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Tai liéu théng tin thuéc

sulbactam/cefoperazone IM/IV*

DUCCCHIBINHTRONG
NHONG TRUGNG HOP NHIEM KHUAN
DO NHONG VI KHUAN NHAY CAM SAU:

Nhiém khuan ho hap * Nhiém khuan tiét niéu
Nhiém khuan 6 bung * Nhiém khuéan sinh duc
Nhiém khuan da - mé mém « Nhiém khuan huyét

Nhiém khuan xuong khép

S6 gidy xac nhan ngi dung thang tin thudc ciaBo Y té: ... /XNTT/.. ., ngay. . .thang...ndm...
Ngay in tai liéu: .../../....

Tai liéu gom 2 trang. Phan thang tin chi tiét vé san pham xem & trang 2.

* |M/IV: tiém bap/ tiém tinh mach.
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sulbactam/cefoperazone IMAV™

Sulperazone*
s sl
1.0M croruce cam

TEN THUOC: SULPERAZONE. ,
THANH PHAN: 500 mg sulbactam; 500 mq cefoperazon. DANG BAO CHE:
Thudc bat pha tiém ty 1é 1:1. CHi DINH: Don tri liéu: chi dinh trong nhiing
trug hap nhiém khuan gy ra do ccvi khuan nhay cam: nhiém khuan dudng
hd hap (trén, dudi); nhiém khuan dutng niéu (trén, dudi); viém phicmac, viém
tlii mét, viém duting mét, cac nhiém khuan trong 0 bung khac; nhiém khuan
huyét; nhiém khudn da va md mém; nhiém khuan xuong khdp; viém viing
chau; viém ndi macttt cung; bénh lau; cacnhiém khuan sinh duckhdc. Diéu tri
két hap: Do sulbactam/cefoperazon ¢6 pha khang khuan rang nén chi can st
dung don thudn ciing ¢6 thé diéu tri hitu hiéu hau hét cac truang hop nhiém
khudn. Tuy nhién, sulbactam/cefoperazon ¢d thé dung két hop véi nhing
khang sinh khac néu can. Khi ket hap vdi aminoglycosid phai kiem tra chiic
nang than trong sudt dot diéu tri. LIEU DUNG: Nguai Ién: 24 g/ngay chia
thanh cdc liéu bang nhau mai 12 gio (1-2 g sulbactam; 1-2 g cefoperazon).
Nhiém khuan nang: 6 thé tang liéu dén toi da 8 g/ngay (4 g cefoperazon), chia
thanh cc liéu bang nhau méi 12 gid; cd thé can dung thém cefoperazon don
thudn. Toi da 4 g sulbactam/ngay. Suy gan: xem muc THANTRONG. Suy than:
thanh thai creatinin 15-30 mL/phdit: t6i da 2 g sulbactam/ngay; thanh théi
creatinin < 15 ml/phit: toi da 1 g sulbactam/ngay. Dugc dong hoc cla
sulbactam thay doi déng ké do tham tach méu. Thai gian ban hiy trong huyét
tuong cla cefoperazone giam nhe trong qud trinh tham tach mau. Nhiém
khuan nang: 6 thé thém cefoperazon. Stt dung thudc sau khi tham téch mau.
Tré em: 40 — 80 mq/kg/ngay chia thanh cac liéu bang nhau moi 6-12 gid.
Nhiém khuan nang: c6 thé tang dén liéu toi da 160 mq/kg/nqay chia thanh 2—4
liéu bang nhau. Tré so sinh 1 tuan tudi: tiém thudc méi 12 gio. Liéu
sulbactam toi da trong nhi khoa khang vugt qud 80 mg sulbactam/kg/ngay.
Ngui cao tudi: 6 nqudsi cao tudi suy than kem suy gan, thai gian ban hiy cla
c sulbactam va cefoperazon déu téng, d thanh thai giam, thé tich phan bd
ting so véi nquoi khde manh. BUONG DUNG: dudng tinh mach, tiém bp.
CACH DUNG: Truyén tinh mach:; trong vong 15-60 phit. Pha 1 g (0,5 g
sulbactam, 0,5 g cefoperazon) vdi 3,4 mL dung mdi (Dextrose 5%, NaCl pha
tiém 0,9%, nudc v khuan pha tiém); ndng da t6i da ctia dung dich sau khi pha
125 mg/ml sulbactam, 125 mg/mL cefoperazone. Tiép tuc pha loang thanh
20 mL vdi cing dung dich pha thudc. Ringer Lactat: la dung dich thich hgp dé
truyén tinh mach, nhung khang dung dé pha thudc lic dau. Pha loang 2 budc:
lan dau dung nudc cat pha tiém, sau dé phaloang véi Ringer Lactat dé dat nong
dd 5 mg/mL sulbactam (2 mL dung dich phalan dau thém 50 mL Ringer Lactat
hay 4 mL dung dich pha lan dau thém 100 mL Ringer Lactat). Tiém tinh mach:
pha thudc nhu'trén va tiém it nhat trong 3 phiit. Tiém bap: Lidocain hydroclorid
2% la dung dich thich hop dé tiém bap, nhung khang diing dé pha thudc liic
dau. Pha 2 budic nhu trén néu dung lidocain. CHONG CHI DINH: bénh nhan
tién st di ting penicillin, sulbactam, cefoperazon hoac bdt ki cephalosporin nao.
THAN TRONG: Qua mén: phan ting phan vé doi khi gay tivong thuiong xay ra
@bénh nhan tién st qud man vdi nhiéu loai khang nquyén khac nhau. Nqung
thudc va diéu tri thich hop: cap cGu bang epinephrin, hoi stic tich cuc bang oxy,
steroid tinh mach, thang dutng thd, dat noi khi quan. Néu phét sinh hoai ti
biéu bi nhiém dac (TEN), héi chiing Stevens-Johnson (SJS), viém da tréc vay,
nguing thudc va tién hanh cacliéu phap diéu tri thich hop. Rdi loan chiic néng

