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1. ONOMAZIATOY ®APMAKEYTIKOY NMPOIONTOZ
BE UNION (250+250+1) mg eTUKOAUPEVA PJE AETITO UHEVLO OLoKia

2. NOIOTIKH KAI MOZOTIKH ZYNGOEZH

KdBe dlokio teplexet:
Oelapivn VOPOXAWPLKN 250mg  (Butapivn B.)
Mupdoéivn udpoxAwpLKn 250mg  (Bttapivn Be)

KuavokoBaAapivn 1mg (Brtapivn Bqo)

‘Ekdoxa pe yvwotn dpdaon:

KdBe dlokio teplexet 99 mg Aaktolng.
To ddppako auto eplexel Alyotepo amd 1 mmol vatpiou (23 mg) ava diokio, eivat

aUTO TTOU ovopAlou e «eAeVBEPO vaTpiou».

la Tov TARPN KATAAoyo TwV eKOOXWYV, BA. tapaypado 6.1.

3. ®APMAKOTEXNIKH MOP®H

ETtlkaAUpPEVA PE AeTTTO LPEVLIO dlokia

4. KAINIKEZ NAHPO®OPIEZ
4.1 OepameuTIKEG eVIELEELG
To BE UNION evdeikvutal yla veUPOAOYIKEC acBEVELEG TTOU TIPOKAAoUvVTaAl ATto

ooBapn EMeldn Brtapivwy B1, B6 kat B12.

4.2 Aoocoloyia KkaiTtpomog xopnynong

Aocoloyia
Eva emikaAuppévo dlokio pia dopd TNV NUEPA. 2 HEUOVWUEVECG TIEPITITWOELCG, N

d6on umopei va auénBei og €va eTukaAuppévo dlokio 3 dopégTnv NuEpa.

Tpomoc xopnynonc

Ao 10 oTOUA.

Ta eTukaAvppéva dlokia TIpETel va Katartivovtal oAokAnpa padi pe apbovo vypo

HETA Ta yeLpaTa.
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Aldpkela xoprnynong

O umtevBLVOC ylaTPOg Ba ipEmel va antodaacioel yia tn dLapKeLa Tng xoprnynong.
Metd amno peylotn mepiodo tecodpwyv eBOopAadwy, Ba Tpémel va amodaclotei
eav Ba pewwbel n ddon (BAéme evotnta 4.4 «EOkEC TPOELOOTIOINCELC Kal

tpodpuAdéelc Katd tn xpnon»).

Madtatpikdc mAnBuoudc

To BE UNION avtevdeikvutal oe tadld kat eprjBouc nAkkiag katw Twv 18 eTwv.

4.3 Avtevdeiéelg

- Ynepevaiobnoia ot dpacTiKEC ouoiec N oe KAMOLO amod Ta €kdoxa Tou
avadepovtal otnv tapaypado 6.1.

- Kbnon kat nAacpoc.

- Nedplkn 1 NTTaATIikh avemdpkela.

- Ta emikaAvppéva dlokia BE UNION dev mipéTmel va xpnotlgoTmolovvial o tadld

Kat edpnBoug Adyw TNC LPNANC TIEPLEKTIKOTNTAC TOUC 0€ OPACTIKEG OUGIEC.

4.4 EwWdkég Mpoeldononoelg Kat TpodLAAEELG Katd Th XpHon

H KAwIKA elkOva KaBwCe Kal Ol EPYACTNPLAKEC TIAPAPETPOL TNE OEOUIKAC HUEAWONC

N TNG KakonBboug avalyiag ymopei va emnpeactolyv Ye T xoprynon Bltapivng B12.

Edv Tmapouclactolv ocupTITWHATA TEPLPEPIKAC aAloBNTIKAC VveupoTtadelag
(mapaioBnoia), Ba mpemel va emaveetaletal N doocoAoyia Kal va dLakOTTETAl N
Bepareia pe 10 dAPUAKEUTIKO Tpoldv, edv Kpilvetal amapaitnto. Exouv
mapatnpnbei veupomdbeleg Ao pakpoxpovia xoprynon (meplocotepo amo 6-12
MAVEQ) NUEPnOlwY docoloylwy Tou uttepBaivouv ta 50 mg Bitapivng B6 kabwg
Kal o€ Bpaxuxpovia xopnynon (eplocoTEPO amo 2 PRveg) avw tou 1 g Brtapivng
B6 nuepnoiwg. Q¢ ek TtoUTOU, OUVIOTATAL N TAKIWKA TapakoAovuOnon oe

pakpoxpovia Beparmeia.

