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Noruxime 500 “

Cefuroxime 500mg
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Thanh phin: Composition:

Cefuroxime (Dudi dang Cefuroxime axetil) 500mg Cefuroime (As Cefuroxime axetil} ... 500mg
Tddwevd ... n miranseidbysnss 1 vién Excipients s.q f . 1 caplet
Chi djnh, Chéng chi djnh Indications, Contra-indications

Lifu ding-Cdch ddng: Dosage and administration:

Xem t3 hudng ddn st dung trong hop. See the enclosed leaflet

B‘ Prescription only medicine

Box of 1 blister of 10 film-coated caplets

Noruxime 500

Cefuroxime 500mg

Npiy SX :

HD

S0 18 35X ¢

AM VI PHARMACEUTICAL JOINT-STOCK COMPANY §
Dffice: 422/18 Ho Van Hue St - Phu Nhian Dist. - HCMC - VN
Mnf in: Lot B14 - 3, Lot B14 - 4, Agad N13, Bong Nam Industrial Park - Cu Chi Commune - HOMC - VN

Bdo quédn: Storage: Store in a cool and dry place, below 30°C,
Nk khd mét, nhist a0 dudi 30°C, tranh 4nh sing keep away from light

Tidu chun: USP30. Spacification: USP 30

Dé xa tdm tay iré em. Keep out of raach of children.

Boc ki hudng din s dyng trude khi ding. Carefully read the prescriplion before use.
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Nhan vi

S6 16 san xudt va han dung dugc dp ndi trén vi
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NORUXIME 500
Vién nén dai bao phim
THANH PHAN
Cong thire cho 1 vién nén dai bao phim:
- Cefuroxime (Dudi dang Cefuroxime axetil).issswmmemsmssssssssmsssosssossssosssemsesenmassmnamseesne I 00 ML
- T4 duogc (Microcrystalline cellulose, Natri starch glycolat, Polyvidon, Aerosil, Disolcel, [ !&
Magnesi stearat, Talc, Hypromellose, Titan dioxyd, P.E.G.6000, Déu Parafin, ’
ENANOI 96%) .....vvvvenrssvesnseeesesseneesssassnenseesssssssssssssesssssssessesssasssssesssnessesseasessssssssneneessananessss Vo 1 VIEN /
DUQC LUC HQC
- Cefuroxime la khang sinh ban téng hop phd rong, thudc nhom cephalosporin, thudc udng Ia dang axetil este.

Cefuroxime axetil 1a tién chét ctia cefuroxime, chét nay c6 rat it hoat tinh khang khuan khi chua bi thiy phan
thanh cefuroxime trong co thé sau khi dugc hép thu.

- Cefuroxime c6 hoat tinh khang khuén do e ché tong hop vach té bao vi khuén bing céch gin vao céc
protein dich thiét yéu (cac protein gin penicilin). Nguyén nhén khang thude c6 thé 1a do vi khuén tiét enzym
cephalosporinase, hodc do bién doi cac protein gin penicilin.

- Cefuroxime c6 hoat tinh khang khudn hiru hiéu va rit dic trung chong nhiéu tic nhan gdy bénh théng
thuomg, ké ca cac ching tiét beta - lactamase/ cephalosporinase cua ca vi khuan Gram dwong va Gram &m.
Cefuroxime dic biét rat bén véi nhiéu enzym beta - lactamase cta vi khudn Gram am.

