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Rx Thubc ban theo don .

Composition: Each sachet (1.5g) contains Thanh phén: M&i géi (1,50) chia s

Cephalexin monohydrate Cephalexin monochydrate s\

(equivalent to Cephalexin 125mg) (tuong duong Cephalexin 125mag) )

1

Indication, administration, contra- Chi dinh, cdch dung, chéng chi dinh: ~

indication: See insert paper Xin doc trong t& hudng dan sl dung

Storage: In a hermetic container, Bao quan:

m below 30°C, protect from light. Trong hop kin, & nhiét d§ dudi 30°C, tranh anh sang.

Package: 30 sachets/box Bdng goi: Hop 30 goi

Séan xudt tai:
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20, Dai 10 Hou Nghi, KCN Vi&t Nam-Singapore, Binh Duong
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HD:

Keep out of reach of children
Read insert paper carefully before use
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Each sachet (1.5g) containg
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Gudyedr o Cephalexin 125mg)

, administration, contraindication:
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pfpfert paper

In a hermetic container, below 30°C.

protect from light

Thanh phdn: M8 goi (1.5g) chia

Cephalexin manohydrate

(tuong duong Cephalexin 125mp)

chi dinh, céch dimg, ching chi dinh:

Xin doc trong th hudng din sif dung

Bao quan: Trong hp kin, & nhigt 40 dutt 30°C,
trdnh dnh sang.
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Rx Thuéc bdn theo don
Pé xa tim tay tré em
Doc kj hwéng din siv dung treée khi diing
Néu cin thém thong tin, xin héi y kién bdc st
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THANH PHAN: M3i g6i (1,5g) chira:

Hoat chdt: Cephalexin monohydrate (twong duong véi Cephalexin 125mg)

Ta duoc: Lactose khan, Cellulose vi tinh thé va Carboxymethylcellulose natri, Natri benzoate,
Aspartam, Bot huong déu, Ethyl vanillin.

DANG BAO CHE: Bot pha hdn dich uéng

DUQC LUC HQC

Cephalexm la khang sinh nhém cephalosporin thé hé 1, co tdc dung diét khuén béing céch tic
ché téng hop vo té bao vi khuin. Cephalexin I khéng smh udng, ¢6 phd khang khuin nhu cac
cephalosporin thé hé 1.

Cephalexin bén vimg voi penicilinase cua Staphylococcus, do d6 cé tdc dung véi ca cac
ching Staphylococcus aureus tiét penicilinase khang penicillin (hay ampicillin).

Cephalexin c6 tic dung in vitro trén cédc vi khudn sau: Streptococcus beta tan mau;
Staphylococcus, goém céc ching tiét coagulase (+), coagulase (-) va penicilinase;
Streptococcus pneumoniae; mdt sO Escherichia coli; Proteus mirabilis; mot s& Klebsiella
spp., Branhamella catarrhalis; Shigella. Haemophilus mﬂuenzae thudng giam nhay cam.
Cephalexin ciing ¢6 téc dung trén da s0 cic E. coli khang ampicillin.

Héau hét cac chung Enterococcus (Streptococcus faecafm) va mdt it chung Staphylococcus
khang cephalexin. Proteus indol duong tinh, mot sO Enterobacter spp, Pseudomonas
aeruginosa, Bacteroides spp, ciling thdy co khang thuéc. Khi thir nghiém in vitro, '
Staphylococcus biéu 10 kha niang khang chéo gitta cephalexin va céc khéng sinh loai

methicilin.

DUQC PONG HOQC _

Cepha]exm héu nhu dugc hip thu hoan toan & dudng tiéu hoa va dat ndng do dinh trong huyét

tuong vao khoang 9 va 18 microgam/ml sau mjt gio véi liéu ubng twong tmg 250 va 500mg; ;

lidu gap doi dat nong do dinh gap doi. Uong cephalexin cting v&i thie n ¢6 thé 1am cham kha

néng hap thu nhung tong luong thude hip thu khong thay d6i. C6 t6i 15% lidu cephalexin gén

két v6i protein huyét tuong. Nira doi trong huyét twong & nguoi 1én ¢ chirc nang than binh

thuérng 1a 0,5 - 1,2 gio, nhung ¢ tré so sinh dai hon (5 gio); va ting khi chirc nang thén suy

giam. Cephalexin phan bd rong khép co. thé, nhung luong trong dich néo tiy khong dang ke.

