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| HUGNG DAN SU DUNG THUGC

" Cefuroxime STADA 500 mg

(Cefuroxime 500mg)

THANH PHAN: M8i vi&n nén bao phim ehia

Dufge chit: Cefuroxime axetil tuong duong cefuruxime 500 mg

Td duigie: Lactose monohydrat, tinh bt tién hi hoa, croscarmellose
natri, natri laury! sulfat, povidon K30, cellulose vi tinh thé, acid
stearic, colloidal silicon diokyd, opadry Il white, opadry clear.

CHI DINH |

Thufic dudc ding dé difu trf nhigm khudn do vi khudn nhay cdm
gay ra’

- Nhi&m khudn thé nhe dén via & duging ho hp: viem tal gifa (de
S. pneumoniae, H. influenzae, M, catarhalis ké ca cdc ching tist
beta lactamase hay S. pyogenes), viém xoang tai phat, vigm
amidan (do 5. preumoniae, H. influenzag), viem hong tai phat (do
5. pyogenes, lign cdu beta tan mdu nhom A), can biing phit cla
vigm phé quén man tinh hodc viém phé qudn clp co boi nhidm (do
S. pneumoniae, H. influenzae) vA vigm phdi mdc phii tai cong
dong. i

- Nhi€m khudn duting tiét nidu khongflfhﬁn chimg do Escherichia
colihodc Klebsiella pneumoniag.

- Nhiém khudn ‘da va md mém khdng bifn ching do
Staphylococets aurens (gBm cdc chilng tigt bela lactamase) hay
S. pyogenes. |

- B&nh |&u khidng bign chimg.

- Bénh Lyme thoi ky ddu bifu hign bing tridu chiing ban dé loang
do Borrefia burgdorferi,

Lunr yr Nén nudl edy vi khudn, lam khang sinh 68 trudic vi trong
qud trinh didu trj. G3n phéi tién hdnh thi chitc nang than khi ¢b chi
dinh.

LIEU DUNG, CACH DUNG

Céch diing: Thudc nén duge ding trong bifa 4n dé ting sinh kha
dung. PG vol tré em 10 3 thang dén 12 twdi, khong co khi ning
nut dgc vien nén nén ding dang bofphahéndich. —
Li#u diing:

Nogwai ldn:

Nhigm khudn tai mili hong (viém hong, viém tai gidia viém
x0ang): uing 250 mg hodc 500 mg mdi 12 gib. Thoi glan diéu tri
10 ngay

Nhidm khudn hd hip dudi

Bt biing phat cla vigm phé quin man tinh, viém phé quin cip
tinh cf kém bal nhiém: udng 250 mg hoac 500 mg mdi 12 git.
Thifi gian difu trj 10 ngay vai dgt bimg phat cla viem phé quin
man tinh va 5 - 10 ngay voi viem phé quan c3p tinh co kem boi
rigm, fl

Vigm phdi méc phai tai cong ddng cho bénh nhin ngogl trd; uing
500 ma mbi 12 gid. Thoi gian didu trj 10 - 14 noay. Khi didu trj
vigm phél méc phai tal cng ddng theo kinh nghiém chia co ket
qua ciia khing sinh dé, eefuroxime phél duc ding phéi hap vii
khdng sinh khic.

Nhigm khudn dudng 1Et nigu khdng bién chifng: wing 250 mg
mii 12 git. Thiti gian didutri 7 - 10 ngay.

NhiZm khudn da v mé mém khong bién chiing: uiing 250 mg
hoac 500 mg mbi 12 gity. This gian diéu tri 10 ngay.

Bénh ldu khdng bigh chitng: 1 0, liéuduy nhit Ty M
Bénh Lyme mdi mic: uling 500 mg mbi 12 git trong 20 ngay.

Tré em: Thisi gian didu trj trung binh fhiiing kéo dai 10 ngay.

Tré em tir 3 thang dén 2 tudi: 10 .' fkg/an (167 da 125 mo/dn),
méi 12 gig 1 ldn. '

Tré em tir 2 - 12 tugi: 15 mg/kg/n (t6i da 250 mg/dn), mbi
12 gity 1 tn.

