
Summary of Product Characteristics

1 NAME OF THE VETERINARY MEDICINAL PRODUCT

Chloromed150mg/gPremixfor medicatedfeedingstuff for calves.

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Active substance:

Each g contains150mgchlortetracyclinehydrochloride.

Excipient(s):

For a full li st of excipients,seesection6.1.

3 PHARMACEUTICAL FORM

Premix for medicatedfeedingstuff.
A coarse,yellow powder.

4 CLINICAL PARTICULARS

4.1 Target Species

Calves(lessthan6 monthsof age).

4.2 Indications for use, specifying the target species

Calves
Theproductis indicatedin thetreatmentof respiratory diseasein calvescausedby Pasteurella spp., sensitiveto
chlortetracycline.

4.3 Contraindications

Do not usein calvesover6 monthsof ageanddairy cows.
Do not usein animalswith knownhypersensitivity to tetracycline.
Do not usein animalswith severeliver andrenaldisorders.

4.4 Special warnings for each target species

Theuptakeof oral medicationby animalscan bealteredasa consequenceof il lness.In caseof insufficient uptakeof
feed, animalsshouldbetreatedparenterally.
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4.5 Special precautions for use

Special precautions for use in animals

Useof theproductshouldbebasedonsusceptibili ty testing andtake into accountofficial andlocal antimicrobial
policies.

Inappropriateuseof theproductmay increasetheprevalenceof bacteriaresistant to chlortetracyclineandmaydecrease
theeffectivenessof treatmentwith relatedsubstances,dueto thepotential for cross-resistance.

Long term useof this productis not recommendedasit mayleadto thedevelopmentof bacterialresistance.

Special precautions to be taken by the person administering the veterinary medicinal product to animals

Handle this productwith careto avoidexposurewhen incorporating into feedandadministeringmedicatedfeedto the
animals.

Takeadequatemeasuresto avoiddustformation whenincorporating theveterinarymedicinal productinto feed.

Personshandlingtheproductshoulddosoin amechanically ventilatedarea.

Weareithera disposablehalf-mask respiratorconformingto European StandardEN149or a non-disposablerespirator
to EuropeanStandardEN 140with a filt er to EN 143.

Wearprotectivegloves,overallsandapprovedsafety glasses.

Direct contact of the veterinarymedicinal product with the skin, the eyesand the mucousmembranes should be
avoided.In caseof accidentalexposurerinseabundantly with water.

Do not smoke, eator drink whenhandling theveterinarymedicinal product

Other precautions

None.

4.6 Adverse reactions (frequency and seriousness)

Chlortetracycline toxicity is low. If digestivedisturbancesdooccur, treatmentshouldbediscontinued.
On rareoccasionsthefollowing adversereactionsmayoccur: allergic reactionsandphotosensitivity; gastrointestinal
disorders; disordersof theliver andthekidneys. If suspectedadversereactionsoccur,treatmentshouldbediscontinued.
Dueto thepossible incorporationof chlortetracycline,treatment of pregnant andnewbornanimals canlead to
dysfunctionaldevelopmentof theskeletonandteeth in foetal andgrowinganimals.

4.7 Use during pregnancy, lactation or lay

Not applicable.
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4.8 Interaction with other medicinal products and other forms of interaction

This product is not recommendedfor concurrentadministration with any otheroral medication.
Do not incorporatetheproductin feedoverloaded with polyvalentcationssuchasCa2+ and Fe3+ becausetheformation
of chlortetracycline complexeswith thesecationsispossible.
Do not administertogetherwith antacids,kaolinandironpreparationsandin conjunctionwith bactericidal antibiotics
like beta-lactams.
Theproductshouldnot beusedin caseof knownresistanceto othertetracyclines.

4.9 Amounts to be administered and administration route

For oraladministrationafterincorporationin a feedingstuff by a facility licensedto medicatefeed.

Administration:

Therecommendedtherapeuticdoseis 20mgperkg bodyweightdaily i.e.20gramsof Chloromed150mg/gPremixper
150kg bodyweight.

