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CEFOZONE-S

CEFOPERAZONE AND SULBACTAM
FOR INJECTION

TIEM BAP/TINH MACH

CONG THUC: Mﬁi@7
5

Cefoperazon Natri U.S.P

trang duong voi Cefoperazon 500 mg
Sulbactam Natri U.S.P

twang duong vai Sulbactam 500 mg
CHI BINH, CACH DUNG, LIEU DUNG,
VA CAC THONG TIN KHAC XEM TRONG
TS HUONG DAN SU DUNG KEM THEQ.
TIEU CHUAN: Nha san xuét

BAO QUAN: Noi khd réo, tranh anh sang,
o nhiét 46 duGi 30°C.

BUGONG DUNG: Tiém bapftinh mach
THUOC BAN THEO BON

GI(F THUOC NGOAI TAM TAY TRE EM
BOC KY HUONGDAN

S DUNG TRU'OC KHI DUNG

Visa No./Sé PK:

Batch No./ $6 16 $X: XXXX
Mfg Date/ NSX : dd/mm/yyyy
Exp.Date/ HD : dd/mm/yyyy
DNNK:
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COMPOSITION: Each viai contains:
Cefoperazone Sodium USPegyto

Cefoperazone 500 mg

Sulbaclam Sodium US.P eqyto ,
Sulbactam 500 mg |
FOR DOSAGE, INDICATIONS,

ADMINISTRATION AND PLEASE REFER MORE
INFORMATION OTHER IN PACKAGE INSERT,
SPECIFICATION: In-House

STORAGE: Store in a dry place af a temperature
below 30°C. Prolect from light.

ROUTE OF ADMINISTRATION: LMY Use

FOR PRESCRIPTICN USE ONLY.
KEEP QUT OF THE REACH OF CHILDREN.

Single Dose Vial |
with 5 ml Sterilised Water for Injections BP

X
CEFOZONE-§

CEFOPERAZONE AND SULBACTAM
FOR INJECTION

Manufacturad in Indie by Sén xulttg An 3¢ bdi:

eurBlife

EUROLIFE HEALTHCARE PVT LTD.
69-A, Mittal Chambers,

Mariman Point,

Mumbai - 400 021, India.

For I.LM./l.V.Use
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) CEFOZONE-S

CEFOPERAZONE AND SULBACTAM
FOR INJECTION

Mfg. Lic. No. : XXXXXXX
Batch No.: xxxx

Mfg.Date: dd/mm/yyyy
Exp.Date: dd/mm/yyyy

COMPOSITION: Each vial contains:

Cefoperazone Sodium U.S.P e.q.v to Cefoperazone 500 mg
Sulbactam Sodium U.S.P e.q.v to Sulbactam 500 mg
FOR DOSAGE, INDICATIONS,

ADMINISTRATION, AND PLEASE REFER MCRE
INFORMATION OTHER IN PACKAGE INSERT.
SPECIFICATION: In-House

STORAGE: Store in & dry place at a tamperature
below 30°C. Protect from light.

ROUTE OF ADMINISTRATION: .M/ Use

FOR PRESCRIPTION USE ONLY

KEEP QUT OF THE REACH OF CHILDREN.

1gm
Single Dose Vial

Manufactured in India by :

*. .
eurolife
EUROLIFE HEALTHCARE PVT LTD.
69-A, Mittal Chambers,
Nariman Point,

Mumbai - 400 021, India.

For I.M./1.V.Use

Reconstiiute to § ml by adding sterflised water for Injections BP
Use Immediataly after preparation. Discard unused portion.
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Rx-Thuéc bdn theo don.

BDoc ky hudng dén str dung triede khi diing
in thém thong tin, xin tham khdo y kién thdy thuoe

Thubc tiém

CEFOZONE-S
(Cefoperazon and Sulbactam for injection [gm)

Thanh phan: M3i lo chita
Cefoperazon Natri U.S.P twong duong voi Cefoperazon 500 mg
Sulbactam Natri U.S.P tuong duong véi Sulbactam 500 mg
M3i 6ng chita: Nudce pha tiém 5 ml

Chi dinh:
Céc n}lliém khuin duéi day do Cefozone-S nhiy cam véi cac ching vi khudn dé khéng
cefoperazon nhu: Staphylococcus spp., Escherichia coli, Citrobacter spp., Klebsiella,
Enterrobacter spp., Proteus vulgaris, Proteus spp., Pseudomonas aeruginosa, =
Haemoophilus influenza, acinetobacter spp., va Bacterroids spp.
- Viém phé quan cap va man tinh, viém amidan. Nhi&m khuén tht phét ctia bénh
dudmg hd hap man tinh, viém phéi, 4p xe phdi.
- Viém thin — bé than, viém bang quang.
- Nhi&m khudn thir phat & bé mat chén thuong hay vét throng phau thuét.
- Viém tii mat, viém dudmg maét, 4p xe gan.
- Viém phiic mac (bao g-::hm: viém phtc mac chdu hong, 4p xe douglas).
- Viém phén phu, nhi®m khuén tir cung,

Chaéng chi dinh:

Bénh nhan ¢6 tién sir mAn cam véi khang sinh loai cephalosporin. Bénh nhin man cim véi
penicilin

Litu dimg: |
Ngudi Iom: thong thuomg la 1-2 g cefoperazon/sulbactam ti€ém tinh mach mét n%??ﬂ
lan.

