KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA

URANCTEPCTRO HA 3LPARIINASBAMETD
1. TbproBcKo UMe Ha NieKapCTBeHUS NPORYKT ;ﬁ
AIABHCRID Hald

OsteoD plopowaRus 21 ymotpesate |1 ’Jﬁ(‘;{:g\{)‘i, 0%. 54

Ocreon eI 10 k.00 (71%&%@

2. KorinvyecTBeH M Ka4ecTBeH U ChCTaB

Beska karicyna cxabpxa 0,25 meg Calcitriol.

3. JiekapcTtBeHa chopma

OBanHy, HenpospayHy, XbITN, MEKY KenaTUHOBKW kancynu ¢ Haanue 0,25.

4. KnuHW4H® faHHK
4.1. TepaneBTMYHM NOKa3aHWUS
e Octeo/l e nokasaH 3a JledyeHne Ha nauueHTn ¢ 6b6peuHa
ocTeopgucTpocthusl 3a HOpManuaupade Ha  HapylleHus KanuvwesB Wu
dochateH MeTabonuabm;

» 3a neyeHue Ha NaUMEHTKU CTpanalln OT OCTeonoposa chef HacTbhnna
MeHonaysa.

[lo3upoBKa M HAYMH Ha NPUOXEHUe

HauynH Ha npunoXeHne: npes ycrara.

3a ga ce nsberde xunepkanuemus, posata OcTteofll, npegnncana Ha BCEKU
MauMeHT ce onpeness UHAMBUAYanHO B 32BUCUMOCT OT HauuHa, no KOWTo ce
NOBAKUsIBA oprabuama. 3a nocTuraHe Ha edeKTUBHO Jie4yeHne, [HEBHUAT npuem
Ha Kanuui Tpabea na ObAe KOHTponupaH, Kato npu HeoOXoBuMoCT Ha
naumeHTa mMoxe ga Obhe npennucaa Aneta Wy npuem Ha xpaHMTenHm

o=t

A00aBKM, chObpKally KarLmii. ‘,,::""”"' i,;,f

Kancynure TpsibBa fa ce npuemar ¢ Boja.
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Bw3pacmuu

ITepsoHavyanHaTta gHeBHa nosa Octeo[ e 0,25 meg. 3a naumeHTn ¢ HopMariHo
UITN NIEKO MOHWXEHO HMBO Ha Kanuui, npenopbunTenHarta posa e 0,25 mcg
npes gex.

B cnyvair, ye He ce HabrnofaBa safoBonUTENEH BUMOXUMWYEH WUITA KITMHUYEH
pesynTaT, NbpBoHauanHaTa Josa moxe fa 0bfe yBennueHa ¢ 0,25 mcg npes
MHTEpPBan o7 2 — 4 cegmun. Npes To3u neprog HUBOTO Ha Kanuuii B cepyma,
TpsibBa faa Gbae crnepeHo fnoHe fiBa Mbt¥ ceamuyHo. JleveHueto ¢ Octeol]
TpsabBa HezabaeBHo fa Gbhe npeKkpaTeHo ako CepyMHUTE HMBa Ha Kanuui ce
yeenudat ¢ 1 mg/100 ml (250 pmol/l) Hag HOpManHO [oONYCTUMUTE CTOMHOCTU
orT 9 -11 mg/100 ml (2 250 - 2750 pmol/l) unu ako HMBaTa Ha cepyMHUS
KpeaTuHuH ce nosuiat Hag 120 umol/l. JleyeHneTo mMmoxe Aa 3anoyHe OTHORO,
€/1Ba KOraTto HuBaTa Ha CepyMHUs KpeaTuHUH ce HopManuampar.

QbukHoBeHo aHeBHa Aosa oT 0.5-1.0 mcg € gocraTeyHa 3a HOCTUraHe Ha
xenanns edekT. [No-BUCOKNM JO3UW ca HeoOXoguMMu B cny4all Ha efHOBpEMEHHA
ynotpeba Ha Octeoll v bapbutypat WM aHTUKOHBYACUBHU NEKapCTBEHU
NpOAYKTH.

Heuya
Octeo[l He ce npenopbyBa 3a NeveHne npu geua.

Mayuermu e Haripedxana eb3pacht
MpenopbunTenHaTa [03a 3a Bb3PACTHU € MOAXOAsIa W 3a feyYyeHue Ha no-
Bb3PaCTHU NaUNeHTU.

4.3. TipoTuBOrNoKkaszaHvs

Octeo/] e npoTUBONOKasaH Npu:
e MALMEHT¥ ¢ METacTaTMYHO KanuuduLmpare unu Xxunepkanuemms,
e MauueHTn, C OOoKasaHa YyBCTBUTESNIHOCT KbM KamumTpwon, Butamud D
MITN HEroBW NPOM3BOAHU, KAKTO M KbM MOMOLUHUTE BELUECTRa, BKIoYeH!
B Kancynara.

