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1. Nhin tryc ti€p trén don vi dong géi nhé nhat:
a). Nhdn vi 5 vién nén dai bao phim.
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Nhan trung gian:

THANH PHAN : M&ivign nén ddi bao phimchua
- Cefuroxim axetil

Tueng AUTNG CEIUMOXIME  cvoviriarrsiesmmini s 125mg
-Taduge Vo adl i 1 vign nén ddl bao phim
BAOQUAN:dinhigt ¢ 15-30°C, trénh &m.
TIEU CHUEN AP DUNG : TCCS

DOMESCO}

COMPOSITION: Each firm-coated caplet contains
- Cefuroxime axetil

Equivalent fo Cefurcxime 125mg
-E lantss.q.f one film-coated caplet
STORAGE: At temperature 15 - 30°C, protect from maolsture.

Noay SX-58 18 SX-HD:
Mig. date-Lot No-Exp date-

. Nhian hdp 2 vi x 5 vién nén dai bao phim.

GMP - WHO
2 blisters x 5 film-coated caplets

efuroxim

Cefuroxime 129 mg

DOMESCO

CHI BINH, CACH DUNG - uéu DUNG, CHONG CHi BINH,
TUONG TAC THUBC, TAC DUNG PHU VA NHUNG DIEU CAN
LUU ¥ : %in doc frong tef hudng dén st dung.

D€ XA TAM TAY COA TRE EM
BOC KY HUONG DAN SU DUNG TRUUC KHI DUNG

GMP - WHO
2 vi x 5 vién nén ddi bao phim

- Cefuroxim

Cefuroxim 129 mg o

DOMESCO

INDICATIONS, DOSAGE AND METHOD OF ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND OTHER
PRECAUTIONS: Read the package insert.
MANUFACTURER'S SPECIFICATION

NUMBER:
KEEF CUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE

HAU Y TE DOMESCO

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
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CONG TY CO PHAN XUAT NHAP K
66 National Road 30 - Cao Lanh City - Dong Thap Province

{Achieved 150 9001: 2008 & ISO/IEC 17025 certification)
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3. Toa huéng din sit dung thudc:

Toa hudng diin sit dung thudc
CEFUROXIM 125 mg

W

* Thanh phin: M3i vién nén dii bao phim chifa

- Cefuroxim axetil tuvdng dudng Cefuroxim 125 mg
- T4 dugc: Avicel, Starch 1500, Croscarmellose sodium, Natri Lauryl] sulfat, Aerosil, Lubritab, Hydroxypropylmethylcellulose 15 cP,
Hydroxypropylmethylcellulose 6¢P ,Polyethylen glycol 6000, Tale, Titan dioxyd..........ccevecveevereenen. v dd 1 vién nén dai bao phim,

* Dang bao ch&: Vién nén dai bao phim.

* Qui cdch dong goi:

-Hop 02 vix 5 vién.

* Duge luc hoe:

- La khdng sinh nhdm cephalosporin. Cefuroxim axetil 1d tién chal clia cefuroxim, chdt ndy ¢é rdt it hoat tinh khdng khudn khi chua
bj thily phin thinh cefuroxim trong cd thé sau khi dude hip thu.

- Cefuroxim c6 hoat tinh khdng khuén do e ch& tdng hgp vdch t&€ bao vi khuin bing cdch gin vao cdc protein dich thiét yéu (cdc
protein gin penicilin). Nguyén nhin khdng thudc ¢é thé 14 do vi khuén ti€t enzym cephalosporinase, hodc do bign ddi cdc protein gin
penicilin.

- Cefuroxim c¢6 hoat tinh khdng khu&n hitu hiéu vi ril dic trung chdng nhiéu tic nhin giy bénh théng thudng, k€ cd cdc chiing 1iét
beta — lactamase/ cephalosporinase cia cd vi khufn Gram duong va Gram dm. Cefuroxim dic biét rit bén vdi nhiéu enzym beta —
lactamase ctia vi khudn Gram am.