To BE UNION mepiéxetl Aaktoln.
Ol aoBeveic pe omavia kKAnpovoplkd mpofAnuata ducaveéiag otn yaAaktoln,

TAAPN avemdpkela Aaktdong N Kakn anoppodpnon yAukolng-yaAaktolng dev
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TIPETIEL VA TTAPOUV AUTO To GApPHaAKO.

4.5 AMnAemdpacelg pe AAAa GapHAKEUTIKA Tpoiovta Kat AAAeg HopdEg
aAAnAenidpaong

H Belapivn adpavotoleital amd tnv 5-¢0opooupakiAn kabweg n teAeutaia
QVAOTEAAEL  QVIAYWVIOTIKA Tt  dwodopuliwon tng Oelapivng Tmpog

Tupopwodoplkn Belapivn.

Ta avtioéiva petwvouy tnv arnoppodnon tng Belapivnc.

Ta dloupnTtikd Bpoyxou, T.X. N PoupPOCEUIdN N omoia avacTEAEL TN CWANVAPLAKA
gnavappodnon Pmopel va mpokaiéoel avénuevn anékkplon Belapivng Katd tn
Hakpoxpovia Bepareia kal, cuvenwe, Heiwon tou emmedou tng Belapivng otov

0po.

Eav AngBei tavtdxpova pe AsBoviomna, n Pitapivn B6 pmopel va pswwoet tnv

emidpaon tnc.

H tautdxpovn xopriynon avtaywviotwyv tmuptdoivne (m.x. toovialidng (INH),
vdpaiadivng, D-mevikiAapivng 1f KukAooepivng) pmopel va HEWWOEL TNV

aroteAsopatikotnta tng Brrtapivng B6 (muptdoéivng).

H pakpoxpovia xprion mapayoviwv peiwong tou yaotplkoU o&gog pmopei va

odnynoeL o avemdpkela Bltapivng B12.

To aAkOOA Kal TO AU PO TOAL HELWVOULYV TNV attoppoddbnon tng Belapivng.

Motd mou meplExouv Belwdn (T.X. Kpaoi) evioxlouv TNV ATMOIKOOOUNCN TING

Belapivng.

4.6 Toviotnta, KUNon Kat yaAouyxia
Katd tn dldpkela tng KUNONG Kat Tou BnAacpou N nuepnola doon Brtapivng B6
dev mpemel va uttepPaivel ta 25 mg.

Emtedn auvtd to dpapuakeuTikd Tpolov Teplexel Bltauivn B6 250 mg os kABe

OloKio, Oev TIPETEL VA XPNOLUOTIOLE(TAL KATA TN SLAPKELD TNC KUNONC KAl TOU

BnAacpuou.
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4.7 ETdPACELG OTNV LKAVOTNTA 08YNONG KAl XELPLOHOU HNXAVNHATWY
Ta emikaAvppéva dlokia BE UNION dev €xouv kapld emidpaon otnv Lkavotnta

00YyNoNG KAL XELPLOPOU PINXavnUATwV.
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4.8 AvemOU0uNTEC EVEPYELEG
Mapakdtw ta&lvopolvtal ol AveTOUUNTEG EVEPYELEC AVA OPYAVIKO cUCTNHA Kal
ouxvotnta epgdaviong. H afloAoynon twv avemBuuntwyv svepyelwyv Baociletal

oTNV akOGAoL BN KATNYoPLOTIOiNGN CUXVOTATWYV:

MoAU cuxvég (21/10)

2uxveg (21/100,<1/10)
'OxLouxveg (21/1.000, <1/100)
>mavieg (>1/10.000, < 1/1.000)
MoAU omtavieg (< 1/10.000)

AyvwoTtec (n ouxvotnta dev propei va ektipnBei amod ta dltabéoipa dedopeva)

Alatapaxec Tou veUpLKoU ouaTNATOG:
Mn yvwoteg: H pakpoxpovia Angn (> 6-12 pniveg) nuepnowag doong > 50 mg

Bitapivng B6 pmopei va mpokaAeoel epldePIKA AloONTIK veupomddela.

