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1. Nhén truce ti€p trén don vi déng géi nho nhat:

a). Nhan vi 10 vién nén dai.

DOTRIM'

Sulfamethoxazol 800 myg
Trimethoprim 160 mg

D
DOTRIM®

Sul famethoxazol 800 mg
Frimethoprim 160 mg
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Sulfamethoxaznl 80O mg
Trimethoprim 160 mg
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DOTRIM®

Sulfamethoxazole ..... 800 mg
Trimethoprim ........... 160 mg
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THANH PHAN: M&i vién nén dai chia:

- Sulfamethoxazol................ wisnsssgmenas DOOMQ
- Trimethoprim........ o B e sn =P O e e SRR ..160mg
STAOUGC ....c.eeeveeeereieiressessessinnensansemnasmesssnsbssbassnsssssssssssss sbrsasssssssstsassessassaemanarses ... viiadi
CHIi BINH, CACH DUNG & LIEU DUNG, CHONG CHI BINH, TUONG TAC THUGC, TAC
DUNG PHY VA NHING BIEU CAN LUU Y: Xin doc trong t¢ huéng dén s dung

BAO QUAN: Nai kho, dudi 30°C, tranh dnh sang.

SBK: oo BE XA TAM TAY CUA TRE EM
TIEU CHUAN AP DUNG: TCCS D0C KY HUONG DAN SU DUNG TRUGC KHI DUNG

GMP - WHO

5 blisters x 10 caplets

DOTRIM

Sulfamethoxazole ..... 800 mg
Trimethoprim ........... 160 mg

DOMESCO MEDICAL IMPORT EXPORT JOINT - STOCK CORP.
66 National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Achieved ISO 9001 : 2008 & ISONEC 17025 certification)

COMPOSITION: Each capletcontains:

- Sulfamethoxazole... e : S N R RO TG
- Trimethoprim : e A e A BT A n et 160 mg
~ RO - s e s SR s 5 : ; s.q.f

INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER PRECAUTIONS: Read the package insert.

STORAGE: In dry place, bellow 30°C, protect from light

REGISTRATION NUMBER KEEP QUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION READ CAREFULLY THE INSTRUCTIONS BEFORE USE
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GMP - WHO

1 vix 10 vién nén dai
1 blister x 10 caplets

DOTRIM" |

Sulfamethoxazol ..... 800 mg
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THANH PHAN: M&i vién nén dai chia CHi BINH, CACH DUNG & LIEU DUNG, CHONG CHi

- Suifamsthoxazol 800mg  DINH, TUONG TAC THUSC, TAC DUNG PHU VA

Trimethaprim 160mg  NHONG BIEU CAN LUU Y: Xin doc trong 16 hudng
- Ta duge ; vtadld  ddnsidung

BAOQUAN: Noi khd. dudi 30°C, trénh dnh sdng
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COMPOSITION: Each caplet contains INDICATIONS, DOSAGE AND ADMINISTRATION,
- Sulamethoxazole 800 mg CONTRAINDICATIONS, INTERACTIONS, SIDE
- Tnmethaprim 160 mg EFFECTS AND OTHER PRECAUTIONS: Read the
- Exciplents .. ...5qf package insert

STORAGE: Indry place, bellow 30°C, protect Irom light
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DOTRIM® 800 mg/160 mg

THANH PHAN: M&i vién nén dai chira

= SUlTAEthOREES. ... i ibisisiniaiess v.....800 mg
11T e s e o P e T B s e T LT R AR RS |1 017§
- Ta duge: Avicel, Starch 1500, Povidon, Sodium starch glycolat, Magnesi stearat.

DANG BAO CHE: Vién nén dai.

QUI CACH PONG GOI:

-Hop 1 vix 10 vién.

-Hop 5 vix 10 vién.

CHI PINH:

Nhiém khuén do céc vi khudn nhay cdm véi cotrimoxazol:

- Nhiém khuén dwdmg tiét niéu dudi khong bién chimg,

- Nhiém khuén dudmg tiét niéu man tinh, tdi phat & nit truémg thanh.

