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NHAN HQP IBUMED 400 (Hop 10 vi x 10 vién)

Dai : 91 mm
Rong : 65 mm
Cao : 61 mm

]

400 >

Ngay-4 thang@nam 20/4
p_ T6ng Gidm Dadc

THANH PHAN:
M3i vién nén bao phim chda: lbuprofen 400 mg.

CHI BINH, LIEU LUGNG, CACH DUNG, CHONG cHI
BINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc 1¢ hudng d&n sl dung.

" pE XA TAM TAY CUA TRE EM

BOC KY HUGNG DAN SU DUNG TRUAC KHI DUNG

BAO QUAN: D& nai kha réo, trénh &nh séng,
nhiét d9 khdng qué 30°C.

TIEU CHUAN: BP 2012

SBK:

Sén xudt bdi:
CONG Ty ¢d PHAN DUGC PHAM GLOMED
35 Pal L) Ty Do, KCN Vigt Nam - Singapore,
Thu&n An, Blnh Dudng.

S6 16 SX / Batch No.:
NSX / Mfg. Date
HD / Exp. Date

o
Each film coated tablet contains: Ibuprafen 400 mg.

INDICATIONS, DOSAGE, ADMINISTRATION, -
CONTRAINDICATIONS AND OTHER INFORMATION:
Pl;om refer to the package Insert.

KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE
STORAGE: Store at the temperature not more than
30°C, In a dry place, pratect from fight.
SPECIFICATION: BP 2012

REG. No.: A
| Manufactured by:
GLOMED PHARMACEUTICAL COMPANY, Inc.
a5 Tu Do Boulevard, Vietnam — Singap Industrial Park,

Thuan An, Binh Duong.

(S| ©X & <5, 151




TO HUGNG DAN SU DUNG
IBUMED 400 IBUMED 400
Ibuprofen Ibuprofen
Vién nén bao phim Film coated tablet

1. Thanh phiin

Hoau chdr: Tbuprofen 400 mg

Td duwge: Pregelatinized starch, povidon K30, tinh bdt ngd, silic dioxyd
thé keo, acid stearic, hypromellose, macrogol 400, talc, titan dioxyd,

| polysorbat 60, sunset yellow lake, ponceau 4R.

| 2. Mé ta san phiim

IBUMED 400 duge bao ché dudi dang vidn nén bao phim dung dé uéng

| chira ibuprofen. Ddy 12 vién bao phim mau héng, dai, hai mat tron,

Ibuprofen, acid (2RS)-2-[4-(2-methylpropyl)phenyl]propanoic, 1a mdt

| thude khéng viém khong steroid. Cong thirc phan tar 1a Ci3Hi50;, va phin

tir lugng 1a 206,3. Céng thirc cdu tgo:
H. CHjy

w/(cw 4nd Sniariomar
HaC

M3di vién nén bao phim chira 400 mg ibuprofen.

| 3. Co ché tdc dung

| Ibuprofen Ia thudc khang viém khéng steroid, din xudt tir acid propionic,
| Ibuprofen cé tac dung khéng viém, gidm dau va ha sot. Tinh khang viém
| cua ibuprofen co thé yéu hon so v6i mgt vai thudc khang viém khong
| steroid khdc. Tac dung gidm dau cia thude phy thuge vao tic dung khing
| viém va cé tac dung trén ca trung uong va ngoai vi. Dy 1 mdt thudc c

ché enzym cyclooxygenase manh do d6 ngian chin sy tong hop

| prostaglandin. Ngoai ra thubc con ngin can hinh thinh thromboxan A2
| bai su két tap tiéu cau.
| 4. Chi dinh

Gidm dau nhic nhe do cdm cim, cam lanh thong thudmg, dau hong, dau
ddu, dau nira ddu, dau sau phiu thudt, dau ring, dau byng kinh, dau lung,
dau co, viém co xvong, dau nhirc nhe do viém khép, va ha sét tam théi.
Gidm cdc con dau do viém khop dang thap, viém xuong khép man tinh.

