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1. Label on the smallest pack

3" Generation Cephalosporin

10Vials { Box

KOCEPO;

(Cefoperazone 1g) M. or V.

Rx Prescription Drug

PHARM. CO., LTD.
Daeso-myeon,

yeon, Eumseong-gun,

[Composition] Each vial contains,

Cefoperazone sodium eq. to 1g of Cefoperazone

[Dosage form]

Powder for injection.

[indications, Dosage & Administration,
Cantraindications, Other information)
Please see the insert paper.

[Quality specification] USP 34

[Storage]

Store in a harmetic container, avoid light and
moisiure, al temperature below 30°C.

| KEEP OUT OF REACH OF CHILDREN
READ INSERT PAPER CAREFULLY BEFORE USE

Lot No.
Exp. Date

Visa No.
Mig. Date
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RX Thusc ban theo don

(Cefoperazon 1g)

3rd Generation Ceplfgtospgrin

10Lo/Hop

PO

Tiém bap hoéc Tiém fish mach

[Thanh phanj Mi lo bt pha tiém chifa, .3
Cefoperazon (dang Cefoperazon natri) - 1g ™~
[Dang bdo ¢hé)

Bot pha tiem.

[Chi dinh, Ligu lugng va Cach ding,

Chéng chi dinh, v& cac théng tin khac]

Xem trong td hudng dan st dung kém theo.
[Tiéu chudn chat lugng] USP 34

[Bao quan]

Bao quan thudc trong bao bi kir, trdnh dm,
tranh anh sang, § nhist ¢ dudi 30°C.

BE XATAM TAY TR EM ‘
BOC KT HUGNG DAN 8t DUNG TRUAC KHI DUNG
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3d Generalicn Cephaespedin

Rm(mm BAUG

'KOCEPO .,

{Cefoperazone 1g)

LM or LY.

= Manutaclured by

[ HANKOOK KORUS PHARM. £O., LTD.
7, Draeguungs; , Jatsomyeon,
Leumpheongik 42, Kerea

[Camposilion] Each vial cantains,
Cefoperazane sodium
eq. o 19 of Cefeperazone

[Dosage form]

Powder for inecton.

[Indications, Dosage &
Administration,
Contraindications, Other
Infarmation)

Pease see Lhe insert paper.
[Quality specification] LSP 3¢
[Storage]

Store in a henmetic container, avoid

light and moislure, at i2moeraiure
betow 30°C.
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Cefoperazone 1g
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Tiém bép hoje Tidm fnh mach
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lH ANKOOK KORUS P-ARM. CC., LTD.

[Thanh phén] M&i ks chiz
Cafoperazon 1g

{dud dzng Cefoperazan nain)
|Dang bic ché)

Edt pha tiém.

|CHi dinh, Lifu lugrg-Cézh dung,
Chding chi dinh, va cdc thong tin
khic]

Xem reng 13 hudng d3n sd dung
kém theo

[Titu chufn chat lugng] USP 34
[Bdio qudn]

