Rx: Thuéc nay chi ding theo don thudc

LINE-BFS 600mg

Linezolid 600 mg/10 ml
Déxa tdm tay tré em
Doc ki hudng ddn st dung trée khi ding
Thanh phan: M8i dng 10 ml chifa:
Thanh phdn hoat chdt: Linezolid 600 mg

Thinh phin td ditge: Acid hydrochlorid, natri hydroxyd, propylen glycol, polyethylen glycol 400, acid citric
monohydrat, natri citrat dihydrat, nude cit pha tiém,

Dang bio ché: Dung dich dam dic pha truyén tinh mach

M t&: Dung dich trong sudt dung trong &ng nhya

pH: 3,0-7,5

Chidinh

Linezolid dugc chi dink diéu tri cdc nhim khudn sau ddy bao gdm ¢ cac trung hap-cé nghi ngéhodc da wéc

din €6 nhiém khudn huyét déng thii, do cac ching vi khudn hiéu khi ho3c ky khi Gram {+} nhay cam gay
. ra. Didu tri phdi hop £6 thé duoc chi dinh trén lim sang trong truomg hap vi khudn gy bénh bao gm cd céc

chiing vi khudin Gram (-). Linezolid chi ¢4 tac dung trén cac vi khuan Gram (+).
Linezolid khdng cé hoat tinh trén cic chiing vi khudn gay bénh Gram (-). Can sit dung liéu phép ¢d téc dung
dic higu trén cdc vi khudn Gram (-) trong trudng hop da xac dinh hodc nghi ngd nhigm déng thei vi khudn
Gram (-) (xem muc 4.4 va5.1).
-Viém phdi bénh vién
- Viém phdl mac phdi tai «dng dBng
- Nhiém khuan da va m mém ning cé bién chiing
- Nhiém khuan gay bdi Enterococcus faecium da khang vancomyein, bao gém ¢4 nhimg truging hap ¢ nhiém
khudn huyét déng théi.
Liéu lwgng va cich ding
Bang 1. Liéu khuyén cdo cho ngudi Idn va thidu nién (b 12 tudi tré 1én)

Liéu diing va Thisi gian diéu trj khuyén cdo
Chidinh duéng ding (s ngay dimg lién tuc)
Viém phéi bénh vién, bao g‘6m. @ cic
truing hgp <6 nhiém khudn huyét
dong thoi
Viém phéi mac phai tir cong ddng, bao .
q6m ca cac trubng hop 6 nhiém khudn 600mg truyén tinh mach 10 dén 14 ngdy
ek i - cach 12 gig mft lan
huyét ddng thoi
C3c nhiém khudn da va md mém <
bién ching, bao gom ¢ cic truéng hop
€6 nhiém khudn huyét dong thai
Nhigm khudn Fnterococcus faecium
1 i ém ca nhi 600 mg truyén tinh mach
khing Vancomycin bao gém ca nhiing g truy! d 14 dén 28 ngay

trudng hop ¢ nhidm khudn huyét | céch 12 gimdt lan
ddng thai

Bang 2. Liéu ding duge khuyén cdo cho tré em {tif IKic mdi sinh cho dén 11 tudi)

Liéu ding va Thii gian diéu tri khuyén cao
Chi dinh dving ding {56 ngay ding lién tuc)
Viém phdi bénh vién, bao gdém 3 céc
trubng hop <6 nhiém khudn huyét
dong thai
Viém phdi méc phdi tit cing dong, bao | 10 mgrkg truyén tinh 10 dén 14 ngay
gBm A céc truong hop ¢ nhidm khudn | mach 8 gioymdt 1dn
huyét dong thoi
Cdc nhiém khudn da va mé mém c6
bién chiimg, bao gbm ¢4 cic truding hap
6 nhiém khudn huyét dong thai
Nhiém khudn Enterococcus faecium
khang Vancomycin bao gdm ci nhimg { 10 mg/kg truyén tith 14460 28 ngy

trudng hop <6 nhidm khudn huyét | mach 8 gid mat lén
ddng thoi

Tré dé non

Tré d&non dudi 7 ngay tudi (tudi thai dwsi 34 tudn) e dd thanh thai toan than cda linezolid thap han va gia
i dién tich duti duting cong AUC I hon so vdi nhiéu tré su sinh i thang v tré su sinh 16n hon, § ngay tudi
thit 7, dd thanh thai cda linezolid va gid tri AUC tirong tu nhu véi tré so sinh di thang va tré so sinh ldn hon.
Bénh nhén cao tudi

Khong can hidu chinh liéu.

