JIncroBka: nHpopmMauusa 3a nauHEeHTAa ,Z
Do0ooLVYy

bucentosn 100 mg/20 mg TadeTkH e e o
Biseptol 100 mg/20 mg tablets -6}’}76/2 L 5 -03- 2025
cyJ1(haMeTOKCa30/1/TPUMETOIPHUM
sulfamethoxazole/trimethoprim

[IpouereTe BHHMATE/IHO LA/IATA JIHCTOBKA NMPEIH 12 3aNI04MHeTe A IPHEMAaTe TOBA JIEKAPCTBO, Thii
KaTo TH ChAbP:Ka BaxkHa 32 Bac undpopmanns.
3anasere Ta3u JIUCTOBKA. MoJKe fa ce HAOXH J1a 1 NPOYETETE OTHOBO.
- AKO WMarTe HAKaKBH JOITbJIHUTEIHH BBIPOCH, NonuTaiTe Bawus nekap uiu dapmaiesr.
- loBa iekapcTBO € npeanucaHo JM4Ho Ha Bac. He ro npeorctbnBaiite Ha apyru xopa. To mosxe na
UM HaBpe/IM, HE3aBUCHUMO Y€ NMPHU3HALMTE Ha TAXHOTO 3abonsaBaHe ca cbluTe kato Bawwure.
- AKO NnOJIyYHTe HAKAKBH HEXKEJIAHM JIEKApPCTBEHH peakuuH, yBeaomeTe Baiuus nekap wau
¢apmaueBT. ToBa BKJIIOUBA M BCHYKH Bb3MOXKHH HEKEIAaHW PEAaKLIMHM, HEOTTMCAHH B Ta3W JIMCTOBKA.

Buxte Touka 4.

KakBo cbabpka Ta3H JHCTOBKA:
. KakBo npeacrasngsa bucenTon u 3a KakBo ce M3M0JI3Ba
2. KakBo TpsaOBa na 3Haere, npeau na npuemere bucenron

3. Kak na npuemare bucenron

4, Bb3MOXKHU HEXKEJ1aHHU peaKLUH

3, Kak na cexpansBare bucenron

6. CbabprkaHHe Ha ONaKkoBKaTa W AOMbJIHUTEIHA HHpOpMaLKS
1. KakBo npeacraBasiBa BucenTos H 32 KaKBO ce H3M0/13Ba

bucenron 100 mg/20 mg e komniekceH aHTHOaKTepHaNeH eKapCTBEH NPOJLYKT, KOHTO ChabpKa
KO-TPHUMOKCa30J1 - CMeC OT CyJi(paMeToKcaszo (cyipoHaMua CbC CpeiHa NPOAB/HKHTEIHOCT Ha JAeHCTBHE)
H TPUMETONPHUM B MOAXOAS[IIO ChOTHOLLIEHHE.

JIBeTe aKTHBHM BELLECTBA HA JIEKAPCTBEHHS MPOAYKT AEHCTBAT BbPXY €/1Ha M Chlla BEpHra GMOXUMHYHH
P€aKlMHK, KOETO rnoBULlIaBa aHTHOaKTepHanHHus edekT v 3abaBs pa3BUTHETO Ha OakTepuasHaTa
PE3UCTEHTHOCT.

Ko-TpumoKkcason aeicTBa BbpXy YyBCTBHTENHHM 1IaMoBe Escherichia coli (BKIIOYUTETHO NaTOreHHH
LLIaMOBE ), HH/I0JINO3UTHBHH LWamMoBe Profeus spp. (Bkmouutento P. vulgaris), Morganella morganii,
Klebsiella spp., Proteus mirabilis, Enterobacter spp., Haemophilus influenzae, Streptococcus pneumoniae.
Shigella flexneri, S. sonnei, Neisseria gonorrhoeae w Pneumocystis jiroveci (P. carinii).

/lBeTe aKTHBHH BELLECTBA HA JIEKAPCTBEHHUS NPOAYKT ce abcopOupaT Obp30 OT CTOMALIHO- YPEBHHUS TPAKT.
MakcHManHOTO HMBO B KpbBTA Ha JIBETE BELLECTBA ce JocTHra oT | 10 4 yaca ciej npuem npes ycrara.
JIBeTe BeulecTBa B J1eUeOHU KOHUEHTPALIMKM C€ OTKPHUBAT B MHOIO ThKaHH U TEIECHH TEUHOCTH.

bucenTos € noka3saH 3a Bb3pacTHH, NOJAPACTBALUM M JIeLla HA Bb3PacT Haja 6 rOMHH.
JlekapCTBEHMAT NPOAYKT Ce npuJiara rnpu:

- YpouH(peKUHH, MPHYUHEHH OT YyBCTBUTENHM WamoBe E. coli, Klebsiella spp., Enterobacter spp..
Morganella morganii, Proteus mirabilis v Proteus vulgaris.

TPUMETOINPUM CAMOCTOATETHO WIIH C IPYT JIEKAPCTBEH NMPOAYKT, ChAbPIKALLL C
AHTUOAKTEPHATHO AKTHBHO BELLECTBO.
- OcTpo BB3MajieHHe Ha CPEJHOTO YXO, MPHYHUHEHO OT YYBCTBUTETHM LLIAMOB
H. influenzae, B cnyyaii, ue nekapsaT npeLeHH, Ye NMPUJIaraHeTo Ha KO-TPHUM



OT J1aBaHETO Ha €JHH aHTHOWOTHK.

