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Wonderlife

Composition:

Each vial contains:

Cefoperazone Sodium equivalent to Cefoperazone 1,0g
Sulbactam Sedlum equivalent to Sulbactam 1.0 g
indication, Contraindlcation, Dosage & Adminlstration,
Precaution and Side-Effects: Pleasa see the inserl inside.
Storage:

Temperaturas below 30°C, protected from light.

Specificatlon: CP 2010

Keep out of reach of chi
Read carefully the insert
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SBK: VN -

Thinh phiin: M3i lo chira;

Cefoperazone Sodium turong duong cafoperazon 1,0g
Sulbactam Sodium hrong dwong Sulbactam 1,09

Chi djnh, chéng chi dinh, céch ding, lidu ding
vi chc théng tin khic: xem 1& huémg din sir dung
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Tidu chudn: CP 2010
Bec ky hréng dis stk dyng triroe khi ding.
Dé xa thm tay tré am.

Nha nhap khdu:

Cefoperazone 1g + Sulbactam 1g
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Rx Thudc bdn theo don

“Pé xa tdm tay tré em. Doc ky hudng din sir dung trude khi diing. Néu cin thém thong tin xin hoi § kién béc s§. Thude nay
chi diing theo don clia bac sy.”

Wonderlife

(B{t pha tiém)
Thanh phin: khudn Gram duong va Gram am (gbm ca Peptococcus,
M3i lg thudc c6 chira: Peptostreptococcus va Veillonella). Tryc khuin Gram duong
Cefoperazone sodium twong dirong cefoperazon...........1.0 g (gdm ca Clostridium, Eubacterium va Lactobacillus spp.).
Sulbactam sodium rwong dirong sulbactam.................. 1,0g Duge djng hoc

Purimg dung: Tiém bp, tiém tinh mach,

Dirge lue hge:

Thanh  phdn  khang  khudn  cia  Wonderlife
(sulbactam/cefoperazon) 13 cefoperazon, 1 khéng sinh
cephalosporin thé hé 3, c6 tac dong chdng lai cdc vi sinh vét nhay
cam & giai dogn nhdn lén bing cach e ché sy téng hop
mucopeptid vach té bao.

Sulbactam khong c6 tac dong khéang khuén hiru ich ngoai trir trén
Neisseriaceae va Acinetobacter. Tuy nhién nghién ciru sinh héa
vGi hé théng ngoai t& bao vi khuin (cell-free bacterial systems)
cho théy sulbactam la m§t chét e ché khéng hdi phyc trén da sb
c4c.men. betalactamase.quan. trong.do.céc.vi-khuin khang thudc
beta-lactam sinh ra.

Kha ning cua sulbactam gitip ngan can céc vi khuén khang thudc
phé hiy céc penicillin va cephalosporin dd dugce xéc dinh qua céc
nghién ctru trén vi khudn ding cic dong khang thude, cho thdy
sulbactam ¢6 kha ning cdng hudmg rd rét vdi cac penicillin va
cephalosporin. Vi sulbactam ¢6 thé gin két véi mét s protein
géin két ciia penicillin, cic dong vi khudn nhay cam ciing tré nén
nhay cim hon d6i véi sulbactam/cefoperazon hon la véi
cefoperazon don thuln.

Phéi hgp sulbactam va cefoperazon ¢6 hogt tinh chdng lai tét ca
céc vi khudn nhay cam véi cefoperazon. Hon nira phéi hgp nay
mang lai téc dung cfng hudng (nbng d§ e ché thi thiéu dugc
giam dén 4 14n so v&i ndng 4§ vrc ché cua thude thanh phdn)
chéng lai nhiéu loai vi khudn nhu: Haemophilus influenza,
Bacteroides  spp.,  Staphylococcus  spp.,  Acinetobacter
calcoaceticus, Enterobacter aerogenes, Escherichia coli, Proteus
mirabilis, Klebsiella pneumonia, Morganella morganii,
Citrobacter freundii, Enterobacter cloacae, Citrobacter diversus.
Sulbactam/cefoperazon c6 tac dong in vitro trén nhiéu logi vi
khuén ¢6 tAm quan trong trén 1am sang nhir:

