MAPAPTHMA 1: MEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZ

4.1.

4.2.

NAME OF THE VETERINARY MEDICINAL PRODUCT
HEPAGEN 100 mg/ml solution for injection for cattle, horses, goats, swine and dogs

QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml contains:

Active substance:

2-methyl-2-phenoxy-propionic acid 100 mg
equivalent to 2-methyl-2-phenoxy sodium propionate 112.2mg

Excipients:

Sodium edetate 0.90 mg
Sodium methyl parahydroxybenzoate (E219) 0.16 mg
Sodium propyl parahydroxybenzoate (E217) 0.08 mg

Water for injections g.s. to 1 ml
For a full list of excipients, see section 6.1.

PHARMACEUTICAL FORM
Solution for injection

CLINICAL PARTICULARS

Target species
Cattle, horses, goats, swine, dogs.

Indications for use, specifying the target species
In general:

Indigestion - alimentary intoxication - acetonemia - hepatic insufficiency - inappetence -
meteorism - coadjuvant in the specific treatment of gastrointestinal parasitosis.

More specifically:

Cattle - Goats: alimentary intoxication, rumen overload, dyspepsia with meteorism,
acetonemia (ketosis), complementary treatment in cases of distomatosis and dicrocoeliasis.

Horses: hepatic disorders due to dietary imbalance, hepatic insufficiency also due to
piroplasmosis and leptospirosis.

Swine: enterotoxemia, hepatic dystrophy, edema, inappetence and constipation also
resulting from farrowing or weaning.

Dogs: jaundice, hepatic insufficiency, coadjuvant treatment in cases of leptospirosis and
distemper.
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4.3. Contraindications

None.

4.4. Special warnings for each target species
None.

4.5. Special precautions for use

Special precautions for use in animals
None.

Special precautions to be taken by the person administering the veterinary medicinal
product to animals
None.

4.6. Adverse reactions (frequency and severity)
No secondary effects are known at the prescribed doses, nor have they been reported
following administration of higher doses.

4.7. Use during pregnancy, lactation or lay
It can be used during pregnancy and lactation.

4.8. Interaction with other medicinal products and other forms of interaction
None known.
4.9. Amounts to be administered and administration route

For all animal species for which the product is intended, the posology is 10 mg/kg body
weight.

Adult cattle and horses: up to 300 kg b.w.: 30 ml.
up to 500 kg b.w.: 40 ml.
over 500 kg b.w.: 50 mL.

Calves - Foals - Goats - Swine:  5-15mlL

Piglets: 1 mlper 10 kg b.w.

Dogs: 1 mlper 10 kg b.w.

Inject by the deep intramuscular route, by the intraperitoneal route or by the slow intravenous
route.

The above-mentioned doses may be repeated every 24 hours, at the discretion of the
Veterinary surgeon.

4.10. Overdose (symptoms, emergency procedures, antidotes), if necessary
No symptoms due to overdose are known.

4.11. Withdrawal periods
Meats: 0 days.
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Milk: O hours.

5. PHARMACOLOGICAL PROPERTIES
Pharmacotherapeutic group: liver therapy
ATCvet Code: QAO5BA

5.1. Pharmacodynamic properties

HEPAGEN, an aqueous solution containing 10% phenoxy-2-methyl-2-propionic acid, is
characterised by an elective action on the liver, with an increase in bile secretion and
consequent activity favouring the performance of digestive functions.

HEPAGEN performs its secretory stimulatory action by acting directly on the glandular
system without excitation or depression of the central or autonomous nervous systems.
Owing to its choleretic activity, HEPAGEN is indicated in the treatment of diseases
characterised by or accompanied by hepatic insufficiency.

5.2, Pharmacokinetic particulars
Administered by the parenteral route, HEPAGEN is rapidly absorbed and is eliminated via
the urine and the faeces, in unmodified form in cattle and partially metabolised in swine.

6. PHARMACEUTICAL PARTICULARS
6.1. List of excipients
Sodium edetate
Sodium methyl parahydroxybenzoate (E219)
Sodium propyl parahydroxybenzoate (E217)
Water for injections

6.2. Incompatibilities

HEPAGEN is not miscible with calcium salts.

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

6.3. Shelf-life
Shelf-life of the veterinary medicinal product as packaged for sale: 4 years.
Shelf-life after first opening the immediate packaging: 28 days.

6.4. Special precautions for storage

Store protected from light and from sources of heat.

6.5. Nature and composition of immediate packaging
100 ml type |l glass bottle, with an elastomer closure and sealed with an aluminium collar,
in a cardboard box.

