IMAPAPTHMA 1: TEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX

1.

NAME OF THE VETERINARY MEDICINAL PRODUCT

METABOLASE FORTE, solution for injection for cattle, sheep, swine, horses.

QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml contains:

Active substances:
dl-acetylmethionine...........cccooeiiiiiiiieeeee 200 mg
cyanocobalamin..........ccoovveii i 0.2 mg
I-carnitine hydrochloride equivalent to I-carnitine............. 50 mg

dl-a-tocopheryl acetate equivalent to dl-a-tocopherol.......30 mg

Excipients:
benzyl alcohol (E1519)......cccccveiiiieiiiicecc e 20 mg
Other eXCIPIENTS §.S. T0....cveiiviieeieiieeeeie e 1ml

For a full list of excipients, see section 6.1.

PHARMACEUTICAL FORM

Solution for injection.

CLINICAL PARTICULARS

4.1,  Target species

Cattle, sheep, swine, horses.

4.2. Indications for use, specifying the target species

As support in therapy of:

states of malnutrition linked to pathological (convalescence from infectious
diseases) or environmental (deficient diet) factors;

hepatopathies in general;

hepatopathies characterised by fatty degeneration of the liver and its
consequences (fat cow syndrome, pregnhancy toxaemia in ewes, muscular
dysfunctions linked to muscular dystrophy and to increased energy
requirements; poor performance);

cardiopathies;

tendency to hypofecundity; abortion, placental dysfunctions;

states of immunodeficiency.

4.3. Contraindications

None known.
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4.4,  Special warnings for each target species

None.
4.5.  Special precautions for use

Special precautions for use in animals
Apply normal aseptic procedures.

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

None.
4.6.  Adverse reactions (frequency and severity)
None reported.
4.7.  Use during pregnancy, lactation or lay
There are no contraindications to use during pregnancy and lactation.
4.8. Interaction with other medicinal products and other forms of interaction
Not reported.
4.9.  Amounts to be administered and administration route

Cattle, adult pigs, horses: 5 ml/100 kg b.w.
Calves, sheep, piglets, foals: 0.5-1 ml/10 kg b.w.

Administer by the intramuscular route once a day for at least 5 days.
4.10. Overdose (symptoms, emergency procedures, antidotes), if necessary
Data not available.
4.11.  Withdrawal periods
Meats: 0 days.
Milk: 0 hours.
PHARMACOLOGICAL PROPERTIES

Pharmacotherapeutic group: detoxifying agent
ATC Vet Code: QA11JC

5.1.  Pharmacodynamic properties
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5.2.

METABOLASE FORTE is a combination for injection of dl-acetylmethionine
(acetylated hydrosoluble methionine), I-carnitine, dl-a-tocopherol (vitamin E)
and cyanocobalamin (vitamin Bi2), four active substances which intervene in the
metabolic mechanisms involved in detoxification processes and in the transport
and utilisation of fatty acids for energy purposes.

METABOLASE FORTE is therefore indicated in support therapy of dysfunctions
and dysmetabolisms to various organs and systems, such as the liver, heart,
striated muscle, vascular endothelia and the immunological system.

Pharmacokinetic particulars

Once absorbed, acetylmethionine releases the amino acid as such. The sulphate
produced is excreted via the urine in the form of sulfanic acid.

Cyanocobalamin (vitamin Bi2) binds to specific plasma proteins and rapidly
distributes to all tissues, more specifically the liver, where it is stored. Any excess
is excreted principally by the renal route.

The transit of I-carnitine from the blood to the tissues takes place through an
active transport mechanism across cell membranes. It is particularly concentrated
in tissues with a high fatty-acid oxidising capacity: myocardium, skeletal muscle
and the liver. L-carnitine is not metabolised except for a small part which is
esterified. Elimination takes place by the renal route and is directly proportional
to its blood level.

Dl-a-tocopherol (vitamin E) is transported round the circulatory system by means
of B-lipoproteins. It distributes plentifully to all tissues and is stored in the liver,
where it is partly metabolised. Excretion takes place principally by the biliary
route, while a very small part is excreted via the urine.

PHARMACEUTICAL PARTICULARS

6.1.

6.2.

6.3.

List of excipients

Benzyl alcohol

Polyoxyethylene glycol ricinoleate
Sodium hydroxide

Water for injections
Incompatibilities

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
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6.4.  Special precautions for storage

Store protected from light and sources of heat.
Keep out of the reach of children.

