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COMPOSITION Each vial contains
Cefoperazone Sodium equivalent to
Cefoperazone.......................1000 mg
Sulbactam Sodium equivalent to
Sulbactam.........................1000 mg

INDICATIONS, DOSAGE & ADMINISTRATION,
CONTRAINDICATIONS.

AND FURTHER INFORMATION:

Flease see the leaflel for more details.

Storage: Store below 30°C in cool and
dry place Protected from direct sunlight.

FOR PRI SCRIPTION LSE ONLY
DO NOTACCERT IFf SEAL |5 BROKEN

Manulactured by;

Samrudh Pharmaceuticals Pwvi, Ltd
J-174. J-168 & J-168/1 , MIDC,
Tarapur, Boisar, Dist. Thane-401 506,
Maharashtra, India
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Rx Thude ké don
XONESUL

Thude bt pha tiém cefoperazon / sulbactam
THANH PHAN
XONESUL-1
M&i lo thude bt pha tiém chira:
Cefoperazon natri tuong dwong véi cefoperazon............: 500mg
Sulbactam natri tirong dirong véi sulbactam................. 500mg
XONESUL-2
M3i lo thude bt pha tiém chira:
Cefoperazon natri tuong duong vdi cefoperazon...........1000mg
Sulbactam natri tuong duong vai sulbactam.................. 1000mg
CHI DINH
Don tri ligu:

Thuéc tiém cefoperazon va sulbactam duge chi dijnh dé diéu tri cac bénh nhiém wing giy ra boi
vi khuan nhay cam:
— Nhiém tring duémg ho hap (rén va dudi)

— Nhiém tring dudng tiét nigu (trén va dudi) _ [{(x
~  Viém mang bung, viém tdi mat, viém dudng mét, cdc bénh nhiém tring & bung khac. / //
~ Nhiém tring mau { =

= Viém mang ndo

~ Nhiém tring da va md mém

~  Nhiém tring xuong, khép

— Nhiém triing xwong chiu, viém mang trong da con, bénh Iy, va cdc nhiém triing co quan sinh
duc khac.

ba trj li¢u:

Do pho khing khuan rong cia thude tiém cefnperazon.’sulhaclam nén co thé dung rleng 1¢é. Tuy

nhién, thude tiém cefoperazon/sulbactam c6 thé két hgp véi khang sinh khac néu vige két hop

durge chi dinh. Khi ding két hop véi cdc khang sinh nhém aminoglycoside cén theo di chire

ning than trong sudt thoi gian dleu tri.

LIEU LUQONG VA CACH DUNG

Ngwdi lén: Liéu thong thudmg hang ngay cia thudc tiém Cefoperazon/Sulbactam nhur sau;

Tile Sulbactam / Cefoperazon (g) | Sulbactam (g) | Cefoperazon (g)
(hoat luc) {hoat lyc)
1:1 2, 0«-1- 0 1.0-2.0 1.0-2.0

Dung chia deéu cach nhau moi 12 gié.

D6i véi cac nhiém tring nang liéu sulbactam/cefoperazon (1:1) c6 thé ting lén dén 8 g mdi
ngay (4 g Cefoperazon hogt lyc). Bénh nhén dang ding sulbaclam.’ccfoperazon vai ti !e 1:1 -::o
thé duge yéu ciu ding thém cefoperazon. Diing chia déu cdch nhau mdi 12 git. Liéu t6i da mdi
ngay cta sulbactam la 4g.

Tré em:
— Liéu diing hang ngiy Sulbactam/Cefoperazon cho tré em nhur sau:
Tilg Su!bactamfcef‘o?erazon Sulbactam hoat lre Cefoperazon hoat luc
(mg/kg/ngay) (mg/kg/ngdy) (mg/kg/ngdy)
1:1 40-80 20-40 20~40

Liéu dung nén chia déu cdch moi 6-12 giy
Doi vai cac nhidm triing ning, c6 thé tang liéu lén 160mg/kg/ngay, chia 1am 2-4 lan/ngay.
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CHONG CHI DINH

Ngudi ¢ tién sir di img vi cac khang sinh nhém penicillin, sulbactam, cefoperazon hay bét cir
khing sinh ndo thugc nhém cephalosporin.

