3ATBEPIKEHO
Haxa3 MinicrepcTBa 0XxopoHn
30pOB’sl YKpaiHu
30.06.2017 Ne 732
PeecTpaniiine mocBigueHHst
Ne UA/3541/01/02

3MIHU BHECEHO
Haxka3 MinicTepcTBa 0XOpOHHU
310pOB’sl YKpainu
02.02.2024 Ne 176

IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHSI JIIKAPCbKOI0 3aC00y

KAJIBLI-/I; HIKOME]{ ®OPTE
(CALCIUM-Ds NYCOMED FORTE)

Cknao:
diroua pewosuna: 1 Tabnerka MICTUTH KalbIlito kapboHary 1250 mr, mo ekBiBaieHTHO 500 MU
KaNbIlifo, Xosekambidepony (Biraminy JI3) — 10 mxr (400 MO) y Buriasiai KOHIIEHTpaTy

XoJeKanbIdepony* 4 mr;

oonomidicHi pewosunu: kcunit (E 967), numonHuii apomaruzoBanuil rpanynar (isomansT (E 953),
JUMOHHUN apoMaTh3aTop, MOHO- Ta AMIIILEPUIN XKUPHUX KHUCIIOT), TMOBIJIOH, MarHito creapar,
caxapaino3a (E 955).

*CkJ1al KOHIICHTPATY XoJsieKaabiudepory: xoaekanbiudepos, DL-a-Tokodepot, TpUrITIEepUIu CePeaHbOTO JaHIIora,
KpPOXMaJlb KYKYpYI3sTHHN MOAU(IKOBAHUM, caxapo3a, HaTPiro ackopOaT, KPEMHIIO JIOKCHJ KOJOIIHUI O€3BOIHAM.
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Jlikapcbka ¢opma. TabieTku KyBaJIbHI.

OcnosHi  @izuxo-ximiuni  éracmueocmi: Kpyrii, Ol JBOOMyKJi TabineTku 6e3 00O0JOHKH;
JIOITyCKAEThCSl HASBHICTh BKpaIUIeHh Ta HEBEIMKHUX HEpIBHOCTEH KpaiB. MoyinMBa HEBEIHKa
KUJTBKICTh IMOPOILIKY Ha JHI (hIaKoHa.

dapMaKoTepaneBTHYHA rpyna.
MinepanpHi gomimku. Kanbiiii, komOiHatii 3 BitaminoMm D Ta/abo iHIIMMY mpernapaTamMu.
Kon ATX AI12A X.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

Bitamin D3 36151b11ye BCMOKTYBaHHS KaJbLiI0 Y KUIIEUHUKY.

3acTocyBaHHsS Kajibllil0o Ta BiTaMiHy D3 mnepemiko/pkae MiBUIEHHIO PIBHSA MapaTHUPEOiTHOTO
ropmony (IITT), sike cnpuunHeHe NeIUTOM KalbILiI0 Ta MPU3BOAUTH IO MOCUJICHHS KICTKOBOI
pe3opO1ii (BUMHUBAHHS KaJIbIlIO 3 KICTOK).

KninigyHe nochiyKeHHS Yy TOCHITali30BaHMX MallieHTIB 3 nedinurom Bitaminy D mokaszano, 1o
IOJICHHUIA TIpuiioM 2 TabneTok Kamiblito mo 500 mr Ta Bitaminy D y mo3i 400 MO mnpotsirom
6 MicsAIiB HOpPMali3yBaB PiBEHb 25-TiIPOKCHMIBOBAHOTO MeTabodiTy BiTamiHy D3 1 3MeHIIyBaB
MIPOSIBM BTOPUHHOTO TileprapaTupeosy Ta PiBEHb JTYKHUX docdaras.

Dapmaxokinemuxa.

Kanp1ii.



Bcemoxmysanna. 3aranom npubmuzHo 30 % mnpuilHATOI JO3M KalblLil0 BCMOKTYETHCS uepe3
IUTYHKOBO-KHUIIIKOBUH TPAaKT.