- Viém tuyén tién li¢t nhiém khuén. .’@l s

- Nhiém khudn dudmg ho hip. { /
- Dot cdp viém phé quan man. /

- Viém phdi céip, viém tai gitra cAp & tré em.

- Viém xoang ma cdp ngudri 16m.

- Nhiém khuan dudmg tiéu hoa, ly tryc khuén, thuong han.

- Viém phéi do pneumocystis carinii.

LIEU LUONG VA CACH DUNG: Diing udng

* Nhiém khudn dudng tiét nigu dudi khong bién chimg:

- Nguriri 16m: 800 mg sulfamethoxazol + 160 mg trimethoprim, céch nhau 12 gidy, trong 10 ngay.

Hogic: 1600 mg sulfamethoxazol + 320 mg trimethoprim, diéu trj t5i thiéu trong 3 ngay hogc 7 ngay.

- Tré em: 40 mg sulfamethoxazol/kg + 8 mg trimethoprim/kg, chia lam 2 lan céch nhau 12 gid, trong 10 ngay.
* Nhiém khudn duomg tiét niéu man tinh tai phat (nir truéng thanh):

;ulgléu thdp: 200 mg sulfamethoxazol + 40 mg trimethoprim méi ngay hodc mot lugng gip 2 — 4 1an liéu d6, ubng 1 hodc 2 1in mdi

* Pot cp viém phé quan man:

- Ngudi lém: 800 — 1200 mg sulfamethoxazol + 160 — 240 mg trimethoprim, 2 14n mdi ngay, trong 10 ngay.

- Viém tai giita cép, viém phdi cdp & tré em: 40 mg sulfamethoxazol/kg + 8 mg trimethoprim/kg trong 24 gidr chia lam 2 14n, cach
nhau 12 gid, trong 5 — 10 ngay.

- Viém hong do lién cdu khuén: Khong ding thude nay.

* Ly trye khuén:

- Ngudi 16m: 800 mg sulfamethoxazol + 160 mg trimethoprim, cich nhau 12 gid, trong 5 ngay.

- Tré em: 40 mg sulfamethoxazol/kg + 8 mg trimethoprim/kg trong 24 gid, chia 1am 2 14n, céch nhau 12 gid, trong 5 ngay.

* Viem phdi do pneumocystis carinii:

- Nguoi 1ém va tré em: 100 mg sulfamethoxazol/kg + 20 mg trimethoprim/kg trong 24 gid, chia d&u cach nhau 6 gid, trong 14 — 21
ngay.

* Nguoi bénh ¢é chire nang thén suy:

- D§ thanh thai creatinin > 30 ml/phut: Liéu thong thudmg.

- B thanh thai creatinin 15 — 30 ml/phit: Nira liéu thong thirong.

- D thanh thai creatinin <15 ml/phit: Khong ding.

CHONG CHI PINH:

- Man cam véi mot trong céc thanh phan ciia thube.

- Suy thén ning ma khong giam sét dugc ndng do thudc trong huyét twong,

- Suy gan n@ng, viém gan nhim dge. |

- Thiéu méu nguyén hong céu khéng 16 do thiéu acid folic.

- Tré em dudi 2 théng tuodi.

THAN TRONG KHI SU DUNG:

- Chirc nang thén suy giam.

- D& bj thiéu huyt acid folic nhw ngudi bénh cao tudi va khi ding cotrimoxazol lidu cao dai ngay, mét nuéc, suy dinh dudng.

- Sulfamethoxazol va trimethoprim ¢6 thé gy thiéu mau tan huyét & ngudi thidu hut GePD.

PHY NU' CO THAI VA CHO CON BU:

- Sulfonamid cé thé gy vang da & tré em thoi ky chu sinh do viéc ddy bilirubin ra khoi albumin. Vi trimethoprim va
sulfamethoxazol ¢6 thé cin tré chuyén hoa acid folic, thube chi ding lic mang thai khi thét cén thiét. Néu cin phai ding thudc trong
thiri ky ¢6 thai, phai ding thém acid folic.

- Phy niéic trong thai ky cho con bii khéng duge ding trimethoprim va sulfamethoxazol vi tré so sinh rét nhay cam v6i tic dung doc
cua thube.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thude khéng anh hudng khi l4i xe va vin hanh may méc.

