JIncToBKa: HAPpOpMANNA 32 NAIHEHTA

EUCENTOJ 80 mg/ml + 16 mg/ml, koBneHTpAaT 32 HHPY3IHOHEH Pa3TBOP
BISEPTOL 80 mg/ml + 16 mg/ml, concentrate for solution for infusion

cyndaMeTokcasos + TpHMETONPHM
sulfamethoxazole + trimethoprim

[IpoueTeTe BHHMATEAHO LAJIATA JHCTOBKA, NPeAH 1A 3an0o4HeTe 1a NpHEMATE TOBA JICKAPCTBO, ThH

KAaTO TH ChAbPKAa BaKHA 32 Bac undopmanus.

- 3anasere Ta3zyd JUCTOBKA. Moe ga ce BaATOKH Aa 4 MpoYeTeTe OTHOBO.

- AKO MMaTe HIKAKBH JOITbJIHHTE/IHY BBIPOCH, NONKTakTe Baiuus nexap vinu papMaesT.

- ToBa 1IeKapcTBO € NpeanydcaHo JHYHO Ha Bac. He ro npeorcThnsalTe Ha ApPYTH XOpa. To Moxe na
¥M HaBpeay, HE3aBHCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3ab0ngBaHe ca ChIIUTE KATO Bauure.

- AKO MONYyYHTE HAKAKBH HEXEJIAHH JIEKAPCTBEHH peakliyy, yseaoMere Bamus ekap Win
¢dapmauerT. ToBa BKNIOYBA M BCUYKH BL3MOKHH HEXKETaHH peakUHH, HEOMTHCAHH B Ta3d JIMCTOBKA.
BuxTe Touka 4.

KakBo ¢babpKa Ta3H JIHCTOBKA HINLAHATENNA ATEHLIAR N0 MEXAPCTBATA
1 Kakso npenacrtasnasa bHCETITOM U 32 KAKBO C€ M3MON3BA [ Rucmotwa - MNpunomenve 2

2 Kakgo TpsaOBa Oa 3HaeTe, npeau Ja HpHE:METE bucenron O 03019 G:

3. Kak Ja npueMarte bucenTon Ko Pee. Ne . ........ % ............... Jﬁ. ............... e
4. BB3MOXHHU HEXKEIaHH PeaKLUH PRIDOLIOHUE Ne ? g -01- 7024

5 Kax ga cexpangsare bucenron BG/MAMP - 3 ‘7 7'47 W N
6 CpanpxaHHe HA ONAKOBKATA M JOMBLITHUTETHA HHGOpMaL |

1. Kaxpo npeacrasasasa bucenro) u 3a KAKBO ce H3N0/13Ba

Bucernron e aHTUOaKTEpHANEH MEAMLIMHCKM IPOIYKT, KOMOMHHPAH OT JB€ AKTHBHH CHHEPIUYHH
cyOCTaHLIMHK Cy/IpaMeToKCca3ol U TPHMETOIPHM.

[TpoAYKTHT C& M3MON3Ba, aKO MUKPOOPraHH3MHUTE HE ¢ H4YBCTBHTE/IHH Ha €JHOKOMITOHCHTHH
aHTHOAKTEPHANIHH CPEACTBA WIH NMEPOPATHOTO TIPUIOKEHHAE Ha TIpernapara € NpOTHBONIOKA3aHO, HITH HE CC
npenopLYBa.

bucenTos ce n3nos3ea 3a:

¢ JIeYCHHE Ha OCTPH HEYCIOKHEHH HH(EKLUH Ha THKOUYHHATE IMbTHILA,

NeYeHHe u Npo(dUIAKTHKA HA THEBMOHMSA, IPHUUHEHA OT Pneumocystis jiroveci (PJP);
JIeyeHHE Ha OCTPa eK3alepdaumsa Ha XpOHUUYEH OPOHXHT;

nedeHue U MpodUIaKTHKA Ha TOKCOIUIa3MO3a;

NeYCHUE HA HOKAPAHO3A.

s & & @

BucenTosn e noxasas 1pH BB3pacTHH, FOHOLIH, Jelia H KbpMaueTa Ha Haj, 6-CeIMHYHa Bb3pacT.

2. Kakso Tpa0Ba aa 3HaeTe, npeau Aa npuemere bucenron

He n3nonspanite bHcenToJ:

® AKO CTE a1€pru4HM KbM CyI(POHaAMUIH, CY.IPaMETOKCAa30J1, TPHMETOINPHM HITH K
HAKOS OT APYTHTE CHCTaBKM Ha TOBa jeKkapcTBo (H30poeHH B Touka 6).

¢ AKO MMAaTe TE€KKO YEpHOAPOOHO UK OBOpeUYHO yBpeKIaHe.

* AKO HJKOra cTe MManu npobJieMHy ¢ KpBBTa, NPEAM3BHKBAILH KPbBOHACAAA
(TpOoMOOUMHONEHHUS ).




e Ako ca Bu ka3panu, ue uMaTe paAbK npobneM Ha KPBBTA, HapeueH NopQupHs, KOHTO MOXKeE 1a
[MOBJTIMsIE KOXKATA HIW HEPBHATA CHCTEMA.

BucenTon He TpabBa ja ce npuiara Npy KbpMaveTa 1pe3 MbPBUTE 6 CEAMHLM CIE/l pOKIAHETO.

[IpeaynpexaeHnass H npexnasHH MEPKH

["oBopete ¢ Baius nekap, npeaun aa npHemete bucernron.

- Axo uMare AePHLUT Ha GQoNHeBa KHCETMHA (BH3MOXKHO € MPH NAUMEHTH B CTapuecka Bb3pacT, JInid,
3aBUCHUMH OT a/IKOXOJI, JIMLA, JIEKYBAHH ¢ aHTHETIH/IEITTHYHY CPEACTBA W TakMBa CbC CHHAPOM Ha
Manabcopbims (HEBBbIMOKHOCT 3a abcopOupane) WY ITTIOK030-6-QochaT-AeXHAPOreHA3CH aeGUuUMT.