TAC DUNG PHU

Nhin chung, thudc dung nap tdt, va hdu hét cdc tac dung phy xay ra & mitc d9 nhe va trung binh,
Cac nghién ciru 1dm sing so sanh va khong so sanh trén 2500 bénh nhén, quan sat thiy cac cic
tac dung phu nhu sau: )

- Hg tiéu héa: giong nhu cac kha‘mg sinh khdc, cic tic dung phu thuimg xéy ra trén hé tiéu
hoa. Tiéu chay thuimg xay ra vdi ti 1§ khoang 3,9%; ciing vai buén ndn va nén 6i 0,6%.

- Hé da: gibng vai céc khang sinh nhom pcmclllm va cephalosporin, di img da véi bidu
hién ban d6 0,6% va may day 0,8% da duge bio cao. )

- Hé tao mdu: Diing thude trong thii gian dai cé thé gay ra syt thi¢u bach ciu cé hél phuc,
Phan (mg Coomb dueng tinh & vai bénh nhan, giam Hemoglobin vi héng cu, giam
thodng qua bach ciu wra acid, tiéu ciu, gidm prothrombin huyét.

“Théng bio cho bac si nhirng tic dyung phy khi ding thuic”
THAh TRONG
Cin than trong khi ding ccl‘opemmn vi sulbactam cho bénh nhén ¢6 tién sir bj di (mg vai
penicillin. Viém rudt két mang gid da dugce bido cdo & benh nhin sir dung cefoperazon va céc
khang sinh cé phd khang khuin rong khac. Phin (mg giéng disulfiram da duoc bao cdo &
bénh nhan udng rugu trong vong 72 tiéng sau khi diing cefoperazon. Bénh nhan cin duge
khuyén khong nén udng rueu khi sir dung thudc tiém cefoperazon/sulbactam.
PHU NU'CO THAI VA CHO CON BU
Théi ky mang thai
Cefnperazon vé sulbactam c6 thé qua duge hing rao nhau thai, Chira ¢é dii cic nghiém ciru
6 kiém soat tot trén phu nir mang thai. Bai vi cac nghién eiru trén h¢ sinh san cia dong vl
khong thé tién dodn trén ngudi, do d6, chi nén ding thude cho phy nir mang thai chi khi thit ¢in
thiét.
Thai kv cho con bi
Chi mgt lwgng nho cefoperazon va suihactam duoe tiét vao sia me. Midc di cefoperazon va
sulbactam it bai tiét vao sia me, nhimg can than trong khi diing thude cho ba me dang cho con
bui.
TAC DUNG CUA THUOC TREN NGUOT LAI XE VA VAN HANH MAY MOC
Trong nghién ciru 1dm sing, cefoperazon/sulbactam khong anh huéng trén ngudi 14 xe va diéu
khign may mée.
TUONG TAC THUOC

Utng rugu hoic cdc ché p—h:_im cd chira con: gay (re ché aldehyde dehydrogenase, gay tich
Iizy trong méu va gy phan img giong disulfiram, Phan (mg dic trumg nhu: con néng bimg, 46 md
héi, nhire dau, nh;p tim nhanh 4 durge bao cdo khi u{:-ng rugu trong qué trinh diéu tri, hodc sau 5
ngay ding thubc. Phan (g twong ty xay ra khi ding cic khéng sinh nhom cephaiusmrln khdc,
nén thin trong khi ding cefoperazon/sulbactam chung véi cac thire ubng cé con O bénh nhin
cho &n biing duémg dng hodic bing dudng tiém, nén tednh cac ché phim chira cdn.

Khing sinh nhém ammogiycosnd khéng nén trfn lan sulbaclamfcefopcramn va cdc
aminoglycosid voi nhau s lam gidm hoal tinh cia thude, do ¢d tuang ki vgt li giira ching. Khi
ding két hop sulhac:am.’cefnperazan vi cdc aminoglycosid phéi tiém truyén gidn dogn vl rira
ong truyén dich giiva hai liéu. Hodc ding sulbactam/cefoperazon céch xa thoi gian ding
aminoglycosides.

