KPATKA XAPAKTEPUCTHUKA HA TIPOAYKTA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

AKAP]] 75 mg cromamHo-ycToianBY TabIeTKN
AKAPJT 150 mg croManiHo-yCTOWYHBH TaOIeTKN

ACARD 75 mg gastro-resistant tablets

ACARD 150 mg gastro-resistant tablets

2. KAUYECTBEH U KOJIUMYECTBEH CbCTAB

Axapn 75 mg

Besika cTomaniHo-ycToiunBa TabaeTka ChIbpika 75 My aneTuicaauiuioBa kucenuta (acetylsalicylic
acid).

Axapn 150 mg

Besika cTomariHo-ycToiurBa TabjaeTka chabpika 150 mg aneruicanuiuioBa KUCeIHMHA

(acetylsalicylic acid).

3a IBJIHMSA CIIUCHK Ha IIOMOIIHUTE BEIECTBA BIDKTE ToUKa 6.1.

3. JEKAPCTBEHA ®OPMA
CromanrHo-ycroiunBa Tabnerka

75 mg: Osma, ¢ popma Ha ChpIle, JBOMHOU3IIbKHANA (DHIMHApaHa TableTKa
150 mg: 6sima, Kpbria, TBOWHOM3MbKHANA (GHIMUpPaHa TabIeTKa

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

Hcxemununa OoitecT Ha ChbpUCTO W BCHUYKU KIIMHUYHU CUTyallUHU, MPU KOUTO € MPCIIOPBUYUTCIIHO
npeaAOTBpPaTABAHCTO Ha TpOM6OI_II/ITHa arperanus.

- aHaMHe3a 3a HecTaOMITHAa CTEHOKapAus, OCBEH M0 BpeMe Ha ocTpara (a3a;

- BTOpHYHA MPOPUIAKTHKA Ha WHPAPKT Ha MUOKap/Ia;

- NpeZIoTBpaTsIBaHEe Ha 3alylIBaHEe HA MpUCaKaTa cliel] aopTo-KopoHapeH Oaiinac (AKB);

- KOpOHapHa aHTMOILIACTHKA, OCBEH 10 BpeMe Ha ocTpara (asa;

- BTOpHYHA NPO(UIAKTUKA HAa NPEXOJHH HMCXEMHUYHH aTakl W HCXEMHYHH MO3bYHO-CHIIOBH
WHIWJCHTH, CJIEJ] KaTO ca M3KIIIOYEHU HHTpalepeOpasTHi KPbBOU3INBH.

AKAPJI He ce npenopb4Ba IpH CIELIHM ChCTOSHUA. TOH € orpaHMYeH A0 BTOpUYHA MPO(UIaKTHKA
MIPU XPOHUYHO JICUEHHE.

4.2 Jlo3MpoBKa M HAYMH HAa MPUJIOKEHHE
Jo3upoBka
Tps0Ba ga 6b/1e TOTHPCEH CHBET OT JIEKAp, MIPEIN 3a1I0YBaHe Ha JICYCHUETO 32 TbPBH MBT.

- AmnaMHe3a 3a HeCTaOWIIHA CTCHOKapAus:, OCBCH I10 BpEMEC Ha OCTpaTa (1)333:



IIpenoprunTennara qo3a ¢ 75 mg no 150 mg BeAHBK JHEBHO.

- Bropuuna npoduinaktuka Ha HHGAPKT HA MHOKap/a:
[Ipenopruntennara go3a € 75 mg 10 150 mg BenHBXK THEBHO.

- IIpenoTBpatsiBaHe Ha 3aIylIBaHe Ha MPHUCAIKaTa ciiel] aopTo-KopoHapeH Oaiinac (AKDB):
[Ipenopruntennara go3a ¢ 75 mg 10 150 mg BenHBX THEBHO.

- Koponapna aHTHoImIacTuka, OCBEH 10 BpeMe Ha ocTpaTta dasa:
[Ipenopruntennara go3a ¢ 75 mg 10 150 mg BenHBXK THEBHO.

- Bropuuna nmpoduiakTika Ha TPEXOTHH HCXEMUIHHN aTaKu M ICXEMUYHH MO3bYHO-CHIOBU
WHITAACHTH, CIIe KaTo ca M3KITI0YCHN HHTpaIiepeOpasHi KPbBOU3IUBH:
[Ipenopruntennara go3a ¢ 75 mg 10 150 mg BenHBXK THEBHO.

Ilayuenmu 6 cmapuecka 8v3pacm

AneTnncanuiioBarta KAcelrHa TpsOBa Ja ce mpuiara ¢ IIOBHIIIEHO BHUMaHHE TPY MAIMEHTH B CTapyecKa
BB3pacT, KOUTO ca M0-TI0AaTIINBY Ha HexKeNnaHu peakimu. OOnuaiiHata 103a 3a Bb3pacTHH Ce
npernopbyBa MpH JuIica Ha ObOPEYHO WK YepHOIPOOHO yBpexkaaHe (Bxk. Touku 4.3 u 4.4). JleyeHuero
Tpsi0Ba J1a ce mpepasIiiek/ia Ha PeJOBHI HHTEPBAJIH.

Ileouampuuna nonynayus
AKAP]] e mporrBomoKa3aH B IeJMaTpUIHATA TOMyaaus mox 16-roaumrHa Be3pact (Bx. Touku 4.3 u
4.4).

bvopeurno u uepnoopobro yspescoane
AKAP]] Tps6OBa ia ce M3M013Ba C MOBUIIICHO BHUMAHHUE MU MAIIMCHTH ¢ HapyllIeHa ObOpeyHa Win
yepHOAPOOHa PyHKIHUS (1a ce n30sATBa MPH TeXKU yBpean). Moist, BuxTe Toukn 4.3 u 4.4.

Hauwmna Ha mpunoskeHne

Ilepopanna ynorpeoa.

TabneTkute TpsiOBa Aa ce MOTIIBINAT IEIH CIIe XpaHeHe ¢ JOCTaThyHO TeyHocTH (1/2 yama Bosa).
CromariiHo-ycToiiunBara TabeTka nMa IOKPUTHE U HE Ce paslajia B CTOMaxa, KaTro 10 TO3W HAYMH
HamaJIsiBa Jpa3Henus eeKT Ha alleTUIICATUIIMIOBATa KUCEIMHA BbPXY CTOMAIIIHATA JIMT'aBHIIA.

4.3 TIIpoTuBomoKa3aHus

CBpBX4yBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO, IPYTY CATTUIMIATH UM KbM HAKOE OT IOMOIHHUTE
BelIecTBa, N30pOCHH B TOUKA 6.1.

XeMmoparuuHa Juare3a; KoaryJalioHHH HapyLIeHus: XeMO(pHIUs, TPOMOOLUTONICHUSI.

AKTHBHA WIM C aHaMHE3a 32 pelMIUBHpAIa IENTHYHA S3Ba U/UJIM CTOMAILCH/YpeBEH KPbBOU3IIMB,
WM JPYTH BUAOBE KbPBEHE KaTO MO3bYHO-ChJAOBU KPHBOU3IIHMBH.

Texxko ObOpeYHO yBpexKIaHe.

Texko 4epHOAPOOHO YBpEXKIAHE.

Texxka chp/iedHa HETOCTATHYHOCT.

AHaMHe3a 3a aClIMPUHOB aCTMATUYEH MPUCTBHII BCJASACTBUE CATMIMIIATH WU JIEKAPCTBEHN IPOAYKTH C
moI00HO JIeHCTBIE, 0COOCHO HECTEPOUIHU NpoTrBOBE3NnanuTeaHu cpenctea (HCIIBC).
EnnoBpemeHHara ynorpeba Ha METOTPEKCAT B JIO3W OT 15 mg/ceqMuIia itk mo-roieMu (BxK. TOYKa
4.5).

B tpertust TpuMecTsp Ha OpeMEHHOCTTA.

Jletia v FOHOIIM Ha Bb3pacT 1moj| 16 rouHu, Opajan PUCK OT CHHApOM Ha Peii (Bxk. Touka 4.4.).

4.4 CneuuaJHu npeaynpe:kaeHus ¥ NpeAna3Hu MepKH NpH ynorpeda

AKap;[ HC € IIOAXOJAII 3a yrIOTpe6a KaTO MPOTUBOBB3NAIUTCIIHO Cpe,Z[CTBO/ aHAJITCTUK/ AHTUIINPCTHUK.



