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Thubc nay chi ding theo don thubc HA NOI
1. Thanh phén, ham lweng thudc:
M&i lo chira:

Thanh phan hoat chat: Cloxacillin (duéi dang Cloxacillin natri monohydrat) 1g
Thanh phan ta duge: Khong co

2. Dang bao ché: Bot thudc pha tiém, mau tring dén gan tring.

3. Chidinh

Diéu tri
* Cac nhiém khudn do tu ciu nhay cam:
- Nhiém khuén ho hép.
- Nhiém khuén tai, miii, hong.
- Nhiém khuén than.
- Nhiém khuén tiét niéu — sinh duc.
- Nhiém khuén xwong va khép.

Nhiém khuan mang néo.
Viém noi tdm mac

*Nhi®m khuin da do tu cAu va/hoic lién ciu nhay cam.

Piéu tri dy phong
*Dy phong nhiém khuin sau phiu thudt thin kinh: dit dn lru dich néo tiy trong
(internal CSF shunt placement).

4. Liéu ding, cich ding

Liéu lirgng

Liéu lugng phu thudc vao chirc nang than va/hodc chirc ndng gan cua bénh nhén; dbi véi
tré em, liéu phu thudc vao cin ning cua tré.

Nguwoilon

Bénh nhan co chite nang than binh thuong

Diéu tri

*8 — 12 g/ngay, chia 4 dén 6 lan.

Trong phéu thuét: Du phong nhiém khuén sau phiu thujt

Du phong khéng sinh chi nén ding trong thdi gian ngén va héu hét giéi han trong thoi gian
phiu thuat, c6 thé kéo dai t6i 24 gior sau khi phau thuat nhung khong duoc sir dung qué 48
gi& sau phiu thuit.

*2g truyén tinh mach khi bét da"iuygﬁy mé.

*Sau d6 1 g truyén tinh mach, mdi 2 gios khi phau thuét kéo dai.
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Str dung khang sinh'dé du phong can duoce duy tri trong sudt thoi gian tién hanh phiu thuat
cho dén khi khiu vét mo xong.

Bénh nhan suy giam chirc ndang thin .

* D0 thanh thai creatinin > 30 ml/phit: khong can di€u chinh ‘liéu. '

* D¢ thanh thai creatinin < 30 ml/phat: licu tong hang ngay can giam xuéng mdt nira.
Bénh nhén suy gidam chirc ning gan

5 bénh nhan cd chirc nang gan va chire nang thén giam, bat ké mirc d suy giam chirc ning
than: liéu tong hﬁng ngay can giam xuong mot nira.

Trée em

Tré em co chirc ning thin binh thuong

Diéu tri

* 100 — 200 mg/kg/ngay, chia 4 dén 6 lan, khong qua 12 g/ngay.

Liéu & tré em suy giam chirc ning than vi/hoic gan chua duoc nghién ciru.

Cach ding
Truyén tinh mach
Cloxacilin ding dudng truyén tinh mach, thoi gian truyén kéo dai hon 60 phut. Hoéan
nguyén vai 16ml nudc pha tiém.
Pha lodng thanh 100ml trong dung dich natri clorid 0,9% ho#c dung dich dextrose 5%.
Cloxacillin trong thich vai:

- Dung dich thudng duge sir dung dé truyén (natri clorid 0,9%, dextrose 5%, natri

bicarbonat ...)
- Hydrocortisony, procain hydroclorid hoac lidocain hydroclorid.

5. Chéng chi dinh
Qué mén véi cloxacilin, cic khng sinh beta-lactam khac (c4c penicilin va cephalosporin).
Tiém dudi két mac.

6. Cinh bdo va thin trong khi ding thube

Néu xay ra phan tmg dj tmg, cin ngimg thudc va sir dung cic bién phap diéu tri thich hop.
Cac phan (mg di tng mirc d9 niing d6i khi gy tir vong (sbe phan v¢) da dugc bao cdo &
mét sd trudng hop bénh nhén sir dung cdc khang sinh beta-lactam. Do dé, truée khi ké
khang sinh beta-lactam cén khai thac tién sir sir dung thudc ctia bénh nhan. Chéng chi dinh
diing cho bénh nhén c6 tién sir dj tmg véi cac loai thude nay.

Ty 1§ khang chéo gitra cac penicilin va cac cephalosporin 14 5 — 10%. Do d6, thudc bj chéng
chi dinh sir dung cho cédc bénh nhén c6 tién st dj ing dbi voi cac khéang sinh beta-lactam.

