1. MME HA JEKAPCTBEHHSI IIPOXYKT . | 36//7/7 /7/f/767-

AKAPJ 75 mg cToMatHO-yCTOHYHBH TAONCTKH
AKAPJI 150 mg cToMamiHo-ycTOH4YHBY TablieTku

ACARD 75 mg gastro-resistant tablets
ACARD 150 mg gastro-resistant tablets

2. KAYECTBEH H KOJJHYECTBEH CbhCTAB

Axapn 75 mg '

Beska cromalnHo-yeToifumba TabneTka CrAbpaKa 75 mg aUeTHICANHUMIOBA KHCETHHA (acetylsalicylic
acid).

Axapa 150 mg

Bceaka cromanmHo-ycToiunea tabnetka chabpika 150 mg aueTuncaqMOHnoBa KECEIHHA

facetylsalicylic acid).

3a MBENHMKA CIIUCHK Ha MOMOLIHMTE BELLECTRA BHXKTe Touka 6.1,

3. JIEKAPCTBEHA ©®OPMA
CroMalito-ycroifvrBa TabaeTka

75 mg: 64na, ¢ dopma Ha chplie, ABOHHOM3MbKHAMA PUIMHpaHa TabneTka
150 mg: 6ana, Kkphria, ABOHHOM3MbKHANA QUIMHpaHa TableTKa

4. KJIHHHAYHHA JAHHH
4.1 TepaneBTHYHH HOKA3ZaHHH

Hexemudna OonecT HA CbPLETO H BCHYUKH KIMHHYHM CHTYALWH, MPH KOWTO € NPENOPBYHTENHO
NpeJoTBPATABaHETO Ha TPOMOOLIMTHA arperauus:

- aHaMHe3a 3a HecTabMNHA CTCHOKApAHA, OCBEH MO BpeMe Ha ocTpaTa asa;

- BTOPHYHA MpoHIaKkTHKA Ha HHOAPKT Ha MHOKapAa;

- MPCAOTBPATABAHE Ha 3anylIBaHe Ha NPHCANKATa cled aopTo-KopoHapeH Gaitnac (AKB);

- KOPOHApHA aHIHONIACTHKA, OCBEH N0 BpEMe Ha ocTpaTa dana,

- BTOPHYHA NpohrnaKTHKa Ha NpeXoaAHH McxeMH4AH aTakd (TIA) H HCXeMHUYHH MO3BYHO-CBHJOBH
uHuEAeHTH (CVA), et KaTo ca M3KMIOYEHH HHTpanepeOpaiHi KPLBOH3IHEH.

AKAP/I ne ce npenopbiBa NpH CHEIIHK ¢bCTOosHUA. TOH ¢ orpandved 1o sTopHuHa npodHIaKTHKA
NPH XpOHHYHO NICYEHHE,

4.2 [lo3apoBKka H HAMHH HA NPHAJIOXKEHHE

2031'1 POBKa

Tpadea aa 6be NOTBPCEH CHLBET OT NeKap, PEAH 3aNOUYBAHE HA EeYeHHUeTO 3a

- AnamHesa 3a HecTabHIHA CTEHOKAPAMA, OCBEH MO BpeMe Ha ocTpaTa das



[MpenopwunTenHaTa Ko3a e 75 mg 10 150 mg BeAHBK AHEBHO.

- Bropuuna npodunakTyka Ha MHGAPKT HAa MHOKapaa:
Mpenopruntennara no3a ¢ 75 mg no 150 mg Beasbx AHEBHO.

- [penoreparABane Ha 3amymBaHe Ha NPUCaAKaTa cnel aopTo-kKopoHapen Oaiiiac (AKB):
Ipenopbuurenyara no3a e 75 mg no 150 mg BeAHbK AHEBHO.

- KopoHapHa anrnonnactuka, OcBeH o BpeMe Ha ocTpaTa (hasa:
INpenopwuuTenyara no3a ¢ 75 mg no 150 mg BeaHbLK AHEBHO.

- BropuuHa npotinakTHKa Ha NPEXOHH HCXeMHYHH ataxk (TIA) 1 HCXeMHYHH MO3BYHO-
cbaosy rHUMAEHTH (CVA), cnes kato ca H3KIIIOUeHH HHTpalepedpanHi KpLBOH3THBH:
IMpenopruntennara no03a e 75 mg a0 150 mg BeAHBK JHEBHO.

Hayuenmu 6 cmapvecka ge3pacm

ALETHICANHIMIOBATA KHCEIMHA TPsOBa Aa ce NpHaara ¢ NOBUILEHO BHUMAHKE [1PH NALMEHTH B CTapyecKa
BB3PacT, KOMTO ¢a NO-NOAITIMBH Ha HExKestaH! peakuyH. OCnualinaTa no3a 3a BB3PacTHH Ce
NpenopbuBa MpH nunca Ha 6s0peuHo LnK vepHOAPOGHO yRpexaaHe (Bx. ToukH 4.3 u 4.4). Jleuennero
TpAbBa f1a ce mpepasriexkIa Ha PeIOBHH HHTEPBAIIH.

Hlecuampuuna nonyaayus
AKAP]I ¢ npoTHBOMOKa3aH B NEAHATPHYHATA MOMYAAIKMA MoA | 6-roaMilHa Bh3pacT {BXK. TOUKH 4.3 1
4.4).

Bvbpeyno u vepnodpobno yepexcoaie
AKAP]I Tpabea na ce u3non3ea ¢ NOBUIIEHO BHUMaHHE [IPH MAIHEHTH ¢ HapyleHa 650peyHa win
yepHOApoOHa PyHKuMA (na ce M30ATEa MpH TexwkH yepean). Mons, ewxkre Toukn 4.3 u 4.4,

Hauwun Ha npunosxeHne

Ilepopanua ynorpeba.

TabnetkuTe TpAGBA Aa € NOMTBILAT LETH CIEA XpaHeHe ¢ 0cTaThuHo TeuHocTH (1/2 yawa Bopa).
CromamHo-ycToitunBara TabjieTka MMa NOKPHTHE W HE CE pa3fiaZa B CTOMAaxa, KaTo 110 TO3H HA4UHH
HaMaJiABa Apa3HENIHA e(PeKT Ha aleTIICATHIIHIOBATA KHCETHHA BBPXY CTOMAIIHATA JIMraBULA.

4.3 Tlporuponokasanus

CBpPBXUYBCTBHTEIIHOCT KBM aKTHBHOTO BELIECTBO, APYTH CATHLIANATH WIH KbM HAKOE OT MOMOLIHHTE
BelllecTBa, H36poeH: B TouKa 6.1,

XeMoparnyHa qHarTesd; KoaryJlaluHOHHH HapYIIeHHA: XeMO(WTHS, TPOMOOLIMTONEHHA.

AKTHBHA WIH ¢ aHAMHE3A 33 PELMIMBHPALIA TIETITHYHA 382 W/WIH CTOMALIEH/UPEBEH KPbBOH3IIHB,
FUTH IPYTH BH08¢ KbPBEHE KATO MOIBYHO-CbAOEH KPHBOH3MHEH.

Texko OBOpeyHo yBpexnane.

Texko 1epHOAPOOHO yBpEXKIaHe.

Texka cbpaeyHa HEAOCTATLYHOCT.

AHamHe3a 33 aCTIMPHHOB acTMaTHYEH NPUCTBII ECNEACTEHE CANMLIIIATH HIIH NEKapCTBEHH MPOAYKTH ¢
nopo6Ho neiicTeue, ocobeHO HECTEPOHAHH NPOTHROBB3NATHTENHH cpeacTtBa (HCIIBC).
EnnoBpeMennaTa yrnotpefa Ha METOTpeKCaT B A03H OT 15 mg/cenmMuua miH no-rojieMH (BiK. Touka
4.5).

B Tpetua TpuMecTbp Ha OpeMeHHOCTTA.

Hella ¥ 10HOMIHK Ha BB3pacT Noj 16 roAHHy, NopaaH pHCK OT cHEApoM Ha Peif (Bx. TO

4.4 CneuHaJHH NpeAYHPeRICHHS W NPEINa3HH MEPKH HPH YynoTpeta



Axapa He ¢ nmoaAXo0AdaAll 3a4a ynorpeb6a KaTo
NPOTHBOBBLAINAJHTEJAHO
cpedcTBOo/aHAATeTHK/aHTHUNHDPDETHEK.