AneTricanuIiIoBaTa KHCeInHa TPsOBa a ce M3II0JI3Ba C MOBUIIEHO BHUMAaHHUE IPH TAITUEHTH C
JIeUIUT Ha TII0K030-6-pocdaT nexuaporenasa, 3aioTo MOKe J1a Bb3HUKHE XeMOJUTHYHA aHEMHSL.

AHGTI/IHC&HI/IHI/IHOBaTa KHCCJIMHA MOXKE J1a C€ U3I0JI3Ba MTPU MAIUCHTU CbC CBPBbXYYBCTBUTCIHOCT KbM
HECTCPOUIHHU IMTPOTHUBOBB3NATIUTEIIHNU CPEACTBA CaMO CJIC BHUMATCIIHA OLICHKA Ha OanaHca MEXOY
PHUCKOBE U ITOJI3H.

AUeTHiIcaIMIMIOBaTa KUCEIMHA MOXKE JIa TIPEIN3BUKa OPOHXOCNA3bM U aCTMATHYHU MPUCTHITH WIN
JIPYTH PEaKIMK HA CBPBXYYBCTBUTEIIHOCT. PUCKOBUTE (DaKTOpH BKITIOYBAT: CHIIECTBYBAINlA aCTMA,
XPOHUYHHU PECIUPATOPHU 3a00JIsIBAHHS, CCHHA XpeMa ¢ HOCHU Nojunu. ChIIOTO Ce OTHACS U 32
MAIUCHTH, KOUTO MTOKa3BaT aJIepruyHa PEakiusd U KbM JIPYTH BEIIeCTBa (HAIPUMEP C KOXKHU PEAKIIHH,
CBHPOEX WITH yPTUKAPHS).

[IpenopryBa ce MOBHINICHO BHUMAHKUE TIPH TAIIMCHTH, MPUEMAIIU ¢THOBPEMEHHO JICKapCTBa, KOUTO
MOTAaT Jia TIOBUIIIAT PUCKA OT S3Ba WU KbPBEHE, KaTO NIEPOPATTHA KOPTUKOCTCPOUIH, AaHTUKOATYJIaHTH
KaTo Bap(apHH, CEIEKTUBHY HHXUOUTOPH Ha 0OPaTHOTO 3aXBalllaHe Ha CEpOTOHHHA (BK. ToukKa 4.5),
KaKTO U TIPH MAIMEeHTH ¢ TIOBUINIEHA CKJIOHHOCT KbM KbpBeHE (Hamp. ¢ aeduiut Ha ButamuH K).

ATeTHICcaIHIIIOBATa KMCEIMHA TPsiOBa []a ce mpuiiara ¢ MOBUIIEHO BHUMAaHUE P MAUEHTH C
HapylIieHa 6b0pedyHa WK YepHOoIPoOHa (GYHKITHS, KaTO € MPOTHUBOIIOKA3aHa TIPY MAIIHEHTH C TEXKO
yBpeleHa ObOpedHa WM 4epHoapoOHa GyHKIHMs (BXK. Touka 4.3).

AneTriicaaunniIoBaTa KUceJInHa Tp?[6Ba Aa Cc€ mpujiara ¢ IOBUIICHO BHUMAHUE IIPU MMalUCHTU C
AHaMHE3a 3a CTOMalllHa WM AyOd€HaIHa A3Ba, 3alll0TO MOXKE 1a BB300OHOBU sA3BEHATA 00JIECT U Ja
npeaAn3BUKa KbpBECHE OT CTOMAIIHO-YPCBHUA TPAKT.

[TanmenTHTE ¢ aHAMHE3a 32 CTOMAIIHO-YPEBHA TOKCUYHOCT, 0OCOOCHO TE€3U B HallpeHaNa Bb3pacT,
TpsiOBa J1a chOOIIABAT 32 BCHUKM HEOOMYaiHH KOPEMHH CUMIITOMH (CHEHAIHO 332 CTOMAIIHO-YPEBHO
KbPBEHE), 0COOCHO B HAUAIHUTE €Taly Ha JICYCHUETO.

Koraro ce mosBst CTOMAIIIHO-YPCBHO KbPBCHE WJIH A3Ba, JICUCHUCTO TpSI6Ba Ja 6’[:,[[8 IMPEKPATCHO.

Ilopaau anTUTpOMOOIIMTHATA i AKTUBHOCT, alleTHIICATIMIIMIIOBATA KUCEIMHA MOXKE J1a TI0BEZE 110
YABIDKEHO BpEME Ha KbPBEHE M0 BpEME Ha WM CJIEe]] XUPYPTrU4Ha UHTEPBEHIH (BKIIOYUTEITHO MIPH
MaJIKH TIPOLIEAYPH, KaTO HAPUMEP M3BaXK/IaHe Ha 360). AllETUIICAIMIIIIIOBATA KHCEIMHA He TpsiOBa
Jla ce Ipuiiara B IpOABbJDKEHNE Ha 5 JHU Npeau IUIaHoOBa orepanysi, 0COOCHO Ha OYM M Ha YIIH.

AKAP/] He ce npenopbyBa 0 BpeMe Ha MEHOPArusi, KOraTo MOXE /1a YBEJIMYH MEHCTPYaJIHO
KBbpBEHE.

I[OpI/I B HUCKH J03H, aICTUWICAINIINIIOBATAa KUCCJIIMHA HaMaAJIsIBA OTACIIAHCTO HAa ITMKOYHA KUCCIIMHA.
Hopazm TO3HU (I)aKT, MNalUEeHTU CbC CKIIOHHOCT KbM HaMaJICHA CKCKPCH M Ha ITMKOYHA KHUCCJIIMHA, MOraT
Jia moJiydaT noAgarpo3€H MpUucCTbII.

[NanuenTuTre B crapyecka Bb3pacT ca 0COOCHO moaaTiuBu Ha HebnaronpuatHute edexkru Ha HCIIBC,
BKJIIOUUTEIIHO alleTUIICAJIUIINIIOBA KUCEINHA, KATO 0COOEHO CTOMAIIIHO-UPEBHOTO KbPBEHE U
nepdopanusTa Morat 1a ob1at ¢araaau. HenpekbcHaTa NpOABIDKUTENHA YIIOTpeOa Ha aCTUPUH
TpsiOBa J1a ce U304rBa B CTapuecKa Bb3pacT, IOpaJu PUCK OT CTOMAIIHO-YPEBHO KbpBeHe. Koraro ce
U3KMCKBa MPOABIDKUTEIHO JIeUeHHE, MAallueHTUTe TpsiOBa na ce HaloaaBaT peaoBHO (BK. Touka 4.2).

Hpezu/l 3aIl04YBaHC HA ABJITOCPOYHA TCpalus € alCTUJIICAIMIIUIIOBA KUCCIIMHA 3a JICUCHUC Ha
ChPACYHOCHA0BU UK MO3BbYHO-CHA0BU 3a6OH$IBaHI/I$[, ITaITUCHTHUTC TpSI6Ba J1a C€ KOHCYJITUpAT CbC
CBO# JICKap, KOUTO MOXKE Jla TU IOCHBETBA 3a OTHOCUTCIIHUTE NNPEANMCTBA B CPABHCHUEC C PUCKOBETE
ITpU BCEKU OTACJICH MalluCHT.



HCO6XOI[I/IMO € IMOBUIICHO BHUMAaHHUE IIPpH MAIMUCHTHU C aHAMHE3a 3a XUIICPTOHUSA W/Anu ChpAcUHa
HCIOCTATBhYHOCT, TBH KaTo ce C’LO6H.[aBa 3a 3aIbpKaHC HA TCYHOCTHU U OTOK BBB BPbh3Ka C JICUCHHUETO C
HCIIBC.

Cepro3HH KOXKHH PEAKIINH, HIKOM OT KOUTO (haTaTH!, BKITFOUATEITHO eKC(OINATHBEH AEPMATHT,
cuHApoM Ha Stevens-Johnson n TOkcHYHa enuepMaTHa HEKPOIH3a, ca JOKIaABaHH MHOTO PSIKO BHB
BpB3Ka ¢ ynoTpebaTa Ha aleTUIICATUIIMIOBA KucenuHa (Bxk. Touka 4.8). [Ipuembt Ha AKAP/] TpsioBa
Jla ce MPEYCTaHOBY IPH ITbPBA MOsABA Ha KOXKEH OOpWB, TUTaBUYHH JIE3UH WM APYTH MPU3HAIN Ha
CBPBXYYBCTBUTEIHOCT.