- ObocTpaHe Ha XpPOHHYHH GPOHXUTH, NPHYHHEHH OT YYBCTBHTEIIHH LLIAMOBE SIreplococcus
pneumoniae UK H. influenzae, ako nexapaT NpeLeHH, Ye NpUIaraHeTo Ha KOMOHHHPaH NeKapCcTBEH
NPOAYKT € No-01arorpuaTHO OT MOHOTEpAaIHA.

- CromawHo-4upeBHH HHGEKUUH, IPUUKMHEHH OT Daktepun Shigella.

- MuxpobHos0rHiHO NOTBbPACHA MHEBMOHHA, NPUUKHHEHA OT Pneumocystis jiroveci (P. carinii) v
npeana3pale oT HHPEKTHpaHe ¢ MUKpoOa NpH NauueHTy ¢ HamaneH uMyHuTteT (Hanp. CTTHH).

- JlMapMs Ha nMbTELECTBEHNKA NPH BB3PACTHH, NPHYKWHEHA OT eHTEpONaToreHHH wamose E. coli

2. Kaxso TpadBa na 3HaeTe, npean na npueMeTe BucenTon

He npuemaiite bucenrtoan:

- aKo CTe aNepPruvHN KbM KO-TPHMOKCa3on (Cyn¢aMeToKcason ¢ TPHMETOIPHUM); CyI(POHAMHAH WAK
TPUMETONPHM; HIIH KbM HAKOA OT OCTAHAIMTE ChCTABKH Ha TOBa NekapeTeo (M30poeHH B Touka 6);

- aKO0 MMaTe JHarHOCTHLIMPAHO YBPEKAAHE HA UEPHOAPOOHUS NapeHXHM;

- aKo CTeE € TeXKKa ObOpeuHa HeAOCTATEYHOCT, KOTATO HHBOTO HA JIEKAPCTBEHHSA MPOAYKT B CEpyMa He
MOXKE Aa c€ Onpeaens;

- aKO UMATE TEXKU XEMATOJIOrHYHH HApyILIeHHNS,;

- ako ¥MaTe MeranobnacTHa aHeMHs, NPUUMHEHA OT HEIOCTUT Ha (OTHEBA KHCETUHA;

- aKO CTe ¢ HEJOCTHI Ha ITIIOK030-6-Gocdar aexuaporeHasa nopaay Bb3MOXKHa XEMOJIH3A;

- axo cTe OHpeMeHHa WM KbPMUTE;

He naBaiite bucenron Ha aeua Ha BB3pacT noj 2 Mecela.

IIpeaynpexaenus H NpeaNasHH MEPKM:

OTOensizaHn ca peAKH Clly4an Ha *KHBOTO3ACTPALLaBaLUK YCNOXKHEHHS, CBbP3aHH C NPHUIAraHeTo Ha
CyA(OHAMHAHN, BKNIOYHTEIHO TEXXKH KOXKHHU peakiui {CHHApoM Ha CTBLHC-JDKOHCHH - TeXKa epHTeMa
MYNTHQOpPME UNY CHHAPOM Ha Jlaibnl - TOKCHYHA enuAepManHa HEKPOAM3a), OCTPa HEKPO3a HA YEpPHUS
Apo0, anacTHYHA aHEMMS, IPYTrH HapYLIEHHA B CbCTABa HA KPBBTA H CBPbXYYBCTBUTETHOCT Ha
AMXaTeNHaTa CHCTEMA.

AKO NONY4HTe HEOUAKBAHO BJIOLIABAHE HA KALLTHLATA H 3a1yX, HezabaBHO yBeaoMete Batuunsa nexap.

[1o BpeMe Ha NeueHHETO ¢ KO-TPHMOKCA30 MOXKeE Ja Ce MPOABH CNENHOTO: 06pHB, Bb3NaNeHO rbpio,
BHCOKA TeEMMepartypa, OOIKH B CTaBUTE, KaLLIHLA, 3a0YX, XKBITEHULA, YPUHAPHH HAPYLICHHS, OTOK, BOTKH
B CTA0MHMTE WNH enuracTpanHara obnact. B ciyuait, ye HAkoe oT ropen3BpoeHHTe ce NposBH, npekparere
IpUEMA Ha ACKAPCTBOTO M BE€AHAra ce KOHCYNTUpanTe ¢ Jekap.

JlekapcTBEHHAT NPOAYKT TPAOBa Aa ce NpUaara ¢ BHHMaHye NpH NalMeHTH ¢ 6b6pedyHa He10CTaTbUHOCT, ¢
HEAOCTHUI Ha (POJIHEBA KHCEMHHA (HANp. NO-Bb3PACTHU MAUHUEHTH, ATKOXOMHLIH, NALMEHTH, NEKYBAHH C
AHTHKOHBYNCHBHH JICKapCTBa, NMPYU MAUMEHTH CbC CHHAPOM Ha Manabcopbuns U ¢ HEAOXpaHBaHe), MPH
NAUKWCHTH C TEXKKHK aNepruyHu peakUUu UK CTpagalim ot Oponxuanna actma. MHpopmupaiite Bawng
NeKap 3a KOETO H a OUNO OT Te€3U ChCTOAHUSA!

