JIncroBka: HHpopManusa 32 NALHEHTA

Beraramma 50 mg/50 mg/0,5 mg/10 mg/ml nuxeKnHoHeH pa3TBop
Betagamma 50 mg/50 mg/0,5 mg/10 mg/ml solution for injection
TuamuuoB xuapoxaoput/ [IHpHIOKCHHOB xuapoxaopua/ Llnanokobanamun/
JIMAOKAMHOB XHAPOXJOPHA MOHOXHApAT
Thiamine hydrochloride/ Pyridoxine hydrochloride/ Cyanocobalamin/
Lidocaine hydrochloride monohydrate

IpouereTe BHHMATEIHO USJIATA JIHCTOBKA, MPEAH A2 3AMOMHETE /14 H3M0J13BATE TOBA JIEKAPCTBO,

ThH KATO TSl ChABPKA BaxkHa 32 Bac nudopmanus.

- 3anazere Ta3u JUcToBKa. MoJke Ja ce HaJloXKH a A npo4€TeTe OTHOBO.

- AKO MMaTe HAKAKBH JOMMbJIHUTENHH BbIIPOCH, NonHTaiTe Baus nekap uiu ¢apMaLEeBT, HIH
MEJIMLIMHCKA CecTpa.

- ToBa NeKapcTBO € MpeANUcaHo JIMYHO Ha Bac. He ro mpeoTcThIBaiiTe Ha Apyry xopa. To Moxe 1a
MM HaBpe/H, HE3aBUCUMO, Y€ MPU3HALMTE HA TAXHOTO 3abosBaHe ca chluuTe Kato Bamwure.

- AKO MoJIy4uTe HAKAKBH HEXKEIaHW PEaKLHH, YBE1OMETE Baiuus nexap uinu papmaueBT, HIIH
MeMLMHCKa cecTpa. ToBa BKJIFOYBA M BCHUKH Bb3MOXKHH HEXEJIaHH peakLMH, HEOMMCatH B TasH

nucToBKa. Bukre ToukKa 4.

KakBo cbAbpiKa Ta3H JHCTOBKA WU3NLAHUTENHA ATEHLIR MO NEKAPCTBATA

Nucmobka - Mpurowenue 7

Kakso npejacrasnssa beraramma M 3a KakBo Ce U3M0JI3B
Kakgo TpsiGBa 1a 3HaeTe, npeau aa usnonssare berara
Kak na wznon3sare beraramma

Bb3MOKHH HEXKEJIaHU peaKLiuH 2 ¥ S
Kak na coxpansaBaTe beraramma Ll
Chbabp)kaHWe Ha OMaKoBKaTa U AOMbJIHHTENHA HHDOpM
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1. Kaxgo npeacrasjsiBa beraramMa H 32 KaKBO Ce H3I10J13BA

Beraramma € 1eKapcTBeH NPOAYKT, Chbprkalll BATAMHHH OT rpyna B - Bl1, B6 u B12 u inaokauH.
M3non3Ba ce 3a JieueHHe Ha HEBPOJIOTHYHH 3a00/1sBaHKs OT pa3IHiCH NMPOHU3XOA:

- Bb3MAJIEHHE HA HEPBUTE (HEBPHUTH);

- HEeBpOJIOrHYHH OOKH (HEBPAITHH);

- MOJIMHEBPONaTHH (3a60sBaHUA Ha NEPU(EPHUTE HEPBH MPH nuaber, aJIKOXOJM3BbM U Ap.);
- MYCKYJIHH O0NIKH (MHANTHH);

- BBb3MajieHHe Ha HEPBHU KOpeHueTa npu 3adosisiBaHe Ha NPELICHATE Ha rpbOHaYHKsA CTBJIO
(paauKyjiepHH CHHAPOMH);

- Bb3MAJeH1e Ha 3pUTEHHA HepB (peTpobysi6apeH HeBpHT);

- Xepmnec 30CTep;

- Mapajn3a Ha JIMLeBHUs HepB (JIMLeBa napesa);

- KaTO YKpENnBaLo cpeaAcTBo (podopaHT).

