KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA

1. WMEHA JEKAPCTBEHHSA IIPOXYKT | \i3nbAHUTENHA ATEHIMS NG NEKAPCTBATA
B D P 1 000 TU 126 Kpamka xapaxmeapuctiuxa Ha npegykma - fipuaoxenue 1
wraMieH Ds; Penantoc TabNeTKH
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7.  KAYECTBEH # KOJIUYECTBEH CHCTAB 06. 01 2071
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Besaka Tabnerxa ¢hobpika:

10 mg xonexanumdepon KouueRTpaT Ha npax (cholecalciferol concentrate, powder form), koiito ce
CBCTOH OT:

0,025 mg xonexammdepon (1 000 IU suramun D3), sxenaThH, 1apeBHYHO HULISCTE, HACTHIHO
XMAPOTeHHPaHO COeBO Macio H anda-Tokodepo

TToMOLHN BEIECTRA C H3BECTHO EHCTBHE:
Bcaka Tabnetka cpabpika 3,8 mg 3axaposa.

3a IBJIHKA CITACHK Ha NOMOLTHKTE BEIIeCTBA BHKTE To4ukKa 6.1,

3. JIEKAPCTBEHA ®OPMA

Tabnerka.
benu, kpbriy, HINLKHAIA TaONeTky ¢ AeNKWTeIHA YepTa OT €IHATA CTpaHa.
Tabnerkara Moke fa Onae pa3aeneHa Ha paBHH JO3H.

4, KJIAHHYHH JARHH
4.1 TepanesTH4UHN HOKAIANHAH

e TIpodunakTHka Ha AeHUUNT HA BATaMHH D ¢ u3BecTeH pHCK NpH 3ApaBu uila, Ge3 sabonaapanus
UAK HApyWIEHU, CBBP3anu ¢ abcopOLus
¢ 3a noAABPKAILO JEYESHHETO HA OCTEOoIOPO3a

42 [lo3MpPOBKa H MAYHH HA HPHI0KEHHE

Jo3npoeka

Hndopmaitig 3a eAMHUYHA U JHEBHA 034

Hpodunaxmuxa na degruyum na eumamun D npu 30pasu nuya ¢ useecmen puck, 6e3 3060AA6ARUA il
Hapywienus, cevpaanu ¢ abcopbyus: > Tabnetka nuesHo Buramun D3 Penanroc 1 000 IU
{cvorsercta Ha 0,0125 mg wnu 500 IU Buramun D3).

Hoddvpacayo nevenue na ocmeonopoza: 1 Tabnerka aHesHo Buramuu D3 PenaHtoc 1 000 IU
(cwotserctaa Ha 0,025 mg unn 1 000 IU Buramun D3.) (BrkTe cbiio Touka 4.4).

ITeduampuuna nonynayus
To3u npoIyKT He e NoAXoAAw! 3a ynorpela npu HoROpoxesH, Gebera K eua Moj WeCTroAMIIHA

BB3pacT. [IpenoprunTenuara qo3a e efqna Tablerka AHEBHO. 3a JeUa, KOHTO He ca Cil A =
nperbwat TabileTkyTe, Ce NpenophuBa TabNeTKHTE 1A Ce CTPHAT Ha Npax K [a e §0¥E
A2 Ce U3NON3BAT KAIKK MK EMYICHH. /




Honynayun 6 cmapuecxa sv3pacm

TIpenophKHUTE 32 JO3MPOBKATA NPH MO-BB3PACTHH MALMEHTH ¢ HOpMasHa G6peyuna QyHKum (CkopocT
Ha rmoMepyJiHa Gpuntpaika > 80 ml/min) ca chIUKTE, KAKTO NPH APYT'H BB3PACTHH C HOPMATHA
On6peuna pyrkura. Benpekn ToBa, Thil KaTo NO-BB3PAaCTHHUTE NAMEHTH MOKE J1a ca ¢ HaMalleHa
6n0Opeuna dyHkIMA, MOXKe 1a € HeoOX0AUMa KOPEKIHA Ha 10341 CIIOPeA ChCTOAHHETO Ha
Ge6peunara um QYHKIKA (BIKTe TOUKa ,,BrOpeyto yrpexnane™ no-a0my).

