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IHCTPYKUIA
JUISI MEIUYHOT 0 3ACTOCYBAHHS JIKAPCHKOIo 3ac00y

JTTAKOBAJI
(DIACOBAL®)

Cknao:

ditoua peyosuna: Metunkodanamid (methylcobalamin);

1 Tabnerka micTuTh MeTuiIKoOanaminy 500 MKr;

OONOMIICHI pedosuHy. TICIIOJI03a MIKPOKPHUCTAIIYHA, KPOXMaJIh MPEKEIaTHHI30BAHHM, TTOBIOH
K 30, kpemHit0 TiOKCH KOJOIAHMI O€3BOJHUI, TalbK, KHCIOTa CTEAPUHOBA, ETUIIIIENION03a,
tutany miokcua (E 171), momierunenrmikons 400, mokpurts Opadry 03F565012 xopuuHeBwmii:
rinpomenosa, tutany giokcun (E 171), 3amiza okcua depBonuit (E 172), momieTHICHTITIKOb,
TaJIbK.

Jlikapcbka ¢opma. TabieTku, BKpUTI IIIIIBKOBOKO 000JIOHKOIO.
OcHosui  @isuxo-ximiuni eracmueocmi: KPYTJi JBOOMYKIL TaOJIETKH, BKPHUTI ILUTIBKOBOIO
000JIOHKOIO KOPHYHEBOTO KOJIBOPY.

®dapmakoTepaneBTUYHA Ipyna.
[Ipenaparu BiTaminy B2 (nianoko6anamin ta #oro ananoru). Kog ATX B0O3B A0S.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

MetunkobanaMin — 1ie OAHa 3 akTHUBHHX (opM Bitaminy Biz. Bitamin B2 HeoOXimHMH 1uis
CHUHTE3Y sJIEpHOro OiTKa 1 MI€JiHYy, PENpOaYKIii KIITHH, HOPMAJIBHOTO POCTY 1 HOPMAaJIbHOTO
eputponoesy. [TopiBHsHO 3 iHIMMHU popMaMu BiTaMmiHy B2, MeTHiIK0OaaMiH Ha CyOKITITHHHOMY
PIBHI Kpalle TpaHCIIOPTYETHCS IO OpraHes HEHPOHIB Ta CTUMYIIIOE CHHTE3 OUIKIB 1 HyKJIETHOBUX
kucinoT. CaMe 3aBISIKM TaKiid BJIAaCTUBOCTI BiH € OUIbII €()eKTUBHUM IPHU JTIKYBaHHI 3aXBOPIOBAHb
HEPBOBOI CUCTEMU.

MetunkobanaMiH Bifirpae BaXKJIHMBY pOJb y Ipoliecax TPAaHCMETHIIIOBAHHSA SK KO(GEpMEHT
METIOHIHCUHTETa3u — (PEepMEHTY, 10 Oepe ydacTh y MepeTBOPEHHI TOMOIMCTETHY HAa METIOHIH y
peakiisx merumoBanHs 0inkiB Ta JIHK. Bimomo, o MetninkoOanamin HOpMai3ye akCOHAIbHUIH
TpaHCIIOPT OUIKOBUX KOMIUJIEKCIB Ta CHOpUsie pereHepailii akcoHiB. Takok MeTHUIKOOaiaMiH
cripusie MieJiHi3alii HeHPOHIB 3aBISIKM CTUMYJIALIT cCMHTE3y (QocdominiaiB (30KpeMa JICHUTHHY —
TOJIOBHOTO JIIITHOTO KOMITOHEHTA MIEJIIHOBOi OOOJIOHKM HEPBOBHMX 3aKiHUeHb). Kpim TorO,
METUIKOOANaMiH  BIJIHOBIIOE YIOBUIBHEHY CHHANTHYHY TIepefady 1 3HIKYE BMICT
HEHPOTPAHCMITEPIB 10 HOPMAJIBLHOTO PiBHSI.