[Tpy No-BH3pacTHHTE NALMEHTH NO-4ECTO C¢ HAOMIOAABAT TEXKH HEXENAHH IEKAPCTBEHN PEaKLIMU Cles
MPHEMAHETO Ha KO-TPUMOKCa3o (ObOpeuHa MK yepHOAPOOHA HEAOCTATBUYHOCT, TEXKH KOKHH PEeaKLHy,
MNOTHCKAHE HA KOCTHOMO3bYHHTE (DYHKLHH).

Halki-uecTrTe Hexenann peakumu npu naumeHTH cbe CITHUH, nekysaHu ¢ ko-TpUMOKCa300 BKIIIOUBAT
oOpHB, BHCOKA TEMIEPATYpa, NEBKONeHUs (HaManaBaHe 6pos Ha GenHTe KPBBHYU Tenua B nepudepraTa
KpbB), NOBUIIEHA AKTHBHOCT Ha Y€PHOAPOOHHTE eH3MMU (AMUHOTpaHC(EpasH) B KPLBHAI\GIDNE y
XHMNepKanueMus (NOBULLEHO ChAbPIKAHUE Ha KaNTUi B KPBBTa) U XUIToHaTpUueMHs ([pifinge
Ha HaTpUH B KpLBTA). I

KakTo # npn Apyrv aHTHOaKTepHaHH IEKapCTBa, N0 BPEME HA JIEYEHHETO ¢ KO-TY
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Habnonasa ncesaoMeMOpano3eH koauT. [1o Ta3u npuuKHa, ako uMarte Juapusa cieJl NPHEMAHETO Ha
NEKApPCTBEHHUA NMPOAYKT, He3abaBHO ce KOHCYNTHPAHTE ¢ nexkap. Moxke aa ce okaxe HeoOX0auMMO Ja
NPEeKpaTUTE NMPUEMaA Ha JIEKAPCTBEHHA NMPOAYKT W Aa BM CE MPHII0XKH MOAXOAALLO NeueHHe (NepopaTHO
METPOHHMAA30]1 HIH BAaHKOMULIMH). He B3eMaliTe NeKkapCTBEHH NPOAYKTH ChC 3anuualll epexT!

CBNbTCTBALIOTO NpUNOkeHHe Ha bucenTon c onpeneneHy nekapcrea, KanueBu N00aBkH M Xpanw, GoraTu
Ha KaJTHH, MOXKE Ja JOBEAE N0 TeXKKa XUNnepKanueMus (MOBULIEHO HUBO HA KaJjivii B KpbBTa). CHMIITOMHTE
Ha TE€XKKa XHNepKaTHeMHs MOXe 1A BIUTIOYBAT MYCKYJTHH CNIA3MH, HEPABHOMEPEH ChPAEUEH PUTBM,
AUapus, raacHe, 3aMmamBaHe WK rnaeobonue.

XemodaroudTHa MuMPOXUCTHOLMTO3]

MHoOro paako uMa cboOLIeHHs 3a CBPbXpEaKLIMM Ha MMYHHATA CHCTeMa NOpajiv HapyllieHa peryjauus npH
aKTHBHPAHE Ha Oe/THTE KPbBHH KJIETKH, BOAELA A0 Bb3naneHus (xeModarouuTHa THMGPOXHUCTOUNTO3A),
KOWUTO MOraT fa OBaT XKHBOTO3aCTpallaBally, ako He 6baaT AMarHOCTHUMPAHH Y IEKYBaHH paHo. AKo
NONMYYUTE MHOXKECTBO CHUMITTOMH KaTO NOBHUIIIEHA TEMNEPATYPa, NOAYBaHEe HA JIMM(MHHUTE Bb3JH, YCELLAHE
3a cnabocr, 3aMagHOCT, 3a11yX, JIeCHa MOABa Ha CHHHHH WIH KOXeH 0OpMB NO €IHO H ChILO BPEME WM C
neko 3abassane, He3abaBHO ce CBLpkKeTe ¢ Baluua nekap.

Apyrua nexapcrBa H bucenron
HHpopmupaiite Bawns nexap nnu dapMauesT, ako MpHEMaTe, HACKOPO CTE NPHEMAH UITH € BL3MOXKHO JIa
NPHEMETE APYTH JICKapCTBa.

Tuazuonu ouypemuyu

EAHOBPEMEHHOTO NPHEMAHE HAa KO-TPHUMOKCA30J1 ¢ HAKOW AHYpeTHLH (0Co6EHO THA3HAK) Npu
NO-Bb3PACTHH NALIMEHTH MOXE 1a YBEJIMUH PHCKA OT TPOMOOLUHMTONEHHUSA ChC CKIOHHOCT KbM
KPbBOU3JHBH.

Ilepopannu anmuxoazyranmu
Ko-TpMMOKCa301 MOXKE Aa YCUH edeKTa OT RHTUTPOMOOTUUHHTE NIEKAPCTBEHH NMPOAYKTH 10 CTENeH,
Hajaraula HamMansBaHe Ha J03aTa.

