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Cefuroxim 125 mg

Thanh phén:

Mbi vién bao phim chia:
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Zanmite 125mg—

HATAPHAR GMP -WHO
Indications Contraindications, Dosage - DUT Sln:ultmmby
Administration: See e package rset nsde St CONG TY CP DUQC PHAM HA TAY/
Specifications: USP 37 HATAY PHARMACEUTICAL JSC
Storage: Store in a dry place, below 30°C.
Keep out of reach of chik T6 déin phé 84 4 - La Khé - Ha Bang - Ha N&w

Carefulty read the accompanying inatructsons before use. Population groups No. 4 - La Khe - Ha Dong - Ha Noi

Rx PRESCRIPTION DRUG

Cefuroxim 125 mg

Composition:

Each film coated tablet contains:

Cefuroxime axetil equivalent to 125mg Cefuroxime

Excipients gs.f.. .1 tablet
Box of 1 blister uf 10 ﬁlm coaud tablets

Zanmite 125mg

Zanmite; l 2i5mg
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ZANMITE 125mg f co PHAN 1<
- Dang thude: Vién nén bao phim. | W it veg 'f;‘
- Thanh phan: M6 vién bao phim chira: 2D HA TRY <
Cefuroxim 125mg NI
(ducri dang nguyén ligu Cefuroxim axetil)

. Té dugce vira da 1 vién
(Ta dhege gom:  Natri lauryl sulfat, microcel 200, cab-o-sil M5, nairi crosscarmellose, kyron
T34, pof_;pa'asdane XL 10, magnesi stearat, opadry white).

* Durgee Iy va co ché tic dyng

- Cefumxlm la khdng sinh bin lnng hi;l'p phé rng, thude nhém cephalosporin. Cefuroxim axetil
& tién cht cua cefuroxim, chit nay 6 rét it hoat tinh khing khudn khi chua b thiy phiin thanh
cefuroxim trong co thé sau khi dugc hap thu.

- Cefuroxim ¢6 hoat tinh kl'uing khuin do tre ché téng hgp véch té bao vi khuin biing cich gin
vio céc protein dich thiét yéu (cic pmlcm ghn perI.I.Cl]lll)

- Cefuroxim ¢6 hoat tinh khing khua.n hiru hiu va rdt diic tnmg chdng nhiéu tac nhin giy bénh
thong thudmg, ké ca cic ching tiét beta - lactamasc.' cephalosponnasc cua ca vi khuan Gram
duong v Gram dm. Cefuroxim djc biét rdt bén véi nhiéu enzym beta - lactamase cia vi khuin
Gram am.

- Phé khdng khudn:

Hiéu khi gram dm: Escherichia coli, Kfehs:eﬂa sp. Proteus mirabilis, Providencia sp, Proteus
retigeri, Haemophilus influenzae (bao gém cée ching dé khing ampicilline), Haemaphh'm
parainfluenzae, Eranhameﬂa catarrhalis, Neisseria gonorrhoeae (gém cic chiing c6 sin xuit
pemmllmase va khong san xuit penicillinase)

H_Lc__lglll_g[gg_mmg Sraphyfor:oecus aurens va Staphylococcus epidermidis (bao gom cic
chiing sin xudt penicillinase tru cic ching khing methicilline) Strepiococcus pvogenes (vi
nhimg streptococci tin huyét B), Streptococcus pneumoniae, Strepfococcus nhoém B
(Streptococeus agalactiae).

Ki khi: cdu khudn gram dutmg vt gram 4m [gom Pepmcacms vit Pepmsrrcpfocacms spp). Tryre
khuan gram duong (bao gém Clostridium sp) va trye khudn gram dm (bao gém Bacreroides vi
Fusobacterium .rlup) Prapionibacterium sp.

- Nhimg vi khuan sau khéng nhay cdm vai cefuroxim: Uasmdmm difficile, Pseudomonas sp,
Campylobacter sp. Acinetobacter calcoacetinus, céc ching dé khang methicilline cia
Staphylococcus aureus va Staphylococcus epidermidis.

