590.00 mm

28.00 mm

420.00 mm

29.00 mm | 29.00 mm

HIGHLIGHTS OF PRESCRIBING INFORMATION

8
ki
8

X . 4)
. urticaria g NSAIDS. (4)
CELECOXIB capsules, fororal use « Inthe setting of CABG surgery. (4)
Initial U.S. Approval: 1898
WARNING: RISK OF SERIOUS CARDIOVASCULAR AND GASTROINTESTINAL EVENTS 63)
ibing i i ing. . (54,7)
. (65)
° ith durath o This . Renal heartfailure, dehydration,
. @,5.1) 6)
. sed risk s nal (GI) adverse ulceration, estines,whichcan be aal. These . (67)
serious Gl evens. (5.2) 58)
RECENT . (59)
Warningsand Precautions (5.10) 04/2021 . (810)
Warningsand Precautions (5.11) 042021 « Fotal Toxicity:Li
(511,81)
* Hematologic (612,7)
« Osteoarthiits (0A) (1.1)
e ) 13 Most common adverse reactions in arthris trals <>2% and >placebo) are: abdominal pain, diarthea, dyspepsia, flatulence, peripheral edema, accidental injury, dizziness, pharyngits, hinits,
13 sinusitis, upper respiratory tract infection, rash. (6.1
« Ankylosing Spondylis (AS) (1.4)
* AcutePain(AP) (1.5) contact www.umedicalabs.com at 1-855-288-577 or FDA at 1-800-FDA-1088 or wwu.fda.gov/medwalch.
« Primary Dysmenorrhea (PD) (1.6)
N 1) * Drugsthat Interfere with Hemostasis (e.g. warfarin, aspirin, selective serotonin reuptake inhibitor [SSRIs)/serotonin norepinephrine reuptake inhibitors [SNRIs]: Monitor patients for bieeding ng
« OA:200mgonce dailyor 100 mgtwice daiy. (2.2, 14.1) o3 ConGomtnty 1AKinG Celecort c4p1es Wit g Tt e i a2 Concorantuseof 16Oy capeules and anelgssic dosesof spii ot genetallyrecommende
+ RA10010 200 mg twiceaiy. (23, 142) @ ) .
. 10kgto 25 kg. g.(24,143) : o
. ily singl 6weeks, (25,14.4) thesedrugs. Monitor blood pressure. (7)
« APandPD, 6.145) . or
patients, monitor for signs of worsening renalfunction. (7)
-Pugh Class B). (2.7,8.6, 12.3) . o
. U]
Poor poor metabolizers. (27,88,
123)
©3)
mg, 100mg,
See 17 for PATIENT COUNSELING INFORMATION and Medication Guide. Revised: 12/2023
FULLPRESCRIBING INFORMATION:CONTENTS* 6 Anvmszmcnnns
EVENTS ClinicalTrials Experience
1. INDICATIONS AND USAGE PuslmzmenngExpenence
11 Ostecarthritis 7. nnumm:mmn
12 Rheumatoid Arthritis [ uszmsreclﬂcrnrummus
13 Juvenile Rheumatoid Arthrits
14 Ankylosing Spondylitis avz Lacao
15 MuﬁePam 83 Femalesand Males of Reproductive Potential
16 Primary Dysmenorrhea 84 PedatricUse
2 nnsAnEAnnAnulmsmmnu 85 GeratricUse
21 General Dosing Instructions 86 Hepaticlnsufficiency
22 Ostecarthritis 87 Renal Insuficien
23 Rheumatoid Arthritis 88 PoorMetabolizers of CYP2C9 Substrates
24 Juvenile Rheumatoid Arthrits 10. OVERDOSAGE
25 Ankylosing Spondylitis 11. DESCRIPTION
26 Treatment of Primary 12. CLINICAL PHARMACOLOGY
2.7 Special Populations 121" Mechanism of Action
3. DOSAGEFORMSAND STRENGTHS 122 Pharmacodynamics
4. CONTRAINDICATIONS 123 Pharmacokinetics
5. wmnluﬁsmnrnmunuus 125 Pharmacogenomics
Gardiovascular Thromboti 13. NONCLINICAL TOXICOLOGY
52 Eas'mm\es\mlB\eemnq,U\nera\mn,and?er'ura\mn 131 Carcinogenesis, Mutagenesis, Impairment of Fertility
53 toxicity 132 Animal Toxicology
54 Hypertension 1. cummsmnl
55  HeartFailureand Edema Osteoarthiitis
56 Renal Toxicity and Hyperkalemia 14.2 Rheumatoid Arthitis
57 Anaphylactic Reactions 143 Juvenile Rheumatoid Arhritis
5.8 Exacerbation of Asthma Related to Aspirin Sensitvity 144 Ankylosing Spondyliis
59 Serious Skin Reactions 145 Analgesia, Including Primary Dysmenorrhea
510 146 Cardiovascular Outcomes Trial
5.1 Fetal Toxicity 147 Special Studies
512 Hematologic Toxicity 16. HOW SUPPLIED/STORAGE AND HANDLING
513 Masking of Inflammation and Fever 17. PATIENT COUNSELING INFORMATION
5.4 Laboratory Monitoring * Sections or
515 Disseminated Intravascular Coagulation (DIC)
FULLPRESCRIBNG INORWATION v
S ABS (a2 Contaideatons ()], .
’ a3 eros s readions1a ISAIDS s Conrancaors (4] 08% w07
CantiguascularThoomaticvents b witdrwdie o sbdamina pan
" Nonsteroigalanrintammaton O o sty have demonsirated that atiens treated with NSAIDs i the 510 Drugeaction with Eosnophiiaand Systemic Symptoms ORESS) end 08 wihdrew dustoabdominal
sk, whcin o T gost- el . e, s oy b oL vk een e olouing tan1g
s duton s Wamogs o Precatns 51 Teament fersonyears nNSAID et o CRESS {uicdayor200 mancodah
+ o capiie s conranseated 1 e stng o coténary ey byass g (CAE) sugey s gatonts compard 1012 R Do e Pt i ety o MHW o wwm e s o A
Contranicatons () andWamings ndPocautions (51 S S sttt Corston s, ;
GasiptestiolBleeding. Uieraton, andPertoration wsaffolow i i
NS G on neas sk o sanous asro —— ddthe o kol o e Ty b ot 1 ot 1ot ity Ao o ey S o o
hihcnte o BTNt G bt een celoan captis 1 uid n Faets wih 3 rocert M1, montor ket or Signs et oo suehsigns o symptomsar presen,dicontnue lrgicecton, cest i, Sk NOS, s geerlizd o oo, tiue, e, st
e ko srous (&) vt seoWarngsand Pracatorns (521 o I pr—— oz [
IDICATIONS ANDUSAGE NSADs, nltingclcox causeSerous gstoesial (G s v nciog namnaton g cerston, et Gt Aoty Hearingandvstinular eates, s
Bty e tos i praton o s e, Smach sl i, e s bl T s s o e f HSAIDS, ncoing Caccoud Capsues,n regnant WSHDs,
13, Sumauits(th) seiois SAID Upper 1 uers, ioss e, o otz s o et " Princreased
I NSAD £ nabott 24 0 9 f o I Motaboic and nuriionai: bond ure nitrogen (BUN) inressed, ceatin phosphokinase (CPK) increased,
eumatoldArhils e A .t aou 20 weks gt ot i gegancy may cavsefo e fiemia, bypokalia, NP icrasa
12 Missmkdams(ny i e QoA Coont e, ot hou 20wk rton ot i prgreney iy e e v hpechdestrl
iner anmen P R ———
or e gt gy iyt ey ooty S NSAD it Gomplcationsof
ety oo gt foramgl ; .
1.4 Ankyosing Sondyts 45) s spin ot msz\ulw:wmmmmum‘mmmmlms(Ssmsy‘s\mmu‘
ey Hemic:Anemia
i n p—