Denumoun
Ko-TpuMokcason noTHeka Metabonusma Ha GeHUTOMHA B YepHHUA ApoD; BpeMeETo Ha JeHCTBHE Ha
PEHUTONH ce yaB/IkKaBa NPH NALMEHTH, KOUTO NPHEMAT ABETE JIEKAPCTBA.

Memompexcam
Ko-TpHMoOKca3on MOXe Ja yCHAH AeHCTBHETO Ha METOTPEKCAT.

IIpouzsoonu na cyagponunypesn
KO-TPHMOKCA30,1 MOXKE Ja YCHIIH JeHCTBHETO Ha aHTUAHAOETHHTE JIEKAPCTBEHH NPOAYKTH, NPOHU3BOAHH
Ha CyNPOHHAYpes H Aa NPHYHHH 3HAUYMTENHO NOHHW)KABaHe HA HHBOTO HAa KpbBHATA 3axap.

Jueoxcun
Ko-TpHMOKCa301 MOXe 1a MOBMLIM HUBOTO Ha IMTOKCHHA B KPBBTA MPH HAKOH NMO-Bb3PACTHH MALUUEHTH.

Ipuyuxauynu anmuoenpecanmu
Ko-TpHMOKCa30/ MOXe Na HaMaJTH e(PUKACHOCTTa Ha TPULIMKIIMYHUTE aHTHACIIPECAHTH.

Anmumanapuunu rexapcmea
Ko-TpHMOoKCcason ¢ NMPpUMETAMHUH MOXE 1a NPUYHHY MeranobnacTHa aHeMHs NpY 103H
HaABULLIABALIM 25 Mg CEIAMHMYHO.

Luxnocnopun
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HHBO Ha KP€CAaTHHHH B CCPpYMaA, KOCTO BEPOATHO € NTPHYHHECHO OT NEHUCTBHETO HA TPUMETOITPHM.

CyndoHamuaure MoXKe a NPUUHHAT aNEPrug NpH NaUXHEHTH, YYBCTBUTEIHK KbM HAKOH AHTHTHPOWAHH
NeKapeTBa, AMYPETULM (aUETOMaMHUI U THA3KUA) U HAKOH NepopalHU aHTUAUAOeTHH JIeKapcTBa Nopaan
TAXHATa XHMHYHA CTPYKTYypa.

Anmuxoazyranmu
YcunBpaHe Ha eeKTHTE HA aLiCHOKYMApoJl H BapapuH.

Aumuduabemnu cpeocmea
Ycuneade Ha edekTa Ha CynoHUNYpeiiHH aHTHAHA0ETHH NexapCTBa.

ACE unxubumopu
PHCK OT TeXXKa XHIEPKAJIHEMHA.

Anecmemuyu
[ToBHLIIEH PUCK OT METXEMOTNIOOUHEMHUA, KOTATO CYJI(POHAMHUANHTE CE NMPHEMAT ¢ NPHIIOKAHH.

Anmuapummusnu 1exapcmea

[ToBHIUEH PUCK OT KAMEPHH apUTMMUU NPU NpUeM ¢ aMHoaapoH. [1nazMennTe HUBa Ha AodeTHnua ce
MOBHLIABAT 3HAYHUMO NPH NPHEMAHE C TPHMETONPUM/CYI(PaMETOKCA30/, KOETO ROAH 10 HHAYLIMPAHO OT
nogeTwnug yasmkasaHe Ha QT nHTEpBana U pUCK OT apHTMHAL.

Anmubaxmepuainu rexkapcmeaq

CepyMHHUTE HHBA HA JANICOH U TPUMETONPHM/CYNi(haMETOKCa30 € Bb3MOXHO J1a C€ NOBULIAT NpH
KoMOuHHpaH npreM. Heo6X0AMMO € MOBHLIEHO BHUMAaHKE NMOPaaH TOKCHYHOCT HA JaTNCOH, MPHYMHABALLA
METXeMOr100uHeMHA. PUCKDBT OT KpucTanypus ce NosulIasa Npy npuiaraHe Ha cynhoHaMuIy ¢
METCHAMHH. EAHOBpEMEHEH NMpHEM Ha TPUMETONPHUM/CYJIaMETOKCA30N U PUDAMITULIMH MOXKE Na AOBeae
N0 MOBHILIEHH HHBA Ha pUPAMNHLIMH U CKBCEH MOYXXHBOT Ha TPHMETONPHM.

Anmugporamnu nexapcmea
AKO C€ NpHIaraT TaKHBa JIeKapCTBa, € HeOOX0AMMO Aa ce OOMHUCITH JONBLIHUTENEH NPHEM Ha POnaTH.,

Anmusupycru rexapcmea

Bucoxu no3u TpumMeTonpumM/cyndameTokcazon TpaOBa na ce H30ArBaT, Thil KATO NOBUIUARAT IJia3MEHUTE
KOHLUEHTpALlMH Ha TaMHBYIHH. EQHOBPEMEHHO NIEYEHHE ChC 3UA0BYAMH MOXE [1a MMOBHLLIM PHUCKA OT
XE€MATOJIOTHYHH HEXENaHH PEAKLIHM KbM TPUMeTOnpumM/cyngamMeTokcaszol. [LnazMeHHTe KOHUEHTpaLIWK Ha
3a/IUMTAONH € Bb3MOXKHO Aa C€ MOBHLIAT OT TPUMETONPHUM/CYAdaMETOKCa301.

