OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JJEKAPCTBEHHOI' O IIPEITAPATA
Buramun D3, 500 ME, tabieTku
Buramun D3, 1000 ME, TabneTku

2. KAUECTBEHHBIN 1 KOJIMUECTBEHHBIA COCTAB
JlelicTByro111ee BEIIECTBO: KOJEKAIbIU(Epo.

Buramuu D3, 500 ME, TabneTku

Kaxnas Ttabmerka coxepxkur 500 ME konekambnudeposia, d9YTO COOTBETCTBYET S MT
KoJeKanbImdepona KoHrenTparal (sxsuBanenTHO 0,0125 Mr Konekansuupepona).

Buramuu D3, 1000 ME, Tabnerku

Kaxnas Ttabnerka comepxkut 1000 ME konekanbuudepona, 4uro coorBercTByeT 10 mr
KoneKkanbIudeposna KoHrenTparal (9xBuBanenTHO 0,025 Mr KonekansIupepona).
'Konexanpmdepona KOHIEHTpAT:

Konekanpuudepon

Hatpus ackopbar

Anbda-Tokodepon

Kpaxman MmoauuuupoBaHHbIHM

Caxapo3a

Tpurnuuepuabl CpeAHEIEIOUEYHbIE

Kpemuust nuokcu KoJIouIHbIN, 0€3BOIHBIN

BcnomoratenpHbIe BelecTBa, HATUYUE KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: caxaposa, HaTpuii (cM. pasznen 4.4.).

ITomupIit MEPCUCHb BCIIOMOT'aTCJIbHBIX BEIICCTB IMIPUBEACH B pa3ICiIc 6.1.

3. JJEKAPCTBEHHASA ®OPMA
Ta0OeTku.

Buramun D3, 500 ME, Tabaerku

Kpyrisle, cierka ABOSIKOBBITYKJIbIE TAOJIETKH OE€JI0T0 UM MOYTH OENIoro 1BeTa, ¢ TPaBUPOBKON
«1 D» Ha oHO# CTOpOHE TaOJIETKH.

Buramun D3, 1000 ME, Tabaerku

Kpyribie, cierka ABOSKOBBITYKIIbIE TAOIETKH OEJIOTr0 MM MOYTH OENIOoro IBeTa, C MapKHUPOBKON

«2» Ha OJTHOM CTOPOHE TAOJETKH.



4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
. [Tpodunaktuka aedunura Buramuua D y B3poCHbIX, neTeld U MOAPOCTKOB B BO3pPACTE
oT 6 10 18 neT ¢ BBISIBICHHBIM BHICOKHM PUCKOM JIe(hUIINTA.
. Jleuenune nedunura BUTaMHMHA D y B3pOCIBIX M MOJPOCTKOB B BO3pacTte OT 12 10
18 ner.
. B kxoMIUIeKCHOH Tepanuy 0CTeOnopo3a y B3pOCIbIX, B TOM YHCIIE MEHOIAy3aJIbHOTO, C
neguuuToM BUTaMHHA D MM BBISIBIEHHBIM BBICOKHM PHCKOM JIe(DUIIHUTA.
4.2. Pe:kuMm 103MPOBAHUA U CIIOCO0 MPUMEHEHU S

Pexxum 103upoBaHus

Ipogunaxmuxa Oepuyuma eumamuna D y 63pociviXx ¢ BbIAGIEHHbIM BbICOKUM PUCKOM
Odepuyuma

PexomeHayemasi cyTo4YHas 103a JUIsS B3POCIBIX, BKIIFOYAsl JIUI MOKUAJIOTO BO3PACTa, COCTABIISET
or 500 ME go 1000 ME Butamuna D (12,5-25 mkr wiu 0,0125-0,025 mr konekanbuudepoa).
D10 coorBercTBYyeT mpuemy 1-2 tabnerok mpemapara Buramma D3 500 ME wmu 1 tabnetku
npermapata Butamua D3 1000 ME B cyTkwu.

Jleuenue depuyuma sumamuna D y 63pocivix

[To maHHOMY MOKa3aHUIO JICYEHHE TOJKHO MPOXOIUTH MO HAOIIOAEHUEM Bpaya.

Ho3y cnemgyer ompenensTh B 3aBUCUMOCTH OT TSDKECTH 3a00JeBaHUs, HEO0OXOAMMOM
KOHIIEHTPAIIUU 2 5-TUAPOKCUKOICKAIbIH(eposia W WHIMBUAYATHHOIO OTBETA TNAIMeHTa Ha
MIPOBOAMMYIO TEPAIHUIO.

[TpuMeHsFoTCs creAyrolue MpaBuia 103UPOBaHUS

Hauanpnas tepanus (ot 6 1o 12 Henenn)

Bo3spacrthas rpynmna CytouHas no3a | [lo3a npenapara Butamun D3

KoJleKasbludepoa Ta6nerku, 500 ME | Ta6merxu, 1000 ME

B3spocneie nauuents:, | 4000 ME Butamuna D | 8 TabneTok B CyTKH 4 TabNeTKH B CyTKH
Bkimtouass marueHToB | (100 mxr wimm 0,1 mr

MOXKIJIOTO BO3pacTa | KoJieKalbIuQepoa)

[TonnepxuBaronias Tepamnus

Bo3spactHas rpynmna CyTtouHast no3a | Jloza mpemaparta Butamuna D3

KoJeKanbupepona Taonerku, 500 ME Tabnerku, 1000 ME




B3pocnbie mamuents, | 1500-2000 ME 3—4 TabneTku B | 2 TaOJIETKU B CYTKH
BKJIIOYAsh TMAIMEHTOB | BUTaMuHa D CYTKH
MOYKUJIOTO BO3pacTa (37,5-50 mkr WA
0,0375-0,05 mr

KoJekanbiudepona)

Komnnexcrhas mepanus ocmeonoposa y 63pOCIblX, 6 mMOM Yucie MeHONAY3albH020, C
oepuyumom eumamuna D unu 6via6/1€HHLIM 8bICOKUM PUCKOM Oepuyuma

Pexomenayemast cyrounas nosza coctasisier 1000 ME Butamuna D (25 mxr wim 0,025 mr
KoJieKalbludepoaa), 9To COOTBETCTBYET mpueMmy 2 TabieTok npemnapata Butamun D3 500 ME
win 1 Tabnerku npenapara Buramun D3 1000 ME B cyTku.

