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OBHIASL XAPAKTEPUCTUKA JEKAPCTBEHHOI'O IIPEIIAPATA
(mudopmannsa A8 CHENHANHCTOR)

1. HAHMEHOBAHME JIEKAPCTBEHHOTI O ITPEITAPATA
1.1. ToproBoe HaHMeHOBAHHE

I3-BUT®, xannmum ms mpuema BEYTPE 15000 ME/Mn

1.2. MexayHapoaHoe HENATEHTOBAHHOE HAMMEHOBAHHE
Xonexansuugepon (Colecalciferol)

2. KAYECTBEHHbBII 1 KOJJUYECTBEHHBI COCTAB

1 mu1 nexapcTBenHOrO Mpenapara (= 30 Kanens) CONEPIKUT B KAYECTBE JeHCTBYIOINEro BEIIeCTRa
15000 ME (375 mxr) xonekansiudepoia (Butamuna [3).

1 xams comepsxut okono 500 ME (12,5 mkr) xonexansuudepona (sutamuna J3).
BenomoraTenpHbIe BEIIECTBA, HATHYHE KOTOPBIX CIIEAYET YYHTHIBATE B COCTABE IEKADCTBEHHOTO
Openapara: OeH3UIIOBBIM CIMPT, caxap Oenblil KpHCTAUIHYECKHH (caxapo3a).

IlonHbIH rIEpeYers BCTIOMOTATENBHBIX BEIIECTB, BXOSIINX B COCTAB JIEKAPCTREHHOTO IIpenapara,
IpencTaBiIeH B pazzene 6.1.

3. JEKAPCTBEHHASI ®OPMA

Kamnu nnis npuema BHYTPE.

BeciseTHBIN WM KENITOBATEIH, TPO3PAYHBIHA MK CIIErKa ONANeCIUPYIOMIHI PacTBOP CO ClIabhiM
AHHCOBBIM 3aI1axoM.

4. KJIMHUYECKHE JAHHBIE

4.1. Iloxa3anus K NpHMEHEHHI0

— IIpodunaxTuka ¥ nedeHue qedhunUTa BUTAMUHA [,

— JleyeHue paxura.

— B xauecTse pononHeHus x cuenudHUecKkoi TEPAIHy OCTEONOPO3a Y MAMEHTOB, Y KOTOPHIX
€CTh (aKTOPHI pUcKa JeduiuTa BUTaMuHa [,

4.2. PesxuM D03HPOBAHHA U COCO0 NpHMeHeHHs

Pesxum n103upoBanms

Jlosy mpemapaTta ClemyeT yCTaHABIMBATH HHIMBUIYallbHO, YUMTHIBAs ofINee IPHMEHEHHE
Kaublus (KaK B €XETHEBHOM DAallHOHE ITMTAHHS, TAK ¥ B BHJE JEKapPCTBEHHEIX IIPENApaToB), a
TaKKe BCE APYrHe HCTOYHHKH NOCTYIUICHHS BUTaMuHa [ B Opranusm.

1 M1 mpenapara copepxut 1500 ME (375 Mkr) BuTaMuHa Xonekansmudepona (Butamuna JI3).

1 xarwt conepxuT npubmusutensro S00 ME (12,5 mxr) xonexkansiupepona (sutamuna [I3).
OOBI4HO, B 32BMCMMOCTH OT IIOKa3aHWil K NPHMEHSHWIO, Ha3HAYAKT YKa3aHHBIE HHKE JO3bl
Xonexansuuepoa:

Hpogunaxmuxa oeghuyuma eumamuna /T

KomuyecTpo xameas | MakcumannHas JoMycTuMas
Bospacr ME/cyTku -
B CYTKH cyTogHas no3a, ME/cyTku?
0-6 mecsaues™ 500-1000 1-2 1000
6-12 mecsiues® 500-1000 1-2 1500
1-3 ropa* 500-1000 1-2 2500
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4-8 ger 500-1000 1-2 3000
9-18 ser 500-1000 1-2 4000
19-70 ner 500-1500 1-3 4000
Crapme 70 ier |  1000-1500 2-3 4000

* Pexomenoayuu no npogunaxmure depuyuma sumamuna a

IIpodunakTuka 0OBIMHO MPOBOIMTCS, HAYMHAS CO BTOPOH HEZENM YKU3HH, Ha [IEPBOM Oy

JKHSHH M B TEUCHHE NCPHO/IOB, KOTa HEAOCTATOYHO CONHEYHOTO CBETA, B CIIEAYIOMIHE 134 Foja

HKH3HH:

| T HOBOPOXNCICHHBIC W JETH B TEYCHHE MEPBOTO TONA JKM3HW: HAYMHAS CO BTOPOH HEXeH
u3HM — 110 1 xame B cyTku (= 500 ME);

— HC/OHOLICHHBIC NETH B TEYEHNE MEPBOrO roJIa KU3HM: HAYMHAS CO BTOPON HENEIH sKH3HH
—no 1-2 kamu B cyTku (= 500-1000 ME);

— JzetH (1-3 rona), y KOTOPEIX HMEETCS PHCK DAa3BHTHS Hepunura Butamuxa J[: B TeueHue
SUMHHX MECALEB (B TeYEHHE IEPHO/IA, KOI/Ia OTMEYAETCS HEOCTATOUHO COMHETHOTO cBera)
— 10 1-2 xannu B cyTku (= 500-1000 ME).

