JIncroBKka: HHGOpMALHs 32 MOTPedHTES

JIunesonun Moadapma 2 mg/ml nudy3noHeH pa3Tsop J,ZJ 2103 72/2
Linezolid Polpharma 2 mg/ml solution for infusion

- AT 05 -03- 2026

(nunesonud/linezolid)

[poyereTe BHHMATEAHO UAJIATA JIHCTOBKA NPE/H 12 3aM0YHeTe 12 NPHEMATE TOBA JIEKapCTBO,

Thil KATO TH ChABbPAKA BakHA 3a Bac nHpopmauus.

- 3arasere Ta3u JJUCTOBKA. Moxe 1a C€ HallOXKH 1A A NpoyeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JOMBJIHUTEIHH BBIIPOCH, nonuranTe Bawus nekap wid MEAHUHMHCKA
cecrpa.

- ToBa nekapcTBo € npeanucaHo JuyHo Ha Bac. He ro MpeoTCTHIIBANTE HAa APYTH Xopa. To Moxke
[a UM HaBpeau, He3aBUCUMO Y€ NPU3HAUWTE Ha TAXHOTO 3a00sBaHe ca ChlUTE Kato Balure.
AKO NOJy4YHUTe HAKAKBU HEXEJIaHH JIEKApCTBEHH PEaKLHH yBEAOMETE Bamus nekap Wiu
MeIMLMHCKA cecTpa. ToBa BK/IIOYBA U BCHYKH Bb3MOXKHHU HEXKEIAHU peaKLnH, HEOMNCAHH B

Ta3| JIMCTOBKA. BuxTe TOUKA 4.

KaxBo ¢cbAbpKa Ta3H JJHCTOBKA:

Kakso npencrasnssa Jlnnezonua [Nondapma u 3a KakBo €€ H3MN0/I3Ba
KakBo Tpa6Ba na 3Haere, npeau aa npuemere Jiuuesonua [Tondapma
Kak na npuemare Jlunesonun I[Tondapma

Bb3MOXHU HEXKETAHU peaKLUH

Kak na cexpansisare Jlunesonua [ondapma

ChAbpXKaHHWE Ha OMTAKOBKATa ¥ JOMbJIHATEIHA HHPOpMAL

1. Kaxso npeacrasasisa Jinnesoana [losdapma 1 3a KaKBO C€ H3M0J13BA

JTunesonuz [ondapma e aHTUOMOTHK OT rpynaTa Ha OKCa3oJIMANHUTE, KOMTO CMHPAT pacTexa Ha
onpezeneHu 6akrepun (MMKpoOH), MpUYHHABAILH uaexunn. Tol ce U3Mon3Ba 3a JICUCHHE Ha
[MHEBMOHHS U HAKOM KOXKHH M NMOAKOXKHHM MH(PEKLMH NMPHU Bb3pacTHU. BaluusT jekap 1ie NpeUeHH,
ATy TOBA JIEKAPCTBO € MOAXOMAALIO 3a JIeYeHHe Ha HHpekuusTa Bu.

2. Kakso Tpsi6Ba 1a 3HaeTe, nNpeaH Aa npuHemMere Jinne3onua Moadgapma

He npuemaiite Jiunesoauna Ilongapma

e  aKO CTE aIepPrMyYHU KbM JIMHE30JINJ HIH HAKOSl OT OCTAaHAINTE ChCTABKH HA TOBA JIEKAPCTBO
(136poeHH B ToUKa 6);

e  aKO MpHUEeMaTe WM CTe MPUEMAH NPe3 MOCJIEAHNHTE 2 CEIMULIM JIEKAPCTBA,3a KOUTO CC 3HAE, HC
ca MOHOAMUHOOKcHAa3Hu nuxuburopn (MAOU — Hanp. peHensuH, 130kapOboKcasui, CEEruinH,
moks106emun). Te3n nekapcTBa OOMKHOBEHO CE H3MOM3BAT 32 JIEYCHHE Ha ACNPECHA HITH Oonecr
Ha [lapkHUHCOH.

e  Ako kbpMmuTe. TOBa € 3aLI0TO JIMHE30/IM PEMHUHABA B MAHYMHOTO MJIAKO K MOXKE 11 3aCCTHE
bebero.

JTIune3onun ITondapma Moxe Aa HE € NOAXOAALIO0 JIEKapCTBO 32 Bac, ako OTTOBOPBT Ha HAKOH OT
BBIIPOCHTE MO-0J1Yy € Aa. B TakbB ciy4ya yBEAOMETE Bamus nekap. Moxe na ce HaJlIoKH TOH 1a
npoBepu 06IOTO CCTOSHHE U KPHBHOTO BY HaJIsiraHe MpEeAn U 10 BpEME Ha JIeYeHUEeTO WX Ja PeLLH,
ye MMe Mo-noaxoasino 3a Bac neueHue.

[MTonuTaiite Bawms nexap, Janu HIKOE OT CJIEIHHTE He ce oTHacs 10 Bac.
e HMaTe BUCOKO KPBbBHO HAIATaHe; Jald MprUeMaTe JieKapcTsa 3a TOBa WK HE,
e rmocTaBeHa BH e nuarHosa 3a rnopuileHa QyHKLUHMA Ha LIKTOBUAHATA XKJIE€34;




e MMaTe TyMOp Ha HanOBOpeyHaTa XKiesa (eoXpOMOLIMTOM) WIH KaPUMHOUACH CHHADOM
(IpHYMHEH OT €HAOKPUHHH TYMOPH CBC CHMITOMH Ha OUapus, 3a4epBABaHe Ha KOXaTa,
3anyX);

e CTpajarTe 0T MaHUAKaNHA ACTIPECHA, wm3oadeKTHBHY pazcTpolicTBa, 0OBpKBaHe HiIH 1pyTH
MEHTATHH NIpo0neMu;

e npHeMaTe HIKaKBH OMHOHIH,

aKo MpUeMare HAKOe OT CJIEXHWUTE JICKapCTBa.
- JeKOHrecTaHTH (Jlekapcrsa 3a obexuaBane CUMNTOMUTE Ha rputl 4 aHTHHA), ChbABLPXAalllH
ncesnoedeaprH wiM GeHWINPONaHONAMHH,
- IEKapCTBa, M3MO/3BaHH 32 NeUCHNEe Ha aCTMa, Kato canGyramon, TepOyTanuH, peHoTEPON;
- AHTHAETIPECAHTH, TO3HATH KaTO TPHLMKIHYHH WK SSRI (nHxuOUTOPH Ha 0OpaTHHA
3aXBaT HA CEPOTOHMHA), HANPHMEP AMHTPHITTIIHH, LMIPaMHI, KJIOMHIIPAMHH, TOCYNEIHH,
f1oKceryH, GayokceTiH, QryBOKCAMHH, HMHTIDAMHH, nodenpaMuH, NapOKCETHH, CEPTPAIHH,
- JIeKapCTBa 3a JIeYeHNe Ha MHIPeHa KaTo CyMaTpHIITaH X 30JIMHTPHINTAH.
- leXapcTBa 3a NeUeHHe Ha TeXKH aleprutiii peaKii KaTO alpeHAIUH (enuHedpHH);
- ieKapcTBa, MOBHIIABALM KPBBHOTO HAIATAHE KATO HOpaapeHAHH (HopernuHeppHH),
nonaMuH H f100yTaMHuH,
- ONMHMOANIM, Hamp. IETHANH 33 TPETUPaHEe HA yMEepeHa 0 CHilHa Oonka,
- IEKAPCTBa 34 JICYCHHE Ha TPEBOXKHOCT KATO OyCMHPOH;
- AaHTHOMOTHK, HapeYeH puQaMImHLIHH.

Vriorpe6aTa Ha ONpeENeHH IEKapCTBa, BRIKOIHTCIHO AHTHIENIPECAHTH ¥ OTIHOUIH, 3aCAHO

¢ Juuesonun [Mondapma Moxke Ja n0BEIE N0 CEPOTOHMHOB CHHAPOM, NOTeHUHATHO
JHBOTO3aCTPALIABALLO CHCTOAHHE (BIDKTE TO'KA 2 . Jlpyry nekapcrsa B JIMHE301UA Mongapma”
U TOUKA 4).

MpenynpexaeHua H NpeanasHl MEpKH

[oBopeTe ¢ Balius nekap npeay 1a npueMere Tosa NIeKapCcTBO, aKO:

JIECHO MOTy4YaBare CHHMHH U KbPBUTC;

cTe aHeMUYHH (MMare HamaneH Opol 4epBEHN KPbBHH KJIETKH)

CTe NpeapasnonoKeHH KbM HHPEKLHH;

NOJIY4aBaliy CTe NpHNanbIM;

uMaTe po6NeMH ¢ YepHus 1po0d WK 6u6penuTe, 0cobeHO aKo CTe MOUIKEHH HA AHATH3A,
uMare AHapHd.
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Crobuere He3a6aBHO Ha Bawns nexap, ako o BpEeMe Ha JICHCHHETO NOJIYUMTE:

¢ npobreMH ChC 3PEHHETO, KATO 3aMBIJIEHO 3PCHHUE, NPOMCHH BHB BL3IIPUEMAHETO Ha LIBETOBETE,
TpYJHO Pa3NO3HABATE ASTAHIM HITH 3PHTEIHOTO Bu none ¢ orpaHH4eHo.

e 3ary6a Ha UyBCTBUTEIHOCT B PBLETE HIH KpaKaTa, Wil qyBCTBO 33 H3TPBNBaHE WK OOLKaHE B
pbLIETE WIH KpaKara.

o Moxe 1a pa3sHeTe AUapHs N0 BpeMe HITH ClIeX IPHEM Ha aHTHOMOTHLIH, BRITIOUHTEIHO
Nunesonun Iondapma. AKO TA € TEXKA WIH MPOABDKUTENHA, WIH AKO 3a0benexure, 4e
Y3NPAXKHEHUATA CHIBPXKAT KPbB WIH JIMABHLIA, Tpa6pa He3abaBHO Ja CrpeTe 1a NPHEMATE
JIuuezonun [Monadapma u na ce cBbpxkeTe ¢ Bawus JeKap. B To3u ciyyall He TpaOBa na npueMare
NeKapcTBa, KOMTO CTIMPAT U 3a0aBAT ABIDKEHHETO HA yepBaTa.

¢ TOBTApALIHM Ce rafeHe u noBpPbILAHE, a6 IOMUHAIHA GONKa WM YYECTEHO M ABIO0KO JHILIAHE.