Lidocain: Khong nén a0 dung dich hoan nguyén lic dau véi dung dich 2% lidocain HCI do
hén hgp nay twong ki nhau, Nuéc cat vé tring duge ding dé tao dung dich hoan nguyén lic dau
va pha lodng véi 2% lidocain dé tao dung djch tuong hop nhau.

Cén than trong khi két hop vai cc thude chéng déng, thude ly giai huyét khdi, céc thude
khang viém khong steroid do ¢6 kha niing gdy dé chay mau.
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Khong nén tron lin thude véi amikacin, gentamrcm kanamycm B, doxycyclm
meclufcnuxat ajmalin, diphenhydramin, kali magnesi aspartat dé tranh tao két tia. Khi thude ron
lin vai hydroxyzin dihydroclorid, procainamid, aminophyllin, proclorperazin, cytochrom C,
pentazocin, aprotinin, sau 6 git ¢6 sur thay doi tinh chét cua thude.

Khi dung két hop vai cdc ché pham ¢6 tinh acid, hojic ¢é chira cic goc amin, amin kiém s&
tao két tia va giam tac dung cla thude.

Tuong tac trong xét nghi¢m lam sang: Phan img glucose trong nudc tiéu c6 thé bj duong
tinh gid vai dung dich Benedict hofc Fehling. Duong tinh véai xét nghiém khing globulin
(Coombs) da bao cio, ddc bigt, & nhimg tré so sinh ma ngudi me ding thugc liic sdp sinh. Do6i khi
ting ALP, AST, ALT, BUN huyét thanh va creatinin huyét thanh da dugc ghi nhén.

DU(JC PONG HQC
Sau kh1 tiém tinh mach 5 phat (1g cefoperazon, |g sulbactam), nong d6 dinh trung binh trong
huy é tuong cla thude la 236 Bug/ml vi 130,2ug/ml. Khoing 70-90% cefaperaaon ghn két
Vi protein huyé! twong, va khoang 38% Sulbactam gin két vdi protein huyét twong. Do dé,
thé tich phan bé ctia sulbactam (18-27,6 1it) cao hom so véi cefoperazon (10,2~11,3 liv).

- Diing tiém bip cefoperazon/sulbactam 1,5g (1g cefoperazon, 0,5g sulbactam), néng do huyét
twomg dat dinh trong 15 phat - 2 gid. Nf’mg d¢ dinh trung binh trong huy»:":l lrong cla
cefoperazon va sulbactam la 64, ug’ml vi 19,0pg/ml.

- C‘efoperazcn va sulbactam phan bé khip cac md va cac dlch cua co thé, bao g&m mat, ti
mat, da, rugt thira, voi trimg, budng trimg, tir cung, mot sb mé va dich khac ciia co the.
Nhung hiém khi qua duge dich ndo tay.

—  Thube hdu nhu khong bi chuyén héa trong co thé, va thai trir ¢ dang khong ddi. Gan 84%
cefupcm?on vi 25% sulbactam thai trir chd yéu qua than, phin con lai thai lru qua mat. Thoi
gian ban thai rung binh cia sulbactam 14 | gid, cefoperazon l1a 1,7 gid. Néng dé dinh cia
cefoperazon va sulbactam tang theo ti 1€ liéu diing, va phi hgp véi nﬁng dd dinh trong huyét
tuemg khi diing rigéng lé.

~  Sau khi diung da liéu, khdng ¢6 nhimg thay di dang ké trong duge déng hoc cia thanh phén
sulbactam hofic cefoperazon va khang ¢6 sy tich Idy da duge quan sat khi ding thube méi 8-
12 gid.

Khong cé dir ligu vé tuong tac duoc déng hoc gitra sulbactam va cefoperazon khi diing thudc
dang phoi hop.

