KPATKA XAPAKTEPHCTHKA HA JEKAPCTBEHHA ITPOAYKT
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1. HME HA JIEKAPCTBEHHS TIPOAYKT r— w_”"” 110 NNEKAPCTBATA
APAKMEPUCTILKE 1a NPogyxma - Moum ONORUe 7

Bucernrron 200 mg/40 mg/S ml nepopanya cycneH3us Kb Poz, Ne 91005\0 { (5
Biseptol 200 mg/40 mg/5 ml oral suspension

Paspewarya Ne

somamp- .. 353G 01-08- 20
2. KOJHYECTBEH H KAYECTBEH CHhCTAB OgO6DeHLE An

5 ml ceaspxar 200 mg cyndameroxcazon (sulfamethoxazole) v 40 mg TpuMeTonpuM (trimethoprim).

[TomMOUIHH BELIECTBA C H3IBECTHO NEHCTBHE:.
5 ml oT nepopanHaTa CycneHs3ts CbAbBPXKAT MAKPOTroANIMUEPOIOB XUAPOKCHCTEapar; 7,5 mg METHUII-

napaxuapokcubensoar (E 218); 2,5 mg nponun-napaxunpoxcubensoar (E 216); 2,42 g reuen manturon,
142,72 mg nponunenraukon (E 1520); 38 mg #atpu.

3a MEJIHUY CTIUCBK Ha NMOMOIIHHUTE BEIleCcTBa BHXX TOUKA 6.1.

J., JIEKAPCTBEHA ®OPMA

[TepopanHa cycreH3ns
CycrieH3us ¢ 041 Wiu cseTIo0eK0B LIBAT € apOMAT Ha Arona.

4, KJIJHUHHUYHH OCOBEHOCTH

4.1 TepaneBTHHH NOKAIAHUSA

Bucenton cycrneH3ns € noka3aH 3a JCYEHUE Ha CNCAHUTE HHOEKLNY, NPUYUHEHW OT YYBCTBUTEIHH
MHUKPOOPraHu3MH {Bx. TO4Ka 5.1):

- JjeyeHue u npoduUIakTUKa Ha Preumocystis jiroveci (npeay u3sectHa Karo P. carinii)
[THCBMOHHA,

- Je4eHHe ¥ NpodIaKTHKE HA TOKCOMIa3M03a;

- JICYEHHE HAa HOKapaHuo3a.

Cnengnnre HHbEKIIMH MOTaT 1A Ce JieKyBaT ¢ bucenTon, npu goka3aHa OakTepHanHa YyBCTBHTEIHOCT
1 HeoOXOMMMOCT Aa C€ NMpeAnoyeTe koMOMHaUMATa OT aHTHOMOTHLIMTE B bucenron, npena ynotpebata
Ha eOUH AaHTHOHOTHK:

- OCTpa, HEYCNOXKHEHA UHPEKLIMA HAa MUKOUHHUTE THTHULLA,

- OCTPO BB3MANGHUE HA CPEOHOTO YXO;

- 000CTpAHE HA XpOHHUYEH OPOHXHT.

BucenTon e noka3aH NMpH Bb3PacTHH, IOHOLLM, ACLA W KbpMa4eTa Ha Bb3pacT 6 CeAMHUM U [TO-TOIEMH.

Tpa0Osa na ce B3emaT noa BHUMaHue ogULIMANHUTE PbKOBOACTBA 3a NpaBunHara ynotpeba Ha
aHTUOAKTEpHATHMTE areHTH.

4.2 Jlo3upoBKAa ¥ HAYHH HA NPHIOKEHHE

Ho3uposka

CraHmapTHa J03HPOBKa, MPENOPHLYBAHA NPH OCTPH HHEKIUH




Bbn3pacTHH
20 ml Ha BcekH 12 yaca.

IleAHATPUYHA MONMYJIALHA

Jo3upoBKara 3a Aeua € eKBUBAIEHTHA npubIn3uTENHO HAa 6 mg TpuMeTonpum ¥ 30 mg
CyJipaMeToKcas3ol 3a KWIOTpaM TEAECHO TErJIO JHEBHO.

CxeMaTa 3a Jela € cp00pa3eHa ¢ Bb3pacTTa Ha JeTeTO U € AaneHa B Tabnunara no-mosny:

CrangapTHa 103HPOBKa
Bn3pacr O0eM HA CYCTIEH3IHATA H Y€CTOTA HA
MPHIOKEHHE
Mo-Bb3PAaCTHU OT 12 rOOHHH 20 ml Bcexu 12 qaca
oT 6 10 12 roguHM 10 ml Bceku 12 qaca
0T 6 Mecella 10 3 roAHHH 5 ml Bceku 12 yaca
OoT 6 ceIMULIU N0 5 Mecela 2,5 ml Bceku 12 yaca
NO-MaJIKH OT 6 CEMHUIIH ynoTpebara € NpOTHBONOKA3aHA

JleyeHneTo TpaOBa Aa NPOABIDKY 2 AHM Clied KaTO NMAaLUKUSHTHT HAMA CUMIITOMH; OOUKHOBEHO Ce
Hamara Jia ce npoBeae Hak-Manko 5 nHEBEH Kypc Ha JieueHHe. [Ipy nurica Ha KIIMHIYHO noxo0peHne
cnell 7-nHeBHA TepanuA ChCTOSHHETO Ha NalleHTa TpsAOBa Aa ce Npepasrieaa OTHOBO.

Karo afTepHaTHRa HA CTAHAAPTHATA AO3UPOBKA NPH OCTPH HEYCIOKHEHHU HH(EKIIUH Ha JOTHUTE
MMKOYHH IThTHILA, KPATHK TepanesTH4eH Kype o1 | 10 3 IHM e nokasan eeKTHBHOCT.

CnenyanHy OpenopeKH 3a JO3UpPAHE

(T1punara ce craHpapTHA J03HPOBKA, aKO HE € MOCOYECHO APYro)

[THeBMOHUA, TpUYKHHEHA OT Pneumocystis jiroveci (P. carinii) (PCP).

JleyeHHe: H3MON3BaT ¢ BUCOKM 103K - 20 mg tpuMmeTonpuM ¥ 100 mg cyngpaMeTokcasol Ha
KMJIOTpaM TEJECHO TerJio/AHEBHO, pa3neseHu Ha J1Ba pueMa, 3a IBE CeAMULH.

[lenTa e na ce JOCTHUrHAT NUKOBH NJIa3MEHH HHBA Ha TPHMETONPHM OT INO-BUCOKH WK PABHH Ha

5 micrograms/ml, MOTBBPACHH NPU NALUYEHTH, [TONYy4aBaniv |-yacoBa HH(Y3NA OT MHTpaBeHO3eH Ko-
TPUMOKCA30.1.

(Bwxcre Touka 4.8 HexxenaHy JIEKapCTBEHU PEAKLIMN).

[Ipodunakruka:
CrneaHuTe JO3UPOBKH MOTAT Aa CE U3IOA3BAT 110 BpEME Ha PUCKOB [IEPHO ~ BHXK CTAHOApPTHATA
OO3UPOBKA, MPENOpPhYBaHa NPH OCTPH UHDEKUHH (BXK. MO-TOpPE B Ta3H TOUYKA):

— CcTaHOapTHa OO3WUPOBKA, TPHCTA B IBC OTACHHH J03H, CCACM OHH OT CCIMHLIATA,

— CTaHJapTHa OO03NPOBKa, IMTPHCTA B ABC OTOCHKA J03H, TPH 1BTH B CCAMHUUATA IIPC3 OCH,

— CTAHOAPTHA OO3HNPOBKA, [IPHETA B ABC OTHAC/THHK JO3H, TPH MBTH B CCAMHLATA B NOCNCAOBATCIIHA
AHH,

— CTAHOAPTHA OO3HPOBKaA, IIPHCTA KAaTO €AHOKPATHA 4034, TPH ITBTH B CCAMHLATA B ITOCJICIOBATC/IHH
JHH.

JHeBHaTa 1033, NPUETaA B ICH 3a Tepanus e npubauzurenno 150 mg tpumeronpum/m?%/aex 1 750 mg
cyndamerokcazon/m?/nen. Obuara gHeBHa 032 He TpaOBa na HansMiiasa 320 mg TPHMETOIIPHM H
1600 mg cyndameToKca3onn.

