IMAPAPTHMA 1: TEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX

1.

NAME OF THE VETERINARY MEDICINAL PRODUCT

BACOLAM,amoxicillin and colistin, suspension for injection for cattle, sheep, goats, swine, horses.

QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml contains:
Active substances:

amoxicillin (as amoxicillin trihydrate)...........ccccceee.... 100 mg
colistin sulphate.........c.ccccvveeeiiiniiiniieceecee e 250000 L.U.
EXCIpIients: q.5. t0......cccvvieriierierierie e see e eve e 1 ml

For a full list of excipients, see section 6.1.

PHARMACEUTICAL FORM

Suspension for injection.

CLINICAL PARTICULARS

4.1.

4.2.

4.3.

4.4.

4.5.

Target species

Cattle, sheep, goats, swine, horses.

Indications for use, specifying the target species

BACOLAM suspension for injection is indicated in the treatment of infections to the
gastrointestinal, bronchopulmonary, urinary and cutaneous systems due to Gram-positive
and Gram-negative microorganisms sensitive to the amoxicillin-colistin association.
Contraindications

Do not administer in cases of hypersensitivity to amoxicillin or to colistin.

BACOLAM suspension for injection is contraindicated in animals affected by renal diseases
of a degenerative nature.

Special warnings for each target species

Use only after ascertaining the sensitivity of the microorganisms to the active substances. It
is recommended that a sensitivity test be performed prior to the start of treatment.

In performing injections, adopt the normal aseptic procedures.

In the case of larger animals, for which the volume to be injected is high, it is advisable to
subdivide the injection between two or more points.

Not permitted for use in horses producing milk for human consumption.

Special precautions for use

Special precautions for use in animals

Improper use of BACOLAM can lead to an increase in the incidence of bacteria resistant to

amoxicillin and to colistin.
Do not exceed the recommended dosage.
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4.6.

4.7.

4.8.

4.9.

4.10.

4.11.

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

None.
Adverse reactions (frequency and severity)

In rare cases allergic reactions are possible.
Painfulness and hardening of the injection site are possible.

Use during pregnancy, lactation or lay

Use in accordance with an evaluation of the risk/benefit ratio by the Veterinary surgeon.

Do not administer to lactating animals whose milk or derivatives are intended for human
consumption.

Interaction with other medicinal products and other forms of interaction

Not known.

Amounts to be administered and administration route

Shake the bottle vigorously prior to use.

Cattle, sheep, goats, swine, horses: 10 ml/100 kg b.w. per day (equivalent to 10 mg/kg b.w.
of amoxicillin and 25000 I.U./kg b.w. of colistin sulphate per day).

Administer once or twice a day by the deep intramuscular route.

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

In the target species, at therapeutic doses, the medicinal product was well tolerated. Large
doses of colistin may produce renal block with tubular necrosis: in these cases, suspend the
treatment immediately.

Withdrawal periods

Cattle, sheep, goats, swine, horses
Meats: 28 days.

Not permitted for use in horses producing milk for human consumption.
Do not administer to lactating animals whose milk or derivatives are intended for human
consumption.

PHARMACOLOGICAL PROPERTIES

Pharmacotherapeutic group: association of antibacterial agents
ATCvet Code: QJ01RAO1

5.1.

Pharmacodynamic properties
BACOLAM is a preparation based on two antibiotics, amoxicillin and colistin.

Amoxicillin, a semisynthetic penicillin active against Gram-positive and Gram-negative
bacteria, acts by inhibition of synthesis of the bacterial cell wall.
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5.2.

Colistin, a cyclic polypeptide antibiotic, similar to polymixins, is selectively active against
Gram-negative microorganisms such as E. coli, Salmonella spp., Enterobacter aerogenes,
Haemophilus spp., Pseudomonas spp., Shigella spp., Bordetella spp., while its efficacy is
poor against Gram-positive bacteria.

Colistin acts by disorganising the cell membrane with loss of intracellular material. The
phenomenon of resistance, not completely understood, seems rare, however.

