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Rx: Thudc nay chi ding theo don thude

SUZONE Injection
(Cefoperazon 1000 mg + sulbactam 1000
Dé xa tim tay tré em

Doc kj hwong din sie dung trude khi ding

Thanh phén
Maéi lo chira:
Thanh phdn hoat chdt:
Cefoperazon (dang natri) ... VeSS R Ebas e AR 1000 mg
Sulbactam (AeDE RATF Y ieicimisneimsssssisaassossrsiesioriis 1000 mg
Thanh phdn td duoc: Khong co.
M3i dng tiém chia:
NG eBE P B osmsnssosomsinissibas S ml
Dang bao ché: Bét pha tiém
M0 ta: Lo chita bdt pha tiém c6 mau tring hodc gin nhu tring
Chi dinh
SUZONE duoc chi dinh diéu tri cac nhiém khuén nang do vi khuén nhay cam:

1. Viém phé quan cdp / man tinh, gidn phé quan (c6 nhiém khuén), nhiém khuén thi phat
trén céc bénh ly dudng ho hdp Nran tinh, viém phdi, viém phdi c6 mi, viém mi mang
phéi, viém hau-thanh quém,-_viém amidan.

2. Viém than-bé than, viém bang quang.

3. Viém tai mat, viém dudng mat, dp xe gan, viém phic mac (viém phtc mac vung chiu,
&p xe tui cung Douglas)

4. Viém tir cung va phﬁn phu, nhiém khudn ndi mac tir cung, viém mé cén tir cung.

5. Nhiém khuin mau.

6. Viém ndi tim mac nhiém khuan.

7. Nhiém khuén thir phat trén bé mat cia chan thuong hodc vét thuong trong phau thuét.

8. Viém tuyén Bartholin.

Liéu ding va cich dung

Nguwoi lon
Khuyén nghi liéu ding hén hop cefoperazon/sulbactam ¢ nguoi 16n 1a 1 ~ 2 g (hoat luc)
mdi 12 gio.
D61 v6i nhiém khuan nang hay kho chita, liéu ding hang ngay cua cefoperazon/sulbactam
c6 thé ting 1én dén 8 g.

Suy thin
Nén diéu chinh liéu dung cia cefoperazon/sulbactam & cac bénh nhén bj suy giam chirc
nang than r6 rét (46 thanh thai creatinin dudi 30 ml/phit) dé b vao su giam thanh thai cta
sulbactam. Bénh nhan c¢é do thanh thai giita 15 va 30 ml/phit nén ding t6i da 2 g
cefoperazon/sulbactam mdi 12 gitr (t6i da 4 g cefoperazon/sulbactam mdi ngay). Bénh
nhén c6 d¢ thanh thai dudi 15 ml/phit nén dung tbi da |g cefoperazon/sulbactam mdi 12
gity (t6i da 2 g cefoperazon/sulbactam mdi ngay). Dugc dong hoc ciia sulbactam bi thay
d6i ddng ké khi thdm phén méu. Thoi gian ban hiy trong huyét thanh cua cefoperazon bi
giam nhe khi thdm phan mdu. Vi thé nén sip xép ding thude sau giai doan thim phén.

e )



https://trungtamthuoc.com/

Suy gan
Cefoperazon dugc bai tiét nhiéu qua mat. Co thé can phai diéu chinh liéu dung trong
truong hop nghén mat nang, suy gan niang hodc cic truong hop rbi loan chite ning thin
kém vé&i cac bénh nay. Trong nhimg trudng hop ndy, lidu ding khdng nén vuot qui 2 g
cefoperazon/sulbactam méi ngay, néu ndng d6 huyét thanh khong duoc kiém soat chat ché.
St dung o tré em
Liéu dung khuyén nghi hang ngay véi hén hop cefoperazon natri va sulbactam natri & tré
em la 40~80 mg/kg/ngay.
Péi v6i nhidm trung nang hay kho chita, ¢6 thé tang liéu ding lén dén 240mg/kg/ngay.
Nén chia thanh 2-4 1an méi ngay.
Sir dung o tré so sinh
Véi tré so sinh tudn déu, lidu dung t6i da ctia hdn hop cefoperazon natri va sulbactam natri
khong nén vuot qué 160 mg/kg/ngay. Nén chia thanh 2-4 1an méi ngay.
Tiém tinh mach
Cefoperazon/sulbactam twong thich voi nude cit pha tiém, thude tiém dextrose 5%, thube

tiém natri clorid 0,9%. ans s
Tiém tinh mach: Ioa tan thudc-treng 1o voi cée dung dich trén va tiém trong thoi gian it
nhét 1a 3 phut.

