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R« Thuébc nay chi ding theo don thuibc

HUGNG DAN SU DUNG
THUOC BQT PHA TIEM VITABACTAM 0,25G/0,25G
Poc k§ hwomg din sir dung trweée khi ding
Pé xa tam tay tré em.
Thong bao ngay cho bac sy hodic dwge sy nhirng tac dung khéng mong mudn gap
phai khi si dung thudc.

1. THANH PHAN CONG THU'C: Cho 1 lo thubc bot pha tiém:

Cefoperazon (dudi dang cefoperazon natri) :0,25g

Sulbactam (dudi dang sulbactam natri) :0,25g

~ 2. DANG BAO CHE

Bot pha tiém. Bot mau trang hodc trang nga, dong trong lo thuy tinh, diy nit cao
su va xiét nip nhom kin.
3. CHI PINH

Cefoperazon/sulbactam dugc chi dinh diéu trj cic bénh nhiém khuén do cac ching
vi khuén nhay cam:

- Nhiém khuén duong hé hip (trén va dudi)

- Nhiém khuan duong tiét niéu (trén va duéi)

- Viém phiic mac, viém tGi mat, viém duong mit va cac nhiém khuin trong &
bung khac

- Nhiém khuén huyét

- Viém mang ndo

O - Nhiém khuén da va mé mém

- Nhiém khuan xwong khép

- Viém viung chdu, viém ndi mac tir cung,

- Bénh lau, va céac truong hop nhiém khuin duong sinh duc khéc.

Cefoperazon/sulbactam ¢6 phd khang khuin rong nén chi cn sit dung don thuén
cling co thé didu tri hiru hi¢u hau hét cac truong hop nhiém khudn. Tuy nhién,
cefoperazon/sulbactam ¢6 thé ding két hgp véi nhitng khang sinh khac (néu can). Khi
két hop voi aminoglycosid (xem muc Twong tdc thudc) phai kiém tra chirc nang than
trong sudt dot diéu tri.

4. LIEU DUNG, CACH DUNG

Liéu ding:

Iiéu diung va thoi gian diéu tri phu thu¢c vao loai va mirc d¢ nghiém trong cua
nhiém khuén, vi tri nhiém khudn va tinh trang ciia bénh nhan.
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Nguroi [6m: Khuyén cdo lidu lugng cefoperazon/sulbactam hang ngay nhu sau:

Cefoperazon/sulbactam tilé 1:1 (g) Cefoperazon (g) Sulbactam (g)

2,0-4,0 1,0-2,0 1,0-2,0

Liéu ding nén chia déu cho mdi 12 gio.

Liéu thudng dung cia cefoperazon/sulbactam & ngudi 16n 1a 2 — 4g/ngay (1-2¢
cefoperazon/ngay), tiém bép hodc tinh mach

Trong truong hop nhiém khuin ning hodc dai ding co thé ting lidu
cefoperazon/sulbactam lén 8g/ngay (tic 4g cefoperazon) tiém tinh mach dugc chia
liéu mdi 12 gio.

Liéu lugng toi da hang ngay cia sulbactam la 4g.

Bénh nhan roi logn chirc nang than:

Liéu ding nén diéu chinh & nhitng bénh nhén rdi loan chirc nang than rd (thanh

. thai Creatinin < 30 ml/phit) dé bu trir sy giam thanh thai sulbactam. Bénh nhan cé
thanh thai creatinin tir 15 - 30 ml/phut nén dung t6i da 1g sulbactam cho mdi 12 gior
(lidu sulbactam t6i da 2g/ngdy), trong khi d6 nhirg bénh nhédn c6 thanh thai creatinin
< 15 ml/phit nén ding tbi da 500 mg sulbactam cho mdi 12 gio (liéu sulbactam toi da
1g/ngay). Trong truong hop nhiém khuin ning c6 thé dung thém cefoperazon don
thuan.

Thédm phan méu lam thay ddi dang ké cac thong s& duge dong hoc ctia sulbactam.,
Thoi gian bén thai ciia cefoperazon gidm nhe trong qué trinh thdm phan mau. Do d6
liéu lugng nén duoc thay ddi sau mdi dgt tham phan mau.