IHeouampuuna nonyrayus

To3u nexapcTBeH IPOAYKT He TpsiOBa Jja ce M3IMONI3BAT IIPH Jella U FOHOIIH 1Mo/ 16-ToAnuITHa Bh3pacT
(Bx. Touka 4.3).

[Tpu HsAKOM Jela aleTUIICATUIIMIOBATa KUCSIMHA MOXe Jla Obje JonpuHACAI] (pakTop 3a
MpEeanU3BUKBaHE HA CUHAPOM Ha Peil.

ToBa nexapcTBO ChABPKa Mo-Manko oT 1 mmol Hatpuii (23 mg) Ha CTOMANTHO-YCTOHYHMBA TaOJIETKA,
T.€. MOJKE JIa Ce Kake, 4e MPAKTUIECKH He ChIbpiKa HaTPHil.

45 BzaumoaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMu HA B3auMo/elicTBHE

[IpoTHBOIIOKAa3aHU KOMOUHAIINH:

Memompexcam, usnonzeéan 6 0o3u om 15 mg/ceomuya unu no-eonemu

AleTHICaNHIIIOBaTa KUCEIMHA MOBHIIIABA TOKCHYHOCTTAa Ha METOTPEKCAT BbPXY KOCTHHS MO3BK
ropaii HamajeHus ObOpeyYeH KIMPBHHC HAa METOTPEKCAT OT IPOTHBOBB3MATUTEITHU JICKapCTBEHH
HPOAYKTH, BKIIFOUHTEITHO AllCTUIICATHIMIOBA KrceanHa. CaluInIaTUTe H3MECTBAT METOTPEKCAT OT
HETOBUTE MECTa 3a CBbP3BaHE C IIa3MEHHUTE MPOTEUHH (BXK. Touka 4.3).

KoMOuHaMu, M3UCKBAIY NPEANa3HA MEPKU OPU YIIOTPeOa WM KOUTO Ja OBJIAT B3E€TH 1101
BHHUMAaHUE:

Memompexcam, usnonzean 6 0o3u no-manku om 15 mg/ceomuya

ATETHIICATMIINIIOBATA KUCEIMHA TIOBHIIIABa TOKCUYHOCTTA Ha METOTPEKCAT BbPXY KOCTHUS MO3bK,
nopa/i HamajeHus: ObOpeyeH KIMPBHHC HAa METOTPEKCAT OT MPOTHBOBB3MATHTEIIHU JICKAPCTBEHN
NPOIYKTH, BKIIOYUTETHO alleTHICATHIIIOBA KucenuHa. CaluIuIaTuTe H3MeCTBaT METOTPEKCAT OT
HETOBUTE MECTa 3a CBbP3BaHE C IIa3MEHHUTE MPOTEUHH (BXK. Touka 4.3).

Hbynpoghen

ExcrniepiMeHTaTHH JaHHU [TOKa3BaT, 4e HOynpodeH MoxKe Ja nHXuOupa edeKTa Ha HUCKaTa 1032
aIeTUIICATUIUIIOBA KUCEITUHA BbPXY TPOMOOIIMTHATA arperaisi, KoraTo ce U3noj3Bar
€IHOBPEMECHHO. BhIpeku ToBa, OrpaHHYCHUATA HA TE3U TAHHU U HECUTYPHOCTTA OTHOCHO
EKCTparojalysTa Ha €X ViVO TaHHUTE B KIIMHUYHATA MPAKTHKA O3HAYaBar, 4e He MOraT J1a Obaat
HAIPaBEHU KaTETOPUYHM 3aKJIFOUEHUS 3a peloBHATA yHoTpeOa Ha nOynpodeH 1 He MOXKe Jla Ce uMa
TPEIBH/I HUKaKbB KJIMHAYHO 3HAYNM BEPOSATEH eeKT IpH CiTyuaiiHarta yrnotpeda Ha noymnpoden (BxK.
Touka 5.1).

Anmuxoazynanmu, Hanpumep KyMapuHo8U npou3800HU, XeNnapuH

EMHOBpEMEHHOTO MPUIIOKEHUE HA Al THIICATHIIIOBA KUCEIMHA C aHTHKOATYJIaHTH KaTo BaphapuH
MOe J1a TOBEJIe /10 TIOBHIIIABaHe Ha aKTUBHOCTTA HA aHTUKOATYJIAHTA: TIOBHUIIICH PUCK OT YIbIKaBaHEe
Ha KbPBEHETO M KPHBOU3JIUB, B PE3YJITAT OT M3MECTBAHE HAa OPAITHUTE aHTHKOATYJIAHTH OT MECTaTa UM
3a CBbP3BaHE C IUIA3MEHUTE IPOTCHHHU U aHTHTPOMOOIIMTHATA AKTHBHOCT Ha alleTHIICAINIIIOBATA
KucenuHa (BK. Touka 4.4).

Cenexmueru unxubumopu na obpamuomo saxeawjare na cepomonuna (SSRI)
[ToBHIIICH PUCK OT CTOMAIITHO-YPEBHO KbPBEHE MOpan cuHepriuuHus edext (BK. Touka 4.4).



lpyeu HCIIBC, sxarouumento caruyuiamu

EnnoBpemenHaTa ynorpeba Ha aneTwicanuimiosa kucenuna ¢ qpyru HCIIBC nosumiaBa pucka ot
yBpe/a Ha JIUTaBHIlaTa HA CTOMaXa W/MITH JIBAaHAIeCETONPHCTHAKA M OT CTOMANTHO-UYPEBHU
KPBHBOM3IINBY, KAaKTO U OT ObOpeUHa yBpeaa B pe3ysITaT Ha CHHEPTHIHU e(PEeKTH.

Jlexapcmeenu npodyxmu, KOUMo nOGUUIABATN eKCKPeYUsING HA NUKOYHA KUCETUHA 8 YPUHAmA, Kamo
benzbpomapon, npobeneyuo

[Tpu ynotpebaTa Ha alleTUIICATUIIIOBA KUCEIUHA 3a€THO C JIKAPCTBCHH MPOAYKTH, KOUTO 3aCHIIBAT
OTJICJISIHETO Ha TMKOYHA KUCEIIMHA, CE HaMaJIsiBa aKTUBHOCTTA Ha JIGKAPCTBATa 3a mojiarpa
(KOHKYpEHIIHS IT0 OTHOIICHNE eKCKPEIHsITa Ha MMKOYHA KUCEIHHA 0T ObOpEYHNTE KaHATIEeTa).

Jueoxcun
AneTHiicaIuIMIOBaTa KUcelnHa HapyiaBa ObOpevHaTa eKCKPEIrs Ha TUTOKCHH, KOETO BOJIH JI0
MTOBHUITIaBaHE Ha TIA3MEHUTE KOHIICHTPAITHH.

Aumuouabemuu cpedcmea, Hanpumep UHCYIUH U CYAPOHUTYPEUHU

[Topanu XUMOTIMKEeMUYHA AKTHBHOCT ¥ U3MECTBaHE Ha CYJI(aHIITypEHHUTE TPOIYKTH OT TEXHUTE
MecTa Ha CBhP3BaHE C MIIA3MEHUTE MPOTSHHHU, alleTUIICATUITIIIOBATA KHCEIMHA MOYKE JIa TOBUIITH
XUITOTJIUKEMUYHUS e()EKT Ha aHTUIMA0CTHUTE CPEICTBA.

Tpombonumuynu nexapcmeeHu RPOOYKmMu Uiy Opyeu aHmumpomMoomuyHu UHXubumopu (Hanp.
MUKIONUOUH)

EnHOBpeMEHHOTO NMPUIIOKEHHE C alleTHIICATIHIIMIOBA KUCEINHA MOKE J]a MOBHIIHN PHCKA OT
yABbIDKaBaHE Ha KbPBEHETO U KPHBOM3IUB.

Juypemuyu

Hamanena ANYypEeTUYIHA aKTUBHOCT YPE3 3aAbpPrKaHC Ha HanI/II\/'I 1 BOJa B Opranusma, BCJICACTBHUEC HA
HaMaJieHaTa [JIoMepyJHa GuiaTpanys 1o IbTs Ha HaMaJleH CUHTE3 Ha PeHaJIeH NpOCTarjanuH B
O0p0OpennTe. AETHICATHIIMIIOBATA KUCEIMHA MOXKeE 1A TIOBUIIIH OTOTOKCHYHOCTTA Ha (hypOCEMHT.