TokcormnnazMo3sa:

HsMa KOHCEHCYC OTHOCHO Hali-noaxoasinara 4032 3a JeUeHHe U MpopWIAKTHKA HA TOBA 3abonsBaHe.
Pemenuero tpsabpa Aa ce 6a3upa Ha KIMHUYHUA ONUT. 32 NIPOQHUIAKTHKA € IIPUETO Ja CE U3NOA3BAT
OO3UPOBKHTE, H3NON3BAHU 32 NpodunakTHKa Ha Pneumocystis jiroveci THEBMOHHA.




Jleua noxn 12-ronyinya Bb3pacT ¢ yBpeneHa 6p0peuHa GyHKINA:
Hsma HATHYHH JaHHM OTHOCHO JO3UpOBKATA NPH R€La N10A 12 roaMHu ¢ yBpeaeHa 6u0peyHa

G yHKLIMA.

Teua non 12-roauuiHa Bb3pact € yBpeiacHa yepHOAPOOHa GYHKIIUA:
HsMa HAMWYHE JAHHM OTHOCHO AO3MPOBKATa NpH AcUa IOA 12 rOZMHH C yBpeneHa 4epHoapoOHa

$yHKLHIA,

HauuH Ha IPUIOKEHUE
[MepopaTHO MPUITOKEHHE.

3a npeanoYHTaHe € BUCENTON Aa ce mpHeMa ¢ XpaHa Wi TeHHOCT, 3a /i ¢¢ HAMa¥ BEPOATHOCTTA OT
CTOMAILHO-YPEBHU CMYILIEHHA.

4.3 IlpoTHBONOKA3AHHA

BicenTon cycrieH3us He GUBa [ia ce Npriiara Npy rauueHTy ¢ aHaMHE3a 33 CBPBXYYCTBHTEITHOCT KbM
AKTUBHUTE BEIIECTBa KO-TPHMOKCA30M WK HAKOH OT NOMOLHUTE BCLLICCTEA, m36poeHu B To4Ka 6.1.
BHCENTON € IPOTHBONOKA3aH NPH NALMEHTH ChC 3HAYUTETHO yBPEXKAAHE Ha 4yepHOAPOOHHUA
apexHyiM.

BucenTon € MPOTHBOMOKAa3aH MNPH NAauNeHTH C TEXKA 61OpeyuHa HEAOCTATHYHOCT, IPH KOHTO HE MOraT
Na Ce IPOBEXKNAT NOBTOPHY H3MEPBAHUA Ha IUTa3MEHUTS KOHLCHTPALHH.

Ko-TpuMokcason He TpaGBa fa ce npuiara Ha Aelia, No-Malky o1 6 ceqMULIM.

4.4 CrneunaJHu npeaynpexaeHnsl H NpeanasHH MCPKH NP4 ynotpeba

Makap H MHOTO PSAKO ca HabniofaBaHy (GaTalHH CITyHau MPH TEKKH peaKiH, BKIIOYBAUIN OCTpa
yepHOAPOGHA HEKPO34, arpaHyJIOLKTO3d, aliacTHiHa aHEMUA, APYI'H KPEBHU THCKPa3suH H
CBPBXUYBCTBUTENHOCT HA pECITHPATOPHHA TPAKT.

IIpu neyenne ¢ ByucenTon ca onucaHH XHUBOTO3ACTpallIaBallii KOXHH pEaKI{iH KaTo CHHAPOM Ha
Stevens-Johnson (SJS) ¥ TOKCHYHA €NMUACPMANTHE HEKPOITH3d (TEN).

[MauueHTUTe TPaGBa Ja 6BAAT IpeAyYNpeAeHH 3a MPOABIECHIATA H CHMITTOMHTC, H 1a OpaaT CTPHKTHO
CeJeHH 3a IPoABa Ha KOXKHH peaxuny. Hafi-BHCOKHAT PUCK 32 POABA Ha SJS wim TEN e npes
NBPBUTE CEAMULM OT CYECHUETO.

AKO e TosBsT 6enesn win cumrromu #a SJS unu TEN (Hamp. nporpecrparl KOXKeH o0OpHB, UECTO C
MEXYDH WM MYKO3HHU NIE3HH), IeYEHNEeT0 ¢ bucenTol TpabBa na 6b1€ NPEKPATEHO.

Haii-no6pute pe3yNTaTi NpH JeueHueTo Ha SJS 1 TEN ce nony4asar [Ip4 paHHa AMarHo3a u
He3a6aBHO CIIMpPaHE Ha BCAKO ChbMHHUTEITHO 33 TAKBB SEKT IEKapCTBO. PaHHOTO CNHpaHe Ha
NeuyeHHeTo € CBbP3aHo ¢ No-100pa nporHosa.

Ako naumenT paspue SIS unu TEN npu ynorpebda Ha BucernTosi, HHKOra He Tpa0Ba Ja ce 3anoysa
OTHOBO JleueHHe ¢ DUCEITTON NpH TO3Y MAaIHCHT.

Oco6eHo BHHMAHHE Ce [IPenophuBa NpH JCYECHHETO HA MAUMEHTY B CTapHeCKa Bb3pact, Thi KaTO TE
KATO rPyNa ca No-MpeApasnogokeH! KbM HeXeNaHH PEaKLUH € TEKKO NpoTHYAHE, KATO Pe3yJITaT oT
HAUYMETO HA YCIIOXKHABAIM CHCTOAHHUA KaTo YBPEACHA 6pOpedHa WuaK YepHoApoOHa QyHKLRA

w/ WK eTHOBpEMEHHHA NNPHEM Ha APYrH 1CKapCTaa.

Ipes wwroto Bpeme TpiAbBa Ja ce NOAXBPKA aNeKBATHO OTAC/IAHE Ha ypuHa. [losiBaTa Ha
KpHCTANypHA in vivo € pAAKOCT, BBIIPEKH Ue cyndpoHaMUIHH KPHCTaH Ca OTKPHTH B OXJ1a[iCHa ypHHa
Ha neKkyBaHH ¢ BucenTon nauieHTH. [1py NauueHTy, CTpafallu OT MAJTHYTPHLHSA, PHCKBT € T0-TONAM.
[IpenopbuBa ce PEAOBHO NPOCIENABAHE HA KpPhBHATA KApTHHA, xoraTo bucenTos ce NpuemMa 3a Obibr
Nepuo/ OT BpEME WIIH NPH NMALUEHTH C dbonareH nedHUMT, WIH NO-BB3PACTHH, TBH KaTO ChUICCTBYBA
PUCK OT aCHMTOMATHYHH MPOMEHH B XEMATONOrHYHHTE Nokasateny, mopaay HenOCTHUT Ha Qosar.
Te3n naMeHeHKs Mmorat Aa 6saaT obpaTUMU NpU NPHJIMKEHKE Ha donueBa KUceNHHa (5 Ao

10 mg/ned) Ge3 ToBa Na BB3ACHCTBA HA aHTHOaKTEpHATIHATA aKTHUBHOCT.,

[Tpu nauMeHTH C rII0k030-6-hocdar AeXniporesascH AepuuuT (G-6-PD) moxe Ja € MoABH




XeMONHn3a.
Bucenron Tpa®sa Ja ce Npuiara ¢ NOBULICHO BHHMaHKE MPU NALMEHTH ¢ TEXKKA aNeprud HiM

OpoHXualHa acTM™a.

BucenTos He 6MBa Aa Ce U3MOJ3Ba NIPH CTPENTOKOKOB (JApUHTHT, IPUHHHEH OT OeTa-XeMONNTHYHH
CTPENTOKOKHM OT rpyna A, epaAuKauHATa Ha TE3H MHKPOOPraHH3MH OT opodapuHkca e no-cnato

e eKTHBHA, OT KOJIKOTO NMpH yrnoTpeda Ha NEHHLIWIHH,

YVCTasoBEHO e, ye TPUMETONpPUM MoBAKMABa MeTabou3Ma Ha GeHWIaiaHiHA, HO TOBA HE €
CHTHH(NKAHTHO MPU NaUNEHTH ¢ QEHWTKETOHYpHA, KOMTO Ca Ha MOAX0AALIa AHeTa.
IMpunoxkeHueTo Ha BrCENToN Npy NaLUeHTH, CYCTIEKTHH 38 0CcTpa nopdupH1, Tpabea aa ce u3barsa.
KNHHH4HO 060CTPAHE Ha TIOpGUPHATA Ce CBEP3Ba C TPUMETOTIPHM H ChC CyoHAMUIH (HE CaMO
cyadaMeToKcason).