4.4. CneumanHu HAPOTUBOMOKazaHUs MU creumnanHu npegynpexneHus 3a
ynotpeba

a;pa

Mo Bpeme Ha nevenveto ¢ OcTeol] Tpsibea fa Gbfe nsbarsan MpPUEM

APYTV  TPOAYKTYW, CbAbpKaw ButaMmuH D (BKMIOUUTENHO 1 - HEroBUTE.
BtaMme D

NPOU3BOLHN) " NPoOOoyKTKH wunu XpaHwn “Goratn” Ha
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HeobxogmmocTra OT KOHTPOIT Ha MnasMeHOTO HUBO Ha diocdat ¢ docdat-
CBbP3BallM BELLECTBA HE U3KITIO4Ba Bb3MOXHOCTTA 32 yrnoTpeba Ha Octeo/l.

4.5. JlekapcTBeHM B3aUMOACHCTEUSA M Jpyri hopMM Ha B3aumonecTBue

Octeof]l noerivssa obmsiHaTa Ha docdatT B yepBaTta U KOCTWTE, 3aTOBa
noHskora e HeoBxoguma yroTpebara Ha Manka fosa Ha dochaT-CBbp3Baty
BELECTBA BelUeCTBa.

3a nocturaHe Ha OnaronpusteH pesyntat oT neveHneto ¢ Octeol, ca
HeobxogumMu NO-BUCOKM [0O3W B chnyyal Ha efaHoBpemeHHa ynotpeba Ha
Octeo[l n apburypaTv Uni aHTUKOHBYNCUBHIA REKapCTBEHWN NPORYKTU.

FNpn haunerTn, KOUTO Cce JeKyBaT C OUIUTanNUCOBY IEKapCTBEHW MPOLAYKTH,
nosisata Ha XunepkanuuemMns Moxe aa LOBefe A0 apuTMus.

4.6. BpemMeHOCT U KbpMeHe

Hama ceeneHust 0OTHocHO Bes3onacHocTTa Ha Npuema Ha NekapcTBeHUs! NMPoayKT
Mo Bpeme Ha DpemeHocT. HsiMa npoBefeHN KITMHUYHK NPOYyYBaHKsA BbPXY Xopa,
OTHOCHO BrinsiHneto Ha Octeoll BbpXy pasBUTMETO Ha Tuioda Mo Bpeme Ha
BpemMeHHOCTTa. TOKCUKONOTMYHUTE NPOYUYBaKUsl BbPXY PEMpPOLyKTUBHOCTTA NpY
XMBOTHIM HE AaBaT OKOHYATENHW PE3YNTaTH, HO Ma ChoDLLEHNs 3a yBenu4eHne
Ha 3apoguviunaTa abcopbums / aHomarnum, MaiumHaTa TOKCUYHOCT U HeoHaTalHa
CMBLPTHOCT NPY 3aily, TpeTvpaHn ¢ AHeBHa jAo3a kanuutpuon ot 0,3 mcg/kg
TErEeCHO Terno.

Mo rasn npudnHa, Octeoll Tpsibea fa 6bae npuemar no Bpeme Ha GpemMeHocT
camo B Crnydal, ye MoTeHUuanHara fnofsa OT MevYeHueTo e no-ronsma oT
Bb3MOXHa ONacHoCT 3a nnopa. 3a Ja ce usberHart BbL3MOXKHW HeXenaHu
fIEKAPCTBEHN Peakumu y HOBOpOoLeHuTe, Malikute He OuUBa Aa KbpMAT, [OKaTO
npuemar OcTeo[l, Thil KaTo &€ Bb3MOXeH NPEHOC Ypes Kbpmarta.

Tpabea fa ce cwoniofasa obuyafinara NPeanasnuBocT Npu npegnucBaHe Ha
KaKBUTO 1 Aa € NeKapCTBEHN NPOAYKTYW [PY KEHN B AeTepoHa Bb3pacT.

4.7. Ecbexr BbpXy crnocobHocTa 3a wodmpare u paboTa ¢ MalmHu

He e nasecTeH.

