NMAPAPTHMA 1: SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE VETERINARY MEDICINAL PRODUCT
Tetroxy LA Injection 200mg/ml Solution for injection

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each ml contains:

Active substance:

Oxytetracycline 200mg

Excipients:

Quantitative composition if that information is
essential for proper administration of the
veterinary medicinal product

Qualitative composition of excipients and
other constituents

Povidone (K-17) 25.0mg
N-Methylpyrrolidone 370.0 mg
Sodium formaldehyde sulfoxylate 2.7mg

3. CLINICAL INFORMATION
3.1 Target species
Cattle, Sheep and Pigs.

3.2 Indications for use for each target species

Cattle, Sheep and Pigs:

The veterinary medicinal product 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.

3.3 Contraindications
Do not use in cats, dogs, horses and donkeys.
Do not use in sheep intended to be milked for human consumption.

3.4 Special warnings
Prolonged use of anti-infectives may result in super infection by non-susceptible organisms.

3.5 Special precautions for use

Special precautions for safe use in the target species:

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 about susceptibility of the target bacteria.

Special precautions to be taken by the person administering the veterinary medicinal product to animals:
Wash hands after use.
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.



Special precautions for the protection of the environment:
Any unused veterinary medicinal product or waste material derived from such veterinary medicinal
products should be disposed of in accordance with local requirements.

3.6 Adverse events
Cattle, Sheep and Pigs:

Undetermined frequency (cannot be estimated from the | Injection site reaction.’
available data)

"Transient

Reporting adverse events is important. It allows continuous safety monitoring of a veterinary medicinal
product. Reports should be sent, preferably via a veterinarian, to either the marketing authorisation
holder or its local representative or the national competent authority via the national reporting system.
See also section 16 of the package leaflet for respective contact details.

3.7 Use during preghancy, lactation or lay

Pregnancy and lactation:

The use of the veterinary medicinal product 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.

3.8 Interaction with other medicinal products and other forms of interaction

The veterinary medicinal product should not be diluted with solutions of calcium salts as this causes
precipitation.

3.9 Administration routes and dosage

The veterinary medicinal product is administered by deep intramuscular injection at the rate of 1 ml per

10kg bodyweight which is equivalent to 20mg Oxytetracycline per kg bodyweight.

Itis recommended that the following amounts of the veterinary medicinal product at one site should not
be exceeded:

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

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 The veterinary medicinal
product, one treatment is usually sufficient.

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

3.10 Symptoms of overdose (and where applicable, emergency procedures and antidotes)
Not relevant.



3.11 Special restrictions for use and special conditions for use, including restrictions on the use
of antimicrobial and antiparasitic veterinary medicinal products in order to limit the risk of
development of resistance

Not applicable.

3.12 Withdrawal periods

Cattle:

Meat and offal: 28 days.

Milk: 7 days. Milk may only be taken from the 15™ milking with a twice daily milking programme.

Sheep:
Meat and offal: 28 days.

Milk: Not authorised for use in sheep intended to produce milk for human consumption.

Pigs:
Meat and offal: 21 days.

4. PHARMACOLOGICAL INFORMATION
4.1 ATCvetcode:
QJO1AAO6

4.2 Pharmacodynamics

The veterinary medicinal product 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.

4.3 Pharmacokinetics

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.

5. PHARMACEUTICAL PARTICULARS

5.1 Major incompatibilities

The veterinary medicinal product should not be brought into contact with calcium solutions as this
causes precipitation.

5.2 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.

5.3 Special precautions for storage
Do not store above 25 °C.
Protect from light.



5.4 Nature and composition of immediate packaging
100 mlamber Type |l glass vials, fitted with bromobutyl rubber stoppers and sealed with plain aluminium
caps.

5.5 Special precautions for the disposal of unused veterinary medicinal products or waste
materials derived from the use of such products
Medicines should not be disposed of via wastewater or household waste.

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

Use take-back schemes for the disposal of any unused veterinary medicinal product or waste materials
derived thereof in accordance with local requirements and with any national collection systems
applicable to the veterinary medicinal product concerned.