Bénh nhdn réi loan chire ndng gan: O nhitng bénh nhén bi tic mit ning, bénh gan
nang, hoidic rdi loan chirc nang than di kém véi mot trong cdc tinh trang ndy thi phai

. hiéu chinh lidu. O bénh nhan bi rbi loan chirc ning gan va suy thin ciing lac, phéi theo
ddi ndng do cefoperazon trong huyét twong va phai diéu chinh liéu néu can. Trong
nhitng trudmg hop nay, khi ding liéu cefoperazon qua 2 g mot ngay phai theo doi sat
ndng do trong huyét tuong.

Ste dung & nguedi cao tudi: Lidu trong tur ngudi lom.

Tré em: Khuyén cao liéu lugng hang ngay cefoperazon/sulbactam & tré em:

Cefoperazon/sulbactam ti I¢ 1:1 Cefoperazon Sulbactam
(mg/kg/ngay) (mg/kg/ngay) (mg/kg/ngay)
40-80 20-40 20-40

Liéu dung nén chia déu cho mdi 6 — 12 gid. Trong trudng hgp nhiém khuan ning
hodc dai ding. ¢6 thé ting lidu lén dén 160 mg/keg/ngay (80mg/kg/ngay cefoperazon).
Nén chia liéu ra lam 2 — 4 14n déu nhau.
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Tré so sinh: Tré so sinh 1 tuan tudi nén chia lidu cach nhau 12 gio. Liéu tdi da
Sulbactam khong nén vugt qua 80 mg/kg/ngay. Trong truong hop cén dung lidu 1on
hon 80mg cefoperazon/kg/ngay, can b sung thém cefoperazon don doc.

Cdch dung:

Cefoperazon phdi hgp véi sulbactam duge dung theo duong tiém bép, tiém tinh
mach t6i thiéu 3 phit hodc tiém truyén tinh mach tir 15-60 phut.

Cdch pha thuée:

Hoan nguyén: Thém vao lo mot luong phu hop cac dung dich twong hop sau dé
hoan nguyén thudc: nude cét pha tiém, dung dich NaCl 0,9% pha tiém, dung dich
glucose 5%.

Liéu dung cefoperazon | Lwong dung dich pha Nong d tbi da
+ sulbactam (g) (ml) (mg/ml)
0,25g + 0,25¢g .7 125+125

Cefoperazon/sulbactam tuong hop voi nudc cit pha tiém, dextrose 5%, NaCl
0,9% dé tao thanh dung dich c6 néng dé 5 mg/ml cefoperazon va S mg/ml sulbactam
cho tdi 125 mg/ml cefoperazon va 125 mg/ml sulbactam.

Truyén tinh mach: Dung dich sau khi hoan nguyén nén pha loding véi 20 ml dung
dich pha thudc cing loai, tiém truyén tinh mach tir 15 — 60 phut.

Dung dich Ringer lactat: Phai pha thudc theo 2 bude, lan ddu ding nude cét pha
tiém (nhu bang trén) roi pha lodng thém va&i dung dich Ringer Lactat dé c6 nong do
sulbactam 5 mg/ml.

Tiém finh mach: c6 thé pha loang dung dich nhu & trén va tiém cham tdi thiéu
trong 3 phut.

Tiém bip: Nude cit pha tiém nén dugc sir dung dé hoan nguyén thube. Vi nong
do cefoperazon bing hodc 16n hon 250 mg/ml, cin ¢6 quy trinh pha lodng 2 buée. Sau
khi hoan nguyén, dung dich hoan nguyén co thé dugc pha loang véi lidocain 2% dé
tao dung dich cd chira 125 mg/ml cefoperazon va 125 mg/ml sulbactam trong dung
dich lidocain 0,5%.

Cac dung dich sau pha 6n dinh & nhiét do phong trong 24 gio.

5. CHONG CHI PINH

Man cam v6i bét ky thanh phan nao cta thudc.

Di tng v&i bat ky cephalosporin nio khéc.

