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1. Nhiin true tiép trén don vi déng g6i nho nhat:
a). Nhan goi 2g thuoc bot.

THANH PHAN: MB3i gol 2g chira
Cafalsxin monohydrit tuang duomng Colalein khan 250mg
Taduge viemdi

CHi DINH; Cetalerin duos chi dinh treng Sy i cac nhidm khuda do
e vi kil nhay cam
u

Hrudm khudn nﬁz‘ﬂe?.{p Vidm phib quin cdp va man tinh va gin
phd quin nhiim khui
Nnidm Kkhufin tay, M, hong Viém ta gira, viem suang chiim, viém

xoang, viém amidan hdc v vidm hohg
- Viém dutmg fidt nibu. Vidm bang guang vis vilm tuydn tidn it Didy
i du phong phidm khudn dudng sy ti phat

m‘imwﬁ:mva khoa

Ferubmihudn da. mé mém va swong

Bl i (i peniciin kndng phu hap

Hetuen khufin ¢lin

Exdu i du phong thay pemiciin cho ngurdi mc bénh tim phis didu i
rBng

CACHDUNG VA LIEU DUNG: Ding udng

* Cho bt thulc vao trong 10-15 mi nudc (khadng 2-3 mudng cate)
khwdy dbu va m‘.ngn

Nt lon ua;s ﬂmwcmsw‘b iy hea mure dd nbm
1 40 4 g:;

Tré em Lidng 25 - 60 mg/kg thi trong wong 24 @0, chisthanh 2- 3
18 Trwbng hoprilm kniude ndng, b t da 1 100 m/kg thé Fong
voﬂazd?-'yr

* Luu . Thés gian dibu tn) ndn kéo ol it shilt br 7 dén 10 npay. Trang
cde phidm ki drvnpmtu i tap, b phist, man inh, nén di T
2 tudn (1 ghln x 2 lningay} Vid blnh lu, thuang dung Ly duy nhat
3 g v 1 g probenecid che ram hay 2 g woi 0.5 g probanecid cho nir
Dlng kit hop voi probenecid sé kbo o TV ian deo Tl cus
catatenin vil lam tang ndng 48 rong huydt hanh 1 50 - 100%

- b chinh bilbu khi c6 suy e Xin doc reng 1 hirdmg ol Wi cung
tutc

BAO QUAN: Noi khd, kin, & 15 - 30°C_ vanh dnh sang

S0K: = [ iéu ki AP DUNG Teos

OF xa vhm TAY ClA TRE bm

BOC K¥ HUONG DAN 30 DUNG TRUGC KHI DONG

WAV SX -0 108X 1D

o GMP-WHO
Géi 2g thudc bt

DOSEN® 250

Cefalexin 250 mg

cows 7Y ¢ AN XuKkT NHAP XU ¥ TE DOMESCO
6 Quic 1930 - TP Cao L - Déng Thigp
(D41 chuing ndn 150 9001 - 2008 & ISOREC 17025}
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COPHAN
XUATNHAP KM AL

DOSEN"“ 250

Cefalexin 250 mg

DOMESCO

2. Nhin trung gian : )
a). Nhan hop 10 goi x 2g thuoc bot.

& GMP-WHO
£ 10 géi x 2g thubc bét

| DOSEN” 250

Cefalexin 250 mg

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Qudc 16 30 - TP Cao Linh - Béng Thap
(Dat chirng nhén ISO 9001 - 2008 & ISOAEC 17025)

DOSEN" 250

Cefalexin 250 mg

THANH PHAN:

Mbi géi 2g chira

- Cefalexin monohydrat turomg
dwong Cefalexin khan .. 250 mg

-Taduoc vira du

CHI BINH, CACH DUNG & LIEU
DUNG, CHONG CHi B|NH, TUONG
TAC THUOC, TAC DUNG PHU VA
NHOUNG BIEU CAN LU ¥: Xin doc
trong tér hudmg dn sir dung

BAO QUAN: Noi khé, kin, & 15-30°C,
trénh érh sang

TIEU CHUAN AP DUNG: TCCS

DE XA TAM TAY CUA TRE EM
BQC KY HPOWG DAN SU DYNG TRUTCIC KHI DUNG

GMP-WHO
10 sachets x 29 powder

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
86 National road 30 - Cao Lanh City - Dong Thap Pravince
(Achieved IS0 5001 - 2008 & ISONEC 17025 certfication)

DOSEN" 250

Cefalexin 250 mg

COMPOSITION:
Each sachet 2g contains:
- Cefalexin monohydrate equivalent
to Cefalexin anhydrous . 250 mg
-Excipients sqf
INDICATIONS, DOSAGE AND
ADMINISTRATION,
CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS
AND OTHER PRECAUTIONS:
Read the package insert

STORAGE: Store in dry place, keep
tight, at 15 - 30°C, protect from fight

REGISTRATION NUMBER. .........
MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE UISE

NGAY 5X-SOLOSX-HD:
Mig Date - LotNo - Exp. Date
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OSEN“ 250

Cefalexin 250 mg

DOMESCO
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b). Nhan hop 12 géi x 2g thude bot.

