COOTBETCTBYET ZKCNEFPTHOMY OTYETY
or 23.12.2022 N= 23525

OBILIAS XAPAKTEPUCTHUKA JIEKAPCTBEHIIGPO TPERHAPATA I007)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

B12 Aukepmans, 1 Mr, TaOIeTKH, MOKPHITHIE 000TOUKOM.

2. KAYMECTBEHHBIW 1 KOJTMYECTBEHHBIN COCTAB
JlelicTByOIII€€ BEIIECTBO: IMAHOKOOATIAMUH.

Kaxnas Tabnetka, mokpeiTast 0007109KOM, COIEPKHUT 1 MI ITHaHOKOOAIaMUHA.

Bcnomorarensabie BCHICCTBA, HAJIMYNEC KOTOPBLIX HAAO YYHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npernapara: JJakTo3bl MOHOTHIPAT, caXxapo3a, MaKpOTOJIrIIHIEPOJ THAPOKCUCTeapar (CM. pasient

4.4).

[TonHbIi IepeyeHb BCTIOMOTAaTENIbHBIX BEIIECTB MPUBEICH B pazene 6.1.
3. JEKAPCTBEHHAS ®OPMA

TabneTku, TOKPHITHIE 000JIOUKOH.

Kpyrible ABOSKOBBIMYKIIBIE TaOJIETKHA, MOKPBHITHIC IBYXCIOHHON 000JI04KOi Oenoro IBera,
HWDKHSI — IUIEHOYHAst 000JI0UKa OEJIOTo 1BEeTa, BEPXHsII — caxapHasi 6enoro 1nsera. Ha mznome:

AAPpO TaOJIETKU PO30BOI0 I[BETA C BKPAIIEHUSIMH TEMHO-PO30BOI0 M O€JIOT0 11BETA.
4. KIMHNYECKHUE JAHHBIE
4.1 lloxa3aHusi K NPMMEeHEHHI0

[Ipenapar B12 AHkepMaHH MOKa3aH K MPUMEHEHUIO Yy B3POCIHBIX IS JeYeHHs neduimra

BUTaMuHa Bi:

® IIpM €ro HEJOCTaTOYHOM IIOCTYIUIEHHHM C TMHIIEH, JJIUTEIbHOM HapylIeHUU
cOaJlaHCUPOBAHHOCTH NMUTAHUA (HapuMep, P CTPOroil BereTrapuaHCKoOl TueTe);

® [IpU HApYyIICHUH €T0 BCACBIBAHUS BCIEACTBUE CHHApPOMAa MajbabCcopOIMu (BCIIEICTBHE
HEIOCTaTOYHOW  BBIPAOOTKM  BHYTpEeHHero  (Qaktopa), aTpodhu  CIU3UCTOU
KEITYJOYHO-KHILIEYHOTO0 TPaKTa, MPUMEHEHUSI HEKOTOPBIX JIEKapCTBEHHBIX IpenapaToB
(HammpuMep, HMHTHOUTOPOB TPOTOHHOW TMOMIIBI, OnokaTopoB  Hs-rucTramMuHOBBIX
penenTopoB, MET(GOpPMHHA), TP 3a00JIEBAHUAX TEPMUHAIBLHOIO OTJEJNa IMOJB3/I0IIHOM
KHUIIKK (HampuMep, LEJIUaKuM), CUHIPOME CJIENOW KHUIIKHU, MOCJ€ TaCTPIKTOMUU HIIU
omnepanuu MIYHTUPOBAHUS KEITY KA,

® [pU TUNEPXPOMHON Merano0JacTHOM MaKpOUUTApHOM aHEMHMM, NEPHULIMO3HOM

aHEeMMH, a TaKXkKe IPyrux (hopMax MaKpOLUTapHON aHEMUHU.
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4.2 Pe:xuM 103MPOBAHUA M CIIOCOO NPpUMeHeHus:

PexxumM nozupoBanust

Bspocnvie
ITo 1 Tabnetke (1 Mr nnaHokoOagamMuHa) B JICHb.

HpI/I TAKCIIBIX  IEMATOJIOTUYCCKHUX KW HCBPOJOTMYCCKUX  CHUMITOMAax PCKOMCHAYCTCH

NapeHTePaJbHOe BBEICHUE BUTaMUHa B2 10 HOpManu3aluu €ro ypoBHs B KPOBH.

B cinydae xopomieli NEPEHOCUMOCTH IPOJOJDKUTEIBHOCTb JICYEHUs He orpaHudeHa. Ilpu
JOCTAaTOYHOM BCACbIBAHUW M3 KHIICYHHKA W IMPOAOJIKAIOIIEMCS }Ie(l)I/II_[I/ITe BUTAMHWHA B12
NepopaJibHBIA TpenapaT BUTaMHUHA B> MOXXeT Ha3zHauyaTbCs MOXKU3HEHHO. TepaneBTHYEeCKUi
addexr mpenapara JI0DKEH MOATBEPKIATHCS PETYISIPHBIMUA OOciaenoBaHusIMU (CM. pazaen 4.4

«Oco0ble yKazaHus U MEPbI IPEAOCTOPOKHOCTH MPU TPUMEHEHUI ).