CucmemHnu Kopmuxocmepouou

ENHOBPEMEHHOTO MPUIIOKEHHE C AlETHIICATMIMIOBA KUCEIMHA MOYKE JIa MTOBHIIN PUCKA OT
CTOMAIITHO-YPEBHH SI3BU M KbPBEHE, Jla HAMAJIM IJIa3MeHaTa KOHIICHTPAIIHS Ha CaUIMiIaTa 110 BpeMe
Ha JICYEHHETO C KOPTUKOCTEPOH TN, KAKTO U JIa IOBEJIE IO PUCK OT Mpelo3upaHe Ha CANUIIIIATA CIIe]T
CIIUPAHETO HAa KOPTUKOCTepouauTe (BXk. Touka 4.4).

Eonospemennomo npunosicenue ¢ ACE-unxubumopu
HamaneHn aHTHXUIIEPTEH3UBEH e(eKT, BCICACTBUE HA MOHMKEHATA TIOMEPYJIHA QuiTpanus upes
HaMaJsiBaHe Ha CHHTE3aTa Ha PEHAJICH MPOCTArIaH/INH, IeHCTRAIN e(EKTH Ha ChA0pa3IINPsIBAHE.

Baﬂnpoeea Kuceiaurna

AI_IeTI/IJ'ICEUII/I]_II/IJ'IOBaTa KHCCJIMHA YBCJIIMYaBa TOKCUYHOCTTA HAa BAJIIIPOCBATA KUCCIINHA, KATO 5
HU3MECTBA OT MECTAaTa 3a CBbP3BAHC C IIJIA3MCHUTEC ITPOTCUHU. BannpoeBaTa KHCCJIMHA ITOTCHIHPA
aHTI/ITpOM6OHI/ITHaTa AKTHBHOCT Ha all€TUJICAJIMIIUIIOBAaTa KMCEJIIMHA IMopaagnl CUHECPIUIHUA e(beKT.

Memamuzon

[Ipu eqHOBpEMEHEH MTPHEM METaMH30JI MOXKE Jla HaMaH e(heKTa Ha alleTUICAIHIIMIOBATA KUCEINHA
BBPXY TpoMOoIuTHaTa arperamus. Ciie0BaTeIHO, Ta3u KOMOMHAIMS TPsIOBA J1a Ce U3IIONI3BA C
MOBUIICHO BHUMAHUE MPHU NAIUEHTH, IPUEMAIU HUCKA 032 aCIUPHUH 33 KapIUONPOTEKIH.

Anxoxon

EnHoBpeMeHHOTO MpueMaHe Ha aJIKOXOJI U alleTUIICATUIINIOBA KUCENIMHA YBEINYaBa PUCKA OT
CTOMAIITHO-YPEBHH HEXETAHHU PEAKIINH, HAIIPIMEP TaCTPOMHTECTHHAIIHA SI3BA WITH
TraCTPOUHTECTUHAIHO KbPBEHE.



Hnxubumopu na kapboanxuopasama

Hamarnena exckpenus Ha aleTa3oiaMu L, CATUIMIATHA HHTOKCUKAIUS € HACThIIBAIA IPH MAIUCHTH Ha
CXEMH C BUCOKH JIO3H CAHIIMIATA U MHHXUOUTOPHU Ha KapOoaHxuapazata. KOHKypeHTHOTO mpuiarase

Ha UHXUOWTOPH Ha KapOOaHXHUIpa3ara, KaTo aleTa3olaMu/l M CATUIMIIATH, MOXKE JIa TOBEJE O TeXKKa
aruI03a v MOBHUIIEHa TOKCUYHOCT Ha IICHTPaTHATA HEPBHA CUCTEMA.

Aumuayuou u aocopbenmu

Exckpenusita Ha alleTHIICATUIIIIOBATA KHCEIMHA CE YBEINYaBa B AlIKATHA YPUHA; KAOJIMHBT BEPOSTHO
HaMajsBa abcopOrusaTa. [lanmenTure TpsOBa 1a ObAAT CHBETBAHM Ja HE MPHUEMaT ¢ THOBPEMECHHO
aHTHAL]IY, 32 Ja ce N30eTHe MPEeXIEBPEMEHHOTO OCBOOOXKIaBaHE Ha JIEKapCTBOTO.

Anmubaxmepuannu cpedcmea
TokcuuHOCTTa HA CYJI(HOHAMUIUTE MOXKE J1a CE YBEIIHYH.

Luxnocnopun
EnnoBpemennara ynorpeba ua nukinocrnopus 1 HCIIBC moxe na goBezie 10 TOBHIIEH PUCK OT
UKIIOCTTIOPUHOBA HE(POTOKCHIHOCT.

Anmuememuyu
Meroknonpamuz 3acuiBa epeKTUTE Ha aleTHIICATHINIOBAaTa KUCEINHA Ype3 yBeINIaBaHe Ha
CKOpOCTTa Ha abcopOumsTa.

Jlesxompuenosu anmazonucmu
[ToBumraBa ce mia3MeHaTa KOHUEHTpauus Ha 3adUpIIyKacT.

Tecmosge 3a pynKyuAma na WUmMosUOHama sicne3a
AneTnicaauuuioBaTa KUCeJIMHA MOXKE 1a IPOMEHH pe3yJITaTUTE Ha TeCTOBE Ha (DyHKIMATA HA
IIMTOBUHATA YKJIE3a.

4.6 @epTHANTET, OPEMEHHOCT H KbpMeHe

BpemenHoct
Hucxu 0oszu (0o 100 mg na oen):

KimananuTe npoy4BaHus mokas3sar, de 103u 10 100 mg Ha feH, 3a orpaHUYeHa yrnoTpeda B
aKyLIEepCTBOTO, M3UCKBAIllA CIIELUAIM3UPAaHO HAOM0IeHHE, ca Oe301MacHH.

Hozu om 100 0o 500 mg ra den:

Hma nocTaThuHO KJIMHUYEH OMKT M0 OTHOIICHUE Ha M3MOJI3BaHEeTO Ha 103U Haja 100 mg Ha JieH 110
500 mg nueBHO. ETO 3a1mo, npenopwsKuTe 1Mo-101y 3a 7031 oT 500 mg AHEBHO U MO-BHCOKH Ca
IMPUJIOKMUMHU CHIIO U 3a TO3U JO30B UHTCPBAJ.

JHoszu om 500 Mg ra den u no-gucoku:

NuxubupaHeTo Ha CMHTE3a Ha MPOCTArJIaHAMHN MOXE JIa OKa)Ke HeOJIaropHsITHO BIMSHUE BBPXY
OpEMEHHOCTTA W/UITM eMOPHOHATHOTO/(DETATHOTO pa3BUTHE. JJaHHHUTE OT SMUIEMUOIOTHYHN
W3CJIeIBaHUS TIOKAa3BaT IMOBUIIICH PHCK OT CIIOHTaHEH adOpT, KAKTO U OT ChPACYHHN Mai(popMaiuy U
racTpOCXH3a CJie] U3M0JI3BaHe Ha MHXUOUTOP Ha MpOCTarjiaHANMHOBHUS CUHTE3 B paHHa (a3a Ha
OpeMeHHOCTTa. AOCOTIOTHHUAT PUCK OT ChPACYHOCHI0BH Maji(hopMallMK C€ YBEIrUaBa OT O-MaJIKO OT
1% no oxoino 1,5%. Cmsita ce, 4e pUCKBT CE MOBUILIABA C YBEIMYABAHE HA J03aTa U
MPOABIKUTEITHOCTTA Ha JICYSHUETO.

JlokazaHo e, ye NPUIIOKEHUETO Ha MHXUOUTOPH Ha MPOCTArJIaHIMHOBHS CUHTE3 MPH KUBOTHHU BOJU
JI0 TTOBHINICHA TIpe- ¥ IOCTUMILIAHTAIIMOHHA 3ary0a u eMOpuo-deraneH geranurer. B nonbiHenne,
MOBHIIIEHUTE YECTOTH HA Pa3IUYHU MalI(DOPMaIliH, BKIIFOUUTEITHO ChPJICYHOCHIOBH, Ca OMiIH
JIOKJIaJIBAHU MPH XKUBOTHU, HA KOUTO € OWJI IaJieH HHXUOUTOP Ha IPOCTArIaHAMHOBUS CHHTE3 110
BpeMe Ha IIepro/ia Ha OpraHoreHesara. AIeTHICATUIIMIIOBA KHCEIMHA He TPSAOBaA J1a ce JaBa 110 BpeMe
Ha ITbPBUS ¥ BTOPUS TPUMECTHP Ha OPEMEHHOCTTa, OCBEH aKo He € aOCOIOTHO He00X0IuMo. AKO
alEeTUICAIMIIMIIOBA KUCEIIMHA CE M3II0JI3Ba OT JKeHa, OIMTBAIIA ce Ja 3a0peMeHee, UilK 10 BpeMe Ha




IBPBHA ¥ BTOPHS TPUMECTHP HAa OPEMEHHOCTTA, /103aTa TPsOBa Ja ce MoIIbp)ka Bh3MOKHO Hal-
HUCKA, a MPOABIDKUTETHOCTTA Ha JIEYCHUETO Bh3MOXKHO Hal-KpaTKa.

