NEWCOX-90
(Etoricoxib Tablets 90 mg)

INSERT:

Front 184 X 210 mm

For the use of Registered Medical Practitioner, Hospital or a Laboratory only.

NEWCOX-60/90/120

Etoricoxib Tablets

Comy

Each Tim coatad Lablai contains:

Etoricoxib 60 mg

Exzipients 0.5

Colour : Ferric Oxide Red & Ttanum Dicxide BP

Composition :

Each film coated tablat contains:

Etoricoxib 90 mg

Excipients 0.8

Colour * Farric Oxide Rad & Titanum Dioxide BP

Com !

Each film costad tablet contains:

Etoricoxib 120 mg

Excipionte Q.5

Colour : Ferric Oxide Red & Ttanum Dicxide BP

DOSAGE FORM:
Solid. Tablet

- Hyperlenskn
+  Lefi ventricular dysfunctien cedema .

+  Risk factors for cardiovascular evenis

+  Ulcerative colis (may bs exacerbated)
Specific

Eldarly (rsk of serious side-affects and fatalitios)
INTERACTIONS WITH OTHER MEDICAMENTS :

mag\llmlweoiammnhmﬂuwmwmmh tme Rato
"may resultin tration of
< I use of ib and may result in plasma and
toxicity.
Concurrent use of etoricoxb and diuretics (a.g. ; h de) may result in
o $

Goncurrent use of etoricaxib and the following may result in reduced diuretic efiectiveness. hyperkalemia, or
possihie naphrotnecity
- Amionids
* Spironolactone
Concurrent use of eloricoxib and anglatensin Il aniagenists (.g. losartan, teimisarian, valsartan) may resull in
risk of renal

Concutrent use of etoricoxib and beta-blockers (e.g. alenoiol, bisoprolol, carvedlol) may result in decreased
antihypertensive effect
Cancurrent use of etoricoxib and angiotensin converling enzyme inhibitors (ACEI e.g. captopril, enalapril
perindopril) may result in diminished antiny pericnoive offoct ofAGEL

\ res

may
‘Concurrent use of etoricoxd and low-dose aspirin may result
complications.
Cancurrent use of etoricoxib and ethinyl estradiol (Oral contraceptves) may resull in increased plasma
cul\(.!rllnll'xmufuﬂ!lnylusbldvl
- g

sad rate of other

PHARMACOLOGICAL CLASSIFICATION : d Harmane Therapy may result in increased
Nonstercidal anii-inlammatory drug mmugmd esirogen exposure.
PHARMACODYNAMICS : Concurront usc of etoncoxib and the following may rasuitin ofg
n.;:l.a..lgm n' Action - Abciximab
yl derivalive) for oral administration. It is & highly . Dipyridamole

solectiva inhiiicrof :ydenxygrmm -2 (COX 2} that nxnms.nn-mum-m analgesic. and antipyretic activities «  Fordaparinux
inanimal modsls. +  Hepann

Wa iBafos 1(COX-1 1a50-2 (COX-2) - Ticlopdine
Tha COX-1 iscenzyme is constiutively mtpmﬂ;ssd in most tssues, and is particulary involved In prostaglandin - Tircfiban
synthesis in naneus plalets, and gasiric numa products of COX.1 appear cytoprotactive. and inhibition of this Cancurrant use of atonooxh and the following may reault in An ek of

toxicity. and/or oriagonism of hypolensive ofiodt:

Tha inducble COX-2 isoform is exprassed at siles of inflammation, and its infsbitian is consi for
anaigesic and ant- y aganis. .

Tha COX-1-sparing efiects of salective COX-2 inhibitors supﬂeuﬂhey may be as efiective as nonsalective inibitors:

Verapamil
Cancurrent use of storicoxib and the following may result in increasad risk of bleeding:

of both COX-1 and COX-2 (e, naproxen, lbuprofen, ketorolac) in reating pain and inflammation with a raduced . Citalopram
P for 9/ 0l loxicity. +  Clopidogrel
PHARMACOKINETICS : - Dabigatren Etex
n = Duloxatine
Florico: well absorbed from the gzsili’iwsﬁnil tract after oral doses. . Enoxaparin
Themeanoral bicavailabilily is approximatsly 100% «  Escitalopram
Peak plm'na concentrations occur \n about 1 hour in fested adults; foad delays absorption by about 2 hours, . Fluoxatine
. i
Antacids (calcium carbenate. alu'mnum I magnesium hydroxide) do ot signficantly afect he absorplion of  Farowstine
eioricoxib +  Pentoxifyline
Distribution - Prasugrel
Plasma protein binding is about 92%. . HRivaroxaban
Studies in animals suggest that etoricoxib may cross the placenta and that some is distributed inlo breast milk. «  Tinzaparin
Metabolism +  Verlafaxine
Etoricoxibis uxtanwulv melabullzaﬂ with <2% of & gose recoverad in unne as the parent drug, The major routs of ‘Cancurrent use of elorcoxib and the folowing may result in an | risk of
including CYP3A4 1o form tha 6-hydroxymelhyl derivaiive of and/or artagonism of hypolersive effect
i =ms1r tha major mataboiits, +  Diltazem
Five metaboliles h:ru  been ldmnnud n man. The principal is the 6" acid of . o
«  Flunanizine
Thesspr messurabie activity o are only waakly aclive as COX-2 inhibitors. +  Nicardiping
‘o contrb i 0X-2 (or COX-1) inhibifion +  Nifedipine
Elimination . Nimodipine
Etaricoib is excratad mainly via the uring (70%) with only 20% of a dasa appeaning in ha fasces. Cancurrent Lse of sloricoxib and the fallowing may resull in an increased risk of sezures
A steady stata the naif-lifa of etoricox:t & about 22 houre. Voluma of Disinbuton: 119 L at sweady state. . n
DOSAGE 8 ADMINISTRATION : «  Norfiamdn
Pain and inflammtion in ostecarthritis +  Ofoxacin

BY MOUTH

* Child 16-17 y=ars 30 mg once daily, then increased if necessary to 80 mg once daily

# Adult: 30 mg once daily, then increased If necessary to 63 mg once daily

Pan and mEton in icl arthitls | As spondylitis

BY MOUTH

* Chitd 16-17 years: 90 mg oncs daiy

* Aduit; 80 mg once dady

Acute gout

BY MOUTH

* Chid 15-17 years: 120 mg once daily for maximum8 days

* Aguit: 120 mg cnee dally for meximum & days

Mode Of Administration :

Oral. Etoricoxb may be taken with or without faod.

INDICATION :

Etoricoxib is indicated for:

+  Acule and chronic treatment of the signs and symploms of ostecarthritis (QA) and theumaloid arthriis
RA)
Treatment of ankylosing spondyitis (AS)

. Troatment of acute gouty arthritis

. Troatment of asule pain, including that related to primary dysmenorrhasa end minor dental procedures.

Tha decision 1o presciibe & selectiva COX-2 nhibitor should be based on an assessment of the Individual

patiant's ovarall risks.

CONTRAINDICATIONS :

© Aulive gasto-nlesting bseding

+  Active gastro-ntestinal uiceration

Corebrovascular disaasa
Inflammatory bowel disease
ISchagmic hear cisease
+ Mild o severe hearl failure
+ Peiipheral arterlal disease
Uncontrollad hypertension (psrsmtqmiy above 141490 mmHg)
WARNINGB AND PRECAUTIONS
General
Allergic disorcers
Cardlac impairment (NSAIDs may impair renal function)
Coagulation defects .
Conneciive-tissue disorders
Crohn's diseass (may be exacerbated)
Ddenydraton . history of cardiac faiure .

Concurront use of aloncaxib and the following may result in an increased riek of hypoglycomia:

- Glidazide

+  Glmeniige

. Glhplrice

Goncurrenl use of stoicuxit and Gy Gosporine mery ressull in an increased risk of Gysiosporine nephrofozicity.
Concurrent use of etoricoxib and keforolac may result in enhanced gastrointastinal adverse effacts (peplic Uicers.
gostr ' and/or 1)

Loncwnnl;
PREGNANCY & LACTATION:

Pregnanc

Eforicoxib is conlraindicated during pregnancy. If pregnancy occurs during medication with eforicoxib, freaiment
should he withdrawn immediately. There is no ciinical data on exposed pregnancies avaiabls. The potential risk for
human in prenancy is unknown

Lactation

It is not known whether etoricoxib is excreted in breast milk. A decision should be madae whether to discontinue
nursing or lo discontinue the drug, taking inio account the importance of the drug lo the mother.

