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1. Tén thube: U zﬂ*ﬁfﬁ&““ S
2. Céc déu hiéu hru y’}a"hhyen cf0 khi ding thude:
Bé xa tim tay ctia tré em
Poc ki hwong din sik dung trieée khi ding.
3. Thanh phén cdng thite thude (cho 1 lo thude bot pha tigm):

URIZATILIN 0.5G

Cloxacilin (dudi dang Cloxacilin NAtrT). ce.veeenienrenieeenennies s mirnimess - 00,3 gaM,
URIZATILIN 1G

Cloxacilin (dirdd dang Cloxacilitnn Dati). . covov c s s imssar 10 SATD:

4. Dang bao ché: Thudc bjt pha tiém.
M5 ta san phim: Thube déng trong lo thity tinh trung tinh, ndt kin bing cao su, ndp ngoai bang
nhém gan nhya.
5. Chi dinh:
URIZATILIN duge chi dinh ¢ ngudi 16n va tré em trong nhitng truong hop sau
Diéu tri bénh
- Nhiém khuén do tu ciu nhay cam
+ Pudmg hé hép.
+ Tai — mii - hong.
-+ Thin.
+ Pudng tiét niéu - sinh dyc.
+ Mang nio
+ Xuong khép
+ Mang trong tim.
- Nhi®m khuén da do tu ¢iu vi/hoiic lién céu nhay cam.
Piéu tri dw phong
- Pidu tri du phong nhi&m khuén hiu phiu trong phiu thuat thin kinh.
Cdn xem xét cde khuyén nghi str dung khdng sinh hop Iy.
6. Cach ding va liéu ding:
Cich dang:
Tiém truyén tinh mach. Thi gian truyén 12 60 phut.
Ho#n nguyén trong 16ml nudc cit pha tiém.
Pha loéang trong 100ml dung dich huyét thanh ding truong 0,9% hode glucose 5%.
Cloxacilin tuong thich véi:
- Céc dung dich thuong duge st dung dé tiém truyén (natri clorid, glucose ding truong,
bicarbonat...)
- Hydrocortisol, procain HCI, hozc lidocain.
Cloxacilin khong tiwong thich véi edc dung dich acid amin, nhii wong lipid, truyén mdu.
- Thoi han sir dung;:
+ Trude khi mé lo: 3 nam.
+ Sau khi hoan nguyén: Su 6n dinh clia thudic sau khi hoan nguyén b%mg nude cét pha tiem da
' dugc chimg minh trong 6 gier & 25°C.
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+ Sau khi pha loing: P§ 6n dinh cia thude sau khi pha loéng chua duge chimg minh, nén ding
ngay sau khi pha loang.

* Nén sir dyng thudc ngay sau khi pha.

Lidu dimg:

Liéu hrong phu thuge vao chire ning than va/ hodc chirc nang gan cia bénh nhén, trong lugng
co thé cla tré em.

Nguti lom:

DGi voi nhitng trong hop cé chirc ning thén binh thudng:

- Piéu tri: 8 — 12g /ngdy, chia lam 4 — 6 Iin.

- Phong nhiém khuén hau phiu trong phiu thudt: Nén du phong bang khéng sinh trong thoi
gian ngén, thudng gi6i han trong thoi gian phau thujt, d6i khi cé thé trong vong 24 gia, khong
duge vugt qua 48 gio.

- Lidu: 2g khi gay mé. Sau dé tiép tuc 1g m8i 2 gid néu thoi gian phu thuat kéo dai. Thoi
pian didu trj bao gm todn b quy trinh phiu thuat cho dén khi khéu vét md.

Trong suy than:

- Do thanh thai creatinine > 30 ml/phut: Khong cin didu chinh liéu,

- D§ thanh thai creatinine < 30 ml/phut: Giam mdt nira liéu dung hang ngay.

Trong suy gan:

- Néu suy gan c6 lién quan dén suy than, khong phan biét mac d§ suy than: Gidm mét nira
lidu ding hang ngay.

Tré em:

Déi twong ¢6 chire ndng than binh thudng:

- Didu tri: 100 -200 mg/kg/ngay, chia thanh 4 — 6 l4n, khoéng vurot qua 12g/ngay.

Tré em suy gan vi/ hodc suy than:

- Lidu lvong chua duge nghién ciu.

7. Chong chi dinh

- Qué min v&i cloxacillin, hodic cic khang sinh beta-lactam khac (penicilin va cephalosporin).

- Tiém dudi két mac.

