IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

HJIAKOBAIJI

(DIACOBAL®)

CKnao:
ditoua pevosuHa: metunkoOanamin (methylcobalamin);
1 TabneTka MicTuTh MeTunkobanaminy 500 MKrT;

00ONOMINCHI pevosuHuU: IIeTI0NI03a MIKPOKPHUCTaTiYHa, KPOXMaJlb MPexKeNaTHHI30BaHuH, IIOBITOH
K 30, KpeMHiio giokcup KonoigHu 0e3BOIHUM, TalnbK, KUCIIOTa CTeapUHOBA, ETUIILIEITIOI03a,
tutany giokcup (E 171), nonietunenrnikosns 400, mokputTts Opadry 03F565012 KopuyHeBUid:
rimpomenosa, tutany miokcup (E 171), 3ami3a okcup yepBoHuii (E 172), momieTUIEHTTIKOE,
TaJbK.

JIikapcbka ¢opma. TabmeTKu, BKPUTI IIJTiIBKOBOIO 000JIOHKOIO.

OCHOBHI @i3uko-ximiuHi 81acmugocmi: KpyTJli IBOOMYKITi TAOIETKH, BKPHUTI MITiIBKOBOI 000JIOHKOIO
KOPUYHEBOI'0 KOJIbOPY.

PapMakoTepaneBTHYHa I'pyIa.

[Tpenaparu BiTaminy B, (1lianHokoOanamin Ta #oro ananoru). Kog ATX BO3B A05.

dPapmakono2iuHi e1acmueocmi.
dapmakoduHamika.

MetunkoGanaMid - 1le OJHa 3 aKTUBHUX GopM BiTamiHy B,,. Bitamin B,, HeoOxigHu# s
CHHTE3y siilepHoro 0iNiKa i Mi€efiHy, penpoAyKIlil KIiTHH, HOPMaIbHOTO POCTY i HOPMaIbHOTO
eputpornoe3y. [TopiBHgHO 3 iHmUMU PpopMaMu BiTaMiny B,,, MeTunkoOanaMiH Ha
CyOKITITHHHOMY PiBHI Kpallle TPAHCIIOPTYEThCS 10 OpraHell HEMPOHIB Ta CTUMYJIIOE CUHTE3
OinkiB i HyKneiHoBUX KucnoT. CamMe 3aBASKH TakKill BIACTUBOCTI BiH € OinbIlll e(peKTUBHUM IIPU
JIiKyBaHHI 3aXBOPIOBaHb HEPBOBOI CUCTEMH.

MeTunkobanaMil Biflirpa€ BaXKIHBY POJIb y IPOIlecax TPaHCMETHUIIOBAHHSA SK KOPEPMEHT
METIOHIHCUHTETa3u - GepMeHTY, 1110 Oepe y4acThb y IEPETBOPEHHI TOMOIIMCTEIHY Ha METiOHIH



y peakuisx MetunoBanHs 0inkiB Ta [JJHK. Bigomo, 1m0 meTunkoOanamMid HopMaidye
aKCOHa/IbHUY TPAHCIOPT 0iTKOBUX KOMIIIEKCIB Ta CIIpUsiE pereHepaliil akCcoHiB. Takoxk
MeTunkKobanaMii crpuse MieiHizallil HelpoHiB 3aBASKYU CTUMYIISIIl cuHTe3y docdormimimin
(30KpeMa JEeLUTHHY - TOJIOBHOTO JIMiIHOTO0 KOMIIOHEHTa Mi€liHOBO1I 000JIOHKM HEPBOBUX
3akiHuens). Kpim Toro, MmetunkobanaMid BiIHOBIIIOE YIIOBiIbHEHY CUHANITUYHY Ilepefaydy i
3HUXKYE BMICT HEUPOTPAHCMITEDIB O HOPMAJIBHOTO PiBHA.

