ATTACHMENT D3

PELANGI YET PHARMA SDN.BHD
Lot 8, PERDA Industrial Park, Lorong IKS, Simpang Ampat B,
14100 Simpang Ampat, S.P.S, Pulau Pinang, Malaysia

PRODUCT LITERATURE
1. Product Name:
PVP- CEFADROXIL 15% W/W SOLUBLE POWDER

2. Each 1 g powder contains:

Active Ingredient:
Cefadroxil Monohydrate BP 165.7 mg
(Equivalent to Cefadroxil 150 mg)

3. Product Description:
White to off white powder
4, Target Species:

Dogs and cats

5. Pharmacodynamics:

Cefadroxil, like other beta-lactam antibiotics, is a bactericidal agent that causes death of bacterial
cells through a diversity of biological and biochemical effects on the cell wall. The spectrum of
antibacterial activity includes many gram-negative organisms since cefadroxil, like other
cephalosporins, has the ability to penetrate the outer envelope of gram-negative bacilli, thereby
gaining access to cell wall target sites. Cefadroxil is generally not broken down by penicillinases
such as those produced by penicillin-resistant staphylococci, although cephalosporinases have
been identified that can inactivate the molecule.

6. Pharmacokinetics:

Cefadroxil is stable in gastric acid and only moderately bound to serum proteins (approximately
20%). Cefadroxil is well absorbed from the gastrointestinal tract even when administered with
food. The drug is excreted largely unchanged by the kidney. The concurrent administration of
probenecid retards the elimination rate.
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In dogs, oral administration of cefadroxil at a dosage of 22 mg/kg results in mean peak serum
concentration averaging 18.6 mcg/mL within 1 to 2 hours after treatment. The serum half-life
(T'~) following oral administration is approximately 2 hours. Over 50% of an orally administered
dose is excreted unchanged in the urine of dogs within 24 hours.

In cats, oral administration of cefadroxil at a dosage of 22 mg/kg results in mean peak serum
concentrations of 17.4 meg/mL within 1 to 2 hours after treatment. The serum half-life (T)
following oral administration to cats is 2% to 3.

7. Indication:

Dogs: Genitourinary tract infections (cystitis) caused by susceptible strains of Escherichia
coli, Proteus mirabilis and Staphylococcus aureus.
Skin and soft tissue infections including cellulitis, pyoderma, dermatitis, wound infections and

abscesses caused by susceptible strains of Staphylococcus aureus.

Cats: Skin and soft tissue infections including abscesses, wound infections, cellulitis and
dermatitis caused by susceptible strains of Pasteurella  multocida, Staphylococcus
aureus, Staphylococcus epidermidis and Streptococcus spp.

8. Recommended Dose:

Dogs: PVP-CEFADROXIL 15% W/W SOLUBLE POWDER should be administered orally at a
dosage of 22 mg/kg of body weight twice daily. Dogs with skin or soft tissue infections should be
treated for a minimum of three days. Genitourinary tract infections should be treated for a
minimum of seven days with cefadroxil. Maximum duration of therapy should not exceed 30
days.

Cats: PYP-CEFADROXIL 15% W/W SOLUBLE POWDER should be administered orally at a
dosage of 22 mg/kg of body weight once daily. Maximum duration of therapy should not exceed
21 days. )

In both species, drug treatment should continue for at least 48 hours after the animal is afebrile or
asymptomatic. If no response is observed after three days of treatment, therapy should be
discontinued and the case should be re-evaluated.

Tap bottle or aluminium pack lightly to loosen powder. For 1g of PVP-CEFADROXIL 5% W/W
SOLUBLE POWDER, add 3ml of water in two portions. Mix well after each addition. Discard
unused portion within 24 hours after reconstitution.
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9. Mode of Administration:

Oral

10. Contraindications:

This product should not be administered to dogs or cats with a known allergy to cephalosporins.
In penicillin-allergic animals, PVP-CEFADROXIL 15% W/W SOLUBLE POWDER should be
used with caution.

11. Warning & Precautions:

For use in dogs and cats only. Do not use in animals intended for human consumption. Safety for
use in pregnant female dogs and cats or in breeding males has not been determined.

12. Drug Interactions:

The concurrent administration of probenecid retards the elimination rate.

13. Pregnancy & Lactation:

Safety for use in pregnant female dogs and cats or in breeding males has not been determined.

14. Side effects:

Occasional nausea and vomiting have been reported following cefadroxil therapy. Administration with
food appears to decrease nausea. Diarrhea and lethargy have been occasionally reported.

15. Symptoms & Treatment of Overdose:

Acute oral cephalosporin overdoses are unlikely to cause significant problems other than GI
distress, but other effects are possible.

High doses or very prolonged use of cephalosporins have been associated with neurotoxicity,
neutropenia, agranulocytosis, thrombocytopenia, hepatitis, positive Comb’s test, interstitial
nephritis, and tubular necrosis. Except for tubular necrosis and neurotoxicity, these effects have
an immunologic component.
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16. Withdrawal Period:

Not Applicable

17. Storage Conditions:

Store below 30°C in dry place, protected from light.

18. Dosage Form:

Powder in the form of powder to be dissolved in the water.

19. Packaging:

i) Pack of 1 kg in HDPE Plastic Container

ii) Pack of 500 g in HDPE Plastic Container

iit) Pack of | kg pack in Aluminium Sheet Lacquered

iv) Pack of 500 g pack in Aluminium Sheet Lacquered

20. Disposal of Container:

To be disposed as per local authority requirement.

21. Expiry Date:

2 years from date of manufacturing.

22. Shelf life after reconstitution or dilution:

To be used within 24 hours after reconstitution.
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Manufactured & Distributed by :

Pelangi Vet Pharma Sdn Bhd. ¢*%"™0
Lot 8, PERDA Industrial Park,

Lorong IKS, Simpang Ampat B

14100 Simpang Ampat,

S.P.S Pulau Pinang, Malaysia

Date of revision: 05/06/2017
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