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IV. MAU TO HUGNG DAN SU DUNG THUOC:

AFUCEF-S 19

I Cefoperazon natri/Sulbactam natri

PE xa tam tay tré em
 Boc ky hudng dén sif dung trudc khi ding
' THANH PHAN CONG THUC THUOC:

Thanh phdn hoat chét:
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(Dudi dang hén hcrp bét v6 khudn Cefoperazon natri va Sulbactam natri ti (6 (1:1))

' DANG BAO CHE:

' Thudc bot pha tiém. Bot mau tring hodc vang nhat, déng nhat, khéng bi 4m, von. Béng trong lo thily
tinh trong suét khéng mau, cé mui dic trung.
CHi DINH:
- Don tri liéu: Sulbactam/cefoperazon chi dinh trong c4c truding hop nhiém khuén do vi khudn nhay
- cam sau day: ‘
+ Nhigm khudn dudng ho hip (trén va dudi)
"+ Nhi&m khuén dudng niéu (trén va dudi)
+Viém phiic mac, vidm tdi mat, vim dudng mat va cac nhiém khudn trong 6 bung khac
+ Nhi&m khudn huyét
+ Viém mang nao
+ Nhigm khudn da va mé mém
+ Nhi&m khudn xuong khap
+Viém viing chéu, viém ndi mac tif cung, bénh lau va cac trudng hop nhidm khudn sinh dyc khac.
- K8t hop diéu tri: Do Sulbactam/cefoperazon c6 phé khang khudn rdng nén chi cdn st dung don thudn
cling c6 thé diéu trj hiiu higu hdu hét cac trudng hop nhigm khudn. Tuy nhién Sulbactam/cefoperazon c6
thé ket hgp vai nhitng khang sinh khac néu cén. Khi k€t hgp véi aminoglycosid (xem muc Tudng ky
Aminoglycosid) phéi kiém tra chiic ning thin trong sudt dgt diéu tri (xem muc Cdch ding, liu dung-
St dung & bénh nhan réi lean chdc ndng than).
' CACH DUNG, LIEU DUNG:
' * Cach diing:
- Tiém tinh mach:
+ Truyén ngdt quang: HAn hap sulbactam/cefoperazon pha vdi lugng dung méi thich hop (xem Hudng
din pha thudc) dung dich Dextrose 5%, Natri clorid pha tiém 0,9% hodc nuéc cét pha tiém va sau do
| pha loang thanh 20m! véi cling dung dich pha thudc dé truyén trong 15-60 pht. Ringer lactat la dung
' dlch thich hap cho truyén tinh mach, nhung khéng ding dé pha thudc lic ddu (xem muc Tudng ky cua
thudc va hudéng dan pha thuéc).
+ Tiém tinh mach, pha thu6c nhu trén va tiém it nhat trong 3 phit.
- Tiém bap:
Lidocain hydrochlorid 2% Ia dung mai thich hop cho tiém bdp, nhung khong dung dé pha thudc Iic ddu
(xem muc Tudng ky ctia thudc va hudng dan pha thudc).
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" Hudng dén pha thudc:

\ loang Sulbactam/cefoperazon 1g thu dugc néng dd 5mg/ml-125mg/ml cefoperazon va 5mg/ml-

' - Sulbactam/cefoperazon tudng hop véi nudc cat pha tigm, dextrose 5%, nudc mudi sinh Iy, dextrose 5% |
" trong nudc mudi sinh 1y 0,225% va dextrose 5% trong nudc mudi sinh Iy. Vi cdc dung dich trén, pha

125mg/ml sulbactam.
- Dung dich Ringer lactat: nén pha thudc theo 2 bugc, dung nudc cit pha tiém dé pha thudc (khodng

3,4ml) r6i pha thém vdi dung dich Ringer lactat dé c6 ndng do khodng 5mg/m! (dung 2ml dung dich |

pha l4n d4u, thém 50ml dung dich Ringer lactat hay 4 ml dung dich pha ldn ddu, thém 100ml dung dich
nger lactat).
- Dung dich Lidocain: nén pha thudc theo 2 bugc, dung nudc ¢4t pha tiém dé pha thudc (khodng 3,4ml)

| r6i pha thém v6i dung dich Lidocain 2% dé dat ndng do cefoperazon 125mg/ml va sulbactam

125mg/ml.