Tién sir di Ung nang voi bat ky beta-lactam nao khéc (penicilin, monobactam,

carbapenem).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Phén ieng qud man:
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Phan g qua man nghiém trong va déi khi gay tir vong di dugc béo cdo & mot sd
bénh nhan dugc diéu tri bing beta-lactam hoac cephalosporin. Nhitng phan (ng nay dé
xdy ra hon & nhitng ngudi c6 tién sir phan tmg qua méan véi nhiéu chét gay di tmg. Nén
kiém tra ky vé tién st di (ng cta ngudi bénh voi penicilin, cephalosporin hodc cac
beta-lactam khac trude khi ding thude. Néu phéan (mg di img xay ra nén ngirng thude
va ¢6 phuong phép diéu tri thich hop. Néu phan tng phan vé nghiém trong can dugc
diéu tri khan cdp vdi epinephrin. Néu cin, phai hdi st tich cuc bang cach cho bénh
nhén thd oxy, tiém tinh mach steroid, dat ni khi quan cho bénh nhén.

Phan (g da nghiém trong di dugc bdo cdo & nhitng bénh nhan dang diéu tri véi
cefoperazon/sulbactam, doi khi gay tir vong: hoai tir biéu bi nhiém doc (NET), hoi
chimg Stevens-Johnson va viém da tréc vay. Néu phan tmg da nghiém trong xay ra
can ngimg diéu tri véi cefoperazon/sulbactam va ¢6 bién phap diéu tri thich hop.

Toan than:

Gidng nhu nhitng khang sinh khac, mot vai bénh nhén bi thiéu vitamin K khi diéu
tri bing cefoperazon. Co ché c6 thé 1a do thudc e ché hé vi khuin chi dudng rudt
(gutflora) gitp téng hop vitamin K binh thuong. Nhitng ngudi ¢ nguy co cao la
nhig bénh nhan 4n udng kém, giam hép thu (vi du bénh xo hoa nang) va bénh nhén
nudi dn duong tinh mach lau ngay. O nhitng bénh nhan nay va bénh nhan dung thude
chéng dong, phai theo ddi thoi gian prothrombin va ding thém vitamin K néu can.
Néu ding thude lau ngdy, phai luu y tinh trang ting sinh nhimg vi sinh vét khong nhay
cam vdi cefoperazon/sulbactam. Do dé, phai theo ddi sat bénh nhén trong sudt dot
diéu tri. Ciing nhu véi moi loai thude tac dung toan than khéc, nén kiém tra dinh ky
chirc ndng cac co quan khi diéu tr1 kéo dai; gf‘)m ca than, gan, va h¢ théng tao mau.
Piéu nay dic biét quan trong noi tré so sinh nhét 1a tré sinh non va nhii nhi.

Tiéu chay do Clostridium difficile (CDAD) da duge bédo cdo gan nhu tit ca cic
chit khang khuén bao gdm cefoperazon natri /sulbactam natri ¢6 thé & mirc do nghiém
trong tir tiéu chay nhe dén viém dai trang gdy tir vong. Diéu tri bing cac chat khang
khuén lam thay d6i hé thuc vat binh thuong cta dai trang din dén sy phat trién qué
mirc cua C.dificile.

C.dificile san sinh doc t6 A va B gdp phan vao sy phét trién cia CDAD. C,
difficile san xudt hypertoxin gdy tang bénh tat va tir vong, vi nhitng bénh nay c6 thé
khéng lai diéu trj khang sinh va c6 thé phai phiu thuat. CDAD phai dugc xem xét & tat
ca ¢ nhimg bénh nhén bi tiéu chay sau khi sir dung khang sinh. Bénh sir can dugc xem
xét cin than vi CDAD da dugc bdo cdo xay ra ké tir khi sir dung céc chét khang khuén
hon 2 thang.

Cefoperazon khong thay thé bilirubin tir su lién két protein huyét twong,

Sit dung 6 bénh nhan réi logn chicc ning gan:
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Cefoperazon dugc bai tiét phan 16n qua mat. Thoi gian ban thai trong huyét thanh
clia cefoperazon thudomg kéo dai va lugng thube bai tiét qua nudc tiéu tang 1€n & nhirng
bénh nhan c6 cac bénh Iy vé gan va/hodc tic nghén mét. Ngay ca nhirng bénh nhén bj
bénh gan ning, nong do diéu trj ciia cefoperazon ciing dat dugc trong dich mit va thoi
gian bén thai chi ting 2 téi 4 1an. O nhirng bénh nhén bi tic mat ning, bénh gan ning,
hodc réi loan chirc ning than di kém vdi mot trong céac tinh trang nay thi phai diéu
chinh lai liéu. O bénh nhén bi r6i loan chirc ning gan va suy thin cung ltc, phai theo
dai ndng do cefoperazon trong huyét twong va diéu chinh liéu néu cin. Trong nhimg
truong hop nay, khi ding lidu qué 2 g cefoperazon mot ngay phai theo dai sat ndng do
trong huyét twong.

