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1. HME HA JEKAPCTBEHHSA IPOAYKT “Paspeuseruie Ne ol Dl L e
': YA 1mn
AKAP]I 75 mg cTOMAaHO-yCTONYHBH TabNeTKn grnenies W s

AKAP/] 150 mg cromMalso-ycToituney tabnerku

ACARD 75 mg gastro-resistant tablets

ACARD 150 mg gastro-resistant tablets

2. KAYECTBEH A KOJIMMECTBEH CBCTAB

Axapn 75 mg

Bcska cToMalIHoO-yeTouMBa Ta0neTKa ChOBPKA 75 Mg aueTHNCANMLMIOBA KicenuHa (acetylsalicylic
acid).

Axapn 150 mg

Bedka cromammo-ycToHuMBa TabneTka ¢pabpika 150 mg alleTHICATHIHIOBA KHCEIHHA

(acetylsalicylic acid).

3a ITBJIHHA CIMCEK HA TIOMOIHHATE BEMISCTBA BHKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA
CroMaiHO-ycToi4HBa TabneTka

75 mg: 6ana, ¢ dbopma Ha cbprie, ABOHHOM3NMEKHANA QHIMHpaHa TableTka
150 mg: 6ana, kpbrna, ABOHHOK3IEKHASA GHUIMHpaHa TabaeTka

4, KIMHBEYHHA TAHHHA
4.1 TepaneBTHaHH MOKAIAHUSA

Hcxemuana Gonect Ha ChpLUETO H BCHYKH KJIHHHYHH CHTYALIHH, TIPH KOWTO € IIpENOPBYHTCIHO
OpEa0TBpaTABAHCTO Ha T]JOMﬁOLIHTHa arperanuA:

- aHAMHE3a 33 HecTabH/IHA CTEeHOKapANs, OCBEH MO BpeMe Ha ocTpara da3a;

- BTOPHYHA NPOQHNAKTHKA HA MHOAPKT HA MHOKap/a;

- NpeNoTBpaTABAHE Ha 3aMyLIBAHE HA PMCALKATA Ciiel aopTo-KopoHapeH Gaiimac (AKB);

- KOpOHApHA aHTHOILIACTHKA, OCBEH 1O EpeMe Ha ocTpaTa daza;

- BTOpPHYHA MPOPHIAKTHKA Ha (PEXOJHH HCXeMHdIHH aTakH (TIA) H MCXeMMYHH MO3BYHO-CHAOBH
uauHaeHTH (CVA), ciell KaTo ca H3KIFOYeHH HHTpaLepedpalHy KPbBOH3IHBH.

AKAP/I He ce npenopsyBa npH cnewHd cxetosHud. Toil e orpaHudeH A0 BTOPHYHA NPOQHIAKTHKA
TPH XPOHHYHO JIe4eHHAE.

4.2 /o3upoBKa H HAYHH HA NPHICKEHHE
O3IMPOBKA

Tpsabea aa 6bAe NOTHPCEH CHBET OT JICKap, NPEIH 3aN0YBAHE HA JICYEHHETO 32 IT

- -AHaMne3a 3a HecTallIHA CTEHOKAPAWs, OCBEH TI0 BPEMe Ha ocTpara dasa:\

o~/



IIpenopbuntennara no3a e 75 mg a0 150 mg BeAHBXK JHEBHO.

- Broprana npodunakTHka Ha HH(papKT Ha MHOKap/a:
IIpenoppuurennara 1o3a ¢ 75 mg 10 150 mg BeAHBK THEBHO,

- IlpenoreparaBane Ha 3aNylBaHe Ha MpHCAAKATA el aopro-kopoHapen Oaiinac (AKDB):
IMpenoprunTennaTa A03a € 75 mg no 150 mg BeAHBXK AHEBHO.

- Koponapna aHrHonnactvka, 0CBeH 1o BpeMe Ha ocTpata ¢aza:
[Ipenopruutennara nosa e 75 mg 1o 150 mg BeAHbK JHEBHO.

- BropHyHa npodunakTHKa Ha NpexoaHu HexemMuyuHd ataki (TIA) 1 MCXeMHYHH MO3BYHO-
CcBA0OBY HHIMACHTH (CVA), cliell KaTo ca H3KIIOYeHH HETpanepeOpanHi KpBBOH3IHBH:
IIpenopruntennara ao3a ¢ 75 mg a0 150 mg BeAHEK AHEBHO.

Hayuenmu 6 cmapyecka svapacm

ANETWICATHIKN0BATA KHCENMHA TPAORA 1 ce NIPHIAra ¢ MOBHICHO BHHMAHKE ITPH NIALMEHTH B CTAPYECKa
BB3PacT, KOHTO ¢a M0-N0JAT/IHBH HA Hexenanu peakuuy. QO0uyaiinaTa /103a 3a Bb3PACTHH Ce
npenoprysa IpH JAHNca Ha 6s0peyHo WK yepHonpobHO yBpekaate (BK. ToukH 4.3 v 4.4). JleueHnero
TpabBa Na ce MpepasIyiexkia Ha PEIOBHH HHTEPRATIH.

Heouampuuna nonynayus
AKAP/I e nporisonokasaH B NeAHATPUIHATA IONYJIALEA 01 | 6-roQHmiHa Bb3pact (BkK. To4KH 4.3 1
4.4}

bvopeuno u uepnoopobuo yepecoaie
AKAP/] TpabBa Aa ce 31101284 ¢ MOBUILEHO BHHMAHKE TIPH NALMEHTH ¢ HapylueHna 6s0peyHa Win
uepHOApoOHa dyaxums (1a ce H3barsa npu Texxku yepear). Mons, erwxre Touke 4.3 u 4.4,

Haunn nHa npuiokenne

Ilepopanna ynotpeba.

TabneTkute TpAOEa Aa Ce MOTTBIIAT LIGJIH CAEH XPAHEHE ¢ JOCTATHLUHO TeUHOCTH ( 1/2 uama goga).
CroMalHo-ycToiunBaTa TablleTka HMa NOKPHTHE H HE CE Pasiajia B CTOMaxa, KaTo 1O TO3H HAYHH
HAMafABa IpasHemHa eexT Ha AUeTHICATHUWIOBATA KHCEIHHA BHPXY CTOMAITHATA MHTABHLIA.

4.3 Iporupomoxkazasms

CBpbXUyBCTBHTEHOCT KBM aKTHBHOTO BEIECTBO, APYTH CATKILAIATH HIH KBM HAKOE OT NOMOLLHHTE
BEIECTBA, H30poeHH B Touka 6.1.

Xemoparu4Ha AMaTe3a; KOAl'y/IALHOHHH HApyLIEeHUs: XeMOPWIAs, TPOMOOLITONEHHA.

AKTHBHA WIH ¢ aHAMHE3a 33 PCLMIAMBHpALIA MENTHYHA 382 H/WIH CTOMAILIEH/YPEBEH KYbBOH3ITHB,
HIIH APYTH BHAOBE KBPBEHE KATO MO3BLUHO-CH0BH KPBEEOH3IIABA.

Texxo 6uGpeuno yBpexnane.

Texko yepHONpoGHO yBpeKAaHES.

Texka cbpaeYHa HEIOCTATEYHOCT.

AHaMHe3a 32 aCIIAPUHOB ACTMATHYCH IIPHCTHI BCJICACTRBHE CAIHIWIATH HIH JICKAPCTBEHH TIPOLYKTH ©
noaobHo AelicTBUE, 0COOEHO HECTEPOMAHH NPOTHEOBL3NANHTENHN cpeacTra (HCIIBC).
EnnoBpeMennara ynotpeba Ha METOTpeKcar B 1034 OT 15 mg/cenMuna WK no-rojieMH (Bx. ToUKa
4.5).

B Tpetns TpuMecTsp Ha GpemeHHOCTTA.

Heua v ionomy Ha BB3pacT Noj 16 roxuHu, Nopaan pUCK OT CHHAPOM Ha Peii (Bx. Touka 4.4,

44 Coennainp BpexynpeKIeHUs H IpeANa3HH MEPKH OpH ynoTpeba




AKxapa He e nogxofgqau 3a vynoTrtpe6a KaTo
OPOTHBOBBRB3INAAUTEAHO
CDeJI.CTBO/aHaJ’IFETI/lK/aHTI/]HHDETHK.

