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Patien! package insert aceomling to Pharmacists' Regulations (Preparslions), 1986,

This medicing i3 in be supplled upen ghysicius's prescriplion only.

Carfully read the entine package insert bofare using this medicalion.

Composlilon; Active ingredient:

Belaren 25: Each tablei contains: Diclofenac Sodium 23 mg

Belaren 50; Each tablet contains: Diclofanac Sodium 50 mg

,Ee!nren 109 SA: Each 1ablat contains: Diclofenae Sudium 100 myg in A suslained release
orm L

inactive ingretien!s:

Beteren 50 and Belaren 25: Lactose, maize stargh, microcrystaling celiufose, methacili
acid methylacrylate copolymer 0%, crospovidone, magnesitm siearale, copovidans, talc,
silica colloidal anhydrous, Tietly! ciltate, ltanium dioxide {E-171). hypromeliose. iron exide
red (E-172). carnauba wax, mnsro?ai. ponceay 4r lake (E-124).

Beluren 50: Alzo containg; Polyviny alechol, iror oxide yellow (E-172). lecithin soya, xanthan

um,
gelumn 106 5R: Compressible sugar, coloslearyl alcohol, lale, stica collofdal anbydrous,
povidone, megnesium Steare, Suctose, copovidone, camauba wax. hypremeliose, Hankum
dioxide, macidgo!, gum acacia. iren oxide red

‘Fherapeutic group: Belaren beiongs to a graup of medicines called non-sieroldal anti-
inlarsmatoty drugs (NSAIDs), -
Thatapeutic Action: Betaren is an anlidnlammalory analgesic praparation

Wher should thls medicine not be used?

De not tse this medicing il you are pregrant in the last timester or breasieeding.

Do not use 1his medicing Il you are aware of sensHivity o any of lls Ingrediants. or
sensitivity o saficylales g.0., acetylsalicylic acid {Asphin) or clher nonstercithl anli-
inftammalory ¢rugs. Do not use this medicine if you sulfer or kave sullered I the past
drom uicer, Bloody vomit, bloady stoo! or black stool,

Do not usa this medicine withaut consulling your physieian £ you are pregnan, if you
suller of have saffored in the pasl lrem Impaired funclion al the respiratory lract {e.9.,
asthma), the heant andlor bioed vessels, the kver (e.g.. hepalic porphyria), the kidneyhrinary
Irac, the gastroiplestingl tracl, the blaad syster (e.g.. anemiz, coaguialion)., from nasal
pclyfs, hypenensian, lupus eryil sus, alcohollsm. dinbeles, edema (2o . sweling of
tha feet}; Wicers, sores of white spols In the mouth ’

How will thls medlcine atfect your daily fila?

Use ¢l this medicine may impalr aferiness: therelore caulion should bha exercised when
driving ar when operaling dangerous machinery and when engagéng in any other activity
requinng darness, Adeiasconls sheuld be wamed about iding 3 bloycle or playing noar
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Leclosa, maiza starch, microcrystating cotiulose, mathacrilic acit +Ye ju sy a» Ok

melhylnerylato copolymer 30%, crospovidone, magnesium slearate, R S
copovidono, lale, sltica colicidal anhydrous, Irlethy! citrate, litanium

dixide (E-171), hypromellose, kon oxlde red (E-172). camauta wax.
macrogol. porceal 4F lake {E-124).

Pofyvinyt afcoliat, ron oxide yetlow (E-172}. lecihin soya, xanthangum L, IR TRNY 9
Compmssible sugar, celpstoaryl aleokol, lal, siica calipidal anhydrous, TISR - T

pvidone, ngresivm steanle. suctose, cupo'vidong. carmauba wax.
yprometioso, (lanlem dioxide. macrogo), gum acacia. iron oxide red.
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tha road, and the like.

Do nol drink ina or cther sicohalic beverages during ireatment with this medicing

Warnlngs: Do not usa 1his medicing frequently or for prolonged periads without consutting
our physician, When using thls medicing for profonged penods or 2t high doses, you may
gu requesied 1o undergo biood tesls, liver and kidney funclion lests, and urine lesis. f you
are aware of By sensilivities to loods of dnugs, inform your physician belore {aking (his
medicing, if you are aboul 1o undergo surgery {including dental surgery) inform yaur physician
thal you aig taking Betaren as it may increase the chanca of bieeding.
Also notly your physician if you ara about 1o undergo lzboralory lests bs treatment with this
medicing may allect the tesl resulls,
Drug interactions: H you pre taking other medicines concurently. of have just completed
lreatment vilh another medicine, infarm your physician in order fo prevent hazards o
inelficacy arising from drug inleractions, especially regarding medicines from the loliowing
geoups: selicylales {e.g . aspide) and other nor-stetcldal anti-inflammatery dregs (2 g..

Sl 35 28 1030 o Ty ST TEST g 15 vy i a7 1y ik L] ]
O Gy gl ooyl oS 0 Gialplh o3 g TEH bt 5 31 LSS 5 L ylor g 313,
sl bay g A1 e

RPE L PR e AT NN O FNCTU W JUES

el b Gy e gl 0 08 1T 50 A0 e ] g0 Y 104 a0

paB Il g Jault My SH Ml bl e i f e ot By bl ey Vi
Lite, zhe o e Wl SN U o300

A yald ilasnd i ithe gt plata) bl Dok o )0 el 30 oo

a1 Q5 Gl 3] cang {05 Y T B3 L) s Tt ol e 3L S 13
ezl e 3l 22 M el £ i ol g, 0080 Gt b Lyl a5 ] e
U e dein Bl e Jipay Syl 3R oY LS D jpda e gad

coatll e g 3T by T ) 2 03] T TALAL W 0 B G 0 g2 g iMai
ol 5 0 ¥ Lol ptEalh o e lic) e Bl sl e AT g iy

