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1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IPEIMAPATA
I5-KAIIC, 10 000 ME, KarcyJibl

2. KAYECTBEHHBIN U KOJIMUECTBEHHBII COCTAB
JlefcTByIOLIEe BeLecTRO: KoJIeKaJIbLiuepol.

Kaxnas xancyma comepxurt Konekanbuudepon (B BMJIE MACISHONO pacTBOpa
KosekanbLupepona 1 mita. ME/r) — 250 mxr (10 000 ME).

[lonHBI# nepeyeHs BCMOMOraTebHBIX BEIECTR NpHUBE/EH B pazzene 6.1.

3. JEKAPCTBEHHASI ®OPMA
Kancymner.

Karcyiier Msirkue sxenatuHoBbie 0BamBbHOI (opMmBI co mIBOM, mpo3payHble, CBETIO-
XKEJITOro 1BeTa.

Conepxumoe  kamcyn — Mpo3payHasi OeClBETHas WM Clerka JKelToBartas
MaCJITHUCTAS KUJIKOCTb.

4. KIMHUYECKHUE JJAHHBIE

4.1. Ilokazanus k npumenenuio

J5-KAIIC nokasan k mnpumenenuo Y B3POCIBIX MJIS JieYeHHs Jeduuura u
HEMOCTaTOYHOCTH  BUTaMHHa D ¥ CUMOTOMOB, BBI3BaHHEBIX AepuInuTOM
BUTaMHHa D.

4.2. Pesrcum 0o3uposanusn u cnocoé npumenenus

Pexxum no3upoBanus

B 3aBucuMoctu ot xemaemoro YpoBHs Kaneuuauona (25(OH)D) B ceiBopoTke
KPOBH, TSXKECTH 3a00JI€BaHHsI U peakIWH MalieHTa Ha Jie4YeHue, ToYHas 703a |
MPOAOIDKUTEIIEHOCTD JICUCHHS TOJDKHBI OBITh YCTAHOBJIEHEI Bpa4yoM, HEOOXOAUMO
YYHUTBIBATh OQHUIHAILHbIE HAITHOHATbHbBIE pexomeHnanuu. Beibop cxeMsl neuenus
(exenHeBHasi, exeHeIebHas, CKEMECAYHAs) ONpEAENsIeTCs WHAMBUAYATBHO C
YHETOM NPEINOYTEHNH MAalMEHTa U MaKCUMAIBHON 0XKHIaeMOi [IPUBEPKEHHOCTH
K JICYEHHIO.

Pexomenmyemas nosa:

—  0na nevenus Odedpuyuma eumamuna D (yposens 25(OH)D < 20 ur/mu) y
B3POCIIBIX HEOOXOMUMO npHHUMATE 110 50 000 ME (5 kancyn o 10 000 ME) 1 pas
B HEJICJIIO B TeUYeHUE 8 Heflelb,

— 01 Jevenus  wedocmamounocmu — eumamuna D (ypoBen»  25(OH)D
2029 Hr/Mit) y B3pOCIBIX HEOGXOUMO npudumath o 50 000 ME (5 kancyn mo
10 000 ME) 1 pa3 B HEeJICNIIO B TeUeHHeE 4 HeJellb.
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JUIs mojiepXkaHus JOCTUTHYTOrO HOPMAJIBHOTO YPOBHSI BuTamMuHa D (ypoBenb
25(0OH)D > 30 Hr/mi1) 'y B3pOCHBIX HEOOXOMMMO npuarMate o 10 000 ME
(1 kanicysna mo 10 000 ME) 1 pa3 B meaeno.

HpI/I IJIUTEIBHOM JIEYEHHUHU CICAYET peryasipHO OIIpENLIIATH KOHIEHTpALHUIO
KaJIbIIUs B KPOBH U MOY€E, a TaKXKe OIIPEACIIATH (.'b}’HKLII/IIO [TOYCK ITyTEM U3MEPEHHUS
CLIBOpOTO‘IHOﬁ KOHICHTPpAaUWHU KpeaTUHHHA. HpH HCO6XO,Z[I/IMOCTI/I J03a AOO0JDKHAa
OBITH CKOPPEKTHPOBAHAa C Y4€TOM KOHLUECHTPALUHU KaJbLUs B CbIBOPOTKE KPOBH.

Ocobvie epynnor nayuenmos

[Iayuenmol ¢ napywenusmu ynkyuu novex

Buramun D cnexyer ¢ octopoxHOCTBIO IPUMEHATE y MAlMEHTOB C MOYEYHOM
HEIOCTATOYHOCTBIO  JITKOM M CpefHeld  CTeNmeHH  TSHKeCTH. Cnenyer
KOHTPOJIMPOBATE BIIMSHUE HA METAbOMIHM3M Kalbius U pochaToB.

Buramun D He cnemyer npumensts y TAUUeHTOB C TSKEJIOH IOYeYHOH
HEZIOCTaTOYHOCTBIO (CcM. pasjen 4.3, 4.4).

layuenmol ¢ napywenusmu ynxyuu newenu
Koppekuus 10351 He TpeGyercs.

Jemu

HpenapaT IIPOTUBOIIOKA3aH JIETSIM U IIOAPOCTKaM B BO3pacTte 1o 18 ner.

