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MAU NHAN HOP THUOC BOT TIEM ROSALIN 1G (TY LE 60%)

Box of 10 vials of powder for injection

Rosalin Ig

Ceftazidime 1000mg
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HUGNG DAN SU DUNG THUOC

Thudc bot tiém
Rosalin 1g (Ceftazidim 1000mg)
Céng thirc: Cho 1 lo thude bot tiem
Ceflaadim sasmmrmnsesamaima 1000mg
Ta dudc: natri carbonat

Trinh bay: Hop 10 lo thudc bét tiém

Chi dinh:

Chi diing ceftazidim trong nhiing nhiém khu&n rat nangda diéu tri bang khang sinh thong thudng nhung khong dé dé
han ché hién tudng khang thuée do vi khudn Gram am nhu;

Nhiém khudn huyét, viém mang néo.

Nhiém khu&n dudng tiét niéu cé bién chimg.

Nhiém khudn dudng hé hap dudi, nhiém khudn trong bénh nhay nhét.

Nhiém khudn xudng va khdp.

Nhi&m khuan phu khoa.

Nhiém khudn trong & bung.

Nhiém khudn da va mé mém bao gém nhiém khudn béng va vét thudng.

Liéu dung, cach ding:

Liéu dung:

Ngudi lan:

- Liéu trung binh 1 g cach nhau 8 - 12 gio mét 1an, liéu dung tang lén 2g/8 gid trong viém mang nao do vi khudn Gram
am va cac bénh suy giam mién dich.

- Nhiém khuan dudng tiét niéu 500 mg/12 gid.

- Nguai cao tudi trén 70 tudi:Liéu 24 gid can gidm xudng con 1/2 liéu clia ngudi binh thudng, t6i da 3 g/ngay. P
- Trudng hop suy than can giam liéu: |
D6 thanh thai (ml/phut) Creatinin huyét tuong Liéu duy tri .
50-31 150-200 1g cr 12 gis 1 lan &
30-16 200-350 1g cr24 gio 1 1an
15-6 350-500 0,5g cr 24 gi& 1 lan
<5 >500 0,5g c(r 48 gios 1 lan

Tré em:

- Tré em trén 2 thang tudi, liéu thudng ding 30 - 100 mg/kg/ngay chia lam 2 - 3 |an, (cach nhau 8 ho#c
12 gid). Co thé tang liéu téi 150 mg/kg/ngay (t6i da tdi 6 g/ngay) chia 3 1an cho cac bénh rat nang

- Tré sd sinh va tré nho dudi 2 thang tudi, liéu thudng ding la 25 - 60 mg/kg/ngay chia lam 2 14n, cach nhau 12 gid (3 tré
sd sinh, nifa ddi cla ceftazidim cé thé gép 3 - 4 1&n so v6i ngudi Idn).

- Viém mang nao & tré nho trén 8 ngay tudi: liéu thudng ding la 50 mglkg cif 12 gid mét lan.

Cach dung: Ceftazidim dung theo cach tiém bap sau, tiém tinh mach cham trong 3 - 5 phat, hodc tiém truyén tinh
mach.

- Dung dich tiém bap: Pha thudc trong nudc cat tiém vdi néng do khoang 250mg/ml

- Dung dich tiém tinh mach: pha thudc trong nudc cat tiém, dung dich natri clorid 0,9% hoac dextrose 5% véi nong do
khoang 100mg/ml

- Dung dich tiém truyén: pha thudc trong cac dung dich nhu trong tiém tinh mach véi néng dé 10 — 20mg/ml (1-2 g
thudc trong 100mi)

Chéng chi dinh:

Man cam véi cephalosporin va penicilin

Than trong

- Trudc khi bat dau diéu tri bang ceftazidim, phai diéu tra ky vé tién sl di ing clia ngudi bénh véi cephalosporin,
penicilin ho&c thudc khac.

- Tuy thuBc khéng déc véi than nhung phai than trong khi diing déng thdi vdi cac thudc doc vdi than.

- Ceftazidim cé thé lam gidm thdi gian prothrombin. Can theo ddi thdi gian prothrombin & ngudi suy than, gan, suy
dinh dudng va néu can phai cho vitamin K. Nén giam liéu hang ngay khi diing cho ngudi bénh suy than.