Trd 8m tiF 12 - 18 tudi: 250 mo/dn, mdi 12 git 1 (n. Liguding co
thé ting gdp ddi trong truting hpp nhifm khudn ho hip dudi ndng
hode khi nghi ngd viem phoi. Lifu ding 6 thé gidm xulng
125 mg/dn mdi 12 git 1 1dn, trung‘itruang hgp nhigm khudn tigt
g dutii. .

Digy trj bénh Lyme: Tré em tit 12 - 18 tudl: uiing 500 mg méi
12 gid trong 20 ngay.

Suy thin: Lidu khuyBn céo cho bénh nhidn suy thin dya trén b
thanh thai creatinin: |

- D4 thanh tha creatinin >30 m/phit: Khéng cén diu chinh iy,
diing liéu thang thiting 125 mag - 500 mg chia 2 1n/ngay.

- B0 thanh thai creatinin 10 - 28 ml/phit: Diing lidu théng thuiing,
1 n/ngdy.

- D@ thanh thdi creatinin < 10 miphit: Ding Féu thdng thuling,
2 ngay mot [4n.

- Bénh nhan dang thim tich mau: Ding lifu thing thiting vao cudi
mii ldn thim tach.

CHONG CHi BINH

Khiing diing cho bénh nhidn min cadm voi cefuraxime hay cdc
Kkhéng sinh nhom cephalosporin va bénh nhan man cam vdi cic
thanh phdn khdc clia thude.

CANH BAO VA THAN TRONG KHI DONG THUGC

Bénh nhan cb tién sit dj ng vdi cephalosparin, penicillin hodc
thubic khic.

NEn kigm tra chife niing thin khi didu tri bng cefuroxime, nhit (4
& bénh ahdn banh nang dang ding liéu 11 da. Nén than trong khi
cho b&nh nhdn ding déng thai voi cac thudc Igi tiéu manh, vi co
thé co tic dung bat Igi défn chitc ning than.

B&nh nhan suy than.

Diing cefuroxime dai noay cd thé lam chiing khiing nhay cm phét
118 qua mifc. C4n theo dol nguisi banh cdn thin. N& b bii nhifm
nghiém trong trong khi difutr, phii ngitng st dung thude.

VI&m dal trang gid mac cf thé xdy ra khi sit dung céc khang sinh
phd rong, vi vy cdn quan tam chin doén bénh ndy va diéu tri
bing metronidazol cho bénh nhan bj tiéu chay nang do ding
khang sinh. N&n than trong khi ding khang sinh phd rong cho
nhilng ngudl ¢ bénh dudng tidu hoa, dac bigt 1 vidm dai trang.

DA ghi nhan tang nhim ddc thin khi ding déng thdi cdc khéng
sinh aminoglycosid va cephalosporin.

Mt 56 khang sinh caphalosporin (trong d6 ¢o cefuroxime) 6 khi
néng gdy dding kinh, dic bigt trén bénh nhin co chic ndng than
sy gidm mé khing duige higu ¢hinh gidm (14 khdng sinh. Trong
qud trinh diéu trj néu xuat Kign co gifit nén ngitng thulic va 5 dung
cdc thudc didu tri dbng kinh thich hop.

SU DYNG THUGC CHO PHY NO CO THAI VA CHO CON BU

| Phu ni od thal: Cac nghin ciu trén chudt nhat va thd khong thiy
| co ddu higu ton thugng kha ndng sinh sdn hodic cb hal cho bao thai

do cefuroxime. Tuy nhién, chi@a c6 nghién clu ¢b kiém sodt ndo
danh gid ddy A0 A6 an toan clia thudc trén phy Nl 6 thai va do cac

| nghign céiu trén ding vat khing phii Judn tién dodn duge dap ing

clia nguis, chi diing thudc ny cho phy nl ¢6 thai khi thit cn thigt.
Phy ni cho con bu: Cefuroxime bai tiét qua slfa me & néng do
thip. Nguy cd gay tac dung khdng mong mudh trén tré bil me con
chua duge danh gid ddy dil, khd nang tich iy khing sinh o tré |
cf thé xdy ra. Vi vy, chi st dung thuSc cho phy nit dang cho con
bil sa khi cdn nhdc k§ nguy co va lgi ich, ddng thii phai theo dai
sdt tré trong qud trinh difutr| bng khang sinh cho me.

