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MANUENHIANFEIANN GIKeYe

CONG TY CP DUGC PHAM SAVI (SaWspharm J.5.C) SaViLifen 600
L6 2.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM (chai 60 vién)
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

Mau hép
sawiLifen600
Chai 60 vién
nén bao phim
“.. s Rx Thuéc bén theo don . Rx Prescription only medicine
sawiLifen 600 sawiLifen 600
| >, THANH PHAN : MG vién chia : COMPOSITION : Each tablet contains °
S | Linezolid s 600 Mg Linezolid ..................ccoocvene... 00 Mg
| ~ | Tadugcvia dl .......................... 1 vién Excipients g.s. for .................. 1 tablet

sawiLifen 600

INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION, PRECAUTIONS,

sawiLifen 600

CACH DUNG, THAN TRONG, TAC DUNG PHU

‘ CHI BINH, CHONG CHi BINH, LIEU LUGNG,

. VA CAC THONG TIN KHAC : Linezolid 600 mg SIDE EFFECTS AND OTHER INFORMATION : Linezolid 600 mg
o D ‘ ‘:P;T;’c frg:g to hudng din sd dung See enclosed leaflet
'm theo.

STORAGE : Keep in a dry place, do not
store above 30°C. Protect from light.

BAO QUAN : Noi kho, nhigt do
[ = khéng qud 30°C. Tranh 4nh sang.

Read carefully the leaflet hefore use
Keep oul of reach of children
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TO HUONG DAN SU DUNG THUOC
Vién nén n bao phim SaViLifen 600
R Thudc ban theo dom
Dé xa tim tay ctia tré em
Doc ky hudng din sir dung trieée khi ditng
Thiong bdo ngay cho bdc sy hodc dwgc sy nhirng tic dung khong mong muén gdp phdi khi sir dung thudc

A. HUONG DAN SU DUNG THUOC CHO
NGUOI BENH

THANH PHAN, HAM LUQNG CUA THUOC
Lot v v ittt e e e 600 mg

(Cellulose vi tinh thé 101, tinh bgt bdp, natri starch
glycolat, hydroxypropylcellulose, polyethylen glycol

600, magnesi stearat, hydroxypropyl methylcellulose 6
cps, titan dioxyd, talc).

MO TA SAN PHAM

Vién nén oval, bao phim mau trﬁng, hai mat khum, mdt
mit khic chtt SVP, mdt mit c6 gach ngang, canh va
thanh vién lanh 1an,

QUY CACH PONG GO1
Hop 3 vi x 10 vién.
Hop | chai x 60 vién.

THUOC DUNG CHO BENH Gi

SaViLifen 600 dugc dung @& didu tri bénh viém phdi va
mot sd bénh nhidm tring ¢ da hodc dudi da.

NEN DUNG THUOC NAY NHU THE NAO VA
LIEU LUQNG

Cdch ding

Thudc ding dudmg ubng; trudc, trong hodc sau khi an.
Liéu lwong ) '
Thyc hién theo chi dinh ctia bac s¥ diéu tri.

Ubng 1 vién x 2 1an/ngay

Mot dot didu tri thudmg kéo dai 10 - 14 ngay, nhung c6
thé kéo dai dén 28 ngay. Chua xac dinh tinh an toan va
higu qua khi diéu trj dai hon 28 ngay.

KHI NAO KHONG NEN DUNG THUOC NAY

Dj img v&i linezolid hodc bit ky thanh phdn nio cua
thude. !
Pang ding hoic trong 2 tudn gin ddy d3 dung cdc thude
{rc ché monoamin oxidase (MAOI - Monoamin oxidase
inhibitor) nhu: phenelzin, selegilin, isocarboxazid,
moclobemid... Céc thudc ndy dugc sir dung dé didu tri
trim cam hojc bénh Parkinson.

Phu nit dang cho con bui.

TAC DUNG KHONG MONG MUON

Thucng gdp, co thé xay ra it hon 1 trong 10 bénh nhan
- NhiZm ndm am dao hodc nAm miéng

- Pau ddu

- Vikim loai

- Tiéu chay, budn nén hodc nén

- Sai lich két qua mot s6 xét nghiém thin, gan, dudmg
huyet.

- Chay méu ho#c bdm tim khong rd nguyén nhén.