- Than trong khi ké& dan ceftazidim cho nhimg ngudi c6 tién sir bénh dudng tiéu hoa, dac biét bénh ly.

Phu n&’'mang thai )

Cephalesporin dudc coi 14 an toan trong thai ky. Tuy nhién chua cé nghién citu ddy du vé viéc dung thuée ddi véi phu
nif mang thai. Can than trong khi st dung, nén can nhéc giita Igi ich cho me vai su nguy hiém cho bao thai.

Phu niy dang cho con bu

Thudc bai tiét qua sifa, anh hudng cho tré con ba nén phai can nhic khi ding thude cho ngudi dang cho con b,
Tuong tac thudc:
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- Vi aminoglycosid hodc thuéc Idi tiéu manh nhu furosemid: ceftazidim lam tang kha nang gay nhiém déc than, can
giam sat chitc nang than khi diéu tri liéu cao kéo dai.
- Cloramphenicol d6i khang in vitro véi ceftazidim, nén tranh phéi hop khi can tac dung diét khudn.
Tuong ky:
Véi dung dich natri bicarbonat : Lam gidm tac dung thuéc .Khéng pha ceftazidim vao dung dich ¢6 pH trén 7,5 (khdng
dudc pha thuéc vao dung dich natri bicarbonat ).
Phoi hop vdi | Vancomycin phai dung riéng vi gay két tla.
Khéng pha 1an ceﬂaz;dlm vdi cac aminoglycosid (gentamicin, streptamycm} hodc metronidazol.
Phal trang rita c&n than cac 8ng théng va bom tiém bing nudc musi (natri clorid 0,9%) gilta cac I&n ding hai loai
thudc nay, dé tranh gay két tha.
Tac dung khéng mong mudn:
it nhat 5% ngudi bénh diéu tri c6 tac dung khéng mong muén. Thuong gap nhat 1a phan iing tai chd sau khi tiém tinh
mach. di ing va phan (ng duclng tiéu hoa.
Thudng gdp. ADR > 1/100
- Tai ché: Kich (g tai ché, viém tac tinh mach.
- Da: Ng(ra, ban dat san, ngoai ban.
It gap, 1/1000 < ADR < 1/100
- Toan than: Dau dau, chéng mat, sét, phu Quincke, phan (ng phan vé.
- Mau: Tang bach cu ua eosin, gidm tiéu cdu, gidm bach cau, gidm bach cdu trung tinh, tang lympho bao, phan (ing
Coombs duong tinh.
- Than kinh: Loan cam, loan vi giac. & ngudi bénh suy than didu tri khong diing liéu cé thé co giat, bénh nao, run, kich
thich than kinh - ca.
- Tieu héa: Budn nén, nén, dau bung, ia chay.
Hiém géap, ADR < 1/1000
- Mau: Mat bach cau hat, thiéu mau huyét tan.
- Tiéu hoa: Viém dai trang mang gia.
- Da: Ban do da dang, hoi chimg Steven - Johnson. Hoai tf da nhiém déc.
- Gan: Tang transaminase, léng phosphatase kiém.
- Tiét niéu sinh duc: Giam t6c do loc tiéu cau than, tang uré va creatinin huyét tuang.
- Cé nguy cd béi nhiém véi Enterococci va Candida.
THONG BAO CHO BAC SY NHONG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC
Cac dac tinh dudc luc hoc, dudc dong hoc:
Duoc Iuc hoc: i
Ceftazidim c6 tac dung diét khudn do (fc ché cac enzym téng hop véch t& bao vi khuan. Thudc bén viing vai hau hét g
céc beta - lactamase clia vi khuén trir enzym ctia Bacteroides. ThuSc nhay cam véi nhiéu vi khudn Gram am da
khang aminoglycosid va céc vi khudn Gram duong da khang ampicilin va cac cephalosporin khac.
Ph8 khang khusn:
- Vi khudn Gram am ua khi bao gém Pseudomonas (P. aeruginosa), E. coli, Proteus (c dong indol duong tinh va am 5
tinh), Klebsiella, Enterobacter, Acinetobacter, Citrobacter, Serratia, Salmonella, Shigella, Hemophilus influenzae, Lo
Neisseria gonorrhoea va Neisseria meningitidis. Mot s& chliing Pneumococcus, Moraxella catarrhalis, va - 3
Streptococcus tan mau beta, (nhém A, B, C va G lancefield) va Streptococcus viridans. M
- Gram dudng ky khi: nhiéu ching cling nhay cam, Staphylococcus aureus nhay cam vifa phai véi ceftazidim. ;
Khang thudc:
- Khang thudc cé thé xudt hién trong qué trinh diéu tri do mét tac dung c ché cac beta - lactamase qua trung gian
nhiém sac thé (dac biét di vdi Pseudomonas spp., Enterobacter va Klebsiella).
- Ceftazidim khong co tac dung vdi Staphylococcus aureus khang methicilin, Enterococcus, Listeria monocytogenes,
Bacteriodes fragilis, Campylobacter spp., Clostridium difficile.
Duoc déng hoc:
Dung dang tiém tinh mach hoac tiém bép, néng d& huyét thanh dat dugc: :

