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CEPHALEXIN MKP 500

Dé xa thm tay tré em.
Poc k§ huirdng din sir dung tnrée khi dung.

Thudc nay chi dung theo don thude.

Thanh phén céng lht‘rcé: thude: mdi vién chua
* Thanh phan hoat chit
Cephalexin monohydrate turong duong cephalexin. ...
* Thanh phan ta dugc: magnesium stearate.

Dang bao ché cua thubc:
Vién nang cirng.

MS ta san phdm:

Vidn nang cimg sb 0, ndp mau xanh 14, than mau kem, bt thudce trong nang mau

tréng hodc tréng nga
Chi dinh:

CEPHALEXIN MKP 500 duoc chi dinh trong didu trj cac nhiém khuln do céc vi

khudn nhay cam:

- Nhidm khuan dudng hd hép

- Viém tai gi(ra.

- Nhiém khuén da, md mém

- Nhidm khuln xurong khép.

- Nhiém khuén dudng tiét niéu, bao gdm ca viém tuyén tién liét cip tinh.
- Nhiém khudn rang.

Cach dung, lidu ding:

* Cach dung:
- Dudrng dung: dudng ubng.
- Nén udng nguyén vién véi nudrc,
* Lidu dung:
- Ngudri Ion:
+ Lidu th dung cho ngudri I&n tir 1 - 4g/ngay chia déu mdi 8 gidr.

+ Nhidm khuan da va md mém, viém hong do lién cAu khuln, nhiém khuan
dudng tiét nidu nhe va khdng bién ching: lidu thudmg dung 500mg mdi 12 gidr.
+ Trong trurdng hgp nhidm khudn nang hon hodc nhiém khudn gy ra bdi cac vi
khuén kém nhay cam, cb thé dung lidu cao hon. Néu can lidu cao hon 4g/ngay,
cAn cn nhic dung cephalosporin dudng tiém.
- Tré em:
; Lidu thudng dung cho tré em 1a 25 - 50mg/kg thé trong/ngdy, chia lam nhiéu
lan.
+ Viém hong do lién cdu khudn, nhidm khudn duéng tiét nidéu nhe va khdng bién
chirng: lidu dung c6 thé chia 1am mdi 12 gieian,
+ Dbi v&ri hAu hét cac nhiém khudn, lidu lugng c6 thé dung nhu sau:
« Tré em dudi 5 tudi. 125mg, mdi 8 gidr.
« Tré em tir 5 twdi trdr 18n: 250mg, mdi 8 gid.
+ Trong nhirng truéng hop nhidm khudn nzng, lidu dung c6 thé tang gép doi.
+ Viém tal gitra: lidu dung c6 thé 1&n dén 75 - 100mg/kg thd trong/ngay, chia

lam 4 1an.
+ Didu trj nhiém khuln do Streptococcus beta tan mau nén kéo dai it nhat

10 ngay.
- Ngudi cao twdi: dung nhu lidu khuyén cao & ngudi 16, ngoai trir phai didu

chinh lidu ding trong trurdmg hop ngudi cao tudi bj suy than.

- B&nh nhan suy than: cephalexin phai dugc sir dyng than trong va cin didu
chinh lidu phu hop véi mirc d6 suy than cho bénh nhan suy than, theo dol chat ché
1am sang va cAn 1am sang, dung lidu thap nhat néu c6 thé. Didu chinh lidu khi co

suy than, dugc khuyén céo nhu sau:

P4 thanh thai creatinine Lidu ding
Trén 40ml/phat Dung nhu lidu khuyén céo & ngudi Idn
11 - 40ml/phat 500mg, mdi 8 - 12 gid/lan
5 - 10ml/phut 250mg, mbi 12 gid/ian.
Dudéi Smi/phit 250mg, mbi 12 - 24 gié/|An.