- Phé khdng khuan:

* Cefuroxime c6 hoat tinh khang ciu khudn Gram duwong va Gram am ua khi va ky khi, k& ca hu hét cac
chung Staphylococcus tiét penicilinase, va ¢6 hoat tinh khéng vi khuan duong rugt Gram dm. Cefuroxim c6
hoat Iyc cao, vi viy c6 ndng do irc ché t6i thidu (MIC) thap déi véi céc ching Streptococcus (nhém A,B,C va
G), cic ching Gonococcus va Meningococcus. Ban dAu, cefuroxime vén ciing c6 MIC thap doi v6i cac ching
Gonococcus, Moraxella catarrhalis, Haemophilus influenzae va Klebsiella spp. tiét beta - lactamase. Nhung
hién nay, ¢ Viét Nam nhiéu vi khuan d4 khéng cefuroxime, nén MIC cia thudc ddi voi cac chung nay da thay
dbi. Cac chirg Enterobacter, Bacteroides fragilis va Proteus indol duong tinh dd giam d§ nhay cam voi
cefuroxime. e
- Cac ching Clostridium difficile, Pseudomonas spp., Campylobacter spp., Acinetobacter calcoaceticus,

Legionella spp. déu khéng nhay cam véi cefuroxime. NG
- Céc chung Staphylococcus aureus, Staphylococcus epidermidis khang methicilin déu khang cé cefuroxime. PH
Listeria monocytogenes va da so chiung Enterococcus cling khéng cefuroxime. o
- Céc sb liéu trong bao cdo cia don vj giam sat 46 nhay cam cuia khang sinh & Viét Nam (ASTS) 1997, 1999 '

cho théy cefuroxim vAn c6 hoat tinh hitu higu chéng Salmonella véi ty 1& nhay cm 100% trén cac mAu phan 1ap
nam 1996 tai bénh vién trung wong Hué. -
- Tinh hinh khang cefuroxime hién nay ciia cac vi khudn gdy bénh da ting nhu sau: Shigella flexneri: 11%

(1998), Proteus mirabilis: 28,6% (1997); Citrobacter freundii: 46,7% (1997); S.viridans: 31% (1996); S. o
aureus: 33% (1998); E. coli: 33,5% (1998); Klebsiella spp: 57% (1997); Enterobacter: 59% (1998). .
- Céc nghién ciru méi day vé tinh hinh khang thubc & Viét nam cho thdy cac ching Haemophilus influenzae &S
phén 14p dugc & tré em khoe manh, khang cefuroxime véi ty 1€ cao. Mirc do khang cefuroxime cua tat ca cic *v.i.r
ching H.influenzae & tré khoe manh la 27% theo thong bao s0 4 (1999) ctia ASTS. Tinh hinh nay that la nghiém “w
trong va cho thay phai han ché sir dung céc khang sinh pho rong, chi ding cho ngudi bénh bi nhiém khuan ning. ZN
DUQC PONG HQC Z

- Sau khi uéng, cefuroxime axetil dugc hip thu qua dudng tiéu héa va nhanh chéng bj thiy phén & niém mac N

rudt va trong méu dé phong thich cefuroxime vao hé tuin hoan. Thudc dugc hép thu tét nhét khi ubng trong bira
an. Néng do dinh ciia cefuroxime trong huyét twong thay ddi tity theo dang vién hay hdn dich.Thudc dat nong
d6 t6i da 4 - 6 mg/lit vao khoang 3 gidr sau khi uéng 250 mg hén dich. Nong 6 dinh trong huyét twong cia hén
dich ung dat trung binh 75% ndng d¢ dinh trong huyét twong cua thube vién. Do d6, thude vién va hdn dich
ubng cefuroxime axetil khong thé thay thé nhau theo tuong quan mg/mg.

- C6 16i 50% cefuroxim trong hé tudn hoan lién két véi protein huyét twong. Nira doi cia thudc trong huyét
tuong khoang 70 phut va dai hon & ngudi suy thén va & tré so sinh.