Mo BpeMe Ha ABArOCPO4HO Jedcure ¢ Buramud D3 Penantoc 1 000 IU Tabnerku npu AleBHU 1034
nan 500 IU, HupaTa Ha Kanumii B U1a3maTa M ypuHaTa Tpa0Ba 1a 6baar HalaioaaBaHy PENORHO, a
6B6peutaTa GyHKIUA 1a GbIe MpoBepABaHa Upe3 U3MepBaHe HA CepyMHus KpeaTHuwH. Ilpn
HeoBXONUMOCT, I02HTe TpAGBa /J1a Ce KOPHrupaT B CHOTBCTCTRHE ¢ HUBATA Ha KA/IUM B KPBBTA
{BrzKTE CHILO TOUKA 4.4).

HaunH ¥ npons/LKHTEIHOCT Ha NPWIOKEHNE
3a mepopansa ynotpeda.

Hecuampuyna nonynayus

3a jie1a Hax 6 TOMMHM, KOMTO He ca crlocO6HH Aa NPernBILaT TabieTKiTe, CE Npenopbysa TabneTkuTe
Jla ce pasTBOpAT BBB BOAA. 3a TasM ten TabnerkuTe TpaOBa Na ce pasfemaT Ha KOJIKOTO € BB3MOKHO
NI0-MANK#K N1apyeTa, 1a ce CTPHAT Ha (PUH Nnpax ¢ oOpaTHATa cTpaHa Ha JTBXHUA, [1a CC CMECAT C Manrko
BOJA BbPXY Ya€Ha JTHKHYKA H JIa Ce aJaT AHPEKTHO Ha JETeTO, 3@ A4 K NPerIbTHE, 38 MPeaiotHTane
¢ XpaHa.

Bvspacmnu
Tabnerkure TpsabBa Aa ce MONIBLIAT LIENH ¢ AOCTATBYHO BOAA.

Hozupoera npu weprnodpobuo yepeoicdane
He ce nanckea KOPEKIYA Ha no3ara.

Hozupoara npu bvbpeuno yepesicoare

Buramun D3 Penanroc 1 000 [U TaGneTku He Tpa0Bsa fa ce H3MON3BAT MPH MAHEHTH C TEXKO
Gu6peano yBpexaane. [pu nauneHTH ¢ Neko Ao ymepeHo 616peuno yepexnaane Tp:absa na ce
Habnmonasa Kanuuero-QochaTHOTO paBHOBeCHe (BIUKTE TOYKA 4.4).

TpoIbIDKHTEIHOCTTA HA JIEYSHHETO 1IIE 3aBUCH OT XO/Ia ¥ Pa3BUTHETO Ha 3a00/IABAHETO.

4.3 IlpornBonoxasanmns

Buramun D3 Penanroc 1 000 [U Tabnetku ca pOTHBONOKA3HK B CIy4ai Ha:

. XHnepsuraMunosa D

. CBPBXUYYBCTBHTE/IHOCT KbM aKTHBHOTO BELIECTBO, COA, §YBCTHIM HIIH KBM HAKOE OT
NOMOIIHKTE BellecTBa, u30poeHH B To9Ka 6.1

. XunepxajauueMus WHITH XHNEPKAILHYPHS, BKIIOYATETHO HARONATHYHA JETCKa
XHMIEPKATLIASMHUA,

. Texko 6B0pevHO HapylieHne

44 CpenuaaHu npeAynpexAeHAs U NpeAIanNn MEPKH Npn ynorpeda

Butamun D3 Penanroc 1 000 IU TaGnerkn TpabBa fa ce H3ON3paT MHOTO BHAMATENHO ITPH
NALMEHTH, TI0JI0JKEHH Ha €ZIHOBPEMEHHO IEYEHHE ¢ IPOH3ROAHE Ha GeH30THAU3HH H [IPH
WMOBHNM3HPAHY NALHEHTH (PHCK OT XHIepKaTLMeMys M Xunepkanurypus). [TIpu tesun MAUMCHIH.
TpAGBA 14 ce CIIEAAT HUBaTa HA KAILMH B KPBHETa M yPHHATA. - -

Buramun D3 Penanroc 1 000 [U Tabnerku Tpabba Aa ce M3Mon3ear Npy NauMeHTH,;
CapKOM03a ¢ MOBHIIEHO BHUMAHHE, [10PaIH PUCKA OT IOBHLICHO METa00/H3HpaHe
|
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HEroBaTa aKTHBHA (opMa. [IpH Tesu naumeHTH TpAGBa Aa ce CISAAT HUBATA HA KAIIMH B KPBBTA U
YpHHATA.