Oco0ble IPVIIILI MAIUEHTOB

Tayuenmur nodxcunozo eospacma
Koppekuuu 10361 JeKapCcTBEHHOTO Mpernapara y MalueHTOB MOXKUIOro Bo3pacta He Tpedyercs,
OJIHAKO CJIEIyeT YUYUTHIBATh (PYHKIIHUIO MTOYEK.
THayuenmoi ¢ HapywieHuem yHKYuU neveHu
Koppekmuu 10361 JIEKapCTBEHHOTO Tpernapara y HalUeHTOB ¢ MEeYeHOYHOW HEJOCTATOYHOCTHIO
He Tpedyercsl.
Tayuenmoi ¢ HapyweHuem QyHKyuy novex
[Ipenapar Butamun D3 cnenyeT NpuUMEHSTh C OCTOPOKHOCTHIO Yy MAIlMEHTOB C IMOYEYHOMU
HEJOCTATOYHOCTBIO JIETKOW MIIM CPEIHEU CTEIIEHH TSKECTH.
[IpumeHeHue mnpenapata y MHAMEHTOB C IOYEYHOM HEJOCTATOUYHOCTBIO TSKENIOW CTEeNeHU
MPOTUBONOKa3aHo (cM. pa3aensl 4.3. u 4.4.).
[lpu miuTensHOM MpUMEHEHWW B 103ax, npessimaromux 1000 ME Butamuna D (25 Mxr win
0,025 mr konekanpnmdeposia), HEOOXOIUMO PETYJSIPHO KOHTPOJIUPOBATH KOHIICHTPAITUIO
KaJdbllUg B IUIa3ME€ KPOBM U COJEpXKaHHE €ro B Moue, a Takke (QyHKUUIO mouek. Jlo3y
KoJleKablMdeporsa HEOOXOOUMO  KOPPEKTUpOBaTb B 3aBHCHUMOCTH  OT  IUIa3MEHHOU
KOHIICHTPALIUK KaJblus (cM. paszen 4.4.).

eTH
Ipogpunaxmuxa degpuyuma sumamuna D y demeii u noopocmkog 8 gozpacme om 6 0o 18 nem c
BbIABIEHHBIM 8bICOKUM PUCKOM Oepuyuma
PexoMennyemas cyTouHas 103a Juisl 1€Ted U MOJPOCTKOB B Bo3pacTe oT 6 10 18 et cocraBiseT
ot 500 ME mo 1000 ME Butamuna D (12,5-25 mkr wiu 0,0125-0,025 mr konekanbiudeposa).
OT10 cooTBeTcTBYeT mpueMy 1-2 tabnerok npenapata Butamun D3 500 ME wnu 1 tabnetku
npenapata Buramun D3 1000 ME B cyTku.

Jleuenue oepuyuma eumamuna D y noopocmkos 6 sozpacme om 12 0o 18 nem




HavanpHas Tepanus (ot 6 1o 12 Henenb)

Bo3spactHas rpynmna CyTtouHast no3a | Jlo3a nmpenapara Butamun D3
KoseKanbuudepona Tabmerku, 500 ME Tabnerku,
1000 ME
[Tonpoctku 2000 ME Butramuna D | 4 Tabnerku B CyTKH 2 Ta0JEeTKH B CYyTKH
(ot 12 no 18 ner) (50 mxr  wmm 0,05 mMr
KoJekanbiudepona)

HOI[I[Cp)KI/IBaI-OH_IaH TCpanunAa

Bo3spactnas rpynna Cyrounas no3a | Jlo3a npenapara Buramuu D3

KoJeKanbLudepona Tabnerku, 500 ME Tabnerxu, 1000 ME
[Mogpoctku (ot 12 mo | 500-1000 ME 1-2 tabnetkn B | 1 tabsieTka B cyTKH
18 ner) ButamuHa D (12,5~ | cyTkm

25mkr wm  0,0125-

0,025 mr

KoJIeKaJbLiQepora)

Jo3y konekanbiudepona A0KEH ONpeAensITh Jieyalluid Bpay.

Croco0 rmpuMeHeHus

BuyTps.

TabneTky cienyer NpuHUMAaTh, 3allMBasl IOCTATOYHBIM KOJIMYECTBOM BOJIbI, IPEAIOUYTUTEIBHO C
OCHOBHBIM NIPUEMOM IHUIIIH.

4.3. IlpoTuBONOKA3aHNUSA

['MnepyyBCTBUTENBHOCTh K KOJIEKaldblMpepory H/wim K 1000My M3 BCIOMOTraTeIbHBIX
BEIIIECTB, IEPEUNCICHHBIX B pa3nene 6.1.

['unepKaibIeMust U/ Wi TUTEPKATTbIIHYPHSL.

IToueynast HEOCTaTOUHOCTD TSYKEION CTEIIECHH.

['unepBuTamMuHO3 BuTamuHa D.

Hedponutnas/nedpokaabuHo3.

