Rx Thuéc nay chi ding theo don thuée

Viém phéi do P

Cotrimoxazole 400/80

Tén thubc
Cotrimoxazole 400/80
Céc ddu hiéu lwu y va khuyén cao khi dung thuéc
Dé xa tam tay tré em
Boc k§ huéng dan sir dung truéc khi ding
Thanh phén céng thirc th
Thanh phan hoat chét:
Sulfamethoxazole !
HOMSthOpHM .. . BT s vt sianeenes
Thanh phan ta dugc:
Tinh bt ngd, povidon K30, croscarmellose natri, tlnh bot natri gtyoolat magne3| stearat.
Dang bao ché
Vién nén.
Vién nén trdn, mau trdng, hai mat khum, mot mat khic logo " &$*, mot mét c6 vach ngang phia
trén c6 chir “A” phia duwdi cé sé “10”".
Vién c6 thé bé doi.
Chi'dinh
Viém tai gitra cap.
Nhiém khudn dudng tiét niéu man tinh hodc tai phat hodc viém tuyén tign liét;
Nhiém khudn duwéng ho hap.
Nhiém khuén duong tiéu hoa.
Bénh brucella.
Bénh ta.
Bénh dich hach.
Viém phdi do Pneumocystis jiroveci (Pneumocystis carinii).
Bénh toxoplasma.
Céch dung, liéu dung
Céch ding
Cotrimoxazole 400/80 duoc udng cung Vi thirc &n hodc thirc udng dé giam thiéu kha nang réi
loan tiéu hoéa.
Liéu dang
Ligu cotrimoxazole dugc tinh theo trimethoprim trong phéi hop ¢é dinh chira sulfamethoxazole
5 mg va trimethoprim 1 mg.
Viém tai gitka cdp: Tré em tir 2 thang tudi tr& Ién: Lidu thdng thuéng cla cotrimoxazole 1a 8 mg
trimethoprim (trong vién cotrimoxazole)/kg/ngay chia lam 2 liéu nhé cach nhau 12 gi¢. Thoi gian
diéu tri thdng thuéng 10 ngay:
Nhiém khudn dwong tiét niéu man tinh hodc tai phét hodc viém tuyén tién liét: Nguoi Ion:
160 mg trimethoprim (trong vién cotrimoxazole) cach 12 gi¢r 1 [an trong 10 - 14 ngay:di véi nhiém
khuédn dudng tiét niéu man tinh hoc tai phat hodc trong 3 - 6 thang déi véi viém tuyén tién liét. Dy
phong nhiém khudn man ho#c tai phat dudng tiét niéu: Ngudi I6n: lidu 40 - 80 mg trimethoprim
(trong vién cotrimoxazole)/ngay hodc 3 1an/tuan trong 3 - 6 thang. Tré em tir 2 thang tudi tr& 1én,
lidu thong thuerng 8 mg trimethoprim (trong vién cotrlmoxazole)lkglﬂgay chia lam 2'liéu nho cach
nhau 12 gio/lan:
Nhiém khuén dwong hé hdp c "
Nguoi Ién: Liduthong thudrng 160 mg trimethoprim (trong vién cotrimoxazole)/1 1an cach nhau
12 gio, trong 14 ngay.
Nhiém khudn dwong tiéu héa
Ly truc khudn (S. flexneri ho3c S.sonnei):
+ Ngum I6n: Liéu thong thwong 160 mg trimethoprim (trong vién canmoxazole)/l lan cach nhau
12 gio.
+ Tré em: 8 mgtnmelhapnm (trong vién commoxazole)l
12 gi&r trong 5 ngay.
Bénh brucella: Tré em: Ligu u6ng mmethopnm (trong vién comm ole) 1a 10 mg/kg/ngay (t6i
da 480 mg/ngay) chia lam 2 liéu nhé trong 4 - 6 tuan.
Bénh ta: Ngudi Ién: Ligu 160 mg trimethoprim (trong vién cotrimoxazole) ngay udng 2 lan, udng
trong 3 ngay. Tré em: Liéu tnmethoprlm 4 - 5 mg/kg (trong.vién cotrimoxazole) ngay udng 2 lan,
udng trong 3 ngay, phdi hop véi truyén dich va dién giai.
Bénh dich hach: Dy phong cho ngui tiép xc voi ngudi bi bénh dich hach phdl Nguoi lon: Ligu
udng tnmethopnm 320 - 640 mg/ngay (trong vién cotrimoxazole) chia déu lam 2 liéu nhd udng cach
nhau 12 gi®, uéng trong 7 ngay. Tré em it nhét tir 2 thang tudi tré Ién: Lidu ung trimethoprim 8 mg
(trong vién commoxazo{e)lkglngéy chia deu lam 2 ligu nhé, udng trong 7 ngay.
is carinii) (PCP)
Tré em trén 2 thang tudi va ngum Ién Liéu uong théng:thwdng cla trimethoprim (trong vién
cotrimoxazole) la 15 - 20 mg/kg/ngay chia lam 3 hogc 4 lidu nhé béing nhau. Thoi gian diéu tri
thong thudng la 14 - 21 ngay.
Dy phong tién phat hogc thir phat: & ngudi I6n va thigu nién nhiém HIV: Ligu udng trimethoprim
(trong vién cotrimoxazole) la 160 mg/1 lan/ngay. Mot cach khac cling dwoc khuyén céo: Ligu uéng
trimethoprim (trong vién cotrimoxazole) la 80 mg/1 lan/ngay.
Dy phong tién phat hodc thir phat & tré em, bao gdm ca tré nhiém HIV: Phac dd uéng gian doan
lidu trimethoprim (trong vién cotrimoxazole) la 150 mg/m? chia lam Zmeu nhd, udng trong 3 ngay
i&n méi tuan.
Bénh toxoplasma: Dy phong tién phat & ngudi Ién va thiéu nién, Iléu trimethoprim uéng (trong
vién cotrimoxazole) 1a 160 mg/1 1&n/ngay hodc 80 mg/1 lan/ngay. Dir phong tién phat & tré em
nhiém HIV ligu trimethoprim (trong vién cotrimoxazole) 1a 150 mg/m2/ngay chia lam 2 |I§u nhé.
Bénh nhén suy than: Khi chirc nang than giam, lieu lvong duoc glﬂin theo bang sau:

