URINARY PAIN RELIEF- phenazopyridine hydrochloride tablet
YYBA CORP

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.

YYBA (as PLD) - WELMATE - URINARY PAIN RELIEF (73581-909)
Active ingredient (in each tablet)

Phenazopyridine Hydrochloride 99.5 mg

Purpose

Urinary Tract Analgesic

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

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

Please read insert for important precautions.

Ask a doctor before use if you have:

M kidney disease

M allergies to foods, preservatives or dyes

W had a hypersensitive reaction to Phenazopyridine Hydrochloride

Do not useif you have Glucose-6-Phosphate Dehydrogenase (G6PD) deficiency unless
approved by your physician.

When using this product

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

W 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 a doctor if
W your symptoms last for more than 2 days
W you suspect you are having an adverse reaction to the medication

W Long-term adminitration of phenazopyridine hydrochloride has induced neoplasia in
rats (large instestine) andmice (liver). Although no association between phenazopyridine
hydrochloride and human enoplasia has beeen reported, adequate epidemiological
studies along these lines have not been conducted.

If pregnant or breast-feeding,ask a health professional before use. A pregnancy
test and consultation with a health professional if pregnancy is confirmed is
recommended prior to use.



Keep out of reach of children.In case of an overdose, get medical help or contact a
Poison Control Center (1-800-222-1222) right away.

W This product can interfere with laboratory tests including urine, glucose (sugar), and
ketones tests

B This product may stain contact lenses and other items if handled after touching
tablets

B long term administration of phenazopyridine HCI has induced neoplasia in rats (large
intestine) and mice (liver). Although no association between phenazopyridine
hydrochloride and human neoplasia has been reported, adequate epidemiological studies
along these lines have not been conducted

W Store at room temperature 15°-30°C (59°-86°F) in a dry place and protect from light

BMAdults and children 12 years of age and over: Take 2 tablets 3 times daily with or after
meals as needed for up to two days. Take with a full glass of water. Do not use for more
than 2 days (12 tablets) without consulting a doctor

B Children under 12: Do not use wihout consulting a doctor

pregelatinized starch, microcrystalline cellulose, maize (corn) starch, povidone,
croscarmellose sodium, magnesium stearate, colloidal silicon dioxide, hydroxypropyl
methylcellulose, polyethylene glycol

call toll-free 1-845-547-2667
Size and color of tablets may vary.

*This product is not manufactured or distributed by the owner of the registered
trademark AZO Urinary Pain Relief®.

Distributed by: Wellspring
Airmont, NY 10952, USA

£ a
] | 2 wy
i HORELICICHN Compere to the active ] v g " i & =
T8 ingredient in AZ! X = ] i 2 ° o B 5 =
o - H H : =] ——
g6 Urinary Pain Relief = & 2| 2] § 2 | Elis g 5
R s = H T 5 = =l Sotw 0@ =
) e a o0 S= = R~ = S2od = =
£ MAXIMUM STRENGTH = ER S5 5 ..o8s 82 oS24l 28 =
H I g o gg%gzg"ﬁ '_Ers%gg ~3 o
— = -— —_
w0 . = = ol = Se = ®8823|% 2 o5oo 5| £ e}
v o~ © HED = a1 ] cecsEl =T o
= = = o8l c = Ya o — =
e a .= c© B2 HES e o =
—_— = =E = £ 28,°5xT| 82 =35 2|2 =
=13 - g s=| s5| a3gzsS=.| SoSisfEer | 2
p————— A o] =3 -— o D PR g
— Fast temporary relief of =] == EGocs|lcasE3es85|8E2 =
=u Urinary pain, burning, urgency = S == T o="C| o253 >EC 5 68 =
y = = = 5% HE0Z2Bo2IF5s598E o
— _ﬁ. E =8 on=] Sm.ggg%s l—?Eu_::E-ggE S
H <5 = ol L_ .= _C
=  HIGHEST DOSE WITHOUT A PRESCRIPTION cf4ne T =i 5 e b o e T T o
i o Lo w20
=23 B tE;}G:J c= 2 Bos5| Fus|lEgoEET mgg.g =
= DOCTOR RECOMMENDED =l o 285 | £3|_ SS8cd=iNoiccssoecoE] &
] OTC INGREDIENT FOR UTI PAIN W g‘g‘ B ecl &g 2525 vl E=BeCE m5§,§ .
= * : =] = =5l = —o's| L=
™ = = O == 'Ehoq%ch:Ow SEcsS23| 872
Bl Qess | SE|Ee28isecs|zE5200(2278
- 99 G 2 H S T Vs = =D iy =] ==
72|20 sIE€Ss i |g2z|s 55355 555258=228|888s
Phenazopyridine hydrochloride = sc i jloao P = == iR =i = =
TABLETS | Urinary analgesic S Q L= ! | Dxs =z <s PSS =ai=E5|e s