Butamun D3 Penantoc 1 000 IU Tabnetku He TpgOBa a ce M3MOJIIBAT NPH NAIMEHTH CBC CKIOHHOCT
kbM GOPMHUpAHE HA KAMBHHM B OHGPETIHTE, KOMTO ChABPMKAT KANUHIL.

Burtamun D3 Penanrtoc 1000 IU raGnerky He Tpa6ra na ce H3MOI3BAT MPH NALMEHTH C YBpeleHa
HLOpeyHa eKcKpellid Ha Kanlui 1 gocdath.

Butamun D3 Penanroc 1000 IU taGnetky He TpaGa fa ce M3MOM3BAT MPH MALUCHTH C
FIceBAOXHIIONAPATHPEOHAN3HM (HeoGxoauMocTTa oT BETaMBH D Moxe na 6bje Hamanena oT
HOPMAJTHATA YYBCTBHTEHOCT KbM BUTaMKH D B CTIOPaAKMIHH CITy4aM, ¢ PHCK OT NPOIB/KHTENHO
Tpefo3upaHe). 3a Tasu LeJl Ca HATHYHH [10BEYE M10-IECHO KOHTPOIMPYEMM NIPOH3BOAHHN Ha BUTAMHH
D.

TanseHTHTE ¢ MHOTO PAAKA HACJIECTBEHA HETIOHOCHMOCT KbM (PYKTO3aTa, ITI0KO30-TAJIaKTO3HA
MaaGeopOILHA HWITH 3aXAP030-HIOMANTA3HA HEOCTATEIHOCT He TpAOBa ta npueMaT Buramun D3
Penanroc 1 000 IU TabneTku.

TennarpHusa Nomynanug

Buramus D3 Peranroc 1 000 TU Tabnerku He ¢ HOAXOAAW 38 YNOTpeOa npu HOBOPOJEHH, GeGeTa H
Jena Noj wecTroayina e3pact. [Ipenopbunrennara go3a e €Ha TaGneTka JHEeBHO. 3a A€, KOUTO
He ca CIIocoGHH Ja ApersIlaT TabNeTKHTE, ce NpenophuBa TabneTKMTe Ja ce CTPMAT Ha Npax ¢ a ce
CMECAT C BOJA, HJTH JIa CE M3MONI3BAT KankH HIH eMYJICHH.

Hduaesun po3n a0 500 IU

AKO ca NpeANHcany JPYFH JIEKAPCTBa, KOHTO ChABPKaT BHTaMuH D, Tpabpa ma ce B3eMe MpeaBHIL
nosata ButamuH D, ocurypena ot Buramun D3 Peunanroc 1 000 IU Tabnetkn. JOMBIHUTEIHOTO
NPHIOKEHHE HA BUTaMHH D Wi kamuii TpsbBa Aa ce M3BBPIIBA CaMO MOJI IEKAPCKY KOHTpOI, B Te3n
cnyyau Tps6Ba a ce cIIEAAT HHBATA Ha KaTUWMI B CepyMa H ypHHaTa. (BWXTe ToYka 4.2).

Nuaesnn qozn mag 500 IU

Ilo BpeMe Ha ABJIrocpovno Jeuenue ¢ Buramun D3 Penantoc 1 000 IU tabnetks HHBaTa Ha Kajui B
KpbBTa M ypuHaTa TpaGBa a ce cnenar, a 666peynara GyHkus 1a Obae npopepABaHa 4pes
M3MEPBAHE HA CEPYMHHA KpeaTHHHH. ToBa HabmoneHHe e H3KIIOYHMTEIHO B/KHO TIPH NALMEHTH B
CTAp9ecKa BB3PACT M B ClTyvail Ha e/IHOBPSMEHHA TEpanis ChC ChPACYHH TTIHKOSH/IM WIIH JHYPETHLH.
B ciyait Ha XHnNepkanMeM s KWIH NpU3Nauy Ha HapyiieHa Ga0petna dyHkimsa, Aozata Tpadsa na
6bic HaMANEHA MK JeUSHHETO Aa ce npeycTanosy. [Ipenopyiusa ce HaManABane Ha A03aTa NAW
TIPEYCTAHOBABAHE Ha IEYEHHETO, aKO HHBOTO Ha Kanuuii B ypusaTa Hagsuwasa 7,5 mmol/24 vaca
(300 mg/24 vaca).

Toea NEKAPCTRO CHIBPAA Mo-mManko ot | mmol Harpui (23 mg) Ha TabrneTka, T.6. MOXE Jia ¢ Kaxke,
Ye MPaKTHYECKH HE ChABPXKa HATPHH.

