KPATKA XAPAKTEPUCTHKA HA MPOAYKTA



ﬂ WIHHTERHA ATEHLS N0 JEKAPETBATA

1.  HME HA JIEKAPCTBEHUSI TIPOJAYKT ‘@&m B T ——— -
Lol F0083/ 3
ACK Kpka75 mg cTomanHo-yCcToRuHBH TabneTku l»j\;b‘“r foe M St 00T
ACK Kpka 100 mg croMaliHo-ycTOHYMBY TAbNETKH Pagpewernio A 6,
e WRLR ¢ I
ASA Krka 75 mg gastro-resistant tablets L Gochnemm e et
ASA Krka 100 mg gastro-resistant tablets o M, "'/ ------------------ ]

2.  KAHECTBEH U KOJIMYECTBEH ChCTAB

Beska ctomawno-ycToltunBa tabnerka chabpxa 75 mg uan 100 mg aueTHicanHumnoBa KHCemiHa
(acetyisalicylic acid).

[MoMOLIHH BEINECTRA ¢ U3BECTEHO NEHCTRHE:

T5mg:  JIAKTO38 MOHOXMAPAT ....coviriereiemerieensiiensianenirasssnes s stensiasebebanesstenssransensasanens 45 mg B TabneTka
CBHCET WBATO (E110) .00t seasn et saeas 0,0006 mg » Tabnetka
100 mg: JIZKTO038 MOHOXHAPAT ... ..eeiittsceeee ettt e e et ae e e e e e s as s 60 mg e Tabnetka

3a NbJIHUA CNHCHK HA NOMOLLHHTE BELLECTBA, BIKTE TOUKa 6.1,
3.  JEKAPCTBEHA ®OPMA
CromainHo-ycToHYHBa TabneTKa

ACK Kpka 75 mg: po30oBH, KPbINIH, ABOHHOH3NEKHAIH GHIMHPaHH TableTKH ¢ AHAMETbp OKOJO
7,2 mm.

ACK Kpxa 100 mg: 6enn, Kpurin, LBOHHOH3IBKHANH QHIMHAPAHK TabIETKH ¢ AHAMETHD OKOJIO
8,1 mm.

4. KJHHAYHHU JAHHH
4.1 TepaneBTHYHHM HOKAIAHHA

- Bropuuna npodunaxTuka Ha uHbapkT Ha MHOKap/a.

- [TpeBeHMA HA CLPAEYHO-CBIOBA 3AGONEBACMOCT IIPK MAMSHTH, CTPAjAITH OT cTabunHa
AHTHHA NEKTOPMC.

- AnamHesa 3a HecTaGHITHA aHrMHA MEKTOPUE, OCBEH IO BpeMe Ha ocTpa dasa.

- [1peBeHuUMa Ha 3anyIBaHe/OKITy3Hs HA NpUcaaKaTa cied aoprokopoHapeH Oaifnac (TTAKB).

- Koponapha aHrnomuiacThka, oceeH o speMe Ha ocTpa dasa.

- Bropuuna npothrnakTHKa Ha MPexoaHO HAPYIUEHHe Ha MO3BYHOTO KphEeoGpsineHue (ITHMK)
H HCXEMHYHH MO3BUHO-CBI0BU 3a0onasannd (MC3), npu yonoeue, 4e ¢a K3KAKYeHH
HHTpauepeOparTH1 KPBBOU3IHEM.

ACK Kpka He ce npenopbusa fpd cnewHH CHTYalUurd. TS ¢e OrpaHH4aea [0 BTOPHYHA MPOdHIAKTHKA
C MPOALJDKHTCIEH NPHEM.

4.2 Jlo3upoBKa H HAYUH HA NPUIOKEHHE

Llom;gom{a

Buipacmmu:
Bmopuuna npohuraxmuxa e ungaprm na muoxapoa.

[lpenopbuuTentara aAo3a € 75-160 mg eAHOKPATHO AHEBHD,




Hpesenyus na cepdeuno-cvdosa 3abonresaemocm npu nayuenmuy, cmpadawy om CmabwIHg aH2UHa
ReKmopuc.

[Ipenopbunrennara ao3a e 75-160 mg ¢AHOKpATHO AHEBHO.

Anavnesa 3a necmatina aMeUHA REXMOPUC, QCBEH RO GPeMEe HA acmpa qbas’a.'
[Ipenopbuntennara no3a e 75-160 mg e1HOKPATHO AHEBHO.

Tlpesenyua na 3anyweare/oxaysus na npucadxama caed aopmoxoponapen batinac (ITAKE).
[penopbumtentara 1o3a ¢ 75-160 mg eAHOKPATHO AHEBHO.

Koponapna anzuoniacmuka, ocees no speme Ha ocmpa pasa:
[penopbunTentaTa nosa ¢ 75- 160 mg eAHOKpPaTHO AHEBHO.

Bmopuuna npo@uaakmura Ha npexooRo Hapywenue g MOseuHomo kpbecotpuujenue (HHHMK) u
HCXEMUNHY MO3BYRO-CBO06U 3uboassanun (MC3), npu ycaosue, ve ca uskmoveny unmpayepebpainu
KPbBOUTUGH.

lpenopbuntennara aoza e 75-325 mg eaAHOKPATHO JHEBHO.

ACK Kpka ue Tpabea na ce w3non3ea B no-BMCOKH 034, OCBEH 4KO HE € FIPENIOPLUAHO OT JIeKap KaTo
AozaTa He Tpa0Ba 1a HaABKINaBa 325 mg Ha aeH.
Ipu nosnpane TpaGBa na ce B3eMaT NPEABHA HALMOHATHUTE U NOKATHUTE PHKOBOICTBA.

Cmapvecka gb3pact

Karo usno, aueruacanHumMnoBata KHCETMHA TpAGBa 1a ce H3MOI3BAT ¢ IOBUINEHO BHEMAHHE MPH
MaLHEHTH B CTAPYECKA BL3PACT, KOMTO Ca MO-TIPEAPA3NO0N0KEHH KbM HEXETaHH PEAKLIMH.
Ofwnuvakinara 103a IPH BBH3PACTEH CC [PENOPHLYBA TIPH OTCHCTBHE Ha TEXKKA GbbpetHa HiTH
4epPHOAPOOHE HeaoCTaThYHOCT (BIKTE TOUKH 4.3 u 4.4), Jleuenwnero TpabRa Aa ce npepasraexia
PELOBHO.

Heduampyuna nonvaayun
AugTHnCanrLIMNOBaTa KHCenHHa He TpAbBa 1a ce U3N0N3Ba NpH Aeua H IOHOWN Ha Bb3pacT noj 16

TOIUHU, OCBEH [10 JIEKAPCKO NPe/IHCAHKE, KOraTo MoN3aTa NpeBHLIaBa pHeka (BHK Touka 4.4).

Haunn Ha npunoxkenne

IepopamHo npuioxkeHue.