a2l VSN ‘TS60L AN ‘JuouLiy
Kieunip ozy yiewape. sibal Supadsyiepy Ag paingLisig
auy J0 Jaumo ay} Aq paynguisip 1o

painpejnuew jou sipnpoid sjy], fenfew sajqes jo ojod pue szi

L99T-LYS-5¥8-1 801)-(|01||E2 ZSUonsSanND

102416 aua|fyrakjod

‘aso|n||afyraw _EE%XE%E ‘apIxolp

U021]1S [eplo]|03 ‘ajeIes]s wnisaubew ‘wripos
a50[[auLIedS0. ‘auopiaod ‘ydiels (U102) aziew
'850[n|[82 aul||eIskinoni ‘yieys paziunejabiaid
Sjuaipalbuj anjpeu]

Jopop e Burynsuod jnoym asn jou og

:Z\L 1apun uaip|iy) = 10120p e bunnsuod JNoyLIM
(s19]qe1 %&S Z By} 8I0LU 10} 35N JOU 0(]
“131eM Jo sse|B ||y e ylim xe| ‘skep om} 0} dn 10}
papaau se s[ea Jalje 40 Ylm Ajiep sawi] € S1a|qel

¢ 8YB] 18p|0 pue SIesk Z| UBIp[IYD pue Synpy =
suonaiiq

61| woiy1paj04d pue aded

fp e U1 (4,98-,46) aIMeaduial wool je a10)S
§)a[qe1 buiydno] Jayje E%:mf_memt Jatjjo

pue Sasua| 12eJU0D Jos LIElS Aew 1onposd S1y|
5153) Sau03ay pue ‘(1eBns) asoan|b ‘sunn Buipnjpul
51591 Aojeloqe| Uum alapaiul ued pnpoid siy| =

uonewdiojuj 123410

‘feme 1ybu 193ua) j013u0)
uosiog e 1Ieju0d Jo djay [edipatu 136 '3s0pIand
UE JO 8583 L] "UuaIp{iyd Jo Yaeal Jo no daay

35N 0

Joud papuawiwioda) si pawyuod st Hueubiai
J1 [euoissajord yijeay e yim tofje)nsuod
pue1say foueubafd Y adh biojaq [euoissejoid
yyeay e yse ‘bt 1q 40 Jueubaid )

URINARY PAIN RELIEF

phenazopyridine hydrochloride tablet

Product Information

Item Code (Source) NDC:73581-909

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Strength

Basis of Strength

PHENAZ OPYRIDINE
HYDROCHLORIDE

Ingredient Name

PHENAZOPYRIDINE HYDROCHLORIDE (UNIl: OEWG668W17)

(PHENAZ OPYRIDINE - UNII:K2JO9EM]52)

99.5 mg

Inactive Ingredients

Strength

Ingredient Name

MAGNESIUM STEARATE (UNII: 70097M6130)

HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)

STARCH, CORN (UNIIl: 08232NY3S))

POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)

CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

POVIDONE K30 (UNIl: U725QWY32X)

CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)

Product Characteristics

no score

Score

brown

Color

7mm

Size

ROUND

Shape

Imprint Code

Flavor

Contains

Packaging



# Item Code Package Description Marketing Start Marketing End

Date Date
1 NDC:73581-909- 72 in 1 BOTTLE; Type 0: Not a Combination 09/10/2020
72 Product
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CUSTOMER: Welmate

PART #: 3-73581-90972-8

e DIE SIZE: 1.75" X 5"

DATE: 8/11/20 PROOF BY: NM

COLORS:

‘ Cyan \‘quﬂ\ Yellow ‘ Black \
@

This proof is for approval of positioning and all copy provided to us for production. It is not representative of the
Sur Ji Prrerme color, paper stock finish or print quality, unless specified. WE STRIVE TO PRODUCE AN ERROR FREE JOB, BUT WE
gi ‘égf:gpﬁl f;‘;gﬁ CANNOT ASSUME RESPONSIBILITY FOR ERRORS NOT CLEARLY MARKED ON THE PROOF. THEREFORE, IT IS YOUR

RESPONSIBILITY TO READ AND THOROUGHLY CHECK THIS PROOF. Please mark changes or corrections clearly, sign
PHONE: 201-842-9500 your name, date and return the proof to us.
FAX: 201-842-9502 ==

INFO@SJPRINTING.COM
WWW.SJPRINTING.COM
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Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 09/10/2020

Labeler - yyBa CORP (006339772)

Revised: 1/2024 YYBA CORP
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