JIACTOBKA: AR OpPMALNA 32 NAIHEHTA

BHCEIITOJI 80 mg/ml + 16 mg/ml, kouneaTpar 3a HEpY3HOHECH PAITBOP
BISEPTOL 80 mg/ml + 16 mg/ml, concentrate for solution for infusion

cyndamMerokcason + TPHMETONPHM
sulfamethoxazole + trimethoprim

IIpoveTeTe BHEHMATE/IHO NAJIATA JTHCTOBKA, PEAH AA 3al0YHETE Aa IPHEMATE TOBA JIEKAPCTBO, Thil

KATO TH ChAbPXKA BaskHA 32 Bac uadopManus,

- 3amnasere Tasd AUCTOBKa. Moxke 1a ce HAOXKH 11a 1 MPO4YeTeTe OTHOBO.

- AKO HMaTe HAKaKBH JOMB/IHUTEIHH BRIPOCH, nonuTaiire Bauius nekap win papMaLesT.

- Tosa nexapcTBo € npeanvcano nH4HO Ha Bac. He ro npeorcreneaiite Ha gpyru xopa. To Moxe aa
HM HaBpeJH, HE3aBMCHMO Y€ NpH3HALMTe Ha TAXHOTO 3abonaBaHe ca ChIIMTE KaTo Baluure.

- AKO MOJYYHTE HIKAKBH HE)XXEJIaHH JIEKaPCTBEHH Peaklny, YBeaoMeTe Balnus nekap win
¢apManierT. ToBa BKITIOUBa MU BCHUKH BB3MOXKHH HEXEaHH PEaKLMH, HEOTIMCAHH B TA3H JIMCTOBKA.

Buxcre Touka 4.
M3NBNHUTENHA ATEHLIMA NO NEKAPCT3ATA

RucmoBxa - flpuaomgrue 2
~
Kum Pez. Ao J‘OOBQQQG

KaxBo ¢bABpAKA TA3H JHCTOBKA

KakBo npeacrasngaBa bucerrron ¥ 3a KaKBO ce M3MOI3Ba

. Kaxso Tpabsa na 3Haere, npeau na npHeMere bucenron
Kak na npuemare bucerrron

BB3MOXKHH HEXenaHU peaKLHH

Kak na cexpansgeare bucemnron

CraOppxaHHe Ha OMaKOBKATA M JOMBIIHUTENHA HHpOpMaL

N

il - el dprdandmE e igdiwlf B RARFrRsdLrfrfppara bt g nrnar

1. KaxkBo npeacrapasapa bucenTon H 3a KAKBO ce H3M0.]13Ba

bucenTon e aHTHOaKTEpHaIeH MEAHLIMHCKH NPOAYKT, KOMOHMHHpaH OT 1B€ aKTHBHH CHHEPTHYHH
cybcTaHLHH cyndaMeToKcas’on U TPHMETONPHM,

[IpoayKTeT ce H3Ion3Ba, aKO MUKPOOPraHU3MUTE HE ¢a YYBCTBHTE/HH HA €JHOKOMITOHEHTHH
aHTHOAKTEPHAJIHH CPEACTBA HIIH NMEPOPAIHOTO NPIWIMKEHHE Ha NpenapaTa € MPOTHBOIIOKA3aHO, HIIH HE Ce
NpenopbYBa.

bucenrron ce H3non3pa 3a:

JIEYCHHE HA OCTPH HEYCIOKHEHH HHPEKLUHH Ha MUKOYHHTE IThTHIIA,

NICYEHHE U NMPOPUNAKTHKA HA ITHEBMOHUSA, NMpUUMHEHA OT Pneumocystis jiroveci (PJP);
Ne4YeHHe Ha OCcTpa ex3anepbais Ha XpOHHYEH OPOHXHUT;

NeYeHUe H NpoIUTaKTHKE Ha TOKCOIIA3MO3a;

NneyeHHe Ha HOKapano3a.

BucenTton € nokasaH npH BB3pacTHH, IOHOLIH, Jella H KbpMayeTa Ha Hafl 6-CeIMMYHa Bb3PacT.

2. Kaxso TpaOBa na 3naere, npead Aa npaemeTe bacenTon

He n3nonaaBaiiTe bucento.n:
¢  AKO CT€ AIEPriYHH KbM CYJIPOHAMUIH, CYIDAMETOKCA30/1, TPHMETONPHM HJIH KO-TPHMOKCAa30./1 WiIH
HAKOA OT APYTHTE CHCTABKHM Ha TOBA JieKapcTBo (M30poeHu B Touka 6).
AKO HMAaTe TEXKKO YEPHOAPOOHO UM OBOPEUHO YBpeKaaHe,
AKOQ HAKOra cTe UHMaTH npobaeMu ¢ KpbBTa, NPEAU3BHKBAIIH KPBBOHACAOAHE WIH KbpPBEHE
(TpoMOOLIMHONEHHA ).




* Ako ca Bu kasBanu, ue uMare paabK MpobieM Ha KpbBTa, HapedeH MopUpHs, KOHTO MOXe /ia
TIOBIHAE KOXKATA WIH HEPBHATA CHCTEMA.

Bucenron He TpsabBa 1a ce npuiara Npy KbpMayueTa npe3 NEPBHTE § CCAMHULM CNEA PaXIAHETO,

IIpeaynpexaeHns H NpeANa3ZHA MEPKH

loopete ¢ Bawnsa nexap, npeau aa npHemere brcenro.

- Ako uMmare aedULMT Ha QomieBa KuceIMHa (BE3MOXKHO € MPH NALMEeHTH B CTapuecka BBb3PAcT, JIHLA,
3aBHCHMH OT QJIKOXOJ1, JIULIR, JeKyBaHH ¢ AHTHENMWIENTHYHH CpeICTBA K TaKHBa CbC CHHIPOM Ha
ManaGeopbius (HEBB3MOXKHOCT 3a afcopGHpaHe) WK rimoko30-6-gocdar-nexunporeHaseH AepHLHAT.