- AKO UMaTe chbpAe4YHO-CHbAOBO WiH OenoapobHo 3ab60naBaHe, ThA KaTo CJC MPHaraie Ha BUCOKH
A03H OT NEKAPCTBOTO € Bb3MOXHO 3aAbp)KaHe Ha TCYHOCTH,

- Ako umare paIbK npobiaeM B KpbBTa, HApeUCH NOpPHpHUs, KOETO MOXKE A MOB/IHAC KOKATA HITH
HepBHaTa BH cHUCTEMa.,

- AKO HAKOTA CTE WMANH KbJITEHHLA, KOETO MOJXKE 1a NPUYHHU MOXKBITABaHE Ha KOXKATa WJIH OsI0TO Ha
oyuTe Bu.

- AKO CT€ ¢ HEJOXPAaHBAHE WIH C MOJHOPMEHO TETJIO.

- Axo uMare MeTaboNHTeH npobneM, HapeueH JeHUIKEeTOHYpHA U HE CTE Ha CrICLIMaliHa INCTA,
noanoMaraia cbeTosHHeTo B,

- AKo Bamuat nexkap Hskora Bu € xazaj, 4ye HMaTe MOBULICHO KOJIHYCCTBO HA KaJIHH B KPBBTA.
EfHOBpeMEHHOTO MpHIaraHe Ha KO-TPHMOKCA30J/1 ¢ HAKOY JICKapCTBa, KAJIHEBU noHSaBKH U XpaHa,
GoraTa Ha KaJIMil MOKe Ja 10BEAE IO TeXKa XHnepKaiHeMus (TOBHILIEHO HABO HA KANKH B KpbBTa).
CUMITOMHTE Ha Te)KKaTa XHITEPKAIHEMHUS MOXe [1a BKIKOUBAT MYCKYJIHH KpaMITH, HEIpaBHJICH
CHPACUEH PHTBHM, JHAPHSA, TajieHe, 3aMaliBaHe WK riaBobonue.

- Ako uMare 6B0peuno 3abonsBaHe.

- AKO MMAaTE TEKKO pa3TpoiCTBO HA KPbBTA, KATO HaMasieH OpoH YepBEeHH KPbBHH KICTKH (aHeMHus),
HamasIeH 6poii 6eH KpbBHU KJIETKH (J1€BKONEHHs ) Wil HamasieH 6 po#l TpoMOOLIUTH
(TpoMOOLIMTOTNIEHHA), KOETO MOXE 114 NNPEJHU3BHKA KbPBEHE H KPbBOHACANAHE.

- AKO umare acTMa UM APYTU TEKKH aNepruyHy CHMIITOMM.

- JIoKIaABAHM Ce NOTEHIUATHO KUBOTO3IACTPALIABAILN KOKHH 0GpHBH (CHHIPOM Ha Stevens-
Johnson, TOKCHYHA enUAEPMAaJIHa HEKPoOau3a) npn ynorpebara Ha bacenTo, KOHTO ce
NOSABABAT NbPBOHAYAIHO KATO YepBeHH, NOZ00HH HA MHIIEHA NMETHA HJIH KPBIVIH METHA,
4eCTO C MeXypueTa B cpeaara.

- JIonbJHATEIHYH NPH3HAIE 32 Ha0/l01eHHe BKAKYBAT A3BH B YCTATa, I'bPJI0TO, HOCA,
reHHTAJHETE (BLHILHHUTE MOJOBH OPraHH) H KOHIOHKTHBHT (3a€pPBEHH H NOJYTH O4YH).

- Te3H HOTEHMHAIHO XKHBOTO3ACTPAINABAIIH KOXKHH 00pHBH A 4€CTO ChIPOBOKIAHH OT
rpEnonoaoon cumnrToMy. O0pHBHTE MOTaT Aa NPEPACHAT B IHHPOKO Pa3npoCTPpaHCHH
MeXYpueTa HJH JTIOLIEHE HA KOKATa.

- HaH-BHCOK PHCK OT NOABA HA CEPHO3HH KOKHH peaKkUHH HMA Npe3 NbEPBHTE CEAMHLH OT
JIeYEHHETO,

- AKO pa3BHeTe CHHApOM HA Stevens-Johnson HIH TOKCHYHA eMUAEPMATHA HEKPOJIH3A IPH
n3no/3BaHe Ha BucenToui, He TPAOBa HUKOra moBedye Aa 3aMo4YBaTe JIEICHHE ¢ TOBA JEKapCTBO.

- AKO DOJIyYHTe OOpPHB H/IH KO’KHH CHMNITOMH, OThpcere He3adaBHO CLBET OT JIEKAP H MY
KaxeTe, Ye IPHeMAaTe TOBA JICKAPCTBO.

AKO MONYYHTE HEOYAKBAHO BIOLIABAHE HA KALLAKUATA K 3a/1yX, He3abaBHO yBefoMeTe Baluua ekap.

XemodaroynTHa IMMGPOXHCTHOLIMTO3A
MHoOro paaxo uMa choOILIEHH 3a CBPbXPEaKLIMHM HA UMYHHATa CHCTEMa NOPaJH HapylIcHa pery/alins
Py aKTUBUPaHE Ha OeMTE KPBBHHU KIETKH, BOJACHIA 10 Bb3MaNCHHUA (xemodarouuTHa
NUM(OXHCTOLMTO3a), KOMTO MOTAT Ja ObJaT KHUBOTO3aCTPAIIABalIH, aKO He ObaaT I
Y JIEKyBaHH paHO. AKO IMOTYHHTE MHOXKECTBO CHMITTOMH KaTO MOBKLIEHA TEMIIEpa




TMM(QHHTE BL3ITH, ycellaHe 3a cnabocT, 3aMasHOCT, 3ayX, JIECHA 1105Ba Ha CHHHHH HIIH KOXCH obpuB 10
e/IHO M CBIIO BPeME HJTH ¢ 1eko 3abaBaHe, He3abaBHO ce CBbpKeTe ¢ Balius ekap.

