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Rx Thude bdn theo don
Dé xa tim tay tré em
Doc ki huong din stk dung trieée khi ding
Néu cdn thém thong tin, xin hoi y kién bdc sp

ZEFOBOL-SB 1000
(Cefoperazon & Sulbactam)

THANH PHAN: M3i lo chira:
Cefoperazon natri tuong duong Cefoperazon ....... .., 500 mg
Sulbactam natri tuong duong Sulbactam ............... 500 mg

DANG BAO CHE: Bé1 pha tiém
DUQC LUC HQC
Cefoperazon la mét khang sinh cephalosporin thé hé 3. Thudc 6 tac dung diét khudn do trc ché tong hop thanh té bao vi khuan khi dang
phéan bao.
Sulbactam c6 tac dung trc ché beta-lactamase, gitip duy tri tic dung diét khudn cua Cefoperazon déi voi cac chung vi khudn san sinh beta-
-lactamase.
Phdi hop cefoperazon va sulbactam co hoat tinh chong lai tat ca cac vi khuan nhay cam véi cefoperazon. Hon nita phdi hop nay mang lai tac
dung cong hudng (nong do ¢ ché t6i thiéu déi voi nhiéu loai vi khudn giam dén 4 1dn so véi timg thanh phdn riéng r&) chéng lai nhiéu loai
vi khudn nhu: Haemophilus influenzae, Bacteroides spp. va Staphylococcus spp., Acinetobacter calcoaceticus, Enterobacter aerogenes,
Escherichia coli, Proteus mirabilis, Kiebsiella pneumoniae, Morganella morganii, C Hrobac:‘er freundii, Enterobacter cloacae, Citrobacter
Tiversus.

albactam/cefoperazon ¢6 tac dong in vitro trén nhiéu loai vi khuin ¢é ¥ nghia lam sang:
Vi khuin Gram dwong: Staphviococcus aureus (ca dong sinh men va khdng sinh men penicillinase), Staphylococcus epidermidis,
Streptococcus pneumoniae (trudc la Diplococcus pneumoniae), Streptococcus pyogenes (p-hemolytic streptococci nhom A), Streptococcus
agalactiae (B-hemolytic streptococci nhom B), nhimg dong B-hemolytic streptococci khac, nhiéu dong Streptococcus faecalis
(enterococcus).
Vi khuin Gram am: Escherichia coli, Klebsiella spp., Enterobacter spp. va Citrobacter spp., Haemophilus influenzae, Proteus mirabilis,
Proteus vulgaris, Morganella morganii (truoc 1a Proteus morganii), Providencia retigeri (trudc 1 Proteus retigeri), Providencia spp.,
Serratia spp. (2dm 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 khuén )em khi: Truc khudn Gram am (gdm ca Bacteroides fragilis, cac Bacteroides spp. khac va Fusobacterium spp), Cau khuan Gram =
duong va Gram am (gdm ca Peptococcus, Peptostreptococcus va Veillonella spp), Truc khudn Gram duong (g6m ca Clostridium.
Eubacterium va Lactobacillus spp).
DUQC PONG HOC
Khoang 84% sulbactam va 25% cefoperazon trong phdi hop sulbactam/cefoperazon sir dung 1a duge thai trir qua duomg than. Phén Ion lugng
cefoperazon con lai duge thai trir qua mat. Sau khi tiém suibactam,cefoperazon thoi gian ban huy trung binh cua sulbactam la 1 gio trong
khi clia cefoperazon la 1,7 gié. 1 Nong dé thudc trong huyét thanh ti 1¢ véi liéu dung. Cac gia tri nay ciing tuong tu nhu cac gia tri da duoc biét
ciia riéng timg chét khi dung don déc.
Néng dé dinh trung binh trong huyét thanh sau khi dung 2g sulbactam/cefoperazon (lg sulbactam/lg cefoperazon) ti€m tinh mach sau,.
5 phit 1a 130,2 meg/m! cho sulbactam va 236,8 mcg/ml cho cefoperazon. Diéu nay chimg to sulbactam cé thé tich phan phdi cao hon
(V = 18,0 - 27,6L) so v¢i cefoperazon (Vd = 10,2 — 11,3L).

