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CEFOPERAZONE 1 g

CEFOPERAZONE 2 g
THUOC BOT PHA TIEM

THANH PHAN CONG THUC THUOC:
M&i lg thude bt pha tiém Cefoperazone 0,5 g chira:
Thanh phan duge chit: Cefoperazon (dudi dang Cefoperazon natri).................... 05¢g
Thanh phin td dwepe: Khong ¢
M&i I thude bdt pha tiém Cefoperazone 1 g chira:
Thanh phéin duge chét: Cefoperazon (dudi dang Cefoperazon natri)..............coo..... lg
Thanh phin td dwge: Khong c6
M&i lo thube bot pha tiém Cefoperazone 2 g chira:
Thanh phén dugc chit: Cefoperazon (dudi dang Cefoperazon natri)......................2 g
Thinh phin td dwge: Khong c6
DANG BAO CHE:
Thubc bt pha tiém.
Bot vo khudn, két tinh, mau triing dén vang nhat, dong uun%-l‘ﬁy tinh nat kin.
CHI DINH:
Cefoperazone dugc sir dung tvong tu nhu ceftazidim trong diéu trj cdc nhidm khudn nhay cam, dac
biét trong nhiém Pseudomonas spp.. Tuy nhién, thude khong duge khuyén céo ding trong diéu trj
viém mang niio do thdm véo dich ndo tay it.
Cefoperazon dugce chi dinh trong diéu tri cdc nhiém khuan gay ra bai céc vi khuén nhay cam sau:
nhiém khuin duéng mat, dudmg hd hdp trén va dudi, da va md mém, xwong khap, thin va dudng
tiét niéu, viém ving chiu va nhiém khuin san phy khoa, viém phiic mac va nhiém khuén trong 6
bung; nhiém khudn huyét, bénh lau.
C6 thé ding cefoperazon lam thude thay thé cé hiéu qua cho mét sb loai penicilin phd rong c6 két
hgp hodic khong két hop vai aminoglycosid dé diéu tri nhiém khudn do Pseudomonas & nhimng
ngudi bénh qua min vdi penicilin.
Néu diing cefoperazon dé diéu tri cac nhidm khudn do Pseudomonas thi nén két hgp vai mot
aminoglycosid.
LIEU DUNG - CACH DUNG:
Liéu ding:
Nguiri l6m:
- Nhiém khudn nhe va trung binh: liéu thutmgdingla 1 -2 g, mbi 12 gidr mdt lan.
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;*m‘r nhén bf bénh gan hogc .';ir mdt: khong quad 4 g/ 24 gid.
Bénh nhdn bi suy ca gan va thdn: | -2 g/ 24 gio.
Néu ding liéu cao hon phai theo ddi ndng d cefoperazon trong huyét tuong.

- Nguwoi bénh suy than: c6 thé sir dung cefoperazon véi lidu thudémg ding ma khéng cin diéu

chinh ligu lugng vi thude thai trir chinh qua dudng mét. Néu c6 diu hiéu tich liy thude, phai

giam li¢u cho phii hgp.
Liéu trinh cefoperazon trong diéu trj cdc nhiém khudn do Streptococcus tan huyét beta nhom A
phai tiép tuc trong it nhét 10 ngay dé gitp ngan chan thip khép cdp hodic viém céu thn.
Déi véi ngudi bénh dang diéu trj thim tich mau, c6 thé phai diéu chinh cho liéu cefoperazon sau
thdm tich mau vi cefoperazon bj loai bo mét phin trong khi thim phén mau.
Tré em:
Miic dii tinh an toan va higu lyc cia cefoperazon & tré em dudi 12 tudi chua duge xac dinh, thude
dd duge khuyén cdo diing dudng tinh mach cho tré em véi liéu 25 - 100 mg/kg, cir 12 gior mdt lin;
tré so sinh v lidu 50 mg/kg cach 12 gi mdt lin; tré nho 25 — 50 mg/kg cach 6 - 12 gitr mét lan.
Liéu t6i da 400 mg/kg/ngdy, khong virgt qué 6 g/ngay.
Duing dung:
- Tiém bap
- Tiém truyén tinh mach gian doan (15-30 phit)
- Tiém truyén tinh mach lién tuc
Huimg diin cich pha thubc tiém:
Cach pha thube:
Dé tranh bién chimg nhim khudn khi tiém, phai thye hién thao tc v triing khi pha thubc. Dung
dich sau khi pha phai ding ngay dé ngan ngira nguy co nhiém khuan. Néu dung dich sau khi pha
khong duoc sir dung ngay thi thoi gian va diéu kién bao quan dung dich 1a trich nhiém ctia ngudi

sir dung
Dé yén dung dich thudc sau khi pha cho tan bot dé quan sat bot thude da tan Mﬂ. Khi hoa tan
cefoperazon & ndng o cao (trén 333 mg/ml), cin phai lic manh va ldu. D§ tan (6i da khoang 475
mg/ml.
Dung méi pha tiém thich hop:

Dextrose 5 %

Dextrose 10 %

Natri clorid 0,9 %

Nudre cit pha tiém (khong ding dé tiém truyén tinh mach)
Chudn bi thubc tiém truyén tinh mach:
Néng d6 khoang 2 — 50 mg/ml duge khuyén cdo diing tiém truyén tinh mach.
- Tiém truyén tinh mach khéng lién tuc: Hoa tan mdi gram cefoperazon vdi 5 ml mét trong
céic dung mdi pha tiém thich hgp. Sau dé, pha lodng tiép trong 20 — 40 ml dung dich pha loang
thich hop (nhu dung dich dextrose 5 %, dung dich dextrose 10 %, dung djch natri clorid 0,9 %)
v tiém truyén trong 15-30 phat.
- Tiém truyén tinh mach lién tyc: Hoa tan mdi gram cefoperazon vai 5 ml mét trong céc
dung méi pha tiém thich hop. Sau d6, pha lodng tiép dé ndng dd cudi ciing dat 2 — 25 mg/ml.
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W fjthude tiém bip:
:m: F3ém biip: Sir dung dung moi thich hgp dé pha dung dich thudc tiém bép.
Tién hanh nhir sau:
- . & &
Ham lugng Nong 4o cefoperazon e t:ﬁ;: ::i dsh Thc;;i?;y »
05¢g 250 mg/ml 1,9 ml 2ml
g 250 mg/ml 3.8 ml 2 ml
2g 250 mg/ml 7.2 ml 8 ml

D§ 6n dinh cia dung djch sau khi pha:
- Dé dn dinh 1y héa cia dung dich cefoperazon truyén tinh mach 1a 24 giér & nhiét do phong (25°C)
vi 24 gitr néu bao quan trong ti lanh (2°C - 8°C).
Mt 6 luu v diic biét vé xir IV thube trrée va sau khi sir dung thude:
Thube chi ding mét lan. Dung dich con thira sau khi sir dung phai duge loai bo.
Dung dich thude sau khi pha khéng dirge cé tiéu phén nhin thiy bing mét thudng, khong bj két tia,
CHONG CHI DINH:
Ngudi bénh ¢ tién sir dj (mg vdi cefoperazon va khing sinh nhom cephalosporin.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
Trude khi bat ddu diéu trj bing cefoperazon, phai diéu tra k¥ vé tién sir dj (mg ciia ngudi bénh véi
cephalosporin, penicilin hodc thude khic.
Phan tmg chéo qua man (bao gbm soc phan v¢) da thiy xay ra trong s0 cac ngudi bénh dj img vai
khang sinh nhém beta - lactam nén diing cefoperazon phai thin trong, theo ddi cdc ddu hiéu va
triéu chimg sdc phén vé trong ldn ding thude dau tién va sin sing moi thir dé diéu trj sbc phan vé
néu ngudi bénh trude ddy da dj (mg véi penicilin. Tuy nhién, véi cefoperazon, phan img qua min
chéo vdi penicilin co ty 1é thap.
Sir dung cefoperazon dai ngay c6 thé lam phat trién qua mire cdc ching khéng nhay cam. Cén theo
ddi ngudi bénh cdn thin. Néu bj bdi nhiém, phai ngirng sir dung thuée.
P4 ¢6 bao cdo viém dai trang mang gia khi sir dung cac khang sinh pht': rong; vMén phai quan
tdm 16 viée chin dodn bénh nay vé diéu trj vai metronidazol cho ngudi bénh bj tiéu chay nang lién
quan téni sir dung khang sinh. Nén thén trong khi ké don khang sinh phé rong cho nhimg ngudi ¢
bénh dudmg tiéu hoa, dic biét 1a bénh viém dai trang.
Cefoperazon c6 chira chudi N-methylthiotetrazol, ciu tric lién quan t6i giam prothrombin huyét.
Giam prothrombin huyét duge bdo cdo da thy trén ngudi bénh diing cefoperazon nhung hiém khi
gy chay mau. Can theo ddi thai gian prothrombin & ngudi bénh ¢6 nguy co gidm prothrombin
huyét va sir dung vitamin K néu cin. Dc biét theo di ham lugng prothrombin & ngudi bénh bj réi
loan hilp thu hodic duge nudi in qua dudong tinh mach; néu cin ding thém vitamin K.
Thube bt pha tiém Cefoperazone c6 chira ion Na”. Do d6, thin trong khi ding thube cho ngudi
suy gidm chirc nding thin hodc bénh nhén cin kiém sodt natri trong ché do an.
SU DUNG THUOC CHO PHU NU” CO THAI VA CHO CON BU:
Sir dung thubc cho phy nir ¢6 thai:
Nghién ciru vé sinh san trén chudt nhit, chut cong va khi khang cho thdy téc hai dén bao thai.
Cephalosporin thuémg durge xem la co thé sir dung an toan trong khi 6 thai.
Tuy nhién, vi chua cé diy du cdc nghién ciru cé kiém sodt chit ché vé ding cefoperazon trén ngudi
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