6.5.  Nature and composition of the immediate packaging
Cardboard box containing 100 and 250 ml colourless type 11 glass bottles, closed
with an elastomer stopper and sealed with a flip-off aluminium collar and
polypropylene 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

7. MARKETING AUTHORISATION HOLDER

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

8. MARKETING AUTHORISATION NUMBERS
CY 00076V

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation: 30/4/2004

10. DATE OF REVISION OF THE TEXT

29/9/2011

PROHIBITION OF SALE, SUPPLY AND/OR USE

Not applicable.
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NMAPAPTHMA 2: ®YAAO OAHINQN XPHZHZ

Metabolase Forte, evéoipo didAupa yia foogidr|, TTpopara, xoipoug, dAoya.

1. ONOMA KAI AIEYOYNZIH TOY KATOXOY THX EIAIKHZ AAEIAZ
KYKAOO®OPIAZ KAI TOY KATOXOY THZ AAEIAZ MAPAIQrHxz noy EINAI
YNEYOYNOZ NA THN AMNMOAEZMEYZH MAPTIAQN ZTON EOX, EOOZON EINAI
AIAOOPETIKOI

Kd&Ttoxoc¢ Tn¢ dds1ac KUKAOQOPIac Kal TTapaywyoc:

FATRO S.p.A.

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

| 2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

METABOLASE FORTE, evéaiyo didAupa yia Boocidr], Tpépara, xoipoug, dAoya

| 3. ZYNOEZH ZE APAZTIKO ZYZTATIKO(A) KAl AAAO(A) ZYZTATIKO(A)

KdaBe ml trepiéxer:

ApaoTIKG CUOTATIKA

d, l-acetylmethionine 200mg
cyanocobalamin 0,2mg
[-carnitine hydrochloride equivalent to I-carnitine 50mg
dl-a-tocopheryl acetate equivalent to dl-a-tocopherol 30mg
‘Ekdoxa

Benzyl alcohol (E1519) 20mg

AMN\a ékdoxa PEXPI iml

| 4. ENAEIZEIX

Na TNV UTTOOTNPIKTIKA BepaTTeia o€

o [lepiImTTwOEIS PTWXNAG dIATPOPNG TToU oUVOEovTal PE TTABOAOYIKOUG (avappwaon atrd
Aoipwdn vooruata) A TTePIBAAAOVTOAOYIKOUG TTAPAYOVTES (PTwXT dlaTpoQn)).

o Hmaromdbeieg yevika.

e HmaromdBeieg Tou xapaktnpifovral atmd eKQUAIoN Twv AIMmIdiwy Tou CUKWTIOU Kal TIG
ouvETTEIEG TOU (OUVOpOMO AITTWV OTIG ayeAddeg, Toéivaigia Tng KUnong OTIg
TTpoRaTiveg, MUIKEG BUCAEITOUPYiEG TTOU cuvdEovTal TOOO PE YUK duaTPOPia OGO Kal
ME QUENPEVEG ATTAITHOEIG O€ ETTITTEDQ EVEPYEING, PTWXH aTTdd00T.

o Kapdiomdbeieg.

MpodiaBeon yia utroyovipdTnTa: ammooAr, SucAsiToupyieg TTAakoUVTA.

o KataoTtdoeig avoooAoyIKAG aVETTAPKEIQG.

| 5. ANTENAEIZEIZ

Kauia yvwoThA.

| 6. ANENIOYMHTEZ ENEPTEIEZ (cuxvéTnTa KOl goBapdTnTa)

Kauia yvwoThA.

| 7. EIAH ZQQN
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Boos1dn, Tpoépara, Xoipol, dhoya.

| 8. AOZOAOrIA A KAGE EIAOZ, TPOMNOX KAI OAOZ(Ol) XOPHIFHEHE
Boos1dn, eviAikol xoipol, dAoya: 5ml/100kg cwuatikou Bépoug.
Méoxol, poBara, xoipidia, Trouldpia: 0.5-1ml/10kg cwpaTikou Bapoug.
Xopnyeital evOouuikd, pia @opd Tnv nuépa TOUAAXIOTOV yia 5 JEPEG.

| 9. OAHTIEX INA TH £QXTH XOPHIHEH |
Kapia.

| 10. XPONOZ ANAMONHE |
Kpéag: 0 pépeg.
MaAa: O pépeg.

| 11. EIAIKEZ £YNOHKEX AIATHPHZHX
Na euAdooetal o€ Béon, Tnv otroia dev BAETTOUV Kal dev TTpooeyyifouv Ta TTaIdIA.
QuAdooeTal TTPOCTATEUPEVO ATTO TO QWG KAl OTTO TTNYES BEPUOTNTOG.