**[Ips TpEBBINCHUM YKAa3aHHBIX 103 HabmonaeTcs IIOBEIICHHBIA DPHCK  pa3sBUTHS

HEXCIATE/ILHBIX  PEAKLMH, IMO3TOMY TaKHe O3Bl JOIYCKACTCs IIPHMEHSTh TONEKO nozx

MEMITHHCKHM HaOJIIONeHHEM.

Jeuenue paxuma
Obmee Tpebyemoe KOMUYeCcTBO BUTAMHHA J] 3aBHCHT OT TSKECTH 3aboeBanus.

Bospact ME/cyTKH KonugecTso kaneas B cyTiu
0-6 mecsinen Tepanus nasnauaemces 6 unousudyarbrom | — st myabe-Tepanuy
nopsioke! PEKOMEHIyeTcs
6-12 mecsiien — Brauane gasnauaercs 200000 HCIOJIB30BaTh OPyIrye
ME/cyTku (mynbc-Tepanus); npu JIEKapCTBEHHBIE (OPMEI,
1-3 roxa 3TOM PEKOMEHIYETCA HCIOIB30BATE conepxainue Honee
ApYyTHE JIEKApCTBEHHBIE (OPMEL, BEICOKHE 103kl BUTAMHHA
4-8 ner cozepkaure 6oee BEICOKHE H035I A B enunMIE
BUTaMuHa [ B enuHHLe H03upOBaHs. JNO3HUPOBAHHMSL.
9-18 et — 3atem Hasuauaetcs 1000-5000 — 3ateM HaszHayaetcs 2-10
ME/cyTku. Kanenb  JIeKapCTBEHHOTO
| npenapara J3-BUAT®.
Jleuenue oeghuyuma eumamuna J[
_ MaxkcumanbHas N
Bospacr ME/cyTku Komeseersn JOILYy CTHMAS CYTOYHAS 1032
Kanejab B CyTKH " ’
ME/cyTrn*
0-6 Mecsien — B teuenue 6 ~ B Tteuenue 6 1000
Henens: 2000 Henens: 4
6-12 mecstnen — 3arem: 500-1000 | - 3arem: 1-2 1500
i — B Teuenue 6 — B Teuenne 6 20
4-8 ser Henens: 2000 Henens: 4 3000
918 net — 3arem: 500-1000 ~ 3arem: 1-2 4000
19-70 ner — B teuenue 8 — B reuenue 8 4000
Henens: 6000 Henens: 12
| Crapme 70 1T | _ 3aren: 1500-2000 | — 3arem: 3-4 4000 N

.
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*Ilpy  nNpeBLINEHWH yKa3aHHEIX 103 HAOGIIONAETCS TOBBIICHHBIH DPHCK  PA3BHTHS
HENCNATENbHEIX PEaKIUH, I03TOMY TakHe MO03bl HOINyCKaeTcs IIPEMEHSTE TOJBKO ITOJ
MEIUIUHCKIM HabIIIOIeHHEM.

B kauecmee dononnenua k cneyupuueckoii mepaniu 0Cmeonopo3a y nayuenmos, y KOmopsix
ecmb (pakmoput pucka deuyuma sumamuna JJ

MakcuManbHuas
Bospacr | ME/cyTxu Konuuecrro Komuuecrrso AOMYCTHMASA CYTOYHAS
Kamnelb B CYTKH | Kalle/b B HeAeII0 | J03a,
ME/cyTkn*
Bspocasre | 1000-1500 2-3 14-21 4000

*IIpd  TpPEBBIIEHMH yKa3aHHEIX J03 HAOIIONAeTCs MOBBILEHHLL PHCK  Da3BHUTHI
HEWNCIATENBHBIX PEAKUHH, IIOITOMY TAaKHE 03Bl IOIYCKAETCS NPUMEHSTE TOTBKO IO
MEIMIMHCKEM HabJIIoIeHHEM.

Cnocob npumenenus PN
Jng npuema BHYTPE.

YUTOOBI TOYHO OTMEDHTH KONMYECTBO Kareldb M, COOTBETCTBEHHO, O3y
JICKAPCTBEHHOTO Npenapara, $pIakoH CIeNyeT JepxaTh BEPTHKANBHO (IO YoM
90% oM pucynok). Crmemyer oTmepath o3y HETIOCPEACTBEHHO Iepe
yHOTpeOeHuneM.