4.5 BiaumoselicTBHe ¢ APYTH JeKapcTBend NPOAYKTH U APYrH opMh Ha B3aHMofeiicTBHE
®ennTonH WK GapbuTypaTH HAMaNIBaT AEHCTBHETO Ha BUTaMHH D.
Tua3sHAHE JUYPETHIA MOTAT 2 NMPUHMHHAT XMIIEPKAILMEMHAS, B pe3ylITaT Ha pexyuupanara GuGpeuna

eKcKpelms Ha kanius. [lopaam Tass NpHYMHa, 10 BpeMe Ha JbIrocpoHHa Tepanua Tpabsa fa Gpaar
MpOCNeAssaHi HUBATA HA KANUWi B cepyMa ¥ YpHHATA,

ENHOBPEMEHHOTO NPHIOKEHHE HA MIIOKOKOPTHKOMIH HaMasisl ACHCTBHETO Ha Bmamu‘z;i@\b‘r
A5 a0

£

Xt
ToKCHMHOCTTA Ha CHPASYHHTE IIIHKO3HAH MOXKe Ja Ce MOBHIIH NOPaAH BHCOKUTE HUBAHE K
BpeME Ha JIEUSHHETO ¢ BUTaMMH D (puck oT cepieysa apuTmHA). [launenTHre Tpa6Ba Ha ?13'1):(
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TpocieABaHK YPes eNEKTPOKAPAHOTaMa H Ype3 H3c/IeABaHe Ha HHBATA HA KA/ILMH B CEpyMa K
ypHUHATa.

XonecrnpaMuH HaMa/A CTOMANIHO-4YpeBHaTa abcopGuna Ha BUTaMuH D.

JlakcaTHBH, KOMTO CHABPAAT NapadMHOBO MACAO, MOTAT A2 HAMAIIAT CTOMAUIHO-4YpeBHaTa abcopbuus
Ha BuTaMiH D.

PHpaMNKUIKH, aHTHPETPOBUPYCHH NPOAYKTH YCKOPABAT 4epHOIpoGHus MeTabonuibm Ha uTamun D
W HAMaffABaT KOHUEHTPALWATA MY B KPBBTA.

IMpu npoAYKTH, CHABPKAMM MarHe3nit (aHTHALMAM) ChINECTBYBA PUCK OT XUNEPMATHEMHAINA.

4.6 PepTHIHTET, OPEMEHHOCT A KEPMEHE

BpemeHHoCT
HAMa M3BECTHH PHCKOBE 3a PHEM HA IHEBHH J103H 110 ¥ Tabnetka Buramun D3 Penantoc 1 000 IU

(cvorsercrsamo Ha 0,0125 mg wiu 500 1U Buramun D3) no BpeMe Ha GpeMeHHOCT.

Buramuu D3 Penanroc 1 000 [U Tabnetky Moske Aa ce H3MON3BA A0 AHEBHA 034 OT | Tabnetka
(cvoTeeTcTRamO Ha 0,025 mg wiu 1000 [U euramun D3) no epeMe Ha GpeMEHHOCT, caMo NpH
HAIKYKETO Ha CTPOTo NIoKa3aHMe 3a Tosa. Onperenerara Ao3a TpaGBa fa Ouae cBelieHa 110
a0COIOTHHA MEHHMYM.

JIBAroCpOYHOTO NIpeo3HpaHe ¢ BHTaMuKE D Tpabea na ce H3bArsa rmo Bpeme Ha GpemMeHHOCT, Thif KaTo
NMPOM3THYAILATA OT TOBA XHITEPKAIMEMIA MOXe Aa oBeAe A0 3a0aBane Ha GU3HICCKOTO H YMCTBEHO
Pa3BUTHE H CynpasaliByiapHa (HaJKJIallHa) a0PTHA CTEHO3a H PETHHONATHA NIPH JETETO.

Knpmene
Buramun D3 Penantoc 1 000 TU tabnetku Moxe Aa ce M3N0N3Ra /0 AHEBHA 1032 oT | Tabnerka

(croTsercTBamo Ha 0,025 mg wmu 1000 TU suramus D3) no speme Ha kepmene. Butamun D v
HErosuTe METaGOIUTH IPEMMHABAT B KbpMata. [penoszupane npy 6e6eTa, NpUYHHEHO 10 TO3H HAYMH
He ¢ HaObmoaagaHo.

