MAPAPTHMA 1: NEPIAHWYH TQN XAPAKTHPIZTIKQN TOY NPOIONTOZ

SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE VETERINARY MEDICINAL PRODUCT
Fatroximin Dry Cow, 100 mg/5 ml intramammary ointment for cows and buffalo cows.

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each 5-ml syringe contains:

ApaoTikKé CUOTATIKO:
rifaximin...........coons 100 mg

Excipients:

Qualitative composition of excipients
and other constituents

Glycerides of palmitic and stearic acid

Polyoxyl-12-cetostearyl ether

Liquid paraffin

Homogeneous ointment of a reddish-orange colour.

3.  CLINICAL INFORMATION
3.1. Target species
Cattle and buffalo (dry cow).

3.2. Indications for use for each target species

The veterinary medicinal product is indicated at drying off of the animal for:
. therapy of subclinical mastitis
. prevention of new infections during the dry period
. prevention of acute mastitis which may arise at parturition due to pathogens sensitive to
rifaximin, in particular: Staphylococcus aureus (included penicillin-resistant strains)
Streptococcus agalactiae, Streptococcus dysgalactiae, Streptococcus uberis, Trueperella
(Actinomyces) pyogenes.

3.3. Contraindications
Do not use in case of hypersensitivity to the active substance or to any of the excipients.

3.4. Special warnings
None.

3.5 Special precautions for use

Special precautions for safe use in the target species:

Use of the product should be based on identification and susceptibility testing of the target
pathogen(s). If this is not possible, therapy should be based on epidemiological information
and knowledge of susceptibility of the target pathogens at farm level, or at local/regional level.
Use of the product should be in accordance with official, national and regional antimicrobial
policies.

Improper use of the product can lead to an increase in the incidence of bacteria resistant to
rifaximin.

Special attention should be given to improving management procedures in the rearing
establishment, to avoid any stressing conditions for the animals.
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Repeated or protracted use of rifaximin should be avoided, improving management and
disinfection procedures.

Special precautions to be taken by the person administering the veterinary medicinal product
to animals:

People with known hypersensitivity to rifaximin or to other ansamycins should avoid contact
with the veterinary medicinal product.

In case of accidental contact, carefully wash the hands and other skin areas involved.

In case of accidental contact with the eyes or mucosae, rinse immediately with plenty of water
and for a good length of time.

Special precautions for the protection of the environment:
Not applicable.

3.6. Adverse event
Cattle and buffalo (dry cow):

None known.

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 the package leaflet for respective contact details.

3.7. Use during pregnancy, lactation or lay

Pregnancy and lactation:

The veterinary medicinal product is intended for dry cows and therefore, in most cases,
pregnant cows.

3.8. Interaction with other medicinal products and other forms of interaction
None known.

3.9. Administration routes and dosage
Intramammary use.

One intramammary syringe of the veterinary medicinal product, equivalent to 100 mg of
rifaximin per mammary quarter, after the last milking.

Milk and drip off each mammary quarter, then clean and disinfect the teats (in particular the
orifice) with a suitable preparation. Remove the protection from the cannula of the
intramammary syringe for partial insertion while, for complete administration, it is necessary to
also remove the "partial-insertion adaptor”. Introduce the cannula into the teat duct and inject
the entire contents of the intramammary syringe. Withdraw the cannula, grip the end of the teat
with the fingers of one hand and, with the thumb and index finger of the other hand, push the
product contained in the teat duct delicately upwards.

Then massage the quarter delicately with both hands, always pushing upwards to spread the
product uniformly throughout the cistern.

It is available in intramammary syringes with the “Twinsert” system.

The “Twinsert” system permits both partial and complete insertion of the syringe cannula of
the intramammary syringe into the teat canal, according to operating requirements.
Antimastitic treatment through partial insertion of the cannula in the teat canal permits a notable
reduction in the onset of new udder infections.

