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2‘ Prescription Drug 31 Generation Cephalosporin

M. or LV.

HWAZON Inj.

(Cefoperazone 1g)

Manufactured by

©
hwall Pharm. Co., Ltd.
454-3 Moknae-dong, Darwon-gu,Ansan-si, Gyeonggi-do Korea



S[EIA 01

[Composition] Each vial contains, 3
Cefoperazone sodium eq. to 1g of Cefoperazo@,

(KGMP i (Descriptor
pproved Viial containing white to almost white powder

[Indications, Dosage & Administration,
Contraindications, Precautions, Side-effects]
Please see the insert paper.

[Quality specification] USP 32

[Storage]

Store at temperature below 30T, protect from ||ght
Shelf life of reconstituted solution: 24 hours

For more information see the insert paper

Visa No.(SPK)

Lot No.(S6 16 SX) : HZ-3021
Mfg. Date(NSX) : 25/03/2012
Exp. Date(HD)  :24/03/2014
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7k Thusst bin theo dan 3% Generation Cephalosporin

Tiém bap hogc Tiém finh mach

HWAZON Inj.

(Cefoperazone 1g)
DNNK:

San wudt i Han Qude bai

hllJQ-h Pharm. Co,, Ltd.

454-2 Moknae-dong, Darwaon-qu Ansan-s1, Gyeongg-do, Korea




Approved

10 lo/hdp

[Thanh phan] Méi lp bot pha tiém chita, %'
Cefoperazon dudi dang Cefoperazon natri - f&‘k
[Mé ta]
Lo thuic chia bt mau tréng dén tring nga.
[Chi dinh, Lidu lugng va Céch diing,
Chéng chi djnh, Thén trong, Téc dyng phy]
Xin doc td hudng dan su dyng.
[Tiéu chuan chat lugng] USP 32
[Bao quan]
Bao quan nhiét d6 dugi 30°C, tranh anh sang.
Han diing dung djch sau khi pha: 24 gio
Céc théng tin khac xem trong td hudng dan sif
dyng kem theo.

DE XATAM TAY TRE EM

KEEP QUT OF REACH OF CHILDREN

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
_READ INSERT PAPER CAREFULLY BEFORE USE |




2. Intermediate label :

g

HWAZON Inj.

(Cefoperazone 1g)
| M. o¢ |V {Tiém bép hoc Tiém fioh mach)

hwail Pharm. Co., Ltd. Korea

[Thanh phan] Mai lo bt pha tiém chia,

Cefoperazon dudi dang Cefoperazon natri - 1g

(W5 t3]

Lo thudc chia bét mau tréng dén trang nga.

[Chi dinh, Ligu luong va Cch diing,

Chéhg chi dinh, Than trong, Téc dyng phu]

Xin doc té hudng dan sd dyng.

[Tiéu chudn cht lugng] USP 32

[Bao quan]

Béo quan nhiét dé dudi 30T, tranh &nh sang.

Handiing dung dich sau khi pha: 24 gio
ac{DoRg tin khac xem frong td hudng dén su

dupg ke theo.

Lot No.(36 16 SX) : HZ-3021
Mfg. Date(NSX) - 25/03/2012 »
Exp. Date(HD)  : 24/03/2014
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T6 hudng dan sir dung / b

Rx- Thuéc bin theo don
HWAZON INJ
(Cefoperazon natri tuong duong 1g cefoperazon)
DPoc kp hwéng déan siv dung trude khi ding
Néu cin thém thong tin, xin héi y kién bdc sp.

[Tén thudc] Hwazon Inj

[Thanh phin] M3i lo chira

Hoat chit : Cefoperazon natri tuong duong 1g cefoperazon.
[Dang bao ché] Bot pha tiém

[Quy cach dong g6i] 10 lo/ hop.

[Duge lue hoc|

Cefoperazon la khang sinh cephalosporin thé hé 3. Tac dung khang khuén cta cefoperazon
théng qua su trc ché tong hop thanh té bao vi khuan nhd sur acyl héa céc enzym transpeptidase
gén két mang; diéu nay ngan ngira su lién két chéo cua cac chudi peptidoglycan can thiét cho
d6 manh va do bén cua thanh té bao vi khuan. Cefoperazon bén vitng déi v&i men beta-
lactamase sinh ra boi cac vi khudn gram(+) va gram(-).