AUETHACANYIMIOBATA KHCEMHHA TPAOBA [(a ce U3M0J38a ¢ IOBHILICHO BHIMAHHE NIPH MALHEHTH ¢
AeduHT Ha TIHOK030-6-GocdaT Aexuaporenasa, 3aLIO0TO MOXKE A2 BE3HHAKHE XEMOTHTUYHA aHEMHS.

ANeTHICANUIIANIORATA KHCEIHHA MOXKE Ja C¢ H3MOJI3Ba MPH NAUHACHTH CBbC CBPBXYUYBCTBHTEITHOCT KbM
HeCTepOHIHH MPCTHBORLINAIMTEIIHA CPEACTBA CaMO CJIC] BHUMATETHA OLICHKA Ha Gananca MOKIY
PHCKOBE H ITOJ3H.

AUETHICANMIIIOBATa KHCENTHHA MOKeE 1A IPSAN3BHKA OPOHXOCNAZEM M ACTMATHYHE [IPHCTLIH HITH
JpPYrd PeakHHH Ha CBPBXYYBCTBHTENTHOCT. PrckoBuTe JaKTOPH BKIIIOYBAT: CHLISCTBYBALIA ACTMAa,
XPOHHYHH PECIHPATOPHH 3a00JIABaHHA, CCHHA XpeMa ¢ HocHH nouni. ChILOTO ce OTHACA H 33
MAaLUKHEHTH, KOUTO MOKA3BaT AJISPrHYHA PCakiys B KbM APYTH BewecTsa (HanpHMep ¢ KOXKHH PEeaKLiiH,
CcbpOeIK WITH YpTHKAPHA).

[Ipenoprusa ce NOBHIICHO BHUMAHKE MPH MALMEHTH, TIPUEMALLH eJHOBPEMEHHO ISKapCTBa, KOHTO
MOTaT Jia NIOBHIIAT PHCKA OT 43Ba HIIH KbPBEHE, KATO MEPOPAIHA KOPTHKOCTSPOUIH, aHTHKOAryIaHTH
KaTo BappapHH, CEIEKTHBHH HHXHOHTOPH Ha 06paTHOTO 3axBalljaHe Ha cepoToHHHA (BX. TouKa 4.5),
KAKTO M NPH NaHEHTH ¢ TIOBHICHA CKIOHHOCT KbM KbpBeHe (Hamp. ¢ A¢hHIHT Ha BHTaMHH K).

AlleTHICATHIMIORATA KHCENHHa TPsOBa Ja ce NPUIAra ¢ MOBHILEHO BHUMAHHE NPH NALHEHTH ¢
HapymeHa Op0peuHa HiH yepHoapoOHa GYHKUHS, KATO € MPOTHROMOKA3aHA MPH NAIMEHTH C TEXKKO
yBpeneHa 6ubpeyna winn sepHoApobHa GyHkimMs (BK. Touka 4.3).

AueTHicanvIHIOBaTa KMCEHHA TPAOBA Jla ¢& NPHIAra ¢ MOBHILEHO BHAMAHHE MPH NALMEHTH ¢
aHaMHe3a 3a CTOMAIIHA WITH JyOJCHaJIHA A3Ba, 3alll0TO MOXKE Aa BE30GHOBH s13BeHaTa 0oecT H Ja
NPeTH3BHKA KEPBEHE OT CTOMAIUHO-UPSBHES TPAKT.

[TanuesTHTE ¢ aHAMHE3a 32 CTOMALIHO-YPEBHA TOKCHYHOCT, OCOOEHO TE3H B HANPEIHANA BB3pacT,
TpAGBRa fa croOWABAT 32 BCHYKH HeOOHYAMHH KOPEMHM CHMITTOMH (CITIELIHAITHO 338 CTOMAILHO-IPEBHO
KBbPBeHe), 0CODSHO B HAYAJIHHTE €TAlH HA JICYESHHETO,

Korato ce MoABAT CTOMAIIHO-UPEBHO KbPBEHE WIH 5384, J€YeHHETO TpAOBa na ObJe NpeKpaTeHo.

Topaay aHTHIPOMOOLIATHATA i AKTHBHOCT, ALICTHICATMIIIOBATA KHUCEIMHA MOYKE 12 JIOBEIE 0
YARDKEHO BPeMe Ha KbpPBEHE N0 BPpEMe Ha WIIH CIIEA XHPYPTHYHA HHTEPBEHUMA (BKITIOUHTEIIHO TIPH
MAJTKH NMPOlEAYPH, KaTO HAPHMEpP M3BAKIaHE HA 350). AlleTHICANMIIOBATA KHCEITHHA He TpaOBa
Jia € MPHJIAra B NPOAB/DKEHHE Ha 5 AHH IIPE/H IUIAHOBA ONEPALHs, 0CO0EHO HA OYH H HA YHIH.

AKAP] He ce npenophbudyBa 0O BpeMe HAa MeHOpAarHHs+,
KOrarTtTo MOXe a8 YBeadHUUIH MeHCTpPpYAMAHO KBDPBEHE.

JIOpH B HHCKH JO3H, aLIeTHICATHIMIOBATA KHCENHHA HAMANABA OTAEIISHETO HA TMKOYHA KHUCETHHA.
Hopa,zl,n TO3H (ba](l', MAIIHEHTH CBhC CKNTORHOCT KBEM HAMANEeHa €KCKpCLHA HA MHKOYHa KHCCNHHa, Morar
I MOTy4aT NOAArpo3eH NPHCTEI.

[latenTure B cTapuecka BB3pact ca ocoGeHo MofaTIMeH Ha HeGraronpustaute edextu Ha HCIIBC,
BK/TIOYHTEITHO AUETHICAIMITHIOBA KHCEIIHHA, KaTo 0cO0EHO CTOMALIHO-YPEBHOTO KEPBEHE H

nepdopanusTa Morat aa 6baar daraniu. HenpexncHaTta npoabikuTenHa ynorpeba Ha
TpaOBa J1a ce u3bArBa B cTapyecka BE3PACT, OPaA PHCK OT CTOMAUTHO-UPEBHO KbPB
W3HCKBA NPOIBDKHTENHO JeYeHNE, TalHeHTHTe TPA0Ba Ja ce HabIioaaBaT peaoBHo

HpCIlH 3al04BAHC Ha ABArOCPOYHA TCpalMs ¢ aCMUMpPHH 3a JCUEHHE HA CHpASYHOCH{0EH]
MO3BYHO-CBAOBH SaﬁoﬂﬂBaHH.ﬂ, NanyueHTUTS Tpi[ﬁBa Aa €€ KOHCYNITHPAT ChC CBOA JIgKAR



Ja r'H IOCHBETRA 32 OTHOCHTEITHHTE MPE/TUMCTRA B CPARHEHHE C PHCKOBETE NIPH BCEKH OTALNEH
MALHEHT.

Heobxonumo e nopHINeHO BHHMAHKE IpH DAUEHTH ¢ aHaMHe3a 32 XHIICPTOHHA H/ann ChpAcYHA

HEOCTATHYHOCT, ThH Karo ce c1>06malsa 3a 3aABpiKaHC Ha TCUHOCTH H OTOK BBB Bpb3Ka C JIeHCHHCTO C
HCIIBC.

CepHO3HH KOXHH PEaKvH, HAKOH OT KOHTO (aTalHM, BKMOUHTETHO ekconHaTHBeH AEPMATHT,
CHHIpPOM Ha Stevens-Johnson ¥ TOKCHUHA eNHACPMANHA HEKPOJIH3a, ca AOKIaABaHH MHOIO PAAKO BBB
BpB3Ka ¢ ynoTpebara Ha aUCTHICATHUMIOBA Kucenuna (Bx. Touka 4.8). ITpuemsT Ha AKAP/] TpaGea
Ja c¢ MpeyCTaHOBH [IPH [THPBA NOABA HA KOXKEH OOpHR, THTAaBMYHHA JS3HH HITH APYFH MIPH3HALH Ha
CBPLXUYRCTBHTEITHOCT.

