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.« . Composition:
Rx - Thubc ban theo don Each’;:m contains:
Cefixime..... 50mg

Indications, Dosage &
Administration,
Contraindication and
other informations:
Please see the insert inside

Dosage form: Granule
Storage: Store in tight

300C, protect from direct light

[ CefIXIm 50mg ] KEEP OUT OF REACH OF CHILDREN

CAREFULLY READ THE
ACCOMPANYING INSTRUCTIONS
BEFORE USE

Cephalosporin thé hé 3

Manufactured and Distributed by:
MERAP GROUP CORPORATION
Ba Khe Hamlet, Tan Tien Commune,
Van Giang District, Hung Yen Province
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MECEFIX - B.E

[ Cefixim ]
TRINH BAY
HOAT CHAT, DANG HAN TIEU
TENTHUGC | aw Lugne | BAO CHE ouy chcH DUNG | CHUAN
MECEFIX-B.E | Cefixim 400mg | Viénnang | Hép 2 vix 10 vién nang | 42thang | TCCS
| MECEFIX-B.E Gefixim 250mg | Viénnang | Hop 2 vix 10viénnang | 42 thang __TCCS
MECEFIX-B.E | Cefixim 200mg | Vién nang | Hép 2 vix 10 vién nang 42 thang TCCS
MECEFIX-B.E | Cefixim 150mg | Viénnang | Hdp 2 vix 10 vidn nang | 42thang | TCCS |
MECEFIX-B.E | Cefixim 100mg | Viénnang | Hop 2 vix 10viénnang | 42 thang TCCS |
MECEFIX-B.E_| Cefixim 100mg Cém Hop 20 goi (2g) | 30thang | USP30 |
MECEFIX-B.E Cefixim 75mg Cém Hop 20 goi (1.5q) 30thang | USP 30
MECEFIX-B.E Cefixim 50mg Cém Hép 20 goi (1g) 30 thang USP 30 |
MECEFIX-B.E Cefixim 50mg Thudc bét Hép 20 gdi (1a) 30 thang TCCS

(TCCS: Tiéu chudn cd s6)