JlexapcTBeHHELH ITpenapaT IPHHUMAFOT B 1 JIOXKKE YKHIKOCTH. IIpn npumenenuu
Y MAJEHBKOTO pedeHKa MOXHO MODaBIATE HYIKHOE KOJIMYECTBO KAlelh B
HeOOJIBLITY IO IOPITHIO IETCKOTO [IUTAHMS, HO B JAHHOM C/Iyyae clenyer ybenuTecs
B npueMe peOeHKOM BCell IOPIMM NMIIH, HMHAYE HENb3s rapaHTHPOBATH
nonyuenue Tpebyemolt - moser Butammua J[3. He pomyckaercs XpaHHUTE
HENPHHATYO 9acTh IOPIHH ITHINH, conepxareit mpenapar 3-BUT®, ¢ nensio ee
ynorpebiienus B 6oee NO3IHEE BPEMSL.

4.3. IlporuBonokazanus

— IloBrrmennas 4y BCTBHTEIBHOCTS K aKTHBHOMY BEIIECTBY HIIH TF0OOMY M3 BCIIOMOTATENBHBIX
BEIICCTB, BXOMSMINX B COCTAB JIEKAPCTBEHHOTO Npenapara (cM. paszen 6.1).

— TI'unepBuramunos [

— CocrosHre, NPUBOIAIIME K MOBLIIECHHOMY YDOBHIO KAZBIHA B KPOBH W/MITH MoOYe
(Hanpumep, HapylueHue BEIBEIEHHS KalbLHUS H docdaror yepes mouky, EMMOOHIH3AINS
NanHenTa, TPMMCHCHHUE IIPOU3BONHBIX OCH30THAIMASHHA (THA3UTHEIX JUYPETHKOR)).

— Ilogeunkle KaMHH, CONEPIKAITHE KATBITHIL.

— TspKenslit apTepHOCKIIEPO3.

— TspKenas noyeyHas HEJOCTATOYHOCTS.

4.4. OcoOble yKazaHHuS H MepEBI IPEI0CTOPOKHOCTH MpH IPHMeHEeHHH

Crenenp nedumura BuTammBEa J[ MOMKET OBITH ONpENeeHa Ha OCHOBE M3MEpEHHS 25-
rufpoxcuuTamMuHa JI. Y B3pOCHBIX YpOBeHB 25-TMIPOKCHBHTAMHHA Il B CBIBOpOTKE KpoBH
HE NopkeH npesbinath 80 Hr/Mi. 3Hadenus Bemme 150 Hr/Mo CBHIETENBCTBYET 00 yrpoxkaroreit
3I0POBBIO NIEPEIO3HPOBKE.