Alatapaxec Tou yaoTpeVTEPIKOU:

Mn yvwoTtég: MaoTpevieplKEC eVOXANOELC OTIWC vauTtia, £UeTog, dldppola Kat
KOIALOKO AAyOC.

Alatapax€c Tou avooomolntikoUu cUoTAUATOC:

MoAU omaviec: Avtidpdaoelg utepevalodnoiag omweg edidpwon, taxukapdia kat

OepUATIKEC avTLdpdoelc OTTWCE KVNOoUOC Kat Kvidwon.

Alatapaxecg twv veppwy Kat Twv oupopopwy odwv:
Mn yvwotéc: Xpwpatoupia (KOKKVWTIA oVUpa) spdavidetal TIC TIPWTIEC 8 WPEC

HETA TN XOPHAYNOoN KAt cuvnBwWC LTToXWPEL EVTOC 48 WpPWV.

Avadopd mBavoAoyoV UevWY AVETIIOUUNTWY EVEPYELWY

H avadopd mBavoAoyoUPEVWY QVETIIOUUNTWY EVEPYELWY PETA ATIO TN Xopnynon
adelacg KukAodopiag tou pappakeuTIKOU TIPOLOVTOC eival onuavtikn. ETitpémnel tn
ouvexn TapakoAolBONon tTNg oxéong odEAOUG-KIVOUVOU TOU GAPHAKEUTIKOU
TtpolovToc. Znteital amod toug emayyeAdatieg vyeiag va avadpEpouv omtolecdAoTE
TOavoAoyoUEVEC QVETILOUUNTEC EVEPYELEC MEOW TOU €OVIKOU OCUCTAPATOC

avadopdg Tou avaypddeTal TapaKaTw.
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EAGSa

EBvikoc Opyaviopog Papudkwy
Meooyeiwv 284

GR-15562 XoAapyog, ABnva
TnA: + 30 21 32040380/337
®aé: + 302106549585

lotétomoc: http://www.eof.gr

4.9 Ymepdoooloyia

Bitauivn B1:

H Belapivn €xel €éva eupv Bepameutikd daoua. MoAU uPnAég dooelg (Ttavw amd 10
g) €XOUV WC ATIOTEAECHA TOV ATIOKAEIOHO TWV yayyAiwy, TIApOUOoLl0 HE AUuTOV TOU

Koupapiou, KAl KATAOTEANOUY TNV Aywyn VEUPLIKWY TIAAHWV.

Bitauivn B6:

H to&ikétnta tng Bitapivng B6 pmopei va BewpnBeil toAL xapnAn. H pakpoxpovia
Beparmeia (>6-12 pnveg) nuepnolag docoloyiag > 50 mg Bitapivng B6 pmopel,
WOTO00, va TIPOoKAAEoel TEPLOEPLK AloONTIKN veupoTtdBela kat AAAa cuvdpopa
alocOnTIkAG veupotmdbelac. AuTd Ta cupTTwata BeATiwyvovtal otadlakd Pe Th

dlakoT Tn¢ BLtapivng.

H ocuvexng mpoocAnyn Bitapivng B6 oe nuepnola déon peyalutepn anod 1 g yua

TIEPLOCOTEPO ATIO BUO UNVEC UTtoPEL va 00Ny OEL OE VEUPOTOEIKEG ETILOPATELC.

NeupordBeleg pe ata&ia kat dlatapaxeg alocontikotntag, eykedailkoi ontacpoi pe
petaBoAég oto nAektpoeykedaloypadnua (EEG), kabBwg Kal, o€ HEUOVWHEVER
TIEPUTTWOELG, UTIOXPWHLKN avalgia Kal opnygatoppoikr deppatitida €xouv

meplypadel HeTA amnod xopnynon MePLOCOTEPWY Ao 2 g NUEPNCIWC.

