1. HUME HA JTEKAPCTBEHUSA IPOAYKT

ACIIUPHH IMPOTEKT 100 mg cToMalHO-YCTOHYHBH TaOIETKH
ASPIRIN PROTECT 100 mg gastro-resistant tablets

2. KAYECTBEH 1 KOIMYECTBEH ChCTAB

| Tabnerka chabpxka: 100 mg aueruncanuumnnosa kucenuna (acetylsalicylic acid).
3a MbJIHKS CNUCHK HA MOMOLLHUTE BELLECTBA BUIKTE TOYKa 6.1.
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4.1 TepaneBTHYHH NoOKA3AHHA

ALETHIICAIMLIMIIOBA KHCENMHA € MOKa3aHa MpU Bb3PacTHHU 3a ynorpeda MpH clielHUTEe ChpleyvHO-

ChJAOBH ChCTOSHHUA:

- 3a HamansBaHe PUCKa OT CMBPTHOCT IMPH MALMEHTH CbC CbMHEHHWE 3a OCThP MHOKAp/IeH
HHpapKT

- 3a HamansBaHe pycKa OT 3a00/1IeBAEMOCT M CMBPTHOCT TPH MALIMEHTH C NpeKapaH MHOKapaeH
HHbapKT

- 3a BTOpUYHa NPo¢HIAKTHKA HA HHCYIT

- 3a HamassiBaHe pucka oT npexoaHu ucxemuunu ataku (ITHA) u uncynt npu nauuentu ¢ [TUA

- 3a HamansBaHe pUcKa OT 3a00JIeBAEMOCT U CMBPTHOCT MPH MALMEHTH ChC cTabMIHA 1
HecTaOUIHA CTeHOKapaAWs

- 3a npeBeHLMA HAa TPOMOOEMOOJIH3BM Clle/l Ch/I0BA XMPYPTHs HITK APYTH HHTEPBEHLIMH, HAIp.
PTCA, CABG, kapoTHaHa eH1apTepeKTOMHsl, apTEPHOBEHO3HH LI'LHTOBE

- 3a npodunakTuka Ha AbI00Ka BeHO3Ha Tpombo3a u benoapobHa emGonus cren
NpOab/KUTEIHA UMOOHITH3ALMSA, HATIP. C/IeJ] TONAMa XHPYPriuHa HHTepBEHLIUs

- 3a HamasBaHe PHCKa OT MbPBH MHOKap/ieH HH(APKT MPH X0opa ¢ NOBHLIEHH CbhP/Ie4YHO-CHI0BH
puckoBH hakTopu

4.2 Jl03HpOBKa H HAUHH HA NPHJIOKEHHE

£03HQOBK3

OcTtbp MHOKapaeH HH(BAPKT: npHeMa ce mbproHavaiHa 103a ot 200 mg no 300 mg BenHara npu
NoAo3peHHUe 3a MHOKapaeH HHapkT. [Tonabpikawa aoza or 100 mg 1o 300 mg npoabikasa aa ce
npuema 30 nuu cnen undapkra. Crnen 30 1Hu cienBa 1a ce 0OMHCIH AOMBJIHUTETHA TEparnus 3a
NPEBEHLIHA Ha MOBTOPeH MHOKap/eH MHpapkT. [IbpBoHauanHaTa no3a Ha BCUMKH JIeKapCTBEHH
(hOpMH, BKJIIOUMTENTHO CTOMALLIHO-YCTOHYHBHY TabNeTKH 3a Ta3W MHAMKalM TpAOBa J1a ce cMauKa Wil
C/AbBYE W MOrbIHE, 32 1a ce nocturie Obp3a abcopbums.

Ilpenuiuen muokapaen undapkr: 100 go 300 mg gHeBHO.

Bropuuna npogunaktika Ha uHeyar: 100 no 300 mg aHeBHO.

[pu nauuenTtu ¢ [THA: 100 go 300 mg aqHeBHO.

[1pu naumenTH cbe crabunna u Hectabunna creHokapaus: 100 no 300 mg aHeBHO.
IIpeseHums Ha TPOMOOEMOOIN3BM Clle/l ChA0BA XMUPYPrUs WK JAPYrH HHTEPBEHLIHHU:
JHEBHO.




[TpodunakTika Ha AbNOOKa BeHo3Ha TpoMbo3a H 6enoapobua embonua: 100 no 200 mg AHEBHO WK
300 mg npes neH.
HamansBsaHe pucka OT mMbpBHYeH MHOKapaeH HHGapkT: 100 mg nnesHo niu 300 mg npes new.

Heduampuuna nonysayus

BesonacHocTTa M epukacHO¢TTa Ha AcipuH [TpoTtexT npy neua Ha Bbapact nox 18 roauHU He e
ycraHoeeHa. Jlunceat gaun. ETo 3amo, Acnupni [potekT He ce npenopbuea 3a ynotpeba npyu aeua
noxa 18 ronunm.

Hayuenmu ¢ veproopobno yepedcoane

AcnupuH IIpoTekT e NpOTHBONOKA3aH NPH MALMEHTH ¢ TeXKA YepHoaApodHa HEAOCTATLUHOCT (BXK.
Toyka 4.3). Acnupun INpotekT TpaOBa Aa ce M3NON3Ba ¢ 0COOEHO BHUMAHKE NMPH MAaUHEHTH ¢
HapylleHa YepHoapoOHa dyHKuuA (Bak. Touka 4.4).

Hayuenmu ¢ 6v6peuno yepexcoane

AcnupuH [TpoTeKT e MpoTUBONOKa3aH NMpH NAalMEHTH ¢ TexkKa ObOpeuHa HeAOCTaTbUHOCT (BXK.
touka 4.3). Acnupun IporekT Tpabea Aa ce U3nonsea ¢ 0cobeHo BHUMAHHE NPH HALMEHTH C
HapylieHa 6b0peyuHa QyHKLMSA, Thii KaTO alETHIICATHLIMIOBATA KHCEIHHA MOXKe JOMbJIHHTENHO Aa
YBeJIHYH pHCKa oT OBOpeuHo yBpexaase W ocTpa OnOpeuHa HeaOCTaTLYHOCT (BXK. TOYKa 4.4).

HaunH Ha NpHIOKEHHE

3a nepopaliHo NPHIIOKEHHE.

IMpenopBbUMTENTHO € CTOMALLHO-YCTOHYHBUTE TabneTky € fa ce B3eMaT noHe 30 MHHYTH npeau
XpaHeHe ¢ MHOro Boja. CToMalHo-yCTOHYHBHTE TabneTku He TpAGBa Ja ce MauKaT, YynaT HITH
AbBYAT, 32 1a OCHIYpH 0cBO00XKaBaHETO B anKkanHaTa cpea Ha yeppaTta. OcTbp MHOKapJeH
HHpapkT: MbpBOHAaYanHaTa J03a TpAGRa na 6bae cMavkaHa WM CALBKAaHA U MOrbITHATA.

