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Rx-Thude nay chi dang theo don thube

MAKCEFO-S 2000

“Pé xa tim tay tré em”

“Poc ky hwéng din sir dung truéce khi dung”
Thanh phin céng thire thube:

WOT THANH VEN
nd{: C PHAM

| TIN

Trong 1 lo bét pha tiém chira:
Cefoperazone Sodium

Tuong duong Cefoperazone ...........cceccueecscnenssssasensasasnsenss 1000 Mg
Sulbactam Sodium
Tuong duong Sulbactam .......cusississsssssssasssssssassnssnissas 1000 mg

Dang bao ché
Bt pha tiém

Chi dinh

Don rri ligu

Sulbactam/cefoperazone chi dinh trong nhirng trudng hop nhiém khuin do nhimng vi khudn nhay cam
sau 6ay

- Nhiém khuan dudng hd hdp (trén va dusi)

- Nhiém khuén duong tiét niéu (trén va dudi)

- Viém phiic mac, viém tii mat, viém dudong mét va cac nhim khuan trong b bung khac

- Nhiém khuin huyét

- Viém m;‘ang nao

- Nhiém khuén da va mo mém

- Nhiém khuén xuong khép

- Vlém viing chiu, viém ndi mac tir cung, bénh lgu va cic trudng hgp nhiém khuén sinh duc khac
Diéu trj két hop:

Do sulbactame’cetoperazone ¢ phd khéng khuén rong nén chi can sir dung don thudn ciing ¢6 thé diéu
tri hitu hiéu hiu hét cac truomg hop nhlem khuan. Tuy nhién, sulbactam/cefoperazone c6 thé dung két
hop véi nhimg khéng sinh khac néu cin. Khi két hop véi aminoglycoside phai kiém tra chirc nang
than trong sudt dot dicu tri.

C#ch ding, liéu ding
* Liéu ding

Liéu thong thuomg khuyén cdo & nguwdi Iom la:
Loai ti & SBT/CPZ (g) SBT (g) CPZ(g)

1/1 2-4 1-2 1-2

Nén cho thubc mdi 12 gior véi lidu chia déu.



https://trungtamthuoc.com/

Trong nhifng trudmg hop nhiém khuan ning c6 thé ting litu SBT/CPZ loai ti I¢

cefoperazone) mot ngiy. Bénh nhan ding loai ty 1¢ 1/1 c6 thé cin ding thém cefgpe

Nén cho thude liéu chia déu mdi 12 gio. "o:ﬁwﬁ KetEw HEU HAN\ 2
(= HOTTHANHVIEN |

v uce PHAM
\\HE] TIN
e
Liéu ding SBT/CPZ nén diéu chinh & bénh nhan suy giam chiic ning thén rd (4o thanh thal creatinin
< 30ml/phit) dé hu trir sur giam thanh tha1 sulbactam. Bénh nhén c6 d9 thanh thai creatinin tir 15-30
ml/phat nén ding t&i da 1g sulbactam mdi 12 gid (liéu sulbactam t6i da 2g/ngay), trong khi d6 nhing

bénh nhén co do thanh thai creatinin < 15ml/phit nén dung tdi da SOOmg sulbactam mdi 12 gior (lidu
sulbactam t6i da 1g/ngay). Trong trudng hop nhiém khuén ning, c¢6 thé can dung thém cefoperazone.

Liéu ding t6i da khuyén céo cho sulbactam la 4g mét ngay.

Sir dung & bénh nhin rbi logn chirc ndng gan: xem phin Canh bao va Than tro
Sir dung & bénh nhin réi loan chirc niing thin:

Dugc dong hoc cia sulbactam c6 thé thay doi dang ké do tham phan. Thoi gian ban thai trong huyét
thanh cta cefoperazone giam nhe khi thim phan. Vi thé can cho thudc sau khi tham phén.

St dung & ngudi lon tudi: xem phan Duge dong hoc.
S dung o tré em:
Liéu hang ngay khuyén cao cho SBT/SPZ diing & tré em:

Loai ty 1§ ‘ SBT/SP SBT SPZ

(mg/kg/ngay) (mg/kg/ngay) (mg/kg/ngay) (mg/kg/ngay)

1/1 40-80 20-40 20-40

Nén cho thuée liu chia déu mol 6-12 gio.