Ilpn nauTembHOM IPHMEHEHHM JIEKApCTBEHHOTO IIperapara pPeKOMEHIOBAHO IIEPHOIHYECKH
TIPOBEPATE YPOBHM KalbIMs B CHIBOPOTKE KPOBH H B MOdYe. IIpH HEOGXOMHMOCTH crenyer
KOPPEKTHPOBATE O3y JIeKapCcTBEHHOTO mpenapara J3-BUT® s zapucumocts oT YPOBHS KaUIbLHUs
B CEIBOPOTKE KPOBH.
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B ciy4ae runepxanbuueMHME MIH TOSBIEHHS [PU3HAKOB HAPyIIEHHS @yﬁKﬁHH [OYEK 03y
nexkapcTBeHHOro mpemapata J-BUT® crnexyer cmusuts miGo  orTMeHuTH IpUMEHEHHE
JIEKapCTBEHHOI'0 Ipenapara.
IIpw JTATENBHOM IPUMEHEHHH TEKAPCTBEHHOrO Iperapata cjefyeT KOHTPOIUPOBATE ()yHKIHIO
[I09€K MOCPEACTBOM H3MEPEHHUS YPOBHS KPEATHHHHA B CHLIBOPOTKE Kposu. [Ipemrapar [3-BUT®
CIICAYET C OCTOPONKHOCTBIO HA3HAYATE IAlMCHTAM C HapyIIeHHeM (GYHKIMH [OYeK; IIPH 3TOM
CHIEAYET pETyTApHO OLCHMBATL BIMSHHME NPUMEHEHHS JEKAPCTBEHHOTO Npernapara Ha YPOBHH
Kanblus u pocharos. ClemnyeT IpHHAMATE BO BHUMAHHC PHCK Pa3BUTHS KAIbLIHPHKAIIHHA MATKHX
TKaHeH. B cioywae TsoKkemoil nouewyHOM HemOCTATOUHOCTH TIPUMEHEHHE JIEKapCTBEHHOIO
Iiperapata IPOTHBOMOKa3aHO (cM. pasmen 4.3). Ecoum y manueHToB ¢ TshKeNod IOYeYHOH
HEJOCTATOHOCTEI0 HEOOXOAMMO Ha3HayeHHWe BHTamuHA J[, CIIedyeT HCIOIB30BATH Ipyrue
IIperiapaThl Ha OCHOBE BUTaMuHa J.
Xonexansuudepo creayer HasHaYaTh C OCTOPOKHOCTBIO TIAITHEHTAM:
~ © CApKOH/I030M BBHJy PHCKA LOBBIIICHHOrO MeTabonusMa BuTamuHa JI ¢ 06pasoBadumem ero
aKTHBHON (POPMBI B M3GHITOYHOM KOIHYECTRE;
— C OCTCOIOPO30M, BEI3BaHHBIM HMMOOMIH3alHeH, BBHIY MOBBILNEHHOTO pHCKa pa3BUTHA
TUIIEPKAIBEIHEMHH;
— OHAHOBPEMEHHO IIONYHAIOIMM COMYTCTBYIOMIEE JIEYCHHE CEPACYHBIMH [NIMKOSMIAMH MK
THA3UIHBIMY [HYyPETUKamMH (CM. pasznern 4.5).
JIoTIONIHATENBHEIE O3B! BUTaMHHA [ MOJKHBI TIPHMEHSTBCS [IOX TIHATEThHBIM MEIULHHCKHAM
HaO/IFOIeHHEM; [IPH 3TOM HEOOXOTHMO YacTo KOHTDPOJIHPOBAaTh YPOBHM KaNBLIMsl B CHIBOPOTKE
KPOBH U BEIBEAECHHE KATIBIIHA C MOYOH.
eTn
Crexnyer usberaTh ONHOBPEMEHHOTO PHMEHEHNS ADYTHX NPOAYKTOB, CONEPKAIAX BUTAMHH [,
0COOeHHO y mere#t miuamme 1 roma. Pemenwe o JomONHETENBHOM YIOTPeOISHHH HeThMHU
oborameHHOH BHTaMHHOM J| ImHIM THOO ApYruX BUTaMMH J[-conepikalluX MpernapaToB IIpH
ONHOBpeMEHHOM IpuemMe Kamens [[3-BUT® crenyer npunumats, onenus COOTHOLIEHHE PUCKA U
TIOJIB3EL.
BcnomorartensHere BemecTpa
Ipenapar JI3-BUT® comepxur caxap Gemsrit KpUCTAIIHYECKHH (Caxapo3a), [O3TOMY €ro He
CHICAYCT NPHMCHATE MAlMCHTAM C TAKUMHM PEKHMH HACICACTBEHHBIMH HAPYIIEHHAME, KaK
HETIEPEHOCUMOCTE ()PYKTO3EI, MatbabCopOIMa IITFOKO3bI-TANTAKTO3E] WK NebHIUT caxapassl-
u3oManbTassl [Ipu JuTeTpHOM NpuMeHeHHH (2 HEIend Ooree) caxap MOKeT HaHeCTH Bpej
3ybam.
ITpenapar [3-BUT® comepxut GeH3uTOBEIR CIIEPT B KONHYECTBE 15 MI/MII, YTO COOTBETCTBYET
0,5 mr B 1 xamne. BeH3UIOBEIH CIIHPT MOJKET BHI3BIBATE QUIEPTHYECKHE PeaKuK. Y MaIEHbKHX
NETeH UMEETCS PUCK PA3BUTHS TSUKEIBIX HAPYIIICHHI IBIXATETBHOMN (QyHKUMH (TaCIHHT-CHHIPOM)
BCIENICTBAC BO3NEHCTBUA OCHSHIIOBOTO CIIHpTA, II03TOMY CENyeT ONEHHTh COOTHOIICHHE
II0JIb38/PHUCK MepesT TeM, KaK HasHayaTh npenapar [[3-BUAT® HOBOPOKIEHHBIM JETSIM (B BO3pacTe
mo 4 Hezenb mocne poxieHHs). IIpenapar He ciemyer IpUMEHATE Oonee 1 Henmenu y mereit
Mianme 3 yier 6e3 IpenBapUTENbHON OMEHKH COOTHOLICHHS IOJIB38/PUCK: BO3PACTAET DHCK
Pa3BUTI HEXENATETBHEIX PEAKLHH BCIICICTBHE HAKOTUICHHS GEH3HI0BOTO CIHpTA. bepemenHBIM
HIIH KOPMAIIAM JKeHINuHaM IpemapaT [I3-BUT® nomken nassauatses c OCTOPOKHOCTBIO, TAK KaK
OEH3HMIIOBBLHA CIUPT COCOOEH K MOCTETIEHHOMY HAKOIICHHIO B OpraHu3Me M MOJKET BEI3LIBATH
Pa3BUTHE TOKCHYECKUX peaKui (MeTabommueckuii anunos). [Tanuentam ¢ 3a60eBaHAIME ToUek
u meveny npenapat J[3-BUT® nomken nasHagatses c OCTOPOXKHOCTBIO, TaK Kak OEH3UIIOBLIH
CIHPT CIIOCOOEH K IIOCTENIEHHOMY HAKOILUICHHIO B OPTAaHH3ME M MOJKET BEI3LIBATE pa3BHUTHE
TOKCHYECKHX peaknuif (MeTabomIudecKuii anumaos).