4.4. OcoOble ykazaHHMsl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

ITpy oAHOBpEMEHHOM NIPUMEHEHHUHU C APYTUMH JIEKApCTBEHHBIMM IIpenapaTaMu, CoAepKallluMu
BuTamuH D, cnenyeT yunThiBaTh 103y BUTaMuHa D, comepikaiytocs B npenapate Burtamun D3.
JlononuurensHble 036l BUTaMMHAa D WM Kaiblus cleayeT MNpUHUMATh TOJBKO TOJ
HaOrofieHneM Bpada. B Takux ciywasx ciieayeT KOHTPOJIMPOBaTb KOHLEHTPALMIO KaJbIHs B

Ij1asMe KpoBU U COACPKAaHUC €TI0 B MOYC.




He cnenyer mpeBbllIaTe peKOMEHIyeMble [103bl KoOJIeKalbLM(epona, MOCKOJIbKY BO3MOKHO
pa3BUTHE TUIIEPBUTAMHHO3A.
Y DanuMeHToB C IIOYEYHOM HENOCTAaTOYHOCTBIO JIETKOM M CPEINHEW CTENEHU TAKECTH,
IPUHUMAKOIINX npenapar Buramuu D3, cnenyeT KOHTpOJIMPOBATH KOHLEHTPALMIO KaJbLUA U
dochopa B 1uazme kpou. Ilpuem mnpenapata NPOTUBONOKAa3aH NalMEHTaM C
NPEpPaCcONOKEHHOCTEI0O K KaJbLIUEBOMY Hedpoyponutuazy (00pa30BaHHIO KaJbIHUEBBIX
KaMHEH B [MOYKax).
Pexomenayercst cobOiogaTh OCTOPOXKHOCTb INpU IpUMeHeHuu Impenapara Buramun D3 y
MAI[UCHTOB:

e C HapylIEHHEM BbIBEJCHUS KaIbIHs U pochaToB MouKkamu;

® OJIHOBPEMECHHO IMOJYYAIOUIUX JICUCHUE THA3UIHBIMU THypeTHKaMu (cM. pasnen 4.5.);

® [IOJIyHaIOUIMX TEparuio MPOU3BOJAHBIMU OCH30THAINA3UHA;

® B COCTOSHMM MMMOOMIM3anuH (Y HEMOABIKHBIX MMAIIUCHTOB).
Tak kak y TakMX NAalMEHTOB CYLIECTBYET IOBBIIICHHBIM PUCK Pa3BUTHs TMIEPKAJIbLIUEMUH,
CJIelyeT KOHTPOJIMPOBaTh KOHLIEHTPALMIO KAJIbLIM B IIJJa3M€ KPOBH U COJIEP)KaHUE €T0 B MOYE.
Heo6xonumo co0irofaTe OCTOPOKHOCTh IPU IMPUMEHEHHM Ipernapara y HalueHTOB ¢
CapKOMI030M, TaK KaK y HHX BO3MOXKHO yBeJHueHHe Ounorpanchopmanuu ButamuHa D B ero
AaKTHUBHbBIE METa0OJUTHl. PeKOMeHIyeTcs OCYIIECTBIATh KOHTPOJIb KOHIIEHTpAlMU KalbLUs B
I1a3M€e KPOBU U COJEPIKAHUE €T0 B MOYE.
[Tpenapat He cienyeT MPUHUMATh MALMEHTaM C ICEBIOTMIIONAPATUPEO30M, TIOCKOJIBKY B (haze
HOpMaJIbHOMH YYBCTBUTEIBHOCTH K KOJeKanblHUpeposy NOTpeOHOCTH B BUTaMHHE D Moxer
CHU)KATbCS, YTO MPHUBOJUT K PUCKY Pa3BUTHS OTCPOUEHHOW NEperno3UpOBKU. B Takux ciydasx
Jdydllle HCHOJb30BaTh AaKTHBHbIE MeTa0ONUTHl BHUTaMuHa D, mo3Bosistonie Oosee TOYHO
peryaupoBath 7103y KoJeKalbludepoa.
[lpn nnuTenbHOM TpUMEHEHWH mpenapata Butammua D3 B CyTOUHBIX 032X, MPEBBIIIAIONINX
1000 ME (25 mxkr nnm 0,025 Mr xonekanpuudepona), clieayeT KOHTPOIUPOBATh KOHIICHTPAITUIO
KaJblMs B TUIa3Me KPOBU M COJEpXKAHUE €ro B MoYe, a TakkKe (PyHKUHUIO MOYeK. ITO 0COOEHHO
BaXHO JUIS IAIMEHTOB IIOKWJIOIO BO3pacTa M MAlMEHTOB, NPUHUMAIOIIMX CEpACUYHbIE
[JIMKO3Ubl WJIW JAUYpeTUKH (cM. paznen 4.5.). B ciydae rumepkaiableMHM, MPH HaJIU4UU
NPU3HAKOB CHIDKEHHs (DYHKIMH MoYek Wik runepkanbimypuu (7,5 mmons (300 mr)/24 gaca)
CJIeIyeT YMEHBIINTD 03y WIH IPEKPATUTH TEPAIIUIO.

eTH

Crnenyer coOioaaTh OCTOPOXHOCTh NMPU NPUMEHEHWHW mpernapata Butamun D3 y nmeredr B

Bo3pacte oT 6 10 12 neT, Tak Kak OHW HE BCETJ]a MOTYT IPOTJIOTUTH IETYI0 TabJIeTKY.



Cnenyer yuuThIBaTh MOCTYIJIEHHME BUTaMHHA D ¢ muieil ¢ BBICOKMM COAEpKAHHEM 3TOTO
BUTAMMHA.

BcrnioMmorarensHble BElecTBa

Caxaposa

[TaruenTam ¢ peAKo BCTpeYarolleWcs HACIEACTBEHHON HEMepeHOCUMOCThIO (PYKTO3HI,
IeUITUTOM caxapasbl/M30MaIbTa3bl WM CHHIPOMOM TIIOKO30-TaJIAKTO3HON MalibabcopOomum
npueM npenapata Butamun D3 npoTuBonokasas.