Posnooin ma 6iompancgopmayis. 99 % Kanplil0 KOHICHTPYETbCS y TBEPIUX CTPYKTypax
opranismy (kictku, 3yOm); 1 % KaJbIil0 MICTUTBCS y BHYTPIIIHBOMY Ta MO3aKIITUHHOMY
cepenouiii. [Tpudauzno 50 % Kambllito B KpOBI 3HAXOIUTHCS y (Pi310JI0TTUHO aKTUBHIM 10HI30BaHIH
dopwmi, maitke 10 % 3HAXOIUTHCS y KOMILIEKC] 3 LUTpaTamu, ¢ochaTaMu Ta IHIIMMHU aHIOHAMH, a
pemta 40 % BXOIUTH 10 CKJIaay OUIKIB, B OCHOBHOMY JI0 aJIbOYMIHIB.

Buseoenns. Kanbiiii BUBOAUTHCS 3 KaJlOM, CEUCI0 Ta MOTOM. BUBEICHHS HUPKAMH 3aJIC)KHTH BiJ
piBHs KIyOO4KOBOT (hiIbTpaIlii Ta KaHAJIBIEBOI peadbcopOIIil KablIIito.

XoJeKkanbuudepour.

Bcemoxmysanns. Bitamin D3 1eTrko BCMOKTY€ETBCSl Y TOHKOMY KHUIIICYHHUKY .

Posnooin ma 6iompancghopmayis. Xonexanbuudepos Ta Horo MeTadoiTH HUPKYITIOIOTh y KPOBi Y
3B’SI3aHOMY CTaHi 31 cnenudiyHUM TI0OYIiHOM. Y TEYiHIIl XOJEKaIbIU(epos MepeTBOPIOETHCS
NUITXOM TIIPOKCWIIIOBAHHS Ha 25-riapokcuxonekanbimdepon. Jlami BiH NEpeTBOPIOETHCS Ha
akTuBHY (opmy 1,25-aurigpokcuxonekaibiudepon y Hupkax. 1,25-murigpokcuxonekanbiuudepon
€ MeTaboJIITOM, IO BiJIIOBIIA€ 3a MOCHIICHE BCMOKTYBAaHHS KallbIlito. Bitamin D3, sikuit He miggaBcs
MeTaboIi3My, JeMOHY€EThCS Y JKUPOBIiH Ta M’sI30Bil TKAHUHAX.

Bugedenns. Bitramin D3 BUBOJUTBCS 3 KaJOM Ta Ceuero.

Kainiuni xapakrepucTuku.

Ilokasannus.

[TpodinakTrka Ta JMiKyBaHHS AeDIIUTY KaJbIliio Ta BiTaMiHy D y 10pOCIuX MaIi€HTiB 3 BUSIBICHUM
PU3UKOM.

JonatkoBe 3acTocyBaHHA BiTaMiHy D Ta KanpLilo sSIK JONOBHEHHS 10 crenugiqHoi Teparrii
OCTEOIOPO3Y y MAIIEHTIB 3 PU3UKOM PO3BUTKY JAe(IlMTy KaJbllito Ta BiTaMiHy D.

Ilpomunokaszanns.
- I'inepuyTauBICTh 10 aKTUBHOI pEYOBHUHHU a00 70 1HIIMX KOMIIOHEHTIB IIpenapary;
- TSOKKHUH CTYIIHb HUPKOBOI HEIOCTATHOCTI (IIBUJIKICTh KIIyOOUKOBOI (pistbTpariii
<30 mir/xB/1,73 Mz);
- 3aXBOPIOBaHHS Ta/ab0 cTaHU, TIOB’A3aHi 3 TiMepPKaIbIIEMI€I0 Ta/ab0 TiNepKaIbIIypi€lo;
- ceuoKaM siHa XBopoOa (HedporiTias);
- rinepBiTaminos D.

B3aemodia 3 inwiumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63a€MOO0iil.

JliypeTuku Tia3uJHOrO psay 3HUXKYIOTh BUBEACHHS Kayblilo 3 cedero. lIpu omHowacHii Tepamii
HEOOXIJTHO KOHTPOJIOBAaTH PIBEHb KaJBI[I0 y CHPOBATI KpPOBi, OCKIJIbKH 30UIBIIYETHCS PU3HUK
BUHUKHEHHS TIMEPKATbIIEMI].