an
DAC TiNH DUGC HOC /(.b
Dugce Iyc hoc =
Gefixim |2 khang sinh digt khudn va én dinh dudi sy thu phan cla nhidu Beta - lactamase. Cefixim |a khang
sinh Cephalosporin thé hé thf ba. Cing nhy cac Cephalospoin khac, tac dong diét khuéin cla Cefixim la do
Uc ché sy tdng hop thanh té bao. Cefixim 8n dinh cao dudi sy hign dién cla nhiéu enzyme Beta - lactamase.
Nhd két qua nay ma nhidu vi khudn dé khang véi Penicillin va mét s& Cephalosporin dudi sy hign dign cla
men Beta - lactamase c6 thé nhay cam véi Cefixim.
Cefixim da dugc chi ra riing hoat tinh d8i véi héu hét cac ching vi khudn sau trén ca in vitro va cac nhiém
khudn lam sang:
. Céc vi khudn Gram - duong: Streptococcus pneumoniae, Streplococcus pyogenes.
. Céc vi khuan Gram - &m: Haemophilus influenzae (cac ching tit va khong tiét Beta - lactamase), Moraxella
(Branhamella) catarrhalis (phén 16n la tiét Beta - lactamase), Escherichia coli, Proteus mirabilis, Neisseria
gonorrhoeae (bao gém céc ching tiét va khong tiét Penicillinase).
Gefixim ¢6 hoat tinh d8i véi hdu hét cac chiing vi khudn sau trén in vitro, tuy nhién higu qua trén lam sang
chua dugc xac minh:
. Vi khuan Gram duong: Streptococcus agalactiae.
. Vi khudn Gram am: Haemophilus parainfluenzae(cac chling tiét va khong tiét beta-lactamase), Proteus
vulgaris, Klebsiella pneumoniae, Klebsiella oxyloca, Pasteurella species, Salmonella species, Shigella
species, Citrobacter amalonaticus, Citrobacter diversus, Serratia marcescens.
Chu y: Céc loai Pseudomonas, cac chiing Streptococcus nhém D (ké cac Enterococci), Listeria monocy-
togenes, h4u hét céc chlng Staphylococei (bao gbm céc ching khang Methicillin) va hédu hét cac ching
Enterobacter dé khang véi Cefixim. Thém vao d6, hdu hét cac chiing Bacterodes fragilis va Clostridia dé
khang vdi Cefixim.
Dugc dgng hoc
Cefixim ding dudng udng, dugc hdp thu khodng 40 - 50% véi sy c6 mat hay khéng cla thic &n; tuy nhién
thai gian @8 sy hdp thu dat t8i da tang khoang 0.8 gid Kkhi diing cung vdi thic &n.
Néng db dinh trong huyét tudng 1a 2 dén 3 pg/mi va 3.7 dén 4.6 ug/ml sau khi udng mot lidu duy nhat 200
v 400mg khoang 4 git. Thoi gian ban thai huy#t tudng thuding khodng 3 dén 4 gid va co thé kéo dai trong
truding hgp bi suy than. Khodng 85% Cefixim trong méu dugc gan vdi protein huyét tudng.
Théng tin vé sy phan bé clia Cefixim trong cac mb va dich cd thé bj gii han. Thudc qua nhau thai. Khodng
20% lidu udng dugc bai tiét duéi dang khong déi qua nude tidu trong vbng 24 gid. Trén 60% cb thé dudc
chuyén héa khang qua than; khong cd béng ching vé su chuyén héa nhung chic chén réng mét phdn dude
bai tiét ra phan qua dudng mat.
cHI BINH
. Cefixim dugc chi dinh diéu tri cac nhiém tring sau gay bdi nhing vi khudn nhay cam:
. Nhi&m khudn dudng ho hép trén: Viém hong do vi khudn, viém amidan, viém tai gidta, viém xoang.
. Nhi&m khuén dudng ho hdp dudi: Viém phé quan cép va cdn ¢ép cla viém phé quan man.
. Nhi&m triing duding tiéu khéng bién ching: Viém bang quang cép.
. LAu khéng bién ching.
LIEU DUNG VA CACH DUNG
Viéc Iya chon liéu dung Cefixim phii hop dya theo cdc yéu ta sau:
+ Tinh trang nhiém khudn
+ Nhilng thuéc dang s dung.
+ Tién st dung thude
+ Do twbi
+ Can nang
+ Nhing trudng hop déc bigt (phu ni ¢6 thai vé cho con bu, suy than ..)
Khéng ty thay déi liéu ding cta thuéc. Tham khdo y kién coa thay thuéc trude khi thay dél liéu ding.

Liéu diing théng thuéng duéng udng:
Nguai I8n va tré em trén 12 tudi
Lidu khuy&n cao 200 - 400mg méi ngay, dung lidu duy nhat hodc chia lam hai lan.
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. Nhiém khuén dudng hé hap trén va nhidm triing duéng tiéu khong bién chung: 200mg/ lan/ngay.

. Nhidm khudn duéng hé hép dudi 400mg/ ngay.

« Trong truéing hgp viém xoang: phéi dung lidu diéu tri tir 10 - 14 ngay.

. Didu tri Iau khéng bién ching: Liéu khuyén céo la 400mg uéng mét 1dn duy nhat.

Tré nhé va tré em dudi 12 tudl

Lidu dé& nghij la Bmg/kg méi ngay, dung liéu duy nhét hay chia lam 2 I&n. Nhing bénh nhan cd trigu ching
néng hon hoac hiéu qué khéng ddy di, co thé tang lidu 1&n 6mg/kg hai ldn mdi ngay.