Hampuui

JlaHHBIN JIEKapCTBEHHBIM MperapaT coaepXuT meHee 1 mmonb (23 Mr) HaTpust Ha 1 TabieTKy
(500 ME unu 1000 ME), 1. e., npeniapatr Butamun D3 dakTudecku He COACPKUT HATPHS.

4.5. B3aumMojeiicTBMe C JAPYrHMH JIEKAPCTBEHHbIMH TMpenapaTamMu W JApyrue BH/bI
B3aNMOAEHCTBHIA

OnHOBpeMEHHBI TpPHEM MPOTUBOAMHICHTHYECKUX JIEKAPCTBEHHBIX IPENapaTroB, TaKUX Kak
¢dennronH, 6apOUTYpaThl, MOKET CHMKATh KOHIICHTPALHUIO 25-THAPOKCHKOJIEKAIbIM(epoia B
IUIa3Me KpOBH M TIOBBIIATh €ro OuoTpancopManiio B HEAKTHBHBIE METaOOIUTHI 3a CYET
WHAYKIHH «I€YCHOYHBIX» (epMeHTOB medeHU. DPGPEeKTUBHOCTh BUTaMUHA D MOXeT ObITh
CHIDKEHA.

ConyrtcTBytomasi Tepanusi IUIIOKOKOPTUKOCTEPOMJIAMU  MOXKET CHUXKaTh 3()PEeKTUBHOCTD
BUTaMuHa D 3a cueT noBblIIIEHUs €ro MeTadoIn3Ma.

[Ipy ONHOBPEMEHHOM TMPUMEHEHUH KOJEKaIbIHU(PEepos MOXKET YCHIMBATh TEParNeBTUUYECKUN
3h(heKT U TOKCHYECKUN TMOTEHIIMAN HANEPCTSHKH M APYTUX CEePJCYHBIX TIHKO3UAOB (PHCK
pa3BUTHS apUTMHUH) 32 CUYET Pa3BUTHUS THNEpKanbliueMuu. CreayeT MPOBOAUTH TIATEIHHOE
MEAMIMHCKOE HaOmoieHne (B TOM 4uCIIe, 3a NMapaMeTpaMu 3JeKTpokapauorpadun), KOHTPOJIb
KOHIIEHTPAIlUU Kallbllis B TUIa3Me€ KPOBU U COJEpP)KAHUS €ro B MOYE; MpU HEOOXOAMMOCTH —
onpe/ieJIeHue KOHUEHTpPAluu AUTOKCHMHA M JIMTUTOKCHMHA B IJa3ME€ KPOBH M KOPPEKIUsS J03BI
CEpJICYHBIX INIMKO3H/I0B.

[IpumeHneHne THA3UIHBIX JUYPETHKOB MOXET CHIDKATh BBIBEJACHUE KAJIBIMS TOYKAMU H
MPUBOJUTH K TUNEpKaIblMeMuu. [Ipu IIUTENHFHOW COMYyTCTBYIONIICH Tepanmuu HEOOXOAUMO
PEryJsipHO KOHTPOJIMPOBATH KOHIIEHTPALIMIO KaJbIUA B IJIa3ME KPOBHU M COJEPKAHHUE €r0 B MOYE
nanueHTa.

[Ipyu omgHOBpEeMEHHOM TIPUMEHEHHWU C JIEKAPCTBEHHBIMHU CPEICTBAMH, BIHUSIONIMMU Ha
BCACBIBAHHE JKHPOB, HAMpPHUMEp: OPJIUCTATOM, HOHOOOMEHHBIMH CMOJaMH (TaKUMHU Kak
KOJIECTUpPAMHH), WIH CcIaOUTEeIhbHBIMA CpelcTBaMu (Ba3enMHOBOE Macio) abcopOrus
KoJIeKabLii(eposia B KTy T0UHO-KUIIIEYHOM TPAKTE MOXKET YMEHBIIATHCA.

OnHoBpeMEHHOE TIpUMEHEeHHWe BHUTamMuHa D, MeTabonWTOB WM aHaJIoroB BUTamMuHa D
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(Hampumep, KaJbIUTPUOJIa) BO3MOXHO TOJIBKO B HMCKJIIOYHMTEIbHBIX ciydasx. Heobxomumo
KOHTPOJIMPOBATh KOHIIEHTPAIMIO KAJIBIIMS B TUIa3Me KPOBH.

OnHOBpeMEHHOE MPUMEHEHHE pU(aMIUIMHA U W30HUA3UTA MOXKET CHHXXaTh 3(()EKTHBHOCTH
BUTaMuHa D 3a cueT MoBbIIIEHUs CKOPOCTH MeTa0oIM3Ma KoJeKanbludepora.

Ha ¢done onHoBpeMeHHOro npuema Kosekaiblideposia W aHTAUUAOB, COAEPKAIIUX MarHUi,
KOHIICHTpAIlMs MarHus B IJIa3Me KPOBU MOJKET MOBBIIIATHCS.

[Ipy coBMecTHOM TmpueMe KoleKaibnudeposa M aHTANMUIOB, COJACPKANIUX ATFOMHHHIA,
KOHIEHTpAlUsl aTIOMUHUS B IJI1a3Me KPOBH MOKET MOBBIIIATHCSA, YTO YBEIMYMBAET PUCK €ro
TOKCHYECKOTO0 BO3/JCHCTBHUS Ha KOCTHYIO TKaHb. HeoOxomumo wu3beratb JOJATOCPOYHOTO HIIU
YpPEe3MEpPHOTO MPUMEHEHUS aHTALUI0B, COJICPIKAIINX ATFOMUHUMN.