Vi khudn Gram dwong: Staphylococcus aureus ca dong sinh men
va khong sinh men penicillinase, Staphylococcus epidermidis,
Streptococcus pneumoniae (truédce la Diplococcus pneumoniae),
Streptococcus pyogenes (beta-hemolytic sireptococci nhém A),
Streptococcus agalactiae (beta-hemolytic streptococci nhém B),
nhimg dong beta-hemolytic streprococci khdc. Nhidu dong
Streptococcus faecalis (enterococcus).

Vi khuin Gram &am: Escherichia coli, Klebsiella spp.,
Enterobecter spp., Citrobacter spp., Haemophylus influenza,
Proteus mirabilis, Proteus vulgaris, Morganella morganii (trudc
12 Proteus morganii), Providencia retigeri (trudc |1a Proteus
retigeri), Providencia spp., Serratia spp. (gdm ca S
marcescens), Salmonella va Shigella spp., Pseudomonas
aeruginosa va Pseudomonas spp. khéc, Acinetobacter
calcoaceticus, Neisseria gonorrhoeae, Neisseria meningitidis,
Bordetella pertussis, Yersinia enterocolitica.

Vi khuin yém khi: Tryc khudn Gram 4m (gdm ca Bacteroides
fragilis, cic Bacteroides spp. khic va Fusobacterium spp.). Ciu

Khoang 84% sulbactam vi 25% cefoperazon trong phdi hop
sulbactam/cefoperazon sir dung 13 dugc thai trir qua dudmg thén,
Phén 16m lugng cefoperazon con lai duge thai trir qua mét.

Sau khi tiém Wonderlife (sulbactam/cefoperazon), théi gian ban
hiy trung binh cia sulbactam 13 1 gi¥ trong khi cia cefoperazon
14 1,7 gid. Néng d¢ thuéc trong huyét thanh ty 1¢ véi lidu ding.
Néng do dinh trung binh trong huyét thanh sau khi ding 2 g (1 g
sulbactam/1 g cefoperazon) tiém tinh mach sau 5 phut 13 130,2
pg/ml cho sulbactam va 236,8 pg/ml cho cefoperazon. Didu nay
chimg to sulbactam c6 thé tich phan bd cao hon (Vd=18,0-27,6L)
so véi cefoperazon (Vd=10,2-11,3L).

Ca sulbactam va cefoperazon phan b tét vao nhidu md va dich
co-thé-bao-gdm-ca-djch-mat; tdi-mit,-da; rudt-thira, voi-trimg,
budng trimg, tir cung va c4c noi khéc.

Khéng ¢6 bing chimg vé tuong tac duge dong hoc thude giira
sulbactam va cefoperazon khi duge sir dung duéi dang phéi hop
sulbactam/cefoperazon. Sau khi dung da lidu, khong c6 thay déi
dang ké vé duge dong hoc dbi voi ca hai thanh phdn cia
sulbactam/cefoperazon va khong thdy cé tich ty thude khi cho
ding mdi 8-12 gio.

Chi djnh

Don tri liéu:

Wonderlife chi dinh trong nhirng truomg hop nhiém khudn do
nhimg vi khuin nhay cém sau déy:

- Nhiém khuén dudmg ho hdp (trén va duéi).

- Nhiém khuén duong tidu (trén va dudi).

- Viém phiic mac, viém tdi mét, viém dudng mat va céc nhiém
khudn trong & bung khac.

- Nhim khudn huyét.

- Viém mang ndo. J?
- Nhiém khuén da va mé mém, 7
- Nhiém khudn xwong khép.

- Viém viing chdu, viém ndi mac tir cung, bénh 13u va céc trudmg
hop nhiém khudn sinh dyc khac.

