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I COMPOSITION :
yosisy E Each vial contains Cefoperazone............ciuiin
Rx Sold only by prescription s o i oot

INDICATION - USAGE - CONTRAINDICATION : See inseTt
Third-Generation Cephalosporin Injection STORAGE : In a tight container, at dry place, protected from
light, temperatura below 30° C.

SPECIFICATION : USP 33

SOLD ONLY BY PRESCRIPTION

10 Vials

KEEP OUT OF THE REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE
For V., LM,

Manufactured by:
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THANH PHAN: Mi lo chira;
Hogt chdi: Cefoperazon ..
(dudi dang oefoperamn nam)

DANG BAO CHE: Thudc bt pha tiém

QUY CACH DONG GOI: Hip 1 lo, hop 10 lo.

CHI PINH

- Biéu l'r| cée nhiém khuin ning do cac vi khuén Gr (=), Gr (+) nhay cam va cac

vi khudn d3 khang cdc khang sinh beta - lactam khac, chi yéu Ia cac nhiém
khuén dudmg mdt, dudmg ho hip trén va dudi, da va mé mém, xuong khop,
thin va dwémg tiét niéu, viém ving chau va nhiém khuin san phy khoa, viém
phiic mac va cic nhiém khudn trong & bung; nhiém khudn huyét, bénh lu.
- Thay thé c6 hiéu qua cho mét loal pemcﬂu‘l ph6 rong két hop hodc khéng két
hgp voi aminoglycosid dé didu trj nhidm khuan do Pseudomonas & nhi‘mg
nguiri bénh qua man v penmllm Néu ding cefoperazon diéu trj cac nhidém
khuin do Pseudomonas thi nén két hop vai aminoglycosid.

* Lun y:

- Cén phai tién hanh lam khang sinh do trude va trong khi diéu tri.

- Noi chung, khfing nén diing cefoperazon diéu trj cic nhiém khuan do vi khudn
Gr (+) khi cd thé dimg penicilin hay cephalosporm thé hé 1.

- Céin phai than trong khi dnng cefoperazon dé didu tr| cac nhiém khudn do
Enterococcus va phai du nong d cefoperazon trong huyét thanh.

LIEU LUQNG VA CACH DUNG

- Ngw}i lem:

+ Nhidm khufn nhe va trung binh: lidu thiong dun;, la1-2g méil2 gio,

+ Nhiém khuin nfing: co theé dung dén 12 g/24 gitr, chia lam 2 - 4 phan liéu,

- Ngudi bj bénh gan hode tdc mdr: lidu khong dvoc qua 4 g/24 git. Nguwoi bf suy
ca gan va thdn: lidu 1a 2 g/24 git. Néu ding liéu cao hon, phai theo déi néng
d6 cefoperazon trong huyet twong.

- \uy thn: khéng ein chinh liéu nhung néu co ddu hiéu tich Iy thude, phai giam
liéu cho phi hop.

- Newdi dang diéu tri tham phdn mdu; cin c6 phac d6 cho liéu sau thim phan
mau.

- Tré em: 25 - 100 mg/kg, mdi 12 gio.

* Ciich sir d‘{mg

- Tiém bip siu hodc tiém truyén tinh rnauh gian doan (khodang 15 - 30 phat) hodc
lién tue. Co thé tiém tinh mach trye tiép chim trong vong 3 - 5 phit, khéng
khuyén cdo dun§ theo dutmg tiém tinh mach trye tiép nhanh,

- Khi hoa tan & nong dd vuot qua 333 mg/ml, can phai ldc manh va ldu. B§ tan
t6i da xAp xi 475 mg/ml.

- Do tinh chit déc cia benzyl alcol ddi véi so sinh, khéng dm;rc IM cho tré so
sinh thude pha véi dung dich chira benzyl alcol (chat kim khuén),

- Liéu trinh trong diéu tri cac nhiém khuin do .Strapfm.uum tan huyét beta
nhém A phai tiép tuc trong it nhit 10 ngay dé gitp ngan chin thip khép cap
hodic viém cau thin,

- Dung méi pha tiém bip, tinh mach: Nude cit pha tiém, dung dich natri clorid
tiém 0,9%, dextrose tiém 5%, dextrose tiém 10%, dextrose tiém 5% va dung
dich natri clorid tiém 0,9%, dextrose tiém 5% va dung dich natri clorid tiém
0,2%.

CHONG CHI PINH
Min cam véi cefoperazon, véi cac cephalosporin khac hodc vai bét ki thanh
Phﬂ.‘rl nio ciia thude.

suU’ DUNG THAN TRQNG

- Triréc khi bit ddu diéu trj bing cefoperazon, phai diéu tra ky vé tién sir dj (mg
cua ngudri bénh véi cephalosporin, penlcﬂm hodc thude khac.