OnHoBpeMEHHOE MPUMEHEHUE BUTaMHHA D C JIeKapCTBEHHBIMH TpernapaTtaMu, COACPKAITUMU
BBICOKHE JI03bI Kalblus WK (hochopa, MOKET YBEIHUUNBATH PUCK TUIIEPKATBIIIEMHUU.

4.6. DepTHIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

B cinywae mnpumenenuss mpemapara BO BpeMs OEpeMEHHOCTM M B TIEPHOJ TPYAHOTO
BCKapMJIUBaHUs HEOOXOIUMO YUUTHIBATh MOCTYIUICHHE BUTaMHUHA D W3 JPYyrHX HCTOYHUKOB.
Cyrounas no3a ButamuHa D He nomkHa npessimate 600 ME.

bepemeHHOCTD

Bo Bpemst 6epemenHocTH BUTaMuH D clieflyeT mpuHUMATh TOJIBKO B ciiy4ae ero aedunura. He
cienyeT TpeBbImarh cyTouHyr a03y 500 ME 6e3 BpaueOnHoro HaOmoaeHus. Bo Bpems
OepeMeHHOCTH He cielyeT MPUHUMATh Mpenapar B J03aX, MPEBBIIIAIOIINX PEKOMEHIOBaHHbIE,
TaK KaK TMIEePKaJIbIIEMHUs] B pe3yJbTaTe Mepe103uPOBKH KoNeKaIbIdepoaa MOXKeET IPUBECTH K
OTCTaBaHHIO B (PU3MYECKOM U YMCTBEHHOM pAa3BUTUH, BO3HUKHOBEHHIO OCOOBIX (opM
A0pPTaJILHOTO CTEHO3a U PETHUHOIATUH Y PeOCHKa.

JlakTanus

Konexanbuudepon u ero MeTaboIuThl IPOHUKAIOT B TPYAHOE MOJIOKO.

CuMnTOMBI TIEPETO3MPOBKH Yy JCTEH Ha TPYJHOM BCKapMIIMBAHWW, YbH MATEPU MOyYaJIHd
KOJIeKaTbIU(epo1, He OTMEYAIINCH.

DdepTUabHOCTD

B wuccrnenoBanusx BIMAHUA KONEKaNbIU(peEpoda Ha PEMPOAYKTUBHYIO (YHKIHIO HE OBLIO
BBISIBJICHO KaKOTO-TH00 HeratuBHOTO d(Pdekra. CooTHOIIEHNE MEX Ty MOTCHIIMATIBHON MOIb301
Y PUCKOM JJIS Y€JIOBEKa HEU3BECTHO.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBaAMHM M padorath ¢
MeXaHH3MaMH

[Ipenapar Buramun D3 He BiauseT Wiau BIUSET B HE3HAUYMTEIHHON CTENEHU Ha CIIOCOOHOCTH K

YIOPaBIEHUIO TPAHCIIOPTHBIMU CPEICTBAMU U MEXAHU3MAaMHU.



4.8. HexkennaTeibHbIe peakunuu

PesroMme HexxenaTeabHBIX PeaKIi

Bo3MoskHbIE HEKeNaTeNbHbIE Peakuy Ha (hOHE MPUMEHEHHS KOoJIeKablrpeposa pacipeieneHbl

[0 CHCTEMHO-OPraHHbIM KJlacCCaM C YKa3aHHEM 4YacCTOThI

HCHU3BCCTHA (HCBOSMO}KHO OLCHUTHh HAa OCHOBAHUH UMCIOIINXCA ,Z[aHHI)IX).

Hapywenus memaboausma u numanus:
4aCTOTa HEU3BECTHA — TUIIEPKAIBLIMEMUS, THIIEPKAJIBLINY PUSL.

Kenyoouno-Kuuieunvie HapyueHus.

JacToTa HEU3BECTHA — 3aI10p, METCOPHU3M, TOIIHOTA, 00J1b B KHUBOTEC, 1Uapes.

HapymeHuﬂ CO CNMOPOHBL KOJHCU U NOOKONCHBIX MKAHE.:

HNX BO3HHKHOBCHUIA:

qaCToTa

JaCTOTa HCHU3BCCTHA — PCAKIUU TUIICPUYBCTBUTCIBHOCTH, TAKHUC KakK KOJKHBIHN 3yA, KOXHadA

CbIIIb, KpaIllMBHUIIA.

COO6H_I€HI/IH 0 IMOJ03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0maTh O TIOMO3PEBACMBIX HEXKENATEIbHBIX pPEAKIUSIX I0CIE PErUCTPaLUu

JICKApCTBCHHOT'O IMperiapaTta € LCJIbIO obecrneueHus HCIIPEPBIBHOI'O MOHUTOPHUHIAa COOTHOIICHHA

«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpCIiaparta. MeaunmuacKkumM pa6OTHI/IKaM PCKOMCHAYCTCA

COO6H_IaTB 0 JII00BIX MMOA03PCBACMBIX HECKCJIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCIiapara

YCpe3 HAIMOHAJIBHBIC CUCTEMBI COO6HIGHI/I$I 0 HCXKCJIATCIIBHBIX PCAKIUAX IOCyaAapCTB — YJICHOB

EBpazuiickoro 3KOHOMHUYECKOT0 CO03a.

