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JIncroBka: nHHpoOpManHsd 32 NalHEATA

BucenTtos 400 mg/80 mg TabieTkn = LA A 26 -02- 2026
Biseptol 400 mg/80 mg tablets
CY(hamMeTOKCa30J1/ TPUMETOINIPUM
sulfamethoxazole/trimethoprim

IIpouyeTeTe BHHMATE/IHO USJIATA JIHCTOBKA NMPEAH A 3aN04YHeTe 12 NpHeMaTe TOBA JIEKAPCTBO,

ThH KAaTO T ChABbpPKa BaxkHa 3a Bac nndopmanns.

3anasere Ta3H JMCTOBKA. MOJKe J1a ce HaJIOXKH Aa s MpOoUYeTETe OTHOBO.

- AKO UMaTe HAKAKBH JOMBbJIHUTEIIHHU BBIPOCH, NnonuTaTe Bawus nekap wnu dpapmauesr.

- Tosa nekapcTBO € npeanucaHo JU4HO Ha Bac. He ro npeorcTwnBaiite Ha apyru xopa. To moxke
J1a UM HaBpeIH, HE3aBUCUMO Y€ MPU3HALIUTE Ha TAXHOTO 3abosisBaHe ca cbluMTe KaTo Bamure.

- AKO MOJIy4yHTe HAKAKBH HEXKEJIAHU JIEKAPCTBEHU peakLMH, yBeaomeTe Baiwuus nexap uiu
¢apmaueBT. ToBa BK/JIIOYBA U BCHYKH Bb3MOXKHHU HEXeJlaHW peakLiMK, HEONTMCAHH B Ta3H
JTUCTOBKA. BuxkTe TOUKA 4.

KakBo ¢bABPAKA Ta3H JIHCTOBKA:
KakBo npeacrapisBa bucenTon u 3a KakBo ce HU3Mos3Ba

L.

2 KakBo TpsOBa na 3Haere npeau aa npuemere bucenrtol

3. Kak na npuemare bucenron

4. Bb3MOKHH HEXE/TAaHU peaKLuH

3. Kak na cbxpaHsBare bucenron

6. ChabpkaHHe Ha OMaKOBKAaTa U JOMbJIHUTE/IHA HHOpMaLIUA
1. KakBo npeacraBiisiBa bucenTos u 3a KaKBO ce H3M0.13Ba

bucenton 400 mg/80 mg e komnekceH aHTHOAKTEpUAIEH JIEKAPCTBEH NPOIYKT, KOUTO ChAbpIKa KO-
TPHUMOKCa30J1 — CMeC OT cyJipameTokcason (Cy1poHaMHUI CbC CPeHa MPOABIKUTETHOCT Ha J1EHCTBHE)
U TPUMETONPHUM B MOAXO/ASAIO CbOTHOLLEHHE.

JIBeT€ aKTMBHH BELLECTBA HA JIEKAPCTBEHHUS MPOAYKT JEHCTBAT BbPXY €/1HA M Cbllla BEpUra
OMOXMMHYHH PEaKLIMH, KOETO NMOBHILIABAa aHTHOaKTepHaiHUs e(eKT U 3a0aBs pa3BUTHETO Ha
OakTepuaHaTa pe3UCTEHTHOCT.

Ko-Ttpumokca3on aeicTBa BbpXy YUyBCTBHTEIHH LIaMOBe Ha Escherichia coli (BKIHOYUTENHO
MaTOreHHH LAMOBE), HH/OJMO3WTHBHY aMoBe Ha Proteus spp. (BkinouutenHo P. vulgaris),
Morganella morganii, Klebsiella spp., Proteus mirabilis, Enterobacter spp., Haemophilus influenzae,
Streptococcus pneumoniae, Shigella flexneri, S. sonnei, Neisseria gonorrhoeae v Pneumocystis
Jiroveci (P. carinii).

/IBeTe akTHBHH BELLECTBA HA JIEKAPCTBEHHS NPOAYKT ce abcopOupat 6bp30 OT CTOMALLHO-YPEBHUS
TpakT. MakCHMaJIHOTO HHBO B KPbBTa Ha IBETE BELLECTBA Ce JJOCcTHra OT | 10 4 yaca cjie/1 NpUeMm rnpes
ycrara. /IpeTe BeuiecTsa B ne4eOHM KOHLEHTPALIMM C€ OTKPUBAT B MHOIO ThbKAHU W TEJIECHH
TEYHOCTH.

bucenTos e nokasaH 3a Bb3pacTHH, MOAPACTBALIM W JIELIa HAa Bb3pacT Haa 6 rOAMHH.
JlekapCTBEHHMAT NMPOAYKT Ce nmpuiara npu:

— YPOHHGEKUHMH, TPUUHHEHH OT YyBCTBUTENHH wWamoBe E. coli, Klebsiella spp., Enter
Morganella morganii, Proteus mirabilis v Proteus vulgaris.




~ 3abenexxa: HeycnoxkHenu WHGEKLIMK HAa MUKOYHHATE ITHTHLIA CE€ MPENOPBYBA 1A CE NEKYBAT C
TPUMETONPHM CAMOCTOATEIIHO HIIH ¢ PYT JIEKAPCTBEH NPOIAYKT, CHABPIKALL CAMO €IHO
aHTHOAKTEpHATTHO AKTHBHO BELIECTRO.

— OCTpo BL3NAJICHUE HA CPEAHOTO YXO, MPUUHHEHO OT YYBCTBUTE/IHHU LiaMoBe Str. pneumoniae 1
H. influenzae, B cnyuai, 4ye neKapaT NPELEHH, Y€ MPHJIAraHETO Ha KO-TPUMOKCA30 € MNo-
ONpaBgaHO OT JABAHETO Ha €AWH AHTHOMOTHK.