Gidng nhu céc khang sinh khac trong nhém cephalosporin thé hé 3 hién nay dugc ding bang
duong tiém (nhu cefotaxim, ceftazidim, ceftizoxim, ceftriaxon), cefoperazon c¢6 hoat tinh in
vitro trén chiing Staphylcoccus nhay cam yéu hon so v6i céc cephalosporin thé hé 1, nhung
cefoperazon c6 hoat phd md rdng trén cac vi khudn gram am, bao gdm céac ching N.
gonorrhoeae tiét penicilinase va hdu hét cac dong Enterobacteriaceae (Escherichia coli,
Klebsiella, Enterobacter, Citrobacter, Proteus, Morganella, Providencia, Salmonella,
Shigella, va Serratia spp.). Cefoperazon tac dung chdng Enterobacteriaceae yéu hon céc
cephalosporin khac thudc thé hé 3. Cefoperazon thudng c6 tac dung chdng céc vi khuin
khang véi cac khang sinh beta - lactam khéc. Céc vi khudn gram 4m nhay cam khac gdm cé
Haemophilus influenzae, Pseudomonas aeruginosa, Moraxel!a catarrhalis, va Neisseria spp.
Céc chung Pseudomonas aeruginosa, Serratia va. Enkmbac/er sau mot thoi gian tiép xiic cac
cephalosporin ¢ thé sinh beta - lactamase tao ra sﬁ\i\(p thudc, ma biéu hién co thé cham.
In vitro, hau hét cac ching Ps. aeruginosa chi nhay cam vé&i nhimg ndng d6 cao cia
cefoperazon.

[Dwge dong hoc]

Tiém bép cac lidu lg hoic 2g cefoperazon, nong d6 dinh huyét tuong tuong tmg 1a 65
microgam/ml va 97 microgam/ml sau 1 dén 2 gio. Tiém tinh mach, 15 dén 20 phat sau, ndng
do dinh huyét twong gip 2-3 lan ndng do dinh huyét twong cua tiém bap. Nua doi cua
cefoperazon trong huyét tuong la khoang 2 gid, thoi gian nay kéo dai hon & tré so sinh va &
ngudi bénh bi bénh gan hodc dudng mat, cefoperazon gan két voi protein huyét tuong tir 82%
dén 93%, tuy theo nf’)ng do.

Cefoperazon phan bd rong khép trong cdc md va dich coa co thé. Thé tich phéan bd biéu kién
cua cefoperazon ¢ ngudi 16n khoang 10-13 litkg, va ¢ tré so sinh Khoang 0 Sh‘ ‘k,g

GZg-] }



Cefoperazon thuong kém tham nhap vao dich ndo tuy, nhung khi mang nio bi viém thi nong
d6 tham nhap thay ddi. Cefoperazon qua nhau thai va bai tiét vao sira me & ndng do thap.
Cefoperazon thai tror chi yéu 0 mat (70-75%) va nhanh chéng dat dugc ndng do cao trong
mét. Cefoperazon thai trir trong nudc tiéu chu yéu qua loc cau than. Dén 30% liéu sir dung
thai trir trong nudc tiéu o dang khong thay doi trong vong 12-24 gid; & ngudi bi bénh gan
hoac mat, ty I& thai trir trong nudc tiéu ting. Cefoperazon A 1a san pham phén huy it ¢d téc
dung hon cefoperazon va dugc tim thdy rét it in vitro

[Chi dinh]

~ Nhiém khuin dudng ho hadp gdy ra do S. pneumoniae, H. influenzae, S. aureus , S.
pyogenes, P. aeruginosa, Klebsiella pneumoniae, E. coliProteus mirabilis, va loai
Enterobacter.

- Viém phiic mac va 6 bung gay ra boi E. coli, P. aeruginosa, va truc khuan gram am ky,
khi (bao gdm ca Bacteroides fragilis).