Oco0BIe TPVIIILI TAIIMEHTOB

Tayuenmol noxcunozo eo3pacma
JJ1st MaIrueHTOB MOXKHUIIOTO BO3PACTa PEKOMEHTYIOTCSI OOBIYHBIE PEKUMBI JI03UPOBAHUS.
layuenmol ¢ HapyweHuem @GyHKyuU nouex

VY nanueHToB ¢ yMEpEHHOW [TOYE€YHON HEAOCTAaTOYHOCThI0 B12 AHKEpMaHH MOYKHO IPUMEHSTH B
oObraHOM 103e. [Ipu TspKenol mouyeyHoM HEeIOCTAaTOYHOCTH PEKOMEHIYETCSl YMEHBIIICHUE 1036,

CJIEAYEeT peryjasipHO KOHTPOJIMPOBATh KOHIIEHTPALUIO BUTaMUHa B2 B CHIBOPOTKE KPOBH.
THayuenmol ¢ HapyweHuem yHKyuU nevyeHu

PapMaKOKUHETUYECKUE JaHHBIE U KIIMHUYECKHUN OIBIT IPUMEHEHMS y IIALMEHTOB C HAPYIICHUEM
GyHKIUI niedyeHn HeAoCTynHB. bezonacHoCcTh M 3(p(hEKTHBHOCTD y MAIMEHTOB C HapyLICHUEM

¢GyHKIMI neyeHn He Obula yCTaHOBJICHA.

geTI/I

besonacHocTh u a3dpexkTruBHOCTH Mpenapata B12 AakepmanH y neteit B Bozpacte ot 0 1o 18 et

Ha I[aHHBIﬁ MOMCHT HC YCTAHOBJICHBI. ﬂaHHBIe OTCYTCTBYIOT.

Croco0 nmpuMeHeHust

TabneTkn, MOKPHITBIE OOOJOYKOW, NPUHUMAIOTCS BHYTPb, C HEOONBIIUM KOJIUYECTBOM

KHUAKOCTH, HE Pa3KEBbIBas, IIPEAIIOUYTUTCIBHO YTPOM HATOIIAK.
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4.3 IIpoTuBONOKA3aHUS

e [ unepuyBCTBUTEIBHOCTh K LMAHOKOOAJTAMHHY WM K JIOOOMY M3 BCIIOMOTaTEIbHBIX
BEIL[ECTB, IIEPEUNCIICHHBIX B HIofpasaene 6.1.

e Hapymenue 3peHHUs, BbI3BAHHOE KYpPEHHEM WM  yINOTPeOJCHUEM  aJIKOTOJIs
(TabauHo-anKorosbHas  aMmONMONUSA), WJIM  BOCHAJIEHHE  3pUTEIBHOIO  HepBa
(peTpoOynbOapHbIii HEBPUT) BCIIECACTBUE NEPHUIIMO3HON aHEMHH.

e JlereHepalms 3pUTEIBHOIO HEPBA.

e CocrosiHue, TpeOyrollee IeTOKCUKALMU MaHuJa (B 3TOM Cllydae CJIeIyeT NPUHUMATh

JpyTHUe MPOU3BOIHBIC KOOATaMUHA).
4.4 OcoOble ykazaHMs M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHECHUH

[TanmeHTam ¢ reMaToNOrHYECKUMU U HEBPOJIOTMUYECKMMH CUMIITOMAaMU euiinta BuTaMruHa Biz
B CBfA3M C CEpPbE3HOCThIO 3a00J€BaHUS U BO3MOXHBIMH TIOCJIEJICTBHSIMU BCJIEICTBUE
HEaJeKBaTHOTO KJIMHHYECKOTO OTBETa HA TEPAIUIO WM HECOONIOJCHUS MAlMEHTOM pEeKUMa
JIeYeHHUS] HEOOXOAUM CTPOTHM KOHTPOJIb 3P (HEKTUBHOCTH NepopaibHOil Tepanuu. Yepes 7 nueit
Moclie Hayaja Tepanud PEKOMEHIYeTCS OLEHUTh IMHAMUKY CHUMITOMOB 3a00JIeBaHHUA,
MPOU3BECTH TOJCYET PETUKYJIOLMTOB, BBIMOJIHUTH OOIMIMA aHaIM3 KpoBU (B TOM YHCIIE
OIpe/IeINTh 3HAUCHHsI TeMOTJI00MHA U TEeMaTOKPUTA), a TAKKEe KOHTPOJIUPOBATh CPETHHUNA 00BeM
SpUTPOLMTOB. B nanpHeliemM OLIEHKY CUMIITOMAaTHKH, pe3yJbTaToB OOIIEro aHaiu3a KpoBH U
CpeIHero oObeMa 3PUTPOLUTOB CIEAYeT MPOBOAUTH Kaxiable 4 HEAeId B TEUYEHUE NEPBBIX
3 MecsIIeB JICUEHUS, a 3aTEM, IPU XOPOIIIeH MPUBEPKEHHOCTH K JIeUeHHUI0, | pa3 B TeueHnue 6—12
MecseB. [lpy mnomo3peHHMM Ha HEJOCTATOYHYH) MPUBEPKEHHOCTh K JICYEHUIO MOXKET
noTpeboBaThcs Ooyiee YaCTBIi  KOHTPOJIb  3()(PEKTUBHOCTH Tepanuu, KOPPEKIUs 03B

I_[I/IaHOKO6aJ'IaMI/IHa WJIK IYTHU BBCIACHUA.

[TockoabpKy M30BITOK KOOaslaMHHA BBIBOJUTCSI Yepe3 IMOYKH, NMPHU MMOYEYHOH HEIOCTaTOYHOCTHU
BUTAMUH B> MOXET HakalIMBaThCs, OCOOCHHO Y MAalMEHTOB C TEPMUHAIBHOW TMOYEYHOU
HEJIOCTAaTOYHOCThIO (Tpelyromieit auanusza). s mojaep:kaHus aJeKBaTHOM KOHLEHTpaIuu
BUTAaMUHA B2 B CHIBOPOTKE KPOBH HEOOXOIUMO PETYJSpPHO OIPEACISITh KOHIICHTPAIIUIO

BUTaMHHA B12 B CBIBOPOTKE KPOBU M KOPPEKTUPOBATH PEXKHUM JICUECHHUS.

