KPATKA XAPAKTEPUCTUKA HA MPOLYKTA
ZYVOXID® 800 mg tablets

1. ThpProBcko HavMeHoOBaHUe Ha JIeKapCcTReHUSA NPORYKT
ZYVOXID®
3UBOKCIA®

2. KonuyecTaeH ¥ KaYecTBeH CLCTaB i,i:?%-'iﬁﬁﬁ- ESCTRO HA 3jPABEONASBAHETO

Besika TabneTka ceabpxa 600 mg linezolid. FpH AR KRS KbB
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3. HexapcTBeHa thopma ]

dunvvpann TabneTku.
Benw, opantm TabneTkv, mapkuparu ¢ “ZYVOXID 600 mg” ot egHata cTpaqa.

4. KNUHWUYHN JAHHU
4.1 lNoKazauna

Zyvoxid@’ € NoKasaH 3a rieYyelne Ha no-pony u3bpoeHuTe MHMEeKLMYN, KOraTo € U3BeCcTHO Uin
ce npepnonara, 4de ca CgmqueHm oT vyBcTBUTESNHKM [pam nosuTuBHn Gakrepun. [pu
onipefensHe gamy Zyvoxid® e noaxogal] 3a fafeHo nedeHne e Heobxodumo ga ce s3emar
npensus pelynratire o7 MukpoBuonoruyHuTe TECTOBE WM AaHHUTE 3a npesanvpaila
PE3UCTEHTHOCT KbM aHTtubakTepuanym aredty cpes 'pam nosutueHuTe Gakrepun.

(Bx. chlyo moyka 5.1 3a nodxadawyume MUKpoopaaHu3mu)

e HosoxomuariHa NnHEeBMOHVSA
e [lHesmonus, npuaoduta s obiecTsoTo
o VYCoMHEHN MHMEKUNI Ha KOXKATS N MEeKUTe ThKaHn

Linezolid criegsa pna ce 3anousa B 6onHMUHG 0DCTaHOBKA 1 CNER KOHCYITTaLUns ChC CLOTBETEH
creLwanvceT.

Moxe oa e nokasaHa koMGUHUpaHa Tepanus, ako € JoKasaH UAx ce Npegnonara CbbTeTBalYy
Fpam oTpuuarened natorex. (Bx. cbuio mouka 5.7)

TpsGRa pa ce uMaT npeaBup oMUManHuTe TPEenopbKM 3a nopxopsAly u3bop Ha
aHTubaKrepuantu cpeacTea.

4.2 Nozupake v Hauuh Ha NPpURoXexHne

Zyvoxid® wHdbysnoHeH pasteop wiM dunMupanu TaBRETKM MoraT A& C& NpUnarat Karo
HauarHha Tepanus.

[MauveHTn, KOUTO ca 3anoYHaNKN NeveHNE ¢ napeHTepanHaTa chopMa, MOraT Aa npeMuHaT Ha

100%.

S

Mpenopsyumenya Gosupoeka u HPOCESIHUMETHOCHT Ha neqeauemo npu ebspacmuu.
s : Tetd
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KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA
ZYVOXID® 600 my tablets

[poAbLImKMTENHOCTTA Ha NEYEHNETO 38BUCK OT MNaToreHa, MACTOTO Ha MHCbEI{LMﬂ Y TexecTTa,
KaKTo 1 OF KNMMAHWMHYA OTrosop Ha natlheHTa.

CriefpaiuyuTe NPENopBKM 32 MPOALIKUTENHOCT Ha nedyeHmeTo ce Oasvpar Ha Tesn
W3MON3BakKM Npy KMHUYHUTE mpoyuBaHns. TIo-KpaTbK PeXuM Ha feYeHnWe BEeposTHO &
NOAXOASLY NPY HAKOW BAAOBE MHMEKLMK, HO He € Bun oLeHEeH Npy KIMHUYHK NPOYYBaHNA.

[o MmoMeHTa MakcumanHaTa NpoALIHUTENHOCT Ha NeveHneTo e 28 puv (BX. 7. 4.4).

He ce npenopruBa yeenuuaBaHe Ha [03aTa UAN NPOABIDKUTENHOCTIZ Ha NEYSHWETO npu
uHbeKUMN cebp3aHN CbC ChNBTCTBALLA BakTepuemusi.

MpenopbynTenyaTa [o3a e efHaksa U npW UHMYSMOHHNA PasTBoOp W Npu Tabrietkure, v e
KaKTo criefsa:

[poobrAUTERHOCT Ha
OBKa
Wnchexuyn Hosup neYeHneTo
HozoxkomuarnHa nHeBMoHus
MiesmoHus, npuaobura g | 600 Mg ABa METY AHEBHO
obLecTe0TO 10 ~ 14 nocrefoBaTESNHM HHN
YenoxHern nHcekunn Ha 600 Mg ABa [TbT! AHEBHO
KOXETa W MEKUTE ThKaHn g

Heua: Vima HegocTaTeyuHo AaHHK 32 GhapmakokuHeTukaTa, De3onacHoCTTa 1 ePekTUBHOCTTA
Ha linezolid npw Aeta w nogpacteawm (< 18 roguuyn), sa ga ce npenopbyua AO3VPOBKE.
Mopagu Toea He ce npenopbuea ynotpebara Ha linezolid Npu Ta3an Bb3pacToBa rpyna Ao
cuBupaHeTo Ha No-MbnHY JaHHU.

ffo-et3pacmuu rayuerimu: He ce Haniara afantupade Ha Josara.

lMayuermu ¢ 6s6peyHa HeGocmanibyHocm: He ce Hanara aganmpatie Ha folara (8x T.
441n52). L
Mauverty ¢ Texka 6b6peyHa HegocTaTkuHoCT (Clr<30 mifmin): He ce Hanara agantupade
Ha posata. [lopaay Hen3secTHOTO KNMMHMYHO 3HaYEHNE Ha BUCoKaTa excroauumst (1o 10 meTu)
Ha fABaTa OCHOBHW Metabonuta Ha linezolid npw naumenty c Texka Ovbpeuna
HefocTaTkuHocT, linezolid TpabBa pAa ce npunara BHUMATENHO nNpy TAX WM CaMo KoraTo
ouaKBaHara Nnorisa Npeeuwasa TEOPETUIHIS PUCK.

Mpu niauvenTn Ha guanusa linezolid Tpabea fa ce npunara crieq npoueaypaTa, T.K. OKomo
30% ot npunoxeHaTta fgosa linezolid ce otcTpaHsea 3a 3 yaca xemoguanuaa. OcHosHUTe
metabonutn Ha linezolid ce oTcTpanssaTr AOC onipefencHa crTeneH 4Ypes XemMopuannsa.
Buripekn ToBa KOHUSHTpauvuTe Ha Tean meTabonuTu ce 3anasBar 3HaYUTENHO_HO-BHUCOKMU
Cries, Ananusa oTKOMKoTo Tesn Habriogasann npy nauMeHTn ¢ Hopmantia Opfgenna:
MAK feka 1o ymepera 6b6peuna HeA0CTaTBUHOCT.




