
 

Easy to swallow.

Taste and odor masking. 

Precision and accuracy
in dose. Accurate
and safe dosage. 

Active protection against
oxidation. 

High bioavailability and
better target action.

Optimal encapsulated
oil content. 

Marketing (variety
in shapes and colors)

Advantages
of soft capsule
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COLD & FLU NIGHTIME

*These statements have not been evaluated by the Food and Drug Administration.
  This product is not intended to diagnose, treat, cure or prevent any disease.

ALU/ALU blisters available
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SPECIFICATION OF BULK PRODUCT 
 

PRODUCT NAME: Flu and cold Nighttime 
DOSAGE FORM: Softgel Capsule 
PRODUCT CODE:  TBD 

STORAGE CONDITIONS: 15-30C (59-86F) 
SHELF LIFE: 3 years 

 
 

PRODUCT QUALITY INFORMATION 
TEST SPECIFICATIONS 

MICROBIOLOGICAL 
ANALYSIS 

Total Plate Count = < 1000 CFU/g 
Yeast and Mold = < 50 CFU/g 

E coli Negative 

CHEMICAL ANALYSIS 
Acetaminophen 350 mg 

Dextromethrophan HBr 6.25 mg 
Doxylamine Succinate 5 mg 

PHYSICAL ANALYSIS 

Shape Oval 
Size 21mm 

Color Green 
Imprint Code AP02 
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Tamper Evident: Do not use
if bister are torn or open

Distributed by /
 Customer name

Softgels

COUGH 
RUNNY NOSE 
SORE THROAT 
ACHES 
NASAL CONGESTION 
FEVER 

Acetaminophen / Dextromethorphan HBr /
Doxylamine succinate

NIGHT  TIME
COLD AND FLU RELIEF

NIGHT  TIME
COLD AND FLU RELIEF

NIGHT  TIME
COLD AND FLU RELIEF

16

Drug Facts Drug Facts (continued)
Active Ingredients
(in each softgel)

Purposes
Acetaminophen 325 mg.............Pain reliever/fever reducer
Dextromethorphan HBr 10 mg..............Cough suppressant
Doxylamine succinate 6.25 mg.......................Antihistamine

              
temporarily relieves common cold and flu symptoms:   
■ cough due to minor throat    and bronchial irritation 
■ sore throat ■ headache ■ minor aches and pains
■ fever  ■ runny nose and sneezing

                            
■ take only as directed (see Warnings)
■ do not exceed 4 doses per 24 hours
Adults and children 12 years and over: 
take 2 softgels with water every 4 hours
Children 4 to under 12 years: Ask a doctor
Children under 4 years: Do not use
When using Day Time or Night Time products, 
carefully read each label to ensure correct dosing

                                            
■ store at room temperature 20-25°C (68-77°F)

                                                  
FD&C Blue #1, D&C Yellow #10, Gelatin, Glycerin, 
Polyethylene glycol, Povidone, Propylene 
glycol, Purified water, Sorbitol sorbitan solution, 
Titanium dioxide.

Call X-XXX-XXX-XXXX 
Monday-Friday XAM-XPM EST

Liver warning: This product contains acetaminophen. 
Severe liver damage may occur if you take:   ■more than
4 doses in 24 hours, which is the maximum daily 
amount    ■ with other drugs containing acetaminophen     
■3 or more alcoholic drinks every day while using
this product.  Allergy alert: Acetaminophen may 
cause severe skin reactions. Symptoms may include:   
■skin reddening  ■blisters ■rash. If a skin reaction 
occurs, stop use and seek medical help right away. 
Sore throat warning: If sore throat is severe, 
persists for more than 2 days, is accompanied or 
followed by fever, headache, rash, nausea, or 
vomiting, consult a doctor promptly.

Stop use and ask a doctor if    ■pain or cough gets 
worse or lasts more than 7 days   ■fever gets worse 
or last more than 3 days   ■redness or swelling is
present   ■new symptoms occur   ■cough comes back 
or occurs with rash or headache that lasts   ■ a skin 
reaction occurs. These could be signs of a serious 
condition.

If pregnant or breast-feeding, ask a health
professional before use.  
Keep out of reach of children. In case of accidental 
overdose, get medical help or contact a Poison Control 
Center right away. Quick medical attention is critical 
for adults as well as for children, even if you do not 
notice any signs or symptoms.

