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Rx Thudc nay chi dang theo don thudc

Cotrimoxazole 400/80

Tén thudc

Cotrimoxazole 400/80

Cac diu higu lrt y va khuyén cao Khi dang thudce

DE xa im tay ue em : —

Boc k§ hudng din sir dung trude Khi dong

Thanh phn cdng thire thube

Thanh phan hoat chdt:

Sulfamethoxazole .

Trimethoprim...

Thanh phdn & dupc:

Tinh bt ngd, povidon K30, croscarmellose natr, tinh bt natri glycolat, magnes| stearat,

Dang bao ché

Vién nén

vién nen tron, mau trdng, hai mat khum, mot mat Khic logo " &, mot mat co vach ngang phla

trén ¢ chit “A” phia dudi ¢ s6 10"

Vién c6 thé be doi.

Chi dinh

Viém tai gidra cap.

Nhiém khudn durong tiét nigu m,

Nhidm khudn duong ho hap.

Nhiém khudn dudng tiéu hoa.

Bénh brucella.

Bénh ta.

Bénh dich hach.

Viém phéi do Pneumocystis jiroveci (Pneumocystis carinii).

Bénh toxoplasma.

Céch dung, lidu dang

Céach dang

Cotrimoxazole 400/80 dugc udng cung voi thirc an hoac thire ut

loan tiéu héa.

Liéu dong

Lidu cotrimoxazole dugc tinh

5 mg va trimethoprim 1 mg.

Viém tai gitra cdp: Tré em tir 2 thang twbi trr 1&n: Lidu thon

trimethoprim (trong vién cotrimoxazole)/kg/ngdy chia lam 2 li

diBu trj thong thudng 10 ngay.

Nhiém khuén dwong tiét niéu man tinh hodc téi phét hodc viém tuyén tién ligt: Ngudi lon:

160 mg trimethoprim (trong vién cotrimoxazole) cach 12 gior 1 1an trong 10 - 14 ngay d6i v&i nhiém

khudn dudng tiét niéu man tinh hoac tai phat hoac trong 3 - 6 thang d6i voi viem tuyén tién liét. Dy

phong nhiém khudn man hodc téi phat dudng tiét nigu: Ngudi lon: ligu 40 - 80 mg trimethoprim

(trong vién cotrimoxazole)/ngay hodc 3 [@n/tuan trong 3 - 6 thang. Tré em tir 2 thang tudi tr& 1&n,

Jiu thong thueng 8 mg trimethoprim (trong vién cotrimoxazole)/kg/ngay chia lam 2 lieu nhd cach

nhau 12 gio/lan.

Nhiém khu&n dwong hé hap

Ngudi Ion: Ligu thong thirong 160 mg time

12 gidr, trong 14 ngay.

Nhiém khuén dwong tiéu héa

Ly tryc khudn (S. flexneri hodc S.sonnei):

+ Ngudi lon: Lidu thong thuong 160 mg trimethoprim
12 gio.

+ Tré em: 8 mg trimetho
12 gi&r rong 5 ngay.

Bénh brucella: Tré em: Liéu ubng trimethoprim (trong vién cotrimoxazole) 1a 10 mg/kg/ngay (tGi

da 480 mg/ngay) chia lam 2 ligu nho trong 4 - 6 tuan.

Bénh ta: Ngudi lon: Ligu 160 mg trimethoprim (trong vién cotrimoxazole) ngay udng 2 1an, ubng

trong 3 ngay. Tré em: Liéu trimethoprim 4 - 5 mg/kg (trong vién cotrimoxazole) ngay uéng 2 lan,

uéng trong 3 ngay, phdi hop véi truyén dich va dién gidi.

Bénh dijch hach: Dy phong cho ngui tiép xtic voi ngudi bi bénh dich hach ph6i. Ngudi lon: Liéu

uéng trimethoprim 320 - 640 mg/ngay (trong vién cotrimoxazole) chia déu lam 2 ligu nho uéng cach

nhau 12 gior, udng trong 7 ngay. Tré em it nhét tir 2 thang tudi tré 1én: Ligu ubng trimethoprim 8 mg

(wong vién cotrimoxazole)/kg/ngay chia déu 1am 2 ligu nhé, udng trong 7 ngay.

Viém phéi do Pi ystis jiroveci (P is carinii) (PCP)

Tré em trén 2 thang tudi va ngudi 1on: Liéu udng thong thuong coa trimethoprim (trong vién

cotrimoxazole) la 15 - 20 mg/kg/ngay chia Jam 3 hodc 4 lieu nhd bng nhau. Thoi gian diéu trj

théng thuong la 14 - 21 ngay. . . ) _

Dy phong tién phét hoac thir phat: & ngudi 16n va thiéu nién nhiém HIV: Ligu ubng trimethoprim

(trong vién cotrimoxazole) 1a 160 ma/1 1an/ngay. Mot cach khéac cling dugc khuy&n céo: Liéu udng

wimethoprim (trong vién cotrimoxazole) 1a 80 mg/1 1an/ngay.