Crocob npuMeHeHus
[Ipenapar npunuMaeTcs BHYTPb BO BpeMs €[bl, 3aluBas JOCTATOYHBIM
KOJIMYECTBOM BOJIBI.

4.3. Ilpomusonokazanus

IIpoTnBoONOKa3aHUSMY K IPUMEHEHHIO SIBIISIOTCS:

—  THICPYIYBCTBUTENILHOCTh K [EHCTBYIOIIEMY BELIECTBY MK aoboMy U3
BCMOMOTATeNbHBIX BEILECTB, EPEYHCICHHBIX B pasziere 6. 1;

—  TUNepBUTaMHHO3 D;

—  THICpKaNbUMeMHs H/UIM TUNepKaNbIHyPHS (CM. pasnen 4.4);

—  He(posnuTHas / He(pOKATbIHHO3 (cMm. pazzen 4.4);

— II0Y€YHast HEIOCTATOYHOCTh TSDKEIOM CTelmeHH (KIMpeHC KpeaTHHHHA
< 30 m/mun) (cM. pasnen 4.4);

—  TiceBrorunonapatupeos (cM. paszen 4.4);

—  OepemeHHOCTH U neprox FPYAHOTO BCKapMIIMBaHusl (CM. paszen 4.6);

—  JCTCKHuH Bo3pacT J0 18 jeT (cm. paznen 4.2).

4.4. Ocobvie ykazanus u Mepol npedocmopoicnocmu npu npumenenuu

C 0CTOPOXKHOCTBIO

Butamun D crnepyer npumensits ¢ OCTOPOXXHOCTBIO Y TMAlLMEHTOB C HapyIIeHHeM
yHKUME TOYeK. V mamueHToB ¢ MOYeYHOl HEJIOCTATOYHOCTBIO, MOJIYYarOIIUX
JICYCHHUE NpernapaTamMu BUTaMuHA D, HEOOXOMMMO OTCIIEKMBATE ero BiIMsHMEe Ha
MeTaboM3M Kablus U (pocharos. Crnenyer y4ursiBaTh puck KaJbLU(DUKALUH
MATKHX TKaHed. Buramun D we crnemyer NPUHUMATh MalMeHTaM, KOTOpbIE
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OCOOEHHO TpepacoNoKeHbl K 00pa30BaHUIO KaMHEH B TIOYKAX; COZIEpIKaIINX
KaJIbLUK. Y MalMeHTOB C TSHKEJIOW [MOYEUHOM HEeJ0CTATOYHOCTHIO HapyuieH
Metabosnu3m BuTamMuHa D B opme Konekanbuupepona, U ciesyeT UCIOMb30BaTh

apyrue Gpopmel BuTamuHa D (cM. paszen 4.3).

[penapatsr Butamumna D creflyeT NpUMEHSTb ¢ 0cOGOH OCTOPOKHOCTBIO Y
MalMeHTOB C HApYIICHUEM OKCKpEUMH KalblUs H (GocdartoB ¢ MOYOH, MpH
OHOBPEMEHHOM MpUEMe THA3UAHBIX JHYPETHUKOB, CEPAEYHHIX T[JIMKO3UIOB
(OCOOEHHO TTMKO3HMIOB HANEPCTSHKH), MPOU3BOAHBIX OEH30THANMA3MHA W y
MMMOOMITM30BaHHBIX MALMEHTOB (PUCK TMMEPKAIbLHEMHUH H TUINEPKATIBIUYPHH).
Y TaKuX NalMEeHTOB CilelyeT KOHTPOJIUPOBATH YPOBEHb KAIBIHS B IIa3Me H MOYUe.

Ilpenmapar He cnemyer mpuHMMaTh B ciiydae TMICEBJIOTUIIONAPATUPED3a
(moTpebHOCTh B BHTamuHe D MOXeT OBITh HMHOIA CHUIKEHA HOpPMaJIbHOM
HYBCTBUTCIIBHOCTBIO K BUTAMHHY D ¢ pHCKOM Hepero3MpOBKH MpH ITUTENHHOM
npueme). B Takux ciyuasx JoCTymHBI Apyrue mpousBoHbIe BUTaMuHa D.

Bo Bpems JumHTenbHOrO neueHus ¢ ob6mieit CYTOYHOM J1030H, MPEBBIIIAOIIEH
1000 ME Buramuna D, nosrydaeMoro u3 Bcex HCTOYHHKOB (To ecTh U3 panuoHa
MUTAHUS U JTFOOBIX MPENapaToB WM OUOJOTHYECKH AKTHBHBIX J0OABOK K THIIE),
CJIEYET KOHTPOJIMPOBATEH IMOKA3aTe/IH KalblHs B CHIBOPOTKE M Moue. DyHKIHIO
[TOYEK TakXke CIleNyeT MPOBEepSATh IyTeM H3MEPEHHs YPOBHS KpeaTHHHHA B
CBIBOPOTKE. JIaHHBI MOHHTODHMHI Ype3BBIYANHO BaKEH Y MALMEHTOB MOKHIOTO
BO3pacTa M B cCiyvae MPOBEICHHsS COIYTCTBYIOIICH Tepanuu CepAedHBIMH
[IMKO3HJIAMH WITK IMypeTUKamu (CM. paszen 4.5.). B ciydae BO3HUKHOBEHUS
THNCPKATBUMEMUH WM MPU3HAKOB  YXyMIIEHUS (GYHKUMH MOYEK CIIeLyeT
YMEHBUIUTb 103y WJIU NPEKPATHUTE JICUYEHHUE.