- Phé khdng khuin: Cefuroxim cé hoat tinh khing ciu khufn Gram duodng vd Gram &m wa khi vd ky khi, k€ ¢4 cdc chiing
Staphylococeus i€t penicilinase, va ¢6 hoat tinh khdng vi khudn dudng rudt Gram 4m. Cefuroxim ¢6 hoat luc cao, vi viy ¢6 ndng d6
tre ch& tdi thiu (MIC) thap ddi vdi cic chiing Streptococcus (nhom A, B, C va G), cdc ching Gonococcus vi Meningococeus.
Cefuroxim ciing ¢6 MIC thip d6i v8i cdc chiing Gonococcus, Moraxella catarrhalis, Haemophilus influenzae va Klebsiella spp. tiét
beta — lactamase.

- Cdc chiing Clostridium difficile, Pseudomonas spp.,Campylobacter spp., Acinetobacter calcoaceticus, Legionella spp. déu khong nhay
cdm vdi cefuroxim.

- Cdc chiing Staphylococcus aureus, Staphylococcus epidermidis khing methicilin déu khdng ci cefuroxim. Listeria monocytogenes vi
da s6 ching Enterococcus cling khdng cefuroxim,

* Dugce dong hoc:

- Sau khi ung, cefuroxim axetil hdp thu qua duting tiéu héa, bi thiy phin & niém mac rudt va mdu d€ phéng thich cefuroxim vio hé
tudn hoan. Thudc dudc hap thu 8t nhit khi udng trong bita &n. Ndng do dinh cda cefuroxim trong huy&t thay ddi ty theo dang vién
hay hén dich. Néng d6 dinh trong huy&t wong ctia hn dich u6ng dat trung binh 75% ndng o dinh trong huy€t twdng ciia thudc vién.

- Cefuroxim phén b6 réng khip cd thé, ké cd dich mang phdi, dism, xudng, hoat dich va thiy dich. Thé tich phin bd & ngudi 16n niim
trong khodng tir 9,3 — 15,8 1it/1,73m”. Cefuroxim di qua hing rdo mdu nio khi mang — ndo bi viém. Thudc qua nhau thai va ¢6 bai tiét
qua sifa me.

- Cefuroxim khoing bi chuyén héa vi dudc thdi trit & dang khong bign ddi, khodng 50% qua loc cAu thin va 50% bai ti€t & Gng thin,
dat ndng d6 cao trong nudc tiéu.

- Nbng d6 cefuroxim trong huyé&t thanh gidm khi thim tdch.

* Chi djnh:

- Nhiém khufn thé nhe d&n vira d dudng ho hip dudi, viém tai gifa va viém xoang tdi phit, viém amidan va viém hong t4i phdt do vi
khudn nhay cdm giy ra.

- Nhi&m khuén duding ti€t niéu khong bi€n chitng, nhiém khudn da vi md mém do cdc vi khudn nhay cdm gdy ra.

- Piéu tri bénh Lyme thi ky ddu bi€u hién biing triéu chifng ban dé loang do Borrelia burgdorferi.

* Chong chi dinh:

- Di @ng vdi khdng sinh nhém cephalosporin va penicillin.

* Thén trong:

- Ngudi 6 tién sif di ing vdi penicilin, cephalosporin.

- Thin trong khi cho ngudi bénh ding déng thi vdi cdc thudc Idi ti€u manh, vi ¢6 tic dung ba't Igi d€n chife nang thin.

- Kiém tra thin cho ngudi bénh nang dang ding lidu 157 da.

- Diing dai ngdy c6 thé 1am cdc chiing khong nhay cim phét trién qud mdc. N&u bi bdi nhidm nghiém trong trong khi diéu tri, phdi
ngiing stt dung thudc.
- Chifng viém dai tring mang gid duge ghi nhdn khi diing khdng sinh phé réng, cin cin nhic chdn dodn bénh ndy cho ngudi bénh bj
ti€u chdy ning do diing khdng sinh.

- Ting nhiém ddc thin khi ding ddng th¥i cdc khdng sinh aminoglycosid va cephalosporin.
* Tuong tdc thude:

- Ranitidin vdi natri bicarbonat 1am gidm sinh khd dung cia cefuroxim axetil. Nén diing cefuroxim axetil cdch it nhat 2 gid sau thugc
khdng acid hodc thudc phong b& Ha, vi nhitng thudc ndy ¢6 thé 1am ting pH da day,

- Probenecid lidu cao lam gidm d6 thanh thii cefuroxim & thin, lam cho néng d6 cefuroxim trong huyél wong cao hdan va kéo dai
hdn.

- Aminoglycosid lam ting khd ning giy nhi&m doc thin.

