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: CELMAC
£ Celecoxib Capsules

COMPOSITION
CELMAC 200 (Celecoxib Capsules 200 mg)
Each hard gelatin capsule conlains:

Celecoxib

Tartrazine (E 102), Sunset Yellow FCF (E ‘HU)
Excipients

Contains lactose:

CELMAC 400 (Celecoxib Capsuis 400 mg)
Each hard golatin capsule contai
Celecoxib
Toane (£ 102), Sunset Yoow FF (€ HU)
Excipients

ontains lactose

DOSAGE FORM:
Hard Gelatin Capsule
Category of Distribution: POM

CRIPTION:
Itis chemical

DOSAGE AND METHOD OF ADMINISTRATION
For osteoarthris and rheumatoid arthrits, the lowest dose of
celecoxib should be sought for each patient. These doses can
begiven without regard o timing of meals.

Osteoarthritis: For relief of the signs and symploms of
osteoarthiits the recommended oral dose Is 200 mg per day

Rheumatoid arthritis: For relief of the signs and symptoms of

rheumaloid arthrilis the recommended oral dose is 100 to 200

mgtwice perday

Management of Acute Pain and Treatment of Primary

Dysmenorrhea: The recommended dose of celecoxib is 400
i

fally
thefirstday.

On subsequent days, the recommended dose Is 200 mg twice
dally as needed.

perforalion, caused b

for FAP patiens shoud be coninued while on celecoxib. To
uce the number of adenomalous colorecal polyps in

perday tobe taken with food.
Special Populations.
Pediatric Use

fotyand efeciveness in pdiatic patents below he age of
18 years have nol been evaluated.

yrazol-1-yllbenzenesulfonamide.
Its empirical formula is C,.H..N.0,S with a molecular weight of
1.4. Cellecoxib has the following structure:

He
/P

FC
EXCIPIENT LIST

CELWAC 200 Gelecoxis Capsules 00 mg)

be reduced by approximately 50%.
Gertatri:

treatment wilh anticoagulants, longer

health status

: i 40%
higher Cmax and a 50% higher AUC compared (o the young
subjocts. In elderly femalos, celocoxib Cmax and AUC are
higher than those for elderly males, but these increases are
predominantly due 1o lower body weight in elderly females.
Dose adjusiment in the eldery is nol generally necessary.

tract symptoms. Patients should be informed about the signs approximately 1% of patients in clinical trialswith NSAIDs. inpatients taking Celecoxib concomitantly with ACE-inhibitors. Table 6
andlor symptoms of serious Gl toxicity and the steps to take if These laboratory abnormalities may progress, may remain Furosemide: Clinical studies, as well as post marketing Adverse Event Occurring In 22% of Patients
they occur. The ity of periodic aboratory monioring has not unchanged, or may betransient with confinuing therapy. Rare bsenvations. have. shown that. NSAIDS canreduce. the Premariceti Trials
) cases of severe hepalic reactions, including jaundice and natruretic Cel vah Placebo,
Only one in five patients who develop & serous upper GI . y (100200 m
AR VI ol s with fatal outcome) have been reportediwith NSAIDs, inclucing sffect of furosemide and thiszides in some patients. This D
jeoding ot lecosib. esgonse! orz00mgap)
SAIDs, sppear lo ocour in A palien wiln_symploms andlor signs suggesling liver " (n=414)  (n=1864)
aDDmxlmalely 1% of patients treated for 3-6 months, and \n dysfunction, or in whom an abnormal liver testhas occurred,
oot anes e Thess o orormal lver & tant with Celecorib ncreases. Gastrolntstinal .
of a more severe nspaucreaclmn while on therapy with 38%
et s e g e bt of ey Konere Celecoxib. If cinical signs and symploms_consistent wih ofcolecoribalone. . el 2%
evenshortterm herapy s notwithoutisk. lop, or (5. Becauso of its lack of platolet offects, colocoxiv is not a s 0%
NSAIDs should be pr patients phe, rash, elc). prophyaxis. Nausea 2%
o y Renal Effects: Long-lerm_adminisiation of NSAIDs has
Most spontaneous reports of fatal GI events are in elderly or Renal mg QD resulted in a two-fold increasein celecoxib plasma Body as a whole
debilitated patients and therefore special care should be taken toxicity has also been seen in patients in whom renal concentration. This increase is due o the inhibition oleelecoxnb Back Pain 2.3:/' 36%
in treating tt ti o minimize the potential risk for an metabolism viaP450 2C9 21% 11%
adverse Gl event, the lowest effeclive dose should be used for renal perfusion. In these pafients, administration of introduced aithe lowsst recommended dose in penems 29% 23%
the shortest possible duration. For high risk patients, altemate anonsteroidal antinflammatory drug may cause a dose- receiving fluconazole. Central and periphere
nepe-;aer:y« reauc:-;\m Drostagla ationand, L : on lithium treatment should be "f;l',{'w:ssys' 20% 7%
Studies have shown that patients with a prior history of peptic secondariy. in renal biood flow, which may precipiale over o 15.8% 202%
uicer disease andior gas.,o.,“esw,a. bleeding and who us renal decompensation. Paﬂemsl agreatest o :nmls reacton Methotrexate: In an interaction study of rheumatoid arthris Headache
are those vith impared renal function, heart failure, fiver
e e o peyeloping Gvsfuncion.hose taking diurolics and AGE inhbilors, and the patients taking methoirexate, celecoxih did not have a Peychiatrc - S
addition to a past history of ulcer disease, pharmaco- Adert
epidemiclogical studies have_identied several other co-
o 2 have snownrenal efects smilar to. those observed with pamnulz‘amhm e frstow days, ferniaing or cm?nq;:g Respiraory 2 T
g su i comparator NSAIDs. lecoxib therapy in patients receiving warfarin " i % ”
G blsding such e eaiment wih ora coticosteroids, agenis, since hesepalienis are al an increased risk of Bhinte 20% e
- In ., serious sl o -
therapy, smoking, alcoholism, older age, and poor general in patients with considerabledehydration. It is advisable to bleeding events,some of which were fatal, have been ppe Y o
ractinfeciion 81% 67%
ported, predominantly in the elderly, in association
Caution is also recommended in patients with pre-existing withincreases in prothrombin time in patients receiving skl
Kdney disease. Celecoxib concurrently with warfarin. 0 214%

