JIucroska: nudopmManus 3a noTrpeduTE s a('kj Ab 0O 9O

ACITUPUH" YJITPA 500 mg o6BuTH Tad/1eTKH 10 -09- 717
ASPIRIN® ULTRA 500 mg coated tablets ~6 6 4 / 7 09- 7024

aueTuiacanMuMiioBa kucenuna/acetylsalicylic acid

IIpoueTeTe BHHMATEIHO USJIATA JJHCTOBKA NPEAH A 3a0YHeTe /1A IpHeMaTe TOBA JIEKAPCTBO, Thi

KATO TH ChABbPKA BakHa 3a Bac undopmanusa.

Bunaru npuemaiTe TOBa JIEKApCTBO TOYHO KAKTO € OMKUCAHO B Ta3HW JIMCTOBKA UJIM KakTo Bu e ka3an Baiuus

neKap win ¢gapmalesr.

- 3anasere Ta3M JUCTOBKA. MOKe 1a ce HAJIOKHU J1a g NMpoYeTeTe OTHOBO.

- AKO ce Hy>XJaeTe OT JAOMbJIHUTEIHA UH(OpMaLIMa WK CbBET, nonuTaiTe Bawmsa ¢apmauesr.

- AKO nojyuyuTe HAKaKBH HEKEJIaHM JIEKAPCTBEHHU peaklMH, yBegomere Bawuus jiekap wiu ¢papmMalieBT.
ToBa BKJIHOUBA U BCHYKH Bb3MOYKHH HEXKEJIaHW peaklui, HEOMUCAHU B Ta3M JIMCTOBKA. BukTe TOuKa 4.

- AKo cie 3 AHU HE ce YyBCTBaTe 10-100pe Uiu CbCeTossHHETO Bu ce Biowuu, TpsaOBa aa noTbpcUTe
JIeKapcKa rnmoMolll.

KakBo cbAbpKa TA3H JIHCTOBKA:

KakBo npeacrasisea ACIUpPUH YITpa M 3a KAKBO C€ M3I10J13Ba
KakBo TpsiOBa ja 3HaeTe npeau aa npyeMere ACNUpHH YTpa
Kak na npuemare AcnupuH YJiiTpa

Bb3MOXKHHU HEXKENTaHH peakLiuy

Kak na cexpanssare AcnupuvH YTpa

Chabp)KaHHE Ha OMAKOBKATa U AOMBbJIHUTEIHA HHpOpMALUS

Gt DN e W b

1. Kakso npeacraBisiBa ACHHPHH YJITPa H 32 KAKBO Ce H3110J13Ba

AcrnupuH YTpa Cbabprka aleTUIICATULIMIIOBA KMCEIMHA, KOSATO O0Jiek4yaBa OoJikaTa U NOHW)KaBa
Temneparypara. Ocurypsia Obp30 obsiekyaBaHe Ha OoJikaTa, KOETO ce Ib/DKM Ha Obp30 pa3TBapsiHe U Obp30
YCBOSIBAHE HA aLIETUJICAJIMLIMJIOBA KMCETUHA.

AcCNUpUH YIITpa € aHAJIFETUYHO U aHTUITUPETHYHO JIEKapCTBO M Cnaja KbM rpyrnara Ha
MPOTHBOBB3NAIMTEIHUTE JIEKAPCTBEHH TMPOAYKTH.

AcnupuH YJTpa € nokasaH 3a o0JieKYeHHe Ha CUMIITOMUTE MpU rinaBodosine, 35000051, O0JKH B I'bplioTo,
MEHCTpYaJIHU O00JIKH, OONIKM B MYCKYJIMTE U CTaBUTe, 00JIKH B I'bp0Oa, Jieka apTpuTHa 0oJKa.
[Ipn npoctyaa winu rpumn 3a CAMNTOMAaTUYHO JiIeYeHUe Ha 00JIKa M MOBHILIEHA TeJIeCHA TEMIepaTypa.

3abenexcka:

llopaou puck om cunopoma na Peu (3abonsasane, Koemo 3acsiea Mo3vbKd U YepHusi Opod u npomuyda c
ACUBOMO3ACMPAULABAUYU CUMNIMOMU), AYEMUWICAIUYWI08A KUCCIUHA He OUBA 0a ce 0asa Ha Oeya wiu IOHOULU
C Qhebpunu CbCMOAHUA, OC8EH AKO MOBA HE € UPUUHO NPEONUCAHO OM JIeKAp UAU AKO Opy2u mepanesmuytu
MepKu ca ce okazanu HeeukacHu (6xc. mouka 2).

