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Thube nay chi dimg theo don !huéc

Thanh phén cong thire thube:

*Mbi lo thuéc bot pha tiém chira:

Cloxacilin (du6i dang ClOXACIlIN DATL). ... veevene e incereeeresiesnrnnres s s eessssnasasnsssessnsns s esa2gl ©
Dang bao ché: Thuoc bot pha tiém

Bot thude mau tréng hodc gan nhu tring, dugc dong trong lo thiy tinh trung tinh, nit kin bing
nut cao su, nip ngoai ‘oang nhom gan nhura.

Chi dinh:

URIZATILIN 2g dugc chi dinh & ngudi lén va tré em trong nhimg trudng hop sau:

Diéu Iri bgnk

- Nhiém khuin do tu cAu nhay cam

Nhiém khuén duong ho hép.

Nhiém khuén tai - miii - hong.

Nhim khuén thén.

Nhiém khuén dudng tiét nidu - sinh duc.

Nhidm khuﬁn mang ndo

Nhiém khuén xuong khop

Nhiém khuén rnang frong tim.

- Nhiém khuén da do tu ciu vi/hodc lién ciu nhay cam.

Diéu tri dw phong

- Diéu tri du' phong nhi€m khun hau phu trong phiu thudt thin kinh.

Cdn xem xét cdc khuyén nghi sic dung khéng sinh hop 1.

Cich ding - liéu ding:

Cich ding:

Tiém truyén tinh mach. Thoi gian truyén 12 60 phut.

Hoan nguyén bdt thudc trong 1o trong 16ml nude chit pha tiém.

Pha lodng trong 100 ml dung dich natri clorid 0,9% hodc glucose 5%.

Cloxacilin twong thich voi:

- Cac dung dich thuong dugc sir dung dé tiém truyén (natri clorid, glucose ding truong,
bicarbonat...)

- Hydrocortisol, procain HCI, hodc lidocain.

Cloxacilin khong twong thich véi cac dung dich acid amin, nhii twong lipid, truyén mdu.

D6 on dinh

Dung dich Cloxacilin: Str dung ngay sau khi pha.

Liéu ding:

Liéu luong phu thude vao chire nang thén va/ hogic chirc ning gan ctia bénh nhén, trong luong co
thé cua tré em.

Ngueoi lon:

Déi véi nhitng tricomg hop c6 chire ndng thdan binh thuong:

- Pidu tri: 8 — 12 g /ngay, chia lam 4 — 6 14n.
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- Phong nhi&m khuén hau phiu trong phéu thuét: Nén dy phong bang khang sinh trong thoi gian
ngén, thuong giéi han trong théi gian phau thuat, dbi khi co thé trong vong 24 gid, khdng duoc
vuot qua 48 gio.

- Liéu: 2 g khi géy mé. Sau d6 tiép tuc 1 g mdi 2 gir néu thai gian phiu thuft kéo dai. Thoi gian
didu tri bao gdm toan bd quy trinh phiu thut cho dén khi khau vét mo.

Trong suy than:

- Py thanh thai creatinine > 30 ml/phiit: Khéng cin diéu chinh liéu.

- D6 thanh thai creatinine < 30 ml/phat: Giam mot nia lidu ding hang ngay.

Trong suy gan:

- Néu suy gan c6 lién quan dén suy thin, khong phén biét mirc d¢ suy than: Giam mot nira lidu
ding hang ngay.

Péi twong cé chite ning thdn binh thuong:

- Pidu trj: 100 -200 mg/kg/ngay, chia thanh 4 — 6 lan, khéng vuot qua 12 g/ngay.

Tré em suy gan va/ hodc suy thdn :

- Liéu luong chua duge nghién ciru.

Chéng chi dinh:

- Qua min véi cloxacillin, hodic cac khang sinh beta-lactam khac (penicilin va cephalosporin).

- Tiém dudi két mac.

Cinh bio va thin trong khi ding thude:

- Phan tmg quéa mén nghiém trong va déi khi gay tir vong (sé¢ phan vé) da dugc quan sat trong
nhitng bénh nhan sir dung thubc beta-lactam. Cén diéu tra k§ ludmg vé tinh nhay cam, phan tng
di img vdi céc khang sinh beta-lactam trude khi tiém URIZATILIN 2g. Néu cé bit ky phén tmg
di Umg nao xay ra, cin ngung ding thudc va thay thé bing cac bién phap diéu tri thich hop.

