Hanceft 5% wiv Suspension for Injection

Hanceft 5% w/v Suspension for Injection appears to be homogenous, milk-
like, slightly viscous suspension.

Composition:
Each mL contains

Ceftiofur Hydrochloride 53.48 mg
Pharmacodynamics:

Hanceft 5% w/v Suspension for Injection contains Ceftiofur hydrochloride
which is a broad spectrum cephalosporin. Cephalosporins are beta-lactam
antibiotics that produce their bactericidal effect by inhibition of cell wall
synthesis. The site of action for beta-lactam antibiotics is the penicillin-binding
proteins (PBPs) on the inner surface of the bacterial cell membrane that are
involved in synthesis of the cell wall. In actively growing cells, the
cephalosporins bind to the PBPs within the cell wall and lead to interference in
production of cell wall peptidoglycans and subsequent lysis of the cell in an
iso-osmotic environment. Differences in affinity for the types of PBPs by
different beta-lactam antibiotics and the bacterial defense mechanisms explain
the variations in bactericidal activity among cephalosporins.

Pharmacokinetics:

After intramuscular administration, ceftiofur is quickly metabolized to
desfuroylceftiofur which reaches its maximum plasma concentration within 1
hour. The half-life of desfuroylceftiofur is on average greater than 9 hours in
cattle and 13 hours in pigs. No accumulation has been shown after several
administrations.

Indications:

Swine: It is indicated for treatment/control of swine bacterial respiratory
disease (swine bacterial pneumonia) associated with Actinobacillus
(haemophilus)  pleuropneumoniae, Pasteurella multocida, Salmonella
choleraseuis and Streptococcus Suis.

Cattle: It is indicated for treatment of the following bacterial diseases:

- Bovine respiratory disease (BRD, shipping fever, pneumonia) associated
with Mannheimia Haemolytica, Pasteurella Multocida and Histophilus Somni.
- Acute bovine interdigital necrobacillosis (foot rot, pododermatitis) associated
with Fusobacterium Necrophorum and Bacteroides melaninogenicus.

- Acute metritis (0-14 days post-partum) associated with bacterial organisms
susceptible to ceftiofur.

Directions for Use:

Swine:

Administer intramuscularly at a dosage of 1.36 to 2.27 mg ceftiofur
equivalents/lb (3.0 to 5.0 mg/kg) BW (1 mL of sterile suspension per 22 to 37
Ib BW). Treatment should be repeated at 24 h intervals for a total of three
consecutive days.

Cattle:

— For bovine respiratory disease and acute bovine interdigital necrobacillosis:
administer by intramuscular or subcutaneous administration at the dosage of
0.5 to 1.0 mg ceftiofur equivalents/ Ib (1.1 to 2.2 mg/kg) BW (1 to 2 mL sterile
suspension per 100 Ib BW). Administer daily at 24 h intervals for a total of three
consecutive days. Additional treatments may be administered on Days 4 and
5 for animals which do not show a satisfactory response (not recovered) after
the initial three treatments. In addition, for BRD only, administer
intramuscularly or subcutaneously 1.0 mg ceftiofur equivalents/lb (2.2 mg/kg)
BW every other day on Days 1 and 3 (48 h interval). Do not inject more than
15 mL per injection site. Selection of dosage level (0.5 to 1.0 mg/lb) and
regimen/duration (daily or every other day for BRD only) should be based on
an assessment of the severity of disease, pathogen susceptibility and clinical
response. — For acute post-partum metritis: administer by intramuscular or
subcutaneous administration at the dosage of 1.0 mg ceftiofur equivalents/lb
(2.2 mg/kg) BW (2 mL sterile suspension per 100 Ib BW). Administer at 24 h

Mode of Administration:
Swine- Intramuscular
Bovine- Intramuscular or Subcutaneous

Incompatibilities:
In the absence of compatibility studies, this veterinary medicinal

product must not be mixed with other veterinary medicinal products.

Contraindication:

Do not administer to an animal previously found to be hypersensitive
to ceftiofur and other -lactam antibiotics.

Do not inject intravenously.

Do not use in poultry (including eggs) due to risk of spread of
antimicrobial resistance to humans.

Do not use in case of known resistance to the active substance.

Warning and Precautions:

WARNINGS:

Penicillins and cephalosporins can cause allergic reactions in
sensitized individuals. Topical exposures to such antimicrobials,
including ceftiofur, may elicit mild to severe allergic reactions in some
individuals. Repeated or prolonged exposure may lead to
sensitization. Avoid direct contact of the product with the skin, eyes,
mouth, and clothing.

Persons with a known hypersensitivity to penicillin or cephalosporins
should avoid expo-sure to this product.

In case of accidental eye exposure, flush with water for 15 minutes. In
case of accidental skin exposure, wash with soap and water. Remove
contaminated clothing. If allergic reaction occurs (e.g., skin rash,
hives, difficult breathing), seek medical attention.

