Rx

CEFALEXEN 500 mg

© Thudc nay chidung theo don thuéc.

© Docky huéng dan sirdung trudc khidung.

ePéxatamtaytréem.

o Tohuéng dan sitdung néu tém tat cac thongtin quantrong cia thuéc.
Né&u can thém thong tin, xin héi y ki€én bac sy hoacdugcsy.

THANH PHAN CONG THUCTHUGC: Mbi vién nang cling chufa:

Thanh phan dugc chat: Cefalexin (dudi dang Cefalexin monohydrat
COMPACTEA) it 500 mg
Thanh phan ta dugc: Natri starch glycolat, Magnesi stearat, Colloidal silicon
dioxid A200,Nang ciing gelatin s6 0.

DANGBAO CHE: Vién nang cting (xanh 4 dam-xanh I3 nhat).

Mé ta dac diém bén ngoai ctia thudc: Vién nang ciing s8 0, ndp nang mau
xanh & dam, than nang mau xanh 14 nhat. Bot thuéc bén trong mau tréng
nga, muidacbiét.

CHIDINH:

Cefalexin dugc chi dinh diéu tri nhiém khuan tirnhe dén viia do cac vikhuan
nhay cdm bao gém:

-Nhiém khudn dusng hé hap.

-Nhiém khuan dudng tiét niéu.

-Nhiém khuan dava mé mém.

-Viém tai gitfa va cdc nhiém khuan khac do cac vikhuan nhay cam.
-Duphong viém nditdm mac nhiém khuén.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc ding liéu lugng trong don thudc.

- Ngudi I6n va tré em > 40 kg: Liéu thudng dung 1 -4 g (2 - 8 vién) méi ngay
chia lam nhiéu 18n. Hau hét cac bénh nhiém khudn sé dap ting véi 500 mg
mai 8 gi&. DSi véi nhiém khuan da va mé mém, viém hong do lién cau khuan
va nhiém khuan dudng tiét niéu nhe khéng bién ching, liéu thudng dung
500 mg mdi 12 gi&. Béi véi nhiém khudn nang hodc nhiém khuan bai vi
khu&n itnhay cdm, c6 thé dung liéu cao hon khi can thiét.

-Ngudi cao tudi: Liéu dung tuong tu ngudilén. Nén gidm liéu néu chic nang
thanbisuy giamrorét.

- Dy phong viém noi tam mac nhiém khuan: Liéu cefalexin duy nhdt 2 g
(4 vién) trudc thu thudt 30 - 60 phut hodc thay bang cephalosporin thé hé
1/thé hé 2 khac. Khong dung cephalosporin cho ngudi bénh c6 tién st séc
phanvé, phtimach, may day do penicillin/ampicillin.

*Piéu chinh liéu dung cho ngudi suy than: Dung than trong cho ngudi suy
than ndng vi liéu an toan c6 thé thap hon liéu thudng dung. Phai theo déi
chat 1am sang va can 1am sang: Khéng can giam liéu déi véi ngudi bénh co
d6 thanh thai creatinin >40ml/phut.

Néu suy than (d6 thanh thai creatinin <40 ml/phut), liéu khéi dau bang liéu
thudng dung, sau dé diéu chinh liéu theo do thanh thai creatinin nhu bang
dusi day:

Bdng diéu chinh liéu cho ngudisuy thén:

Do thanh thai creatinin Liéu dung (mg) Cach dung
(ml/phat)
11-40 500 Céach 8 - 12 gio/lan
5-10 250 Cach 12 gio/lan
Du6i 5 250 Cach 12 - 24 gio/lan

*Diéu chinh liéu trong khi thdm phan:

-Tham phan mau: 1 liéu thudng dung sau dgt tham phan.

-Thdm phéan phic maclién tucdi ddng: Liéu nhungudi suy than.

*Vién nang cting Cefalexin 500 mg khong thich hgp dung cho tré em <40kg,
néndungdangbao chékhéacphuhgphon.

Cachdung:Dung udng.

Trudng hgp quén uéng moét liéu dung: Hay udng ngay khi nhd ra. Néu thoi
gian gan vdi lan dung thuéc tiép theo, bd qua liéu da quén va hay dung liéu
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tiép theo vao thai gian thudng 16. Khéng dung liéu gép déi dé bu vao liéu da
quén.

Truong hgp udng qua nhiéu vién thudc: Hay gap ngay bac sy hodc téi khoa
Héi stc- Cap ctiu ctia bénh vién gan nhat.