43 IpoTHBONOKAIAHNSA

AueTHUNncanunuiIoBa KHceNHHa He TpAOBa na ce H3NOoN3Ba B CieIHUTE CYYaH:

¢  CBpBXYYBCTBUTEJHOCT KbM SKTHBHOTO BELIECTEO, IPYTH CATHLMIATH WIH KbM HAKOE OT

NOMOILHHTE BEWIECTBA, H30POEHH B TouKa 6.1,

¢ AHaMHECTHYHH JaHHH 3a acTMa, HWHAYUHpaHa OT MPHIOKCHHE HA CalHLMIATH WM
cy6eraHUMH ¢ nopobHo AeficTBUe, 0c00eHO HECTEPOMAHH NIPOTHBORB3NATHTENHH JIEKAPCTERA,
OCTPH CTOMALUHO-YPEBHH A3BH,
XEMOparuuHa guaresa,
TeXKa ObOpeyHa HelOCTaTBYHOCT,
TEKKa YepHOAPOOHa HEAOCTATBYHOCT,
TeXKKa ChbPAEYHA HEAOCTATBYHOCT,
KOMOMHALIMA C METOTpakcaT NMpH A03M 15 mg/ceaMuuHO WK nosede (BXK. Touka 4.5),
NOCJEHOTO TPUMECeUHe Ha OpeMeHHOCTTA. (BXK, TOUKa 4.6).

4.4 CoennaiHH npeaynpexieHns H NPeInazHd MEPKH NpH ynorpeta

AueTuncanuuuIoBa KMcenuHa TpaGBa [a ce H3MOoN3Ba ¢ 0cO0EHO BHHMAaHKE B CIIEIHHTE ClTyuaH:

¢ CBLPXUYBCTBMTEIHOCT KbM AHANTE€THLM / MPOTHBOBL3NATHMTENHH / aHTHPEBMATHUHH
NIeKapcTBa M B PHCHCTBHE HA APYTH alepruu;

®  aHaMHECTHYHH JaHHHW 33 CTOMAaIIHO-YPEBHH A3BM, BKJIIOUHTEHO XPOHUYHA WITH
peLMAMBHpaLia s3BeHa GoNecT HAW AHAMHECTHYHH JaHHH 33 CTOMAUIHO-YPEBHH
KPBHBOH3NHEH;
€HOBPEMEHHO JIeYeHHE C AHTHKOATryNaHTH (BXK. To4ka 4.5);
NPH MaUHEHTH ¢ HapyuieHa Os0peuHa YHKUMS WIIH NAalHEHTH C HAPYLIEH




ThH KaTO alEeTHIICATHLIMIIOBATA KHCENHHA MOKe JOMBJIHHTENHO 1a YBETUYH PHCKA OT
OnOpeuHO yBpexaaHe 1 ocTpa 6BOpeyHa HEJOCTaTBUHOCT;

® MNpH NaLKeHTH, CTPAJALLH OT TexKa rmoko30-6-tbocdar aexuaporeHazna (G6PD)
HEIOCTATHYHOCT, ALETWICATHLIMIOBATA KHCETHHA MOXKE 12 HHAYLIHPpa X€MOJTH3a WX
XeMOJIMTHYHa aHeMHs. PakTopH, KOMTO MOraT Ja YBeHYaT PUCKa OT XeMOJIH3a ca Hanp.
BHCOKA I03HPOBKA, TPECKA HITH OCTPH HHEKLIHH;
yBpeneHa yepHoapoOHa pyHKLHA;

®  METaMH30J]1 H HAKOM HECTEPOMIHH NMPOTHEOBB3NANuTeIHH cpeactea (HCIIBC), kato
HOynpodeH ¥ HanpokceH, Moxe 1a oTcnabaT MHXUOHTOPHHA edeKT Ha alleTHNCANMLMNOBATA
KHCeNHHA BbPXY TpoMbouuTHaTa arperaums. [launenTure Tpabea na 6baaT NockBETBAHH Aa
TOBOPAT C TCXHHA JIEKap, ako €a Ha JICHCHHe ¢ aUETWICANHLIMIIOBA KACENNHA H IUTAHHPAT Aa
npuemat Metamuson Wi HCTIBC (Bax. Touka 4.5).

®  aUETHICATMUMIOBATA KUCETHHA MOXKE Na NPHYHHKY OPOHXOCMA3bM M MHIYUHPA aCTMATHYHH
aTaKy HITH APYTH peakLMH HA CBPbXUYBCTBHTEIHOCT. PHckoBH dakTopH ca chliecTByBalia
OpoHXHaNHA aCTMa, CeHHA XpeMa, Ha3alHH NOJHNM Wi XpoHHYHO GenoapobHo 3abonsBale.
ToBa ce OTHacs ChILO M 32 NALMEHTH € AMEPrHYHH PEAKLHH (HAMNp. KOXKHH PEaKIHH, ChpOex,
YPTHKapHs) KbM APYTH BELLECTBA;

¢ TpH NaLMEHTH, TEKYBAHH C aLETHIICATMLIMIIOBA KHCENHHA ca ChOOLIaBaHH peIKM ClTyyau Ha
OCTpa MHOKap/IHa HCXEMHA CbC HIH 0€3 HHOAPKT Ha MHOKApJa KATO 4acT OT peakuus Ha
CBPBXYYBCTBHTENHOCT (cHHAPOM Ha KyHuc). B ciyu4ait Ha noTebpaeH ciHapom Ha KyHuc,
AB/KALL CE HA aLETH/CATHUMIOBA KHCETHHA, IpuemMbT Ha AciupuH [IporekT Tpabea aa ce
npeKpaTH He3abaBHo.

®  nOpaaH HHXHOWTOPHHAT edeKT BbPXY TPOMOOLIMTHATA arperauus, KOHTO MOKe A2 MPOTBIKH
JIO HAKOJIKO JIHH Cliel IPHIOKEHHE, alleTHICAIHLMIOBATA KHCEIIMHA MOXe a JOBeae A0
TNIOBHLLIEHA TEHAEHLNA OT KPEBOH3NHBH MO BPEME U CIIE] XMPYPrHUECKH OfepalivH
(BKNIOUHTETHO MAJIKA XHUPYPrus, HAND. 30HH eKCTPaKLHH);

® B HUCKM J03H aUETHNCAIHLMIOBATA KHCEITHHA PEYLIMPa eKCKPELMATA Ha MHKOYHATA
kucenuHa. Tosa Mmoxe la MPOBROKHpa NMoAarpa NPH NpeapasnooKeHH MaLHeHTH;

[MeanaTpuyHa monmynanus

JlekapcTBEHM NPOAYKTH, ChABPXKALIH aLETHICANTHLWIOBA KHCEIHHA He TpaORa na ce H3NOA3BAT NPH
Jela H IOHOILH ¢ BUPYCHH WHOEKLIMH, Che WK §e3 BUCOKA TeMNepaTypa, 6e3 KOHCynTauus ¢ Jiekap.
[Ipu onpenenexu BHpycHH 3abonasaHus, ocobeHo rpun THN A H B W BapHuena, CBUIECTBYBa PHCK 32
pa3BHTHE Ha CUHApoMa Ha Peit, MHOrO PAIKo, HO BL3MOXHO XHBOTO3acTpallaBauio 3abonsBaxe,
KOETO U3HCKBA He3a0aBHA MeIULIHHCKA NnoMoll. PHCKBT MOXe 13 ¢& yBEIHYH, KOraTo
AUETHIICATHLMIIOBATA KMCE/HHA Ce NpHIara eJHOBPEMEHHO, BBIIPEKH e HE € JoKazaHa NPUHMHHHO-
CNIENICTBEHA BPB3Ka. AKO NPH TaKHBa 3a00ABaHHA CE NOABH MMPOIbIKHTENHO MOBPHILAHE, TOBA MOXKE
Aa € IPH3HAK Ha cUHipoMa Ha Pei.

