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RX thuéc bin theo don

34 Generation Cephalosporin
Hép 10 10

KORAZON ;

{Cefoperazon 500mg + Sulbactam 500mg) Tiémtinh mach

|Thianh Phin| Méi lg chira:
Celoperazons-------sss=--x S00me

{Dweci dang Cefoperazon natri)
Sulbactam--------=--=---- 500mg

(Dt dang Sufbactam natri)

[Mé ti] . ,

Bt thute maw trang hodc trang nga chira
trong lo thuy tinh.

|Chi dinh, Liéu dimg vi cich ding,
‘Than treng, Chéng chi dijnh vi cic
thong tin khac]

Xin doc to huong dan sir dung.

|Tigu chuéin chat bugng] TCCS

iBio quin)

Bio quan trong bao bi kin, nhi¢t do dudi
30°C, tranh anth sang va trdnh dm.

Dé xa thm tay cia tcé em
Do ki irdmg dén sir dung trwée khi dang.
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— |Compuositions] Each wial containg:
ot rd i "B Cefoperazone ------ 500mg
Rx Prescription Druy 3 Generation Cephalo;;rm el
i Sulbaciame-==sss=sr-300mg
1 UVIa[s T Box {us Suthactam sodit)
[Deseription|

White to off-white powder in vial.
[Indications, Dosage & Administration,
Precautions, Contraindicatiens and Others
infermation|

Please see he insert paper.

[Quality specification] Home™s standard
[Storage}

Preserve in a lighly closed container at
temperature below 30°C, avoid sunhight and
maisture.

DNNK: . Keep out of reach of children
Read insert paper carcfully before use.

Visa Ma {SBK] Ml Dale (NSX)
Lot Mo [50 4 §X) Exp Daic (HIY




2. Intermediate label :

[Thanh Phin] M3i lg chira:
g : ; Celoperazon -—-=——--sammmeauea-- 500mg
Rx Thudc ban theo don 3rd Generation Cephalosporin S S O——,
Sulbactam ---=-=-=-s==-asueeeeo- 500mg
{dudi dang Sulbactam natri)
|V ta

Bot thude mau iring hodc iring nga chira trong lg thay tinh.
|Chi dinh, Liéu dang vi cach déing, Thin trong, Chong
" chi dinh va cic thong tin khie|
I n Xin doc t& huéng din sir dung
[ | Tiéu chu@n chat legng| TCCS

| Bie quéin] AR
Béo quan trong bao bi kin, rhiét d¢ o 302€, tranh 4nh s4
ng va tranh am. -

Tiém tinh mach,

Visa Mo {SDK)
Lot No (5015 8X)

K. HANKOOK KORUS PHARM. ¢0, LTDAOREA Mt Dat 045%)

Exp Date{HD]
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T& huéng din sit dung

R, THUOC BAN THEOBON

KORAZON INJ

(Cefoperazon natri, sulbactam natri)
Doc kj hwong din siv dung triwée khi ditng
Néu cin thém théng tin xin héi y kién bdc sy, dwgc s

Tén thude : KORAZON INJ
Thanh phin: M3i lo chia
Hoat chét: Cefoperazon natri twong duong 500mg cefoperazon