PexomeHnyercss ymeHbmuTs 03y WM mpepBarh JieueHme, ecim CoJIep)KaHue
KaJlpllus B MOY€ MPeBbIIaeT 7,5 MMob/cyTku (300 Mr/cyTkn).

C 0co6oit OCTOPOKHOCTBIO CEyeT Ha3HAYaTh npemnaparsl BUTamMHHa D mpu
CapKOHMJIO3¢ IO MPHUYHHE PHUCKA [OBBIIEHHS YPOBHS €ro TpaHC(OpMALHH B
aKTUBHBIH METa0ONUT. Y TaKuX MalUeHTOB HEOGXOIUMO NPOBOJUTE MOHUTOPHHT
KOHLEHTPALUU KaJIbLHsI B CBIBOPOTKE U MOYE.

Bo usbexaHue nepeno3upoBKku MpH Ha3sHa4YeHWW BUTamuHa D cremyer yuuThIBaTh
BCC MOTCHLHMANbHbIC HMCTOYHUKM BUTaMHMHA D, Takume Kak Jpyrve Ipenaparsi,
colepxaiie BUTaMHH D, mpoaykTel nuTaHus, IIPOAYKTBI, OOOralieHHble
BUTaMUHOM D, nuinessle 106aBku u T. 1. JIOMONHUTEbHbIE J103bl BUTaM#Ha D
CJICAYET NPUHUMAThL MOJ| TUIATENbHBIM MEIMIUHCKUM HabIoneHueM. B Takmx
ClIy4dassX HeoOXOOuMO yalie KOHTPOJIMPOBATh yPOBEHb KajbLHS B ChHIBOPOTKE
KPOBH M 3KCKPELHIO KaJbLHUs C MOYOIA.

Bricokue 1036l BUTamMHHa D MOTYT BbI3BaThb HHTOKCHKAIMKO BUTAMHUHOM D [IpU
HEIIPpaBUJIbBHOM HO3UPOBaHUU. Kak CJICACTBHUE, COO6H_IEU'IOCB O TSDKEJBIX ClIy4dasx
FATIEPKAJIBIHUEMUH TTOCIIE [IpuemMa BBICOKOM Hany30‘IHOﬁ 1036l BUTaMuHa D.
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4.5. Bzaumooeiicmeue c Opyzumu J1eKapCmMEeHHLIMU—-RPERAPAMami —u--opyzue
6UOBL 3AUMOOCICIEUSA

IIpomusocyoopooicuvle npenapamer (Takue Kak (EHUTOMH) u bapbumypamo
MOTYT OCHalJATh JeHCTBHE KoNeKanblu(epona B CBA3M C  yCHICHHUEM
MeTabosn3ma.

Tuasuonvie Ouypemuxu MOTYT CHHKATh BBIBEJEHHME KaJbLUi C MOYOH W,
COOTBETCTBEHHO, IIOBBIMIATE PUCK pPA3BUTUSl THUIEPKAJIbIHEMHH. Y TaKUX
MalMEHTOB HEOOXOAUMO MPOBOAUTH MOCTOSHHBI MOHMTOPUHT KOHIIEHTPALHH
KaJbLHUsl B KPOBH M MOYE.

['moxoxopmuxocmepouder. OHOBpeMEHHOE Ha3HAYEHHE TIIOKOKOPTUKOCTEPOHUIOB
MOXET CHIXaTh 3(Q(PEKTUBHOCTH KOJeKabIU(epoa.

Cepoeunvie enukoszuoui. IlepopanbHoe Ha3HAYEHNHE BUTAMUHA D MOXKET MOBBIIATE
3(Q(eKTUBHOCTh M TOKCHYHOCTH CEpIEYHBIX [THKO3MIOB BCJIEACTBHE MOBBIIICHHS
YPOBHEH KanbLusi (PHCK Pa3BHUTHs CEPAECYHBIX apUTMHMil). Y TaKuX MAlHEHTOB
HEOOXO/IMMO KOHTPOJIMPOBATH [IOKA3aTeNd YPOBHS KalblHs B IUIA3Me M MOUe,
OKT, a Takxe (€CIM 3TO II0KA3aHO) YPOBHM JUTOKCHHA M JAMIHTOKCHHA B IUIa3Me
KPOBH.

Memaborumor  eumamuna D unu eco amanocu (Hanpumep, kanvyumpuon).
Buramun D MoxeT KOMOMHHMpOBaThCS ¢ METaGONMTAMH MM aHATOTAMH
BUTAMUHA D TOJIBKO B HCKIFOYUTENBHBIX CIydasX M IOJ KOHTPOJIEM YpPOBHS
KaJbLHs B [UIa3Me KPOBH.

Pugpamnuyun u uzonuasud moryt cHmxath ekt JIEKapCTBEHHOI'0 Mperapara
H3-32 YBEJIMYCHHs CKOPOCTH OMOTpaHchopMaLiy KoseKanbiudepoa.

