httBs [ltrun éamthuo(gcom/
s Thudcnay chidiing theo don thude.

+ Docky hudng dan sirdung trudckhiding.

o DE&xatim tay tréem.

« Tohuding dan sitdung néu tém tit cidcthdng tin quan trong cda thude.
Né&ucéin thém théngtin, xin hdiy kién bacsy hodc dugcesy.

THANH PHAN CONG THUCTHUGC: Mbi vién nang cling ch ia:

Thanh phin dugc chit:

Cefalexin (dudi dang Cefalexin monohydrat compacted) 500 mg.

Thanh phin ta dugc: Natristarch glycolat, Magnesi stearat, Colloidal silicon
dioxid A200, Nang ciing gelatin $60.

DANGBAO CHE: Vién nang cu’ng {xanhla-tia).

Mb ta dic didém bén ngoai cda thudc: Vién nang cling s6 0, ndp nang mau
xanh 13, than nang mautia. Bét thude bén trong mautrang nga, muidac biét.
CHIBINH:

Cefalexin dugc chi dinh trong cac nhiém khudn do cac vi khudn nhay cdm,
nhung khéng chidinh diéu tricic nhigm khudn nang.

- Nhiém khudn dugsng hé hdp:Viém phéqudan cip va mantinh, gian phé quan
nhiém khudn.

- Nhiém khuan tai, mi, hong: Viém tai gilia, viém xuong chiim, viém xoang,
viém amidan hécva viém hong.

-Viem duong tiét nigu: Viem bang quang va viém tuyén tién liét. Didu tri du
phéng nhigm khudn dusng nigutai phat.

-Nhiém khudn da, m& mém vaxuong (viem cottly).

- Diéu tri du phong viém mang trong tim do vi khudn. Diing cefalexin thay thé
amoxicillin hodc ampicillin @& d& phdng viém mang trong tim do Streptococcus
c tan huyét (nhém Viridans) sau khi lam cac thi thudt & dutsng hd hip, & rang,
trong truding hop di tng véi penicillin.

Ghi chti: Nén tién hanh nudi cdy va thir nghiém tinh nhay cdm ctia vi khudn
truGcvatrong khidiéutei. Can danh gid chiic nang thankhicd chidinh.
LIEUDUNG, CACHDUNG:

Liéuding:

Ludn dung thudc dingliéulugngtrong don thudc.

Tréem trén 15 tubiva ngudilon:

Liéu thuang dung cho ngudi Ien: 250 - 500 mg cach 6 gicyldn, tly theo muc
d6 nhiém khudn. Lidu cé thé [én t6i4 g/ngay ddivainhiém khudn ning hodc
do nhiém vikhudn kém nhay cam.

-Viém hongva viém amidan: 500 mg cach 12 gigyldn,dungitnhat 10 ngay.

- Nhi&m khudn xuong, khép, dudng hé hdp: 250 mg, cach 6 gisv/lan cho cac
nhiém khudn tor nhe dén vira. Dung liéu cao hon trong trueng hgp nhiém
khudnndng hodcdenhigm vi khudn kém nhay cdm.

-Nhi&m khudn dava cdutricda: 500 mg, cach 12 gic/ldn.

- Nhiém khudn dueng tiét nigu: Diéu triviém bang guang khéng bién ching,
thutng diing 500 mg, cach 12 gie/ldn, trong 7 - 14 ngay.

Tréemtrén 1 tudi:

Liduthuongdung:25-100 mg/kg/ngay, chiathanh 3 -4 dn (téida4 g/ngay).
-Viémtaigilia cdp:75- 100 mg/kg/ngay, chiadéu udng trong 4 lan.

-Viém heng va viem amidan: Diéu trjviém heng do lién cdu khudn Gtrétrén
1 tudi véi liéu 25 - 50 mg/kg/ngay, chia lam 2 1dn cach nhau 12 gid, dung it
nhdt10 ngay.

