KPATKA XAPAKTEPUCTHKA HA IPOJAYKTA



1 HAMMEHOBAHUE HA JIEKAPCTBEHHS PO AV HITENHA ATERLNA N0 EKAPCTBATA

f(pamxa xapakmepucmuKka Ha NPogykma - Npusowmenue |

BUTAMIH B KOMITTEKC dnvmpass tabets Ko Pez. th . VOTOH2G

VITAMIN B COMPLEX film-coated tablets
|  Paspewenue No%/ /M/,%'J/é;jﬁ&

2. KAYECTBEH H KOIMYECTBEH CBCTAB : 05-07- 20
§ DQOBPEHUE NE .o eeecrssersrrsesdvrssreesssrsseassssmssseassssion

B eana gunmupana tabretka ce cmppxar: THaMHH HATpaT (thiamine nitrate (Buramus B,)) 5 n’ig;
pubodnasun (riboflavin (Buramun B,)) 1 mg; nuprpokenn xuapoxsiopux (pyridoxine hydrochloride
(Buramun Bg)) 4 mg; vukoturaMuz (nicotiniamide (Buramun PP)) 50 mg,

1loMONIHM BeHIeCTBA ¢ H3BECTHO [AeHCTBUE: TMIIEHHYHO HULIECTE, ChHCET KbITo FCF (E110).
3a ITBIHMA CIHCHK HA OMOUIHUTE BEIIECTRA BHOKTE TOUKE 6.1,

3. JEKAPCTBEHA ©OPMA

Tunmupana Tabaerka.
Kpbriy, nBoliHon3neKHAIH, QUAMHPaHH TabNETKH ¢ auaMeTsp 6 mm, ¢ MaTHHOBOYEPBEH LBAT H
crietHbUYeH MEPHC Ha THAMMEH. '

4. KJIWHUYHH JTAHHHA

4.1.  TepaneBTHYHH HOKA3ZAHHA
CrcrosHus na gedunut Ha Buramuns ot rpyna B (B, B,, Bg) ¥ HHKOTHHAMMIL.

4.2,  To3upoBKa H HAYMH HA TIPH/IGKEHHE

Jo3EpoBKa
Bu3pacmuu: nio 1-2 tabnetky 2-3 muTH AHEBHD.

Heua nad 6 zodupn: o 1-2 TabneTky queBHoO.

Haunn #a npuaoxenne
TabneTkure ce npHemar npes yeTaTa ¢ NOCTATHYHO KONMYECTEO BOJIA.

4.3. IIporMBonoKazanss

*  CBPBXYYBCTBHTEIHOCT KbM AKTHBHUTE WU HAKOE OT NOMOLIHATE BEINECTBA,
¢ Xwunepronnuna Gonect II — III cTanuii;
o Jlena nox 6 roqHHEA.

4.4. CHenuannn OpeynpexieHns B OIPeInaziiMepKH

Buramun B xoMimiexe TpaGea [1a ce HasHauaBa ¢ BHEMAHKE Ha MALIHEHTH Che HT0KAYSCTBEHH
3a00/19BaHIS, IOPAJH BE3MOKHA CTHMYTIALUMA HA KICTHUHATA NpOTHpepanis.
Ips nprem Ha BHCOKY X023 MHPHAOKeKH (Han 100 mg HeBHO) 32 IPOABIKHTENEH. MepHO
BB3MOXMCHO Jla CC pasBye neprdepra HEBPONIATUA, TIPOABABAIA CE C ATAKCHS U Napely 6
Xoauhara oT 1 Mecerl 10 3 rogHHH OT HAYATOTO HA J8YEHHETO.