He OuBa na Bzemare AcnupuH YaTpa npoab/KUTETHO BpeMe (IoBeye oT 3 JIHW) WM B roJieMu 1034 Oe3 Jia
CT€ C€ KOHCYJTUpPAIM NpeaBapUTe/IHO ¢ Baluus nekyBalil Jiekap UK CTOMaTOoJIoT .

AKO ciien 3 JIHM He ce YyBCTBaTe Mno-a00pe Wik cbeTossHUeTo Bu ce Biiowu, TpsOBa aa n
MOMOIII.



2. Kakpo TpabBa 1a 3HaeTe npeH A NpHeMeTe ACNIHPHH Yarpa

He npuemaiiTe ACHHpHMH YJaTpa

- AKO CT€ AJEPrHYHMKDBM ALCTUIICATHUIUIOBA KUCEITMHA UIH KbM HAKOA OT OCTAHAJIIMTE CLCTABKH Ha
TOBa JSieKapcTBO (M30pOEHH B TO4YKA O);

- AKO CT€ AJePru4HH KbM APYrY CATALNAATH,

- aK0 HMATe A3Ba HA CTOMAXA HJIK HA IBAHANECETONPbLCTHHKA,;

- AK0 HMAaTe CKJIOHHOCT KbM KPbBOH3JIMBH,

- AKO HMATE aCTMA, KOATO CE€ NPEAN3BHKBA OT NPUIAraHe Ha CaluLMIATH WIH cyOCTaHUMH ¢ NoA00HO
nekcTBre, 0COOEHO HECTEPOU/AHU MPOTHBOBLINATHUTENIHU JIEKAPCTBA;

- npu KOMOHHHUpaHE ¢ METOTPEKCAT BbB BUCOKH A03M (> 15 mg/ceamMuyHo);

- rnpe3 NocjaeAHOTO TpUMece e Ha OpeMeHHOCTTa (BUXKTE ,,bpeMEHHOCT, KbpMeHE U PEPTHANHTET ),

- aKo MMaTe Texkka ObOpeuHa nnu vyepHogpodbHa HELOCTATBYHOCT;

- aKo MMAaTe TeXKa ChbpeuHa HeJJOCTATbUHOCT, KOSATO HE € aA€KBATHO KOHTPOIUpaHA ¢ JIeKapCTBa.

ACHHPHH YJ'ITPH Ad HE CC NIPpHJIara nNpH acua nojx 16-roanmina BBE3IpAacCT, OCBCH 110 H3PDHYHO JCKAPCKO
NpeANnHCAHHE.

Ilpeaynpexaenusa H npeaAnasHu MEpPKH

["'oBopeTe ¢ Bawius nekap wiu gapmauesT, npeau aa npuemere Acnvpur Yiarpa.

[To-gony ca omMcaHu ciiydau, B KOUTO MOXE Aa npueMarte ACNUPUH YTpa eJUHCTBEHO NPH ONpPeacsieHu
O00CTOATENCTBA H CbC CNELHAIHO BHUMaHHe. MoJis, KoHCyATHpaiTe ¢e ¢ Balus nekap Mnu gapmMatieBT, ako
HAKOH OT TE3U C/Iy4YaK € HATUUE WK € HMAJIO TAKbB B MUHAIOTO.

Ynotpebata Ha ACMUPHH YNTpa U3UCKBA CNELMAIHO BHUMAHWE (Hanp. No-AbJIrM HHTEPBA/IM MEXAY JO3HUTE
WK MO-MATKH J03H) H MEIMLUMHCKO HaDIKAeHHE, aKo:

- CT€ anepruyHM (CBPbXYYBCTBHTENHN) KbM APYIH aHAINETHYHH, NPOTHBOBB3MANIUTE/IHY HIIH
NPOTHBOPEBMATUUYHH JIEKAPCTBA UIIH AKO UMATE APYTHd AJIEpruu;

- B CbLIOTO BpeMe B3eMaTe aHTHKOAryJIaHTHH Jiekapcrea (guoicme |, pyzu nexapemea u Acnupun
YVampa™),