Truyén tinh mach: Sau khi hoa tan thude véi cdc dung dich trén, pha lodng vao dung dich
tiém truyén va tiém truyén trong 15 dén 60 phit.
Tiém bip
Hoa tan thudc trong lo véi 6 ml nude cét pha tiém, chia ra tiém bap & 2 vi tri khac nhau.
Chéng chi dinh
Thube tiém cefoperazon/sulbactam chdng chi dinh véi cac bénh nhan da biét co di tmg
voi cédc khang sinh nhém penicillin, sulbactam, cefoperazon, hodc bat ky khang sinh
cephalosporin nao
Canh béo va thin trong khi ding thude
Trude khi bét dau diéu tri bang cefoperazon, phai diéu tra k¥ vé tién st di tmg cua ngudi
bénh v4i cephalosporin, penicillin hoéic thude khac.
Phan ikng qud man:
D ¢6 bao céo vé cac phan Gmg méin cam nghiém trong déi khi gy tir vong (phan vé) & cac
bénh nhan diéu tri bing cephalosporin hodc beta-lactam. Cac phan tng nay c¢6 khuynh
huémg xay ra & cac bénh nhén c6 tién sir di Gng v&i nhidu chét gay di tmg. Néu phan tng di
g xay ra, ngung ding thube va cé bién phép diéu tri thich hop.
S dung o bénh nhin suy gan:
Cefoperazon dugc bai tiét nhiéu qua mét. C6 thé can phai didu chinh liéu dung trong
trudng hop ngh&n mét nang, suy gan ning hodc cac trudmg hop rbi loan chite ning than
kém v6i cac bénh nay. Trong nhimg truomg hop nay, liéu dung khéng nén vugt qua 2 g
cefoperazon/sulbactam mdi ngay, néu néng d6 huyét thanh khong dwoc kiém soat chit ché.
Than trong chung:
Cling nhu céc khéng sinh khac, tinh trang thiéu vitamin K xay ra ¢ vai b¢nh nhén diéu trj
bing cefoperazon. Co ché chi yéu ¢6 thé lién quan dén sy e ché hé vi khuin dudng rudt
thuong tong hop vitamin nay. Nhimng bénh nhan c¢é nguy co 13 nhitng bénh nhan dinh
dudng kém, roi loan hf'ip thu va bénh nhén theo ché dd dinh dudng dudmg tinh mach dai
han. Nén kiém soat thoi gian prothrombin & cac bénh nhén nay va cac bénh nhan ding
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thube chéng déng, c6 thé dung thém vitamin K theo chi dinh.
Cling nhu céc khéng sinh khac, sy tang truéng qua mic cac vi khuan khong nhay cam c¢6
thé xay ra khi sir dung cefoperazon/sulbactam lau dai. Nén theo ddi b¢nh nhén cén than
trong qua trinh diéu tri. Cling nhu bét ctr loai thube dung toan than cé tac dung manh nao,
nén dinh ky kiém tra chitc ning céc co quan khi diéu tri kéo dai; bao gdm hé théng huyét
hoc, gan va than. Piéu nay dic biét quan trong & tré so sinh, dic biét 1a tré sinh thiéu thang,
va cac tré nho khac.
St dung ¢ tré em:
Cefoperazon/sulbactam duge ding hiéu qua ¢ tré nhd. Chua duge nghién clru rong rdi & tré
sinh thiéu thang hodc tré mdi sinh. Vi vy, khi diéu tri cho tré sinh thiéu thang va tré moi
sinh, can can nhic loi ich c6 thé dat duge va nguy co ¢o thé xay ra trude khi diéu tri.

