeKTbT Ha MOCASAHHUA.

Cyagpanutypeunu  npenapamu: HCIIBC  noteHuupaT  XMNOraHKeMH4YHHS edexT Ha
cyndanunypeinuTe antuauabeTHynu cpeactea. Ilpenopbupa ce MOHMTOpHpaHe Ha HHBOTO Ha

KPbBHATA 3axap B Cliy4ai Ha KOMOMHHPAHO MPHIOKEHHE,

EdexT Ha ApYry AekapcTBEHU CPEACTBA BEPXY AeicTBHETe HA HOYNnpodeH

Anmuxunepmenzugiu cpedcmea u ouypemuyu: AHTUXUNEPTEH3UBHUTE CPEACTBA U JHYPETHLIHTE
MoraT aa noteHudpat Heppotokcuunoctta Ha HCIIBC. Ot apyra ctpana HCIIBC wmorar ga
HAMaNAT €peKTa Ha JUYPETHLUTE W aHTHXHIIEpTeH3UBHHUTE ¢peacTea (ACE unxuburtopu u Gerta-
bnokepm).

[Ipy mauueHTH ¢ HamaneHa OvOpeuHa ¢GyHKUMA (OeXuapaTtallns, guLla B CTapyecka Bb3pac




BAOMIKM B MNO-rojsaMa creneH ObOpeynara PyHKUMA W Jga [OBeae g0 ocTtpa ObOpedHa
HEAOCTAaThYHOCT, KOSATO B MOBEYETO caydaum e obpartHma, 3aroBa npu HEOOXOAUMOCT OT
KOMOHHHpaHa Tepanus Te3d NauveHTH TpAOBRA Aa ObJar NOCHBETBAHH A NPHEMAT AOCTATHYHO
KOJHYECTBO TEYHOCTH U Aa Objae npociaenssaHa 6b0peuHata M PyHKL KA.

EnnoBpeMeHHOTO npunoxeHue Ha uOynpodeH ¢ ACE uuxubutopn M KamMi-CbXpaHsBaLLH
ANYPETULH MOXE A3 NPEeAH3BHKa XMIepkaaueMHus. 3aToBa € HeoOXO0IWMO MOHHTOpHpaHe Ha

HHBOTO Hd KAJIHA.

Tpomboyumnu anmuacpecanmu (Kionuooepet u muxionuoun). [JoBHIIABA ¢€ PHCKBT OT KbPBEHE
OT CTOMALLHO-YPEBHHUA TPaKT.

Xorecmupavux: XONeCTUpaMUH HaMansaBa no 25% abcopbumara Ha ndOynpodgeH, nopaad KoOeTo
JABaTa J€KapCTBCHU Npenaparta He TpAOdBa Ja ce Npuaarar npe3 HHTEpRa o-MajbK OT | yac.

Huxrocnopun. KoMOuHupanoTo npunokeHue Ha Hskou HCIIBC v uuknocnopuH yBeanuana
pucka oT OBOpeuHo yBpexaaHe. To3n edekT He MOXKE Ja C& U3KIIOYM K NpH KOMOMHALMATA
noynpodeH W LHKIOCMOPHH.

Taxporumyc: YBenruaBa ce pUCKBT OT HEPPOTOKCHYHOCT.

3udoeyour: EnHoBpeMeHHOTO rpuioxenue Ha HCIIBC u 3ugoByauH yBenuuaBa pucKa OT
XEMaTOTOKCHHMHOCT. HeoOXoaAWMO e NpoBexaaHe Ha KPbBHU u3lciaeaBaHuda 1-2 ceaqMuuu clen
Ha4aJo0TO Ha KOMOMHWpaHaTa Tepanu4.

Pumonasgup: Moxe 1a nosuwuM nnasmenute koHuentpanuu Ha HCTIBC,

[Ipobeneyuo unu cyagunnupaszon: Morart fa 3abaBsT eNUMUHHPAHETO HA HOYTTpOdeH.