Hpyrn aexapersa u Jinnesoana Iloagapma

CpiiecTsyBa puck Jlunesonua [Tongapma noxskora 1a B3AMMONEHCTBA C HAKOH APYTH NIEKapCTRa U
11a TIpe/IN3BHKA NPOMEHH B KPBBHOTO HANArARE, TeMneparypara Wik CbpAeYHaTa 4ecToTa.

Hudopmupaiite Bamug jexap, K0 NPHEMATE IR npes nocaeAHHTE 2 CEAMHUH CTe NPHEMAalH
c/eAHHTE JeKapCTBa, Thil KaT0o JINHE30/INA [Tondapma He 61Ba fa ce NpHeMa eHOBPEMEHHO ¢ THA
(BuKTe CHLUO TOUKA 2 NO-TOPE ‘He npuemaiite JInHe3onua Mondapma’)




»  MOHOAMHHOOKCHIA3HH HHxuGHTOpH (MAOH, Hanp. dpeHensnH, n3okapbokCasua, CENerwivH,
moknobemun). Te ce H3NONM3BAT 3a JieYeHUe Ha aenpecus wiy Gonect Ha [1apkUHCOH.

KaxeTe Ha Bamus fekap, aKo IPHEMATe HAKOE OT CSARHATE iekapeTsa. BammAT nexap Moxe Ja
npeueHy Bee nak aa Bu npeanuie Jiunesonun ITondapma, HO Ja ce HAMOoKHU 1a NpoBepr 0OwoTO BH
ChCTOSHKE ¥ KPBBHOTO BW HansaraHe npelu ¥ ro BpeMe Ha JICHCHUETO. B npyra cnyuau, Bawmsr
JleKap MOXe Aa NpeUeHH, Y€ ApYro JICUEHHE € MO-IOAX0ALIND 32 Bac.

e JlexapcTBa 3a HACTHHKA MJIH I'PHI, KOHTO ChABPXAT ncepaoeheaApHH Wi GEeHUNNPONnaHONaMHH.
JlexapcTBa 3a JIeYeHHE Ha acTMa kato canfyTaMmon, TepOyTanyH, dbeHoTEepOI.

¢ HAKOM TPHUMIUINYHY AHTHAENPECAHTH HWIK HHXHOHTOPH Ha oOpaTHMA 3aXBaT Ha CEPOTOHHHA
(SSRIs (selective serotonin reuptake inhibitors)), HanpuMep aMATPHUITHIAH, LHNPAMAI,
KJIOMHIIPAMHH, A0CYJIENHH, ROKCENHH, $:IyOKCeTHH, pTyBOKCAMUH, HMHIIDAMHH, nodenpaMuH,
NapoOKCETHH, CePTPaIHH.
JlexapcTpa 3a JieyeHHe Ha MHIPEHA KaTO CyMAaTPHITaH W 30JIMHTPHIITAH.

e JlexapcTpa 3a IeYSHHE HA BHE3AIHA, TEXKKA alIepruiHa peakiua KaTo afpCHaTHH (enuHedpHH).

e JlekapcTBa, KOMTO MOBULIABAT KPBEBHOTO BY HandraHe, kaTto HOpaIpeHAIHH (HopenuHepuH),
nonaMHuH U 1o6yTamMuH.

¢ OmnumoANau, HATp. IETH/MH 33 IeYeHHe Ha yMepeHa 10 Texka 6onka
JlexapcTBa 3a IeUEHHE Ha TPEBOMHOCT XaTo OYCNHPOH.

e JlexapcTBa MPOTHB XPbBOCHCUPBAHE, KaTO BapdapuH.

Mous, nHGopMHpaliTe Bawmsa aexkap WiH ¢apMaLeBT, aKo NpUEMaTe, HACKOPO CTC MpHEMATIH HIIH
MOJKe Ja [pueMeTe ApyrH JEKapCTaa.

Junezoana Ioadgapma ¢ XpaHH, HATINTKH H aJK0X0J1

e H36sareaiiTe KOHCYMAalHATA HA MHOTO 3PSO CHPEHE, EKCTPAKTH OT APOXKIH, COCBU CKCTPAKTH —
Harnp. COEB COC M MHEHETO Ha alKoX0J1, 0CODEHO HAMBHA 6upa ¥ BUHO. ToBa JIEKAPCTBO MOXE Jia
pearupa ¢be CyOCTaHLINA, HapeeHA THPAMHH, KOATO C€ Cpella HOPMATTHO B HAKOM XPaHH. ToBa
B3aUMONEACTBHE MOKE Ia IPUYUHM NOBUIIABAHE HA KPBBHOTO BH Hansrasxe.

e Ako noiyuuTe 06€3MOKONTENHO FNaBooINe Cllel ANCHE WITH MHEHS, cpodnieTe He3a0aBHO Ha
Bamus nexap.

BpeMeHHOCT M KbpMene
AxO cTe GpEMEHHa HITH KbPMUTE, CMATATE, 4€ MOXE fia CTe OpeMEHHA WIH [IaHHPaTe OpeMeHHOCT,
[ochBeTBaliTe ce ¢ Baiuysa nekap npend ynotpebara Ha TOBa JIeKapCTBO.

Edexrst Ha JTunesonna [Tondapma npu OpeMEHHH XKCHH HE € H3IBECTCH. CrnenoparenHo He TpaOba Ia
pUEeMaTe TOBa JIEKapCTBO, aK0o cTe OpeMeHHa, OCBCH aKo JICKapAT HE By nocbBeTsa.

He Tps6Ba Ae KspMHTe, AOKATO NpHemMate JIHHe30MuA [Mondapma, THH KaTO TOH NpEMHHABA B
MalYHHOTO MJISKO M MOXe Aa rmoenuse Ha Gedero.

lodupane n paboTa ¢ MAIIKHH

Junesonun [Mondapma Moxke na By Hakapa Aa ce 4yBCTBATe 3aMasiHH WIM 13 HMATC npobiaeMH CbC
3pEHHETO, AKO TOBA C€ CITy4H, HE IIOpHPANHTE H HE paborete ¢ MaluHHK. MiMaliTe npeasuz, ye ako He
ce uyBcTBaTe N06pe, Balara cCnocoGHOCT 38 OQHpPaHe K paboTa ¢ MalllHHH MOXe Ja C€ HapyIlH.

JINHE30AHA CHABPKA:

I'nmoxko3a

Tosa nekapcTBo chabpxka 13,7 g ritoko3a B 300 ml ot nponykra (45,7 mg/ml).
Tosa Tpa6Ba fa ce HMa NpeJBUI NIPU MAUKEHTH C AHA0eT.




Hatpuit

ToBa nexapcTBo chABPkKa 113 mg HaTpHid (OCHOBHA ChCTABKA HA roTeBapckara/rpane3Hara con) B 300
ml ot npoaykra. ToBa € EKBUBANCHTHO HA 5,65% OT MpenopbYNTETHNA MAKCHMAIEH NHECBCH IPHUCM
Ha HaTpHH 3a BB3pacCTEH.

ToBa TpaGBa a Cce 3Hae OT MALHEHTUTE, KOWTO Ca Ha JMeTa C KOHTPOIMPAHE Ha HATpHH.

AKO B Da3TBOPHTEN Ce ChABPKA HATPHHA, TO TO#H TPAOBa a ce MMa NPEABUI NPH MIPECMATANE Ha
06I0TO CHABPKAHHE Ha HATPUH B FOTOBHA PasTBOP (B. no-gony ,,CbBMECTHMOCTH ).

3a n0-noApoOHa HHPOPMALKA 32 ChIABPKAHHETO Ha HATPHA B PA3TBOPHUTE/IA, OTHECTTE CC Jily
npoAykroBara HHpopMals, NpefoCTABEHA OT NPOHIBOAUTEIIA MY,

3. Kax na npuemare Jiunezonua loagpapma
Mosxe fa npuemare Jlunezonun [londapma npeaH, no BpEMe Ha H CIEA XPAHEHE.

Bu3pacTHH

ToBa nekapcTBo wie By 6b1e NpUAOKEHO Mpe3 BAHBAHS (uH}y3us BbB BeHATa) OT JIEKap WM ApyT
MeIULMHCKY crietiHanuct. O0xyaliHaTa 1034 3a Bb3PacTHH (an 18 roannn) e 300 ml (600 mg
JIMHE30NHA) ABa MbTH NHEBHO, BbBEXKIaHa AUDEKTHO B KpbBOOOpAILEHHETO (HHTPABEHO3HO) YPE3
snuBaHe 3a nepuon ot 30 no 120 MHHYTH.

AKO CTe Ha quanu3a, Tpa6sa a nosyvapaTe JICKapCTBOTO CIEA AHau3aTa.

KypchT Ha ieueHHe 0OHKHOBEHO NPOAB/DKABA 10 oo 14 #uu, HO MOKE JIa AOCTUTHE U 10 28 HHH.
Be30nacHOCTTa U eheKTHRHOCTTA Ha JIEKapCTBOTO HE €A YCTAHOBEHH 32 NEPHO/ Ha JICHCHHUE NO-ABABI
oT 28 nHH. Balnuart fexap e onpeaean KONKO ABIro Aa MPHeMAaTe JICKApCTBOTO.

HNokarto npuemare Jiunesonun lNondapma, Baiuar jiekap e Bu npaBu nepHoOAHYHH KPBBHH
u3cneBaHud, 3a Aa Opoc/iedBa KPEBHHTE BH MoKa3aTenH.

BamuaT aexap Tpabpa Aa npocneassa CbCTOAHUETO Ha 3peHHeTo By, ako npHemMare ToBa N€KapcTBO
rnoseue oT 28 JHY.

Ynorpeba npu Aeua H IOHOMIH
Nunesonun [Nondapma He ce NpenoprLyBa NpH eua H IOHOUIH (non 18 ronuHy).

AKO ¢Te NpHe/H NoBe4e 0T Heo0X0AHMATA 1032 JInuesoaun Ilondapma
AKO CMSTATe, Y€ CTe NONYYHIH NoBeye oT Heo6XoaUMOTO OT JIMHE30AUA [Tondapma, He3abaBHO
uHdopMupaiiTe Banms nexap Win MEAHIMHCKA CECTpa.

AKo cTe nponycHaan aa npuemere Jiunesoaua IMoadapma

Tl KaTo TOBA JIeKapcTBO Lie By Gbe NaBaHo MOA CTPOro HabMOAEHHE, HAMA BEPOATHOCT Aa
MPOITyCHETE 103a. AKO CMATATe, 4e CTE MPOMyCHAIIH 1034, ne3abasno uHdoOpMUpaiite Bauins nexap
WIH MeJHIMHCKA CeCTpa.

