KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

i VISTTLIL MTEHA ATEHLIA N0 NEKAPCTBATA

1: HUME HA JJEKAPCTBEHUSA HPOﬂYKT Kpamxa xapaxmepucmuxa Ha npogyxma ﬁ;,-]'-_,,-m,,(-g;,;,@ 1

AJIKA-3EJIIEP 324 mg e)epBECUEHTHH TAGNETKH it e 2 N e
ALKA-SELTZER 324 mg effeverscent tablets Paspewenue Ne -
BG/MA/MP - :C 42 LO% / L J “uu™ LUl

2: KAYECTBEH 1 KOJIMYECTBEH CbCTAB

OgobpeHue Ne ............... N Soneneinssorcosuissnssvsiiteniess

Enna edepsecuentna tabnerka cbhabpika 324 mg aueruncanvuuiaosa kucenuHa (acetylsalicylic acid).

[ToMOLIHO BELECTBO C M3BECTHO JIEHCTBHE
Anka-3enuep cbabprka 477 mg HaTpuii 3a e/iHa edepreclieHTHa TableTKa.

3a MbJIHKUA CNHCHK HA NOMOLHUTE BEILECTBA BHIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Edeppecuenrua rabserka.

bsna, kpbraa tabnerka ¢ anameTsp 25 mm, ¢ penedro uzobpanenne ,Alka Seltzer” or eanara crpana u Ge3
uzobpaxkeHue OT aApyrara.

4. KJMHHYHHU JAHHHU

4.1 TepaneBrHYHH NOKA3AHHS

3a obnekuaBaHe Ha cCHMNTOMUTE NPy raasobosme, 300001, GOJIKH B IbPIA0OTO, MEHCTPYAJIHH GOJIKH,
MYCKYJIHH W cTaBHH OoJ1kH, Ooka B rbp0a, IeKH apTpUTHH OOJIKH.

[Ipu npocTyna WM rpun 3a cumnromatHiHo obiekyaBate Ha 60OJIKa W MOBHILIEHA TEMITEpaTypa.

4.2 Jlo3MpoBKA H HAYMHH HA NPHJICKEHHE

Anxa-3enuep He TpsaOBa j1a ce NpHeMa roBeve OT 3 JIHM KaTO aHTHIUPETHK M 5 JIHH KaTo aHaIreTHK 6e3
KOHCY/TaLMs € JieKap.

/lo3uporka

leouampuuna nonyiayus

JlHeBHaTa J103a Ha aleTH/ICATMLMIOBATA KHCEIHHa 3a eta e 60 mg/Kg TeaecHo Terno, KoaTo ce Japa Ha 4
10 6 103u, T.e. okoso 15 mg/kg Ha Becekn 6 yaca mim 10 mg/kg Ha Bcekw 4 vaca.

ALETHICATMUKIOBA KUCEHHA CE NPENOoPbYBA MPH Jeua 1o/ 12 roniuHa Bb3pacT, caMo Mo/l 1eKapeko
HabJnoneHue.

3a ynorpebdara npu jiena, Bixk. Touka 4.4 . .CrienHanHu npelynpexkieH|s 1 npenasHi Mepky npu ynorpeba’.

Bb3pacTtiu M jieua Ha Be3pacT Haja 12 ronquHu:

1-3 epepsecuentumn Tabnetku (300-1000 mg aueTHICATHLMIOBA KHCETWHA) KATO €IHOKPaTHA
MO2KE J1a C€ MOBTOPH NPH HEOOXOAMMOCT cie/l MUHUMYM 4 vaca. He Tpsi©Ba s1a ce npesuiiag
MaKcHmasiHaTa HeBHa j103a o1 12 edepBecueHTHH Tabnetku (4000 mg aneTnicaIMLmMIOBa

Hauwnn Ha npuioxkeHue

3a nepopanna ynorpeba. Edeppecuentinre tabieTku ce pa3rBapaT BbB BOJA IPe/M 1a Ce I
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4.3 IlpoTHBonoxa3zaHun

ALETHACAIMLILIOBA KHCENHHA He TpAOBA Aa ce M3MOoN3Ba NPH CIEAHATE CITYyYaH:

- CBPBXYYBCTBUTEMHOCT KbM aLIETHJICANHUMIIOBA KUCEIMHA, IPYTH CATHIMIATH WK HIKOE OT
OMOLLHHTE BeLlecTBa, H30poeHH B Touka 6.1;

- NPH HAJTHYHE HA AHAMHECTHYHH JAHHH 33 aCTMa, MPeAM3BMKAHA OT NPUJIaraHe Ha CATHLNIATH KM
cybcTanuMu ¢ noaoOHO NeHCTRHE, NPEAH BCHYKO HECTEPOMIHH NPOTHBOBB3NATHTEIHH IEKAPCTBRA,

- AKTHBHH CTOMALIHH A3BH;

- ONAacHOCT OT KbpBEHE (XeMOparHyHH IHATE3H);

- Texka ObOpeyHa HElOCTATHLYHOLT,

- TEXKA 4epHOAPOOHA HEOCTATBYHOCT;

- TEXKa ChpAeYHA HEAOCTATLYHOCT;,

- KOMOMHALHA C METOTpEKCaT NpH 102K |5 mg/ceamuuto KAy nosede (BK. Touka 4.5 BaanmopelcTens
C APYTH JIEKAPCTBEHH NMPOLYKTH H APYTH POPMH Ha B3aHMOAECTBHE);

- NoCNEAHO TPUMecedne Ha OpeMeHHOCTTa.