- Cefuroxime phan bé rong khp co thé, ké ca dich mang phdi, dom, xuong, hoat dich va thiy dich. Thé tich
phén b biéu kién & ngudi 16n khée manh nim trong khoang tir 9,3 - 15,8 11,73 m?. Cefuroxime di qua hang
rao mau no khi mang - n3o bi viém. Thudc qua nhau thai va c6 bai tiét qua sira me.
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- Cefuroxime khdng bj chuyén héa va dugc thai trir & dang khéng bién doi, khoang 50% qua loc cdu than va
khoang 50% qua bai tiét & éng than. Thudc dat nong d6 cao trong nuéc tieu. Probenecid ic ché thai trir
cefuroxim qua éng than, 1am cho ndng d¢ cefuroxime trong huyét twong tang cao va kéo dai hon. Cefuroxime
chi thai trir qua mét vai lugng rat nho.
- Nébng do cefuroxime trong huyét thanh bj giam khi thim tach.
CHI PINH

Thudc uéng cefuroxime axetil dugc ding dé diéu tri nhiém khuén thé nhe dén vira & dudmg hé hdp dudi,
viém tai giita va viém xoang tai phat, viém amidan va viém hong tai phat do vi khuan nhay cam gay ra. Tuy
nhién, cefuroxime khong phai 14 thudc lya chon hang déu dé diéu tri nhimg nhiém khuén ndy, ma amoxicilin
m6i 14 thudc wu tién sir dung hang diu va an toan hon. Cefuroxime axetil ciing dugc ding dé dieu tri nhiém
khuin dudng tiét ni¢u khéng bién chimg, va qhiém khuén da va m6 mém do céc vi khuan nhay cam gy ra.
Cefuroxime axetil udng ciing dugc ding dé diéu tri bénh Lyme thoi ky du biéu hién bang triéu chimg ban do
loang do Borrelia burgdorferi.

CHONG CHi PINH /w',x
Ngudi bénh cé tién sir dj img véi khang sinh nhém cephalosporin. /
THAN TRONG

- Truéc khi bt ddu didu tri bing cefuroxime, phai didu tra ky vé tién sir di umg cta ngudi bénh véi
cephalosporin, penicilin hodc thude khac.

- Vi c6 phan (mg qua min chéo (bao gdm phan (mg sbc phan vé) xay ra gitta cic ngudi bénh dj (mg voi cic
khang sinh nhém beta - lactam, nén phai thén trong thich dang, va san sang moi thir dé diéu tri sbc phan vé khi
dung cefuroxim cho ngudi bénh truée day da bi di img véi penicilin. Tuy nhién, véi cefuroxime, phéan img qua
mén chiéo véi penicilin ¢6 ty 1& thap.

- Mic dau cefuroxime hiém khi gdy bién @éi chuc ning than, vin nén kiém tra thin khi diéu trj bing
cefuroxime, nhét 1a & ngudi bénh 6m nang dang dung liéu ti da. Nén than trong khi cho ngudi b¢nh dung dong
thoi véi cée thude loi tiéu manh, vi ¢6 thé c6 thc dung bét loi dén chirc nang than.

- Dung cefuroxime dai ngay c6 thé 1am c4c ching khong nhay cam phat trién qua mirc. Cén theo ddi ngudi
bénh cin than. Néu bi bdi nhiém nghiém trong trong khi diéu tri, phai ngimg sir dung thuée.

DA ¢6 bao cdo viém dai trang mang gia xdy ra khi sir dyng céc khéng sinh phd rong; vi vy cin quan tdm chén
do4n bénh nay va diéu tri bing metronidazol cho ngudi bénh bj tiéu chay ning do dung khang sinh. Nén hét strc
thén trong khi ké don khang sinh phd rong cho nhing ngudi c6 bénh dudng tiéu héa, ddc biét 1a viém dai trang.
- Da ghi nhan ting nhiém doc than khi diing dong thdi céc khang sinh aminoglycosid va cephalosporin.

THOI KY MANG THAI

- Céc nghién ciru trén chudt nhit va chudt cbng khong thay c6 déu hiéu tén thuong kha nang sinh san hoac c6
hai cho bao thai do thu6c cefuroxime.