GMP-WHO
12 goi x 2g thubc bt

DOSEN“ 250

Cefalexin 250 mg

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Quéc 16 30 - TP. Cao Linh - Béng Thép
(Bat ching nhan IS0 9001 - 2008 & ISONEC 17025)

DOSEN" 250

Cefalexin 250 mg

THANH PHAN:
Mdi géi 2g chira
- Cefalexin monohydrat teong
duong Cefalexin khan 250 mg
- T4 duoc vira A

CHI BINH, CACH DUNG & LIEU
DUNG, CHONG CHI BINH, TUONG
TAC THUOC, TAC DUNG PHY VA
NHO'NG BIEU CAN LUU Y: Xin doc
trong té hurdmg din sir dung

BAO QUAN: Noikhé, kin, &15-30°C,
tranh anh sang

TIEU CHUAN AP DUNG; TCCS

DE XA TAM TAY CUA TRE EM
DOC KY HUOWG DAN SU DUNG TRUOC KHI DUNG

GMP-WHO
12 sachets x 2g powder

DOSEN“ 250

Cefalexin 250 mg

d

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP. 0
56 National road 30 - Cao Lanh City - Dong Thap Province T
(Achieved 1SO 8001 : 2008 & ISONEC 17025 certificabon)

DOSEN" 250

Cefalexin 250 mg

COMPOSITION:

Each sachet 2g contains

- Cefalexin monohydrate equivalent
to Cefalexin anhydrous 250mg

- Excipients ... . s.qf

INDICATIONS, DOSAGE AND

ADMINISTRATION,

CONTRAINDICATIONS,

INTERACTIONS, SIDE EFFECTS

AND OTHER PRECAUTIONS: Read

the package insert

STORAGE: Store in dry place, keep

tight, at 15 - 30°C, protect from light

REGISTRATION NUMBER: ............
MANUFACTURER'S SPECIFICATION

KEEP QUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE

NGAY 8X - 80 LO SX - HD
Mrgy Date - Lot No -Exp Date
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3. Toa hwéng dén sir dung thubc:

Toa huwdng dan sir dung:

DOSEN® 250 mg

* Thanh phﬁn: Mai goi 2g chira:
- Cefalexin monohydrat twong duong Cefalexin khan .............coooviiiiiiiiiiiiiiii e 290 ME
- Té dugce: Mannitol, Avicel, Gom xanthan, Mau Erythrosin lake, Acesulfam K, Povidon, Tinh bt ngd, Bot mi dau, Aerosil
....................................................................................................................................... vira du 1 goi.
* Dang bao ché: Thude bot
* Qui cich dbng gbi:
-Hop 10; 12 gbix 2g
* Duge lue hoe: ;
- Cefalexin 12 khang sinh nhom cephalosporin thé h¢ 1, ¢6 tac dung diét khudn biing cach irc ché tong hop vo té bao vi khuén.
- Cefalexin bén vimg véi penicilinase cia Staphylococeus, do d6 c6 tac dung véi ca céc ching Staphylococcus aureus tiét
penicilinase khang penicilin (hay ampicillin). Cefalexin c6 téc dung in vitro trén cc vi khuin sau: Streptococcus beta tan
méu; Staphylococcus, gbm céc ching tiét coagulase (+), coagulase (-) va penicilinase; Streptococcus pneumoniae; mot sb
Escherichia coli; Proteus mirabilis; mot sb Klebsiella spp. Branhamella catarrhalis; Shigella. Haemophilus influenzae
thudmg giam nhay cam.
- Cefalexin ciing c6 tic dung trén da s6 céc E. coli khang ampicillin.
- Hiu hét céc ching Enterococcus (Streptococeus faecalis) va mt it chiing Staphylococcus khang cefalexin. Proteus indol
duong tinh, mgt sé Enterobacter spp, Pseudomonas aeruginosa, Bacteroides spp, ciing thdy c6 khang thudc. Khi thir nghiém
in vitro, Staphylococcus biéu 19 kha ning khang chéo giira cefalexin va cic khang sinh loai methicilin.
* Duge dong hoe:
- Cefalexin hdp thu hoan toan & dudmg tiéu héa va dat ndng 4o dinh trong huyét trong vao khoang 9 va 18 microgam/ml sau
mt gi¢ v6i liéu udng twong {mg 250 va 500 mg; liéu gp doi dat ndng 4o dinh gp doi. Udng cefalexin ciing véi thirc an c6
thé 1am chim kha ning hip thu nhung tdng lugng thudc hdp thu khong thay ddi. C6 t6i 15% lidu cefalexin gén két voi
protein huyét twong. Nira déri trong huyét twong & ngudi 16n c6 chirc nang thin binh thuomg 14 0,5 - 1,2 gid, nhung & tré so
sinh dai hon (5 gid); va ting khi chirc ning than suy giam. Cefalexin phan bd rong khip co thé, nhung lugng trong dich ndo
tly khong déng ké. Cefalexin qua dugc nhau thai v bai tiét vao sita me v6i nong d¢ thép. Cefalexin khong b chuyén héa.
Thé tich phan b6 cua cefalexin la 18 1i/1,78 m* dién tich co thé. Khoang 80% liéu ding thai trir ra nude tiéu ¢ dang khong
ddi trong 6 gitr ddu qua loc chu than va bai tiét & dng thin; véi lidu 500 mg cefalexin, nbng do trong nude tidu cao hon 1
mg/ml. Probenecid 1am chgm bai tiét cefalexin trong nude tiéu. C6 thé tim thiy cefalexin & ndng d6 6 téc dung tri liu trong
mat va mdt it cefalexin c6 thé thai trir qua dudmg nay.
- Cefalexin duge ddo thai qua loc mau va thdm phan mang bung (20% - 50%).
* Chi dinh:
Cefalexin dugc chi dinh trong diéu trj cic nhiém khuédn do céc vi khuén nhay cam.
- Nhiém khudn duomg hd hdp: Viém phé quan cip va man tinh va gidin phé quan nhidm khuén.
- Nhiém khuén tai, mili, hong: Viém tai gitra, viém xuong chiim, viém xoang, viém amidan héc va viém hong.
- Viém dudmg tiét nidu: Viém bang quang va viém tuyén tién ligt. Diéu trj dy phong nhiém khuén duémg niéu tai phat.
- Nhiém khuén san va phu khoa.
- Nhiém khuén da, m6 mém va xwong. :
- Bénh 14u (khi penicilin khong phit hop). W
- Nhiém khuén réng, } 4
- Diéu trj dyr phong thay penicilin cho ngudi méc bénh tim phai diéu trj ring.

* Chéng chi djnh:
- Cefalexin khong diing cho ngudi bénh c6 tién sir dj img véi khang sinh nhém cephalosporin. )
- Khéng dung cephalosporin cho ngudi bénh c6 tién sir séc phan vé do penicilin hogc phan img trim trong khac qua trung
gian globulin mién dijch IgE.
* Thin trong:
- Cefalexin thuémg dugc dung nap t6t ngay ci & ngudi bénh dj img véi penicilin, tuy nhién ciing 6 mét sé rét it bi dj (mg
chéo.
- Sir dung cefalexin dai ngay cé thé lam phat trién qua mirc cc vi khudn khong nhay cam (vi dy: Candida, Enterococcus,
Clostridium difficile), trong trudng hop ndy nén ngimg thubc. Da c6 théng bao viém dai traing mang gia khi sir dung céc
khéng sinh pho rong, vi vy cin phai cha ¥ t6i vige chin dodn bénh nay & ngudni bénh tidu chay niing trong hodc sau khi ding
khang sinh.
- Gidng nhw nhimg khang sinh dugc dao thai chi yéu qua thén, khi than suy, phai giam lidu cefalexin cho thich hop.
- O ngudi bénh ding cefalexin 6 thé c6 phan img duong tinh gia khi xét nghiém glucose niéu bing dung dich "Benedict”,
dung dich "Fehling" hay vién "Clinitest", nhung v6i cdc xét nghiém biing enzym thi khong bj anh huéng.
- C6 thong béo cefalexin gy duong tinh thir nghiém Coombs.
* Twong tic thube:
- Duing cephalosporin liéu cao ciing véi céc thube khéc ciing dge véi than, nhr aminoglycosid hay thudc lgi tiéu manh (vi dy
furosemid, acid ethacrynic va piretanid) c6 thé anh huéng xdu t6i chirc nang thin. Kinh nghiém 1dm sang cho théy khéng c6
véin @& gl véi cefalexin & mirc lidu da khuyén céo.
- Cholestyramin géin véi cefalexin & rudt 1am chidm sy hp thu cia ching.
- Probenecid 1am tang ndng d trong huyét thanh va ting thosi gian bén thai cda cefalexin.
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* Téc dung phu:

- Thudmg gap: Tiéu chay, budn non.
- It gap: Tang bach cdu wa eosin, ndi ban, may day, ngifa, ting transaminase gan c6 héi phuc.