3aTB/KHTETHO MOHHTOPHPaHe Ha CEpYMHHMTE HMBA Ha KaiWs U HATPUA C€ Hajlara rpy NauveHTH

C PUCK OT XHNEPKATMEMHA H XHITOHATPHEMHS.

OcBeH npH cTporo HabmoaeHue, bucenTon He e NpUAra Mpd NALHEHTH C TEKKKH XEMATOIOTHYHN
3a6onasauus. (Bwkre Touka 4.8, HexcenaHy nekapcTBEHH PEAKLIHH).

BucenTon e MpuiIaraH rpy NauyeHTy, MoTy4asaliy MUTOTOKCHYHA TEpanta ¢ MATBK HIH Oe3 edekr.
KoMOMHALIMATA OT aHTHOHOTHLM B BucenTon TpadBa Ja ce H3MOn3Ba ¢aMo, KOTraTo NpH MPEUCHKA Ha
NeKaps, NoN3aTa OT JISUSHHETO HAJBUIIABA BCEKH Bb3MOKEH PHCK; PELICHHETO Tpabpa ga 6bae B3ETO
B [IOJ13a Ha eauHHYeH epeKTHREH aHTHOAKTEPHANICH areHT.

ToKCHYHOCT 3a AUXaTeHara CUCTEMA

[To BpeMe Ha NeyeHHe ¢ KOTPUMOKCa3o ce ChodLlaBa 3a MHOIO peiku, TEXKM Cy9an Ha TOKCHIHOCT
33 JIMXATelHATa CHCTEMAa, MIOHAKOra NMporpecUpally 10 OCThP PECIIAPATOPEH AUCTPEC CHHIAPOM
(ARDS). ITosBara Ha 6enoapofHH CHMITTOMH KaTO KalUINLA, MOBULICHA TEMIIEPATYPA U NHCTTHES,
NPHAPYXEHH OT PEHTreHOIOrMYHH JaHHH 3a 6e100po6HH HHGHITPATH M HapyLIaBaHe Ha
GenonpobuuTe PyHKIMH, MoraT na 6saaT mepBUTe npusHaux Ha ARDS. IIpH Takusa ofbcTogTENCTRA
KOTPHMOKCa30/ TpAOBa 1a ¢e MPEYCTaHOBHU M [a Ce NPHIOKH MOAXOMALIO JIETCHUC.

XemobarouutHa aumdoxuctiouurosa (Haemophagocytic lymphohistiocytosis, HLH)

MHoro paaxo ca crobiasany cyyau Ha HLH npu nauueHTy, EKyBaHH ¢ KOTPHMOKCA3O0Jl.

HLH e »xuBoTO3aCcTpaniaBall CHHAPOM Ha NMaTONOrH4HO aKTHBUPAHE Ha HMyHHATa CHCTEMA, KOWTO Cce
XapaKTepu3upa ¢ KJIMHHAYHH MPH3HALK H CUMIITOMH Ha EKCLIECHBHO CHCTEMHO Bb3NaNCHHC (Hanp.
MOBHILIEHA TEMAEPATYPa, XEMaTOCTUIEHOMEraTHsl, XUITEPTPUTTHICPHASMHUS, XUIOGHOPHHOTCHEMHH,
BHCOK cepyMeH (pEepUTHH, UMTONICHHH M xeModarounTo3a). [1aLueHTHTe, KOUTO pa3BMBar paHHH
NpOSBY HA MATOJNOTM4HA HMYHHA aKTHBALNA, TpA6Ba He3a0aBHO /ia Ce OLIEHAT. AKO CE NOCTaBH
nuarno3a HLH, sedyeHnero ¢ KoTpEMOKcas3on Tpabea na ce MpeKpaTH.

BucenTon chABPKA MAKPOrOATTHLIEPOS XUAPOKCHCTEApAT: MOXKE Aa NPEANR3BHKA CTOMAIIHH
pa3CTPOUCTBA U IHAPUA.

BucenTo chabpxka MeTranapaxuapokcubensoar (E 218), nponunnapaxuapokcudensoar (E 2 16):
MOJKE @ MPEAM3BHKA ATEPridHH peakLuy (BE3MOXKHO € 3a0aBeHHt).

BucerrToN ChIbpka ManTHTON. T1aLueHTH ¢ psajika, HacieACTBEHA HETIOHOCUMOCT KbM (PpPyKTO3a, HE
TpsAGBa Ja npaeMar ToBa nekapetro. IIpu npueM Ha no3a Hax 20 ml, TO34 neKapCcTBEH NPONYKT MOXKE
Aa MMa JIEK NaKcaTHBeH egexT.

Kanopuusna cro#inoct 2,3 kcal/g ManTiTOI.

Bucenton chabpxa 142,72 mg npormuwtenriukon (E 1520) Ha scexu 5 ml nepopanka CyCreH3HA. [Ipn

npHeM Ha no3a Hag 1,75 ml (14 mg tpumeronprm 1 70 mg cysiaMeToKCca3oil) 3a KWIOrpaM TEASCHO

TErNo AHEBHO, TPAGBA Ia Ce UMAT NpenBH] NPeAyNPEXACHAATa OTHOCHO MPOMIICHITTHKOI [10-A0.TY:

- e JHOBPEMEHHOTO TIPUIIOKEHNE Ha BHCenToN ¢ HAKOM OT CyOCTpaTHTE Ha ATKOXOJI-
IEXUApOreHas3ara, KaTo eTaHoN, MOXKeE Ja HHAYLHPa HeXesiaHH PCaKLIHH NIPH ACLa MO-—MakH OT
5 rO{HMHH;

- BBIPEKH Y€ HE € YCTAHOBEHO MPOMWICHIIMKOI Ja NPUYHHABA PENPOAY KTHBHA TOKCHUHOCT HIH




OTKPHT B MaliuHHOTO MNAko, KaTo ciaencTere, MpHIOKEHUETO Ha NPOTIWIEHTTIUKOI Ha
OpeMeHHHM AT KbpMEUIH MalMeHTKH Tpa0pa na 6p0e 00ChKIaHO 32 BCEKH OTIECNICH CAyvaii;

- MpH MalLUEeHTH ¢ yBpeacHa 6b0peyHa unu yepHoApoOHa QyHKLMA C€ H3HCKBa MEAHLIMHCKO
MOHHTOpHpaHe, MOpany JOKNaABAHH PA3IHYHH HEXENIAHU PEaKUHH, CBBP3aHH C
MpOMMICHININKO, KaTo On0peuna auchyHkunsa (ocTpa TyOynHa Hekpo3a), ocTpa Obbpeuna
HeAOCTAaTBYHOCT U YepHOAPOOHa AMCPYHKIMA.

To3n nexapcTBeH NpoAYKT cbabpxka 38 mg HaTpult Ha 5 ml, ekBuBaIeHTHH Ha 1,9% oT
npernopbusaHus oT C30 MakcHManeH JHEBEH NPHeM OT 2 g HaTpui 3a Bbr3pacTeH. JIHeBHaTa J03a Ha
1034 NpoAyKT oT 40 ml ca exBuBaneHTHH Ha 15,2% ot npenopbuBanus oT C30 MakcuManeH JHEBEH
MpUEM OT 2 g HATPHil 33 BL3PacTeH.

