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Maquette quing cdo sin ph&ém Linestad 600
Kich thudc A4 (21x29.7cm) (4 mat) Trang 1

Hinh thic: Tai liéu théng tin cho cdn b y té€

Tai liéu théng tin cho can b y t&

vestad 600

Linezolid 600 mg
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Kich thwéc bén in = 85% kich thwée that



Maquette quing cdo sian phdm Linestad 600

Kich thudc A4 (21x29.7cm) (4 mat)

Trang 2

Hinh thac: Tai liéu théng tin cho cdn bé y té

Linezolid

THANH PHAN

MGi vién nén bao phim chia:
LINRRONE ... comcoremsmbinsissmmsnimasvpsnmsssasirsmues OO
Té duoc vifa di . R, [ |

(Tinh bdt ngd, tinh bdt natri glycolat, hydroxypropyl cellulose, microcrystallin
cellulose, magnesi stearat, hypromellose, titan cioxyd, macrogol 400)

mb TA
Vién nén hinh oval, bao phim méu trdng, hai mat khum, mdt mat khdc s6 “600°,
mdt mat tron.

DUGC LUC HOC
Linezolid 12 mot thufc khdng khudn tdng hop thudc nhém khdng sinh méi
oxazolidinon. In vitro, thuic ¢d hoat tinh chéng lai vi khudn higu khi Gram duong va
céc vi sinh vat ky khi. Linezolid iic ch& chon loc sy ting hgp protein clia vi khudn
thong qua mot cd ché tac dgng duy nhit Cu thé, thudc gén k&t vai mot i tri trén
ribosom ciia vi khudn (23S clia tifu dan vi 50S) va ngan chan sy hinh thanh mot
phiic hgp 708 khai ddu hoat ddng & mot thanh phin thigt y8u cla qud trink dich
ma
Cdc vi khudn nhay cim
. Vi khun hi€u khi Gram dugng:

Enterococcus faecalis
Enterococcus faecium
Staphylococcus aureus

Cac Staphylacoccus coagulase 4m tinh
Streptococcus agalactiae
Streptococcus pneumoniae
Streptococcus pyogenes

Cdc Streptococcus nhdm C
Cdc Streptococcus nhdm G

. Vikhudn y&m khi Gram duong:
Clostridium perfringens
Peptostreptococcus anaerobius
Cdc ching Peptostreptococcus
Cc vi khudn dé khang
Haemaphilus influenzae
Moraxelia catarrhalis

Cdc chiing Neisseria
Enterobacteriaceae

Cac ching Pseudomonas

DUGC BONG HOC
Linezolid dugc hdp thu nhanh chdng va nhiéu sau khi uBng va ndng do t6i da trong
huy8t tuong dat duoc sau 1 - 2 gio. Khodng 31% thufic gdn két voi pratein huyét
tuong. Linezolid duge phan bdl vio xuong, md, phdi, cd, dich trong béng nudc & da,
va dich nfio tly. Thulic dudc chuyén hoa chi y&u bbi qua trinh oxy hda thanh 2 chét
chuyén hoa chinh khang cd hoat tinh, hydroxyethy! glycin (PNU-142586) va acid
aminoethoxyacetic (PNU-142300); cdc chét chuyén hoa phy khdng c6 hoal tinh
khdc ciing dd dugc xdc dinh. Khodng 40% liéu ding dugc bai tiét trong nudc tidu
dudi dang PNU-142586, 30% dudi dang linezolid, v 10% dudi dang PNU-142300.
M@t lugng nhd céc chat chuyén hoa duge do thii qua phan. Thol gian ban thii clia
linezolid Ia khodng 5 - 7 gidi. Tré em c6 do thanh thai linezolid nhanh hon so vdi
ngudi I6n; thai gian ban thai dao dong tir khodng 2 - 4 gid, ting theo twdi.

CHI DINH
Linestad 600 dugc chidinh:

- Didu trj viém phdi mdc phai chng déng va viém phdi bénh vién khi da biét hoac
nghi ngt 14 do cac vi khudn Gram duong nhay cam géy ra.

- Biéu tri nhim tring da bj bi&n ching va nhim tring md mém chi khi xét nghiém
vi sinh vt di xac dinh duge nhifm tring do vi khudn Gram dugng nhay cam gay
ra.

LIEU LUGNG VA CACH DUNG
Linestad 600 dugc dung bang dudng uiing co hodc khang co thic n.