4.4 CneusHaaHH npeaynpexjieHHs H NpeAna3HA MEPKH npy ynorpeda

AueTHicanHUMIOBaTa KHCETHHA TPAOBA 1a ce H3NOUI3BA NPU CIEAHHUTE CTy4YaH camo Clie]l BHHMaTENHa
PELEHKA Ha PHCKOBETE M MOM3UTE OT TAKOBA JIEYEHHE:

- CBbpXUYBCTBHTENHOCT KbM APYTH aHANMETHLIM, MPOTHRORB3MATHTENHH WIH AHTHPEBMATHUHK
JIEKApCTBA MM APYTH anepreq;

- AHAMHECTHYHH NaHHH 32 CTOMALITHO-YPERHH A3BH, BKIIIOYHTENHO XPOHHUYHA WM PELIHIUBHpALIa
A3BCHa GOJIECT WIM AHAMHECTHYHHN AaHHH 33 CTOMAIIIHO-UPEBHH KPLBOH3IIHBY,

- EnHOBpeMeHHO JieyeHHe ¢ aHTHKOArynaHTH (Bx. Touka 4.5 ,,BzauMoneiicteua ¢ apyru
NIEKapCTBEHH NPOAYKTH H IpYrH GOpMH Ha B3auMoaedcTene™),

- TlazWeHTH ¢ HapyweHa 6b0peyHa GpyHKUMS MK NALMEHTH ¢ HAPYILEHA ChPASYHO-ChAOBA
uMpkynauus (Hanp. 6L6peuo cbaoBo 3a60M51BaHE, KOHTECTUBHA ChPAEYHA HEAOCTATLYHOCT,
XHIOBONIEMHS, FOAMA OMEPALIMA, CENICHC HIIH rOJIEMH XeMOPArHYHH ChOKTHS), Thii KaTo
ALETHJICA/IMLIMIIOBATA KHCETHHA MOXKE JIAMbIHHTENIHO Ja OBHILM pUcKa oT 61x6peuHo
yBpe#IaHe vin octpa 6bOpeuHa HenoCTaTEMHOCT;

- Hapyuwena uepHoapoGHa pyHKUKUA.

ALETHICATMIIANIOBATA KMCENHHA MOXKE /12 PHYMHH OPOHXOCIIa3bM H HHAYLHPA ACTMATHYHH NIPUCTBITH MK
ApYTH peakliiy HA CBPBXYYBCTBHTENHOCT. PUCKOBH ¢akTOpH ca chllecTByBalna OGpOHXHANTHA aCTMA, CEHHA
XpeMa, HA3AIHH MOJIHITH WK XpOoHUYHO OenoapobHo 3a6onasane. Tora ce OTHACA CBINO Y 33 MAUWEHTH ¢
aNepruvny peakuuu (Harnp. KOKHH peakLuH, chpOex, ypTHKApHa) KbM JAPYTH BeLIeCTRA.

Ilpu naupeHTy, leKyBaHH ¢ aETHICANMLMN0BA KUCEIHHA Ca ChOOLIABAHM PEKH CTYyYaH Ha OCTpa
MHOKapHa HCXeMHA Cbe WK Oe3 HHpaPKT Ha MHOKAp/a KATO YacT OT PEaKLMs Ha CBPBXMYBCTBHTETHOCT
(cunapom Ha Kyuuc). B ciyyaid Ha noTespaeH cuHapoM Ha KyHHe, IRJDKAL C& HA ALIETHICATTHLMIIOBA
KHCEJIMHA, NPHEMDT Ha Anka-3envep Tpadea 1a ce NpekpaTH HesaGaBHoO.

[lopany nHxHOHTOPHHUS eexT BbPXY TPOMOOLMTHATA arperauus, KOHTO MPOAB/DKABA HAKOKO IHH clea
NPHNOKEHHE, ALETWICATHUNIOBATA KHCEJHHA MOKE A 10BE e 10 TEHIEHLHA 32 NOBHIIIEHO KBPBEHE N0
BPEME H CIIE XHPYPrHYECKH ONEPaUMH (BIJIIOUHTENHO MAJIKa XHPYPrHs, Hanp. 3b0HH eKCTpaKUHH).

B HHCKH 103¥ aLETHICANMLIMIOBATA KMCENHHA PeyLHpPa EKCKpeLMATa Ha TMKOYHATA KHCeTHHa, ToBa MOxe
Jia NPOBOKWPA NOJIarpa NpH NauMeHTH ¢ TEHASHLIMA 32 HUCKa eKCKPEIHA Ha TIHKOYHA KHCEIHHA.

CHHAPOM Ha Pell — MHOrO paaKko, HO MOTEHLIMATTHO XHROTO3acTpallaBalio 3a6onsBaHe,
HezabarHa MEIXHLIMHCKA NOMOLL. PHCKBT MOXeE N1a C€ YBENHYH AKO aLEeTHICATHLIWIOBA K



npH Te3n 3a60naBaHMsA, BLIIPEKH Ye HE € 10Ka3aHO HATHYME Ha TakaBa Bpb3ka. [TosiBaTa Ha NPOABDKUTENHO
NOBPLILAHE NPH Te3H 3ab0NABaHHA MOXKe /1a € IPH3HAK Ha CUHOPOM Ha Peii.

[Ip1 nauMenTH CTpanalllK oT TEXBK MIOK030-6-dochar nexuaporenazen geduuur (G6PD),
AUETHICATHLHIORATA KHCE/IHHA MOJXKE J1a NPEAH3BHKA XEMO/H32 WITH XeMONHMTHYHA aHeMHus. DakTopi,
KOMTO MOTAT Ja yBEeNH4aT PUCKa OT XEMOJIH3a Ca Hanp. BUCOKH /103H, TPECKA WIIH OCTPH HHBeKLMH.

To3n lekapcTBEH MPOAYKT chbAkpka 477 mg HATPHH Ha 1030Ba eQHHHULIA, KOWTO €A EKBHBAJICHTHH Ha
23,85 % oT npenoppUMTENHAS MAKCHMANEH AHEBEH NMPHEM OT 2 g HATpHid 3a BB3pacTeH.

