NMAPAPTHMA 1: MEPIAHYH TQN XAPAKTHPIZTIKQN TOY NPOIONTOX

1. NAME OF THE VETERINARY MEDICINAL PRODUCT
AAGENT, 50 mg/ml, solution for injection for calves and piglets up to one
month old.

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
1 ml contains:
Active substance:

gentamicin 50 mg
equivalent to gentamicin sulphate 82 mg
Excipients:

sodium methyl parahydroxybenzoate (E219) 1.8 mg
sodium propyl parahydroxybenzoate (E217) 0.2 mg
Sodium metabisulphite (E 223) 1.6 mg
Other excipients g.s. to 1ml

For a complete list of the excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Solution for injection

4.1.

4.2.

4.3.

CLINICAL PARTICULARS

Target species
Calves and piglets up to one month old.

Indications for use, specifying the target species

AAGENT is indicated for the treatment of infectious diseases due to

Gram-positive and, principally, Gram-negative bacteria, also

secondary to viral infections, caused in particular by Enterobacter

spp., E. coli, Klebsiella spp., Proteus spp., Pseudomonas spp.,

Salmonella spp., Shigella spp., Treponema spp., staphylococci and

certain streptococci, in the pathologies of:

- digestive system (bacterial enteritis, neonatal colibacillosis);

- respiratory system (bronchopneumonia, pneumonia);

- integumentary system (pyoderma, abscesses and septic
wounds);

- septicemia.

Contraindications

Do not administer to animals with known hypersensitivity to
gentamicin.

The use of AAGENT is contraindicated in subjects with severely
compromised renal function.
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4.4.

4.5.

4.6.

4.7.

4.8.

Special warnings for each target species
To be used exclusively in calves and piglets up to one month old.

Special precautions for use

Special precautions for use in animals

Owing to possible variations (over time or geographical) in the
sensitivity of the target microbial species to gentamicin, a sensitivity
test should be performed.

Improper use of the product may increase the incidence of bacteria
resistant to gentamicin and reduce the efficacy of treatments with
other aminoglycosides, owing to the possible appearance of cross-
resistance.

In animals with renal insufficiency, the antibiotic must be used at
reduced dosages.

Special attention must be given to improving management
procedures in the rearing establishment, to avoid any stressing
conditions for the animals.

Repeated or prolonged use of the product should be avoided,
improving management procedures and with cleanliness and
disinfection.

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

People with known hypersensitivity to gentamicin must avoid
contact with the veterinary medicinal product.

In case of accidental self-injection, see a doctor immediately and
show the package leaflet.

Adverse reactions (frequency and seriousness)

The aminoglycoside antibiotics, especially if administered by the
intravenous route and/or in combination with general anaesthetics
or with myorelaxants, can cause neuromuscular paralysis; calcium
salts are able to neutralise this phenomenon.

The aminoglycoside antibiotics can cause alterations to renal
function and lesions to the eighth pair of cranial nerves with
resultant ototoxicity, both auditory and vestibular, following
overdosage or treatments prolonged over time, particularly in
animals with altered renal function.

Use during pregnancy, lactation or lay
Use of the product is not contemplated in pregnant or lactating
animals.

Interaction with other medicinal products and other forms of
interaction

The bactericidal action and spectrum of action of gentamicin may
be potentiated by combination with ampicillin, particularly against
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4.9.

4.10.

4.11.

Pseudomonas spp. and enterococci.

The potential nephrotoxic effect of gentamicin, like other

aminoglycosides, may be increased by concurrent administration

of:

- fast-acting diuretics, such as ethacrynic acid and furosemide;

- other potentially nephrotoxic drugs, such as other
aminoglycoside antibiotics, polymyxin, colistin or cefaloridine.

The combination of the product with general anaesthetics or
myorelaxants, which may favour the onset of neuromuscular block,
must also be avoided.

Avoid concurrent administration with other ototoxic veterinary
medicinal products.

Amount to be administered and administration route
Inject by the intramuscular or slow intravenous routes.

Calves and piglets (up to one month old): 4 mg/kg b.w. per day
equivalent to approximately 1 ml per 10 kg b.w., for 3 days.

In pigs do not administer more than 1 ml per injection site.
Repeated injections should be made at different injection sites.

If significant improvement is not noted in the animals within 2-3 days
of the start of treatment, it is advisable to review the diagnosis and
therapy adopted.

To avoid over or under dosage, body weight must be determined as
accurately as possible.