- Ngudsi I6n va tré em =12 tudi: 600 mg mBi 12 gits thuding trong 10 - 14 ngay (thai
gian diéu trj t5i da 2 28 ngay).

Linestad 600

Tai liéu thong tin cho can

600 mg

- Bénh nhdn cao 1udi, bénn nhan suy thén, suy gan: Khidng cdn diéu chinh liéu.

CHONG CHi BINH

- Qua mén vdi linezolid hodc bat ky té dugc nao.

- Linazolid khéng nén sif dung & bénh nhan dung bat ky thudc nao dc ché monoamin
oxidase A hodc B (nhu phenelzin, isocarboxazid, selegilin, moclobemid) hoic trong
vbng hai tudn ding thudic nay.

-Trit khi ¢6 s&n nhiing phudng tién dé theo ddi chat ché va gidm st huy&t 4p,
khdng nén ding linezolid cho bénh nhadn cé tinh trang 1am sang hedc st dung
déng thai voi cac loai thudc sau day:
+Bénh nhan bj ting huyét &p khong dugc kiém soat, u t& bao ua crdm, ung thy,
tang nang tuyZn gidp, trdm cam ludng cyc, rdi loan phan ligt cim xdc, tinh trang 1o
1in cip
+Bénh nhan ding bat ky loai thufc nao sau ddy: thubc Oc ché tai thu nhap
serotonin, thudic chéng trdm cdm ba vong, thubc chii vén thy thé serotonin 5-HT1
(triptans), thudc cubing giao cam tac dOng tryc tiép va gldn 1i€p (bao gdm thubc
gian phé quan adrenergic, pseudoephedrin va phenylpropanolamin), thudc van
mach (nhu epinephrin, norepinephrin), thudc dopaminergic (nhu dopamin,
dobutamin), pethidin hodc buspiron.

THAN TRONG

- Anh hudng trén huyét hoc: Suy thy (thifu mdu, gidm bach cdu, gidm toan thé
huy&t cdu, gidm tifu cdu) da duge bdo cdo & bénh nhin diing linezolid. Theo déi
hang tudn s6 lugng 1€ bio mau todn phdn trong qud trinh didu trj vi linezolid, dac
bigt & nniing b&nh nhan ding thudc trén 2 tudn va & nhiing ngudi bi suy thy tir truc
diing ddng thei véi cac thubic gdy U ché tly xuong, hodc bi nhifm tring man tinh
ma di hodc dang dugc diéu tri bing liéu phdp chéng nhiém triing ddng thisi. Nén
ngung dung linezolid néu finh trang dc ché ty xuong tién trién hay xdu di. Sau
ngiing thude, cdc thiing s8 huyét hoe thubing ting so vdi cc gid trj trudc khi didu
tri.

- Ty 1é t vong: Trong mOt nghién cUu & nhilng bénh nhan bénh ndng bi nhidm
tring co lién quan dén dng thdng ndi mach, ty 18 ti vong & nhilng bénh nhan dugc
diéu trj bing linezolid cao hon so véi nhilng ngudi dugc didu tri bing mot thudc
¢hding nhidm tring d6i ching (vancomycin, dicloxacillin, oxacillin).

- Uc ché oxidase monoamin: Linezolid 1a mét thudc (i chd yéu, khang chon loc va
¢4 thé phuc héi monoamin oxidase (MAQ). Thutic co thé tuang téc véi céc thudc (o
ché MAD, thubc adrenergic va serotonergic. MOt dap (ng huyét dp déng k€ da
dugc bao cdo khi liéu tyramin trén 100 mg duoc dung & ngudi lon dang udng
linezalid. C&n hudng din bénh nhan dung liu tyramin dudi 100 mg méi bia dn
trong khi dang ding linezolid.

- Hiii chifng serotonin: Hai chitng serotonin (bao gém ci mét sa tniding hop tif vong)
dd dugc bdo cdo & nhilng bénh nhin dung déng thdi linezolid véi cdc thubc
serotonin (nhu céc thubc Uc ché tai thu nhép serotonin chon Ipc [SSRI)). Cac ddu
hiu va trigu ching bao gém nhiing thay d6i vé linh thdn (nhdm 1n, ting dong, co
v&n @8 vé tri nho}, co gidt co, a6 mé hoi qua milc, run rdy, rung, tiéu chay, mét
phéi hgp va/hodc sot. Do nguy co bi hoi ching serotonin, khong nén sif dung
linezalid d nhiing b&nh nhan dang diing céc thudc serotonergic.

