MAPAPTHMA 1: NEPIAHWH TQN XAPAKTHPIZTIKQN TOY NPOIONTOZX

1.

NAME OF THE VETERINARY MEDICINAL PRODUCT

FATROCORTIN 1 mg/ml solution for injection for cattle, swine, horses, dogs and

cats.

QUALITATIVE AND QUANTITATIVE COMPOSITION

100 ml bottle

1 ml contains:

Active substance: dexamethasone............ 1mg
EXcipients Q.S. 10....coociiiiiieiee 1ml

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

PHARMACEUTICAL FORM

Solution for injection

CLINICAL PARTICULARS

4.1

4.2

4.3

Target species

Cattle, swine, horses, dogs and cats.

Indications for use, specifying the target species

Dexamethasone is indicated in the treatment of inflammatory and
metabolic syndromes and allergic phenomena in cattle, swine, horse,
dogs and cats, particularly in cases of: acetonemia (ketosis) - rheumatoid
arthritis - inflammatory disorders in general, articular or tendinous in
particular (bursitis, synovitis, hydrarthrosis, hygroma, tendonitis) - edema
disease of piglets - allergies and pruritus “sine materia” - dermatosis in the
dog - control of inflammatory and stressful phenomena (in combination
with antibiotic treatment) in the course of infectious bacterial diseases -
acute mastitis in the cow and sow.

Contraindications

Administration of dexamethasone or of glucocorticoids in general is
contraindicated in subjects affected by diabetes mellitus, osteoporosis,
renal disorders, cardiac insufficiency, corneal, gastric or duodenal ulcers,
glaucoma. Infectious diseases must not be treated with corticosteroids,
unless concurrent specific antiinfectious therapy is also conducted.

Do not use in animals in cases of known hypersensitivity to the active
substance or to any of the excipients.
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4.4

4.5,

4.6

Dexamethasone must not be administered in cases of systemic
thrombocytopenia.

Special warnings for each target species

In cases of intra-articular use, administration of the medicinal product
must be performed by a veterinary surgeon.

The corticosteroids can cause immuno-suppression.

Use not permitted in horses producing milk for human consumption.

Do not administer at the same time as vaccinations.

Special precautions for use
Special precautions for use in animals

The corticosteroids can slow down recovery from injuries and the
immunosuppressive effect can weaken immune defences or worsen pre-
existing infections. In the course of therapy, the therapeutic dosage
suppresses the hypothalamic pituitary axis. Following interruption of the
therapy, the symptoms of adrenal insufficiency can result in adrenocortical
atrophy (Addison) and render the animal unable to respond adequately in
stress situations.

At the time of suspension of therapy, indications must be supplied to
reduce to a minimum the risk of problems linked to adrenal insufficiency,
such as administration of the medicinal product at the time of the
endogenous peak and a gradual reduction of the dosage.

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

People with known hypersensitivity to dexamethasone or to cortisones
should avoid contact with the veterinary medicinal product. The product
should not be administered by pregnant women.

Adverse reactions (frequency and seriousness)

In target species, dexamethasone is generally well tolerated at the
recommended dosage.

The induction of parturition with corticosteroids may be associated with
reduced viability of neonates and an increase in the incidence of retained
placenta.

The systematic use of corticosteroids may cause polyuria, polydypsia and
polyphagia, particularly in the initial stages of therapy, with resulting
retention of water and sodium and hypokalemia.

In the presence of viral infections, the corticosteroids can worsen, or
speed up, the progression of, the disease.

In rare cases, episodes of hypersensitivity have been reported
(characterised by urticaria, facial swelling and collapse) following
administration of the product.

Episodes of gastrointestinal ulcers have also been reported in animals
treated with corticosteroids and gastroenteric tract ulcers may be
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4.7

4.8

4.9

aggravated by steroids in animals to which NSAIDs have been
administered or in animals with spinal trauma.

The corticosteroids may cause an increase in the volume of the liver
(hepatomegaly) with an increase in hepatic enzymes.

Use during preghancy and lactation

Do not administer during pregnancy or lactation, as administration at an
early stage of pregnancy may cause foetal anomalies. Administration in
the final stage of pregnancy may cause premature parturition or abortion.

Interaction with other medicinal products and other forms of
interaction

Concomitant use with analgesics increases the risk of episodes of
gastrointestinal haemorrhage and the formation of peptic ulcers.
Concomitant use with aspirin and NSAIDs also reduces the plasma
concentration of salicylates.

Dexamethasone may be associated with antibiotic therapy, bearing in
mind that erythromycin probably inhibits the metabolism of corticosteroids
while the rifamycins increase it.

Avoid concomitant use with vaccines.

Concurrent use with cardiac glycosides increases the risk of hypokalemia.

