Rx
Thude byt pha tiém
CEFOPERAZONE 2G

o  Thudc nay chi dung theo don thude.

o Déxatam taytréem.

o  Docky hudng din sir dung trudc khi ding thude.

o Khoéngsurdung thudc da qua han trén bao bi.

o Khongdungcaclo thudc c6 biéu hién bién mau, vén cuc.

o Thongbaongay cho béc si hodc dugc sy nhimg tac dung khéng mong
muon gap phai khi sir dung thudc.

Thanh ph"fm cong thirc thubc:

Thanh phan diwgc chat:

Cefoperazon (dang cefOperazon Natri)..........oceervemseisesnensissmsinsnseseess 2,0g.

Dangbao ché:

Thuéc bét pha tiém. Bot thudc mau tring hodc nga vang, khé toi, dung trong lo
thuy tinh khong mau, nit kin bﬁng nut cao suvacod nép nhom bao ve.

Chidinh: p

Cefoperazon dugc sir dung dé diéu trj cac nhiém khudn ning do céc vi khuén nhay

cam v:é céc vi khuén da khz’mg cac khéng sinh beta - lactam khz’;c. Bao gom:

- Nhiém khuan dudng hé hap trén va dudi nhu viém phdi cdp tinh va man tinh,

viém phé quan.

-Nhiém khuén than va dudmg tiét niéu nhu viém bé than, viémni¢udao.

- Viém phiic mac, viém ti mat, viém dudng mat va céc nhiém khuan trong 6 bung

khéc.

- Nhit?m k.hufi"m huyét. i

- Nhiém khuan da va mé mem.

- Nhiém khuan xuong va khép.

- Viém ving chiu va nhiém khuén sin phy khoa.

- Nhiém khuan dudng mit.

Dy phong nhiém khuan hau phu trong cac thi thudt nhu: phau thujt b bung, phy

khoa, phau thudt tim va mach méau, phau thut chinh hinh.

Cich dung, liéu dung:

o Liéuding: A )

- Ngudi lén: Boi vai cac nhiém khuan nhe va trung binh, liéu thuomg dung 1a2-4
g, cir 12 gid mét lan. Trong truong hgp nhiém khuan nang, c6 thé tang licu lén
dén 12 g méi ngay, chialam 2 dén 4 lan.

- Ngudi bénh suy than cé thé sir dung cefoperazon véi liéu thuong ding ma
khong cin diéu chinh lidu lugng. Néu ¢6 dau higu tich luy thude, phii gidm licu
cho phu hgp. . 4

- Bénh nhén suy gan: Liéu dung cho bénh nhin suy gan hodc tac mat khong
qué 4g/24 gid hojc lieu dung cho nhirng ngudi bj casuy gan vasuy thdnla 1 g
t¢i 2 g/24 gid, néu dung lieu cao hon, phai theo doi nong do cefpoperazon
trong huyét tuong. : .

- Liéu trinh cefoperazon trong diéu trj cac phiém khuéan do Streptococcus tan
huyét beta nhém A phai tiep tuc trong it nhat 10 ngay dé gitp ngén chin chong
thap khdp cap hoac viém cau than. ) ] ' '

- V6ingudi bénh dang diéu tri thdm phén mau, can c6 phac do cho liéu sau thdm

han.
= %ré em: Mic di tinh an toan cua cefoperazon ¢ tré em dudi 12 tudi chua dugc
xac dinh, thudc di duoc dung tiém tinh mach cho tré so sinh va tré em vdi licu
50 - 200 mg/kg thé trong, cir 12 gicmot lan.
Cdchding: ] g i
- Ché pham duogc sir dung dé tiém bap sau hodc tiém truyén gian doan (khoang 15
— 30 phut) hodc lién tuc. C6 thé tiém tinh mach tryc tiép cham trong vong 3 — 5
phut, nhung khong nén tiém tinh mach truc tiep nhanh.
Tiém be“'lp sau & nhimg khoi co 16n nhu co méng to hodc ving dui trudec.

