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Summary of Product Characteristics

1NAME OF THE VETERINARY MEDICINAL PRODUCT
Chloromed150mg/gPremixfor medicatedeedingstuff for calves.
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Active substance:

Ead g contains150mg chlortetracyclire hydrodloride
Excipient(s):

For afull listof excipients,seesection6.1.

3PHARMACEUTICAL FORM

Premix for medicatedeedingstuff.
A coarse, yellow powder.

4 CLINICAL PARTICULARS

4.1 Target Species

Calves(lessthan6 monthsof age).

4.2 Indicationsfor use, specifying the target species

Calves

Theproductis indicaiedin thetreatmenbf respiraory diseasen calvescausedy Pasteurella spp., sensitiveto

chlortetracycline.

4.3 Contraindications

Do not usein calvesover6 monthsof ageanddary cows.

Do not usein animalswith knownhypersensitivig to tetragycline.

Do not usein animalswith severeliver andrenaldisordes.

4.4 Special warningsfor each target species

Theuptakeof oral medicationby animalscan be dteredasa consequeceof illness.In caseof insufficient uptakeof

feed animalsshouldbetreatedparenterhy.
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4.5 Special precautionsfor use
Special precautionsfor usein animals

Useof theproductshouldbe basedn susceptibili ty testing andtake into acmuntofficial andlocal antimicrobial
policies.

Inappropriatauseof the productmay increasethe prevdenceof baceriaresstart to chlortetracyclneandmaydecease
the effectivenes®f treatmenwith relatedsubstance dueto the potential for crossresistaice.

Long term useof this productis not recommendedasit mayleadto the devdopmentof bacterialresistance.
Special precautionsto be taken by the person administering the veterinary medicinal product to animals

Hande this productwith careto avoid exposurevhen incorporatng into feed andadministeringmedicatedfeedto the
animals.

Takeadequat measiresto avoid dustformaion whenincorpording theveterinarymedicina productinto feed.
Personshandlingthe productshoulddo soin amechaicdly venilatedarea.

Weareithera disposabléialf-mask resprator conformingto Europea StandardEN149or a nondisposablerespiata
to EuropearStandardEN 140with afilterto EN 143.

Wearprotectve gloves, overallsandapprovedsdety glasses.

Direct contact of the veterinary medicind productwith the skin, the eyesand the mucousmembranes should be
avoided.In caseof acadentalexposirerinseabundantf with water.

Do not snoke, eator drink whenhandlirg theveteinary medicinal produd
Other precautions

None.

4.6 Adver sereactions (frequency and seriousness)

Chlortetracycine toxicity is low. If digestive disturban@sdo occur, treatmentshouldbediscontinued.

On rareoccasionghefollowing adversaeactionsmayoccur: allergic reactionsandphotosensitiity; gastointestind
disordes; disordersof theliver andthe kidneys If suspetedadversereadionsoccur,treatmentshouldbedismntinued.
Dueto the possble incorporationof chlortetracycline,treatment of pregnat andnewbornanimas canlead to
dysfunctionaldevelgmentof the skeletonandteeh in foetal and growing animals.

4.7 Use during pregnancy, lactation or lay

Not applicable
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4.8 Interaction with other medicinal productsand other forms of interaction

This productis notrecommendedor concurrentadministration with any otheroral medication.

Do not incorporatethe productin feedoverloaled with polyvaent cationssuchasCa* and Fe** becausé¢he formaion
of chlortetracydine complexeswith thesecationsis possible.

Do not adminstertogethemwith antcids,kaolin andiron preparatonsandin conjunctionwith bacercidal antibiotics
like betalactarrs.

Theproductshouldnot be usedin caseof knownresistaceto othertetracyclines.

4.9 Amountsto be administered and administration route
For oraladminstrationafterincorpoitionin afeedingstuff by afacility licensedo medicateeed.

Administraton:

Therecommendetherapeutidoseis 20 mg perkg bodyweightdally i.e.20 gramsof Chloromedl50 mg/gPremix per
150 kg bodyweight.