Opnucmam MOXeT MOTeHIHAIBHO YXYAIHUTh abcopOLuio YKHPOPACTBOPUMOTIO
BUTaMuHa D.

Hornoobmennwie CMOJIbl, maKue Kakx Xonecmupamun, crabumenvHole npenapameal,
makue Kak 8as3eiuHo80e mMacio MOTI'YT CHHU3UTHL BCaChIBAHUE KOHCK&JII:I_II/I(i)epOJ'Ia B
KEIIYyJOYHO-KUIIICYHOM TpaKTe.

Axmunomuyun, npomusozpubkossie npenapamoi (npouseoonvie umudazona)
BIMSIIOT  Ha aKTUBHOCTD BUTaMuHa D, UHTUOUPYs [peBpaleHue
25-rupokcuKosnekabiudepona B 1,25-ruipokcuxonexanbuudepo.

Anmayuder. Ha ¢oHe 0aHOBpeMEHHOTro [IpUeMa aHTaIHUIOB, COJEpPXKAIIMX
AIIIOMUHKH, U KOJIeKalbLu(epoa MOXKeET MOBBIIATECS KOHIEHTPALMS ATIOMUHHS
B KpPOBH, YTO yBEIMYUBACT PUCK TOKCUYECKOIO BO3ACHCTBUS aIFOMUHMUSL.

4.6. ®epmunvrocmo, 6epemennocme u Kopmiienue 2pyovito

BBusy BbICOKOH J103bI  KOnekanmbuubepoa npernapar I[pPOTHBOMOKA3aH K
MPUMEHEHHUIO B [IEPHO/] OEPEMEHHOCTH M KOPMJIEHHS IPYIBIO.
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IIpumeHenne npenapara mpoOTHBOIOKA3aHO B mepHoj GepemenHoctu. Ha (one
ipueMa mpenapara BO3MOXHO pa3sBUTHE THIEPKAIbLHEMHH, KOTOpAs MOXKET
MPUBECTH K (U3MYECKOH U  YMCTBEHHOH OTCTAOCTH, HaJIKJIallaHHOMY
a0pTalbHOMY CTEHO3y U PETHHOIATHH y peOeHKa.

Kopmienue rpynpio

[Ipenapart mpotuBonokasan K MPUMEHEHHIO B MEPHOJ I'PYJHOIO BCKAPMJIMBAHHSL.
Buramua D u ero meTtaGosuTel MPOHHMKAIOT B TpyaHOe Moisoko. [Ipemapar,
NPUHUMAEMBII B BBICOKHUX J103aX MaTe€pbl0, MOXET BbI3BATh CHUMIITOMBI
[epeI03UPOBKH y pedeHKa.

DepTHIILHOCTD
He oxwumaercs, uro HOPMaJIbHBIA SHJIOT€HHBIN YpOBeHb BUTaMuHa D okaxeT
Kakoe-J1u0o HEeOJIaronpHATHOE BO3IEHCTBUE HA bepTHIBEHOCTS.

4.7. Bauanue na cnocoénocmo YRpasiame mpanHcROPMHOIMU CPEOCMEamu u
pabomames ¢ mexanuzmamu

HCCJIGIIOB&HI/IH [I0 BIHUSHUIO HAa CHOCOOHOCTH YIpaBJIATH TPaHCIIOPTHBIM
Cp€ACTBOM U pa60Ty C MEXaHU3MaMH HEe I[IPOBOOHIIUCK. Binusinne MaJIOBEPOSATHO.

4.8. Hescenamensusie peakyuu

Hexenarenbuble peakimu nepednciiensl B COOTBETCTBUH c CHCTEMHO-OPraHHOM
KJTacCU(pHKaIued U 4acTOTOM BCTPEYAEMOCTH.

HYacroTta ompesenena kak: O4eHb 4YacTo (= 1/10), gacto (>1/100, o <1/ 10),
Heyacto (= 1/1 000, Ho < 1/100), peaxo (> 1/10 000, Ho < 1/1 000), oueHs pemko
(< 1/10 000), gyacrora Hem3BecTHa (He MOXeT GbITh Ompese/ieHa HA OCHOBAHWH
MUMEIOIIHXCSl JTaHHBIX ).

Yacrora HEXEJIaTeIIbHBIX peaKI_[I/If;I paCli€HHUBAETCa KakK HEHU3BECTHas, ITIOCKOJIBKY
prHHOMaCHITa6HBIX KIIMHUYECKUX HCHBITaHHﬁ, KOTOpbI€ TIO3BOJHIIA OBl
YCTaHOBHUTH UX HacCTOTy, HE IPOBOJIHIIOCE.

HaDVI_HGHI/IH HUMMYHHOMN CHCTEMBI

HYacmoma HeuzeecmmHa: p€aknuu FHHGp‘{}’BCTBI/ITeJIbHOCTI/I, TakKue KakK
aHI‘I/IOHeBpOTI/I‘-IeCKI/Iﬁ OTCK HJIU OTEK rFOpTaHH.

Hapywienus co cropoust MetaGonnsma u muranus
Heuacmo: runepkanpuuemus u TUNIEPKAJIbLIAY PHSL.