4.7 EdexTn Bbpxy cniocobHOCTTa 32 ModHpaHe H paboTa ¢ MAIHHEK

Buramur D3 Penanroc 1 000 IU Tabnerks He MoBanssa cnocoGHOCTTa 3a modHpane ¥ pabota ¢
MALIHMHA,

4.8 Hexenann 1exapcTBeHH PeaKUHH

Hexenanure JIEKApPCTBEHH PEAKIIMH €A ¢ HCH3BECTHA YECTOTA, TBH KaTo He ca NpoBEKAAHH I'GJICMH
KIHHHYHH NpOYYBaHMA, JaHHUTE OT KOHTO Aa NO3BOJIAT ONpeACTAHe Ha KaTCTOPHHTE YCCTOTH.

Hapywenus na memabonuzma u xpanesemo
XHNepKaIMeMHA B XHIRPKAIUHYPHA,

Cmomawno-upesu HApYweHus
3anek, pnaTyneHusa, ragese, abnomuHanHa GonKa M AHapHA, AMCIIEICHSA, 1AHKPCATHT.

Hapywenua na 6v6peyume u nuxoyHume Humuya
Ocrpa 6u6peuHa HeMOCTATHYHOCT.

Hapywenua na nepgnama cucmema
HpoMeHeHo ch3HaHKe.

Hacredesanun




3ary6a na Terno.
B MHOFO pesiku CyyaH cOeBOTO MAclo MOXKE /12 MPEIH3BHKA aNepruiHa peakiys.

Crpo0inasane Ha 0I03MPAHN HEXKENAHH PEaKIIHH

Cro6ImaBaneTo Ha IOAO3HPAHHA HEIKCTIAHA PEaKLMK CeJi paspeliaBane 3a ynoTpeba Ha eKapCTBeHns
npoaykT ¢ BaxkHo. ToBa NO2BONsAEA Ja MPOABIDKH HabMOASHHETO HAa CHOTHOLICHHETO non3a/prck 3a
NeKapeTBeHus HpoAyKT. OT MeMUMHCKHTE CIICLIMATHCTH C¢ H3UCKBa Aa CholulaBaT BCAKA
1OZ03MpaHa HExeIAHA PEaKiMs Ype3 HAUHOHATTHA CHCTEMa 32 ChoblLuaBaHe:

H3nmbenHuUTENHA areHuyA [0 IeKapcTBaTa

ya. ,, Jamsau I'pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGeaiiT; www.bda.bg

49 [peno3upane

a) CHMIIToMH Ha 03HpaHe

Juesnn a036 10 500 IU/nen

JBArocpoYHO Npene3npane ¢ BUTAMHH D MOjke 212 Z0BEAES A0 XMNEPKANLUHEMHA H XHICPRATUHY DU,
KAKTO ¥ AC KAAIM(HKATH B MAPEHXHMHHTE OPTAHH, IIPY 3HAYMTEIIHO HAJBHILABAHE 32 IL/ITO BpCMeE.

Juesuu no3n uag 500 IU/men

Eprokanumdepon (suramun D2) i xonekanuadepon (BHraMus D3) HMaT OTHOCHTENHO TSCEH
TepanesTHYeH Auana3ol. [Ipu BB3pacTHY ¢ HOpMaNHa (yHKLWs Ha NAPaTHPOHIMTE, NParsT Ha
orpassne ¢ ButamuH D e Mexxay 40 000 1 100 000 IU sa seH B npoabiikeHye Ha 1 fo 2 mecewa.
BefeTa W MAIKM €1l MOTaT Aa [OMy4aT peakiHH Ha CBPBXTYBCTBUTEIIHOCT JOPH NPH MHOTG 10~
HMCKH KOHLeHTpauuy. [Topanu Tasw npuumsa, yrotpeGara na satamus D se ce npenopbusa Hes
AeKapeko HabironeHue,

B crnyuaid Ha npego3upane, oCBeH MOBHIIIEHATE HiBa HA (oc(op B KPBHBTA H yPHHATA, MOKE Aa CC
DOABH CHHIPOM HA XMIEPKAIIMEMHS, A Ha NIO-KLCEH €Tan TOBa MOXeE [1a JA0BEAC A0 OTJIAraHe Ha
KaNuMii B TBKAHKTE W NO-KOHKPeTHO — B Gu8perpTe (HedponuTuasa, HepokaniHHo3a) U B
KPBBOHOCHHTE ChAOBE.