- AKO HMaTe CBPACYHO-CBA0BO WK fenoapobHo 3abonaBaHe, THH KaTO CeA MpURaraHe Ha BHCOKH
NO3HK OT NEK&PCTBOTO € BB3MOXKHO 3a0bpiKaHe HA TCYHOCTH.

- AKo MMaTe pAaBK npobiieM B KpBETa, HapeueH Nopdupus, KOETO MOXKE 2 MOBNMAE KOXKATa WK
HepBHaTa B cucrema.

- AKO HAKOra CTe MMaIH XBJITEHHL, KOETO MOXKE Ja MPHYHHH NOXBJITABAHE HA KOXKAaTa WK 6410TO Ha
ouure Bu.

- AKO cT€ ¢ HeIOXpaHBaHe WIH C NOAHOPMEHO TETIO.

- Ako umare MeTabonHTeH nNpobiieM, HapeueH QeHWIKETOHYPHA H HEe CTC Ha ClielHa/IHa AMeTa,
OArIoMarama CbCTOAHHETO Bu.

- Ako BamusaT nexap Hsxora Bu e xa3ai, ye HMaTe NOBHIIEHO KOJIHYECTBO HA KAJIMH B KPBBTA.
EnHOBpEMEHHOTO NpHJIaraHe Ha KO-TPUMOKCA30/ C HAKOH JICKapCTBa, KAIMEeBH 00AaBKH H XpaHa,
Gorata Ha KaJiuit Moke J]a IOBEAE A0 TexXKa XHNepKatueMus (MOBHLISHO HUBO Ha Ka/lMi B KPBBTA).
CHMITOMHTE HA TEXKKATA XHIIEPKATTHEMHA MOXKE J1a BIJTIOYBAT MYCKYJIHH KpaMIIH, HEMPaBKICH
CHPACYEH PUTEM, IHAPHS, rajeHe, 3aMaiiBaHe WM riasobonmue.

- Axko uMare 6506peuno 3abonasane.

. AKO UMaTe TEXKO pa3TPOHCTBO HA KPBHBTA, KATO HaMaeH Gpoit YepBeHH KPBBHH KIETKH (aHEMUSA),
HamasieH Gpoii Ges1d KpbBHU KIETKH (JIEBKOMEHUA) WM HamManeH 6poi TpoMOOLMTH
(TpoMOoLMTONIEHH ), KOETO MOXKE Ja NMpeAH3BHKa KbpBeHe H KpbBOHACAAAHE.

- AKO MMaTe acTMa WU APYTY TEXKH ajiepriyHu CHMIITOMM.

-  JloxnaaBaHH ce MOTEHNHAIHO )XHBOTO3ACTPANIABAINH KOXKHH 00OpABH (CHHApPOM Ha Stevens-
Johnson, TOKCHYHA enHACPMATIHA HEKPOJ/IH3a) npH ynorpebaTa Ha bucenTosi, KOMTO ce
NOABABAT NHPBOHAYAJIHO KATO YePBEHH, N0A06HH HA MRIIEHA NEeTHA H/IH KPbIJH NeTHA,
4eCTO ¢ MeXypueTa B CpefaTa.

- JlonbJHATENHA NPH3HALA 38 Ha0/1l0AeHHe BKJAYBAT A3BM B YCTATA, I'bPJIOTO, HOCA,
reEETAJIEATE (BbHIIHATE [10/I0BH OPralH) H KOHIORKTHBET (3a4epPBeHH H NOJYTH OYH).

-  Te3n NOTEHIHAAHO )KABOTO3ACTPAIIABALH KOXKHE OOGPHBH €A 9€CTO CHIIPOBOKAAHH OT
rpanoncexofan camnromn. OGpHBHTE MOraT Ja HMpepacHAT B ITHPOKO PA3NpPOCTPaHeHH
MEXYpY€ETa HJIH JIIONICHE Ha KOXKATA.

- Hali-BACOK PHCK OT MOABA HA CEPHO3HH KOKHH PEaKIHH HMA npe3 NbLPBHTE CeAMHIH OT
JIe9eHHETO,

- AKo pa3zBHeTe CHHPOM Ha Stevens-Johnson HIH TOKCHYHA eNHAEPMATHA HEKPO/IH3A OPH
n3noa3Bane HA BucenTo, He TpafBa HAKOra noBeve a4 3aNovYBare JicUeHHe ¢ TOBA JIeKapcTBo.

- AKO nojsyunTte 00pHB HJIH KOKHH CHMIOTOMH, IOTbPCeTe HE3A0ABHO CHBET OT JICKAP H MY
KaxKeTe, 1€ NPHEMATE TOBA JEKapCTBO.

AKO MOMy4HTE HEOYAKBAHO BJICIIABaHe Ha KAlIUTHLIATA H 3a/yX, He3a0aBHO yBeilomMeTe Balins jiexap.

XemodarouytHa THMPOXHCTHOLIMTO3a
MHOro paaKo HMa ChOOLIEHHNA 338 CBPBbXPEaKLMH Ha MMYHHATa CHCTeéMa Nopasii HapyLICHa perynalns
NPy aKTHBMpaHe Ha GesiuTe KPBBHH KIETKH, BOJELIA A0 Bb3naneHHa (xeMogarouuTHa

TUMBOXHUCTOLIMTO32), KOHTO MOrar Aa GbaT JKMBOTO3aCTpALIABALIH, AKO He OBAAT AHArHOCTHLMPAHH
H JIEKYBaHH PaHO. AKO MOMYYHTE MHOKECTBO CHMITTOMH KaTO MOBHIICHA TEMIIEpaTypa, NoAys




nambHHTE BB3JH, YeelaHe 3a ¢1abocT, 3aMasHOCT, 3a/TyX, JIECHA N0ABA Ha CHHHHY WIH KO>KEH 00OpHB 10
€AHO M ChIO BpeMe WM C Jieko 3abaBsaHe, He3abaBHO ce CBbpxeTe ¢ Baiusg aekap.