15 AcutePain
Foth agemerot st paininacuts s lnica St (1451
18 hea

Forthe mangementof pimarydysmanorries s ClralStdies 145
2. DOSAGE ANDADMINISTRATION

21 General Dosingnstuctions

i
i

IseeWarningsand Precaions 5.
Thesedosescanbo gvenwithoutregard totiming o meals
22 osteoartvits

a0

Rheumatoid At
ForRA thodosage s 100mg 10200mg twiedaly.
24 dwvenloRheumatod Artrits

o JR

ight. For patnts 1
15100 mgtucedaly.

ffctive dose and shortst duraton possible. Gorsder ulasound monitoring of amiati i I Gekecosh Capsules

n12.19% forthe

Pants 3.06% uhen akso
aking ASA see el Stdies 14.7).

‘Statoie to Miniize e 1 Fisksn NSAID-eated patets
Use e owest ffctive dosage for e shortet possie duraton.
Arodadminstatont moreihanone KSAD 33
Aoid Use i patins at gher 1k nlss b arsexpeted o outweigh the increasd risk of leding. Forsueh
oates gl zs Do o g Corer Shele eSO A AGAIDS
Femanderrsgrandsymplomsof  cratenan e g NSAD
Lspected. prompty ntae evaiaion and tealmant. and disconiue celecoxl
msmmnmmmusmmrsmsmm»a

512 Hematological Toxiciy
Anemia has occurte in NSAID-vested patets. Ths may be Gue 0 occut or ross lood Ioss, fuid retenton, or an

anamia, montorhemoglobinorhematoci

ot St sl
At sttt A, n:mmmswman

Patents o
olobin or i they axibt any igns o
‘symptoms ofanema orbloodloss

. ncomitan use of low-dose sspiin for montar Josey for
oo g o s ()

53 Hepatotoicty
Elations of ALT or AST 1% of

s such as coauiat
iorGr o conca s o varai, ot ancoagans, anioutot G (o, spin. SSS) g s
norepiephrig reuptake TS (SNRIS) may icreas T sk, Mntr hes paints for 90 of bising[568 Orug
Intracios 7).

51

Tnad i

i, e ecross, andhepati e hve besn eportzd.

Elations of ALT or AST 3
b

31012 times and
4 5% orpaceho,

for The

immecitely i vt The sprinkid capule conterts on applesauc are Stale fo Up o 6 hours under refigeraa
Gonditons (XC 08T/ Flo4STF).

25 Ankylosing Spondyis

e upp m
et 603

I atrs o e vrnag s sy o oy o, v et by o, s

inestal pertoaton, pageal
pertoraton pancreatts,leus.

ocylopenis
-

dagnostcsigns netecting nectons.
51 ving
case seous G oo, ety 1 roral iy cancur vt g sympoms o s, onsar

oo patents on long-tem NSAD reament ilh & GBC and a chmisty profle perocaly (sse Warings and
Pcaon 325359

e’ symptom;
oty

psul inge nosttectis
311l o 400, rnui a

26 Wanagementof AcutePainand Treamentof PrmaryDysmer

Fr st ot o trent o Py Dysm:/mrmm e dosge e 400 mg . o b an
o 20

21 Xam:\ Popuations

54 Hypertension
NSAID:

The Celoco Long-Term At Safty Sty s Clncal S (14.7)
B Gttt haogloin - /) was e n s an

o
usaseeCinical Phamacology (1221

pules compared it o e
A e s, 26 iy
i ogardes of causalty, were not
S5 st esment gL (5. . B ey
Because of the risk of isseminate ntascular coagulaton wih use of celecox capsle I pedtc paterts wih i
murw:n 77

i
of uhich may contrbut f the Incrsed incidencsof OV eents. Patints taking angltansin convering aryme (ACE)
b