“au khi tiém bap 1,5g sulbactam/ /cefoperazon (0,5g sulbactam/lg cefoperazon), néng d6 dinh trong huyét thanh cia sulbactam va

foperazon dat duoc sau 15 phiit — 2 gio. Néng dé dinh trung binh trong huyét thanh 1a 19 mcg/m] cho sulbactam va 64,2 mcg/ml cho
cefoperazon.
Ca sulbactam va cefoperazon phan bd tét vao nhiéu mé va dich co thé bao gdm ca dich mat, tii mat, da, rudt thira, voi tring, budng trimg, tir
cung va cac noi khac.
Chua ¢6 bang chirng vé tuong tac thube giira sulbactam/cefoperazon khi sur dung duoi dang phdi hop sulbactam/cefoperazon.
Khi ding da liéu, khong co thay ddi dang ké vé duge dong hoc déi vai ca hai thanh phan sulbactam/cefoperazon va khong thav ¢O tich tu
thudc khi ding m&i 8-12 gid.
CHi PINH
Pon tri liéu:
ZEFOBOL-SB 1000 duoc chi dinh diéu tri cac nhiém khuan sau gdy nén bai cac vi khun nhay cam:
- Nhiém khuén dudng hd hap (trén va dudi)
- Nhiém khuén dudng tiét niéu (trén va dudi)
- Viém phic mac, viém thi mat, viém duong nidi, va cac ninéim kiwan trong 6 bung khc.
- Nhiém khuén huyét
- Viém mang ndo
- Nhiém khuan da va md mém
- Nhiém khudn xuong khép

Viém khung chdu, viém néi mac tir cung, bénh lau va cac nhiém khuan duéng sinh duc khac.

Dleu tri két hop:
Do hén hop sulbactam/cefoperazon cé pho tac dung rong, nén phan 1én cac nhi€m khudn ¢6 thé duge d1eu tri bang cach sir dung ZEFOBOL-
SB 1000 dom dc. Tuy nhién, cé thé dung keét hop thudc nay véi cac khang sinh khac néu cin thiét. Néu su dung déng thoi vai
aminoglycosid, can theo ddi chizc nang than trong qua trinh diéu tri.
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LIEU LUQNG VA CACH DUNG
Liéu thong thuémg khuyén cdo ¢ ngudi lom la:

Nén cho thude mdi 12 gior véi liéu chia déu.

Loai ty &

SBT/CPZ (g)

Sulbactam (g)

Cefoperazon (g)

1:1

2-4

1-2

1-2

Trong nhimg truémg hgp nhiém khuan nang co thé tang lieu sulbactam/cefoperazon loai ti 1€ 1/1 dén 8g (tirc 4g cefoperazon} mét ngay.
Bénh nhan dung loai ty I¢ 1/1 c6 thé can ding thém loai cefoperazon don thudn. Nén cho thude liéu chia déu mdi 12 gio. Liéu dung tdi da
khuyén cao cho sulbactam la 4g mdi ngay.

Liéu hang ngay khuyén cdo cho sulbactam/cefoperazon diing ¢ tré em :

Loai ty lé SBT/CPZ (mg/kg/day) | Sulbactam Cefoperazon
(mg/kg/day) (mg/'kg/day)
1:1 40-80 20-40 20-40

