 A3MbAHMTENHA ATEHUMS N0 NIEKAPCTBATA

Nlucmobxa  [MpuroweHue 2

SO0 2 A

1 KoM Poa. Ne ...t |
HCTOBKA: HHpoOpMAanua 32 nm - C 22 , o

muaramma® 50 mg / 250 Mukporpama) EiAR/PAGACTRE. ............
milgamma® 50 mg / 250 microgramsgogtedailets /o

beudotuamus (Butamun By) / Linanokobanamuu (Buramun Biz)
Benfotiamine(Vitamin B,) / Cyanocobalamin (Vitamin B3

IIpoueTere BHUMATEANO HAJIATA JUCTOBKA, NPEAH I3 3AN0YMHETE A2 IIpHEMATe TOBA JleKapcTBo,

ThH KAaTO TH ¢CbABPAKA BaxHA 3a Bac uadopmanus,

Bunard npHeMaiiTe TOBa JIEKaPCTBO TOYHO KAKTO € OMHCAHO B Ta3H JIHCTOBKA WiIH KakTo BH e xa3zan

Baruusa nexap nnu ¢papmanesr.

- 3amasere Ta3d AMCTOBKa. Moxe 1a ce HajlokKH Jia A MpoYeTeTe OTHORO.

- AKO C€ HY)KIAeTe OT JOMBJIHUTEIHA HHGOPMALMA WIH ChRET, nonuraiire Baius gapmaliesr.

- AKO TONYYHTE HSKAKBH HCXKEJIaHH JIEKAPCTBEHH peakUMH, yBegoMmere Bamms nekap wiu

(papmaLieBT. ToBa BIUIIOYBA W BCHUKH BB3MOXHH HEXEJIAHW PEAKIMM, HEOIMCAHH B Ta3W JIMCTOBKA.

BuxTe TOuKa 4.

- AKo cireq 28 IHH He ce YyBCTBaTe 1o-200pe WiH cheTosHueTo BH ce Bnowm, TpadBa 1a
NOTHPCHUTE NEKAPCKA TTOMOIII,

KakBo chALpKa Ta3H JHCTOBKA:

KakBo npencrapngea muiramma oOBUTH TalleTKH H 3a KaKBO CE H3IMON3BA
Kakpo Tps0Ba aa 3HaeTe, npenid na NMpHEMeTe MHJIraMMa oGBHTH TabneTku
Kak na npuemate MUIraMMa oOBHTH TabneTKH

BB3MOXKHM HEXENaHM PeakLHH

Kak na cvxpanspare MuwiramMmmMa oOBHTH Tal/eTkH

ChasprkaHHe Ha ONAKOBKATA W JOMBJIHUTEIHA HHGOPMALIKA

Sk W=

1. Kakpo npeacTaBasBa MEATaMMa 00BHTH TA0GJIETKH H 32 KAKBO C¢ H3MOJI3Ba

MunramMma oOBUTH TaOJIeTKH € /IEKAPCTBO, KOETO ChAbPXKa JBe aKTHBHH CHhCTAaBKM. Te ce HapH4ar
Butamun B, (6endotuamun) u Buramuu B> (unanokobanmamun).

Enna obeMra Tabnetka chbappka 50 mg Oendormamuu m 250 MHKporpaMa LHaHOKODAlNaMHH 3a
NepopaIHO NpUIoKEeHHE, 10Ba IeKapCTBO € 3a Bb3PaCTHH.

MunramMma 0OBHTH TabneTku ce H3NMOI3Ba B KOMIIJIEKCHOTO JIEYEHHE Ha CHIeHHTE 3a00/19BaHHA

MpH 3a00NABaHE WIH YBpeXJaHe Ha HEpBH (Hanpumep nopajad aHabeT H 3noynorpeda ¢ ankoxo),
Donka MM BB3MANEGHHS HA HEPBA, XEPIEC 30CTEp, NAPE3M HA JIMIEBUTE HEPBH, YBpPEeXIaHUS Ha
CBPACHHHSA MYCKYJI, BCIEACTBHE HAa JePHUMT HA BHTAMUH B, peBMAaTHYHM OIUTAKBAHHSA, MYCKYJIHH
OonKH, NMPH CHMIITOMH Ha CHIIEH CTPEC H B NEPHOM HA BE3CTAHOBABAHE.

Axo crea 28 nHU He ce yyBcTBaTe MO-100pe HIIH ChCTOSHHETO BH ce BiomH, TpaOBa Aa NOTHEPCHTE
JleKapcKa TIOMOIIL.