2. Kakgo TpsOBa Aa 3HaeTe NpeaH Aa usnoassare beraramma




He n3noassakite beraramma

- AKO cTe alepruyHy (CBpbXUYBCTBHTE/IHH) KbM THAMUHOB XMApOXJopu (ButamuH Bl),
NUPUAOKCHHOB XHpoxJiopua (BuTamMuH B6), unadokobanamuH (ruramud B12), nnaokanHoB
XHAPOXJIOPH HWIH KBM HAKOA OT OCTaHAJIMTE ChCTABKY Ha TOBA jiekapcTso (M3bpoeHu B Touka 6);

- AKO KMaTe TeXKH CMYLUICHHA HA MPOBOAHMOCTTA Ha CBPLIETO U OCTPa ACKOMIICHCUPAaHA ChPACYHA
HEAOCTATBYHOCT;

- Tlopaam ceaepxanueTo Ha OEH3WIOB AIKOXOJ TOBa JIEKAPCTBO HEe TpAdBa Aa ce npuara Ha
HOBOPOJEHH ¥ 0COOEHO Ha MPEXKAECBPEMEHHO POeHH Jela;

- Ako cTe OpeMeHHa WIH KBPMHTE.

O0npreTe cCNEeNHAIRO BHRMAHHE npH ynoTpebara Ha beraramma

Toaa aexapcTBo TpAOBa 1a 6be HHKEKTHPAHO B MYCKYJ. AKO ClIY4aifHO NeKapcTBOTO ObAe
HH)XSKTHPaHO BbB BeHa, BameTo cheTosHKe wie Obae Hal0AaBaHo OT eKap H MOXKE 1a C€ HaJIOXKH Ja
Obaere HacTaHeHH B OONHHLIA B 3aBUCUMOCT OT TEXECTTa Ha CUMITTOMHUTE, KOMTO MHXKEKTUPAHETO €

NPHYHHUIIO.
HApyra jgekapcersa H beraramma

Hundopmupaiite Bainus nekap wny ¢gapmalieBT, ako [pHEMaTe, HACKOPO CTE NPUEMATH WIH € Bb3MOXHO

Ia [IPHEMETE ApPYTH JICKapCTBa.

O6bpHeTe 0c00eHO BHHMaHHE Ha CIIEHOTO:

- PastBopH, chabpxaiy cyndurd. Butamun Bl ce pasrpaxkaa HamsaHO oA Ae#CTBUETO HA pa3TBOPH,
chabpxaiuy cyindurd. J{pyrd BUTAMHHHA MOTAT Ja CE€ HHAKTUBHUPAT B IPUCHCTBUE HA pa3naiHU
NPOAYKTH Ha BUTAMMH Bl;

- JI-Jlona — u3non3eaH 3a geucHue Ha [lapkuHcoHnosa 6onecr;

- HM3oHuHa3ua, UMKIO3EPHH — U3NOI3BAHH 3a JICYCHHUE HA TYOEpKY103a;

- J{-meHHMUMIaAMMH — B3MOJ3BaH 32 JieueHHe HA PpEeBMATOMAEH apTpHT;

-  EnuHedpuH — H3N0N3BaH 3a jiedyeHHe Ha TEKKHU aIepry4HH peakumu (aHagpunakcus);

- HopenuHedpHH — ©3N0I3BaH [Py JICYEHHE HA XUNIOTOHHA (HHCKO KPBBHO HAJIATAHE);

- CyndoHamuau — aHTHOAKTEPHANTHM JICKAPCTBa.

BpemMenHocT, KbpMeHe H PepTHAHTET
Ao cTe OpeMeHHa WM KBPMHTE, CMATATE, Y€ MOXKE Ja cT¢ OpeMeHHa WM IIaHUpaTe OpeMEeHHOCT,

NochBETBAHTE ce ¢ Bamusa nexap unu ¢apManesT npeaun ynorpedarta Ha TOBa JICKApCTBO.

beraramma cwhabpxka 100 mg nupuaokcud B | amnyna or 2 ml, nopanu koeto He TpAOBa ha ce npuiara B
cnyuaii Ha 6peMeHHOCT ¥ KbpMmeHe. besonacHara 1032 NUPUAOKCHH 3a OpeMEeHHH U KbpMELUH XKEHH € 110

25 mg/ neH.

