“IDOMAGI

Thubc nay chi ding theo don thuéc
gzc ky hwéng dan sir dung treée khi dung
xa tam tay tré em :

Thanh phan céng thirc cho 1 vién:
Thanh phén hoat chét:
Mbi vién IDOMAGI chira 600 mg Linezolid.
Thanh phén ta dworc:
Lactose monohydrat, Povidon K 30, Croscarmellose natri, Colloidal silicon dioxid, Magnesi stearat,
Hydroxypropyl methyicellulose 606, Titan dioxid, Talc, Polyethylen glycol 6000.

Dang bao ché: Vién nén oval bao phim, mau trdng dén trng nga, mdt mét tron, mét mat c6 gach
ngang, khdng nén bé §oi, kich thurdc 9 mm x 20 mm.
Chidinh:
Linezolid dwoc chi dinh didu trj cac nhidm tring gdm ca cac tredng hop c6 nhiém trung huyét nghi
ng® hodc da xac dinh do cac chiing vi khuén higu khi hodc ky khi Gram (+) nhay cam g8y ra. Didu tri
phéi hop co thé duoc chi dinh trén 1am sang trong tredng hep vi khudn gay bénh bao adm ca cac
chiing vi khuén Gram (-). .
Linezolid chi c6 tac dung trén cac vi khu&n Gram (+). Linezolid khong c6 hoat tinh trén cac chung vi
khuén gay bénh Gram (-). Can sir dung liéu phap ¢4 tac dung ddc hidu trén cac vi khudn Gram (-)
trong trudng hop 84 xac dinh hoac nghi ngd nhiém ddng thoi vi khudn Gram (-) (xem muc canh bao
va duoc lre hoc). 4 )
- Nhi&m khuan do Enterococcus bao gdm ca nhidm khudn do Enterococcus faecium va faecalis
khang vancomycin gay ra.
- Viém phdi bénh vién.
- Viém phdi méc phai tir cdng Gdng.
- Nhiém tring da va mé mém.
Cach dung, liéu dung:
Céachdung:
Thubc diing Guwdrng udng, c6 thé udng luc d6i hodc no.
Liéu dung:
Lidu nguedi I&n va thiéu nién (tir 12 tudi tré 1én):
- Viém phdi bénh vién, viém phdi m&c phai tir cdng 3dng, cac nhidm tring da va mé mém, bao gém ca
cAc trudng hop o6 kém theo nhiém triing huyét: 600 mg cach 12 gio mdtlanx 10 - 14 ngay
- Nhi&m tring do Enterococcus, gdm c& cac chiing khang vancomycin va cac trudng hop co keém theo
nhi&m triing huyét: 600 mg cach 12 gid motian x 14 - 28 ngay.
Liéu tré em ( tirlGc m&i sinh aén 11 tudi):
-Viém phdi bénh vién, viém phdi m&c phai tir cdng dbng, cac nhiém tring da va md mém, bao gém ca
cac trdng hop cb kém theo nhiém triing huyét: 10 mg/kg cach 8 gi& mot1an x 10 - 14 ngay.
- Nhi&m tring do Enterococcus, gdm ¢ céac chiing khang vancomycin va cac tredng hop cé kém theo
nhi&m trung huyét: 10 mg/kg cach 8 gi mdtian x 14 - 28 ngay.
Bénh nhan cao tudi: Khong cin diéu chinh liéu.
Bénh nhén suy giam chirc nang than: Khong c&n diéu chinh liéu (xem muc duoc déng hoc).
Bénh nhén suy than néng (d6 thanh thai creatinin < 30 ml/phdt): Khong cén diéu chinh liéu.
Dbi v&i bénh nhan thadm phan méau, nén dung linezolid sau khi thdm phan vi cé khoang 30% liéu
linezolid bj thai trir trong vong 3 gié thAm phan. C4c chét chuyén héa chinh cla linezolid bj thai trir
mét phin trong qué trinh thAm phan nhung ndng dd cac chat chuyén héa nay van con tuvong dbi cao
sau qué trinh thAm phan so v&i cac bénh nhan cb6 chirc nang than binh thudng hoac bénh nhan suy
than & m(rc 36 nhe Gén trung binh.
Do véy, nén than trong khi s(r dyng linezolid cho cac bénh nhén suy than ndng dang tham phan mau.
Dén nay, chura co kinh nghiém vé viéc sir dung linezolid cho cac bénh nhan thdm phan phucmaclién tyc
(CAPD) hoac cac phurong phép diéu tri thay thé trong trrdrng hep suy than (ngoai tham phan mau).
Bénh nhan suy giam chirc nang gan: Khéng can diéu chinh liéu. Do cac dir liéu 1am sang hién con
han ché va linezolid dwoc khuyén céo chi nén sir dung linezolid cho nhikng bénh nhan nay khi lgi ich
mong Agi vurot trdi hon cac nguy co vé méat ly thuyét.
Mot s Ieu y dac biét vé xir ly thubc trirére va sau khi sir dung thubc:
Khéng cb yéu cau dac biét vé xir ly thubc sau khi sir dung.
Chéng chidinh:
Qué mén véi linezolid hoc véi bat cr thanh phan nao clia thube.
Céc chét (rc ché monoamin oxidase
KhOng s(r dyng linezolid cho bénh nhan dang dung (hoéc da dung trong vong 2 tudn qua) cac thube
(rc ché monoamin oxidase Ahoac B (vi dy: Phenelzin, isocarboxazid, selegilin, moclobemid).
Céc tuong tac c6 nguy co géy tang huyét ép
Ngoai trir trén cac bénh nhan d theo dbi nguy co tang huyét ap, khong dung linezolid cho bénh
nhén cb6 cac bénh nhan tang huyét ap khéng dugrc kiém soét, u té bao wa crém, nhiém ddc do tuyén
giap va/hogdc bénh nhéan dang dung bét clr thube nao sau day: Cac thube cudng giao cam tryc tiép
hoéc gian tiép (pseudoephedrin, phenylpropanolamin), cac thudc van mach (epinephrin, norepinephrin),
céc thube dopaminergic (dopamin, dobutamin) (xem myc tuwong tac).
Cac tuong tac gay tang hdi chimg serotonin
Ngoai trir trén cac bénh nhén dugc theo doi cén than cac d4u hiéu va/hodc cac triéu chirng cla hoi
chirng serotonin, khéng nén dung linezolid cho cac bénh nhan c6 hdi ching carcinoid va/hodc bénh
nhén dang dung bat ky loai thubc nao sau day: Thubc (rc ché tai hap thu serotonin, thubc chéng trAm