Cian nang cua tré (kg) Liéu dingl ngay (mg)
6.25 50
125 100 .
18.75 E -
25 200 /[, )
.25 250 e
375 300

D1 véi tré c6 can nang trén 50kg hodc tré trén 12 tudi: lidu khuyén céo theo muc liéu clia ngudi 1an.
Bénh nhan suy thén

Nén gidm lidu 8 bénh nhan suy than visa dén nang. D8I vai bgnh nhan suy than ¢6 do thanh thai creatinin
dudi 20 mL/phut, liéu dung khéng vugt qua 200 ma/ngay.

CHONG CHi BINH: Cefixim chéng chi dinh cho nhidng bénh nhan da biét di (Ung vai khang sinh nhém
Cephalosporin.

THAN TRONG

. Than trong véi bénh nhan cé phan ng dj Ung trudc do véi Cephalosporin, Penicillin. T1 1& di Ung chéo gida
céc khang sinh Beta - lactam vdi bgnh nhéan cé tién st di Ung Penicillin cé thé xay ra.

. Luu y kha nang phat trién céc vi khudn dé khang mé két qua co thé Ia do sy tang trudng qua muc, déc bigt
khi diéu tri 1au dai.

. Muc dd an toan va higu qua khi sif dyng Cefixim cho tré dudi 6 thang tudi la chua dugc ghi nhén, nén than
trong khi s dyng cho sé dudi 6 thang twéi.

. Théan trong & bénh nhan cé tién sl bi bénh tigu hoa, dac bigt |a viém két trang.

PHY N{f CO THAI VA CHO CON BU
Phuy nii €6 thai: An toan cho phy n ¢é thai chua dudc xac minh, chi sl dung khi that can thiét
Phy nii cho con bi: Khéng biét Cefixim c6 tiét qua sla ngudi hay khéng, chi sif dung khi that cén thiét

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Vi thuc cé thé gay dau ddu, chéng mét nén cén than trong khi sif dung thudc cho ngudi l4i xe va véan hanh
may moc.

TAC DUNG KHONG MONG MUGN :

Tiéu héa: Tigu chdy, dau byng, khé tidu, bubn ndn va nén. Vai trudng hgp viém két trang gia mac da dugc
phat hién trong cac nghién cdu. Céc triéu ching khdi ddu cda viém két trang gia mac c6 thé xay ra trong
hoac sau khi diéu tri.

Phan tng qua min: N&i ban da, may day, s6t do thudc, va ngda. Ban dd da hinh, hdi ching Stevens -
Johnson, va phan ting giéng bénh huyét thanh da cé bao cao.

Gan: Tang nhét thi SGPT, SGOT va Phosphatase kiém.

Than: Tang nhat thdi BUN hodc Creatinine.

Hé thin kinh trung udng: Nhiic ddu hodic chéng mat.

Hé mau va bach huyét: Téng bach cdu ua Eosin, gidm bach cdu va giam lugng tiéu céu thoang gua. Kéo

céo trong khi diéu tri vdi cac khang sinh Cepha-
dudng tinh c6 thé 12 do thudc.

4c higu. Cefixim khong dudc loai ra khéi
i &. Phan Ung phu 1rén mét s8 nhd nhing
ng inh_nguyén kh ig khac nhiing banh nhan duge diéu trj
& lidu khuy&n nghi.

BAO QUAN: Bio quén trong bao bi kin, ndi k

PE XA TAM vOI CUA TRE EM.
DOC KV HUGNG DAN SU DUNG

NEU CAN THEM THONG TIN XI
HUBC NAY CHi DUNG THEQ!

