COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 06.08.2025 N= 19576

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Butamun /I3, 15000 ME/Mn, karmau ajis npueMa BHYTPb.
2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB
JleiicTByro1ee BeeCTBO: KOJIEKAIbLIU(PEPOIL.
1 M kanenb copepxut 15000 ME konekanbuudepona.
BcnomoratenbHble BelecTBa, HaJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
mpenapaTta: Makporojia MNIHIEPHIPUIIMHOIeaT (Maciio KacTOPOBOE MOJUATOKCHIUPOBAHHOE),
caxaposa (cM. pazzen 4.4).
[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.
3. JEKAPCTBEHHAS ®OPMA
Kamnu nns npuema BHYTpb.
becuBerHas nmpo3padHas WM clierka OnajieclUpyoas KUAKOCTb C aHHCOBBIM 3alaXOM.
4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHHIO
[Tpenapat Butamun /I3 npumensieTcst y B3pOCbIX U JIeTell ctapiie 4-xX Helelb M0 MOKa3aHUsIM:
e [Ipodunakruka u neyenue nepunura BUTaMuHa D;
o [IpoduiakTuka 1 JeYEHUE PAXUTA;
¢ B KOMIIEKCHOM JICYEHHH OCTEOIOP03a, B TOM YHCJIE OCTMEHOIAY3albHOTO.
4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHHUs!

PexxuM 103upoBaHus

Ecnu Bpau He Ha3HAUMJI MHAUeE, MpenapaTr UCHOJIb3YeTCs B CIEAYIOIIUX T03UPOBKaX:
Bspocnvie

[Ipodunaxmuueckue 0o3vl

VY 310poBBIX JHIl O€3 HapylleHUIl BcachlBaHUS, BKIJIIOYas JHIa moxuioro Bospacta: 500 ME
(1 xarutst) — 1000 ME (2 xamuiu) B CyTKH.

[Mpu curapome Manbadcopoiuu: 3000-5000 ME (6—10 karens) B CyTKH.

VY OGepeMeHHBIX >KeHIIMH: exenHeBHas no3a 500 ME (1 kamns) Ha BpeMsi Bcero nepuopa
o6epemenHocty, 6o npuem 1000 ME (2 karm) B cyTku, HaunHas ¢ 28 Hefenu 6epeMeHHOCTH.
B noctmenonay3zansHoMm niepuoe: 500-1000 ME (1-2 karim) B CyTKH.

Tepanesmuueckue 003bl

B koMIIeKCHOM JIeYeHUH MOCTMEHomNay3anbHOro ocreornoposa: 500-1000 ME (1-2 kamim) B
CYTKH.

Jns monnepkaHusl aJleKBaTHOTO YPOBHSI KOHLEHTpauuu BuTamuHa D B kpoBu (> 30 HI/mn
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25(OH)D): 1500-2000 ME (3-4 karum) B CyTKH, (MOCNEAOBATEMNBHOCTL 0002)
I[03I/IpOBKa, KaK IMpaBUJIO0, HA3HAYACTCA C YUCTOM KOJMYCCTBA BUTAMHHA D, MMOoCTyHnarouero ¢
MTHUILCH.

Jlemu

Jlemu 6 sozpacme om 0 00 4 Hedeab

[Tpenapat npotuBomnokasas AetsM oT 0 10 4 Heaenb.

HDOG[)M]ZCIKWZM’!@CKME 003bl

JloHOILLIEHHBIE HOBOPOXKIEHHBIE ¢ 4-X HENeNb KW3HU 10 2-3 JIeT IpH NPaBUIBHOM YXOJE H
JIOCTaTOYHOM TIpeObIBaHNU Ha cBexkeM Bozayxe: 500 ME (1 karist) B CyTKH.

Henonomennsle aetu ¢ 4-x HeAENb >KU3HH, OJMM3HEIbI, MIIAJICHIIBI, HAXOMSIIUECS B TUIOXHX
XKHU3HEHHBIX ycinoBusax: 1000-1500 ME (2-3 xarum) B CyTKH.

B netnee Bpems roga Mo>kHO orpaHuduTh 103y 10 500 ME (1 kams) B CyTKH.

VY nereii 1 mopocTKOB OT 3 10 18 NIeT ¢ BBIABIEHHBIM BHICOKUM PUCKOM Aeduiura BuTaMuna D:
500-1000 ME (1-2 karuim) B CyTKH.