- Hiém gip: Pau déu, chong mit, phan (mg phan v§, mét moi, gxém bach ciu trung tinh, glam tiéu cdu, réi loan tiéu hoa, dau
bung, viém dai trang gia mac, hdi chimg Stevens - Johnson, hong ban da dang, hoai tir biéu bi nhiém déc (hdi chimg Lyell),
phu Quincke, viém gan, ving da it mat, ngira b§ phén sinh dyc, viém dm dao, viém than k& c6 hdi phuc.

Théng bao cho Béc si nhitng tdc dung khdng mong mudn gap phai khi sir dung thude.

* Phu nir c6 thai va cho con bi:

- Nghién ctru thyc nghiém va kinh nghiém ldm sang chwa cho thdy c6 dau higu vé ddc tinh cho thai va gy quéi thai. Tuy
nhién chi nén dung cefalexin cho ngudi mang thai khi thét cin.

- Ndng d¢ cefalexin trong sita mg rét thdp. Nén cén nhéc viéc ngimg cho con bt nhét théi trong thoi gian ma ngudi me ding
cefalexin.

* Thudc khéng dnh hwdng khi 14i xe va viin hinh may méc.

* Cach ding va lidu diing: Ding udng

* Cho bt thuéc vao trong 10-15 ml nurée (khoang 2-3 mudng café), khuﬁy déu va ubng ngay.

- Ngudi lém: Ubng 250 - 500 mg céch 6 gidvlén, tiry theo mirc d§ nhiém khuén. Liéu c6 thé 1én t6i 4 g/ngdy.

- Tré em: Uéng 25 — 60 mg/kg thé trong trong 24 gidy, chia thanh 2 - 3 I4n. Trudomg hop nhiém khuén nang, lidu t6i da la 100
mg/kg thé trong trong 24 gidn.

* Luu y: Thévi gian dléu trj nén kéo dai it nhét tir 7 dén 10 ngay. Trong céc nhiém khudn dudng niéu phirc tap, tai phat, man
tinh, nén didu trj 2 tun (1 g/lén x 2 l4n/ngay). Vi bénh 13u, thudmg ding liéu duy nhét 3 g v6i 1 g probenecid cho nam hay
2gv6i0,5 g probenecid cho nir. Ding két hgp vdi probenecid s& kéo dai thei gian dao thai ciia cefalexin va lam ting nong
d9 trong huyét thanh tir 50 - 100%.

- Diéu chinh lidu khi ¢6 suy thin:

- D thanh thii creatinin (TTC)
- Creatinin huyét thanh (CHT)
TTC: = 50 ml/phat

CHT: < 132 micromol/lit

TTC: 49 — 20 ml/phut

CHT: 133 — 295 micromol/lit
TTC: 19 — 10 ml/phit

CHT: 296 — 470 micromol/lit

1%
TTC< 10 ml/phat R : }z '
CHT: = 471 micromol/lit £90 i, 2 kan Bong 24 210 /

Liéu duy tri tdi da

1 g. 4 l4n trong 24 gidr

1 g, 3 lin trong 24 gidr

500 mg, 3 14n trong 24 gids

* Qud liu va xir tri:

- Sau qué lidu cip tinh, phin 16n chi gy budn ndn, nén va tidu chay, tuy nhién c6 thé gdy qua min thin kinh co va con dong
kinh, dic biét & ngudi bénh bj suy théin.

- Xir tri qua lidu cfin xem xét dén kha niing qué liéu cua nhiéu loai thudc, sy tuong tac thude va duge dong hoc bét thuomg
cua ngudi bénh.

- Khong cin phal rira da day, trir khi da uéng cefalexin gép 5 - 10 lin lleu binh thudmg.
- Loc mau cb thé gidp dao thai thude khoi méu, nhung thuémg khéng cén.

- Bao vé dudng hd hdp cia ngudi bénh, hd trg théng khi va truyén dich. Cho udng than hoat nhiéu 1dn thay thé hoic Fheg
vao viéc rira da day. . ‘

* Khuyén cdo: AR i\.
- Ngung ding thude ngay khi xuét hign ddu higu dj img. p KRRV i
- Poc k§ huéng diin sir dyng truéce khi diing, néu can thém thong tin xin hoi y kién Béc si. e ]
- Thude nay chi ding theo don ciia Béc si. gQ,CO ~//
- Dé xa tAm tay tré em. AR 4574
- Bio quin: Y

- Noi khd, kin, & 15 - 30°C, tranh 4nh séng. st
- Han diing: 24 thang ké tir ngay san xudt.
* Tidu chudn: Tiéu chudn co sd.

Nai san xudt va phin phéi:
&t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi : 66 Qudc 1 30 — Phudmg My Phii — TP Cao Lanh — Ddng Thap
DOMESCO Dién thoai: ( 067) — 3859370 - 3852278