CrnenHanHo BHUMaHHE Ce NpernophyBa NpH NALMEHTH B cTapuecka Bb3pacT, ThH KaTo TE Ca Mo-
YyBCTBUTENHH KbM HEXKeJIaHH PeaKLHUH ¥ MOTy4aBaT MO-CWIHH TAKHBA, OCOOEHO APH CHITBTCTBAILH
3aGonaBaHua kaTo 6BOpeUHH WK YepHOAPOOHH yBpexAaHHUA WIM B CiIy4yail Ha IpHeM Ha ApYTH
JIeKapCTRA.

Jlpyra nekapcrea H bacenTon

Wudopmupaiire Bamns nekap wid ¢apMaleBT, ako MPHEMaTe, HACKOPO CTE NMPHEMANIH HITH € BE3MOXKHO J1a

NpHEMETe NPYrH JIEKApCTRA.

B 4acTHOCT MY KaxkeTe, ako ynoTpebaBaTe HAKOE OT CNEIHUTE JIeKapCTRa:

- OUYPETHLH, CIIOMAralily 3a MoBHIIABAHE HA KOJHYECTBOTO OTAENCHA YPHHA,;

- NMUPUMETAMHH, M3MON3BAH 34 JIEYCHHE H NPOUIAKTHKA HA MAIApKA H 34 JICYEHHE HA ANapH;

- LIMKJIOCIIOPHH, H3MOA3BaH Clle] TPAHCIUIAHTALIMA WIH 38 NIOTUCKaHe Ha UMYyHHaTa Bu cucrema;

- JIEKapcTBa NMPOTHE KPHBOCHCHPBaHe (AHTHKOATYIaHTH) Hanp. BapdapuH;

- (eHUTOUH, H3MOJI3BAH 34 JICUCHHE Ha EIHACICHA;

- JeKapcTBa 3a quabet, kaTo rubeHKnaMHi, TIHIH3KHI WIH TOJOyTaMHMH (TIPOH3BOAHH Ha
cyndauunypes) ¥ penaridHHa.

- JIEKAPCTBA 3a MPOoGNEeMH CbC ChPACYHATE HECTOTA KATO AHIOKCHH HJIH NPOKanHaMu/,

- aMAHTANHH, H3NOJ3BaH 32 jJedeHHe Ha O0NnecT Ha MapKHUHCOH, MYJITHILUICHA CKIIEpO3a, I'PUIT WIH
Xepnec;

- JIeKapcTBa 3MAOBYAYH WIH JAMHBYIHH, U3nom3BaHH 3a nevyenue Ha XHB (CIIMH);

- JIeKapCTRa, KOMTO MOBHINABAT KOJTHUYECTBOTO Ha KAMHHA B KPBBTA, KATO JHYPETHLM (CrioMaraiiy 3a
NMOBHINaBaHE HA KOJIMYECTBOTO OT/IE/ieHa YPHHA, KATO CITHPOHO/IAKTOH), cTeponay (Hamp.
IpEAHU30JI0H) U AUTrOKCHH;

- METOTPEKCAT — JIEKAPCTBO 34 JIeYeHHE Ha HAKOM BHIOBE paK WIH HAKOHU 3a00/1sBaHHA, MOBITHABALLH
MMYHHaTa CUCTEMa,

- pyudaMIULMH — AHTUOHOTUK;

- ¢onHHOBaA KHCENHUHA,

- KOHTpaLleNTHBH.

EnHoBpeMeHHOTO npunaraHe Ha bucenTon cbC CNHPOHONAKTOH MOXKE Aa NPHYHHHA CEPHO3HA
XUMepKaTueMus (MOBHILIIEHO HUBO Ha Kaivi B KpbBTa). CHMITOMHTE HA XHIEPKATHEMHA MOTAT Ja
BKJIIOUBAT MYCKYJ/IHH KpaMIlH, HEpaBHOMEPEH ChPACYCH PUTEM, IHApHA, rajieHe, 3aMaiiBaHe WIH
rnaso0onue.

E¢ekTy BEpXY 1aOOpPaTOpPHH TECTOBE
TpumeTtonprM (akTHBHaTA CHCTaBKa Ha bucernrrosr) Moxe a8 NoBIHAe KOHLICHTpaLMATa HA KPEaTHHHH B
cepyMa (IU1a3Mara), ako C¢ ornpeaea Ype3 ajIKaTHa MHKpaTHa peaKLHA.

bpemMennocr, KbpMeHe H GEePTHIHTET

AKko cTe OpeMeHHA WIH KbPMHTE, cMATaTe, 4Ye cTe OpemeHHa WM IaHupare Aa uMare 6ebe, noceBeTsaiiTe
ce ¢ Bamna nexap wim ¢gapMalieBT NpeaH Oa NpHeMeTe TOBa JE€KapCTBo,

Bucenron He TpaGBa a ce npuiara no BpeMe Ha 6peMeHROCT (0c0o6eHO npe3 MPBOTO TPHMECEUHE), OCBEH

npu KpaiiHa geobxoaumMocT. Jla He ce ynoTpebaBa NpH KbpPMEHE.

3ano3HaiiTe ce CbC CieABaLLHA pa3Zen 3a NoBeye HHGOpMaLIMA OTHOCHO ChABPXKAHHETO HAa €TAHOJ B
JEKAPCTBOTO.

IHlodrpane H ynorpeba Ha MAMIAHNA
Hsma nauxu Bucerrron ga okasea BIHsAHHE BbpXY LWodHpaHeTo H paboTaTta ¢ MallIMHH.