Dayopoxunoaonu. EnqnoBpeMeHHOTO npunoxedne Ha HCIIBC v gpnyopoxuHonoHHW yBenH4yaBa
pHCKa OT MOABa Ha IbpPUOBE,

Kopmuxocmepoudu: YBeNNUapa c¢ pUCKBT 332 Bb3HHKBAHE Ha KbPBEHe H YJILEpalllsi Ha ractpo-
HHTECTHHANHHUSA TPaKT.

barxroghen: TloBuiiaBa ce TOKCUUYHOCTTA Ha HaknodeH.
Mok1o6emud: 3acunsa edexra Ha uOynpodeH.

Aaroxoa, bugochonamu u nenmorcuputun. TloOBHILIABA C€ PUCKBT OT MOABA Ha HeEXeJlaHH
JIEKAPCTBEHH peakUHH U KbpBEHE OT CTOMALUHO-YPEeBHUA TPaKT.

4.6 @epTHIHTET, OPEMEHHOCT H KhpMeHe

bpexernnocm
[Ipunaranero nHa ubynpodeH Moxe Ja UMa HexkenlaH edexT BbpXxy OpeMeHHOCTTa H Pa3BHTHETO
Ha eMOpuoHa/deTyca, nopaay O1oKHpaHe Ha NPOCTAraaHIMHOBHS CHHTES.

Cnopel JaHHM OT NPOBEeASHHW ENWAEMHONIONHYHH NpoyuBaHWsa ynorpebara Ha wbynpodeH B
HAYaJIOTO Ha OpeMeHHOCTTa YBENUYaRa PUCKa OT CNOHTaHeH abopT, BpoJeHH MandopMaliuu
CBPAEYHO-CHAOBATA CUCTEMA U MaCTPOCXU3HC,




PuckbT HapacTBa ¢ IpHeTaTa 1033 H NPOABL/KUTEIHOCTTA Ha JieueHHeTo. Ot 20-ara ceamMuna ot
OpeMEeHHOCTTa HaTtaThbK ynotpedara Ha nbynpodeH MoXxe Aa NPUYKHRU OJIMTOXHAPAMHHOH,
IbKALL ce Ha HapyweHue Ha ObOpeunaTa hyHkuMA Ha detyca. Tosa Moxke J1a C€ NOSABH CKOpPO
clie]] 3anQYBaHe Ha JICYEHMETO U OOMKHOBEHO € 00paTUMO Npu NpeKparsaBaHe My. B nonbiHeHue,
“Ma chOOLLIEHUS 38 CTECHABAHE Ha ductus arteriosus Clel N1€HCHHE Npe3 BTOPUA TPHMECTBP,
MOBEYETO OT KOUTO OT3BYHABAT CIE]l NpeKpaTABaHe Ha AeueHueTo. CneaoBaTesiHO, Npe3 MbPBUSA
M BTOPHSA TPUMECTBP OT OpeMeHHocTTa HoynpodeH Tpabea 1a ce npuaara eAWHCTBEHO NPH
CTPOrH MEAMLUMHCKH NoKa3zaHus. B Te3n caydau tpabpa ce H3MoA3Ba Bb3MOKHO Hal-HUCKaTA
103a 338 MaKCUManHO KpaThK Nepuoa ot BpeMe. Cnea eKeno3uumusg Ha UoynpodheH B NpoabIKEHHE
Ha HAKOJKO JHH OT 20-aTa recTalloOHHa ceiIMULA HaTATbK TpsAOBa fAa ce OOMUCIH AHTEHATANHO
[poclieAsBaHe 33 OJTUFOXUAPAMHHOH U CTEeCHSBAHE Ha ductus arteriosus. Ynorpebarta Ha
ubynpodeH TpadBa 1a ce NpeyCcTaHOBH, ako ¢€ YCTAHOBK ONMHTOXHIAPAMHHUOH HJIH CTECHABAHE HA

ductus arteriosus.

[Ipez nocaegHust TpUMECTbP OT OpPEMEHHOCTTa, HHXUOWTOPUTE HA NpPOCTarJaHAUHOBHUS CUHTE?
MOTaT JAa OKaXaT CJCAHUTE HeXenaHu eekTH BbpXy Ij104a: NpexaeBpeEMEHHO
CTECHSABaHe/3aTBapsAHe Ha ductus arteriosus ¢ paspuTue Ha GenoapobHa XMNEPTOHHUS W KapAHO-
MyAMOHANHA TOKCHYHOCT, YBpexXJaHe Ha ObOpeyHaTa QyRKUMA, KOeTO MOXKE Aa Mporpecupa Ao
ObOpeyHa HEAOCTATHLYHOCT U OJIUCOXHAPAMHHOH (BX. MMO-TOpE).