-~ QbocTpgHe Ha XpOHUYHHA OPOHXUTH, MPUUUHEHH OT YYBCTBUTENHHU ILMAMOBE Streptococcus
pneumoniae Wik H. influenzae, ako nekapar npeLeHy, Yye nNpujiaraHeTo Ha KOMOMHUPaH
JIEKapPCTBEH NPOAYKT € NO-0narornpyUisTHO OT MOHOTEpaNuA.

— CTOMalIHO-4YpeBHU HH(EKIWH, NPHYKHEHH OT Shigella.

— MukpoOHOJIOrHUHO MOTBBPACHA NTHEBMOHUSA, IPUYUMHEHA OT Pneumocystis jiroveci (P. carinii) u
npearnaspaHe OT HH(PEKTHpaHe ¢ MUKpoba NpyU NauMeHTH ¢ HamaneH uMyHurer (Hanp. CTTHH).

— Jlnapus Ha nbrelecTBEHUKA NpU BR3PacTHH, NMPUYHHEHa OT EHTEpOINaToOreHHu mamose E, coli.

2. Kakpo Tpabsa 1a 3HaeTe, npenH a1a npHeMete bucenTton

He npuemaiite bucenTtoun:

~  aKO CTe aJeprdi4yHH KbM KO-TPHMOKCa30 (CyJ(paMeToKCa30l ¢ TPUMETONPUM); CyIPOHAMHAH
WIK TPHMETONPHM; HITH KbM HAKOS OT OCTAHANUTE ChCTABKH HA TOBA JIEKApCTBO (M30pOEHH B
Touka 6);

—  aKO MMaTe JUATHOCTHLHUPAHO YBPEKAAHE HA HEPHOAPOOHHS NMapeHXHUM;

— Ko ¢Te ¢ TexKa ObOpeUHa HEJOCTATBYHOCT, KOTaTO HHBOTO Ha IEKAPCTBEHHS NPOAYKT B CEpyMa
HE MOXKE Zia ce OTpeacns;

—  8KO MMAarTe TEXKH XeMaTOJIOrMYHH HApYIIEHHS,

—  aKO UMaTe Merajiof/acTHa aHEMHUS, IPHUKMHEHA OT HEZOCTHUT HA QOJIMEBA KHCE/IMHA;

—  aKO CTe ¢ HEAOCTHI Ha IMIoKk030-6-docdaT gexuaporeHasa (mopaa Bb3MOXKHaE XEMOJIN3A);

— @Ko cTe OpeMeHHa (B MbpBUTE 3 Mecela Ha OpeMEHOCTTA) UITH CMATATe, Y€ MOXKe Ja CTe
OpeMeHHa, WM aKO KbpMHUTE

He papaiite bucenton Ha aeua Ha BB3pacT noja 2 Mecela.

I'oBopere ¢ Bamus nexap, npeau ga npueMeTe Bucenron:
—  AKO HAIKOra CTe pa3BH/IH TEXBK KOXKEH 0OpUB MK OeneHe Ha koXkaTa, o0pa3yBaHe HA MEXYPH
H/unu adTy B yeTara cnen npueM Ha TPUMETOTIPUM.

IIpenynpexaeHus 1 npeAnNa3HH MEPKH:

OObpHETE crielManTHO BHUMAaHWE NPY NpUeM Ha bucenTton:

CbobiilaBaHK ca CePUO3HM KOXHH peakLuu Kato cHHApoM Ha CTHBBHC-JKOHCHH (SJS), TOKCHYHA
enyaepmanta Hexkponusa (TEN), nekapcTeeHa peakiyis ¢ €03HHOMHINS H CHCTEMHH CUMIITOMMU
(DRESS), BbB Bpb3Ka ¢ jieueHneTo ¢ TpumeTonpuM. Crpere ynorpebaTa Ha TPUMETONPHM H
He3a0aBHO NOTbPCETE MEAHLHHCKA MOMOLL, aK0 3a0eNEKHTE HAKOM OT CHMITTOMHTE, CBBP3aHH ChC
CEPHO3HH KOXKHW peaKLMHy, OTMCaHH B TOukKa 4.

OT10enA3aHu ca peliky ClIyyaH Ha KHBOTO3acTpallaBallH yCJI0XKHEHHS, CBbP3aHH ¢ MPHJIAraHeTo Ha
CYNQOHAMHIH, BKIIIOYHTENHO TEXKH KOXKHH peakiuy (CHHApoM Ha CTuBBbHC-J[XKOHCHH - TexKa
epPUTEMa MYJITHPOPME HJIH CUHIPOM Ha Jlaliba - TOKCHYHA enHaepMaliHa HEKPOJIH3a), OCTPa HEKPO3a
Ha YepHUA Apo0, anIaCcTHYHA aHeMHS, IPYTY HapYIIECHHA B ChCTaBa Ha KPBBTA U
CBPBbXYYBCTBUTEIHOCT HA AUXATE/IHATA CHCTEMA.

AKO nojy4ure HEOYaKBaHO BIIOLIABAHE Ha KalllMLATA M 3a0yX, He3a6aBHO yBegoMeTe Bauius nexap.

Wl \
[lo BpeMe Ha NieUeHHETO ¢ KO-TPHMOKCA307 MOXKE 12 CE MPOABH CIeJHOTO: 06puB, Bh3napiaybpao: /Zstb .
BHCOKA TeMNepaTypa, DOJNKHM B CTaBUTE, KaLNIALA, 33a1yX, )KBJITEHHLIA, YPHHADHH HapyLFHE T
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O0JIKM B CllaDBHUTE WM enuracTpanHaTta obnact. B ciyyaid, 4e HAKOE OT ropeuzOpoeHUTE e NPOABY,
NPEKPATETE MPHEMA HA JIEKapPCTBOTO U BEHAra ¢e KOHCYNATHpaiTe ¢ JieKap.