4.5. BzaumopeiicTBHe ¢ JpyrHMH JIEKAPCTBEHHLIMH TPENapaTaMH H [ADYI'He BHIbI
B3aHMOJeHCTBUSA
BiusgHyue Npyrux neKapcTBEHHEBIX IIPENApaToR Ha Xonekaneuudepon
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MHnyKTOpEl (epMEHTOB CHCTEMBI IIHTOXPOMA P450, Taxue xax pubammuimH, KaﬁGaiaasennH,
dernronn, GapbuTypartel (HanpumMep, dheHoGapOuTal, IPUMHIOH) K TIIFOKOKOPTHKOCTEPOH IEL,
MOT'YT CHH3HTh 3(QQEKTHBHOCTE BUTAMMHA J| BCIEACTRHE ero YCUIICHHOH HHakTuBauuu. [Ipu
ONHOBPEMEHHOM NPHMCHCHWH YKa3aHHBIX CPEJCTB MOXKET MOTpeboBaThCs YBEJIMYEHHE 0351
JNIeKapCTBEHHOTO mpenapara J{3-BUT®.
Mzonmasun moxeT cHu3UTE >hMEKTHBHOCTS BHTAMUHA Jl TocpencTBOM TOXABIEHMS
MeTabOINYeCcKOH aKTHBAIMH BUTaMuHA [l
OnHoBpeMeHHOE IPHMEHEHHE CO CPEACTBAMH, [PHBOIAIMMY K HAPYIEHHIO BCACBIBAHHS JKUPOB
(HarpuMep, KONECTHPAMHEH, OPJIHCTAT) MOXKET TPUBECTH K HAPYIICHHIO BCACHIBAHUS BUTAMUHA |
H3 XKeJTy I0YHO-KHIIEYHOrO TPaKTa.
IIoBEIIEHHBIH YPOBEHD TAPATHPEOHIHOIO TOPMOHA MOXKET yCHIIUTh METAb0NM3M BuTaMuHa J] u
TakHM 00pasoM MOBBICUTE TIOTPEOHOCTE B BUTAMUHE II.
[Ipy OfHOBpPEMEHHOM NpPHMEHEHHH C CepeYHBIMHU TIIMKO3UAAMH BO3MOXCHO YCHJIEHHE UX
TOKCHYECKOI'O NE€HCTBHS BCIEACTBHE THIIEPKAIBIHEMUH ([IOBBITACTCS PHCK pPasBHTHS apHTMHUIL).
Tpebyercsa TmaTensHoe MeTHITHHCKOE HAGMIONEHIHE U IIpH HeOOXOaUMOCTH MOHHTOpUHAT KT u
YPOBHEH KAIBIHA B CEIBOPOTKE KPOBH.
Ilpy OnHOBpEeMEHHOM NPUMEHSHHH ¢ THASHIHBIMH M THA3MIONONOOHEIME [IHYPETHKAMH
TIOBBINIACTCSA PHCK DPAa3sBHTUSA I'MIEPKATbUHEMHH, TAK KAK NaHHLIE TIEKAPCTBEHHBIE IIpenapaTsl
CHIXAIOT BBIBEACHHE KalplMsA ¢ Mouod. [Ipm omHOBpemenHOM IIPUMEHEHUH HEOOX0IUM
PEryJIIPHEIE MOHHTOPUHT YPOBHEH KalbIlus B CEIBOPOTKE KDOBH.
OnHOBpeMeHHOE NpHMEHEHHE MarHHHCOMEPXKAIUX  CPECTB (HanpuMep, aHTanEAb]) U
JeKapcTBerHoro npenapara J3-BUT® me pexomenmyercs, Tax xakx srto MOJKET IPHUBOIHUTEL K
FHIIEpMarHUEeMHH.
Bimsnue xonexansiudepona Ha Ipyrue ekapcTBeHHEE OpenapaTsl
Butamus JI3 MOXET YCHITHTE BCAChIBAHKE ATIOMHUHHS U3 KHIIETHHKA.

4.6. ®epTHIBLHOCTD, 6ePEeMEHHOCTb U JAKTALS
(Cm. Tarxe pasmen 4.4 B CBA3M C HANIWYHEM OEH3HIOBOrO CIHMpTa B COCTABE JIEKAPCTBEHHOTO
npenapara.)

bepemenHoCTS

Cymounas doza 0o 500 ME

K namnoMy MOMEHTY HEH3BECTHO O PHCKAX, CBA3AHHBIX C IPUMEHECHHEM YKa3aHHOH [103hL. B
TeUeHHE OEPEMEHHOCTH CIe/lyeT H3beraTh ITHTEIbHOTO [IPEMEHEHHs H30BITOYHEIX 103 BATAMHHA
I, TaKk Kak THIEePKAIbUHEMHS, BEI3BAHHAS TAKHM IPHMCHEHHEM, MOXKET [PUBECTH K 3a/EPIKKe
YMCTBEHHOTO H QH3HYECKOTO Pa3BHTHSA, K HaJIKJIAllaHHOMY a0PTalbHOMY CTEHO3Y U PETHHONATHH
y pebenxa.

Cymounas doza 6onee 500 ME

J5-BUT® nomken maszmauatses ¢ OCTOPOXHOCTBIO B TeUCHHE DEPEMEHHOCTH M TOILKO B TOM
CIIyHae, KOT/ia ojKunaeMast 0/1b3a IpeobiaiaeT Ha/l TOTeHUHATBHEIME prcKami. He JIOIIy CKaeTes
IIEpe/IO3SHPOBKA BHTaMHHa [| B TeueHHe OEPEeMEHHOCTH, Tak KAK MTHTelbHas PHIIEPKATbIIHEMHS
MOKCT TPHBECTH K 33JEPKKE YMCTBEHHOTO H (PH3MYECKOTO pasBUTHSA, K HaIK/IallaHHOMY
A0pPTANlbHOMY CTE€HO3Y H PETHHONIATHH y peOeHKa.

