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Thuéc bén theo don Husng #én stttpgepitrungtamthuoc.com/

Vién nén ; GMP - WHO
Biseptol 480

Trinh bay: HOp 1 vi x 20 vién nén.

Thanh phén:

Sulfamethoxazol........... 400mg

T dige: Tinh bét khoal tay, falc, magnesi stearat, tinh bt natri carboxymethyt (loal A), poly viny! alcol,
melhyl parahydroxybenzoal, prepyl hydroxybenzoal, propylen giycol..............oovewve o, VAU Vidin,

Céc dfc tinh duge lye hoc: ,
Eiseptol la mat hin hop gém trimethoprim (1 phan) va sulfamethoxazol ISW;)I.ETﬂmﬂhwrﬁ'n 1 mét dan

.chat clia pyrimidin o6 tac dung (s chié dic hidu enzym dihydrofolal reductase ciia vi khudn, Co-trimoxazol

& hdn hop Sulfamethoxazol: Timethoprim thea 1 16 51 Sulfamethoxazol la mét sulfonamid, ic ché canh

tranh suf tding hop acid folic cda vi khudn. Phéi igp timathoprim va sulfamethoxazol nhi vay (o ché hai

gial doan lién Hg%n clia wg:y&n hod ﬁ?dﬁtm;m azﬁ i ché cé higu qua vf;c,ﬁngsmp purin, mmm

: : L Clia Vi ilfc chél ndi liép nay o6 tc dung digt khudin, Co ché higp dong nay cln
mﬂﬁ&m %ﬁ%&wﬁm}:&nﬁhﬁ?@m&w ngay ca khivi khudn khang laf Y
g thanh phin cia thudc, Tae dyng 18] 1u chng |aida 56 vi sinh vat duge thdy 31718 1 phén frimethoprim

¥ 20 phén sulfamethoxazol. Ché phim co-trimoxazol dugc phél hap vai ty 14 5 phén sulfamathoxazol va

1 phén trimethoprim; do c6 su khac biét v& duc ddng hoc ciia 2 thudc nén trong cd thé t) 18 néng 88 dinn
datxdp x| 1: 20, Tuy nhién, chuard thudc cb dat duge t 18 6] wu J1atca cacvitrl khéng, va néu ca 2 thudc

dat disge nbing 45 didu irj thi.sif d6ng gbp cda tinh hiép d8ng vao tae dung cita co-trimoxazol ivivo van
chuans.

Cac vi sinh vat sau day thidng nhay cam vl thubc: E coli, Kiebsielle sp., Enterobacter 3p., Morganelia
morganii, Proteus mirabilis, Proteus indof duang tinh, bao gém ca P vulgaris. H. influenzae (bao gbm ¢a

cac chiing khang ampicilin), S. peumoniea, Shigella fiexneri va Shigaiia sonnel, Pneumacystis carini.
Co-trimaxazol cb mol vl tho dyng a6l vél Plasmodium Falciparum va Toxoplasma gondl.

Cacvisinh vat fhuding khang thude 1a: Enterococcus, Pssudomonas, Campylobacter, vikhudn ky Khi, néo

mé cdu, i cau, Mycoplasma.

Ciic dc tinh dupe déng hec:

Sau khi uding, ¢4 trimathoprim va sulfamethoxazol dudc hip thu nhanh va cé sinh khé dung cao. Sau khi
uding 2 gid vii liu B00mg sulfamethoxazol va 160mg trimethoprim, ndng dé huyét thanh trung binh cda
trimethoprm 1 2,5 mait va cda sulfamethoxazol 13 40 - 50 mgiit. Néng 88 én dinh cla timethoprim a 4 -
5 mg/il, cia sulfamethoxazol fa 100 mg/it sau 2-3 ngay didu (r véi 2 iBu mbi ngay. Nita 861 cda
trimethoprim 148 - 10 gid), cla sufamethoxazol 1 11 gio. Vivaly cho thuic cach nhau 12 ghé 14 thich hop. Ty
&1 : 5 giita trimethoprim va sulfamethoxazol 1a thich hop nhat cho vién nén. Tuy nhién trong huyét thanh,
rg'rln}nhyrh1'20dnuWaﬁupﬁnkhuyémﬁnlﬁimnmmaﬁmgmmu.ﬁmkchﬁcmb,
Trimathoprim di viio trang cac mé va dich U1 151 hon sulfamethoxazol. Méng 80 thubc trong nudc tifu cag
hon 150{&n néng a6 thubic trong huyét thanh,

Chidinh:

Nhiém khuin do cac vi khudn nhay cm vl co-trimoxazol

- Whiém khudn dudng Bt niéu gay ra bai £ coll, Kisbsislla spp., Enterobacter spp., Morganeila morgani,
Proteus mirabills and Proteus vulgans.