ADVERSEREACTIONS

Interacions 7]

It
s i s et Impamant 5 oL ncommensd 66 AT 350 Picaons (53, Us n Spectic
Populations (.6)and ClmealPrarmacoogy (123

To o Tt SAD Tl Colaboraion et anas o pdonizd corrold vl tmensitan

Cartovascular Thrombotc Events ses Warmingsand Precautions (5.1)]
B

Hepatatoxity s Waimings andPrecautons (53]

riensionsee Warnings andPrecaions (5.4

1t Faluteand Edema[ee Warming and Precaution (5.1
RenalToxiiy and Hyperalemia see Warings and Precauons (5.6)).

porumat v
e paents 5. 2 Dansh Natonal Regsry sty of atents wih eart
e, VA et ke o et o e, e

PaorMetabolzers of CYP2COSubstrtes

In a0l patens wlo are knoun o suspected o be poor CYPRCS metabolzes based on genotype of preious
o¥R2 phenyton).

recommendeadoss.

fsee

Use of ooy maybunt.
he OV eficts of soveral heraputc agenis used o tea Tese medical condons (e, urtcs, AGE nhblors, or
angitersinreceptorbockers [ARBs]) [seeDug Interactons (7).

Serous SinReactions (s WarningsandPrecautons (591
HematlogeTactysee WaringsandPrecauions (5.12))

ClinicalTrals Experince

i .

pan, i -
iated patient vere headache, nausea, vomiting, ever, uppe abdominal pan, darthea, cough, abdominal pan,
dziness (Table2)

bindstudy.

Inai2y

Mokt day.
adverseevensof cincal importancoamerge.

patents wih vents)

oo s Toteca apozen
Us Specppuiatons (5.8 andCin Pramacoiy (12 In the GLASS suty s iical Sude (14, the Kaptn-Melrcumiate s at 9 morts of pracic.
ectcsopdaons 5 o125 e oy 40 T e R G e, | s ioeramed o e ot s T, ystem gt Smata Smato T3mh
3 DOSAGEFORMSANDSTRENGTHS 554204 0 sty o P Trn et - p
Gcobapsues ith O ith RA, and tely 1. Mo [ Aoy Event__
SDguNelowht psque ardglatn capsues, mprsGwENGEL o cap & S0mg'on by inbckin “) Pt it 2o o oo (e Dordrs_
100mguietowitzopsaue hard getincasues Mg uih CELoncap s 100 mgon by nlackink Votsoing e s e, ncidng more ran 400 st t 800 0 (400 m ic Gy, APpTely 5900 atens recoe ceecout Gastolstial
0O WTeio i cpadi rd Qo cases, M il CELcn ca 200 3 o boo I lackink ol o B
400 mg whiteo white 0pague hard gelatincapsules, imprinted with CEL'on cap & 400 mg on body n biackink 5.5 Renal Toxcity and Hyperkalemi these havereceiveditior 2 years or more. i [ e
i i v
. oicATIONS s Tomtng 105
Cekcodbapaiesareconirandeteinthe lowngpatents Tbie it all advess avens, egares ofcausalty ocsurtg n 2% Darmes 105
. 1o 4
dugproaaarlng oo 07501 el gt 1 s patents. Aminsion f 31 NSAID 12 cake  dose-cepnden eductn 1 prosagandn RA 7
- I R e ater ormaonsns, setondaty el Bosd h s Tonsrar
i apnfaric o NSADS b remvmmsu:nszzngnrsIssswmvmimmmmmskﬂ o s et s thosewih mpared vl uncn, Gayraion, ol et s, s ysunc, e kg etcentages oot capye cumuhe e f oecure e
s i v-;o\D\BGsuvuzrymezmmwsanﬂPvmulmns(sﬂ Ghrele, ACE ko orthe ARSs, x5 . Discaminion NSAID Tabe Tosclons
: o rscon o sufanamidesseeWanings anPrecauos 57 et i e
. ssopha e
P e——— ENEE A g
51 Cotiovssclar ThrambaticEvans ditse, The i et of COEcouD Capsues. may histen the pogrssian f el dysucton n ptonts i X = o
3 P Goome, Gastinesina vscuoseleaT
il vials Aaorina Pan awe | oae | oz | oeow | oeow
M ke gaont i el o heatc Implmen, eat e, Geyoaton, o hypovlia o us fcelbconbcapsues (s00 o s | am | o | e | o [
n el ot e fnts i eglc I ment. et i, ey, o gVl g incapsu i
i be i B o ki e ko 1 o A The Brg nracons (7 Ao s fclco aps i e vith o e s s e benits o Db oS T O B iros Satin
oo el s | am | oeoi | aw | em
@ Digiess oo v
vol Body 353 e o
Thenesssen Gy it Backpan [ BT BT BT T {Lesmiaion.
OMDOLC ks ben oo st on sy i Goes. increse pherd Ecema b I I T T
i wihou 1l Impaiment In gt 4 nomal 1 urcon, e HEC ave besn AR 10 3 iy Sesdont 2o | oo | osow | oo | s s ——
X0 Camrl_Porghea Novos e P A L i
oo il o canal,Fefghe [P T T NV e S e e
e iy icte i, | ooz | cawe | ww | e [ ——
Aandonize conrold sl ntiedh Prosectie oz EcluationofCelcod ntort Saey . uprofen O : SAD: Pryhiatlc s EW Tom Ao T Ao
Naboren (PRECISION) a codica oo e e Crovaselr hombote 15 COX 2 i bor, clcas, actons vt o insom e | oom | oaow | oam | e studis.
campared i o o et
3750 500 mg twice dally and ibuprofen 600 f0 800 g thce times Gai for e Anplcet il Adverse Events from Aralgesia and Dysmenorthea Stues: Approximately 1,700 patients were reted with celecoxib
i, o Sk o i S 151 ionot Athma RettetoAspien Senstvy s s | | o | e | oeee
Xt st v S o TS st st 4 19 s o st S e | m | oam | | oo son S g o 60 ooy o
Tomwingo e st it e ol ] . o
et £ o orlsurgery pan tues
CVentsan estps o ke ot e sgeand s o | om | oo | oam | e