- Co phan img qua mén chéo (bao gom séc pha.rl v¢) giira cac khang sinh nhom
beta — lactam. Thén trong khi bénh nhan c6 tién sir dj img véi penicillin,

- Sir dung nefoperazon dai ngay co thé Iam phét trién qué mirc cac ching khong
nhay cam. Cén theo d&i ngwiri bénh cin thin. Néu bj boi nhiém, phai ngimg sir
dyng thude.

- Di ¢6 bdo cio viém dai tring mang gia khi st dung cac khang sinh phé réng;
céin phai quan tAm téi viée chan dodn bénh nay va dicu trj véi metronidazol cho
nguivi bénh bj tiéu chay niing lién quan t&i sir dung khéng sinh. Théin trong khi
ké don cho nhimg ngurdri ¢ bénh dudmg tiéu hoa, dic biét la viém dai trang.

TUONG KY
Co tuong ky vé vit ly giira cefoperazon vi ammoglycomd Néu sir dung két
hop cefoperazon va aminoglycosid thi phai ding riéng ré cac thude nay.

SU DUNG O PHU NI’ CO THAI VA CHO CON BU

- Cfic nghién eiru vé sinh san trén chudt nht, chudt céng va khi khéng cho thay
tac djng co hai 1én kha ning sinh sian hodc bao thai. Cephalosporin thutmg
duge xem la sir dung an toan khi ¢o thai. Tuy nhién, chira co dﬁy di cac cong
trinh nghién ciru chit ch@ trén phy nir 6 thai, chi nén dimg thuée nay cho phy
nit ¢o thai khi thét can thiét. i :

- Cefoperazon bii tiét vio sira me & ndng dé thip, xem nhu khong ¢6 tic dong
trfn tré dang b sita me, nhumg nén quan tim khi thay tré bj tiéu chay, tra v
noi ban.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc khang giy anh hudng 1én kha nang l4i xe va viin hanh may moc.

TUONG TAC THUOC

- Co thé xdy ra cde phin img bu{lnb dmukf‘ram (d6 bimg, ra md hoi, dau diu,
budn nén, ndn va nhip tim nhanh) néu uéng rugu trong vong 72 gior sau khi
ding cefoperazon.
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- Sir dyng dbng thivi véi aminoglycosid co thé lam ting nguy co dée thin, cin
theo ddi chirc ning than ciia ngudn bénh khi phéi hop thude.

- Hoat tinh khang khuin ciia cefoperazon va am:nogl)'nos:d in vitro ¢6 thé cong
hodc hiép déng véi vai vi khudn Gr (=), bao gbm P. aeruginosa va Serratia
marcescens, ty nhién sy hiép dong nay khéng tién dodn duqc Khi phéi hop
chn xéc dinh in vitro tinh nhay cam dbi voi s phoi hop thubc.

- Warfarin va heparin: c6 thé lam ting tic dung giam prothrombin huyét cia
cefoperazon.

PHAN UNG PHY

- Thuémg gdp, ADR > 1/100: ting bach cau wa eosin tam thoi, thir nghigm

Coombs dwong tinh; tiéu chay; ban da dang sin.

[t gdip, 11000 < ADR < 1/ !U{J sot; giam bach ciu trung tinh co hdi Pphuc, thiéu

mau tan huyét, giam tidu céu; may day, ngira; dau tam thén ta chd tiém bap,

viém tinh mach tai noi tiém lruyen

Hiém &dp, ADR < 1/1000: co Uat {(véi ligu cao va suy Lialn chire |1an5, thin),

dau diu, tinh trang bén chén; giam prothrombin huyét; budn nén, non, viém dai

trang mang gia; ban do da dang, héi chimg Stevens — Johnson; vang da ir mét,
tang nhe AST, ALT; nhiém déc thin c6 tang tam thoi uré huyét.-’creatlmn viém
thin k&; dau khép; bénh huyét thanh, bénh nim Candida.

Théng bdo cho bdc si nhitng tdc dung phu gap phii khi si dung thudc.