AleTHICANUUMAOBATA KMCEIMHA TpaOBa Aa Ce H3MOJI3BA ¢ MOBHLIEHO BHHMaHHE NIPH MAaLIHEHTH ©
AehUIAT Ha rioko3o-6-(octaT JexuaporeHasa, 3al10ToO MOXKE J1a Bh3HHKHE XEMOITHTHYHA AaHEMHA.,

ALETHIICATHIIHIOBATA KHCE/IHHA MOKE A4 Ce M3TI0N3RA TIPH NALHMEHTH CbC CBPBXUYBCTBHTETHOCT KbM
HECTEPOMIHH TIPOTHBOBB3MANHTENHH CPeCTBA CaMO Cllell BHUMATEHA OliEHKa Ha GanaHca MexIy
PHCKOBE H MOJI3H.

AlETHICANULILIOBATa KHCETHHA MOXKE J]a Npequ3BHKa OpoHXoCcnazsM K aCTMATHYHH NIPUCTHIN WK
JPYCH peakuMH Ha CBPBXUYBCTBUTENHOCT. PHCKOBHTE (hakTOpH BKIIOHBAT: ChHIIECTBYBAIA 4CTMA,
XPOHHYHH pCCHHPaTOpPHA SaGOJ'lﬂBaHHH, CEHHA XpPeMa € HOCHH TIOMTHITH. C'bl.l.l.OTO CC OTHaCcHqd 1 3a
NALKEHTH, KOMTO [TOKA3BAT alleprHuHAa peakiligd U KbM ApYrd BeliecTBa {HANPHMEP C KOXXKHH PEaKLMH,
cBbpOEK WM YPTHKAPHA).

IpenopruBa ce NOBHUILIEHO BHUMAHHE MPH NAUHEHTH, NPHEMALITH €HOBPEMEHHO JIEKAPCTBA, KOHTO
MOTaT Aa MOBHIIAT PHCKA OT A3Ba HITH KBPREHE, KATO NIEPOPATHH KOPTHKOCTEPOHAH, AHTHKOATYAaHTH
KaTo BapdapuH, CENeKTHBHH HHXHOUTOPU HA 06PaTHOTO 3aXBAIIAHE HA CePOTOHMHA (BXK. TOUKA 4.5),
KaKTO H TIPH Mal[HEHTH ¢ TIOBHINEHA CKJIOHHOCT KbM KbpBeHE (Hanp. ¢ ae®HLHT BRa BHTaMHH K).

AneTHNcaTHIMIOBATA KHCEJTHHR TpA0sa Aa ce npuiara ¢ NOBHLIEHO BHHMAHUE TIPH MALMEHTH ¢
Hapylera 6p0peuHa HM YepHOAPOOHA QYHKLIAA, KATO € MPOTHBOIIOKA3AHA NIPH MMALHEHTH ¢ TEXKKO
yBpeleHa 650peyHa wnu yepHoApoOHa GyHKLES (BX. TOUKa 4.3).

ALIETWICAIMUINOBATA KHCE/IMHA TpAGBA A2 ce npuwiara ¢ NOBHIIeHO BHUMAHKE NPH NALHEHTH ¢
aHamMHe3a 3a CTOMAILIHA WIH AyOJEHaNHa A3Ba, 3alI0TO MOXKe /1a BE300HOBH A3seHaTa Oonect H 1a
MPEeIH3BHKA KBPBEHE OT CTOMAIHO-HPEBHHA TPaKT.

IMaunenTnTe ¢ aHaMHE3a 3a CTOMAILHO-YPEBHA TOKCHYHOCT, 0COOSHO TE3H B HANpeIHana BL3pacT,
Tpabpa fa crOOGILIABAT 33 BCHYKH HEOOHYAIHH KOPEMHH CHMITTOMH (CIEL{HATTHO 33 CTOMANTHO-YPEBHO
KbpBEHE), 0co0eHO B HAYAITHHTE €TaNM Ha JISYCHUETO.

Koraro ce nosaBat cToMaIuHo-upeBHO KbPBEHE WM A3Ba, IEUEHHETO TPAOBA Ja Objle MPEKPaTeHo.

Iopann anTuTpoMOoUMTHATA H AKTHBHOCT, aLIETHICATHIIHAOBATA KHCETHHA MOXKE [ia IOBEJE IO
YALIDKEHO BPEME Ha KBLPBEHE MO BPeMe HA KITH Clie]] XHPYPrHYHA HHTEPBEHLUMS (BKIIOYHTENHO TPH
MaJIKH MPOLEIYPH, KaTo HANPHMEP H3BAXKAAHE Ha 3B0). ALETHICATMLMIOBATa KHCEIHHA He TpabBa
Ja Ce fpHiara B Npoak/HKEHHE HA 5 THH NpedH M1aHoBa ofneparndg, 0coDeHO Ha OYH M Ha YIIH.

AKAPJ] He ce npenopn-4Ba NO BpeMe Ha MeHOpaAard itd,
KOTraTo MOXXe J4a YBeJHYH MeHCTPYAaJdHO KbBPBeHE.

JlopH B HHCKHM 03H, ALETHICATHIIHIOBATA KHCEIMHA HAMAIIABA OTAENSHETO HA NHKOYHA KHCETHHA,
[Nopaju To3u hakT, MAUMEHTH CBC CKIOHHOCT KbM HaMaleHa eKCKPeLlHs Ha MUKOYHA KHCETHHA, MOoTaT
Ia Moy9aT [104arpo3eH MPHCTHII

I1allueHTHTE B CTapyecka Bb3PacT ca 0co0eHo MoaaTIHBH Ha HeOnaronpuatHute edexti Ha HCIIBC,
BKJIIOUHTEITHO AL THIICATMIMIIOBA KHCEIIMHE, KATO OCOGEHO CTOMALIHO-YPEBHOTO KhPBEHS Moo
nepdopanmsTa Morat aa 6baatr parannu. HenpexscHaTta IpoAbIDKHTENHE ynorrpeﬁa By
Tp:aGBa na ce M304rBa B CTAPYECKA BBIPACT, MOPAIH PHCK OT CTOMALIHO-YPEBHO KbpFeNe

HPC}IH 3ano4ypaHe Ha JbAroCcpoyHa TepanHa ¢ ACTIHPHH 3a JIEYeHHE Ha CBpACYHOCE
MO3BYHO-CBIOBH 3300N9BaHK, NALMEHTHTE TPAOBA A ce KOHCYNITHPAT ChC CBOS



Aa r'd NOCHBETEA 3a OTHOCHTCIIHATE TPpeJMMCTBA B CPaBHCHHUE ¢ PHCKOBETE IIpHA BCCKH OTACIIEH
NauHcHT.

Heobxoaumo e NMOBHIUICHO BHHMAaHWE NMPH MalMEeHTH ¢ AHAMHE3A 38 XHICPTOHHA WhIn CepAcYHA

HENOCTaTLYHOCT, Thit KaTo ce chobllaBa 3a 3aabpiKaHe Ha TEMHOCTH H OTOK BbB BPb3Ka C JIEHEHHETO ©
HCIIBC.

CepHO3HH KOXHH PeakiiMH, HAKOH OT KOUTO (aTajiHH, BKJIFOUHTEHO eKC(ONHATHREH JCPMATHT,
cHHApoM Ha Stevens-Johnson u TOKCHYHA eNHAepManHa HEKPOTH3a, ¢a JOKIaIBaHH MHOTO PAAKO BLB
Bpb3ka ¢ ynoTpebaTa Ha aleTHACAUTHIMIOBE KucenuHa (BK. Touka 4.8). [lpuemsT Ha AKAP]] TpaGsa
Ja ce MpEyCTaHOBH NPH IbPBA MOABA HA KOXKEH 0OpUB, TMFABUUHH JI€3MH WIHA JAPYTH NMPH3HALK HA
CBP'I:X‘-IyBCTBMTBJIHDCT.