CrielMaTHO BHUMAHHE Ce MPENophYBa MPH MaLMeHTH B CTapuecka BB3pacT, ThH KaTo TE Ca 110~
qyBCTBHTETHH KbM HEXENaHH PeakLivH 1 [10/y4aBar [10-CH/IHH TaKHBA, 0COOCHO MpPH CHITbTCTBALIH
1a6onaBaHuA KaTo GBOPEeYHH WIH YepHOAPOOHH YBpEKAAHUS UK B ClIy4al Ha IPHEM Ha OpYTH
JIEKapCTBa.

Apyra gekapcrea H bucentoa

Undopmupaiite Bawus nekap wiu gapmauesT, ako npyeMaTe, HaCKOpPO CTE IPHEMAIH WIH € BB3MOXKHO Jd

[MpUEMETE APYTH JIEKAPCTBA.

B 4acTHOCT My Ka)keTe, ako ynorpedsaBaTe HAKOE OT CJETHUTE JIEeKapCcTBa.

- AMYPETHULIM, CMIOMaralliy 3a MoBUIIABAHE HA KOJNIHYECTBOTO OTACICHA YPHHA,

- NMUPHMETAMHH, H3TMION3BaH 34 JieueHHe H NpoQHIAKTHKA HA Manapus ¥ 3a JICHCHUE Ha IHapUA,

- LMKJIOCHOPHH, H3MOJI3BAH e/l TPAHCIUIAHTALIMA WIH 32 IIOTHCKaHe Ha MMyHHaTa Bu cuctema;

- JIeKapcTBa MPOTHB KPLBOCKCHPBaHe (AHTUKOATYJIAHTH) HAlIp. BapapHH;

- (peHUTOMH, U3MON3BAH 32 JICYUCHHUE Ha €MUICTICHS,

- fNeKapcTea 3a AuabeT, KaTo raubeHK1aMU I, TIHIH3AA WiIM TONOYTaMHH (IIPOU3BOJIHH Ha
cydaHuypes) U penariuHui.

- JieKapcTBa 3a MpobJieMH ChC ChpAEUHATA HECTOTa KaTO JIMTOKCHH HITH MPOKaUHAMHA.

- AMAHTAAMH, W3TIOA3BAH 3a JleueHHe Ha 00/ecT Ha [TAPKUHCOH, MYJITHIUICHA CKIICpO3a, IPUIl HIH
xepnec;

- NeKapcTBa 3UAOBYAMH WM JaMHUBYIHH, W3Mon3BanH 3a neyeHue Ha XHUB (CITHH);

- JIEKaPCTBA, KOMTO MOBHIIABAT KOJMYECTBOTO HA KK B KPBBTA, KATO AHYPETHLIH (CTIOMAraliy 32
[OBMIIABAHE HA KOJIMYECTBOTO OTACNEHA YPHHA, KATO CIIMPOHONAKTOH), CTEPOUAY (Hanp.
NPEAHU30IOH) U JUTOKCHH;

- METOTPEKCAT — JIEKAPCTBO 3a JIEUEHHE HA HAKOH BUOBE Pak WM HAKOH 3a00JIABAHHA, MOBINABALIH
UMYHHATa CHCTEMA;

- pHdaMIHUHH — AHTHOUOTHK;

- (OJIMHOBA KUCEJIMHA;

- KOHTpaLeNnTHEH.

EnuoBpeMeHHOTO MpUiarade Ha bucenTon cbc CIMPOHOJIAKTOH MOXKE 1a NPHYHHK CEPHO3HA
XHIIepKanHeMHus (TOBHILIEHO HUBO HA KajduH B KpbBTa). CUMITOMUTE HA XUMEPKATHEMH] MOTaT 114
BKJTFOUBAT MYCKYJ/IHH KPaMIlH, HEPAaBHOMEPER ChPACUESH PUTHM, AHAPHS, TA/ICHE, 3aMaHBAHE HITH
rinasobonHe.

EdexTy BEpXY 1a00paTOPHH TECTOBE
TpumeronpuM (aKTHBHATa ChCTaBKa Ha bucenTon) MoXKe Aa MOBIHAC KOHLIEHTPALMATA Ha KPCATHHHH B
cepyMa (11a3MarTa), ako ce OIpeZienis ypes3 ajikajiHa MHKPaTHa peaKLus.

bpeMenHoCcT, KbpMeHe H QepTHINTET

AKo cTe 6peMEHHA WIIH KbPMMTE, CMATATE, Y€ CTe OpeMeHHa WK [TAHUPATe 14 HMATE Oebe, NocbBETBAHTE
ce ¢ Bawus nekap uau papMaleBT mpeau Ja NpHEMETE TOBA JIEKAPCTBO.

BucenTon He Tpa6Ba aa ce npHiara 1o peMe Ha SpemeHHOCT (0COOEHO Mpe3 MbPBOTO TPHUMECEYHE), OCBEH
MpH Kpaiida HeobxoaumocT. a He ce ynoTpebssa NpH KbpMeHe.

3ano3HaiiTe ce Che cleaBaluy pa3fen 3a nopeye HHPopmalus OTHOCHO CBABPIKAHMCTO Ha €TAHOI1 B
JIEKapCTBOTO.

