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1. AIME HA JIEKAPCTBEHMUMSI ITPOAYKT
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2. KOJIMYECTBEH U KAYECTBEH CbCTAB

Besika Tabnerka chabpika kanuui S00 mg ekBuBajeHTeH Ha Kaiiues kapOonat (calcium carbonate) 1250
mg u xonekanuudepon (vitamin D3) 400IU kato 4 mg xosekaalndepos KOHUEHTPAT Ha NPax.0TroBapsill
Ha XOoJIMKanuuepos KOHUeHTpaT (npax) 4 mg

Xosnekanuudepoa Ha npax cbabpka U anda-Tokodeposi, XHAPOreHHpaHo COeBO MacJio H CyKpo3a.

[ToMolHHM BelecTBa ¢ MO3HATO AEHCTBHUE:
Bcesika Tabnerka ceabpika 475 mr copouron (E420), 1,52 mg cykposa u 0,3 mg XHAPOrHHHPAHO COEBO
MacIo.

3a MbJIHUS CMIUCBHK C MOMOILHHUTE BELLECTBA BUXK T.6.1

3. JEKAPCTBEHA ®OPMA
TabnetTku 3a qbBUEHE.
KBaapaTHH, cuBo-0esin TabeTkH.

4. KJINHAYHHA JAHHU

4.1. TepaneBTHYHH MOKA3ZAHUS

Ynorpebara Ha UJIEOC e camo npH Bb3pacTHH, 3a.

- npoduiIaKTHKA U JIeYeHHe Ha BUTaMUH D U Kaiuues Ae(ULUT MPU MallMeHTH B CTapyYeCcKa Bb3PacT,

- AoGaBsiHe Ha BUTaMUH D W KaJLMH, KaTo J0N'bJIHEHHE KbM cneu(PUYHOTO JICYEHHE Ha OCTEONOPO3a MpH
MalMeHTH C 10Ka3aH MJIM BUCOK PHCK OT Pa3sBUTHE HAa KOMOMHMpaH AeUUMT Ha BUTaMUH D u kanuuii.

4.2.Jlo3upaHe H HAYHH HA NPHJIOKEHHE

Jlo3upane

Bw3pacmmnu
[IpenopbuBaHara go3a e 1 Tabnerka 2 nbTH JHEBHO.

Ilayuenmu ¢ yepHoOpobHu yepedcoanus
He ce Hanara KopurupaHe Ha j03arta

[layuenmu ¢ 6vbpeunu ysperucoaHus
HUieoc He TpsaOBa fa ce U3MoJ3Ba IpH NalMeHTH ¢ Texka ObyOpeuna HeJl0CTaTbYHOCT (BHXK T. 4.3).

[Teduampuyuna nonynrayus
Hsma ocHoBartenHa npuumrHa 3a ynorpebara na UJIEOC npu neua.

HayuH Ha NpUIIOKEHUE
[TepopaiiHO NpHIIOKEHHE.
TabneTkure ce cMyyar WJM CIAbBKBAT.




4.3. IIporHBONOKA3IaHUA

- CBPBXUYBCTBHTENHOCT KbM aKTUBHUTE BELECTBA UM KbM HAKOE OT [TOMOLUIHHTE BelLECTBa, H3OPOCHH B
paszgen 6.1,

- To3u npOIYKT ChABPXKA YAaCTUUHO XHAPOTreHHpaHo coeBo Macno. [launentrre He TpadBa ga nprueMar
TO3H JIEKapCTBEH MPOAYKT, aKO ¢a aleprudiu KbM (YbCTBLUM HIIH COS.

- XMIIepKaNLUEMHUS, XUTIEPKaNUMypHst ¥ 3a00/1BaHUA ¥ / WIH YCJIOBHSA, KOMTO BOAAT A0 XHUIIEPKAUHEMHS

M/ MW XUNEpKanuuypus (HanpyuMmep MHENOMa, KOCTHH METacTas|, MNMbPBHYEH XHIIEPIIapATHPEOHRN3BM),
- KamtHu B 650peunTe (HedhpoauTHasa, yponutuasa).