2. Kakgo TpadBa 1a 3HaeTe, NPead A NPHEMETEe MAJIrAMMA 00BHTH Tab/IeTKH

He npueMaiire MAraMma 06BHTH TabJIeTKH:
- axo CT¢ aNepryyHu KbM OeHdoTraMuH, THaMuH (BurtamMun Bi), nmanokodanamu (Buramun
B12) AWM KM HAKOA OT OCTaHANHMTE CHCTABKH Ha TOBa JIEKapcTBO (H30poeHH B TOuKa 6);

- MPY YPEBHHU OOCTPYKIIUH (HIEYC).

Ilpeaynpe:xkaenns H npeANasHH MEPKH

l'oBopeTe ¢ Bamusa nekap wiu dapmaneBT, npeaH Aa NpHeMeTe MAJIraMMa OOBHTH Ta



ToBa nekapcTBO ChABPXKA PUUHMHOBO Maclio. ToBa MAC/IO MOXKE 1a IOBeAE N0 MOBPBLIAHE, TaeHe
(MO3UBH 32 NOBpBLIAHE ), GOJIKMU B CTOMAXa, a [PH MO-BHCOKH X03H 10 AHAPHS.

AKO cTpajarte oT ncopuasic, Buramun By, Moxke 12 BIOLIM CHCTOAHMETO HA Baiara koxka. [Topaam
TOBa, TIOMHCJICTE BHMMATEJIHO JNajIM UIC ACMYCHETE TOBA BJIOIIABAHE, B NOJ3a Ha JCYCHUETO C
MIJITAMMa OOBHTH TabJIeTKH.

Neua v 1OHOWINK
Jluncea onut ¢ MHANITaMMa 06BUTH TabJeTKH TIPH Jeua | IOHOIIHM (Ha Be3pacT mox 18 roaunx).

Munramma o6yt TabneTkH He Tpa6Ba Ja ce NpWIara Npy JAela H IHOIIM Ha BL3pacT noj 18
rOMHH.

JIpyrH JeKapcTBa H MEHAraMMa OOBHTH TabJ/eTKH

WUudopmupalite Bawmus nekap wnu gapmaneBT, ako OpuHeMarte, HACKOPO CTe TIPHEMANIH WIH €
RB3MOXKHO [1a IPHEMETE APYTH JIEKAPCTRA.

EdexTsT Ha BUTaMMH B) ce neaktuBupa ot 5-¢ayopoypauun (M3mon3eax 3a JIEUSHHWE Ha PaKOBH
3a0019BaHNA ), TEH KaTO 5-QuIyopoypalii NOTHCKAa MeTadOIM3Ma Ha BHTaMKH B

AbcopbisaTa Ha BUTaMuH B1; MOke 1a Ob/ie HaMa/IGHA OT CIIEHHTE BELIECTBA:

~ KOJIXHLIMH;

- aAMHHOTJINKO3HAHH aHTHOHOTHIIU (HATIPHMEDP HEOMHUIIUH );

~ AHTHCIIWIENTHYHH JICKAPCTBEHH cpencTBa (Hampumep QeHUTOHH, (eHobapOuTan u
TPHUMMIOH );

- OuryaHuad (nepopanHy aHTUAHA0ETHH CPEaCTRA);

- P~ AMHUHOCAJIUIIHJIOBA KHCENHHA,

- XOJI€CTHPAMHH;

- KalHEeBH NPENnapaTy ¢ YALIDKEHO OCBOOOXKIaBaHE;

- MEeTHIAONA;

- MHXHOUTOPH Ha CTOMALITHATA KHCeIHHa (HarpHMEP OMENpaszo/l, UMMETHIHH).

[TaumenTyn nexyBaHH ¢ XinopaMdeHHKOI MOXKe Ja POIBAT ¢/1ad oTToBOp KbM Tepanus ¢ Buramui Bi2
Ako tpHemare Burammn C 3aeaHo ¢ MHAramMMa oOBUTH TabjeTKH, TOH M€ pazpyld 4acT OT
ChABPXKALMAT c€ B Tabnerkure Buramun B;.