IHopupane 1 ynorpeba Ha MAIIHAHA
Hama nanuu bucenton aa oxassa BaMaHHE BbpXY 1wodupaHeTo H paborara ¢ Mauly



BHcenTo 1 chabpKa ANK0X0.1, HATPHE H nponHaenrankon (E 1520)

ToBa nexapcTeo chabpxka 500 mg ankoxon (eranon) g S ml. Konuvectsoro B 5 ml oT TOBa 1E€KAPCTBO ©
exsupaneHTHO Ha 11,88 ml 6upa wnu 4,95 m! BuHo.

MaJko BepOSTHO € KOJHYECTBOTO AJIKOXOJ B TOBA JIEKAPCTBO Ja Ma e(eKT MpH Bb3PacTHH H IOHOLLH,
KATO € MAJIKO BEPOATHO edeKThT My NpH jeua e 3abenesxum. Br3MOXHO € Aa HMa e(eKT NpH Mo-MajlKu
aena, HarpuMmep CHHIUBOCT.

ANKOXONBT B TOBA JIEKAPCTBO MOXKE J1a IPOMEHH Ha4YuHa, [0 KOHTO AeHCTBAT APYTH JIEKapCTRa.
["oBopeTe ¢ Bamusa nexap win dapMaleBT ako [lpHeMaTe APYTH ACKapCTBa.

AKo cTe 6peMeHHa WM KEPMHTE, roBopere ¢ Baiung nekap win papMalLeBT Ipeay fa NPHEMETE TOBA
NEKapCTBO.,

AKO UMaTe aJIKOXOJIHA 3aBUCHMOCT, roBopeTe B Baluua nekap vid ¢papMaliCBT IPSAH Aa MPHCMETE TOBA
TeKapcTBo.

To3H NeKapCTBEH NMPOIYKT ChAbPKA 34,5 Mg HaTpHit (OCHOBHA CHCTABKA HA FOTBapcKaTa coJl) B 3 ml,
KOeTo oTrosaps Ha 1,73% OT NpenopbUYBaHUs MaKCHMAJIeH AHEBEH MPHEM HA HATPUH 3a BBE3PACTHH.
ToBa JIEKAPCTBO MOXKE 1A Ce pazpeI NPed NPUIaraHeTo My (BxK. Mo-Josy Toukara: CnenHara
UHOpMALMS € MmpeHa3Ha4eHa caMo 332 MEIULIMHCKY CNIELHMAJIHCTH). AKO B pasTBOPHTENA CE CBABPXKA
HATPHIA, TO TO# TpAOBa Oa ce MMa IIpeaABHA NPH NIpecMATaHe Ha o01oTO ChABPKAHHE HA HATPUH B
FOTOBHA Pa3TBOP. 3a no-nogpobHa HHGopMaLys 3a ChbIbPKAHHETO HA HATPUH B PA3TBOPHUTEJIS, OTHECETC
ce A0 NPOoAYKTORaTa UHGOpMALMA, [IpelOCTaABEHA OT NPOH3BOJMUTEINA MY.

ToBa nexapcTso chabpxka 420 mg NponHAEHTIUKON BLB BCeKH | ml, eKBHBaJICHTHO Ha 2100 mg/5 ml.
Axo Bawero aerte € noJ 5-roaqiliHa Bu3pacT, FOBOpeTe ¢ JeKap Wi (papMaleBT, Ipeiu Ja My NaleTe
TOBA JIEKAPCTBO, 0COOEHO ako NpHeMa ApYIrd JICKApCTBa, KOWTO ChAbPXKAT POMIICHIVIMKOI WK AlTKOXO.1.
AKO cTpazate oT YepHoApoGHO Wik 6b6peuno 3abonapane, He MpHeMaiiTe TOBa JIEKAPCTBO, OCBEH aKko By
€ MpenopbYaHo OT Jiekap. Baluuar nekap moxke Aa Bu nperniena QOMBIHUTENHO, 10KaTO NPHEMATE TOBA
JE€KAPCTRO.

AKo cTe 6peMeHHa WIH KbpMHTE, HE IIPHEMAliTEe TOBA JIEKApCTBO, OCBEH aKO BH e Mpenopb4aHo OT neKap.
Bawust nexap Mmoxke na By npernega a10mbuiHATENHO, AOKATO NIPUEMaTe TOBA IEKapCTBO.

3. Kak ga npuemarte bucenton

Bunaru u3nonspaiiTe TOBa 1eKkapcTBO TOUHO KakTo Bu e kazan Baliuar iekap. AKO HE CTE CHIYPHH B
Hello, nonutaire Balusa nekap.

bucenTon ce npunara OT MEAWLUHHCKH NEPCOHA.
- JlexapcTBOTO Ce NpHara cliel paspexaaHe upes 6apHa HHTpaBeHO3Ha HH(Y3HA WM ,,Ha karka™ (4pe3
H3MON3BAHE HA MOAXOAALIO 05Oy ABAHE ¢ KOHTPOIMPAHA CKOPOCT Ha TIPHIOKCHHE).
- Jlosara ce ompenens ot jekap. Jlo3aTa 3aBHCH OT NOKa3aHUATa U Bb3PACTTa, TErNOTO H 00LIOTO
CbCTOAHHE Ha MAalMEeHTa.
3a cieuMdHYHAaTa 7033 U METO HA MIPHUIOKEHHE BIXKTE B Kpasi Ha JIMCTOBKaTa: ,,CjeiHaTa HHpOpMaLIHs €
[IpeJHa3Ha4YeHa caMo 33 MEIHUIMHCKM nepcoHan.”

AXo0 cTe npHeJH moBe4ve 0T HeobxoaAnMaTa xo3a bucenTon

KaTo NpH3HALIA Ha Npe03UPaHe MOXKE f1a Ce MIOSBAT: rajieHe, NOBPbBLIAHE, 3aMasHOCT, O0BPKBAHE.

