THCTPYKIIA

IS METHYHOT 0 3aCTOCYBaHHS JTIKapCHKOT0 3aC00y

KAJIBIIIHM-, HIKOMEJ OCTEO®OPTE
(CALCIUM-D; NYCOMED OSTEOFORTE)

Cknao:

ditoua pevosuHa: calcium carbonate, cholecalciferol;

1 TabneTka MiCTUTh: Kanbllito Kapboraty 2500 mr, 1m0 ekBiBaseHTHO 1000 MT Kasbliito,
xonekanbimpepony (Bitaminy [;) - 20 Mkr (800 MO) y BUTTIAfi KOHIIEHTPATY
XoneKanbiudepony* 8 mr;

donomiogicHi peuosuHu: kcumit (E 967), caxapano3sa (E 955), moBimoH, MarHiio creapatT, THMOHHUMN
apoMaTH30BaHU rpaHynaT (isoMansT (E 953), TMMOHHUM apoMaTU3aTOpP, MOHO- i QUTTIIIEPUAN
JKUPHUX KUCJIOT).

*CkJla[l KOHIIEHTPATYy XOJIeKanbIu(epoIy: XoneKanbudepo, TOKOYepos, TPUIIilnepunu
CepemHbOro JIAHINIOTa, KPOXMallb KYKypya3sHuM MoaubikoBaHUM, caxapo3a, HAaTpio ackopbar,
KPEeMHil0 TiOKCUM KONIOigHUY Oe3BOIHUM.

JIikapcbka ¢opma. TabmeTKH KyBalbHi.

OcHosHi (¢i3uko-xiMiuHi 81acmusocmi: Kpyrii, 6imi, gBoomykii TabneTku 6e3 000T0HKHY;
IOIyCKAaEThCA HAsIBHICTh BKpaIllJIeHb Ta HEBEIMKUX HEPIBHOCTEX KpaiB. MoXk/MBa HeBeIUKa
KiJIbKICTh ITOPOIIKY Ha OHi ¢aKoHa.

dapmakoTepaneBTHUYHA IpyIa.
MinepanbHi momimku. Kanbiii, kom6iHariii 3 Bitaminom D Ta/a0o iHIIMMEU TpemnapaTamMu.
Kog ATX A12A X.

dapmakonoeiuHi e1acmueocmi.

dapmakoOuHamika.

Bitamin D, 36iib1Iye BCMOKTYBaHHS KaJlbIli0 B KUIIIEUHUKY.

3acTocyBaHHS KaJIbllilo Ta BiTaMiHy D, nepelkoaxae MifBUIIEHHIO PiBHS TapaTAPEOITHOTO
TOPMOHY, sIKe CIpUYrHEeHe AediuToM Kasbllilo Ta IPHU3BOOUTH [0 MiACHUIEHHS KiCTKOBOI
pe3op6iiii (BUMUBAHHS Kallbllilo 3 KiCTOK).

KriniuHe gocmifKeHHs y TOCIiTaIi30BaHUX MallieHTiB 3 medinuToM BiTaminy D mokasaro, 110
mofleHHMM npuioM TabaeTok Kambiiio mo 1000 Mr Ta Bitaminy D y go3i 800 MO npoTsirom 6
Micsi11iB HOpMaJli3yBaB piBeHb 25-TiTPOKCUILOBAHOTO MeTaboJiTy BitaMiny D, i 3MeHIITyBaB
IIPOSIBY BTOPMHHOTO TineprapaTipeo3y Ta PiBeHb TykKHUX (ocdaTas.



dapmakoKiHemuxka.

Kanb1in.

BcmoxkmyesaHHA. 3aranom npubnu3no 30 % mpuiHATOl 403U Kallbllilo BCMOKTYEThCS Yepe3

[IUTYyHKOBO-KUIIIKOBUM TPaKT.