Tosa nexkapcTBo ChABPKA No-Manko oT | mmol HaTpuii (23 mg) Ha TabneTka, T.e. MOXKe Ja ce Kaxe,
Ye MPaKTHHECKH HE ChABPIKA HATPUIL.

45 B3anMoaeiicTBHE ¢ APYry JIEKAPCTBEHH NPOAYKTH H ApYri GopMH Ha B3aAMoJelicTERE
4.5.1 TlporHBonoKa3aHH KOMOHHANMBH!

MeToTpexcaT, H3INOJI3BaH B J03H NO-BHCOKH oT 15 mg/ceAMNUHO HIH NOBeve:

IoBHIIEHa XeMaTONOTHYHA TOKCHYHOCT HA METOTpEKcaT (MOHMKaBaHe Ha GbOpeuHus KIHPLHC Ha
METOTpEKCAT OT NPOTHBOBL3NANHTEIHY JIeKapcTRa B rofiIMa creneH H H3MECTBaHE Ha METOTpPEKCaT OT
HErOBOTO CBLP3BAHE C ILUTAIMEHHTE MPOTEHHH OT canHuUMnaTHre) (BxK. Touka 4.3).

4.5.2 KomMOHnanaM, KOHTO HAJIATAT NPEINA3HA MEPKH NIPH H3NOJI3BaHe:

MeTorpexcar, H3MOA3BAH B J03H MO-HHCKH 0T 15 mg/cenmuvno:




TloBHilleHa XeMAaTONOrHYHa TOKCHYHOCT Ha METOTpEeK AT (ﬂDHH)l{aBaHe Ha G%GPB‘IHHH KITHPBHC Ha
METOTPEKCAT OT NPOTHBOBL2MATUTC/HH TEKApPCTBA B rofAsMa CTENECH H H3IMECTBAaHE HA METOTPEKCAT OT
HETOBOTO CBBpP3BaHE € NNMA3MEHHUTE IMPOTEHHH OT ca.nuuuna‘rme).

MeTamMH30/1 H HeCTEPOHAHH NPOTHBOBL3INAINTENHM cpeacTea (HCIIBC):

EnHoBpeMeHHOTO NpuiokeHHeTo (ChILMA AeH) Ha MeTamH3on u Hakod HCIIBC, karo ubynpoden u
HalpoKceH, MoXe Ja oTcnabn HeobpaTHMO TpOMOOLMTHOTO HHXHOKMpaHe, HHAYLMPAHO OT
aueTHICANHLIWIOBaTa KucennHa. KiiHHIWYHOTO 3HaueHHe Ha Te3u B3aUMOAEHCTBHS HE € W3BECTHO.
Jlewenneto ¢ Mmetamuson unu Hakou HCIIBC, kato ubynpodeHn unu HanpokceH, NpH NaLHEeHTH ©
NOBMLIEH ChPAEYHO-CHIOB PHCK, MOXKE [1a OFPaHHYH ChpJEeYHO-ChAOBATA 3ALIIHTA HA
ALETHICATMLMIOBATA KMCEUHA (B, Touka 4.4),

EkcnepHmeHTanHu 1aHHM Noka3BaT, Ye HOynpodeH Moxe 1a MHXHOHpa edekTa Ha HHCKO-1030BHA
acnUpuH BbpXy TpoMOOLIMTHATA arperalys, KOraro ce Npuiarat egHoBpeMeHHo. [Topaau
OrpaHHYEHOCTTA HA T€3H JaHHH H HECHTYPHOCTTA OTHOCHO eKCTPANONauHATa HA IAHHHTE €X ViVO KbM
KIHHHYHHTE HE MOTAT Aa C& HANpaBAT KaTErOPHYHH 3aK/II0YEHHA 3a peJoBHATa ynoTpeba Ha
nbynpodeH, 1 HAMa KIHHHYHO 3Ha4YHM eteKT, KOHTO Ja ce CIMTA 33 BEpOATEH NPH HEPEAOBHA
yrnoTtpeba Ha uOynpodeH (Bxk. Touka .1).

[pH enHOBpeMeHEH NMpHEM METAMH30JI MOXE 2 HAaMATH edeKTa Ha aLEeTHIICATHLIHIOBATA KHCEMHHA
BBpXY TpoMOOIMTHATa arperauus. CnenoBaTenHo, Ta3H koMOuHaluua Tpsabea na ce w3nonsea c
NOBHILEHO BHUMAHHKE MPH MaLMEHTH, MPHEMALIM HUCKA 1032 ACTIHPHH 38 KapAHOTIPOTEKLIHA.

ANTHXOATYJIARHTH, TPOMBOIHTHIH/APYTH HHXHOATOPA HAa TPOMOONHTHATA
arperpanHsa/xeMocrasa:
INoBHlLIEH PUCK OT KbPBEHE.

HecTrepongHH OpOTHBOBL3NAJIHTETHH CPEACTBA ¢HC CATHIHAATH:
[ToBHILIEH PHCK OT A3BH H CTOMALLHO-YPEBHO KbPBEHE NTOPaAH CHHEPrUYHHS edeKT.

CenexTHBHH HHXHOHTOPH HA 00paTHOTO 3aXBAIIaHe HA CEPOTOHHHA:
IMoBHLIEH PHCK OT KbpBEHE B FOPHHMTE YACTH Ha CTOMALITHO-YPEBHHA TPAKT MOPaIH Bb3MOXKEH
CHHEpruyeH edexT.

JHroKcHH:
[Ina3sMeHHTEe KOHLIEHTPALMH HA JTHIOKCHH ¢a NOBHUIEKH, MOpanyd HamanseaHe Ha 6u0peuHaTa
€KCKpeLus.

AHTHAHAGETHH, HANIP. MHCYJIHH, CYI(OHAIYPeHH NPOAYKTH B KOMOHHAIIHA ¢
ANETH/JICATHIHIOBA KHCEJHHA BLB BHCOKH J03H!

[ToBHlIEH XMNOrTHKeMHU4EH eeKT NPH NO-BHCOKH J03H ALETH/ICATHUMIOBA KHCEHHA MOCPEACTBOM
XHNOTJIMKEMHHYHOTO AEACTRHE HA ALIETHIICATTHLIMIOBATA KHCETHHA H M3MeCTBaHe Ha Cyi(aHuIypeaTa
OT MACTOTO Ha CBbp3BaHe C NIA3MEHHTE MPOTEHHH.

JAuypeTHIH B KOMOBHAIIHA ¢ ANETH/ICATRIHNIOBA KACEJHHA BLS BHCOKH J03H:
Hamanena rnomepynHa ¢untpanust NocpeaCTBOM HaMalneHa 6b0peuHa CHHTe3a Ha NpocTariaHaHHH.

