JIncroBka: nHpopmauus 3a norpedurTe s

JInnezoaun Ioadapma 2 mg/ml nudy3noxen pasrsop
Linezolid Polpharma 2 mg/ml solution for infusion /‘9 /ij ?'Z

(nunesonud/linezolid) - ;Ovz D) 17 -10- N7

[IpoyeTeTe BHUMATENHO UAJIATA JHCTOBKA NMPEAH 2 3aNI04HeTe 1a PHEMAaTe TOBA JIeKapCTBO,

ThH KaTo TH ChbABP:Ka BakKHa 32 Bac undopmauus.

- 3ana3sere Ta3u JMCTOBKA. MoXe /1a ce HaloXku Aa s MpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOITbJIHUTEIHH BBIIPOCH, TIONHUTaTEe Baluus 1ekap Win MEIUIMHCKA
cecrpa.

. Tosa nekapcTBo e npeanucaHo Ju4Ho Ha Bac. He ro npeorcrbiBaiite Ha apyru xopa. To Mosxe
Ja UM HaBpeIH, HE3aBUCHMO Y€ NMPU3HALMTE HA TAXHOTO 3abonsBaHe ca chlIUTe Kato Bawure.
AKO MOJIy4YUTE HAKAKBM HEXEJlaH! JIEKapCTBEHH peakuuy yBeaomeTe Baius nekap wiu
MeJMLHHCKa cecTpa. ToBa BK/IKOUYBA U BCHUKH Bb3MOXKHH HEXeJIaHU peaKklMU, HEOMUCAHU B
Ta3u JUCTOBKA. BrxkTe Touka 4.

KakBo ¢baAbpKa Ta3H JIHCTOBKA:

KakBo npexacrasnssa JIunezonun [longapma v 3a KakBO ce U3Moa3Ba
KakBo TpsOBa na 3Haere, npeau aa npuemerte Jiuneszonua [Nondapma
Kak na npuemare JIunesomuna [Nondapma

Bb3MOXXHM HEXENaHW peaKkLHH

Kaxk ma cexpansaBate Jluneszonun [Tondapma

ChappKaHHe Ha OMAKOBKATa M AOMbJIHUTEIHA HHPOpMALIUSA

e

1. Kakso npeacrasassa Jinne3oana [Moadapma u 3a kakBo ce H3N0J13Ba

JInnesonun ondapma e aHTHOMOTHK OT rpynara Ha OKCa30JIMINHUTE, KOUTO CITMpaT pacTexa Ha
onpeaeneHu 0akrepuu (MUKpoOH), npuunHABalIK UHpekunu. Toii ce u3nosnsea 3a JieYeHHe Ha
MHEBMOHMSA U HAKOH KOXHH M MOAKOKHHU HHQEKLMHU ITPU Bb3pacTHU. BallUAT nekap 1iie npeueHH,
Ja7TH TOBA JIEKAPCTBO € MOAXOAALLO 3a JiedeHHe Ha uHpekuusaTa Bu.

2. KakBo TpsiOBa na 3Haere, npeau aa npuemere Jiuneszoaua Iosadapma

He npuemaiite Jinnesonua Moadapma

®  aKO CTE€ AIePruYHU KbM JIMHE30JIM/1 WJIH HAKOSA OT OCTAHAJIMTE ChCTABKH Ha TOBA JIEKAPCTBO
(130poeHHU B TOUKa 6);

®  aKO [pUeMare Wiy CTe MpUEMaJIH Npe3 NMOoCIEAHUTE 2 CEAMULIM JIEKapCTBa,3a KOUTO Ce 3Hae, 4e
ca MOHOAaMHHOOKCcHAa3HU HHXUouTopu (MAOMH — Hanp. peHen3uH, H3okapOOKca3u, CeIErINH,
MOKJ100eMH ). Te3u nexkapcTBa 0OOMKHOBEHO C€ M3I0JI3BAT 3a JISYEeHWEe Ha JIenpecHs Wiu bosect
Ha [lapKHMHCOH.

e AKo kbpmure. ToBa € 3a10TOo JIMHE30JIU]] MPEMHUHABA B MAHYHMHOTO MJISIKO M MOYKE J1a 3aCerHe
oedero.

Jluneszonun Ilondapma Moxe na He e NOAXOASALLO JIeKapcTBO 3a Bac, ako OTrOBOPLT Ha HAKOM OT
BBIIPOCUTE T0-10J1y € 1a. B TaksB ciiyyai yBenomere Bauius jiekap. Moe 1a ce HaJlo)Hu ToM J1a
MpOBEPH OOLIOTO CHCTOSIHHE M KPBBHOTO BU HansArane nmpeau M o BpeMe Ha JICYEHHETO WM Ja PeLlH,
ye UMe Mo-noaAxoAs1iio 3a Bac neyenue.

[Tormurakite Bamusa nekap, naau HAKOE OT CJIEIHUTE He ce OTHacA 10 Bac.
® HUMaTe BUCOKO KPBBHO HaJIiraHe; JaJii MpUeMare JIeKapcTBa 3a TOBa UJIM HE;
 riocTaBeHa Bu e nuarxosa 3a nosuiueHa QyHKUMA Ha UIMTOBUIHATA XKJie3a;




¢ uMaTe TyMOp Ha HanOBOpeuHarTa xu1e3a (PeoXpOMOLIMTOM) WiIH KAPLHHOKMAECH CHHIPOM
(NpUYMHEH OT €HIOKPHHHM TYMOPH ChC CHMITTOMM Ha AUapHi, 3a4epBABaHE Ha KOXaTa,
3amyX);
e CTpajare OT MAHHAKAIHA AENpPecus, M30aPeKTHBHY pas3CTpoiicTBa, 0ObPKBaHe WK IPYTH
MEHTaNHH NpodneMy;
® MPHEMATE HAKAKBY OITHOUIN;
® aKO OPHEMATE HAKOE OT CIEIHHTE JIEKApCTBA:
- IEKOHreCTaHTH (JieKapcTBa 3a o0neKyaBaHe CMMIITOMHUTE HA TPHUM M aHIMHA), ChIbPXKaLIH
ncesaoePeapuy Win GEeHWINPONAHOIAMUH,
- TeKapCTBa, U3MNONI3BAaKH 32 JIeUeHUEe Ha acTMa, KaTo canbyramon, TepOyTanuy, HeHoTepon,
- AHTHAECHPECAHTH, ITO3HATH KaTO TPHUHMKINYHU WK SSRI (HHxnbuTOopH Ha oOpaTHHA
3aXBaT HA CEPOTOHHMHA), HATIPHMEp aMUTPHIITHIHH, UANPaMUi, KIIOMHIIPAMHKH, HOCYNEIHH,
HOKCENHH, PIYOKCETHH, (PIIYBOKCAMHH, HMUITPAMHH, TopENPaMHUH, IAPOKCETHH, CEPTPANHH,;
- IeKapCTBa 3a JIeYeHHe Ha MUTPEHA KaTO CYMaTpHITaH K 30 IMHTPHIITAH.
- IEKAPCTBA 3a JICYeHHE Ha TEXKH AICPrUYHN peakLHM KaTo anpeHaINH (enuHePHH);
- JIEKapCTBa, MOBUIIABAINN KPBBHOTO HanAraHe Karo HOpaAPeHaTMH (HOpenHehpHH),
OOMaMHH H 100yTaMuH;
- OMMOAUIH, HATIP. TIETHIHH 33 TPETHPAHE HAa YMEpeHa 10 CHiIHA DOJIKa;
- JIEKapCTBa 3a NEYCHNE Ha TPEBOXHOCT KaTo OyCIHPOH,
- aHTHOHOTHK, HapeyeH pUPaMITHLKH.

YnoTpebara Ha ONpeeneHn IeKapCTBa, BKITIOYHTENHO aHTHAEIIPECAHTH M OITHONIH, 3a€THO

¢ Jiunesonun [Nondapma MOKe Aa A0Bele A0 CEPOTOHHHOB CHHIPOM, NOTEHLMAIHO
’KMBOTO3aCTpAllIABAIO CHCTOAHHWE (BIDKTE TOYKa 2 ,,Jpyry nekapcrpa H JInnesonna [longapma”
U TOYKa 4 ).

IMpeaynpexaeHH] # HpeaNa3HH MEPKH

["oBopete ¢ Baluus nekap npeay ga AipUueMere TOBa JIEKapCcTBO, aKo:

JIECHO MOJIy4aBaTe CHHHUHH U KbPBHTE,

cTe aHeMHYHH (umarte HamaneH Opoli uepBeHH KPBBHU KIIETKH)

CTe MPEAPA3NONOKEHH KbM HHpEKLHH;

NOJNY4YaBaJIH CT€ NPUITAXbLIN;

yiMate npobaeMu ¢ yepHus Apob win 6p6peunre, ocobeHo ako cTe NONIOKEHH Ha THATTH3A,
UMAaTe AHapHA.

Coobuiere He3abaBHO Ha Balius jekap, ako o BpeMe Ha JISHEHHETO MONYy4HTe:

¢ npobraeMH CbC 3PCHHETO, KATO 3aMBIIICHO 3pEHHE, NPOMEHH BB Bb3[IPHEMAHETO Ha LIBETOBCTE,
TPYIHO pa3no3HaBaTe JeTalUld WY 3pUTEIHOTO BH nojie € orpaHuieHo.

 3ary6a Ha HyBCTBUTEIIHOCT B PBIIETE HIIH KpaKaTa, Wi 9yBCTBO 3a H3TPBIIBAHE WIH OOUKAHE B
pPBLETE WIH Kpakara.

e Moxe na pa3BUETE IUAPH 110 BpeMe WIH Clel TPUEM Ha aHTHONOTHIM, BKIFOYHTENHO
JInnesonug IMondapma. AKo TH € TeXKa WIH MPOIBIDKUTENHA, HIIH ako 3abenexure, de
H3MPaXXHEHUATA ChObPKAT KPHB WIH JIMFaBULA, TpA0Ba HE3aDaBHO Aa CTipeTe fa npreMare
Junesonug [NondapMa u 1a ce cebpkeTe ¢ Bains nexap. B To3u ciyyaii He Tpsabsa xa MpHeMare
JIeKapcTBa, KOUTO CIIHPAT WIH 3abaBsaT ABMKEHUETO HA YepBaTa,

® OBTApAIIH Ce rafieHe U MoBpblIane, abnoMuHanHa 60JIKa WK YYECTEHO M IWI00K0 QHLIaHE.