Viém dai trang gia mac ciling duge bdo cdo & bénh nhén dwoc didu tri véi hdu hét tit ca cac
loai khang sinh bao gdm cloxacilin. Cin xem xét chin do4n & bénh nhan tiéu chdy kéo dai
va/hodc ning trong sudt hodc sau khi didu tri khang sinh. Néu bi viém dai trang gia mac
cin bit ddu cdc bién phép diéu tri thich hop ngay lap tire. C6 thé xem xét ngirng thube.
Trong nhitng trudmg hop ndy, viée sit dung céc thude trc ché nhu dong rudt bi chéng chi
dinh.

Bénh nhan c6 chirc niing thin suy gidm, diéu chinh lidu 1a can thiét néu d¢ thanh thai
creatinin dudi 30 ml/pht.
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O bénh nhén ¢6 chirc nang than va chirc ning gan suy giam, bit ké mirc d suy giam chire
niing than, didu chinh liéu 1a cin thiét.

St dung penlc:lm M liéu cao & bénh nhan c6 chirc nang than suy giam hodc bénh nhan ¢o
céc yéu to nguy co nhu tién sir co glat, diéu trj dong kinh hodc tén thwong mang nio cé thé
gy ra rdi loan thn kinh trong mot sb trudmg hop hiém gip.

Cﬁn than trong khi ding cloxacilin cho tré so sinh do ¢6 nguy co ting bilirubin huyét do
gén canh tranh v6i protein huyét twong (vang da nhén).

Thudc thudong khéng duge sir dung két hop v&i methotrexat.

Thubc c6 chira natri. Mbi lo chira 2,3 mmol (53,8 mg) natri. Cin than trong khi st dung
thudc dbi vai bénh nhan ¢6 ché d6 an kiém so4t natri chat ché.

7. Sir dung thudc cho phu nir cé thai va cho con bi

Phu nit cé thai

Cloxacillin ¢6 thé sir dung trong thoi gian mang thai, néu cdn thiét, bat ké giai doan nao
cta thai ky. Cac dir liéu 14m sang tir mét s6 lugng gigi han bénh nhén nir va dong vat khong
cho thdy bét ky tac dung gy di dang hoic doc tinh v6i thai nhi ciia Cloxacillin.

Phu nir cho con bii

Céc pemclllm duoc bai tiét vao sira véi mot lugng nho, va lugng duoc tiéu hbéa qua sita me
théip hon liéu dleu trj d6i véi tré so sinh. Do d6, trong khi dﬁng Cloxacxllm co thé cho con
bu. Tuy nhién, cin dirng viéc cho con bu (hodc dirng viée diéu tri) néu tré bi ti€u chay, nim
do candida hoéc ban do.

8. Anh huéng ciia thudc 1én khé niing l4i xe va vin hinh miy méc
Do thude c6 thé gy Ia 13n, cir dong bat thuong, co gidt nén can thén trong khi l4i xe va
vén hanh may méc sau khi ding thudc.

9. Twong tic, twong ky thude

Twong tic:

Nhu d6i véi cac penicilin khéc, tron cloxacilin véi cac aminoglycosid in vitro s& lam mat
tic dung lan nhau déng ké. Néu can thiét phai ding c4 2 loai khéng sinh nay, phai tiém &
hai vi tri khic nhau, cich nhau it nhat 1 gid.

Vn:c ding ddng thdi lidu cao cloxacilin véi cac chit chéng déng méau (coumarin, hoic din

Xuit 1ndand10n hoédc heparm) c6 thé lam t%ing nguy co chay mau vi cac pemcﬂln {rc ché két
tap tiéu cdu va do d6 cén phai theo ddi cdn than ngudi bénh vé diu hiéu xuét huyét,

Khong nén dung cloxacilin véi cac chit 1am tan huyét khdi vi ¢6 thé 1am tdng nguy co xuit
huyét niing.

Viée sir dung cloxacilin véi cac thude doc hai gan ¢6 thé tang thém mirc do déc hai gan.
Nong dé trong mau cia cloxacillin tﬁng 1én néu ding cling véi probenecid do probenecid
lam giam bai tiét c4c penicilin qua ong thén va ting nguy co ddc hai néu dung chung.

Tuwong ky:
Khéng khuyén cdo két hop cloxacilin véi:
*Methotrexat:
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Sir dung két hop lam tang tac dung va doc tinh trén huyét hoc clia methotrexat do trc ché
bai tiét qua ong thén cia methotrexat do céc penicilin.