['pyanoe BckapMiuBanme

Buramun [ u ero MetaGonMMTEl BBHIBOLATCS C TPYOHBEIM MOJIOKOM. Y netedl He HabIrOxatochs
Cily4acs ICPeNO3NPOBKH, HHIYLHUPOBAHHAIX IPYyIHLIM BCKapMIHBaHueM. OXHAKO BEPOSATHOCTE
[ICPENIO3UPOBKY CIEAYET NPHHUMATE BO BHHMAHHE, €CIH pebGeHoK OHOBPEMEHHO IONyYaeT
BUTaMHH J| M3 IpYrEX HCTOYHHKOB (manpuMep, BUTaMuH Jl-comepykarue nexapcTBeHHLIE
[Ipenapatsl HIIH NHTaHKe, 000ralleHHoe BUTaMuEOM JI).

DepTHABHOCTE

HeT nanHbIX 0 BIHAHKK HA (EPTHIEHOCTS.
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4.7. Baiusinne Ha cnoco0HOCTL YHPABIATE TPAaHCHOPTHLIMH CPEICTBAMH H paborars ¢
MeXaHH3MaMH

Ipenapar J3-BUT® He OKa3bIBacT WilM OKa3bIBaeT HE3HAYUTENIPHOE BIIMAHME Ha CIIOCOOHOCTD
YHOPABIATE TPAHCIIOPTHEIM CPENCTBAM H paboTaTh ¢ MeXaHH3MAMH,

4.8. He:xxesraTesibHblE peaKIUuH

HexenarensHele peakmmu nanee KITacCH(UIIUPOBAHEI 110 CHCTEMaM OpTaHOB H YacTOTe: OYEHB
qacto (21/10), wacto (=1/100 go <1/10), mewacto (>1/1000 no <1/100), pexxo (> 1/10000 mo
<1/1000), ouens penxo (<1/10000), wactoTa HeH3BecTHA (4acTora HE MOXKeT GBITh OLEHEHA TI0
HMEIOIIUMCSA JAHHEIM). _

Buramue JI MOXET BEI3BIBATH CIICAYIOIME HEeXeNaTelIbHBIE peakIliy, O0CoBEeHHO [pH
IIepeNO3UPOBKe (M. Takxe pasnen 4.9):

Hapymienust co cropoHbl 06MeHa BENECTR ¥ IHTAHHUS: IOBBIIICHHE YPOBHS KallbIMs B KPOBH H
MOYe (IHIIePKaNBIIHEMHS, THIEPKATBITHLY DHSL).

Hapyimenus co CTOpPOHEI ey I0YHO-KHIIEYHOT0 TDAKTA: 3aI1op, B3Iy THE XHBOTA, TOIIHOTA, 60JIb
B XXHBOTE, Tuapes.

HacToTa BO3HMKHOBEHHS BEINICYTOMSHYTHIX HEKeIATeIbHEIX PeaKiuii Hen3BecTHa (He MOKeET
OBITh OLIEHEHA HA OCHOBAHMH TOCTYITHBIX JaHHBIX).

Coobuenue o HedcenamenbHblx peaxyusx

Baoicrno  coobugams o  nodospesaemvix HedcenamensubLx peaxyusx nocie pezucmpayuu
AERUPCMBEEHHO20 NPENApama ¢ yenvio 0becneyenus HenpepbiGHO20 MOHUMOPUHZA COOMHOULCHUA
«NONL3A-PUCKY  NeKapCmEenno20 npenapama. MeOuyunckum pabomuuxam pexomeHndyemes
coobyams 0 n100BIX NOOO3PEBACMBIX HEICENAMENbHBIX Pearyusx nexapcmeennozo npenapama
"HEpe3 HAYUOHATBHbIE CUCMEMbL COOOUEHUS O HENCeNamenbHbIX DeaKyusx 20¢y0apcme-4nenog
Eepasuiickozo sxonomuyeckozo cotosa. B Pecnybrure benapyce pexomendyemes coobwams o
HeDICeNameNbHbIX PeaKyusax 6 UHGOPMAYUOHHYIO Ba3y OGHHBIX NO HeJCenamenbbLy Peaxyusm
(Oeticmeuam) Ha nexapcmeenuvie npenapamui, EKVOYAs coobugerus o uesgpchexmusHocmuy
nexapemeennvlx npenapamos (VII «Llenmp sxcnepmuz u uchoimanuii @ 30pagooXpanenuy
Munucmepcmea s0pasooxpanenus Pecny6auxu benapycuvy, http: www.rceth.by)».