Tepanesmuueckue 003bl

[Tpu paxure: exenneBHo 1000-5000 ME (2-10 karmens), B 3aBUCHMOCTH OT CTEIIEHH TSXKECTH
paxuta (I, II, wim III) 1 BapuaHTa NMpoTeKaHus, Ha MPOTSHKCHUH 4-6 HElelNb, MO TIATEIbHBIM
KOHTPOJIEM 33 KIMHUYECKHM COCTOSIHUEM M HCCIEJOBaHHEM OMOXMMHYECKHX TI0Ka3aTesei
(xaprms, dochopa, menouHor ¢ocdarazpl) kpoBu U Moun. Haumnath ciemyer ¢ 1000 ME
(2 xammu) B Teyenwe 3-5 AHEW. 3aTeM, MpPU XOPOIIEH MEPEHOCHMMOCTH, J03Y IMOBBIMIAIOT JI0
WHAUBUAYaIbHOM JledeOHoi 10361 (daie Bcero 3000 ME (6 kamens)).

Jo3a 5000 ME (10 xanenp) Ha3HA4YaeTCsl TOJIBKO MPU BBIPAKEHHBIX KOCTHBIX U3MEHEHUSX.

[To Mepe HEOOXOJUMOCTH TTOCIIE OHOM HEAEIH MepephiBa, MOKHO IMMOBTOPHUTH KypC JICYCHUSI.
JleueHue MPOBOIUTCS J10 MOJYYEHUS YETKOTo JIeueOHOTo 3(pdekTa, ¢ MoCIeayIOUIM TEPEX0J0M
Ha npodunakTuyeckyro 103y 500-1500 ME B cyTku.

Criocob nnpuMeHeHus

IIepopanbHo.

[IpenapaT npuHUMAETCS B TO’KEUKE KUIKOCTH.

1 kamns conepxkut okono 500 ME Buramuna Da.

Jnst  obGecrieueHus TOYHOCTH JO3WPOBAHUS W TPEIOTBPAIICHHUS] PHCKA IEPEI03UPOBKU
JIEKAapCTBEHHBIA TIpermapaT He CJeAyeT BBOIUTH HEMOCPEIACTBEHHO M3 (PIakoHa B POTOBYIO
MOJIOCTh peOeHKa.

UToObl JIETKO J03MPOBaTh Mpemnapar, HaKIOHUTEe (uakoH mojx yriaoMm 45° u momoxautre 2—

3 CeKyH/IbI, TIOKa BBIMJET BO3AYX, M PACTBOP HAYHET ITOCTYMATh B KAaNEIbHUILY.



COOTBETCTBYET 3KI
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(NOCNEQCBATENEHOCTE 0002)

4.3. IlpoTUBONOKA3aAHHS

OMY OTUETY

® TUINEPUYYBCTBUTEIBLHOCTh K KOJEKAIBIM(PEPOTy WIH K JIIOOOMY W3 BCIIOMOTATEIIbHBIX
BEIIIECTB, IEPEYNCICHHBIX B pazjeine 6.1., 0co0eHHO K OEH3UIIOBOMY CIHPTY,
® TUIEPBUTAMUHO3 D;
® T[OBBIIICHHAS KOHIICHTPAIUS KaJIbIHs B KPOBU (TUIIEPKATBIIMEMUS );
® T[IOBBIIIEHHOE BbIJCICHUE KAIBIHS C MOUO (THIEpKaATbLIUypus);
e MoueKkamMeHHas 0oJie3Hb (00pa30BaHNE KAIBIIMEBBIX OKCATATHBIX KaMHEH ),
® OCTpbIC U XpOHUYECKHE 3a00JIeBaHUS NIEUCHU U TIOYEK;
® [OYCYHAs HEIOCTATOYHOCTH;
e akTuBHas Gopma TyOepKyIie3a JIETKUX;
® [ICEBJIOTHUIIONAPATUPEO3;
® JIeTCKUM BO3pacT A0 4-X HEACIb.
4.4. OcoOble ykazaHusl ¥ MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

C OCTOPOKHOCTBIO CIIEAYET Ha3HayaTh MperapaT Mpy CapKOU103€, IPU IPHUEME TOTIOJTHUTEIbHBIX
KOJIMYeCTB BUTaMuHAa D3 W Kanmplus (Hampumep, B COCTaBe JPYrHX IpenaparoB), IMpU
HApYIICHHON OJKCKpeluu Kaiblus u ¢ocdaroB ¢ MOYOH, MpH JIEYCHUH MPOU3BOAHBIMU
OeH30THMaMa3MHA U Y UMMOOWIM30BAHHBIX MAIMEHTOB (PUCK Pa3BUTHS TUIECPKAIBIIUEMUH U
TUTICPKATIBIIAYPUH ).

B mpouiecce nnutenpHOTO edueHust BuTaMuHOM D3 B exxeiHeBHOM f103¢e, nipeBbimarorieit 1000 ME,
YPOBEHb KaJblUs B CHIBOPOTKE KPOBH JIOJXKEH KOHTPOJIMPOBATHCS.