Aldpkela WG YETA TO TTPWTO AVOIYUA TOU TTEPIEKTN: 28 NUEPES

| 12. EIAIKH(EZ) NPOEIAONMOIHZEIE
Na akoAouBouvTal o1 cuvrBeig S1adIKagieS yIa aonTITIKA Xoprynon.
Mnv avauelyvoeTe ye GAAQ KTNVIATPIKA QAPUAKEUTIKA TTPOIOVTA.

E1d81kég TrposIdotroinoeig yia Kade €idog {wou/oTé)X0oUu
Kapia.

XpAon Kard Tnv KONorn, yaAouxia Kol auyoTrapaywyn
Agv uttdpxouv avTevoeigeIg yia TRV XPrion Tou OTnv KUnon A yaAouyia.

AAANAemOpdoelg PE AANO  QOPMOKEUTIKA TIPOIOVTA 1 AAAEG  HOP@PES
aAAnAetridpaong
Aev avagépovTal.

Y1repdoooAoyia (CUNTITWHATA, AUECESG EVEPYEIEG EAV EiVal ATTAPAITNTEG)
Aev avagépovrTal.

13. IAIAITEPEZ MPO®YAAZEIZ NMA THN AIMNOPPIYH TQN MH
XPHZIMOIMOIHOENTQN KTHNIATPIKQON GAPMAKEYTIKQN MNMPOIONTQN ‘H TQN
YNOAEIMMATQN NOY NMPOEPXONTAI ANMO AYTA, EAN YINAPXOYN

KdBe un xpnoihoTToiNBév KTNVIATPIKO (POPUOKEUTIKO TTPOIOV ) MN XPNOIMOTToINnBévTa
UTTOAEIYPaTa TOUu TIPETTEI VO QTTOPPITITOVTIAI CUPQWVA HE TIG I1I0XUOUCEG €BVIKEG
OTTAITAOEIG.

| 14. HMNEPOMHNIA THX TEAEYTAIAZ EFKPIZHE TOY ®YAAOY OAHTIQN XPHIEQY |
09.11.2022

| 15. ANEZ NAHPO®OPIEE |
2UOKEUOOIEG
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®i1aAeg 100ml, 250ml
MrTropei va unv KUKAo@opoUv OAEC Ol GUOKEUATIES

AvTitpdowTtroc atn KUTtrpo:

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 MPOIONTOX

METABOLASE FORTE, evéaipo didAupa yia Boocidr, rpéfara, xoipoug kal dAoya

| 2. ZYNOEZH IE APAZTIKO ZYZITATIKO KAI AAAA TYITATIKA

KdaBe ml trepi€xer:

ApaoTIKA CUCTATIKA

d,l-acetylmethionine 200mg
cyanocobalamin 0,2mg
[-carnitine hydrochloride equivalent to I-carnitine 50mg
dl-a-tocopheryl acetate equivalent to dl-a-tocopherol 30mg
‘Ekdoxa

Benzyl alcohol (E1519) 20mg
AMN\a ékdoxa PEXPI Iml

| 3. ®APMAKOTEXNIKH MOP®H

Evéoipo didAupa.

| 4. ZYZKEYAZIA

®diaAidio 100ml, 250ml

(5. EIAOZ(H) ZQOY(QN) FA TO(TA) ONOIO(A) MPOOPIZETAI TO NMPOION

Booeidn, popara, xoipol, dAoya.

| 6. ENAEIZH(EIE)

Na TNV UTTOOTNPIKTIKA BepaTTeia o€

o [lepimTTwoelg OTWXNG dlaTPOoPng TTou cuvdéovTal Pe TTaBoAoyikoug (avappwaon atrd
Aoipwdn vooruata) A TTePIBAAAOVTOAOYIKOUG TTAPAYOVTES (PTwXT dlaTpoQn).

e Hmaromdbeieg yevika.

o HmaTtommdBeieg TTou xapaktnpeifovral atrd ekUAIoN Twv AITISiwY TOU GUKWTIOU KAl TIG
OUVETTEIEG TOU (OUVOpPOPO ANITTWV OTIG ayeAddeg, Togivaiyia TnG KUNoNng OTIG
TTpoRaTiveg, MUIKEG BUOAEITOUPYiEG TTOU cuvdEovTal TOOO PE YUK duaTPOYia OGO Kal
ME QUENPEVEG ATTAITHOEIG O€ ETTITTEDQ EVEPYEING, PTWXH aTTéd00T.

o Kapdiomdbeieg.

