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| Thanh phén: Bao quan: Trong bao bl kin, ;
M8i vi&n nén bao phim chia:=Celuroxim axet... 601.44mg  dudi 300C Visa o S0
| (tuong dudng vdi 500mg Cefuroxim) Lot NoJ 6 16:
Chl dinh, lléu ding va céch ding, chdng chi dinh, BE XA TAM TAY TRE EM
céc théng tin khdc: Xin xem 14 huéng din slidyng  BQC KY HUGC DAN SU DYNG Mg, Date/NS:
| TRUGC KHI DUNG
Exp. Date/HD:

| San xudl va phan phéi bdi:
Céng ty C& phlin Tdp dokn Marap, Thén B4 Khé, Tan Tién, Van Glang, Hung Yén

Rx - Prescription Drug

Composluon Storage: Store in tight container,
| Each fim coated tablet contains: Cefuroxime axati.. 601.44mg  below 300C

| (as 500mg Cefuroxim)

| Indications, Dosage & Administration, Contraindications

| and other Informations: Please see the insort inside

|

' Manulactured and Distribuled by:

{ Merap Group Corporation Ba Khe Hamiet, Tan Tlen Commune, Van Glang District, Hung Yen Province

i

KEEP OUT oF REACH OF CHILDREN
CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE
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Cefuroxim Axetil: 300 72 mg tuong du’cng vadi 250 mg Cefuroxim.
Ta dugc: Sodium lauryl sulftate, microcrystalline cellulose, silicone dioxide, croscarmellose s

magnesium stearate, opadry
DANG BAO CHE: Vién nén bao phim

QUY CACH: Hép 2 vix 10 vién nén ,'%\/_/
DACTINH DUQC HOC j }7/(/ /
Dugc luc hoc '

Cefuroxim axetil 6 tic dung diétkhuan in vivo la tir hop chat gée Cefuroxim.

Cefuroxim la mot tac nhan khang khuan hiéu qua cé hoat phé réng, tic dung diét khudn trén nhiéu vi khuan gay bénh thong thuéng, ké
ca nhimng chling tiét Beta - lactamase.

Cefuroxim ¢6 d6 bén vimg cao vdi Beta - lactamase ctia vi khuan va do dé ¢d tac dung vdi nhiéu chiing khdng Ampicillin hoac khdng
Amoxicillin.

Téc dung diét khudn ca Cefuroxim Ia do e ché téng hap thanh té bao bing cach gan két véi cdc protein dich chu yéu.

Céc chiing vi khuan nhay cam:

» Vi khuadn gram duang ua khi: Staphylococcus aureus, Staphylococcus epidermidis (ké ca chting sinh Penicilinase nhung ngoai
khang Methicillin), Streptococcus pyogenes va Streptocuccus tan huyét beta khic, Streptococcus pneumoniae, Streptococcu i
Streptococcus agalactiae)

«Vikhuan gram am ua khi: Haemophilus influenzae (ké ca chiing khang Ampicilin), Haemophilus parainfluenzae, Moraxella (Bran
catarrhalis, Neisseria gonorrhoea (K8 ca chiing tiét va khéng sinh Penicillinase), Ecoli, Klebsiella spp, Proteus mirabilis, Providen
Proteus rettgeri.

- Vikhuan ky khi: Ciu khudn Gram duong va Gram am (ké ca cac loai Peptococcus va Peptostreptococcus); Propionibacterium spp.

AN

khang Methicillin clia Staphylococcus aureus va Staphylococcus epidermidis, Legionella spp. 'i o {

Métvai chiing clia nhimg loai sau day khong nhay cdm vai Cefuroxim:
- Enterococcus (Streptococcus) faecalis, Morganella morganii, Proteus vulgaris, Enterobacter spp; Citrobater spp; Serratia spp; Baclerofdeﬁ

\ A

Sau khi uéng, Cefuroxim axetil ducc hap thu cham tir dudng tiéu hda va nhanh chéng bi thiy phan & niém mac rudt va mau dé phol

thich Cefuroxim vao hé tuan hoan.

Thudc dugc hap thu tét nhat khi udéng ngay sau khi an.
N6ng dé dinh clia Cefuroxim trong huyét tuong thay déi tuy theo dang vién hay hon dich.Thuoc dat nong do toi da 4 - 6mg/lit doi vai

liéu 250mag, 5 -8ma/lit ddi v liéu S00mg va 9-14mg/lit ddi véi liéu 1g vao khodng 2 - 3 gids sau khi uéng thudc sau bia an.