400 mg
80 mg

£

D4 thanh thai creatinin (ml/phut) Ligu khuyén ding
> 30 Ligu thang thwong
. 15-30 R 1/2 ligu throng dung .
<15 Khéng 'diing st

Chdng chi dinh
Bénh nhan qué mén véi sulfamethoxazole hay trimethoprim hay bét ¢l thanh phan nao cua thudc.
Bénh nhan bi t6n thugng gan nang.
Bénh nhan suy than nang khi.chire néng than khongthe kiém soat duqc hoac khi dd thanh thai
duéi 15 mi/phat.
Bénh,nhan thi€u mau hdng cau to do thleu hut folat.
Phu ni c6 thai va cho con bu.
Tré emidudi 2 thang tudi.
Canh béo va than trong khi dung thuéc

Viém hong do S. . Pyogenes: Khong nén dung cotrimoxazole.
Cotrimoxazole nén ding than trong v&i bénh nhan suy than, bénh nhan c6 kha néng thiéu hut folat
(nhw ngui gia, ngudi nghién ruou, nguoi dang dung thudc chdng co/giat, nguoi suy dinh dudng,
ngudi méc hoi chirng kém hép thu), bénh nhan bj di tng néng hoc hen phé quan, hoéc Voi bénh
nhan thi€u hut glucose-6-phosphat dehydrogenase (G<6-PD).
Bénh nhan dang udng cotrimoxazole nén chd y duy tA wec udng nuwéc day da dé tré.nh két tinh
nuréc tiu va hinh thanh si niéu.
Nén tién hanh thudng xuyén cac xét nghiém cong thire mau; phan tich nudc tiéu, chirc nang than
cho bénh nhan dang diéu trj lau dai véi cotrimoxazole.
Nguoi cao tudi c6 thé nhay cam cao v6i cc tac duing khang mong musn ‘clia thudc.
Sir dung thudc cho phu ni¥ cé thai va cho con ba
Phuy ni¥ c6 thai |
Cotrimoxazole qua dugc nhau thai va c6 thé anh huéng dén' si chuyén héa clia acid folic, nén
thudc chi dung trong thai ky khi loi ich diéu tri cao hon nguy co gay hai cho thai nhi. Vi sulfonamid
c6 thé gay vang'da nhan & tré so sinh, nén cotrimoxazole chéng chi dinh cho phy nt¥ cqman
Phu ni¥ cho con-bu
Cotrimoxazole phan bg vao sira me, Do sulfonamid c6 thé gay vang da nhan & tré duﬁn 2 thang
tui, nén quyét dinh ngung cho con bi hodc ngung ding cotrimoxazole hoc diing | lhudc khéc
thay thé, can nhac tam quan trong clia cotrimoxazole ddi v6i nguwrdi me,
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Anh hwéng cua thudc 1én kha naing l4i xe, van hanh may méc
Cotrimoxazole c6 thé gay chéng mét, budn ngu, U tai, mat ngt va &o giac, bénh nhan nén chic chén
khong bij anh hwdng trirdc khi lai xe hoac van hanh méy méc
Tuwong tac, twong Ky cua| lhu6c s 'S &
Twong téc cua thudc
Warfarin: Cotrimoxazole c6 thé kéo dai thoi glan doéng mau ctia bénh nhan dang dung warfarin do
thudc trc ché s thanh thai chat chuyén héa clia warfarin. A p
Phenytoin: Cotrimoxazole trc ché sy chuyén héa clia phenytoin.
Methotrexat: Do sulfonamid c6 thé chiém chd methotrexat trong gan két véi protein huyét trong
do d6 lam téng ndng do methotrexat tw do.
Cyclosporin: D&u hiéu ddc than nhung c6 thé hdi phuc:&-bénh nhan cdy: ghén than dang dung
cotrimoxazole cung vé&i cyclosporin.
Digoxin: Tang ndng dd digoxin trong huyét thanh cé thé xay ra & bénh nhan dang ding