CHcTeMHH IIIIOKOKOPTHKOHAH, ¢ H3KJI0YeHHe HA XHIPOKOPTH30H, H3TI0J3BaH 32 3aMeCTBAIN0
JiedeHne npu Aauconosa Gogecr:

[TonuxcapaHe Ha KPbBHHTE HHBA HA CAIMLIMNIATA N0 BPEME Ha KOPTHKOCTEPOHIHOTO JICUEHHUE
OT CAJTHLIMIATHO NPEJO2MPAHE C/IEM KATO TOBA JISYEHHE CE CIpe, OpagH NOBUILEH
CaTHLIMIIATUTE OT KOPTHKOCTEPOH/IH.
Ennospemennara ynorpeba MoXe /1a NOBHIIH PHCKA OT FACTPOHHTECTHHAIIHO KBpJ

Huxnbutopn Ha aHTHOTEH3HH KoABepTHPam eH3uM (ACE) B komGunanusn ¢
AlleTHJICAJIHIH/IOBA KHCEJHHA BHE BHCOKH I03H:
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HamaneHa rinoMepynHa (I)HJ]Tpal.lHS[ NMOCpEeACTBOM MMOTHCKAHS Ha CbAOPASMIHPABALLH [IPOCTArTAHAHHH.
Oceen TOBa, HAMAJICH aHTHXHIEPTECH3IUBEH e(belcr.

BainpoeBa KHce1HHA:
MMoBUILIEHA TOKCHYHOCT HA BANMNPOCEA KHCEIMHA, MOPaJl M3MECTBAHE OT MECTATA Ha MPOTEHHHO
CBLP3BaHE.

AJIKOX0.1:
[MoBHIIeHO YBpeXKIaHe Ha CTOMALIHO-YPEBHATA JIMIaBHLA B YIBDKAaBAHE BPEMETO Ha KbpBEHe Nopaau
aguTHBHUTE eheKTH Ha aLETHICANHLIMIOBATA KUCENIHHA H alKoXoa.

YPpHKO3YpHIHH cpeAcTBa KaTo GeH3iOpomapon, npobeHenna:
Hamanen ypukosypuuen edext (KOHKYpeHUMSA 32 eIMMHHApaHe Ha MUKOYHATa KMCE/THHA [pe3
O0b0Opeuna TyOynapHa eKCKpenHs ).

4.6 ®epTHIHTET, DPEMEHHOCT H KbpPMeHe

BpemenHocT
Huxubupanero Ha npocTarnaHIMHOBATa CHHTE3a MOXE Aa NOBIUAS HEONAronpUATHO Ha

OpemeHHOCTTA H/UNH eMOPHOHANHOTO/deTanHOTO pasBuTHE. JJaHHH OT ENHAEMHONOTHYHH
NIpOyYBaHHUA MpEANonarat yBeauueH puck ot abopT u Mandopmaunu cien ynotpebara Ha HHxubuTop
Ha TpocTarNaHAMHOBATA CHHTe3a B paHHa OpemeHHoCT. CuMTa ce, Y€ PUCKET C€ YBEHUaBa C 103aTa U
NPOABILKMTENHOCTTA Ha teueHne. HanuuHKTE TaHHKM He NOJKPENSAT Bpb3Kara Mex Iy NpHeMa Ha
ALETHICATHLIMIOBA KUCEIHHA M MOBHILEH PUCK OT NOMATAHE. 34 aUeTWICATHLMIOBATAa KHCETHHA
HAIMYHUTE eNTHIEMHONOTHYHH JaHHH OTHOCHO MandopMalui He ca eAHO3HAYHH, HO TIOBHULUEH PHCK
OT FaCTPOCXM3UC He MOXKE Aa ce U3KItouM. EAHO NPOCNEKTHBHO M3NHTBAHE C €KCTIO3WIMA IPH PaHHA
6pemenHocT (1-BH — 4-TH Meceu) Ha oxono 14 800 neofikk Malika-aeTe He YCTAHOBABA HHKAKBa
BPB3Ka ¢ NOBUIIEHATA YeCTOTA Ha MandopMaLuy.

H3nuTBaHMA c )XHBOTHHU MOKa3BaT penpoAyKTHBHA TOKCHHMHOCT (BXK. TOUKa 5.3).
Huckn no3u (nog u go 100 mg/nen):

KnuHuYHHTE NaHHK Nokazeat, 4e AcosuTe A0 100 mg/neH ca Gezonackn 3a orpanuyeHa ynorpeba B
aKyLIEpCTBOTO, KOATO H3UCKBA CTIELMANH3NPaHO HabmoaeHHE.

Hozu Hag 100 mg/nen no 500 mg/nen:

HsMa pocTarbyHO KIHHHYHH NPOYYBAaHHA BbB Bpb3ka c ynoTpebara Ha nozu Han 100 mg/aen no 500
mg/neH. CneaoBaTesiHO, IPENOPEKHTE MO-A0ITY 33 103K OT 500 mg/neH U noseye ChLIO Ce MPUIIAraT
3a To3u 0OXBaT Ha A03aTa.

Hosn ot 500 mg/aen v noseye:

Or 20-Ta cenqmuuia Ha GpeMEHHOCTTa HAaTaThK yroTpebaTa Ha ALETHICATHIMIOBA KHCENHHA MOXe a
NPHYHHH ONHTOXHAPOAMHHOH B pe3ynTat Ha 6pOpedHa aucdyHkuua Ha uioaa. Toea Moxe 1a ce
CJIy4H CKOPO ClleJ] 3aMno4BaHe Ha JTe4EeHHETO H 0OMKHOBEHO € 00paTUMO cliell peycTaHoBsRaHe. B
JOTMBJTHEHHE, HMa CHOOILICHHS 33 CTECHABAHE HA JAYKTYC apTEpHO3YC Cllel JIEYeHHE Npe3 BTOpUs
TPHMECTBP, NOBEYETO OT KOMTO OT3BYYaBaT CJIE/ NpeKparABaHe Ha Jevyennero. CnenoBaTenHo,
NIeKapeTBEHH NPOAYKTH, ChALPIKALIN aLETHICATULMIOBA KHCEIHHA, He TpAOBa Na ce H3NoA3BaT No
BpeMeE Ha NbPBO H BTOPO TpUMeceuHe Ha GpeMeHHOCTTa, OCBEH ako He € abConTHO He
AKO JIEKapCTBEHH NPOAYKTH, ChABPYKAIH aLETHNCATHLMIOBA KHCEHHA, C€ H3MON3BAT
OMUTBAlla ce a 3a0peMeHee, WK Mo BpeMe Ha MbDBO H BTOPO TpHMeceuHe Ha Gpemey
TpAGBa Na € Bb3MOKHO Hal-HHCKA M NPOABJDKHTENHOCTTA Ha AEYEHHE [1a € BbIMOXK l

AHTeHaTaNnHO Ha6.J'IlO,E[CHHC 32 OJIHrOXHAPOAMHHOH H CTCCHABAHE Ha AYKTYC apTepH(
obMucau cnen yn0'rpeGa Ha AUCTHACAIHUNIAOBA KHCENMMHA B NPOOLIAKEHHE HA HAKO.



recrallMoHHa ceaMHUa 20 HaTaTbK. ALETHICATHUNIOBATA KHCETHHA TpAOBa 1a Ce NPEeyCTaHOBH, aKo
CE YCTaHOBH OIHTOXMAPOAMHHOH MIIH CTECHABAHE HA AYKTYC apTepHO3YC.

