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Summary of Product Characteristics

1 NAME OF THE VETERINARY MEDICINAL PRODUCT
Chloromed150mg/g premixfor medicate feedingstuff for pigs
2QUALITATIVE AND QUANTITATIVE COMPOSITION
Ead g contains

Active substance:

Chlortetracycine hydrochlorde 150mg

Excipients:

For thefull list of excipients,seesection6.1.
3PHARMACEUTICAL FORM

Premix for medicatedeedingstuff.
A coarse, yellow powder.

4 CLINICAL PARTICULARS

4.1 Target Species

Pigs.

4.2 Indicationsfor use, specifying the target species

Pigs:

Theproductis indicaiedin thetreatmenbf therespirabry diseasein pigscausel by micro-organismssensitiveto
chlortetracycline.

4.3 Contraindications

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

Theproductis efficientonly againg bacerial strans mostsensiive to chlortetacgycline. Useof the produd shouldbe
basedon suscepbility teding of the baderiaisolated from theanimd. If thisis notpossible therapy shouldbe based

on local(regional,farm level) epidemiobgical informaton aboutthe suseptibility of thetargetbaderia.

Inappropriatauseof the productmay increasethe prevdenceof baceriaresstart to chlortetracyclneandmaydecease
the effectivenes®f treatmentvith relatedsubstancg dueto the potential for crossresistace.

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

Hande this productwith careto avoidexposurevhen addingto feed andadministeting medicatedeedto animals.
Takeadequat measiresto avoid dustformaion whenadding the productto feed.

Thosehandlingthe productshoulddo soin amechaicdly ventilatedarea.

Weareither adisposabléalf-mas respiatorconforming to Europea StandardeEN 149 or a nondisposableespirator
to EuropearStandardEN 140with afilterto EN 143.

Direct cortactof the productwith the skin, eyesandmumusmembrans shouldbe avoided Wearprotectivegloves,
overallsand approvedsafety glasses.
In caseof accidenal exposurewash areaimmedidely with water.

Do not snoke, eator drink whenhandlirg the product.
Hands andexposedskin shouldbe washed thoroughy after use.

Other precautions

None.

4.6 Adver sereactions (frequency and seriousness)

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

On rareoccasiongmorethanl butlessthan10 animalsin 10,000animals) thefollowing adverseaeactionanayoccur.

alergic reactonsandphoto®nsitvity; gastrointestial disordersdisordes of theliver and thekidneys.If suspected
adverse reactionsoccur,treatmenshouldbe discontinued.

4.7 Use during pregnancy, lactation or lay
Theuseis notrecommendeduring pregnancyor lactation. Thetreatmentof pregnananimalswith chlortetracycline

may resultin adverseeffectson skeletalandtoothdevelopment in thefoetus. Therefore, the productshouldbe used
only in pregnansowsaccoding to the beneft/risk assessentof therespondile veterinarian.
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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 ponvaientcationssuchasCa2+ and Fe** becaus¢heformaion
of chlortetracydine complexeswith thesecationsis possible.

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

Theproductshouldnot be usedin caseof knownresistaceto othertetracgyclines.

4.9 Amountsto be administered and administration route

For oraladminstrationafterincorpoitionin afeedingstuff by afacility licensedo medicateeed.

Administraton:

Therecommendetherapeutiaoseis 20 mg perkg bodyweightdaly i.e.20 gramsof Chloromedl50mg/gPremix per
150 kg bodyweight.

For the preparaton of the medicatedeed the bodyweight of the animalsto betreatedandtheir actualintakeof feed
should betakeninto account.To ensurehe correct dosageandto avoid underdosing,the bodyweightshouldbe
determinedasaccuratelyaspossble. Therequred doseshouldbe meaurel by suitablycalibratedweighing
equipment.During thetreatmenperiod,only feed mediated with the productshouldbe supplied.To providethe
requiredamountof activesubsanceperkg medicdaedfeed,the premix hasto beincorporatednto the feed accodingto
thefollowing formula:

...mg Chloromed! kg bwe/day .x Hvergge b (legy If-lf animals to be treated sy Chioromedl e af Feed
Average daily feed intakee (ligfanitnal )

Treatmat shouldbe continuedfor a periodof sevan days.If animds don't recover within 3 daysafter oral medicaton,
diagnosisshouldbereconsileredandtreatnentshouldbe changedjf necessary.

Theuptakeof medicaedfeeddepend®n the clinical condition of theanimals. In orderto achievethe correctdosage
the chlortetracycline hydrochlorideinclusionrate in feedshouldbe adjusiedfor feedintake.

Pelletingshout not be conductedattempeaturesin exaessof 70 °C.

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

Do not exceedhe stateddo=e.

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

Pigs:
Meatandoffal: 6 days.

5 PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeutigroup:Antibacteralsfor systenic use tetragyclines
ATCvetcode: QJO1AAO:
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5.1 Phar macodynamic properties

Chlortetracycine hydrochlordeis a predomnantly bacteriostatic antbiotic, interfering with bacterialproteinsynthesis
of therapidly growingandreproducingoacerial cell. Chlorteracgycline hasabroadspectum of adivity, including
Grampositiveaeroles,Gram-negativeanaeobes and MycoplasmasResistane is knownto occurin respiratory
pathogensof pigsandcrossresisanceoccuss betwea chlortetrag/clineandothertetracyclines.

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

5.2 Phar macokinetic properties

Following oral administration,maximumbloodleves areachieved within approximately2 - 8 hours.Steadystate
plasmaconcentrationsf chlortetracyclineare maintainedthroughouthetwice daily sevenday treamentperiod.

6 PHARMACEUTICAL PARTICULARS
6.1 List of excipients

MediumChan Triglycerides.

SoyaBean Meal.

Colloidal Anhydros Silica.

6.2 Incompatibilities

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

6.3 Shelf-life

Shdf life of theveterinarymedicinalproductas padkagedfor sale 2 yeas

Shdf-life afterfirstopeningtheimmediatepackaging:28 days

Shdf life afterincorporationinto mealor pelletedfeed: 4 weeks(if stored below25°C)

6.4 Special precautionsfor storage

Storein adry place.
Storein the original container.
Protectfrom light.

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
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7TMARKETING AUTHORISATION HOLDER
Univet Ltd.

Tullyvin

Cootenill

Co. Cavan

Ireland

8 MARKETING AUTHORISATION NUMBER(S)
VPA 10990043/001

9 DATE OF THE FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:4t™" February2011
Dateof lastrenewal:4" Februay 2016

10 DATE OF REVISION OF THE TEXT

July 201¢
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