There s noconsitnt
associaed win NSAID L
o)) e e Wamngs nd PrcaLto (521

St PostCoronay D Gl A0 ey

geesth
NSAID, such 25 colcox,

| Seiostneact
Eclons v o olowing retmentvith csecoxb capsuls, including et o, ot
Gt S oy Srons (38 1w eparna neronss (1), s aclon i ssrhie rd

TheAPCand PrESAPTcls
Bolerse recions fom o tem,

o~ Dl 5 gl
Iuprofen800mthretimes dly.

roledclnicaltris of Gy

witboutwarningandan efatl.

Some e acions ceute n e poroaiages o palens i in e aris preareng s (et
dumtons upto e

absened uner OterDrgs Thacumuiat
vt romarkeing s weroas ol UG, a 200 nats, It The et o ey on the prarmscokecs andor pharmscoyramcs of e, kebcmarse, (e D % Tharevas o iaccbo
Celecod mpanaton o it CLASS il i s heabity o deteming hether et drugs sted b nofnrcasd s o Gvvents
[y e Placebo e, 21200 o il s ok i Gy 10 CLASS gy, Kl i cote st 9 s o
N-22 Nea0 ol a4 st
oartes o i P09yl s il o o nzin e LRSSl o G cpa. PO s ot e s v
e — o fxid pregnant womenareunooun. s I o IR oW LI oo A DR s o A o 2454 Zhane 5. epech
i oy o 82 tacaion et homa s PGS 33 oo s coois stk owS il o7 i
S 020
Yorting 3 2 sk Summa el S pimaptans Suchas 2 5., Sand 11 e
28% 16 Cimiada oS e 03 Uszin i
Hypertrsion 254 [ inbreast ik, g ey, s han e 01 Gl
iroltiass 210 T oNSLNIOA TORGOLOGY andPrecauton (5.2)and Ginca e (14.7)]
The ollowing adtional averse reactons et i 0.1%an 1% o tets ki decobcaples ataninidnce i ot s s gt s a8 oursig voman. Thedeoprrtl nd teth g i—
graterthanplaeboinihe long-m pop preventon tucie, and wereihr notreored during he contoled s pre- beneis of bresstsdingshoud e corsiared o 81 G is M ahe o nenes fandocsipt et ptons ek ceecon capales 20D 1 i Gl was 3 v, o0 fo
Caminognesis et HnIGENaE S 13 oGl Howeir, 1o capueswas ot statsicaly aerenthanlfera o
Nervous system disorders: Cerebralinfarction 83 Femalesand Males of Reproductive Potential ‘Gelecanib was ot carcinogenic in Sprague-Dawley ats given oral doses up to 200 mgkg for males and S N
es:ireous s, connciva hemor et UG a20oma 0 S 2wk,
Eyedsorders:Vireous oaters,cofuncival hemortiage [ o s sents 1
Earand byt by acton, the us of posaga oy or oo e 1 dose o celecoxy Capstle (509 1 400mg i), T cidenc o prosen 500mg i dalyvas 16220
ol b kb st i sl TGl S W Fiohd S Mutagensis 7% niha it o lacebowas 20an %, an ol s f e capves 12 hcioanco angaheveon
oy Sutes e hown that sminsizaion f prostagiandin yhess itors has th potntal t Gisrupt rosagiandin i 27%59%
witon
Vascuardisoders: D vei hrombosis SAD: oo ately 11% ofpaterts vere "
Whoareundergingmestation ofirit Ingaimenta ety -
Reproductvesystemandoreastdisrders: Oyt oA ndergog nvestgaton offery. it ; Hate ]
B e se livvnmrml!vunm:;numnnunnsumm?mmqwc:mym;mnnmnvﬂ( )R 50 o e et rtes s, uth or
UG t200mguicedal)
endonrupt oler. Saety e o T 16, HOWSUPPLIED/STORAGE ANDHANDLING
62 inauts exposa 1o coleon or oter COX-2 selecte g fon et NSAIDS (5 Bosed Warnn, Warnngs nd A ncreason th ciencs ofbackgrouredfincingsofspermaocsewih o without seconar changes such assidymal okeorbpales 8Om0 e o g ol v,y CELoncap & 50mg'on oy
heotonngafsmsions et s ptont ool oo capis xcus pesoscons Precautons (5.5)and GinicalStudes 1431 Ik s it 0 I o Semnlrou b s o . s g i .
e Y R Apapui o s S Wi et o ey s ok ey Theusoof colcon it s 175 f s wil s, pobarcu o o s wih g shde spyrty ki w s vt o Sovaky i ot o)y bkt o0 e m o
estabishacausal elaonshiptodng exposure Syemic onset JAA was tuted na 12-vek,double-Ind. e controled.pramacokiets, sty an eficey study, B0 01601 carton ot {00unitdose
i it bl o
Cansovasatar: Vsl deop venous hombosis A o oL sTon 001603 ottaot 00 ) )
Generat Araphactaidreacon angioedema g fedith CEL'oncap 8 100 g onbotyin
Systemic onset JRA wer asociated with mi a1 Osteoarthi blackinksuppiiedas:
Liverand biiar:ives ecrosi.egatts jundics, hepaticfaure e A Golcou capuls have demonstated sgnfcant educton i ot gincompared o laceb. Olcox capsuls were S
s eopei i ecain: omaso evama‘m\omualmzmmmus\vnszﬂﬂm!svmmomsn!OAmm:mmnammmmm adattve ontlledcinicl v o e
i sie 12 esksdutation. n art a0 01701 mmmnunnm
Metabolc ypogoania hypontrni Dosage and Adminstaton (24), Wariogs and Precauion (515, Advers Reacons (8.1, Anil Tosclogy (132), WOMAC 022001703
[ ifiness,and fncoraimeasures i A, 2 weekstcisofp aEcompnying OAor, e captis ose f i GEL oncap & 200 anbodyn
o et rovie G il lpanii 4 sl aan s 0 & 200 onbody
j——— Aeratve terais for tetmen of J8A should be considered in petalrc patents dened 1o be GYP2G9 poor
ol etabolzrs e Por tabo2r f Y P209 Sbsttes 481 Galy;Doses 120 09 mgtuice NG Nunber s
I RUGINTERACTIONS 85 GeraticUse Gl Aol dalydose f 200 20401802 wtaot it
SeeTabed frclalsignifcatdrginsractonsvithslecox. ety g, camgrd o yonger s, st rstr sk for NSAD-ssoitn s ool raoncedl frstial) e ose
Table 3: Clnically Sgnificant Drug Interactions with Celecoxib Ifthe antipated 2 e ith CEL oncap & 400 mg’onbody n
upan
Drags Tt ntdrs wil emosiass e i i
o Ao G oo AP WS ShouT Pt Db h et nO N ATED s sie
" Celcor a0 aCOaQUaTTs S 3 Varaln Tave 3 SyvrOST: 6L on Deedny o, Sconoel vl hray e T S s st of 000 001502 bottaf 60
e o b Bsa o s iy, Il S et e elon s sy el i) s
Gl it | - o gt o s, Gt G Brs e, e o 2 sy e e Bt oo, s s o 1t N\muvhc:bcnxmmusmes|m7mulwmaawmﬂzwmwmﬂm\yummﬂswmﬂmnverauuﬂulwmsmwm:mn:nls
pars dfrertbeuen: ung vl Garvedalonl b 1o 1200 ics dlydos,Dose f 400 e Gy provied oo ene sho storage