- Khé ngu

- Tang huyét 4p

- Thigu mau

- Thay di sb lugng mét s0 té bao mau, 1am anh huong
dén kha ning chéng nhiém tring.
- Phét ban da

- Ngia da
- Chéng miit
- Dau bung
- Tdo bén
- Khé tiéu
- Pau khu tri
- S6t
It gip, c6 thé xdy ra it hom I trong 100 bénh nhén
- Viém 4m dao
- Cam giéc té hodc ngra
- Nhin m¢
- U tai
- Khd hofic dau migng; sung, dau hofc thay ddi mau ludi
- Tiéu nhiéu 14n hon
-On lanh
- Cam thdy mét moi hogc khat
- Viém tuy
- Tang tiét md hoi
- Thay dbi céc protein, mudi, enzym trong mau phan dnh
chirc néing ciia gan hodc than. 3
- Co gidt
- Ha natri mdu
- Suy thén
- Gidm tiéu ciu
- By hoi
- Con thiéu méau ndo thodng qua (r6i logn tam thoi lugng
méu téi ndo gdy mdt so triéu chimg thodng qua nhu:
Giém thi luc, chin tay yéu, néi lip, mat y thirc).
- Viém da
- Téng creatinin
- Dau da day
- Thay d6i nhip tim
Hiém gdp, c6 thé xay ra it hom | trong 1000 bénh nhdn
- Gidm thj truémg )
- Dbi mau bé& mat rang, c6 thé loai bo khi cao ring bing
ta
M?(;t 56 tdc dung phu khdc
- Hoi chimg serotonin (nhip tim nhanh, 1t 14n, 46 m héi
bét thudmg, 4o gidc, én lanh va run khéng tw chu).
- Nhiém acid lactic (thudng xuyén budn nén va nén, dau
g. th¢ nhanh)
loan da ning
- Thiéu m4u nguyén bao sit
- Rung téc
- Thay d6i cam nhén mau séc hodc khong nhin rd chi tiét
- Giam s6 lugng té bao mau
Huréng déin cich xir tri ADR j
Neéu xay ra céc tic dung khéng mong muodn nghiém trong,
ngimg diing thudc va théng bdo ngay cho bic si.

NEN TRANH DUNG NHUNG THUOC HOAC THY'C
PHAM Gi KHI PANG SU DUNG THUOC NAY

.
1
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- Khéng sir dung SaViLifen 600 néu dang sir dung hodc
43 sir dung céc thubc thudc nhém MAOI (phenelzin,
selegilin, isocarboxazid, moclobemid...) trong 2 tudn
gin day.

- Thong béo cho bic sy dé dugc kiém tra sirc khoe téng
quat va do huyét 4p trudc va trong khi didu trj véi
SaViLifen 600 néu ban dang sit dung céc thudc sau:

+ Thudc didu tri cdm cam hofic nghet mili c6 chira
pseudoephedrin hogc phenylpropanolamin.

+ Céac thudc didu trj hen suyén nhu: Salbutamol,
terbutalin, fenoterol.

+ Mot s& thubc chéng trAim cam: Amitriptylin,
citalopram, clomipramin, dosulepin, doxepin, fluoxetin,
fluvoxamin, imipramin, lofepramin, paroxetin, sertralin.

+ Thudc diéu trj dau nia diu: Sumatriptan va
zolmitriptan,

+ Thubc diéu tri phin (mg dj {mg nghiém trong:
Adrenalin (epinephrin).

+ Céc thudc c6 thé 1am tang huyét 4p: Dopamin,
dobutamin, noradrenalin (norepinephrin).

+ Thudc diéu trj dau vira hogc ning nhu pethidin.

+ Thubc diéu trj réi loan lo 4u nhu buspiron.

+ Thudc chéng ddng mau nhu warfarin.

- Tranh &n nhidu phé mai, thyc phdm chira dich chiét
ndm men, thyc phidm chira chiét xuit ddu nanh (nhu

nuée tuong), thirc ubng cé cdn dic biét 1a bia tuoi va
TUQu vang.

CAN LAM Gi KHI MQT LAN QUEN KHONG
DUNG THUOC

Néu quén thudc, cin phai uéng ngay khi nhé ra, cang sém
cang tot va tiép tuc lai lich udng thuéc binh thuong. Néu
nhé ra liéu dd quén gén thoi diém ubng lidu ké tiép thi bo
qua liéu da quén va thyc hién theo dung lich uéng thude
dang c6. Khdng dugc uéng gap doi liéu.

CAN BAO QUAN THUOC NAY NHU THE NAO
Bao quan thudc & noi khé, nhiét d khéng qua 30 °C,

trédnh 4nh séng. Khdng ding thudc d qua han sir dung ghi
trén nhan.

DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU .
Chura c6 béo céo trudng hop qua lidu.

CAN PHAI LAM Gi KHI DUNG THUOC QUA
LIEU KHUYEN CAO

Trong trudmg hop qua lidu, ngudi bénh cin thing bao
ngay cho béc s¥ hodic dén bénh vién gin nhit.

NHUNG DPIEU CAN THAN TRQONG KHI DUNG
THUOC NAY

- Cén duge theo ddi thj lyc néu ding thudc dai hon 28
ngdy. Té, ngira hogc nhin mo d4 duge béo cdo & nhimg
bénh nhan diing thudc > 28 ngay.