Tleduampuyna nonyaayua

B xoaa Ha HaKkoH BHPYCHH 3a00131BaHHA, 0cODEHO B CiiydaHuTe Ha rpun A, rpun B uiu sapuiuena-
BHPYCHH HH()EKLIMH, ITPEAHMHO NIPH JICTIA H IOHOLLH, CLILECTBYBA PUCK OT CHHApPOM Ha Peli — paako,
HO JKHBOTO3aCTpallaBaiilo 3a00MaBaHe. YNOPUTO NOBPBLIAHE B X044 HA MHPEKLHATAa MOXKE Aa €
HHAMKATOP 32 W3ABATA HA cunapoma Ha Peil, xoliTo H3nckea Re3afaBHa MEMHLHHCKA HOMOLIL,

PucksT oT cunapoma Ha Peii B xo1a na BUpycHH MH(EKIMM MOMKE 4 CE YBENUYH IPH eIHOBPEMEHHO
NPWIOKEHHE HAa AUECTHIICAIHLIAIOBA KHCETHHA, BLIPEKH Ye HE € YCTaHOBEeHa NMPHYHHHO-CAEACTBEHA
Bpb3Ka.

ITopagyu nocougHUTE NMO-rope cLOOPAKEHHA, MPOAYKTH, ChABKALIM aUETHICATHIIAIOBA KHCENHHA,

He TpaOBa fa ce U3NOJ3BAT MPH AeLa H I0HOIH fod 16-roaviiHa Bs3pacT (BX. Touka 4.3).

Tosa nexapcTpo ChABPKA No-Manko oT 1 mmol Harpuii (23 mg) Ha cromalnHo-ycToHyHBa TabeTka,
T.C. MOXKE J1a C€ K&KE, He MPAKTHYECKH He ChIbpKa HaTPHIL.

4.5 B3anmoae#icTBHE ¢ IPYIH JIEKAPCTBEHH NPORYKTH H APYrH (opMu BHa B3aHMojelicTBHE

HEUI‘ HBOMOKA3aHH KOMGHHQQ,HH:

Memompexcam, usnonssan 6 0o3u om 15 mg/cedmuya win no-conemu

AlETWICATMLMNOBATA KHCEJIHHA NIOBHIABA TOKCHYHOCTTA HA METOTPEKCAT BbpXY KOCTHHA MO3BK
nopaax HamaneHHA OLOpeteH WIHPLHC Ha METOTPEKCAT OT MPOTHBOBL3TIAIMTENHH JIEKAPCTBEHH
TIPOAYKTH, BKIIOYHTETHO aleTH/ICATHUMIOBA KicennHa. CAMHIMIATHTE H3MECTBAT METOTPEKCAT OT
HETOBHTE MECTA 33 CBBP3BAHE ¢ IIIA3MEHMTE IPOTEHHH (BK. Touka 4.3).

KomOunHalme, H3KCKBAIIH NPeNa3Hi MEPKH mpu yrnoTpefa WiK KOUTO Aa GhaaT B3etd non

BHHMAHHE

Memompexcam, usnonzean 6 003u no-manxu om 15 mg/ceomuya

AUSTHICATHLIANOBATA KMCEJIMHA NOBHIIABA TOKCHYHOCTTA HA METOTPEKCAT BBPXY KOCTHHS MO3BK,
nopanH HaManeHus OBOpeveH KNHPBHC Ha METOTPEKCAT OT NIPOTHROBE3NAIMTEIIHH JIEKAPCTBEHH
NPOAYKTH, BKIIOUATETHO aUETHIICANHLIFIOBA KHCETHHA. CanHLMNIaTHTE H3MECTBAT METOTPEKCAT OT
HErOBHUTE MECTA 34 CBbLP3BaHE C IJIa3MEHUTE NPOTEWHH (BXK. To4ka 4.3).

Hoynpodpen
ExkcnepuMeHTAIHA JaHHH NOKa3BaT, 4e HOYNpodeH Moxke 1a HHXHOHpa edeKTa HA HUCKATa Ao3a

aLCTHICANTHIIHIOBA KHCEIIHHA BRBPXY Tpomﬁoum‘HaTa arperaulmi, Korato ¢e M3noas3ear
€AHOBPEMEHHO. B'bl'lpe](l'l TO84, OrpaHHYCHAATA HA TCIU JaHHH U HECHIYPHOCTTa OTHOCHO

HanpapeHH KAaTeropHYHH 3aKJII0YEHHA 32 peQloRHaTa ynorpeba Ha ubyrpoden u
NPEABH/ HHKAKDBB KIHHHYHO 3HAYUM BEpoATeH edeKT NpH CilydaiiHaTa ynotped
TouKa 5.1).

Anmuxoazyianmu, Hanpumvep KYMAPUHOSU RPOU3BOOHY, XeRApUn



E/IHOBPEMEHHOTO NPHICKEHHE HA ALETHICANHIHIOBA KHCETHHA C AHTHKOAryIaHT| Karo sapdapun
MOME 43 JOBEAe L0 NOBHILABAHE HA AKTHBHOCTTA HA QHTHKOAr'YJIAHTA: OBUILISH PHUCK OT YARKaBaHe
Ha KBPREHETO H KPLBOH3JIMB, B PE3Y/ITAT OT HIMECTBAHE HA OPAJTHHTE aHTHKOATYJIAHTH OT MECTaTa HM
33 CBbP3BaHE C IU1A3MEHUTE MPOTeHHHA W aHTHTPOMOOLIMTHATA AKTHEHOCT Ha AUETHICATHIHIIOBATA
kHceniHa {8k, To4uka 4.4).

Cenexmusnu unxubumopu na obpamuomo zaxeauiane na cepomonuna (SSRI)
IToBuLIeH pHCK OT CTOMALIHO-YPEBHO KBPREHE NOPagK CHHEPTHYHHA edekT (BxK. Touka 4.4).

Hpyeu HCIIBC, sxmonumenno caruyuiamu

Ennospemennara ynotpeba Ha aneTHacaiMumioBa kucemuna ¢ Apyria HCTIBC nosuiuiaBa pHcka o1
YBpe/Ia Ha MMraBHLIATa HA CTOMAXa W/HNH NBaHAECETONPLCTHHKA H OT CTOMALTHO-YPEBHH
KPBBOM3JIHBH, KaKTO H oT Ob0peyHa yBpea B Pe3yNTaT Ha CHHEPrHYHH eeKTH.

Jlexapcmeenu npodykimu, Koumo nOSUIASAM eXCKPEYUAMA KA NUKOURA KUCETUNA 8 YPUHAMA, Kamo
benzbpomapon, npobeneyud

Ipu yrioTpebata Ha AaHETUNCANHUKNORA KHCEITHHA 3a€HO < JICKAPCTREHH NPOAYKTH, KOHTO 3aCHNIBaT
OTAC/IAHETO HA MUKOUHA KUCENHHA, C8 HAMANABA aKTHBHOCTTA HA NIEKApCTRaTa 34 Mojjarpa
(KOHKYpeHLUS 0 OTHOIIECHHE EKCKPELMATA Ha IMKOYHA KUCENTHHA OT ObOpEedHHTE KaHal4eTa).

Huzorcun
ALETHICATMLUMNORATA KHCETHHA Hapyllaea GeOpedyHaTa eKCKpeLHs Ha JTUTOKCHH, KOSTO BOIH J10
NOBHIIABAHE HA TUIA3MEHHTE KOHHEHTPaLHH.

Anmuouabemnu cpedcmea, Hanpumep UNCYIUN © Cyaonwiypeitu

[lopaau XxMNOrMTHKEMHYHA AKTHBHOCT M H3MecTBane Ha cyndaHHny peHHHTE NPOAYKTH OT TEXHUTE
MECTa Ha CBBP3BAHE C IIA3MEHHTE NPOTEHHH, aUETIICATHIMIOBATA KHCEHHA MOKe Ja MOBHILH
XHIOOrHKEMHYHUA e(ekT Ha anTHaAuabeTHATE CpencTra.

TpomGorumuunu rexapcmeeny RPOOYKMU U OPy2u GHMUMPOMOOMUNHY UHXUOUMOPU (Hanp.
muKIOntOun)

EnHoBpeMeHHOTO MIPHACKEHHE ¢ ALIETHICANHLINN0BA KHCEJIMHA MOXKE J1a TOBUIUH PHCKA OT
YABAXKABAHE HA KbPBEHETO H KPBBOM3/IHB.