Ilodupane 1 pabora ¢ MALIHHHK
Beraramma He BiHsie BbpXY cnocoOHOCTTa 3a 1odupaHe U paboTa ¢ MaLLIHHU.

DeH3nI0B 2JIK0X0J1
Tosa nekapcTBo chabpaa 40 mg 6eH3IUIOB AIKOX0N BbB BCAKA aMiyna 2 ml HHXKEKUHOHEH pa3TBop,
KOWTO ca eKBHBa/lcHTHH Ha 20 mg/ml. Moxe na npuuMHY anepriyHy peaxunH.

BeH3MNOBUAT ANKOXO0J1 C€ CBBP3BA C PUCK OT TEXKH HEXKEIAHHU PEaKLHH, BKIFOUYHTENHS
AULIAHETO (HapeveHO “CHHAPOM Ha 3aJylIaBaHe"™) NpH MallKH Jela.




Jla He ce npunara npy HOBOPOAEHH (Ha Bb3pacT JO 4 CEAMHLM), OCBEH aKo HE e npenopbyaHo oT Bawus
neKap.

Ila He ce ¥3noUI3Ba 3a NOBEYE OT €HA CeaAMHLIA NPH MANKH Jeua (Ha Bb3pacT noj 3 roayHH), OCBEH aKo
He € npenopb4yaHo oT Bawus nexkap win gapmaueBT.

O6npHeTe ce kbM Balliug nekap Wi ¢gapMaLeBT 3a CbBET, aKO CTe OpeMEHHA HilK KbPMHTE, 3al110TO
rojieMH KoJIHuecTBa OEH3WIOB aJIKOXOJ1 MOraT Ja ¢€ HaTpynaT B opraHn3Ma Bu w Moxe a2 npHYHHAT
He)KellaHa peakina (HapedeHa “merabonuTHa auuao3a®).

Q6wbpHerte ce kbM Bawus nexap wiu dapMaiteBT 3a CbBeT, aK0o UMate 3abonaBaHe Ha OBOpeuUTe UK
uepHUA Apo0, 3al0TO FONIEMK KOIMYecTBa DEH3WIOB ANKOXO MOTAT Aa C€ HATPYyMaT B opraHuiMa Bu u
MOXKe JIa IPUYHHAT Hexesana peakius (HapeveHa “merabonuTHa aungosa™).

Hatpui
Toea nekapcTBo chbabpka No-Manko otr 1 mmol Hatpuit (23 mg) Ha 1034, T.€. PAKTHYECKH HE CHAbPKA

HaTPHH.

Kannii
ToBa JlekapcTBO ChABPXKA NMo-Mako oT Immol kammii (39 mg) Ha 1034, T.e. NPAKTHHECKH He ChABPKA

KAJTHH.

3. Kax 1a manoazsarte beraramma

BuHard H3noJ3BaiiTe TOBa leKapcTBO TOYHO KakTo Bu € ka3zan Bamus nexap unu dpapmauenT. Ako He
CTE CHIYPHHM B Hello nonutaiite Bauwms nekap unu gapmaiieBnT.

Tosa ntexapcTBO TpAOBa Aa 6b/1€ HHXXEKTHPAHO B MYCKYII.

BaiuusaT exap 1mie onpeaeay To4HaTa 2o3a 3a Bac u konko uecto TpAadBa 1a s nmpunarare.

IIpenopbuHTenHaTa ao3a e:
Bw3pacmnu
[Tpy TexKH U OoCTpH DoNe3HEHH ChCTOAHMSA, HAYANHA THEBHA [103a: 110 1 aMITysia JHERHO.

Cnen or3syuaBaHe Ha OCTPHA CTaAWH U MPH NO-JIEKa CHMIITOMATHKA: no 1aMmnyna 1-3 obTH ceaMuUHO.

Ynorpeba npn aena
[Topagy chaBpaHHeTO HA OEH3WIOB AJIKOXOJ M BHCOKATa 1033 BUTAMHUHM, TOBA JIEKapCTBO He TpAbBa fa
cE€ H3MOJI3Ba IIPU Aela.

