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KPATKA XAPAKTEPUCTHKA HA .liJPO,_i[YKTA #266¢ 11-06- 2026

1. HME HA JIEKAPCTBEHMUMIS ITPOAYKT

muiramma N 40 mg/90 mg/250 Mukporpama MEKH KaricyJim
milgamma N 40 mg/90 mg/250 micrograms capsules, soft

2. KAYECTBEH H KOJIHYECTBEH CbCTAB

Beska meka kancyna cbaspxka 40 mg Oendormamun (benfotiamine), 90 mg nUPUIOKCHHOB
xuapoxnopun (pyridoxine hydrochloride), 250 mukporpama umanoko6anaMuH (cyanocobalamin).

[loMOLIIHH BELIECTBA C U3BECTHO JAEUCTBHE: BCAKA MEKa KaricyJa cbabpxka 7,89 mg copourou.

3a MbJIHUA CMUCHK HA MOMOILIHHUTE BEllleCTBa BHXKTE TO4YkKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Meka karncya.
MekH, OBAJIHH JKEJIATHHOBH KarcyJiu ¢ nNpo3payHa OOBUBKA, OLIBETEHU B OAJ10 U PO30BO, Ch/AbpPKalIlH

rejl C apoMaTt Ha BaHWIHA.

4. KJ/IMHHUYHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHSA

B KOMIUIEKCHOTO JIeYeHHE Ha CJIeAHHUTE 3a00JIIBaHUSA: BB3MAJIUTEIHH HEBPOJOrHYHHU 3a0019BaHUA W
HEBPOJIOrHYHH 3a0osisiBaHus ¢ OOJIKOB CHHAPOM, Karo AuabeTHa M aJIKOXOJIHa MNOJIMHEBpPOMAaTHA,
MHrpeHa, OOJIe3HEHH MYCKYJIHH JIHCTOP3HH, PaJMKyJIapHO JApa3HeHe Ha HEepPBHHUTE KOpeHYeTa Ha
rppOHaYHMA CTHJO, LiepBUKOOpaxuasieH CHHAPOM, CHHIPOM paMoO-pbKa, Xeprec 30cCTep. JIMLEBa
rnapajausa, KakTo ¥ MpUu NpoAbKUTE/IHA PEKOHBAJIECLICHLIMS U B FrepUaTpUAiTa.

4.2 Jlo3HMpOBKA H HAYMHH HA NPHJIOKEHHE

Jlo3upoBKa

Bv3pacmnu

3-4 nbTH AHEBHO NO | Kancyna:
B no-neku ciyuau v nnpu ocobeHo 100po nosiausBaHe - 1o 1-2 KancyJiu IHEBHO.

Ileouampuuna nonyaayus
Jluncea onuT 3a NPUJIOKEHUETO Ha MUIramMa N MEKH KancyJiM MpH aela Ha Bb3pacT qﬂ__]_S..ro,uuyH.
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Munramma N MekH Karncysid He TpsOBa aa ce U3MnoI3Ba MpH Jela Ha Bb3pacT 1 /Iﬁd‘onuuu, l'lop‘aﬂn
choOpaxkeHHUs 3a 6e30MacHOCT U e(PMKACHOCT. (V4 250\ O \
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HayuH Ha NpUIOKEHHE
Kancynure TpsaOBa 1a ce npueMar ¢ Majiko TEYHOCT, 0€3 J1a ce abBYaT, cliejl xpaﬂiﬁe‘




4.3 IIpornBonmoxa3zanns

CBpBXUYBCTBHTE/IHOCT KbBM AaKTHBHHUTE BeELIECTBA, KbM (PBCTBIUH WIH COfA, WIH KBbM HAKOE OT
NOMOUIHHTE BellecTBa, H30poeHH B To4Ka 6.1.

[Ipu xopa ¢ gepuumT Ha BETaMuH B2, KOHTO ca H3N0XKEHHW Ha PUCK OT aTpodud HA 3PUTEITHHS HEPB Ha
JleGep.

4.4 ChnenHanHH DpeaynpexIeHHs H OpeANa3HH MEePKH NpPH ynorpeba

Toit KaTO €NMMHHHpPAHETO Ha WIIMIUHHA KoOGalaMHH C€ OCBLUECTBABA OCHOBHO 4pe3 OnOpeumre,
ChIIECTBYBA PHMCK OT HATpyNBaHe Ha BHTaMHH Bz, ocobeno mnpu mnaumeHtH ¢ OnOpeuna
HELOCTATHYHOCT B TEPMHHANIEH cTaaull (Ha auanu3a). CepyMHUTE HHBA Ha BUTAMHH B2 TpabBa na ce
Npoc/jAeAdBaT PeAOBHO, 8 CX€MaTa Ha JieueHHe Ja Ce KOPHTHpa ¢ LieJ NoJAbpKaHe Ha aNeKBaTHM
CepyMHH HUBa Ha BUTaMHUH Bi».