Luypemuyu

Hamanena nuypeTH4Ha aKTHBHOCT upe3 3aJbpikaHe HA HATPHI H BOJA B OPraHH3Ma, BCICACTBHE Ha
HaMasleHaTa riIoMepyJsiHa QUNTpaLMs 110 MBTA HA HAMaJleH CHATE3 Ha PeHANICH NPOCTArIAHIHH B
6B0peLTe. AUETHICAITHIMIIOBATA KACETHHA MOXeE 13 MOBHIIH OTOTOKCHYHOCTTA Ha (ypoceMu.

Cucmemnu xopmuxocmepoudu

EanoBpeMeHHOTO NPUITOKEHHE € aLeTHIICATHUHIOBA KHCEIHHA MOXE /1a IOBHLLIA PHCKA OT
CTOMALLHO-YPEBHM A3BH K KbPBCHE, 1a HAMAMTH I1a3MeHaTa KOHLICHTPALIMA Ha CANMHLIAIATA [0 BpeMe
Ha JISYEHHETO ¢ KOPTHKOCTEPOHH, KAKTO H J1a IOBE/le 10 PHCK OT Npelo3HpaHe Ha CAJTMLIMIIATA Ciel
CIIMPAHETO HA KOPTHKOCTEPOHAUTE {Bak. TouKa 4.4},

Eonospemennomo npurodxcenue ¢ ACE-unxutumopu
Hamanen anruxuneprenzused edekr, BCISACTEME Ha NOHIWKEHATa rioMepyta QruiITpanns upes
HaMaidBaHe Ha CHHTE3aTa Ha peHaNleH ApOCTariaHaMH, AeHCTBAINH e()eKTH Ha ChAOpaslinpsBaHe.

Bamnpoesa xucenuna
AUETHICANHLHNOBATA KHCEITHHA YBE/IHYABa TOKCHYHOCTTA Ha BAJIMPOCBATa KHCET
HM3MECTBA 0T MECTATA 33 CBLP3BaHE ¢ IUIAZMEHHTE NpoTedHH. Bannpoerata kue
AHTHTPOMOOUMTHATA AKTHBHOCT HA ALETHICANMIIAIOBATA KHCEIHHA TIOPASH CHy

Memamuzon



[1pu egHOBpeMEHEH NpHeM METAMU30I MOXKe Ja HamMa edexra Ha AllETHICATHLIWIOBATa KHCEIMHA
BBPXY TpoMOoLMTHATa arperauus. CnenoeaTteHo, Ta3u KoMOuHaUMA TpAORA a CE H3NON3Ba C
NOBUIIEHO BHHMAaHHE NPH [IAHEHTH, NPHEMALIH HUCKA 1032 ACMHPHH 33 KAPAHONPOTEKLHA.

Arroxon

EnHOBRpPEMEHHOTO NpHeMaHe HA ANKOX0N H alleTHICANHMLMIACEA KHCENHHA YBEIHYaBa pHCKA OT
CTOMALIHO-YPEBHH HEXKeJJaHH PeakLHH, HAMPUMEP MAcTPOHHTECTHHAIIHA A3B4 HiIH
racTPOMHTECTHHANHO KBPBEHE.

Huxubumopu na kapboanxuopazama

Hamanena ekckpenns Ha aLeTa3onaMH; CATUIMIATHA HHTOKCHKALHA € HAacThIBA/la NPH NALKEHTH Ha
CXEMH C BHCOKH JIO3H CATHLMIATH H HHXHOHTOPH Ha KapboaHxuapaszaTta. KOHKYPeHTHOTO MpuiaraHe
Ha HHXHOHTOPH Ha KapboaHXHApa3aTa, KATO alUeTa30NaMil M CANHLIWIATH, MOKE 1a JOBEAES 10 TEKKa
anMz03a M MOBHILIECHA TOKCHYHOCT HA HEHTPANHATA HEPBHA CHCTEMA.

Anmuayuou u adcopbenmu ,

ExckpenaTa Ha aueTHACATMIAIORATA KHCENMHA Ce YBEWYABA B AJKAJIHA YPUHAE, KAOJMHBT BEPOSTHO
Hamanaea abcopbunara. [NamenTure Tpabsa na GbAAT CHBETBAHH JIa HE TIPHEMAT SHOBPEMEHHO
AHTHALMAK, 34 Aa ce U30CTHE NMpeXIeBpeMeHHOTO OCcB0oDOkKIaBaHe HA IEKapCTROTO.

Anmubaxmepuannu cpedcmsa
TokcHYHOCTTA Ha cynOHAMHINTE MOXKE JIa C& YBEJTHUH.

Luxnocnopun
Ennospemennata ynotpe6a Ha uxknocnopus u HCIIBC Moxe aa noseae Ao noBHILIEH PHCK OT
LIMKJIOCTIOPHHOBA HEPPOTOKCHYHOCT.

Anmuememuyu
Meroxinonpamua 3acuinea edexTHTE Ha alCTHICATHIIMIOBATAa KHCETHHA Ype3 YBEIHYABAHE HA
CKOpOCTTA Ha abcopduuaTa.

ﬂeexompuenoeu QHMACORUCIU
IMosHIasa ce azsMeHaTa KOHLUEHTPaUUd Ha 3adypiyKacT.

Tecmoee 3a Gynxyusama na wumoeudnama xenesq
ALETUICANMUHTIOBATA KHCEIHHE MOXKe 1A MPOMEHH PE3YITATUTE HA TECTORE Ha (PYHKUMATA Ha
LIMTOBHAHATA JIIE3a.

4.6 @epTHIMTET, GpeMEHHOCT H KXbPMEHE

bpeMeHHOCT
Hucku oo3u (00 100 mg na den):

KnuHHuHHTE npoyuBasns Noxa3ear, e aosu no 100 mg Ha nen, 3a orpanuvena ynorpeba B
aKyIIepCTBOTO, M3UCKBAILA CIICLMATHIHPAHO HAOMIOAEHHE, ca Ge30MmacHH,

Hozu om 100 00 500 mg na den:

HMa nocTars4HO KIHHHYEH OTHT [0 OTHOUIEHHE HA H3TIONI3BAHETO Ha 103K Hax 100 mg Ha neH Ao
500 mg nuerHo, Eto 3a1i10, npenopbkute NO-10.y 3a A03H 0T 500 mg IHEBHO H MO-BHCOKH ¢a
TNIPHIOKHMH CBIIO H 33 TO3W JI030B HHTEPBAN.

Hozu om 500 mg na den u HO-GUCOKU.

HuxuGupaneTo Ha cMHTE3a Ha NIPOCTarNaHAMHKH MOXeE Aa Okaxe Hebnaromp
6pemMeHHOCTTa W/HNH eMOPHOHANTHOTO/deTanHOTO paseHTHE. JlaHHuTe OT ¢
H3CJIeABaHHA [IOKA3BAT NOBHINEH PHCK OT CMOHTaHeH abopT, KAKTO H OT Cb
racTpOCXH3a Cjied H3MOA3BaHe Ha HHXUONTOP HA NpOCTATIaHAHHOBHA CHH
6pemenHocTTa. AGCOMOTHHAT PUCK OT CHPAEYHOCHIORH MaipopMaLiH ce




1% no oxono 1,5%. CMATa ce, ye PHCKBT CE MOBHILABRA ¢ YReIHYABAHE Ha [03aTa H
OPOABIGKHTENHOCTTA HA JICUCHHETO,

)_'[oxasaﬂo €, U€ NMpPpHIOKCHHETO HA HHXHGHTOPH Ha npocTarnaHIHHOBHA CHHTES TIPH JKHBOTHH BOOH
A0 NOBHINEHA NIpe- U NOCTHMILIAHTALMONHHE 3aryda v emOpuo-deTanen netannteT. B nonbnHenue,
TIOBHUINEHHTE YECTOTH Ha Pa3NHuHH MandopmaLnm, BKIKOYHTEIHO ChPASUHOCHA0BH, ca OHIH
AOKJIaABAHH NIPH XKHBOTHH, Ha KOUTO € Bun 1aaeH HHXHOHTOp Ha NPOCTArIaHAHHOBHA CHHTES NO
BpEME Ha NEPHOJA HA OPraHOTeHE3aTa. ALIETHICATHLIJIOBA KHCENHHA He TpAOBa na ce napa 1o BpeMe
Ha WEPBHA H BTOPHA TPUMECTBP HA DPEMEHHOCTTa, OCBEH ako He € abcomoTHO HeobOxoaumo. AKO
aLCTHICATHLIMIIOBa KHCEJIMHA Ce M3M10/13Ba OT JKeHa, OMMTBAIIA Ce Aa 3abpeMeHee, WITH N0 BpeMe Ha
MEPBHA H BTOPHA TPUMECTEH) Ha OpeMeHHOCTTa, 103aTa TpAORA Aa ce MoAAbPKa BB3MOXKHO HaH-
HHCKA, 2 IPOALJDKHTENHOCTTA Ha JICYEHHETO RB3MMKHO Half-KpaTKa.