Puck®bT 3a MalikaTa ¥ HOBOPOAEHOTO CE€ CbCTOM BbB BB3MOXHO YABMKABAHE HAa BPEMETO Ha
KbPBEHE (aHTHArperaHTeH eQEeKT), NOTHCKAaHe Ha MATOUHHMTE KOHTPaKILWH, KOETO Ja JOBEIe A0
MpOTPaxupaHo paxJjaHe. 3aToBa M3MOJ3BaHeTO HA UOynpodeH € NpOTHUBOMOKa3aHO npe3
ocIeAHU S TPHMECTBP OT OpEMEHHOCTTA.,

Kovpene
HoynpodeH ce ekckpeTupa ¢ MaW4MHOTO MJSAKO, HO B TepaneBTHYHH JO3M U KPaTKOCPOUHO
JIEYEHUE PHCKDBT 3a KbPMAUYETO € MaJIKO BEPOATEH,

Depmuiumem
Mma padnsy, ye COX MHXUOUTOpUTE/WHXHOUTOPUTE HA NPOCTArjaHAMHOBMS CHHTE3 OKa3BaT

HeOnaronpusted e(eKT BBPXY OBYJaUMATA W MO TO3H HAuMH W BbPXY GepTHIHTETA.
Bb3aefcTByeTo € 00OpaTHMO ces npekparsBaHe Ha JIeHEHHETO.

4.7 E¢ekTn BBpXY cnocobHocTTA 3a WodupaHe U paboTa ¢ MALIHHH

ITpunoxenueTo Ha MOYNpogeH B TepaneBTHYHHY A03H HE MOBNHABA CMOCOOHOCTTA 32 1WodHpaHe
U pabora ¢ MallMHK., Bbrpeku ToBa, NpU npHeM Ha BUCOKHM J03M ubynpodeH moraT aa ce
HabNONaBaT HEKENaHW peakuWd KaTo yMOpa, CBbHJAMBOCT, CBETOBBPTEX M HapylUEHHHA B
3PEHHETO, KOUTO MOraT Aa MOBJIUAAT BBPXY CNOCOOHOCTTA 32 WOQUpaHe H paboTa ¢ MallliHA,
To3u edekT ce noTeHUHpa OT MPHEM Ha aNKOXOJL.

4.8. Hexenanu JekapcTBeHH PeaKUHH

HexenaHuTte nexapcTBeHH peaklUMW B MNOBEYETO CAYYAH ca J1030-33BUCHMH. KIWHHYHHUTE
Npoy4YBaHHUs NOKa3gart, 4ye ynorpedata Ha noynpogen, ocobeHo BbB BUCOKH 4034 (2400 mg/neH),
MOXE Ja € CBbp3aHa C MOBHMIUBAHE Ha pHCKA OT apTepHanHH TpoMOOTHUYHH CBLOUTHS (HAMp.
HH(papKT HAa MUOKApAA MK HHCYNT) (BUXKTe Touka 4.4).

Haii-uecTHTE HeXenaHWw JeKapCTBEHW peakUHW ca HapyLUeHMATa OT CTpaHa Ha CTOMAallHO-
4YpEeBHUA TPAKT.




BBb3MOkKHU €a CNEIHUTE HEXKENaHH JJICKAPCTBCHH DCAKIIHH.