DUQC LIC HQC

- Cefoperazon la khang, sinh nhom cephalosponn thé hé 3, co tac dung diét

uén do trc ché sy thng hop thanh té bao cia vi khuin dang phat trién va phén
chia. C6 tac dung khang khuin tuong tyr ceftazidim. Rét bén trude céc beta -
lactamase duore tao thanh & hau hét cac vi khudn Gr (- ),

- Cé hoat tinh manh trén vi khuan Gr ( -}, bao 5,0!':1 cac ching Neiserria

gonorrhoeae tiét penicilinase va hiu hét cac dong Enterobacteriaceae

(Escherichia coli, Klebsiella, Enterobacter, Citrobacter, Proteus, Morganella,

Providencia, Salmonella, Shigella, va Serratia spp.), Haemophilus influenzae,

Pseudomonas mmg:'nnm Moraxella catarrhalis, va Neisseria spp. Cac chun;_,

Pseud aerug Serratia va Enterobacter sau mt thoi gmn tiép xiic

cﬂc cephalosporin ¢6 thé sinh beta - lactamase tao ra sy khang thude, ma biéu

hién co thé cham, In vitro, hiu hét cic ching Ps. aeruginosa chi nhay cam véi
nhimg ndng dé cao cia cefoperaz.on

Vi khudn Gr (+) nhay cam: hiu hét ce ching Staphylococeus aureus, Staph.

epidermidis, Streptococens nhom A, vd B, Streptococcus viridans va

Streptococcus pneumoniae. In vitro, cefoperazon co tac dung phin ndo trén

mét s ching Enterococci.

Ky khi nhay cam: Peptococcus, Peptostreptococcus, cic ching Clostridium,

Bacteroides j'ragiﬁs, va cac chang b'ac.'rcmxde.v.

Tac dung chéng Emerabauenaccac yéu hom céc cephalosporin thé hé 3 khic,

Tac dyng trén cac cau khuin Gr ) kém hon cac cephalosporin thé hé | va 2.

Thutmg c6 tac dung chdng céc vi khudn khang céc beta - lactam khac,

- Hoat tinh cia cefoperazon, diic biét la dbi véi cac chiing Enterobacteriaceae va

Bacteroides, ting 1én voi sy hién dién cia chit irc ché beta - lactamase

sulbactam (trir P. aeruginosa khing thudc).

Cac ching dé khang: Enterococcus, Listeria, Chlamydia, Clostridium difficile,

Staphylococcus khang methicilin, Streptococcus pneumoniae khdng penicilin.

puQc DQNG HQC

- Khon;, hap thu qua dudmg tiéu hoa. Khi IM cdc liéu | g hode 2 g, nong dé dinh
huyét tuong (Cpay) trong un;_. la 65 va 97 microgam/ml sau 1 dén 2 giv. Khi
1V, sau 15 — 20 phitt, Coa £ip 2 - 3 lin Cyuuy ctia tiém bip, Nira di trong huyét
twong khoing 2 gidy, kéo dai hon & tré so sinh va & ngudi bj benh gan hojc
drimg mél Gin két vai protein huyet tuong tir 82 — 93%, tiy theo nong do

- Phén bé rong khip trong cic md va dich ciia co thé. Thé tich phin b biéu kién
& ngudri 1om khoang 10 - 13 lit'kg, & tré so sinh khoang 0,5 litkg. Thuomg kém
tham nhdp vao dich ndo tuy, nung khi mang nio bj viém thi n(‘mg, a9 thim
nhip thay doi. Qua dirge nhau thai va bai tiét vao sita me & ndng do thip.

- Thai trir chii yéu & mat ('?D ?5%) va nhanh chong dat duge naru, d§ cao trong
mit. Thai trir qua nurére tiéu chit yéu qua loc ciu thin, 30% lidu sir dyng thai trir
qua e tidu & dang khong doi trong vong 12 - 24 gitr. O ngubi bj bénh gan
hodc mdt, ty 1§ thai trir trong nude ticu ting, Cefoperazon A la san phim phin
hiy it co tac dung hon cefoperazon va durge tim thay rat it in vive.

QUA LIEU VA XU TRi

- Trigu chieng: tang kich thich than kinh co, co giat dat biét & ngudi bénh suy
than.

- Xir tri: Cin nhic kha nang qua lidu cua nhiéu loai thube, sur tuong tac th
duge djng hoc bét thuémg z:ua ngudn b;,nh Bio v¢ duong ho hip cia ng
bénh, hd trq lhong khi va truyén dich. Néu phat trién l:ac com co gidt, ngt
nbay lhuoc co the su dun;. Iieu phap chon!, co Llal neu co chi dmh va'ul

phap 1a didu tri hd try hodc l:hua trigu chimg.
KHUYEN CAO :
- Trénh xa tim tay tré em.

- Thude nay chi ding theo sy ké don ciia thiy thudc.
- 'D ¢ :z hwémng din sir dyng trrée khi ding. g
n thém thong tin, xin héi ¥ kién bic si._

BAO QUAN: Trong bao bi kin, & noi kho, trinhg

bao quan trong ti lanh

HAN DUNG: 24 thang ké tir ngay san xuat. g C
TIEU CHUAN: USP 33,




