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NEGACEF 500

Each film-coated tablet contains 500 mg Cefuroxime

Box of 2 blisters x 5 film-coated tablets

AXX - XX

NEGACEF 500
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COMPOSITION - Each film-coated tablet contains

| N EGACEF 500 Geturcxime axetl a.q. 1o Gefuroxime 500 mg
INDICATIONS, CONTRAINDICATIONS, DOSAGE,

| Box of 2 blisters x 5 film-coated tablets ADMINISTRATION - Plead the lenfiet Inside,
STORAGE - In a dry, cool place (below 30°C),
PYMEPHARCO JOINT STOCK COMPANY Prolect from light.
166-170 Nguyen Hue Str., Tuy Hoa City, SPECIFICATION - In-house.
| ] | PhuYen Prov., Vietnam KEEP OUT OF REACH OF CHILDREN
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NEGACEF 500

Méi vién nén bao phim chia 500 mg Cefuroxim
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HUONG DAN SU DUNG THUOC
Rx
Thudc bdn theo don. Néu can thém thong tin, xin hoi y kién bdc sy.
DPoc kp huedng dén sir dung truée khi ding. Pé xa tam tay tré em.

NEGACEF 500

(Cefuroxim 500 mg)

THANH PHAN: Mdi vién nén bao phim chira:

Cefuroxim axetil trong duong cefuroxim 500 mg

Td duwgc: Microcrystallin cellulose, natri croscarmellose, tinh byt ngd, magnesi stearat, talc, hypromellose, titan dioxid.
DUQCLUCHOQC

Cefuroxim la khang sinh ban tng hop phd rong, thude nhom cephalosporin. Cefuroxim axetil 14 tién chét cia cefuroxim, chit nay c6 rét it
hoat tinh khang khudn khi chua bj thiy phén thanh cefuroxim trong co thé sau khi dugc hip thu.

Cefuroxim ¢6 hoat tinh khéng khudn do trc ché tong hgp vach té bao vi khuén bing céch gin vao céc protein dich thiét yéu (cac protein gén
penicillin). Nguyén nhén khang thudc ¢6 thé 1a do vi khudn tiét enzym cephalosporinase. hogc do bién dbi cac protein gin penicillin.
Cefuroxim ¢6 hoat tinh khang khuén hiru hi¢u va rét dac trung chéng nhiéu téc nhan gay bénh thong thuomg, ké ca céc chiing tiét beta -
lactamase/ cephalosporinase ctia ca vi khuin gram dwong va gram 4m. Cefuroxim diic biét rt bén voi nhidu enzym beta - lactamase cta vi
khuén gram am,

Phé khang khudn

Cefuroxim c6 hoat tinh khang cdu khuén gram dwong va gram 4m wa khi va ky khi, ké ca hiu hét cac chung Staphylococeus tiét
penicilinase, va ¢6 hoat tinh khang vi khudn dudng rudt gram am. Cefuroxim c6 hoat lyc cao, vi vy cé ndng dé tre ché téi thiéu (MIC)
thp d6i véi cdc chung Streptococcus (nhom A, B, C va G), céc ching Gonococeus va Meningococcus. Ban ddu, cefuroxim vén ciing c6
MIC thép di véi cac ching Gonococcus, Moraxella catarrhalis, Haemophilus influenzae va Klebsiella spp. tiét beta - lactamase. Nhung
hién nay, & Viét Nam nhiéu vi khuin da khéng cefuroxim, nén MIC ctia thubc déi vai céc ching nay da thay déi. Cac ching Enterobacter,
Bacteroides fragilis va Proteus indol duong tinh da giam d§ nhay cam véi cefuroxim.

Céc ching Clostridium difficile, Pseudomonas spp., Campylobacter spp., Acinetobacter calcoaceticus, Legionella spp. déu khong nhay
cam véi cefuroxim,

Céc chiing Staphylococcus aureus, Staphylococcus epidermidis khang methicilin déu khang ca cefuroxim. Listeria monocytogenes va da
s ching Enterococcus ciing khang cefuroxim.

Cic s6 li¢u trong béo céo ciia don vi giam sat do nhay cam cia khang sinh & Viét Nam (ASTS) 1997, 1999 cho thiy cefuroxim vén c6 hoat
tinh hiru hi¢u chéng Salmonellavéity 1& nhay cam 100% trong cdc mAu phan 1ap nam 1996 tai bénh vién trung vong Hué.