ADVERSE EFFECTS / UNDESIRABLE EFFECTS

Biood and lymphatic aya.bsm disorders: thiombocylopenia

Inacut tailure

Immune system cisorders y reactions. phylsctord reactons including shock
Matabolism and nutrifion cumms hyperkalemia.
Psychiatric diaarders. anxicty, insomnia, hallucinat

Narvous sysiem disarders: dysgeusia, somnalence.
Eyu daomcn murmu wision.

heart failure, palpi angina,
Vaswlard{mnhﬂ hypar(sniue ulss
Respiratory, thoracic and disorders: bro
Qaslruiniestial disurdsrs, abdumingl pa, uial ulvers, peptic uluss inckding g oation and blesding (meinly
in elderly patients), vomiting, diarrhea.
Hepatobillary disorders: hepatitis, jn.rnu
Skin and tssue
toxic epidermal necrolysls. uricaria.
Renal and urnary disordess; ranal insufficlency, inchuding renal failre.

STORAGE:

Store below 30°C.

Pratect from light and mcisture.

Keep madicine out of reach of children,

pruritus, erythema, rash, Stevens-Johnson syndroma,
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NEWCOX-90
(Etoricoxib Tablets 90 mg)

Back 184 X 210 mm

Pour 'usage d'un médecin agréé, d'un hapital ou d'un laboratoire seulement.

NEWCOX-60/90/120

Etoricoxib Comprimés

Composition :
Chague compnmé peilicule consent
Etoricoxlb 50 mg
Excpionts 0.8.
Coulour: axyda da fer rouge et dioxyde de liane BP
Composition ‘Compasition :

Chague compme pellicule consent Chague comprime pelicule cortient:
Etoricoxib 30 mg Eloricouib 120 mg
Excipients 0 S Excipierts & S,
Coulewr. axyde da fer rouge et dicxyde de tilane BF ‘Couleur- oxyde de fer rouge el dioxyde de titane BF
FORME POSOLOGIQUE:
Salida, tahiata

CLASSIFICATION PHARMACOLOCIQUE
Médicament anti<nflammaioire non siéroidien

L'etoriooxit est un agant ant- nflams par vois orale. Cast un
inhibiteur hautemanl sHacil ds la crcbmmmu-e :wx 2) qui pésania des aclulme mu-neammuolms

de ort &
l.'nunmnbm 168l
mymihése des mw-lnw duno Ies roins, les pimunllw vt |n mugimuse gostrigue: vs produits de GOX-1
& UMA IBCID ANIPIRGUERAINS ot gast-

Iacycio-axygenases1 {COX:1 ) ella cydo-Coypénase-7 (COX-2).

INTERACTIONS AVEC D'AUTRES MEDICAMENT:
L'utilsation concomitants of#oncaxit at ﬂnwan‘lﬂna PU SNITRINGT UG @ pMmentatan du temos de prothromiine.
Ratio normalise indermationsl (RIN|
L

peut entrafrar tion da pissmatiquoe
d'storicont
Llutilisation at do paut antrainer une GugMentaon das concentrations
plaamatgues o mlhobwaste o de s kwmb
L'utilisation ques (par exemple bumatande. frusémade, hydrochiorothiazide )

et antrainer une demin,
Llutilisstion concomitante d@icdcoxit o de mqul Bt paut GniraTnes Lne AmMiNWon de FeMcacitd diurdtiqus, une
n,-pu-lauememm: & possi|

. Sﬂmnh:h'iu

(o lu,; Pl valsartan )
mamml ure demin . “
L'utilsation concomitante aabnmm el o bilabioquants (par -wrp- aténoiol u-wp-unl. carvédilcl) peut
OPATRINGT UND dIMINATCN 16 F'atfat antihyperenBour.
L'utilsation m‘\ u‘nhulm-e de I'dlodcosiy &1 g lanzyme de COMErson de lm-w uecn par
example captoorl, énal