Overdose (symptoms, emergency procedures, antidotes), if
necessary

At dosages greater than those indicated or for prolonged therapy,
gentamicin, like all aminoglycosides, may cause nephrotoxicity,
ototoxicity and neuromuscular block, with phenomena of muscular
weakness and respiratory block.

Withdrawal periods

Due to accumulation of gentamicin in liver, kidneys and injection
site, any repeated course of treatment during the withdrawal period
must be avoided.

Calves:
Intramuscular or intravenous use: Meat and offal: 103 days.

Piglets:
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Meat and offal: 66 days.

PHARMACOLOGICAL PROPERTIES
Pharmacotherapeutic group: antibacterial agents for systemic use, other
aminoglycosides.

ATCVet Code: QJ01GB03

5.1.

5.2.

Pharmacodynamic properties

Gentamicin is an aminoglycoside antibiotic which is particularly
active against Gram-negative bacteria and some Gram-positive
bacteria: Enterobacter spp., E. coli, Klebsiella spp., Proteus spp.,
Pseudomonas spp., Salmonella spp., Shigella spp., Treponema
spp., staphylococci and certain streptococci.

It has a rapid bactericidal action, acting directly on ribosomal
subunit 30s, with inhibition of protein synthesis.

Pharmacokinetic particulars

Administered by the parenteral route, gentamicin is rapidly and
almost completely absorbed (bioavailability 90%). The plasma peak
is reached in 30-90 minutes and therapeutically active blood levels
are maintained for 6-10 hours. It is distributed particularly in the
extracellular fluid compartment and possesses excellent diffusibility
at the pleural and pulmonary, synovial, peritoneal level, especially
in the presence of inflammatory processes. It is eliminated in
unchanged form with the urine through glomerular filtration.

PHARMACEUTICAL PARTICULARS

6.1.

6.2.

6.3.

6.4.

List of excipients

Sodium methyl parahydroxybenzoate (E219)
Sodium propyl parahydroxybenzoate (E217)
Sodium metabisulphite (E223)

Disodium edetate

Water for injections

Incompatibilities

Mixing an aminoglycoside with beta-lactam antibiotics (penicillins or
cephalosporins) can cause their reciprocal activation.

In the absence of compatibility studies, do not mix with other
veterinary medicinal products.

Shelf-life

Shelf-life of the veterinary medicinal product as packaged for sale:
2 years.

Shelf-life after first opening the immediate packaging: 28 days.

Special precautions for storage
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Store protected from light and sources of heat.

6.5. Nature and composition of the immediate packaging
20, 50, 100, 250 and 500 ml type | glass bottles, with elastomer
closure and aluminium collar in a cardboard box.

Not all pack sizes may be marketed.

6.6. Special precautions for the disposal of unused veterinary
medicinal product or waste materials derived from the use of
such products
Any unused veterinary medicinal product or waste materials derived
from such veterinary medicinal products should be disposed of in
accordance with local requirements.

7. MARKETING AUTHORISATION HOLDER
FATRO S.p.A.

Via Emilia, 285 - Ozzano delllEmilia
Bologna - Italy.

8. MARKETING AUTHORISATION NUMBERS
12314

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE
AUTHORISATION
Date of first authorisation: 09.06.1989
Date of renewal: 22.03.2012

10. DATE OF REVISION OF THE TEXT
07/07/2017

PROHIBITION OF SALE, SUPPLY AND/OR USE
Not applicable.

DISPENSING

Medicinal product subject to non-renewable veterinary medical prescription in
three copies.
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NAPAPTHMA 2: ®YAAO OAHINQN XPHZHZ

AAGENT
50mg/ml, evéoipo didAupa yia pooxdpia Kal Xo1pidia oTov TTpwTo PRva CwAG.

1. ONOMA KAI AIEYOYNZIH TOY KATOXOY THZ AAEIAX KYKAO®OPIAZ KAl TOY
KATOXOY THZ AAEIAZ NAPAIQrHz noy EINAI YIIEYOYNOZ IN'A THN ANOAEZMEYZH
MAPTIAQN ZTON EOX, EOOZON EINAI AIAOOPETIKOI

Kdrtoxoc¢ Tng adeiag KUKAOQOPIag Kal TTapaywyoc:

FATRO S.p.A.