- Thdng béo cho bic s§ truée khi sir dung SaViLifen 600
néu ban:

+ D& bj bAm hay chay méu

+ Thiéu mau

+ D& bj nhiém tring

+ C6 tién sir bj co gidt

+ C6 vén @& vé gan hofc than. Néu dang chay than nhin
tao, ubng thudc sau khi chay than nhan tao.

+ Tiéu chay

- Trong thoi gian didu trj véi SaViLifen 600, cin thuc
hién xét nghiém méu thudng xuyén dé kiém tra sé lugng
té bao mau.

- B4o ngay cho béc sy néu gip céc tic dung phy sau khi
dang diéu trj voi SaViLifen 600:

+ Vin dé vé thj gidc: Nhin md, thay ddi cam nhan mau
sic, khong nhin rd chi tiét, giam thj trromg,

+ Mét cam gidc, ngira ran hodc c6 cam gidc bj kim chdm
& tay ho#c chan.

+ Tiéu chay ning va phan c¢6 mau vi/hoic chit nhay

+ Budn nén, ndn, dau bung, thé nhanh :

+ Phan tmg trén da: D6 va bong da (bong da), phat ban,
ngira hoic sumg dic biét quanh mat va cd.

+ Khi dang sir dung dng thi véi thubc chéng trim cam
SSRI (Selective serotonin reuptake inhibitor - Uc che tdi
hdp thu chon loc serotonin) ma gap c4c triéu chimg: Kich
dfng, ld lin, mé sang, co cimg, run, mét phéi hop vin
dong, co giat.

Truong hop cd'thai

Chua rd tac dong ciia thude dbi véi phu nir mang thai.
Théng béo cho bac s¥ néu ban dang mang thai hojc c6 ké
hoach mang thai trwéc khi ding thudc nay.

Triromg hop cho con bii ;
Khong ding thudc nay néu dang cho con bu vi thudc c6
thé qua sita me va dnh huéng dén tré.

Tdc djng cia thubc khi ldi xe va vin hanh mdy méc
Thudc c6 thé gdy chéng mit hodc anh huéng dén thi

gidc. Khong ldi xe v vin hanh mdy méc néu c6 céc
triéu chimg nay.

KHINAO CAN THAM VAN BAC SY, DUQC SY
Cén thong bio ngay cho bac s¥ hodc duge sy bt ky tac
dung phy nao xay ra trong khi ding thudc, ké ca nhimg
tac dung phu khéng dugc liét ké trong muc TAC DUNG
KHONG MONG MUON.

Nguoi bénh c6 tién sir man cam véi bét ky thude nao.
Ngudi bénh sir dung thude khéc khi dang diéu tri,

Ngudi bj cao huyet ap, cudng gidp, u thugng thén, hoi
chimg carcinoid, hung trdm cam, réi loan phan liét cam
xtic, rdi loan tam thin.

Tré em.

Phu nif mang thai hofic c6 ké hoach mang thai.

Phu nit cho con b.

Néu cin thém théng tin xin héi y kién bdc sy hojc
duge sj.

HAN DUNG CUA THUOC: 36 thing ké tir ngay san

xXudt.
D

Sin xuft tai:
TRACH NHIEM TRON VEN

CONG TY CO PHAN DUGC PHAM SAVI
(Savlplﬂnll J_S,C)
L6 Z01-02-03a Khu Céng nghiép trong Khu Ché xuit

Tan Thugn, phudng Tan Thufn Péng, quin. 7, thinh phd
H Chi Minh.

Dién thoai: (84.28) 37700142-143-144
Fax: (84.28) 37700145

NGAY XEM XET SUA POI, CAP NHAT LAI NOI
DUNG HUONG DAN SU DUNG THUOC:
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B. HUONG DAN SU DUNG THUOC CHO
CANBO Y TE

DUQC LYC HQC

Nhém dwge ly: Khang sinh nhém oxazolidinon

M3i ATC: JO1XX08

Co ché tdc dung:

Linezolid gin vao phan tir 23S ciia tiéu don vi 50S cia
ribosom, ngn chin tao thanh ribosom 708, din dén e
ché téng hop protein cua vi khuin.

Tac dung hdu khéng sinh in vitro cia linezolid trén
Staphylococcus aureus khoang 2 gid. Trén ddng vét thir
nghiém, tdc dung hédu khéng sinh in vive cia linezolid
trén Staphylococcus aureus va Streptococcus pneumonia
lin huot 12 3,6 va 3,9 gid.

Linezolid nhay cam véi céc vi khuin Gram dwong hiéu
khi (Enterococcus faecalis, Enterococcus faecium,
Staphylococcus aureus, Coagulase negative
staphylococci, Streptococcus agalactiae, Streptococcus
pneumonia, Streptococcus pyogenes, Streptococci nhém
C, nhom G), vi khuidn Gram duong ky khi (Clostridium
perfringens, Peptostreptococcus anaerobius, cic ching
Peptostreptococcus). Céac vi khudn dé khang voi
linezolid: =~ Haemophilus  influenza,  Moraxella
catarrhalis, Enterobacteriaceae, cac ching Neisseria va
cac chiung Pseudomonas. In vitro, linezolid c6 tac dung
khang Legionella, Chlamydia pneumoniae  va
Mycoplasma pneumonia. Khéng cé de khing chéo giita
linezolid va cdc nhém khang sinh khéc.