- Nhidm trung huyét do S preumoniae, S. agalactiae, S. aureus, Pseudomonas
aeruginosa, E. coli, Klebsiella spp, Klebsiella pneumoniae, loai Proteus (indol duong
tinh va indol 4m tinh), Clostridium spp., cau khuén ky khi gram duong.

— Nhiém khuin da va cdu tric dudi da do S.aureus, S. pyogenes, va P. aeruginosa.

— Viém vung chu, viém ndi mac tir cung, va cac nhiém khuin duong sinh duc nir gay ra
badi N. gonorrhoeae, S. epidermidis, S. agalactiae, E. coli, Clostridium spp., va céc chung
Bacteroides (bao gdbm ca Bacteroides fragilis), va ciu khuan ki khi gram duong.

Nhiém trung dudng tiéu do Escherichia coli va Pseudomonas aeruginosa.

[Liéu lwgng va cich dung)

Cefoperazon dugc sir dung ¢ dang mudi natri tiém bép sau hodc tiém truyén tinh mach gian

doan (khoang 15 - 30 phat) hodc lién tuc. Méac du cefoperazon da dugc ti€ém tinh mach truc

tiép chdm trong vong 3 - 5 phut, nhung céc nha san xuat khong khuyén céo dung thudc nay
theo dudng tiém tinh mach, truc tiép nhanh.

Ngwoi lon: D6i voi cac nhiém khuén nhe va trung binh, liéu thuong dung la 1 - 2 g, cir 12 gio

mdt 1an. D6i voi cac nhiém khuén ning, 6 thé ding dén 12 g/24 gid, chia l1am 2 - 4 phén liéu.

No6i chung, liéu diing cho nhitng ngudi bénh bi bénh gan hoic tic mat khong duoc qua 4 g/24

gio, hodc liéu ding cho nhitng ngudi bénh bi suy ca gan va than 1a 2 g/24 gio; néu dung lidu

cao hon, phai theo dai ndng do cefoperazon trong huyét tuong.

Ngudi bénh suy than cé thé sir dung cefoperazon v&i lidu thuong dung ma khong can diéu

chinh liéu lugng. Néu c6 déu hiéu tich Ity thude, phai giam liéu cho phu hop.

Liéu trinh cefoperazon trong diéu trj cac nhiém khuin do\S‘r rococcus tan huyet beta nhdém

A phai tiép tuc trong it nhat 10 ngay dé giip ngin chan thap\k cap hogc viém cau than,

Déi véi ngudi bénh dang diéu tri thim phan mau, cin co phac do cho lidu sau tham phan mau.

Tré em: Mac du tinh an toan cla cefoperazon & tré em dudi 12 tudi chua duoc xac dinh dut

khoat, thudc da dugc ding tiém tinh mach cho tré so sinh va tré em véi lidu 25 - 100 mg/kg,

cir 12 gio mdt lan. Do tinh chit doc cuia benzyl alcol di véi so sinh, khong dugce tlem bap
cho tré so sinh thudc pha véi dung dich chira benzyl alcol (chat kim khuan). (2 TGN




<Cach diing>

Dung dich dé pha thube khéi diu

Puong dung tinh mach:

Dextrose 5%, dextrose 10%, dextrose 5% va natri clorua 0,9%, natri clorua 0,9%,
dextrose 5% va natri clorua 0,2%.

Dung méi truyén tinh mach.

Dextrose 5%, dextrose 10%, dextrose 5% va lactated ringer’s, lactated ringer, dextrose
5% va natri clorua 0,9%, natri clorua 0,9%, dextrose 5% va natri clorua 0,2%.

Sau khi pha, d8 8n dinh ciia dung dich thude khéng ddi trong § ngay néu bao quan & nhiét
dd dudi 2-8°C va trong vong 24 gid néu bao quan & nhiét dd phong.

Dung dich dé truyén tinh mach

Tiém tinh mach truc tiép: lidu t6i da cho ngudi 16n 1a 2 g va & tré em la SOmg/keg.

Néng dd ciia dich da pha loang 1a 100mg cefoperazon/ ml, tiém cham t5i thiéu tir 3 dén S
phut.

Tiém truyén tinh mach khéng lién tuc: dung dich HWAZON dugc truyén tir 15 phit dén
1 gid.

