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Thanh phén: Béo quan: Trong bao bi kin,

M&i vién nang chua: Cefixim..400mg (hoat tinh) ndi khd, dudi 30°C, tranh anh
Ta dugc .......via dii 1 vién sang

Chi dinh, liéu dung va cach dung, chﬂng chi BE XA TAM TAY TRE EM

dinh, céc théng tin khéc: POC KY HUGC DAN SU DUNG
Xin xem t& huéng dan sl dung TRUSC KHI DUNG

San xuét va phan phdi bai:
Céng ty C8 phén Tap doan Merap, Thon Ba Kha, xa Tan Tién, huyén Van Giang, tinh Hung Yén

SPK/Visa No:
S6 16 SX/ Lot No:
NSX/Mfg. Date:

HD/Exp. Date:

Rx Prescription Drug

The 3rd Oral Cephalosporin

MECEFIX-B.E

[ Cefixime 400mg ]

MERAP crour

Composition: Storage: Store in tight container,

Each capsule contains: Cefixime..400mg (potency) dry place, below 30°C, protect  cAREFULLY READ THE ACCOMPANYING

Exipients......q.s 1 capsule  ¢om directed light
Indications, Dosage & Administration, Contraindi-
cations and other informations:
Please see the insert inside

Manufactured and Distributed by:
Merap Group Corporation, Ba Khe Hamlet, Tan Tien Commune, Van Giang District, Hung Yen Province
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KEEP OUT OF REACH OF CHILDREN

INSTRUCTIONS BEFORE USE
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SR

. 2 HOAT CHAT, DANG 5 HAN TIEU
ENHaGe HAM LUONG | BAO CHE Qi GAGH DUNG | CHUAN
|_MECEFIX-B.E | Cefixim 400mg | Vién nang Hop 2 vix 10 vién nang | 42 thang TCCS
_MECEFIX-B.E Cefixim 250mg | Vién nang | Hoép 2 vix 10 vién nang | 42 théang TCCS
_MECEFIX-B.E | Cefixim 200mg | Vién nang Hép 2 vi x 10 vién nang | 42 thang TCCS
_MECEFIX-B.E | Cefixim 150mg | Vién nang Hép 2 vix 10 vién nang | 42 thang TCCS
_MECEFIX-B.E | Cefixim 100mg | Vién nang Hop 2 vix 10 vién nang | 42 thang TCCS
..... MECEFIX-B.E | Celixim 100mg |  Cém Hop 20 g6i (2g) | B0thang | USP 30
_MECEFIX-B.E | Cefixim 75mg Com Hép 20 géi (1.5q) 30 thang | USP 30
MECEFIX-B.E Cefixim 50mg Cém Hop 20 géi (1g) 30 théng USP 30
BAC TINH DUGC Hoc
Dudc lue hoe

Cefixim 1a khang sinh diét khusn va én dinh dugi sy thuy phén clia nhidu Beta - lactamase. Cefixim Ia khang
sinh Cephalosporin the hé thi ba. Cing nhy céc Cephalospoin khae, tac déng diét khudn cla Cefixim 1a do
e ché sy téng hop thanh té bao. Cefixim dn dinh cao dudi sy hign dién ciia nhidu enzyme Beta - lactamase.
Nha ket qua nay ma nhidu vi khudn da khéang vdi Penicillin va mét s6 Cephalosporin dudi sy hign dién cia
men Beta - lactamase 6 thé nhay cam v Cefixim,

Cefixim da duge chi ra réing hoat tinh dai véi hiu hét cae chiing vi khuéin sau trén ¢4 in vitro va cac nhiém
khudn lam sang:

+ Cde vi khuan Gram - duong: Streptococcus pheumoniae, Streptococcus pyoegenes.

- Cde vi khudn Gram - 3m: Haemophilus influenzae (céc ching tigt va khéng tiét Beta - lactamase), Moraxelia
(Branhamella) catarrhalis (phan 16n 13 tist Beta - lactamase), Escherichia coli, Proteus mirabilis, Neisseria
gonorthosae (bao gém cac ching tist va khong tiét Penicillinase).

Cefixim c6 hoat tinh d&i véi hau hét cac chling vi khudn sau trén in vitro, tuy nhién higu qua trén lam sang
chua dugc xac minh: s

+ Vi khudn Gram duong: Streplococeus agalactiae.

