NATUREPLEX HEMORRHOIDAL- glycerin, phenylephrine hydrochloride, pramoxine
hydrochloride, and petrolatum cream
Natureplex LL.C

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.

Natureplex™
Hemorrhoidal
Drug Facts
Active ingredients Purposes
Glycerin 14.4% Protectant
Petrolatum 15% Protectant
Phenylephrine hydrochloride 0.25% Vasoconstrictor
. . Local
[0)

Pramoxine hydrochloride 1% Anesthetic
Uses

® temporarily relieves pain, soreness, and burning

® helps relieve local itching and discomfort associated with hemorrhoids

® temporarily shrinks hemorrhoidal tissue

® temporarily provides a coating for relief of anorectal discomforts

[ ]

temporarily protects the inflamed, irritated anorectal surface to help make bowel movements less
painful

Warnings

For external use only.

Ask a doctor before use if you have

heart disease

high blood pressure

thyroid disease

diabetes

difficulty urinating due to enlargement of the prostate gland

Ask a doctor or pharmacist before use if you are taking a prescription drug for high blood pressure
or depression

When using this product
® do not exceed the recommended daily dosage unless directed by a doctor
® do not put into the rectum by using fingers or any mechanical device or applicator

Stop use and ask a doctor if

® bleeding occurs

s the condition worsens or does not improve within 7 days
® anallergic reaction develops
[ ]

the symptom being treated does not subside or if redness, irritation, swelling, pain, or other
symptoms develop or increase



If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away: 800-222-1222.

Directions

Adults:

® when practical, cleanse affected area by patting or blotting with appropriate cleansing wipe. Gently
dry by patting or blotting with tissue or soft cloth before applying cream.

® when first opening tube, remove foil seal

= apply externally or in lower portion of anal canal only

® apply externally to affected area up to 4 times daily, especially at night, in the morning, or after each
bowel movement

s for applicationinlower anal canal; remove cover from dispensing cap. Attach dispensing cap to
tube. Lubricate dispensing cap well, then gently insert dispensing cap partway into anus

s thoroughly cleanse dispensing cap after each use, and replace cover

® Children under 12 years: ask a doctor

Other information
® store at 15 to 30°C (59 to 86°F)
® close cap tightly after use
= Tamper Evident: DO NOT USE IF SEAL ON TUBE IS PUNCTURED OR MISSING.

Inactive ingredients

aloe barbadensis leaf juice, BHA, cetyl alcohol, citric acid, disodium EDTA, glyceryl stearate, laureth-
23, methylparaben, mineral oil, panthenol, propyl gallate, propylene glycol, propylparaben, purified
water, sodium benzoate, sodium carboxymethyl cellulose, steareth-2, steareth-20, stearyl alcohol,
tocopheryl (vitamin E) acetate, xanthan gum

Questions or comments?

866-323-0107 or www.natureplex.com

PRINCIPAL DISPLAY PANEL - 26 g Tube Box
NDC 67234-025-01
Includes

Dispensing

Cap

Natureplex™

Anes thetic
HEMORRHOIDAL

Cream
With Soothing Aloe

NET WT. 0.9 Oz.(26g)
Maximum Strength Pain Relief



; *Compare active ingredients
R R to Preparation H® Cream
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Helps Heal
Irritated Tlssue Maximum Strength Paln Rellef

 Rapid, Soothing Pain Relief From Painfu
FES_t Buming, kching and Discomfort
Relief! - shrinks Swollen Hemorholdal Tissue

* Protects Iritated Tissue

* Relieves External Discomfort

NDC 67234-025-01

Anesthetic

NETWT. 0.9 0z.(26g)

Anesthstlic
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*This product is not manufadur}_e]g by ordistributed by Pfizer, Inc.,

the distributor of P reparation 8891703065

4 BE1 8J0y8q [PUCiFe joud ywey B yee ‘Bupesjiseeq Jo jusubie.d §

W e SanjE A 30 L0 ETE-08R . . . . aseanu| o dopasp swopuls
¢ Sjuawwed Jo suoyseny | eyioso 'ured ‘Buyjsms 'uoymuuy 'sssupe f 1o spysans jou ssop pejesy Buisq

g wejd ks sy m sdojeaspuogoes) ybie)E e e U8R ¢ UM sacdw) jou seop

e NG e 'Wl‘l"‘fa:lmh\l Weydoog o FUSEIOM UDpUo Y} = Sinoco Gupes)q = Jj Jojo0p B ¥SE pue esn doig

'|URO® |AIER IS ')Z-UIRIE LS 'Z-1BIe s '8 0iN||80 [ALje uogIes WN|ps Joyeadde 10 SoRep [EoNEOHY
'9J80ZU18q Lun|pos sy peyiind ‘ueqered)fidoid ‘oo eusiiduud ‘ereiel | g 1o s Buy Buen g wnier sy o indjou cpm 0D B g PROSIP SSHLN

&mﬂ fousijLIEd o [EIBUIL VeqriEd e Tz e ‘opemms KadB | g esop Aep pOpUBLILIGII Bl peB oS SN UsL
/1,03 Wnposip 'ploe oo | |mmrmw%m o] jee| sisuspeqieg sofe Ao B0 EORON B 0 RO W10 R

¥S98€ SIN ‘Yaueid 9AIO X3 1dIHNLYN

Ul 8Aloe ualsseudap Jo srssedd poojq ybiy oy
i sAPdEY Birup ad e Bupyey sde nod Jj esn suopeg | s): ud 10 Jojoop B N5y
DNISSIN HO puEbey

