HEMORRODIL UNGUENTO- zinc oxide ointment
ZURICH MEDICAL LABS, LLC

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.

Hemorrodil Unguento

Drug Facts

Active Ingredients
Zinc Oxide 5%

Categoria

Astringent

Use

For temporary relief of pain, soreness and burning. Helps relieve the local itching and discomfort.
Temporarily shrinks hemorrhoidal tissue & provides a coating for relief of anorectal discomforts.
Temporarily protects the inflamed, irritated anorectal surface to help make bowel movements less
painful

Warning
For external use only.

Do Not Use if: you are allergic to any ingredient in this formula. 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; condition worsens or does not improve within 7 days;
an allergic reaction develops; the symptom being treated does not subside or if redness, irritation,
swelling, pain or other symptoms develop or increase

® [f 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.

Directions

Adults

When practical, cleanse the affected area by patting or blotting with an appropriate cleansing wipe.
Gently dry by patting or blotting with tissue or a soft cloth before applying ointment. Apply to the
affected area up to 4 times daily, especially at night, in the morning or after each bowel movement.

For Intrarectal use: attach applicator to tube, lubricate applicator well, then gently insert applicator
into the rectum; thoroughly cleanse applicator after each use and replace cover. Also apply ointment to
external area.

Children under 12 years of age: ask a doctor.



Store at 20-25°C (68°-77°F)

Other Ingredients

Lanolin, petrolatum, purified H20, peanut oil, witch hazel, cod liver oil, polysorbate 80, cethyl
alcohol, bees wax, glycerin, stearate, menthol, methyl & propyl paraben, balsamo de Peru

PRINCIPAL DISPLAY PANEL - 28.35 g Tube Carton

Refreshing & soothes the pain of hemorrhoids
Net weight: 10z (28.35g)
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502 NE 190th St. « Miami, FL. 33179

Made in U.S.A.
HEMORRODIL
Hemorrhoidal Ointment



Datos del Medicamento

Ingrediants Active Categoria
Cxidode Zinc 5% ... Astingenta

Usos: Ayuda lempordments a
coniraer tejidos homorroid des
infamadas Alvio lemporal del
diokor, picazon, sensacion de
guemazdn y malesiar producido
por los kejidos hamaomoidales
imfamados.

Precaucion: Parauso edamaoylo
infrarecial solamente.

Mo usarsi &3 akéngico a douno
de loz ingredientes

Cuando use este producto no
enada la dosiz racomendada a
manos que 383 indicada por un
docior

Descontinie su uso y consulte
asudoctorsl; Laintroduccion
del aplicador denfro del reclo le
produce daor Ocue
sangramiento o Su condcion no
mejora daspuds de 7 dias

Consulte a sumédico antas de
usar el producta si: Esla
embarazada o ez madre laciante
= 5i liens hamomoldes sangranias
= B2 menor de 12 afos = En caso
de ingestitn accidental, busque
agdencia médica o phngass en
contacto con un Centro de
Tewicologia de inmedaln

Manténgalo fuera del alcance
de los nifios

Instrucciones: Limpie el araa
afedada con agua y jabdn v
saquea con un maleral swave
Apliquesa ibremante an & draa
aledada hasta 5 vaces al dia,
prefenblamenta al acostarss, en
la mafanas y despuds de cada
evacuacion PARA USO
INTRARECTAL: Enrosque el
aplicador al fubo, ubrigus &
aplicador bisn y suavaments
infrodizcalo en e recto

Otra Informacion ~ Almacénece
a temparaturas entra 15 - 30°C
(59 -86°F)

Otros Ingredientes: Lanoling,
pelrolalo, agua D1, aceile de
mani, aguade hamamealz, aceite
da higado da bacaao, paisorbalo
twiean 80, sicohol calilico, cera de
abeja, geeril monoesiearato, pag
& adesr slo, menlol, propil y mell
pargben, balsamo de Peri
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HEMORRODIL

UNGUENTO HEMORROIDAL

Peso Neto: 10Z (28.359)

Drug Facts

Active Ingredients Categoria nc
Cnide 5% ... Asiringent

Use: For iemporary relisf of pain,
sorenass and buming. Helps relieve e
locdl itching and discomfort, Temporarily
shrinks hemorhoidal issue & provides
a coaling for refief of ancrectal
dizcomiorts. Temporanily profects e
inflamed, i anorecial surface lo
help make bowel movemants less
peinid

Warning: For exfernal use only.

