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' m. Bao quan: Noi kho, nhi¢t d§ dudi 30°C, winh énh sing.
= Tiéu chuan: Nha san xuat.

Rx — Prescription medicine Box of 1 blister of 20 tablets

BISEPTOI. 480 mg
s g D wsx

. Oral route
Each tablet contains: Trimethoprim 80 mg
Sulfamethoxazole 400 mg
Excipients: gs for 1 tablet.

SDK/Reg. N°:
! READ THE LEAFLET CAREFULLY BEFORE USE
KEEP QUT OF THE REACH OF CHILDREN
Sin xudt theo nhugng quyén ciia:
Pharmaceutical Works Polfa in Pabianice Joint-Stock Co.
5 Marszalka J. Pilsudskiego Str., 95-200 Pabianice, Ba lan
Tai:
Cong ty Co phan Dlrvc phim Trung Uimg 1 - Pharbaco
160 Ton Dire Thans Déng Da - Ha noi
Pia chi san xuat: Thanh Xudn - S6¢ Son - Ha noi

’ . Indication, dosage and method of administration, contraindication: see enclosed leaflet.
— ml Specification: in-house.
Storage: At a dry place, temperature below 30°C, protect from light.
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Mau nhan vi BISEPTOL 480 (ty 1& 100%)

104 x 68 mm
% BISEPTOL 480mg  BISEPTOL 480 mg
d% Trimethopeim 80 myg, Sulfamethoxazole 400 mg Trimethoprim 80 mg, Sulfamethoxazole 400 mg
& = Sin xudt theo nhirgng quyén cia:

Pharmaceutical Works Polfa in Pabianice Joint-Stock Co.

Batch No
bo 16 8X:
nannn

Tai: ;
Céng ty C6 phin Dirge phim Trung Ueng 1 - Pharbaco

Q RegNo./SBK: ...............

£ % BISEPTOL 480mg  BISEPTOL 480mg
. &25 Trimethoprim 80 mg, Sulfamethoxazole 400mg  Trimethoprim 80 mg, Sufamethorazale 400 mg

5] Sin xuit theo nhwyng quyén ciia:

3 ﬁ Pharmaceutical Works Polfa in Pabianice Joint-Stock Co.

Z&E  Tai:

'§§ £ Cong ty Co phin Dwge phim Trung Uong 1 - Pharbaco

= Reg.NOSSDK: ...,

PN

2.5 BISEPTOL 480mg  BISEPTOL 480mg

i;é Trimethoprim 80 mg, Sulfamethoxazole 400 mg Trimethoprim 80 mg, Sulfamethoxazole 400 mg

] San xuilt theo nhirgng quyén ciia:

et Pharmaceutical Works Polfa in Pabianice Joint-Stock Co.

ZHE Ta:

g= § Cong ty C6 phin Duwrge phim Trung Uong 1 - Pharbaco

B2 RegNOJSBK: ..cooconn..

2.2 BISEPTOL 480 mg BISEPTOL 280 mg

d@g Trimethopim 80 mg, Sullamethoxazole 400mg ~ Trimethoprim 80 mg, Sulfamethoxazole 400 mg

3] San xudt theo nhugng quydn ciia:

. Pharmaceutical Works Polfa in Pabianice Joint-Stock Co.

za ﬁ E Tai:

gg E Cong ty Co phin Dwrgc phim Trung Uong 1 - Pharbaco

. Reg.No./SBK: ..............
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Thuéc bdn theo don

HUONG DAN SU DUNG THUOC
Vién nén Biseptol 480

Trinh bay: HoOp 1 vi x 20 vién nén.

Thanh phin:
TEIMEIROPEIM icoinssmvisimiss 80 mg
Slfmethonagdl ...osivnvsisse 400 mg

Ta duoc: Tinh bot khoai tdy, talc, magnesi stearat, tinh bot natri carboxymethyl (logi A),
poly vinyl alcol, methyl parahydroxybenzoat, propyl hydroxybenzoat, propylen glycol ... vira
du 1 vién.