Tinh hinh khang cefuroxim hién nay cua céc vi khuén 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. aureus: 33% (1998); E. coli: 33,5% (1998); Klebsiella spp: 57%
(1997); Enterobacter: 59%(1998).

Céc nghién ciru mai déy vé tinh hinh khéng thudc & Viét nam cho thiy cac ching Haemophilus influenzae phan 14p dugc & tré em khoe
manh, khang cefuroxim véi ty 1& cao. Mirc G khang cefuroxim cua tét ca cac ching H. influenzae & tré khoe manh 1a 27% theo thong béo
s64 (1999) ciia ASTS. Tinh hinh nay tht 1a nghiém trong va cho thdy phai han ché sir dung céc khang sinh phd rong, chi dung cho ngudi
bénh b nhiém khuén nang.

DUQCDPONG HQC

Sau khi ubng cefuroxim axetil dugc hdp thu qua duong tiéu héa va nhanh chéng bi thity phan & niém mac rudt va trong mau dé phong thich
cefuroxim vao hé tudn hoan.

Thude duge hip thu tét nhét khi duge udng trong bira an.

Néng d¢ tdi da trong huyét thanh dat dugc vao khoang 2-3 gior sau khi udng thudc trong bira &in. Thoi gian ban hity trong huyét thanh tir 1-
1,5 gior. Mirc d6 gén két voi protein thé hién khéc nhau tir 33-50% iy theo phuong phap duoc ding.

Cefuroxim khong bj chuyén héa va duge dio thai boi qua trinh loc & ciu than va thai & dng than.

Diing probenecid ddng thoi s& lam tang dién tich duéi duomg cong dén 50%. Nong do cefuroxim bj giam khi thdm phan.

CHIDINH

Nhi&m khudn thé nhe dén vira duomg hé hip duéi nhu viém phé quan cdp vaman.

Nhi&m khuén dudng h6 hdp trén nhu nhidm khuén tai, mii, hong: viém tai giira, viém xoang, viém amydal, viém hong.
Nhiém khuén ni¢u - sinh duc khdng bién chimg: viém bé than, viém bang quang, viém ni¢u dao.

Nhiém khuén da va mé mém khong bién chimg nhw myn nhot, mii da, chéc 16.

Bénh 13u, viém niéu dao cép khong bién chimg do 1au cau va viém ¢ tir cung.

LIEULUQNG VA CACHDUNG

Nguwoilon:

Trong bénh viém phé quan: 500mg x 2 lan/ngay.

Trong dasd truomg hop nhiém tring & vi tri khéc: 250mg x 2 1an/ngay

Nhiém tring dudng niéu khéng bién chimg: 125mg x 2 1an/ngay.

Bénh 13u khong bién chimg: lidu duy nhét 1g dwrge khuyén céo.
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Tréem:

Liéu thong thurong: 125mg x 2 1an/ngay hay 10 mg/kg x 2 1dn/ngay. Liéu t&i da 250 mg/ngay.

Tré em 22 wdi mic bénh viém tai giira: ¢6 thé ding 250mg x 2 1n/ngay hay 15mg/kg x 2 lan/ngay. Liéu t6i da 500 mg/ngay.

Déi v6i nhimg truong hop dung lidu it hon 500mg/lan, c6 thé sir dung vién cefuroxim 250mg hay céc dang thubc g6i cefuroxim dé chia
liéu cho phii hop.

Trueomg hop suy than: Liéu khuyén cdo cho bénh nhan suy than dya trén d thanh thai creatinin:

- D§ thanh thai creatinin > 30ml/phut: Khong cn diéu chinh lidu, ding liu thong thuong 125mg - 500m g chia2 l4n/ngay.

- D thanh thai creatinin 10 - 29ml/phat: Ding lidu thong thudng mbi ngay mét 1an.

- D thanh thai creatinin < 10ml/phit: Diing lidu thong thudmg hai ngay mét lin.

- Bénh nhan dang thdm téch méu: Dung liéu thong thudmg vao cudi mdi 1dn thém tach.

THAN TRONG

Bénh nhan c6 tién sir dj mg v&i cephalosporin, penicillin hogc thuéc khéc.

Nén kiém tra chire néing thn khi diéu trj bing cefuroxim, nhit1a & bénh nhan bénh ngng dang dung lidu téi da. Nén than trong khi cho bénh
nhén diing ddng thoi voi cde thude li tidu manh, vi c6 thé ¢6 tac dung bét lgi dén chire nang thén.

Bénh nhén suy thén,

Dung cefuroxim dai ngay c6 thé lam chiing khong nhay cam phat trién qua mire. Cén theo doi ngudi bénh can than. Néu bj bi nhiém
nghiém trong trong khi diéu tri, phai ngimg sir dung thuéc.

