IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

B 12 AakepMmaH

Cknao:
ditoua pevosuHa: 1ianokoOanaMin (cyanocobalamin);
1 tabnetka mMicTuTh 1iaHoko6anaminy 1 mr (1000 MKr);

0onoMidCcHI pe4o8UHU: TaKTO3H, MOHOTriApaT, noBigoH K 30, KucnoTa cTeapuHOBa, HATPIO
KpocKapMeso3a, rymiapalik, Kasbllito KapOOHaT, IOJTieTUIIEHT TiKOIII0 (MaKpOToIy)
rIinepunIMoHocTeapar, Mmakporosn 6000, caxapo3a, TanbK, TUTAHY AiOKCHU[, KaOJliH, HAaTPiio
nmaypuicynabdat, akBanosmim [1 6iuii, BiICK MOHTaHOBHUI TJIiKOJIEBUH.

JIikapcbka ¢opma. TabreTku, BKpUTiI 060I0HKOIO.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: KpyTJli, ABOONYKJIi TableTKu Bif 6isoro [0 3711erka PoKeBOT0
KOJILODY.

(I)apMaKOTepalIeBTI/I'-IHa rpyua.

AntnaneMiuni 3aco0u. 1lianoko6amamin. Kom ATX B0O3B A01.

®Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Bitamin B,, HeoOXxigHU [J1s TepeTBOPEHHS IIPOIiOHOBOI KMCJIOTH B IHTapHY KuCa0Ty. Kpim Toro, §K i
dornieBa KuCn0Ta, Bitamin B;, 6epe y4acTh B yTBOPEHHi JT1a0iTbHIUX METHILHUX T'PYI, SIKi TepPefaloThCs
[0 IHIUX aKLEIITOPIB MEeTUJy 3a AOIIOMOTI00 IIPOLeCiB TPAHCMETUIIOBaHHA. BiTaMiH B,, TakoX
BIIJINBA€E Ha CUHTE3 HYKJIEIHOBUX KHCJIOT, 30KpeMa IIif] Yac reMoIoe3y Ta iHIIuX MPOoIeCiB 4O3piBaHHS
KIiTuH. Bitamin B,, (niaHokoGanaMiH) HeoOXigHUYM OJIS MPOIIECiB KIITUHHOTO MeTabomi3my. Bin
BIIJIBA€E Ha (PYHKI10 KDOBOTBOPEHHS.

B opraHi3Mi (mepeBaxkHO y NEYiHIli) TePETBOPIOETLCI ¥ KoPepMeHTHY (HOpMY - afieHOo3WIK0oOataMiH,
abo kobamMaMif, IKUM € aKTUBHOIO GpopMoi0 BiTaMiHy B,,. KoOamMaMin BXOOUTh 0O CKIany YHUCIIEHHUX
(GhepMeHTIB, 30KpeMa [0 CKJlafly pefyKTa3H, 110 BifHOBIIOE (POJIiEBY KUCIIOTY Y TeTParigpodoriiesy.

OsHak¥u pmedinuTy BitaMiny B,,. [Toripirensst abo BifCyTHiICTh BCMOKTYBaHHS BiTaMiHy B,, 3pemiToio
NIPU3BENYTh OO KIIHIYHUX CUMIITOMIB, SKIIO I1JTa3MOBI PiBHI onycKawThca HuXKYe 200 mr/mii.
Hacnigkamu € Merano6i1acTHa aHeMist i HeBpoJoriunui nediuT B mepudepruyHiii i IeHTpaIbHik



HEepBOBil cucTeMi. PaHHI 03HaKU geinuTy MOXKYTh BKJIIOYaTH BTOMY i OJIiIiCTh, IIOKOJIIOBaHHS B
pyKax i Horax, HeCTilKY X0fy 1 3HUKEeHHS (Pi3uYHOI CUIIH.

CumMiTomu, CIpu4YrHeHi gediuToM BiTaMiHy B,,, MOXyTb OyTH yCYHEH] TiIbKU IPUAOMOM BiTaMiHy
Blz.

dapmMaKkoKiHemuxka.

Bitamiu B,, abcopOyeThCSI IBOMA PI3HUMU MUIAXaMU. AKTUBHE a0COpOyBaHHS B TOHKIN KUIIIT 3a

12
y4acCTIO BHYTPIiMIHBOTO (hakTOpa. TpaHCIOPTYBAaHHS BiTaMiHy B,, B TKQaHUHU BK/II0YA€ MPUKPITITIEHHS
o TpaHckobanaMiHy.