Tabnetkure Tpabpa 1a ce NOrMTBIIAT LENH € TOCTATHYHO Tewnocet (1/2 Yawa sona). [Mopanu Toea, ue
TabAeTKUTE Ca ¢ YCTOHHYHBOTO CTOMALIHO NOKPHTHE Te He TpAOBa fa 6bAaT CMAuKBaHH, UYTICHH HITH
IbBKAHH, ThH KATO IOKPHUTHETO NPENOTRPATABA JpazHelll eheKT BbpXy YepBaTa

HpoABTIHHTENHOCT HA TPUIOMKEHHE:
[poALBKUTENHO NleueHHe TpaORa fa CTaBa ¢ Hali-HucKaTa BL3MOKHA 1034,

C ACK Kpka He € Bb3MOXKHO /12 ce NOCTHIHE /1034 oT 160 mg aleTHNCaTMIWIOBaE KHCEIURE, AKO €
HEODXOIMMO 214 C& NpHEME MOCOHEHATA 1033, TPAOBA 14 Ce TIPOBEPH HATHUHETO HA APYTH JISKAPCTBEHH
TNPOAYKTH, KOHTO ¢a NOAXOAALLM 33 MOCTHFAHE HA 1032 o7 160 mg aueTHICANTHIIMITOBE KHCENMHA.

4.3 TlporasonoxasaHas

- CBPBXUYBCTBHTENHOCT KbM aKTHBHOTO BELUECTBO HAM KbM HHXHOMTOPH Ha
NpOCTArNAaHAHHOBATA CHHTE3a (HANpHUMEP HAKOH NAIMEHTH C acTMAa, KOMTO MOTaT 13
NPUCTBIN KK g8 WM NPUMATIEE) HITH KbM HAKOE OT NOMOLHHTE BellecTsa, H3bp. '
6.1;

- AKTHBHA WM aHAMHE34 3a PeUMAHBUPALLA TIENTHYHA 9383 H / WK CTOMALLE,
KPBBOH3IIHB UK APYTH BHOBE KbPBEHE KATO MOZBYHOCHIOBH KPhBOH3IHBI;

- XeMoparsuHa 1uaTesa; HapylleHns B KPbBOCHCHPBAHETO KAaTO XeMOGHINA
TPOMOOUKTONEHHS, i\




- Texxa yepHOAPOOHA HEXOCTATHUHOCT;

- Texka OpOpevHa HeJOCTATHYHOCT,

- Texka cbpaeuHa HEJOCTATLUHOCT;

- Hozn >100 mg/nen no Bpeme Ha TPETHA TPHMECTBP OT GpeMeHHOCTTa (BHK TouKa 4.6);
- MertoTpekcar, H3noa3Ban B 1034 > 15 mg/ceamuuHo (BHxk ToUKa 4.5).

4.4 CpenHaJHn npelynpexaeans H RPeANa3HK MepKH npu ynorpeda

ACK Kpka He & noaxo/sil 3a W3foI3BaHe KaTo MPOTHBOBB3NATHTENHO CPEACTBO / AHATINETHK /
AHTHITMPETHK.

[lpenopbusa ce 3a ynorpeba Npu Bb3pacTHH U OHOLIK HAN, | 6-roaMiHa Be3pacT. Tosu nexapereeH
MpoAyKT HE ce TIpenophuBa 3a ynorpeda npu HowH / qeta nod 16 roauHH, 0CBEH aKO OUAKBAHHTE
MO3H HE NPEBHIIARAT PHCKOBETE. ALICTHICATHIHIORATA KMCETHHA MOXKe 1a Obae GakTop, KOHTO
AONPHHACA 33 Pa3sBHTHETO HA CHMHAPOMA Ha Reye npu uakon aeua.

ChLIECTBYBA NOBHLIEH PUCK OT KPbBOH2HE W YABIKABAHE HA BPEMETO Ha KbPBEHE, 0CODEHO 110
BpeMeE HITH CTIe/ Oriepaums (I0pH B CIIyYad Ha MaJIKU [POLERYPH, HAIPYUMEP eKCTpaKLMsa Ha 310). fa
Ce H2MON3BA ¢ MOBHIICHO BHUMAHHE MPEITA OMEPALHs, BITIOUHTENTHO €KCTPAKLUHA Ha 350, Moske na e
HeoOXO/MMO BPEMEHHO NPEKbCBAHE HA JIEHEHHETO.

ACK Kpka se ce npenopbysa no BPEME HA MEHOPArHs, KbJETO TOH MOXE 12 33CH/IH MEHCTPYATHOTO
KhppeHe.

ACK Kpxka tpabra sa ce u3non3ea ¢ NOBRIIEHO BHHMAHHE TIPU CJIY4aH Ha HEKOHTPOIHPaHa
XHMNEPTOHHUA H NPH NALKWEHTH, KOWTO KMAT B MHHAIOTO aHaMHE3a 38 CTOMALIIHA HITH Oy O/IcHanHa A3ka
HIIH XEMOPArHYHY €NK300H WIH Ca NOAIOMNKEHH Ha TEPAIHA ¢ AHTUKOATYNaHTH.

TMauneHTHTE TPAOGBA Na cLOOLIABAT 33 BCEKH CHMITTOM Ha HEOOWYAHHO KBbPBEHE HA CBOA Jiekap. AKO
ce NOABH CTOMALUHO-YPEBHO KBPBEHE HITH A3RA, NeYEHUETO TPAOBaA [1a Ce NPEeKPaTH.

ALETHNCATTMIIMIIOBATA KHCeaHHa TpAOBA /12 € NPHIIATa C NOBHILIECHO BHUMAHKE [IPH NAIHEHTH ¢
yMepeHO HapylueHa 6b0peyuHa Wik YyepHoapoOHa dryHKLUS (NPOTHBONCKA3aH NIPH TEXKA) HIIK NpH
TIALIMEHTH, KOHTO €a AEXHApaTHpany, Thil Kato ynorpebara na HCTIBC moxe aa nosene a0
BIOLIABaHE Ha GbOpeunara dyHkuus. YepHoapoOHH dyHKUHOHANHE TeCTOBE TpAOBa Jia ce
M3BbPIIBAT PEIOBHO NPH LIALHEHTH C JICKA HWIH YMepeHa 4epHoaApoDHa HEA0CTaThHHOCT.

Auemﬂcanﬂuunoaa'ra KHCETHHA MOXKE 0a NPpOBOKHpa 6p0HXOC]’la31>M H aCTMaTUYHH INPHCTBIIH HJTH
ApPYTH PEeaKUHH Ha CBPBXYYBCTEUTCIHOCT. PuckoBH Cl)aKTOpH ca CpIICCTBYBAllla acT™Ma, CeHHa Xpema,
TNOJIHIA B HOCA HJIH XPOHHYHH PECNHPATOPHH 3ab0onaBaHHAL. CBLLIOTO Ce OTHacA H 3a I[TALHCHTH, KOUTO
TIPOABABAT A/IEPrH4HA PEAKUHMA KbM JIPYTH BEUIECTRA (HANPUMED KOKHH PEaKLHH, CHPOEK WM
YPTHKApHi).

Cepro3HU KOXKHH PeakliuK, BKIIIOYHTENHO CHHAPOM Ha Stevens-Johnson, psako ca Ouan chobiuasaHi
BHB BPb3KA ¢ yRoTpeGaTa Ha aueTHICAIMINIOBA KucenuHa {Bik Touka 4.8). Jlewenuero ¢ ACK Kpka
Tps6Ba Aa ce NPeyCTAHORH MPH MTbpBA NMOABA HA KOKEH OOPHB, JIE3UH HA JIMTABHLIHTE WITH PYTH
NpH3HALM HA CBPbXIYBCTBUTESHOCT.