Tré em: 40-80 mg/kg trong luong co thé cefoperazon/sulbactam tiém tinh mach 2-4
lan/ngay chia lam 2 lan

Tic dung khéng mong mudn cia thude:

Mén cam: Ciing nhr tat ca cac cephalosporin, da gap mén cam biéu 16 & da, st thudce hodc
thay dbi trong céc xét nghiém Coombs (1/60). Nhimg phan Umg nay xay ra nhiéu & nhitng
bénh nhan ¢6 tién sir di vmg;: dic biét véi penicillin.

Mau: Cung nhu voi cac khang sinh beta-lactam khac, giam bach cdu trung tinh do ngwoc
c6 thé xay ra khi dieu tri kéo dai. Da gap giam so lugng bach céu trung tinh thoang qua. Pa
gip giam huyét céu td hoic ty 1& thé tich huyet cau. Tang bach céu wra eosin thodng qua.

Gan: téng cac enzym chirc néng gan.

Da day-rudt: tiéu chay hoic tdo. Hiém gip budn ndn va non.

Céc xét nghiém chirc nang than: da gap tang BUN va creatinine huyét thanh thodng qua.
Phan (ng tai chd: Cefoperazon dung nap tt khi tiém bép. D6i khi, cd thé dau thoéng qua
sau khi tiém béap. Khi tiém truyén tinh mach béng cefoperazon, mot sé bénh nhan cé thé bj
viém tinh mach tai chd tiém.
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Thén trong:
Dimg cén than trong nhitg trusmg hop sau:
I. Bénh nhan co tidn sir man cdm voi penicillin,
2. Bénh nhan suy gan ning.
3. Bénh nhan suy than nang.
4. Ngudi 1én tudi. ) ’
Thong bdo cho bdc sy nhitng (dc dung khong meng mudn khi sie dung thudc gap phai khi su
dung thube,

Thii ky mang thai )
Cefoperazon thurdmg duge xem 12 st dung an tedn trong khi cé thai. Tuy nhién, chua cé day
du cac cong trinh nghién eizu ¢d kiém soét chat chi trén nguéi mang thai. Vi cde nghidn cim
rén sdc vit khong phai Jubén luén tién doan duge dép tmg cua ngudi, chi nén dung thude
nay cho ngudi mang thai néu that cén thiét

Thei Ky cho con bu . _ )
Cefoperazon bai tiet vio sira me ¢ nong do thap. Xem nhu néng d§ nay khong ¢é tac d¢ng
trén tré dang bu sita me, nhung nén quan tam khi thay tré bi ia chay, nira va néi han.

Tic dong caa thude khi li xe va vin hanh may mae: '
Kinh nghiém 1im sang cho thay cefoperazon/sulbactam khéng anh huéng dén kha nang lai
xe va vén hanh may moc cia bénh nhan.,

Twaong tace thube '

Cé thé xay ra cac phan 1tng giong disulfiram véi cde triéu chimg dac tnmg nhu do bimg, ra

md hdi, dau ddu, budn ndn, ndn va nhip tim nhanh néu udng ruou trong véng 72 gier sau khi

dung cefoperazon.

S dung dong thén ammnglycomu va mot sb cephalosporin co thé lam tang nguy co dfc vai

than. Mic di 101 nay chua thay xay ra véi cefoperazon, can theo d&i chire nang thin cua

nguéi bénh, dic bit 1A nhimg ngudi suy thin ding dong théi cefoperazon va

aminoglycosid. )

Hoal tink khéng khnin cia cefoperazon va aminog]vcosid in vitro ¢o thé ¢dng hoidc hép
hong mét vai vi khudn Gram am bao gém P. aeruginosa va Serratia marcescens: tuy

nit’ sy,.}ﬁep déng nay khéng tign dodn duge. Noi chung khi phéi hop céc thude dé cén xédc

dinh in vitro tinh nhay cam cia vi khudn déi véi hoat tinh phéi hop eia thude.

Sir dung déng thoi véi warfarin va heparin, c6 thé 1am tang tdc dung gidm prothrombin

huyét cia cefoperazon.