MpodiaBeon yia utroyovipdTnTa: ammooAr, ducAsiToupyieg TTAakoUvTa.

e KaraoTtdoeig avoooAOYIKIG OVETTAPKEIOG.

| 7. TPONOZ KAl OAOZ XOPHIHEHX

Xopnyeital evOOuUIKA , Hia @opd TNV nuéPa yia TOUAAXIOTOV 5 PépEG.
MNa v akpir} docoAoyia BAETE UAAO 0dnyIWV XProng.

| 8. XPONOX ANAMONHE

Kpéag: undév uépeg
dAa: undév pépeg
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| 9. EIAIKH(EZ) MPOEIAOMOIHZH(EIZ) EAN EINAI ANAPAITHTH

AlapdaoTe 10 UANO 0dNyIWV XProNG, TIPIV aTTd TN XPHoN.

| 10. HMEPOMHNIA AHZHZ

AH=H (prvag/étog)

MeTa TO TTPWTO AVOIyPa, XPron £wg 28 NUEPES.

11. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

QuldooeTal TTPOCTATEUPEVO ATTO TO QWG KAl OTTO TTNYEG BEPUOTNTAG.

12. EIAIKEZ NMPO®YAAZEIZ INA THN ANOPPIYH TQN MH XPHZIMOMOIHMENQN
KTHNIATPIKQN ®APMAKEYTIKQN MPOIONTQN 'H TON YNOAEIMMATQN NOY
MPOEPXONTAI ANO AYTA EAN YINAPXOYN

KdBe un xpnoIhoTToINBGEV KTNVIATPIKO (POPUOKEUTIKO TTPOIOV 1 MN XPNOIMoTToinBévta
UTTOAEIJUATA TOU TIPETTEI VA OTTOPPITITOVIAI CUPQWVA HE TIGC 10XUOUCEG €BVIKEG
ATTAITACEIG.

13. Ol AEZEIZ «ATNOKAEIZTIKA TlA KTHNIATPIKH XPHZH» KAI Ol OPOI 'H Ol
NEPIOPIZMOI MNMOY IZXYOYN ZXETIKA ME TH AIAGEZH KAI TH XPHZH
AN YIMNAPXOYN

AMNOKAEIZTIKA TIA KTHNIATPIKH XPHZH

14. Ol AEZEIZ «NA ®YAAZZETAI ZE OEZH THN OINOIA AEN BAEMNOYN KAI AEN
NPOZEITIZOYN TA MNAIAIA»

NA ®YAAZZETAI £E ©OEZH THN OlOIA AEN BAEINOYN KAI AEN MNPOZEITIZOYN
TA NAIAIA

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAOO®OPIAZ KAI
TOY ANTINPOZQMNOY MNMOY OPIZETAI ANO TON KATOXO THZ AAEIAZ
KYKAO®OPIAZ EQOZON EINAI AIA®OPETIKOI

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

16. APIOGMOZ AAEIAZ KYKAOODOPIAZ

ApiBuég Adeiag Kukhogopiag Kutrpou: CY00076V

| 17. APIOMOZ NAPTIAAZ NMAPATQrHz
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NMAPAPTHMA 4: ZTOIXEIQAHZ 2YZKEYAZIA

MAHPO®OPIEZ MOY NPEMEI NA ANATPA®ONTAI £TH ZTOIXEIQAH ZYZKEYAZIA
(®IAAIAIO TON 100ml, 250ml)

| 1. ONOMAZIA KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

METABOLASE FORTE, evéaipo didAupa yia Boocidr, rpéfara, xoipoug kal dGAoya

| 2. ZYNOEZH ZE APAZTIKO KAI AAAA TYITATIKA

KdaBe ml trepiéxer:

ApaoTIKG CUOTATIKA

d,l-acetylmethionine 200mg
cyanocobalamin 0,2mg
[-carnitine hydrochloride equivalent to I-carnitine 50mg
dl-a-tocopheryl acetate equivalent to dl-a-tocopherol 30mg
‘Ekdoxa

Benzyl alcohol (E1519) 20mg
AMAa €kdoXa HEXPI imi

| 3. PAPMAKOTEXNIKH MOP®H

Evéoipo didAupa.