Heouampuuna nonyaayun

B xo07a Ha HIKOH BHpPYCHH 3a00naBaHHA, 0COOCHO B CiyHaHTe Ha rpHn A, rpun B unH Bapunena-
BHPYCHH MH(EKLIHMH, TPERHMHO NMPH Jelia U IOHOIH, CHIIECTRYBA PHCK OT CHHAPOM Ha Peit — pAaKo,
HO XHBOTO3acTPAINABAILO 3a00naBaHe. Y IOPHTO MOBPHINAHE B X0Ma Ha HH(QCKIHATA MOXKE Jia €
HHIWKATOP 33 M3ABATA Ha CHHApPoMa Ha Peii, xoifTo M3nckea He3abaBHA METUMIHHCKA [TOMOILLL.

PucksT o1 cunapoma Ha Peii B X01a na BUpycHH HHpEKIMH MOXKe [a ¢ YBEIHUH NMPH €1HOBPEMCHHO
MPHIOJKEHHE HA aUETHICATMIIMIOBA KHCEIHHA, BENPEKH Y€ He € YCTAHOBEHA NPHYHHHO-CIEJCTBeHA
BPB3KA.

INopasu nOCOUCHHTE NMO-rope cHoOpaXKeH:s, MPOAYKTH, ChABPHKALIH ALETHICATHIPIOBA KHCE/IHHA,
He Tp#OBa Ja ce M3NMON3BAT TIPH ACLA H IOHOIIH NOJ, 16-rojHIna BL3pacT (BXK. Touka 4.3).

Topa nexapeTBo ChABPXKA NO-MATKO OT 1 mmol Harpaii (23 mg) Ha cToMamHO-yeToHUKMBa TabneTKa,
T.€. MOXKE 14 C€ KawKe, Ye [PAKTHICCKH HE ChABPAKA HATPHIA.

4.5 BoaaumoaeiicTBHE ¢ APYIrH NeKapcTBEHH NPOAYKTH M APYTH JopMH HA B3auMojelicTBHE

I1poTHRONOKAAHA KOMOHHALIK:

Memompercam, usnonzean 6 Oo3u om 15 mg/ceOmuya wnu no-z2onemu

ANeTHWICAMIMIOBATA KHCEIHHA TIOBHILIABA TOKCHYHOCTTA HA METOTPEKCAT BhPXY KOCTHHA MO3BK
nopajgH HaMalIcHKA OBOpeUeH KIHPBHC HA METOTPEKCAT OT IPOTHBOBB3NATHUTEHH JIEKAPCTBEHH
OPOAYKTH, BRTIOUHTENHO AlETHACANHUMIOBA KHCeAHHA. CaNuLMIaTHTE H3IMECTBAT METOTPEKCAT OT
HErOBUTE MECTA 34 CBEP3BAHE C MIA3MEHHTE IIPOTEHHH (BIK. Touka 4.3).

KoM6uHauyu, W3HCKBAIIY NpeANasHy MEPKH TIPH YIIOTpe0a HIW KOHUTO Aa ObAaT B3STH NOA
BHHMAaHHE:

Memompexcam, usnoaszean 8 003u no-manku om 15 mg/ceomuya

AleTHNCaTMLIHIOBATA KMCEIHHA NOBHIIABA TOKCHYHOCTTA HA METOTPEKCAT BBPXY KOCTHHA MO3EK,
nopaay HaMajieHHd 6uOpeveH KITHPBHC HA METOTPEKCAT OT MPOTHBORb3NAHTETHH JIEKAPCTBEHH
MPOAYKTH, BKIIOUHTENHO AUETHICATHIMIOE Kucenuua. CanunyiaTHTe WIMEeCTBAT METOTpEKecaT OT
HETOBHTE MECTA 34 CEbLP3BAHE ¢ IU1a3MEHHTe TIPOTEHHH (BK. TouKa 4.3).

Héynpopen
EKCTIepHMEHTATHH JIaHHHM NIOKA3BaT, 4e HoynpodeH Moske Aa MHXHOHPa edekTa HA HACKATA /1032
ALETHJICATALIOBA KHCETTHHA BbpXy TPoMOOLMTHATA arperauys, KOraTo ¢e H3Ioi3paT
eHOBPEMEHHO. BIpeKH TOBA, OMPAHMYCHUATA HA Te3H IaHHH H HECHT'YPHOCTTA OTHOCHO
EKCTPANONALHATA HA €X Vivo NaHHWTE B KJIMHHYHATA MPaKTHKa O3HAYABAT, Y€ HE MOTAT [
HanpaBeHH KaTeTOPHYHH 3aK/IFOUCHHA 3a pefoBHaTa yroTpeba Ha HOynpodeH U He MO3
OpeaBH] HAKAKBE KIHHHYHO 3HAUHM BepoaTeH edekT npH ciydaiiHata ynorpeda Ha I
Touka 5.1).

Aumuoazynanmu, nanpumep Kymapunosu npouseoonu, xenapun



EnHOBpeMEHHOTO NPHIIOKEHHE Ha ALETHIICATHLAIORA KHCETHHA ¢ aHTHKOATY/IAaHTH KaTo BapdapHH
MOXE fa A0BCOC 40 MOBHITABAHE HA AKTHBHOCTTA Ha @HTHKOAryJIaHTa: TIOBHIIICH PACK OT YABIDKABAHE
Ha KBPBEHETO H KPBBOH3IME, B PE3YNTAT OT H3IMECTBAHE HA OPAHHTE AHTHKOAryJIaHTH 0T MECTAaTa HM
3a CBBP3BAHE C INIAIMCHHTE OpoTeHHA H aHTHTPOMGOLI,PlTHaTa AKTHBHOCT Ha alCTHICANMHIIHIOBATA
KHCE/IHHA (BXK. TouKa 4.4).

Cenexmugnu unxubumopu na odbpamnomo saxeauiane va cepomonuna (SSRI)
[MoBuieH pUCK OT CTOMAIIHO-YPEBHO KbPBeHe NOpatd cHHeprudHud edexr (BK. Touka 4.4).

Apyeu HCIIBC, exnwouumento canuyunami

EnnoppeMeHHaTa ynotpeba Ha aueTiicanuipiosa KicenauHa ¢ apyra HCTIBC nosnmasa pucka ot
yBpEZla Ha IMraBHLIATA HA CTOMAXa #/WIH ABAHAACCeTONPHCTHHKA H OT CTOMALTHO-YPEBHH
KPBEOM3/IMBH, KaKTO H oT GROpedHa yBpena B pe3y/ITar HA CHHEPTHYHH e(heKTH.

Jlexapcmeenu npooyKmuy, KOWUMO NOBUWIAGAM EKCKPEYUAMA HA NUKOYHA KUCERUHA 8 YPUHAM, Kamo
benzbpomapon, npobeneyud

[MpH ynoTpebaTa Ha ALETHICATIMLMIIOBA KHCENMHA 33eHO ¢ JEKAPCTBEHH MPOAYKTH, KOMTO 3aCH/BAT
OTZENSHETO HAa IHKOYHA KHCEINHA, C& HAMAIABA AKTHBHOCTTA HA JICKAPCTRBATA 3a [OAarpa
{KOHKYPEHLNs [0 OTHOLIEHHE EKCKPeLHATa HA THKOYHA KMCeHHa T OBOpe HHTe KaHAT4YETa).

Huzoxcun
AIeTHACATHUMIOBATA KUCEHHA Hapyniasa 6r0peyHaTa eKCKpeuMs Ha AUI'OKCHH, KOSTO BOAH A0
TIOBHINIABAHE HA [U1A3MEHHTE KOHLEHTPALIHH.

Anmuduabemnu cpedcmea, Hanpumep UHCYAUR 4 CyadonuRypeiin

ITopaay XMNOrMHKEMHIHA aKTHBHOCT H M3MECTBAHE Ha CYJI(QaHITypeiHHTE MPOIYKTH OT TEXHHTE
MEeCTa Ha CBBP3BAHE ¢ IUIA3MEHHTE NPOTEMHH, AlETHICATHLIH/IOBATA KHCETIHHA MOXKE J1a [IOBHIIH
XHMOTITHKEMHYHHA edekT Ha aHTHAHAGETHHTE CpesCTRa.