3acTocyBaHHs TEPaNeBTUYHUX J03 METHJIKOOAJaMiHy CHpHUs€ JIETOKCHKAIIHMM IpoluecaMm y
HEPBOBIA CHCTEMI 3aBASKH 3POCTAaHHIO BMICTY Terpariapodonary. Takoxx MeTmikoOamaMiH €
KOGH3MMOM Yy pEakIlii TMepeTBOPEHHS TOMONMCTEIHYy B S-aJeHO3WIMETIOHIH, SKUH €
YHIBEpCAJIbHUM JIOHOPOM METWJIBHHX TpyM, IO TNPHU3BOAUTH O AaKTHUBI3amii peakiii
TPaHCMETUITIOBAHHS.



Dapmakokinemuxa.

[Ipu onHOpa3zoBOMY IepopatbHOMY IpUOMI IpenapaTy Hatiie B pa3oBux no3ax 120 mxri 1500
MKT Yy 3J0pPOBHUX JTOPOCIHX JOOPOBOJBIIB YOJOBIYOi CTaTi MIKOBAa KOHIICHTPAIS 3arajlbHOTO
BiTaMiHy B12 y mia3mi KpoBi JocsiraeThest 4epe3 3 TOAWHU Juid 000X 1103, JAHUN MOKA3HUK €
no3o3anexHuM. Bix 40 % mo 90 % cykymHOi KiJTbKOCTI 3arajibHOTO Bi2, BUBEIEHOTO 31 ceuero 3a
24 roauHM micas npuiiomy, OyJI0 BUBEICHO MPOTATOM nepimx § roguH. Hemae miaTBepaKeHHS
JJ1s1 ogHOPa30Boi 1031 1500 MKr.

[Ipu nmonanbmoMy OararopazoBoMy nepopaibHOMY npuiiomi B 1031 1500 MKr Ha 700y IpOTIrom
12 moCMIOBHUX THXHIB y 3J0POBUX TOPOCIHX JOOPOBOJIBIIIB HYOJOBIYOi CTaTI BHU3HAYAIUCS
MiKOBI KOHIEHTpalii 3arajgbHOro BiTamiHy Bi2 y cupoBatiii KpoBi ax 10 4 TIKHS MICHA
OCTaHHBOTO Tpuiiomy. KoHIleHTparllisi B CHpOBATIll KPOBI 3pOCTAa€ MPOTATOM MEPIIUX 4 THKHIB
iCJIs TOYATKy MPUHOMY, TOCATHYBIIM PiBHS, 10 IEPEBUIIY€E BUXiIHE 3HAYCHHS MPUOIU3HO y 2
pasu. Ilicis 1poTo crocTepiraeTbest MOCTYIOBE 301IBIICHHS, SIKE TOCSATaE MAaKCUMyMYy B 2,8 pasa
OispIIIe BUXITHOTO 3HaUeHHs Ha 12-My TwxkHI npuiiomy npenapary. KoHueHTparis B cupoBaTIi
KPOBI 3HIDKYETBHCS TICIS OCTaHHBOTO Tpuiiomy (12 THXKHIB), aje Bce I MEPEBUINYE BUXIIHE
3HaueHHs B 1,8 pasa yepes 4 THKHI MICIISI OCTAHHBOTO MIPUIOMY TIpenapary.

KuiniuHi XapakTepucTHKH.
Iloxkazanns.
[epudepuuna neitponaris.

Ilpomunokaszanna.

Bigoma rinepuyTiauBicTh 10 MEeTHIIKOOaIaMiHy abo 710 1HIIUX KOMITOHEHTIB Mpenapary.
Eputpemis, epurpouuTos.

HoBoyTBopeHHs, KpiM BHUIAJKIB, IO CYMPOBO/KYIOTHCSI METaJIo0JIACTHOIO aHEeMIE€I Ta
nedinuTom BiTaminy Bia.

["ocTpi TpOMOOEMOOTIUHI 3aXBOPIOBAHHS.

CreHokapist Hanpy>KEeHHsI BUCOKOTO (DYHKI[IOHAIBHOTO KJIacy.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

OpnHoyacHe 3acTOCYBaHHS 3 (DOJIE€BOIO KHCIOTOIO ITOKpAIlye€ BCMOKTYBAHHS Ta 3aCBOEHHS
METHIIKOOATaMiHY.

He cnip mpu3HavyaTi 0JHOYACHO 1HIII TpemapaTy, ikl MICTATh BiTamiH Bia.