Keny104Ho-KHIIIeYHBIE HAPYIICHHS:
Yacmoma neuzeecmna: 3all0p, METEOPH3M, TOIHOTA, OOJIb B KUBOTE, IHApEs.

Hapy1ueHus co cTopoHsl KOXH U OAKOXHBIX TKAHEN
Peoko: 3yn, chlllb, KpallMBHHIIA.
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Coobugenue 0 no0o3pesaempix HeHCEIAMENILHBLX PEAKUUAX
Baxno coobmars o0 mOmo3peBaeMbIX  HEXeNaTeTbHBIX peakuusix Iocie
PeruCTpaliy JIEKapCTBEHHOI'O MpernapaTa ¢ LeIblo obecrneueHus HeMmpephIBHOIO
MOHHUTOPHHIA COOTHOLICHHS «I10JIb3a-PHUCK» JIEKAPCTBEHHOT'O Mperapara.

MenuuuHcKIM paboTHHKaM PeKOMEH/IYeTCst COOBIIaTh O JIOOBIX MOA03PeBAEMbIX
HEXCJIATe/IbHBIX pEeaKlMAX JIEKapCTBEHHOrO IIperapara uepe3 HalMOHAJIbHbIE
CHCTEMBI  COOOIIEHHSI O HEXeNaTelbHbIX pPeakiHusiX TroCYHAPCTB — WIEHOB
EBpa3uiickoro 3KOHOMHYECKOro COI03a.

Pecny6ivka benapych

220037, r. Munck, ToBapuIeckuit nep., 2a

YII «LleHTp 5KCrepTH3 U HCTIBITAHHU B 3APaBOOXPAHEHUHY
Tenedon/pakc: +375 17 242—-00-29

OnekTpoHHas nouta: repl@rceth.by

http://www.rceth.by

4.9. Ilepeoosupoeka

Octpas u XpoHuyeckas Nepe103MpOBKa BUTaMHHA D MOXeT NMpUBECTH K pa3BUTHIO
TUTICPKAIbIMEMHH, KOTOpas MOXET MPUHMMATh MOCTOSHHBIA M MOTEHLUATBHO
KH3HEYTPOXKAIOLIMNA XapaKTep.

CHMITTOMBI

CHMIITOMBI THIepKaTbIUEMHN SIBISIOTCS HETHITHYHBIMU MU MOTYT BKJIOYaTh
AHOPCKCHIO, JKaXNy, TOLIHOTY, PBOTY, 3amop, OONb B JKMBOTE, MaHKPEATHT,
MBIIICYHYIO C1ab0CTh, 06pa3oBaHie MOYEYHBIX KaMHEH, YCTaNOCTh, CHXHYECKUE
PacCTPOHCTBA, MOJMIHMIICHIO, MOJHYPHIO, GONb B KOCTSX, KATBIHHO3 MSIKHX
TKaHeH, u3MeHeHus nokasareneit KT u B TsokeIbIX ClTy4asiX apUTMHUIO Cep/la.

OKCTpeMaJlbHasi TUNEePKAIbLIHEMHS MOXKET NMPUBECTH K KOME U CMEpTH.
THONYHBIME  OHOXUMHMYECKUMH IOKA3aTeIsAMH  SIBISIOTCS THIIepKaJIbIIHEMHS,
FHIEPKANBIMYPHSA, @  TaKXkKe [MOBBIIICHHE CHIBOPOTOYHOM KOHLEHTpPALHH
25-runpokcukosnekanbuudepona.

[TocTostHHO BBICOKHH YPOBE€HBb KaJlbLIUSI MOXET [IPUBECTH K HeO6paTI/IMOMy
[NOBPEXKACHUIO ITOYEK U KaJIBLIH(bI/IKaHI/II/I MSATKHAX TKaHEH.

Jleyenue

Ilpexxne  Bcero  HeoGxomuUMo IPEKPaTUTh  MpPUEM  KoJeKalbludeposa.
[lepenosuposka tpeGyer npuusTHs MEp M0 JICYEHHIO YacTO MEePCHUCTHPYIOIIEH U
[P OIPENICIEHHBIX 00CTOATENBCTBAX YIPOKAIOIIEH KUIHU THIEPKATIbLIHEMHUH.

[lepsas mepa 3akmowaercs B [peKpalleHuy MpHeMa MpenapaTa BUTaMHHA D.
TpebOyercst Heckombko Hemenb, uTOGHI HOpMaJIM30BaTh TUIMEPKAIBbIHEMHUIO,
BRI3BAHHYIO HHTOKCHKAallMed BUTaMHHOM D. B 3aBUCHMOCTM OT cremeHu
THIEPKATIEIHEMHUH MEPBI BKITIOYAIOT IMETY C HU3KHM CONEPKAHUEM KAJIbLUs WM
0e3 Hero, oOMIIBHOE MOTpeGIEHHe KHUMKOCTH, YCUJIEHHE 3KCKpPEI[MU C MOYOH ¢
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[IOMOIIBIO TNETIEBBIX IUYPETUKOB, a TaKXe Ha3HAYeHHE [TFIOKOKOPTHKOU/JIOB U
KaJIbIITUTOHHWHA.

