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EU - GMP
Prescription only medicine
CEFOPERAZONE 1g

Powder for injection

Intramuscular injection
Intravenous infusion

Box of 1 vial

AN HOP: (Hop 11o)

DE XA TAM TAY TRE EM.
_ DQC KY HUONG DAN
SU’ DUNG TRUOC KHI DUNG.

THANH PHAN: Moi

Cefope

(dwoi dang Cefoperazon natri)
CHI BINH, CHONG CHI DINH,
CACH DUNG VA CAC THONG
TIN KHAC n doc trong to

SDK / Visa NO.: XX-XXXXX-XX

BAO QUAN KHONG QUA 30°C,
TRANH AM VA ANH SANG.

Co's6 san xuat:
Chi nhanh 3 - Cng Ty CPDP IMEXPHARM
tai Binh Duong
6 22, duong s6 2, KCN Viét Nam -
Singapore Il, phuéng Hoa Phu,
TP. Thd Dau Mét, tinh Binh Duong.

(0 IMexpHaRM

GMP - EU

Thubc ké don

CEFOPERAZONE 1g

Thuoc bot pha-tiém

Tiém truyén tinh mach

Tiém bap

Hop 1o

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ
THE INSTRUCTIONS BEFORE USE.

( erazone so
INDICATIONS, CONTRA-
INDICATIONS, DOSAGE AND
OTHER INFORMATION:

DO NOT STORE ABOVE 30°C, PROTECT
FROM MOISTURE AND LIGHT.

Manufacturer:

NSX/
Mfg. Date:

S 1o Y/
Batch No.:

Ho/
Exp. Date:
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G DAN SU DUNG: (Néi dung gém 07 trang)

"CEFOPERAZONE 0,5 g
CEFOPERAZONE 1 g

CEFOPERAZONE 2 g
THUOC BQT PHA TIEM

ll' dung trwdc khi dung

y chi ng theo don thuoc

THANH PHAN CONG THUC THUOC:
MB3i lo thudc bot pha tiém Cefoperazone 0,5 g chira:
Thanh phan dwgc chdt: Cefoperazon (dudi dang Cefoperazon natri).................... 05¢g
Thanh phan td dwgc: Khong co
MB3i lo thudc bot pha tiém Cefoperazone 1 g chira:
Thanh phan dwgc chit: Cefoperazon (dudi dang Cefoperazon natri)....................... lg
Thanh phin td dwoc: Khong c6
MBbi lo thubc bot pha tiém Cefoperazone 2 g chira:
Thanh phin dwgc chit: Cefoperazon (dudi dang Cefoperazon natri)...... ..« sssssswensoses 2g
Thanh phén td dugc: Khong c6
DANG BAO CHE:
Thubc bot pha tiém.
Bot vo khuan, két tinh, mau tring dén vang nhat, dong troné\l\ uy tinh nat kin.
CHI PINH:
Cefoperazone duoc sir dung tuong tu nhu ceftazidim trong diéu tri cac nhiém khuén nhay cam, dic
biét trong nhiém Pseudomonas spp.. Tuy nhién, thudc khong dugc khuyén céo dung trong diéu tri
viém mang ndo do thAm vao dich ndo tuy it.
Cefoperazon duoc chi dinh trong diéu tri cac nhim khuan gy ra béi cac vi khuan nhay cam sau:
nhiém khudn duong mat, dudng hd hip trén va dudi, da va mé mém, xwong khdp, than va duong
tiét niéu, viém viing chau va nhiém khuan san phu khoa, viém phuc mac va nhiém khuén trong b
bung; nhiém khuén huyét, bénh 14u.
C6 thé dung cefoperazon 1am thudc thay thé c6 hiéu qua cho mt sb loai penicilin phd rong c6 két
hop hoac khong két hgp véi aminoglycosid dé diéu tri nhiém khuén do Pseudomonas & nhiing
ngudi bénh qua man véi penicilin.
Néu ding cefoperazon dé diéu tri cac nhiém khuan do Pseudomonas thi nén két hop véi mot
aminoglycosid.
LIEU DUNG - CACH DUNG:
Liéu dung:
Nguwoi lon:
- Nhiém khudn nhe va trung binh: 1iéu thuong ding 1a 1 —2 g, mdi 12 gid mot lan.
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enh nhdn bi bénh gan hoac tdc mdt: khong qua 4 g/ 24 gio.
Bénh nhan bi suy ca gan va than: 1 —2 g/ 24 gio.
Néu dung liéu cao hon phai theo ddi ndng do cefoperazon trong huyét tuong.

