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Ry Thudc nay chi ding theo don thudc

CEZIRNATE® 500 mg

Vién nén bao phim

Vién nén bao phim CEZIRNATE® 500mg

D& xa tdm tay tré em.

Boc ki huéing dén sir dung trudc khi diing.

1. Thanh phdn ¢ng thifc thude
Thanh phén dugc chéat:
Cefuroxim (dudi dang Cefuroxim axetil)..........ccooveeenn
Thanh phén t4 dugec:
Lactose, Natri starch glycolat, Polyvidon K30, Aerosil, Natri
croscarmellose, Magnesi stearat, Pharmacoat 606, Dioxid titan, Talc,
PEG 6000, Dau Parafin v.d. 1 vién nén bao phim.

Sle 0hbOBIMY.

2. Dang bao ché: |

- Dang bao ché: Vién nén bao phim.
- M6 t& san phdm: Vién nén dai bao phim mau trdng, Iang, mdt m3t tron,
m@t mat ¢ chir sg “500".

3. Chidinh:
CEZIRNATE® 500mg dugc chi dinh dé diéu trj c4c bénh do nhiém khudn
bao gom:
- Viém amidan c&p tinh do lién cdu khudn va viém hong.
- Viém xoang c&p tinh do vi khudn.
Viém tai giita c&p tinh.
Cac dgt biing phat clia viem phé quan man tinh.
- Viém bang quang.
Viém than bé than.
Nhiém tring da va md mém khdng bién ching.
- Bénh Lyme thi ki du.

4. Cachdingva liéu ding:

- Cdch diing: UBng, t6t nhat nén uling sau bila &n d& dat higu qué hap thutGi
w. Khéng duge nhai hodc nghién ndt vién thudt khi ung, do do khdng
thich hop ding thudc d6i voi nhilng bénh nhan khong thé nudt duge vién
thudc. Tré em nén ding dang hdn dich udng.

- Liéu ding: -
Thii gian diéu tri thong thuing 12 7 ngay (cé thé dao dong tir 5 dén 10
ngay).
Nguai Idn va tré em (=40 kg):
Chi djnh Liéu ding

500 mg 2 l4n/ngay
500 mg 2 l&n/ngay

Viém tai gitia cép tinh

Bot cdp clia viém phé quén
man tinh

Bénh Lyme

500 mg 2 lin/ngay, diéu trj trong 14
ngay (c6 thé dao dong 10 dén 21
ngay).

Pdi vdi bénh nhan bj suy than: Thudc chi yéu duge thai trir qua than.
Khuy&n céo giam lidu dé bi lai sy chdm thai trit & nhiing bénh nhén bj suy

gidm chifc nang than ro rét.
Liéu dé nghj sir dung déi véi bénh nhan suy than:
D0 thanh thai T,, (gid) Liéu ding
creatinin
>30 ml/phit/1,73 m* 14-24 Khéng cn diéu chinh lidu (125

mg - 500 mg/ I4n x 2 Idn
Ingay)

Liéu chudn cla titng ngudi mai
24 gio

10-29 ml/phit/1,73 m* 46

Liéu chun clia ting ngudii mbi
48 gid

<10 ml/phit/1,73 m’ 16,8

Nén diing thém mét liéu chudn
ciia ting ngudi & cudi giai doan
thaAm phan

Trong qud trinh thim 2-4
phdn mau

D07 vdi bénh nhdn bj suy gan: Chua ¢6 thang tin v& nh huling clia thuc
ddi vdi bénh nhan suy gan, vi thuc chil yéu thai trif qua than nén sy rdi
loan chiic ndng gan c6 thé khéing gay Anh hubing dén dugc dong hoc clia
thudc.

5. Chong chi dinh:

- Qué man vdi cefuroxim hoc bat ky thanh phén ndo clia thufic.

- Ngudi bénh qué mén véi khang sinh nhém cephalosporin.

- Tién sir qud man nghiém trong (nhu phan ng dj ing) véi bt ki thudc
khéng sinh ndo khac (penicillin, monobactam, carbapenem).

6. Canh bdo va than trong khi ding thude:

Phan ifng di ing:

- Gifing véi cdc thudc khang sinh nhém beta-lactam, cdc phén (g dj (ng
nghiém trong d6i khi gay tif vong di dugc bdo cdo. Trong truding hgp co
phan tmg dj tng nang, ¢in phai ngung dung thudc va phai thyc hién cac
bign phap didu trj kip thoi.