BHcenTo A cChaABPAKA AJIK0X0.1, HATPHH H nponujaerriankod (E 1520)

Tosa nexapctBo chabpxka 500 mg ankoxon (eradHon) B 5 ml. KonugectBoro B 5 ml oT TOBa NekapcTro €
ekBuBasieHTHO Ha 11,88 ml 6upa unu 4,95 ml BuHo.

Manko BepOATHO € KOJIMUECTBOTO &JIKOXOJ B TOBA JIEKAPCTBO Ja UMA €(EKT ITPH BBE3PAaCTHH H KOHOLIIH,
KaTO € MAJIKO BEPOATHO €(eKTHT My NPpH Aeua e 3abenexxuM. Be3MoxHO € a UMa edeKT NpH Mo-MaJIKH
AeLa, HaIpHUMEP ChHIHBOCT.

ANKOXONDBT B TOBA JIEKAPCTBO MOXKE Ja NPOMEHH HauHHA, IO KOHTO ACHCTBAT APYTH JIEKAPCTRA.
["oBopere ¢ Bawus rekap wid ¢apmalieBT ako pUeMare Apyr JeKapCcTsa.

AKo cTe OpeMeHHa WIH KEPMHTE, rosopete ¢ Bamnus nekap wiu ¢papmaleBT Mpeay Aa NPUEMETE TOBA
JIEKapCTBO.

AKO MMaTe AIKOXOJIHA 3aBUCHMOCT, roBopeTe B Bamua nekap WiH ¢papMalieBT IIpeay [a IPUEMETE TOBA

JIEKapCTRBO.

To3u NekapcTBeH NPORYKT ChABPKA 34,5 mg HaTpui (OCHOBHA CHCTABKA HA I'OTBAapcKaTa coi) B S ml,
xoeTo oTroBaps Ha 1,73% or npenopbryUBaHHA MAKCHMAJIEH JHEBEH NPHEM HAa HATPHH 3a BH3PACTHH.
Tora nexapcTBO MOXe J1a ¢e paspelu Npeau MpUIaraHeTo My (BxK. NO-0Ty Toukara: CrexHara
MHQOpMALIHA € NpeAHa3HAYCHA CaMO 38 MEAMIHHCKH CIIeIHATHCTH). AKO B Pa3TBOPHTEJA C€ ChOBPKA
HaTpuii, To TOM TpaAOB2a a ce HMa NpeaBU IIPH NPECMATaHE Ha OOLIOTO ChALPXKAHME Ha HATPHH B
rOTOBHSA pa3TBop. 3a no-noapobHa nHpopMaLud 3a CbABPKAHUETO HA HATPUH B Pa3TBOPHTENA, OTHECETE
ce A0 NMpOAYKTOBaTa HHPOPMALHA, IPEAOCTABEHA OT NPOHU3BOAUTENA MY .

Tosa nexapcTBo chabpka 420 mg NpoNMUWIEeHrTMKON BB Beeku | ml, ekBHBaneHTHO Ha 2100 mg/5 ml.
Axo Bawero nere e mon 5-roguniHa BE3pAacT, rOBOpeTe C Jiekap Win dapMauesT, npeau Ja My aajgere
TOBA JIEKAPCTBO, OCOOEHO aKo MpHeMa APYTH JIEKAPCTBA, KOUTO ChAbPKAT MPOMHICHTTHKOJ HIH aJIKOXOJI.
Ako cTpazare ot HepHOOpoOHO WK 6L6peuHo 3abonsaBaHe, He IpHeMaiTe TOBA JIEKAPCTBO, OCBEH ako Bu
¢ NpenopupYaHo OT JeKap. Bammar nekap Moxke Oa BU npernena ROITBIHHTENHO, QOKATO NPHEMATe TOBA
JIEKapCTBO.

Axko cre 6peMeHHa WIH KbPMUTE, HE MPHEMaNTe TOBA IEKAPCTBO, OCBEH ako BH € Mpenopw4aHo OT neKap.
Bamusar nexap Moxxe 1a Bu nperiiena XONbJIIHUTENHO, JOKATO NMPUEMATE TOBA JIEKAPCTBO.

3. Kak na npuemarte brcenTo.

BuHaru M3non3saMTe TOBa IEKApCTBO TOYHO KaxkTO B e Kazan Bamuar nekap. AKO He CTe CHI'YPHH B
Helllo, nonurakTe Bawng nexap.

Bucerrron ce npuwiara OT MEAHIHHCKY NEPCOHA.
- JlekapcTBOTO ce npitara cliieq paspexaaHe dpe3 OaBHa HHTPaBeHO3HA HHQY3HUA HIH ,,Ha Kanka™ (dpe3
M3MMOI3BaHe Ha NMOAXoAAo 000pyABaHe ¢ KOHTPOJIHpaHa CKOPOCT Ha NMPHIOXKEHHE).
- Jo3ara ce onpenens ot nekap. Jlo3ara 3aBHCH OT IMOKa3aHHUATA H BB3PacTra, TerjIoTo U 001O0TO
CBHCTOAHHE HA MALHCHTA.,
3a cneuudHUHATA 10328 H METO/L HA MPWIOXKEHHE BHIKTE B Kpas Ha JTUCTOBKATA: ,,CneaHaTa HHQOPMaLIHi e
npeAHa3Ha4Y€Ha CaMo 3a MEAHLIMHCKH nepcoHan.”

AKoO cTe IpHeH noBeYe OT reodSxoaHMaTa 7038 bacenTo

Kato npH3HaUH Ha Npeao3HpaHe MOXe Aa ce MOSBAT: raJieHe, NOBpPbILaHe, 3aMatHOCT, OOBbPKBaHeE.

[1py ocTpo npeao3upaHe ¢ TPUMETONPHM € HAOMIOAaBaHO TIOTHCKAHE HA KOCTHHA MO3BK.