o e ss s ot of dugs tat inerre
Vi srouni ek 38d 2 NOAD iy Gt the rk of Bsdng mor
HSAD:

vt o W e, Ao, S ho tat sl il COX., hrs have b 1 spraneos s
mareling reports of ftal G svents and acu feal fallre in he eldely than I younger patents (568 Wamings and
56

hatseen i 100 mg10200mg i aly.
143 wenlBheumatid A GT0065252)

Contrlled Room Temperatur]

1.
Adiise he patlent 1o rad the FDA-approved patent abelg (Medicaton Guide) hat accomparies cach prescription
spensed o patents, il

R ptlts to et ympas o uettors a1 e, ko apasi g, e, neen, nd
s st o car, oo

(2]l

Inform patiets of the warning signs and symptoms of hepaotoicy (e, rausea fatigue,lthargy,pruris, Grrhea
Jauntie,right upper quadrant tenderess, and “Tu-ike” symptoms). 1 hese occr, ISIUE pallnts [ siop ekcoxh

fudig shortess of
e e e e e e

Inform patnts of the signs of an anaphyactic reection (g, difculy breathing, sweling o theface o throt). Istruct
Ipi

e ot 5 ton e i S oG8 oA (555 101

" prea
etaion, dvise hr 1t s may need 1 be moriored for olohyramios, f
tratmentconiruesforonge than 48 ours sce Wamings and Precautions (. 11) and Use i Speifc Popuatons (8-1)]

s, sl

pnli ings g
o aTe (851ans D Tacion 1 et s i KIS e e o i Cor” s o

Celocoub s

et on methoreats phrmaconetis

Intervnton

Cyelospor

DuT oo s koo aps rd et o RS o R
iy,

CoRGTRn T 0 Gl e a0 oy o e

The mectarism yvia

inhibiion ofCOX2.

Gelecon i 2 potet hitor of prostalandin syrthesis i i, Gelecoxb concentratons reached cuing therapy e
P oo, Postaganin itz Srnt s and et o ctonf by UGG i

+ Floie tntt-est popuiton (1T Comprisd of  andorzesublctswho et st ana dossof
Sy meccation and a3 last o post-baselne it ollowed nt theealer o rement dscontnation plus.
30295, or 43 marths

Gelecothyat he 100 mg ticedal dos, a5 compard with ethr naproxen o Ibuprfen at the doss taken, mt l four
Brspecied ooty ceria p< 0 fororerrty inboth coparas) o o APTCndpot  compoeof