AKO HMATe HAKAKBHY HOMBIHHTETHH BBIPOCH, CBBP3aHy ¢ ynoTpebara Ha TOBa JNE€KapCTBO, MO
ponuTaiiTe Baums nekap HaH MEIMUIMHCKA CECTPA.

4. Bb3MO0KHH HeXKeJIAHH PeaKlHH

KakTo BcHuKH JekapcTsa, Jiunesonun INondapma MOXKe fa MPEAN3BAKA HEKETAHH pEaKiii, BBIIPEKH
ye He BCEKH I'd MOTy4ana.

He3a6asHo uHpopMupaiiTe Bamus Jexap nin ¢apmauesT, aKo N0 Bpeme Ha JeYEHHETO ChC
JIunesonuy [Tondapma 3a6enexHTe HAKOA OT CAEJHUTE HEXETAHHN NCKApCTBEHH PEAKLIHH.




KoXHH peakIUy KaTo 3a4epBeHa Bh3NANECHa K0Xka H Ha JIFOCIIH (nepMaTHT), 06pHB, CHPOEXK HIH
noayBaHe, ocobeHo Mo AUUETO 1 BpaTa. ToBa MOe 12 € IPU3HAK 33 alepruyHa peaklud H MOXC
na e HeoGxomuMo Aa ce cnpe nprema Ha JInHe3onun [Tondapma.

npobNeMH ChC 3PEHHETO, KaTo 3aMbIJICHO BIXIAHE, MpOMSHA BBB BH3MPHEMAHETO Ha UBCTOBE,
3aTpYAHCHUA BbB BIXKIAHCTO HA feTaiiny MWK OrpaH{vaBaHe Ha 3pUTENHOTO NOJC.

TEXKKA IHAPHSA, ChIBPKAIIA KPbB W/HIHK JIHraBHLIa (KONUT, CBBP3aH ¢ aHTHOMOTHYHO JICUCHHE ,
BKJ1. [ICEBAOMEMOPAHO3€EH KOJIUT), KOETO MPH PEIKH o0CTOITENCTBA MOXKE Jia JOBEAE [0
’*KHUBOTO3ACTpAILABALIH Y CIOKHCHHA.

MOBTAPALIO Ce raJieHe HWIH MOBpBILaHe, KOpeMHa fonka WK y4eCTEHO JHIIAHE,

cHOGLIABAHO € 34 MPHIAKbLK CBEP3aHH C JIEHEHHETO C TOBA JIEKApCTBO.

CEepOTOHMHOB CHHAPOM (C HEM3BECTHA yecToTa); TpAOBA Aa yBenOMHUTe Bailki iekap, ako CTe
pB306yAeHH, 06BpKaHH, HMATe ASTHPHYM, CKOBAHOCT, TPEMOP, JIMNCa HAa KOOPAHWBALINA,
NpUNagbLUH, YCKOPEH NyJc, CEpHO3HH mpoGNeMH ¢ AMMIAHETO H Anapys (MpeAnonarall
CEPOTOHMHOB CHHIPOM), ZOKATO pHEMaTe aHTUACTIPECAHTH, u3pecTHy KaTo SSRIs nin onnonau
(BK. TOUKa 2).

CKOBaHOCT, H3TPBIIBAHE WIH 3aMBIIICHO 3pEHHE Ca HaGMI01aBaHH [IPH MALMEHTH, TPHEMaiH TOBA
ieKapcTBO Nosede oT 28 JHH. AKO NMOYYBCTBATE 3ATPYRHCHHA B 3peHueTo, TpsA6Ba He3abaBHO Aa Ce
KOHCYJITHpaTe ¢ Bamna nekap.

ApyrH HeXKeJaHH J1eKAaPCTBEHH PeaKUHH BRIKOYBAT:

Yecrn: (3acarar 1o 1 ot 10 mauneHTH):
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I"'u66uny nHpekHH, ocobeHO BarHHATHU WIH  MJTeYHHLA™;

I'nasobonue;

MetaneH BKYC;

Juapus, raeHe Wi NOBPbLUIAHE,

TMpomeny B Gpos HA HAKOM KPBBHH KIETKH, BIGL TE3H, KOHTO NOKA3BAT H3IMEHEHHE B KPbBHH
TecTOBE, H3MepBaly OrOpeuHaTa HiH yepHOApoGHa GyHKUMA, KM HABATA Ha KPBBHA 3axdp.

HeoGACHHMO KbpBEHE i HaThPTBAHE, KOSTO MOXeE Ja Ce JB/DKH Ha MPOMEHH B 6pos HA HAKOH
KIIETKH B KPBBTa M TOBA MOXe JIa NOB/MAE KPbBOCECUPBAHETO WK J1a IOBEAS 10 aHEMM,

HapyweHus Ha CbHA,

[MoBuLICHHE HA KPBBHOTQ HAIATAHE,

Axemus (Manpk 6poil YepBEHH KPBBHH KJIICTKH,
[Tpomeny B 6pos Ha HAKOH KPBBHH KIIETKH, KOSTO MOXC 1a nognuse cnocobHocTTa Ja ce 6opute
¢ HHQEKLVH,

Koxes oOpHB;

Cupbsaiia koxa

JamaiiBaHe;

Jlokanu3upaHa Wik o0ia kopemHa Oonka,
3anex;

HapyiueHHe B XpaHOCMHIAHETO,
JloxanusnpaHa OonkKa,

Bucoxa TeMneparypa.

Heuectn: (3acarar go 1 ot 100 nauueHTH):

BrinaneHue Ha BIarajINiieTo WiK FEeHHTATHATA 00N1acT IpH JKCHH;

UyBCTBO 32 W3TPHNBAHE WM CKOBAHOCT,

3aMBIIIEHO BHKAAHE,

.3BBHEHE® B YLUHTE (THHHTYC),

BrinaneHue HA BEHUTE,

CyxoTa unu GONKH B YCTHATa KyXHHa, TIOAYT, BL3ANEH WIK 0De31BETEH €3HK,
BONIKH Ha MSCTOTO, KBAETO ¢ BIHBA HHPY3HATA;

Bi3naneHye Ha BeHHUTe (BKITIOYHTETHO Ha MACTOTO Ha BIIMBAHE),

Hy»xna oT 4ecTo YPUHUPAHE,




TphIKY;

YyBCTBO Ha YMOpPA WIH XKKIA,

Bh3najeHue Ha rmaHkKpeaca,

[TOBHILIEHO MU3NOTABAHE,

VismMeHeHKe B IPOTEHHHUTE, CONMTE HIIH SH3UMHTE B KPBBTA, C KOHTO CC uiMepsa OpOpedHaTa Hin
yepHOAPOOHa PYHKLIMA;

["epuoBe;

XunoHaTpHeMus (HHCKO HUBO Ha HaTpHi B KpbBTa);

BrOpeuHa HeAOCTATBHHOCT,

Hamases 6poit TpOMOOLIMTH;

ITonyesaHe Ha KopeMma;

ITpexonHn NCXeMHYHY aTaKH (BPEMEHHO HapyIIEHNE Ha KpBbBHHA [TPHTOK KbM MO3BKa,
NPHYUHABAIIO KPATKOTPalHH CHMIITOMH KaTo 3ary6a Ha 3peHueTo, ¢1abocT B KpakaTa U pBLETE,
HesiceH roBop U 3ary0a Ha Ch3HaHHe);

Bosika Ha MACTOTO Ha BIIMBAHC,

Bn3naneHue Ha KOXKAaTa;

[TosumeHue Ha KpeaTHHHHA,

Cromaursa 6onka,

[IpoMsHa B ChPAEYHATA YECTOTA (Hanp. YCKOpeH Iync).

Peaxu: (3acarat g0 1 ot 1 000 NalnHeHTH):
¢  OrpaHnueHO MoJye Ha 3PCHHETO,

o [loBLPXHOCTHA MPOMAHA B 1IBETA HA 3BOHTE, KOATO CE OTCTPAHABA G npodeCHOHAITHO
CTOMATOIOrHYHO NOYKCTBaHE (MOYKCTBAHE Ha 3b0EH KaMbK).

CpofuiaBsa ce CbLIO H 38 CJ1eJHHTE HeXKeJaHH PeaKiiHH (¢ HeH3BeCTHA YeCTOTa):

o CepOTOHHHOB CHHAPOM (CHMIITOMHTE BKIOUBAT YCKOPEH CHPACHEH PHUTBM, OOBPKBaHE,
OBUIIEHO M3NOTABAHE, XAMIOLMHALMH, HEBOJIEBH ABHXKCHHA, BTPHCAHC H TpenepeHe);

o JlakTaTHa alMA03a (CHMIITOMKTE BKIOUBAT NPEXOAHO rajicHe U NOBPBLIAHS, KOPEMHA founka,

YYECTEHO JHILIAHE;

TexKHd KOXHHY HapyILUCHHA,;

CunepobnacTHa aHeMus (TUI aHeMHA (HUCHK Gpoit uepBEHHN KPBbBHH KIETKH));

Anoneuus (3ary6a Ha xoca),

[IpoMeHH B CriOcOOHOCTTA 3a BIDKAAHE Ha LIBETOBC Kl 3aTPyAHEHO Pa3NMyaBaHe Ha NeTailH;

HamanspaHe 6pos HA KPHBHUTE KIIETKH;

CnaGoct WWIY CEeH30pHHU NTPOMEHH.

Cpof1IaBaHe HA HeXKEJIAHH peakKinH

AKO MONYYHTE HAKAKBY HEXENAHHU IEKADCTBEHH PEAKLHH, yBEIOMETE Bawus nekap. Tosa BKIKOUBA
BCHUKH Bb3MOXHY, HEOTTHCAHH B Ta3H TUCTOBKA HEXKETAHK PEAKLIHH. MoxeTe CBlIO Ja ChoOIIuTE
HEeXEIAHU PeaKLHH JUPEKTHO upes:

M3 msTHUTENHA areHUMs 110 JieKapCTBaTa

yi. ,,JJamsaH ['pyes” Ne 8

1303 Codusn

Ten.: +35 928903417

yeGcalit: www.bda.bg

KaTo cLofiaBaTe HEXENAHN PeaKLiH, MOKETE Ja AafeTe CBOA MPUHOC 32 NOJTyHasaHe Ha MOBEYE
pHpOpMAalIMA OTHOCHO 6€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak aa cexpaunsare Junesonua Ioagapma

BOJIHMYHUAT NEPCOHAN L€ ce MOrpxH JIHHEe30Iun [Tondapma aa He ObAE H3NON3BAH CIICH c .
roOHOCT, OTGENA3aH BLPXY caka cnel ,,J'onex 10:%, KakTo ¥ Ja By 6b1e NpuioxkeH BEAHAT3 MR e\
CuymBaHETO Ha figuara. Te me MpoBepAT CBIUO BU3YAITHO PasTBOPa npenu ynorpeba H ILg



caMo OuCTHp pa3TBOp, 0€3 TBLpAM HaCTHLM. Te e OCHTYPAT CBHILO NMPAaBHITHOTO CbXPaHEHHE Ha
pasTBOpA CaMO B KAPTOHEHAaTa OMakoBKa, 32 1a C¢ npeniasn o1 CBeT/IMHA H Ha B&IOCTHITHO 34 JeLa

MACTO.