KPATKA XAPAKTEPUCTUKA HA NPOOYKTA
ZYVOXiD® 600 my tablets

MNopagn ToBa linezolid Tpsabea Aa ce usronasa ¢ ocobeHo BHUMEHNE NPU HALVEHTU C Texxa
OubpeuHa He#oCTaTBYHOCT Ha AWanuaa, ¥ CaMo KOTaTO Q4yakBaHaTa Monsa npesuiuasa
TEOPETUYHIS PUCK.

o mMomeHTa HaMa onuT © npunoxerueTo Ha linezolid npu nauveHT Ha NpoAbMKUTENHA
amBynatopHa nepuToHeanHa guanusa (CAPD) wnu antepHaTUBHO sievenne Ha ObbpevHa
HEeAOCTaTEYHOCT (PasnuuHO OT XeMoananusa).

lauyvenmu ¢ YepHodpobrHa Hedocmamityrocm: He ce Haniara agantupaHe Ha Joszarta.
Buripeku ToBa MMa OFpaHKUYEHY KIMHUYHEN GaHHK 1 ce fpenopbyBa linezolid Aa ce wsnonssa
NpY TakMBa NauveHTy CaMo KoraTo ovaKkBaHaTa rosida NpesuiuaBa TEOPSTUYHUA PUCK (BX. T.
44 5.2).

Hayux Ha ApuRoXceHUe

Mpenopbuakara fAosa linezolid ce BLeexAa NepopanHo (Mnu BEHOSHO APU NapeHTepanHuTe
chopmu Ha Zyvoxid®) fBa Mt AHEBHO.

LT Ha BLBENTaHE: NepopanHo NPUoXeHne
dunmupanuTe TabreTky MoraT 4a ce npuemMar ¢ unu 6es xpana.

4.3 lNpoTuBOnOKa3aHna

CepbxuycTBUTENHOCT KbM linezolid nnn KbM HsKOE OT MOMOWHUTE BEIUECTBE.

Linezolid He TpsbBa ga ce M3fonsea Npy NauMeHT, KOUTO B3UMaT JeKapcTea UHXMDUpaLin
MoHoamuHookcuaasuTe A unu B (Bxn. phenelzine, isocarboxazide, selegiline, mocicbemide)
UnK So SBe ceamMuL CIiefl B3vMaHe Ha Taknea Nexapcrsa.

AKO HaAMA BBE3MOXKHOCT 38 CTPUKTHO HabNOAEeHNe 1 KOHTPOM Ha KPbBHOTO Hansraxe, linezolid
He TpsiGiea Aa ce npuiiara Npy NauveHTy B CRIENHUTE KIWHUYHY CHCTOSIHUSE UMW CbC CRISOHUTE
TUNOBE CRITLTCTBALLO feveHue:

— [lauyueHtTd C HEeKoHTpONWMpaHa XUMEPTOHWA, ((DEOXPOMOLIMTOM, KapUWHOUE,
TMpEeoTOKCMKO3a, OuvnonsapHa fenpecusi, LWM30adeKTWBHW pPascTpoicTBa, OCTPU
CBCTOSHNSA Ha 0DbpKBare.

— [laumeHTn, B3VMEWW KOETO W Aa € OT CrefHWTe neKapcrBa: WMHxMbuTopn Ha
06partHOTO 3anaBsHe Ha CEepOoTOHWHA, TPULMISTMYHN aHTULENPEcaHT, CEPOTOHUH 5-
HT; peuentopHy arohncTul (TPUATaHu), NPEK 1 Henpekn CUMNaTUKOMUMETULIV (BKI.
agpeHeprvbuTe OpoHxogunataTopy, fcespoedenprH M hervnnponason-amus),
B330NPECUBHY  areHT (ennHedpuH, HopenuHedpuH), [OMaMUHEPIVYHM areHTn
(BonamuH, RoByTamuH), neTuguH K GycripoH.

LanHute oT onuTuTe € XWMBOTHU npegnonarar, 4e linezolid w Herosute metabonutn
NPEMUHABAT B KbpMaTa, 1 ChLOTBETHO KbPMEHETO CREABa Aa ce Chipe Npesn Aa ce 3ano4He u
ro BpeMe Ha neveHneTo ¢ linezolid (B3 T. 4.6).

4.4 CrieyinanHy npoTUBONOKa3aHUs 1 crneuynantiy npesynpeXneHusn }a,ynotpeﬁa

e y) ,‘3—3{\
Linezolid e obpatum, HeceneximeeH moHoaMmuHookeuaaseH (MAQ) v;;@ﬁvmpp s \fﬁ\
"
{(MAQI). Ho npwn posw, usrioniseanv_3a aHtubaxrepuanta 'reparma, tge npegmasui@avam-

jenpecuseH  edekT.




KPATKA XAPAKTEPUCTUKA HA NMPOAYKTA
ZYVOXID® 600 mg tablets

B3aumopgeiicTeus 1 BesonacHocTTa Ha linezolid npu npunarade nipyu nauvenTt 8 nogobhu
CLCTOAHUA WWUNN Ha CBITBTCTBALLO0 fiedeHre, KOUTO Morat Sa 6baat MsNOoXEHW Ha puck B8
pesysrat Ha MAO unxunbnpae.

Mopagu T0Ba, He ce fiperopkysa ynotpebata Ha linezolid B Te3n crnyyaun, OCBEH aKo He e
BB3MOXHO HanpekecHaTo HabniogeHvie 1 KOHTPoNUpaHe Ha fiekyBahust nauyeHt (BX. 7. 4.3 n
4.5).

MauueHTtuTe Tpsbea fa OBRaT NOCLBETBAHK AA HE KOHCYMMPAET B rofieMi KONMMECTea Xpaxa,
Borata Ha TmpamuH (BX. T. 4.5).

Habriopasauy ca criydan Ha Muesocynpecust (BKN. aHemus, NeBKONeHWs, NaHUUToneHus u
TpomoGouuTONEHKst) Npy nauvedTn npuemam linezolid. B npocnepenute criyyaw, crieq
cnupaHeTo Ha linezolid sacerHatite XeMaTosOrU4HM fApAMETPW ce BbL3CTaHOBABAT [0
HUBaTa ¢y OT nNpeay rievyeHneTo. PUCKBLT OT Tean ehekiy & CBbP3aH ¢ NPOLBIPKUTENHOCTTa
Ha rieyenue. TpomMOOLMTONEHNS MOXKe [a Ce NpPosBM MO-YECTO HpY MaUMEHTU C TeXka
6e6peyHa HepocTaHayHocT, Ges sHauyeHue fanu ce npuiara grnanusa wn He. [lopaau ToBa,
€e npenopbyBa MOCTOSHEH KOHTPOI Ha KPbBHATA KapTUHA APY NaLUeHT KOUTO:

-UMaT Beve ChlUecTBYEBallla aHeMKS, MAaHYHOUMTONEHNS Uni TROMOOUNTONEHNS;

-ca Ha cbMbTCTBalya Tepanust ¢ NAEeKapcTBa, KOWTO MOrar ha HamansiT CTOMHOCTUTE Ha
XemorfiobuHa, Ba Hamanst Opos Ha KPBBHWTE KMETKM WNWM pJa 3acerHar Opost Ha
TpoMBoLUTUTE U TAXHaTa dyHKUMS,

~MMaT TexkKa 6bpedHa HeROCTaTEYHOCT;

-ca Ha Tepanuna noseve ot 10-14 ghn.