6. NAME OF THE MARKETING AUTHORISATION HOLDER
Bimeda Animal Health Limited

7. MARKETING AUTHORISATION NUMBER(S)
10590

8. DATE OF FIRST AUTHORISATION
24/05/1986

9. DATE OF THE LAST REVISION OF THE SUMMARY OF THE PRODUCT CHARACTERISTICS
28/01/2025

10. CLASSIFICATION OF VETERINARY MEDICINAL PRODUCTS

Detailed information on this veterinary medicinal product is available in the Union Product Database
(https://medicines.health.europa.eu/veterinary)



https://medicines.health.europa.eu/veterinary

NMAPAPTHMA 2: MAHPO®OPIEZ MOY NPEMEI NA ANATPA®ONTAI 2TH EZQTEPIKH ZYZKEYAZIA/
ZYNAYAZMENH ENIZHMANZH KAl ®YAAO OAHTIQN XPHZHZ




NMAHPO®OPIEZ MOY TPEMNEI NA ANAIPA®ONTAI ZTHN EZQTEPIKH ZzYZKEYAZIA -
2YNAYAZMENH ENIZHMANZH KAl ®YAAO OAHIIOQN XPHZHZ

100 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

Tetroxy LA injection, Oxytetracycline 200 mg/ml, evéaio dlaAupa, Boosldn, Tipdpata Kat xoipot.

| 2. SYNOEZH

Kabe mlmeplexet:

ApaoTiko(d) cuotatiko(a):
Oxytetracycline 200mg/ml
N-peBuloTtuppoALdovn 370.0mg/ml

| 3. IYIKEYASIA

100 ml

| 4. EIAHZQON

Booe1dn, mpopata kat xoipot

5. OEPATMEYTIKEZ ENAEIZEIZ

OEPATEVUTIKEG EVIELEELG

Matn Beparteia kat Tov EAeyxo Twv acBevelwv og BOOELDH, TipOBATA KAL X0lpOoUg OL 0TtoileC TtPOKaAoUVTAL
f CUVBEOVTAL JE OPYAVIOHOUC EVAioBNTOUC OTNV OEUTETPAKUKAIVN:

Pasterella spp.

Salmonella spp.

Escherichia Coli

Listeria spp.

6. ANTENAEIZEIZ

Avtevdeigelg
Mn xopnyeite oe yatoug, akUAoUC, dAoya kat yaidouptla. Na pnv xpnotyoToleite o€ Ttpofata Tou To yaia
TOUC TtpoopideTal yia avBpwrivn Katavalwon.

7. EIAIKEZ MPOEIAOMOIHZEIZ

EW3kéG IPOELBOTIOLNCELG

Mapatetapévn xprion ¢apudkwy yla tnv Bepameia PHoAUVoEwV TBAVOV va €XEl WC ATIOTEAECHA
£MaKOA0LON Aoipwén amo opyaviopouc Ttou dev ival euaiodNToL TNV TETPAKUKALVN.
To mtpoiov dev pémel va dlaAveTtal pe dlaAvpata acBeatiou ylati mpokaAeitatl kabidnon.

[Saitepeg TpoduAa&elg Trou TtpeEMeL va Aapfavovtal amod To ATOUo TIoU Xopnyel To KTNVIATPKO dappa-
KEUTIKO TIpOLOV o€ dwa:

AT €pyacTnplaKEC PEAETEC OE KOUVEAIM Kal apoupaioug pe 1o €kdoxo N-peBulottuppoMddvn
TpoékuPav amodeIKTIKA oTolxeia epBpUOTOEIKWY eTidpdacewyv. Ol yuvaikeg oe avamapaywytki nAkia,
ol &yKUEC yuvaikeg 1 ol yuvaikeg yla TIc omoieg utdpxel umoia otL eival éykueg Ba Tpémel va
XPNOLHOTIOOUV TO KTNVIATPIKO PAPHAKEUTIKO TIPOIOV HE WBlaitepn TiPOCoXn, Wote va arnodelyeTal N
Tuxaia autogvean.

Konon kat yadouyia:

H Xprion tou KINviatplkoU ¢appPakeUTIKOU TPOoIoVToC Katd Tnv dLdpKeLd TNG avamtuéng Twy dovIlwy
ouptepAappBavovtag 1o teAeutaio otddlo EyKUPOOUVNG, UTTOPEL va TIPOKAAECEL ATIOXPWHATIOUO TWV
SoVTLWV.