JlekapcTBeHUAT NpoaykKT TpaOBa na ce Mpuiara ¢ BHHMaHHe NpH nauueHTy ¢ 6uOpeyHa
HEJOCTATBLYHOCT, ¢ HEAOCTHI Ha (OJTHEBA KUCENHHA (HANp. MO-Bb3PACTHH NMALMEHTH, AMKOXOMHUIH,
NAUHEHTH, JIEKYBAHH C AaHTHKOHBYJICUBHH JIEKAPCTBA, NPHU NMALMEHTH CbC CHHAPOM Ha Manabcopbuus
U C HELOXpaHBaHe), NPH MAUHECHTH ¢ TEXKH aNIeprudyHM peakuHy UK cTpaaalill oT 6poHXHanHa
actMa. UHopmupaiite Bawiua nekap 3a koeTo ¥ aa OWI0 OT Te3H CbCTOAHMUA!

[Ipy ro-BbL3pacTHATE MALMEHTH NMO-4ECTO ¢€ HAOMIOAABAT TEXKH HEXKETAHH JIEKAPCTBEHH peaKLHu
C/ied MPHEMAHETO Ha KO-TPUMOKCa30J1 (Ob0pewHa UK yepHOApoOHA HEAOCTATBUHOCT, TEXKKH KOXKHHU
pE€akUUH, MOTHCKaHE Ha KOCTHOMO3BYHUTE HYHKLIMH).

Haii-uecTute Hexkenanu peakuun npu nauveHTH cbe CITMH, nexyBanu ¢ ko-TpUMoOKcazon BKIOUBAT
OOpHEB, BUCOKa TEMIIEPATYpa, IEBKONEHUa (HamanasaHe O6pos Ha GenuTe KpbBHH TesLa B
nepudepHaTa KpbB), NOBULIEHA aKTUBHOCT Ha Y€pHOAPOOHUTE €H3UMH (aMUHOTpaHCc(epasu) B
KPBLBHHA CEPYM, XHMNEPKATHEMHA (NMOBUIIEHO ChABPKAHHE HA KaIMH B KPLBTa) U XHNOHATPHEMMKS
(MOHKMIKEHO ChABPIKAHUE HA HATPHIt B KPBHETA).

KakTo » npn apyru aHTHGakTepuanHu nekapcTea, No BpeMe Ha ICYEHHETO ¢ KO-TPHMOKCA30JT MOXKE
na ce Habmoaasa ncesaoMeMOpanosen konut. [lo Tazu npuumHa, ako uMate qUapus cieg
NPHEMAHETO Ha JIEKapCTBEHHA NPOAYKT, He3abaBHO Ce KOHCYNTHPaHTE ¢ ekap. Moxe na ce okaxe
HeOOX0AMMO Na NpeKpaTUTE NpHEMa Ha JIEKAPCTBEHU TIPOAYKT M Aa BH ce npunoxku noaxoadio
neyeHHe (NepopanHO METPOHUIA301 WIH BAaHKOMUUHH). He B3emaiiTe nekapcTBEHH NPOAYKTH CbC
3anyHyau egekr!

CHNBTCTBALLOTO NMPHIOKEHUE Ha bucenTon ¢ onpeaenenu nexapcTsa, KanueBH N00aBKY H XpaHH,
OoraTH Ha KanuH, MOXe a JoBele A0 TeXKKa XHNnepKalHeMHs (MOBHLIEHO HHBO Ha Kalluil B KpbBTa).
CHMMTOMHUTE Ha TEXKKa XHUIMEPKATHEMHA MOXE a BIJTIOUBAT MYCKYJIHU CITA3MH, HEPaBHOMEPER
CbpPACYEH PHTHM, JHApHUA, FaJICHE, 3aMaiBaHe WK ri1aBodonMe.

XemodarounTHa THMQPOXHCTHOLIMTO3A

MHoro psaako UMa CboOLLEHHA 3a CBPBXPEAKLIUH HAa HMYHHATA CHCTEMA NMTOPaJH HapyLIeHa peryJialus
[pH aKTHBHpaHe Ha OeINTe KPbBHH KIETKH, BOAELIA 10 Bh3naleHHd (xeModaronuTHa
IMMQOXMCTOLMTO3a), KOUTO MOraT Aa 6bJaT )KMBOTO3aCTPaLIABALUH, 2KO He ObAAT AWArHOCTHLIMPAHH
M IEKYBaHHW PaHO. AKO MOJYUYHTE MHOXKECTBO CUMNTOMH KaTO MOBULIEHA TeMNepaTypa, NnojyBaHe Ha
NHM(HHUTE BB3/IH, yCeLaHe 3a ¢jabocT, 3aMasHOCT, 3a1yX, JICCHA NOABA HA CHHHHH MK KOKeH 0OpHB
[10 €AHO M CHUIO BpeMe WM ¢ Nieko 3abaBaHe, He3a0aBHO ce CRbpXKeTe ¢ Bawns nekap.

Hpyru aekapcrsa W Bacenron
Hudopmupatite Bawms nekap wnu papmMauesT, ako NMpUeEMaTe, HACKOPO CTe NPUEMATH WIH €
Bb3MOKHO 1a NMpUEMETE APYTH JIEKapCTBha.

Tuazuonu ouypemuyu

EAHOBPEMEHHOTO NpHEMaHe Ha KO-TPHMOKCA30]1 C HAKOHM AHYPETHLH (0COGEHO THA3UAK) MpPH 10-
Bb3PACTHH MAUHEHTH MOXKE Jla YBEJIHYH PHCKA OT TPOMOOLIHTONEHHA CHC CKIIOHHOCT KBbM
KPbBOM3J/IHBH.

Ilepopannu anmuxoazyranmu
Ko-TpHMOKCa30/1 MOXKE @ YCHNH edeKTa OT aHTHTPOMOOTHYHHUTE IeKapCTBEHH NIPOAYKTH A0 CTENeH,
Hajaralia HaMaJjisBaHe Ha f103ara.