AKO cTe H3M0JI3BAJIH NoBeYe 0T HeodxoauMaTta 103a beraramma

Tosa nexkapcTBo e By Obae npiiokeHo NpH HabmoaeHUe oT Aekap. Borpeku, ue € MaIko BEpOATHO Ja
Bu 6bae npuioKeHO TBBPAES MHOIO OT TOBA JIEKApPCTRO, HHPOopMHpaHTe Batius nexap WM MeAHLMHCKA
cecTpa, akO HMaTe CbMHEHHA.

AKO cTe IponyCHAIH Aa H3MoJ13BaTe beraramma
AKO cTe MpONMyCHAIIM NPENULLIHO NPUIaraHe Ha 103a OT NpPOAYyKTa, He Npunaraire 1BolHHa n03a, a
npoAb/KaBaiTe ia c/ieABaTe fpeJnHucaHusTa Ha Bamus nekap.




4. Bb3MokHH HeXKeJIAHH peaKkliHuH

KakTo BCUYKH JieKapcTBa, TOBA JIEKAPCTBO MOXKE 11a NPEAN3BHKA HeXENaHH PEaKLMH, BBIIPEKH 4¢ HC
BCEXH I'd MONy4asa.

HeskenaHHTe IeKapCTBEHH PeaKLy ¢a KnaCU(PHLIHPaHH 110 YeCTOTa. YecroTHTe ca AepUHHpAHH KATO!
MHOro uecTy (=1/10), uect (=1/100 no <1/10), HeuecTr (>1/1 000 no <1/100), peaxH (=1/10 000 no
<1/1 000), muoro peaxu (<1/10 000), c HEH3BECTHA HECTOTA (OT HANKWYHHUTE JAHHH HE MOXKE Ja Onae

HarpaBeHa OLICHKA).

Penku: Anepryuny peakuuH (Hanp. KoXeH o6pHB, 3aKyX, WIOK, MOAYBAHE HA OYHTE, JIMLETO, E3HKA WK
rppNoTO). B penku ciyuau GEH3UIOBHAT ATKOXOI MOXKE Aa noBene 0O aIepruyHy PeaKkLyH.

Muoro penku: Taxukapaus (cbpueOHEHe); CHITHO H3NOTABaHE; aKHE; KOKHH peakiMH CbC ChpOexK U
obpuBH (YpTHKapUs).

C Heu3BecTHa 4ecToTa: 3aMagHOCT, ChbHAKBOCT; HAMAICH CBPACHCH ImyJIc (6paavxapaus), HApYLUICH
ChpACUEH PHTbM: MOBPBIIAHE; KPAMITH (MYCKYJIHH CTIa3MH); CHCTEMHH p€akiHH (peakuuH, BKMIOYBALIH
LSUIOTO TAIO) Ca BE3MOXKHH Npy 0bp30 NPOHUKBAHE (cIryuaiiHO BEHO3HO HHXKEKTHpaHe, HHKCKTHPAHC B
CHJIHO KpbBOCHA0eHa TbKAH) K NPH IPEROIHMPAHE.

CroluiaBaHe HA HEKEJIAHN PEeaKIHH

AKO NONYUHTE HAKAKBH HEXKENAHHM JIEKAPCTBEHU PEaKUMH, yBEAOMCETE Baiuus nexap Wid gapMaesT.
Topa BIGIIOUBA BCHUKH BH3MOXKHYW HEOMUCAHH B Ta3H JIMCTOBKA HEKENAHH PCaKilny. Moxere cuUIO A3
CHOBTIHTE HEXENAHU PeaKlKK AUpPeKTHO ype3: M3mbaHKTEHA arcHILMA o nekapcTeata yiu. Jlamau ['pyes
Ne 8. 1303 Cous, Ten.: +359 28903417, yebcan. www.bda.bg.

KaTo cLoBLIABATE HEXEAHH PEaKLiMi, MOXKeTe a AaJIeTe CBOR NPHHOC 32 NOTyHaBate Ha noseye
uHbOPMALIHg OTHOCHO Be30MacHOCTTa Ha TOBA J1IEKapCTBO.