Po3nodin ma 6iompaHcpopmauisa. 99 % Kambllilo KOHIEHTPYETHCS Y TBEPAUX CTPYKTYpax

opraHiamy (xicTku, 3y0u); 1 % Kasbllito MiCTUTHCS Y BHYTPIIIHBOMY Ta I103aKJIiTHHHOMY

cepepoButti. [Tpubnu3no 50 % Kabllio B KPOBi 3HaXOAUTHCS Y (i3i0I0TiYHO aKTHBHIM

ioHizoBaHi# popmi, Maiixke 10 % 3HAXOAUTHCSA Y KOMITJIEKCi 3 MTpaTaMu, pochaTaMu Ta iHIIUMU

aHioHawmy, a pemra 40 % 3B’g3aHa 3 6iTKaMy, B OCHOBHOMY 3 anb0yMiHaMu.

BusedeHHs. Kanbliiii BUBOOUTHLCS 3 KaJIOM, Cedelo Ta IOTOM. BuBeeHHS HUpPKaMU 3aJIeKUTh Bif

KJIy004YKOBOI1 (inbTpallil Ta KaHalIblleBOl peadCcopOIlil Kabliiio.

XonekanbIudepo.

BcmoxkmyeaHHA. Bitamid D, 1€rK0 BCMOKTYETECS Y TOHKOMY KHUIIEYHUKY.

Po3nodin ma 6iompaHcpopmauis. Xomekanbuudeposl Ta Horo MetabosliTi HUPKYITIOITh Y KPOBi

y 3B’s13aHOMY CTaHi 3i cienudpiyHuM riao0yTiHOM. YV mediHIl xoieKaabIu@eposl NepeTBOPIOETLCI

IIJISTXOM TiTPOKCUJITIOBAHHS Ha 25-TimpokcuxoineKanbuudeposn. ami BiH MepeTBOPIOETLCS Ha

aKTuBHY ¢opmy 1,25-gurigpokcuxosiekanbiudeposn y HIpKax.
1,25-gurigpokcuxonekanbuudepon € MeTaboIiToOM, 1110

BiIIOBifa€ 3a MmocuiieHe BCMOKTYBaHHS Kabllifo. Bitamin D,, sskuil He migmaBcst MeTabommizmy,

OETOHYETHCS Y XKUPOBiK Ta M's130Bill TKaHWHAX.

BusedeHHs. Bitamin D, BUBOOUTHCS 3 KAJIOM Ta CEUEIO.

KiiHiuyHi XapaKTepHUCTHKH.

Iloka3anusa.

[TpodinakTuka Ta JiKyBaHHS Ae(piUTy Kasbllilo Ta BiTaMiHy D y JOPOCIUX NAIi€HTIB 3
BUSIBIIEHUM DPU3UKOM.

IomaTkoBe 3aCTOCYBaHHS BiTaMiHy D Ta Kablliio K JOMOBHEHHS OO0 crenudiyHol Teparrii
OCTEO0TIOPO03Y Y Malli€HTiB 3 PU3UKOM PO3BUTKY Ae(dilliTy KaJIblliio Ta BitTaminy D.



IIpomunoka3aHHsi.

- I'inep4yyTnuBiCTh A0 aKTHBHOI PEYOBMHHU ab0 iHIIMX KOMIIOHEHTIB IIpemnapary;

- TAKKUU CTYIiHb HIPKOBOI HEOCTATHOCTI (IIBUAKICTH KITy0O0UKOBOI (hinmbTpatii

< 30 mn/xB/1,73 M*);

- 3axBOpPIOBaHHS Ta/ab0 CTaHWU, MTOB’sg3aHi 3 rinepkasnbllieMielo Ta/abo rimepkanbliypieo;
- ceyokaM'siHa xBopoba (HedporiTias);

- rimepsiTamino3 D.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

[iypeTuKy Tia3augHOTO PAAY 3HUKYIOTh BUBEJEHHS Kaslbllifo 3 ceuelo. [Ipy cyMicHil Teparril
He0oOXiTHO TIOCTitHO KOHTPOJIIOBATH PiBEHb KaJIbIlil0 B CUPOBATII KPOBi, OCKIJIbKY 30ibITYETHCS
PU3UK BUHUKHEHHS TillepKablliemil.

