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ioe dien Hoa Ky

RX 1husc ke dan

Sulfamethoxazol 800 mg - Trimethoprim 160 mg
Luman la nhan hiéu thuong mai da dang ky cua Thephaco
50 232 Tran Phu, phudng Lam Son, thanh pha Thanh Héa, tinh Thanh Kéa

Hop 10 vi x 10 vién nén

THANH PHAN: Cho 1 vien
Sulfamethoxazal ...

Trimethoprim .......

Ta dufdec..vd

COMPOSITION: For 1 tablet

Sulfamethoxazal " " a 800 mg
Trimethoprim 160 mg
Excipients .5 ......... 1 mablet

Bao quin: Noi khé, nhiét dé khéng qua 30°C, tranh anh sang
Storage: In a dry place temperature not exceeding 30°C, protect from light

Ti#u chuin/Specification: USP
SDK/Reg.No:

+

| thephoco

| Rx Prescription drug

1960

MNP COTRI

Sulfamethoxazol 800 mg - Trimethoprim 160 mg

Luman is a registered trademark of Thephaco
No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province

Box of 10 blisters x 10tablets

| Chi dinh, cach diing, chéng chi dinh va cac théng tin khic:
| Xem trong tér hudmg din st dung thudc kém theo. |

i dministration, " and other inf N
See the enclosed leaflet.

BE XA TAMTAY TRE EM / DOC K¥ HUONG DAN 50 DUNG TRUGC K+l DUNG
KEEP OUT OF THE REACH OF CHILDREN / READTHE PACK, INSERT CAREFULLY BEFORE USE

*Luman |3 nhn hiéy thuomg mai 83 ding ky cia Thephao
*Luman is a regatered trademark of Th, 0

Mo 232 Tran Phu Street, Lam Son Ward, Thanh Haa Gy, Thanh Hoa Province

Cor st s wudit: Cong ty cd phin Du - Vat tu y 18 Thanh Haa

Manuf; Thant Hoa medical materiah ph "8

56 04 duang Quang Trung, phuang Ngo Trao, thanh phi Thanh Haa, tinh Tharh Hoa
Mo 04 Quang Trung Street, Trao Ward, Thanh Hoa City, Thank Hoa Province
DF/Tel. 0237 3717888 - Hotlne: 1800 8140

thephocs

Sulfamethoxazol 800 mg
Trimethoprim 160 mg
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RxThudckédon dien Hoa Ky

Sulfamethoxazol 400 mg - Trimethoprim 80 mg

“Luman la nhan hiéu thuong mai da

dang ky cia Thephaco

$6 232 Tran Phu, phuong Lam Son, thanh phé Thanh Haa, tinh Thanh Héa

Hop 5 vix 10 vién nén

THANH PHAN: Cho 1 vién
| Sulfamethoxazol ......... ... BOO mg

| Trimethoprim ... .160 mg

| TR AUOE N oo B VIBH
COMPOSITION: For 1 tablet
Sulfamethoxazol ... 800 mg
Trimethoprim ... 160 mg
Excipients 9.5 ......cccvceiiccnnnneo... 1 tablet

Chi dinh, cach dung, chéng chi dinh va
cac théng tin khac: Xem trong td hudng
dan sir dung thuéc kém theo.

Indications, administration,
contraindications and other
information: See the enclosed leaflet.

Tiéu chuan/Specification: USP
SBK/Reg.No:

+/

thephoco

Rx Prescription drug

Spedification:

mac OpoEgila

Sulfamethoxazol 400 mg - Trimethoprim 80 mg

‘Luman is a registered trademark of Thephaco
No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province

Box of 5 blisters x 10 tablets

Bao quan: Noi kho, nhiét dé khéng qua
30°C, trénh dnh sang.

Storage: In a dry place, temperature not
exceeding 30°C, protect from light.