Poccuiickasa ®edepayus

109074, r. Mocksa, CnaBsiHCKas iomaab, 1. 4, ctp. 1
®denepanpHas cnyx0a Mo Haa30py B cdepe 3paBoOOXpaHEHUs
Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

Anpec s51. moutsl: pharm@roszdravnadzor.gov.ru
Be6-caiit: www.roszdravnadzor.gov.ru

Pecnyonuxa benapyco

220037, r. Munck, ToBapuilieckuii nep., 1. 2a
Pecniybnukanckoe  yHutapHoe —mpenmpustue  «LleHTp
3/IpaBOOXPAaHEHUY

Ten.: + 375 (17) 242 00 29

Anpec 311, mouthl: repl@rceth.by

Be06-caiit: www.rceth.by

Pecnybnuxa Apmenus

0051, r. EpeBan, nip. Komuraca, n. 49/4

AKCIIEPTHU3

u

UCIBITAaHUHN

B


http://www.roszdravnadzor.gov.ru/

«Hay4HbIil LIEHTp 3KCHEPTU3bI JEKAPCTB U MEAUIMUHCKUX TEXHOJIOTUH MMEHHM aKaJeMHKa O.
["aGpuensinay

Ten.: +374 60 83 00 73

Anpec 311, mouthl: admin@pharm.am

Be06-caiit: http://www.pharm.am/

Kuipevizckasn Pecnybnuka

720044, Yyiickas obsnacts, r. bumikek, yi. 3-s Jluaus, a. 25

JlemapTaMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX HU3IEIHA

Tem.: +996 (312) 21 05 08

Anpec 1. moutsr: dlomt@pharm.kg

Be6-caiit: www.pharm.kg

4.9. Ilepeno3upoBka

CuMITOMBI

[Tprem BBICOKMX 103 BUTaMHHA D MOXET BBI3BIBATH THUNEPKAIBIHUEMHUIO, KOTOPas MOXKET
BapbUPOBATLCS OT OSCCUMITOMHOIO YBEJIWYCHHS TUTA3MEHHOW KOHICHTPAIMU KaJbIUsA J0
OTMACHOTO ISl )KU3HU CHHApPOMA TUrnepKaibleMu. CHMITOMBI HHTOKCUKAIIUU HECHEIU(UIHbI
U MOTYT BKIIOYaTh YCTaJIOCTh, MBIIICYHYIO CIa00CTh, aHOPEKCHIO, TOIIHOTY, PBOTY, 3amop,
JIapero, TOJIMYPHI0, HUKTYPHIO, TIOBBIIICHHOE IOTOOTACIICHUE, TOJIOBHYIO OO0JIb, KaXIy,
COHJIMBOCTh, BEPTUTO, aqUHAMHS, CIIYyTAaHHOCTh CO3HAHWA. B JaHHBIX pe3yJbTaToOB
nabopaTopHOTO 00CNIEAOBaHUS — Aa30T€MHUs, THUIEPKAIbLIUEMHUs, THUIEPKAIbUUYpU U
MOBBIIICHHE KOHIIEHTPALUU 25-THIPOKCHKONEKaIbIudepona B IiIa3Me KpPOBU. B Tskenmbix
CIIyJasiX MOMXET pa3BUThCS APUTMHS, ITOCICICTBUIMUA SKCTPEMAIBHO BBICOKMX 3HAYCHUH
KOHIICHTPAIIUU KaJbI[Us B KPOBHM MOTYT CTaTh KOMa WM JICTAIBHBIA HMCXOJ. XPOHHUYECKAs
nepeo3upoBKa KoJlieKaabIudepona MOXKET MPHUBECTH K OTJIOKECHHIO KalblHs B TKAHIX U
MapeHXUMATO3HBIX  OpraHax, TMpexae BCero B TMOYKaXx (MoYekaMeHHass  OOJe3Hb,
HeppoKamplIMHO3) W cocynax. HaOmiomaercs — 3HauMTeNbHAs ~ MEKWHIUBHUAyaIbHas
Bapra0eIbHOCTh MepeHOCHMOCTH BuTamuHa D. Jletn Oojiee BOCIIPUUMYNBEI K €0 TOKCHYSCKUM
s dexTam.

[TarueHTHl, ATUTENBHO TMONyYarollue BUTaMUH D B BBICOKMX /033X, JIOJDKHBI OBITh
PONH(OPMHUPOBAHBI O CHMIITOMAX BO3MOXKHOM ITEePEI03UPOBKH.

Jleuenue

Crneuuduueckuif aHTHIOT OTCYTCTBYeT. B ciyuae mepemo3upoBKU CIEAyeT MPEeKpPaTUTh
MOCTYIUICHHE BHUTaMHHAa D W3 BceX MCTOYHUKOB. PekoMeHayeTcsi peruaparanus ManueHTa U
IUeTa ¢ HU3KUM cofepxaHueMm Kaiblus U ¢docopa. Bo3MOKHOCT MPUMEHEHUS B JICYCHUH

[IIIOKOKOPTUKOCTEPOHI0B, METJIEBbIX AUYPETUKOB, KAIbIIUTOHNUHA WIH OMchOCPOHATOB ClIeTyeT
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paccMaTpuBaThb B 3aBHCUMOCTM OT TsDKECTH TunepkanpiueMuu. [lepopanbHble  niau
BHYTpPHBEHHbIE OnchochoHATH TOATBEPAUIN CBOIO 3PPEKTUBHOCTD B JICUCHUH TEPEI03UPOBKU
BUTamMuHa D.

['nnepkanpeMuss MOXKET COXPaHATHCS B T€UEHUE AIUTEIBHOIO IIEpUo/a M0Cie Nepe103UPOBKU
ButamMuHa D. IlockonbKy cyliecTByeT pHUCK IOBTOPHOM  MHTOKCUKAIUMM, CJEIyeT

KOHTPOJHUPOBATH COCTOAHHNC MMALIUCHTOB.

5. ®APMAKOJIOTHMYECKHWE CBOMCTBA
5.1. ®apmakoauHaMHYeCKHE CBOMCTBA
®dapmakoTepaneBTUUYECKas rpyma: BuTaMuH D u ero ananoru
Kox ATX: A11CCO05

MexaHu3M ASHCTBHUS 1 d)aDMaKOHI/IHaMI/I‘leCKI/Ie Bd)d)eKTBI

Xota konekanmbiudepon (ButamMuH D3) cuMTaeTcss BUTaMHHOM, C TOYKHM 3pEHHsI CHUHTE3a,
(GU3HOIOrMYECKON peryssaluy U MeXaHu3Ma JEHCTBUS €ro MOYKHO paccMaTpuBaTh B KayecTBE
IpEeIUIECTBEHHUKA CTEPOUTHOTO TOPMOHA.

