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AJIDA J1; 0,25 muEkporpama ML§ LK VIAL
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ALFA D, 0.25 micrograms capsules, soft
Alfacalcidol

IpouereTe BAUMATEIHO IAJATA JHCTOBKA NMPEIH A2 3aN04HETE Ja NPHEMATE TOBA JEKAPLCTBO, THi
KATO TA ChABPKA BAXKHA 32 Bac HHPOpPMAaIH.

- 3anazeTe Ta3H JHCTOBKA, Moxke 1a ce HAJIOXKH [a 4 [PpoYeTeTe OTHOBO.

- AKO HMaTe HAKAKBH ACITBIHMTEIIHH BRIIPOCH, MonyTaiiTe Bamys iexap WiIH GapMaLeBT.

- Tora nexapcTBO € mpeanucaHo JTHYHO HA Bac. He ro npeorcrenBaiire Ha ApyTH Xopa. To Moxke Ia
MM HaBpEAH, HE3aBMCUMO Y€ TIPU3HAIIMTE Ha TAHOTO 3abongBane ca ChUIHTE KaTo Bamure,

- AKO NOITyYHTe HAKAKBH HEIKEJIaHH JIEKAPCTBEHU peakUUH, yseaomere Balling nexap ann
dapmanesT. Topa BKIOUBA H BCHUKH BB3MOXKHH HEMKEIaHU PeaKLH, HEOIMHCAHH B Ta3H JIMCTOBKA.
Bukrte Touka 4.

KaxkBo ¢baABbpKa TA3HW JIHNCTOBKA:

1. Kakeo npeacrapmasa AJIDA J1; 1 3a KakBo ¢e H3N0N3BaA

2. Kakeo TpaGra 1a 3Haere, npeau na npuemere AJIOA M

3. Kak na npuemarte AJIPA JI;

4, BBE3MOXHH HeXENTaHH peaKkiuu

3. Kak na cuxpanssare AJIOA [;

6. CheanpKaHHe Ha OMAaKOBKATa M JONBIHHTE/IHA HHPOpMALIHS]
1. Kaxso npeacrasnaaea AJIPA JI; m 32 kKakBo ¢ce H3NOJI3BA

AJIDA J1; ce npunara 3a cYeHHE HA CHCTOAHHA, [IPH KOKTO € MPOMEHEH KallMeBHs MeTaboIi3bM, opaiy
HapyllieHWA B mpoleca Ha 10-XHAPOKCHIMPAHETO, KATO HAIp. MOHIDKeHa OBOpevHa QYHKLHA; OpH OPYTH
HapyIIeHH CBBP3aHH ¢ BHTaMHH JI-pe3HCTEHTHOCT; MNP OCTEOIOpOo3a, IOPaau NOHIDKEHO YCBOABAHE Ha
KaIILHH.

B wepnna gpo6 andakampimon (la-xuppoxcusutamud [l;:1a-OHDs;) Owp3o ce mpesppmia B 1,25-
JXUAPOKCHBHTAMHH /[I3, Ko#iTo ¢ MeTabomuT Ha BHTaMHH I3 M y4acTBa KATO peryiIaTop Ha KAILHMEBHA M
docparars  meraGonuzeM. Ilopagu Obpzata  TpancopMmamms Ha andakaliuaol B - OpraHdsMa,
TepaneBTHYHAaTa on3a oT npHema Ha AJIDA J; e kakTo Tazu ot npuemMa Ha 1,25-auxunpokcueHramud [
['naBH¥Te edeKkTH ca MOBHIIABAHE HMBOTO HA IHpKyJmparya 1,25-IMXUApOKCHBATAMEH 13 B MOCpeIcTBOM
TOBa W [IOBHMLIABaHE Ha abcopOumsaTa Ha Kanum# H Qocdar, noanoMaraHe Ha KOCTHATA MHHEpaIH3alysd,
NOHIDKABAHE HHBOTO HA TIApATHPOHIAHHA XOPMOH B KPbBTA, KAKTO H NOHIKABAaHE Ha KOCTHATa pe3opluus,
KOeTO cnocobcTBa 3a 00neKYaBaHe Ha GONKATa B KOCTHTE H MYCKYJTHTE.

[IpouecsT Ha 25-XUApPOKCUIHpaHeTO Ha BUTAMUH [[; B depHHs Apod piaaxo Moxe na Obac nHapymeH. Ho,
KOTATO MpOLEChT Ha lo-XuapokcunupaHe B OnOpellnTe ce HapylilM ¢€ HaMaJIaBa IIPOXYKLMATA HA eHAOreHeH
1,25-muxunpoxcusuraMuH ;. 3a0onaeaHuATa, MPH KOHTO TOBAa MOXKE Jia ce Habmonasa ca OBOpeuHO KOCTHA
OonecT, XHNoMapaTHPeOHIN3IbEM (3HAYHMTETHO HaMaleHa QYHKIS Ha ApaTHPEOWIHUTE XJe3H) U BUTaMHH J[-
3aBHCHM PaXUT. 3a Ja C€ KOPHTHpa TO3H AHCOaNaHC ce Hanara IpHeM Ha BUCOKH J03M BHTAMEH [, KOMTO OT
CBOSI CTPaHa CBHOTBETCTRAaT Ha Manku 1034 oT AJIPA J[;, xoiito He e 3aBuckM OT Onbpeunma lo-
XUIPOKCHITHpal Ipouec. Jlomenuurenso, neyeHuero ¢ AJIOA J1; Ha mpolieca Ha HaJOCTaTEYMHO YCBOSIBAHE
HA KWIHH CBBP3aH CHC CBHCTOAHMS Cile]l MEHONAy3a, CTapyecka M CTepOMI-MHIYLHpaHa OCTEONOopo3a
nonoOpsABa OTPHULIATE/IHAS KaIIEeB OajaHc, KOMTO ¢ HAOMIOmABA MPH Te3W IAIMEHTH. Hﬁnﬁm