HesanexHo Bif BHYTPILIHbOI0 YNHHUKA, BiTaMiH B,, TAaKOX MOXKe NIOTPAIUIATHA B KPOBOTIK 3a
IOTIOMOT'010 TTAaCUBHOI AU(y3il Yepe3 MITYHKOBO-KUIITKOBUM TPAKT a0 cu30Bi 000710HKHU. [IpubIu3HO
1-3 % BCMOKTY€ETHCS Yy KPOB IIpU IepOPaIbHOMY IIPUMOMI 3aJIeKHO Bif f03U. TaKUM YMHOM, y pasi
IPUIOMY BHCOKHUX IepopanbHux 703 (~ 1000 Mkr/no0y) BCMOKTyBaHHS 3abe3MedyeThCs HaBIiTh Y
MAI€HTIB 3 BiICYTHICTIO BHYTPILIHLOTO (PaKTOpa.

o 90 % 3amaciB BiTaminy B,, B oprauiami 3HaxogaThCs B IeUiHIIi, e BiTaMiH 36epiraeTbcs y BUTTISAMI
aKTUBHOTO KOhepMeHTY 3i mBUaKicTi0 BTpaTH Big 0,5 mo 0,8 MKr Ha moby. Y 3M0poBUX JOPOCIINX
JIOJled 3araJbHUM BMICT BiTaMiHy B,, B OpraHiami cTaHOBUTS Bif 3 [0 5 Mr. 3a3BUYail AJIs IOSBU
KJTIHIYHUX O03HaK AedinuTy Bitraminy B,, moTpi6bHO 3-5 pOKiB.

Bitamin B,, BUBOIUTHLCS T'OJIOBHUM YMHOM Hepe3 XKOBUHHUM Mixyp i ;o 1 MKT peabcopOyeThCS uepes
eHTeporenaTHYHYy IUPKYIALi0. AKio obcar 36epiraHHs B opraHiaMi epeBUllleHO Yepe3 BUCOKi
1034, 30KpeMa IIiCJI IapeHTepaibHOTO BBEIEHHS, YaCTUHA BUBOJUTLCA 3 CeYelo.

KitiHiyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

HedimnuTi Bitaminy B,,, AKuil MOKe IPOSIBIIITUCS IOPYIIEHHAM [I03PiBaHHS ePUTPOIUTIB
(remomoeTHYHi PO3JIafy, TakKi K rimepxXpoMHa MaKpOIMTapHa Merajao01acTHa aHeMis, epHiIio3Ha
aHeMis Ta iHIIi MakpoIUTapHi aHeMil) Ta/ab0 HEBPOIOTiYHUMU PO3/IaJaMu, TAKUMH SK
GYHIKYISIpHUAN Mienio3 (3aXBOPIOBaHHS CIIMHHOTO MO3KY).

HediuuT BiTaminy B,,, KU MOXXe BUHUKHYTHU BHACJIiJOK:

e IOBTOTPUBAJIOl HECTAYi MOXKHUBHUX PEYOBUH (HAIPUKIAJ CYPOBOI BereTapiaHChKOI [Ii€TH);

e TIOPYIIEeHHS BCMOKTYBaHHS i (ManbabcopOiiiss yepe3 HeOOCTaTHE YTBOPEHHST BHYTPIIITHBOT'O
dakTopa), 3aXBOPIOBAHHS KIy0OBOI KMIIKY (HAIPUKIIAM Iefiakii);

* CIIAIKOBOI'0 IIOPYIIEHHS TPaHCIOPTyBaHHS BiTaMiHy B,,.

IIpomunoka3aHHsA.

linep4yyTnuBiCTh O KOMIIOHEHTIB TiKapchkoro 3aco0y. EpurpeMii, eputponurtos. HoBoyTBOpeHHH, 3a
BUHSITKOM BUIIQ[IKiB, 1110 CYIIPOBOOKYIOTHCSI MErano01acTUYHOIO aHeEMIi€I0 Ta medinuToM BiTaminy B,.



T'octpi TpoMGoeMOommiuHi 3axBopioBanHsg. CTeHOKaAP/is, HaPyKEeHHS BUCOKOTO (YHKIIIOHATIBHOT'0
KJIacy.

[TigBuIeHa YyTIUBICTL HA TIOTIOHOBY aMOtionito abo peTpobynpbapHUil HEBPUT NIPU NMEPHIIi03HIN
aHeMil abo Ha Oyab-sIKUY iHIKME CTaH, IKUY BUMara€ OeTOKCHUKAIIil ITiaHimy.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

AMIHOTTIKO3UOY, CaliluaaTy, MPOTUENIeNITUYHI IpenapaTy, KONXilKWH, IpernapaTy Kajlilo 3HUXKYIOTh
abcopOirito mpemapary, BIJIMBAIOTh HA MOT0 KiHETHKY.