Sulbactam natri tueng duong 500 mg sulbactam
Ta dwoc: Khong cé
Dang bao ché : B6t pha tiém
Quy cach déng géi : 10 lo/hdp
Dic tinh duge lue hoce:
Cefoperazon
Cefoperazon la khing sinh nhém cephalosporin thé hé 3, ¢6 tac dung diét khuén do tc ché su
téng hop thanh cita té bao vi khuan dang phat trién va phén chia.
Cefoperazon 12 khang sinh dung theo dwong tiém c6 tie dung khéng khuén tuong tu ceftazidim.
Cefoperazon rit viing bén truée céc beta - lactamase duge tao thanh & héu hét cac vi khuén gram
am. Do do, cefoperazon ¢é hoat tinh manh trén phd rong cta vi khuin gram &m, bao gbm céc
ching N. gonorrhoeae tiét penicilinase va hiu hét cic dong Enferobacteridse % V(,EScherichia
coli, Klebsiella, Enterobacter, Citrobacter, Proteus, Morganella, Providencdia, Salmonella,
Shigella, v& Serratia spp.). Cefoperazon tac dung chbng Enterobacteriaceae yéu hon céc
cephalosporin khac thude thé hé 3. Cefoperazon thudng cé tac dung chdng cac vi khuén khang
v cac khang sinh beta - lactam khac.
Céc vi khudn gram 4m nhay cam khic gdm c¢6 Haemophilus influenzae, Pseudomonas
aeruginosa, Moraxella catarrhalis, va Neisseria spp. Cdc ching Pseudomonas aeruginosa,
Serratia va Enterobacter sau mdt théi gian tiép xtic cdc cephalosporin ¢ thé sinh beta -
lactamase tao ra sw khang thude, ma biéu hién c6 thé chdm. In vitro, hidu hét cic ching Ps.
aeruginosa chi nhay cam véi nhitng ndng d6 cao clia cefoperazon.
Ngoai ra, cefoperazon con cho thay ¢ tac dung trén céc vi khudn gram dwong bao gbm héau hét
cac chung Staphylococcus aureus, Staph. epidermidis, Streptococcus nhom A, va B,
Streptococcus viridans va Streptococcus preumoniae. In vitro, cefoperazon ¢6 tac dung phan nao
trén mot sé ching Enterococci. Nhung néi chung téc dung cia cefoperazon trén cic ciu khudn
gram duong kém hon céc cephalosporin thé hé thir nhat va thé hé thi hai, IR



Cefoperazon c6 tac dung trén mot sé vi khudn ki khi bao gdm Peptococcus, Peptostréptococcus,
cac ching Clostridium, Bacteroides fragilis, va cac ching Bacteroides. Hoat tify, cla
cefoperazon, dic biét 1a dbi véi cac chiing Enterobacteriaceae va Bacteroides, ting 18n v&i/su
hién dién cta chit Gc ché beta - lactamase sulbactam nhung Ps. geruginosa khing thude thi
khong nhay cam véi s két hop nay.

Khong ¢6 cephalosporin nao duge coi 1a cd tac dung vai ce ching Enterococcus, cac ching
Listeria, Chlamydia, Clostridium difficile, hodic cac ching Staph. epidermidis hodc Staph.
aureus khang methicilin. Cefoperazon khdng co tac dung voi Streptococcus pneumoniae khang
penicilin.

Sulbactam

Sulbactam 1a mét acid sulfon penicilamic, chdt tic ché khéng thudn nghich beta - lactamase.
Sulbactam chi ¢6 hoat tinh khang khuin yéu khi st dung don ddc. Sulbactam c6 hoat tinh e ché
16t ca 2 loai beta - lactamase qua trung gian plasmid va nhidm sic thé.

Do sulbactam ¢6 4i luc cao va gén voi mét s§ beta - lactamase la nhitng enzym lam bét hoat
cefoperazon bang cach thily phin vong beta - lactam, nén phdi hop sulbactam véi cefoperazon
tao ra mdt téc dung hiép ddng diét khuan, gitp mé rong phd khang khuén cuia cefoperazon dbi
v&i nhiéu loai vi khudn sinh beta — lactamase.

Viéc két hop cefoperazon va sulbactam hiép ddng téc dung khéng khudn, lam giam ndng d6 MIC
dén 4 14n so vé6i vic ding don doc titng thanh phin.

Dwge ding hoc:

- Hép thu:

Cefoperazon khong hép thu qua dudng tidu héa nén phai ding duong tiém.

Thube tiém cefoperazon la dang mudi natri cefoperazon. Tiém tinh mach, 15 dén 20 phit sau,
ndng a6 dinh huyét tuong gép 2 - 3 Iin ndng dd dinh huyét tuong cta tiéml-b: . Nira doi ctia
cefoperazon trong huyét tuong 1a khoang 2 gi®, thoi gian ndy kéo dai hon 63&4

nguoi bénh bi bénh gan hodc dudng mat.

- Phéin bo:

Cefoperazon gén két v&i protein huyét twong tir 82 dén 93%, tiy theo néng db.