100 ml PET (polyethylene terephthalate) bottle with elastomer cap and sealed with
aluminium collar, in a cardboard box.

Not all pack sizes may be marketed.
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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 Emilia - Bologna - Italy.

8. MARKETING AUTHORISATION NUMBER
10464

9. DATE OF FIRST AUTHORISATION OF THE AUTHORISATION
07/05/1986

10. DATE OF REVISION OF THE TEXT
27/06/2024
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MAPAPTHMA li: ENIZHMANZH KAI ®YAAO OAHIQN XPHZHZ

A. EMIZHMANZzH
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NMAHPO®OPIEZ NMOY MNMPEMNEI NA ANATPA®ONTAI ZTHN EZQTEPIKH ZYZKEYAZIA

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

HEPAGEN 100mg/ml
Evéoo dlaAupa yia Booeldr, dhoya, aiyeg, Xoipoug kat okUAoUC.

‘ 2. ZYNOEZzH ZE APAZTIKO KAI AAAA ZYZTATIKA

KaBe mlmepiExel:
Apaoctikd Zuotatika

2-methyl-2-phenoxy propionic acid 100mg
looduvapo pe 2-methyl-2-phenoxy sodium propionate 112.2mg
'Ekdoxa

Sodium edetate

Sodium methyl parahydroxybenzoate (E219)
Sodium propyl parahydroxybenzoate (E217)
Water for injections g.s. to 1 ml

‘ 3. ®APMAKOTEXNIKH MOP®H

Evéoo dlaiupa.

| 4. ZYIKEYAZIA

100ml

| 5. EIAHZQON

Booe1dn, Aloya, Aiyec, Xoipoug kat ZKUAoUG

| 6. ENAEIZEI

Avomieia, tpodikn dnAntnpiacn, KETwOoN, NMATIKA AVETAPKELD, avopetia, HETEWPLOHOC,
ETUKOUPLKO TNV £18IKA Bepareia yaoTpevIEPIKNC TTapacitwonc.

Edwka:
Booeidn - Aiyec: tpodikn dnAntnpiacn, evodprivwaon TPOCTOAX0U TWV UNPUKACTIKWY, duoTteia
HE HETEWPLOWO, KETWON (oovalpia), ETIKOUPLKO KATA TN Bepareia NIatikng mTapacitwong.

Aloya: nmatikeg dlatapaxec AOyw Un LoOPPOTINHEVNCG dLATPOdNAC, NTIATIKY AVETIAPKELA AdYW
Aoipwénc and mpwtolwa (babesiasis) kal Aetttoomeipwongc.

Xolpot: eviepotoflvawyia, nmatikn oOuotpodia, oidnua, avopefia kat SuokodTnta ToU
0KOAOUBOUV TOV TOKETO I) TOV ATIOYAAQKTIGHO.

ZKUAoL: (KTEPOC, NTIATIKA AVETIAPKELC, ETIKOUPLKO KATA TNV Bepareia Tng AeTtooTeipwong Kat e
vooou tou Carré (canine distemper).

7. TPOMOZ KAl OAOZ XOPHIHZHZz

Na 6Aa ta eidn wwyv n docoAoyia eivat 10mg/kg Bapoug cwpatog.
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EvAAwa Booeldn - adoya: Méxpt 300kg Bapouc cuwpatoc: 30ml
MéxpL 500kg Bapoug cwuatoc: 40ml
Mavw ard 500kg Bdpoug cwuatoc: 50ml

Mooxapia, TouAdpla, aiyeg, xoipot: 5-15ml

Xotpidia: 1ml/10kg Bapouc cuwpatocg

ZkUAou: Tml/10kg Bdpoug cwpatog

BaBud evdopuikni i evdomepltovaikn yxuon r apyr evoodAERLa.

Ot o avw avadepopeveg SOOELG UTtopEel va ertavaiapBavovtal Kabe 24 wpeg PeTa amnd lorynon
TOU KTNVLATpou.

‘ 8. XPONOZ ANAMONHz

Kpéag: undév pépec, Maia: undév wpeg

‘ 9. EIAIKH MPOEIAOIMNOIHZH, EAN EINAI AMTAPAITHTH

Kapia.

‘ 10. HMEPOMHNIA AH=HZ

AH=H {uivac/étoct:

‘ 11. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

PuldooeTal TPooTATEVREVO aTtd To pwe Kat TtnyEG Bepudtntac.

Aldpkela (WG HETA TO TIPUWITO AVOLYHIA TOU TIEPLEKTN: 28 PEPEC.