&# MERAP caoue
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T P Acfive Dosage Quality
¢ Trade name ingredient, Packaging Shelf life
- e & .St form specification

MECEFIX-B.E | Cefixim 400mg | Capsule | Boxof2bli x 10 capsules | 42months |  In-house [
MECEFIX-B.E | Cefixim 250mg | Capsule | Box of 2 blisters x 10 capsules | 42 months | In-house [
MECEFIX-B.E | Cefixim200mg | Capsule | Box of 2 blisters x 10 capsules | 42months |  In-house |
MECEFIX-B.E Cefixim 150mg | Capsule Box of 2 blisters x 10 capsules | 42 months In-house |
MECEFIX-B.E_| Cefixim 100mg | Capsule Box of 2 blisters x 10 capsule 42 months _In-house
MECEFIX-B.E Cefixim 100mg Granule Box of 20 sachets (2q) 30 months USP 30
MECEFIX-B.E Celixim 75mg Granule Box of 20 sachets (1.5g) 30 months USP 30
MECEFIX-B.E Cefixim 50mg Granule Box of 20 sachets (19g) 30 months USP 30

|_MECEFIX-B.E Cefixim 50mg Powdsr Box of 20 sachets (1g) 30 months In-house

PHARMACOLOGICAL PROPERTIES

Pharmaco - dynamic properties

Cefixime is a bactericidal antibiotic and is stable to hydrolysis by many Beta - lactamase. Cefixime is a third
- generation cephalosporin antibiotic. It exerts its killing action on growing and dividing bacteria by inhibiting
bacterial cell - wall synthesis. Cefixime is highly stable in the presence of Beta - lactamase enzymes. As
a result, many organisms resistant to Penicillins and some cephalosprins due to the presence of Beta -
lactamases, may be susceptible to Cefixime. Cefixime has been shown to be active most strains of the
following organisms both in vitro and in clinical infections.

. Gram - positive Organisms: Streplococcus pneumoniae, Streptococcus pyogenes.

. Gram - negative Organisms: Haemophilus influenzae (Beta - lactamase positive and negative strains),
Moraxella (Branhamella) calarrhalis (most of which are Beta - lactamase positive), Escherichia coli, Proteus
mirabilis, Neisseria gonorrhoeae (including Penicillinase and non-Penicillinase - prodcuding strains).
Cefixime has been shown to be active in vitro against most strains of the following organisms, however, clinical
efficacy has not been established.

. Gram - positive Organisms: Streptococcus agalactiae.

. Gram - negative Organisms: Haemophilus parainfluenzae (Beta - lactamase positive and negative strains) ‘
Proteus vulgaris, Klebsiella pneumoniae, Klebsiella oxytoca, Pasteurella species, Salmonella species, Shigella
species, Citrobacter amalonaticus, Citrobacter diversus, Serratia marcescens.

Note: Pseudomanas species, strains of group D streptococei (including enterococci), Listeria monocylogenes,
most strains of Staphylococci (including methicillin-resistant strains) and most strains of Enterobacter are
resistant to Cefixime. In addition, most strains of Bacteroides fragilis and Clostridia are resistant 1o Cefixime.
Pharmaco - kinetics properties

Cefixime, given orally, is about 40 - 50% absorbed whether administered with or without food; however, time

to maximal absorption is increased approximately 0.8 hours when administered with food. Peak plasma
concentration of 2 to 3 ug per ml have been reported about 4 hours after single doses of 200 and 400mg.
The plasma half-life is usually about 3 to 4 hours and may be prolonged when there is renal impairment.
About 5% of Cefixime in the circulation is bound to plasma proteins.

Information on the distribution of cefixime in body tissue and fluids is limited. It crosses the placenta. About |
20% of an oral dose is excreted unchanged in the urine within 24 hours. Up to 60% may be eliminated by
nonrenal machanism; some is probably excreted into the faeces from bile.

INDICATIONS

. Cefixime is indicated for the treatment of the following infections when caused by susceptible micro -
organism.

« Upper respiratory tract infections: Bacterial pharyngitis, tonsillitis, otitis media, sinusitis.

. Lower respiratory tract infections: Acute bronchitis and acute exacerbations of chronic bronchitis.

. Uncomplicated urinary tract infections: Acute cystidis:

- Uncomplicated gonorrheea.

DOSAGE AND ADMINISTRATIONS

It may have various dosage levels according to the following factors:

+ Infection situations.