cém ba vong, cac thube khang thy thé serotonin 5-HT1 (triptans), meperidin hoac buspiron (xem
myc tuong tac).

| SRSl g e tgd T Pl g vgy RRCEES TR el T Tl S



Canh bao va than trong khi dung thudc:
Cac tinh trang can than trong:

Suytdy: N
Ucychg tay xuong c6 hdi phuc (thiéu méu, giam tidu cAu, giam bach cau va giam toan thé huyét cau)

phy thudc vao théi gian diéu tri da dwoc ghi nhan tén mot sb béqh nhan dung |inezoliq. Nér] theo qu
cbng thirc mau trén nhirng bénh nhan c6 nguy co tang chay mau, bénh nhan da cé_tlén s suy tay,
bénh nhan dang dung ddng thoi cac thubc co thé gay gidm hemoglobin hodc chirc nang hay s6
legng tiéu cau hodc bénh nhan dung linezolid qua 2 tuan.
Tiéu chdy lién quan khang sinh va viém dai trang: .
Viém dai trang gid mac 3 dugc ghi nhan voi hau hét cac thude khang khudn, bao gém ca linezolid
véi mirc 86 nghiém trong ¢ thé bién ddi tr nhe déndedoatinhmang.
Tiéu chay lién quan dén Clostridium difficile (CDAD) da dugc ghi nhan khi sir dung h&u hétcac thube
khang khuAn, bao gdm linezolid va c6 thé dao ddng tir tiéu chay nhe dén viém dai trang gay tir vong.
Didu trj v&i cac thude khang khudn 1am thay adi hé vi khudn binh thudng cua rudt dan dén sy phat
trién qua murc cla Clostridium difficile. )
C. difficile sinh ra cac aoc té A va B lién quan dén tién trién cia bénh tiéu chdy CDAD. Cac chung C.
difficile sinh 3oc té cy'c manh 12 nguyén nhén gia tang kha nang mé&c bénh va tir vong, do cac nhiéfn
trung nay khong dap (rng véi liéu phap khang sinh va co thé d&n én phai cat bd dai trang. Tiéu chay
c4p do C. difficile nén duoc xem xét trén cac bénh nhan co bidu hién tiéu chay sau khi dung khang
sinh. CAn G4nh gia cAn than tién sir clia bénh nhan vi CDAD da duoc ghi nhan xuét hién sau hon 2
thang sau khi dung khang sinh.
Bénh thén kinh ngoai vi vé than kinh thj gi&c: .
Bénh than kinh ngoai vi va than kinh thi gidc 62 duoc ghi nhan trén cac bénh nhan dung linezolid, chu
yéu trén cac bénh nhan dung thudc dai hon théi gian khuyén céo 1a 28 ngay. Trong treong hgp bénh
than kinh thi giac tién trién gay mét thi lrc, bénh nhan da Guroc diéu tri trong khoang thoi gian dai hon
khoang th&i gian téi 3z duroc khuyén céo. 4
Néu cac triéu chirng suy giam thi lyc xuét hién, nhu thay Gdi thi lyrc, thay ddi khi nhan biét mau séc,
nhin m& hoac khiém khuyét vé trisdng thi giac, bénh nhan nén di kham nhan khoa ngay. Chirc nang
thi giac cin dugc theo ddi trén tht c& cac bénh nhan dung linezolid trong thoi gian dai (2 3thang) va
trén bénh nhan thay cb tridu chirng bAt thurong vé thi Iy du thai gian ding linezolid dai hay ngén.
Néu xuAt hién cac bénh than kinh ngoai bién va thn kinh thi giéc, viéc tiép tuc s dung linezolid can
duwoc can nhic hiéu qué mang lai virgt trdi hon cac nguy co nay.
Hoi chimg serotonin:
Cé4c béo céo tu nguyén vé& hbi chirng serotonin c6 lién quan v&i viéc dung linezolid chung vOi cac
thubc serotonergic, bao gbm cac thubc chéng tram cam (rc ché chon loc tai hép thu (SSRI) da dwoc
ghinhan.