[lpy anexBaTHONW (YHKIMM NOYEK YPOBEHb KAlbLMS MOXHO CHH3UTH ITyTeM
MHQY3MM M30TOHHYECKOTO pAcTBOpa HATPHMS XJIOpHAA C  J00aBIeHHeM
dypocemuia W, B HEKOTODBIX Ciydasx, >JeTaTa HATpUS B COIIPOBOXACHUU
HEINPEPBIBHOIO MOHUTOPHUHTA Kaibiusa U DKI .

Ipu onmroanypun Heo6xoxum remoauanu3 (GecKanbIEeBblii JMaIn3ar).

HaHI/IGHTBI, HaxoIsuecs Ha TEepallMu BBICOKUMH JO3aMH BUTAMMWHA D, JOJIDKHBI
OBITH HpOHH(bOpMHpOBaHbI O CUMIITOMax MOTEHIUAJIbHOM epeIO3UPOBKH.

Crieunguyeckoro aHTHAOTA HE CyIIECTBYeT.

3. PAPMAKOJIOTTYECKHUE CBOMCTBA
5.1. apmakoounamuueckue ceoiicmea

Dapmaxomepanesmuyeckas — epynna:  ButammHD  u ero aHAJIOT!.
Konekansuudeposn.
Koo ATX: A11CC05

MexaHu3M neiicTBHs

Konexansuugepon (BuTamuH Dj) CHUHTE3UpYyeTCs B KOXe u3
7-perupoxXoecTepuHa MpH  BO3IAEHCTBUM YTPaMOIETOBOrO H3JIyYeHUS U
[peBparlaercs B ero OHoornyecku AKTUBHYIO bopmy

1,25-muruapokcuKonekanbupepos 3a [Be CTauu TUJIPOKCUIIMPOBAHUS, CHaYasa
B IeYeHH (MmojoXKeHHe 25), a 3aTeM B TKAHH [OYEK (monmoxxenme 1). Dror
KOHEHbIH MeTabOoJIUT CBA3BIBAACH C PELENTOpaMH BUTAMHHA D, peryaupyet
PasiHBIC MPOLECChl B OpraHu3Me, BKIIIOYas MOJ/IepKaHUe GanaHca Kanblus u
¢ochopa, u perynupopanue MapaTUpeouHOro ropmoHa. [lpu pedunure
BUTaMMHa D ckener He Kambuuduuupyercs (uto NPUBOJUT K PpaAXUTy) HIIH
TPOMCXOUT JeKabLH(DUKALMS KOCTEH (YTO MPHBOIHT K OCTEOMAJISALIHNH).

®apmakogarHamuyeckue b heKTs
Hapsny ¢ maparropmonom u KaJIBIIUTOHUHOM 1,25-,unrpmpoxcnKoneKanbuH(bepon
OKa3bIBACT 3HAYUTEbHOE BIMSHHE HA PETYISALHIO 0OMeHa Kanblus U Gocdatos.

B Ouonoruyeckn axtusHOI dopme BuTamMHH D3 CTHMyIHpyeT BcachiBaHHe
KaJbLui B KHIICYHMKE, BKIIOYEHWE KalbLHs B OCTEOMI W BBICBOOOXKICHHE
KaJIbIUA M3 KOCTHOH TKaHH. DTO CHOCOOCTBYET yCBOCHHIO KATbLHS B TOHKOI
Kuike. Kpome Toro, ctumynupyercst naccuBHBIH 1 aKTUBHbII nepeHoc ¢ocdaros.
B moukax skckpeums kaibius u (ocdaroB unHrHGHpyeTCs CTUMYJIMPOBAHHEM
KaHaJbLeBOH peabcopbuuu. Beipaborka maparupeouHoro ropmona (ITTI") B
TApAUTOBUIHON JKeJle3e HAMpSMYI0 HHIHOHUPYeTcsl OGUOJOTHYECKH AKTUBHORM
¢opmoit  konekanbLHpepona. Kpome toro, cekpeuuss ITTT MHIUOUpyeTcs
TOBBIIICHHBIM ~ YCBOCHHWEM  KalblHMsg B TOHKOM KHIIKE [OJ JeHCTBHEM
OHMOJIOrMYecKH aKTUBHOTO BUTAMUHA Ds.
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KinnHuyeckas 3 ()eKTUBHOCTE U 6€30IacHOCTh

[Ipopune  TepameBTHYECKOrO  HCIONB3OBAHUS Konexasibsiudeposa s
NPOQUIAKTUKA U JieYeHus AedUIHTa BHTAMUHA D XOpOLIO HU3BECTEH, a €ro
3¢ (eKTUBHOCTE U 6e30MacHOCTb IPOJAEMOHCTPUPOBAHBI B MHOTOYUCICHHBIX
KIIMHAYECKUX HUCClieoBaHUAX. Tak Kak mpUMeHeHHe KoJieKalbLueposa B
Ka9€CTBE JICKApCTBEHHOIO CPEJCTBA MOXET HMATH B O00XOJ MeEXaHHW3Ma
dbusmoornueckoro UHTUOUPOBAaHMUS CHHTE3a KoJIeKalbLU(eposia B  KOXe,
BO3MOXKHBI TIEPEO3UPOBKH U HHTOKCHUKALTHH.