IpomykTsT TpaGea fa ce Mpuiara ¢ BHUMAHME OPH MALHEHTH C YEPHOAPOOHHA H MKITbYHH
3afioiaBanns, 138eHa GONECT, FaCTPUT, XEMOPATHY, NOArPa, 0CoBEHO AKO C& HANAra NPOIB/DKHTENHO
neqeHne ¢ BrramuH B xomiuteke. B To3u citywait ¢ Heofxonumo npocienspane Ha TpaHCAMHHAIHTE,
ancannara pocdaraza, [TT u Gumupybun, TpoMGoLETHATA BYHKIMA ¥ THKOYHATA KHCENHHA.
IInpunokcun Moxe aa foBeaE N0 GATIMURO TIONOKKTENEH PE3YITAT NPH ONpENeIsHE Ha
YPOOHIMHOTEH B YPHHATA IPH H3MON3BaHe Ha peakTHBa Ha Epnux.

Pu6odmnasnH MoKe 2 OLBETH YPHHATA B KBITO-OPAHKEBO. ,

Ilmenn4HOTO HUMeECTe B TOBA TEKAPCTRO CHABPKA CAMO MHOTO MATTKH KOJIMYECTRA [IyTeH H €
MaJIKO BEPOATHO Jia NPEAH3BHKA NPOOIIEMH, 8KO NALWEHTET CTPAJA OT BONHAKHA (HEMOHOCHMOCT
KeM riyTen). Enpa rabnerxa CHABPIKA He NOBeue OT 3,3 MUKPOrpaMa ITyTeH. AKO [IAUHEHTHT HMa
anepryd KbM MUEHHLA (CECTOAHME; Pa3THYIHO OT LLOJIMAKHSA ), TOH He TpAGBa 1a mpHeMa Topa
JEKAPCTBO. ‘ ‘ ‘ .
Butamuh B koMIinexe GHIMEpany TableTkM ChIbprka KATO OUBETUTEN chHeeT axkbato FCF (E 110) —
a306arpuno, Koero Moxe Aa IPUYHHH ATEPIHUHH PEaKITHH.

4.5, Bianmoneficrene ¢ 4pyru 1eKapcTBeHH NPOAYKTH B APYTH (dopmu Ha B3aHMoAeiicTBRE

Hopaau uamuuue Ha ButamMue B, B chcTaBa Ha TeKapCTBEHNS MPOMYKT, BuraMus B KOMILIEKC MOKe
A2 aHTArOHM3HPA AHTHXHIEPTEH3UBHHA eEKT HAa HAKOH AJPEHONHTHLI, 4 Taka CBIIC H KA HHXHOWpa
celaTHBHHA epeKT Ha CapOUTYparn H ryTeTHMH. .

Buramun B) moxe fa 3ackmi edekta Ha TPHUHKITHIHUTE AaHTHACTIPECAHTH {MMEIIpaMUH,
JE3MNpaMHH), 0COOCHO MPH TAlHEHTH HaJ| 65 roguHH.

BuramutuTe 0T rpyna B HaMaisBat pesopGLMATA H e(hEKTHBHOCTTA HA TETPALHKMHNATE MpH
©IHOBPEMEHHOTO HM TIPHIOKEHHWE.

Buramun Bs anraronnsupa anTunapxuiconosns edexr Ha levodopa.

EnnospemenHOTO NpHeMaHe HA HHKOTHHAMUL H AHTHEIIWISITHYHE CPEICTBA, 0COGEHO ¢
KapbamaseltH, 1Ma3enam M HATPHER BANPOAT IOTEHLMPA NPOTHBOBPUOBHS MM ek,

- XnopupoMa3uH yBemHuaRa eKCKpeLMaTa Ha Butamun B, ¢ ypumara, npoenenn uHxuOupa
TyOynHara cexpeis Ha Butamin B, B pesyartar Ha KoeTo ce 3a6aBs EKCKPELIHATA MY C YPHHATA H
MOJKe Jia C€ 32CH/IST TePANEBTHYHHTR H HEXKEIAHH efheKTH.

4.6 ®eprHHTET, GPEMEHHOCT H KbpMeHe

bpeMenHoOCT
[MpoayKkTsT MOKE 1a ce npHeMa B TePaneBTHYHH J02H MO BpeMe Ha OpeMenHocT. [IpHeMEBT Ha BUCOKH

JO3H ITHPHUIOKCHH MOKE /134 MPCIH3BHKAT NHPUAOKCHHOBA 3aBUCHMOCT ¥ HOBOPOIACHOTO.