Bio quan thuds trong bae oi kin,
Iriinh 8m, 1rdnA dnh sdng, d
rhidt d& dugi 30°C.
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R, THUOC BAN THEQ PON / (4 L"'/'qg [ s
KOCEPO In;j.
(Natri cefoperazon)
Doc ki hiebng din siv dung trude khi ding
Néu cdn thém thong tin xin hoi § kién bic sp, dwoe s9.
Tén thude: KOCEPO inj.
Thanh phin: Mdi lo chira:
Hoat chit:
Cefoperazon (duGi dang natri cefoperazon).... .oooeoiiiinneenns 1.0g
Dang bao ché: Thude bot pha tiém.
Quy cach déng goéi: 1 o/ hdp, 10 lo/hdp.
Dugre lye hoe
Cefoperazon la khang sinh nhom cephalosporin thé hé 3, ¢ tac dung diét khuan do trc ché sy
tong hop thanh ciia té bao vi khuan dang phat trién va phan chia. Cefoperazon la khang sinh
ding theo dudng tiém co6 tac dung khang khuin tuong tr ceftazidim. Cefoperazon rét viimg bén
trude cac beta - lactamase duoc tao thanh & hau hét cae vi khuan Gram am. Do dé, cefoperazon
¢6 hoat tinh manh trén phé rong cta vi khudn Gram am, bao gém cdc ching N, gonorrhoeae tiét
penicilinase va hiau hét cac dong Enterobacteriaceae (Escherichiu coli, Klebsiella, Enterobacter,
Citrobacter, Proteus, Morganella, Providencia, Salmonella, Shigella, va Serratia spp.).
Cefoperazon tac dung chéng Enterobacteriaceae yéu hon cac cephalosporin khac thude thé heé 3.
Cefoperazon thuang ¢o tic dung chdng cac vi khudn khang véi cac khang sinh beta - lactam
khéc. Cac vi khuan Gram am nhay cam khac gdm c6 Haemophilus influenzae, Pseudomonas
aeruginosa, Moraxella catarrhalis, va Neisseria spp. Cac chung Pseuwdomonas aernuginosa,
Serratia va Enterobacter sau mdt thoi gian tiép xtc cdc cephalosporin c6 thé sinh beta -
lactamase tao ra sy khang thude, ma biéu hién cé thé cham. In vitro, hau hét cac chung Ps
aeruginosa chi nhay cam véi nhitng ndng do cao clia cefoperazon. Ngoai ra, cefoperazon con
cho thiy ¢é tac dung trén cac vi khudn Gram duong bao gdm hau hét cac ching Staphyiococcus
aureus, Staph. epidermidis, Streptococcus nhém A, va B, Sirepiococcyy m!‘ﬁm va
Streptococcus pnewmoniae. In vitro, cefoperazon cé tac dung phan nao trén \b"l o chung
Enterococei. Nhung noi chung tac dung cha cefoperazon trén cdc cau khuan Gram duong kém
hon cac cephalosporin thé hé thir nhat va thé hé tha hai.
Cefoperazon ¢6 tac dung trén mot sd vi khuan ki khi bao gdm Peprococcus, Peptostrepiococcis.
cac ching Clostridium, Bacteroides fragilis, va cédc ching Bacteroides. Hoat tinh cia
cefoperazon, dic biét 1a dbi voi cac ching Enferobacteriaceae va Bacteroides, tang 1én vai sy
hién dién cta chit e ché beta - lactamase sulbactam nhung Ps. aeruginosa khang thude thi
khéng nhay cam véi su két hop ndy. Khéng cé cephalosporin nao duge coi la cé tac dung véi
cac chung Ewerococcus, c¢ac ching Listeria, Chiamydia, Clostridium difficile, hodc cac chung
Staph. epidermidis ho@c Staph. awrens khang methicilin. Cefoperazon khdng co tac dung voi
Streptococcus pneumoniae Khang penicilin,

Dugce dong hoe
Cefoperazon khong hip thu qua dudng tigu héa nén phai ding dudng tiém, 2 L
'S -




Thude tiém cefoperazon la dang mudi natri cefoperazon. Tiém bép cic lidu 1 g hodc 2 g
cefoperazon, ndng dd dinh huyét tuong tuong Gmg 1a 65 va 97 microgam/m! sau | dén 2 gid,
Tiém tinh mach, 15 dén 20 phat sau, ndng a6 dinh huyét tuong gip 2 - 3 lan néng do dinh huyét
twong ciia tiém bip. Noa doi ctia cefoperazon trong huyét tuong la khoang 2 gio, thoi gian nay
kéo dai hon o tré so sinh va & ngudi bénh bi bénh gan hode dudng mét. Cefoperazon ghn két voi
protein huyét tuong tir 82 dén 93%, tiy theo ndng do.

Cefoperazon phén bd rong khép trong cac mé va dich cha co thé. Thé tich phan bd biéu kién cia

cefoperazon & ngudi 1dn khoang 10 - 13 lit/ kg, va & 1r¢ so sinh khoang 0.5 lit/ kg. Cefoperazon

thudng kém tham nhap vao dich ndo tiy. nhung khi mang ndo bj viém thi ndng d6 tham nhap
thay déi. Cefoperazon qua nhau thai va bai tiét vao sira me & néng do thip.

Cefoperazon thai trir cha yéu & mat (70% dén 75%) va nhanh chong dat duoc nﬁ"}ng dd cao trong

mit. Cefoperazon thai trir trong nude tidu chi yéu qua loe cau than. Dén 30% lidu sir dung thai

trir trong nudc tiéu & dang khdng ddi trong vong 12 dén 24 gio; & ngudi bi bénh gan hodc mat. ty

& thai trir rong nude tiéu tang. Cefoperazon A la san pham phan huy it ¢6 tic dung hon

cefoperazon va duge tim thay rat it in vivo.