5.2. @apmakokunemuueckue ceoiicmea

(DapMaKOKI/IHeTI/IKa KOJIeKaJ'IbHI/ICI)epOJ'Ia H3yYE€Ha U XOPOILIO U3BECTHA.

AbGcopOuus

Konexansundepon (suramun D) [IpH  [EpOPAJIbBHOM IpUEMe [MPaKTUYECKH
[TOJIHOCTBEO BcachiBaeTcst (80 %) B MPHCYTCTBHM MHILEBBIX KHUPOB U KEITIHBIX
KACIIOT B TOHKOH Kuiuke. [Tostomy pekomenmyercs NPUHUMATE [perapar ¢
OCHOBHBIM NMPUEMOM MHIIM. MaKkCcuMaibHasi KOHIEHTPALHS B TKAHAX OCTHIAeTCS
4epe3 4-5 4, mocne Yero KOHLEHTPAUHMs HEeCKOIbKO CHIDKAeTCs, COXpaHssACh
JUIHTCIILHOE BpeMs Ha MOCTOSIHHOM ypoBHe. [locne ofHOKpaTHOrO [IEPOPATBHOIO
puema  kosnekanbuupepona Cp, B CHIBOPOTKE KPOBH OCHOBHOH (hopmbI
AOCTHUraeTCsi MPUMEPHO Yepe3 7 IHei.

Pacrnipenenenue

Konekansuudepon nakarmmmpaercs s MEYEHH, KOCTSAX, CKEJIETHBIX MBIMIAX,
TI0YKaX, — HA[MOYEYHHKAX, MHOKapJe, IKMPOBOH TKaHM. MaKCHMAIbHAS
KOHIICHTpaLlUsi B TKaHAX JOCTHUraercs 4epes 4—5 4, mocie wero KOHLIEHTPALUs
HECKOJIbKO CHHXKAETCSl, COXPAHSAACH JIUTENBHOE BPEMSI HA MOCTOSHHOM YPOBHe.
[TonBepraercst  KumIeUHO-TIEYEHOYHO peuupKysinud.  KoHueHTpamus B
CBIBODOTKE  KPOBH HEAaKTHBHOTO MeTaboJIMTa 25-ruapokcukansuudeposa
(25(OH)Ds, KallbLUIMOI) MOXKET OBITH YBCJIHYEHA B TCUEHHUE HECKOJIBKUX MECSIIEB
[ocJie mpuema OOJIBIIUX 103 KoJlekanbLupepona. ['unepkanbuueMns, BbI3BaHHAS
[IepEO3UPOBKOM, MOXKET COXPAHATBLCS B TEUEHHE HECKOJBKHX HEJeb.

buortpanchopmanus

Butamun D neperocutes B meuens ¢ momompio CHELHPUYECKOTO TPAHCIOPTHOTO
Genka. Konekansmudepon METabOIM3UPYETCs MUKPOCOMAITBHOM TUPOKCUIIA30M ¢
obpazoBanuem 25-runpokcukonekansuupepona (25(OH)Ds,  xanbuuamon),
OCHOBHOH 3amacHoi ¢opmbl Butamuna Ds. 25(OH)D; moxgepraercs BTOPUYHOMY
PHAPOKCHIIMPOBAHUIO B MOYKaX ¢ 0OpasoBaHHEM MPeOBIANAOIIEro aKTHBHOLO
MeTaboJinTa 1,25-mz(pOKCHKoneKanLuH(bepona (1,25(0OH)2D;, KaJIbLUTPUOI).
Merabonutel uupkynmpyror B KpOBH B CBA3aHHOM BHIE CO CreUU(DHICCKUM
a-rinoduHom. [locne ogHokparHOro NepOPANILHOTO MpHeMa KoJeKalbuupeposa
MaKCHMAaJIbHBIC KOHLECHTPALMM B CBHIBOPOTKE OCHOBHOI (GopMbl  XpaHeHus
AOCTUTAKOTCS NPUMEPHO Yepe3 7 JHEel.

DIIMMHUHALUS
Konexa.nsumbepon M €ro MeTabOJIUTEI BBIBOISTCS MPEUMYIIECTBEHHO C XKETYBIO U
8
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dekammsmu. He MeHee 2% yKka3aHHBIX BeLIECTB. BBLICHSETCH  TOYKAM.
Kosnexanbuudepon nponukaer yepes mianeHTapHbiii Oapbep U B rpyIHOE MOJIOKO.
Buramun D HakannuBaercs B KHpOBOH TKaHH u MO3TOMY HMEET JJTUTETbHBIM
buonoruyeckuit neprog nonypacnaza (T, okono 50 nuei). Ilocne BbICOKMX 1103
BuTaMMHa D koHueHTpamus 25-rugpokcuButamuna D B CBIBOPOTKE MOKET
TIOBBIIATHCS B TEYEHUE HECKOJIBKMX MECSILIEB.