Bitauivn B12:
Exouv mapatnpnBei aAAepylkég avtldpAoelg, eKIEPATIKEC OAAOLWOELC TOU
d&pUaAToCg Kal KAAonBNg akurf PETA amo TapeviePLKn xoprnynon vynAwyv docewyv

(o€ oTAvIEC TTEPITITWOELG KAL HETA ATO TOU OTOHATOC OOOELR).
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S. ®APMAKOAOTIKEZ IAIOTHTEZ

5.1 ®apHAKOSUVAULKEG LBLOTNTEG

dappakobeparmevtikn Katnyopia: Bitapivn B1 oe cuvduacpod pe tn Bitauivn B6
kay/n tn Brtapivn B12

Kwodwkog ATC: A11DB

Ta emikaAuppéva dlokia BE UNION mepléxouv évav ouvduacpo VELPOTPOTIWY
OPACTIKWY OUCLWYV TOU OCUMTIASypatog Twv Bltagwvwy B. Ou meplexopevec
Bitapiveg Belapivn (B1), mupdoéivn (B6) kat koBaiapivn (B12) €xouv dlaitepo
POAO w¢ cuvévlupa otov eVOLAPECO PETABOAIOPO OTO KEVIPIKO Kal TtepLPEPLKO

VEUPLKO cuoTNUA.

‘Ontwe 6Aeg ol AMAeg Bltapiveg, amoteAoUv amapaitnTa BPEMTIKA CUOTATIKA TaA

ottoia dev ymopei va cuvBEoel o opyaviopoc.

H Bepameutikn mpocAndn Brtapwvwy B1, B6 kal B12 e€locoppotel tig eMeidelg
AOYW NG avemapkoug dlatpodikng tpocAndng Bltapvwy Kal €tot e€acdalilel Tn

dLaBeCIPOTNTA TWY ATIAUTOUHEVWY TTOCOTATWY CLUVEVIUHWV.

H Beparmeutikn xopriynon autwyv TwV PBLTAUVWY OE A0BEVELEC TOU VEUPLKOU
ouoTAHATOg XpnoldoTtoleital, adevog, otnv avilotdbulon Twv cuvakoAouBwyv
eMeiPewv (Bavwe AOYyw auénUEVWY amATHOEWY TIoU TIPoKaAolvTal amnod tnv

aocBévela) Kal, apeTEPOUL, yid TV TOVWON TWV GUOIKWYV PNXAVICHWY ETILOKEUNC.

Octauivn (Bitauivn B1)

H nupodpwaodopikn Betapivn (TPP) eival n dpactikn popdn tne Brtapivng B1 kat
dpa wg oLVEVILHO yla Evav aplBuo ev{UP WV (TI.x. TupootaduAikn adpudpoyovdon
Kal TpavoketoAdon). Katd ocuvémela, n Bitapivn B1 gumAéketal Kupiweg otov
petaBoAlopd twv vdatavBpdkwy. Qotoéco, TapeuPaivel emiong otn olvbeon
AMTUSiwy Kal apvo&Ewy. Ta veuplkd KUTTAPA KAAUTITOUV TIC EVEPYELAKEC TOUC
ATAITACEL  ATIOKAELOTIKA HEOW ng evlupatikng  ofeidwong  kat
armokapBo&uAiwong tng YAukodng, €Tol n emapkng tpodécAnyn Brtapivneg B1 sival

JWTIKNC onuaociac. H Belapivn CUPPETEXEL ETIIONC OTNV AYWYN VEUPLKWY TTAAHWV.
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ErunmAéov, amoteAéopata mou €xouv AndOel amd melpdpata deixvouv pua

avaAyntikn dpdon tng Belapivnc.

Ol ekdnAwoelg avemdpkelacg Bitapivng B1 eival moAUTAELpEeC KAl Ptopoulv va
ETINPEACOLV TO KEVIPLKO Kal TIEPLPEPLKO VEUPLKO cUOTNHA, TO KAPDLAYYELAKO, TO
dépua Kal AAa cuUoTAPATA TOU CWHATOG. ZUYKEKPLUEVA CUPTITWHATA UTTopEL va
mepAapyfdavouyv ToAuveupomdBela pe mapailcbnoia (puppAyklaocpa, Kayuo,
poUudlaopa), utepalcdnoia (avénuévn svailcbnoia), puikf aduvapia, petaBoAn

NG evalcObnoiag otn Bepuokpaacia, oidnua Kat aAAa.

Muptdoéivn (Bitauivn B6)

H dwodopiki muptdo&dAn, n BloAoykd evepyr popdn tng uptdodivng, sival to
KaBoplotlikd OUVEVIUPO oTov  HETABOAIOMO aUIvOEEWY. ZUPMPETEXEL OTO
OXNUATIOPNO TwV GUOLOAOYLIKA EVEPYWYV APWVWYV (T.X. OgpoTovivn, lotapivn,
adpevalivn) peéow dladikaolwy anokapBoéuiiwaoncg, kKabwe Kal oe avaBoALKES Kat

KataBoAkeg dladlkaoieg peow Tpavoapivwong.