Linezolid TpsbBa pa ce npunara OpU TakvMBa MaUMEHTW Camo RpW BL3IMOXHOCT 3a
HanpeKscHaTo crnefieHe Ha xemornobuHa, KpbBHaTa KapTuHa v 6pos Ha TpomGouumuTe.

flpn nosisa Ha 3HauKva MrUerocyrnpechst o Bpeme Ha Tepanus ¢ linezolid, neyerneTo Tpsbea
Aa Obde cnpsHO, OCBEH B Clydaw, KOrato NpOALIDKaBaHETO ce cMeTHe 3a abconwtHo
Heobxogumo. B Tosn chyyall € HeofXoaAMMO WHTEHSWBHO NpocrepsBaHe Ha KpbBHATA
KapTWHa 1 BKMIOYBEHETO Ha MoAXoAALY NOSX0AN 32 NPoBeXaaHe Ha NeYeHNeTo.

MNpenopbyBa ce NbhHaTa KpbBHE KapTuHa (BKITIOYNTENTHO HUBO Ha XemornobuH, TpomBouumTy,
obuy Opoit neskouMTM U JuchepeHimantHo OpocHe Ha neskouMTW) Ba ce npocnensea
execefMUYHO Npi naumeHTr, xouTo npremart linezolid, HesasvoKMO OT USXORHaTa KPLEHA
KapTyHa.

KonTponupahnTe KVHUYHN NPOYYBaHNA HE ca BKIIOYBaNM NaumeHTy ¢ nesiu npi guabetHo
crenano, AeKybuTyc, nni CXeMnYHN [esuu, TEXKA uarapanus wim radrpeHa. Eto sauo,
OfIATHT NIPU NEYEHVE Ha Te3u cbeTosiHNS ¢ linezolid e orpaxuyen.

OcofeHo BHUMAaHue e Heobxogmmo npu ynotpebarta Ha linezolid npu naumeHT © Texxa
Obbpeuna HeJOCTaTEYHOCT, KBAETO CrIEABa fia Ce Npunara camo KOraTo o4yakeaHara rossa
HaAXBLPNA TEOPUTUHHUSA pUcK (BX. T. 4.2 1 5.2).




KPATKA XAPAKTEPUCTUKA HA MPOAYKTA
ZYVOXID® 600 mg tablets

Onar{o3a ga ce BavMa NpesBug Npu NauveHTV ¢ fuapws, nossuna ce chnep fipyemaHe Ha
anmmbakTepuaneH areHT. B cnyuan Ha nogosupaH WAW [OKasaH KONWUT, B CrIeACTBME
npuroXeHue Ha aHTubuoTULY, e NpenopLYUTENHO cnupaneTo Ha linezolid. Heobxognmo e ga
ObOat nNpegnpueTy NOAXOAsALLY TERaneRTHMHA MEPKA.

Edexrnte na TepanusTta ¢ linezolid sppxy HopManHaTa griopa He €2 OLEHABaHN B KITUHUYHN
NpoyyBaHWA.

Ynotpebara Ha aHMOMOTULM mMoHAKOra MOXE H[a [oBefe A0 YBenuueH pactex Ha
HewyscTBMTEnHK opraHusmy. Hanpumep, cpenivo npu 3% OT nauvedHTure , npuemanu
rpenopbynTentute gosu linezolid e Habniogasata npoBoKMpana oT TepanusTa KaHAWao3a no
BpEME Ha KNMHWIHUTE npoydsaxus. Ipy nossa Ha cynepuH@EeKLWs 10 Bpeme Ha TepanuaTa €
HeoBXoAUMOo ga ce MPeAnpUeEMaT ChOTBETHATE MEPKU.

BesonacHoctra v ediekuBHoCTTa Ha linezolid npu npuemaHe noeeye otr 28 gHU He e
yCcTaHoBEeHa,

Linezolid oBpatumo Hamansea depTunuteta U npepwssukea abuopvHa mopdiosionust Ha
CNIEPMATOZONANTE NPY 3PENY MBXKMA NITbXOBE MPU HUBa Ha EKCNOo3uLIMSA MOoYTHU PaBHU Ha Te3y,
KOMTO C& o4akBaT Mpu Xoparta, Bb3MoXuuTe edektn Ha linezolid BLpXy mbiKata nonosa
cucrema He ca ussecthu (BX. T. 5.3).

4.5 flexapcTeeny U Apyry B3auMoReiicTBus

Linezolid e oGpatum, HecenekTMEEeH MOHOaGMWHOOKCUAA3EeH NHXMOUTOR

(MAQI). danHuTe OT Npoy4YBaHUsTa 3a NeKapcTeEeHY B3avmogeiicTemns 1 6e3onacHoCT Ha
linezolid nipu naumeH™ Ha cunbTCTBALLO Neverne ¢ MAO-uHXUBNUTOPU 3acera ca orpaHnyeHHu.
Mopzaaw Tosa, He ce npenopbyBa ynoTpebarta Ha linezolid B To3K cniyyaii, oceeH ako He e
Eb3MOXHO HaNpeKbCHATO HabnogeHne 1 KOHTpONMpaHe Ha nauueHTa (8. 7. 4.3).

[pu 3ppasu HopmoTeHanBHNK fobposonuy linezolid rioTeHumpa NosUILEBaHETO Ha KPBBHOTO
HarnaraHe, Npefu3BUKaHo oT ricesgoethenpuH 1 heHun-NponaHoIaMuH XMAPOXSIopUa.
Fipuemarerto na linezolid 3aefyo ¢ rcesnoetbeapuH Unn GEHUN-NPONAHONAMUH NIPEAU3BUKBA
CPELHO MNOBYLLIABaHE Ha CUCTOMHOTO KPBBHO Harsifade oT nopsiabka Ha 30-40 mm Hg,
cpasHeHo ¢ 11-15 mm Hg Hapacteake npy camocTosTento npuemaxe Ha linezolid, 14-18 mm
Hg nipy camocTosTenHo NpremMaHe Ha ncesgoedieApuH unu dexwn-nponadonamH 1 8-11
mm Hg npu nnaueto. MopobHu npoyysaHns He ¢a NpoBEXEaHY C XUNEPTEHIUBHN NaLMEHTI.
NpernopbunTenHo & Jo3UTe Ha NEKapcTea ¢ Ba30onpecBHO AeficTBMe, BKA. BONaMBHEDINYHNA
areHTW, fia ce TUTPUPAaT BHUMaTENHO A0 NOCTUraHE Ha JKeNnaHus pesyrrar, KoraTo ce
npunarat 3aeaHo ¢ linezolid.

MoTeHUManHoTO fiekapcTBEHO B3aUMOBERCTBIE € flekcTpoMeTopthaH e UscrnensaHo npun
3apasu gobposonuw. [Npunarax e gekcrpometophar (aBe Josy o1 no 20 mg ¢ uHTepsan 4
yaca) cbe uny Hes linezolid. He ca HabmoaasaHy ediekT Ha CEPOTOHWHOB CMHAPOM
(oBbprBane, germpyyM, BeacnokoiicTBO, TPEMOP, UsUepBsiBaHe, guadopesa, XUNepnupPeKcus)
npy U3cregBane Ha 3gpasy nvua, nipuemMawiv linezolid 1 gexcTpomeTopdaH.