Cac dic tinh dwoc luc hoc:

Biseptol 1a mo6t hdn hop gdm trimethoprim (1 phén) va sulfamethoxazol (5 phén).
Trimethoprim 14 mot dan chat ctia pyrimidin c6 tac dung tc ché dac hiu enzym dihydrofolat
reductase cua vi khuan. Co-trimoxazol 12 hdn hop Sulfamethoxazol: Trimethoprim theo ty 1€
5:1. Sulfamethoxazol 12 mét sulfonamid, e ché canh tranh su téng hop acid folic cua vi

o khuén. Phéi hop trimethoprim va sulfamethoxazol nhu vay tc ché hai giai doan lién txep clua
su chuyén hoa acid folic, do do uc chc c6 hiéu qua viéc tong hop purin, thymin va cudi cung
DNA cia vi khuén. Su e ché ndi tiép nay c6 tac dung diét khuan. Co ché hiép dong nay ciing
chong lai su phat trién vi khuan khang thubc va lam cho thude ¢ tac dung ngay ca khi vi
khuén khéng lai ting thanh phan ctia thudc. Tac dung toi wu chong lai da sO vi sinh vt duoc -
thay otylél phan tnmethOpnm v6i 20 phan sulfamethoxazol. Ché pham co-trimoxazol dugc :
phm hop véi ty 1& 5 phan sulfamethoxazol va 1 phan trimethoprim; do c6 su khac biét vé dugc
dong hoc cua 2 thubc nén trong co thé ty 18 ndng d6 dinh dat xap xi 1 : 20. Tuy nhién, chua rd
thubc c6 dat duoe ty 18 t6i wu & tit ca cac vi tri khong, va néu ca 2 thube dat duge ndng do
diéu tri thi su déng gbp clia tinh hiép ddng vao tac dung ciia co-trimoxazol invivo van chua rd.
Cac vi sinh vét sau ddy thuong nhay cam véi thude: E. coli, Klebsiella sp., Enterobacter sp.,
Morganella morganii, Proteus mirabilis, Proteus indol duong tinh, bao gbm ca P. vulgaris. H.
influenzae (bao gdm ca cic chung khang ampicilin), S. preumoniea, Shigella flexneri va
Shigella sonnei, Pneumocystis carinii.
Co-trimoxazol ¢6 mot vai tac dung 61 v6i Plasmodium falciparum va Toxoplasma gondn
Céc vi sinh vat thuong khang thudc la: Enterococcus, Pseudomonas, Campylobacter, vi khuén

Q ky khi, ndo md cau, lau cau, Mycoplasma.

Cdc dac tinh dwoc dong hoc:

Sau khi udng, ca trimethoprim va sulfamethoxazol dugc hép thu nhanh va ¢6 sinh kha dung
cao. Sau khi uong 2 gio voi liéu 800mg sulfamethoxazol va 160mg trimethoprim, nong do
huyét thanh trung binh cia trimethoprim 1a 2,5 mg/lit va cia sulfamethoxazol la 40 - 50
mg/lit. Nong dd 6n dinh cua trimethoprim 12 4 - 5 mg/lit, cia sulfamethoxazol 1a 100 mg/lit
sau 2 — 3 ngay diéu tri véi 2 liéu mdi ngay. Nua doi cua trimethoprim 1a 9 - 10 gio, cua
sulfamethoxazol 1a 11 gid. Vi vdy cho thudc céch nhau 12 gi¢r 1a thich hop. Ty 18 1 : S giita
trimethoprim va sulfamethoxazol 1a thich hop nhéit cho vién nén. Tuy nhién trong huyét thanh,
ty 18 nay 1a 1: 20 do trimethoprim khuyéch tan t5t hon ra ngoai mach mau, di vao trong cac
md. Trimethoprim di vao trong cac md va dich tiét tt hon sulfamethoxazol. Nong do thube
trong nude tiéu cao hon 150 14n ndéng d§ thude trong huyét thanh.

Chi dinh:
Nhiém khuan do cac vi khuan nhay cam véi co-trimoxazol:
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- Nhi2m khuan duomg tiét niéu gay ra boi E. coli, Klebsiella spp., Enterobacter spp.,
Morganella morganii, Proteus mirabilis and Proteus vulgaris.

- Viém tai giira cap gdy ra badi Streptococcus pneumoniae and H. influenzae,

- Dot cap viém phé quan man gy ra bdi Streptococcus pneumoniae and H. influenzae,

- Nhiém khudn dudng tiéu hoa do Shigella bacilli.

- Viém phdi do Pneumocystis carinii va phong ngira nhiém khuén & bénh nhén suy gidm
mién dich (nhu AIDS).

- Tiéu chay & ngudi 16n gay ra bai E. coli.

Cich ding, lieu ding:

Cach dung:

Ud ong thudc trong hodc ngay sau bita n. Ubng nhiéu nuée khi ding thudc.

Liéu ding:

Nhiém khuén duong tiét nidu. dudng tiéu héa do Shigella bacilli va dot cép viém phé quan
man ¢ ngudi 1on:

Liéu théng thuong la 960mg co- -trimoxazol (2 vién Biseptol 480), 2 lan 1 ngay.