| * Liéu ding:
- - Liéu diing & ngudi I6n

Liu dung hang ngay ctia Sulbactam/cefoperazon khuy&n cdo 6 ngudi I6n 1a:

Loai ti 18 SBT/CPZ (g) Hoat tinh Sulbactam (g) Hoat tinh Cefoperazone (g)
14 2,0-4,0 1,0-2,0 1,0-2,0

' Liu dung dugc chi dinh 12 gio mdi lan va dugc chia thanh cac liéu bang nhau,

Trong nhiing trudng hop nhiém khuin ndng c6 thé tdng lidu hang ngay clia Sulbactam/cefoperazon loai
ti 18 1:1 dén 8g (tlc 4g cefoperazon hoat tinh). B&nh nhan ding loai t1 18 1:1 c6 thé cdn ding thém
cefoperazon don thudn. Liéu dugc chi dinh cach 12 gid mdt 1an va dugc chia thanh cac liéu bdng nhau.
Liéudung hang ngay t6i da khuy&n cdo clia sulbactam 12 4g.

- St dung & b&nh nhan rdi loan chirc ndng gan: xem muc Canh bdo va than trong khi ding thudc.

- Sit dung & b&nh nhan rdi loan chirc ndng than: chinh liu ¢ bénh nhan gidm chic ndng than 1o rét
(d0 thanh thai creatinin <30ml/phat) d& b trir sy gidm thai sulbactam.

+ Bénh nhan c6 do thanh thai creatinin tif 15-30ml/pht nén dung t6i da 1g sulbactam 12 gio mdi lan |

(liu sulbactam tdi da hang ngay 2g).

+ Bénh nhan cd do thanh thai creatinin <15ml/phit nén diing t6i da 500mg sulbactam cach 12 gio mot
lan (liéu sulbactam t6i da hang ngay 1g). Trong trudng hop nhiém khuén ndng, cd thé cdn chi dinh
thém cefoperazon.

Dugc dong hoc clia sulbactam thay doi dang ké do thAm phan. Thdi gian ban hily trong huyét tuong clia

' cefoperazon gidm nhe trong qua trinh thAm phén. Vi vy, cdn cho thudc sau khi thdm phén.

- St dung @ ngudi cao tudi: xem muc Pac tinh dugc déng hoc.

- Sti dung @ tré em:
" Liéu h&ng ngay clia Sulbactam/cefoperazon dugc khuy&n cdo cho tré em nhu sau:

- Sit dung & tré so sinh: di vdi tré sosinh 1 tudn tudi nén cho thudc cach 12 gid mot I4n. Liéu dung t6i |

Loai ti 18 SBT/CPZ Hoat tinh Sulbactam Hoat tinh Cefoperazone
mg/kg/ngay mg/kg/ngay ma/kg/ngay
11 40-80 20-40 20-40

Lifu dung dugc chi dinh céch 6-12 gio mot 14n va liéu dugc chia thanh céc liéu bang nhau.

Trong trudng hgp nhiém khudn ndng hay it dap (ing, cd thé tang liéu Ién dén 160mg/kg/ngay loai t1 18 |

1:1. Nén dugc chia thanh 2-4 liéu bing nhau (xem muyc Canh bdo va thdn trong khi ddng thudc).

 dahang ngay cua sulbactam trong nhi khoa khong nén vugt qua 80mg/kg/ngay.
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Mit 3

[
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CHONG CHIi DINH:

' Chong chi dinh Sulbactam/cefoperazon G bénh nhidn da biét ¢6 di tng véi penicillin, sulbactam,

cefoperazon hoéc vdi bat ky khdng sinh nao th uge nhoém cephalosporins.
' CANH BAO VA THAN TRONG KHI DUNG THUOC
- Tdng mén cam:

\ + Cé4c phan iing qud mén (phan vé) nghiém trong doi khi gdy t{t vong da dugc bdo cdo & nhiing bénh

' nhén st dung beta-lactam hay cephalosporin. Cac phan (ng nay thudng xdy ra & bénh nhdn cd tién sir
qua man cam vdi nhiéu loai khang sinh khac nhau. N&u xay ra phan (ing qué man, nén ngung thudc va
diéu tri thich hgp.

+ Khi xdy ra phn ing phan vé ndng, phi cdp clu ngay bang epinephrin. N&u cdn thiét, phai dong thoi
héi sifc tich cyc bing oxy, steroid tiém finh mach, thong duding thé ké ca dat ndi khi quén.