Tpombonumuunu nexapemeeny NPOOYKMU uny Opyeu dHmumpomoomusny uuxubumopu (Hanp.
murIOnuoun)

EI[HOEPCMGHHOTO OPHIOKCHHE C AUCTHICAITHUHIOE2 KHCEeMTHHA MOKe Ja NOBHIIH pHCKA OT
YAL/KABAHE HA KbPBEHETO H KPHBOH3IHE.

Huypemuju

Hamanena miypeTruna akTHBHOCT Hpe3 3abpikaHe Ha HATPHii U BOA B OPTaHK3Ma, BCIEACTBHE Ha
HaMaieHaTa rjaoMepyana GUATpaLua No MBTA HA HAMAJIH CHHTE3 Ha PEHAJIEH NPOCTATIaH/AMH B
OuOpelHTe. ALCTHICANHIIIOBATA KHCEAHHA MOXE /1a OBHILH OTOTOKCHYHOCTTA Ha (ypoceMH,

Cucmemnu xopmuxocmepouou

EnHOBpeMEHHOTO NPHIIOKEHHE ¢ AUETUICANMIAIOBA KHCENIMHA MOXKE A [IOBHLIH PHCKA OT
CTOMANIHO-YPEBHH A3BH M KbPBCHE, 12 HAMANH [UIA3MEHATa KOHLEHTPAlHA Ha CATHIIAIATA 110 BpeMe
Ha JIEYEHHETO ¢ KOPTHKOCTEPOHIH, KAKTO H Ja oBele 0 PHCK OT npenosnpane Ha CalTULWIATa Cliell
CIHPAHETO Ha KOPTHKOCTEpOHIUTE {BXK. Touka 4.4).

Eonospemennomo npunosicenue ¢ ACE-unuxubumopu
Hamanen anmuxuneprensupes e()eKT, BCISACTBHE Ha MOHIKEHATA TTIOMEPYIHA (UITpaLHs Ypes
HaMAJLABAHE Ha CHHTE3aT4 Ha PeHA/IeH NpocTariadavH, AcHcTBalM edeKTH Ha ChA0pa3lIUpABaHE.

Bamnpoesa xucemma
AUETHCATHIMIOBATA KMCENIHHA YBEJIHYABA TOKCHIHOCTTA Ha BAIPOSBATa KHCETHHA, KATO A
H3MECTBa OT MECTATa 34 CBLP3BaHE C [Ia3MEHUTE TPOTeHHH. Bannpoerara kKucenuHa n OTRT]
AHTHTPOMOOLMTHATA AKTHBHOCT HA ALETH/ICATHLIANTOBATA KHCE/IMHA IOPAAH CHHEPTH v g1
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INpu eAHOBpEeMEHEH NTPHEM METAMH30/ MOXKE 12 HaMalH edieKTa Ha aueTHIICATHLIMIIOBATAa KUCETHHA
BBPXY TpoMOOIMTHaTa arperamus. ClieIoBaTeNHoO, Ta3u koMOMHaLua TpA0Ba Oa c& M3MOJ3Ra C
TIOBHINIEHO BHUMAHME IIPH NALMEHTH, IPHEMAILH HHCKA 1033 aCIIHPHH 34 KapIHONPOTEKIHA.

Anroxon

EAHOBpEeMEHHOTO MpHEMAHE Ha ANKOXON M aUeTHICANHIHIOBA KHCEIHHA YBEIHIABa PHCKA OT
CTOMAIIHO-YPEBHH HEXKENAHH PEAKIIHMH, HAIIPHMED raCTPOHHTECTHHAIIHA 4382 HIIH
TACTPOHHTECTHHAITHO KBPBEHE,

Huxubumaopu na kapboanxudpazama

Hamanena exckpeiys Ha alieTa3olaMH; CAAMIAIATHA HHTOKCHKALIHA € HACThIBAJIa IPH NALMEHTH Ha
CXEMH ¢ BHCOKH JO3H CATHLIMIATH H HHXHOHTOpH Ha KapOoaHxKapasaTa. KOHKYPEHTHOTO MpHIaraHe
Ha MHXMOMTOPH Ha KapGoAHXK/PA3aTa, KATo ALETA30IAMHA]l H CANTHLIHIIATH, MOXKE Ja IOBEAE /10 TEXKA
auuA03a M MOBHIIEHAa TOKCHYHOCT Ha LIeHTpaiHaTa HepBHA CHCTeMa.

Anmuayuou u adcopbenmu

EKCerLlHﬂ"Ta Ha ANCTHICAIHMLUWIOBATA KHCCITHHA C¢ YBC/IHYARA B ANTKA/IHA YPHHA, KAOJHHBT BEPOITHO
HaManaea abcopbuuara. IlauuenTrTe TpaORa 12 GBAAT CHEETBAHM A2 HE NPHEMAT €HOBPEMEHHO
aHTHALKIH, 32 J1a ce M36erHe npexIeBpeMEeHHOTO OCBOOMKIABAHE HA JIEKAPCTBOTO.

Aumubaxmepuannu cpedcmea
ToxkcHunoCTTa HA CyNpOHAMHINTE MOKE /1a C& YBEJIHYM.

Lluxnocropun
Ennospemennata ynotpeba Ha mukiocniopus 1 HCTIBC mosxe na nopefie 0 MOBHIIEH PHCK OT
OHKIOCHOPHHOEA HEDPOTOKCHUHOCT.

Anmuememuyu
Merownonpamun 3aciiBa edeKruTe Ha aNETHICATHIWIORATA KHCE/IHHA YPe3 YBE/NHIABAHE Ha
CKopocTTa Ha abcopbrnusaTa.

Hearompuenoau anmazonvcmu
TloBHmasa ce MIasMeHATA KOHLEHTPALHA HA 3aHPIYKACT.

Tecmose 3a hynxyuama na wumosudnama sciesa
AIETHICATHIIWIOBATA KUCSTHHA MOXKE 12 IPOMEHH PE3YNITaTHTE Ha TECTOBE Ha (PYHKLMATA Ha
IMUTOBH/IHATA JKIle3a.

4.6 DepTHIHTET, JPEMEHHOCT H KhPMeHe

bpemMenHocT
Hucwu 0ozu (0o 100 mg na den):

KnunnuHATE MpoyvBaHus noKasear, ye Ao3d 1o 100 mg Ha aeH, 3a orpaHHueHa ynorpeba B
aKyIepCTROTO, HIMCKBAHIA CIELHATH3Hpano Habmonenune, ca 6e30nacHH.

Hozu om 100 9o 500 mg na deu:

Hma nocTaTeuHO KIHHHYEH ONUT MO OTHOLIEHHE HA H3MON3BAaHeTo Ha 103K Hag 100 mg Ha geH Ao
500 mg nresHo. ETO 33110, NpenopsKHTE MO-I0MY 3a A03H 0T 500 mg AHEBHO H NO-BHCOKH ca
NPUAGKAMHE CBIIO H 33 TO3H JI030B HHTEPBAJL.

Hozu om 500 me na den u no-sucoxu:
‘HuxubupaneTo Ha CHHTE3a Ha IPOCTArTAHANHE MOXE 112 OKaKE HeGIaronpuATHO BJIHS




1% no oxone 1,5%. CMara ce, 4e PUCKBT ce TIOBHIIIARA ¢ YBEIHYABAHE HA JO3aTa U
OpPOABLIDKHTETHOCTTA HA JIEUEHHUETO.