4.5 BsauMoaeiicrsue ¢ APYrH JleKapCTBEHH NPOIYKTH H ApYrd GOpPMHA HA B3AHMOACHCTBHE

IipoTsHBonoka3zann KOMGHHANAH:
MetoTpeKeaT, H3M0JI3BaH B 1034 OT 15 mg/ceaMHYHO HIM NOBEYe:

[loBHLIeHa XEMATONOrHYHA TOKCHYHOCT Ha METOTpEKCAT (NOHHXKABAHE HAa OROPEUHHA KIHPBHC Ha
METOTPEKCAT OT NPOTHBOBLINANMTENHH IEKApCTBa B FONAMA CTEMEH M H3MECTBAHE HA METOTPEKCAT OT
HETOBOTO CBLP3BAHE ¢ MIIA3MEHHUTE MPOTEHHH OT CaHUHNATHTe )} (BXK. Touka 4.3 [IpoTHBONOKA3aHHA),

Kom6nuanun, KOHTO HAJATAT OPEANAZHH MEPKH NIPK H3NOJI3BAHE:
MetoTpexcaT, H3INOI3BAH B 103H NO-HUCKH oT 15 mg/ceamuuno:

[loBruena xemMaTonornyHa TOKCH4HOCT Ha METOTpPeKCaT (NOHMKABAHE HA OBOPEYHHA KIMPBHC HA
METOTpPEKCAT OT NPOTHBORB3NAMMTE/HH JICKAPCTBA B ro1sMa CTEMEH H U3MECTBAHE Ha METOTPEKCAT OT
HErOBOTO CBBP3IBAHE C IUTA3MEHHUTE ITPOTEHHH OT CANMLIHIATHTE).

ANTHKOATYJARTH, TPOMOOIHTHIH/APYrA HHXHOMTOPH Ha TPOMOOBUTHATA ArPerauMs/XemMocTasa:
[oeueH puck o KbpBeHe.

,[lpy[‘ll HECTEPOHAHH [IPOTHBOBRLINANHTE/IHH JIEKADCTBA CbC CAITHINJIATH:
[ToenineH PHCK OT A3BH H KbPBECHE OT CTOMALNHO-UYPCBHHA TPAKT, BCIEICTBHE HA CHHEPIHYHHKHA e(bCKT.

CesleKTHBHH HHXHOHTOPH HA 0GPATHOTO 3aXBAIAHE HA CEPOTOHHM:

[oBHIWEH PHCK OT KbPBEHE OT FOPHATA YaCT HA CTOMALUIHO-YPEBHUA TPAKT, MOPAAH BE3MOXKEH CHHEPrHUEH
edexr.

JAurokcun:
lnasmennTe KOHUEHTPALMK Ha THIOKCHH Ca TIOBHLUCHH, NOPAJH HaMandBaHe Ha 6BLOPEUHAaTa eKCKpELMAL.

ANTHANAGCTHH, HANIP. HHCYJTHH, cyadounaypeiiuu npoayKkTh:

[ToBHILEH XHNOrTHKEMHYEH eeKT OT BUCOKH N03M ALETHICATHLIMIIOBA KMCETHHA TTOCPEACTBOM
XHIAOMTHKEMHYHOTO IEHCTBHE HA AUETHICATULIMIOBATA KMCETHHA M H3MECTBaHe Ha Cy/IOHITYpesTa OT
MSCTOTO Ha CEBP3BaHE C MIIA3MEHHTE MPOTEHHH.

JAuypeTHIH B KOMOHHAIHS ¢ ANETHICATHIHIIOBA KHCEINHA:
Hamanssane Ha riioMmepynHaTa GUATPaLus NOCPEACTBOM MOHMKEH OBOPEYeH CHHTES Ha NPOCTANIAHINHH.

CHCTeMHH [IIOKOKOPTHKOM/IH, ¢ H3K/IKYEeHHe HA XHAPOKOPTH3IOH, H3M0,13BAH 32 3aMeCTBALIO
JiedeHne npu AauconoBa GoJiecT:
[MonmxeHH HHBA HA CATHLIMIATH B KPBBTA 10 BPEME HA JIEYEHKETO ¢ KOPTHKOCTEPOHIH NOPadH MOBHLIEHO

CIMMHWHHpAHE Ha CaNHUMIIATH OT KOPTHKOCTEPOHAH H PHCK OT CATTHLHIATHO npeao3vpaHe cnea cnipaHe Ha
TOBa JICUEHHE,

HHXHONTOPH HA AHTHOTEH3HH KoHBepTHpPAMHA en3um (ACE) B koMOHEADAS ¢ alleTHAC
KHCEJIHHA:

Hamanena rinomepynnara ¢puaTpauuns nocpescTBoM HHXHOMpaHe HA Ba30JWIATATOPHH N
Ocpen ToBa HaManeH aHTHXHIICPTEH3NBEH e(eKT.




Baanpoesa xucennua:
IloBHIIEHa TOKCHUHOCT Ha BA/INPOEBA KHCE/IUHA, TIOPAJIH U3MECTBAHE OT MECTATa Ha NPOTEHHHO CBbP3BaHE.

AJakoxou:
IMoBuieHO yBpEXKIaHE Ha CTOMALIHO-YPEBHATA IMIaBULA W YAL/DKABAHE BPEMETO Ha KbpPBEHE NOpajiH
afMTHBHHTE e(PeKTH Ha alETUNICATTHITWIOBATA KHCEJIHHA H ANKOXOJA.

VYpuko3ypHUHH cpeacTBa Kato GeniGpomapon, npobenennn:
Hamanen ypHko3ypHueH edekT (KOHKypeHUMs 32 eTMMHHHPAHE Ha TMKOYHATA KMCelIHHA upes OuOpedna
TyGynapHa ekcKpeuus).