+ Current medication you are using

+ Past medical condition

+ Present health condition

+ Age level

+ Weight of patients.

+ Specical case (Pregnancy womens; nursing mothers; renal failure patients ..)

Don't self assess the dosage level that you may take. Consult your doctor before implementing changes
in your dosage.

The usual dose by oral:

Aduits and children over 12 years
The recommended dosage is 200 - 400mg daily given either as a single dose or in two divided doses.




« For upper respiratory tract infections and uncompticated wrinary lract infactions: 200mg once daily.

« In lower respiratory tract infections: 400mg daily Is recommended.

« For sinusitis: the therapeutic dosage must be administered for 10 to 14 days.

- Troatment! of uncomplicatad Gonorrhioaa: The racommended dosage is 400mg as a single oral dose.
Infants and children below 12 years of age

The recommended dosage is 8mg/kg daily given either as a single dose or in two divided doses.

In patients with more serious symptoms or unadequate effact, the dosage may increase to 6mg/kg,

twice daily.
Patient Welgh (kg) Daose/ Day (mg)

6.25 S0
12.5 100
18.75 150

25 200
31,25 250
37.5 300

Children weighing more than 50 kg or older than 12 years shouid be treated with the recommended adult
dose.

Renal Impairment.

Doses of cefixime should be reduced in patients with moderate to sevete renal impairment. A dose of 200
mg daily should not be exceeded in patients with a craeatinine clearance of less than 20 mU/minute.

CONTRA - INDICATIONS
Cefixime s contra - indicated in patients with known allergy to the Cephalosporin group of antibiotics.

PRECGCATIONS

« Precaution with patient has had previous hypersensitivity reactions to Cephalosporin, Penicillins, Rate of
cross hypersensitivity among Beta - lactam antibiotics has been clearly documented and may occur in up
to 10% of patients with a history of Peniciliin allergy.

- The possibility of the emergence of resistant organisms which might result in overgrowth should be kept in
mind, particularly during prclonged treatment.

+ Safety and etfectiveness of cefixime in children aged less than six months old have not been established.
So it should be indicated carefully with children aged less than six months old.

« Cefixime should be prescribed with caution in individual with a history of gastrointestinal disease,
particulatly colitis.

USE [N PREGNANCY AND LACTATION

Pregnancy: Safe use in human pregnacy has not been established, use only if necessary.

Lactation: It is not kKnown whether cefixime is excreted in human breast milk, only use real neccesarily.

EFFECT ON ABILITY TO DRIVE AND OPERATE MACHINE
This drug may cause headache or dizziness, it should be carefully driving or operating machine.

SIDE EFFECTS

Gastrointestinal: Diarthoea, abdominal pain, dyspepsia, nausea and vomiting. Several cases of documented
pseudomembraneous colitis were Identified during the studles. The onset of pseudomembranous colilis
symptoms may eccur during or after therapy.

Hypersensitivity reactlons: Skin rash, urticaria, drug fever, and pruritus. Erythema muitiforme, Stevens -
Johnson syndrome, and serum sickness-like reactions have been reported.

Hepatlc: Transient elevation in SGPT, SGOT and alkaline phosphatase.

Renal: Transient elevations in BUN or Greatinine.

Central nervous system: Headaches or dizziness.

Hemic and Lymphatic systems: Transient thrembocytopenia, leukopenia, and eosinophilia. Prolangation

in proggrpmwa 6. Was seen rarely.

G enltal-pruritis Lvaginfisycandidiasts,

doctor about slde%f’f gcts’occur during use drug.

d.when Cefixime is administered concomitantly.
ogted:during treatrnent with other cephalosporin antibictics;

-specific antid eg:ists. Cofixima is not removed in significant
cdialysis or per| Id‘szﬂ d!a‘E'y s. Adverse reactions in small numbers of
gle dosewg of Ce o did not difier from the profile seen in

ded doses. .
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