Nén cho thudc liéu chia deu mdi 6-12 gio.
Tiong truomg hop nhiém khuan nang hay i dap img, ¢6 thé tang ||eu Ién dén 160 ing/hg/ngay Neén chia liéu ra 2 — 4 lan déu nhau
Tré so sinh: Doi voi tre so sinh mot tuan woi, nén ding thudc méi 12 gidr. Liéu tdi da sulbactam cho tré nhé khong vuot qua 80 mg/kg/ngay.
Trong truong hop cén dang liéu cefoperazon > 80 mg/kg/ngdy, nén dung thém cefoperazon.
Bénh nhin suy thin: Can diéu chinh lidu cho bénh nhan suy giam chirc nang than co thanh thai creatinin < 30 mL/phut dé bl trir su giam
thanh thai sulbactam. Bénh nhéan c6 thanh thai creatinin tir 15-30 mL/phat dang tdi da 1 g sulbactam m0| 12 gior (11eu hang ngay t01 dalg
sulbactam). Bénh nhédn c6 thanh thai creatinin du6i 15 mL/phit ding t6i da 500 mg sulbactam moi 12 gior (liéu hang ngay téi da 1 g
sulbactam). Do d6 trong cac nhiém khuén nng, c6 thé cin phai ding thém cefoperazon.
Duge ddng hoe cua sulbactam co thé thay déi dang ké do thdm phan. Thai gian ban hiy trong huyét thanh cia cefoperazon giam nhe khi
thim phan. Vi thé can cho thudc sau khi thim phan.
Cach dung:
Tiém tinh mach:
1 truyen ngat quang, mdi lo sulbactam/cefoperazon phai duoc pha vai lugng thich hop dung dich dextrose 5%. natri clorid 0,9% hay nudc
J khudn diing pha tiém va phai pha loang thanh 20ml véi cung dung dich pha Ihupc dé truyen trong 15-60 phut. .
Lactated Ringer la dung dich thich hop cho truyen tinh mach nhung khéng dung dé pha thudce lic dau. SLLE: 0-'(\\
Néu tiém tinh mach, moi lo thude cling duge pha nhu trén va tiém trong it nhat 3 phut. T
Tiém bap: _
Lidocain 2% la dung dich thich hop dé tiém bap nhung khong diing dé pha thuéc luc dau.
Ciach pha thubc:
Sulbactam/cefoperazon ham luong 1g;

[ TRACH MHIEM U = j,}
AN PHUC /.

W /S
Tong lidu (g) Tuong  duong  liéu | Lugng dich pha Nong d téi da %\-——/f: V4
= § ) g4 - TP =
SBT/CPZ (g) s e
K 05105 [34ml l125+125

Sulbactam/cefoperazon tuong hop véi nudc pha tiém, dextrose 5%, nudc mudi sinh ly. dextrose 5% trong dung dich mudi 0,225% va

dextrose 5% trong nudc mudi sinh ly véi ndng dd Smg cefoperazon va Smg sulbactam mdi ml cho t&i 125mg cefoperazon va 125mg :

sulbactam méi ml. .

Dung dich Lactated Ringer: nén ding nudc cét pha tiém @é pha thudc. Phai pha thude theo 2 bude. ldn dau dung nudc cét pha tiém (nhu

bang trén) roi pha thém véi dung dich Lactated Ringer dé co ndng do sulbactam Smg/ml (ding 2ml dung dich pha lan dau thém 50ml dung

dich Lactated Ringer hay 4ml dung dich pha lan ddu thém 100ml dung dich Lactated Ringer).

Dung dich Lidocain: nén ding nude cét pha tiém dé pha thudc. Néu mudn cé nong do cefoperazon 250mg/ml hay cao hon, phai pha thude

*heo 2 bude lan ddu dung nude cit pha tiém (nhu bang trén) rdi pha thém véi dung dich lidocain dé ¢6 dung dich thuéc c6 néng dé
foperazon 125mg va sulbactam 125mg trong mdi m! trong dung dich lidocain HCl ndng dd khoang 0,5%

CHONG CHI PINH _ J}\/

Bénh nhan co tién sir man cam vai penicillin, sulbactam, cefoperazon hoac mét khang sinh nhém cephalosporin bat ky. A

THAN TRONG

Cac phan ung qua man (phan v€) nghiém trong d6i khi ﬂay tir vong di duoc bdo cao & bénh nhan diéu tri B lactam hoac cepha]osporm Cac

phén ng nay thuémg xay ra ¢ bénh nhan co tién sir man cam véi nhiéu loai khang nguyén khac nhau. Néu xay ra phan img qua man, nén

ngung thude va diéu tri thich hop.

Khi xay ra phan (rng phan vé nang, phai cp ciru ngay bang epinephrin. Néu can thiét, phai ddng theri héi sirc tich cuc bing oxy, steroid tiém

tinh mach, thong duong thé ké ca dat ndi khi quan.

Gidng nhu nhiing khang sinh khac, mét vai bénh nhan bi thiéu vitamin K khi diéu tri bang cefoperazon. Co ché c6 |& lado e ché khuin chi

dudmg rudt (gut flora) binh thuéng giup tong hop vitamin K. Nhitng ngudi ¢é nguy co cao 1a nhimg bénh nhan an udng kém. giam hip thu

(vi du bénh xo hoa nang) va bénh nhin nudi an dudmg tinh mach lau ngay. O nhimng bénh nhan nay va bénh nhan ding thudc chéng dong.