Pharmacokinetic particulars

Amoxicillin is stable in an acidic environment and shows gastroenteric absorption higher
than 80% of the dose administered; by the parenteral route, absorption is rapid and complete.
Approximately 15% of the quantity present in the blood binds to plasma proteins. It
distributes widely and rapidly, permitting blood and tissue concentrations to be obtained
which are higher than the mean MICs. It shows a high pulmonary tropism, reaching a
concentration in bronchial mucous which is twice the blood concentration; bacterial lysis is
much more rapid than that obtained with ampicillin. It shows no toxicity. It is eliminated in
active form particularly by the urinary route.

Colistin, stable in an acidic environment (pH between 3 and 6), following oral administration
in the form of the sulphate, is not absorbed from the gastroenteric tract, exerting only a local
antibacterial action and thus permitting therapy directed at the gastrointestinal tract, where
infections are normally due to Gram-negative microorganisms.

When administered by the parenteral route, colistin is rapidly absorbed and distributes easily,
reaching tissue levels which are higher and more persistent than those in the blood.

The colistin-amoxicillin association for oral use shows an additional effect and permits,
owing to the different pharmacokinetics of the active substances, to produce a specific
therapy in the gastrointestinal tract by colistin (which is not absorbed enterically) and, at the
same time, a systemic therapy, in particular of the respiratory, urinary and integumentary
systems, due to amoxicillin (which is absorbed enterically). The same association, used by
the parenteral route, permits systemic therapy by both active substances, guaranteeing a
greater possibility of success by overcoming any resistance, principally by Gram-positive
bacteria.

PHARMACEUTICAL PARTICULARS

6.1.

6.2.

6.3.

6.4.

6.5.

List of excipients

Polyoxyethylene glycol ricinoleate
Medium chain saturated triglycerides

Incompatibilities
Certain cephalosporins, erythromycin and kanamycin.

Shelf-life

Shelf-life of the veterinary medicinal product as packaged for sale: 2 years.
Special precautions for storage
Store in a cool, dry place, protected from light and at a temperature not exceeding 25°C.

Nature and composition of immediate packaging
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Cardboard box containing a Type I glass bottle of 100, 250 or 500 ml capacity,
closed with an elastomer closure and aluminium collar.

1000ml polyethelene (PE)bottles with a closure system composed of chlorobutyl
based elastomer rubber cap with a flip-off type aluminium collar and a tamper-
proof polypropelene seal.

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.

MARKETING AUTHORISATION HOLDER

FATRO S.p.A. - Via Emilia, 285 - Ozzano Emilia (Bologna), Italy.
Concessionaire for Italy:

AZIENDA TERAPEUTICA ITALIANA A.T.I. S.r.l. - Via della Liberta, 1 - Ozzano
Emilia (Bologna), Italy

MARKETING AUTHORISATION NUMBER

19058

DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation: 1/11/2000
Date of renewal: 22/3/2012

10. DATE OF REVISION OF THE TEXT

22/3/2012

4/11



MAPAPTHMA 2: ®YAAO OAHIIQN XPHZHZ

Bacolam, evéoluo evawwpnua yia fooetdn, mpoépata, aiyeg, xoipoucg, ahoya, amoxicillin kat
colistin.

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ KAl TOY
KATOXOY THZz AAEIAZ TMAPArQrHz Troy EINAI YIMEYOYNOZ TIA THN
ATMOAEZMEYZH MAPTIAQN ZTON EOX, E®OZON EINAI AIA®OPETIKOI

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

2.0NOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

BACOLAM, amoxicillin kat colistin, evéolpo evawwpnua ya Booeldn, mpoparta, aiyeg,
Xoipoug, ahoya

3.2YNOEZH ZE APAZTIKO ZYZTATIKO(A) KAl AAAO(A) ZYZTATIKO(A)

KaBe 1 ml dpactikol cuCTATIKOU TIEPLEXEL:
ApaoTika cuoTtatika

Amoxicillin (as amoxicillin trinydrate) 100 mg
Colistin sulphate 250.000.1.U.

