IBUPROFEN AND PSEUDOEPHEDRINE HYDROCHLORIDE- ibuprofen and
pseudoephedrine hydrochloride tablet, sugar coated
Meijer Dis tribution, Inc

Drug Facts

ACTIVE INGREDIENTS (IN EACH CAPLET)
Tbuprofen, USP 200 mg (NSAID)"
Pseudoephedrine HCI, USP 30 mg

*nonsteroidal anti-inflammatory drug

PURPOSES

Painreliever/Fever reducer

Nasal decongestant

USES

Temporarily relieves these symptoms associated with the common cold or flu:

fever

sinus pressure

nasal congestion

headache

minor body aches and pains

WARNINGS

Allergy alert: Ibuprofen may cause a severe allergic reaction, especially in people allergic to aspirin.
Symptoms may include:

hives

facial swelling
asthma (wheezing)
shock

skin reddening
rash

blisters

If anallergic reaction occurs, stop use and seek medical help right away.

Stomach bleeding warning: This product contains an NSAID, which may cause severe stomach
bleeding. The chance is higher if you:

are age 60 or older

have had stomach ulcers or bleeding problems

take a blood thinning (anticoagulant) or steroid drug

take other drugs containing prescription or nonprescription NSAIDs [aspirin, ibuprofen, naproxen,
or others]

have 3 or more alcoholic drinks every day while using this product

take more or for a longer time than directed



Do notuse

= if you have ever had an allergic reaction to any other painreliever/fever reducer

® if you are now taking a prescription monoamine oxidase inhibitor (MAOI) (certain drugs for
depression, psychiatric, or emotional conditions, or Parkinson’s disease), or for 2 weeks after
stopping the MAOI drug. If you do not know if your prescription drug contains an MAOI, ask a
doctor or pharmacist before taking this product.

® inchildrenunder 12 years of age

® right before or after heart surgery

Ask a doctor before use if

stomach bleeding warning applies to you

you have problems or serious side effects from taking painrelievers or fever reducers

you have a history of stomach problems, such as heartburn

you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma, thyroid
disease, diabetes or have trouble urinating due to an enlarged prostate gland

® you are taking a diuretic

Ask a doctor or pharmacist before use if you are

under a doctor’s care for any serious condition

taking any other drug

taking any other product that contains pseudoephedrine or any other nasal decongestant

taking aspirin for heart attack or stroke, because ibuprofen may decrease this benefit of aspirin

When using this product
® take with food or milk if stomach upset occurs
® the risk of heart attack or stroke may increase if you use more than directed or for longer than
directed

Stop use and ask a doctor if
® you experience any of the following signs of stomach bleeding:
= feel faint
® have bloody or black stools
= vomit blood
® have stomach pain that does not get better

symptoms continue or get worse

any new symptoms appear

you get nervous, dizzy, or sleepless

fever gets worse or lasts more than 3 days

nasal congestion lasts for more than 7 days
redness or swelling is present in the painful area

If pregnant or breast-feeding

Ask a health professional before use. It is especially important not to use ibuprofen during the last 3
months of pregnancy unless definitely directed to do so by a doctor because it may cause problems in
the unborn child or complications during delivery.

Keep out of reach of children.
In case of overdose, get medical help or contact a Poison Control Center right away (1-800-222-1222).

DIRECTIONS



= do not take more than directed
the smallest effective dose should be used
adults and children 12 years of age and over:
= take 1 caplet every 4 to 6 hours while symptoms persist. If symptoms do not respond to 1 caplet,
2 caplets may be used.
® do not use more than 6 caplets in any 24-hour period unless directed by a doctor

children under 12 years of age: do not use

OTHER INFORMATION

® store at 20 - 25° C (68 - 77° F). Avoid excessive heat above 40° C (104° F).

® read all warnings and directions before use. Keep carton.

= TAMPER EVIDENT:DO NOT USE IF BLISTER UNITS ARE TORN, BROKEN OR
SHOW ANY SIGNS OF TAMPERING.

INACTIVE INGREDIENTS

Acacia, calcium carbonate, carnauba wax, confectioner’s sugar, corn starch, croscarmellose sodium,
crospovidone, FD&C Blue no. 2 Aluminum Lake, FD&C Red no. 40 Aluminum Lake, FD&C Yellow
no. 6 Aluminum Lake, gelatin, guar gum, hydrogenated vegetable oil, hydroxypropyl cellulose, iron
oxide black, kaolin, polyethylene glycol, powdered cellulose, povidone, pregelatinized starch,
propylene glycol, shellac, silicon dioxide, sodium benzoate, sucrose, talc, titanium dioxide, white wax

QUESTIONS?
Call 1-800-406-7984

PRINCIPAL DISPLAY PANEL

NDC 41250-423-40

Compare to Advil®Cold & Sinus active ingredients ™™

meijerm

Non-Drowsy

Cold & Sinus Relief

Ibuprofen and Pseudoephedrine HCI] T ablets, USP

IBUPROFEN, USP 200 mg - PAIN RELIEVER/FEVER REDUCER (NSAID)
PSEUDOEPHEDRINE HCI, USP 30 mg - NASAL DECONGESTANT
Relieves Sinus Pressure, Nasal Congestion and Fever