Cephalexin qua dugc nhau thai va bai tiét vao sita me v&i ndng do thap. Cephalexin khong bi

chuyen héa. Thé tich phan bo ctia cephalexin la 18 1it/1,78 m2 dién tich co thé. Khoang 80%

heu dung thai trir ra nude tiéu & dang khong ddi trong 6 gior dau qua loc cdu than va bai tiét &

dng than; voi Ileu 500mg cephalexin, nong d¢ trong nudc tiéu cao hon Img/ml. Probenecid

lam cham bai tiét Cephalexin trong nude tiéu. C6 thé tim thdy cephalexin & nong dd co tac

dung trj liéu trong mat va mot it cephalexin c6 thé thai trir qua duong nay.

Cephalexin dugc dao thai qua loc méu va thdm phan mang bung (20% - 50%).

CHI PINH

Cephalexin dugc chi dinh trong diéu tri cdc nhiém khudn do céc vi khuan nhay cam, nhung

khong chi dinh diéu tri cac nhiém khuén néng.

- Nhiém khuin dudng hé hép: Viém phé quan cdp va man tinh va gian phé quan nhiém
khuén.
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- Nhiém khuén tai, miii, hong: Viém tai gitra, viém xuong chiim, viém xoang, viém amidan
hdc va viém hong.

- Viém dudng tiét nidu: Viém bang quang va viém tuyén tién liét. Piéu tri du phong nhiém
khuén dudng niéu tai phat.

- Nhiém khuan san va phu khoa. : \}/

- Nhiém khuin da, md mém va xuong. P‘/

- Bénh lau (khi penicilin khong phu hop).

- Nhiém khuén ring.

- Piéutridy phong thay penicilin cho ngudi bénh méc bénh tim pha1 diéu tri ring.

Ghi chi: Nén tién hanh nudi cdy va thir nghiém tinh nhay cam cua vi khudn trude va trong khi

diéu tri. Can danh g:a chirc néng than khi ¢6 chi dinh.

LIEU DUNG VA CACH DUNG

Nguoi lon: Liéu thudng ding l1a 250-500mg cach 6 gio/l lan, tiy theo muc d§ nhiém khuan.

Liéu c6 thé 1én t6i 4g/ngay. Nhung khi can liéu cao hon, can can nhic ding mot

cephalosporin tiém.

Tré em: Liéu thuorng ding la 25- SOmg/kg thé trong trong 24 gio, chia thanh 2-3 lan udng.

Truong hop nhiém khuén ning, liéu t6i da la 100mg/kg thé trong trong 24 gio.

Luwu y: Thoi gian diéu tri nén kéo dai it nhét tir 7 dén 10 ngay, nhung trong cdc nhi&m khuin

dudng nigu phirc tap, tai phat, man tinh, nén diéu tri 2 tuan (1g/lan, ngay udng 2 lan). Véi

bénh lau, thuong dung lidu duy nhit 3g véi 1g probenecid cho nam hay 2g véi 0,5g

probenecid cho nit. Dung két hop vdi probenecid s¢ kéo dai thoi gian dao thai cua cephalexin

va lam té’mg ndng do trong huyét thanh tir 50 - 100%. Cho dén nay, cephalexin chua thdy ¢6

doc tinh voi than. Tuy nhién, cling nhu d6i vdi nhiing khang sinh dao thai chi yéu qua thén,

¢6 thé ¢6 tich tu thube trong co thé khi chtic ning than giam dugi mét nira mire binh thudng.

Do d6, nén giam liéu tdi da khuyen cdo (nghla la 6g/ngay cho nguoi 1on, 4g/ngay cho tré em)

cho phu hop véi nhirng bénh nay. O nguoi cao tudi, can danh gia mirc do suy thén.

