Instruction on medical use of medicinal product

Gamalate B Oral solution

Trade name
Gamalate Bg

International nonproprietary name
Not available.

Dosage form
Oral solution 80 ml.

Composition

Each 100 ml contains:

active substances:

magnesium glutamate hydrobromide 2.0g
y-amino-butyricacid (GABA) 2.0g
yY—amino-B-hydroxy-butyric acid (GABOB) 1.0 g
pyridoxine hydrochloride 1.0g
excipients:

saccharin sodium, citric acid, methyl parahydroxybenzoate
(E218), propyl parahydroxybenzoate (E216), raspberry
essence, Sunsetyellow FCF (E110), sorbitol (E420) and
purified water.

Description
An orange and viscous liquid with characteristic flavor and
smell.

Pharmacotherapeutic group

Psychoanaleptics. Other psychostimulant and nootropic
drugs.

ATC code: NO6B X

Pharmacological properties

Pharmacokinetics

Gamalate Bsoralsolutioniswellabsorbed by oralroute.
GABAisabsorbedrapidly and crossesthe blood-brain
barrier. Itis metabolised into succinic acid by a process of
transamination and decarboxylation for incorporation into the
Krebs Cycle. Alternatively, GABA is metabolised into
GABOB.

GABOB has rapid oral absorption and can cross the
blood-brain barrier. It is extensively metabolised and rapidly
eliminated in urine and saliva. Only about 1% of the dose is
an extensive metabolism.

After oral absorption, MGH passes into the blood stream,
with wide systemic distribution.

Pyridoxine hydrochloride is rapidly absorbed in the
gastrointestinaltract. Theabsorptionisreducedin patients
ith malabsorption syndrome. It does not bind to plasma
proteins. Its reservoir is the liver where it transforms into
active pyridoxal 5’-phosphate and pyridoxamine phosphate
coenzymes. ltundergoes hepatic metabolism by oxidation
giving rise to 4-pyridoxic acid and other inactive metabolites
thatare eliminatedin urine. Its elimination half-life is 15-20
days. It can be eliminated by haemodialysis. Pyridoxine

crossesthe placentaandis excretedin breast milk.

Pharmacodynamics

Action of Gamalate Bs depends onits active components:
cerebrotonic action of amino acids —y-amino-butyric acid
and y-amino-B-hydroxy-butyric acid (GABA and GABOB),
mild sedative action due to magnesium glutamate hydrobro-
mide (MGH) and coenzyme — Vitamin Bs. The medicinal
productexertsanenergizingandneuroregulator actionon
the brain. The amino acids and vitamin Bs take partinthe
cerebral metabolism and increase the energetic potential of
the nerve cell.

Indications for use

Adults:

Adjuvant in functional asthenias. Emotional instability.
Concentration and memory difficulty. Depression and
nervous exhaustion. Diminution of the adaptive capacity.

Children:
Concentration difficulty and diminution of school output.
Lack of adaptation to social, family and school environment.

Dosage:
Adults: 10 ml 2 or 3 times daily.

Children:

- upto 2 years: 2.5 ml 3 times daily.

- aged 2to 4 years: 5 ml 3 times daily.

- aged 4to 7 years: 10 ml 2 times daily.

- aged 7yearsandover; 10ml 2 or 3times daily.
Thisrecommended dose may needtobe adjusted by
your doctor.

Method of administration
Thismedicinal productisadministered by oralroute. May be
administered before or after main meals.

Adverse reactions
Dyspeptic disorders are possible.

Ifyou getany side effects, talk to your doctor or pharmacist.
Thisincludesany possible side effectnotlistedinthisleaflet.

Contraindications
Known allergy to any of its components.

Interactions

Tellyour doctor or pharmacistif you are taking, have recently
taken any other medicines, even those taken without
prescription, especially with central nervous system
depressantdrugs suchas hypnotics, sedatives, anxiolytics
or analgesics.

Warnings and precautions

This medicine contains 3 g sorhitol in each 5 ml dose.
The caloric value of sorbitol is 2.6 Kcal/g. If you have been
told by your doctor that you have an intolerance to some
sugars, contact your doctor before taking this medicinal
product. Sorbitol may cause gastrointestinal discomfort and
mild laxative effect.

This medicine contains sunset yellow FCF (E110) which may
cause allergic reactions.