Amounts to be administered and administration route

Inject by the intramuscular or intravenous routes. In inflammatory
disorders of the limbs, intra-articular injection is recommended.

100 ml bottles

Adult cattle, 10 ml (0.02-0.04 mg/kg b.w. equivalent to 0.02-0.04 ml/kg

horses:

b.w./day).

Calves, foals, 5 ml (0.05-0.1 mg/kg b.w. equivalent to 0.05-0.1 ml/kg

swine:
Piglets:

b.w./day).
0.5-1 ml (0.05-0.2 mg/kg b.w. equivalent to 0.05-0.2 ml/kg
b.w./day).

Dogs and cats: 0.5-1 ml (0.05-0.2 mg/kg b.w. equivalent to 0.05-0.2 ml/kg

b.w./day).

FATROCORTIN is intended for a single administration, if necessary
repeatable just once 24 hours later.
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410 Overdose (symptoms, emergency procedures, antidotes),

necessary

if

Following prolonged administration at high dosages, certain undesirable
effects can occur such as changes in hepatic function, diabetes mellitus,
sodium and water retention, decrease in body weight, saluresis and
disorders of bone tissue turnover characterised by osteoporosis,

osteopetrosis and by necrotic phenomena.
In young subjects, delayed growth can occur.

411 Withdrawal periods
Meat and offal: Cattle: 16 days
Swine: 3 days
Horses: 24 days

Bovine milk: 6 milkings, equivalent to 72 hours

Use not permitted in horses producing milk for human consumption.

PHARMACOLOGICAL PROPERTIES

Pharmacotherapeutic group: corticosteroids for systemic use
ATC Vet Code: QHO2AB02

5.1 Pharmacodynamic properties

FATROCORTIN is a solution based on dexamethasone (16-oa-methyl-9-a.-

fluoro-prednisolone), a potent synthetic corticosteroid possessing,

compared to the natural cortisone and corticosterone precursors, a more

intense anti-inflammatory and neoglucogenic activity and less pronounced

effects on water and salt metabolism.

The corticosteroids have numerous actions at various metabolic levels,
more specifically, in veterinary medicine, dexamethasone is used in
allergic inflammatory disorders and in changes to glyco-lipidic metabolism

characterised by ketosis.

5.2 Pharmacokinetic particulars

Administration of glucocorticoids by the intravenous route gives rise to
very rapid activity, but of limited duration; with treatments by the
intramuscular route, activity starts after a few hours and is prolonged for

at least 24 hours.

After parenteral administration, dexamethasone is present in the blood in

its free form, but rapidly binds, reversibly and transiently to albumins and,

specifically, to a a-globulin named transcortin.

The free proportion reaches the sites of action in target tissues and
organs, where it binds tenaciously, exerting its specific pharmaco-clinical

activities and is then metabolised.

The liver and the udder are, at the same time, the principal target organs

of dexamethasone and the sites of its metabolisation.
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Elimination takes place through the urine, feces and milk. By the renal
route, dexamethasone is eliminated partly in free form, partly in the form
of metabolites and partly in conjugated form.
PHARMACEUTICAL PARTICULARS
6.1 List of excipients
Propylene glycol.
6.2 Incompatibilities
None known.
6.3  Shelf-life
Shelf-life of the veterinary medicinal product as packaged for sale: 5
)éehzrli—.life after first opening the immediate packaging: 28 days.
6.4 Special precautions for storage
Store protected from light and sources of heat.
6.5 Nature and composition of the immediate packaging
- 5 ml serigraphed type Il glass ampoule.
- 10 ml and 100 ml colourless type Il or type lll glass bottle, with an
E?Xstomer closure and aluminium collar, in an individual cardboard

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

MARKETING AUTHORISATION NUMBERS

10310
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9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
21/11/1985, 7/8/2012

10. DATE OF REVISION OF THE TEXT
7/8/2012

PROHIBITION OF SALE, SUPPLY AND/OR USE
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NMAPAPTHMA 2: ®YAAO OAHINQN XPHZHZ

FATROCORTIN 1mg/ml - evéoiyo didAupa yia Pooe€idr], xoipoug, dAoya, okUAoug Kal
y&TOUG

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THXZ AAEIAZ KYKAOOOPIAZ KAI
TOY KATOXOY THX AAEIAZ NMAPAIQrHz noy EINAI YNMEYOYNOZ INA THN
AMOAEZMEYZH MNAPTIAQN ZTON EOX, E®DOZON EINAI AIAOOPETIKOI
Kd&Ttoxoc¢ Tn¢ ddsiac KUKAOQOPIac Kal TTapaywyoc:

FATRO S.p.A.