Diéu chinh liéu khi c6 suy than:

+ Néu do thanh thai creatinin (TTC) = 50 ml/phut, creatinin huyét thanh (CHT) < 132

micromol/l, liéu duy tri t6i da (LDTTD) 1g, 4 1an trong 24 gio.

+ Néu TTC 1a 49 - 20 ml/phat, CHT: 133 - 295 micromol/lit, LDTTD: 1g, 3 lan trong 24 gid;

+Néu TTC 1a 19 - 10 ml/phat, CHT: 296 - 470 micromol/lit, LDTTD: 500mg, 3 lan trong 24

gio;

+ Néu TTC < 10 ml/phat, CHT > 471 micromol/lit, LDTTD: 250mg, 2 lan trong 24 gio.

CHONG CHI PINH

Cephalexin khong dung cho ngudi bénh ¢o tién str di ng v6i khang sinh nhém cephalosporin.

Khong dung cephalosporin cho ngudi bénh co tidn sir sbc phan vé do penicillin hodc phéan

{mg tram trong khéc qua trung gian globulin mién dich IgE.

CANH BAO VA THAN TRONG

Cephalexin thuong duge dung nap tbt ngay ca & ngudi bénh di tmg voi penicillin, tuy nhién

cling c6 mdt so rat it bi di ing chéo.

Glong nhu nhitng khang sinh phé rong khéc, stir dung cephalexin dai ngay c6 thé lam phét

trién qua muc cac vi khudn khong nhay cam (vi du, Candida, Enterococcus, Clostridium

difficile), trong trudng hop nay nén ngung thuoc ba c6 théng bao viém dai trang mang gia

khi sir dung céc khang sinh phd rong, vi vy can phai chu y toi viée chdn doan bénh nay ¢

ngudi bénh ti€u chay nang trong hogc sau khi dung khang sinh.

Gidng nhu véi nhitng khang sinh dugc dao thai chi yéu qua than, khi than suy, phai giam liéu

cephalexin cho thich hop. Thyc nghiém trén labo va kinh nghi¢m 1am sang khong co bing

chimg gay quai thai, tuy nhién nén than trong khi diing trong nhitng thang dAu cua thai ki nhu

d6i vai moi loai thude khac.
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O nguoi bénh ding cephalexin ¢ thé c¢6 phan Gmg duong tinh gia khi xét nghiém glucose
niéu bing dung dich "Benedict", dung dich "Fehling" hay vién "Clinitest”, nhung véi céc xét
nghiém bing enzym thi khong bi anh hudng. C6 thong bdo cephalexin gy duong tinh thir
nghiém Coombs. Cephalexin c6 thé anh huong dén viéc dinh luong creatinin bang picrat
kiém, cho két qua cao gia tao, tuy nhién mirc ting dudng nhu khong cé y nghia trong 1am
sang.

TUONG TAC THUOC

Dung cephalosporin liéu cao cling v&i céc thude khéc cling doc véi than, nhu aminoglycosid
hay thude loi tiéu manh (vi du furosemid, acid ethacrynic va piretanid) c6 thé anh hudng xau
t6i chirc nang than. Kinh nghiém 1am sang cho thdy khong c6 van dé gi véi cephalexin & mirc
liéu da khuyén cdo.

Di c6 nhitng thong bao 1é té vé cephalexin lam giam tac dung cuia oestrogen trong thudc udng
tranh thu thai.

Cholestyramin gin v6i cephalexin ¢ rudt lam cham sy hap thu ctia chiing. Tuong tic ndy c6
thé it quan trong.

Probenecid lam tang nong d6 trong huyét thanh va tiang thoi gian ban thai cua cephalexin. Tuy
nhién, thuong khong can phai quan tam gi dic bi¢t. Tuong tac nay da dugc khai thac dé diéu
tri bénh lau (xin doc phan "Liéu lugng").