B 3aBHCHMMOCT OT ChCTOsHMETO Ha OnOpeuHara GyHKUMA ¢€ NpenopbYBa NpHIAraHe Ha TEYHOCTH, AKO
OTHAENITHETO Ha YpHHa € ¢abo.




4. B1L3MOKHH HEKEJIAHH PeaAKIHH

Kato BCHUYKH €KapcTBa, TOBA JIEKAPCTBO MOXKe a MPUYHHH HEX<eJIaHH JICKAPCTBEHH PEAKI[HU, BBITPEKH He
He BCEKH I'M MOJTy4aBa.

CepHO3HH HeXENaHH PeAKIHH
He3a0aBB0 NOTHPCETE CIICMHA MEAHNHHCKA IOMOM], AK0 CJie] NPHJArane Ha TOBA JIEKAPCTBO
DOMYBCTBATE MHOKECTBO CHMIITOMH KATO NOBHIIEHA TEMUEPATYPA, MHOI0 HHCKO KPHLBHO HAJIATAHE

HJIH YYECTCH IY.JIC, Thil KATO TE MOXKe J4a ca NPpH3AAK HA DIOK.

Tpabpa BeaHara ga cpbo06mATe HA Baling Jekap H/IH MEIANHHCKA CeCTPa, AK0 HINHTATE ILPBHTE
CHMIOTOMH HA AJ1eprus (HRnp. 0oaAyBAHE HA JHIETO, YCTHHTE, €3HKA, MbPJA0TO, IPHYKHABATIH
3ATPYAHECHHA B JHIIAHETO H/TH NPErabIAHETO) HIH TEKKH KOXKHH PEAKIHA ¢ MeXypueTa HJIH
JIoIeHe HA KOXKATA — BHAKTe ToOIKA LJlpenynpexienns B npeanasHd MEpKH nNpH ynorpebda®. Takupa
CHMIOTOMH Cé CIYIBAT MHOTO PHAKO cJiel NPHAOKEHAETO. BamusT Nexap me pemy Kax Ja nOCTbiH

B TAKBLB Caydai.

Hexxenanure JICKAPCTBCHH PCAKIIHH €4 KATCIrOpH3HpPAaHH, KATO CE€ H3M10JI13Ba CJI€AHAaTa KOHBCHLIHA .

MHoro yect (MOxxe aa nosede or 1 Ha 10 gyun)
-  XHnepkalHeMHs (NOBHIIEHH HHBA HAa KaJHH B KpbBTa BH, KOoeTo MOXe Ja NpUYHHH aOHOpMHa

CbpAEYHA YECTOTA (ITANIHUTALMH ).

YecTn (Moxke aa 3acernar a0 1 Ha 10 aymmu)
-  MOHHMHWUIHAa3a {refHuHa HHeKp (KaHAHAO03a), KOATO MOXE A 3aCerHe YCTaTra WIH BarnHara);
- rnaeobonue;
- rajcHe, AHapHA,;
- KOXHH 0DpHBHU.

Heuectu (Moxe aa 3acerHar 4o 1 Ha 100 gywm)
-  MOBpBIUAHE,

MHoro penky (Moxe aa 3acerdar a0 1 Ha 10 000 pywu)

- nceBAOMEMOpaHO3€H KOMMT (M3pa3eH KaTo OCTpa WIH XpOHHYHA JHApHA)

- Tpecka (BHCOKA TeMIEpaTypa) WIH YeCTH HHPEKLUH;

-  abnopmeH Opoit Ha pa3/IMYHK BUIOBE KPBBHH KIETKH - JIGBKOIIEHHS, HEYTPOIICHMS,
TpoMOOLIUTONECHMSA, arpaHyJIOLWTO3a, Merasiod1acTHa aHeMM4, arUIaCTHYHA AHEMHS, XEMO/IHTHYHA
aHeMHA, METXEMOTJIOOHHEMHUSA, CO3MHOPWIHA, ITyPITYPa, XeMOJH3a [PH ONPEACICHH NOOATIUBY
NalHeHTH ¢ AePHIMT Ha MNIOK030-0-(hochaTaexuaporeHasa;

- cepymHa bonect (CHCTEMHA ajlepruyHa peakius, KOATO MOXKe Ja ce MOABH Cllel HHTPaBeHO3HO
NMPUIIOKEHHE ¢ NOBHILICHA TEMIIEpaTypa, MyCKYJIHH 60NIKH, KOpeMHa 00JKa, MOAYBAHE HA CTABUTE),
aHadunaxkcus (B Obp3a anepruyHa peakuws), aleprudeH MHOKapaOuT, aHrHoeaeM (BxK. rno-rope
CHMITTOMHTE, ONTHCAHM B HAYAJIOTO Ha TOUYka 4), MEIMKAMEHTO3HA TpecKa, aJIeprudeH BacKyJIUT,
NepHapTPUTHC HOAO3a, CHCTEMEH JIYNYC epUTEeMaTo3yC (HapylleHHe Ha HMYHHATa CHCTEMa, BOAEIIO
J0 BB3MAJMTENHH MIPOLECH B MHOIO BBTPEIIIHH OpraHH);

-  HHCKH HHBa Ha KpbBHa 3axap (IJ1r0K03a) U (WIK) Ha KAJIWH B KPBBTa, 3aryda Ha aneTur;

- JenpecHs, XamOLHHALIMY;

- acemTH4YC€H MEHHHIHUT (CHMITTOMH: BHE3aIMHO TEXKO INaBOOOIHEe, CKOBAHOCT B ILMATA, CHIIPOBOAEHO C
BHCOKA TEMINEpaTypa, KOUTO OT3BY4YaBaT CJICA MPEKpaTsBaHE HA NEUERUETO), KOHBYJICHH, NepudepeH
HEBPHT, aTAKCHA, BEPTHIO, LIYM B YIUMTE, BHEHE Ha CBAT,