3aCTOCyBaHHS TEPANeBTUYHUX 003 METUIIKOOAIaMiHy CIIPUSE NEeTOKCUKAIIMHUM IIpollecaM y
HEPBOBil CHCTeMi 3aBIIKU 3POCTAHHIO BMICTY TeTparifpodomnaTy. Takoxk MeTunkobanaMid €
KOEH3MMOM Yy Peaxllil IepeTBOPEHHS TOMOIIUCTEIHY B S-aIeHO3UIMETIOHIH, IKUH €
yHiBepCaJIbHUM OOHOPOM METHUJIbHUX TPYII, 110 IPU3BOAUTD A0 aKTHBi3allil peakIii
TPaHCMETUIIOBaHHS.

dapmMaxkoKiHemuxka.

[Tpu ogHOpa30BOMY IepOpaIbHOMY IIpUMOMI IIpellapaTy HaTille B pa30BuX fo3ax 120 MKr i
1500 MKT y 300pOBHUX [OPOCIUX OOPOBOJIBIIIB YOJIOBiYO1 CTATi MiKOBa KOHIIEHTpAIlis
3arajabHOTO BiTaMiHy B,,y mta3Mi KpoBi HocCSTaeThCS yepe3 3 TOOUHY A1t 000X 103, MaHUM
ITOKa3HUK € Jo303anexHuM. Big 40 % go 90 % CyKymHOI KiTbKOCTIi 3arajabHOTO0 B,,,
BUBEMIEHOTO 3i ceyelo 3a 24 TOJUHYU IicIs mpuioMy, 6y0 BUBEIEHO IIPOTATOM IIEePIIUX

8 roguH. HeMae migTBepaKeHHS O OmHOPa30Boi 1o3u 1500 MKT.

[Ipu nmoganeiioMy 6araTopa3oBOMY IlepopanbHOMY mpuioMi B mo3i 1500 MKT Ha go0y
IpOTATOoM 12 MOCTifOBHUX TUXKHIB Y 3OPOBUX OPOCINX NOOPOBOJIBIIIB YOJIOBiYOI CTATi
BM3HAYaIMCS MiKOBi KOHIIEHTPallil 3arajabHOTr0 BiTaMiHy B,, y cupoBaTIli KpoBi ax fo0 4
TUKHS ITiCJIs 0CTaHHbOTO NpuiioMy. KoHIIeHTpallisl B CUPOBATIIl KPOBi 3pOCTA€ IPOTATOM
nepmux 4 TUXKHIB [MIiC/g T0YaTKy IPUUOMY, JOCATHYBILIN PiBHS, 1[0 II€PEBUIIYE BUXITHE
3HAQYeHHs MPUONMU3HO y 2 pa3u. ITicis MbOro CIoCTepiraeThCs MOCTYIIOBe 30iNbIIIEHHS, SIKe
mocsrae MakcumyMmy B 2,8 pa3sa GibIlle BUXiZHOTO 3HaYEHHS Ha 12-My THXKHI puiioMy
npenapaTy. KoHIleHTpallis B CHPOBATIi KPOBI 3HUKYETHCA IiC/I OCTAHHLOI0 IIpuitomy (12
THAXKHIB), ajie BCe IIle IIePEeBUINYE BUXiTHE 3HaUeHHA B 1,8 pa3a yepes 4 TUXKHI MiCHs
OCTaHHBOT'0 IIPUKAOMY IIpernapary.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

[TepudepryHa HeXpomaTis.

IIpomunoka3aHHus.
Bimoma rimepuyTnuBicTh fo MeTunIK0OanaMiHy a0o [o iHIIMX KOMIIOHEHTIB IIpemapary.
EputpeMisi, epuTpPOIIATO3.

HoBoyTBopeHHSI, KpiM BUITQIKiB, III0 CYIIPOBOMXKYIOTHCS MeTano0/IaCTHOIO aHeMielo Ta gedinurom



BiTaminy B12.
['ocTpi TpoMboeMObomiuHi 3aXBOPIOBAHHS.

CTeHOKap[is HAampyKeHHS BUCOKOTO (DyHKITIOHATIBHOTO K1acy.

B3aemodis 3 iHwumMu nikapcobkumu 3acodamu ma iHwi eudu e3aemodiii.

OpmHOYaCHe 3aCTOCyBaHHS 3 (POTiEBOIO KUCIIOTOIO MTOKPAIIy€ BCMOKTYBAHHS Ta 3aCBOEHHS
MeTHunKoOanaMiny.

He cnig npu3HayaTé OOHOYACHO 1HIII IIpenapaTHy, sSKi MiCTATh BiTaMiH By,.