- Bdi nhiém/ Tiéu chdy va vim dai trang do Clostridium difficile (CDAD): ©idu tri
béing cic thudc chéng nhiém triing co thé cho phép phét trién qué mic cla vi
khudn Clostridium difficile. Tigu chiy va viém dai trang do C. difficile 83 dugc bao
40 voi gdn nhu & 18t ca cdc thudc chdng nhiBm triing, k8 ca linezolid va co thé dao
ddng & mic Ao i tiéu chay nhe dén viem dal trang gay tif vong. Luu y dén truding
hop CDAD néu tiéu chdy phat trién trong va sau khi diéu tri va xi Iy cho phii hgp.
Cdn thén trong véi tién sit bénh vi CDAD da dugc béo céo xdy ra mudn 2 thing
hodc 14u hon sau khi ngung ligu phap chdng nhifm trimg. Néu nghi ngdl hoic di
xic dinh bj CDAD, nén ngung thudc chéing nhifim tring di céc thulc nay khéng
truc tifp chéng lai C. difficile.

- Phdn dng nhay cdm: Phan v&, phi mach va r6i loan da bong nudc nhu hol chiing
Steven-Johnson da dugc bac cao.

- Nhiém acid lactic: Nhidm acid lactic, cé d4c didm 13 bubn ndn va ndn cd chu ky, da
dugc bdo co d nhiirg bénh nhan ding linezolid. Nhilng b&nh nhan bj budn nén va
nén c6 chu ky, nhiém toan khang 8 nguy@n nhdn, hedc nng do bicarbonat thip
trong khi diing linezolid phai dugc gidm dinh y khoa ngay.
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Maquette quing cdo sén phdm Linestad 600

Kich thudc A4 (21x29.7cm) (4 mat) Trang 3

Hinh thdc: Tai liéu théng tin cho cdn b6 y té€

- Bénh thdn kinh: Bénh thin kinh ngoai vi va bénh than kinh thi gidc, ddi khi tién
trifn d&n m4t thj lyc, a3 duoc béo céo & nhilng bénh nhén ding linezolid; nhilng
tac dyng xay ra chil y8u & nhilng b&nh nhin ding thudc trong thi gian 14u hon so
véii thisi gian khuy&n c4o diéu tri tdi da (28 ngay). Nhin md d3 dugc bio cdo & mdt
s8 bénh nhan ding thudc dui 28 ngay. N&u mét ngudii benh bj cAc tribu ching suy
gidm thj lyc (nhu thay d8i thi lyic hodc tAm nhin mau sdc, nhin md, hodc khuyét tat
thi trubing), nén kiém tra mét kip thoi. T4t ca bénh nhan ding linezolid trong thi
gian dai (# 3 thang) c4n theo ddi chilc nang thi gidc. Ngodi ra, 14t ¢ banh nhan co
triéu ching mdi v mat. khéng phu thudc vao thai gian didu tri, ciing cdn thea dai
chiic nang thi gidc. N€u bénh thdn kinh ngoai vi va bénh thdn kinh thi gidc xay ra,
tan nhice gila loi ich va nouy co ciia viec tiép tyc diéu tri vai linezolid

- B@ng kinh: DOng kinh di duge bdo cdo & nhiing bénh nhin ding linezolid. Luu y
tién sif ddng kinh hodc cdc y&u t6 nguy co vé dong kinh & mdt s truding hgp nay.

- Suy gidm khd ndng sinh sdn: Linezolid 1am giam kha ndng sinh san va gay bat
thuding hinh dang tinh tring 6 chudt cding dyc trueng thanh & mic nbng dd phoi
nhim x&p i béng & noubi; chua biét tic dang co thé cd cla linezolid trén hé sinh
san nam gidi

TUONG TAC THUGC

- Linezolid 1a mdt thuBc (e ché thudn nghich, khng chon lpc MAQ va do dé ¢ kha
nang wong tac voi cac thufc adrenergic va serotonergic. DA duge bdo cdo vé sy
gia tang hoat tinh tang huy€t dp 6 nhiing bénh nhan ding linezolid cing Vi
phenylpropanolamin hodc pseudoephedrin va nén gidm liéu khdi ddu clia dopamin
hay adrenalin. Ciing c6 nhiing trudng hgp bi hdi chitng serotonin khi ding linezolid
véii cdc thuic e ché tai thu nhip serotonin, vA cdc tridu chifng tuong ty nhu khi
diing cung vai dextromethorphan.