Di tmg chéo giira cac khang sinh penicilin va céac khang sinh cephalosporin chiém 5 — 10% cac
truomg hop.

- Viém dai tring gia mac da duoce bo cdo & hdu hét tit ca céc loai khéng sinh. Chin doan nay
nén duoc dé cap & nhitng bénh nhan bj tiéu chay kéo dai hodc ning trong hodc sau khi diéu tri
bing khéng sinh. Trong trudng hop nay, ap dung céc bién phap diéu trj phai dugc thuc hién ngay
lap tirc. Ngimg diéu tri khang sinh nén duge xem xét. Thube tre ché nhu dong rudt la chéng chi
dinh trong tinh huéng nay.

- Trong truong hop suy than, cin diéu chinh lidu néu d§ thanh thai creatinine duéi 30 ml/phut.

- O nhitng bénh nhén suy gan lién quan dén suy than cin phai diéu chinh liéu.

- Sir dung cloxacilin lidu cao & bénh nhan suy thin hodic bénh nhin c6 tién sir co git, déng kinh
hodc réi loan mang ndo cé thé din dén réi loan thin kinh.

- Thén trong trén dbi tuong tré so sinh vi nguy co ting bilirubin méu do canh tranh lién két véi
protein huyét thanh.

- Thude nay thudmg khong nén két hop véi methotrexate.

- Trong mbi lo URIZATILIN 2g c6 chira 105,6 mg natri. Cén chu y dén nhimg bénh nhén phai
tudn thu theo ché dd in kiéng nghiém ngit.

Sir dung thubc cho phuy nir ¢6 thai va cho con bii:

Phu nit mang thai: Dit liéu 1am sang trén mét s6 lugng han ché bénh nhén va dir liéu nghién
ciru trén dong vét khong cho thiy di dang hodc doc tinh trén thaJ nhi. Vi vay cé thé sir dung
thude cho phu nit mang thai & bat cir g1a1 doan nao thai k¥, khi can thiét.

Phu nit cho con bii: Thudc cé thé bai tiét vao sita me voi mot lugng thap va lugng thube bu vao
cung vdi sita thip hon liéu diéu tri rét nhidu & tré so sinh. Do d6, viéc cho con bu 1a ¢6 thé khi
ngum me dung URIZATILIN 2g. Tuy nhién, ngung cho con bt hodc ngung ding thudc khi tré
c6 biéu hién tiéu chay hodc nhiém nim candida hoac phét ban.
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Anh huwong cia thuﬁc l1én kha nang ldi xe, vin hanh may méc:

Chua c6 bing chimg vé anh huéng cuia thude 1én kha nang 14i xe, véin hanh may méc.

Tuong tac, twong ky ciia thude:

Methotrexat khi két hop véi khang sinh penicilin, metrotrexat bj trc ché bai tiét qua ong than,
lam tang ndng do thube trong mau, do d6 lam tang tac dung va ddc tinh ctia né.

Cic vin dé djic bigt vé mit can bang chi s6 INR:

Nhiéu truémg hop ting tic dung ctia thube chéng dong dudmg udng khi sir dung déng thdi cling
khang sinh d& dugc bao cdo. Viém, nhiém khuan , tudi tic va tinh trang chung cta b¢nh nhén
duoc coi nhu 1a yéu t6 nguy co. Trong nhitng truong hop nay, kho phan biét gita bénh ly nhiém
khudn va diéu trj cua n trong sw xuit hién mét can bing chi s6 INR. Tuy nhién, mdt s khéng
sinh ¢¢ lién quan nhiéu hon, bao gém: Fluoroquinolon, macrolid, cyclin, cotrimoxazol va mot sb
cephalosporin.

Téc dung khong mong 0 -uon ctia thude:

- Rbi loan mién dich: Nbi mé day, phu Quincke, sé-c phan vé, ting bach céu 4i toan.

- Réi loan da va mé dudi da: NoOi mé day co ngudn goc di img hodc khong. Ban do da dang,
hoi chimg Stevens Johnson, hi chimg Lyell. Hdi chimg DRESS (ting bach cliu 4i toan va céc
triéu chimg toan thén).

- Réi loan tiéu héa: Budn ndn, non, tiéu chay, viém dai tring gia mac.

- Rbi loan gan — mat: Viém gan it mat, ting transamin hiém va vira (ASAT, ALAT).

