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Ry QUINCEF 125
Dé xa thm tay tré em.

Doc ky hwréng din sir dyung trirére khi ding.
Thubc nay chi ding theo don thubc.

Thanh phin céng thirc thubc: cho 1 goi
* Thanh phin hoat chit: Cefuroxime axetil lwong dwong cefuroxime 125mg
* Thanh phln t4 dwee: aspartame, crospovidone, colleidal silicon dioxide, bt huong tutti frutt,
xanthan gum, potassium sorbate, duéng tring.
Dang bao ché cua thubc:
Thubc bt ubng.
M6 ta san phim:
Thube bdt mau trdng hoac tréng nga, mui thom, vi ngot.
Chi djnh:
Thubc durgce ehi dinh didu tr nhirng nhidm khuAn do vi khudn nhay cam gay ra:
- Burémg hd hap trén: viém tai giira, viém xoang, viém amidan va viém hong.
i -hBtr{:rng hd hap duéi: viem phéi, viém phé quan cip va nhirng dgt cAp cia viém phé quan man
nh.
- Buréng nigu - sinh dyc: viém than - bé than, viém bang quang va viém nidu dao,...
- Da va mb mém: bénh nhot, bénh mu da, chéc 1.
- B&nh 1au: viém niéu dao cip khdng bién ching do 13u chu va viém b tir cung.
- Cefuroxime axetil cling dugc ubng dé didu tr bénh Lyme théi ky dAu.
Céach dung, liéu dung:
- Theo chi dan clia bac sy.
- Lidu d& nghj:
* Ngudni lém: + Hau hét cac nhiém khuln: 250mg x 2 IAn/ngay.
+ Nhim khudn tiét niéu: 125mg x 2 1An/ngay.
+ Viém phé quan va viém phdi: 500mg x 2 lan/ngay.
+ Hau hét cac nhiém khudn: 125mg x 2 l4n/ngay.
+ Tré em tir 2 tudi trér 1&n bj viém tai gitra hodc bj nhidm khuin nang hon:
250mg x 2 lan/ingay.
- Théxi gian didu trj tir 5 - 10 ngdy. Nén ubng thubc sau khi 3n dé dat dugc hidp thu tdi vu.
- Khéng cin thiét phai chinh liéu trong tnrérng hop suy than, bénh nhan dang Iam thdm phan than
hay & ngudi gia, néu ding khéng qua mirc ti da 1g/ngay.
Chéng chi djnh:
B&nh nhan co tién sir dj rng véi khang sinh nhém cephaloesporin,
Canh béao va than treng khi ding thubc:
- CAn than trong dac biét khi chi dinh cho nhirng bénh nhin cb tién sir séc phan vé véi penicillin,
- Than trong khi cho ngudri bénh ding ddng thér véri cac thude lgi idu manh, vi ¢6 thé b tac dyng
bAt lgi dén chirc nang than.
- Thén trong khi str dyng cho ngudi 14i tau xe hodc van hanh may.
- Dung cefuroxime dai ngay co thé lam cac chung khong nhay cam phat trién qua mirc, cin theo
ddi ngurdri bénh cin than, néu bj bdi nhidm trong khi didu tr, phai ngirng sir dyng thubc.
- Da cb bao cao viém dai trang mang gia xay ra khi s& dyng khang sinh phd rdng, nén hét sirc
than trong.
Sir dung thubc cho phy ni cé thai va cho con bu:
Thén trong khi st dung thudc cho phy nir mang thai trong nhirng thang dau cla thai ky va phy nir
cho con bi.
Anh hwéng 1&n kha ning lai xe va vin hanh may méc:
Chura c6 nghién ciru vé& dnh hudng cia thubc 18n kha nang lai xe va van hanh may.
Twong tac, teong ky cua thube:
* Twong tac eda thube: _
- Ranitidine vé&i sodium bicarbonate 1am gidm sinh kha dyng cua cefuroxime axetil. Nén ding
cefuroxime axetil cach it nhét 2 gitr sau khi udng thuéc khang acid hodc thudc phong bé H,, vi
nhng thudc nay co thé 1am tang pH da day.

* Tré em:
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- Dung probenecid lidu cao 1am gidm ndng d thanh thai cefuroxime & than, lam cho ndng do
cefuroxime trong huye! Wong cag han va kéo dai hon.

- Diing chung véri aMiNoglycoside 1am tang kha nang gy nhiém déc than

* Tuong ky cua thuoc:

Do khdng co cac Nghién ciu vd tinh twong ky cla thube, khang trdn 13n thude ndy voi cac
thube khac.

Tac dyng khéng mong mudn (ADR):

- Thuérng gap: lidu chay, ban da dang san.

- It gap: phan (ng phan v, nhidm ndm Candida, tang bach cAu wra eosin, gidm bach ciu, gidm
bach cdu trung tinh, thir nghiém Coombs dwromg tinh, budn nén, nén, ndi may day, ngira, tang
creatinine trong huyét thanh.

