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Thudc néy chi ding theo dem cia bac st
Poc k§ hwdmg dén st duny, trede khi ding.
Néu edn thém théng tin xin hoi y kién ciia bdc st

SEBIZOLE
Hin dich udng Trimethoprim va Sulfamethoxazol

THANH PHAN

MBi Smi hin dich chin:

Hoat chér: Trimethoprim BP 40my, Sulfamethoxazo] BP 200mg

Tdi dhege; Sodium cyclamat, methyl paraben, propyl paraben, sodium CMC, xanthan gum,
glycerin, tween 80, sucrose, spartam, ponceau red color, tinh diiu héi, nude tinh khigt.

CAC DAC TINH DUQC LUC HOC

Sebizole la mt hin hop gom sulfamethoxazol (S phin) v trimethoprim (1 phin) hay con 6
tén chung 1 colrimoxazol. Sebizole ¢6 tic dyng biing cdeh ie ché lidn tidp che enzyme wong
chuyén hoa acid folic. o

Sulfamethoxazol 12 mit sulfonamid ¢é tic dung kim khuin béng cich tre ché sy tao thinh
dihydrofolic acid caa vi khuin, Trimethoprim 1a mdt diin chit cia pyrimidin c6 tic dyng digt
khudn v biing cach (rc ché enzym dihydrofolat reductase cia vi khuin, trimethoprim (rc ché
s¢ 9o thinh tetrahydrofolic acid tir dihydrofolic acid. PhSi hop trimethoprim v
sul famethoxazol nhu vy (re ché hai giai dogn lién tiép cta sy chuyén hoa acid folic, do 46 Ge
ché ¢6 higu qui vige thng hop purin, thymin va cudi cling DNA cla vi khudn, Sy i ché ndi
tiép ndy cd tdc dung diét khudn. Co :Img‘:iép dbng niy cling ching lgi sy phit wién vi khuin
khing thubc va lam cho thubc c6 tic dung ngay ca khi vi khudn khing lgi timg thinh phin
cua thude,

Téc dyng ti wu in vitro lyi da 55 vi sinh vt duge thily & 1 I | phin timethoprim véi
20 sulfumethoxazol, Ché phém cotrimoxazol (TrimethoprioySulfamethoxazol) duge phoi
hop v 17 1¢ 1:5; do sy khée biét vé duoe dong hoc clia 2 thuée nén trong co thé 1y 1 néng 8§
dinh dat xdp xi 1: 20. Tinh hig¢u qui cia thude phy thudc nhidu vao tinh nhay cim cia vi sinh
viit d6i v trimethoprim hom 14 véi sulfamethoxazol. Nhiu vi sinh vit khing sulfamethoxazol
nhumg nhay cim hedc nhay cim vira véi trimethoprim to ra nhay cim oo tinh hiép ddng v&
Sehizole.

Cée vi sinh vt sau diy thudmg nhay cam véi thule: E coli, Klebsiella sp., Enterobacter sp.,
Morganiella morganii, Proteus mirabilis, Proteus indol duong tinh, bao gbm ci P. vulgaris,
H. influenzae (bao gém cd céc ching khang ampicilin), 8. preumoniae, Shigella flexneri vi
Shigella sonnei, Pneumocystis carinii (hi¢n nay la Prewmocysiis firoveer).

Sebizole cb mt viii téc dyng di vin Plasmodivm falciparum vi Toxoplasma gondii

Cae vi sinh viit th khéing thubc 14: Enterococcus, Pseudomonas, Campylobacter, vi
khudn ky khi, ndo md ciu, Hu chu, Mycoplasma.

In vitro, khd ning dé khang cotrimoxazol xudt hién chdm trong fng nghi¢m hom so vii timg
thinh phin don cia thude. Tinh khing niy ting & ¢d vi sinh vt Gram duong va Gram #m,
nhung chil yéu & Enterobacter.

O Vigt Nam, sy khiing cotrimoxazol phdt tridn rit ahanh, nhidu vi khudn trong cdc nim 70 —
80 thuimg nhay cim vdi cotrimoxazol, nay 43 khéng manh (Haemaphilus influenzae, E. coli,
Klebsiella, Proteus spp., Enterbacter, Salmonella typhi...).

CAC PAC TINH DUGC PONG HOC ?
Sau khi ubng, ca trimethoprim va sulfamethoxazole duge hip thu nhanh va c6 sinh khi dung
cao. Sau khi ubng 2 g véi lidu 800 mg sulfamethoxazole va 160 mg trimethoprim, ndng 46
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huyét thanh trung binh cia trimethoprim I 2,5 mg/lit va cda sulfamcthoxazole 14 40 - 50
mg/lit. Néng 4§ 6n dinh cia trimethoprim 1i 4 - 5 mg/lit, cia sulfamethoxazole la 100 mg/lit
sau 2 - 3 ngiy diéu trj voi 2 lidu mdi ngay.