Apyrn Jexapcrea H JIunesoaua Iondapma

CuumectsyBa puck JIuresonua [Tondapma noHskora aa B3aMMOLeHCTBa C HAKOW APYTH NIEKapCTBa U
Aa npefu3BHKa IPOMEHH B KPBBHOTO HaAraHe, TEMIIEPATypaTa WIH ChpieyHaTa 4eCToTa.

HUudopmupaiite Bamus Jexap, ako npHemMaTte HJH Npe3 Noc/IeaHuTe 2 CeAMHL
ClIeJHHTE JeKapcTBa, Thit KaTo Jluknesonun Ilongapma He OHBa fa ce nmpueMa el
(BixTe cnino Touka 2 no-rope ‘He npuemaiite Jluuesonun ITondapma’)




e MOHOAMHMHOOKCcHAA3HH HHXNOuTOpH (MAQOWH, Hanp. peHensuH, n3okapOOKcasna, CEIErHINH,
MoKJ100emMH ). Te ce U3NnoNI3BaT 3a JISHEHUE Ha Acnpecus UK OonecT Ha I1apkuHCOH.

KaxeTre Ha Bamusa aekap, ako npyeMaTe HAKOE OT CAEAHUTE JIEKapCcTBa. BalUMAT Jiekap MOXe 2
npeLeHy Bee nak xa Bu npenmuiue Jinnesonun INondapma, Ho na ce Hanoxy Aa nposepu ob6moTo Bu
CHCTOAHHE H KPbBHOTO BH Handrase npeau v rno BpeMe Ha nedyeHuero. B apyru cnyyau, Bainusr
JleKap MOXe [ia MpeLeHH, Ye APYro JeYeHue € no-noaxoasino 3a Bac.

e JlexapcTBa 3a HACTHHKA WIH I'PHII, KOUTO CBABPKAT ficepnoedeApHH WIH QEeHIIIPONTaHONAMHH,

e JlexapcTBa 3a JeYeHHe Ha acTMa Kato canbyramor, TepOyTanuH, ¢peHoTepos.

o HskoM TPULUMKIHYHHM aHTHIETIPECAHTH UNU UHXUOUTOPH Ha OOpaTHHUA 3aXBaT HA CEPOTOHHHA
(SSRIs (selective serotonin reuptake inhibitors)), HanpuMep aMUTPHITWIHH, LIMIIpAMII,
KJIOMHUIIPAMHH, AOCYJIEIHH, JOKCENMHH, GIyOKCETHH, (IYyBOKCAaMHH, HMHUTIPAMUH, JT0genpaMuH,
[MApOKCETHH, CEPTPAIIMH.

¢ JlekapcTBa 3a IEYSHHUE Ha MHIPEHA KaTO CYMaTPUNTaH H 30JIMHTPHITAH.

e JlexapcTsa 3a IeYSHHE Ha BHE3aNHa, TEXKA alepriiHa peakLui Karo agpeHalHH (EMHHePHH).

e JlexapcTBa, KOUTO NOBHIIABAT KPBBHOTO BH HanAraKne, karo HOpaJApeHAIHH (HOpENHHEPPHH),
nonaMuH U Z00yTaMuH.

¢ Onvomumy, HaNp. MeTHAKH 3a JeYCHHES Ha YMepeHa 00 Texka Donka
JlexapcTea 3a IeUeHUE Ha TPEBOMKHOCT KaTo OYCITUPOH.

¢ JlexapcTBa IPOTHB KPbBOCHCHPBAHE, KaTO BapdapHH.

Mons, nHbopMupaiite Bammns nekap nwiv gpapmalesT, ako IpHeEMarTe, HACKOPO CTe TIPHEMATH HIH
MOJXKE a NpUeMeTe APYTrH JIeKapcTaa.

JInnesoaun Ioagapma ¢ XpaHH, HANHTKH H AJTKOXO0JI

¢ H36dareaiiTe KOHCYMALMATA HA MHOTO 3PAIIO CHPEHE, EKCTPAKTH OT APOXKH, COCBH €KCTPAKTH —
Hamnp. coeB COC U [TUEHETO Ha anKoxoJ, 0codeHo HATHBHA OHpa M BUHO. TOBa IeKapCTBO MOXKE Ja
pearupa c»C CyOCTaHIus, HApeueHa TUPaMHH, KOATO CE€ Cpeilia HOPMAIHO B HAKOW XpaHH. ToBa
B3aMMOJielicTBIE MOXe Ja NPHYKHU NOBHIUABAHE HA KPBBHOTO BH Hansraxe.

¢ AKo nonyywrte 06€3MOKOUTEIHO IMaBobonne cnel AAeHe WK MHeHe, Cpo0HeTe He3a0aBHO Ha
Baiuud nekap.

BpeMeHHOCT H KbpMeHe
Ako cTe OpeMeHHA WIH KbPMHTE, CMATATE, Y€ MOXKE Aa cTe OpeMeHHa uaH ruiaHupare OpeMeHHOCT,
HochBETBaiiTe ce ¢ Bais nexap npeaw ynorpebara Ha TOBaA JIEKAPCTBO.

EdextsT Ha JInnezonun IMondapma npu OpemernH xeHH He € u3pecTeH. CnefoBaTeIHO He TpAOBa Aa
npHeMaTe TOBA JIEKApCTBO, aKo cre OpeMeHHa, OCBEH aKko JieKapaT He B nockBeTRa.

He tpabBa me kppMuUTE, HOKaTO npHeMare JinHesonua [ondapma, Thi kato To# NMpeMHHaBa B
MalfdHHOTO MIIAKO M MOXE J1a nosnuse Ha 6ebero.

lllopupane n pabora c MAIIHHA

JIunesonun [Mondapma Moxe ga Bu Hakapa Aa ce YyBCTBATE 3aMaaHH HIH Aa UMaTe NpoOIeMH Che
3peHHeTo. AKO TOBa Ce ClIy4H, He modupaitre ¥ He pabotere ¢ MawiHHK. MiMaliTe npeasna, e ako He
ce yyBcTBaTe Ho0pe, pamara cnocobHOCT 3a wodHpaHe W padoTa ¢ MaIMHHA MOXKe a ¢ HapyIlH.

JINHE30/JIHA ChAbPKA:

I'moko3a

ToBa nexapcTso ¢Chabpka 13,7 g rmoko3a B 300 ml ot npoaykra (45,7 mg/ml).
Tosa TpabBa 1a ce WMa NpeaBUI NPH TTALIMEHTH ¢ nHader.




Hatpui

ToBa nexapcTBo chabPka 113 mg Harpuit (OCHOBHA CHCTABKA Ha FOTBAPCKATa/Tpale3HarTa con) B 300
m] ot npoaykTa. ToBa ¢ eKBRBAIEHTHO Ha 5,65% OT NPENOPBLUHTENHMA MAKCHMaAICH IHCBECH IIPHEM
Ha HATPHUH 3a BbIPACTEH.

Topa Tps6Ba Aa Ce 3Ha€ OT NALKEHTUTE, KOUTO Ca Ha IHETA C KOHTPONHPaHE HA HAaTPHA.

AKO B pasTBOPHTENA €& ChAbPKA HATpUi, TO ToM TpaAOBa Na ce nMa NPENBUJ MPU NPECMATAHC HA
06LI0TO ChIBPKAHUE HA HATPHUIL B rOTOBMA PasTBOP (BX. 1M0-107Y ,,CHBMECTUMOCTH ).

3a no-nojpotHa MHPOPMALIKA 32 ChABPKAHMETO HA HATPUHA B Pa3TBOPHTENA, OTHECETE CC 10
npoaykroBata HHGOpMAaLIKA, PEAOCTaBeHa OT IPOHU3BOAUTENA MY .

3. Kax 1a npuemare Jinnesonna ondapma
Moxe na npuemarte Jlnnesonua [Tondapma npenu, o BpeMe Ha M Cnel XpaHeHe.

Bn3pacTHH

ToBa nexapcTso 1e By 6b/1e npwioxeHo 1pe3 BauBane (MHQy3us BbB BEHATa) OT JIEKap WIH APYT
MeIMUMHCKH creluanuct. O6u4aiinara fo3a 3a sp3pacty (Han 18 roguun) e 300 ml (600 mg
NUHE30MN) ABa TETH THEBHO, BbBEXKAAHA AUPEKTHO B KPHBOOOPALIEHHETO (MHTPABEHO3HO) Upe3
pmuBaHe 3a nepuol ot 30 1o 120 MUHYTH.

AKo cTe Ha AManu3a, TpA0Ba Aa mojyvasaTe NeKapCTBOTO Clie]l JUann3aTa.

KypchT Ha Tedenre 00MKHOBEHO npoaskasa 10 1o 14 1HH, HO MOXE 1a JOCTUIHE H 1O 28 oHu.
BesonacHocTTa U ePEeKTHBHOCTTA Ha IEKapCTBOTO HE ¢a YCTAHOBEHH 32 MEPHOX Ha JICUCHWUC MO-ABABY
oT 28 gHU. BamuaT nexap Lie ONpeneny KOIKo Ibro a npHeMare JICKapCTBOTO.

Hoxkato npueMare Jlnnezonua IMondapma, BamuAat iekap we By npasH nepHOAHYHY KPBBHH
W3CNeaBaHuA, 3a Aa Mpociieassa KprBHUTE BH Mmokasarenn.

BawuaT nekap TpabBa Ja NpocnefsBa CbCTOSHHETO Ha 3peHUeTo B, ako NpHeMarTe TOBA JIEKapCTBO
noseye ot 28 AHHU.

Ynorpeba npu gena H IOHOWH
Junesonun [TondapMa He ce npenopb4Ba NpH Aela U HowxM (nol 18 ronuHH).

AKO CcTe NMpHeJaH NoBede oT HeoGxoaumaTa no3a Jlunesonua Ioagapma
AKO CMATATE, Ye CTE TONy4HAHd nopede oT HeobxoauMoTo oT JInnesonun [Mondapma, HezabaBHO
nHpopMHupaiiTe Balliya Jekap Wid MEIULMHCKA CECTPa.

AKko cTe nponycHanH na npHemerte JInuesoaua Iloadapma

Toii KaTo ToBa fekapceTso wie Bu Obae qapaHo moj cTporo HabnoaeHue, HAMa BEPOATHOCT Aa
NpOTMyCHETE A03a. AKO CMATaTe, Ue CTe MPOMyCHANY 1033, He3abasHo nHopmupaiire Banmms nexap
WY MEJMUMHCKA CecTpa.

