NAPAPTHMA 1: SUMMARY OF PRODUCT CHARACTERISTICS

1.

4.1

4.2

4.3

4.4

4.5

Name of the Veterinary Medicinal Product
TETROXY LA INJECTION
200mg/ml Solution for injection

Qualitative and Quantitative Composition
Active Substance

Oxytetracycline 200mg/ml
Excipients

Povidone (K-17) 25.0mg/ml
N-Methylpyrrolidone 370.0mg/ml

Sodium formaldehyde sulfoxylate 2.7mg/ml
For full list of excipients, see section 6.1

Pharmaceutical Form
Solution for injection.

CLINICAL PARTICULARS

Target Species
Cattle, Sheep and Pigs.

Indications for Use, Specifying the Target Species

Tetroxy L.A. is indicated in the treatment and control of diseases caused by or
associated with organisms sensitive to Oxytetracycline in cattle, sheep and pigs.
These include Pasteurella spp., Salmonella spp., Escherichia coli and Listeria spp.

Contra-indications
Do not use in cats, dogs, horses and donkeys.
Do not use in sheep intended to be milked for human consumption.

Special warnings for each target species
Prolonged use of anti-infectives may result in super infection by non-susceptible
organisms.

Special precautions for use

Special precautions for use in animals

Use of the product should be based on susceptibility testing of the bacteria isolated
from the animal. If this is not possible, therapy should be based on local
(regional,farm level) epidemiological information abut susceptibility of the target
bacteria.

Special precautions to be taken by person administering the product to

animals
Wash hands after use.
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4.6

4.7

4.8

4.9

4.10

411

Avoid contact with the eyes.

Laboratory studies in rabbits and rats with the excipient N-methyl pyrrolidone have
shown evidence of foetotoxic effects. Women of childbearing age, pregnant women
or women suspected of being pregnant should use the veterinary medicinal product
with serious caution to avoid accidental self-injection.

Adverse reactions (Frequency and Seriousness)
Occasional local reaction of a transient nature may occur at the site of injection.

Use During pregnancy, lactation or lay
The use of Tetroxy L.A. during the period of tooth development including late
pregnancy, may lead to tooth discolouration.

The safety of the veterinary medicinal product has not been established in cattle,
sheep and pigs during pregnancy, lactation or in animals intended for breeding.
Laboratory studies in rabbits and rats with the excipient N-methyl pyrrolidone have
shown evidence of foetotoxic effects. Use only according to the benefit-risk
assessment by the responsible veterinarian.

Interaction with other medical products and other forms of interactions
Tetroxy L.A. should not be diluted with solutions of calcium salts as this causes
precipitation.

Amounts to be administered and administration route
Tetroxy L.A. is administered by deep intramuscular injection at the rate of 1 ml per
10kg bodyweight which is equivalent to 20mg Oxytetracycline per kg bodyweight.

It is recommended that the following amounts of Tetroxy L.A. at one site should not
be exceeded:

Cattle, Sheep and Pigs 10ml
Pigs under 10kg maximum dose of 1ml

Effective blood levels are maintained for up to 72 hours in cattle and 48 hours in
pigs and sheep.

Because of the sustained blood levels attained at the above dosage rates with
Tetroxy L.A., one treatment is usually sufficient.

To ensure a correct dosage, bodyweight should be determined as accurately as
possible.

Overdose (symptoms, emergency procedures, antidotes), if necessary
Not relevant.

Withdrawal Periods

Meat withdrawal time:

Cattle and sheep for human consumption should not be slaughtered within 28 days
of treatment.
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5.1

5.2

6.2

6.3

Pigs for human consumption should not be slaughtered within 21 days of treatment.

Milk withdrawal time:

Milk intended for human consumption or the manufacture of cheese and yoghurt
may not be drawn from treated animals for 7 days after treatment. Milk may only be
taken from the 15" milking with a twice daily milking programme. Do not use in
sheep intended to be milked for human consumption.

PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES
Pharmacotherapeutic group:Tetracyclines
ATC vet cde: QJO1 AAO6

Pharmacodynamic properties

Tetroxy L.A. is a multidose injection product containing Oxytetracycline Dihydrate
Ph. Eur. equivalent to 200 mg Oxytetracycline per ml as a magnesium complex.
Oxytetracycline is a broad spectrum antibiotic of the tetracycline group. The drug
was discovered in the 1950's. It is derived from a soil mould, Actinomyces rimosus.
Oxytetracycline is bacteriostatic at therapeutic concentration but may be
bactericidal at higher concentrations.