Diung thude 10-14 ngay ddi v6i nhidm khuan dudng tiéu hoa, 14 ngay d6i véi dot cap viém
phé quén man va 5 ngay d6i véi nhidm khuén duong tiéu héa do Shigella bacilli.

0 Nhidm khudn duong tiét niéu, duong tiéu hoa do Shigella bacilli va viém tai gifta cdp & tré
em:
Thuong dung 48 mg co-trimoxazol /kg thé trong/ngay chia lam 2 lan. Khong dung qua liéu
chi dinh cho nguoi 16n.
Dung thuoc 10 ngay d6i véi nhiém khuan dudng tiéu héa va viém tai gitta cp, 5 ngay dbi véi
nhiém khudn do Shigella bacilli. e

Viém phdi do Preumocystis carinii & ngudi 16n va tré em:

Lidu @2 xuat 14 90-120 mg co-trimoxazol/kg cin ning/ngay chia lam 4 14n trong 14-21 ngay.
Phong ngira nhidém khuln do Preumocystis carinii:

Nguoi 1ém: 960 mg co-trimoxazol (2 vién Biseptol 480), 1 lan/ngay trong 7 ngay.
Tré em: 24 mg co-trimoxazol/kg thé trong, chia lam 2 14n trong 3 ngay lién tuc. Liéu t6i da ==
1920 mg (4 vién Biseptol 480).

Tiéu chay & nguoi 16n gay ra boi E. coli:

Liéu dé xuat 1a 960mg (2 vién Biseptol 480) mdi 12 gio.

* Péi véi bénh nhan suy than

Giam nira lidu d6i v6i bénh nhén suy than ¢ d6 thanh thai creatinin 15-30 ml/phut; Khong

o dung thude cho bénh nhén c6 d6 thanh thai creatinin dudi 15 ml/phut.
Po thanh thai creatinin ml/phit Liéu khuyén ding |
> 30 Li€u thong thuong
15-30 1/2 liéu thong thudmg
<15 Khéng dung

Chong chi dinh:

- Ngudi mén cam véi co-trimoxazol (sulfamethoxazol phdi hop trimethoprim), sulfonamid
hodc trimethoprim va cac thanh phan khac cuia thude.

- Chén doén t6n thuong nhu md gan.

- Suy than nang ma khong giam sat duoc nong do thude trong huyét tuong.

- Céc bénh ly nghiém trong cta hé tao mau.

- Nguoi bénh thiéu méau nguyén hdng cu khdng 16 do thiéu acid folic.

- Ngudi bénh thiéu glucose-6-phosphat dehydrogenase

- Tré nho dudi 2 thang tudi (nguy co vang da nhan).
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Than trong:

+ Chitc néng than suy giam.

+ Nguoi dé bi thiéu hut acid folic nhu ngudi bénh cao tudi, bénh nhan ding co-trimoxazol
lidu cao dai ngay.

+ Phu nit ¢6 thai; mat nudc; suy dinh dudng.

+ Co-trimoxazol c6 thé gy thiéu mau tan huyét & ngudi thiéu hut G-6PD.

Déi véi phu nit c6 thai va cho con bii :

Thudc chi ding trong thoi gian mang thai néu béc st d4 can nhéc loi hai giita viéc ding thude
cho me va nguy co ddi véi thai nhi.

Ca trimethoprim va sulfamethoxazol du thAm vao sita me, do d6 khong dung thudc khi dang
cho con bu.

Déi vdi ngwoi ldi xe va van hanh mdy méc:

Thube khong géy tac dong o1 nguoi lai xe va vén hanh may moc.

Tuy nhién, can than trong khi céc tdc dung khong mong mubn c6 thé xay ra nhu dau dau.
chong mat, cang thang, mét moi