He e HabriogaBaH cellecTBeH edhekT BLPXY KPbBHOTO HanaraHe npu SyUEFIpreMay
3aepHo [inezolid u no-manko ot 100 mg TupamuH. ToBa npegrnonara &j%?a—i-l?osﬁxqqm{o
©AVHCTBEHO fia Ce U30ArBa NPUEMaHETO Ha FofienMm KofHecTsa Xpana u Hanpn(m E‘E\ncoko

CLABPXKAHUE Ha TUPaMUH (HanpuMep 3psNo CUPEHe, eKCTPaKTV og'gpoxgq gg;gc;rn 1?1_“%




KPATKA XAPAKTEPUCTWKA HA NMPORYKTA
ZYVOXID® 600 mg tablets

{ inezolid He ce meTabonnupa sHaummo ot uuToxpom P450 (CYP) eHauMHaTa cucTeMa 1 He
WMHXVBUPE HUKOS OT KNNHNYHO 3HauumMmTe Yoeelukn CYP usocopmn (1A2, 2C9, 2C19, 2D6,
2E1,3A4). AsxanoruyHo, linezolid He nHpyumrpa P450 n3oeHsumnTe Apy nitbxose. flopagy
Tasy NpydMHa He ce ouakeat CYP450-ubayumpatn nekapcTeeHn Bsanmoaeiictaus ¢ linezolid.

Mpu Bxnrousane Ha BapdhapyH o Bpeme Ha stady-state npu Tepanus ¢ linezolid e
Habrropgaearo 10% HamanseBaHe Ha cpesHaTa MakcumanHda INR npy egHoBpeMeHHo
npuemade, ¢ 5% HamanssaHe B INR AUC. Vma HepocTaTeYHO BaHHN NPy nadneHTy,
npuemani sapdapuH u linezolid, 3a ga ce oLeHN KNMHWYHETS 3Ha4MMOCT, GKO UMa Takasa.

4.6 BpeMeHHOCT U KbpMeHe

Hsama goctaTsyHo AakHW 33 nanonasBaHeTo Ha linezolid npu GpemeHHn xerHu. Nacnensanna
NpY KUBOTHIK ca NOKa3any PeNpPogyKTMEHa TOKCHYHOCT (BK. T. 5.3). CollectByBa
rioTeHWnarieH pUcK npu xopa.

Linezolid He TpsbBa Aa ce npuema no epeme Ha BpeMeHHOCT, OCBEH aKo M3PUYHO He Ce
Hanara 7.e. camo Korato Bb3MOXHaTA or3a Haasulliasa TeopeTudHUS Puck.

Wzcnepsanns npy XUB0THA [aBaT OCHOBAHME Aa ce cmATa, Ye linezolid v Herosute
METabonNMTY MOTaT Aa NPEMUHaBaT B MafuyMHOTO MIIAKO, Y CROTEETHO KbPMEHETO CriegBa Aa
Obe cnpaHo Npeay 1 no BpeMe Ha NPUEMaHETO.

4.7 Ecbekry Bbpxy cnocobHOCTTa 32 WwodhnpaHe ¥ pabota ¢ ManEn

MauveHTTe TPpROBA fa ca NpefynpefeHn 3a NnoTeHUMantns puck OF BUEHE Ha CBSAT [OKaTO
npuemar linezolid 1 cnepea Aa 6v4aT NOCLEBETBaHM Aa He LiohupaT 1 fa He paboTaT ©
MaLUHK, Ko CE NOABK 3aMasiHOCT.

4.8 Hexenany nekapcTBeHU peakuyn

lMpenoctasenara uHdopMaLvs ce Basupa Ha AaHHUTE OT KFAMHUYHKU NPOYYBaHus, NPOBeRAEHN
¢ noseve o1 2000 Bb3pacTHY NalMeHTH, KOUTO Ca NpuemManit NpenopeYnTeEnHUTE So3K
linezolid 3a nepuog go 28 pgHu.

MpubnusnTendo 22% oT RAUMEHTIATE Ca UMATNI HEXESaHI peakuvK; Hall-4ecTo
HabriiopaeanuTe ca Gunu rriasobonue (2.1%), auapun (4.2%), ragene (3.3%) v kaspuauasa
(B yacTHocT opanHa [0.8%)] v sarunanta [1.1%] kanpuarasa, ex Tabnuuara no-goiy).

Hait-uecTo crobliaBaHn CBbp3aHN HEXenaHy NekapcTBEeHU peakuMn OBENN A0 cripaHe Ha
TepanusaTa ca rmasobonue, avapus, rageHe u nospbiyare. Okornio 3% oT NaumeTvTe ca
NPEeKpaTuiiv NeYeHUETO NOPaay NMoABa Ha CBLP3aHN HEXENaHN SIEKapCTEEHY peaKLni,

Hexenann nekapcTeenn peakumn ¢ yectora > 0.1%

ObLuwm

Yecmu: masobonue; kaHau[uasa (B 4acTHOCT opanHa u BarmHanya -
Kapauanasa) unu rebudHr nhdekumn. R

Hevecrmu:  flokanmsupaxa Wi resepanvisupata abgomuHarda Gonxa'~Tp‘bnm -

gu-e.




KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA
ZYVOXID® 600 mg tablsts

ymopa; Tpecka; 6osika Ha MACTOTO Ha NHXEKTUPaHE;
cbnebut/TpombocnebuT; siokanusmpana Goska.

HapyweHus B kpbBTa W NUMpHaTa cucTema
Hevecmu (MecTtota crniopes, nekysatna nexkap):
Eosnnodunus, NEBKONEHNS, HEYTPONEHNS, TpomMOoLMTORERH .

HapyiueHus Ha meTabonusma 1 XpaHeHeTo

Hecmu: OTKMOHEHWSA B YepHOAPOBHUTE NoKasaTtenu.

HepsHata cuctema
Hewecmu: 3amasnocT, xvnoectesus, 6e3ctHve, NapecTesns.

Cetusa
Hecmur: FlpomeHy BBB BKYCa (MeTaneH BKYC).
Hewecrnu:  3ambriieHo BWKAAHE, TUHUTYC.

CrpaeyHo-cepoBa cucTemMa
Hevecmu:  [MosulleHO KPLBHO HansAraHe.

lacTpo-uHTECTUHANEH TPaKT
Yecmu: HAuvapus, ragene, nospblliaHe.

Hewyecrnu:  3anek; cyxoTa B ycTaTta; QUCTIENCUS; FaCcTPUT; INOCUT, XKEXKAA; pPefkn
M3NpakHEHWR; NaHKPEaTUT, CTOMaTUT; NnobernsBaHe Ha e3UKa unu
HapyluasaHe Ha dyHKuunTe.

Koxa
Hevecmu: [OepmatuTt, NOBULLEHO NMOTEHE, NPYPUTYC, 0OPKB, YPTUKAPWS.

YporeRnTantiu HapyLieHus
Heuecmu;  BynsosarvHanHu npobremu, nomvypus, BarHuT.

OTinoHeHns B nabopatopHiTe NokasaTenn (CbrnNacHo geduHLMATE, NPUNoXEHN
Npes3 KNHUYHN NPOYMBaHNS) nosiesBaly ce ¢ yectora >0.1%.