ITo BpeMe Ha TpeTHS TPUMECTBP Ha OPEMEHHOCTTa, BCHYKH HHXUOUTOPH HA MPOCTArIAHINHOBHUS

CHHTE3 MOrar Jia u3JIoxkat deryca Ha:

- KapIUOIyIMOHAITHA TOKCUYHOCT (C TIPEXKICBPEMEHHO 3aTBApsSHE HA TYKTYC apTEepPUO3yC U
0enoapoOHa XUIEPTOHNUA);

- 0p0peyHa nuchyHKIHS, KOSTO MOKE /1a Iporpecupa 10 0b0pevyHa HeTOCTaThYHOCT U
OJTUTOXUIPAMHHUOH.

B kpast Ha OpeMEeHHOCTTa, BCHUKH MPOCTATJIaHIMHOBH HHXHOUTOPH MOTAT Ja JOBEAAT 10 EKCIO3UIIHS

Ha MaiKaTa ¥ HOBOPOJIECHOTO, H3pa3eHa BbB:

- BB3MOXHO YAb/DKaBaHe Ha BPEMETO Ha KbPBEHE M aHTUTPOMOOITUTHATA AKTUBHOCT, KOETO
MOYKE J1a C€ MOJIyYH JOPH MPU MHOTO HUCKH JIO3H;

- UHXHOMpaHEe Ha MATOYHHUTE KOHTPAKIMH, BOJIEIIO 0 3a0aBEHO HJIH YABIKEHO PaKIaHe.

CrieioBaTeIIHO aleTHIICATUIIMIOBATA KACEIMHA € IIPOTUBOIOKA3aHa Mpe3 TPETHS TPHMECThP Ha

OpeMeHHOCTTa.

Kbpmene
TBif KaTO alEeTUIICATHUIIMIOBATA KUCEIMHA CE OTACISI B MAHYMHOTO MIISIKO, TSI HE TpsIOBa J1a ce mpruemMa

OT MalKH, KOUTO KbPMST, IOPaJH ChIIECTBYBAIU PUCK OT CUHAPOM Ha Peil npu nerero. Bucoku
JI03M IpY MaliKaTa MOrar Aa Hapymat (yHKUUSITa Ha TPOMOOLIMTHTE IPH JETETO.

DepTUInuTeT
He ca mpoBexxganu KOHTPOIMPAHA IPOYYBAHUS 110 OTHOIIIEHHUE HA TIOTSHIMATHIS e(DeKT Ha

AIeTHJICATNIMIIOBATA KHCEMHA BEPXY (pepTUIInTeTa.

4.7 EdekTH BHPXY CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

AlleTHIICANUIINIIOBA KHCEIMHA He TOBJIHsIBA CIIOCOOHOCTTA 32 ModrpaHe win padoTa ¢ MaITHHH.
4.8 HexejaHu JeKAPCTBEHH PEaAKIIUH

Hesxenanurte jekapCTBEHH PEakiluy ca TPYIHUPaHUA Bb3 OCHOBA Ha CUCTEMO-OpPTraHHUTE KiiacoBe. B
paMKWTE Ha BCEKH CHCTEMHO-OPTaHeH KJIac YeCTOTHTE ca JeuHUpaHu KaTo: MHOTO dectH (>1/10),
yectr (>1/100 no <1/10), mewectu (=1/1 000 mo <1/100), pexxu (>1/10 000 mo <1/1000); MHOTO
penxu (<1/10,000), c Hem3BecTHA YecTOTa (HE MOXKe Ja ObJie OlleHEeHa OT HAJTMIHUTE JaHHH).

Hapymenus Ha KpbBTa M IUM@HATA cHCcTeMAa

Peoxu: Texko KbpBeHe, KaTO HalPUMEP CTOMAITHO-UYPEBEH U BbTPEUEpeieH KPbBOU3IIUB.

C neussecmua uecmoma: IOBULIEH PUCK OT KbPBEHE, YABIDKABAHE HA BPEMETO Ha KbPBEHE,
TPOMOOLIUTOTIEHUSI.

HabmtonaBaHo e KbpBeHE, HapUMeEp IEPHONEepaTHBHA XeMOParus, XeMaToM, eIUCTaKCHUC,
YPOTr€HUTAIHO KbPBEHE, KbPBEHE OT BEHIUTE.

KbpBeHeTo MOXKe J1a J1oBejIe 10 OCTpa WM XPOHHYHA aHEMUS! TIOPai KPbBOM3IINB H/HITH
KeIs30/IeUIMTHA aHeMUs! (HApUMep B PE3YJITaT Ha OKYJITHH MUKPOKPHBOU3JIHBH),
XapaKTepU3Upally ce ¢ J1a0opaTopHH U KIMHUYHH MIPU3HALM KaTo c1abocT, 6Je10cT, XUmonepdysusl.
XeMOJIHTUYHA aHEMHSI MOXKeE JIa Ce TOSIBY MPU TIAIMEHTH € TIII0K030-6-pocdaT nexuaporeHaseH
JneUIUT.

Hapymenusi Ha MMyHHaTa cHCcTeMa

Peoku: peakiy Ha CBpbXUyBCTBUTEIHOCT, XapaKTEPH3HUPAIIIH ce ¢ Ja00paTOPHU U KITMHHIHU
IIPU3HALY, BKJIFOYBAILN: aHTMOEEM, KOKHH PEAKIIMU, OTOK; TEKKH PEaklMy Ha
CBPBXUYBCTBUTEIHOCT, BKIIOYUTEIHO aHAQUIAKTHYEH IIOK.

Hapymenusi Ha MeTa00/1M3Ma H XPaHEHETO
MHnozo pedxu’ XuNOTTTUKEMUSI.



CbpaeuHn HapylIeHusI

C neuszsecmmna yecmoma: peakiy Ha CBPBXUYBCTBUTEIHOCT, XapaKTEPU3UPAIIIH CE ¢ TAOOPaTOPHU U
KJIIMHUYHU TPU3HAII, BKJIFOUBAIIH: KapIUO-PECITUPATOPHU HAPYIIICHUS.

Orory, XUTIEPTOHHUS U Chp/IeTHa HETOCTATHYHOCT ce ChoOImaBaT BB Bpb3ka ¢ HCIIBC,
BKITFOUHTEITHO TIPY JICUCHHE C al[eTHICATHITUIOBA KACEITUHA.

Hapymenusi Ha HepBHATa cucTeMa

Peoku: Texko KbpBEHE KaTo BBTPEUCPEIICH KPHBOU3IUB (0OCOOCHO NPY MAIIMEHTH ¢ HEKOHTPOJIUPaHa
XUTNEPTOHUS U/WIH TI0 BpEME Ha ¢IHOBPEMEHHOTO MPUIOKCHUE Ha aHTUXEMOCTATHIIH ), KOSTO B
OTJICJTHU CIIy4ad MOXKe Jia ObJIC MOTCHIIMATHO OMACHO 3a YKUBOTA.

C Heussecmua yecmoma: CBETOBBPTEXK H IITyM B YIIIUTE, KOUTO OOMKHOBEHO Ca CUMIITOMH Ha
TpeIo3upaHe.

CToMalIHO-YpeBHM HapYyLIEeHHs

Yecmu: aucnienicus (KUCENWHH, TaJicHe, MOBPBILAHE) U KOpeMHa O0JIKa.

Peoxu: Bp3manenue Ha raCTPOMHTECTHHAIHUS TPAKT, CTOMAIIHA W/WIIH JyOJIcHaHa 513Ba, MHOTO
PSLIKO BOAELIH O TaCTPOMHTECTHHAIECH KPBBOU3IIMB U IepPOopaLusi, XapaKTePU3UPALLH CE C
KIMHUYHU U 1a00paTOpHU MPU3HALH.