Truyén tinh mach lign tuc: HWAZON dugc tiém truyén tinh mach lién tuc sau khi pha
jodng dén ndng d6 2-25mg cefoperazon trong 1 ml.

Dung dich dé tiém bip

Bét cir dung dich nao trong danh sach déu cé thé duge ding dé pha bdt vo tring
HWAZON dung tiém bip.

Khi ding thude véi ndng d6 pha tir 250mg/ml trd [én, ¢6 thé ding thém dung dich lidocain.
Pha v&i nurde cét va lidocain hydroclorid 2% dé thanh dung dich lidocain hydroclorid 0,5%.

Nong dé Thé tich nude | Thé tich lidocain| Thé tich rit ra
cefoperazon cat 2%
Loig 250mg/ml 2,6ml 0,9ml 4,0ml
333mg/ml 1,8m! 0,6mi 3,0ml

[Chéng chi dinh]

Bénh nhin ¢6 tién sir dj iing véi khang sinh nhom cephalosporin.

[Thén trong]

1) Trude khi bit ddu diéu tri bang cefoperazon, phai didu tra k9 vé tién sir dj (g cla nguodi
bénh vdi cephalosporin, penicilin hode thude khée. Vi da thay cé.phan (g chéo qua min
xay ra trong mot sé cdc ngudi bénh di ing véi cac khéng'_éhﬁ%h\gn{ beta-lactam, nén
ding cefoperazon phai than trong, theo dai cdc diu hiéu va triéu ciju'rng sbc phan vé trong
Jan ding thube dau tién, va sin sang moi thir & didu tri sbc phan vé néu ngudi bénh trude
day da di (rng v&i penicilin,
23 Sir dung cefoperazon dai ngay co thé lam phat trién qua mite cdc chiing khdng nhay CANL
Cn theo d&i ngudi bénh cin than. Néu bi bi nhidm, phai ngimg si dung thube.  ©



3) D4 c6 bao cdo viém dai trang mang gia khi str dung khang sinh phd rong; vi vay can phai
quan tam tdi vige chén doan bénh nay va diéu tri voi metronidazol cho ngudi bénh bj ia
chay ning lién quan t&i s dung khang sinh. Nén than trong khi ké don khang sinh phd
réng cho nhitng ngudi bénh ¢é bénh dudng tiéu hod, dic biét la bénh viém dai trang.

4) Than trong khi sir dung cefoperazon cho cac dbi tgng suy gan, suy than nang, phu nir c6
thai, cho con bu, bénh nhén c6 u xo.

[Tac dung khéng mong mudn]

1) Sbc: doi khi xay ra sbc thudc nén cin phai theo doi thuong xuyén khi co cac diu hiéu
nhu: kho khe, chong mit, viém truc trang cAp tinh, @ tai, dd md hoi, ngung sir dung thude
ngay va chuyén sang ché do diéu tri thich hop.

2) Trong trudong hop choang phan vé, phai ngung thude ngay va chuyén sang ché do diéu tri
thich hop.

3) Tang cam: néu c6 cac triéu chimg nhu ndi sin do, mé day, ban do, ngua, st cao thi phai
ngung sir dung thudc ngay va chuyén sang ché do diéu trj thich hop.

4) Than: hiém khi xay ra truong hop réi loan chirc ning than ning va ca suy than cép, cin
theo ddi thudmg xuyén bang cac xét nghiém va cac déu hiéu bat thuong néu cé, ngung su
dung thubc ngay va c6 ché do diéu trj thich hop.

5) Huyét hoc: D6i khi ¢6 giam bach ciu hat, tang bach cdu ua eosin, thiéu mau, thiéu hong
huyét cau, giam tiéu cau, giam bach cau trung tinh.

6) Gan: vang da, tang tam thi SGOT, SGPT va AL-P va tang nong d¢ bilirubin trong méau.

7) Puong tiéu hoa: hiém khi ¢é viém rudt ning bao gém viém rudt mang gia. Trong truong
hop dau bung hay tiéu chay thudng xuyén, ngung sir dung thudc ngay va chuyén sang ché
dd diéu tri thich hop. P6i khi con ¢6 budn ndn, ndn.