4.9. Ilepenosuporka
CHMOTOMEI
IlepenosnpoBka MOXKET IIPHBODUTE K pAa3sBHTHIO THIIEPBUTAMUHO34 M  THIIEPKATBLHEMHH,
I'HnepBHTAMHHO3 MPOSARIIETCS HECIEMUpHISCKAMY CHMIITOMaMH, TAKHMH KaK I'OIOBHas 60JIb,
MOTeps AIIIETHTA, CNaboCTh, IOTEPS MAacChl Tella, HAPYIUEHHS CO CTOPOHEI KTy IOYHO-
KHIIEYHOTO TpakKTa (TOLIHOTA, PBOTA, 3aII0), HAPYIIeHHS pocra.

IlepcucTupyromas rumepKaIblueMus MOXKeT IPHBOMHTH K TaKHM SBIICHUSM, KaK IIONHYDHS,
[OTH/IHTICHS, TOIIHOTA, PBOTA, 3al0p, MBIIIEYHas Cc1abocTs, Iapes, alliHAMUs, HHKTYDHS,
IPOTCHHYPHA, 2HOPEKCHS, THIEPXONCCTEPUHEMHUS, IOBLINIEHHEIX YpOBEHD TpaHCaMUHa3,
CEPACIHBIE APUTMHH, THIEPTCH3HS, KANbUMGUKALHUA MATKHX TKaHeir, olpenenseMasl pu
PEHTTEHOIOTHIECKOM HCCIIE[OBAHMH.

IIpu TsDKemo¥ mepemo3npoBke BHTAMHH J| OKaspiBaeT obparaelit addexr. KocThas Tkams
JCKANBLHQUIHAPYETCS], YPOBHH KaTbIUs B KPOBH M B MOYE TIOBLINAIOTCS. Mosxet HabmonaTscs
KalnbLUUUKANMS TKaHeH, KPOBEHOCHBIX COCYIOB ¥ IIOYEK. MoryT Habmomathcs H3MeHeHus
NICUXHKH, BILIOTh 110 IICHX034.

Jleyenue

B ciiyuae nepeno3upoBKy IpHMEHEHHE BUTAMIHA J nomKHO OBITE HeMemIeHHO [IPHOCTAaHOBICHO.
IIpsr MHTOKCHKAIME CIELYeT KOPPEKTHPOBATH COCTOSHHUE JeTHApaTanuu. pyriue Bo3MOKHbIE
MEPONIPHATHA: HA3HAYEHHE THETEI C HU3KUM CONCPIKAHHEM KallbIlHs, IIPHMEHEHHE KallbLIUTOHHHA,
TIIFOKOKOPTHKOHUIOB.
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5. DAPMAKOJIOTMYECKHUE CBOJICTBA SRR RSTS84
3.1. ®apmakoguHAMHYECKHE CBOICTBA
Dapmaxomepanesmusueckan zpynna: Butamun J| u ananoru. Xonexansuudeporr.
Kon ATX: A11CC05.
Buramun JI perynupyer o6MeH KalbIds 1 ¢ocharos.
Buramun [z (xonexameuudepon) u, paxke B Gosbmre CTEIIEHH, MPOAYKTHEl ero
THIPOKCHITHPOBAHUSA HHIYLHPYIOT 00pasoBaHHE TPAHCHOPTHPYIOIIErO Kamblui Geika b
CIIH3UCTOH 0D0I0UKe TOHKOH KHIIKH. DTO IPHBOMHMT K YBEIMYCHHUIO BCACHIBAHUS KAJIBITHS W
docdaros m3 kuureunuka. B moukax BUTAMHH A ctumynupyer peabcopbumio Kameims u
tbocdaros.
Ilpu neduuwure BuTamuna I B mepHOX pocTa pebeHKa pasBHBAeTCs paxut. Ilpum nedunure
BHTaMHHA [ y B3pOCIIBIX pa3sBHBAETCS OCTEOMATSIIHS.
Tak HasbiBaemblit BuTaMun JI3 paccMaTpuBaeTCs Kax IPENIIECTBEHHUK CTEPOMIHOTO MOPMOHA,
YYHUTEIBass OCOOEHHOCTH €ro MPOMYKINH, GHIHOTOIHYECKON PETYJIALUN U MEXaHH3Ma OeHCTRUS.
B nomonrenue x $husnonorngeckoMy 06pazoBaHmIo B KOKe XONeKabLH(EPOIT MOKET ITOCTYIATE
B OPraHH3M C NHIIEH HIH B COCTaBE JIEKAPCTBEHHBIX CpPeNCTB. Tak Kax IpH IOCTYIUIEHHH
XOneKanpluudepona ¢ IHIOIEH MIH B COCTaBe JIEKapCTBEHHBIX CPEJCTB HE POMCXOMHT
MHTHOHPOBAHUA GU3HONOTHIECKOH IPOIYKIIMY BUTAMUHA 13 B KOXKe, BOMOXKHEI Tepe03upoBKa
BUTaMHHA [[3 ¥ Pa3BUTHE MHTOKCHKAIIHH.