For the preparatbn of the medicatedeed the bodyweight of the animalsto be treatedandtheir actualintakeof feed
should betakeninto account.To ensurehe correct dosageandto avoid underdosing,thebodyweightshouldbe
determinedasaccuratelyaspossble. Therequred doseshouldbe meaural by suitablycalibratedweighing
equipment.During thetreatmenperiod,only feed medcated with the productshouldbe supplied.To providethe
requiredamountof activesubséinceperkg medicaedfeedthe premix has to beincorpotedinto thefeed accoding to
thefollowing formula:

...mg Chloromed! kg bw/day .x Fwergge bw (kg I?uf anitnals to be treated - ...mg Chioromed/leg of feed
Average daily feed intake (kgfanimal )

Treatmet shouldbe continuedfor a periodof seven days.If animas dor't recover within 3 daysafter oral medicaton,
diagnosisshouldbereconstleredandtreatnentshouldbe changedjf necessary.

Theuptakeof medicaedfeeddepend®n the clinical condition of theanimals. In orderto achievethe correctdosage
thechlortetracycline inclusion ratein feedshout be adjusedfor feedintake

Pelletingshout not be conductedattempeaturesin exaessof 70°C.

4.10 Over dose (symptoms, emer gency procedur es, antidotes), if necessary

Do not exceedhe stateddo=.

Chlortetracycine toxicity is low. If digestive disturban@sdo occur, treatmentshouldbediscontinued.
4.11 Withdrawal Period(s)

Calves

Meatandoffal: 35days.

Milk: The productis contraindicatedor usein adultruminantsand dairy cowsandshouldthereforenot be usedin
animals producingmilk for humanconsunption.
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5 PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeutigroup: Tetracycine for sysemic use.
ATCvetcode: QJO1AA03

5.1 Phar macodynamic properties

Chlortetracycine hydrochlordeis a predomnantly bacteriostatc antbiotic, interfering with bacterialproteinsynthesis
of therapidly growingandreproducingoacerial cel. Chlorteracycline hasabroadspectum of adivity, including
Gram-positiveaeroles,Gramnegativeanaeobes and MycoplasmasResistane is knownto occurin respiratory
pathogensof catle andcrossresistanceccursbetwea chlortetrag/clineandothertetracyclines.

TheClinical andLaboratoriesStandardsnstitute (CLSI) breakpoing establishedfor tetracyclinesareasfollows:
Organismsother thanstreptococciS: < 4ug/ml, I: 8 pg/ml; R: > 16 pg/ml.

5.2 Phar macokinetic properties

Following oral administrationof thereconmendeddose maximum bloodlevels of appioximatelyl — 2 ug/ml are
achievedwithin 2 — 8 hoursandapproximaely 37% of the oral doseis sysemically available Steadystateplasma
concentratonsof chlortetracyclne aremaintanedthroughouthetwice-dailly sevenday treatmenperiod.
Chlortetracycine accumulates thelung tissueresultng in higherconcentations atthe site of actity.
Chlortetracycine undegoeslittle metabolsmandis excreedthroughboththeurinary andbilary systems.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

MediumChan Triglycerides.
SoyaBean Meal.
Colloidalanhydroussilica.

6.2 Incompatibilities

In theabsencef compatibilty studies,this veterinarymedidnal produd¢ mustnot be mixedwith otherveterinay
medcinal products.

6.3 Shelf-life

Shdf life of theveterinarymedicinalproductas padkagedfor sale 2 yeas
Shdf life afterfir stopenng of theimmediae padkaging:1 month
Shdf life afterincorporationinto mealor pelletedfeed: 4 weeks(if stored below25'C)

6.4 Special precautionsfor storage

Storebelow25°C.

Storein adry place.

Storein the original container.
Protectfrom light.
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6.5 Nature and composition of immediate packaging
25 kg, white low densitypolyethylenebag in atriple layeredpape bag.
6.6 Special precautionsfor the disposal of unused veterinary medicinal products or waste materials

Any unusedveterinaly medicinalproductor waste materids derived from suchveterinay medicinalproductshoud be
disposedof in accordancewith local requrements.

7TMARKETING AUTHORISATION HOLDER
Univet Ltd.

Tullyvin

Cootenill

Co. Cavan
Ireland

8 MARKETING AUTHORISATION NUMBER(S)
VPA 10990040/001

O DATE OF THE FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first auhorisation:11" Decembe2009
Dateof lastrenewal:26M" September2014
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