- Xunepsutamudosa-D,

- Texxxka 6b6peyHa HeloCTaTBYHOCT (rnoMepynHa guatpauns < 30 ml/min). Ilpy nauneHTH ¢ TEXKKO
6n0peuHo yBpexaaHe ButamMuH D3 noa (opmarta Ha xonexanuudepon He ce MeTaboH3Upa 1o
HOpPMANTHUS HauuH K TpabBa fa ce U3non3Bat Apyry GopMH Ha BUTamuH D3,

-CBpPBbX4YBCTBHTEMTHOCT KbM aKTHBHHUTE BELUECTBA WIH HAKOE OT MOMOLLHHKTE BELWIECTRA,

4.4. CriendajJHH nNpelynpexicHUa U Npeana3yy MEpPKH npy ynorpebda

- B cnyyalt Ha npoabmkuTeNnHO 06e30BHKBaAHE NIPH NMAUMEHTH ¢ XUAEPKANUUYpHUs 1 / HIH
Xunepuaniremus, neueHuero ¢ putamud D 1 kanuuid, Tpsabea aa ce noAHOBY CaMO KOraTo NauueHThT
CTaHe MOABUMXEH. (BHXK. TOUKA 4.3)

- [Ip¥ NpOABMKUTEIHO IIPHEMAHE CE NPernopLYBa MOHUTOPHPAHE HA CEpYMHHUTE H YPHHHU HUBA HA
Kajauuit H 0b0peuHaTa QyHKIUA (CepyMEH kpeaTuHHUH ). [IpenopbUHuTENHO € Aa ce HaMalld WK Ja ce
NpeKbCHE JeUeHUETO BPEMEHHO, aKO OTHAENSHETO Ha Kanuuil ¢ ypuHarta Hagsuwasa 7.5 mmol/24h (300
mg / 24h).Tosa e ocobeHO BaXKHO NP NAUKUEHTH B CTAPUYECKA Bb3PpacT NP ChIIbTCTBALLO NEYEHHE ChC
ChPACYHH MIMKO3HAU UM AMYpeTHUH (BHX T.4.5) ¥ IIpY NAUMEHTH C TEHAEHUMA 3a 00pa3ysaHe Ha
KaMbHU. B cnyualt Ha xunepkanuvMeMus uay HapyweHa 6nbpeyna GpyHxkuMa fJo3aTa TpadBa Ja ce Hamaly
HITH JIEYEHHUETO A C€ NMPEKDhCHE.

- [Ipn npepnucsane Ha IDEOS TpabBa na ce MMa rpeABU NPHEMDBT HA KaJllWK Y aJlKaJii OT JIpyru
W3ITOUYRUIM (XpaHH, XpaHUTEIHU N00aBKHU WY JpYrH JiexkapeTsa). AKO ce ripuemMaT MHOTO BUCOKK 03K
kanuui B xombuHalns ¢ abcopbupyemu ankanuu aredTH (Kato kapboHaTH), ChLUECTBYRA PUCK OT
CUH/IpOM Ha bbpHeT (MK MIIeUHO-aNKaleH CHHAPOM ), ChCTOSILL Ce OT XHIIepKanLUeMus, MeTabonuTHa
anKanosa, 00peyHa HELOCTATBEYHOCT M KaluMdPUKaUKA Ha MEKHTE ThKaHnU. B To3W cayvyal Moxe ga e
HEOOXOAUMMO YECTO MPOCAEAABAHE HA CEPYMHHUS KAJILUH 1 KallUUypus..

- JIOMBJIHMTEIHOTO MPUEMaHe Ha BUTaMUH D unu kanuui, Tpadsa aa cTtaBa 1oL BHHMATENEH JICKapCKH
KOHTpoJ. B TakaBa cuTyauus ¢ abconoTHO HEOOX0AUMO Jia Ce MPOBCKAA eXeceAMHYeH KOHTPOJ Ha
HUBOTO Ha KaAUUK B CeEpyMa ¥ YpHHaTa.

- C BHMMAaHHE [a € MPHJara Ha fnauMeHTH ChC CapKou03a, ThH KaTO € Bb3MOKHO YCKOpABaHE Ha
metabonusma Ha BUTaMHH D o Herosata akTHBHA dopMa. [IpH Te3y mauUeHTH HUBaTa Ha Kauuui B
cepyMa M ypuHaTta TpabBa aa ce MOHHUTOpUpaT.