ANH HUBNG COA THUGC LEN KHA NANG LAI XE VA VAN HANH
MAY mac

Chua cd nohi&n ciu trén ddi iugng nay. Tuy nhin, thulc oo thé gay
dau ddu, ching mit, cin thin trong khi ding.

TUONG TAC, TUONG KY CUA THUGC

- Tang téc dung cla cefuroxime: Probenecid lifu cao lam gidm do
thanh théi cefuroxime & than, 1Am cho nng dd cefuroxime trong
huy#t tuong cao hdn va kéo dai hdn,

- Téng doc tinh: Cefuroxime diing dong thai véi cac thudc khang
sinh aminoglycosid hodc thudc Igi tiéu manh (nh furosemid) co
thé 1dm ting doe tinh a6l véi than.

- Gidm tic dung clia edc hormon sinh dyc nt Cefuraxime diing
duing ufing ¢6 thé dnh hudng d8n h vi khudn chi & rudt. lam gidm
t4i hdlp thu estrogen, do do co thé [Am gidm tic dung cla cac thudc
tranh thai dubing udng co chifa estrogen va progesteron.

TAC DYNG KHONG MONG MUGN (ADR)

Udt tinh 7 18 tAe duna khdng mong mudn khodng 3% o nol

bénh digu tri.

Thiféing gdp (ADR > 1/100):
Tiéu hoa: tidu chay.

Da: ban da dang sdn.

ltgap (1100 > ADR > 1/1000):

Toan than: phan tng phan v&, nhiBm ndm Candida.
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M tang bach cdu va eosin, giam bach cdu, gidam bach cdu trung
tinh, thil nghiém Coombs dugng tinh.

Tigu hoa: budn ndn, non.

Da: ni may day, ngifa.

Hiém gép (ADR < 1/1000):

Toan than: sét.

Mau: thii mau tan huyét.

Tiéu héa: viém dai trang gid mac.

Da: héing ban da dang, hi chiing Stevens - Johnson, hoai tif bigu
bi nhigm doc.

Gan: vang da i mat, ting AST, ALT, phosphatase kiém, LOH va
nding dd bilirubin huy#t thanh thodng qua.

Tiét niéu - sinh dyc: suy thin cdp va viém than ke, ting uré huyEt,
tang creatinin huyét thodng qua, nhidm khudn tit nitu, dau than,
dau nidu dao hodc chiy méu, tifu tign kho, viem am dao, nhiém
ndm Candida dm dao, nglia va kich dng 4m dao.

Thén kinh trung udng: con co gigt (khi ding lidu cao trén bénh
nhdn suy thin), dau ddu, kich djng.

Biy phén khac: dau khdp.

Thiing bao ngay cho bic s hodc dugc sTnhing phan dng cd hai
aép phai khi sit dung thudc.

Céch xii tr téc dung khéng mong mudn:

Ngiing cefuroxime. NEu dj dng hodc qud min nghiém trong cdn
ti€n hanh didu tri hd trg (ddm béo thong khi va sl dyng adrenalin,
oxyaen, tiém corticosterold tinh mach).

Néu viém dal trang gid mac thé nhe thuiing chi cdn ngiing thudc,
céc truting hdp thé vira va ndng, cdn phai truyén dich va dign gidi,
bd sung protein va difu tri khdng sinh co tic dyng khang
Clostrigium difficile (metronidazol hodc vancomycin ding duing
udng)-GAn than-trgng kidm tra tién sU s dyng thudc trong truding
hgp nghi vigm dai tring gid mac do bénh ¢ thé xult hign mudn
sau 2 thang, tham chi mudn hon sau khi da ngimg phéc d8 diéu tr
khéng sinh.

QUA LIEU VA CACH XU TRi

Triéu chitng c4p: Bubn ndn, non va tiéu chay. Tuy nhién, co thé

gdy phén {ing tang kich thich thdn kinh co va con co gidt, nhdtlad |

nguii suy than.

X trf: Cén quan tdm dén kha néng qué lidu cha nhifu loai thudc, sy
tuang tac thudc va duge dong hoc bt thuing & ngutsi bénh.