St dung cho tré em:

Cefoperazon/sulbactam dugc sir dung hiéu qua & tré em. Thude chua duge nghién

. ctru rong rdi o tré so sinh hay tré dé non. Do d6, truéc khi diéu tri cho tré so sinh hay
tré dé non phai c4n nhac k¥ loi ich va nguy co c6 thé xay ra.
7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit mang thai:

Nghién ciru sinh san trén chudt dung liéu cao hon 10 lan liéu & nguoi cho thiy
thudc khong c6 anh hudng trén kha ning sinh san va khong giy quai thai. Sulbactam
va cefoperazon qua dwgc nhau thai. Tuy nhién van chwra c6 nghién ctru day du trén phu
nir mang thai. Vi nghién ctru trén dong vat khong thé giup dodn trudc tat ca cac nguy
co trén ngudi, nén tranh ding thude trong thai k¥ trir khi that can thiét.

Phu nir cho con bu:

Cefoperazon va sulbactam dugc bai tiét qua sita rét it. Tuy nhién phai than trong
khi str dung sulbactam/cefoperazon ¢ phu nit dang cho con bu.

O 8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC

Kinh nghiém 1am sang cho thiy cefoperazon/sulbactam khong anh hudng dén kha
nang lai xe va van hanh may méc cia bénh nhan.
9. TUONG TAC, TUONG KY CUA THUOC

Twong tdc ciia thudc:

Aminoglycosid: Cefoperazon/sulbactam ¢6 thé duge st dung cliing v6i cac loai
khéang sinh khac. Néu str dung cing aminoglycoside can theo ddi chire nang than trong
qua trinh diéu tri.

Ruou: Bénh nhan dung rugu trong thoi gian sir dung thude va ngay ca trong vong
5 ngay sau khi ngung thude, mot s6 truong hgp c6 phan tmg doé mat, d6 mé hoi, nhirc
dau va nhip tim nhanh. M6t phan tmg twong tu di dugc ghi nhan véi mot sd

cephalosporin khac, bénh nhén nén duge canh bdo tranh sir dung céc d6 uong ¢ con
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trong thoi gian dung cefoperazon/sulbactam. Pdi véi nhitng bénh nhan phai nudi an
bang 6ng x6ng hoic duong tinh mach, tranh dung dung dich co ethanol.

Twong tdc giita thuée va xét nghiém cdn lam sang: Xét nghiém duong niéu co thé
bi duong tinh gia khi dung dung dich Benedict hodc Fehling.

Twong ky ciia thubc:

Dung dich Ringer lactat: Nén tranh hoan nguyén Cefoperazon/sulbactam vi
Ringer lactat vi khong twong hop. Tuy nhién, ¢6 thé ap dung phuong phap pha loing
hai budc: hoan nguyén ban dau bing nudc cit pha tiém trude sé tao ra mot dung dich
twong hop khi pha thém va&i dung dich Ringer lactat.

Dung dich Lidocain: Nén tranh hoa tan Cefoperazon/sulbactam véi dung dich
Lidocain 2% vi khong twong hop. Tuy nhién, ¢6 thé ap dung phuong phap pha lodng
hai budc: hoan nguyén ban dau bing nudc cit pha tiém trude sé& tao ra mot dung dich
tuong hop khi pha thém vai dung dich Lidocain 2%.

o Aminoglycosid: Cefoperazon/sulbactam va aminoglycosid khong nén tron 1an tryuc
tiép vi trong ki vé mit vét ly. Néu can phai diéu tri phdi hop Cefoperazon/sulbactam
va cac aminoglycosid, co thé dung céch truyén ngat quing, str dung éng truyén tinh
mach riéng biét va duong truyén lan trude phai duge suc ky véi dung dich pha thude
trude khi truyén lan tiép. Nén nhd rang céc liéu Cefoperazon/sulbactam nén duge cho
trong ngay cang cach xa liéu aminoglycosid cang t6t.