CumnToMHuTe Ha oTpaBiaHe ¢ BuTaMyiH D ca cnabo xapakrepHu H ce MPOABABAT KATO raacHe,
TOBPLIIANE, MHPBOHAYANIHO YECTa JHAPHA, & Ha N0-KBCEH €Tall KATO 3aliek, 2HOPEKCHS, clabocT,
rnaBoGonue, Gonka B MycKyJIHTE H CTABHUTE, MyCKYRHa cnab0CcT M NOCTOSHHA YMOpa, a30TCMH1,
TIONHIHICHS H TTOJIBYPHA, TPEATEPMUHAIHA €KCHK03a. THNHYAMTE GHOXHMAYHY HAXO/IKH BKIIIO1BAT
XUIEPKANLMEMHA, XUNEPKANLAYPHS M NOBHIIEHA CePYMHH KOHRLIEHTPaLMA Ha 25-
XMAPOKCHXONIeKanuudepos.

b) TepanesTHYHH MONAXO/IH B CayYail Ha Npei03NpaHe

Jnesnn po3n xo S00 IU/nen

CHMIITOMHTE HA XPOHMYHO Mpefio3vpaHe ¢ BUTaMBH D MoraT Aa M3UCKBAT 3aCHIIGHA NUYPe3a U
NIPAAATAHETO HA IMIOKOKOPTHKOKIM HITH KAIMTOHHH.

Jaesnu go3n nan 500 IU/nen
B cnyqaii Ha npenosupate ca HeoGXoMMKI MEPKH 32 JIEYSHHE Ha YECTO MPOAB/LKUTETHA H TIPH HAKOH
00CTOATENCTEA ONIACHA XHOCPKAJILIHCMUS.

Kato mepBa cTHNKA, NPHEMBT Ha NPORYKTA ¢ BuramHA D Tpabsa fa ce npeycTanoBH,
HOPMAIWZMPAHETO HA XHISPKATLKEMHUATA, NPHMHHEHA OT OTPaBAHE C BHTaMHH D Moxe J1a oTHEME
HAKONKO CEAMHIIH.

B 3aBHCHMOCT OT CTEIIEHTA HA XHIIEPKalIINEMHSTA MOAKe 2 ¢¢ PEMHHE KbM auera, O,
WIK AMeTa, M3KAIOUBAIIA Kanilui, nprieMaHe Ha MHOTO TEYHOCTH, 3aCK/IEHa AHYPe3a. '
w3n0/138a GrypoleMHA ¥ MPHIAraHe Ha TIFOKOKOPTHKOMIM H KaTUHTOBHH. ;




B ciyuait va 3anoBonuTenHa GuopeuHa GyRKUNA, HAJEHKAHMTE NOAX0MH, KOATO MOTAT 3HAYHTENHO
[1a HAMAVIAT HHBATA Ha Kanl ca nagy3uH ¢ usotoHuuer pastaop NaCl (3 1o 6 13a 24 vaca) ¢
noGassHeTo Ha GypO3EMHJL M TIPH HAKoM OBcToATeNCTBa H MpHiaraxe Ha 15 mg/kg Tenecuo TErno/y
HATPHEE EAETAT C TEKYILO HabMIOAeHNE Ha HMBATA Ha KAILIAH W Ypes H3IMOI3BaHe Ha
eNeKTpOKapAdorpamMa. Brnpexs ToBa, B ciry4alf Ha OTATOAHYPHA € (10Ka3aHO JIEYCHHE ¢ XeMOHATH3A
(nnamiza Ge3 kanimii).

He cbuecTByBa cneundngeH aHTHIOT.

Ha nauuentyTe, NOATOkKEHH HA ARATOCPOYHA TEPAIIUA ¢ No-rolemMH Io3n BuraMud D, ce npenopbusa
Ia uM 6BLAAT pasacHeHH CHMITTOMHTE Ha BE3MOXKHO Npeo3mpane (TafeHe, NoBphlUane,
ITbPBOHAYATHO MECTa ANAPHS, a Ha TI0-KBCEH eTall — 3aneK, aHopekcHs, cnabocT, rasoSonue, Goka b
MYCKYJIHTE H CTABHTE, MYCKYJIHA CN1af0CT, yMOpa, a30TeMHA, OMHARIICHS ¥ MOTHYPHS).