XUMUYRN

Yecmu: Yeenuuexu AST, ALT, LDH, ankanHa docdarasa, ypes 8 cepyma,
KpeaTuiH KMHasa, nunasa, amunasa, rmiokosa (He Ha rmagHo).

MoHwxkasaHe Ha 00LUKA NPOTEWH, anbymuHa, HaTpus Wi Kanums.
Yeennyerune 1 nOHMKEHUE Ha Kanua wim GukapboxaTta.
Hevecmu: Yeenudex obLl BunupybuH, KpeaTuHUH, HATPWIA NI KanLwiA.

MonmxkasaHe Ha rAoKosaTa (He Ha MmajHo).

ATy
YBenuyeH unu HamarneH Xnop. /:‘?“;\;}\a
'. ~F o1 ; N
XeMaTonorHHn /,/ / * R
Yecmu: _YeenuyaBaHe Ha HeYTPOUANTE UNY €03UHODIIUTE: ( )

HonwkeHve Ha xemornobuHa, XxemarTokpuTa unm 6pq§r
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HaepuTpouuTUTE. YBENNYEHWEe U NOHMWKeHe Ha Bpost Ha
TPOMOOLMTUATE MITW SIEBKOLIMTUTE.

Hewvecmu: Yeenudenue Bpos Ha peTukyrounmre.
Toumenne Ha HeyTpodmnnTe.

Yecmu: Hevecmu:
> 1100 <110 > 1% u < 10% > 11000 <1100 umm > 0.1% u < 1%

CnepHute HexenaHy peakumu keM linezolid ca otOenssany kaTo cephosHy B eOUHUYHN
cnyvau: rokanusvpaHa abgomyHanHa Bosika, PexoaH UCXEMUYHK aTaKku, XMRepTOHNS,
naHkpeatuT 1 6b6peuna HagoCTaTbYHOCT.

Kato cBbp3aH ¢ NekapcTBoTO € 0ThenssaH egmnH cny4yaii Ha apuimust (Taxukapavsi) no speme
Ha KnuHMYHU npoydsanus. MNpunagbk e Habmopaead npu 10 naumMeHTa KaTo HATO eQUH OT TAX
He e KiacuduLMpaH KaTo CBbP3aH C NMEKapCTBOTO.

lNMoctmapkeTuHros onuT. Mima oThesisaatn cnydan Ha aHeMusi, JIEBKOMEHWS, HEYTpOmneHus,
TpomOouuToneknst U naduuTonedus.(ex. T. 4.4). Heeponatus {nepudiepHa, Ha 3puTenHus
HepB) psagko ce orbenassa nNpy NauneHT!, HekysaHu c linezolid. Teswn nabrogeHnsa rasexHo ca
oTOEna3aHN NPy NaUWEHTH, KOWTO €2 MEKYBaHU B NPOfbIvKEHWE Ha No-AbIikl MEpuoj oT
MaKCUMariHo npenopbyatis 28 gHeseH.

4.8 fipenosupake
He e usBecteH cnenudivieH aHTMaOT.

He ca o10enssanu cryqan Ha npeposupade. Brnpeky Toea, uHhopMaLusaTa no-gorny Moxe
Ha ce oKaxe nonesHa.

(ipenopbyuBa ce NoafAbPKallo eveHe efHOBPEMEHHO C MOAIBKaHE Ha ITIOMepynHa
dunTpauys. MNpubnvsutento 30% ot posara linezolid ce otcTpHsaBana 3a 3 yaca
Xemoamannsa, Ho HAMa AaHHW 38 OTCTpaHnaBane Ha linezolid ypes neputoreanHa grannsa
nnu Xemonepdysus. [isata ocHoeHU MeToboniTa Ha linezolid cuL{o ce oTcTpaHABaTt go
W3BecTHa CTENeH YPes XeMoJnanuaa.

CuMnToMuTe Ha OTPaBSAHE MPY MITbX0BE CRER Npunarade Ha fgo3a ot 3000 ma/kg/nex
linezolid ca HamarneHna aKiMBHOCT W aTaKcus, AOKaTo Npy Ky4eTa, Tpetupany ¢ posa 2000
mgfkg/ges ce Habngasa NoBpbLLEHE U TPEMOP.

5. QapmaKonormukn Aaiin

5.1 @apmakoauHaMnUuny CBOACTEA

dapmakoTepanesTUHHa rpyna: AHTnbakTepuantn CpeacTBa 3a CUCTEMHO NPUFIoXeHne.
ATCkog: JO1 XX 08

O6iuu cegiicTBa
Linezolid e cunTeTuueH aHTubakTepuaneH areHT, KoiTo npwna,qnegm m;m HOB Knao e w .
aHTUMMKPOBHY cpeaRcTBa — oKCasonauHoHK. Tol uMa NH-BUTPO; a}cma:—xoc-r Cl’IpFlMO ﬂepoﬁnw
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[pam nonoxwmTenHu Gakrepun, Hakou Ipam oTpuLaTenHy 6akrepun 1 aHaepobHn
MUKpoopraHuamy. Linezolid cenektueHo uhxubupa DakrepuasniHng NPOTEUHOB CUHTES Ypes
YHUKErNEH MeXaHn3tM Ha JefcTBue.

A vMeHHO, TOM ce CBbP3Ba C onpeerneHo MacTo B Gakrepuantarta pubosoma (238 Ha 508
cyBeguHnLiaTa) 1 BLINpensTcTea obpasysaHeTo Ha dyHKUMoHaneH 70S nHuumaTopeH
KOMITTIEKC, KOMTO € OCHOBEH KOMNOHEHT B NPoLIeca Ha TpaHciauvis.

In vitro nocranTnBUoTUUHKA edekT (MAE) Ha linezolid 3a Sfaphylococcus aureus e
ripuBnusntento 2 yaca. [py JXUBOTMHCKY MOAENN & onpenesieH in vivo noctaHTubnoTuuen
etbekT 3.6 1 3.9 yaca pecnekTuBHO 3a Siaphylococcus aureus v Streptococcus pneumoniae.
T'pu uscnepsanvs C KUBOTHN KIOUOBUSAT hapMakognHaMuieH NapameTep 3a ehiKacHoCT e
Burno spemMeTo, 32 KOETO NAESMEHOTO HMBO Ha linezolid Haasuiuasa MUHMAaNHETa
nHxubupaiya korueHTpauus (MUK) sa nedexumostn natoret.

paHuyHy cTolHOCTY
4+ ObukHoBeHO rpaHuuHata croftocT Ha MUK 32 onpefensHe Ha YyBCTBUTENNHUTE KbM
linezolid opratmanmu e < 2 mg/l.

#+ Vima HepocTaThyHO OaHHy 328 ha ce TRLPAW, Ye CTathOoKOKOBUTE ¥ EHTEPOKOKOBUTE
wamose, 3a kouto MUK wa linezolid e 4 mgfi, Morat yenewuso fa Obaart Tpetnpaku.

+ Bcuuku opranvamu, 3a kouvo MUK Ha linezolid e > 8 mo/l (1.e > 4 mg/l) linezolid criegea fa
6b[ar pasrnexaaHn Kato pesMCTeHTHA.