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

| 2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX |
FATROCORTIN 1mg/ml - egvéoigo didAupa yia Boocldr}, Xoipoug, dAoya, okUAoug Kal
yaToug

‘ 3. 2YNOEZH ZE APAZTIKO 2YZTATIKO KAI AAAEZ OYZIEZ ‘
100ml @IGAn

KaBe 1ml trepiéxer:

ApacTiKO CUCTATIKO:

Dexamethasone img
‘Ekdoxa péXp! 1ml

| 4. PAPMAKOTEXNIKH MOP®H |
Evéoipo didAupa

| 5. ENAEIZH(EIE) |
H AecoueBadovn evdeikvutal yia Tn Bepatreia QAEyHoOvVWOWY  Kal  PETABOAIKWYV
ouvOpPOUWY  Kal OAAEPYIKWY avTIdpdoewv o€ Pooegldr, Xoipoug, GAoya, OKUAOUG Kal
yAaToug.
2UYKEKPIYEVA OTIG EENG TTEPITITWOEIG:
KETOVAIMIa (KETWON) — PEUPATOEIBN apBpiTIda — QAeyuovwdEelg dIATAPAXEG YEVIKA, Kal
eIdIKG  apBpwoewv Kal  TevOvTwy  (BuAakiTida, apBpoBulakiTida, udpodpBpwaon,
TEVOVTITION, UypwHa) oidNuaTwdng voéoog Twv XoIpIdiwv — AAAEpyieg Kal KVvNOPOG —
OepUATITIOO OTOUG OKUAOUG — pUBUION QAEYUOVAG KAl OTPECOYOVWYV KATOOTACEWV (O€
ouvduaouo pe BepaTreia avTIBIOTIKWY) OTO ETTTTEDO TwWV BAKTNPIOKWY JOAUVOEWY, O&gia
HOOTITIOO OTIG AYEAADEG KAl CUEG.

| 6. ANTENAEIZEIZ |
H xopriynon 1ng &egauebaldvng 1 Twv YAUKOKOPTIKOOTEPOEIDWY YEVIKA, AVTEVOEIKVUTAI
O€ KOTOOTAOEIG TTOU €XOUV OXEOn e oakxapwdn O1afnTn, 0oTEOTTOPWON, VEPPIKESG
olatapaxég, kapdlakA aveTtdpkela, TTaBACEIS KEPATOEIBOUG, YaoTPIKO 1 dwdeKASAKTUAIKO
£€AKOG Kal YAQUKWQ.
O1 poAuopatikéG aoBéveieg dev TTPETTEN va QVTIMETWTTICOVTAl JE KOPTIKOOTEPOEION), EKTOG
av dIeEAyeTal TAUTOXPOVN CUYKEKPIYEVN AVTIMOAUCHATIKA Beparreia.
Na pnv xpnoigoTroigital o€ {wa JE YVWOTH UTTEpeuaIcOnaia oTo dPaCTIKO CUCTATIKO 1) O€
OTTOIOBNTTOTE ATTO TA €KOOXA. Agv TTPETTEI VO XOPNYEITAI OE TTEPITITWOEIG CUCTNUATIKAG
BpoupoTreviag.
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| 7. ANENIOYMHTEX ENEPTEIEZ

H &eCapebaldvn ota €idn (wwv ylia Ta otroia TTpoopileTal, €ival KAAG avekTr otnv
ouvioTwlevn doogoAoyia. H TTpOKANGCN TOKETOU E KOPTIKOOTEPOEION UTTOPEI va OXETICETAI
ME TN MEIWPEVN ETTIRIWON TWV VEOYVWV KAl TV aUgnon tng ouxvotntag eu@aviong
aANolwoewyv Tou TTAaKoUvVTa. H oucTnuaTiK XPAon KOPTIKOOTEPOEIOWY MTTOPEI va
TTpoKaAéoel TToAuoupia, TToAugayia kal TToAudiyia 181aiTEpa OTa APXIKA OTAdIa TNG
Bepartreiog, Pe ATTOTEAECUA TNV KATOKPATNON VEPOU KAl VATPIOU KOl UTTOKOAIQIUIA. 2TIG
IOYEVEIG AOINWEEIG TA KOPTIKOOTEPOEION UTTOPEI va €TMOEIVWIOOUV I va ETTITAXUVOUV TNV
€CENIEN TNG VOOOU. ZUPTITWUATO UTTEPEUAICONCiag utTopei va eu@avicbouv oe oTTavieg
TEPITITWOEIG (KVidwOoTn, o0idnua TTPOCWTTOU KAl KATATITWON) META Tn XOpHynon Tou
TTPOIOVTOG.

