SINUS CONGESTION PE- phenylephrine hydrochloride tablet, coated
AMERIFOODS TRADING COMPANY

1131-FIR-2023-1102
Drug Facts

Active ingredient (in each tablet)

Phenylephrine HCI 10 mg

Purpose

Nasal decongestant

Uses

» temporarily relieves sinus congestion and pressure

» temporarily relieves nasal congestion due to the common cold, hay fever or other
upper respiratory allergies

Warnings

Do not useif 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.

Ask a doctor before use if you have

heart disease

high blood pressure

thyroid disease

diabetes

trouble urinating due to an enlarged prostate gland

When using this product
do not exceed recommended dosage
Stop use and ask a doctor if

= nervousness, dizziness, or sleeplessness occur
= symptoms do not improve within 7 days or occur with a fever

If pregnant or breast-feeding,ask a health professional before use.

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

= adults and children 12 years of age and over: take 1 tablet every 4 hours; do not take
more than 6 tablets in 24 hours

= children under 12 years of age: ask a doctor

Other information
= store between 20-25°C (68-77°F) in a dry place
= retain carton for complete product information and warnings

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, D&C red #27 aluminum lake, FD&C red
#40 aluminum lake, FD&C yellow #6 aluminum lake, hypromellose, lactose anhydrous,
magnesium stearate, polyethylene glycol, stearic acid, titanium dioxide

Questions or comments?
1-844-705-4384

PRINCIPAL DISPLAY PANEL
First Street®

NDC 61504-131-03
TCOMPARE TO THE ACTIVE INGREDIENT IN SUDAFED PE® SINUS CONGESTION
MAXIMUM STRENGTH

Sinus Congestion PE
Phenylephine HCI Tablets

Nasal Decongestant

For Relief of:

Sinus Pressure

Sinus Congestion
NON-DROWSY

ACTUAL SIZE

36 TABLETS « 10 mg EACH



¥)V8 AINOW ¥NOA 4O

(33INVHVND NOILIVASILYS %001

NINOHE HO NHOL 3HY
SLINN ¥31S174 41 35N LON 00

LL£0-15006 %2 'S3139NV SO1

LLET15 X089 0d

‘0J9NIAYHL SA00414IHY

“Uoisabua) SNUIS .34 P3JEPNS J0 J0INGLUSIp
“IEIJ[EDH JALNSUD) [IANDK AQ PRINQUISID

10 PRINDENUEW 10U S| PNposd sy,

A9 a3Lngiy1sia

MAXIMUM STRENGTH

Sinus Congestion PE

Phenylephrine HCI Tablets

Nasal Decongestant

VISV-C0L VY-l GSIUSLIOD JO SUOISaN()

4 "8SN A10jaq
[euoissajoid yyeay & yse ‘Buipaay-jsealr 10 ueubaid j

13A3) B )M IN290 10 SREP 2 Wiyl anouduwn jou op Swojdwis m
INA20 $53USSH|dAIS 10 'SSAUIZZIP ‘SSAUSNOAISL m

J110)00p B ¥SE pue asn dojs

obesop papuawiwodas paaoxa Jou op Janposd siyy Buisn uaym

3PIX0IP WniUey) ‘Pioe Jueals ‘(0aki6 auaifuiakiod

‘alesea)s wnisaubiew ‘snouphyue ssoj0e| “ssojjawodiy

‘94e| WNUIWN[R 94 MOJIaR D30 ‘3R] WNUILINJE Qb

P2 204 *aHe] WNUILNIE /2§ PAJ RO ‘WNIROS 9S0{|3ULIBIS0I
‘apIxoIp UOOIS [2PI0I0Y  SPUBIPAIGUI aAfIBU]

sBuluem pue uoewoju Jonpoad 8j3|dLod J0j UOLED UIZJ3) m
aoe|d fup e ul (4o££-89) 2:52-02 UBBMIBQ BI0S m
uonewoul 10

sieaf z1L

J0j20D B HSE m Japun uaipiiyd

puelf ayeysoad pabieua ue o} anp Guneuun ajgnos m
sejaqeipm  aseas|p plosiy) m

aungsaud poojq ybiy m 2SRASIP YESY m

aneY Nok J| asN 21043 J0J00P B YSY

“Jonpoud sug Bupie) auojeq 1sioeweyd

10 J0J20P B ¥SE ‘|OWIN UB SuIEjuod Gnip uonduosaid nok
1Moy Jou op nok 1 “Brup |0y au) Buiddols Jaye sxaam 2 oy
10 ‘(9SBaSIP §,U0SUHIR JO ‘SUDRIPUCY [BUOKOWS J0 “Jeiyafsd
‘uoissaudap o} sBinip uieyad) (O Jougyu! asepixo
aunueouow uonduosasd e Gurye) mou aJe nok ji asn jou og
shujusem

SINOY 2 U1 S13|QE] G UBY) B100W 3] 10U 0D m
SN0y § AIana 18108) | 8%e) m

1300 pue sieak 2|
UaJPIID pue siinpe
suonaala

‘(zze1-zez-008-1)
feme 6L Ja)ua7) [04U0D LSO B 198jU0D Jo diay [eapaw
1006 “a50PIBNO 40 GSED U] "UBIPIILD JO OB JO Jn0 daay

saibia|e Aojendsal saddn 180 Jo Jana) £BY ‘plod
UDWILLIDD Al o) anp uonsabuod [Bseu sananal Ajueiodiwa) m
aunssaid pue uoisabuod snujs sanaijal Kjleiodwa) m

Sas(]

B gL 19H auuydaifuayg
aafqu uaea m) Juaipaibur anfay

eisabuodap (esen™
asodind

(panunuog) spoed Bnig

sjoed bnig

MAXIMUM STRENGTH

Sinus Congestion PE

Phenylephrine HCI Tablets

Nasal Decongestant

<GTREETA
N

MAXIMUM STRENGTH

Sinus

Congestion PE

Phenylephrine HCI Tablets

Nasal Decongestant

|

(OMPARE T0 THE ACTIVE INGREDIENT
IN SUDAFED PE® SINUS CONGESTION

For Relief of:
Sinus Pressure
Sinus Congestion

NON-DROWSY ACTUAL SIZE

36 TABLETS * 10 mg EACH

FII3103FIR_RO




SINUS CONGESTION PE
phenylephrine hydrochloride tablet, coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61504-131
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA5S9TNS)) (PHENYLEPHRINE - ~ PHENYLEPHRINE 10 m
UNIL:1WS297W6MV) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)
D&C RED NO. 27 (UNII: 2LRS185U6K)
ALUMINUM OXIDE (UNII: LMI2606933)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
HYPROMELLOSES (UNII: 3NXW29V3WO)
ANHYDROUS LACTOSE (UNII: 3SY5LH9PMK)
MAGNESIUM STEARATE (UNIl: 70097M6130)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIIl: 3WQOSDW1A)
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Product Characteristics

Color red Score no score

Shape ROUND Size 7mm

Flavor Imprint Code A;131

Contains

Packaging

# Item Code Package Description ISR SR TR e

Date Date

NDC:61504- .

1 131-03 2 in 1 CARTON 10/30/2023

1 18 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End



Category Citation Date Date
OTC Monograph Drug MO012 10/30/2023

Labeler - AMERIFOODS TRADING COMPANY (626388680)

Revised: 11/2023 AMERIFOODS TRADING COMPANY
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