S. Kak na coxpansisate beraramma

Ila ce cuXpaHspa B X1aAWIHUK NPy Temneparypa ot 2 no 8°C. a ce cpXpaHABa B OpUrHHAIHATA
OMaKOBKaA, 33 1 Ce NPEAfasy oT cBeTIrHA. Jla He ce 3aMpasasal

Jla ce cbXpaHasa Ha MACTO, HEAOCTHIHO 34 ACLA.

He nanon3eaiiTe 1oBa A€KapcTBO CAC CPOKa HAa rOAHOLT, orbends3aH BbpXy KapTOHECHAaTa ONakoBKa.
CpoxbT HA TOAKOCT OTFOBAaps HA NOCICAHHA JIEH OT NMOCO4YEHHA MeCell.

Wioice KUMOHHHMAT pasTBOp TpsOBa Ja ce Npunara BelHara cjiel OTBapAHE Ha aMityJlard. He e nonyctumo
CHXPAIEHHE Ha Pa3TBopa (MK Ha YaCT OT HEro) CAEA HapYLIaBaHe LIEJIOCTTA Ha aMITysiaTa, C el
W3N0:13BaHE 32 CNIEIBAIO HKEKTHPAHE.

He 13xXBBLPASATE JiekapcTBaTa B KaHanu3auusaTa Uil B KOHTEeiHepa 3a JOMAILHH OTTIaX
Bainia dapMaueBT Kak ja H3XBBPAATES JieKkapCTsata, KOUTO Be4e H
CIIOMOTHAT 34 ONna3BaHe Ha OKOJHAaTa cpeaa.




6. ChabpKaHHe HAa ONAKOBKATA H AONLJIHHTEIHA uHopManHA

Kakpo coabp:ka beraramMMma
- A KTHBHWTE BEILECTBA ca; THAMUHOB XHAPOXJIOPU], (BUTAMUH B1) 100 mg, nHpHAOKCHHOB

xuApoxnopux (BHTaMuH B6) 100 mg, unaHokobanaMuH (BUTAMHH B12) 1 mg ¥ 1Ha0KaAHHOB

XHOpoxJIopra MoHoxuapar 20 mg B eaHa amiTyia OT 2 ml.
- Jpyrure ChCTABKH (IOMOIIHH BelecTBa) ca: OeH3MIOB AJIKOXO0J, KANTHER xekcauuanodepar (I11),

uarpues nonudocdar, HATPHEB XHAPOKCH] (3a oARBEPKaHe Ha (usnonornyHo pH), Boa 32 HEDKEKLHH.
Kax marexna BeraraMMa B KaKBO CbAbLPKA ONAKOBKATA

HHKeKIIMOHEH pa3TBop

YepeeH pasTBOp, NPAKTHUECKH croboneH OT YaCTHLM,

JlexapcTBEHUAT NPOAYKT CE I03HPA B aMIiTy/lH OT kacaso cTbkno (Tun I), ¢ BMecTUMOCT 2 ml, ¢
MapKMpPOBKA 33 OTBAapAHE Ha amiya. Ha Bcska aMIysa € MPUKpPeNneH caMo3aliensall ce eTHKCT.

3a KapTOHEHH KYTHH OT 5 aMyJId

5 (neT) aMiTyNy ca ONaKkoBaHy B OiMCTepHa JIEHTa OT PVC dunm.

| (enna) GnMCTEPHA NEHTA H JIHCTOBKA C MHCTPYKLMH 32 yrnorpe6a ce NOCTaBAT B KAPTOHEHA KyTHA.
3a kapTOHEHH KyTHH oT 10 amMmyH

10 (meceT) aMITy/id ca ONaKoBaHH B ONHCTEpHA 1eHTa OT PVC dunm.

1 (eqHa) GnucTepHA NIEHTA ¥ JIMCTOBKA C MHCTPYKLWH 32 ynotpeba ce NOCTABAT B KAPTOHEHA KyTHA.

He BCHUKM BHAOBE OMAKOBKH MoraT aa 6bAaT IMmyCHaTH Ha nasapa.

IIpaTexaTe/ HA PAPEMICHRETO 32 ynoTpeda H NPOH3BORHTE

CODAPMA AJL, yn. Mnuencko woce 16, 1220 Codnsa, brunraprs

JlaTa Ha NOC/JETHO Npepasriexiane HA JTHCTOBKATA: 1014 2026