TUONG TAC, TUONG KY CUA THUOC:

TAC DUNG KHONG MONG MUON CUA THUOC:

b

Srg ﬁ#l vi cefoperazon vao duge nhau thai nén chi ding thube nay cho ngudi mang thai néu that

Sﬁ;ﬂg thude cho phy nix cho con bi:

- —%ef!o[m'amn bai tiét vao sita me & nong dé thip (vao khoang 0,4 - 0,9 m:cmganfml sau khi tiém

truyén liéu | g). Nhirng dnh huong trén tré dang bii me chua dirge biét, xem nhu ndng do thap nay
khong cé tic ding trén tré dang bi sira me, nhung cin thin trong khi sir dung cefoperazon cho
ngudi dang cho con bi, déc bi¢t chi y triimg hop tré bj tiéu chay, tra va noi ban.

Chura c6 béing chirng vé anh huémg ciia thude 1én kha niing 14i xe, vdn hanh may moc.

C6 thé xdy ra cic phan img gidng disulfiram véi céc triéu chimg déc trumg nhir 46 bimg, ra md héi,
dau déu, budn nén, non va nhip tim nhanh néu udng nrgu hodic diing ché pham ¢6 nrgu trong khi diéu
tri va trong vong 72 gidr sau khi dang cefoperazon.

Sir dung ddng théi aminoglycosid va mdt sé cephalosporin ¢6 thé lam ting nguy co doc voi thin.
Miic dii t6i nay chua thiy xdy ra voi cefoperazon, cén theo ddi chirc nang thin cia ngudi bénh, dic
biét 14 nhimg ngudi suy thin ding dong thai cefoperazon va aminoglyeosid. Néu cefoperazon duge
diing déng théi véi cdc khang sinh nhém aminoglycosid thi nén tiém riéng ré.

Hoat tinh khéng khudn cia cefoperazon va aminoglycosid in vitro c6 thé cdng hodic hiép dong chong |
mdt vai vi khuin Gram dm bao gf?um P. aeruginosa vi Serratia marcescens; tuy nhién sy hiép dong
niy khong tién dodn dirge. N6i chung khi phdi hop céc thude do cdn xic dinh in vitro tinh nhay cam |
ciia vi khudn d6i véi hoat tinh phdi hop cia thube.

Sir dung dong thiri véi warfarin va heparin c6 thé lam ting tic dung giam prothrombin huyét cua |
cefoperazon, ting nguy co chay mau.

Khi ding dong thoi véi céc thube dgc cho gan, can theo ddi chirc ning gan.

Khong giéng nhur d6i vdi céc cephalosporin khic, probenecid khong gy dnh hiiohg/dén o thanh
thai cefoperazon qua thin. Cefoperazon c6 thé lam giam hoat lyc ciia vic xin thuomg han,
Cefoperazon 6 thé giy két qua duong tinh gia khi xac dinh glucose trong nude tiéu.

Twong kv ciia thube:

Cé twong ky vé vit Iy giira cefoperazon va aminoglycosid. Néu sir dung két hop cefoperazon va
aminoglycosid, céc thubc nay phai ding riéng ré.

Thudmg gip (ADR > 1/100):

- Mau: Tang tam théi bach ciu wa eosin, thir nghi¢m Coombs duong tinh.

- Tiéu hoa: Tiéu chay.

- Da: Ban da dang sén.

it gdp (171000 > ADR > 1/100):

- Toan than: Sot.