Complete insertion of the cannula dilates the teat sphincter, facilitating entry of bacteria and,
at the same time, it may transport the bacteria present in the keratin layer covering the teat
duct directly into the teat cistern. With partial insertion, the cannula (which enters in the teat
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canal only a few millimetres) avoids dilatation of the sphincter, the destruction of the keratin
layer and also deposits the antibiotic along the teat canal.

In very agitated cows, when there are lesions to the teat or in other special situations, complete
insertion of the cannula may be simpler.
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3.10. Symptoms of overdose (and where applicable, emergency procedures and
antidotes)
No effects due to overdose have been reported.

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 and buffalo (dry cow):

Meat and offal: zero days.

Do not use the udders of treated animals for food purposes.

Milk: zero hours (zero milkings) after calving if the dry period is equal or longer than 49 days,
49 days after treatment if the dry period is shorter than 49 days.

4. PHARMACOLOGICAL
4.1 ATCvet code: QJ51XX01

4.2. Pharmacodynamics

The veterinary medicinal product is a preparation based on rifaximin, a synthetic antibiotic
belonging to the ansamycin family.

The mechanism of action of rifaximin involves interaction with DNA-dependent RNA
polymerase, with consequent block of protein synthesis.

The spectrum of action of rifaximin includes the principal bacteria responsible for bovine
mastitis:  Staphylococcus aureus (included penicillin-resistant strains) Streptococcus
agalactiae, Streptococcus dysgalactiae, Streptococcus uberis, Trueperella (Actinomyces)
pyogenes.
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4.3. Pharmacokinetics

The pharmacokinetic studies performed demonstrate virtually zero passage through the
intramammary epithelium, thus permitting excellent availability of rifaximin in the treated
quarter.

5.  PHARMACEUTICAL PARTICULARS
5.1. Major incompatibilities
None known.

5.2 Shelf life
Shelf life of the veterinary medicinal product as packaged for sale: 3 years.

5.3. Special precautions for storage
Store below 25°C. Protect from light.

5.4. Nature and composition of immediate packaging
5-ml polyethylene intramammary syringes.

Package sizes:
Box containing 4x5 ml “Twinsert” intramammary syringes
Box containing 12x5 ml “Twinsert” intramammary syringes

Not all pack sizes may be marketed.

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.

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
FATRO S.p.A.

7. MARKETING AUTHORISATION NUMBER(S)
M.A. NUMBER CYPRUS: CY00078V

8. DATE OF FIRST AUTHORISATION
Date of first authorisation: 30/04/2004

9. DATE OF THE LAST REVISION OF THE SUMMARY OF THE PRODUCT
CHARACTERISTICS
07/06/2024

10. CLASSIFICATION OF VETERINARY MEDICINAL PRODUCTS
Veterinary medicinal product subject to prescription.

Detailed information on this veterinary medicinal product is available in the Union Product
Database (https://medicines.health.europa.eu/veterinary).
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NAPAPTHMA II: ENIZHMANZH KAl ®YAAO OAHINQN XPHZHZ

A. ENIZHMANZH

5/13



NAHPO®OPIEZ NOY MNPEMNEI NA ANATPA®ONTAI ZTHN EEQTEPIKH ZYZKEYAZIA

Kouti rou trepiéxel 4 oupiyyeg “Twinsert” Twv 5 ml
Kourti mou mrepiéxel 12 olpiyyeg “Twinsert” Twv 5 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX

Fatroximin Dry Cow, 100mg/5ml evdouaoTikf aAoipn yia ayeAades kai BouBdAia.

[ 2. IYNGEZH IE APAZITIKH(EZ) OYZIA(EZ)

Kdbe oupiyya Twv 5 ml mepiéxel:
rifaximin 100 mg

3. ZYZKEYASIA

4 ouplyyeg “Twinsert” Twv 5ml
12 oUpiyyeg “Twinsert” Twv 5ml

| 4. EIAOZ(H) ZQOY(QN)

Booeidn kai BouBdhia (Enpdg trepiddou).

| 5. ENAEIZEIS

‘ 6. OAOI XOPHIHZHZ

MNa evdopaoTikh XPAON.