Kxpmene
Buramun Bg ce exckperupa ¢ KbpMaTa, TIOPaJH KOSTO He CE [IPEIOphYBa npHeM Ha Butamud B

KOMIINIEKC 110 BpeMe Ha KbpMeHe. B cityyal, Ye ce Halara Herosus IpUeM, KbPMEHETO Tpsi6ea Ja ce
MPEKPaTH,

4.7  EdexrTn Bbpxy cnocobnoctTa 3a modapane # pafora ¢ MAMAHK

Buramun B xoMmiexe He oka3Ba BIHAHKE BBPXY CIOCOBHOCTTA 34 mwodupate | mpH padora ¢
MALUKHH,

4.3 Hexenaud Texkapersenn peaknun

Hexenanute nexapcTseny peakums ce KIacHQUIMPAT 110 YeCTOTA M CHCTEMHO-OPIaHHH KJL oee
KaKTO CE/BA: MHOrO 4ecTH (> 1/10), yectu (= 1/100 1o < 1/10), nesectn (= 1/1 000 no <1/1(8)/
peaks (= 1/10 000 mo < 1/1 000), muoro peaku (< 1/10 000), ¢ HewsBecTHa HecToTa (OT H ‘
A2HHHW HE MOke a Obe HATIPaBeHA OLEHKA),



‘Hapyiwrenus va umyHHata cucteMma:
Mno20 pedku: cepbex, ypTHKapHs, ook Ha KBHHKe, 3a9epBaBaKHe Ha KOXATa Ha NUIETO H LIHATA,
TOIIH BBIHH, 0COOEHO PH NAUKEHTH ChC CBPEXYYBCTBUTENHOCT.

IMoHOCHMOCTTA KBM NPOAYKTA & MHOTO J06pa.
4.9 Ilpeaosupane

CuMuToMu: B MHOIO BHCOKH 103M AIPOAYKTET MOXE Jia TIPEH3BHKaA BE30y1a, CTpax, TPeMop,
GezchHHE, IMaBoOONHE, KOHBYICHH.
Jleyenue: [Iporeskaa ce CHMITTOMATHYHO JIeYeHHe.

5. ®PAPMAKOJIOTHYHH TAHHHA

PapMakoTepanesTHuEE rpyna: Burtamunu. Butamun B koMIneke, BRI KOMOHHAITHH,
ATC xoa: A11EX

5.1 PapmakoIHHAMHEYHE CBOHCTBA

BuramunuTe oT rpyna B ca oprannyHu cyGCTaHIMM ¢ Pas/IHYHA XHMUYECKA CTPYKTYpa M ca
a0COMIOTHO HeODXONMMH 33 KHZHEHHTE ()YHKIIMM Ha opraduzMa. Te ca GHONOrMYHO AKTHBHH B HHCKH
KOHUCHTPALMH H Y4ACTRAT B PErYTTALIHNTA HAa KIIETHUHATA QYHKIMA, BKIIOYBAT ¢e B CHCTARA HA
Pas/IHYHH €H3UMHHK CHCTEMH ¥ B3IWMAT YYACTHE B PEryNalHATa HA BbIIEXHUAPATHHS, OSNTHUHHS H
NUITAAHMA MeTabOMH3BM, YUACTBAT B CUHTE3aTa HA HYKIICHHOBH KucenuuM. KoMOHHIpaHoTO
TPHNIOKEHHE Ha BATAMKHHTE OT rpyna B Bofy 10 cHHepriusbM B TAXHOTO HelicTBHe.

HuxornHamuy, KaTo aMH HA HHKOTHHOBATA KUCENMHA B34 B ChCTABA HA KOAEXM/IPA3HTE HAlu
HA/JI®, kouTo y4acTBaT B PEHOCA HA BOJOPOA, H OCHUIECTRIBAT OKHACTHTE/HO-Bb3CTAHOBHTETHHTE
mponcc. Te ca neobxonuMu 3a ThkaHHOTO HuINane. HUKOTHHAMMI NpeH3RMKBA PAsIIUpPABAHE Ha
nepHpepHuTE CHAOBE H OHHKABA HHBOTO HA JUIA3MEHHA XONECTEPO/T H TPUTIHLEPHAH.