Sulbactam gin két voi protein huyét trong khoang 38%.

Cefoperazon phin bb rdng khip trong cac md va dich cha co thé. Thé tich phén bé bidu kién cla
cefoperazon & ngudi lén khoang 10 - 13 lit/ kg, va & tré so sinh khoang 0,5 lit/ kg. Cefoperazon
thuomg kém tham nhép vao dich ndo tdy, nhung khi mang néo bj viém thi ndng dé tham nhip
thay d6i. Cefoperazon qua nhau thai va bai tiét vao stra me & ndng d6 thip.

-Chuyén héa va thai trir:

Cefoperazon thai trir chit yéu & mét (70% dén 75%) va nhanh chéng dat duge ndng d cao trong mét.
Cefoperazon thai trir trong nude tidu chi yéu qua loc ciu thin. Dén 30% lidu sir dung thai tn trong
nude tiéu & dang khong ddi trong vong 12 dén 24 gid; & ngudi bi bénh gan hofic mét, ty 18 thai trir
trong nude tiéu ting, Cefoperazon A 12 sdn phim phan hiy it ¢6 tac dung hon cefoperazon.

Khoang 75-85% sulbactam dugc thai trir qua nuéce tidu trong vong 8 gidy sau khi udng thude:’

o sinh va &



Chi dinh:
Korazon duge chi dinh trong didu tri nhiém khuén béi nhitng chiing nhay cam ciia cic Vi Khuan
gram duong va gram am va chi khi liéu phap tiém 1a thuc su can thiét:

- Nhi&m khudn dudmg hd hdp bao gém nhiém khuan dudng hd hip trén va dudi.

- Nhi&m khudn dudng tiét nidu, duong sinh dyc. Du phong phéu thuat tuyén tién liét.

- Nhi8m khuin da, mé mém, xuong, khép.

- Nhim khuin dudng mét.

- Nhim tring 6 bung.

- Nhi&m khuén lién quan dén thdm phin phic mac.

- Viém mang ndo do vi khudn gram (-).

- Dy phong nhiém khudn trong céc phau thudt ving bung, dudng sinh duc, tim mach va chén

thwong chinh hinh.

Liéu Iwgng, dwing dung va ciach dung:

Liéu dimg cho bénh nhdn cé chitc néng thian binh thudng:

Lidu lwgng chinh xac va dudng ding phu thude dé tudi, tinh trang bénh nhén, mirc d§ nghiém

trong cia nhiém khuin, va tinh nhay cim cla cac sinh vét gdy bénh.

- Ngudi 16n: Trong phdn 16n cdc bénh nhiem khudn nhe va trung binh 6 thé dung tir 1-2g
(twong duong 0.5-1 g cefoperazon) mdi 12h. Trudng hop nhiém khudn ning, ¢6 thé ding liéu
2-4g (tuwong duwong 1-2 g cefoperazon) mdi 12h. Liéu t&i da khuyén céo la 8g (twong dwong 4
g cefoperazon) mdi ngdy, chia lam 2 lan.

- Tré em va tré so sinh: Tré trén 2 thang tudi liéu tir 40-80mg/kg/24h (twong duong 20-
40mg/kg/24h cefoperazon), dua thube mdi 6h. Trong nhiém tring ngng hodc nhiém tring d&
khang thudc, c6 thé tang lidu [én 160mg/kg/ngay, dua thube mdi 6h.

Tré so sinh lidu t5i da sulbactam la 80mg/kg/ngiy. Néu cin ting liéu ?ﬁéﬁoﬁerazon trén

80mg/kg/ngay thi cé thé bs sung thém cefoperazon.

Liéu dimng cho bénh nhén suy gidm chite ning thén:

Can thiét phai chinh 1iéu khi d6 thanh thai creatinin giam dudi 20ml/phit.

Bénh nhén suy giam chic nang than: v&i bénh nhan ¢6 d§ thanh thai creatinin tir 15-30 mL/phut,

lidu ding tbi da 1a 2g (twong duong lg cefoperazon)/12h, Vi bénh nhan cé d@ thanh thai

creatinin dudi 15 ml/phat, lidu diing ti da 1a 1g (twong duong 500mg cefoperazon)/12h. Trudng
hop nhi®m khuan niing c6 thé bd sung thém cefoperazon.