[Topagn nunca Ha AaHHE 3a (apMaKOKHHETHKa, 0e30macHOCT M €(PHKACHOCT, MPH MalMeHTH C
HapyllleHa yepHoaApoOHa QYyHKIHA MOXKe Ja € He0OXOAHMO MO-CTPHKTHO NMpOoC/ieAsBaHe.

[lopaau cbaABPKAHKETO HA MUPHAOKCHH, TEHYEHUETO C BUCOKH 03U MUIraMMa N MEKH KarncyaR MOXKe
Ja JOBeAe OO0 pa3BHTHE HAa HEBPONATHA NMpH NPOIBDKHTENHA ynorpeda (moBeue ot 6 meceua) (BX.
TOUKH 4.8 U 4.9). [Ipy nosBa Ha NpPH3HALKM Ha HEBPOMNATHA KAaTO H3TPLIBAHE, MapecTe3vH, Napeiu
yCelllaHKAd WIH HecTaDMIHOCT Ha mnoxoakara, MunraMma N Mekd kxancynu TpaOBa Aa ce INpexpaTH
He3abaBHO.

IleauaTpuuHa nonyJsjalus
JIMncea oNMT 3a NPUAMKEHHETO Ha MUNraMma N MEKM KancyH NpH Aela Ha Bbu3pacT 10 18 roguHH.

Munramma N Mexu kancyau He tpaGpa na ce npuiara npy geua Ha Bb3pacT A0 18 roauHu, nopaau
¢pobpakeHnd 3a 6€30NMaCHOCT H €(pHKACHOCT.

To3u nexkapcTBEH NPOAYKT CHABPKA TAHLEPOA, KOHTO NpPHM BHCOKH J03H MOXE Aa TNPHYHHH
rinaBodosiie, CTOMaLIHO HEPA3NOIOKEHUE M JHAPHA.

To3u nekapersed npoaykT cbabpka 7,89 mg copburon BEB BCAKA Kancyia v He TpAOBa Aa ce npuema
OT/NPUIIAra Apy NALHEHTH ¢ HACAEACTBEHA HEMOHOCHMOCT KbM PpPYKTO3a.

To3u aekapcTBEH NPOAYKT ChABPKA NO Manko oT 10 g MAHUTON HA KAMCyNa, T.e. NPAKTHYECKH HE
CbABPHKA MAHHUTOI.

4.5 BsauMogeHcTBHE ¢ APYIH JeKAPCTBCHH NPOAYKTH H APYrd GpopMH HA B3ARMOACHCTBAE

TwamMuu ce aesakTHBHpa OT S-Quyopoypaumn, Thil Kato S-¢ayopoypauwi HHXHOHpa KOMNETHTHBHO
dochopunrpaHeTo Ha THAMHMH N0 THaAMHH NHpodocdaT, KOETO YBE/IHYaBa PHCKAa OT AEQHLMT JOpH
npu nauueHTn 6e3 npeaxoaeH AepUuMT. Moxe fa ¢€ HAOXKHK KOPEKLUMA Ha A03aTa HA THAMHH.

Hombnuurennata ynotpeda Ha MuinraMmma N MeKM Kancyiu ¢ HAKOM NPOTHBOPAKOBH JieKapcTBa (Hanp.
MNeMETPEKCel WIH ATTPETaMHH) C€ acolMUpa ¢ HAMANABAHE HA HEXKENAHHUTE PEAKUUH, CBBP3AHH C
XHMMHOTEPAITHATA.

TepaneBTHUHUTE [03M MUPHAOKCHH HaMansaBaT edexra HA NPOAYKTH, CBABPXKALLM JIEBOIOTA.
CnenoBarendo nauveHTH ¢ Sonect na IlapkuHcoH, nekyBaHu ¢ L-gona, He TpabBa na NnojyyaBar
BuTamMuH Bg B 1031, NO-BUCOKH OT HeoOXoauMaTa IHEBHATA 1034, Ta3u Npenopbka HE-oe ?Wﬁ'
koMOnHaung ¢ nepudgepeH aekapOoOKcuIazeH HHXHOHUTOP. /

EOHOBPEMEHHOTO NPUIIOKECHHE HAa AHTAarOHHCTH Ha NUPUAOKCHH (Hamp. X
(INH), D-neununnamuH, uumosepnﬂ), aJIKOXOJ1, KaKTO H NpOALDKHTENHATA YIT
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AbcopbumsaTa Ha BMTaMHH B Moxke gna Obac HapylwieHa npH eaHOBpeMeHHa ynoTpeba Ha
HHXMOMTOPH Ha NMPOTOHHATA MoMmna (Hanp. oMenpason), 6nokepu Ha H2-XxHCTaMHHOBUTE pPEUENTOPH
(Hanp. UMMETHAUH), KOJIXHUMKH, AMHHOTITIHKO3HAH (BAarNp. HEOMHLIMH), AMHROCATHLIIOBA KHCENIHHA,
AHTHETIUIIEITTHYHH JIEKapCTBa, KAJTUEBH COJIH H METHJLAOIMA, KAKTO K aJTIKOXOJI.