6. CoabpkaHHe HA OMAKOBKATA H AONbLJAHHTEIHA nudopmanus

Kakso cuabpaxa Jinnesonun [loagapma

. AKTHBHOTO BELIECTBO e JHHe30MuA. Beekn ml pasTBop ChAbpKaA 2 Mg IMHE3ONHA.

- JlpyTH ¢hCTaBKH Ca: [JIOK03a MOHOXHMApAT (BMJ 3axXap), HATPUEB LIUTPAT AUXHIPAT (E331),
IMMOHeHa KHcenuHa, 6e3soana (E330), xnopopoaopoiHa KHCEIHHA (3a kopekimsa Ha pH),
HAaTPHEB XUApokeun (3a kopekUua Ha pH) 1 Boaa 3a HHXKEKLHH.

Kax maraexna JInuezonua MoadapMa H KAKBO CbAbPKa 0NIAKOBKATA
Jinuesonuz Mondapma e GUCTHP, Oe3UBETEH N0 KBAT Pa3TBOP.

To3H JIeKAPCTBEH MPOAYKT & ONAKOBAH B CAKOBE OT MOMHETIWIEH € HUCKA ILILTHOCT ((LDPE) 3a
e/iHOKpaTHa ynorpeba, opopMEHH C anamrop THN Insocap, ceabpkald 300 mi pasrsop (600 mg
nukezonua). Beska kyTHa cbhappxa | uny 10 NOMHETIICHOBH Caka.

He BCHUKH BUXOBE ONAKOBKY MOrar Aa 6bpaar mycHaTH B npozaxoa.

Ipurexkaren Ha pa3peleHHETO 34 ynoTpeba 1 MpoH3BOAHTEN
Pharmaceutical Works POLPHARMA SA

19 Pelplinska Street
83-200 Starogard Gdanski

[Tomua
To3H JexapcTBeH MPOAYKT € pa3pellieH 3a ynorpeda B CTPAHHTE “WICHKH HA EHII noa cieaHHnTe
HMeHa!

Xonanaus - Linezolid Polpharma
[Tomua - Linezolid Polpharma

JlaTa Ha NOCAeIHO NpePpa3riexKiane Ha JHCTOBKATA:

Ipedcmasenama no-00ny UHPOPMAUUA € npeoHa3Hauena camo 3a MeOUYUHCKU creyuanucmu:

BAJKHO: IMpouerere KpaTkarta XapakTepUCTHKA Ha NPOAYKTA, NPERH J1a MPEATTALIIETC.

Juuesonua [Mondapma 2 mg/ml nady3uoHEH pa3sTBOp ChABPKA JHHEIONHA 2 mg/ml B H30TOHHYEH,
6ucTbp, Ge3LBETEH 0 XKBAT Pa3Top. JIpYrH ChCTAaBKHM Ca IJII0K03a MOHOXHPAT, HATPHER

putpar auxuapar (E331), nnMoHEHa KHCCNUHA, 6e3zsoaua (E330), X1OpOBOAOPOKHA KHCETHHA (32
kopurupare Ha pH), HaTpHeB XHAPOKCUA (33 KOPATHpaHe Ha pH) 1 BoJa 3a HHXXEKLHH.

JIMHE30NUA HE € AKTHBEH cpellly HHGEKLIH, MPHYHHEHH OT I paM-0TPHUATEIHH IaTOrCHH. Akoe
NIOKa3aH WK ce npeanonara I'paM-0TpHLATENEH NATOTCH, TpabBa aa ce 3anouHe eAHOBPEMEHHO
crielindHyHa Tepanus cpewy ['paM-OTPHLIATENIHH MATOTCHH.

Jo3HpoBKAa H METOA HA MPHI0KEHHE
JleyeHHe ¢ THHE30MUA TPAGBA Na Ce 3a104Ba camo B OONTHIYHA oBCTaHOBKA M CJIEA KOHCYTTauus
CLOTBETEH CHELMATHCT 10 MHKPOGHONOrHa WY HHPEKUHO3HH OONECTH.




[TauKeHTH, KOUTO Ca 3anoYHAIM JIeYCHHE C NTapeHTCpanHaTa dopma, MOTaT Aa MPEeMHUHAT Ha
nepopanHa ¢popMa, KOraTo T0Ba € KIHHHIHO NOKa3aHo. B TaxuBa CIy4Yau HE € HE0DX0oANMO
afanTUpaHe Ha 103aTa, Thbit KaTO JTUHE30JIHA UMa [TEpOopallHa 6uonanuuHocT npubnusurenHo 100%.

Pa3tBOpET TpabBa Aa Obe NpunaraH 3a speme oT 30 oo 120 MmuHyTH.
[IpenopbyaHaTa 0032 JIHHE3OIHI TpabGpa ae ce npunoxky IV Wi nepopanHo Aea IbTH JHEBHO,

Ipenopvutmenna 003upogKa u NPOOBANCUMERHOCM HA 1eHeHuemo npu 8BLIPACMHU.
TIpOABIKHUTENHOCTTa Ha JIEYEHUETO 3aBUCH OT NaToreHa, MACTOTO Ha HHGPEKLMA U TEHECTTA, KAKTO U
OT KJIHHMYHHUA OTTOBOP HA MaUMCHTA.

CrieqHUTE MPEnopbKU 33 NPOIKDKUTENIHOCT Ha JIEUCHHETO CC GasupaT Ha Te3M, H3NON3BAHY NPH
KJIMHUUHH H3[HTBAHMAA. BEpoATHO NpH HAKOH BUAOBE HHGEKLNH € OAXOMALL [TO-KPATEK PEXKKM Ha
neqeHue, HO He e OMA OLIEHABAH NPH KITHHWYHH H3MTHTBAHNA.

MaKCHMAIHATA MPOIBDKHTEIHOCT Ha JIEeHeHHeTo € 28 THH. Be3ornacHoCcTTa U €peKTUBHOCTTA Ha
JTUHE30MA, MPHIAraH 3a EPUOAH, NO-ABJTH OT 28 HH, HE €A YCTAHOBCHH.

He ce npenopb4sa yBENMYABaHE HA J03ATa WIN MPOJBDKUTEIHOCTTA HA ICHCHUETO T1pH HHpEKLHH,
CBBP3aHH ChC ChITbTCTBAlNA OakTepueMus. [IpenopbuuTenHaTa 1034 € CAHAKBA IPH HHPY3HOHHUSA
pa3TBOp M TabneTKHTe/TpaHyIUTE 3a Nepopanta CyCrneH3nd 1 € KakTo Cle/Ba.

HHdeKnHH JHo3upoBKa [1poabAXKHTENHOCT HA
Jie"eHHEeTO

HozokoMuanHa MHeBMOHKS 600 mg aBa MBTH 10-14 nocnenoBaTe/HH JHA
IHEBHO

[THeBMOHMA, NpHAOOUTA B 600 mg nBa MbTH 10-14 nocneaoBaTeNHH JHH

001L1EeCTBOTO IOHEBHO

VenoxHenn vH@eknuu Ha koxxara ¥ | 600 mg aBa mbTH 10-14 mocnenoBareNnHN JHA

MEKHTE THKaHH OHEBHO

ITeduampuyna nonynayun

Hsma OCTaTHUHO AaHHH 33 He3onacHOcTTa M epHKacHOCTTa Ha JIMHE30/IHA NPH AcUa H joHOIIH (< 18
roAnHK), 33 fia ce npenopsya no3upoBka. CNEAOBATENHO, I0KATO HAMA HANHIHH NOMBIHHTENHH
NaHHK, ynorpefara Ha TUHEe30/M] B Ta3H Bb3PacToBa rpyMa He € MPETopkHBa.

ITayuenmu 6 cmapyecka 8b3pacm.
He ce Hanara aganTHpaHe Ha A03ata.

ayuenmu ¢ 6vbpeuna HedocmamvyHOCM:
He ce Hanara aganTHpaHe Ha no3ata.

IMauneHTH C TexKa GpOpeyHa HeOCTATLYHOCT (T-€. Cler < 30 ml/min).

He ce Hanara anarrHpate Ha fosara. [lopanu HEM3BECTHOTO KNMHHYHO 3HAUCHHE HA BUCOKATA
excro3nums (10 10 eTH) Ha BaTa OCHOBHH MeTalonMTa Ha IMHE30NIMA TIPH MALMEHTH ¢ TeXKa
6s6pevna HeIOCTATEHHOCT, INHE30MN TPA0Ba fa Ce npunara Cbe CreiHalio BHHMaHRHe NPy TE€3H
MalHMeHTH H CAMO TOrapa, KOraTo O4aKBaHaTa Ioi3a HaJBULIABA TCOPETHHHHA PHCK.

Toii kaTo okono 30% OT MpUIoKeHaTa 103a JIMHE30IHA €€ OTCTpaHABa 3a 3 4aca npy XeMoaHanusa,
Npy NAUNEHTH Ha JHATH3A THWHE30KRA Tpa0Ba fa ce npuiara Ciel Npouneaypara. OCHOBHHTE
MeTaboNUTH Ha TMHE30/UA ¢€ OTCTPAHABAT A0 MU3BECTHA CTEIICH YPe3 XCMOAHAIN3A. BrnpekH TOBA,
KOHLIEHTPALIMMTE Ha Te3H METabONHTH CE 3aMa3BaT 3HAUUTENHO 110-BUCOKH CIICA OUANH3A, OTKQHSOFE

Te3u, HabMOIABaHY NIPH NALMEHTH ¢ HopManHa 6s0peyHa byHKIMS WIH JIEKa, 10 YMEPEH /.-/.' el AT
HenocTaTsuHoCT. ClenoBaTeNHO, IMHE30H TPA0Ba Aa C€ H3M10/138a CHC CNCLHATHO B e

%

lJ.,._




NaUMEeHTH ¢ TexKa Gp6peuHa HeJOCTaTHYHOCT Ha AANK3a H CaMOo TOraBa, KOTraTo 04YakBaHaTa 1moJisa
HaJBHIIaBa TEOPETHTHUA PUCK,

ITo cera HAMa ONMT ¢ TIPHIOKEHUETO Ka TMHE30I1 TIPH MallHeHTH Ha TIpOaBIKUTENHa amOyaTopHa
nepuroneanna Ananu3a (CAPD) wiu anTepHATHBHO JICHCHHAC Ha 6L0peyHa HeJOCTAaTBYHOCT
(paxTHUHO OT XEMOAHAIH3A).