5. Lidu diing va cdch diing

Nén udng thubc ngay sau bira an.
Ngudilén: ; :
Dau nhe vé sét, dau bung kinh: 1 vién/ ln, cac 1in ubng thu
tir 4 - 6 gio. Khong udng qua 3 vién/ ngdy.

Viém khop dang thip, viém xuong khop: | - 2 vién/lin, khéng uéng qud
6 vién/ ngdy.

Tréem trén 12 tudi: :
Toi da 40 mg/kg cin nling mdi ngay trong diéu tri viém khép dang thip
thiéu nién.

c4ch nhau

| 6. Chdng chi djnh

Qué min véi cac thanh phﬁn ciia thube. :
Polyp mdi, tién sir phit mach va co thit phé quan khi dung aspirin hay
NSAIDs khdc, suy gan, suy thin, loét da day-t4 trang tién trién, chiy mau

| da day rudt, tré so sinh, 3 thang cudi cua thai ky.

7. Luu ¥ va thiin trong
Khéng nén ding chung véi bit ky thubc khic cé chira ibuprofen.

| Tham khio y _ldén biic sT trudc khi ding trong cAc trudmg hop sau:

hen, co thit phé quan, bénh tim mach, tién sir hay dang bj loét da day - ta
trang, chiy mdu da day - rugt, rbi loan chay mdu, thiéu hyt cic )'Zu .16
ddng méu ndi sinh, suy gan hay suy thin, xo gan, tré em duéi 12 woi,
ngudi gia,

Sir dyng thudc cho phu ni¥ ¢6 thai va cho con ba: Héi ¥ kién béc si
truge khi dung, Dic bigt, khéng duge ding ibuprofen trong 3 thang cudi
cua thai ky trir khi ¢6 chi dinh cda béc sT vi thue c6 thé gy nguy hai cho
tré chua dugc sinh ra hodc gy bién chimg trong lic sinh.

Anh hwéng cia thudc 1én khi ning didu khién thu xe vA vin hanh
mdy méc: Thubc ndy c6 thé lam ban chong mat hay budn ngd. Khong I4i
xe, sir dung mdy mdc hay lam bét cir hoat ddng ndo doi hoi sy cha y cho
dé_n. khi ndo ban chiic chin ring ban cé thé thyc hién cic hoat ddng nhu
thé mét cich an todn.

1. Composition

Each film coated tablet contains:

Active ingredient; Ibuprofen 400 mg

Inactive ingredients: Pregelatinized starch, povidone K30, maize starch,
colloidal silicon dioxide, stearic acid, hypromellose, macrogol 400, talc,
titanium dioxide, polysorbate 60, sunset yellow lake, ponceau 4R.

2. Product description

IBUMED 400 is available in film coated tablet for oral admistration
containing ibuprofen. It is a pink coloured and capsule shaped film coated
tablet, plain on two faces.

Ibuprofen, (2RS)-2-[4-(2-methylpropyl)phenyl]propanoic acid, is an NSAID.
The empirical formula is C;3His0;, and its molecular weight is 206.3. The
structural formula is:

H CHy

£y e
HyC

Each film coated tablet contains 400 mg ibuprofen.
3. Mechanism of action

Ibuprofen, a propionic acid derivative, is an NSAID. Ibuprofen exhibits anti-
inflammatory, analgesic and antipyretic activities. Its anti-inflammatory
properties may be weaker than those of some other NSAIDs. Its analgesi
effect is independent of anti-inflammatory activity and has both central
peripheral effect. It is a potent inhibitor of the enzyme cyclooxyge
resulting in the blockage of prostaglandin synthesis. It also prevents formAfe
of thromboxane A2 by platelet aggregation.

4. Indications

It is used for the relief of minor aches and pains due to the commeon col
sore throat, headache, migraine, postoperative pain, toothache, mens
cramps, backache, muscular aches, musculoskeletal inflammation, minor pa
of arthritis, and temporarily reduces fever.