TlauKeHTH B cTapuecka Bb3pact ca 0co0CHO nojarausy Ha nexenanurte edexrn na HCIIBC,
BKITHYHTCTHO AUSTHACANIHLIHNORE KMCETHHA, ocobeHo CTOMALIHO-YPEBHO KBPBEHE H TIED!

MALHEHTHTC TpﬂﬁBa [a e npernexaar pEAoBHO.

Ennospemennoro neveHne ¢ ACK Kpka v apyru nekapeTsa, KOHTO MOBIHABAT X
AHTHKOAryJIaHTH KaTo sapdapuH, TPOMOOIHTHYHH U AHTHTPOMOOLIMTHH CPEACTE



CEPOTOHHHA} HE CE MPENCPLYBA, OCBEH MPU CTPHKTHH NOKA3ZAHUA, Thil KATO T€ MOrar Aa NoBHIIAT
PHCKA OT KbpBEHE (BUK TOuka 4.5), AKo He Moske fa Oble HaberHata KoMOHHALMTE, C€ MPENOpPbLYBA
BHUMAaTEJHO HaGJIlO,ELEHHe 34 NpH3HALUH HA KbPEEHE.

ITpenopbysa ce NOBHLIEHO BHUMaHKE MPH NALMEHTH, ITPHEMALH €IHOBPEMEHHO JIEKAPCTBA, KOHTO
MOTAT J1a MOBHIIAT PHCKA OT A3B3, KATO MEPOPATHH KOPTUKOCTEPOHIIH, CEICKTHBHH HHXHOUTOPH Ha
o0paTHOTO 3aXBALLAHE HA CEPOTOHMHA H aedepazupoke (BHxk Touka 4.5).

AHETHACATHI[MIOBATA KHCE/IHHA B HUCKH TO3H pelyuHpa eKCKpeluHaTa Ha MHKOYHA KHCCHHA,
Hopanu TO3H q)aKT, NaUuHCHTH, KOHTO C€ Haﬁmoxlasa peayuHpaHa €KCKPEeUHA Ha MHKOYHa KHCCIHHA

MOTaT Ja NOTyYaT NPHCTBIM Ha noaarpa (B Touka 4.5).

ACK Kpka Tpabea 1a ce H3Mo3Ba ¢ OBHITICHO BHUMAHKME NIPH MALHEHTH C ASPULIHT Ha MIOK030-6-
thocdar aexuaporenasa.

PuckwT o1 xunornuxemuyeH edekr ot cyndadunypeiing 1eKapcTea U MHCYNIMHE MOXE & C¢ 3aCHAK ¢
ACK Kpka npuet B NO-BUCOKH J03H {BIK TOUKa 4.5},

‘Toea 1exapcTRO CbABPIKA NaKTO3a. [TaliHEHTH ¢ peaKH HACAEACTBEHH MPOONEMH HA HEMOHOCHMOCT
KbM ralakTo3a, MbJICH JaKTa3eH AcHUNT WK MTIIOKO3HO-ralakTo3Ha Matabeopbis He TpadBa na

NpHEMAT TOBA JICKAPCTRO.

ACK Kpra 75 mg cpaepixa cuHeeT xbi10 FCF anymunues nak (E110), xoifto moxe aa NPHYHHH
ANCPruyHH peaKLiHH.

4.5 BiaumopelcTBHe ¢ JPYrH NeKapPCTBEHN NPOIYKTH H APYTH (opMH Ha B3aHMO/ICHCTRHE

[IporHBonokasasHu KOMOHHALMKH

Memompexcam (uznonzsan & doszu > 15 mg/cedmuya):

KoMOHHHpaHHUTE NekapeTBa, METOTPEKCAT M alETHICATHLILIOBA KMCETHHA, 3aCH/IBAT XEMATOJIOTHYHA
TOKCHYHOCT Ha METOTPEKCAT NMopaay HaManeH ObOpeUeH KIHPBHC HAa METOTPEKCAT OT
ALETHICATHUMNOBATA KHcemHHA, Cliea0BaTeNHo, eIHOBPEMEHHATA yNoTpeba Ha METOTPEKCaT (B A03H
>15 mg/ceamuuno) ¢ ACK Kpka e npoTHBonokasaHa (Biwk Toyka 4.3).

KoMBHHALMH, KOUTO HE CE IPEeNOPBYBAT

Ypurosypuunu azenmu, Hanp npodereyud, cyrpunnupazon
Canmvumnarure Morar aa npeoObpHart edexta Ha npobeneuus u cyaduunnpaszoH. KomOuHaumsaTa
Tpadea na ce u3bsrea.

KOM6I’IHEIL[M]’I1 HIUCKBALIM CTICLIHAJIHM MEDKH 33 YNOTPE0a M KOMTO TDHﬁBa aa ce uMart npeapua

ARMUKOGZYIaHMY 1 MPOMOOIUMUYY HANPUME]D KYMAPUR, XenapuH, eapdapun, armeniaza

TMosuieH pyuck OT KbPBEHE NOpaau HHXHOHpaHe Ha (hYHKUHATA HAa TPOMOOLIMTHTE, HaPaHABAHE HA
AYOJEHANHATa JIMTABHLA ¥ H3MECTBAaHE HA NEPOPATHHTE AHTHKOArYJIAHTH OT MECTATa Ha CBbP3BAHETO
MM € I1a3MeHHTE NPOTEHHH. BpeMeTo Ha KbpBeHe TpadBa Aa ce npocnemsisa (B Touka 4.4).
[Mo-cnensanno, NEYEHHETO ¢ aLETHACATHLMIOBA KHCEIHHA He TPA0BA Nia 3an0o4Ba B PAMKHTE Ha
NBLPBUTE 24 vaca Cilell JIeHeHHe C alTen1asa NpH Nauk#eHTH OCThP HHCYIIT. 3aTOBA €AHOBPEMEHHATA
ynorpeda He ce Npernopbysa.

Anmumpomboyumuu cpeocmaa (HanpuMep KIORUOOEPER, MUKIONUOUH, YUIOCHIA30,
U CeeKMUBHY URXUOUMOPHU HA 0OpamMHOMO 3axsauiane Ha cepomonuna (SSRIs,
napoxcemu).

[TorMUIEH pUCK OT CTOMAUIHO-YPEBHO KbpBeHe (BHK TouKa 4.4).



Anmuouabemuyu, nanpusep cCYIGAHWTYDEIHY U UHCYAUH

CanuuuiaTiTe MOTaT 1a 3acHAAT XHITOrIHKeMUYHKA edekT Ha aHTuaHabeTHUTE JIeKapeTa. AKO ce
Hajgara, MOXKE Ja ¢€ HalMOKH KOPeKUHA Ha J03aTa B NOCOKa HaMallABaHE Ha 103aTa, ako oc H3IMOJI3BAT
BHCOKH NO3H CAJIHLIHMITATH. Hpenopqueneﬂ € 3aCHNEH KOHTPO/1 Ha KPbBHATa 3axap.

Hueorcun u numuii

AUETHICANHUHIOBATA KHCENHHA HaMansaBa ObOpeyHaTa eKCKpeurs Ha JHIOKCHH H JIMTHH, KOETO BOAH
[0 NOBHILIABAHE HA IJIA3MEHHUTE UM KOHUEHTpauuu. [lpenopbuea ce MOHWTOPHHT HA TIIa3MeHHTe
KOHUEHTPAlHH Ha JUIOKCHH H JTHTHE MPH 3aM04BaHe H NPEeKpaTdBaHe HA JISYEHHETO ¢
ALETHACATHLMIIOBA KHCeNHHA. Moxke 1a € HeoOX0AMMO KOpPHIMpaHe Ha J03aTa.