CepymMHMTE KOHUEHTpALlMM Ha BUTAaMMH Bz Morar ga 0b4aT NOHMXKEHM MPH NAUMEHTH, NpHEeMAallH
NepOpPaiH KOHTPALUESMTUBH, METPOPMHH H AHTHICHXOTHYHM JICKapcTBa (KATO OJIaH3alHH H

PHCIIEPHUIOH).

XnopaMdEeHHKOJT MOXE 1a TOHHXKK edeKTUTE Ha BUTAMUH B), nipy nmaluMeHTH ¢ aHEeMHUA.
[lpogs/okuTeNIHaTa €KCNO3MLMA HA a30TE€H OKCHI MOXKE Ja NpUYHHK (QyHKUMOHANICH AcOHLMT Ha
BUTAMHH B2 ¥ BB3MOXKHEMN CEPHO3HH HEBPOJIOTHYHH HEXKEJIAHH PEAKLMU JOPH MPH HOPMAJIHH HUBA HA

BUTAMMH B».

4.6 DepTHaAnTET, OpeMEHBOCT H KbPMEHe

bpeMeHHOCT

JIMnCBar WK HMa OrpaHHYEHH AaHHH 3a ynoTpebara Ha BUTAMHEH B), B¢ u B2 npu OpeMeHHH xenu.
[IpoyuBaHMsTa NPH KUBOTHH Ca HEJOCTATHYHH MO OTHOLICHHE Ha PEeNpoJyKTUBHATA TOKCHYHOCT (BXK.
To4YKa 5.3).

Munramma N MeKkH Kancy/Id He Ce MPEnopbYBa 10 BpeMe Ha OpeMEHHOCT.

KnpMeHe
TuamuH, MTUPUAOKCHH H HMaHKODANAMHH ce eKCKpeTUpaT B KbpMaTa. HaMa jocrarbuda nHdopMaLna

338 ¢PEKTUTE HA TE€3W AKTHMBHH BELIECTBA NPH HOBOpoacHW KbpMaveTa. OOmara nHeBHa ao3a ot 450-
600 mg NUpHAOKCHH 3a 5—7 OHU € noKa3aja, 4ye MHXHOHpa nakrauusra.
Munramma N MekH Kancynu He TpaOBa Ja ce H3MoN3Ba B NEPUOAa Ha KbpPMEHE.

QepTIIHTET
He ca HajlMuHH KAMHWYHM AAHHM OTHOCHO BJAMAHHETO HAa MUIraMMa N MEKH KancyjH BBPXY

depTHIMTETA.
4.7 EdexTH BLpXy cnocofnrocTTa 32 modupane v pabora ¢ MAINAHA

Munramma N MEKM Kancynd He NOBAKABA MIIH NOBAKMABA NpeHebpexxuMo cnocobHocTTa 32 WodupaHe
¥ paboTta ¢ MalIMHH.

4.8 HexenauH leKapCTBCHA PEAKUHH

YecToTaTa Ha HEXKENAHUTE JIEKAPCTBEHH PEaKLUUH C€ ONpees KaTo:

Muoro uectu (1/10); Yectu (Z1/100 no <1/10); Heuectn (=1/1 000 o <1/100); Peaxkun (>1/10 000 no
<1/1 000); Muoro peaxn (<1/10 000); C nenspectHa yectoTa (He MOXe Na Obae onpeaecaeHa oT
HATHYHUTE AAHHH).

Hapywenus na xoocama u nookodcHama muvKaH
MHoro peaku: AkeenofobHu KOXXHH 0OpUBH

Obwu napyuienusn u epexmu Ha MACMOMO Ha NPUAOICERUE
C HeusBecTHa yectoTa: Tpecka

Hapywenun na umynnama cucmema
Penxn: Peakuyiv Ha CBpBXYYBCTBUTENHOCT, KOMTO MOTAT Ja ce MPOABAT KaTo Y

MPYPUTYC BbPXY OOLIHPHH YUYaCTbLM OT TANOTO, aHAGHIAKTHYEH LUOK.

Cmomawno-upeenu napyuenul




C HensBecTHA yecTOoTa: CTOMALIHO-YPEBHY HApyWIeHUs (raleHe WNK APYTH CTOMAUIHO-YPEBHH
OILTAKBAHKA ).

Hapywenun na nepgenama cucmema
C nenspectHa 4vectora: IlepudepHa ceHzopHa HeBponarnsa (Chea NpOIbDKHTENHA yrnioTpeba, BiK.
TOUKH 4.4 1 4.9).