Denumoun
Ko-TpuMokcason noTucka MeTabonniMa Ha (PeHHTOHMHA B YyepHHUd Apod; BpeMeTo Ha ACHCT
(beHHUTOMH Ce yABDKABA NMPH NALMEHTH, KOWTO NPHEMAT JBETE JIEKAPCTBA.
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Memompexcam
Ko-Tpumoxcazon Moxe aa yCUNIH AeCTBHETO Ha METOTPEKCaT.

IIpouszsoonu ua cyagponunypes
Ko-TpuMokcaszon Moxe Aa YCUNH QeHCTBHETO Ha aHTHAHAOEeTHITE NNeKapCTBEHH NMPOAYKTH,
MPOH3BOAHM Ha CYyNIPOHUNYPEA U fa MPHUUHH 3HAUMTENIHO NNOHWKABAHE HA HUBOTO Ha KPbBHATA

3axap.

Hueorxcun
Ko-TpHMOKCa30/1 MOXe [1a HOBHLLIH HUBOTO Ha AUTOKCHHA B KPBBTA NPH HAKOU NO-Bb3PACTHH

NauHCHTHA,

Ipuyurauurnu anmudenpecanmu
Ko-TpHMokcazon Moxe Aa HaManu ePpHKacHOCTTa Ha TPHLUMKITHYHHTE aHTHAETIPECAHTH,

Aumumanaputinu rexapcmsa
Ko-TpuMokcason ¢ MHpUMETAMUH MOXE Ja NPHUKMHAK MeranobnacTHa aHeMHs NPH 1034 Ha

MMPUMETAMHH HAABULIABALIM 25 MZ CEAMHUYHO.

Lluxnocnopun

[1pn nauuenTH ¢ TpaHcnnanTupaH 61v6pek, NTEKYBaHH ¢ KO-TPUMOKCA301 H LIMKJIOCTIOPHH, Ce
OTOe/IA3BaT BPEMEHHH CMYWEHHs BbB (PyHKLMHTE Ha TPAHCTUTAHTHPAHHA 6BOPEK, KOWTO Ce U3pa3saBaT
B MOBHLIECHO HHBO Ha KPEATUHHH B CEPYMA, KOETO BEPOATHO € MPHUHUHEHO OT ACHCTBHETO Ha

TPAMETOTIPHM.

Cynponamuaure Moxe Aa IPHUMHAT alleprus MpH NAUWEHTH, YYBCTBUTENHH KbM HIKOU
AHTHTHPOW/IHU IEKAPCTBA, JHYPETHLIM (ALIETONAMM] U THA3KA) U HAKOH NEPOPATHH aHTHAUAOETHH
NeKapcTBa NOpaaM TAXHATA XHMHYHA CTPYKTYpa.

Anmuxoazyranmu
Ycunsane Ha edeKTHTE Ha alleHOKYMapoA U BapdapuH.

Aumuouabemnu nexapcmea
YcunBaHe Ha eeKTa Ha CyaOHUNypeliHH aHTHAHAGETHH JIeKapCTBa.

ACE unxubumopu
PUCK OT T€KKa XUNEpKanTHEeMUs

Anecmemuyi
ITOBHLICH PHCK OT METXEMOINIOOHHEMMS, KOTATO CYN(HOHAMHAKTE CE MPUEMAT C NMPHIIOKAHH.

Anmuapummuvnu 1exapcmea
[ToBrLIEH PHCK OT KAMEPHH apUTMUKM NPH NpHeM ¢ aMuoaapoH. [nasmennTe HuBa Ha JodeTHANA ce

NOBHUIABAT 3HAYUMO MPU NPHEMaHe C TPUMETONPHM/CY1(PaMETOKCA301, KOETO BOAH A0 HHAYLIKPAHO
OT AodeTunua yawnkasane Ha QT MHTepBana v pHCK OT apUTMHS.

Anmubaxmepuannu nexapcmaa
CepyMHHMTE HHBA Ha 1afCOH W TPHMETONPHM/CYdaMeToKCa3on € BbIMOXKHO Aa Ce NOBUILIAT NpH
KOMOUHHpaH npueM. HeobxoauMO e NOBHILEHO BHHMAHHE NOPaAH TOKCHYHOCT Ha AaNCOH,

NPHYHHABALLA METXEMOrNOOHHEMHSA. PUCKBT OT KPUCTaNypHA Ce NOBKLIABA NPH NPHIAraHe Ha
cyndpoHamMHuaH ¢ MmeTeHaMuH. EasoBpeMeHeH nipHeM Ha TpHMETONpHUM/CyndaMeToKeason 1
pHpAMITULMH MOXe Ja IOBEAE O MOBHLIEHH HUEA HAa pUAMMHUNH M CKLCEH TOTYXKUBOT
TPHMETONPUM,




Arnmugporamnu rexapcmean
AKO ce npwiaraTr TaKMBa JIeKapcTa € Heo6xoaHUMo aa ce 0OMUCIH NOMBIHHUTENEH NPHEM Ha onaTH.

Aumusupycru aekapcmea

BUCOKH 1034 TPUMETONPUM/CylidaMeToKca3zon TpAOBa Aa ¢e U30ATBAT, Thil KATO NOBHILIABAT
[JIA3MEHHTE KOHLIEHTPALMU HA TaMUBYIHH. ENHOBpEeMeHHO feveHHe Che 3MI0BYAHH MOXeE A
NOBMILH PHUCKA OT XEMATOJIOTMYHH HeXXellaHH peaklid KbM TPHMETONPHM/CydamMeTokcason.
[InasMeHUTEe KOHUEGHTPALIMH HA 3aMUHTaOUH € Bb3MOKHO Aa C€ MOBULIAT OT
TPHMETONPUM/CYN(AMETOKCA3OIL.