Ocobuvie cpynnul nayuenmos

llayuenmor ¢ neuenounoii nedocmamourocmoio

Y DNauMeHTOB C MEYEHOYHOH HENOCTATOYHOCTBIO CHUSKACTCS CUHTE3 aKTUBHBIX
MeTabouToB BuTamuHa D.

layuenmer ¢ noueunoii nedocmamounocmoro
Y NalKeHTOB ¢ MOYEeYHON HETOCTATOYHOCTHIO METAGOIHYeCKHMil KJIMpeHC ObLI Ha
57 % HIKe MO CPABHEHHMIO CO 3[0POBBIMH I0OPOBOJIBIIAMH.

layuenmur ¢ manvabeopbyueii
CHmwxeHne motpe6lieHus u YBEIIMYCHUE BbIBEJCHUs BUTaMuHa D passuBaercst y
MalUEeHTOB ¢ ManbabcopOLueii.

llayuenmer ¢ usbvimoynoii maccoii mena

Jlromu ¢ u36BITOYHOI Maccoii Tena MOTYT OBITh HE B COCTOSHHH MOJJICPKHBATE
aJICKBAaTHBIH YpPOBEHb BHTaMHHA D C MOMOIIBIO OIHOrO TONBKO BO3JICHCTBHS
COJIHEYHOrO CBETA, U BEPOSTHO, MOTPEOYIOTCs GoNiee BHICOKHE 03Bl BUTAMUHA D;
AL KOMIIEHCAlMU TeUIHTa.

3.3. lannsie ooknunuueckoii 6ezonacnocmu

3(1)(1)CKTI>I B JTOKIIMHUYECKHUX MCCIIEIOBAHUSIX TOKCHYHOCTH IIpU OOHOKpPATHOM H
MHOT'OKPaTHOM BBE€ICHUH Ha6moz[a,1mcr> TOJIBKO TPH IPUMEHEHUHM BBICOKHUX H03.
HpI/I OY€Hb BBICOKHX J103aX B HCCIIEIOBAHUSIX HA >XUBOTHBIX Ha6J'IIO,ZIEU'IOCB
TEPATOreHHOE JIEHUCTBHE. HopMaanme SHIOI'€HHBIC YPOBHHU KOJICK&HBLIH(bCpOJIa
HE II0Kasajii MOTECHLHUAJIBbHOU MyTaI‘eHHOI\/’I AKTHBHOCTH B CTaHIIapTHOﬁ CepuH
TECTOB U KaHHepOFeHHOﬁ AKTHUBHOCTH.

6. PAPMALEBTUYECKHUE CBOMCTBA
6.1. Ilepeuens 6cnomozamenvpix eewecme
Tpurnunepuasl cpenueit nenu

CocTtaB 060J104KH KaICy b
Kenaruun

['muuepun

Bona ounniennas

6.2. Hecoemecmumocme

He npumenumo.
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6.3. Cpok z00n0cmu 3154 B-2024
2 rona.
6.4. Ocobbie mepor npedocmopoicnocmu npu XpaneHuu

XpaHUTh B OpPHUTrHHANBHOl ynakoske (OnucTepe) mns 3ammTHI OT CReTa npu
TeMIIepaType He BbIwe 25 °C,

6.5. Xapaxkmep u codepiicanue nepeuunoii ynakoexku

[To 10 xancyn B KOHTYPHOU s4eHKOBO# ymakoBke u3 HEINPO3payHOl IUIeHKH
[IBX/TIBAX u donsru AIOMHHHEBOH M€4aTHOH NakMpoBaHHOR. [lo 3 2001
6 KOHTYPHBIX S9eiKOBBIX YHAKOBOK BMECTE C JIMCTKOM-BKNA/BIIEM B Mauke i3
KapToHa.

He Bce pasMepsbl YIIaKOBOK MOoryT OBITH HOCTYIIHBI 1T pe€anuzamuu.

6.6. Ocobbie mepor npedocmopoxcnocmu npu yruumosicenuu ucnonvzoeannozo
/IeKapcmeennozo npenapama unu OMX0006, NONYYEHHBIX noCIe npumenenus
/leKapcmeennozo npenapama unu pabomet ¢ hum

Oco6ble TpeGoBanms OTCYTCTBYIOT.
6.7. Yenoeus OMRycKa u3z anmex

[o penenty Bpaua,

7. AEPY)KATEJIb PED UCTPALIUOHHOI'O YAOCTOBEPEHUSI

Pecry6nnka Benapyc,
YII «MuHCKHHTepKariC)y
220075, r. Munck, yi1. Wnxenepuas, 1. 26

Tenedon/dpakc: +375 17 276-01--59
OJIeKTPOHHAs MoyTa: info@mic.by

lIpemen3zuu nompebumeneii Hanpaenameo no aopecy  depacamens
pecucmpayuonnozo yoocmoeepenus.

8. HOMEP PEr UCTPAHMUOHHOTI' O YAOCTOBEPEHUSI

9. IATA INEPBUYHOM PETUCTPALIUU (IIOATBEPXIEHW ST
PETUCTPALIMH, IEPEPE UCTPALIUN)

Hama nepeoii pecucmpayuu:
Hama nocneonezo noomeepaicoenus peaucmpayuu (nepepezucmpaz;uu):
10. IATA IIEPECMOTPA TEKCTA

Obwas xapakrepucrua JICKAPCTBEHHOrO mpenapara J[;-KATIC AOCTyIIHA Ha
OpUUMAEHOM  caiite YTIIOTHOMOYEHHOr0  opraua rocygapcrtsa  —
YII «llentp SKCIIEPTH3 U UCIIBITAHHI B 3ApaBooXpaneHnn» www.rceth.by.