Céchpha: X
C6 thé dung cac dung dich sau day dé pha tru6c Cefoperazon:

Bang 1:
Dung dich dextrose 5 %, Dung dichNaCl 0,9%,
Dung dich dextrose 5 % va dung dich | Dung dich Normosol® M va
NaCl 0,9%, Dextrose 5%,
Dung dich dextrose 5 % va dung dich | Dungdich Normosol®R,
NaCl10,2%, Nudc vo khuan dé tiém*
Dung dich dextrose 10 %,
Nuéc kim khuan dé tiém (Benzyl
alcohol hodc Paraben) *{

(* Khong dugc sir dung dé truyén tinh mach.
t Khong nén sir dung cic ché pham c6 chira Benzyl Alcohol cho tré so
sinh
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Cefoperazon dung dé tiém truyén tinh mach hogc tiém bap, c6 the lodng vai bat
ky dung dich turong thich no dugc de cap & bang 1. Cac dung dich duoc dé yén
sau khi pha loang dé cho bot tan het7 c6 thé nhin thay bing mat thuong. Véi
Cefoperazon ¢ nong d6 cao c6 thé khudy manh va lau dé hoa tan. D¢ hoa tan t6i da
ctia cefoperazon xap xi 475 mg Cefoperazon/ml dung dich pha loang.

Sur dung dudng tinh mach: Nong d6 Cefoperazon tir 2mg/ml den 50mg/ml duge
khuyén céo cho tiém tinh mach. Cefoperazon dugc pha ban dau vai toi thidu
2,8ml trén mdi gam ché phim ciia bat ky dung dich pha loang twong thich nao dé
tiém tinh mach dugc li¢tké trong bang 1. Dé dé pha loang, sir dung 5 ml dung dich
tuong thich cho m01 gam ché pham. Toan b lugng dung dich thu dugc rit ra pha
loang thém dé truyén tinh mach. Céc dung dich pha loang dé truyén tinh mach

thich hop:
Bang 2:
Dung dich dextrose 5 % Dung dich Ringer Lactat
Dung dich dextrose 5 % va Ringer | DungdichNaCl0,9%
Lactated Dung dich Normosol® M va

Dung dich dextrose 5 % va NaCl 0,9% Dextrose 5%,
Dung dich dextrose 5 % va NaCl 0,2% Dung dich Normosol® R,
Dung dich dextrose 10 %,

Dung dich thu dugc dugc dung deé tmyén ngit quang (trong khoang 15-30 phut)
hodac truyen lién tuc v&i nong d¢ tir 2 dcn 25 mg/ml.

Sir dung dé tiem bép C6 thé sir dung bét ky dung djch pha lodng nao & bang 1 dé
chuén b] cho tiém bap. Khi nong dé tir 250mg/ml trg 1én, ding dung dich lidocain.
Cach nay s dung két hgp nudc cht pha tiém, dung dich tiém Lidocaine
hydrochloride 2%. Céich pha nhu sau: diu tién thém nude cit pha tiém va lic dul
cho dcn khi bot Cefoperazon hoa tan hoan toan, sau d6 thém lugng Lidocain 2
can thiét va lic déu.

- Bang dudi day khuycn cao vé thé tich va nong do thudc c6 thé dat dugc sau khi
hoa tan bdt pha tiém véi dung moi Ia nudc cat pha tiém va dung dich tiém
Lidocaine hydrochloride 2%

Budc | Budce 2 3 oot 1l
Néng do Thé tich Thid ek | 71 Heht 18y
Cefoperazon nudce cat Lidocain r \ df
pha tiém HCl 2% Hem®
2 333 mg/ml 3.8 ml 1,2 ml 6 ml
250 mg/ml 54 ml 1.8 ml 8 ml
- Khi sir dung chét pha loang khéng phai Lidocain HCI tiém thi pha In\np: nhu sau:
Nong do Thé tich chat pha Thé tich liy ra dé
Cefoperazon lodng thém vao tiém *
333 mg/ml 5,0 ml 6 ml -
28 250 mg/ml 72ml Eml

*C6 dii s6 du hién tai dé cho phép nit thé tich da néu.

TNéng dd cuobi cung cua Lidocain s xép xi nong d¢ thu duge néu Lidocain

Hydrochloride 0.5% dugc sirdung 1am chét pha lodng.

Chuy:

Sau khi pha thanh dung djch, khéng cén phai trénh énh séng. Cac dung dich da

pha van giir dugc tac dung trong 30 gi¢r dbi véi dung dich sau pha véi nudc cit

pha tiém, dextrose 5%; 16 gio d6i voi dung dich sau pha vai dextrose 10%, natri
clorid 0,9%; 8 git doi v6i dung dich sau pha véi natri clorid 0,2%, Ringer
lactate khi bao quéan & nhiét d¢ dudi 25°C.

Chéng chidinh:

Mén cam véi batky thanh phan nao cua thudc.

Di g v6i bit et cephalosporm nao.

Tién sir di ‘img nang véi i bt ky beta lactam nao.

Cinhbdo va than trong khi diung thude:

Trudce khi bit dau didu trj bang cefoperazon, cin diéu traky vé tién sir dilmgcua
ngudibénh véi cephalosporin, pemcﬂm hoac thuoc khac.