Ilo Bpeme Ha TpeTHa TpUMecTHp Ha OPEMEHHOCTTA, BCHUKH HHXHGHTODH HA NpocTariasHHORHA

CHHTE3 MOraT 3 W3NoXkaT deryca Ba:

- KapAxOIyIMOHAIHA TOKCHYHOCT (C MpeX/1eBpEMEHHO 3aTBapAHE Ha AYKTYC apTepHO3YC H
GenogpodHa XxunepToHHs);

- 6B0pedHa AMcYHKLMA, KOATO MOXKE Ja nporpecupa 10 6b0petHa HelOCTATEHHOCT U
OJIHFOXHJPAMHHOH.

B kpas Ha 6peMeRHOCTTA, BCHUKH NPOCTArIAHAHHOBH HHXHOHTOPH MOTAT Ja OBEAAT A0 €KCIMO3HIAL

Ha MaHkaTa H HOBOPOACHOTO, H3PA3CHA BLB.

- Bb3MOKHO YABJDKABAHE HA BPEMETO Ha KbPBCHE H AaHTHTPOMOOLINTHATA aKTHBHOCT, KOETO
MOXKE /1a C€ TIONyYH JOPH NPH MHOI'O HHCKH JO3H;

- HHXHOMpaHe Ha MATOUHKTE KOHTPAKIAMN, BOASHO A0 3a0aBEeHO WIN YARDKEHO paskaaHe.

Cne,uonarenﬂo AleTHNCAMHLIHAORATA KHCEHHA € npomsonoxaaaﬂa [Ipe3 TPETHA TPHMECTED Ha

GpeMeHHOCTTA.

KnpmeHe
TbH KaTO ALETHICATHLMIIOBATA KMCETHHA CC OT/IE/IA B MAHYHHOTO MAAKO, T He TpAOBA Ja ce MpHeMa

OT MalKH, KOUTO KbpMSAT, NOPaaM CBHILECTRYBAILHA PHCK OT CHHAPOM Ha Peit npu neteto. BHCOKH
7034 TTPH MakKaTa MOraT Aa Hapywart (GpyHKuuATa Ha TPOMOOLMTHTE TIPH AETETO.

Deprunurer
He ca npopexaany KOUTPOAUpaHK NPOYIBAHNA IO OTHOLIEHHE Ha NOTeHUHATHI ed)eKT Ha

aUCTHICATHUIMIIOBATA KHCETHHA BLPXY (DepTHIMTETA.

4.7 Ed¢exTn ppxy cnocofHoCTTa 32 modnpane 1 pafoTa ¢ MAlIHAE

ANeTHICANHMLIIOBA KHCENWHA He MOBIHABA croco0HOCTTa 32 WwodHpaHe ik paboTa ¢ ManIHHK.
4.8 HexenanH JexkapcTBEHH PEAKIHH

HesxenaHuTe NEKapcTBEHH peakiiH ca rpynHpaHd Bk OCHOBA Ha CHCTEMO-OpraHHHTE Kiiacose, B
PaMKWTE Ha BCEKH CHCTEMHO-OpraHeH KIac HecTOTHTE ca aedMHHpPaHH KaTto: MHoro YectH (>1/10),
gectH (=1/100 po <1/10), neuectn (=1/1 000 o <1/100), peaxu (=1/10 000 go <1/1000); MroTO
penku (<1/10,000), ¢ HenzpecTHa yecToTa (He MO3KE Ja ObJe OLIEHEHA OT HATHUHHTE JAHHH).

Hapymenns Ha KpbBTA H JHM(pHATA CHCTeMA
Peoxu: TeXKO KEpBEHE, KaTO HAIIPHMEP CTOMALLHO-YPEBEH H BETPEUCPENEH KPbEOU3HUB.
C neussecmna vecmoma: NOBHILEH PHCK OT KbPBCHE, yIb/DKaBAHE Ha BPEMETO Ha KhPBEHE,
TpOMOOLIMTONEHHAS.

Ha6onaeano e kbpBeHe, HApHMEP NepHOTIEPATHBHA XEMOPAris, XeMaToOM, €1l
YPOreHHTAIHO KBEPBCHC, KEPBEHS OT BEHUHTS. r
KupeeHeTo Moxce 1a AoBede 0 0CTPa MM XPOHHYHA aHEMHs MOpaay KpbBO
HENA30ACHULHTHA aHeMUA (HANPUMED B PE3YIITAT Ha OKYJITHH MHKDPOKDBES
XapaKTepU3ApaLIH Ce ¢ J1aGopaTopHH H KIHHHYHK NpH3HaLM kaTo cnaboc




XeMONHTHYHA aHEMHA MOJKE [a Ce IOABH NMPH NMALMEHTH ¢ D0K030-6-(hochaT AexuaporeHaseH
(G6PDD) neduumt.

Hapynrenusi B2 HMYHHATA CHCTEMA

Pedxu: PeakuMH Ha CBPBXHYBCTBHTENHOCT, XapaKTEPH3HPAIIM ce ¢ 1a6opaTopHH M KIHHHYHH
NpPH3HalUH, BKIKOYBAIIH: aHTHOCAEM, KOKHH PEAKIIHH, OTOK; TEXKH peakKiHHA Ha
CBPBXYYBCTBHTENHOCT, BKITFOUHTEITHO aHA(QHIAKTHYCH IIIOK,

Hapymennn na meraGo1a3Ma H XpaHEHETO
Mnozo pedwu: XMTIOTITHKEMHAL.

ChpaeunH HApyIIeHHSA

C Heuzeecmua yecmoma: peakLii HA CBPBXYYBCTRHTEIHOCT, XapakTEpH3UpPallH ce ¢ JabopaTopHH K
KJIHHHYHH OPH3HALIK, BKIFOYBAILX: KAPAHO-PECTIMPATOPHH HApYUIEHHUH,

OTOLH, XHNEPTOHHA U CHPACHHA HEIOCTATEHHOCT ¢& crobwaear gse Bphaka ¢ HCIIBC,
BKITIOUYHTEMHO MMPH JICYEHHE € AUETHIICATHUMNOBA KHCENMHA.

Hapywmennn na neplinaTa CHCTeMa

Peoxu: TeKO KbPBEHE KATO BRTPEUEPENEH KPbBOH3IHB {0COOEHO TIPH NAIIHEHTH ¢ HEKOHTPOJIMPAHA
XHIIEPTOHHA W/MIIH NO BpeMe Ha €HOBPEMEHHOTO NMPUAOKEHHE Ha AHTHXEMOCTATHLH), KOETO B
OTIE/HH C/1y4aH Moske Ja Obe NOTEHUHANHO ONAcHO 33 XHBOTA.

C neussecmna wecmoma: CBETOBBPTEXK H LIYM B YLIHTE, KOWTO OOMKHOBEHO Ca CHMITTOMHM HA
Npeno3HpaHe.

CromMamBo-4peBHH HapyLIeHHs

Hecmu: pucnencHa (KUCENHHH, racHe, OBPBILAHE) U KopeMHa Ooika.