Wetcaton Gulde for RansteriGal Ant-nfamatory Drogs (VSAIDS)
a5 28577

ansADaine Pvmmmx(sz
Tt pTes v T Ina 2o e st ol gy r
i | aniltl s (3. s, (S5A1).ad (SRS for s of b (s Waogs and mmymmmzmmmmmmmm»smmnmswmmnummwmmmmcnm Pugh Oass ) should TR o o o 1 oot LA CB0cA O s M of 15D ) ek Gl HEOID S
bo Tduca by B0% T 05 ofcalecob Capsde  Batlens it severe epate mparment 5o ecommandad (520 o 500mg) o . T respanse anderioticaly during ecaurseal angoing eray.
[T Dossgeand Adminsraton£7)andCica Phamcoiogy (1231 o JFA. Do o Inprovement rer 1 of .t 50% (1AA D01 30) criain, whGh s A ———
TR T LT 87 Renalingaiment ettt ardecon s o 1A T OO Soreporsrstyct 2 oo, (e Tromots s
S5 o o o an grae st 1 1 st o NSAID o 3cncal roco : o
o 1231 !
incidincs of G aevrss ractons i compard 1 s o he NSAID dlon Is Warings and ! Theefcacy adsfety f lecoxcapsls for 4RAaverobeen st beyondsixmonths. Thelang fr carfovasaa o Prcaitors 5.
G st | ocsonso) 83 PoarMetabolzers ol CYP2C9Subsiates I oy oo ccCps v b s nd 5o 1 g i 1 GastonesinalBlezing Uicraton andPefration
uspet 'y D5 e Bovad
i i s 1515 e o el it o ' et of o
caroprotectneantgtder e of s (100mg 0325m0). wtabol L s o .
o in A5 atents i o place s of 6 a0 12 ks ettt
Concomiartuss o eecorD cpsues andaragesic 4oesof 1 oveRDOSAGE Cuocoth o 5 e Hepsttotty
Inervenon a oritng,and
GRS piln, Whch e baen Genealy T wih SuppOrive Cr. GastoMEEal ading o GECTed {Uital Arlogue Scale,globaltiscase actiy (Vista Anckogue Scak) and functonal mpaiment (5ai Anylosing
Fpartncion, Scte el T, PIGIO) depESion. & Gma ha occured. Bl W are (a6 Warrigs and SpondyitsFunctionl ). In e 12-week 1oy, arowas noGlference e exentof mprovment between he 200
LT ors Precautons (32,5.4.56) A ochcoib gl ot 3 comation e ol s b et srny prcna o Heat oo andEcema
T WGNIDs _may dminsh he anthyperansve efedt of ACE DRGrs AABs. o B Wt mo.s Adviepatetstabealet orthes
ko nioingproon) ramodiass bt iy S
e v o s ohume-deieted (nclding thosa on s ey, o d st 20% and an bsolt mprw:men\nlmezsnnmm 01 100 et e o thowt)
Olnical impact Fove el impament, coadminstaton of an NSAID i ACE nhitors o AfEs e i S s nd nfamnaton
frind Wanag patnts with symtomat nd supportse care flouing an NSAD verdosage. Ther e o pecc antcoes et . el P
o Conciaramessandor ctvated chaftol (601 100 gramsinatls. 102 g7 per Ky oy weHnpet pans) oo
E e T g et Inscgn st oo bos vl gy o, postrthopei s, ndrnay ortes, oy Setous S et et 0S5
o et i st capeus and ACEanblors, AR, 1010 imes e recommended K : hemodialysi. capsaules reieved pain that 25 a0 seere, Sl ose s Dsagaand Admntaton (26} of Advise patients to stop taking cel
oars sk Do st b st e oo seflUptahgh retanbing. s ol s ity bl ot
pressuels bianed
ntrenton: | + Dutn o use of cokcoib capsies amd AGE inhivtors or ARBS in patets 46 CartiovascularOutcomes il Prospecive RandomizedEvalution ofClecuxblnterated ey vs. uprfen Fomafertity
o vy, v Gt o Ky e e o, ot o S0 o 1 oescaemon Grkapese (PRECISON:NCTOLSIOE )
orsening e onctonseoaranos ang Precautons (561 100mg. 200 mo g oean vitha eversiesaynovaton s UseinSpecf opuatons (8.3
+ When e orge_are adminitered_corcomitantly. patnts_should_bo_atequsely ontadlneinkor. i rames 4154 mehyphery)- iyl ot ) !
01110 g i by f e, 60D g v ey bl or 375 o sy rproran, i ingof he
PR i ommnmesmmmammmrwmmmm 350 o e ose,OA s random 2t ¢t wamen beveen about 20 10 30 veeks
o . escesca
ot o NSAID bionofresl rosiapianin syrvess
s Ao s s AT O T Va I i nipoe, h Al T ot (P10 conposs s s ey s AoidConsmtanUss SADS
oo e Aok s AT S oy composieofcartovasulr geath (ncluing hemorhagi e it siokowin
nerenton: | real fnction, i addition to assurng e effcacy ncluing aninyperinsh efects (see . rm gl i Pl
Waningsand recautons (551 oy T ment Andomz3Hn4as st y bSein o o 5555
Tigwn < gt W eaimentofcolds. e arirsomnia
The concomian 1 of CORGow Wil G0 Tas been epar o morese e sem mbuiy o 1 ifn
Ctncal 13| goncamatonand prlonthehat s of igoin. cur Besuls
Trerventon Dutingconcoman use ofcfecob caps.s and TGOAT TIONOY SEru Qo el Anong subfects with OR, rly 02% (177259 esclted oty 10 te 200 g twice daly dos, whareas 547% onlcngrarctoa )
Tihivm o phacr it 0 e o 00 i oy 54 11717 o o e S0 Manufacturadby:
Gy doe. Amongsubiots Wi i, 56.1% 1S3 13 st ol 5 5% (470832)
(32751 .
o "The mean mimum 8 conctaton nceaied 15%, and h ronal earce decrnssd by The nactve ingrd inclce: poidoe,sodum s ,,,,Rmmmmwm,‘,mw,,,,_‘,,mm,‘wmm Poto.221an 2211, GG, In ase
s INGRE: | ovimatly 20%. Tis e s ben it o NSAID nibton of renal rasanandin Ty sulpateand magresium teare T Ve Guaat 306195, NDUA ()
piness . 0 mg tuice daiy e esul
- . ittt ot o e o s G e 1 chocos 200 e Gy Gompae 15 Revsed: December 2023 V03
D e ot e o oot bk o o —
i heco
— Prinary Endpont
12 CLMCALPHRNACOLOGY ettt et enas s
121 Mectansmothcton TR ipsion (1) Compnd of al rsdoied ubcs flows for & masmum of 30
GinclInpct. | eropena, ombocyopeis, e dystnction). :
Colecoohas alggsic, oy andantytc ropers.

