NMAPAPTHMA I

MEPIAHWYH TQON XAPAKTHPIZTIKQN TOY MPOIONTOX

1.

NAME OF THE VETERINARY MEDICINAL PRODUCT

METABOLASE, solution for injection for cattle, other large ruminants, horses, swine,
sheep, goats, rabbits, dogs and cats.

2.

QUALITATIVE AND QUANTITATIVE COMPOSITION
1 ml contains:
Active substances:

o= 14 0111 OO PRPPPP PP PPUPPPTPPPP 5 mg

equivalent to L-carnitine hydrochloride.............ccooovivieiiieiiiniiiieeeen 6.133 mg

L1 10T 1= Tod T PP 0.2 mg

pyridoxine hydrochloride (Vit. B6).........ccooviiiiiiiiiiiiiiiiieeeee e 0.15 mg

cyanocobalamin (Vit. BL2).......coooiiiiiiiiiiieeees e 0.03 mg

D,L-acetylmethionine. ... 20 mg

= 10 |1 ] 01PN 2.4 mg
L-OMNITNINE. ..o 1.2mg
equivalent to L-ornithine hydrochloride...........................coo, 1.532 mg
L-CItrUIINE. e ar e anaranre 1.2mg

[ Y25 ] o = ST U PP PPUPPPPPPPP 0.5mg
equivalent to L-lysine hydrochloride. ... 0.625 mg
0] 1Yo 1P PPPPP 1.5mg
oS 0= L 1[PPI 1.5mg
GIULAMIC BCI. ...eveeeeeee et ee e 1.5mg
L1003 (0 1= PP 50 mg
SOMDITOL. .. —— 80 mg
Excipients:

Ethanol 96%.. ..o 8.10 mg

sodium propyl parahydroxybenzoate (E217).........ccccuviieiieieiiiiiiiiiiieeeeene 0.15 mg

sodium methyl parahydroxybenzoate (E219)..........ccccvvveeeeeiiiiiiiiiieieeeenes 1.5mg

other excipients and water for injections g.S. t0...........cccceeeeeii e, 1ml

For a full list of excipients, see section 6.1.

PHARMACEUTICAL FORM

Solution for injection.

CLINICAL PARTICULARS

4.1. Target species

Cattle, other large ruminants, horses, swine, sheep, goats, rabbits, dogs and
cats.

4.2. Indications for use, specifying the target species

METABOLASE is particularly indicated as a detoxifying and anti-fatigue
agent, in states of physical stress and convalescence.
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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
Apply normal aseptic precautions.

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

4.6. Adverse reactions (frequency and seriousness)
None reported.

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
METABOLASE must be administered by the intravenous, subcutaneous
or intraperitoneal routes at the following dosages:

* cattle, other large adult ruminants, adult horses, adult swine:
250-500 ml twice a day by the intravenous, subcutaneous or
intraperitoneal routes;

* calves, buffalo calves, foals, adult sheep and goats: 250 ml twice
a day by the intravenous, subcutaneous or intraperitoneal routes;

e piglets and store-pigs: 20-40 ml/10 kg b.w. twice a day by the
subcutaneous route;

e |lambs and kid-goats: 20-40 ml/10 kg b.w. twice a day by the
intravenous, subcutaneous or intraperitoneal routes;

* rabbits and cats: 2-4 ml/kg b.w. twice a day by the subcutaneous
route, subdivided between a number of injection sites;

* dogs: 2-4 ml/kg b.w. twice a day by the intravenous or subcutaneous
routes.

4.10. Overdose (symptoms, emergency procedures, antidotes), if

necessary
Reactions in cases of overdosage are not reported.
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4.11. Withdrawal periods

Meats: 0 days.
Milk: O hours.

PHARMACOLOGICAL PROPERTIES
Pharmacotherapeutic group: other therapeutic products.
ATCvet Code: QV03AX

5.1.

Pharmacodynamic properties

METABOLASE is a veterinary medicinal product based on L-carnitine, B
group vitamins, amino acids and sugars, to be injected in large volumes
by the intravenous, subcutaneous or intraperitoneal routes.

The active substances present in the preparation were chosen as
activators of metabolic routes which, following situations of toxicosis,
fatigue or stress, have been inhibited or are insufficient to eliminate the
residual catabolites.