Khi cin thiét diing Linezolid va cac thubc serotonergic, bénh nhan nén theo doi can than cac dau higu va
triéu chirng clia héi chirng serotonin nhu rbi loan nhén thirc, sét cao, tng phan xa va métkha nang phoi
hop. Néu cac d4u hiéu hoac triéu chirng trén xay ra, bac sy nén xem xét ngirng mét trong hai hoac ca
hai thubc. Néu ngung ding céc thubc serotonergic, cac triéu chirng trén c6 thé thodi lui.
Trén ngudi tinh nguyén khoe manh, ding 8dng thoi rifampin véi linezolid 1am gidm 21% Cmax va
32% dién tich dwéi duwong cong AUC cla linezolid (xem tuong tac). Y nghia lam sang clia trong tac
nay chua durocbiét rd.
Linezolid khéng cb tac dung trén lam sang khang lai cac vi khuén Gram (-) va khéng dwgc chi dinh
trong diéu trj cac nhiém khuén Gram (-). Néu nghi ngé hoéc biét chéc bj nhiém khuan déng thoi cac
chiing vi khuén Gram (-), nén diéu trj véi cac thubc tac dung dac hiéu trén vi khuan Gram (-). Nén
thén trong khi sir dung linezolid trén nhirng bénh nhan c6 nguy co cao nhiém trung toan than de doa
tinh mang, nhw nhi&m trung lién quan dén dat catheter tinh mach trung tam trong cac don vi cham
s6c dac biét. Linezolid khéng dugrc chi dinh diéu tr cho bénh nhan bj nhiém tring huyét lién quan dén
dat catheter.
Nhiém toan chuyén héa lactic:
Nhi&m toan chuyén héa lactic da dugc ghi nhén trén cac bénh nhan st dung linezolid. Bénh nhan
xuét hién bubn nén hodc nén lién tuc, nhiém toan khéng rd nguyén nhan hoac ndng ¢ bicarbonat
%iém khi dung linezolid nén dugctheo déi y té ngay lap tirc.
o giat:
Hiém gap céc treong hop co giat trén cac bénh nhan didu trj bang linezolid. Hau hét cac truang
hgp, bénh nhan xuét hién co giat da dugc ghi nhan cé tién st ddng kinh hoac cé yéu té nguy co
gay dong kinh.
Lactose:
Thanh phén t& dugc clia thube nay c6 lactose vi vay khéng nén ding thubc nay cho bénh nhan bj di
truyén khong dung nap galactose, bj thiéu hyt lactase hoéc kém hép thu glucose-galactose.
Sir dung thubc cho phy nir cé thai va cho con ba:
Phunircéthai:
Chura c6 day du cac nghién clru dugc kiém soat 1ot tién hanh trén phy nir c6 thai. Do vay, chi nén
dung thube néu lgi ich virgt trdi so véi nguy co.
Linezolid lam giam kha nang sinh san trén chuft cbng dyc.
Khéng c6 thong tin vé ddc tinh trén thai nhi.
Phu no'cého m "
Chua biét ré c6 bai tiét qua s(ra me hay khong. Do d6, cAn i dil
et i y thén trong khi dung linezolid cho
Anh hwéong clia thubce 1én kha nang lai xe, van hanh may méc:
Anh huéng cla thube 1en kha nang lai xe, van hanh may méc chura dugc danh gia mot cach co hé
théng. Bénh nhan nén dugc canh béo vé kha nang chong mét hodc cac trigu chimg suy gidm thi lyc
trong khi diéu trj voi linezolid va khuyén cao khong nén lai xe hodc van hanh may moc nu co cac
triéu chirng nay xay ra.
Twong tac, twong ky cua thuée:
Twong tac cla thube véi cac thube khéac va cac logl twong tac khac:
Eéc chét tc chéé monoaémin oxidase:
inezolid la chat (rc ché khéng chon loc monoamin oxidase yéu va co hbi . Do 46, mdt sé bénh
nhan dung linezolid co thé bj tang huyét ap nhe cé hdi phyc gay ra boi psegsou:phedrin I'Ty?:rochblgdd