4.5 Bs3aumonelicTBHe ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrHd POPMH HA B3aHMOIeHCTBHE

TprMeTONPHM MOXeE A2 [MOBIHUAC PE3YITATHTE MIPH OMPEAEIAHE Ha CepYMHHSA/TUTa3MEHHA KPEATHHHH,
KOT4TO CE€ M3IOJI3Ba peaklua ¢ MUKpAT B alkanHa cpeaa. Tosa Moxe na aosene 10 Gaimnso
TIOBHLIEHH CTOHHOCTH ¢ OKOI0 10%. KpeaTHHHHOBHUAT KITHPBHC € peaAylUMpaH: peHaIHaTa TyOyHa
cekpeums Ha KpeaTHHHHa € HamaneHa oT 23% Ha 9%, nokato rnomepynnara Qpuiarpanus ce 3anassa
HeNIPOMECHEHA.

B Hsakou cnyuau cbBMeCTHATa ynorpeda ¢ 3HAOBYAWH MOXE 1a MOBHULIH PUCKA OT XEMATOJOTMYHH
He)XXeJlaHHM peaKLIMH KbM KO-TPHMOKCa30J1. AKO Cce Hajlara CbBMECTEH MPUEM, TpAOBa Ma ce
MOHHTOpPHUpAT XEMaTOJIOFHYHUTE MOKA3aTeIH.

Ob6patuMo yBpexnane Ha Op0peyHara QyHKUMNA ¢ HaOIoAaBaHo NIPH MMALMEHTH, JIEKYBaHH C KO-
TPUMOKCA30JT U LIUKIOCTIOPHH, cnel 6p6peyuHa TpaHCITaHTaums.,

CwrnsTcrBamaTa ynorpeba Ha bucenron U pugaMnuivH BOAH OO0 CKBCABAHE HA IUIa3MECHHA
MOMYXXHBOT HAa TPHMETOIIPHM Cliel MepHoa oT okoo 1 ceaMuLa. He ce cuura, e 1034 dakrt € ¢
KNAHWYHO 3HAYEHHE,

Koraro TppMeTonpum ce npiiara eAHOBPEMEHHO C APYTH I€KapcTBa, GOpMHpalld KaTHHOHH TPH
¢u3uomoruyHo pH M 9acTU9HO EKCKpEeTUpALIH Ce Ype3 AKTHBHA PeHaJIHa CeKpeLHA (Harp.
NPOKaMHAMHK], AMaRHTAHH), CBIUECTBYBA BEPOATHOCT OT KOHKYPEHTHO NOTUCKAaHE Ha TO3H NpOLIEC,
KOETO MOXKE J1a AOBEHC 10 YBeNWYaBaHe Ha IJTa3MEHATA KOHLEHTpaluUd Ha €IWHHA KN HA IBaTa
JeKapCTBEHH NPOAYKTa.

[Tpu naugeHTH B CTApUYECKa Bb3pAacT, ipUeMallly JHYpeTHLHM, OCOOEHO TUA3UAHN, UMA MTOBULIEH PUCK
OT TPOMOOLIMTONEHHUSA, CbC WU 03 MypITypa.

HMma cpolieHns, npenonaraiiy pa3puTue Ha MeranobnacTHa aHeMHs MpU NalMeHTH, NpdeMally
MAPUMETAMHMH B J03U Hal 25 mg CeAMUYHO M KO-TPHMOKCa3o0l.

Ko-TpuMoOKca3on noTeHurpa aHTHKOAry/JaHTHATa aKTHBHOCT HAa BapgapuHa upe3 CTEPEOCEIEKTHBHA
HHXHOHLIMA Ha HeroBua MetabonnsbM. Ko-Tpumokcason Moxe 1a U3MeCTH BapdapyH OT CBbP3BaHETO
My C IU1asMeHuTe anOyMuHHM in vitro. [lopany ToBa ¢€ Hanara CTPOr KOHTPOJ Ha aHTUKOAary/J1aHTHaTa
TepanuA nNpu jpeueHue ¢ bucernron.

Ko-TpoMOKca3on yAn/KaBa Moy »KMBOTA Ha PEHUTOMH, KOETO MOXE Aa A0Beae 10 €KCLECHBEH
deruronH-edekT. [Ipenopsusa ce CTPOr KOHTPOJI Ha CBCTOAHUETO HA MALKEHTAa ¥ MOHUTOPHpAaHe Ha
CepYMHUTE HHMBa HA (PEHUTOHH.

CHNBTCTBAIOTO NPUTOKEHHNE Ha TPHMETONPUM ¥ JUMOKCHH MOXKE Aa J0BeAe A0 YBEIMYABAHE
IUTA3MECHHATE HUBA Ha AUTOKCUH, OCO0EHO MPH BH3PACTHHTE MALHEHTH.

Ko-TpuMoOKca30 nopulliasa CBOOOZHHTE TU1a3MEHH HUBA HAa METOTPEKCAT.

TpuMeTonpyM MOBIHABA ONpPEIENIAHETO HA CEPYMHUTE HUBA Ha METOTPEKCAT, KOraTo Ce U3It0J13Ba
auxuapodonar peaykrasa or Lactobacillus B MeToaa Ha u3cnenBare. ToBa B3aUMOAEHCTBHE HE CE
Habmonaea, KOraTo cé U3noji3pa PaIuoMMyHOJIOTHYEH METO.

[IpunoxeHueTo Ha TpuMeTonpuM/cyndamerokcazon 160 mg/800 mg (ko-TpUMOKCaA30M) NPHYUHABA
40% moBMIIEHNE Ka EKCITOHAWATA Ha JJAMHBYAHH, ITOpPagH eeKra Ha TpUMEToNnpKuM. JlaMUBY IMH
HAMA €(pekT BbpXY GapMAaKOKHHETHKATA Ha TPHUMETOITPUM U CYI(paMeTOKCa30n.

BiaumopaeiicTBue cbe CynpoHWTYpeHHY, XAMMOrTIMKEMHUYHH Ar€HTH € PAAKOCT, HO CE€ chobInaBa 3a
MOTEeHUHpaHe Ha edekTa.

BrUMATENHO Ce MOAXOKAA NIPU MALHEHTH, MPHEMAIIIH KAKBUTO ¥ 44 ¢a APYTH JEKapCTBa, KOUTO BOAAT
100 XUITepKaTUueMHuA.




EnHOBPEMEHHOTO NPHIIOKEHHUE Ha TPUMETOIIPHM H CyBpaMeToKca30l (KO-TPUMOKCA30I1) CbC
CIIHPOHOJMAKTOH MOKE Na JOBENE A0 KIMHHYHO 3HaYMMa XHIepKanueMHs.

Axo BucenTon ce npuwiara rnpy NanMeHTH, MoJyyaBaliyd Kpyry nexapcTsa ¢ antudonareH edexT,
TpsiOBa 7a ce OOMHUCIY BKIKOYBAHETO Ha nobaBka donart.

4.6 DepTunurer, GpeMeHHOCT # KbhpMeEHe

bpeMEHHOCT
Hama goctaThbyHM JaHHH 3a ynorpebara Ha bacenTton npu OpeMeHHH keHU. OTOETHH NPoyUBaHKA

10Ka3BaT, ue Moxe O UMa BPh3Ka MEXIy H3MOI3BAHETO HA PONATHH AHTAMOHMCTH H BPOACHH
nedexTH MpU Xxopara.

Tpumeronpum e ¢onareH aHTArOHUCT H NPH NIPOYYBAHHA BhPXY KMBOTHH H [IBATa areHTA
npuyuHsaBaT deranHy aHoManuu.(Bywxkre Touka 5.3. [IpenkiMHHYHH AaHHH 33 O€30MaCHOCT.).
BucenTon He TpAOBa Aa ce W3MOI3Ba [10 BpeMe HA OPEMEHHOCT, 0COOEHO npe3 MbPBHS TPHMECTHP,
ocBeH npH abcomoTHa HeobxoguMocT. Ako bucenTon ce npunara rnpyu 6peMeHHH, ce Ha3HavaBa
pobaBka Ha ¢onar.