- Sir dung khang sinh nay dé diéu trj viém than - bé than & ngudi mang thai khong thdy xuét hién céc tac dung
khéng mong muon & tré so sinh sau khi tiép xuc véi thudc tai tir cung ngudi me. Cephalosporin thuong duge
xem 12 an toan sir dung trong khi ¢6 thai.

- Tuy nhién, céc cong trinh nghién ctru chit ché trén ngudi mang thai con chua déy du. Vi cac nghién ciru trén
suc vat khong phai luén luén tién doén dugc dap tng cia ngudi, nén chi dung thudc ndy trén ngudi mang thai
néu thét can.

THO1 KY CHO CON BU

Cefuroxime bai tiét trong sita m¢ & ndng do thip. Xem nhu nong do nay khong ¢ téc dong trén tré dang bu sira
me, nhung nén quan tdm khi thiy tré bj tiéu chay, tua va ndi ban.

TAC DUNG KHONG MONG MUON (ADR)

Théng béo cho béc sf céc tac dung khng mong mudn gap phai khi dung thude

Ubc tinh ty 1& ADR khoéang 3% sé ngudi bénh diéu tri.

- Thuong gap ]

* Toan than: Dau rét tai chd va viém tinh mach huyét khéi tai noi tiém truyen.

* Tiéu héa: Tiéu chay.

* Da: Ban da dang sin.
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- lrgap

*  Toan than: Phan tmg phan vé, nhiém nim Candida.

* Mau: Tang bach cdu ua eosin, giam bach ciu, giam bach cau trung tinh, thir nghiém Coombs duong tinh.
*  Tiéu héa: Budn nén, non.

* Da: Nbi may day, ngua.

* Tiét niéu - sinh duc: Tang creatinin trong huyét thanh.

Hiém gap

Toan than: Sét

Mau: Thiéu m4u tan méu.

Tiéu héa: Viém dai tring mang gia. U“/
Da: Ban d6 da hinh, hdi chimg Stevens - Johnson, hoai tir biéu bi nhiém déc. /L/
Gan: Vang da (r mat, ting nhe AST, ALT.

*  Than: Nhiém ddc than c6 ting tam thoi uré huyét, creatinin huyét, viém thén k&.

* Than kinh trung wong: Con co gidt (néu lidu cao va suy than), dau dau, kich dong.

* BO phén khéac: Pau khép.

HUGNG DAN CACH XU TRi ADR

- Ngimg sir dung cefuroxime; truong hop di img hogc phan img qua man nghiém trong cn tién hanh diéu tri
hd trg (duy tri thong khi va sir dung adrenalin, oxygen, tiém tinh mach corticosteroid).

- Khi bj viém dai trang méng gia thé nhe, thudmg chi cin ngimg thudc. Véi céc trudmg hop vira va nang, cho
truyén dich va chét dién giai, bd sung protein va diéu trj bing metronidazol (mét thudc khéng khuén c6 téac dung
chong viém dai trang do Clostridium difficile).

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC

Khong anh huong dén kha ning l4i xe va van hanh may moc

LIEU LUQNG VA CACH DUNG

Liéu hegng thudc uong:

Cefuroxime axetil 1a mot acetoxymethyl ester ding theo dudng udng & dang thuéc vién hay hdn dich.

Ngudi lom:

Ubng 250 mg, 12 g mot lan @é trj viém hong, viém a-mi-dan hogc viém xoang ham do vi khuén nhay cam.
Ubng 250 mg hodc 500 mg, 12 gi mdt 14n trong cac dot kich phat cap tinh cia viém phe quan man hodc viém
phé quan cAp nhiém khuan thir phét hogc trong nhiém khuan da va mé mém khéng bién chimg. Ubng 125 mg
hogc 250 mg, 12 gié mot Ian, trong céc nhiém khudn dudng tiét nigu khong bién chimg. Udng liéu duy nhit | g
trong bénh lau ¢ tir cung hoac niéu dao khong bién chimg hoc bénh lgu truc trang khong bien chimg & phu nir.
Uéng 500 mg, ngay 2 lan, trong 20 ngay, trong bénh Lyme m&i mic.