ITo Bpeme Ha TpeTo TPpEMecedHe BCHYKH HHXHOHTOPH HA DPOCTArIAHIHHOBATA CHHTE3a MOXKe
Ia NIPHYHHAT Ha deTyca:
¢  KapaHOMYJIMOHAJIHA TOKCHYHOCT (MpexAeBpeMeHHO CBMBaHe/3aTBapsiHe Ha AYKTYC
aprepuosyc M 6enonpobHa xunepronus);
e OnOpeuHa qUcYHKOMA (BXK. N0-rope);

MAaiKATA B JETETO, B Kpa# Ha GpeMeHHOCTTA, HA!
®  BLIMOKHO YALKABAHE HA BPEMETO HA KbpBeHe, aHTHKOaryaalHoHeH edeKT, KoHTo Moske Ja
Ce TIOABH JIOPH CACI MHOIO HUCKH JI03H;
® MOTHCKAHE HA MATOMHHTE KOHTPAKLIHH, KOETO Ja A0BeAe A0 3a0aBEHO H NPOIBIKUTENIHO
paxkiaHe.

CrenoBaTtenHO AUETHICANHLKIIOBATA KMCENHHA, B 1031, O-BUcOKH oT 100 mg/neH e
NPOTHBOMNOKAa3aHa Mo BPpEME Ha TPETOTO TpHUMeceure Ha OpemeHHoCTTA (B, Toukn 4.3). JozuTe mon
n 1o 100 mg/neH MoraT f1a ce MpUIAraT caMo Mo CTPUKTHO HabMoaAeHHE B aKy WEPCTBOTO.

Kupmene
CanMuunaTaTe H TEXHUTE MeTaboMTH MPEeMHHABAT B MAIYMHOTO MJISKO B MAJIKH KOJTHYECTBA.

Tbii kaTo Hocera He ca HabAIOIaBaHKW HEXENaHH PEaKLUH NPH HOBOPOAEHH cliell ciydaliHa ynotpeda,
OOHKHOBEHO He € HANIOKUTENHO NpeKbLCBaHe Ha KbpMeHeTo. [Ipu pefoBeH NpHeM WiH NpHeM Ha
BHCOKH 11034, KbpMEHeTO TpsAORa Aa ce NMpeKbCcHe paHo.

depTatnuTeT
Ha 6a3a Ha orpanuveHaTa nybnukysaHa HHbOpMAaLMA, MPOY4BaHUATA MPH XOpa He MOKa3BaT CBbp3aH

e(eKT Ha aleTHICATHLWIOBATa KHCEIHHA BbPXY YBPEXIAHETO HA PepTHIHTETa U HAMa yOeAUTeTHH
JOKa3aTeNcTBa OT NPOYUBAHHATA MPH AKHBOTHH.

4.7 EdexTn BLPXY cI0CODHOCTTA 3a MogHpaHe H padoTa ¢ MAIIHHAH

AcnupuH [TpoTeKT He NMOBAKUARA HIIH MOBNHABA NpeHeOpesxuMo cnocobHocTTa 3a wodupaHe H pabora
€ MaLLUHH.

4.8 Hekenanu NeKapcTBeHH peaKNHH

H3bpoeHuTe Hexenanu nekapereeHu peakuuu {HJIP) ce ocHOBaBaT Ha CIIOHTaHHH MOCT-
MApPKETHHIOBH AOKIAAH 34 BCHYKH PasHOBHIHOCTH HA ACIIHPHH H KIMHHYHH H3NHTBaHHA C aclTHPHH
KaTo M3C/EBAHO JiekapeTrO. HecToTaTta e H3uncieHa camo Ha 6a3a Ha JaHHM OT paMOTO € aclUPHH OT
mpoyuBaHeto ARRIVE.

Yectorure Ra HJIP, cBbp3anu ¢ acnupuH, ca obobuienu B Tabnuuara no-gony. B 3aBucumocT ot
YECTOTATa TE CE ONPEACAT KaTo:

vecTH (= 1/100 go < 1/10)

HevecTH (= 1/1 000 no < 1/100)

peaxu (= 1/10 000 oo < 1/1 000)

HJIP, koHTO ca noKJ1anBaHH CaMo Mo BpeMe Ha MOCT-MAPKETHHIOBOTO HaOIONEHHE, U 32 KOMTO
yecToTaTa He Moxe aa Obae onpeaeneHa, ca M3GpoeHn B rpadata ,,c HeU3BECTHA YECTOTA™,

Tabauua 1: Heskenrann aekapersenn peakunu (HJIP) chobmenn B ARRIVE* nin
NOCT-MAPKETHHTOBOTO HAGIOACHHE HA NANHEHTH JieKyBanH ¢ AcnupnH Ilporex

CHcTeMo- Yecrn HewectH Peaxn
OpTaHeH KJac
Hapyimenns na Kengzo-peduuurHa XeMoparuyHa




KpPbBHATA H aHeMHua® aHEMHA XemonuTHYHA
aumdnata aHemus®
CHCTeMa
Hapyumenns Ha CBPBXUYYBCTBHTENHOCT, | AHadunakTHyHa | AHadHnakTHYEH
HMYHHATA JlekapcTeeHa peakLus LLIOK
CcHCTEMA CBPBbXYYBCTBHTENIHOCT,
AnepruueH OTOK H
aHrvoeseM
Hapymennsa aa 3amaiipaHe MosbueH H
HEpPBHATA BETpeuepeneH
CHCTEMA KPbBOH3AHUE®
Hapymenna na Llym B ywuTe
YXOTO H
JabHpHATA
Cupaeunn Copneuno-
HApPYIICHHS pecniMpaTopeH
auerpec’
Cunapom Ha
Kyanc**
Croaoorn Xematom KpbBousnus, [Mpouenypex
HAapyIeHHus Myckynen KPBBOH3/IHB
KpPbBOH3/IHB
Pecnimparopnn, Enucrakcuc, Hasanna koHrectus PecniuparopHo
rpLAHH H Punur 3abonsaBanxe,
MEAHACTHHANIHA oBocTpeHo ¢
HAPYIICHHSA ACIHPHH
CroMalmHo- Jucnencus, KnpBeHe oT BeHUHTE, Tlepdopauma Ha | YpesHa
YypeBHH CTromallHo- CromaluHo-ypeBHa CTOMaLLHO- IxagparMeHa
HApYLIeHHSA 4peBHA U epozus H AB3a ypeBHa 13Ba 6onect
KOpeMHa
Bonka,
CromaluHo-
4YpeBHO
Bb3NaneHue,
Cromauxo-
ypeBeH
KPBBOH3IHB®
XenatoOnaaapHu YepuoapobHo TloBuiueHH
HAPYLIEHHS yBpeXIaHe TpaHCAMHHA3H
Hapyumenns na OGpus, YpTHKapus
KOXaTa H Cupbex
NOAKOKHATA
THKAH
Hapymenna na YporeHuTanHo Bp6peuno
6n6pennTe B KbpBEHE YBpexaHe”,
NAKOYHAHTE Octpa 6B6peuHa
NBTHLIA HeJocTaTBYHOCT!
O6mn BXK. TOUKa 4.9
HApPYIIEHHS H
edexTH HA
MACTOTO HA
NpHJIOKEHHE




*ARRIVE ¢ cnoncopupano ot Baitep knuHH4HO npoy4BaHe ¢ 6270 nauHeHTH B paMOTO Ha aclIHpUH
100 mg v 6276 nauueHTH Ha 1anebo pamoTo. CpeaHaTa NPOABIKHTENHOCT HA NPHEM HA ACTMMPHH €
5 roaunu 3a nepuon oT 0 0o 7 roaMHH.