- St dung & b&nh nhan rdi loan chiic ndng gan:

+ Cefoperazon thai trir chil y&u qua dich mat. G nhiing b&nh nhan bj gan va/hoic tic mat, thai gian ban
hily trong huyét thanh clia cefoperazon kéo dai va thai trir qua nuéc tiéu ting. Ngay ci nhiing bénh nhén
rdi loan chic ndng gan nidng, ndng dd diéu tri clia cefoperazon cling dat dugc trong dich mat va thi

' gian ban hiy chi ting 2-4 1an.

+ 0 nhiing bénh nhan bj tic mat nang, bénh gan ning hodc rdi loan chic ndng than di kém véi mot
trong cdc finh trang nay thi phai diéu chinh lai liéu.

+ 0 bénh nhén bj rdi loan chiic ndng gan va suy than cling lic, phai theo ddi néng do cefoperazon trong |

huy8t tugng va phai didu chinh liéu néu cdn. Trong nhiing truong hgp nay, khi ding qud liéu 2g |

cefoperazon/ngay phai theo dai sat néng dé trong huyét tudng.
- Téng quat;
+ Gi6ng nhu nhiing khdng sinh khdc, mdt vai bénh nhan bi thigu vitamin K khi difu trj bdng

 cefoperazon. Co ch& co Ig 1a do (ic ché vi sinh tdng hop vitamin K & rudt. Nhirng ngudi c6 nguy cd cao la

' nhiing bénh nhan in ung kém, gidm hap thu (vi du bénh xd hda nang) va dang trong ché d¢ nudi an
dugng tinh mach Iau ngay. O nhiing b&nh nhan nay va bénh nhan ding thudc chdng dong, phdi theo |
‘ ddi thoi gian prothrombin va dung thém vitamin K.

+ Nhu cdc khéng sinh khc, néu diing thuc 14u ngay, cé thé xay ra tinh trang phat trién qua mic cla
nhl.mg vi sinh vt khong nhay véi sulbactam/cefoperazon. Do do, phai theo doi sat bénh nhan trong sudt
dstdléu tri. Cling nhu véi moi loai thudc tac dung toan than khac, nén ki€m tra dinh ky c4c r8i loan chiic
ning cd quan khi diéu tri kéo dai: gém cé than, gan va hé thdng mach mau. Diéu nay dic biét quan

' trong vdi tré so sinh nhét [a tré sinh non va céc tré em khac.

+ Tiéu chdy do Clostridium difficile (C.difficile) da dugc béo cdo khi sif dung dai vai hdu hét cac khéng
khudn, bao gém sulbactam natri/cefoperazon natri va mic d§ nghiém trong c6 thé tif tiéu chay nhe dén
viém dai trang gia mac ddn dén tir vong. Diéu trj bing céc chét khdng khu&n s& 1am thay d6i hé vi sinh

' vatclia rudt din t6i su phét trién qua mic clia C. difficile.

+ Clostridium difficile sinh ra doc 10 A va B gop phdn lam phat trién tidu chay. Cac chiing C.difficile
sinh nhiéu doc t6 12 nguyén nhan 1am tang ty 18 mic bénh va tif vong, vi cac nhiém khudn nay c6 thé
khé chira khi diing cdc bién phap khang sinh va c6 thé cdn phéi cdt bd dai trang. Can phai nghi dén tiéu
chay do Clostridium difficile & tat ¢ cic b&nh nhan xudt hién tidu chay sau khi ding khdng sinh. Cdn
theo di bénh st cdn than vi da c6 bao cdo v8 tidu chdy do Clostridium difficile xay ra trong hon 2 théng
sau khi diéu trj bang khéng sinh.

- Sif dung & tré em: Sulbactam/cefoperazon dugc sif dung hiéu qué ¢ trd em. Thudc chua dugc nghién
clfu rong rdi & tré sinh non va tré sa sinh. Vi vy, tru6e khi diéu tri cho tré sinh non va tré so sinh phai |

can nhdc ki Igi ich va nguy co co thé xay ra.
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Mit 4

Cefoperazon khong chiém chd clia bilirubin da gdn k&t véi protein huygt tuong. |
s DUNG THUOC CHO PHY N €O THAI VA CHO CON BU

* SIf dung thuée cho phy nif ¢d thai: Khong cd di liéu vé sir dung thudc trén phu ni c6 thai, chi nén |
diing thudc néu Igi ich vugt trdi so voi nguy cd.

