CTD MODULE 1
ADMINISTRATIVE INFORMATION AND
PRODUCT INFORMATION

INDOREN CAPSULES

Product Name : (Indomethacin BP 25 mg)

Pack Insert:

INDOREN
COMPOSITION

Eneh enpely eontiing

Inddame thacin I 255,

HIJLR_'\I;'L(‘UI.UE‘F

listametlacin s 5 nolengidal unrn-i:lﬂam:lmmr;.r iy (NS AL thar exhibity AipyTetic
il arialgesie propertics. Iy mode ol metzon, like that Gl other nnrHrrﬁu:rm:unn]r gy, i
narknown, Hiowetes, g thetupentid potion ol due I ity -didrepy ) stimudagicn.
Indimethicin i patent mhikiter 6f prostagiandiy S¥nthisis in vis, Prosiaglanding
sttt oo n; Pk s poteritiale the yeting of FTHEY itk el g i i g
LT 2 R st TEnatirg e T w 't b MR the Ineciatars oF inilammajon,
Since Eslommetiacin fu ) miibiser of Prostasinndin Aynthesis, s idde of setien may ha
tue 10 & teeranse oF prosfaglanding in Peripnerl ke

INDICATIONS

Indomethnein Frins B Fnani effechve in actlve #ages ol the Tolloweipg:

&, Acute gouty arthritis.

OSAGE AND ADAL NISTRATION

Pugdintric

Iadbmethugin archmavily slioule nog e Presenibed for paodiaris Pallents 14 vears of s

aned mlpr, {

Al Ty

25,18 T 24 t{msm dinfy

SINE EFFECTS

Frequent sivle effaots imeleides pustroin pesting] desturtmnices, hasdachs dlzziness, alsy

ELslBinlcetng) uleeridion nu bleediig, rineky drowsingss, canfusion, insommmin,

Carryulsinis, peyvclinric histurhinces; wleprersion, symeope, blood disordery particailarly

Ihn;mH.-ru;v:np.uriu},hym-r.:mim hvpe Iycenmin, Blurrpd Vislon coemial eprosiiy,

Mrpheral nenrgpatliy, and Ifitestingl strcrpmes.

PRECAUTIONS

A patlen) with S¥RTpIOmE and e signs Slupesting liver shysfungtion

Eldlerly pnranis seam:ng tinkerie uleeriion o bleeding kess wiell than it melividunts ang

HIANY FHARIATRIONS Pepartei sl Gil evumis e in iy ol fei

CONTRAINDICATIONS

Indlomeibicin s eentrnindicaned by b with kitrpm ypersensitivity 1 indomathagin
* AIndommethacin shigly 0L e give i [l Pt who hove Laperienood asthm, tertivaria,

o el ty pe pesinticny fler takeng aupirin ge ather NSAIDN, Indornie the i 14

contremdicnled fur ghe tesitenr of peri-operitive P i the Fetlng of coranury BTy

Dyusg prif ARG Surgery,

Stomge Conditigm:

31088 m i venl; dry. plice Balew 30 Prmteet fron [ighs,

Keep vt of regely of chiliren MANUFACTURER a4
EERE SMOLRTREY LIMETIEG:
h--.lnu.llll.

PNEHH.TII.-\'"UN 0 0w 00, Minpain, Upnay

S 08 100 e s A Wilestnie Ta it Tl

Blster pack of | 0x 1 chpsules

Page 49 of 517