Viém dai tring gid mac c6 thé xdy ra khi sir dung céc khang sinh phé rong, vi vy cin quan tdm chén doén bénh nay va diéu trj bing
metronidazol cho b¢nh nhén b tiéu chay nang do dungkhang sinh. Nén than trong khi ding khéng sinh phérong cho nhimg ngudi ¢d bénh
dudng tiéu hoa, dgc biét 1a viém dai trang.

Da ghinhan tang nhiém dc than khi dung ddng thoi cic khéng sinh aminoglycosid va cephalosporin.

CHONG CHi PINH

Khéng dung cho bénh nhan min cam véi cefuroxim hay cic khéng sinh nhém cephalosporin va bénh nhan man cam véi c4c thanh phén
khéc cua thude.

TUONG TACTHUOC

- Giam tac dung: Ranitidin v6i natri bicarbonat 1am giam sinh kha dung ctia cefuroxim axetil. Nén dung cefuroxim axetil céch it nhat 2 gior
sau thudc khing acid hogic thube phong bé H,, vi nhimg thudc nay 6 thé lam tang pH da day.

- Tang téc dyng: Probenecid liéu cao 1am giam d¢ thanh thai cefuroxim & thén, 1am cho ndng do cefuroxim trong huyét trong cao hon va
kéo dai hon.

- Tang djc tinh: Aminoglycosid lam ting kha nang gay nhiém dgc than.

PHUNU COTHAI VA CHO CONBU

Phu nit cé thai: Chi ¢ nghién ciru trén stic vat, nghién ciru trén ngudi rit han ché. Do d6, chi duing thudc khi that cin thiét.

Phunit cho con bi: Cefuroxim bai tiét qua sitame do d6 cin than trong khi diing cefuroxim &ngudi me cho con b,

TACDUNG CUATHUOC KHI LAI XE VA VAN HANH MAY MOC

Chua c6 nghién ciru trén d6i tuong nay. Tuy nhién thudc c6 thé gay chéng mat, cén thn trong khi dung.

TAC DUNG KHONG MONG MUON

Utetinh ty 1¢ tac dung khong mong muén khoang 3% sé ngudi bénh didu tri.

Thieong gap: Tiéu chay, ban da dang sén.

It gap: Phan tmg phan v¢, nhidm ndm Candida, tng bach céu wra eosin, giam bach cdu, giam bach ciu trung tinh, thir nghiém Coombgf A ﬁ c 0

*

duong tinh, budn ndn, nén, ndi may day, ngira, ting creatinin trong huyét thanh.
Hiém gap: Sbt, thiéu mau tan huyét, viém dai trang gia mac, ban do da hinh, hoi chimg Steven - Johnson, hogi tir biéu bi nhiém doc, vang 4%
da &t mdt, tang nhg AST, ALT, nhidm dc than c6 ting tam thoi ure huyét, creatinin huyét, viém than k&, con co gidt (néu lidu cao va suyly
thin), dau déu, kich dong, dau khop.

Théng béo cho thy thude tac dung khong mong muén gap phai khi sir dung thubc.
QUA LIEU VA XU'TRI

Qud liéu cdp: Phin 16m thube chi gay budn non, non, va tiéu chay. Tuy nhién, ¢6 thé gay phan img tang kich thich than kinh cova
gidt, nhétla dngudi suy than., S
Xk tri qud liéu: Cén quan tim dén kha naing qué liéu ciianhidu loai thuée, sy twong téc thude va duge dong hoe bat
Bao v¢ duong hé hép ciiangudi bnh, hd trg thong thodng khi v truyén dich. Néu phit trién céc con co giat, nginde
thé sir dung liéu phap chéng co gidtnéu c6 chi djnh vé 1am sang.

Thém tach méu c6 thé logi bo thuéc khoi méu, nhung phén 16n vige diéu tri 1a hd trg hoge giai quyét

HANDUNG : 36 thang ké tir ngay san xuét

BAO QUAN : Noi khd, mét (du6i 30°C). Tranh 4nh sang.
TIEU CHUAN : Tiéu chuin co'so.

TRINHBAY : Hop 2 vi, vi 5 vién.

Cong ty ¢ phin PYMEPHARCO :

166 - 170 Nguyén Hug, Tuy Hoa, Phi Yén, Viét Nam T(°5NG GIAM DOC
TUQ.QUC TRUONG
P.TRUONG PHONG
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