Sir dyng qua lidu:

Ca it théng tin vé ngo doc cap cefoperazon va sulbactam ¢ ngudi. Qua liéu cd thé gay ra
rhimg biéu hién qua mire bidu hién cia cdc tic dung ngeai ¥ da biét. Vi nong ‘¢ beta-
lactam cao trong dich ndo tuy co thé gay cac tac dung than kinh gdm ca co gist nén can hm
¥. Vi ca cefoperazon va sulbactam déu thim loc dwge nén cé thé dimg bién phap nay dé thai
thude khdi cor thé khi ¢é qué lidu & bénh nhan ¢é suy gidm chire ning thin.

Cic dae dwge lre hoc:
¥ Cn:foperazon [4 nh6m cephalosporin thé hg 3 c6 tac dung digt khuin do irc ché sy tong
hop thanh ctia té bao vi khuan dang phat trifn va phén chia,
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* Sulbactam 1a mét axid sulfon penicilamic, chit irc ché khong thufn nghich beta-lactamas.
Sulbactam chi cé hoat tinh khang khuéan yéu khi sit dung don ddc. Sulbactam c6 hoat tinh
tc ché t6t ca hai loai beta-lactamas qua trung gian plasmid va nhiém sic thé. Do sulbactam
cd 4i lyc cao va gén voi mot sd beta-lactamas 1a nhiing enzym Jam bét hoat cefoperazon
bﬁng cdch thiy phdn vong beta — lactam, nén phfn hop cua cé hai tao mét tac dung hiép
dong diét khuan, giup md& rong pho khang khuin cua cefoperazon dbi véi nhiéu loai vi
khuén sinh beta —lactamas d3 khang lai cefoperazon khi ding don ddc.

Dwoc dong hoc:

* Cefoperazon khong hép thu qua dudng ti€u héa nén phai diung duong ti€ém.

Tiém bap cac lidu 1 g hodc 2 g cefoperazon, ndng d6 dinh huyét trong tuong g la 65 va
97 microgram/ml sau 1-2 gi¢r. Tiém tinh mach, 15 dén 20 phit sau, ndng do dinh huyét
twong gp 2-3 14n ndng d6 dinh huyét trong cha tiém bép. Nira di cua cefoperazon trong
huyét twong 1a khoang 2 gidy, thoi gian nay kéo dai hon & tré so sinh va & ngudi bénh bi
bénh gan hodc dudmg mat. Cefoperazon gén két véi protein huyét twong tir 82-93 %, tuy
theo néng do.

Cefoperazon phén bd rong khip trong cdc md va dich cia co thé. Thé tich phan b6 biéu kién
cua cefoperazon & ngudi lén khoang 10-13 litkg, & tré so sinh khoang 0,5 litkg.
Cefoperazon thuong kém tham nhap vao vao dich nfio tay nhung khi mang ndo bj viém thi
népg d6 thdm nhdp thay dbi. Cefoperazon qua nhau thai va bai tiét vao stra me & nong do
thap.

Cefoperazon théi trir chii yéu & mat (70%-75%) va nhanh chéng dat duge nong dg cao trong
mat. Cefoperazon théi trir gua nuée tiéu chu yeu qua loc cdu than. Dén 30% lidu sir dung
thai trir trong nude tiéu & dang khéng dbi trong vong 12-24 gid; & ngudi bi bénh gan hoidc
mat, ty 1é thai trir trong nude tiéu tang.

* Nong do dinh cla sulbactam dat dugc ngay khoang 15 phut sau khi truyén tinh mach la
21-40 microgam/ml véi 1iéu 0.5 g sulbactam ho#c 48-88 microgam/ml khi tiém mét liéu 1g
sulbactam. o/
Sau khi tiém bip va finh mach. Ca hai phén bb t5t dén cic mé va dich cia co thé. KERidé
nong do cua ca hai thude & tit ¢a cac md va dich cua co thé dat khoang 53-95 % noén \g- &
trong huyét trong. Sulbactam qua nhau thai va bai tiét vao sita me & ndng do thp.

Trinh bay: Hép 1 lo + 1 &ng nuée pha tiém
Bio quédn: ¢ noi kho rdo, tranh dnh sdng, & nhiét do dudi 30°C.
Han ding: 24 thang ké tir ngdy san xuét. Khéng dung thudc qua han sir dung ghi trén bao
bi
Tiéu chufn: Nha san xut
Hwémg din sir dung thudce sau khi pha: Sir dung ngay lap tire sau khi chuén bi, Loai bo
phan khong sir dung.
Canh bao:

- Khéng dimg qud liéu,

- Giir thudc ngoai tim tay tré em.
Sdn xudt tai An dé béi: EUROLIFE HEALTHCARE PVT LTD.
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