AKO HMaTe HAKAKBH JOMBIHHTETHH BBIIPOCH, CBBP3aHH ¢ yrnoTpebara Ha TOBA JIEKapCTBO, MOJIS
nonuTaiiTe Ballins aAekap Wi MeTHLUHHCKA CeCTpa.
4. Bb3MOXKHH HeXKeJIaHH PeakIHH

KakTto BcuuxH ekapcTsa, JIunesonua INondapma MoXe na NpeAN3BHKA HEXETAHH PEaKLIMH, BLIIPEKH
4ye He BCEKH M MOJTy4aBa.

He3a6apHo nHdopMupaiite Baiuna Jekap niH ¢papmMauesT, aK0 10 BpeMe Ha
JInnezonun [ondapma 3abenexuTe HAKOA OT CIEAHUTE HEXETAHH NEKApPCTBCHU




o KoxHH peakliMi KaTO 3a4epBEHA BB3MANEHA KOXKa U Ha JIIOCHY (AepMaTHT), oOpuB, crpbex miy
oAyBaHe, 0COOEHO MO MULETO K BpaTa. ToBa MOXeE Jla € NpU3HAK 34 AIePruvHa Peakliysa 4 MOXE
aa e HeoOXoauMo aa ce crpe npuemMa Ha Jlunesonuxn [Tondapma.

* mpoGiieMH ¢BC 3PEHHETO, KaTO 3aMBIVIEHO BIDKIAHE, IPOMIHA BBB BBINMPHUEMAHETO Ha LBETOBE,
3aTPYAHEHHA BbB BHKIAHETO HA ACTAWNH WIM OrpaHHUYABAHE HA 3PUTEITHOTO MOJIE.

® TeXKa JHapHi, CBABPAKAIIA KPBB W/IWIK JUraBula (KONUT, CBbP3aH ¢ aHTHOMOTHUYHO JICYEHHE ,
BKJI. TICEBIOMeMOpaHO3eH KOMNUT), KOETO NpH pelku obCTOATENCTBAa MOXKeE 1a JOBene OO
M UBOTO3ACTPAINABALIM YCIOKHEHHA.
MOBTAPALLC ¢ rafleHe I NOBpbIlaHe, KopeMHa O0NKa WiIH y4eCTeHO QUIIaHE,
croOImaBaHo € 3a NPHNATBLIM CEBP3aHK ¢ JIEYEHUETO C TOBa JIEKAPCTBO.

® CepOTOHHHOB CHHAPOM (C HEM3BECTHA YecToTa): TpAOBa Xa yseaomuTe Baiua nekap, axo CTe
BB30YAeHH, 00BPKAHH, HMATE JSIUPUYM, CKOBAHOCT, TPEMOP, JIMIICA HA KOODAUHALN,
NpHIaAbUH, YCKOPEH ITyJIC, CEpHO3HM NpolieMH ¢ OHLLIAHETO H Auapus (peanonaraiy
CEPOTOHHHOB CHHIPOM), IOKATO [IPHEMATE AHTHAENPECaHTH, U3BECTHU KaTo SSRISs win onuonagun
(B3K. TOYKA 2).

CKOBAHOCT, U3TPBIIBAHE WIHM 3aMBIIICHO 3peHHe ca HaOMoAaBaHu MpH NalUUECHTH, IPUEMANIH TOBA
neKapcTBO nopeue oT 28 AHU. AKO MOYYBCTBATE 3aTPYAHEHHS B 3peHUeTo, TpAbBa He3abaBHO Aa ce
KOHCY/ITHpATE ¢ Bawuus nexap.

llpyrn HCKCJIAHH JEKAPCTBCHH PDCAKIIHH BKJIWOUYBAT.

Hecru: (3acarar go 1 ot 10 naumeHTH):

e ['v0HuHM HHPeKUUR, 0ocOOEHO BArHHAIHH Wi , ,MIe4HUUa";

["nasobonue,;

MertaneH BKyc;

Huapusi, raicHe WIN IOBPBINAHE;

ITpoMenu B Opos HA HAKOH KPBBHH KJIETKH, BKJ1. TE3U, KOUTO OKa3BaT H3MCHECHHE B KPbBHH
TecTone, H3MepBaluld OLOpedHara win yepHoapoOHa GyHKLMSA, KM HUBATA HA KPBBHA 3axap.

Heo6scHIMO KBPBEHE WIH HATBPTBaHe, KOETO MOXE fla C€ OBJIKHM Ha MPOMEeHH B Opos Ha HAKON
KJIETKH B KPBBTA H TOBA MOXE 3 MOBJIMAE KPbBOCHCUPBAHETO WIH Ja HOBENE N0 aHEMMUS,
HapyeHus Ha CBHS;

[ToBuiieHHE HA KPBBHOTO HAIArAHE;

AHemua (ManbK 6po#i uepBeHU KPBBHU KIIETKH;

[IpoMeHH B Opos Ha HAKOM KPBBHH KJIETKH, KOSTO MOXE Ja I[TOBiHAe crTocofHOCTTa na ce opure
¢ HH}peKuUH,;

KoxeH oOpus;

Cupbsila Koxa

3aMmaiiBaue;

Jloxanu3upaHa WIH 00111a KopeMHa 00ka;

3arnek;

HapylieHne B XpaHOCMHUNTAHETO,

Jlokanu3upaHa O0sKa;

Bucoka TeMneparypa.

HeuecTH: (3acarar ao 1 ot 100 nanuenTH):
Brn3naneHHe Ha BNAraimieTo WiIH NeHUTATHATA 001acT NMpPH K EHH;
UyBCTBO 32 U3TPBNBAHE WU CKOBAHOCT;

3aMBIIEHO BH)XKNAHE;

»3BbHEHE" B YIUUTE (THHUTYC);

Br3naneHue Ha BEHHUTE,

CyxoTa WiH OONKH B YCTHATa KYXHHa, TIOQYT, BB3NaJeH WK 00€31IBETEH e3UK;
Bonkyn Ha MACTOTO, KBAETO CE BIUBAa HHY3MATA,

Br3nanenue Ha BeHUTE ( BKIIOUHTETHO Ha MACTOTO Ha BJIHBAHE);
Hyxzna oT 4ecTO YpUHHpPAHE;




Tpenxy;

YyBCTBO HA YMOpA HIH KaXKI4,

Bi3naneHue Ha naHKpeaca;

INMoBHLIEHO U3NOTABAHE;

HU3MeHeHHe B IPOTEUHHUTE, CONTUTE HITH €H3MMHTE B KPBBTA, C KOUTO ¢€ u3Mepsa OnOpeunara win
yepHoApoOHa QyHKLHUS,

['epUoBRE;

XHnoHaTpUeMUs (HHCKO HUBO Ha HAaTpWil B KPBHBTA);
brOpedHa HEJOCTATHYHOCT;

HamaneHn Opo# TpoMOOLIUTH;

[TogyBaHe Ha KOpeMa,

[TpexoIHH MCXEMUYHH ATAKH (BPEMCHHO HapyllIeHWe Ha KPhbBHHUA MPHTOK KbM MO3BKa,
NPUYMHABALIO KpaTKOTpaldHU CUMNTOMH KaTo 3aryba Ha 3peHdeTo, ctabocT B kpakaTa H phlieTe,
HesiCEeH I'OBOP M 3aryda Ha Ch3HAHHUCE),

Bonka Ha MACTOTO Ha BJMBAHE;

Br3naneHue Ha KOXaTa;

[TopHilicHHE HA KPEATHHHHA,

CromaiwHa 6onka;

[IpoMsHa B ChbpAeYHAaTa YeCTOTa (Hanp. YCKOPEH MyJic),

Penakn: (3acarar a0 1 or 1 000 nanxenrsn):
¢  (OrpaHH4YeHO MOJIE HA 3PEHUETO,

¢ [loBBPXHOCTHA NPOMSHA B L[BETA Ha 3bOUTE, KOATO € OTCTPAHABA C NPOYECHOHANHO
CTOMATOJIOTMYHO NOYKUCTBaHE (NOYHUCTBAHE Ha 3b0CH KAMBK).

CrpofmaBa ¢e ChINo H 32 CeJHUTEe HeXKEAHH PEAKUIHH (¢ HEH3BECTHA YeCcToTa):

¢ CepOTOHHHOB CHHAPOM (CHMIITOMHMTE BKIIHOUBAT YCKOPEH ChpPAESUEH PHTEM, 00BPKBAHE,
[MOBULIEHO H3NIOTABAHE, XATIOLIHHALNH, HEBOJIEBH JIBU)KEeHU, BTPUCAHE U TpenepeHe);

e JlaxTaTHa auHao3a (CHMIITOMHTE BKIIOYBAT NIPEXOIHO rajieHe H NoBpbIlaHe, KOpeMHa OorKa,
YYECTECHO JHILIAHE;

TewKH KOXCHHN HapYIICHHA,

Cunepobnacrua aseMus (THUIT aHemMus (HUCHK Opoil Y4epBEeHHM KPBLBHH KIIETKH)),

Anoneuus (3aryfa Ha koca);

[IpomeHH B cmocOOHOCTTA 3a BUXKAAHE HAa LUBETOBE UK 3aTpyAHEHO pa3NyaBaHe Ha AETAHNH,
HamansapaHe Opos Ha KPBbBHHATE KIIETKH;

CnabocT WHIN CeH30PHN NPOMEHH.

Cro0iaBaHe HA HEKEJIAHH PeaAKLHH

AKO MOJY4HTe HAKAKBU HEXKeJlaHH NeKapCTBEHH peakluH, yBeaoMere Baurus nekap. Tosa Bino4sa
BCUYKH BB3MOKHH, HEONHCAHH B Ta3¥ JTUCTOBKA HEXENAHU peakLu. MoxeTe cbuio aa cpo0wure
HEXEJTaHH PEAKLMH IHPEKTHO 1pes:

HsnbaHuTeNHA Ar€HLMA 110 JIeKapCcTBaTa

ya. , JJamsau ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaift: www.bda.bg

Kato croOniaBare HexeNlnaHu peakliHi, MOXKeTe Xa JAOeTe CBOA NPHUHOC 3a NMoyYaBaHe Ha MOBeEYe
WHoOpMAaLIMS OTHOCHO 6€30MacHOCTTA HA TOBA JICKApCTBO.

