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Rx Prescription Drug

Dual action chemotherapeuntic
bactericidal agent

TOLSUS

Suspension

Trimethoprim 40 mg
Sulfamethoxazole 200 mg

Box of 1 hottle 60 ml

Each 5ml oral suspension contains

Indication:

Upper and lower repiratory tract
infections.

Renal and Urinary tract infections.
Gastro-intestial tract infections.
Skin infections.

Septiceamias and other infections.

Contraindications:

Patients with a history of sulfonamide
sensitivity. Other see the leaflet

Dosage and use, precautions,
other information:
See the leaflet

[ SHAKE WELL BEFORE USE ]

Storage:
Store below 30°C in well-closed container
and protect from light

Keep out of the reach of children.
Read leatlet carefully before using

L]

Visa No./SBK:
Lot No/S6 16:
Mfg. Date/NSX:
Exp. Date/HD:
DNNK:

bactericidal agent

TOLSUS

Suspension

‘aH/eq ‘dx3
XSN/BIeq BN
01 9S/ON 107
IS/ ON BSIA

60 ml

M&i 5 mi chira
Trimethoprim 40 mg
Sulphamethoxazol 200 mg

PJLI
PHARM

109 Bangna-Trad Road, Bang Phh
Samut prakan 10540, Thai Lan

Dual action chemotherapeuntic

San xuit tal Thi Lan béi: POLIPHARM CO., LTO

Chi dinh, chéng chi dinh, lidu dung,
cach dung, than trong, cac thong tin
khac: Xem huwéng dan sir dung kém
theo

BDiéu kién bao quan:
Bao quan trong bao bi kin & nhiét 4
duwéi 30°C, tranh anh sang

Dé xa tm tay tré em
Boc ki hwéng dén sir dung trwde khi
ding

Rx Thude ban theo don

TOLSUS

Suspension

Mai 5 ml hén dich uéng chiva
Trimethoprim 40 mg
Sulfamethoxazol 200 mg

Chi dinh, chéng chi dinh, lidu
ding, cach dung, than trgng,
cac thong tin khac: Xem
hwéng dan s dung kém theo

Piéu kién bao quan:

Bao quan trong bao bi kin &
nhiét dé dwdi 30°C, tranh anh
sang

| [ LAC KY TRUGC KHI DUNG ]

Dé xa tadm tay tré em
Boc ky hiwréng dan strdung
treeée khi dung

PHO GIAM DOC
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HUONG DAN SU DUNG

Rx Thubc bdn theo don
Thubc nay chi ditng theo don bdc sy
DPoc ki hwéng din sir dung trede khi diing
Néu cin thém thong tin, xin héi y kién ciia Bdc s

TOLSUS

THANH PHAN: ®7
M&i Sml hén dich udng c6 chira: ~
Hoat chdt:  Sulfamethoxazol 200 mg

Trimethoprim 40 mg

Td dwoc: Sucrose, tragacanth, glycerin, polysorbat 80, methyl paraben, propyl paraben, saccharin
natri, erythrosin, strawberry essence, nude tinh khiét

DANG BAO CHE: Hdn dich udng

MO TA SAN PHAM: Hdn dich udng mau hong, huong vi dau

DUQC LUC HOC:

La mot hdn hop gdm sulfamethoxazol (5 phan) va trimethoprim (1 phan).
Sulfamethoxazol 1a mot sulfonamid, &rc ché canh tranh su tong hop acid folic cia vi khuan.

Trimethoprim la mét dén chét cta pyrimidin, tc ché dic hiéu enzym dihydrofolat reductase ctia
vi khuan.

Su phdi hop sulfamethoxazol va mmethopnm tc ché hai giai doan lién tiép clia su chuyen hoa
acid folic, do do ire ché ¢o hiéu qua viéc tong hop purin, thymin va cudi cting DNA ctia vi khuan
Su e che ndi tiép nay co tc dung diét khuan. Co ché hiép dong nay cling chéng lai su phat trién
Vi !(huan khang thudc va 1am cho thude ¢6 tac dung ngay ca khi vi khuan khang lai timg thanh

phén cua thudc
DUQC PONG HOQC:

Hdp thu

Sau khi udng, ca trimethoprim va sulfamethoxazol hap thu nhanh chéng va gan nhu hoan toan.
Su ¢6 mat cia thirc an khdng lam chidm su hdp thu. Nong do dinh trong huyét tuong ciia
trimethoprim la 1-2mg/ml va cia sulfamethoxazol la 40-60 mg/ml, dat dugc 1 - 4 gio sau khi
udng 1 licu don gébm 160mg trimethoprim va 800mg sulfamethoxazol va lién quan dén liéu ding.
Trang thai 6n dinh & ngudi 16n dat duge sau khi dung thude trong 2-3 ngay.