[Ipu ocTpo npego3KpaHe ¢ TPUMETONPHUM € HADI0AaBaHO NOTHCKAHE Ha KOCTHHA MO3BK.

B 3aBUCHMOCT OT CbCTOAHHETO Ha ObOpeyHaTra QyHKUHS Ce MpenopbyuBa IpHiaraHe Ha TCHHOCTH, dKO
OT/IEJSHETO Ha ypuHa e cnado.




4. Bb3MOXHH HEXKEJIAHH PeaKlHH

KaTo BCHUYKH NIEKApPCTBa, TOBA JIEKAPCTBO MOXKE [a MPUYMHH HEXETaHH NEKaPCTBCHH PEAKLHH, BHITPCKH HE
He BCEKH I'H ro1yyasa.

TpsabBa Beanara aa cbobmnTe Ha Baiuusa Jekap K MeJHIHHCKA CecTpa, AKO H3INHTATE MLPBUTE
CHMITOMH Ha ajieprus (Hanp. NogyBaHe Ha JIHIETO, YCTHATE, €3HKA, MbPJIOTO, NIPHIHHABALIH
3aTPYJAHEHHAS B AHWAHETO HJIH NPerTbLIAHETO) HJIH TEXKKH KOKHH PEeAKIHH ¢ MeXypUera Hd
JIolIeHe Ha KOXATA — BHKTe TOuKa ,JIIpenynpexaenns A npeina3HH MepKH NpH ynotpeba®. Taknsa
CHMHTOMH €€ CJYYBAT MHOr0 PAAKO cjie] NPHJI0KEeHHETO. BamHAT j1eKap e pellld Kak Aa MocTrLix
B TAKBLB CJIY4YaH.

Hexenannre JEKAPCTBEHH PCAKIMH Ca KATCTOpH3HpaHH, KaTo CC H3I1OJI3Ba CcJ1eaHaTa KOHBCHUHA!

MHoro gectd (MOXe Aa noeede oT | Ha 10 aywn)
- XHWriepkasneMus (MOBHILIEHH HYBA HAa KAIHH B KPBBTA BH, KOETO MOXKE Aa NPUTHEH abDHOpMHa
ChpACYHA YECTOTA (NMAJINKUTALMH).

YecTH (MOKe 1a 3acerHat ao | va 10 gywn)

- MOHHHMIHA3a (rbOvvHa HHPEKIHA (KaHAKA03a), KOATO MOXKE Jla 3acerHe ycrara WJiH Bal'l HaTa);
- - rnaBoOonHE;

- rajeHe, I4apms;

- KOXHY 00pHBH.

HeuecTn (Moxke na 3acerHat ao 1 #a 100 gywwm)
- [OBPBIUAHE.

Muoro peaku (Moxe aa 3acerHat 1o 1 xa 10 000 gywiun)

- nceBAoMeMOpPaHO3eH KOJMT (MW3pa3eH KaTo OCTPa MK XPOHHUHA JHApUs )

- Tpecka (BHCOKa TEMIIEpaTypa) UIIH YeCTH HHPEKLIHH,

- aBHopMeH Opoii HAa Pa3/IMMHH BHAOBE KPbBHH KJIETKH - JIEBKONEHHA, HEYTPOTICHHS;
TpoMOOLIMTONEHNS, arpaHy/I01MTo3a, MerayiobiacTHa aHeMHS, anjlaCTH4YHa aHeMHS, XCMOJTHTHYHA
aHeMUs, METXEMOr 100 HHEMH, €03HHODHAUA, TyPIYpPa, XEMONH3a MPH ONPEeAC/ICHH NOAATIINBH
NaLHEeHTH ¢ AePHULMT Ha INIIOK030-6-dochaTaexuaporeHasa;

- cepyMHa GonecT (CMCTeMHa aNlepruyHa peakiys, KOsITO MOXe Aa €€ NOABH CJICA UHTPABCHO3HO
[IPUIO’KEHHE C NOBHILIEHA TEMIIEPATY pa, MyCKYJIHH 6ok, kopeMHa OoKa, NoxyBaHe Ha CTaBHTE),
anadunaxcus (Bug Gbp3a aepruyuHa peakius), AepruyeH MHOKAPAKT, aHMHOENeM (BX. 110-rope
CUMIOTOMHTE, OTIMCAHY B HAYAJIOTO Ha TOUYKA 4), MEIMKAaMEHTO3Ha TPEeCKa, alICPrHicH BaCKyJIHT,
MepUapTPUTHC HOI033a, CUCTEMEH NYITyC €pUTEMATO3YC (HapyLIeHHe HA HMyHHaTa CHUCTEMa, BOACIIO
10 BH3MNAJHTEIHK NMPOLIECH B MHOrO BhTPELIHH OPTaHH);

- HHMCKHM HUBA Ha KpbBHa 3axap (IJ1:0ko3a) ¥ (Min) Ha Kanuil B KpbBTa, 3aryda Ha ancTuT;

- Jernpecus, XaNtOUWHaLHH;

- acenTH4eH MEHHHFUT (CHMITTOMH. BHE3aIHO TEXKO I71aB000JIHE, CKOBAHOCT B LIHATA, CHIIPOBOACHO ¢
BHCOKA TEMIIEPATypa, KOHTO OT3BYUaBaT CJiell NpeKpaTsaBaHe Ha IEYeHHETO), KOHBYJICHH, nepupepeH
HEBPHT, aTAKCHA, BEPTHTO, IIYM B YILIUTE, BHEHE HA CBAT,

- yuecTeHO AMWIAHE, KAULTHUA, Genoapobuu uHUITpaTH (MOraT Aa ObAAT paHHH NPU3HALM Ha
PECIIHPATOPHA CBPbXYYBCTBUTEIIHOCT);