Cnobl1apaHe Ha MOAO3HPAHH HEXKENAHH PEaKILIMM
CroOinaBaHeTO Ha NOJO3UPAHH HEXKEJIaHH peakUMH Cliel pa3peluaBaHe 3a ynotpeba Ha JIEKapCTBeHHA

NPOAYKT € BaKHO. ToBa NO3BONABA Ja NMPOAB/DKH HAaOMOAECHHETO HA CHOTHOLLIEHHETO NON3a/pUCK 34
NeKApCTBEHHUA NpOoAYKT. OT MEeAMLKHCKUTE CHNELMATUCTH C€ M3HCKBA JAa ChOoOLIaBaT BCAKA
NOAO3UPAHA HeXenaHa peakuus upe3 M3nbaHUTENIHA areHIUg nO TEKapCTRaTa, ya. ,,Jamsan I'pyep” Ne
8, 1303 Codus, Ten.: +35 928903417, yebeaiiT: www.bda.bg.

4.9 Ilpeno3npane

CuUMIITOMHU Ha Npeao3upaHe
[Ipu nepopanuo npunoxeHue Ha OeHPorHamMuH M UHMaHOKODANTaMMH HE C€ OYAKBAT CHMNTOMM Ha

[IpEOO3UpaHe IOpagH UWIHMPOKHA MM TepaneBTHYeH HHACKC. CHMNTOMM Ha HMHTOKCHKALIMA W/IH
NpeaO3HpaHE 3a TE3HW BHTAMMHHK HE Ca U3BECTHH.

Bucoxu gozu ButamMuH B¢ Morar ga npeAu3BHKAT HEBPOTOKCHYHH €(eKTH MpH KPATKOTPAHHO
npunoxeHde (no3u Had | g/neH). Bunpekn toBa, no3u or 100 mg AHeBHO MOrar na NPUYHHAT
HEBpOMaTHA NpPH MPHEM 3a NEPHOJ NO-ABLABI OT 6 Mecelia. [Ipeao3upaHeTo ce NpoABasa OCHOBHO KATO
CEH30pHa MONUHEBPONATHA, Bb3MOXKHO ¢ atakCHs. M3KmouMTeNnHO BUCOKH J03H MOraT Ia JOBEAAT AQ
bPUOBE.

TepaneBTHYHH MEPKH HpPH Npeao3HpaHe

AKO ca NMPpHETH BHCOKH J03H NHPMAOKCHHOB xuapoxiopua (Haa 150 mg/kg tenecHo Terno), ce
npenopbyBa MpeAU3BMKBaHe Ha MOBPbIIaHE U NMPUNIOKEHUE Ha AKTUBEH BbINeH. [loBprliaHeTo € Haii-
epexkTHBHO npe3 nbpBUTE 30 MUHYTH Ciea MAOTABIAHETO, KATO MOXKE A C€ HAJIOXKAT HHTEH3HBHH
MEQHLUHHCKH MEPKH.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1 PapMakoIHHRAMHYHM CBOHCTBA

(dapmakoTtepaneTHuHa rpyna: Buramun B;, Butamus Bs 1 Butamun B);
ATC kon: A11DB00

HeBpoTponHUTEe BUTAMHHH OT Ipyrara Ha BUTaMUH B-koMmnekc uMar GnaronpustHo aelicTBHE IMpH
ACTCHEPAaTHBHHU 3a00/N4BaHHUA HAa HEPBUTE, CBbP3aHM ¢ oOMAHATa Ha BelllecTBaTa H 3a00MABaHHUA Ha
ABMraTtenHus anapaT. ButamuHuTe OT rpynata B-KOMIUIEKC He Ce npwiarar camo, 3a Aa OTCTPaHAT
CbCTOSHMA H& BHTaMHHEH AcuuMT. Tbit KaTo BUTAMMHHMTE OT rpynara Ha B-koMruiekca BBB BHCOKH
RO3W NPHUTEXKAaBaT LIHPOKAa rama GapMaKkoloTrHYHH CBOMNCTBA, TOBa OOACHABA XKENAHHTE aHAIICTHUHH,
aHTUHEBPAJIrMYHU H pereHepaTHBHH edeKTH, KOUTO Morat Aa 6baaT NOCTUrHaTH ¢ MuwiraMma N Meku
KancyJu.

B enHo ABOHHO cnano, KOHTpoaupaHo ¢ miauebo npoyuBaHe Oelle W3nWTaHa €(PHKACHOCTTA Ha

koMOuHHpaH npenapatr ot OeH¢oTHaMHH, BUTaMHH B¢ W BHTaMHH Bi; npM nmauueHTH ¢ H3ABeHa

aunaberHa nonvHeBponaTHa. B XoJa Ha sedyeHHMETO Ce NOCTHrRA 3HAUWTEHO ' Ha

H3paszeHHTe OOJIKOBH ycelllaHKa M HapyllieHHATa B ceTHBHocTTa (Ledermann Wiede ’1.299)“'*_ _____ g ff,‘;}k
&