Chi dinh

Cefoperazon duge su dung dé diéu tri cac nhi€m khuan ning do cac vi khudn Gram am, Gram

duong nhay cam va cac vi khuan da khang céc khang sinh beta - lactam khac:

—  Nhiém khuin dudng hé hép do S. prewmoniae, 11, influenzae, S. aureus (ca nhimg dong tiét
va khong tiét penicilinase), S. pyogenes (lién cdu tan huyét nhom A), P. aeruginosa,
Klebsiella prewmoniae, E. coli, Proteus mirabilis va cac ching vi khuin dudng rudt.

—  Viém phic mac va nhiém tring & bung do E. coli, P. ageruginosa, truc khuan ki khi Gram am
(bao gdm Bucteroides fragilis).

~  Nhiém ting huyét giy ra boi S. pueumoniae, S. agaluctiae, S. aureus, Pseudomonus
aeruginosa, Klebsiella pneumoniae, E. coli, cac ching Proteus (indol duong va indol dm),
Clostridium sp. va cau khuan ky khi Gram am.

Nhi€m tring da va ciu teic dudi da do S. cureus (ca nhimg dong tiét va khong tiél
penicilinase). S.pyogenes va Pseudomonas aeruginosa.

Viém viing chiu ndi mac ti cung, nhimg nhiém tring khac & dutﬁh% sinh duyc do
N, gonouhoeae S.epidemidis, S. crga!acnae E. coli, Clostridium sp., cac ch%ng/bﬁ-aermde

tbao gbm Bucteroides f‘ag.*hs) va cau khudn ky khi Gram &m.

~  Nhifm tring duong tidu do E.coli va P.aeruginosa.
Chii thich: Noi chung khong nén dimg cefoperazon dé didu tri cac nhidm khuan do vi khuan
Gram duong khi co thé dimg penicilin hay cephalosporin thé hé 1.
Mac dit phan Ién cac mau phéan l4p tir ldm sang cha cac ching Enmerococcus khdng nhay cam
vO1 cefoperazon nhung lgi roi vao ding trong ving nhay cam trung gian va khang vira phai voi
cefoperazon, trong lam sang diéu tri cac nhiém khuan do Enterococcus bang cefoperazon van ¢é
ké1 qua, nhit 1a cdc nhim khudn do nhidu loal vi khudn. Cin phai than trong khi ding
cefoperazon dé diéu tri cac nhiém khudn do Enterococcus va phai di ndng do cefoperazon trong
huyét thanh.

Co thé diing cefoperazon lam thude thay thé ¢ hiéu qua cho mdt loai penicilin phd réng két hop

hogc khong két hop voi aminoglycosid dé didu tri nhiém khuin do Pseudomonas & nhitng nguoi

bénh qua man voi penicilin. SmLy s



Néu ding cefoperazon dé didu tri cac nhiém khuan do Pseudomonas thi nén két hgp véi mot
aminoglycosid.

Luu ¥: Cén phai tién hanh lam khang sinh do trude va trong khi diéu tri.

Liéu dung va cach ding

Liéu dimg:

Cefoperazon dugc sir dung & dang mudi natri tiém bip sau hodc tiém truyén tinh mach gian doan
(khoang 5 - 3G phut) hodac lién tuc.

Newoi lom: D8I véi cac nhigm khudn nhe va trung binh, lidu thudng ding 1a | - 2 g, cir 12 gid
mét an. D1 vai cac nhidm khudn ning. ¢6 thé ding dén 12 g/24 gio, chia lam 2 - 4 phan liéu.
Noi chung, liéu diung cho nhitng ngudi bénh bi bénh gan holic tic mat khong duoc qua 4 g/24
gid, hodic liéu ding cho nhimg ngudi bénh bi suy ca gan va than la 2 g/24 giv: néu dung lidu cao
hon. phai theo d&i ndng dd cefoperazon trong huyét tuong,

Nguoi bénh suy than ¢6 thé st dung cefoperazon vdi liéu thuemg dung ma khdng cén digu chinh
liéu lugng. Néu ¢6 ddu hiéu tich 1y thude. phai giam liéu cho pht hop. Trong trudng hop suy
thén nang (86 thanh thdi creatinin < 18 ml/phut hay creatinin huyét twong > 3.5 mg/dl), licu
cefoperazon khong qua 4 g/ngay.