Phdn bo

Trimethoprim la mot base yéu véi pKa la 7.4, la mot chat wa diu. Néng do trimethoprim trong
mao thudng cao hon so véi trong huyét tuong, ndng do dac biét cao ¢ ph01 va than. Nong do
trimethoprim trong huyet twong cao hon trong mat, dich tuyén tién liét va cidc md, nude bot, dom
va dich tiét am dao. Nong dd trong thity dich, vi sita, dich ndo tiy, dich tai gitra, hoat dich va mo
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chét long (rudt) 1a du cho hoat tinh khang khuan. Trimethoprim di vao dich chét 1ong va thai nhi
dat ndng do x4p xi cia huyét thanh me.

Trimethoprim lién két véi protein huyét twong khoang 50%. Thoi gian ban thai & ngudi vai chire
ning than binh thudng trong khoang 8,6-17 git. Thoi gian ban thai nay tang 1én tir 1,5-3,0 khi
thanh thai creatinin dudi 10 ml/phat. Co vé nhu khong c6 su khac biét dang ké & nguoi gia so
nguoi truong thanh.

Sulfamethoxazol la mot axrit yéu vdi pKa la 6,0. Néng do s}ulfamethoxazoi hoat dong trong céc
dich co thé khoang tir 20 dén 50% so vdi nong d§ trong huyét tuong.

Khoang 66% sulfamethoxazol lién két véi protein huyét tuong. Thoi gian ban thai & ngudi
khoang 9-11 gi& v6i chire nang than binh thuong. Khéng cé thay doi trong chu ky ban thai cua
sulfamethoxazol hoat dong v&i viée giam chirc nang than nhung thoi gian ban thai cia cac chat
chuyén hoa chinh, chét chuyén hoa acetyl kéo dai khi thanh thai creatinin dudi 25 ml/phut.

Chuyeén hoa

Trimethoprim dugc chuyén hoa qua qua trinh oxyd va hydroxyl hoa, sulfamethoxazol chi yéu
dugce N-acetyl hda va ciing ket hop véi acid glucuronic

Thai trir (D7

Dudng thai trr chinh cua trimethoprim la qua than va khoang 50% lidu dung duoc bai tiét vao
nude tiéu trong vong 24 gi& dudi dang khong doi. Mot so chét chuyén héa di dugc xic dinh
trong nudc tiéu. Nong do trimethoprim trong nudc tiéu rat khac nhau.

Con dudng thai trlr chinh cia sulfamethoxazol la qua thén; tir 15% dén 30% liéu thu hdi trong
nudc tiéu & dang hoat dong

O ngudi cao tudi, dd thanh thai cia sulfamethoxazol qua than giam.

CHI PINH:

Nhiém khudn dudng hd hap trén va hd hap dudi: Viém phé quan cAp va man tinh, gian phé quan,
viém phoi, viém amidan, viém hong

Nhlem khuan duong than va duo*ng tiét niéu: Viém than-bé than, viém bé than, viém bang quang

cap va man tinh, viém duong tiét niéu, nhidm khuan bd phan sinh duc ctia phy nit va nam giéi
bao gém ca bénh lau

Nhiém khuédn duong tiéu hod: Viém ruét, bénh thuong han va phé thuong han
Nhiém khuén da: Viém mu da, dinh nhot, 4p xe va nhiém khuén vét thuong
Nhiém khudn mau va cac nhiém khuén khac gay bai cac ching vi khuén nhay cam
CHONG CHI PINH:

Bénh nhan qua man cam véi trimethoprim hay sulfonamid

Bénh nhan bi thiéu mau hdng cau khong 16

Phu nir ¢6 thai va cho con bu

Tré em dudi 2 thang tudi, tré dé non

Bénh nhan bi ton thuong gan nghiém trong hodc suy than ning.