Dy phong tién phat hodc ther phat & ré em, bao gom & tré nhidm HIV: Phac db udng gian doan

liu trimethoprim (trong vién cotrimoxazole) la 150 mg/m? chia lam 2 liu nhé, ubng trong 3 ngay

lien mbi wan.

Bénh toxoplasma: Dy phong tién phat & nguoi lon va thiéu nién, ligu trimethoprim u6ng (trong
vién cotrimoxazole) 1a 160 mg/1 lan/ngay hoac 80 mg/1 lan/ngay. Dy phong tién phat & ué em
nhiém HIV liéu trimethoprim (trong vién cotrimoxazole) la 150 mg/m?/ngay chia lam 2 ligu nho,
Bénh nhén suy than: Khi chirc nang than giam, liéu lvong dugc giam theo bang sau:

an tinh hodc tai phat hodc viém tuy@n tién liet.

6ng dé giam thiéu kha nang rdi

heo trimethoprim trong phéi hop ¢6 dinh chira sulfamethoxazole

g thudng cia cotrimoxazole | 8 mg
Bu nho cach nhau 12 gidy. Thoi gian

thoprim (trong Vvién cotrimoxazole)/1 1&n cach nhau

(trong vién cotrimoxazole)/1 1an cach nhau

prim (trong vién cotrimoxazole)/kg/ngay,

r———égmanh thai creatinin (mi/phot) — Ligu khuyéndung = s
‘ ' >30 Libu thong thuong _ i
15 - 30 1/2 lidu thudng dung b sl

_ Khéngdung . ——

Czﬁng chi dinh

Bénh nhan qua mén vbi sulfamethoxazol

Bénh nhan bi t6n thyong gan nang. v

Bgnh nhan suy than nagg hi chire ndng than khéng thé kiém soat duoc hodc khi db thanh thai

duwdi 15 mi/phut

Bénh nhan thiéu mau hbng cAu to do thiéu hyt folat.

Phuy nlr cb thai va cho con ba.

Tré em dudi 2 thang wol.

Canh béo va than trong khi dung ll;uli,c ) I

viém hong do S. Pyogenes: Khong nén iing cotrimoxazole.

calnmoxz?zole nén dung than trong voi bénh nhén suy than, bénh nhﬂnvcb Kkha nang thiéu hut folat

(nhu nguai gia, nguoi nghién rrou, UG dang dang thubc chéng co giat, ngudl suy dinh dutng,

ngurai méc hol chirng kém hép thu), bénh nhan bj dj ung néang ho@ic hen phé quén, hodc voi bénh
han thiéu hut glucose-G-phosphat dehydrogenase (G-6-PD). "

g(anrv‘s nhf;‘n au‘m?q ubng corl,nmoxnzole nén chi § duy (1 vige ubng nurGe day. @i dé wanh két unh

nuére tiéu va hinh thanh sol nléu. ) )

Nén tién hanh thuong xuyén chic xét nghiém cong thirc méu, phan tich nude 6u, chire ndng than

cho bénh nhan dang diéu U] 1au dai v cotrimoxazole.

Ngudi cao wéi c6 thé nhay cAm cao vl chc tac dyng khong mong mudn cha thude.

St dyng thubc cho phy nl ¢6 thai va cho con bu

Phy ntr ¢6 thai

Colrimoxazole qua dugc nhau thal va c6 thé anh hutng dén sy chuyén hoa cia acid folic, nén
lg”?‘%”g ding trong thal ky khi lgi fch diu trl cao hon nguy co gy hal cho thai nhi. Vi sulfonamid

Ic’h:/ o 09 c};u\;aggndz ﬂnhén & tré so sinh, nén colrimoxazole chéng chl dinh cho phu nr ¢ thal.

Cotrimoxaz

iB é": . L?y'glp‘;'gg 26 vao stra me. Do sulfonamid c6 thé gy vang da nhan & tré du6i 2 théng

thay thé, cA é' gung cho con bii hodic ngung ding cotrimoxazole hojc dung thubc khac
ay thé, can nhéc tam quan trong clia cotrimoxazole d6i véi ngudi me.

e hay trimethoprim hay bét cir thanh phan n.

chia lam 2 liBu nhd T4ch nhau

a0 cua thudc.

10.

12.

13.

14.