H aoddiela tou KTNvaTplkol GpappakeuTIKoU TIPolovTog dev £XEL TEKUNPLWOEL og Booeldn, Tpopata Kat
xoipot katd tn dlapkela Tng KUNoNG, TNG yahouxiag, n o€ {wa Tou Tipoopidoval yla avamapaywyr. Aro
EPYAOTNPLAKEC HEAETEG OE KOUVEALO KAl apoupaioug pe To Ekdoxo N-peBuiotrtuppoAddvn Ttpogkuav
amodeIKTIKA aToLXEla EPPPUOTOEIKWY ETUOPACEWV. XPNOLHUOTIOROTE TO HOVO cUHdWVA E TNV EKTIPNON
odENoug/KvdUVoU amo Tov uTteBuUVO KTNviatpo.

8. ANEMIOYMHTEZ ENEPTEIEZ

AveTuOupunteg eVEPYELEQ
Oplopéveg dopég umopei va epdaviotel otov onpeio Tng Eveong TOTUKN avtidpaaon.

Booeldn, mpoBarta kat xoipot:

ATpoodilopLlotn cuxvoTnta (dev Umopei va ektiundeiano | Avtidpaon oto onueio tng éveonc’
ta SlaBEoiua 6edopEva)

' Napodikde

H avadopd avembuuntwv evepyslwv eival onuavikh. Empémnel tn ouvexn mapakoAolBnon tng
aoPAAELaC EVOC KTNVLATPLIKOU GapUaKEUTIKOU TIpoidvtog. Ol avadpopéc Ba TPETEL va amooTteAovTaL,
KATA TPOTiUNon HECW KINVIATPOU, €(T€ OTOV KATOXO TNG AdewaC KukAodopiag eite otov TOTUKO
QVTIITPOoWTIO TOU £ite oTNV appodia eBVIKA apxn HECW Tou eBViKoU cuothpatog avadopdc. Asite emtiong
TV evotTnTa 16 ToU GUAAOU 0BNYLWYV YIA TA AVTIOTOLXA GTOLXELd ETIKOWVWVIAG.

9. AOZOAOrlIATIA KAGE EIAOZ, OAOI KAI TPOMOZ XOPHIHzZHZ

Aocoloyia yia kabe £idog, 0doi Kal TpoTog Xoprnynong
To mtpoiov xopnyeital ye Babid evdopuikn Eyxuon.

Aocoloyia: Tmlava 10kg cwpatikol Bapoug, (looduvapo pe 20mg O&utetpakukAivng ava kg cwpatikol
Bdapoug).

Méylotoc OyKoGg £yxuong eTti evoc onueiou:

Booe1dn, mpoBata kat xoipot: 10ml

Xoipot katw amo 10kg, péyiotn doon Tml.

H dpaotikdtnta oto aipa dlatnpsital pExpL 72 wpec ota Booeldr Kal 48 WPEC OTOUC X0ipoug Kal ota
Tpopara.

10. OAHTIEZTIATH ZQ2TH XOPHIHzZH

Odnyieg ylia tn cwotn Xopriynon

NAOYW TNE Hakpag SpacTIkOTNTAC TOU GAPHAKOU WE oLVABWC Hia £yxuon ival apkeTh.
lMa va tetuxoupe ocwaotr) doocoAoyia pEmel va kabopidetal akplBwg To cwpatikod Bapoc.

11. XPONOOI ANAMONHz

Xpovol avapoving

Kpé€ag: Booeldn kat tpopata: Aev mpemel va opadovtal yla avepwrivn katavaAwon eviog 28 nuepuv
amno Tnv tTeAeutaia Beparmeia.

Xoipou: Aev mpémel va opadovtal yla avBpwrtvn Katavalworn eviog 21 nuepuwv amod tnv teAsutaia
Beparmeia.

aAa: To yaha Ttou Ttpoopidetal yia avlpwTiivn KatavaAwaon r yia Thv Kataokeur) Tuplou i ylaoupTiov 8ev
TIPETEL VA TIPOEPXETAL aTto {wa Ta oTtoia Bpiokovtal UTto Beparteia ) evtog 7 nUepWY PETA TNV Bepaneia.
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Ta yaAa pmopel povo va AndBei and 1o 150 dppeypa VOOUREVOU OTL N ayeAdada akoAouBel Ttpoypappa
appéypatoc dUo ¢popEg NUEPNCIWG. MnVv XPNOLUOTIOCETE TO TIPOLOV OE TiPORATA TTOU Ttapdyouv yaia yia
avBpuwrivn katavaiwon.