- Tosu npoaykT TpsOBa Aa ce W3MoN3Ba € NOBUILICHO BHUMAHUE NpH nauueHTy ¢ Onbpeyna
HEAOCTATHYHOCT (rnoMepyniHa QunTtpauuns < 30 ml/min) 1 Aa C€ MOHUTOPUPAT HETOBHTE EQEKTH BBPXY
kanuuero-ipochopHaTa xoMeocTasza. TpsiGBa fa ce UMa NpeABUL PUCKDBT OT KanuudpHKallusi Ha MEKHUTE
TbKaHHU.

HTomownu sewjecmaa.
-MJIIEOC cvaspia copbuTon (E420).
- UIIEOC coabprxa cykpo3sa (B MaJIKH KOJMHUYeCTBA B XOJieKaauudepo KOHUEHTpaT),
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ABNBI NEPHOA OT BpEME, HANPHMEDP 34 ABC HJIHM MOBEUHE CCAMHLH.

4.5.

BiaumMoaeHCcTBHS ¢ APYry JEKAPCTBEHH NPOAYKTH WIH APYTrH (popMH Ha B3aHMOACHCTBUSA

KomMOuHALKHY K3UCKBALIH MTOBHIIEHO BHHMAHHE!

JINrOKCHH: CBLIECTBYBA PHCK OT apuTMus. OpaNHOTO NPHIOKEHHE Ha KaJUWH ¢ BUTaMKH
yBEJIHYaBa TOKCHYHOCTTA Ha gurutanuca. Heobxoaum e cTpor iekapCcku KOHTPOJ. AKO €
HeoOxoaumMo, TpAbBa fa ce MoHHTOpHpa EKI U HUBOTO Ha CepyMHHS KallLMH.

TerpauHKJAHHH per 0s: Bb3MOXHO HapyulasaHe Ha abcopOLUunATa Ha €AHOBPEMEHHO NpHUEMaHH
TeTpalKMKINHH. [Topany Tosa TeTpauMKkIMHK TpabBa j1a ce NPUNArat MoHe 2 Haca Mpeir uiM clen
nepopanHus NpHEM Ha Kanlui.

Budocdonaru: puck oT HamanspaHe Ha abcopbuusara Ha GudocdonaTH.: NpenopbyUBa ce aa ce
Hayakat Mexay 30 MUHYTH A0 NOBEYe OT 2 Yaca yaca Npeay fa ce npueMa Kanuui.

PudamMnuukH; Bb3M0OXHO HaMaIsiBaHe Ha KOHLIEHTpaUyuTe Ha BUTaMUH D). KoHUueHTpauunTe Ha
BuTaMuH D TpabBa aa ce u3MepBar 1 Ja ce ocurypart 4odaBkH, ako € HeobXoAUMO.

HunpodaokcaunH, HopdaokcannH: PUCK oT HaMansBaHe Ha upeBHarta abcopbuns Ha Te3u
dnyopoxvHONOHU. [IpenopbunTenHo € ga npueMare Kaiuui noseye oT ABa Haca ¢ pa3fivka oT

HHANPohIIOKCALHH HIIH HOPDIIOKCALIMH.

HoayTerpaBup: Puck 0T HamanssaHe Ha upeeHara abcopOLMa Ha JonyTerpaBup.
[IpenopbUHTENHO € Aa npuemare Kaauui Hali-Manko 2 yaca ciell Miii 6 yaca rpeay npuemMa Ha
AONYTErpaBup.

Aese3eHH CONY: ONACHOCT OT HaMasieHa adcopOuusa Ha wene3du conu. llpenopbunuTentdo e ga ce
npeABHAU MUHYMaNeH nepruol OT ABa yaca npeay npHemMa Ha KaialuuH.

HuuK: onacHOCT OT HaManeHa abcopdbuus na UuHK. [IpenopbunTento ¢ aa ce npeABUIH
MHHHMaJIEH MepHUoI OT ABa Yaca Npeay NpUeMa Ha KajaluH,

CTpoHuuii: puCK OT HaMaNsgBaHe Ha CTPOHLUUEBAaTa OHOHATHYHOCT NPU EAHOBPEMEHHO
MPUJIOKEHKE HA Kanlui -ChaBpxalld NpoAyKTH. [IpenopbunTesiHO ¢ fa ce U34yaka rnoHe 2 yaca
Npead NMPUEMaHeTO Ha KaNUUi HenmoCpeACTBEHO NIPEAH U Clel [TPHEMA HA CTPOHUHMH -ChAbPKALLH
NeKapCTBa.