Wi may moe
A ngi o .
) m ;"' 10 Qe Hnh nhAn nbn chhe chfin

Anh hiedmg cin thiube 16n kha ning 16) ze, vin b7
Cotrlmoxnzole CO B ghy chorng mpt, bubn ,.."." a1
Jhong bl Anh hiedmg GG KNWEIAL 26 Wl vhin p'.mn: mh
Twong) tho, twomg Ky oln thubc

Twony tc oia thuoo

Wartarin: Cotrimoxinzole GO thé ke dhi thin
thnde tre ol sue thanh thisl chi chuyfn Wi cin nartndn

1Phonyloin Cottmoznzole e Chfs s chiuyfn hoan On phenyoin

Mothotroxat: Do sulfonamid c6 ht chiBim chly cethotrezat wrang gAn kOl protein vy tizgng

dg.do.lam tang ndng a6 mothotruzot Wy do.
Cyclosporin: DA hiju doc than nhung c6 thé Wi phc & bignh nhén <y ghép thin dang ding

colrimoxazola ciung vii cyclosporin.

Digoxin: Thng nbng df digoxin trong huyft thanh ot thél 74y ra & béoh nhan dang dung

cotrimoxazole; trong tac nay thurng £y (2 han & ngudi cao wé ; ki

Indomethacin: Tang nbng do sulfamethiorazole tong huy6t wrang of thé z4y ra kni ténh ohan

dang dung indomethacin.

Pyrimethamin: Thibu méu hong cAu to & duac bao cho ¢ bénh nhan dang dung atnmosazoie va

pyrimethamin qué 25 mg/uin (a6 phongy bénh 56t rét)

Thudc chOng trfim cam: Cotrimorazole ¢6 thé 1am gidm hiéu qu cha thue chiing tam c4m 3 160G

Amantadin: M6 sang nhibm doc di duoc héo cho khi ding k6t hap cotrimarazole /i armantadn

Tuong ky cua thube

Do khong c6 cac nghién ciru v tinh trong ky ciia thufc, khbng tron 1An thude. nary w7 car [0 A

Téc dung khény mong mubn cua thubc

Thuong gap (1/100 < ADR < 1/10); Budn nbn, nbn, biéng 4n va tiéu chay.

Céc phén tmg qué man

+ Thuomg gép (1/100 s ADR < 1/10): 561, cac phén (ng vé da bao gom ban, ngira, nhay cam anh
séng, viém da tr6c vay va hong ban.

+ Nghiém trong: Kha nang tir vong, c4c ph.

chirng Stevens-Johnson.
+ Khéc: Viem da, lupus ban @6 toan than, d4c biét lam ndng thém céc bénh sin b
Dgc tinh than: Viém than ké va hoai tiz 6ng than, dau thét lung, tiéu ra mau, tiéu it va knb iéy c6
thé xay ra.
RGi loan méu: MAt bach cau hat, thiéu mau péat san, giam téu cau,
prothrombin va téng bach cdu ua eosin
RGi loan enzym gan va vang da & mat
Hiém gép (1/10.000 s ADR < 1/1000): Chimg xanh t

cép tinh.

Qua liBu va cach xi» trf
Triéu chimg

Budn ndn, ndn, tiéu chay, sa sat trf twé, 16 JAn, sung mé4t, dau du, suy iy xuong va tang rhe
aminotransferase huyét thanh (transaminase)

X trl

Trong trudng hop ngd doc cép cotrimoxazole, nén lam réng da day ngay bang cach gay nén noéc
rra da day. Tién hanh diéu tr ha tro va didu tn tiéu ching. Bénh nhan nén duoc heo adi cong
thirc mAu va cac xét nghiém 1am sang thich hgp khac (nhu néng €8 cac chat dién gidi Tong nuyét

thanh). Thdm phan mau chi c6 thé loai triz drrac mt luong thudc vira pha: thdm phan mang bung
khong lam tang hiéu qua thai trir cotrimoxazole.

Pic tinh dwoc Iwe hoc

Nhém duoe Iy: Dang phéi hop gitra cac sulfonamid va timethoprim, bao gém ca cac ¢4n chat
Ma ATC: JO1EEOL.

Cotrimoxazole 12 mdt hdn hop gom sulfamethoxazole (5 phan) va mmethapnm (1 phan).
Sulfamethoxazole 1a mdt sulfonamid, uc ché canh trann su téng hop acid folic cua vi Khudn.
Trimethoprim la mot dan chét cua pyrimidin, Uc ché dac hiéu enzym dihydrofolat reductase cia
vi khuan. Phéi hop trimethoprim va sulfamethoxazole nhu vay (zc ché hai giai doan lién uép cla
sy chuyén haa acid folic, do 46 (rc ché co hiéu qua viéc 1éng hop punn, thymicin va DNA cudl
ciing clia vi khuéin. Sy Gc ché ndi tiép nay c6 tac dung diét khudn. Co ché hiép dang ndy cing
chéng lai sw phat trién vi khuan khang thudc va lam cho thudc co tac dung ngay ca ki vi knudn

khang lai tirng thanh phan cta thudc.