MuiramMma o6BHTH Ta6JIeTKH ¢ XpaHa, HATHTKH H AJK0X0J]
IIppeMbT Ha Butamuu B2 ce peayuupa oT ankoxon.

bpeMennoct, KbpMeHe H pepTHIHTET
AKo cTe OpemMeHna WM KbPMHTE, CMATATE, Y€ MOXKe Ja cTe OpeMeHHa HilH IUTaHupaTe OPEMEHHOCT,
NoChBETBaTE Ce ¢ Batlina nexap wm dapmaneBT npean ynorpedara Ha TOBa JI€KapcTBO.

[1peniopburTenHara 103a 1o BpeMe Ha OpeMeHHOCT B KbpMeHe ¢ 1,4 — 1,6 mg Ha neH 3a ButaMud By v
4 ng Ha neH 3a BUTaMHH Bi2. ToBa nexapcTBo chaBpka No-BUCOKU 103U M TPAOBA J1a ce IIPHEMA CAMO
axo Bamuar nekap Bu e kaszan na ro HanpaeHre.

Buramun By u BuTaMuH By npeMuHaBaT B MaHYHHOTO MITAKO.

MMojgupane n padoTa ¢ MAIIAHA
Munramma oOBUTH TabneTku He MOBIHABRA CrIOCOOHOCTTA 32 iHodHpaHe H paboTa ¢ MaLly

MuiaraMma o0BHTH Ta0JIeTKH ChLILPXKA JAKT03a, [JTIOK03E¢H CHPOMN, 3aXapo3a, p
H uepBeH ouBeTnTe] AMapasT (E 123).




Axo Bamwvar nekap By e kazan, ye uMaTe HEMOHOCHMOCT KbM HAKOH 3aX4PH, CBEKETE C€ C HETO
npea Ja NPUEMETE TO3H JIEKaPCTBEH MPOIYKT.

PHLIMHOBOTO Mac/io MOsKe 1a IPHYMHHA CTOMALIHO HEPA3IOIMKEHHE U qHapU.

Yepsenuar ouseruren Amapant (E 123) moxe na npyuyHMHN aNeprudHy peaKiiym.

3. Kaxk aa npreMaTe MIIramma o6BuTn TabaeTke

Bunaru npuemaiite ToBa AeKapcTBO TOYHO KAaKTO € OTIMCAHO B Ta3M JIMCTOBKA MIIM KaxTo BH e kaszan
BauuaT niexap wid GpapMaLeBT. AKO He CT€ CHT'YPHH B HEIO, NoNHTaiiTe Baums nexap nin
(hapManeBT.

[IpenopbunTenHaTa 103a €:

[Io 1 obBura TabneTka YeTupu METH NAHEBHO. [IpH Mo-Nexu Ciiyuan, KaTo YKPENBAILO CPEACTBO H B
NEPHO/ HA BH3CTAHOBABAHE: 1O 1-2 TabMeTKH AHEBHO ¢a NOCTATBYHM.

MunramMma oOBHTH TabJIETKH ce InpueMar Oe3 Ja ce ABBYAT H ClIeq XpaHEHE, € Halla pod4d.

Ynotrpeda npu aena
bezomacHOCTTa H epHKaCHOCTTa HAa MHJIraMMa OOBHTH TAOJIETKH NpH Aelia He ca yCTaHOBEHH.
HamMa HaMHYHU DaHHHU.

AKo cTe NpHe/ Iy NOBeYE 0T Heo0X0AHMATA 1032 MUATAMMA O0BHTH Talj1eTKH

AKO CT€ MNPHEJIH MOBEYE OT HeoOxoaumara 1033 MWIramMma oOBHTH TabJIeTKH WM aKo JeTe €
MOTBIHANO 00BHTaA TabneTKa, CBBpXkKETe ce ¢ Bauus nekap Wi otugere a0 Hal-O6iu3kata GonHHLA
He3a0aBHO.

AKO CT¢ NPONYCHAJIH A NPHEeMeTe MHAraMMA O0OBHTH Ta0/IeTKH

He B3emaiire asoiina no3a, 3a 1a KOMIeHCHpATe MpoycHaTara OOBHTa TabneTka.

BaemeTe obuualinaTa cH f103a npu cneasamug npueM. [Toctapaiite ce na npHeMate MHJIraMma o6BHTH
TaOJIETKH TIO €IHO M ChIIO BPEME BCEKH JICH, Thi KaTo TOBa Ile By momMorte na 3amoMHUTE peIOBHHUA
MY IpHeM B OBACHIE.