- Viém taiglifa cip gdy ra bl Seplococcus pneumoniae and H. influenzae,

- Bt céip viém phé quan man gay ra bot Streptococcus pneumoniae and H. influenzae,

- Nhiiéim khusn duding tiéu hoa do Shigalla bacilli

- Vim phéi do Pneumocystis carinil va phong ngifa nhidm khudin & bénh nhéin suy giam mign dich (nhu
AIDS),

- Tiéu chéy & ngutsi 16n gay ra bdi E. Coll.

Cach dung, lléu ding:

Cachding: _

Uting thiudic trong hosie ngay sal bita an. Usng nhiéu nude khi ding thuds,
Lidu dimg:

': (g Hel nigu, dudng fié il OO o a8 _J‘,| a dot cin vié
Lidu thang thuking 1a 960mg co-trimaxazol (2 vién Biseptol 480), 2 1én 1 ngay. ;
Diing L!u.lﬁcm-ldng;'_.rdﬂvﬂf rthiém khufn duting lisu hoa, 14 ngay d6i voi dot cdp viém phe qudn man
va 5 ngay doi véi nhiem khudn duisng by hoa do Shigella bacil,
TN ALY EFRILE ML, CILFCHREY TN 1l CHO tf P i i Wiem tal gitta cap d tré em;

Thuimng ding 48 mg co-timoxazol /kg thd frongingay chia lam 2 iEn. Khang ding qua §iéu chl dinh cha
ngues ien,

Dang thube 10 ngay i val nhidm khusin duiing Uau héa va viem ta gilia cap, 5 ngay a8l véi nhibm khufin
do Shgela bacilli,

(A i

LI o LIEr 86T -
ﬂnpgng!nga-,ruhla lam 4 ldn trong 14-21 nopay.

T R CRCH TG LT OC Y ENE Cararhy oF MG LACH |
Ligu 88 xuatia 90-120 mg co-iimoxazolkg
Enmmmﬁm
Maui I6n: 960 mgco-timaxazol (2 vién Biseptol 480), 114n/ngay trong 7 ngay.

Tré em: 24 my co-trimoxazol/kg thé trong, chia lam 2 14n trong 3 ngay fign tue, Lidu 16 da 1620 mg {4 vién
Biseptol 480).

Tiéu chay & ngudi lin gay ra bdi £ coli;

Liftu dé xudt 13 960mg (2 vién Bisepial 480) mdi 12 gid,

* B81 woi banh nhin suy thin
Giam nia lidu d6i vOF bénh nhan suy than oo @4 thanh thai creatinin 15-30 miphat; Khing ding thudc
cha bénh nhin cé 6 thanh thai creatinin dudi 15 mipht,

20} than:“tr:i:_j -:';realmm b e Ny
=30 Lidu thong thuding
15-30 % ligu théng thuromg
<15 Khéng ding




Chi hi dinh: s
- Nﬁcmﬁ?ﬁm véli co-trimoxazol (sulfamethoxazol phdl hop trimethoprimy, ﬁmmg'éémngtamthuoc-com/

trimethoprim va cac thanh phén khac cla thube.

- Chéndoén tén thuong nhu mo gan. .

- Suy than nang ma khéng giam sat duge nong dd thuic trong huy&tiuang.
- Cac bénh Iy nghiém trong cla hé tao mau.

- Ngurdi bénh thid méu nguyén héng cau khiing 16 do thidu acid folic.

- Nguiibénh thidu glucose-6-phosphat dehydrogenase

-Tré rihd dudi 2 thang wdi (nguy ¢a vang da nhan).

Than trong:

+ Chifcnang than suy gidm.

+Ngui dé bi thigu hut acid folic nhu ngui bénh cao tui, bénh nhan dung co-trimoxazol liéu cao dai ngay.
+ Phui niz ¢ thal; mét nudc; suy dinh dudng.

+ Go-trimaxazol ¢b thé gay thiSu mau tan huyét & ngudi thiéu hut G-6PD.

Ddivdiphuniicothai vécho conbii:

Thuéic chi ding trong thai gian mang thai néu bac si da can nhéc Ioi hai gilia viéc dung thudc cho me va
nguy £0 d6i véi thai nhi.

Cé Irimethoprim va sulfamethoxazol déu thdm vao sifa me, do dé khdng dung thudc khi dang cho con bu.
D6i vdi nguti I4i xe va vdn hanh méy mdc:

Thubc khéing gay tac dong 1 ngudi 18 xa va van hanh may moc.

Tuynhién, can Iha;nt_trgng khi cac tac dung khong mong mudn co thé xay ra nhurdau ddu, chéng mat, cang

Tuong téc val céc thude khdc, cdc dang tuong tac khac: :

~Thudc loi iéu thiazid: Ding dong thél co-trimoxazol véi thudc o tiéu, dac biét1a thjazid & ngudi bénh In
1udi cb thé lam tng nguy co gidm tigu chu va xuat huyét.