Al tieo dot ol gian prothrombin va ding inémn viianin K e

Néu dung thudce lau ngay, phai luu y tinh trang pha san cua nhimg vi sinh vat khong nhay vai suibactamacefoperazon Do do. phai theo ddi

sat bénh nhan trong sudt dot diéu tri. Ciing nhu véi moi loai thude tac dung toan than khéc. nén kiém tra dinh k¥ cac rdi loan chirc nang co

quan khi diéu tri kéo dai; gom ca gan, than va hé théng tao mau. Diéu nay dac biét quan trong noi tré so sinh nhét 13 tré sinh non, va nhi nhi.

Sulbactam/cefoperazon duoc st dung hiéu qua ¢ tré nhil nhi. Thude chua dugc nghién ctru réng rai ¢ tré so sinh hay non thang. Do dé. trude

khi diéu tri cho tré so sinh hay non thang. phai can nhic k¥ lgi ich va nguy co c6 thé xay ra.

TUONG TAC THUOC

Khi bénh nhén ding ruou trong thoi gian ding thude va ngay ca trong vong S ngay sau khi ngung thude, ¢6 mot so ngudi bj phan img do

mat, 46 mo héi, nhirc dau, nhip tim nhanh. Khi ding nhiing cephalosporin khac, di khi ciing bj phan (g twong tu néu bénh nhin co udng

bia rugu trong thoi gian dung thude nén can cho bénh nhan biét khong nén ding bia, rugu trong thoi gian diéu tri voi thude. D6 vai bénh

nhén phai nudi an bing § ong hodc duémg tinh mach, trénh dung dung dnch c6 ethanol.
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Su dung ddng thoi aminoglycosid va mdt sé cephalosporin co thé lam tang nguy co doc véi than. Mic du toi nay chua thdy xdy ra véi
cefoperazon, cén theo dai chirc nang than cua ngudi bénh, dac biét 1a nhimg nguoi suy thin ding ddng thai cefoperazon va aminoglycosid.
Hoat tinh khang khudn ciia cefoperazon va aminoglycosid in vitro c6 thé cong hoac hiép déng chéng mot vai vi khuin Gram dm bao gém P
aeruginosa va Serratia marcescens; tuy nhién su hiép ddng nay khéng tién doan dugc. N6i chung khi phéi hop cac thude do ¢in xac dinh in
vitro tinh nhay cam cua vi khuan doi vai hoat tinh phdi hop cua thude.

Sur dung ddng thoi voi warfarin va heparin, cé thé lam tang tac dung giam prothrombin huyét cua cefoperazon.