Iayuenmu ¢ 4epHOOPOGHA HEQOCMAMBUHOC. [TaiMeHTH ¢ NeKa 10 YMepeHa YepHOOPoOHa
nenocratbuHocT (Child-Pug knac A wnu B): He ce Hanara aganTyipaHe Ha xo3ara:

[aleHTH C TeXKa YepHOAPOOHA HEJLOCTATHYHOCT (Child-Pugh xnac C): Tl KaTO JIHHE3O0IUN CE
MeTaboNMM3HUPa 10 HECHIUMEH Ha'WH, He Ce 09aKBa yBPEKAAHETO HA HEPHHA opob na nosnuse
CHLICCTBEHO METaGONM3Ma H, CAEIOBATENHO, HE CE TIPCNOPHHBA ANANTHPAHCT Ha jJo3aTa. Bce nak, HAMa
hapMaKOKMHETHIHH JaHHU [IPH MALMEHTH C TEKKA yepHOApOoOHA HEAOCTATEYHOCT, 8 KITMHHIHHAT
OMUT € orpaHuyeH. JINHe30aKA TPAOBa A C& U3N0I3BA NPH TAKKBA NalMeHTH ¢aMO0 KOraro
OYyaKBaHATA 1033 HaIBHIIABa TCOPETHYHHA PHCK.

IMpoTHBCNOKA3AHHS
CBPBXYYBCTBUTETHOCT KbM JIHHE3OM HIH KbM HAKOE OT NOMOILHWTE BELIECTRA.

JIuHe3onua He TpAOBA Aa ce W3MOoN3Ba IPH NMALHEeHTH, KOHTO B3UMAT NeKapcTBO, HHXHOHpALIOo
MOHOAMHHOOKCHIasuTe A win B (Hanp. peHen3us, u3okapbokcasui, CeNEernnuH, MOKNOOEMKHA) UITH
10 [Be CeAMHKLIM Clie/l IpHiarade Ha TakoBa JICKapCcTBO.

Ao HIMA BH3MONKHOCT 33 CTPMKTHO HaG/ilofieHHE HA KPBBHOTO HAMATAHE, TMHE30MUI HE TpabBa 1a ce
NPHNAra NpY NANEHTH CBC CIEAHUTE NMOANEXAIHN KITHHITHH CLCTOSHMSA WM CBhC CNEIHUTE THIIOBE
CBITBTCTBALLO NECYECHHE:!

e [laUMEHTH ¢ HEKOHTPOIHPAHA XUTIEPTOHHUA, PEOXPOMOLIATOM, KAPLIHHON, THUPEOTOKCHKO34,
GUIONAPHE JepecHs, WH30aQeKTHBHO pascTpoicTBO, OCTPH CHCTOAHHA Ha o0OBpKBaHE.

e [lauueHTH, IpHEMAlLH HAKOE OT CIIEAHHTE JICKapCTBa. UHXMOUTOpH Ha 0OpaTHHA 3aXBaT Ha
CepOTOHMHA, TPULHKINYHH aHTHACNPECAHTH, CEPOTOHUH 5-HT) peuenTOpHH arOHUCTH (TpUnNTaHH),
[peKH U HEMPEeKH CHMNAaTHKOMHMETHLH (BKN1. aapeHepruyHHTe OPOHXOAWIATATOPH, ncepaoedespHH
1 GEeHKIAMPONaHoNaMHH), BA3ONPECHBHH CPLICTEA (Hanp. enunedpuH, HopenHHed pUH),
NOMAMHUHEPrHYHY CpeCTBa (Hanp. JONIaMHH, 100yTaMHH), NETHAKH HIH OYCITHPOH.

Kbpmenero TpaOBa Aa ce MPEKpaTH NPEAH 3aIl0BaHe HIIM 10 BpeME Ha JIEHEHHETO C JIMHE30IHNA.
CriennaJnH NpeaynpexKAcHHs H MPeANa3ZHH MEPKH NPH ynorpeoda:

Muenocynpecus
[TpHu nanyeHTH, NPUeMALLK THHE30H1 CC chobiaBa 3a Muenocynpecus (BKIKYHTETHO aHEMUA,
leBKONEHHUs, MAHUMTONEHN ¥ TpoMGoIMTONeH!A). B Cry4anTe, NpH KOUTO pe3yNTATHT € U3BECTEH,
npH NpeKpaTABaHe Ha IPHEMa Ha THHE30NIMA, 3aCCTHATHTE XeMAaTONOrHYHH NOKa3aTeNll Ce BpbilaT
KM CTOMHOCTH OT MpedH JieueHneTo. PHCKBT OT Te3H eEKTH, M3MICH/IA € CBEP3AL ¢
NPOXBIAKUTENHOCTTA Ha JicueHHeTo. 11py NalMeHTH B CTapdecka BB3PACT, JIEKYBAHH C JIMHE30/IH],
MOXe 13 ce HaG/II0AABa MOBKLIEH PUCK OT AUCKPa3us, CIIPAMO MO-MJIANH HAIHCHTH.
TpoMGOLIMTONEHHA MOXE 2 HACTBIIH M0-4eCTO NPH NMalMCHTH ¢ Texka 6L0peuHa HEAOCTATBYHOCT,
He3aBHCHMO OATH Ca Ha ANanu3a Wik He, [1o TasH NpHYMHA ce Npenophtiba BHUMATEIHO
MOHHTOpHpaHe Ha 6pod Ha KPBLBHUTE KNIETKY NIPH NALMEHTH, KOUTO:

HMaT aHaMHe3a 38 aHeMKd, MPaHyNOUTONEHHA WIH TpoMOOLMTOTICHH; TIPHEMAT EXHOBPEMEHHO
JIeKapcTBa, KOUTO MOTaT Aa NOHHXKAT HMBATA Ha XeMOIJIOOMHa, [1a MOTHCHAT Opos Ha KPbBHHTE
KNETKH WK 12 TOBIMAAT HeGMaronpuaTHO 6pos Wi QYHKLHMATA Ha TpoMOOLIMTHTE; HMAT TEXKKA
6bOpeuHa HEAOCTATBYHOCT; IEKYBAT €€ NOBEUE OT 10-14 gus. TIpH T3 NALHEHTH JTHHE3O
f1a ce MPpUNara caMo KOraTo € Bb3M0KHO BHUMATCIHO MOHHTOPH
xeMOITI061Ha, GPOs Ha KPLBHUTE KJIETKH H TPOMOOLIMTUTE.




AXO TIO BpeMe Ha JIEYEHUETO C TMHE3OMH] CE NOABH CEPHO3HA MHEIOCYIpCCHA, nedenuero TpadBa Aa
ce MPEKPATH, OCBEH aKo NMPOABKABAHETO MY HE € aBCONIOTHO HANOXKHUTENHO, KaTO B TO3H ClTyvak
TpaGBa aKTHBHO [a Ce npocaeasasa OpPOAT HA KPHBHUTE KICTKH 1 [1a CC NPUNIOKAT NOAXOAALM
CTpaTerHH 3a OBaJABAHE Ha CHCTOARHETO.

B nombIHEHHE Ce MPEeNopbuBa eKeceIMU{HO MOHUTOPHPaHe Ha KPBBHHTC MOKa3aTeII! (BKJI.
CTOIHOCTHTE Ha XeMorIoOuHa, TpoMGouuTTe, 061MA OpOH HA NEBKOLUUTHTE U AN(epeHUHNATHO
fpoeHe) Npy MALMEHTH, MPUEMALLIY THHE30/MA, HE3ABHCHMO OT mbpBOHAYATHUS OpOH KPbBHH
KJIETKH.

[Ipy MpOYYBAHUATA, TPH KOUTO JIHHE3O0MHA € H3NO0N3BaH O1aroTBOPUTENHO (XaTO NOocneaHa
KUBOTOCNACABALA BE3MOXKHOCT), € HabNMoIaBaHa No-BUCOXA YECTOTA HA CEPHO3HA aHEMHA TTPH
AIMEHTH, NOJTy4aBaIH JIAHE30HU, 110-ABIr0 OT MAKCHMAITHO MpEnopriBaHara NPOABIKHTENHOCT OT
28 nun. [py Te3y MaLHEHTH NO-4€CTO C¢ Hajlara KpbBOMPCAUBAHC. B mocTMapKeTHHIOBHA MEPHO CC
cHOGIIABA 3a CITyYad Ha aHeMus, Hajlaralll KPBBOIPEIKBAHE, KAaTO NOBEUC CIyHdH (L Habnmonasar
MpH MALHEHTH, TIPHEMANTH JIMHE30IHA MOBETIC OT 28 muu,

B nocTMapKETHHIOBHA NEpHOJL Ce Ch0OLIABA 3a Cily'au Ha cupepobnactHa aHeMus. B cnyvauTe, npy
KOMTO HAYaJI0TO Ha peaKLyATa € GHiI0 H3BECTHO, MOBEYETO MAMECHTH €4 NPHEMATTH JTAHE30/IH 38
nogeye ot 28 aHu. [ToBeueTo NauMerTH ca ¢€ Bb3CTAHOBUIIM HAITBJIHO WIH HaCTHIHO CICA
NpeKpaTABaHe Ha NPHEMA Ha JIMHEC30/IHI, CbC WIH Oez neyeHHe HA aHEeMHUATA.

Tucnponopyus Ha CMePMHOCMMA RO 6PEME HA KIUHUYHO USnumeare npu nAyuenmu ¢ Tpam-
RONONCUMENHU KDBEHYU UHpEKYUY, C6bP3AHU C ROCTABAHE HA KAMEMDBP.