H dwodopikh uptdofdin maidel oucLaoTIKO POAO OTO VEUPLKO cuoTnUa, 0LKA
oToV eVUHATIKA EAEYXOUEVO HETABOAICHO TWV veupodlafiBactwy. Q¢ KataAuTncg
TwV TPWTwWV otadiwv ¢ Bloovvbeong tng oodlyyooivng, n dwodoplkn
TTUPLOOEAAN €xel eTtiong BAolkd pOAO oTov PETABOAICHO TwWV odlyyoArtdiwy. Ta
odlyyoAutidla eival amapaitnta ocuoTatikd Tou TEPIPAAUATOC HUEAIVNG Twv
VEUPLKWY KUTTAPpWYV. Melpapatikd povieda os (wa €xouv deiel O0TL n Brtapivn B6

€XEL AVOAYNTIKN eTtidpaon.

H avemdpkela Bitapivng B6 pmopei va cuoxetiotel pe mepipeptkr vevupitida Kat
veupotmdBela, mapalcbnoia, kAo, emwduvn duocalcBnoia, KATACTOAN Twv
AVOOOAOYIKWY avtdpdoewyv, avawpia, PAABec twv PBAsvvoyovwy Kal AaAa

oupTITWHATA.

KoBaAauivn (Bitapivn B12)

H Bttapivn B12 otic ouvevdupatikeg popdeg tng (5-0eouadevoouiokoBaiapivn

Kat pebuAokoBaAapivn) eumAékeTal oe evUUATIKA KATAAUOUEVEG EVOOUOPLAKEC
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HeTadopE LEPOYOVWYV Kal HeBUAoPAdWYV. H Bitapivn B12 epumAgéketal emiong otn
olvBeon tng pebelovivneg (Tou cuvdEstal otevd Pe TN oUVOEoN VOUKAEIKWY
0fEwv) kat oto MeTaBoAlopd Twv Amdiwv, HEOW TNC METATPOTAC TOU

TIPOTILOVLKOU 0EE0C 0€ NAEKTPIKO 0&V.

H Bitapivn B12 gumAéketal otn pebuAiwon tng Baolkng mpwieivng tng HueAivng,
OUOTATIKO TOU TIEPIRANHATOC HUEAIVNG TOU veEUpPLIKOU cuothuatocg. H pebuAiwon
avédavel Tic MmodAeg OLOTNTEC TNEG BACLIKNC TTPWTEIVNC TNEG PHUEAIVNG, Ol OTtoieg

€LVOOUV TNV AUENUEVN EVOWHATWON 0T oTpwata JueAivng.

H avemapkela Bitapivng B12 pmopel va odnynoel oe vEUPOAOYIKA CuPTITWHATA
omw¢ mapawcbnoia, poudlacpa, ducAettovpyia Badiong, BAABN tng aiocbnong
dovAoeswyv, TtoAuveupitda (kupiwe atcdnthpla, ota epldeplkd akpa) atasia kat
AMa. Mepartépw ovpmtwpata pmopei va eival avalpia, omtikh atpodia,

EMIOPACN OTNV TIVEUUATIKA KATAOTACN Kal AAAdL.

2uvduaouoc twy Bitauvwy B1, B6 kat B12

O vevpotpotmecg Bltapiveg B1, B6 kat B12 poveg toug, kKal oe cuvduaopo wg
amotEAeopa BLOXNULKAC OUVEPYELAC, £XOULV WOlaitepn onpaacia yia to HETABOACHO

OTO VEUPLKO cUOTNUA, YEYOVOC TTOU dIKALOAOYEL TN cuvduacpEvn Xpron TouC.

EmimA€ov, otoucg tepLlocoTEPOUC TTANBUCHOUC acBevwy, OTTWCE Ol NAKIWHEVOL, Ol
dwapntikol acBeveic kat dAAAol, epdavidetal avemdpKkeld KAl Twv TPV

VEUPOTPOTIWY BLTAMIVWV.