- Thuéic chéng trém cédm: HEi chitng serotonin dd dugc bdo cdo & bénh nhén ding
linezolid ciing véi thudc chding trdm cdm serotonergic nhy venlafaxin va SSRI
(méc du co thé sit dyng d6ng thai).

- Thifc dn giau tyramin: Khdng thdy co dap ing huy&t p déng k& & nhiing ngudi
dung linezolid va duti 100 mg tyramin. Diu nay cho thdy chi cdn trdnh an qua
nhiéu thyc phdm va d6 uSng cd ham lugng tyramin cao (nhu phé mai 1én men di
thai gian, chiét xut men bia, d8 uing cé cin va cdc sin phdm diu nanh 18n men
nhu nudc tuong).

- Rifampicin: Rifampicin lam gidm Cmax va AUC cla linezolid tuong (ng 21% va
32% (gid tri trung binh). Chua biét co ch& cla tuong tdc ndy va v nghfa 1Am sang
clia no.

- Warfarin: Khi warfarin dugc thém vio ligu phép linezolid & trang thai 6n dinh, gia
tri INR t8i da trung binh gidm 10% khi diing d6ng théi vai gid tri AUC INR gidm
5%. Khong ¢6 d dif ligu ti cac bénh nhin dd ding warfarin va linezolid dé danh
gid y nghia lam sing cla nhilng phét hién nay, néuco.

PHU N0 €O THAI VA CHO CON BU
Phu nil ¢ thai
Khding ¢ dil libu ddy A0 v& viéc si’ dung linezolid & phy nli ¢6 thai. Cac nghién cilu
trén ddng vat cho thdy cé doc tinh vé sinh sin. Tén tai nguy co tiém &n d4i vdi con
ngudii. Khang nén dung linezolid trong thai ky trir khi thuc sy cdn thiét, nghia 12 chi
khi Igi ich cao hon nguy cd vé Iy thuyét.

Phy nii cho con bi

D ligu trén dong vat cho réng linezolid va chat chuyén héa clia nd c6 thé di vao
sifa me, do 6, nén ngung cho con bi truc va trong qud trinh ding thudc.

Kha ndng sinh sdn

Trong cac nghién clu trdn ddng vat, linezolid lam gidm khd ndng sinh sdn.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
B&nh nhan cdn dugc canh bao vé kha ndng hoa mdt hodc tridu chiing suy giam thi
lyc trong khi diing linezolid va khtng nén Idi xe hay vdn hanh may méc néu co cic
triéu chiing nay xay ra.

TAC DUNG KHONG MONG MUGN

Thudng gdp (1/100< ADR < 1/10)

- NhiEm khudn va ky sinh tring: Nhim ndm Candida, ndm Candida miéng, ndm
Candida 4m dao, nhifm ndm.

- Rai loan hé thdn kinh: Nhic ddu, thay ddi vi giac (v kim loai), hoa mét.

- RAi loan tiéu hoa: Tigu chay, bubn ndn, ndn, dau bung khu tri hodc dau byng ting

Linestad 600

Linezolid 600 mg

Tai liéu théng tin cho can

quat, tao bon, kho tiéu.

- R6i loan gan-mat: B4t thuing xét nghidm chic ndng gan; ting AST, ALT hodc
alkalin phosphatase.

- Réi loan thin va tiét nidu: TAng BUN

- R&i foan tam thdn: Mt ngl.

- RGi loan mduva hé bach huy8t: Thifu mdu.

- Rdi loan mach méu: Tang huy&tap.

- ROi loan da va mo duti da: Ngia, phat ban.

- R Ioan chung: S6t.
It gdp (1/1000 < ADR < 1/100)

- Nhidm khudn va ky sinh tring: Viém 4m dao

- R6i loan mau va hi bach huyét: Gidm bach cdu, gidm bach cdu trung tinh, gidm
tiéu cdu, tang bach cdu 4i toan.

- R6i loan ng thén kinh: Co giat, glam cdm gidc, dj cém.

- Roi loan thi giac: Nhin mé,

- R6i loan thinh gidc va mé dao: U tai.

- Roi loan tim mach: Loan nhip tim (nhip tim nhanh)

- R6i loan mach mau: Con thiéu mau cuc b thodng qua, viém tinh mach, viém finh
mach huy@t khéi.