More specifically:
a) Vitamins

* L-carnitine, which is the levorotatory form of carnitine, that is to say
the active natural form synthesised in the organism by the liver
and kidney, plays an essential role in the transport of fatty acids
and acetyls within and outside the mitochondria, thus avoiding the
formation of ketone bodies;

* thioctic acid which, intervening as a coenzyme in carbohydrate,
amino acid and lipid metabolism, has a lipotropic and antinecrotic
effect in states of infiltration or steatosis of the liver and in hepatic
Nnecrosis;

* vitamin B6 and vitamin B12, which, playing their role in essential
stages of intermediate metabolism, show marked lipotropic and
hepatoprotective effects.

b) Amino acids

Certain amino acids are present in the preparation, as precursors of
coenzymes and/or substrates indispensable for enzymatic reactions.
More specifically: acetylmethionine, which has lipotropic and
hepatoprotective effects; L-ornithine, L-arginine, L-citrulline, which
show a hypoazotemic action; L-lysine, as a precursor of L-carnitine;
glycine, aspartic acid and glutamic acid, which have a hepatic and
kidney detoxifying action.

c) Sugars
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6.

5.2.

Fructose, prompt acting, and sorbitol, with a more delayed action,
which are necessary for their glucogenic and antiketogenic action
are present.

METABOLASE is, therefore, a preparation possessing broad-spectrum
activity on biochemical processes in the organism, with an anti-steatosic
and anti-fatigue activity, use of which is recommended in all animals
subjected to considerable and protracted physiological stimuli (production,
sport, work, convalescence, etc.) to regularise protein, carbohydrate and
lipid metabolism and reactivate hepatocyte and muscle fibre function.

Pharmacokinetic particulars

a) Vitamins

L-carnitine: transit of this molecule 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.

thioctic acid: it is rapidly absorbed and distributed; elimination
takes place by the renal route.

vitamin B6 and vitamin B12: once these have entered the
bloodstream, they are distributed to all tissues, principally the liver,
kidneys, brain and myocardium. Pyridoxine (vitamin B6) is
metabolised to its active form (pyridoxal phosphate). Any excess
of B group vitamins is excreted via the kidneys.

b) Amino acids

These molecules, in the liver, undergo processes of transformation
and degradation common to all the amino acids; the nitrogen which is
produced is partly reused and partly excreted, principally by the renal
route.

c) Sugars

fructose: this is converted, in the liver, to glucose-6-phosphate,
which is fundamental in carbohydrate metabolism. Excess fructose
is excreted, principally by the renal route.

sorbitol: this is oxidised to fructose and metabolised in the liver to
glucose polymers and, subsequently, glycogen.

PHARMACEUTICAL PARTICULARS
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6.1.

6.2.

6.3.

6.4.

6.5.

6.6.

List of excipients

ethanol

sodium propyl parahydroxybenzoate (E217)
sodium methyl parahydroxybenzoate (E219)
water for injections

Incompatibilities
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
Store at room temperature, protected from light and sources of heat .

Nature and composition of immediate packaging
250 ml and 500 ml type | or type Il glass or polypropylene (PP) bottles
with an elastomer closure and aluminium collar, in a cardboard box.

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

Not all pack sizes may be marketed.

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

14565

DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation:18/1/1994
Date of renewal: 4/5/2014

10. DATE OF REVISION OF THE TEXT

4/5/2014
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NMAPAPTHMAIII

ENIZHMANZH KAI ®YAAO OAHINQN XPHZEQZ

A. ENMIZHMANZH

NMAHPO®OPIEZ TMOY MPEMEI NA ANAIrPA®ONTAI ZTHN E=QTEPIKH
ZYZKEYAZIA

MudAivn @i1adAn Twv 500m|

1. ONOMAZIA KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX

METABOLASE, evéoipo didAupa yia Boo€idr}, GAAa JeydAa PnpuKaoTIKA, GAoya,
X0ipoug, TTpORATA, aiyeS, KOUVEAID, OKUAOUG Kal YATEG.

2. ZYNOEZH ZE APAZTIKO ZYZTATIKO KAI AAAA ZYZTATIKA

KaBe ml mrepiéxel:

ApaoTiKG ouoTATIKA:
L-carnitine 5mg

equivalent to L-carnitine hydrochloride 6.133 mg
thioctic acid 0.2 mg
pyridoxine hydrochloride (vit. B6) 0.15 mg
cyanocobalamin (vit. B12) 0.03 mg
D, L-acetylmethionine 20 mg
L-arginine 2.4 mg
L-ornithine 1.2 mg
equivalent to L -ornithine hydrochloride 1.532 mg
L-citrulline 1.2 mg
L-lysine 0.5 mg
equivalent to L-lysine hydrochloride 0.625 mg
glycine 1.5mg
aspartic acid 1.5 mg
glutamic acid 1.5 mg
fructose 50 mg
sorbitol 80 mg
‘Exkdoxa:

Ethanol

Sodium propyl-p-hydroxybenzoate (E217)

Sodium methyl-p-hydroxybenzoate (E219)
AAAa €KDOXA KAl EVECIUO UOWP HEXPI 1mi

3. PAPMAKOTEXNIKH MOP®H
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Evéoipo didAupa.

4. ZYZKEYAZIA

500ml

5. EIAOZ(H) ZQOY(QN) F'lA TO(TA) OMOIO(A) MPOOPIZETAI TO NMPOION

Booeidry, aAAa peydAa pnpukaoTiKd, GAoya, Xoipol, TTpofarta, aiyeg, KOUvéAQ,
OKUAOI Kal YATEG.

