Rx

EFALEXIN EECGEE

o Thuécnay chidung theo don thudc.

o Dockyhuéng dansitdung truéckhidung.

e Déxatamtaytréem.

o T&huéng dan strdung néu tém tat cac thong tin quan trong ctia thudc.
Néu can thém théng tin, xin hdiy kién bacsy hoac duocsy.

THANH PHAN CONG THU'C THUOC: Méi vién nang cting chfa:

Thanh phan dugc chat: Cefalexin (dudi dang Cefalexin monohydrat
compacted) 500mg
Thanh phan ta dugc: Natri starch glycolat, Magnesi stearat, Colloidal silicon
dioxid A200, Nang cing gelatin s60.

DANG BAO CHE: Vién nang cung (xanh-trang).

M6 ta dac diém bén ngoai ctia thuéc: Vién nang cling s6 0, ndp nang mau
xanh in 6 hinh ngéi sao, than nang mau trang in =DMC=. Bot thudc bén
trong mau trdng nga, mui dac biét.

CHiPINH:

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

- Nhiém khudn dudng hé hap: Viém phé quan cap va man tinh va gian phé
quan nhiémkhuén.

- Nhiém khuén tai, mi, hong: Viém tai gitfa, viém xuong chiim, viém xoang,
viém amidan hécvaviém hong.

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

-Nhiém khuan da, mé mém va xuang (viém ¢St tdy).

- Diéu tri dy phong viém mang trong tim do vi khuan. Dung cefalexin thay thé
amoxicillin hogc ampicillin dé dé phong viém mang trong tim do Streptococcus
alpha tan huyét (nhém Viridans) sau khi lam céac tha thuat & dudng hé hap, &
rang, trong trudng hgp di ting véi penicillin.

Ghi chu: Nén tién hanh nuéi cdy va thir nghiém tinh nhay cdm ctia vi khuan
trudc vatrong khi diéu tri. Can danh gia chiic nang than khi co chi dinh.
LIEUDUNG, CACHDUNG:

Liéudung:

Ludn dung thudc dingliéulugng trong don thuéc.

Tréemtrén 15 tudivangudilén:

- Liéu thudng dung cho ngudi I6n, udng 500 mg, cach 6 gid/lan, tuy theo
muc d nhiém khuan. Liéu c6 thé 1én tdi 4 g/ngay d6i vai nhiém khuan nang
hodcdo nhiém khuan kém nhay cam.

- Viém hong va viém amidan: Liéu 500 mg, cach 12 gid/lan, dung thudc it
nhat10ngay.

- Nhiém khudn xuong, khép: Liéu 500 mg, cach 6 gid/lan, trong trudng hop
nhiém khu&n nang hogc do nhiém vikhuén kém nhay cam.

-Nhiém khuan dudng hé hap: Liéu 500 mg, cach 6 gid/lan, trong trudng hgp
nhiém khu&n nang hodc do nhiém vikhuan kém nhay cam.

-Nhiém khuén da va cu tric da: Liéu 500 mg, cach 12 gioy/lan.

- Nhiém khudn dudng tiét niéu: DE diéu trj viém bang quang khéng bién
chiing, thudng duing 500 mg, cach 12 gid/lan, trong 7 - 14 ngay.

Diéu chinh liéu ding cho ngui suy than: Phai dung than trong cefalexin
cho ngudi suy than nang vi liéu an toan cé thé thap hon liéu thong thudng.
Phaitheo doichat ché lam sang va xét nghiém.

Khéng can giam liéu déi vai ngudi bénh cé dé thanh thai creatinin > 40 ml/pht.
Néu suy than (d6 thanh thai creatinin < 40 ml/phut), liéu dau tién bang liéu
théng thudng, sau dé diéu chinh liéu theo d6 thanh thai creatinin nhu bang
dudiday:

Do thanh thai creatinin Liéu dung Céch dung
(ml/phut) (mg)
11-40 500 Cach 8 - 12 gio/lan
5-10 250 Céch 12 gio/lan
Dugi 5 250 Cach 12 - 24 gig/lan

Diéu chinh liéutrong khithdm phan:

Tham phan mau: 1 liéu thudng dung cho sau thdm phan.

Tham phan mang bung lién tuc tainha: Liéu nhunguisuy than.

Cach dung: Dung udng. Thuc an c6 thé lam gidm téc d6 hap thu cta thudc,
néndung thudcxa bitaan. Udng luc déi, udng trudc khian 1 gio.

- Trudng hop quén uéng mét liéu dung: Hay udng ngay khi nhé ra. Néu thoi
gian gan véi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép
theo vao thi gian thudng lé. Khong dung liéu gap déi dé bu vao liéu da quén.
-Trudng hop udng qué nhiéu vién thuéc: Hay gap ngay bac sy hoac tdi khoa
Hoi stic- Cap cu clia bénh vién gan nhét.

CHONG CHIiDINH:

-Qua man vdi cefalexin hodc véi bat cirthanh phan nao ctia thuée.

-Khéng dung cefalexin cho ngudi bénh cé tién st dj ing véi khang sinh nhom
cephalosporin.

-Khong dung cephalosporin cho ngudi bénh cé tién str séc phan vé do penicillin
hodc phan ting tram trong khac qua trung gian globulin mién dich IgE.

CANH BAOVATHANTRONG KHIDUNGTHUOC:

- Cefalexin thuong duqc dung nap t6t ngay ca & ngudi bénh di ting véi penicillin,
tuy nhién cling c6 rét it trudng hop bi di ting chéo.

- Giéng nhu nhing khang sinh phé réng khac, st dung cefalexin dai ngay c6
thé lam phét trién qua mic cac vi khuan khong nhay cdm hogc nam (vi du:
Candida, Enterococcus, Clostridiumdifficile), trong trudng hogp nay nén ngling
thudc. Da c6 thong bao viém dai trang gid mac khi st dung cac khang sinh
phé rong, vivay can phai cht y ti viéc chan doan bénh nay & ngudi bénh tiéu
chdy nang trong hodc sau khidung khang sinh.

—Giéng nhunhimng khéang sinh dugc dao thai cht yéu qua than, khithan suy,
phai gidm liéu cefalexin cho thich hgp.

-Thi nghiém trén labo va kinh nghiém 1am sang khéng c6 bang ching gay
quai thai, tuy nhién nén than trong khi dung trong nhiing thang dau cta
thai ky nhu déi véi moiloai thuc khac.

- 3 ngudi bénh dung cefalexin c6 thé c6 phan ting duang tinh gia khi xét
nghiém glucose niéu bang dung dich "Benedict’, dung dich "Fehling" hay
vién "Clinitest’,nhung vdi cacxét nghiém bang men thikhéng bjanh huéng.
-Cothong bao cefalexin gdy duong tinh thirnghiém Coombs.

- Cefalexin c6 thé anh hudng dén viéc dinh lugng creatinin bdng picrat kiém,
cho két qua cao gia tao, tuy nhién muc ting dudng nhu khdng c6 y nghia
tronglamsang.

Sttdung thuéc cho phunircé thaivacho conbu:

- Théi ky mang thai: Nghién ctu thuc nghiém va kinh nghiém lam sang
chua thay ddu hiéu vé doc tinh cho thai va gay quai thai. Tuy vdy, do chua c6
nhiing nghién ctiu day du va kiém soat chit ché vé st dung cefalexin trén
nhimg ngudi mang thai, nén thuéc nay phai dung than trong va chi dung
cho ngudi mang thai khithat can thiét.

-Thai ky cho con bu: Néng d6 cefalexin trong stta me rat thap. Tuy vay, van
nén can nhc viéc ngiing cho con bu nhat thai trong thai gian ngusi me
dung cefalexin.

Anhhuéng ctia thudclén kha nang laixe, van hanh may méc:

Thu8c cé thé gay 1G1an, chéng mat, mét mdi, do gidc, dau dau. Can than trong
khivan hanh may moc, 1aitau xe, lam viéc trén cao va cac trudng hap khac.
TUONGTAC, TUONGKY CUATHUOC:

Tuongtacchathudc:

- Dung cephalosporin liéu cao cling véi cac thudce khéac ciing doc vdi than,
nhuaminoglycosid hay thuéclgi tiéu manh (vi du furosemid, acid ethacrynic
va piretanid) c6 thé anh hudng xau téi chiic nang than. Kinh nghiém lam
sang cho thdy khéng cé van dé gi vdi cefalexin @ muic liéu da khuyén cao.

- Da c6 mét vai thong bao vé cefalexin lam gidm tac dung cuia oestrogen
trong thuéc uéng tranh thai.

- Cholestyramin gén véi cefalexin & rudt lam cham su hap thu cda ching.
Tuong tac nay c6 théitquantrong.

- Probenecid lam tdng n6ng do trong huyét thanh va tang thai gian ban thai
cla cefalexin. Probenecid lam cham bai tiét cefalexin qua than. Tuy nhién,
thudng khdng can phai quan tam gi dac biét.

- Cefalexin cé thé lam tdng tac dung ctia metformin.

-Tac dung clia cefalexin cé thé tdng lén khi dung véi cac tdc nhan gay uric niéu.
- Cefalexin c6 thélam gidm hiéu qua ctia vécxin thuong han.

Tuongky ctiathuéc:

Do khéng ¢é cac nghién ctiu vé tinh tuang ky clia thuéc dung dudng udng,
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khongtrénlan thuéc nay vai cac thusckhac.

TACDUNG KHONG MONG MUON CUATHUGC:

Ty lé phan ung khéng mong muén khoang 3 - 6 % trén toan bd sé ngudi
bénh diéu tri.

Béang tém tit cac taicdung khéng mong muén:

Caccoquan| Tansuat
(*)

Cac phan ung khéng mong muén

Mau ltgdp Tang bach céu ua eosin.

Hiém gdip |Gidm bach cautrungtinh, gidmtiéu cau.

Héthankinh ftgdp  |Loau,ldlan, chéng mét, mét mai, do giéc, dau dau.

Tiéuhoa Thuding gdp | Tiéu chay, buén nén.
Hiém gdp |Réiloan tiéu hoa, dau bung, viém dai trang gid
mac.
Gan ltgdp |Tangtransaminase gan céhéiphuc.
Hiém gdp |Viémgan,vangda(rmat, tang ALT, tang AST.
Da ftgdp  |N6iban, may day, ngua.

Hiém gdp |H6i ching Stevens - Johnson, héng ban da dang,
hoai tr biéu bi nhiém doc (héi ching Lyell), phu
Quincke.

Tiét niéu -| Hiémgdp |Ngta bd phéan sinh duc, viém am dao, viém

sinh duc thanké co héiphuc.
Toanthan Hiém gdp |Pau dau, chong mat, phan ting phan vé, mét mai.
Khac Hiém gdip | Nhiing phan tng di ting, s6c phan vé.

(*)Tan suat tac dung khéng mong muén dugc dinh nghia nhu'sau: Rat thudng
gap (ADR = 1/10), thudng gap (1/100 < ADR < 1/10), it gdp (1/1000 < ADR <
1/100), hiém gdp (1/10000 < ADR < 1/1000), rat hiém gap (ADR < 1/10000),
khong ré (khéng dugc udc tinh tirdirliéu cé sn).

Huéng dan cach xirtri ADR:

- Ngung cefalexin. Néu di ting hodc qua man nghiém trong, can tién hanh
diéu tri hd trg (ddm bao thong khi va si dung epinephrin, oxygen, tiém
corticosteroid tinh mach).

- Néu viém dai trang gid mac thé nhe thudng chi can ngiing thudc, cac trudng
hgp thé viia va ndng, can luu y cho dung céc dich va chét dién gidi, b6 sung
protein va diéu trikhang sinh c6 téc dung diéu tri viém dai trang do C. difficile.

QUALIEUVA CACH XU TRI:

Triéu chiing va biéu hién khistirdung thuéc qua liéu:

- Sau qua liéu cap tinh, phan I6n chi gay buén nén, nén va tiéu chay, tuy
nhién c6 thé gay qua man than kinh co va con dong kinh, dac biét & ngusi
bénh bisuy than.

Cach xtrtrikhi dung thudc qualiéu:

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

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

-Tham phan méu cé thé gitip dao thai thudc khdi méau, nhung thudng khéng can.
- Bao vé dudng hé hap clia ngudi bénh, hé trog théng khi va truyén dich. Cho
uéng than hoat nhiéu 1an dé thay thé hodc thém vao viéc riia da day. Can
béo vé dudng ho hap clia ngudi bénh Itc dang rira da day hodc dang dung
thanhoat.

PACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém cephalosporinthéhé 1.

Ma ATC:JO1DBO1.

Cefalexin l1a mét khang sinh ban téng hop thuéc nhém cephalosporin thé
hé 1. Tac dung diét khudn clia thudc 1a do tic ché t8ng hgp thanh té& bao vi
khuan. Thudc gén vao mét hodc nhiéu protein gan penicillin (PBP) Ian lugt
Uc ché téng hgp peptidoglycan trong thanh té bao vi khudn, vi vy tc ché
sinh t8ng hgp thanh té€ bao. Vi khudn bj tiéu hily do tdc dong ctia cdc men tu
tiéu thanh té bao (autolysin va murein hydrolase), trong khi I3p rép thanh té
bao bingting lai. Cefalexin la khang sinh uéng; giéng nhu cac cephalosporin
thé hé 1 (cefadroxil, cefazolin), cefalexin cé hoat tinh in vitro trén nhiéu cau

khudn ua khi Gram duong, nhung téc dung han chétrén vikhudn Gram am.
Phékhdng khudn
-Cacchingnhay cam:
. Gram duong ua khi: Corynebacterium diphtheria, Propionibacterium acnes,
Staphylococcus nhay cdm véi methicillin, Streptococcus, Streptococcus pneumoniae.
.Gram am ua khi: Branhamella catarrhalis, Citrobacter koseri, Escherichia coli,
Klebsiella, Neisseria gonorrhoeae, Pasteurella.
.Vikhuan ky khi: Fusobacterium, Prevotella.
-Cacchiing nhay cdm vira (trén khang sinh d6 1a nhay cdm trung gian).
.Gram am ua khi: Proteus mirabilis, Haemophilus influenzae.
.Vikhuan ky khi: Clostridium perfringens, Peptostreptococcus.
Khdng thuéc
- Gram duong ua khi: Enterococcus (Streptococcus faecalis), Listeria monocytogenes,
Staphylococcus khang methicillin.
- Gram am ua khi: Acinetobacter, Citrobacter freundii, Enterobacter, Morganella
morganii, Proteus vulgaris, Providencia, Pseudomonas, Serratia.
-Vikhu&n ky khi: Bacteroides, Clostridium difficile.
Khi thir nghiém in vitro, Staphylococcus biéu 16 kha niang khang chéo gitia
cefalexin va cackhang sinh loai methicillin.
Céc chuing Staphylococcus tiét penicillinase khang penicillin ¢ thé xem nhu
khang cefalexin, mac du két qua in vitro trén cac test nhay cdm van cho thay
vikhuén nhay cam véithudc.
OViét Nam, mot s6 nghién clru trong nudc ciing cho thay cefalexin cé khang
it nhiéu véi Staphylococcus aureus, Salmonella, E.coli, Proteus, Enterobacter,
Pseudomonas aeruginosa.
DACTINHDUOGCDPONGHOC:
- Hap thu: Cefalexin dugc hdp thu nhanh va hoan toan & dudng tiéu hda. Ngudi
16n ¢6 chiic nang than binh thudng uéng ltc déi mét liéu don 250 mg, 500 mg
hodc 1 g cefalexin, néng do dinh trung binh trong huyét tuong dat dugc trong
khodng 1 gi¢ va tuong (g vao khoang 9, 18 hodc 32 microgam/ml. Néng do
cefalexin trong huyét thanh van dugc phét hién 6 gid sau khi dung thudc.
Néng dé dinh trong huyét tuong thap hon va cham hon khi udng cefalexin
cling véi thic &n, nhung téng lugng thudc hdp thu khong thay d6i. Cefalexin
dugc hap thu cham & tré nhd, cé thé gidm t6i 50 % & tré sa sinh; da c6 bao cdo
cho thdy néng dé dinh trong huyét tuong dat dugc trong vong 3 gid déi vai tré
duéi 6 thang tudi, trong vong 2 gid d6i vdi tré tir 9 — 12 thang tudi va trong
khodng 1 gi&r d6i vdi tré I6n hon. C6 tdi 15 % liéu cefalexin gan két véi protein
huyét tuong. Thai gian ban thai trong huyét tuong & ngudi I6n c6 chiic nang
than binh thuongla 0,5 - 1,2 gig; nhung la khodng 5 gig 3 tré so'sinh va khoang
2,5 gid &tré 3 - 12 thdng tudi; va tang khi chiic ndng than suy gidm.
-Phan bé: Cefalexin phan bé hau nhurong kh3p trong cdc mé va dich cothé
ké ca tui mat, gan, than, xuong, dom, mat, dich mang phéi va hoat dich;
nhung lugng trong dich néo tay khéng dang ké. Cefalexin qua dugc nhau
thaiva baitiét vao sita me vdindng do thap.
-Chuyén hoa: Cefalexin khéng bi chuyén héa. Thé tich phan bé cla cefalexin
1a18lit/1,78 m* diéntich cathé.
-Thai trir: Khodng 80 % liéu dung hodc nhiéu hon thai trirra nudc tiéu ddang
khéng déi trong 6 git dau qua loc cau than va bai tiét & 6ng than; véi liéu
500 mg cefalexin, néng d6 trong nudc ti€u cao hon 1 mg/ml. Probenecid
lam cham bai tiét cefalexin trong nudc tiéu. C6 thé tim thy cefalexin néng
d6 cé tac dung triliéu trong mat va mot it cefalexin cé thé thai trirqua dudng
nay. Cefalexin dugc dao thai qua thdm phan méau va tham phan mang bung
(20%-50%).
QUY CACHPONG GOI:
-Hop 1vix 10vién, hop 10vix 10 vién, hop 20 vix 10 vién.
-Chai100vién. .
PIEU KIEN BAO QUAN: Noi kho, nhiét do dudi 30°C, tranh anh sang.
HAN DUNG 36thang kétirngay sanxuat.
TIEU CHUAN CHAT LUONG:TCCS.
CO SG SAN XUAT:
CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phd, Thanh phé
Caolanh,TinhDongThap
DOMESCO  Dién thoai: 1800.969.660
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