ATepockiiepo3, B TMepuoja OEpeMEHHOCTH | TPYAHOTO BCKapMIMBaHUA. Y TAIMEHTOB,
MPUHUMAIOIIUX THA3UIHBIE JAUYPETUKH, a TaKKe y TMalMEeHTOB C CEPJACYHO-COCYAUCTHIMU
3a00J1€BaHUSMH, IPUHUMAIOIINX CEPACUHbIE TIUKO3UABI (0COOEHHO TITUKO3U 1B HATIEPCTSIHKH).
VY rpyaHBIX OeTeil mpH MpeapacloioKEHHOCTH K PaHHEMY 3apacTaHHI0 POJHUYKOB (KOrjaa OT
POXKICHHS YCTAHOBIIEHBI MAJIbIE pa3MephI MEPEIHEr0 TEMEUKA).

Oco0ble yKa3aHus

N30eratpb nepeno3npoBKH.

WunuBuayanbHoe obOecrieueHUe ONpeeNeHHONH MOTpeOHOCTH JOJDKHO — YYMTHIBAThH — BCE
BO3MOYHBIE€ HCTOYHHKH 3TOTO BUTAMUHA.

CINIIKOM BBICOKHE J03bl BUTaAMHHAaA D3, MPUMEHACMBIC ITPOAOJKUTCIIBHO WM YJAAPHBIC TO3EI,
MOTYT OBITh IPUYUHON XPOHUYECKOTO FMIepBUTaMUHO3a D3.

Ecnu ogHOBpeMEeHHO Ha3HadyeHbl Jpyrue Ipenapathl, cojepxamiue BUTaMuH D3, ciemyer
YUUTBIBaTh J103y BUTamMMHa D3, cojepkamierocs B npemnapate. JlONOJHUTEIbHOE NMPUMEHEHHE

BUTaMUHa D3 WK Kasblys ciaeayeT MpoBOAUTH TOJIbKO M0 HaOI0/eHeM Bpada. B aTom ciyuae
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5 capobd RE RGP BATRHEHOCTE 0002)

VY nanueHToB ¢ MOYEYHON HEJOCTATOYHOCTHIO, MOJYYaIOUIUX JIEYEHHUE IMPEenaparoM, CIEAyeT
KOHTPOJIMPOBAThH BIMSIHUE Ha METa00IM3M KanbIus U (pocharos.

[Ipenapar He cieayeT NPUMEHATh y MAMEHTOB C MPEAPACIONOKEHHOCTBIO K KaJbLUEBOMY
HePOypOIUTHARY.

[Ipenapat cienyer NPUMEHSTh C OCTOPOKHOCTBIO y IALIMEHTOB C HApPYyLIEHHOM SKCKpeLuein
Kanplud U (ochaToB C MOUOW, NPU JICYEHUH TMPOU3BOAHBIMU OCH30THAIUA3UHA U Y
UMMOOUIIM30BaHHBIX MAIIMEHTOB (PUCK PAa3BUTHS TUIEPKAJIbIMEMHH M TUIMEPKAIbLUYPHH). Y
TaKUX MalKUEHTOB CJIE1yeT KOHTPOIUPOBATh YPOBEHb KaNbIIUS B IJIa3Me KPOBU U Moue. Bo Bpems
JIe4eHUsI HEOOXO0IUM MEPUOTNICCKUI KOHTPOIb KOHIICHTpau GochaToB B KPOBH U MOYE.
Pexomennyercss cobmroaaTe OCTOPOXKHOCTh IMpPHU NPUMEHEHHMH TIpernapara y HalueHTOB C
CapKOUJI030M, B CBSI3M C PHUCKOM OBICTpOro mpeoOpazoBaHusi BUTaMHHA D3 B €ro akTHBHBIN
MeTabonuT. Y TakuxX MAIMeHTOB CIEAYyeT KOHTPOJIUPOBATh YPOBEHb KaNbIIHs B MJIa3Me KPOBH U
Moue.