Trong trudng hop nhiém khuan nang hay it dap img, c6 thé tang liéu lén dén 160 mg/kg/ngay (loai ty
1& 1/1). Nén chia liéu ra 2-4 lan déu nhau.

Sir dung o tré so sinh:

Déi v6i tré so sinh 1 tudn tudi nén ding thude mdi 12 gidr. Liéu tdi da sulbactam trong nhi khoa khong
nén vuot qua 80 mg/kg/ngay Vi nhirng lidu sulbactam/cefoperazone ma yéu cau cefoperazone > 80
mg/kg/ngay, nén dung bd sung thém cefoperazone.

X Cich dang

Tiém tinh mach:

Khi truyén ngit quang, mdi lo sulbactam/cefoperazone phai dugc pha vai lugng thich hop dung dich
dextrose 5%, sodium chloride 0,9% hay nude vO khuan diing pha tiém va phai pha lodng thanh 20ml
v6i ciing dung dich pha thudc dé truyén trong 15-60 phut.

Lactated Ringer la dung dich thich hgp cho truyén tinh mach nhung khong ding dé pha thudc luc dau.
Néu tiém tinh mach, moi lo thudc ciing duge pha nhu trén va tiém trong it nhét 3 phit.

Tiém bdp:

Lidocaine 2% 12 dung dich thich hop dé tiém bip nhung khéng diing dé pha thude ltc déu.

HUONG DAN PHA THUOC
Cich pha thubc:
Sulbactam/cefoperazone ham luong 1g:

Téng lidu (g) Tuong duong liéu Lugng dich pha Néng do tdi da
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SBT/SPZ (g)

1 0,5+0,5 3.4 ml

sulbactam mdi ml cho t&i 125 mg cefoperazone va 125 mg sulbactam mdi ml.
Dung dich Lacrared Ringer:

Nén dung nudc cat pha tiém dé pha thudc. Phai pha thudc theo 2 budc, lin diu ding nudc cit pha tiém
(nhu bang trén) rdi pha thém voi dung dich Lactated Ringer dé co néng d6 sulbactam 5 mg/ml (dung 2
ml dung dich pha ldn diu thém 50 ml dung dich Lactated Ringer hay 4 ml dung dich pha lan dAu thém
100 ml dung dich Lactated Ringer).

Dung dijch Lidocaine:

Nén diing nuée cit pha tiém dé pha thube. Néu mudn co nong do cefoperazone 250 mg/ml hay cao
hon, phai pha thudc theo 2 budc lan dau dung nude cit pha tiém (nhu bang trén) roi pha thém voi
dung dich Lidocaine dé c6 dung dich thude cé ndng dd cefoperazone 125 mg va sulbactam 125 mg
trong mdi ml trong dung dich lidocaine HCI néng dé khoang 0,5%.

Chong chi dinh
Khéong sir dung & nhirng bénh nhan da biét c6 di ung véi penicillin, sulbactam, cefoperazone hay
nhém khéang sinh cephalosporin.

Ciénh bédo va thin trong khi dung thuoc

- Ting man cam:

Céc phan (mg qua man (phan v€) nghiém trong d6i khi gdy tir vong da dugc bdo cdo & nhimng bénh
nhén su dung betalactam hay cephalosporin. Céc phan mg nay thuong xay ra cr bénh nhan ¢6 tién sir
qua mén véi nhiéu loai khang nguyén khac nhau. Néu xay ra phan (mg qua min, nén ngimg thubc va
diéu tri thich hap.

Khi xay ra phan (mg phan v¢ ning, phai cip ciru ngay bing cpmcphrm Néu cén thiét, phai dong thoi
hdi strc tich cyuc bing OXY, steroid tiém tinh mach, thong dudng tho ké ca dit ndi khi quan.

- Sir dung & bénh nhén rdi loan chiic néng gan:

Cefoperazone thai trir chu yeu qua dich mat. O nhirng bénh nhén bj bénh gan ¢6 hoic khong ¢6 tic
mét, thoi gian ban thai trong huyét thanh cua cefoperazone kéo dai va thai trir qua nudc tiCu tang.
Ngay ca nhitng bénh nhédn bi bénh gan ning, nong d6 diéu tri cua cefoperazone ciing dat duge trong
dich mét va thoi gian ban thai chi tang 2 t6i 4 lin.