This medicine contains propyl parahydroxybenzoate (E216)
and methyl parahydroxybenzoate (E218) which may cause
allergic reactions (possibly delayed).

Use during pregnancy and lactation
Duringpregnancy andlactationthedrugshouldbe usedonly
underthe physician's supervision, considering benefit/risk
ratio. Vitamin Bg is excreted into the breast milk. High
concentrations ofvitamin Bgcaninhibitmilk production.

Driving and using machines
Caution should be exercised when driving and using
machines.

Overdose

Giventhe scarce toxicity ofthe drug, a probability of
developmentof symptoms of poisoningislow, evenifthe
therapeuticdose hasaccidentallybeenexceeded.
-Symptoms: Potentiation of adverse reactions.— - —
Treatment: Symptomatic.

Presentation and package
Bottle with 80 ml of oral solution. One carton box has one
bottle with instructions for medical use.

Storage conditions
Mustbe stored atatemperature below 30°C.
Keepthismedicine outofthe sightand reach of children.

Shelf life

5 years

Do not use after the expiry date which is stated onthe
carton box.

Prescription status
Under medical prescription.

Manufacturer:
Ferrer Internacional, S.A.
Gran Via Carlos Ill, 94, 08028 Barcelona, Spain

Manufacturing site:

Ferrer Internacional, S.A.

C/JoanBuscalla, 1-9,08173 SantCugatdel Valles
(Barcelona), Spain
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100mMnnpenaparacogepxar:

aKmueHble sewjecmea:

MarHus raoTamata rugpobpomug
y-amuHomacnsaHaskucnota (TAMK)
y-aMuHo-B-ruapokcu macnsiHas kucnota (TABOM)
MUPMAOKCHHA TMAPOXNOPHE

8CroMo2amenbHble 8eLyecmea:

HaTpusi CaxapyH,k1croTa nMMoHHas,
meTunnaparuapokcubexsoar (E218),
nponunnaparuapokcubensoat (E216), manuHoBas acceHums,
kpacutenb KenTblit“conHeyHblit 3akat' FCF (E110),
copbuton(E420),BonaoumiLeHHas.
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OnucaHue
Bsi3kasi kuaKocTb 0paHXeBOoroLBeTa, c XapakTepHbIMBKYCOMU

3anaxom.

®bapwmakoTepaneBTUYeCKas rpynna

McuxoananenTuku. NcuXxoCTUMYNSTOPbI M HOOTPOMLI ApYTHe.
Kog ATXNO6B X

(hapmakonoruyeckue cBOICTBa

®apmaKokuHemuka

MepopanbHbiit pactBop Mamanate Bg xopoLuo abcopbupyetcs
NpUMPUEMEBHYTPb.

FAMKGbIcTpo abcopbupyeTcs MnpoHnkaeTyepes
rematoaHLedanuyeckuit 6apbep. OH MeTabonmanpyetcs B
SHTapHYKOKACTIOTY Yepe3npoLecCTpaHCcaMUHPOBaHNS U

ﬁekap60KcmnMpoaaHmn AN BKMtoYeHmns B Lmkn Kpebea.
TOMY e, TAMKnpeobpa3yetcsiBTABOM.

TABOM obnagaet ObICTpbIM OpanbHbIM BCACIBaHUEM 1 MOXET

Hosupoeka

B3spocnbie:no 10 mn 2 - 3 pasaB CyTKu.
Hemudo21em:no2.5mn3pasaBCyTKu.
Hemuom2do4nem:no5mn3pasaBsCyTKu.
Hemuom4 do7 nem:no10mMn2pasaBCyTku.
Hemucmapwe 7 nem:no 10 mn 2 - 3 pasa B CyTKM.

31 [,03bl MOTYT BbITb U3MEHEHI N0 HAa3HAYEHUI0 Bpaya.
Cnoco6 npumeHeHus

[laHHOe nekapcTBEHHOE CPEACTBO MPUHUMAETCS NEPOPANbHO,
[0 1nu nocne efbl.

Mo6Go4HbIe gencTeusa

BoamoxHbl Ancnenciyeckue paccTpoicTsa. Ecnnysac
NposBMINCHNO60YHbIE 3(h(EKTbI, TOrOBOPUTE COCBOUM
nevaLLym Bpayom unu chapmaLieBToM. T0 BKIKOYaeT B Cebs
nto6ble BO3MOXHbIE NOBOYHbIE AMEKTLI, B TOM YUCTE UHE
NepeYnCrieHHbIe BhILLE.