- Trudic khi ding Cefuroxim axetil ¢dn than trong dic bit vdi nhiing bénh
han c6 tién sif phan (ing di (mg vdi céc penicillin hodic cac beta-lactam
khac.

Phén ng Jarisch-Herxheimer. phan (ing Jarisch-Herxheimer sau

khi diing Cefuroxim axetil dé diéu tri bgn D6 1A kBt qué tnc tigp tir

hoat tinh diét khuén ciia Cefuroxim axetil d6i vai v iy bénh Lyme,

12 xodn khun Borrelia burgdorferi. N&n cho bénh nhan bié

nay |4 phé bién do viéc diéu trj bénh Lyme bing khéng sinh va th

khdi.

Su phét trién qud mic cia nhifng vi khudn khdng nhay cam:

- Ciing nhu nhiing khéng sinh khac, ding Cefuroxim axetil ¢6 thé gdy phat
trién qud mic ndm Candida. Sif dung kéo dai co thé gay phat tri€n qué
mic nhing vi khudn khong nhay cdm khéc (vi du Enterococci va
Clostridium difficile), khi d6 c6 thé cdn ngiing diéu tri.

- Vigm dai trang gid mac da duge bdo co khi ding khang sinh, va c6 thé
x3y ra miic 49 nghiém trong tif nhe dén de doa tinh mang. Vi vay cdn phéi
cin nhic chin dodn niy & nhitng bénh nhin bj tiéu chay trong hodc sau
khi diing khang sinh. Nén ngung ding Cefuroxim axetil va thay thé bing
mdt ligu phap thich hop khac dé didu tri, khong ding thudc Gc ch& nhu
dong rudt.

Anh huéng dén chan dodn xét nghigm:

- Diing cefuroxime axetil ¢ thé cho két qué duong tinh gia véi thit nghiém
Coombs. Diéu ndy c6 Anh hubing toi ket qua thit nghiém chéo vai mau.

- Vi kit qua &m tinh gid co thé xay ra khi diing xét nghiém ferricyanide, nén
st dung phuong phép glucose oxidase hay hexokinase d& xac dinh néng
d0 glucose huyét/nuyét tuong & nhing bénh nhdn dang dung Cefuroxim
axetil.

Canh béo vé 13 dirge:

Thudc c6 chifa thanh phén lactose, bénh nhén ¢6 cdc van dé vé di truyén

hi#m gap nhukhang dung nap galactose, thiéu hyt Lapp lactase hodc kém

hap thu glucose-galactose khong nén sif dung thudc nay.

7. Sit dung thudc cho phy nif c6 thai va cho con bi

- Thai ky mang thai: C6 rét it thong tin lién quan dén viéc sir dung thudc &
phu nif mang thai, cic nghién ctiu trén dong vt cho thdy thudc khing gay
tac hai I8n phdi thai cling nhu I&n sy phét trién cla thai. CEZIRNATE®
500mg chi nén sir dung cho phy ni mang thai khi lgi ich vugt tri so vai
nguy cd.

- Thdi ky cho con bi: Cefuroxim dugc bai tiét vao sla me vdi lugng nhd,
khdng thé loai trif nguy cd tiéu chay va nhiém ndm & niém mac, vi vy ¢6
thé phai ngung thudc khi dang cho con bl do nhiing tac dung bét Igi nay.
Kha ning man cim nén dugc xem xét. Chi nén sit dung CEZIRNATE®
500mg trong thdi ky cho con b khi co sy d4nh gid Igi ich/nguy cd clia bic
sl

- Khéing cd di lidu vé anh huting clia cefuroxim axetil d&n khd ndng sinh sén
4 ngudsi.

8. Anh hudng ciia thudt 18n kha nang I4i xe, van hanh may méc
Chua c6 thong tin vé anh huling ciia thubc 18n khé nang I4i xe, van hanh
mdy méc. Tuy nhién, vi thubc c6 thé gdy chéng mét, cdn phéi than trong
cho ngudi 4i xe, vin hanh may méc.

9. Tuong tac, iwong ky ciia thudc
Tuong tic ciia thudt:

- Nhiing thugc lam gidm do acid clia dich vi c6 thé lam gidm sinh kh& dung
clia CEZIRNATE® 500mg so véi sinh kh& dung khi ddi va ¢ chigu huting
lam mét tac dyng hap thu ting cuting sau bia 4n.