O nhirng bénh nhan bi tic mat ndng, bénh gan ning, hogc rdi loan chirc nang than di kém v&i mot
trong céc tinh trang nay thi phai diéu chinh lai lidu.

O bénh nhan bi ri loan chirc néng gan va suy than cung luc, phai theo dai ndng do cefoperazone trong
huyét tuong va phai diéu chinh liéu néu can. Trong nhimg trudng hop nay, khi dung liéu qua 2 g mét
ngdy phai theo doi sat ndng d¢ trong huyét tuong.

- Tong quat:

Gidng nhu nhimng khing sinh khac, mot vai bénh nhén bi thiéu vitamin K khi diéu tri béing
cefoperazone. Co ché cd Ig 1a do tc ché khuin chi dudng rudt (gut flora) binh thudng gidp tong hop
vitamin K. Nhirng nguoi co nguy co cao la nhitng bénh nhén &n udng kém. giam hép thu (vi du bénh
xo hod nang) va b¢nh nhén nuéi &n dudng tinh mach lau ngay. O nhirng bénh nhan nay va bénh nhan
ding thude chong dong, phai theo doi thoi gian prothrombin va ding thém vitamin K.

Néu ding thudc lau ngay, phai luu ¥ tinh trang qud san cia nhimng vi sinh vt khong nhay vdi
SBT/SPZ. Do d6, phai theo dbi sat bénh nhén trong sudt dot diéu tri. Cing nhur v6i moi loai thuoc tac
dung toan than khac, nén kiém tra dinh ky cac rbi loan chirc nang co quan khi diéu tri kéo dai gdbm ca
than, gan, va hé thng tao mau. Diéu nay dic biét quan trong noi tré so sinh nhit 1a tré sinh non va nhii
nhi.

- Sur dung & nhi nhi:
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SBT/SPZ dugc sir dung hiéu qua @ tré nhii nhi. Thude chua duge nghién ciru rong rai ¢
non thiang. Do do, truge khi diéu tri cho tré so sinh hay non thang phai can nhic ky
c6 thé xay ra.
- Cefoperazone khong chiém chd cua bilirubin da gin két véi protein huyét tuong. (=

HOT THANH ViEN
ouc" PHAM

Sir dung thudc cho phy nir co thai va cho con bi
- Phu nif c6 thai:

Nghién ciru sinh san trén chudt ding liéu cao hon & ngudi 10 lan cho thiy khong c6
kha nang sinh san va khong gy quai thai. Sulbactam va cefoperazone c6 qua nhau thai. Tuy nhién van
chwra ¢ nghién ctru day du trén phy nir 6 thai. Vi nghién ctru trén dong vt khéng the gitp dodan trude
tAt ca cac phan tng trén ngudi nén tranh diing thude trong thai ky trir khi that can thi iét.

- Phuy nir cho con bu:

Cefoperazone va sulbactam dm;)'c bai tiét qua sira rat it. Tuy nhién phai luu y khi sir dung
sulbactam/cefoperazone & ngudi dang cho con bii dii ca hai chét sulbactam va cefoperazone rit it qua
sira me.

Anh hwéng ciia thube 1én kha nﬁng lai xe, vian hanh may méc
Nghién ctru 1am sang vi SBT/SPZ cho thay thuc hau nhu khéng anh huong 1én kha ning lai xe va
sir dung may moc.

Twong tdc, twong ky ciia thude

* Twong tdic

- Ruogu:

Khi bénh nhin dung rugu trong thoi gian sir dung thuée va ngay ca trong vong 5 ngay sau khi ngung
thuéc, c6 mot sd ngudi bj phan tmg do mat, dd md hoi, nhuc dau va nhip tim nhanh. Khi ding nhimng
ccphalosponn khac. d01 khi ciing bi phan (mg tuong tu néu bénh nhan c6 udng bia ruou trong thoi
gian ding thude nén cin cho bénh nhén biét khong nén dung bia rugu trong thoi gian dicu tri véi
SBT/SPZ. Dbi véi nhimg bénh nhan phai nubi an bing &ng hoac dudng tinh mach, tranh ding dung
dich c6 ethanol.