Eteiocddia ammd yaoTpeviepIKa €AKN €xouv €Tmiong avaepBei oe (wa Tou éAapav
Bepartreia pe KopTIKOOTEPOEIDN . EmMdeiviwon Twv cupTTwudTwy gugaviletal o€ (Wa oTa
oTroia £xouv XopnynBei NSAIDs ) o€ {wa pe KAKwon TNG oTTovOUAIKAG OTHANG.

Ta kopTikooTepoeI® WTTOPEl va TIPOKOAECOOUV aUEnon Tou OyKOU TOU NTTATOG
(nTraTopeyalia) pe alténon Twv NITATIKWY EVUPWY.

| 8. EIAH ZQQN

Boog1dn, xoipol, dAoya, okuAol, yarol.

| 9. AOZOAOTIA TIA KAGE EIAOZ, TPOMOZX KAl OAOZ(Ol) XOPHIHEIHE

Xopnyeital ue evOouUikKnA 1 evOOPAEBIa £yXuan.
2€ QAEYHOVWOEIC BIOTAPAXEG TWV PEAWV TOU CWHATOG evOEeikvuTal evOOapBpIKH £yxuon.

100ml @i1dAn
EvAAika Boogidry kai dAoya: 10ml (0.02-0.04 mg/kg 2.B. 1coduvapo pe 0.02-0.04mi/Kg

2.B. v nuépa)

Mooxdpia, TTouldpia kai xoipor: 5ml (0.05-0.1 mg/kg 2.B. 1coduvapo pe 0.05-0.1ml/Kg
2.B. v nuépa)

Xoipidia: 0.5-1ml (0.05-0.2mg/kg Z.B. icoduvapo pe 0.05- 0.2 ml/Kg Z.B. Tnv nuépa)
2KUAol, ydror: 0.5-1ml ( 0.05-0.2mg/kg Z.B. 1c08Uvapo pe 0.05-0.2ml/Kg Z.B. Tnv nuépa)

To FATROCORTIN cucTtrvetal va xopnyeital epdmal. Edv cival avaykaio ptropei va
xopnynoei yovo pia eopd PETA atTd 24 WPEG.

| 10. OAHTIEZ lNA TH ZQXTH XOPHIHEZH

Kapia.

| 11. XPONOX ANAMONHX

Kpéag kai edwdipol 1oToi: Boogidn: 16 pépeg
Xoipol: 3 yépeg
Aloya: 24 pépeg

Booeidn: MdAa: 72 wpeg (6 atroyaAaKTIOHOI)

Aev emTPETTETAI va XopnyeiTal ota dAoya Twv OTToiwv TOo yaAa TTpoopieTal yia
avOpwTTIvN KatavaAwaon.

| 12. EIAIKEZ £YNOHKEZ AIATHPHEIHZ
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duArdooeTal pakpid atrd TTaidid.
QuldooeTtal pakpid aTTd TO WG Kal TTYEG BEPPOTNTOG.

Aldpkela WG TOU KTNVIOTPIKOU QAPUOKEUTIKOU TTPOIGVTOG CUUPWVA HE T CUCKEUATia
TTWwANoNG: 5 xpévia

Aldpkeia CWAG ToUu KTNVIATPIKOU QAPUAKEUTIKOU TTPOIGVTOG HETA aTTd TO TTPWTO AVOIYHO
TOU TTEPIEKTN: 28 PéPES

13. EIAIKH(EZ) MPOEIAOMOIHZH(EIZ)

E181kég TrpogidoTroifoeig yia Kabe gidog {wou

2TIG TTEPITITWOEIG EVOOAPOPIKAG XOPRYNONS N XOPAYNON TOU QAPUAKOU TTPETTEI VA YivETAl
Q1o KTNViaTpo.

Ta KOPTIKOOTEPOEIDN PTTOPET VA TTPOKAAEGOUV QVOOOKATACGTOAN.

Agev OUOTAVETAI VO XOPNYEITAI 0€ GAOYA TWV OTTOIWV TO YAAA TTPOOPICETAI YIO AvOPWTTIVN
KatavaAwaon.

Na pnv xopnyeital Tautdoxpova Pe PROAIa.

E181kéG TTpOEISOTTOINCEIG KATA TH XPHON TOU OTA {Wwa.

Ta kopTIKOOTEPOEION UTTOPEI va emBpadlvouv TV avakauwn atmmé TPAuaTIoPoUG Kai N
QVOOOKOTAOTAATIKA Opdon ptTopei va €¢aocBevAoel To avoootroinTiké ouoTnua r va
EMOEIVWOEI TIG TIPOUTTAPYXOUOCEG AOINWEEIG.