- ¢Tpanate oT OpoHxXHanHa acTMa, CEHHAa XPeEMa, MOJUITK B HOCA;

- MMaTe XPOHHYHH WA fIOBTAPALLM CE€ OMTAKBAHUA CBbP3aHU CbC CTOMAXA MU
IBaHAAECETONPBCTHHKA, UK HMA JaHHU 33 CTOMALIHO-YPEBHU A3BH B MHHAJIOTO, BKIIKOYUTERHO
XPOHMYHA WIIM peluaHBHpalla (NosTapaa ce) a3seHa 00JecT, WK UMa JaHHH 34 KbPBEHE OT
CTOMAUIHO-4YPEBHUS TPAKT B MUHAJIOTO,

- YMaTe HapylieHa ObOpeuHa QYyHKUMA WM MPH MaUMEHTH C HapyllieHa CbpAEYHO-ChA0BA
uupKyrauds (Hanp. 6s6peuHo cbaoBo 3abonspaHe, KOHMECTHBHA CBPASCYHA HEAOCTATBYHOCT,
XHITOBOJIEMHSA, OJISMa ONnepauys, OTPaBAHE Ha KPBbBTA {CENCUC) WK TOJIEMH XEMOPAru4Hy
CHOUTHA), THH KATO AUETHICATHLHIOBATA KUCETMHA MOXKE ICMBIHUTETHO A MOBHLIK PHCKA OT
O6BOpeuHo yBpexaaHe unu ocTpa dbOpeuHa HeROCTATLYHOCT;

-  MMaTE HapyuIeHa YepHOAPOOHa (PYHKLMA;

- CT€ Ha JHeTa ¢ KOHTPOJIUPAH [PHEM HA HATPHH
| TabneTka ceabprka 3 mmol (72 mg) HaTpui.

AUETHACATHLIMIOBATA KHCETMHA MOXKE Ja NMPOBOKUPA NOoABaTa Ha OPOHXHATTHU CNa3MH U J1a MpeaU3BHKa
ACTMATHYHH MPUCTBITH WK APYTH pPeaKLMH HA CBPBbXUYBCTBHUTENHOCT. PUCKOBH (PaKTOpH ca HacTOsLIA
OpOHXHA/IHa acTMAa, CEHHA XpeMa, NMOJIHMK B HOCAa UM XPOHHYHA AMXATENHA HEAOCTATHYHOCT, ToRa ce

OTHAC4 M 33 NALMEHTH C aAICPTUYHH PeakUHH (HaMp. KOXKHH peakLiuu, CbpOex, yPpTUKAPHSA) KbM APYIH
cydcTaHUuMH.

MHTEPBEHLIMA (BKIJI. MAJIKH ONEepallliM, Hamnp. €KCTPAKUHUH Ha 310).

an HUCKH J03H AlECTHICATHLINI0BaATa2 KUCE/THHA HaAMAJIABA OTACIAHCTO Ha THKOYHA KH
Aa OTKIHOYH nojarpa y naudCHTH, KOMTO UMAT BCHC CKNOHHOCT KBEM HAMANCHO OTACHAH
KHCCJTUHA.




[Tpy naLMeHTH, CTPAIALLM OT TEXBK rNOK030-6-pocdat nexuaporenasen nepuunr (G6PD),
aAUEeTUICANHLMIOBATA KHCENWHA MOXeE Aa [PeAH3BHUKA Pa3KbCBaHE HA YEPBEHHTE KPBBHH KIETKHU —
EPUTPOLIMTH, U OCBOOOKIaBaHE HA CHABPKALLUSA CE B TAX XEMOTIO0OHH B OKOTHUTE TEYHOCTH (XEMOJIH3A)
WA HEBB3MOMKHOCT KOCTHMA MO3bK Ja KOMIIEHCHpa 3arybaTta Ha epUTpOLMTH (XEMOJUTHYHA aHEMMS ).
(hakTopH, KOUTO MOTaT Aa yBeIWYaT PUCKA OT XEMOJIH3a Ca Hanp. BUCOKH J03H, TPECKA HITK OCTPH

UHPEeKUKN.