Karnb1ito kap6oHaT MoXKe IepelnkoakaT abcopObilii mpemapariB TeTPaUKUKIIHOBOTO PSAAY IPU
OHOYAaCHOMY 3aCTOCYBaHHi, TOMY IIi TpenapaTy HeoOXimHO IpUNMaTH IIOHAWMEHIIIE 3a 2
roguHu 10 abo yepes 4 - 6 TOOMH IIiCIIs TepopaibHOro NpuitoMy npenapaty Kanpuin-I1, Hikomen
OCTEOQ®OPTE.

lnepkamnbLieMisa MOXKe IIOTEHLI0BAaT! TOKCUYHICTh CEPLIEBUX IJIIKO3UIB IIPXA 3aCTOCYyBaHHI
IIperapariB Kasblilo Ta Bitaminy D. Heo6xXigHO KOHTPOJIIOBAaTH POOOTY CEPIIS 3a HOMOMOT 00
enekTpokapaiorpamu (EKI'), piBeHb Ka/bIlilo B CUPOBATIII KPOBi Ta KJIiIHIYHUY CTaH XBOPOTO.

Ins 3anobiraHHs 3HUKEHHIO BCMOKTYBaHHs OicdocdoHaTiB mpu 0MHOYACHOMY 3aCTOCYBaHHi
Kanenin-[I, Hikomen OCTEO®OPTE pekoMeHAyeThCS IPUKMMATH He paHille HiX yepe3 1 roguny
micys IX TPUIoMYy.

[Tpu omHOYACHOMY 3aCTOCYBaHHi KaJbllilo eeKTUBHICTh TEBOTUPOKCHUHY MOXKe OyTH 3HMKEHA 3a
paxyHOK 3MeHIlIeHHs Horo abcopOirii. Tomy neBOTHPOKCUH HEOOXiMHO MpUiiMaTy 3a 4 TOMUHU [0
abo yepes 4 TOOUHYU IIiCTIsA MPUAOMY IIperapary.

[Tpu omHOYACHOMY 3aCTOCYBaHHi KaJlbllil0 MOXKe IOPYIIyBaTHCh abcopO1list XiHOTOHOBUX
aHTHOIOTHKIB. XiHOOHOBI aHTUOIOTUKY HEOOXimHO MPUUMATH 3a 2 roguHU 10 ab0 yepes 6 rOOuH
nicng npuriomy npenapaty Kamneimin-[I, Hikomenq OCTEO®OPTE.

Corti KambIlito MOXKYTh 3MeHIITyBaTu abcopO1Iito 3a/Ti3a, IUHKY Ta CTPOHIIiI0 paHenaTy. Tomy
IpelnapaTy 3a1i3a, IUHKY Ta CTPOHIII0 paHelaTy HeoOXigHO MpuiMaTH IOHaMeHIIe 3a 2
roguHU 00 abo micisa mpuiioMy npemnapary.

JIikyBaHHS Op/IiCTaTOM IOTEHIIHO MOXKe IIOPYIIyBaTA BCMOKTYBaHHS XXKUPOPO3IUUHHUX
BiTaMiHiB (HampuKJiap, BitTaminy D,).



Oco6.1ueocmi 3acmocyeaHHsi.

[Tig yac TpuBanoro JiKyBaHHS IIperapaToM HEOOXigHO KOHTPOJIIOBATH PiBEHDb KaJbIIilo Ta
KpeaTUHiHy B CHPOBATIIi KPOBi i QyHKIIi}0 HUPOK, 0COOIMBO y NAlli€HTIB JIITHHOTO BiKYy NpU
CyMicHi# Teparii i3 ceplieBUMH TiIiKo3ugaMu abo miypeTukamu (OuB. po3min «B3aemogis 3
iHIMMUMY TiKapchKUMU 3acobaMu Ta iHII BUAYM B3a€EMOZil») Ta y MaIli€HTIB i3 BUCOKOIO
CXUTIbHICTIO IO YTBOPEHHS KaMeHiB. Y pasi [0sBU O3HaK TillepKablieMil abo mopymeHHs
GYyHKIIII HUPOK HeoOXiHO 3MEeHIIXUTH J03y a00 MPUNUHUTY IPUHOM IIpemnapary.