JlokazaHo e, ye NpHIoKEHHETO HA HHXHOMTOPH HA NPOCTATNMAHAWHOBHA CHHTE3 NPH XHBOTHH BOJH
A0 NOBHILEH [1Pe- M NOCTHMIUTAHTALIHOHHA 3aryba i emOpuo-deTaten neTanuTeT. B fombIHeHHE,
[OBHLICHHUTE YECTOTH HA Pa3iHdHH MabopMaLIHE, BIIIOYHTENHO ChPIEYHOCHA0BH, ca 61
JOKNAZBaHHU NP JXHBOTHH, Ha KOHTO € OHN NageH HHXHOHTOP HAa NPOCTAINIAHAHHOBHA CHHTES MO
BpEME Ha II€pHOJa Ha OpTraHOreHe3aTa. ANeTHICANHUIIIOBA KHCENHHA He TpabBa Aa ce naBa no Bpeme
Ha TbPBHA H BTOPHA TPUMECTBP Ha GPEeMEHHOCTTa, OCBEH aKo He e aGCOMOTHO HeobXxoauMo. Ako
AUCTHICATHIMIIOBA KHCE/IMHA C¢ H3MOM3BA OT XEHa, ONHTRAINA ce 1a 3abpeMeHee, WIH 0 BpeMe Ha
OBPBHA H BTOPHS TPUMeCTBHp Ha GpeMeHHoCTTa, J03aTa TpAORa Aa ¢& OANLPHKA BB3IMOKHO Hall-
HHCKA, a NIPOABJLDKHTCIIHOCTTA HA NCYEHHETO BBE3IMOXKHO Haﬁ—KpaTKa.

Ho Bpeme Ha TpeTH TPUMECTBD Ha OPEMEHHOCTTA, BCMUKH HHXHOHTOPH HAa MPOCTATIAHAHHOBHA

CHHTE3 MOTAT Ja H310xkaT ¢eTyca Ha:

- KapAHOMYIMOHAIHA TOKCHYHOCT (C MpeXXIEBPEMEHHO 3aTEApAHE HA AYKIYC apTEPHO3YC H
HenoapobHa XHUNEPTOHUA);

- 610peuna qucdyHKIINS, KOATO MOXE Ja nporpecupa 10 666peyvHa HEAOCTATBYHOCT H
OJIMFOXHIPAMHHOH.,

B xpas Ha OpeMeHHOCTTa, BCHMKH [IPOCTAraHIHHOBY HHXHOMTOPH MOTAT A2 AOBEAAT 0 eKCIIO3HLEA

Ha MaiikaTa 1 HOBOPOJICHOTO, H3Pa3€HA BEB:

- EB3MOXKHO YABJDKABAHE HA BPEMETO HA KbPBEHE H AaHTHTPOMOOLMTHATA aKTHBHOCT, KOETO
MOME Na ce NIONYYH JOPH NMPH MHOTO HHCKH J103M;

- HHXHOHpAHE HA MATOYHKHTE KOHTPAKLIMH, BOASINO 0 3a0aBeHO WIH YABIDKEHO PakaaHe.

CnepoBaTenHo aueTHICATHLIIOBATA KMCENHMHA € IPOTHBOTIOKA3aHA [IPE3 TPETHS TPUMECTDD Ha

6pemeHHoOCTTA.

Kepmene
TBH KaTo AMETHNCAMLIMIOBATA KHCEJTHHA CE OTAEN B MAHYMHOTO MJIAKO, T4 He TpaOBa J1a ce npHeMa

OT MakKH, KOHTO KEPMAT, IOpaay CHILECTBYBALUMA PECK OT cuHApoM Ha Peit npH aetero. Blicokn
JO2H MPH MAaHKaTa MOraT Ja HApYLIAT GYHKLMATA Ha TPOMOOLIHTHTE NIPH AETETO.

OepTHIRTET
He ca npoBex/[aHH KOHTPOIHPaHH IPOYYBAHHA TI0 OTHOLISHHE Ha NOTSHUMATHIS edekT Ha

alieTANCATHIHIIOBATA KHCENUHA BEPXY QepTUunuTeTa.

4.7 EdjexTH Bbpxy cooco0nocTTa 32 modApaHe H padoTa ¢ MANIAEE

AUETHICATHUKIOBA KHCEMHHA HE NOBIHABA CNIOCOGHOCTTA 34 wodupane WK paboTa ¢ MANIHHH.
4.8 HekKenaHn J1eKapCTBEHH PEAKIHA

HezxenaHuTe JeKapcTBEHH PeakLgM ¢a IPYIMPAaHH Bb3 OCHOBA HA CHCTEMO-OPTAHHHTE Knacope. B
PAMKHTE Ha BCEKH CHCTEMHO-OPraHeH KJac 4ecTOTHTe ca AeMHUpaHH KaTo: MHOro decTd (>1/10),
uecTd (=1/100 no <1/190), Hewectu (>1/1 000 mo <1/100), peaku (=1/10 000 o <1/1000); MHOTO
peaku (<1/10,000), c HeussecTHa YecToTa (He MOXKE A3 ObJe OLIeHEHA OT BAIMYHMTE JAHOM).

HapymenHs Ha KPHBTA H JAM$HATA CHCTEMA

Pedxu: TEXKO KbpBEHE, KATO HAMPUMEP CTOMAIIHO-UPEBEH M BLTPEUEPENIEH KPHBON3ITHE.
C newzsecmua vecmoma: NOBHIIEH PHCK OT KbPBEHE, yAL/DKABAHE Ha BPEMETO Ha KBpPBEHE,
TPOMOOLIHTONIEHHA.

HabmogaBaHo e KbpBeHe, HanpUMEp NMEPUONEPATHBHA XEMOpPAris, XeMaToM, IHCTAKCHC,
YPOT€HHTAIHO KbpPBEHe, KbPEEHE OT BEHLIHTE. '




XeMOIMTHYHA aHEMHA MOXKE Ja Ce TIOABH MPH MALHEHTH ¢ TITI0K030-0-(ocdaT ZeXHApOoreHa3eH
(G6PDD) nedpunut.

Hapymenns 5a AMyYHHATA CHCTEMa

Peoxu: peakiinu HA CBPBXYYBCTBHTENHOCT, XapaKTePHU3HPALLHM C€ C 1abOpaTOPHH M KIMHHYHH
MPH3IHALH, BKJIEOYBAIIHM: AHTHOESISM, KOXKHH PeaKHMH, OTOK; TEXKH PEAKIHH Ha
CBPBXYYBCTBHTETHOCT, BKMIOYHTENHO aHAQWIAKTUYEH HIOK.

Hapymenns na MeTaGo/183MA H XpaHEHETO
Mnozo pedxu: XMIIOTAHKEMHA.

Crpaeynn napymenns

C Heussecmua wecrnoma: Peakui Ha CBPBXYYBCTBHTEIHOCT, XapaKTepH3HUpailH ce ¢ 1abopaTopHH H
KIHHHYHH IIPH3HALH, BKIIOYBALIK: KapAHO-PECIUPATOPHN HAPYHICHHAS.

Orowy, XHIICPTOHHMA M CHPASYHA HEAOCTATHHHOCT ce chobmaear BB Bpbika ¢ HCIIBC,
BK/IIOYMTENIHO OpH JIEHEHEE ¢ aLeTHACATMITHIIORA KHCETHHA.

Hapymenns H: HEPBHATA CHCTEMA

Peodxi: TeAKO KbpPBCHE KATO BLTPeuepeneH KPHROHITHB (OCO0EHO [IPH MALHEHTH C HEKOHTPOIHpaHa
XHNEPTOHNS W/HIH IO BpEME Ha eHOBPEMEHHOTO MPHIIOKEHHE HA AHTHXEMOCTATHLIH), KOETO B
OTAEJIHH CITy9aH MOXe Ja ObI¢ NOTEHIHATHO ONACHO 38 XKHBOTA. :

C Heuzgecmna yecmoma: CBETOBBPTEX H LIYM B YILIHTE, KOHTO 0OHKHOBEHO ca CHMITTOMH Ha
npeac3upaHe.

CromMamno-9peBHA HAPYIICHHA

Yecrmu: nucnencua (KMCENHHM, rajieHe, MOBpPHINaHe) M KopeMHa Oonka.

Peoxu: p3nanenue Ha TaCTPOMHTECTHHAIHNA TPAKT, CTOMAIIHA W/HIH TyoA¢HAIHA A3B&, MHOTO
PAAKO BOACILH A0 FACTPOHHTECTHHANIEH KPBBOMIIIHE W Nepopaiiia, XapaKTepusHpallH ce ¢
KJIHHHYHHA 1 Na6OpaTOPHH NpPH3HALH.