- Rai loan tiéu hoa: Viém tyy, viém da day, ddy bung, kh& miéng, viém Wi, di tidu
1dng, vigm migng, r6i loar hogc bign mau i,

- Roi loan gan-mat: Tang bilirubin toan phén.

- Rdi loan da va mo dudi da: May day, viém da, todt md hdi.

- R6i loan thin va tiét nidu: Suy thin, tang creatinin, da nigu.

- Réi loan hé sinh s&n va ngyc: Rdi loan 4m hd - 4m dao.

- Rdi loan chuyén hoa va dinh duBng: Ha natri huyét.

- R6i loan chung: On lanh, mét méi, khat nudc.
Hi&m gép (1/10000s ADR < 1/1000)

- RGi loan méu va hé bach huyt: Gidm toén thé huy&t cdu.

- Nhi&m khudin va ky sinh tring: Viém dai trang do khang sinh, bao gdm viém dai
trang gia mac.

- Rdi loan thi gidc: Nhiing thay d6i vé khi€m khuyét thi truding.

- RGi loan tiéu hoa: DFi mau bé ngodi ring.

- Tdn sudt chua bigt

- Roi loan mau va hé bach huy&t: Suy thy, thi€u mau nguyén hdng cdu

- Rai floan né mién dich: Phin vé.

- Rdi loan chuyén hda va dinh dubng: Nhiém acid lactic.

- Réi loan & thdn kinh: HOI ching serotonin, b&nh thdn kinh ngoai bién.

- Rai loan thi gidc: Bénh thdn kinh thj gidc, viém ddy thdn kinh thj giac, mat thi lyc,
thay ddi vé thi lic, thay ddi vé kha nang nhin mau sdc.

- Rai loan da va md duti da: Céc rdi loan bdng nubc dugc md td nhu hodi ching
Stevens-Johnson va hoai 1l bi€u bi nhiém doc. phi mach, rung toc.

QUA LIEV
Chua cd thuc gidi doc dac hidu.
Khéng co truing hop qué lifu nao duge bao céo. Tuy nhign, nhilng théng tin sau cé
thé hiu ich:
N&n cham séc hé trg cung voi duy tr lpc cdu than. Khodng 30% liéu linezolid dugc
Ibai ba trong 3 gio thdm phdn mav, nhung khdng ¢ o ligu vé vide loai bd linezolid
bang thdm phan phic mac hodc Ipc mau hdp phu. Hai chat chuyén hoa chinh clia
linezolid cling dugc loai bé 6&n mdt mdc dj nao dé bang thim phan mau. D&u higu
nhidm doc & chudt sau khi udng lidu linezolid 3000 ma/ka/nody 1 gidm hoat ddng
va mat didu hoa, trong khi ché dugc diéu tri visi 2000 mg/kg/ngay bj ndn va run.

BAO QUAN: Trong bzo bi kin, nai khd. Nhiét g khdng qud 30°C

HAN DUNG: 24 thing k& tif ngay san xudt.

BONG GOI: Vi 10 vien. HOp 1 vi. Vi 10 vién. HOp 2 vi. Vi 10 vién. HOp 3 vi

TIEU CHUAN AP DUNG: Tiéu chudn nha san xudt.

THUOC NAY CHi DUNG THEO BON CUA BAC Si
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

Kich thwéc ban in = 85% kich thwéc that



Magquette quing cdo san phdm Linestad 600
Hinh thdc: Tai liéu théng tin cho cdn b y t& Kich thudc A4 (21x29.7cm) (4 mat) Trang 4

Tai liéu théng tin cho can bd y té
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Hudng téi stic khde cong dong

Nhé sén xudt: Céng ty TNHH Lién Doanh STADA - VIET NAM
= K63/1 Nguydn Thi S6¢, Xuan Théi Dong, Héc Mén, TP. H8 Chi Minh

Tel: 08. 3718 1154 - 3718 2141 Fax: 08. 3718 2140 Email: stada @stada.com.vn

® 40 Pai 16 Tu Do, KCN Viét Nam - Singapore, Thuan An, Binh Dudng

Tel: 0650. 3767 470 Fax: 0650. 3767 469 Website: www.stada.com.vn
Phén phdi: Céng ty TNHH Dugc Pham Khuong Duy

NN1 - NN1A Bach Ma, Phudng 15, Quén 10, TP. Hé Chi Minh

Tel: 08. 3863 2083 (8 lines) Fax: 08. 3977 0850 Website: www.khuongduy.com.vn
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