Durge ddng hoc ciia cefoperazon ¢ thay ddi trong qué trinh chay than nhan tao. Trong qua trinh

nay thoi gian ban thai giam nhe. Can phai ¢6 phac db theo dbi va b sung liéu theo chu ky chay

thén.

Liéu dimg cho bénh nhén suv gan:

Thén trong khi sir dung cho bénh nhan suy giam chirc nang gan. Liéu téi da khong qua 4g/24h

(trong duong 2g cefoperazon).




Puwing dung, cach dung:

Duwéng tinhi mach: Hoa tan trong 10,0 ml nude cAt pha tiém. Lic ki.

- Truyén tinh mach: pha lodng 10ml KORAZON di pha & trén trong mdt trong 56 cac dung
mdi dextrose 5%, NaCl ding truong (0.9%), nude ct pha tiém dé duoc 20.0 ml dung dick
Truyén trong vong 15-60 phiit.

- Véi tiém tinh mach: Chuén bi dung dich tiém tuong tir truyén tinh mach, tiém trong 161 thiéu
3 phut.

Dung dich sau khi hoa tan khéng dugce chia di vét cé thé quan s4t dugce bang mit thudng.

Thubc chi ding khi c6 sw ké don cia bac s¥.

Chéng chi dinh:

KORAZON chdng chi dinh véi cac trudng hop qua mén voi sulbactam, cefoperazon hodc ¢6

tién sir di tmg voi nhém khang sinh cephalosporin va cac penicillin.

Théin trong:

Nhu céc khang sinh betalactam khdéc, trude khi sir dung cho bénh nhéan cin kiém tra phén tmg

qua man véi thubc, ndu ¢ phan tmg di wng xay ra cdn ngimg thube, Trudmg hop phan tmg qua

man véi mirc 46 nghiém trong cdn duge diéu tri hd tro kip thi.

Vi cefoperazon ¢é phd khang khuén rit rong nén can luu ¥ tidn sit bénh dudng tiéu héa, ddc biét

12 dai trang. Viém dai tring gid mac da duge bdo cdo véi haun hét cac khang sinh trong d6 co

cefoperazon. Do d6, cén theo dbi cdn than cac bénh nhén c6 tiéu chay sau khi diing cefoperazon.

Viée sir dung kéo dai cefoperazon cé thé din dén su phat trién qua mixc cla céﬁ\aﬂ\’d{lg/khéng

nhay cam, do d6 ¢6 thé phai gian doan didu tri hosic ¢6 bién phdp thich hop khic phut,

Téc dung phu:

Thuong gép, ADR > 1/100

Mau: Téng bach ciu ua eosin tam thoi, thir nghiém Coombs dwong tinh.

Tiéu hoa: Ia chay.

Da: Ban da dang sén.

It gap, 1/1000 < ADR < 1/100

Toan than: Sét.

Mau: Giam bach cdu trung tinh c6 hdi phue, thi€u méu tan huyét, gidm tiéu cau.

Da: May day, ngira,

Tai chd: Pau tam thoi tai chd tiém bap, viém tinh mach tai noi tiém truyén.

Hiém giip, ADR < 1/1000

Thén kinh trung wong: Co gidt (v6i lidu cao va suy giam chire ning than), dau dan, tinh trang bbn

chén.

Méu: Giam prothrombin huyét.

Tiéu hoa: Budn non, non, viém dai trang mang gia.

Da: Ban do da dang, héi chirmg Stevens - Johnson,

Gan: Vang da it mat, ting nhe AST, ALT.

Thén: Nhidm doc thin c6 ting tam thoi uré huyét/creatinin, viém thén k&; =




Thén kinh co va xuong: Pau khép.

Khéac: Bénh huyét thanh, bénh ndm Candida.

Thing bdo ngay cho bdc sy ki gap phdi cdc tdc dung khong mong nubn ciia thude.
Twong tic thude:

C6 thé xay ra cac phan ung gidng disulfiram véi cac tridu chimg dic trung nhu dé bimg, ra md
1oi, dau ddu, budn non, ndn va nhip tim nhanh néu udng rugu trong vong 72 gid sau khi ding
cefoperazon.