Jldena # OHOIIH
AlleTUNncanTULUIIOBA KMCeNuHA He OMBa Aa ce Aasa Ha Aeua Wid Howu ¢ dedpuntn 3abonsaBaHus, OCBEH

aKO TOBA HE € MPEANNUCAHO H3PUUHO OT JIEKap W ApPYryd TEPaneBTUYHH MEPKH Ca CE OKa3a/Iu HES(PHUKACHHU.
MNpoabmKUTENHO NOBPBLIAHE BbB BPB3Ka C TakuBa 3ab0ngBaHuA MOXke Ja ObAe NPU3HAK 3a CUHAPOMAa Ha
Peit. Toea € eBHOHA MHOTO pAAKa NOTEHUMANHO haTanHa D0NeCT, KOSTO U3MCKBA He3aDaBHO MEJULMHCKO

HabONIoIEeHHE U JIeYEHHUE.

JApyru JekapcTBa 0 Acnnupuu YaTpa
Tpsa6Ba na kaxeTe Ha Bauus nekap Hiu GapMalesT, ako NPHEMATe, HACKOPO CTE MIPUEMAITH HITH €

Bb3MOXKHO J1a IPHEMETE APYrH JIeKapcTaa.

EdekTure Ha NekapCTBaTa WK MPYINHTE OT BEUICCTBA, MPEACTABEHH [I0-A0NY, MOTAT Ja ObAAT NOBAHSIHHU OT
eaHOBpeMeHHaTa ynotpeda ¢ AcnupHH Yirpa.

ACIHPHH YJTpa 3aCHIBA:

- [eHCTBHETO Ha aHTUKOAryJaHTUTe (JIEKapCTRA, MOBIMABALUHN KPbBOCHLCUPBAHETO) (HAIp. NPOH3BOAHHUTE
Ha KyMapHHa H XernapHHa);

- pHUCKa OT CTOMALIHO-YPEBEH KPHLBOW3/IUB MPU €AHOBPEMEHEH NPUEM Ha ANKOXOJ, CENEKTHBHU
HWHXHOUTOPH Ha 0OPaTUMOTO 3aXBalllaHe HAa CEPOTOHHMHA (JIEKAPCTBA 34 JICHEHWE HA JENpPecHs ) UiH
MeJIMKAMEHTH, KOUTO ChABPXKAT KOPTHU30H U NMOA0OHH Ha KOPTU30HA BELUECTBA (C UBKIIKOHUEHHE Ha
NPOAYKTHTE, KOUTO CE€ TIPUAArar JOKAJIHO HAH XKAPOKOPTHU30H, M3MTOJI3BaH 32 3aMECTBALLO ICHEHUE MTPU
ANHKCOHOBA O0ONECT);

- NeWCTBHETO Ha HAKOH JIEKapCTBa, NOHHXaBalllH KpbBHATA 3axap (MHCY/IHMH, CyNdaHUNypeRHn CpeacTBa);

- JKEJIAHWUTE W HEXKeNaHU e(eKTH Ha METOTpEKCAT (JIEKapCTBO 3a JIeUEHHe Ha 3/I0KAYECTBEHH 3a00ABaHUSA
W pEBMATOUIEH ApTPUT);

- MIa3sMeHHUTE KOHLEHTPALUMK HA JMIOKCHH (NeKapCTBO 3a IEUEHUE Ha Chp/eUHHa HEAOCTATHLYHOCT) B
KPbBTA;

- KEJAHHUTE W HEXKeNaHH ePEKTH HA OTAENHA rpyna aHAITCTHYHH KW NPOTHBOBL3NANTHTEIHH JIEKAPCTBa
(HeCTepOHAHH NPOTUBOBRL3NATUTENHHN IPOAYKTH),

- edpekTa Ha BaNNpOEBaTa KUCENMHA, NEKAPCTBEH NMPOAYKT 32 JICUEHHUE Ha €TTHIIENCHA.

ACIHpHH YJaTpa HAMAJNIABA JeHCTBHETO HA:

- HSIKOM JIEKapCTRA 3a NMOBUIIABAHE OTAEJIAHETO HA YPHUHA (AHTArOHUCTHTE HA AMA0CTEPOHA U JHYPETHLIMTE
C MPOABILKUTEHO JEHCTBUE);

- AHTHXHIEPTEH3HBHUTE JIEKAPCTBRA (JIEKApCTBa 3a NOHMMABAHE HA KPbBHOTO HAMATAHE);

- eKapcTBa 3a Nojarpa, KOMTO 3aCHABAT OTAENHETO HA MMKOYHA KUCENHHA (Hanp. npobeHeuua,
OeH30poMapoH).