- Hiém gap: sét, thiéu mau tan mau, viém dai trang mang gi3, ban dé da hinh, héi chirng
Stevens-Johnson, hogi tr bidu bi nhiém ddc, vang da & mat, tdng nhe AST va ALT nhidm déc
than c6 tang tam théi urdé huyét, creatinine huyét, viem than ké, co giat, dau dau, kich ddng,
dau khérp.,

- Théng bao ngay cho bac sy hodc dugc sy nhirng phan (rng cé hai gap phai khi sir dyng thudc.
Quaé lidu va cach xir tri:

* Qua lidu: phan 16 thubc chi gay budn ndn, ndn va tidu chdy. Tuy nhién c6 thé gay phan (g tang
kich thich thn kinh co va con co gidt, nhat 1 & ngudi suy than.

* Cach xir tri;

- Bdo v& dudng hd hap cda ngudi bénh, hd trer thdng thodng khi va truyén dich. Néu phat tridn cac
con co gilt, ngirng ngay sir dung thuéc, cé thé sir dyng lidu phap chéng co giat néu cé chi dinh vé
[4m sang. ThAdm tAch mau cé thé loai bd thubc khdi mau, nhung phan Ién vide didu tr 13 hd tror va
giai quyét tridu chimng.

- Tich cyrc theo di 4 cb bién phap x(r tri kip thé.

Bic tinh duwge lire hoc:

- Nhém duge ly: thude khang sinh ding duwéng toan than nhém cephalosporin thé hé |l

- M3 ATC: JO1DCO2.

- Cefuroxime |4 khang sinh ban tdng hgp c6 phd khang khudn réng, thudc nhém cephalosporin,
Cefuroxime ct hoat tinh khang khudn do (rc ché tdng hgp vach té bao vi khuln bing caich gén vao
CAc protein dich thiét yéu

- Cefuroxime cé hoat tinh khang cau khudn Gram dwong va Gram am wra khi va ky khi, k& ca hdu
hét cac chiing Staphylococcus tiét penicillinase, va cé hoat tinh khang vi khudn duéng rudt Gram am.
Cefuroxime thudng ¢ tac dyng déi véi céc vi khudn sau: Gram am hiéu khi: Haemophilus influenzae
(ké ca ching d& khang ampicillin), Moraxella catarrhalis, Neisseria gonorrheae, Escherichia colli,
Klebsiella, Proteus; Gram duang hidu khi: Staphylococcus aureus, Staph. epidermidis, Streptococcus
pneumoniae, Streptococcus nhom B ky khi: cdu khudn Gram duong va Gram Am (ké ca Peptococcus
va Peplostreplococcus species). tnge khudn Gram duong (k& ca Clostndium species), truec khudn
Gram am (k& ca Bacteroides va Fusobacterium species).
béc tinh dwgc ddng hoc:

- Cefuroxime axetil s& dugc hdp thu qua durérng tidu hda va nhanh chéng thiy phan tai I&p nidm
mac rudt va trong mau dé phong thich cefuroxime vao hé tuln hoan.

- Cefuroxime phan bé rong khap co thé, ké ca dich mang phdi, dam, xuwong, hoat dich va thiy djch.

- Cefuroxime khong bj chuyén héa va duge thai trir & dang khong bién ddi, khoang 50% qua loc
cdu thin va khodng 50% qua bai tiét & &ng than. Cefuroxime chi thai tnir qua mat véi lrgng rét nho.
Quy céach déng géi:

G6i 3,8g. Hop 10 gbi
Didu kign bao quan:

BAo quan noi khd rao, tranh anh sang, nhiét 4 khéng qua 30°C.

Han ding:

36 thang ké tir ngay san xuat. Khong sir dung thudc hét han ding.

Tiéu chudn chit lrgng: DDVN.

Tén, dja chi cua co s& san xuit:
CONG TY CO PHAN HOA-DUQ'C PHAM MEKOPHAR
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Ry QUINCEF 125

Always keep out of reach of children.
Read the directions carefully before use.
Prescription only.

Composition, strength: each sachet contains
* Active ingredient: Cefuroxime axetil equivalent to cefuroxime 125mg
* Excipients: aspartame, crospovidone, colloidal silicon dioxide, tutti frutti powder, xanthan gum,
potassium sorbate, sucrose.
Pharmaceutical form:
Oral powder,
Product description:
White or creamy white flavored powder, with sweet taste.
Indications:
Treatment of infections caused by sensitive bacteria:
- Upper respiratory tract: otitis media, sinusilis, tonsillitis and pharyngitis.
- Lower respiratory tract: pneumonia, acute bronchitis, acute exacerbation of chronic bronchitis.
- Genitourinary tract: pyelonephritis, cystitis, urethritis,...
- Skin and soft tissue: furunculosis, pyoderma and impetigo.
- Gonorrhea: acute uncomplicated gonococcal urethritis, cervicitis.
- Early Lyme disease.
Dosage and administration:
- As prescribed by the physicians.
- Recommended dosage:

* Adults: + Most infections: 250mg twice daily.

+ Urinary tract infections: 125mg twice daily.

+ Bronchitis and pneumonia: 500mg twice daily.
* Children:  + Most infections: 125mg twice daily.

+ Children > 2 years of age with otitis media or severe infeclions: 250mg twice daily.