I'Ipomsonoxasal-mn
[oBblLeHHas YyBCTBUTENIbHOCTb K KOMNOHEHTAM npenapara.

INekapcTBeHHbIE B3auMoaencTBuUs

CoobiwuTe cBOEMY Nevatiemy Bpady Ui apmaLesTy, eCnv Bbl
NpUHUMaeTe UNn HesaBHO NpUHUManK Niobele apyrme
neKkapcTBa, Aaxe Te, KOTopble OTNycKaloTcs 6e3 pelenTa,
0cobeHHO ecrv aTo NpenapaThbl—4enpeccaHTb Ans
LIeHTPanbHOM HEPBHOW CUCTEMBI, Takue Kak CHOTBOPHOE,
ceAaTuBHblE penapatbl, aHCMONMTIKIA Uik @aHaNbreTUkM.
Ocobble ykasaHusi

[laHHoe NnekapCTBEHHOE CPEACTBO COAEPXMT copbuTon:
3rHapa3sosyto 403y B5mn. KanopuitHocts copbutona
coctaBnsieT 2.6 Kkan/r. B cnyyae HenepeHOCMMOCTH
HEKOTOPbIX CaxapoB, MPOKOHCYNbTUPYITEC C BALLMM NEYalLM

Bpa4oM nepes NpéMoM AaHHOTO NekapCTBEHHOTO CPeACTBa.
COp6VITOJ'I MOXeTOKa3blBaTbraCTPOMHTECTUHABbHEIN

ANCKOMAOPT W Nnerkoe cnabutensHoe aecTaue.
Mpenapat coaepxuT kpacutenb XenTbiil “conHeyHbll 3akat”
FCF (E110), koTOpbIit MOXET BbI3BATb annepruyeckine peakwinm.
Mpenapat copepxuT nponunnaparugpokcubensoar (E216) u
MeTunnaparuapokcubersoat (E218), noatoMy MOXET BbI3bIBaTb
annepryeckue peakuum (B TOM YNCIE OTCPOYEHHbIE).

lpumeHeHue 8 nepuod6epeMeHHOCMU UKOPMIIEHUS!
2pydbro

MPOHIKATh Yepes remMaTo3HLedanieckin bapbep. OH LMpoKO
MeTabonumanpyeTcs 1 BbICTPO BLIBOANTCS CMOYOIY CIIOHON.
LLinpokmit meTabonuam noaTeepxaaeTcsa TeM, ytonocne 12
4acoBBMOYEOBHaPYXEHNNLLL1%0T403bl.

lMocne nepopanbHoro BCacbiBaHMs MarHs rnioTamara
rnapobpomua (MIT)nonagaeT BKPOBOTOK CLLMPOKAM
CUCTEMHBIM pacnpeaeneHuem.

MvpnaokcuHa ruapoxnopua GeICTpo BeackiBaeTes B
Keny[oYHO-KMLLIEYHOM TpaKTe. YpoBeHb abcopOLmM CHIKEH Y
naLuMeHToB ¢ CHHAPOMOM Manbabcopbuum. OH He cBA3bIBaeTCA
cbenkamu CbIBOPOTKI KPOBM.

Pe3sepsyapom n1puaoKcuHa ruapoxnopuaa SBNAeTCS neyeHb,
T OHMPEBPaLLAeTCs BGhapMaKonornyeckn akTuBHbIe
nupuaokcanb-5-oceat v nupupokcamuHodocdart. Ox
nopeepraeTcamMeTabonmamy BneveHn nyTeMoKknCneHns, B
pesynbTare Yero 0bpasyeTcs 4-NMpUAOKCMHOBAS KuCnoTa u
ApYrvie HeakTUBHbIE MeTabonuTbl, KOTOPbIE BBIBOAATCS C MOYOW.
Mepvoa nomnysbiBeAEHNs TMPUAOKCHHA TWAPOXTopUAa
coctaBnsieT 15-20 gHen. OTO MOXET ObITb yCTPaHEHO
remopmani3om. NMnpuEoKCHH NPOHKKAET Yepes NnaLeHTy U
BblENAETCS CTPYAHBIM MOTOKOM.

