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Sy CONG TY C: Vién nang-2m3t nh6m
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Rx Thud bén theo dan TS HUSNG DAN SU DUNG THUGC ;
. CEPHALEXIN 500 GMP-WHO

Vién nang cing

THANH PHAN:
Cephalexin monohydrat tuang (ing vdi Cephalexin khan
T QU0 VA Bl10scssesensaratssssenensesasssssesssanssersisstamssisassesshasontasgessnsisssesasss
(T4 duge gbm: Sodium starch glycolat, Silicon dioxyd, Magnesi stearat, Talc)
DANG BAO CHE: Vién nang ciing.
QUY CACH BGNG GOI: Chai 200 vién nang ciing (kém ti hudng din sir dyng thufc).
Hap 10 vi x 10 vién nang cing (kém 1o hudng ddn sif dung thudic).

CHI DINH:

Cephalexin duge chi dinh trong diéutri cdc nhiém Khudn do cdc vi khudn nhay cdm, nhung khéng chl dinh diBu trj cdc nhifm khusn ning.
Nhim khudn duging ho hdp: Viem phé quin cdp va man tinh v gian ph& quin nhiém khun,

NhiBm khudn tai, mii, hong: Viém tai gida, viém xuong chim, viém xoang, viém amidan héc va viém hong.

Viem dudng tiét niéu: Viem bang quang va viém tuyén tién liét.

Nhim khun san va phy khoa.

| Nhidm khudn da, m6 mém va xuong.

i Nhiém khudn ring.

Didu trj dy phdng thay penicilin cho ngudi bénh mic bénh tim phi diéu tri réng.

Ghi chi-Nén tin hanh nui ¢y va thi nghiém tinh nhay cam cia vi khudn truéc va trong khi diéu tri. Cdn dénh gid chiic ndng than khi ¢ chf dinh.
CACH DUNG VA LIEU DUNG:

Tré em trén 15 tudi vd ngudi Ion:
Liéu thudng diing cho nguts In, ung 500 mg, céch 6 giti/1 I4n, tby theo mdc df nhiém khugn, Liéu co thé 18n t6i 4 g/ngay. Nhung khi c4n liéu cao hdn, c4n c&n nhic ding
m6t cephalosparin tiém.
Luu y: Thei gian diBu trj nén kéo dai it nhdt tir 7 d&n 10 ngdy, nhung trong céc nhidm khuin duding nigu phirc tap, t&i phat, man tinh nén diéu tr 2 tudn (1g/14n, ngdy udng 2
I4n). Cho d&n nay, cephalexin chua thay ¢6 dgc tinh véi than. Tuy nhién, ciing nhu ddi véi nhing khéng sinh dio thii chil y&u qua thin, c6 the ¢d tich tu thubc trong cd thé
khi chifc nding thin gidm dudi mdt n{a mic binh thubing. Do do, nén gidm liéu t6i da khuy&n cdo (nghta I3 6 g/ngay cho ngudi Idn, 4 a/ngay cho tré em) cho phil hgp véi
nhiing bénh nay. 0 ngudi cao tudi, cAn danh gid mic do suy thin.
Diéu chinh liéu khi c6 suy thin: N&u do thanh thai creatinin (TTC) 50 ml/phdt, creatinin huy&t thanh (CHT) 132 micromol/l, liéu duy tﬂr@gﬂ{.
gid. s
NE&u TTC I3 49 - 20 ml/phdt, CHT: 133 - 295 micromol/lit, LOTTD: 1 g, 3 14n trong 24 gids ; 4
N& TTC 12 19 - 10 ml/pht, CHT: 296 - 470 micromolAit, LDTTD: 500 mg, 3 14n trong 24 gi%; néu TTC 10 ml/phit.
Hodc theo sy hwdng din cia thdy thudt.

Syany

4.9, 41dn trong 24

CHONG CHI BINH:

Man c3m véi bdt ky thanh phin nio clia thudc .

| Cephalexin khdng ding cho ngudsi bénh c6 tién sif dj ing vdi khang sinh nhém cephalosporin
' Khéing ding cephalosporin cho ngudi bénh cé tién sif séc phin vé do penicilin hodc phén ing trdm trong khdc qua trung gian globulin mit

THAN TRONG KHI DUNG THUGC: A
Cephalexin thudng dugc dung nap 18t ngay cd & ngudi bénh dj Ung véi penicilin, tuy nhién cling c6 mot s rdt It bj dj dng chéo. P.TR