XnopaM(peHiKOoJI 3HHKY€ TeMOIIOETUYHY BiIIIOB1/Ib PETUKYJIOLUTIB HA Ipenapat. SIKII0 yHUKHYTH
nmoai0HOT KoMOiHaIIT HE MOYKHA, HEOOXITHO PETeTLHO KOHTPOJIOBATH MOKA3HUKHU KPOBI.
Jlikapceki 3aco0u, SIKIi MOXYTh 3HMXKYBAaTH BCMOKTYBaHHS BiTaMiHy Bi2: aminocaminuioBa
KHCJIOTA, aHTHOIOTUKH, KOJIXIIIMH, XoJjecTupamiH, H»-OmokaTtopu TricTaMiHOBHX pEIENTOPIB,
MeT(OpMiH, HEOMILIUH, 3aKUC a30Ty, QeHiToiH, (peHoOapOiTa, MpUMiIOH, IHTIOITOPU MTPOTOHHOT
HIOMIIH, 3UIOBY/IUH.

[Ipu ogHOYAaCHOMY 3aCTOCYBAHHI 3 TIaMiHOM H1ABHIIY€THCS PU3HUK PO3BUTKY aJIepriuHUX peaKIii,
CIIPUYMHEHUX TIaMiHOM.

[lepopanbHi KOHTpPALEITUBY 3HIKYIOTh KOHIIGHTpALlilo BiTaMiHy Bi2 y KpoBi.

Ocobueocmi 3acmocyeamnns.

[Ipenapar [liakoGan cmig 3 00EpexHICTIO 3aCTOCOBYBAaTH TMAalliEHTaM 13 TMPOSBAMH aJeprii,
3aXBOPIOBAaHHIMM IMEYiHKYA B aHAMHE3I.

TpuBane 3acTocyBaHHSI BHCOKHX JI03 IperapaTy HE PEKOMEHIYEThCS MalieHTaM, npodeciiina
JISUTBHICTB SIKMX TIOB’S13aHa 13 PTYTTIO UM CIIOJIyKaMH, SIKi MICTSTh PTYTb.

He pexomenmyeTbcs 3acTOoCOBYBaTH BiTaMiH Bi 13 mpemapatamu, siKi MiABUITYIOTh 3rOpTaHHS
KpOBi. Y mepioj JiKyBaHHS INPernapaToM HEOOX1THO KOHTPOJIOBATH MOKA3HUKU NepudepryHoi
KpoBi. CTOCOBHO TAITIEHTIB 31 CXWJIBHICTIO O TPOMOOYTBOPEHHS Ta XBOPUX HA CTCHOKAPIIO y
IpoI1ieci JIiKyBaHHS HE0O0X1THO JOTPUMYBATUCH 0OEPEIKHOCTI Ta KOHTPOJIIOBATH 3TrOPTAHHS KPOBI.
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[Ipu TenaeHIii po3BUTKY JIUKO- Ta €PUTPOIMTO3Y JI03Y IpenapaTry HEOOXiTHO 3MEHIIUTH a0o
TUMYACOBO NMPU3YIHHUTH JIIKYBaHHS.

3acmocysannus y nepioo eazimnocmi abo 200y8aHHsA 2py0oio.
Hemae manmx mogo Oe3meku 3acTOCYyBaHHS NperapaTry y TMepioj] BariTHOCTI a00 TOXyBaHHS

IPyAJO.

30amuicms éniusamu Ha WEUOKICMb peakyii npu KepyeawHi agmompancnopmom abo iHuumu
MexXarnizmamu.
HeMae nanux 1mo/10 HETaTUBHOTO BIUIMBY TIperiapary Ha MIBUIKICTh ICUXOMOTOPHHUX PEaKIIii.

Cnoci6 3acmocysannsa ma 0o3u.

[Ipenapar npu3HayeHUi U1 IEPOPATBHOTO 3aCTOCYBAHHS Y IOPOCIIHUX.

PexomennoBana noboBa mo3a craHoButh 1500 wMkr (3 Tabnerku), Ky pO3AUISIOTH HAa TPH
MPUAOMH.

TpuBanicTs Kypcy JIiKyBaHHS 3aJIEKHUTD BiJl XapaKTepy Ta nepediry 3aXBOPIOBaHHS 1 BU3HAYAETHCS
iHauBiAyansHO. [Ipy BIACYTHOCTI KIIIHIYHOTO eeKTy Micis Oe3rnepepBHOTO MPUHOMY MperapaTy
npoTsirom | Micsis npuiioM npenapary ciif IPUIUHUTH.

imu.