Liéu trinh cefoperazon trong didu tri cac nhiém khudn do Streprococeuns tan huyét beta nhom A
phai tiép tuc trong it nhat 10 ngay dé gitip ngan chan thap khap cAp hodc viém cau than.

Béi voi ngudi bénh dang didu trj thim phan mau, cin c6 phac db cho li¢u sau thim phan mau.
Tré em: Mac du tinh an toan cua cefoperazon ¢ tre em dudi 12 tudi chua dugce xac dinh dit
khoat, thubc da duoc diing tidm tinh mach cho tré so sinh va tré em vaéi lidu 25 - 100 mg/kg, cbr
12 gio mét 1an. Do tinh chit doc cia benzyl alcol di vai so sinh, khéng duge tiém béap cho tré
5o sinh thude pha véi dung dich chira benzyl alcol (chit kim khuan).

Cach dimg.

Tiém tinh mach true tiép: ndng d6 cia dich pha lodng 12 100 mg/ml, tiém cham it nhat tir 3-5
phat,

Tiém truyén tinh mach khong lién tuc: teuyen it nhat 15-30 phat.

Tiém truyén tinh mach lién tuc: ndng do pha lodng 2-25 mg/ml.

Tiém bap: khi ding thube véi ndng db pha tir 250 mg/ml tro 1én, o thé dipg thém dung dich
lidocain. Pha nude cdt va lidocain hydrochlorid 2% dé thanh dung dich l@gﬂydrochlorid
0,5%

e 5 o Thé tich lidocain hydrochlorid Thé tich rat
Ndng dé cefoperazon Thé tich nude cit 55
(3 I
Lol
O 250 mg/ml 2,6 ml 0,9 ml 4,0 ml
333 mg/ml 1.8 ml 0.6 ml 30mi

Thude chi ding khi c6 su ké don ciia Bic si.

Chéng chi dinh

Ngudi bénh ¢é tién sir di fing voi khang sinh nhém cephalosporin.
Thin trong

Trude khi bat ddu didu trj bang cefoperazon, phai diéu tra k¥ vé tién siv di @ng ctia ngudi bénh
v&i cephalosporin, penicilin hodc thude khéc. :




Vi da thay co phan tng chéo qua mén (bao gdm sdc phan vé) xay ra trong s6 cac nguoi bénh di
tng véi cac khang sinh nhom beta - lactam, nén ding cefoperazon phai than trong, theo doi cac
ddu hiéu va triéu chimg sde phan vé trong lan ding thube dau tién, va sin sang moi thir dé didu
tri soc phan vé néu ngudi beénh trude diy da di ang voi penicilin. Tuy nhién, véi cefoperazon
phan Gmg qua man chéo voi penicilin ¢6 ty 1€ thip.

Néu sir dung lidocain kém theo, than trong véi nhitng bénh nhan min cam véi thube gay té tai
¢hd nhém amid.

Str dung cefoperazon dai ngay c6 thé lam phat trién qua méc cdc chiing khéng nhay cam. Cén
theo ddi nguoi bénh can than. Néu bi bdi nhidm, phai ngimg st dung thude.

P4 ¢6 bao cao viém dai traing mang gia khi sit dung cac khang sinh phé rdng: vi vay cin phai
quan tam téi viée chan dodn bénh nay va dicu tri véi metronidazol cho ngudi bénh bi ia chay
niang lién quan t&i st dung khang sinh. Nén than trong khi ké don khang sinh phé réng cho
nhitng nguoi bénh ¢é bénh dudng tidu hoa, dac biét 1a bénh viém dai trang,

Tiae dung phu

Thiong gdp, ADR > 17100

Mau: Tang bach chu wa eosin tam thod, thir nghiém Coombs duong tinh.

Tiéu hoa: {a chay.

Da: Ban da dang san.

I géip, 171000 < ADR < 1/100

Toan than: Sot.

Mau: Giam bach cau trung tinh ¢6 hdi phuc, thidu mau tan huyét, giam tiéu cdu.

Da: May day, nglra.

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

Hiém gap, ADR < 171000

Thén kinh trung wong: Co gidt (vdi lieu cao va suy giam chic nang than), dau dau, tinh trang
bon chon.

Mau: Giam prothrombin huyét.