[Ipu ogHOYACHOMY 3aCTOCYBaHHI 3 KaHAMIIIMHOM, HEOMILIMHOM, MTOJIiIMIKCHHAM¥, TeTPaLUKITiHaMH,
inribiTopaMu mpoTOHHOI oMM, 6;10KaTopamMu H,-ricTamMiHOBUX pelenTopiB BCMOKTYBAaHHS
iaHOKOOanaMiHy 3MEHIIYEThCS.

Oxcup a30Ty cupuyuHse QyHKIIOHAIbHUN AediuuT BiTaMiny B,.
MeTdopMiH MOKe 3HUKYBaTH PiBeHb BiTaMiHy B,, B KpOBi.
[TepopasnbHi KOHTPAlENTUBY 3HUKYIOTh KOHIIEHTPAIil0 liaHOKoOaaMiHy B KPOBi.

CrepoigHi miKapchKi IpemnapaTy, Taki SK MPegHi30/I0H, ITOCUIIOI0Th BCMOKTYBaHHS BiTaMiHy B, y
MTAIl€EHTIB 3 IIEPHIIII03HOI0 aHEMIETO.

dapmalleBTUYHO HECYMICHUY 3 aCKOPOiHOBOIO KHCIJIOTO0, COISIMM BazKKUX MeTasliB (iHaKTHUBaIlis
iaHokoOanaMiny), TiamiHy 6poMigom.

XmopaM@eHiKOI 3HUXKY€E TeMOIIOETUYHY BiITIOBiAb Ha IIpemnapar.

Oco6.1ueocmi 3acmocyeaHHsi.

[TarmienTaM i3 pigKiCHOIO CIIaKOBOIO HEIIEPEHOCHMICTIO rajlakTo3H, fedimurom nakTa3u abo
OPYLIEHHAM BCMOKTYBaHHS I'JIIOKO3U Ta rajlakKTO3HU He CJIif IpUAMaTHU Iey Ipenapar.

Mictuts 0,259 r nmakTo3u Ha TabneTKy. 3 00epeKHICTIO 3aCTOCOBYIOTh XBOPUM Ha IYKPOBUY HiaberT.

dAximo y Bac BcTaHOB/IEHA HETIEPEHOCUMICTD OesKUX LYKPiB, IPOKOHCYIbTYUTECS 3 JIIKapeM, Meplil
HiX npuiiMaTy e nikapchkuit 3aci6. Mictuts 0,059 r ykpo3u Ha TabneTKy. 3 06epexkHiCTIO
3aCTOCOBYIOTh XBOPHM Ha IIYKPOBHUI fiaber.

Lleit mikapcbku#t 3aci6 MicTuTh MpubaU3HO 2 MMOJIL (abo mpubnusHo 273,0 Mr)/TabneTKy HaTpiio.
Cnip 6yTr 06epeXHUM IIPU 3aCTOCYBaHHi IallieHTaM, SKi 3aCTOCOBYIOTh Ii€TY 3 KOHTPOJILOBAHUM
BMiCTOM HaTpio.

PiBens BiTaMiHy B,, a0 MeTHIMan0OHOBOI KMCJIOTH B IJIa3Mi KPOBi HEOOXiTHO PEryIsapHO
KOHTPOJTIOBATH, 1100 OIIHUTH BigmOBiAb Ha MiKyBaHHS. AKIro gedinut BitamMiny B;, BakKO
CKOpHUTYBaTH, HeOOXiIHO IepeBipUTH NOTPUMaHHSA TalliEHTOM Teparil Ta, 3a HeoOXigHOCTi,
CKOPHUTYBaTH [03Y IiiaHoKoOanmaMiny abo croci6 3acTocyBaHHS.

OckinbKy HaJIUIIOK KoOanaMiHy BUBOIUTHCS Yepe3 HUPKH, BiTaMiH B, MOXe IOTEHIIINHO



HaKOIIMYyBaTUCS, 0COOIMBO y MAIiEHTIB 3 TePMiHAIbHOI0 HUPKOBOIO HEOCTATHICTIO (1110 moTpedye
nianizy). [l1o6 migTpuMyBaTu HajleXkHYy KOHIEHTpalilo BiTaMiny B,, y cupoBaTii KpoBi, HeoO0XifHO
PEeryJsipHO IIepPeBipATHA KOHLIEHTPALlo BiTaMiHy B;, Ta KOpUTyBaTU peXkUM JIIKyBaHHS.