- The duration is 5 - 10 days. It is recommended to take lhe drug after meal for optimal absorption.

- Modification of usual dosage is unnecessary in patients with renal impairment, those undergoing
hemodialysis or elderly if maximum daily doses do not exceed 1g.
Contra-indications:

Patients with history of allergic to cephalosporins.
Wamings and precautions for use:

- Special care is indicated in patients who have experienced an anaphylactic reaction to penicillins.

- Caution in patients receiving concurrent treatment with potent diuretics as these combinations
are suspected of adversely affecting renal function.

- Caution should be exercised when giving this drug to patients who are driving vehicle or operating
machinery.

- Prolonged use of cefuroxime may result in overgrowth of nonsusceptible microorganisms. Careful
observation of the patients during therapy is essential. If superinfection occurs, QUINCEF 125 should
be discontinued.

- Pseudomembranous colitis should be considered during the use of wide spectrum antibiotic.
Pregnancy and lactation:

Caution should be exercised when it is given to pregnant women in the early months and nursing
mothers.
Effects on ability to drive and use machines:

Mo studies on the effects on the ability to drive and use machines have been performed,
Drug interactions and incompatibilities:

* Drug interactions:

- Ranitidine, sodium bicarbonate may decrease bioavailability of cefuroxime axetil. Antacids,
H,-receptor antagonists may increase gastric acidity and should be administered 2 hrs apart.

- High doses of probenecid reduces the renal clearance of cefuroxime resulting in higher and more
prolonged plasma concentrations of cefuroxime.
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- Concurrent use of aminoglycosides and cefuroxime may increase the risk of nephrotoxicity during
therapy.

* Drug incompatibilities:

.Since there have been no researches of the drug incompatibilities, do not mix this medicine with
other drugs.
Adverse effects (ADRs):

- Common: diarrhea, maculopapular rash.

- Uncommon: anaphylactic reaction, Candida infections, eosinophilia, leukopenia, neutropenia,
positive Coombs test, nausea, vomiting, urticaria, itching, increased serum creatinine.

- Rare: fever, hemolytic anemia, pseudomembranous colitis, erythema multiforme, Stevens-Johnson
syndrome, toxic epidermal necrolysis, cholestatic jaundice, slight increase in AST and ALT, renal
impairment with transient hyperuricemia, increased serum creatinine, interstitial nephritis, convulsion,
headache, agitation, arthraigia.

- Inform your doctor or pharmacist about undesirable effects when using this medicine.
Overdosage and management:

* Overdose symploms: nausea, vomiting and diarrhea occur in majority of cases. But cefuroxime
can cause cerebral imitation leading to convulsion, particularly in patients with renal impairment.

* Management:

- Maintain patient respiratory tract patency, adequate ventilation and fluid replacement. If seizures
develop the drug should be discontinued and anticonvulsant treatment initiated as clinically indicated.
Hemodialysis may remove cefuroxime from the blood, but the management is largely relied on
symptomaltic treatment.

- Close monitoring for timely appropriate management is recommended.

Pharmacodynamics:

- Pharmacotherapeutic group: antibaclenals for systemic use, second-generation cephalosporins.

- ATC code: JO1DCO2. ¥

- Cefuroxime is a semi-synthetic antibiotic agent of cephalosporin group with broad spectrum of
activity. Its antibacterial activity results from inhibition of mucopeptide synthesis in the bacterial cell
wall by binding to targeted essential protein,

- Cefuroxime has activity against Gram-positive and Gram-negative aercbic and anaerobic,
including most strains of penicillinase producing Staphylococcus, and has activity against
Gram-negative intestinal bacteria. Cefuroxime is usually effective against the following bacteria: aerobic
Gram-negative: Haemaphilus influenzae (including ampicillin-resistant strains), Moraxella catarrhalis,
Neisseria gonorrheae, Escherichia coli, Klebsiella, Proteus: asrobic Gram-positive: Staphylococcus
aureus, Staph. epidermidis, Streptococcus pneumoniae, Streptococcus group B; anaerobic:
Gram-positive and Gram-negative Streptococcus (including Peptococcus and Peplostreptococcus
species), Gram-positive bacilli (including Clostridium species), Gram-negative bacilli (including
Bacteroides and Fusobacterium species).

Pharmacokinatics:

- Cefuroxime axetil is absorbed in Gl tract and is rapidly hydrolized in intestinal mucosa and in blood
to release active cefuroxime into blood circulation.

- Cefuroxime is distributed widely in the body, even in pleural fiuid, sputum, bone, ascitic fluid,
synovial fluid.
- Cefuroxime is not metabolized and is excreted unchanged in urine, by glomerular filtration about

50% and tubular section about the same proportion. It is excreted in bile in very small proportion.
How supplied:

Sachet of 3.8g. Box of 10 sachets.
Storage:

Store in a dry place, protect from light, not exceeding 30°C.
Expiry:

36 months from the manufacturing date. Never use beyond the expiry date clearly indicated on the
outer packaging.

Name, address of product license holder:
MEKOPHAR CHEMICAL PHARMACEUTICAL JOINT-STOCK COMPANY
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