- * 8if dung thudc cho phu nif che con bii: Cefoperazon va sulbactam dudc bai tiét qua sirta me rdt it. Tuy

nhign phai luuy khi sif dung Sulbactam/cefoperazon & ngudi dang cho con bi du cé hai chat sulbactam |
va cefoperazon rét it qua sifa me.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY mOC

Sir dung dudc cho ngudi Iai xe va van hanh may méc

TUONG TAC, TUGNG KY CUA THUOC

'\ * Tuang t4c cila thude:
' - Rugu: Khi bgnh nhan dung rugu trong thai gian st dung cefoperazon va ngay ca trong vong 5 ngay sau

khi ngung cefoperazon, dd bdo cdo gip phan (ing nhu dd mét, dd mé hoi, nhiic d4u va nhip tim nhanh. |
Khi dung nhitng cephalosporin khac, déi khi cling bi phan (ing tuong ty va do vy cdn canh bao trudc
cho bénh nhan biét v& viéc udng bia rugu trong thoi gian di€u tri véi sulbactam/cefoperazon. Doi vai
nhiing bénh nhén phai nudi an bang dng hodc dubing tinh mach, tranh ding dung dich cd ethanol.

- Tuong téc giita thudc va xét nghiém can 1dm sing: xét nghiém dudng nigu c thé bi duong tinh gia khi
dung dung dich Benedict hodc Fehling.

* Tuang ky cia thude: |
- Aminoglycosid i
Dung dich sulbactam/cefoperazon va aminoglycosid khong nén pha véi nhau vi khdng tuong hop vat ly.
N&u cdn phdi didu tri phdi hop sulbactam/cefoperazon va aminoglycosid (xem muc Chi dinh-két hgp |
diéu tri), ¢ thé dung cach truyén ngdt quang xen k& nhau mién 1& ding dudng truyén riéng biét va
duding truyén I4n trudc phéi dugc sic ky véi dung dich pha thich hop trudce khi truyén I4n tiép theo. Dung |
sulbactam/cefoperazon cang cach xa liuaminoglycosid cang tét.

- Dung dich Ringer lactat

N&n trdnh pha khdi dau vdi dung dich Ringer lactat vi khdng tudng hop. Tuy nhién phucng phép pha |
lodng 2 budc: dung nudc pha tiém pha lodng trude sé tao ra mt dung dich tudng hgp khi pha tiém voi
dung dich Ringer lactat (xem muc Hudng dan pha thudc).

- Lidocain

N&n tranh pha khdi ddu véi dung dich Lidocain HCI 2% vi khdng tudng hgp. Tuy nhién phuong phdp pha |
lodng 2 budc: dung nudc pha tiém pha lodng trudc sé tao ra mot dung dich tuong hgp khi pha thém véi ‘
' dung dich Lidocain HCI 2% (xem muc Huidng dén pha thudc).

TAC DUNG KHONG MONG MUON CUA THUOC (ADR) |

Cac phan iing ¢6 hai clia thuc dugc thong ké theo tin suat va céc hé co quan. Tan sut dugc x€p hang |

theo mifc dg xay ra véi quy udc sau day:

Rét thubing g&p (ADR > 1/10), thuting gdp (1/100 < ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hi€m

' gip (1/10000 < ADR < 1/1000) va rét hiém g3p (ADR < 1/10000); Chua biét (chua thé thiét lap tir dir |

liéu c6 sén) |

* Rt thudng gap (ADR > 1/10)

- Bubing tiéu hoa: Phan ldng hodc tiéu chdy, buén nén va nén.

- Phan (ing da: nGi sdn do |
| = Huy&t hoc: Bach cau trung tinh gidm nhe, test Coombs duong tinh, giam hemoglobin va hematocrit.

Tng bach cdu i toan va giam ti€u cdu thodng qua. Gidm prothrombin mau.

- Cac tac dung ngoai y khac: sot

151
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Mit 5

- Xét nghidm: T&ng tam thdi xét nghiém chiic nng gan SGOT, SGPT, phosphatase kiém va bilirubin.

* Thuong gap (1/100 < ADR < 1/10)

- Phén tng da: may day

- Cac tac dung ngoai y khac: Nhic dau, dau noi tiém va rét run.