Ha6nonasaua e MoBHLIEHA CMBPTHOCT NPH NALKEHTH, JIEKYBaHH C JIHHEIONUA B KoMOuHaUUs C
BAHKOMHLHH/AHKIOKCALIMIKH/OKCAJWIINH B OTBOPEHO TIpOY'iBaHe [TPH TEKKO QOJIHH NALIKEHTH C
BHTPECHAOBH, KATeTHP-CBbP3aHH HHOEKIHH 178/363 (21,5%) cpamo 58/363 (16,0%)]. OcHOBHUAT
$axTop, MOBIMABALL CMBPTHOCTTA € H3XOAHOTO ChCTORHHE Ha ["paM-noIoKHTENHATE MHQEKLA,
CMBPTHOCTTA € GuMia CXOAHA NPH NALMEHTH C MHPEKLMH, NPUYHHEHH M3LIANO OT ['paM-nonoKHTENHH
MHKPOOPraHu3MH (koedHLHeHT Ha puck 0,96; 957 MHTEpBaN Ha NOBEPUE: 0,58-1,59) Ho e Ouina
SHAUMTENHO Mo-BHCOKA (p=0,0162) npu rpynara, JeKyBaHa ¢ JHHC30JHA, NpH KOATO HMa ApYT
[IATOTeH WIK He € HabmoaaBaH MaroreH B HAYanoTo (Koe(pHUMEHT Ha PHCK 2.48; 95% wuHTEpBAI HA
noeepue: 1,38-4,46). Hali-roneMusT AUCOATAHC C€ € MOIYHHI [0 BPEME Hd NICYEHHETO U B PAMKHTE Ha
7 OHM CNeq MIpeKpaTaBaHe NpueMa Ha npoyBaHOTO JIeKapCTBO. [ToBeueTo HALMEHTH OT IpyMnara,
noNy4aBana IKHE30MuA, ca npuaobuny I'paM-oTpHLIATEHH NATONCHH 10 BpEME Ha MPOY4YBaHETO H Ca
NOYMHATH oT [ paM-OTPHLIATETHH NATONCHH X nonuMHKpoBuaniy nHpekuud, CrefoBaTeNHO PH
HHGEKLNH Ha KOKATa U MEKUTE ThKAHH, JTHHE30MUN TpabBa Na ce npuiara caMo NpH MauueHTH C
UIBECTHA WIH Bb3MOXKHA Ko-MHpeKuua ¢ 'pamM-oTpHUATENHH MUKPOOPraHM3MH, aKQ HAMa
AITTEpPHATHBHY BL3MOXMCHOCTH 32 JieueHue. I1pu Te3u oocrostencraa TpabBa aa OBbAe 3ano4HATO
&[IHOBPEMEHHO JIeueHHe cpelly I'pamM-0TpHLATENHATE MUKPOOPTaHHIMHU.

Juapus u konum, c8bP3aHU C NpUeM Ha anmubuomuyu
Cp0o0L1ABAHO € 332 NCeBAOMEMOPaHO3eH KOJIHUT C MOYTH BCHYKH aHTHOAKTepHANHH CPEACTBA,
BICTFOYKMTEITHO JINHE30IMA. Bee mak € BakHO Aa ce 06chAM Tasu AHArHo32 NPH NauyeHTH ¢ IHapui,
[ocNeaBana ¢jiel NpWIaraHe Ha KakbBTO H Aa € 0aKTepHaJIeH areHT. B cnyuaii Ha MOg03HpaH WIH
[0Ka3aH KOJTUT, CBBP3aH ¢ ynoTpebata Ha aHTHOHOTHUIM, NIEHCHUETO C JIMHEIOIUA TpAaOBa na ce Crpe.
Tpa6Ba Ja ce NpeAnpueMaT MOXXOAAIIM MEPKH 32 OBNIAIABAHETO My.

Nuapya ¥ KONHT, CBLP3aHH C TIPHEM Ha AHTHOMOTHLM, BKITIOUHUTENHO NCEBAOMEMOPaHO3eH KOJIHT U
nuapus, cssp3aa ¢ Clostridium difficile, ce chOBINABAT BHB BPB3Ka ¢ ynorpedara Ha nMo4TH BCHYKH
aHTHOHOTHLIA, BKAIOUUTETHO JHHE30IMA H MOTAT ia BAPUPAT OT JieKa IHApHA 10 (aTasieH KOJIMT.
ClIe0BAaTETHO € BOKHO Aa CE HMa NpeJBU]l Ta3H JHarHo3a NpH MauUeHTH, NpoABABaIlH CepHo3Ha
IapuA 1O BpeMe Ha HIIK CJie/l H3MO3BaHeTo Ha IMHE30HA. B ciyuait Ha 1OA03peHNE WIH
HOTRBPKACHHE 32 aHTUOHOTHYHO-CBBP3AHH AHAPHS HITH KOITHT, Tps0Ba a ce NPEKPaTH J1
aHTUOaKTEPUATHM areHTH, BKIIOUHTETHO JTMHE30/IMA M BEAHArA Aa Obae NpeanpUeTo I
NeqyeHHe. B TO3M ciy4aii ca MpOTHBOTIOKa3aHH JICKapCTBa, WHXHOUpALLH TIEPHCTAITHK




Jaxmamua ayuoosa

[Tpn ynorpeba Ha TMHE30NMHL CC choGLIABa 33 JIAKTATHA alyao3a, [1aleHTy, pa3BUBally MpU3HALM H
CHMIITOMM H3 METaBOIMTHA alMA03a, BKIOYHTEIHO NPEX0JHO raiCHE 1 noBpbiaHe, adIoMUHATHA
Gonka, HKCKa CTONHHOCT Ha GHkapOOHATH KM XHNEPBCHTIIALMA [IpH npveM Ha IMHE30NK A, TpAOBA
peHara fa Obaar nperjaeaaHu ot Jiekap. AKO HaCTBIH JIAKTaTHA alliN03a, NOJN3HTE OT MPOABL/KABAHE
HA TEYEHHETO C TMHe30nua TpAtBa na OpAaT NPELeHEHH CIIPAMO NOTEHUIMANHHATC PHCKOBE.

Mumoxondpuanta OUCPHYHKYUR

JIuHesonua HHxUGHpa 6enATbYHHA CHHTE3 B MUTOXOHIPDHHTE. B pesynTtar Ha ToBa HHXHONpaHe MOrar
Jla ce MOyYaT HeXeNaHH PeaKlMy KaTo IAKTAaTHA alij03a, aHEMHA 1 HesponaTus (04Ha
nepudepHa; Te31 CHOUTUA Ca NO-4ECTH, KOraTo JICKapCTBOTO ce npwiara no-Asaro ot 28 nIHH.

CepomonuHO8 CUKOPOM

1iMa CHOHTAHHH CHOBLLIEHHA 33 CEPOTOHHHOB CHHAPOM, CBBP3aH ¢ SAHOBPEMCHHO npUaaraHe Ha
IHHE30H] € CEPOTOHHHEPTHYHH CPEICTBA, BKIIOUHTENHO aHTHICTIPCCakTH KaTO CENICKTHBHH
MHXHOHTOPH Ha o6paTHHA 3aXBaT Ha CCPOTOHMHA (SSRI) 1 onxonan. [lopaau ToBa €AHOBPEMCHHOTO
pWIaraHe Ha JIMHE30 M ¥ CEPOTOHMHEPIHHH CPEACTBA & NPOTHBONOKA3aHO, OCBCH B CITyHJaHTE,
KOTATO € EWHCTBEHA Bb3MOXHOCT. B Te3H Cilyiad NalHCHTUTC TpabBa aa ce HabMAaBaT
BHUMATEJIHO 3a MPU3HALM U CUMITTOMH Ha CEPOTOHHHOB CHHIPOM KaToO KOTHUTHBHA AUCHYHKLINA,
XHMEPIUPEKCHA, XHTIEPPEDIEKCHA H 3ary6a Ha KOOpAKHALMA. AKO CE [OABST TaKHBa NpA3HAILA H
CHMIITOMH, JlekapuTe TpA0Ba fa o6CHAAT IPeKpaTaBaHe npueMa Ha CZINH OT JIBaTa WY Ha ABaTa
MPOAYKTA; aKO CE PEKPATH NPHEMET Ha CEPOTOHMHEPrHtHIA MPOLYKT, MOKE Ja CE MOABAT
CHUMIITOMH Ha OTHEMaHe,

Hepughepra u ouHA HEEPONAMUA

[pu MALMEHTH, NEKYBaHH C THHE30NUA C& cpoO1aBa 3a nepudepHa HEBPONATHSA, KAKTO H 33 O4HA
HEBPOMATHA H OYEH HEBPUT, NIOHAKOra NPOrpeCcHpallH Ja sary6a Ha 3peHueTo. Te3d naHHu ca
MONYYEHH [JIABHO MPH NAUMEHTH, KOHTO Ca NPHEMANH NHHE30MH] 34 nopeye 0T MAKCUMAJTHO
penopb4anure 28 aHH.

BcHuky NalMeHTH TpA6Ba Aa 6bAaT ChBETBAHM Aa ChOOIIABAT 32 CHMITOMH HA SPHTCIHO yBpEJAHE,
KaTO MPOMEHH B 3PUTEIHATA OCTPOTA, LIBETHOTO 3PEHHE WITH 3AMBIICHO 3peHUe WIM HapyLICHHA B
3pHTENHOTO Mnose. B Takusa Ciryyan € HeoOxoauMa 61p3a OLEHKa ¥ PH HyKIa — KOHCYJITaliA C
odranMonor. AKo HAKOH MALMEHTH IpHeMaT Jusesonun [ondapma nosede oT NpenopryaHuTe 28
NHH, 3pHTENHUTe UM GyHKIMH TpA6Ba Ja ce NpOCHeABaT BHUMATEIRO.

[py nosBa Ha neprudepHa WK OYHA HEBPONATHA CIC/BA 2I¢ CC MpeLIEHAT NOTEHLMAHUTE PUCKOBE,
npeay NpoAbIKaBaHe Ha JIEUCHHETO C JNuuesonun [ondapma.

ITpy malMeHTH, KOUTO MpUEMAaT KM HaCKOpO ¢a NpueMain nexapcTa cpely MUKObakTepHH 32
JleqeHue Ha TYGEpKyn03a, MOXE Jia ChLECTBYBA MOBUILEH PUCK OT NI0ABA HA HEBPOMATHH.

vpuose

Cpo61LaBa CE 3a [0ABa Ha [bPUOBE NPH MNALKEHTH, JICKYBaHH C JINHEIOMHA. [Tpy noBeyeTo OT TC3H
cllydan ce choOUIaBa 32 aHAMHE3 33 IPY0BE WIH HATWUHE Ha PHCKOBH (PakTOPH 3a N0sBa HA
rLpYOBeE.

[laupenTute TpaGBa fa 6GbAAT NOCHBETBAHM Aa HHPOPMUPAT JIeKapa CH, ako ¥MaT aHaMHe3a 3a
I'bpYOBBe.