6. ENAEIZH(EIZ)

To METABOLASE egvdeikvutal gav TTOPAYOVTAG QATTOTOSIVWONG KAl TOVWTIKOG
TTAPAYOVTOG O€ TTEPITITWOEIS CWHATIKAG KATATTOVNONG ) avappwong.

7. TPOMOZ KAI OAOZ(Ol) XOPHI'HZHZ

To METABOLASE Ttpétmel va xopnyeitalr pe  evOO@AEBIa, uttoddpia N
evooTTEPITOVAIKE £€yXUON.

AiaBaorte 10 UAAO 0dnyIwv XpHRoNS, TpIv arro 1 xpnon.

8. XPONOZ ANAMONHZ

Kpéag: pndév pépeg
FGAa:  PNdév wpeg

9. EIAIKH(EZ) MPOEIAOINOIHZH(EIZ) EAN EINAI ANAPAITHTH

AiaBaore o @UAANO 0dNyIWV XPAONG, TTPIV aTTo TN XpNon.

10. HMEPOMHNIA AH=HZ

AH=H {uAvag/éToc}>
MeTd TO TTPWTO Avolyua XpAon £wg 28 PEPEG.

11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

QuAdooete oe Bepuokpacia dwpuaTiou, TTPOCTATEUPEVO ATTO TO QWG Kal atrd
TTNY£G BEPUOTNTOC.

12. IAIAITEPEX TMPO®YAAZEIX TIA THN ANOPPI¥YH TQON MH
XPHZIMOMOIHMENQN KTHNIATPIKQN ®APMAKEYTIKQN MNMPOIONTQN 'H
TQN YNMOAEIMMATQN MNMOY NPOEPXONTAI AMNO AYTA EAN YINTAPXOYN

Mnv atroppitttete 010 TTEPIBAAAOV. TO axpnolpgoTToinTo TTPOIOV 1 TO AXpnoTo
UAIKO TTPETTEI VO  KATOOTPEPETAI OUPQWVA ME TIC ATTAITACEIS TNG €OVIKAG
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vopoBeaiag. To pn XPNOIMOTTOINUEVO UAIKO TTPETTEI VO PETAQPEPETAI OTO MEPOG
TOTTOBETNONG  TWV  AnyMEVWY 1 PN XPNOIUOTIOIOUPEVWY  QAPUAKEUTIKWV
TTPOIOVTWV.

13. Ol AEZEIZ «<AMNOKAEIZTIKA INA KTHNIATPIKH XPHZH » KAI Ol OPOI 'H
Ol MEPIOPIZMOI MOY IZXYOYN ZXETIKA ME TH AIAGEZH KAI TH XPHZH
aVv UTTAPXOUV.

ANOKAEIZTIKA INA KTHNIATPIKH XPHZH
Xopnyeital yOvov KATOTTIV KTNVIATPIKAG OUVTAYNG

14. Ol AEZEIZ « NA ®YAAZZETAI ZE OEZH
THN OIOIA AEN BAEINOYN KAI AEN NMPOZEITIZOYN TA MNAIAIA»

Na euAdooetal og 6€an, Tnv otroia dev BAETTOUV Kal dev TTpoaeyyiouv Ta TTaidId.

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 KYKAO®OPIAZ

A.A.K Kutrpou: 14565

17. APIOMOZ MAPTIAAZ NAPAZKEYHZ
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NMAHPO®OPIEZ NOY MPEMNEI NA ANAIPA®ONTAI ZTHN ZTOIXEIQAH
ZYZKEYAZIA

MudAivn @i1adAn Twv 500m|

1. ONOMAZIA KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX

METABOLASE, evéoipo didAupa yia Boo€idr}, GAAa JeyAAa PnPUKaoTIKA, GAoya,
X0ipoug, TTpORaATa, aiyeg, KOUVEAID, OKUAOUG Kal YATEG.