As with NSAIDs in general, anaphylactoid reactions have
locoxib.

In postmarketing experience, rare cases of anaphylactic
reactions and angioedema have been report
receiving Gelecoxib. Celecoxib should not be given [0 patients

receiving celecoxib Patients onlong-term treatment with

if theyexhioit any signs or symptoms of aneria or blood loss.

However, for patients of less than ight iniate.
herapy atthelowest recommendeddose.
Race:

Lactose Monohydrats
Croscarmellose
Sodium, Povidone, Purified Waler, Magnesium Stearate and
EH.G. Capsule size *1"Violet | White.

‘CELMAC 400 (Celecoxib Capsules 400 mg)
Lactose Monohydrate, Sodium Lauryl Suiphate,

Croscarmel

Sodium, Povidone, Puriied Waler, Magnesium Stearale and
EH.G. Capsule size "00" Vellow White.

CLINICAL PARTICULARS

THERAPEUTIC INDICATIONS:

CELECOXIB isindicated:

1) Forraliefofthe signs and symptoms of ostooarthrits.

studies has suggested an
approxmately i higher AUC of celecoxib in Blacks.

in

time (PT). or partial thromboplastin time (PTT), and does not

polyps, or who exhibit severe, potentally fatal
afl

Caucasians. The cause and
arth g s unkgown.

Renal Insufficiency:

Ina one of the published cross-study comparison, celecoxib
AUC was approximately 40% lower in patients with chronic
renal insufficiency (GFR 35-60 mLjmin) than that seen in
Subjects with normal renal function. No significant relationship
was found belween GFR and celecoxib dearance.  Patients

No information s avallable from controlled clinical studies

disease. Therefors, isalment wiln Celscoxib is not

If Celecoxib therapy must be inftated, close monitoring of the
patents kidney funciionis advisable.
Pregnancy

Fluid Retention, Edema, and Hypertension: Fiuid retention
and edema have.
celecoxib. As with cther NSAIDs, celecoxib should be usedwith
Cauton In patients wi fuid reenton, nypertansion, o heart

Preexisting Asthma: Patients with asthma may have aspirin-
sensitive asthma. Tho uso of aspirin inpatients with aspirin-
sensitive asthma has been associated with severe
bronchospasm which can befatal. Since cross.
includingbronchospasm, between aspirin and_other

AND LACTATION
Prognancy
Torsiogonis effects: Pregnancy GalegoryC.
There are no studies in pregnant women. Celecoxib should be
used duringpregnancy only i the potential benefi juslifes the
potontialisk tothe fetus.
lo_studies have boon conducted to ovaluato the offoct
lcslacoub o the cloureofthe ductus atrosus i uman,
Therelore, use of celecoxib during thelhid tamestar of
pregnaneysmuldneavomed
Nursing mothers:

Celeconly s excreed in the milk of loctaing rals at

Musculoskoleal Artrralgia, artrosis bore isorde, fracture

o (mssdmg or cromng) Eochymcs\sv epistaxis,

thromboc,

Psycmamc Anovsxla anity i ncreased, dspression,

nervousness, somnolen

Hemic: Anemia

Respiratory: Bronchitls, bronchospasm, bronchospasm
ted, coughing, dy laryngit

o Tra ey ofscionofCalecorbisbeleved obe
Gue lo, mhiiion of prostagiandin_syn marily via
ihbiton of cycooxygenaser2 (COX2), and lhe(epeul\c
conceniations n humans, Celecox doss ot it 1
yooxyganase 1 (COX1)soenyme. In

otols Galocod reduced o incidonce and mutipiciy of

Skin and appendages: Alopecia, dermatltis, nail disorder,

reaction, prurilus, st
maculopapular, skin disordor, skin dry, sweating increasod,
uricaria

jectio

sitereaction. skin nodule.

Special senses: Taste perver

Uiy oystom: A, Spous. Gysura, nomaturia.
i

Poak plasma levels of celecoxib ocour approximately 3 frs.
after an oral dose. Under fasting conditions, both peak plasma

proporinsl up o 200 mg BID: at gher doses thre o less
n proportional increases in Cmax and Al

Effecte). Absolito. troavalablity Stcies. hav

conducted. With muliple dosing, steady stato Conditons are

micturition frequency, renal calculu
urinary tractinfection

Viton: Bluted vilon, calrec, conunciss, eye.pain.
glau

Other seious_auverse. reactions which occur rarely
(estimated <0.1%), regardless of causality: Thofolowing

pharmacokinelic parameters of celecaxib i a group of
healthy subjects are shown in

Summary of Single Dowe (200 m) Disposition
Kinetics of Celecoxib in Healthy Subjects”
Means (% CV) PK Parameler Values

cslscody, Cases reported orlyin tre
experience are indicated n taics.
Carovascular: Syncope, congestive hear alurs, ventricular
fibrilation, pulmonary embolism,cerebrovascular - acc:
peripheral gangrene, (hromoophlsbits, vasculitis

trointestinal: Intestinal obstruction, intestinal perforation,
gastrointestinal _bleeding, colits withbleeding,  esophageal

rioration, pancreatits, leus

2.
in” Daceno- or_aclive-controlled clinical trials, the
discontinuation rate due 1o adverse events was 7.1%
forpatients. oo celecoxib and 6.1% for patients receiving

L . hepatis, jaundice, liver

failure

Hemic and lymphatic: Thrombocytoperiia, agranulocytosis,
e Jouk:

hypona

in tho colocoxb

wer

dywevsla andaodominal pain (cted as reasons for

discontinuation in 0.8% and 0.7% of celecoxib
pect

1 e, fatal

[Congiml T, he Effectvet, VJRL  CLF LM
hr

7R0@E  28@n) 2@ ama)  2r7(@8)

"Subjects under fasting conditions (n=36, 19-52 yrs.)
FoodEffects

peak
Diasma lovels were delay © 2 hours with an
ncreasin otalabsorption AAucwno% 0505, Under fasting
conditions, at doses above 200 mg, there is less than

due 1o the low solubility of the drug in aqueous media. Co-

intracranial hemorrhage.

Vet 056%
discontinued cue o dyspepsia and 0.6% withdrewdue to
‘abdominglpain.

The following adverse events occurred in 0.1 - 1.9% of
patients regardiess of causality.

Celecoxib
(100-200mg BID 0r 200mg QD)
Constpator, dverlcuble, dyphaga,

ofhe potana) o seious adversereacions nrursing fants
ecoxl, & decison shouk be made whether

imilar (o
other NSAIDs, CELECOXIB s not in patie

In ate pr may

with severe renal insufiiciency.

CONTRAINDICATIONS
Celecoxib is contraindicated in patients with known

) For relief of
adults.

3)Forthe managementof acute painn adults.
4)Forthe treatment of primary dysmenorrhea.