- Vi khudn Gram am: Haemophilus parainfluenzae(céc chiing tiét va khong tiét beta-lactamase), Proteus
vulgaris, Klebsiella pneumoniae, Klebsiella oxytoca, Pasleurelia species, Salmonella species, Shigella
species, Citrobacter amalonaticus, Citrobacter diversus, Serralia marcescens,

Dugc déng hoc

Cefixim dung duding uéng, duge hdp thu khodng 40 - 50% vdi sif co mat hay khéng clia thue an; tuy nhién
thdi gian dé sy hdp thu dat t8i da téng khodng 0.8 gig khi dlng eling vdi thiic an,

Néng dé dinh trong huyét tudng la 2 dén 3 pg/ml va 3.7 d6n 4.6 rg/ml sau khi udng mét lidu duy nhat 200
va 400mg khodng 4 gid. Thai gian ban thai huygt ludng thuding khoang 3 dén 4 git va c6 thé kéo dai trong
tritdng hop bj suy than., Khoang 65% Cefixim trong mau dudc gan vdi protein huyst tuong.

Théng tin vé sy phan bé clia Cefixim trong cac mé va dich co thé bi gidi han. Thude qua nhau thai. Khodng
20% lidu udng dugc bai ligt dusi dang khong déi qua nudc tidu trong vong 24 gid. Trén 60% c6 thd dugec
chuyén héa khéng qua than: khong cé bing ching vé su chuyén hoa nhung chic chin ring mét phin dugc
bai liét ra phan qua dudng mat.

CHI BINH

+ Cefixim dugc chi dinh didu tr] céc nhidm trling sau géy béi nhing vi khudn nhay cam:

« Nhiém khudn dudng hé hap trén: Viém hong do vi khudn, viém amidan, viém tai gitta, viém Xoang.

» Nhiém khun dudng hé hap dudi: Viem Phé quan cép va con cdp coa viem phé quan man.

» Nhiém tring duéng tidu khéng bién ching: Viém bang quang c4p.

+ Lau khéng bién ching.

LIEU DUNG VA CACH DUNG

Viéc Iua chon lidu ding Cefixim phi hop dya theo cdc yé&u t6 sau:

+ Tinh trang nhiém khudn

+ Nhiing thusc dang st dung.

+ Tién st ding thudce

+ D tugi

+ Can ning

+ Nhing trung hop dac bigt (phu nif €6 thai va cho con bti, suy thén ..)

Khéng tu thay déi liéu dung cia thude. Tham khio y kiéh cia thi y thusc trude khi thay dsi lidu ding.

Ligu ding théng thuéng dudng uéng:

Ngudi I6n va tré em trén 12 tudi

Lidu khuyén cdo 200 - 400mg méi ngay, diing lidu duy nhat hodéc chia lam hai ldn.

« Nhiém khudn duding hé hép trén va nhigm tring dudng liéu khéng bién chiing: 200mg/ lan/ngay.
« Nhiém khudn ditéinn hA h&n Aot anne i _+




N

% r.}qur op viém xoang: phai ding liéu didu tri tiy 10 - 14 ngay.
O 3 bién chiing: Liéu khuyén céo I3 400mg ubng mét lin duy nhat,
"/wgﬂ Yatrd 6 w6l 12 tudi

('f_i de n hﬂé g mdi ngay, ding lidu duy nhat hay chia lam 2 4n. Nhitng bénh nhan cé triéu ching
Q}Qgﬁ’abﬁ 2C higy dua khong déy di, o6 thé tang lidu lén Bmg/kg hai 1&n méi ngay.
TAP BOAN .,f: an ngng cda tré (kg) Liéu ding/ ngay (mg)
\ M ERAP% /4 6.25 50
I ™
574 o\ 12,5 100
Rdve- 124 18.75 150
25 00
31.25 250 e
37.5 300

BSi véi tré ¢6 can nang trén 50kg hodic iré trén 12 tudi: lidu khuy&n cao theo mifc lidu ciia ngusi Ian.

Bénh nhan suy than

Nén gidm liéu & bénh nhan suy than vifa dén niing. B4i vdi bénh nhan suy than cé dé thanh thai creatinin
dudi 20 mL/phat, liéu dung khdng vugt qua 200 mg/ngay.

Huéng dan cich pha MECEFIX-B.E (Cefixim, c6m pha hén dich)
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CHONG CHIi BINH: Cefixim chéng chi dinh cho nhing 'bénh nhan da biét dj ng vai khang sinh nhém

Cephalosporin.