2. 2YNOEZH ZE APAZTIKO ZYZTATIKO KAI AAAA ZYZTATIKA

KdaBe ml mrepiéxel:

ApaoTIKG OCUCTATIKA:
L-carnitine

5mg

equivalent to L-carnitine hydrochloride 6.133 mg
thioctic acid 0.2 mg
pyridoxine hydrochloride (vit. B6) 0.15 mg
cyanocobalamin (vit. B12) 0.03 mg
D,L-acetylmethionine 20 mg
L-arginine 2.4 mg
L-ornithine 1.2 mg
equivalent to L -ornithine hydrochloride 1.532 mg
L-citrulline 1.2 mg
L-lysine 0.5 mg
equivalent to L-lysine hydrochloride 0.625 mg
glycine 1.5mg
aspartic acid 1.5 mg
glutamic acid 1.5 mg
fructose 50 mg
sorbitol 80 mg
‘Exkdoxa:

Ethanol

Sodium propyl-p-hydroxybenzoate (E217)

Sodium methyl-p-hydroxybenzoate (E219)
AAAa €kDOXa Kal EVETIUO UBWP HEXPI 1ml

3. PAPMAKOTEXNIKH MOP®H

Evéoipo didAupa.
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4. 2YZKEYAZIA

500ml

5. EIAOZ(H) ZQOY(QN) F'lA TO(TA) OMOIO(A) MPOOPIZETAI TO NMPOION

Booeidry, aAAa peydAa pnpukaoTiKA, GAoya, Xoipol, TTpoparta, aiyeg, KOuvéAQ,
OKUAOI Kal YATEG.

6. ENAEIZH(EIZ)

To METABOLASE evdeikvutal oav TTapdyovTag aT1roTogiviwong Kal TOVWTIKOG
TTOPAYOVTOG O€ TTEPITITWOEIG CWHATIKAG KATATTOVNONG | avappwong.

7. TPONOZ KAI OAOZ(Ol) XOPHIHZHZ

To METABOLASE Tmpémrel va xopnyeitar pe  evOOQAERIa, uTTodOpIa N
EVOOTTEPITOVAIKN £yXUON.

AiaBaore 10 QUAAO 0dnyIwv XpPHRONG, TTPIV arrd TN xpnon.

8. XPONOZ ANAMONHZ

Kpéag: pndév pépeg
FGAa:  PNdév wpeg

9. EIAIKH(EZ) NMPOEIAOMNOIHZH(EIZ) EAN EINAI AMAPAITHTH

AiaBaaore o @UANO 0dnyIWV XPNONG, TEIv arrd TN xpnon.

10. HMEPOMHNIA AH=HZ

AH=H {uAvag/éToc}>
MeTa 1O TTPWTO AvOolyua Xpron £wg 28 PEPEG.

11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

QuAdooete og Bepuokpacia dwpaTiou, TTPOOTATEUPEVO ATTO TO QWG KAl aTTo
TTNYEG BEPPOTNTOC.

12. 1AIAITEPEZ TMNPO®YAAZEIZ TIA THN AlNOPPIYH TQN MH
XPHZIMOMNOIHMENQN KTHNIATPIKQN ®APMAKEYTIKQN MPOIONTQN H
TQN YINOAEIMMATQN MNMOY NMPOEPXONTAI AINO AYTA

EAN YTNAPXOYN

Mnv atmroppitrtete 010 TTEPIBAAAOV. To axpnoigoTToinTo TTPoIdV I TO AXPNOTO
UAIKO TTPETTEI VO KATOOTPEPETAI OUPQWVA HE TIC ATTAITACEIS TNG €OVIKAG
vopoBeaiagc. To pn XpNOIMOTTOINUEVO UAIKO TTPETTEI VO PETAQPEPETAI OTO MEPOG
TOTTOBETNONG TWV  ANYMéVWY A PN XPNOIKMOTTOIOUUEVWYV PAPUAKEUTIKWV
TTPOIOVTWV.

10/19




13. Ol AEZEIX «<AMOKAEIZTIKA INA KTHNIATPIKH XPHZH» KAI Ol OPOI 'H
Ol NEPIOPIZMOI MNOY IZXYOYN ZXETIKA ME TH AIAGEZH KAI TH XPHZH
Vv UTTAPXOUV.

ANOKAEIZTIKA INA KTHNIATPIKH XPHZH
Xopnyeital JOvov KATOTTIV KTNVIATPIKAG OCUVTAYNG

14. Ol AEZEIZ « NA ®YAAZZETAI ZE ©OEZH THN OIOIA AEN BAEMOYN KAI
AEN MNMPOZEITIZOYN TA MNAIAIA»

Na euAdooeTal og Béon , TNV otroia dev BAETTOUV Kal dev TTpooeyyifouv Ta TTaIdIA.

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

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

16. APIOMOZ AAEIAZ KYKAO®OPIAZ

A.A.K. Kutrpou: 14565

17. APIOMOZ MNAPTIAAZ NMAPAZKEYHZ
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ZTOIXEIQAHZ ZYZKEYAZIA/ ®YAAO OAHINQN XPHZHZ (yra 1000ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZX
METABOLASE, evéoipo didAupa yia Boogldr], GAa peydAa unpukaoTIKd, dAoya,
X0ipoug, TTpORaATa, aiyeg, KOUVEAID, OKUAOUG Kal YATEG.

2. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ
Ké&Ttoxoc 1nC  ddelac  KUKAOQOpPIac Kal  TTapaywyoc  utreubuvoc  via  Tnv
arreAeuBépwaon TTAPTIOWV:

Fatro S.p.A.

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

AvtirrpoowTtroc otn Kutrpo:

N.A. CHANCE TRADING

60, Demokratias Str. Shop 1

2034, Strovolos - NICOSIA_CYPRUS
Tel. +357 22 495 992-94

3.

2YNOEZH ZE APAZTIKO KAl AAAA ZYZTATIKA

Kd&Be ml mrepiéxel:

ApaoTiKG ocuoTATIKA:

L-carnitine 5 mg
Equivalent to L_carnitine hydrochloride 6.133 mg
thioctic acid 0.2 mg
pyridoxine hydrochloride (vit. Be) 0.15mg
cyanocobalamin (vit. Bi12) 0.03 mg
D, L-acetylmethionine 20 mg
L-arginine 2.4 mg
L-ornithine 1.2mg
equivalent to L -ornithine hydrochloride 1.532 mg
L-citrulline 1.2 mg
L-lysine 0.5 mg
equivalent to L-lysine hydrochloride 0.625 mg
glycine 1.5mg
aspartic acid 1.5mg
glutamic acid 1.5mg
fructose 50 mg
sorbitol 80 mg
‘Exkdoxa:

Ethanol 96%

Sodium propyl-p-hydroxybenzoate (E217)
Sodium methyl-p-hydroxybenzoate (E219)
AAAa €kDOXO Kal EVETIUO UBWP HEXPI 1mi

4. ENAEIZEIZ
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To METABOLASE evdeikvutal oav TTapdyovrag aTroTogiviwong Kal TOVWTIKOS
TTAPAYOVTOG O€ TTEPITITWOEIS OWUATIKOU stress 1} avappwaong.

5. ANTENAEIZEIX
Kapia yvwoTtn

6. ANEMNIOYMHTEZ ENEPrEIEX

Aev £xouv avapepBEei.

Edv epgaviotouv otroleodnmmote AAAEG OOBAPEC 1) PN, QVETTIBUUNTEG EVEPYEIES
TTou OEv  ava@EépovTal OTO  TTAPOV  QUAAO  odnyiwv  XPrRong TTapaKaAw
ETTIKOIVWVAOTE PE TOV UTTEUBUVO KTNVIaTPO

7. EIAH ZQQN
Booeidr), aAAa peydAa pnpukaoTIKA, GAoya, Xoipol, TTpopaTta, aiyeg, KOUVEAQ,
OKUAOI KOl YATEG.

8. TPONOZ KAI OAOXZ XOPHIMHZHX
To METABOLASE Tmpémrel va xopnyeitar pe  evOOQAERIa, uTTodOpIa N
eVOOTTEPITOVAIKN £yXUOT, OTIG aKOAOUBEG DOCOAOYIEG:

- Boog1dn, dAAa peydAa pnpukaoTikd, eviAika dAoya, evjAIKol Xoipoi:

250 - 500ml 2 @opéc NuePNCiIWG pE eVOOPAERIA, UTTODOPIO i EVOOTTEPITOVAIKA
gyxuon.

- Méoxol, veapd BouBdAia, TwAol, evAAIKa TTpoBaTa Kal aiyeg:

250ml 2 popég nuepNoiwg Pe evOOPAERIa, UTTODOPIA i EVOOTTEPITOVAIKI £yXUON.

- Xolpidia Kal Xoipol TrTaxuvong:

20-40ml/10kg ocwpaTikoU BApous 2 QopES NUEPNTIWG PE UTTOBOPIO £yXUOn.
-aMVvoi Kal gpigia:

20-40ml/10kg cwpaTiKoU Bapoug 2 QopES NUEPNTIWG e EVOOPAEBIQ, UTTOBOPIA I
evOOTTEPITOVAIKA £yXUON.

- KouvéAia kail yaTeg:

2-4ml/kg ocwpaTikou Bdpoug 2 @QopéC TNV nuéEPa PeE uTTodOpIO E£yXUuOn O€
OIOQPOPETIKA onueia £yxuong.

- ZKUAo:

2-4ml/kg owpaTtikoUu Bdpoug 2 @opég TNV Nuépa Pe evOOPAEBIa 1} UTTOBOPIa
gyxuon.

9. OAHIEZ INA TH ZQ2TH XOPHIHZH
E@apuooTe TIC ouvhBeig AonTITEG CUVONKES KATA TN XOPAYNON TOU TTPOIGVTOG.

10. XPONOZ ANAMONHZX
Kpéag: undév pépeg
"aAa: MNOEV WPES

11. EIAIKEZ £YNOHKEZX AIATHPHZHZX

Na uAdooetal o€ Béon , Tnv otroia dev BAETTOUV Kal dgv TTpooeyyifouv Ta TTaIdId.
Quldooete 0¢ Bepuokpaoia dwaTiOU, TTPOCTATEUMEVO OTTO TO QWG Kal aTTo
TTNY£G BEPUOTNTOG.