Cnip 6yTy 06epeXHUM TallieHTaM i3 cynmyTHIM gedinuToM ¢osieBol kucnotu. JedimuT dhomiesoi
KUCJIOTH MOXKe 1MOoCcIabuTy TeparneBTUYHY BifTIOBiAb Ha JIiKyBaHHS BiTaMinOoM B,,. V 1ux nauieHTiB
3aCTOCyBaHHS Iipenaparty B,, AHKepMaH IIOBUHHO CYyIIPOBOMXKYBATHUCS JiKyBaHHAM HedinuTy dhomieBoi
KUCJIOTH.

Y pazi nopyiieHs KpOBOTBOPEHHS Ta/ab0 HEBPOJIOTiYHUX PO3JIafliB JTiKyBaHHS HEOOXiTHO
KOHTPOJIOBaTU. Yepe3s ciM OHIB Micisd I0YaTKy JIIKyBaHHS PEKOMEHOYETHCS [IePeBIPUTY KiIbKICTh
PETUKYJIOIUTIB, TOKA3HUKY 3arajibHOr0 aHasi3y KpoBi (B ToMy uuci piBHi remornobiny [Hb] i
rematokputy [HK]), a Takox cepenHiit 06’eM eputporuTiB (MCV). V nmomanbiioMy KOHTPOJIb
IIPOBOIATH KOXKHI 4 TUXKHI IPOTATOM NEPIINX TPhOX MICALIB JIiKyBaHHS, a Hafai - KOXHi
IIBPOKY/IIOPIYHO.

[Tpu TIOTIOHOBHIM Ta alKOTOJIbHBIM aMOiomnil abo peTpobyns6apHOMYy HEBPHUTI IIPH MEePHIiLi03HiN
aHeMil abo Oymb-sIKWi iHIIWYM CTaH MAIiEHTIB, IKWM BUMarae JeTOKCHUKallil 1liaHifiB, a TaKOXK MpH
CXUJIBHOCTI 10 PO3BUTKY aTpPodii 30poBoro HepBa Jlebepa HEOOXiHHO 3aCTOCOBYBATH iHIII MOXimHi
kKobGanaminy.

[TanienTaMm 3 IeYiHKOBUMU HOpYIIeHHAMU. PapMaKOKIHETUYHUX JaHUX Ta KJIIHIYHOTrO JOCBiLy
3aCTOCYBaHHS MallieHTaM 3 IIe4YiHKOBOIO HEJOCTATHICTI0O HeMa€. be3neka Ta e)eKTUBHICTh
3aCTOCYBaHHS IallleHTaM 3 IeYiHKOBMMU [IOPYIIEHHIMU He BCTaHOBJIEHI.

Jlikapcekui 3acib He MiCTUTH TTIIOTEHY.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
3acToCyBaHHS y IIepiof BariTHOCTI He PEKOMEHYEThCS.

3acToCcyBaHHA y NIEpiof rOAyBaHHS IPYAI0 HE PeKOMeHAYyeThCA. BiTaMin B,, IpOHUKAE B IpyIHE
MOJIOKO.

B,, AHKepMaH He 3aCTOCOBYIOTh IIPOTSATOM BaTiTHOCTI [71s1 JIiKyBaHHS Merajo0/1acTHOI aHeMii, 110
BUK/IMKaHa medinuToM ¢onaTis.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu. HeMae HiIKUX 3aCTepeXeHs 00 IPU3HAUYEeHHS IIpelapaTy BOLiAM TPaHCIOPTHUX
3aco0iB Ta ocobaMm, SKi MPaloiTh 3 iHITUMU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

[lo3yBaHHA 3a/IeXKUTH Bifl CTaHy [alll€HTa.



IMamienTu 3 medinuroMm Bitaminy B,, |[[TouaTkoBa Tepamisi [MipTpumywua Tepanis
[lalieHTH 3 TeMaTONIOTiYHUMH Ta [TapeHTepanbHO 1-2 TabneTku Ha KOOy
MOOATKOBUMU TSIKKHUMU HEBPOJIOTiUHIMU

MOPYIIeHHSIMHI

[TalieHTH 3 OKPEMUMU TAKKUMU [apeHTepaIbHO 1-2 TabneTku Ha go0y
HEBPOJIOTiYHUMHU ITOPYIIEHHSIMHU

[TalicHTH 3 reMaToJIOTIYHUMHU Ta/abo 2 x 2 TabneTku Ha moOy |1-2 TabneTku Ha m0o0Oy
HEBPOJIOTIYHUMH MOPYIIEHHSIMHI