Sir dung thube cho phu nir ¢6 thai va cho con ba
Phu ni¥ co thai: Khéng co ddy du cac nghiég,ciru 6 kiém sodt & phu nit ¢6 thai. Do céc
nghién ctru & dong vét khong luén 1W duoce dap tng trén ngudi, chi ding thube
ndy trong thai ky khi that su cén thiét{—
Phu nit cho con bui: Nén than trong khi ding cefoperazon/sulbactam cho phu nit cho con
ba

Anh hwéng ciia thube 1én kha niing l4i xe, vin hinh midy méc

Mic db hiém gip, nhung thudc ¢ thé gdy co gidt, dau dau, bon chdn, do dé cén than
trong néu gip phai cac tac dung phu nay khi l4i xe va van hanh may méc.

Str dung cho tré em
Khong co thay ddi dang ké vé duoc dong hoc cuia cefoperazon/sulbactam so véi ngudi 16m.
Thoi gian ban huy & tré em 1a 0,91 ~ 1,42 gi¢r d6i voi sulbactam va 1,44 ~1,88 gidr doi
voi cefoperazon.

St dung cho nguoi cao tubi
Ca sulbactam va cefoperazon cé thoi gian ban huy dai hon, d6 thanh thai thép hon va thé
tich phan bd 16n hon so voi cac ngudi tinh nguyén binh thuéng. Duge dong hoc cua
sulbactam ¢6 lién hé nhiéu véi mic d¢ suy than, trong khi dé cefoperazon c6 lién hé nhiéu
vol mure do suy gan.

Tuong tic, twong Ky cia thude

Twong tic thuéc
C6 thé xay ra cdc phan img gidng disulfiram voi cac tridu chimg dic trung nhu d6 bimg, ra
mé hdi, dau diu, budn nén, nén va nhip tim nhanh néu ubng ruou hoic ding ché pham c6
ruou trong khi diéu tri va trong vong 72 gid sau khi diing cefoperazon.
Sir dung ddng thdi aminoglycosid va mét s6 cephalosporin ¢6 thé 1am tang nguy co doe véi
than. Mic du t&i nay chwa thdy xay ra vdi cefoperazon, cén theo ddi chirc nang thin cua
ngudi bénh dic biét la nhitng ngudi suy thin ding dong thoi cefoperazon va
aminoglycosid. Néu cefoperazon duge dung dong thoi véi cac khang sinh nhém
aminoglycosid thi nén tiém tach riéng.
Str dung ddng thoi voi warfarin va heparin ¢6 thé lam tang tic dung giam prothrombin
huyét ctia cefoperazon, ting nguy co chay mau.
Khi dung ddng thoi voi cac thude doc cho gan, can theo dai chiic nang gan.
Khéng giéng nhu dbi voi cac cephalosporin khéc, probenecid khong gdy anh hwdéng gi dén
d6 thanh thai cefoperazon qua thén.
Cefoperazon c6 thé lam giam hoat luc cia vac xin thuong han.
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Cefoperazon ¢6 thé gay két qua duong tinh gia khi x4c dinh glucose trong nuée tiéu.
Twong ky

Khdng sinh aminoglycosid

Dung dich cefoperazon/sulbactam va khang sinh aminoglycosid khong nén tron 1an véi
nhau, vi c¢6 tuong ky vat ly gita cdc dung dich nay. Néu mudn phdi hop diéu tri
cefoperazon/sulbactam va mot aminoglycosid, ¢6 thé tiém truyén gian doan, ding bo day
truyén dich khac, hodc ding bd day truyén dich ban dau da ria k¥ bang dung dich duoc
chip thuén giira cdc 1an ding. Dé nghi ding cefoperazon/sulbactam cang xa thdi diém
dung aminoglycosid cang t6t.

Dung dich Lactat Ringer

Tranh dung dung dich Lactat Ringer dé hoa tan thudc lic ddu vi ¢6 twong ky. Tuy nhién
sau khi di hoa tan thubc trong nuéce cAt\pha tiém thi c6 thé pha lodng vao dung dich Lactat
Ringer khong gay tuong ky. -

Tiac dung khéng mong mudn ciia thube

Thuong gap, ADR > 1/100

Méu: ting tam thoi bach ciu va eosin, thir nghiém Coombs duong tinh.

