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DOSAGE AND ADMINISTRATION:
Pigs: To be included in the drinking water to provide a daily dose of

og™ 15-20 mg/kg bodyweight for 5 days, which may be achieved by the
inclusion of 200 mg tilmicosin per litre (80 ml Pulmotil AC per 100 litres).
’ Chickens and Turkeys (except hens producing eggs for human
consumption): To be included in the drinking water at a daily dose of

15-20 mg/kg bodyweight in chickens and 10-27 mg/kg bodyweight
in turkeys for 3 days, which may be achieved by the inclusion of
75 mg tilmicosin per litre (30 ml Pulmotil AC per 100 litres).
Calves: To be included in milk replacer only, at a dose of 12.5 mg/kg
bodyweight and given twice daily for 3-5 consecutive days, which may
be achieved by the inclusion of 1 ml of product every 20 kg bodyweight.
eous WITHDRAWAL PERIOD:
Aqu concen”ate 25 (4 mg/ m’ Eigs - 1ﬁ daysé1 ?hickens -I 12 da)és;dTurke);s - 19 days; ?al\;]es - 42 days
ot authorized for use in laying birds producing eggs for human
TILMICOSIN consumption. Do not use within 14 days of onset of the laying.
Active Ingredient: Not for use in lactating animals.
250 mg/ml of Tilmicosin (as the phosphate) Disposal of Containers: Refer_ inner label )
STORAGE CONDITIONS: Do not store above Manufactured by: Elanco UK AH Limited ~ For: Elanco Malaysia Sdn Bhd
o n - : i Fleming Road Unit 5.04, Level 5 & 6,
30°C. Protect from direct sunlight. Store in a dry Liverpool Tower Block, The Bousteador,
place and protect from humidity 124 9LN No. 10, Jalan PJU 7/6,
Warning and Precautions: Refer inner label UK Mutiara Damansara,
FOR ORAL ANIMAL USE ONLY 47800 Petaling Jaya,
KEEP OUT OF THE REACH OF CHILDREN ) ) Selangor, Malaysia
JAUHI UBAT DARI KANAK-KANAK Pulmotil, Elanco and the diagonal bar logo are trademarks TAKE TIME
of Elanco or its affiliates.
CONTROLLED MEDICINE © 2025 Elanco or its affiliates
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Elanco 240 ml

P UImOtil TMAC Aqueous Concentrate 250 mg/ml

MAL18086143HA
TILMICOSIN

ACTIVE INGREDIENT:

250 mg/ml Tilmicosin (as the phosphate).

PRODUCT DESCRIPTION:

Concentrate for Oral Solution for use in drinking water or milk replacer. Clear yellow to amber coloured solution.

PHARMACODYNAMI

Tilmicosin is a semi-synthetic antibiotic of the macrolide group and is believed to affect protein synthesis. It has bacteriostatic action but at high concentrations it may
be bactericidal.

This anti ial activity is i against Gi positi i ism with activity against certain gram-negative ones and Mycoplasma of a bovine,
porcine, ovine and avian origin. In particular, its activity has been demonstrated against the following microorganism:

Pigs: Mycoplasma hyopneumoniae, Pasteurel/a multocida and Actinobacillus pleuropneumoniae.

Chickens and lurkeys and synoviae.

Calves: el multocida, bovis and M. dispar.

Scientific evidence suggests that macrolides act synergistically with the host immune system. Macrolides appear to enhance phagocyte killing of bacteria. Tilmicosin
has been shown to inhibit in vitro the replication of the Porcine Reproductive and Respiratory Syndrome virus in alveolar macrophages in a dose dependent fashion.
Cross-resistance between tilmicosin and other macrolides and lincomycin has been observed.

PHARMACOKINETICS:

Whilst blood concentrations of tilmicosin are low, there is pH- ion of tilmicosin in inflamed tissues.

Pigs: After oral administration of 200 mg tilmicosin/I drinking water, the average active substance concentrations detected in lung tissue, alveolar macrophages and
bronchial epithelium 5 days after the start of treatment were 1.44 pg/ml, 3.8 pg/ml and 7.4 pg/g respectively.
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Chickens: As early as 6 hours after oral administration of 75 mg tilmicosin/I drinking water, the average active substance concentrations detected in lung and alveolar
tissue were 0.63 pg/g and 0.30 pg/g respectively. 48 hours after the start of treatment, the tilmicosin concentrations in lung and alveolar tissue were 2.3 pg/g and
3.29 ug/g respectively.
Calves: As early as 6 hours after oral ini mag ti g body in milk replacer, an average active substance concentration of 3.1 ug/g
was detected in lung tissue. 78 hours after the start ol tveatment the tllmlcosm concentration in lung tissue was 42.7 pg/g. Therapeutically effective concentrations of
tilmicosin were measured up to 60 hours after treatment.
Turkeys: After oral administration of 75 mg tilmicosin/l drinking water, the average active substance concentrations detected in lung tissue, air sac tissue and plasma
5 days after the start of treatment were 1.89 pg/ml, 3.71 ug/ml and 0.02 pg/g respectively. The highest mean tilmicosin concentration detected for lung tissues was
2.19 ug/g at 6 days; for air sac tissue it was 4.18 ug/g at 2 days and in the plasma it was 0.172 pg/g at 3 days.
TARGETED SPECIES:
Chickens (except hens ing eggs for human ion), Turkeys, Pigs. Calves (non ruminant)
INDICATION:
P|gs. For 1he treatment and prevention of resplratory disease in pig herds, i with iae, Pasteurella multocida,