‘ 7. XPONOI ANAMONHZ

Xpbvog avapovig:
Booeidn kai BouBdhia (Enpdg repiddou):

Kpéag kai edwdlipol 10Toi: undEV NUEPES

Na pnv xpnoiyoTroloUvTal ol aoToi Twv (Wwwv TTou UTToAaAAovTal o€ Bepartreia yia avopwITivn

KatavaAwon.

FaAa: pndév wpeg (UNdEv apuéyuarta) JETA TOV TOKETO, €AV n TTEPiIodOG Enpaaiag ival ion N

peyaAUTepn atTd 49 nuépeg,
49 nuépeg petd Tn Bepartreia edv n TTepiodog Enpaciag gival HIKPOTEPN aTTd 49 NUEPEG.

‘ 8. HMEPOMHNIA AH=HZ

Exp {up/eeee}

‘ 9. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

Na euAdooeTtal o€ Beppokpaaia PIKpOTEPN Twv 25 °C.
Na puAdooeTal TTPOCTATEUUEVO ATTO TO PUIG.

‘ 10. OI AEZEIZ «AIABAZTE TO ®YAAO OAHINQN XPHZHZ MPIN ANO TH XPHZH»

AlaBdaoTe T0 UANO 0dNyIWY XPAOoNG TTPIV aTTd TN XPAHON.

‘ 11. Ol AEZEIZ «<ATNOKAEIZTIKA I' A KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA yIa KTNVIATPIKA XPAOTN.

MPOZEITIZOYN TA MNAIAIA»

12. Ol AEZEIZ «<NA ®YAAZZIETAI ZE OEZH, THN OIOIA AEN BAEMNOYN KAI AEN

Na euAdooetal o€ Béan, Tnv oTToia dev BAETTOUV Kal Ogv TTpoaeyyiCouv Ta TTaIdIA.
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‘ 13. ONOMA TOY KATOXOY THZ AAEIAZ KYKAODOPIAZ

FATRO S.p.A.

‘ 14. APIOMOI AAEIAZ KYKAO®OPIAZ

A.AK.: CY00078V

‘ 15. APIOMOZ MNMAPTIAAZ

Lot {apiBudéc}
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EAAXIZTEZ ENAEIZEIZ NMOY MPEMNEI NA ANATPA®ONTAI 2TIZ MIKPEZ ZTOIXEIQAEIZ
ZYZKEYAZIEX
5 ml evdopaoTik oUplyya

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX

Fatroximin Dry Cow

‘ 2.  NOZOTIKA ZTOIXEIA TQON APAZTIKQN OYZIQN

KdaBe aupiyya Twv 5 ml mrepi€xel pigagiuivn 100 mg

‘ 3. APIOMOZ MNAPTIAAZ

Lot {apiBuéc}

‘ 4. HMEPOMHNIA AH=HZ

Exp. {up/ecee}
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B. ®YAAO OAHIQN XPHZHZ
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®YAAO OAHINQN XPHZHZ

1. Ovopacia TOu KTNVIATPIKOU PAPHAKEUTIKOU TTPOIOVTOG
Fatroximin Dry Cow, 100mg/5ml evdouaoTiKA aAoipn yia ayeAadeg kai BoudaAia.

2. 2uvleon
KdaBe aupiyya Twv 5ml epI€xeL:

Evepyo6 ocuoTaTIKO:
Pipagipivn 100 mg

Opoloyevig aloi@r] KOKKIVOTTOPTOKAAI XpUHATOG.

3. Eidn {wwv
Booeidn kai BouBdhia (Enpdag trepiddou).

4. OeparmreuTikég evOEieIg

To KTAVIATPIKO QAPUAKEUTIKO TTPOIGV £VOEIKVUTAI OTAV ENPA TTEPIODO YIa:

- Ogpartreia UTTOKAIVIKAG HAOTITIOAG.

- MpdANWN VEwvV AOINWEEWY KATA TNV ENpd TTEPindO.