CbpAeyHH HapYlIIEHHS

MHoro peaku

[lannuTauuy, CbpAceyHa HEXOCTATbYHOCT, MUOKApAEH HH(APKT,
ocTep DenoapodeH oToK

C HEM3BECTHA YECTOTA

CuHapoM Ha Kounis

Hapyiierns Ha KPbBTA H AUM@HATA CHCTEMA

MHoro pejku

AHeMH4, NTeBKONEHHUA, TPOMOOLUTONEHHS, MTAHLUUTONEHUS,
arpaHyJIoLHTO3a

HHE}’IHEHHH Ha HCpBHATa CHCTEMA

YecTH

3aMasHOCT, r11aBpo0oIne, COMHONEHTHOCT, O€3ChHUE,
CBETOBBPTENK, Pa3pa3sHUMOCT

MHoro peaku

AcerTHYeH MEHUHTUT

HapymienHs Ha ouHTE

HeuecTH

3pUTENHH HapYIIEHUS

Penxu

TokcH4aHa aMOvonus

HapyumeHHst HA YX0T0 H JaOMPHHTA

MHOro peiku

TUHHTYC

PecrinpaTopHH, rPLAHH H MEIHACTHHAJHH HADYIIEHHS

HedecTH

bpouxocnaszobM, pUHUT

CToMaluHO-YPEBHH HAPYLIEHHNH

MHoro yectH

Jvcnencus, CTOMAallHK KHCEJIMHH, KOpeMHa D0JIKa, rajieHe,
noBpblltaHe, GraTyNeHUHs, THAPHA, KOHCTHAUMU S

YecTH

["acTpO-HHTECTHHAJIHY SA3BH € NMPOSBH Ha KbpPBEHE H nepdopauus
OKYNTHH KPBBOU3IHBH, KOUTO MOTAT A4 JOBEIAT JO XeMaTeme3sa,
MeJIEHa, aHEMHUS; YILUEPO3E€H CTOMATHT, KONUT, 000CTpsAHE HA
HIIEYC, YCAOXKHEHHS CBBP3aHH C AHBEPTHKYJIO3a Ha 1e0esoTo

yepBo (nepdopauus, bucTtyaa)
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HeuecTn

["acTput

MHOro peaku

E3odarut, naHkpeaTuT, YpeBHH CTPHKTYPH

HapyuieHusn na Ob0peunTe U NIHKOYHHTE NLTHINA

HeuectH

[losiea Ha OTOLM, OCOOEHO NPH MAUHEHTH C apTepHalTHA

XUMEePTOHUA UM 6BO0petHa HEAOCTATBYHOCT; HE(DPO3EH CHHIAPOM,

HHTEPCTULIMATIEH HEPPUT

MHoro peaku

[TanunapHa Hekpo3a (NpH NPOABLINKUTEIHO NeueHne)

HapyiieHHs HA KOXKATA H HOAK0XKHATA ThKAaH

MHoro peaku

Texxn koxHu HexenaHu peakuni (SCAR) (BKIKOYHTENHO
epuTemMa Myntudopme, ekconHaTUBEH AEPMATUT, CHHAPOM HA
Stevens-Johnson v TOKCHYHA enNUASPMaTHA HEKPOTIHU3a) ),
agonenus, HeKpoTuinpaiy Gacumur

C HeM3BeCTHA YeCcTOoTa

JlexapcTBeHa peakLUus ¢ €O3MHODUIINA U CHCTEMHH CHMIITOMH
( DRESS cunapom);

(OcTpa reHepaiu3npaHa ek3aHteMaro3Ha nycryno3a (AGEP);
Peakunu Ha GOTOUYBCTBUTEIHOCT;

CbJ10BH HapyLICHHSA

MHoro peaks

XHUNEePTOHHUA

HapylieHHa HA HMYHHATA CHCTEMA

HeuecTu PeakuMu Ha CBPBbXUYBCTBUTECTHOCT-YPTHKAPHSA, CHpOeK, nypnypa,
€K3aHTEeMa, aCTMAaTHYHU NPUCTBIIH
Penku CHHAPOM Ha IyNyC €pPHTEMATO3YC




MHoro peaxu OToK Ha nuueTo, HabbOBaHe Ha e3UKa, OTOK Ha NapHHKCA,
OpOHXOCNAa3bM, AUCNIHES, TAXHKAPAUS, XUTOTOHUS, LUOK
Xenarto- OuJIHaApHH HapYIICHHA

MHOro peaku YepHoapoOHa AMCcyHKLHSA, HEPHOAPOOHA HEQAOCTATLYHOCT,
OCTBP XETMAaTHUT, HKTEP