40 Coated Caplets ™

%

Toval-shaped tablets

“nonsteroidal anti-inflammatory drug
DIST. BY MEIJER

5089123/R0811



FY Bnjou op:ed o 9m iz Bpun wipyom sl ERL A D
1p0pE g fuesn eyapaydeopn sd sunmsnumnﬁd B0 ALE GuEm
PR D% AUNDA B INA-4 AL | SFAEDD WEULA DA T jouopm D B0 AE CUEIm
‘peEnen &w gpides 7 pidea Lojpuod s ajounp suoduls U Jpum SNSRI, HE) S0 3D EIEpUN
11" BEE] SLOYLASE) MEnoy o o pAB B PikoL agm | @2 D0U1I SN 80181 |speWIEY 10 doj0p EXEY
JenD puE 60 J0 B ATL UHDILD D QNPER opanp efungaennfm

DO 61 DINOIS 85 8AT6 NG EIlIEW S by 0 walia gsoxdp 6iEa E ganp

Bupeupn 813 o 8 /ey 0 SSPOEIR BB 90 AoAI) BLISE SES|D
B 26 | PUEIE, 81001 B{E]J0U 0P
PR N aﬂimin feupn ssummmu'mswmﬂ &0 % ad mojqubiueeinot m
. NGB $BY 97 SUB|qad B E 0 ADEY BAveynl m
*BEEL-TE 004 L) fEWE WG LEIRD 00U HUS D AT TEND SHOPEINE IO
JodpU B3R O HO0r 80103 T 0 BImN D Wea p odsay | 5 TEIPUEd B ”'“m%’;’; ﬁgﬁmﬁ'mﬂﬁﬂg:
B NBD DU SOEdidwon 0 oy o aunBU} U SLBIDIdENE s
Kew 3 e e Jupope A 0sop qpep e p ARIE Saunduwbad
0 aquow & Fa 6t fun pu ecidng asno Jou U atw § g ed B s ) fifinz ey BE0en pqul
“EENAIeY I RoEs0 d e &) eyse ' Buyse)-Eee g soqueudad ) aliejos m 2L EPUNIB.R | 20| B
B TG UJE 1 3 CUIEHG 10UR BN S0 1S LI 10 JORIDE T 0
D ¢ LA ) S| Eeduoapsn m | UE LFUC0 B pUA R S ngh ot jcuopnat s fin.d (0w
S Eaow sEpsongd preym | O LIS AE S 21010 ISESIDSIEUNE 10 Q040D
SBIB 10 0D B0 ARG Ml BLDIUEID JUENCSat Lok adspich s pugy )0 i)
AEq0NU 2P i e AN Uy e s @ GLYE MO 8 ENGK )| W

5080123
£ZHEE0S

— ealdesuoduis e fie m o )8 anupum suaduism
¥ B BOJ00 S50 BU} URH WBLCE SR W poojqjoam [ VNN B U B0 0 1B U aiae e ey m:rtllm“
5j006 HHEJO-‘IIEIIJ HOW U RSN
£l 4 Fwo §40SUGE BU MICLE J0 AERIBUEdEND L E T pUELLAL BAUCIE 110 BOW A )m
11 Jopap B %2 puessn dig ppeed 40 Gusn apye KB A8 B9 IPTI00 E BOWIOEARE E
10 UELLIEE0T 10 PRI AD EByain ‘eoicky beodng ‘o]

1 ¥5 L0 nEduouo gd @iy e seinpl ap ae1m
URLLAICW A 50N A Lm0 ARW AYE B O ¥IEIE JE0 JONE) A E S spmoE S0 (uEnEempnd By pnge e m

S0 B 5 U U 1AW J0puo) MR B ) o cifige g 0 SR 90 SR SR AV B 0 (3 BEER £
Bipaids i BUsn U bin nod 1 Bufu st eaue auy Bup &0 Lewas B e s

upJd jo jusBnsiy sEog kw  § feumpuw ol nunmumnnmdﬂuuulwn Biypa o pewng

UE@dng) 85 B FYAEI0 NEE LY I0) U d® ey e Aewe 0 U | [EUL S [UE EendaE 8 mowd) & | GagRLE ||

(panujuo) sped g (panuiwoy) spe4 bug

agNm  gem fpeppiyss pos e (fEswieyE e fuee Eze B

| . ‘epn oy fw swaduds ude o 308 edoedu) fgeds g pEIof g eemE 2a sE D Bw ugadng) :pare Ay !
i shuwsey ) |
| supd pUesyE fpg ioyw @ apemy @ ouossion pEuE  assidsnuEm seE | |
| M0 Y UUILEN 8L Ul FEER0 S Su0 flu & B sys @e1p. fLE Ddwe Sas)) i
i Bp inyrEyU IR RO C, | |
i Jueg elop pEN BWOE d5n | H Buimydapn & d i
| RLLIEIEETEE:TIT] oy o) Bw 0 B s f
| | sssoding {iajdea yaea uy) suatpa.bu aayoy | |
| |
| |

sjae4 bnig
i - sevr— — — pre——

| sz Compare to Advil® Cold & Sinus i

5 [ [ 1] active ingredisnts™
© meijer
T g |

|

?I19283'41952“‘1
Expiration Date:

E o _ !