S. Kax na coxpansasare Jlnnezonua loagapma
BOoNHUYHUAT nepcoHan we ce norpwkH JInHeszonun [londapma na He Obae H3INOM3BAH Cper

FOOHOCT, OTOeNA3aH BbPXY caka cien ,,['oneH no:*, kakro ¥ na Bu 6vae npunoxeH / f
CUYIIBAaHETO Ha Iedara. Te e MPOBEPAT ChLIO BU3YATHO pa3TBOpa npean ynorpehsy Mg




caMo GHCTBP pas3TBOp, 0€3 TREPAH YACTHIM. Te Hie OCHTYPAT CHHIO MPABHNHOTO CHXPAHEHHE Ha
pa3TBOpa CaMO B KapPTOHEHaTa OraKoBKa, 3a Ja ¢e npeana3y OT CBETIMHA X Ha HEAOCTBITHO 3a Aeua
MACTO.

6. CopabpkaHHe HA ONAKOBKATA H AONLJIHHTENHA HHpOpMaUHS

KaxBo cvabpika JInnesoana HMondapma

-  AKTHBHOTO BeLLeCTBO € N1HHe30nuA. Becekr ml pasTBOp ChABPKE 2 Mg JAHHE30NHA.

- JIpyrd chCTaBKH ca: MMOX03a MOHOXHMApAT (BUA 3axap), HaTpueB UUTpaT auxuapar (E331),
JTHUMOHEHa KHcesInHa, 6e3sonHa (E330), xsiopoBonoponna kucenuHa (3a kopekuus Ha pH),
HaTpHEB XUIPOKCHA (3a KOpeKLHA Ha pH) H BoAa 3a MIDKEKLIUH,

Kak uarnexaa Jinneszonua [ondapma H KakBo CHABLPKA OMAKOBKATA
Jlunezonup [Hongapma e GUCTHD, O€3UBETEH N0 XKBIAT PAa3TBOP.

To3M AexkapcTBEH NPOAYKT € ONAaKoBaH B CaKOBE OT NMoJMeTwieH ¢ Hucka sTHOCT ((LDPE) 3a
eTHOKpaTHa ynotpeba, odopmenu ¢ anantop Tun Insocap, ceabpkamu 300 ml pasteop (600 mg
nuue3onun). Beska KyTha ceabpka 1 unu 10 nonueTuneHoBH caka.

He scyuky BMEOBE ONMAKOBKHW MOTAT Ja ObJar MyCcHaTH B poaaxoda.

IIpuTexkaTen Ha pa3pellieHHeTo 38 ynorpeéa H NnpoH3BOAHTEN
Pharmaceutical Works POLPHARMA SA

19 Pelplinska Street
83-200 Starogard Gdanski

Ilonnia

To3u nekapcTBeH NPOAYKT e paspeiueH 3a ynorpeba B crpanure uleHkH Ha EUII noa cheauure
HMeHA:

Xonanaus - Linezolid Polpharma

Yeiuka Pemy6nuka - LINEZA 2 mg/ml

Jlursa - Linezolid Medana 2 mg/ml infuzinis tirpalas
Jlareusa - Linezolid Medana 2 mg/mi 8kidums infiizijam
[Tonuwa - Linezolid Polpharma

Cnopakug - LINEZA 2 mg/ml infiizny roztok

II&T& HA NNOCNEAHO NPEPAIITACKAAHE HE JIHCTOBKATA:

ITpedcmasenama no-00ay URDPOPMALUA € NPCOHA3HAYNEHT CAMO 3@ MEOUHUHCKU CREYUAAUCTIU.

BAXHOQO: [Ipouerere Kparkara XxapakTEpUCTHKA HA NPOAYKTA, MPEON Aa Npeanuilere.

JTunezonun [ondapma 2 mg/ml Hrdy3HoHEH pa3TBOP CHOBPXA JIHHE30MMA 2 mg/ml B H30TOHHYEH,
O6HMCTEp, Oe31BETEH A0 XBIT pasTBOP. Jpyrd CbCTAaBKH ¢a [MH0K03a MOHOXHIPAT, HATPHER

uurpar auxunpar (E331), numoHeHa kucenuHa, 6e3soana (E330), xiopoBogopoaHa KHCENTHHA (3a
xopurupasne Ha pH), HaTpuer xuapokeun (3a kopurupane Ha pH) H Boza 38 HHXEKLIHH.

JIuHe30UA He € AKTHBEH cpellly HHPEKIINH, TPUYNHEHH OT [ paM-OTpHUATENHY TaTore
J0Ka3aH WIH ce npeanonara I'paM-oTpULIaTEREH [TaTOreH, TpA0Ba Aa Ce 3aro4He eIHO
crienupHyHa Tepanus cpelly I paM-oTpHLIATEe/IHH ITATOTEHA.




AO3HPOBKA U METOA HA NPUJIOKEHHE
JleueHue ¢ nuHe30aKA TpAOBA Aa ce 3amo4Ysa caMo B OONMHAYMHA 00CTAaHOBKA H Clie/i KOHCYITALIUS ChC
CHOTBETEH CMEUAITUCT MO MUKPOOHONOrua win HHPEeKLUOo3Hn Donecry.

[TauveHTH, KOUTO Ca 3aN0YHANM NEYEHHE C NapeHTepanHara ¢gopma, MOrar Ja NPEeMHUHAT Ha
nepopaisa GopMa, KOrare TOBa € KJIMHUYHO noka3zaHo. B Takusa ciyvaun He € HeobxoauMo
afanTHpaHe Ha A034Ta, Thi KaTo JIMHE30NHA MMa nepopaiHa OMOHANMYHOCT npubnu3uTenHo 100%.

Pasteop®T TpabBa Aa Obae npwnarad 3a spemMe ot 30 1o 120 MuHyTH.
[IpenopriaHara n03a NuHE30NUa TpAOBa e ce npunoxu [V Wiy nepopanHo ABa NbTH JHEBHO.

[Ipenopvuumenna 003upoera u NPOOLANCUMETHOCN HA NCHEHUCMO NPU 8b3PDACMHU.
[TpoABJDKKUTENHOCTTA Ha JICUEHNETO 3aBHCH OT MATOreHa, MACTOTO HAa HHPEKLUA U TEXKECTTa, KaKTO U
OT KJIMHMYHHA OTTIOBOP HA MaLMeHTa.

CreaHuTe NpenopbKy 3a NPOORDKUTENHOCT Ha JISYSHHETO ce Da3upaT Ha TE€3M, M3NON3BAHH NPH
KJIHHHYHHA W3NATBAHUA. BEPOATHO MPH HAKOH BUAOBE HHPEKLIMU € MOAXOAALL NO-KpaThK PEKHM Ha
NevyeHne, HO He € OWIT OLICHABAH NPHU KJIMHUYHH H3MATBAHUA.

MakcuMaiTHaTa MPOABKMTEMTHOCT Ha IeUeHUeTo ¢ 28 AHU. be3onacHocTTa U epeKTUBHOCTTA Ha
JTUHE3OJ M, MpWiaraH 3a Nepuoau, Mo-abirk oT 28 AHH, HE Ca YCTAHOBEHHU.

He ce npenopryBa yBe/lNYaBaHe Ha J03aTa WIH NPONBDKUTETHOCTTA HA IEYEHHETO NnpY HHPpeKIuH,
CBBP3aHH ChC ChIBTCTBAILA GakTepreMus. [lpernopburTenHaTa 103a € eAHaKBa MpH HHQY3IHOHHHA
pa3TBOp U TaONETKHUTE/TPaHyINTE 32 MEPOpPATHA CYCTIEH3US U € KaKTO C/elBa:

Hudexunu Ho3upoBKa [IpoaABIKHTEHOCT HA
JICYEHHETO

Ho3okoMuanHa MHEBMOHHA 600 mg aga MbTH 10-14 nocnenoBaTeaHA OHH
JHEBHO

ITHeBMoHus, npuaobuTa B 600 mg nBa meTH 10-14 nocnenoBaTeNnHH AHH

00LIECTBOTO OHEBHO

YenoxHeHd MHpekLMH Ha koxkata U | 600 mg aBa mbTH 10-14 nocneaoBaTeIHH DHH

MEKHMTE ThKaH! THEBHO

leduampuuna nonyaayus

Hsama gocraThyHO JaHHH 3a 6e30nacHOCTTa M eDMKACHOCTTA HA IHHE30NUA NIPH A€l U FOHOWHM (< 18
I'OJMHHM), 32 3 e npenopbwya n03uposka. CrenosaTenHo, A0KAaTO HAMA HAaTHYHHU JONMBIAHUTERHH
NAaHHH, YIIOTpeOaTa Ha JIMHE30NHU B Ta3H BB3pacTOBa I'Pyrna He ce MpenophuBa.

Hayuenmu 8 cmapuecka év3pacm:
He ce Hanara azanrHpaHe Ha Do034aTa.

Hayuenmu ¢ 6vbpeuna nedocmamuvyrocm:
He ce Haslara agantypaHe Ha no3aTta.

[TaumeHTH ¢ TeXka Ou6peyna HemocTaTh4HOCT (T.€. Cler < 30 ml/min).

He ce Hanara aganrupase Ha ao3ata. [lopaay Heu3BeCTHOTO KIMHUYHO 3HAYEHHE HA BUCOKATa
excno3uiuA (1o 10 nTH) Ha ABATA OCHOBHU METAa0OINTA Ha JIMHE30IMA [TPH NMaLHEeHTH ¢ TeXKa
6p0pevHa HeIOCTATHYHOCT, THHE30IM TPAOBA a ce Mpuara ChC ClIEHHATHO BHHMAHHE IIp
NalMEeHTH 4 CAMO TOTaBa, KOTAaTO OYaKBAHATA [10/132 HAJBHILIABA TEOPETHYHHA PHCK. ?@g\\\y\ﬂ Mo ,75%

Toit kato okono 30% OT NpUNOXKEHATA 1032 JIMHE30JIM CE OTCTpaHsaBa 3a 3 yaca np
MpHY NaLMEHTH Ha AMaNu3a IMHe3onna Tpabea na ce npunara cnen npouenypara. O



MeTa6OIMTH Ha IMHE30/IM C& OTCTPAHSABAT 10 M3BECTHA CTENEH Ype3 XxeMoAHan13a. Brnpeku ToBa,
KOHLEHTPALMATE Ha Te3u MeTaGONUTH Ce 3ana3BaT 3HAYNTETHO M0-BUCOKY CNIEI Man3a, OTKOJIKOTO
Te3u, HabMIOAaBaHH NPH NALMEHTH ¢ HopManHa 6u0petHa QyHKUNS HIH €K, A0 YMCPEHa O6Bp6peuHa
HeaocTaThbuHOCT. ChenosaresiHo, MTHHE30MMA TPAOBA na ce H3roi3Ba ChC CICUHATHO BHUMAHHE TIIDH
NALMEHTH C Texkka 6n0pedHa HeAOCTaThYHOCT Ha JHaJin3a ¥ CaMo TOraBa, KoraTto O4akBaHaTa 1nojisa
HAJBHILABA TEOPETUYHUA PHCK.,

JIo cera HAMA OMHUT C MPWIOKEHHUECTO HA IMHE30AHA [TPH NALHEHTH Ha POABIDKHTCIHA aMOynaTopHa
nepuroxeansna guanyu3a (CAPD) unu anTepHaTHBHO JIEYEHUE HA OBpOpeyHa HEAOCTAaTEYHOCT

(pa3MTUYHO OT XEMOAHANH3a).