YyscTBUTESNHOCT

YecToTata Ha pe3ucTEHTHOCT MOXE Jia Bapupa B pasnvuxy reorpaccky pakoHn 1 BLB
BPEMETO 3a GTZEnH LLaMoBe 1 e XenaTesiHo Aa ce B3eMaT NPeaBug SIOKanHy AgaHH! 3a
PE3UCTEHTHOCT, 0COGEHC NpY NeYeHre Ha Texxm uHpekUuK. TYK ca npeficTaBeHn camo
MOKDOOPTaHU3MUTE CBHP3aHN C NOCOMEHNTE KITUHUYHY MOKa3aHuA.

Kateropys

UyBCTBUTENHKX OPraHn3amMmn

pam rionoxuTenHn acpobu:
nterococcus faecalis
Enterococcus faecium™
Staphylococcus aureus™
Coagulase negative staphylococci
Streptococcus agalactiae™
Strepfococcus pneumoniae™
Streptococcus pyogenes™

Group C streptococci

Group G streptococci

I'pam nonoxuTenHy ataspobn:
Clostridiurn perfringens

Pepiostreptococcus anaerobius » .
Peptostreplococcus species T

o kit v = - - - ha =
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Kareropus

Pe3ancTeHTHY oDratnamMm

Haemophilus influenzae
Moraxella catarrhalis
Neisseria species
Enterobacteriaceae
Pseudomonas species

*KnvsnuHaTa ediMKacTHOCT € [EMOHCTPMPAHA 33 YYBCTEUTENHN W30MATY Nipi 0GCBPEHUTE KIUHUHHI NOK3IaHWS.

Bonpexy, ve linezolid nokasea nasecTHa in viiro aktusHocT cnpamo Legionella, Chlamydia
pneumoniae w Mycoplasma pneurnoniae, UMa Hef0CTaTE4HO AaHHN 33 [ia ce fokaxe
KNWHWYHA edKacHOCT.

PesucreHTHOCT

Kpbcmocarna pe3ucmermroc

MexaHnama Ha geiicteue Ha linezolid ce paznvuaBa oT TOsSW Ha APYIMTE KNacoBe
anTubuoTnuw. In vitro n3cnegBaHnaTa C KNMHWYHKA n3onatit (BKN. METULIMIVH - PE3UCTEHTHN
CTadUnOKoKK, BAHKOMULWH - PESUCTEHTHU EHTEPOKOKM, MEHNUNIINH— 1 EPUTPOMULIH—
PEe3UCTEHTHW CTPENTOKOKY) nokaseart, ye linezolid obuKHOBEHO € akTUBEH Cpellly opraHizmy,
KOUTO Ca pe3cTeHTHV KbM e4MH UV NoBeYe oT APYTvTe Krnacose aHTUMUKPoDHN areHTu.

Hecmoma na mymaHmHa pe3ucmeHmHoCT

UectoTata Ha MyTaHTHa PE3NCTEHTHOCT KbM linezolid ce npossaBa in vitro ¢ yectota o1 1 X
10 fio 1 x 10™! 1 e cBBpP3aHa ¢ ToukoBY MyTaLmm B 23S Ha pPHK. Linezolid —pesucrenThu
OpFraHn3MKM ca K3oNKUPaHW Mpy LLIECT OT nauueHTuTe, nHdektupanm ¢ E. faecium (Yetupn
nayueHTa ca npuemanu no 200 mg Ha 12 yaca u geama ca npuemany no 600 mg Ha 12 yaca)
B KNMHUYHWTE NPOoYYBaHWS 1 NPU OCEM OT fiauveHTuTe ¢ E. faecium v npy €auH nauueHT c E.
faecalis, NnexyBaHu N0 Nporpama ¢ pasinpeH gocTbin. Bouuky naumeHT ca umany npoTesky
WMIMIaHTH, KOUTo He ca Bunin oTcTpaHeny uik abliecy, KoUTo He ca Bunn gpeHupaHn.

5.2. ®apMakoKMHETHYHY CBOUCTBA

Zyvoxid cribpia rnasHo (s)- linezolid, kofito e GuornioruyHo akTueeH 1 ce metabonuanpa 2o
HEaKTUBHWN JepuBaTy.

Abcopbyus
Linezolid ce pesoptupa 6bLp3o u HanbnHo cineg nepoparneHd npuem. MakcumanHata nnasmeHa
KOHLEHTPaUms ce AocTura Ao 2 Yaca cnep npnemaHeTto.

ABcornoTHaTa nepoparta BuoHanuuHocT Ha linezolid (cneg nepoparnHo Wik MHTPEBEHOSHO
NpUNOXEHNE NpY KPLCTOCaHO NpoyysaHe) e munHa (npubrinautenHo 100%).

Pe3opbuvsTta He ce Bnvsie YyBCTBUTENHO OT APUEM Ha XpaHa.

Inasmenute Cmax v Cmin Ha linezolid (cpegHa n [SD]) npu steady-state cnep nHrpaseHosHo
npunarade Ha 600 mg ABa MLTW AHEBHO ca oripefeneHt pecnekTueHo Ha 15.1 [2.5] mg/l n
3.68 [2.68] mgfi.
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B Apyro uscnegsaHe crief nepoparnHo npuemaxe Ha 600 mg ABa MbTW AHEBHO A0 steady-
state, Cmax n Cmin ca onpegenehy pecniextueHo Ha 21.2 [5.8] mg/l u 6.15 [2.94] mgfl.
Steady-state e gocturdaTo go BTOpKSA SeH Ha NPUEMaHETO.

Fasnipedenerue

ObembT Ha pasnpepneneHue rnpy steady-state e oxono 40-50 nuTpa Npu 3ApaBy BL3pacTHi
uHanBnaM 1 ce npubmnxkasa 1o obema Ha oOLI0TO BOAHO ChABPKAHUE B Opratnama.
CBBbp3BaHETO ¢ [Na3MeHnTE NpoTenHN e okono 31% 1 He 32BKCK OT KOHLEHTPaUusTa.

KoHueHTpawuvuTe cneg MHoroKpateH npueM Ha linezolid ca onpegensyn B pasnnuHy TEYHOCTH
B3&TY OT onpegeneH Opoil nHAYBMaY Npy Bo6poBonHK ApoyqBaHns. CHLOTHOWEHWUETO Ha
linezolid B cnioHkaTa W NoTTa KM r1asmaTa e ceoteeTHo 1.2:1.0 1 0.556:1.0. CroTHotusHKEeTO
3a NoxpuBaAaTa SNUTelTa TeMHOCT U anBeonapHnTe KNneTku B Benute gpobose € CLoTBETHO
4.5:1.0 v 0.15:1, usmepeHo npu steady-state Cmax .

B orpanuyeno npoydsaHe npy NaUMeHTV © BEHTPUKYNZPHO — NEPUTOHEaNHN LWBHTOBE 1
HEBL3NaNeHn MEHVHIM, CLOTHOLLeHMEeTO Ha linezolid B rpb0OHavYHO-MO3EUHATa TEYHOCT KbM
nriasmara npyu Cmax e 0.7:1.0 crien mMHorokpaTteH npwem Ha linezolid.