Jlikapcekui 3acib HeoOxigHO 3 00epeKHICTIO 3aCTOCOBYBATH IallieHTaM i3 rimepKarnbiieMieio abo
O3HaKaMH MOpPYyIIeHb GyHKIII HUPOK Ta KOHTPOJIIOBATH piBeHb Kasbliio i pocdaTiB. HeobOxigHO
naM’siTaTy PO MOXKJIMBUM PU3UK KasblUXdikaril M’ SIKuX TKaHUH. Y MallieHTiB 3 HIPKOBOIO
HEJOCTATHICTIO TSKKOT0 CTyIeHs BiTaMiH D y BUTTISIAi XoeKanbuudeposy He MoxkKe HOPMaJIbHO
MeTaboi3yBaTUCs, TOMY CJIi[l 3aCTOCOBYBATH iHIII ¢opMu BiTaMiHy D.

OpHoYacHe HagXOMXKeHHS BiTaMminy D 3 iHIIUX OxKepes, 30KpeMa 3 JTikapChKUX 3ac00iB abo
IIPOAYKTIB, 110 MICTATh Kablliil (HalpuKiaf, MOJIOKO), MOXe CIPUYMHUTH TillepKasblieMito Ta
MOJIOYHO-JTy2KHUM CUHAPOM i3 OofJaNbIINMHU TOPYIIeHHIMA QYHKIII HUPOK. [ YHUKHEHHS
Ilepeno3yBaHHSA IIPY IIapajie/IbHOMY IPU3HAYeHH] IHIKX [Iperaparis, 10 MiCTATh BiTaMid D,
HeoOxiTHO BpaxoByBaTH BMicT Biraminy D y mnpemaparti Kanbuii-II; Hikomeq OCTEO®OPTE
(800 MO). DomaTKOBi 7031 Kanbliito abo BiTaminy D ciif nmpuiiMaTy Iif HarasamoM jikapsi. Takum
nalieHTaM HeoOXiHO PerysSpHO KOHTPOJIIOBATH PiBeHb KaJbIlil0 ¥ CHPOBATIIi KPOBi i QyHKIIi0
HUPOK.

Kanbuiii-II; Hikomeq OCTEO®OPTE 3 00epexkHiCTI0 3aCTOCOBYIOTh XBOPHM Ha CapKoigo3 uepes
PU3UK TIifBuUIeHHsS MeTaboni3My Bitaminy D y #ioro akTuBHy Gopmy. HeoOximHO KOHTPOIIOBATH
PiBEHBb KaJIbIlil0 y CUPOBATIIi KPOBI 1 ceyi.

Kanpuit-IT, Hikomeq OCTEO®OPTE 3 06epekHiCTIO0 3aCTOCOBYIOTh iMMO00iTi30BaHUM XBOPUM 3
OCTEOII0PO30M Yepe3 PU3UK PO3BUTKY TilepKabIieMil.

[TamienTaM, SKi MamOTh PiAKiCHY CIagKOBY HEIlePEHOCUMICTh (PPYKTO3H, caxapa30-i3oMabTa3Hy
HEJOCTaTHICTh a00 MOpYIIeHHsT BCMOKTYBAHHS TJIIOKO3U-TaIaKTO3U, He CIIifl 3aCTOCOBYBaTH
nmpenapar, OCKilIbKM BiH MicTuTh i3oMansT (E 953) i caxapoay.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py00H0.
Baeimuicme. Ilpenapat Kansuiii-II; Hikomen OCTEO®OPTE MoxkHa 3aCTOCOBYBaTH y Iepiof
BariTHOCTI mpu mediuuTi Kanbuito Ta Bitaminy D. [lo6oBa no3a He MOBUHHA [T€PEBUILYBATH
2500 wmr xansrito Ta 4000 MO Bitaminy D. [TocnigKeHHsI Ha TBapUHAX I10Ka3ally, 110 BiTaMiH
Dy BUCOKMX [03aX Ma€ PeNpONyKTUBHY TOKCAUYHICTh. BariTHUM XKiHKaM CJIifi yHUKaATU
Ilepeno3yBaHHS IIperapaToM, OCKiJIbKY TpHBaJsia TilepKaiblieMia Ma€ HeCIIPUSATINBI HaCIigKu
ois mwioga. Hemae minTBepazKeHs, 10 BiTaMid D y peKOMEHI0BaHUX [03aX MOXKe CIIpUYUHUTH
TepaTOreHHUY e(DeKT y TIOOUHH.
T'ooyeaHHs 2py0oio. [Ipenapat Kansiiii-I1; Hikomenq OCTEO®OPTE Mo:kHa 3aCTOCOBYBATH Y
nepion romyBauHs rpynnto. Kameiii, Bitamin D, Ta #ioro MeTabomiTH MOXYTh ITPOHUKATH Y
I'Py[HE MOJIOKO, TOMY HeoOXiTHO BpaXOByBaTH HaAXOMXKEHHS KaJlblilo Ta BiTaMiny D 3 iHmux
[KepeJsl B OpraHi3M AUTUHU.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MeXaHizMamu.