a B xoHTeKCT Ha KbpBeHe

6 B xoHTeKCT Ha Texka hopMa Ha rTioKo30-6-gocdaraexuaporeHazHa HEAOCTATLYUHOCT

B Jletanuu/paTanHu cnyuau ca JOKNagBaHK MPH NPHEM Ha allETHICATHLMWIOBA KHCENHMHA M Tauebo ¢
eaHaKBa uectoTa, <0,1%

r B koHTekcTa Ha TEKKM aleprHYHK peakLuy

4 Tpyu naumeHTH ¢ Beue ChLUECTBYBAIUH HapylleHa 6b0peuHa dyHKUNA WIH HapylleHa Cbpae4YHO-
CbAOBA UHPKYIauus

**OcTpa MHOKap/Ha HCXeMHA ChC WK 6€3 HHapKT Ha MHOKapAA KaTO Y4CT OT peaKlMs Ha
CBPBXYYBCTBHTENHOCT (BXK. TOUKA 4.4).

CpobiaBaHe Ha MONO3HPAHH HEXKENAHH PEaKLH

CrpoblaBaHeTo Ha MOAO3HPAHH HEXENaHH peakUHH clell pa3pelliaBaHe 3a ynoTpeba Ha lekapcTBEHHUS
NponyKT € BaxkHO. ToBa n03BONABA A NPOALDKY HAOMIOAEHHETO HAa CHLOTHOLUEHHETO NOA3A/PHCK 32
neKkapcTBeHUA NpoaykT. OT MEOHLIMHCKHUTE CIELMATUCTH C€ M3HCKBA 1a cbobLIaBaT BeAka
MOJ03UpaHA HeKelaHa peakLina dpe3

HanbnHHTEIHA areHUMs MO NeKapcTBaTa

ya. . Jlamsan 'pyes” Ne 8

1303 Codma

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 TIpeno3npane

CanuuunatHata TokcHuHocT (> 100 mg/kg/nHeBHO B NpoABKEHHE Ha 2 IHH MOXKe Aa Npeau3BHKa
TOKCHYHOCT) MOXKE J1a € pe3yNTaT OT XPOHHYHA, TEPANEBTHYHO NPHAOOMTa HHTOKCKKALIHA H OT
NOTELIHAJTHO XKHBOTO3aCTPaLIABALH OCTPH HHTOKCHKALIMH (NMpef03MpaHe), BApHPALIH OT Cly4aiiHo
NOFTBIAHE NPH ASUa 0 CNy4aiiHH HHTOKCHKAIIAH,

XPpOHHYHOTO OTpaBsAHE ChC CANMUMIATH MOKe Ja ObAe CKPHTO, Thil KATO MPH3HALMTE U CHMITOMHTE
ca HecrieundHyHH. Jleka XpoHHUHA canHUMIATHA HHTOKCHKALIKA, WK CAUTHLWIN3BM, OOHKHOBEHO ce
noABABA €1Ba CMleAl MHOTOKpaTHa yrnorpeba Ha roneMu no3u. CHMNTOMHTE BKJIKOYBAT 3aMaiiBaHe,
CBETOBBPTEN, LIYM B YILHTE, [NIYXOTa, U3MOTABaHE, rafeHe H NOBpbliaHe, rinasobonye, U 0ObpKBaHe,
¥ MOTaT Ja ¢e KOHTPOJIMPAT Ype3 HaManseaHe Ha fo3ara. lllym B yluMTe MOXKe A4 ce NOSBH NpH
nna3MeHd KOHUEHTpalHH oT 150 no 300 muxporpama/ml. [To-cepHO3HM HEXENAHH peaKkLMK ce
NnoABABaT NpH KoHLUEeHTpauuH Han 300 mukporpama/ml.

THvnHYyHa XapaKTepHCTHKA HA 0CTPa HHTOKCHKAIAS € TEXKO HapyLUEHHE HA KMCETMHHO-ATTKATHHA
Bananc, KOHTO MOJe Aa BapHpa ¢ Bb3pPacTTa M TEXeCTTa Ha HHTOKCHKaLua. Hafi-uectaTa npossa npu
Aeua e metabonuTHa aumaosa. TexecTra Ha oTpaBiHe He Moxe na ObAe oLeHeHa caMo OT TUla3MeHaTa
KOHLIEHTpauHa. AbcopbuusaTa Ha aLeTHICaTHLIAN0BA KHCeNIHHA MOoske Ja Obae 3abaBeHa nopaau
HAMANICHO W3Npa3BaHE Ha CTOMAxa, 00pa3yBaHe Ha KOHKPELMM B CTOMAXa, WIIH B Pe3y/TaT Ha
[OMIBLIAHE HA CTOMALLHO-YCTOHYMBH TabneTkn. Mepkute, kouto TpaGBa fia ce BIeMaT NpH
HMHTOKCHKALIUA € aLIETIWICANHLIAIOBA KHCENHHA ce ONPeAe/IAT OT CTeNeHTa, eTana H KIIWHHYHUTE
CHMNTOMH M B ChOTBETCTBHE ChC CTaHAAPTHHTE TEXHHKH NPH OTpaBsAHE. [IbpBUTE MepkH TpsAbGBa na
ObaaT YCKOPEHO OT/AENAHE HA JIEKPCTBOTO, KAKTO H Bb3CTAHOBABAHE HA SIEKTPOJIMTHHS H KHCETMHHO-
ankanHHA MeTabonuInM.

l'lopa,uﬂ KOMIUIEKCHHUTE namdmauonoruquu edoek'm Ha CAIMLHJIATHOTO OTPAaBAHE, NIPH3HA
CHMHTOMHTC/OTKPHTHH Np# KITAHHYHH H3NMATBaHHUA MOraT Aa BKIIHYBAT.

IIpH3HANH B CHMOTOMH OTKpHTHA OpH KIHHHYHH TepaneBTHYHE MR
HINHTBAHHA




Jlexka ao cpenna
HHTOKCHKANHAS

CroMalllHa IPOMHUBKA,
MHOTOKPATHO NPWIMKEHHE Ha
aKTHBEH BbIieH, opcHpana
ankanHa auypesa

TaxunHes, XUnepBeHTHNALIHA,
PECTHPATOPHA allKano3a

ANKaneMus, aKaATypUs

BbicraHoBsBaHe Ha BOAHO-
CNEKTPOJIHTHHA fanaHc

Hnadopesa

I"aneHe, nospbiilate

Cpeana 10 Texka
HHTOKCHKANHA

CroMalliHa IpPOMHBKA,
MHOTOKPATHO NPHIMKEHUE Ha
aKTHBEH BbIUIEH, hopcHpaHa
ankanHa quypesa, XeMOAMAH3a
B TEIKKH CITyyan

PecnuparopHa ankanoza ¢
KOMIeHcaTopHa MeTabomuTHA
anMao3a

AuugeMus, auuaypHs

BracraHoesBaHe Ha BOAHO-
CIICKTPOJIHTHHA Gananc

Xunepnupekcus

BticTaHoBABAHE HA BOIAHO-
CIIEKTPOJIHTHHA 6anaHc

PecnuparopHu: BapHpaT OT
XHMEPBEHTHIIALHA, He-
kapaHoreHeH 6enoapobeH oTok
IO PECHPATOPEH apecT,
achUKCHA