8. Canh b va thin trong khi ding thude

- Phén (mg qua mén nghiém trong va dbi khi gdy tr vong (séc phin v§) dii duge quan st trong
nhiing bénh nhén st dung thube beta-lactam. Cén diéu tra k¥ ludng vé tinh nhay cam, phéan img
di tng v6i eée khéng sinh beta-lactam truée khi tiém URIZATILIN. Néu ¢6 bét ky phan tmg
dj ¥mg ndo xay ra, cAn ngung ding thudc v thay thé bing cac bién phap diu tr thich hop.

Di tmg chéo gifta cac khéng sinh penicilin va cac khang sinh cephalosporin chi ém 5 —10% cac
truong hop.

- Viém dai trang gia mac di duge bao cdo & hiu hét tit ca cic loai khang sinh. Chén doan nay
nén dugc dé cdp & nhiing bénh nhan bi tiéu chay kéo dai hodc niing trong hogc sau khi didu tri
bing khang sinh. Trong truéng hop ndy, p dung cdc bién phap diéu tr phai duge thyc hign
ngay lap ttre. Ngimg diéu tri khang sinh nén duge xem xét. Thube e ché nhu dong rudt 1a
chdng chi dinh trong tinh hubng nay.

- Trong trudng hop suy thin, cAn didu chinh liéu néu b thanh théi creatinine du6i 30 ml/phit.
- O nhing bénh nhan suy gan lién quan dén suy thin cn phai diéu chinh liéu.

- Str dung cloxacilin lidu cao & bénh nhén suy thin hodc bénh nhén ¢ tidn str co giat, dong kinh
hoiic réi loan mang néio ¢6 thé din dén ri loan than kinh.

- Thén trong trén dbi tugng tré so sinh vi nguy co ting bilirubin méu do cgnh tranh lién két vai
protein huyét thanh,
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- URIZATILIN chtra 52,8mg natri trong mdi lo 1g cloxacilin, va 26,4mg natri trong mbi lo 0,5g
cloxacilin. Can cht v dén nhitng bénh nhan phai tuén thi theo ché do #n kiéng nghiém ngat.

I 9. Sir dung thudc cho phu ni ¢6 thai va cho con bi.
Phu nit mang thai: Dii liéu 1dm sang trén mot s6 lwong han ché bénh nhén va dir liéu nghién
cru trén déng vat khong cho thdy di dang hodc déc tinh trén thai nhi. Vi vy cé thé st dung
thube cho phu nit mang thai & bét ctr giai doan nao thai k¥, khi can thiét.
Phu ni¥ cho con bi: Thube co thé bai tiét vao sita me v6i mot lugng thip va lugng thude bi
véo ciing véi stta thip hon liéu didu trj rat nhiéu & tré so sinh. Do d6, viée cho con bi 14 ¢ thé
khi nguéi me ding URIZATILIN. Tuy nhién, ngung cho con bii hodc ngung ding thudc khi
{ré 6 biéu hién tidu chay hodc nhidm nim candida ho#c phét ban
10. Anh hwéng ciia thudc Ién kha ning ldi xe, vin hanh may méc
Chua c6 bing chimg vé anh huémg cla thubc 1én kha ning lai xe, vin hanh may moc.
11. Twong tac, twong ky cia thude
Methotrexat: khi két hop v6i khang sinh penicilin, metrotrexat bj fic ché bai tiét qua éng thén,
lam ting ndng do thude trong man, do dé 1am ting tic dung va doc tinh clia no.
C#c vAn dé @3c biét v& mét cin bing chi s6 INR:
Nhiéu truong hop ting tac dung cta thube chéng dong dudng ubng khi sir dung dong thoi cling
khang sinh da duge béo cdo. Viém, nhiém khuin, téi tic va tinh trang chung cta bénh nhin
dugce coi nhwr 1a yéu 6 nguy co. Trong nhing trudng hop nay, khé phan biét gifra bénh 1y nhiém
khudn va diéu tri cud nd trong su xudit hién mét cén b'c;mg chi s6 INR. Tuy nhién, mot $0 khang
sinh cd lién quan nhidu hon, bao gdm: Fluoroquinolon, macrolid, cyclin, cotrimoxazol va mdt
s6 cephalosporin.
12. T4c dung khong mong mudn
- Rdt thuomg gap 1/10 < ADR
- Thudng gap 1/100 < ADR < 1/10
- It giip 171000 < ADR < 1/100
- Hiém gép 1/10000 < ADR < 1/1000
- Rét hiém gap ADR <1/10000
- Tén sudt chiea ro:

‘ - Thube nay thudng khong nén két hop véi methotrexate.

o RGi loan mién dich: Noi mé day, phit Quincke, séc phan vé, tang bach cdu di toan.

o R&ilogn da va mé dudi da: Noi mé day cé nguon goc dj img hodc khong. Ban do
da dang, hoi chitng Stevens Johnson, hi chitng Lyell. Hoi chitng DRESS (ting
bach céu i toan va cac triéu chimg toan than).