For thepreparationof themedicatedfeed thebodyweight of theanimalsto betreatedandtheir actualintakeof feed
should betakeninto account.To ensurethecorrect dosageandto avoid under-dosing,thebodyweightshouldbe
determinedasaccuratelyaspossible.Therequired doseshouldbemeasured by suitablycalibratedweighing
equipment.During thetreatmentperiod,only feed medicated with theproductshouldbesupplied.To providethe
requiredamountof activesubstanceperkg medicatedfeedthepremix has to beincorporatedinto thefeed according to
thefollowing formula:

Treatment shouldbecontinuedfor aperiodof seven days.If animals don’ t recoverwithin 3 daysafter oral medication,
diagnosisshouldbereconsideredandtreatmentshouldbechanged,if necessary.

Theuptakeof medicatedfeeddependson theclinical conditionof theanimals. In orderto achievethecorrectdosage
thechlortetracycline inclusion ratein feedshould beadjustedfor feedintake.

Pelletingshould not beconductedat temperaturesin excessof 70°C.

4.10 Overdose (symptoms, emergency procedures, antidotes), if necessary

Do not exceedthestateddose.

Chlortetracycline toxicity is low. If digestivedisturbancesdooccur, treatmentshouldbediscontinued.

4.11 Withdrawal Period(s)

Calves
Meatandoffal: 35days.
Milk : Theproductis contraindicatedfor usein adultruminantsanddairycowsandshouldthereforenot beusedin
animalsproducingmilk for humanconsumption.
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5 PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeuticgroup:Tetracycline for systemic use.
ATCvetcode:QJ01AA03

5.1 Pharmacodynamic properties

Chlortetracyclinehydrochlorideis a predominantlybacteriostatic antibiotic, interfering with bacterialproteinsynthesis
of therapidly growingandreproducingbacterial cell. Chlortetracyclinehasabroadspectrumof activity, including
Gram-positiveaerobes,Gram-negativeanaerobes andMycoplasmas.Resistance is knownto occurin respiratory
pathogensof cattle andcross-resistanceoccursbetween chlortetracyclineandothertetracyclines.

TheClinical andLaboratoriesStandardsInstitute (CLSI) breakpoints establishedfor tetracyclinesareasfollows:
Organismsother thanstreptococci:S: ≤ 4µg/ml, I: 8 µg/ml; R: ≥ 16µg/ml.

5.2 Pharmacokinetic properties

Following oraladministrationof therecommendeddose,maximumbloodlevelsof approximately1 – 2 µg/ml are
achievedwithin 2 – 8 hoursandapproximately 37%of theoral doseis systemically available.Steadystateplasma
concentrationsof chlortetracyclinearemaintainedthroughoutthetwice-daily sevenday treatmentperiod.
Chlortetracyclineaccumulatesin thelung tissueresulting in higherconcentrationsat thesiteof activity.
Chlortetracyclineundergoesli ttle metabolismandisexcretedthroughboththeurinaryandbilary systems.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

MediumChain Triglycerides.
SoyaBean Meal.
Colloidal anhydroussilica.

6.2 Incompatibilities

In theabsenceof compatibility studies,this veterinarymedicinal product mustnot bemixedwith otherveterinary
medicinal products.

6.3 Shelf-life

Shelf life of theveterinarymedicinalproductas packagedfor sale: 2 years
Shelf life afterfirstopeningof theimmediate packaging:1 month
Shelf life afterincorporationinto mealor pelletedfeed:4 weeks(if stored below25̊ C)

6.4 Special precautions for storage

Storebelow25̊ C.
Storein adry place.
Storein theoriginal container.
Protectfrom light.
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6.5 Nature and composition of immediate packaging

25 kg, white low densitypolyethylenebag in a triple layeredpaper bag.

6.6 Special precautions for the disposal of unused veterinary medicinal products or waste materials

Any unusedveterinary medicinalproductor wastematerials derived from suchveterinary medicinalproductshould be
disposedof in accordancewith local requirements.

7 MARKETING AUTHORISATION HOLDER

Univet Ltd.
Tullyvin
Cootehill
Co. Cavan
Ireland

8 MARKETING AUTHORISATION NUMBER(S)

VPA 10990/040/001

9 DATE OF THE FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:11th December2009
Dateof lastrenewal:26th September2014

10 DATE OF REVISION OF THE TEXT
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