Tén, dia chi clia co s& san xuét thubc:
! Cong ty CP Dwgc phdm Agimexpharm
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WHO-GMP

hosc phenylpropanolamin hydrochlorid. Nén giam lidu ban d3u cla cac thubc cudng adrenergic
nhu dopamin va cac chét chi van dopamin va do lidu d& dat dwoc tac dung mong mudn.
Kha nang turong tac véi serotonin:
RAt hiém c6 cac bao c4o ty nguyén v& hdi chirng serotonin (réi loan chirc nang nhan thire, mé sang,
bdn chdn. run rdy, ng dé, toat md hoi, sbt cao) khi dung déng thoi linezolid va cac thu
serotonergic duq; g:lsi nhhan. Y —

rdung cung véicact m giau tyramin: "t .
z:\’b‘rjvg c% dépg(mg lam tén‘g’;chﬂyét ég dang ké nao quan sét dwoc & nhirng déi tuong dungélmezohg
cung vé&i tyramin dudi 100 mg. Diéu nay cho thay chi cAn tranh dung qué nhiéu thyc pham va d
ubng co6 ham lrgng tyramin cao (vi dy nhu phd mai, dich chiét men bia, d& uéng cé cdn va cac san

phAm dau nanh 1én men nhu nuéc trong).

Céc thubc dwgc chuyén hoa boi cytochrom P, .