When using this product   ■ do not exceed 
recommended dosage  ■ excitability may occur, 
especially in children   ■marked drowsiness may occur
■avoid alcoholic drink  ■be careful when driving a 
motor vehicle or operating machinery   ■ alcohol, 
sedatives, and tranquilizers may increase drowsiness

Do not use  ■ with any other drug containing 
acetaminophen (prescription or nonprescription).
If you are not sure whether a drug contains 
acetaminophen, ask a doctor or pharmacist. ■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.  ■ to make a child sleep
Ask a doctor before use if you have   ■ liver disease
■ glaucoma  ■ cough that occurs with too much phlegm 
(mucus)  ■ a breathing problem or chronic cough that 
lasts or as occurs with smoking, asthma, chronic 
bronchitis, or emphysema  ■ trouble urinating due to 
enlarged prostate gland
Ask a doctor or pharmacist before use if you are
■ taking sedatives or tranquilizers ■ taking the 
blood thinning drug warfarin

Uses

Warnings

Directions

Other information

Inactive ingredients

Questions or comments?

YOUR BRAND HERE

YOUR BRAND 
HERE

NIGHT TIME
COLD AND FLU RELIEF

YOUR BRAND 
HEREYOUR BRAND 

HERE
ALIVIO DEL RESFIADRO Y GRIPE PARA LA NOCHE 

ALIVIO DEL RESFIADRO Y 
GRIPE PARA LA NOCHE

Tamper Evident: Do not use
if bister are torn or open

Distributed by / Customer name
Distribuido por:

Customer address
Evidencia de Manupulación:
No usar si los blister están
rotos o abiertos Softgels

Cápsulas
blandas

COUGH / TOS
RUNNY NOSE / FLUJO NASAL
SORE THROAT / DOLOR DE GARGANTA
ACHES / DOLORES
NASAL CONGESTION /
CONGESTION NASAL
FEVER / FIEBRE

Acetaminophen / Dextromethorphan HBr /
Doxylamine succinate

Acetaminofén / Dextrometorfano HBr /
Succinato de Doxilamina

NIGHT  TIME
COLD AND FLU RELIEF

ALIVIO DEL RESFIADRO Y GRIPE PARA LA NOCHE

NIGHT  TIME
COLD AND FLU RELIEF

NIGHT  TIME
COLD AND FLU RELIEF
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4 doses in 24 hours, which is the maximum daily 
amount    ■ with other drugs containing acetaminophen     
■3 or more alcoholic drinks every day while using
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cause severe skin reactions. Symptoms may include:   
■skin reddening  ■blisters ■rash. If a skin reaction 
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Sore throat warning: If sore throat is severe, 
persists for more than 2 days, is accompanied or 
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vomiting, consult a doctor promptly.
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worse or lasts more than 7 days   ■fever gets worse 
or last more than 3 days   ■redness or swelling is
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or occurs with rash or headache that lasts   ■ a skin 
reaction occurs. These could be signs of a serious 
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Keep out of reach of children. In case of accidental 
overdose, get medical help or contact a Poison Control 
Center right away. Quick medical attention is critical 
for adults as well as for children, even if you do not 
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ENGLISH PARA EL MERCADO
HISPANO

 
 

SPECIFICATION OF BULK PRODUCT 
 

PRODUCT NAME: Flu and cold Nighttime 
DOSAGE FORM: Softgel Capsule 
PRODUCT CODE:  TBD 

STORAGE CONDITIONS: 15-30C (59-86F) 
SHELF LIFE: 3 years 

 
 

PRODUCT QUALITY INFORMATION 
TEST SPECIFICATIONS 

MICROBIOLOGICAL 
ANALYSIS 

Total Plate Count = < 1000 CFU/g 
Yeast and Mold = < 50 CFU/g 

E coli Negative 

CHEMICAL ANALYSIS 
Acetaminophen 350 mg 

Dextromethrophan HBr 6.25 mg 
Doxylamine Succinate 5 mg 

PHYSICAL ANALYSIS 

Shape Oval 
Size 21mm 

Color Green 
Imprint Code AP02 
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