Kamuonu npu Quszuoroeuuno pH
[1pu eaHoBpeMeHHa yroTpeba Ha TPHMETONPHM ¢ NPOKaWHAMH/ WHIH aMaHTaIUH MOXE Aa € MOBUILM
M1a3MEHaTa KOHLUEHTPALUMA Ha €HOTO WM JIBETE BEILECTBA

Krozanun
Ja ce u3barea eanoBpeMeHHa ynotpeba, nopaan NoBUILEH PUCK OT daTanaHa arpaHyJOLMTO3a.

Karuea avunobenzoam
[ToTHcka efexra Ha CynpOHAMHINTeE.

Camwyyuramu
Ycunsar neicTBHETO Ha cy/idoHaMuauTe.

Anmuayuonu npooyxmu
Hamansasat abcopOumara Ha cyndameTokcason.




bapbumypamu
YCcHnBaT TOKCHYHOCTTA HA TPUMETOMNPHM.

[Tpu eAHOBpEeMEHHO NMPHEMaHE C MHHAOMETALHH ¢e HabnaaBa MOBHLIEHO HHBO HA CYJiIPaMEeTOKCa30.1.

Bruanue evpxy pezyamamu om 1abopamopru u3caeo8anus;

Cvobwwaea ce, Ue TPUMETONPUM U CyIDOHAMHAYTE NMOBIAKABAT JUATHOCTHUHUTE TECTOBE, BKJI. CEPYMHH
HHBA Ha METOTPEKCAT H KPEATUHHH, Yped, INMI0KO3a B YPUHATA U TECTOBETE 3a YPOOHJIMHOIEH.
TpuMeTonpum MOXe 1a NPOMEHHU PE3YJITATUTE OT H3MEPBAHE HA METOTPEKCAT B CEPYMA UPE3 €H3UMEH
METOX, HO HE BJIUAE BLPXY PE3YJITATHTE OT aHalIW3H, U3BLPIUBAHH Upe3 PAAHOMMYHONOMHYHHA METOIH.
Ko-TrpuMoxcazon moxe aa nosuu cpearo ¢ 10% pesynrature OT aHaIKW3a Ha KpEaTUHHUH 110 METOAa Ha
Jle (c ankaneH NUKpaT).

bHCeNnTo ¢ XpAaHA B HANHTKR
JlekapCTBEHMAT NPOAYKT CE MpHiiara NepopanHo no BpeMe Ha XpaHeHe WU BeaHara cnej Tosa. [1o Bpeme
Ha IEYEHUETO NAUHEHTHT TPAOBA Na NpHEMa MHOIO TEYHOCTH,

bpeMeHROCT H KbpPMEHe

AKO CTe OpEeMEHHA UITH KbPMHTE, CMATATE, M€ MOXKE 13 CT¢ OpeMEeHHa WM nnaHupaTe 6PeMEHHOCT,
NocobBeTRalTE ce ¢ Bawms nekap npeau ynorpebara Ha TOBa 1EKApCTRO.

bucenton He 6MBa Aa ce U3NOA38a NO BpeMe Ha 6peMeHHOCT, OCOOEHO B MbPBHUA TPUMECTHP, OCBEH NPH
abcomoTHa HeobxoauMocT. Ako brcenTon ce npunara npu OpemMeHHU ce HasHa4aBa qobOaBka Ha ¢onar.

Kakrto TpumeTonpum, Taka v cyadamerokcason npeMHHaBar B kspMara. He ce npenopkuea npyemMaHeTo Ha
JE€KAPCTBEHHA NPOAYKT NPH KbPMEHE.

[llopupane n pabora c MAWHHEA

JlekapcTBEHUAT NPOAYKT OOMKHOBEHO HE OKA3Ba BIHAHHE BbPXY NCHXODHUINUYHOTO CHCTOSHME,
cnocobHOCTTa 3a wodHpaHe H paboTa ¢ MaillMHM.

Bbnpeku ToBa, ako ¢ NOABAT HEXKEJIAHHW PEaKUMH KaTo rnaBo0osiue, KOHBYJICHH, HEPBHOCT, YMOpa, TpaOBa
[ia c€ BHUMaBa 1o BpeMe Ha wwodupaHe WK paboTa ¢ MaLlIMHH.

3. Kak ga npuemare bucenrtos

BuHary npuemaitte bucenTon ToUHO kakTo BH e kazan Baluar nekap. AKo He CTe CHI'YPHH B HelloO,
nonutalTe Bawug nekap.

Tabnerkure He OHBa ga ce pazgenar.

Heua nox 6 roaMHU: He ce NpenopLYBa Na ce JaBa, Mopajid PUCK OT acnupauuns Ha Tabnerkara. [Tpu aeua
rnoA 6- rofyIIHA Bb3pacT Ce NpenopbuBa ynorpedara Ha NpoAyKTH nox ¢opMaTa Ha CyCneH3us.