Via Emilia, 285 — 40064 Ozzano Emilia (Bologna), Italy

| 2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX
AAGENT
50mg/ml, evéaipo SidAupa yia Jooxdapla Kal XoIpidia oTov TTPWTo uiRva (whG.

| 3. ZYNOEXH IE APAXTIKA ZYZTATIKA KAI AAAA TYSTATIKA
Kd&Be ml mrepiéxel:

ApaoTIKG CUCTATIKA:

Gentamicin 50mg

loodUvauo pe gentamicin sulphate 82mg

‘Exkdoxa

Sodium methyl parahydroxybenzoate (E219) 1.8mg

Sodium propyl parahydroxybenzoate (E217) 0.2mg

Sodium metabisulphate (E223) 1.6mg

AMNa ékdoxa PEXPI Tmi

| 4. ENAEIZEIZ |

To AAGENT evdeikvuTtal yia Tn Bepatreia JOAUCHATIKWY A0BEVEIWY TTOU TTPOKAAOUVTAI OTTO KOTA
gram-8eTik& Kal Kupiwg Katd gram-apvnTika PakTnpidia, wg €mmiong kal yia  OeuTePOTTaBbEig
Aoipwéeig Yetd ammo 1oyeveig Aoipwéelg. Kupiwg mmpokaAoUvtal atrd: Enterobacter spp, E. coli,
Klebsiella spp, Proteus spp, Pseudomonas spp, Salmonella spp, Shigella spp, Treponema spp,
Staphylococci kai katrola Streptococci Baktnpidia, yia Tig €EAG AOINWEEIS:

- MeTrTIKOU CUOTAPATOG (BAKTNPIBIAKK EVTEPITION, VEOYVIKF KOAIBAKIAAWON)
- AvatrveuoTikoU ouGaTHHOTOG (BpoyXoTTveupovia, TTveupovia)

- Nolpwéelg dépparog (TTuddepua, atrdoTNUA Kal ETTINOAUCHEVA TpaUPOTA)
- Znyaiyia

| 5. ANTENAEIZEIZ |
Na pnv xopnyeital o€ {wa Pe yvwoTn UTTEPEUAICONCia OTNV YEVTAUIKiVN.

H xprion Tou AAGENT avTtevdelkvUETal OTIG TTEPITITWOEIG OORAPAG VEPPIKAG OVETTAPKEIAG.

| 6. ANEMIOYMHTEZX ENEPTEIEX (ouxvoTnTd Kl GoBapoTnTa) |
Ta apivoyAukooidIKa avTIBIOTIKA €I0IKG OTav XopnyouvTal evOOPAERIa 1} O€ CUVOUACUO E YEVIKA
avaiodnTmikd A PUOXaAQPWTIKG MTTOPEI va TTPOKAAECOUV VEUPOUUIKN TTapdAucn. Ta dAata
aofeaTiou ptTopei va ££oudeTEPWOOUV AUTO TO PAIVOUEVO.

Ta apivoyAukooIBIKA avTIBIOTIKA PTTOPET va TTPOKAAEGOUV PETABOAEG OTNV VEPPIKA AEITOUPYia Kal
BA&Reg 01O GYB0O EUYOG TWV KPAVIOKWY VEUPWY, UE ETTAKOAOUBO TNV WTOTOLIKOTNTA KUPIWG YETA
atd utrepdocoloyia 1) xpovieg Bepartreieg 1IB1aiTEPA o€ {Wa PE dlATAPAYPEVN VEQPIKA AgIToupyia.
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Edv eppaviaBolv otroieadnmrote coBapég avemiBUUNTEG EVEPYEIEG I AAAEG TTAPEVEPYEIEG TTOU DEV
avaypd@ovTal oTo TTapdv QUAAO odnyiwv XProng TTOPOKAAW ETTIKOIVWVHOTE APECWS PE TOV
appo6dIo KTnviaTpo.

| 7. EIAH ZQQON |
Mooxdépia kai xoipidia aTov TTpwTo PAva whG.

| 8. AOZOAOrIA TA KAGE EIAOZ, TPOMOE KAl OAOZ(Ol) XOPHIHEHE |
Me evdopuikr r} apyr] evOOQAERIa €yxuon.

Mooxdpia kai xoipidia otov TpwTo uAva (wng: 4mg/kg BApoug CWHATOG TNV NUEPA TTOU
Ic0duvapoUv Trepitrou pe 1ml yia k&dBe 10kg Bdpoug cwuatog yia 3 PEPEG.