Bénh nhdn suy gidm chifc ndng thén

Khdng cin hidu chinh lidu

Bénh nhdn suy than ndng (VD: @ thanh thei creatinin < 30 mi/phit): Khong <in hiéu chinh liéu. Do dnh
huging trén |3m sang khi tiép xd¢ vdi hai dan chat chuyén hoa chinh clia linezofid & ndng do cao (déh 10 Idn)
trén bénh nhan suy thin ndng vin chua dugc xac dinh, vi vy nén thin trong khi st dung linezolid cho nhimg
bénh nhn nav va chi st dung khi lgi ich mong dei vugt trdi hon cic nquy co vé mét 1y thuyét. DG véi bénh
nhan thdm phan mav, nén diing linezolid sau khi thim phan vi ¢ khodng 30% lidu linezolid bi thai trir
trong vong 3 gidy thim phan, Cic chiit chuyén héa chinh cGa linezolid bi thai tri mét phan trong qua trinh
thgm phan nhimg néng d6 cic chéit chuyén hda nay van cdn tuong déi cao sau qud trinh tham phan 5o vdi
céc bénh nhan ¢o chitc nang than binh thudng hodc bénh nhan suy than & muc d6 nhe dén trung binh. Do
vay, nén than trong khi s& dung linezoiid cho c3c bénh nhan suy thin ning dang thdm phan méu va chi sit
dung khi loi ich mong dgi vugt trdi hon cac nguy co vé mit Iy thuyét. Cho dén nay, chuia ¢ kinh nghiém vé
viéc sit dung linezolid cho cdc bénh nhan thdm phén phiic mac lién tuc (CAPD) hodc cac phuang phép diéu
tri thay thé trong trudng hgp suy than (ngoai tham phin mau).

Bénh nhdn suy gidm chire ndng gan

Kh6ng c&n higu chinh liéu. Tuy nhién, céc ddfiéu lam sang hign con han ché va linezolid dugc khuyén cdo chi
nén sif dung cho nhimg bénh nhan nay khi lgi ich mong dai vugt trdi hon nguy co vé mat Iy thuyét.
Linezolid dudmng truyén tinh mach

Linezolid truyén tinh mach trong khoang thdf gian tir 30 dén 120 phiit. Khong thém céc cht khéc vao dung
djch truyén tinh mach. Néu linezolid truyén tinh mach dugc ciing dding thi vdi thudc khac, céc thudc nén
dirge disng riéng ré, phis hop véi liéu duge khuyén cdo va dudng ding cia mdi thudic. Linezolid truyén tinh
mach cé thé tuong ky vt f v6i cac thudc dudi déy khi ddng dbng tho! qua b truyén chil Y: amphotericin B,
chlorpromazin HCl, diazepam, pentamidin isethionat, natri phenytoin, erythromycin lactobionat va
trimethoprim-sulfamethoxazol. Linezolid truyén tinh mach tuang ky vé mat héa hoc khi két hop vi
ceftriaxon natri.

Céc dich truyén tuong hop:

Dich truyén dexfrose 5%

Dich truyén natri dorid 0,9%

Dich truyén Ringer Lactat

Giich pha: B8 1 6ng Line-BFS 600mg, pha lodng vdo chai dich truyén co thé tich 300 ml hodc 560 m!

Chéng chi dinh

Man cam vdi linezolid hodc bt ¢t thanh phdn nao clia td dugc.

Khang st dung linezolid cho cic bénh nhan dang diing cac thudic tfc ché menoamin oxidase A hodc B (vi du:
phenelzin, isocarboxazid, selegiline, mocobemide} hodc 83 diing mét trong cac thudc nay trong vdng 2
tudn trudc khi diing linezofid.