DE XATAMTAY TRE EM

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
KEEP OUT OF THE REACH OF CHILDREN

READ THE PACK INSERT CAREFULLY BEFORE USE

thephoco

“Luman 1 nhan hiéu thuong mai da dang ky ciia Thephaco
*Luman is a registered trademark of mré‘
Mo 232 Tran Phu Street, Lam Son Ward .:nh Hoa (ity, Thanh Hoa Province
Co s&san xudt: (dng ty ¢6 phan Dugc - Vat tu y t& Thanh Hoa
Manufacturer: Thanh Hoa medical materials pharmaceutical 15C
156 '?4 rﬁ:ﬂ;al}uanq Trung, phuing Ngoc Trao, thanh phd Thanh Héa,

inh Than
NoO4 Trung Street, Trao Ward, Thanh Hoa Gity,

o R i ey

DT/Tel: 0237 3737838 - Hotline: 1800 8140

Sulfamethoxazol 800 mg
Trimethoprim 160 mg
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thephoco 4’1‘1 HOA T, 1‘(\‘" Tiéu chuan:

Duoc dién Hoa
RX thuéc ké don

[MILIP<COTRI 96

Sulfamethoxazol 400 mg - Trimethoprim 80 mg
‘Luman la nhan hiéu thuong mai da dang ky cua Thephaco
$6.232 Trdn Phd, phuong Lam Son, thanh phd Thanh Héa, tinh Thanh Hoa

Hop 3 vix 10 vién nén

| THANH PHAN: Cho 1 vién

Sulfa metho:azol .................... 800 mg Chi dinh, cach ding, chéng chi dinh va cac théng tin khac:
Trimethop Xem trong t& hudng din sif dung thude kém theo.
T4 dudc...vd ...
Indicati dmini i indications and other
EDHFOSI‘HON F°r1 tablet information: See the enclosed leaflet.
Sul h 800 mg
Trimethoprim 160 mg Tiéu chudn/Specification: ISP
EXCIPIBNTS 0.5 1ovoeviirensrerermrensenes L tablEL SDK/Reg.No:

thephoco

Rx Prescription drug

LUMAN®

Box of 3 blisters x 10 tablets

|  Bae qu.ln: Nai khvb. nhiét dé khéng qua *Luman i ohin hiéu thuong mal & dang kj claThephaco
30°C, tranh dnh sang. ﬁ *Luman(s a registered trademark of Thephaco
thephaco Ng 237 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Provinge
Storage: In a dry place, temperature not
exceeding 306 protect from gkt (o 59 sém wudt: Lénq lrtﬁphén Do - vmuy & Thanh Hoa

IS
DE XA TAM TAY TRE EM Sé:imgmrmnphmwwmo lhhhphdlhanhﬂéa,
OC KT HUGNG DAN S DUNG TRUGC KHIDUNG -
KEEP OUT OF THE REACH OF CHILDREN it a,ﬂ”mwm{,m‘ Mo o Mot ok e (i

READ THE PACK INSERT CAREFULLY BEFORE USE B1/Tek: (1237 3737888 - Hotline: 1800 8140
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Rx

A
TG HUGNG DAN SU DUNG THUOC /Q o e )‘%
1. Tén thube: LUMAN COTRI 960 | DUGC-VAT rh*,
2. Cic diu hi¢u lru ¥ va khuyén cdo l.chi d}‘mg thube (ﬂ‘( ‘THA\;}IE{O&/;{%@;/
pPé xaq'ldm lay tré em *’@EFE;/
Doc kj hwong dan sir dung trucc khi ding T
Thudc nay chi ding theo don thuéce
3. Thanh phan, c¢éng thirc thudc: Cho 1 vién
Thanh phén dugc chit:
Sulfamethoxazol 800 mg
Trimethoprim 160 mg
Thanh phén td dwee:
croscarmellose sodium, povidon K30, bét talc, magnesi stearat viradu 1 vién

4. Dang bao ché

- Dang bao ché: Vién nén

- Mo ta san phz‘im: Vién nén mau tréng, hinh Caplet, m{t mat vién c6 vach bé déi, mot mat

tron, canh va thanh vién lanh lan.