- Didu chinh lidu cho bénh nhan trong khi thAm phan, dugc khuyén céo nhu sau’
+ Bénh nhan thAm phan mau: 1 liéu thudng dung sau thdm phan.
+ Bénh nhan thAm phan mang byng lién tyc tai nha. lidu ding nhu bénh nhan

suy than.
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Chéng chi djnh: _
- Ngutri co tidn sur di Ung véi cephalexin, hode vé cac khang sinh nhém

losporin, hodic véri thanh phén tb.duqc oiin thube
0({03;”0‘060 tibn sir sbc phan v6 do "‘3 dung khang sinh nhém penicillin, hodc phan
(rng trAm trong khac qua trung gian midn dich IgE.
Canh bao va thin trong khidung thube:

- Phan (g quéa man: tru¢c khi chi dinh didu tr) bing cephalexin, cAn phai didu tra
k§ vd tidn sir dj ung cua ngudri bénh vl khang sinh nhom cephalosporin, penicillin
hoac vorl thubc khac. Cop.halexin nén lMp trong diing cho nguet c6 1bn st 8 e
véri khang sinh nhom penicillin. Nghién clru & phéng thi nghidm va kinh nghigm lam

' héo gitra ceph :
sang cho thAy da xay ra phén (rng chéo g phalosporin va penicillin, phén (g
cb tgé trAm trong (bao gbm sbc phan vd) & ca hai logi thube, nbu &y ra phén (mg

d| irng, bénh nhan cAn ngung thubc ngay va dibu tr bang nhing bidn phép thich
hop. _

- Viém dal trang gid mac: viém dai trdng gid mac do Clostridium difficile 44 dugc
bao céo khi sir dung khang sinh phd rdng va khang sinh nhém cephalosporin, mire
a6 cb thé tir nhe dén vira hodc nang de doa tinh mang, vi vy cin quan tam dén
chin dodn nay & b&nh nhan bj tidu chdy trong hodc sau khi chi dinh véi cephalexin

va nén than trong khi chi dinh didu tri khang sinh phd rdng cho nhimg ngudri ¢ bénh

vé dudng tidu hoa, dac biét 1a bénh viém dai trang. Néu xdy ra viém dai trang gia
mac do Clostridium difficile, bénh nhan ngimg thubc va cAn nhéc didu tr cac lidu
phép thich hop, khong duoc chi dinh thubc (rc ché nhu dng rudt trong truémg hop
nay.
- Téng sinh quéa mirc cac vi khudn khdng nhay cam: vigc sir dyng kéo dai
cephalexin c6 thé 1am tang sinh qua mirc cac chung khdng nhay cam, can theo doi
bénh nhan cAn than, néu bj bdi nhidm nghiém trong trong didu trj, cAn ngirng thubc

- Sir dyng thubc cho bénh nhan suy than. do cephalexin chli yéu do thai qua
than, do d6 nén sir dung than trong va diéu chinh lidu tuy theo mic 4§ suy than &
b&nh nhan suy than, khuyén c4o str dyng lidu thAp nhat néu cb thé

- Phan (rng da: ngoai ban myn m toan than cép tinh (AGEP) da dugc béo céo
c6 lién quan dén viéc didu trji bing cephalexin. Khi b4t ddu chi dinh didu trj bang
cephalexin, cAn thong bao cho b&nh nhan vé cac du hiéu, triéu chirng va theo ddi
chat ché cac phan (rng da c6 théd xay ra & tudn dAu tién didu trj bAng cephalexin,
néu x3y ra cac phan (rng da, bénh nhan cAn ngung thubc ngay va didu trj thay thé
nén dugc xem x6t.

- Xét nghiém khang globulin tryc tiép: cb thé xdy ra phdn irng Coomb tryrc tiép
duong tinh gid cho bénh nhan dang didu trj véi cephalexin.

- Binh lugng glucose trong nudc tidu: trong thei gian didu tri véi cephalexin c6 thé
cho két qua duong tinh gia trong xét nghiém glucose niéu khi sir dyng phuong phap
khir ddng (vién nén ddng sulfate, dung dich Benedict's hodc dung djch Fehling's).
Khuyén céo sir dung phuong phéap thir nghiém oxy héa glucose enzyme.

Str dyng thubc cho phu nir cé thal va cho con bu:

- S(r dung thubc & phy nir ¢ thai: cac nghién clru trong phong thi nghiém va kinh
nghiém Iam sang khdng cho thdy bang chirng cla tic ddng gay quai thai, tuy nhién
nén than trong khi sir dyng cephalexin cho phy nr mang thai.