- Y4YeCTeHO AHillaHe, Kauuinua, OeoapobHu vHGpUNTpaTH (MoraTt Ja ObaaT paHHH NPU3HALIM
pecnHpaTopHa CBPbXYYBCTBHTETHOCT);

- TJIOCHT, CTOMAaTHT, MAHKPEATHT (H3pa3eH KaTo OCcTpa KopeMHa 0osika);




- YBEHT;

- MOBHIIEHHME HA CepyMHHTE TpaHCaMHHa3H (€H3HMH), MOBHILEHHE Ha OIIHpYOHHOBHTE HHBA,
XOJIeCTATHYHA XK BITEHHIIA, YEPHOAPOOHa HeKpo3a. XolecTaTUUHATA XKBJITEHHIA H YepHOApOoOHAaTa
HeKpo3a Morat 1a Opaar ¢araiHu;

- (hOTOUYBCTBHTENHOCT, €KC(OMHATHBEH ASPMATHT, EpUTEMa MYATH(DOPME, AOKIANABAHH Ca
NOTeHIHAJTHO ’KHBOTO3ACTPAMABAIIH KOKHRE 00puBH (CHHApPOM Ha Stevens - Johnson,
TOKCHYHA CNHACPMAJTHA HEKPOJH3a) (BXK. TOUKA 2 H CHMITOMHTE, ONECAHH B HAYAJIOTO HA
TOYKA 4);

-  apTpaJNrhs H MHANTHL,;

- HapyweHa 6B6peuna ¢pyHkuMa (NOHsKOra foKiIaasaHa kato 6p0peuHa HEMOCTATEYHOCT),
HHTEPCTHIHANEH HE(PHT,

- pa3spyliaBaHe Ha MyckynuTe (pabaomMHoNn3a, M3ABEHA KaTO MHOTO CHJTHA MYCKyJTHa Ooka,
HapyuieHa Op0peuHa dyHKuMA) MOXKe 1@ ce NOSIBH NpH JIeYeHHe Ha ITHEBMOHHAL.

C Heu3BeCTHA 4ecTOTA (UECTOTATa HE MOXKE J1a Ce ONpeeH OT HATHYHHTE JAHHH)
- NCHXOTHYHH Hapymrexsa (NCHXHYHO ChCTOSHHE, IIPH KOETO MOXE Ja 3arybuTe Bph3Ka C

NEHCTBUTETHOCTTA);
-  TBMHOBHOJIETOBH, HAAUIHATH, G0OJIE3HEHH JIE3UH MO KPaHHULIKMTE U MOHAKOra Mo JHLETO U WIUATA,

C MOBHILEHA TeMnepaTypa (CUHApoM Ha CyuT).

CrobmaBane HA HEXKEJIAHH peaKnuH

AKO nofayuHTe HAKAKBY HEXKEJIAHM JICKAPCTBEHHU peaklyH, yeeagomere Bang nexap. ToBa Bkoyba
BCHYKH BH3MOXXHH, HEONIHCAHH B Ta3M JIHCTOBKA HeXXeJlaHH peakuuy. Moxere ¢pino aa cpobiuure
HeKeNIaHU peakUMH TUPEKTHO Ype3:

H3mrsnHUTENHA areHIHs 110 JIeKapcTBara

yi. ,,Jdamsd ['pyeB” Ne 8

1303 Cogpua

Ten.: +35 928903417

yebcaiiT; www.bda.bg
Karo crobuiaBare HexenaHH peakiuHi, MOXKETe Aa JaJeTe CBOA MIPHHOC 3a [T0JIy4YaBaHe Ha [TOBeYe
HHpOpMaLMa OTHOCHO §€30nacHOCTTa Ha TOBa JIEKApCTBO.

S. Kak aa cexpanssate bacenroa

Ila ce cpxpanssa nop 25°C.
CrxpaHsBaiiTe aMITyIUTe B OPHIHHAIIHATA ONAKOBKA, 33 Jia MIpeAnasuTe JIEKapCTBOTO OT CBET/IMHA.

Jla ce cpXpaHsBa Ha MACTO, HEZIOCTHITHO 3a AeLa.

He wanonipailfre Bucerrron cliea aarara Ha H3THYaHE HA CPOKA Ha TOAHOCT MOCOYEHA HAa OTAKOBKATA.
JlaTara ce OTHacA 38 [OC/ICAHHA JICH HA MOCOYEHHA MeCeLl,

He uzxpnpagiite nekapcTsara B KaHAJH3aLMATA WIM B KOHTelHepa 3a AoMalllHK otnaably. [lonuraiite
Baumna dapMaLieBT Kak 1a H3XBBPJATE JIEKAPCTBATA, KOMUTO Beye He H3non3sate. Te3H MepKH lile

CIIOMOTHAT 34 OIIa3BaHC Ha OKOJIHATa CpCha.

6. CopabpXkaHHe HA ONAKOBKATA H JONLJHATEIHA HEPOpMALHS

Kakso cpabpxka bucenroun:
-  AKTHBHHTE BEIICCTBA ¢a: CY(aMeTOKCa30N H TPHMETOTIPHM.




BcekH MIWIKIHTBP KOHLIEHTPAT 338 HH(Y3HOHEH pasTBop cbAbpka 80 mg cyndamerokcason v 16 mg
TPUMETOIPHM,
Beeku 5 ml koHueHTpar 3a HHy3uoHeH pasTBop cuabpkar 400 mg cyndamerokcason u 80 mg
TPHMETOINPHUM.