- MpoAnwn o&ciag paoTiTidag N oTToia PTTOPEI VO TTPOKANBEI aTTd TOV TOKETO, TTOU OPEIAETAI €
TTaBoyevr] euaicbnta otn pigadipyivn Paxktnpidia ouykekpipgéva: Staphylococcus aureus
(ouutrepihapBavouévwv OTEAEXWV guaioBnTwy oTnv TTevIKIAivn), Streptococcus agalactiae,
Streptococcus dysgalactiae, Streptococcus uberis, Trueperella (Actinomyces) pyogenes.

5. Avrevoeideig
Na pnv XPNOIYOTIOIEITAI OTNV TTEPITITWON  UTTEPEVaIoBNnaiag oto dpacTikd cuoTaTIKO i O¢
KAT1ToI10 a1TO Ta €KdOXA.

6. E181kég TTpO€ISOTTOINOEIG
E18IKEC TTPOEISOTTOINTEIC:
Kauia.

[S1aiTEPEC TTPOQUAGEEIS VIO TNV a0@AAA Xprion oTa €idn {wwv:

H xpAon Tou TTpoidvtog Ba TpéTTel va BacifeTal o€ OKIYA TAUTOTTOINONG KAl EUaIoBnaiag Twv
Baktnpiwv oTtéxwv. Edv autd dev cival €@iktd, n Bepatreia Ba mpétmel va Baoiletal o€
emdnuioAoyikd dedopéva Kal yvwon TnG euaiocbnoiog Twv BakTnpiwv oTOXwWvV OE ETTITTESO
EKTPOPNG 1 TNG TTEPIOXNG.

Oa mpémel va Aaufdvovtal uTTOWIV ETTIONUEG Kal TOTTIKEG 0Onyieg yia Tn XpAon Twv
QVTIMIKPOBIAKWY oUaIwy OTav XPNOCIUOTTOIEITAI TO TTPOIOV.

AKaTdAANAN xpAon Tou TTPoidvTog WTTopEl va odnynoel o€ augnon Tng ePPAvIoNG Twv
BakTnp1diwv TTOU gival avOeKTIKA OTNV PIQASIMivVN.

IS1aiTepn TTpocOXA TTPETTEI va B0BEi TN BeATIWON TwV dIadIKaaIwy dIaxEipIoNg OTA UTTOOTATIKA
WwaoTE va atroPeuxBoUlv ouvBnikeg kaTtattévnong oTta {wa.

H emavelAnuuévn n mmaparetapévn xpnon tng pieadiyivng 6a mpétmel va atmo@eUyeTal,
BeATiLvovTag TIG dladIkaoieg dlaXEipIONG Kal ATTOAUPAVONG.

IS1aiTEPEC TTPOQUAGEEIC TTOU TTRETTEI VO AapBdvovTal atTd TO ATOUO TTOU XOPNYEI TO KTNVIATPIKG
QAPUOKEUTIKO TTPOIOV 0€ wa:

Atopa pe yvwoTh uttepeuaicdbnoia otn pipadipivn 1 o€ GANEG QVOOQMPUKIVEG TTPETTEI va
ATTOPEUYOUV TNV ETTAPHA PE TO KTAVIATPIKO QAPUAKEUTIKO TTPOIOV.

2TNV TTEPITITWON TUXAIOG ETTAPNAG, TTAUVETE Ta XEPIa | AAAG PépN TOU CWHPOTOG TToU pBav o€
ETTAQN ME VEPO.

2TNV TTEPITITWON TUXAIOG ETTAPAG ME Ta PATIO 1) TOUG BAevvoydvoug, EETTAUVETE YIa QPKETH wpa
ME apBovo vepo.
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[S1aiTEPEC TTPOQUAGEEIC yIa TNV TTpoaTagia Tou TTepIBGAAovTOoC:
Agv 10XUEL.

Eykupoouvn kai yaAouxia:
To KTNVIATPIKO QAPUAKEUTIKO TTPOidV TTpoopileTal yia Booeidr) kal BouBdalia Enpdg trepiddou
KAl w¢ €K TOUTOU, OTIG TTEPICOOTEPEG TTEPITITWOEIG, YVIA EYKUES ayeAADEG.