- Mt vai chiing sau thudmg khing nhay cam vai cefuroxim: Streprococcus faecalis, Morganella
morganii, Proteus vulgaris, Enterobacter sp, Citrobacter sp, Serratia sp, Bacteroides fragilis.
* Duge djng hoe

- Hdp thu: Sau khi ubng, cefuroxim axetil duge hiip thu qua dudmg tiéu héa va nhanh chéng b;
thiy phin & niém mae rudl va trong mau dé phong thich cefuroxim vio hé tudn hoan. Thude
duge hiip thu tét nhit khi uéng trong bira an. Néng d6 dinh cia cefuroxim trong huyét trong dat
duge vio khnéng 2-3 gi&r sau khi ubng.

- Phdn bé: Co tGi 50% cefuroxim trong hé tudn hodn lién két véi protein huyét trong. Nira doi
cia thude trong hu?'ct twong khoang 70 phut va dai hon & ngubi suy thiin va & tré so sinh.

Cefuroxim phin bo rdng khip co thé, ké ca dich mang phm. dom, xuong, hoat dich va thuy dich.
Cefuroxim di qua hang rdo méu nio khi ming - ndo bj viém. Thube qua nhau thai va ¢6 bai tiet

qua sita me. ]




- Chuyén k}ﬂ%%ﬂtﬂi&l@:{am&mﬂﬁ 1@ Q[’Illlg khong bién

ddi, khodng 50% qua loc ciu thin lodng 50% qua bai tiét & dng thiin. Thudc dat ndng dj
cao trong nuée ticu. Probenecid e ché thai trir cefuroxim qua dng thdn, lam cho ndng do
cefuroxim trong huyet tuong ting cao va kéo dai hon. Cefuroxim chi thai i

rét nho. D A
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- Diéu trj nhiém khuédn do vi khudn nhay cam gay ra.
- Nhiém khuén dwomg hé hip dudi: viém phéi, viém phé quan cdp va
I;ONhiEm khuin duémg hd hdp trén: viém tai giira va viém xoang ti p
ng.

- Nhiém khudn ni¢u-sinh duc: viém bé thin, viém bang quang, viém niéu dao——=

- Nhiém khuin da va md mém: bénh nhot, ma da, chée 16

- Viém ni¢u dao khong bién chimg do ldu ciu, viém cé tir cung.

- Diéu trj bénh Lyme do Borrelia burgdorferi & giai doan sém va phéng ngira bénh Lyme do
Borrelia burgdorferi & giai doan mudn & ngudi Iém vi tré em trén 12 tbi.

Liéu | v ciich ding: Ubng theo sy chi diin cia thiy thubc.

- Nén uong cefuroxim sau khi in dé dat dugc hip thu ti wu.

- Thori gian sir dung thong thudmg dé diéu trj 1a 7 ngay (c6 thé sir dung tir 5 dén 10 ngay).
Nguwdi lon va tré em (240 kg)
Cic chi dinh Liéu lrgmg
Viém amidan cép tinh; viém hong; viém xoang cip  [250 mg/lan, 2 lin méi ngay
do vi khuan

Viém tai giira cAp 500 mg/lin, 2 lin mbi ngdy
Dot cip cia viém phé quan man tinh 500 mg/lan, 2 lin mdi ngay
Viém bang quang 250 mg/lan, 2 lin mdi ngay
Viém bé thin 250 mg/lin, 2 lin mdi ngay

N]}iém tring da khéng bién chimg va nhiém tring mé [250 mg/lan, 2 lin mdi ngay
mem
Bénh Lyme 500 mg/lan, 2 lin mdi ngay trong 14
ngay (tir 10 dén 21 ngay)

Tré em (<40 kg).

Cic chi dinh Liéu lwgng

Viém amidan cdp tinh; viém hong; viém xoang cdp |10 mg/kg, 2 lin mdi ngay, t6i da la

do vi khuin 125 mg/lin, 2 lin mdi ngay

Tré em tir 2 tudi trér 1én bj viém tai gitra hojc khi 15 mg/kg, 2 lin mdi ngay, t6i da la

thich hep, v&i nhiém khuin niing hon 250 mg/ldn, 2 lin mdi ngay

Viém bang quang 15 mg/kg, 2 lin mdi ngay, 15i da la
250 mg/lan, 2 lin mdi ngay

Viém bé thin 15 mg/kg, 2 lin mbi ngay, t6i da la
250 mg/ldn, 2 lin mdi ngay trong 10
dén 14 ngay