‘Ekdoxa: EXpL 1ml

4.ENAEIZH(EIZ)

To Bacolam evéowo evawpnua evdeikvutal ywa Bepameia twv AopwEewv TOu
YOAOTPEVIEPIKOU, aAVATIVEUOTIKOU (AOIHWEELC BPOYXWVY Kal TIVELHOVWY) OUPOTIOLNTLIKOU
CGUCTHHATOC KAl TOU JEPHATOC, TIOU TIPOEPXOVTAL ATtO gram BETIKOUC Kal gram apvnTIKoug
HIKPOoOpYaviopoug, euaioctntoug otov ouvduacpo apo&UKIAIVNC-KOALoTIVAC.

| 5.,ANTENAEIZEIZ

Na pnv xopnyeitat oe mepuTTWoELG LTtepevalcOnaoiag otnv aPogUKIAAv 1 KoAwoTivn.
Emiong avtevdekvietal n xprion tou ota {wa Tou TIAoXouV amnod vedPplkEG TabAoeLg e
EKOUALOTIKO XapaKTnpa.

‘ 6.ANETMIOYMHTEZ ENEPTEIEZ

2ndvia pmopei va epdaviotolv aMepYIKEC avTIOPATELG.
Eivat ubavov va epdaviotei tdvoc Kat ckAfpuven Tou SEPUATOC OTO ONUELo TNE Eveonc.

7.EIAH ZQQN

Booeldn, mpdparta, aiyeg, xoipol kat dAoya.
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8.AOZOAOrIATIA KAOE EIAOZ, TPOIMOZ KAI OAOZ(Ol) XOPHIHZHZ

Avakiveiote opoldpopda T0 PTTOUKAAL TIPLY ATto T XPnHon.
Booeldn, mpopara, aiyeg, xoipot kat aroya: 10mU/100kg o.B. tpotovtog tnv nuEPa.
Xopnyeitat yta f d0o dopéc TV NUEPA Pe BabLld evoopuikn Eyxuon.

‘ 9.0AHIEZTATH 2Q2TH XOPHIHZH

Kapia.

‘ 10. XPONOZ ANAMONHZ

Booeldn, mpopara, aiyeg, xoipol kat ahoya: Kpgag: 28 pépec.

- Aev ETUTPETETAL va XPNOLOTIOlEiTAL 0 AAoya TIOU TAPAyouv yaAd yla avlpwrivn
Katavaiwon.

- Na un xopnyeitat oe yaiaktodpopa Jwa Twv OTolwv To yaAa f ta mapaywya Ttou
Tipoopidovtal yla avbpwrivn KatavaAwaon.

‘ 11 EIAIKEZ ZYNOHKEZ AIATHPHZHZ

Na puAacocetal oe O€on, TV omoia dev BAEToOUV Kat Sev tpooeyyidouv ta tadid.

Na ¢uldcoestal oe dpooepd Kal ENPO HPEPOC TPOOTATEUHUEVO aATO TO PwC KAl OE
Bepuokpaaoieg oL tavw armo 25°C.

Aldpkela {wng Tou KTNvatplkol GappakeuTikou Tipoidviog cuudwva Pe T cuokeuaacia
TIWANGONG : 2 xpovia

12 EIAIKH(EZ) MPOEIAOMNOIHZEIZ

Eldkég tpoeldomolnoelg yia Kabe idog {wou.

Na xpnowormnoteitat pévo otav n evacdnoia Twv HIKPOOPYAVICHWY oTa dpactika
cuoTatika eival damotwpEévn. ZucTiveTal va dlevepyeital Sokiun evatodnoiag mpv
amo v évapén tng Oepaneiag.

AkoAouBeiote TI¢ KaBOPLOUEVEG AONTITEG CUVONRKEG KATA Tr XOPRynon Tou tPoiovtog.
ZtnVv mepintwon HeyaAdowHwyv {WwV, 0TNV OTIoia 0 XOPNYOUHEVOG

OyKog eival peyalog, ouctiveTal va yivetal n éveon oe 800 | meploootEPa onpeia.

I5waitepeg mpoduldadelq katd tn xpron os wa.

AavOaopévn xpron tov BACOLAM mubavov va odnynoet oe avénon otn ocuxvotnta
epdaviong avoekTkwy Baktnpldiwv otnv apo&KiAAivn Kat otnv KoAlotivn.

Mnv untepBaivete Tnv cuvicTwHEVN ddon.

[Baitepeg mpoduAdagelg Tou TpEmel va AapPBdvovial and To ATopo Tou X0opnyel To
dapUakeLTIKO TTPOloY oe {wa
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Kapia.