THAN TRONG

« Thén trong véi bénh nhan c6 phan Ung di Ung trude da vai Cephalosporin, Penicillin. Ti & dj Ung chéo gida
cdc khéang sinh Beta - lactam vai bénh nhan ¢o tién st dj tng Penicillin cd the xay ra.

+Luu y kha niing phat trién cac vi khudn dé khang ma két qua cé thé 1a do SY tang trudng qua mic, dic bist
khi didu tri 1au dai. '

« Muc d¢ an toan va higu qua khi sif dung Cefixim cho tré dusi 6 thang tudi 1a ehua duge ghi nhan, nén than
trong khi st dung cho sé dusi 6 thang tusi,

- Thén trong & bénh nhan ¢6 tidn s bi bénh tiéu hoa, dac bigt 1a viam k&t trang.

PHU NU CO THAI VA CHO CON BU

Phu ni €6 thai: An toan cho Phy ni cé thai chua dutic xac minh, chi sif dung khi that can thigt

Phu ni cho con bu: Khéng biét Cefixim ¢ liél qua sida ngudi hay khéng, chi st dyng khi that can thist
ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY moc

Vi thudc 6 thé gay dau dau, chéng mat nén cdn than trong khi sit dung thudc cho ngusi 14i xe va vén hanh
mady moc.

TAC DUNG KHONG MONG MUGN ,

Tiéu héa: Tiéu chay, dau bung, khé tigu, buén nén va nén. Vai truding hop viém két trang gid mac da duge
phat hién trong cac nghién ctiu. Gac trigu chiing khdi ddu cla viem két trang gia mac cé thé xay ra trong
hodc sau khi didu trj,

Phan dng qua man: Néi ban da, may day, sét do thude, va ngiia. Ban dé da hinh, hi ching Stevens -
Johnson, va phan ting gidng bénh huyét thanh da co béo céo.

Gan: Tang nhat thsi SGPT, SGOT va Phosphatase kiém.

Théan: Tang nhét thai BUN hodc Creatinine.

Hg thén kinh trung uvdng: Nhife diu hedc chéng mat.

Hé mau va bach huyét: Tang bach cdu a Eosin, gidm bach cdu va gidm Iugng tidu cdu thedng qua. Kéo
dai thai gian Prothrombin him khi g&p.

Cidc tac dung phu khéc: Ngta sinh duc, viém am dao, bénh n&m Candida.

Théng bdo cho bac si nhiing téc dung khéng mong muédn gip phii khi st dung thude.

TUGNG TAC THUGC

Tang ndng d¢ Carbamazepine d4 dugc bio cao khi ding déng thdi vdi Cefixim.

Thi nghlgém Coomb trile ti€p duong tinh gi4 da dugc bao cao trong khi diéu tri vi cac khang sinh Cepha-
losporin khac, vi thé nén nhan ra réng thy nghiém Coomb dudng tinh cé thé I3 do thude.

‘Cac thude chdng déng mau: Ba ca bao céo téng théi gian Prothrombine sau khi diing ddng thai Cefixim vai
thude chéng dang mau (nhu Warfarin). :

QUALIEUVAXUTRI
 Rifa da day co thé duge chi dinh
mau mdt Iugng Idn bdi suf tham tach
ngudi tinh nguyen khée manh khi ugng I
dlieu khiygnnghi,
BAO QUAN: Bao quan trong bao bi kin, noi kh, dUidi 30°C, trénh 4nh sang.
BE XA TAM VOI CUA TRE EM. :

DOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC SI.

THUGC NAY CHI DUNG THEO BON CUABACSI.

San xudt bdi: CONG TY CO PHAN TAP DOAN MERAP

Thén Ba Khé, xa Tan Tién, huyén Van Giang, tinh Hung Yén

nhién khang ¢6 thusc gidi doc asc hisu. Gefixim khéng duge loai ra khai
mau hodc thdm phan phic mac. Phin Ung phu trén mét s8 nhé nhang
&uduy nhat 2g Cefixim khong khag nhing bénh nhan duge didu tri

%# MERAP cuovr




MECEFIX - B.E

[ Cefixim ]

PRESENTATION

Active Dosage Quality

Trade name ingredient, (o Packaging Shelf life specification
Concentration

MECEFIX-B.E_| Cefixim 400mg | Capsule | Boxol 2 blisters x 10 capsules | 42 months In-house
MECEFIX-B.E Celixim 250mg | Capsule Box of 2 blisters x 10 capsules | 42 months In-house
MECEFIX-B.E Celixim 200mg | Capsule Box of 2 blisters x 10 capsules | 42 months 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 Cefixim 75my Granule Box of 20 sachels (1.5g) 30 months USP 30
MECEFIX-B.E Cefixim 50mg Granule Box of 20 sachets (1g) 30 months USP 30