DUQC PONG HQC

Hip thu

Sau khi udng, linezolid hdp thu nhanh va dat néng d6
dinh trong huyét twong trong vong 2 gi&. Sinh kha dung
dwong udng xdp xi 100%. Bira #n nhiéu m& lam chédm
hép thu va lam giam ndng d9 dinh, nhung khéng anh
huéng dén mic 4§ hdp thu linezolid. Tac dong nay
khong ¢ v nghia 14m sang. Sau khi ubng liéu 600 mg x
2 l?m/ngay, némg d6 t8i da (Cpae - The maximum
concentration) va ndng d6 téi thiéu (Cp, - The minimum
concentration) trong huyét twong & trang thai dn dinh
tuong img 12 21,2 mg/l va 6,15 mg/l.

Phéin bd : _

Theé tich phan bd ¢ trang théi dn dinh trung binh khoang
40-50 lit, xAp xi tdng lugng nudc cia co thé. Khoing
31% linezolid lién két véi protein huyét wrong. Ti 1§
linezolid phan bd trong nuéc bet, md hdi, dich Iét bitu
md va trong phé nang so véi trong huyét twong lan lugt
1a 1,2/1,0; 0,55/1,0; 4,5/1,0 va 0,15/1,0. Trén bénh nhén
dat din lwu ndo thit - & byng va khong bi viém mang
nio, ty 1 Cpa cla linezolid trong dich ndo tiy so véi
trong huyét twong 13 0,7/1,0. Linezolid vA céc chét
chuyén héa ciia n6 c6 thé phéan bd vao sira me.

Chuyén héa ,

Linezolid bj oxy héa chi yéu thanh hai chit chuyén héa
chinh khéng cé hoat tinh 1a hydroxyethyl glycin va acid
aminoethoxyacetic. Trong d6 acid amincethoxyacetic la
chit chuyén héa chinh ciia linezolid & ngudi.

Thii trir

O nhimg bénh nhin c6 chic ning thin binh thudng hodc
suy thin nhe dén trung binh, khoang 40% hydroxyethyl
glycin, 10% acid aminoethoxyacetic, 30% linezolid dang

khdng bién ddi duge bai tiét qua nuéc tidu. Trong phan
c¢6 khodng 6% hydroxyethyl glycin va 3% acid
aminoethoxyacetic, khéng c6 linezolid dang khéng bién
dbi. Thoi gian bén thai cua linezolid trung binh khoang
4,3 — 6,4 gio & ngudi 16m. D) thanh thai khéng qua thin
xép xi 65% tong do thanh thai cia linezolid. O liéu cao,
d9 thanh thai linezolid khong tuyén tinh véi lidu.

Nhing nhém bénh nhan dgc bigt

Dugc dong hoc linezolid khéng thay dbi déng ké & bénh
nhin > 65 tudi.

Tré em (< 18 tudi) '

- Tré so sinh dén 1 tuln tudi: Thoi gian ban thai cua
linezolid 1a 3 gi& va 5,6 gi&r & tré sinh non.

- Théi ian’ban thai cta linezolid 14 1,5 gid & tré tir 1
tudn tudi dén 28 ngdy tudi; 1,8 gitr & tré trén 28 ngay
tudi dén 2 thang tudi; 2,9 givr & tré tir 3 thang tudi dén 11
tudi va 4,1 gidr & tré tir 12 - 17 tudi.

- Tir 1 tudn tudi dén 11 wdi, khi sir dung liéu 10 mg/kg
mdi 8 gidr s& tiép xic voi thude twong tir khi ngudi 16n
udng liéu 600 mg x 2 lAn/ngay. :

- Tir 12 dén 17 tudi: Dugc dong hoc linezolid tuong tu
v6i ngudi 16m khi ubng liéu 600 mg.

- O tré em dat din luu ndo thit - § bung, khi udng liéu
10 mg/kg mdi 12 gid hoac mdi 8 gid, ndng dd linezolid
trong dich néo tiy khon 6n dinh, khong dat hoic khéng
duy tri dugc néng dd diu tri. Do d6, khong nén sir dung
linezolid dé didu trj nhi®m tring hé thin kinh trung wong
& tré em.

Bénh nhdn suy gan .

Dugc dong hoc cia linezolid, hydroxyethyl glycin va
acid aminoethoxyacetic khong thay doi & bénh nhan suy
gan nhe dén trung binh (phén logi A hoic B theo Child-
Pugh) va chua duge dénh gia & bénh nhén suy gan ning
(phén loai C theo Child-Pugh). Tuy nhién, do linezolid
duge chuyén héa khéng qua enzym nén c6 thé khéng bi
anh hudng dang ké néu chirc nang gan suy giam.