The mode of action of Oxytetracycline and other tetracyclines involves interference
with protein and RNA synthesis in the growing and reproducing bacterial cell.

Pharmacokinetic properties

The product is long acting and is intended to be administered as a single dose
which will maintain therapeutic blood levels for up to three days.

Long acting antibiotic preparations are not only convenient but may also provide
more constant blood and tissue drug concentrations by avoiding the peaks and
troughs associated with conventional administration. Another important advantage
is avoidance of the stress and irritation to the animals of repeated injection.

PHARMACEUTICAL PARTICULARS
List of excipients

Heavy Magnesium Oxide

Sodium formaldehyde sulfoxylate
Monoethanolamine

Hydrochloric Acid

Povidone K17

N-Methyl pyrrolidone

Water for Injection

Incompatibilities
Tetroxy L.A. should not be brought into contact with calcium solutions as this
causes precipitation.

Shelf Life
Shelf life of the veterinary medicinal product as packaged for sale: 3 years.
Shelf life after first opening the immediate packaging: 28 days.
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6.4

6.5

6.6

10.

Special Precautions for Storage
Do not store above 25°C. Protect from light.

Nature and composition of immediate packaging
100 ml amber Type Il glass vials, fitted with bromobutyl rubber stoppers and sealed
with plain aluminium caps.

Special Precautions for the Disposal of Unused Medicinal Product or Waste
Materials, if any

Any unused veterinary medicinal product or waste material derived from such
veterinary medicinal products should be disposed of in accordance with local
requirements.

MARKETING AUTHORISATION HOLDER
Bimeda Animal Health Limited

2, 3 & 4 Airton Close,

Tallaght, Dublin 24, Ireland

MARKETING AUTHORISATION NUMBER
10590

DATE OF FIRST AUTHORISATION/RENEWAL OF AUTHORISATION
24/5/1986, 23/5/2006

DATE OF REVISION OF THE TEXT
27/11/2023
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NMAPAPTHMA 2: NAHPO®OPIEZ MOY MPEMEI NA ANATPA®ONTAI 2TH EZQTEPIKH
ZYZKEYAZIA/ NAHPO®OPIEZ NOY MPEMEI NA ANATPA®ONTAI 2TH ZTOIXEIQAH
ZYZKEYAZIA

1.ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ THZ
AAEIAZ MAPAIQIrHz rnoy EINAI YIIEYOYNOZ IN'A THN AMNMOAEZMEYZH MNMAPTIAQN
ZTON EOX, EQOZON EINAI AIA®OPETIKOI

Kdrtoxo¢ Tn¢ adelac KUKAoQopiac:
Bimeda Animal Health Limited

2, 3 & 4 Airton Close, Tallaght,
Dublin 24,

lpAavdia

MNapaywydc utteUBuvoC via TNV atTeAsUBEPWOoN TWV TTAPTIOWV:
Labiana Life Sciences, S.A.

C/Venus, 26, Pol. Ind. Can Parellada

Tarrasa 08228

Barcelona, lotravia

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ

Tetroxy LA injection, Oxytetracycline 200 mg/ml, evéoiyo didAupa, Booeldr}, TTpofarta Kal
XO0ipol.

3.0APMAKOTEXNIKH MOP®H

Evéoiuo didAuua

4. ZYNOEZH ZE APAXITIKO(A) ZYZTATIKO(A) KAl AAAEZ OYZIEX
KaBe ml mrepiéxel:

ApaoTIKO(G) ouoTaTIKO(A):

Oxytetracycline 200mg/ml

N-ueBuAoTTuppoAIdSVN 370.0mg/ml

4. ENAEIZH(EIZ)

MNa ™ BepaTreia kKal Tov EAeyX0 TwWv acBevelwv o€ Booeldr), TTPORATA Kal X0ipoug Ol OTTOIEG
TTPOKAAOUVTAI 1] CUVOEOVTAI E OPYAVIOUOUG EUaiocONTOUG OTNV OEUTETPAKUKAIVN:
Pasterella spp.

Salmonella spp.

