ANTIDIARRHEAL LOPERAMIDE - loperamide hydrochloride solution
Holliday-Scott S.A.

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.

Antidiarrheal LOPERAMIDE Solution

Antidiarrheal LOPERAMIDE Solution

Oral Way For dogs and cats Loperamide is meperidine derivative. The antidiarrheic actionis achieved
by its modulating effect on intestinal motility, which, in turn is achieved through the stimulation of the
rhythmic segmentation (acting on circular smooth muscle) and by decreasing the peristalsis (with either
no effect on the longitudinal smooth muscle, or relaxing it), as well as due to the antisecretory effect,
increasing the absorption of nutrients, water and electrolytes, achieved by blocking the channel of
calcium or by inhibiting the calcium binding protein, calmodulin

Formula:

Each ml of oral solution contains:
Loperamide hydrochloride........... 2 mg Vehicle g.s.

Indications:

Symptomatic treatment of acute and chronic diarrhea.

KEEP OUT OF REACH OF CHILDREN.

National poison centre: 1-800-222-1222 (Puerto Rico and USA)
National poison centre: 0-800-333-0160 /(54 11) 4654-6648 (Argentina)

Side effects:
Constipation, after prolonged treatment.

Contraindications:

Toxigenic Infections with e. Coli, Salmonella, Shigella and Pseudomembranous Colitis caused by
antibiotics. In these cases, diarrhea plays a protective role, since it accelerates the elimination of micro-
organisms, thus avoiding the proliferation of the same, the invasion of mucosa and the absorption of
toxic products (enterotoxemia).

Dose:
Dogs and cats: 0.1 mg/2.204 Lb. equivalent to 1 drop per 2.204 Lb. every 8 hours.

During the administration of the product, you will observe:
(1) Lower frequency in bowel movements.

(2) Lower volume of stool.

(3) Changes in consistency: from fluid to solid.

(4) Control of diarrhea.



Presentation:
10 ml dropper

Keep between 40 degree and 95 degree F

Elaborado por:/Elaborated by:

HOLLIDAY-SCOTT S.A.

Int. Neyer 924 - (B1643GAT) Beccar

Buenos Aires - Argentina

Tel./Fax: (54-11) 4732-0222

E-mail: info@holliday.com.ar
Distributed in Puerto Rico by
International Med Distributors

PO BOX 627 Dorado PR 00646 - E-mail:
info@internationalmeddistributors.com

7798042 365296

Antidiarrheal LOPERAMIDE Solution 10ml (58670-000-10)

Formula: Cada ml de la solucion

oral contiene:
Loperamida Clorhidrato ...........
Vehiculo ¢ s.

Indicaciones, Efectos colaterales,
Contraindicaciones y Dosis: Ver

o prospecto adjunto.

*o MANTENER FUERA DEL ALCANCE DE LOS NINOS.

-"‘\J = = %
~1 Centro Nacional de Intoxicaciones:
2 1-800-222-1222 (Puerto Rico y USA)

Centro Nacional de Intoxicaciones:
0-800-333-0160 / (54 11) 4654-6648

(Argentina)
Conservar entre 5°y 35° C

Al SENASA Cert. N°: 97.171
I [stab Elab. N°: 979

Director Técnico: Juan Herrou
Veterinario - M.N. N® 8215

RECOMENDADO POR VETERINARIOS @
Remedio para mascotas

No aprobado por FDA

RECOMMENDED BY VETERINARIANS

Animal Remedies
No FDA approved

Antidiarreico / Antidiarrheal

Solucion
Via oral

Para Perros y Gatos

Solution

Oral way

For dogs and cats
Industria Argentina

LOPERAMIDA

[}

Cont. Neto:
Net Cont.: 10 ml
Argentine Industry

Formula; Each ml of oral solution
contains: Loperamide
hydrochloride 2 mg; Vehicle g.s.
Indications, side effects,
contraindications and dosage:
See package insert

KEEP OUT OF REACH OF CHILDREN.

National poison centre: 1-800-222-1222
(Puerto Rico & USA)

National poison centre: 0-800-333-0160
(54 11) 4654-6648 (Argentina)

Keep between 41° and 95°F
Elaborado por: / Elaborated by:
HOLLIDAY-SCOTT S.A. - Int. Neyer 924
(B1643GAT) Beccar - Buenos Aires
Argentina - Tel./Fax; (54-11) 4732-0222
Distributed in Puerto Rico by
International Med Distributors

PO BOX 627 Dorado PR 00646 - E-mail:
info@internationalmeddistributors.com

Serie /Lote N Serial/ batch number:

Fecha de Elab.: Date of Elab.:

ttir de la fecha de elaboracion.

Expires: 2 (two) years after the date of elaboration,

anios a pa

Vence: 2 (dos)
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Soltion

Oral way

For dogs and cats

Loperamide iz 2 meperidine derivative. The antidiarrheic action is achieved by its
modulating effect on intestinal motility, which, in turn is achieved through the stimulation of
the rhythmic segmentation (acting on circular smeoth muscle) and by decreasing the
peristalsis (with either no effect on the longitudinal smaocth muscle, or relaxing i), as well as
due to the antisecretory effect. increasing the absorption of nutrients, water and electrolytes,
achieved by blocking the channel of calcium or by inhibiting the calciumbinding protein:
calmodulin.