NOTORIOUS EFFECT OF EXCIPIENTS
Lectose Monohyarate: Adverse reacions o lacios are
largly atirbuted tolactose inilrance,wich occurs

il a Gaiciancy of the niestndl nvyme lacase.
Toi rasus n lioes berg o gestedand may s to
cramps, diarthea, distension, and flatulence. Therefore,
Tacioss iniclerant pe0ple should not take s mecinG.
Sodium Lauryl Sulphate: It is widely used in cosmelics and
ol ana topial pharmaceutcal formulations. t s 2

incl

Celecoxib should not be given (o patients who have

Familisl Adenomatous Polyposts (FAP): Trestment with
K of

celecoxib in FAP has not beenshown to reduce the rist
or the naed for
orother FAP- Ther FAP

1o patients with tns form of aspirin sensitvity ond should be
used with caution in patientsvith preexisting ast

Laboratory Tests: Becauss serious Gl tract owations and
bleeding can occur without warning symptoms, physicians

patients should ot be alteredbecause of the concurrent
administration of celecoxib. In particular, the frequency

Celocoxib should not be given to_patients who have

experienced asthma, urticaria, o allergic-ype reactions after

taking aspirin or_other 5. Severe, rarely fatal,

anaphylactic-like reactons 1o NSAIDs have béen reported in
ich patients

'SPECIAL WARNINGS & PRECAUTIONS FOR U
Gastrolntostinal (GI) Effects—Risk of GI Sleoraton,
Bleedins

St Sosariesinal exiiy such as blesding, uleraton,

prophylactic colectomy or otherFAP-related surgeries should
notbedelayed.
Precautions:

o .
In_controlled clinical trials, elevated BUN occurred more
froquently in patients receiving CELEBREX compared with

o econinio o e, toang o
eaumiihe Iportnce ofthe drug o the mather

Fationta who oxporionco dzingss, vrigo or somnlonce

eructation, esophagis, gastri

Skin: Erythema multforme, exfoliative dermatils, Stevens-

Johnson syndrome, toxic epidermalnecrolysis

General: Sepsis, sudden death, anaphylactold reaction,
\gioedema

OVERDOSAGE

containing antacid resuled in a reduction in plasta celacoxib
trations with a decrease of 37% in Crmax and 10% in

. Colocoxib, at doses up o 200 m be
‘administered wilhou regard 1o timing of meals. Higher doses
(400 mg BID) should be administered with food to improve
absorption
Distribution
In healthy subjects, celecoxib s highly protein bound (~97%)
vilhin the cirica dose range. I i sudes ndcats trat

of celecoxib were clinical trals.

[ al-

Gastossophagesl el hamrihois,niatalheria, melera,
dry mouth, stomatits, tenesmus,

10daysin

rosult in serious loxicty. sympm mlowmg acute NSAID

The apparent volume of distribution at steady state (Vss/F) is

Cerdiovascular: Aggravated hypertension, angina pectoris,
‘coronary artery disorder, myocardial infarction

General: Allergy aggravated, allergic reaction, asthenia, chest

pain, cyst NOS, edema generalized, faceedema, fatigue, fover,

hotush i

vomm»g, and epigastric pain, i S genemly Toversile
with supgortive care. Gaslroinlestinal bleecing can ocour.
Hypertension, acute renal failure, respiratory depression and
‘comamay occur, butare rare.

while perating
machinery.

E EFFECTS

in patients who received comparalor NSAIDS in these studies.
The clinical significance of this abnormality has not been
establist

GeneraliCelecoxi camnat be expected to substhle for
0 treal rupt

WITH OTHER MEDICINES AND OTHER

y load

corticosteroidresponsive \Ilness Batents on pru{ongsd
e their therapy

frhumttintbrivestipinbhi A

The pharmacological activity of Celecoxib in reducing

inflammation, and possibl maydiminish the utity of

including
irfitation (0 the skin, eyes, micce mombro 5. upy
fespratoy el and somach Reocztod, oroknged

re 10 dilte solutions may cause drying and cracking of
g ski; contact dermalts may develop.

Sane In deteiing nfectious complcatons of

y tent:
treated with nonstoroidal anti-iflammatory drugs (NSAIDS).
Min has d  are

General: [ via

off
dlinical Irals, approximately 4,250 were patients with OA,
approximately 2,100 were patients with RA, and approximately
1,050 were patients with post-surgical pain. More than 8,500

(100 mg BID or 200 mg QD) or more, ncluding moro than 400
treated a1 800 mg (400 m BID). Approxmately 3,900 patients

cytochrome P4502C9inthe iver.
administration of celecoxib with drugs that are known to
inhibit 2C9 should b done ith caulion.

mors;
approximatoly 2,300 of these have received itfor 1 year or more
‘and 124 of these have receiveditfor 2 years or more.

is an inhibitor of cytochrome P4502D6. Therefore, there is a
polential for an in vivo drug interaction with drugs thal are

‘Therefore, physicians and palients should remain alerl for
ulceration and blesding, even In the absence of previous GI

associated occurin up 1015% of patients taking
NSAID: AST

ACE-inhibitors: Reports suggest that NSAIDs may diminish

or moretimes the upper imit of normal) have been reported in

effect ofAngiotensin Converting Enzyme

(ACE) inhibit

conducted n patents wih OR o RA that e plecebo
andlora positive control gro.