5. Chi dinh

Nhiém khuén do céc vi khuén nhay cam:

- Nhiém khuén dudng tiét niéu:

+ Nhiém khuan duong tiét ni¢u dudi khong bién chimg.

+ Nhiém khuan duong tiét ni¢u man tinh, tai phat & nir truong thanh.

+ Viém tuyén tién liét nhiém khuén.

- Nhiém khuén dudng hé hép: Dot cap viém phé quan man

- Nhiém khuén duong tiéu héa nhu: Ly truc khuén, bénh ta.

- Dy phong cho ngudi tiép xic véi nguoi bi bénh dich hach phdi.

- Viém phdi do Pneumocystis carinii (Pneumocystis jiroveci): Dung du phong tién phat hodc

thr phat & nguai 16n va thiéu nién nhiém HIV.

- Bénh Toxoplasma: Ding dy phong tién phat & ngudi 16n va thiéu nién.

6. Cich dung va liéu ding

* Cdch diing: Dudmg ubng

* Liéu ditng:

* Nhiém khudn dwomg tiét ni¢u: Do vi khuan nhay cim nhu E.coli, Proteus, Klebsiella,

Morganella morganii hodc Enterobacter.

- Nhiém khudn duong tiét nigu dudi khong bién chimg: Nguai 16n: Udng 1 vién/1 lan x 2
1



lan/ngay, cach nhau 12 gid, trong 3 ngay hodc trong 7 dén 10 ngay.
- Nhiém khudn dudng tiét niéu man tinh hodic téi phéat (nir truémg thanh) b

liét: Ngui 16n: 1 vién/1 lan x 2 lan/ngdy, cach nhau 12 gid, trong 10 - 1
khuén duong tiét niéu man tinh hoic tai phét hodc trong 3 - 6 thang déi
liét.

* Nhiém khudn duwomg hé hap:
- Dot cép viém phé quan man: Nguoi I6n: Uéng 1 vién/I Ian x 2 lAn/ngay, céch nhau 12 gio,
trong 14 ngay.

* Nhiém khudn dwong tiéu héa:

- Ly tryc khuan (S.flexneri hoge S.sonnei): Nguoi lém: 1 vién/1 lan x 2 lan/ngay, cach nhau 12
gio, trong 5 ngay.

- Bénh ta: Nguoi 16n ubng 1 vién/1 lan x 2 lan/ngdy céch nhau 12 gio, trong 3 ngiy.

- Bénh dich hach: Dy phong cho ngui tiép xtc véi ngudi bi bénh dich hach phéi. Ngudi l6n:
2-4 vién/ ngy, chia lam 2 li¢u nhé déu nhau uéng cach nhau 12 gid, uéng trong 7 ngay.

- Viém phoi do Preumocystis carinii (Pneumocystis jiroveci): Ding dy phong tién phat hoic
thir phét & nguoi 16n va thiéu nién nhiém HIV: 1 vién/1 lin/ngay.

- Bénh Toxoplasma: Dy phong tién phét & ngudi 16n va thiéu nién lidu 1 vién/1 1an/ ngay.

* Nguoi bénh suy than: Khi chic nang than bj giam, lidu lugng dugc giam theo bang sau:

D§ thanh thii creatinin ml/ phit Liéu khuyén dung
> 30 Liéu thong thuong
15-30 1/2 liéu thuomg ding
<15 Khéng dung
7. Chong chi dinh

- Suy than nang ma khéng gidm sét duge nong do thude trong huyét tuong

- Nguoi bénh duge xéc dinh thiéu méu nguyén hong cau khéng 16 do thiéu acid folic.

- Man cam véi sulfonamid hoic véi trimethoprim hodc man cam véi thanh phan khac cua
thudc.