Kartd 1n didpkeia Tng Bepatreiag n Bepatreutiky doocoloyia KaTaoTEAAEl Tov GEova
uttoBaAduou Tng uttéguong. Metd amd diokoty Tng Beparreiag, Ta CUUTITWMATA
QVETTAPKEIOG TWV ETTIVEQPISIWY HTTOPE va 0dnynoouv oe atpo@ia Tou @AoloU Twv
emvePpidiwv (Addison) kai To {Wwo KabioTatal avikavo va avTaTToKpIOEi o€ KATAOTACEIG
OTPEG.

Otav mpokeral va avaoTtalei n Beparreia, TPETEl va akoAouBouvtal o1 IDINITEPEG
TIPOEIDOTTOINCEIG VI VA UEIWBOUV OTO eAGXIOTO TO TTPORANAKATA TTOU CUVOEOVTAl PE TNV
QVETTAPKEID TWV ETTIVEQPIBIWY, OTTWG XOPAYNON TOU QAPUAKEUTIKOU TTPOIOVTOG KATA TOV
XPOVO TNG evOoyevoUG aIXUAG KAl oTadIAKK YEiwon TNG dOCOAOYIOG .

E1d1kég mpo@uAdgeig TTou rpétrel va AappBdvovtal atré To ATOPOo TToU XOopnyeEi To
mpoidv oTa {wa

AToua pe yVWOTH uttepeuaioBnaia otnv decapebalddvn A Ta KOPTIKOOTEPOEION TTPETTEI
VA aTTOQEUYOUV TNV ETTAPA UE TO KTNVIATPIKO POPUOKEUTIKO okeUaoua. To TTpoidv dev
TIPETTEI VO XOPNYEITal ATTO £YKUEG YUVAIKEG.

XpAon Kard Tnv KUNon Kai yaAouyia

Na pnv xopnyeitar katd 1n didpkeid TG KUNong f Tng yaAouyiag. Xopriynon Tou
TIPOIOGVTOG OTA APXIKA OTAdIA TNG €YKUPOOUVNG MUTTOPEI va TTPOKOAEDEI AVWHPOAIEG OTO
£€uBpuo. Xopriynon oTta TeAeutaia oTAdIA TNG €YKUPOOUVNG MTTOPEI va TTPOKAAECE!
TTPOWPO TOKETO 1 ATTOBOA).

AAANAemOpdoelg pe AAAa @dppaka | AAAEG HOopPES aAANAsTTiIGpaong

Tautdxpovn Xprion He avaAynTmikd aufdvel Tov Kivouvo €u@AvIonNG YAOTPEVTEPIKNG
aiJoppayiag Kalr To oxXNUATIOPO TTETTTIKWY €AKWV. Tautdxpovn XPron PE aoTripivn Kal
NSAIDS PEIWVEI TN CUYKEVTPWON TwV COAIKUAIKWY OTO TTAGOMQ.

H deCauebaldvn utropei va xpnolyotroicital ge  avtifloTikh Bepatreia AaufdvovTtag
uttoéwn Om  n  egpuBpopukiviy TOavov  va avaoTéAAEl TO  PETAPBOAIOHSO  Twv
KOPTIKOOTEPOEIBWYV EVW N PIGAMUTTIKIVA va TOV QUEAVEL.
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ATtTopelyeTe TNV TAUTOXPOVN XPHON ME EPPBOANIQ.
Tautdxpovn Xxpron He KapdIakEéSG YAUKOGIOEG augavel Tov Kivduvo UTTOKaAIQIUIOG.

Ymepdooohoyia (CUPTITTWHATO, MHETPA OVTIMETWITIONG, avTidoTa €dv Eival
aTToPAiTNTA)

Metd ommd TrapateTapévn  Xoprnynon wnAwv d00ewv pTTOpEl  va  gu@avicBouv
QvetmoluunTeG evépyeleg OTTWG: METABOAEG OTNV NTTATIKA  A€IToupyia, Cakxoapwdng
dIaBNATNG, KATAKPATNON VOTpiou Kal UdATOG, PEiwon cwuaTtikol BApoug, atrooArn did
TWV oUpwV I6VTWY vaTpiou Kal xAwpiou, Kal SlaTapaxeés 010 PETABOANIGHO TWV OCTIKWY
IOTWV TTOU XOPOKTNEiCovTal atmd Tnv O00TEOTTOPWON, TNV OCTEOTTETPWON KAl VEKPWTIKA
PaIvOEeva.

2€ veapd {wa PTTopei va eupaviobei kKaBuoTépnon oTnv avaTTuen.

AocupparoTnreg
Kapia yvwoTn.