DUQC LUC HOC:

= Cefoperazon Ia khang sinh nhom cephalosporin thé hé 3, ¢6 tac dung diét khudn do fre ché sy
sinh tong hop thanh cua té bao & cdc vi khudn nhay cam, Ngoai trir Neisseria gonorrhoeae va
acinetobacter, Sulbactam khéng 6 hoat tinh khang khuan, Tuy nhién, sulbactam 12 mét chat
e che ﬁ-laclamase quan trong nhat, dwge tiét ra tir cac vi khudn dé khang thude. Sulbactam
c6 thé bao vé cic khang sinh B-lactamase tir sy phan hiy bai thude dé khang véi vi khuédn p-
lactamase. Lam tdng hoat tinh digt khuan. do ¢6 tac dijng dong vén véi cefoperazon, Do
Sulbactam cé thé ket hop pmtem giin két pemmllme (PBP). cdc vi khuan s& nhay cam hon khi
ding thude dang két hop so vai khi ding riéng Ié cefoperazon,

- Thube dang két hgp co tac dung ire ché cic vi khudn nhay cam vai Cefoperazon.

~  Phé khdng khudn:

H§ vi khuan Gram duwong : Staphylococcus aureus (cic ching tiét penicillinase va khong tiét
penicillinase), S.'apiryracoccus epidermidis, Streptococcus  preumoniae,  Sireplococcus
pyagenes (streptococcus ly gidi huyel beta nhém A), Streptococeus agafac‘:me (streptococcus
ly giai huyét beta nham B), hiu hét cdc ching Streptococeus ly giai huyét beta, nhidu chiing
Strepracoccus faecalis (enterococci),

H¢ vi khudn Gram am: Escherichia coli, Kiebsiella species, Enterobacter species,
Citrobacter species, Haemophilus  influenzae, Protens mirabilis, Proteus vulgaris,
Morganella morganii, Providencia rettgeri, Providencia species, Serratia species (bao gom S.
marcescens), Salmonella vi Shigella species, Pseudomonas aeruginosa vd mdt vai loai
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Pseudomonas species khic, Acinetobacter calcoaceticus, Neisseria gonorrhoeae, Neisseria
meningitides, Bordetella pertussis, va Yersinia enterocolitica.

~ Vi khudn ki khi: Cic vi khudn Gram dm (bao gém Bacteroides fragilis, Bacteroides species, va
Fusobacterium species), céc cau khuin Gram dm va Gram duong (Peptococcus, Peptostreptococcus

vi Veillonella species), cic vi khuan hinh que Gram duong (bao gom Clostridium, Eubacterium va
Lactobacillus species).

QUA LIEU
Théng tin vé ddc tinh cdp cta cefoperazon natri va sulbactam xay ra trén ngudi con gidi han. Da
¢0 bao céo ve cac tac dung phu xay ra khi ding quéa lidu thude. Nong dé cua céc khéang sinh -
lactam trong dich ndo tiy cao ¢6 thé gdy ra tac dung phy trén hé than kinh, nhur: dong kinh, nén
can theo ddi thdn trong. Trong truong hop qua lidu xay ra & bénh nhan suy thén, thim phan méu
¢6 thé loai bo cefoperazon va sulbactam ra khdi co thé.
Céc triéu chirng qué liéu bao gbm ting kich thich than kinh co, co giat dic biét & ngudi bénh suy
thén.
BAO QUAN Béo quan dudi 30°C & noi kho mat, tranh anh sang.
HAN DUNG: 24 thing ké tir ngay san xuat
Sau khi pha, dung dich cin duge sir dung trong vong 24 gio.
PONG GOI: Hop chira I lo thude bot pha tiém.
TIEU CHUAN: Nha san xuat
- Doc k¥ hwing din sir dung trude khi diing.
- Neéu cin thém thong tin, xin héi y kién bic si. /[L"(Z
- Bdo quén trianh xa tam tay tré em. -
- Thubc nay chi ding theo sy ké dom ciia thay thude. (=
Nha sin xuft:
M/s Samrudh Pharmaceuticals Pvt, Ltd.,
J-174, 1-168 & J-168/1, MIDC, Tasapug, Boisar, Dist. Thane-401506, Maharashtra, An Dg.