Relieve pain due to rheumatoid arthritis, chronic osteoarthritis.

5. Dosage and administration

Should be taken immediately after meal.

Adults:

Mild pains and fever, menstrual cramps: 1 tablet every 4 to 6 hours up to a
maximum of 3 tablets daily.

Rheumatoid arthritis, osteoarthritis: 1 - 2 tablets each time, do not take more
than 6 tablets in 24 hours,

Children 12 years and older:

Max: 40 mg/kg body weight each day in juvenile rheumatoid arthritis.

6. Contraindications

Hypersensitivity to any ingredient of this product.

Nasal polyps, angioedema and bronchospastic reactivity to aspirin or other
NSAIDs, severe renal or hepatic impairment, progressive gastroduodenal
ulcers, gastrointestinal bleeding, the newborn, the last trimester of pregnancy.

7. Warnings and precautions

Do not use this product with any other product containing ibuprofen,

Check with your doctor before use if you have any the following: asthma,

bronchospasm, cardiovascular disease,  historical or existing peptic

ulceration, gastrointestinal bleeding, bleeding disorders, intrinsic coagulation

defects, liver or renal failure, cirthosis, children under 12 years old, elderly
ople.

‘l)Jcse in pregnancy and lactation; Ask a health professional before use. It is

especially important not to use ibuprofen during the last 3 months of

pregnancy unless definitely directed to do so by a doctor because it may cause

problems in the unbom child or complications during delivery.

Effects on the ability to drive or operate machinery: This drug may make
you dizzy or drowsy. Do not drive, use machinery, or do any activity that
requires alertness until you are sure you can perform such activities safely,

= :‘-'.,_ o [/+r1 |nnf9‘m’[hUOC.C:Om/
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8. Téc dung khong mong mubn

| Thuong xdy ra ri loan hay chiy mau tidu héa, loét da day-14 trang, khé

tiéu, kho chju hay dau bung, dau thugmg vi, ¢ néng, bubn nén.

Nhitng tri¢u chimg khic nhu dau diu, chéng mit, hdi hdp, suy nhuge,
mét ngd, U tai, mit md, phat ban da, ngura, phu,

Ngung sir dung va héi kién bic sT néu: xudt hién cdc ddu hidu méi b_&l
thutmg, triéu chimg dau khong cdi thi¢n trong véng 10 ngdy hay sot
khéng cdi thi¢n trong vong 3 ngdy, dau nira ddu khéng gidm hay trd nén
trdm trong hom sau khi udng lidu diu,

Théng bfio cho bic sT nhirg tdc dung khéng mong muén giip phii

| khi ding thube.
| 9. Tuong tic cia thude véi cdc thube khic va cdc loai twong tic khdc

Ibuprofen lam ting tac dung phu clia nhom quinolon Ién hé thin kinh
trung uomg va cé thé ddn dén co giat. )

Ibuprofen lam tdng tic dung phuy cua cac thude khang viém khong steroid
khic.

St dung déng thoi ibuprofen vai cdc corticosteroid lam ting nguy co
chay mau vi loét da dy

Ibuprofen ldm ting nong df lithi, digoxin, methotrexat va cc glycosid
tim trong huyét tuong, do d6 lam ting ddc tinh cia nhimg thude ndy.
Ibuprofen lam ting tac dung cua thudc chong ddng dung dudng udng.
Nguy co dic tinh trén than ting khi dung dong thoi ibuprofen véi cic
thude irc ché men chuyén angiotensin, ciclosporin, tacrolimus, furosemid
hay céc thudc lgi tiéu khéc. _

Globin co niéu kich phét va suy thin ting khi dung dong théi ibuprofen
vai ciprofibrat

Ibuprofen c6 thé lam giam tdc dung bao v¢ tim cua aspirin.