- St dyng thudc & phy nir cho con ba: cephalexin dugc dao thai qua sGa. Sau khi
dung lidu cephalexin 500mg, ndng dd dinh dat dugc trong slra khodng 4mcg/ml sau
4 gi&r va khéng tim thy sau 8 gi¢r dung thubc. Can phdi than trong sir dung
cephalexin trong théi gian cho con ba, tét nhat 1a ngirng cho con b sa trong théi
xian dung thuébc.

nh hwéng lén kha ndng 1al xe va vin hanh may méc:

Chura dugc biét anh hudng cia thubce I&n kha nadng l4i xe, van hanh may méc. Tuy
hiém gdp cac tac dyng khdng mong mudn nhu chéng mét, do giac, dau diu, nhung
bénh nhan can than trong khi l4i xe va van hanh may méc khi dung thube.

Twong tac, trong ky cta thubce:

* Tuong tac cua thudc:

- Khang sinh kim khuén. giéng nhu cac khang sinh nhém cephalosporin,
cephalexin chi hoat ddng chdng lai cac vi sinh vat tdng sinh, do 46 khdng nén két
hop vé&i khang sinh kim khuén.

- Probenecid: 1am tiang néng dd thubc trong huyét thanh va tang théi gian ban thai
cua cephalexin, lam cham bai tiét cephalexin qua thén

- Khang sinh gay ddc trén than viéc dung cephalexin v&i khang sinh gay ddc trén
thdn (nhu: aminoglycoside, polymyxine, colistine) cé thé anh hudng xau t&i chire
nang than.

- Thubc Igi tiu manh: viéc dung cephalexin véi thubdc Igi tiéu manh (nhu:
furosemide, acid ethacrynic va piretanide) c6 thé anh hudng xau dén chirc nang
than.
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| - Thubc kKhaing 0ng dudmg udng: sir dung két hop cephalexin va thude khang
dong Audrng udng cd thd kéo dai thiri gian prothrombin.,
- Gentamicin: ha kall mau cb thé xdy ra & bénh nhan bénh bach chu ac tinh dang
Gidu trj bAng thudc 34¢ 1 bao sir dung 3dng thoi gentamicin va cephalexin
| - Metformin: cephalexin co thé 1am tang tac dyng cha metformin khi dong ddng
| thir.
| - Thudc tranh thai: 33 b bao céo ridng 18 vd cephalexin 1am gidm tac dyng
| oestrogen trong thudc tranh thai
| - Cholestyramine: gén v cephalexin & rudt 1am chadm sy hip thu cla
| cephalexin, do 36 nén dung cephalexin trudre 1 gidy hodc sau 4 - 6 gid sau khi dung
cholestyramine.
- Céc vaccine thurong han: cephalexin ob tac dyng chéng lai Saimonella typhi nén
cb thé 1am gidm hidu Iy cda vaccine thurong han, do 86 khuyén cdo ding vaccine