EcTpamMycTHH: OIIaCHOCT OT HaMansBaHe Ha CTOMAUIHO-4peBHaTa abcopbiiKs Ha eCTPaMyCTHH.
[IpenopbuMTENHO € Ja ce NPEABHAN MUHKUMAJIEH IEPUO/ OT JIBa Yaca Npeiy pUeMa Ha KajalHUH.

XOPMDHHTE Ha IIHTOBHOHATA kJle3a: OlIdCHOCT OT HAMaAJIABAHEC Hd CTOMALLUHO-4pEBHATA

abcopbLUKs HA XOPMOHH Ha LLUTOBUAHATA xAe3a. [IpenopbudTenHo ¢ ja ce npeABUAH MUHuMarneH
nepuo] OT ABa 4Yaca Mpeay rpueMa Ha KanLui,

EH3MMHO-HHAYUHPALUN AHTHENH/IeNTHYHH JekapeTea (AED) (xapOama3senun,
bocdhenuTonH, henobapOuran, GeHHTOUH H NPUMHAOH): Bb3MOKHO HAMANsBaHE HA
KOHUEHTpauunuTe Ha BUTaMKuH D, KoHlIeHTpaukMuTe Ha BUTAaMHH D TpsadBa na C€ 3MEPBAT U J1a ce
OCUTypAT A004BKH, aK0 € HeOOXOAHUMO.

KﬂMﬁHHHI[HH KOHTO /1a ¢e B3CeMAT IIPeIBHAL
OpnucTaT: neYeHueTo ¢ OPAUCTaT MOXeE Ja Hapyuid abcopbuusara Ha BUTaMuH D.

Tuasuann AHYpeTHILM: PUCK OT XUIIEp KaHeMUsl NOpaju HaMaleHHUE HA €KCKPEeLUaTa Ha Kaluui
OT YPHUHAPHHA TPaKT,

Xpa#Ha: BE3MOXHUTE B3aUMOIeHCTBUS ¢ XpaHa: Maeoc He TpsbBa fa ce npuema 3aeJHO C XpaHHy,
OoraTy Ha oKcanioBa kycesiMHa (craHak, peBeH, Kucenel, kakao, yall u ap.) , gochart (CBHHCKO
MECO, LIYHKA, KonbacH, ToneHo cupeHe, AeCepT ChC CMETaHa, HANUTKU ChABKALLK KONA 4 1p.)
WM (PUTHHOBA KHCENHHA (NbJAHO3BPHECTH 3bPHEHH KYJITYPH, CYLIEHM 3€/EHUYYLH, Macnmnamm

ceMeHa , luokonaa v ap.). TpAbsa na uMa HuTEPBaN OT NMOHE 2 Haca MEXIY npnema Ha TE3Y- &HH
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4.6. PeprranteT, OpeMeHHOCT H KbpPMEHE

bpeMeHHoOCT:
iMa HAKONKO AOKNAZAa 3a ciydad Ha NpUioKeHHe Ha MHOTO BUCOKH JO3M BUTamMud D npu

XUNONapaTHPEOUIu3bM NpH MalikaTa, Mpu KOATO ca POAEHH HOPMAaJIHK ela.

[To Bpeme Ha GpeMenHocT TpsAbBa Aa ce u3bArBa npeao3upane Ha Xxonekanunpepon:

- ITpenosupanero Ha BuTaMuH D no Bpeme Ha GPEMEHHOCT NOKA3BA TEPATOTEHHH €QEKTH 11PK HKHUBOTHH
(Bx. Touka (5.3), |

- 1ipy BpeMeHHH XKeHH, pefo3rpaHeTo Ha BUTaMiuH D Tpabsa aa ce u3bArsa, Thit KaTo NEpMaHeHTHATa
XHIEpKaNHeMua MOXe Aa A0BEAE 10 HUINYECKO M YMCTBEHO H30CTaBaHe, HaJKNlanHa aopTHa CTeHO3a U
PETHHONATHA NIPH AETETO.