Nira diri cia trimethoprim 14 9 - 10 gily, cia siilfamethoxazole 14 11 gid. Vi viy cho thudc
cich nhau 12 giér 1a thich hep. Ty 1€ 1:5 git timethoprim va sulfamethoxazole thich hgp
nhit cho vién nén. Tuy nhién trong huydt thank, 1 1& ndy 14 1:20 do trimethoprim khuéch tén
161 hom ra ngodi mach méu, di vio trong cac md. Trimethoprim di vito trong cdc md va cac
dich tiét tdt hon sulfamethoxazole. Néng 3 thube trong nurde tidu cao hom 150 lin ndng 4§
thubc trong huyét thanh.

CHI DINH

Thudc duge chi dinh cho cic trudmg hop nhiém khudn do cdc vi khuln nhay cdm voi
cotrimoxazol:

- Nhi#m khudin dudmg tiét nigu: ;

# Nhidm khudn dutmg tiét niéu dudi khing bién chimg.

+ Nhiém khuin duimg tiét ni¢u man tinh, tdi phit & nir trrémg thinh.

+ Viém tuyén tién liét nhiEm khuin.

- Nhidm khufin dudmg hd hdp:

+ Dot cdp viém phé quin man, gy
+ Viém plwﬁi cﬁp atréem,

+ Viém tai gitra cdp & tré em.

+ Viém xoang mi cip ngudn 1ém.

- Nhiém khuzm dutmg tiéu hoa:

+ Ly tryre khudn (tuy nhién, khing thube phd bién tang).
+ Nhiém khudn do Preumocystis carinii:

- Viém phdi do Preumocystis carinil.

LIEU LUQGNG VA CACH DUNG

- Nhiém khuiin duimg tiét ni¢u:

Nhiém khuin duimg tiét nigu duoi khong bién chimg:

Nguti 1ém: ubng 20ml hin dich, m3i 1hn céch nhau 12 gid, trong 10 ngay.

Hoje ligu phdp 1 lidu duy nhét: 40m).

Tré em: Lidu khuyén ditng 1mUkg thé trong, cho 1am 2 Lin cdch nhau 12 gid, trong 10 ngay.

- Nhiém khudn duimg tiét nigu mgn tinh 14i phét (ni mrﬂzg thinh):

Liéu thip (5m! mdi ngiy, hofic mit lugng gip 2 - 4 lin liéu do, ubng 1 hofic 2 lin mdi wén)
t6 ra 6 higu qua lam giam s lin tdi phit.

- Nhi€m khudn duimg ho hip:

Dyt cip viém phé quan mgn:

Nguedri 16m: 20-30m] mﬁm. 2 1in mdi ngay, trong 10 ngdy.

Viém tai gitta cdp, viém phdi cip & tré em: Imlkg thé trong trong 24 gib, chia lam 2 lin,
clich nhau 12 gid, trong § - 10 ngdy. _

Viém hong do lién clu khuln: Khng ding thude ndy.

- Nhidm khudn duimg titu hoa:

Ly trye khudn:

Nguai 1ém: 20ml cich nhau 12 gid, trong S ngiy.

Tré em: Iml/kg thé trong trong 24 gidy, chia ldm 2 lin cich nhau 12 gity, trong S ngy.

- Viém phbi do Preumocystis carinii:

Tré em vii ngudi 16m: Lidu dwge khuyén diing ddi vii ngudi bénh duge xéc dinh viém phdi do
Preumocystis carinii 1& 2,5ml/kg the trong trong 24 gily, chia déu céch nhau 6 gid, trong 14 -
21 ngay.
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- Bénh nhén suy thin: Khi chirc niing thin suy giam, céin diéu chinh liéu theo d¢ thanh thai
creatinin trong bing sau:

D§ thanh thadi creatinin (ml/phiit) Liéu diing khuyén cdo
>30 Ding li¢u thong thudmg
15-30 % liéu thong thudmg
<15 Khéng ding thudc nay
CHONG CHI DINH

Suy thiin ning ma khéng gidm sit duge ndng dé thube trong huyét tuong; ngudi bénh duge
xéc dinh thiéu méu nguyén hbng cdu khing 16 do thiéu acid folic; min cam véi sulfonamid
hogic véi trimethoprim; tré nho dudi 2 thang tudi.

CANH BAO PAC BIET VA THAN TRONG DAC BIET KHI SU DUNG

Thiéin trong khi diing thude cho cic truémg hop ¢6 chire ning thin suy gidm; d& bj thidu hyt

acid folic nhu ngudi bénh cao tubi va khi ding cotrimoxazo! liéu cao dai ngay; mét nudc; suy

dinh dutmg.

Thubc ¢é thé giy thiéu mau tan huyét & ngudi thiéu hut G - 6PD. @

TUONG TAC THUOC ] .