CHONG CHiDINH:

-Quaman vdi cefalexin hodc véi bat cirthanh phan nao clia thuéc.

- Cefalexin khéng dung cho ngudi bénh c6 tién st di ting véi khang sinh
nhém cephalosporin.

- Khéng dung cephalosporin cho ngudi bénh c6 tién st séc phan vé do
penicillin hodc phan ing tram trong khac qua trung gian globulin mién dich
IgE.

CANHBAOVATHANTRONG KHIDUNGTHUGC:

- Cefalexin thudng dugc dung nap tét ngay cd & ngudi bénh dj tng vdi
penicillin, tuy nhién cling cé rat it truéng hgp bi di ing chéo.

- Su dung cefalexin dai ngay c6 thé lam phat trién quéa muc cac vi khudn
khéng nhay cdm hodc ndm (vi du: Candida, Enterococcus, Clostridiumdifficile),
trong trudng hgp nay nén ngiing thudc. Da c6 théng bao viém dai trang gia
mac khi strdung cac khang sinh phé rong, vi vay can phai chi y dén viéc chan
doan bénh nay & ngudi bénh tiéu chdy nang trong hodc sau khi duing khang
sinh.

- Giéng nhunhiing khang sinh dugc dao thai cht yéu qua than, khi suy than,
phéigidm liéu cefalexin cho thich hgp.

-Thantrong khidung trong nhitng thang dau ctia thaiky.

- 0 ngudi bénh diing cefalexin c6 thé c6 phan ting duong tinh gia khi xét
nghiém glucose niéu bang dung dich Benedict, dung dich Fehling hay Clinitest,
nhung véi cac xét nghiém bang men thi khéng bi anh huéng.

-Cothong bao cefalexin gay duong tinh khi thirnghiém Coombs.
Stdung thuéc cho phuniicé thaiva cho conbu:

- Thoi ky mang thai: Nghién ctru thuc nghiém va kinh nghiém lam sang
chua cho thdy c6 ddu hiéu vé doc tinh cho thai va gay quai thai. Tuy nhién chi
nén dung cefalexin cho ngudi mang thai khi can thiét.

- Thai ky cho con bu: Néng do cefalexin trong sira me rat thap. Tuy vay, van
nén can nhic viéc ngling cho con bu tam thai trong thai gian ngudi me
dung cefalexin.

Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:

Thudc cé thé gay chéng mat, mét méi, do gidc, dau dau (it gdp). Than trong
khilaixe, van hanh may méc.

TUONGTAC, TUGNGKY CUATHUOC:

Tuong tac cta thudc:

- Dung cephalosporin liéu cao cling véi cac thuéc khac cing déc véi than
nhuaminoglycosid, hay thuécgi ti€éu manh (vidy furosemid, acid ethacrynic
va piretanid) c6 thé anh hudng xau dén chiic nang than. Kinh nghiém lam
sang cho thdy khéng cé van dé gi véi cefalexin 8mucliéu da khuyén céo.

- Strdung két hop cephalosporin va cac thudc chéng dong dudng udng co
thé kéo dai thai gian prothrombin.

- Da c6 bdo cdo cefalexin lam gidm tac dung cta oestrogen trong thuéc
tranh thu thai dudng uéng.

- Cholestyramin gan vai cefalexin & ruétlam cham sy hdp thu ctia ching.

- Probenecid lam tang ndng dd trong huyét thanh va tang thai gian ban thai
cuia cefalexin. Probenecid lam cham baitiét cefalexin qua than.

- Cefalexin c6 thé lam tang téc dung cia metformin.

-Tac dung cuia cefalexin cé thé tang lén khi dung véi cac téc nhan gay uric
niéu.

- Cefalexin c6 thélam gidm hiéu lyc clia vac xin thuong han.

Tuongky ciathudc:

Do khéng c6 cac nghién ctu vé tinh tuong ky clia thuéc dung dudng udng,
khéng tron lan thudc nay vai cacthudckhac.

TACDUNG KHONG MONG MUON CUATHUOC:

Ti1é phan ting khéng mong mudén khodng 3 - 6 % trong sé ngudi bénh diéu
tri.

Béang tém tat cac phan ing khéng mong muén:

Da ftgdp  |NGiban, may day, nguia.

Hiém gdp |HOi ching Stevens - Johnson, hong ban da
dang, hoai ti biéu bi nhiém déc (hoi chiing
Lyell), pht Quincke.

Gan ftgdp  |Tangtransaminase gan cé héiphuc.