[Ipenapat HE ciieAyeT MPUHUMATH IIPH IICEBAOTUITONIAPATHPEO3E, IIOCKOIBKY B (Daze HOpMaIbHOU
YyBCTBUTEIHHOCTU K BHUTaMUHY D3 moTpeGHOCTH, B BUTaMuHE D3 MOXET yMEHbIATHCS, YTO
NPUBOAUT K PHUCKY OTCPOUEHHOM MEpeNo3UpPOBKU. B Takux ciydasx Jiydlle HCIOJIb30BaTh
aKTUBHBIE META0OINUTHI BUTaMHHA D3, I03BOJIsIFOIIME 00JIee TOYHO PETYIMPOBATH JO3UPOBKY.
[Tpu UTETFHOM JICUSHUH MPENapaToM B CyTOUHOMU a03e, mpesbimaromieid 500 ME/ cyr, cnexyer
KOHTPOJIMPOBATh YPOBEHb KaJIbLIUSl B CHIBOPOTKE KPOBU M MOYE, & TAK)KE MPOBOJUTH OLEHKY
(YHKLIMU MOYEK MYTEM M3MEPEHHUsI CHIBOPOTOYHOI'O YPOBHSI KPEaTHHHHA. DTO OCOOCHHO BaXKHO
JUTSI TAIIMEHTOB MOKMJIOr0 BO3pacTa U MPH COMYTCTBYIOLIEM JIEUEHUHU CEpACUHBIMU TTIMKO3H1aMU
WM TUypETHKaMU.

B cinydae runepkanblMeMUU WM HAJIMYUS TNPU3HAKOB HApyIIEHUS (QYHKUUHU TOYEK 03y
mpenapara cielyeT CHU3UTh WIM IPUOCTAaHOBUTH JieueHHE. Eciu ypoBeHb KalbLiisg B MOYE
npeBbimaer 7,5 mmoinb/24 1 (300 mr/24 4), pekoMeHAyeTcs CHU3UTh 103y Ipemnapara Wid
IPUOCTAHOBUTH JIEUEHUE.

[Tpu IMTENBHOM JIEUEHUH NPENapaToM B CyTOYHOM Ao3e, npesbimaromeid 1000 ME Butamuna
D3, ciaenyer KOHTPOIMPOBATh YPOBEHb KAJIBLUS B CBIBOPOTKE KPOBH.

Onpenenenne CyTOYHON TOTpeOHOCTH peOeHka B BUTaMuHE D W cmoco0a ero mpuMeHEeHUs
JIOJIKHBI YCTaHABIIMBATHCSA BPayOM MHAWBHUIyaJIbHO U KaXKIbIA pa3 MOABEPraThCsl KOPPEKIUU BO
BpeMs IEPUOINUYECKUX 00cIeI0BaHUH, OCOOCHHO B MEPBBIE MECSIIbI JKU3HH.

He npuMeHATH OTHOBPEMEHHO C BUTAMUHOM D3 BBICOKMX 7103 KaJIbLIMSL.

[Tpu anuTenbHOM MpueMe KoJeKalbludepona HEOOXOAUMO PEryJsipHO ONpPENelsTh YpOBEHb

KaJIbllUs B CBIBOPOTKE KPOBH M MOYC, a TAK)XKE OLCHHUBATH (i)YHKHI/IIO IMOYCK IMIYTEM HU3MEPCHHA
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KoJIeKaIbIM(eposaa B 3aBUCUMOCTH OT YPOBHSI KaJIbIHs B CBIBOPOTKE KPOBH.

BcrnioMmorarensHble BEIECTBA

[Ipenmapar Butamun JI3 coxepxkut caxapo3y. IlammeHtam ¢ peako BCTpedaroleuncs
HACJIEICTBEHHOW HEMEepeHOCHMOCTbIO (PYKTO3bI, TJIFOKO30-TAJIaKTO3HON ManbabcopOuuen miu
IeUIUTOM CaXxapo3bl/U30MabTa3bl, HE CIIEyeT TPUHUMATh JAHHBIN JIEKAPCTBEHHBIN TIperapar.
JauHblil npenapar COACP>KUT MAKpOroJia TIUIEPUIPUIIMHONIEAT, KOTOPBIM MOXKET BbI3BIBATH
paccTpoiCTBO XKemyIKa U Juapero (IIOHOC).

4.5. BzaumojeiicTBue ¢ [PYrHMH JIeKAPCTBEHHbIMHM IpenapaTtamMd W Jpyrue BH/bI
B3aUMO/IeHCTBUS

ODHOBpPEMEHHBIM MpUEM MPOTUBOCYAOPOKHBIX JIEKAPCTBEHHBIX IpernapaToB (TaKUX Kak
dbenuTonH) uiu 6apoUTypaToB (U, BO3MOKHO, IPYTHX JIEKAPCTBEHHBIX CPEJCTB, HHAYIIUPYIOIIIX
(bepMeHThI MeYeHH) MOXKET CHU3HUTH (P (HEKTUBHOCTh KoJEKambIudepona 3a cueT YBETUYCHUS
CKOpOCTH OnoTpaHchopMaIuy KoJieKalbiiudeposa B HEaKTHBHBIC META0OIUTHI.
ComnyTcTByromiass — Tepamus  IpenaparamMu  TIIOKOKOPTHKOCTEPOUJOB  MOMKET  CHMKATh
3 PEKTUBHOCTH KOJICKAIbIIH(EpOIIa.