TUONG TAC VOI cgc THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Diing déng thi véi cac thude loi tidu, dic bigt 1a thiazid 1am ting nguy co giadm tidu clu & ngudi gia.

- Sulfonamid c6 thé irc ché gin protein va bai tiét qua thin ciia methotrexat. Vi véy lam giam ddo thai, ting tic dung cia
methotrexat.

- Diing déng thai vai pyrimethamin 25 mg/tuén lam tang nguy co thiéu mau nguyén héng cdu khing 16.

- Cotrimoxazol trc ché chuyén héa phenytoin & gan, ¢6 kha ning lam ting qua miic téc dung ciia phenytoin.

- Cotrimoxazol c6 thé kéo dai thai gian prothrombin & ngudi bénh dang diing warfarin.
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TAC DUNG KHONG MONG MUON:

- Thudmg gp: Sét, bubn non, nén, tiéu chéy, viém ludi, ngira, ngoai ban.

- It géip: Tang bach céu va eosin, gidm bach cdu, gidm bach ciu trung tinh, ban xuit huyét, may day.

- - Hiém giip: Phin (mg phan vé, bénh huyét thanh, thiéu méu nguyén hdng cdu khéng 13, thiéu mau tan huyét, giam tiéu cdu, giam bach
¥ chu hat va giam toan thé huyét cdu, viém mang ndo vo khudn, hoai tir biéu bi nhidm doc (hoi chimg Lyell), hoi chimg Stevens-Johnson,
ban d6 da dang, phit mach, min cam anh séng, vang da, (r mat & gan, hoai tir gan, tang kali huyét, giam dudng huyét, do gidce, suy thin,
viém thin ké, séi thin, 1 tai.

* Xr tri:

- Ding acid folic 5~ 10 mg/ngay c6 thé tranh duge ADR do thiéu acid folic ma khdng 1am giam tic dung khang khudn. Cn cha v 1a
tinh trang co thé thiéu acid folic khéng dugc phan 4nh diy du qua néng 6 acid folic huyét thanh. Thiéu mau hdng ciu khéng 1 va doi
khi giam bach cdu trung tinh va giam tiéu ciu c6 thé ding leucovorin (folinic acid). Néu ¢6 ddu higu suy tiy & ngudi dung dotrim §00
mg/A8mg, phai cho leucovorin li%u 5 — 15 mg/ngay cho t&i khi huyét hoc tré lai binh thudng.

- Liéu cao trimethoprim trong diéu trj viém phdi do Preumocystis carinii ghy ting din din kali huyét nhung c6 thé tro lai binh thuomg.
Nguy co tang kali huyét ciing xay ra & lidu thuomg ditng va cdn dwge xem xét, dic biét khi ding déng thoi cac thude 1am tang kali
huyét khac hofic trong triromg hop suy thén.

- Ngudi bénh céin duge chi din udng dit nue dé trénh thube két tinh thanh soi. 1 ;
- Khong phoi ning dé trénh phan img mAn cim 4nh séng, /[,L /
Théng béo cho Bic si nhimg téc dung khéng mong mudn gip phai khi sir dung thuée.
QUA LIEU VA CACH XU TRi: :
- Biéu hi¢n: Chén &n, budn nén, non, dau dau, bit tinh. Loan tao méu va vang da 1a biéu hign mudn cia ding qué lidu. Uc ché tiy.
- Xir tri: Gdy non, rira da day.
Acid hoa nuéc tiéu dé tang dao thii trimethoprim. Néu c6 déu higu irc ché tiy, ngudi bénh cin ding leucovorin (acid folinic) 5 - 15
mg/ngdy cho dén khi hdi phyc tao méu.
DUQC LUC HQC:
Cotrimoxazol 1a mgt hdn hgp gdm sulfamethoxazol (5 phén) va trimethoprim (1 phén). Sulfamethoxazol 14 mét sulfonamid, trc ché
canh tranh sy tong hgp acid folic cia vi khuén, Trimethoprim 1 mt din chét cia pyrimidin, trc ché dic higu enzym dihydrofolat
reductase ciia vi khuén. Phéi hop trimethoprim va sulfamethoxazol nhu vdy irc ché hai giai doan lién tiép ctia sy chuyén héa acid folic,
do d6 trc ché c6 higu qua viée tong hop purin, thymin va cubi cing DNA ciia vi khudn. Sy trc ché néi tiép nay c6 tic dung diét khuan. | .
Co ché higp ddng nay ciing chéng lai sy phit trién vi khudn khang thubc va lam cho thude c6 tic dung ngay ¢4 khi vi khudn khéng lai |
timg thanh phén cia thude. !