Tré em: Chi ubng dang g6i bot pha hdn dich ham lugng 125 mg hoic dang vién ham lugng 125 mg

Viém hong, viém a-mi-dan: Uéng hdn dich 20 mg/kg/ngay (t6i da 500 mg/ngay) chia thanh 2 liéu nho; hodc
uéng 1 vién 125 mg cir 12 gio mdt lan. Viém tai gitra, choc 16: dang hén dich 12 30 mg/kg/ngay (toi da | g/ngay)
chia Jdm 2 lidu nho; dang vién 1a 250 mg, 12 gi mot lan. Khong nén nghién nét vién cefuroxime axetil, va do
d6 dbi véi tré nho tudi dang hdn dich s& thich hop hon.

Chii y: Khéng phai than trong dic biét & ngudi bénh suy than hodc dang thim tach than hodc ngudi cao tudi khi
ubng khong qua lidu tbi da thong thudmg 1 g/ngay.

Liéu trinh diéu trj thong thudng 1a 7 ngay.

Vién bao phim va hdn djch uéng khong twong duong sinh hoc véi nhau, nén khong thé thay thé nhau theo tuong
quan mg/mg.

TUONG TAC THUOC

Giam tac dung: Ranitidin v6i natri bicarbonat lam gidm sinh kha dung cua cefuroxim axetil. Nén dung
cefuroxim axetil cach it nhét 2 giér sau thudc khang acid hoac thude phong bé Hy, vi nhitng thudc nay c6 the 1am
tang pH da day.

Ting téc dung: Probenecid lidu cao lam giam do thanh thai cefuroxim & thén, lam cho ndng do cefuroximE
trong huyét tuong cao hon va kéo dai hon.

Tang doc tinh: Aminoglycosid 1am tang kha niing gy nhiém d6c than.
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QUA LIEU VA XU TRi

Qud liéu cdp:

Phin Ién thuéc chi gdy budn nén, nén, va ia chay. Tuy nhién, c6 thé gay phan img tang kich thich than kinh co
va com co gift, nhét 1a & ngudi suy than.

Xir tri qud liéu:

Cin quan tim dén kha ning qué lidu ciia nhidu loai thubc, sy twong tac thude va duge dong hoc bt thuong &
ngudi bénh.

Bao vé dudng ho hép cila ngudi bénh, hd trg théng thoang khi va truyén dich. Néu phat trién céc con co gidt,
ngimg ngay sir dung thudc; c6 thé sir dung li¢u phip chong co giat néu c6 chi dinh vé 1am sang. Thim tich mau
¢6 thé loai bd thudce khoi mau, nhung phan lon viée diéu tri 1a ho tro hodc giai quyét trigu chimg.

TIEU CHUAN CHAT LUQNG: USP 30.

TRINH BAY: Hop 1 vi x 10 vién nén dai bao phim

HAN DUNG: 36 thang ké tir ngdy san xuét. lJJ’L
BAO QUAN: Noi khd, mat, tranh 4nh sang, nhiét do duéi 25°C. /L e

Thudc nay chi diing theo su ké don ciia bdc st
Dé xa tém tay tré em.
Doc kj huwedng din sir dung truede khi ding.
Néu cén thém thong tin xin héi y kién ciia bdc st
Khi ding thubc, néu c6 diu higu khdc thiwong, nén ngung ngay va héi y kién Bdc st hodc Dugc si.
Khong ding thubc néu qud han hogc kém phim chit.

CONG TY CO PHAN DUQC PHAM AM VI
422/18 H Viin Hué, Phuwimg 9, Qudn Phii Nhugn, TP.HCM
San xudt tai
Lé B14-3, Lo B14-4, Puomg N13, Khu Cong Nghiép Pong Nam, Huyén Cii Chi, TP.HCM
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