PecnapaTopRm, rppARA B MeIHACTHHAIHHE HAPYIICHAS
Peoxu. peakiiny Ha CBPBXHMYBCTBHTEIHOCT, XaPAKTEPH3UPALLH e ¢ 1abopaTopHH H KIHHHYHH
NPU3HALM, BKIIOYBAIIH: aCTMa, OPOHXOCTIAZEM.

Xenaro0n/IHAPHN HAPYUICHHS
Pedxu: npexonHa 1epHOPoOHA THCHYHKUMS C IOBHLIEHH TPAHCAMHHA3H.
Creusgecmuavecmoma: 1w e pHO A pOOGHE HEZOCTAaTBHBYHOCT:

e

CHHADPOM Ha Ped.

Hapymenns Ha K0XKAaTa H NOAKOKHATA ThKAH

Mnozo peoxu: 6yno3HH peaKkLHH, BKIIOYHTEIHO CHHAPOM Ha Stevens-Johnson 1 TOKCHYHA
€THIePMaTHA HEKPOITH3A.

C neusgecmna yecmoma: PeakiiiH Ha CBPBXUYBCTBHTETHOCT, XapakTCPUIUPALIH CE ¢ KIHHIYHH
NPH3HALH, BIUTIOYBALIK: 00PHB, yprukapus, ceplex.

Hapymenns na 6n0penare 1 NHKOMHATE NHTHIA ,
Mroz20 peoxu: napymiena 6s0peuna GpyHkups, ypaTHH KaMbRH B OROpeITe.

Hapymenrnsa Ha penpoaykteBhara CH CTeMa H IrbopRrarTa
P e 1 x #: meHoparma.

CrobluasaHe Ha OI0APAHH HEXENaHH PEAKIMHA
CpobmasaneTo Ha MOAOZUPAHH HEXKENIAHH PEaKLH Clle| pa3pelnaBaHe 3a ynorTpeda

NPOAYKT € BaxkHO. ToBa NMo3BONIABA [1a MPOIB/DKH HAOMIOASHHETO HA CHOTHOIICHH
NeKapCTBEHMA Npoaykr. OT MeIMUIHHCKHTE CIELHANIMCTH € H3HCKBA Aa choOLaBa
MOA03HPAHA HEKENAHA PeaKLMs upes



HamenHHTENHA areHIHA MO JIEKApCTBaTa
yn. ,,Jlaman I'pyes” Ne 8

1303, Codun

Ten.: +35 928903417

yebcaiT: www.bda.bg

4.9 TIlpeaosmpaHe

[IpeaozHpaHeTo NpH NAUMEHTH B HANMPEHANA BB3pacT U 0COOCHO MPH MAJIKM ASLA H3KCKBA
CNEIHAIHO BHHMAaHHE, Thii KaTo IIPH T€3H HALMEHTH TO MOXe 1a ce okaxe daranHo.

[fopann HMCKATa 1032 Ha aUETHICATHIIHIIOBATA KHCETHHA, CIYYAHHOTO NPEAO3HPaHE HA TO3M
JICKAPCTBEH [IPOAYKT € MAIKO BepoATHO, HapouHoTo MorTeimane Ha ronam Gpoii Tabnerku Moxke Ja
IOBeAE A0 TOKCHYHH HHUBA B KPbBT4, KOETO MOXKE J1a Ce CIIYYH H ChC 3aKbCHEHHE OT Nosede oT 12
yaca.

[MormbinaHe Ha ronsaM Gpoil CTOMAIIHO-YCTOHYHEH TabNeTKH MOsKe 1a JOBele 10 00pasysaHe Ha
EB3€J1 OT 3a/ieneHH TabNeTKH B CTOMAaxa, KOHTO € TpyaHo Aa 6Bl¢ peMaxHar.

Cumnromu

CuMiToMyTE Ha Mpeo3HpaHe OOHKHOBEHO Ca: [YM B YIIHTE, XUIEPBEHTIIALIMA, TPSCKA, TaficHe,
NIOBPBILAHE, 3aMBIJICHO 3peHne, MaBodoHe, 3aMaliBaHe, 0ObpKBaHe, HAPYIIEHHE HA KUCRIHHHO-
AJTKAJTHHA H €JIEKTPOJMTEH OanaHc, XHIOTITHKEMHA, KOKHE OOpHEN.

B cmy4aii Ha ocTpo npenosHpane, MoOrar Jia ce MOABST ACTHPHYM, TPEMOP, 2anyX, H3NOTABaHE,
BB30V/I2 K KoMa.

CanuuunaTHoTo oTpaBsHe 0OHKHOBEHO € CBBP3aHO ¢ Ula3sMeHHTe KoHUeHTpauud > 350 mg/l (2,5
mmol/1). [ToseueTo CMBPTHH CITy4ak HA BE3PACTHH Ce HaGIOABAT NPU IALMEHTH, YHHTO
KOHLeHTpauuH HagsHinasar 700 mg/l (5,1 mmol/1). Enunyunm nosu ot no-Manko ot 100 mg/kg, e
MAJIKO BEPOATHO Ja MPHYHHAT CEPHO3HO OTPABIHE.

CMeceHara peciipaTopHa aykanosa 1 MeTaboNHTHA ALUM038, ¢ HOPMAIHO WIH BHCOKO APTEPHAIIHO
pH (HopManHa MM HaManeHa KOHLEHTPALHA HA BOJOPOAHH HOHHM), € obHJaiina npu BE3PACTHH HIH
Aelia Ha BB3PacT Haj YeTHPH rofunu. Ilpy nenara Ha YeTUPH rOJHHA WK NO-MAIKO € YECTO CpellaHa
AOMHHHpalna MeTaboARTHA alHAo3a ¢ HUCKO aprepHanHo pH (MoBHIIeHa KOHIEHTpaLa Ha
BOAOPOAHH HOHHM). ALIHA03aTA MOXKE 14 YBETHYM PEMHHABAHETO HA CANMIIHAATHTE MpPe3 KPLBHO-
MO3b4HaTa Gapuepa.

Jlevenne

JleuenneTo e na ce HamManu abcopGIMATa Ha JIEKAPCTBEHHA NPOAYKT Ype3 OTCTPaHABAHE HA
CTOMBILHOTO ChABPKUAMO (NOBPHHIAHE HIIH CTOMAITHA TIPOMHURKA - AKO € MHHAI He [I0BEYE OT e/IHH
4ac OT NOMIBINAHETO HA TabNeTKHTE), YCKOPABaHE HA CMTHMHHHPAHETO Ha TIEKAPCTBEHHSA [IPOAYKT,
MOHHTOPHHT H& BOJHO-€IEKTPOIHTHEA DanaHc, Ha CCpyMHOTO HHBO Ha camvumiaty, pH Ha ypuHarta,
apTepHalHH KPbBHH r'a30B€, CCPYMEH KPEaTHHHH, [TII0K03a B [L1a3MaTa M Ypes B KPBBTA, KAKTO H
HOPMAITH3HPAHE HA TEMIEPATYPATA HA TAOTO H JHIIAHETO,

[Ipuiara ce akTHBEH BBITIEH 04 (popMaTa Ha BOAHA CycieH3us (B A02a 3a pp3pactau 50-100 g u 30-
60 g 3a newa), 3a 1a ce HamManu abcopOLMATA Ha AUETHICANHMIIMIOBATA KHCE/THHA.