Cefuroxim phan b6 réng khap co thé, ké ca dich mang phdi, dém, xuong, hoat dich va thily dich, Thé tich phan bé bigu kién & ngudi lon
khoe manh nam trong khoang tir 9,3 - 15,81it/1,73 m . Cefuroxim di qua hang rao mau ndo khi mang nao bi viém, Thudc qua nhau thai
va c6 bai tiét qua stfa me.

Cefuroxim khong bi chuyen héa va duoc thai trir & dang khong bién ddi, khoang 50% qua loc cau than va khodng 50% qua bal tétd
6ng than. Thudc dat néng dé cao trong Nudc tiéu, Sau khi tiém, hau hét liéu sirdung thai trir trong vong 24 gi¢s, phan Ién thai trirtrong
vdng 6 gidi. Probenecid tic ché thai tri Cefuroxim qua éng than, lam cho néng dé Cefuroxim trong huyét tong tang cao va kéo dai han.

Cefuroxim chi thai trirqua mat vdi lugng rat nho.

Néng dé Cefuroxim trong huyét thanh bj giam khi tham tach,

CHI DINH

+ Nhiém khuan dudng hé hap trén nhu: Viém tai gitfa, viém xoang, viém amidan,viém hong.
+Nhiém khuan duéing hd hap dudi nhu: Viém phdi, viém phé quan cap va nhing dot cap ctia viém phé quan man.
« Nhiém khuan duing niéu - sinh duc nhu: Viém than - bé than, viém bang quang va viém niéu dao.
- Nhiém khuin da va mé mém nhut Bénh nhot, bénh mu da, bénh chécla.

- Bénh lau, viém niéu dao cap khong bién ching do lau cau va viém ¢é tf cung.

LIEU DUNG VA CACH DUNG

Mot dot diéu tri thudng la 7 ngay (tirS dén 10 ngay).

Nén uéng Cefuroxim axetil sau khi an dé dat dugc hap thu téi uu.

Ngudi ldn va tré em trén 12 tudi

Liéu khuyén cdo la 250mg x 2 |3n/ngay.
D3i véi nhiém khudn ning hon hoac nhigm khuan do vi khuin kém nhay cdm hon, liéu diing ¢6 thé tang téi S00mg x 2 Ian/ngay

D3ivai bénh nhan nhiém khuan duéng nidu chua bién ching liéu dung 13 125mg x 2 18n/ngay, cd thé tang t6i 250mg hai 1an méi ngay
tly theo triéu chung.

Béivdi bénh [au khdng bién ching diing liéu duy nhat 1g.

Tré nhd va tré em dudi 12 tudi

Liéu khuyén caola 1 25mgx2 lan/ngay.
Di vdi tré em trén 2 tudi viém tai gitfa hoic bj nhimg bénh nhiém khudn nang hon, liéu khuyén cdola 250mg x 2 lan/ngay.

» Cac vi khuan khac: Borrelia burgdorferi. P!
Céc chiing khéng nhay cam: 'ff;f:,;)
- Clostridium difficile, Pseudomonas spp., Campylobacter spp. Acinetobacter calcoaceticus, Listeria monocytogenes. Nhiing chu f.é__:'e' o

fragilis. G ‘*
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CHONG CHHi DINH: Bénh nhan ¢6 tién sir qua man cam vdi khang sinh Cephalosporin.