Cyndamerokcason n3mectsa 6unupy6brHa OT CBBP3BAHETO MY C ITA3MEHNA aNOyYMHH. AKO
CUrHN(HMKAHTHU KOJIMYECTBA OT MalKaTa NePCUCTHPAT B IUI0JA 34 HAKOJKO JHH, CBLIECTBYBa PHCK OT
MpeLUUNUTHPAHE WK H30CTPAHE HA HEOHATANHA XHUnepOunnpyOHHEeMHsA H aCOLIMHPaH TEOPETHYEH
PHCK OT KEPHHUKTED, KoraTo bucenTon ce npunara Ha MalikaTta OKOJI0 BpEMETO 3a paxkaaHe. To3H
TEOPETHYEH PUCK € 0COOEHO 3HAYMM IPH Aela ¢ MOBHILEH PHCK OT XUIlepOWIHpyOHHEMN, KaTo
HEJIOHOCEHH ¥ TaK#Ba C IMK030-6-Gocdar AeXUaporeHa3eH aeQuuuT.

KspMeHe
Kommouerrure Ha Bucenton (TpuMeTonpHM M CyhaMeTOKCa30M) Ce EKCKpeTHpaT B KbPMATA.

[IpinoxkeHneTo Ha bucenrron TpadBa pa ce u3bArea B kbCHHA €Tan Ha OPEMEHHOCTTA H KBPMEHETO,
KOraTo MaitkaTa Wil AeTEeTO UMAaT, WIH ChUIECTBYBA PUCK OT PA3BUTHE HA XUNEPOUMHPYOHUHEMHSA.
Horrenuurento Tpadea na ce n3barea ynorpedara npu AewLa, ro-Maiaky oT 8 CeIMHIH, 3apaau
NpeaMCIO3NLUATA UM KbM XHUnepOunupyOuHeMus.

4.7 EdexTu BLpXy cnocoOHOCTTA 32 IRoPHpaHe H padoTa ¢ MALLIKHH

He ca nposexaaHy NpoyYBaHUS, KOWTO Aa u3cnennar edekra Ha bucernrron BbpXxy cnocobHOCTTA 32
inodrpane ¥ paboTa ¢ MalIMHU. B nonbaHeHUe, epeXThT BEPXY TE3H AKTHBHOCTH HE MOXE J1a Ce
MpeacKaxe, KaTo ¢& U3X0Ka OT (papMakoJIOrMaTa Ha JIEKapcTBOTO. BrnpekH Topa, KNIHHHYHOTO
CHCTOSIHUE HA MalMeHTa U npodHIBT Ha HEXeNaHUTE JIekapCcTBEHU peakliMy Ha bucenron TpsdBa na
ce MMAarT MpeaBH/ IpH OnpeaensHe cnocoOHoCTTa Ha nauneHTa 3a 6e30nacHo OChLIECTBABAHE HA TE3H
AKTHBHOCTH.

4.8 Hexelanu 1eKapcTBeHH peaKUHH

Tbit KaTO KO-TPUMOKCA30J ChOBLPXKA TPHMETONPHM U cyNdOHAMHUI, 04aKBa C€ BUABT U YECTOTaTa Ha
HE)XKEJIJAHWTE JIEKapCTBEHH PeaKLMK Ja ChbOTBETCTBAT Ha TAXHATA ynoTpeba nocera.

HaHHH OT OOIIMPHH MyOIUKYBAHM NPOYYBAHUA Ca U3NON3BAHU NPH ONPEIENAHETO HA YECTOTATA Ha
MHOTO YeCTR 10 PEAKH HEXENaHH peakuyyd. MHOro oT peEKHTE HEXETAHH PEaKLIMHU Ca ONpeaeNaHH
Bb3 OCHOBA Ha JJAHHH OT MOCTMAPKETHHrOBH MPOYYBAHWUA M NIOPalM TOBA CE€ OTHACAT NOBEYE KbM
CTATHUCTHKATA, OTKOJKOTO KBM ,,MCTHHCKATA' YeCTOTAa.

CnenHara cxeMa e H3I10J3BaHa 33 03HayaBaHe Ha HEXElaHHUTe peaklMH ciope) TAXHATA YECTOTa!
Muoro uecty >1/10, yect > 1/100 u <1/10, weuect > 1/1000 u <1/100, peaxu >1/10,000 n <1/1000,
MHoro peaku <1/10,000, ¢ Heu3BecTHA YecToTa (0T HANTUMYHMUTE NAaHHH HE MOXKE JIa C€ HallpaBH
OLEHKa).

Huadexuny 1 nH$pecTaluy
YecTn: MmoHmnasa (KaHOMA032)




HapymeHnus B KpbBTa H KPbBHATA CHCTEMA

MHOT0 peKH: NeBKOLMTONEHHA, HEYTPONIEHHS, TPOMOOLMTONIEH A, arpaHyaoLMTO3a, MeraobnacTaH
aHEMHA, aIUIACTHYHA AHEMMsl, XeMOMHTHUHA aHeEMUS, MeTXeMorobuHeMus, eo3nHODUIHA, MypPITypa,
XEMOJIM3a [IPY HAKOM NaLMEHTH ¢ rKo30-6-docdaTt nexuaAporeHasesd Ae@UUMT.

HapywieHnsd Ha UMYHHAaTa CUCTEMa
MHuoro peaku: cepyMHa donect, aHapUnakcus, aneprayeH MUOKapauT, aHrHoeneM, JICKapCTBEHA

Tpecka, ajlepryueH BackyauT Hanogo6sasai Henoch-Schoenlein mypmypa, nepuaprepdTuc HOAo3a,
CUCTEMEH JTYITYC EPUTEMATO3YC

Hapyviiienus Ha MeTabonu3Ma H XpaHEeHeTo
MHOr¢ 4ecTH: XUnepKaHeMHsI
MHOI0 PEAKHU: XUIIOrNTUKEMHA, XHITOHATPHEM A, AHOPEKCHA

[IcuxXHaTpUyHy HAPYIIEHHS
MHOro pelKu: NenPecHs, XaTHUAHAINN

Hapymenus Ha HEpBHATa CUCTEMA
Yectu: rnasodonne

MHOro penxy: aceNnTHYEH MEHUHIMT, KOHBY/CHH, repudepeH HEBPUT, aTaKCHA, BEPTHIO, LIIYM B
YUIWTE, 3aMaHBaHe

ACETTTHUHHAT MEHWHTHT € OBp30 00paTyM TPy CHIMpaHe Ha IEKAPCTBOTO, HO € PEKYPEHTEH MpH
Cny4vad Ha NOBTOpHA €KCIO3HUIIMA Ha KO-TPHUMOKCA30/1 MK CaMO TPHMETONPHM.

CbO0BM HapyLIEHHA
C HeM3BECTHA YeCTOTa: LIUPKYJIATOPEH LOK™,

PecnupaTopHy, IPBAHY U MENUACTHHAITHY HAPYIICHHS
MHOro pelKH: KauUTHLA, 3aAsXBaHe, 6enonapoGHu HHPUITPaTH

Te3u cuMiTOMH MoraT Oa ObaT paHHAa HHAWKALHUA 33 PECIIHPATOPHA CBPBEXYYBCTBUTENHOCT, KOATO,
Makap ¥ MHOro panko, Moxe JAa O0p1e ¢paranHa.

CroMatliHQ-YpEeBHY HAPYIUeHHS

YecTu: raneHe, JHapus

HeuecTn: noBpeLiaHe

MHOro peakH: rTOCHT, CTOMaTHT, ICEBAOMEMOPAHO3€H KOJIUT, MTAHKPCATHT.

HapyiueHus Ha O4UTE:
MHoOro peIKH: yBEHUT

XenaroOunuapHu HapyLIEHUS

MHoOT0 peiiky: NOBHIIEHHE HAa CEPYMHHUTE TpPaHCAMHHAa3H, MOBHIIEHHe Ha OunMpyOHHA, XONecTaTU4Ha
WBIATEHHLA, YepHOApoOHa HeKpo3a

XonecTarnuHaTa XhITEHHIA H YepHoapoOHaTa HeKpo3a Morar Aa 6baar garanHu.

HapyieHna Ha k0)aTa ¥ HOAKOXKHATA ThKaH
YecTH: KOKHU 0OpHUBH

MHoro peakH: OTOUYBCTBUTEIHOCT, €KC(PONHATHBEH AEPMATHT, PHKCHPAH €K3aHTEM, EPHTEMa
MynTH(OpMe, CHHIPOM Ha Stevens-Johnson, TokcHyHa enuaepManHa Hekpoinsa (TEN) (BX TOYKA
4.4).