MoHOAMUHOOKCUOA3HU uHXUbUMOpU
JIuHe30auA € oOpaTUM, HECENICKTHBCH MHXUOHUTOp HAa MOHOAMHHOOKCHAA3aTd (MAO-uHXHOUTOD);
BBITPEKH TOBA MPY /I03H, MPUNIaraHy 3a aHTHOAKTEPHATHO NTeUeHUe, TOH He OKa3Ba aHTHACTIPECHBEH
edekT. JlaHHWTE O OTHOLICHHE HA NIEKAPCTBEHH p3auMoelcTBHA H 6€30MacCHOCT Ha NTHHE30JIN N,
NPWIAraH Ha NalMeHTH C NOAIEKAIL0 3aGo/aBaHe W/WIH eIHOBPEMEHHa TEpalis, KOATO MOXCE Ja T'i
MOTOXKH Ha pHCK 0T MAO-uHXHOHpaHe ¢a MHOTO OrpaHHMCHH. [To Ta3u NpHYKHA, npnnara iF:
JTHHE30NTHA NPY TaKuBa o6CTOATENCTBA HE CE [PENOpDYBa, OCBEH aKO € BLIMONHO BHHMATEHR @
MOHUTOPHPAHE Ha NALUCHTHTE. -




Vnompeba ¢ xpanu, 6ozamu Ha MupamuH
[aimenTuTe TpAGBa Ja 6BAAT CHBETBAHH fa HE KOHCYMHPAT rOJICMH KONHACCTRA XpaHu, boraTH Ha

THpAMMH.

Cynepungpexyuu

EdeKThT Ha TeYEeHHETO C IMHE30IHA BbpXY HOpMalHata $nopa He € CLEHABAH MO BPEME Ha
KJIMHHYHH TIPOYHBAHH,

Ynorpe6ara Ha aRTHOMOTHLM MOXE NOHAKOTa /12 NOBEAC 110 CBpPLXPA3BHTHE HA HEYYBCTBHTENHH
MHKpoopranu3mu. Hanpumep, 0kono 3% OT NalMEHTHTE, IPUEMALLLH NpeNnopbYHTENHHTE 103U
JIMHE30/HM, Ca MPOABUIIH JIEKapCTBEHO-00yCIOBEHA KaHIX/1032 N0 BPEME Ha KJIMHUYHHUTE
yamuTBanms. Heo6X0OHMO € Aa ce MpeAnpHeMaT NoAX0oAALK MEPKH NIpH T104Ba Ha cynepuHpeKUHs
10 BpeME Ha JIEYEHUETO,

Creyuannu nonyaayuu
Jiunesonua TpAGBa na ce Npunara ¢bC CrieUHaIHO BHUMaHKE NPH MallHeHTH ¢ Texkka OBEOpeyHa
HEeJIOCTATHYHOCT M CaMO B CJTyYauTe, KOraro O4aKBaHaTa 1on13a Npepb3xoxia TEOPETHYHHA PHCK.

[IpunaraHeTo Ha JIWHE3OMUA NPH NAUMEHTH C TEKKa yepHOAPOGHA HEAOCTATHYHOCT CE NPEnoph1ba
caMo0, KOraTo OUaKBaHATa 110J13a IPEBB3X0KAA TCOPETHHHHA PHCK.

Knunuunt usnumeanus
Be3onacHOCTTa H eheKTHBHOCTTA Ha JIMHE30NN], Npuiiarat 3a NEPUO, MO-ABJILI OT 28 nHu, He ca
YCTAHOBECHH.

KOHTpOAHPAHHUTE KIUHWUHH H3MMTBAHKA HE €4 BKIIIOUBANH NALUEHTH C anaGeTHU Ne3uH Ha
CTBIANOTO, AEKYOUTYC, HCXEMUYHH JIC3HH, TEXKH H3rapsiHui Wiy raHrpesa. ITo Ta3u NpHYKHA
ONUTHT OT yNoTpedara Ha JIWHE30AN, NPU TE3H CHCTORHHUA € OrpaHutCH.

IHomownu sewgecmsa
ToBa neKapcTBO CHABPKA T0BA JIEKAPCTBO CBABPHKA 13,7 g rmoko3a B 300 ml oT npoaykTa
(45,7 mg/ml). Tosa TpsGBa a ce HMa NpeIBUA TPH MALKUEHTH CBC saxapeH guaber.

Tosa nekapcTeo chaspika 113 mg Harpui B 300 ml OT NPOAYKTA, EKBUBANEHTHH Ha 5,65% oT
MPenopPBLYHTENIHHA MAKCHMAJIEH AHEBCH NPHEM Ha HaTpuH 32 BB3PACTCH.
Tosa Tpa6Ba Nia ce UMa TIpEBHI MPH MANKEHTH, KOUTO Ca HA MeTa C KOHTPOJIHPAHE Ha HATPHH.

AKO B pa3TBOPHTEN ¢ ChABPXKA HATPHH, TO Toii Tpa6Ba Ja ce UMa NpeABU NPH NpecMATaHC Ha
06IIOTO ChIBPKAHME HA HATPUH B TOTOBHA Pa3TBOP (BX. MO-107y ,,CHBMECTUMOCTH™).

3a no-noapobHa HHMOPMALKA 33 CHABPIKAHHETO HA HATPUA B PASTBOPUTEIIA, OTHeCeTe ce A0
poAyxToBara HH$opMaLs, PEAOCTaBeHa OT IPOHIBOAUTENA My.

BiauMoaeicTBUA

Moxoamunooxcudasnu unxubumopu

JIMHE30HA € 06paTUM, HECEIEKTHBEH MHXHOHTOP Ha MOHOAMHHOOKCHIA3aTa (MAO-unxuburop).
MiMa MHOro OrpaHH4YeHH JaHHH OT NPOYYBAHHA 32 JICKapCTBEHH B3auMOaelicTBHs U 3a HE30MacHOCTTa
Ha JTMHE30NHI, KOTaTO CE TIPIJIAra Ha MALMEHTH ChC CHIBTCTBALIN JIEKAPCTBA, KOUTO MOTAT 23 I'M
W3N0XKAT Ha puck or MAO-uHxHOHpaHe. 1o Tasy NpH4MHa, NPHWIAraHETo Ha JIXHE30U] MPH TAKHBA
o6CTOATECTBA HE ce MPENopbYBa, OCBEH KO € Bh3MOXKHO CTPHKTHO MOHHTOPHPAHE Ha NaLMEeHTHTE.

ITomenyuantu 63aumModeicmsus, 600elji 00 ROBUULABAHE HA KDYEHOMO HanA2aHe.
[Tpy 3ApaBi HOPMOTEH3UBHH ROOPOBONIIIU JMHE30JIUAL MOTEHLIMpa OBHLIABAHETO Ha KPBBHOTO

HaJIraHe, IpeM3BUKAHO OT NCeBaOe( e PHH H beHHNMPONTAHONAMHH XHAPOXJIOPH. [TpueMBT Ha
TTHHE30MHA 3aeIHO ¢ TicesaocdenpuH ¥ GeHWINPONaHOAaMHH XHAPOXTIOPHA NpeA3BUKBA CPEAHO
OBHINABAHE Ha CHCTONIHOTO KPBBHO HANsraHe oT nopansbka Ha 30-40 mmHg, B cpaBHeHHE ¢ |
15 mmHg noBHuILIeHKe, PH CAMOCTOATENCH NPHEM Ha JINHE3OMHN, 14-18 mmHg nipn camMoc




npueM Ha ncepaoedenpuH u GeHWITPONAHONAMUH H 8-11 mmHg npu rwiauebo. [loaooHH
npoydBaHKA He ca G MPOBEXKAAHH ¢ XUIIEPTCHIHBHY naguenTty. [IpenopbYHTENHO € J03UTE Ha
JIeKapCTBa C BA3OIPECHBHO ASHCTBHE, BKIL. JOMAMHHCPIHIHH areHTH, 1a ce TUTpUpaT BHUMATETHO A0
[OCTHraHe Ha XeIaHHUA PEe3yNTaT, KOraro ce MpuiaraT eAHOBPEMEHHO C TMHE3ONHAL.

ITomenyuanHu cepomoHuHepuyru 83aUMOOEUCmes

[TOTeHUKATHOTO JEKAPCTBEHO B3AaHMOACHCTBHE C jekcTpoMeTopgaH € HICNeIBaHO TIPH 31paBH
nobposonuu. [TprnaraH e nexcrpomeTopdaH (ase gosu no 20 mg Ha 4 yaca WHTEPBAI) ChC WIH Oe3
nuuesonun. He ca Habmopgasany eeKTH Ha CEpOTOHHHOB CHHAPOM (oOBbpKBaHe, NEHPUYM,
6e3n0KOHCTRO, TPEMOP, 3aUepBABaHe, Auadopesa, XMIEPIIAPEKCHA) MPH M3CAEABAHE HA 3ApaBH UL,
[pHeMally JIMHE30NHA Y AeKkcTpoMeTop(aH.

[ToCTMAPKETHHTOB ONMT: MMa €[IHO CHOOLICHNE 33 MALMEHT C edexTH, TON0OHH HAa CEPOTOHHHOB
CHHIpOM, [10 BpeMe Ha MPHEM Ha JIHHE30JIMI 1 nexcTpoMeTopdaH, KOMTO Ca H3UE3HANM ClIe]l CIMPaHe
Ha ABETE JIeKapCTRa.

Tlo BpeMe Ha KIHHEYHATA YHOTpe6a Ha JIMHE3OJHI, ChC CEPOTOHHMHEPrHYKH CPEACTBA, BKIIOUHTEIIHO
AHTUAETPecanTH KaTO CEIEKTHBHH nHXuOuTopH Ha 0OpaTHHA 3aXBaT Ha CEPOTOHHHA (SSRl) u
OMKOUIN Ca ChOOLIaBaHu clyyau Ha CEpOTOHHHOB CHHIPOM. [Topany TOBAa EAHOBPEMEHHOTO
NpHIaraHe Ha TMHE30JHA H CEPOTOHKMHEPrHiHH CPECTBA © [POTHBONOKA3aHO, OCBEH B CIIYy4aHTe,
KOTATO TOBA € eJMHCTBEHATA Bb3MOJKHOCT KaKTO € OITHCaHO B CIICLIHANHH npeaynpexXAeHHA H
npeAna3H MepKH 3a yrioTpeba.