| 4. LZYEKEYAZIA

100ml, 250ml

| 5. EIAH ZQQN

Boo¢1dny, TpoéBara, xoipol, dAoya.

| 6. ENAEIZEIX

Na TNV UTTOOTNPIKTIKA BepaTTeia o€

o [lepiImTTwOEIS PTWXNAG dIATPOPNS TToU ouvdEovTal PE TTABOAOYIKOUG (avappwaon atrd
Aoipwdn vooruata) A TTepIBAAAOVTOAOYIKOUG TTAPAYOVTEG (PTwXT dlaTpoQn)).

e Hmaromdbeieg yevika.

o HmaromdBeieg Tou xapakTnpifovrtal atrd eKQUAIon Twv AImIdiwv TOU CUKWTIOU KAl TIG
ouvETTEIEG TOU  (OUVOpPOMO AITTWV OTIG ayeAddeg, Toéivaigia Tng KUnong OTIg
TTpoRaTiveg, MUIKEG BUOAEITOUPYiEG TTOU cuvdEovTal TOOO PE YUK duaTPOPia OGO Kal
ME QUENUEVEG aTTAITHOEIG O€ ETTITTEDQ EVEPYEING, PTWXH ATTOdOOT).

o Kapdiomdabeleg.

o [1podiaBeon yia utroyoviudtnTa: amoBoAr, ducAsitoupyieg TTAAKOUVTQ.

o KataoTtdoeig avoooAoyIKAG aVETTAPKEIQG.

| 7. AOZOAOTIA, TPOMOZ KAl OAOZ(Ol) XOPHIHEIHE

Booei1dn, evijAikol xoipol, dAoya: 5ml/100kg cwpaTikoU BApoug.
Mooyol, mpoépara, xoipidia, TrouAdpia: 0.5-1ml/10kg cwuaTikoU Bapoug.
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Xopnyeital evOOuUIKd, Hia opd TNV nUEPA TOUAAXIOTOV YIa 5 YEPEG.

8. XPONOZ ANAMONHZ

Kpéag: 0 pépeg
MdAa: O pépeg

9. EIAIKEZ MNPOEIAOINOIHZEIZ EAN EINAI AMTAPAITHTEZ

AlapdoTe To UANO 0dNYIWV XPrOoNG TTPIV aTTO TNV XPoN.

10. HMEPOMHNIA AH=HZ

AH=H (pnvag/étog)

MeTa TO TTPWTO AvVOIyPa, XPron £wg 28 NUEPES.

11. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

QuldooeTal TTPOCTATEUPEVO ATTO TO QWG KAI TIG TTNYEG BEPUOTNTAG.

12. IAIAITEPEZ TMPO®YAAZEIZ TlIA THN ANOPPI¥YH TQN MH
XPHZIMOMOIHMENQN KTHNIATPIKQN ®APMAKEYTIKQN MPOIONTQN 'H TQN
YMOAEIMMATQN MNMOY NMPOEPXONTAI AlNO AYTA

EAN YTMNAPXOYN

KdBe un xpnoIhOTTOINBEY KTNVIATPIKO (POPUOKEUTIKO TTPOIOV 1 MN XPNOIMOTTOINBEVTO
UTTOAEIPUATA TOU TIPETTEL VA OTTOPPEITITOVTAI CUPQWVA HE TIG 10XUOUCEG €BVIKEG
ATTAITACEIG

13. Ol AEZEIZ «ANOKAEIZTIKA TIA KTHNIATPIKH XPHZH» KAI Ol OPOI H Ol
NEPIOPIZMOI MNMOY IZXYOYN ZXETIKA ME TH AIAGEZH KAI TH XPHZH
AN YIMNAPXOYN

ATIOKAEIZTIKA I'lA KTHNIATPIKH XPHZH

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

Na uAdoceTal o Béon Tnv otroia dev BAETTOUV Kal dev TTpooeyyifouv Ta TTaidia.

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAOO®OPIAZ KAI
TOY ANTINPOZQMNOY MNMOY OPIZETAI ANO TON KATOXO THZ AAEIAZ
KYKAO®OPIAZ EQOZON EINAI AIAQOPETIKOI

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

16.APIOGMOZ AAEIAZ KYKAOODOPIAZ

Ap1Bu6g Adelog Kukhogopiag Kutrpou: CY00076V

17.APIOMOZ MNMAPTIAAZ MNMAPATQIrHZ
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