ChpaeuHO-CBIOBH: BAPHPAT OT
JUCPHTMHES, XHITOTOHHA 10
CBPAEYHO-CHJIOB apecT

Hanp. KPbBHO HalAraHe,
npoMsana B EKT

BopHo-enekTponuTHa 3aryba:

Hanp. XHNOKaAIHEMHA,

XHIepHaTPHEMHH, Br3cTaHoRaBaHe Ha BOIHO-
JAeXuapatalH, OJHrypHus 1o

XHIIOHATPHEMHS, IPOMEHeHa eNeKTPONHTHUS GanaHc
616peuHa HeOCTaTbYHOCT

6b0petiHa dyHKIMS

Xunepriakemus,
Hapyluen rntokosex xHnoraukemus (ocobeHo npu
mMeTabonAu3LM, KeTo3a JeLa)

TloBHIIIEHH HHBA HA KETOHH

IllyM B yillHTe, IIYXOTA

CToMallHO-upEBHH: CTOMALLHO-
YpEBHO KbpBEHE

XeMaToNOru4HH: BAPUPAT OT
TpoMOOLMTHO HHXHOMpaHe 1o
KOAryJIONmaTHs

Hanp. yabmnxasaHe Ha PT,
XHNONpOTpPOMOUHEMHA

HesponoruyHu: TokcuyHa
eHLedanonaTia K Aenpecus Ha
LIHC ¢ nposeu Bapupaliu oT
CBHITHBOCT, 00BbpPKBaHe N0 KOMA
H I'bpUOBe

5, ®APMAKOJOI'AMYHU CBOMCTBA

5.1 PapmMaKkoAHHAMHEYMH CBOHCTBA

(apmakorepanesTiuHa rpyna: HExuGuTopn Ha TpoMGounTHATA arperaums, ¢ U3KIOY

xenapuH, ATC xoa: BO1AC06

MexaHH3bM HA AEHCTBHE




ALETHICATHUNNOBATA KUCenHHa HHXHOupa arperauusaTa Ha TpoMOOLMTHTE KaTo 6lOKKpa CHHTE3aTa
Ha TpombokcaH A2 B TpomboumnTHTe. TO3H MEXaHH3IBM Ha AeHCTEME C€ OCHOBABA HAa HEOOPaTHMOTO
WHxHOHpaHe Ha HHKI0-okcurensa (COX-1). To3n uaxubHTOpEH edekT € 0coBeHo H3paseH NpH
TpOMOOLMTHTE, THif KaTO TPOMOOLIMTHTE HE MOTAT /1a PECHHTE3HPAT TO3M SH3UM.
ALETHNCANTHIMIOBATA KHCEMHHA NPUTEXKABa H APYrH HHXHOUTOPHY edeKTH BLPXY TPOMOOLIUTHTE.
Iopann ToBa Ce H3MO/3Ba 33 PaIHYHH CBHAOBH NOKA3aHHUA.

DapmMakoAHHAMUYHH edexTH

ALeTHNCanMUMIOBaTa KHCENHHA MPHHALNEKH KbM rpynara Ha KHCEMHHHTE HECTEPOHHH
NPOTHBOBB3NAJIUTEHH JIEKAPCTBa C aHANMETHYHH, aHTHITHPETHYHH H MPOTHBOBB3NATHTEIHH
cBoiicTBa. [To-BUCOKM MepopanHy A03H ce HINMON3BAT 3a o0NekyaBaHe Ha GoJKa U [pH eKH GeOpHITHH
CBCTOAHMA, KATO MPOCTYIA HITH TPHII, 338 MTOHWKABAHE HA TEMNEPaTypa W o0NekyaBaHe Ha CTARHH H
MYCKYJTHH OONKH, H MPH OCTPH H XPOHHYHH BB3MIAJIMTENHH HApYIUEHHA, KATO PEBMATOHAEH APTPHT,
OCTE0APTPHT K AHKHIOIHPALL CTIOHAWITHT.

KnnnuyHa edukacHocT M 6e30nacHOCT

ExcnepuMeHTaNHM JaHHH NOKa3BaT, ye Hoynpoden Moxke na uHxubHpa edekTa Ha HUCKO-1030BHA
acMUpPHH BbPXY TPoMOOLIMTHATA arperanus, Koraro ce npuiaraT eiHOBpeMeHHo. B eaHO uanuTBaHe,
NpH KoeTo eANHAYHA f03a uOynpoden 400 mg e nueta 8 yaca npean wik 30 MHHYTH caen NpUEM Ha
acnupuy ¢ HezabaBHO ocBoboxaasane (81 mg), e HabnrogaBaHO NOHWKEHKe Ha edexTa Ha
aUeTHIICATHLIMIIOBATA KUCeHHA BbpXy 00pa3yBaHeTo Ha TpOMOOKCAaH HIH Ha TPOMGOLIMTHATa
arperauys. Ilopagu orpaHHueHOCTTA HA TE3H A2HHH H HECHTYPHOCTTA OTHOCHO eKCTPANOJIalMATa Ha
JaHHUTE ex Vivo KbM KIMHHYHHTE HE MOTAT 14 CE HANPABAT KATErOPHYHH 3aK/II0YEHHA 32 PENOBHATA
ynotpeba Ha HOynpodeH, U HAMA KIHHHYHO 3HaYWM edekT, kolTo 1a Ce CunTa 33 BEPOATEH NPH
HepenoBHa ynotpeba Ha ubynpodeH.

5.2 PapMAKOKHHETHYHH CBOHCTBA

Abcopbius
Cnen nepopalHO NpHIOKEHHE, ALIETHICATHLIHIOBATA KHCEMHHA ce abcopOupa Obp30 H HabAHO OT

racTpo-WHTECTHHANHHA TpakT. [To Bpeme Ha ¥ cnen abcopbLMs aueTHNCATHUMIOBATA KHCEHHA Cce
KOHBEPTHPA B CBOSA [NTaBEH METADONHT CaTHIIANOBA KHCeTHHA. [Topaln NnpHHLIMNA HAa KHCENHHHO-
ycToiuuBaTa (opma Ha AcnupuH 100/300 mg cToMalHO-YCTOHUHBH TabNeTKH, aUETHACATHLWIOBATA
KHcenuHa He ce ocBo00XKaBa B CTOMAaxa, a B aAKalHaTa cpela Ha yepBata. CrnenoBateHO Crax HA
alETHICANHLIIIOBATA KHCEJIHHA Ce I0CTHIra 2-7 vaca clelt MPHUAOKEHHE Ha CTOMALIHO-YCTOMYHBH
TabeTky, T.€. 3a0aBEHO B cpaBHeHHWe ¢ He3abaBHO ocBoOOXKAABaIMTE ce TabaeTKu.