Str dung ddng thdi aminoglycosid va mét sb cephalosporin ¢é thé lam tang nguy co dge véi thin,
Mac du t61 nay chua thiy x4y ra voi cefoperazon, can theo ddi chirc ning thén clia ngudi bénh,
dac bidt [a nhitng ngudi suy than ding déng théi cefoperazon va aminoglycosid.

Hoat tinh khang khuén cta cefoperazon va aminoglycosid in vitro c6 thé cong hogc hiép dong
chéng mot vai vi khudn gram &m bao gdm P. aeruginosa va Serratia marcescens; tuy nhién sy
hiép ddng nay khéng tién dodn duge. N6i chung khi phbi hop cic thube d6 cin xac dinh in vitro
tinh nhay cam ciia vi khuén d6i vdi hoat tinh phbi hop cta thude.

Str dung déng thoi v6i warfarin va heparin, ¢é thé 1am tang téc dung giam prothrombin huyét
cua cefoperazon.

Cé twong ky vé vat ly gifra cefoperazon va aminoglycosid. Néu sir dung két hop cefoperazon va
aminoglycosid, cac thubc nay phai dung riéng ré.

Sit dung thuée cho phu nir ¢6 thai va cho con bi:
Phu nit co thai

Céc nghién ctru v& sinh san trén chudt nhit, chudt cong va khi khéng cho thiy tac,dong c6 hai
cho kha niing sinh san hodc ¢6 hai cho bao thai. Cephalosporin thudng dwge xen’l\{%%,rfdung an
toan trong khi ¢6 thai.

Tuy nhién, chua cé ddy d0 cde cdng trinh nghién ctiu ¢é kiém soat chit ché trén ngudi mang
thai. Vi vy chi nén ding thude nay cho ngudi mang thai néu that can thiét. Tham khao ¥ kién
béc s§ va can nhic lgi ich nguy co tride khi ding.
Phu nit cho con bit

Cefoperazon bai tiét vao sfra me & ndng d6 thdp. Xem nhu ndng d6 nay khoéng c6 tic dong trén
tré dang ba sira me, nhung nén quan tAm khi thdy tré bi ia chay, tua [ufi va ndi ban.

Anh hwéng dén kha ning l4i xe va vin hanh may méc:

C6 thé gap mdt sd tac dung phu trén thin kinh trung wong nhu dau dau, co gidt nhung réat hiém
giip va & nhitng bénh nhan suy giam chirc ning gan than. Do d6 can than trong khi 141 xe va vén
hanh may moc & nhitng bénh nhan nay.

Qui4 lidu:

Chc triéu chimg qua lidu bao gdm tiang kich thich than kinh co, co gift dit biét & ngudi bénh suy
than.

Xir tri qué lidu cAn can nhic dén kha ning qud lidu cta nhidu loai thube, s tuong tac1h§oc va
duoe dong hoe bit thudong ciia ngudi bénh.



Béo vé dirong hd hép clia ngudi bénh, hd tro théng khi va truyén dich. Néu ngudi béith phat trién
cée con co gift, ngimg ngay sit dung thube; ¢ thé sir dung liéu phap chéng co giat 1o chi
dinh vé& 1am sing. ThAm phan méu cé thé co tac dung giap thai loai thude khéi mau, ngodPra
phén 16n céc bién phép la didu tri hd tro hoic chita triéu chimg.

Bao quan:

Bao quan trong bao bi {{in, nhiét d6 duc'fi 30°C, tranh 4nh sédng va trénh am. AN
Han diang: 24 thang ke ti{ ngay SE:lI'l Xuat. rDung dich sau khi pha chz dung trdnvw{,ia‘ng 24 gio.

PE THUOC TRANH XA TAM TAY TRE EM.

Nhé sdn xudt
HANKOOK KORUS PHARM. CO., LTD.

78, Daepungsandan-ro, Daeso-myeon, Eumseong-gun, Chungcheongbuk-do, Han Qu%c
P nigh :-ll
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