Memabonusom

Linezolid ce metaGonuaupa oCHOBHO 4pe3s OKUCNeHNe Ha MOPPOSTMHOBIS NPBCTEH, KOETO
BOZM IMiaBHO A0 obpa3yBaHe Ha ABa HeaKTUBHU fiepuBaTta Ha KapbokcunosaTa KucenuHa ¢
OTBOPEH NPBLCTEH: aMUHO-ETOKCUALIETUIOBA KicenuHa meTabormt (PNU-142300) n
XULPOKCUETUN-FIMLIMH MeTabonut (PNU-142586). Xugpokenetan-ranuun metabonnt (PNU-
142586) e goMuHMpaw MeTaBornuT NPU YoBeka U ce cmsTa, Ye ce obpasysa upes HeeHsumeH
npoLec. AMUHO-eTOKCUaLleTUNoBaTa kucerninia (PNU-142300) e B Ro-Marnko KOnu4ecTsEo.
Onvicany ca ¥ gpyri no-manku, HeakTueHN METabonnTu.

Enumunupare

Tpu nauveHTV ¢ HopManHa 6BOpeyHa yHKUKA MK feka Ao ymepeHa 6uopeuna
HepocTathaHocT, linezolid ce ekckpeTupa rmasHo npu steady-state upes ypuHata kato PNU-
142 586 (40%), HenpometeHo nexkapceTso (30%) n PNU-142 300 (10%). Mpaxmyecky He ce
OTKpVBa HerpomeHe linezolid B usnpaxHeHusaTa, aokato okono 6% u 3% oT BcAka go3a ce
OTKPUBAT CLOTBETHO Kato PNU-142 586 1 PNU-142 300. BuoforuuHUsIT Nony-X4uBoT Ha
enMMuHMpaHe Ha linezolid e cpegHo 5-7 vyaca.

Hebb0peuHnaT knpsHC BL3nv2a Ha npubnusutendo 65% ot obwms knupsHe Ha linezolid.
Habmiopasa ce Manka creneH Ha He-NMWHENHOCT B KNUpBHCa Npy yBenuyasaHe Ha f4o3uTe Ha
linezolid. ToBa usrnexga ce AbMKW Ha [O-HUCEK 6BOpeyeH u HebLOBpeyeH KNUPBLHC RpU No-
BUCOKU KOHLIeHTpaLuy Ha linezolid. Benpeku ToBa, paanukaTa B KNMPbBHCA € Marika 1 He
pednekTipa BbPXY AeHCTBUTENHIA BronarmyeH Nony->kUBoT Ha enuMuHupaHe.

CrieyugbudHu 2pyniu nayueRmu

FatmenTy ¢ 6:0peyHa HEAOCTaTLYHOCT
Cnen enHokpaTtHn Aosu ot 600 mg uma 7-8 kpatHo yeenuuasaHe B eKcrosvLMaATa Ha peara

OCHOBHW MeTabonuTta Ha linezolid B niilazmMata npy NauMeHTy C TexKa ﬁ'bﬁpeqﬁa
HEAOCTaTBEYHOCT (T.€ KPEaTUHNHOB KMWbpbHC fiog, 30 mi/min). anpe Fb{
Habntogasa yBenuetne Ha AUC Ha HenpoMmeHeHoTo nexapcTeo. B ?

OTCTpaHsIBaHe Ha OCHOBHUTE MeTabonutu Ha linezolid ypes xemog,
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Ha meTabonuTuTe cnen egHOKpaTHa gosa ot 600 mg ce 3anasBar SHa4UUTENHO NO-BUCOKN
crieg guanvsa B cpaBHeHue ¢ Tesu, Habriogasanu npu nauvieHT ¢ HopmariHa OubpeuHa
chyHKUMSA Unn © fieka 40 ymepeHa DbOpeysa HEROCTaTeYHOCT.

Mpu 24 naumenTta ¢ Texka 6b0peuHa HegocTaTLUHOCT, 21 OT KOMTO Ha pefoBHa
XeMoAuanuaa, NMKoBKUTE NiasMeHy KOHLeHTpauwvn Ha geara rnasku metabonura cnep
HSIKONKO JHEBRO NipuemaHe ca okono 10 neTv Ao-BUCOKY OT Tean , HabroAasakn npy
nauveHTy ¢ HopmarnHa ovpbpeyHa dyHkuus. TvkosrTe AnasmeHy HuBa Ha linezolid He ca
3acerH{am.

Knuauyxara 3HauumocT Ha Tesw HabroaeHns He e yCTaHoBeHa, Thi KaTO NCHACTosILEM Cca
Hanuue camo orpaHuyeHn fanhy 3a 6e3onacHocT (BX. T. 4.2 n 4.4).

[MaLweHTu ¢ YepHoppobHa HEegoCTaTEYHOCT
OrpanndeH Habop oT AaHHK coun, ue thapMmakokuHeTukaTa Ha linezolid, PNU-142 300 » PNU-

142 586 He ce ripomeHsi NPYU NALMEHTY € rexa [0 yMepeHa yepHoApobHa HeoCTaThuHOCT
(t.e. Child-Pugh class A or B). @apmakoknHetukata Ha linezolid npu nauvelm ¢ Texka
yepHogpobHa HepocTaTedHocT (T.€. Child-Pugh class C) He e oueHsBaHa. Bbnpeky T0Ba, He
€€ o4YaKBa HapyLUeHIsiTa B YepHoapobHaTa dyHKUUSA Aa NOBANaAT 3HaYuTenHo metabonusva
Ha linezolid, T4 KaTo Tolt ce meTabonnaupa Ypes HeeH3uMeH npolec (BX. T. 4.2 n 4.4).

Heua n noppacreaium (< 18 roautn}

BesonacHa v edpekiviBHa Jo31poBKa 3a Jeta k1 nogpacteawy ((< 18 roauHn) sce oe He e
onpefenena. Cnep egHOKPaTEH 1 MHOMOKPATEH npueM npy feula u nogpacreaiim (3 mecelia
A0 17 roauHn), kNMPbHCET Ha linezolid (Gasupax Ha KUAOIPaM TENECHO TErno) e no-BlcoK NpY
NegUaTPUYHKTE NaLUEeHTY, OTKOMKOTO FPW BL3PacTHN, HO HaManssa ¢ yBenyuasaHe Ha
Bb3pactTa. [punaradeto Ha 10 mygfkg ABa AbTH SHEBHO MpK Aelia Ha MoHe S-rofnHa
Bb3pPacT Moxassa ekcrnosiuma nogobHa Ha Tasw, KosTo ce noctura ¢ 600 mg gea msTu fHEBHO
fpY Bb3pacTHU. BLApeKn ToBa, HaMa AaHHW, KOWTO Aa NOTELPAAT eduKacHocTTa Ha Tasu
£03a npu geua.

MMauvenTu B HanpegHana BL3pact
dapmaKoknHETVKaTa Ha linezolid He ce npoMmetst 3BHaUUTENHO MPY BE3PacTH NaLUveHT Ty Ha 65

roganlhey K noese4ye,

2KeHu

KeHuTe mat mMasiko no-mMarek obem Ha pasnpegeneHie 0T MBXETE U CPETHUAT KITMPBHC Ce
Hamanssa ¢ okono 20% npu Kopurupaxe CNpsMO TeriecHaTa Maca.

