
PSEUDO-TIME  - pseudoephedrine hcl tablet, coated  
TIME CAP LABORATORIES, INC.
Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

----------

In each tablet Pseudoephedrine HCl 30 mg

  Nasal Decongestant

Keep out of reach of children.  In case of overdose, get medical help or contact a Poison Control
Center right away

INDICATIONS AND USAGE:

Temporarily relieves nasal congestion due to the common cold, hay fever or other upper respiratory
allergies, and nasal congestion associated with sinusitis

Temporarily relieves sinus congestion and pressure

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.

DOSAGE AND ADMINISTRATION:

Directions – take every 4-6 hours -Do not take more than 4 does in 24 hours

Adults and children 12 years and over – 2 tablets

Children 6 to under 12 years – 1 tablet

Children under 6 years – ask a doctor

INACTIVE INGREDIENTS:  acacia, calcium sulfate, carnauba Wax. colloidal silicon dioxide, corn
starch, D-C red no. 27, D-C yellow no.10, FD-C red no.40, FD-C yellow  no 6, iron oxide black, iron
oxide red, iron oxide yellow (iron oxide ochre) Kaolin, microcrystalline cellulose, polyethylene
glycol (PEG) 400, , pregelatinized starch, sodium starch glycolate, stearic acid, sugar, talc, titanium
dioxide
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Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:49 48 3-0 16

Route  of Adminis tration ORAL

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

PSEUDO EPHEDRINE HYDRO CHLO RIDE (UNII: 6 V9 V2RYJ8 N) (PSEUDOEPHEDRINE
- UNII:7CUC9 DDI9 F)

PSEUDOEPHEDRINE
HYDROCHLORIDE 30  mg

Inactive Ingredients
Ingredient Name Strength

ACACIA (UNII: 5C540 3N26 O)  

CALCIUM SULFATE ANHYDRO US (UNII: E9 34B3V59 H)  

CARNAUBA WAX (UNII: R12CBM0 EIZ)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

STARCH, CO RN (UNII: O8 232NY3SJ)  

D&C RED NO . 2 7  (UNII: 2LRS18 5U6 K)  

D&C YELLO W NO . 10  (UNII: 35SW5USQ3G)  

FD&C RED NO . 4 0  (UNII: WZB9 127XOA)  

FD&C YELLO W NO . 6  (UNII: H77VEI9 3A8 )  

FERRO SO FERRIC O XIDE (UNII: XM0 M8 7F357)  

FERRIC O XIDE RED (UNII: 1K0 9 F3G6 75)  

FERRIC O XIDE YELLO W (UNII: EX438 O2MRT)  

KAO LIN (UNII: 24H4NWX5CO)  

CELLULO SE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)  

PO LYETHYLENE GLYCO L 4 0 0  (UNII: B6 9 78 9 4SGQ)  

PO LYETHYLENE GLYCO L 4 0 0  (UNII: B6 9 78 9 4SGQ)  

SO DIUM STARCH GLYCO LATE TYPE A PO TATO  (UNII: 58 56 J3G2A2)  

STEARIC ACID (UNII: 4ELV7Z6 5AP)  

SUCRO SE (UNII: C151H8 M554)  

TALC (UNII: 7SEV7J4R1U)  

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)  

Product Characteristics
Color red Score no  sco re

Shape ROUND Siz e 6 mm

Flavor Imprint Code TCL0 16

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:49 48 3-0 16 -9 6 9 6  in 1 BLISTER PACK



TIME CAP LABORATORIES, INC.

2 NDC:49 48 3-0 16 -24 24 in 1 BLISTER PACK

3 NDC:49 48 3-0 16 -48 48  in 1 BLISTER PACK

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

OTC mo no graph fina l part341 0 5/0 1/20 12

Labeler - T IME CAP LABORAT ORIES, INC. (037052099)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

TIME CAP LABORATORIES, INC. 0 370 520 9 9 manufacture(49 48 3-0 16 )

 Revised: 7/2012