CrenoBartesHo, MALUHEHTHTE HEe OMBa J]a B3eMaT ACMHUPHH YIiTpa eJHOBPEMEHHO C HAKOE OT rope-

CIMOMEHATHTE NEeKAPCTBA, OCBEH AKO TOBA H3PHYHO HE € MPEANUCAHO OT JieKap.

ACnMpPHH Y/Tpa ¢ XpaHa, HANHTKH H AJKOX0
TabneTknTe ce B3eMAT CNe XpaHEHe, ¢ NoJIAMO KOJRYECTBO BOAA.
He npuemMaiite Acnupus YnTpa ¢ ankoxoil.

bpemenHOCT, KbpMeHe H QepTHIHTET
AKO cTe OpeMeHHA UM KbPMHUTE, cMATaTe, Y€ MOXKe a cTe GpeMeHHa UM TUlaHupa
nockLBeTBaliTe ce ¢ Bawuna nekap unu dapmMauerT npean ynorpedara Ha TOBa Jiekapc




bpeMeHHOCT — NMOCTAEJEH TPHMECTBP

He npuemaiite Acnupud YiaTpa npe3 NocneHUTe TpY MeceLa Ha OpEMEHHOCTTA, Thid KATO MOXeE J1a
HaBpeaWd HAa HepoAeHOTO By aere WK Aa NPHYUHH YCIOMHEHHA 32 MAKKATa U 1E€TETO N0 BPeME Ha paykaaHe.
Moxe aa npuuHHE 660peunn U cbpaeuku npobiemu Ha Bawero HepoaeHo 6ebe. Moxe na nosnusae Ha
CKJIOHHOCTTa KbM KbpBeHe npu Bac u Bawero 6ebe u aa NnpHYKMHH NO-KbCHO WIK MO-ABTO paxJaHe OT

OYaKBAHOTO.

bpemMeHHOCT — NHLPBH H BTOPH TPHMECTBLP

He TpabBa aa npyemate AcnupuHd YiTpa npe3 nbpBUTE 6 Mecela oT OpEMEHHOCTTa, OCBEH aKO HE €
abconoTHO He0OX0AUMO W Npernopb4aHo oT Baluus iekap. AKO UMaTe Hy»XJa OT JIEUYEHHUE Npe3 TO3H NMEPUO
WJSIK NOKATO Ce ONUTBATE Aa 3abpeMeHeeTe, TpSOBa Aa ¢e M3NoA38a Hal-HUCKATa /1034 3a Bb3MOXHO HaH-
KpaTKo BpeMe. AKO Ce IpHeMa MoBeYe OT HAKOAKO AHM oT 20-Ta ceagmMuLa Ha OpEMEHHOCTTA HATATHK,
AcnupHuH YnTpa MOxe fia npuHuHU nipobaemu ¢ OuOpeunTe npu Bawero HepoaeHo 6ebe, KoeTo MoXe aa
A0Bede A0 HUCKK HUBA HA AMHUOTHUYHATA TEUHOCT, KOATO 3a00uKang 6e6eTo (ONMroXHaApaMHUOH) WK
CTECHABaHE Ha KPBBOHOCEH CbA { AYKTYC apTEPHO3YC) B ChPLETO HA OeDETO. AKO C€ HYXKRAETE OT JIEHEHHE 3a
MOBEYE OT HAKOJIKO AHH, BauuaT fexap Moxe Aa npenopsbyua J0MbIHUTEIIHO HAOMOAEHHE.

KbpMeHe

Manky Konn4yecTBa OT aUETHICATMLUIOBA KUCENTHHA H HEHRHWTE MeTaDOIMTH NPEMUHABAT B MAHYHHOTO
MIAKO. Thii KaTo gocera He ca ChoOLIEHW BpeAHH ePEKTH, OOUKHOBEHO HE € HEOOXO0AMMO J1a NPEKPATHUTE
KbPMEHETO MO BPEME Ha KPaTKOTpaiHO nedeHUe Ha DonKa WM BUCOKa TeMrnepaTtypa ¢ ACITUpHH YTpa rpu
npenopbyaHaTa By go3a. AKo B W3K/MOYWTENRHH Cliy4Yau ca NMpeanucaHi NpoALIKUTENHA Tepanks WK no-
roJieMHd 1034 (MoBeue OT 6 TaONETKU AHEBHO), Cle/iBa Aa C€ OOMMUCIIH CBOEBPEMEHHO NPEKPATABAHE HA

KbpPMEHETO.