Bénh nhdn suy thdn :
Sau khi ding liéu duy nhit 600 mg, nﬁmg dd 2 chat
chuyén héa chinh ciia linezolid trong huyét tuong ting 7
- 8 lin & bénh nhin suy thin ning (40 thanh thai
creatinin < 30 ml/phut). Tuy nhién AUC (4rea under the
curve — Dién tich dudi duong cong) cia linezolid khong
ting. Mic dit c6 mét luong chit chuyén héa chinh cia
linezolid bj loai trir sau khi loc than, ndng dd cdc chét
niy & bénh nhan sau khi loc thin vin cao hon déng ké so
v&i bénh nhén ¢6 chitc ning thin binh thudmg hodc su
thin nhe dén trung binh. Nong dg dinh trong huyet
tuong cua linezolid khéng thay doi.

Bénh nhdn nix

So véi nam gidi, thé tich phan bé cia linezolid & ni hoi
thép hon va 5 thanh thai gidm khoang 20%. Tuy nhién,
thori gian ban thai khong khic nhau dng ké. Khéng can
chinh li¢u & nhém bénh nhan nay.

CHI PINH DIEU TR] _

Diéu trj cac trudong hop nhiém khuin gdy ra béi cac vi

khuin Gram dwong nhay cam véi linezolid bao gdm:

- Viém phdi mic phai ¢ cong ddng va viém phdi bénh
vién giy ra bdoi Streptococcus pneumoniae hodc
Staphylococcus aureus, bao gdm ca chiing d& khang
methicilin (MRSA -  Methicillin-resistant
Staphylococcus aureus).

.
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- Nhiém triing da khéng bién chimg: Viém mb té bao co
mu hodc khéng cé mi do MRSA.

- Nhiém tring da c6 bién chimg bao gdm ca nhifm
tring ban chdn ¢ bénh nhan dai thdo dudmg (khong
kém viém tiy xuong) gdy ra bai Staphylococcus
aureus (k& ca MRSA), Streptococcus pyogenes,
Streptococcus agalactiae.

- Nhiém tring do Enterococcus faecium khing
vancomycin, ké ca truéng hop ddng thoi bi nhiém
trung huyét.

- Diéu trj thay thé vancomycin trong nhidm trung hé
thin kinh trung wong giy ra do MRSA.

Thube khong dugc chi dinh diéu trj nhiém khuin do vi

khuin Gram 4m.

LIEU LUQNG VA CACH DUNG

Cdch ding

Thudc ding dudng uc‘mg, lic no hodc doi.

Liéu lwgng

Ngwgi lon

- Viém phdi méc phai & cong ddng hoic viém phdi bénh
vién: 600 mg x 2 ldn/ngdy. Thoi gian didu trj 10 - 14
ngay, riéng viém phdi do MRSA thi thoi gian didu trj 7
- 21 ngay.

- NhiZm tring da khéng bién chimg: Viém mé té bio c6
mu hofic khéng cé mu do MRSA: 600 mg x 2
lin/ngay, trong 5 - 10 ngay.

- Nhiém triing da c6 bién chimg bao gdm ca nhiém tring
ban chin ¢ bénh nhin d4i thao duémg (khdong kém viém
iy xuong): 600 mg x 2 lan/ngay, trong 10 - 14 ngay.
Neéu do MRSA thi thoi gian diéu tri 7 - 14 ngay.

- Nhiém tring do Enferococcus faecium khing
vancomycin: 600 mg x 2 lan/ngdy, trong 14 - 28 ngay.

- Nhim tring hé thin kinh trung wong gdy ra do
MRSA: 600 mg x 2 lan/ngay.

Thoi gian diéu tri toi da 1a 28 ngay. Tinh an toan va hi¢u
qua khi didu tri dai hon 28 ngay chua dugc thiét 1ap.
Khong cin tang liéu va thoi gian didu tri néu ddng thoi
¢6 nhiém tring huyét.

Tré em:

- Viém phéi méc phai & cOng ddng hoic viém phdi bénh
vién:

+ Tir 1 tudn tudi dén 11 tudi: 10 mg/kg” mdi 8 gio.

+ Tir 12 dén 17 tudi: 600 mg x 2 lan/ngay.

Thoi gian didu trj 10 - 14 ngay, riéng viém phdi do
MRSA thi théi gian diéu tri 7 - 21 ngdy.

- Nhiém tring da khéng bién chimg;

+ Duéi S tudi: 10 mg/kg’ méi 8 gid.

+Tir§ - 11 tudi: 10 mg/kg’ mdi 12 gid.

+ Tir 12 dén 17 tudi: 600 mg x 2 lan/ngay.

Thoi gian diéu trj 10 - 14 ngay.