- Maéu: Giam bach cdu trung tinh c6 hdi phyc, thiéu mau tan huyét, giam tiéu cau.
- Da: May day, ngtra.

- Taichd: Pau tam théi tai chd tiém bép, viém tinh mach tai noi tiém truyén.
Hiém giip (ADR < 1/1000):
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! ﬁ"ﬂﬂm h trung womg: Co gidit (vdi liéu cao va suy giam chirc nang thén), dau dau, tinh trang

Gmm prothrombin huvét.
"= Tiéu héa: Budn non, nén, viém dai trang mang gia.
- Da: Ban d6 da dang, hdi chimg Stevens-Johnson.
- Gan: Vang da &r mit, ting nhe AST, ALT va phosphatase kiém.
- Than: Nhiém dc thin c6 ting tam thoi uré huyét/ creatinin, viém thin ké.
- Thén kinh co va xuong: Pau khap.
- Khac: Bénh huyét thanh, bénh nidm Candida.

- Ngimg sir dung cefoperazon. Trong truémg hop di (mg hodic phan img qua min nghiém trong
cén tién hanh diu tri hd trg (duy tri thdng khi va sir dung epinephrin, oxygen, tiém tinh mach
corticosteroid).

- Céc triromg hgp bi viém dai tring mang gia thé nhe, thuéng chi cin ngimg thube. Céc trudmg
hop thé vira va niing, cén xem xét cho ding cac dich va chat dién gidi, bd sung protein va diéu
tri v&i thude ubng metronidazol.

- Néu bj co gidt, phai nging sir dung thubc. Co thé diéu trj véi thude chéng co gidt néu co chi
dinh ldm sang.

Théng bio ngay cho bac si hodic duge si nhimg phén ding ¢6 hai giip phai khi sir dyng thube.

QUA LIEU VA CACH XU TRIi:

Triéu chirng:

Céc triéu chimg qué liéu bao gbm tiing kich thich thin kinh ca, co gidt diic biét & ngwdi bénh suy thin,

Xir tri:

Xir tri qua liéu can can nhic dén kha niing qua liéu cia nhiéu loai thude, sy twong tac thude va dugc

dong hoc bit thudmg cia ngudi bénh. .
Bao vé dudmg ho hip ciia ngudi bénh, hd trg thong khi va truyén dich. Néu nguddbénh phat trién
cdc com co gidt, ngimg sir dung thude ngay; c6 thé sir dyng ligu phap chdng co gidt néu cd chi dijnh
vé lam sang. Tham tach méu c6 thé co tac dung gitip thai loai thude khoi mau, ngodi ra phin lém
cdc bién phap la diéu tri hd tro hodic chira triéu chirng.

PAC TINH DUQC LUC HOQC: _

- Nhom duge ly: Khing sinh cephalosporin thé hé 3.

- MA3ATC: JOIDDI2.

- Co ché hoat djng:

Cefoperazon 1a médt cephalosporin tiém thé hé 3, c6 kha nang diét khudn do gin véi mang
thanh té bao vi khudn, (rc ché tdng hop thanh té bao cua vi khudn dang phit trién, gy chét 1é
bao. Cefoperazon c6 tic dung twong ty nhyr ceftazidim, nhung kém ceftazidim déi chit vé hoat
tinh dbi véi mdt sb Enmterobacteriacae. Cefoperazon c¢d tic dung vdi Pseudomonas
aeruginosa, tuy vay kém hon so véi ceftazidim. Cefoperazon rat bén ving déi véi nhiéu
beta-lactamase ciia hiu hét cic vi khuin Gram am, nhung so vdi cefotaxim lai d€ bj thiry phin
hon bai mdt s beta-lactamase.

- Co ché khing thube:

C6 3 co ché chinh khang cefoperazon:
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E doi dich dén PBP, thudng xay ra & vi khudn gram duong,.