14. IAIAITEPEZ TPO®YAAZEIZ TlIA THN ANOPPI¥YH TQN MH
XPHZIMOMNOIHOENTQN KTHNIATPIKQN ®APMAKEYTIKQN MPOIONTQN 'H TQN
YMNOAEIMMATQN MNMOY NMPOEPXONTAI AlO AYTA, EAN YIAPXOYN

KaBe pn xpnoidoTromnBév KTnvIaTPIKO (QAPUAKEUTIKO TTPOIOV 1 un XPNOIMOTToINBévTa
UTTOAEIMUATA TOU TIPETTEL VA ATTOPPEITITOVTAI CUPQWVA WE TIG 10XU0UCEG €OVIKEG
OTTAITAOCEIG.

15. HMEPOMHNIA THX TEAEYTAIAZ EFKPIZHZ TOY ®YAAOY OAHTIQN XPHIEQY |

09.11.2022

16.AAAEZ NMAHPO®OPIEZ |

ZYZKEYAZIEZ:

100ml uadAhiva axpwpa @iaAidia TotTou Il A I, Ta otroia KAgivouv pe EAAOTIKO TTWHA TTOU
QEPEI ETIKAAUPPA aloupiviou.
MrTropEei va unv KUKAOQOopPoUV OAEG OI CUCKEUOGTIEG.

MNa omroladATToTE TTANPOPOPIa OXETIKA ME TO TTAPOV KTNVIOTPIKO PAPHUOKEUTIKO
MPOIOV TTAPAKAAEIoOe va amroTeiveo0e OTOV TOTIKO AVTITTPOOWITO TOU KATOXOU
TNG Gdel0g KUKAoopiag

N.A. CHANCE TRADING,

60, Demokratias Str. Shop 1

2034, Strovolos, Nicosia, Cyprus.
Tel: +35722495992/94
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NMAPAPTHMA 3: EEQTEPIKH ZYZKEYAZIA

| 1. ONOMAZIA KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOX |
FATROCORTIN 1mg/ml - evéoigo didAupa yia Booc€ldr}, Xoipoug, dAoya, okUAoug Kal
yaTOoUg

| 2. ZYNOEXH ZE APAZTIKO ZYITATIKO KAI AAAA TYETATIKA |
KdaBe 1ml trepi€xel:
ApaoTIKO cuoTATIKO:
Dexamethasone 1mg

‘Ekdoxa péxp! 1ml

| 3.0APMAKOTEXNIKH MOP®H |
Evéoipo didAupa

| 4.ZYZIKEYAZIA |
XA&PTIVO KOUTI TTOU TTEPIEXEI MIa QIGAN Twv 100ml.

| 5. EIAOZ(H) ZQOY(QN) A TO(TA) ONOIO(A) NPOOPIZETAI TO MPOION |
Boos1dn, xoipol, dAoya, okuAol, ydrol.

| 6. ENAEIZH(EIE) |
H AecaueBadovn evdeikvutal yia Tn  Bepatreiac QAEYHOVWOWY  Kal  PETABOAIKWV
ouvOopOuwWY  Kal aAAepyikwy avTidpdoewv o€ Poocldr), xoipoug, dAoya, oKUAOUG Kal
yAaToug.

2UYKEKPIYEVA OTIG EENG TTEPITITWOEIG:

KeTovalpia (KETwon) — peupatocidn apbpitida — @Aeyuovwdelg dIaTapayxEéG YEVIKA, Kal
eIdIKA  apBpwoewv Kal  TeVOvTwy  (Bulakimda, apBpoBulakimida, udpodpBpwaon,
TEVOVTITION, UypwHa) oidNUaTwdng voéoog Twv XoIpIdiwv — AAAEpyieg Kal KVNOPOG —
OepUATITIOO OTOUG OKUAOUG — pUBMION QAEYUOVAG KAl OTPECOYOVWYV KATOOTACEWV (O€
ouvduaouo pe BepaTreia avTIBIOTIKWY) OTO €TTTTEDO TWV BAKTNPIOKWY JOAUVOEWYV, O&gia
MooTiTIda OTIG ayeAAdES KAl OUEG.

| 7. TPOMNOZ KAI OAOZ(Ol) XOPHIHEHE |
EvAAika Booeidn kai dhoya: 10ml (0.02-0.04mg/kg Z.B. 1coduvapo pe 0.02-0.04ml/Kg
2.B. v nuépa).
Mooxdpia, TTouAdpia kai xoipol: 5ml (0.05-0.1mg/kg Z.B. 1coduvapo pe 0.05-0.1ml/Kg
2.B. TNV nuépa).
Xoipidia: 0.5-1ml (0.05-0.2mg/kg Z.B. icoduvapo pe 0.05- 0.2ml/Kg Z.B. Tnv nuépa).
2KUAol, yator: 0.5-1ml (0.05-0.2mg/kg Z.B. icoduvapo pe 0.05-0.2miI/Kg Z.B. Tnv nuépa).