CreoBaTeNHO, KaTo C& UMa NpeiBy L NokazaHueTo (Bxk. Touka 4.1), ynorpebara na MIAEOC no Bpeme Ha
6GpeMEeHHOCT He ce npenopnLypa.

Kbnpmenie:

BurtamuH D 1 Herosure MeTabOJUTH MPEMUHABAT B KbpMara.

[peasun nuaukanuara Ha UJJEOC (Buxcre Touka 4.1), yrioTpedara no BpeMe Ha KbpMeHe He ce
NpenopbyBa.

DepTHAHTET:
Hsma Hannyuu naxhn 3a edektute Ha YJIEOC Bbpxy nnoaosuroctra. He ce oyaksa odaue HopMalHHTE

eHAOTeHHU HMBA Ha Kanluil ¥ BuTamuy D aa umar Hexxenanu eexTn BbpXy QEpPTHANTETA,

4.7. BiHsHHe BLPXY cnocoBHOCTTA 32 wiodHpane ¥ padoTa ¢ MALIUHK
IDEOS He nosansBa vk nosnussa npeHedpexumo cnocobHocTTa 3a wodupaHe n padoTa ¢ MallIMHH,

4.8. Hexenanu JeKapcTBEHH peaKkuHN

Hexenanure peakiuy ca 30poeHH No-A0ny No CUCTEMO-OPraliHH KJ1acoBe U YecToTa. YecToTuTe Ce
nedUHHpaT KaTo: MHOTrO Yectd (>1/10), yectu (=1/100 mo <1/10), nevectu (=1/1 000 go < 1/100), peaku
(>1/10 000 no <1/ 1 000), muoro peaku (<1/10 000), HeuspecTHY (He MoraT Aa ObAAT OLIEHEHH OT
HaNHYHHUTE OAHHH).

HapyiieHHs HA HMYHHATA CHCTEMa
C Heu3BECTHA YeCTOTa: PEaKIUM HA CBPLXUYBCTBUTENHOCT KATO aHTHOEAEM MITH OTOK Ha JapHHKCa.

Hapymennst Ha MeTa(01H3MAa H XPAHEHETO

HevyecTH: XUNepKalUHEeMH H XHUIIEpKaJILUYypHA,

C Heu3BecTHA 4ecToTa: MieyHo-ankaneH CHHAPOM (XUnepkanuueMus, aakanosza u 6u6peuHo
yppexcaance), OOuMkHOBCHO ce Habuoaasa caMo npH npegosnpate (BxK. Toukun 4.4 u 4.9).

CToMalmHO-uUpeBHH HAPYILIEHHSA
Penku: 3anek, MeTeOpU3bM, raficHe, KopemHa 6onka U auapus.

HapyineHns Ha KOKATA H MOAKOKHATA THKAH
Pepku: Crpbex, obpuB u ypTHKapus.

Cohobl1apaHe HA MOAC3IHPAHY HEKEJIIHH DEAKIIMH L T
Cro0laBaHeTo Ha NOAO3MPAHH HEXENMaHU peakliuy ciel paspelaBaHe 3a ynorpebda Ha E:K%gu’dé'm{w;
NPOAYKT € BadkHO. ToBa MO3BOAsBA [a NPOABIDKH HabMOACHHETO Ha CBOTHOLLIEHHETO CSJI%JP 33" :




NeKapcTBEHUA NPOAYKT. OT MEAMUHHCKUTE CNELHAIMCTH CC U3HCKBA Ja ChobLuaBar BCAKa NOJO3UpaHa

HeXeJlaHa peakKuua 4ype3 HaluuoHanHa CUCTeMa 3a cholliaBaHe:
brarapus

M3nenuuTe/na aresuus no JieKkapcTpaTa

1303 Copusa, yn. , Jdamsau I'pyes” Ne 8

TeN.: +35 928903417

yebealiT: www.bda.bg

4.9. Tpenosupane
[IpenosupaneTo MOXKeE 1a A0BEAC A0 XUNEPBUTAMKHO3a H XHEPKaILHEMHS.

Cumnmomu.