[lepopanpHblii mpueM Konekaiblddeposa MOXKET YCUIUTh TepaneBTUYeCKuil 3>PdexT u
TOKCMYECKHI TOTEHIMAJ HAMEPCTIHKH M JIPYTUX CEPJACYHBIX TJIMKO3UAOB (PUCK pa3BUTHUS
apUTMHUHU) 3a CYET pa3BUTUs THUNEPKAIbIIMEMUU. Tpedyercs TIHIATEIbHOE MEAUIIUMHCKOE
HabmoIeHue, KOHTpoub noka3ateneid DK u ypoBHell Kajibllys B TIa3Me KPOBH U MOYE, U, IPU
HEOOXOIUMMOCTH, KOPPEKTUPOBKA JTO3BI CEP/ICUHBIX TITMKO3UIOB.

B cayuae comyTcTByOleH Tepanmuud THUA3UAHBIMH JIUYPETUKAMH, KOTOPBIE YMEHBIIAIOT
OKCKPEIHUI0 Kbl C MOYOM, PEKOMEHIYEeTCS KOHTPOJIUPOBATH COJEPKAHHE KalbIUs B
CBIBOPOTKE KPOBH U MOYE.

OpnHoBpeMEHHOE JIeUeHHE HMOHOOOMEHHBIMU CMOJIaMU (TaKMMH, KaK KOJECTUPAMHUH),
npenaparamMy OpJICTaTa WK CIaOUTENbHBIMU CPEICTBAMU (TaKUMHU, KaK mapaduHOBOE Macio)
MO>KET YMEHBIIIaTh BCACHIBAHHUE KOJIEKAIBIH(EpOsia B MUIIEBAPUTEIIHHOM TPAKTE.
OpnHoBpeMeHHBI TpHeM pHpaMOHUIMHA W W30HHA3UJa MOXET CHU3UTh J(P(PEeKTUBHOCTH
mpernapara u3-3a yBeJIH4eHUs CKOPOCTH OnoTpaHchopMaliny Koekanbiudepoa.

Ha ¢one ogHOBpeMeHHOro mpuemMa aHTalMI0B, COAEpKAIIUX ATIOMHHHMA, U KoJleKalbludepos
MOJKET TIOBBIIIATHCS KOHIICHTPAIIMSI MarHHUsS B KPOBH.

Ha ¢one oqHOBpeMeHHOT0 MpreMa aHTAIUI0B, COJEPKAIINX ATFOMUHUHN, 1 KoJleKanbiudepona,
MO>KET TIOBBIIIATHCS KOHIIGHTPAIHs aFOMUHUSI B KPOBH, UYTO YBEIMYMBAET PUCK TOKCHUYECKOTO

BO3J1E€HUCTBUSA AJTFOMUHHUA.
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4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

B mepuwon OepeMeHHOCTH HE CcleAyeT NPUMEHSATh BUTaMUH D3 B BBICOKHMX [03aX H3-3a
BO3MOKHOCTH TIPOSIBJICHHSI TEPATOTCHHOTO 3(pdeKkTa B ciydae nmepeao3upoBKH.

He cnenmyer mpeBmliaTh PeKOMEHIOBaHHBIC I03bI IperapaTa, TaK Kak, BO3MOXKHO pa3BUTHE
TUTEPKATBIIUEMUH, KOTOPAsi MOXKET MPUBECTH K 33]IEP>KKE YMCTBEHHOTO U (PU3HUECKOTO Pa3BUTHS
IJI0/a.

JlakTamus

B niepuoa rpyaHoro BckapmiuBanus BuTaMuH D3 crienyer HazHauaTh C OCTOPOKHOCTHIO, TaK Kak,
mpernapar, MPUMEHSEMbI B BBICOKHX J103aX MAaTe€phi0, MOXXET BBI3BIBATH TEPEIO3HPOBKU Y
pebenka.

4.7. BiusiHde Ha CMOCOOHOCTH YNPABJSATH TPAHCIOPTHBLIMHM CpeICTBAaMU M padoTaTth ¢
MeXaHH3MaMH

OTCYTCTBYIOT NIaHHBIC O BJIMSIHMM TIperiapara Ha CHOCOOHOCTh YIPABISATh TPAHCIIOPTHBIMHU
CpeICTBaMU M paboOTaTh C MEXaHH3MaMH.