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Str dung cho phu nit mang thai: Nghién ctru thuc nghiém va kinh nghiém lam sang chua cho
thay c6 du hiéu vé doc tinh cho thai va gay quai thai. Tuy nhién chi nén dung cephalexin cho
ngudi mang thai khi that can.

S:r dung cho ba me dang nuéi con bii: Nong do cephalexin trong sira me rat thip. Mic du vay,
vin nén can nhic viéc ngimg cho con bl nhit thoi trong thoi gian ma ngudi me ding
cephalexin. :
ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC 1,17
Khéng anh hudng. )(’

TAC DUNG KHONG MONG MUON ‘

Ti 1é phan mg khong mong mudn khoang 3 - 6% trén toan bd sé ngudi bénh diéu tri.

Thwong gdap, ADR >1/100

Tiéu hoa: Tiéu chay, budn non.

It gdip, 1/1000 < ADR < 1/100

Méu: Tang bach ciu wa eosin.

Da: Néi ban, may day, ngta.

Gan: Ting transaminase gan ¢6 hoi phuc.

Hiém gdp, ADR <1/1000

Toan than: Pau dau chong mat, phan Lrng phan v¢, mét moi.

Mau: Giam bach cau trung tinh, giam tiéu cau.

Tiéu hoa: Réi loan tiéu hoa, dau bung, viém dai trang gia mac.

Da: Hoi chimg Stevens - Johnson, hong ban da dang, hoai tir biéu bi nhiém ddc (hdi ching
Lyell), phtt Quincke.

Gan: Viém gan, vang da & mat.

Tiét niéu - sinh duc: Ngtta bd phén sinh duc, viém 4m dao, viém than ké& c6 hdi phuc.

P c6 théng béo vé nhiing triéu chimg than kinh trung vong nhu chéng mit, 14n, kich dong va
40 giac, nhung chua hoan toan ching minh duoc méi lién quan v6i Cephalexin.

Huéng dén cdch xie tri ADR

Ngtmg cephalexin. Néu di tmg hoic qua min nghiém trong, cin tién hanh diéu tri hd trg (dam
bao thong khi va sir dung epinephrin, oxygen, tiém steroid tinh mach).
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Néu viém dai trang c6 mang gia thé nhe thuong chi cin ngirng thude, céc truong hop thé vira
va ndng, cin luu y cho dung cac dich va chat dién giai, bé sung protein va diéu tri khang sinh
¢6 tac dung diéu tri viém dai trang do C. difficile.
Théng bdo cho bdc sy cdc tdc dung khéng mong mudn gdp phai trong qud trinh sir dung
thuéc.
QUA LIEU VA XU TRI
Sau qua lidu cAp tinh, phan 16n chi gay budn nén, non va tiéu chay, tuy nhién co6 thé gay qua
man than kinh co va con dong kinh, ddc biét ¢ ngu’m bénh bi suy théan.
Xir tri qua lidu cAn xem xét dén kha ning qua liéu ctia nhiéu loai thude, sy tuong téc thude va
dugc déng hoc bt thudng ciia nguoi bénh.
Khéng can phal rira da day, trir khi da udng cephalexin gép 5 - 10 lan lidu binh thuong. Loc
mau c6 thé gitip dao thai thude khoi méu, nhung thuong khong can
Bao vé duong hd hip clia ngudi bénh, hd trg thong khi va truyén dich. Cho uéng than hoat
nhiéu lan thay thé hozic thém vao viée rira da day. Can bao vé dudng ho hap ciia ngudi bénh
lac dang rira da day hoac dang dung than hoat.
BAO QUAN Bao quan trong hop kin, & nhiét d dudi 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xudt
1%

Khéng dimg thuéc hét han sir dung }M/
QUY CACH PONG GOI: Hop 12 gbi.

Hop 30 goi.
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A Sdn xudt boi:
’ CONG TY TNHH PHIL INTER PHARMA
S6 20, Pai 16 Hiru Nghi, KCN Viét Nam-Singapore, Thuan An, Binh Duong

Sé GUC TRUONG
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