o death. Tisriskmay happenearly intresment and

nayiesse
© wilincaasingdososoiNisAIDs
© wihionger s ofHSAIDS

pE— 14 o et sh o sl e e o
Pt | repiroto AR Tz maa T 95% Clof <1 33for T You may have an
i e T A R AR o R o T o T s " oo,
Intervention: . ant Foslecaut capsales and eycosparine, monfor patients for sins of 122 Pharmacodynamics ” N
TSI Platdts e primarynalsiesulsfo [T and miTTar descrbed inTales. « ncrased s of blading ucers, and tars (peforaton) o the ssophagus (b leading from the mowth to
s and Salicylates — “Table 5. Primary Analysis o the Adjudicated APTC Composie Endpoint thestomach) stomach and inestines:
Glinical Impact: _the isk of G toxicity, with ltte or no increase in efficacy [ses Warnings and Precautions (5.2)1 or increase in bleeding time. Because of its lack of platelet effects, Celecaxib capsules are not a substitute for aspirin for Intent-To-Treat Analysis (ITT, through month 30) -
o | oot e oot i A o v e oo © ey cause e
PuidRnton l i « Meskotgtingsnesroreng s it
3 ray erEase e T o pEmENEREd nnibitor renal medula ubicts wih Everd .
e | st e sty o e partpescmoptometons [ o St i s ) 01 5% . s SRS o SR
g ConcomTantvse of celeco CapSES 0d peTELed, I paents Wi eral palert o et e8bsorpion by cauntaactn heactonaf i Gureti pomont. Faiise Camparson S o s sl VDS "+ lderage
e oon o i ot
[ r— . |t
Shorely Gl el ose proporianl cressn exposure s or acinisatonup 1 20 mg ice dlyand s han 053076 113 | IETEXET| oo °mw o e b s
Irvento: Tl i be voide fora proportioal icresse athiter doses 1 hasextnsivedistibuion and high praei bining. I is prmarly metaboled by s i, ng ing e
oveace fours. Celocoxib Naproxen b y
ety psived
Tl I i Peakpla ur e oral dose. Under fastng condtors, both peak pasma. ] 200 EE) , aitwiouestdossposs s o yomr treiment
it Wl B e S e [T TG

L seeFood Efecs)

WhatareNSADs?

CYPEGH i o ducers Vi multpndosn sy st "
Tocors TRBHTIET o SOmumol sty sobRcs s o T & 1M
I o o o Tblod, e [ETOCAITEN EERATRRT) TP
(e rianpi) may e ocompronisedefcicy oseco, I e 00 PR e ] Tl Summay o he Adciaiod PTG Cmparnts
St s B el Wt Wi Con et T 7 x - i
| o ’ ; [wm | on [ Fewrw | wrr [ crow e o T At (T, e mors 30 :
[Croe [ esen [ _meer | _ww [ _arew ey grir ey —
P06 b ; g W oo 800 )  aetorkioey ook
19520s) ~ Tawhghtioodpessurs
P T ot o1 55 08 0.0 w01 i tioosy
ol At | e et for i i S ton it g it e oo 72 e it a igh ft e, o to2 purs it an o 76 05%) [T 65 08
i T e My eSS & S T TR iorase (i o 0 0 20 U ortaarsio Sov Som Sor Yﬂ;m o ounat o o g v o o o
i
anesn conn < s oo
S o R s | Py o0 Py e R ——
o e e 510 Boen s
i | oy i)
ey o 07 Teon) S0
o Moot v comt e e g v s o e o e s ot orFau o B0 ) [HE) e he sl e SADST
e e Warnogend P () @)
= Wnais
6 USENSPECFCROPULATONS Dstiion R [ . DrgsSAD)?
81 rognaney B s e Gy e . Group a2 051 “harsiue
Sato, oL, ol et  nerprobisncluing e
Doy, " J— Teaboadcels — ey prons ncuonghicoe e
i ki DO .S o PRI, et s, s Eimeaton oo 21y hn * owtedoododls areme)
s 9 S f o Tt 24300 Sy Y0 PR (S8 by . e ot e Goses v :
imonofcecots g v <ot 510 el oo nd v o s s a0 Heolen . e e R R o na Sy i vt snrocios
o o it | i e Gt 49 .00 v o o s or et BT ——
UeesthEAD: s ?
dosureofhefetalductusaraiosus. Erion W e St CT NCToDtaL ml-n—;-myr-\nmlmvwm-«-nymmmuww:ymm-
o ———— e o oo T B icetcontole, reyar st oty  shorness of et r troube brething + slred s
SR e o i s Il i Spaae ramaous o T i aeot e e AP ) (5lome o i e B
P oloaamos i soma o, ot AT i :
o " I it of gl 350 gpsig i e v g T sy f s G s 1 s e oot it () f o . aida lacion. o Sk i oy
D o sses g e st s 9 g e rae 1) o et Th PRSAP 1 ok ot s g ez ok
et of (. i et s, s e a1 s ik st i b
Gl s s o s NSt ALy A e prd o gl s o < rusen ot biod
Sgproite 8 tmes e masimum fecommended uman dose (MAKD) of 20 5 ic gy In aon, gt s e G v e v s compng to st o 2 canposs et ) o . .
o Al s * Garhe ~ insatvains
AR (s Ot ok ot T T i na oL G s B ot i g  Sinraor et fner
i . pesagATnS N D Sho o 1o 4 DO ol 1 Tl St s, Do Lyt iy s o 5 ) 305 . 3505 o LG i 01 g 7o 05 (61 sutects) :