IIcHXHYHH HApYLIEHuS
Penknu Henpecus, oObpkBaHe, XaNOLUUHALHU

JlabopaTtopHu H3cieABaHUs: PAAKO ce€ HabmoAaBaT NMOBHILIEHUE HA a30THUTE TENa B KPbBTA, HA
UepHOAPOOHUTE TpaHCaMMWHA3¥W M ankanHata ¢ocdaTtasa; MOHMXXEHHE Ha XeMorjJoOHHa M
X€MaTOKpHUTa, HHXHOMpaHEe Ha TpoMOOLMTHATA arperaius, YAbDKEHO BPEME HA KbPBEHE, HUCHK
CEepYMEH Kanuui ¥ NOBUIICHUE HA CEPYMHATA KOHIEHTPpAUUA HA MHKOUYHATA KUCEIHHA.

Cpo01uaBaHe Ha NOAO3UPAHH HEXETAHH pEeaKIluU

CoobliaBaHeTO Ha NOAO3MPAHH HEeXenaHW peakUud chiel paspellaBaHe 3a yhnorpeba Ha
NeKapCTBEHUS TNPOAYKT € BaxkHO. [oBa Mo3BOAsSiBZ Jda NpOoAb/HKH HaOMIOACHHETO Ha
CLOTHOLUEHHETO NON3a/PUCK 32 JNEKApPCTBEHMA NpoAYKT. OT MEAHUHHCKHUTE CHELMNATNCTH e
HM3KHCKBA Ja ChOOLIABAT BCAKA MMOJ03HpaHa HeXENaHa peakLUMs Ypes;

M3nbiIHATENHA areHUMA Mo 1eKapcTBaTa
v ,,Hamsau [ pyes™ Ne 8
1303 Codus, brarapus

Ten.: + 359 2 8903417
yebcaliT: www.bda.bg

4.9. Ilpeao3upane

fornsllaHeTo Ha xauHuuHO 3Hayumu ao3u HCIIBC ce nposBsBa ¢ racTpo-WHTECTHHAIIHH
CUMIITOMH - raJicHe, NOBLLUAHE, endractpajina 0onka, aunapus. Ilo-paako MOxe na Bb3HMKHE
KbpBEHE OT CTOMALLHO-UPEBHUA TpakT. IlposBUTe OT CTpaHa HA HEPBHATa CHCTEMA ca
rnapodonMe, 3aMasHOCT, CBETOBBPTEXK, THHUTYC. Bucokute ao3m HCIIBC aeicteaT TokCcHdHO
BbPXY LICHTPAIHATA HEPBHA CHUCTEMA, KOETO C€ u3pa3aBa B ChHIUBOCT, BL3OYAa, Ie30pUeHTal1 g,
repuoBe und koma. OrpassHero ¢ HCIIBC Boan a0 metaGonutHa auuao3a MU yabL/KaBaHe Ha
npotpoMOHHOBOTO BpeMe/INR. Bnocneacteue e BB3IMOXKHO pa3BUTHE HAa ocTpa OnbOpeyHa H
YyepHOAPOOHA HEAOCTATHUHOCT, MOTHCKAHE Ha AMILAHETO, LIHAHO3a H XMNOTOHHS.

JICYEHHETO € NOANBPIKALLO H CHMNTOMATUYHO M C€ W3pa3aBa B OCHTYPSBaHE HA NPOXOJMMOCT Ha
AUXATENHUTE NMbTHILA, MOHUTOPHPAHE HA KPBLBHOTO HaNATaHe, MyJjca MU OCTAHAIHTE XKUBHEHH
nokazarenau A0 crabunu3upaHe Ha ChCTOAHHETO. B chyyait ye nauHenTsT € NorbiHal nopeye ort
400 mg/kg Terno ubynpoder € xkenatenHo Ja ce HalpaBd CTOMALIHA MTPOMHUBKA ¢ MEIULIMHCKH
BLIJIEH B paMKHTE Ha | 4ac ciea oTpaBaHeTo. AKO ubynpogden e Bede abcopOupaH ¢e NpUCTHIBA
KbM (POPCHpaHa ankaina auypesa. Hama cneundrved aHTHOT.