Escherichia Coli

Listeria spp.

5. ANTENAEIZEIZ

Mn xopnyeite o€ yaToug, OKUAoug, GAoya kal yaidoupia. Na upnv XpnoIUOTIOIEITE O€
TTPORATA TTOU TO YAAQ TOUG TTPOOPICETAI VIO AVOPWTTIVI KATAVAAWOT.
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6. ANEMIOYMHTEZ ENEPTEIEZ

Opiopéveg QOPEC UTTOPET VO EPPAVIOTEI OTOV ONUEIO TNG éveEonG TOTTIKY avTidpaon.

7. EIAH ZQQN

Boos1dr), rpépata kai Xoipol

8. AOZOAOrIAT'IA KAGE EIAOZ, TPOMNOZ KAI OAOZ(Ol) XOPHIMHZHZ

To 1Tpoidv xopnyeital ye Babid evOopuiKA £yxuon.

Aocoloyia: 1ml ava 10kg cwpaTtikou Bdpoug, (Icoduvapo pe 20mg  OLuTETPAKUKAIVNG
ava kg cwuatikou BAapoug).

MEyIo0TOG OYKOG £yXUONG ETTi EVOG ONUEiou:
Boog1dn, pépata kai xoipor: 10ml
Xoipol katw atd 10kg, yéyiotn d6on 1ml

H dpaoTikOTNTA OTO aipa dlatnpeital PéXpl 72 wpeg ota Boocldr) Kal 48 wWpeg OTOUG
X0ipoug kai oTa TTpoépaTa.

ASYw TNG HAKPAG dPACTIKAOTNTAG TOU PAPHAKOU WG CUVABWG Pia €yXuon €ival apKeTH.

MNa va TeTuxoupe owaTr doooAoyia TTPETTEI va KaBopileTal akpIBws TO CWHATIKG BApPOG.

9. XPONOZ ANAMONHZ

Kpéag:

Booeidy kal rpopara: Agv TTPETTEI va o@AdovTal yia avlpwTrivn KatavaAwon eviég 28
NUEPWYV aTtrd TNV TEAEUTaia BepaTreia.

Xoipor: Aev TTpétrel va o@AadovTal yia avBpwTrivn KaTtavaAwaon eviog 21 nuepwy atmmo TV
TeAeuTaia Beparreia.

MaAa:

To yaAa TTOU TTPOOPICETAI YIa AvOPWTTIVA KATAVAAWGON 1 YIO TNV KATOOKEUR Tuplou N
ylaoupTIOU OeV TTPETTEI va TTPOEPXETAI aTTO {Wa Ta OTToia BpiokovTal uTTd BeparTreia ) eviog
7 nUEPWV PETA TNV Beparreia.

Ta yaAa utropei uévo va AneBei atrd 1o 15° dpueypa vooupévou 0TI n ayeAada akoAoubei
TTPOYPOUUA OPUEYHATOG OUO QOPEC NUEPNCIWG. Mnv xpnoIYOTIOINCETE TO TTIPOIOV OfF
TTPORATA TTOU TTapdAyouVv YAAa yia avlpwTrivn KatavaAwaon.

10. EIAIKEXZ £YNOHKEZXZ AIATHPHZHX
Na punv QuAdyetal o€ Beppokpaaia dvw Twv 25°C. Na TTpooTaTeUeTal AT TO QUWCG.

Aidpkela Cwng: 3 xpovia

To Tpoidv TIPETTEI va XPNnOoIYoTroiNdei eviog 28 nuepwv META Ta TTPWTO AvOolyua TNG
OUOKEUQOIAG.

Na euAdooetal og Béon, TNV oTTroia dev BAETTOUV Kal dev TTpooeyyifouv Ta TTaIdIA.
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12. EIAIKH(EZ) MPOEIAOMOIHEH(EIZ)

MapaTteTapévn XPNon QAapuakwy yia Tnv Bepatreia JoAUvoewv mOavov va €Xel WG
atmoTéAEOpa  €TTAKOAOUON Aoipwén atrd opyaviopyoug TTou dev gival guaiocbntol oTnv
TETPAKUKAIVN.

To 1Tpoidv dev TTpETTEl va OIaAUETAI e DIaAUPATA aoBeoTiou yiaTi TTPOKAAEiTal KaBi¢non.