HMayuenmu c veprodpobra Hedocmamwvurnocm. [1aLLMEHTH € JIEKa 10 yMepeHa yepHoApobHa
nenocrarsudoct (Child-Pug knac A wiu B): He ce Hanara ananTHpane Ha [o3ara.

[MauveHTH C TeXKa YepHOAPoOHA HENOCTATHEYHOCT (Child-Pugh knac C): Tl kaTo JIHHE3ONHA CE
mMeTabonu3Kpa Mo HEeH3UMEH HaYHH, HE C¢ OMaKBa YBPEKIaHETO Ha epHNUA apob na rnopauAae
CBLIECTBEHO METaboNH3Ma |, Ce0BaTeHO, HE ¢e TPeNopbyYBa afaNnTHpaHe Ha go3ara. Bee nak, HaMa
dapMaKoKMHETHYHH JaHHH NIPH MALHEHTH C TEXKKa qyepHOApoOHa HEAOCTATHYHOCT, 4 KIIMHHYHHAT
onuT e orpaHuyeH. JIuHe3zonuz TpadBa na ce U3non3Ba NMpu TaKKMBa NaUUEHTH CaMO KOIATO
oyaKBaHaTa Nof3a HAABHMIIABA TEOPETHYHHA PHCK.

INpoTHBONOKA3aHHA
CBpPBXYyBCTBHTETHOCT KbM JIMHE30IMA WIH KBM HAKOE OT NOMOLIHHUTE BELIECTRA.

Jinnezonua He TpAOBa a C€ W3M0N3Ba [IPH NAKUEHTH, KOHTO B3UMAT JIEKapCTRO, UHXUOHpallo
MOHOAMHHOOKCHIA3HTe A wix B (Hanp. deHen3sH, H30kapOOoKcasul, CeNeriInH, MOKIODeMUN) WK
110 IBE CEAMWIIH CJiel NpuiaraHe Ha TaKoBa JIeKapcTBo.

AKO HAMZ Bb3MOKHOCT 32 CTPMKTHO HabNIOAEHNE Ha KPBbBHOTO HAIAraHE, THHE3O0IK] HE TpadBa Aa ce
NpuIara TIpH MALHEHTH ChC CAEIHUTE NOMIEKALIN KITHHHIHH CBCTOSHHA WIH CBC CIREIHUTE THIIOBC
CBITBTCTBALLO JICUEHHE:

o TlanMeHTH ¢ HEKOHTPOJIHpaHA XUMEPTOHHUS, PEOXPOMOLIMTOM, KApUMHONA, THPCOTOKCHKO34,
OunonspHa genpecus, n3oadpeKTHBHO PasCTPOHCTBO, OCTPH CHCTOAHMKA Ha o0BpKBaHe.

¢ [lanueHTH, OPHEMAINM HAKOE OT CIEJHHTE NEKApCTBa: HHXUOHTOPH Ha oOparHusA 3aXBaT Ha
CEPOTOHMHA, TPUUHMKINYHH aHTHACMPECAHTH, CCPOTOHHH 5-HT) peuenTopHy aroHNCTH (TPHITAHH),
NpeKd ¥ HeNpeKH CUMIATUKOMUMETHLN (BKI. ANpEHEPrUYHUTE 6pOHXOIUIATAaTOPH, TIcEBAOEDEAPUR
W (eHWINMPONAHONAMKH), BA30NPECUBHU CPEACTBA (HAMP. enuuedpHH, HOpETHHEQPHH),
JONaMHHEPryYHM cpeacTsa (Hanp. JonamMuH, 106yTaMuH), NETUIHH KN OyCnHUpOH.

KbpmeHeTo TpAbBa ia ce MpeKpaTy MPEn 3aMoYBaKe WK N0 BPEME Ha JIEHCHHETO C IMHEI0NNA.
CrieusaJHH npeaynpeKIeHHa 1 NpeAnasHu MepKH MPH ynoTpeoa:

Muenocynpecus
[Tpu naupeHTH, NpHeMaIly IMHE30JIH ¢e ChoOLIaBa 33 MHENOCYIPECHA (BIUTIOUHTEIHO aHEMHUA,
IEBKOMEHuUA, MAHLMTONEHUA ¥ TpoMOouToneHys). B cinyvyaure, Mpy KOUTO pe3yTaThT € H3BECTCH,
[pM peKpaTABaHe Ha MPHEMa Ha JIMHE30/IH, 3aCerHATHTE XeMATOMOTHYHH NOKA3aTeH €€ BPhLLAT
KBM CTOMHOCTH OT TP JieYeHHeTo. PUCKET OT Te3M eeKTH, U3TNexNa € CBBp3aH ¢
NPONBLIDKHTENHOCTTA Ha JledeHueTo. [Tpy mauneHTH B CTapuecka BB3PACT, JiekyBaHH € JIMHE3O0NHA,
MOXE Ia ce Hab o naBa MOBHIIEH PUCK OT AUCKPa3Ks, CIIPAMO MO-MIaAH NalHCHTH.
TpoMGOLUMTONEHH MOXE JIa HACTBIH TI0-4ECTO NPH MALHCHTH C TEHKKA os6peyuHa Heno
He3aBUCHUMO JIAJIK ca Ha Huain3a ik He. [1o Tasy npHyHHa ¢€ MpEnopryBa BHUMATE
MOHHWTOpUpaHe Ha 6pos Ha KPBBHUTE KIIETKH NPH MALMEHTH, KOUTO:

MimaT aHaMHe3a 332 aHeMMs, FPaHyIOLUTONEHUA WIH TPOMOOLIMTONEHMA, TIPHEMAT €
IeKapCTBa, KOUTO MOTAT Aa OHMXKAT HUBATA HA XeMOTIOOHHA, 1a FOTUCHAT Opos H




KJIETKU WK Ja MOBIHAAT HebnaronpusaTHo 6pos WK QYHKLHATA HA TPOMOOIIMTHUTE; HMAT TEXKA
6p0peyHa HEOCTaTEYHOCT; NeKyBat ce noseve ot 10-14 auu. [Ipyn Te3u nauMeHTH NMHE30NHA Tpadea
Jia Ce NPUJiara camo KOraTo € Bb3MOXHO BHUMATETHO MOHUTOPHPAHE Ha CTOHHOCTHUTE HA
xeMornobuHa, Opod Ha KPBBHUTE KJICTKU U TPOMOOLIMTHUTE.

AKO M0 BpeMe Ha IEYEHHETO ¢ IMHE3OJIKHA CE TIOABH CEpHO3HA MUETTOCYNPECHA, TEYEHHETO TpsAOBa a
ce MpPeKpaTH, OCBEH aKQ NPOOBDKABAHETO MY He ¢ aBCONOTHO HATOKUTEIHO, KaTo B TO3H ClTyYaif
TpsAOBa aKTHUBHO Ja C€ NpociiexnBa OpoAT Ha KPEBHHTE KJIETKH M A C€ NPHIIOKAT MOAXOAALIH
CTpPaTeryd 3a OBJIalABAHE Ha CHCTOSHHETO.

B nonwiHeHHE ce Npenopbuba eXKeceIMUYHO MOHHTOPUpaHe HAa KPBBHHTE NOKa3aTeNy (BKIL.
CTOMHOCTHTE Ha xeMornodHHa, TpoMbounTTe, 00IuUa Opoil Ha NEBKOUMTUTE U AHPEPEHLHATHO
OpoeHe) [IpH TTALMEHTH, IPHEMALIH JIMHE30JIMA, He3aBUCUMO OT TbpBOHAYAIHUA Opol KPbBHH
KJIETKH.

[Tpu npoy4BaHHATA, PY KOKUTO JIMHE3OMUR € U3NOJN3BaH OnaroTBOpUTEIHO (KaTo MocaeaHa
’KHBOTOCIACABALLIA BE3MOKHOCT), € HabmoqapaHa MO-BHCOKA YECTOTA Ha CEpHO3Ha aHeMHUA MPH
NallMeHTH, NONyYaBalii THHEIOIHMA NO-ABJIFQ OT MAKCUMANHO MpernopbyBaHaTa NPOABIKHTEIHOCT OT
28 nuy. IpH Te3u NalHeHTH NMO-4eCTO C¢ Hajlara kpbBonpeyusade. B nocTMapkeTHHroBUA nepuoa ce
crobWaBa 3a cnyyad Ha aHeMHA, Hajlaralli KpbBOTIpeNHBaHe, KaTo nopede ciryvau ce Habmogasart
MPpH NALUEHTH, NPHEMATH JTUHE3ONU MOBEYE OT 28 JHH.

B nocTMapKkeTHHIOBHS NepUOJ ce ChoOl1LaBa 3a ciyyan Ha cuacpobnactHa aHemus. B cnyyaure, npu
KOWTO HAYaNoTO Ha peaKLMATa € OHJIO H3BECTHO, MOBEYETO NALMEHTH Ca TPHEMANIN JTHHE30 U], 32
nopeye ot 28 AHHU. [ToBeueTo malKMeHTH ca € BH3CTAHOBUIIY HAIMBJIHO WIK YaCTUYHO Celn
MpeKkpaTaBaHe Ha NpUEMa Ha JIMHE30H, ChC UK Oe3 JieueHNe Ha AHEMHATA.

Lucnponopyus Ha cMbpmHOCMmMa no 8peme Ha KIUHUYHO usnumeane npu nayuenmu ¢ I pam-
ROROICUMENHYU KDBBHU UHDEeKYUU, CaBP3AHYU C NOCMARANE HA KAMembp.