3acTocyBaHHsI MperapaTy MPOTUIIOKa3aHO MITAM (BiKoM 10 18 pokiB).

Ilepeoo3ysanns.
Cumnmomu: HyJ0Ta, OJIFOBaHHS, 3aIIaMOPOUCHHSI, 30y UKEHHS, TaXiKapIis.
JIikysanns: CAMITOMaTHYHA Ta MATPUMYIOYa Teparisl.

Iloo6iuni peakuii.

3 60Ky WAYHKOBO-KUUKO8020 MPaKmy: aHOPEKCis, HyJ0Ta, OJFOBaHHS, Jiapes.

3 6oxy yenmpanvhoi Hep80B8oi cucmemu. TPUBOXKHICTH, TOJIOBHUM O1J1b, 3aITaAMOPOYCHHS, MITPEHb,
TSDKKI TPUBOXKHI po3N1aan, 30yKeHHS, O€3COHHS.

3 b6oky cepyego-cyounHoi cucmemu. BITIyTTs CEPIEOUTTS, TaXiKapaisi, O1Tb y IJISHII CEPIIS.

3 60Ky iMyHHOI cucmemu. peakiii rinep4yyTIMBOCTI, BKIIOYAI0OUU KPOHB IHKY, aHA(pIIaKTHIHAN
10K, aHa(1JIaKTOITHI peaKilii.

3 60Ky Kicmko6o-m'sa3060i cucmemu: Oib y M 533X, OUIb y Cyrio6ax.

3 6oky wikipu: Tinepemis, CBepO1K, BUCUIIAHHS, aKHE.

3 boxy cucmemu Kpogi ma nimpamuuroi cucmemu. TpoM0O03, TIMEPKOATYJISIIIS.

3azanvmi poznadu: MiABUIICHA MITIMBICTD, 3arajbHa CIa0KICTh, TapsyKa.

[MoBigoMIeHHS PO MOOIUHI peaKii

[ToBimomMyIeHHST PO TMiAO3PIOBaHI MOOIYHI peakIlii MICasA peecTparlii JIKapchKOro 3acoly €
BaXUIUBOIO Tporenyporo. lLle mae 3Mory mMpoJoBKyBaTH KOHTPOJIOBATH CITiBBiTHOIIICHHS
KOPHUCTB/PU3HMK TIPH 3aCTOCYBaHHI IIBOTO JIKAPCHKOTO 3aco0y. MenuuHi mpariBHUKU MOBWUHHI
MOBIIOMJISITH TIPO BCi MiZ03pIOBaHi MOOIYHI peakilii yepe3 HalliOHAJbHY CHCTEMY 3BITHOCTI Ta
3asIBHUKY uepe3 (hopMy 3BOPOTHOTO 3B’sI3Ky Ha BeOcaiTi: https:/kusum.ua/pharmacovigilance/.

Tepmin npuoamnocmi.
2 poku.

YmoBu 30epiranns.
36epiraTu pu Temneparypi He puiie 25 °C.
30epiratv y HeJJOCTYITHOMY TSI TITEH MIiCITi.


https://kusum.ua/pharmacovigilance/

YnakoBka.
ITo 10 Tabnerok y 6mictepi; mo 3 a6o mo 10 GiicTepiB y KapTOHHIN YIAKOBIII.

Kareropis Bianmycky.
3a penenTom.

Bupoonuk.
TOB «KYCYM OAPM)».

Micue3HaxonxeHHsI BHPOOHUKA TAa ajgpeca Miclsi IPOBAKeHHsI HOro AislJIbHOCTI.
40020, Ykpaina, Cymcrka oosnactb, M. Cymu, Byn. Ckpsbina, 54.

JlaTa ocTaHHBOIO Mepersmy.
29.07.2022 Ne 1352



	ЗАТВЕРДЖЕНО
	Наказ Міністерства охорони здоров’я України
	29.07.2022 № 1352
	Реєстраційне посвідчення
	№ UA/16294/01/01
	ІНСТРУКЦІЯ
	29.07.2022 № 1352