Béo vé dubng hd hdp cla nguisi bénh, hd trg thdng thodng khi va
truyén dich. NEu phét trin cdc con co gidt. ngima ngay sif dung
thude; oo thé si dung ligu phap chéng co gidt néu cd chi dinh vé
lam sang.

Thdm tach méau cd thé loai bd thude khéi mau, nhung phdn ln vigc
didutri 1 hf trg hodic gidi quy#t trigu ching.

DAC TiNH DUGC LIC HOC

Nhdm duge ly: Khéng sinh cephalosporin thé hé 2.

Ma ATC: J01D C02.

Cefuroxime 13 khdng sinh cephalosporin ban tdng hop thé hé 2.
Cefuroxime axetil 1 tién chdt, ban thin chua co tac dung khing
khudn, vao trong co thé bi thily phan dui tic dung clia enzym
esterase thanh cefuroxime méi ¢6 tac dung.

Cefuroxime c6 tac dung diét vi khudn dang trong gial dogn phat
trién va phdn chia bing cdch ic ché ting hap thanh t& bao vi
khudn. Thubc gén vio cac protein gén penicillin (PBP), 14 cic
protein tham gia vao thanh phn ciu tao mang té bao vi khudn,
déng vai trd 14 enzym xiic tac cho giai doan culi ciing clia qua trinh
téng hop thanh t& bao. K&t qud 1 thanh t& bao dugc tng hop s bi
yéiu i va khdng bén dutii tic dding cla 4p life tham thau. Al lyc gén
clia cefuroxime visi PBP ciia c4c loal khic nhau sB quy8t dinh phd
tac dyng ciia thubc.

Téc dung digt khudn ciia cefuroxime phy thudc vao thii gian. Do
vay, muyc tibu cdn dat clia ché @0 liéu 1A 151 w hda khoding thdi gian
phai nhim cia vi khudn véi thudc. Thai gian néing 49 thudc trong
mdu Idn han ndng d (ic ché tai thidu ciia khang sinh vdi vi khudn
phin ip (T > MIC) 1 thong s8 duge dong hoc/duge e hoc cb lign
quan chat chi higu qud didu tri clia cefuroxime. T > MIC cdn dat it
nht 40 - 50% khodng c4ch gilla 2 1dn dua thubc.

Phd khdng khudn

Cefuroxime c6 hoat tinh in vitro trén vi khudn Gram &m 16l hon cac
khéng sinh cephalosporin thé hé 1, nhung phd tac dyng trén vi
khudn Gram &m lai hep hon so véi cdc khang sinh cephalosporin
thé hé 3. Cefuroxime bén viing hon dudi tac ddng thily phan cia
enzym beta lactamase so voi cefamandol, do dé cf tic dyng tot
hon trén cdc ching tift ra beta-lactamase nhu Haemophilus
influenzae, Neisseria, Escherichia coli, Enterobacter va Klebsielia.
Trén vi khudn higu khi Gram duong: Cefuroxime c6 téc dyng trén
Staphylococcus aureus (k€ cd ching tigt va khong tiét
penicillinase), Staphylococcus epidermidis va cd hoat tinh cao

trén cac chiing Streptococcus (lign cdu nhom alpha va beta tan
mau). Cac chiing tu cdu khang lai nhém khéng sinh penicilin
khang penicillinase (methicillin, oxacillin), cdc ching Enterococc!
(bao gfim E. faecalis) va Listeria monocytogenes dBu da khang lai
cefuraxime.

Trén vi khudn higu khi Gram 4m: Cefuroxime c6 tac dung trén hdu
hét cac cdu khudn Gram &m va nhifu trc khudn Gram dm bao
98m & cdc vi khudn ho Enterobacteriaceae (gbm Citrobacter
diversus, C. freundii, Enterobacter aerogenes, Eschenchia col,
Kiebsiella pneumoniae. Proteus mirabilis, Prowvidencia stuarti,
Salmonella vd Shigelia). Da s0 cdc ching Morganeila morganii,
Providencia rettgeri, Proleus vulgaris, Enterobacter cloacae,
Legionella, Pseudomonas, Campylobacter, Serretia déu da khdng
lai cefuroxime.