~ . A
Gi6ng nhu nhiing khang sinh phd rong khéc, sif dyng cephalexin dai ngay cé thé lam phit trién qud mie céc vi khufn khong nhay cém @ﬁwa
vy cdn hi § t6i vigc
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Clostridium difficile), trong truding hgp ndy nén ngiing thuc. B3 c6 thdng bda viém dai trang mang gid khi s dyng céc khéng sinh phé rong phaic
chén dodn bénh ndy & ngudi bénh tiéu chdy nZng trong hoZc sau khi diing khéng sinh.
Giding nhu véi nhiing khdng sinh dugc dio thdi chd y&u qua than, khi thin suy, phdi gidm lidu cephalexin cha thich hgp. Thyc nghigm trén labo va kinh nghiém 1am sang,
khong c6 bing ching g4y quéi thai, tuy nhién nén than trong khi dung trong nhizng théng d4u clia thai ki nhu d6i vdi moi loai thuc khéc. et
(f ngudi bénh diing cephalexin cd thé cd phn ing dudng tinh gia khi xét nghiém glucose niéu bing dung dich *Benedict’, dung dich *Fehling” hay vién *Clinitest’, nhung véi i
céc xét nghiém bing enzym thi khdng bj anh hudng. Q
C6 thong bio cephalexin gdy dudng tinh thit nghiém Coombs.
Cephalexin cé thé dnh hudng d&n viéc dinh lugng creatinin bng picrat kiém, cho két qud cao gid tao, tuy nhién mic ting dutng nhy khdng ¢ ¥ nghta trong 1dm sang.
Thol ky mang thai: Nghién cdu thyc nghiém va kinh nghiém lam sing chua cho thay c6 ddu hiéu vé ddc tinh cho thai va gy qudi thai. Tuy nhién chl nén ding cephalexin
cho ngudi mang thai khi that c4n.
Thai ky cho con bid:N8ng dg cephalexin trong sia me rdt thdp. Mic dil vdy, vin nén can nhic viéc ngling cho con bi nhét théi trong thdi gian ma ngudi me ding
cephalexin.
Ngu@i 14 xe va vén hanh mdy mdc: than trong khi dung cho ddi tugng ndy vi c6 thé gip tac dyng phy (hiém gdp) trén thdn kinh trung udng nhu dau d4u, chéng mat
TUONG TAC THUGC:
Diing cephalosporin liéu cao cling véi cdc thudc khac ciing dac véi than, nhu aminoglycosid hay thudc Igi tiu manh (vi dy furosemid, acid ethacrynic va piretanid) cd thé
3nh hubng x4u16i chiic ning than. Kinh nghiém 14m sang cho thdy khong ¢6 van dé gl véi cephalexin & mic liéu dd khuyén céo.
D3 cé nhilng thong béo I8 t& vé cephalexin lam gidm téc dyng cba cestrogen trong thudc udng tranh thy thai.
Cholestyramin g4n véi cephalexin & rudt [am cham sy hdp thu cta ching. Tuong téc ndy c6 thé It quan trong.
Probenecid Iim ting ndng df trong huy8t thanh: va tdng thdi gian ban thi cla cephalexin.
Cephalexin co thé 1Am ting tic dung cla Metformin, gdy test dudng tinh gid glucose trong nudc tiu
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TAC DUNG KHONG MONG MUON (ADR):
Tt 1¢ phdn ing khdng mong muin khodng 3 - 6% trdn todn bY s& ngudi bénh didu trj.

Thuong gdp, ADR >1/100
Tiéu héa: Tidu chdy, buln ndn,

It gdp, 171000 < ADR < 1/100
Méu: Tang bach cdu va eosin.
Da: NGi ban, may day, nga.
Gan: Tdng transaminase gan c6 héi phyc.