Kamuonu npu ¢uzuonocuuno pH
[pu eaHoeppemenHa yroTpeba Ha TPUMETONPUM C NPOKaHWHAMK W/ WIH aMaHTaguH MOXKE 1a Ce

NMOBHIUIH NNA3MCHATA KOHUCHTpPALUA Ha €JHOTO WK NBCTE BEILCCTBA.

Knrozanuwn
Ha ce u3barea eqHoBpeMeHHa ynorpeba, nopagyd NOBUIIECH PUCK OT (aTaTHA arpaHyJIoUUTO3A.

Kanues amunobenzoam
[Notucka edexra Ha cyndoHaMuauTe.

Caruyunamu
Ycunear AeHCTBHETO Ha CYJIPOHAMMINTE.

Anmuayuonu npooyxkmu
Hamanspar abcopbumsara Ha cyndaMeTokcason.

bapbumypamu
Y CHJIBAT TOKCUYHOCTTA HA TPHMETONPHM.

IIpn €eAHOBPEMEHHO NpPHEMAaHE C HHAOMeTaUKH ca HabJlioAaBa MOBHLIEHO HHBO Ha cyndaMeToKcason.

Brusnue evpxy pesyamamu om 1abopamopru U3cae06anua.
Cwobuiasa ce, ye TPUMETONPHUM U CYAPOHAMUANTE NMOBNHABAT AHATHOCTHYHHTE TECTOBE, BKIL.
CepYMHH HHBA Ha METOTPEKCAT M KPEaTHHHUH, YpeA, INIOKO3a B YPUHATA H TECTOBETE 32

yPOOHITMHOrEH.

TpuMeTOnpHM MOXE 112 NPOMEHHN PEIYJITATHTE OT H3MEPBAHE HA METOTPEKCAT B CEPYMA UPE3 €H3UMEH
METOJ, HO HE BJIMAE BbPXY PE3YJITATUTE OT aHAITU3H, H3BBPIUBAHH HPE3 PAOHONMYHOJIOTHYHH METOIH.
Ko-TpuMoxca3sost Moxe fa nosHiM cpeaHo ¢ 10% pesynrature oT aHanKu3a Ha KpeaTUHWHA MO MeToa
Ha Ade (c ankaneH nukpar).

BHCenToJ1 ¢ XpaHa H HANUTKH
JlekapCTBEHUAT NPOAYKT C€ NpHiara NepopanHo Mo BpeMe Ha XpaHeHe WIH BeJHara cael Tosa. [o
BpEMeE Ha ICYEHHUETO NMALMEHTLT TPAOBa Aa MpHeEMAa MHOTO TEYHOCTH.

bpeMeHHOCT H KBpPMeHe
AKO CTe OpeMEHHA WIHM KbPMHTE, CMATATE, Y€ MOKE J1a CTe OpeMEHHA WM IU1aHHpaTe GpeMEHHOCT,
ochBeTBaiTe ce ¢ Batus nekap wnu dapmalesTt npeny ynorpebara Ha TOBa N€KAPCTBO.

Tosa nexapcTso He Tp:AGBa Aa ce npHeMa npe3 NLPBUTE TPH MeEceLa Ha OpeMeHHocTTa. JledeHHeTo ¢
TPHUMETONPHUM Npe3 NBEPBHHTE TPH Mecella Ha OpeMeHHOCTTa MOXE a YBEJIHYH PHCKA OT CIOH
abopt. Jleuara, poAeHH OT MaiKH, NeKyBaHH C TPHMETONPHM NPE3 ITbPBUA TPUMECTBHP,
MOBHULLIEH PHUCK OT BPOAEHH AeEKTH, NO-CNeLHanHo AedeKTH Ha HeBpaiHaTa Tpbha (




rpLOHAYHHUAT CTBAO U PBHOHAYHUAT MO3BK HE ce GOopMUPAT NPaBUITHO), LIEMHATO HebLe (KOTaTo
YCTHATa W HEOLIETO He ce POPMUPAT NPaBUAHO) U AeHEKTH, 3aCATAIIH CHPLIETO.

Kakro TpumeTonpumM, Taka v cyndaMeTokcazon npeMHHABAT B KbpMara. He ce npenopsusa
MPHEMAHETO HA JIEKAPCTBEHUA NMPOAYKT MNPH KbPMEHE,

llodupane m pabora ¢ MAIIHHA
JlekapCTBEHHAT NPOAYKT OOHKHOBEHO HE OKAa3Ba BINAHHE BbPXY NCUXOPH3IHYHOTO CHCTOAHUE,

cnocoOHOCTTA 32 WodupaHe H paboTa ¢ MallMHH.
Bunpeku TOBa, ako ce NMOABAT HEXKENAHW peakLMH KaTo rnaBobonie, KOHBYJICHH, HEPBHOCT, YMOpa,
TpAOBa [a ce BHUMAaBa No BpeMe Ha modHpaHe WK paboTa ¢ MalllMHH.

3. Kaxk na npuemarte bucenroa

Bunaru npuemaiite bucenTon To4HO KaKTO BH € Ka3an BauuAT nekap. AKO He ¢T€ CHIYPHH B HELLO,
nonuTadTe Bawus nekap.

Tabnerkure He OuBa na ce pa3AensT.

Jeua non 6 roavHKU: HE Ce MPENOpbYBA [a ce JaBa, IOPaau PUCK OT acnupauMs Ha Tabnerkarta. [pu
neua noj 6- roaMiiHa Bb3pacT Ce€ NpenopbyBa ynorpedara Ha MPOAYKTH oA GopmaTa Ha CYCNeH3UA.