CHMIITOMHTE Ha XHIIEPKAJILMEMUs MOraT Jia BKJIIOYBAT aHOPEKCUA, XKaxa, rafeHe, NOBPbLLIAHE,
KOHCTHMNAaLKA, KopeMHa 6onka, MyckyaHa cinabocT, yMopa, IICHXUYHH CMYLIEHHS, NOMUANIICHUS,
NONHYPHS, OOJIKU B KOCTHUTE, He(PPOKANIUHHO32, KaMbHU B OBOPELNTE W B TEXKH CIIYYAH ChpAEUHA
apUTMHs. EKCTpeMHaTa XHnepKaiUUeMHus MOXE Aa JOBEAE 10 KOMa U CMBPT. [10CTOSHHO BUCOKUTE HUBA
Ha KaJlHH MOraT Ja A0BeJar A0 Heobpatumu ObOpeyHU yBpeXAaHUA U ICKH ThKAHHY KaJILHPAHUSI.

PuckbT OT npenoszupane Moxe a ce yBeJW4H, ako Ce NPUeMaT APYTH MPOAYKTH, ChAbPKAILM KaaLUi nin
ankaiHu cpeactea (MneuHo-ankaneHn cuHapom). Buxte pasnenu 4.4 u 4.8,

Hevenue na xunepraryuemus;

BCUYKH JIeUeHUs ¢ KaniuH 1 BuTtaMuH D3 Tpabsa na 6naar npekparenyn. HeobxogumoctTta or
MPOABJKABAHE HA BCHYKH JAPYTH CbIIBTCTBALILM JieKapeTsa TpAOBa 4a ce nipepasrnuena ot aekaps. [1pu
MALHEHTH C HAPYLICHO Ch3HAHKE TpAOBa Ja ce U3BbPIUM CTOMAlUIHA NpoMuBKa. Tpabsa ga ce obMucy
pexyipaTalms 4, B 3aBUCUMOCT OT TEKECTTA, H30JIMPAHO WM KOMOUHHUPAHO JieueHNe ¢ OpHMKOBH
IUYPETHUM, OHPOCPOHATH, KANIUTOHNHH U KOPTUKOCTEPOUAU. TlepuToneanna auanusa TpsaGea aa ce
obOMucny npy nauyeHTy ¢ 6b0peyHa HeAOCTaTbYHOCT WK NPU MALMEHTH, pehpPaKTEPHKH KbM APYTH
TEpanuu.

Tpabpa na ce npocnensaBart CepyMHUTE ENEKTPOIUTH, Gb0peunara GpyHKUUA ¥ Auypesara. [IpH Texky
caydau ce n3uckea EKI u npocneasipade Ha KanuHemus.

5. QAPMAKOJIOI'HMYHH JIAHHH
5.1. PapMaKoIHHAMHYHHU CBOHCTBA

dapMakoTtepanesTuyHa rpyna: KAJILIMHU, KOMBUHALIMHU C BATAMUH D WHWJIH JIPYTU
JIEKAPCTBA ATC koa: A12AX

MexaHn3bM Ha AedcTBre: Butamun J[ noBuiasa upesHara aGeopOums Ha Kanuuii.

Hpnnaranero na kanuui H BHTamun 3 HeyTpaausnpa yBENMUCHUETO HA HUBATA HA MapaTHPOHAHUA
xopmoH (PTH) KoeTo ce AbJKK HA HEJOCTHT Ha kanuuil M € TPUYMHA 33 yBENHYSHA KOCTHaA pe3opOiius,
KiMHMYHHTE NpoyYBaHHUS HA XOCMUTANH3UPAHH NAMEHTH CTPAJALLU OT HEAOCTHI HAa BUTAMUH J]
[MoKasaxa, 4e JHEBHUA NpHEM Ha ABe AbBYALIK TadieTku KMaeoc 3a wect Meceua HopManuanpa HUBOTO Ha
25-XUPOKCHUAMPaHHUTE METAGOMUTH HAa BUTaMUH [I3 W BTOPHYHO HaMansaBa XHIEPHAPATUPOKIN3EMA U
ankanuurte gocdarasu.

Knununysa epukacHocT M 6ezonacHocT: [1pn 18 meceuno aBoiiHo-caano, maaueto KOHTpOILP_@ﬂQ“ |
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ananu3a nokasa 80 Genpern dpakTypd B rpynara Tperupana c kanuui u sutamus Il n 110 deapenn
¢pakrypu npu nnauebo rpynara (p=0,004).