2TOUG XOipoug va unv xopnyeitar ToootnTa HPeyaAuTepn ammd 1ml avd onueio éveong. Ol
eTTavalauBavopeveg evéoelg Ba TTPETTEl va TTPAYUOTOTTOIOUVTAI O€ JIAPOPETIKA anuEia éveong.

2TIG TTEPITITWOEIG OTTOU OV TTAPOUCIAleTal EQavAG BeATiwon oTa {wa péoa og 2-3 PEPEG aTtd
TNV £vapén Tng Bepatreiag TTpETTel va eTTaveEeTaaTei n d1dyvwaon Kal n BepaTreia Tou eQapOOTNKE.

MNa v atmopuyn utmé/uTtép doooAoyiag TTPETTEl va UTToAoyileTal CwOTA To BAPOG CWHATOG TOU
{wou.

H BepaTreia mpétmel va yivetal KATw atré TNV TBA£WnN TOU UTTEUBUVOU KThviaTpou.

H xprion Tou TTpoidvTog GUOTAVETAI JETA aTTO avTIRIOYPANMA.

| 9. OAHTIEX MNA TH XQETH XOPHIHEH |
Kapuia.

| 10. XPONOZ ANAMONHZ |
AbYw TG CUCCWPEUONG TNG YEVTANIKIVNG OTO ATTAP, OTOUG VEQPOUG Kal OTO ONWEio ThG éveong,
OTTOI000NTTOTE TTAVOAAUBAVOUEVOS KUKAOG Bepatreiag katd Tn SIdpKEIQ TOU XPOVOU QVAPOVAG
TIPETTEI VA ATTOPEUYETAI.

Méoxor:
Evoopuikog A evOoPAeBiwg: Kpéag Kal edwdiyol 10Toi: 103 pépeg

Xolpidia:
Kpéag kal edwdipol 10Toi: 66 pépeg

| 11. EIAIKEX XYNOHKEZ AIATHPHZHE

Na @uAdooetal og B€on, TV otroia dev BAETTOUV Kal eV TTpoaeyyifouv Ta TTaIdIG.
PuAdooeTal TTPOCTATEUUEVO ATTO TO PWG KAl aTrd TTNyEG BepudTNTAG.

Na pn xpnoiyotrolgital HeTé atrd Tnv nuepounvia ARENG Tou avaypdagertal atn QIAAN.
Algpkeia CwAG META TO TTPWTO AVOIYUA TOU TTEPIEKTN: 28 PEPES

| 12. EIAIKEX NMPOEIAOMOIHEEIL
Na xopnyeital auoTnpd g€ HoaxXApIa KAl X0Ipidia oTov TTPWTOo JUAva CwAG.

IS1aiTepeg TpoPUAdGeIg KaTd Tn Xprion o€ {wa

NOyw evdeXOueEVWY OlaKUPAvoewy (OTnV TTaPodo Tou XPOvou i YEWYPAPIKA) aTnv euaicbnaia
TWV OTOXEUPEVWYV HIKPORiwv oTnV yevTapikivn, Ba trpétrel va di¢dyetal pia dokiur euaiodnaoiag.
H akatdAAnAn xprion Tou TTpoidvTog PTTopEi va augiael Tn ouxvoTnTa eueaviong BakTnpidiwv Tou
gival avlekTIKG 0T YEVTAUIKIVN KAl VO PEIWTEl TV ATTOTEAECUATIKOTNTA TWV BEPATTEIWV PE AAAEG
apivoyAukoaideg Adyw TTBavig epeaviong dlacTaupoUpEVNG AVOEKTIKOTNTOG.

2 (Wa JE VEPPIKA AVETTAPKEIA TO AVTIRIOTIKO TTPETTEl Va SiVETAI O€ PEIWNEVES BOOEIG.
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Id1aiTepn TTPOCOXN TTPETTEI va diveTal TN BEATILWAN TWV GUVONKWY EKTPOPNG VIO ATTOQUYH EVTAONG
TwV {WwV KaBWG eTiong Kal BEATIWON TwV CUVONKWY CWOTHG UYIEIVIG KAl ATTOAUUAvVONG.

I151aiTepeg TTPOPUAGEEIG TTou Trpétrel va AapBdvovral amré 10 ATOMO TTOU XOopnyei TO
QAPUAKEUTIKO TTPOidV oTa {Wa

AToua PE YVWOTH UTTEPEUQIOBNCia 0TO OPACTIKO CUCTATIKO TTPETTEI VA ATTOPEUYOUV TNV ETTAPNA HUE
TO KTNVIATPIKO QAPPOKEUTIKO TTPOIOV.