- Nhiém tring da c6 bién chimg;

+Tir 1 tudn tudi dén 11 tudi: 10 mg/kg’ mdi 8 gid.

+ Tir 12 dén 17 tudi: 600 mg x 2 lan/ngay.

Thoi gian diéu tri 10 - 14 ngay.

- Nhim trang do Enterococcus faecium khéng
vancomycin;

+ Tir 1 tuln tudi dén 11 wdi: 10 mgkg' mdi 8 gid.

+ Tir 12 dén 17 tudi: 600 mg x 2 lan/ngdy.

Thoi gian diéu trj 14 - 28 ngay.

- Nhiém tring hé thin kinh trung wong gy ra do
MRSA: 10 mg/kg’ (tdi da 600 mg) mdi 8 gid.

*: Bdc st nén lea chon thudc khdc c6 ham lwgng va dang
bao ché phii hop.

Nguoi cao tudi:

Khéng cin diéu chinh liéu.

Bénh nhdn suy thdn

Khéng cin diéu chinh liéu. Tuy nhién, cin thdn trong
khi chi dinh linezolid & bénh nhan suy thdn n#ng hoc
dang chay thdn nhén tgo. Nén udng thudc sau khi da
chay thén nhan tao. Chua c6 dir li¢u truomg hop sir dung
linezolid cho bénh nhén tham phén mang bung lién tyuc
ngoai tri (CAPD — continuous ambulatory peritoneal
dialysis) hodc céc hinh thirc didu tri khac véi chay thén
nhén tao.

Bénh nhdn suy gan

Khong can diéu chinh lidu. Tuy nhién, chi sir dung
linezolid khi lgi ich 16én hon nguy co.

CHONG CHI PINH iy

- Qué man véi linezolid hoc bat ky thanh phén nao cua
thudc.

- Bénh nhan dang sir dung hofc trong 2 tudn gén dy da
sir dung céc thudc {rc ché monoamin oxidase A hoic B
(phenelzin, isocarboxazid, selegilin, moclobemid).

- Trir khi ludn cé du phuong tién dé theo ddi chat ché
huyét 4p bénh nhan, khéng st dung linezolid trong
trudng hop:

+ Bénh nhan ddng thoi bi tang huyét 4p khong kiém soét
duge, u tiy thugng thdn, u carcinoid, nhi€ém doc gip,
trim cam ludng cuc, roi loan phén ligt, con mé sang.

+ Pang sir dung: Thudc tc ché tai hdp thu serotonin,
thuéc ddng vénthy thé serotonin 5-HT,, thudc chong
trdm cam 3 vong, thudc cudmg giao cam tryc tiép va
gi4n tiép (thudc gidn phé quin nhém cudng adrenergic,
pseudoephedrin, va phenylpropanolamin), thubc vén
mach (epinephrin, norepinephrin), thudc kich thich
h¢ dopaminergic (dopamin, dobutamin), ethidin hodc
buspiron.

- Phu nir cho con bu.

CANH BAO VA THAN TRONG KHI SU DUNG

- Chi nén bét diu didu trj véi linezolid khi dang & trong
bénh vién.

- Ut ché iy xuong:

Da ¢6 bdo cdo nhimg trwomg hgp gidm hdng cdu, bach
cdu, tiéu cAu va gidm ca 3 dong té bao méu khi dang sir
dung linezolid. Nguy co ting theo d¢ tudi. Céc chi sb
huyét hoc sé& tr& lai binh thudmg sau khi ngung thudc.
Khuyén céo xét nghiém cOng thitc mdu toan bd hang
tuéin khi diéu trj véi linezolid. Dic biét, theo doi st cong
thirc méu & nhimg bénh nhan: Thiéu méu tir trude; gidm
bach cAu hat hoic gidm tidu cdu; dang déng thi sir dung
céc thubc c6 thé lam gidm nong dd hemoglobin, anh
hwéng dén sé hugng hoic chirc ning tiéu cdu; suy thin
ning; diéu trj l4u hon 10 - 14 ngay. P c6 béo co nhimg
trudmg hop thiéu mdu nguyén hdng cdu, thiéu méu
nghiém trong cdn phai truyén mau khi sir dung thudc
hon 28 ngay.
- Trong mét nghién ciru tién hanh trén nhitng bénh nhan
nhiém khudn do d3it catheter trong long mach, ty 1¢ ti
vong & nhém duge diéu tri véi linezolid ting cao so véi
nhém diéu tri véi vancomycin/dicloxacillin/oxacillin.
Nhiéu bénh nhan & nhém linezolid d4 chét do nhidm vi
khuén Gram 4m hoc nhiém nhiéu loai vi khuin. Vi vay
trong nhimg trudng hop nhidm tring da v md mém
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phirc tap ¢6 thé c6 sy tham gia cia vi khudn Gram am,
chi st dung linezolid khi khéng c6 li¢u phép thay thé.
Trong nhimg trudng hop ndy, cin bat diu ddng thoi véi
viéc didu tri vi khuin Gram 4m.
- Viém dai trang mang gia do Clostridium difficile da
dugc théng bdo voi nhieu loai khang sinh trong d6 cé
linezolid, c6 thé xay ra & tit ca cdc mirc d§ tir nhe dén de
doa tinh mang. Cin xem xét chin doan nay néu bénh
nhin bj tiéu chay ning trong ho#ic sau khi st dung
linezolid. Néu ding, phai ngung linezolid. Chéng chi
dinh céc thudc trc ché nhu dfng ruft trong trudmg hop
nay.