e Roi logn tidu héa: Budn nén, nén, tiéu chay, viém dai trang gia mac.

e RGi loan gan—mat: Viem gan & mdt, tang transamin hiém va vira (ASAT, ALAT).

e R&i loan than kinh: Viéc st dung cloxacilin liéu cao, diic bigt @6i véi bgnh nhén
suy than, co thé dén dén bénh nao, réi loan ¥ thik, nhéam lan, réi loan van déng,
nhiege co, co gidt.

o Roi logn thdn va tiét niéu: Viem thén k& mién dich cci:p tinh.

e RGi logn hé thdng mdu va bach huyét: Thiéu mdu, gidm tiéu cdu, giam bach cdu,
mdt bach cdu hat.

o Chung: Sot.

Huwéng din xir tri ADR
& o s A a - A r % . 5 A As 4 A -
Pé xir tri soc phan ve, can c6 san adrenalin va phuong tién hoi stre cép curu.
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13. Qui Lidu va céch xiv tri

Céc biéu hién qui liéu: Thén kinh, thin va tiéu héa nhu dbi vai cac khang sinh penicilin M.
Xir tri: Ngimg ding thube, diéu tri triéu chimg va hé tro.

14. Piéc tinh dwoe lue hoe

Cloxacilin thu¢c nhém khéng sinh penicilin M (penicilin khing beta-lactamase)

Ma ATC: JOICF02

Néng dé tre ché t6i thiéu (MIC) dugc thanh 1ap bai Uy ban khang khuén Chéu Au.

Kiém tra dé nhay (EUCAST) dugc trinh bay dudi day:

Néng dé to1 han EUCAST cho Cloxacilin

Chuing vi khuén Nhay cam (mg/ml) Khéng (mg/ml)
Staphylococcus aureus <2 9
Staphylococcus lugdunensis | <2 >2
Staphylococci coagulase am | < 0,25 >0,25

tinh

Ty 1& khang thude tuy thuge vao timg thei diém va timg vi tri dia ly. Rét hiru ich néu ¢6 thong
tin vé khang thudc tai dia phuong, diic biét trong nhimg ca nhiém khusn nghiém trong.
Phén nhém
Céc ching thudng nhay cam:
- Vi khudn Gram duong hiéu khi:
Streptococcus pyogenes
- Vi khuan ky khi
Clostridium perfringens
Céc chung c6 do nhay cam thay doi (khang thudc > 10%)

- Vi khuén Gram dwong hiéu khi

Staphylococcus aureus (1)
Staphylococci coagulase dm tinh (+)

(+) T¥ 1 khang thude > 50% tai Phip
(1) Khang methicilin fir 20 -30%, dac biét trong bénh vién.

15. Piic tinh dwge ding hoc

- Hép thu: Cloxacilin 6n dinh trong da day, dvoc hip thu t6t qua niém mac dudng tiéu hoéa
(70%).

Sau khi ubng, néng d dinh trong mau dat duge sau 1 gior va ty 18 thudn véi liéu ding, 9 mg/l
dbi véi lidu 500mg. '

Sau khi truyén tinh mach 2g trong 20 phit, ndng dé dinh huyét thanh thu durge 1a 280mg/ml.
Thoi gian ban thai 45 phat & nguoi ¢6 chire néng thén binh thuong.

- Phan bd: Lién két protein huyét twong 90%

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

- Chuyén héa: Cloxacilin dugc chuyén hoa kém.

- Thai trir: Sau khi ubng, phin khong hép thu duge loai bé qua duomg ruét dudi dang khéng
hoat dong, phén da hép thu duge loai bé chi yéu qua dudng tiéu va 10% qua mat.

Sau khi tiém thudc dwoc thai tric:

+ Qua dudng tiét niéu: & dang hoat déng, loai bo 70-80% lidu tiém trong vong 6 gio.
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+ Mat: & dang hoat dong, 20 -30% liéu tiém.

16. Quy céch dong géi:

Hép 10 lo thubc bét pha tiém, kém t& huéng dan sir dung thube.

17. Pidu kién bdo quin, han ding, tiéu chuéin chiit lwgng ciia thude:

Bio qudn: Noi khé, dudi 30°C, tranh 4nh sang

Han dung: 24 thang ké tir ngay san xut.

Tiéu chufn chit lweng: Tidu chudn co 5.

18. Tén, dia chi cia co s san xufit thude:

CONG TY CO PHAN DUQC PHAM TRUNG UONG I - PHARBACO
160 Tén Pirc Thiing - Dong Pa — Ha Noi
DT: 024 - 38454561 Fax: 024 - 38237460
San xudt tai:Thanh Xuin — Séc Son— Ha Ngi