thurong han sau 24 gidr sau khi ubng cephalexin,
* Tuwong ky cla thube:
Do khdng ¢b céc nghién clru v tinh tirong ky ca thube, khang trdn 1Bn thube
| ndy vori céc thudc khac
| Téc dyng khdng mong mudn (ADR):
- Thudmg gdip (1/100 < ADR < 1/10): tidu héa (tidu chdy)
| - It g&p (1/1.000 < ADR < 1/100):
| + Gan: tang transaminase ¢4 hdi phyc.
+ Da: phét ban, may day, nglra.
+ Méau va hé bach huyét: tang bach clu uva eosin
+ H& thin kinh trung wong: lo 8u, 10 18n, chong mat, mét mdi, o gidc, dau diu.
- Hiém g&p (1/10.000 < ADR < 1/1.000):
;u‘nouhoa:r&loon&uhbo.nbn.bubnnbn,daubum.khb&u.v&bmdolmng
mac.
+ Gan: vidm gan, vang da r mt, tdng ALT, tang AST.
+ Da: hdl chimg Stevens-Johnson, hdng ban da dang, hoai tr bidu bi nhidm ddc
(hdi chirng Lyell), phi Quincke, ngoai ban myn md toan than cp tinh (AGEP).
;x:uumbochhuyét gidm bach clu trung tinh, gidm tidu cAu, thibu méu tan
t.
;&Hoﬁbtniou-shhduc:ngoabOphonsinhduc.MmAmdao.vi&nmankécb
phuyc.
+ Toan than: dau du, chdong mét, phan (ng phan vé, mét mdi.
+ Khéac: sbc phan vé
| - Thdng béo ngay cho béac sT hodc duge sT nhirg phan (g cb hal gdp phai khi
| s dyng thubc.
Qué lidu va cach xir tri:
* Qua lidu: céc tidu chimg sau khi ding qua lidu 1a budn ndn, ndn, tiéu chay, dau
thugng vi, tidu ra méu; tuy nhién cb thé gy qua miin thin kinh co va con dong
kinh, d&c biét & bénh nhan suy thdn.
| * Cach xir tri:
| - Hién chura cb thubce gidi ddc déc higu khi qué lidu cephalexin, do 46 trong trudmng
|  hop quéa lidu ndng cin didu tri h trg, phai theo dbi thit ky vd méu, chirc nang gan,
| than va tinh trang ddng mau cé trén 1am sang va trong phong thi nghiém.
| - Bdo v§ dudmg hd hip cia bénh nhan, hd trg thong khi va truydn dich Ia cAn
| xem xét khi chi dinh didu tri qué lidu cephalexin. Chi dinh uéng than hoat nhidu 1&n
| aé thay thé hodc c6 thé két hop nira da day trong trudmg hop ubng cephalexin gép
| 5- 10 1An lidu binh thudng, bdo vé dudng hd hdp ngudi bénh dang rira dg day
( hoéc dang dung than hoat
- Tham phan phic mac va thAm tach mau cb thé gitp dao thai thubc ra khdi méu,
nhung cOng rét hiém khi phdi chi dinh dung cac bién phap nay.
Déc tinh duge lyre hoc:
| - Nhém duge ly: khang sinh cephalosporin thé hé 1.
- M ATC: JO1DBO1.
| - Co ché tac dyng:

E—

| + Cephalexin 14 khang sinh nhém cephalosporin thé hé 1 ding theo dudmg ubng,

tac 6ong bng cach (rc ché sy tdng hop thanh cac té bao dang phan chia cia vi
| khudn baing cach két ndi voi mdt hodic nhidu penicillin lién két protein (PBPs).
| Céc protein nay lién két v&i mang cla thanh té bao vi khudn. Két qua 1a hinh
| thanh 1 thanh té bao khéng ddy dd (thAm thdu khdng hoan toan).
| + Gibng nhur cac khang sinh cephalosporin thé hé 1, cephalexin c hoat tinh
| :m‘trogénnh.::uviid\uﬁnhléukhlGnmducngnt\mgtécdbnghand“trﬁnvi
n Gram &m.

| + Phd khang khuln:

-
-I“:,:' -\;;.'.1 b

« Céc vi khulin cdn nhay cdm vér cephalexin nhir sau:
« Vi khulin hibu khi Gram duong' Streptococous beta tan mau,
Staphylococcus [bao gdm céc ching tiét coagulase (+), coagulase (-) v
penicillinase], Streptococcus, Streplococcus pneumoniae, Corynebacterium
diphtheriae, Propionibacterium acnes.
« Vi khuln hibu khi Gram am: Klebsiella, Citrobacter koserl, Nelsseria
oese, Pasteurella
« Vi khulin ky khi Gram 8m: Fusobacterium, Prevotella.
« Céc vi khuln nhay cdm mirc 0 trung binh véi cephalexin:
« Vi khuln hibu khi Gram Am: Proteus mirabilis, Haemophilus influenzae.
» Vi khuin ky khi Gram duong: Clostridium perfringens, Peptostreplococcus.
« Khéing thubc: céc vi khulin khang cephalexin nhu sau:
« Vi khulin hibu khi Gram duong: hiu hét céc chling Enterococcus
(Streptococcus faecalis) va mdt vai ching Staphylococcus, Staphylococcus
khang methicillin, Listeria monocytogenes, Staphylococcus aureus.
« Vi khudin hidu khi Gram 8m: Acinetobacter calcoaceticus, hdu hét céc chang |
Enterobacter, Morganella morganii, Proteus, Proteus vulgaris, Providencia, |
Serratia, Pseudomonas, Pseudomonas aeruginosa, Herellea, Escherichia 1‘
coll, |
* Vi khudin ky khi Gram duong: Clostridium difficile, Bacteroides. |
* Vi khuln ky khi Gram Am: Salmonella |
« Khi duoc thir nghigm bang phurong phép in vitro, Staphylococcus bibu 10 kha
nang khang chibu gira cephalexin va khang sinh loai methicillin.
« Céc chiing Streptococcus pneumoniae tiét penicillinase khang penicillin c6
thé xem nhu khang cephalexin, mac di két qua in vitro trén cac thir nghiém
nhay cam vin cho thdy vi khuln con nhay cdm véi thube
Déc tinh duge ddng hoc:

- Hap thu: cephalexin bdn virng trong mdi trrdmg acid va sy hip thu thubc khéng
bj Anh hurdmg bdi thirc &n. Sau khi ubng, thubc nhanh chéng dugce hap thu hoan
todn & dudng tidu hba va ndng 30 dinh trong huyét tuong dat dugc trong khodng
1 gi¢r sau khi cephalexin 500mg Ia 18mg/lit va mirc 49 didu trj dugc duy tri
trong 6 - 8 gi&r. Hap thu gidm nhe nbu dung thube véi thirc &n, ndng 4 dinh cia
thude trong huyét tuong thdp hon va chdm hon khi ubng cephalexin ciung véi thirc
an nhung tdng lvong hép thu khdng thay adi

- Phain bd cb &1 15% lidu cephalexin gan két véi huyét trong. Cephalexin phan
phéi hAu nhu rdng khip trong cac md va dich co thé, kb ca tii mat, gan, than,
xuong, dadm, mat, dich mang phdi va hoat dich. Cephalexin qua dugc nhau thal va
bai tiét vao sra me & ndng a4 thap. Thé tich phan bd clia cephalexin 14
18 1iV1,78m’ didn tich co thé

- C::auybn héa: khdng c6 bing chimg v& chuyén héa cephalexin sau khi ubng.

- Thai tru

+ Khodng hon 90% thubc dugre thai trir trong nuéce tidu & dang khéng abi trong
6 - 8 gir GAu qua loc chu than va bal tiét & bng than, ndng a9 dinh dat duoc
trong nuérc tibu kha cao 1a 2 200mgA cho lidu cephalexin 500mg. Cephalexin
dugc dao thai qua loc méu va thdm phan mang byng
+ Khong cb tich 10y dugc tim thdy véi lidu tdi da 4g/ngay.
+ Thoi gian ban thai & bénh nhan chirc ndng than binh thudmg 1a khodng
0.5 - 1,2 gir va tang 18n khi chirc nang than suy gidm. Thoi gian ban thai tang
In & tré 50 sinh 1a khodng 0,5 gi¢r va tré em tir 3 - 12 thang tudi 14 2,5 gier;
khong c6 tich Iy dugc tim thiy & tré em voi lidu tbi da 50mg/kg/ngay
Quy céch déng gol:
= VI 10 vién. HOp 1 vi
» Vi 10 vién. HOp 10 vi.
- Chal 100 vién
- Chal 200 vién
- Chai 500 vién.
D::o ki§n bao quan:
quén noi khd réo, tranh
Han dung: anh sang, nhiét 3 khong qua 30°C.
36 ké tir san . .
mmn ch‘tnoay : T)é;uéé .KMng sir dyng thubc hét han ding.

Tén, dja chi cia co s& san xubt:

g’gnc TY CO PHAN HOA-DU'Q/C PHAM MEKOPHAR
/5Ly Thutmg Kigt - P. 15 - Q. 11 - TP. H Chi Minh - Viét Nam