KoHTponaupaHso 1wanebo JBOHHO ¢1ANno Npoy4vBaHe MNoKasa 3HAYUTENHO noaod m &'ﬁ 2 \
HEPBHATA NMPOBOAUMOCT ClIed MPHIOKEHHe Ha KOMOMHMpaHHA Mpenapar oT 6e“¢a'rtflam ﬁ'tauu = @
Bs 1 BuTamMiH B); B leyeHreTo Ha aMabeTHaTa NONMHEBPONATHA. HPGCIIG,I[HB&H(?’I'? 34 cirfengH’”
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Nepuol OT BpPEME, 3a CPOK OT 9 Meceua ciel Kpas HAa MPOYYBAHETO, CBLIO [OTBBPAM TO3H
nonoxkureneH edekrt {Stracke et. al. 1996).

bendoTHaMiH cnaja KbM rpynara Ha aIMTHAMUHHTE U € MAaCTHOPA3TBOPHM NPEKYPCOp HA BHTAMHH
Bi. To# ce oTnnyaea ¢bC CACAHMTE NMPECAMMCTBA B CPABHEHHE ¢ BOAHOPA3TBOPHMHKA BUTaMHH B, :

1. bendgotrnamuH ce pesopbupa ot 3 10 5 MbTH no-a00pe OT €KBHBANECHTHU KOJIUUYECTBA TUAMHHOB
XHAPOXJIOPHU.

2. IlpouenrsT Ha npeoOpa3yBaHe B akTHBHOAEHCTBalla Kokapbokcunaiza cjieq NpHeM Ha
OeH(pOTHAMHH € 2 - 5 TBTH NO-BHCOK, OTKOJIKOTO CJ1€]]l NPHEM Ha ChLIUTE KOJIMYECTBA THAMUH.

3. bendoTHaMHH € HECPAaBHUMO NO-PE3UCTEHTEH KbM pa3pylllaBaHe OT €éH3HMa THAMHHA3a.

4, Cnen nepopanceH npHeM AOpH Ha TOJeMH KoauyecTBa OeHpoTMaMHH, He ce Habmopasar
aHapWIAKTHYHH pEeaKLMH.

5. Jloxato THAMHHOBHAT XJIOPHAXUAPOXIIOPUI NMOTUCKA NEPHUCTAITHKATA HA yeppaTa, 6eHbOTHAMHH
MMa JIekO BH30YxAalo aeicTBHe BhpXY IIafKaTa MycKyJaTypa.

6. bendoruamun e 6e3 Bkyc 1 Mmupuc. [Ipu npuema My He ce NOsABsIBa NO3HATATA HENPHATHA TEJIECHA
MHPHU3Ma, KaKTO NPH MPWIOKEHNETO HA BOAHOPA3TBOPHMHSA BUTaMHH B;.

Butramun B perynupa pasrpakaaHeto Ha OenTbuMHMTE, MAa3HMHUTE H BbriexuapatHre. Herosoro
HEBPOTPONHO ACHCTBUE CE€ M3NON3BA HANP. NpH JieueOHH KypcoBe ¢ XMAPA3HAa HA H30HUKOTHHOBATA
KMCENIHHA 3a NpeAOTBpaTABaHE HA HEBPUTH. EKCTpanupaMHMAANHUTE CHMITOMH C€ IOTHCKAT OT
HEroBOTO BBL3ACHCTBUE BbPXY MO3BYHHSA CTBOJ.

BuramuH B;; e He3aMeHHM 3a KieTb4HHA OOMEH, 3a HOPMAJTHOTO KpbBOOOpa3lyBaHe H
¢$yHKLMOHMPAHETO HA HEPBHATA CHCTEMa. TOi KaranM3upa OHONOrHYHHA CHHTE3 HA HYKJIEHMHOBHUTE
KHCEJIMHH, a ¢ TOBA M M3rpaKIAHETO Ha HOBHM KIETBYHH snpa. OCBeH TOBa, BB BMCOKA JO3HMPOBKA
BUTaMKH B2 MposABsABa aHANINCTHYHO, AHTHANIEPrHYHO H CTUMYJIHPALIO KPbBOOPOCABAHETO AelCTBHE,

5.2 PapMaKOKHHETHYHH CBOHCTBA

Cnen nepopanHo npunoxeHHe Ha OendorHamuH ce H3BBpliBa aedochopunHpaHeTo My 10
MacTHOpa3TBOpUM S-OenzomntHaMHH (SBT) B uepsara, upe3s ¢ocharazu. CeusaTt ce pesopbupa no-
nobpe, B CPABHEHHE ¢ BOJHOPA3TBOPHMMTE THAMHHOBHM ACPHBATH M YCNABA OT LUMPKYJHPALATA KPhB
Jla NMPOHHKHE BbLB BHTPCUIHOCTTA HA KJETKAaTa. 1aM €€ M3BbPLIBA €H3MMHOTO JaeOeH30WNUpaHe ao
THAMHH, KOHTO c/liefl TOBA 4Ype3 THAMMHKWHA3ZHTE C€ NpPEBpbIla B aKTHBHATA KOEH3MMHA (opma
(xokapOokcunasa, CHHOHHM — THaMHHOM@ocdaT). [JHeBHO B opraHH3Ma ce pasrpaxaa okoao 1 mg
THaAMHH. M31HIobKbT OT THAMMH Ce OTAeNd C YpUHaTa.