- Phan (@ng tai chd: Doi khi c6 dau thodng qua sau khi tiém bdp. Gidng nhu nhiing penicillin va
cephalosporin khac, tiém truyén tinh mach c6 thé gdy viém tinh mach tai vi tri tiém truyén.

Thong bdo ngay cho béc sThoic dugc sTnhiing phan {ing c6 hai gap phai khi sif dung thuic

QUA LIEU VA CACH XU TRi

* Qud liéu: Co rat it thong tin v& ngd doc cdp cefoperazon natri va sulbactam natri & ngudi. Qud liéu co

thé gay ra nhitng biéu hién qua mitc clia cdc tic dung ngoaiy da biét. Vi ndng do beta-lactam cao trong |

dich ndo tiy c6 thé gay ra tac dung thdn kinh gdm cé co giat nén cdn luuy.

| * C4ch xif tri khi ding thudt qua liéu: \\ cé cefoperazon va sulbactam déu loai dugc khdi qua trinh luu
| thdong bling thdm loc duge nén 6 thé dung bign phap nay dé thai thude khdi co thé khi co qua liéu &

bé&nh nhén suy giam chiic ndng than.

DAC TiNH DUGC LUC HOC

* Nhdm duoc ly: cephalosporin thé hé 3

* M@ ATC: JO1DD62

Thanh phdn khdng khudn clia sulbactam/cefoperazon 1a cefoperazon, mét khang sinh cephalosporin
thé hé 3, co tdc dong chdng lai cac vi sinh vat nhay cdm & giai doan nhan I&n béng cach dc ché sy tdng
hop mucopeptid vach t& bao. Sulbactam khong ¢6 tc déng khdng khudn hiiu ich ngoai trif trén

Neisseriaecae va Acinetobacter. Tuy nhién nghién ctu sinh héa vdi cac hé thong t& bao vi khudn (cell- |
free bacterial systems) cho thdy sulbactam 1a mot chdt Gc ché khong hdi phuc trén da s6 cdc men

betalactamase quan trong do cac vi khudn khdng thudc beta-lactam sinh ra.

Kha nidng cla sulbactam gilp ngdn cdn cac vi khudn khang thudc phd hily céc penicillin va
cephalosporin da dugc x4c dinh qua cdc nghién ctutrén vi khudn dung cdc dong khang thudc, cho thay
sulbactam c6 kha nang cong hubng rd rét véi cac penicillin va cephalosporin. Vi sulbactam c6 thé gdn
k&t vGi mot s6 protein gin két clia penicillin, cac dong vi khudn nhay cam cling trd nén nhay cdm hon
ddi vai sulbactam/cefoperazon hon 12 vdi cefoperazon don thudn.

Phéi hop sulbactam va cefoperazon ¢ hoat tinh chdng lai tit c& céc vi khudn nhay cam cefoperazon.

Hon n{ta ph6i hgp ndy mang lai tac dung céng hudng (néng do tic ché t6i thi€u dugc giam dén 4 1an so |

v6i ndng dd (ic ché 16i thiéu clia thudc thanh phin) chdng lai nhiéu loai vi khudn nhu: Haemophilus
influenzae, Loai bacteroides, Loai Staphylococcus, Acinetobacter calcoaceticus, Enterobacter

aerogenes, Escherichia coli, Proteus mirabilis, Klebsiella pneumoniae, Morganella morganii, |
. Gitrobacter freundif, Enterobacter cloacae, Citrobacter diversus.

' sang nhu:

- Vi khudn gram duong: Staphylococcus aureus, ca dong sinh men va khéng sinh men penicillinase,
Staphylococcus epidermidis, Streptococcus pneumoniae (truGc 1& Diplococcus pneumoniag),
Streptococcus pyogenes (beta-hemolytic streptococci nhém A), Streptococcus agalactiae (beta-
hemolytic streptococci nhom B), dong beta-hemolytic streptococci nhom khéc, Streptococeus faecalis
(enterococcus)

- Vi khudn Gram am: Escherichia coli, Lodi Klebsiella, Loai Enterobacter, Loai Citrobacter Haemophilus
influenzae, Proteus mirabilis, Proteus vulgaris, Morganella morganii (truéc 1a Proteus morganii),
Providencia rettgeri (tru6c |a Proteus rettgeri), Loai Providencia, Loai Serratia (gdbm ca S.
marcescens) Loal Saimaneffa va Shfgeﬂa) Pseudomonas aeruginosa va vai loai Pseudomonas khac,

| Sulbactam/cefoperazon cd téc ddng trén in vitro trén nhiu loai vi khudn c6 tdm quan trong trén 1dm |
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Mit 6

Acinetobacter calcoaceticus, Neisseria gonorrhea, Neisseria meningitidis, Bordetella pertussis,
Yersinia enterocolitica.