L‘uvlﬂnmcmmwhmu ca une aug e q

de lgum

L comitants o o 'anpinine & fabis dose une du d

L de o) o seul eriralner . oy

a8

L de traitemen| homoral substulif peutentrainer
e sty

L e €2 i sud un fisgue accr de ssignemenl gasiro-intestinal

- Abotemab

«  Dipyridamole

= Fondaparinux

. Hépamne

- Tidopiting

. Tirofitien

ineslinale
Lisctarme COX. des sites dirfl i e St i
resparsabie des iblds iy
Lo mnhitaleurs edweclie de @ COX-2 nmm[qmllmmmmamm que les “""“‘"
COX-1etde a COX-2(p. Ex., dans douleur o de |
COKICEQ NOMALO100K|U 6L GaSIIO-NIRSInalB.
INETIQUE:

L'Bnrimlb aal bm absarbé par |6 ractus neelm-ﬂteeensl aprés administration ceals
La macspan b mnynm- @st dwnsiron 1

Les -0 re chaz les adulies & jeun. la
rourrillice ielar s lmpﬁandurw-nn 2 heures, bian wa. il lu:m el sur feterdue e absorplion
Le de calghum, Saluminium | magnésium) n'affeclent pas de manitre:
SAINCAVG TADRDIPIGN 09 TalonCoxl

Distribution
La Balson aux prolsinas Fasmaliquas ot & enuirn 8%
Des dhudos cher Fanimal suggérent qua [Etoncexib peul raverser ks placenta el qu'une pariia est delribude dons

le lait matamel.

Matabolisme
L'éloricosib est lwgement mﬂ.-bdilbwa: 2% dune dose dans [ paren. L
prnapale vaie du du P450, y compns le CYP3A4, nn.r'brrmrlu

dried e-hp’urrmylédal@'mw’h qIN asl anguile oxydé an dédivd dacde B-Caboryliqua, |e principal
mitabal

Cing mwmwwmus:mm L-F\mmlmlhwﬂkwmﬁklﬂnwmﬂ!
lmnmnnmrmpu
Ces

aucune activitd ackis en tant

ile ou pe sant qua
q..'nvnuouu da I- ocx-a

ﬂmiuﬂm
Léociconib st axcrdié principsiement per Furine (T0%) avec ssulsment 20% dune dose spparaissant dans les

faoes.
A Pitat d'équiibre, la demi-vie de Moricoxih st deavion 22 heures. Udlume da distribution: 119 L A fétat
dequlibre
POSOLOGIE ET ADMINISTRATION:
Dowlaur gt infammation dans I'arnross
PAR LA BOUCHE
*  Enfant 16-17 ans: 30 mg une fois par [our, DU augMents i Pacessaie & B mQ une fois par jour
- Adulie Nmumfolw]em Puds augmantd 5i nacessare B0 Mg una 10is par o
Doulews et if ans I Ankylose
PAR LA BOUCHE
%  Enfant 16-17 ans: 90 mg une fois par jour
* Adulle: 80 mg une fols par jour Goulle sigue
PAR LA BOUCHE
*  Enfant 16-17 ans: 120 mg une fois par jour pour un maXMUM B ours
el Adute: 120 mg une fois par jour pandant 8 jours mawim
Mode o' administration:
O, Ldearcaxh paut Srm s svec au sans nousture.
ATION: L'etarcomib o5t i -mp-pnu

e ribuant i & lNnhibition de Is COX-2 (ou de ks COX-1},

at do oo qui sut
-nhunala ot/ ou F anlagonisme de Meffet hypalenssur
@

un nisqua acen Fhamaragie gastro-

\idrapamil
Lutkeation onComYiEn Céicncrdd ol 6o €6 qui 6L POUT SRLEING! U MBGLA BCET B4 ERgREmEnt

cogral
Em:laln e dabigstran
Duicwating
Enoxaparine
Escitamopeam
Fluoudtire

Hisi

e
L'utilsation concomiants d'étoricoeab ot de o8 qul 50 pout antralngr un nsqua acen Fhamamagio gasiro-
intestinale et / ou ¢ sntagonisme de Meffet hypotenssur