4.8. HexkesiaTesIbHbIE PeaKIIHU

Pe3roMe HekenaTenbHBIX PEaKIUN

HexenarenpHble peakIuy pacpe/IeICHbl B 3aBUCHMOCTH OT YaCTOTHI MX BO3HUKHOBEHUS: OUYCHb
gacto (> 1/10), gacto (ot > 1/100, HO <1/10), Hewacto (ot > 1/1000, HO <1/100), penko (oT
>1/10000, wOo <1/1000), oyenr peako (<1/10000), ywacTtoTa HEW3BeCTHa (Ha OCHOBAaHHUH
UMEIOITNXCS JAHHBIX OIEHUTh HEBO3MOXKHO).

Hapywenuss co cmoponbl UMMYHHOU cucmemvl: 4YacTOTa HEW3BECTHA — IOBBIIICHHAS
YYBCTBHTEILHOCTh K KOMITOHEHTAM Iperapara.

Hapywenus memabonuzma u numanusi: 4acTOTa HEU3BECTHA — TUIEPKAJBIIMEMUS, MOTEPS
anreTuTa.

Icuxuueckue Hapyuienus: 9aCTOTa HEU3BECTHA — HAPYIICHUE TICHXHUKH, B TOM YHUCIIE JCTIPECCus,
HapyIlIeHHEe CHa.

Hapywenus co cmopoHbl HepeHOll cucmembl: 9acTOTa HEU3BECTHA — TOJIOBHAS 0OJIb.
Kenyoouno-kuuieunvie HapyuieHusi: 4aCTOTa HEU3BECTHA — TOIIHOTA, PBOTA, 3arop, CyXOCTh B
TIOJIOCTH pTa.

Hapywenus co cmopoHbl MbluieyHOU, CKeIeMHO U COeOUHUMENbHOL MKAHU: 9aCTOTa HEM3BECTHA
— apTparus, MUAJITHSL.

Hapywenusa co cmoponbi novex u mMoyegbl800AWuUx nymelii: 4acTOTa HEU3BECTHA — IMOJINYPHUS,
KaJIBIIUHO3 MTOYEK, TUTICPKATBIIHYPHS.

Obwue Hapyuwienus: u peakyuu 8 mecme 66edeHuss: 4acToTa HEM3BECTHA — CIa00CTh, MOBHITIICHUE
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OCNEOOBATENEHOCTE 0002)

|.
TEMIEPATYPbl, KAIBLIMHO3 KPOBEHOCHBIX COCY/IQB, JIETKUX.

Jlabopamopuvie u uHcmpymenmanbHvle OaHHble: YaCTOTa HEU3BECTHA — MOSIBJICHUE B MOYE OeJIKa,
JEHKOLUTOB, THAIIMHOBBIX LIUJIMH]IPOB, MIOTEPS] MACChI TEJa.

[Tpu mosiBIEHWN MPU3HAKOB THIIEpBUTAMUHO3a D HEOOX0IMMO OTMEHHUTH IIpenapar, OrpaHUuIUTh
MOCTYIJICHUE KaJIbliMsl, Ha3HAYUTh BUTaMuHbl A, C 1 B.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTpPallun
JIEKAapCTBEHHOT'O Tpernapara ¢ 1eJIbl0 00eCIIeUeHHS] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«TOJIb3a — PUCK» JICKAPCTBEHHOIO mpemnapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYEeTCs
€o00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JCKAPCTBEHHOTO IMpernapara
Yyepe3 HalMOHABHBIC CUCTEMBI COOOIICHHS O HEXKEIATeIbHBIX PEAKIIMIX TOCYIapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas @enepanus

109012, r. MockBa, CraBstHCKas IUI0IIaab, 1. 4, ctp. 1.

®denepasibHas Ciryx)0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS

Tenedon: +7 800 550 99 03

DnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHON ceTH «IHTepHET»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CumMnromsl

CHmXeHHe anmeTuTa, TOIIHOTAa, PBOTA, 3alopbl, OECIIOKOMCTBO, KaXJAa, MOJIHYpHs, MOHOC,
KHILEYHas KolMuKa. YacThIMU CUMITOMAaMHU SIBIISIFOTCSI TOJIOBHASI 0OJIb, MBIILIEYHbIE U CYCTaBHbIE
60111, HapylIeHUs MCUXUKH, B TOM YHUCIIE JENPECcCHsi, CTYIOp, aTaKCUus U MPOrpeccHpyromas
noreps Macchl Tena. Pa3BuBaercs HapylieHHe (QYHKUMM TOYeK C  ailbOyMHHYypueid,
SPUTPOLUTYPUEH M TOJIUYpPHUEH, NOBBIIMICHHON NMOTEPEN KaJlMsl, TUIIOCTEHYPUEW, HUKTYpUEH U
MOBBILICHHE apTEPUATBHOTO AABJICHUS.