Tiéu hoa: Ia chay

Da: Ban da dang sin

It géip, 1/1000 <ADR< 1/100

Toan thin: sot

Mau: Giam bach cau trung tinh ¢ hdi phuc, thiéu mau tan huyét, giam tiéu cau. 4
N . 4

Qa. M?y day, ngtra i ' ‘ -

Tai cho: dau tam thoi tai cho tiém bap, viém tinh mach tai noi tiém truyén . ¥

Hiém gap, ADR< 1/1000
Than kinh trung wong: co giat (véi lidu cao va suy giam chirc ning than), dau dau, tinh
trang bon chén. e

Miu: giam prothrombin huyét 1Y
Tiéu hoa: budn ndn, non, viém dai trang mang gia. -

HO
Da: ban do da dang, hdi chung Stevens-Johnson. =

Gan: vang da r mit, tang nhe AST, ALT va phosphatase kiém.
Than: nhiém ddc thén co ting tam thoi uré huyév’ creatinin, viém than ké.
Thén kinh co va xuong: dau khép
Khéac: bénh huyét thanh, bénh ndm Candida.
Huéng din cdch xie tri ADR:
Ngimg sir dung cefoperazon. Trong truomg hgp di Umg hodc phan mg qud min nghiém
trong can tién hanh diéu tri hd tro (duy tri thong khi va sir dung epinephrine, oxygen, tiém
tinh mach corticosteroid).
Céc truomg hop bi viém dai trang mang gia thé nhe, thuong chi cin ngimg thude. Cac
truong hop thé vira va nang, can xem xét cho dung cac dich va chit dién giai. bé sung
protein va diéu tri voi thube udng metronidazol.
Néu bi co gidt, phai ngimg st dung thudc. Cé thé diéu tri véi thude chéng co giat néu c6
chi dinh 14m sang.
Théng bdo cho bdc st nhitng tic dung khéng mong muén gap phii khi sir dung thube
Qua licu va cach xir tri
Cac triéu chimg qua lidu bao gﬁm: tang kich thich thin kinh co, co gidt dac biét ¢ nguoi
bénh suy than.
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Xir tri qua liéu cén can nhic dén kha niang qué lidu cla nhidu loai thude, su tuong tac
thubc va duge dong hoc bat thuong cua ngudi bénh,

Bao vé dudng hod hdp cia nguoi bénh, hd tro thong khi va truyén dich. Néu ngudi bénh
phat trién cac con co gidt, ngimg ngay sir dung thude, ¢6 thé sir dung liéu phap chong co
gidt néu c6 chi dinh vé 1am sang. Tham tach mau co thé co tac dung gitp thai loai thuée
khéi mau, ngoai ra phan 16n céc bién phap la diéu tri hé trg hodc chira triéu chimeg.

Dic tinh dwoe hre hge

Nhém duoc 1y: Thude tri ky sinh tring, chéng nhiém khudn

Ma ATC: JO1DD62

Cefoperazon mét cephalosporin tiém thé hé 3, ¢6 kha nang diét khuan do gin véi thanh té
bao vi khudn, e ché téng hop thanh té bao cia vi khudn dang phat trién, gay chét té bao.
Sulbactam chi ¢6 hoat tinh khang khuan yéu khi sir dung don doc. Sulbactam c¢6 hoat tinh
tre ché tdt ca 2 loai beta-lactamase qua trung giap plasmid va nhiém séc thé.

Do sulbactam c6 i luc cao va gin voi Q{ ¥ beta-lactamase la nhitng enzym lam bt hoat
cefoperazon bing céch thiy phan _v8ng beta-lactam, nén phdi hop sulbactam va
cefoperazon tao ra mgt tac dung hi¢p déng diét khuén, giup md rong phd khang khudn cia
cefoperazon dbi voi nhiéu loai vi khudn sinh beta-lactamase da khéng lai cefoperazon don
doc.