- ITomownu BemecTra: npomwteHraukon (E 1520), eranon 96%, HaTpHeB XHIPOKCHI, €TaHOIAMKH,
10% pasTBOp Ha HaTpUeB XUOPOKCHA (3a ajanTupaHe Ha pH), Boaa 3a HIDKEKLHH,

Kak Haraexaa bacenTol H KAKBO cbIbpPika OIAKOBKATA
Bucerrron amMnynu e Oe3nBeTHa WiIH OneqoKBITEHUKABA TEYHOCT.
OnakoskH: 10 ammyau ot 5 ml.

IlprTekaTen HA pa3pemIeHHETO 3a YNOTpeba H NPOH3IBOAHTE]
IIpuTexaTen Ha pa3pelleHHETO 3a ynorpeda

Zaklady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski, [Tonua

[IpouzBoaUTE
Pharmaceutical Works POLPHARMA SA

19, Pelplinska Street, 83-200 Starogard Gdanski, [Tonua

3a qonBJIHATENHA HHGOPMAaLMA OTHOCHO TOBA JIEKAPCTBO, MO/, CBBLPIKETE C€ C JIOKAIIHHA MPeCTaBHTEN
Ha MPHTEXATEIA HA pa3pelLIeHHeTo 3a ynorpeba:

»3. D. [TondapMa — xknoH brarapusa®

Oyn. CumeoHoBcko wwoce 85, eT. 3, oduc 3

Codus, CTyacHTCKH Irpax

Ten: 02/440 0843, 0886 511 160

JlaTa Ha MOCJEAHO NIpepasraexaane na Jacropkara: 10/2023

CnenHaTa HHGOpMaLMA C€ OTHACA CaMOo 3a MEJHUMHCKH CIICLIHANHMCTH:

BHcenTon KOHIIEHTPAT 38 HH(Y3HOHEH pa3TBOP € NMpeAHa3HAYCH 3a HHTPABCHO3HO NPHIIOKEHHE H TIPEAH
NPHIOKEHHETO TPAOBA fa ce pa3TBOPH.

BucenTton TpaOBa Aa ce H3NONA3BA CaMO Npe3 NMEePHOA, B KOHTO NALMEHTHT HAMA BB3IMOXKHOCT ia pHeMe
MepopanHo JieYeHHe, KOraTo 3aro4BaHeTo Ha JICUCHHETO ce HaJlara CIeLHO HiIH 3a YA0DCTBO Ha
MaLMeHTa, aKO Beye M0JIy4aBa TeUHOCTH 4upe3 nudy3ud. Benpexy, ye bucenTosn ammyniu € noieseH npH
KPHTHYHO OOJTHH MALKEHTH, TOH MOXe /ia HAMa NPeAMMCTBO Npel NEpOpalHUA mpenapar.
JlexapcTeeHuAT MpOoAYKT TpaGea na ce npunara kato 6aBHa kankosa HHQY3HS, clie] pasTeapane. Tpabea
Iia Ce MPUroTBH BHHMATEJIHO [0 THIHO pa3TBapaHe. He u3nomspaiite, ako pasTBOPET HMa ONAIECLEHIHA

HWIH yTaHKa.

PastBop®T TpAOBa Aa 6BbAe NPHIOTBEH B CLOTBETCTBHE CHC CJIEHATA CXeMa:
1 ammyna (5 ml) ce pastBapa B 125 ml pasreopuren,

2 ammys (10 ml) ce pastBapaT B 250 ml pasTsopuTel.

3 ammyinu (15 ml) ce pasteapsat 8 S00 ml pastBopHTE.

Karo pasTBopuTeny Morar aa 6544t H3NOI3BaHH:

5% u 10% pazrBOp Ha rMIOKO3a

0,9% pa3TBOp Ha HATPHER XJIOPHI

PuHrep pasTBop

0,45% pa3TBOp Ha HATPHEB XJOPUZA € 2,5% PA3TBOP HA IIIIOK03a




Ila He ce HU3NON3BaT APYTH pa3TBOPHTENH.

CpoOK Ha roiHOCT Clief] pa3pexaHe: XUMH4YHA B Pr3udHa cTaGHITHOCT npH ynotpeba e ycraHoBeHa 3a 6
yaca npu 25°C cnen paspexaase Ha npoaykra. OT MUKpoOHOMIOrHyHA reaHa TouKa pa3speacHUAT
NpoOyKT TpAOBa Aa C€ M3MOI3Ba BeAHAara. AKO He C€ M3MOJI3Ba BEAHAra, BpEMETO H YCIOBHATA Ha

CBEXPaHCHHC Ca OTTOBOPHOCT Ha H3IIOJI3BallHA.

3abenexka: [IpogwiokurentHocTra Ha KHPY3HAaTa TpAOBa Aa OBAE OT €AMH Yac AO Yac M NOJNIOBHHA. AKO
MAlHEHTHT HE MOXKE J1a MpueMa rojiaM 00eM TeYHOCTH, Ce AOMYyCKa U3MOA3BAHETO Ha PA3TBOP C IO-
BHCOK2a KOHLIEHTpaLlMA Ha KOTpUMOKCa3ol — 5 ml oT mpenapara 1a ce pasTeopaT B 75 ml 5%-eH pasTeop
Ha I'7II0KO034a.

JlekapcTBEHHAT NPOAYKT Aa HE Ce MpHiara KaTo MHTpaBeHo3Ha DorycHa HHOY3HA.

[IpyroTBeHUAT pa3TBOP 3a HH(PY3HA He TPAOBA 44 C€ CMECBA C JPYTH JIEKAPCTBA WIH APYTH PA3TBOPHTENH,
OCBeH H30poeHHTE NMO-Tope.

Ho3rpoBka
CTaHOApTHHU NPEeNnophKH 33 OCTPH HHPEKIIHH

Bw3pacmnu u oeya nao 12 2oo0unu
2 ammynd (10 ml) na Bcekn 12 yaca.