- [JIOCHT, CTOMATHT, MAHKPEATHT (H3pa3eH KaTo OCTpa KOpeMHa OonKa);

- YBEMT;

- NOBHILEHHE HA CEPYMHHTE TPAHCAMHUHA3H (€H3MMH), NOBHLICHHE HA OWIHpYOHHOBHUT
X0JIeCTaTHYHA M BJITEHHUA, YEPHOAPODOHA HEKPO3a. XOJIeCTaTHYHATA XKBJITCHHLL
Hekpo3a Morat aa Obaar ¢aranHu;




- (hOTOUYYBCTBUTEIHOCT, EKCHOJIMATHBEH AEPMATHT, EPHTEMA MYITHQOPME, JOKJIANBAHH €2
(0TeH IHAJHO JKHBOTO3ACTPALIABAINN KOXKHH 00puBH (cunapom Ha Stevens - Johnson,
TOKCHYHA eMHAePMAIHA HeKPoau3a) (BX. TouKa 2 H CHMITOMHTE, ONMIHCAHH B HAMAJIOTO HA
TOUKA 4);

- apTpairvs U MHanrus,

- HapyleHa 6b06peyura PpyHKIHA (NOHAKOTA A0K/IaABaHa KaTo Gb0peuta HeaOCTATBYHOCT),
MHTEPCTHULIHAJIEH HEQPUT;

- pa3pyllaBaHe HAa MyCKYJIHTe (pabaoMHOINH3a, U3ABSHA KATO MHOIO CHJIHA MYCKYJ1HA Oonka,
HapyllleHa O6bOpeuHa HYHKUMA) MOXKE 1a ce NMOABH NPH JICUCHUE HA TTHCBMOHHA.

C Heu3BeCTHa YeCTOTA (UECTOTATA HE MOXKE J1a C€ ONMpeeNny OT HATMYHHATE IAHHH )

- MNCHXOTHYHH HapyLIEHHS (ICMXHUHO CBCTOAHHE, PU KOETO MOXKE [1a 3aryOuTe BPB3Ka C
JCHCTBUTEIIHOCTTA);

- TBMHOBUOQJIETOBU, HAJUTHATH, OONE3HEHH JIE3UM 10 KpaHHMIKTE U MIOHAKOra no JIMUETO U LINATA,
C MOBHiIEHA TeMriepaTrypa (cuHapomM Ha CyHT).

CpolmaBase HA HEKEJIAHH PEeaKIHH

AKO TIONTYUYHTE HAKAKBH HEXENaHH JIEKAPCTBEHH peaKLWH, yBeoMeTe Balmus nexap. Tora BKJIKOYBA
BCHYKH Bb3MOXHHY, HEOMHCAHY B TA3M JIMCTOBKA HEXKETAHM peakluu. Mo)XeTe Chllo 1a ChoOLHTe
HEMKEJTAHH PeaKLMH AHPEKTHO Ypes:

M3nbpiaHvTe1Ha areHLUMA 110 JIEKapCTBaTa

vn. .,Jdaman [ 'pyeB” Ne 8
1303 Codus

Ten.: +35 928903417

yebcait: www.bda.bg

KaTto crofuiaBare HexKelaHH peakLiH{, MOXKETe Ja NaJAETe CBOS NPHHOC 3@ NOMy4aBaHe Ha MOBEHE
HHpOpMaLMsa OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak pa cbxpansasare bucenron

JIa ce cvxpansasa nog 25°C.
CobxpansBaiiTe aMOyJIUTE B OpMIrHHATHATA OMAKOBKA, 33 /1a NPEAnasuTe JeKapcTBOTO OT CBCT/IMHA.

Jla ce cbxpaHsiBa Ha MSCTO, HEAOCTBIHO 338 JeLa.

He uznonssadite BucenTon cnej fJarara Ha M3TUYaHE HA CPOKA Ha FOJHOCT MMOCOYEHA HA OMNAKOBKATA.
Jlarara ce oTHacs 3a MOC/IEIHUA AEH Ha NMOCOUEHHA MeCell.

He u3XBEpnsiiTe TEKapCcTBATA B KAHATW3ALMATA HIIH B KOHTEHHEPa 3a AOMAIIHH OTNAABLH. [TonuTaiTe
Bamus $apMaugeBT Kak 1a H3XBLPJIATE JeKapeTBaTa, KOHTO Bede HE M3monm3Bare. 1¢3n MEPKH LIe
CITOMOTHAT 32 OMa3BaHE HA OKOJTHATA Cpela.

6. ChabpXkaHue Ha OMMAKOBKATA H IOIMBJIHATEIHA HHPOPMANHA

Kakpo cuabpxa bucenrou:

- AKTMBHHTE BelLECTBA Ca: Cy1(paMeTOKCa30Jl U TPHMETOIIPHM.
Beekyu MIIMIIMTBD KOHLEHTDAT 32 MH(Y3HOHEH pa3Teop chabpka 80 mg cyadamerokcason u 16 mg
TPUMETONPHM.
Bceku 5 ml KOHUEHTpAT 3a MHQY3HOHEH pasTBOp Chabpxatr 400 mg cyndameT,
TPUMETOIIPHUM.




- Tlomomuuy Bewectsa: npomwienrinkoi (E 1520), eranon 96%, HaTpUEB XUAPOKCHA, CTAHOTaMUH,
10% pa3TBOpP Ha HATPUEB XHIAPOKCH (3a ananTupate Ha pH), BoAa 3a WHIKCKIIHH.

Kak "3riexaa bucenro/ A KaKBo ChAbPKA ONAKOBKATA
Bucenrton ammynu ¢ 6e3LBETHA HIIH O1€A0KBJITCHHKABA TEUHOCT,
Onakosku: 10 amnynu ot 5 ml.