XnopaMmdeHikon 3HUKYE IeMOIIOeTUYHY BiiTIOBIIb PETUKYJIOLXTIB Ha IIpemnapar. AKIIo
YHUKHYTH TI0f1i0HO1 KOMOiHaIlil He MOXKHa, He0OXiTHO peTeIbHO KOHTPOJIIOBAaTH MOKa3HUKHU
KPOBI.

JlikapceKi 3aco0u, SKi MOXKYTh 3HUKYBaTU BCMOKTYBaHHS BiTaMiHy B,,: amiHOCaJIiI[I0Ba KUCIOTA,
aHTUOIOTHKY, KOJXilWH, Xonectupamid, H,-6710KaTopH ricTaMiHOBUX pelenTopiB, MeThOPMiH,
HEOMIllMH, 3aKUC a30Ty, GpeHiToiH, penobapbitan, mpUMinoH, iHTi6GiTOPKM TPOTOHHOI IIOMITH,
3UOBYIUH.

[Ipy ogHOYACHOMY 3aCTOCYBaHHI 3 TiaMiHOM HiABUIIYETHCS PU3UK PO3BUTKY aJIePridyHUX peakili,
CIIPUYUHEHUX TiaMiHOM.

[TepopanbHi KOHTPALENITUBY 3HUXKYIOTh KOHLIEHTPAIIi0 BiTaMiHy B,, y KpoBi.

Ocob 1ueocmi 3acmocyeaHHsi.

[Tpemapart [iako0Oan ciig 3 00epekHiICTI0O 3aCTOCOBYBATH IalliEHTaM i3 IIPOsiBAMHU aJleprii,
3aXBOPIOBAHHSIMMU MEYiHKYA B aHaMHe3i.

TpuBane 3acToCyBaHHS BUCOKHX 003 IIperapaTy He peKOMEHAYEThCS MallieHTaM, IpodeciiiHa
OisSUIPHICTD AKUX II0B'3aHa i3 PTYTTIO YU CIIOJIYKaMy, sKi MiCTATh PTYTh.

He pexomMeHOyeThCS 3aCTOCOBYBATH BiTaMiH B,, 13 IIpenapaTamu, Kl MigBUILYIOTh 3rOPTaHHSI
KpoBi. YV mepiopn niKyBaHHS IIpernapaToM HeoOXiTHO KOHTPOJIIOBATH ITOKa3HUKH
nepudepudHol KpoBi. CTOCOBHO IAIli€HTIB 31 CXUJIBHICTIO 10 TPOMOOYTBOPEHHS Ta XBOPUX Ha
CTEeHOKaPMilo y IpoIleci NMiKyBaHHS HEOOXiMHO JOTPUMYyBaTUCh 00ePEeKHOCTI Ta
KOHTPOJIOBATU 3rOPTaHHS KPOBI.

[Ipu TeHMEHIIii PO3BUTKY JIEUKO- Ta €PUTPOIIUTO3Y NO3Y IIpernapaTy HeoOXimHO 3MEHIITUTH
a00 TUMYACOBO MPUIYIIUHUTH JTIKyBaHHS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00ro.



Hemae manux mopo 6e3meKy 3aCTOCYBaHHS IIpenaparty y Iepiox BariTHOCTI abo rogyBaHHS I'PYOOIO.

30amuicmb enausamu Ha weudkKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHiamamu.

Hemae gaHuX 111010 HETaTUBHOI'O BIIJTUBY IIPEIIapPATy Ha IIBUTKICTh IICUXOMOTOPHHUX peaKU;ifI.

Cnoci6 3acmocyeaHHs1 ma do3u.
[TpemapaT mpu3Ha4YeHU I IePOPaIbHOT0 3aCTOCYBaHHS ¥ HOPOCIIHX.
PexomeHgoBaHa fo60Ba go3a cTaHOBUTH 1500 MKT (3 TabneTku), IKy PO3TiNAI0Th Ha TPU IPUNOMH.