Kokapbokcunaszara € KOEH3HM Ha NHPYBAaTACXMApPOreHasatTa, KOATO 3aeMa KIIOYOBO MACTO B
OKHCITUTENIHOTO pasrpakJaHe Ha rmoko3aTta. Thi KaTo JO0OHBAHETO Ha €HEPrua B HEPBHUTE KJIETKH CE
H3BbPLIBA OCHOBHO Ype3 OKHCIIHTENHO KaTabONU3UpaHe Ha I0K03a, TO AOCTATBYHOTO CHabAsBaHe ¢
THaMHH € a0COMOTHO HANOKHTENHO 3a GYHKLMOHUPAHETO HA HepeuTe. IIpH noBHIIaBaHE HA HHBOTO
Ha rII0KOo3aTa ce MOBMLIABRa M notpedbHocTTa o1 THaMHMH. C BendoTHamMMH c€ MOCTHraT NMo-rojeMH
BBTPEKJIETBYHH KOHLUEHTPALHH HA THAMHUH H Ha aKTHBHUA KOCH3HM, OTKOJIKOTO MPHK OPACH MPHUEM Ha
BOJOPA3TBOPHMH THAMHHOBH ACPHBATH.

Jluncara Ha JOCTATBHYHHM KOJIHYECTBA KOKapOOKCHNa3a B KPbBTA BOAW A0 HATPYNBAHE Ha MEKIHHHH
pasnajgHH NpPOAYKTH KaTO MHPYBAT, JNAaKTaT W KeTOrIyTapaT B KpbBTa 4 Thkanure. Ha mopobHo
HaTpyfeaHe ocobeHO YYBCTBHUTEIIHO pearpaTr MYyCKynaTypaTa, MUOKAPABT M LIEHTpajlHaTa HepBHA
cucreMa. beHpoTHaMHH HaMangBa HATPYNBAaHETO HA Te€3HM TOKCUYHM BewmecTBa. [IpyH TepaneBTHYHO
puioXeHHe HeHdpOTHAMHKH NOKA3Ba aHANINEeTUUYEH edeKT. S

:: Y e )
Tect upe3 HaToBapBaHe ¢ TPHNTO(dAH e MOAXOMALL 3a onpeAeNsHe Ha CTATYCA Ha B}é M1 ”'Bﬁ-,,,c.r'reﬂ?.‘:?
nepopanHo npunoxenne Ha 0,1 g L-tpuntodan Ha kg TenecHo Terno, oraensHeTo Ad-kéantypendna,
KHCENHHA Bb3anH3a OOMKHOBEHO Ha no-Manko oT 30 mg/24 uaca. Eano no-rosismMd g‘d’ﬁ,ﬁ&il‘#ﬁér He
A SN R PO

KCAHTYpPEHOBA KHCeJIMHA fIOKa3Ba HanHuMe Ha AehULMT HA BUTAMHH B, AN
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[TnpraoKCHH, NHPUAOKCAT H NMHPHAOKCAMHH ce abcopOupar Obp30, PocdopunupaT ce B ce OKHCIABaT
no mupupokcan-3-gpocar (PALP) uw mupupokcan. OCHOBHMAT oOTaenaul ce Metabonut e 4-
MUPHUAOKCHHOBA KMCEIIUHA,

BuramuH Bi; ocBoOOAEH OT XpaHaTa 10 BpeMe Ha XpaHOCMMWIATEHMS BPOLEC B CTOMAXa Ce CBbP3Ba C
Intrinsic Factor (IF). To3u rnukomporems c¢e ofpa3yBa OT napHeTAJHUTE KIETKH Ha CTOMAaXxa.
Butamuu Bi2-1F-KOMILIEKCBT € PE3UCTEHTEH KBM NPOTECOJIMTHYHH €H3UMH U NPpeMUHARa B JUCTAJIHHA
MIIEYM, KBACTO CE€ CBBP3BA UpPe3 CNCUMPHYHHA PECLCNHTOPH W MO TO3M HA4YHH C€ OCUrypABa pe3opbumara
Ha BUTaMHHa. ButamuH B2 ce TpaHchepupa npe3 nuraBHLaTa B KaNWIgpHATa LIHPKYJAalLUA, KBAETO CE
CBBP3Ba C TPAHCHOPTHPALIMA FO NMPOTEUH TpaHckobanaMuH. Tosu komruieke 6Bp30 ce abcopOupa ot
YyepHHA Apob, KOCTHHA MO3BK H APYrH nMpoivdeprpaluy KeTku.