Buramun Bi, HelB3s UCHONL30BaTh I JICYEHHS METajlo0JacTHON aHEeMHHU, BHI3BAHHOMU

HUCKIIFIOYHUTCIIbHO ,Z[C(I)I/ILII/ITOM (I)OJIHCBOfI KHCJIOTHEI.

Crnenyer co0m0aTh OCTOPOKHOCTh Y MALIUEHTOB € COIYTCTBYIOLUIMM HEIOCTaTKOM (hoiueBoi
KucnoThl. Jlepuuut GoareBoit KUCIOTHI MOXKET OCIaOUTh TepaleBTUYECKHM OTBET Ha JIeYeHUe

BUTAaMUHOM Bi2. ¥V Takux mnanveHToB mNpuMeHeHue mnpemnapata Bl12 AHkepMaHH TOJDKHO
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o inin;
COIMPOBOXKIAThCS JiedeHneM feduruta GpoaueBdi KHCIOTEE

[Manuentsl ¢ nedummToM BUTaMHHA Bi2, Yy KOTOpPBIX MOBBIINIEH PUCK pa3BUTHS aTpoduu
3pUTEIHHOTO HEPBA, HE JIOJDKHBI IPUMEHSTH ITHAHOKOOAIAMUH JIJIS JICUCHHSI Ae(PUIMTa BUTAMUHA
Bi2. V manmeHTOB ¢ HacneICcTBEHHOW aTpoduel 3puTenbHOro Hepsa (6one3np Jlebepa) mpu

MPUMEHEHUH IUaHOKOOaJaMHHA OTMEYAIOCh YCKOPEHHE TPOTPECCUPOBAHNS 3a00JI€BaHMSL.

[Ipenapatr B12 AnkepMaHH conmepKuT JakTo3y (B BuAe MoHoruapata). IlanmmeHram c peako
BCTpEUAIOIIEHCs HACIEeACTBEHHON HEMEPEHOCUMOCTBIO TallaKTOo3bl, AePUIMTOM JakTa3sl Jlanma

WM TJIFOKO30-TaIaKTO3HON MasibabcopOLMen He cieyeT IPUHUMAaTh 3TOT Mpenapar.

[Ipenmapar B12 AmunkepmaHH CcOAEpKHUT caxapo3y. llammeHTaM C peako BCTpedaromeics
HAaCJICICTBEHHOM HEMEepPeHOCUMOCTHIO (PPYKTO3BI, TIIFOKO30-TalaKTO3HON MalibabcopOuuei uimu

,Z[e(bI/IHI/ITOM caxapa3bl-U30MaJIbTa3bl HC CIICAYCT IIPUHUMATDL 3TOT IIpeHapar.

[Ipenapar B12 AnkepmanH comepxutr MeHee | Mmoib (23 Mr) HaTpusi Ha OJHY TaOJETKYy,
MOKPBITYIO 000JIOUKOM, T. €. IPAKTUUECKH HE COAECPKUT HATpUsl.

[Ipenapar B12 AnkepMaHH COAEPKUT MAaKpOTOJTIULEPOI THIPOKCUCTEApAT, KOTOPBIH MOXKET
BBI3BIBATH PACCTPOUCTBO JKEIYKA U JUAPEIO.

4.5 B3aumoaeiicTeue ¢ APYrMMH JIeKAPCTBEHHBIMH NIPENapaTaMu M Apyrue BUIbI

B3auMoOJAeHCTBUA

BcaceiBanue BuTamuHa Bi2 MoXer Hapymarbes Mpu NMPUMEHEHUH WHTHOUTOPOB MPOTOHHON
MoMIIbl (HammpuMmep, omernpaszosa), 01okaTopoB Hr-rHcTaMHUHOBBIX pPENENTOPOB (HAMpHUMeED,
LIUMETH/INHA), KOJXHMIIMHA, aMHHOIJIMKO3UJOB (HAlpUMep, HEOMMIIMHA), aMUHOCAJIUIUIOBON
KHUCJIOTBI, MPOTUBOAIMJIENITUYECKUX JIEKAPCTBEHHBIX MPENapaToB, COJEH Kalus, METUJIONBL, a

TAaKKC Ha (1)0He ImpueMa ajJKoroJii.

[Ipu npueme mepopanbHBIX KOHTPALENTHBOB, MET(HOPMUHA M aHTHUIICUXOTHYECKUX IMPETapaToB
(TakuX KaK OJaH3allMH U PUCHEPUA0H) KOHIIEHTpAllis BUTAMUHA B2 B CBIBOPOTKE KPOBU MOKET

OBITh CHUKCHA.
XnopaM(peHUKOJI MOXKET OCIa0UTh IecTBHE BUTAaMUHA B2 mpu aHeMuu.

JlnuTensHOE BO3JCHCTBIE OKCHIA a30Ta MOXKET BBI3BAaTh (DYHKIMOHAIBHBIN JeQUIIUT BUTAMUHA
B> 1 BO3MOXHBIE Cephe3HBIE HEBpOJOTHUECKHEe T0O0YHBIE A((DEKTHI Maxke MPU HOPMaTbHBIX

3HAYCHUIX BUTaMKHa Bi».