12. EIAIKEZ NMPOEIAONOIHZEIZ, EAN EINAI AMAPAITHTEX
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-Ei1dikéC mpoeldomoINaeIC via Kabe gidoc {wou
Kapia.

-E1di1k Tpo@UAaén via tn xopnynon ora {wa
E@apuooTe TIG ouvnBeIg AonTITEG OUVONKES KATA TNV XOPrynon Tou oTa {wa.

-101aitepec mpouUAdéeic Tou Tpérrel va AauBdvovral arrd 10 AToUO TTOU XOPNVEI TO
KTNVIQTPIKO QAPLAKEUTIKO Tpoiov o€ {wa
Agv atrairouvTail.

-Eykuuoouvn-laAouyia
Mrtropei va xpnoipgotroinBei katd tn dIdpKEIa TNG KUNONG Kal TNG yaAouxiag.

-YrrepdoooAovia (ouumrrwuara, YErpa avriyeTwITions, avridora)
2€ TTEPITITWOEIG UTTEPOOCOAOYIOG OEV £XOUV avapePBei avTIOPATEIG.

-AAMnAemidpaan ue dAAa @dpuaka N GAAeC pop@éC aAAnAsmidpaonc
Kapia yvwaoTn.

-AoupuBardrnreg
NAOyw ENEIYNG PEAETWYV QOUPBATOTNTAG, TO TTAPOV KTNVIATPIKO (PAPUAKEUTIKO
TTPOIOV eV TTPETTEI VA AVANIYVUETAI HE AAAQ KTNVIOTPIKA QOPUAKEUTIKA TTPOIOVTA.

13. EIAIIKEZ MPO®YAAZEIX AMNOPPIYHX ENOZ XPHZIMOIMOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ 'H AAAQN YAIKQN
NMOY MPOEPXONTAI AINO TO NMPOION, AN YNAPXOYN

Mnv atroppiTiTeTe 0TO TTEPIBAAAOV. TO axpnOIPOTIOINTO TTPOIOV ] TO AXPNOTO

UAIKO TTPETTEI VO  KATOOTPEPETAI OUPQWVA HE TIC ATTAITACEIS TNG €OVIKAG

vopoBeaiag. To pn XPNOIMOTTOINUEVO UAIKO TTPETTEI VO PETAQPEPETAI OTO MEPOG

TOTTOBETNONG TWV  ANYMEVWY 1 PN XPNOIMOTTOIOUPEVWY PAPHUAKEUTIKWV

TTPOIOVTWV.

14. HMEPOMHNIA THZ TEAEYTAIAZ EMKPIZHZ TOY ®YAAOY OAHIIQN
XPHZEQZ
14/02/2023

15. ®APMAKOTEXNIKH MOP®H
Evéoiuo didAupa

16. XZYZKEYAZIA

1000ml TrepiékTnG ammd TTOAUIOUAévio (PE), pe KAgiolo ammd katmmdkl atro
eANAOTOPEPEG XAWPOPBOUTUAIO HE ATTOOTTWHPEVO  ETTIKAAUMUG  aAoupiviou  Kai
o@payida ac@aAeiag atrod TTOAUTTPOTTUAEVIO.

17. HMEPOMHNIA AH=HX
AH=H {uAvag/éToc}:

Aldpkela (wAG META TO TTPWTO AVoIyua: 28 PEPEG
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18. OI AEZEIZ «<AMNOKAEIZTIKA I'A KTHNIATPIKH XPHZH» KAI Ol OPOI 'H
Ol NEPIOPIZMOI MNOY IZX'YOYN ZXETIKA ME TH AIAGEZH KAI TH
XPHZH, av utrapxouv

ATTOKAEIOTIKA yIa KTNVIATPIKI Xpon — va JdIaTiBeTal gOvov PE KTNVIATPIKN

ouvtayn.

19. APIOMOZ AAEIAZ KYKAOODOPIAZ
A.A. K Kutrpou: 14565

20. APIOMOZ MNAPTIAAZ MAPAIQrHz
ApiB. TTapTidag:
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B. ®YAAO OAHI'IQN XPHZHZ

METABOLASE, evéoigo O1dAupa yia Booeldr], PeyadAa pnpukaoTikd, dAloya,
X0ipoug, TTpORaTa, aiyeg, KOUVEAID, OKUAOUG Kal YATEG.