§

Nimodipire
L'utilsation :Hlmll'minh datoricowb 6t de e qui 5Lt peut GntrainG! un MEQUA ACCTU 08 COMVUIEINS
. Levefoxacing
- Norfiomaone:
- Offoxacine
I.‘uul-a:nz ﬂmu-m-n- déloricowb et de oo qui sUll peul entrainer un Asgue acen Ay poghceme
- ictazide
- Ghmapride
- Glipizide
Lutil de
cychaporine.

paut antrainar un rsque Accru de Néphrctaxictd & ls

Lutilealion concominte dalonconb ot de kSOOI paut oATrainar une auwwuﬁm 085 HYLE iINderabsan
ro-avlestinaus (uloans g

LutlSaon concomants TaI0ACoab at 4 M| pout artrainar uno wummmm o

L\mlealnm CONCOMmIants “hovmwbe( e 18CAOlMUS el enlralings une Insullisance riake aigus.
GROSSESSE ET LACTATION

Grossasse ; Ldiorconid est conve-indiqud pendant 18 gIossesse. S4une groasesse surant pandant un
e

des sian e
Tmmnhwmmu mfhllnl.lw
Tradtamant da Farthite goutieuse algus
Traitement de I8 douleur Bigud. y compeis celle lide & la dysménormide primaire 1 aux interventions. denialres
minsures.
* LR 04CKION 08 PRAECIFS LN INNDRGUT £410¢HT 85 |3 COX-2 Saural 3ira Tandos BUr UNG Gwalualon dos NSquss
‘globaux de chacue pabent.
CONTRE:INDICATIONS
Saignennent gesirc-inteatinal act!
ealinale achue
Malacie cbrébiovascu an:
Malaie sflammaicine de fintestin

u-cessus de 140/90 mmHg)

Troubles allkargigees

Insuffisance carague (les AINS peuvent aligrer | fanctian renais|
tas 0éfauls de la coaguition

tes roubles du lissu conjonctil

La maladie ce Crohn (peut &ire exacerbée)

i
hypenznson

mdima da dysionelionnaman! ventriculirs gaucna.
bes facieurs de risque d'éwinements cardiovasculsines.
ooliie ulcarousa (peut ire axscerbee)

- Personnas 8gdes (risgue d'offels secondaires graves ¢l de dacie)

traiternent par l'sloncoxib. e dod éire ar lin'y a pos ded cliniquos sur les
axpcsdes dsponilus. La nsgus pokantal pour Mumain an pericos de grossessa et ACoan..
Lactation : On lgmrl i s dans e iait prisa 89 taut arrilar

o dicision
d'allaiter ou améter ke médicament, rnwmlmhhhmwmmhmlilimh
EFFETS INDESIRABLES | EFFETS INDESIRABLES

: reactions

réactions far it ¥

Trouties deia
paychéntriques: anxlots, irsamais, carfusion, hallucinaliars, dépreasion, agltation.

ﬂMbmduiyli&"lwm«x Adysgueusid, somnoiance

Troubles oculares: visian flous.

Troubles angina ca peitrne, arythmia.

Trouties vascularess. criss hypedensive

Trounios . thorac

douibss

Troubles gastr ulodres buccaux, ukcdres papliques, y compris perloralion et
g diarmee.

Agas)

Afactions hépatobiliaies: hepatte, jaunisse
Troubles oe la pesu el des liseue sous-culands: eddme de Quincke, pruril. éryihéme, éruplion culande, ayndrome de
Stevens-Johnaon, nécrlyse &pidermique taxique, uricaire.
TIDAIDIGS FeNEUX @ LNNaIRE FRNGIG, y COm rana,
ESPACE DE RANGEMENT:
aun a-dessous da 30°C
Protégez de la umibes at de IMumidits.
Gardez les médicaments hors de porise des enfants.

Manulsciured For { Fabigue pour |
Pharma Life Sclence Lid.
P.OBex 38148-00623, Nairabi, Karya

Manutacturad By / Fatnqud par:
Skybiotech Life Sciences Pvt, Lid,
Faciory - Gut Mo 5. Gevral Tarda. Paithan Road. Aurangabad £31 D02
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