MeAéteg oe dwa €xouv deifel OTL AUTOC O OULVOUACHOC TWV VEUPOTPOTIWY
Brtapwwy B emtaxVvel TIC avayevwnilkeg OlEPYACIieC OE KATECTPAUMEVECQ
VEUPLKEC (veg, yeyovog Tou odnyel TeAlkd o PBeATlwpEvn amokatdotaon tng
Aettoupyiag kat NG velPWONC TWV HUWYV. 2€ HOVIEAO TEPAMATIKA
TTpokaAoUpevou dlapBntn o€ apoupaioug, n xopnynon PBltagivwy ToUu
OUUTAEyUatog B antétpelde  peiwoe tn xapaktnploTtikn BAABN Twy veLPWYV, £TOL
wote va aviotadulotel n  emidseivwon  TWV  AETOUPVYIKWY  WOLOTATWY

(avtiveuvpomadntikr dpdocn).
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ErunmA€ov, o ouvduacopog Brtapwvwy B1, B6 kat B12 €xel amodexbei OtL €xel

ouvepylkn dpacn otav cuvdualetal e MZAD yla tnv AVILPETWTILON TOU TIOVOU.

5.2 DapHAKOKIVNTIKEG LBLOTNTEG
H ouvduacpévn xopriynon Bitapwvwy B1, B6 kat B12 dev avauevetal va €xel

apVvNTIKA eTidpacn otn GaAPUAKOKIVNTIKN TWV ETUHEPOUC BLTAMIVWV.

Octauivn (Bitauivn B1):

H Oelauivn €melta amd TOU OTOPATOC XOopnynon akoAouBei €va OumAd
0000sfAPTWHEVO  pnxaviopo  petadopac: Evepyrp  amoppodnon €wg
OUYKEVTIPWOELC TwV 2 pmol Kat tadntikn dldxuon 0 CUYKEVIPWOELC AV TWV 2

pmol.

Aev umtdpxel oxedov kapia amoppddnon oto oTopdxL Kal oto eAlKwdEC Evtepo. H
Belapivn mTou oxnuatidetat amd TN XAWPIda TOu TIAXEOC EVIEPOU dev
amoppodatal. H amoppodnon tnc Belapivng AauBdvel Xwpa peTA aATo
dwodopuAiwon ota emBOnAlakd KUTTAPA: €vag MHNXaAvIoPog petadopEwyv

Bewpeital 0Tl epTAEKETAL OTN OLEAEUCN HEOW TOU EVIEPLKOU TOLXWHATOC.

Metd tnv anoppodnon amd Tov evieplkod BAsvvoyovo, n Belapivn petadEpetal
OT0 NAmap pEOW TNC TUAaiag KukAodopiag. 2to nAmap, n  Belapivn
dwodpopuAlwvetal po¢ Tupodwaodopikn Betapivn (TPP) kat tplidwodopikn
Belapivn (TTP) y€ow tNg Kvdong tng Belapivnc.

O BloAoytkog xpovog nuIwnc tng Belapivng otov avBpwro eival epimou 9,5 €wg

18,5 nuépecg, e Xpovo nuicelag Zwncg armoBoAng epimou 4 wpec.

O avBpwTtivog opyaviopog Pmopei va amobnkevoel epimou 30 mg Beslapivng.
Adyw TOU Ypryopou HETABOAIGHOU, Ol atoBePATIKEG TtNYEC Belapivng dlapkouv
VLA TTOAU TIEPLOPLOPEVO XPOVIKO dlaotnua, 4-10 nUEPWV.

lMuptdoéivn (Bitauivn B6):

H mtupdoéivn anoppoddtatl oAU ypriyopa, KUpiwg oTnV avwieEPn YAOTPEVIEPIKN
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000, KAl ATtEKKPIvETAL HE HEYLOTO PETAEL 2 KAl 5 wpwv.

Ou Bitapivec Odeopevovtal otnv aABoupivn. H Brtapivn B6 mepvd oto
eykedparovwTtlaio uypo, EKKPIVETAL OTO PUNTPLIKO yAAd Kal dlamepvad Tov TTAakouvta
To kUplo mpoldv amékkplone eivat 1o 4-mupldollikd o&U. n moocdINTA TOU
TeAevutaiou e€aptdtal amo tn doon Bitapivng B6 ou €xel AndOel.