CunapomsT Ha Lyell's € cBbp3aH ¢ BUCOKa CMBPTHOCT.

C HeW3BeCTHA 4eCTOTa: ocTpa dedpunHa HeyTpodmiHa JepMaTo3a (CHHAPOM Ha Sweet).

Hapyienus Ha MYCKYJIHO CKeJIeTHaTa CHCTEMa
MHOT0 peaxu: apTpaiIrii, MHalIrus




Hapywienus na Gp0pelTe W NMKOYHATE IBTUINE
MHOro peaKy: YBpeKAaHe Ha 6p6peunaTa GyHKIKA (MOHAKOra A0KIAABAHO KATO 6p0peuHa
HEeNOCTATEYHOCT), HHTCPCTHLIHANCH HeDpHT.

* ByokTe onMcaHnaTa Ha H3bpaHUTe HEXENAHH PEAKLIHH.

OnucaHus Ha u30paHy HEXCTTAHH DEaKIiHK

Lupxynamopen woK
Ipu ynotpebara Ha CynIpaMeTORCaso + TPUMETONPHM HMa CHOOIUCHMA 34 ClTyHal Ha LINPKYNaTOPEH

[OK, YECTO CHIPOBOZIEH C MOBHLIEHA TEMIEPATYPa, KOHTO ge ce [OBJIMABA OT CTAHAAPTHO JICUCHHUE 32
CEPBX4YYBCTBUTEJHOCT, [MTaBHO NpH MMYHOKOMIIPOMETHPaHH MALAEHTH.

EdexTy CBbp3aHU ¢ NEYEHNUETO Ha Preumocystis jiroveci (P. carinii) maepMonuT (PCP)

MHOro peakH: TeKKH PeakiiH Ha CBPBX4YBCTBUTENIHOCT, oBpHB, TPECKA, HEYTPOIICHN,
TpOMOOLIMTONEHHS, IOBAIICHANE HA CHIUMUTC [IOKA3aTe/THH 33 YepHOApobHaTa QyHKLMA,
XUMEepKaTueMus, XHNOHATPHCMHA, pabapoMHONM3a.

[TpH BHCOKMTE NO3UPOBKH, U3MNOJI3BAHH 34 nevenne Ha PCP, ca noxafBaHH TE&KKH PCaKklWH Ha
CBPBXUyBCTBUTEIIHOCT, HANAraly npexKbCeanc Ha TepanuaTa. AXO ce NOoABAT NPU3HALHK 32 NMOTHUCKAHE
$YHKLMATA HA KOCTHHA MO3BK Ha nalpeHTa, TpA0dBa na ¢e HasHa'i# KATiHeBo-QonaTHa nobaBKa
(5-10 mg/oHeBHO). TexKH peakuuy Ha CBPBXYYBCTBHTENHOCT €a IOKIaaBaRH IIpH MOBTOPHA
eKCIIO3NLMA Ha KO-TPHMOKCa30J1, MOHAKOra MpH 10308 HHTECPBAN 0T yakonko AW, Paboomuonusa €
yaGmonapada npy HIV HO3WTUBHHM MAlMEHTH, MONTyHasalii KO-TPHMOKCA301 32 NPOUITaKTHKA WIH
neqenne Ha PCP.

CroblaBaHe Ha MOJ03NPaHU Hexenani DCAKIIMH

C1,06LIaBaHETO HA OJ03HPaHK HEXXENAHH peakliMi Ciel paspelnaBase 3a yrnoTpeda Ka eKapCTBeHUA
npOAYKT € BakHO. TOBa N03BOIsBa 1a MPOXBIDKH a6TIONEHHETO HA CHOTHOMICHUETO TOJ13a/PHCK 32
nexkapcTBeHUs MPpoAyKT. OT MEIULINHCKUTE CIIELIMATHCTH Ce M3KUCKBa Ja Ch001naBaT BCAKa
MoAO3MpaHa HexeslaHa peaklus 9pes3

HsmeIHUTENHA areHLMsA 110 JieKapCTBaTa

yi. ,,Jlaman I'pyen” Ne 8

1303 Codus

Ten.: +35 928903417

yebcair: www.bda.bg

4.9 [Ipenosnpane

["aneHe, NOBpPHLUAHE, BUCHE Ha CBAT Y oOBpKBaHe ca o6NHafHUTE CHMIITOMK TPH TIpeno3upaHe.
MoTHCKaHe HA KOCTHMA MO3BK € ChOOLIEeHO NPH Npello3upaHe Ha TPUMETOTPUM. AKO HAMA
MOBPBIIAHE, XKeJaTETHO € [a 6pae npeauseukano. CtoMallHara NpOMHUBKA MoOXxe Ja 6bae Mone3xa,
maxap ue abcopGlmATa B racTpO-MHTECTHHAIHUA Tpakt oGHKHOBEHO € MHOro Obp3a M 3aBbpiliBa
npUONHIUTENHO 32 2 Yaca. B 3aBMCHMOCT OT ChCTOAHMETO HA OBOpeuHaTa $yHKUMA ce NpenophYBa
npWIokeHUe Ha QIIynIy, ako OTACIAHETO Ha ypuHa e caado.

TpUMETONPUAM M CYPaMETOKCa301 €a yMEPCHO AHANM3a0UIHM, Hpe3 XeMOIHAIN3A.
[lepuroHeanHaTa AUanu3a He € e(peKTHUBHA.

5. @GAPMAKOJOrHYHY CBONCTBA
5.1 @apMaKOAMHAMHYHH CBOACTBA

dapMaleBTHYHA Ipyna: KoM6uHaLM# oT cyNoHAMHUAH K TPUMETONPHM, BKIL. nepuBatd, ATC koA
JO1EEO1




MexaHu3bM Ha JEACTBUE
BucenTon e aHTHOAKTEPHAIEH NIPOLYKT ChCTaBEH OT /IB€ AKTHBHH CYOCTaHIIMH, cyndaMeToKcason U

tpumerorpuM. CyngaMeToKcas3ol € KOHKYPEHTEH MHXMOMTOD Ha ACXHUAPONTEpOaT CHHTCTa3HHSA
en3umM. CynpaMeroxca3ol KOHKYPEHTHO HHXHOHpa H3NONI3BAHETO Ha napa-amMuHobeHsocHara (PABA)
KMCEJIMHA B CHHTE3aTa Ha JMXuApodonar oT 6axTepHanHaTa KeTka, KoeTo BoOu 10 GakTepHocTasa.
TpuMeTonpum ce cBbp3Ba ¥ obpatumo nHxubupa HakTepuantata AMXUAPOPONaT peayKTasa (DHFR)
u 6710KHpa MPOU3BOACTBOTO Ha TeTpaxuApodonar. B 3aBUCMMOCT OT YCIOBHATA ePEKTET MOXE 1A
6bae bakrepuumaed. Taka TpuMeTonpuM ¥ cyndaMeTokcason b610KMpaT ABE NOCACAOBATEIHH CTHITKH
B GUOCHHTE3aTa Ha ITyPHHHATE M Hy KJICHHOBHTE KACEIHHH, KOUTO €A €CEHUMANHY 33 MHOTO DakTepHu.
ToBa neicTBHE BOAM /10 3HAYMTENHO NOTEHIMPaHe Ha aKTUBHOCTTA HA NBAaTa areHra in vilro.

MexaHH3bM Ha PA3BUTUE HA PEIUCTEHTHOCT
In vitro npoy4BaHuA ca MOKa3aiu, 4e bakTepHanHa pe3HCTEHTHOCT MOXKe J1a C€ pa3BHEe MHOTO Io-

6aBHO CIIpAMO Cy1¢aMeTOKCa30/ U TPUMETONPHM B KOMOHHALIMA, OTKOJIKOTO CIIPAMO BCEKH OT /1BATA
areHTa 1o OTHEJTHO.