Huypemuyu v anmuxunepmeH3ugHy cpeocmsda

HCTIBC Morar na noHW:aT aHTHXHNEPTEH3UBHUS eKT HA IHYPETHLMTE M Ha IPYIY
AHTHXHINEPTEH3NBHU cpencTea. KpnBHOTO HansraHe TpaGBa aa 6paT 400pe MOHHTOPHPAHO.
EnnoepeMennoTo npunoxkenue ¢ ACE-uHxubUTOpH, anrroredsdH [ peLenTopHH aHTArOHHUCTH H
ONOKEepH HA KATILIMEBHTE KAHAJIH YBE/IHYaRa pHcKa OT ocTpa 6bOpeuHa HeAOCTATEHHOCT B
KOMOHHALMA ¢ BUCOKa no3a ACK.

BpyvMKOBH AHYpeTHIIN: pHCK oT ocTpa Hbbpeyuta He1oCTaThYHOCT BCIEACTRHE HA HAMANIEHATa
riaoMepy/iHa GIATpauMs upe3 HaMansBaHe CHHTe3a Ha npocTarnaHauHy B 6u6peunre. Tpenopbusa ce
XHApaTHPaHe Ha NAlHeHTa W npocneaseaHe Ha Gbbpeunara QyHKUHA B HAYATOTO Ha ledenueTo. B
ClTy4aH Ha €THOBPEMEHHO NPHIOKEHHE ¢ BepanaMuil Tpa0Ba Aa ¢& MOHHTOPHPA BPEMETO HA KBPBEHE.

Huxubumopu na xapboauxuopazama (ayemazoaamuo)
Mosxke Aa QOBEAEC MO TCKKA auHa03a Y NOBHUIEHA TOKCHYHOCT BBPXY [EHTpaTHATa HEPBHA CHCTEMA.

Cucmemuu Kopmuxocmepouou
PucKbT OT cTOMaIIHO-pPERHA A3BA M KBPBEHE MOXKE 114 CC YBEJIHYH, KOraTo AUeTHICATHLHIIOBA
KHCENHHA H KOPTHKOCTEPOH/TH CE TiPHNIAraT eTHOBPEMEHHO (BIXK Touka 4.4).

Memompexcam (uznoazsan ¢ oozu <15 mg/cedmunya);

KoMbuHHpanyTe nekapcTea, METOTPEKCAT M ALETHICATHLWIOBA KHCEIIHHA, MOTAT Na YBeIHYaT
XeMaToJIori4yHaTa TOKCHYHOCT Ha METOTPEKCAaT nopaad HaMalngBaHe Ha 61:6p€‘-lHH5] KIIHPBHC Ha
METOTPEKCAT OT ALIETHICATHIMIOBATA KucenHHA, CeIMHYHH NPOBEPKH Ha KPBBHA KapTHHa TpadBa na
CE HAIIPABAT NO BPpeMe Ha MbPBHTE CEAMMLIM OT KOMOHHMpaHeTo. 3acuieHo HabAIcHHe TpaOBa Ja ce
nposeAe NPH HA/IMYKE HA JOPH JieKo HapylueHa Ob0peuna ¢yHKIMA, KAKTO H, HA TALMEHTH B
cTapuecKa Bb3pacT.

Hpyeu HCIIBC
IToBUIIIEH PHCK OT A3BH H CTOMALIHO-YPERHO KbpPBEHE NOPAH CHHEPrHYHH eeKTH.

Hoynpodgber

EkcrepuMeHTaTHH 1aHHH 110Ka3BaT, 4¢ HOynpoden Moxe na HHXHOMpa eeKTa Ha HHCKA 1033
aLeTHICAIMLUMIORA KMCEIIHHA BbPXY TPOMOOLIMTHATa arperalius, KoraTo ce Npuiarat e JHOBPEMEHHO.
Burpekus TOBa, orpaHHYeRHATA Ha Te3H JaHHU H HECHTYPHOCTTA OTHOCHO EKCTPanoialMATa Ha
AAHHWTE €X ViVO KbM KIIHHHYHATA CHTYallUA NIpeNosara, 4e Morar ja 6baat HanpaBeHH KaTeropHiHK
3aKI04eHU: 34 peaoBHaTa ynotpeba Ha uOynpodieH, KaTo MosABaTa Ha KaKbBTO H 14 € KIIMHHYHO
3HAUHM €DEKT HE Ce CUMTA 32 BeposTHA NpH cy4aiiHa yrotpeba Ha nOynpoden (Brk Tovka 5.1).

Memanuzon
MeTaMH30T MOKE 14 HAMATH AHTHTPOMOOTHYHOTO AeHCTBHE Ha AUETHICAIHLH/IOBATA KHCETHHA NIPU
KapaHOIPOTEKLMS.

Lluxnocropun, maxkpoaumye




Eanoepemennara ynorpeda Ha HCTIBC ¢ LMKIOCTOpHH HIH TAKPOIMMYC MOKE 14 YBEAHYH
HePOTOKCHYHUS edeKT Ha LMKNOCTIOPHH U TakponuMyc. buOpeunara dynkums Tpabsa na ce
HabnoaaBa B CAyuail Ha €/THOBPEeMEHHa yroTpeba Ha Te3d IEKapCTBa H alCTHICATHIIHIOBA KHCETHHA.

Bamnpoam

Hma cpoliieHus, ye aueTHRCANMIMAOBa KHCENHHA HAMANABA CRLP3BAHETO Ha BANNPOAT ChC
CEpYMHHA AN0YMMH, KATO 10 TO3M HAYMH YBETHYABA HEroBHTE CBOOOAHH [1a3MEHH KOHUEHTPALWH B
CTalHOHAPHO CBCTOSHHE.

Denumonn

CanduUIaTsT HaMaJIsiBa CBBP3BAHETO Ha GEHHTOMH ¢ TTazMeHHTe atOyMuHH. TOBa MOXKe 1a A0BEOC
10 HAMAJIABAHE HA ODIUMTE HHBA Ha (DEHWTOHH B MIa3MaTa, HO c€ yBe/IHYaBa GpaKuMsaTa Ha
cBo0onHHA benuTonH. HecBbp3anaTa KOHUEHTpaNMA, 2 10 TO3H HAYHH H TEPATICBTHYHUS edekT,
H3rnexaa He ce HpOMeH}IT FHAYHTECITHO.

Aaxoxon
EnHOBpeMEHHOTO NpUEMaHE HA AJIKOXOM H AlETH/ICATHIIHIOBA KHCEITHHA YBETTHYAEA HCKA OT
racTPOMHTECTHHAIHO KBPBEHE.

4.6 ®epTHAHTET, DpeMEHHOCT H KEpPMEHE

bpemeHHOCT

Hucxu oozu (0o 100 mg/den):
KUIHHHYHHTE Npoy9BaHHA NOKa3Rat, Ye fo3n A0 100 mg/nek 3a orpaduteHa akylicpeka ynorpeda,
KOATO H3HCKBA CNCITHAIH3IHPAHO HaG.ﬂlOL[CHHf:, ce cyuTa 3a Oe3onacHa.