AKO CTe CHpeJIH NPHEMA HA MHJAraMMa o0BHTH Ta01eTKH

Axo cripeTe ynotpedara Ha MHITamMma o6BUTH TabneTkH, Bue prackysare ycnexa Ha BaueTo neuenue.
AKO IOYyBCTBaTe HEIIPHATHU CTPaHWUHH e(PekTH, MOJIA, KOHCYJITHpaliTe ce ¢ Bamus Jiekap BbB
BpPb3Ka ¢ [10-HATATBIIHOTO BH JIeuenue.

AKO MMaTe HAKAKBH JIOITBJIHHTEIHH BBIPOCH, CBBP3aHH ¢ ynorpedaTa Ha TOBA JIEKAPCTBO, IONHTaHTe
Bawua nekap unu dapmalicsr.

4. BL3MOXKHH HEXKENAHH PEAKUNH

Kakto BCHYKM ieKapCTBa, TOBA JIEKAPCTBO MOXKE /12 MPEIN3BHKA HEXKENAHH PEaKIHH, BBITPEKH Y€ HE
BCEKH T'H MOJTYYaBa.

Mnoro peakn HexeaaHn peaknun (Moxe Aa 3aceraat a0 1 na 10 000 panuenTH):

- EMUHWYHY c1yYay HA anepruyHy peakluuH (KOTIPUBHA TPECKA, KOXKHH 0OpuBH, acTMa). PHCKBT
€ NIO-BUCOK MPH NAIHEHTH CHC CBPBXYYBCTBHTEIHOCT KbM alETHICATHLILIOBA KHCE/THHA.

- Enunuydy ciyyan Ha CTOMALIHO-YPEBHH HAPYLISHHS, KATO: METEOPU3BM, AHAap / ATIe
rajicHe, KopeMHH DOJIKH. Bpb3kaTta MM ¢ MPOIYKTA, KAKTO M J030BATa 3aBUCHMOCT OCTH § s
HESICHH. :

- AxnendopmeHu U 6yno3uu oOpuBH.

%.,
2 :
2

Coro0maBaHe HA HEeXKENAHH PEAKUHH



AKO MOJIy4YHTE HAKAKBH HEXEJIaHH JIEKAPCTBEHH peakiMH, yBeaoMere Bamus nekap wiu dapmaLesT.
ToBa BK/IIOYBa BCHYKH BB3MOXKHHM HEOIHMCAHH B Ta3M JIMCTOBKA HEXKEJIaHH peaklH. MojkeTe cbllo Aa
CHOOLIMTE HEXENaHH PeaKLWH JAUPEKTHO 4pe3 U3mbiHuUTENHA areHuMs Mo jekapceTeata, yi. .JlamsH
['pyes” Ne 8, 1303 Codms, Ten.: +35 928903417, yebeaiit: www.bda.bg. Karo crobuiaBare HexkenaHu
peakiLMH, MOXETe Ja OajJeTe CBOf MPHHOC 3a MoJiydyaBaHe Ha noBedYe HH(OpMalLMs OTHOCHO
0€e30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a chxpansiBaTe MHJIraMma oOBHTH TO1IETKH

Jla ce cbxpaHsBa Ha MSICTO, HEJIOCTHITHO 3a JIeLAa.

Ja ce cbxpansBa noa 25 °C! Jla ce cbXpaHsiBa B OpMriHa/IHaTa ONMAKOBKa, 3a Ja ce MpearnasH oT
CBETJIHHA.

He u3nosizpaiite ToBa 1eKapcTBO ciiel CpOKA Ha FOAHOCT, OTOENsA3aH BbPXY KapTOHEHATa ONMaKOBKa
WK oavcrepa cien .. l'onen 10:”. CpoKbT Ha FOAHOCT OTrOBaps Ha MOCHEAHHUS A€H OT MOCOYEHHUS
Mecell.

He wu3xebpnsiite nekapcrBata B KaHaaM3alUMsTa WIH B KOHTEHHEpa 3a JOMAallHH OTNaJbLIH.
[ToruraiiTre Bamus dapmarieBT, Kak aa M3XBBPJIATE JIEKapCTBAaTa, KOMTO BeYe HE u3mnospare. le3u
MEPKH LII€ CITOMOIHAT 3a OMNa3BaHe Ha OKOJIHATA Cpefa.