TNV TTEPITITWON TUXaiag autoéveaong CNTACTE AUECWG IATPIKA CUMPBOUAN Kal O€iETe aToV 1aTPS TO
®UuAAo Odnyiwv XpAong.

XpAon Katd Tnv KUNon, Tn yaAouyia 4 TNV woToKia
H xpAon Tou TTpoidévTog dev CUCTAVETAI KATA TNV KUNON Kal TRV YaAouxia.

AAANAeTIOPAOEIG HE GAAO QOAPHAKEUTIKA TTPOIOVTA Kol AAAEG HOP@PESG aAAnAeTTidpaong

H BakTtnpioktévog dpdon kal 10 @aoua dpdong Tng YEVTOUIKivNG MUTTOpEi va evioxubei o€

ouvduaoué pe ampicillin, kupiwg évavt TG Pseudomonas spp. Kai enterococci.

H mBavry ve@poTofIkOTNTa TNG YEVTAUIKIVNG, OTTWG KAl GAAWV auIVOYAUKOGIOWY, UTTOPED va

auénBei pe Tnv Tautdxpovn XopAynon:

- Taxeiag dpdaong dloupnTIKWV OTTWG: AIBAKPIVIKO 0EU Kal OUPOCEMION.

- AAAa mBavda veppoTolika @Aapuaka, OTTwg GAAa apivoyAukoaidiké avTiBIOTIKA, TTOAUPUEIv,
KoAIoTivn A Ke@aAopidivn.

O ouvduaouOG TOU TIPOIOVTOG ME YEVIKA avalobnTIKA 1 HMUOXOAGPWTIKG TTPETTEI €TTIONG VO
ATTOPEUYETAI KOBWG PTTOPEI va TTPOKAAETEI TNV £vapEn VEUPOUUIKOU ATTOKAEITUOU.

ATTOQEUYETE TNV TAUTOXPOVN XOPryNon Madi pe GAAO WTOTOEIKA PAPPOKEUTIKA TTPOIOVTA.

YtmrepdoooAoyia (CUNTITWHATA, AUECESG EVEPYEIEG EAV Eival ATTAPAITNTEG)

2& doooAoyieg HEYAAUTEPEG ATTO TIG EVOEIKVUOUEVEG I O€ TTOPATETANEVEG BEPATTEIEG N YEVTAMIKIVN,
OTTWG OAEG Ol APIVOYAUKOGIBEG, UTTOPEl va TTPOKOAETEL: VEQPOTOEIKOTNTA, WTOTOEIKOTNTA KOl
VEUPOUUIKEG BlaTapaxEG YE QAIVOPEVA JUTKAG aduvapiag Kal avaTTVEUOTIKAG AVETTAPKEIOG.

AoupBartéTnreg

Avauign Twv apivoyAukoo1dwyv pe AAAa B-AakTapika avTIBIOTIKA (TTEVIKIAIVEG, KEQAAOOTIOPIVEG)
MTTOpPEl va TTPOKaAECEl TNV apoifaia evepyoTroinan Toug.

ASyw Tng atroudiag MPEAETWYV cuufatdtnTag va PNV avauiyvietal pe GAAa KTnviatpiké
POPUAKEUTIKA TTPOIOVTA.

13. IAIAITEPEZ NMPO®YAAZEIZ INA THN AMOPPIWYH TQN MH XPHZIMOIMOIHOENTQN
KTHNIATPIKON ®APMAKEYTIKQN TMPOIONTQN 'H TQN YMNOAEIMMATQN MMOY
MPOEPXONTAI AMNO AYTA, EAN YINAPXOYN
KdaBe un XpnoidoTToinBEv KTNVIATPIKO QAPUAKEUTIKO TTPOIOV 1 N XPNOIMOTTOINGEVTA UTTOAEIUMOTA
TOU TTPETTEI VA ATTOPPITITOVTAI CUNQWVA WE TIG I0XUOUCEG EOVIKEG ATTAITATEIG.

| 14. HMEPOMHNIA THEZ TEAEYTAIAZ EFKPIZHZ TOY ®YAAOY OAHIIQN XPHIEQE |
09.11.2022

| 15. AAAEZ NAHPO®OPIEX |
Avrimpéowiro¢ o1n Kumpo:

N.A. CHANCE TRADING

60, Demokratias Str. Shop 1

2034, Strovolos, Nicosia, Cyprus

Tel: +35722495992/94
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ZUOKEUOOIEG
®idAeg 20ml, 50ml, 100ml, 250m| ko 500m|
Mrtropei va unv KUKAOQOPOUV OAEG OI CUOKEUATIES

NMAPAPTHMA 3: EZEQTEPIKH ZYZKEYAZIA

| 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX

AAGENT

50mg/ml, evéoipo diGAupa yia poaxdpia Kal Xo1pidia oTov TTpwTo PRva CwAG.