- Phy nif cho con bii va tré nho dudi 2 thing tudi.

8. Cinh béio va thin trong khi ding thudc.

- Chirc ning thin suy giam; dé bj thiéu hut acid folic nhu ngudi bénh cao tudi va khi ding
Cotrimoxazol liéu cao dai ngay; mét nuéc; suy dinh dudng. Thén trong khi dung cho phu nit
c6 thai.

- Thude c6 thé gay thiéu méau tan huyét & ngudi thiéu hut G - 6PD.




9. Sir dung cho phu nir ¢6 thai va cho con bu.

- Thoi ky mang thai:

Sulfonamid c6 thé gy vang da & tré em thoi ky chu sinh do viée day/bifi

. 3 %*| DUQC-VAT 1
albumin. Vi trimethoprim va sulfamethoxazol ¢o thé can tré chuyén héa ,ﬁqéc

dung lic mang thai khi that cin thiét. Néu can phai dung thudc trong th
quan trong la phai dung thém acid folic.
- Thoi ky cho con bii:

Phuy nir trong théi ky cho con bt khéng dugce ding. Tré so sinh rat nhay cam véi tac dung ddc
cuia thude.

10. Anh hwéng ciia thude 1én kha niing lii xe, viin hanh may moéc.

Chua c6 bing chitng vé anh huong cua thudc 1én kha ning 14i xe va van hinh méy méc.

11. Twong téc, twong ky cua thude.

a/ Tuong tic thude

- Duing ddng thoi véi cac thude loi tiéu, dic biét thiazid, 1am ting nguy co giam tiéu ciu &
ngudi gia. Sulfonamid cé thé e ché gfin protein va bai tiét qua thdn cua methotrexat va vi vy
giam dao thai, ting tdc dung cia methotrexat. Cotrimoxazol dung déng thdi véi pyrimethamin
25 mg/tudn lam ting nguy co thiéu méau nguyén hong céu khong 16.

- Cotrimoxazol irc ché chuyén héa phenytoin & gan, ¢é kha néng lam tang qua mic tic dung
cua phenytoin.

- Cotrimoxazol ¢6 thé kéo dai thdi gian prothrombin & ngudi bénh dang ding warfarin.

b/ Twong ky:

Do khéng c6 cac nghién ctru vé tinh twong ky cua thuéc, khong trén 1in thude nay voi cdc
thude khac

12. Téc dung khéng mong muén

- Hay gap: Sét, budn non, nén, ia chay, viém ludi, ngira, ngoai ban.

-1t gap: Tang bach ciu ua cosin, giam bach céu, giam bach céu trung tinh, ban xudt huyél.
May day.

- Hiém gép: Phan (g phan v¢, bénh huyét thanh. Thiéu mau nguyén hong ciu khong 19, thiéu
mau tan huyét, giam tiéu cau, giam bach cdu hat va giam toan thé huyét ciu. Viém mang nio
v6 khuén,

Hoai tir biéu bi nhiém ddc (hdi chimg Lyell), hdi chimg Stevens - Johnson, ban do da dang,
phit mach, médn cam 4nh sdng.

Ving da, r mit & gan, hoai tir gan. Tiang kali huyét, giam dudng huyét.

Ao gidc, Suy than, viém than k&, soi than, U tai.




13. Qua liéu va cach xir tri.
* Qud liéu:

Chén &n, budn nén, ndn, dau ddu, bit tinh. RSi loan tao mau, vang da,

* Cach xir tri:

GAy nén, rira da day. Acid hod nudc tidu dé ting dao thai trimethoprimy _
ché tuy, ngudi bénh can sir dung acid folinic 5 - 15 mg/ngay cho dén kl'u
14. Dic tinh dwgce lye hoe

- Nhom duge ly va md ATC: Nhém thude khéng sinh, hdn hop sulfamethoxazol va
trimethoprim vai ty 1€ 5/1. Ma ATC: JO1E EO1.