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

Da: Ban do da dang. hdi chitng Stevens - Johnson,

Gan: Vang da & mét. tang nhe AST. ALT.

Than: Nhiém doc than ¢6 tang tam thoi uré huyét/creatinin, viém thén ké.

Than kinh co va xuong: Bau khép.

Khac: Bénh huyét thanh, béuh ndm Candida.

Huwdmg din cach xir tri ADR

Ngung sir dung cefoperazon. Trong trurdng hop di Uing hoac phan ang qua mar\ I% iép trong can
tién hanh diéu tri hd tro (duy tri thong khi va si dung epinephrin, oxygen. ticm tinh mach
corticosteroid),

Cac trudng hop bi viém dai trang mang gia thé nhe, thudng chi can ngimg thude. Cac truong
hop thé vira va ning, cin xem xét cho diing cac dich va chit dién giai, bd sung protein va diéu tri
voi thude udng metronidazol. Néu bi co gidt, phai ngimg st dung thude. Co thé dicu tri voi thube
chdng co gidt néu cé chi dinh lam sang.

Thong bio ngay cho bac s§ ki gdp phai cdc tie dung khing mong muion cia thudez: ) |



Tuwong tic thude

Co thé xay ra cac phan ung gibng disulfiram vai céce tridu chimg dic trung nhu dé bimg, ra md
héi, dau ddu, budn ndn, ndén va nhip tim nhanh néu udng ruou rong vong 72 giod sau khi ding
cefoperazon.

Str dung dong thdi aminoglycosid va mét sd cephalosporin cé thé lam tang nguy co dac voi
than. Mac dii t6i nay chua thay xay ra véi cefoperazon, can theo ddi chitc ning than cha ngudi
bénh, ddc biét la nhitng ngudi suy than diing ddng thoi cefoperazon vi aminoglycosid,

Hoat tinh khang khuén cia cefoperazon va aminoglycosid in vitro c6 thé cong hoiic higp déng
chéng mét vai vi khuan Gram am bao gdm P. aeruginosa va Serratia marcescens: tuy nhién sy
hiép ddng nay khéng tién doan duoc. Noi chung khi phdi hop céc thube d6 can xéc dinh in virro
tinh nhay cam ciia vi khuan déi voi hoat tinh phdi hop cta thude.

Str dung dong thoi véi warfarin va heparin, co thé lam tang tac dung giam prothrombin huyét
clia cefoperazon.

Sir dung thude cho phu nir ¢6 thai va cho con bu

Chua ¢é nghién ciu ddy di va chat ché vé viée st dung cefoperazon cho phy nit €6 thai, vi vay
chi nén diing thude nay cho ngudi mang thai néu that can thiét,

Cefoperazon bai tiét vao sira me & nong dé thap. Xem nhu ndng do nay khéng c6 tac dong trén
tré dang bu sfia me, nhung nén quan tim khi théy tré bj ia chay. tua va ndi ban.

Anh hudmg dén khé ning L4i xe vii vin hainh may moe

Dau dau, bdn chén cd thé xay ra khi str dung thude, do dé than trong khi 14i xe va van hanh may
moc.

Qua liéu v cich x@ tri

Cac trigu chimg qud liéu bao gdm tang kich thich than kinh co, co gidt dat biét & nguai bénh suy
thén.

X tri qua lidu cén can nhéc dén kha nang qua liéu cia nhiéu loai thude, sy tuong tac thude va
duge dong hoc bat thudmg clia ngudi bénh,

Bao vé dudmg hd hap cia ngudi bénh. hd trg thong khi va truyén dich. Néu ngudi bénh phal
trién cée con co gidt, nglmg ngay sit dung thude; ¢6 thé sir dung liéu phap chdng co gidt néu co
chi dinh vé lam sang. Thim phan mau cé thé ¢o tac dung gitp thai loai thube khoi méau, ngoai ra
phan 16n cac bién phép 1a diéu tri hd tro hodic chia tridu chimg.

Bao quén: Bao quan trong bao bi kin, tranh dm. tranh 4nh sdng, & nhiét dé dudi 30% .

Han dimg: 24 thang ké tir ngay san xuat. 24 gio sau khi pha thanh dung dich tig & #hiét do
dudi 30°C. :

PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuét
HANKOOK KORUS PHARM. CO., Ltd
78, Daepungsandan-ro, Daeso-myeon, Eumseong-gun, Chungcheongbuk-do, Han Quéc