HpuTrexaTten HA pa3pelleHHETO 32 YNOTPEDA H NPOH3BOJHTEN

[IpuTexaTel Ha pa3pelleHHETO 3a YNOTpeda
Zaktady Farmaceutyczne POLPHARMA S.A,
ul. Pelplinska 19, 83-200 Starogard Gdanskt, ITonwa

[Ipoussoaurten
Warsaw Pharmaceutical Works Polfa S.A.
2224 Karolkowa Str.; 01-207 Warsaw, Iloniua

Pharmaceutical Works POLPHARMA SA
19, Pelpliniska Street, 83-200 Starogard Gdanski, [Tosima

3a IOMbJIHUTENHA WHHOPMALIUA OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPXETE CE C JIOKATHHSA NMpEICTaBUTEN
Ha IPUTEXKATENA HA pa3pellieHUeTo 3a ynoTpeba:

3. ©. ITondapma — knoH buarapua™

oyn. CHMeoHOBCKO Woce 85, eT. 3 , oPHc 3
Codms, CTy/1IeHTCKH rpaj

Ten: 02/440 0843; 0886 511 160

Tara HA NOCJAEAHO NpepasrIekIane HA JIJHCTOBKATAS

CnenHara vHpOpMAaLMs C€ OTHACA CaMO 3@ MEAHWLIMHCKH CIIEUHAIHCTH!

BHCENTON KOHLIEHTPAT 3a HHGbY3HOHEeH pa3TBOp € NpeHa3HaveH 3a HHTPABCHO3HO NPHJIOKCHHE M ITPCIH
TPUIIOKEHKETO TPAOBA 1a ¢ pa3TBOPH.

BucenTon TpaOBa 1a ce W3MO/3BA CaMo TIPe3 1epHoA, B KOMTO NaUUeHThT HAMA BB3MOKHOCT 114 IIPHEMCE
NEepPOpanHo JieueHHe, KOraTo 3anoyuBaHeTo Ha JICHCHHUETO CE Hanara CreiHo HiTH 34 ya00CTBO Ha
MalMeHTA, aKO BeYe NoJIy4YaBa TEYHOCTH 4Ype3 uH(Py3ua. Burnpeks, ye bucenTos aMImyJiy € II0JIE€3CH IIpH
KPUTHUYHO DOIHHM NAaLHEHTH, TOH MOXe Ja HAMA NPeAUMCTBO Mpe/l NEPOPATHHSA IMpenapar.
JlekapcTBEHHAT MPOAYKT TpAGBa Aa ce npuiara kato 6aBHa KankoBa HHQY3Hs, Ce]] pa3sTBAapAHE. Tpabsa
na ce MPUrOTBY BHUMATETHO 0 MLIHO pasTBapaHe. He nanomseaiite, ako pa3TBOPBT HMA OHAnecleHIHA
WITH yTaHKa.

PasteopbT TpsaOBa Aa 6bae NPUroTBEH B CLOTBETCTBHE CHC CIEAHATA CXEMA.
1 ammyna (S ml) ce paztBaps B 125 ml pazrBopuren.

2 amnyny (10 ml) ce paztBapar B 250 ml pasrBopHTeI.

3 amnyau (15 ml) ce pazreapsar B S00 ml pasrsopuTer.

KaTo pa3TBopuTeNH Morart fa Obaar H3Moa3BaHu:

e 5% u 10% pa3TBOp HA MIIOKO34A

e (,9% pa3TBOp HA HATPHEB XJIOPHA

e Pudrep pasteop

e (,45% pa3TBOp Ha HATPHEB XJIOPHA € 2,5% Pa3TBOP HA INIOKO3A




I[El He C¢ U3IQN3IBAT APYTH PAa3TBOPHTCIIH.

CpoK Ha FOJHOCT CJIeA paspexciaHe: XHMIYHA H PH3HYHA CTAOUIHOCT IPH ynoTpeba ¢ yCTaHOBEHa 32 6
yaca npu 25°C cnen paspexxiaaHe Ha npoaykrta. OT MUKpOOHOIOTrHYHA IIeIHA TOUKA paspeicHHAT
MPOAYKT TPAOBa Ja Ce W3NON3Ba BeAHAra. AKO HE CE M3NO3Ba BEAHAra, BPEMETO H yCIOBHATA Hd
ChbXpaHeHUE Ca OTTOBOPHOCT Ha U3NOA3BaLLHA.

3abenexka: [IpoabIDKHTENHOCTTA Ha HHY3uATa TpaOBa Ja ObAe OT €IMH Yac N0 Jac H MOJIOBHHA. Ako
NaUEHTHT HE MOXKE Aa TIpUeMa rojam obem TEHHOCTH, Ce AOMyCKa H3MOI3BAHETO HA Pa3TBOP € MO~
BHCOKA KOHLIEHTPALKs HAa KOTPHUMOKcas3on — 5 ml oT npenapara Aa ce pasTBOPAT B 73 ml 5%-eH pa3TBOp
Ha TJOKO34.

JlekapCTBEHMST NPOAYKT JIa HE C€ NpHlara KATO HHTpaBeHo3Ha 60/1ycHa HHPY3HUs.

[TpUroTBEHKAT pasTBOp 3a MHQY3Hs He TpaOBa fa ce cMecBa C APYTH JIEKapCTBa WK ApYTH pasTBOPHTE/H,
OCBeH H30pOEHHUTE NO-rope.

JHO3HPOBKA
CraHJgapTHH NPENOPEKH 38 OCTPH MHDEKUHH

Bv3pacmuu u oeya nao 12 zoouniu
2 amnyiu (10 ml) Ha sceku 12 yaca,

Heua oo 12 coounu

[IpenopbuanaTa A03MPOBKa e npubnusmirento 30 mg cyndameroxcason n 6 mg TpUMETONpUM/Kg TENECHO
Terno 3a 24 yaca, pa3/Jie/ICHH Ha IBe €JHAKBH 1034, KaTo cnpaBka MOXe Aa CE U3M0JI3Ba CIICAHATA CXEMa,
onucaHa Mno-aomy.