AMDNAeTTiOpaon ye GAAA QAPUOKEUTIKA TTPOIOVTA Kal AANEC Hop@EC aAANAeTTIOpAONC:
Agv gival yvwoThA Kapia.

YmrepdoooAoyia:
Aev éxouv ava@epBei CUPTTTWPOTA PHETA aTTO UTTEPDOCOAOYIQ.

Ei101Koi TTeplopiouoi xpnong Kai £101KEC ouvOnKee xprionc:
Agv 10XUEL.

KUplec aouuBatdtnTeC:
Kapia yvwoTh.

7. AvemOiunTta cuppdavra
Booeidn kai BouBdhia (Enpdag trepiddou):

Kaveig dev EEpel.

H avagopd avemBuunTtwy cupBdaviwy cival onuavTikr. ETTITPETTEl TN ouveXr TTapakoAouBbnon
TNG A0QPAAEING VOGS TTPOIOVTOG. EAv TTapaTnpACETE OTTOIAOATTOTE AVETTIOUUNTN EVEPYEIQ, OKOUA
Kal av Ogv avaQEPETAl OTO €0WKAEIOTO QUAAO 0dnyIwv Xpriong n au@IBAAAETE yia TNV
ATTOTEAEOUATIKOTNTA TOU QPAPHAKOU, TTOPAKOAEIOOE va €ETTIKOIVWVACETE, KATOPXAG, UE TOV
KTnviatpd oag. MTTopeite €1miong va ava@EpeTe OTTOINdATTOTE QVETTIBUUNTA CUUBAVTA OToV
KATtoxo Tng Adelag KUKAO@opiag rj oTov TOTTKG avTITTpOOWTTO TOU KATOXOU TnG Adelng
KUKAOQOPIAG XpNOIYOTTOIWVTAG TA OTOIXEIQ ETTIKOIVWVIOG 0TO TEAOG aUTOU TOU GUAAOU 0dNYyIWV
XPAOoNG, N HEOW Tou €BVIKOU 0OG CUCTHHUATOG avapopdg:
http://www.moa.gov.cy/moa/vs/vs.nsf

8. Aoocoloyia yia k&8¢ gidog, TpOTTOG KOl 060i XopRynong
EvdopaaoTikr) 006g¢.

Mia evdopaOoTIKI) oUPIYYa TOU KTNVIOTPIKOU (QAPHOKEUTIKOU TTPOIOVTOG Icoduvapei pe 100mg
PIQAEIYIVN VIO KABE PHACTIKO TETAPTANOPIO, META ATTO TOV TEAEUTAIO ATTOYOAOQKTIONS OTNV EnNpd
TTepiodo.

ApPEETE KABE TETAPTANOPIO HEXPI TNV TTARPN Kévwan Tou. O1 BnAég kal (1I8iaiTepa TO Avolyua
NG OnAng) mpémmel va kabapifovral Kal va armoAupaivovTal Pe €va KATAAANAO TTPOoidv.
AQQIpECTE TO TTPOOTATEUTIKO KAAUPPA a1Td TNV KAVOUAQ Tou cwAnvapiou Tng ouUplyyag yia
MEPIKN €lI0aywyn evw yia TTAAPN €I00ywyn €ival amapaitnTto va a@aipeital n ac@daAcia.
Eioayetal Tnv KdvouAa oTov TTOPO TNG BNARG TOU HaoTOU Kal yXUOTE OAOKANPO TO TTEPIEXOUEVO
TOu owAnvapiou TIG oUplyyas. ApaipéoTte Tnv KAvoula, mdoTe TNV dkpn NS BnAAS e Ta
OAKTUAQ TOU €VOG XEPIOU KAl JE TOV AVTIXEIPA KAl TOV BEIKTN TOu AAAOU XepIoU wBNOTE TO TTPOIGV
TTOU TTEPIEXETAI OTOV TTOPO TNG ONAAG Tou paoToU atraAd TTpog Ta TTavw. Katdtiv KavTe Jaodd
OTO TETAPTNHOPIO ATTAAG Kal PE Ta U0 XEPIA, HE TUVEXH Kivnaon TTPOG Ta TTAVW YIa va dlaxuBei
TO TTPOIGV opoIdpopPa o€ GAO TOV POOTO.