ching
« yoursin r eyes lookyelon Sueingof e . g, s st

impatatn, an decidulzaton.Inaimal stuies minitaion fprostagandin sythsis mors uch 5 clecoxd, s i ity i, oo UG are igher ffan fose for eery males, b tese nceases are i e e s
over Sy e T ey s Dosa adusmnt n e r 51t genraly ecery hgtoan e el mmumah nirtion
o ISP, e ot e ottt it e 26541062 4t + vlke symptoms
Gavcopmentunenadminsereaiciicaly relevant oses. Fondars 63 Gl 00y one oo e
" - S S eas e e
pregandes atic
e lamnd o o b o s on ol s kone I 1 U gl popion t e 152088 reasadisol
mm;mumqwx S5 % and 1% 0 20, pa 7 yers of i it o poharlculr caurse JRA and i aterts wih serots crdioascular (hrombolc evers, myocardal MArcton, ax ke, WhGh an bt Asaresu al NSAIDS re houHSADS
resecti g e o Canstedpletaly asoc st v 1 5k
o nceass s an proprionaly oereasing gt it 10 kg and 25 Othern
st , ernlormationaboutNSATDS
24l cearance, especiel compare i 10 gadl A atent. Thiswasa prospetie, g o 3 SO DL s ot s hor o 8 bt Ao cancas e b,
Fetalworatal AdversReactions o e st s can o auiour e ot et
PrematureclosuraofFta Ducus Arrosus: s o0 mg e ios il TS v G Cconmon e o) Mo + Some NSAIDs ae o saryton (v e souner Tak o your hethcareprovcer
B B e s 33 wocks estatonand ke nprognncy,because NSAIDS, o) exunsums Jor ool (12387 nd G (1100 e ot o b - 166 v oSG o ot e B o1 090
I ene of wmmnm s tgmmmm s
eroraon o i) Ptens o slow1 ke concombat ow s (< 155 g sp () 1o [ —————
ooyt el ngurmen: Race s ooy A SIDF OIS CoBEOMDATSOE 1 0. BI04 PO - 125 Oy Weticiesareometmespresc e or urposasterthan ho sedna ecaton G, DonituseNSAID foa
130 SAID . eceosy at about 30 week gestaton or e i regnaey, i teus st aondion o i twas ok prescrive Do ot give NSADs0ciher peopl, e hey hvethe same symploms tat
o D o g s 8o, o Tl st Caucasins e ausaand imcal Sgcacsof s 1ndng koo sty sonicant Ve, e
Sl ik, ot e e 1l ow DA o B 0 NSDs
Hepaticmpaiment con coplcieducrs U NSAIDs, o
it i moe 105) The aplan 2 ANSAD:
unovommw i T sty o it s o
Tt s a0t of ooy capis dg o o ey, sl s, NSAD, g o hates batsesa ity o) b . -
alecout,nhi il Mmmmmm i S e “;ammlmcummalw {3529 ot o ool an st e fr s et ih el pr—
notbes L
Jumanpata A3 i S oo 6. [ e Poto.221an 2211, GIG, In ase,
Foral Impirment Table inPatets i, Gl 396195, INDA (1D)
O tuc ety i ra)y e :
bished e reporshat theusoo oy clerance. Pats Wi Svere 161l suficency nave ot b s, St o ther NSAS, oot I
Publshed e epors e fecov learance. Pates wih ) inuficieny fave ot been sued. Smiar (o oter NSAIDs,celecoxh
OlgohytrammioseonatalReal Imgairment DuginerctionStudes X CE—
Publche s andposmaating rpors desciematemal NSAID Ueatabout 20ecks gestaton o e progancy sty S—
s ol sk s ol 1 ani s, ol paen Tt ]
i, el v bandentand 126
ooy o1 T vt Ol 1 58 o o Tt NS0 e e sspiin
o1l dystncon wiout GOy ramrios,Some of W et ITeersile. Some case o reoatl o1l ystncion e T
With nvasivprocad NSAID vas not e S 306
inerecions o NSADs W spinse i nerecions 7]
fegrding o, draton an ning of G exposur:an corcomitan s of ter mecicatons hese imftons reclde Litium Insalurierof et wih aistr o e s, e compicatasad symptn icr s s ki

establishnga elabe stite of th isk f adverse ftal and eonatal outcomes wih rteral NSAID use. Because the

7% insubjcts

55 12 and .55 8) 1

(52) and

el trmirfant expose 1 NSAIDS oghmaterlsels uncarai.

oy
AUG..) nicer i 25 1 fsed
Stermebras fused and stenebrac misshapan when rabois wers eated hroLGhOUL organogencsi. A dose-dependent

alone e Drolteractons (7).

Fucorazdle

Concamiant aisiaon of fucorage o 200 g orc sl n 2 o e n o e
centraton. THs ncease s Gue 1 1h Inhbiton of celecoh meabolsm via PA50 209 by flcorazol Ises Drug

aractons ()

0l

s ey avcomes e 360 el he LSS i, plrir e e o vestir
ried serous cartiowascuar thromboembolc adverse events (iniuding M. pumanary embolis, deep venous

{onbost urdale anare. ansent heni s, o sloic aeioasear ooders) denariatd o

aiferences etweonth

ary g