- Nguy co nhiém toan lactic ¢6 thé xdy ra khi sir dung
linezolid. Khi xudt hién cac dau hiéu va triéu chimg nhu:
Budn nén hodc ndn, dau byng, ndng 3 bicarbonat thip,
thé nhanh, bénh nhan cin dugc chim séc y té ngay.

- Linezolid trc ché sy tdng hop protein cia ty thé. Do dé,
¢6 thé gdy nhidm acid lactic, thiéu mau, bénh thin kinh
(thn kinh thi gi4c va thin kinh ngoai vi). P4 c¢6 bdo céo
truémg hop bénh 1y than kinh thj gidc tién trién din dén
mét thi lyc, chu yéu trén cac ddi tugng sir dung linezolid
trong thi gian dai hon 28 ngay. Cén tu vén cho bénh
nhin b4o cdo céc triéu chimg nhu thay ddi thi lic, thay
d6i cam nhén vé mau sic, nhin md, khiém khuyét hoidc
mét mét phin thi truong. Nguy co bénh 1y thin kinh
ting cao & nhimg bénh nhin dang ddng thoi diéu trj lao.

- Mdt 6 trudmg hop c6 hdi chimg serotonin khi sir dung
dbng thdi linezolid va céac ghét tic dong lén h¢
serotonergic ké ca céc thubc chdng trim cim nhu thude
{rc ché tai hap thu chon lgc serotonin. Trong trudng hop
phai sir dung phéi hop nay, ngung mét trong hai thudc
hodc ca hai thude néu bénh nhan cé cic dau hiéu va triéu

- Cac thuéc lam ting huyét p: Linezolid c6 thé tang
cudng tidc dong lam ting huyet 4p cua pseudoephedrin
va phenylpropanolamin hydroclorid. Thén trong chinh
liu cdc thude van mach ké ca cac thudc tac ddng trén hé
dopaminergic khi sit dung ddng thoi véi linezolid.

- Dextromethorphan, cic thuéc tic ddng trén hé
serotonergic bao gdm céc thubc chéng trdm cam nhu
SSRI: Pi cd bdo cdo trudmg hop bi hi chimg serotonin
khi phdi hop véi linezolid.

- Thue pham gidu tyramin: Khi sir dung linezolid, huyét
ap khong bj anh huéng déng k& khi ding < 100 mg
tyramin, tuy nhién, cn tranh ding qué nhiéu ché phim
c6 ham lugng tyramin cao (phé mai, thyc phim chira
dich chiét nim men, thic uéng 6 cdn, thuc phﬁm chira
chiét xuét d4u nanh nhw nuéc tuong).

- Rifampicin lam gidm trung binh 21% Cprex va 32%
AUC cua linezolid.

- Warfarin: St dung phéi hop warfarin va linezolid lam
giam 10% gi4 trj INR (The international normalized
ratio) t8i da va giam 5% AUC INR.

- Insulin va c4c thudc trj déi thao duomg dudng udng: C6
thé gdy ha dudmg huyét. :

- Phenytoin: Linezolid c¢6 thé lam gidm nong do
phenytoin.

- Vitamin E va vitamin C: Lam tang AUC cta linezolid.

TAC DUNG KHONG MONG MUON |

Thuomg gdp, 1/10 >ADR > 1/100

- Nhiém n£n: Candida miéng, candida dm dao.

- Thiéu méu.

- Mit ngu.

- Réi loan hé thin kinh: Nhirc dau, vi kim loai, chéng

mit N
chirg cta héi chimg serotonin (rbi loan chirc ning nhin Tg;ng huyét ap ; (_\}\\
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co bénh ddng kinh, khi sir dung linezolid lam ting kha bl,mg_, tho bén, khé néu'. ; 4 ‘AM|? f‘jl
ang xdy ra co giat‘ - R6i loan hé gan mét: Chirc néng gan bat thuong, ting I *
n . . r
: R A ' AST (aspartat transaminase), ALT <L/
- Linezolid ¢ ché thudn nghich, khéng chon loc ; : ; A4S
moncanin oxisie (MEAD), Khing ks ot dyag s | " AORE reggignee) Ac ataib Phoslisias. =,

& nhitmg bénh nhan dang ddng thoi sir dung thuée khac
¢6 thé gy (rc ché MAO.