CANH BAO VA THAN TRONG
Than trong khi chi dinh cho bénh nhan:
* Bénh nhan c6 tién strphan tng phan vé vdi Penicillin hosic khang sinh Beta lactam.,
* Bénh nhan c6 ngudi trong gia dinh phan tmg di ung nhurhen phé quan, phatban da, néi may day.
* Bénh nhan suy chifc nang than nang.
+ Bénh nhan c6 khé khin vé duéng udng, ngudi thé trang kém.
Bé trédnh sy xuat hién cac chiing @é khang, nén xic dinh d¢ nhéy cam va diéu tri trong théi gian téi thiéu,
Cang giéng nhuf cac khang sinh khac ding Cefuroxim axetil kéo dai cé thé [3m boi nhiém cdc chiing khéng nhay cAm (nhu Candida,
Enterococci, Clostridium difficile)
B¢ an toan khi diing cho tré dudi 3 thang tudi chua xac djnh.
Ba c6 bao cdo viém dai trang gia mac khi duing khang sinh phd rong, vi vay phai nghi dén chan dodn nay & nhig bénh nhan bi
tiéu chay ndng trong hodc sau khi diing khang sinh.
DUNG THUGC CHO PHU NI CO THAI VA CHO CON BU
Do d6 an toan khi ding thuéc trong qua trinh mang thai chua dugc x3c dinh do vay chi diing thuéc nay cho phu nifmang thai hodc nghi
<o thai chikhilgf ich diéu tri vuot qua kha néng ri ro xdy ra. Cefuroxim duoc tiét vao sifa me, do d6 can than trong khi diing Cefuroxim
axetil cho nhing ngudi me dang cho con bu. ’
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC _
Vithutc cé thé gay chong mat nén cinh béo bénh nhan than trong khi li xe hodc van hanh may mac. Q/QV‘ :
TAC DUNG KHONG MONG MUGN /
Nhing téc dung khéng mong muén do Cefuroxim axetil néi chung nhe va thoang qua.
S&c: Cefuroxim axetil hiém khi gay s6c, nén ngifng diéu tri néu thdy triéu ching khé chiu ving bung, cdm giic la & miéng, thd kho
khé, chang mat, mét tién, U tai, todt maé hoi,
Qua mdn cdm: phan Ung qua man nhu phat ban, may day, ngifa, sot, dau khdp cé thé xdy ra.
Hé than kinh trung Uong: C6 thé xay ra dau dau,
Mau: Tang bach cau ua Eosin, gidm bach cau hat, thif nghiém Coombs dudng tinh, hiém gap gidm tiéu ciu, rat hiém gap thiéu mau tan
mau.
Gan:Tang nhe mien gan ALT (SGPT), AST (SGOT), LDH, rat hiém xay ra vang da.
' Than: Hiém g3p nhiém déc than cétang tam thai ure huyét, Creatinin huyét, viém than ka.
-~ Da: Rét hiém khi thay ban da hinh, héi ching Stevens - Johnson, hdi ching Lyell.
Bugdng tiéu hda: Hay gap céc réi loan tiéu héa'hhu_tiéu chay, buén nén. Hiém gap viém dai trang gid mac.
£ Thong bdo cho bac si nhing tic dung-khong morgmudn gap phal khi dung thudc.
Ry R,

- TUONGTACTHUOC Y
__Nénthan trong khi diing déng théi véi cac thudc loi tiéu nhu Fuirosemide, vi lam tiang anh hudng dén chic nang than.
- DUng d6ng thdi véi probenecid, 13m gidm thai trirthude nay va néngidod thudc trong méu ¢6 thé kéo dai.

SUdung déng thai vi khang acid céthé lam gidm tac dung clia thudc nay.
“ Phan Ung duong tinh gia khi xét nghiém Glucose véi thude thir Benedict reagent, Fehling reagent, Clinitest c6 thé xdy ra. Hai phuang phap

Glucose oxidase hay Hexokinase duoc dé nghi duing dé xéc dinh ndng d6 dudng trong mau &nhiing bénh nhan dang ding Cefuroxim.
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QUALIEUVA XUTRI - S 7 SRS - ol
Dung qua liéu Cephalosporin c6 thé gayra kich thich ndo dan dén co giat. R
N6ng do Cefuroxim trong huyeét thanh ¢6 thé giam béng cach thdm tach mau véthém tach mang bung. RN
BAO QUAN: Bio quan trong bao bi kin, dudi 30°C. : o ry \c\\‘;
TIEU CHUAN CHAT LUONG: USP 30 P s T N i o0
HAN DUNG: 42 thing ké tir ngay san xust ST ; ) AN | J;
BOCKY HUGNG DAN SU DUNG TRUGC KHI DUNG, NEU CANTHEM THONGTIN XIN HOI ¥ KIEN BAC SY. AP ./_’:.‘,',.;_.-
DE XATAMTAY TRE EM. A Tt A S Sl
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DOSAGE FORM: Film coated tablet
PACKAGE: Box of 2 blisters x 10 tablets

PHARMACOLOGICAL PROPERTIES

Pharmacodynamics
Cefuroxime acetil has bactericidal effect in vivo due to the compound Cefuroxime parent.
Cefuroxime is an effective antimicrobial agent with broad - spectrum activity, bactericidal effects on several common pathogenic

bacteria, including Beta - lactamase producing strains.
Cefuroxime has high durability with Beta - lactamase by bacteria and therefore can effect on rmany strains which resistant to Ampicillin or

Amaxicillin.
Bactericidal effects of Cefuroxime due to Inhibition of wall cells synthesis by binding to primary targer proteins.