cotrimoxazole; twong tac nay thudng xay ra hon & ngudi cao tudi.
Indomethacin: Téng ndng do sulfamethoxazole trong huyét twong c6 thé xay ra’ khi bénh nhan
dang duing indomethacin.
Pyrimethamin: Thiéu mau hdng cau to da duoc b4o céo & bénh nhan dang dung cotrimoxazole va
pyrimethamin qua 25 mg/tuan (dé phong bénh st rét).
Thu6c chéng tram cdm: Cotrimoxazole cd thé lam giam hiéu qua ctia thudc chéng trdm cam 3 vong.
Amantadin: Mé sang nhiém doc da duoc bao cao khi diing két hop cotrimoxazole véi amantadin.
Twong ky cua thuéc
Do khéng c6 cac nghién ctru vé tinh twong ky ctia thuéc, khéng tron 1&n thude nay véi cac thu&c khéc.
Tac dung khéng mong muén ctia thuéc
Thuong gép (1/100 < ADR <:1/10):,Budn nén, non, biéng &nva tiéu chay.
Céc phén dng quéa mén:
+ Thuong gap (1/100 < ADR < 1/10): Sét, cac phan trng vé da bao gom ban, ngua nhay cam anh
sang, viém da tréc vay va hdng ban.
+ Nghiém trong: Kha nang tlr vong, cac phan (g trén da bao gdm ddc tinh hoai tir biéu bi, hoi
chirng Stevens-Johnson.
+ Khéc: Viém da, lupus ban dé toan than, d&c biét lam n&ng thém cac bénh sdn c6.
Boc tinh than: Viém than k& va hoai tir 8ng than, dau thét lung, tiéu ra mau, tiéu it va kho tiéu c6
thé xay ra.
RGi loan m&u: M&t bach cau hat, thifu mau bt san, giam tiéu cau, giam bach cau, giam
prothrombin va tang bach cau wa eosin.
RGi loan enzym gan va vang da (r mat.
Hiém gdp (1/10.000 < ADR < 1/1000): Chirng xanh tim do methemoglobln thi€u mau tan huyét
cép tinh.
Qua liéu va cach xur tri
Triéu ching
Budn ndn, ndn, tiéu chay, sa sat tri tué, Ia 1an, sung mat aau dau, suy tuy xu'ang va tang nhe
aminotransferase huyét thanh (transaminase). ¥
X tri
Trong treerng hop ngd ddc cép cotrimoxazolé, nén 1am réng da day ngay béng cach gay nén hoac
rira‘da day. Tién hanh digu tri hd tro va diéu tri triéu chirng. Bénh nhan nén dugc theo ddi cong
thirc mau va cac xét nghiém lam sang thich hop khac (nhwr ndng dd céc chét dién giai trong huyét
thanh). Thd&m phan mau chi c6 thé loai trlr duoc mdt Irgng thudce vira phai; thdm phan mang bung
khong lam tang hiéu qua thai trir cotrimoxazole. A
Déc tinh dwege lwe hoc
Nhém duorc ly: Dang phéi hop gitra céc sulfonamid va trimethoprim, bao gdm ca cac dan chét.
Ma ATC: JO1EEO1.
Cotrimoxazole la mét hén hop gdm-sulfamethoxazole /(5: phan) va trimethoprim: (1 phan).
Sulfamethoxazole 1a mét sulfonamid, trc ché canh tranh sy tdng hop acid folic ctia vi khuén.
Tnmethopnm 1a mét dan chét cha pyrimidin, trc ché.d&c hiéu enzym dihydrofolat reductase clia
Y khuén Phgi hi p trimethoprim ya sulfamethoxazole nhw véy rc .ché hai giai doan lién ti€p cla
d li

6 lrc ché c6 hiéu qua viéc tdng hop purin, thymidin'va DNA cudi
nl'S 6i tiEp nay co tac dung diét khuan. Co'ché higp ddng nay ciing
1 ¥ khang thudc va lam cho thudc c6 tac dung ngay ca khi vi khudn
khang lai tung thanh phan ctia thube.