YpouRQeKUHA, CTOMANIHO-YPeBHA HHGEeKUHH, NpHiHHenn OT GakTepun Shigella n obocTpane
HA XPOHHYHH OPORXHTH NPH Bb3PACTHH:

OOHualHMAT peKMM Ha J03MpaHe € 2 TabJeTKH Npe3 ycTaTa ABa MbTH IHEBHO, T.€. No 960 mg Ko-
TPHMOKCa30N NHEBHO. [Iph yporHdekHH NekapcTBEHHAT MPOAYKT OOMKHOBEHO ce npunara ot 10 ao
14 nHu; npy 000CTPEHH XPOHHYHH OPOHXHUTH 10 14 AHH; NPHU CTOMAILIHO-YPEBHH HHPEKLHH,
NpHYKHEHH OT Shigella — 5 gHw.

YponndeKknHH, CTOMAIHO-IPeBHH HApEKUHH, NPHIHHEnA oT GakTepun Shigella n ocTpo
Bb3NAJICHHE HA CPEAHOTO YXO NPH AeA;

ObGuuaiiHara no3a € 6 mg TpuMeronpum u 30 mg cyndpamerokcason/kg TeNeCHO TErNO AHEBHO,
pasneneHy Ha 2 OTAECNHHU 1031 Ha BCcekH 12 uaca.

ObuuaiiHaTa Jo3a 3a feua Ha Bb3pacT oT 6 10 12 roaunu e 480 mg KO-TPUMOKCA301 Ha BCekH 12
yaca. He npunaraiite no-BHCOKH 03U OT NpeaNHCAHUTE 33 BL3PACTHH!

[1pn yponHpexunn 1 oCTpo Bb3NaneHHe Ha CPEAHOTO YXO JIEKAPCTBEHHAT MIPOAYKT ce npunara 10
IHH; NPH CTOMaIHO-YPEBHH HHEKLUUM, NpUYHHEHH oT Shigella — 5 nuw.

[IneBmMonun, npHuYHBeHa 0T Preumocystis jiroveci (P. carinii) npn Bb3pACTHH H Jena:
[penopbuntenyara 103a 3a NALMEHTH C NOTBBbpAEHA HHPeKLn e 90-120 mg ko-TpUMOKCa30on Ha
KWIIOTpaM TEeNeCHO TEMIO Ha I€H Ha OTAEAHHM 103K, MpHEMaHHU Ha BCeKH 6 yaca 3a nepuon ot 14 no 21
OHM.

Tabanoa 1. Maxkcamanna 103a BacenToJ B 3aBHCHMOCT OT TENECHOTO TEr1o Ha nAanHeHTA,
CTpajall OT NHeBMOHHSA, NPHYHHEHA OT Pneumocystis jirovecii,

Ho3a, npuaarana Ha BCexKu 6

TenecHo rerno
yaca (mg Ko-TPpAMOKCA30.J1)

Ikg]
16 480
24 720




32 9260

40 1200
48 1440
64 1920
80 2400

IlpodunakrTuka na andpekuann ot Pneumocystis jiroveci (P. carinii):

BbipacTuu v nogpactaay: 960 mg ko-tpuMokcason (2 TabiieTkd) BeIHbK AHEBHO B MPOIBIKEHHE
Ha 7 AHM OT ceaMuuaTa. B cny4ail Ha nolia NOHOCHMOCT MOXeE J1a c€ OOMHC/IH NMOHMXKaBaHE Ha
JHeBHaTa go3a g0 480 mg.

Heua: 900 mg ko-TpHMoOKca3on/m? renecHa oLl pa3ie/ieHH Ha ABE PABHU OTAEIHK JO3H Ha BCEKU
12 yaca B NnpoABJKEHHUE Ha 3 NOCNEAOBATENHHU AHH OT ceaAMHLAaTa. MakcHManHaTa JHeBHa 1034 €
1920 mg (4 TabneTkn).

Tab0anna 2. lo3a bacenron, nokasana 3a Aena npxH npoPHIAKTHKA HA MTHEBMOHHA, NPHYHHEHA
ot Pneumocystis jirovecii

Tenecuna niom Ho3a, npuaarana Ha BcexkH 12
[m?] Yaca (g Ko-TPHMOKCa30.1)
0,53 240
1,06 480

JHapHa Ha NbTEIECTBEHHKA MPH BL3PACTHH, NPAYHHEHA OT euTeponarorenen mam E. coli,
IIpenopbunrennara nosa € 960 mg (2 TabneTkn) Ha BcekH 12 waca.

J03HpOBKA NP NANHEHTH ¢ 0LOpeYHA HEJOCTATLYHOCT:

Jo3aTa npu nauMeHTH ¢ KIIMPBLHC HAa KpeaTHHHHA 15-30 ml/min cnensa na 6bae HamaneHa
HaMoONOBHHA; aKO KJIMPBHCHT Ha KPEaTHHHHA € NO-HUCHK OT 15 ml/min, He ce npenopbusa
MPUNAraHETO Ha KO-TPUMOKCA3011,

AKO CcTe npHeIH NOoBeYe 0T HeoOXoauMaTa a03a bucenton
He € n3BecTHO KakBa € )HMBOTO3acTpallaBaliaTa 403a Ko-TPHMOKCA301.

Bb3MOXKHUTE CHMIITOMH Ha NpeAO3HpaHe BITFOYBAT 3ary0a Ha aneTHT, CTOMALLHY 6onkKu, raaeHe,
NOBPbBLLUAHE, CBETOBBPTEX H raBodonue, BUCOKa TEMNEPATYpPa, ChHIHBOCT, 3aryda Ha Cb3HAHME,
00BPKAHOCT, KPBB WM KPHCTANM B ypHHaTa. Ha no-kbceH eTanm Moxe [a ce NOABM NOTUCKAHE Ha
KOCTHOMO3BUHHTE (PYHKLIMH H XKBJITEHULIA,

[TpenopbunTenHuTe NEACTBUA Cea Npefo3upaHe MOXKE Aa BKJTIOUBAT CTOMALLHA IPOMMBKA,
NpeAH3BHKBAHE HA MOBPBHILAHE, JaBaHE HA rOJIEMHU KOJIMMECTBA TEYHOCTH NPH HEXOCTATBUYHO
YpHHHUpaHe U HOpMaTHA ObOpeuHa PyHKkIuA.