Resistance mechanism disorders: Herpes simplex, herpes

zoster, infection bacterial, infection fungalnfection soft tissue,
infecton viral, monilasis, mm:l\as\sgeﬂllﬁl olitsmedia
Central, peripheral ner stem: Leg cramps, hypertonia,
Fypocsitesis, miraine, newraigneuiopalny, paraiesia,

vertigo

Female reproductive: Breast fibroadenosis, breast neoplasin,
breast_pain, dysmenortea, menstrual disorder,vaginal
emorhage, vaginits

Malo roprodustive: Prostatic disorder

Hearing and vestibular: Deafness, ear abnommaliy, earache,

tinnitus

Heartrate and ythm: Palpitation, tachycardia

Liver and bilery system: Hepatio function abrormal, SGOT
increased, SGPTinc

Metabolic and nutmronn, BUN increasec, CPK increased,

diabetes mellitus,  hypercholesterolemia, hyperglycemia,
hypokalemia, NPN increase, crealinine increased, alkline
phosphatase increased, weightincrease

reactions have been reported with therapeutic

ssues. Celecoxibis not praferentially bound tored blood cell.

Metabolism

Celecoxip metabolism is primarily mediated via cytochrome
P450 2C9. Three metabolites, a primary alconol, the
corresponding carboxylic acd and s glucuronide conjugate.

Patints shauk be managed by sympiomsic snd supporiue
e folowing an NSAID overdose.

in
Inactive as COX-1 or COX-2 inhibitors. Patients who are known
suspecled to be P450 2C9 poor melabolizers based on a

Sidotes.
celecoxb by hemwnalysm but based on its high degree of

overdose. Emesis andor activated charcoal (60 to 100 g in
adults, 110 2 g/kg in children) andior osmotc cathartic may
indicaled in patients seen within 4 hours of ingestion with
mptoms or following a large overdose. Forced diuresis,
hemodial

Calecoxi is elminated predominantly by hepatic metabolism

with litlle (<3%) unchanged drug recovered in the urine and

feces. Folloving a single oral dose of radiolabeled drug,
57% of

e useful due (o high protein binding.

PHARMACOLOGICAL PROPERTIES
Pharmacodynamic Properties.

Pharmacotherapeutic group: Non-steroidal ani-
inflammatory and antiheumatic drugs, NSAID, Coxibs, ATC
code: MOTAHO1.

Mechanism of Action:

% of the dose was excreled in the feces and

27 - The pr
urine and feces was the carboxyiic acid metabolie (73% of

urine. I h

more variable. The effective halfife is approximately 11 hours
UF)

is about 500 mLmin
PRECLINICAL SAFETY DATA
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Front

Celecoxib was not carcinogenic i rats given oral doses up o
200 mg/kg for males and 10 mafkg for females (approximalely
2- 10 4-fold the human exposure as measured by the AUCD-24
at 200 mg BID) or in mice given oral doses up to 25 ma/kg for
nales (appr
AUCD-24

years.
‘Celecoxib wias not mutagenic in an Ames test and a mutation

Celecoxib Capsules

PATIENT INFORMATION LEAFLET
Read all of this leaflet carefully before you start taking this
i

(CHO) cells, toger
hromosome aberration assay in CHO cells and an in vive
micronucleus test n rat bone marrow:
Ce{ecoxlb ddnot i e and fomal ety nrats ot oral
tay (approximately 11-fold hum:
ponureal200ma B Sasen on ROACOZH:

PHARMACEUTICAL PARTICULARS:
INCOMPATIBILITY
Notapplicable.

Special Precautons for Storage: Keep out of reach of
childrer

STORAGECO!
St b 30 Pt rom ight

NATUREAND CONTENTS OF GONTAINER
Blister pack of 10 capsul

VERSION No.: 01
LASTREVISION DATE:
May18, 2021

5D gjanta pharma limited
Ajanta House. Charkop.

KsndMl (W)‘ Mumbai
India

00067

« If you nave any furlner questions, ask your doctor or
phamacist

« This maicine has been prescribed for you. Do nol pass it on
0 olhers.Jt may harm them, even if thai symptoms are the
samaas yours

Warnings and Precautions.
Talk to your doctr or phamacist before using Celecoxs
c

 have prviousy had an cer o beedng i your

Taking Celmac Capsules with food and drink

Do not crnk scarl wnle sk Coimac Capsuls. Tis i
sseitmay make you feel dizzy or !