‘ 2. ZYNOEZH ZE APAZITIKO KAI AAAA ZYZITATIKA

K&Be ml mrepiéxer:

ApaoTIKG CUCTATIKA:
Gentamicin Sulphate equivalent to Gentamicin 50mg

‘ 3. OAPMAKOTEXNIKH MOP®H

Evéoipo digAupa.

| 4. SIYZKEYASIA

100ml

| 5. EIAH ZQQON

Mooxdépia kai xolpidia oTov TTpwTo PAva CWNG.

| 6. ENAEIZEIS

To AAGENT evdeikvuTtal yia Tn Bepatreia JOAUCUATIKWY A0BEVEIWY TTOU TTPOKAAOUVTAI OTTO KOTA

gram-BeTikd Kal Kupiwg Katd gram-apvnTikG BokTtnpidia, wg emmiong kal yia

deuTepoTTabeic

Aolpwéeig petd ammd 1oyeveic Aolpweels. Kupiwg trpokaAouvtal atrd: Enterobacter spp, E. Coli,
Klebsiella spp, Proteus spp, Pseudomonas spp, Salmonella spp, Shigella spp, Treponema spp,

Staphylococci kai k&troia Streptococci Baktnpidia, yia TG €EAG AOIUWEEIG:

- MeTrTIKOU cUOTAPATOG (BAKTNPIBIAKK EVTEPITIOA, VEOYVIKF) KOAIBOKIAAWGN)
- AvatrveuoTikoU ouGoTHHOTOG (BPoyXOTTvEUOVia, TTVEUoVia)

- Nolpwéeig 0EpuaTog (TTuddEPUA, ATTOOTNUA KAl ETTINOAUCHEVA TPAUUOTA)
- Znyaiyia

7. TPOMOZ KAI OAOI XOPHIMHZHZ

AloBdoTe To UANO 0BNYIWV XPHONG, TTPIV aTTd TN XPRoN.

Me evOouUikr f apyr] evOOQAERIa £yxuan.

Mooxdpia kai xoipidia (oTtov TpwTo pAva Cwnig): 4mg/kg Bdpoug cWPATOG TNV NUEPA, TTOU
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Ic0duvapoUv TrepiTrou pe 1ml yia k&Be 10kg Bapoug cwuaTtog yia 3 PEPEG.

2TOUG XOipoug va unv xopnyeitar ToodTNTa  PEYaAUTEPn a1md 1ml avd onueio éveong. Ol
eTTavaAauBavopeveg eveéoelg Ba TTPETTEI va TTPAYUATOTTOIOUVTAI O€ SIGPOPETIKA onueia éveong

211G TTEPITITWOEIG OTTOU OV TTaPOoUCIAleTal eu@avAg BeATiwon oTa {wa péoa oe 2-3 YEPES aTTd
TNV £vapén Tng Bepatreiag TTpETTel va eTTavegeTaaTei n d1Idyvwaon Kai n Bepatreia Tou EQAPPOCTNKE.

MNa va amogelyetal uTtéEp 1R UTTOOO0COAOYyia, TO CWHATIKO PdApog Tou ({wou TIPETTEl VA
TTpoadlopileTal 6G0 To duvaTOV aKPIBETTEPA.

8. XPONOZ ANAMONHZ

Méoxor:
Evoopuikwg, evoo@AeRiwg: kpéag kal edwdiyol 1oToi: 103 pépeg

Xolpidia:
Kpé€ag kal edwdlIoI 10Toi: 66 PEPES

9. EIAIKEZ NPOEIAONOIHZEIZ, EAN EINAI ANTAPAITHTEZ

AloBaoTe To UAAO 00NYIWV XPAOEWGS, TIPIV ATTO TN XPAON

Na XpnoIPoTToIEiTaI ATTOKAEIOTIKA O€ HOOXAPIa Kal X0Ipidia oTov TTPWTO Prva TNG WA Toud.