9. Odnyigg yia Tn CWOTH XopRynon

H ouUpiyya cival epodiacpévn pe 1o ouotnua (Twinsert) To OTTOI0 ETMITPETTEI HEPIKA EI0QYWYNA
NG KAVOUAQG aTToQeUyovTag €101 PEYAAN OIOCTOAN TOU OQIYKTAPA KOBWG £TTionNg €4v O
XEIPIOTAG TO €TTIBUEI Kal OAIKA €l0aywyr TNG KAVOUAQG.
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H pepikn eicaywyn TnG KAvouAag péoa oTnv BnAR €mTPETTEN TNV PEIWON EUPAVIONG VEWV
AOIHWEEWY OTOUG POOTOUG. 2TNV TTPAYUATIKOTNTA N OAIKY €1I0aywyrh TNG KAVOUAAG BIOOTENAE
TOV OQIYKTAPA TNG BnAAG Pe ammoTéAeopa va OleukoAUvel Tnv gicaywyn Baktnpidiwy, Kai
TAUTOXPOVO PTTOPEI va PETaPEPEl BakTApIa Ta oTToia BpiokovTal aTnv oToIBdda TnG KepaTivng
N otroia KAAUTITEI TOV TTOPO TNG BnANG, kateuBeiav oTnv dsgauevr) TG BNAAG.

2TNV TTEPITITWON TNG PEPIKAG EI0AYWYNG OTAV N KAVOUAaQ glodyeTal oTov TTép0 TG BNAAG povo
MEPIKA MINIUETPA, aTToPeUyETAl N OIGOTOAR TOU GQIYKTHPO KAl N KATAoTPO® TNG KEPATIVNG
OTOIBAdAG KAl ETTITTPOCOETA VATTOBETEI TO AVTIRIOTIKO KATA PUAKOG TOU TTOpOoU TG BNAAG.

2¢ ayeAadeg ol otroieg BpiokovTal og dIEyEPON, OTTOU UTTAPXOUV aANOIOEIS OTNV BnAn 1 o€
AAAEG €IBIKEG TTEQITITWOEIG, N TTAAPNG €lI0aywyr TNG KAVOUAQG PTTOPEI va gival 0 EUKOAGTEPOG

TPOTTOG XOPRyNong Tou @apudKou.

| MEPIKH EIZArQrH |
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AQaIpECTE TO TTPOCTATEUTIKO Xopnyeiote KAAupa

ITAHPHX EIZXATQI'H

AQ@aIpECTE TO TIPOCTATEUTIKO  ATTOOUVOECTE TOV TTPOCOPHOYEN MEPIKAG EI0AYWYNG

KAAupa TEPICTPEPOVTAG
s SN
7 u
A@aipéoTe TOV TTPOCAPHUOYEN HEPIKAG XopnyegioTe eicaywyng

10. Xpovol avapovig
Booe€idA kai BouBdaAia (Enpdg TepIdGdOL):

Kpéag kai edwdiuol 10Toi: uNdEV NUEPES

Na unv xpnoihoTroloUvTal Ol HaoToi Twv (WwvV TTou UTTORAANOVTaI O€ BepaTreia yia avlpwTTivn
KatavaAwon.

FGAa: pndév wpeg (UNdév apuéyuarta) HETA TOV TOKETO, €AV n TTEPiI0dOG Enpaaiag eival ion N
peyaAuTepn atrd 49 nuépeg,

49 nuépeg petd T Bepartreia edv n TTePiodog Enpaciag gival pIKPOTEPN aTTd 49 NUEPEG.

11. Eidi1kég ouvOnKkeg diatRpnong
Na @uAdooeTal og B¢an, Tnv otroia dgv BAETTOUV Kal Oev TTpooeyyiCouv Ta TTaIdId.
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Na puAdoceTal o€ Beppokpaaia PIKpOTEPN Twv 25 °C.

Na euAdooeTal TTPOCTATEUUEVO ATTO TO PUIG.