8) Hé ho hap: rat hiém khi bj sdt cao, co thit phé quan, ho, kho tho, X-quang nguc, viém
phdi mo ke co tang bach ciu 4i toan, hoi chimg PIE c6 thé xay ra trong thdi gian diéu tri,
ngung sir dung thudc ngay va cé ché do diéu tri thich hop.

9) Su bdi nhi®m: hiém khi viém miéng va nhiém nim candida.

10) Thiéu hut vitamin: d6i khi xay ra hdi chimg thiéu vitamin K (giam prothrombinemia huyét,
dé bi chay mau,...) va thiéu vitamin nhom B (viém ludi, viém da day, biéng an, viém day
than kinh,...).

11) Hé than kinh trung vong: hiém khi xay ra co giat.

12) it khi xay ra nhirc ddu, khé chju, phd, phat ban.

[Twong tac thubdce]

1) C6 thé xay ra cac phan tng gibng nhur disulfiram véi cac trigu ching dic trung nhu do
bimg, ra md hdi, dau dau, budn ndn va nhip tim nhanh néh\ué\njg\\l:t/rﬁu trong vong 72 gid
sau khi dung cefoperazon.

2) Sir dung ddng thdi aminoglycosid va mot sb cephalosporin c¢é thé lam tang nguy co doc
véi than. Mic di téi nay chua thdy xay ra véi cefoperazon, can theo ddi chirc ning than
clia ngudi bénh, dic biét 1a nhimg ngudi suy than dung dong thoi cefoperazon va
aminoglycosid. 7




3) Hoat tinh khang khuén cua cefoperazon va aminoglycosid in vitro c6 thé cong hoic hiép
ddng chéng mot vai vi khudn gram am bao gdm P.aeruginosa va Serratia marcescens;
tuy nhién su hiép ddng nay khong tién doan dugc. Noi chung khi phdi hop cac thude do
cdn xéac dinh in vitro tinh nhay cam cta vi khuin déi véi hoat tinh phdi hop cia thube.

4) Sur dung ddng thoi voi warfarin va heparin, cé thé lam tang tic dung giam prothrombin
huyét cua cefoperazon.

[Str dung thude cho phu nir ¢6 thai va cho con bi]

Phu nir co thai

Chua ¢6 nghién ciru day du va cac sb liéu tha nghiém chac chin viée sir dung cefoperazon

trén phu nir mang thai nén tranh diing thudc trong thai k¥ trir khi that can thiét.

Phu nit cho con bu

Cefoperazon dugc tiét qua sita me & ndng dd thip. Xem nhu ndng d9 nay khong cé tac dong

trén tré em dang bu sira me, nhung nén quan tim khi thdy tré bi ia chay, tua va ndi ban.

[Anh hudng dén kha ning l4i xe va vin hanh may méc]

Chua c6 béo cao

[Qua liéu va xir tri]:

Céc triéu ching qua liéu bao gdm ting kich thich than kinh co, co giat dic biét & ngudi bénh

suy than.

Xir tri qua liéu cdn can nhic dén kha ning qua liéu cua nhiéu loai thude, sur tuong tac thude va

duoc dong hoc bét thuong cia ngudi bénh.

Bao vé dudng ho hdp clia ngudi bénh, hd trg thong khi va truyén dich. Néu bénh nhan phat

trién cac con co gidt, ngirg ngay str dung thudc; c6 thé sir dung liéu phap chéng co giat néu

cé chi dinh 1am sang. Tham phan mau co thé co téc dung gop thai loai thude khoi mau, ngoai
ra phan 16n cac bién phap la diéu tri hd trg hodc chira trigu ching.

[Bao quan] Tranh anh sang, ¢ nhiét d6 dudi 30°C

[Han ding] 24 théng ké tir ngdy san xuit. Dung dich sau khi pha dung trong vong 24 gi

PE THUOC TRANH XA TA Y/ARE EM.
Nha sén xuét

HWAIL PHARM CO. LTD.,

"cTSﬁWQ]énea-Dong, Danwon-Gu, Ansan-Si, Gyeonggi-Do, Korca \

PHO CUC TRUGNG
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