4.6 @epruauTeT, BPeMEHHOCT H KhpMeHe

EBpemennocr

HuxnbHpaHeTo Ha NpocTarnaHAMHOBUA CHHTE3 MOXE [d MOB/HAE HEONAronpHATHO Ha GPeMEHHOCTTA W/HITH
emOpuoHanHoTo/peranto passurHe. JlaHHH OT €NMNWAEMHOIOTMYHH NPOYYBAHKS MPEATIONATaT YRETHUEH
PHCK OT abopT M Mandopmativy cien ynorpebara Ha MHXMOUTOpP Ha MPOCTATIAHAHHOBHA CUHTES B PAHHA
OpemennocT. CuyHTa Ce, Ye PHCKBT Ce YBEeNIH4YaBa ¢ J03aTa H MpOAb/DKHTETHOCTTA Ha neueHue, Hannunute
NAaHHH HE NOAKPETIAT BPB3KaTa MEXIY NPHEMa Ha aLETHWICAIHLUMIOBA KUCETHHA M TIOBUILIEH PHCK OT abopT.
3a aueTHNCANHLIMIOBATA KHCENHHE HATMYHUTE €MHAEMHO/IOTHYHH JaHHH OTHOCHO MapOpMaLHH He ca
€tHO3HA4YHH, HO NOBHLIEH PHCK OT FaCTPOCXU3MC HE MOXKE 1A Ce U3KMOUH. EAHO NPOoCcTeKTHBHO H3NKTBaHE
¢ eKCNO3uUMA Npu paHHa GpemenHocT (1-Bu — 4-Ti mecel) Ha okono 14 800 nBoiiku maiika-ere He
YCTAHOBABA HMUKAKBA BPb3Ka C NOBHLLUEHATA YECTOTA HA MandOpMaLIHH.

HanuTeanui ¢ :XMBOTHH NOKa3BaT peNpoiyKTHBHA TOKCUYHOCT (BK. L, [IpealTMHHYHH JaHHH 33
GezonacHoct”),

JlexapcTBeHH NPOYKTH, ChABPIKALIN ALUETHJICANKLNIOBA KMCENHHA He TpAOBa [a ce M3MON3BAT N0 BPEME Ha
MbLPBO U BTOPO TpHMeceuke Ha OPeMEHHOCTTA, OCBEH ako He e abCOMTHO HEOBX0AMMO. AKO NIEKAPCTBEHH
NPOAYKTH, ChABLPIKALLH ALIETHICANHLMIORA KHCEHHA CE H3MON3BAT OT JKEHA ONMHUTBALLA ce aa 3abpeMeHee
HJIK NO BPEME HA MLPBO B BTOPO TPUMECEUHE Ha GpeMeHHOCTTa, 103aTa TpAORA Ja € Bh3MOIKHO Hail-HUCKa H
NPOABLAKHTETHOCTTA Ha JIEHEHHE [Ia € PE3IMOXKHO Hali-KkpaTka.

Ort 20-Ta ceMHIa Ha OPEMEHHOCTTA HATATEK YNoTpebaTa Ha aueTHICATHLMIOBA KHCETHHA MOXKE 1a
NPUUHHHK OTUIOXHAPAMHHOH B pesysrrat na 6b0peuna nucdyHkuua Ha nnosaa. Tosa Moxke Aa ce clyuu
CKOpO Cfie]] 3aMo4BaHe HA NICUEHHETO W 0OHKHOBEHO € 0OpaTHMO cies npeycTaHoBABaHe. B gonmbiHenue,
1Ma ChOOLLEHHNA 3a CTECHABAHE Ha JYKTYC apTEPHO3YC CNIE/l NCYEHHE NIPe3 BTOPHA TPHMECTBP, IOBEYETO OT
KOWTO OT3BYYaBarT clie/l MpeKpaTaBaHe Ha JiedenHeTo. CneaoBaTenHo, 1eKapcTBeHH NPOAYKTH, ChAbpKALiH
ALETHICANHUMIORA KUCENTHHA, HE TPAOBa Ja ce H3MON3BAT MO BPEME Ha ITHPBO H BTOPO TPHMECEUHE Ha
6peMEeHHOCTTA, OCBEH aKO He € abCoMOTHO HeoOX0aMMO. AKO NIEKapCTBEHH MPOXYKTH, ChIbpPIKALLHA
ALETHACANHLMIOBA KUCENTHHA CE W3TION3BAT OT XKEHa, OITMTBALIA ce 1a 3abpeMeHee, WITH MO BPpEME Ha TTHPBO
M BTOPO TPHMeECceHHe Ha GpeMeHHOCTTa, fo3aTa TpAOBa Aa 6b/i¢ Bb3MOMKHO HA-HUCKA H
MPOALIKHUTENHOCTTA HA JICYEHHETO BB3MOXKHO Half-KpaTka. AHTeHaTalHo HabnioaeHue 3a
OJIMrOXUAPAMHHOH H CTECHABAHE Ha RYKTYC apTepHosyc Tpadpa na ce obMucan cnen ynotpeba Ha
aLIETHICANMLWIOBA KHCCJIHHA B MPOABL/DKEHHE HA HAKONKO AHH OT reCTALHOHHA CeAMHLA 20 HATATEK.
AueTHncanMuuIoBa KucenuHa Tpabea 1a ¢e npeyCTaHORH, AKO CE& YCTAHOBH OTMTOXUAPAMHHOH HJTH
CTECHABAHE Ha AYKTYC apTepHO3YC.

ITo Bpeme Ba TpeTo TpHMece He BCHYKH HHXHOHTOPH HA NPOCTAT/IAHAHHOBHS CHHTE3 MOXe Ja
NPHYHHAT HA deryca:
*  KapAHOIMYJIMOHA/IHA TOKCHYHOCT {NPEKAEBPEMEHHO CBUBAHE/3aTBAPAHE HAa AYKTYC apTepuosyc H
GenoapobHa xunepToHug),
e Obbpeuna aucdyHkUnA (BK. no-rope).

Huxuburopu Ha NpoCTArIAHAHHOBHA CHHTE3 MOTAT Ja HIJIOKAT H MAHKATA, H A€
6peMenHOCTTA HA:

~



L BbL3MOKHO YABIXKABAHE HA BPEMETO Ha KBPBCHE - aHTHKOArynaumHOHEH ecbelc'r, KoifTo MOXKe 1a ce
MOABK AOPH CNE MHOT'O HUCKH NO3H;

¢ [OTHCKAHE HA MAaTOYHHUTE KOHTpPAKLUHH, KOCTO fa AOBEAC A0 3a0aBeHO M NPpOABLIKHTEIHO paKIaHe,

CnenoBaTenHo alleTHACATHLMAOBATA KHCENHHA € MPOTHROMOKA32HA 10 BPEME HA TPETOTO TPUMECEUHE Ha
OpemeHHocTTa (BK. TOUKH 4.3 1 5.3).