TnasmeHuTe KOHLUEHTPaLMN Cca MO-BUCOKY NPY KEHUTE 1 TOBA MOXE YacTU4HO [a ce oThAane
Ha pasnuKkuTe B TENECHOTO Terro. Tbit KaTo CPegHNST HONy¥UBOT Ha linezolid He ce
pasnuyasa sHa4yUTENHO NPy XKeHN 1 MBbKe, HE Ce OHaKea NnasMeHnTe KOHLIGHTpaLmn npn
KeHUTe fa ce NoBULIAT 3HaUMMO 1 fa HagXBLprisaT Teé3u ¢ AoKasaHa NoHOCUMOCT, U
CREef0BaTENHo He e HeoOXoAVMO ajanTupaHe Ha RosaTa.

5.3 lNpeaknveyyka AaHuM 3a De30nacHocT

Linezolid namansea depTunuTeTa 1 penpoayKTuBHaTa CrocoBHOCT MPY MBXKY, IITEX0BE npit
HUBA Ha eKcrnosnuns NpubNUsUTENHO paBHy Ha TE3W, OYaKBaHN Apy xoparaaﬁﬁv?‘nnnoso
3peni XUBoTHN Teau edekiv ca obpartumu. Burpeky Tosa npy Magix q@:somu,ﬂpempaﬁm v
linezolid npes noyTy LERWST NEpUoA Ha NONOBO CL3pABaHE, TE3U eq:exm Heca maq_,eab{iag'{w.

-.41.
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Otbenssanu ca abHopmHa Mopchonorist Ha CNEpMaTOo30UAUTE B TECTUCA Ha 3PENN MBXKW
MTEX0BE Y XUNepTPOthys Y XMNepnnasusa Ha enuTerHi KNeTky B HagcemeHHuka. Linezolid
BEPOSTHO NOBNKSABA ChL3PRBAHETO Ha criepmarosouauTe Nnpu nsTbxoeeTe. [obassHeto Ha
TecTocTepoH He Noenussa linezolid-meanuparute ehekTn Bepxy gepTuiimTera.
XunepTpodus Ha HaACEeMEHHMKa He € Habniofiasana npy KyueTa, TPETUPaH B NPOSBIDKEHNE
Ha enunH Mecell. BrApeky ToBa NpoOMeHUTE B TEMMOTO Ha NpocTaTtara, TECTUCUTE N
HagcemMeHHYKa ca bunk slaumn.

WacnepsauuaTa 3a penpogyKinsHa TOKCUYHOCT Py MUKW 1 ATbX0BE He Basat
[OKa3aTerncTsa 3a TepatoreHeH eekT NpKt HYBa Ha ERCII03ULNS ChOTBETHO 4 MbTY MO-BUCOKN
UK paBHU Ha TE3lW, OYaKBaHY NPy YOBEK.

Culumte KoHUueHTpaLnuy linezolid ca nokasany TOKCMYHOCT BbpXY MallkaTra Mpy MULLIKY, KOSTO
ce CBLp3ea ¢ noBuLieHa emBpuoHantHa cMbPTHOCT, BKNGUMTenHo 3aryba Ha UsinoTo
flIOKOneHKe, HaMansiBaHe Ha TenecHara Maca Ha NAoAa U U30CTpAHE Ha HopManHaTa
reHeTuUHa NMPERNCO3NLYS KbM CTEPHANHN NPOMEHM B IOKONIEHNETO Ha mMuLukuTe. Mpn
TbX0Be ce oToensAsea cnaba TOKCUYHOCT Npy MaiKkaTta ripy eKCrosuLy No-HWCKKA oT
OMaKBaHUTE KNUHNYHEN EKCro3nNLMn.

3abeninzsa ce neka deTanHa TOKCWYHOCT, u3paseHa KaTo HamareHo TEro Ha finoaa,
NOHWKeHa ocudmKaLvs Ha rpeaHaTa KOCT, HamarieHa BEPOATHOCT 38 OLENnaBaHe Ha MankuTe
¥ FeKo 3akbCcHeHVEe B cb3paBaHeTo. fpy yudTocsaHe, ChluuTe Te3n Marnky nokaspat
oBpatiamo [1030-3aBUCUMO YBENUYEHNE Ha Npe-UMINadTalmMoHHaTa 3aryba CbC ChOTBETHO
HamansBaHe Ha dhepTunMTeTa.

Linezolid u HerosuTe MeTabONUTK CE EKCKPETUPAT B MIISIKOTO Ha KbPMELLUM MTbX0oBE U
HabriogasannTe KOHLEHTPaLMK ca Bunv No-ByCoKK OT Tesk B MaliunHara nnasma.

Linezolid npegussukea obpatuma muenocynpecns npu NbEX0BE U KydeTa.

MpeaxnnHuuHuTe AaHHK, 6asupann Ha obLIoNpreTUTe METOSY 3a U3CHEeABaHe Ha TOKCUYHOCT
PN MHOFOKPaTHO HpHeMaHe ¥ reHOTOKCAYHOCT, He NoKka3saT ocofeH prcK 3a Xopa OCBEH
FRYNNTE, NOCOYSHW B APYTY Pasfenit Ha Tasw KpaTka XapakTepucTitka Ha npogykra.
WacnienBanns 3a KaHLEPOreHHOCT/OHKOFeHHOCT He Ca MPoBexaaHy Nopaan KpaTtkus Nepnog
Ha TPeTVpaHe Y NUMCaTa Ha FreHOTOKCUYHOCT NPy CTaHAapTHUTE Cepuk USFIEABaHIS.

6. PapManeBTUYHM AaHHN
6.1 CnuciK Ha NOMOWHUTE BEIMECTEA U TEXHUTE KOMUUYeCTERa

Com starch

Micracrystalline cellulose
hydroxypropylcellulose

Sodium starch glycolate

Magnesium stearate

QOpadry white YS-1-18202-A

Camauba wax

Opacode red FGE-15040 impriniing ink

6.2 DU3UKO-XMMNYHI HECTHBMECTHIMOCTH

Hsama. Qo



KPATKA XAPAKTEPUCTUKA HA NMPOLYKTA
ZYVOXID® 600 mg tablets

6.3 CpoOK Ha rogHOCT,
2 roguHn

6.4 CrieunanHty yCAOBUS Ha CEXpateHue
Ha ce coxpaHsasa npu Temnepatypa nog 25°C.

6.5 Bua Ha onakoBKaTa M ChAbPHKaHNe

Bsna, HDPE GoTurka ¢ nonunponuneHoBa kanayka Ha BuHT, ceabpkauia 10, 20 wnu 30
TabreTiu, NocTaBeHa B KA3PTOHEHA Ky TUA.

Brivcrepu ot nonusuHumxnopug(PVC)/diormo ¢ 10, 20 unm 30 Tabnetkn, nocrasenn B
KapTOHEHa KYTUS.

6.6 Tipenoptku Rpu ynotpeba

Hsama crielansy M3NcKBaHWs.

7. MpuTtexarten Ha paspelteHHeETO 32 ynoTpeba

Pharmacia Enterprise S.A.
Circut de la Foire Internationale
Luxembourg

8. Peructpauvoner HoMep
9. [lata Ha nbpBOo paspeltasake 3a yrnorpeba

10. HaTta Ha (YacTUuHa) aKTyanu3anus Ha TeKeTa