- CEZIRNATE® 500mg c6 thé anh huting tdi hé vi khudn duting ruft, din
d@n gidm t4i hap thu oestrogen, va lam gidm hiéu qua ciia thudc tranh thai
duting udng dugc ding k&t hap.
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Cefuroim dure bai §igt quz lpc céu thin va Snp thin, khing khuyén cio
ding ddng thii CEZIRNATE" 500myg v probenicid vi m gia ting déng
kti&dﬂn 5 dinh, didn tich dufl duling cong va thisi gian ban thai cla
I :

- 5it dung déng thii CEZIRNATE® 500mg vii thudc chiing dbng duling
is¥ing cb thé 1m gia ting INR.
Tudng ky clia thode: Do khing of cic nghikn ciu v tinh wong ky cla
thufic, khang trjn Mn thudc ndy vii cic thullc khac.

10. Tde dyng khing mong muda cda thude:

Céc 1éc dyng khing meng mudn ci thi gip phii trong qué trinh difu tr
viii CEZIRMATE® 500mg duge »8p vio cdc nham theo thir ty tin sullt nhu
4T
Rit thatng gip (=1A0), thuonp gdp (=1/100 dfn <1700, it pip
(z11000 dén <1/100), higm gdp (=1/10.000 d&n <1/1000), rdt higm

04p (<1/10.000) v khing 13 tia sudt.
T4 chile co | Thuimg gép it gép Khing rd tdn susi
thé bj dnh
huiing (50C)
Nhifm khudn | Phat trifn Phét tridn qud mic
v nhifm kj | o ndm Clostridium
sinh trimo ndm aifficile
Candida
Rl logn m&u |Ting bach [X&t nghigm | Thifu méu tan méu
v bach huyft fcdu di toan  |Coombs dudng
tinh, gidm tidu
cdu, gidm
bach cdu (a4
khi gidm
ndng)
R loan hi S8t do thulc, bénh
midn dich huyt thanh, phan
v, phan (ng Jasisch
= Hendiairnar
Rfi loan he  |Dau ddu,
thdn kinh chéng mit ||
Rbilogn h&  |Tiu chdy, |Ndn Vidm dal tsing gid
tigu hia busbin i, mac (xem cinh bio
dau byng va thin trong khi
thiing thudc)
Rl loan b8 [Tang nhe Vang da (chi véu do &
gan mt C3C men migt), widm gan
gan
R loan da vi Viém da Miy day, ngla ban
mi dudi da @0 da hinh, ki ching
Btevens-Johnsan,
heai tif bifu mo
nhi#m dc, phi mach
Thdng bdo ngay cho b sTaing tée dung khdng mong mudh gl phii
ki sif dyng thide:

11. Owd liu va cach xir tri

- Trifu chifng: Owst lidu o6 thé dn 08n nhing di ching lign qun d&n ha
thiln kinh bao gdm bénh nio, co gidt v hdn mé. Cic trity ching qus lifu
ob thé xdy ra n&u khong gidm 1ifu mt cdch phis bop & bénh nhan suy
thin.

= Xirtri: Néng 09 cisa cefuroxim trong huyEt thanh ¢ thi gidm biing thim
phén mdu hay thdm phan phiss mac.

12. Didc tinh duge lye hoe, duge ding hoe
Duyge e hyc:

Nhéem dugic 1 Khdng sinh s dyng todn than, cephalosporin thé hit 2.
M3 ATC: J01DCO2
Coehé tic dypng:

= Cetwaoxim axetil bj thiyy phn bdi enzyme estease thanh cefurodm mang
hegat tinh khiing khudn.

- Cefuroodim dic ché sy tdng hop thinh 1§ bdo vi khufn sau ki gdn voi PBPs.
Ddn dén dc ch¥ ting hop thanh t8 bio (peptidogiycan) cla vi khudn,
khign thinh t& bao vi khudin bf phan hiry va chét,

G ché oF kivdng:

- Vi khudin a8 khang 88 vl cefuroxim c6 thé 13 do mdt holc nhibu oo ché

sau ddy:

+ Thity phin bl beta-lactamase: Bao gdm (nhung khing gidi gian) bbi céc
beta-lactamase phd réng (ESBLs) v cdc enzym AmpC cd thé bi gay ra
hodic (e chié bdi mdt sd vi khudn gram m hiéu khi ahdt dinh.

« Gidm i it ciia cic protein gdn penicillin dfi v cefurgxim.

= Ching thim & ming ngodi gy cdn trd sy HEp cin cla cefurmdm wil cie
protein gdn penicillin trong vi khudn gram am.