-Nhiém khudndava cdu trucda: 25 - 50 mg/kg/ngay, chia lam 2 1én cach nhau
12 gies.

*Didu chinh lidu ding cho ngudi suy thdn: Dung than trong cho ngudi suy
than nang vi liéu an toan cé thé thdp hon liéu théng thudng. Phai theo déi
chdt ché lam sang va xét nghiém: Khéng can giam liéu déi véingudi bénhcd
dé thanhthaicreatinin > 40 ml/phat.

Néu suy than (d& thanh thai creatinin < 40 ml/phut), liéu ddu tién bang liéu
théng thudng, sau dé diéu chinh liéu theo d¢ thanh thai creatinin nhubang
dusiday:

Bang diéu chinhliéucho ngudisuythan

D6 thanh thai Liéu dung (mg) Cach dung
creatinin (ml/phut)
11-40 500 Cach 8 - 12 gio/ldn
5-10 250 Cach 12 giorlan
Dudi 5 250 Cach 12 - 24 gidylan

*Didu chinhliutrong khithdm phdn:

-Tham phanm4u: 1 liduthudngdungche sauthdm phan.

-Tham phanmang bung liéntuctainha:Liéu nhungusisuythan.

Cach ding: Dung udng xa bira an, lac déi, udng 1 gicrtruge khidn.

- Truesng hop quén udng maét lidu dung: Hay udng ngay khi nhé ra. Néu thai
gian gdn véi ldn diing thudc tiéptheo, bé qua liéu da quénva hay dung lidutiép
theovaothdi gianthusng 1& Khéng ding lidu gap §6i dé buvao liéu dd quén.

- Truding hep udng qud nhidu vién thuéc: Hay gap ngay bac sy hodc téikhoa
Héistc- Capcduciabénhviéngdnnhit.

CHONG CHiDINH:

-Qua manvdicefalexin hodc véi bat cithanh phdnnaoctiathusce.

- Cefalexin khéng dung cho ngudi bénh cé tién sirdj ung véi khang sinh nhém
cephalosporin.

- Khéng ding cephalosporin cho ngudi bénh ¢6 tién sir séc phan vé do penicillin
hodc phan tmg trém trong khac gua trung gian globulin mién dich IgE.
CANHBAOVA THANTRONG KHIDUNGTHUGC:

- Cefalexin thusng duce dung nap t8t ngay cd & ngudi bénh di ing véi penicillin,
tuy nhién cling c6 rét it trudsing hop bidi ting chéo.

- Strdung cefalexin daingay c6 thé lam phat trién qua mic cac vikhudn khéng
nhay cam hodc ndm {vi du: Candida, Enterococcus, Clostridium difficile), trong
trueng hop nay nén ngling thudc. Pa cé théng bao viém dai trang gid mac khi
st dung cac khdng sinh phd réng, vi vy cdn phai chd y t6i vigc chdn dodn
bénh nay & ngudibénh tiéu chay ndng trong hoac sau khidung khangsinh.
-Giong nhu nhimg khang sinh dugc daothai chi yéu quathan, khithan suy,
phaigiam liéu cefalexin chothich hgp.

-Than trong khidungtrong nhimgthang dau cia thaiky.

- & ngudi bénh dung cefalexin & thé 6 phan ting duong tinh gia khi xét
nghiém glucose niéu bdng dung dich "Benedict’; dung dich"Fehling" hay vién
"Clinitest', nhung véi cic xét nghiém bang enzym thi khéng bianh hudéng.

- Cothéngbao cefalexin gdy duongtinh thirnghiém Coombs.

St dung thudc cho phu nit cé thai va cho conbua:

- Thai ky mang thai: Nghién ciu thuc nghiém va kinh nghiém lam sang
chuathdy cd dau hiéu vé doc tinh cho thaiva gdy quai thai. Tuy vy, do chua
<& nhing nghién cuu day dd va kiém seatchitché vé sirdung cefalexintrén
nhiing ngui mang thai, nén thudc nay phai dung than trong va chidung
cho ngudi mang thai khithatcan thiét.

- Thaiky cho con bu: Néng dé cefalexin trong sira me rdt thdp. Tuy vay, van
nén can nhic viée ngling cho con bi nhét thési trong thai gian ma ngudi me
ding cefalexin.

Anhhudng ciathudclan kha ning lai xe, van hanh may méc:

Thuéc c6 thé gdy chéng mat, mét mdi, do gidc, dau ddu (it gap). Cén than
trong khildixe, vdnhanh méy méc.

TUONG TAC, TUONG KY CUATHUGC:

Tuongtdccia thudc:

- Dung cephalosporin liéu cac cung véi cac thude khac ciing déc vai than
nhuamineglycosid, hay thusc lgitiéu manh {vidu furosemid, acid ethacrynic
va piretanid) <6 th& anh huding xdu t&i chic nang than. Kinh nghigm lam
sang chothdy khéng cé van dé givdi cefalexin & muclidu da khuyén cao.
-Dacé nhimg théng bao vé cefalexinlam gidm tacdung clia oestrogen trong
thudcudngtranhthuthai.

-Cholestyramin gin véi cefalexin Grudtlam cham suhdp thuctia ching.

- Probenecid lam tang néng dé treng huyét thanh vatang thaigian ban thai
cla cefalexin. Probenecid lam cham haitiét cefalexinquathan.

-Cefalexin cothélam ting tic dung cha metformin.

-Tac dung clia cefalexin cé thé ting 1&n khiding v6i cic tic nhan gay uric niéu.
-Cefalexin cothélam gidam hiéu lyc cha vicxin thuong han.

Tuongky ciiathudc:

Do khéng c6 cac nghién ciru vé tinh tuong ky clia thude dung dusng uéng,
khéngtronldnthude nayvéicacthudckhac,

TACDUNG KHONG MONG MUON CUATHUGC:
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Ty lé phan ung khéng mong muén khedng 3 - 6 % trén toan ho sé ngudi
bénh diéutri.
Bang téom tat cac phan iing khdng mong mudn:

Caccd quan |Tan sudt (%) Cac phan ting khéng mong mudn

Tiéuhda Thuong gdp | Tiéu chay, budnnén.
Higmgdp |RGi loan tiéu héa, dau bung, viém dai trang
giamac.
Mau tgap Tang bach cduuaeosin.
Hiémgdp |Gidmbach cdutrungtinh, gidm tiduciu.
Da frgdp  |Néiban, mayday, ngua.
Hiémgdp |Hbi ching Stevens - Johnson, héng ban da
dang, hoai tir biéu bl nhiém déc (héi ching
Lyell), phuQuincke.
Gan Fragdp Tadng transaminase gan c6hdiphuc.

Hiémgdp |Viémgan, vang daimat, ting ALT,tang AST.

Hé thén kinh Fragdp Lo&u, It 1an, chéng mét, mét mdi, do gide, dau

trung uong dau.

Tiét niéu, sinh| Hiémgdp |Ngida bd phan sinh duc, viém am dao, viém
duc than ké&co hdiphuc.

Khac Higmgdp |Nhing phan dngdidng, sécphan vé.

(*) Tan sudt tac dung khéng mong mudén dugc dinh nghia nhu sau: Rat
thutsing gép (ADR> 1710}, thuesng giip (1/100 < ADR < 1710}, it gip (1/1000 <
ADR < 1/100), hiém gap {1/10000 < ADR < 1/1000), rit hiém gip (ADR <
1/10000), khéng ré{khéng duge udc tinh tird i liéu c6 sdn).

Hu'éng dén cach xiitri ADR:

Ngimng strdung cefalexin. Néu di ting hodc qua man nghiém treng, can tién
hanhdiéu trihé trg {dadm bao théng khivasi dung epinephrin, oxygen, tiém
corticosteroid tinh mach).

Néu viém dai trang gid mac thé nhe thuting chi cdn ngiing thudc, cc trudng
hop thé vira va ning, cdn luu ¥ cho diing céc dich va chat dién gidi, bé sung
proteinvastdung khang sinh c6 tac dung diéutriviém daitrang do C difficile.
QUA LIEUVA CACH XU TRi:

Triéu chiimg va biéu hién khi sirdung thudcqualiéu:

Sauqud liéu cdptinh, phdn Ién chigay budn nén, ndn va tiéu chay, tuy nhign
c6 thé gay qua man thdn kinh cova con ddng kinh, dic biét & ngudsi bénh bj
suythan.

Céch xdrtri khi dung thudc quélidu:

- XU tri qud liéu cdn xem xét dén kha nang qua liéu cha nhiéu loai thudc, su
tuong tacthudc va duge déng hoc bt thudng changudi bénh.

- Khéng cdn phairda da day, trirkhi da uéng cefalexingdp 5-101an liéu binh
thudng.

-Tham phan mau cdthé gitp dao thai thudc khai maw, nhung thuiing khéng cin.
- Bdo vé duding hé hdp clia ngudi bénh, hé trg thong khiva truyén dich. Cho
udng than hoat nhiéu lan thay thé hodc thém vaoe viéc rira da day. Can bao vé
dudng hé hdp clia ngudi bénh ldc dang rlia da day hodc dang ding than hoat.
PACTINHDUGC LUCHOC:

Nhém duocly: Khang sinhnhém Cephalosporinthéhé 1.
MaATC:JO1DBO1.

- Cefalexin 1a mét khang sinh ban téng hop thudec nhém cephalosporin thé
hé 1.Tac dung diét khudn ctia thudc 1a do uc ché téng hgp thanh té bao vi
khudn. Thuc gin vao mét hodc nhiéu protein gén penicillin (PBP) ldn lugt
Uic ché téng hgp peptidoglycan trong thanh té bao vi khudn, vi vy tc ché
sinhténghgpthanh té bao.

-Vikhuén bitiéu hily do tac dong clia cac enzy mtu tidu thanh t& bao (autolysin
va murein hydrolase), trong khi lap rap thanh t& bao bi ngimg lai. Cefalexin la
khang sinh uéng, giéng nhu cac cephalosporin thé hé 1 (cefadroxil, cefazolin),
cefalexin cé hoat tinh invitro trén nhiéu ciu khudn ua khi Gram duong, nhung
téc dung han chétrén vikhudn Gram am.

Phokhdngkhudn:

-Cacchdng nhaycam:

+ Gram duong ua khi: Corynebacterium diphtheria, Propionibacterium acnes,

Staphylococcus nhay cam véi methicillin, Streptococcus, Streptococcus
preumoniae.

+Gram amua khi: Branhamelfa catarrhalis, Citrobacterkoseri, Escherichia coli,
Klebsiefla, Neisseria gonorrhoeae, Pasteurelfa.

+Vikhudn ky khi: Fusobacterium, Prevotella.

-Cacching nhay cdmvia {trénkhéng sinh dé 1a nhay cdm trung gian):
+Gram am ua khi: Profeus mirabilis, Haemophilus influenzae.

+Vikhudn ky khi: Clostridium perfringens, Peptostreptococcus.

Khdangthubc:

- Gram duong ua khi: Enterococcus (Streptococcus faecalis), Listeria monocytogenes,
Staphyiococeus khang methicillin,

- Gram am ua khi: Acinetobacter, Citrobacterfreundii, Enterobacter, Morganelfa
morganii, Proteusvulgaris, Providencia, Pseudomonas, Serratia.

-Vikhudn ky khi: Bacteroides, Clostridium difficile.

- Khi thar nghiém in vitro, Staphylococcus biéu 16 kha nang khang chéo gitra
cefalexinva cac khangsinh loai methicillin.

- Cac chiing Staphylococcitiét penicillinase khang penicillin c6 thé xem nhu
khang cefalexin, mdc du két qua invitro trén cac test nhay cam van cho thay
vikhudnnhay cdm véithudc.

-OVietNam, mét s& nghién clu trong nuéc ciing chothay cefalexin c6 khang
it nhidu véi Staphylococcus aureus, Salmonella, E.coli, Proteus, Enferobacter,
Pseudomonasaertiginosa.

DACTINHDUCCBONGHOC:

- Cefalexin duge hip thu nhanh va hdu nhu hoan toan &dudng tiéu hda. Ngudi
lén cé chic nangthan binh thuéing uéng lic déimét liéu don 250 mg, 500 mg
hodc 1 g cefalexin, néng dé dinh trung binh trong huyét tuong dat dugc trong
khodng 1 gits va tuong ting vao khodng 9, 18 hodc 32 microgam/ml. Néng dé
cefalexin trong huyét thanh van dugc phat hién 6 gits sau khi dung thudc.
Néng d¢ dinh trong huyét tuong thdp hon va chdm hon khi uéng cefalexin
cuing véi thiic an, nhung t8ng luong thude hdp thu khéng thay d6i. Cefalexin
duoc hip thu cham &tré nhé, ¢b thé gidm téi 50 % &tré so sinh, 84 c6 bio cdo
cho thiy néng d&dinh trong huyét tuong dat dugc trong vong 3 gicrddi véitré
dudi 6 thang tudi, trong vong 2 gics ddi véi tré tir 9 - 12 thang tudi va trong
khodng 1 gids d6i véi tré 16n hon. C6 t&1 15 % liéu cefalexin gdn kétvéi protein
huyét tuong. Thei gian ban thai trong huyét tuong & ngudi I&n cé chic nang
thdn binh thuéng 13 0,5 - 1,2 gis, nhung la khodng 5 gi&s &tré sosinh va khoang
2,5gi & tré 3- 12thang tudiva tang khi chiic ndng than suy giam.

- Cefalexin phan b& hdu nhuréng khip trong cdc mo va dich cothé, ké catai
mat, gan, than, xuong, dom, mat, dich mang phéiva hoatdich nhung lugng
trong dich ndo tly khéng déng ké. Cefalexin qua dugc nhau thai va bai tiét
vao siia me véi ndng @6 thap. Cefalexin khéng bi chuyén héa. Thé tich phan
b6 cla cefalexinla 181it/1,78 m* dién tich cothé.

- Khodng 80 % liéu dung hodc nhiéu hon thaitrirra nuée tiéu & dang khéng
d8itrong 6 gity ddu qua loc cdu thdn va bai tiét & éng than; vai liéu 500 mg
cefalexin, néng do trong nudc tiéu cao hon 1 mg/ml. Probenecid lam chdm
bai tiét cefalexin trong nudc tidu. Co thé tim thiy cefalexin & néng do cotac
dungtriligu trong mat va mot itcefalexin cothéthditrirquadudng nay.

- Cefalexin dugc dao thai gua thdm phan mauva thdm phan mang bung
{20%-50%).

QUY CACHBONG GOI:

-Hop 1 vix 10vién, hép 10 vix 10vién, hép 20vix 10vién.

-Chai 100 vién.

BIEUKIEN BAO QUAN: Noi khé, nhiét 36 dusi 30°C, tranh dnhsang.
HANDUNG: 36 thdng kétirngay sdn xudt.

TIEU CHUAN CHAT LUGNG: TCCS.

€O SG SAN XUAT:
CONGTY COPHAN XUATNHAP KHAU Y TE DOMESCO
& Dia chi: $6 346 duding Nguyén Hug, Phuting My Ph, Thanh phd
Caolanh, Tinh DéngThap

poMEsco  Diénthoai: 1800.969.660
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