Susceptible strains:
- Aerobes gram - positive: Staphylococcus aureus, Staphylococcus epidermidis (including Penicillinnase producing strains but

excluding methicillin resistant strains). Streptococcus pyogenes and other beta - haemalytic Streptococcus, Streptococcus
pneumoniae, Streptococcus group B (Streptococcus agalactiae).

+ Aerobes gram - negative: Haemophilus influenzae (including Ampicillin resistant strains), Haemophilus parainfluenzae, M
(Branhamella) catarrhalis, Neisseria gonorrhoeae (including Penicillinase and non - Penicillinase producing strains), E.coli, Kleb:
Prateus mirabilis, Providencia spp, Proteus rettgeri.
- Anaerobes: Gram - positive and gram - negative cocci (including Peptococcus and Peplostreptococcus species) Propionibactéf
- Other bacterium: Borrelia burgdorferi.

Non - susceptible strains:
- Clostridium difficile, Pseudomonas spp, Campylobacter spp., Acinetobacter calcoaceticus, Listeria monocytogenes. Methicill

strains of Staphylococcus aureus and Staphylococcus epidermidis, Legionella spp.
Some strains of the following species not susceptible to Cefuroxime:

- Enterococcus (Streptococcus) faecalis, Marganella marganii, Proteus vulgaris, Enterobacter spp; Citrobater spp; Serratia spp; Bactel
fragilis.

Pharmacokinetics

After oral administration, Cefuroxime axetil is absorbed slowly from the gastrointestinal tract and rapidly hydrolysed in the
mucosa and blood to release Cefuroxime into the circulatory system.

The drug is best absorbed when taking after a meal immediately.
The peak concentration of Cefuroxime in plasma change in tablets or suspension. It reachs maximum levels 4 - 6mag/liter for 250

5 - 8mg/liter for 500mg dose and 9 -14mg/liter for 1g dose at 2- 3 hours after taking the drug aftermeals.” ¥ -

Cefuroxime is widely distributed throughout the body, including pleural fluid, sputum, bope, syndWill arid Nuid. The apparent volu
of distribution in healthy adults range from 9.3 10 1581/ 1.73m A g p oV f

Cefuroxime passes through the blood brain barrier when the meninges are inflamed. Dru

milk. »
Cefuroxime is not metabolized and excreted in unchanged form, about 50% by glomerular filtration and about 50% by renal tubular

secretion. The drug achieve high concentration in urine. After injection, most of the dose excreted within 24 hours, mostly excreted
within 6 hours. Probenedid inhibits renal tubular excretion of Cefuroxime, leading cefuroxime levelin plasma increased and prolonged,

Cefuroxime is excreted in bile with only very small amount.

Cefuroxime concentration in plasma is decreased by dialysis.

INDICATIONS

- Upper respiratory tract infections such as: Otitis media, sinusitis, tonsillitis and sore throat.
-Lower respiratory tractinfections such as: Pneumonia, acute bronchitis, acute chronic bronchitis.

- Genito - urinary tract infections such as: Pyelonephritis, cystitis and urethritis,

- Skin and soft tissue infections such as: Furunculosis, pyoderma and impetigo.

-Gonorrhoea, acute uncomplicated urethritis by gonorrhea and cervicitis.

DOSAGE AND ADMINISTRATIONS

One treatment is usually 7 days (from 5 days to 10 days).

Cefuroxime axetil should be taken after a meal to achieve optirnal absorption.
Adults and children over 12 years

The recommend dosage is 250mg twice a day. ;
For more severe infections or infectios caused by less susceptible organism, the dosage may be increased to 500mg twice a day.

For patiens with uncomplicated urinary tractinfections, the recommended dosage is 125mg twice a day, it may be increased to 250mg twice
a day depending on symptoms.