[Ipn nauuenty c¢ nunceait Intrinstc Factor, crpagamn or manaGcopOuua wid cbe 3abonaBaHus,
PECNCKTHBHO HM3MCHCHUS Ha Yeppara, Clie] racTpeKTOMHA, WJIH B cCJiydan Ha o0pasyBaHe Ha
aBTOMMYHHHW aHTUTENa, abcopOLmaTa ¢ HapyweHa. HopManHo ot xpaHara ce abcopOupar camo 1,5-3,5
MHKpOrpaMa BUTaMHH Bia.

Butamun B> ce oTaens MMpE3 AXITbYKATa H € BKJIIOYEH B €HTEpOXCNaTanHaTa LIMPKYIalun. Buramun
B, MPOHHUKBA NpE3 ITACHTATA.

buoHanu4yHOCT

B cpasuuTenno npoyusane Ha Bitsch (1990) supxy 10 uscneagaHy nHLa 0T MBXKKH NOJ NOTBBP)KIABA
3HAUYMUTENIHA [O0-BHCOKa OHMOHanU4HOCT Ha OeHPOTHAMHH B CPaBHEHHE C BOJHOPa3TBOPHMHA
THAMUHOB MOHOHMTpAT. Pesopbumsra Ha GendoTHaMMH € NMpoONOpLMOHANHA HA [03aTa, Thil KaTo
cybcraHumsTa, Ha 6azara Ha HEHHAaTa MacTHOpPA3TBOPUMOCT (32 Pa3fIMKa OT THAMHH), HMa KHHETHKA
Ha pesopbuus Oe3 daza Ha Hacuuiade. OT Apyra cTpaHa, ciie]] NEPOPAICH NPUEM Ha BOJOPa3TBOPHUM
BUTaMHUH B Morat na ce pezopbupar Makcumym camo 10 mg. OcBeH ToBa 6eHPOTHAMHH Ce 3aTbPXKA
NO-ABJIrO B THKAHHUTE.

BendornaMuH 4BHO TMpeBB3XOXKAA JPYIH MACTHOPAa3TBOPMMH THAMMHOBH JepHBaTH. Eamo
cpaBHMTENHO npoyuyBaHe Ha Bitsch (1992) ¢ Cross-over-merognka nokasza, ye AUC-crofiHocTHTE
(rurowrra noj KpYBAaTa KOHUEHTPAaUMA-BpEME) B [U1a3Marta cliell mpHeM Ha OeHoTHaMHMH HABHUIIABAT
YETHPUKPATHO CHOTBETHHUTE CTOMHOCTH 3a QypcynTHaMHH. MakcuMmanHata KOHUEHTpPALHA (C max) B
[U1a3Ma cnej npuemM Ha OeH(pOTHaAMHH € NOBeYE OT JABa [IbTH N0-BUCOKA B CPABHEHHE CBC CTOMHOCTHUTE
3a (PYypCYJTHAMMH,

[lonxopsamu 3a onpeaensHe craryca Ha BHTaMuH B; ca u3MepBanuaTa Ha THamuHaMdocdar-
3aBHCHMATa €H3MMHA AKTHBHOCT B €PUTPOLMTHTE, KaTO HANPUMEP Ta3H Ha TpaHckeTonasata (ETK) u
CTEMICHTa Ha HelHaTta cnocoOHOCT 3a peaxTuBHpaHe (koePuUMEHT Ha akTHBUpaHe Ha o-ETK).

KoHuentpauuute 3a ETK B nna3ma ca Ha crotHocTH MexkRy 2 1 4 ng/100 ml.

Cepymuute crofiHocTH 3a PALP BB3nu3aT npu BB3pacTHHUTE cpeaHo Ha 1,2 ug/100 ml
KoHueHTpaunaTa Ha BUTaMUH Bs B KPBBTa Bb3JIH3a cpeZiHo Ha 6 umol/100 ml.

XHINEepBHTAMHHO3Y WIH CTPAHUYHH ACHCTBHA He ca HabnIoAaBaHH AOPH cieh NPHEM Ha AHEBHH 103M
Haj | g B OpOAB/KEHHME HA CEAMMUM H MECELLH.

[InasMenuTe xOHUEHTpaLMH HAa BUTAaMKH B2 BbIM3aT HOpMaaHo Ha 200-900 pg/ml, npy HepocTHr -
Ha 200 pg/ml. Qupxkynupammsar suramuH B,; otropaps sa 0,1% ot 06110T0 KONHYECTBO BUTAMHHH.
JAHeBHaTa norpedHOCT OT BUTaMuH Bz Bb3nu3a Ha okono 1 Mukporpam. Heuupkyaupamuar B
OpraHM3Ma BHTaMHH By ce HaTpynBsa ocHOBHO B uepHuUAT apob. Ilpu enun ,, body-pool ” or 3-5 mg
CBABPXALWIOTO CE B YEpHHSA Apod KomuuecTso npeactasnasa 50-90% ot obioro.
Pezopbuuara Ha BuraMuH Bi2 ce MOTHCKAa OT KOJIXHLMH, €TAHOA H HEOMMLH
MAPEHTEPATHO NPUIOKEHNE). AHTHAHADETHUTE CPEACTRA 34 NEPOPAITHO NPHIIOKE 7 r'Ba
THN, Napa-aMHHOCRJIMIIMIOBATA KHCEIMHA, a CbINO TaKa XJIOpaM(pEHHKO 1?' ){ &Wﬂﬂ \
uHTepdepHpart ¢ pezopbunsTa Ha BHTaMKH B):. l e