JlonBIHUTENHOTO 36 Meceyro npoydBaKne nokasa 137 xeHH ¢ noHe egHa Gejapena QpakTypa B rpynara
TpeTHpaHa ¢ kanuui u Butamud J1 (n=1176) 1 178 B nnauebo rpynata (n=1127) (p<0,02).

5.2 ®apmMaKOKHHETHYHH CBOMCTBA

Kanuues kapOoHar

AGcopbuus: Crenenra Ha abcop6lina Ha Kalnuuii B CTOMalIHO-UpeBHUA TPakT € okoso 30% ot npuerata
1o3a.

Pasnpenenenue U metabonusbM: 99% oT kanLus € KOHUEHTPUpaH B TBBPAWUTE CTPYKTYPH Ha KOCTUTE 1
3u6uTe. Ocrananuar 1% ce HaMKpa BbB BbTPE H BbHUIHO KJIEThUHATE TEHHOCTH.

Oxono 50% oT 06110TO CHABPHAHUE Ha KaJlWi B KPbBTA € B (PU3MONOIMUHO aKTHBHA HOHN3UPaHa
dhopma, kato npubmusutenHo 10% e noa bopmara Ha KOMILUIEKCH © UMTPATHH, GOCHATHH U APYTH
aHKIIOHH, ocTaHanuTe 40% ca CBBP3aHH C NPOTEUHH, OCHOBHO allbyMHH.

EnuMuuupane: Kanuus ce enMMuHUpa upe3 H3NPpaXHEHHUATA, ypHHATa U MOTTa. UTAGNAHETO Upes
6B6peLMTe 3aBUCH OT FNoMepynHaTa hUaTpaums 1 kanuueso TyOynapHara peabcopOuus.

Butamuu D3

Abcopbuusa: Buramun D3 necho ce abcopbupa B TbHKUTE HepBa.

PasnpeaeneHue U MeTafonussM: Xonexanuuepona u HEroBUTE MeTabOJIMTH LIUPKYIHPAT C KPLBHUS
NoTOK Kato cneuudnues rnobyaun. Xonekanuudepona ce KOHBEPTHPa B UEPHUS APOO 4pe3
XUAPOKCHIIMpaHe 10 aKTHBHATA ci (opma 25-xuapokcuxonekanuudeposn. Criell ToBa ce KOHBEPTHPA B
6u6pewyTe fo 1,25 xuapoxcnxonexanuudepon . 1,25 xuapoxkcuxonekanungpoa e MaTadoIUTbT
OTTOBOpEH 3a YBENUUaBaHe Ha kaniuesara abcopSuus. Butamuu D3 KOHTO He ce MeTabon3Npa ce
CbXpaHsBa B MACTHATa ThKaH ¥ MYCKYJIHATa ThKaH.

EnumMunupade: Butamun D3 ce oraens upes u3npaxHeHUuaTa 1 ypuHara.

5.3. IlpeakMHNMYHH JaHHH 3a 0€30NaCTHOCT

[Tpu mpoyuBaHKs 32 OCTPA TOKCUUHOCT KaJIUUAT € 611 MHOrO HUCKO TOKCHYEH MPH NEpOpaICH NIBT IPH
mHLIKK ¥ bxoBe (LD5S0 = 6450 mg/kg TenecHo Terno).

3a kanuueBHa KapGoHaT He ce HaboxaBaT FeHOTOKCHYHHM CBOACTBA B HAKOJIKO TECTA 1N VItro, HHTO
KaHLepOreHeH, HUTO PENPOTOKCHYEH NMOTEHLIHMAN €A OMHCAHU B CNELHANHNUTE TTPOYUBaHU.
[IpoyuBaHuATa 33 OCTPa TOKCHUYHOCT ¢ BUTaMHH D3 nokassatr no ChbUECTBO, ye BUTamud D3 B fo3y,
JaIey 110-BUCOKH OT TepaneBTHYHATA 103a IpU Xopa (B AuanasoHa ot 10 mg/kg T.T.) npH Ky4yera U
3afiliUTe IpU opajeH MbT, UMa TOKCHYHM edexty (MynTHhYHKUHOHATEH AeQEKT), KATO ChPALYHH eQeKTH
NpH MIbXOBE.