Ding dong thoi véi céc thube lgi tiéu, dic bigt thiazid, lam ting nguy co giam tiéu ciu &
nguini gia. Sulfonamid c6 thé irc ché gin protein va bai tiét qua thin cia methotrexat va vi
viy gidm ddo thdi, ting tic dung cia methotrexat. Cotrimoxazol ding dong thai voi
pyrimethamin 25 mg/tuin lm ting nguy co thiéu méu nguyén hdng chu khdng 15.
Cotrimoxazol irc ché chuyén héa phenytoin & gan, c kha ning lim ting qua mirc téc dung
clia phenytoin,

Cotrimoxazol ¢6 thé kéo dai thoi gian prothrombin & ngudi bénh dang diing warfarin.

SU DUNG THUOC CHO PHY NU'CO THAI VA CHO CON BU

Sulfonamid c6 thé gy vang da & tré em thoi ky chu sinh do viée ddy bilirubin ra khoi
albumin. Vi trimethoprim va sulfamethoxazol c6 thé can tré chuyén hoa acid folic, thube chi
diing lic mang thai khi thit cin thiét. Néu cin phai ding thube trong thai ky cé thai, diéu
quan trong |4 phai ding thém acid folic.

Phu nit trong thai k¥ cho con bt khdng duge dung cotrimazol. Tré so sinh rit nhay cam véi
tic dung dc cia thube.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua ¢6 di ligu

TAC DUNG KHONG MONG MUON

Xay ra & 10% nguori bénh. Tée dung khdng mong mubn hay giip nhit xay ra & dudmg tiéu héa
(5%) v céc phan img trén da xay ra 16 thiéu & 2% ngudi bénh ding thude: Ngogi ban, m
phong. Cic ADR thuimg nhe nhung déi khi xdy ra hdi chimg djc da rit ning c6 thé giy

nhu hi chimg Lyell.

Ché phim cotrimoxazol khong duge ding cho ngudi bénh di xdc dinh bj thiéu mau nguyén
héng cdu khdng 16 thir phat do thidu acid folic hojic ngudi bénh bj bénh gan niing, c6 thé viém
gan nhiém dje.

Thuimg gip, ADR > 1/100

Toan thin: st

Tiéu hoa: budn ndn, ia chay, viém ludi.

Il 325 )5
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Da: ngira, ngogi ban,

it gap, 171000 =<ADR=< 1/100

Mau: ting bach ciu tra eosin, giam bach cu, gidm bach cdu trung tinh, ban xudt huyét.
Da: may day

Hiém gap, ADR< 1/1000

Toan thin: phén img phan v§, bénh huyét thanh

Mau: thiéu méu nguyén héng cau khdng 16, thiéu méu tan huyét, gidm tiéu cdu, gidm bach clu
hat va gidm toan the huyét Cgl

Thén kinh: viém mang nio vé khudn.

Da: hogi tir biu bi nhiém djc (hdi chimg Lywell), hoi chimg Stevens-Johnson, ban da d6 dang,
phit mach, min cim dnh séng.

Gan: vang da, r mét & gan, hoai tir gan.

Chuyén héa: tang kali huyét, gidm dudmg huyét,

Tém thin: 4o gidc.

Sinh dyc — tiét ni¢u: suy thin, viém thin kg, soi thin.

Tai: i tai.

Ghi chiz XIN THONG BAO CHO BAC ST CAC TAC DUNG KHONG MONG MUON
GAP PHAI TRONG QUA TRINH SU DUNG THUOC

SUDUNG QUA LIEU )

Biéu hién: chén &n, budn ndn, ndn, dau du, bit tinh. Loan tgo mdu va vang da 12 biéu hién
muén cia dung qué liéu. Ut ché thy.

Xir tri: gdy ndn, rira da day.

Acid héa nude tidu lim ting sy ddo thai trimethoprim. Néu c6 dédu higu & ché iy, ngudi
bénh cin diing leucovorin (acid folinic) 5 -15 ng/ ngay cho dén khi hdi phuc tao mau,

Thim phén mau chi loai bo duge mdt lugng khiém ton thude. Thim phin mang bung khéng
hiéu qua.

TIEU CHUAN CHAT LUQNG
Nhi sén xudt

HAN DUNG .
36 thing ké tir ngay san xuft. Chi ding thude trong vong 15 ngay sau khi mé nip.
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

BAO QUAN ‘

Giit thue & nhiét dd dudi 30°C. Sau khi mé niip, bao quin thude & nhigt d thuimg ( dudi
30°C).

GIU THUOC XA TAM TAY CUA TRE EM

TRINH BAY
Hép gom 1 lo 60ml hén djch v thigdong,

NHA SAN XUAT Y7
MBL Pharma o = Q@é,// -
B-77-A, H.LT.E., Lasbela, Pdl 'Hﬂli -
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PHO CUC TRUONG
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