Vi da thdy c6 phan img chéo qua man (bao gom soc phan vé) xiy ra trong sb céc
ngudi bénh di img véi cac khang sinh nhém beta-lactam, nén ding cefoperazon
phai than trong, theo ddi cac dau hidu va trigu chimg soc phan vé trong lan ding
thudc dau tién, va sin sang moi thir dé didu tri soc phan v€ néu ngudi ben.h trudce
day da di img véi penicilin. Tuy nhién, véi cefoperazon phan img qua man chéo
voipenicilincé tilé thap.

Str dung cefoperazon dai ngay co the lam phit trién qua mirc cac chiing khéng
nhay cam. Can theo doi ngudi bénh can than. Néu bi bdi nhiém, phai ngimg sir
dung thube.

ba co bao céo viém dai trang mang gia khi sir dung cc khang sinh pho rong, vi
vdy can phal quan tim t6i viéc chén doén bénh nay va diéu tri véi metronidazol
cho ngudi bénh bj ia chay nang lién quan t6i sir dung khdng sinh. Nén than trong
khi ké don khang sinh pho rong cho nhimg ngudi bénh 6 bénh dudmg ticu hoa,
dic biét 12 bénh viém dai trang.
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Cefoperazon c6 chira chudi N- methylthiotetrazol, cdu tric lién quan dén giam
prothrombin huyu Giam prothrombin huyét dugc bao cdo da thay trén nguoi
bénh dung cefoperazon nhung hiém khi gay chiy mau. Can theo ddi thai gian
prmhrombln 0 ngudi b¢nh c6 nguy co gidm prothrombm huyc.t & ngudi bénh ¢d
nguy co giam prolhrombm huyel va sir dung vitamin K néu can. Dac biét theo doi
ham lurgng prolhrombm & ngudi bénh bj roi loan hap thu hodc dugc nuoi dn qua
dudng (inh mach; néu can dung thém vitamin K.

Thuoc ¢6 chira natri nén can than trong & nhimg bénh nhén co ché do in kiém
sodt muoi nghlem ngat.

Strdung thube cho phu nir c6 thai va cho con bi:
o Surdung rhuoc cho phu niz co thai:

Nghién ciru vé sinh san trén chudt nhat, chudt cong va khi khong thiy tdc hai
dén bao thai. Cephalosponn thuong dugc xem 14 c6 thé sir dung an toan khi cd
thai. Tuy nhién, chua c6 day di cac cong trinh nghién ciru kiém sodt chit ché vé
dung cefoperazon trén ngum mang thai, cefoperazon vao dugce nhau thai nén chi
ding thuée nay cho ngudi mang thai khi that can thiét.

o Strdung thuéc cho phu niz cho con bii:

Cefoperazon bai tiét vao sira me¢ 0 nong d thap. Xem nhu nong d¢ nay khong
co tic dpng trén tré dang bu sira m¢, nhung nén quan tam khi thdy tré bi ia chay,
tua va noi ban.

Anh huéng ciia thudc 1én kha niing 14i xe, vin hainh miy méc:

Chua c6 n;,hlcn ciru ddy du vé anh huéng cta thude 1én kha ning ldi xe va vin
hanh may méc tau xe, tuy nhién thube c6 thé gay tic dung khong mong mudn 14 co
gidt, dau diu.

Tuong tac, trong ky cia thude:
e Twong tdc:

Co thé xdy ra cac phan (mg glong disulfiram v§i céc tri¢u chimg dic tnmg nhur
d6 bimg, ra mo hoi, dau dau, buon nén, non va nh;p tim nhanh néu udng nrgu
trong vong 72 gid sau khi ding cefoperazon.

Sur dung dong thoi aminoglycosid va mol s6 cephalosponn 6 thé lam ting
nguy co djc vai thin. Mic du t6i nay chua thiy xdy ra véi cefoperazon, can lhco
ddi chire ning than cta ngudi bénh, dic bi¢t 1a nhimg ngirdi suy than ding donL_

thoi cefoperazon va ammoglycosnd Hoat tinh khang khuan cua ccfomemn vi
1mmoglycosnd invitro c6 thé cong hoac hiép dong chéng mot vai vi khu.m Gram
am, bao gom P. aeruginosa, Serratia marcescens, tuy nhién sy hlgp don;_, nay
khéng tién dodn duge. Noi chung, khi phm hgp cac thuoc d6 cn xdc dinh invitro
tinh nhay cam cua vi khudn déi véi hoat tinh phéi hgp cua thude. Sir dung dom_,
thdi vai warfarin va heparin, co thé 1am tang tac dung giam prothrombin huyét
cua cefoperazon.