YpoundeknnH, CTOMAMHO-9peBHH BH$EKUHN, NIpHUYHHEHH OT GaKkrepru Shigella u obocTpsane Ha
XPOHHYHH OPOHXHTH NPH Bb3PACTHH:

O6uuaiiHHAT pexxuM Ha JozHpaHe e 8 TabaeTkH nNpe3 ycraTa ABa MbTH AHEBHO, T.€. no 960 mg
KO-TPHMOKCa30/1 AHEBHO. [IpH ypOHH(pEKLIMN IeKapCTBEHUAT MPOAYKT OOMKHOBEHO ce npunara ot 10 no 14
AHY; NpH 00OCTPEHH XPOHHUHH OpOHXUTH 10 14 JHM; NPU CTOMALLHO-4YPEBHH HHPEKUHH, MPUHHHEHH OT
Shigella - 5 gum.

Bb3NAJICHHE HA CPEIHOTO YXO NPH AeUa:
Obunuakinara nosa e 6 mg Tpumeronpum H 30 mg cyndamerokcason/kg TenecHo te
HA 2 OTHEMHM 03U Ha BCEKH |2 yaca.




ObuuaiinaTa 103a 3a aeua Ha Bb3pacT oT 6 Ao 12 roaunu € 480 mg xko-TpUMOKCason Ha Bceku 12 yaca. He
IpUnaranTe nNo-BUCOKH AO3M OT NPEeANKCAHHWTE 33 BB3PpacTHH!

[1py ypoHH(pEKLHMHK K OCTPO BB3NANEHUE HA CPEAHOTO YXO JIEKAPCTBEHUAT NPOAYKT ce npunara |0 aHu;
Mpy CTOMAallHO-4YPEeBHH HHPEKLMH, NpHMUHEHH OT Shigella - 5 num,

IIneBMonusn, NnpHaHneHa oT Preumocystis jiroveci (P, carinii) npyH Bb3paCcCTHH H Jena:
[IpenopbunTenHaTa 1032 3a MALUUEHTH C NMOTBbpAEHA HHPpeKuKA € 90-120 mg xo-TpuMoKca3on Ha
KHIorpaM TEAECHO TErNO Ha ACH Ha OTAECNHY 034, MpYEeMaHH Ha BCcekH 6 vaca 3a nepyoa ot 14 no 21 anu.

Tadanna 1. Makcumanna 103a BucenTo 1 B 3aBHCHMOCT OT TeJIECHOTO TEI/I0 HA MANHEHT, CTpaaaIn
OT NTHEeBMOHHS, NPHAYHHEHA oT Pneumocystis jirovecii.

T J_[oaa llpll.ﬂal“ﬂlia HAa BCEKH 6
eJIECCHO TETJ10
qaca (mg Ko-TpHMOKCa30.1)

[kg]

16 480

24 720

32 960

40 1200

48 1440

04 1920

80 2400

IIpopnnaxraxa na undexuuu or Preumocystis jiroveci (P. carinii):

Bt3pacTHu ¥ noapacteawm: 960 mg ko-tpumokcaszon (8 TabneTkn) BeAHBK AHEBHO B

NpoABLJDKEHHE Ha 7 IHH B ceamuiaTa. B cinydait Ha noura nOHOCUMOCT MOXe Ja ce OOMMCITH
MOHUKaBaHe Ha AHeBHara no3a no 480 mg.

Heua: 900 mg Ko-TpHMOKCa30/1/m? TeneCHa MUIOLL, pa3Ac/iCHH Ha ABE PABHH OTIEIHU N03M HA BCEKH 12
Haca B NPOAB/DKEHHE Ha 3 NOCNEA0BATEIHM IHK OT ceaMuLaTa. MakcuManHaTa 1HeBHa J1o3a € 1920 mg
(16 Tabnetkn).

Tabanua 2. loza bucenToJ, nokasana 3a Aeia npu NpoPHIAKTHKA HA NHEBMOHHS, NPHYRHEHA OT
Pneumocystis jirovecii

TenecHa nyom Hdo3a npunarana Ha BcexH 12
m?] qyaca (Ing Ko-TPHMOKCAa30.1)
0,53 240
1,06 480

JlHapHfl HA NbTEMECTBEHAKA NPH BH3PACTHH, IPHYHHEHR OT eHTeponaToreHeH wmam E. coli,
[lpenopbunTenHara no3a e 960 mg (8 TabneTkH) Ha BcekH 12 yaca.

HA03HpOBKA NPH NANHEHTH ¢ 0L0peyHa HeAOCTATLYHOCT:

Jlo3ata npu nauMeHTH ¢ KIMpBHC HA kKpeaTuHuHa |5-30 ml/min cnensa na 6bae HaMalleHa HaNoONOBMHA;
aKO KIIMPBHCBT HA KPEATHHHHA € 1O-HUCHK OT 15 ml/min, He ce npenopbuBa NpyUNAaraHETo Ha
KO-TPHMOKCA30I1.

AKO cTe npHenH noBege OT HEoOxoauMaTa Jo3a BucenToa
He e u3BecTHO KakBa € )KMBOTO3acTpaLIaBalliaTa 1032 KO-TPHMOKCA30J,
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KOCTHOMO3IBYHHHTC (I)}’HKU,HH H XKBJATCHHLA.