Trir khi ¢6 phuong tién dé theo ddi va giam sat chat ché huyét ap, khong ding linezolid cho cdc bénh nhan
¢ nhiing bénh canh nén hojc dang diéu trj véi cic thudc dling ddng théi sau day:

- Ranh nhin tinn hirdt 4n khana kidm <ot duie cac bnh nhin c6 u t€ bao ua crom, uuna thu, nhiém doc

Cdc dif liéu nghién cu trén dfing vét cho thiy linezolid va cac chit chuyén hda ciia n cd thé chuyén vao sia
me va vi thé nén dimg vigc cho bl sita me truide va trong khi dimgthitis ://trungtamthuoc.com/
Canh bdo va thén trong khi diing thudc
Uc chié tily xong
Ue ché tiy xang (bao gém thidu mau, gidm bach cau, gidm toan thé huy8t ciu va gidm tidu cdu) 43 dugc
ghi nhén trén mét 6 bénh nhan ding linezolid. Trong nhiing trudng hop da duge biét, sau khi linezolid dugc
ngung st dung, cic chi s§ huyét hoc bi dnh hudng a8 dugc ting lén trd vé cdc mic trudc khi diéu tri. Nguy co
%3y ranhiing tac dong nay <6 kha néng lién quan dén thi gian didu txi. Bénh nhan |6n tud dugc didu tri bing
linezolid 6 thé 6 nguy co bi cac bénh r6i loan tao méu can han bénh nhan tré. Giam tidu ciu ¢6 thé xdy ra
thdng xuyén hen & hénh nhan suy gidm chic ndng than ning, di cd duoc hay khdng dugc tham tach mau.
Vithé nén gidm sdt chit ché cong thic mau trén nhiing bénh nhan: dang thiéu mau, giam bach ¢au hat hodc
giam tidu cdu; dang duing ddng thii cic thudc c6 thé gay giam hemoglobin, gidm s5 luigng t& bae mau hedc
gidm chifc nang hay s6 lugng tigu cdu; bj suy gidm chic nang thin ning; ding linezolid nhiéu hon 10-14
ngay. Chi nén ding linezolid cho nhiing bénh nhdn trén néu ¢ thé gidm sat chit ché néng d hemoglobin,
sé lugng t& bao mau v tiéu ciu,

Néu ¢6 sif fc ché tiy xuiong ddng ké xdy ra khi diéu tri béng linezolid, nén ngung duing trir nhiing trudng hop
thét sy cdn thiét phai tiép tuc diéu tri, va trong nhiing trudng hop d6, cin thut hién giam sat chit ché cong
thiic mau va cé chién lugc quan Iy ca bénh hgp 1y.

Ngoaira, xét nghiém cong thiic méu 8y 40 (bao gém ndng 9 hemoglobin, tiéu cau, sé lugng bach ciu tong

_vating loai bach cdu) nén duoc theo déi hang tudn & nhitng bénh nhan diing linezolid hit ké cong thic mau

ban du |2 bac nhiéu.

O nhiing nghién ctu st dung thuéc nhan dao, ty 1& mac mét cic trubmg hap thiéu méu nghiém trong cao han
& nhitng bénh nhén diing linezolid vugt qua thei gian khuyén cio tok da 28 ngay. Cac bénh nhan nay héu nhu
can phdi truyén mau. Cac trudng hop thi€u mau ¢dn ph3i treyén mau ciing d3 duge bao céo sau khi thudc luu
hanh, vdi phan 16n cac trudng hop xdy ra & bénh nhén si dung linezolid nhidu hon 28 ngay.

D4 c6 nhilng truiing hp thiéu mau héng ciu to dugc bdo cdo sau khi thudc luu hanh. § nhiing trung hap
biét rb thiii diém bat ddu cd tridu chiing, da s§ bénh nhan da diing linezolid nhiéu hon 28 ngay. Pa s6 bénh
nhan hdi phuc hoan toan hodc mbt phdn sau khi ngung diing linezolid di <6 duoc diéu tri thiéu mau hay
khéng.