Hozu om 100- 500 mg/den:

HaAMAa 10CTaTBYHO KITMHHYEH OITUT 10 OTHOLUEHHE HA W3NO3BaHeTo Ha 103u Haa 100 mg/nen no
500 mg/men. 3aTosa npenopbKUTE N0-401Y, 3a 1034 oT 500 mg/AeH U MO-BHCOKH C€ OTHACAT CHLUO U
34 TO3H 10308 AHAMA30H. '

Hozu om 500 mg/oen u no-eucoxu:

MuxubHpaHeTo Ha CHHTE3a HA IPOCTAMNAHIHHHTE MOXKE [a OKaKe HEONaroNpHATHO BIHIHHE BbPXY
OpemenHocTTa H / Wik emOpuonanHoTo / derantoro pazsutHe. JJaHHATE OT eHAEMHOIONMYHH
H3CJICIIBAHHA TIOKA3BAT MOBHLUIEH PUCK OT CTIIOHTAHEH abopT H ChpaedHH MAT(hOPMALHH H
racTpocxmsa cnea ynorrpeﬁa Ha HHXHSMTOP Ha CHHTE3a Ha NPOCTariaHAHHHUTE [1pe3 paHHATA
OpeMEHHOCT.

AODCOMIOTHHAT PUCK OT CHPASUHO-CHAOBH Man(opMalliH ce YBeNHYaBa OT no-maiko ot 1% no okono
1,5%. Cuura ce, 4ye pHCKBT Ce YBENHYABA C J103aTa H MPOJBb/IKHTENHOCTTA Ha NEYCHHETO. TIpH
AUBOTHH € [IOKA3aHO, 4€ NMPHIOKECHHETO Ha HHXHGHTOPH Ha MpocTarnaHAHHOBHA CHHTE3 BOAH AC
MOBHLUIEHA MpPe- W NOCT-WMIUIAHTALMOHHA 3ary0a U emOpuo-deTaned netanurer. B 10mbaHeHHE,
YBEJIHHCHA 4CCTOTa Ha pa3syiiiHH MaJTCl.')OpMal.IHH, BKJIKOYUTC/THO CBPACYHO-CBOOBH, Ca OMTH
AOKJIAIBAHH NPH )KHBOTHH, HA KOHTO € JaBaH HHXHOWTOP Ha CHHTE3a Ha NMPOCTAITIAHAHHHTE M0 BPEME
Ha TIePHOAA HA OpPraHoreHesa

Mo Bpeme Ha NBPBUS U BTOPUA TpUMeCTHP HAa OpeMenHoOCTTa, He Tpadea na ce Aasa
ALIETHACATHLMIIORA KHCETIHHA, OCBCH aKo He € abCcoMoTHO HeoOXoaMMO. AKO aleTHACATHIMIIOBA
KHCETHHA CE H3MON3EA OT KEHa, KOATO CE ONHTBA 13 3a0peMEHEE HIH NI¢ BPEME HA MBPBUA H BTOpHA
TPHMECTBLP Ha OPEMEHHOCTTA, g03aTa TpabBa na Gbie Hail-HACKATA Bh3MOXHA H NPO,
1ia JIeMeHHETO Bb3MOMHO hal-KpaTka.

[lo BpeMe Ha TpeTHA TPHMECTBP OT OPEMEHHOCTTA, BCHYKH WHXHOHTOPH Ha ¢

MpocTarfaHIHHUTE MOTaT Ja U310KaT (eTyca Ha:

- KapaHonyjJMOHANHA TOKCHYHOCT (C NPEKACBPEMECHHO 3aTBAPAHE Ha Ay
OenoapofHa xunepToHua);



- OBOpeuna TMCYHKLHA, KOATO MOXKE 1a IporpecHpa a0 Os0pedHa HeOCTATEUHOCT ¢
ONTUIOXHAPOMHHO32;

MaiKaTa H HOBOPOJEHOTO, B Kpas Ha OPEMEHHOCTTA Ha!

- BBL3MOKHO YAB/IKABAHE HAa BPEMETO HA KhPBEHE, AHTHArperHpall epekT, KOHTO MOXKE A4 CC
TIPOABH AOPH M TIPH MHOTO HHUCKH JO3H.

- UHXHOMPaHE HAa MATOUHHTE KOHTPAKLMH, KOSTO BOAM A0 3a0aBEHO WH YABIKEHO paKaaHe.

CrefoparesiHo, aleTHICATHLMNOBE KuceMHa B 03 100 mg// IEH 1 NO-BHCOKK € MPOTHBOIOKA3aHa
0 BPEME Ha TPETHA TPUMECTBP Ha OpeMeHHOCTTA.

KupmeHe
MaJikH koNHYECTBa OT CANMLIMIATHTE H HA TEXHUTE METAOOJIMTH CE EKCKPETHpaT B KbpMara. T'bii kaTo

HAMA CHOOLIEHHA 33 HEXENAHH e(PeKTH 3a KbPMAUETO 10 MOMEHTA, KpaTKocpouHa ynotpeba Ha
MPeEnophUHTEHATA 1033 HE M3HCKBA CMIHPAHE HA KbpMeHeTo. B cayyait Ha npogbsmkaTenHa ynotpeba
M / WM MpunaraHe Ha Nno-BHCOKH 103K, KbPMEHETO TpAOBa Jia ce IIPEYCTAHOBH.

4.7 Edexrn pbpxy cnocofHocTTa 32 modupane u pabora ¢ MANIRHHA

He ca npoBeskaaHy Ipoy4BaHus 3a e)eKTHTE BLPXY CnocoGHOCTTa 3a WwodupaHe W paboTa ¢ MalIHHK
¢ ACK Kpka.

B3 ocHOBa Ha PapMakoIMHAMHYHHTE CBOHCTBA W HEXKEIAHNTE PEAKLIHH HA ALETHICATHIHIOBATA
KHCE/IHHA, HE ¢¢ OYaKRa Bb3ACHCTBHE BBPXY PEAKTUBHOCTTA M COCODHOCTTA 32 Wo(HpaHe UK
padoTa ¢ MaluHHH.

4.8 Hewxenaunu JexapcTBeHH peakiHHE

- Muoro uectu (= 1/10)

- Yecetn (= 1/100 no < 1/10)

- Heuectn (= 1/1 000 no < 1/100)

- Penku (= 1/10 000 ao < 1/1 000)

- Mmuoro peaku (< 1/10 000)

- C HeM3BecTHA 4YecToTa (He MOKE /1a C€ MPEIBHAH OT HalHYHHTE JaHHH)

YecTu Heuectn Penku C HeH3BECTHA
4ecToTd
Hapyienus Ha IloeHineHa TpoMbGouuTONEHH , CiyyaH Ha KbpBEHE
KPBETA H CKAOHHOCT IPaHyOLNTO3a, ¢ YAB/BKEHO BpeMe
JumdbHnara KbM annacTU4YHA AHEMHS Ha KbpBEHE KaTo
CcHCTEMA KbpBEHE CNUCTAKCUC, KbpBeHe

OT BEHLHTE.
CHMMTOMHTE MOIar
Ja [epcHCTHparT 3a
nepuoa ot 4-8 qHu
C/IcE cITUpaHe Ha
areTUICaNHUIHNOBATA

KHCETHHA.
B pesyartar ua ToBa




CTOMALIHO-YPERHO
KhPBEHE MOXKE 14
aosene 1o
xennsoneduunTHa
aHemusx (no-4ecTo
MpH MO-BHCOKH
JO3H ).