- Trong céc nghién ciru lam sang, ¢6 khoang 3% bénh
nhan nhiém candida khi dang diéu tri v4i linezolid.

- Bénh nhén dang dong thai dugce diéu tri bénh dai thao
dudng c6 thé bi ha dudmg huyét.

Trudng hop cd thai

Chua cé dir ligu sir dung linezolid trén phy nir mang thai.
Céc nghién ciru trén ddng vat cho thdy linezolid c6 doc
tinh sinh san. Khéng nén sir dyung linezolid cho phu nir
mang thai trir khi lgi ich 1én hon nguy co.

Trudng hgp cho con bu

Linezolid c6 thé tiét qua sira me, khéng cho con b khi
dang sir dung linezolid.

Tdc djng cia thudce khi ldi xe va vin hanh mdy méc
Linezolid c6 thé gdy chéng mat, giam thj lyc. Néu gip
cdc trigu chimg nay, khong nén 1di xe hodc vén hanh
may moc.

TUONG TAC THUOC ;
- Thudc c ché monoamin oxidase: Linezolid tc che
thuén nghich, khéng chon loc monoamin oxidase. Vi

vy, khdng nén ding linezolid khi bénh nhan dang ddng
thdri diing thudc khac c6 kha nang irc ché MAO.

- Da va md dudi da: Ngira, phdt ban.

- Tang BUN (blood urea nitrogen).

- S6t, dau khu trd.

- Héa sinh mdu: Ting LDH (lactar dehydrogenase),
creatin kinase, lipase, amylase, dudng huyét sau &n;
giam ndng d9 protein toan phin, albumin, natri hodc
calci; ting hodc gidm ndng 9 kali hodc bicarbonat.

- Huyét hoc: Tang bach ciu trung tinh hoac bach cdu i
toan, giam hemoglobin, dung tich héng cdu hodc s
lwgng hdng ciu; ting hoic gidm tiéu cdu hogc sb lwgng
t}bng cdu.

It gdp, 1/000 < ADR < 1/100

- Viém am dao.

- Hé m4u va bach huyét: Giam bach cAu, giam bach cau
trung tinh, giam tifu cdu, gidm bach cdu 4i toan.

- Ha natri mdu. .

- R&i loan hé thin kinh: Co gidt, giam cam gidc, dj cam.
- Nhin mé&.

- U tai.

- Réi loan nhip tim (nhip tim nhanh).

- Mach mau: Con thieu méu ndo thodng qua, viém tinh
mach, viém tic tinh mach.
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- Réi loan hé tiéu héa: Viém tuy, viém da day, chuéng
bung, khd miéng, viém ludi, phin 1dng, viém miéng,
ludi déi mau.

- Téng bilirubin toan phan.

- Da va md duéi da: N&i mé day, viém da, toét md hoi.

- Thén: Suy thdn, ting creatinin, da niéu.

- Céc vAn dé vé 4m dao.

- On lanh, mét moi, khat nudc.

- Héa sinh méu: Tang natri hodc calci; gidm dudmg
huyét sau &n; tang hoc giam clorid.

- Huyét hoc: Tang s6 lugng hdng ciu ludi, gidm bach
cAu trung tinh.

Hiém gap, 1/0.000 < ADR < 1/1000

- Viém dai tring do khang sinh ké ca viém dai tring gia
mac.

- Giam ca 3 dong té bao méau ngoai vi.

- Khiém khuyét thj truréng.

- Déi mau rang.

Mot 6 tdc dung phu khdc

- He méu va bach huyét: Suy tiy, thiéu mau nguyén
hong cdu.

- Séc phan v&,

- Nhiém acid lactic.

- Réi loan hé thin kinh: Hdi chimg serotonin, bénh thin
kinh ngoai vi.

- Mit: Viém day than kinh thi gidc, thay dbi thj lwc, thay
@bi cam nhén mau sic.

- Da va md dudi da: Hi chimg Stevens-Johnson, hoai
tir thuong bi nhiém déc, pht mach, rung téc.

Huémg din cich xir trf ADR

Néu xay ra csc ADR nghiém trong, cAn ngimg ding thudc
va 4p dung céc bién phap diéu trj thich hop.

QUA LIEU VA CACH XU TRI

Chua ¢6 béo cdo trudmg hop qua lidu.

Khoéng co6 thude giai dc ddc higu cho linezolid. Tron
truong hop ngd doc, bénh nhén can duge chim séc h
trg va duy trl dd loc cdu thdn. C6 khoang 30% lidu
linezolid bj loai trir trong 3 tiéng chay thén nhén tao,
nhung chua c6 dif liéu v& syr thai trir linezolid bing thdm
phin phiic mac hoic loc mau hdp phu. Hai chit chuyén
héa chinh cta linezolid cling dugc loai bé mot phén khi
loc mau nhén tao.

Tp. Hé Chi Minh, ngay {7 thang & naim 20/7
p— ong Giim doc
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