Céc vi sinh vat sau day thudng nhay cam voi thuéc: E. coli, Klebsiella spp.. Enterobacter Spp..
Morganella morganii, Proteus mirabilis, Proteus indol dueng tinh, bao gom ca& P wulgars.
H. influenzae (bao gdm ca cac ching khang ampicilin), S. pneumoniae, Shigella flexnen va

Shigella sonnei, Pneumocystis carinii.

Cotrimoxazole c6 mot vai tac dung doi voi Plasmodium faiciparum va Toxoplasma gaondii.

Céc vi sinh vat thudng khang thudc 1a: Enterococcus, Pseudomonas, Campylobacter, Vi khudn ky
khi (Anaerobes), ndo mé cau (Meningococcus), 1du cau (Gonecoccus), Mycoplasma.

Khang thuéc cotrimoxazole phat trién cham in vitro so véi teng thanh phan don ddc cla thudc.
Tinh khang ndy tang & ca vi Kkhuin Gram duong va Gram am. Su dé khang dang ké &

Enterobacter.

& Viét Nam, theo bao cao clia Chuong trinh giam sat qudc gia vé unh khang thuée cva v khudn
gay bénh (ASTS) thi sy khang cotrimoxazole phat mén rat nhanh, nhidu vi knudn rong cac thao
nién 70 va 80 cia thé ky 20 thudng nhay cam V@i corimoxazole, nay da khang manh (Haemophiius
influenzae, E.coli, Klebsiella, Proteus spp., Enterobacter, Saimoneila typhi...).

gian AOGNG AL L Bonh nhan dand dong warann do

4n (g trén da bao gom doc tinh hoas 1y biéu bi. i

gidm bach clu, gm

im do methemoglobn, thiéu mau tan huy&t
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“Haemophilus influenzae

rimoxazole cua vi khudn khac nhau theo wrng vang (BAc, Trung, Nam), khu vwrc

Tinh khang cot
didu tr) nén lyra chon thudce thich hop

néng thon hay thanh thi, vi vy khi

15.  Bic tinh dwgc dong hoc
Cotrimoxazole hap thu t8t va nhanh qua duong téu héa. Sau khi udng lidu don catrimoxazoie gom
160 mg trimethoprim va 800 g sulfamethoxazole, ndng dY dinh dac duoc sau 1 - 4 gy rong
huyét thanh cia wrimethoprim 14 1 - 2 mcg/mi va sulfamethoxazole khdng gdn ket la 40 - 60 meg/mi.
Cotrimoxazole phan b8 réng ral trong md va dich co thé bao gdm nuac bot, thiy dich dich @
gitra, dich tuyén tién lige, dich am dao, matva dich nao wy; tnmethoprim cdng dugc pndn 0d wong
dich tiét phéi. Thé tich phan bd ca trimethoprm cao hon sulfamethoxazole. Thmethopnm gan k&t
voi protein huyét rong khoang 44% va sulfamethoxazole gin k&t khodng 70% Commaxazole ag
dang qua nhau thai va phén bd vao sCrame.
Cotrimoxazole dugc chuyén hoa qua gan. Thot gian ban thal cda trimethopim khodng 8 - L1 QY
va sulfamethoxazole 10 - 13 gi¢ & ngudn 10 €4 chire ndng thin binh thurdng Khodng 5Q - &%
trimethoprim va 45 - 70% sulfamethoxazole idu ding udng dugc bai tét qua nuae tdu Trong vang
24 gidv. Khodng 80% trimethoprim VA 20% sulfamethoxazale duge m hdy Taag NEOT téy dudt
dang khang d8i. Chl mot lwgng nhd rimethopim durge thdi trlr qua phdn do b bét & mat.

16.  Quy céich déng goi
VI 10 vién. Hop 2 vi.
VI 10 vién. Hop 10 vi.
Chal 100 vién. HOp 1 chal.

17.  ©IBu kign bdo quan, han dang, tidu chudn chit lwong cla thude

17.1. BIdu kién bao quan
Bao quén trong bao bl Kkin, not khd. Nhigt dd khdng qua 3Q°C

17.2. Han ding
60 thang k& twr ngdy sdn xudt

17.3. Tidu chulin chiit lwgng
USP,

18.  Tén, dja chi cda co 8¢ sdn xulit thude 3
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