Diéu trj két hop:

Wonderlife c6 thé ding két hop véi nhitng khéng sinh khéc néu
cén, Khi két hop voi aminoglycoside phai kiém tra chirc nang
than trong sudt dgt didu trj.

Chéng chi dinh

Bénh nhan mén cim v&i bét ky thanh phén nao ciia thudc, khang
sinh nhom cephalosporin.

Cha y dé phong va thin trong lic ding

- Truéc khi dung thude, nén kiém tra cin thin vé tidn sir phan
tmg qua min voi cephalosporin, penicillin hay nhimg thude khac.
- Cén diéu chinh lidu va theo dai chjt ch & bénh nhan bj téc mét
nging, bénh gan ning, hojic rbi loan chitc ning thin di keém vai
mdt trong cic tinh trang nay.

() bénh nhan bj rdi loan chirc nang gan va suy than cing lic, phai
theo ddi ndng dd cefoperazon trong huyét twong va phai diéu
chinh liu néu cén, Trong nhimg trrdng hop ndy, khi ding liéu
qué 2 g mdt ngay phai theo doi sat ndng dé trong huyét tuong.
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- Theo ddi tinh trang thifu vitamin K, théi gian prothrombin khi
sir dung thudc cho bénh nhin an udng kém, gidm hip thu, bénh
nhan nudi an dudng tinh mach 1au ngay, bénh nhan ding thude
chéng déng,

Néu ding thudc 14u ngay, phai lvu y tinh trang qué san cia
nhimg vi sinh vt khong nhay véi sulbactam/cefoperazon. Do do,
phai theo di sat bénh nhin trong subt dot diéu trj. Nén kiém tra
dinh ky céc rdi loan chirc nang co quan khi diéu tri kéo dai; gbm
¢4 thén, gan va hé thing tao m4u. Didu niy dic biét quan trong
vdi tré so sinh.

- Truée khi didu trj cho tré so sinh va non thang, phii cin nhéc
k¥ lgi ich va nguy co cb thé xay ra.

Thai ky 6 thai va cho con bi:

- Chi diing thubc cho phy nit ¢6 thai khi tht cén thiét.

- Cefoperazon va sulbactam dugc bai tiét qua sita me rét it. Tuy
nhién, phai cdn than khi sir dung sulbactam/cefoperazon ¢ phy
nir dang cho con ba.

Anh hurong dén kha ndng Idi xe ca van hanh mdy méc:

Khéng ¢6 béo cdo.

Téc dung khéng mong mubn

Noéi chung thude duge dung nap tét. Phin 1én céc tic dung khéng
mong mudn thudmg 13 nhe hay trung binh va s& hét di khi tiép tuc
diéu trj.

C6 thé gap: Tiéu chay, budn nén, non, ndi sdn d6, mé day, gidm
bach cu trung tinh. —

Thong bdo cho bdc sj cdc tdc dung khdng mong muidn ggp
phai khi ding thudc.

Lidu lrgng va cich ding
Liéu ding:
Ngueoi lém:
- Lidu théng thudmg: 2-4g/ngdy (tirc 1-2 g cefoperazon/ngdy),
chia lam 2 I4n.
- Nhiém khufn ning: c6 thé tang lidu 8 g/ngay (tic 4 g
cefoperazon/ngdy). Lidu ding t6i da cua sulbactam 12 4 g/ngay.
- Bénh nhén bj rdi loan chirc nang gan: Xem phén chi y dé
phong va thn trong khi ding.
- Bénh nhén bj suy thin: + D§ thanh thai creatinin 15-
30mL/phat: nén ding tdi ta 1 g sulbactam méi 12 gid.