- Tuong téc gitta thubc va xét nghiém cén lim sang:

Xét nghiém duong niéu co thé bi duong tinh gia khi dung dung dich Benedict hodc Fehling.

* Twong ky,

- Aminoglycosides:

Dung dich SBT/SPZ va aminoglycosides khong nén pha vé&i nhau vi khong tuong hop vat ly. Néu cin
phal diéu tri phdi hop SBTKSPZ va ammoglycomdcs, o thé ding céch truyén ngat quing xen k& nhau
mién la dung dudng truyen riéng biét va dudng truyen lan trude phai duge trang k¥ véi dung dich pha
thich hqp trude khi truyén 1an tiép. Nén nhd ring céc lidu SBT/SPZ nén dugce cho trong ngdy cang
céch xa liéu aminoglycosides cang tot.

- Dung dich Lactated Ringer:

Nén tranh pha khoi d4u vdi dung dich Lactated Ringer vi khong twong hop. Tuy nhién phuong phap
pha loding 2 budc dung nude pha tiém pha lofng trude s& tao ra mét dung dich tuong hop khi pha thém
vai dung dich Lactated Ringer.

- Lidocaine:

Nén tranh pha khoi dau véi dung dich Lidocaine HCI 2% vi khong tuong hop. Tuy nhién phuong phap
pha loéing 2 budc dung nudc pha tiém pha lodng truée s& tao ra mét dung dich tuong hop khi pha thém
vGi dung dich Lidocaine HCI 2%.

Téac dung khong mong muon ciia thude

Céc tac dung khéng mong mudn duge phén loai theo tin sudt nhu sau:
- Rét thudng giip (ADR > 1/10)

- Thuong géap (1/100 < ADR < 1/10)

- it gap (1/1000 < ADR < 1/100)

- Hiém gap (1/10000 < ADR < 1/1000)
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- Rét hiém gap (ADR < 1/10000)
- Khéng biét (khong thé udc tinh tir dir llcu ¢ sin)
Nm chung SBT/SPZ dung nap t6t. Phén 16n cic tac dung ngoai y thuong 1a nhe
mét di khi tiép tuc diéu tri. Dir liéu 1am sang tir cdc nghién citu so sanh va kh
2500 bénh nhin quan sat thiy:
R&i loan mdu va hé bach huyét:
e Thuong gap (1/100 < ADR < 1/10): quan sat thay xét nghiém Coombs truc
5,5%. giam prothrombin huyét - 3,8%, ting bach cau 4i toan thoang qua - 3, 5% (5/1 -
e It gip (1/1000 < ADR < 1/100): giam hemoglobins - 0,9%. hematocrits - 0.9%. giam tiéu céu -
0,8%, giam bach cau c6 thé hdi phuc khi dung thude kéo dai - 0,5%, giam nhe s6 lugng bach cdu
trung tinh - 0,4%.
o Khong biét (khong thé ude tinh tir dir ligu ¢6 sin): giam bach céu.
Réi logn h¢ thin kinh
e Hiém gip (1/10000 < ADR < 1/1000): nhirc déu - 0,04%.
Réi loan tiéu héa
Nhur véi hdu hét cac loai thude khang sinh, cac phan tmg ¢6 hai cta thuée thudng duge quan sat thay
14 trén duong tiéu hoda:
e Thuong gip (1/100 < ADR < 1/10): tiéu chay/phén long - 3,9%
o ft gdp (1/1000 < ADR < 1/100): budn nén va nén - 0,6%
e Khong biét (khong thé ude tinh tir dir ligu c6 san): viém dai tring mang gia
Roi logn h¢ thong mién djch
Nhu véi tat ca cée penicilin va cephalosporin, qua mén duge biéu hi¢n bang:
o t gip (1/1000 < ADR < 1/100): phét ban dét san - 0,6%
e Hiém gip (1/10000 < ADR < 1/1000): may day - 0,08%.
Nhitng phéan (mg ndy c6 nhidu kha ning xay ra & nhimg bénh nhén c6 tién sir dj ang, dic biét 1a véi
penicillin.
e Khong biét (khéng thé wée tinh tir dit lidu c6 sdn): phan ang phan v¢ (bao gbm ca sdc).
Réi Ioan da va mé duwéi da
° Khéng biét (khong thé ude tinh tir dit liéu c6 sin): ngira, hoi chimg Stevens-Johnson
Cic roi loan chung
o it gap (1/1000 < ADR < 1/100): s6t - 0,5%. Sulbactam/ cefoperazon dugc dung nap t6t sau khi
tiém bap. Poi khi, con dau thodng qua c6 thé xay ra sau khi dung dudng nay. Ciing nhu cac
penicilin va cephalosporin khac, khi dung sulbactam/ cefoperazon bang dudng truyén tinh mach,
mdt s bénh nhén c6 thé bi viém tinh mach (0, l%) tai vi tri tiém lruyen
e Hiém gap (1/10000 < ADR < 1/1000): dau tai chd tiém - 0,08%, st - 0,04%.
e Khéng biét (khong thé udc tinh tir dir li¢u c6 sén): giam truong lyc co.
Biit thudng xét nghigm
e Thudng gip (1/100 < ADR < 1/10): tang thoang qua céc gia tri men chirc néng gan: ASAT -5,7%
(94/1638), ALAT - 6,2% (95/1529), phosphatase kiém - 2,4% (37/1518) va mirc bilirubin - 1,2%
(12/1040).
R&i loan thin va tiét niéu
e Khong biét (khong thé ude tinh tir dir liéu ¢6 sén): tiéu tién ra mau
Réi loan mgch mdu
e Khong biét (khong thé udc tinh tir dir liéu c6 sin): viém mach, xudt huyét (ké ca tir vong)