- Ngwoi bénh suy thdn: c6 thé sir dung cefoperazon véi lidu thuong ding ma khéng cin didu
chinh liéu lugng vi thudc thai trir chinh qua duong mat. Néu c¢6 dau hiéu tich liy thudc, phai
giam liéu cho phu hop.

Liéu trinh cefoperazon trong diéu tri cdc nhiém khuan do Streptococcus tan huyét beta nhém A

phai tiép tuc trong it nhat 10 ngay dé gitp ngan chin thdp khép cip hodc viém cau than.

Déi véi ngudi bénh dang diéu tri thdm tach mau, c6 thé phai diéu chinh cho liéu cefoperazon sau

thim tach méau vi cefoperazon bj loai bd mot phan trong khi thdm phan mau.

Tré em:

Mic du tinh an toan va hiéu luc cia cefoperazon & tré em dudi 12 tudi chua duoc xac dinh, thube

da dugc khuyén cdo dung dudng tinh mach cho tré em véi lidu 25 — 100 mg/kg, cir 12 gid mot lan;

tré so sinh véi liéu 50 mg/kg cach 12 gio mét 1an; tré nho 25 — 50 mg/kg cach 6 - 12 gid mot 1an.

Liéu tdi da 400 mg/kg/ngay, khong vuot qua 6 g/ngay.

Duong dung:

- Tiém bap
- Tiém truyén tinh mach gian doan (15-30 phut)
- Tiém truyén tinh mach lién tuc

Huéng din cich pha thudc tiém:

Cich pha thubc:

Pé tranh bién chimg nhiém khuén khi tiém, phai thuc hién thao tac vo tring khi pha thuc. Dung

dich sau khi pha phai dung ngay dé ngan ngira nguy co nhiém khuan. Néu dung dich sau khi pha

khong dugc str dung ngay thi thoi gian va diéu kién bao quan dung dich 1a trach nhiém cua ngudi
stir dung.

Pé yén dung dich thudc sau khi pha cho tan bot dé quan sat bot thudc da tan h&Chua. Khi hoa tan

cefoperazon & ndng do cao (trén 333 mg/ml), can phai lic manh va lau. D tan tdi da khoang 475

mg/ml.

Dung moi pha ti€m thich hop:

Dextrose 5 %

Dextrose 10 %

Natri clorid 0,9 %

Nudc cét pha tiém (khong ding dé tiém truyén tinh mach)

Chuén bi thudc tiém truyén tinh mach:

Nong do6 khoang 2 — 50 mg/ml dugc khuyén céo ding tiém truyén tinh mach.

- Tiém truyén tinh mach khéng lién tuc: Hoa tan mdi gram cefoperazon v&i 5 ml mét trong

cac dung moi pha tiém thich hop. Sau dé, pha lodng tiép trong 20 — 40 ml dung dich pha lodng

thich hop (nhu dung dich dextrose 5 %, dung dich dextrose 10 %, dung dich natri clorid 0,9 %)
va tiém truyén trong 15-30 phut.

- Tiém truyén tinh mach lién tuc: Hoa tan mdi gram cefoperazon v6i 5 ml mét trong cac
dung méi pha tiém thich hop. Sau d6, pha loang tiép dé ndng d¢ cudi cung dat 2 — 25 mg/ml.
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"~ ChuarBi/thuéc tiém bép:

\&M bip: Sir dung dung méi thich hop dé pha dung dich thudc tiém bp.