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAX KYKAOODOPIAZ
KAI TOY KATOXOY THZ AAEIAZ NMAPAIMQIrHz noy EINAI YIIEYOYNOZ lNA
THN AMNOAEZMEYZH TMAPTIAQN XITON EOX, E®OZON EINAI
AIA®OPETIKOI

KdTtoxoc Tn¢ adeiac KUKAOQOpiac Kal TTapaywyoc:

FATRO S.p.A.

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

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZXZ
METABOLASE, evéoipo didAupa yia Booeldr], GAAa peydAa pnpukacTikd, dAoya,
X0ipoug, TTpORaTa, aiyeg, KOUVEAIQ, OKUAOUG KOl YATEG

3. ZYNOEZH ZE APAZXTIKO XYZITATIKO(A) KAl AAAO(A) ZYZTATIKO(A)
2uvleon Mooétnta

KdaBe ml mrepiéxel:

ApaoTIKG CUCTATIKA:

L-carnitine 5mg
Equivalent to L_carnitine hydrochloride 6.133mg
thioctic acid 0.2mg
pyridoxine hydrochloride (vit. B6) 0.15mg
cyanocobalamin (vit. B12) 0.03mg
D, L-acetylmethionine 20mg
L-arginine 2.4mg
L-ornithine 1.2mg
equivalent to L -ornithine hydrochloride 1.532mg
L-citrulline 1.2mg
L-lysine 0.5mg
equivalent to L-lysine hydrochloride 0.625mg
glycine 1.5mg
aspartic acid 1.5mg
glutamic acid 1.5mg
fructose 50mg
sorbitol 80mg
‘Exkdoxa:
Ethanol

Sodium propyl-p-hydroxybenzoate (E217)
Sodium methyl-p-hydroxybenzoate (E219)
AAAO €kDOXa Kal EVECIUO UdwWP  MEXPI 1ml
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4. ENAEIZH(EIZ)
To METABOLASE egvdeikvutal gav TTOPAYOVTAG QATTOTOSIVWONG KAl TOVWTIKOG
TTAPAYOVTOG O€ TTEPITITWOEIS CWHATIKAG KATATTOVNONG ) avappwaong.

5. ANTENAEIZEIZ
Kauia yvwoTn.

6. ANEMNIOYMHTEZ ENEPrEIEX

Aev £xouv avapepOei.

Edv epgaviotouv otroleodnmmote AAAEG OOBAPEG 1) PN, AVETTIOUUNTEG EVEPYEIES
TTou OEv  ava@EépovTal OTO TIAPOV  QUAAO  odnyiwv  XPrRong TTapaKaAw
ETTIKOIVWVAOTE PE TOV UTTEUBUVO KTNVIaTPO.

7. EIAH ZQQN
Booeidr, dAAa peydAa pnpuKkaoTIKA, GAoya, Xoipol, TTpofaTta, aiyeg, KOuvéAiq,
OKUAOI KOl YATEG.

8. AOZOAOrIIATIA KAGE EIAOZ, TPOMNOZ KAI OAOZ(OIl) XOPHIMHXHX
To METABOLASE Ttpémel va xopnyeital pe  evOO@AEBIa, uttoddpia N
eVOOTTEPITOVAIKN £yXUOT, OTIG akOAOUBEG DOCOAOYIEG:

- Booe€1dn, dAAa peydAa unpukaoTIKd, eVAAIKa dAoyad, EVIjAIKOI XOoipol:
250-500ml 2 @opéc nuepnoiwg pe evOOPAERIa, utTodOpIa R evOOTTEPITOVAIKA
gyxuon.

- Méoxol, veapd BouBdAia, TTwAol, eviAika Tpoara Kal aiyeg:

250ml 2 opég nuepnaiwg pe evOOPAERIA, uTTODOPIa i EVOOTTEPITOVAIKI £yXUON.

- Xoipidia kai xoipor mwayxuvong: 20-40ml/10kg cwpuaTikoU Bdpoug 2 @QopéC
NUEPNOCIWG PE UTTOBOPIO £yXUOT.

-apvoi kai gpigia: 20-40ml/10kg cwpaTikou B&poug 2 QOPEC NUEPNTIWG ME
eVOOPAERIa, uTTODOPIA A EVOOTTEPITOVAIKN £yXUOT.

- KouvéAhia kai yareg: 2-4mi/kg cwpaTIKOU BAPoug 2 QOPEC TNV NUEPT ME
uTTOOOpIa £YXUON O€ BIAPOPETIKA onuEia £yXuong.

- ZKOAor: 2-4ml/kg owpaTtikoU Bdpoug 2 @opéC TNV NUEPO HE eVOOQPAERIa N
uTTOdOpPIa £YXUON.

