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Sudafed PE Sinus  Congestion
Drug Facts

Active ingredient (in each tablet)
Phenylephrine HCl 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 use 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.

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 us ing this  product do not exceed recommended dose

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 breas t-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

take 1 tablet every 4 hours
do not take more than 6 tablets in



children 12
years and over 24 hours

children under
12 years ask a doctor

Other information
store between 20-25°C (68-77°F)
do not use if blis ter unit is  torn or broken

Inactive ingredients
carnauba wax, D&C yellow no. 10 aluminum lake, FD&C red no. 40 aluminum lake, FD&C yellow no. 6
aluminum lake, magnesium stearate, microcrystalline cellulose, modified starch, polyethylene glycol,
polyvinyl alcohol, powdered cellulose, pregelatinized starch, sodium starch glycolate, talc, titanium
dioxide

Questions  or comments?
call 1-888-217-2117 (toll-free) or 215-273-8755 (collect)
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Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:50 58 0 -437

Route  of Adminis tration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

Phenylephrine  Hydro chlo ride  (UNII: 0 4JA59 TNSJ) (Phenylephrine  - UNII:1WS29 7W6 MV) Phenylephrine  Hydro chlo ride 10  mg

Inactive Ingredients
Ingredient Name Strength

ca rna uba  wa x (UNII: R12CBM0 EIZ)  

D&C yello w no . 10  (UNII: 35SW5USQ3G)  

a luminum o xide  (UNII: LMI26 O6 9 33)  

FD&C red no . 4 0  (UNII: WZB9 127XOA)  

FD&C yello w no . 6  (UNII: H77VEI9 3A8 )  

ma g nesium stea ra te  (UNII: 70 0 9 7M6 I30 )  

micro crysta lline  ce llulo se  (UNII: OP1R32D6 1U)  

po lyethylene g lyco l, unspecified  (UNII: 3WJQ0 SDW1A)  

po lyvinyl a lco ho l, unspecified  (UNII: 532B59 J9 9 0 )  

po wdered ce llulo se  (UNII: SMD1X3XO9 M)  

so dium sta rch g lyco la te  Type A po ta to  (UNII: 58 56 J3G2A2)  

ta lc  (UNII: 7SEV7J4R1U)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

Product Characteristics
Color RED Score no  sco re

Shape ROUND Siz e 7mm

Flavor Imprint Code WL;8 0 ;PE

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:50 58 0 -437-0 1 1 in 1 CARTON 0 6 /17/20 19

1 18  in 1 BLISTER PACK; Type 0 : No t a  Co mbinatio n Pro duct

2 NDC:50 58 0 -437-0 2 2 in 1 CARTON 0 6 /17/20 19

2 18  in 1 BLISTER PACK; Type 0 : No t a  Co mbinatio n Pro duct

3 NDC:50 58 0 -437-0 3 3 in 1 PACKAGE 0 9 /0 3/20 19

3 NDC:50 58 0 -437-0 2 2 in 1 CARTON

3 18  in 1 BLISTER PACK; Type 0 : No t a  Co mbinatio n Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date
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