EnnospemeHHO npremaHe Ha XpaHa BOOH A0 330aBEHO, HO MBJTHO YCBOABAHE HA ALIETWICAIMUMIIOBA
KHCENHHA, KOETO 03HAYaBa, Y€ CKOPOCTTa M Ha YCBOSBaHe, HO He W cTenenTa Ha abcopbuus, ce Bnuse
oT xpaHara. briaropapeHue Ha MexaHHUYHaTa Bpb3Ka MY ofL1ara niasMeHa eKCrno3nums Ha
ALIETHIICANHUMIOBATA KUCETHHA H HEHHHA HHXHOHpall edekT Bbpxy TpoMOOLMTHATA arperauus,
3abaBaHeTO Ha abcopOLMs 32 ACMHPHH CTOMALIHO-YCTONYHBH TaONETKH HE Ce CMATA 3a CEBP3aHO C
XPOHHYHA TEPamus ¢ HUCKa 1033 ACMUPHH, 3a 1a ce NIOCTUrHe aJeKBaTHO MHXHOHpaHe Ha
TpoMOOLUTHATA arperalius. Boipeku ToBa, ¢ Lien 1a ce ocurypu OnaronpHATHO AeiCTBHeE Ha
CTOMaNIHO-ycToHuMBaTa dopma, ACIMPHH CTOMALIHO-YCTOHYHEH TabneTkd Tpabea na ce npuema 3a
npeano4ynTane (30 unu nosedye MHUHYTH) MPEOH XPaHEHE, C TOJIAMO KOJHYECTBC TEUHOCT (BIK.

Touka 4.2),

Pasnpenenenne
AUETHICATHLMIOBATA H CATHUWIOBA KMCEJIMHA CE CBhP3BAT H3KNIOUKTENHO 3APaBo ¢ MIa3MEHHTE

NPOTEHHH H Ce pa3npenensaT Obp30 B TenecHHTe TeYHOCTH. CATMIIMIIOBATa KHCE/IHHA Ce NOABABA B
KbpMaTa H NpEMHHABA Npe3 IU1alieHTaTa (BxK. Touka 4.6).

BuotpancdopMalius

AKTHBHOTO BELIECTBO ALETHICATHLHIOBA KHCEITHHA Ce MpEBPLIIA B HErOBHA OCHOBECH
CATMLWIOBA KHCEJIMHA. ALIETHNIHATA rpyna Ha aueTUICATHIHIORA KHCENHHA 3anouBa
XHIPOIHTHYHO AOPH MO BpEME Ha NPpEMHUHABAHE MPE3 YpEBHATA JIMraBULA, HO TO3H [IpO!
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M3BBPLIBA Hali-Beue B YepHHA Apob. OCHOBHHAT MeTabONHT CaTMLIMNOBA KHCENHHA C€ €IHMUHHpA
OCHOBHO upe3 uepHonpober MeTabonnu3zbM. MeTabonurHTe i BKIIOMBAT CATHLMINHKOYHA KHCE/THHA,
canyuun GEeHONOB MIOKYPOHHA, CATHUMITIIOKOPYHHA, TEHTH3HHOBA KMCEJIHHA M TeHTH3WHMHKOYHA
KHCEJIHHA.

EnuMuHupane
EnuMHHaAlHOHHATA KHHETHKA HA CATHLIMIOBATR KHCE/IMHA € 3aBHCHMA OT J03aTa, Thi KaTo

MeTaboNTM3MEBT € OrpaHiyeH OT KanalMTeTa Ha YepHOApOoOHHTE eH3uMH. ENMMHHALIMOHHHAT
TIONTY>KHBOT BapHpa MeXIy 2 10 3 vaca cliefl NpHeM Ha HUCKK J03H 10 okono 15 yaca 3a BHCOKHTE
n03d. CanMuMIoBaTa KHCENWHA H HellHHTe MeTaboNTMTH ce eKCKPETHpAaT riaBHO 4pes GbubpeunTe.
Hanwunu dapmMakOKMHETHYHH JaHHH Ha aUETHICATHUIMIOBA KHCETHHA HE NOKA3BaT KIIHHHYHO
3HAYKMO OTKJIOHEHHE OT JO30BAaTa NPONOpPUHOHANHOCT NPH A03u oT 100 g a0 500 g.

5.3 IIpeaxnAAAYHH AaBAA 33 6esomacmocT

[NpeakTHHHYHKUTE JaHHH 3a 0€30MaCHOCT HA alETHICATMLMNIOBATA KUCEHHA ca 1o0pe
JOKYMEHTHPaHH.

B npoyuBaHHs MPH XHBOTHH CANIMLKWIATHTE NPHYHHABAT yBpeXxaaHe Ha ObOpeLuTe NpH BHCOKH J103H
6e3 ApyrH OpraHHYHH yBpPEKIAHHUA.

ALETWICANMIIMIOBATA KHCENHHA € ILHPOKO H3CNEABAHA in Vifro W in vivo 3a MyTareéHHOCT H
KaHLEpOreHHOCT; HE € YCTAHOBEHO 3HAYHMO JOKA3ATENCTBO 3a MYTareHeH HIH KaHUepOreHeH
NOTEHUHA.

CanuuMNaTyTe NpOABABAT TEPATOT€HHH €(PEKTH NPH H3C/IEABAHHS BbPXY Pa3iM4YHK BHAOBE XKHBOTHH.
OnKcaky ca cilydyad Ha HAPYLIEHH NMPH UMIUIAHTALHs, eMOPHOTOKCHUHH H GETOTOKCHYHH edeKkTH U
yBpeskAaHe Ha CrocOOHOCTTA 33 YHEHE B MOKONEHHETO CJISA NapeHTepaiHa eKCIOo3HLIMS.

6. PAPMAIIEBTIYHH JAHHHA

6.1 CnHcbK Ha NOMOMHANRTE BELIECTBA
Hesnynoza Ha npax

LlapeRW4HO HULIECTE

CBNOIHMED HAa METAKPHIIOBA KHCENHHA-CTUIAKPHIAT
Momnucopbar 80

Harpues naypuncyndar

Tank

TpueTHnoB UHTpaT

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpoxk Ha rogHOCT

5 roaMHM

6.4 ChnennanyH ycJOBHA HA ChXpaHeHHe

Ha ce cbxpaHsBa Ha MACTO, HEAOCTBITHO 3a JELia.

Ha ce cvxpanara nog 25°C.

Ja He ce u3non3ea ciael U3THYAHE CPOKA HA MOAHOCT.

6.5 Bua H ChABPXKAHHE HA ONAKOBKATA

Benu cromaiHo-ycroitureH Tabnetku ot 100 mg B 6imerepu o 10 vnu no 14.
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Enua onakoska ceaspxa 10, 20, 28, 40, 42, 50 u 90 TabneTku.
He BcHuKH BHAOBE ONMAKOBKH MOrar aa 6'BllaT MYCHATH Ha na3lapa.
6.6 CrenHannH npeanasHa MEPKH NPH H3XBbPJaAHE

Heuanon3paHuaT nekapcTBeH NPOAYKT HIH OTNANBYHMTE MATEPHANM OT Hero Tpsabsa aa ce H3XBLPIAT
B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHHA.

7. MPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Baiiep brarapus EOO]J]

6ya. ,,Llapurpancko woce™ Ne 115M, naprep

1784 Codus

Brarapus

8. HOMEP HA PA3PEIIEHHETO 3A YIIOTPEBA

20010168

9. JATA HA TBPBO PA3ZPEINIABAHE/IIOJHOBSIBAHE HA PA3SPEIIEHUETO 3A
YIIOTPEBA

Jata Ha mbproO pa3peuiapade: 29 aHyapu 2001 .
Jlata Ha nocaerHo nogHopABaHe: 14 wonn 2006 r,

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

04/2026
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