4.6 ®epTUIBHOCTDH, 0€PEMEHHOCTD M JIAKTAIUSA

bepemeHHOCTD
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Buramun B2 pacnpenensercs npakTU4ecKu BO|BCE Tkl HrioHs %J@E’fﬁ ('ﬁP[(;.IIOR/IQI;HaéMOG

CYTOYHOC HOTpe6J'ICHI/Ie BuTamMuHa B2 Bo BpeMs1 6epeMeHHOCTI/I COCTaBJAET 4 MKT. HMemMHﬁCH
OIIBIT TMPUMCHCHUSA 0ojiee BBICOKHX J03 BUTaMHHa B2 CBUJCTCIILCTBYCT 00 OTCYTCTBUH

KaKoro-TIn00 BPEIHOTO JSHCTBUS HA TIJI0T MJIU MITQ/ICHIIA.

KOHTpOHI/IpyeMbIe KIIMHUYCCKUC MCCIICAOBAHUA IMMPUMCHCHHUSA BBICOKHMX 103 BHTaAMHWHA B2 y
6epeMeHHBIX KCHIIWH HC IIPOBOJUIUCE. HCCJ’IC,I[OBaHI/Iﬂ Y JKMBOTHBIX HC BBIABUJIN IIPSAMOI0 UJIN
KOCBCHHOI'O  OTPpULATCJIIBHOTO BJIMAHUA B  OTHOIICHHUU peHPOIIyKTHBHOfI TOKCHUYHOCTH

(cm. paznen 5.3 «/laHHbIe JOKJIMHUYECKOH 0€30ITaCHOCTI).

I[aHHa}I JAO3UPOBKa I_lI/IaHOKO6aJ'IaMI/IHa (1 MI‘) HC NpCAHA3HAYCHA JII NPUMCHCHHSA B ICPUO/

OepEeMEHHOCTH.

JlakTamus

Pexomennyemoe cyrouHoe moTpebiieHue ButaMuHa Biz BO BpeMs JaKTallud COCTaBIsET 4 MKT.
Nmeromuiics onbeIT mpUMeHEHHs Oojiee BBICOKHMX /03 BHUTaMHHa Bjy CBUIETENBCTBYET 00

OTCYTCTBUH KaKOTr0-1100 BPEAHOIO ACHCTBUS Ha MJIaICHIIA.
KonTponupyemble KIMHUYECKHUE UCCIIEI0OBAHNS Y KOPMSALIMX JKEHILUH HE TPOBOIMIINCE.

Buramun Bi: BbiensieTcst ¢ TpyJHBIM MOJIOKOM B KOHIEHTPALUAX, OMU3KUX K KOHLICHTPAIMH B
MaTEPUHCKOM KpPOBU. B HECKOJIBKUX HCCIIEIOBAHUSAX OBLIO MOKA3aHO OTCYTCTBUE IMOBBILICHUS
WY OTPAaHMYEHHOE IIOBBIIICHUE KOHLEHTpAalUM BUTaMMHA Bl B IpyJIHOM MOJIOKE IIOCIE
BBEJICHUSI C MHUIIEH 2-KpaTHOM 103bl UCXOMS U3 PEKOMEHAYEeMOM CYTOYHOW MOTPEOHOCTH Yy
HOPMAJIBHO MUTAIOIIUXCA KEHIIUH. BiausHue 3HaunTensHO O0onblIuX 103 BUTaMHHA Bz Ha ero

KOHICHTpallu B IPyAHOM MOJIOKC Y IMPAaBUJIBHO MUTAIOIIUXCA ) KCHIIUH HE U3YYCHO.

Jannas no3upoBka muaHokoOanamuHa (1 Mr) He mpeaHa3HaueHa JAJs MPUMEHEHHUS B MEPHOJ

JJaKTalluH.

DepTHIILHOCTE

Buramun B2 HeoOxoaum 1u1s oaepkanus GepTHIbHOCTH Y MyK4uH. B nccnenoBanusx y
CaMIIOB KPbIC BBISIBIIEHO HETATUBHOE BIUsHUE AeduiinTa BUTaMUHA B12 Ha pa3HbIX cTaausax

pa3BUTHUS HAa (PEPTUIBHOCTD.

B IMPOCIIEKTHUBHOM KOT'OPTHOM HUCCJICJOBAHUN HE BBISIBJICHO HUKAKOH CBSI3H MCXKAY YPOBHAMUA

¢donata ¥ BUTaMrHa B12 1 BEpOSTHOCTBIO yCTIEIIHON OEpeMEHHOCTH.

Kakunx-nu6o HeratuBHbIX 3()(EKTOB B OTHOIIEHUH (HEePTUIILHOCTH IS Iipenapara B12

AHKepMaHH HE 0K OaCTCA.
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4.7 Bausinue Ha cIOCOOHOCTH YNIPABJISTH TP4HCIIO THLIMH |

MeEéXaHu3MaMH

[Ipenapar B12 AnkepMaHH He BIHSET Ha CIIOCOOHOCTH YNPABIATh TPAHCTIOPTHBIMHU CPEJICTBAMU

1 paboTaTh ¢ MEXaHHU3MaMH.
4.8 He:xkesnaTe/ibHble peakumn

Pe3roMe HexenaTeIbHbIX PEAKIINT

Yacrora HEXKENATEIbHBIX PEAKIUHA, MEPEUYMCICHHBIX HWKE, OMPEIeNsIach CJCIyOIINM
obpazom: ouens yacmo (>1/10), uacmo (>1/100 u <1/10), neuacmo (>1/1000 u <1/100), peoxo
(>1/10 000 u <1/1000), ouensv peoxo (<1/10 000, BkIrOUAsi OTJENbHBIE CIy4au), Yacmoma

Heu3eecmHda (HCBO?:MO)KHO OLICHHUTH IO UMCHOIIUMCS )IaHHBIM).
HapymeHuﬂ CO CMOPOHbL KOJHCU U NOOKOJICHBIX MKAHEll.