4,8. HexenaHu nekapcTBeHM peakumn ST

OcHOBHUTE HEXenaHn NeKapcTBerl peakuuy npu nequmeTo c G)CTeo,D, ca_
XVNepKkanuuypus n xurepkanuemus 1 ca BerefcTBue Ha npe,u,oswpaHe Ha‘
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fIeKapCTBEHWS TIPOAYKT. XUNepKanuemMusi € No-BeposiTHO Aa ce Habnioaasa npu
naunent ¢ Oubpeunk yBpexaaHus, XuneprnapatMpouausbM MUK npK
naumeHTn Ha pegosBHa Xemopuanusa. CumnToMuTe Npu Xunepkasnuemus ca
rageHe, nospbLlaHe, 3anek, aHopexcus, cnabocT, rmaBobonue, CbHAUBOCT U
anatna. [Mo-cepnosHn HEeXenaHu JeKapcTBeHU peakuuum ca gexwaparaums,
KaDKAa, HOKTYPUIS, NONNYPUs, CbpZe4Ha apuTmMus, napanuTtiyeH uneyc n 6onKku
B Kopema. B pegkm cnydam moxe pa ce HabmiogaBaT MeTacTaTtudHo
Kanuudvumpase kakto u sBHa ncuxosa. [lopagu KpaTkms nepuof Ha
foaypasnag Ha KaiuuTpuon, CUMMTOMUTE Ha Xuhepkanuemmss Hamanssar B
pamkuTe Ha 2 0o 7 OHW ciefi npeKkpaTaBaHe Ha rnedeHneTo. CKopocTTa, C KoSTO
CYMMNTOMWUTE Ha XUNepxanuemust oTcnadsaT € MHOro No-BWCOKa OT TasWn npu
TieYyenMe © LPyrk NEKapcTBEHW MPOHAYKTY, CbAbpawy nNpousBOAHW Ha
BUTamMuH D.

Mpy naumeHTV ¢ HopmarHa DbLOpeuHa yHKLWSA, XpOHWYHATa XUMepKasilemus
MOXe fia Onfe CBbp3aHa C MOBULLEHOTO HYBO Ha CepyMHNUS KPeaTuHMH.

Bn3mMoxHO € Bb3HuKBaHe Ha xunepdoctharemust.

Vima paHHM 3a feko, He f[porpecupalio noBMlaBaHe HuBaTa Ha
yepHogpobHuTe ensummn (SGOT, SGPT). lNosnagaHeTo € obpaTumo U He ce
HabrogaBaT NaTonorM4HN MPOMeHU B YepHNs [poD.

Mpu uYyBCTBUTENHM  MAUMEHTM MOXE fAa ce HabmogaeaT peakumn Ha
CBPBbXYYBCTBUTENHOCT KbM JTEKAPCTBEHNS IPOAYKT.

4.9, lpenosupane

Jo 6-8 vaca crep npeposipaHe MOXe fAa Obge HanpaBeHa CcTOMallHa
npomuska. B criyualt Ha xunepkanuemus, nevenneto ¢ Octeofl Tpabea pa ce
npexpat ¥ 4a ce cbbriofasa HUCHK Npuem Ha Kanuui, [oKaTo ce JOCTUTHE B0
HOPMAanHOTO riasMeHo HUBO. fleyeHneTo moxe Ja Oble NOSHOBEHO C MO-HUCKa
033 WNW cbC ChLaTa [o3a, HO fa ce npuema no-psgKo. [pu octpa dopma Ha
XUnepKanuemmsi, nauveHTsT Tpadsa fa Obae XxnapatupaH U ako e BbaMOXHO Ja
ce npegunsBuka puypesa. Kanuutpuon moxe [a yBennun CKOpocTTa, C KOATO
Hamarssa CepyMHMs Kalinia, KoraTo KocTHaTa pesopbuma e yBenuyeHa.,

Mpy nauMeHT Ha HEeNoCTosiHHa Avanusa Moxe Aa Obae ManosiseaHa Hucka
KOHLIGHTpaLMsa Ha Kanuwii B guarmsara.

5. DapmaKonoruyHu cBocTEa
51. dapmakoavHaMW4yHU CBOUCTBE

Kanuutpuon wuma Hai-BUCOKa OUOMOTMYHA AaKTUBHOCT M ODWKHOBEHO C&
obpasysa B 6LOpeunTe 0T npekypcopa 25-hydroxycholecalciferol n ot Bouykn
W3BECTHM MeTabonuTh Ha BuTamuH D.
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Kanuutpuorn nosuiuasa abcopbLmsta Ha Kanuui n chocdaTt B yepBaTa U uMa
ronsiMa posis B perynaumsita Ha KocTHata MuHepanusauus. [lpu xpoHuyHa
OrbpeuHa HepocTaTeMHOCT, Korato HMeoTO Ha GFR e noag 30 ml/munyta, ce
Habrigasa MoHWXaBaHe Ha €HJOreHHata MpoayKkUMsa Ha KanuuTpuon, Koeto
BOAW fa HeHopmMmaneH wmeTabonusbm Ha MuHepanute. [locneauuute oOT
nMpuuMHEeHaTa Xunokanuemmsi MoMe f[a ce nopgobpaT upe3 npuem Ha
KanuuTpron, Koeto BoAN 0 0DpaTuMOCT Ha KOCTHOTO 3abornissaHe

Kanuutpnon noeuwasa abcopbumsta Ha Kanuwiih npw  NauveHTku ¢
KOHCTaTMpaHa 0CTeonoposa BCAEACTBUE HAa MEHOoNaysa Y Tesu NOBULLIEHN HMBa
Ha KanuuTpurosi BOgaT A0 NoHWKaBaHe B YecToTaTta ka rpbbHavnnTe dpaktypu.