Khéng phat hién thay linezolid dugc chuyén hoa bdi hé thong enzym cytochrom P.., (CYP) va no
khéng trc ché bAt ky ddng phan nao ctia CYP & ngudi (1A2, 2C9, 2C19, 2D6, 2E1, 3A4) mdt cach
dang k& v& mat1am sang. Tuong ty, linezolid cling khong gy cam (ng cac ddng phan enzym P, &
chubt. Vi vy khong tién legng dugc c6 teong tac nao cua linezolid véi cac thubc cam ng CYP .
Céc thubc khang sinh: S
Duoc déng hoc cla linezofid khérg bj thay dbi khi dung ddng thoi véi aztreonam hodc gentamicin.
Anh huéng cla rifampicin trén c4c théng sé dugc ddng hoc cia linezolid dugc nghién ctru trén 16
nam gi&i tinh nguyén khoé manh, ding linezolid 600 mg hai 1an mét ngay trong 2,5 ngay co kém
hoac khong kém rifampicin 600 mg x 1 ?én/ngéy trong 8 ngay. Rifampicin lam gidm C,,. vaAUC cua
linezolid trung binh 21% [khodng tin cdy 90%. 15-27] va 32% [khoang tin cay 90%. 27-37] tvong
trng. Co ché cuia trong tac nay va y nghia clia né trén 1am sang chuwa dugc biét rd.

Warfarin:

Khi warfarin duoc thém vao phac b didu tri linezolid & trang thai dn dinh, mirc INR tdi da trung binh
giam 10% khi diing chung va AUC INR gidm 5%. Chua c6 dui di» ligu trén bénh nhan dung warfarin va
linezolid @& danh gia y nghia lam sang.

Twong ky cua thubc:

Do khong c6 cac nghién ciru vé tinh tuong ky clia thube, khdng tron I&n thude nay véi cac thuéc khac.

Tac dyng khéng mong muén cia thube:

Céac phan tng c6 hai duegc phan nhém theo tan suét: Rat thuong gap (ADR 2 1/10), thudng gap
(1/100 SADR < 1/10), it g&p (1/1.000 < ADR < 1/100), hiém gap (1/10.000 <ADR < 1/1.000), rét hiém
g3p (ADR < 1/10.000); khéng thé wérc luong thn sudt duoc liét ké "Chua rd tan suat”.
M6t sb phan (rng c6 hai clia linezolid xay ra trong cac nghién clru lam sang & bénh nhan ngwdi lon
dung theo lidu khuyén c4o 1&n dén 28 ngay ghi nhan dugc nhu sau:

- Thuong gap )
Nhiém trung: Nhiém ndm Candida (& miéng, & am dao).
Ré&i loan hé than kinh: Nhirc dAu, thay di vi giac.
Réi loan tiéu hoa: Tiéu chay, budn ndn, 6i mira.
Réi loan gan mat: Bat thuwdng chirc ndng gan; tang AST, ALT hodc phosphat kiém.
Réi loan than va tiét niéu: Tang BUN (Blood urea nitrogen)
Xétnghiém:
Héa hoc: Tang LDH, creatin kinase, lipase, amylase hodc dudng huyét. Giam protein toan phan,
albumin, natri hodc calci. TAng hodc giam kali hodc bicarbonat.
Huyét hoc: Tang bach cAu trung tinh hoac bach ciu ai toan. Gidm hemoglobin, hematocrit hodc s6
Iluqng hdng cAu. Tang hoac gidm tiéu ciu hodc bach cau.

- Itgd
Nhiém tring: Viém am dao.
Cac rdi loan mau va hé bach huyét: Giam bach ciu, gidm bach cu trung tinh, giadm tiéu cau, tang
bach cau aitoan. ,
RéiloantamthAn: Matngd.
Réiloan hé than kinh: Chong mét, budn ngu, dj cam.
Réi loan mat: Md mét.
Réiloan tai va mé cung: U tai.
Réi loan mach mau: Tang huyét ap, viém tinh mach, viém tac tinh mach.
Réi loan tiéu hoa: Viém tyy, viém da day, dau bung khu tri hodc lan tda, tdo bon, khé migng, kho tiéu,
viém i, phan 16ng, viém miéng, ludi ddi mau hodc réi loan.
R6i loan gan mat: Tang bilirubin.
Réi loan da va cac md duwdi da: N&i may day, viém da, toatmd héi, ngira, phat ban.
Réi loan than va tiét ni¢u: Tidu nhidu, tang creatinin,
Réiloan hé thén%sinh san: Rbiloanamdao. -
Réiloan chung: On lanh, mét mai, sét, khat nudc.
Xétnghiém:
Héa hoc: Tang natri hodc calci, gidm dudng huyét, tdng hodc giam clorua.
Huyét hoc: Tang sé lugng hdng cAu ludi, gidm bach cau trung tinh.