“Théong bdo ngay cho bdc sy hodc dwgc sy nhitng phén iing cd hai gdp phai khi sw dung thubce”

Qua liéu va cach Xir tri

C6 it thong tin v& ngd doc cip cefoperazone sodium va sulbactam sodium & ngudi. Qua liéu 6 thé gy
ra nhimg biéu hién qué mirc cua céc tac dyng ngoal ¥ da biét. Vi nong do betalactam cao trong dich
ndo tuy cé thé giy cac tac dyng than kinh gdbm ca co giat nén cén lwu y. Vi ca cefoperazone va
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& bénh nhén c6 suy gi;im chirc ndng than.

¢r mh-m wsu

Béc tinh dm;rc Iwe hgc 2 (0 PHAM

Mi ATC: JOIDDéz
Thanh phan khang khuén ctia SBT/SPZ la cefoperazone, mot khang sinh cephalosporm thc s, o
tac dong chéng lal cac vi sinh vat nhay cam & giai doan nhén 1&n bang céch trc ché sy tdng h()'p
mucopeptid vach té bao. Sulbactam khéng c6 tic dong khang khuén hiru ich ngoai trir lren
Neisseriaceae va Acinetobacter. Tuy nhién nghién ciu sinh hod véi céc hé théng ngoai t€ bao vi
khuén (cell-free bacterial systems) cho thay sulbactam 13 mgl'chat irc ché khong hodi phuc trén da sb
cdc men betalactamase quan trong do cic vi khuan khang thuoc betalactam sinh ra.

Kha niing cua sulbactam giiip ngan can cac vi khuén khang thubc pha huy céc penicillin va
cephalosporin d& dugc xac dinh qua céc nghién clru trén vi khuén ding cac dong khéng thude, cho
thay sulbactam ¢6 kha nang cfng huong rd rét voi céc pcmclllm v cephalosporin. Vi sulbactam c6 thé
gin két voi mot sb protein gin két cua penicillin, cac dong vi khuin nhay cam ciing tré nén nhay cam
hon déi v6i SBT/SPZ hon la v6i cefoperazone don thudn.

Phéi hop sulbactam va cefoperazonc ¢6 hoat tinh chdng lai tit ca céc vi khuan nhay cam vai
cefopcrazonc Hon nira Pho: hop néy mang lai tic dung cdng hudng (nong do tre ché tdi thiéu dugc
giam dén 4 1an so v6i ndng do (i ché tdi thiéu cia thude thanh phan) chong lai nhiéu loai vi khudn
nhu:

Haemophilus influenzae

Bacteroides spp.

Staphylococcus spp.