5.2 PapMaKOKHHETHIHH CBOHCTBa

Abcopbyua: Cnenl nepopanHo npunokenue Butamun B, ce pesopGupa B yoneHyMa H TRHKHTe
4epea.

Buramun B, ce abcopbupa nuiH0 1 GBp30 B CTOMALIHO-YPEBHUA TPAKT, NpeUMHO B TBHKHTE Yepha.
B nnasmara npuGnusuresmo 25% ce Hamupa & cBobonHa gopma, a 75% - pps B Ha DAJT.

Burami By necho ce abcopbupa npu nepopanta ynotpe6a B CTOMANTHO-YpeBHIS TPAKT.
HukorHHaMKA ce abcopbupa ITEIHO BbB BCHYKH OTAENH HA CTOMAUTHO-YPEBHHA TPAKT.
Pasnpedenenue: Buramun B, ce pasnpenens npubaUsHTENHO PABHOMEPHO BBE BCHUKH TEKAHH.
Hpubansurenno 70-80% or BUTaMHH By B 4OBELIKOTO TANO € NOKANH3UpaH B MYyCcKynHTe, okono 10%
B YEPHMA APoG, 2 OCTAHATIOTO KORHMYECTBO Ce PazNpe/ens B APYTHTe THKAHH W OpraHH.
HMupuaokcanpocar e HILANO CEBP3AH ¢ IUIA3MEHHTE IPOTEHHH, JOKATO THPHIOKCHH HE CE CBBP3BA C
TAX.

PuGodnasun ce pasnpeleia paBHOMEPHO B Pa3THYHH THKAHH,

buompancgopmayun: Buramun B, ce meTaGonuznpa A0 OCHOBHYM MeTaGOHTH THAMUH MOHOgochar
(TMP), tnamun mapodocdar (TPP) u thamun tpudoedar (TTT).

IlupraoKCHH U MAPHACKCaMMH ce (ocopHIHpaT A0 THpunokcan-5°-gocdar (PLP) upes exs
MHPHAOKCANKHHA3A. CBOOONHHAT NHPHAOKCAN C& JIC3HHTErPHpPA Ypes3 ankatHata docdarasa
uepHoapobiaTa i GbLOpeynaTa anaeXuNOKCHIA3a M OT MUPUAOKCAN AeXHApOreHasa,
Huxorunamun ce MeTabonuznpa 10 N-MeTHI-HUKOTHHAMEJT, KOHTO clesl TOBA ¢¢ OKUCIARY b
MeTHIT-4-MTHPUAOR-3 -KapOoKcamu.




Exckpenyua: Buramud B; ce SKCKPETHPA C YPHHATA B HEMPOMEHEH BHI HIM KATO HEaKTHBHM
MeTaGoONHTH. acTHYHO Ce M3ThYBA YPe3 MUTHYHHS COK, KATO €4HA YacT NpeThpIaRa eHTEpOXenaTaneH
Kpbrospat. Butamun B, ce exckpeTHpa H upes kopmata. [1ogo6HO Ha IpyruTe EUTAMHHHM OT rpyna B,
H3IHITHATE KOJIMYECTBA C€ EHMHMHUPAT H HE CE HATPYITBAT B OPraHH3Ma.
PuSodaBun ce oTaens HenpoMereH NPpeNUMHO upes HBOpPEIHTE, KATO TO-[OAIMATA YaCT € B
cBoOozHa (opMa, & caMo MalTKa YacT e KaTo pubodmasna-5 -gocdar. B ypunarta ce otnenar u
HEaKTHBHH MeTabonuTH Ha Butamun B,.
BurtamuH Bg ce H3TbYBa ¢ ypHHATA OCHORHO 11011 JopMaTa Ha MeTabo/IUTH. ENUMHHAOHHMUST
noutykuBot e 15-20 nan. Hanpuga ce upes xeMo/iHaM3a U NAUEHTHTE, KOUTO Ca HA XeMOJMANH3a

