CEFALEXIN 500 mg

¢ Thuécnay chidung theo don thuéc.

¢ Docky huéng dan sitdung trudckhi dung.

eDé&xatamtaytréem.

o Tohuéng dan sirdung néu tém tat cac thong tin quan trong ciia thuéc.
N&u can thém théngtin, xin hdiy kién bac sy hoac dugcsy.

THANH PHAN CONG THUCTHUGC: Mbi vién nang cling chufa:

Thanh phan dugc chat: Cefalexin (dudi dang Cefalexin monohydrat
compacted) 500 mg
Thanh phan ta dugc: Natri starch glycolat, Magnesi stearat, Colloidal silicon
dioxid A200.

DANGBAO CHE :Viénnang cting.

Mo ta dic diém bén ngoai clia thudc: Vién nang cting s6 0, hai mau xanh - tréng.
CHIDINH

Cefalexin dugc chi dinh trong cac nhiém khuén do céc vi khuan nhay cam,
nhung khéng chidinh diéu tri cac nhiém khudn ning.

- Nhiém khudn dudng hé h&p: Viém phé quan c8p va man tinh, gian phé
quan nhiém khuan.

- Nhiém khuan tai, m{i, hong: Viém tai gi(ra, viém xuong chim, viém xoang,
viém amidan hdcvaviém hong.

-Viém dudng tiét niéu: Viém bang quang va viém tuyén tién liét. Diéu tri du
phong nhiém khuén dusng niéu tai phét.

-Nhiém khuén sdn va phukhoa.

-Nhiém khuan da, mé mém va xuong.

-Bénhlau (khi penicillinkhong phu hgp).

-Nhiémkhuan rang.

-Biéu tri du phong thay penicillin cho ngudi méc bénh tim phai diéu tri rang.
LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc diing liéu lugng trong don thudc.

-Ngudilén: 250 - 500 mg cach 6 gio/lan, tuy theo mic do nhiém khudn. Liéu
cothéléntsi4g/ngay.

-Tré em > 20 kg: 25 - 60 mg/kg/ngay, chia thanh 2 - 3 1an. Trudng hgp nhiém
khudn nang, liéu t&i dala 100 mg/kg/ngay.

*Luuy: Thoigian diéu trinén kéo daiit nhat tir7 dén 10 ngay. Trong cac nhiém
khuén duding niéu phuc tap, tai phat, man tinh, nén diéu tri 2 tudn (1 g/lanx 2
lan/ngay). V6i bénh 1au, thuong dung liéu duy nhét 3 g véi 1 g probenecid
cho nam hay 2 g v6i 0,5 g probenecid cho nit. Dung két hgp vdi probenecid
sé kéo dai thoi gian dao thai cla cefalexin va lam tdng nong dé trong huyét
thanhttr50-100%.

-Diéu chinhliéu khicé suy than:

-Pé thanh thai creatinin (TTC)
-Creatinin huyét thanh (CHT)
TTC: =50 ml/phut

CHT: < 132 micromol/lit

Liéu duy tri téi da

1g,4lantrong 24 gid

TTC:20- 49 ml/phut

CHT: 133 -295 micromol/lit 1g,3lantrong 24gic

TTC:10-19ml/phut

CHT:296 -470 micromol/lit 500mg,3lantrong 24gio

TTC<10ml/phut

CHT:>471 micromol/lit 250mg, 2lantrong 24 i3

Cachdung:Dunguéng.
Trudng hop quén udng mét liéu dung: Hay udng ngay khi nhé ra. Néu thai gian
gan vdi lan dung thudc tiép theo, bé qua liéu da quén va hay dung liéu tiép
theo vao thdi gian thudng lé. Khéng dung liéu gap déi dé bu vao liéu da quén.
Trudng hgp uéng qué nhiéu vién thudc: Hay gdp ngay bac sy hoac t6i khoa
Hoi stic - Cap ctiu clia bénh vién gan nhét.
CHONG CHIPINH:
- Cefalexin khéng dung cho ngudi bénh c6 tién st di ting véi khang sinh
nhoém cephalosporin.
-Khéng dung cephalosporin cho ngudi bénh c6 tién st s6c phan vé do penicillin
hodc phan ting trdm trong khéc qua trung gian globulin mién dich IgE.
CANH BAOVATHI;\NTRQNG KHIDUNGTHUOC:
- Cefalexin thuding dugc dung nap tét ngay ca & ngudi bénh di tiing véi penicillin,
tuy nhién cling c6 mét s6 rét it bj di (ing chéo.
- St dung cefalexin dai ngay c6 thé lam phat trién quéa muc cac vi khudn
khéng nhay cam (vi du: Candida, Enterococcus, Clostridium difficile), trong
trudng hgp nay nén nguing thudc. Da cé théng bao viém dai trang giad mac
khi strdung cac khang sinh phé réng, vivay can phai chay téiviéc chdn doan
bénh nay & ngudi bénh tiéu chdy nang trong hoac sau khidung khang sinh.
-Giéng nhunhiing khang sinh dugc dao thai cht yéu qua than, khi suy than,
phaigidm liéu cefalexin cho thich hgp.
- & ngusi bénh dung cefalexin c6 thé c6 phan ting duong tinh gia khi xét
nghiém glucose niéu bang dung dich "Benedict’, dung dich "Fehling" hay vién
"Clinitest", nhung vai cac xét nghiém bang enzym thi khéng bjanh hudéng.
-Cothong béao cefalexin gay duong tinh thirnghiém Coombs.
Sttdung thudc cho phu nitcé thaivacho conbu:
-Thoiky mang thai:Nghién ciuthucnghiémva kinh nghiémlam sang chua
cho thdy c6 dau hiéu vé doc tinh cho thai va gay quai thai. Tuy nhién chinén
dung cefalexin cho ngudimang thaikhithat can.
-Thai ky cho con bu: N6ng dé cefalexin trong sita me rat thap. Nén can nhéc
viécngiing cho con bu nhat thai trong thai gian ma ngudi me dung cefalexin.
Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:
Chua c6 béng chiing vé anh hudng cta thudc lén kha nang lai xe, van hanh
méy moc. i i
TUONGTAC, TUONGKY CUATHUOC:
Tuong tacchathudc:
-Dung cephalosporinliéu cao ciing véi cac thudc khac cling gay doc vdi than
nhuaminoglycosid hay thuéc Igi tiéu manh (vi du furosemid, acid ethacrynic
va piretanid) c6 thé anh hudng xau dén chiic nang than. Kinh nghiém lam
sang cho thdy khong cé van dé gi vai cefalexin dmucliéu da khuyén céo.
- Cholestyramin gan vai cefalexin & rudtlam cham sy hdp thu ctia chung.
-Probenecid lam tdng n6ng d6 trong huyét thanh va tang thdi gian ban thai
cla cefalexin.
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Tuong ky ctia thuéc:

Do khéng c6 cac nghién ctu vé tinh tuang ky ctia thuéc dung dudng uéng,
khéngtron lan thudc nay véi cac thudckhac.

TACDUNGKHONG MONG MUGN CUATHUGC:

Tyle phan ng khéng mong muén khoang 3 % - 6 % trén toan bé s6 ngudi
bénh diéu tri.

Bang tém tat cac phan iing khéng mong muén:

Tan suat (¥) Cac phan ung khéng mong muén
Thuong gdp | Tiéu chay, buén non.

ftgdp |Tang bach cdu ua eosin, ndi ban, may day, ngua, ting
transaminase gan cé héi phuc.

Hiém gdp |DPaudau,chong mat, phan ting phan vé, mét mai, giam bach
cau trung tinh, glam tiéu cdu, réi loan tiéu hoa, dau bung,
viém dai trang gid mac, hoi chiing Stevens - Johnson, héng
ban da dang, hoai ttbiéu bi nhiém doc (hoi chung Lyell), phu
Quincke, viém gan, vang da & mat, ngtra b6 phén sinh duc,
viém am dao, viém than ké c6 héi phuc.

Khéng ré | Dacdthong bao vé nhiing triéu chiing than kinh trung uong
nhu chéng mat, 1an, kich dong va do giac, nhung chua hoan

toan ching minh dugc mailién quan véi cefalexin.

(*) Tan suat tac dung khdng mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR > 1/10), thudng gdp (1/100 < ADR < 1/10), it gép (1/1000 <
ADR < 1/100), hiém g&p (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng ré (khong dugc udc tinh tirdirliéu co san).

Huéng dan cach xirtri ADR:

Ngting cefalexin. Néu dj ¢ing hodc qua man nghiém trong, can tién hanh
diéu tri hé trg (ddm bao théng khi va sir dung epinephrin, oxygen, tiém
steroid tinh mach).

Néu viém dai trang gid mac thé nhe thudng chi can ngiing thuéc, cactrucng
hgp thé vira va nang, can luu y cho dung cac dich va chat dién giai, b6 sung
proteinva diéutri khangsinhcotacdung diéutriviém daitrang do C. difficile.
QUALIEUVA CACHXUTRI:

Triéu chiing va biéu hién khisttdung thuéc qua liéu:

Sau qua liéu cap tinh, phan 16n chigay buén nén, non va tiéu chay, tuy nhién
c6thé gdy qua man than kinh co va con dong kinh, dac biét 8 ngudi bénh bj
suythan.