Konekanpuudepon obOpasyercs B KoXe M3 7-IErMIPOXOJIECTEpUHA O] BO3AECHCTBUEM
yIbTpaduoseToBbIX Jydyeil cnekTpa B u mpeoOpasyercs B OMOJOrMUYECKH aKTUBHYIO (opMmy
(1,25-muruapokcukosekaipuudepon, Takke HasbiBaeMbiid 1,25(OH)2D3 wiu kanbuTpros) B
JIBa dTara THIpOKCHINPOBaHus (M. pazaen 5.2.). OH Takke MOKET MOCTYNaTh C MUIIeH WU B
KaueCTBE JIEKAPCTBEHHOI'O CPEJICTBA.

OcHoBHast ¢yHKIMS Ouonorunuecku aktuBHoro Merabonuta 1,25(0OH)2D3 3akmrouaercs B
NOJNJEp)KaHUM ToMeocTa3a Kaiuplusi U ¢ocdopa B LUPKYJIHUPYIOMIEH KPOBH BMECTE C
naparupeonJHeIM ropMoHoM (ITTTY) u kansruronunoMm. 1,25(0OH)2D3 ctumynupyet BcacsiBaHue
KaJblIMs B KUIIEYHUKE, BKIIOYEHNE KaJbIUA B OCTEOU U BHICBOOOXKAEHUE KaIbLIUs U3 KOCTHOM
TkaHu. OH TakXke CTUMYJIUpPYeT aKTHBHBI W TMacCHBHBIN mepeHoc (ochaToB, peryaupyer
BBIBEJIeHNE Kalmblus U (ochaToB MOCPEICTBOM PETYIHPOBAHUS KaHAIBIIEBON peabcopOumu u
uHruoupyert cexkpeunto [1TI" mapamuToBUAHBIMY jKETI€3aMU.

5.2. apmMaKkoKHHEeTHYeCKHE CBOMCTBA

Abcopbrus

Konekanpuudepon BcachiBaeTcss B TOHKOM KulleuHuke. lccienoBaHusi MoOKaszalu, 4YTO
BcaceiBaercs npuOnau3utenbHo 80 % mpuHsTONM 03Bl [lOCKOJIBKY BHUTaMUH — SIBIISETCS
KHUPOPACTBOPUMBIM, BcachiBaHHE 0osiee H3PPEKTUBHO B MPUCYTCTBUH COJICH KETUHBIX KUCIOT.

Pacnpenenenue

TpancroptupoBka BUTaMHHAa D U3 KOXKU OCYIIECTBISETCS CHEIU(PUUECKUM OEJIKOM ILIa3Mbl

KpOBH, Ha3blIBACMbIM BHUTaMHWH D-CB?ISBIBaIOIHI/IM 66J'IKOM, TOrJa KakK TPAaHCIIOPT BUTaMHWHaA D,
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MOCTYMAOIIET0 € MUINEH, OCYHIECTBISETCS XWIOMUKpOHaMHU. Yepe3 HECKOJIbKO 4acoB MOCIe
npreMa WM CHHTE3a B KOXKE BHUTaMMH D TOCTymaer B TI€YEHb ISl METabOIMUYECKUX
npeoOpa3oBaHuii ¥ B BUAe BUTamMuHa D wim ero mMera0onuToB moctynaer B jaerno. K gemo
OTHOCHUTCSl JKHpOBas TKaHb, MeueHb U Mblmibl. Konekanpuudepon NpoHUKaeT uepe3
IUTalleHTapHbIN O0aphep U B TPYIHOE MOJIOKO.

Buorpancdhopmariusg

Konekanpuudepon akTUBUPYETCS IMyTEM THAPOKCHWIMpOBaHMsS B 2 dTana. Ha mepBom srtame B
NICYCHN MPOUCXOMUT THAPOKCHIMPOBAHUE aToMa yriepona B 25-W mo3uiuu, oOpasyercs
HauOoJiee BakHas (opMma IUPKyIHpyromero ButamMuHa D — 25-ruapokcukosekanbiindepot.
OT0oT MeTaboNMHUT B (PU3MOTOTHYESCKUX KOHIICHTPALHUSX HE SIBJISICTCS OMOJIOTHMYECKH aKTHBHBIM.
Crneyromuii 3 Tam aKTUBAIIMH OCYIIECTBIISETCS B IOYKAX, T/Ie OMOJOTMYEeCKH aKTUBHAs (hopMa —
1,25-nuruapokcuKoIeKabIUdeposl o0pazyercss B pe3yibTare TUAPOKCHIUPOBAHHS aToMa
yriaepoga B 1-i  mosumuu.  HopmanbHas ~ KOHIEHTpamuss B IuiasmMe  25-
THIPOKCUKOJICKATTBITM(eposia, KOTOpasi YKa3bIBaeT HA JIOCTATOYHOE KOJMYECTBO BUTamMuHA D B
opraam3me, coctarisietr 6osiee 20-30 aHr/mi (50-75 HMOB/IT), TOT/Ia KaK KOHIICHTPAIUS B IJIa3Me
KpoBu 1,25-nuruapokcukonekanbsindepona cocrasisier okoso 0,04 ar/mi (0,1 HMons/m).
DJIMMUHALNS

Konekanpnudepon u ero MeraboIUThl B OCHOBHOM BBIBOJISATCS 4Yepe3 KUIICYHUK U TOJHKO B
HEOOJIBIIIOM KOJIMYECTBE BBIACIAIOTCS oukamu. CpeHuit OMOJIOTMUECKHi TIEpHUOo/T TToJTypaciaaa
25(OH)D3 cpIBOpOTKH KpOBH COCTaBIsIET NPUOIN3UTENBHO OT 13 10 15 nHei.