HPEI'IOP'b'-IHTCHHH’I'e OEHCTBUA Clen NMPERO3HPAHEC MOXKE Na BKAKOYBAT CTOMAalllHA NTPOMHBKa,
NMPCAH3IBHKBAHC Ha NMOBPBLIAHC, N1aBAHC HA I'OJICMH KOJIHYCCTBA TEHHOCTH NpH HCAOCTATHYHO YPHHHPAHE H

HopManHa 6b0peuHa pyHkUMA.

OTaenaHero Ha TPHMETONPHM MOXKE J1a C€ YCKOPH Upe3 NpuiaraHe Ha NOAKUCIISABALLH YPHHATA JIEKapCTBa.
[lprnaraHero Ha nekapcTRa, yBelMyaBally OTACASHETO HA YPUHA YyJIeCHABA OTAE/IAHETO Ha

cyndaMeToKkcazonn.
[Ipenopbusa ce 00110 KUBOTONMOOABPKALLO NEeYEHHUE, TIPUIaraHe Ha FONEMH KOJIMYECTBAa TEYHOCTH U

dHaANHW3 Ha NI'bJIHA KPBBHA KapTHHA U CNCKTPOJIUTH.

AKO cTe nponycHAIH Aa npueMere bucenron

Biemerte He3abaBHO nponycHaTaTa J03a.
He B3emaiiTe aBoiiHa n03a, 3a Ja KOMNEHCHPATE MPOTyCHATATA A03a.

AKO cTe cripeJid npHeMa Ha bHcenTox
AKO UMaTe HAKAKBY JONBJIHUTENHH BBIPOCH, CBHP3aHu ¢ yNoTpebaTa Ha TOBa JIEKapCTBO, NONUTANTE

Bawvs nekap unu gpapmauesrT.

4. Bb3MOXKHH HEXKEJIAHH PEAKIHH

Kato BcHukH nekapcTBa bucenTon Moke na npeau3BHUKa HEXENAHH PEAKLMHU, BLNPEKH Y€ HE BCEKHU I
nony4asa.

CepnoznH HeKeJIaHH PeaKIHN
HezabaBHo noTbpcere cneiitHa MEAKLIMHCKA NOMOLL, aKO C/l€A NPHAAraHe Ha TOBA NEKAPCTBO [MOUYBCTBATE
MHOKECTBO CHMNTOMH KaTO MOBHLICHA TEMNEPATYPa, MHOTO HUCKO KPBBHO HaNAraHe WK YYECTEH NYIIC,

ThH KaTO T€ MOXKE Na ¢a NPU3HAK Ha LIOK.

Haii-yecTo NposBABaLIMTE CE& HEXKEIAHH PEAKLIMH Ca TE3H Ha CTOMAWIHO-YPEBHUA TPAKT (raJeHe,
MOBPbLLAHE) U KOXKHH NPOMEHH (0OpUB, ypTHKapHA ).

HManonspaHu ca cneJHUTE 03HAYEHHA 32 UeCTOTaTa Ha HeXeJaHUTE JIEKAPCTBEHH PeaKLIMH: MHOTO YeCTH
(=1/10); uectn (=1/100 <1/10); neuectu (>1/1 000 <1/100); peaxn (>1/10 000 <1/1 000); mHOro peakmu
(<1/10 000); ¢ HenzBecTHA yecTOTa (OT HATMYHUTE JAHHH He MOXe Aa ObAe HarnpaseHa OLEHKa).

HecTH: KOXHH peakUMH (Harpumep obpuB, YpTHKapHi, cbpbex), anepruynu oSpuBH, rnasobonue,
rajieHe, moBpbIlaHe.

Peakn: nesxonenus, HeyTponeHU, TPOMOOLUMUTONEHHS, AMAPHSA, FIIOCHT, CTOMATHT.

MHoro peaxu: arpaHy1ounTo3a, MeraiobiacTHa aHeMH, arJIaCTHYHA AHEMMS, XEMOJUTHYHA AHEMUS,
METXEMOTIOOHHEMHS, €03HHOMPHIIHA, CHHAPOM Ha cepyMHa 6onect, aHahHNaKTHYHU peakLuH
(BIJTIOUHTEIHO TEXKKH H XKHBOTO3acTpalllaBalilH), BUCOKa TeMIIEpaTypa NpHUYKHHEHa OT NEKAPCTBOTO,
aHrHOCIEM, anepruyeH MHOKApIHT, Nypnypa Ha XeHox-LlIsoHnaiH, apTepuuTUC HORO3a, NOA06EH Ha
Nynyc CHHAPOM, CHMIITOMH Ha CBPBLXYYBCTBHTE/NHOCT HA AUXATENIHATA CHCTEMA, (POTOUYBCTBUTEHOCT,
CKCPONHATHBEH JEPMATHT, epHTEMa MyATH OPME, CHHAPOM Ha CTHBBHC-JDKOHCHH, CUHAPOM Ha Jlaith

aneTuT; nenpecus, XalloLUHHALUHH, CBETOBBPTEK, ACENTHUEH MEHUHTHT, KOHBYJICH
ATaKCHA, IYM B YLIHTE, 3a8YX, Kawmnuua, oenoapobHa nHguaTpauus, ncepaoMem
MaHKpeaTuT, NOBHLLIEHA aKTUBHOCT Ha YePHOAPOOHHTE EH3UMH, XENATUTHU, NOHA
XONECTATHYHA XKXBATCHHIIA HTH HEKPO3a Ha YepHUA apod, 60nKku B cTaBuTe, O0JIK
KpucTamypus, Ob6peuHa HeOCTaTbYHOCT, HHTEPCTHLMATIEH HEPPHUT, MOBHILEHHE
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HEOENTBUHHA a30T, NMNOoBHlliaBaHC HA KPCAaTHHUHOBUTC HHBA, BlTIOWABAHEC Ha AHYpE3aTa.