Pedxu: ppananeHne Ha raCTpOUHTSCTHHANHHA TPAKT, CTOMAIIHA W/MIH JyOJeHaNHAa A3Ba, MHOIO
PAZKO BOASIIM A0 FACTPOUHTECTHHAIICH KPBBOM3IHE H Nepdopanus, XapaKTepHIHPAILH Ce ©
KIIHHHYHH H JIJa00OpaTOpHH OpH3HALM.

PecninpaTopHH, I'PLAHH H MEAHACTHHAIHH HADPYIICHHS
Peoru: peakliM Ha CBPBXYYBCTBUTETHOCT, XaPAKTEPHIHPAILH ¢ ¢ Na0OPaTOPHH U KITHHHYHH
NPH3HALH, BITIOYBALIN: aCTMa, GPOHXOCIA3bM.

XenaToONAHAPHM HAPYIIEHHS
Pedxu: npexoana yepHoapoOHa AHCOYHKUMSA C NOBHIIEHH TPaHCAMHHA3H.
Cneua'eecmnaqecmoma:qepHonpOGHa HeagocTaTb4yYHOCT:

2

cuHApoM Ha Pei.

HapymeAAs Ha KOXATA H NOJKMKHATE THKAH

Mnozo peoxu: 6yno3HH peaKLiH, BKIIOYUTENHO CHHAPOM Ha Stevens-Johnson H TOKCHUHA
€THAEPMATIHA HEKPONIH3a.

C neuseecmua yecmoma: peakilMi Ha CBPbLXYYBCTBHTENHOCT, XapaKTepH3APaIlH ce C KITHHHYIHH
NIpH3HALIM, BKIIOYBALLK: O0pHB, YPTUKAPHA, CHPOEK.

Hapymenna Ha ﬁLﬁﬁeuuTe H NEKOYHHTE MbTHIIA
Mruozo pedru: HapyireHa 0u0peuna ¢yHKUNS, ypaTHi KaMbHU B GBEGpernTe.

HapymeHHSA Ha penpoayKTHBHaTa CHCTeMa H rspAarTa
P e g x H' meHoparas.

Crofiarane Ha MOA03HPaHK HEXEIAHH PeaKuuy
CrofiaBaHeTo Ha NOJO3HPAHH HEXEIAHH PEAKLMH CIIC]] PA3PEIIABAHE 38 YIIO

NPOAIYKT € BaxkHO. ToBa NO3BONABA Ja NPOALIKM HAOMIOIEHHETO Ha c1>omomé
NEKAPCTBEHHA POAYKT. OT MEAMUMHCKHTE CMeLIHAJTHCTH Ce H3UCKBA Aa c1=0611;
NOA03HPAHA HEIKENAHA PeaKLMd upes



H3mennuTeNHa areHLMs 110 IEKapCcTBaTa
ya. ,,Jlaman I'pyep” Ne 8

1303, Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ilperosnpane

INpeao3upaneTo NpH NAUMEHTH B HANpeJHANA BB3PACT U OCOOEHO IIPK MAJIKH JIENAa H3HCKBa
CTICL{HAIIHO BHMMAaHHE, Thi KATO NPH TE3IH NAUHEHTH TO MOXKE Aa ce oKaxe aTaaHo.

Iopags HHckaTa N033 HA ALIETUACATMUWIOBATA KHCEHHA, CIYy4aiHOTO NPEAO3HpaHe Ha TO3H
nexapcTBEH NPOAYKT € Majiko BepoATHo. HapouroTo normbiane Ha ronaM Opoli TabneTku Moxe na
AOBeJiE 10 TOKCHYHH HHBA B KPBBTA, KOETO MOE 1 CC CIIYUH M CbC 3aKbCHEHHE OT NoBeYe oT 12
Haca. :

[Torapimane Ha ronam 6poit CTOMAIHO-YCTOHMHEN TAabIETKH MOXe Na JoBeae N0 obpaszysane Ha
BB3€/ OT 3a51eneHn TabNeTKH B CTOMaxa, KOHTO e TpyAHo aa 6bae npemMaxHar.

Cumnromu

CuMnIToMHTE HA Npeno3apate OOMKHOBEHO ca: IIyM B YILHTE, XMIIEPBEHTHIALINA, TPECKa, raAcHe,
NOBPBINAHE, 3aMbINIEHO 3peHHE, Tapobonue, 3aMaiiBaHe, oObpKBaHe, HAPYIIEHHE HA KHCENHHHO-
aNKaNHKA M eNeKTPOIHTEH DanaHC, XHIOMIIHKEMKS, KOKHH OGpHBH.

B cayuaii Ha ocTpo [PEAO3NPAHE, MOTAT Ja ce OABAT ACIHPHYM, TPEeMOp, 3a0yX, H3NOTABAHE,
BB30YIa H KOMa.

CanmMumnaTHOTO OTpaBAHE OOUKHOBEHO € CBBP3aHO C IUIa3MeHHTe KOHUeHTpalmH > 350 mg/l (2,5
mmol/l). [loBeyeTo cMBPTHH ClTy4an HA BB3PACTHH CE HAOMIONABAT MPH NALHEHTH, YHUTO
KOHLEHTpaLuH Haasuwasat 700 mg/l (5,1 mmol/l). Eaunuunn no3u ot mo-mManko ot 100 mg/kg, €
MAJIKO BEPOATHO Ja MPHUYUHAT CEPHOZHO OTPABSHE.

CmeceHara pecrMpaTopHa aIkano3a 4 MeTabONMTHA aUWA03a, ¢ HOPMAJTHO HIH BHCOKO @pTepHANHO
pH (HopmanHa iy HaMarneHa KOHIEHTpAaUKS HA BOZOPOAHH HoHu), € 00nuaiiHa NMpH Be3pPaCcTHH HITH
JIeL1a Ha BB3pacT HaJl YeTHPH rofuHu. [pu geuara Ha YSTHPH FOAMHH HITH TIO-MAJIKO € YECTO CpeilaHa
JOMMHHpalta MeTaboIMTHA alMAC3a ¢ HHCKO apTepHanHo pH (moBuireHa KOHLUCHTpaLKs Ha
BOJOPOAHH HOHM). ANMA03aTa MOMKE [a YBEJIHYH IPEMHHABAHETO HA CANMLMNATHTE Mpe3 KPLBHO-
Mo3B4HaTa Gapuepa.

Jleuenue

JleueHuero € na ce HaMaiH abcopGUuATa Ha leKapCTBEHK POAYKT 4pe3 OTCTPaHABaHEe Ha
CTOMAIHHOTO CBALPXKHMO (TIOBPBIIAHE MIH CTOMALIHA NPOMKBKA - KO & MHHAJ HC OBEve OT elH
Yac OT MOTNbIIAHETO Ha TaGeTKUTE), yCKOpABaHE Ha SNNIHMHHUPAHETO Ha IEKApCTBEeHH IPOAYKT,
MOHHTOPHHI Ha BOAHO-eNeKTPONHTHHA OanaHc, Ha CEPYMHOTO HHBO Ha canuimnaty, pH Ha ypuHaTa,
apTepHAIHH KPEEHH ra3oBe, CEPYMEH KPeaTHHHH, MTMIOKC3a B IU1A3MaTa M yped B KPLBTa, KAKTO H
HOpMa/IH3HpaHe Ha TEMIIEPATYPATA Ha TANOTO H ANLIAHETO.

INpunara ce akTHBEH BBITIEH 10X (hopMaTa HA BOIHA CyCNeH3us (B 1032 3a Bb3pacTHH 50-100 g u 30-
60 g 3a neua), 3a 1a ce Hamaiu abcopOumATa Ha ALETHICATMLKIOBATA KHCETHHA.