Xprion Kata tnv KUnon, t yaAouxia i tnv wotokia.
XPNGoOTOLOTE TO TPOIOV HOVO oUHPWVA PE TRV EKTIPNON oPEAOUG/KIVEUVOL amo
ToVv uTteVOLVO KThviatpo.

AANAeTUOPACELC  HE  AANA  DAPUAKEUTIKA TIpoiovTa KAt  AAAeg  popdEQ
aAAnAemtidpaoncg
Kapta.

YniepSoooAoyia (cupumtwpata, HETPA AVILUETWTILONG, avtidota edv eival anapaitnta)
Zta £idn-otoxoug, oc OePATIEVTIKEG BOOELG, TO PAPHAKEUTIKO TIPOIOV HTavV KaAd
avekto. MeydAeg 800elg KOALoTivG TILOAVOV va TPOKAAECOUV VEDPLKN AVETIAPKELA
Kal VEKpWaon cwAnvapiwv.

13.EIAIKEZ  MPO®YAAZEIZ  AMNOPPIWHZ ENOz  XPHZIMOMNMOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY TPOIONTOZ 'H AAAQN YAIKQN Moy
MPOEPXONTAI AMO TH XPHZH TOY MPOIONTOX EAN YNAPXOYN

Mnv amnoppirttete oto ePBAAOV. To axpnCLUOTIOINTO TIPOLOV I TO AXPNOTO UAIKO TIPETEL
va Kataotpedpetal oclvudwva He TIC ATMATACELC TNC €OvIKAG vopoBeoiac. To pn
XPNOWOTIOINHUEVO UAIKO TIPETIEL VA HETADEPETAL OTO PHEPOC TOTIOBETNONG TWV ANYHEVWV 1)
HN XPNOWOTIOLOVHEVWY GAPHUAKEUTIKWY TIPOIOVTWV.

14. HMEPOMHNIA THZ TEAEYTAIAZ ETKPIZHZ TOY ®YAAOY OAHIIQN XPHZEQZ

22/05/2025

15.AAAEZ MAHPO®OPIEZ

2YZKEYAZIEZ:
diaAec 100mlL, 250ml, 500ml.
Mmopei va pnv KuKAopopoUv OAEG OL GUCKELAGIEG.

MNa omowadnmote MAnpodopia OXETIKN HE TO TIAPOV KTNVIATPIKO GAPHAKEUTIKO TIPOIOV
TapakaAeiofe va ameuvBuvOeite OTOV TOTUKO AVIUTPOOWTIO TOU KATOXOU TNG AdELag
KuKAodopiag.

N.A. CHANCE TRADING
Anpokpartiag 60, kat.1,2034,
21poBoAog, Aeukwoia

TnA 22495992/94

da 22496120

NMAPAPTHMA 3: EZQTEPIKH ZYZKEYAZIA
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1.O0NOMAZIA KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ

BACOLAM (amoxicillin and colistin) evéowo evawwpnua yla Booeldn, mpopara, aiyeg,
Xoipouc kat aioya.

2.2YNOEZH ZE APAZTIKO ZYZTATIKO KAI AAAA ZYZTATIKA

KaBe 1 ml dpaotikol cuoTtatikoL TIEPLEXEL:
ApaoTtikd cuoTtatika
Amoxicillin (as amoxicillin trihnydrate) 100 mg

Colistin sulphate 250.000 I.U.

—'Ekdoxa: pExpL Tml

‘ 3.®APMAKOTEXNIKH MOP®H

Evéowo evawwpnua

| 4.XYSKEYASIA

100ml

| 5. EIAOZ(H) ZQOY(QN) MA TO(TA) OMOIO(A) TPOOPIZETAI TO MPOION

Booeldn, mpopara, aiyeg, xoipot kat dAoya.

| 6. ENAEIZH(EIZ)

To Bacolam evéowo evawpnua evdeikvutal yia Bepameia twv Aopwéewv Tou
YOAOTPEVIEPIKOU, AVATIVEUOTIKOU (AOIHWEELC BPOYXWVY Kal TIVELHOVWY) OUPOTIOLNTLIKOU
CUCTHHATOC KAl TOU SEPPATOC, TIOU TIPOEPXOVTAL ATtO gram BETIKOUC Kal gram apvnTIKoUg
HIKPOoOpYaviopoug, euaioctntoug otov ouvduacHo apo&UKIAIVNC-KOALoTIVACG.