. Twong tic voi cdc th uéc khdc, cic dang twong tdc khdc:
- Thudc lgi tiéu thiazid: Dung ddng thoi co- -trimoxazol vm thuoc loi tiéu, dic biét 1a thiazid &
ngudi bénh 1én tudi c6 thé 1am ting nguy co giam tidu cu va xuit huyét.
- Phenytoin: Co-trimoxazol 1am tdng qua mirc tac dung cta phenytoin.
- Methotrexat: Sulfonamid lam tang téc dung cua methotrexat.
- D4n xuét sulfonylurea: Co-trimoxazol lam ting tdc dung cta thudc tiéu duong din xuét
sulfonylurea, do d6 1am ha dudng huyet manh.
- Digoxin: Co-trimoxazol lam tang nong do digoxin trong mau & bénh nhéan cao tu01
- Thubc chdng trAm cam ba vong: Co-trimoxazol 1am giam tac dung cua thube chdng trAm
cam ba vong.
- Pyrimethamin: Co- trimoxazol dung dong thoi voi pyrimethamin 2Smgftuan lam tang nguy

co thiéu méu nguyén hdng cau khong 16. /J
- Cyclosporin: O bénh nhén ghép than khi diéu tri véi co-trimoxazol va cyclosporin, da ¢6 ghi /‘0
nhan vé cac truong hop rdi loan tam thoi chic nang than cdy ghép dan t6i ting ndng do

creatinin huyét thanh, cé thé do tac dong cua trimethoprim.

- Do cau tric héa hoc, sulfonamid c6 thé gdy phan ung di img a6i vGi bénh nhéan man cam véi
’ thuoc khéang giap, thubc loi tidu (acetazolamid va thiazid) va mot sb thude tiéu duong dang

3 udng khac.

- Co-trimoxazol c6 thé kéo dai thoi glan prothrombin & nguoi bénh dang dung warfarin.

Tdc dung khong mong muén ciia thuoc

Xay ra & 10% nguoi bénh. Hay gap nhit xay ra & dudng tiéu hoa va trén da.

Hay gap, ADR>1/100:

- Toan than: St

- Tiéu ho4: Budn nén, non, ia chay, viém ludi.

- Da: Ngira, ngoai ban.

It gap: 1/1 000<ADR<1/100:

- Méu: Tang bach cau wa eosin, giam bach cau, giam bach cau trung tinh, ban xuét huyét.

- Da: May day.

Hiém gap: ADR < 1/1000

- Toan than: Phan tmg phan v€, bénh huyet thanh.

- Mau: Thiéu mau nguyén hong céu khong 15, thiu méu tan huyét, giam tiéu cau, giam bach

cdu hat va giam toan thé huyét cau.

- Than kinh: Viém mang ndo v khuan.

P
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- Da: Héi chimg Lyell, hdi ching Stevens - Johnson, ban d¢ da dang, phu mach, man cam
anh sang.
- Gan: Vang da, r mét & gan, hoai tur gan.
- Chuyen ho4: Tang kali huyet giam dudng huyét.
- Tam than: 4o giac.
- Sinh dyc - tiét niéu: Suy thén, viém thén k&, séi than.
- Tai: U tai.
Théng bdo cho bdc sy nhitng tdc dung khong mong muén gdp phai khi sir dung thube.

Qud liéu va xi tri
Chua xéc dinh dugc lidu gay chét cuia co-trimoxazol.

Triéu chimg c6 thé xay ra khi qua lidu bao gdbm chén an, budn ndn, ndn, chong mat, nhic dau,
sot, ngu ga, mét tinh t4o, tiéu ra méu hodc ra tinh thé. Giai doan sau co thé xuat hién su trc ché
hoat dong cta tuy xuong va vang da.

Xir tri khi qu4 lidu bao gbm rira da ddy, gdy nén, ubng nhidu nuéc néu thiéu niéu va chic
nang than binh thuong.

Bai tiét trimethoprim tang khi nudc tiéu ciia ngudi bénh duge acid hoa.

“ Cho ngudi bénh dung thube lam kiém hoa nude tiéu va lam ting bai tiét thubc d6 s& gitp cho
viéc bai xuat sulfamethoxazol.

Xu ly qua lidu néi chung duge dé xuat 1a ubng that nhiéu nuéce va theo ddi cong thire mau va
dién giai.

Néu ding qua liéu & xuét, cAn thong bao ngay cho béc si hozc dugc si.

Bao quan, han ding:
Bao quan: Noi khd, nhiét do dudi 30" C, tranh dnh sang.
Han dung: 60 thang ké tir ngay san xuat.

Thubc nay chi dung theo don cia bac sy
Pé xa tam tay tré em
})oc ky hwéng din st dung trude klu dung
. Muon biét thém thong tin xin héi y kién bic s§
Khong dung khi thuéc da hét han sir dung, hodc vién thubc bi v, bién mau...

CONG TY COPHAN DUGC PHAM TRUNG UONG 1 - PHARBACO

160 Ton buc Thang Bong ba - Ha No1

Dién thoaz - (84- 4)}84*5456 : th (84- 4)38237460%//
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PHO CUC TRUONG

Npuyén Vin Ghank