agt- tao ra beta-lactamase phu rong hodc sy biéu hién qua mirc cua cic beta-lactamase xdc
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dinh nhiém sic thé (chromosomally determined beta-lactamases) trong vi khudn gram
am.
« Giam hép thu hode ting thai & mdt s6 vi khuin Gram am.
- Pho tic dung ciia cefoperazon rjng, bao gbm:
Q&Q_ukhymmﬂlﬁmm_ﬂ_mm Staphylococeus aureus, cac ching san xudt hodc khong sin
xuit penicilinase, S. epidermidis, Strept. pneumoniae, Strept. pyogenes (Strept huyét tén beta
nhém A), Strept. agalactiae (Strept huyét tdn beta nhoém B); Enterococcus (Strept. faecalis,
Strept. faecium va Strept. durans).
Mic dii phin Iém cac miu phan Idp tir [im sang cia cic ching Enterococcus khong nhay cim
vii cefoperazon nhung lai roi vao ding trong ving nhay cam trung gian va khang vira phai véi
cefoperazon nén trong lam sang, diéu trj cic nhiém khuin do Enterococcus bing cefoperazon
vin c6 két qua, nhét 1a khi tic nhan giy bénh gbm nhiéu loai vi khudn. Can phai than trong khi
diing cefoperazon dé diéu tri cic nhidém khudn do Enrerococcus va phai dat du ndng dd
cefoperazon trong huyét thanh.
Céic vi khudn va khi Gram dm: E. coli, Klebsiella spp. (bao gém K. pneumoniae), Enterobacter
spp., H. influenzae, Proteus mirabilis, Proteus vulgaris, Morganella morganii (truée day la
Proteus rettgeri; mgt 50 chiing Acinetobacter calcoaceticus; Neisseria gonorrhoeae.
Vi khudn ky khi: Cdu khuin Gram duong (bao gém Peptococcus va Peptostreptacoccus);
Clostridium spp., Bacteroides fragilis; cac ching bacteroid khac.
Cefoperazon ciing c6 tac dyng in vitre doi vai nhiéu loai vi khudn gay bénh khic nhau tuy
chura rd vé ¥ nghia lam sing. Céc vi khudn nay gbm co: Salmonella va Shigella spp., Serratia
liguefacius, N. meningitidis, Bordetella pertussis, Yersinia enterocolitica, Clostridium
difficile, Fusobacterium spp., Eubacterium spp. va cic ching H IHME va N
gonorrhoeae sén xuit beta-lactamase. Téc dung cua cefoperazon ting lén khi phdi hop véi
sulbactam la chét irc ché beta-lactamase, diic biét d6i voi Enterobacteriacae va Bactervides
spp.. nhung phdi hop nay khéng tic dung dbi véi Pseudomonas aeruginosa da khing thube.
PAC TINH DUQC PONG HQC:
Cefoperazon khéng hip thu qua dudmg tiéu hoa nén phai ding duémg tiém.
Thude tiém cefoperazon 1a dang mudi natri cefoperazon. Tiém bip cac liéu | g hodic 2 g
cefoperazon, ndng o dinh huyét tuong twong (mg l4 65 va 97 microgam/ml sau | dén 2 gid. Tiém
tinh mach, 15 dén 20 phit sau, ndng dd dinh huyét tvong gdp 2 - 3 lin néng dd dinh huyét wrong
ctia tiém bip. Nira doi cia cefoperazon trong huyét trong khodng 2 gio, thai gian nay kéo dai hon
& tré sor sinh va & ngudi bi bénh gan hofic duimg mit. Cefoperazon gén két véi protein huyét twang
tir 82 dén 93%, tiy theo nbng do.
Cefoperazon phin bo rong khip trong cdc mé va dich co thé. Thé tich phin bd biéu kién cia
cefoperazon & ngudi Iém khoang 10 — 13 livkg va & tré so sinh khoang 0,5 livkg. Cefoperazon
thuéng kém thim nhip vio dich nio tiy. Cefoperazon qua nhau thai va bai tiét vio sira me & ndng
do thép.
Cefoperazon duge thai trir chi yéu & mit (70% dén 75%) va nhanh chéng dat duoc ndng do cao
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! e thai trir trong nurée tidu ting. Cefoperazon A la san phﬁm phén hiy it ¢o tac dung hon
cefoperazon va chi tim thﬁ}' et it in vitro.
QUY CACH PONG GOI:
Hgp 01 lg.
Hop 10 1g.
PIEU KIEN BAO QUAN:
Khéng qué 30°C, trénh 4m va dnh sdng.
HAN DUNG:
24 théng ké tir ngdy san xudt.
TIEU CHUAN CHAT LUQNG CUA THUOC:
Tiéu chuén: USP

Co 5o san xudt:
O Chi nhinh 3 - CONG TY CO PHAN DUQC PHAM MH&M
tai Binh Dwong.
IMBXPHARM ¢ 2 guimg 6 2, KON Viét Nam - Singapore 11, phutng Hoa Ph,
TP. Thi Dau Mét, tinh Binh Duong.
Hotline: 1800 555 535  Email: imp@imexpharm.com

TUQ. CUCTRUfING
PTRUGNG PHONG

Npapén Ngoe Snk
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