" - Vi khudn y&m khi: Truc khudn Gram am (g6m ca Bacteroides fragilis, loai bacteroides khac, va loai
Fusobacterium). C4u khu&n Gram dudng va gram am (bao gém Peptococcus, Peptostreptococcus va
loai Veillonella). Tric khuidn Gram duong (bao gém Clostridium, Eubacterium va loai Lactobacillus)
Bang xac dinh d§ nhay cam cla sulbactam/cefoperazon:

Nong do tc ché tdi thiéu (MIC)
(mcg/ml tinh theo ndng do Cefoperazon)

| Nhay cam <16
| Trung gian 17-63
| Khang > 64

Kich thuéic viing d7a khang sinh nhay cam
mm (Kirby-Bauer)

Nhay c&dm > 21
Trung gian 16-20
Khang <15

DE xdc dinh MIC, pha loang ddn sulbactam/cefoperazon theo thi I 1:1 hoc 1:2 sulbactam/cefoperazon |
' véi moi truding nubi cAy 1dng hodc moi trudng thach dia petri.

Sir dung d7a thach ¢6 do nhay chita 30mcg sulbactam va 75mcg cefoperazon. N&u k&t qué “nhay cdm”

ttic 13 vi khudn gdy bénh rat c6 thé dép (ing vdi sulbactam/cefoperazon. N&u két qua la “khang”, vi

khudn co I8 sé khong dap iing. K&t qud Ia “trung gian” goi ¥ ridng vi khudn nhay cdm voi

sulbactam/cefoperazon néu liu cao hon dugc sif dung hay néu tinh trang nhiém khun chi khu tra &

phan md hay dich co thé c6 thé dat dudc ndng do khdng sinh cao.

Sau day |a nhitng gidi han khi lam test ki€m chiing dia 30mcg sulbactam/75mcg cefoperazon:

Dong kiém ching Kich thudc ving dia
Acinetobacter spp. 26-32
ATCC 43498
Pseudomonas aeruginosa 22-28
ATCC 27853
Escherichia coli 27-33
ATCC 25922
Staphylococcus aureus 23-30
ATCC 25923
' DAC TiNH DUGC DONG HQC

Khodng 84% liéu sulbactam va 25% cefoperazon trong phdi hgp sulbactam/cefoperazon sif dung dugc
thai trir qua dutng than. Phdn I6n lugng cefoperazon con lai duge thai trir qua mat. Sau khi tiém
sulbactam/cefoperazon, thdi gian ban hily trung binh ciia sulbactam |a 1 gid trong khi clia cefoperazon la
1,7 gio. Nong d0 thudc trong huy&t thanh ti 18 vdi liéu dung. Céc gid tri nay cling tuong tu nhu céc gid tri
da dugc biét clia riéng tirng chat khi dung don doc.

NBng d@ dinh trung binh trong huy&t thanh sau khi diing 2g sulbactam/cefoperazon (1g sulbactam, 1g
cefoperazon) tiém tinh mach sau 5 phit 12 130,2mcg/ml cho sulbactam va 236,8mcg/ml cho
cefoperazon. Bidu nay chiing to sulbactam c6 thé tich phan b6 cao hon (Vd=18,0-27,6L) so vdi
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Mat 7

| cefoperazon (Vd=10,2-11,3L). Cé sulbactam va cefoperazon phan b6 t6t vao nhi€u md va dich co the |
| bao gbm cé dich mat, tii mat, rudt thira, voi tritng, budng tring, tir cung va céc nai khac. '
Khong c¢6 béng chiing vé tuong tac dugc dong hoc thudc gilia sulbactam va cefoperazon khi dugc su‘
dung du6i dang phdi hop sulbactam/cefoperazon.
Sau khi dung da ligu, khong c6 thay doi dang ké vé dugc dong hoc ddi voi ¢ 2 thanh phan clia
sulbactam/cefoperazon va khdng thay cd tich ty thudc khi diing cach 8-12 git mot 1an.
QUY CACH DONG GOI
Hﬁp 01 lo + 01 6ng nudc c4t pha tiém 5ml (s dang ky 31981- -19); Hop 101q.
| DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUDC
| Bao quan nai khd, nhiét d6 khong qua 30°C, tranh dnh sng.
Han diing: 36 thang ké tir ngay san xuat
Tiu chudn cht lugng clia thudc: Tiéu chudn cd sd
TEN, DIA CHI cUA €0 SO SAN XUAT THUOC.
‘_} CONG TY CO PHAN DUCC PHAM TV.PHARM
]'}_/J 27 Nguyén Chi Thanh - Khdém 2 - Phudng 9 - Thanh phd” Tra Vinh - Tinh Tra Vinh - Viét Nam.
Tv.PHARM DT (0294) 3855372, Fax: (0294) 3740233
NGAY XEM )(ET VIET NOI DUNG HDSD THUDC 19.07. 2021