PepTUNUTET
B13 ocHOBa Ha orpaHuueHHUTE NyOMMKYBaHHU JaHHH, NPOYHBAHHATA MPH XOpa HE NMOKA3BAT N0CIEA0BATEEH

eeKT Ha aUSTUNICANMIIMIIOBATA KUCENMHA BbPXY YBPESHKIAHETO Ha (PEPTUNHOCTTA KW HAMA YOeAUTEIHH
0KAa3aTesICTBa OT NPOYUBAHHKSA BBPXY XKHUBOTHHU.

IMogupane n padbora ¢ MALIHHH
ALIETHICATMLAIOBA KMCENHHA HE NOBAKSIBA CNOCOOHOCTTA 3a wodupane U padoTa ¢ MalLUHHA,

ACNHPHH YITpa CbABPKA HATPHH
Toaa nekapcTBo cbabpxa 71,7 mg HaTpuid (OCHOBHA CbCTaBKa HA rOTBAPCKATa/Tpane3HaTa coji) BbB
BCsAka TabieTka. TOBa KOJAHMYECTBO € EKBUBANEHTHO Ha 3,6% OT NpenoppUMTENIHUSI MAKCUMAJIEH JHEBEH

XpaHUTENEH NPUEM HAa HATPHH 3a Bb3PACTEH.
3. Kak na npuemarte ACiMpHH Y./arpa

Bunaru npuematite ToBa 1€KapCcTBO TOYHO KAKTO € OMHUCAHO B Ta3U NMCTOBKA UK KaxTo Bu e kazan Bawmusar
neKap Wnu papMaUeBT. AKO HE CTe CHI'YPHH B Hello, nonuTaitte Baiung nexkap uan dgapMauesT.

[IpenopbunrenHata no3a €:
Bb3pacTHH: |-2 TableTkW KaTo eAHOKpAaTHA 1032, KOSITO NPH HeOOXO0AUMOCT MOXE A4 Ce NMOBTapH cliel
MHHUMYM 4 yaca. MakcumanHara aneBHa go3a ot 4000 mg He buBa na ce HaaBULLIABA,

Ynorpe6a npu aena B WHOUIH
Jlo3uposkaTa rpu geua f1a ObAe cnen KOHCYTalms ¢ JieKap.

Jlozata TpsadBa Aa ce HAMAIK WIH HHTEPBABT MEXAY J03MTe Aa CE€ YBENHUYH N
yepHoApoOHa nnu 6bOpedHa GyHKUHA.

Hauud Ha NprIoKEHUE
3a HepopanHo NPUJIoKEHHUE.




Biemerte TabneTkaTa ¢ eAHa vailia BOAa, 3a NMpeAno4YnuTaHe BeaHara cjie XpaHeHe.

AKO CcTe nNpHe/JH NoBeve 0T HeODXoaAMATa 1032 ACIHPHH YaTpa

O6uuaiiHiTe CUMNTOMH Ha NPeAO3UPAHE Ca: BUEHE Ha CBAT M IEYM B YLIHWTE, [10-CNICLHATTHO Y Jieta U
MalyHeHTH B cTapyecka sbapacT. Mouns, yregomere Bauiua nexap, ako ¢e CbMHABATE 3a NMPEAO3HPaHE Ha
AcriupuH Yarpa. Toii uie peiuy cnopel cTeneHTa Ha MHTOKCUKALUA KAKBH MEPKH 1a ObAaT B3ETH.

AKO CTe NPONYCHAJIH Aa NMpHeMeTe ACNUPHH YITpa
He B3emaiiTe ABOMHA A03a, 32 Ja KOMNEHCHUpATE NpollycHaTara n03a.

AKO MMaTe HAKAKBH JIONTBTHUTENHH BbIIPOCH, CBLP3aHH ¢ ynoTpebaTa Ha TOBa JIEKAPCTBO, NOMUTAKTE
Bawys nekap unu dapmanesT.