Hiém gdp |Viémgan,vangda(rmat, tdng ALT, tang AST.

Than kinh ftgdp  |Lo au, 10 1an, chéng mat, mét mai, o giac, dau
trung uong dau.
Tiét niéu - Hiém gdp |Nguabo phansinh duc, viém am dao, viém than

Cac co quan|Tan suat (¥) Cac phan iing khéng mong muén

Tiéuhda Thuding gdp [Tiéu chdy, buén nén.
Hiém gdp |Réi loan tiéu hoa, dau bung, viém dai trang gid mac.
Mau ftgdp  |Tangbach cau uaeosin.

Hiém gdp |Gidm bach cautrungtinh, gidm tiéu cau.

sinh duc ké c6 héiphuc.
Toanthan Hiém gdp |Paudau, chong mat, phan ing phan vé, mét moi.
Khac Hiém gdp  [Nhing phan ting di iing, s6c phan vé.
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diéu tri cac nhiém khuan nang. Néu can thiét, nén tim cac chuyén gia tu van
khi ty 1é dé khang & dia phuong cé kha nang anh hudng dén tac dung clia
thudc d6i véi mot s6 loai nhiém khudn.

Cécchung nhay cam thuong gap:

Vikhuan hiéu khi Gram duang:

Staphylococcus aureus (nhay cdm methicillin).

Streptococcus agalactiae.

Streptococcus pneumoniae.

Streptococcus pyogenes.

Vikhudn hiéu khi Gram am:

Escherichia coli

Moraxella catarrhalis

Vikhudn kykhi:

Peptostreptococcus spp.

Cécchiing c6 nguy codé khang thudc:

(*) Tan sudt tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR = 1/10), thuong gép (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 rd (khéng dugc udc tinh tirditliéu c6 san).

Huéng dan cach xirtri ADR:

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

Néu viém dai trang gid mac thé nhe thudng chi can ngling thudc, cac
trudng hop thé vira va nang can luu y b6 sung truyén dich va chat dién giai,
bé sung protein va diéu tri khang sinh cé tac dung diéu tri viém dai trang do
C.difficile.

QUALIEUVA CACH XU TRI:

Triéu chiing va biéu hién khistitdung thuéc qua liéu:

Sau qua liéu cap tinh, phan I6n chigay buén nén, ndn va tiéu chay, tuy nhién
c6thé gdy qua man than kinh co va con dong kinh, déc biét 8 ngudi bénh bj
suy than.

Cach xtrtrikhi dung thudc qualiéu:

- XU tri qud liéu can xem xét dén kha nang qua liéu ctia nhiéu loai thudc, su
tuang tac thuéc va dugc dong hoc bat thudng clia ngudi bénh.

-Khoéng can phai riia da day, trirkhi da uéng cefalexin gap 5- 10 1an liéu binh
thudng.

-Loc mau cé thé gilip dao thai thuéc khdi mau, nhung thudng khéng can.
-Bao vé dudng hé hap clia ngudi bénh, hé trg théng khi va truyén dich. Cho
udng than hoat nhiéu lan thay thé hoac hé trg viéc riia da day. Can bao vé
dudng hd hdp clia ngudi bénh lic dang rira da day hodc dung than hoat.
PACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém Cephalosporinthéhé 1.
MaATC:JO1DBO1.

Cochétacdung:

Cefalexin Ia mét tac nhan khang khudn ctia céc nhom cephalosporin. Giéng
nhu céac cephalosporin khac, cefalexin cé hoat tinh khang khudn bang cach
ganvao va tic ché hoat dong clia cac protein gén penicillin tham gia vao qua
trinh téng hop vach t& bao vi khuan, dan dén ly gidi t& bao vi khudn va tieu
diétvikhuan.

Cochékhang thudc:

Vikhudn dé khang véi cefalexin theo mot hodc cac ca ché sau:

* Thily phan béng cach tao ra hodc phdng thich beta-lactamase phé rong
va/hodc cac enzym ma héa nhiém séc thé (AmpC) 8 mét s6 chling vi khuan
gram am hiéu khi.

*Gidm ailuc cGia protein gén penicillin.

* Gidm tinh thdm mang ngoai clia vi khuin gram &m han ché sy xam nhap
vao protein gén penicillin.

*Bom thudcrakhditébao.