TokcHKONOrHUYHO 3HAYUMHK eDEeKTH NpK IIPOYYBaHKA 32 TOKCHUHOCT NPH MHOI'OKpPATHU A03K C BUTAMHH
D3 ca nabnioaaBaiy camMo NMPH J03M HIIH €KCITO3HIIMH, KOHTO ¢a JOCTAaTLY1IO 12 /lBHILIABALLH
MaKCHMMAJTHATA J103a HIIH €KCIIO3HLIMA NPH X0pa, KOETO NMOKA3Ba, Ye Te3H E(PEKTH €4 OrPAHHUEHH HIIH
HAMAT HMKaKBO OTHOLUEHHE KbM K/IMHMYHATA ynoTpceba. Te BknoyBaT: Bb3MOXHATa MHAYKIIMA Ha
hoxaaHu HanOBOpeuHy MeaynapHu nponudepaTHBHy Je3un, HabMmoAaBaAHY NIPH 1JIbXOBE, XpaHEHH A0 O
Mecella ¢ BUTaMuH D3,

B npoyusaHus 3a kaHiieporeHHOCT BuTamun D uHayuupa aByd)a3eH OTroBOp Ha pacTexka: WHAYLWpaHe Ha
nponudepauns B 3N0Ka4YECTBEHY KASTHYHH TUHUK NPU HUCKH A03H ¥ HHXKGHPAHE N1PH NO-BHCOKHK 103K
(HamMaNisBaHE Ha pacTeXa Ha paxa).

[Tpy MHOTO BUCOKM JI03H € YCTaHOBEHO, Y€ BUTaMuH D3 ¢ TepaToreHeH npu 3aiuy (Oph 103t 4 10 15
(LT Had MPENOPbUNTENHATA 103a [IPH XOpa) H NPeJN3BUKBA [TPOMSHA B CEKCY *f{ﬁt‘{b‘f‘[‘x'ﬁﬁ.{aﬂe‘u}%‘;ﬂ H
MJIAJIH TLTHXOBE, JICKYBAHW HEQHATAJIHO. 2 e R “"'{:

@




Tesu nanHy NOKA3BAT, Y& HEKNTHHUYHUTE JAHHH 3a KanlHH W/UnM BHTaMMH D He NOKa3BaT creluduycH
PUCK 3a YOBEKA, |

6. OAPMAIEBTHYHU JAHHU
6.1 Cnucbk Ha NOMOLUIHHTE BElIECTBA
Keunuton, copburon (E420), noBMAOH, TMMOHOB apoMat*, MarHesnes creapar.

*TUMOHOGUA apomam CbObpoca: HaTypantHy apoMaTH1Hi BELLCCTBA, MAJNTOAEKCTPUH, aKallus, HaTPHEB
qUTPAT, THMOHEHA KHCEeNUHA, Oy THIKXHAPOKCHAHHIOI.

CbeTaB Ha Xonekanundepon (ButamuH D3): xonexkanuudepon, anda-toxodepos, HaCTUHYHO
XHPOreHHPAHO COEBO MACJIO, XeJIaTHH, 3aXapo3a, UapeBHIHO HULLICCTE.

6.2. HecnLBMeCTHMOCTH
Henpunoxumo

6.3. Cpok Ha FrOAHOCT
3 roAvHH

6.4. CnennaJjHi yC/10BHA 32 ChbXpAHEHHE
Tla ce chxpaHsBpa ce npu Temnepatypa noa 25°C.

6.5.Bua 1 chAbpiKaliHe 1a ONAKOBKAaTa
15 TabneTKy B [OMAIPONHIicHOBa TyGa ¥ ONUETUIIEHOBA 3ayLIaNKa CbC CYLINTEN CHIINKATC]. KyTHA C
11BE UM YeTHpU TyOMH.

6. 6 Cnenua/jHH npeAna3HY MEPKH MPH R3XBbLPJIAHE
Hsma crielmaniy U3HCKBaHMS.

7. NPUTEXKATEJ HA PABPELHLIEHHETO 3A YIIOTPEBA
LABORATOIRE INNOTECH INTERNATIONAL
22 avenue Aristide Briand

94110 ARCUEIL,Ppanunn

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA
20030664

9. TIATA HA ITbPBO PA3PEINABAHE/TIOAHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEDBA

17.10. 2003 /08.04.2009
10. JIATA HA AKTYAJIUIUPAHE HA TEKCTA

Anpuna 2022