Acinetobacter calcoaceticus

Enterobacter aerogenes

Escherichia coli

Proteus mirabilis

Klebsiella pneumoniae

Morganella morganii

Citrobacter freundii

Enterobacter cloacae

Citrobacter diversus

SBT/SPZ c6 tic dong invitro trén nhiéu loai vi khuan c6 tim quan trong trén lam sang nhu:

Vi khudn Gram dwong:
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Staphylococcus aureus, ca dong sinh men va khong sinh men penicillinase

Staphylococcus epidermidis

HOTTHARH VIEN

' R DUGS PHAM
Streptococcus pneumoniae (trudce 1a Diplococcus pneumoniaae)

Streptococcus pyogenes (beta-hemolytic streptococei nhém A)
Streptococcus agalactiae (beta-hemolytic streptococci nhém B)
Nhimg dong beta-hemolytic streptococei khac

Nhiéu dong Streptococcus faecalis (enteroccocus)

Vi Khudn Gram am:

Escherichia coli

Klebsiella spp.

Enterobacter spp.

Citrobacter spp.

Haemophilus influenzae

Proteus mirabilis

Proteus vulgaris

Morganella morganii (truée la Proteus morganii)
Providencia rettgeri (trudc 1a Proteus retigeri)
Providencia spp.

Serratia spp. (gdm ca S. marcescens)

Salmonella va Shigella spp.

Pseudomonas aeruginosa va vai Pseudomonas spp. khac
Acinetobacter calcoaceticus

Neisseria gonorrhoeae

Neisseria meningitidis

Bordetella pertussis

Yersinia enterocolitica

Vi khudn yém khi:
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Truc khuén gram am (gdm ca Bacteroides fragilis, cac Bacteroides spp. khac va Fusobacterium spp.)

Cau khuén gram duong va gram dm (26m ca Peptococcus, Peptostreptococcus va Veflkine R

= A\
- com TN.
~/TRiCH NHIEN HOU HAN 1_\
[ WOTTHAMAVEN )T
DUQ‘C PHﬁH /

Truc khuin Gram duong (gdm ca Clostridium, Eubacterium va Lactobacillus spp

Sau day la bang ranh giGi xac dinh d¢ nhay cam cua SBT/SPZ:

Nong d¢ trc ché tbi thiéu MIC (mcg/ml tinh theo ndng do :

cefoperazone)
| Nhay cam | <16
Trung gian 17-63
' Khéng | > 64

Nhay cam >21
Trung gian 16-20
Khéang <15

Pé xac dinh MIC pha loang dén sulbactam/cefoperazone theo ti 1¢ 1/1 SBT/SPZ vé&i phuong phap
thach hay canh cdy. Khuyén cdo diing dia khéng sinh c6 30 meg sulbactam va 75 mcg cefoperazone.
Néu phong xet nghiém cho két qua "nhay cam" tire 14 vi khuén gay bénh rét c6 thé dép lmg vai
SBT/SPZ. Néu két qua la "khang", vi khudin ¢6 I& s& khong ddp img. Két qua "trung gian" 80y ring
vi khudin s& nhay cam véi SBT/SPZ néu liéu cao hon dugc sir dung hay néu tinh trang nhiém khuén
chi khu trii & phin mé hay dich co thé c6 thé dat duge ndng do khéng sinh cao.

Sau day la cac gioi han khi lam test kiém chimg trén dia SBT/SPZ 30mcg/75mcg

Dong kiém chirng Kich thudc ving dia (mm)
Ac;‘netobacrer. spp., AT(;Z 43498 | 26-32 |
Pseudomonas aerugmo.sa A’ 1"(,(2 27853 | 22-28
Echerichia coli, ATCC 25922 | 27-33

| Staphylococcus aureus, ATCC 25:923 B 23-30

Pic tinh dugc dong hoc
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trong huyét thanh ti 1& voi liéu ding. Cic gid tri ndy cling tuong tu nhu céc gi
riéng timg chit khi ding don ddc.

ndy chimg t6 sulbactam c6 thé tich phan b cao hon (Vd=18,0-27 6L) so voi cefoperazone'
11,3L).

Sau khi tiém bip 1.5g SBT/SPZ (0.5g sulbactam/lg cefoperazone), ndng do dinh trong huyét thanh
ciia sulbactam va cefoperazone dat dugc sau 15 phat - 2 gio. Nong do dinh trung binh trong huyét
thanh la 19,0 mcg/ml cho sulbactam va 64,2 meg/ml cho cefoperazone.