B TsakenmpIX ciydasx MOXKET BO3HHUKHYTb IIOMYTHEHHME pOTOBHIBI, PEKE OTEK COCOYKa
3pUTENHHOIO HEPBA, BOCMAJICHUE PaayKHOH 000JIOUKH BIUIOTH O PAa3BUTHUS KaTapakThl. Moryt
00pa30BaThCsl KAMHU B MOYKAX, IPOUCXOAUT MpOIecC KAIbIMPUKAIUN MATKUX TKaHEH, B TOM
YHclie KPOBEHOCHBIX COCY/I0B, Cep/Ia, JETKUX U KOXKH.

Penko pa3BuBaeTcs xosiecTaTUUECKas KeENTyXa.

Jleyenue

[IpepBate mpumeHeHue mnpemnapata. OOpaTuThecs K Bpauy. [IpuHHMaTh 00JbIIOE KOJMYECTBO

KHUAKOCTH. HpI/I HGO6XO)II/IMOCTI/I MOXKET HOTpe6OBaTI)C$I rocruTaIu3anus.


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

COOTBETCTEYET 3KI
ot 06082025

5. PAPMAKOJIOTMYECKUE CBOCTBA (MOCTIEQOBATENEHOCTS 0002)

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

®dapMakoTeparneBTUYECKasl TPYIIa: BUTAMUHBI, BUTaMUHBI A U D, BKIIOYas WX KOMOWHAIUY;
BUTaMHH D U ero aHajioru.

Kox ATX: A11CCO05

Mexanuswm aeiicteus u hapMakoauHaMudeckue 3hheKThI

Buramun D3 sBnsieTcs akTHBHBIM aHTHUpaxuTH4eckuM (akropom. Camoil BakHOU (yHKIMEH
BUTaMMHa D3 siBisieTcst peryinupoBaHue Meradbosn3Ma Kaiblusg U GpochaToB, 4TO COCOOCTBYET
IIPABWJIBHOM MUHEPAIM3ALMU U POCTY CKEJIETa.

Buramun D3 sBisiercs ectectBeHHOU (hopmoii BuTamuHa D, koTtopast oOpa3yercst y 4eloBeKa B
KOJKe IOJI ACWCTBUEM COJIHEUHBIX Jyuyel. [Io cpaBHeHHIo ¢ BuTamMmuHOM D2 Xapakrtepusyercs Ha
25 % Oosee BBICOKOW aKTUBHOCThIO. Konekanpuudeposn Hrpaer CyLIeCTBEHHYIO pOJib B
abcopbumu Kamblust U (ocaroB U3 KUIIEUHUKA, B TPAHCIOPTE MHHEPAJIbHBIX COJIed U B
nporecce KambIU(pHUKAIMA KOCTEH, PEryJHpyeT TakKe BbIBeIeHHE Kaiblusa U (ocdaroB
noukamu. KoHlleHTpalysi HOHOB KajbIMsl B KPOBU O00YyCIaBIMBAET NOAAEPKAHUE TOHYCA MBIILII]
CKEJIETHOM MYCKYJaTypbl, (YHKIHIO MHMOKap[a, CIIOCOOCTBYeT HPOBEIECHUIO HEPBHOI'O
BO30YKJIEHHsI, PEryjupyeT Ipolecc CBEepThIBaHUS KpoBU. Buramun D HeoOxomum amns
HOpMaJIbHOW (DYHKIIMHM OKOJIOIIUTOBUIHBIX JKeJe3, TaKKe ydacTByeT B (DYHKIIMOHHPOBAHUU
MMMYHHOW CUCTEMBI, BJIMSAS HAa IPOU3BOJCTBO TUM(POKHHOB.

Henocratok Buramuna D B muine, HapylleHHE €ro BCAachIBaHUA, A€DULUT KalbIMs, a TaKKe
HE/I0CTaTOYHOE MpeObIBaHUE Ha COJHEYHOM CBETe, B MEPHOJ] MHTEHCHUBHOIO pOCTa peOeHKa,
IPUBOJUT K PaxUTy, y B3POCIBIX K OCTEOMAISALINHU, Y OEPEMEHHBIX KEHIIUH MOTYT BO3HUKHYTb
CUMITOMBI TETaHUH, HApYIIEHUE MPOIECCOB KaNbIM(PUKALUU KOCTHOM TKaHU HOBOPOXKIECHHBIX.
[ToBbimieHHast MOTpeOHOCTh B BUTaMUHE D BO3HUKAeT y JKEHIIMH B IEpPUOJ MEHOMNAy3bl,
IIOCKOJIBKY Y HUX 4acTO Pa3BUBACTCS OCTEOINIOPO3, B CBA3HM C TOPMOHAJIbHBIMU HAPYILICHUSMH.
5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AbGcopbuus