TpuBamicTs Kypcy JiKyBaHHS 3a7€KUTh Bifl XapakTepy Ta mepebiry 3aXxBOpioBaHHS i BU3HAYAETHCS
inpuBinyansHO. [Ipu BimcyTHOCTI KitiHigyHOTO eeKTy micnsg 6e3mepepBHOTO0 IpUioMy IIpenaparTy
IpoTAroM 1 Micsus IpuUiioM IpenapaTy Ciif IPUIAHUTH.

Himu.

3acTocyBaHHA IIpenapaTy IPOTUIIOKa3aHO AiTAM (BiKoM o 18 pokis).

Ilepedo3yeaHHs.
Cumnmomu: HynoTa, OII0BaHHS, 3allaMOpPOYeHHs, 30yAKeHHs, TaXikapmis.

JlikyeaHHs: CAMIITOMATUYHa Ta MigTPUMYyloda Teparris.

ITo6iuni peakuii.
3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy: aHOPEKCis, HymoTa, O/MoBaHHS, Hiapes.

3 60Ky ueHmpasavbHoi Hepeosoi cucmemMu: TPUBOXKHICTh, TOJIOBHUM 0ib, 3aIIaMOPOYEHHS,
MirpeHb, TSKKi TPHBOXKHI po3naau, 30yaxKeHHs, 6€3COHHS.

3 60Ky cepueso-cyOuHHOI cucmemu: BifayTTs cepiebUTTs, Taxikapmis, Oinb y ginsHIl cepus.

3 60Ky iMyHHOI cucmeMu: peakiiii TimepYyTIUBOCTI, BKII0YAIOUN KPOIIUB THKY,
aHa(iTakTUYHUM 10K, aHa(diTaKTOIgHI peakifil.

3 6oky kicmkogo-M'a3080i cucmemu: 6inb y M'g3ax, 0inb y cyrimobax.

3 6oky wkKipu: TimepeMisi, cBepOixkK, BUCUIIAHHS, aKHe.



3 6oky cucmemu Kposi ma aimgpamuyuHoi cucmemu: TpoM003, TiepKoarymsiis.

3azanvHi po3sadu: MiABUIEHA MiTIUBICTh, 3arajbHa Ca0KiCTh, TapsydKa.

[ToBigomMneHHs PO MOOiYHI peakirii

[ToBimoMIeHHS IIPO Mif0o3pIoBaHi MOOIYHI peakilil micnsa peecTpallii TiKapChKOro 3acoby €
BaXKJIMBOIO IIPOLeayporo. Lle mae 3Mory npofoBXKyBaT KOHTPOJIIOBATH CIIiBBIIHOIIEHHS
KOPUCTh/PU3UK MIPU 3aCTOCYBAHHI IILOTO JIIKAPCHKOI'0 3ac00y. MenuyuHi MMpaIliBHUKK MTOBUHHI
TIOBIMOMIISITH TIPO BCi Mifmo3pioBaHi MoOiYHi peakilil Yepe3 HalliOHAIbHY CUCTEMY 3BiTHOCTI Ta
3asIBHUKY 4yepe3 popMy 3BOPOTHOTO 3B’I3KYy Ha BebcawTi: https://kusum.ua/pharmacovigilance/.

Tepmin npudamuocmi.

2 POKHU.

YMmoBH 30epiranHs.
30epiratu npu TeMiepartypi He Buie 25 °C.

36epiratu y HEJOCTYIIHOMY IJIST OiTe# MicIi.

YnakoBka.

[To 10 TabneTtoxk y 6iicTepi; mo 3 abo mo 10 6ricTepiB Yy KAPTOHHIN yIIaKOBIIi.

KaTteropisa Bigmycky.

3a penenToM.

BupoOHHK.

TOB «KYCYM OAPM».

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca Micis MpoBaIXKeHHs MO0 Tis/IbHOCTI.

40020, Ykpaina, Cymcrka obnacts, M. Cymu, Byn. Ckpsibina, 54.


https://kusum.ua/pharmacovigilance/

abo

BupoOHHK.

TOB «['JIEODOAPM JITI».

Micue3HaxomKeHHsI BUPOOHHKA Ta aJjpeca Miclsi IpPoBaJXKeHHsI HOr'0 Jisi/IbHOCTI.

40020, YkpaiHa, Cymcbka o61acTh, M. Cymu, By, laBumoBChKOro ['puropis, 54.