OTaengHeTO Ha TPHMETOIPHM MOXKE [1a C€ YCKOPH Ype3 NpuiaraHe Ha MoJKHCABALIN YPHHATA
areHTy. IlpunaraHeTo Ha lekapcTaa yBE/IMYABAllW OTACNAHETO Ha YPHHA YIECHABA OTAEISHETO Ha
CyJ(amMeToKcaso,

[Tpenoprusa ce 061HO KHBOTONOATBPKALIO JICHEHHE, TIPHIIATaHe HA rOAEMH KOMHYECTBA TEUHOCTH U
aHaNU3 Ha MTBJTHA KPbBHA KAaPTHHA H €JIEKTPOJIUTH.

AKO ¢Te NponycHAJH a2 npaeMeTe bucenToa
B3emere HezabaBHO nponycHaTaTa A03a.

He B3emaiite nofiHa n03a, 32 /1a KOMNEHCUpATE NPOINyCcHATaTa A034.

AKO cre cnipesH npuema Ha bucenroa




AKO UMaTE HAKAKBH JOMBAHWTENIHU BHIIPOCH, CBBLP3aHH ¢ ynoTpedara Ha TOBa JIEKapCTBO, NONUTANTE
Bawiug nekap unu ¢papmanenr.

4. Bb3IMOXKHH HeXeJIAHH peaKlnn

KaTto BCHUKH iekapcTBa, bucenTon Moxe aa npean3BrHKa HeXENaHH peakiliH, BLIAPEKH Ue HE BCEKH TH
nony4aea.

Cnpete ynoTrpefara Ha TPHMETONPHM H He3a0ABHO NMOTHPCETE METHIHHCKA MOMOIN, AKO
3al0es1eXATe HAKOH OT CJICAHATE CHMNITOMH:

* YepBEHHUKABH METHA MO TAJOTO, YECTO ¢ MEXYPH B LEHTBPA, OC/IEHE HA KOXKaTa, A3BH B YCTaTa,
rbpPIOTO, HOCA, FTEHUTATUHTE H OYKTE. T€3n CEpPHO3HH KOXKHH 0OpUBU Morat aa OvaaT npealiecTBaHH
OT NOBHLIEHA TEMIEpPATYPa H rpUNonoA0OHH cCUMITOMH (cHHIpoM Ha CTuBbHC- [DKOHCHH
(SJS)/Tokcnuna ennaepmanta Hekponusa (TEN)).

* OOwnpeH oOpHB, BUCOKA TENECHA TeMIEpaTypa H yBenuueHH aumdny Bbanu (DRESS cuuapom unu
CHHJPOM Ha JIEKAPCTBEHA CBPBbXYYBCTBUTENHOCT).

CepHO3ZHH HeXeNAHH PeAKUNH

HezabaBHO noThpceTe cneiliHa MeAMLIHHCKA NOMOLLL, aKO Cle/] NPHIaraHe Ha TOBA JIEKAPCTRO
MOYyBCTBATE MHOXKECTBO CUMIITOMH KAaTO MOBULIIEHA TEMIIEPATYPA, MHOIO HHCKO KPbBHO HaAraHe
HJIH YHECTEH MYAC, ThbH KaTO TE€ MOXKE Ja ca MPHU3HAK Ha LUIOK.

Haii-uecTo nposiBABaILMTE Ce HEXENTaHU PeaKLWH ca Te3H Ha CTOMALIHO-YPEBHUA TPAKT (raeHe,
MOBPBLIAHE ) H KOXXHH NPOMEHH (0OpHUB, ypTUKapHA).

H3non3eaHu ca ClieHATE O3HAUECHHUS 32 YECTOTATA HAa HEXKENAHUTE NIEKAPCTBEHH peakKUMK: MHOTO
yecTH (>1/10); uectu (=1/100 <1/10); neuwectn (>1/1 000 <1/100); peaku (=1/10 000 <i/1 000);
MHOro peaku (<1/10 000); ¢ Heu3BecTHa yecTOTa (OT HANHUHHMTE JaHHH HE MOXe J1a Ob/le HanpaBeHa
OLICHKA).

HecTH: KOXHH peakurM (Hanpumep o6puB, YpTHKAPHA, CbpOex), anepruyHi oOpHBH, riasobonue,
rajicHe, NOBpBLUAHE,

Peaxu: neBkoneHus, HEYTPONEHHs, TPOMOOLINTONEHHS, AHAPHS, ITIOCHT, CTOMATHT.