5. ®APMAKOJIOTHYHHA CBOHMCTBA
5.1 DapMaKOAHHAMHAYHH CBOHCTBA
QapMakoTepaneBTHYHA rpyna: BHTAMUHM

ATC xon: A11CCO5

MexanusbM Ha JelicTBHE

MexaHHaMBT Ha AeliCTBHE Ha KAILMTPHON C& MEMMpa OT penentopa Ha BHTamHH D (VDR),
TOZICEMEICTBO OT AAPEHH PELERITOPH, KOHTO AeiCTBAT KaTo TPAHCKPHIILIMOHHU $AaKTOpH B LIENEBHTE
KJIETKM, CIeT KaTo oGpasysat xeTepoaumep ¢ petuHoupuus X penenrop (RXR). Toan BHA peLenTopH
ca OTKPWTH BCBHIIHOCT BBB BCHYKH TWIIOBE KIIETKH, KOETO Moxe Aa 06acHA MHOTOOpOHHHTE UM
AEHCTBHA BEPXY PA3IHYHH THKAHH.

BCHUKXH TeHOMHH feficTBus Ha 1,25(0OH)2D ce Memumpat or VDR. VDR e TpaHCKpHNUrOHEH dakTop
M WIeH Ha CeMeiicTBOTO Ha AIPSHWTE PElENTopH Ha cTepouanus XopmoH. Bposar nma VDR-
CBBp3BAIIMTE YHACTLIM BBpPXY TIeHOMAa € CreudduyeH 3a THNA HA KICTKATA. AXTHBHaTa
TPAHCKPWNIMOHHA ©JWHHLIA © TPEANMHO, HO HE H3KINMOYHTENHO, VDR/RXR xerepoanmep.
VyacTeuuTe 3a cBbp3BaHe Ha VDR ca mpeauMHO, HO HE H3KIIOUHTENHO, KIACHUCCKH XCKCAMCPHH
NONy-y4acTelM, pasfefeHs or 3 Gaszopu npoiiku. ExxancepuTe €a pPashoioiKeHH [POMOTOPHO-
NPOKCHMANHO (G/TH3KO), MPOMOTOPHO-AMCTATIHO (OTAAICHSHO) WIH KATO KOMOHHALMA OT TAX, CIPAMO
HAYATHUTE TPAHCKPHILUIMOHHM YYACTBIH: MHOI0 €HXAHCEPH ca pAasMONOKEHH B CTPYNEBAHWA, HA
cToTUIH XWI0Ba3H oT TexHWTe LeleBH rend. EHxaHcepuTe ca MOIYJHM 110 CBOA XapakTep,
CHABPKAIIM CRBP3BAIIM YYACTHIK 33 PEIHLA PA3UYHH TPAHCKPHITIMOHHM (akTopH. Enxancepure,
KOHTO HACENABAT 'eHOMa, €38 YHHUKAJIHH 323 KICTRYHHA THH W CHITHO AHHAMHIHY.

Xonexanupepon (Buramun D3) ce ofpasysa B koxaTa npe uimarame Ha UV cBeTIHHZ M CC
Tpancopmupa B GHONOrMYHO aKTHBHaTa cH Qopma, 1,25 - AHXHAPOKCHXONeKanuudepon, cnea ase
XMAPOKCHIHpAIM Peakidy, TLPRO B YepHHs pol (nosnuma 25) W CACA TOBA B GrbpeuHata ThKaH
(mozuuma 1). 3aeAHo ¢ MAPaTHPEOMIHHA XOPMOH H KILMTOHMH 1,25-auxuapoKcHXoieKanmpepon
Wrpae OCHOBHA PONA MPH Pery/MpaHeTo Ha Kanumero-(ocdarhus meraGomusem. Korato e naanue
neHUMT Ha BHTaMuH D, He ce M3BBPILBA KA/ILKpPAHE HA CKeneTa (PaXHT) WIH HACTBLNBA OMCKBAHE Ha
KOCTHTE B CIIEACTBHE HA IEMHHEPATTH3ALMA H H3YEPNBAHE Ha KalLMA (OCTEOMAIALIA).

Burtamue D3 Moxke na Onne CUMTaH 3a MpeKypcop Ha CTEPOHAEH XOPMOH,
npofyKiATa, (UIKMONOTHYHATA perynaluMs ¥ MeXaHW3Ma Ha peHcreue. B
(H3HONIOrMYHATa IPOAYKIMSA B KOKATA, XONCKAIUAPEPOT MOKE fta e HabaBw ry{ pasats 1wn ’f{g \
(opMara Ha nmexapcTBO. Thit KATO NPH BTOPMSA CITy4al NEeKapcTBEHUAT npoaykr #a )YHIABE CIH]

Ha BuTamMHH D B KOXaTa, ca BEIMOXHH IIpe0SHpaHe 4 oTpassne. Eproxanumdepop (siraniy 288
6 B Er \" xRy