4. Bb3MOXKHH HEKEIAHH PeaklHy

KakTo BCHUKH N€KApPCTBA, TOBA JEKAPCTBC MOXKE Aa NPEAU3BUKA HEXKETAHU PeaklMK, BBIIPEKH Y€ HE BCEKH
ry Moay4asa.

Ilo-nony ca u3dpoeHN HEXKEAHUTE peakuUH Cropea cucTeMo-opraHHara kacipukauns MedDRA
(MedDRA SOCs). UectoTara €: Muoro yectu (=1/10); Hectu (=1/100 po <1/10); Heuectu (=1/1 000 no
<1/100); Peaku (>1/10 000 o <1/1 000); MHoro penku (<1/10 000), c HenzpecTHa YeCTOTA (OT HAJIMYHUTE
JaHHH He Moxe Ja ObAe HalpaBeHa OUEHKa)

CToMAalIHO-UPEBHU HAPYILEHUS:

YecTu: kopeMHa 6onka, cToMalHo-4pesHa bonka

Penku: cTtomaliiHO-4peBHO Bb3MANEHHUE, CTOMALLHO-UPEBHA sA3Ba

MHOrO peAKH: CTOMALLIHO-4YPEBHO KbPBEHE U NEpdopaums

C Heud3BeCTHA YECTOTA: YpeBHA AradparMena donect (0COOEHO MPH MPOABIHKUTETHO JIEHEHHE)

HepHoapoOHHW HapyILUEHHd
MHOro peik1: HapyueHUe Ha YepHoaApobHaTa pyHKUMA (TIOBUILIEHHE HA TPAHCAMHUHA3HTE)

Hapyiuenus Ha AMXaTenHara cucTema
YecTu: 3amyX
Penky: xpema (pUHHUT), Ha3a/IHA KOHIeCTHA (3anyllBaHe Ha HOCA)

HapyieHus Ha HEpBHATA CUCTEMA:
BueHe Ha CBAT U LUYM B YIIHTE, KOUTO OOMKHOBEHO CE€ JIB/KAT HA NPEeAO3HpPaAHE

CbpACYHM HAPYUIEHUA:
MHOro pelikH: HapyIUEeHHUs B CbpAeuHaTa QYHKLHS

HapyuieHus Ha KpbBTa W IMM(PHATA CUCTEMA:
YecTn: KppBeHE (MEepUOIIEPATHBHA XEMOPArUs, XEMaTOMH, EMUCTAKCUC, KbPBEHE B TMKOUYO-MO/IOBHTE
MbTULLA, KbPBEHE HA BEHLIUTE)

MHOro peakm: CTOMAaLHO-YPEBHO KbPBEHE, MO3bYEH KPBBOU3/IHB

KbpBeHeTO MOXE Na NOBEAE A0 OCTPa H XPOHUYHA MOCTXEMOparHiHa aHeMHA/ KeNa30-Acl
(nBnJDKaLLa ce HArpumep Ha MPUKPUTO KbPBEHE).

HapylueHusa Ha KOXaTa U DOAKOXKHATA ThKaH:
Peaxu: obpus, yprukapus, cepbex

HapyuieHys Ha UMYHHATA CHCTEMA:




MHOro peaku: aHadhuNIakTUYHH peakltii, OTOK Ha JIMLIETO, €3MKa U I'bp1oTO (€1eM Ha KBUHKE),
aHa@uUIaKTHYEH LIOK

[Tpy npy3HaALIK Ha CBPBLXYYBCTBUTENHOCT TpAdBa Aa npekpatute ynotpedaTa Ha AcnyMpud YnTpa.
AKko uznpaxkdeHyaTa By ca yepHn (kaTpaHeHH M3NPAKHEHHS, IPU3HAK 34 CEPHO3HO KBPBEHE B CTOMAaxa),
HezabaBHO MHpOpMUpalTe Baluus nekap.

XeM0n13a U XEMOJIUTHHHA AHEMUS Ca AOKJ1adBaHU NPH NALMEHTH C TEXKBK MNOK030-6-(hochar
nexupporeHaszeH geduuut (GO6PD).

buOpeuHo yBpexaaHe U ocTpa ObhOpeUuRa HEAOCTAaTBYHOCT Ca AOKIAABAHH CHUIO TAKA.