Nhiém tring da khéng bién chimg va nhiém tring mé {15 mg/kg, 2 lin moi ngay, 16i da la

mém 250 mg/lan, 2 lin mdi ngdy
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pUne PHAM  fal
Bénh Lyme 15 mg/kg, 2 lin mdi ngiy, 1) ddla |/
250 mg/lin, 2 1in mdi ngdy trong 147
ngily (10-21 ngiy) .
Trén bénh nhin suy than:

Sy an toan va hiéu qu.i‘ cua cefuroxim & bénh nhin suy thin chira nghién ciu ddy du. Tuy
nhién, cct‘uro::.im chil yéu dwge bai tict qua thin. Vi viy, & bénh nhén cé chirc ndng thin suy
rgiém rd rét, cin khuyén cdo giam lidu cefuroxim nhur sau:

BD§ thanh thai creatinin T 2 (gidr)|Liéu lwgng khuyén cdo

>30 ml/ phit /1,73 m * 1,424 |khdng diéu chinh liéu lugng cin thiét (lidu
chuin tir 125 mg dén 500 mg cho mdi ngay
chia hai lin)

10-29 ml / phit / 1,73 m * 4.6 Liéu phy thudc vio ca thé bénh nhin cho
méi 24 giv

<10 ml/phat/ 1,73 m* 16.8 Liéu phy thude vao cd thé bénh nhin cho
mdi 48 gitr

Trong théi gian chay thin nhan ago  |2-4 Sir dyng mgt liéu duy nhit phy thuge vao
cd thé bénh nhan sau mdi cudi chu ky loc
miu

Suy gan:
Chura co dit ligu nghién ciru vé lidu cho bénh nhin suy gan. Tuy nhién, vi cefuroxim chu yéu
duge thai trir qua thin. Do d6 vai cdc bénh nhan ¢d r6i loan chire niing gan, dir kién s& khong
¢0 tic dung duge dﬁnihm: cua cefuroxim.

Thuoc nay chi dung theo sy ké dom cia bace s§ )
* Chfmg chi djnh: Ngudi dj img véi khang sinh nhom cephalosporin hay bét cir thanh phén nao
cia thudc.
* Thiin trong:
- Trude khi bit ddu diéu tri bing cefuroxim, phai diéu tra k¥ vé tién sir dj (mg ciia nguéi bénh
véri cephalosporin, penicilin hodic thube khic.
Mac diu cefuroxim hiém khi giy bién doi chirc ning thin, viin nén kiém tra thin khi diéu tri
biing cefuroxim, nhat 1a & ngudi bénh dm ning dang ding liéu t6i da. Nén thin trong khi cho
ngudi bénh ding déng thii véi cae thube lgi tiéu manh, vi ¢ thé ¢é tic dyng bit lgi dén chire
niing thin.
-Dﬁig cefuroxim dii ngdy c6 thé lam cic ching khing nhay cim pht trién qui mire. Cin theo
doi é::gufn bénh cin thin. Néu bj bi nhiém nghiém trong trong khi diéu tri, phai ngimg sir dung
thude,
-Di c6 bio cdo viém dai tring mang gid xdy ra khi sir dung céc khing sinh phd rong, vi viy cin
quan tim chdn dodn bénh niy va diéu trj bing metronidazol cho ngudi bénh bi ia chay ning do
ding khing sinh. Nén hét sire thin trong khi ké don khing sinh phé rong cho nhimg ngudi ¢6
bénh dudmg tiéu hda, dlic biét 1a viém dai triang.
-DA ghi nhin ting nhidm dc thin khi ding dong théi cic khang sinh aminoglycosid va
cephalosporin. ) ,
*Théi ky mang thai: Khong ¢6 bing chimg thyc ng,hiém vé tdc dyng b¢nh Iy phdi hofic qudi
thai do cefuroxim géy ra, nhung cling nhu céc thuoe khic nén thin trong khi sir dung trong
nhimg thing ddu cia thai ki.
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:6'“125“06 tdc dong trén tré dang bi stra me, nhung nén quan tdm khi thiy tré bj ia chy, ta va
1

*Anh huimg lén khi ning lii xe vi viin hinh may mée: Vi thube c6 thé giy chong mit nén
canh bao bénh nhin than tmng khi ldi xe hojic vdn hinh miy méc.