Hena oo 12 zoounu

[TpenopruanaTa no3upoBka ¢ npubnusuresnHo 30 mg cyndamerokcason u 6 mg Tpumeronpum/kg TenecHo
TErJIO 3a 24 yaca, pa3sAc/ieHH Ha B¢ eHAKBY 03H. KaTo cnipaBka MOxke Ja c€ M3II0/13Ba C/ICAHATa CXeMa,
ONnucaHa no-A0y.

Ieua or 6 cenmMuLm fo0 5 Mecena: 1,25 ml Ha Bceku 12 uaca.
Ieua ot 6 Mecena o 5 roaMHy: 2,5 ml Ha Bceku 12 yaca.
Heua ot 6 1o 12 roauny: 5 ml Ha Bcekn 12 yaca.

[Ipn TexKH HHEKIMU 103aTa MOXKe J1a ce YBeIHYH ao 50%.
Jleuennero TpsaOBa Aa NPOOBIDKH, JOKATO NAUHEHTHT HEMA CHMITTOMH B MPOAB/LKEHHE HA S1BA NHH,
B MHO3MHCTBOTO OT CIIyYaHTE C€ U3MCKBA JICUEHHE NIOHE 5 JAHM.

Ilayuenmu e cmapuecka ev3pacm:

[1pu nanueHTH B cTApYecKa BB3PACT Ce NMPeNopbYBaT PEAOBHH XEMECEYHH HICICABAHUA Ha KPBBTA.

B no6aska ce npenopbiBa BHUMATETHO H3MOI3BaHe Ha JIEKAPCTBOTO IPH T€3H NMAUMEHTH, THi KaTo Te ca
MO-YYBCTBUTEIHH KbM HEXEJIAHH JIEKAPCTBEHH peaKLUMH, 0cobeHO ako cTpajaT ot Apyry 3aboaapaHus,
Hanp. 6r0peYHa HeOCTATBUYHOCT, YePHOAPOOHa AUCHYHKUMA B (MJIH) H3NOI3BAT IPYyTH JISKapCTBa.

Hapywmena yepHoapobHa QyHKUMA.
HsaMa Hany4HM AaHHH OTHOCHO JO3HPOBKATA NPH MALMEHTH ¢ HapyLIeHa YepHOApoOHa PyHKIHA.

Cnenpanuy npenopbKH NpH XO3UPaHE
AKO He € NOCOYEHO APYro, Aa C& H3MOA3BAT CTAHIAPTHHTE NMPENOPBKH.

Hapywena 610peuHa QyHkuus




Br3pacTHy ¥ Jeua Han 12 roguHy (HAMa HATHYHA UHGOpMAUMS 32 iela oA 12-roquiuHa Bb3pacT

KpeaTHHEHOB KIHPbHC (ml/min) IIpenoprunTenna n03a

[Toseue ot 30 ml/min CraHpapTHa A03a

15-30 mi/min [TonosuH cTaHaapTHa Jo3a

[To-manko ot 15 ml/min Ynorpebata Ha IEKOPCTBEHHSA MIPOIYKT HE Ce
npenopn4sa

H3MepBaHeTo Ha TUTa3MEHHMTE KOHLIEHTPAIMH Ha CY/1HaMeToKca30o] Ha HHTEPBAJIH OT 2 A0 3 THH ce
npenopbYBa B Mpobu, B3eTH 12 vaca ciex npwiaraHeTo Ha bricenron. AKO KOHIEHTpAUHATA Ha 00MIMA
cyndamerokcason Haasuimaea 150 micrograms/ml nedennero Tpsabsa Aa ObJe MpeKpaTeHo, JOKATO
ctoviHocTTa nagHe oz 120 micrograms/ml.

ITHeBMOHMA, IPHUHHEHA OT Preumocystis jiroveci (PJP)

JleueHue

100 mg cyndamerokcason U 20 mg TpumeronpuM/ kg TeNEeCHO TErNI0 AHEBHO B 2 HWITH NIOBeY€ OTACIHH
no3u. JledeHueto TpAGBa 2 O'be NPEBKIIIOYEHO HA NEPOpalleH NPHEM HaH-CKOPO, LIIOM € BE3MOMHO U 12
ce NMPOOEJDKH 34 nepHoA oT 2 ceAMHUHM. IlenTa e 1a ¢e MOCTUrHAT MMKOBH HHBA B [1a3Mara WK cepyMa
Ha TPHMETONPHM MO-roJIeMH HWIH paBHH Ha 5 micrograms/ml (orpeaeneHo NpH NanMeHTH, NOMy4aBally
MHTpPaBeHO3HO BucenTon B NpoaBIDKEHHE HA €IHH H4C).

[Ipopunakruka
CTaHpgapTHa AO3HPOBKA B IPOIK/DKEHHE Ha PHCKOBHA TIEPHOA.

TokcorazMo3sa

HsamMa KOHCEHCYC IT0 OTHOIIIEHHE Ha HAN-MOAXOAALIATA 1038 Ha TO3H JIEKAPCTBEH NMPOAYKT 32 JICHCHHE HWIH
npodHIakTHKa Ha TOKcoIuiasMo3a. Jlosara Tpabpa Aa ce 0CHOBaBa HA KIIMHUYHHS ONHT. AKO
NIEKapCTBEHHAT MPOAYKT Ce M3MOA3Ba 32 NpodHIakTHKa, J03HPOBKATa 3a npodunakTuka Ha PCP Moxe na

Orae nmoaxoadiua.

Hoxkapauosa

HsMa KOHCEHCYC 110 OTHOLIEHHEe Ha Hal-TIOAXOAAILATA 1038, M3Mmon3BaHH ca 1034 38 Bh3pacTHH oT 6 10 8
TabaeTKH JHEBHO B NMPOAB/UKEHHE 10 3 Meceua (eaHa tabnerka ceabpxka 400 mg cyndameTokcason H

80 mg TpUMMETONpPHM).