Phé tdc dung ciia cefoperazon rjng, bao gom:

Céc vi khuan wua khi Gram duong: Staphylococcus aureus, cac chiing san xuat hoic khong
sin xuit penicilinase, Staph. epidermidis, Streptococcus pneumonia, Strep. pyogenes
(Sirept. huyét tin beta nhom A), Strept. agalactiac (Strept. huyét tan nhéom B),
Enterococcus (Strept. faecalis, Strept. faecium va Strept. durans).

Céc vi khuadn wa khi Gram am: E.coli, Klebsiella spp. (bao gom K. preumoniae).
Enterobacter spp., H. Influenzae, Proteus mirabilis, Proteus vulgaris, Morganella

morganii (trude day la Proteus morganii), Providencia stuartii, Providencia rettgeri (trudc
day la Proteus reitgeri); mot sO chang Acinetobacter calcoaceticus; Neisseria
gonorrhoeae.

Vi khudn ky khi: Cau khuén Gram dwong (bao gdm Peptococcus va Peptosireptococcus);
Clostridium spp., Bacteroides fragilis; cac chung bacteroid khéc.

Cefoperazon ciing ¢6 tic dung in vitro d6i véi nhiéu loai vi khuan gay bénh khéc tuy chua
rd vé ¥ nghia lam sang. Cac vi khuan nay gom co: Safmonella va Shigella spp., Serratia
liguefacicus, N. meningitides, Bordetella pertussis, Yersinia enterocalitica, Clostridium
difficile, Fusobacterium spp., Eubacterium spp. Va cac chung H. influenza va N.
gonorrhoeae san xuéit beta-lactamase. Téc dung cuta cefoperazon tang 1én khi phbi hop voi
sulbactam, dic biét 1a ddi v&i Enterobacteriacae va Bacteroides spp., nhung phéni hop nay
khéng tac dung d6i v6i Pseudomonas aeruginosa da khang thude.

Pac tinh dwoe dong hoc

Hip thu: Nong do huyét thanh ty 1& voi liéu dung. Céc gia tri nay ciing giéng voi cée gid
tri khi timg thanh phén dugc dung riéng.

Néng d6 dinh trung binh cua sulbactam va cefoperazon sau khi dung 2 g
cefoperazon/sulbactam (1 g sulbactam, 1 g cefoperazon) ti€ém tinh mach trong 5 phut la
130,2 va 236,8 meg/mL twong ing. . Piéu nay cho thiy thé tich phan bé ctia sulbactam (Vd
= 18,0-27,6 L) 16n hon cefoperazon (Vd = 10,2-11,3 L).

Phin bé: Ca sulbactam va cefoperazon dugce phan bd rong vao nhiéu dich va mo, bao g@)m
mat, tai mat, da, phdn phu, éng din trimg, budng trimg, tir cung, va cac co quan khic.
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Thai trir; Khoang 84% liéu dung sulbactam va 25% liéu dung cefoperazon clia
cefoperazon/sulbactam durge bai tiét qua than. Hau hét luong cefoperazon con lai duge bai
tiét ra mat. Sau khi diing cefoperazon/sulbactam, thoi gian ban hiy cta sulbactam khoang
1 gidr, trong khi d6i véi cefoperazon 1a 1,7 gio.
Khéng c¢6 bing chitg vé twong tac duoc dong hoe giira sulbactam va cefoperazon khi ding
chung & dang cefoperazon/sulbactam.
Sau khi ding nhiéu liéu, Kbhg—co thay db6i déng ké vé duoc ddng hoc cua
cefoperazon/sulbactam khi- 15 8-12 gio.
Quy cich déng géi: Hop 1 lo va 2 dng tiém
Bio quin: Bao quan dudi 30°C. Tranh anh sang.
Han dung:
- Truéc khi mé nip: 24 thang ké tir ngay san xut.
- Sau khi pha thanh dung dich: Dung dich di pha 6n dinh trong 7 ngay & nhiét do 2 ~
8°C, va 6n dinh trong 24 gid & nhiét d6 khong qué 25°C.
Tiéu chuén chit lwgng: Tiéu chuin co s&
Nha san xudt
FYNK PHARMACEUTICALS
19 K.M.G.T. Road Kalashah Kaku, [.ahore, Pakistan
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