H Bitapivn B6 dwodopuAlwvetal kupiwe oto nmap, oxnuatidovrag tn BloAoyikd
dpaoTtikh dwaodopikr TIUPLOOEAAN. MNa va dlamepAcEeL TIC KUTTAPLKECG HEPPBPAVEG, N
dwodopuAlwpevn Butapivn B6 mpémel va vdpoAubel amd TNV AAKAAKA
dwodatdaon ya va eAsuBepwBOei n Brtapivn B6. H petadopd ota kVTTAPA YiveTal
pHe amAn dlaxuon kat akoAouBeital amd emavadwodopuAiwon: emiong, &va
ovotnua petadopdc e tn HecoAABNoN evog eEEOIKEVUEVOU evieplkoU dopea
yla tnv mpoocAnyn tupldodivng exel culntnBei mpoodarta.

Ol JEYIOTEC OUYKEVIPWOELC emituyxdvovial petda amd 3,5 €éwe 4 wpeg O
BloAoyikog xpovog nuiwng tng dwodoplkig Tuptdo&ding eival epimou 15 - 25
NUEPEC Ye XPOvo nuioelag wncg tng amoBoAnc epimou 3 wpeg. H amobepatikn
Xxwpntkotnta Brtapivng B6 pmopel va diapkeoel 14 €wg 42 nuépeg. Mepimou 40
€wc¢ 150 mg pmopouv va amobnkeutouv. H amékkplon ota ovpa Kupaivetal ano

1,7 €w¢ 3,6 mg TNV nuEPQ.

KoBaAauivn (Bitauivn B12):

H koBaAapivn amoppoddtat amd TO YAOTIPEVIEPIKO OCWARva péow dLo

HNXAVIOHWV:

e AmeAeuBépwon HECW TOU YyaotplkoU o&€og Kal Apecn oULVdeon HE TOV
evooyevn tapdayovta. Mécw autol Tou pnxaviopou anoppoddrtal pla HEylotn
moootnta Bitapivng B12 twv 1,5-2 pg petd amnod tou oTopatog Xoprnynon.

e Ave&dptnta ano tov evOoyeVH TTapdyovtad HEow TTadnTikn g dldxuong oTo aipa.

2e dooelg avw twyv 1,5 pg avéavetal n onpacia tov teAsutaiou Pnxaviopou.

Ol acBeveic ye kakonOn avalpia amoppogdoLv Tepimouv 10 1% Ao TOU CTOPATOC

Xopnyoupevwy 60cewv Twv 100 pg Kal avw.
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H Bitapivn B12 amobnkevetal Kupiwg oto Aap, N npepnola anaitnon eivat 1 pg.

O pubpodg petapoAiopol eival 2,5 pg Brrtapivng B12 ava nuépa, i 0,05% tng

armoBbnkeupévng toootntag. O BloAoyilkog xpovog nuiwnc eivat tepimou 1 £€toc.

H Bitapivn B12 amekkpivetal kupiwg pé€ow TN XOAAC Kal etavanoppoddtal os

pHEYAAO BaBPO Ao TNV EVIEPONTIATIKA KUKAOdOopia.

5.3 MpokAwvika otolxeia yia tnv achpdaieia
H to&ikotnta tTwyv Brrapwvwy B1, B6 kat B12 sival oAU xaunAn. Ta péxpt ocnuepa

olaBéoipa dedopéva dev UTIOdELIKVUOULV TIBavo Kivouvo yla Tov avepwrTto.

H oxetkn dabeoun BBAloypadia dev TepLEXEL ELPHPATA TIOU va deixvouv OTL oL
Brtapiveg B1, B6 kat B12 &xouv KApKIVOYOVEC, HETAMAEIOYOVEC ) TEPATOYOVEC

OLOTNTEC.

Xpovia tofikotnta: 2ta Jwa, ToAU uPnAéc ddoelc Bltauivne B1 mpokaiolv
Bpadukapdia. ANa cupTITWHATA Eival O ATIOKAEICHOC TWV AUTOVOHWYV YayyAiwy Kat
TWV VEUPOMULIKWY cuvapewv. H amoé tou otopartog xopnynon 150-200 mg Brtapivng
B6/kg cwpatikoL Bdapouc/nuepa yia tiepiodo 100-107 nuepwy TpoKAAeoe atadia,
HUiKN aduvapia, dlatapaxeg TG LoopeoTtiag, KAaBwe Kat EKGUMOTIKEG AAAAYEG TWV
AOVWYV Kal TWV OTPWHATWY PUEAivng o okUAouC. MeAgtecg oe dwa €deléav emiong
TIEPLOTATIKA OTIACHWY KAl HEWHEVOU OCUVTOVIOHOU HETA amd uPnAEg O00Elg

Bltauivne B6.