Sir dung dong thoi voi warfarin va heperin c6 thé lam ting tac dung giam
prothrombin | huyét cia ccfopemzon tang nguy co chay mau.

Khi ding d6ng thoi véi cac thude déc cho gan, cdn theo ddi chirc niing gan.

Cefoperazon c6 thé gay két qua duong tinh gia khi xdc dinh glucose trong nude
tiéu.

o Twong ky:

Cé tuong ky vat ly giira cefoperazon va aminoglycosid. Néu str dung kéthop thi
phai ding riéng ré.

Thcdung khong mong mudn cia thube:

Céc tac dung khong mong mudn duge trinh bay theo thir ur tin sudt gap giam
dan:

o Theong gap (1/100 <ADR< 1/10):

Tiéuhoa: Ia chdy.

Da: Bandadang sﬁn

Mau: Tang bach cau ua eosin tam thoi, thir nghi¢ém Coombs duong tinh.

Gan: Tang ASAT, ALAT va phosphatase kiém.

o ftgap (1/1000<ADR <1/100):

Giam bach cau trung tinh c6 hoi phuc, thleu mau tan huycl glam tiéu ciu; sot;
may day ngira; dau tam thoi tai ché tiém bép, viém tinh mach tai noi tiém truyén.
o Hiémgap (1/10000<ADR <1/1000):

Co giat (voi liéu cao va suy glam chac nang Lhan) dau déu, tinh trang bon chon:
giam prothrombin huyét; buon nén, non, viém dai trang mang gia; ban do da
dang héi chimg Stevens-Johnson; vang da & mat, ting nhe AST, ALT; nhiém doc
than c6 tang tam thoi uré huyet/creanmn viém than ké; dau khop; bénh huyét
thanh, nam Candida. S6c phan vé va cac phan img qua man.

Quié liéu va cach xir tri:

Triéu chimg: Tang kich thich than kinh co, co giat dic biét & ngudi bénh suy
thén.

Xir tri: Can can nhic den khé nang qua liéu cia nhiéu loai thue, su tuong tac
thude va dugc dong hoc bat thu.'(mg cua ngudi bénh. Bao vé duong hé hap cua
ngudi bénh, hé tro thong khi va truyen dich. Néu ngudi bénh pht trién cac con co
giat, ngu'no ngay sir dung thudc; c6 thé sir dung liéu phap chong co giét neu cd chi
dmh vé 1am sang. Tham phan mau co I.be c6 tac dung giup thai loai thudc khoi
mau, ngoaira phan 16m cac bién phap la diéu tri ho trg hoac chira triéu chimg.
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Déie tinh dwge lye hge:

Nhom diepe : Khang sinh nhom cephalosporin.

ATC:101DD12.

Cefoperazon 1 mét khang th nhém cephalosponn thé hé 3, co tac dung diét
khudn do gin voi mang thanh té bao vi khuén. Cefo;)erazon gin voi mot hodc
nhiéu protein gin penicilin (PBP), qua doé uc chc sur tong hop thanh cua té bao vi
khuén dang phat trién va phén chia, giy chel té bo. Cefoperazon c6 tac dung vai
Pseudomonas aeruginosa. Cefopcmzon rét vitng bén trudc cac beta-lactamase
duge tao thanh ¢ hau hét cac vi khuén Gram am, nhung so vOi cefotaxim lai dé bi
thay phan hon b mét s6 beta-lactamse. Phé khang khuén ctia thubc bao gom

Cac vi khuan hiéu khi Gram dwong: Staphylococcus aureus (chi cac chin g nhay
cam v6i methicillin), Staphylococcus epidermidis (chi céc chung nhay cdm voi
methicillin), Streptococcus agalactiae (lién cdu f tan huyet nhém B), Streptococcus
pneumonia, Streptococcus pyogenes (lién cau f tan huyétnhémA).

