PACKAGING INSERT PRINTED
ON THE INSIDE PANEL OF THE BOX
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AMOXICILLIN

WINAMOX

100 mg/mL
Powder for Suspension (Oral Drops)

ANTIBACTERIAL
(PENICILLINS)

WINAMOX

100 mg/ mL Powder for Suspension
(Oral Drops)
ANTIBACTERIAL
(PENICILLINS)

| AMOXICILLIN

FORMULATION
EachmL contains:
to11

USP. 100mg

DESCRIPTION
White to off- llowish powder, g

PHARMACODYNAMICS
Amoxicillin is similar to penicillin t bl the stage of active
thatleads to the death of the bacteria.

PHARMACOKINETICS

dis rapidly fer oral admir The effect of illin from the tablets
p -mg the startof a light meal.

on: Amocilin dissuses readly info most bady tissuee and fids, with te excoption of brain and spinal uid, except when meningss are inflamed. In blood serur,
amosxicillin is approximately 20% protein-bound. Following a 1-gram dose and utilizing a special skin window technique to determine levels of the antibiotic, it was noted that

s ion: The h 3minute of ly in he
[ levels 8 hours after an orally unchanged in the urine, its excretion

INDICATIONS
For

l p and h tory, tract, skin and
softtissue nfections.

CON
Amoxicillin is contraindicated in patients who have experienced a serious hypersensitivity reaction (e., anaphylaxis or Stevens-Johnson syndrome) to Amoxicillin or to other -
9., penicill

DRUG INTERACTION

tubular may resultin increased blood levels of amoxicillin
. c
. c rash
PREGNANCY AND LACTATION
Pregnancy
Teratogenic Effects: Pregnancy Category B, in mice and rat 2000 mglkg (3and 6 times . based on

llin. There are, however, no adequate and well-controlled studies in pregnant women. Because

body surface area). There was no evidence of harm to the fetus due to amoxi
dict

Nursing Mothers
Penicillins have been shown to be excreted in human milk. Amoxicllin lead infants. amoxicillnis
‘administered to a nursing woman.

DOSAGE AND MODE OF ADMINISTRATION
\NFANTS

13ye:

T moneold 0 75 mL

1-6monthsold :0.50mL

<tmonthold  :0.25mL

Al doses to be taken every eight (8) hours.
Oras prescribed by a physician

OVERDOSE AND TREATMENT

In case of overdosage, discontinue medication, treat symptomatically, and institute supportive measures as required. A prospective study of 51 pediatric patients at a poison-
less th

Interstitial f e

Ci torenal failure, has also been reported after d Incase of a

Renal impairment appears to be reversible with cessation of drug administration. ngh blood levels may occur more readily in patients with impaired renal function because of

DIRECTIONS FOR RECONSTITUTION
Shake the bottle to loosen the powder. To make 10 mL reconstituted suspension, mix thoroughly the contents with 7.0 mL water and shake well until the powder is evenly
suspended

7da and 14 days when refrigerated
(2°C-8°C).
PRECAUTIONS
9.

SHAKE WELL BEFORE USE
ADVERSE EFFECT

infants.
OVERDOSE AND TREATMENT
In cas2 ofoveniosage: dscanilnue medication, Ires symplomtical, and instule suppartive meases as reqled. A prospective sty of 51 pediarc paien at 2 poson
control center suggested that overdosages of less than 250mg/k Intersiitial

9
failure has been reported in a small number of patients ater overdosage wih amoriclin, Crys«auuna in some cases leading o renal failure, has also been reported after
be maintained to reduce the risk of amoxicillin crystalluria.
Ranal mpairment appears o be reversibio wih cossation o Grug adminataton. Figh bood lovels may Goour more readil in patients with mpaired renal fncion because of

ADRREPORTING STATEMENT:

For reportto the FDA:
Seek medical attention immediately at thefirst sign of any adverse drug reaction

CAUTION
Foods, Drugs, Devices and C:

AVAILABILITY
Amber Glass Bottle with Dropper x 10mL (Box of 1's).

STORAGE CONDITION
Store at temperatures not exceeding 30°C

REGISTRATION NUMBER Manufacmrea by:
-1217-

DATE OF FIRST AUTHORIZATION/ RENEWAL LABORATORIES, INC.
January 20, 2022 »95 North Zuzuarregui St., Diliman, Q. C.

DATE OF REVISION
March 202:
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