- Phenytoin: Co-trimoxazol 1am tang qua mifc tac dung clia phenytoin,

- Methotraxat: Sulfonamid lam tang tac dung cia methotrexat,

- Dén xut sulfonylurea; Go-trimoxazol lam téng tac dung cda thudc tiéu duting dén xudlt sulfonylurea, do
@6 1am ha dudng huyét manh. . y

- Digoxin: Co-trimoxazol 1am tang ndng d9 digoxin trong mau & bénh nhan cao tudi.

-Thufic chéng trdm cam ba véng: Co-trimoxazol iam giam tac dung cla thudc chéng frédm c&m ba vang.

- Pyrimethamin. Co-trimoxazol ding d8ng thai voi pynmethamin 25mg/tudn 1am tang nguy o thigu mau
nguyén héng cdu khéing 16.

- Cyclosporin: & bénh nhan ghép thén khi diéu tri véi co-trimoxazol va cyclosporin, da cb.ghi nhan vé céc
truding hop r6i loan tam thdi chiic nang than cSy ghép dan 16l tang ndng a6 creatinin huy&t thanh, c6 thé do
téc dbng clia timethoprim.

- Do c4u trilc héa hoc, sulfonamid 66 thé gay phian (mg di (mg 461 véi bénh nhan man cam véi thube khang
gi&p, thubc Idi fiu (acetazolamid va thiazid) va mot s6 thudc tiéu duong dang ubng khac.

- Co-lrimoxazol ¢61he kéo dai thasi gian prothrombin & nguei bénh dang dung warfarin,

Téc dung khéng mong mudn ctia thudc:
XAy ra & 10% ngudi bénh. Hay gép nhét xdy ra & duding tiéu hod va trén da.
Hay gap, ADR>1/100:
-Toan than; Sét
- Tiéu haa: Budn ndn, non, ia chay, viem ludi,
-Da: Ngita, ngoal ban,
ftgap: 1/1000<ADR<1/100:
-Méu: Tang bach cau Ua eosin, gidm bach ciu, giadm bach cu trung tink, ban xudt huyét.
-Da: May day.
Hiém ga&p: ADR < 1/1000
-Toan thén: Phan (hg phan v, bénh huyétthanh,
- Mau: Thisu méau nguyén hona cau khéng 18, thidu mau tan huyst, giam tiu cau, giam bach cau hat va
qiam toan thé huyét ciu.
-Thén kinh: Viém mang naova khusn,
- Da: Héi chiing Lyell, hdi chilng Stevens- Johnson, ban 36 da dang, phii mach, mén cam anh séng.
- Gan: Vang da, rmét d gan, hoai tugan.
- Chuyén hoa: Tang kall huyét, gidm dudng huy&L
-Tam than: o gidc.
- Sinh due- i8tnigu: Suy than, viém thanka, séithan.
-Tai: utal.
Théng bdo cho bdc s§ nhing tac dung khéng mong mu6n gép phéi khi st dung thudc.
Qud lidu va xu tri
Chfa xacdinh due lidu gay chét clia co-Inmoxazol,
Triéu ehimg 6 the xay ra khi qua fiéu bao gém chan an, budn néin, ndn, chong mat, nhirc dau, sét, ngli gd,
métHinh to, tiéu ra méu hodc ra finh thé. Giai doan sau cd thé xufit hién sy (k ché hoat ddng cla tly xuong
vavangda.
st tri khi qué fiéu bao gdm rifa da day, gay ndn, uing nhidu nute néu thigu nigu va chirc nang thin binh

thuong.

Bai tiét trimethoprim tang khi nidetidu clia ngudi bénh dugc acid héa.

Cho nguidi bénh ding thudc 1am kigm hda nudc tiéu va lam tang bai tiét thudc da sé gitip cho viec bi xudt
sulfamethoxazol.

Xty qualidu néi chung dugc dé xustia udng thist nhiéu nitdic va theo dbi cang thic mau va dién giai.

N&u ding quaiiéu dé xudt, cinthéng bao ngay cho bac sThoac dudc st

Bao quan, han ding:

Béo guén: Noi kho, nhigl a6 dudi 30°C, tranh anh sang.

Han diing: 60 thang ké 1if ngéy san xudt.

Thuée nay chi ding theo ddn cla béc 5§
DE xa tAm tay tré em - Doc ki hugng dén sif dung trude khi ding
Muén bigt thém théng tin xin hoi ¥ kién bac sy
Khéng diing khi thudc da hét han sir dung, hodc vién thudc bj v, bién mau...

CONG TY CO PHAN DUPQ'C PHAM TRUNG U'ONG | - PHARBACO
Bia chi: 160 Tén Birc Théng - Béng Pa - Ha N§i - Vigt Nam

DT 04 - 38454561, 04 - 38454562 Fax: 84 - 4 - 38237460
PHARBACO SAan xuét tai: Thanh Xuan - Sé¢c Son - Ha Ngi - Vigt Nam
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