®apmakoduHamuka )
[JleiictBue npenapara Mamanate Bs 06ycnoBneHo aencTamem
aAKTUBHbIX BELLIECTB: aMUHOKNCIOT,

TOHW3MPYIOLLMX (DYHKLMIO FONOBHOTO MO3ra, \-aMUHOMACTSIHOM

KUCIOTbI U Y-aMUHO-B-TMAPOKCUMACTISIHO KACTOTHI
(TAMK 1

FABOM), cnaboro ceaaT1BHOrO BELLECTBA - MarHus rnTamara
ruppobpomuga (MIT) n kodepmenTa Butamuta Bg. Mpenapar
BbI3bIBAET MOBbILLEHNE HEPreTUYECKOI M HEPOPEryNATOPHOI
aKTMBHOCTM Mo3ra. [penapat okasbiBaeT Ha ronoBHOM MO3T
HelipoperynupytoLee AeicTare. AMUHOKUCIOTHI U BUTAMUH Bs
y4acTBytoT B MeTabon13Me rofioBHOrO MO3ra v NoBbILLAKT
JHEPreTUYECKNIA NOTEHLMAN HEPBHBIX KMETOK.

lMoka3aHus KNpUMEHEHMIo

B3pocnbie:

BcnomoratensHoe cpescTBo npy (yHKLMOHANBHOM acTeHNM.
OMoumoHansHas NabunbHoCTb. HapyLeHs KOHLEHTpaLmm
BHUMaHWs nnamsTy. lenpeccusnactenns. CHikeHne
aanTaLyMOHHbIX CMOCOBHOCTEN.

Hemu:

CHWXeHWe CnocOBHOCTY KOHLIEHTPALMI BHUMAHUS 1 0ByYeHNs.
CHWXeHWe aganTauyMoHHO COCOBHOCTY B COLMyME, B CEMbE
B LLKOTE.

DIeprugUEpENMEHHVL IV I\UprIJ ISHVIATPYHbrUTIPEIIapdl
NPUMEHSITb TOMBKO N0 HABMIOAEHNEM BpaYa U C y4eTOM
COOTHOLLIEHUS NOMb3a/pUCK.

Butamun BgakckpeTupyeTcaBrpyaHoe Monoko. Beicokue
KOHLLEHTpaLum BUTaMuHa Bg MoryT nosaBnsitb NpoayKumio
MOoKa.

OcobeHHoCMU 8NUSIHUSI lekKapcmeeHHo20 cpedcmeaHa
cnoco6HocMmb ynpaensimb a8mompaHCnopmoM umu
dpyauMu MoOMeHYuanbHO OMacHLIMU MeXaHu3Mamu
CnepnyetcobniofaTboCTOPOXHOCTNMPUYNPaBeHNm
aBTOTPAHCNOPTOM UMW APYTUMI NOTEHLMANLHO ONacHbIMMU
MexaH13Mami.

Mepeno3upoBka

Mp1HUMas BO BHMMaHIE HU3KYI0 TOKCUYHOCTb Npenapara,
BEPOATHOCTb OTPABNEHNS HU3Kas, Aaxe NPy ClyyaitHoM
NPEBBbILLEHNW TEpPaNEeBTUYECKOI A03bI.

Cumnmomsl - ycuneHne noboyHbIx 3dhhekToB

JleyeHue - cumnTomaTiyeckoe

®opma BbINycka MynakoBka

80 Mn npenapata Bo hnakoHe, 1 nakoH BMECTE C MHCTPYKLMEY
MO MPUMEHEHWIO B KAPTOHHOW YNaKOBKE.

YcnoBus xpaHeHus

XpaHuTb NpU TEMNEPATYPE HE BbILLE BXOASLNXBErO COCTaB
30°C.

XpaHuTb BHeJOCTyNHOM Ans AeTei mecte!

Cpok xpaHeHus

Sner

He npumeHsiTb N0 UCTEYEHUM CPOKA FOAHOCTH, YKa3aHHOro Ha
yNaKoBKe.

YcnoBus oTnycka u3 antek

Mo peuenTy.

MpounsBoguTtens:

®eppep MHTepHacuoHans, C.A.

IpaH Bua Kapnoc Ill, 94, 08028 bapcenoHa, VcnaHus.

MecTo npousBoacTBa:

®eppep NHTepHacroHanb, C.A.
XoaH byckaita, 1-9, 08173 Cant Kyrat genb baiiec
(BapcenoHa), VicnaHus.
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