12.  1AIAITEPEZ MPO®YAAZEIZ KATA TH ®YAA=ZH TOY MPOIONTOZ

Idwaitepeg mpodpuAd&elg kata tn pUAagn Tou TPoIovVTog
Na pnv ¢uAdyetal oe Beppokpaacia dvw twy 25°C. Na ipootateletal amno 10 we.

Adpkela (wng: 3 xpovia
Na ¢puAdooetal o BEon, Tnv ottoia dev BAETIOUV Kat dev Tipoaeyyidouv ta TtadLd
Na pn xpnotJotoleital auto To KTNVIATPLKO GAPHAKEUTIKO TPOIOV HETA amo Thv nUEpoUnvia ARENG Ttou

avaypadetal otnv €TKETA PETA ouvtopoypadia nuepopnviag Anéswg AH=. H nuepopnvia Angewg
OUUTTITTTEL PE TNV TEAEUTAIA NUEPA TOU CUYKEKPLIEVOUL PAVA.

13. EIAIKEZ MPO®YAAZEIZ AlTOPPIWHZ

EwWdkég MpoduAagerg andpping

OL YN XPNOLHOTIOLNKEVOL TIEPLEKTEC KABWC Kal Ta UTIOAEIMaTd Toug TPETEL va artoppirttovtal cUpdwva
He TNV Loxlouaoa ToTIKH £BVIKN vopoBeaia.

14. TAZINOMHZH TQN KTHNIATPIKQN ®APMAKEYTIKQN MPOIONTQN

Ta&§vopnon Twv KTRVIATPIKWYVY GapHaKEUTIKWY T(POIOVIWY
ATIOKAELOTIKA Yla KTNVIATPLKNA XPHon.

15. APIOMOZ(OIl) AAEIAZ KYKNODOPIAZ KAI ZYZKEYAZIEZ

A.A.K Kdttpou: 10590

ZuoKevaoieg
MudaMwvo olaiido 100 ml.

16. HMEPOMHNIA THZ TEAEYTAIAZ ErKPIZHZ THZ ZYNAYAZMENHZ EMIZHMANZHZ KAl
DYANOY OAHIQN XPHZHZ

Huepopnvia tng teAeutaiag £yKpLong tTng cuvdUACHEVNG ETLONHAvong Kat pUAAOL 0dnyLwyv XpRong
28/01/2025

Netttopepeic MAnpodopieg yia o ev Adyw KTNVIATPLIKO GAPHAKEUTIKO TIpoioV ival dlabeoteg otn Bdon
dedopévwy e EE yia ta ktnviatpikd poiovta.

17. ZTOIXEIA EMIKOINQNIAZ

Ztolxeia eTukowvwviag

Katoyoc tng ddelac kukAodopiac:
Bimeda Animal Health Limited

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

Mapackeuaaotng LTELOUVOC YA TNV ATIEAEUOEPWOT TWYV TTAPTIOWV:
Labiana Life Sciences, S.A.

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

Tarrasa 08228

Barcelona, lomavia




Tormkol avTimpOowToL KAl oToLXeia EMKOWWVIAC yia TNV avadopd TBavoAoyoUHEVWY aVETUBUUNTWY
EVEPVELWV:

Panchris Feeds (Veterinary) Ltd

Blopnxavikn rteploxn Apadimmou,

T.© 40261 Adpvaka, Kuttpog

Na omtoladnmote ANPodopia OXETIKA HE TO TTAPOV KTNVIATPLIKO GAPUAKEUTIKO TTPOoloV, TTapakaAeioBe va
arneuBbuvBeite GTOV TOTIKO AVIUTPOCWTIO TOU KATOXOU TNG Adelag KukAodopiag.

‘ 18. AAAEZ NMAHPO®OPIEZ

‘ 19. OI AEZEIZ «<ANMOKAEIZTIKA T'A KTHNIATPIKH XPHZH»

ATIOKAELOTIKA yLa KTNVLIATPLKN XPNon.

‘ 20. HMEPOMHNIA AH=HZ

EXP {ufvac/étoc}
To TtpoioV TIPETEL VA XPNOLUOTIONOEL EVIOC 28 NUEPWV PETA TA TIPWTO AVOLYHM TNC CUOKELAGLAC.

MeTd To TIPWTO AVOLyHa XPRon EVIOG 28 NUEPWV.

‘ 21. APIGMOZ MNAPTIAAZ

Maptida {apBudcgt