Ha6monasana e NOBHINEHA CMBPTHOCT ITPU NALMEHTH, JICKYBAHH C JIMHE30IHA B KOMOHHALIHA C
BaHKOMHWLIHH/ IHKJIOKCAIIHJIHH/OKCAIIWIIMH B OTBOPEHO MPOYYBAHE NMPH TeXKo OONMHH IallMeHTH ¢
BETPECHIOBH, KATeThp-CBBP3aHM HHpekuuu [78/363 (21,5%) cripamo 58/363 (16,0%)]. OcHoBHuAT
(akTOp, MOBNKABALL CMBPTHOCTTA € H3XOMHOTO ChCTOAHME Ha [ paM-nonoxuTenHara HHQeKIus,
CMBpTHOCTTA € OHa CXOAHA NpH NALMEHTH ¢ HHPEKLIMH, MPHYHHEHH H3LLUI0 OT [ paM-TIONOXHUTETHH
MHKpoopraHmsmMy (koepuLreHT Ha puck 0,96; 95% uureppan Ha nosepue: 0,58-1,59) Ho e Ouna
3HAYUTENHO no-BHcoka (p=0,0162) npu rpynara, NeKyBaHa ¢ JUHE3ONHUA, PN KOATO HMa APYT
narored WIH He € HabMIoJaBaH NaToreH B HaYyanoTo {koeduuMeHT Ha pucK 2,48; 95% uHTepBan Ha
nosepue: 1,38-4,46). Ha¥i-ronemusat qucdbananc ce € HOTYYHI 110 BpeMe Ha JIEHeHHETO ¥ B PAMKHTE Ha
7 OIHM CNex MpeKpaTABaHe MpUeMa Ha NPOY4YBAHOTO NeKapcTBO. [loBeweTo nauueHTH o1 rpynara,
Mojy4aBaja JTHHE3ONH, ca npunodwnu I paM-oTpUUATENHH NATOTEHH MO BpEME HA NMPOYUYBAHCTO U Ca
MOYMHAIH OT [ paM-OTPULIATEIHY NaTOreHH U NoauMukpodbuanuu uudekuuu. CnenosaresHo npy
HH(pEKIIHY Ha KOXaTa U MEKUTE ThKaHH, JHHe30Nu ] Tp4aOBa Aa ¢e rnpuiara caMmo NnpH NaLUEHTH ¢
H3BECTHA WIH BL3MOMXKHA KO-HHPEKLHA ¢ [ paM-OTpHLIATEIHK MHKPOOPraHW3MH, ako HAMa
aNTEPHATHBHH Bb3MOXKHOCTH 3a JieueHue. [Ipn Te3u obcroaTencrea Tpabsa na Ob/e 3aMo4yHaTO

e IHOBPEMEHHO JIeUeHKEe cpelly ['paM-OTpHLIATENHUTE MUKPOOPraHH3MH.

Huapus u korum, C6vP3aKU ¢ Npuem Ha anmubuomuyu
Cro61asaHo e 3a ncesaoMeMOpaHo3eH KOJIMT ¢ NOYTH BCHYKH aHTHOaKTepHalHH CpeaACTBa,
BKJTIOUHTEITHO JIMHEe30aH . Bece nak € BaykHO na ¢ce oO0ChAMW Ta3H JUarHosa INpH NalHeHTH C INapu4,
nocieABana ciej NnpuiaraHe Ha KaKkbBTO H 1a € 0akTepuaneH areHr. B cinydyai Ha MOA03NpaH WIH
IOKa3aH KOJIUT, CBbP3aH ¢ yroTpebara Ha aHTHOMOTHIIM, JICHEHUETO ¢ THHE30HA TpAOBa fa ce CIpe.
TpaOa xa ce npeANpHEMAT NOAXOAALLH MEPKH 33 OBIIAIABAHETO MY,

Iuapus ¥ KOJUT, CBEP3aHHE ¢ NpHEM Ha aHTHOMOTHULIK, BIJIFOYUTETHO NCEBAOMEMOPaHO3€eH KOJIUT U
nuapus, cesp3ana ¢ Clostridium difficile, ce cpobmasar BbB Bpb3ka ¢ yrorpedarta Ha v A B¢
AHTHOHOTMIIM, BKIIOYHUTETHO JIMHE30MH H MOraT JIa BApHPATY OT Jicka AHapus 10 (parg
Cre1oBaTeNHO € BRXXHO a C€ UMa NPeABrI Tald AHarHo3a Npyu nauHeHTH, MPOoIBABAIIK




AHApKA N0 BpeMe Ha WM clleZ] U3NON3BaHeTO Ha IMHe30nua. B cnyyal Ha noJO3pEHNE HIH
NOTBLPAIEHUE 32 AHTHOHOTHYHO-CBbP3aHH AHAPHs WIM KOJIMT, TpAOBa Na ce NPEKpaTH JICUCHHETO C
aHTHOaKTEpHANHH areHTH, BKITFOYUTENHO JIMHE30/IMA ¥ BeAHara Aa Obje npeAnpueTo NoAXoaAlo
neyerue. B To3m cnyuadi ca NpOTHBONOKA3aHK NeKapcTsa, UHXUOUpaIlii NEpHCTATHKATA.

Jlaxmamua ayuodo3a

[1pu ynoTpeba Ha nuHe30nHz ce chofllaBa 3a akTaTHa aunnosa. [laudenTy, pa3sBHBalliH MPU3HALM U
CHMIITOMH Ha MeTabOIUTHA aLMa03a, BKIIOUHTENTHO NPEXOIHO rajeHe U NoBpBllaHe, aOAOMHUHATHA
60NKa, HUCKA CTOMHOCT Ha GHKapOOHATH WM XUIIEPBEHTUNALIAA NPU IPHEM HA NTMHE30MM, TpAlea
BeHara aa 6b1ar rmperiefiaiy oT Jekap. AKO HaCThHITH JIAKTATHA auMA03a, NON3HTE OT NPOAB/DKaBaHe
Ha JICUEHNETO ¢ JIMHEe30H TpA0Ba Aa 6B1aT NpelieHEHH CNPAMO IOTEHIIHATHUTE PUCKOBE.

Mumoxorndpuanua oucyrryus

JIHHe30AuA HHXHOUpa 6eNThYHMA CHHTE3 B MUTOXOHAPUHTE, B pesynrar Ha ToBa HHXHOHpaHe Morar
71a Ce MOTy4aT HeXENAHH PEeaKIMH KaTo TAKTaTHa aUKu03a, aHeMHA W HEBPONATHA (OYHA H
nepudepHa; Te3¥ CHOUTHSA ca I10-4eCTH, KOraTo JIeKapCTBOTO C€ NpHJIara Io-&bIro oT 28 AHH.

Cepomonunoge cuHopom

MMa CITOHTAHHU CHOOLIEHHKS 3a CEPOTOHHUHOB CUHAPOM, CBbP3aH C €IJHOBPEMEHHO IIPUIIaraHe Ha
JIMHE30/THJ € CEPOTOHWHEPTHYHH CPEACTBA, BKITIOYHTENHO aHTHAENPECAHTH KaTO CCNCKTHBHA
UHXUO6UTOpPH Ha 0OpaTHHA 3axBaT Ha ceporoHHHa (SSRI) w onnonau. Ilopanau ToBa €AHOBPEMEHHOTO
MpUIaraHe Ha AMHE3ONUA H CEPOTOHMHEPIHUHH CPEACTBA € NPOTHBOIIOKA3aHO, OCBCH B CITyHaHTE,
KOFaTo € eMHCTBEeHa Bb3MOXKHOCT. B Te3u cayuan nauuenTtuTe Tpadsa na ce Habmoaasar
BHMMATENHO 3a MPH3HALM B CHMNITOMM Ha CEPOTOHMHOB CHHAPOM KaTO KOTHUTHUBHA AUCHYHKLHA,
XUMeprnupeKcus, Xuneppeduekcus 1 3aryda Ha KOOpAHHALMA. AKO CE NOABAT TAKUBA NPH3IHALMU H
CUMIITOMM, JeKapHTe TpsaOBa na o6ChAAT NpeKpaTiBaHe IpHEMa Ha €IMH OT IBaTa UMK Ha JBATa
NPOAYKTA; aKO C€ NPEKPaTH NPHEMbT HA CCPOTOHHHEPTHYHUA MPOAYKT, MOXKE A CE€ MOABAT
CHMIITOMU Ha OTHEMAHE.

ITepugpepra u ouna negponamus

[Tpy NauMeHTH, JTIeKyBaHH C JIHHE30H ] ce crobilana 3a nepudepHa HeBpONaTHs, KAKTO U 3a O4HA
HEBPONATHA H OYEH HEBPUT, NOHAKOra NPOrpecHpally Ja 3aryba na speHnero. Tesu nanHy ca
NOJy4YeHH rIaBHO MPH MALMEHTH, KOUTO Ca MPHEMATH JIHHE30TH 32 MOBEYe OT MAKCHMAITHO
npenopbyaHuTe 28 MHH.

Bcpuky nauuMeHTH TpAOBa Aa 6bOaT ChBEeTBaHHU a ChOOIIABAT 33 CHMITOMM Ha 3pUTETHO YBPEXKAAHE,
KaTo [POMEHH B 3PUTENTHATA OCTPOTA, LIBETHOTO 3PEHHE WIM 3aMBITICHO 3PCHHE WK HAPYIICHHA B

3PUTEHOTO None. B TakuBa ciyuan € Heobxonuma Obp3a OLeHKa U IPH HYXKAA — KOHCYNITalHA C
odTanmonor. AKO HAKOM MauueHTH npueMart JIiunesonun [Nondapma noseye oT MpenopryaHuTe 28
IHH, 3PUTEITHUTE UM QYHKUMH TPAOBA fa Ce MPOCNCAABAT BHHMATENHO.

[Tpy nossa Ha nepudepHa WK OUYHA HEBPONATHA CNEABA A€ C& NPELEHAT NOTCHIWATHHTE PHCKOBE,
Mpeay Mpoab/praBaHe Ha edeHHeTo ¢ Jlunesonua Iondapma.

[pu naLMeHTH, KOUTO NPUEMAT WA HACKOPO Ca MPHEMANK NEKapCTBa Cpelly MUKOOAKTEpHH 3a
neyeHue Ha TYOEpKyJi03a, MOXe [a ChLICCTBYBA MOBHIIIEH PUCK OT MOABA HAa HEBPOIMATHH,

I'vpuoee
CroblIapa ce 3a MoABa HA rhPUYOBE MPH NAIMEHTH, NeKyBaHH ¢ THHe30/1H . [1py moBe4eTo OT Te3H

cnydan ce chobilaBa 3a aHAMHE3a 3a I'bPYOBE MM HATMYKME HAa PHCKOBH (DakTODH 32 N0ABa Ha
rbpYOBE.
[TauneHTHTE TpA6GBa Ja OBLAAT NOCHBETBAHHU Aa MH(HOPMHPAT JieKapd CH, aKo HMAT aHAMHC3a 32

rbpYOBBE.