KnpMmeHe
Canuuunarute 4 TeXHHTE MeTabDONUTH NMPEMHHABAT B MAIYHHOTO MIIAKO B MallkH KOJIHYECTBA.

Toit kato Aocera He ca HaGIOAABAHH HEXKENAHH peakLMH MPH HOBOPOAEHH cliel clydaiiHa ynotpeba,
OOMKHOBEHO HE € HANOKHTENHO NPEKbCBAHE HA KbpMeHeTO. [IpH penoBeH npHeM WK OPHEM HA BUCOKM
JI03M KbPMEHETO TPROBa Aa ce NMpeKbCHE PaHo.

PepTUIHTET

B13 ocHoBa Ha orpaHWueHuTe NYOIUKYBAHH JAaHHH, TPOYUBAHUATA NIPH XOpa HE MOKA3BAT IOCAEI0BATEAEH
e(eKT Ha alETHICATHLIMIOBATA KHCENHHA BbPXY YBPEXIAHETO Ha GepTHIIHOCTTA U HAMAE YOEIUTENHH
Jl0KazaTe/NCTBa OT NPOYUBAHHA BBPXY KHWBOTHH.

4.7 EdexTn BBpXy cnocofHOCTTA 32 mModHpane H pabora ¢ MAILHHK
He ca nabnionasanu edexty BpXy cnocofHOCTTA 3a iwodHpaHe W paboTta ¢ MallMHK.

4.8 Hexenann JIeKAPCTBEHH PEAKIINH

Habpoenure Hexxenanu nekapcteenu peakuud (HJIP) ce 0CHOBABAT HA CIIOHTAHHH MOCTMapKETHHTOBH
AOKNE/K 332 BCHYKH PA3HOBHAHOCTA HAa ACTIMDHH, BKITIOHHTE/IHO 33 NEPOPAIHO KPaTKO- U JBJIrOCPOMHO
JIeYSHHE, NOPaaH TOBA HE € MOAXOAALIO IPyIIHpaHE CLOPe. TPUTE KaTeropiH Ha yectota CIOMS,

HapyweHus Ha ropHaTa v A0/HA YaCT Ha CTOMAIIHO-4YPEBHHUA TPAKT, KATO YECTH MPH3HALIK H CHMITTOMH Ha
JIUCTIENCHA, CTOMALLIHO-4PEBHA M KOpeMHa 6onka, paaKo — CTOMALIIHO-YPEeBHO Bb3Na/leHHe, CTOMALIHO-
YpeBHa A3B4, MOTEHLUMANHO, HO MHOTO PAKO, BOJIEIA 10 XEMOPAryyHa CTOMAIIIHO-4pEBHA A3B4 K
nepopalLns Cbe ChbOTBETHHTE TAOOPATOPHY M KITMHHYHH MPH3HALM W CHMIOTOMM, YpeBHA AWadparMeHa
GosecT ¢ HEM3BECTHA HECTOTA (0COGEHO NPH NPOXB/KHTENHO JIeUeHHE).

[lopaan ¢Boa HHXHOHUTOPEH edeKkT BLPXY TPOMOOLIHTHTE, ALETHICAIHLIAIOBATA KHCENMHA MOXe 1a 6b/1e
CBbp3aHa C NOBHLIEH PHCK OT kbpeeHe. HalnonasaHo € KbpeeHe, KaTo MepHONepaTHBEH KPLBOH3IME,
X€MATOMM, €NMCTAKCUC, YPOTEHHTAMHO KbpBeHe, KbpBEHe OT BeHLIUTe. Psako 1o MHOro paako ca
ANOKNA/IBAHH CEPHO3HH KPBBOH3NIHBH KAaTO. CTOMALIHO-YPEBEH KPbBOMW3NIHE, MO3bYEH KPBBOM3IHE (0coBeHD
NpPH NAaUHEHTH ¢ HEKOHTPOJIHPAHA XHIIEPTOHUA W/IIH HA CBHITETCTRAILO JIEYEHHE C AHTMXEMOCTATHIH), KOHTO
B €IMHUYHH CTyYaH MOTAT Jia Ca MNOTEHLHATHO XXHBOTO3aCTPALIABALIH,

KpbBOH3NMBBT MOXE A2 NPHYMHH OCTPa H XPOHHYHA NOCTXEMOPArHYHA AHEMHSA/KeNA30-1eULMTHA aHEMUS
(nopaan Hanp. CKPUTO MHKPOKBPBEHE) ChC CHOTBETHUTE 1AGOPATOPHM M KIIMHHYHH MPH3HALHK U CHMIITOMH
KaTo: acTeHus, 6neaHocT, xunonepdy3ud.

Peakupy Ha CBPBXUYBCTBHTENHOCT ChC CHOTBETHHTE NaGOPaTOPHU H KIIMHUYHH NPOSBH BKJIIOYBAT
pecnuparopro 3abonseade, 060CTPEHO ¢ aCTIMPHH, JIEKH 0 YMEPEHH peakLMH MOTEHLHAIHO 3aCAraLM
KOXaTa, IMXaTeJIHHTE NbTHLLA, CTOMALIHO-YPEBHHS TPAKT H CHPAACUHO-CHAOBATA CHCTEMA, BKJTIOYHTETHO
CHMIITOMH KaTO OOPHB, YPTHKAPHA, OTOK, CbPOEXK, PHHUT, HA3aTHA KOHTECTHA, CLPASYHO-PECTIHPATOPEH
IUCTPEC U MHOI'C PAIKO TEXKKH PEaKLHH, BKIIFOUHTENHO aHADWTaKTHYEH LIOK.

Cunapom Ha KyHuc (ocTpa MHOKapaHa HCXeMUS Che WK Ge3 uibapkT Ha MHOKapAa Kato
Ha CBPBLXYYBCTBHTENHOCT) C HEM3BECTHA YeCTOTA (BXK. Touka 4.4).