Chénh léch vé ty 18 it vong trong mot thit nghiém Jam sang & nhing bénh nhin nhiém khudn huyét
do vi khudin Gram {+) lién quan dén viéc diit 6ng thong

Ty & tirvong cao han da dugc thy trén bénh nhan diéu tri bing linezolid, so véi vancomycin/dicloxacillin/ox-
adillin, trong mdt nghién iy nhan mé trén bénh nhin nhiém khudn ning cé dt dng thong ndi mach
[78/363 (21,5%) so vdi 58/363 {16,0%)]. Y&u 16 chinh dnh hubng dén ti 12 tf vong a tich trang nhigm vi
khudn Gram (-+) ti ban du. Ty 1é tir vong tuang ty nhau & nhiing bénh nhan bj nhidm khudn chi do vi khudn
Gram {+) (17 s6 chénh 0,96; khoang tin cdy 95%: 0,58-1,59) nhung <ao hon déng k& (p=10,0162) & nhanh
linezolid véi nhiing bénh nhan ¢6 hodc khdng nhigm cac vi khun gy bénh khac lic ban dau (ti s6 chénh
2,48; khodng tin cdy 95%: 1,38-4,46). Chénh léch [dn nhat x3y ra trong khi diéu tr vA sau khi ngung diing
thudc 7 ngay. ( nhanh linezolid 6 nhiéu bénh nhan nhiém vi khuan Gram (-) hon trong khi nghién ciu va ¢6
nhidu ca t& vong do nhiém vi khuin Gram (-) va nhidm da khuan hon, Vi thé, d6i véi nhiém khudn da va md
mém bién ching, chi nén diing Hnezolid cho b&nh nhan da xéc dinh dugc hodc c6 kha nang nhigm d6ng thei
vikhudn Gram (-} néu khding <6 lwa chon diéu trj thay thé nao khar. Trong nhimg trutmy hoprdé,can khi dau
diéu tri dding thai véi thude khang vi khudn Gram (-},

Tiéu chdy va viém dai trang lién quan dén khdng sinh

Viém dai trang gid mac d3 dugc ghi nhn vdi hdu hét cac loai thudc khéing sinh, bao gom <a linezolic. Vi thé,
céin thiét phai xem xét chin dodn nay & bénh nhan c6 tiéu chay sau khi diing bat ky thusc khang sinh nao.
Trong truimg hop nghi ngé hodc chdc chdn vidm dai trang lién quan dén thudic khang sinh, cdn ngumg ding
linezolid. Cin xdy dung nhiing bién phap quan Iy phi hop véi ca bénh.

Tiéu chay lién quan d&n thudc khang sinh va viém dai trang lién quan d&n thudc khang sinh, bao gém viém
dfai trang gia mac va tiéu chay lién quan dén Clostridium difficile (CDAD), da dugc ghi nhan khi sir dung hau
hét céc loai thudc khang sinh, bao gém ¢ linezolid, va c6 thé dao déng tir tiéu chiy nhe dén viém dai trang
gy trvong. Vi thé, ¢an thiét phai xem xét chdn dodn ndy & bénh nhan ¢6 tidu chéy nang trong va sau khi
diing linezolid. Trong trudng hgp nghi van hodc chdc chin tidu chy lién quan dén thudc khang sinh hogc
viém dai trang lién quan dén thufc khang sink, cdn dimg ngay cac thudc khang sinh, bao gém ¢ finezolid,
va bt ddu thuc hién ngay nhiing bién phap didu tri phit hap. Ching chi dinh cac thudic e ch& shu ddng rudt
trong trudng hop nay.

Nhiém acid lactic

Nhiém acid lactic 43 dugc béo cdo khi st dung finezolid. Bénh nhan c6 nhitg trigu ching va diu hiéu nhigm
acid chuy€n hda bao gdm budn nén va nén nhidu |an, dau bung, ndng d bicarbonat thap, ting thong khi
trong khi ding linezolid can dugc x{' 1y y t€ ngay Iap tiic. Néu xdy ra nhiém adid lactic, <an can nhic lgi ich ¢
vugt tréi so vdi nguy co tiém tang hay khdng trudc khi quyét dinh ti€p tuc stk dung linezolid.
Suy chifc néing ty thé

Linezolid (¢ ché viéc tong hgp cac protein cia ty thé, Cc bién ¢§ bt igi, vi du nhu nhiém acid lactic, thiéu
méu va bénh than kinh (rdi loan than kinh thi giac va thin kinh ngoai bién), c6 thé xdy ra do sy dc ché nay;
nhiing bién ¢§ ndy thudng phd bién hon néu sit dung thudc nhiéu hon 28 ngay.