Khéng duge tron cac khang sinh aminoglycosid véi cloxacillin ciing nhu véi cac khang
sinh beta-lactam, vi né 1am mat tic dung in vitro lan nhau. Néu c6 chi dinh didu tri phdi
hop, phai tiém thudc & hai vi tri khac nhau, cich nhai it nhét mét gid. Thude ciing twong
Ky vdi tetracyclin, erythromycin va polymyxin B sulfat.

Cic vin @ dc bigt lién quan dén miit can bing chi sé binh thuwong héa quéc té INR
Rt nhiéu trudng hop ting hidu qua ctia cac thude chéng dong duong udng di duge bio
céo & bénh nhén sir dyng khéng sinh. Céc yéu t6 nguy co bao gdm tinh trang nhiém khuén,
tudi va tinh trang chung cia co thé, Trong céc trudng hogp cb cac yéu td nguy co nay, rit
khé dé phan biét giira tinh trang nhiém khuén va khang sinh, yéu té nao li nguyén nhan
dén dén mét cén bing INR. Tuy nhién, mdt s6 nhém khéang sinh bao gdm fluoroquinolon,
macrolid, tetracyclin, cotrimoxazol va mét s6 khang sinh cephalosporin thuong lién quan
dén mét cén bing INR.

10. Tic dung khéng mong mudn ciia thube

- Rdi loan hé mién dich:

N6i mé day, phi né, xay ra & rét it trudng hop, séc phan vé, ting bach ciu wa eosin.

- Réi loan da va dwéi da:

Ban dét san do dj tng hodc khéng. Mot sb trlr(‘irng hop c6 ban d6 hodc bong nudc trén da
(hi chiing Steven Jonhson, hoi chimg Lyell, hong ban da dang) da dugc bdo cio.

- Réi loan tiéu hoa:

Nén, budn nén, tiéu chay c¢6 thé xay ra.

MOt sb hiém cac trudong hgp bi viém dai trang gia mac da duge béo cdo.

- Rbi loan gan mit:

Mot s6 hiém cdc trudng hop ting transaminase nhe (AST, ALT) va mét sb hiém cac truong
hgp viém gan vang da da dugce bao céo.

- Réi loan thin kinh:

Sir dyng penicilin M liéu cao, &@ mdt sd bénh nhin c6 chirc ning thin giam, c6 thé géy bénh
niio, rbi loan nhan thire, 1 14n, cir dng bt thuong, co giat.

Réi loan than va tiét ni¢u

Viém than k& di (rng mién dich cip c6 thé xay ra.

- Réi loan hé mau va bach huyét:

Ri loan méu c6 thé phuc hdi: thiéu mau, giam tiéu céu, gidm bach cdu va giam bach ciu
hat da dugc bao céo.

- Réi loan toan thén:

S6t.

Théng bdo cho bdc s hogic digc si nhitng tic dung khéng mong muon gip phai khi si
dung thubc.
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11. Qui liéu va cdch xir tri

Céc ddu hiéu trén than kinh, thin va tiéu hoa khi qué liéu d3 duge bio cdo khi ding
penicilin M.

Xir tri: Giam liéu, ngirng ding thude.

Diéu tri ngd doc hoiic di img nhu véi benzylpenicillin.

12. Pic tinh dugce lye hoc

Cloxacillin 1a mdt khéang sinh thuéc nhdém beta-lactam trong nhém penicilin M.

Mi ATC: JO1CF02

Co ché tac dung va co ché khang thudc: trc ché tng hop thanh té bao vi khuén theo co ché
gidng nhur benzylpenicilin, nhung khang penicilinase ctia Staphylococcus Vivay thude c6
hoat tinh chéng Staphylococcus sinh hoiic khong sinh penicilinase véi ndng dd toi thiéu tr
ché khoing 025 -0,5 microgam/ml. Nhung cloxacilin khéng cé hoat tinh véi
Staphylococcus aureus khang methicilin (MRSA) do vi khuin nay c6 nhimg protein gin
penicilin (PBP) bién d6i. Hoat tinh d6i v6i Streptococcus nhu Streptococcus preumoniae
va Streptococcus pyogenes thap hon benzylpenicilin, nhung thudmg du tic dung khi cac vi
khuén ndy ciing ¢6 mit v6i Staphylococcus khang penicilin. Cloxacilin khéng ¢6 hiéu lwc
vai Enterococcus faecalis.