[InasMeHnIT Ny >KMBOT Ha LMaHOKobanaMuH B nnha3smara € 123 yaca., R
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5.3 IlpeaxnuHH4HH A3HAH 32 Ge3onacnocT

Hannynara nuteparypa ¥ 10-rogviiHUTEe TEpaneBTHYHHA H3NUTBAHUA HE NOKA3BaT HUKAKBM LAHHH 3a
NpoiBa Ha MYTArcHHH, KQHUCPOreHHH WIH TOKCHYHM 3a pEnpoOAyKUHMATa CBOHCTBA OT CTpaHa Ha
GeHdoTHaMHUH K BUTAMHH B,

6. OAPMAIIEBTUYHHA TAHHHA
6.1 ChnHcbK HA NOMOUIBHTE BeIIEeCTBA

TBBpAU MA3HHHH,

COEB NICLIUTHH,

85 %-eH rnnuepon,

6e3BoaeH KanuueB xuaporendocdar,

€TWIBEZHUIHH,

tuTaHoB aHokcHa (E 171),

YepBEH XeJe3eH oKeua (E172),

XKEaTHH,

xaproHn 83 (MauutTon E 421, copburton E 420, xMaporeHUpaHO XHZPOIUIUPAHO HHILECTE),
PAIlHYHO MAcCIo.,

6.2 HecnBMecTAMOCTH

B noseuero cayuan 6eHPOTHAMMHBT HE NOKa3Ba XapaKTePHUTE 32 THAMHH HECHBMECTHMOCTH. CaMo B
KOMOHHauMa ¢ aMMHOQWIWH, ¢ BHTaMHMH C M MpH BHCOKH TEMINEPATYpPH, KAKTO H MNPH BHCOKA
BNaKHOCT Ha Bb3AyXa, H B KOMOMHauua ¢ BMTaMMH B> ce nogyudxa LUBETOBH NPOMEHU Ha
CyDCTaHLIMATA.

BuramMuH B); € HeCEBMECTHM ¢ OKCHUAHpAINM U peaylHpalld cyOCTaHLHH, B ChC COJIMTE HA TEXKKHTE
MeTanu. B pasteBopy, chbALpXKAalld THAMHH, BUTaMKH B2, kakTo Apyru ¢axropu Ha B-komriuiekca ce
paspyliaBat Obp30 OT pa3najHUTe NPOAYKTH HA THAMHH (KENe3HH HOHH B HUCKH KOHLIEHTpallMK OHxa
MOIJIH Aa npeaoTBpataT ToBa). PubodnaBuHbT 0cobeHo NpH eAHOBPEMEHHO CBETAKMHHO Bb3aeHcTBYME,
CbINO OKa3zBa paspymiuTencH e(eKT,; HHUKOTHHAMMALT  YCcKOpABa (oToiu3aTa, JOKATO
AHTHOKCHJAHTHTE 8 MOTHCKAT.

6.3 Cpox Ha roauoct
18 Meceua

6.4 ChneunaaHn YCAOBRASA HA ChLXPaHEHHE

Ha ce crxpanasa noa 25°C!
Ha ce cuxpaHsBa B OpUrMHanHaTa ONakoBKa, 3a 1a ce NpPeAnasd OT CBeT/IMHA!

6.5 Bnan chrabpXkaHKe HA ONAKOBKATA

PVC/PVDC/anymuHneBu ONUCTEPHH NEHTH ONIAKOBAHH B KAPTOHEHA KYTHA.
OpuryHaniy onakoBkH cuAbpKkauu o 20, 50, 60 n 100 mexku kancynu.

ERRTITE I
He BcHuxk# BHAOBE ONAKOBKM MOraT Aa ObJaT MmycHaTH B npogaxoa, 4 S e &,
AS" ..
If ':':,' }*Il#‘ﬂﬁ . .1_}
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7. IPHTEXATEJI HA PAJPEHIEHHETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG
Flugfeld-Allee 24

71034 Boéblingen

['epmaHus

Ten. 0049-7031-6204-0

Maxc: 0049-7031-6204-31

E-Mail: info@woerwagpharma.com

8. HOMEP(A) HA PASPELLIEHHETO 3A YIIOTPEDBA:

20010480

9. AATA HA IIBbPBO PA3ZPEHIABAHENMIOAHOBABAHE HA PAZPEHIEHHUETO 3A
YIIOTPEBA

Jlara na mbpBo paspeluaBase: 26 anpun 1994 r.
Jlara Ha nocneaHo nogHoBsBaHe: 31 mapt 2011 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

07/2026