Hdi chitmg serotonin

Béo 4o tu phat vé héi chiing serotonin xdy ra khi dung déng thdi linezolid véi céc thudc ¢é lién quan dén
serotonin {serotonergic), bao gdm cdc thudc ching tram cdm, vi du nhu cac chat tic ché ti hép thu serotonin
@ chon lgc (SSRI) d3 dugc bdo cdo. Vi thé chdng chi dinh viéc sit dung ddng thoi linezolid va céc thudc
serotonergic (xem muc 4.3) tar khi vigc diing d8ng thai linezolid va cic thufc serotonergic 3 that cdn thiét.
Trong nhiing tnéng hap 6, bénh nhan cin duoc theo doi k cac dau hidu va trigu ching cia hoi ching
serotonin, vi du nhu r8i loan nhén thifc, s6t cao, tang phén xa hodc mat khd ning phéi hop. Néu céc ddu hiéu
hay trigu chiing nay xdy ra, bac s can xem xét diing mét trong hai hodc ¢ hailoai thude; néu ngung ding ci¢
thudc serotonergic, co thé xdy ra cic triéu chiing do vigc ngiing thudc,

Réi loan thén kinh ngogi viva thdn kinh thi gidc

Réi loan thin kinh ngoai vi, ciing nhu réi loan than kinh thj giac va viém than kinh thi gidc 61 khi dan dén
suy gidm thi lirc, 83 duge ghi nhén trén cic bénh nhan diing Line-BFS 600mg, chii yéu théy trén cic bénh
nhan dang thudc dai hon thai gian khuyén cio toi da 28 ngay. Tat ca bénh nhan 3n dugc khuyén phai bio
€40 A trigu chiing suy giam thi hic, ntw thay @i thi Iy, nhitng thay ddi vé kha nang nhin mau sic, nhin md
hodc viing khuyét trong thi trudng. Trong nhimg trurng hop d6, cén ¢ dénh gid ngay |3p tiic va néu <dn thiét
th chuyén bénh nhin dén bac s chuyén nhan khoa. NEu bénh nhan 4 st dung Line-BFS 600mg 1au han thai
gian khuyén cdo 28 ngay, cdn giam sat chifc nang thi giac cla ho thudng xuyén,

Néu xust hign cdc bnh 181 loan thin kinh ngoai bién va thin kinh thi gidc, cin cin nhéc lgi ich 6 vugt tréi so
v6i nguy co tiém tang hay khong trudc khi quy&t dinh tiép tyc sit dung Line-BFS 600mg. Nguy cc r6i loan thén
kinh c6 thé ting lén khi linezolid dwgc s dung & nhiing bénh nhan dang ding hoéc vita mdi sik dung thude
khéng vi khudn mycobacteria d& diéu tri lao.

(o gidt

Céc truting hop co giat dd dugc béo céo xdy ra trén cic bénh nhan diéu tri bang Line-BFS 600mg. Hau hét cdc
trudng hop nay déu ¢6 ghi nhén <6 tién sit ddng kinh hodc c6 cdc yéu 16 nguy co gdy dong kinh. Bénh nhan
cdn dugc khuyén phdi thong bao cho béc si cda minh néu ho ¢6 tién sit dgng kinh.

Cde chdt tic ché monoamin oxidase

Linezolid 14 chdt tic ché khong chon loc monoamin oxidase (MAQI) ¢ héi phuc; tuy nhién, & lidu lugng st
dyng dé diéu tri khang sink, né khéng gdy ra téc dung chding tic ché. (6 rét ft dif liéu tlr cdc nghién clu twong
tac thudc va vé dd an toan clia linezolid khi sit dung & banh nhan c6 bénh nén va/ hodc cé diing thudc dong
thdi céc thudc ¢b thé gdy ra nguy ¢o do vigc i ché monoamine oxidase (MAD). Vi vy, khong nén ding
linezolid trong nhiing truéing hap nay trir khi ¢ thé theo doi va gidm sat cht ché nguti ding thudc,

Sif dung vii thute phéim c6 nhiéu tyramin

Bénh ntdn nén durge khuyén cdo khong sit dung |ugng |dn thuc phdm ¢6 nhiéu tyramin

Boi nhigm

Tac ding cia linezolid 1én cac vi khudn <6 lgi chuia duge danh gid trong ci¢ thit nghiém 1dm sang. Viécsi dung
<8¢ thubc kivdng sinh @i khi gay ra sy phit trin qué mifc clia cac loai vi khudn khéng nhay cdm véi thudc Vi
du: Khodng 3% bénh nhan si dyng cic liu linezolid duge khuyén cdo o bi nhiém ndm candida lién quan
dén thudc trong cc thir nghigm fm sang. N&u bi bi nhidm trong khi didu tr, cdn cf cdc bién phip didutri -
phi hgp.