LIEU DUNG VA CACH DUNG:
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CACH DUNG: Thudc diing theo dudng udng.
LIEU DUNG:
Khuyén céo liéu ding tidu chuin cho nhiém khuén cip tinh

LIEU TIEU CHUAN

Tudi

Ngudi 16n va tré em trén 12 tudi | 2-4 thia ca phé, 2 lan/ngay
6 dén 12 tudi 1-2 thia ca phé, 2 1an/ngay
2 tudi dén 5 tudi 1 thia ca phé, 2 lan/ngay
<2 tudi Y, thia ca phé, 2 lan/ngay

Lidu nay x4p xi 6mg trimethoprim va 30 mg sulfamethoxazol cho m&i kg trong luong co thé méi
24 gio.

Diéu tri nén duoc tiép tuc cho dén khi bénh nhan hét hoan toan céc triéu chimg trong hai ngay; da
sO sé& can phai diéu tri it nhat 12 5 ngay. Néu dau hiéu 1dm sang khong cai thién rd rang sau khi
diéu tri 7 ngay, bénh nhéan can dugc danh gia lai.

Nhiém khudn dwong hé hip: (])7
Dot cdp viém phé quan man: -
Nguoi [6n: 4 thia ca phé, 2 lan/ngay, trong 14 ngay

Viém phéi do Preumocystis jiroveci (P. carinii):

Piéu tri: Khuyén céo  dung liéu cao la 20 mg trimethoprim va 100 mg sulfamethoxazol mdi kg
trong luong co thé mdi ngay chia thanh hai hodc lam nhiéu liéu trong hai tudn. Muc dich 1a dé c6
dugc nong do trong huyét tuong cua trimethoprim 16n hon hodc bing 5 microgram/ml

Nhiém khudn dwéong tiét niu: Do vi khuan nhay cam nhu E. coli, Proteus, Klebsiclla,
Morganella morganii hodc Enterobacter.

Nhiém khudn dwong tiét ni¢u dwdi khong bién chimg:

Ngudi lon: Liéu 160 mg trimethoprim (4 thia ca phé) cach nhau 12 gio, trong 3 ngay hoéc trong 7
dén 10 ngay.

Tré em: Lidu 8 mg trimethoprim/kg/ngay chia thanh 2 liéu nhé cach nhau 12 gid.
Nhiém khuan dwong tiét niéu man tinh hodc tdi phdt (nit trucng thanh) hodc viém tuyén tién liét:

Liéu ngudi 16n 160 mg trlmethopnm (4 thia ca phé) cach nhau 12 glor 1 lan trong 10-14 ngay c‘IOI
vOi nhiém khuan duong tiét niéu man tinh hoc téi phat hoic trong 3-6 thang d6i vai viém tuyén
tién liét.

Dur phong nhiém khudn man hodc tdi phdt dwong tiét niéu:
Ngudi [6n: Liéu 40-80 mg trimethoprim (1-2 thia ca phé)/ngay hogc 3 1an/ tudn trong 3-6 tharz.

Tré em tr 2 thang tudi trd 1én: Liéu thong thuong 8 mg trimethoprim (trong vién
cotrimoxazol)/kg/ngay chia lam 2 liéu nhé cach nhau 12 gio/lan.

Nhiém khudn dwong tiéu hod:

Bénh ta:
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Ngudi [6n: Lidu 160mg trimethoprim, ngay uéng 2 lan cach nhau 12 gid, udng trong 3 ngay

Tré em: Liéq 4-5mg/kg trimethoprim, ngay ubng 2 1an cach nhau 12 gio, udng trong 3 ngay. Phéi
hop vai truyen dich va dién giai

Bénh brucella:

Tré em: Lidu 10mg/kg/ngay trimethoprim (t6i da 480mg/ngay), ngay ubng 2 lan, udng trong 4-6
tuan

Nguoi bénh bi suy thin

Khi chiic ning than bi suy giam, liéu luong dugc giam theo béng sau:

P thanh thai creatinin | Liéu khuyén ding
(ml/phiit)
> 30 Liéu thong thuong Ol[
15-30 V, liéu thong thuomg -~
<15 Khong dung

TAC DUNG KHONG MONG MUON:

Xay ra ¢ 10% nguoi bénh. Tac dung khong mong mubn hay gip nhét xay ra & dudng tiéu hoa
(5%) va céc phan tng trén da xay ra toi thiéu & 2% ngudi bénh ding thuoc Ngoai ban, mun
phong. Cac ADR thuorng nhe nhung ddi khi xay ra hdi chimg nhiém déc da rat ning co thé gay
chét, nhu hoi ching Lyell