Cac vi khuén hiéu khi Gram am: Citrobacter spemes Enterobacter species,
Escherichia coli, Haemophilus influenza, Klebsiella species, Morganella morganii,
Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia rettgeri,
Providencia stuartii, Pseudomonas species, Serratia marcescens

Cac vi khudn ki khi: Ciu khudn Gram dwong (bao gdm Peptococcus va
Peptostreptococcus spp.), Clostridium species, Bacteroides spemes

Céc Cefoperazon ciing c6 tic dung in vitro doi Vi nhleu loai vi khuan gy bénh
khéc tuy chua 5 vé lam sang, ft nhat 90% trong tong so céc vi khuan sau day c6
ndng do e ché tdi thiéu in vitro (MIC) thap hon hodc bang véi ngudng nhay cam
cua Cefoperazon chong lai céc ching vi khuén tuong tu hodc nhém vi sinh vat.
Tuy nhién, hiéu qua cua Cefoperazon trong diéu tri nhiém tring 1am sang do
nhimg vi khuin ndy chua dugc thiét lap trong céc thir nghiém 14m sang day du va
duoc kiém sodt tot. Cc vi khun nay gom co:

Cac vi khuan ua khi Gram 4m: Bordetella pertussis, Neisseria meningitides,
Salmonellaspp., Serratia liquefaciens, Shigella spp., Yersinia enterocolytica.

Cac vikhuan ki khi: Eubacterium spp., Fusobacterium spp.

Mot sb chung vi khuin khang thudc:

Vi khuan thl.l khi Gram duong: Enterococcus faecalis, Enterococcus faecium.

Vi khuén hiéu khi Gram am: Acinetobacter spp., Morganella morganii, Proteus
vulgaris, Pseudomonas aeruginosa, Serratia marcescens.

Vi khuan ky khi Gram duong: Clostridium difficile.

Vikhuén ky khi Gram am: Bacteroides fragilis.

Vi khuin khac: Chlamydia spp., Mycoplasmaspp., Legionella spp-

Pic tinh duge dfng hoc:

qu thu va phén bé: Tiém bap cc liéu 1 ghodc 2 g cefoperazon nong d¢ dinh
huyet turong twong img 1a 65 v 97 microgam/ml sau 1 dén 2 gio. Tiém tinh mach, 15
dén 20 phut sau, nong do dinh huyet tuong gap 2 - 3 lan nong do dinh huyet tuong
cla tiém bip. Thoi gian ban thai trong huy€t twong khoang 2 gio. Khodng 82 - 93%
thudc duogc gin véi protein huyct tuong, tuy theo nong do. Cefopcrazon phén bd
rong khap cac mé va dich co the. Thé tich phan bd biéu kién & ngudi 16n khoang 10 -
13 lit’kg, va o tré so sinh khoang 0,5 lit’kg. Cefoperazon thudng kém tham nhép vao
dich ndo tuy, nhung khi mang ndo bi viém thi nong do thim nhép thay dbi.
Cefoperazon qua nhau thai va bai tiét vao sita me onong do thap.

Chuyén héa va thai trir: Cefoperazon thai trir chu yéu ¢ mat (70% dén 75%) va
nhanh chong dat dugc nong do cao trong mat. Cefopcrazon thai tnir trong nuoc
tiéu chi yéu qua loc cau than. Pén 30% lidu sir dung thai trir trong nude tiéu &
dang khong doi trong vong 12 - 24 gid. CefoperazonA 1 san pham phan huy it
tdc dung hon cefoperazon vadugc tim thay rat it invitro.

Tré em: Thoi gian ban thai o tré so sinh kéo dai hon so véi ngudi l6n.

Ngudi gia: Chua c6 nghién ciru day du trén ngum cao tudi. Tuy nhién chua c6
sir khdc biét vé dugc dong hoc gitra ngudi cao tudi va nguou tré. Nén thin trong
khi chon liéu ngudi cao tudi va nén bt dau sir dyng tir lidu llmp

Bénh nhén suy gan: 0 ngurdi bj bénh gan hodic mit, thoi gian ban thai kéo dai va
tang thai trir qua thin,

Bénh nhiin suy thin: Nong dé dinh trong huyel tuwong, dign tich dudi dudng cong
vé thosi gian ban thai khong c6 sy khdc bigt dang ké so véi bénh nhan binh thuong.
Quy ehich dbng 6i:

Hop carton ehira 1 1o, kém 1 1y hudng déin st dung thude.

”()])l.dll()ll(.lllm 101o, kém I t& hudémg dlin sir ll\mblhum
Ditu ki¢n bio quin; Naikho, trdnh dnh sdng trye llcp nhiétdo dudi 30°C.

Hyn diing: 36 thang ké 1rngdy sin xufit,
Tieu chufin ehfit lugng cin thude: Titu chudn co so.

Sitn xufl un CONG TY CO PHAN DUGC PHAM MINH DAN
Din chiz 1,0 N8 - Dudmg N5 - KCN Hoa X4 - Phardng M§ Xd
TP Nom Dijnh = Tinh Nam Djnh - Vit Nam
DIfn thopl: 02283671086 I'nx: 02283671113
Fmall: 1Ium-phum.|||Illlulnn(u‘umuil.cnlll
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