Do Mot Use if; you ane allengic fo any
ingredient in this formula, When using
s product donol excesd the
recommended daly dosage unless
diracied by a doclor do nof putinfo hie
recium by using fingars of any
machanical devics or applicatar,

Stop use and aska doctor if:

bleading occurs; condifion worsens of
doas not improve within 7 days; an
allargic rascion develops; e sympltom
being e sled doss not subside o if
rednass, imiation, swelling, pain o
olher symploms develop of incressa = If
nmﬂma or braasteading, a a

haalh professional before use.

out of rach of children, |f
S , ot madical halp or contact
a Poison Conrol Canler right away.

Directions: Adulis: When praciical,
claanee the affected area by patting o
Jbioting with an approprste claansing
wips, Genfy dry by pating or blotling
wilh lizsue or & soft clolh before
applying ciniment, Apply o the

actod area up o 4 Imes daily,
especialy at night, in e morning or
after sach bowsl movemenl.

For Intrarectal use: attach applicator
to fube, lubricate applicator weall, than
Joently insert spplicator into the rectum;
(horoughly cleanss applicalor after
aach uss and replace cover, Also
ppty cnfment o exfemnal area,

Childran under 12 years of age: aska
doclor,

Store at 20-25°C (68°-T7T°F)

Other Ingredients: Landin, pelrolaium,
purified H20, peanut o, wilch hazel,
cod fiver o, polyeorbate 80, cathyl
alcohol, baes wa, gheern, slearate,
menthol, methyl & propyl paraben,
baleamo de Pend

Refrnestsing & soothes the pain of lkemortoids

Net weight: 10z (28.359)

Hemorrhoidal Ointment

HEMORRODIL

Made in USA
HechoenUSA.
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502 NE 190th St. « Miami, FL 33179
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HEMORRODIL UNGUENTO
zinc oxide ointment
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:61357-130
Route of Administration RECTAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
Zinc Oxide (UNI: SORRLOH54Z) (Zinc Oxide - UNI:SORLOH547) Zinc Oxide 50 mg inlg
Inactive Ingredients
Ingredient Name Strength

WITCHHAZEL (UNIIL 10 114J0U34)

PEANUT OIL (UNIL: 5TL50QUO0W4)

COD LIVER OIL (UNII: BBL28 INWFG)

MENTHOL (UNIL: L7T10EIP3A)

BALSAM PERU (UNIL: 8P5F8810CY)

LANOLIN (UNII: 7EV6 5EAW6 H)

PETROLATUM (UNIL: 4T6 HI2BN9 U)

GLYCERYL MONOSTEARATE (UNIL: 2300U9 XXE4)



PEG-6 STEARATE (UNIL: 8LQC57C6B0)
YELLOW WAX (UNIL: 2ZA36H0S2V)
CETYL ALCOHOL (UNIL: 936JST6JCN)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
METHYLPARABEN (UNII: A2I8 C7HIST)
PROPYLPARABEN (UNIL: Z81X2SC10H)
WATER (UNII: 059QF0KOOR)

Packaging

# Item Code Package Description
1 NDC:61357-130-01 1lin 1 CARTON

1 28.35 g in 1 TUBE

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC MONOGRAPHFINAL part346

Labeler - zURICH MEDICAL LABS, LLC (071904097)

Establishment

Name Address

ZURICH MEDICAL LABS, LLC

Revised: 3/2014

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date
03/01/1964

Business Operations
MANUFACTURE(6 1357-130)

ZURICHMEDICALLABS, LLC
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