Pregnancv andbreastfeeding

You should not ke more than 400 mg per day.
Usoin childron

+ Constipation, burping, stomach inflammation (indigestion,
stomach ache or vorniling), worsening of inflammation of the

Iyoutake more Celecoxib than you should

+Legeramps

Lomen jou curtently
potitibivavieiCrnepariih

1 you are tking sctsltc aci evenat o dose for
heartprotec

. ﬂyouam'akmganl\vlalelatmaravns

« if you use medicines 1o reduce blood clotting (e.g.

medicines, e.g. apixaban)
. d

. or
effects nol listed in this leaflatpleass tell your doclor or
pharmacist

Inthis leafl
1. What Celacoxibs and whatitis used for
2.Whatyou needtoknowbefore youtake Celecoxit

6. Contents of the pack and other information

1.
Celecoxiv belongs 1o a group of medicines called nonsteroidal
anliinflammatory drugs (NSAID), and specifially a sub-group.

« if you are using Celecoxib at the same time s other non-
acetylsalicylic NSAIDs such as Ibuprofen or diclofenac. The
useof these medicines together should be avoided

can

pr . women of child aro
ot using adequate contraception) during ongoing treatment. If

discontinue the trestment and contact your doctor for altemative
roalment.

Driving and using machines.
You shouk bo awaro of how you oac to Coecon befor you

taking
Celecox, do ot dive or cperals machinery Untl these efiects
ar of.

Impovlanl information about some of the ingredients
ofColmac Capsules

La

s you to. It
you lake 0o many capsulos contact your doctor, pharmacist or
hospital and take your medicine with you.

© Colecoxib
If you forget to take a capsul, take it as soon as you remember.

+Eyo inflammation
~Diffcully breathing
+Skin discolouration (oruising)

Ifyoustop taking Celecoxib
Sudenly sioppg you eaimentwih Colecoxh may o
T Spione Geting werse: Do et sop aking Celecoxly

he dose overa fow days before stopping completel
Ifyou have any lriet Questons on heuse of s mecicine, ask
yourdoctoror pharmacist.

+Face swelling

ce

onthe skin)
A n inthe pumber of red and wits boad cele and
platelets (may cause tirednes:
Sasy brysing, Troquont nose bloeds and increased isk of
infoctons)
Muscle pain and weakness.
+Impaired sense of smell
“Lossoftaste
Not known; ot i vaile

« Decreased fertiily in females, which is usually reversible on

ot
1ho intestine (can cause stomach acho, fever, nausea, vomiling,
intestinal blockage), dark of black stools, inflammation of the
pancreas (can lead o stomach pain), inflammation of the gullet
(oesophagus)

+ Low levels of sodium in the blood (a condition known as

body from mmm or blood platelets (increased chance of

.menymm-m-gmuswn movem

4
* fyoumoke,avedaboe raised hough
« ifyourheart, iver being {ed and may load lo cramps, diarthea, distension, -
The side effects listed below were observed in arthritis
may wan requiarcheck on: o onence: Therefore, lactose inolerant people should nol t
i aniokoosaroqun rockomios et eina peop patient took Celecoxib, Side effects marked with ar bleeding or brul
. astarisk () ae lsed bl 3t the igher requencis that
. fo darth o ndoral oc /ho took Cl colon
e amatoea oo 1133 oy o polyps. Pationts n these studies took Colocox at high

* fyou have e a serious llric reacio o 8 serioussin
reactionto any medici

prostalandins that may cause pain and ‘inflammation. In

s such 85 teumatod it and osleoais your
oy . Cel y reducing the,
Drscution o1 rovisglandec. hereoy rodocng he pam and
Inflammation.

Toteral wih Boue oxl sfecss inuing riaton o e s
tomach.

doses and foral nm duration.

eyes,
Rapaatod. prolonged oxposur o 4l scions may cause

Y
you

inflammation

Ityou hav
An allergic reaction such as skin rash, swelling of the face,

Abways take this medicine exectly as your doctor or pharmacist
has told you. o

youregularly
« the consumption of alconol and NSAIDS may increase the

Celecoxiv is used in menstrual cramps and other types of short-
tempain

You should expect your medicine 1o start working wihin hous of
taking the first dose, bt you may not experience a full effect for
severaldays.

2.Before youtake Celecoxib Capsules

You have been prescribed Celecorobyyourdoctr The foowing

Donottake this medicine and tell your doctor if:
« if you aro allergic to celecoxib or any of the other ingrodients.
of ine.