HH Ha
HapywieHus Ha Peakit
BPbXUYYBCTBUTEHOCT
HMYHHaTa CBPBXTY K
AHCHOCAEM, AJICpPrHYeH
cUcTeMa

OTOK, aHaWIAKTHYHH
peaKlHH,
BKJTIIOYHTETHO LIOK.

Hapyluenus Ha Xunepypukemus,
meTabon43Ma u XHITOTJIMKEMHS
XpaHEHETO
HapyuweHHs ha HuTpakpaHHanHu nasobonue,
HEepBHATa CHCTEMA KPBBOW3IIHBH CBETOBBPTEX
HapyuweHus na Hamanena
YXOTO H cnocobHoCT 3a
nabupuHTa yBaHE; IIyM B
YILIHTE
Cvhosu Xemoparuuen
HapyLIEHHs BACKYJTHT
Pecnuparopuu, Punur, bpouxocnazem,
rPBAHH H JTUCTIHEA ACTMATH4HH MPHCTBIIH
MEIHACTHHAN-HH
HapylUeHHS
CroMallHo- Juenencus; Texbk cTOMaLIHO- CromMauiHu unu
YpeBHH rajeHe, upesed KPbBOH3JIHB, QYOJEHATHH A3BH U
HapyLIEHHS HIOBpbIUAHE, nepdopaus
JHapHs
Cuunpom Ha Reye YepuoapobHa
XenaroOunHapHH HEIOCTATUHOCT,
HapyleHyA noBHLIABaHE Ha
YCPHOAPOOHUTE
EH3IHMH
Hapymenus na VYprukapus CuHapoM Ha Stevens-
KOJKaTa v Johnson, cuHapom Ha
TIOIKO3KHATA Lyells, nypnypa,
TbKaH €pHTEMd HOJdO3YM,

epHTeMa MynTHhOpME

Hapyuwenus na
Oou6peLTe 1
THKOYHHTE
NbTHILA

Hapywena Ou0peuna

(pyHKUME, OCTpa
OBOpeuHa
HEAOCTATBYHOCT

Hapyluenus Ha
BB3INPOH3BOH-
TEJHATA CHCTEMA
H rbpaara

Menoparus

CboOLiapaHe Ha MONO3UPAHM HEXKENAHHW PeaKIHH




IPOAYKT € BaXKHO. ToBa NO3BONABA /12 TPOBIIKK HAGMOACHHETO HA ChOTHOLICHHETO NO/138/PHCK 32
AieKapeTBeHua NpoaykT. OT MeAWLMHCKHTE CIEIMATHCTH Ce H3MCKBA A4 cbobLIaBaT Beaka
TN0JO3HPaHa HEXKENaHa peakLus 9pes

H3nbauuTenHa areHUMs no nekapcTpaTa

ya. ,,Jdaman [pyep” Ne 8

1303 Cocbusa

Ten.: +359 2 8903417

yebceaiiT: www.bda.bg
4.9 Ipexoimpane

Bhapeky HAIMYMETO Ha 3HAYMTEIHW UHTEPHHIHBHIYAIHH BAPHALIMH, MOXE 1A CE CUHTa, Ye
TOKCHYHaTa 1034 € okono 200 mg/kg npu ew3pactau u 100 mg/kg npH aeua. Jletannara no3a Ha
aUETHNCATHLMIOBATA KHCeanHa € 25- 30 rpama. [InasMeHy KOHLEHTPAUMH HA CANHUMNATATE HAX
300 mg/! Hacousart 3a MHTOKCHKAaLMA. [11a3MeHH KoHUCHTpauny Haa 500 mg/l npH BL3PacTHH K
300 mg/l npu aeua oOMKHOBEHO MPHUMHABAT TEXKKA TOKCHYHOCT.

Mpenosupanero moxe na Obe BPEAHO 3a MALKMEHTH B CTAPYECKA Bb3PACT H OCOOEHO 32 MaJIKH Acua
(TepaneBTHYHO Npeao3MpaHe K YECTO HEBOTHH OTPABSHHUA MOrar jJa ca daranHu).

CHMITOMH HA YMEPEHH MHTOKCHKALIMH
[liym B ylIKTe, HapyUICHHS HA CAyXa, M1aBOGOIHE, CBETOBBPTEK, 0OBPKBAHE H CTOMALLHO-4PERHH
CHMIMNTOMH (rajzieHe, NOBPLUIAHE H KOpeMHa 00Jika).

CHMITOMH HA TEKKH HHTOKCHKALMH

CHMIITOMHTE ca CBBP3aHH C TCXKKH CMYHICHHA B KHCCTHHHO-ATKaTHHAA fanaHc. H'prOHa'-IEUIHO
HACTLIBA XHIMEPBSHTHIALHA, KOCTO BOAH A0 PECMHPATOPHA ANKalo3a. PecnupaTopHa anya03a
HacTbNBa NOpajH NOTHCKAHE HA JHXATC/IIHUA HCHTBP. B nonbaHenme, meTaboNMTHA aKa03a ce
MosABABa B PE3YNTAT HA NIPHCBCTBHETO HA CATHLIMIIAT.

Yecro MPpH MO-MANKHTE Jea HE CC 3abena3ea MOKATO T HE ca A0CTHIHaNIH A0 KbCCH €Tall Ha
HHTOKCHKalHA, KOraTo T¢ OOMKHOBEHO ¢a B €Tan Ha auuaosa.

Oceen TOBA, MOKE /14 Ce [IPOABAT CJICAHHTE CUMIITOMH: XHIIEpTEpMHA H H3NOTABAHE, KOETO BOAH 10O
ACXHApaTalHd: YYBCTBO HA 663110[(0;10'1"30, KOHBYJICHH, XalOUHHALMHA H XHIIOTTTHKEMEA.
[loTuckaHeTo Ha HEPBHATA CHCTEMA MOSKE 1a JOBEIC A0 KOMA, ChPASUHO-CBI0B KOANC WK CNHpaHe
Ha AHLIAHETO.

[NoseneHue IpH HHTOKCHKALMSA

AKO € NMOrbiHaTa TOKCHYHA 034 C& HANara Xocnurajiuiauys. B ciyuail Ha yMepeHa HHTOKCUKALHA,
TpﬂGBa Aa ce onKrTa aa ce npcav3pHKa NoBphllaHe.

AKO TOBA HE MOXKE /12 CTaHE, MOXKE J1a C€ HAMPaBH CTOMAILHA MPOMHBKA 110 BPEME Ha [TBPBHS Yac
CJIEQ MOTIBLIAHETO HA 3HAYHTETHO KOTHYECTBO OT JlekapcTeoTo. Cnell ToBa ¢¢ MpHiara akTHeeH
BBIJIEH (a1COPOEHT) M HATPHEB cyIdaT (JlakcaTHB).