Ileua ot 6 ceamuun 10 5 meceua: 1,25 ml Ha Bceku 12 vaca.
Ieua ot 6 Meceua no 5 roauHn: 2,5 ml Ha BcekH 12 vaca.
Heua ot 6 o 12 ronuHy: 5 ml Ha BcekH 12 vaca.

[Ipy TesxkM HHDEKUHH Ao3aTa MOKe Ja ce ysean4u a0 50%.

Jleuenuero TpabBra A2 NPOABIDKH, AOKATO MALMEHTHT HAMA CHMIITOMH B MPOAB/KCHAE Ha Ba THA.
B MHO3HMHCTBOTO OT CIIyUYAHTE C€ H3UCKBa JICUCHHE TOHE 5 THH.

HER;HEH??IH 6 CMAPpUYECKd 8b3pacni.

[Ipy NaLIMEHTH B CTAPYECKA BB3PACT Ce MPenopbyBaT PEJOBHH €KEMECEIHH H3C/ICNBAHKA HA KPLBTA.

B nofaeka ce npenopbyBa BHUMATEIHO H3MOJI3BAHE HA JICKAPCTBOTO NPH Te3H NALMCHTH, TBH KATO T€ Ca
MO-YYBCTBUTEMHH KbM HEXENAHU JIEKAPCTBEHH PeakunH, 0CODEHO ako CTpajar OT ApYyTH 3abonABaHMA,
Hanp. 6B6peuHa HEIOCTATBYHOCT, YepHOAPOOHA ANCOYHKUMA U (MNH) U3N0N3BAT APYTH ICKAPCTEA.

HapyuieHa yepnoapobHa QpyHKuMs:
Hsama HaWYH¥ JAHHK OTHOCHO AO3MPOBKATA TPH NAlMEHTH C HApyLUEHA YePHOAPOOHA QYHKUMA.

Creuanny npenopbky MpH A03HpaHe
AKO He € MOCOUEeHO ApPYTro, a C€ U3NOA3BAT CTAHAAPTHUTE NMPENOPDKH.

Hapymena 6v0pedHa dhyHKLIHA




Bb3pacTHu M fena Han 12 roauuu (HaMa HannuHa wHdopMauua 3a geua nox 12-roauinta BB3PACT)

KpeaTHHHHOB KJAHPbHC (ml/min) IMpenopnrunTena J03a

[Toseue o1 30 mi/min CraHaapTHa 4034

15-30 ml/min [TonoBuH cTAaHAAPTHA 4034

Ho-manko ot 15 ml/min Ynorpebara Ha JIEKOPCTBEHHSA MPOAYKT HE Ce
npenopbpysa

M3MepBaneTo Ha Mia3MEHHTE KOHLUSHTPALKH Ha CYI(QaMeTOKCa30/l Ha HHTEPBAIHN OT 2 10 3 AHYU ce
npenopb4Ba B NPobH, B3eTH 12 yaca cnea npwiaraHeTo Ha bucenTon. AKO KOHUEHTpaLMATa Ha OO
cynadameTokca3on Hagsumasa 150 micrograms/ml nedenuero TpsGea 1a Obae NPEKpaTeHoO, JOKATO
croitHocTTa naaHe nod 120 micrograms/mil.

[IHeBMOHMS, NpHUMHEHA QT Pneumocystis jiroveci (PJP)

JleueHHe

100 mg cyndameTokcaszon u 20 mg TpUMeTONPHUM/ kg TEIECHO TErJIO AHEBHO B 2 HITH MOBEYE OTAC/IHH
no3i. JledeHueTo TpabBa ga 6be NPEBKIIKOYEHO Ha NMepopaieH IPHEM HaH-CKOpO, 1110M € Bb3IMOXKHO H /id
ce MPOABIKH 3a nepuoa oT 2 ceaAMMLH. [lenTa € Na ce MOCTHrHAT MHKOBH HHUBA B IUIa3MaTa Wik cepyMa
Ha TPUMETOIIPHM TIO-TOJIEMH HIIH PaBHU Ha 5 micrograms/ml (onpeeneHo NpU NalMenTy, Moy dasalii
HHTpaBeHO3HO bucenTon B MpoabIKEHHE HA eIMH Yac).

[Ipodmnakruka
CTaHgapTHa JO3UPOBKA B IMPOABIIKEHUE HA PHCKOBHA NIEPHOL.

TokcoriazMo3sa
HaMa KOHCEHCYC 110 OTHOIUEeHHEe Ha Had-NnoAXoaq1ara 103a Ha TO3H JICKApCTBEH [POAYKT 3a JTE€UCHUC HITH
npopunakTHKa Ha TOKCOIU1a3Mo3a. Jlo3aTa TpsiOBa Ja c€ OCHOBaBa HA KITHHHUYHHA OIHT. AKO

NIEKAPCTBEHHAT MPOAYKT C€ H3IOI3BA 32 npodiNakTUKa, J1O3HPOBKATA 3 NpoQUIaKTHKa Ha PCP moxe ga
OpOe moaxoasa.

Hoxapanosa

Hsama koHceHCyC MO OTHOLUEHKHE Ha Hal-noaxoaduiaTa 103a. Mnon3pans ¢a 103K 3a BB3PacTHH OT 6 1o 8
TabIeTKY AHEBHO B NPOABDKEHHE 10 3 Mecela (eaHa Tab/eTKa CbABpXKa 400 mg cyngpamMeToKCazon 1

80 mg TpUMETONIPHUM).