*Tic dyng khing mong mudn (ADR): Ude tinh ty I¢ ADR khoang 3% s6 ngudi bénh diéu tri.
- Tineimg gap, ADR >1/100 : Toan thin: Dau rdt tgi chd va viém tinh mach huyét khéi tai noi
tiém truyén, Tiéu héa: la chiy. Da: Ban da dang sin.
- It gap. 17100 > ADR > 1/1000: Toan thin: Phin img phin \ré nhiém nim Candida.
Mau: Tang bach cdu ua cosm. gidm bach ciu, giam bach ciu trung tinh, thir nghi¢m Coombs
duong tinh, Tiéu ht‘m Budn ndn, nén. Da: Noi mdy day, ngira. Tiét niéu - sinh duc: Tang
creatinin trong huyét thanh.
- Hiém gdip, ADR < 1/1000: Toan thin: S&t . Méu: Thiéu méu tan méu. Tiéu héa: Viém dyi triing
ming gia. Da: Ban d6 da hinh, hdi chimg Stevens - Johnson, hogi tir biéu bi nhiém dgc.
Gan: Viang da (r m{t, ting nh¢ AST, ALT. Thin: Nhiém dfc thin co tﬂ.ng tam thix
creatinin huyét, viém thin k&. Thén kinh trung womg: Com co gidt (néu lidu cao
dilu, kich dong. Bo phin khic: Dau khép.
*Hurdmg din eich xir tri ADR:
- Ngl.mg sir dung cefuroxim; truémg hgp dj img hofic phin (mg qua mén n
hinh diéu tri hd trg (duy tri thong khi vi sir dung adrenalin, oxyvge
corticosteroid). e
- Khi bj viém dai tning méng gia thé nhe, thudmg chi ciin ngimg thuéc Véi cic ﬁ‘m,mp/
vil nzmg. cho truyén dich va chit dién gidi, b6 sung protein va diéu trj bing metronidazol (mét
thube khing khuén c6 tic dung chéng viém dai trang do Clostridium difficile).
* Ghi chi:
"Néu ciin thong tin xin héi ¥ kién cia bic si va thing bio cho bic si nhimg tic dung khéng
mong mudn gip phai khi sir dyng thube".
* Twong tic vin thube khie, cic dang twomg tic khic:
- Griam tde dung: Ranitidin v&i natri bicarbonat lam gidm sinh kha dung cia cefuroxim axetil.
Nén diing cefuroxim axetil cach it nhit 2 gi¢r sau thude khang acid hofic thudc phong bé H,, vi
nhimg thude nay ¢6 thé lam tang pH da day. _
- Tdng tdc dung: Probenecid lidu cao lam giam d thanh thai cefuroxim & thin, lam cho ndng d6
cefuroxim trong huyét tuong cao hon vi kéo dai hom.
- Tang dof: tinh: Aminoglycosid lam ting kha ning gy nhiém dc than.
* Qui Ileu il xir tri

- Qud liéu cap Phin Iém thude chi gay budn nbn, ndn, va ia chiy. Tuy nhién, cé thé gay phan
{mg tang kich thich thin kinh co va con co gidt, nhat la & ngu.n‘n suy thin.

- Xt tri qud liéw; Cdn quan tam dén kha ning qui lidu cia nhi¢u logi thude, sy twong tic thube
vl durge dong hoe bét thuémg & ngudi bénh,
Bio vé duémg hé hap cua nguai bénh, hd trg théng thodng khi va lruycn dich. Néu phit trién cdc
con co gidt, ngimg ngay sir dung thude; c6 thé sir dung liéu phap ching co g:{'n néu c6 chi djnh
vé lam sang. T'hﬁm tich méu o thé logi bd thude khoi méu, nhimg phin Iém viée diéu trj 1a hd
trgr hofic giai quyét tri¢u chimg,

* Han ding: 36 thing tinh tir ngdy sn sn xuit. Khong ding thube di qui han sir dyng. Khi
thdy vién thude bj &m mde, chuyén mau, nhin thude in s6 16 SX. HD mé...hay ¢6 cic biéu hién
nghi ngér khdc phai dem thude téi tri lai noi ban hofic noi sin xuit theo dja chi trong dom.

- Bito quiin: Noi kho, nhiét d§ dudi 30° C. PE XA TAM TAY TRE EM. .

- Tiéu chuin dp dyng: USP 37 = /b