10. HMEPOMHNIA AH=HZ

AH=H {pAvag/éTog):

MeTd TO TTPWTO AVOoIyMa, XPron Ewg 28 nuépPEG.

11. EIAIKEZ ¥YNOHKEZ AIATHPHZHZ

PuAdooeTal TTPOCTATEUPEVO ATTO TO PWG KAl TNV BepuoTnTa.

12.  EIAIKEZ MPO®YAAZEIZ ANOPPIWHZ ENOZ XPHZIMOIMNOIHOENTOZ KTHNIATPIKOY
®APMAKEYTIKOY MPOIONTOZ 'H AAAQN YAIKQN MOY MPOEPXONTAI AMNO TO
MPOION, AN YINTAPXOYN

KdaBe un XpnoidoTToinBEv KTNVIATPIKO QAPUAKEUTIKO TTPOIOV 1 UN XPNOIMOTTOINGEVTA UTTOAEIUPOTA
TOU TTPETTEI VA ATTOPPITITOVTAI CUNQWVA WE TIG I0XUOUCEG EOVIKEG ATTAITATEIG.

13. Ol AEZEIZX «AlNOKAEIZTIKA TlIA KTHNIATPIKH XPHZH» KAI Ol OPOI 'H Ol
MEPIOPIZMOI MOY IZX'YOYN ZIXETIKA ME TH AIAGEXH KAI TH XPHZH, av
UTTApXOUV

ATTOKAEIOTIKA yIa KTAVIATPIKR Xpon — va diaTiBeTal pOdvov Pe KTNVIATPIKY ouvTayn.

14. Ol AEZEIX «<NA ®YAAZIZETAI ZE OExZH, THN OIOIA AEN BAEMOYN KAl AEN
MNPOZEITIZOYN TA MNAIAIA»

Na @uAdooetal og B€on, TNV otroia dev BAETTOUV Kal &gV TTpooeyyifouv Ta TTaIdI.

15. ONOMA KAI AIEYQYNZH TOY KATOXOY THZ AAEIAZ KYKAOO®OPIAZ

FATRO S.p.A.
Via Emilia, 285 — 40064 Ozzano Emilia (Bologna), Italy

‘ 16. APIOMOZ AAEIAZ KYKAODOPIAZ

12314

| 17. APIOMOZ MNAPTIAAZ NMAPATQIrHz
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Ap1B. TTapTidag:

NMAPAPTHMA 4: ZTOIXEIQAHZ ZYZKEYAZIA

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX

AAGENT
50mg/ml, evéoipo diGAupa yia pooxdplia Kal Xo1pidia OToV TTPWTO YAva CwAG.

‘ 2. 2YNOEZH ZE APAZITIKO KAI AAAA ZYITATIKA

Kd&Be ml repiéxer:

ApaoTIKG CUCTATIKA:
Gentamicin Sulphate equivalent to Gentamicin 50mg
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‘ 3. OAPMAKOTEXNIKH MOP®H

Evéoiuo didAupa.

| 4. IYZIKEYAZIA

100ml

| 5. EIAH ZQON

Mooxdépia kai xoipidia aTov TTpwTo PAva whG.

| 6. ENAEIZEIS

To AAGENT evdeikvuTal yia Tn BepaTreia JOAUCUATIKWY aGBEVEIWY TTOU TTPOKAAOUVTAI ATTd KATA
gram-8€TiK& Kal Kupiwg Katd gram-apvnTikG BakTnpidla, wg €Tmiong Kal yia  OguTEPOTTOBEIG
Aoipwéeig petd ammod 1oyeveig Aoipwéelg. Kupiwg mmpokaAouvtal atréd: Enterobacter spp, E. coli,
Klebsiella spp, Proteus spp, Pseudomonas spp, Salmonella spp, Shigella spp, Treponema spp,
Staphylococci kai kamoia Streptococci Baktnpidia, yia Tig €EAG AOINWEEIS:

- Memmikou cuoTAPATOG (BakTnPEIdIOKA eVTEPITIOA, VEOYVIKA KOMBaAKIAAwGN)

- AvaTTveuoTIKoU OUGTHNATOG (BPOoyXOTTVEUOVia, TTVEUHOVIQ)

- Nolpwéelg dépuatog (TTUOdEpUa, atTOOTNUA KAl ETTIMOAUCUEVA TPAUUOTA)

- Znyaiyia

7. TPOMOZ KAI OAOI XOPHIHZHZ

AlapaoTe 10 UAAO 0dNYIWV XPAONG, TIPIV OTTO TN XProN.
Me evOouUikn f apyr evOopAERIa £yxuan.