Tién hanh nhu sau:

Ham lugng Néng d6 cefoperazon Thé tic}q dur}g dich | Thé t;icllléy ra
thém vao dé tiém
05¢g 250 mg/ml 1,9 ml 2 ml
lg 250 mg/ml 3,8 ml Ll
2g 250 mg/ml 7,2 ml 8 ml

P§ on dinh cia dung dich sau khi pha:
- Do 6n dinh ly héa cia dung dich cefoperazon truyén tinh mach 1a 24 gio & nhiét d6 phong (25°C)
va 24 gid néu bao quan trong tu lanh (2 °C - 8°C).
Mot s6 lwu ¥ diic biét vé xir Iy thudc trwdc va sau khi sir dung thudc:
Thudc chi ding mét 1an. Dung dich con thira sau khi sir dung phai dugc loai bo.
Dung dich thudc sau khi pha khong dugc c6 tiéu phan nhin thdy bing mét thuong, khong bi két tia.
CHONG CHI PINH:
Ngudi bénh ¢o tién st di (g vdi cefoperazon va khang sinh nhom cephalosporin.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
Trudc khi bt dau diéu tri bing cefoperazon, phai diéu tra k§ vé tién sir di ing ctia ngudi bénh véi
cephalosporin, penicilin hodc thudc khac.
Phan g chéo qua min (bao gdm sdc phan vé) da thdy xay ra trong sd cac ngudi bénh dj g voi
khang sinh nhém beta - lactam nén ding cefoperazon phai than trong, theo ddi cac ddu hiéu va
triéu ching sdc phan vé trong lan dung thudc dau tién va sdn sang moi thir dé diéu tri séc phan vé
néu ngudi bénh trude day da di ing véi penicilin. Tuy nhién, véi cefoperazon, phan g qua man
chéo vdi penicilin 6 ty 18 thip.
Str dung cefoperazon dai ngay c6 thé lam phat trién qua mirc cac chiing khong nhay cam. Can theo
d3i ngudi bénh cn than. Néu bi boi nhiém, phai ngimg sir dung thudc.
D3 c¢6 bao cdo viém dai trang mang gia khi str dung cac khang sinh phd rong; v%én phai quan
tAm t6i viéc chan doan bénh nay va diéu tri vi metronidazol cho ngudi bénh bj tiéu chiy ning lién
quan t6i sir dung khang sinh. Nén than trong khi ké don khang sinh phd rong cho nhitng ngudi c6
bénh dudng tiéu hoa, dac biét la bénh viém dai trang.
Cefoperazon c6 chira chudi N-methylthiotetrazol, cau tric lién quan téi giam prothrombin huyét.
Giam prothrombin huyét dugc béo céo da thdy trén nguoi bénh dung cefoperazon nhung hiém khi
gdy chay mau. Can theo d&i thoi gian prothrombin & ngudi bénh c6 nguy co giam prothrombin
huyét va sir dung vitamin K néu can. Dic biét theo d&i ham lugng prothrombin & ngudi bénh bi rdi
loan hip thu hodc dugc nudi n qua dudng tinh mach; néu can dung thém vitamin K.
Thudc bdt pha tiém Cefoperazone c6 chira ion Na*. Do dd, than trong khi ding thudc cho ngudi
suy giam chirc nang than hodc bénh nhén can kiém soat natri trong ché do an.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
St dung thudc cho phu nit cé thai:
Nghién ctru vé sinh san trén chudt nhét, chudt cdng va khi khong cho thy tac hai dén bao thai.
Cephalosporin thuong dugc xem 1a c6 thé str dung an toan trong khi c6 thai.
Tuy nhién, vi chua c6 dAy du cac nghién ctru c6 kiém soét chit ché vé dung cefoperazon trén nguoi
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: i m‘ ' V?:;n gthal va cefoperazon vao dugc nhau thai nén chi dung thudc nay cho ngudi mang thai néu that

\ o IMEAPHAGER shié

\4,\ /S@ngg thuéc cho phu ni¥ cho con bii:

“\:~5~:s€efoperazon bai tiét vao sita me & nong do thap (vao khoang 0,4 - 0,9 mlcrogam/ml sau khi tiém
truyén lidu 1 g). Nhitng anh hudng trén tré dang bu me chua duoc biét, xem nhu ndng do thap nay
khong c6 tac dong trén tré dang bi sira me, nhung can than trong khi sir dung cefoperazon cho
ngudi dang cho con bu, dic biét chi y truong hop tré bi tiéu chay, twa va ndi ban.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua c6 bang chimg vé anh huéng cia thude 1én kha nang 14i xe, van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:
Twong tic cia thudc:
C6 thé xay ra cac phan tng giéng disulfiram véi cac triéu chimg diic trung nhu do birmg, ra md hoi,
dau dau, budn nén, ndn va nhip tim nhanh néu uéng ruou hodc dung ché phém c6 rugu trong khi didu
tri va trong vong 72 gid sau khi dung cefoperazon.
Str dung dong thoi aminoglycosid va mot s cephalosporin c¢é thé 1am tiang nguy co doc véi than.
Mic du téi nay chua thdy xay ra véi cefoperazon, can theo ddi chirc ning than ciia ngudi bénh, dic
biét 1a nhitng ngudi suy than ding ddng thoi cefoperazon va aminoglycosid. Néu cefoperazon dugc
dung dong thoi véi cac khang sinh nhém aminoglycosid thi nén tiém riéng ré.
Hoat tinh khang khuén cua cefoperazon va aminoglycosid in vitro c6 thé cong hoic hiép dong chéng
mdt vai vi khudn Gram am bao gdm P. aeruginosa va Serratia marcescens; tuy nhién su hiép dong
nay khong tién doan dugc. N6i chung khi phdi hop cac thube d6 can xéc dinh in vitro tinh nhay cam
ctia vi khudn ddi véi hoat tinh phdi hop cua thude.
Str dung ddng thoi véi warfarin va heparin ¢6 thé 1am ting tac dung giam prothrombin huyét cua
cefoperazon, ting nguy co chdy mau.
Khi dung dong thoi véi cac thude doc cho gan, can theo ddi chirc ning gan.
Khéng giéng nhu ddi véi cac cephalosporin khac, probenecid khong gy anh hu&g/dén do thanh
thai cefoperazon qua than. Cefoperazon c6 thé lam giam hoat luc cua véac xin thuong han.
Cefoperazon c6 thé gay két qua duong tinh gia khi xac dinh glucose trong nuéc tiéu.
C6 tuong ky vé vat ly giita cefoperazon va aminoglycosid. Néu sir dung két hop cefoperazon va
aminoglycosid, cac thudc nay phai dung riéng ré.

TAC DUNG KHONG MONG MUON CUA THUOC:

Thwong gap (ADR > 1/100):

- Mau: Tang tam thoi bach cau ua eosin, thir nghiém Coombs duong tinh.

- Tiéu hoa: Tiéu chay.

- Da: Ban da dang san.

it gip (1/1000 > ADR > 1/100):

- Toan than: Sét.

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

- Tai chd: Pau tam thoi tai chd tiém bép, viém tinh mach tai noi tiém truyén.
Hiém gip (ADR < 1/1000):
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h trung vong: Co giat (v6i liéu cao va suy giam chirc nang than), dau dau, tinh trang

fEXP tARI’\%yK'

“ 4»/';, LEMa * Giam prothrombin huyét.
— Ti Tiéu héa: Budn non, non, viém dai trang mang gia.
- Da: Ban d6 da dang, hdi chirng Stevens-Johnson.
- Gan: Vang da r mat, ting nhe AST, ALT va phosphatase kiém.
- Thén: Nhiém déc than cé tdng tam thoi uré huyét/ creatinin, viém than kg&.
- Than kinh co va xuong: Pau khp.
- Khaéc: Bénh huyét thanh, bénh ndm Candida.