10. TAC DUNG KHONG MONG MUON CUA THUOC

N6i chung thude dung nap tét. Phan 16n cac tac dung khong mong mudn thuong la
nhe hay trung binh va s& hét di khi ngimg diéu tri.

Tac dung khong mong mudn duoc liét ké trong bang dugc trinh bay theo phan loai

cho hé théng va céc co quan theo MedDRA. Déi voi mdi loai tan sudt, cac phan tng

. dugc trinh bay theo thit tu quan trong 1am sang.
Hé thong va | Thwong gip | It gip Hiém giip Khéng xac dinh
co quan >1/10 1/100 <ADR | 1/1000< tan suit
<1/10 ADR<1/100
R6i loan hé | Giam bach cau | Bénh rdi loan Giam prothrombin
théng mau va | trung tinh | dong mau, huyét
P Giam bach cau | Bach cau 4i

bach huyet Xét nghi¢m toan

Coombs duong

tinh gia

Gidm

huyét sac to

Giam

hematocrit

Giam tiéu cau
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He¢ théng va  Thwong gap | It gip Hiém giip Khong xac dinh
co’ quan >1/10 1/100 <ADR | 1/1000=< tan suat
<1/10 ADR<1/100
R&i loan hé Phan {mg phan vé
thong (bao gbm sdc)
mi én dich Qué man cam
Roi loan hé Pau dau
thong
than kinh
Bénh ly mach Xuat huyét
mau Viém mach mau
Ticu héa Tiéu chay Viém dai trang gia
Budn non, mac
non
R&i loan gan | Tang AST Téang bilirubin Vang da
mét (GOT), ALT| |40
(GPT)
Tang
phosphatase
kiém
mau
R6i loan da Ngtra Hoai tir bicu bi
va NoOi mé day doc hai
mo dudi da Hoi chirng
Stevens-Johnson
Viém da troc vay
Phét ban dat san
Roi loan than Tiéu mau
va tiét niéu
Rdi loan Viém tinh
chung va tai mach tai vi tri
vi tri tiém tiém

DPau tai vi tri
tiém truyén
St

On lanh

Huwdng dan cach xir tri ADR:
Néu xay ra cic ADR nghiém trong, cin ngimng dung cefoperazon/sulbactam va ap

dung cac bién phap diéu tri thich hop.

Khi b¢nh nhéan bi co giat hodc gap cac phan ing bat lgi trén than kinh trung wong,

can giam lidu hodc ngimg dung cefoperazon/sulbactam. Néu bénh nhan bi tiéu chay
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trong hodc sau khi diéu tri bi’mg cefoperazon/sulbactam, can theo ddi va ¢6 chin doan.,
diéu tri pht hop. '
11. QUA LIEU VA CACH XU TRi

Thong tin vé& doc tinh cdp cua cefoperazon natri/sulbactam natri & nguoi rat han
ché. Qué liéu thube duoc du doan s& mo rong cac phéan tng phu xay ra véi thude.
Nong do khang sinh B-lactam cao trong dich ndo tily c6 thé gy ra cc anh huéng thin
kinh bao gf’)m co giat céan duoc xem xét.

Cdch xir tri:

Cefoperazon va Sulbactam déu duge loai bo khoi hé tudn hoan b%mg cach thim
tich mau. Nén c6 thé ding bién phap nay dé thai thudc khoi co thé khi c6 qua lidu &
bénh nhan co6 suy giam chirc nang than.

12. PAC TINH DUQC LUC HQC
. Nhom dwge Iy: Khang sinh.

Ma ATC: J0O1DD62

Co ché khdng khuin:

Thanh phan khang khuin cua cefoperazon/sulbactam la cefoperazon, mét khang
sinh cephalosporin thé hé 3, c¢6 tac dong chdng lai cac vi sinh vt nhay cam ¢ giai doan
nhén lén bing cach e ché su tdng hop mucopeptid véch té bao. Sulbactam khong c6
tac dong khang khuan hiru ich ngoai trir trén Neisseriaceae va Acinetobacter. Tuy
nhién nghién ctru sinh hod véi cdc hé thong ngoai té bao vi khuin (cell-free bacterial
systems) cho thdy sulbactam 1a mét chét Gc ché khéng hoi phuc trén da sb cac men
betalactamase quan trong do cac vi khuin khan g thuc beta-lactam sinh ra.
Kha nang cta sulbactam gilp ngin cin céc vi khudn khang thudc pha huy cac
penicillin va cephalosporin da dugc xac dinh qua cac nghién ciru trén vi khuin ding