+ D¢ thanh thai creatinin < 15 mL/phit;
nén ding t&i da 500 mg sulbactam mdi 12 gis.
Tré em: 40-80 mg/kg/ngay (tirc 20-40 mg cefoperazon/kg/ngay),
chia lam 2-4 l4n, T4i da 160 mg/kg/ngay.
Cdch dung:
Tiém tinh mach:
M3i lp thude phai duge pha voi 8 ml dung dich dextrose 5%,
natri chloride 0,9% ho#c nuéc vo khudn ding pha tiém.
Tiém théng tinh mach duge thuc hién trong it nhat 3 phut,
Khi truyén ngit quang, mdi 19 thube phai duge pha nhu trén va
phai pha lodng thanh 20 ml véi cing dung dich pha thubc dé
truyén trong 30-60 phiit.
Tiém bép:

Ji lf’;(laggn Yom % y

Vi c4e dung dich c6 thé sir dung dé tiém bip, pha phai thuc hién
theo 2 budc: Bude diu tién voi 3 ml nuée vo khudn pha tiém.
Khi d4 héa tan, thém 1 ml dung djch lidocain 2%. Két qua dung
djch dat dugc 1a 4 ml dung djch chira 250 mg/ml cefoprazon, 250
mg/ml sulbactam va 0,5% lidocain.

Dung djch sau khi pha én dinh trong 24 gid, nhiét d dugi 25°C.
Lidocain 2% la dung dich thich hgp d& tiém bap, nmmg khong
diing dé pha thude lic diu.

Tuwong téc thudc

- Kiém tra chirc nang than khi dung chung v&i nhém
aminoglycosid. Khong dugce pha chung véi aminoglycosid vi hai
logi ndy khong tuong hep.

- Bénh nhan dung rugu trong thoi gian ding thude va ngay ca
trong vong S ngay sau khi ngung thudc, c6 thé bj phan img do
mit, dd md hoi, nhirc ddu, nhip tim nhanh. Do dé khong nén
ding bia, nrgu trong thii gian ding thudc.

- Dbi v6i bénh nhan nudi in bing dng hojc dudmg tinh mach,
tranh dung dung djch ¢6 ethanol.

- Xét nghiém dudmg nigu c6 thé bi duong tinh gia khi ding dung
djch Benedict hoac Fehling.

Twong ky

Dung djch sulbactam/cefoperazon va aminoglycosid khéng nén
pha véi nhau vi khéng tuong hgp vit 1y. Néu cin phai diéu trj
phéi hop, c6 thé ding cach truyén ngdt quang xen k& nhau véi
cach ding duong truyén riéng biét va dudmg truyén lin trude
phai duge sic k¥ véi dung dich pha thich hep truée khi truyén
14n tiép theo. Nén céch xa lidu ding trong ngay cing tot.

Nén tranh pha khéi ddu véi dung dich Lactated Ringer vi khéng
tuong hgp. Tuy nhién phuong phép pha loang 2 budce ding nuée
pha tiém pha lofing trudce s& tao ra mt dung djch tuong hgp khi
pha lodng v&i dung djch Lactated Ringer.

Nén trénh pha khéi ddu véi dung dich Lidocain HCI 2% wi
khong tuong hgp. Tuy nhién phuong phip pha lodng 2 budc
ding nuéc pha tiém pha loang truéc s& tgo ra mdt dung dich
tuong hop khi pha loang véi dung djch Lidocain HCI 2%.

Qui lidu

Qué lidu c6 thé gy ra céc biéu hign qua mirc biéu hi¢n cia cac
tac dung khéng mong mudn da biét. Vi nbng d¢ beta-lactam cao
trong dich ndo tiy ¢6 thé gy céc tdc dung thanh kinh gbm ¢ co
gidt nén cn luu ¥. Vi ca cefoperazon va sulbactam déu thém loc
duge nén co thé dang bién phap nay dé thai thube khoi co thé khi
cb qué liéu & bénh nhan suy gidm chitc nang thin.

Tiéu chufin chdt lrgng: CP 2010 f:.
Biio quan: Nhigt 49 duoi 30°C, tranh énh séng, -
Han dimng: 24 thang ké tir ngay san xuét, 4

$6 dang ki: VN-XXXX-XX
Qui cdch déng gbi: Hop 1 lo, c6 t& hudmg dén sir dung.

Nha sin xuiit:
CSPC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd.
No.188, Gongnong Road, Shijiazhuang City, China.
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