@34NLONN §1 38NLNO T3S 3 5N LON 0Q HUBpIAS Jeduie] u i i
esn ey Abiadeo seojo m (3, 950165 0.0 avgh memg w | SRR EEE H;}:‘l‘t;ﬁ’mmﬂ"ﬁ"ﬁﬁ;"ﬁ“m“' u&mﬂ;
uoggurIojul J9yi0 | e =

JEoop B YFE 1sEel 2] JSpUn UsIp||y) e Jenco umdlu sﬁ}_ﬂus‘,ﬂ

pue 'ssn yoeedeye des Bugsus dsip amqn AUBncIowy m SnUE o
ﬁlﬂm‘dﬂﬂ BUFUﬁIP syl Apus b usy) ' |Im de EUIH-HHPOI'MM , I 58] SJUBILIAAOUI | BMoT
‘eqnyo) deo fuy 1P yoegy “deo Buy P LI} ISMO0 SAOLLG | [EUED eHfELL djoy o} EoRpNS [RiDaloUE payELL ‘el By} soajoid Aueiodwe)
Jeue Jeme U uoieade Jof m JUSLISAOLW [S 0 L 0BS Jaye Jo Buluow SUOJLKDS|P [HOOUR K sl K} Bueos e sepnosd Auesduws) s enssg

sl i pe Apeoedes Sep sewg ¢ o) dnesie peloaye of fewepe | [EoyLowsy Sjuuys SUeioduis e SpIoYLoWSY LM DS BOOSSE LCJLICDE| P U
fydde w fuo e [eue jo uopuod Jemopu) Jo fewepe fdde e [ees By ooy aneye sdey m Bujuing pue 'sssusios ‘ujed sase fueodws) e

ey ancisl ‘eqry Buuedo g usyme Liean Bulfdde aiojeq Uil yos Hﬂ]
10 enss) ym Bupog o buged Ag Ap Apuss sdm bugueso e

L Buniole Jo Bunyed Ag esre pejos) e ssUes o |eogorid Usym e Enpy | M8YIEEUY (B0 | Bpuofyoupdly eupoi
suojjoaug | {owumsuocosey " %HEE 0 'PIJ°I Lpoiphy Wﬂl-ldﬂlﬂ-lﬂ-ld
epsld W

ZEEL-EEE008 Jewe Wby JeeD) juog ucsad B :urfaz‘wjd"-
WWJOdFUFm”WHE 'DEME{IEME )| "USIR|IY2 Jo yaee. Jo jno deay | SESO0ANL

Voo syowy Bug




NATUREPLEX HEMORRHOIDAL

glycerin, phenylephrine hydrochloride, pramoxine hydrochloride, and petrolatum cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
GLYCERIN (UNI: PDC6A3C00X) (GLYCERIN - UNI:PDC6 A3C00X)
PHENYLEPHRINE HYDRO CHL O RIDE (UNIE: 04JA59 TNSJ) (PHENYLEPHRINE -

UNILE1IWS297W6MV)

PRAMO XINE HYDRO CHLORIDE (UNII: 88 AYB867L5) (PRAMO XINE -
UNIL:068X84E056)

PETROLATUM (UNI: 4T6 HI2ZBN9 U) (PETROLATUM - UNIL4T6 HI2BN9 U)

Inactive Ingredients

Ingredient Name
ALOE VERA LEAF (UNIL: ZY81Z83H0 X)
BUTYLATED HYDRO XYANISOLE (UNI: REK4960K2U)

Basis of Strength
GLYCERIN
PHENYLEPHRINE

HYDROCHLORIDE

PRAMO XINE
HYDROCHLORIDE

PETROLATUM

CARBOXYMETHYLCELLULO SE SODIUM, UNSPECIFIED FORM (UNII: K6 790BS311)

CETOSTEARYL ALCOHOL (UNII: 2DMT128 M1S)
CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8 QP)
EDETATE DISODIUM (UNII: 7FLD9 1C86K)
GLYCERYL MONOSTEARATE (UNII: 2300U9 XXE4)
LAURETH-23 (UNI: N72LMW56 6 G)
METHYLPARABEN (UNII: A2I8 C7HI9T)

MINERAL OIL (UNI: TSL8T28 FGP)

PANTHENOL (UNI: WW9CMO0O67Z)

PROPYL GALLATE (UNI: 8D4SNN7V92)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
PROPYLPARABEN (UNII: Z81X2SC10H)

SODIUM BENZOATE (UNII: OJ245FE5EU)
STEARETH-2 (UNII: V56 DFE46J5)

STEARETH-20 (UNI: LOQ8IK9E08)

STEARYL ALCOHOL (UNI: 2KR8914H1Y)
TOCOPHEROL (UNI: ROZB2556P8)
.ALPHA.-TOCOPHEROL (UNII: H4N855PNZ1)
WATER (UNIL: 059QF0KOOR)

XANTHAN GUM (UNI: TTV12P4NEE)

Packaging
# Item Code Package Description Marketing Start Date
1 NDC:67234-025-01 1in 1BOX 03/01/2014

1 25 g in 1 TUBE; Type 0: Not a Combination Product

NDC:67234-025

Strength

0.144 mg
inlg

0.0025 mg
inlg
0.lmg inlg

0.15mg inlg

Strength

Marketing End Date



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part346 03/01/2014

Labeler - Natureplex LLC (062808196)

Establishment
Name Address ID/FEI Business Operations
Natureplex LLC 062808196 MANUFACTURE(67234-025)

Revised: 12/2017 Natureplex LLC
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