PecimpaTopHu, rpbIHM M MeAUACTHHAJIHM HAPYLLIEHHA
Peoxu: peakuy Ha CBPBXUYBCTBUTEIHOCT, XapaKTEPU3UPALIHU e C Ja0OPAaTOPHHU U KIMHUYHU
MPU3HAIH, BKIFOYBAIIN: acTMa, OPOHXOCTIa3bM.

XenaroouauapHu HApYUIEHUS
Peoku: npexonHa yepHoApoOHa TUCHYHKIUS C MOBUILICHU TPAaHCAMHUHA3H.
C Heussecmua ywecmoma: 4epHOAPOOHA HEIOCTATHYHOCT; CHHIPOM Ha Peid.

HapyumeHnusi Ha KoxKaTa M IIOAKOKHATA ThKaH

Mmnozo pedxu: Oylo3HU peaKiy, BKIFOUUTEIHO CUHAPOM Ha Stevens-Johnson u TokcnyuHa
enuepMaliHa HeKpoJIn3a.

C Heussecmua uecmoma: peakliui Ha CBPbXYYBCTBUTEIIHOCT, XapaKTEPU3HUPAILHU Ce C KITUHUYHU
NPU3HALM, BKIIOYBAIIN: OOpUB, yPTHKapHs, CbpOeK.

Hapymenuss Ha 0bOpenuTe 1 NMKOYHUTE IHTHIA
Mmnoeo peoxu: napyuieHa Ob0pevHa (yHKIH, ypaTHH KaMbHU B ObOperuTe.

Hapymenusi Ha penpoayKTHBHATA CHCTEMA U I'bpAaTa
Peoku: MmeHoparus.

Cro01aBane Ha MMOJI03MPAHU HEXKEJIAaHH PEaAKIIUK

CpoOm1aBaHeTo Ha MOI03UPAHH HEXKEJIaH! PEaKIUH CIIe]] pa3pelaBaHe 3a ynoTpeOda Ha JeKapCTBEHUS
HPOIYKT € BayKHO. ToBa M03BOJIsIBA /1a IPOABILKH HAOIIOICHUETO Ha CHOTHOIIEHUETO 110J13a/pHCK 32
JeKapCTBEHUS MPOIYKT. OT METUIMHCKUTE CIIEIHAINCTH C€ M3MCKBA J1a ChOOIaBaT BCAKA
HOI03MpaHa HeXKEeJNaHa PeaKIus upes3

UzmeiHUTETHA areHIys 110 JIeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303, Codus

Ten.: +35 928903417

yeOcaiT: www.bda.bg

4.9 Ilpeno3upaHe

[Mpeno3upaneTo npu NalMEHTH B HAIIPEHAJA Bh3pacT U 0COOEHO IMPH MAJIKH JIella H3UCKBa
CHELMaIHO BHUMAHHUE, ThI KaTO MPH TE3H MALUEHTH TO MOXKeE J]a ce OKaxe (aTajHo.

ITopanu HHUCKaTa 1032 HAa aLETUIICATMIAIOBATA KUCENINHA, CIIyYailHOTO IPEe031UpaHe Ha TO3H
JIEKapCTBEH IIPOJIYKT € MAJIKO BeposaTHO. HapouHOTO morrbiane Ha rojsiM Opoii TabiIeTKu Moke Jia


http://www.bda.bg/

JIOB€JIe 10 TOKCUYHH HUBA B KPBBTA, KOETO MOXKE J1a CE CIIyYH U ChC 3aKbCHEHHE OT IoBeue oT 12
yaca.

[Mormpiiane Ha roJsiM Opol CTOMAITHO-YCTOMYMBH TabJIETKH MOXKe a JoBene 10 o0pa3yBaHe Ha
BB3€JI OT 3AJICNICHN TaOJIETKH B CTOMaxa, KOMTO e TpyJHO Aa Ob/ie mpeMaxHar.

CumMnromu

CumrnToMuTe Ha IPEeAo3upaHe OONKHOBEHO ca: IIyM B YIIUTE, XUIIEPBEHTHIIANNS, TPECKa, TaICHE,
MOBpBIIaHe, 3aMBITICHO 3peHHe, I1aBo00Iue, 3aMaiiBaHe, 00bpKBaHe, HApyLICHNE Ha KUCETMHHO-
AJKaJIHHA U eJICKTPOJIUTEH OalaHc, XUIOTIUKEMHUs1, KOYKHU OOpUBH.

B cmygaii Ha ocTpo mpemo3upane, MOraT Ja ce MOSBAT ACTUPUYM, TPEMOD, 3a1yX, H3IOTIBAHE,
BB30y/1a M KOMa.

CaMIMIaTHOTO OTpaBsiHE OOMKHOBEHO € CBBbP3aHO C IUIa3MEHUTE KOoHIeHTpanuu > 350 mg/l (2,5
mmol/l). [ToBeueTo CMBPTHH ClTy4an Ha Bb3PACTHU C€ HAOJIFOIaBAT MPH IMAIHEHTH, YAUTO
koutentparmu Haasumasar 700 mg/l (5,1 mmol/l). Equananu 1o3u ot mo-manko ot 100 mg/kg, e
MAaJIKO BEpPOSITHO J1a IPUUUHST CEPHO3HO OTPAaBSIHE.

CMmeceHaTa pecriupaTOpHa aqKano3a i MeTadoNIuTHa allu03a, C HOPMAJIHO WM BUCOKO apTepPHaIHO
pH (HOpManHa uinu HamaJieHa KOHILIEHTpanys Ha BOJIOPOAHU HOHM), € OOMUaiiHa IpU Bh3PACTHU HIIH
Jiella Ha Bb3pacT HaJl yeTupu roaunu. [Ipu nenara Ha 4yeTHupy roAMHHU WM MO-MAJIKO € YeCTO CpellaHa
JOMHHHpAIa MeTaboJINTHA alua03a ¢ HUCKO apTepruanHo pH (moBuIIeHa KOHIICHTpAIXs Ha
BOJIOPOJIHH HOHM). Ano3aTa MOXKe Ja YBEJIMYH IIPEMHHABAHETO Ha CATMIMIIATHTE NPe3 KPHBHO-
MO3b4UHaTa Oapuepa.

Jleuenue

JledenueTo e 1a ce Hamanu abCopOIMATA Ha JIEKAPCTBCHUS IPOAYKT Upe3 OTCTPAHSIBAHE HA
CTOMAITHOTO CHABPKUMO (TIOBPBILIAHE MM CTOMAIITHA POMHUBKA - aKO € MUHAII He TTOBEYE OT SHH
4ac OT MOTIBIIAHETO Ha TAOIETKUTE), YCKOPSIBAaHE HA eTMMUHUPAHETO HA JIEKAPCTBEHUS TPOAYKT,
MOHHTOPHWHT Ha BOJIHO-EJIEKTPOIUTHHS OallaHC, HA CEpyMHOTO HUBO Ha canuiiati, pH Ha ypuHara,
apTepuaiHu KPbBHU I'a30Be, CEPYMEH KPEaTUHUH, TJII0K03a B IUIa3MaTa U ypesi B KpbBTa, KAaKTO U
HOpMaJIM3UpaHe HA TeMIIepaTypara Ha TSIOTO U IUIIAHETO.

[Ipunara ce akTHBEH BBIJIEH 1O/ (hopMaTa Ha BOJHA cycrieH3us (B 103a 3a Bp3pactHH 50-100 g u 30-
60 g 3a nena), 3a 1a ce HamaIu abcopOUMATA HA aleTHICAIULIMIOBATA KUCEIMHA.

EnuMmuHMpaHeTo ce yBeanyaBa upe3 alKalu3upaHe Ha YPHHATA, KOETO Ce MOCTUra upe3 NMpuiiarane Ha
1,26% HaTpues OukapOonat. TpsiOBa na ce cieau pH Ha ypunara. Kopurupa ce MmetabonurHaTa
aruI03a ¢ MHTPABEHO3HO MpuiiokeHue Ha 8,4% pa3TBOp Ha HATpUEB OukapOoHAT (Hal-Hampe/] ce
MPOBEPSABAT HUBATA HA CEPYMHUS KaJIUii), XUIMOKATMEMHsATA TPIOBa J1a ObJie KOPUTHpaHa TPEJIN J1a Ce
Jlajie HaTpUueB OMKapOOHAT, 3al0TO AKATM3UPAHETO HA YPUHATA MOXKE J1a ObJIe O-MaJIKO e()eKTHBHO,
aKo MIa3MEHUTe HUBA Ha Kajus nagHat mof 4,0 mmol/l. ®opcupana quypesa He TpsaOBa 1a ce
W3M0JI3Ba, Thil KaTO TS HE MOJ00PSIBA EKCKPEIUATA Ha CATUIMIATUTE U MOXKE J1a JIOBEJIE JI0
6emopobeH OTOK.

