ATTACHMENT 1

AMOKIN-5 500mg/g POWDER

Ingredient(s)
Each gram contains:
Amoxicillin Trihydrate
Sodium Benzoate

500mg (potency)
...1mg (preservative)

Pharmacodynamics:

Amoxicillin is an aminopenicillin. It is bactericidal against susceptible bacteria and act by
inhibiting mucopeptide synthesis in the cell wall resulting in a defective barrier and an
osmotically unstable spheroplast. Beta-lactam antibiotics have been shown to bind to several
enzymes (carboxyopeptidases, transpeptidases, endopeptidases) within the bacterial
cytoplasmic membrane that are involved with cell wall synthesis. The different affinities that
various beta-lactam antibiotics have for these enzymes (also known as penicillin-binding
proteins; PBPs) help explain the differences in spectrums of activity the drugs have that are not
explained by the influence of beta-lactamases. Like other beta-lactam antibiotics, penicillins are
generally considered to be more effective against actively growing bacteria. The
aminopenicillins, have increased activity against many strains of G(-) aerobes not covered by
either the natural penicillins or penicillinase-resistant penicillins.

Pharmacokinetics:

Amoxicillin trihydrate is relatively stable in the presence of gastric acid. After oral administration,
it is about 74~92% absorbed in humans and animals (monogastruc). Food will decrease the
rate, but not the extent of oral absorption. Amoxicillin serum levels will generally be 1.5~3 times
greater than those of ampicillin after equivalent oral doses.

After absorption the volume of distribution for amoxicillin is approximately 0.3L/kg in humans
and 0.2L/kg in dogs. The drug is widely distributed to many tissues, including liver, lungs,
prostate (human), muscle, bile, and ascitic, pleural and synovial fluids. Amoxicillin will cross into
the CSF when meninges are inflamed in concentrations that may range from 10~60% of those
found in serum. Very low levels of the drug are found in the aqueous humor, and low levels
found in tears, sweat and saliva. Amoxicillin crosses the placenta, but it is thought to be
relatively safe to use during pregnancy. It is approximately 17~20% bound to human plasma
proteins, primarily albumin. Protein binding in dogs is approximately 13%. Milk levels of
amoxicillin are considered to be low.

Amoxicillin is eliminated primarily through renal mechanisms, principally by tubular secretion,
but some of the drug is metabolized by hydrolysis to penicilloic acids (inactive) and then
excreted in the urine. Elimination half-lives of amoxicillin have been reported as 45~90 minutes
in dogs and cats, and 90 minutes in cattle. Clearance is reportedly 1.9ml/kg/min in dogs.
Hepatic inactivation and biliary secretion is a minor route of excretion.

Indication:
Reduce mortality in fish disease caused by amoxicillin sensitive bacteria.
For the treatment of Pseudo-tuberculosis in fish.

Target Species:
Fish.

Recommended Dose:

For the treatment of Pseudo-tuberculosis in fish:

5 - 8g Amoxin-5 500mg/g Powder for 100kg bodyweight of fish per day.
25-40mg (potency)/kg BW /day. [as Amoxicillin potency].

Mix uniformly the drug in feed. Given orally for 4 -7 consecutive days.

Mode of Administration:

Administration orally through feed by mixing with manufactured feed prior to feeding.

As an aid to the adhesion of the product, edible oil or tepid gelatin solution is added to the
feed while mixing until the feeds slightly dampened. The medicated feed should then be
allowed to dry before feeding to the fish.

Contraindication
None known

Warning and Precautions:

Special precautions for the person administering the veterinary medicinal product to animals.
Avoid skin contact. Whilst handling the product wear coveralls, protective goggles and
chemically resistant impermeable gloves at all times.

Avoid inhalation of dust. Wear either a disposable half-mask respirator or a non-disposable
respirator with a filter.

Penicillins and cephalosporins may cause hypersensitivity (allergy) following injection,

inhalation, ingestion or skin contact. Hypersensitivity to penicillins may lead to cross reactions

to cephalosporins and vice versa. Allergic reaction to these substances may occasionally be
serious.

1. Do not handle this product if you know you are sensitised, or if you have been advised not
to work with such preparations.

2. Handle this product with great care to avoid exposure taking all recommended
precautions.

3. If you develop symptoms following exposure, such as a skin rash, you should seek
medical advice and show the doctor this warning. Swelling of the face, lips or eyes or
difficulty in breathing are more serious symptoms and require urgent medical attention.

Wash hands after use
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ATTACHMENT 2

Interaction with Other Medicaments:
Not to be administered with other antibacterial.

Pregnancy and Lactation:
Not applicable.

Side Effects:
None known.

Environmental Property:
None has been mentioned in animal.

Symptoms and Treatment of Overdose:
None known.

Storage Condition:
Store at temperature below 30°C. Protect from direct sunlight and water.

Shelf Life:
3 years.

Withdrawal Periods:
Minimum 30 days (500 degree days) from the last treatment.

Maximum Residual Limit (MRL):
50ppb

Product Description and Packing(s):
A white to pale yellow color powder, and without other foreign matter.
Aluminum Pouch of 100g & 1kg.

Made by YSP
® Manufacturer:
‘ Y.S.P INDUSTRIES VIETNAM CO., LTD.

Road No.6, Nhon Trach Industrial Zone 3, Nhon Trach District,
Dong Nai Province, Vietnam Tel: +84251 3569 993

Product Registration Holder :

Y. s. P. Y.S.P. INDUSTRIES (M) SDN. BHD.
Lot 3, 5 & 7, Jalan P/7, Section 13,
Kawasan Perindustrian Bandar Baru Bangi,

43000 Kajang, Selangor Darul Ehsan Malaysia.
Ordering Line: 1 800 88 3027  Product Info: 1 800 88 3679

Date of revision: 17 January 2020
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Size : 260mm x 110mm
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