Moxoamunooxkcudasnu uHxubumopu

BBIPEKH TOBA NIPH JO3H, NIPUITAraHy 3a aHTHOAKTEPHATHO NTeYeHHE, TOH HE OKa3Ba
edekt. JIaHHHTE MO OTHOLICHHE Ha NEKAPCTBEHH B3aHMOLEACTBHA H 0€30TIaCHOCT




MpWiarad Ha NamdeHTy ¢ noasexaro 3abonaBane WM €OHOBpEMEHHA TEPAITHs, KOATO MOXE Ja '
NoAnoXKH Ha puck oT MAO-urxubupaHe ca MHOTO orpaHu4eHH. [10 Ta3y mpHYHHa, MpHIaraHeTo Ha
JIMHE30JIH]] NPH TAKUBA 0OCTOATENICTBA HE Ce MPEnopPbhYBa, OCBEH AKO € BE3MOXXHO BHHMATETHO
MOHHUTOpPHUpaHE Ha MALUEHTHTE,

Vnompeba c xpanu, 6ozamu na mupamun
[ManueHnTHTe TpaOBa Na OBAAT CHBETBAHM Na HE KOHCYMHpAT rONEMH KOJIUYECTBa XpaHH, OoratH Ha
TUPaMHKH.

Cynepungpexyuu

EdekThT Ha JIEUSHHETO © NMHE30NH BLPXY HOpManHaTa (pJiopa He € OLIeHBaH M0 BpeMe Ha
KJIHHHYHH NPOYyYBaHHA.

Vnotpebara Ha aHTHOMOTHLHN MOXE NMOHAKOra Ja 10Bele A0 CBPbXPAa3BHTHE HA HETYBCTBHTEIHA
MUKpoopraHu3iMH. Hanpumep, okono 3% ot nauMeHTHTe, NpUeMallld MpenophYHTETHUTE N03H
JIHHE30JN], Ca MPOABHIIH JICKAPCTBEHO-00YCIOBEHA KAHAKA03a 110 BpeMe Ha KITMHHYHHTE
usnuTBaHUA. HeoOXoauMo € 1a ce npeanpreMar MOAXOMALH MEPKH ITPH NMOSBA HA CYNEpHHGEKIMS
No BPEME Ha JICHCHHETO.

Cneyuannu nonyaayuu
JIunesonup TpabBa Ja ce Npuiara ¢bC CreUaTH0 BHUMAHHE NPU MAlMEHTH ¢ Texka 6p0peuna
HEeJOCTATBYHOCT M CaMO B C/IYYaNuTe, KOraTo O4akBaHaTa 0J13a fIpeBb3X0XAa TEOPETHYHNA PHCK.

[TpunaraHeTo Ha JUHE30UI [TPY NALMEHTH € T€XKKa YEPHOAPOOHA HEAOCTATHYHOCT CE NpenopbLYbBa
CaM0Q, KOT4TO O4YaKBaHaTa NnoJji3a NpeBb3Xoxaa TCOPETHYHHA PUCK.

Knunuunu usnumearus
Be3zonacHOCTTA U eeKTHBHOCTTA Ha TMHE30IH, PIWIAraH 3a nepuoj, No-Iuisr oT 28 IHH, HE ca

YCTAHOBEHHU.

KoHTpoaupaHHuTe KNHHHYHY H3MHTBAHUA He Ca BKIKOYBAIH MMaLMEeHTH ¢ JMabEeTHU JIe3HH Ha
CTBNANOTO, ACKYOUTYC, NICXEMHUYHH JIe3HH, TEXKKH N3rapAHHA WIH ranrpena. ITo Tasu npuyrHa

OIIUTBT OT YHOTP%E!TE Ha JJHHE30JIHA NPH TE3H ChCTOAHHUA € OIPpaHHYCH.

Iomownu ecwyecmesa
Tosa nekapcTBo ceaAbpxka ToBa nekapcTo chbabpka 13,7 g nmoko3a B 300 ml ot npoaykra

(45,7 mg/ml). Topa Tpabea na ce MMa NpeABHI IPM NALMEHTH CBC 3axapeH AuaderT.

Tosa nekapcTso cbabpika 113 mg HaTpuit B 300 mlt oT npoRykTa, eKBUBAICHTHH Ha 5,65% OT
MpenophUUTENHUS MAKCHMANIEH AHEBEH MPUEM Ha HATPHH 3a Bb3pacTeH.
Tosa Tpa0Ba na ce HMa NPEABUA MPHU NMALNEHTH, KOHTO Ca HAa JMETA C KOHTPOJMUPAHE HA HATPHH.

AXO B Pa3TBOPHTENA ¢e ChbABPXKa HaTpuif, To ToM TpabBa 1a ce UMa NpeaBNI NpH NpecMATaHE Ha
06HIOTO CHABPKAHUE HA HATPUHA B rOTOBHA pa3TBOp (BXK. ro-aoiay ,,CbBMECTHMOCTH™).

3a no-noapobHa nHGOpMaHA 33 CbIBPIKAHHETO Ha HaTPHH B pa3TBOPHTEN, OTHECETE CC A0
NPOAYKTOBAaTa HHPOPMALUHKs, MpeaocTaseda OT IPOU3BOAUTENA MY.

B3iaumoaelcTBHA
Monoamunooxcuoasnu unxubumopu
JTuHesonup e oOpaTnM, HeceIeKTHBEH HHXHOUTOP Ha MOHOaMKHOOKcHAa3aTa (MAO-HHXHOHTOD).
Hma MHOrO OrpaHH4YEHH JAHHHM OT MPOYYBAHHA 3a JIEKapCTBEHH B3aUMOICHCTBUS M 3a 06€30I1aCHOCTTa
HA JIMHE30JIUI, KOTaTO & NMpiiara Ha NaluMeHTH ChC ChITBTCTBALLUH JIEKAPCTBA, KOWTO MOTaT Ja '
H10XKaT Ha puck 0T MAO-uHxubupane. [To Tasu npHYHHA, MPHWIATAHETO HA IMHE30JIMA [IPH TAKHBA
00CTOATENICTBA HE CE NIPENOPhYBa, OCBEH aK0 € Bh3IMMKHO CTPUKTHO MOHMTOPHUpaHE Ha I

[Homenyuannu ezaumooeucmaun, 8ooewu 00 NOGUWLABAHE HA KPBBHOMO HANA2AHe.



[Ipyu 3npaBy HOPMOTEH3MBHU NOGPOBONM IMHE3OIH/ NOTCHIIMPA OBHINIABAHETO Ha KPbBHOTO
HaJAraHe, MPeAU3BAKAHO OT NcepaoedhenpHH H PEeHWINPONaHONTAMHH XHAPOXJIOPHA. ITpueMbT Ha
THHE30IMA 3aeAHO ¢ ncesnoedenprH U GeHUWINPONaHONaMHH XHAPOXIOPHUA NPEAUIBHKBA CPEAHO
[IOBMILIABAHE HA CHCTOIIHOTO KPBbBHO HAJIATAHE OT MMOPANBKA Ha 30-40 mmHg, B cpaBHeHHe ¢ 11-

15 mmHg noBHILIEHHE, PH CAMOCTOATENEH NPHEM Ha IHHC3O0JIHA, 14-18 mmHg npu cCaMOCTOATENIEH
rpHeM Ha ncesaoedenpuH U GeHUNNPONAHONaMHH H 8-11 mmHg npv miaue6o. ITonoOHuU
npoyuBaHHA He ¢a 61K NpoBeXAaHy ¢ XMNEPTEHIUBHH NAUMEHTH. [1penopb4MTEIHO € JO3UTE Ha
fleKapeTRa C Ba3ONPECHBHO ASHCTBHE, BKIL. JONAMUHEPTUHHY areHTH, 1a C& THTpUpAT BHUMATEIHO A0
IOCTMIaHe Ha KeNaHHsA pPe3yJITaT, KOoraTo ce npriarar €AHOBPEMEHHO ¢ TMHE30IHA.

[TomenyuanHu cepomoORUHEDSUYHY B3AUMODEUCEUR

[MoTeHUHANHOTO JIEXKaPCTBEHO B3aHMOAEHCTBHE ¢ JeKCTpOMeTopdaH ¢ H3CNEABaHO NPH 3PaBH
no6posonuy. [Tpunarad e JekcTpoMeTopdaH (ABE KO3H MO 20 mg Ha 4 Yaca HHTEpBan) CbC WK 6e3
nunesonun. He ca HabmonaBany epekTH HA CEPOTOHHHOB CHHAPOM (00BpKBaHE, ACTHPUYM,
6e3noxoNCTBO, TPEMOP, 3a4epBABaHE, AHaPOpPe3a, XUNEPIHPEKCHs) IPH H3CIIeBaHe Ha 3ApaBH JIHLA,
TIPHEMAILH JJMHE3O0NH H JEKCTPOMETOPdaH.

[ToCTMApKETHHIOB OMUT: MMa €HO CHOOILIEHHE 32 MALMEHT C edexTH, MOJOOHH HA CCPOTOHHHOB
CUHAPOM, 110 BpeMe Ha IIPMEM Ha JTHHE30NIHA H aexkcTpoMeTopdaH, KOHTO Ca H3ue3HANH ClE CMUpaHe
HA JBETE JEKApPCTBA.

[To BpeMe Ha KIMHU4HATA YoTpeba Ha TUHE30MH ChC CEPOTOHUHCPTMHH CPENCTBA, BKJIKOUMTEHO
aHTHAETIPECAHTH KaToO CENeKTHBHH HHXHOUTOPH Ha 0OpaTHHA 3aXBaT Ha CCPOTOHNHA (SSRI) u
OMMOMIH €2 CHOBLIABAHY CTy4ay HA CEPOTOHHHOB cHHApOM. Tlopanu ToBa eNHOBPEMEHHOTO
NpMAarake Ha JIMHE30IU]l ¥ CEPOTOHWHEPTHYHH CPEACTBA € NPOTHBOINOKA3AHO, OCBEH B C/Iy4auTe,
KO[ATO TOBA € eAMHCTBEHATa Bb3MOXKHOCT KaKTo € OMHCAaHO B CNELHATHH NPEeAyTPEXIACHNA B
Mpena3Hid MepkH 3a ynotpeba.