XeMouanu3ara e JICUCHHe Ha U300 3a TSKKHU OTPaBsSHUS U TPsIOBa Jla ce uMa MPEIBU/I IPH HAIlMeHTH
¢ IUTa3MeHu KoHIeHTpauuu Ha canumuiar > 700 mg/l (5,1 mmol/l) wiun npu mo-HUCKKU KOHIIEHTPALIUH,
CBBP3aHH C TEKKH KIMHUYHU wiu MetabonuTan ¢yHkiwd. [lanmentn nox 10 viw vag 70 roguHn
UMaT YBEJIMYEH PUCK OT CAMITWIIATHA TOKCHYHOCT M MOTAT JIa CE€ HYXKJasT OT [Ualin3a Ha MO-paHeH
eTarl.

5. ®APMAKOJIOTUYHU CBOMCTBA
51 dapmakoaMHAMMYHU CBOiiCcTBa

dapmakoTepareBTHIHA TPyTa; HHXHOUTOPH Ha TPOMOOIIMTHATA arperaiysi, ¢ M3KII0YeHHE Ha
xenapu, ATC kox: BO1IAC06



AueTHiIcaIuInIIoBaTa KUCeJINHA € HeoOpaTHM UHXHUOUTOP Ha MUKIOOKCUTEeHA3aTa, KaTO HHXHOUpa
CHHTE3aTa Ha MPOCTATJIAHINH OT apaxuJIOHOBA KHcellnHa. T0o3u MEXaHU3bM € OTTOBOPEH 3a
MPOTUBOBB3MAIUTEIHOTO, AHTUITUPETUYHOTO ¥ aHAITSTHYHO JICHCTBHE.

Haii-BaxXHUAT e€eKT OT alleTHIICATUINIIOBATa KUCEIMHA IPU HUCKA 1032 oT 75-150 mg e
WHXHOUPAHETO HA CHHTE3a Ha TPOMOOKCaH A2, CheIMHEHHE, YBEINIaBaIlo TPOMOOIIUTHATA
arperarys ¥ ChJI0BOTO 3amyliBane. THXnOupaHeTo Ha TpOMOOIIMTHATA IMKIIOOKCUTEHA3a BOH J10
HaMaJIIBaHE Ha CIIOCOOHOCTTA UM Jia arperupar.

TpoMOoIUTHATA arperarys € OCHOBEH MPoIiec, KOUTO onpeessl MOCTeNeHHaTa CTeHO3a Ha
KOPOHAPHUTE apTEePUH TP UCXEMHIYHA OOIECT Ha ChpIeTo. PaspacTBaHeTo HA TPOMOOIIMTHY arperaTu
BBPXY aTEePOCKICPOTHYHO MPOMEHEHUTE YaCTH OT ChJOBETE BOJU JI0 00pa3yBaHETO HA ChCHPEIH,
KOETO MOCTEIICHHO BJIOIIaBa MUOKap HaTa nepdy3us 10 HACThIIBAaHE HA WH(PAPKT HA MUOKAP/IA.
Pesynrature 0T MHOXECTBO KOHTPOJIMPAHHU MPOYYBAHHS TTOKA3BAT, Y€ ONTUMATHOTO HHXUOWpPaHe Ha
TpoMOOLIMTHATA [IMKJIOOKCHT€HAa3a B CPABHEHUE ChC CHIOBATA MOJKE J1a € TIOCTHTHE KaTO Ce U3I0N3Ba
HHUCKa J103a aleTwicanuimioBa kucenuna, ot 40 mg no 150 mg na nen. Cmsra ce, 4e HUCKaA 1032
areTUIICANTUIUIIOBA KUCEITUHA B CTOMAITHO-YCTOHYUBH Ta0JIETKU, KOUTO HE TIO3BOJISIBAT
0CBOOOXK/IABAHETO HA aKTMBHOTO BENIECTBO B CTOMAaXa, BOJIH JIO TIOTy4aBaHe Ha KOHIICHTPAIHS B
MOPTAJIHOTO KPbBOOOpAIIeHUE, JOCTAThYHA J]a HHXUOKUPA TPOMOOLIMTHATA IUKIOOKCUT€HA3a, KAKTO U
JI0 HUCKA KOHIICHTpAIHs B neprdepHaTa MUPKyJIAIHs, KOeTO € 3alUTa CPeIly TBbPE CHITHOTO
WHXUOWpaHEe HAa CHHTE3a Ha MPOCTAIMKIIMH B ChJ0BaTa CTCHA M HEXKEIAHHU PEAKIINH.

Taka HECKHTE JI03U alETUWICAIMIIMIOBA KUCEIMHA MOTaT J1a ICHCTBAT M0-e(EKTUBHO, OTKOJIKOTO I10-
TOJIEMHUTEC, KaTO MPUYHHABAT U I10-MAJIKO HEKECJIaHU PCaKIIHUHU.

ExcriepuMeHTaHN TaHHU TOKa3BaT, Ye noympodeH Moxe /1a HXuOupa eexTa Ha HUCKara 1032
aIeTUIICANTUINIIOBA KUCEITMHA BbPXY TPOMOOIIMTHATA arperamusi, KoraTo ce npuiarat eIHOBpEeMEHHO.
B enno npoyuBane, koraro equHu4Ha j103a HOynpoden 400 mg ce npuemMa B paMKUTE Ha 8 yaca
Npeay WK B paMKuTe Ha 30 MUHYTH HEMOCPEACTBEHO Clie/l IpUeMa Ha alleTHICAIUIIIOBA KUCETNHA
(81 mg), Bb3HKKBa HamMaIsIBaHe Ha eeKTa Ha AIeTHICATHIIIOBATA KHCEINHA BBPXY 00pa3yBaHETO
Ha TPOMOOKCaH WM Ha TPOMOOLMTHATA arperanus. Berpekn ToBa, orpaHUueHUATA HA T€3U TaHHU U
HECHI'YPHOCTTa OTHOCHO EKCTpAIoJalisiTa Ha eX VIVO JaHHUTE B KIIMHUYHATA [IPAKTHKA O3HAYaBar, 4e
He MoraT Jia ObJjaT HalpaBeH! KAaTErOPUYHH 3aKIII0OUSHNS 32 peIoBHATa yroTpeda Ha noynpodeH, u
HE MOXeE JIa C€ MMa MPEABHU]I HUKAKbB KJIMHUYHO 3HAYMM BEpPOSTEH e(eKT MpH CcliydaiiHaTta ynotpeda
Ha HOYTpodeH.

5.2 ®apmakokuHeTHYHH CBOWCTBa

AOGcopOuus
AGcopOIHsTa Ha aleTHIICATHIINIOBA KHCEIHHA OT CTOMAIITHO-YCTOWYHUBH TaOJIETKH MAJIKO Ce

pas3yin4yaBa B CpaBHEHHE ¢ KOHBEHIIMOHAIHHUTE GopMmu. Ts 3amouBa B pamMkuTe Ha 3-6 yaca ciex
IpUIaraHe Ha JISKapCTBOTO, KOETO J0Ka3Ba, Y€ MOKPUTUETO ePeKTUBHO OJIOKHPA pa3MagaHeTo Ha
JIEKapCTBOTO B CTOMaXxa.

IMukoBaTa mua3MeHa KOHIIEHTPAIHUS ce ToTydaBa cliel OKoJo 6 yaca u e cpenaHo 12,7 ug/ml 3a 150 mg
CTOMAIITHO-YCTOHYMBY TabNeTKH U 6,72 pg/ml 3a 75 mg cToManrHo-yCTORYMBY TaOJIETKH.
[TpuchbcTBUETO HA XpaHA B CTOMAIIHO-YPEBHUS TPAKT 3a0aBsi aOCOPOIHATa, HO HE HaMallsiBa
OMOHATMYHOCTTA Ha AlleTWICAINIIIIOBATA KHCEIHHA.

80-100% oT morpaHaTaTa 032 aleTHICATHIIMIOBA KICeInHa ce abcopOupa OT CTOMAaITHO-YPEBHHUS
TPaKT.