Hiém gdp, ADR <1/1000
Todn than: Dau ddu, chong mat, phdn Ung phin vé, mét moi.
M4u: Gidm bach cdu trung tinh, gidm tiu c4u.
Tiéu héa: Rai loan tidu hda, dau byng, viém dai tring gid mac.
Da: Hpi ching Stevens - Johnson, héng ban da dang, hoai tif biu bl nhi&m dgc (hgi ching Lyell), phu Quincke.
Gan: Viém gan, vang da ( mat.
Tiét niéu - sinh dyc: Ngifa b9 phan sinh dyc, viém dm dao, viém thin k& c6 héi phuc. :
B3 cd thdng bdo vé nhilng tridu ching thdn kinh trung uang nhu chéng mit, 14n, kich ddng va 4o gidc, nhung chia hoan toan chiing minh dugc mdi li&n quan véi cephalexin,
HUGNG DAN CACH XU TRi ADR:
Ngimg cephalexin. N&u dj ting hogc qué min nghiém trong, c4n tién hanh digu trj hd trg (d3m bio thdng khi va sir dung epinephrin, oxygen, tiém steroid tinh mach).
NEu vigm dai tring c6 mang gid thé nhe thuéing chl c4n ngiing thudc, cAc truding hgp thé vira va ndng, cin Ivu § cho ding cdc dich va chat dién gidi, bd sung protein va diu
tri khang sinh cé téc dyng diéu tri viém dai tring do C. difficite.
DUGC LYC HOC:
Cephalexin 1 khdng sinh nhém cephalosporin thé h& 1. Cephalexin 12 khdng sinh uSng, cd phd khang khuin nhu cac cephalosporin the hé 1.
Cephalexin bén viing vdi penicilinase cia Staphylococcus, do do c6 téc dyng vdi ¢3 cdc ching Staphylococcus aureus tiét penicilinase khang penicilin (hay ampicillin).
Cephalexin c6 tc dyng in vitro trén cdc vi khudn sau: Streptococcus beta tan mau; Staphylococcus, gém cic chiing tiét coagulase (+), coagulase (-) v penicilinase;
Streptococcus pneumoniae; mt s6 Escherichia coli; Proteus mirabilis; mét s6 Kiebsiella spp, Branhamella catarrhalis; Shigella. Haemophilus influenzae th ubing gidm
nhay cam.
Cephalexin cting ¢6 téc dung trén da s cac E. coli khang ampicillin.
Héu hét céc ching Enterococcus (Streptococcus faecalis) va mt it chiing Staphylococcus khdng cephalexin. Proteus indol duong tinh, mét s6 Enterobacter spp,
Pseudomonas aeruginosa, Bacteroides spp, ciing thay ¢6 khang thusc. Khi thi nghiém in vitro, Staphylococcus bigu 1 khd nZing khang chéo giita cephalexin va c4c khang
sinh loai methicilin,
Theo s8 ligu (ASTS) 1997, cephalexin ¢6 tic dung véi Staphylococcus aureus, Salmonelia, E. coli cé ti 18 khang cephalexin khodng 50%; Proteus cé tl 18 khing khodng
25%; Enterobacterc6 111¢ khang khodng 23%; Pseudomonas aeruginosa co 11 18 khéng khodng 20%.
DUGC BONG HOC:
Cephalexin hdu nhu dugc hdp thu hoan toan & dubing tiéu hda va dat néng do dinh trong huyét tuong vio khodng 9 va 18 microgam/ml sau mét gid vdi lidu udng tuong dng
250 va 500 mg; liéu gdp doi dat néng dp dinh gdp ddi. Usng cephalexin ciing vi thic &n 6 thé [am chdm kha ning hdp thu nhung tng lugng thudc hdp thu khding thay d6i.
C6 t6i 15% liéu cephalexin gdn ket vdi protein huyét tuong. Thoi gian bén thdi trong huy&t tudng & ngutsi 1n c6 chic ndng than binh thuding 13 0,5 - 1.2 gid, nhung & tré so
sinh dai hon (5 gid); va ting khi chic ndng than suy gidm. Cephalexin phan bd ring khip ca thé, nhung Iugng trong dich ndo thy khdng déng ké. Cephalexin qua dugc nhau
thai va bai tiét vao sTa me vdi ndng do thdp. Cephalexin khéng bi chuyén héa. Thé tich phan bd cia cephalexin 12 18 [it/1,78 m? dién tich cathé. Khodng 80% liu dung thai
trif ra nuéc tiéu & dang khdng i trong 6 gids du qua loc c4u than va bai tiét & 6ng thin: véi liéu 500 mg cephalexin, néng d trong nudc tiéu cao han 1 mg/ml. Probenecid
1am chim bai ti€t cephalexin trong nudc ti€u. C6 thé tim thay cephalexin & ndng d6 ¢6 téc dyng trj liu trong mat va mot it cephalexin c6 thé thai trif qua duting nay. /
Cephalexin dugc dao thai qua lpc mau va thdm phan mang byng (20% - 50%).
QUA LIEU VA CACH XU TRI:
Triéu ching:
Sau qud liéu c&p tinh, phdn I6n chi gay budn ndn, ndn v tidu chdy, tuy nhién cé thé gy qui min thdn kinh cova con dong kinh, dic biét & ngutsi bénh bj suy thn,
Cdchxd t:
Xi tri qué liéu cdn xem xét d€n khd ndng qué liéu cha nhiéu logi thudc, sy tuang tic thudc va duge ddng hoc bat thudng clia ngudii bénh,
Khéng cdn phdi riia da ddy, tris khi dd ung cephalexin g&p 5 - 10 I4n liéu binh thudng.
Loc méu cé thé gilp, dao thii thudc khdi mau, nhung thuding khong cén.
Bdo vé dudng ho hdp clia ngudi bénh, hd trg thdng khi va truyén dich. Cho udng than hoat nhiéu 14n thay thé hodc thém vo viéc ria da day. Céin bdo vé duding hd hip cla
ngudi bénh lic dang rifa da dy hoic dang diing than hoat.
BAQ QUAN: Nai khd mat, nhigt dg dudi 30°C, trénh 4nh sdng.

DE thudt xa tam tay tré em.

HAN DUNG: 36 théng k& tif ngay sin xuit.
TIEU CHUAN AP DYNG: Tiéu chudn cdsd
DOC KY HUGNG DAN TRUGC KHI DUNG
THUGC NAY CHI DUNG THEO DON CUA BAC ST

NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN CUA BAC SY .
THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC
VPC CONG TY c& PHAN DUQC PHAM CUU LONG
PHARIMEXCO 150 dudng 14/9 - Phudng 5 - Thanh Phg Vinh Long

TP. Vinh Long, ngay 4. thang oi-nam 2016
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