12. EIAIKEZ MPO®YAAZEIZ AMOPPIWHE ENOZ XPHZIMOMOIHOENTOZ KTHNIATPIKOY
GAPMAKEYTIKOY MPOIONTOZ 'H AAAQN YAIKQN MOY MPOEPXONTAI AMNO TO
MPOION, AN YMAPXOYN

KaBe pn xpnowomolnbev KTNVIAaTPIKO GAPHAKEUTIKO TIPOIOV N hn XpNothoTtionfévta uttoAsippatd
TOU TIPETEL VA ATtopPITITOVTAL CUPPWVA HE TIC LOXVOUOEC EBVIKEC ATIALTACELC.

13. Ol AEZEIZ «AMNMOKAEIZTIKA A KTHNIATPIKH XPHZH» KAI Ol OPOI'H Ol NMEPIOPIZMOI
MOY IZXYOYN ZXETIKA ME TH AIAOGEZH KAI TH XPHZH, av uapxouv

ATIOKAELOTIKA Y1a KTNVLIATPLIKA XPNon — va dlatiBetatl govo Pe KTNVIATPLIKN ouvtayn.

14. Ol AEZEIZ «NA ®YNAZZETAlI ZE OEzH, THN OIOIA AEN BAEMNOYN KAI AEN
MPOZEITIZOYN TA NAIAIA»

Na ¢uAdooetal og B€an, TNV omoia dev BAETIOLV Kal dev Ttpooeyyidouy ta TtadLd.

‘ 15. ONOMAKAIAIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

FATRO S.p.A.
Via Emilia, 285 — 40064 Ozzano Emilia (Bologna), Italy
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l 16. APIOMOZ AAEIAZ KYKAODOPIAZ

10464

l 17. APIOMOZ NAPTIAAZ MAPATQrHz

Ap1B. taptidac:
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NMAHPO®OPIEZ MOY MPEMEI NA ANATPA®ONTAI ZTH ZTOIXEIQAH ZYZKEYAZIA

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

HEPAGEN 100mg/ml
Evéoo dlaAupa yia Booeldn, dhoya, alyeg, xolpoug kat GKUAOUG.

2. ZYNOEZH ZE APAZTIKO KAI AAAA ZYZTATIKA

KaBe mlmepiExel:

Apactika Zuotatika

2-methyl-2-phenoxy propionic acid 100mg
Looduvapo pe 2-methyl-2-phenoxy sodium propionate 112.2mg

'Ekdoxa

Sodium edetate

Sodium methyl parahydroxybenzoate (E219)
Sodium propyl parahydroxybenzoate (E217)
Water for injections g.s. to Tml

3. DAPMAKOTEXNIKH MOP®H

Evéoo dlaAupa.

| 4. ZYIKEYAZIA

100ml

| 5. EIAHZOON

Booe1dn, Aloya, Aiyec, Xoipoug kat ZKUAoUG

| 6. ENAEIZEIZ

Avormeia, tpodikn dnAntnpiacn, Kétwon, Nmatikn avemdpkela, avopeéia, METEWPLOUAC,
ETUKOUPLKO oTNV 181K Bepareia yaoTpevIEPIKNC TTapacitwonc.

Ewdwa:
Booeidn - Aiyec: tpodikn dnAntnpiacn, evodprivwon TPOCTOAX0U TWV UNPUKACTIKWY, duoTteia
HE HETEWPLOWO, KETWON (oovalpia), ETIKOUPLKO KATA TN Bepareia NIatikng mTapacitwongc.

Aloya: nmatikeg dlatapaxec AOyw Un LoOPPOTINHEVNG dLATPOdAC, NTIATIKY AVETIAPKELA AdYW
Aoipwénc and mpwtolwa (babesiasis) kal Aetttoomeipwongc.

Xolpot: eviepotoflvawyia, nmatikn oOuotpodia, oidnua, avopefia kat Suokodtnta ToU
0KOAOUBOUV TOV TOKETO I TOV ATIOYAAQKTIGHO.

ZKUAoL: (KTEPOC, NTIATIKA AVETIAPKELC, ETIKOUPLKO KATA TNV Bepareia Tng AeTtooTeipwong Kat e
vooou tou Carré (canine distemper).

7. TPOMOZ KAl OAOZ XOPHIHZHZz

lNa 6Aa ta eidn wwyv n docooyia sivat 10mg/kg Bdpouc cwuatoc.
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EvAAwa Booeldn - adoya: Méxpt 300kg Bapouc cuwpatoc: 30ml
MéxpL 500kg Bapoug cwuatoc: 40ml
Mavw ard 500kg Bdpoug cwuatoc: 50ml

Mooxapia, TouAdpla, aiyeg, xoipot: 5-15ml

Xotpidia: 1ml/10kg Bapouc cuwpatocg

ZkUAou: Tml/10kg Bdpoug cwpatog

BaBud evdopuikni i evdomepltovaikn yxuon r apyr evoodAERLa.