For uncomplicated gonorhea: take a single dosage is 1g.

Infants and childrens below 12 years of age

The recommended dosage is 125mg twice a day.

For children over 2 years old with otitis media, the recommended dosage is 250mg twice a day.-

CONTRAINDICATIONS: Patients who have history of hypersensitivity to Cephalosporins,

WARNINGS AND PRECAUTIONS
Take precautions when administer for patients:
- Patients who have experienced an anaphylaxis reaction to Pennicillins or Beta lactam antibiotics.

= Patients whose family has shown allergic reactions such as asthma, skin rash and urticaria.

» Patients with severe impaired renal function.
» Patients Who have difficulty in oral ingestion or whose systemic condition is worsen.

qs c.*::;s_;he pilacenm and excreted in breast




In order to prevent appearanc hmsﬁ JI Jm ﬁgmrﬂtﬁw&6tmm7vmtmem should be

continued only for the minimu
As with other antibiotics, prolonged use of Cefuroxime axetil may result in overgrowth of non - susceptible arganisms (e.g Candida,

Enterococci, Clostridium difficile)

The safety in children below 3 months of age has not been established.
There have been reports pseudomembranous colitis after use broad - spectrum antibiotics, so think of this diagnosis in patients with

severe diarrhea during or after antibiotics use.

INTERACTION WITH OTHER DRUGS
This drug should be given with cautions when concurren{téﬁ MEJ?#{E'E‘S{S ISHHT as Furosemid, because it can increase the affects to

renal function,
When this drug is concurrently used with probenecid, its excretion can be reduced and the blood concentration may be prolonged.

Concurrent use with antacid may decrease the drug effect of this drug.
False positive test for glucose with benedict reagent, Fehling reagent and Clinitest may occur. Two methods glucose oxidase or hexokinase

are recommended to determine blood glucase concentration in patients using Cefuroxime.

USE IN PREGNANCY AND LACTATION WOMEN
Since the safety on the administration during pregnancy has not been established. It should be administered to those who are pregnant

or have the potentiality to bear a child provided that the benefits in such treatment exceed the potential risk.
Cefuroxime Is excreted in human milk and consequently caution should be exercised when administer to a nursing mother,

EFFECT ON ABILITY TO DRIVE AND OPERATE MACHINE
Because the drug can cause dizziness, should warn patients caution when driving or operating machine.

SIDE EFFECTS
Side effects caused by Cefuroxime axetil are generaliy mild and transient.
Shock: Cefuroxime axetil rarely cause shock, administration should be discontinued when the symptoms such as abdominal

discomfort, strange sense in mouth, wheezing, dizziness, defecation desire, tinnitus and sweating occur
Hypersensitivity: Hypersensitivity reactions such as rash, urticaria, pruritus, pyrexia and joint pain may occur.

Central nervous system: Headache may occur. E
* Blocd: lncreases in eosinophilia, decrease in granulccyte Coomb test positive, rarely decreases in platelet, very rare hacmolytic anemia.

. Liver: Transient elevation in liver enzyme value such as ALT (SGPT), AST (SGOT), LDH, very rare jaundice.
_Kidney: Rarely, renal toxicity has temporarily increased blood urea; blood creatinine, interstitial nephritis.

Skin: Rarely polymorphic erythema, Stevens - johnson's syndrome and Lyell syndrome.
Gl Tract: Common gastrointestinal disorder such as: diarrhea, nause. Rarely, pseudomembranous colitis..

g inf_orm your doctor about side erfect_s .occur during use drug.
OVER DOSAGE AND TREATMENT

* Over dosage Cephalosporin can cause cerebral irritatlon leading to convulsion,

Serum level of cefuroxime can be reduced by hemaodialysis or pentoneal dialysis,

STORAGE: Store in tight container, below 30°C.
SPECIFICATION: USP 30

SHELF LIFE: 42 months from the date of manufacturing.
KEEP OUT OF REACH OF CHILDREN, CAREFULLY RE!\DTHE INST'RUCTIONS BEFOHE USE.

ASK YOUR DOCTOR FOR FUTHER INFORMATION.

Manufactured by: MERAP GROUP COHPORATTON i :
Ba Khe Hamlet, Tan Tien commune, Van Giang District, Hung Yen F‘rcmnce X _ @ MERAP orour

PHO CUC TRUONG
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