Cro0IaBaHe HA HEKEJIAHH peakiuHH

AKO MONy4yMTE HAKAKBH HEXKENAHU JAEKAPCTBEHHU peakLivM, yeeaomMere Bawns nekap uau gapmauerr. Tosa
BKJTIOUYBa BCHUKH BB3MOXCHH HEOMMCAHHU B TA3H JIMCTOBKA HEXKENTAHHW peakund. MoskeTre CbUIo Aa ChboOLIHTE
HeX€/1aHH peaKUUH JUPEKTHO Ype3

HM3nbnHuTeIHa areHUMg No J¢KapcTrarta

ya1. ,,Jdamsu I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg. Kato cbobuiasare HexenaHd peakiMiu, MOXETE lia AadeTe CBOS [PHHOC 3a
MoJiyyaBaHe Ha NoBeye UHPOPMaLMA OTHOCHO 06€30NacHOCTTa Ha TOBA JIEKAPCTRO.

S. Kak n1a chxpansiBate ACMHpHH Y.Tpa
Jla ce cbXxpaHsBa Ha MACTO, HEAOCTBITHO 3a Jela.

He uznonzeaiTe TOBa NEKapCTBO C/1€A Cpoka HA FOAHOCT, 0TOeNs3aH BBPXY IEHTATa U KapTOHEHaTa
oflakoBka ciea “l'oaeH a0:”. CpOKBT HA FOJHOCT OTFOBaps HA MOCNEAHHA REH OT NOCOUYEHUS MeCelLl.

Ha ce cnxpanssa nojg 30°C.

He u3xBbpnsidTe nekapcTBaTa B KAHAIM3ALMATA UITK B KOHTECHHEPa 3a AoMaluHM oTtnaasum. Ilonuraite
Bamua ¢apmateBT Kak Ja UIXBBLPJIATE NEKAPCTBATa, KOUTO BEUYE HE U3NON3BATE. 1€3H MEpPKH LIEe CNOMOrHaT

34 ONna3gaHC Ha OKOJIHATA CPE/a.

6. Cpabpiaatnie HA ONAKOBKATA H I0MLJAHHTETHA HHOPMALHA

KakBo ¢cbabLpaxa ACIHPHH YaTpa

- AKTUBHO BEINECTRO: aeTURCANULIMNOBA kucenuna (acetylsalicylic acid). Enna obButa Tabnerka

cbabpxa 500 mg aueTuncanvuMnoBa KUCEIHHA.
- JIpyru ChCcTaBKH: KOJNOWAEH O€3BOAEH CUNMUMEB AMOKCHI, De3B0AeH HaTpHeB KapOoHaT, kapHayOCKkH
BOCHK, XMNPOMEJO3a, LUHKOB CTeapar.

Kak n3rjexna ACOHpHH YJITpa B KAKBO CBAbPXKA ONAKOBKATA

Tabaerkure ca 6enu 1o nouty Oenn, Kpbrav ABORHO M3NbKHAIK OOBUTH TabIeTKH ¢ A
penedHo uzobpaxeHue “BA 5007 ot eaHaTa cTpana u sioro ,.kpbeta Ha BAYER” o1 1
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JlentH (ponuo ot xapTus — PE — anyMHHUNA — cbrioiuMep), Cbabprkalty tadneTku Ack :@aﬁ.jzz |
OMNaKoOBaHW B KAPTOHEHA KyTHA. WML & /{L
AcnupuH YaTpa ce npeanara B onakoBku, ceabpxkatid 8, 20, 40 unu 80 o6BuTH TabneTK Q“/},E}"" | ﬁﬁgi{*’f -
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3a 1a OTBOPHUTE JICHTATA, CKbCANTE A OT HAKOH OT BIVIUTE.

He BcHuku BHA0BE OIMAKOBKHK MOTaT Aa 6'[::,113,1" MYCHATH Ha I1a3apa.

[IpuTexaTes Ha pa3pelIeHHETO 32 YHOTPeDA H NPOH3IBOIHTEI

IIpuTexkaren HA pa3pelIcHUETO 32 YNOTpeda
baiiep brarapus EOO/]

oyn. ,,Hapurpancio woce® Ne 1 15M, naprep
1784 Cogus

brarapus

Ilpou3roauTe.
Bayer Bitterfeld GmbH
Greppin, Salegaster Chaussee |

06803 Bitterfeld-Wolfen
["'epmanns

JTaTa Ha moc/IeAHO npepasriaexaane Ha aucrtopkara (06/2024