Ot o avw avadepopeveg SOOELG UTtopEel va ertavaiapBavovtal Kabe 24 wpeg PeTa amnd lorynon
TOU KTNVLATpou.

‘ 8. XPONOZ ANAMONHz

Kpéag: undév pépeg
[FaAa: pndev wpec

‘ 9. EIAIKH MPOEIAOIMNOIHZH, EAN EINAI AMTAPAITHTH

Kapia.

‘ 10. HMEPOMHNIA AH=HZ

AH=H {unvac/étock:

‘ 11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

DUAACOETAL TIPOCTATEVHEVO ATtO TO GWC KAl TINYEC BEpUOTNTAC.

Aldpkela (WG HETA TO TIPWITO AVOLYHIA TOU TIEPLEKTN: 28 PEPEC.

12. EIAIKEEZ MPO®YAAZEIZ AMOPPIWHE ENOZ XPHZIMOMOIHOENTOZ KTHNIATPIKOY
GAPMAKEYTIKOY MPOIONTOZ 'H AAAQN YAIKQN MOY MPOEPXONTAI AMO TO
MPOION, AN YMAPXOYN

KaBe pn xpnowotolnbev KTNVIATPIKO GAPHAKEUTIKO TIPOIOV N pn XpnothoTtonfévta uTtoAsippatd
TOU TIPETEL VA ATtoPPITITOVTAL CUPPWVA HE TIC LOXVOUOEC EBVIKEC ATIALTAOELC.

13. Ol AEZEIZ «AMNMOKAEIZTIKA A KTHNIATPIKH XPHZH» KAI Ol OPOI'H Ol NMEPIOPIZMOI
MOY IZXYOYN ZXETIKA ME TH AIAOGEZH KAI TH XPHZH, av unapxouv

ATIOKAELOTIKA YL KTNVLATPLKN XpRon — va dlatiBetal gévo pe KTNVIATpLkr auvtayn.

14. Ol AEZEIZ «NA ®YAAZZETAlI ZE OEzH, THN OIIOIA AEN BAEMNOYN KAl AEN
MPOZEITIZOYN TA NAIAIA»

Na duAdooetal og B€an, TNV omoia dsv BAETIOLV Kat dev Ttpooeyyidouy ta Ttadid.

‘ 15. ONOMAKAIAIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

FATRO S.p.A.

10/15



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

‘ 16. APIOMOZ AAEIAZ KYKAODOPIAZ

10464

‘ 17. APIOMOZ NAPTIAAZ MAPATQrHz

Ap18. taptidac:
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B. ®YANO OAHIQN XPHZHZ
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®YANO OAHIIQN XPHZHZ

HEPAGEN 100mg/ml
Evéoo dlaAupa yia Booeldr, dhoya, aiyeg, Xoipoug kat oKUAoUG

1. ONOMAKAIAIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®DOPIAZ KAITOY KATOXOY
THZ AAEIAZ MAPATQIrHz noy EINAI YIMIEYOYNOZ INA THN AMMOAEZMEYZH NAPTIAQN
2ZTON EOX, E®OOZON EINAI AIA®OPETIKOI

FATRO S.p.A.

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

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
HEPAGEN 100mg/ml
Evéopo dlaAupa yia Booetdn, dAoya, aiyeg, xolpoug Kat oKUAOUG

3. ZYNOEZH ZE APAZTIKO ZYZTATIKO KAI AAAEZ OYZIEZ
KaBe mlmepiExel:

Apaoctika Zuotatika

2-methyl-2-phenoxy-propionic acid 100mg
looduvapo pe 2-methyl-2-phenoxy sodium propionate 112.2mg

Ekdoxa

Sodium edetate 0.90mg
Sodium methyl parahydroxybenzoate (E219) 0.16mg
Sodium propyl parahydroxybenzoate (E217) 0.08mg
Water for injections g.s. to Tml

4. ENAEIZEIZ
Avomieia, tpodikn dnAntnpiacn, KETwOoN, NMATIKA AVETAPKELD, avopetia, HETEWPLOHOC,
ETIKOUPLKO OTNV £LOIKN DepaTeia yaOTPEVIEPIKNC TIapaciTWon .

Ewdwka:
Booetdn - Alyec: Tpodkn dnAntnpiaon, evodnvwaon TipooToUX0U TWV JNPUKACTIKWY, duoTteia

HE HETEWPLOWO, KETWON (oovalpia), ETIKOUPLKO KATA TN Bepareia NIatikng mTapacitwongc.