C Hen3BeCTHA 9€CTOTA: XHMONPOTPOMOHMHEMHA, KOHBYJICHH, XHIIEPEMUA HA KOHIOHKTHBATA W CKJIepaTa,
arnaTusf, HEPBHOCT, KOPEMHHU OOJIKH, TOKCHYEH HEPPOTUUEH CHHAPOM C aHYPHA WIH OJIUrypH4, cnabocT,
ymopa, 0e3cbHHe, TBMHOBHOJIETOBY HAAWIHATH, OONE3HEHH JIE3UH NO KPaHHULIKUTE U MOHAKOra 1o HLETO
1 WHATA, C NOBHLLEHA TeMMnepaTypa (CUHIpOM Ha CyuT)

B ciyuail, ue HAKOS OT HEXENAaHUTE PEaKUMH C€ BNOIUM UK ako Bue 3abenexkuTe HeXeNaHW peakunH,
KOMTO HE ca OMUCaHK B HACTOALLIATA JIMCTOBKA, MOJIs 00BbpHeTe ce KbM Bawiusa nekap wnu dapmauesrT.

CoobutaBaHe HA HEXENAHMY peaKUNH

AKO MONMyUMUTE HAKZKBHY HEXKENAHH NEKAPCTBEHH peakuny, yBeaoMete Balius nekap win ¢gapmauest. Tosa
BKJIKOYBA BCUYKH Bb3MOXKHH HEONMCAHU B Ta3H JIMCTOBKA HEXXeNaHMU peakuun. MoxeTe cblio aa ¢cbobinure
HEXXENIAHM PEAKLUM AUPEKTHO Ha:

HU3nbaHUTENnHA areHuus Mo neKapeTBara

ya. ,,Jdamau ['pyes* Ne 8

1303 Coduns

Ten.: +35928903417

yebcanT: www.bda.bg

Karo cbobiiaBaTe HEXKENAHH peakLMH, MOXKETE a JaJeTe CBOA NMPHUHOC 3a NONYYaBaHE Ha MoBeye
HHbopMaLua OTHOCHO 6€30NacHOCTTa Ha TOBA JIEKAPCTBO.
5. Kak ga coxpanaBate brcenTou
Ha ce cpxpaHABa HA MACTO, HEAOCTBLITHO 3a JeLa.
CbxpaHsBaiite B OpMrHHANHATa ONaKoBKA NpH TeMneparypa nox 25°C.

He w3non3saiTe TOBa JIEKAPCTBO Clie] CPOKa HAa FOAHOCT, OTOE/A3aH BLPXY KAPTOHEHATA ONAKOBKA Cliea
1 ogeH no:*. CpoxsT Ha rOOHOCT OTFOBapsA HAa MOCIAEAHHSA ASH OT MOCOYEHHS Mecell.

He n3xsbpnsiTe nexapcraara B KaHaIN3aUMATA WIH B KOHTelHepa 3a JoMalllHH ornaasuM. [lonuraiite
Bauwiusa drapMaueBT kak Aa W3XBBPIATE JleKapcTBaTa, KOWTO Beue He U3Noa3Barte. Te3n MEPKH 1le
CNMOMOTHAT 3a OMa3BaHe Ha OKOJIHATA cpeja.

6. CopabpxanHe HAa ONAKOBKATA H JONBIHATE/THA HRPOPMAIUA

Kakso cbabpxa brcenron 100 mg/20 mg

- AKTHBHHTE BelLECTBa ca: cyndamerokcaszon 100 mg u TpumeTonpum 20 mg
- JpyruTte CbCTaBKH ca: KapTOPEHO HHUUIECTE, TAJIK, MATHE3UEB CTEAPAT, MOJUBHHWIIOB AJTKOXOJ.

Kaxk n3raexna bucenroa 100 mg/20 mg » kaxBo chABLPKA ONAKOBKATA
benu TabneTky ¢ KBATEHNKAB HI0AHC, KPbIJIM, JIBYIUIOCKOCTHH, CbC CKOCABAHE, rp
cTpaHa ¢ Oykeure "Bs".

- Kaptonena kytua ¢ PVC/Al 6auctep, eauH 6aucrep ceaspxa 20 Tabnerku
- Eana cTbkneHa 6yTunka coabppxka 20 Tabnetku

IIpaTexaTen Aa pa3pelIeHHETO 32 YNOTPe6a H NPOH3BOAHTEN:
Adamed Pharma S.A.
Pienkow, ul. M Adamkiewicza 6A
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