Cachxttrikhidung thudcqualiéu:

- XUrtri qua liéu can xem xét dén kha nang qua liéu cta nhiéu loai thudc, su
tuang tac thudc va duge dong hoc bt thudng cia ngudi bénh.

-Khéng can phairia da day, trirkhi da usng cefalexin gap 5 - 10 1an liéu binh
thuong.

-Th&m phan méu cé thé gitip dao thai thuéc khdi mau, nhung thudng khong can.
- B4o vé duong ho hap clia ngudi bénh, hé trg thong khi va truyén dich. Cho
uéng than hoat nhiéu lan thay thé hogc thém vao viéc rifa da day. Can bao vé
dudng hé hap clia ngudi bénh Itic dang rifa da day hodc dang duing than hoat.
PACTINHDUGCLUCHOC:

Nhém dugc ly: Khang sinh nhom Cephalosporinthéhé 1.
MaATC:JOTDAO1.

- Cefalexin la khang sinh nhém cephalosporin thé hé 1, cé tac dung diét khuén
bang cach tic ché téng hgp vach té bao vikhuan.

- Cefalexin bén viing v&i penicillinase cla Staphylococcus, do d6 cé tac dung
V6i c& cac chiing Staphylococcus aureustiét penicillinase khang penicillin (hay
ampicillin). Cefalexin c6 tac dung in vitro trén cac vi khuan sau: Streptococcus
beta tan mau; Staphylococcus, gom cac chiing tiét coagulase (+), coagulase (-)
va penicillinase; Streptococcus pneumoniae; mot s6 Escherichia coli; Proteus
mirabilis; mét s6 Klebsiellaspp. Branhamellacatarrhalis; Shigella. Haemophilus
influenzaethudng gidm nhay cam.

- Cefalexin cling c6 tac dung trén da s cac E. colikhang ampicillin.

- Hau hét cac chiing Enterococcus (Streptococcus faecalis) va mét it chiing
Staphylococcus khang cefalexin. Proteus indol duang tinh, mét s6 Enterobacter
spp, Pseudomonas aeruginosa, Bacteroides spp, ciing thdy cé khang thudc. Khi
thdrnghiém in vitro, Staphylococcus biéu 16 kha ndng khang chéo giiia cefalexin
va cac khang sinh loai methicillin.

PACTINHDUGCDONGHOC:

- Hap thu: Cefalexin hap thu hoan toan & dudng tiéu héa va dat néng do
dinh trong huyét tuong vao khoang 9 va 18 microgam/ml sau mét gi&s véi
liéu uéng tuong ting 250 mg va 500 mg; liéu gap déi dat ndng do dinh gap
d6i. Usng cefalexin cling vdi thiic an c6 thé lam cham kha ndng hap thu
nhung téng lugng thudc hap thu khong thay d6i. C6 t6i 15 % liéu cefalexin
gan két vai protein huyét tuong. Thdi gian ban thai trong huyét tuong &
ngudi16n cé chic nang than binh thuang la 0,5 - 1,2 gid, nhung & tré sa sinh
daihon (5 gio); va tang khi chiic néng than suy giam.

- Phan bé: Cefalexin phan bé réng khdp cathé, nhung lugng trong dich ndo
tuy khéng dang ké. Cefalexin qua dugc nhau thai va bai tiét vao sira me véi
néng dé thap.

- Chuyén héa: Cefalexin khéng bi chuyén héa. Thé tich phan b6 cuia cefalexin
1a18lit/1,78m" diéntich cothé.

-Thai trir: Khoang 80 % liéu dung thai trirra nudc tiéu & dang khéng déi trong
6 git dau qua loc cau than va bai tiét & 6ng than; vdi liéu 500 mg cefalexin,
néng doé trong nudc tiéu cao hon 1 mg/ml. Probenecid lam cham bai tiét
cefalexin trong nudc tiéu. C6 thé tim thay cefalexin & néng dé c6 tac dung tri
liéu trong mat va mét it cefalexin c6 thé thai trir qua dudng nay.

- Cefalexin dugc dao thai qua thdm phan mau va tham phan phic mac
(20%-50%).

QUY CACHDONG GOI:

HOP10VIX10VIEn hop20wx10wen

DIEU KIEN BAO QUAN: Noi kho, nhiét d6 dudi 30 °C, tranh dnh sang.

HAN DUNG 36thang ké tirngay san xuat.

TIEUCH UAN CHAT LUONG:TCCS.

CO SO SAN XUAT:

CONGTY CG PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 duding Nguyén Hug, Phudng My Phu, Thanh phé
CaoLanh, TinhDong Thap

DOMESCO  Diénthoai: 1800.969.660
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