EnuMumHpanero ce yBenuuapa upe3 alKaid3UpaHe Ha YPHHATA, KOETO CE MOCTHIA Ype3 MPHIATaHE Ha
1,26% natpues 6uxapGonar. Tpabea na ce cneau pH na ypunara. Kopurupa ce MeTaGoNHTHATA
anHAo3a ¢ HHIpaBeHO3HO NpHIo:KeHue Ha §8,4% pa3TBop Ha Hatpues OukapOoHaT (Hak-Hanper ce
TIPOBEPABAT HHBATA HA CEPYMHUA KaJIHH), XMIIOKaJIHeMHATa TpaOBa na Oblie KOPHrHpaHa NMpesH Aa ce
naze HaTpuer OHKapOOHAT, 3al10TO ANKANTU3HPAHETO Ha YPHHATA MOXeE 1a b€ N0-Maiko eEKTHE
aKO MIa3MEHHTE HUBa Ha KanHa naaHar nofa 4,0 mmol/l. @opcHpana nuypesa He TpAOR:
M3TIOJI3BA, THi KATO TA He NOJ00PABA EKCKPELMATA HA CATHLAIATHTE 1 MOXKE A JOBEHE
6enonpodeH oTok.

XeMmoznHanu3ara € Jie4eHHE Ha W300p 3a TeKKM OTPABAHHS H TpA6Ba Aa C€ UMA IIpe
€ MIa3sMeHH KOHICHTpauuy Ha canumnar > 700 mg/l (5,1 mmol/1} winu npy no-Hudy
CBBP3aHH € TEKKH KIHHHYHH WIH MeTabonnTHH QyHkinA. [lanuenta noa 10 unx




HMAT YBCITHYCH PHCK OT CAJIMUMIIATHA TOKCHYHOCT H MOTAT A4 ¢& HYKIAAT OT AHANN3a Ha NMO-PaHCH

© €Tarl.

5. @®APMAKOJOIHMYHH CBOMCTBA
5.1 PapmMakoIHHAMHYHM CBOHCTBA

dapMakoTepaneBTHYHA rpyna: HHXHOHTOPH Ha TpOMOOIMTHATA arperaups, ¢ H3KITHYeHHE Ha
xenapuH, ATC xon: BO1ACO6

AUeTHICATHIUIOBATA KHCENHMHA € HeoOpaTuM HHXHOHTOp Ha IMKIIOOKCHI'€HA3aTa, KaTo MHXHOupa
CHHTE34TA Ha NPOCTATIIAH/IAH OT apaxuJOHOBA KHCETHHA. T03H MEXaHH3BM € OTTOBOPEH 3a
TIPOTHROBE3MAIUTENHOTO, AHTHIMPETHYHOTO H @HAJINeTHYHO AcHCTRHE.

Hali-BayKHHAT eeKT OT aleTHICANHIIMIORBATA KUCEMHA TIPM HHCKa 03a oT 75-150 mg ¢
MHXMOMpaHeTO Ha CHHTe3a Ha TpoMOokcaH A2, CheAHHEHHE, YBEIHYaBaLIo TPOMOOIHTHATA
arperanys ¥ CbOBOTO 3amymeaHe. MHXuGHpaHeTo Ha TpoMOOLIMTHATA LUKJIOOKCHTEHA3a BOAM 10
HaMaJisBaHe Ha COoCOBHOCTTA MM J1a arperupar.

TpomboiHTHATa arperalls € OCHOBEH MPOLIEC, KOWTO ONpeAens noCTeneHHaTa CTeHO3a Ha
KOPOHAPHHTE apTEPHH NMPH HCXEMHYHA OONIECT Ha ¢hpLeTo. PaspacTRaHeTo Ha TPOMOOLIMTHY arperar
BBbPXY 4TEPOCKJIEPOTHYHO MPOMEHEHHUTE YacTH OT ChAOBETe BOAH A0 00pazyBaHETO HA ChCHPELH,
KOETO MOCTENEHHO BAOIIABA MHOKapAHATa epdy3ua 0 HAaCTRHBAHE HA HHapKT Ha MHOKap/a.
Pe3yaraTHTe OT MHOXKECTBO KOHTPOJIMPAHH NPOYYBAHHA TOKA3BAT, Y€ ONTHMAIHOTO HMHXHOUpAaHe Ha
TPOMOOLIMTHATA LMIJIOOKCHIEHA3a B CPABHEHHE CBC ChAOBATA MOKE /4 CE NIOCTHIHE KaTO CE H3NON3Ba
HHCKa /1032 allETHICATHIHNoBa KucemuHa, oT 40 mg a0 150 mg Ha nen. CMATa C€, Y€ HHCKa A03a
AUETH/ICATHIIIOBA KHCE/HHA B CTOMAILIHO-YCTOHYHBH Ta0IETKH, KOWTO HE NMO3BO/IABAT
0CBODOKAABAHETO HA AKTHBHOTO BEILECTBO B CTOMAXA, BOAM [0 NOJYYABaHe HA KOHLCHTPaLI B
MOPTAJIHOTO KpeBOOGpallicHHe, AOCTATHYHA 14 HHXHOUpa TPOMOOLIMTHATA [IMKIIOOKCHICHA3d, KAKTO U
IO HHCKAa KOHIEHTPaLHA B NepHpepHATa IMPKYIALHA, KOSTO € 3alliHTa CPELLy TEBPAE CHIHOTO
HHXHOMpaHe Ha CHHTE3a Ha NPOCTALMKIMH B ChAOBATA CTEHA H HEXEIAHH PeaKIIAH.

Taka HHCKUTE JO3H ALETWICATHIMIOBA KUCEIHHA MOIAT Ja JedCTBaT No-¢(heKTHBHO, OTKOJIKOTO MO-
FOJIEMHTE, KATO MPHYHHABAT K MO-MANIKO HEXKENAHH PEaKIIHH.

ExkcnepuMeHTanHe AaHHN NTOKa3BaT, ye HOynpoden Moke 1a nuxubupa edekTa Ha HHCKaTa 1o3a
AlCTHICATHIMIOBA KHCEIHHA BEPXY TPOMOOLIMTHATA arperanys, KoraTo ce MpuaaraT €AHOBPEMEHHO,
B eano npoyusane, korato eiuHHYHA Ko3a uGynpoden 400 mg ce npuema B paMKkuTe Ha 8 yaca
NIpEH HAH B paMKHTe Ha 30 MHHYTH HEOCPECTECHO CEH MpHeMa HA aHETHICATHLEIIOBA KHCETHHA
(81 mg), pp3HHKEA HaMaNABaHe HA edeKTa Ha ALETHICATHLIIIOBATa KHCEIMHA BEPXY 00pasyBaHeTo
Ha TpoMOOKCaH HITH Ha TpOMOOLIMTHATA arperalus. Belpeku ToBa, OrpaHHYEHUATA HA Te3H JAHHH H
HECHIYPHOCTTA OTHOCHO SKCTPanonauMaTa Ha ex vivo JaHHATE B KJIHHHYHATA [IPAKTHKA 03HAYABAT, Ge
He MOoTarT Jia ObJaT HANMPaBeHH KATETOPHYHH 3aKII0YEHUs 32 peaoBHaTa ynotpeGa Ha HOynpoden, u
He MOX€ 1A C¢ MMa NPEABHI HUKAKBE KITHHUYHO 3HAYMM BEPOATEH e(eKT NpH ciy4aiHata ynorpeda
Ha Hbynpoden.

5.2 QapMaKkoKHHETHYHH CBOHCTBA

Abcopbuus
AbcopbumsTa Ha ALETHICATHIMIORA KHCE/IMHA OT CTOMAIIHO-YCTONYHBH Tab/ETKH MAJIKO Ce
pa3inyaBa B CpaBHEHHE ¢ KOHBeHUHoHAHUTE dopmn. Ta 3amousa B paMKuTe Ha 3-6 4Yaca cles
NpHIAraHe Ha JIEKapcTBOTO, KOETO N0KA3EA, 4e HOKPHTHETO e(eKTHBHO GUtokipa p ;i
JIEKapCTBOTO B CTOMAaxa.

IukoraTa MaasMena KOHLUEHTPALMA ce MOTYYaBa Clie/| OKOIO 6 uaca u € cpeaHo 12

TlpucheTBHETO Ha XpaHa B CTOMAIIHO-YPEBHUS TPaKT 3a0aBst abcopOLMATA, HO HE
OHOHATHYHOCTTA Ha ALSTHICATHIIUIOBATA KHCEITHHA.



80-100% ot norriHaTaTa 1032 ALETHICATHIAIORA KMCENHHA ce abcopOrpa 0T CTOMALIHO-UPEBHHA
TPaKT.