To FATROCORTIN ouoTtivetal va xopnyeitalr epdmaé. Edv eivar avaykaio ptropei va
xopnynoeei yovo pia gopd petd atmod 24 wpEG.

| 8. XPONOX ANAMONHZ |
Kpéag: Boogldr): 16 pépeg
Xoipol: 3 pépeg
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Aloya: 24 pépeg
dAa: 72 wpeg (6 atToyoAaKTIONOi — 3 JEPEG)

Aev emMTPETTETAI va XOopnyeiTal oTa AAoya Twv OTToiwV TO YAAA TTpoopieTal yia
avBpwTTIVN KATaAVAAWOT.

| 9. EIAIKH(EX) MPOEIAOMNOIHZH(EIZ) EAN EINAI AMAPAITHTEZ

BA£TTE QUAAO 0BNYyILOV XPONG.

| 10.HMEPOMHNIA AHZHZ

<AH=H> unvag /é10¢

| 11.EIAIKEZ ZYNOHKEZ AIATHPHIHZ

Na @uAdacoeTal pakpid atrd To Qg Kal TTNYES BepudTNTAG.

Aldpkela (WG ToOU KTNVIATPIKOU QAPHAKEUTIKOU TTPOIOVTOG CUMPWVA UE T CUOKEUATia
TTWwANoNG: 5 xpévia

Aldpkeia CwAG ToUu KTNVIATPIKOU QAPUAKEUTIKOU TTPOIOVTOG HETA aTTd TO TTPWTO AVOIYHO
TOU TTEPIEKTN: 28 PEPES

12. EIAIKEZ NPO®YAAZEIZ AINOPPIWHX ENOX XPHZIMOMNOIHOGENTOZX
KTHNIATPIKOY ®APMAKEYTIKOY MNPOIONTOZ 'H AAAQN YAIKQN MOY
NMPOEPXONTAI ANO TO NPOION,AN YIAPXOYN

KaBe pn xpnoidoTroinBév KTNvIaTPIKO (QAPUAKEUTIKO TTPOIOV 1 un XPNOIMOTToINBévTa
UTTOAEIMUATA TOU TIPETTEL VA ATTOPPEITITOVTAI CUPQWVA WE TIG 10XU0UCEG €OVIKEG
ATTAITACEIG.

13. Ol AEZEIZ «ATMNOKAEIZTIKA INA KTHNIATPIKH XPHZH » KAI Ol OPOI 'H Ol
MEPIOPIZMOI NMOY IZXYOYN ZXETIKA ME TH AIAGEZH KAl TH XPHZH AN
YMAPXOYN

AMNOKAEIZTIKA A KTHNIATPIKH XPHZH

14. Ol AEZEIZ «<NA ®YAAZZIETAI ZE OEZH, THN OIOIA AEN BAEMNOYN KAI AEN
NPOZEITIZOYN TA MNAIAIA»

Na @uAdacceTal o B€an, Tnv otroia dev BAETTOUV Kal dev TTpoaeyyifouv Ta TTaIdId.

15. ONOMA KAI AIEYOGYNZH TOY KATOXOY THXZ AAEIAZ KYKAODOPIAZ

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

| 16. APIOMOZ AAEIAZ KYKAO®OPIAZ

A.A.K.: 10310

| 17. APIOMOZX NAPTIAAZ NMAPATQrHE
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NMAPAPTHMA 4: ZTOIXEIQAHZ 2YZKEYAZIA

\ 1. ONOMAZIA KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX \
FATROCORTIN 1mg/ml - evéoiyo didAupa yia Pooe€idr], xoipoug, dAoya, okUAoug Kal
yaTOoUg

| 2. ZYNOEZXH TE APAZTIKO ZYITATIKO KAI AAAA SYETATIKA |
KaBe 1ml repi€xer:
ApaoTiKO CUCTATIKO:
Dexamethasone 1mg
‘Ekdoxa péxp! iml

| 3. PAPMAKOTEXNIKH MOP®H |
Evéoipo didAupa

| 4. EYIKEYAZIA |
®16AnN Twv 100ml

| 5. EIAOZ(H) ZQOY(QN) A TO(TA) OMNOIO(A) MPOOPIZETAI TO MPOION |
Boog1dn, xoipol, dAoya, okuAol, ydrol.

| 6. ENAEIZH(EIE) |
H AcapeBadovn evdeikvutal yia Tn  Bepatreia QAEYyHOVWOWY  Kal  PETABOAIKWYV
ouvOpPOUWY  Kal OAAEPYIKWY avTIdpdoewyv o€ Pooegldr, Xoipoug, dAoya, OKUAOUG Kai
y4aTOUG.