5. ®APMAKOJIOTHYHU CBOHUCTBA

5.1. PapMaKoAHHAMHYHH CBOHCTRA
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(DapmaxkoTepaneBTUYHA [pyna: HECTEPOUAHH [IPOTUBOBBLINAJUTEIHH H  AHTHPEBMATHYHH
NEKApPCTBEHH CpeAcTBa, MPOH3BOAHHU Ha MPOTTHOHOBATA KHCENHHA.
ATC kon — M01AEO1

Hﬁ}’ﬂpOCbEH € HECTCPOHAHO NPOTHBOBBINAIHTCIHO JICKADCTECHOG CPEACTBO, KOCTO ITIpUTEMXaBa
NPOTHBOBB3INANUTCAHO, dHANTCTHYHO H AHTHIITHPECTHHHO NEHCTBHE.

HMoynpoden xynupa Gonxka ¢ Bb3MATUTENHA TeHE3a W MOBIMABZ OCTAHANUTE INPH3HALM Ha
BBH3MAJNEHUETO - OTOK H MOBHILICHA TeMIIepaTypa.

MexaHU3bM Ha JEHCTBUE

HNoynpodeH MoTHCKa CHHTE3a Ha NPOCTArJaHAWHH KaTO HHXHOMpa akTHBHOCTTA HA €H3HMa
uHKkIooxcurenasa. OcseH Toa n6ynpodeH okassa HHXHOHUTOpeH edekT M BbpXY ADP (ageHozun
audochaT) UK KonareH-CTUMYyaupaHaTa TpoMOOLMTHA arperayusi.

ExcriepiMeHTanHuTe JaHHY NOKA3BaT, Ue NPH €AHOBPEMEHEH NpUeM HObynpodeH Moxe
KOHKYPEHTHO Aa MOTHCKA edeKTa HA HUCKH 031 alleTHACANKIINIOBA KHCENHHA NO OTHOLIEH e
Ha TpoMbounTHaTa arperaudsa. Hakou dapMaxoaMHaMHUYHH NMpOYyUYBaHKUA MOKA3BAT, Y€ KOraTo ce
npueMar eJuHH4HU 1031 Hoynpodgen 400 mg 1o 8 u. npeau unu 30 MUH. ¢l NpHEM Ha
aLleTUACANHLUIIOBA KHUCETMHA ¢ HEMOCPEACTBEROTO ocBOOOKAaBaHe (81 mg), ce oTcnabBa
edeKTa Mo OTHOLEHHE Ha 00pa3yBaHETO Ha TPOMOOKCAH nan TpoMOOUUTHA arperauus. Bornpeky
ye UMa HEACHOTH OTHOCHO €KCTPallOJIMPaHETO HA TE3W JAHHH KbM KNHHUYHUA ciy4yalid, He MOXE
Ja ce M3KIOUYH Bh3MOXKHOCTTA pPEA0BHATA ABATIOCpOoYHa ynoTpeba Ha nOynpoden na Hamansea
KapAUONPOTEKTHBHUS €(PEKT Ha aUeTHICATHUMIOBATA KHCEIMHA B HUCKHA 103H. CMATa ce, ye
HAMA rojigMa BepOSTHOCT oOHYaiiHaTa ynorpeda Ha udynpoden aa aoseae A0 KIHHUYHO 3HAUYUM
edexT (BHXKTE ToYka 4.5).

5.2. PapMaKOKHHEeTHYHR CBOHCTRA

Pe3opbuus
HoynpogeH ce abcopbupa Obp30 OT CTOMALIHO-YPEBHHS TpakKT. MakcUManHH 1Ja3MeHH
KOHUEHTpPaLHH ce JOCTUraT 1-2 yaca cnel nepopanHoTO MPHAOKEHHE,

Pasnpenenenue
Hbynpoden ce pasnpenens 6bp30 U HHTEH3UBHO B UEIWS OpraHu3bM. CBbp3Ba ce ¢ MIa3MeHHTe
npoTeuHU B 99%.