Bimomux paHux mopno BunuBy npenapaty Kanbsuiit-II; Hikomen OCTEO®OPTE Ha mBUAKiCTH
peaxiiil mpu KepyBaHHi aBTOTPAHCIOPTOM abo iHIIMMU MeXaHi3MaMU HeEMaE.

Cnoci6 3acmocyeaHHsi ma do3u.

[Tpenapat mpu3HayeHUit 0151 TePOPabHOTO 3aCTOCyBaHHS. TabneTKy ciif po3xkyBatu abo
PO3CMOKTATH.

Ilopocai ma nauieHmu aimHbo20 8iky: 1 TabmeTka 1 pa3 Ha fgo0y.

ITauienmu 3 nevyiHKo80w HedocmamHicmio He TOTPeOYIOTh KOPUTYBAHHS JO3M.

IlauienHmam 3 MAHCKUM cmyneHem HUPKOBOI HedocmamHocmi He CIIif 3aCTOCOBYBaTH IIpenapar
(muB. po3min «IIpoTunoka3aHHsI»).

Himu. TIpenapat He IpUu3HAYEHUN AJI 3aCTOCYBAHHA AIiTAM Ta HiAJIiTKaM.



Ilepedo3yeanHns.

Cumnmomu.

[Tepeno3yBaHHA pellapaToM MOXKe IIPU3BECTH [0 TinmepBiTamiHo3y D Ta rimepkanbiieMil.
CuMIToMaMu TilepKaibllieMil €: aHOPeKCis, cpara, HyfoTa, 0/10oBaHHS, 3amop, 6ifb y XKUBOTI,
M’s130Ba €1abKiCTh, BTOMJIIOBAHICTh, IICUXi4Hi pOo3N1afy, IOJIANIICIS, ToMiypis, O6inb y KicTKax,
HepOKaJbIMHO3, He(poIliTias, MOPYLUIeHHS CEePIIeBOTO PUTMY V TSXKKHUX BUIMafKax. Y AyxKe
TSKKUX BUIAJKaX - TillepKasbliieMis, 110 MOXKe IIPU3BECTH N0 KOMU Ta cMepTi. Tpusase
nepefo3yBaHHs BUCOKUMHU [03aMHU IIpenapaTy MOXKe CIPUYMHUATYA He00OpOTHE ypakeHHS HUPOK
Ta KaJbIMHO3 M'SIKAX TKaHUH. MOJIOYHO-/IyKHUY CUHAPOM MOXKe PO3BUHYTHUCS IIPU
3aCTOCYBaHHI BeJIMKUX 103 KaJIbLIiI0 Ta JIETKO3aCBOIBAHUX JIyKHUX PEYOBUH.

JIiKyBaHHA.

CuMnTomMaTHy4Ha Ta MiATpUMYyBaJibHa Tepamnid. Clig NIpUIUHUTYH 3aCTOCYBaHHS IIpenapary.
TakoxX CyIif IPUNUHUTU Tepalio Tia3uOHUMU AiypeTUKaMU Ta CEepLEeBUMHU TTiKO3UgaMu (IUB.
po3min «B3aeMopist 3 iHIMKMMY JTiIKAapChKUMHU 3aco0aMu Ta iHIIi BUOW B3aEMOTIN»).