Pasnpeaenenne
ALCTHICAIMIMIOBATA KHCEIIMHA GBP30 U eKCTEH3WBHO Ce PA3NpPEeAes B TIOBEUETO OT THKAHHTE K

TeACCHUTE TeuHoCTH, OTHOCHTENHHAT 00eM Ha pasnpeneneHue e npudmusurentdo 0,15 - 0,2 kg u ce
YBLIIHYABRA 3a¢HO © YBCJIHYABAHE HA CCpYMHaTa KOHLICHTpalHA Ha JICKapCTBOTO.

ITpubnuzurenno 33% oT nekapcTBOTO ce CRbP3BA C MPOTEHHH MPH CepyMHa KOHIEHTparus ot 120
pg/ml. CrenenTa Ha GeJITE4HO CEBPIBAHE Ha NEKAPCTBOTO 3aBHCH OT KOHLIEHTPALHATA Ha anGyMuUHa,
OpH 31paBH A06POBOIIIH TO HAMAJIABA 3aeJHO C HAMAIABAHETO HA KOHIIGHTpaLMATa Ha anbyMuHa.
Ipu 616pedHa HeXOCTATHYHOCT, MO BpeMe Ha GPEMEHHOCT ¥ IPKH HOBOPOIEHH, CEBP3BAHETO HA
ALETHICATHLKIOBATA KACESIIHHA ¢ [UIA3MEHHTE MPOTEHHK HAMAABA HE CaMO B Pe3yJITaT Ha
XHNoanGyMHHEMHS, HO M IIOPAIH HATPYNIBAHE HA SHIOTEHHH BELIECTBA, KOWTO H3MECTBAT
JIEKapCTBOTO OT MECTATa My 34 CBBP3BaHE C IIPOTEHHHTE.

buotpanchopmanms

AUETHICATHIIOBATA KHCEIMHA Ce MeTabOIH3Hpa YaCTHYHO 1o BpeMe Ha abcopOumara. To3u nponec
ce H3BEpHIBA [0 BBBHEECTBH&TO Ha €CTCpa3a, r11aBHO B UCPHIA I{p()ﬁ, HO CbLIO TAK@ U B Kp’BBHP].Sl
CEPYM, EPHTPOLHTHTE H CHHOBHAITHATA TEYHOCT.

CanHUEIATHTE ce CBBP3BAT [JIABHO ¢ [VIHIMH 0 CATHLMINMKOYHA KHCEIHHA H ¢ TTFOKYPOHOBA
KHCCHHHA N0 CANMIHIOB CbeHOJIFJHOKYPOHPLﬂ, H Ca/THIIKNAalUMI TTIOKYPOHHI, caMo MaJIKa 4acT OT TAX
ce XHAPOKCHINpA [0 AMXHAPOKCHOSH30eHA KUCEHHA, 2,3-THXHAPOKCHOEH306Ha KincenHHa 1 2,3,5-
TPEXHAPOKCHOEH30eHATA KUCceNHHA. [IpH JKeHHTe NPOoLECHT HA XHAPOKCHWIHpAHE € 1mo-0asen (1o-
HHUCKA AaKTHBHOCT HA CEpyMHATa ecTepaza).

EnuMHHHpane
[omyKHBOTET Ha IU1a3MEHOTO STHMHHHpaHe HA ALeTAICATHLMIOBATA KHCETHHA € OKOIo 2-3 yaca. 3a

pa3NMKa OT JPYrH CaTHLMIATH, HEXHAPOIH3MPaHATa aueTHNCAIMLWIOBA KHCE/THHA He C€ HATPYIIBa B
KPBBHHSA CEPYM NPH NOBTOPHO NpHnoxkeHue. Camo okono 1% oT nepopanHara 103a Ha
aleTHICATHIIOBATa KHCE/THHA C¢ OTEA ¢ YPMHATA B HEXHIPONH3HpaHa $opMa, a 0CTaHAJIaTa $acT
ce eKCKpeTHpa NoA (GopMara Ha CATHIHIATH H TEXHHTE McTaGoMUTH. [TpH MALMEHTH ¢ HOpMaTHa
6BOpeuHa ynkums, 80-100% oT eHOKpaTHATA 1032 OT IEKAPCTBOTO CE OTAENA ¢ YPUHATA B PAMKHTE
Ha 24-72 Jaca.

5.3 IIpeaxannrvAn Janns 3a GezonacuocT

IMpenxnuuuynmsT npodn Ha 6e30MACHOCT Ha ALICTHICAIHLMIOBATA KHCETMHA e Ao0pe
JOKYMEHTHDaH.

I1px nmpoy9RaHHA BLPXY KMBOTHH CANMIIHIATHTE TIPHYHHABAT YBpEkKIaHe Ha ObOpeLUTe IPH BHCOKH
O34, HO HE BOJAT A0 APYTH OPTaHHH NE3HH. ALCTHICANKHILNIOBATA KHCETHHA € IIHPOKO H3CIEIERaHA
i Vitro W in vivo 3a MyTAreHHOCT; HE ca OTKPHTH CHUICCTBEHH JOKA3aTEJICTEA 38 MyTareHeH
noreHuHan. ChluoTo BOKH K 32 H3CICABAHHATA 38 KAHLEPOreHHOCT.

Camamunature ca nokasann TepaToreHHH eeKTH NPH W3CACABAHKSA BHPXY XHBOTHH H ITPH HAKOJIKO
pasnuiHH BugoBe. Criell IPeHATANHA EKCIIO3MUMSA €4 OMHCAHH €4 HAPYLIEHHS Ha MMILTAHTALHATA,
eMOPHOTOKCHYEH H (PeTOTOKCHYEH edeKT, KAKTO H YBPEkKIaHe Ha CrIOCOGHOCTTA 33 YUCHE B
TOKOJICHHETO.

6. ©OAPMAINEBTUYHM JAHHH

6.1 Conchk HA BOMOIMHAETE BeMECTRA

Hopo na mabnemrama:
Ilenynoza na npax




HapepHuHo HUllecTE
Hatpnep HHuiecTeH raukonat (tHn C)

Dunmoeo noKkpumue na mabremxama:
Xunpomenosa
TpueTun uuTpar
CHMETHKOHOBA €MYJICHA
Acryl-Eze White:
- ChnonuMep Ha METAKpHJIOBA KHCENTHHA W eTunaxpunar (1:1)
- Tank
- Twranoe nuoxcHa
- Kononjien Ge3soneH CHIHIIHEB JHOKCH
- Hatpnes xuaporen xapboHar
- Harpues naypuicyndar
6.2 HechbBMecCTHMOCTH
Hempuno:xpamo.
6.3 Cpok na rognocr
2 roauHK

6.4 Croenmanun yc/IoBHA HA ChXpaHenHe

Ja He ce coxpanspa nag 25°C. [la ce chxpansiBa B OpUFHHAIHATA OTIAKOBKA, 32 Ja CE NpeznasH oT
B1ara.

6.5 Bua s chaLpikanHe HA ONAKOBKATA
Anymunnesn/PVC/PVDC Giuctepn B KapTOHEHH ONAKOBKH.
Bupose onaxosku: 30 unn 60 Tabaerxy

He BcHYKH BHAOBE ONMAKOBKH MOTAT Ja 6bJaT OycHaTH B Npogakda,

6.6 Crenmanus npeIna3HE MEPKH NPH H3XBLPJIAHE H paboTa

Hsama cnenuanim usHCKBaHus.

7. _lIPHTE)KATEJI HA PASPEINEHHETO 3A YIIOTPEBA

Pharmaceutical Works POLPHARMA SA

19, Pelplifiska Street

83-200 Starogard Gdanski, Iomua

8. HOMEP(A) HA PASPENIEHUAETO 3A YIIOTPEEA

AKAPH 75 mg: 20170037

AKAPM{ 150 mg: 20170038

9, JATA HA ITbPBO PASPEHNIABAHE/TIOTHOBABAHE HA PA
¥IIOTPEERA

Jlara Ha mBpBo paspemaeane: 26.01.2017




10.

JATA HA AKTYAJNIN3HPAHE HA TEKCTA