5.2. ®apmakoKuHeTHYECKHe CBOIICTBA

Beacviganue

Butamun [{ nerko BcachlBaeTcs w3 KCIyNOYHO-KHIIEYHOTO TPakTa B IPHCYTCTBHH Kemyu. B
Cily9ae CHHXKCHHOT'O BCACBIBAHH JKHPOB BCACHIBAHHE BHTAMHHA [| TAKKE CHIDKACTCS.
Pacnpedenenue

Buramun [ MoxxeT XpaHHTBCS B YKHPOBOH H MBIIIEIHOM TKAHH B TEYCHHE [UIHTEIBHOIO BPEMEHH.
Obdext xonekanpuubepona pa3BuBaeTcs MEJTICHHO, HO SBTISIETCS JONTOCPOYHBIM.
Mematonusm

B newenu u moukax mpomcxomut THNIPOKCHIMPOBAHME XONeKanbludepona, B pe3ynsTare yero
oOpasyercs akTHBHAA popMa BUTaMHHA [[3 — KambIuTpHOI (1 »25- IATHAPOKCHXOIEKaNb I epo).
Boigedenue

Buramun J[ m ero MeTaGoiMTE B OCHOBHOM BBINEIISIOTCH C KEITYbIO H KanoM. Hebomnwrmue
KOTM4ECTBa BRILEIISIFOTCS ¢ MOYOIH.

5.3. laHHbIe NOKJIMHHYECKOH 6e30MacHocTH

B uccrnenoBanusax Ha JKUBOTHBIX HOKa3aHO, YTO BUTAMUH Ml oKa3bIBAaET TepaTOreHHoe NeHCTRHe
IIpH NPUMEHEHHHM B BBICOKHX I03aX. Y MHOTHX IETeHBIIeHl KPONBIHX, KOTOPEIM BO BpEMs
OepeMEHHOCTH BBOJUIHM BBICOKHE 0351 BHTAMHHA M, OTMEeUYeHE! MIOBPEKNEHNS, AaHATOMUYECKH
CXOJHEIE C TEMM, KOTOPbIE HAOIIOIAI0TCA IIPH HANKIATTAHHOM A0pTaNBHOM CTEHO3€E. Y OTOMCTEA,
¥ KOIOpOro OTCYTCTBOBAJIO CY)KCHHE aO0DTEHI, BBIIBICHA TOKCHYHOCTH B OTHOLICHHH COCYIOB,
momo0Has TOH, KOTopas HaGmromaeTcs y B3POCHBIX NPH IIPOSIBIEHHH OCTPOH TOKCHYHOCTH
BUTaMuHA [I,

Y  xonexampnmdepona OTCYTICTBYET MOTEHIHAILHAS MyTareHHas HIH KaHIEPOTreHHAS
AKTHBHOCTE.

6. PAPMATIEBTUYECKHE CBOMCTBA
6.1. ITepevens BCIOMOraTeIbHBIX BEINECTE
Maxporonrauepusa puIHHONeaT (Kolliphor®EL) e REE—
Caxap Oenblit KpECTaLIHYecKu# (caxapo3a)  cC ACOB
Bensunossrii criupr

AHHCOBOE MacIo

Hunatpus pocdaT nonekaruaparat
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JlaMOHHas KHCIIOTa MOHOTHIPAT
Bona ouunennas

6.2. HecopmecTumocTnb
He npumernumo.

6.3. Cpok roguocT
3 roza. He ucnonms30BaTh mociie HCTEYEHNS CPOKA TONHOCTH, YKA3aHHOTO Ha yTIaKOBKe.
Cpok XpaHeHHs II0CIIe BCKPHITHS 6 MECSIIEB.

6.4. OcoOnie MephI MPEI0CTOPOKHOCTH IPH XPAHEHHH
XpaHUTh B OPUTHHATBHOM YIIaKOBKE [UIsl 3AIUTHI OT CBETA IIPH TeMIlepaType He Brime 25°C.

6.5. Xapakrep H coep:KuUMoe yIIaAKOBKH

ITo 10 mm, 15 M mum 20 Mn Bo (IAKOHBI-KAETLHULEI H3 JIHTOTO KOPHYHEBOTO CTEKIIA,
YKYIOPEHHBIE KPBIIKOH BHHTOBON B KOMIUIEKTE C KOIBIIOM TIEPBOTO BCKPBITHS/KAMeTbHUTIEH.
D1aKOH BMECTE C JIMCTKOM-BK/IA/IBIIIEM [IOMEITAIOT B [IAYKY K3 KapToHa.

Yeaopus ornycka
Be3 penenta Bpaga.

7. REPKATEJb PETUCTPAITUOHHOI'O YIOCTOBEPEHHSI
Pecmybmuxa Benapyce

000 «DapMTeXHOIOTHIN

220024, r. Munck, yn. Kopskeresckoro, 22.

Tenedon/daxc: (017) 309 44 88.

E-mail: ft(@ft.by

8. HOMEP PETUCTPAIIMOHHOT O YIOCTOBEPEHUSI
19/09/2966

9. TATA IIEPBUYHOM PETHMCTPAIIAU (IIOATBEPKIAEHNUSI PETHCTPALMY,
IMEPEPETMCTPAITHN)
JlaTa mepeu4HOI permctpanuu: 26.09.2019

10. TATA ITEPECMOTPA TEKCTA