Céc nhom qudn thé dic bist

Linezolid c4n dugtc sif dung dac bidt cin trgng & nhimg bénh nhin suy thén ning va chi khi lgi ich dukién la
Vgt i 5o vai nguy coco thé g3p. Chi nén ding linezolid cho banh nhén suyqan néng khi lgi ich dukién vugt
trdi 50 véi nguy co ¢6 thé gap.

Suy gidm khd néng thy thai

Linezolid c6 thé lam giam kha nang thu thai va gdy ra hinh thai tinh trimg bt thutng & chugt duc trubng
thanh & miic 49 phai nhiém gén bing voi muc dy kién & ngudi va tac 89ng nay la 6 thé phuc hdi; khd ning
anh hudng ciia finezolid Ian hé sinh duc nam & ngudi chua dugc biét,

Cdc thir nghiém ldm sing

D4 an toan va hiéu qua cila linezolid khi st dung trong thii gian dai hon 28 ngay chua dugc xéc dinh. Cac thir

wnkiton 2o rimn 23 %0 rhimn UhAna han adm nhitnn hinh nhin 74 t8n thitann rhin da tén iinn t4n



cho thay anh huéng gay di tat thai nhi. Djc tinh nhe trén thai nhi chi duge quan sét thy trén chudt nhit &
miic lidu gdy ddc nhu véi chugt me. Trén chudt c8ng, @dc tinh trén thai nhi dugc thé hién thong qua dnh
hudng 1am giam trong lugng thai va giam qud trinh xuong héa 46t xuoeng ¢ (thutmg di kém vdi sy gidm
trong lugng ¢o thé). Gidm tj 1€ sthg 56t va cham phat trign cda chudt con d xudt hién trén chudt «dng. Khi
ghép cap, cc chudt con ndy ciing thiy bidu hién ting qua trinh mat lam 16 clia tring <6 héi phuc va phy
thuge vao liéu ding, Chua 6 8y db cdc nghién cdu dugc kiém sodt 16t ti€n hanh trén phu ni ¢6 thai. Do vy,
chi nén st dung linezolid trong thoi ki mang thai khi lgi ich mang lai vuat trdi hon nguy <o gdy hai cho tha
nhi. Linezolid 13m gidm khd nang sinh san teén chut cng duc.

Phy ni cho con b

Linezolid bai tist qua sita me trén chut cdng dang cho con ba trén thuc nghiém. Chua biét rd liéu trén ngudi
linezolid ¢6 bai tiét qua stia me hay khdng. Do a6, cdn thén trong khi ding linezolid cho phy nir dang cho con
bu.

Anh huéng 2n kh3 ning 13i xe va van hanh may mic

Bénh nhan ¢dn duge cnh bio vé kha nang bi chéng mat hedc trigu ching suy gidm thi lue kK dimg linezolid
va cdn dugc khuyEn cao khang |3i xe hay vin hanh mdy mdc néu cd nhiing triéu chitng 89 xdy ra.

Tugng tac, tuang ky ciia thudc

Chdt iic ché monoamin oxidase

Linezolid 1a chdt tic ché khong chon loc moneamin oxidase (MAQ!) <6 hdi phuc. €8 rat it dif liéu tf cde nghién
cliu tyong tac thudc va vé 46 an toan cla linezolid khi st dung & bénh nhén <6 dung déng thii cdc thude ¢
thé gay ra nguy co 1if vidc e ché monoamin oxidase {MAO). Vi vay, khong nén dung linezolid trong nhiing
trudng hop nay trit khi ¢6 thé theo dbi va gidm sét chat ché ngudi dimg thudc.