MeTabonuabm
Metabonusnpaneto Ha WOynpodeH c¢e H3BLPUIBA B UYEpHHS Apod upe3 XHAPOKCHIHpaHE W
kapbokcHnupane. OOpa3yBart ce 1Ba HeaKTHBHU MeTabonnTa.

EanMHHHpane
[InasmenusaT nonyxuBor Ha ubynpodeH ¢ oxkono 2.5 daca. PapMakoNOrMYHO HEAKTHBHMTE
METabONHTH Ce EKCKPETUPAT NpearMHO Ype3 6bOpeunTe (B 90%), a CHIUO W upe3 HKITbUKAaTA.

5.3. [lpeaxnuHHuHu JaHHHU 3a Ge3omacHoCT

CyOXpoHHYHATA M XPOHHYHATA TOKCHYHOCT Ha uOynpodeH B NpOyYBaHWA MpH XKHBOTHU Ce
H3pa3siBa OCHOBHO ¢ YBPEXKAaHe HA racTpO-HHTECTHHAJIHUS TPaKT U YaUEpaUuH.

{n vitro W in vivo TeCTOBE He NOKa3BaT KIMHUYHO 3HAUYUM MYTareHeH noTeHumnas Ha noynpode
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He e ycTtaHoBeH KaHUeporeHeH eeKT NpH K3CNEABAHUA BbPXY MULLKH 4 NIBXOBE.

MN3cnenBaHuss BBPXY pa3MyHU XKHUBOTHHCKM BUAOBE [MOKa3paT, 4e uHOynpodeH noTHCKa
OByJallMsiTa U HApyliaBa MMINJAHTHPAHETO Ha 3apojvlla B MartoyHata cTteHa. HMoynpodex

NnpeMHHaBa auarnialeHTapHO.
6. PAPMAIHEBTHYHHU JAHHH
6.1. CnHCBLK HA NOMOILIHUTE BellleCTRBA

Tabremuo 20po.

MHKpOKpHCTAZIHA UENY103a

CunuuueB JMOKCHA, KonoHAeH 6e3BoleH
KpockapMmenosa HaTpuid

Hatpues naypuncyndat

Marnesaues cTeapar

Durmogo nokpumue.

Opadry 11 85F18422 White, cbabpxaul;
[Tonu(BUHUIIOB ANKOXO.)

THTaHOB AHOKCHA

Makporomn

Tank

6.2. HecbBMEeCTHMOCTH

He ca n3BecTHH.

6.3. Cpok Ha roaHOCT

3 rOOUHH.

6.4. CnenHanHK yCTOBHUSA HA ChXPaHEeHHe

ITpu TeMnepatypa noa 25°C.

6.5. Bua H ¢chbabpKaHHE HA ONIAKOBKATA

[TbpBuuRa onakoBka — 10 Tabnetku B 6auctep ot TBBpA0 PVC/ anymMunuero donno.
BtopuyHa onakoBka — 1 unu 2 O1HCTEpPa B CrbBacMa KapToHEeHa KyTHSA, H3paboTeHa OT
€IHOCTPAHHO MUIMEHTHO MOKPHT KAPTOH.

He BCHYKHM BHIOBE ONAKOBKY MOrar Ja ObaaT nycHaTH B npoaaxoda.

6.6. CneuHaTHH Npeana3Hu MEPKH IIPH H3XBbPJiAHEe H paboTa

He ca U3BeCTHM.

7. IIPUTEKATEJI HA PAZPEILIEHUETO 3A YIIOTPEBA

IAHCOH-BI" OO
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ya. ,,Oten Tlancnit™ Ne 26
2400 rp. PagpoMmup
bbarapus

Ten.: +359 2 4519300
e-mail: office(@danhson.com

8. HOMEP HA PASPEUHIEHHETO 3A YIIOTPEBA

Pernctpaunonen Homep: 20200129

9. JATA HA II'bPBO PAZPEHIABAHE/MTIOJHOBABAHE HA PAZPEHIEHHUETO 3A
YIIOTPEBA

Harta na nspBo pa3zpeluasane: 03.08.2020.
JlaTa Ha nocneaHO NMoAHOBABAHE:

10. JATA HA AKTYAJINBUPAHE HA TEKCTA

Hexkemspn, 2023
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