Na pn XpnoigoTrolgital autd TO KTNVIATPIKG QAPUAKEUTIKO TTPOIOV PETA TNV nUEpPoUnvia ARgng
TTOU avaypAa@ETal OTO KOUTI JETA Exp. H nuepounvia AfEewg CUNTTITITEN e TNV TEAEUTaIa NUéEPQ
TOU OUYKEKPIPEVOU Wrva.

12. EI181kég TTpo@UAGeIg atréppiyng

Ta @apuaka dev TTPETTEI VO ATTOPPITITOVTAI HECW TWV AUNATWY 1) TWV OIKIOKWY OTTOBARTWV.
XpNOIYOTTOINCTE  TTPOYPAPMATA  ETTIOTPOPAS  QAPHAKWY  yid TNV ammoppiyn  dn
XPNOIMOTTOINGEVTWY  KTNVIATPIKWY  QAPMOKEUTIKWY  TTPOIGVTWY A GAwV  UAIKWV  TTou
TTPoEépXOVTal aTTd TN XPAON TOUG CUP@WVA HE TIG TOTTIKEG ATTAITACEIG KAl JE TUXOV IoxUovTa
€BVIKG ouoTAuaTa cuAloyrg. Ta YETpa auTd aTTooKoTToUV OTNV TTPOCTAGCIA TOU TTEPIBAAAOVTOG.
2UMPBoUAeUBEiTE TOV KTNViaTPd 0OG 1 TOV QAPPAKOTIOI0 0dg yia ToV TPOTTO atmmoppiyng Twv
XPNOIUOTTOINBEVTWY POAPUAKWY.

13. Tagivounon Twv KTNVIOTPIKWV POPHUAKEUTIKWY TTPOIOVTWYV
Na xopnyeital JOVOV JE KTNVIATPIKA CuvTayr).

14. ApiBuoi add10g KUKAOPOPIag Kal CUOKEUATIES
2UOKEUAOIEG:

Kouri 1Tou 1TEpIEXEl 4X5 Ml « Twinsert» evOOUACTIKEG CUPIYYEG.
Kouri 1Tou 1TEpIEXEl 12X5 mI « Twinserty evOOUQOTIKEG OUPIVYEG.

MTropei va unv KUKAOQOPoUV OAEG Ol CUOKEUAOTIEG.

15. Hpepopunvia TeAcutaiag avaBewpnong Tou @UAAOU odnyiwv XpARong
07/06/2024

NETTTOPEPEIG TTANPOPOPIES YIO TO €V AOYW KTNVIATPIKO PAPUAKEUTIKO TTPOIOV gival dlaBEaiueg
oTn Baon OedouEVWV ™G EE yia TQ KTNVIOTPIKA TTPOIOVTa
(https://medicines.health.europa.eu/veterinary).

16. ZTolixeia emKoIvwviag

Kdroxoc¢ 1n¢ adeiac KUKAOQOPIag Kal TTapaoKeuaoTic utteUBuvoc via TNV aTTodE0UEUCN TWV
TTOPTIOWV:

FATRO S.p.A.

Via Emilia, 285

40064 Ozzano dell’Emilia (Bologna), ITaAia.

Tomikoi dlavopéac Kal _ OTOIXEIO  ETTIKOIVWVIAC  yIO TNV ava@opd  TTiBavoAoyouuevwy
AVETTIOUUNTWY EVEPYEIWV:

N.A. CHANCE

Anpokpariag 60, kar.1,2034,

Z1p6BoA0G, Aeukwaia

TnA 22495992/94

dag 22496120

Emai: tuchanceltd@yahoo.gr

MNa otroladATToTE TTANPOPOPIa OXETIKA HE TO TTAPOV KTNVIATPIKO QAPUAKEUTIKG TTPOIOV,
TTapakaAeioBe va ameuBuvBeite aToV TOTTIKG AVTITTPOOWTTO/ BIAVOUEAS TOU KATOXOU TNG GOEING
KUKAOQoOpIag.

17. AAAeg TAnpo@opieg
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