Cefuroxime cd hoat tinh cao trén Haemophilus influenzae (k8 ¢d
cdc chiing dd khing lai ampicillin, H. parainfiuenzae vd Moraxella
catarrhalis. Cefuroxime ciing ¢ tic dung t6t trén Neisseria
gonorrhoeaeva N, meningitidis.

Trén vi khudn ky khi: Gefuroxime c6 hoat tinh trén Actinomyces,
Eubacterium, Fusobacterium, Lactobacillus, Peptococcus,
Pepto-streptococcus, Propionibacterium va trén mdt s6 ching
Clostridium nhimg khong tic dyung trén C. difficile. Da s cdc
chiing Bacteroides fragilis déu da khang lai cefuroxime.

Khdng thude

Vi khudn khang lai cefuroxime chil yéu theo ca ché bién d6i PBP
dich, sinh beta-lactamase hodc lam gidm tinh thdm cla
cefuroxime qua mang t§ bao vi khudn,

DAC TiNH DUGC DONE HOC

Sau khi udng cefuroxime axetil duge hdp thu qua dubing tidu hoa va
nhanh chang bj thily phan & nigm mac rubt va trang mau g€ tae
thanh cefuroxime viio hi tuin hodn. Sinh khd dyng dubing uing
clia thuc thay d6i phy thudc vao dang bao ché va sy oo mat cla
thilc &n trang Gng tidu hda. Thudc duge hap thu tot nhat khi wing
trong bl &n. Sinh kha dyng sau khi udng vién nén cefuroxime lic
461 vao khodng 37% va dat 52% néu ubing ngay trong bila an hodc
ngay sau khi n.

Thude dat nfing Ao 16 da 4 - 6 pg/mi vao khodng 3 git sau khi uling
hén dich chita 250 mg cefuroxime. Néng dd dinh trong huygt tugng
cla hin dich udng dat trung binh 71% ndng dd dinh trong huygt
twong cla thudc vién, Do doé, thudc vién va hbn dich ulng
ceturoxime khing thé thay thé nhau tuong quan mg/mg.

Khodng 33 - 50% lugng cefuroxime trong mau lign k&t vai protein
huy#t tuong. Cefuroxime phdn bd rong rdi dén cc t8 chidc va dich
trong co thé, xdm nhap vao ci tuyén tidn ligt, dich mang phéi,
diim, dich tigl ph€ quan, xuong, mat, dich 1l viém, dich ming
byng, hoat dich va thily dich. Thé tich phin bd bigu kign & ngudi
ln khie manh trong khodng 9.3 - 15,8 lit/1,73 m’. Mt lugng nhd
cefuroxime di qua hang rao mau nao trong trubing hgp mang ndo
khaing bi viém. Tuy nhién, cefuroxime chi dat dugc ndng do didu tri
trong dich ndo tiy khi tigm finh mach trong trubng hgp cb viem
mang ndo. Thudc qua nhau thai v ¢ bai tigt qua sla meg.
Cefuroxime khéng bj chuyén hoa va dugc dao thai & dang khong
bi#n ddi bai qua trinh loc & cdu thin va bai tigt & dng than.

Thisi gian ban hiy trong huyét tuong khodng 1 - 2 gib. Trong trubing
hop suy thin, thi gian ban hiy kéo dai hon, dao ding ti 1,9 -
16,1 gits tisy thue miic 44 suy than. Thudc dat ndng df cao trong
nutic tiu. Probenecid dic ché thai tris cefuroxime qua 8ng than, lAm
cho néng af cefuroxime huyét tuong tang cao va kéo dai hon.
Cefuroxime chi thdi trif qua mat voi lugng rdt nhd.

Thdm phan mau va thim phan phic mac c6 thé loal trir duge
cefuroxime trong tudn hodn,

HANDUNG 36 thang ké tif ngay sin xudt.
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TIEUCHUAN  TCCS,
TRINHBAY  HOp 02 vix 05 vién.
TuEnHAR
e T
STADA GMP ChauAu

¢ONG TY c8 PHAN PYMEPHARCO
166 - 170 Nguyén Hug, Tuy Hoa, Phis Yén, Vigt Nam
Thanh vién tdp dodn STADA Arzneimitiel AG - Bic
Stadastrake 2-18, 61118 Bad Vilbel, Germany

Eﬁ