Kanpuiro kapboHaT Moxke nepenkopkatu abcopOuii mpenapariB TETPaMKIIHOBOTO sy, TOMY IIi
npenapatd HeoOXITHO TpHUHMATH MOHAWMeEHIe 3a 2 TOAWHU N0 abo dvepe3 4-6 TOAWH MMiCIA
npuiiomy npenapary Kansiiii-/I3 Hikomen ®opre.

[NnepkanpilieMis MOXK€ TOTEHIIIOBATH TOKCUYHICTH CEPIEBHX TJIIKO3MUJIB TPH 3aCTOCYBaHHI
npenapatiB  Kaiplilo Ta BitamiHy D. HeoOXigHO NpoBOAMTH KOHTpONb  poOOTH cepls 3a
nonomororo EKT', piBHS Kanbllito B CHpOBATIIl KPOBI Ta KIIHIYHOTO CTaHy XBOPOTO.

Jnis 3anmo0iranHs 3HM)KEHHIO BCMOKTYBaHHs OicocoHaTiB peKoMeHlyeThesl npuitmatu Kanbiiii-
3 Hixomen ®opte He paHilie Hix yepe3 | roauHy micis iX npuiiomy.

[Tpu omHOUACHOMY 3aCTOCYBaHHI Kaibllit0o €(EeKTUBHICTh JIEBOTUPOKCUHY MOXe OyTH 3HMXKEHA 3a
pPaxyHOK 3MEHIIEHHsI Horo adcopOirii. JICBOTUpOKCHH HEOOXIAHO MpUIMATH MIOHAWMEHIIIE 4Yepe3
4 ropunum micnsg npuiiomy npenapary Kaneiiii-/Is Hikomen ®opre.

OnHoYacHE 3aCTOCYBaHHS KaJIbIIIF0O MOJKE BIUTMBATH Ha a0COpPOIif0 XIHOJOHOBHX AHTHOIOTHKIB.
XiHOJIOHOBI aHTHOI0TUKY HEOOXITHO MpUitMaTH 3a 2 TOAWHHM 10 a00 yepe3 6 TOAMH Iicis MpUuiioMy
npenapary Kanbmiii-/[3 Hikomen ®@opre.



Comi KanbIlilo MOXYTh 3MEHIITyBaTH aOCOpOIlif0 3aili3a, MUHKY Ta CTPOHINIO paHenaTry. Tomy
mperapaTy 3ajliza, UHKY Ta CTPOHIIII0 paHeNlaTy HeoOXiTHO MmpuiMaTH MOHAWMEHIIe 32 2 TOIUHI
1o abo micis npuitomy nipenapary Kaneiiii-/[3 Hikomen ®opre.

JIikyBaHHSI OpJIICTATOM MOTEHLIHHO MOXE BIIMBATH Ha BCMOKTYBAaHHS >KHPOPO3YMHHUX BiTaMiHIB
(Hanpukiad, Bitaminy D3).

Ocoobnueocmi 3acmocy8amnnsi.

[Tix yac TpuBajIOro JiKyBaHHS NpeNapaToM HEOOXiJHO KOHTPOJIOBATH pPIBEHb KaJbII0 Ta
KpEaTHHIHY B CHUPOBATIi KpOBi 1 (YHKIIIIO HHPOK, OCOOJMBO y IMAI€HTIB JITHHOTO BIKYy IpPH
CYMICHIH Teparii 3 cepueBUMH TIIIKO3UAaMH abo JiypeTukamu (IuB. po3ain «B3aemonis 3 iHIIUMH
JIKapCbKUMHU 3aco0aMH Ta 1HIN BHUJM B3a€EMOJi») Ta y TAII€HTIB 13 BHCOKOK CXWJIBHICTIO JO
YTBOPEHHSI 3yOHUX KaMeHiB. Y BUIAJKy MOSBU O3HAK TinepkaiblieMii abo mopymeHHs (QyHKIil
HUPOK HEOOX1AHO 3MEHIIUTH 103y a00 MPUIIMHUTHU MPUHOM Mpenapary.