Déi khi, trong cing mét té bao vi khuan don doc c6 thé cung tén tai mot
hodc nhiéu co ché dé khang. Tuy thudc vao co ché dé khang hién tai, vi
khuén c6 thé dé khang chéo véi mot s6 hodc tat ca cac beta-lactam khac
va/hodcthuéckhang khudn nhémkhac.

Ngudng nhay cdm - dé khang: Gia tri nguéng néng do Uc ché t8i thiéu (MIC)
dugc thiét 1ap bai Hiép héi khang sinh Anh d6i vdi Streptococcus tan huyét
beta va Streptococcus pneumoniae la: Nhay cdm < 2 mg/l, dé khang = 2,5 mg/I.
Tinhnhay cdm:

Ty 1& dé khang c6 thé khéac nhau gitia cac viing va thdi gian d6i véi cac loai
nhat dinh. Théng tin vé su dé khang & dia phuong la can thiét, dac biét khi

Vikhuén hi€u khi Gram am:

Citrobacter spp.

Enterobacterspp.

Morganellamorganii.

Chiing dakhéang thuéc:

Vikhudn hiéu khi Gram am:

Haemophilus influenzae

PACTINHDUGCDONGHOC:

- Héap thu: Cefalexin dugc hap thu nhanh va hau nhuhoan toan & dudng tiéu
hoéa. Ngudi I6n ¢é chic nang than binh thudng uéng ldc doi mét liéu don
250 mg, 500 mg hodac 1 g cefalexin, néng d6 dinh trung binh trong huyét
tuong dat dugc trong khodng 1 gio va tuong ting vao khoang 9, 18 hoac 32
microgam/ml. Nong d6 cefalexin trong huyét thanh van dugc phat hién sau
6 gi dung thuéc. Néng do dinh trong huyét tuang thap hon va cham hon
khiudng cefalexin cuing véi thiic an, nhung téng lugng thuéc hap thu khéng
thay déi. Cefalexin dugc hdp thu chdm §tré nhé, c6 thé gidm t6i 50 % § tré so
sinh, da cé bao cao cho thdy néng dé dinh trong huyét tuong dat dugc trong
vong 3 gid déi vdi tré dudi 6 thang tudi, trong vong 2 gis d6i vai tré tir 9 - 12
thang tudi va trong khodng 1 gi& déi vdi tré 16n hon. C6 téi 15 % liéu
cefalexin gén két véi protein huyét tuong. Thai gian ban thai trong huyét
tuong & nguai Ién c6 chiic ndng than binh thudng la 0,5 - 1,2 gio, nhung la
khoang 5 gi §tré sasinh vakhoang 2,5 gig &tré 3- 12 thang tudi va tang khi
chicnang than suy giam.

-Phan bé: Cefalexin phan b hdu nhurong khdp trong cdc mé vadich cothé,
ké ca tdi mat, mat, gan, than, xuong, dom, dich mang phéi va hoat dich
nhung lugng trong dich néo tay khéng déng ké. Cefalexin qua dugc nhau
thaiva baitiét vao sitame véinong dé thap.

-Chuyén héa: Cefalexin khéng bi chuyén héa. Thé tich phan bé clia cefalexin
1a18lit/1,78 m’ diéntich cothé.

- Thai trit: Khodng 80 % liéu dung hodc nhiéu hon thai trir qua nudc tiéu &
dang khéng déi trong 6 gid dau qua loc cdu than va bai tiét & 6ng than; véi
liéu 500 mg cefalexin, néng d6 trong nudc tiéu cao hon 1 mg/ml. Probenecid
lam cham bai tiét cefalexin trong nudc ti€u. C6 thé tim thdy cefalexin  néng
d6 c6 tac dung triliéu trong mat va mot it cefalexin cé thé thai trirqua dudng
nay.

- Cefalexin dugc dao thai qualoc mau va thdm phan phic mac (20 %- 50 %).
QUY CACHDPONGGOI:

-HOp 10vix 10vién, hdp 20 vix 10 vién.

-Chai 100vién, chai 200 vién.

DIEU KIEN BAO QUAN:

Bao quan &:Naikho, nhiét dé duai 30 °C, tranh anh sang.

Bdo quantrong bao bi géc cliathudc.

HAN DUNG: 36 thang ké tif ngay san xuat. Khéng dung thudc qua han st
dungdaghitrénnhan.

TIEU CHUAN CHATLUGNG:TCCS.

CO S& SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO

Dia chi: S6 346 dusng Nguyén Hué, Phudng My Phi, Thanh phé
Caolanh, TinhDoéngThap

DOMESCO  Diénthoai: 1800.969.660