AKTHBHHAT BBIJIEH MOXe 112 Ce NpHJIara KaTo exHokparHa 1o3a (50 g npu se3pacten, 1 g/kg npw nete
10 12 rogunn),

Ankanusupate Ha ypHHara (250 mmol NaHCO; 8 npoxbiskenue Ha TPH Yaca), KaTo ChLIEBPEMEHHO
cC KOHTPOJIHpAT cTOHHOCTHTe Ha pH Ha ypuHarta.

B cryua#t Ha TexKa HHTOKCHKAIMS 33 MPEANOYMTAHE € XEMOAMATH3a.

Jpyrute cuMnToMH TpaGsa aa ObAaT MEKYBAHH CHMITTOMATHYHO,

5. ®APMAKOJIOTHYHHA CBOMCTBA

5.1 dapmMakoIHHAMHYHH CBOHCTBa




dapmakoTepaneBTH4YHa rpylia: AHTHMTPOMOOTHYHH CpEACTBA: WHXHOWTOPH HAa TpoMOOUMTHATA
arperauus 0e3 xenapun, ATC kon: BOTAC06

MexaHH3bM Ha AcHCTBHE

ANETHICATHI[HIOBATA KHCE/IMHA HHXHOWPA arperaunara Ha TpoMOoLMTHTE: GNOKHPaHKK
TpoMOOUMTHATA IMKJTOOKCHTEHA3a Ype3 aleTHIHpaHe, T4 MHXUOHpa CHHTE3a Ba TpOMOOKCaH Az,
(PM3HONOTHYHO AKTHBHPALLO BELIECTBO, KOETO Ce 0cBo00KAABA OT TPOMOOUMTHTE H KoeTo OH Mrpalo
PO MPH YCIOKHEHHATA HA AaTEPOMATOIHHUTE JIE3HH.

Huxubupaneto Ha cuuTesa Ha TXA: e HeoOpaTMo, Thii KaTO TPOMOOLIMTHTE, KOHTO HAMAT AP0, He
€a cnocoGHH (NOpaaM JTuMnca Ha B3MOKHOCT 33 CHHTES Ha TTPOTEHH) A4 CHHTE3HpAT HOBA
LHKJIOOKCHI'eHA3a, KOATO € Ouia AueTHIHPA OT AUETUICATHLMIOBATA KHCCITHHA.

(DapMakoiHHaMHYHH edekTH

MuorokparauTe 1034 oT 20 10 325 mg ca oTroBopHH 3a uHxubHpaHe Ha eH3UMHATA aKTHBHOCT OT 30-
95%.

brnarogapeHue Ha HeoOpaTHMHUS XapaKTep Ha CBBpPBaHe, eeKThT NPOIBIKABA IPE3 IE/HA XKHUBOT HA
TpoMOoUMTHTE (7-10 Ann). EdexrbT Ha MHXHOHpaHe He ce M34EPIIBA 110 BPEME HA IPOABLLKHTEITHH
NEUeHHs W ¢H3MMHATA AKTHBHOCT TOCTENEHHO 3aI104Ba OTHORO MPH NOJHOBIBaHE Ha TPOMOOLIMTHTE
24 no 48 vaca cnen NpeKbLCBAHE HA JIEYEHHETO.

ALETHICATUIMIOBA KHCETMHA Y Ib/KABA BPEMETO HA KbpBeHe cpeauo ¢ oxono 50 go 100%, Ho morat
Ja ce HabmoJaBaT HHIMBHIYATHH BAPHAHTH.

ExcnepHMeHTanHH JaHHK TTOKa3Bat, ye HoympodeH Moxke na HHxubupa edexra Ha HHCKa 2032
AUETHICANIMIIMNIOBA KHCEIWHA BbPXY TpoMOOLMTHATA arperawis, Korato ce NpHiIarar ¢JHOBPEMEHHO.
B eaHo u3nuTeaHe, MPH KOETO eAMHHYHA 033 HOYNpodeH 400 mg e npueTa B pamkuTe Ha 8 yaca
MPeJH WK B PAMKKTe Ha 30 MUHYTH Cliell IPHEM Ha AUETHICATHLMIOBA KHCENTHHA ¢ He3a0aBHO
oceobokaasane (81 mg), & HaGAKOAABAHO OHHKEHHE HA e(ekTa HA ALETHNCATHUM/IOBATA KHCENHHA
BbpXy 00pa3yBaHeTo Ha TpoMOOKcaH WK Ha TpoMOouuTHaTa arperaums. Burpexku Toea, mopaau
OrPaHHYEHOCTTA Ha TE3N JAHHH M HECHIYPHOCTTA OTHOCHO EKCTPAIIONALMATA HA JAHHHTE €X VIVO KbM
KJIMHHYHHTE JAHHH HE MOTAT [1a C€ HAMpPaBsT KATEropyyHH 3aKTI0YeHNs 3a peloBHa ynotpeba Ha
HOYNIpodeH, H HAMA KJIHHHYHO 3HAYHM eeKT, KOMTO 1a Ce CUMTA 33 BEPOATEH TIPH HEPEAOBHA
ynotpeba Ha ubynpodeH.

5.2 @PapmMakoKMHETHYHH CBOHCTBA

- ABcopbuus
Cnen nepopanio NpuioKeHue, AleTUNCANMUIWIOBA KuceuHa ce abcopdupa GBp30 H HAIMBLIHO OT

CTOMALHO-9PEBHHA TPakT. OCHOBHATA MACTOTO Ha abcopdLKs € MPOKCHMMATHHA Y4acTbk HA ThHKHTE
yepea. Obaye, 3HAYMTENHA 4ACT OT AO3aTa Beue C€ € XMAPOIH3HPAIa A0 CAJTHUH/IOBA KHCE/THHA B
YypeBHaTa CTeHa MO BpeMe Ha rnpoueca Ha abcopbums. CTenenTa Ha XMAPONH3a 3aBHCH OT CKOPOCTTa
Ha abcopOuus.

Cnen npuem Ha ACK Kpka cromainHo-ycToHuHBH TableTKU MAKCHMAHUTE N1a3MEHH HHBA HA
ALETHJICAIMLMIOBATA KHCEIHHA W CANHLMIIOBA KUCENTHHA Ce NOCTHIaT ciel okono — 3,5 u 4,5 vaca,
CBOTBETHO CJIEN NPWIGKEHHE HA IaAH0. AKO TabNETKHTE ce NPHEMAT C XpaHa, MAKCHMAIHHTE
N1a3MEHH HHBA C€ JOCTUIAT NPHOIH3HTENHO 3 Yaca MO-KbCHO B CPABHEHHE C NPHEM Ha TJIAHO.

Pasnpenenenne
ALETHICANTHIIMIOBATA KHCENTMHA, KAKTO W OCHOBHHAT i MeTabOo/IMT CANHLMIOBA KUCETHHA, Ce

CBbP3BAT H3KJIKUHUTETHO 3PABO C [U1A3MEHHUTE NPOTEHHH, TIPETHMHO anGyMHH H €€ pasnpeaens
6’bp30 BbE BCHYKH 4acTH HA Tanoto. Ctenenra Ha CEBLP3BAHC HA CANHLUHIOBRA KHCEL HTE
€ CHIIHO 3aBHCHMA H OT JBETe, KAKTO OT CAJHLHIOBA KUCEHHA TaKa U OT KOHLE
anOymud, OBeMBT Ha pasnpeIeNeHHE HA AUCTUICAAHLHUIOBATA KHCENHHA € OK
Terno. CamMUHIoBaTa Kucenusa GaBHO NPOHHKBA B CHHOBHATHATA TEUHOCT,
nJjaLeHTapHaTa Dap1epa ¥ IpeMHHABA B KbpMara.