iae and other ible to tilmicosin.
Chickens: For the treatment and prevention of respiratory disease in chicken flocks, i i isepti and M. synoviae.
Turkeys: For the treatment and prevention of respiratory disease in turkey flocks, i i iseptic and M. synoviae.
Calves: For the treatment and prevention of bovine respiratory disease, i with imie ica, Pasteurella multocida, Mycoplasma bovis, M. dispar
and other organisms susceptible to tilmicosin.
DOSAGE AND ADMINISTRATION:
Pigs: To be included in the drinking water to provide a daily dose of 15-20 mg/kg bodyweight for 5 days, which may be achieved by the inclusion of 200 mg tilmicosin
per litre (80 ml Pulmotil AC per 100 litres).
Chickens and Turkeys (except hens ing eggs for human i To be included in the drinking water at a daily dose of 15-20 mg/kg bodyweight in
chickens and 10-27 mg/kg bodyweight in turkeys for 3 days, which may be achieved by the inclusion of 75 mg tilmicosin per litre (30 ml Pulmotil AC per 100 litres).
Calves: To be included in milk replacer only, at a dose of 12.5 mg/kg bodyweight and given twice daily for 3-5 consecutive days, which may be achieved by the
inclusion of 1 ml of product every 20 kg bodyweight.
One 240 ml bottle of Pulmotil AC is sufficient to medicate 300 litres of drinking water for pigs or 800 litres of drinking water for chickens or turkeys.
One 240 ml bottle of Pulmotil AC is sufficient to medicate in milk replacer 12 to 20 veal calves each of 40 kg bodyweight depending on the duration of treatment.
The uptake of medicated water/milk replacer depends on the clinical condition of the animals. In order to obtain the correct dosage, the concentration of Pulmotil AC
should be adjusted accordingly.
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CONTRAINDICATION:
Do not allow horses and other equines access to drinking water containing tilmicosin. Do not use in case of hypersensitivity to tilmicosin or to any of the excipients.
'WARNINGS AND PRECAUTIONS:
Special warnings for each target species
Important: Must be diluted before administration to animals.
Pigs, chickens and turkeys: Water ion should be i in order to gt tee adequate dosing. In case water consumption does not match quantities
for which ion of Pulmotil AC has to be adapted in a way that the recommended dosage will be taken up
by the animals or different medication should be consldered
Special precautions for use
i. Special precautions for use in animals
For oral use only. Contains disodium edetate; do not inject.
Severely ill individuals tend to drink less and may need simultaneous treatment, preferably by parenteral medication.
Inappropriate use of the product may increase the prevalence of bacteria resistant to tilmicosin and may decrease the effectiveness of treatment with tilmicosin-related
substances. The use of the product should be based on susceptibility tests.
Medicated drinking water or milk replacer should be prepared fresh every 24 hours.
Official, national and regional antimicrobial policies should be !aken into account when the product is used.
ii. Special precautions to be taken by the person the veterinary roduct to animals
- Tilmicosin may induce irritation. Macrolides, such as tilmicosin, may also cause hypersensitivity (allergy) following injection, inhalation, ingestion or contact with skin
or eye. Hypersensitivity to tilmicosin may lead to cross reactions to other macrolides and vice versa.
Allergic reactions to these substances may occasionally be serious and therefore direct contact should be avoided.
- To avoid exposure during preparation of the medicated drinking water, wear overalls, safety glasses, and impervious gloves.
Do not eat, drink or smoke when handling this product. Wash hands after use.
- In the case of accidental ingestion, wash out mouth immediately with water and seek medical advice.
In the event of accidental skin contact, wash thoroughly with soap and water. In case of accidental eye contact, flush the eyes with plenty of clean, running water.
- Do not handle the product if you are allergic to ingredients in the product.
- If you develop symptoms following exposure, such as skin rash, you should seek medical advice and show the physician this warning.
Swelling of the face, lips and eyes or difficulty in breathing are more serious symptoms and require urgent medical attention.
PREGNANCY AND LACTATION:
The safety of tilmicosin has not been established in animals used for breeding purposes.
INTERACTION WITH OTHER MEDICINAL PRODUCTS:
None known
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In very rare cases, adecrease in water intake has been observed.
MPTOMS AND TREATMENT OF OVERDOSE:
\en pigs are offered drinking water containing 300 or 400 mg/litre (equivalent to 22.5-40 mg/kg bodyweight or 1.5-2 times the recommended concentration)
ommonly animals exhibit a reduced water intake. Although this has a self-limiting effect on tilmicosin intake, it could, in extreme circumstances, result in dehydration.
is can be corrected by the removal of the medicated drinking water and replacement with fresh unmedicated water.
No symptoms of overdose have been seen in chickens given drinking water containing levels of tilmicosin up to 375 mg/litre (equivalent to 75-100 mg/kg bodyweight
or 5 times the recommended dose) for 5 days; daily treatment with 75 mg/litre i to the maximum dose) for 10 days resulted in a reduction in
faecal consistency.
No symptoms of overdose have been seen in turkeys given drinking water contslnlng levels of tilmicosin up to 375 mg/litre (equivalent to 50-135 mg/kg bodyweight or
times the recommended dose) for 3 days; daily treatment with 75 mg/litre to the maximum dose) for 6 days also produced no symptoms
of overdose.
No symptoms of overdose, with exception of a slight decrease in the milk consumption, have been seen in calves given twice daily doses 5 times the maximum
recommended dose or for twice the maximum recommended duration of treatment.
ITHDRAWAL PERIOD:
Pigs - 14 days; Chickens - 12 days; Turkeys - 19 days; Calves - 42 days
Not authorised for use in laying birds ing eggs for human ion. Do not use within 14 days of onset of the laying. Not for use in lactating animals.
ORAGE CONDITIONS:
Do not store above 30°C. Protect from direct sunlight. Store in dry place and protect from humidity.
DISPOSAL OF CONTAINER:
No special package disposal required.
HELF LIFE:
helf life as packaged for sale: 3 years.