TUONG KY
Aminoglycosid:
Dung dich ZEFOBOL-SB 1000 va aminoglycosid khéng nén pha v&i nhau vi khong twong hop vt ly. Néu cin phz’ti diéu tri phdi hop
ZEFOBOL-SB 1000 va aminoglycosid, ¢6 thé dung cach truyén ngat quéng xen k& nhau mién la ding dudng truyen riéng biét va duomg
truyén lan trude phai dugce suc ky voi dung dich pha thich hop trudce khi truyén 1in ké tiép. Nén nhé rang cac liéu ZEFOBOL-SB 1000 nén
duoe cho cang cach xa liéu aminoglycosid cang tot.
Pung dich Lactuie Ringer:
Nén tranh pha khoi dau véi dung dich Lactate Ringer vi khong tuong hop. Tuy nhién, phuong phéap pha lodng 2 budc ding nudc pha tiém
pha lodng trude sé tao ra mdt dung dich tuong hop khi pha tiém voi dung dich Lactate Ringer,
Lidocain:
Nén tranh pha khoi dau véi dung dich Lidocain HCI 2% vi khéng tuong hop. Tuy nhién, phuong phap pha lodng 2 bude ding nude pha tiém
pha lodng trudc sé tao ra mét dung dich twong hop khi pha tiém véi dung dich Lidocain HCl 2%.
SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Chura c6 nghién ciru diy du teén phu nir ¢o thai. Vi nghién ciru trén dong vat khong thé gitp doan trudc tat ca cac phan (mg trén ngudi, nén
tranh dung thude & phu nit ¢6 thai trir khi thit can thlet
MGt lugng nhé sulbactam va cefoperazon duoc bai tiét qua sira me. Do do, phai thén trong khi ding thudc nay cho phu nir dang cho con b,
ANH HUONG DPEN KHA NANG LAl XE VA VAN HANH MAY MOC
héng anh huong.
JAC DUNG KHONG MONG MU ON:
N6i chung thude dugc dung nap tét. Phdn 1om cac tac dung ngoai ¥ thudmg la nhe hay trung binh va s& hét di khi tiép tuc diéu tri. Phan lén
tac dung ngoai ¥ khi dung sulbactam/cefoperazon la trén dudng tiéu héa. Cac phan img khac bao gdm phén ing da. nhire dau. dau tai vi tri
tiém, rét run va phan (ng qua man.
Thieong gap. ADR = 1 100
Mau: Tang bach céu ua eosin tam thai, thir nghiém Coombs dwong tinh.
Tiéu hoa: [a chay.
Da: Ban da dang sén.
legap, 11000 < ADR < 1100
Toan than: Sot. . _
Mau: Giam bach cdu trung tinh ¢é hdi phuc. thiéu mau tan huyét, giam tiéu cau.
Da: May day, ngura.
Tai chd: Pau tam thai tai chd tiém bap. viém tinh mach tai noi tiém truyén.
Hiém gdp. ADR = 1 1000
Than kinh trung wong: Co gidt (véi liéu cao va suy giam chitc nang than), dau dau, tinh trang bén chén.
Mau: Giam prothrombin huyét.
‘iiéu hoa: Budn non, nén, viém dai trang mang gia.
Da: Ban do da dang, hoi ching Stevens - Johnson. M
Gan: Vang da or mat. tang nhe AST, ALT. ?-\
Than: Nhiém doc than ¢o ting tam thoi uré huyét'creatinin, viém than ké.
hdn kinh co va xuong: Dau khop. ,3'
rhéac: Bénh huyét thanh, bénh nam Candida. \

Huong ddn cdch xi tri ADR: Ngimg sit dung cefoperazon. Trong truémg hop di tmg hoéc phan tmg qua man nghiém trong cdn tién [‘lanh
diéu try ho trg (duy tri thong khi va su dung epinephrin, oxygen, tiem tinh mach corticosteroid). il |

Cac trudmg hop bi viem dai trang mang gia thé nhe, thuong chi can ngimg thudc. Céc trudmg hop thé vira va nang, cin xem xét chojung cac
dich va chit dién giai, bo sung protein va diéu tri véi thude uong metronidazol. Néu bj co giat, phai ngimg sir dung thudc. Co the dleu trj voi
thudc chong co gidt néu ¢o chi dinh 14m sang. P4

Thong bdo cho bdc sj cdc tdc dung khong mong mudn gip phdi khi sie dung thuéc.

QUA LIEU

Co it théng tin vé ngd doc cdp cefoperazon natri va sulbactam natri ¢ ngudi. Qua liéu c6 thé gy ra nhirng biéu hién qua mirc biéu hién cua
cac tac dung ngoai y da biét. Vi ndng dé beta- lactam cao trong dich néo tuy co thé gy ra cac tac dung than kinh bao gém ca co gidt nén can
ivu y. Vi ca cefoperazon va suibactam déu tham ioc dugc nén cé thé diing bién phap nay dé thai thudc khoéi co thé khi co qua liéu o bénh

nhan c6 suy giam chirc nang than. =
- A} “.‘\
;"

BAO QUAN: Bao quan trong hdp kin, o nhiét d6 dudi 30°C. Tranh anh sang,
5 TRACH NH&EM Ul H.*J ‘ =
t

Dung dich sau khi pha on dlnh trong. 7 ngay & nhiét do 2 — 8°C va trong 24 gid & nhiét d 8 — 25°C.

Sdn xudt bii:

ZEISS PHARMACEUTICALS PVT. LTD.
Plot No. 72, EPIP, Phase-1, Jharmajri, Baddi, Distt. Solan, (H.P), An Do
PHO cuc TF‘UO\JG
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