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Nom-5teroidal Anti-Inflammatory, Anaigesic Agent

SHINPOONG ROSIDEN S gel
(Piroxicam)
COMPOSITION : Ench tubc 20 gram of gel contains - -

Active ingredient : -~ 200mg

Excipicnts: Curbomer 940, Propylene glycol, Polysorbate raxypropyl
 celluloss (H), D-Sorbitel solution, Benzyl aloohol, Tricthanolamine, L-Menthol,
, Ethanel 95%, purificd water.
1E0W SUPPLIED : Tube g/ Box
INDICATIONS

Reliel of pain and inflammation of the following discases: s

R mataid aehrits and stooartheits (athrosis, degenerative joint discase).

- mndmingmmli:iamemwlmkdnul disorders and sport injuries.

DOSAGE AND ADMINISTRATION

- For extermnal use oaly. . 3

- Apply gel and rub into the affected sité Lhree 1@ four times doily with a quantity
gel equivalent to 15 - 20mg of pizoxicam daily.

CONTRAINDICATIONS

- Hypersensitivity 1o piroicam.

- In patients with bronchospasm asthma, nasal polyps, and anpiocdema of
uriicaria induced by upirinntoﬂhcrNSMD.

PRECAUTIONS A

- If loca) irritation dewelops, the use of the Gel should be discontinued and
appropriate therapy insfifuled & pecessary. 7

« Keep away from the eyes and mucosal surfaces. Do nat apply to any siles
affesied by open skin lesions, dermatoses of infection.

= Dan 't apply this drug to ODT (Qeclusive Dressing type).

USE IN PREGNANCY AND INFANTS

Although no leratogenic effects were seen when piroxicam  was orally

administered in animal testing, the use of plraxicam gel during pregnancy of

-+ dusing laciation is not recommendsd,

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Wo adverse effects known

INTERACTIONS

Na interactions known.

SIDE EFFECTS

Local iritation accur rarcly: itch, redness, rash.
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PHARMACODYNAMIC PROPERTIES

Piroxicam is a MSAID belonging to oxicam group. In common with other

NSAIDS, it possesses analgesic, ntipyretic and anti-inflammatory activitics. The

mechanism is not completely understood. However, a common mechanism for the

sbove effcets may be by inhibiting prostaglandin biasynthesis and thereby prevent
the formation of prostaglandin, thromboxane and other cyclooxygenass producs.

Pirowicam also can inhibil activation of hils even when products of

eyclooxygenase are present, s additional modes of antiinflammatory aclion are

inhibition of preteoglycanase and collagense in cartilage.

PHARMACOKINETIC PROPERTIES

- After 15mg topical administration on back of adull, the plasma concentration
schieved 147ng/ml,

- From o phamacokinetic study in man, 2g of the Gel was applicd 1o the
shoulders of normal volurteers twice daily (comesponding fto 20mg
piroxicamdday) for 14 days, plasma levels of piroxicam rose slowly, reaching
steady state aller about 11 days. The plasma levels t this time were between
300-400 ng/ml.

- The serum half-life of piroxicam is approodmately 5O hours.

. OYERDOSAGE
&m?ang: is unlikely 10 occur with this topical preparation.
L STO) GE : Store in a light iner, al dry and ligh
lempérture bedow 30°C.

SPECIFICATION : BP 2009

EXPIRY : 36 months from the manufecturing date,

RECOMMENDATION :

= Keep out of reach of children.

- Read earefully the leaflet before use.

- For more information, please contact your doclor.
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SHINPOONG DAEWOO PHARMA CO.,LTD.
i Ko i Provinee,

vH

‘Office: Room 5 & 7, Flooe %, Tower R, Everrich Bailding, No. 968, 12 St