[ToTpi6HO CIOPOXKHUTH LIUIYHOK TAIliEHTaM i3 MOPYIIeHHSIM cBigomocTi. HeoOxifmHo mpoBecTu
perigparariiio Ta JOTPUMYBATHCS OiETH 3 00MeXKeHOI0 KiJIbKICTIO KaJbIlilo. 3aJIe3KHO Bif] TSAKKOCTI
nepefo3yBaHHS MOXKe BUHUKHYTH HeOOXiIHICTh 3aCTOCYBaHHS METIbOBUX AiyPETHUKIB,
6icdochonaTis, KaTbIUTOHIHY, KOPTUKOCTEPOIiB OKpeMo abo cyMicHO. [ToTpiOHO KOHTpPOIIOBATH
PiBEHb €JIEKTPOJIiTiB CUPOBATKX KPOBi, PYHKIII0 HUPOK i iype3. Y TAKKWX BUagKaXx CIIif
IIPOBOOUTH MOHITOPHUHT MOoKa3HUKIB EKI' Ta 11leHTpasbHOTr0 BEHO3HOT'O TUCKY.

ITo6iuni peakuii.

HebaxaHi e(peKTH 3a 4aCTOTOI0 BUHUKHEHHS KJIaCU(piKyIOTh TAKUM YMHOM:

HeyacTo (= 1/1000, < 1/100), pigxo (= 1/10000,< 1/1000), my=xe pigko (< 1/10000), HEBiZOMO
(dacToTa He BU3Ha4Y€eHA 3a HasiBHUMU JaHUMHU).

3 boky imyHHOI cucmemu.

Hesigomo: peakiiii rimepuyTaUBOCTI, BKJII0OYal09 aHTiOHEBPOTUYHUY HaOpsSK, HaOpSIK ropTaHi.
3 60Ky 06MiHY PeuoBUH.

Heuacrto: rinepkanbuieMis, rinepkaabLuiypid.

[yKe pigKO: MOJIOYHO-TYyKHUU CUHAPOM (4acCTi IO3UBHU OO CEUYOBUILYCKAHHS, TOCTIMHUYI
roJIOBHUY 0inb, IOCTiMHA BiICYTHICTh alleTUTy, Hy#oTa abo OI0BaHHS, HETUIIOBa BTOMa abo
cnabKicTh, TimepKalbIlieMis, alKano3, HUPKOBa HEJOCTATHICTh) CIIOCTEPIraeThCs JIUIIE TIPU
nepeno3yBaHHi (ouB. po3ain «[lepemo3yBaHHS»).

3 60Ky mpagHo20 mpakmy.

Pigko: 3amop, gucnernciss, MeTeopusM, HyfoTa, Oilb y KUBOTI, Aiapes.

3 6oky wkipu i nidwKipHOi KAIMKOBUHU.

Iyxe pigko: cBepbixK, BUCUIIaHHS, KPOTIUB THKA.

Ocobaugi epynu nauieHmia.

ITauienmu 3 HUPKOBOI HedocmamHicmio: MOKJIUBHAY PU3UK PO3BUTKY rinepdocdaremii,
HedpomiTiady Ta HeppPOKaIbIMHO3Y (AUB. po3Hin «OCOoOIUBOCTI 3aCTOCYBAHHS»).

Tepmin npudamuocmi. 30 MicsIIiB.

YMoBu 306epiranns. 36epiraTy GpakoH IIiILHO 3aKPUTHM IIpKU TeMiepartypi He Buiie 30 “C.
30epiraté y HEJOCTYIIHOMY OJIst miTed Mici!

YnakoBka. ITo 30 a6o mo 60, a6o o 90 TabnmeTok y drakosni; mo 1 ¢hrakoHy y KapTOHHIH
KOpPOOLIi.



Kareropis Bignmycky. be3 penenra.

Bupoonuk. Ackep Koutpakt Manydekuepinr AC, Hopserisi/Asker Contract Manufacturing AS,
Norway

Micue3HaxoaKeHHsI BUPOOHHKA Ta MOT0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.
Ipammencseiin 852, HO-1383 Ackep, Hopgerig/Drammensveien 852, NO-1383 Asker, Norway.