« if you have had an allergic reaction to 2 group of medicines.
called “sulfonamides” (e.g. some anibiotics used o lreat
Infections)

« As vilh other NSAIDs (e.g. ibuprofen or diclofenac) this

suro.
tooweak, talk o your doctor or pharmaclst.

Your doctor willtell you wnat dose you should take. As the risk of
side effects associated with heart problems may increase with
dose and duration of uss, it is important thal you use the lowest

and so
your doclor may ask o monitor your blood pressure on a
regularbasis.
me casesof ssvero I stv rreactons, nocing sevre et
Inflammation, I . Iver fallure (some with fatal
outoome or requmng et ranspant, have been reporied
with celecos
« Of the cases that reported time to onset, most severe lver

longerthan necessary to control symptoms.
Method of administration

Severe stomach pain or any sign of bleeding in the stomach or
intestines, such as passing black or bloodstained stools, or
vomiting b

Liver failure (symptoms may include nausea (foeling sick),
diarthosa, jaundice (your skin o the whites of your eyes oo
low).

theday, withor without foor
Hovevor o otakeoach doso ofColocorioat tho samo ime oach

n ycu have difficulty swallowing capsules: The entire capsule

«Fesling confused, changes n the way mmgs taste
“Increased sensitvity olight

+Lossofhair

«Hallucinations.

*Bleeding inthee)

+Acute reaction that may lead to lung inflammation

Irregular hearlbe:

“Flushing

+ Blood clot in the blood vessels in the lungs. Symptoms may

In clinical studies not assoclated with arthritis or other
arthritic conditions, where Celecoxib was taken at doses of

St Povna Putod ey Magnesm oz
E.H.G. Capsule size"1"Violet/ Whie.

CELMAC 400 Celocoxib Capsules 400 mg)

Sodium, Povidons, Pl Sed et Hagnesum Seasioand
. Capsule size 00" Yellow/White.

What CELMAG CAPSULES looks like and contents of the
pack
‘CELMAC 200 Celecoxib Capsules 200m

o)
Vil (CapyWhie. (Boch) Hard geatn capsuls of Sizte *1'
containing white o offwhite coloured powder.

for
offocts have been observed:

~Hear pronlems angina chestpam
+ Stomach problems: irritable bowel syndrome (can include
Stomach ache, darthoes, indgestion, wind)

+Kidnoy stones (wich maylead o stomach or back pai, bood in
urine).ificuly passingurino

~Weightgain

« Deep vein thrombosis (blood clot usually n the leg, which may

Sarcyellow (cam) vl Beay) mard geaincaspules o size
*00", Gontaining white to offwhite coloured pow

10 capsules in Alu-Alu blster pack, 3 such bisters in a printed
caron along with Packnser.

Manufacturing Authorization Holder.
'DATE OF PUBLICATION OR REVISION

May18, 2021

‘andulcers o the stomach and intesiines)
“Loworlimb fracture
+ Shingles. kin infeclon, eczema (cry chy rash) pnuionia

Manufacturer
Holder

Ajanta Pharma Limited Ajanta Pharma Linited
Ajanta House, Charkop -5-6, MIDC Industrial Area
Kandvi (Wesi) Paithan, Aurangabad, 431148

2. |Dist Aurangabad

collapse
< Blesding of s stomach orintstines (can ead 0 ooy stocs
momnmg) inflammation of the intestine o col

liver inflammation (hepalits). Sympmms may include
e eeing sck). darmhosa, aundice yellow discoouraton

blood
prossuro”

‘Common: mayaffectupto 1in 10pecple

Heartattack”

* Celeco> make it more dificult 1o become pregnant.
Yo ot mim youtdocior 103 e g 6 bacome

(such s cooor oo temperature spplesaucs s grusl,yoo
ranad bonina) and swallonen lnmedcin it & g

Other medicines and Celmac Capsules
Please tell your doclor or pharmacist f you are taking or have
recentlytaken any othermedicines.

. or
bleedingin your stomach orntestines
if as a result of taking acstylsalicylc acid or any other anti-

Y
had asthma, nose polyps, severe nose congestion, or an
allergic reaction such as an ilchy skin rash, swellng of the
face,

« if you are pregnant. If you can become pregnant during
ongoing treatment you should discuss methods of
contraception with your doctor

« ifyouarebreast-foeding

« ifyouhave severeliver disease

« ifyou have severe kidney disease

To open the capsule, hold upright to contain the granules at the
ot then genty sqiesze e top and st 1o remove, {2king