MHoro psaiko ce crobluapa 3a NPEXOIHO YEPHOAPOGHO HAPYILEHHE ¢ NOBHINABAHE Ha
TPaHCaMWHA3H.



,[[oxna,usauu Ca CBETOBBPTEXK H LIYM B YIIHTE, KOUTO MOXKE /J1a ca [IPU3HAK Ha Tpe/Io3HpaHe.

XeMOoJIM3a U XEMOJIMTHYHA aHEMHS Ca JIOKIaZIBAHH NPH NALMEHTH C TEXBK IIII0K030-6-(ocdar
nexuaporeHasex aepuuur (G6PD).

Joxnansanu ca cbino Taka 6s0peuHo yBpexaaHe U octpa GbOpedHa HeIOCTaTEYHOCT.

CpobuiaBaHe Ha MOAO3UPAHH HEXKENAHH PeaKLIHK
CnobmaBaHeTo Ha No/I03MPaHK HeKeJTaH! PeakLiK clie]l pa3peluaBaHe 3a ynorpeda Ha JIeKapcTBEHHs

NpOAYKT € BaxkHO. Tosa no3posiaBa Ja NpoAbIKH HaOMIOAEHHETO Ha ChOTHOIIEHHETO MOJI3a/PUCK 3a
JIeKapCTBEHUA NPoAYKT. OT MEAMUMHCKHTE CNIELIMAJIMCTH Ce H3HCKBA 1a choOIaBaT BesKa MojAo3upaHa
HexeJlaHa PeaKLMsa upes:

M3nbaHuTENHA areHuus 110 JiekapcTBaTa

ya. Jamsu I'pyes” Ne 8

1303 Codus

ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ipenozupane

Canuuunarnara TokcuuHocet (> 100 mg/kg/aeBHo B npoabivkeHue Ha 2 IHM MOJKE /12 [PeIU3BKa
TOKCHYHOCT) MOKE J1a € pe3yJTaT OT XPOHHYHA, TEPaneBTHYHO NPHA0OUTa HHTOKCHKAIIHS H OT MOTELMATHO
HHUBOTO3aCTpaLIABALLM OCTPH MHTOKCHKALIWH (MPE103MPaHe), BApUPALIH OT ClTy4aifHO NOrTbILaHe NMpH Jena
J10 CllyyaiiHM UHTOKCHKALIMH.

XPOHHYHO OTPaBAHE ChC CATMLINIATH

XpOHMYHOTO OTPaBSHE ChC CATHLMIATH MOYXKe Ja ObJe CKPUTO, Thil KATO MPH3HALIATE H CHMITTOMMTE ca
Hecneunuuny. Jleka XpoHHYHA CATMIMIATHA HHTOKCHKALIMS WITH CATHIIHIM3BM, OOMKHOBEHO Ce MosABABa
€/1Ba CJIe/l MHOrokpaTHa ynorpeba Ha rojiemu 1034. CHMIITOMHTE BKITIOYBAT 3aMaiiBaHe, CBETOBBPTEXK, IIIYM
B YLIWTE, IIIyXO0Ta, H3MOTABaHE, rajleHe W NoBpbluaHe, rmapobonue, v 00bpPKBaHe W MOTAT Jia ce
KOHTPOJIMpAT upe3 HamansieaHe Ha jo3ata. lllym B ymmTe Moxke 1a ce MOSIBH MPH TUIA3MEHH KOHLIEHTPALUH
ot 150 o 300 mcg/ml. ITo-cepuo3nu HexxeNnaHH PeakLMK ce NOABABAT NPH KOHLeHTpauuu Haa 300 meg/ml.

Oc'rpa HHTOKCHKALMA CbC CaJIHUMIIATH

Tunuyna XapakTepHCTHKA HA OCTPA MHTOKCHKALHS € TeXKKO HapyLIEHHe Ha KMCETMHHO-AIKaIHU GanaHc,
KOHTO MO’Ke Jla BApHPa C B3PacTTa H TEKECTTa HA MHTOKCcHKalus. Haii-uectara nposiBa npu ena e
MeTabonuTHa anmnao3a. TexecTra Ha OTpaBsaHe He MOXe Ja ObJie OLeHeHa caMo OT IJla3sMeHaTa
KOHLIeHTpalus. AGcopOumATa Ha ALETHICATHIIMIIOBA KHCe/IMHA MOXKe 1a Ob/ie 3a0aBeHa nopajin HaMalIeHo
M3Mpa3BaHe Ha cToMaxa, oOpazyBaHe Ha KOHKPELMH B CTOMaxa WIH B pe3yJITaT Ha NOrIbLIAHE Ha
CTOMalIHO-yCTOHYMBH TabneTku. Mepkure, KOMTO TpaOBa 1a ce B3eMaT NpH HHTOKCHKALMS C
alIETH/ICAJTMIIMIIOBA KHCE/TMHA CE OMpPEEAT OT CTENeHTa, eTana | KIMHHYHUTE CUMITTOMH H B ChbOTBETCTBHE
ChC CTaHIAPTHHTE TEXHHUKH NpH oTpaBsHe. [TbpBuTe Mepky TpsOBa 1a GBAAT YCKOPEHO OTAE/SIHE Ha
JIEKApPCTBOTO, KAKTO H Bb3CTAHOBABAHE HA €IEKTPOIMTHHUS M KHUCEJTHHHO-ATKATHHS METaboIM3bM.

l'lopaJ:m KOMIUIEKCHHTE I'IaTOCIJI/IGHOHOFH‘-!HH eClJEKTH Ha CAJTHIIHJIATHOTO OTPaBAHE, IPH3HALIUTE H
CHMHTOMHTB/OTKPHTHH MPpH KIIMHHYHH H3NWUTBAaHHUA MOrarT J1a BKJIHOYBaT:

ol by

TIpH3HALA B CHMOTOMH OTKpHTHS NPH KIHHAYHHA TepaneBTHYHH MEPK .~. i g N

A3NATBAHAS “ ‘“-\ e
/ 'i“%ﬂ .