IS10iTEPEC TTPOQUAGEEIC TTou TTPETTEl VA AapBdvovtal atmd To AToPo TTOU XOPNVEi TO
KTNVIATPIKO QOPUA-KEUTIKO TTPOIOV o€ {wa:

ATIO  epyaoTnploKEG MEAETEG O€  KOUVEAID Kal  apoupaioug pe TO €kdoxo N-
MEBUAOTTUPPOAIBOVN TTPOEKUWAV OTTODEIKTIKA OToIXEia €uBpuoTOgIkKWY emdpdoewy. Ol
YUVQIKEG O€ avaTTapaywyikr NAIKiQ, Ol €YKUEG YUVAIKEG 1] Ol YUVAIKEG YIQ TIG OTTOIEG UTTAPXEI
utTowia OTI gival €yKueg Ba TTPETTEI va XPNOIUOTTOIOUV TO KTNVIATPIKO QAPHAKEUTIKO TTPOIOV
ME 101aiTEPN TTPOCOXI], WOTE VA ATTOPEUYETAI N TUXAIO AUTOEVEDN.

Kunon kal yaAouyia:

H xprion Ttou ‘Tetroxy L.A’ katrd Tnv Oidpkeia TG QvATITUENG Twv  OOVTIWV
ouptrepINaPBAvovTag To  TEAEUTAiO OTAdIO  EYKUPOOUVNG, MTTOPEI VO  TTPOKAAECEI
ATTOXPWHATIOHO TwV dOVTIWV.

H ac@daA&ia Tou KTNVIOTPIKOU QOPUAKEUTIKOU TTPOIOVTOG Oev €XEl TEKUNPIWOEI 0 BooEIdn,
TPORATA Kal Xoipoug Katd Tn OIAPKEId TNG KUNONG, TNG yaAouyiag, i oe (wa Trou
TTPoopifovTal yIa avatTrapaywyr. ATTO epyacTnPIaKEG HEAETEG O€ KOUVEAIQ KAl apoupaioug
ME TO €kOOXO N-peBUAOTTUPPOAIDSOVN TTPOEKUWAV OTTODEIKTIKA OTOIXEIA EUPRPUOTOEIKWV
EMOPACEWY. XPNOIUOTIOINOTE TO JOVO CUPPWVA HPE TNV EKTIUNON o@EAOUG/KIVOUVOU aTTd
TOV UTTEUBUVO KTNViaTPO.

13. EIAIKEZ TPOO®YAAZEIX ANOPPIYHX ENOX XPHZIIMOMNOIHOENTOZXZ
KTHNIATPIKOY ®APMAKEYTIKOY T[POIONTOX 'H AAAQN YAIKQN TMOY
MPOEPXONTAI ANO TH XPHZH TOY NMPOIONTOZ, AN YIMAPXOYN

Ol PN XPNOIYOTTOINUEVOI  TTEPIEKTEG KOBWC KOl TA  UTTOAEIMUATA TOUG TIPETTEI va
QATTOPPITITOVTAI CUN@PWVA WE TNV IoXUoUCa TOTTIKY €BVIKI vouoBeaia.

ATTOKAEIOTIKA yIO KTNVIATPIKN XPHON.

14. HMEPOMHNIA THZ TEAEYTAIAZ ErKPIZHZ TOY ®YAAOY OAHINQN XPHZEQZ
27/11/2023.

15. AAAEZ NAHPOO®OPIEZ
2UOKEUAOieG: ZKoupdxpwua YudAiva o@lalidia Tutou |l Twv 100ml, o@payiouéva ue
eAAOTIKO TTWPA aTTd BPWHUORBOUTUAIO KOl KOAUMMPEVA UE AAOUIVIO.

lNa otroladATTIOTE TTANPOPOPIa OXETIKA ME TO TTAPOV KTNVIATPIKO QPAPHAKEUTIKO TTPOIOV,
TTOPAKOAEIOBE va atmeuBuvBeiTe OTOV TOTTIKO QVTITIPOOWTIO TOU KaATOXoUu TnG Adeiag
KUKAOQOPIagG:

Panchris Feeds (Veterinary) Ltd

Biounxavikn epioxny Apaditrirou,
T.0 40261 Ndpvaka, Kutrpog.
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A.A.K Kutrpou: 10590
Hu. Afgng:
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