‘ 7.TPOMNMOZ KAl OAOZ(Ol) XOPHIHZHZ

Xopnyeitat pe Babla evoopuikA €yxuon.
AwaBdote o GUANO 0BNYLWYV XPHOEWC, TIPLV ATIO TN XPHoN.

| 8.XPONOZ ANAMONHZ

Booeldn, mpoBata, aiyeg, xoipot kat dhoya: Kpéag: 28 pépec.

- Aev ETUTPETETAL va XPNOLUOTIOlE(TAL 0 AAoya TIOU TapdAyouv yAAd yla avepwrivn
Katavaiwon.

- Na pnv xopnyeitat oe yaAaktodpopa wa Twv OTOiWV TO yAaAd N Ta Tapaywyd Tou
Tpoopidovtal yla avbpwrivn katavaiwaon.

‘ 9. EIAIKH(EZ) NMPOEIAOMNOIHZH(EIZ) EAN EINAI ANTAPAITHTH
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Na pnv uttepBaivetal n cuviotwyevn docoAoyia.

‘ 10.HMEPOMHNIA AH=HZ

AH=H( pnvag /étoq)
Metd 1o avolypa, Xprnon Ewe ............

‘ 11.EIAIKEZ ZYNOHKEZ AIATHPHZHZ

Na ¢uAdooetal os dpooepO Kal ENPO HEPOC HAKPLA amod Tnyéc Bepudtnrag Kal oe
Bepuokpaocieg OxtL tavw amd 25°C.

12 EIAIKEZ TPO®YAAZEIZ AMNOPPIWHZ ENOZ XPHZIMOMNOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY T[POIONTOZ 'H AAAQN YAIKQN MOY
MPOEPXONTAI ANO TH XPHZH TOY NMPOIONTOZ EAN YIMAPXOYN

Mnv amnoppinttete oto ePBAMov. To axpnooTIoinTo TPOLOV ) TO AXPNOTO UAIKO TIPETIEL
va Kataotpedetal oclvudwva He TIC ATMATACELC TNC €OvIKAG vopoBeoiac. To pn
XPNOWOTIOINHUEVO UAIKO TIPETIEL VA HETADEPETAL OTO PHEPOC TOTIOOETNONG TWV ANYHEVWV 1)
HN XPNOWOTIOOUHEVWY GAPHAKEUTIKWY TIPOIOVTWV.

13.01 AEZEIZ «AMNOKAEIZTIKA TlIA KTHNIATPIKH XPHZH» KAI Ol OPOI 'H Ol
MEPIOPIZMOI MOY IZXYOYN ZXETIKA ME TH AIAGEZH KAI TH XPHZH
AN YNAPXOYN

AMOKAEIZTIKATIA KTHNIATPIKH XPHZH

14. Ol AEZEIZ «NA ®YAAZZETAI ZE OEzH, THN OINOIA AEN BAEMOYN KAI AEN
MPOZEITIZOYN TA NAIAIA»

Na puAaccetal oe B€on, tnv omoia dev BAETIOLY Kat dev Tipooeyyidouy ta tawdid.

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ KAl TOY
KATOXOY THZ AAEIAZ TAPArQrHzZ TroyY EINAI YMNEYOYNOz TlA THN
ATMOAEZMEYZH MAPTIAQN ZTON EOX, E®OZON EINAI AIA®OPETIKOI

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

‘ 16. APIOMOZ AAEIAZ KYKAODOPIAZ

A.A.K.: 19058

‘ 17. APIOMOZ MNAPTIAAZ MNMAPAIQrHz

MAPAPTHMA 4: ZTOIXEIQAHZ ZYZKEYAZIA

NMAHPO®OPIEZ MOY MNMPEMEI NA ANATPA®ONTAI ZTH ZTOIXEIQAH ZYZKEYAZIA
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| (PIAAH TQN 100 ML) |

\ 1. ONOMAZIA KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ \
BACOLAM (amoxicillin and colistin) evéowo evawwpnua ya Booeldr mpofata, aiyeg,
Xoipouc kat aioya.

2. 3YNOEZH ZE APAZTIKO KAI AAAA ZYZTATIKA
KaBe 1 ml dpaotikol cuotatikol TIEPLEXEL:

ApaoTika cuoTatika
Amoxicillin (as amoxicillin trihydrate) 100 mg
Colistin sulphate 250.000 I.U.