Heuacro: Tspkemnbie pPCaKku rurCpuUyBCTBUTCIIBHOCTH, KOTOPBIC MOT'YT IPOABJIATECA B BUAC

KpaluBHHUIIBI, CHIMIM UK 3yJa Ha OONBIINX y4acTKax Tena.
YacroTa HEM3BECTHA: YIPEBU/IHAS CHINIb HA KOXKE.

Obwue HapyweHus U peakyuu 8 Mecme 86€0eHUsL:
YacroTa HEM3BECTHA: JIUXOPAIKa.

Coo0l111eHHE 0 TOI03PEBAEMBIX HEKEIATEIbHBIX PEAKIIHASIX

Baxno C006H_IaTL 0 IMOJO03PEBACMBIX HCKCIIATCIBHBIX PCaKIUAX IIOCJIC PETUCTPAUN
JICKapPCTBCHHOI'O IIpfriapata ¢ LCJIbIO o0OecITeueHHs HETIPEPBIBHOTO MOHUTOPHUHI'a COOTHOIICHUA
«I10JIb3a — PUCK» JICKAPCTBCHHOI'O IIpcIiapara. MeauuuHCKUM pa6OTHI/IKaM PECKOMCHAYCTCA
COO6HIaTI> 0 JI00BIX MOAO3PCBACMBIX HECKCIIATCIIbHBIX PCAKIHUAX JICKAaPCTBCHHOI'O IIpfriapara
UCpe3 HAIMOHAJIBHBIC CUCTCMbI COO6H.I€HI/I$I 0 HCXKCJIATCJIbHBIX PCAKIUAX I'OCYAAPCTB — YJICHOB

EBpa3uiickoro 5JkOHOMHYECKOT0 COI03a.

PecnyOanka Apmenuns

0051, r. EpeBan, ip. Komuraca, 49/4.

«HayuHblll LEHTp OSKCHEpTU3bl JIEKApCTB U MEIUIMHCKUX TEXHOJOIMH HM. aKaJeMHuKa
3. I'abpuensna» AO3T

Ten.: +374 (10) 23-16-82, +374 (10) 23-08-96

@axc: +374 (10) 23-21-18, +374 (10) 23-29-42

OnexTpoHHas noyra: admin@pharm.am

Caiit B nH(OpMaLIMOHHO-TEIEKOMMYHHUKAITMOHHOH ceTh «VIHTepHeT»: www.pharm.am
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Keiprezckast PecnyOimka

720044, r. buukek, yia. 3-s JIlunus, 25.

JlemapTaMeHT JIEKapCTBEHHBIX CpPEICTB M MEIULUHCKUX U3AeJMd Inpu MuHucrepcrse
3apaBooxpaneHust Kelprenckoi PecnyOamku

Ten.: + 996 (312) 21-92-88

OnekTponHas nmoura: dlsmi@pharm.kg

CaiiT B MH(pOpPMAIIMOHHO-TEIEKOMMYHHKAIIMOHHOH ceTH «HTepHeT»: www.pharm.kg

PecnyOmmka bemapych

220037, r. Munck, ToBapuieckuit miep., 2a.

PecnyOnukanckoe — yHutapHoe — npeanpustae — «LleHTp  3KcmepTH3 M UCTBITAHUU
B 3/IPaBOOXPAHCHUI

Ten./dbakc:  +375 (17) 242-00-29

OnektpoHHas moura: repl@rceth.by

Caiit B uH(pOpMAITMOHHO-TEJIEKOMMYHHUKAITMOHHOU ceTh « HTepHeT»: Wwww.rceth.by

PecnyOanka Kasaxcrag

010000, r. Actana, yi. A. Umanoga, 13.

PI'TI na IIXB «HannoHanbHBI HEHTP SKCHEPTHU3BI JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHMX
m3nenuit» Komurera MemuIMHCKOro U (papManeBTHYeCKOro KOHTposs MuHHcTepcTBa
3apaBooxpanenus Pecrryonuku Kazaxcran

Ten.: +7 (7172) 235-135

Onexrponnas noura: pdlc@dari.kz

Caiit B nH(pOpMALIMOHHO-TEIEKOMMYHHKAITMOHHOH ceTh «HTepHeT»: www.ndda.kz

Poccuiickas @enepanusa

109074, r. MockBa, CnaBsiHCcKas iomamis, 1. 4, ctp. 1.

denepanbHas ciryx0a o Haa30py B chepe 3apaBooxpanenust (Poc3apaBHamzop)

Ten.: +7 (800) 550-99-030

®daxkc: +7 (495) 698-15-73

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru

Caiir B MH(POPMAITIOHHO-TEJICKOMMYHHKAIIMOHHON CeTH «MHTepHeT»:!

www.roszdravnadzor.gov.ru
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4.9 Tepenosnponka (NOCNEAQBATENLHOCTE 0009)

Butamun Bi; umeer mMpOKWN TepaneBTHYECKUN auana3oH. CHUMNOTOMBI OTPaBICHUS WU
MepeIo3UPOBKU HEU3BECTHBL. [Ipu ciyuallHON mepeo3upoBKE MPU HEOOXOIUMOCTH CIEHAYET

MPOBOAUTH CUMIITOMATHYECKOE JIeUCHHE.
5. DPAPMAKOJIOTUYECKHUE CBOMCTBA
5.1 ®apmakoauHaMHYeCKHe CBOCTBA

dapmakoTepaneBTUYeCKas rpyIa: aHTHAHEMHYECKHUE MTpenaparhl, BATaMHUH B2

(uraHokoOaIaMUH U €ro aHaJIOTH), IMaHOKOOaJTaMUH.
Kong ATX: BO3BAO1.