* Phu nif ¢6 thai va cho con bii:

- Sit dyng khdng sinh nay dé diéu tri viém than — b€ thin & ngudi mang thai khdng thd'y xuit hién cdc tdc dung khdng mong mudn &
tré sd sinh sau khi ti€p xic vdi thudc tai tf cung ngudi me. Tuy nhién, cdc cong trinh nghién ciu chit ché trén ngudi mang thai con
chwa ddy di, nén chi ding thudc ndy cho ngudi mang thai khi thit cin,

- ThuGc bai ti€t trong sifa me & ndng A6 thap, khdng 6 tdc ddng trén tré dang b sita me, nhung nén thin trong khi thi’y tré bi tiéu
chdy, twa va ndi ban.
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3 * Tdc dung phuy:

- Thudng gip: Tiéu chdy, ban da dang sin.

- It gap: Phdn ng phdn vé, nhim ndm Candida, ting bach cdu va eosin, gidm bach cdu, gidm bach cdu trung tinh, thir nghiém
Coombs dudng tinh, budn nén, nén, ndi mé day, ngita, ting creatinin trong huy&t thanh.

- Hi&m gip: SO, thi€u mdu tan mdu, viém dai tring mang gid, ban dd da hinh, hdi chiing Stevens - Johnson, hoai ti bi€u bi nhiém
dge, vang da & mét, ting nhe AST, ALT, nhiém dbc thin c6 tdng tam thdi uré huy&t, creatinin huy&t, viém than k&, con co gidt, dau
ddu, kich ddng, dau khdp.

Théng bdo cho Béc si nhitng tdc dung khéng mong muén gip phdi khi s dung thudc.

* C4ch ding va liéu ding: Diing uéng

* Ngudii 16n:

- Viém hong, viém amidan, viém xoang him: 250mg x 2 lin/ngdy, trong 7 ngdy.

- Viém ph€& qudn man, viém ph€ qudn cdp, nhi&m khudn tht phdt, nhi&ém khuin da va m6 mém: 250mg - 500mg x 2 ldn/ngdy, trong
7 ngay.

- Nhiém khu#in duding tiét niéu khong bi€n ching: 125mg - 250mg x 2 ldn/ngay, trong 7 ngay.

- Bénh Iiu ¢6 t& cung hodc niéu dao, 1iu tryc trang khong bién chitng & phu ni: Udng liéu duy nhat 1g.

- Bénh Lyme giai doan ddu: 500mg x 2 lin/ngay, trong 20 ngiy.

* Tré em:

- Viém hong, viém amidan: 20mg/kg/ngdy (161 da 500mg/ngdy) hodc 125mg x 2 ldn/ngdy, trong 7 ngay.

- Viém tai giita, chdc 18: 30mg/kg/ngay (181 da Lg/ngay) hodc 250mg x 2 lin/ngay, trong 7 ngiy.

* Qud lidu va xd tri:

- Triéu chifng: Budn nén, ndn, tiéu chdy. C6 thé gdy phdn dng ting kich thich thin kinh ¢ va cdn co gidt, nhat 1d & ngudi suy thin.
- Xt tri: Bdo v duding ho hip clia ngudi bénh, hd trg théng thodng khi va truyén dich. N&u phat tri€n cdc con co gidt, nging ngay
stt dung thudc. Thim tdch mdu c6 thé loai bd thudc khéi mdu, nhung phin 1dn viée diéu tri 12 hd trg hodc gidi quy&t tridu ching.

* Khuyén cdo:

- Poc ky hudng diin sif dung trude khi diing, néu cin thém thdng tin xin hdi ¥ kién ciia Bdc si.

- Thu@c nay chi diing theo don ciia Bdc si.

- P& xa tim tay tré em. \/-

* Bdo quan: Bdo qudn @ nhiét d6 15 - 30°C, trdnh m. }L '

- Han ding: 36 thang k€ tir ngay sdn xuit. ~/

* Tiéu chufin 4p dung: Tiéu chufn cd sd.

Not san xudt va phin phoi:

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Pia chi: 66 Qudc 16 30 — Phudng My Phi — TP Cao Lanh — Ddng Thdp
DOMESCO Bién thoai: (067) -3859370 - 3852278

cag Lanh, ngay I thing ¥ nim ZOIO#W
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Huynh Trung Chdnh