-



o6pazyBa B pacTeHusTa M Ce aKTHBHpa OT MeTaboNM3Ma Ha xopara nof Gopmata Ha Xonekanuudepon.
KaxTto B KauecTBeHO, Taka M B KONMMYECTBEHO OTHOUICHHE TOM MMa ChUIOTO AcicTRRE/edeKTH.
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IMpw xpaHere pHTamMiH D ce abcopOupa nouTH M3LAIO OT XPaHUTE 3aeAHO ¢ XPAHHTENIHHTE JIMNHAH H
AKTBHHETE KHce MHH. [IpHeMBbT Ha MO-TONEMH JO3H Ce OCHIIECTRABA NIPH CHOTHOIIEHHE Ha abcopOLis
okono 2/3. Butamun D ce CHHTE3Hpa B KOXATa OT 7-AeXHAPOXOIECTEPON NocpeacTeoM edexra Ha UV
cBeTMHATa. ButamMun D noctura no uepHus npo6 ¢ noMomra Ha cneii¢uyeH CEBP3Balll NPOTEHH,
KbAEeTO Ce MeTabonanpa OT MUKPO3OMATHATA XHPOKCHITa3HA CHCTEMa B 23-
xuapokcuxonekanmpepon. Brramun D 1 HeroBkre MeTa0ONMHTH Ce ETHMHHHPAT MO AIBYEH BT U
Ype3 H3NpaKHEHUATA.

Buramun D ce chXpanssa B MacTHaTa THKAH U CIEAOBATENHO MMA ABAET OHONOTHYEH TONYXKHBOT.
Crnen npueM Ha BHCOKHM 11034 BHTaMuH D, cepyMHNTE KOHUEHTpAalHH Ha 25-XxuapokcupAaTamMu D
MOTaT Jia ce MIOBHIIAT B NPOIBIDKESHHE HAa HAKOJIKO Mecella. Karo cienctaue ot NPeo3HPaHeTo
XHIIGPKANLIHEMHATA MOXKE 1A NPOJIBJDKH HAKOJNKO CEAMHALH (BHXKTE CHIUO TOUKE 4.9),

5.3 IlpeaxnHHHMBAH AAHHH 33 Gezonmacnoct

Hama porrsaHuTenHn oco0eHH TOKCHKOMIOTHIHH PHCKOBE HIIH OACHOCT 33 X0pa, OCBEH TC3H,
nabpoenn B KpaTkaTta xapakTepHcTHKa Ha IpoAyKTa B Touka 4.6. ,,Oeprunurer, GpeMeHHOCT U
kbpMene” 1 Touka 4.9, “Ilpenosupane”.

6. @APMAIEBTHYHH JAHHH

6.1 Cnnckk HA NOMOITHATE BeNecTBA

XKenatun

3axapo3za

LapeBHYHO HHIECTE

YacTHYHO XHAPOrCHHpaHO COCBO MACKIO

ana-Tokodepon

BHCOKO-JIUCIIEPCEH CIUTHLIHEB AHOKCH]

MHKPOKDHCTAIHA LeNyI03a

noBuaoH K30

KpOCKapMeno3a HaTpuid

TanK

ABIATOBEPHXKHW HACTHYHH TNTHIICPHIH.

6.2 HechBMeCcTHMOCTH

Henpunoxmmo.,

6.3 Cpok Ha roasoct

3 ronuuM,

6.4 ChnenpajHH YCTOBHS H3 ChXPAHCHHE
Ha ne ce cexpanasa Hag 30°C.

6.3 Buau chaABpKaRAe HA OHAKOBKATA




OpuraHanHata onakoska cuabpka 10, 20, 50, 100 i1 200 Tabnerku.
He BcWuKH BHIOBE ONMAKOBKA MOraT Aa ObJaT nycHaTH B pogax0a.

6.6 Cuoennajny OpeAA3HE MEPKH OPH H3XBLPIAHE

Hama crneuyasHi H3HCKBaHHA.

7. NIPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA |

WORWAG Pharma GmbH & Co. KG

Calwer Str. 7, 71034 Boblingen,

I'epmanus

8. HOMEP(A) HA PASPEIIIEHHETO 3A YIIOTPEBA

20200092

9. JIATA HA ITbPBO PA3PEINABAHE/TIOJHOBSABAHE HA PASPEINEHUETO 3A
YIOOTPEBA

Jara ua mepeo pazpemaeane: | JOun 2020 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

1072020