JeicTBUeTo Ha Kanuwtpyon € wmHoro no-Obpso OT ToBa Ha Opyrute
meTabonnti Ha Butamud D 1 edekTuTe ca Gbpsc obpatumu. NMpeauMcTBOTO
OT TOBa €, Ye A03aTa MOXE Aa Ce KOpuriMpa rno-paHo v MHoro ro-npeunsHo. B
chyyan Ha Henpenymuiuneso npeposipaxe, nocneacTeuaTa morat aa ovaart
OTCTPaHeHU MHOTQ NO-TIECHO.

5.2. dapmaKOKMHETUYHM KayecTBa

Hali-BMCOKM HUBa Ha KanuuTpuon B cepyma ce gocturat ot 4 o 6 yaca crnieg
oparnex npueMm. BpemeTo Ha nonyxumBOT Ha KanuuTpuon € ot 3 A0 6 yaca, Ho
TOH € thapMakonorMyHo akimeeH ot 3 o 5 AHu. [pu opaneH npuem oT 3ppasu
nauneHT Ha fosa ot 1 mcg Kanuurtpuon bernssal ¢ paanoakiveeH usoton, 10
% oT obliata pafMoakTMBHOCT €& W3NbuBaT B ypuHara cnen 24 uaca.
Habriiogasa ce 1 BbTpELLHa YepHO[PoGHa peuMpKynaLmns, KaTo eKckpeumnsaTa
CE V3BLPLUBA OCHOBHO 4PEe3 XIThUKaTa.

5.3. [lipenknuHn4yHM faHHY 32 6e30NacHOCT

Habrniopaea ce yeenuuyenHne Ha 3apoguHata aGcopbuums/aHomarniumg,
MaliumhaTa TOKCUMMHOCT W HeOHaTanHa CMLPTHOCT npu 3aiiun, TpeTvpawdn ¢
fAHeBHa nosa kanuutpuon ot 0,3 meg/kg TenecHo Terno. (B Touka 4.6)

6. @apMmaueBTUYHM BaHHN
6.1. CnuceuK Ha NOMOIHKUTE BELleCcTBa

Kancynata cbabpxa:

Butylaied Hydroxyanisole (E320), Butylated Hydroxytolyene (E321),
Fractionated Coconui Oil.

ObBuBKaTa Ha Karncynara cbobpXa:

Gelatine, Glycerol, Sorbitol, Titanium Dioxide (E171), Quinoline Yellow (E104).
MacTunoTo 3a nevyat cbhabpa paduHupaH Lennak 1 YepeH Xernes3eH okeua
(E172).



6.2. OU3MKO-XMWYHM HECHLBMECTHUMOCTU

He ca naeectun.

6.3. Cpok Ha rofiHoOCT

24 meceua (2 rogukn).

6.4. CrnieumariHyu yCnoBUsi Ha CbXpaHeHvie

Ha cexpaHsiBa rpu Temnepartypa nog 30°C.
[la ce cbxpaHsBa B OpPWFMHaNHaTa onaKoBKa.

6.5. Bua u chabpXadue Ha ofakoBKaTta

BaHkn OT nonMnponuieH ¢ Kana4ku oT NonueTuneH ¢ Hucka ninbetHocT (LDPE)
no 20, 30 u 100 kancyrnw.

6.6. MucTpykuusa 3a ynotpeba

He ca ripunoxeHu.

7. ViMme u agpec Ha npuTeEXarTeryis Ha paspelieHUeTo 3a yrioTpeda
Teva Pharmaceutical Industries Lid.

5 Basel Str.

P.O.Box 3190

IL - 49131 Petach Tikva
Israel

8. PeructpanuoHes HOMep B perucTbpa no un. 28 3IAXM

9. [laTa Ha NBPBO pa3speltagaHe 3a YhoTpeba Ha JieKapCcTBeHUS
NpPOoAyKT (MoJHOBABaHE Ha paspellieHneTo 3a yrioTpeba)

10. [lata Ha nocriegHa pepakums Ha TeKcTa TN

Cenrtemepy 1999
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