- Hiém gap
Réiloan tim: Chirng loan nhjp tim (nhip tim nhanh).
Réi loan mach mau: Con thieu mau nao thoang qua.
Ré&i loan than va tiét niéu: Suy than.

Qua liéu va cach xur tri:

Qua lidu: Qua lidu c6 thé gay ndn mira, run hay mét thang bang.
Xdrtri: Khdng co thudc gidi doc dac higu.
Trong truéng hop qua lidu, nén cham séc hd trg voi duy tri loc cau than. Chay than nhan tao c6 thé
tao diéu kién cho sy loai bd nhanh chéng linezolid. Khoang 30% lidu dung linezolid dwgc loai bd
trong 3 gi¢r thAm phan mau, nhung khdng ¢ dir ligu vé vigce logi b linezolid véi tham phan phic mac
hodc truyén mau.
Tich cyc theo doi dé co bign phap xUr tri kip thoi,
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Pac tinh dwoc lwe hoc:
Nhom dugec ly: Khang khuén tac dung toan than.
Ma ATC: JO1XX 08

Linezolid 1a mot thube khang sinh tbng hgp thuéc nhém khang sinh,mnéi oxazolidinon. In vitro, thubc
c6 tac dung trén céc vi khuAn hiéu khi gram (+) , mét sé vi khuAn Gram (-) va vi khuén ky khi.
Linezolid trc ché chon loc qué trinh tdng hop protein clia vi khudn theo mét co ché dac biét. Cy thé,
Linezolid g&n vao mét vj tri trén ribosom ctia vi khun (23S cua tiéu don vi 50S) va ngan can sy hinh
thanh phirc hop khéi dau 70s chirc nang la thanh phan quan trong trong qué trinh dich ma. Cac két
qua nghién cru da chi ra linezolid 1a kim khuan dbi vé&i enterococci va staphylococci, diét khuan déi
v&iphan l&n cac ching streptococci.

D6 nhay cam:

Vi khuan nhay cam

Vikhuén hiéu khi Gram (+): Enterococcus faecalis, Enterococcus faecium, Staphylococcus aureus.
Tu cAu khong c6 men coagulase

Streptococcus agalactiae, Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcinhom C,
Streptococcinhom G, 4

Vikhuén ky khi Gram (+): Clostridium perfringens, Peptostreptococcus anaerobiu.

Cacloai Peptostreptococcus.

Vi khuan dé khang

Haemophilus influenzae, Moraxella catarrhalis, Enterobacteriaceae.

Cac loai Neisseria. Cac loai Pseudomonas.

Pactinh dwegrc dong hoc:

Hap thu: Linezolid dugc hap thu nhanh va hoan toan sau khi udng. Ndng d trong huyét trong téi da
dat khoang 1-2 gio’ sau khi dung thudc. Sinh kha dung tuyét déi dwong uéng 1a hoan toan khodng
100%. Sy hép thu linezolid khong bj anh huéng béi thire &n, cé thé dung thugc ma khéng quan tam
dén théi gian cta bira &n. Thei gian dé dat ndng db téi da bi tri hoan tir 1,5 giér @&n 2,2 giér va Cmax
giam khodng 17% khi dung chung v&i bira an cé nhiéu chit béo.

Phan phdi: Thé tich phan bé & trang thai 6n dinh trung binh khodng 40-50 lit & ngudi trséng thanh
khdée manh. Linezolid d& dang phan phéi dén cac mé, ti 1& gén két véi protein huyét twong khoadng
31% va khéng phu thudc vao ndng dd.

Chuyén héa: Linezolid dwoc chuyén héa chd yéu qua con dudng oxy héa vong morpholin dé tao
thanh hai dan chét acid carboxylic m& vong chinh khéng cé hoat tinh 1a acid aminoethoxyacetic
(PNU-142300) va hydroxyethyl glycin (PNU-142586). Chat chuyén héa hydroxyethyl glycin (PNU-
142586) la chat chuyén héa chinh trong co thé va duoc cho réng tao thanh khdng cé sy tham gia clia
cac enzyme. Chat chuyén héa acid aminoethoxyacetic (PNU-142300) duoe tao thanh it hon. Mt sé
chét chuyén héa phy khac khéng c6 hoat tinh ciing 3 duoc xac dinh.