- TpabBa na ce JIeKyBaT ¢ IO-BHCOKHM /1031 — ot 100% 1o 300% oT npenopbuanute.
HHKOTHHAMMA Ce eKCKPETHPA OCHOBHO 4pes MUTBHKATA, & NIPK [10-BUCOKH JO3H H Npes 6L6peum'e oA
dopmara Ha MeTabONMTH WIH B HelIpOMEHEH BHjL, EJIHMUHALMOHHKAT nony:kUBOT € 40 MuH. [Tpu
HAaLUEHTH ¢ YCPHOAPOOHa HEAOCTATEUHOCT [UIA3MEHHAT KITMPHEC € pefyLMpaH.

5.3. penknHEAYEA JaHHA 3a GesonacHocT

HexnuHAYHHTE JAHHH He MOKa3BaT 0cO0eH PHCK 33 Xopa Ha 6asaTa HA KOHBEHIHOHAIHUTE
(apMaKonOrHyHU TPOYYBAHHA 32 GE30MMaCHOCT, TOKCHYHOCT IPH MHOTOKPATHO [IPHIIarasye,
TSHOTOKCHYHOCT, KAPLMHOreHEH MOTSRIMAN, PENpPOIYKTHBHA TOKCHYHOCT M TOKCHYHOCT 34
Pa3BHTHETO.

6. PAPMAINEBTUYHH JAHHH

6.1, Cunchbk HA IOMOIIHATE BENIECTRA

Tabaerno sapo:

NINEHHYHO HUILECTE,

MHKPOKPHCTANHA Uenynosa (tam 101),

XUAPOKCHIIPONII NENyo3a, i
TAIK, ‘

CTCAPHHOBA KHCENHHA,

Oe3BOAEH KONMOUIEH CHIHLIMER JHOKCH,

Duamoso rokpuTue - Omaapait AMB §0W 24766 po3os:
IIOIMBHHHIOR AJTKOXOJ1, JACTHYHO XHAPOJIH3HPaH;

TaIK,

THTanos guokcHg (E171),

KapmuH (E120),

coep neunTHH (E322),

cracer xbato FCF (E110),

KcanTaHoBa Tyma {E415),

HHIHTO KapMmud (E132).

6.2. HechbBMECTHMOCTH
Henpunosxumo.
6.3. Cpok Ha rogHOCT

2 TOTMHH.




6.4 Cnenuanad yc10BHSA HA ChXpaHenHe

Ila ce cbxpansBa B OPHrMHAIHATA OTIAKOBKA, 33 Aa C€ [IPENIA3H OT CBCTITHHA H Biiara, IIpK
Temneparypa nog 25° C.

6.5. Baau chabpxaune HA ONAKOBKATA

20 (aBanecet) GpuAMAPaHU TAGHETKE B GIMCTCP OT TBEPIO, Oe3lBeTHO, Npo3pauno [IBX/anyMAHHEBO
(onuo, no 1 (epun) GnucTep B KAPTOHEHA KyTHA 32€/HO ¢ TNCTORKA ¢ YKA3AHHA 34 ynoTpeda.

6.6 Crenuaun npeAnasHH MEPKH NPH H3XBLPJAHE H padoTa

Hewsnonspanuar nexapcrBen npoyKT Wiy OTHATBLUHHTE MATEPHATH OT HETO TpaGea fa ce U3XBLPIAT
B CBOTBETCTBHE C MECTHHTE M3MCKBaHMA.

1. HME M APEC HA IPHTEXATEJIA HA PASPEIIEHHETO 3A YIIOTPEBA
COD®APMA AL

Cogua 1220, yn. "Hinencko woce” 16, Buarapus

8. HOMEP HA PA3ZPEIIEHHETO 3A YIIOTPEBA
20010405

9. NATA HA TBPBO PA3PEIIABAHE /MOAHOBS BAHE HA PASPEINEHHUETO 3A
YIIOTPEBA

02.05.2001 r./ 27.09.2007 r.

10. HATA HA AKTYAJIM3UPAHE HA TEKCTA:
Mapt 2019 .