Phé tic dung

Nong d6 trc ché tdi thidu (MIC) theo cong bd ciia Uy Ban chau Au vé thir do nhay cua
khang sinh (European Committee on Antimicrobial Susceptibility Testing) ngay 27-04-
2010 v.1.1. dugc trinh bay trong bang dudi day.

Vi sinh vit D§ nhay (S) (mg/l) D§ khang (R) (mg/L)
Staphylococcus aureus <2 >2

Staphylococcus <2 >2

lugdunensis

Tu cau khong tiét| <0,25 >0,25

coagulase

Mirc do dé khang cd thé thay doi tuy thudc vao vang dia ly va thoi diém ddi véi timg ching
nhét dinh. Do d6, cin ¢6 thong tin v& mirc do dé khang & céc viing, diic biét khi didu tri cac
nhiém khuén nang Néu cén thiét, nén tham khao y kién cia cac chuyén gia khi hiéu luc
ctia thude trong didu tri nhiém khuén dang xét bi nghi ng&r do ¢6 hién tuong khang thudc.

Phan loai

Cac chiing luén nhay cim

Vi khuin hiéu khi Gram duong
Streptococcus pyogenes

Vi khudn ky khi

Clostridium perfringens

Cic ching nhay cim c6 mire d§ khing dap irng (acquired resistance) > 10%
Vi khudn hiéu khi Gram dwong

Staphylococcus aureus (1)

Tu cau khéng tiét coagulase (+)
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(+) Mirc d6 khang thude & Phap 1 > 50%.
(1) Mitc d¢ khang methicilin 1a khoang 20 — 30% d6i véi Staphylococcus aureus

13. Dic tinh Dwgc dong hoc

Phan b

Sau khi uéng, ndng do dinh trong huyét twrong dat durge sau 1 gid ding thude va ty 18 véi
lidu diing, khoang 9 mg/L déi véi lidu 500 mg.

Si}u khi tiém‘u'uyén tinh mach 2 g trong 20 phut, ndng do dinh huyét thanh dat dugc khi
ket thic truycn 1a 280 mg/L.

Thdi gian bén thai 12 khodng 45 phit & bénh nhan c¢é chirc ning than binh thudng. Déi véi
tré so sinh, thoi gian ban thai kéo dai hon.

Mirc d gin protein huyét tuong la khoing 90%.

Cloxacilin dugc phan bb vao trong dich i, mau thai nhi, hoat dich va mé xXuong.

Chuyén héa

Cloxacilin hau nhu khéng bj chuyén hoa.

Thai tric

Sgu khi uéng, phin khong h'z"ip thu dugc tl?éi trir duéi dang khong c6 hoat tinh. Phin thube
hap thu dugc thai trir cht yéu qua nude tieu va 10% trong dich mét.

Sau khi tiém truyén, cloxacilin dugc thai trir;
- trong nuéc tiéu dudi dang c6 hoat tinh trong 6 gidy, chiém khoang 70 — 80% lidu tiém.
- trong dich mat, dang co hoat tinh, chiém khoang 20 — 30% lidu tiém.

14. Quy cach dong goi:
Hop 25 lo.

15. Piéu kién bio quin, han dung, tiéu chuin chit lrong

Bio quan:

Trude khi hoan nguvén: Bao quan noi khé mat, tranh dnh séang. Nhiét do dudgi 30°C.

Sau khi hoan nguyén: P9 6n dinh vit ly va héa hoc ciia dung dich hoan nguyén voi nudc
pha tiém da dugc chimg minh trong vong 6 gi & 30°C.

Tuy nhién, theo quan diém vi sinh, nén sir dung dung dich ngay sau khi hoan nguyén. Néu
chua st dung ngay, viéc kiém soét thoi gian bao quén va diéu kién bao quéan truée khi dung
la trach nhi¢m cua riéng ngudi dung.

Sau khi pha loding: P6 6n dinh vt Iy va héa hoc ciia dung dich sau khi pha lodng chwra
duge chirng minh. Dung dich pha lodng nén dugc sit dung ngay lap tuc.

Han diing: 3 nim ké tir ngdy san xuét.
Tiéu chuin chit hrgng: TCCS

16. Tén va dia chi ciia co s& san xuat:
PANPHARMA - Z.I. du Clairay Luitre, 35133 Luitre Dompierre - PHAP