Muoro peakn: arpaHynouuTo3a, MeranobaacTHa aHeMus, aljacTHYHA aHEMHUA, XeMOJIMTHYHA
aHEMHA, METXEMOTTIOOMHEMH S, €O3HHOPUANA, CHHAPOM Ha cepymHa Gonect, aHadUNaKTHYHM
PeaKLMH (BKIIOUYHTENHO TEKKH H KHBOTO3aCTpalllaBally), BHCOKA TEMIIEPATypa NIPHYHHEHA OT
NEKapCTBOTO, AHMMOEACM, ATCPTUYHEeH MHOKApAMT, Iypnypa Ha XeHox-1lsoHnaiiH, aprepuuruc
HOZ03a, NOROOEH Ha IyMyC CHHAPOM, CUMIITOMH Ha CBPBbXUYBCTBHTETHOCT Ha IMXaTeJIHATA CHCTEMA,
(pOTOUYBCTBHTETHOCT, €KCONHATHBEH JEPMATHT, EpUTEMA MYATH(OPME, CHHAPOM Ha CTHBLHC-
JKOHCHH, CHHAPOM Ha Jlaibn (TOKCHYHA enuaepMaTHa HEKPOH3a), XUNEPKATHEMHS,
XHIOHATPHEMHSA, XUITOTTIMKEM U, JTUTICA HA aNETHT, ACMPECHSA, XaIOLUHALIUH, CBETOBBPTEXK,
aCENTHYEH MEHWHTHT, KOHBYJICHH, NEPHPEPEH HEBPHT, aTaKCH4, LUYM B YLUHUTE, 3a/lyX, KalLHLIA,
6enoapobua HHPUNTPaLKA, NceBAOMEMOPAHO3EH KOJTHT, MAHKPEATHT, NOBHLIEHA aKTUBHOCT HA
YEPHOAPOOHUTE EHIUMH, XEMATHTH, NOHAKOra MPHIAPYKEHH OT XOJECTATHYHA XBITEHHULIA HH
HEKpO3a Ha YepHHA Apol, Gonku B cTaBuTe, GONKK B MYCKYJTUTE, KpHUCTaNYypus, 6n0pedHa
HEAOCTAaTBYHOCT, HHTEPCTHUHATNIEH HEQPHUT, NOBUIHEHHE Ha HUBOTO Ha HeOENTHYHHA a30T,
MOBUiIABAHE HA KPEATHHWHOBHTE HUBA, BIOLUIABAHE HA AUYpE3aTA.




C Hen3BecTHA 9ecTOTA: XHNONPOTPOMOHHEMHUS, KOHBYJICHH, XHITEpeMHA Ha KOHKOHKTHBATA H
cKJiepaTa, anaTHs, HEPBHOCT, KOpeMHH 60AKH, TOKCHUEH HEPPOTHYEH CHHAPOM C aHYPHS WITH
onurypus, cnabocr, ymopa, be3cvune, TbMHOBHOJIETOBY, HAIUIHATH, OONIE3HEHHU JIEZUH NO
KpaAHHULIMTE U MOHAKOra no JIMUETO U LIKATA, C NOBHILIEHA TeMnepaTypa (CuHapom Ha Cyur).

B cnyuyaif, 4e HAKOS OT HEXENAHWTE peaKLIMK C€ BIIOLUH UK ako Bue 3abenexkuTe HexKeaHU peakLUH,
KOMTO He ca OMHUCaHH B HACTOALLATA JIMCTOBKA, MONS 00OBpHETE ce KbM Ballna nekap wiu dapMauesT.

CoobliaBaHe HA HEXKEAAHH PEAKLIMH

AKO NMOJy4yHTE HAKAKBU HEXEJIAHU JIEKAPCTBEHH PeakLuy, yBeaoMere Bawuna nekap unu papmatest.
Topa BKJIIOYBa BCHHMKH Bb3MOKHH HEOIMHCAHH B Ta3H JIMCTOBKA HEXKeJIaHU peakuuu. MoxeTe cblio aa
CHOOLIUTE HEKENAHW PEaKLIMH AMPEKTHO Ha:

H3nbaHWTENHA areHumda no JIeKapcTeara

ya. . JamaH I'pyes™ Ne 8

1303 Codwus

Ten.: +35928903417

yebcaiiT: www.bda.bg

Kato ¢hobiuasaTe HexxenaHH peakLvH, MOKeTe Aa JaNeTe CBOA NPUHOC 3a NOJNYYABAHE HA MOBEUE
UHpopMaLMs OTHOCHO 6€30MacHOCTTA Ha TOBA JAEKapPCTBO.

3. Kak na cuxpansisate bucenron

Ha ce chxpaHaBa Ha MACTO, HEAOCTBITHO 34 Jiela.

CobXxpaHaBaiiTe B OpUrHHanHara onakoska npu Temneparypa non 25°C.

He W3anonipakte TOBa JIEKAPCTBO CAeA CPOKA HA FTOAHOCT, OTOENA3aH BbPXY KapTOHEHATa ONAKOBKa
cnen .l oneH n0:*“. CpoKBT Ha rOAHOCT OTrOBapA Ha NOC/AeAHUA A€H OT NOCOUYEHHS MECeLl.

He u3xBbpisaiTe ekapcTBaTa B KAHAIM3aUUATa WIK B KOHTeHepa 3a JOMAUIHH OTNaAbLU.
[Tonutaiire Bawna papMaueBT Kak 1a H3XBBPIATE JIEKAPCTBATA, KOMTO BEue He M3nonspare. Tesu
MEPKH Ll COMOTrHAT 3a Orna3BaHe Ha OKOJIHATa cpefa.

6. Crabpxanne HA ONAKOBKATA H JONLJAHATEIH2 HHPOPMALHA
Kakso coaspxka bacentoa 400 mg/80 mg

- AKTHBHUTE BelllecTBa ca: cyndamerokcaszon 400 mg v tpumeTonpum 80 mg
- Jpyrvre chCTaBKH ca: KapTogeHO HUlllecTe, TANK, MarHe3HeR CTEapaT, NOJHBHHIIOB AlIKOXON

Kax nsrnexaa bacenroa 400 mg/80 mg i kakBo cbAbpKa ONAKOBKATA

besin TabNeTKH ¢ XKBITEHHUKAB HIOAHC, KPBLIH, ABYIUTOCKOCTHH, ChC CKOCABAHE, OT €1HATA CTPAHAE C
rpaBupaH 31ak "-" u 6ykeute "Bs" Hana Hero.
KapToHeHa KyTH1 C:

- | Sancrep (cvabpxam 20 Tabnetkn)

- 2 6aucrepa (cvabpxkaiuM 1o 14 tabnerkn)

IIpuTexaTtes HA paipemenHeTo 38 ynorpefa H NPOH3BOAHTEN:
Adamed Pharma S.A.




Pienkdw, ul. M. Adamkiewicza 6A
05-152 Czosnow
ITomua

JlaTta Ha nocrenno npepasriaexaane Ha Juctoskara: 01/2026
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