Trlmethoprlm va sulfamethoxazol khong duoc dung cho nguoi bénh da xac dinh bi thiéu mau
nguyén hong cau khdng 18 hodc ngudi bénh bi bénh gan ning, c6 thé viém gan nhiém doc

Hay gap, ADR > 1/100

Toan théan: S6t

Tiéu héa: Budn ndn, non, ia chay, viém lu&i

Da: Ngira, ngoai ban

It gap, 1/1.000 < ADR < 1/100

Mau: Téang bach cdu ua eosin, giam bach ciu, giam bach cau trung tinh, ban xudt huyét
Da: May day

Hiém gap, ADR < 1/1.000

Toan than: Phan tng phan vé, bénh huyét thanh

Mau: Thiéu mau nguyén hdng cau khong 16, thiéu mau tan huyét, giam tiéu cau, giam bach cau
hat va giam toan thé huyét cau

Than kinh: Viém mang ndo vo khuan

Da: Hoai tir biéu bi nhiém doc (hoi chimg Lyell), hoi chimg Stevens-Jonhson, ban d6 da dang,
phtt mach, man cam anh sang

Gan: Vang da, & mat & gan, hoai tir gan
Chuyén hoa: Tang kali huyét, giam duong huyét.
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Téam than: Ao giac

Sinh duc - tiét niéu: Suy than, viém than k€, soi than

Tai: U tai
Théng bdo cho Bdc sy cdc tdc dung khéng mong mudn gdp phii khi ditng thuéc
THAN TRONG:

- Bénh nhan bi suy than nhe va vira

- Bénh nhan bi loan tao mau

St dung thubc 6 phu nii cé thai va nguoi dang cho con bi: q)_(

Chong chi dinh cho phu nir ¢6 thai va cho con b v

Nguoi dang vin hanh mdy, dang ldi tau xe

Khoéng ¢é nghién ciru

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC TUONG TAC KHAC:

- Methotrexat: Chéng chi dinh (ting déc tinh trén mau cia methotrexat do Uc ché enzym
dihydrofolat reductase).

- Phenytoin: Khuyén khong nén phéi hop (ting ndng do phenytoin trong huyét tuong, 6 thé dat
dén cac gia tri gay doc).

- Céc sulfamid ha dwong huyét: Than trong lac ding ting cudng theo doi mau (ha duong huyét
nghiém trong).

- Cdc thude chong dong méu dwong uong: Thén trong lic dung, kiém tra thuong xuyén hon ham
lugng prothrombin (tédng tac dung cua thubc chéng dong mau dudng udng va ting nguy co Xuét
huyét).

- Pyrimethamin: Thén trong luc dung, kiém tra thuong xuyén huyét d6 va ph01 hop diéu tri bang
acid folic (thiéu mau nguyén hdng cau khdng 15, diic biét & liéu cao cia hai chat thuéc nay).

- Cyclosporin: Thén trong lic dung (c6 kha ndng gy giam nong do ciclosporin tudn hoan trong
mau sau khi trimethoprim dugc dua vao bang dudng udng, c6 thé rat nghiém trong trong truong
hop str dung dudng tinh mach; ¢o thé 1am mét kha nang gdy giam phan (mg mién dich).

- Zidovudin: Than trong lac dung, kiém tra thudong xuyén hon huyét do (ting doc tinh trén mau
do uc ché enzym hydrofolat reductase).

QUA LIEU VA CAC XU TRI:
Triéu chimg: Chan &n, budn non, non, dau dau, bat tinh. Loan tao mau va vang da 14 biéu hién
mudn cua dung qua liéu. Uc ché ty.

Xu tri: Gay nén, rua da day. Acid hoa nude tiéu dé tang dao thai trimethoprim. Neu c6 dau hiéu
e ché tiy, ngudi bénh cin ding leucovorin (acid folinic) 5 - 15mg/ ngay cho dén khi hdi phuc
tao mau

QUY CACH PONG GOI:
Hép 1 lo 60ml
PIEU KIEN BAO QUAN:
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Bao quan trong bao bi kin & nhiét dd dudi 30°C, tranh anh sang.

DE XA TAM TAY CUA TRE EM

HAN DUNG:

24 thang ké tir ngay san xuat (D,‘
Khong diing thuéc qud han sit dung
NHA SAN XUAT:

POLIPHARM CO., LTD

109 Bangna - Trad Road, Bang Phli District, Samut Prakan 10540, Thai Lan

-

TUQ.CUC TRUJNG
P.TRUONG PHONG

Pham %ﬁiz Yin Hank

§
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