[TpenapaTt HEOOXiTHO 3 0OEPEKHICTIO 3aCTOCOBYBATH IMALlI€EHTAM 3 TiMEPKAIBI[IEMIE€I0 200 0O3HAKAMHU
nopyiieHb (YHKIIT HUPOK Ta KOHTPOJIIOBATH piBeHb Kaubliio i ¢ocdariB. HeoOximHo mam’staTu
PO MOXKJIMBHHM PH3UK KalblUQiKalii M IKHX TKaHWH. Y TAMi€HTIB 3 HUPKOBOK HEIOCTATHICTIO
TSOKKOTO cTymeHs BitamiH Dy Burmsagl  xonekanbiudepoldly HE MOXKe HOPMAallbHO
MeTaboI3yBaTUCs, TOMY CIiJl 3aCTOCOBYBaTH iHIII (opmu BiTaminy D. OmHouacHe HaaXOKEHHS
BiTaMiny D 3 iHIIMX JpKepeln, 30KkpeMa 3 JIKapChbKuX 3aco0iB a00 MPOIYKTIB, IIO MICTATh KajbIliil
(HampuKIIaA, MOJIOKO), MOXE CIPHYMHHUTH TINEPKAIBIIEMII0 Ta MOJOYHO-IY)KHUH CHHIPOM 3
NoJajJbIIUM TOPYIIEHHSIM (yHKIIT HUPOK. Y TakuX TNAI€EHTIB HEOOXIAHO PEryJSIpHO
KOHTPOJIFOBATH PIBEHD KAJBIIIIO Y CHPOBATII KPOBI 1 PYHKIIIIO HUPOK.

Kanpuiii-JI3 Hikomen @opre 3 00epexHICTIO 3aCTOCOBYBAaTH XBOPUM Ha CapKoilo3 4epe3 pU3UK
HiABHUIIEHHS MeTa0omi3My BiTaminy D3 y Horo aktuBHy popmy. HeoOXiqHO KOHTPOIIOBATH PiBEHD
KaJIbIIi}0 Y CHPOBATIII KPOBI 1 cedi.

Kampmiii-/I3 Hikomen ®opre 3 00€pexHICTIO 3aCTOCOBYBAaTH IMMOOUTI30BAaHUM XBOPUM 3
OCTEOIIOPO30M Yepe3 pU3UK PO3BUTKY rilepKajblieMii.

[[{o6 yHUKHYTH Tiepef0o3yBaHHs, HEOOX1THO BpaxyBaTH HAJIXOKEHHS KajlbIlilo Ta BiTaMmiHy D3 3
IHIINX JDKEpel Yy MeKaxX PeKOMEHI0BaHUX J1I000BHX HOPM CHOXKMBaHHS Kalblliio Ta BiTaMiny Ds.
[TamienTam, siki MalOTh PIAKICHY CIAIKOBY HEMEPEHOCUMICTH (PYKTO3H, caxapa3o-i30MajbTa3Hy
HE/IOCTaTHICTh a00 MOpYIIEHHS BCMOKTYBAHHS TIJIIOKO3M-TAJlaKTO3HM, HE CIiJ 3aCTOCOBYBATH
Ipernapar, OCKIJIbKU IpernapaT MICTUTh 130MaJlbT 1 CaXxaposy.

3acmocysanus y nepiod sacimnocmi abo 200y8anus epyooro.

Bacimuicms. Ilpenapar Kanbuiii-/I3 Hikomen ®opre MoXHa 3aCTOCOBYBATH y HEpioj BariTHOCTI
npu aediuuTi Kanbliro Ta Bitaminy D. Jlo6oBa no3a He mae nepeBuiryBatu 2500 mMr kaibliio Ta
4000 MO Bitaminy D. JlocmikeHHs: Ha TBapUHAX MoKas3ayu, 1o BiTaMiH D y BHCOKMX 703ax Mae
PENpOAYKTUBHY TOKCUYHICTh. BariTHUM >KiHKaMm CJii yHUKaTH [epelI0o3yBaHHS IIpernaparom,
OCKUTBKH TPUBAJA TiMEepPKaJIbI[iEMis Mae HECTIPUATINBI HACHIIKU A 1miojaa. Hemae minrBepakeHsb,
1o BiTaMiH D y pekOMEHJOBaHUX 7103aX MOXKE CIIPUYUHUTH TEPATOTEHHUN €PEKT Y JIFOIHH.
T'ooyeanns epyoow. Ilpenapar Kanbuiii-/I3 Hikomen ®opre MoXHa 3acTOCOBYBaTH y Mepioj
rogyBaHHs Tpynao. Kambmiii, BiTamin D3 Ta iioro meTraboiiiTH MOXYThb HPOHUKATH y TPYJHE
MOJIOKO, TOMY HEOOXiJIHO BpaXOBYBAaTH HAJIXO/KEHHS KaJbIlil0 Ta BiTaMiHy D3 3 IHIINUX JpKepen B
OpraHi3M JUTHHH.