6. CpabpikaHHe HA ONAKOBKATA H IONBLJIHHTE/IHA HHpOpMAHS
KakBo chabpxa MmuiraMma o0BHTH Ta6/16TKH

-  AKTHMBHHUTE BELIECTBA Ca:
bendornamun (MacTHOpa3TBOpHUM BHTaMHUH B)) 50 mg
[lnanokobanamuu (BuTamuH B)») 250 mukporpama

- JIpyrute chCTaBKH ca:
TaJIK, JIAKTO3a MOHOXHMJIpAaT, 3axapo3a, LApPeBHUYHO HMIIECTE, XKEJIaTHH, MUKPOKPHUCTAJIHA LEJTy/103a,
CT€apHHOBA KHCEJIMHA, JEKCTPHUH, KajllMeB KapOoHAT, 1mesUiak, rilOKO3€H CHUpOIl, PULIMHOBO Maclio.
karnos 600 ¢gapma, ouserurenu: TuraHoB auokcua (E 171), uepsen ouseruren Amapant (E 123).

Kak n3riexaa MmuaramMmma o0BHTH Ta0JIeTKH H KAKBO CbAbpiKa ONaKoOBKaTa

Munramma oOBuTH TabneTku ca YepBeHM, KPBIJIH, U3ITbKHAIM 0OBUTH TabneTku Oe3 dacera, B 6enm,
npo3paydu PVC / PVDC / Al 6aucrepm.

Opurunanuu onakoBku no 20, 50 unu 100 06BUTH TaONETKH.
He BcHukH BHI0BE OMAKOBKM MOrar aa ObaaT mycHaTH B npoaaxkoa.

IIpurexaren Ha paspemienneTo 3a ynorpeda
Worwag Pharma GmbH & Co. KG
Flugfeld-Allee 24

71034 Baoblingen

['epmanus

IIpon3BoauTe.i(n)

Worwag Pharma Operations Sp.z.0.0.
Ul. Gen. Mariana Langiewicza 58
Konstantynow Lodzki 95-050
[Tonua

s e ! neim ]tfel KG
Heinrich-Knote-Str. 2
82343 Pécking, Tepmarus




Dragenopharm Apotheker Piischl GmbH
Gollstr. 1

84529 Tittmonig

[epmanus

3a 1ombJIHMTENHA HHGOpPMaLMS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE Ce C JIOKATHHUA
MPEACTABUTEI HA NMPUTEXkKATEJIS HA pa3pelleHHeTo 3a yrnorpeda:

bbarapus
Beopear ®apma buarapus EOOJ]
KK "Xunoapyma",

yi."Coduiicku repoit” 1, busuec Crpana ..I'pase™, er. 8
1612 - Codus

Ten.: 02 462 71 58
e-mail: office@woerwagpharma.bg

JlaTa Ha nmocJieiHO npepa3riexaaHe Ha Jucroskara: 07/2023.

3a HHQOEM&EHH HA HALIHTEC NAUHECHTH

Buramunure ot rpyna B He ce mpunarat camo, 3a /1a OTCTPAHAT ChCTOSHUS HA BUTAMMHEH 1E(HLIMT.
BbB BHCOKM 103M TNpHUTeXaBaT MHOrO MO-pasiIMpeHH (apMakOJIOrHYHHM CBOWCTBA, C KOMTO Ce
00ACHSBa MOCTUrHATHS Ype3 MHJIraMMa aHAJITeTHYEH U pereHepaTHBEH eeKT.

bendornamMmunbT € nepuBat Ha BuTamMMH B; - MacTHOpasTBOpuMa ¢opma Ha TO3H BHUTAMHH.
MHorokpaTtHo no-100pe ce ycosiBa (pe3opOupa) OT opraHu3Ma, B CPaBHEHHE ChC ChLIMTE KOJIHYECTBA
OT oOM4YalHHMA BOAOpa3TBOpUM BHTaMUH Bi. Cnex pesopbuusta B opraHu3ma OeH(OTHAMHHBLT Ce
npespbilla BbB BUTAaMUH Bi. Tol perynupa karabonu3ma Ha BBIVIEXHAPATHTE, KOETO € OT rOJIAMO
3HauYeHHWe 3a OOMAHATa Ha HEPBHATA KJIETKA.

Buramun By; e He3aMeHHM 3a KieThbuHHSA 00OMEH, 32 HOPMAJIHOTO KpbBOOOpa3yBaHe U QYHKLMHTE Ha
HepBHaTa cucteMa. Tol perynupa OMONOrHYHHS CHHTE3 HAa HYKJIEWHOBHTE KHCEJIIMHHM, a C TOBa W
H3rpa’kJ1aHETO HAa HOBH KJIETbYHH SJIpa.




