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Summary of Product Characteristics

1NAME OF THE VETERINARY MEDICINAL PRODUCT
Chloromed150mg/gOral Powderfor Calves.
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Active substance:

Ead g contains150mg chlortetracyclire hydrodloride
Excipient(s):

For afull listof excipients,seesection6.1.

3PHARMACEUTICAL FORM

Oral Powder.
Y ellow uniform powder/ ayellow powder.

4 CLINICAL PARTICULARS

4.1 Target Species

Cattle (Calveslessthan6 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 crossresistace.

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

Peoplewith known hypergnstivity to tetracyclinesshoutl avoid contactwith the veterinarymedianal product.

Do not eat,drink or smokewhile handlingthe produd or medicaiedfeed.

During preparabn and adminstraton of the medcateal feed, skin contad¢ with the product and inhalaion of dus
particlesshoutl beavoided.

Personalprotective equipnent consistingof protedive overall, glassesimpermeablayloves(e.g.rubberor latex) anc
an appropriatedust mask (e.g. disposablehdf mask respirator conforming to EuropeanStardard EN149 or a non
dispcsable resprata to EuropeanStandardEN140 with a filter to EN143 should be worn when handling the
veterinarymediinal product.

Washhandasmmediatelyafter handlingthe produd¢ or medicaiedfeed.

In the eventof skin or eye contact,rinseimmedately the affeded areawith largeamountsof cleanwater If irritation
occurs seekmedicalattention.

If you develop symptomsfollowing exposureto the productsud as skin rash,you should seekmedicaladviceanc
show the presentwaming to the doctor.Sweling of the face lips or eyesor difficulty with breathingare more seious
symptomsandrequireurgentmedicalattention.

Other precautions

None.
4.6 Adver sereactions (frequency and seriousness)

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

On rareoccasionshefollowing adverseaeactionsmayoccur: allergic reactionsandphotosensitiity; gastointestind
disordes; disordersof theliver andthekidneys If suspetedadversereadionsoccur,treatmentshouldbe discontinued.
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
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 ponvaientcationssuchasCa2+ and Fe** becaus¢heformaion
of chlortetracydine complexeswith thesecationsis possible.

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

Theproductshouldnot be usedin caseof knownresistaceto othertetracyclines.
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4.9 Amountsto be administered and administration route

For oraladminstration.

Therecommendetherapeutidoseis 20 mg chlortetracycline perkg bodyweght (equivalent to 20 gramsof
Chloromed150mg/g Oral Powderper 150kg bodyweght) perday administeredfor sevendays.This shouldbegiven
in adivideddaily dosi.e. 10g morningand10 g evening.

Theproductshouldbe administeredo smal quantitiesof feed for immediate consumptiorby individual animals.
Largergroupsshouldbetreatedwith medicatedfeeding stuff.

Theproductshouldbe mixedthoroughlyinto a partof thedaily feedration and shouldbe administeregrior to the
feedng. It shouldbe ensuredthatthe calculaeddoseis compktely taken up by the animals.

If animalsdorit recover within 3 daysafteroral medication, diagnosisshoutl bereconsidere@ndtreatmenshouldbe
changed,if necessary.

To ensue the correctdosageandto avoid possibé underdosing, the bodyweightshould be deteminedas accuraely as
possible.

4.10 Overdose (symptoms, emer gency procedur es, antidotes), if necessary
Do not exceedhe sstateddo<e.

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

Cattle (Cales):

Meatandoffal: 10 days.

Milk: The productis contraindicatedor usein adultruminantsand dairy cowsandshouldthereforenot be usedin
animals producingmilk for humanconsunption.

5 PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeutigroup: Antibacteralsfor systenic use tetragyclines

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:
Organismsothe thanstreptococciS: < 4 pg/ml, I: 8 pg/ml; R: > 16 pg/ml.
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5.2 Phar macokinetic properties

Following oral administrationof thereconmendeddose maximum bloodlevels of appioximatelyl — 2 ug/ml are
achievedwithin 2 — 8 hoursandapproximaely 37% of theoral doseis sysemically available Steadystateplasma
concentratonsof chlortetracyclne aremaintanedthroughouthetwice-dally sevenday treatmenperiod.
Chlortetracycine accumulateg thelung tissueresultngin higherconcentations atthe site of activity.
Chlortetracycine undegoeslittle metabolsmandis excreedthroughboththeurinary andbilary systems.

6 PHARMACEUTICAL PARTICULARS
6.1 List of excipients

MediumChan Triglycerides

Glucos Monohydrate

Colloidal anhydroussilica

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 afterfirstopeningtheimmediatepackaging:28 days

6.4 Special precautionsfor storage

Storebelow25°C.

Storein adry place.

Storein the original container.

Protectfrom light.

6.5 Nature and composition of immediate packaging

1 kg, clea low densitypolyethylenebaglaminaiedwith metdlised polyester

6.6 Special precautionsfor the disposal of unused veterinary medicinal productsor waste materials

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

7MARKETING AUTHORISATION HOLDER

Univet Ltd.
Tullyvin
Cootenill
Co. Cavan
Ireland

8 MARKETING AUTHORISATION NUMBER(S)

VPA 10990041/00:
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9 DATE OF THE FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first auhorisation:11" Decembe2009
Renewalof thelastauhtorisation22™ Augud 2014

10 DATE OF REVISION OF THE TEXT
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