Manufactured by: Elanco UK AH Limited For:  Elanco Malaysia Sdn Bhd
Fleming Road Unit 5.04, Level 5 & 6,
Liverpool Tower Block, The Bousteador,
L24 9LN No. 10, Jalan PJU 7/6,
UK Mutiara Damansara,
47800 Petaling Jaya,
Selangor, Malaysia REVISED: 11 September 2025,
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E T AH0470 DOSAGE AND ADMINISTRATION:
anco Pigs: To be included in the drinking water to provide a daily dose of
15-20 mg/kg bodyweight for 5 days, which may be achieved by the

inclusion of 200 mg tilmicosin per litre (80 ml Pulmotil AC per 100 litres).
Chickens and Turkeys (except hens producing eggs for human

og™ consumption): To be included in the drinking water at a daily dose of
15-20 mg/kg bodyweight in chickens and 10-27 mg/kg bodyweight
’ in turkeys for 3 days, which may be achieved by the inclusion of
75 mg tilmicosin per litre (30 ml Pulmotil AC per 100 litres).

Calves: To be included in milk replacer only, at a dose of 12.5 mg/kg
bodyweight and given twice daily for 3-5 consecutive days, which may
be achieved by the inclusion of 1 ml of product every 20 kg bodyweight.
WITHDRAWAL PERIOD:
Eigs - 1ﬁ daysg1 (')hickens -I 12 da)és;dTurke): - 19 days; ?al\;]es - 42 days
ot authorized for use in laying birds producing eggs for human
Aqueous caﬂcenﬂ'ate 250 mg/ml consumption. Do not use within 14 days of onset of the laying.
Not for use in lactating animals.
TILMICOSIN Disposal of Containers: Refer inner label
Active Ingredient: Manufactured by: Elanco UK AH Limited For: Elanco Malaysia Sdn Bhd
i : Fleming Road Unit 5.04, Level 5 & 6,
gﬁ%g‘ggél ggﬂgﬁ?gﬂg%the phosphatg) Liverpool Tower Block, The Bousteador,
IONS: Do not store above 124 9N No. 10, Jalan PJU 7/6,
30°C. Protect from direct sunlight. Store in a dry UK Mutiara Damansara,
place and protect from humidity 47800 Petaling Jaya,
Warning and Precautions: Refer inner label Selangor, Malaysia
FOR ORAL ANIMAL USE ONLY Pulmotil, Elanco and the diagonal bar logo are trademarks
of Elanco or its affiliates.
KEEP OUT OF THE REACH OF CHILDREN © 2025 Elanco or its affiliates
JAUHI UBAT DARI KANAK-KANAK
CONTROLLED MEDICINE

MAL18086143HA YL243464X
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PRODUCT INFO

ARTWORK INFO

BLUE #: 243464AP | Product Name: Pulmotil AC
Item Code: YL243464X | Component: Label
Product Code: AHO0470 | Pack Size: 240ml
Previous ltem Code YL213320A

Base Spec: GPG365

Template: YL_120x70mm_VD35mm_v4a | Packaging Spec(s): Primary Spec: DPG650
Barcodes/Type: Pharmacode: 652 | Add, Info: N/A

Minimum Core Data Point Size: 4.5pt
GTIN: GTIN Not Required | Proof # P1a|By/Date RA 08-0ct-2025

BLACK PMS2395C  NON PRINTING

ELANCO ARTWORK LEGEND v16

08/10/2025 9:49 PM‘ ‘