Aloya: NMATIKEG OlATAPAXEC AOYW UN LOOPPOTINHEVNC dLATPODNAC, NTIATIKY AVETIAPKELD AOYW
Aoipwénc and mpwtolwa (babesiasis) kal Aetttoomeipwongc.

Xolpot: eviepotoflvalyia, nmatikn OSuotpodia, oidnua, avopefia kat SuokoWdTNTA ToU
0KOAOUBOUV TOV TOKETO I) TOV ATIOYAAQKTIGHO.

ZKUAoL: (KTEPOC, NTIATIKA AVETIAPKELC, ETILKOUPLKO KATA TNV Bepareia tng AeTtooTeipwong Kat tng
vooou tou Carré (canine distemper).

5. ANTENAEIZEIZ
Kapia.
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6. ANENIOYMHTEZ ENEPTEIEZ
Me 11¢ avadepBeioeg doooloyieg dev epdavidovial SBEVTEPOYEVHG EVEPYELEG KAl oUTE avadEpovTal
Kal PE TNV Xoprynon uynAotepwy 600EwWV.

7. EIAH ZQQN
Booe1dr), aAoya, aiyeg, xolpot, oKUAOL.

8. AOZOANOrIATIA KAGE EIAOZ, TPOMOZ KAl OAOZ XOPHIHZHZ
Na 6Aa ta €idn wwyv n docoAoyia eivat 10mg/kg Bdpoug cwpatod.

EviAwa Booeldn - adoya: MexpL 300kg Bapoug cuwpatoc: 30ml
MéxpL 500kg Bdpoug cwpatoc: 40ml
Mavw amoé 500kg Bapoug cwpartoc: 50ml

Mooxapia, TouAdpla, aiyeg, xoipot: 5-15ml
Xotpidia: 1ml/10kg Bapoug cuwpatog
ZkuAou: Tml/10kg Bdpoug cwpatog

BaBud evdopuikn i evdomepltovaikn yxuon r apyr evoodAERLa.
OLTo mavw avadepopeveg SOOELC UTtopEl va eTtavaiapBavovtal Kabe 24 wpec YETA amod lonynon
TOU KTNVLATpou.

9. OAHFIEZTIATH ZQZTH XOPHIHzH
Kapia.

10. XPONOZ ANAMONHZ
Kpéag: uyndév pépec, Maia: undév wpeg

11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

Na duAdooetal og B€an, TNV omoia dev BAETIOLV Kat dev Ttpooeyyidouy ta TtadLd.
DUAACOETAL TIPOCTATEVHEVO ATt TO GWCE KAl TINYEC OEPUOTNTAC.

Aldpkela (WG PHETA TO TIPWTO AVOLYHA TOU TIEPLEKTN: 28 PEPEC.

12. EIAIKH MPOEIAOMNOIHEZH

Kapia.

13. EIAIKEE MPO®YAAZEIZ AMOPPIWHE ENOZ XPHZIMOMOIHOENTOZ KTHNIATPIKOY
GAPMAKEYTIKOY NMPOIONTOZ'H AAAQN YAIKQN NMOY MPOEPXONTAI AMO TH XPHZH
TOY NMPOIONTOZ

KaBe pn xpnoyotolnfev KTNvatplko GappakeuTIKO TIPOLOV 1 U XPnoLUoTtotnBevta utoAsippata
TOU TIPETEL va amoppiTtrovtal cUPGWVA HE TIG LOXVOUOEC EBVIKEC aTALTAOELG.

14. HMEPOMHNIA THZ TEAEYTAIAZ EFKPIZHZ TOY ®YAAOY OAHIIQN XPHZEQZ
27/06/2024
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15. AAAEZ NAHPO®OPIEX
YaAwn ¢LaAn twv 100ml tuttou |l pe eAAoTIKO THWHA TO OTIOL0 KAAUTITETAL Ao TiwHa aAoupviou, oe
Kouti amo xaptovi.

®aAn PET (oAuatBuAeviou) twyv 100ml pe €AAOTIKO TIWHA TO OTOI0 KAAUTITETAL ATO TIWHA
aloupviou, o€ Kouti armod xaptovL.

Mmopei va pnv KUKAOGopoUV OAEC Ol GUOKELAGIEC.

Avtunpoowrroc otn Kurmpo:

N.A. CHANCE TRADING

60, Demokratias Str. Shop 1

2034, Strovolos, NICOSIA, CYPRUS
Tel: +35722495992/94
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