Huwéng din xir tri ADR:

- Ngung str dung cefoperazon. Trong trudng hop di ing ho#ic phan tng qua man nghiém trong
can tién hanh diéu tri hd tro (duy tri thong khi va sir dung epinephrin, oxygen, tiém tinh mach
corticosteroid).

- Céc truong hop bi viém dai trang mang gia thé nhe, thuong chi can ngimg thude. Cac truong
hop thé vira va ning, can xem xét cho dung cac dich va chét dién giai, bd sung protein va diéu
tri v6i thudc udng metronidazol.

- Néu bi co giat, phai ngirng sir dung thube. C6 thé diéu tri véi thudc chdng co giat néu c6 chi
dinh 1am sang.

Théong bdo ngay cho béc si hodic dwge si nhitng phan ing c6 hai gip phai khi sir dung thudc.

QUA LIEU VA CACH XU TRi:

o]

/,
s
y AV
/O jf -

Triéu chirng:
Céc tridu chimg qua liéu bao gdm ting kich thich than kinh co, co giat dic biét & ngudi bénh suy than.
Xir tri:

Xir tri qué lieu can can nhac dén kha nang qua liéu ctuia nhiéu loai thudc, su tuwong tac thuoc va dugc

dong hoc bat thudng ciia ngudi bénh

Béo vé dudng hd hap ciia ngudi bénh, hd tro thong khi va truyén dich. Néu ngu&z&énh phat trién

céc con co giat, ngimg sir dung thudc ngay; c6 thé sir dung liéu phap chéng co giat néu c6 chi dinh

vé 1am sang. Thdm tach méu c6 thé c6 tac dung gilip thai loai thudc khoi mau, ngoai ra phan 16n

céc bién phap 1a diéu tri hd trg hodc chira triéu ching.

PAC TINH DUQC LUC HQC: ,

- Nhém dugc ly: Khang sinh cephalosporin thé hé 3.

- M3aATC:J01DDI12.

- Co ché hoat dong:
Cefoperazon 1a mot cephalosporin tiém thé hé 3, c6 kha nang diét khuén do gin véi mang
thanh té bao vi khun, (rc ché tng hop thanh té bao cua vi khudn dang phat trién, gay chét té
bao. Cefoperazon c6 tac dung tuong tu nhu ceftazidim, nhung kém ceftazidim déi chat vé hoat
tinh ddi v&i mot sb Enterobacteriacae. Cefoperazon c6 tac dung voi Pseudomonas
aeruginosa, tuy vdy kém hon so véi ceftazidim. Cefoperazon rt bén vitng dbi voi nhidu
beta-lactamase cua hau hét cac vi khudn Gram 4m, nhung so véi cefotaxim lai d& bi thuy phan
hon boi mot s beta-lactamase.

- Co ché khang thubc:
C6 3 co ché chinh khang cefoperazon:

2°x
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ien doi dich dén PBP, thuong xay ra & vi khuan gram duong.
Ur tao ra beta-lactamase pho rong hodc su bi€u hién qua mirc cia céac beta-lactamase xac

am.
« Giam hép thu hozc tang thai & mot s6 vi khuan Gram am.
- Phb tac dung ciia cefoperazon rong, bao gdm:
Céc vi khudn ua khi Gram dwong: Staphylococcus aureus, cic chiing san xuét hoic khong san

xuét penicilinase, S. epidermidis, Strept. pneumoniae, Strept. pyogenes (Strept huyét tan beta
nhém A), Strept. agalactiae (Strept huyét tan beta nhém B); Enterococcus (Strept. faecalis,
Strept. faecium va Strept. durans).

Mic dii phan 16n cac mau phan l4p tir dm sang cua cc ching Enterococcus khong nhay cam
vdi cefoperazon nhung lai roi vao diing trong viing nhay cam trung gian va khang vira phai véi
cefoperazon nén trong 1am sang, diéu tri cac nhim khudn do Enterococcus bing cefoperazon
van c6 két qua, nhat 1 khi tic nhan gy bénh gdm nhiéu loai vi khuan. Can phai than trong khi
dung cefoperazon dé diéu tri cac nhiém khuén do Enterococcus va phai dat du ndng do
cefoperazon trong huyét thanh.