-Ur\nary\nleclmns
o brest, siusits (snus inflsmmation, siws

Ifoctar iackad 7ok S s ko8 Ry s, s

hroat,coughs,colos, Ak sympioms

-Di

Contact your doctor within two weeks of starting treatment if you

« ACE nhibi

For osteoarthris the recommended dose Is 200 mg each day,
. fneeded.

infections)
« Warfarin or other warfarin like medicines (‘blood-inning™

The dose s usually:

like apixaban
« Lithium (usedto reat somo types of dopression)

* Qtrer mediine to trast doprosson.sleap disordars,figh
ressure or anirregular hear

Neuroleptics (used to reat some, meml disorders)
+ Methotrexate (used to treat rheumatoid arthrts, psoriasis

uiceralive colits or Cronn's disease:

i you have hear alur, establisnod ichacnic near
isease, or corebrovascular disoase, 0.g. you have boon

« Carbamazepine (used o lreal epllepsylseizures and some
forms of pain or depression)

arthrits 200 mg each
d ffneeded.

+Vomiling®, stomach ache, diarrhoea, indigestion, wind

Diffiulty swallowing*
+Headache

+Nausea (foeling sick)
+Painfuljoints

W One200mg capsule once aday;
For ankylosing spondylts. tho recommended dose is 200 mg
each g increased by your doctor o 8 maximu of 400 mg,
needed.

The dose lsusualy:

0ne200mg capsule once aday:

For Acute Pain and Troatment of Primary

«Accidentalinjury

+ Stroke’
+ Hearl failure, palpitalions (awareness of heart beat), fast heart
rate

+Abnormaliies inliver-relatod blood losts

orcills

“Acute kidney failure

+Mensirual disturbances

Suolig of e faco s, mouth. ongue of .o ccuty
ing

1
; Serlous allrgi reactions (ncluding potentally ftal
anaphylactics!

vertigo due
10 nar e boutles, sor, infamad or eeding Gurme, i

from plles/
frequentbowel movements.
 Fatty umps i skin or lsewrere ganlon oyst (armless
swallings on or around joints a foot)
SIS ook, e o iy hooey Hieecing o b
vagina, breastpain
~ngh lovels ofsodlum in| u«m testresults
orting of si
nyou oty S oo,k o your docor o pharmacis. This
Jdes any possible side sffects nol lsted n this Ieaflel. You can
b ot s ot drechy (soe delds below) By ropering
i flects.you can help provide mors formaion on i safety
ot medre

T andtons s s yndro
ol cernaiis and oxc cpeml ncrlyss @an cause
rash, bistering or pesling of the skin) and acute generaliser

raribamaAovsbIogs (5ot i e 5K bocaring

A dlayed allrgic reacion with possile symploms such as

«Keop this medicine out ofthe sightand reach ofchldren.

the blister and carton. The expiry dae refers to the last day of
thatmonth.

Sk o, Ter loc el (sosnopnila. a tpe of ised whte
Hodeslicount)

+Bloeding ittt causing death

‘spinal cord)
« Liver failure, liver damage and sovero fiver inflammation

no Innguv ‘use. Thess messures wil help protect ths
environmr

6. Contents of the pack and other information

e
g Al A
bleeding easily, tchingor chils
; Lvor problom (such as choletasis and chlesato hepalils,
hich may be accompanied by symptoms siich as dis
ool

Uagnoned
attack (temporary reducton of blood flow to the bran; also
knoun 88 minkstoke, ngna, or blockages of blood
vessels (o he heart o

« ifyou have or have hnd pmusms with your blood Girculation

disorders)
Cyclosporine and tacrolimus (used for immune system
suppression e.g. after ransplants)

arteries of yourlegs

of less daily). Ask your doctor for advice before taking both
medicines together.

firstday o
ies gty aemeoaes
P

+ Anxiety, depression, iredness, drowsiness, tingling
(pins and needios)

d , which may be
‘accompanied by symploms such as water ratention (oedema),
foamy urin

iderly, especiall ifyou
are over 65 years of age and especially f you weigh less than 50
k.

(feeling sick), fat
- Impaired of blurred vision, finging in the ears, mouth pain and
hearing

+ Worsening of epilepsy (possible more frequent andlor severe
izures)

“Blockage of an artery or vein in the eye leading to partial or
completo loss of vision

‘The activeingredientis

CELMAG 200 (Gelscoxih Capsules 200 mg)
e e golin capsle con

Celecon USF .. 200

gelatin cavSule contains approved colours
e

‘GELMAC 400 (Colocoxib Capsules
Each hard gelatin caprsuls oniains
Celecoxib USP ...

Empty hard gelatin capsuh contains approved colours
Excipionls,

Ustof Excipents:

5 400mg)
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