- Réi loan thin kinh: Viéc sir dung cloxacilin liu cao, ddc biét dbi véi bénh nhéan suy than, c6
thé déin dén bénh néo, rbi loan ¥ thitc, nhim IAn, 16i Ioan van déng, nhugc co, co giat.

- Rbi loan than va tiét nidu: Viém thin k& mién dich cap tinh.

- Réi loan hé théng mau va bach huyét: Thiéu mau, giam ticu cAu, giam bach ciu, mét bach cau
hat.

- Chung: Sét.

Théng bdo ngay cho bdc sT hodc diegc st nhitng phan img cé hai gdp phai khi sir dung thude.
Qua lleu va cach xir tri:
Céc biéu hién qué lidu: Than kinh, thén va tiéu hoa nhu d6i véi cac khang sinh penicilin M.
Xt tri: Ngimg dung thube, diéu tri tri¢u chimg va hd trg.
Pic tinh dwoe lwe hoe:
Cloxacilin thudc nhém khéng sinh penicilin M (penicilin khéng beta-lactamase)
M ATC: JO1CF02
Néng dé trc ché téi thiéu (MIC) duge thanh 1gp boi Uy ban khéng khuén Chau Au.
Kiém tra d6 nhay (EUCAST) dugc trinh bay dudi day:

Nong do téi han EUCAST cho Cloxacilin
Chuing vi khuan Nhay cam (mg/ml) Khéng (mg/ml)
Staphylococcus aureus =2 >2
Staphylococcus lugdunensis | <2 >2
Staphylococci coagulase am | < 0,25 >0,25
tinh

T¥ 1& khang thubc tiy thude vao timg thoi diém va timg vi trf dia 1. Rét hitu fch néu ¢6 thdng tin
vé khéng thube tai dia phuong, dic biét trong nhitng ca nhiém khuén nghiém trong.

Phén nhom

Cac ching thudmg nhay cam:

- Vi khuén Gram duong hiéu khi:
Streptococcus pyogenes

- Vi khuén ky khi
Clostridium perfringens
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Céc chung ¢6 d6 nhay cam thay doi (khang thude > 10%)
- Vi khudn Gram duong hiéu khi
Staphylococcus aureus (1)
Staphylococci coagulase am tinh (+)
(+) Ty 1& khang thudc > 50% tai Phip
(1) Khang methicilin tir 20 -30%, dac biét trong bénh vién.

Dic tinh dwge dong hoc: ) '

- Hép thu: Cloxacilin én dinh trong da day, dugc hap thu tot qua niém mac dudng tiéu héa
(70%).

Sau khi ubng, ndng d6 dinh trong méau dat duge sau 1 gid va ty 1& thudn véi liéu dimg. 9 mg/1 déi
v6i liéu 500 mg.

Sau khi truyén finh mach 2 g trong 20 phiit, ndng dd dinh huyét thanh thu duge 1a 280 mg/ml.
Thoi gian ban thai 45 phit ¢ ngudi ¢ chire nang than binh thudmg.

- Phén bé: Lién két protein huyét twong 90%

Cloxacilin khuéch tan duoce vao nude 6i, mau thai nhi, dich bao hoat dich va mé xuong.

- Chuyén héa: Cloxacilin duge chuyén hoa kém.

- Thai trir: Sau khi uéng, phan khdng hip thu dirgc loai bd qua dudmg rudt dudi dang khéng hoat
ddng, phAn da hip thu duge loai bd chu yéu qua dudmg tiéu va 10% qua mat.

Sau khi tiém thubc duge thai trir:

+ Qua dudng tiét nidu: & dang hoat dong, loai bo 70-80% lidu tiém frong vong 6 gio.

+ MAt: & dang hoat dong, 20 -30% liéu tiém.

Quy cach déng goi:

Hép 10 lo thube bt pha tiém.

Diéu kién bio quan: Noi khd, dudi 30°C tréanh 4nh sdng. Dung dich sir dung ngay sau khi pha.
Han ding: 24 thing ké tir ngay san xuét

Tiéu chuin chit lwgng: Tiéu chuén co sd.

Tén, dia chi ciia co s& sin xuit:

Céng ty ¢b phin Dugc phdm Trung wong I - Pharbaco

160 Ton Pirc Thing - Hang Bot - Déng Da - Ha Ngi

Apco  Dién thogi: 024-38454561; 024-38454562 Fax: 024-38237460
San xuét tai: Thach L3i - Thanh Xuin - Séc Son - Ha Noi