Ca sulbactam va cefoperazone phan b tot vao nhiéu mé va dich co thé bao gdm ca dich mat, ti mat,
da, rudt thira, voi trirng, budng trig, tir cung va céc noi khac.

Khong c6 bing chimg vé tuong tac duge dong hoc thube gitra sulbactam va cefoperazone khi duge sir
dung dudi dang phdi hop SBT/SPZ.

Sau khi ding da lidu, khong c6 thay déi dang ké vé duge dong hoc dbi vai ca 2 thanh phin cia
SBT/SPZ va khong thiy c6 tich tu thudc khi cho ding mdi 8-12 gid.

Sii dung & bénh nhin roi loan chirc ning gan: xem phz"m Canh bdo va Thin trong.
St dung & bénh nhan réi logn chire ning thin:

O nhimg bénh nhén véi cic mirc do chirc ning than khac nhau khi cho ding SBT/SPZ, d¢ thanh thai
sulbactam tuong quan rd véi do thanh thai creatinine. Bénh nhéan suy chirc nang thén hoan toan cho
thay c6 thoi gian ban thai sulbactam kéo dai rd rét (trung binh 6,9 va 9,7 gio trong cac nghién ciu
riéng biét). Tham phan lam thay déi dang ké thoi glan ban thai, do thanh thai toan than va thé tich
phén b6 cua sulbactam. Khong cé thay ddi dang ké vé duge dong hoc cia cefoperazone & cac bénh
nhéan suy thén.

Si dung 6 ngwoi lon tubi:

Dugc dong hoc cua SBT/SPZ da duge nghién ciru trén ngudi cao tudi co tinh trang suy thén va c6 anh
hudng chire néng gan. Ca hai chét sulbactam va cefoperazone déu c6 thoi gian ban thai tang, do thanh
thai giam va thé tich phan bd ting khi so véi ngudi tinh nguyén khoé manh. Duge dong hoc cia
sulbactam tuong quan rd vdi muc do suy than trong khi voi cefoperazone tuong quan rd voi mirc do
suy gan.

Sir dung o tré em:

Céc nghién ctru thyc hién & tré em cho thdy khong c6 thay déi dang ké vé duge dong hoc cia 2 thanh

phan SBT/SPZ so v&i ngudi 16n. Thoi gian ban thai trung binh cua sulbactam ¢ tré em la 0,91 - 1,42
gi¢ va cua cefoperazone la 1,44 - 1,88 gid.

An toan tién lAm sang

Str dung ¢ tré em:



https://trungtamthuoc com/

Nhung anh huong ndy trén ngudi chua duge xdc dgnh ro.

Khi cho SBT/SPZ (dang ti 1¢ 1/1) ti€m dudi da chudt con so sinh trong 1 thang, quan sat thay c6 giam
trong lugng tinh hoan va dng dan tinh kém phat men & nhém dung 300+300 mg/kg/ngay. Vi co su
khéc bi¢t 16n gitra cac chudt con vé mirc dd phat trién tinh hoan va vi cling thay ¢6 higén tugng tinh
hoan kém phat trién & nhém chimg nén su lién quan véi thudc khong chic chin. Khéng quan sét thiy
céc két qua tuong tu & ché con véi lidu 10 1an cao hon lidu trung binh ciia ngudi Ion.

Quy cich dong goi
Hop | lo bot pha tiém 2¢g

Pidu kién bdo quin, han dung, tiéu chuén chéit lrgng ciia thude

Bao quan & nhiét do dudi 30°C. Tranh anh séng. Dung dich sau khi pha bao quan duéi 25°C trong
12 gitr va 2-8°C trong 24 gio

Han dung: 2 ndm ké tir ngay san xuédt. Dung dich sau khi pha dung trong vong 12 gio néu bao
quan dudi 25°C va 24 gid néu bao quan & 2 8°C

Tiéu chuén chét lugng: Tiéu chudn nha san xuat

Tén, dia chi cua co sé san xuit thude

Tén co s& san xuit: Makeur Laboratories Ltd.

Dia chi: 46/4-7, Dehgam Road, Zak Village, Tal. — Dehgam, Dist.: Gandhinagar. GUIARAT STATE,
INDIA (An Do)