Ham lugng Tiém bap (sau 1-1,5gid) Tiém tinh mach (sau Sphat) | Tiém truyén tinh mach
khong lién tuc (sau 20-
30 phiit)
500mg khoang 15mg/l Khoang 45mg/| Khoang 40mg/!
1g Khoang 35mg/l Khoang 85mg/l Khoang 70mg/!
29 Khéng cé théng bao Khoang 170mg/| Khoang 170mg/|

- Thai gian ban huy clia ceftazidim trong huyét tuong & ngudi bénh cé chic nang than binh thudng xap xi 2,2 gig,
nhung kéo dai hon & ngudi bénh suy than hoac tré sd sinh. Ceftazidim khéng chuyén héa, bai tiét qua loc cau than.
Khoang 80 - 90% liéu dung bai tiét qua nudc tiéu sau 24 gig. Hé s6 thanh thai ceftazidim trung binh cla than 1a 100
mi/phut. Bai tiét qua mat dudi 1%. Chi khoang 10% thuéc gan véi protein huyét tuong.

- Ceftazidim thdm vao cac mé & sau va ca dich mang bung; Thudc dat néng dé diéu tri trong dich néo tdy khi mang nao
bi viém. Ceftazidim di qua nhau thai va bai tiét vao sirta me. Ceftazidim hap thu sau liéu tiém qua mang bung cho ngudi
bénh diéu tri bang thdm tach mang bung.
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Qua liéu va cach xur tri:
Qua liéu cap: da gap & mot s6 ngudi bénh suy than: co giat, bénh Iy ndo, run rdy, dé bj kich thich than kinh ca.
XUt tri: can phai theo déi can than trudng hop ngudi bénh bi qua liéu cap va co diéu tri hd trg. Khi suy than, cb thé cho
tham tach mau hodc mang bung dé loai trir thuéc nhanh.
Bao quan:
- Dung dich ceftazidim néng dé 16n hon 100 mg/ml pha trong nuéc cat tiém, dung dich tiém lidocain hydroclorid 0,5%
hodc 1%, dung dich tiém natri clorid 0,9%, dung dich tiém dextrose 5%. Thude duy tri dugc hoat Iuc trong 18 gie &
nhiét dd phong hodc 7 ngay khi dé td lanh.
- Dung dich ceftazidim néng dé 100 mg/ml ho&c thdp hon pha trong nudc cat tiém, dung dich tiém natri clorid 0,9%,
dung dich tiém dextrose 5%, duy tri dudc hoat luc trong 24 gid & nhiét d6 phéng hodc 7 ngay khi dé tl lanh.
- Ceftazidim kém bén viing trong dung dich natri bicarbonat.
- Bdo quan lo thuée: Noi khd, khéng qua 30°C, tranh anh sang.
Han ding: 24 thang ké tif ngay san xuét.
P& xa tim tay ciia tré em
Thuéc nay chi ding theo don clia Bac sy
Poc ky hudng dén sir dung trudc khi ding.
Né&u can thém thong tin xin hdi y kién Bac sy.
Khéng dung thudc da hét han, bién mau.

CONG TY CO PHAN DUGC PHAM TRUNG UONG | - PHARBACO
160 Ton Dic Thing - Dang Da - Ha noi
DT: (84) 38454561; Fax: (84).38237460/-.
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