&hd ndng tirong tdc thudc gdy tang huyét dp

@ nhimg tinh nquyén vién khoé manh c6 huyét ap binh thuing, linezolid thic ddy vic ting huyét ap gay ra
béi pseudoephedrin hodc phenylpropanolamin hydrochlorid. Khi finezolid dugc ding cing véi
pseudoephedrin hodc phenylpropanolamin, viéc ndy dan dén mic tang trung binh huyét 3p tam thu theo
thi tu 13 30-40 mmHg, so véi mifc tang 11-15 mmMg néu chi ding linezolid, 14-18 mmHg véi mdt trong hai
thudc pseudoephedrin hodc phenylpropanolamin va 8-11 mmHg véi gid dugc. Nghién ciu tugng tu & ¢
tugng huyét 4p cao chua duge thuc hién, cin cin thin lugng gid liéu lugng cla cac thudc ¢d tac ddng co
mach, bao gém cac thudc 6 lign quan d&n dopamin, dé dat duge dap lng mong mudn khi diing ddng thai
vdi linezolid.

Khd néng tirong tdc vdi serotonin

Kha ning tuong tac thudc vdi dextromethorphan dugc nghién ctiu trén tinh nguyén vién khoé manh. Nhing
d6i tugng nay dugc st dung dextromethorphan {hai liéu 20mg cach nhau 4 gid) kém theo hodc khdng kem
linezolid. Khang 6 trigu chiing nao ¢ia hoi chiting serotonin (i 1an, mé sing, bén chdn, run rdy, ng d6, todt
mé hdi, s6t cao) quan sat dugc @ nhiing €6i tugng binh thudng ding linezolid va dextromethorphan. Kinh
nghiém sau khi thudc Ivu hanh: ¢d mét béo cie vé mét bénh nhan ¢ bi téc ddng gidng hét chiing serotonin
khi dimg linezolid va dextromethorphan va da héi phuc sau khi ngung st dung cd hai thusc 6. Khi sit dung
linezolid trén 13m sang cling véi cac thude lidn quan dén serotonin, bao gém cac thude chdng trém cam, vidy
nhu ¢ic chdt tic ché tai hap thu serotonin <6 chon loc {SSRI), a cd nhiteg ca bi hi chitng seratonin dugc bao
cdo. Vi vdy, viéc dling ddng thdi [ bi chéng chi dinb (xerm muc 4.3), viéc qudn Iy cac bénh nhan dugc diéu tri
vii linezolid va cac thudc serotonergic la thist yéu,

Sii dung ciing véi cde thire phdm gicu tyramin

Khéng ¢6 ddp (ng lam tang huyét ap dang k& nao quan sat dugc & nhiing ddi tugng ding linezolid ciing vdi
tyramin dudi 100 mg. Diéu nay cho thdy chi can tranh ding qua nhiéu thuc pham va d6 udng c6 ham higng
tyramin cao (vi du nhu pho mat chin, san pham chiét xudt ti ndm men, 46 udng ¢6 ¢dn chua duge chung cit
va cdc sén phdm dau nanh [én men nhu xi dau/ nudc tuong).

Cdic thubde duge chuyén hod bdi Cytochrom P450

Khéng phat hién thay Linezolid dugc chuyén hoa béi hé théng enzym Cytochrom P450 (CYP) va né khng dic
ché bét ky dong phan (iseform) ndo ciia CYP & nqudi (142, 209, 2019, 206, 2E1, 3A4) mét cach déng ké v&
mat 1dm sang. Tuong ty, linezolid cing khdng gdy cdm tg céc 8ong phan enzym P45 & chudt, Vi viy khéng
0 tuong tac voi cac thude cdm (ng CYP450 nao dugc tién lugng ddi vdi linezolid.

Rifampicin

Tac dong cha rifampidin 18n dugc dong hoc cla linezolid dugc nghién cdu trén mugi sau tinh nguyén vién
nam trugng thanh khoé manh diing linezelid 600 mg hai ldn mdt ngay trong 2,5 ngay kém véi hodc khdng
kém rifampicin 600 mg m{t [an mét ngay trong 8 ngay. Rifampicin [am giam Cmax va AUC cdia linezolid trung
binh K fugt 3 219% [khodng tin ¢y 90%, 15, 27] va 32% (khodng tin cly 90%, 27, 37]. Co-ché clia huting téc
ndy va y nghia 1dm sang ¢lia né chua dugc biét dén.