Jleka no cpenna Cromanisa npoMy




l'lpn:maun H CHMIITOMH

OTKpATHA NPH KJIMHHYHH
H3NUTBAHHS

TepaneBTHYHH MEPKH

HHTOKCHKALIHHA

MHOTOKpATHO MPH/IOKEHHE Ha
aKTUBEH BbIJIEH, (hopcupaHa
aJIkaHa Juypesa

Taxunues, XunepeeHTHIALIKA,
pecrnupaTopHa ajkasnosa

AJIKajieMHusl, alKanypus

BwacranoBsiBaHe Ha BOJHO-
eNeKTPOIMTHHS DajlaHC

Juadopeza

["apene, noBpbllaHe

Cpeana 10 TexKa
HHTOKCHKALHHA

CromaiHa npoMHBKa,
MHOT'OKPATHO MPHJIOXKEHHE Ha
aKTHBEH BbIUIEH, (hopcHpaHa
anKajaHa uypesa, XeMOoJHaIu3a
B TEKKH CTy4aH

PecnvpaTopHa ankanosa ¢
KOMIIeHcaTopHa MeTabouTHA
alHra03a

AuMaemMus, auMiy pus

Bb3cTaHoBgBaHE HA BOAHO-
e/IeKTpONHTHUS OanaHc

Xunepnupekcus

Bb3cTaHoBsiBaHe Ha BOIHO-
€JIEKTPOJIMTHHS DajaHc

Pecnuparophu: Bapupar ot
XHIEePBEHTHIIALIUS, HE-
kapauoreneH OesoipobeH o0Tok
J10 pecrnupaTopeH apecr,
acukcHs

CbpaeyHO-ChIOBH: BAPHPAT OT
JIUCPUTMUS, XHUITOTOHUS /10
ChPAEYHO-CH/IOB apecT

Hanp. KpbBHO Hansraue,
npomsHa B EKI

Boano-enekrponurha 3aryba:
AEXH/IpaTalHs, OJIUIYPHUS /10
6BOpevHa HeIOCTATLYHOCT

Harp. XMINOKaJIHeMHs,
XHIEpHATPHEMHS,
XHIOHATPHEMHA, NPOMEHEHA
ObOpeuHa GpyHKIMs

Bwb3craHoBsBaHe Ha BOAHO-
e/IeKTpONuTHHS OanaHc

Hapyiuen ritokosen
meTabonn3bLM, KeTo3a

XuneprivkeMus,
XUNorinkeMus (ocobeHo npu
neua)

IloBHIIEHH HMBA HA KETOHM

ILlym B yiuuTe, riyxora

CToMalIHO-YPEBHU: CTOMALLIHO-
YPEBHO KbpBEHE

XeMaroaoru4HU: BapHpaT OT
TPOMOOLUMTHO HHXHOMpaHe 10
KOaryJonarus

Hanp. Y abokaBade Ha PT,
XUMNONPOTPOMOMUHEMHSI

HeBponoruunu: TokcuuHa
eHuedanonaTus U enpecus Ha
[{HC ¢ nposisu Bapupaium ot
CBHJIMBOCT, OOBPKBaHE /10 KOMa
H I'bpHOBE

5.  ®APMAKOJIOTMYHHU CBOMCTBA

5.1 ®apmakoAHHAMHMYHH CBOHCTBA

(dapmaxotepanesTuyHa rpyna: Hepsha cucrema, Apyru aHaIreTHUM W AaHTHITMPETHLIM,

KHCEJIHHA H MPOH3BO/IHH.




ATC kon: NO2BAOI

MexaHM3tM Ha ACHCTBHE

AIJ.CTHJ'IC&J'[HL[HJ’IOB&T& KHCEIIHHA npnna;.wemn KBbM Irpynata Ha KHCEJIHHHHTE HCCTCPOHI[HH
NPOTHBOBBL3NAIHTENHH JIEKAPCTBA C AHANINETHYHH, aHTUNUPETHYHY H NPOTHBOBL3NATHTE/IHH CBOiicTBA.
HeinnaT MexaHu3sM Ha JeHCTBHE ce OCHOBaBa HA HEOOPATHMO HHXMOHpaHE Ha LIMKI0OKCUI€HAZHHTE
€H3MMH, BKJIIOYEHH B NIPOCTArTIAHIHHOBUA CHHTES.

QapmakoaMHaMHUHK edekTH

AUETHICANHIIMNORATA KHCETHHA B NIEPOpaHK 1034 o6ukHOBeHO mexay 0,3 u 1,0 g ce u3non3ea 3a
obniexyapane Ha 60s1Kka ¥ ek GeOPHITHY CHCTOAHHUA, IPH NPOCTYAA U TPH, 38 NMOHHKABAHE Ha
TeMneparypara H 00NeK4aBaHe Ha CTABHH M MYCKYJIHH GONKH.

H3nonsea ce CBIO U NIPH OCTPH H XPOHHUYHH BE3INMNATHTC/THH HApYLIEHHA, KAaTO peBMAaTOMACH apTpMT,
OCTEOAPTPHT 1 aHKHNO3Upall CNIOHOWIUT,

ALETHICANHITMNIOBATA KHCEIMHA CBLIO TaKa HHXWOKpa arperauaTa Ha TpoMOOIHTHTE KaTo Gnokupa
cHHTe3a Ha TpomBokcan Az B TpoMbouuTHTe. [10 TO3W HaUMH AUETHIICANMIIMIORATA KUCETHHA CE H3NOJI3Ba
NpH pazIHYHH CbAOBH NOKa3aHuA B 103K obukHoBeHO 75 no 300 mg aHeRHoO.

5.2 (PapmakoKHHETHYHH CBOHCTEa

Abcopbuns

Cnen nepopanHo NpUIOXEHHE aLETHIICATHLIMIIOBATA KMCeHHa ce abcopGHpa 61,p30 U HAITBAHO OT racTpo-
MHTECTHHATHHSA TpakT. [lo BpeMe Ha v cnen abcopOums aueTHICANIHLMIOBATA KHCENWHA C€ KOHBEPTHPA B
CBOA IMaBeH MeTaboJIUT CANHLMIOBA KHCENHHA, MaKkCHManHUTE MNasMeHH CTOHHOCTH ¢ NOCTUIraT cies
10 — 20 MHHYTH 3a aUETUACATMUKIOBATA KHCENIHHA H CLOTBETHO cnen 0,3 - 2 Yaca 33 canuuMiIoBaTa
KHCENUHA.