Butamun Bi; BXOAMT B COCTaB MPOCTETHUYECKONM TPYNIbl METHIMAIOHWI — KOJH3UM
A-m3omepasbl, HeOOXOIUMOM ISl TPEeBpallleHUs MPOMMOHOBON KUCIOTHI B sSHTapHYy. Kpome
TOr0, BUTaMHH B> Hapsmy ¢ (ommeBod KHCIOTOH ydacTByeT B OOpa3oBaHMHU JIAaOMIIBHBIX
METHJIbHBIX TPYMI, KOTOPbIE MOCPEACTBOM IMPOLECCOB TPAHCMETUIMPOBAHUS MEPEHOCATCA HA
JIpyTHe METUJIAKIEeNnTopHble Oenku. Buramun Bi» Biauser Ha CUHTE3 HYKJICHHOBBIX KHCIOT,

0COOEHHO B Imponeccax reMoIod33a M KJICTOYHOI'o CO3pEBaHNs B LICJIOM.

B tepaneBruyeckux Mmensx BUTaMUH Bir ucnone3dyercss B BHAE NHMAHOKOOAJIaMHHA W/UIU
THAPOKCOKOOaaMiHa, WM THApoKcoalerata. Bece 3T (opmbl SBISIOTCA MPOJIEKapCTBAMU,
KOTOpbIE B OpraHu3Me TpPEeBpallaloTCcsi B aKTUBHBIE (GOPMBI — METUIIKOOATaMHH U

5-ageHo3MIKOOaIaMHH.

B opranusme yenoBeka BUTAaMHUH B> He CHHTE3UpYETCS M MOCTYMAeT TOJBKO C mumiei. borater
BUTaMHHOM B> Tie4eHb, MOYKHU, CepJIle, pbida, YCTPHIBI, MOJIOKO, STMYHBIH KEITOK U MSCO.
Buramun B, BcaceiBaeTcs, B OCHOBHOM, B TOHKOH KHIIKe. M3BecTHBI [Ba MeXaHH3Ma
BCACHIBAHUS: AKTUBHBINA, MPU KOTOPOM BHUTAaMUH Bi2 CBS3BIBacTCS ¢ BHYTPEHHUM (PaKTOPOM
(TIMKONIPOTEHH, 00PA3YIOIIMICS B KEITYIKE), TOCIIE YeTro MPOUCXOTUT BCaChIBAHUE, U ITACCHUBHBIN
MyTh, 00ECMICYNBAIONINI BCACBIBAHKE BBICOKHX JI03 TIEPOPaIbHO IPUHUMAEMOro BuTamuHa Biz B
ciIy4dae HeJIocTaTka BHyTpeHHero (akrtopa. B opranmsme ButamuH Bi 3amacaercs Jvdimb B
KOJIM4eCcTBe, HEOOXOJMMOM il 00ECIIeYeHHsI CYTOUYHBIX MOTPEOHOCTEH, YTO COCTABISIET OKOJIO

1 Mxr.

IIpusHaku gedumura

CHIDKEHHE HIIU OTCYTCTBUC BCAaChIBaHUS BUTaAMHUHA Bixc HI/IHIGI\/'I, KOTOPOC MOXKET CYIICCTBOBATL B
TCUYCHUC HCCKOJIBKUX JICT, IPUBOAUT K KIIMHUYCCKHUM CUMIITOMAaM, €CJIM €0 COACPKAHUC B IIJIa3MC

KpOBH MagacT HWKC 200 nr/mn. I'eMarosoruyecKum MPOABJICHUEM HCAOCTATOUYHOCTH ABJISACTCA
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MeranoOiactHas anemusi. HeBposornueckass MaHu ecTAIIs HE TOGTATOMHOCTH BiTanTHuA-B > —

paccTpoiicTBa nepudepruuecKoll U HEeHTPaIbHONW HEPBHOW CUCTEMBI. SIBJICHHUS MONMHEHPOIaTUH
MOTYT COTIPOBOXKJIATHCSI MOBPEKACHUEM 33 THIX CTOJIOOB CHMHHOTO MO3Ta U KOMOWHUPOBATHCS C
NICUXOJOTMYECKUMH  HapyIIEHUsIMHA. PaHHUMHM mpu3HakamMu JeQuuura MOTYT  OBITH
Hecnenu(uyeckue CUMMTOMBI, HalpuMep ciabocTh, OJEIHOCTh, MAPECTE3UH PyK M HOT,

HapyIICHUS TTOXOAKH, CHUKECHUE (PU3UICSCKON CHIIBI.