2UYKEKPIYEVA OTIG EENG TTEPITITWOEIG:

KeTOvalpia (KETwon) — peupatocidr apbpiTida — AeyuovwOEIG dIATAPAXES YEVIKA, KOl
eIdIKA  apBpwoewv Kal  TeVOvTwy  (Bulakimda, apBpoBulakimida, udpodpBpwaon,
TEVOVTITION, UypwHa) oidNUaTwdng voéoog Twv XoIpIdiwv — AAAEpyieg Kal KVNOPOG —
OepaTITIOO OTOUG OKUAOUG — pUBUION QAEYUOVAG KAl OTPECOYOVWY KOTOOTAOEWV (O€
ouvduaouo pe BepaTreia avTIBIOTIKWY) OTO €TTTTEDO TwV BAKTNPIOKWY JOAUVOEWY, O&gia
MooTiTIda OTIG ayeAAdES KAl OUEG.

| 7. TPOMNOZ KAl OAOZ(Ol) XOPHIHEHE |
EvAAika Booeidr kai dAoya: 10 ml (0.02-0.04 mg/kg Z.B 1coduvapo ue 0.02-0.04 ml/ Kg
2,B v nuépa)
Mooxdpia, TTouAdpia kai xoipor: 5 ml (0.05-0.1 mg/kg Z.B icoduvapo pe 0.05_0.1
ml/Kg Z.B tnv nuépa)
Xoipidia: 0.5-1 ml (0.05-0.2 mg/kg Z.B 1coduvapo pe 0.05 0.2 m/Kg 2.B v nuépa)
2KUAol, yaror: 0.5-1 ml ( 0.05-0.2 mg/kg Z.B 100dUvapo pe 0.05_0.2 ml/Kg 2.B tnv

NUEPQ)

To FATROCORTIN ouoTrjvetal va xopnyeitalr eparmag . Eav
gival avaykaio ptropei va xopnynOei pévo pia @opd petd atmo 24 wpeg.

| 8. XPONOX ANAMONHE
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Kpéag: Boogldr): 16 pépeg
Xoipol: 3 pépeg
Aloya: 24 pépeg
FadAa: 72 wpeg (6 atToyoAaKTIOPOi — 3 JEPEG)
Aev emMTPETTETAI va XOpnyeiTal oTa AAoya Twv OTToiwvV TO YAAA TTpoopieTal yia
avOpwTTIvN KatavaAwaon.

| 9. EIAIKH(EZ) MPOEIAOMOIHZH(EIZ) EAN EINAI ANAPAITHTEZ

BA£TTE QUAAO 0BNYILOV XPONG.

| 10.HMEPOMHNIA AH=HZ

<AH=H> pAvag /ét0G:

| 11.EIAIKEXZ ZYNOHKEZ AIATHPHIHZ

Na @uAdacceTal pakpid atrd To Qwe Kal TTNYES BepudTNTAG.

Aldpkela WG TOU KTNVIOTPIKOU QAPHOKEUTIKOU TTPOIGVTOS CUMPWVA HE TN CUOKEUATia
TTWANoNG: 5 xpévia

Aldpkela wNG Tou KTNVIOTPIKOU QPOPUOKEUTIKOU TTPOIOVTOG PETA ATTO TO TTPWTO AVOIYUa
TOU TTEPIEKTN: 28 PEPES

12. EIAIKEZ TIPO®YAAZEIZ AINOPPIWYHZ ENOZ XPHZIMOMNOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY MMPOIONTOZ 'H AAAQN YAIKON MOY
MPOEPXONTAI ANO TO MNPOION, AN YINTAPXOYN

KdBe un xpnoihoTToINBEv KTNVIATPIKO (PAPUOKEUTIKO TTPOIOV 1} PN XPNOoIPoTToinBévTa
UTTOAEIJUATA TOU TIPETTEl VA OTTOPPITITOVIAI CUPQWVA HE TIGC 10XUOUCEG €BVIKEG
ATTAITACEIG

13. Ol AEZEIZ «AMNOKAEIZTIKA INA KTHNIATPIKH XPHZH » KAI Ol OPOI 'H Ol
NEPIOPIZMOI NOY IZXYOYN ZXETIKA ME TH AIAGEZH KAl TH XPHZH
AN YINAPXOYN

AMNOKAEIZTIKA TIA KTHNIATPIKH XPHZH

14. Ol AEZEIZ «<NA ®YAAZZIETAI ZE OEZH, THN OINOIA AEN BAEIMNOYN KAI AEN
NPOZEITIZOYN TA MNAIAIA»

Na @uAdooeTal o€ Béon, Tnv otroia dev BAETTOUV Kal dev TTpooeyyiCouv Ta TTaIdId.

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAODOPIAZ

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

16. APIOMOZ AAEIAZ KYKAODOPIAZ

A.AK.: 10310

17. APIOGMOZ MNAPTIAAZ NMAPAIQIrHz
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