. cic dong khang thudc, cho thiy sulbactam c6é khé ning hi¢p dong rd rét vai cac
penicillin va cephalosporin. Vi sulbactam ¢ thé gin két véi mot sé protein gan két cua
penicillin, cdc dong vi khudn nhay cam ciing tré nén nhay cdm hon d6i véi
cefoperazon/sulbactam hon la véi cefoperazon don thuan.

Phé tic dung:

Két hop cefoperazon — sulbactam c6 hoat tinh chéng lai tat ca cdc vi khuén nhay
cam vé6i cefoperazon. Hon nira, nd con cé tac dung hiép dong (ndng do tre ché téi thiéu
giam 4 lin so véi nf:‘mg d6 e ché tdi thiéu cua thude thanh phén) chéng lai nhiéu loai
vi khuan nhur:

Haemophilus  influenzae, Bacteroides va Staphylococcus, Acinetobacter
calcoacetius, Enterbacter aerogenes, Escherichia coli, Proteus mirabilis, Klebsiella
pneumoniae, Morganella morganii, Citrobacter freundii, Enterobacter cloacae,

Clitrobacter diversus.
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Két hop cefoperazon — sulbactam c6 hoat tinh in virro khang lai rit nhidu vi khun
quan trong trén lam sang:

Vi khuan Gram dwong:

Staphylococcus aureus (ca loai khong tiét va tiét ra penicilinase), Staphylococcus
epidermidis, Streptococcus pneumonia (truéc day 1a Diplococcus pneumonia),
Steptococcus pyogenes (Streptococci tan mau beta nhom A), Streptococcus agalactiae
(Streptococci tan mau beta nhom B) , hdu hét cac chiing 4 - hemolytic streptococi khac
va nhidu ching Streptococcus faecalis.

Vi khuan Gram am:

Escherichia coli, Klebsiella, Enterobacter va Citrobacter, Haemophilus
influenzae, Proteus mirabilis, Proteus vulgaris, Morganelia morgani (Proteus
morganii) Providencia rettgeri (Proteus rettgeri), Providencia, Serratia, Salmonella

. va Shigella, Pseudomonas aeruginosa va mot s6 Pseudomonas khac, Acinetobacter
calcoacetius, Neisseria gonorrhoeae, N.meningitidis, Bordetella pertissis va Yersinia
enterocolitica.

Vi khuan yém khi:

Truc khuan Gram am (ké ca Bacteroides fragilis, nhitng Bacteroides va
Fusobacterium spp khac).

Tryc khuén Gram dwong (ké ca Clostridium, Eubacterium va Lactobacillus spp.)

Céu khudn Gram dwong va Gram am ( k& ca Peptococcus, Peptostreptococcus va
Veilonella spp.).

12. PAC TINH DUQC PONG HOC

Hdp thu va phén bé:

N(:ing do dinh trung binh trong huyét thanh sau khi ding 2g cefoperazon/sulbactam
. (1g cefoperazon/lg sulbactam) tiém tinh mach sau 5 phat la 130,2pg/ml cho
sulbactam va 236,8ug/ml cho cefoperazon. Diéu nay chimg t6 sulbactam co thé tich

phéan b6 cao hon (Vd=18,0-27,61.) so v6i cefoperazon (Vd=10,2-11,3L).

Nong do dinh cua sulbactam va cefoperazon trong huyét thanh sau lidu 1,5g (ty 18
2:1) cia cefoperazon/sulbactam (1g cefoperazon + 0,5g sulbactam) tiém bép, & ngudi
tinh nguyén khée manh tuong tmg la 11,0 meg/ml va 45,3 meg/ml sau liéu dau tién va
twong tmg 29,9 mcg/ml va 58.4 meg/ml sau liéu thir 7 dung mdi 12 gio.