Thai trie: Trén bénh nhan chirc ndng than binh thuéng hodc suy than nhe dén trung binh, linezolid
duoc thai trir chi yéu qua nudc tidu & dang 8n dinh dwéi dang PNU-142586 (40%), dang nguyén
ven (30%) va PNU-142300 (10%). Thudc dang nguyén ven hau nhuw khéng tim thdy trong phan,
trong khi c6 khoang 6% va 3% lidu diing twong (rng véi dang PNU-142586 va PNU-142300 dwoc
phathién trong phan. Thoi gian ban thai trung binh ca linezolid vao khoang 5-7 giér.

Thanh thai ngoai than cda linezolid chiém khoang 65% d@ thanh thai toan phan. Mét phan nhé khang
tuyén tinh ctia do thanh thai xuAt hién khi tang lidu linezolid. Didu nay cé thé do ndng dd cao hon, dd
thanh thai than va ngoai than cla linezolid thap hon, Tuy nhién sy khac biét vé dd thanh thai 1a nhé
va khong lam thay doi thévi gian ban thai.

Quén thé bénh nhan dac bigt

Boén:: nhé:ésuy thén: Cac quan sat chura duoc thiét 1ap do di lidu v& dé an toan hién tai clia thudc
con han ché.

Bénh nhén suy gan: S8 ligu han ché. Do Linezolid dwoc chuyén héa qua con duéng khéng théng
qua enzyme nén suy gidm chirc gan s& khdng lam thay ddi dang ké chuyén héa ctia thuéc.

Tré em va thiéu nién (<18 tudi): Trén thiéu nién (12 dén 17 tudi), duge ddng hoc cua linezolid twong
t nhu & ngudi lon khi dung lidu 600 mg. Do valy, lugng thude trong co thé & thidu nién khi dung 600
mg linezolid, 12 gior mét 1an s& twong ty & ngudi lon khi dung cung muc lidu.

Otré tir 1 tudn dén 12 tudi: Dung 10 mg/kg cach 8 gier mot 14n s& thu duge tdng lugng thude trong co
thé twong ty & nguoi Ion khi dung lidu 600 mg 2 1An mdt ngay.

O'tré so sinh duw6i 1 tudn tudi: Thanh thai toan than cua linezolid (tinh trén kg tron Iwgng co thé) tang
nhanh trong tuan tudi dau tién. Do vay, tré so sinh dung 10 mg/kg cach 8 gi» mdt gn 8 co tdng Iwgng
thuéc trong co thé Ién nhat vao ngay dAu tién sau khi dung thugc. Tuy nhién, mirc li8u ndy sé khdng
gay tich ty thubc qua mirc trong tuan sau khi sinh vi 49 thanh thai tang nhanh trong giai doan nay.
B%nh nhan cao tudi: Dugc ddng hoc cla linezolid khong thay ddi rd rét trén nhirng bé&nh nhan tir 65
tuditrd 1én.

Bénh nhan ni: Phy nr c6 thé tich phan bd cda linezolid thap hon mdt chat so véi nam gidi va gia tri
do thanh thai trung binh gidm khodng 20% tuong (ng véi trong lvgong co thé. Néng dd linezolid
trong huyét twong cao hon & phy n, diéu nay mot phan la do sy khéac bigt vé trong lugng co thé. Tuy
nhién, théri gian ban thai trung binh cla linezolid khac nhau khéng dang ké gitra phy ni va nam giai,
ndng a4 thudc trong huyét trong & phy nir khdng tang 1én dang k& & nhirng bénh nhan dung nap tét
nén khéng can thiét phai higu chinh lidu.

Quicach déng goi:

H®p 3 vix 10 vién nén bao phim. [ .
Hop 6 vix 10 vién nén bao phim.

H®p 10 vix 10 vién nén bao phim.

Didu kign bao quan, han ding, tiéu chudn chit lwgng cla thubc:
Didu kign bao quan: Nhiét dd duéi 30°C, tranh Am va anh sang.

Han dung caa thudc: 36 thang ké i ngay san xudt.

Tiéu chuan chitlvgng: TCCS.

mdy san xudt Dugc phidm Agimexpharm
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