Pasnpenenenue
AUETHICANHUMNO0BATA H CATHLIMIOBA KHCENHHA CE CBBP3BAT H3KITFOUHTENHO 3APABO ¢ M1a3MEHWTE NPOTEHHK
H CE pasnpeAciaT Obp30 B TENECHHTE TEUHOCTH.

buorpaHchopmalks
CanuumunoBara KHCENMHA CE NOABABA B KbPMaTa W NPEMHHABA B IL1ALEHTATA,

EnumunupaHe

ALETHICATHUNNOBATA KHCEHHA CE NPERPBLIA B OCHOBHHA CH METAOOHT CATHLIMNOBA KHCETHMHA.
AUETH/I0BaTa IpyTia Ha ALETHICANHLIMIOBATA KHCENMHA 3a1104Ba A CE OTAENS XMAPOIMTHYHO AOPH IO
BpeMe Ha NPEMHHABAHETO Npe3 IMraBHLIATA HA YEPRATA, HO OCHOBHO TO3H MPOLIEC POTHYA B YepHHUS Jpo0.
MeTtaGonuTtuTe i BKNIOUBAT CATHUMIINHKOUYHA KHCEJIMHA, CANULMIGMEHONOB TIIIOKYPOHH, CATHLIHAOB
rIOKYPOHK, FEHTH3MHOBA KHMCEJIHHA W MeHTUZHHNMKOYHA KHCEIHHA.

En¥MuHALHOHHATA KWHETHKA Ha CAUTMLIMIIOBATA KMCE/IHHA € 3aBHCHMA OT /103aTa, ThH KaTo MeTaGonnaMsbT e
OFPaHHYEH OT KanauHTeTa Ha 4epHOAPOGHHTE eH3UMH. ENHMHHAUMOHHHAT NONYXMBOT Bapupa Mexay 2 1o
3 yaca cnefl IpMeM Ha HUCKM J103M 10 oKono 15 uaca 3a BiucokuTe 103H. CanMLuaosaTa KMCEIMHA H HeliHWTE
MeTalbONNTH CE eKCKPETHPAT riaBHO 4pe3 6u6penuTe.

5.3 IlpeaxanHHYHH XaHHH 32 He30MACHOCT

[peaxknuHnuluAT npodua 3a 6€30MacHOCT Ha aLETHIICATIMLMIIOBATA KHCENHHA € nobpe noxy,uemnpaﬂ- ‘
N
B npoy4saHua npH >KMBOTHH CANHLIMIATHTE NPHYMHABAT yBpex1aHe Ha Gu6peunTe np @%}d{ nmy 603; %
APYTH YBPEHKAAHHUS.

AUETUNICAJIMUMNOBATA KHCENMHA € IHPOKO W3CIEARAHA M Vilro W in vivo 3a MyTareHH
H HE € YCTAHOBEHO 3HAYHMO JOKA3ATENCTRBO 32 MYTAreHeH HITH KAHLCPONeHEH ITOTEHII




Canuunnatute NposBsBaT TEPATOTCHHH e(DEKTH NpY M3CNENBAHHA BbPXY pa3/iIMiHH BUAOBE XMBOTHH.
Onucany ca clyvyad Ha HAPYLUIEHHS MPH UMIUTAHTALIHA, EMOPHUOTOKCHYHH M QETOTOKCHUYHH eheKTH H
YBPEXIaHe Ha cnocOOHOCTTA 33 yueHe B MOKONEHHETO CNe/l MPEHATATHA €KCTIO3ZULINA.

6. OAPMALNEBTHYHH JAHHU

6.1 ChnHcBK HA TOMOUTHHTE BeNIeCTBA

Hatpues xunporenkapbonar

JluMoHeHa kHcenuHa

ITosuaon 25

3axapuH HaTpui

JlumoHoBa eceHuMs

JlaitMoBa ecenums

JAHUMETUKOH/KaNUHER CHITHKAT

Hokysar Harpuii/uarpuen 6enzoar

6.2 HecLBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok na rognoct

3 roauHu
Ja He ce ynotpebapa cnell M3THUAHE CPOKaA Ha FOJHOCT.

6.4 ChpemHalHH YCJIOBHS HA CLXPAHEHHE

Ja ce cuxpanssa non 25 °C.
Jla ce cbxpaHaBa Ha MACTO, HEIOCTRIHO 3a Aea.

6.5 BH] H cLIbPAKAHHE HA ONAKOBKATA

10, 20 edepBecueHTHH TabneTku

He BCHUYKH BHIOBE ONIAKOBKH MoraT Aa 6baar MmycHATH Ha 1asapa.

6.6 CneunsajJHH NpeANa3HH MEPKH NPH H3XBbpJsine

Heunanon3saHUAT NpOAYKT UMM OTNAIbYHHTE MATEPHANH OT HETO TPAGBA A Ce U3XBBLPIAT B ChOTBETCTBHE C
MECTHHTE HZHCKBAHHA.

7. IIPUTEXKATEJ HA PABPEIUEHHETO 3A YIIOTPEBA

Baiiep bunrapua EOQJ]

6yn. ,,llapurpancko moce Ne 115M, naprep

1784 Cotpua
benrapus

8. HOMEP HA PAPEIIEHHUETO 3A YIIOTPEBA

Peructpaunone Ne 20010171

9. JATA HA ITBPBO PA3ZPEINNABAHE/IIOJHOBSAABAHE HA PA3PEHIEHI¢IE’}\O §
YIIOTPEBA



Jara Ha nbpBo paspewsarane: 21 aHyapu 2001 r.
Jata Ha nocnenHo nogHosasaHe: 28 wnu 2011 r.

10. JATA HA AKTYAJIMBHUPAHE HA TEKCTA

04/2026
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