Formula:

Each mi of orai solution containg:

Loperamide hydrochlonde _..............2 mg
Vehicle g.s.

Indications:
Symptomatic treatment of zcute and chronic diarrhea.

KEEP OUT OF REACH DF CHILDREN.
Mational poison centre: 1-800-222-1222 {Puerto Rico & USA}
Mational poison centre: 0-300-333-0460 / {54 11) 4654-6648 (Argentina)

Side effects:
Gonstipation, after prolonged treatment.

Contraindications:

Taxigenic Infections with e. Coli, Salmonella, Shigella and Pseudomembranous Colitis
caused by antibiotics.

In these cases, diarthea plays a protective rode, since it accelerates the elimination of
micro-organisms, thus avoiding the proliferation of the same, the invasion of mucosa and
the absorption of toxic products {enterotoxemia).

Diose:
Dogs and cats: 0.1 mg/2.204 Lb. equivalent to 1 drop per 2.204 Lb. every B hours.

During the adminiztration of the product, you will observe:
{1) Lower irequency in bowel movements.

{2) Lower volume of stool.

{3) Changes in consistency: from fluid to solid.

(4) Control of diarrhea.

Presentafion: 10 ml dropper

Keep between 41 © and 95 °F

Elaberado por: | Elaborated by:
HOLLIDAY -SCOTT S A.
Int. Weyer 924 - (B1643GAT) Bescar - Buenos Aires - Axgenting
Tel/Fan: [54-11] 4732-0222 - E-mail: infoi@notday. com.ar
Distributed in Puerto Rico by International Med Distribulors
PO BOX 627 Dorade PR 00645 - E-mail: infofilinternationaimeddisiriputons com
F0-1057-4



Formula: ® Formula: _ _ ®
Cada ml de la solucion oral Each ml of oral solution contains:

contiene Loperamide hydrochloride 2 mg

Loperamida Clorhidrato .......... 2mg Ver!mle_q_s_ :

Vehiculo c.s. Indications, side effects,

contra-indications, and dosage:
See package insert

KEEP QUT OF REACH OF CHILDREN.
National poison centre: 1-800-222-1222
(Puerto Rico & USA)

National poison centre: 0-800-333-0160
(54 11) 4654-6648 (Argentina)

Keep between 41° and 95°F

Serial / batch number - date of elaboration:
See base of the case
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Contraindicaciones y Dosis:
Ver prospecto adjunto.

MANTENER FUERA DEL ALCANCE
DE LOS NINOS.

Centro Nacional de Intoxicaciones:
1-800-222-1222 (Puerto Rico y USA)
Centro Nacional de Intoxicaciones:
0-800-333-0160 / (54 11) 4654-6648
{Argentina)

Elaborado por: / Elaborated by
HOLLIDAY-SCOTT S.A.

Int. Neyer 924 - (B1643GAT) Beccar
Buenos Aires - Argentina

TelJFax: (04-11) 4732-0222

E-mail: info@holliday.com ar

Distributed in Puerto Rico by
International Med Distributors

PO BOX 627 Dorado PR 00646 - E-mail:
info@internationalmeddistributors.com

717980421365296

A SENASA Cert. N°: 97 171
W [stab. Elab. N°: 979
Director Técnico: Juan Herrou
Veterinario - M.N. N° 8215

Serie [ Lote N° - Fecha de Elaboracion:
Ver base del estuche

RECOMENDADO POR VETERINARIOS
Remedio para mascotas

RECOMMENDED BY VETERINARIANS
Animal Remedies
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Solution |
Oral way A 4
For dogs and cats

Net Gont - 10 ml
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Vence: 2 (dos) afios a partir de la
fecha de elaboracion.

Solucién q
Via oral |
Para Perros y Gatos

Cont. Neto: 10 ml
Industria Argentina

ANTIDIARRHEAL LOPERAMIDE

loperamide hydrochloride solution

Product Information
Product Type OTC ANIMAL DRUG Item Code (Source) NDC:58670-000

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LOPERAMIDE HYDRO CHL ORIDE (UNIL: 77TI35393C) (LOPERAMIDE - LOPERAMIDE 2 mg
UNIL:6 X9 O C3H41I) HYDROCHLORIDE in 1 mL
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58670-000-10 1in 1 CARTON
1 10 mL in 1 BOTTLE, DROPPER

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 07/31/2013



Holliday-Scott S.A. 970253217 manufacture

Vasudha Pharma Chem Limited 725431626 api manufacture

Revised: 7/2013 Holliday-Scott S.A.



	Antidiarrheal LOPERAMIDE Solution
	Antidiarrheal LOPERAMIDE Solution
	Formula:
	Indications:
	KEEP OUT OF REACH OF CHILDREN.
	Side effects:
	Contraindications:
	Dose:
	Presentation:
	Elaborado por: / Elaborated by:
	Antidiarrheal LOPERAMIDE Solution 10ml (58670-000-10)