Warfarin

Khi warfarin dugc thém vao trong phic d6 linezolid 4 trang thai n dinh, mdc INR t6i da trung binh gidm 10%
khi diing ciing nhau va AUC INR gidm 5%. Chura ¢6 40 dit liéu trén bénh nhan ding warfarin va linezolid ¢é
ddnh gid y nghia 14m sang, néu c6, ala nhing phat hién trén..
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Thing b4o ngay cho bac si hodc dug si khi gap phdi cac tac dung phu cia thudc,
Qué lidu va cach xii tri
Trong truding hop qua liéu, can thyc hién chim soc hé trg, duy tr sy loc cOa cu than. Loc mau <6 thé loai bo
309% liéu linezolid.
Dic tinh duge e hoe
Nhdm dugc ly: Khang sinh khac
Ma ATC: JO1XX08
Linezolid I mgt khang sinh téng hop thudc nhém oxazolidinan, véi hoat tinhin vitro chéng lai cac vi khudn
Gram duong hiéu khi, mét s5 vi khudn Gram duang ky khi va mt s6 vi khudn Gram am. N6 e ché chen loc
qud trinh tong hap protein cia vi khudn thiing qua co ché téc dung khéc véi cac tac nhan khang khuan khéc.
Linezolid lién ket vdi cac ribosom 235 RNA cia cic ti€u don vi 50S ctia ribosom vi khudn va ngan ngisa sy
hinh thanh phiic hap 705- mt thanh phan thiét yéu cda qud trinh phién ma.
Phd idving khudn )
Vikhuéin nhay cém
Vikhudn hiéu khi Gram duong:
Enteracoccus faecalis
Enterococcus faecium
Staphylococeus aureus
Staphylococd khong gy tan mdu
Streptococcus agalactioe
Streptococcus preumoniae
Streptococcus pyogenes
Streptococci nhom €
Streptococei nhom G
Gram durang ky Khi:
Uostridium perfringens
Peptostreptococcus anaerobius
Céc loai Peptostreptococcus
Vi khudin dé khing
Haemophitus influenzae
Moraxella catarrhalis
(Cac loai Nefsseria
Enterobacteriaceae
(dcloai Pseudomonas
Dic tinh dugc ddng hoc
Hép thu
Nang dd dinh vandng d tdi thiéu cila linezolid (Cmax va Cmin) értrang thii 6n dinh sau khi tiém truyén tinh
mach 600 g hai ln méi ngay da dugc xéc dinh 13 15,1 £ 2,5 mg/i va 3,68 = 2,68 mg/]
Phan bé
Thétich phan bé trung binh & trang thdi 6n dinh & mic khoang 40-50 lit & ngudi Ién khde manh. Ty I2 lign
két v protein huyét tuong khodng 31% va khéng phy thude néng d5.
Chuyén héa
Linezolid chil yéu duge chuyén hda bii qua trinh oxy hoa cla vong morpholin tao din xudt khong hoat
déng: dan xust axit aminoethoxyacetic (PNU-142.300) va diin xudt hydroxyethyl glycin (PNU-142.586). Céc
chit chuyén héa hydroxyethyl glycin (PNU-142.586) 1a chét chuyén héa chinh.
Thai trr
@ nhifng bénh nhan c6 chifc ning than binh thuding hodc suy than nhe dén trung binh, linezolid chil yéu
duc bai tiét trong nudc tiéu: PNU-142.586 (40%), dang chua chuyén héa (30%) vi PNU-142.300 {10%).
Hau nhu khng ¢ dugc chat & dang chira chuyén héa dugc tim thay trong phn. This gian ban thii trung
binh cia linezolid vao khodng 5-7 gid.
Quy c&ch dng géi: Ong 16 ml, tii 1 éng. Hap 10 dng.
Bdo quin: Bao quan trong bao bi kin, trinh dnh sang, & nhiét do duéi 30°C.
Dung dich sau khi pha fodng bio quan trong bao bi kin, trdnh drh sang, & nhit dg 29C- 8°C.
Han diing: 24 théng ké tirngay san xudt. 5 ngdy sau khi mé tii nhom.
Dung dich sau pha loang st dung trong vong 8 gid.
Tiéu chuan chét lveng: Tiéu chuan co st

Nha sdn xudt
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