Pe3rcTeHTHOCTTA CIPAMO cyIdaMeTOoKCa30]1 MOXeE a ¢ pa3BHE NO Pa3TNYHK MEXaHU3IMHU.
BakTepHaHKTE MyTaliH IPeNU3BUKBAT MOBUILEHHE Ha napa-aMiHoOeH30¢eHara xucenwHa (PABA) v
HaMaNeHHe Ha KOHKYPEHIIMATA ChC CyfdpaMeTokcalona, KOeTo BOAH 10 PeAyKLKs Ha WHXHOUTOPHUA
eeKT CNPAMO IMXUAPONTEPOATCUHTETa3HHA €H3UM. JipyTr MEXaHU3bM Ha PE3HCTCHTHOCT € I1a3MUA-
MeIMHMpaHuA, KOMTO BOAH A0 NPOM3BOACTBO Ha H3MEHEH AHXHAPOQONATPSAYKTa3eH EH3HM, C HaMaleH
apUHUTET KM Cyn(aMeToKCa3oa, B CPaBHEHHE C , JHBHA  THIT CH3HM.

Pe3UCTEHTOCTTA CIPAMO TPUMETOINPUM C€ AbJDKH HA 1a3MUA-MEAWKHpaHa My Talksl, KOATO BOAH 10
NPOAYKLHSA HA W3IMEHEH AMXHAPOONaTpeIyKTa3eH EH3HM, KOUTO € C HaMaNeH apHHUTET CIPAMO
TPUMETOIIPUM, B CpaBHEHUE C ,,AUBUA" TUII €H3UM.

TpuMeTonpHM ce CBBP3BAa ¢ INasMUAUIHUs guxuApodonarpeaykTazed (DHFR) eH3um, HO
IHAYUTENHO No-cnabo, B cpaBHeHue ¢ BakTepHaHUA eH3uM. To3u adunurer e okono 5O 000 nyTH no-
cnab.

MHoro natoreHHy GaKTepHH ca YyBCTBHUTENHH in vitro KbM CyN(paMeTOKCa30Jl U TPHMETONPHM B
KOHLICHTPALH [T0-HHCKH OT JOCTHTaHUTE B KPBBT4, TENECHHTE TEYHOCTH K YPHHATA NPH MPHIOKESHHE
Ha lpenopbYaHUTE NO3H.

[Mono6uo Ha meficTBHETO Ha ApYTH aHTHONOTHUH, 0Davye, JEHCTBUETO in Vitro HE O3HaYaBa
HEMpeMeHHO, 9 UMa J0Ka3aHa KITMHHYHA €UKacHOCT U TpadBa fa ce 0ThenexH, Ye 3a10BO/IHTEIHH
pe3yITTaTH OT TeCTBaHe Ha OaKkTepHaTHa YyBCTBHTENHOCT C€ IIOCTUraT CaMo NMpH M3MO0JI3BAHETO HA
MpEeNOPBLYUTENHATE CPelH, HECHABPKALIM MOTHCKAIH BellecTsa (HHXHOUTOPH), I0-CNIELHATHO
THMHUIWH ¥ TUMUH.

[‘paHMYHM CTONHOCTH
OnTHMATHUTE CTOMHOCTH HAa KIHHMYHATA MHXMOHpalla KOHUEHTpauua Ha bucenTon ca:
Enterobacteriaceae: S <2 mg\L R> 4 mg\L

S. maltophilia: S <4 mg\L R> 4 mg\L

Acinetobacter: S <2 mg\L R> 4 mg\L

Staphylococcus: S £ 2 mg\L R> 4 mg\L

Enterococcus: 8 <0.032 mg\L R> 1 mg\LL

Streptococcus ABCG: 8§ <1 mg\L R> 2 mg\L

Streptococcus pneumoniae: S <1 mg\L R> 2 mg\L

Hemophilus influenzae: S <0.5 mg\L R> 1 mg\L

Moraxella catarrhalis: S < 0.5 mg\L R>1 mg\L

Psuedomonas aeruginosa v Ipyru non-enterobacteriaceae. S < 2* R > 4%

S = yyscTBUTENEH, R = pesncrenteH, *ToBa ca OCHOBHHTE rpaHHuHU cTofiHOCTH cnopen CLSI, Th
KaTO 3a MOMeHTa HaMa onpenenerd oT EUCAST cToiHOCTH 3a TE3H MUKPOOPTaHH3MH.
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Tpumeronpum:cyhaMeTokcason B ceoTHOoWeHUE 1:19. [lokasaTenuTe 3a aHANH3 ca N3pa3eHH KaTo
KOHLUEHTpAUHA Ha TPHMETONPHM.

AHTUDAKTEPHATEH CIEKTHD
3a onpeneneHd MUKpOOPraHM3MH YeCTOTaTa Ha pe3MCTEHTHOCTTA MOXE Jla Bapupa reorpaCku 1 BbB

BPEMETO 1 € KENATENHO Ja C€ U3MON3BAT MECTHUTE JAHHM 3a PE3IUCTEHTHOCT, 0COOEHO NpH JIeYeHHe
Ha TeXXKH MHbexiuu. [Ipy HeoOxoauMocT TpaOBa fa ce ThPCH CHBET OT EKCNEPT, KOraTto MECTHOTO
pPa3MpoOCTpPaHEHHe HA PE3UCTEHTHOCT € TAKOBA, Y€ MONE3HOCTTA Ha areHTa o OTHOLISHHUE HA IIOHE
HAKOJIKO BUJa HH(PEKUHH € CbMHUTENHA. Ta3su uHpopMaLMa AaBa camo NpUOIM3INTEMHN HACOKH 3a
BEPOATHOCTTA AAJCHH MHKpOOPraHu3MH 1a ObAaT HYBCTBUTEIHHU KbM
TPUMETONPUM/CYIPaMETOKCA30N WIH HE.

B TabnuiaTa e nocoueHa YyBCTBUTEIHOCTTA HA HAKOH DAKTEPHH KBM
TPHMETONPHUM/CynPaMeTOKCa30I:

O6HuaiiHO YYBCTBHTEJAHH OaKTEpHH

I'paM-noNIoKHTETHH aepodu:
Staphylococcus aureus
Staphylococcus saprophyticus
Streptococcus pyogenes

I'pam-oTpHLATEIHH apeolu:
Enterobacter cloacae
Haemophilus influenzae
Klebsiella oxytoca

Moraxella catarrhalis
Salmonrelia spp.
Stenotrophomonas maltophilia
Yersinia spp.

BHioBe 6aKTEpHH, TPH KOUTO NPHACOHTATS PEIUCTEHTOCT MOXKe A8 Obae npoliiem:

I'paM-nonoxuTenHH aepobu:
Enterococcus faecalis
Enterococcus faecium
Nocardia spp.

Staphylococcus epidermidis
Streptococcus pneumoniae

I'pam-oTpHUAaTEHH apeobu:
Citrobacter spp.

Enterobacter aerogenes
Escherichia coli

Klebsiella pneumoniae
Proteus mirabilis

Proteus vulgaris

Providencia spp.

Serratia marcesans

IIpupoaHOo pe3HCTEHTHR OPraHH3MH:

I'pam-oTpHuaTeTHH apeodu:
Pseudomonas aeruginosa
Shigella spp.

Vibrio cholerae

5.2 @apmMaKOKHHETHYHH CBOHCTBA

Cren nepopalneH NMpHEM TPHMETONPHM H cyjipamMeToKcason ¢ce abcopOupat 0530 ¥ NOUTH HAMBIIHO.
[TpveMBT Ha XpaHa He 3a0aBs abcopOuuaTa. [IMKOBH KOHUECHTPALMK B KPBBTA C€ NOCTUTAT MEXKIY
eIUH ¥ YeTHPH Yaca Ciel [pMeMa H HUBaTa ca A0303aBUCUMHU,. EQekTUBHUA HHBA MEPCUCTHUPAT B

10




KPBBTA 3a MoBeue OT 24 yaca chen TepanesTrudHa f103a. CtabWwiHK HUBA NpH BB3PAcTHH € AOCTHrarT
3a 2-3 nquu. Huko# oT ABaTa KOMNOHEHTA HAMA 3HAYHUTENEH €QEKT BEPXY KOHLEHTpaLMHTE,
OOCTHUTAHHU B KPBBTA OT APYTHA.