1Y = : ;
2 0, Cold & Sinus : g
 E) Relief i - | :
£ | e Ie :%g =
H m i Ibuprofen and Pseudoephedrine HCI Tablets, USP gg% r;ﬁ
§ 7)) : IBUPROFEN, USP 200 mg » PAIN RELIEVER/FEVER REDUCER (NSAID)* %g 3 E S
s = | PSEUDOEPHEDRINE HC, USP 30 mg » NASAL DECONGESTANT sk =g§§ | [=
Em- | Relieves Sinus Pressure, / 5E Eagg é

@ = ! Nasal Congestion and Fever g _EE;QIE
AT | 25 Bkast

40 Coated Caplets* foval-shaped tablets “nunstersifal ani-inlanmatoy dmg

["ONIE3 130 SNOIS AN MOHS 60 NN OHE 'NYO0L 3tV SLIND H31S(18 41350 10 NOT - INONT HIWWL |
PBLU0F-0E-1 1D ;SIS AN)

2 WA BPND(D WA EY] /B BDI DS BROALE] WN|WE BPKDIP UDNIS TAPUS lozfiGeug Mad

‘s pe epbad ‘eoppod ‘som) e memwod ‘o A8 eeyinsod wiey Y 2I9e0k0 ua) wanea fdad fo iy o sompl e

0 8EUeEpA ‘wnb EnG 'y BRO BYET WNUIWNK @ 0U WOIRA D14 BT WOLAUN 0k OU [BY 3504 B8 WNULNIYE OUBNE 79
‘BUOPADH D 3*WNIDX B501 UULE 00 ‘D EYS U0 Y G 51R00IU0D 1% MEQRUE D S/EDIEIWNDE D DD S)uaipa.bu) aljaeu)

'lIIILlEJth TENAI0E] Lnp AP uunsm ILJEM||EPEIE
14414 D OPEADEE JEBU B A% BB AOAY 0.2 89D 52 02 ) B0 R
UnjjEULD) I 12y

(panunuod) spae4 fiug

A
~

IBUPROFEN AND PSEUDOEPHEDRINE HYDROCHLORIDE

ibuprofen and pseudoephedrine hydrochloride tablet, sugar coated



Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

IBUPROFEN (UNIL: WK2XYI10 QM) (IBUPROFEN - UNIEWK2XYI10 QM)

Item Code (Source)

Basis of Strength
IBUPROFEN

PSEUDO EPHEDRINE HYDRO CHLORIDE (UNI: 6 VO V2RYJ8N) (PSEUDOEPHEDRINE PSEUDOEPHEDRINE

- UNIL:7CUC9DDI9F)

Inactive Ingredients

Ingredient Name

ACACIA (UNIL: 5C5403N260)
CALCIUM CARBONATE (UNIE: H0G9379 FGK)
CARNAUBA WAX (UNIE: RI2CBMOEIZ)

STARCH, CORN (UNI: 08232NY3SJ)
CROSCARMELLO SE SODIUM (UNI: M28 OL1HH48)
CROSPO VIDO NE (UNIL: 6840196 0MK)

FD&C BLUE NO. 2 (UNI: L06K8R7DQK)

FD&C RED NO. 40 (UNI: WZB9127X0A)

FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
GELATIN (UNI: 2G86QN327L)

GUAR GUM (UNI: E8911637KE)

TRISTEARIN (UNI: P60CJ2551R)
HYDROXYPROPYL CELLULO SE (UNI: REW2ET671P)
FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)
KAOLIN (UNIL: 24H4ANWX5CO)

POLYETHYLENE GLYCOLS (UNI: 3WJQO0SDWI1A)
PO WDERED CELLULO SE (UNI: SMD1X3X09M)
PO VIDONE (UNIL: FZ989GH94E)

STARCH, PREGELATINIZED CORN (UNIL: 08232NY3SJ)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
SHELLAC (UNIL: 46N107B710)

SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

SODIUM BENZOATE (UNII: OJ245FESEU)
SUCROSE (UNII: C151H8M554)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNTL: 15FIX9 V2JP)

WHITE WAX (UNIL: 7G1J5DA9 7F)

Product Characteristics

Color brown
Shape OVAL (Caplets)
Flavor

Contains

NDC:41250-423

Strength
200 mg

30 mg

Strength

HYDROCHLORIDE
Score no score
Size 14mm
Imprint Code 423



Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:41250-423-40 40 in 1 BLISTER PACK

Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
ANDA ANDAO074567 10/13/2001

Labeler - Meijer Distribution, Inc (006959555)

Registrant - Ranbaxy Pharmaceuticals Inc. (937890044)

Establishment
Name Address ID/FEI Business Operations
Ohm Laboratories Inc. 184769029 manufacture(41250-423)

Revised: 12/2012 Meijer Distribution, Inc
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