CuMOTOMBI, BBI3BaHHBIE HEJOCTAaTOYHOCTHIO BHTAaMHHA Bi2, MOryT OBITH CKOPPEKTHPOBAHBI
TOJIKO NpueMoM BuTaMuHa Bi,. [Ipu BBegeHMM BBICOKUX MepopasibHbIX 103 (1 Mr/neHs u Oosnee)
MOKET OBITh JOCTUTHYTA PEMUCCHS U MOKET IPOBOJUTHCS YCIICIIHAS MTOIEP>KUBAIOIAS TepaIns

CHUMIITOMOB, CBsA3aHHBIX C I[e(l)I/IHI/ITOM BUTaMHHA B12.
5.2 ®apmakoKHuHeTHYECKHE CBOMCTBA
BcaceiBanne BuTamuza B12 mpoucxoanuT AByMs My TSMMU:

® AaKTUBHOE BCACBIBAaHUE B 12-NIepCTHON KMIIKE ¥ TOHKOW KHIIKE B CBA3aHHOM COCTOSIHUU C
BHYyTpeHHUM QaktopoMm Kacna. Ilocnenyromiee moctymieHue BUTaMMHA Bi2 B TKaHM
OCYILIECTBIISIETCS] C TIOMOIIBIO TPAHCKOOAIAMUHOB, OTHOCSIIIUXCS K TPYIIIE MIa3MEHHBIX

6eTa-ro0yIHMHOB,;

® TMOCTyIUICHWE BUTaMHHA Bi2 B KPOBOTOK HE3aBUCHUMO OT BHYTpPEHHETO (hakTopa myTem
naccuBHOW U Py3un dYepe3 CIM3HCTYIO O0O0JIOUKY JKENyIOYHO-KHIIEYHOTO TPAKTa.
[Ipumepno 1-3% mnepopanbHO MOCTYNHUBIIEr0 BUTaMHHA Biz momajgaeT B CHUCTEMHBIN
KPOBOTOK B TUHEHHON 3aBUCUMOCTH OT J03bl. TakM 00pa3zom, pu mpreMe BBICOKHX 103
(1 mr/menr m Oosiee) BcachblBAHHE B JIOCTATOYHOM KOJIMYECTBE IPOUCXOJUT JakKe Yy

MAIMEHTOB C OTCYTCTBUEM BHYTPEHHETO (hakTopa.

[Ipu moTpebHOCTH B BUTamMuHE B12, mpeBbimaromieit pusznonornyeckue 3naveHus (10 MKr/cyTkn),
BCce OONBINYI0 BaXKHOCTh NMPHOOpPETaeT HE CBSI3aHHOE C BHYTPEHHHM (DAaKTOPOM IAaCCUBHOE

BcachkiBaHUE BUTaMuHa Bi, (Tabnwuia 1).

Ta6mz1ua 1. KonmndecTBO BcachiBaeMOI'0 BUTaMHUHA B12 B 3aBUCHMOCTH OT J03bI

KoanuecrBo BcacbiBaemoro ButamuHa Bi2 (MKr)

Jlo3a (MKT) Bcero AKTHBHBIA ITaccuBHBIM
10 1,38 1,3 0,08
100 2,365 1,477 0,887
1000 10,484 1,498 8,99
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10 000 91,486 {{GETEAPEATERIPC TS 009)

C yBenuueHHEM J03bl IMOBBIIAETCS O0OIIEee KOJIMYECTBO BCACHIBAEMOTo BHUTaMHMHA Bz
B a0COJIIOTHOM BBIPa)KEHUU.

OCHOBHBIM MECTOM JICTTIOHUPOBaHUS BUTaMUHA B siBisieTcs neyens. KonnuecTBo ButamuHa Bio,
HCIIOJIb3YeMOT0 OPTaHM3MOM JJIsi 0OeCieYeHHsI CYTOYHON MOTPeOHOCTH, YPE3BbIYAHO HUZKO U
COCTaBIIAET OKOMIO 1 MKT, ¢ ypoBHEM oOMeHa B 2,5 MKT. Bruonoruueckuii nepuoa noayBbIBEICHUS
coctaniseT npuMepHo 1 roa. Takum oOpa3om, 3a CyTKM OpraHM3M HCIOJB3yeT OKOJO 2,55 MKT
ButamuHa Bz, mim 0,051% ot ob1ero 3anaca BUTaMUHA B OpraHU3ME.

Buramun Bi; BbIBOIUTCA NpeUMyIIECTBEHHO C eiaublo, U 10 1 MKr peabcopbupyercs
SHTEporenaTuyeckuM myTtem. Ecin u3-3a mpuMeHeHHs BBICOKHMX 103, B OCOOEHHOCTH IOCIe
MapeHTepaJbHOro BBEICHUS, IOCTYIJIEHWE BUTaMUHA B2 peBblIIaeT ciocOOHOCTh OpraHu3Ma K

€Iro HaKOINICHUIO, €TI0 HU30BITOK BBIBOJIUTCS C MOYOH.

[Ipn HEemOCTaTOYHOM MOTPEOJICHUU BUTAMHHA Bi2 30pOBBIM OpraHU3MOM uepe3 3—5 JeT
pa3BUBaETCs KPUTUYECKUN YPOBEHb, TPOSBISIONIUICS MpU3HaKamMu feduimra BuramMmuHa Bio.