TpumeronpuM e cnaba baza ¢ pKa or 7,4, To# ¢ nunoduineH. TekaHHATE HHBA HAa TPUMETOMNIPHUM ca
[MO-BHCOKH OT IUTa3MeHHTE; Te3u B Henute apodose 1 6bpOpenmTe mokassaT 0cobEeHO BUCOKH
KOHUEHTpaUru. TpUMETONPUM HMA NO-BUCOKN KOHUEHTPALMM CIPAMO NNa3MEHUTE B ATbYKATA,
POCTATATA, CIIIOHKATA, XPAYKMTE ¥ BarMHaAHuA cekper. Hupata B ouHaTa TEYHOCT, KbpMarTa,
nepeOpocnHHATHATA TEYHOCT, TEYHOCTTA HA CPEIHOTO YXO0, CHHOBHAIIHATA TEYHOCT ¥ YepBara ca
aJleKBaTHH 33 aHTHOAKTEpHAIHA aKTUBHOCT. T pUMETOIIPHM MPEMHAHABA B AMHHOTHYHATA TEYHOCT U
¢eranHuTe THKAHH KATO AOCTUrAa KOHLCHTPALMH, IPUOMH3MTENHO PaBHU HA T€3H B MAHUHHUS CEPYM.
[Tpubansutenno 50% OT TPUMETONPHM € CBBP3aH ¢ IUIa3MEHUTE IPOTEUHH. [[0NYKUBOTET My NpPH
xopa e ot 8,6 no 17 yaca npu HopManHa 6bOpeuHa pyHKIUA. Tol ce yBennyasa ¢ KOePHUHEHT OT
1,5 mo 3,0, koraTo KpeaTHHUHOBHAT KIAPBHC € nog 10 ml/muH. Hama curuudukarHa passivuka nmpu
BBE3PACTHH B CpaBHEeHUE C MJIANU NAlUEeHTH.

OCHOBHMAT NBT 33 EKCKpPeLHa Ha TPUMETOPHM € 4pe3 6s0penuTe H okono 50% ot posara ce
eKCKpeTHpa ¢ ypHHara 3a 24 1aca KaTo HenpoMeHeHo nexapcTBo. Hakonko Merabonura ca
HICHTUQULHMpAHHY B YpUHATa. KOHLIEGHTpallMUTE Ha TPUMETOTIPHM B YpUHaTa BapHpaT B IMHPOKH
rpaHULIH.

CyndamMerokcason e cmada kucenuna ¢ pKa ot 6,0. KoHueHTpauusaTa Ha akTHBEH CyndaMeTOKCa30 B
TENECHUTE TeYHOCTH € 0ko0 20 a0 50% OT n1azMeHaTa KOHLUEHTpaLHA.

Oxono 66% ot cyndaMeroKkcazon B Ia3Mara € CBbp3aH C MPOTEMHU W OCHOBHMAT NbT HA EKCKpELUs
e ype3 OnOpeunTe. IToykMBOTET € 0K010 9 10 11 yaca nmpu HopmanHa Obbpeuna pyHkuua. Hama
NPOMAHA B MOJYKWBOTA HA aKTUBHHUA CyJdamMeToKCa30s1 Npy peayKuus Ha OnbpeyHaTa PpyHKLNA, HO
ce HabM¥0JaBa yIb/DKABAHE HA MONYXXUBOTA Ha OCHOBHHUS aUECTUIHpaH MeTabouT, Koraro
KpEeaTHHUHOBHAT KJIHMPBHC € oA 25 ml/MuHyTa.

OCHOBHHUAT ITBT Ha KCKPELIUA HA CyndamMerokcason ¢ upes 6udpeuute; Meskay 15% u 30% ot noszara
ce OTKPUBAT B YpHHATa B akTUBHA ¢opMa. [1IpH BB3pacTHH NAUMEHTH € peayuupas 6s0peuHus
KJIHPBHC Ha CyndaMeToKcason.

[TeauaTpuusa nomynawms

(PapMakOKHHETHKHTE Ca 3aBUCHMH OT BB3PACcTTa IIPH NeANATPUYHATA ITONMyNalMsa ¢ HOpMalHa
6b0pevHa GYHKUMA M 33 ABATA KOMIIOHEHTA Ha bucenTon - TpUMeTonpHUM-cyndaMeToKcasonl.
ENMMMUHHpaHETO HA TPUMETONPUM-CY(PaMeTOKCa30 € pEAYLMPAHO ITPH HOBOPOIEHH Tpe3 IIBPBUTE
JABa Mecela OT )XUBOTA U 3aTOBA M TPHMETONPHUM U CYI(aMEeTOKCa30l MMOKA3BAT 110-BHCOKO
ENTMMUHHPAHE C MO-BHCOK TENECEH KIUPBHC H NO-KbC ETMMHHALIMOHEH MTOMY>KHBOT. PasnmukuTe ca no-
M3ABEHH NpU MaJIKU KbpMadera (>1,7 Mecera 1o 24 Meceria) ¥ HaManABaT ¢ YBEIHYaBaHE Ha
BH3pacTTa NpH CpaBHEHHEe Mex Ay Manku aeua (1 roauna no 3,6 rogunm), aeua (7,5 rogusu go <10
rOAUHN) ¥ BB3PACTHH {BX. TOUuKa 4.2).

5.3 IlpeaxnvMHHYHM JaHHH 38 0€30NACHOCT

PennponyKrnBHA TOKCHKOJIOTHA:

[Ipu 1034, HAABHILIABALIY NPENMOPbYAHATA TEPANEBTHYHA 11034 NPy XOpa, TPHMETONPUM H
cy/ipaMeTHKCA30N MOraT A& NpUYuHAT Aedextt Ha HebueTo U ApYru QeTanHy aHOMAIUH NpH
[LTBXOBE, KOUTO Ca TUIMMYHHU 3a PponaTeH aHTaroHUCT. EpekTUTe Ha TPUMETONPUM MOrar aa ce
NpenoTBpaTAT upes npuem Ha onar. [1pu 3aiuu ¢ HabnroaasaHa 3aryba Ha noja npu ao3u,
HaZBHULIABALIIMA YOBEUIKATA TepaneBTHYHA J034.

6. GAPMAINEBTHYHH JAHHH
6.1 CnucbK Ha NOMOLIHHUTE BELECTBA
MakporoarnuueponoB XHAPOKCUCTEapaT

Kapmenosa Harpui
ANyMHUHHEBO-MArHe3uen CHIIMKar
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JIuMOHEeHa KHCeJTHHA, MOHOXUAPAT
IMuxatpueB pocdart, AoneKaxXHaApaT
Merun-napaxuapokcubensoar (E 218)
[Tponun-napaxuapokcudensoar (E 216)
Maituron, Te4eH

3axapHH HaTpHi

Iponuneurnuxon (E 1520)

ApOMAT Ha JUBH ATOAH

[IpeuncreHa Boaga

6.2 HecbBMECTHMOCTH

He ca U3BEeCTHH.

6.3 Cpox Ha TogHOCT

3 roguHuU
Cpok Ha roAHOCT cjle] OTBapAHE Ha ¢nakoHa — 8 mMecella.

6.4 ChneuvaaHH yCJIOBUS HA ChXPAHEHHE

Ia ce cpxpansapa nog 25°C.
CoxpanssaliTe (pakoHa B KApTOHEHATa ONAkKOBKA 3a J1a ce MpeATnasH OT CBETIHHA.

6.5 BHA u cLAbLPKAHHE Ha ONAKOBKATA

B 1aKoH OT ThMHO CTBHKIO, Chabpxkall 80 ml cycneH3us, 3aeIHO ¢ JIMCTOBKA 33 NALMCHTa, OTIaKOBaHU
B KApTOHEeHa KyTHA. B KyTHATA € BKIIOYEHA U MEPHTE/HA JIBKHYKA.

6.6 CrneuHaJHH NpeANa3HH MePKH NPH H3XBLPJsHE

Hama

7. TNPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Zaktady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski
Ilonuma

8. HOMEP HA PABPELIEHHUETO 3A YIIOTPEBA

Perucrpaumoner Ne 20050115

9, JATA HA TBPBO PA3PEINIABAHE/TIOJHOBSABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Hara Ha MepBo paspewiapaHe: 25.02.2005
ITata Ha nocneaxHo nogHosaBaHe: 16.06.2010

10. JATA HA AKTYAJIH3AIINA HA TEKCTA
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