Thai trir

Khoéang 25% liéu dung cia cefoperazon va 84% liéu dung cua sulbactam dugc
thai trir boi than. Hau hét lidu con lai cua cefoperazon dugce thi trir bdi mat. Sau khi
dung cefoperazon/sulbactam, thoi gian ban thai trung binh cua cefoperazon la 1,7 gi¢
va cua sulbactam 1a 1 gio. Nong do trong huyét thanh ti 1¢ véi lidu dung.

Khéng c6 bing chimg vé tuong tic duge dong hoc giita cefoperazon va sulbactam
khi dung két hop hai chét nay. Sau lidu didu tri, khéng c6 thay d6i dang ké vé dugc
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dong hoc cia cefoperazon hodc sulbactam va khong c6 tich lity thude khi ding mdi 8 —
12 gio.

Ste dung & bénh nhdn réi logn chire ning gan:

Cefoperazon dugc bai tiét nhiéu qua mat. Thoi gian ban thai trong huyét thanh cua
cefoperazon thuong kéo dai va lugng thude bai tiét qua nudc tiéu ting 1én & nhimg
bénh nhén c6 cac bénh ly vé gan va/hoac tac nghén méat. Ngay ca nhirng bénh nhan bi
bénh gan ning, ndng do diéu trj cia cefoperazon ciing dat duoc trong dich mat va thoi
gian ban thai chi tang 2 t6i 4 1an. O nhitng bénh nhén bi tic mét nang, bénh gan ning,
hoic rdi loan chirc nang thidn di kem voi mot trong cac tinh trang nay thi phai diéu
chinh lai liéu. O bénh nhan bi rdi loan chirc ning gan va suy than ciing lic, phai theo
doi nong do cefoperazon trong huyét tuong va didu chinh lidu néu can. Trong nhimg
truong hop nay, khi dung liéu qua 2 g mot ngay phai theo doi sat ndng do trong huyét

. tuong.

Sur dung o bénh nhdn réi loan chire nang than:

O nhimg bénh nhan vé&i cac mirc d6 chirc ning thin khac nhau khi cho ding
cefoperazon/sulbactam, d¢ thanh thai sulbactam tuong quan rd voi d¢ thanh thai
creatinin. Bénh nhan suy chirc nang thin hoan toan cho thiy c6 thoi gian ban thai
sulbactam kéo dai rd rét (trung binh 6,9 va 9,7 gi¢ trong cac nghién ciru riéng biét).
Thim phan mau lam thay ddi dang ké thoi gian ban thai, d6 thanh thai toan than va thé
tich phan b sulbactam. Khong co thay dbi dang ké vé duge dong hoc cia cefoperazon
& cac bénh nhan suy than.

St dung & ngueoi cao tuoi:

Dugc dong hoc cua cefoperazon/sulbactam da duge nghién clru trén nguoi cao
tudi co tinh trang suy thin va c6 anh hudng chirc nang gan. Ca hai chat sulbactam va

. cefoperazon déu co thoi gian ban thai ting, d¢ thanh thai giam va thé tich phan b ting
khi so vé&i nguoi tinh nguyén khoé manh. Dugc ddng hoc ctia sulbactam tuong quan ro
vOi mire do suy than trong khi véi cefoperazon twong quan rd voi mire do suy gan.

Sir dung o tré em:

Céc nghién ctru thuce hién & tré em cho thiy khong co thay doi dang ké vé dugc
dong hoc clia 2 thanh phan cefoperazon/sulbactam so véi nguoi 16m. Thoi gian bén
thai trung binh cta sulbactam & tré em la 0,91-1,42 gid va cua cefoperazon la 1,44-
1,88 gio.

13. QUY CACH PONG GOI

+ Hop 01 lo thude bt pha tiém va to huéng dén sir dung.

+ Hop 10 1o thude bot pha tiém va to hudng dan sir dung.

+ Hop 50 lo thude bot pha tiém va to hudng dan sir dung.

+ Hop 100 lo thude bot pha tiém va t& hudng dan st dung.

14. BAO QUAN: Noi kho, nhiét do dudi 30°C, tranh 4nh séng.
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15. HAN DUNG: 24 thang ké tir ngay sin xuét
16. TIEU CHUAN: TCCS
NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thach L&i - Thanh Xuén - Séc Son - Ha Noi — Viét Nam
Pién thoai: 02435132835
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