[TarieHTu 6e3 reMaTolIoTiuHUX Ta 2 x 1-2 TabneTku Ha 700y |1-2 TabneTku Ha m00y
HEBPOJIOTiYHUX MOPYIIEHb

[MamieHTH micns mocTracTpekToMii abo  |1-2 TabneTku Ha {06y 1-2 TabneTku Ha KOOy
iHIIIX Pe30poIrii

[TauieHTy, Ki HOTPUMYIOTHCS Oi€TU 1-2 TabneTKu Ha 0OOY 1-2 TabneTku Ha go0y
(HampuKiaf, BererapiaHCTBO)

KoBTaTu TabmeTKu MOTPIOHO I[iIMMU, HE PO3KOBYIOYH, 3aMIMBAIOYM JOCTATHBOIO KiNTbKICTIO BOMIHU;
0akaHO MpUUMATH 3PAHKY HATIIE.

[l71s1 malieHTiB 3 MePHIIi03HOI aHeMi€l JliKap IpU¥Mae pillleHHs CaMOCTIMHO 040 TPUBAJIOCTI Ta
cniocoby JiKyBaHHS.

TpuBamicTs KypCy JiKyBaHHS 3a7€KUTh Bifl XapakTepy Ta Iepebiry 3aXxBOpIOBaHHS i BU3HAYAETHCS
IHAUBINyaTBHO.

Limu. 3acTocyBaHHS IIpenapaTy IPOTUIIOKa3aHo AiTAM (BikoM 10 18 pokiB).

IIepedo3yeanHsi.
Cumnmomu: HyfoTa, O/1I0BaHHS, 3allaMOPOYEeHHS, 30yIKeHHs, TaXiKapmis.

JIiky8aHHA: CUMIITOMaTU4YHA Ta MiATPUMYyBaJibHa Tepallis.

ITobiuni peakuii.

[Tpu ominili HebaxkaHUX e(PEKTiB BCTAHOBMIOETLCS TaKa Kiacudikallis 4aCTOTH BUHUKHEHHS: IyKe
yacTo (= 1/10), wacto (= 1/100 mo <1/10), pigko (= 1/1000 mo <1/100), pigkicHi (= 1/10 000 mo
<1/1000), myxe pipkicai (<1/10 000), HEBiTOMO (HE MOXKHA OLIHUTH 3 AOCTYIIHUX OAHUX).

3 boky iMyHHOI cucmemu: He4aCTO: allepriyHi peakilii BKII0O4aloun MIKipHi TposBu Ta HaOpsK KBiHke;
aHadimakKTUYHUM 0K, aHadiTaKTOIgHI peakiril, TMXoMaHKa.

3 60Ky wkipu ma nidwKipHOi MKAHUHU: TilepeMisi, KPOIuB 'sTHKA, eK3aHTeMa, eK3aHTeMaTO3HUM
BHCHUII, CBePOiXK, IlepMaTUT; HEBiOMO: akHe, Oy/Tb03Hi BUCUIIAHHS; HAaOPSAKH.

3 60Ky Kposi: TinepKoarysiis.



3aeanvHi nopyweHHs: HymoTa, MiTIUBICTh, MOPYIIEHHS TyPUHOBOTO 00MiHY; HEBiHOMO: He3OyKaHHSI,
rapsdka.

[ToBimomeHHS mpo MOo6GiuHi peakilil micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
lle nae 3MOry IpOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI ILOTO
nmiKapchbKOro 3acoby. MeguyHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TaKOX IallieHTaMm abo ix
3aKOHHUM IIpe[CTaBHUKAM CJIi] TIOBiTOMJISITH TIPO YCi BUITAAKHU IiI03PI0OBaHUX IMOOIYHUX peakllii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpMalliliHy cucTeEMY 3
(dapMakoHarnsany 3a nocuinaHHaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKHU.

YmMmoBu 30epiranHs. 30epiraTy B OpuriHaibHill yIakoBIl pu TeMnepaTypi He Buine 25 °C.
36epiratu y HEgOCTYIIHOMY IJIST OiTeH MicCIIi.

YnakoBka. [To 25 Ta6n1eTok, BKpUTUX 0007I0HKOIO, ¥ 611icTepi; mo 2 6ricTepu y KapTOHHIM KOPOOIIi.

Kareropis Bigmycky. 3a peLenTom.

Bupo6uuk. Apte3an ®apma I'M6X i Ko. KI'/Artesan Pharma GmbH & Co. KG.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

29439, JTroxoB, Bengnaugmrpace 1, Himeuunna/29439, Luechow, Wendlandstrasse 1, Germany