~1986 ~ I"DYUNN (DN} BNGFN NN Y XY i1y

: . s U7 NBIM BYING NAMN RSN

© 9NN WM D' 1910 7Y VU0 RR 001 NS

b : ) $M¥s 1D W

* ‘Diclelenac Sodium 25 mg 10750 N0 70126 oA

Biclolenat Sedium 50 mg :A%m 2720 13 50 10n

RAWM WK Diglofenac Sodium 100 g 0720 ¥ Y2 15R 100 102

: : : OYD N7 BB

Laclose, maize slarch, microcrystelling colluioso, mothacrific ecid 125 b3 B ba

mathytacrylalo copolymor 30%, eraspovidone, magnestum slearate, T

capovidene, Talc, shica colloidal anhydrous, ilethyl cilrale, lHanium
dioxide (E-171}, hypromptose, ron oxide red (E-172), camauba wax.

mEcregel, ponceau Ar fake {E-124). R

Polyviryl alcohol, on oxds yeliow (E-172), lecithin soys. xanthan gum. 90133 705 150 o

Compressibla sugar, catostearyl alcohol, tafe, siica colloidal anhydrmus, 1SR 190 O3

fovidone, magnesium stoarate, suciose, copavidone, camnauba way, e .

wpromelase. Wanium dioxide, macrogel, gum acacia. ion axide red
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ibuprofen) anticoagulants (a.q., warlarn, heparin), drugs for tha hean and anthypertansives
(0.0, ACE inhibitors angiatersin 2 receptor anlagonisls, bala receplor blockars), diuretics,
lithium, probenecid (for gaul), methotrexate (mainly fer treatment of cancer, psorasis
and haumateid arthilis), antidiabetics, cyclasgcn'n {for supprassion of tha immung systems,
digoxin {lor head diseases), quinelones (antibiolics}, valproic acid (mainly for epilepsy and
convuisions), milepristons for leminaling pregnancy). There is a possibilily of exacerbation
of gastroimestinal symploms when tzken concurrantly vith sterolds.
Side Effocts: In addition to the dasired offect of the medicine, some side offects may appear
during ttealment, such as constipalion diarhea, nausea, vomiting, headache, dizziness,
hearbura, mino: abdominal paln, gas, seasitivity o sunlight (usa appropriate proleclion
during exposure to sunfighl), drowsiness. Antacids may be lakee Lo rebieve gastreintastinal
sida efforts. |t Ihese oflocls persist or ate biothersome contact your physitian {see below)
Lass of waight or appelite, & drop in blood pressure and tiredness have also baen reported.
Side ellecls reguiting soocial attention: Severe abdominal pain, pains, cramps of a buming
Sensaton in e ahdomen; digastive problems, haartbum, gas, nausea or vomiling (severe
and continuing), bloady ot biack stool, bloody vemit or of coflen graund cofor; signs of allargy,
such as: skin rash or writation, a‘!chin?, swaeling of face and lins, sweling around the ayes,
wheezing, shortness of breath or dificulty breathing, shock (anaphylaxis), persisient sore
throa! ar high lever; fluid relertian with signs such as swelling of feel, ankles and hands;
bioody urine changas in the quantity or appearance of urine; vislon changes, sores in the
mauth, pase tleeds, brises, painful red areas on the skin, hearing disturbances, symploms
of mertingitis, 0.4, severe headache, siif nack, sill muscles, severe and continyous nausea
and vomiting, spinal column pains Discontinue yreatment and conlacl your physician
immediately Thers have alsa been reports of chest pain, iregular heart beat of puise,
lightness in chest, lainling, Bver probilams, such as yellawing of the skin or whites of the
eyas (rora); discontinue featment and conlact your physician immediatelyl
I you experience side eflocts not mentioned in this insed er i you fael any change in your
genarat healih, cansult your physicisn immediately,
Dosage: Accading to physician’s instructions oniy Do not excead the recommended dosage
This madicine is usually not intended for children and infants under 14 years old,
i yau hava forgoiten o take & dose al the specifiod lima, lake it as soon as you remember
uniess it is nearly time for your naxt dose; bul never take two doses tagethed
Directians lor Use; Do nol chew, do not halve and de not crusht Swallow the mediclne
whale with a lull glass of water. Take the medicing with or immediately alier a meal.
Avold Palsening! This medicine, and any ather medicing, showid be kept in a clased place
GUTaThE T82ch of children andfor infonts to aveid poisoning. If you toak an overdess,
or f a child accidantally swaliowedl this medicine, procoed immedialely 10 a hospitat emargency
toom and lake tho medicine package with you
Do ol intdgsa yomiling without bein? explicilly instructed 1o do so by a physician!
This mudicing has been prescribed for tha teatment of your aiimenl, in anether patient &t
may causa harn, Da not giva this medicke to ralatives, nelghbours or Iends.
Crugs showd aot be taken in tha dark! Chack the lanal and the dose every lime you lake
1S medicine. Wear giasses I yau nebd hem
Starage: Stora In & dry and cood place. Even ¥ kept In lheir recommended storaga canditions,
drugs teksin heir patency lor a fimited perod anly, Note the expiry date stated on the package.
# i doubt, consull with tha dispensing pharmacist Do not storo diltarent medicines in gln
same cantainar
Ragistration number of the drug:  Setaren 25: (41 97 26068 00

Betaron 50: 041 8525771400

Betaren 108 5R: 015 732461900,
Tha farmat of this leaflat was determined by the Ministry of Health (MOM) and #s content
was checked and approved hy the MOH
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