Tra Vinh, ngay 19 thang 07 nim 2021
GIAM POC CHAT LUGNG
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EUROPEAN MEDICINES AGENCY

SCIEMNCE MEDICINES HEALTH

14 September 2016
EMA/714629/2016
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: cefoperazone / sulbactam

Procedure no.: PSUSA/00000598/201601

30 Churchill Place e« Canary Wharf ¢ London E14 SEU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5525 -
Send a question via our website www.ema.europa.eu/contact An agency of the European Lnion

LN SPERSSS TR R SES | S SS S Tl R S | S St ot Y ¥ P Sl e |



910Z/6T9r 1L/ Y3

z/z abed
s)npodd [euDipatu pasuioyine Ajjeuoreu Jo 150

https://trungtamthuoc.com/

euebing B123 e adoung J12z1d +HH0£002 HoeedauuAd
LP060P8Z0 $ SE060V8Z0
Aleal "1"Y'S el|e)] 1ozud $ £€2060¥820 $ 11060¥820 auozetad|ng

olqnday yoazd

‘0'Y S '1ods "4ezld

D-96/00€/ST

Al/w] uozelading

eluenyin pajiu 1azijd T00/SZTE/20/T/10 uozesading

epjeno|s B1a3 el adoun3 Jezyd S - 66/6510/S1 uozesad|ng

BR{eAo|S b123 e adoung Jaziyd S - 66/6510/ST uozesad|ng

puejod '0°0 Z "ds es|od 43zld PEBOT bz uozesad|ng

pue|od ‘0'0 Z ‘ds exs|od 49zyd €EBOT 61 uozelad|ns

Jaquinu

pesuoyine si pnpoad 23e3s Jaquiaw uonesuoyny | (Algunod uopesuoyne
laYyMm 3E31S Jaquua ay3 ui onpoad Jo HYW Jaquiny uonesLIoyIny |euoljen dia/ddn uj) swenN npoud




https://trungtamthuoc.com/

For the use only of a Registered Medical Practitioners or a Hospital or a Laboratory

Sulbactam/Cefoperazone 1:1 and 1:2

MAGNEX®/MAGNEX® FORTE Injection

GENERIC NAME

Sulbactam/Cefoperazone 1:1 and 1:2
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Sulbactam sodium LP./cefoperazone sodium LP. combination is available as a dry
powder for reconstitution in a 1:1 and 1:2 ratio in terms of free Sulbactam /Cefoperazone

Sulbactam sodium LP. is a derivative of the basic penicillin nucleus. It is an irreversible
beta-lactamase inhibitor for parenteral use only. Chemically it is sodium penicillinate
sulfone. It contains 92 mg sodium (4 mEq) per gram. Sulbactam is an off-white
crystalline powder which is highly soluble in water. The molecular weight is 255.22.

Cefoperazone sodium LP. is a semisynthetic broad-spectrum cephalosporin antibiotic for
parenteral use only. It contains 34 mg sodium (1.5 mEq) per gram. Cefoperazone is a
white crystalline powder which is freely soluble in water. The molecular weight is 667.65.

List of Excipients
None
3. DOSAGE FORM AND STRENGTH
Vials of the 1:1 product contain the equivalent of 500 mg + 500 mg and 1000 mg +
1000 mg of sulbactam and cefoperazone, respectively. Vials of the 1:2 product contain

the equivalent of 500 mg + 1000 mg and 1000 mg + 2000 mg of sulbactam and
cefoperazone, respectively.

®Trademark Proprietor: Pfizer Products Inc., USA
Licensed User: Pfizer Limited, India.
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