YPnAég dooelg Brtapivng B12 (kuavokoBaAapivn) oe apoupaioug, XopnyoUUEVEC
evdodAeBiwg Tpelg popeg tnv efdopada os dooelc 1, 5,25 100 mg / kg / bw yia 26

eBdOAdEC deV 0BYNCAV OE KAVIKA CUPTITWHATA TOEIKOTNTAG.

MetaMaéloyovog Kal KapKivoyovoc dpdon: Aev avapévovial HETAAMAEIOYOVER

eTudpacelc amo Ti¢ Brtapiveg B1 kat B6 otnv KAWIKN Xpron.

Aev uTIApxoUV OLABECIUEG HAKPOXPOVIEC HEAETEC o0t JwWa OXETIKA MPE TNV

KapKLvoyovo dpdon Twy Brtapivwy B1 kau B6.
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To&ikétnTa otnv avamapaywylkn avotnta: H Belapivn petadpepetal evepyd oto
€uBpPUO. OL CUYKEVTPWOELC OTO EUBPUO KAl TO VEOYEVVNTO UTIEPRAIVOUV TIC UNTPLKEC
ouyKkevipwoelg Bltapivng B1. Aev uttdpxouv dLaBECIHEG CUCTNUATIKEG EPEVVEC OTOV
AvBpwrTro yla TNV eUPBPUIKNA avartuén o oxéon e tn Xpnon Brtapivng B1 os dooelg

TIoU LTtepPaivouv TI¢ avapePOUEVEC NUEPNOLEC ATIALTHOELG.

H Brtapivn B6 dev €xel epeuvnBel emapkweg pe peAEteg oe dwa. Mwa peAétn
euBpuotoékdOTNTAC O apoupaiouc dev €dwoe evdeiéelg Tepatoyovou dpdonc. 2
apoevikoUC apoupaioug n xopnynon ToAU uvynAwv doceswv Prtapivng B6

TtpoKAAeoe BAABN otn oTtepUaToysvean.

Aev uTtdpyouv dedopéva yla TBaveg avetBUUNTEC EVEPYELEG aTIO TNV TIPOcAnYn
eplooelag Brrapivneg B12 otnv avarapaywyn, tnv avamtuén r tn yaAouxia os dwan

avBpwrtouc.

6. PAPMAKEYTIKEZ MAHPO®OPIEZ

6.1 KatdAoyog ekdoxwv

Lactose, Povidone, Magnesium stearate, Croscarmellose sodium, Cellulose
microcrystalline.

ErmikaAuyn (Opadry pink): Hypromellose, Titanium dioxide, Macrogol, Iron oxide

red, Iron oxide yellow.

6.2 AocupBatotnieg

Kapia yvwotn.

6.3 Awdpkela {wng
36 pynvec.

6.4 l1dwaitepeg poduAdaéelg kata tn ¢pUAAEn Tou MPoiovtog
duAdooete og Beppokpaciapkpotepn Twv25°C.

NaduAdooete og pépntou devTo PptavouvKaldevto BAETIouvTaTIAUdIAL

6.5 ®dUoN KAl CUCTATIKA TOU TIEPLEKTN

To BE UNION etukaAuppéva pe Asttto upévio dlokia sival pod, eTiiunkn dlokia, tou
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ouokevadovtal oe KuPeAeg Alu-PVC/PVDC twyv 10 dlokiwv.
To tpoidv dlatiBetal oe cuokevaoieg ou eptExouy 20 ) 30 dlokia.

Mmopei va pun kukAodopoUlv OAEC Ol CUCKEULAGIEC.

6.6 ldwaitepegmpoduAdacelg anoppuPng

Kapia eldikn vtoxpewon.

7. KATOXOZ THZ AAEIAZ KYKAO®DOPIAZ:
PROVIDENT M.D.
A. Avdpéa Zuyypou 110, 11741 ABrva

8. APIOMOZ AAEIAZ KYKAODOPIAZ
4940/17-01-2024

9. HMEPOMHNIA TMPQTHZ ErMKPIZHZ/ ANANEQzZHZ KYKAO®OPIAZ
05-04-2023

10. HMEPOMHNIA ANAGEQPHZEQZz TOY KEIMENOY

17-01-2024