Bonnslii pactBop ButamuHa D3 BcackiBaeTcs ydilie, 4eM MACIsIHbIN pacTBOp. Y HEJOHOILIEHHBIX
JeTeil MPOUCXOIUT HEI0CTATOYHOEe O0pa3oBaHME M IMOCTYIUICHHE JKeIYM B KUIIEYHHMK, UYTO
HapyllaeT BCAachblBAHME BHUTAMMHOB B BHJE MACISHBIX pacTBOpoB. [locne mepopambHOTO
NPUMEHEHHUs KoJeKanbludepos abcopOupyercss B TOHKOM KHILIKE.

Pacnpenenenue

[Tponukaet yepes MmialleHTapHbIA Oapbep U B MOJIOKO MaTepH.

buorpancdopmarms

MeTabonu3upyercs B MEYEHU U TTOYKaX.
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(MOCNEOCBATENEHDCTE 0002)

OIMMUHALKS

[Tepuon mosyBBIBEACHUS KOJEKAIbLU(EPOSia U3 KPOBU COCTABISET HECKOJBKO JHEH U MOXKET
IPOJJUTHCA B CIIydae MOYEYHOW HEIOCTaTOYHOCTH. BBIBOIUTCS MOYKaMU B HE3HAYUTEIHHOM
KOJIMYECTBEe, OoJblllas 4YacTh BBIBOAMTCA C kenuyblo. Burtamun D3 oOnamaer cBoiicTBoM
KyMYJISLIUH.

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. [lepeuyensb BcnoMoraTebHbIX BellleCTB

Maxkporoia riaviepuiIpuLIrHoear

Caxapo3sa

Hatpus ruapodocdara nonexaruapar

JIMMOHHOM KHUCITIOTBI MOHOTHUIPAT

ApomaTtuzaTtop aHUCOBBIN

ben3uioBelii coupt

Bona ouniennas

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTh B OPUTHHAIBHOM yIakoBKe (Tauke) [ 3alIUThl OT CBETa pu Temnepatype Huxe 25 °C.
6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

[To 15 M mpenapata BO ()JIaKOHBI CTEKISHHBIE, YKYMOPEHHBIE MOJUMEPHBIMHU 03aTOpaMH-
KareJbHUIIAMH U3 TTOJUATUIICHA HU3KOTO TABJICHUS U IMTOJIMMEPHBIMHU KPBIITKAMH U3 TTOJIMATHJICHA
HU3KOTO JJABJICHUS C KOHTPOJIEM MEPBOT0 BCKPHITHS. Ha KaxapIil iakoH HAKIEUBAIOT STUKETKY.
Kaxnapiii ¢(rmakoH BMecTe C UMHCTPYKIMEH MO MEIUIUHCKOMY TMPUMEHEHUIO (JIMCTKOM-
BKJIQ/IBIIIIEM ) TTOMEIIAIOT B TIAYKY M3 KapTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NPUMEHEHUs:
JIEKAPCTBEHHOT0 Mpenapara u JApyrue MaAaHUIYJISIIUM C PenapaTomM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHMUS

Poccniickas @enepanvs

O61ecTBO ¢ OrPaHUYEHHOI 0TBeTCTBeHHOCTHIO «BUTA JIAMH» (OO0 «BUTA JIAVH»)
443099, Camapckas obmacts, r.0. Camapa, BH. p-H Camapckuii, . Camapa, yi. KyiiOsimeBa,

n. 110.
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7.1. IlpeacraBuTe/Ib AepPKATENISA PErHCTPALMGHHOIO vﬂl‘&%ﬂﬁ&%ﬁﬁ‘ TENEHOCTE 0002)

[Iperensuu noTpeOUTENEH HAIIPABIIATE 10 AAPECY:

Poccniickas @enepanus

00O «Tynbckas hapmaneBTruieckas hadpukar»

300004, r. Tyna, TopxoBckuii mpoe3n, A. 10

Ten./akc: (4872) 41-04-73

e-mail: info@farmfabrica.ru

8. HOMEP PETHCTPAHUOHHOI'O YAOCTOBEPEHUASA

9. TATA NMEPBUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUA PETMCTPAIINMN,
INEPEPETUCTPALINN)

JlaTta nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmias  XapakTepuCTHKa JIEKapCTBEHHOro nmnpemapata Bwuramun I3  moctynHa Ha
uH(pOPMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHYECKOTO COr03a B HH(MOPMALMOHHO-

KOMMYHHKaIMOHHOM cetn «HTepHe™ https://eec.eaeunion.org/.
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