Déc tinh cua baclofen c6 the ting khi méi bit diu dung ibuprofen

| 10. Qui liéu va xir tr
| Trigu chimg: Cic tri¢u chimg qua liéu ibuprofen c6 thé gdm budn nga,

dau diu, dau bung, khé thd, budn ndn, ndn, loan nhip tim, suy thin, tyt
huyét ép, hén mé

| Xietrt

- Chi yéu diéu trj tridu chimg va hd trg. Khong c6 thude giai doc dac
hi¢u ddi véi qua liéu ibuprofen.

- Lam dé dang dao thai thudc bang cich rira da day, gy nén, gly lgi
tiéu va cho udng than hoat

- Néuning, thdm tach mau hoac truyén mau.

11. Dang bao ché va déng géi

Hop 10 vi x 10 vién nén bao phim.
Hop 1 chai 100 vién nén bao phim.

Hop 1 chai 200 vién nén bao phim.

| BAO QUAN

12. Ditu ki¢n bao quan: D& noi khd rho, tranh anh sang, nhiét dd khong
qua 30°C.

13. Tiéu chudin chiit lwgmg: BP 2012,
14. Han ding: 36 thang ké tir ngay san xufit.
DE XA TAM TAY CUA TRE EM

DOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG
ONG TIN, XIN HOI Y KIEN BAC SI

AN DUQC PHAM GLOMED

8. Adverse drug reactions

There are usual reactions such as gastrointestinal disturbances or bleeding,
peptic ulceration, dyspepsia, stomach discomfort or pain, epigastric pain,
heartbum, nausea

Others include headache, dizziness, nervousness, depression, insomnia,
tinnitus, blurred vision, skin rash, pruritus, edema.

Stop use and ask a doctror if: unusual new symptoms occur, pain gets worse
or lasts more than 10 days, fever gets worse or lasts more than 3 days,
migraine headache pain is not relieved or gets worse after first dose.

Inform your physician in case of any adverse reaction related to drug
use.

9. Interactions with other medicine and other interactions

Convulsions may occur due to an interaction with quinolones since ibuprofen
may increase adverse effects of quinolones on central nervous system.
Ibuprofen may increase adverse effects of other NSAIDs.

The risk of gastrointestinal bleeding and ulceration associated with NSAIDs is
increased when used with corticosteroids.

Ibuprofen increases toxicity of lithium, digoxin, methotrexate, and cardiac
glycosides as ibuprofen increases plasma concentration of these drugs.
Ibuprofen enhances the effects of oral anticoagulants.

The risk of nephrotoxicity may be increased if given with ACE inhibitors,
ciclosporin, tacrolimus, furosemide or other diuretics.

Rhabdomyolysis and renal failure attributed to an interaction between
ibuprofen and ciprofibrate.

Tbuprofen may reduce the cardioprotective effect of aspirin.

Baclofen toxicity may develop after starting ibuprofen

10, Overdose and treatment

Symptoms: Symptoms of ibuprofen overdose may include drowsil
headache, abdominal pain, breathing difTiculties, nausea, vomiti
arrhythmias, kidney failure, low blood pressure, coma. .
Treatment: 3 Y, e
- Patients should be managed by symptomatic and supponivcﬁ'ﬂﬂThe i

no specific antidote to overdose with ibuprofen. *
- Facilitate the elimination of the product by gastric lavage, in:ﬁh“é%e i

diuresis and orally administered activated charcoal. .;MJED =
- In severe cases, hemodialysis or blood infusion may be indi -

11. Dosage forms and packaging available

Box of 10 blisters of 10 film coated tablets.
Box of | bottle of 100 film coated tablets.
Box of | bottle of 200 film coated tablets.

12. Storage condition: store at the temperature not more than 30°C, in a dry
place, protect from light.

13. Specification: BP 2012.

14. Shelf-life: 36 months from manufacturing date.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN

Manufactured by: GLOMED PHARMACEUTICAL Co., Inc,

Address: 35 Tu Do Boulevard, Vietnam — Singapore Industrial Park, Thuan
An Town, Binh Duong Province.
Tel: 0650.3768822; Fax: 0650.3769094