Pasnpenenenue
AleTHIICAIMIIMIOBATA KUCEIMHA OBP30 U €KCTCH3MBHO CE Pa3Ipe/iesis B TOBEUETO OT ThKAHUTE U

TesiecHUTE TeYHOCTH. OTHOCUTEIHUAT 00eM Ha pasmnpenenenue e npuonusutento 0,15 - 0,2 I/kg u ce
yBEJIMYaBa 3a€/IHO C yBEJIMYaBaHE HA CEpyMHAaTa KOHIIEHTpaLUs Ha JIEKapCTBOTO.

IIpubmm3uTenno 33% OT IeKapCTBOTO Ce CBHP3Ba C MPOTEUHHU IIPH CepyMHA KOHIIEHTpaIus ot 120
pg/ml. CrernenTa Ha OENTHYHO CBHP3BAHE Ha JIGKAPCTBOTO 3aBHCH OT KOHIICHTPAIUSITA Ha AJIOYMUHA;
IIpY 3ApaBu JOOPOBOJILIM TO HAMaJIsiBa 3a€JHO C HAMAJSIBAHETO Ha KOHLIEHTpALMATA Ha allOyMHHA.
[Tpu 6BOpeuHa HENOCTATHYHOCT, 110 BpEMe Ha OPEMEHHOCT M IIPU HOBOPOJICHH, CBBP3BAHETO HA
aleTIICATHITNIOBATa KICETMHA C TUTa3MEHNTE MMPOTEMHU HaMaJjsiBa HE caMo B pe3yJiTar Ha
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XUIMOATIOYMUHEMHUSI, HO ¥ TIOPaJId HATPYyTNBaHEe HA CHJOTCHHH BEIECTBa, KOUTO U3MECTBAT
JIEKapCTBOTO OT MeCTaTa My 3a CBbP3BaHE C IPOTEHHUTE.

buoTpanchopmarms

AneTricanuIiioBaTa KHCeIMHa ce MeTa0oIM3pa YaCTHIHO 110 BpeMe Ha abcopOrusara. To3u mporiec
Ce M3BBPIIBA O] Bh3/ICHCTBUETO HA eCTepasa, TIIaBHO B YEPHUS P00, HO CHIIO Taka U B KPBBHUS
CepPyM, CPUTPOIIMTUTE U CHHOBHATHATA TEYHOCT.

CanunuiaTite ce CBbP3BaT INIABHO C MIKIHH J0 CATHIMIMTUKOYHA KUCEIUHA U C TIIOKYPOHOBA
KHCEJIMHA JI0 CATTMIIOB (PEHONTIIOKYPOHUT ¥ CANTUIIIIAIMI TITIOKYPOHHT; CAMO MallKa YacT OT TSIX
Ce XUIPOKCUIIHPA JI0 TUXUAPOKCUOCH30eHa KUCETHHA, 2,3-TUXUIPOKCUOCH30eHa KucenuHa u 2,3,5-
TPUXUAPOKCUOCH30eHaTa KUcenuHa. [Ipy )KeHUTE MPOLeChT Ha XUAPOKCUIIHPAHE € T0-0aBeH (T10-
HHUCKA aKTUBHOCT Ha CEPyMHATA ecTepasa).

EnumMunupane
[Tomy>XMBOTHT Ha IJIA3MEHOTO ETMMUHIPAHE Ha alleTHIICATUITIIIOBATA KICEINMHA € OKojIo 2-3 gaca. 3a

pasyinKa OT IpyTu CaJULWIATH, HEXUAPOIN3UPaHaTa alleTUIICAIMIMIIOBA KUCETIMHA HE Ce HAaTPYIIBA B
KPBBHUS CEpYM IIpU MOBTOPHO npuiiokeHue. Camo okono 1% oT nepopanHaTa 1032 Ha
aleTWICAIMIIIIOBATA KHCENKMHA CE OTAENS C ypUHATa B HEXHIPOJIU3upaHa (opma, a ocTaHasiaTa 4acT
ce eKcKkpetupa noj opmaTa Ha caluUUIATH U TeXHUTE MetadonuTH. [lpu manuenTy ¢ HopMaiHa
0b0peuna Gynkust, 80-100% ot enHOKpaTHATA 71032 OT JIEKAPCTBOTO CE OT/IENS C ypUHATA B PAMKHTE
Ha 24-72 yvaca.

5.3 IlpeakJuHUYHU TaHHH 32 0€30MACHOCT

[NpenxauHUYHUAT podui Ha 6e30MacCHOCT Ha alleTWIICATIMIINIIOBATa KUCENNHA € JoOpe
JIOKYMEHTHUPaH.

[1pu npoy4BaHuUs BbPXY KMBOTHU CATHLIUIATUTE IPUUHHIBAT yBPEXKaHe Ha OBbOPELUTE ITPU BUCOKH
JI03H, HO HE BOJAT J0 APYTH OPTraHHHU JIe3UH. ALETHICATUIINIOBATA KUCEINHA € IIHMPOKO M3CIIeIBaHa
in vitro u in Vivo 3a MyTareHHOCT; HE Ca OTKPUTH ChIIECTBEHH JI0KA3aTeNCTBA 32 MyTarcHEH
noteHnrait. ChIOTO BaKH U 32 M3CJIE/IBAHUATA 32 KAHIIEPOI €HHOCT.

CaJ'II/ILII/IJ'IaTPITC Ca MoKa3ajin TCPaTOrCHHU e(l)CKTI/I IIpU U3CJICABAHUA BbPXY KHUBOTHHU U IIPU HAKOJIKO
pa3aInyHu BUAOBE. CJ'IG,I[ MpCeHAaTa/IHa CKCIIO3HUI M Ca OIMMCAaHN Ca HAPYUICHUS HAa UMIUIAHTAlUATA,
6M6pHOTOKCI/I‘ICH u q)eTOTOKCI/ILIGH e(i)eKT, KaKTO U YBPCIKJIAHC Ha CIIOCOOHOCTTA 32 YUCHC B
ITOKOJICHUECTO.

6. DAPMAIIEBTUYHU JAHHU
6.1 Cnucbk Ha NOMOIIHHUTE BelIeCTBA

Aopo na mabnemkama:

Ienyo3a Ha npax

IHapeBnuHo HUmIECTE

Hatpues numecten ramkonat (tum C)

Duamoso noxpumue Ha madbjiemkama.
Xunpomenosa
Tpuetws uuTpar
CUMETHUKOHOBA eMYJICHS
Acryl-Eze White:
- CeIonuMep Ha METaKpUIIOBA KUCeNUHA U eTriakpuiar (1:1)
- Tanx
- TuraHoB MUOKCH]
- Koionnen 6e3B01eH CHIIMIINEB JUOKCH/T
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- Harpues xuaporenkapOoHat
- Harpues naypuncyndar

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHoCT

2 roguHu

6.4 ChnenmuajJHu yCJI0BHUS HA ChbXpaHeHHe

ﬂa HE CC ChbXpaHABa HAJl 25°C. I[a CC CbXpaHsABa B OpUI'MHA/IHATA OITaKOBKaA, 3a J1a CC PEAIasu OT
BJIara.

6.5 Bwuau chabp:kaHNe HA ONAKOBKATA

Anymunanesu/PVC/PVDC 6iucTepy B KAPTOHEHH OMAKOBKH.

BunoBe onmakoBKu:

Axapn 75 mg: 30, 60 unu 120 Tabnerku;

Axapz 150 mg: 30 uiau 60 TabnaeTKH.

He BcHuku BHIOBE OMAKOBKHM MOTAT Ja OBbJAT MyCHATH B Mpoaxoa.

6.6 CnenmajaHu NpeaNna3sHu MEPKH NMPHU U3XBBPJIsTHE U padoTa

Hsama CIICaJIHN N3UCKBAaHUA.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Pharmaceutical Works POLPHARMA S.A.

19, Pelplinska Street

83-200 Starogard Gdanski, [Tosia

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

AKAPJT 75 mg: Per. Ne 20170037

AKAP/I 150 mg: Per. Ne 20170038

9. JATA HA TBPBO PABPEIIABAHE/ITIO/ITHOBSIBAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

[aTa Ha ppBO paspemasane: 26.01.2017

Jata na nocinenno moanosssane: 01.12.2021

10. [ATA HA AKTYAJIM3BUPAHE HA TEKCTA

06.01.2022

12