PRECAUTIONS:

The effects of ceftiofur on cattle and swine reproductive performance,
pregnancy, and lactation have not been determined.

Swine: Areas of discoloration associated with the injection site at time
periods of 11 days or less may result in trim-out of edible tissues at
slaughter. The safety of ceftiofur has not been demonstrated for
pregnant swine or swine intended for breeding.

Cattle: Following intramuscular or subcutaneous administration in the
neck, areas of discoloration at the site may persist beyond 11 days
resulting in trim loss of edible tissues at slaughter. Following
intramuscular administration in the rear leg, areas of discoloration at
the injection site may persist beyond 28 days resulting in trim loss of
edible tissues at slaughter.

Interactions with Other Medicaments:

The bactericidal properties of R-lactams are neutralised by
simultaneous use of bacteriostatic antibiotics (macrolides,
sulphonamides and tetracyclines).

Statement on Usage During Pregnancy and Lactation:

Even though studies in laboratory animals show no evidence of
teratogenesis, abortion or influence on reproduction, the reproductive
safety of ceftiofur has not been specifically investigated in pregnant
SOWS OF COWS.

Use only according to a benefit/risk assessment by the responsible
veterinarian.

Adverse Effects / Undesirable Effects:

Hypersensitivity reactions unrelated to dose can occur. Allergic
reactions (e.g. skin reactions, anaphylaxia) may occasionally occur.
In pigs, mild reactions at the injection site, such as discoloration of the
fascia or fat, have been observed in some animals for up to 20 days
after injection. In cattle, mild inflammatory reactions at the injection




intervals for five consecutive days. Do not inject more than 15 mL per injection
site.

Overdose and Treatment:

Swine:

A separate study evaluated the injection site tissue tolerance of Hanceft
(ceftiofur hydrochloride) in swine when administered intramuscularly in the
neck at 1.36 and 2.27 mg ceftiofur equivalents/lb (3.0 to 5.0 mg/kg) BW.
Animals were necropsied at intervals to permit evaluations at 12 h, and 3, 5, 7,
9, 11, 15, 20, and 25 days after last injection. Injection sites were evaluated
grossly at necropsy. No apparent changes (swelling or inflammation) were
observed clinically after 12 h post-injection. Areas of discoloration associated
with the injection site were observed at time periods less than 11 days after
last injection.

Cattle:

Results from a tissue tolerance study indicated that ceftiofur hydrochloride
was well tolerated and produced no systemic toxicity in cattle when
administered intramuscularly in the neck and rear leg at a dose of 1.0 mg
ceftiofur equivalents/lb (2.2 mg/kg) BW at each injection site. This represents
a total dose per animal of 2.0 mg ceftiofur equivalents/lb (4.4 mg/kg) BW.
Clinically noted changes (local swelling) at injection sites in the neck were very
infrequent (2/48 sites) whereas noted changes in rear leg sites were more
frequent (21/48 sites). These changes in the rear leg injection sites were
generally evident on the day following injection and lasted from 1 to 11 days.
At necropsy, injection sites were recognized by discoloration of the
subcutaneous tissues and muscle that resolved in approximately 7 to 15 days
in the neck and 19 to 28 days in the rear leg.

Results from another tissue tolerance study indicated that ceftiofur
hydrochloride was well tolerated and produced no systemic toxicity to cattle
when administered subcutaneously at 0.5 or 1.0 mg ceftiofur equivalents/lb
(1.1 or 2.2 mg/kg) BW at 24 h intervals for 5 days. Mild and usually transient,
clinically visible or palpable reactions (local swelling) were localized at the
injection site. At necropsy, injection sites were routinely recognized by edema,
limited increase in thickness and color changes of the subcutaneous tissue
and/or fascial surface of underlying muscle. The fascial surface of the muscle
was visibly affected in most cases through 9.5 days after injection. Underlying
muscle mass was not involved. There were no apparent differences in tissue
response to administration of ceftiofur hydrochloride at 0.5 or 1.0 mg ceftiofur
equivalents/lb (1.1 or 2.2 mg/kg) BW.

site, such as tissue oedema and discoloration of the subcutaneous
tissue and/or fascial surface of the muscle may be observed. Clinical
resolution is reached in most animals by 10 days after injection
although slight tissue discoloration may persist for 28 days or more.

Withdrawal Period (s):
Meat: 4 days for pig; 3 days for cattle.
Milk: Nil.

Storage Condition:
Store at 25°C. Protect from light.

Keep medicine out of reach of children (Jauhkan ubat dari kanak-
kanak).

Any unused veterinary medicinal product or waste materials derived
from such veterinary medicinal products should be disposed of in
accordance with local requirements.

Shelf life packaged for sale: 2 years

Shelf-life after opening: 24 hours

Packaging Available: 100 mL
Date of revision: 01-06-2021

Manufacturer:

Hanvet Pharmaceutical Company Limited (HANVET CO., LTD.)
Pho Noi A Industrial Zone, Ban Yen Nhan Town, My Hao District,
Hung Yen Province, Vietnam.
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