Tac dyng tdi wu chéng lai da s vi sinh vit dugc thiy & ty 1 1 phn trimethoprim véi 20 phin sulfamethoxazol. Ché phim
cotrimoxazol (trimethoprimy/sulfamethoxazol) duge phdi hop véi ty 1¢ 1 : 5. Do sy khac biét vé duge dong hoc ciia 2 thude nén trong''| _,
co thé ty 1¢ néng do dinh dat xAp xi 1 : 20. Tuy nhién, chua rd thudc c6 dat duge ty 1¢ t6i wu & tht ca cdc vi tri khong, va néu ca hai AU
thue dat duge ndng dd didu trj thi sy déng gop ciia tinh hiép déng vio téc dyung cia cotrimoxazol in vive vin chua rd.
- Céc vi sinh vit nhay cam véi thude: E.coli, Klebsiella sp., Enterobacter sp., Morganella morganii, Proteus mirabilis, Proteus ind
duong tinh, bao gém ca P. vulgaris, H. influenzae (bao gdm ca céc ching khing ampicillin), S. Preumoniae, Shigella flexneri va A"
Shigella sonnei, Pneumocystis carinii.
Cotrimoxazol ¢6 mét vai tac dung dbi v&i Plasmodium falciparum va Toxoplasma gondii.
- Céc vi sinh vit thuomg khang thuoc 13: Enterococcus, Pseudomonas, Campylobacter, vi khuin ky khi, nio md chu, lgu cu,
Mycoplasma.

Khéng thubc cotrimoxazol phét trién chgm trong éng nghiém hon so véi timg thanh phén don déc cia thude. Tinh khéng nay tang &
cé vi sinh vt Gram duong va Gram am, nhung cht yéu & Enterobacter.
DUGC DONG HOC:
Sau khi uéng, ca trimethoprim va sulfamethoxazol dugc hép thu nhanh va c6 sinh kha dyung cao. Sau khi udng 2 gitr véi lidu 800 mg
sulfamethoxazol va 160 mg trimethoprim, ndng do huyét thanh trung binh ctia trimethoprim 13 2,5 mg/lit va cia sulfamethoxazol 12 40
~ 50 mg/lit. Nong d én dinh ctia trimethoprim 12 4 — 5 mg/lit, ciia sulfamethoxazol 14 100 mg/lit sau 2 — 3 ngay diu trj véi 2 lidu mdi
ngdy. Thoi gian bdn thai cua trimethoprim 1a 9 — 10 gid, cia sulfamethoxazol 14 11 gidn. Vi vy cho thudc céch nhau 12 gid 14 thich
hop. Ty 1§ 1 : 5 giita trimethoprim va sulfamethoxazol thich hop nhét cho vién nén. Tuy nhién trong huyét thanh, ty 1& nay 1a 1 : 20 do
trimethoprim khuéch tén tét hon ra ngoai mach méu, di vo trong cdc mé. Trimethoprim di vao trong cdc md va cac djch tiét tét hon
sulfamethoxazol. Néng d§ thudc trong nudre tiéu cao hon 150 14n néng dd thudc trong huyét thanh.
BAO QUAN: Noi kho, du6i 30°C, trédnh dnh séng.
HAN DUNG: 36 thang ké tir ngay san xudt.
THUOC NAY CHI DUNG THEO DPON CUA BAC SI.
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POC KY HUONG DAN SU DUNG TRUGC KHI DUNG )
U CAN THEM THONG TIN XIN HOI Y KIEN BAC SI. R
PE XA TAM TAY TRE EM. -
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