Cotrimoxazol 1a mét thudc phéi hgp gém sulfamethoxazol va trimethoprim. Sulfamethoxazol
12 mét sulfonamid, trc ché canh tranh sy tng hop acid folic cua vi khuén. Trimethoprim la
mét dan chit cua pyrimidin, rc ché dic hiéu enzym dihydrofolat reductase cua vi khuén. Phdi
hop sulfamethoxazol va trimethoprim irc ché hai giai doan lién tiép cua su chuyén hod acid
folic, do d6 irc ché ¢6 hiéu qua viéc tdng hop purin, thymin va cudi ciing DNA ctia vi khun.
Sw trc ché ndi tiép nay c6 tic dung diét khuan. Co ché hiép ddng nay ciing chdng lai su phat
trién vi khuén khang thudc va lam Cotrimoxazol ¢6 téc dung ngay ca khi vi khuin da khang
lai timg thanh phan cua Cotrimoxazol.

Céc vi khuén thirdmg nhay cam véi Cotrimoxazol nhu: Morganella morganii, Proteus
mirabilis, Proteus indol dwong tinh, bao gom ca P. vulgaris, S. pneumoniae, Shigella flexneri
va Shigella sonnei, Pneumocystis carinii. Cotrimoxazol ¢6 mét vai tac dung véi Plasmodium
falciparum va Toxoplasma gondii.

Céc vi sinh vét thuong khang thudc 1a: Enterococus, Pseudomonas, Campylobarter, vi
khuin ky khi, nio mé cau, ldu clu, Mycoplasma, Enterobacter, H. influenzae, E. coli,
Klebsiella, Proteus spp, Salmonella typhi.

15. Pic tinh dugc dong hoc

Sau khi udng ca trimethoprim va sulfamethoxazol dugc hép thu nhanh va c¢6 sinh kha dung
cao. Sau khi ubng 2 git v&i 1 vién, ndng d6 huyét thanh trung binh cta trimethoprim 13 2,5
mg/lit va cia sulfamethoxazol 1a 40 - 50 mg/lit. Néng do 6n dinh cua trimethoprim 4 - 5
mg/lit, cia sulfamethoxazol 12 100 mg/lit sau 2 - 3 ngay diéu tri véi lidu 4 vién, chia 2
lan/ngay. T1/2 cia trimethoprim 14 9 - 10 gio, cta sulfamethoxazol 1a 11 gid, vi vay khoang
cdch méi lan dua thude vao co thé 12 gio 1a thich hop.
16. Qui ciach déng goi:
- Lo 200 vién; lo 500 vién
- Hop 10 vi x 10 vién; HOp 20 vi x 10 vién, hdp 5 vi x 10 vién (vi PVC/Alu)
-Hop 3 vix 10 vién, hop 5 vi x 10 vién, hop 10 vi x 10 vién (vi Alu/Alu)

4



17. Piéu kién bao quin, han ding, tiéu chuén chit lugng cia thud
- Diéu kién bao quan: Noi khd, nhiét d¢ khéng qua 30°C, tranh anh sa

YTE

DUQC-VAT TV
- Han duing; 36 thang ké tir ngay san xuét. /
- Tiéu chuén chét lwong: USP
18. Tén, dia chi co' sé san xuiét thudce.
CONG TY CO PHAN DUQC - VAT TU Y TE THANH HOA

S6 04 dudmg Quang Trung, Phuémng Ngoc Trao, Thanh phé Thanh Héa, Tinh Thanh Hoa.
SDT: 0237 3737888 Hotline: 1800 8140

s LUMAN® la nhin hiéu thuong mai da dang ky ctia Thephaco
fheenace 8§ 232 dudmg Tran Phu, Phuong Lam Son, Thanh phé Thanh Hoéa, Tinh Thanh
Hoa