*IM/V: tiém bap/ tiém tinh mach.
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gan: phai chinh liéu & bénh nhan tac mat nang, bénh gan nang, hodc cé kem
16i loan chiic nang than.  bénh nhan réi loan chifc ning gan c6 kém suy than,
phéi theo ddi nong dd cefoperazon huyét tuong néu ding qué 2 g
cefoperazon/ngay. Thiéu vitamin K dan dén réi loan dong méu: theo doi
thai gian prothrombin, ding thém vitamin K & bénh nhan an uang kém, giam
hap thu, dinh duing tinh mach dai ngay, bénh nhan duing thudc chdng dang.
Ngiing thudc néu chay mau dai dang va khang 16 nguyén nhan. Tinh trang
qua san vi sinh vat khong nhay cam: xay ra néu diing thudc dai ngay. Phai
theo ddi sét bénh nhan trong sudt dot diéu tri. Tiéu chdy lién quan
Clostridium dificile (CDAD): <o thé tir tiéu chay nhe dén viém dai trang dan
dén tirvong da dugc bdo cdo véi hau hét khang sinh. Can theo dai bénh st can
than vi da c6 bdo cdo veé tiéu chdy do Clostridium difficile xay ra trong hon 2
thang ké tir khi diéu tri bang khang sinh. Réi loan chiic nang co quan: khi
diéu tri kéo dai nén kiém tra dinh ky chitcndng thén, gan, hé tao mau. Diéu nay
dacbiét quan trong vdi tré sa sinh, tré sinh non va cac tré em khac. St dung &
tré em: phéi can nhdc ky lgi ich va nquy o ¢ thé xy ra khi diéu tri cho tré sinh
non va tré sa sinh. Phu nif ¢6 thai: chua cd nghién ctiu day da trén phu nit cd
thai, vi véy nén tranh duing thudc trong thai ky trir khi thét can thiét. Thai ky
cho con bu: phai luu y khi stt dung & phu nit dang cho con bi du ¢ hai chat
sulbactam va cefoperazon déu bai tiét rét it qua siia me. Anh huéng trén kha
nang lai xe va van hanh may méc: khang anh hudng |én kha nang Idi xe va
van hanh méymac. TUONG TACTHUGC: Ruou: d6 mit, d6 mé hoi, nhiic déuva
nhip tim nhanh khi bénh nhén duing rugu trong thai gian stt dung cefoperazon
va ngay ¢ trong vong 5 ngay sau khi nqung cefoperazon. (an cénh béo trudc
cho bénh nhan biét vé viéc udng bia rugu trong thai gian diéu tri. Tranh ding
dung dich cd ethanol trén nhiing bénh nhan phai nudi an bang dng hodc duang
tinh mach. Tugng tdc gia thudc va xét nghiém can lam sang: xét nghiém
dutng niéu c6 Ehé bi duong tinh gia khi dung dung dich Benedict hodc Fehling.
TACDUNG KHONG MONG MUON: sulbactam/cefoperazon dugc dung nap tot.
Phan6n cdc téc dung khong mong mudn thudng nhe hay trung binh va sé hét
khitiép tuc diéu tri. Phan loai theo tan suat: Rdt thuong gdp (> 10%): Giam bach
cau, giam bach cau trung tinh; Gidm dung tich hong cau, giam Hemoglobin, xét
nghiém truc tiép Coombs duong tinh, giam tiéu cau; Tang ALT, tang AST, tang
AP trong méu. Thutng gdp (>1% va <10%): Rdi loan dng mau, ting bach cu
Ua eosin; Tiéu chay, budn nén, nén; Tang bilirubin huyét. /t gdp (=0,1% va
<19%): Bau dau; Ngua, mé day; Viém tinh mach tai vi tri truyén, dau tai vi tri
tiém; s6t, 6n lanh. Tan sudt khong xdc dinh: Giam prothrombin huyét; Sac phan
vé, phan ting phan vé, phdn ting dang phan vé bao gom sdc, qua man; Xuat
huyét; viém mach, ha huyét p; Viém dai trang gid mac; Vang da; Hoai ttt biéu bi
donhiém ddc, hdi chiing Stevens Johnson, viém da trocvay, ban dat san; Tiéu ra
méu. S&n xuat tai Haupt Pharma Latina S.R.L., Borgo S. Michele S.5. 156
Km 47,600 - 04100 Latina (LT), Y. Nha nhap khau va phan phai: (ong ty (P
DugcliéuTW2, 24 Nquyen Thi Nghia, Quén 1, TP. Ho Chi Minh.
Vén phong dai dién Pfizer (Thailand) Ltd.

TP. HCM: TNR Tower, 180-192 Nguyén Cong Trtr, Q.1.
Tel: (28) 3910 5119/3910 5120.

Ha Noi: Geleximco Building, 36 Hoang Cau, Q. Bang Da.
Tel: (24) 3512 0962/ 3512 0963.
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