+ Cachi¥f bam thude ciz vi khudn,

- Céc lodi o6 khi n2ng 0f kKhdng wi cic caphales porin tilim khde dykifn cb
khd ndng khing cefuroxim.

= Tiry thudc vao of chi khing thudc, cic lodi od khd ndng khing penicillin
ob thif 58 gidim tinh nhay cim hodc o8 khdng wi cefurwan,

Miie d nhay cdm cita vi khudn:

- Ti & khing thufc mic phdi phy thube vio dia I vi thii gian v of the rit
cap dii vl cdc lodl nhat dinh. Thang tin vl sirkhing thudc & dia phuong &
rét quan trong , dic bigt 1A khi déu tirj nhiEm khudn nghigm trong.

Timl alay edm fa vilro eda edc wi khudn véi ceturaxim:

- Nhing vi khudn thung nhay cdm:

- Gram duong hifu khi bao gdm: Staphylococcus aureus, Coaguiass
fegativa staphylococcus, Streplococcus pyoganes,  Straplococcys
dgatichiae,

« Gram dm hity &hi bao glm: Haemophifus fnflosnzs Haemophilus
parginfiuenzae, Moraselis catarrhalie.

= Xodn khudn: Bowrelia burgdorfert

- Nhilng vi khudn cb thé gdp viin dé v8 sy khing thudc mdc phii:

= Gram ducng higu khi: Streplococcus preumoniae.

* Gram 4m hiflu khi bao gfm: Cifrobacter freundd, Enterobacher
aerogenes, Eatsrobacler clogcas, Escherichiz colf, Klebsiella
pnewmoniaa, Proteus mirahilis, Proteusspp., Providenda 5pp..

«Gram dudng ky khi bao gdm: Paplostraplococces spp.,
Propionibacteriumspp.,

= Gram &m ky khi bao gdm: Fusobacterium spp., Bacleroides spp.

= Nhilng vi khudn win d3 khing thudc:

« Gram dugng hifu khi bao glm: Enferococcus faecals. Enferococcus
faaciom,

« Gram dm hiu khi bao pbm: Actnelobacter spp., Campylobacier spp.,
Morganells morgani, Profses. walgaris, Pseudomonas Jeruginosa,
Sefratia marcascans.

= Gram &m ky khi: Bacreroidas frapiis.

= Khic: Chiamydia spp., Mycoplasmaspp., Lagianmiaspp,

Dugc §ng hyc:
Hap thu:

- Sau khi ufing, Ceturcxim axeti) due hdp this qua dubng fitu hoa va b thity
phin nhanh trong nigm mac rut v trong mau o0F gidi phang cefurodim
vao vong tulin hodn. HAp thu 1 wi édy ra khi thudc duge uling ngay sau
bk an,

= Sai khi ving Ceferaim axetl, ndng di dinh trong huy8t thanh (2,1
meg/mi vl mdt By 125 mg, 4,1 meg/ml vl mdt 10 250 mg, 7.0
meg/ml vl mit lidu 500 mg vi 13,6 meg/mi v mt 16fu 1000 mg) st
hifin khodng 2 d&n 3 gitr sau khi thulc duge uling wii thic 3n.

Pidn B Lign k& protein duge ghi nhdn khie nhau 1 b 33% dfn 50%
phy thue vio phuding phap sif dung thuc,

Chuyén hia: Celursdm khdng bj chupdn hoa.

Thal tri¥: Thisl gian bén thii trong huyt thanh 1 trong khodng 1 dén 1.5
gid. Cefurcodm duc thai trir bing loc cu thin vi bai tit qua Sng than. D&
thanh thil ciia thin B trong khodng 125 -148mUphit/1,73%.

13. Doy cdch dbng goi

Hip 2 vi x5 vifn nén bao phim.
Hip 2 vi x 10 viln nén bao phim.
Hfp 5 vix 10 vidn nén bao phim.
H{p 10 vi x 10 vign nén bao phim,

14. Bl kifin bao guan, han ding, tigw chudn chil lvgng cla thude

Didu kin bio quin: Bio quin thuic visn nén bao phim CEZIRNATE®
500myg & ngi khd, tranh dnh sdng, nhidt 4 khing qus 30°C,

Han diing: 24 thang (ké ti ngdy san ).

Tiéu chudn chél Iugng cia thuftc: TCCS.

15. Co &6 sdn xusl

CONG TY ¢6 PHAN DUGC PHAM TW 25
4488 Nguyln Tit Thinh, P18, 0.4, TPHCM, VIET NAM
DT: (B4.78) 39.414.968 FAX: (84.28) 39.415 550