Mooxdpia kai xoipidia (oTtov TpwTo piva {whig): 4mg/kg Bdpoug cwpaTog TNV NUEPA, TTOU
Ic0duvapouv Trepitrou pe 1ml yia kédBe 10kg Bépoug ocwaAToG yia 3 PHEPEG.

2TOUG X0ipOUG va PNV Xopnyeital ToodTnTa  peyaAuTepn amd 1ml ava onueio éveong. Ol
eTmavaAauBavopeveg eveéoeig Ba TTPETTEI va TTIPAYUATOTTOIOUVTAI O€ IOPOPETIKG anueia éveong
ZTIG TTEPITITWOEIG OTTOU OEV TTAPOUCIAleTal EUPAVAG BeATIwoN oTa {wa péoca o€ 2-3 YEPEG aTTd
TNV £vapén Tng Bepatreiag TTpETTel va eTTavegeTaaTei n d1Idyvwan Kai n BepaTreia Tou EQAPPOCTNKE.

Na va amogeldyeral uttéEp i uTTodocoOAoyia, To cwpaTikG PApog Tou Cwou TIPETTEl va
TTpoodlopideTal 660 To duvaTdv akpIBECTEPA.

8. XPONOZ ANAMONHZ

Méoxor:
Evoopuikwg, evooAeRiwg: kpéag kar edwdiyol 10Toi: 103 pépeg

Xolpidia:
Kpéag kai edwdipol 10Toi: 66 pépeg

9. EIAIKEZ MPOEIAONOIHZEIZ, EAN EINAI ANTAPAITHTEZ

AloBdaoTe 1o UANO 0BNYIWV XPHOEWG, TTPIV aTTd T XPRoN.

Na xpnoiyoTToleiTal ATTOKAEIOTIKA O€ pooxXdpla Kal Xoipidlia oTov TTpwTo PAva NG {wng Toug.

10. HMEPOMHNIA AH=HZ

AH=H {uAvag/étoc}:

Metd 1o TTpWTO dvolyua, XprAon £€wg 28 NUEPEG.

‘ 11. EIAIKEZ £¥YNOHKEZ AIATHPHZHZ
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PuAdooeTal TTPOCTATEUPEVO ATTO TO PWG KAl TNV BepuoTNTO.

12. EIAIKEZ NPO®YAAZEIZ ANOPPIWHZ ENOZ XPHZIMOMNOIHOENTOZ KTHNIATPIKOY
®APMAKEYTIKOY MPOIONTOZ 'H AAAQN YAIKQN MNOY NMPOEPXONTAI AMNO TO
MPOION, AN YINAPXOYN

KdaBe un xpnoidoTroinBév KTNVIATPIKO QAPUAKEUTIKO TTPOIOV ] N XPNOIMOTTOINBEVTA UTTOAEIUMOTA
TOU TTPETTEI VA ATTOPPITITOVTAI CUPQWVA WE TIG IOXUOUCEG EOVIKEG ATTAITATEIG.

13. Ol AEZEIX «AMNOKAEIZTIKA TIA KTHNIATPIKH XPHZH» KAI Ol OPOI 'H Ol
MNEPIOPIZMOI NOY IZXYOYN IXETIKA ME TH AIAGEXIH KAI TH XPHZH, av
UTTAPpXOUV

ATTOKAEIOTIKA YIO KTNVIATPIKI) XPAON — va dIaTiBeTal ydvov YE KTNVIOTPIKK GUVTayH.

14. Ol AEZEIZ «<NA ®YAAZZETAI ZE OEZH, THN OINOIA AEN BAEMNOYN KAI AEN
MPOZEITIZOYN TA MAIAIA»

Na @uAdooetal ae B€on, Tnv otroia dev BAETTOUV Kal eV TTPoCEyyifouv Ta TTaIdIC.

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

FATRO S.p.A.
Via Emilia, 285 — 40064 Ozzano Emilia (Bologna), Italy

‘ 16. APIOMOZ AAEIAZ KYKAOODOPIAZ

12314

‘ 17.  APIOMOZ MNAPTIAAZ NMAPAIQrHz

ApiB. TrapTidag:
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