30amuicmv enausamu Ha wWEUOKICMb peakyii npu Kepy8aHHi asmompaHcnopmom abo HuuUMU
MexXarizMamu.

Binomux manux mono BrummBy npernapaty Kampimiii-JI3 Hikomen ®opre Ha MBUAKICTh peakIlii mpu
KepyBaHHI aBTOTPAHCIIOPTOM a00 IHITMMH MEXaHi3MaMH HEMae.

Cnoci6 3acmocyseannusa ma 0o3u.
[Ipenapar mnpuszHaueHUW I TEPOPATBHOTO 3acCTOCyBaHHsS. TaONeTKy ciifi po3KyBaTu abo



PO3CMOKTATH.

Hopocni ma nayicumu nimuvoeco 6iky: 1 Tabnerka 2 pa3u Ha 100y .

Tayiecumu 3 neuinkosoio Hedocmamuicmio He TOTPEOYIOTh KOPUTYBaHHS J103U.

THayienmam 3 mANCKUM CMYneHeM HUPKO80i HedocmamHocmi HE CIiJl 3aCTOCOBYBAaTH Iperapar
(muB. po3ain «[IpoTumnoka3zanHs»).

Himu. llpenapat He npuU3HAUYEHUHN AJIS1 3aCTOCYBAHHS JITSIM.

Ilepeoo3ysanns.

Cumnmomu. llepeno3yBaHHS TpemaparoM MOXKE TPU3BECTH JO rinepBiraminosy D Ta
rinepkainpliieMii. CHMOTOMaMH TiNEpKaIbIIEMIii €. aHOPEKCis, crpara, HyJ10Ta, OJIFOBaHHS, 3arop,
OUTb y KMBOTI, M’s130Ba CJIa0KICTh, IMiJBUIICHA BTOMJIIOBAHICTh, MCHUXIYHI PO3JaJH, MOJITUICIS,
noJTypist, 6UIb y KiCTKax, HEPPOKAIBIIMHO3, HePpOoIiTia3, MOPYIICHHS CEPLIEBOT0 PUTMY Y TSDKKHUX
BUNaakax. Tspkka (opma TimepKanblieMii MOXXe TMPU3BECTH IO PO3BUTKY KOMH Ta JIETaJbHOTO
Hachiaky. CTidkuii BUCOKMN pPiBEHb KaJbI[I0 B OpraHi3Mi MOXe MPU3BECTH O HEOOOPOTHOTO
ypaXeHHS HUPOK Ta Kbl }ikaii M’ IKUX TKaHWH.

VY mami€eHTiB, KOTpi HNpUHAMAIOTh BENUKY KUIBKICTh KaJbI[il0 Ta IYTiB, SKi aOCOpPOYIOTbCS, MOXKe
BUHUKATH MOJIOYHO-JTY>)KHUH CHHAPOM; TaKi Mami€eHTH NOTPeOyIOTh TOCHiTai3allii.