PHARMACOLOGICAL PROPERTIES

Pharmaco - dynamic properties

Cefixime is a baclericidal 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 - wali 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. Ceflixime has been shown to be aclive 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 - lactamasa positive and negative strains),
Moraxella (Branhamella) catarrhalis (most of which are Beta - lactamase positive), Escherichia coli, Proteus
mirabilis, Neissetia gonorrhoeae (including Penicillinase and nen-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: Streplococcus 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 enlerococci), Listeria monocytogenes,
most strains of Staphylococci (including methicillin-resistant strains) and most strains of Enterobacier are
resistant to Cefixime. In addition, most strains of Bacteroides fragilis and Clostridia are resistant to Cefixime.
Pharmaco - kinetics properties

Cefixime, given orally, is about 40 - 50% absorbed whether administered with or without food; hawever, 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.
Abaut 65% 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 Ly
nonrenal machanism; some is probably excreted into the facces 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 gonorrhoea.

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:

Adults 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 uncomplicated urinary tract infections: 200mg once dai




In lower respiratory tract infections: 400mg daily is recommended.
For sinusitis: the therapeutic dosage must be administered for 10 to 14 days.
uncomplicated Gonorrhoea: The recommended dosage is 400mg as a single oral dose.

dosage is Bmg/kg daily given either as a single dose or in two divided doses.
ore serious symptoms or unadequate effect, the dosage may increase to 6mg/kg,

Patient Weigh (kg) Dose/ Day (mg) —]
6.25 | ———— 50
12.5 - 100
18.75 L2 B 50 Fo——
25 200 |
31.25 = 250 Ry
37.5 300

Children weighing more than 50 kg or older than 12 years should be treated with the recommended adult
dose.
Renal impairment,

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

Constitution instruction of M@EFIX - B.E (Cefixim, granule for suspensio
- A

0 | &=

1. Empty granules | 2 Add a small volume 3. Stir weil and drink imme diately
from sachet into a glass | of water ‘

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

PRECATIONS

« 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 Penicillin allergy.

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

« Safety and effectiveness 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 caulion in individual with a history of gastrointestinal disease, _
particularly colitis, *

USE IN PREGNANCY AND LACTATION

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

Lactation: It is not known 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 carefull driving or operate machine.

SIDE EFFECTS

Gastrointestinal: Diarrhoea, abdominal pain, dyspepsia, nausea and vomiting. Several cases of documented
pseudomembraneous colitis were identified during the studies, The onsel of pseudomembranous colitis
symptoms may occur during or after therapy.

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

Hepatic: Transient elevation in SG PT, SGOT and alkaline phosphatase.

Renal: Transient elevations in BUN or Creatinine.

Central nervous syslem: Headaches or dizziness.

Hemic and Lymphatic systems: Transient thrombocytopenia, leukopenia, and eosinophilia. Prolongation
in prothrombin time was seen rarely.

Other: Genital pruritus, vaginitis, candidiasis.

Inform your doctor about side effects occur during use drug.

INTERACTIONS .
- Elevated carbamazepine levels have been reperled when Cefixime is administered concomitantly.

A false - positive direct Coombs test has been reported during treatment with other cephalosporin antibiotics:
therefore, it should be recognized that a positive Coombs lest may be due to the drug. ~

Anticoagulants: Prolongation in clotling time was reported when using Cefixime with anticoagulants (Warfarin).
OVERDOSE AND TREATMENT ‘

Gastric lavage may be indicated; otherwise, no specific antidote exists. Cefixime is not removed in significant
quantities from the circulation by hemodialysis or peritoneal cﬁalysis. Adverse reactions in small numbers of
healthy adult volunteers receiving single doses up to' 2g of Cefixime did not differ from the profile seen in
patients treated at the recommended doses.

STORAGE: Storage in tight container, dry place, below 30°C and protect from direct light.

KEEP OUT OF REACH OF CHILDREN. CAREFULLY READ THE INSTRUCTIONS BEFORE USE

&7 MERAP croue

ASK YOUR DOCTOR FOR FURTHER INFORMATION,
THE DRUG IS ONLY USE BY DOCTOR'S PRESCRIPTION

Manufactured by: MERAP GROUP COHPORATION <

Ba Khe Hamlet, Tan Tien commune, Van Gian Distﬂcf"}‘ll“.i'hg Yen Province