Cac vi sinh vat sau day thwdng nhay cam vai thudc: E. coli, Klebsiella spp., Enterobacter spp.,
Morganella morganii, Proteus. mirabilis, Proteus indol dwong tinh, bao gém ca P, vulgans
H. influenzae (bao gdm ca cac ching khang ampicilin), S. pneumoniae, Shigella flexneri va
Shigella sonnei, Pneumocystis carinii.

Cotrimoxazole c6 mot vai tac dung ddi véi Plasmodium falciparum va Toxoplasma gondu

Céc vi sinh vat thudng khang thube 1a: Enterococcus; Pseudomonas, Campylobacter, vi khuén ky
khi (Anaerobes), ndo md cau (Meningococcus), lau cau (Gonococeus), Mycoplasma.

Khang thudc cotrimoxazole phat trién cham in vitro so v6i tirng thanh phan don ddc ctia thudc.
Tinh kh&ng nay tang & ca vi khudn Gram dwong va Gram am. Sy d& khang dang ké &
Enterobacter.

& Viét Nam, theo béo céo clia Chirong trinh gidm sét quéc gia vé tinh khang thudc ctia vi khuén
gay bénh (ASTS) thi sur-khang cotrimoxazole phat trién rét nhanh, nhiéu vi khuén trong cac thap
‘nién 70 va 80 ctia thé ky 20 thurdrng nhay cam véi cotrimoxazole, nay d& khang manh (Haemophilus
influenzae, E.coli, Klebsiella, Proteus spp., Enterobacter, Salmonella typhi..).

Vi khuén % khéng thudc (1992) % khang thu6c (1997)
Salmonella typhi 9,52 85
Haemophilus influenzae 31,58 75,7
Str. pneumoniae 443 A 83,9

Tinh khang cotrimoxazole ctia vi khuén khac nhau theo tirng viing (Béc, Trung, Nam), khu virc
ndng'thén hay thanh thi, vi vay khi diu trj nén lya chon thudc thich hop.

Péc tinh dwoe ddng hoc

Cotrimoxazole hép thu t6t va nhanh qua dudng tiéu héa. Sau khi uéng liéu don cotrimoxazole gom
160 mg tnmethopnm va 800 mg sulfamethoxazole, néng do dinh dat duoc sau 1 - 4 gio trong
huyét thanh clia trimethoprim 1 1 - 2 meg/ml va sulfamethoxazole khﬁng,gén két xa 40 - 60 meg/ml.
Cotrimoxazole phan b6 réng rai trong md va dich co thé bao gdm nu'éc bot, thuy dich, dlch tai
gitra, dich tuyén tién liét, dich &m dao, mat va dich n&o tuy; trimethoprim cling durgc phan b6 trong
dich tiét phéi. Thé tich phan bd ctia trimethoprim cao hon sulfamethoxazole. Trimethoprim gén két
V6i protein huyét trong.khoang 44% va sulfamethoxazole gén két khoang 70%. Cotrimoxazole dé
dang qua nhau thai va phan bé vao sira me.

Cotrimoxazole dwgc chuyén héa qua gan. Thoi glan ba.n thai clia trimethoprim khoang 8 - 11 gio
va sulfamethoxazole 10 - 13 gi& & ngudi I6n c6 chirc nang than binh thudng. Khoang 50 - 60%
trimethoprim va 45 - 70% sulfamethoxazole liu ding ung duoc bai tiét qua nwéc tiéu trong vong
24 gidr. Khoang 80% trimethoprim va 20% sulfamethoxazole dugc tim thdy trong nudc tiéu duéi
dang khong d6i. Chi mot luqng nhé trimethoprim duoc thai trw qua phan do bai tiét & mat.

Quy cach déng géi

Vi 10 vién.'Hop 2'vi. ©

Vi 10 vién. Hop '10 vi.

Chai 100 vién. Hop 1 chai.

Pidu kién bao quan, han dung, tiéu chudn chét Iuong cua thuéc

Diéu kién bao quan

Bao quan trong bao bi kin, noi khd. Nhiét do khong qua 30°C,

. Han dung

60 thang ké tir ngay san xuét.

. Tiéu chudn chét lwong

USP. ; 5
Tén, dia chi ciia co s&'san xuét thubc
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