Jlikyéanus. CumnromMatuyHa Ta MiATpUMYBalbHA Tepamig. CliJ TPUIMHUTH 3aCTOCYBAaHHSA
npenapaty. Ciii TaKoX IPUIHHATH TEPAITIIO Tia3UTHUMHU J1yPETUKAMH Ta CEPLUEBUMH TITIKO3HIAMH
(muB. po3ain «B3aeMois 3 IHIIUMH JIIKAPCHBKUMHU 3aco0aMU Ta iHII BUIW B3aemojii»). [TorpiGHO
CIOPOKHUTH LUTYHOK TMAIlieHTaM i3 MOPYILIeHHSAM cBigoMocTi. HeoOXinHO BBECTH B OpraHizm
BEJIMKY KIJIBKICTh PIAMHU Ta JOTPUMYBATHUCH II1€TH 3 OOMEXKEHOIO KUIBKICTIO KaJbI[110. 3aJIeKHO Bij
TSDKKOCTI TIepeI03yBaHHs MOXE BUHHKHYTH HEOOXIIHICTh 3aCTOCYBaHHS METIHOBUX Ji1yPETHKIB,
6icocdoHnaTiB, KaIBIUTOHIHY, KOPTUKOCTEPOiNiB OKpeMo abo cyMicHO. I1oTpiOHO KOHTpOIIOBAaTH
PIBEHb EJIEKTPOJIITIB CHPOBATKH KpPOBI, (PYHKIIIO HHUPOK 1 Jiype3. Y TSKKHUX BHUMAIKaX CII1J
IPOBOJUTH MOHITOPHHI TOKa3HUKIB enekTpokapaiorpamu (EKI') Ta meHTpasbHOro BEHO3HOTO
tucky (LIBT).

Ilo6iuni peaxuii.

HebaxaHi eexTH 3a 4aCTOTOI0 BUHMKHEHHS KIacU(IKyIOTh TAKUM YHHOM:

Hedacto (> 1/1000, < 1/100), pigko (= 1/10000,< 1/1000), myxe pigko (< 1/10000), HeBimomo
(yacToTa HE BU3HAUYCHA 32 JAHUMHU).

3 60Ky imyHHOI cucmemu.

HeBinomo: peakiii rinepuyTiauBOCTi, BKIIOYAOYHM aHT1OHEBPOTUYHUIN HAOPSK, HAOPSK TrOpTaHi.

3 60Ky 06MiHY peuosun.

Heuacro: rinepkanbuiemis, rinepkaibLiypis.

Jye piako: MOJOYHO-TYKHUN CHUHIPOM (YacTi MO3UBH 0 CEYOBUITYCKAaHHS, MOCTIMHUI TOJOBHUI
0, TOCTIMHA BIJCYTHICTH ameTUTy, HyJaoTa abo OJrOBaHHS, HETHIIOBAa BTOMIIIOBAHICTH abo
Ca0KICTh, TIMEpPKAJbIIEMIS, ajKaio3, HUPKOBA HEIOCTAaTHICTh) CIOCTEPIraeThCs JIMIIE MPH
nepeno3yBaHHi (auB. po3ain «IlepenozyBaHHs).

3 6oky mpagno2o mpaxmy.

Pingko: 3amop, aucnericis, METEOpU3M, Hy10Ta, O0JI1 y KHUBOTI, Jiapes.

3 60Ky wiKipu i niOWKIpHOI KIIMKOBUHU.

Hyxe pinko: cBepOiK, BUCUIIAaHHS, KPOIIUB’ THKA.

Ocobaugi epynu nayicHmia.

Iayienmu 3 Hupkogolo Hedocmamuicmio: MOXJIMBUA PH3UK PO3BUTKY Tinepdocdaremii,
He(dpomiTiazy Ta HeppOKATBIHHO3Y (IUB. Po3aLT «OCOOIMBOCTI 3aCTOCYBAHHS ).

Tepmin npuoamnocmi. 30 MicsIIiB.

YmoBu 36epiranns. 30epiratu  (IakoH MIUIBHO 3aKpUTHM mpu  Temmeparypi He Bume 30 °C.



306epiraTé y HEIOCTYITHOMY JJIS iTeH Miciri!
¥YnaxkoBka. [To 30 a6o 60, abo 120 Tabnetok y dnaxoni. [1o 1 dnakony y kapToHHINA KOPOOIIi.

Kareropis Binnycky. be3 peuenra.

Buposuuk. Ackep Kowrpakr Manydexuepinr AC, Hopseris/Asker Contract Manufacturing AS,
Norway.

Micne3naxoa:keHHs1 BHPOOHMKA Ta ioro aapeca Micus TPOBAIKEHHSI HisNIBHOCTI.
Hpammencseiin 852, HO-1383 Ackep, Hopseris/Drammensveien 852, NO-1383 Asker, Norway.

Jara octannboro nepersiay. 02.02.2024