EnuMMHHKpaHeTo ce YBENHYaBa YPe3 AKaIM3MpaHe Ha YPHHATA, KOETO Ce MOCTUIA YPes npHiaraHe Ha
1,26% natpnes Guxapbonar. Tpabea na ce cneau pH Ha ypunara. Kopurnpa ce metaGonurHata
alMA03a C HHTPABSHO3HO NpHIIokKeHe Ha 8,4% pa3tBop Ha narpueB GukapOoHar (Hafi-Hanpen ce
MPOBEPABAT HUBATA HAa CEPYMHHA KaTHi), XMIOKaJIHEMHATa Tpabpa fa 6bae KOpUrHpaHa NpeiH Ja ce
Aane HaTpuep 6ukapbOHAT, 3a1I0TO ANKATH3MPAHETO HA YPHHATA MOXKe J1a Obe No-Manko ePeKTHBHO,
aK0 MIa3MEHUTE HMBA Ha Kajis nafHaT noa 4,0 mmol/l. @opcupana auypesa Hg._.jpﬁ‘@m% ~3
M3TI0/I3B4, THil KATO T HE NoA0OPABa eKCKPELIMATA HA CANMLIIATHTE H MOXKe J8 aﬁ&ﬂc-
Benoapoben oTok. I A By
Xemonuanusata ¢ eycHHe Ha U3GOP 3a TEHKKM OTpaBsAHHA M TpaGRa J1a ce K ‘a§ egkﬁxgnpnp ]
C ILIA3MEHH KOHIIEHTPALNY Ha caiuunar > 700 mg/l (5,1 mmol/1) wiu npu g ﬁ&é@i‘uom{ ,. ]
CBBP3aHH ¢ TEKKM KIMHWYHA WK MeTaboATHY (yHKiuy. [Taupenta moa 1 @X\ﬂaﬂ@.ﬁn

AN




HMAaT YBCJIHYEH PUCK OT CANHUMAATHA TOKCHYHOCT H MOrat Aa C€ HYXKIAAT OT JHAIH3a Ha o-pancH
CTall.

5. ®APMAKOJIOTHYHH CBOHMCTBA
5.1 PapmakoIHHAMHYHH CBOICTBA

DapMakoTepaneBTHYHA TPYIA: HHXHOHTOPH HA TPOMOOLMTHATA arperauys, ¢ H3KIIOUYEHHE Ha
xenaprH, ATC xon: BO1AC06

ALETHICATMLMIOBATA KHCEMHHA ¢ HeoOPaTHM MHXHOUTODP HA LMKJIOOKCHIeHa3aTa, KaTo HHXHOHpa
CHHTE3aTa Ha NPOCTArNaHAMH OT apaXHAOHOBA KHCEeTHHA. TO3M MEXAHHIBM € OTrOBOpPEH 32
NPOTHBOBE3TATHTENHOTO, AaHTHITUPETHIHOTO H AHAJINETHYHO ASHCTBHE.

Haii-BaskHuAT edekT OT aleTIICATHIHIOBATA KHCETMHA NTPH HUCKA 1033 oT 75-150 mg e
HHXHOHPAHETO Ha CHHTE3a Ha TpoMOOKCaH A2, CheIMHEH e, YRETHIABALIO TPOMOOLMTHATA
arperaiiys u ¢bA0BOTO 3amyuiBaHe. MHxnbOHpaseTo Ha TpoMOOLMTHATA NHKJIOOKCHICHA3a BOAK A0
HaMajliBaHe Ha CIOoCOOHOCTTA UM Aa arperupar.

TpomborTHaTa arperauHs ¢ OCHOBEH MPOLEC, KOHTO onpe/ieia OCTENEHHATA CTeH03a Ha
KOPOHAPHHTE apTEPHM TIPH HCXEMHYHA OONTECT Ha chpueTo. PaspacTBaneTo Ha TPOMOOLIMTHH arperaTu
BBpXY ATEPOCKIEPOTHYHO NMPOMEHEHHTE YacTH OT CHAORBETE BOAH 10 00pazyBaHETO HA CHCHPELH,
KOETO TIOCTEINEHHO B/10OIIABa MHOKApAHATa nepdy3us 10 HACTBIIBAHE HA MH(AapKT HA MUOKap/a.
Pesynratire 0T MHOXXECTBO KOHTPOJHPAHH MPOYUBAHMA I0KA3BAT, Ye ONTHMAJIHOTO HHXHOMpaHe Ha
TPOMOOLHMTHATA [THKIOOKCHI€HA3a B CPABHEHHE ChC CHI0OBATA MOXKE /14 C€ NOCTHIHE KATO C& H3NOM3Ba
HHCKA 1032 AUETHICATHUHIORA KHCeNrHa, oT 40 mg Ao 150 mg Ha Aen. CMara ce, 9e HHCKA 034
ALIETHICATHIIWIOBA KHCEITWHA B CTOMAINHO-YCTOHUMBH Tab/IeTKH, KOUTO He TIO3BONABAT
0cBOOOXKIABEHETO HA AKTHBHOTO BEIIECTEO B CTOMAXA, BOJH A0 NMOJTyYaBaHe HA KOHLECHTPALlMd B
NOPTaHOTO KPBBOOOpalleHHe, NOCTATBYHA Ja HHXHOHpA TPOMOOLMTHATA LIMIJIOOKCHIeHA3a, KAKTO H
IO HHCKA KOHLIEHTpallks B NlepHbepPHATA LHPKYIaLHa, KOETO € 3aLHMTa Cpeury TEbpAS CHITHOTO
HHXHOWpaHe HA CHHTE3a Ha NIPOCTAIUKIIHH B CHAOBATA CTEHA U HEXKETAHH peakLi|H.

Taka HHCKHTE NI03H ALETHACATHUKIOBA KHCEIHHA MOrar Ja ASHCTBAT MO-¢(peKTHBHO, OTKOMKOTO MO-
FONEMHTE, KATO NMPHYHHABAT H 110-MaIKO HEXKEJIaHH peaKuuH.

ExcnepuMerTalHi JaHHH NIOKa3BaT, ue HOynpodeH Moxke a3 HHXHOHpa edekTa HAa HUCKATA 71033
ALETHICATTMUHIOBA KHCENHHA BbpXy TPOMOOLIMTHATA arperaliMa, KOTaTo ¢¢ MpriaraT €AHOBPEMEHHO.
B enno npoyusaHe, xorato efMHHUHA 7033 uGynpoden 400 mg ce npHeMa B paMKUTE Ha 8§ yaca
TIPEH WK B PaMKUTE HA 30 MHHYTH HEIIOCPEICTBEHO Clle]] IIPHEMA HA ALETHNCATULMIOBE KHCENHHA
(81 mg), Bp3HHKBA HaMaNABaHe Ha e}CKTA HA ALETHICANMIMIOBATA KUCE/IMHA BEPXY 00pa3yBaHETO
Ha TPoMOOKCAH WK Ha TPOMOOLMTHATa arperauis. Bonpexy ToBa, orpaHHYEHHATA HA TE3H AAHHH H
HECHT'YPHOCTTa OTHOCHO EKCTPANlONalMATa Ha ex vive JaHHHTE B KITHHHYHATA NIPaKTHKA 03HAYABAT, 4e
He MOTaT Aa OBbAAT HATIPABEHY KATErOPHUHY 3AKTIONEHK 32 PENOBHATa ynorpeba Ha HOynpodeH, 1
HE MOJKE Jla c€ HMA NPeABH] HUKAKbE IJIMHHYHO 3HAYMM BepoaTeH edekT npu cnyuaiinara ynorpeba
Ha uOynpodgen.

5.2 dapmMaKOKHHETHYHH CBOMCTBA

Abcopbuns
AbcopOnuATa Ha ALETHICATHIMAOBA KMCEIMHA OT CTOMAIIHO-YCTOHYHBH TabIeTKH MANKO ce

paznM4ara B CPaBHEHHE ¢ KOHBReHUuoHaHUTe dopmu. T4 anousa B pamkure Ha 3-6 yaca cien
NIPUIATaHe Ha JIEKAPCTBOTO, KOETO JOKA3Ba, Y& MOKpHTHETO eeKTHBHO OI0KHpa pasnafaHeT
JIEKAPCTBOTO B CTOMAxa.

[Nuxoeara nnasMena KOHUEHTpaUKA ce MONy4aBa cliefl OKoIo 6 Yaca u € cpeaHo 12
CTOMAIIHO-YCTOHYMBH TabneTku 1 6,72 pg/ml 3a 75 mg cToMaLIHO-YCTOHYHBH Ta
[TpucheTBHETO HA XpaHa B CTOMALIHO-YPEBHHS TPaKT 3a6aps abcopbumsTa, HO H
6GHOHANTHMYHOCTTA Ha ALIETHICATHIIMIIOBATA KHCE/THHA.