Céc vi khuén ua khi Gram am: E. coli, Klebsiella spp. (bao gdm K. pneumoniae), Enterobacter
spp., H. influenzae, Proteus mirabilis, Proteus vulgaris, Morganella morganii (trudc day la
Proteus rettgeri; mot s6 ching Acinetobacter calcoaceticus; Neisseria gonorrhoeae.

Vi khudn ky khi: Cau khuin Gram duong (bao gdm Pepfococcus va Peptostreptococcus);
Clostridium spp., Bacteroides fragilis; cac chiing bacteroid khac.

Cefoperazon ciing ¢ tac dung in vitro dbi v6i nhiéu loai vi khuan gy bénh khac nhau tuy
chua rd vé y nghia 1am sang. Cac vi khuan nay gom cé: Salmonella va Shigella spp., Serratia
liquefacius, N. meningitidis, Bordetella pertussis, Yersinia enterocoliticq, Clostridium
difficile, Fusobacterium spp., Eubacterium spp. va cac chung H. inﬁv

gonorrhoeae san xuét beta-lactamase. T4c dung cua cefoperazon tang 1én khi phdi hop véi

zae va N.

sulbactam 1a chét tc ché beta-lactamase, dic biét ddi v6i Enterobacteriacae va Bacteroides
spp., nhung phdi hop nay khong tac dung dbi v6i Pseudomonas aeruginosa di khang thude.
PAC TINH DUQC DONG HOC:
Cefoperazon khong hap thu qua dudng tiéu hoa nén phai dung duong tiém.
Thudc tiém cefoperazon 1a dang mubi natri cefoperazon. Tiém bép cic litu 1 g hodc 2 g
cefoperazon, ndng do dinh huyét tuong tuong tng 13 65 va 97 microgam/ml sau 1 dén 2 gid. Tiém
tinh mach, 15 dén 20 phut sau, ndng do dinh huyét twong gép 2 - 3 1an ndng do dinh huyét tuong
cuia tiém bép. Nira doi ctia cefoperazon trong huyét twong khoang 2 gid, thdi gian nay kéo dai hon
& tré so sinh va & ngudi bi bénh gan hoac dudng mat. Cefoperazon gén két vai protein huyét turong
tir 82 dén 93%, tuy theo nong do.
Cefoperazon phan b rong khép trong cac md va dich co thé. Thé tich phan b6 biéu kién cua
cefoperazon & ngudi 16n khoang 10 — 13 lit’/kg va ¢ tré so sinh khoang 0,5 lit’/kg. Cefoperazon
thuong kém thadm nhép vao dich ndo tiy. Cefoperazon qua nhau thai va bai tiét vao sira me & nong
do thap.

Cefoperazon dugc thai trir chu yéu o mat (70% dén 75%) va nhanh chéng dat dugc nf’mg dd cao
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operazon dugc thai trlr trong nudc ti€u chi yéu qua loc cau than. Pén 30% liéu sir

trong nudc tiéu & dang khong ddi trong vong 12 dén 24 gio. O ngudi bi bénh gan hoic
¢ thai trlr trong nudc tiéu ting. Cefoperazon A 1a san phdm phan huy it c6 tc dung hon
cefoperazon va chi tim thdy rét it in vitro.
QUY CACH PONG GOI:
Hop 01 lo.
Hop 10 lo.
PIEU KIEN BAO QUAN:
Khéng qua 30°C, tranh 4m va anh sang.
HAN DUNG:
24 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG CUA THUOC:
Tiéu chuén: USP

Co s6 san xudt:
() Chi nhanh 3 - CONG TY CO PHAN DUQC PHAM IMEXPH&%M
tai Binh Dwong.
IMEXPHARM ¢ 25 auong s6 2, KON Viét Nam - Singapore 11, phuong Hoa Phi,
TP. Thi Dau Mét, tinh Binh Duong.
Hotline: 1800 555 535  Email: imp@imexpharm.com
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