5.3 /lanHble JOKJIMHUYECKOI 0e30MacHOCTH

B noxnuHuYeckux MCCIeOBaHUSAX Y KUBOTHBIX MPHU3HAKUM TOKCUYHOCTH OTCYTCTBOBAJIU JIAXe
IIpU MIPUMEHEHUH B BBICOKUX J103aX. OTCYTCTBOBAJIO KaKOe-IMOO OTPULIATEIbHOE BO3/eiCTBUE
BUTaMMHAa Bi> Ha mpe- M MOCTHATaNbHOE pa3BUTHE NpPU NPUMEHEHHWU y CaMIIOB M CaMOK

KUBOTHBIX, a TAKXKE TePATOTCHHBIN, MyTareHHBIN WM KaHIIEPOTeHHBIN (P PEKTHI.
6. PAPMAIHEBTHYECKHUE CBOWCTBA
6.1 Ilepeyensb BCioMOrareJIbHbIX BelIeCTB

Slapo TabieTkn

JIakTO3BI MOHOTHAPAT
[ToBunon K 30

Kucnora creapuHoBas
Hartpus xkpockapmeriosa

CocTaB IUIEHOYHOU 000JIOUKH

AxBanomum® P Oenblii  (rumpomerio3a, THUTaHA JUOKCHI, TalbK, TPHUIIIALECPUIBI
CpeIHEIeNnoYeYHbIe, KUCII0Ta CTeapHUHOBAS, THAPOKCUTTPOTTIIIIICIUTION03A)

CocTaB caxapHo# 000JIOYKH

Caxapoza

Tanbk
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Kanbrus kapbonat

Kaonun Tspxenprit

Tutana THOKCH]T

AKaliu BbICYIIEHHAS JUCTIEPCUS
Bock MOHTaHTIIMKOJICBBIN

Makporoi 6000

MaxkporoJariauuepos ruIipoKcucTeapar

Hatpus naypuncynsgar

6.2 HecoBmecTumMoOCTh

He npumenumo.

6.3 Cpok rogHocTH (CpOK XpaHeHMs1)

3 rona.

6.4 OcoOble MepbI NPETOCTOPOKHOCTH NIPH XPAHEHUN
XpaHUTh Npu TemMnepaType He Bbie 25 °C.

6.5 Xapakrep u cogep:kaHue NePBUYHON YIIAKOBKHU

ITo 25 tabnetok B 6nucrepe w3 mieHku [IBX/TIB/IX u amtomunueBoit ¢ponbru, mo 2 (Ne 50 (25x2))

numu 4 (Ne 100 (25x4)) 6auctepa BMECTE € TMCTKOM-BKJIAIBIINIEM B KAPTOHHOM TaYKe.

6.6 Oco0Obie Mepbl MPEIOCTOPOKHOCTH MPH YHHYTOKEHUH MCI0JIb30BAHHOT O
JIEKAPCTBEHHOT0 MpenapaTa Wik 0TX0A0B, MOJIYyYeHHBIX MOcJIe MPUMeHeHH s

JIEKapCTBEHHOT0 NMpenapaTa, i Ipyrue MAaHUMYJISIIHH ¢ TPenapaTom
Oco0bie TpeOoBaHMS OTCYTCTBYIOT.
7. AEPKATEJIb PETUCTPALIMOHHOTI'O YAOCTOBEPEHUSA

I'epmanus
Beprar ®apma I'Mm6X u Ko. KI' / Woerwag Pharma GmbH & Co. KG
Omordensa-Amiee 24, 71034 bebnunren, ['epmanus / Flugfeld-Allee 24, 71034 Boeblingen,

Germany.

7.1 IlpeacTaBuTe 1N JepKaTeIsi PerHCTPAIMOHHOIO YIOCTOBEPeHH

IIperen3snu noTpeOuUTENEN CIeayeT HAIPABJIATE IO aIPECY:

Poccuiickas Peneparus

00O «Bepsar ®apmay

11
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4. (NOCNEOCBATENEHOCTS 0009)

121170, r. Mocksa, yn. [loknonnas, 1. 3, Kopir.

Ten.: +7 (495) 382-85-56

DnextpoHHas noura: adr@woerwagpharma.ru

PecnyOauka Apmenus

000 «HATAJIN ®APM»

0065, r. EpeBan, 3-if niep. Teraunsl, 1. 2/2.
Ten.: +374 (91) 52-77-85

DnexTpoHHas nmoura: natalipharm@bk.ru

PecnyOnrka bemapych

[IpencraBuTensCcTBO KOMMaHIUTHOrO ToBapuiiecTBa «Bepsar ®@apma I'M6X u Ko. KI'»
(I'epmanus) B Pecrry6muke benmapychb

220004, r. MuHnck, yi. Pakockas, 12, oduc 201.

Ten./dpaxc: +375 (17) 357-59-42

DnekTpoHHas moura: info@woerwagpharma.by

Pecny0anka Kaszaxcran u Keiprersckass PecnyOnuka
[IpencraBuTenbCTBO "WORWAG PHARMA GmbH & Co.KG" ("BEPBAF DOAPMA I'M0X 3HJI
Ko.KI' "WOERWAG PHARMA GmbH and Co.KG)

A15TO0GY, r. Anmatsl, Boctanapikckuii paiion, yi. Tumupsizesa, a. 28B, odpuc 310.
Ten./daxc: +7 (727) 341-09-75,+7 (727) 341-09-76

OnexTpoHHas noura: info@woerwagpharma.kz

8. HOMEP PETUCTPAHIMOHHOTI' O YAOCTOBEPEHMUS JIII-N (000075) - (PT-RU)

9. JATA IEPBUYHOM PETUCTPAIIVMM / TOATBEPXKIEHWS PETUCTPAIIUNA /
HEPEPEI'MCTPALIMN

Hata nepuunoi peructpauuu: 24.08.2020 r.

10. JATA IEPECMOTPA TEKCTA

OOmiast xapakTepUCTHKa JIeKapcTBEHHoro rmpemnapara Bl2 AHKkepMaHH [JOCTymHa Ha
WH(POPMAITTOHHOM nopraie EBpasuiickoro 9KOHOMHYECKOr0 COM03a B

nH(}OPMAIIMOHHO-KOMMYHHKAIMOHHOH ceTu «HTepHeT» http://eec.eacunion.org/.
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