Vnompeba c xpaxu, bocamu Ha mupamuH

He e na6ioqaBaH ChLIECTBEH MPECOPEH OTFOBOP NPH JHLA, MPHEMALIH 32CHO JTHHEIO0MHIL H TI0-
manko ot 100 mg TupamuH. ToBa npeanonara, 4e ¢ HEOOXOAUMO SOMHCTBEHO Ja ce u3dbArea
[IPMEMAHETO Ha FOJIEMH KONMYECTBA XPaHH 1 HAMUTKH C BHCOKO ChABbKAHHE HA THPAMKH, (Hanp.
3psI0 CHPEHE, EKCTPAKTH OT APOXIH, HEACCTHIHpatit aIKOXO/THY HATIMTKHU B epMeHTHpaTH COCBH
NPOAYKTH KaTo COEB COC).

Jlexapcmea, memaboauzupanu om yumoxpom P450

TIuHe30MHI HE ce MeTabonu3upa 3HauuMo oT P450 (CYP) eH3uMHaTa CHCTEMA U HE HHXHOMpa HUKOA
OT KIuHU4HO3HauKMHTe Yosemky CYP uzodhopmu (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). CxonHo,
nKHe3onua He WHayupa P450 H30eH3uMHUTE NPH THTHXOBE. Cnenopatenso He ce oyaksat CYP450-
HHOYLHPAHH JIEKapCTBEHH p3auMOJcHCTBHSA ¢ JIHHEIONHU.

Pugpamnuyun

EdekTsT Ha pHQaMIULIMH BEPXY $bapMaKOKHHETHKATA HA JIMHE30/IMA € TIpOYHeHa fpH 16 3apaBH
MBXKe — NoOpOBOMIIY, Ha KOHTO € NPHArad JHHE3IOAHA 600 mg ppa ITETH AHEBHO 34 2,5 JIHN CBC HITH
6e3 pudamnuuuy 600 mg BeAHLX AHEBHO, 33 8 nuu. PudaMnuuua nonmkasa Cmax u AUC Ha
nuHe3onna cpeaHo ¢ 21% [90% Cl, 15, 27] u cpoTBETHO € 32% [90% CI, 27, 37]. Mexann3meT Ha
TOB4 B3aUMoelicTBYE ¥ KITHHHUHOTO MY 3HaYCHHE HE Ca H3BCCTHH.

Bapgapu

[pu BKIIOUBAaHE HA BapdapuH Mo BpeMe Ha paBHOBECHO CHCTOAHHE ITPH NIEUeHHE ¢ JIKHE30NHA €
uabmonasano 10% HaMansBaHe Ha CpEIHAaTa MaKCHMaTHA INR npH eZHOBpEMEHHO IPHEMAHE C 5%
namanseate Ha AUC INR. FiMa HeoCTaTh4HO JaHHK NPH NAUKEHTH, TPHEMaTH papdapuH H
THHE30JIMJ, 3a Aa Ce OLEHH KINHUYHATA 3HAYHMOCT, KO UMa Takaba.

BpeMeHHOCT, KbpMeHe H epTHIHTET

bpeMEeHHOCT
HamMa 10CTATHUHO NOAXOAAIIN AaHHH 34 W3ITON3BAHETO Ha JJUHE3OJINU] IpHU OpeMEHHH XEHU.

TIpoyuBarua IpH XXHBOTHH €A MOKa3any penpoayKTHBHA ToKCH4YHOCT. ChIIecTBYBa NOTSHUHAICH
PUCK MPH XOpa.

KnpMeHe




JIaHHH MY KMBOTHH JIABAT OCHOBAHHE J1a CC CMATA, HE NUHE30MNI 1 HErOBKUTE METabOIUTH MOTaT 1a
[peMHHABAT B MaUMHOTO MITSKO H CBOTBETHO KbpMEHeTO criefiBa fa 6sae cpaHO NPEeaH H Mo BpEMe
Ha MpHeMa.

QepTUINTET
Tpu npoyuBaHkA Y KUBOTHH JIMHEIONUA NPCAH3BUKEE HaMa/siBaHe Ha QepTHINTETA.
He e W3BECTHO NANH TE3H AaHHYU Ce OTHACAT M 32 PepTUIINTETa NPH XOpa.

Edextn BHpXy cnocobHocTTa 38 wodupane 1 paboTa ¢ MAIIHHH

[TaumenTuTe TpabBa aa ca NpeAyNpeAcHY 3a NOTEHLMAIHHUA PHCK OT BUCHE HAa CBAT WM NOsABa HA
CHMITTOMH Ha 3pHTEHO HapyIleHne, JOKATO NpueMaT THHEIONUA 1 cnenpa Aa ObAAT MOCHBETBAHH Aa
He wodupaT ¥ Aa He paboTAT ¢ MAIIHHK, aKO CE NOABH HAKOMH OT ONIUCAHMTE CHMITTOMH.

IIpeaosnpane
He e w3BecTeH crneunduueH aHTHaoT.

He ca oT6e/I93BaHK CIydaH Ha npeao3upane. BENpeKy ToBa, uHGOpMALMATA N0-J0y MOXKeE Ja Ce
oKaXe Mone3Ha.

[IpenopbuBa ce NOAKbPIKALLO JEUCHHE, CAHOBPEMEHHO ¢ NOAIbPKAHE HA ITIOMEpY/IHa QUITPALIKAS.
Mpubausurenno 30% ot Ko3aTa NHHEIOIAN CC OTCTpaHsBa 3a 3 4aca XeMOANATH3a, HO HAMA IaHHH 3a
OTCTpaHABAHE Ha JIMHE3ONHA YPE3 NEPHTOHEATHA THATH3A HIIK xemonepdysus. Jlsara OCHOBHH
MeTaGOTHTH Ha JIMHE30MMA CBILO CE OTCTPAHABAT 10 M3BECTHA CTEMCH HPL3 XeMOHaIn3a.

MHCTPYKUHH NPH yNOoTPeda # H3XBBPJIRHE

Camo 3a eqHoxpaTHa ynotpeba. [posepeTe 32 MUKPOTCHOBE Hpe3 MPUTHCKAHE Ha TIOJUECTHIICHOBHA
cak. Ako OT HEro HMa N3TH4aHe, He ro H3NoN3BaiTe, Thi KaTO CTEPHITHOCTTA MOXKL na 6bae
HapyleHa. Pa3TBopbT TpAdBa na Oblie BU3YaIHO [MPOBEPECH NPEIN yrotpeba ¥ fa ce U3no/3sa camo
GUCTHD pPa3TBOp, O€3 YACTHIM.

Crex npoBepKa Ha 3APABHHATA M OTCTPAHABAHE Ha 3alIMTHOTO ¢onHo, MONHETHIEHOBHAT Cak TpsOBa
1a ce CBBPIE KBbM CHCTEMATa IIOCPEICTBOM By KAHAJIHA HIId.

He u3mon3saiite Te3u MOJIHETHICHOBH CaKOBE 3@ CEpHITHH CBBP3BAHHA. BcAko HEW3NOI3BAHO
KOHYeCTBO TPAGBA na ce M3XBhpiH. a HE C& CBBP3BAT qacTHYHO H3MONM3BaHH CaKOBE.

CHLBMECTHMOCTH
Tinuesonux INoadapMa pasTBOP € CHBMECTHM ChC CIEAHUTE PasTBOPH. 5% I1oK03a 3a UHTPaBEHO3HA
uHdy3us, 0,9% HaTPHEB XJIOPH] 32 HHTPABEHOIHA undy3us, nakTareH Ringer pasTBop 3a MHACKUHH.

HecbBMECTHMOCTH

He Tpabpa na ce BbBEN /AT 0OABKH KbM TO3M PasTBOP. [pu HeoGXOAWMOCT OT €IHOBPEMEHHO
ApHIaraHe ¢ JHHE30MU I BCAKO OT ChMIBTCTBAILMTE JiekapeTsa Tpa6Ba Aa ObAC MpHIAraHo OTACTHO, B
CLOTBETCTBHE ChC COBCTBEHHTE My yKa3aHHsA 3a ynoTpeda. [To chILMA HA4YUH, KO CE Hajara
HAMOJI3BAHETO Ha 00lla HHTPAaBEHO3HA CUCTEMA 32 MOCIe10BATEIHH yHGY3UH Ha pa3Id4HH JIEKapCTBa,
cucTeMara Tpa6Ba Ja ce NpoMMe Npeay U Cliell BhBEKIAHETO Ha JTUHE30THI ChC ChBMECTHM
MH(}pY3HOHEH PasTBOP.

W3BeCTHO €, 4e pasTBopsT Ha Jlunesonug [ondapma & U3MUECKH HECHBMECTHM ChC CIICAHHTE
pemectpa: amGoTepHiEH B, X10pnpoMa3it XKAPXIOPHE, IHa3eNaM, neHTaMHAaNH H3€THOHAT,
ePHTPOMHLMH JAKTOOHOHAT, (GeHUTOUH HATPUH U cyndaMeToKCcasoN/TPUMETONIPHUM. CplLIO TaKa TOH €
X UMHUHO HECHBMECTHM ¢ Ue(TPHAKCOH HATPHH.

Cpok Ha roaHOCT

Npenu oTBapsaHe: 3 rOAHHH.

Cnexn oTBapsHe: XMMHIHATA U Pu3KMyHA CTAOMNHOCT N0 BPEME Ha ynorpeba ¢ fokasaHa 3a
remneparypa nox 30°C, 6¢3 HeoOX0AUMOCT Aa CE Ma3H OT CBETJIHHA.




Cnen cMecBaHe (C pasTBOPHTE u30pOeHHU B pasaen _CBBMECTHMOCTH): XHMHYHATA H ¢u3ugHa
cTaGHJIHOCT € J0Ka3aHa 3a 2 yaca NpH 25°C, 6e3 HeoBX0AMMOCT 1a Ce Na3y OT CBETIIHHA.

Ot mukpoGHONOrHYHa riaeaHa To4ka NpoaAyKTeT Tpabsa fa 6bAe U3NOA3BAH He3abaBHO. AKO HE €€
U3MOJI3BA BEIHArE, MPOABLIKUTENHOCTTA 1 YCIOBHATA HA CHXPAHEHHC Ha OTBOPEHHA NPOAYKT €a Ha
OTTOBOPHOCTTA Ha nmotpebuTens.

CnenHalHH YCA0BHS Ha CHbXPAHEHHE
To3H NeKapcTBeH MPOLYKT HE U3MCKBA CTIELMATHH YCI0BHA HA cpxpaHenue. ChXxpaHaBaHTe
HONHETIIEHOBHS CaK B KAPTOHEHATa KyTHs, 33 A o NpeAnainte ot CBET/IMHA.

Boeky HEH3MO3BaH JIeKapcTBeH MPOLYKT WK OTNaxbHeH MaTepuan TpaGBa a ce H3XBbPIA B
CBOTBETCTBHE C MECTHHTE W3HCKBaHHA.




