PREMIER VALUE MAXIMUM STRENGTH URINARY PAIN RELIEF- phenazopyridine
hydrochloride tablet
Chain Drug Consortium, LL.C

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

DRUG FACTS

Active ingredient (in each tablet)
Phenazopyridine Hydrochloride 97.5 mg .

Purpose

Urinary Analgesic

Warnings

Do not exceed recommended dosage

Ask doctor before use if you have

® kidney disease

m allergies to food, preservatives or dyes

m had a hypersensitive reaction to phenazopyridine

Caution: Do not use this product if you have Glucose-6-Phosphate Dehydrogenase (G6PD) deficiency
unless approved by your physician

When using this product

m stomach upset may occur, taking this product with or after meals may
reduce stomach upset

m your urine will become reddish-orange in color. This is not harmful, but
care should be taken to avoid staining clothing or other items.

Stop use and ask doctor if

® your symptoms last for more than 2 days
B you suspect you are having an adverse reaction to the medication

If pregnant or breast feeding,

Ask a health professional before use.

Keep out of reach of children

In case of an overdose, get medical help or contact a Poison Control Center right away.



Use

Fastrelief from urinary pain, burning, urgency and frequency associated with urinary tract
infections.

Inactive ingredients

Corn Starch, Croscarmellose Sodium, hypromellose, Lactose,

Magnesium Silicate, Magnesium Stearate, Microcrystalline Cellulose, Polyethylene glycol,
Polyvinylpyrrolidone, Pregelatinized Starch,

Silicon Dioxide and Sodium Starch Glycolate.

Directions

® adults and children 12 years and over:
take 2 tablets 3 times daily with a full glass of water, with or after meals as needed

® children under 12 years: consult a doctor

® Do not use for more than 2 days (12 tablets) without consulting a doctor
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Caution: Tablsts sealed in blister. Do not use if blister is opsned or damaged

CORPARE TO THE ACTIVE INGREDIERT IN
20 URIARY PEIN RELIE® MAXIMUM STRENGTH Drug facts
Active m_gredlem (in gach tahlet) Purpose
henazopyridine Hydrochloride 87 5mg Urinary Tract Analgesic

Use Fast relief from urinary pain, burning, urgency and frequency associated with urinary tract
infections, Treatment should not exceed 2 days, see Directions

Warnings
Do not exeeed recommended dosage
Do not use i you have Glucose-6-Phosphate Dehydrogeniase (G6FD) deficiency Lnless approved
by your physician
Aiska doetor before use if you have W Kidney disease
W alergies tofoods, preservatives or dyes M had a hypersensitive reaction to phenazopyriding
When usingthis produst W stomach upset may acour, taking this product with or after meals
imiay reguce stomach upset B your Urine il becorme re ddish-orange in color. This s not
hartrful, but care should be takn to awoid staining clathing of other tems.
Siop use and ask a doelor il Wyour syrmploms fast Tor tore Tran 2 cays
W you suspect you are having an adverse reaction to the medication

' Long-term administration of phenazopyridine hydrochioride hasinduced neoplasia in rats
{args ntstne and mce (). Ahough no ssacision between phencazspyine
ydrochioride and Rurman neaplasia has been reported, adequate epidemiological <tudies along
these lines have not besn conducted.

If pregnant or breast fus ding, ask 2 healih profsssional befors use. Keop out of ach of shildren

JoH

Urinary Pain
Relief

MAXIMUM STRENGTH

Phenazopyridine Hydrochloride 97.5mg

ASWARNING: This

HLIDNIYLS WNWIXY
joi9y ured Areunn

In s of an overdlose, get redical help or contact 2 Paison Control Ceriter ight away

e
Directions m adults and ehildren 12 years and over.
ik il 3t daly wih aful glas ofarater with or st s a neced
Do notuse for mare than 2 days (12 tablots) without consulting a doct

W children under 12 years: consul a doctor
Other information mihis product may stain contact lenses M this product car interfers

with |aboratory tests inclucling urine, glucose (sugar), and ketones tests. M store at room
jemperatu 15"30°C (8 85°) i 4y place and ot rom ight

Inactive

e L TG o un\yelhy\ene Yo, Dn\yvmy\pyvm\mnne
pregelatinized starch, silicon dioxide, sodium starch glycolate, talc and triacetin

Distrbuted By N

Pharrmacy Valug Alliance LLG (54 ) e it uar ot atifed vith
e, (O] Sl s
Wayne, PA. 18087 3

¢ Fast Relief for Urinary Pain
* More Active Ingredient
for Maximum Relief

actual size

Prompt Relief of Urinary Pain,
Burning & Urgency

12TABLETS

Reu. 6/15 AMAXPY

1-800-321-7178, wegkdays, am-4pm EST

Quesiions ar Comments Call

Maxirmum Strength.




PREMIER VALUE MAXIMUM STRENGTH URINARY PAIN RELIEF
phenazopyridine hydrochloride tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:68016-375

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PHENAZ O PYRIDINE HYDRO CHL O RIDE (UNI: 0 EWG668W17) (PHENAZOPYRIDINE - PHENAZOPYRIDINE S
UNIEK2J09EMIJ52) HYDROCHLORIDE ’ g
Inactive Ingredients
Ingredient Name Strength

LACTOSE (UNIL: J2B2A4N98G)
MAGNESIUM SILICATE (UNI: 9B9691B2N9)

Product Characteristics

Color brown Score no score

Shape ROUND Size 7mm

Flavor Imprint Code P97

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:68016-375-12 1in 1 CARTON 11/11/2016

1 12 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 01/15/2015

Labeler - chain Drug Consortium, LLC (101668460)
Registrant - Reese Pharmaceutical Co (004172052)

Establishment
Name Address ID/FEI Business Operations
Reese Pharmaceutical Co 004172052 relabel(68016-375) , repack(68016-375)
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