80-100% oT norrAHaTaTa 0032 AUETUNCATHIMIIOBA kHcenHHA ce abcopBupa OT CTOMALIHO-YPEBHHA
TPaKT. '

Pasnpenenenue
ALETHICANTHLILIOBATA KHCETHHA OBP30 H EKCTEH3UBHO CE pasnpeacns B N0BEHETO OT TBKAHHTE H

TeNeCHUTE TeHHOCTH. OTHOCHTENHUAT 00eM Ha pasnpeaeneHue e npubnusutento 0,15 - 0,2 Vkg n ce
YBEJIMUABA 3ae/{HO ¢ YBENHYABAHE HA CEPYMHATA KOHLEHTPALHA Ha JIEKapcTBOTO.

[pubnuzurenno 33% oOT NEKApCTROTO ¢& CBBP3BA ¢ IPOTEHHNM NPH CEPyMHA KOHUEHTpatws ot 120
pg/ml. Crenenra Ha GeNTBYHO CELP3BAHE HA JICKAPCTBOTO 33BHCH OT KOHUGHTPALMATA Ha an0yMuHa;
NPH 31paBH A0OPOROMIM TO HAMANARBA 3€THO C HAMAJIABAHETO HA KOHLECHTPALMATA Ha anbGyMHHa.
IIpu 660peuna HeZOCTATBLYHOCT, 110 BpeMe Ha GPEeMEHHOCT W NPH HOBOPOJEHH, CBLP3BAHETO Ha
AlCTHICATMIMIOBATA KHCEJIHHA ¢ TIa3MEHHTE NIPOTeHHH HAMAIABa HE CaMO B Pe3yTar Ha
XHoaN0yMHHEMHS, HO H NOPaM HATPyNBaHe HAa €HIOTeHHH BEILECTBA, KOHMTO H3IMECTBAT
JIEKAPCTROTO OT MECTATA MY 33 CBLP3BAHE C NPOTEHHMTE.

BuoTtpanchopmaims

ALETRICATHUHMNOBATA KHCEHHA ce MeTabOoNH3MpPa YaCTHYHO TI0 BpeMe Ha abcopOuuara, Tosu npouec
Ce M3BBPILBA NOJ Bb3ACHCTBHETO Ha €CTEPA3a, ITABHO B YEPHHA Apo0, HO ChILO TaKa H B KPBBHHA
CEpYM, EPUTPOLIUTHTE H CHHOBHAJIHATA TEYHOCT.

CanuiunaTuTe ce CRLP3BAT TMABHO C FAMLME AO CAMMIMANTMKOYHA KUCEIMHA W C DIOKYPOHOBA
KHCENHHA 10 CAMHUMNOB (PEHONTTIIOKYPOHHA H CATHLWIIALIAI [IIOKYPOHH; CAMO MAJTKa YacT OT TAX
C€ XUAPOKCHIHpA N0 AMXHAPOKCHOEH30EHA KHCENHHa, 2,3 -AuxuapokcnbeH30eHa kKucenuaa | 2,3,5-
TPUXHAPOKCHOEH30eHaTa KHucenrnHa. [TpH jkeHUTe MPOoLeChT HA XHAPOKCHIHPaHe e no-6ageH (no-
HHCKa AKTHBHOCT HA COPYMHATA eCTepasa).

Enumuuepane
IMonyKHUBOTET Ha MUIAZMEHOTO €JIMMHHHPaHE Ha aLETHICAJTHLWIOBATA KHCEKHHA € oKono 2-3 yaca. 3a

Pa3yHKa OT JPYrH CaTHUMWIATH, HEXUAPOTHIUPpaHATA ALETHICATHLMIORA KHCEIMHA He ce HATpYyTBa B
KPBBHHS CEPYM IMPH MOBTOPHC NpunosxkeHue. Camo okoso 1% oT nepopanHara no3a Ha
ALETHICAJTMUMIOBATA KHCENHHA ce OTAESA C YPHHATA B HeXWApoIu3HpaHa gopMa, a ocTaHalaTa 4acT
ce eKCKpeTHpa noj, ¢opMaTa Ha canMuMnaTH | TexHure Metabonutu. [Ipu naunent ¢ HopMaiHa
6p0peuna dyukuus, 80-100% ot exHokpaTHaTA JI033 OT JNEKAPCTBOTO Ce OTALIA C YPHHATA B PAMKHTE
Ha 24-72 vaca.

5.3 IIpeak/ uNHYHH JANHH 32 5E30MACHOCT

IMpenxKnHHUHHKAT NpogKn Ha Ge30I1aCHOCT Ha ALETUICANMLIAIOBATA KMCENHHA e Ao0pe
AOKYMEHTHpaH,

Ipy npoyyBanus BEPXY AKMBOTHH CATHLMIATHTE NPUYHHABAT yBpeskaaHe Ha Gp0peLuTe npH BHCOKH
IO3H, HQO HE BOAAT 10 APYIY OPraHHM Ne3HH. ALICTHICATHLMIOBATA KHCETHHA € IHHPOKO H3CAeABaHa
in vitro ¥ in vivo 3a MyTar€HHOCT; HE Ca OTKPHTH ChILECTREHN JOKA3aTEICTER 38 MyTareHeH
noteHiHan. CoIOTO Ba&KH H 32 M3CNC/ARAHHATA 34 KAHLEpOT€HHOCT.

CanuuunaTure ca N0Ka3anH TEPATOTeHHH epeKTH [P M3CNEABAHNHA BbPXY XKHBOTHH H IIPH HAKOJIKO
pasnu4Hy Bujose. Ce/l MpeHaTalHa eKCTIO3HLMS ca ONMCAHK Ca HapyLueHAs HA HMILIAHTalHATA,
eMOpHOTOKCHYEH H heTOTOKCHYEH eeKT, KAKTO U yBpexAaHe Ha cnocobGHOCTTA 32 YUeHe B
NOKOJEHHETO.

6. DAPMAINEBTHYHH JAHHH

6.1 Couchbk Ha NOMOLIHHMTE BeleCTBA

Hopo na mabremxama.
Llenynosa Ha npax




Lapesutno wuwecre
Hartpuer nmwecren raukonar (tin C)

Durmoso noxpumue Ha mabremxama.
Xunpomenosa
Tpuerun uutpar
CHMeTHKOHOBA eMyJICHA
Acryl-Eze White:
- CEMOIHMEp Ha METAKPUIOBA KUCEIHHA W errnakpunar (1:1)
- Tanx
- Twranoe aHokcHA
- Kononnen Ge3sonen cWinMeB AHOKCHT
- Harpnes xunporen kapGoHart
- Harpues naypuncyndar

6.2 HechbEMeCTHMOCTH

Henpwnoxumo.

6.3 Cpok na rognoct

2 rogMHm

6.4 ChoeuHanny ycIOBHS HA ChXpaneHHe

Ha ne ce cvxpanssa Han 25°C. Jla ce cpxpaHsABa B OpHTHHAIMATA ONAKOBKa, 33 Ja ce Npeanasn ot
BJIAra.

6.5 BHau chabpkaHAe HA ONAKOBKATA
Anymunnes/PVC/PVDC 6aucTepH B KApTOHEHH OMAKOBKH.
Braoee onakoBku:

Axapa 75 mg: 30, 60 wnu 120 Tabnerky;

Axapn 150 mg: 30 nnn 60 TabneTkn.

He Bcuuku BUIOBE ONaKOBKH MOTaT Ja GwuaaT NycHatH B npoaaxda.

6.6 CnenHaaHH NpeANA3HN MEPKH OpH H3XBLpJsiHE H paboTa

Hsama cnielMansy HIHCKBAHHA.

7. INPATENKATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
Pharmaceutical Works POLPHARMA SA

19, Pelplinska Street

§3-200 Starogard Gdanski, [Tonura

8. HOMEP(A) HA PASPEINIEHHUETO 3A YIIOTPEBA

AKAPJ 75 mg: 20170037
AKAPJI 150 mg: 20170038




9. JATA HA MIBPBO PA3PEINABAHE/MOJHOBSIBAHE HA PASPENNIEHHETO 3A
YINOTPEBA

Jara Ha nbpso pa3pewasane: 26.01.2017

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA




