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OPXIL® 250
VIEN NANG CUNG

Doc ky hwéng dﬁn‘s(y dung trwéc khi dung.
Pé xa tam tay tré em.
Thubc nay chi dung theo don thuéc.

THANH PHAN CONG THU'C THUOC:

Méi vién nang clrng chiva:

Thanh phan dwoc chit:

Cephalexm (dwdidang cephalexin monohydrat) ... 250 mg
Thanh phan ta dworc: cellulose vitinh thé, magnesi stearat.

DANG BAO CHE:

Vién nang cirng.

C& nang s6 2, ndp nang mau xanh, than nang mau trdng céin =@»=_Bot

thuéc trong nang c6 mau trdng nga dén hoi vang.

DAC TiNH DU'Q'C LIFC HOC:

- Nhém duoc ly: Khang sinh nhém cephalosporinthé hé 1.

- MAaATC: JO1DBO1.

- Cephalexin la khang sinh ban tdng hop dung dwdng uong thuéc nhom
cephalosporin théhel. Cephalexin Ia khang sinh diét khuan cé co ché tac
dung la gan vao mét hoac nhiéu protein gan penicilin (PBP) l&n lwot e
ché tong hop peptidoglycan trong thanh t& bao vi khuén, do d6 &rc ché
sinh tdng hop thanh t& bao. Cudi cling, vi khuan bi tiéu hiy do tac dong
clia cac enzym ty tiéu thanh té bao (autolysin va murein hydrolase).

~ Phé khang khuan:

Céc chdng nhay cam:

+ Vi khuan gram dwong wa khi: Corynebacterium diphtheria,
Propionibacterium acnes, Staphylococcus nhay cam v&i methicilin,
Streptococcus, Streptococcus pneumoniae.

+ Vikhuan gram am wa khi: Branhamella catarrhalis, Citrobacter koseri,
Escherichia coli, Klebsiella, Neisseria gonorrhoeae, Pasteurella.

+ Vikhuén ky khi: Fusobacterium, Prevotella.

Céc chdng nhay cam vira:

+ Vikhuan gram am wa khi: Proteus mirabilis, Haemophilus influenzae.

+ Vikhuan ky khi: Clostridium perfringens, Peptostreptococcus.

- Khang thuéc:

+ Vi khuan gram dwong wa khi: Enterococcus (Streptococcus faecalis),
Listeria monocytogenes, Staphylococcus khang methicilin.

+ Vi khuan gram am wa khi: Acinetobacter, Citrobacter freundii,
Enterobacter, Morganella morganii, Proteus vulgaris, Providencia,
Pseudomonas, Serratia.

+ Vikhuan ky khi: Bacteroides, Clostridium difficile.

+ Khi thtr nghiém in vitro, Staphylococcus bidu 16 kha ning khang chéo
gilra cephalexin va cac khang sinh loai methicilin.

+ Céac chiing Staphylococci tiét penicilinase khang penicilin co thé xem
nhw khang cephalexm méc du két qua in vitro trén cac test nhay cam
van cho thay vi khu&n nhay cam véithube.

+ M6t s6 nghién cvu & Viét Nam ciing cho thay cephalexin bi d& khang it
nhidéu véi Staphylococcus aureus, Salmonella, E.coli, Proteus,
Enterobacter, Pseudomonas aeruginosa.

Co'ché dé khang:

- Vikhuéan dé khang thuéc theo mét hodc nhiéu co ché sau day:

~ Tiét men beta-lactamase phd rong va/ hoac enzym ma hoa qua trung gian
plasmid gay thuy phanthuéc.

- Giam ailwc cta cac protein gan voi penicilin.

- Giam tinh thdm mang ngoai cla mot so vi khuan Gram am, lam giam viéc
tiép can ctia thudc véi cac protein gan véi penicilin.

- Cacbom day thubc.

Mot té bao vi khuan cé thé co dong thoi nhiéu co ché khang thuoc Tay

thudc vao co ché hién co, vi khuan cé thé d& khang chéo véi mét sb hodc

tt ca cac beta-lactam khac va/ hodc cac khang sinh nhém khac.

DAC TiNH DUQ'C PONG HOC:

~ Cephalexin dwoc hap thu nhanh va gan nhw hoan toan qua dudng tiéu
héa. Ngwoilén ¢ chirc ndng than binh thuwdng uéng ltc déi mét liéu don
250 mg, 500 mg hodc 1 g cephalexin, néng d6 dinh trung binh trong huyét
twong dat dwoc trong khodng 1 gidr va 1an lwot twong tng véi khoang 9
microgam/ml, 18 microgam/ml hoac 32 microgam/ml. Néng do
cephalexin trong huyet thanh van dwoc phat hién sau 6 gio dung thuéc.
Su hép thu ctia thube gidm nhe khi ubng cung voithircan.

- Khoang 10% - 15% lidu cephalexin gan két véi protein huyét twong.

Cephalexin duoc phan bé réng rai trong co thé nhwng Iwgng thudc trong
dich nao tdy khong dang ké, triv khi mang nao bj viem. Cephalexin qua
dwoc nhau thai va bai tiét vao sira me véi ndng do thap.

- Théi gian ban thai trong huyét twong & ngudi lén cé chire nang than binh
thwongla 0,6 - 1,2 gid va téng khi chire nang than suy giam. Thoi gian ban
thai & tré so sinh c6 thé tang 1én do chirc nang than chwa hoan chinh
nhwng khéng co su tich Ity thubc khi dung liéu dén 50 mg/kg/ngay.
Khoang 80% liéu duing hodc nhiéu hon duwoc thai trir qua nwéc tiéu &
dang khéng dbi trong 6 gi& dau qua loc ciu than va bai tiét & dng than; voi
lidu 500 mg cephalexin, ndng do trong nwéc tiéu cao hon 1 mg/ml.
Probenecid lam cham bai tiét cephalexin trong nwéc tiéu. Co thé tim thdy
cephalexin & ndng d6 cé tac dung tri liéu trong mat va mét it cephalexin cé
thé thai triy qua dwdng nay. Cephalexin dwgc dao thai qua thdm phan
mau va mang bung.

CHIiPINH:

Cephalexin dwoc chi dinh trong diéu tri cac nhiém khuan do cac vi khuén

nhay cam véithudc gay ra nhu:

— Nhi&m khuén dwéng ho hap.

- Viémtaigitra.

- Nhiém khuén da va mé mém.

~ Nhiém khuén xwong khép.

— Nhiém khuén dwéng tiét niéu-sinh duc, bao gébm viém tuyén tién liét cAp
tinh.

- Nhiém khuén nha khoa.

LIEU LUQNG - CACHDUNG:

Liéu lwong:

- Ngwoilen
+ Liédu thwdng dung: 1 - 4 g/ngay chia thanh nhiéu lidu; hau hét cac loai

nhiém khuan dap wng véilidu 500 mg méi 8 gio.

Dbi v&i nhiém khuin da va mé mém; viem hong do lién cau khuan;
nhiém khuan dwong tiét niéu nhe khong bién chirng, lidu thuwdng dung:
250 mg mdi 6 gior hoac 500 mg méi 12 gio.

+ Lidu c6 thé 1&n t6i 4 g/ngay ddi voi nhlem khuén nang hoac do nhiém vi
khuan kém nhay cam. Nhung khi cn lidu cao hon 4 g/ngay, phai can
nhacdung mot cephalosporin tiém.

- Tré em tir 5tuditre’1én
+ Liédu thuwdng dung: 250 mg méi 8 gio.

+ Nhiémkhuan nang, liéu co thé tang 1&n gép ddi.

Trong didu tri nhiém lién cAu khuén beta tan mau, thoi gian diéu tri téi thiéu

10 ngay.

« Lwuy: dang bao ché ciia Opxil 250 la vién nang cieng. Vi vay, thudc chi
thich hop diing cho tré co kha ning nubt nguyén vién thuéc.

- Ngwei gia va bénh nhan suy than: can phai diéu chinh liéu cephalexin
theo d6 thanh thai creatinin. Lidu téi da hang ngay la 500 mg trong truwdng
hop suy than nang véi dé loc ciu than < 10 ml/phdt.

Cach dung:

Dung dwéng ubng. Nubt nguyén vién véi 1 it nwéc.

Do thtrc &n c6 thé 1am giam téc d6 hap thu ctia thude vi vay nén uéng luc doi,

tétnhatkhoang 1 gio' trudc khidn.

Trong tredng hop mét Ian quéndung thubc, can uong mot lidu ngay khinh¢

ra. Néu gan thdi diém udng liéu tiép theo, b qua lidu da quén va uéng liéu

ké tlep theo don thude. Khong twy dung lidu gép doi.

Métsé luvuy dac biét vé X ly thudc trwée va sau khi stv dung thudc:

Khéng co yéu cau dac biét vé xi Iy thudc sau khi st dung.

CHONG CHiDINH:

- Quaméanvéi cephalexin hogc voi batky thanh phan nao chia thubc.

- Nguwdi bénh cé réiloan chuyén héa porphyrin captmh

- Khéng duing cephalexin cho ngudi bénh cé tién st di ng v&i khang sinh
nhém cephalosporin.

- Nguwdi bénh co tién sir séc phan vé do penicilin hodc phan trng trdm trong
khac qua trung gian globulin mién dich IgE.

CANHBAO VA THAN TRONG KHIDUNG THUOC:

- Trwée khi bét du didu tri véi cephalexin, can phai diéu tra k§ vé tién st di
(rng clia bé&nh nhan v&i penicilin, cephalosporin va cac thudc khac vi da
¢6 nhirng bang chirng 1am sang cling nhw thtr nghiém labo vé phan (ng
chéo gitra penicilin va cephalosporin. Vi vay, can than trong khi dung
cephalexin cho nguwdi nhay cdm véi penicilin. Néu phan (ng di rng xay ra
trong khi diéu tri v&i cephalexin, phai ngirng thubc va co cac bién phap xt
trithich hop.

-~ Gibng nhw nhitng khang sinh phd réng khac, s dung cephalexin dai
ngay c6 thé lam phat trién qua mrc cac vi khuan khdng nhay cam. Néu boi
nhiém xay ra trong qua trinh diéu tri, can 4p dung céc bién phéap diéu tri hd
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tro thich hop.

Clostridium difficile lién quan dén tiéu chay (CDAD) da dwoc bao cao khi

st dung khang sinh, bao gom cephalexin va co thé xay ra & murc do tir

nhe dén de doa tinh mang. Vi vay, can xem xét can than nhi*rng bénh nhan
c6 triéu chirng tiéu chay trong va sau khi dung khang sinh. Néu nghi nge»
hoac xac dinh la CDAD, c&n ngwng dung cephalexin ngay lap ttrc, bdi phu
nwéc, chat dién giadi, protein va thay thé bang khang sinh diéu tri

Clostridium difficile.

- Cén than trong khi dung cephalexin & nhitng bénh nhan suy gidm chic
n&ng than. Nén cha y gidm lidu va didu chinh liéu cephalexin thich hop
dwa trén dé thanh thai creatinin.

- Cephalexin co thé gay dwong tinh trong thir nghiém Coombs. Trong cac

nghién ctru huyét hoc hodc trong qua trinh truyén mau khi cac xét nghiém

khang globulin dwoc thyc hién trén nhém nho, hodc trong thr nghiém

Coombs cho tré so sinh cé me dang dung khang sinh cephalosporin

trwéc khi sinh, da chixng minh rang két qua dwong tinh chia th» nghiém

Coombs c6 thé 1a do thudc.

O ngudi bénh dung cephalexin c6 thé ¢ phan (ng dwong tinh gia khi xét

nghiém glucose niéu béng dung dich “Benedict’, dung dich “Fehling” hay

viénddng sulphat.

- Thubc c6 thé gay kéo dai thoi gian prothrombin, déc biét & nhirng bénh
nhan suy gan, suy than, suy dinh dwng, bénh nhéan dang dung cac thuéc
diét khuan hoac cac thuc chéng déng mau. Do d6, khi dung cephalexin
cho cac dbi twong co nguy co cao néu trén, can theo déi thoi gian
prothrombin ctia bénh nhan va tién hanh cac bién phap xd tri thich hop
néu can.

- Cephalexin c6 thé anh huéng dén viéc dinh lvong creatinin bang picrat
kiém, cho két qua cao gia tao, tuy nhién mirc ting khéng cé y nghia trong
lam sang.

SUDUNG THUOC CHO PHU N{¥ CO THAIVA CHO CON BU:

Strdung thuéc cho phu niv cé thai:

Nghién ctru thuc nghiém va kinh nghiém 1am sang chwa thay c6 dau higu vé

ddc tinh cho thai va gay quai thai. Tuy nhién, do chwa cé nhirng nghién ctru

day du va kiém soat chat ché vé st dung cephalexin trén nhiing nguoi
mang thai vi vay nén than trong khi dung thuéc cho cac déi twong nay, chi
dung thuéc khi that can thiét va theo huwéng dan ctia bac si.

Swrdung thuéc cho phu nivcho con bu:

Néng dd cephalexin trong si¥a me rat thap. Tuy vay, van nén can nhéc viéc

ngwng cho con bu trong th&i gian ngwdi me dung cephalexin.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH

MAY MOC:

Chuwa cé bing chivng vé& anh hwéng clia thudc 1&n kha nang lai xe, van hanh

may moc.

TUONG TAC, TWONG KY CUATHUOC:

Twong tac cua thuée:

- Probenecid lam cham bai tiét cephalexin qua than, do dé, 1am tang néng
d6 trong huyét thanh va thoi gian ban thai ctia cephalexin.

- Dung déng thoi cephalosporin vé&i cac thuéc amphotericin,
aminoglycosid, thubc loi tidu manh (vi du furosemid), capreomycin,
vancomycin cé thé lam ting nguy co doc tinh trén than.

- Ha kali mau da dwoc bao cao & bénh nhan c6 bénh bach ciu dung déng
thoi thubc doc té bao véi cephalexin.

- Trong mét nghién ctu don I& trén 12 dbi twong khée manh ding
cephalexin liéu duy nhat 500 mg va metformin, cho thdy Cmax va AUC clia
metformin trong huyét twong téng trung binh Ian lwot 1a 34% va 24%, va
do6 thanh thai than ctia metformin gidm trung binh 14%. Khong c6 tac dung
khéng mong muén nao dwoc béo céo trén 12 dbi twong khde manh trong
nghién clru nay. Khadng co thng tin vé sw twong tac gifya cephalexin va
metformin sau khi dung nhiéu ligu. Y nghia lam sang ctia nghién ctru nay
khong r6 rang, dac biét la khong c6 trwong hop nao “nhiém acid lactic"
duocbao cao lién quan dén viéc didu tri bang metforminva cephalexm

— Cephalexin co6 thé 1am gidm tac dung clia oestrogen vi vay lam giam hiéu
qua clia cac thude tranh thai dwéng ubng, do dé can théng bao trwéc cho
bénh nhan.

- Cholestyraminlam cham sy hép thu & rudt clia cephalexin.

- Tac dung clia cephalexin c6 thé tang 1&n khi dung véi cac tac nhan gay
uric niéu.

- Cephalexin cé thé lam giam hiéu lwc clia vac xin thwong han.

Twongky cuathuée:

Do khéng c6 cac nghién ctru vé tinh twong ky cta thubc, khong trén 1an

thudc nay vai cac thude khac.

TAC DUNG KHONG MONG MUON CUATHUOC:

Til& phan rng khong mong mudn khoang 3 - 6% trén toan bd s6 ngudi bénh

dieutri.

- Thworng gap: (1/100 <ADR < 1/10)

+ Tiéu hoa: tiéu chay, budn non.
- Itgap: (1/1.000 <ADR< 1/100)
+ Mau: tdng bach cau wa eosin.
+ Da:néiban, may day, ngtra.
+ Xét nghiém men gan: ting transaminase gan (ASAT, ALAT) c6 hdi
phuc.

- Hiém g3p: (ADR < 1/1.000)

+ Toan than: mét moi.

+ Méau: gidm bach cAu trung tinh, gidm tiéu cau, thiéu mau tan huyét.

+ Héthan kinh trung wong: chong mat, dau dau.

+ Tiéu hoa: rbiloan tiéu héa, dau bung, nén, viém dai trang mang gia.

+ Than: viém than k& co hdi phuc.

+ Da va mé dwoi da: hdi chirng Stevens-Johnson, hE‘)ng ban da dang,
hoai tir biéu bi nhi&m doc (hdi chirng Lyell), phan (rng phan vé.

+ Nhiémkhuanva ky sinh truing: ngtra b6 phan sinh duc, viém am dao.

+ Hé mién dich: cac phan &ng phan vé.

+ Gan:viémgan, vang da (r mat.

- Khéngré tan suét:

+ Xét nghiém: test Coombs dwong tinh. Phan trng dwong tinh gia véi thte
nghiém glucose trong nwérc tiéu.

+ Héco xuong vamo lién két: dau khop, viem khop.

+ Nhiém khuan va ky sinh triing: nhiém n&m Candida am dao.

+ Toan than: sét.

+ Réiloan tam than: do giac, kich dong, 10 14n.

Thong bao ngay cho bac sy hodac dwoc sy nhirng phan trng c6 hai gap

phai khi st dung thuéc.

Hwéng dan cach xd tri ADR:

- Ngtrng cephalexin. Néu di t’ng hodc qua méan nghiém trong, can tién hanh
didu tri hd tro (d@m bao thong khi va st dung epinephrin, oxygen, tiém
corticosteroid tinh mach).

- Néu viém dai trang mang gia the nhe, thwéng chi can ngrng thube, cac
trwcyng hop thé vira va nang, can lwu y cho dung cac dich va chét dién
gidi, bé sung protein va diéu trj khang sinh co tac dung diéu tri viém dai
trang do C. difficile.

QUALIEU VA CACH XU TRi:

- Qualiéu:

Cac triéu chirng khi dung qua lidu cephalexin bao gdm: budn nén, nén,
tiéu chay, dau vung thwong vi, tiéu ra mau.

- Xt tri:

Trong trwdng hop st dung qua liéu cephalexin, cac bién phap diéu tri hd
tro chung dwoc tién hanh, bao gém: xét nghiém céan 1am sang, theo doi
huyét hoc, chirc néng than, gan va tinh trang déng méau cho dén khi bénh
nhan 6n dinh.

Céac bién phap loi tiéu cuwéng blrc, thAm phan mang bung, thdm phan
mau, truyén mau hodc dung than hoat thwdng khong dem lai hiéu qua khi
qua lidu cephalexin.

Khong can phai riva da day, triv khi da uéng cephalexin gap 5 - 10 1an lidu
binh thwong.

D3 c6 bao cao vé tinh trang tiéu ra mau ma khéng kém suy giam chirc
néng than & tré em dung hon 3,5 g cephalexm mot ngay. Trong trwdng
hop nay, can diéu tri hd tro' va thudng khong dé lai di ching.

QUY CACHBPONG GOI:

Hop 10 vix 10 vién nang cirng.

DIEU KIEN BAO QUAN: Khang qua 30°C, tranh &m va anh sang.
HAN DUNG: 36 thang k& tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUATHUOC:

Thubc dat theo tiéu chudn Dwoc dién My.

Q.
IMEXPHARM
Co sé sén xuét: CHI NHANH 3
CONG TY O PHAN DU'Q'C PHAM IMEXPHARM
tai Binh Dwong

Sb 22, Budng sb 2, KCN Viét Nam - Singapore I,
Phwong Hoa Phu, TP. Tha Dau Mét, Tinh Binh Duwong
Hotline: 1800 555 535 Email: imp@imexpharm.com
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