5.3. JlanHblIe JOKJIHHHYECKOH 0e30MacHOCTH

[To maHHBIM, TOJYYEHHBIM B XOJ€ JOKIMHHYECKUX WCCIEAOBAHUN, Y JKMBOTHBIX YPE3MEPHOE
noTpebsieHne KoJeKaibludeposia BBI3BIBACT THUIEPKATBIIMEMHIO. MHOTOKpAaTHOE BBEJICHUE
Konekanbiudepona kpeicam B Bbicokux no3ax (o 100 000 ME/kr) BbI3bIBajO BBIPAKEHHYIO
TUIepKalbliueMuto, runepdochaTeMito © TUMNEPIUNIONPOTEHHEMHIO, TOT/Aa Kak J03bl
10 500 000 ME/kT mpuBOAHIN K TIOBPEXKJICHUSIM CEpPIIIA.

Konekanpnudeponn oka3plBal TEpaTOTeHHOE JCHCTBHUE HA MBIIICH, KPBIC M KPOJIHKOB IPU
BBEJICHUU B 3HAYUTENHHO OOJiee BBICOKHMX J033aX IO CPaBHEHHIO C JI030i, MPUMEHSIEMOU Yy
YenoBeKa. Y MOTOMCTBA HAOMIOIANNCh MHUKpoLedars, TOPOKH Ceplla U aHOMAITUU Pa3BUTHUS
CKelera.

Konexanbuudeposn He 065aaeT MyTareHHbIM U KaHLEPOT'€HHBIM TTOTEHIIUAJIOM.

6. ®PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

MauauTon
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KapOokcumerninkpaxman HaTpust (TUIT A)

Kpaxman KkyKypy3HbIi

[emtrono3a Mukpokpuctaumyeckas (tum 102)

Tanbk

KpeMu#ust nTMoKcHI KOJIJIOUTHBIN, O€3BOAHBIN

Maruus creapat

6.2. HecoBMecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs!)

2 roja.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuThb npu Teminepatype He Boiie 25 °C, B OpuruHaibHON yrakoBke (Onmctep).

6.5. Xapakrep u conep:xkaHue NePBUYHON YIIAKOBKHU

[To 10 tabmetok B Omucrepe u3 komOumHupoBanHoro marepuana OITA/An/IIBX u donbsru
AJTFOMUHHEBOM.

ITo 3, 6, 9 unu 20 GcTepoB BMECTE C TUCTKOM-BKJIQIbIIIEM MTOMEIIAIOT B MAYKy KApTOHHYIO.
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH YHHYTOKEHHM HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapara WJH OTXO0JA0B, TMOJYYEHHBIX TIOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara, v Apyrue MaHUuMyJIsIUU ¢ PenapaTom

Het oco6bIx TpeOoBaHMi K yTHIN3AIMH.

7. JEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
CrnoBeHus
AO «KPKA, n.1., HoBo mecto», llImapeemka necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
@axc: +386 7 332 15 37
Anpec a1. moutsl: info@krka.biz
7.1. llpeacraBuTe/ib Aep:KaTessl perucTPAIMOHHOIO YA0CTOBEPEeHUs

[Iperen3un HOTDC6I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccuiickaa ®@eoepayus

000 «KPKA-PYC»

143500, MockogBckas o6u1., r. Uctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994-70-70

®axc: +7 (495) 994-70-78

Anpec 351. moutsl: Krka-rus@krka.biz
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Be06-caiit: www.krka.biz

Pecnybnuxa Benapyco

[TpencraButenbetBo AxnuoHepHoro o6mectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Cnoenust) B Pecriyonuke benapych

220114, r. Munck, yn. ®unumonosa, a. 251, odpuc 315

Ten.: + 3757407409230

®axc: + 3757407409230

Anpec a11. moutsl: info.by@krka.biz

Be6-caiiT: www.krka.by

Pecnybnuxa Apmenus

[TpencraButenscrBo «Kpka, n.4., HoBo mecto» B PecniyOiinke ApmeHus

0001, r. Epesan, yn. Han6aunnsn, a. 106/1, odpuc 103

Ten.: +374 11 560011

Anpec 3. moutsl: info@krka.am

Be6-caiit: www.krka.biz

Keipevizckasn Pecnybnuka

[IpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.1., HoBo Mmecto» B Keipreizcrane
720040, Yyiickas obsacts, r. bunikek, OyiabBap DpKUHIUK, 4. 71, 610Kk A

Ten.: + 996 (312) 66 22 50

Anpec an1. noutsl: info.kg@krka.biz

Beo-caiit: www.krka.biz

8. HOMEP PETMCTPALIMOHHOT'O YIOCTOBEPEHUS
JITT-Ne(000108)-(PT-RU)
9. JIATA MEPBUYHOI PETUCTPALAN (IOATBEPKIEHUS PETUCTPALIMH,

INEPEPET'UCTPALIUN)
Hara nepBoii peructpauuu: 30 nexadbps 2020 r.

10. IATA IEPECMOTPA TEKCTA
10 oxTs16ps 2022 T.

OOmasi  xapakTepUCTHKa JIKapCTBEHHOro mpemapara Burtamun D3 gocrymHa Ha
UH(QOPMAIIMOHHOM TOopTane EBpa3suiickoro SKOHOMHYECKOTO cOro3a B HH(OPMAalMOHHO-
KOMMYHUKaIMOHHO# cetn «HTepHeT» https://eec.eaeunion.org.
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