9. OAHIEZ A TH ZQ2TH XOPHIHzH
E@apuoaoTe TIC ouvnBeig donTrTeg ouvONKeES KATA Tn Xopriynon Tou TTPoidvTod.

10. XPONOXZ ANAMONHZ
Kpéag: pNdév pépeg
FGAa:  PNdév wpeg

11. EIAIKEXZ £YNOHKEZXZ AIATHPHZHX
Na euAdooeTal o Béon , TNV otroia dev BAETTOUV Kal Bev TTpooeyyifouv Ta TTaIdIA.
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QuAdooeTe oe Bepuokpacia dwuaTiou, TTPOCTATEUPEVO ATTO TO QWG Kal aTro
TTNYEG BEPUOTNTOG.

Aldpkela (wNAG TOU KTNVIOTPIKOU QAPUAKEUTIKOU TTPOIOVTIOG META TO TIPWTO
AVOIYHa TNG OTOIXEIWDOUG OUOKEUADIAG: 28 HEPES

12. EIAIKH(EZ) NMPOEIAOMNOIHZEIX
-Ei1dikéC mpoeldomoINaeIC via Kabe gidoc {wou
Kauia

-Eidikn mpouAaén yia 1n xopnynon ora {wa
E@apudoTe TIG ouvnBeig donTrTeg ouvOnKeS KaTé TNV XOprynon Tou ota {wa

-101aitepec mpouUAdéeic Tou mTpérrel va AauBdvovral arrd 10 AToUO TTOU XOPNVEI TO
KTNVIQTPIKO QAPUAKEUTIKO Tp0oiov o0& {wa
Aegv atrairouvTal.

-Eykuuoauvn -I'alouyia
Mrtropei va xpnoipotroinBei kard 1n dIAPKEIA TNG KUNONG KAl TNG yaAouxiag

-Y1mrepdoooAoyia (CULUTITWUATA, UETPA AVTIUETWITIONE, AvTidoTa)
2€ TTEPITITWOEIG UTTEPOOTOAOYIOG Oev £Xouv avaepBei avTiIdOpdoEIC.

-AAMnAemidpaoceic  ue GAAQ  @APUAKEUTIKA TTpOoIovVTIa Kai AAEC  LOPQYEC
aAnAemidopaonc
Kapia yvwoTtn

-AoupuBarornreg
NASYw ENEIYNG PEAETWV ACUPPBATOTNTAG , TO TTAPOV KTNVIOTPIKO QOPUAKEUTIKO
TTPOIOV OEV TTPETTEI VA AVAUIYVUETAI JE AAAQ KTNVIATPIKA QAPPAKEUTIKA TTPOIOVTA.

13. IAIAITEPEZ TNMPO®YAAZEIZ TIA THN AINOPPIWYH TON MH
XPHZIMOMOIHOENTQN KTHNIATPIKQN ®APMAKEYTIKQN MPOIONTQN H
TQN YNOAEIMMATQN MNMOY NPOEPXONTAI AINO AYTA, EAN YINNAPXOYN
Mnv atroppiTiteTe 01O TTEPIBAAAOV. TO axpnoIgoTToinTo TTPOIOV ) TO AXPNOTO
UAIKO TTPETTEI VO  KATOOTPEPETAI OUPQWVA ME TIC ATTAITACEIS TNG €OVIKAG
vopoBeoiag. To pn XPNOIMOTTOINUEVO UAIKO TTPETTEI VO PETAQPEPETAI OTO MEPOG
TOTTOBETNONG  TWV  ANyMEVWY 1 PN XPNOIYOTTOIOUPEVWY  PAPHUAKEUTIKWV
TTPOIOVTWV.

14. HMEPOMHNIA THZ TEAEYTAIAX ETKPIZHZ TOY ®YAAOY OAHIIQN

XPHZEQZ
14/02/2023
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| 15.AAAEZ MAHPO®OPIEE

ZUOKEUOOIEG:

250ml ka1 500ml tuTTou | i TUTTOU Il YUGAIVN 1 a1t polypropylene (PP) @iaAn pe
EANQOTOMEPEG TTWHA KAl ETTIKAAUUUA AAOUMIVIOU 0€ XAPTIVO KOUTI.

1000ml TrepiEkTNG atmd TTOAUCIOUAévIo (PE), pe KAgiolyo ammd Katmdkl Aatro
eEANAOTOPEPEG XAWPOPBOUTUAIO HE ATTOOTTWHEVO ETTIKAAUPUA  OAOUMIVIOU Kal
oQpayida ao@aAEiag aTro TTOAUTTPOTTUAEVIO.

M1ropei va pnv KUKAOQOpPOoUV OAEG OI CUOKEUAUTIEG.

AvTITTpOoWTTOG 0TNV KUTTpO:

N.A. CHANCE TRADING

60, Demokratias Str. Shop 1

2034, Strovolos - NICOSIA_CYPRUS
Tel. +357 22 495 992-94
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