—'Ekdoxa: pExpL Tml

\ 3. PAPMAKOTEXNIKH MOP®H \
Evéowo evawwpnua

| 4.SYSKEYAZIA |
100 ml

| 5. EIAH ZQQN |
Booeldn, mpoparta, aiyeg, xoipol kat dAoya.

\ 6. ENAEIZH(EIZ) \
To Bacolam evéowo esvawpnua evdeikvutal yia Bepameia twv Aopwewv Tou
YOAOTPEVIEPIKOU, aVaTIVEUOTIKOU Kal (AOHWEELG BPOYXWYV Kal TIVELHOVWY) OUPOTIOLNTLKOU
CUCTHHATOC KAl TOU JEPHATOC, TIOU TIPOEPXOVTAL ATtO gram BETIKOUC Kal gram apvnTIKoug
HIKPOoOpYaviopoug, euaioctntoug otov cuvduacpo apo&UKIAIVNC-KoOALoTIVAC.

‘ 7. TPOMOZ KAI OAOZ(Ol) XOPHIHZHZ
Xopnyeitat pe Babla evdopuikn €yxuon.
AwaBdote 1o GUAO 0BNYLWV XPAOEWC TIPLY ATto T XPNon

| 8. XPONOZ ANAMONHZ
Booeldn, mpopara, aiyeg, xoipol kat ahoya: Kpgag: 28 pEpec.

- Aev ETUTPETETAL va XPNOWIOTIOlE(TAL 0 AAoya TIOU TAPAyouv yaAd yla avBpwrvn
Katavaiwon.

- Na pnv xopnyeitat oe yaAaktodpopa wa Twv OToiwV TO yaAd N Ta Tapaywyd Tou
Ttpoopidovtal yla avbpwrivn katavaiwaon.
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‘ 9. EIAIKEZ NMPOEIAOIMOIHZEIZ EAN EINAI ATTAPAITHTEZ

BAETE GUANO 0BNYLWV XPHRONG.

‘ 10. HMEPOMHNIA AH=HZ

AH=H (unvac/étoc):

‘ 11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

Na ¢uAdooetal os dpooepo Kal ENPO HEPOC HAKPLA amod Tnyéc Bepudtnrag Kal oe
Bepuokpaacieg oL tavw armo 25°C.

Audpkela WG TOU KTNVIATPLIKOU GappakeUTIKoU Tipolovtog cUPdWvaA Pe TN cuoKevaoia
TIwANoNG: 2 xpovia

12. EIAIKEZ TPO®YAAZEIZ ANOPPIWHZ ENOZ XPHZIMOMNOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY T[POIONTOZ H AAAQN YAIKQN MOY
MPOEPXONTAI AMNO TH XPHZH TOY MPOIONTOZ EAN YNAPXOYN

Mnv amoppirtete 0To TEPLBAAOV PETA TN XPHOoN. To axpnoLUOoTIoinTo TIPOLOV ) TO AXPNOoTo
UAIKO TIPETIEL VA KATAOTPEDETAL CUPWVA HE TIG ATIALTACELG TNE EBVIKAG vopoBeaiag. To un
XPNOLUOTIONKEVO UAKO TIPETIEL va PETADEPETAL OTO HEPOC TOTIOBETNONG TWV ANYHEVWY N
HN XPNOWOTIOOUHEVWY GAPHAKEUTIKWY TIPOIOVTWV.

13.01 AEZEIZ «NA ®YAAZZETAI ZE OEZH THN OIOIA AEN BAEMOYN KAl AEN
MPOZEITIZOYN TA NAIAIA»

Na duAdcoetal o B€on tnv omtoia dev BAETIOLY Kal dev Tipooeyyidouy ta tadia.

14. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ KAl TOY
KATOXOY THZ AAEIAZ TAPArQrHz TroyY EINAI YMNEYOYNOz TIA THN
AMNMOAEZMEYZH MAPTIAQN ZTON EOX, E®OZON EINAI AIA®OPETIKOI

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

15.APIOGMOZ AAEIAZ KYKAODOPIAZ ‘
19058

‘ 16. APIOMOZ MNMAPTIAAZ NMAPAIQrHz
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