Buorpancdopmanns




ALIETHNCATHMUHIIOBA KUCEHHa ce MeTabonn3upa 6bp30 0 CATHIMMOBA KHCEIHHA, C NOJIYKHBOT OT
15-30 myAyTH. Canuupnosa KMCENHHA CICA TOBA C& NPEBPHINA NPEAHMHO B INIMLMH H KOHIOraTHHA
FMIOKYPOHOBA KHMCETHHA B Cle/(H OT AHXHAPOKCUOECH30eHA KHCENMHA.

EnuMHHalMOHHATA KMHETHKA HA CAJIMLWIOBATA KHCENMHA € N03032BHCHMA, Thil KaTo MeTabonH3MBT €
OrpPaHHYeH OT KanauMTeTa Ha YepHOAPOGHHTE eHznumu, 10 TO3M HAYMH, eNTHMHHALMOHHHAT
NOTY:KHBOT BApHpa MeXay 2 - 3 yaca cnea HUCKH 1034, 12 yaca ciel oOHYaliHHTE aHATETHYHH A03H
H 15-30 yaca cnex BHCOKY TepaneBTHUHH JIO3H WM HHTOKCHKALIUSL,

EnumunHpane
CanmMumnopata KHCETHHA M HEHHUTE MeTabOINTH Ce eKCKPETHPAT NpeuMHo upe3 6ubpeunte.

5.3 IlpeaknHHAMYHA JAHAH 32 0€30MACHOCT

IMpeaknuHuuHUAT Mpodui Ha 630MAaCHOCT HA ALETHICAIHUMIOBATA KHCETHHA e AoDOpe
JOKYMCHTHDAH.

IpH eKClIEpUMEHTANHH NPOYUBAHHA BBLPXY KMBOTHH, CANMIMIATUTE HE €4 NOKA3A/IH JIpYro
YBpEMKIAHE HAa OpraHH ocgeH ObOpeuHo yRpeKaaHe.

ITpy npoyuBaHHA NpH NIBXOBE, ca HAbNIOIaBaHH PETOTOKCHYHOCT H TEPATOICHHH €EKTH C
AUCTHICAIIHUHNORA KHUCENHHA l'IpH TOKCHYHH 34 Maikara J0O3H. KnMHUUHOTO 3HAYEHHE HE € H3BECTHO,
TBH K4TO JO3HTE, H3TON3BAHH B HEKJTHHHYHH MPOY4BaHUS €A MHOIO I10-BHCOKH (HAH-MANKO 7 ITbTH),
OTKOJIKOTO MAKCUMAJTHHTE NPENOPBUHTENIHH 1034 MNP TAPFreTHH ChPeYHO-CBIOBH MOKa3aHHA.

AIJ,GT HIICANHIUIOBRATA KHCSIHHA € IHWPORO U3CAeABaHa MO OTHOCHHE HA MYTAar¢HHH H
KaHLeporeHHH edextu. PesynraTvTe kaTo UANO HE MOKA3BAT CHOTBETHHTE NPH3HALM 38 KAKBHTO H Ja
6110 MyTareHHH HNH KaHUEPOTeHHH e(eKTH IPH MHILKH H IIPH [IPOYYBAHHS TIPH [LTbXOBE.

6. PAPMAIIEBTHYHH TAHHHA
6.1 CnHCBLK HA HOMOIIHHTE BelIECTBA

ACK Kpka 75 mg

Hopo na madremyama

JIAKTO3a MOHOXMApAT

Leny;103a, MUKPOKPHCTAIHA

CHIMLIMEB AMOKCH], KONOUAEH Ge3BOaeH
kapTod)eHO HHLIeCTe

Duarmoso noxpumue

TaNK

TPHALCTHH

KOMONHMMED Ha METAKPHIIOBA KHCENMHHa-eTHiakpuiatT (1: 1) mucnepeua 30%
HaTpHeB naypuncyiagar*

nonucopdar 80 *

MONMHEHHHAOB ankoxon (E1203)

TUTaHOR AuoKcHa (E171)

maxporon 3350 (E1521)

kapmuH (E120)

cbHeeT xbnto FCF anymunues nak (E110)

ACK Kpka 100 mg

Hopo xa mabremrama

JaKTO3a MOHOXHIPAT

uen1yno3a, MEKPOKPHCTAIHA

CHITHIIMEB JHOKCH/, KOJIOUAeH De3poaeH
KapTodeHo HULuecTe

Durrmoso ROKpUmIe

TalK




TPHALIETHH

KOTIONHMEP HA METAKPUNOBa KHcenHHa-eTunakpuaar (1: 1) mucnepcus 30%
HaTpHes naypuncyadar*

noscopbar 80 *

* Tol Moxe Oa cbABpKa Harpues naypuacyadar i nonucopbar 80
6.2 HecbBMecTEMOCTH

Henpunomxumo.

6.3  Cpox ua roanocr

3 roaMHun

6.4 CrennanHn ycJIOBHA 3a ChXpaHEHHE

75 mg:

Ha ce cpxpanssa nog 25°C.

)Ia CC ChbXPaHsABa B OPHIHHaJIHATA ONAKOEBKA, 34 Aa C¢ NIPeana3v OT CBET/IHHA.

100 mg:
Ja ce cexpaussa nog 30°C.

6.5 DBni# cLABLPKAHAE HA OMAKOBKATA

Bmcrep (PVC/AnymMunnit).

Buooege onaxosru:

bauctepn: 28, 30, 50, 56, 60, 84, 90, 100 u 168 (camo 3a 100 mg) croMaliurHO-yYCTOHYHER TabIeTKH.
He BcHukH BH/I0OBE OTaKOBKM MOTaT Aa GbIaT IyCHATH Ha rasapa.

6.6 Creuuaauy npeanasHn MepKH NPH HIXBBPAsiHE B paloTa

HeusnonsganuaT NekapeTBeH NPORYKT UK OTNAABYHHTE MATEPHANIH OT HEro TpAbBa 1a ¢e U3XBbpPJIAT
B ChOTBETCTBHE ¢ MECTHHTE H3UCKBAHHMS.

7.  IIPHTEXXATEJ HA PASPEHNIEHHETO 3A YIIOTPEEA

KRKA, d.d., Novo mesto, §marje§ka cesta 6, 8501 Novo mesto, CnoeHus

8. HOMEPA HA PASPENIEHUETO 3A VIIOTPEBA

Per.Ne: 20170089 — ACK Kpka 75 mg
Per Ne: 20170090 - ACK Kpxa 100 mg

9.  JATA HA ITBPBO PA3PELIABAHE 3A YIIOTPEBA/TIOAHOBSB % no
PA3PEINEHHUETO 3A YHOTPEBA

Hara na nepBo pazpewasane; 21,02,2017
JlaTa Ha IocNeaHO NOAHORABAHE:




10. JIATA HA AKTYAJIM3HPAHE HA TEKCTA
08 Mapr 2023

[Noapobua uadopmanus 3a TO3M JEKapCTBEH NPOAYKT € NpelocTaBeHa Ha yebcaiira Ha M3nbiHuTenHa
Arenuus no Jlekapcteara (MAJI) http://www.bda.bg.