Ynompeba ¢ xpanu, bozcamu Ha mupamuH

He e HabnioqaBaH ChUIECTBEH NPECOPEH OTTOBOP MPH JIMLA, MPHEMALLHM 33¢/IHO JIMHE30TUA 1 HO-
matko ot 100 mg TupamuH. ToBa npeanonara, 4e € HEOOXOANMO EAUHCTBEHO N1a C& u3bArea
[PUEMAHETO Ha FONEMH KOJIHYECTBA XPAHH H HAMTHTKH € BHCOKO ChABPAAHHC Ha THpaMHH. (Hamnp.
3PANIO CUPEHE, EKCTPAKTH OT APOXKH, HEJECTUIMPAHH aNKOXOJIHH HAMNTKH H dbepMEHTHPATH COCBH
POAYKTH KaTo COEB COC).

Jexapcmaa, memabonusuparyu om yumoxpom P450

Tunesonun He ce Metabomuaupa 3HaunmMo ot P450 (CYP) eH3nMHaTa CHCTEMA M HE HHXNOHpa HUKOA
oT KIMHU4HO3HaukMuTe yoBewnky CYP m3odopmu (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). CxonHo,
THHe30 NI He HHAyIMpa P450 H30eH3UMHUTE NpH MIBX0BE. CIeA0BATENHO HE CE OYAKBAT CYP450-
HHIYLMPAHH JIEKapCTBEHH B3aUMOACHCTBUA C NIMHE30/INA,

Pugpamnuyun

EdexTsT Ha puaMnHLUHH BbpXY (apMaKOKMHETHKATA HA JIHHEIONN] € npoy4deHa npH 16 31paBu
MBKe — NOOPOBONLIM, HA KOMTO € pUnarad NMHE30JIHA 600 mg apa ITbTH AHEBHO 33 2,5 IHH CBbC WK
6e3 pudamMnunH 600 mg BEAHBXK JHEBHO, 32 8 nuu. PudamnuupH noxmwkasa Cmax 1 AUC Ha
nKHe30IKA cpenHo ¢ 21% [90% CI, 135, 27] 1 cbOTBETHO C 32% [90% CI, 27, 37]. MexaHu3MbT Ha
TOBa B3ayMoIeicTBYE U KIMHUYHOTO MY 3HQYCHHUC HE €4 H3IBCCTHH.

Bapgapun

[Tpy BKIIOYBAHE Ha BapdapHH Mo BpeMe Ha PaBHOBECHO CBHCTOAHHME TIPH JICUCHHCE C JIHHE30IHN, €
naGmonapaHo 10% HamanaBaHe Ha cpenHara MakcuManHa INR npy enHOBpeMEHHO IPHEMAHE C 5%
uamaeane Ha AUC INR. UMa HenocTarh4HO JAaHHU [TPH MAIUCHTH, [IPHEMATH BapdapuH U

JTHHE30NH, 32 Ia C€ OLEHH KIIMHHYHATa 3HAYMMOCT, aKO AMa Taxasa.
BpeMeHHOCT, KbpMeHe H (pepTHIHTET

BpeMeHHOCT




HsMa TOCTATHYHO MOAXOASIIM AAHHM 32 U3TON3BAHETO HA JIMHE30AHK ] IpH OpeMEHHH XKEHH.
[TpoyuBanus MpH XKHBOTHH Ca NMOKA3aJIH PEMPONYKTHBHA TOKCHYHOCT. CHLIECTBYBA NOTCHIHATICH
PHCK IIPH XOpa.

KbpMeHe
JauHy NIpH KUBOTHH JABAT OCHOBAHHE 11a Ce CMATA, Ye JIUHE30NU ¥ HEFOBHTE MeTaboNIUTH MOFAT Aa

[PEMMHABAT B MAYHHOTO M/ISKO H CHOTBETHO KbPMEHETO CleiBa Ja ObAe CIIPAHO NPEH H MO BpEME
Ha NpHeMa.

PepTHINATET
Tpu npoyuBaKus Y XHBOTHY JHHE30MK] NPEAU3BUKBA HAMaNABaHe Ha (PepTUIHTETA.
He e y3BecTHO OaNHU Te3W OJAHHH C€ OTHACAT U 38 QEPTWIHTETA IPH XOopa.

EdexTu Bbpxy cnioco6HoCTTa 33 1odHpane H padoTa ¢ MALIHHH

[MauseHTHTE TpAOBA Aa ca NpeaylpeneHH 3a MOTCHIHATHHA PUCK OT BHEHE HA CBAT WJTH NIOABA Ha
CHMIITOMM Ha 3PUTENHO HapylleHHe, JOKATO [PUEMaT JIMHEe30I1 U clnenBa fa ObAaT nocrBeTBakH Aa
He WOoQHPaT U Ja He pabOoTAT C MalLIMHH, aKO C€ MOABY HAKOH OT ONHCAHHTE CHMITTOMM.

IIpenosupane
He e uspecteH cneuudpuvIeH aHTUAOT.

He ca oTOenazBaHu ciyyaH Ha nMpeaos3upaHe. Benpeky ToBa, MHPOPMAIMATA [10-A0IY MOXE Ia Ce
OKaXke NOJNE3Ha.

[MpenopbyBa ce NOAABPHKALIO JIEYEHHE, EAHOBPEMEHHO C NOAABbPMAHE HA TIIOMepYNTHa QWITpaLys.
[Tpubnuzurento 30% oT mo3ara TMHE3ONN CE OTCTPAHABA 3a 3 Haca XEMOAHANIH3a, HO HAMA NaHHH 33
OTCTpaHSBAaHE HA JIUHE30IMA Ypes NepHTOHeallHa AHANK3a K xeMonepdy3us. JipaTta OCHOBHH
MeTaGomuTH HA JIMHE30dHA ChILO C& OTCTPAHABAT N0 U3BECTHA CTEINECH Ype3 XeMOoAHau3a.,

HucTpyxkunH npH ynorpeba H H3XBbpasAHe

Camo 3a eqHokpaTHa ynorpeba. [Iposepere 3a MUKPOTEUOBE Ype3 MPUTUCKAHE HA TOJIHCTHIICHOBHA
cak. AKO OT HEr0 HMa W3THYaHe, He rO W3MO0JI3BaifTe, Thil KaTO CTEPUIHOCTTA MOXKE a Obae
HapylleHa. Pa3TBopsT TpabBa Aa 6bae BU3yalHO NPOBEpeH npeay ymoTpeda v na ce U3non3pa camo
OHCTBLP pa3TBop, 0€3 YaCTHLH.

Crnex npoBepka Ha 3APABHHATA M OTCTPAHABAHE Ha 3ALUUTHOTO (ONTHO, MOJIMETIICHOBHAT CaK TpAOBa
Ia Ce CBBPKE KbM CUCTEMATA NOCPEACTBOM JBYKaHATHA UTIa.

He winon3paiiTe Te3H NOJHETHICHOBH CaKkoBe 3a CepHitHM CBbp3BaHusA. BCAKO HEM3NON3BAHO
KONMMuecTBO TPAOBA Na ce M3XBbpiH. Ja He ce CBBP3BaT HaCTMYHO H3MOI3BAHH CaKOBE.

CBbBMECTHMOCTH
Junezonun [Mondapma pa3TBOp € CbBMECTHM ChC CIEAHHTE PA3TBOPH: 5% TITHOKO3a 32 WHTPABCHO3HA
nHby3msa, 0,9% HaTpueB XJIOPUA 32 HHTPABEHO3HA HHQY3Hs, NakTaTeH Ringer pa3TBop 32 HHKEKLHH.

HecbBMECTHMOCTH

He Tpa6pa na ce BpBexaaT A00aBKH KBM TO3H pa3TBOP. [IpH HEOOXOAUMOCT OT €HOBPEMEHHO
TIpMNAraHe ¢ JIMHE30MHI BCAKO OT CHIBTCTBALINTE JIEKAPCTBA TPAOBa 1a Ob/ie NPHIIAraHo OTIAENHO, B
CBHOTBETCTBHE ChC COOCTBEHHTE My YKa3zaHMs 3a yrorpeda. [1o Chiiua HauvH, ako ¢€ Hajlara
H3TIOJI3BAHETO Ha 061la HHTpaBeHO3HA CHCTEMA 32 MOCIEA0BATEIHM HHPY3HH Ha pasyIiiHH JICKAPCTEA,
cHcTeMaTa TpsabBa Jia ce poOMHe NMPEAH M Crel BEBEXAAHETO HA THHE30NIHI ChC ChBMECTHM
HHQY3HOHEH pa3TBOP.

HUssecTHo e, ue pa3TBopsT Ha JIunesonun [Nondapma e GpuspuecKn HECHBMECTHM CBC CIEJBHICWIAA M) \
BewecTsa: aMmdoTepuuuH B, xnopnpoMasuH XHAPXJIOPHA, AHa3enaM, NCHTAMHUAKH H3CT / : é,

ePUTPOMHLIMH NAKTOOHOHAT, (GEHUTOKH HATPUM H CyN(PaMETOKCa30// TpUMeTONPHM. CF
XHMHUYHO HECHBMECTHM C LEPTPHAKCOH HATPHH.

..



Cpok na rogHocT

[Tpenn otBapane: 30 Mecenia

Crien 0TBapsHE XMMHYHATA ¥ (PH3KMUYHA CTAGUIHOCT MO BpEME Ha ynoTpeba e IeMOHCTpUpaHa 3a 2
yaca npy 25°C. OT MUKpOBMONOryYYHa IVIeiHa To4Ka NPOAYKTHT Tp:AOBa fa Obae H3NON3BaH
HezabaBHO. AKO HE Ce M3MO0J3BA BeJHara, NpoabKUTETHOCTTA H YCJIOBHATA Ha CbXPaHEHUE Ha
OTBOPEHHA MPOAYKT Ca Ha OTTOBOPHOCTTA Ha MOTpeOUTEIA.

CnenHaaHH yC/10BHA Ha ChbXpaHeHHe
To3H NeKapcTBEH NPOAYKT HE H3HCKBA CIIELMANTHY YCIOBUA Ha ChXpaHeHHe. ChXpaHABalTe
NOJIMETIIIEHOBHSA CaK B KAPTOHEHATA KYTHH, 32 13 ro NpeAna3uTe OT CBET/IHHA.

Bcexn HEM3MON3BaH JIEKAPCTBEH TPOAYKT MM OTIIATbYEH MaTepran TpiOBa fa ¢e H3XBBPIIA B
CHhOTBETCTBHE C MECTHUTE H3NCKBAHUA.