KalmMes OanaHc, aemkat] ce Ha jieuenrero ¢ AJIOA JI; npH ManpeHTH ¢ OCTE0TIOPo3a, nommcaaa wysaﬁma_\

KOCTHO BEIIECTBO H YeCTOTATa Ha (pakrypure (cuyneaHuaTa). Koraro ce n3mon3ea oﬁmmanen BUTaMHH 113, .

BHCOKAaTa N03a H NPOMECHIHBOTO BPEME 3a PeaklHd Ha OpPraHu3Ma MOXKE J1a JOBEIOAT. 310 Henpe;[BH,ueHa
XHIEpKaIueMHid (TIOBHIEHO KOJIMYECTBO HAa KallUMHd B opraHmzMa). IIpouechkT 3a émraﬁe Ha 6anch
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OTHEMA MHOIO CEAMHIH, a MoHAKkora W Mmecemm. Ilpu ynmotpeba wa AJIDA JI; mo-romamara Obp3nHa Ha
peakius Ha OpTaHHM3Ma MO3BOJLABA H MO-A00pOTO ONpEe/IFHE HA TOUYHATA 1034 H 4KO C€ YCTAHOBH HAITHIHC Ha
XHITEPKANIMEMHS, TA MOXKEe 1a C€ KOPHTHpa B PaMKHTE Ha HAKOJIKO JIHH OT CIIHpaHe Ha JICUEHUETO,

OcHOBHH NOKA3aHHA

. br6peuna ocreomucTpodms (OBOpeuHo KOCTHO 3a00MaBaHE);

. XHronapaTHpPeOUIH3BM (3HAUHUTENTHO HaMalieHa PYHKIMS Ha NApaTUPSOUIHUTE AUIC3H);

. XurepnapaTHPeOHAH3EM (YBEJIHYEHO KONHYECTBO HA NTAPaTHPEOHAEH XOPMOH) € KOCTHO
3abosndpaHe;

. XpauurereH H MaTaDCOpOLIHOHEH PAXHT H OCTEOMAJTALHS {pa3MEeKBaHe Ha KOCTHTE);

- XumnodochareMuueH BHTaMHH [1-yCTOHYMB paxUT H OCTEOMAIALN;

o [IceBmonedmprren paxut (J[-3aprcum Turm I) 1 ocreoMananus;

o Ocreonoposa.

2, Kakso TpadBa aa 3HaeTe, npexu Aa npaemere AJIPA /I,

He npuemaiite AJIPA A, :

® aKo CTe aePrHYHH KbM AaKTHBHOTO BEIIECTBO aN(aKaMion WIM KbM HAKOA OT OCTAHAIINTE
CBCTaBKH HA TOBA JIGKAPCTBO (M30pOoeHH B TOUKA 6);

¢ aKO HMaTe XHIIEpKaIHeMus (NOBHILIEHC KOIHISCTBO Ha KAJILMHA B OPraHH3Ma);

e ako MMare xureppochareMus (MOBHIIEHO KOMMYECTBO Ha ¢docdar) B opraHusMa (¢ H3KIIOYECHHE HA
CAyuaWTe, KOraTO € CBBP3aHA ¢ XMIIOIAPATHPOHAM3BM );

®  aKO HMAaTe TIOKA3ZAHMS 332 BHTAMHH [| TOKCHYHOCT.

IIpeaynpexaesns H Npeana3Hd MepPKH

I'osoperte ¢ Bamia aekap npean na npuemere AJKDA ;.

Andakanumnon TpaOea Ja ¢ce H3MOI3Ra ¢ BHUMAHKE NPH HNAIHEHTH ¢ HepoaHTHA3A.

Andakajldaon [MOBYILIABA BRTpeIIHATA adcopOLMa Ha Kanoui M docdar H 3aToBa HHBAaTa HM B KPBBTa
TpaOBa ga Obaar npocnensBaHH, oco0eHO MpH mHalHeHTH ¢ OBpOpedHa HemocTaTsuHOCT. Ilo Bpeme Ha
LAJIOTO JICYEHHE ¢ aNndakamnaol HUBOTO Ha KaJllHii B KpBBTa H ypHHaTa (24-1yacoBo csbupaHe) TpadOBa xa
Ob2ie PEIOBHO NpOC/EIdBAHO MOHE BEAHEX Ha 3 Mecena. JledeHHero ¢ andakaiido ASHCKBA PEOOBHO
npocieadasaHe Ha kanms, docgara, ankanHata ¢ocdarasa, MarHe3usd U KpeaTHHHHA, KaKTO U APYTUTE
OHOXMMMYHM mapamMeTpH. JleueHHeTo ¢ andakaauunoa TpsOBa Aa ce NPOBeXJa caMO MNPH HATHYHE Ha
MOAXOMAIIH Pe3YATaTH OT OHOXUMUYHUTE H3CIEeABAHUA.

A0 uMa ODHOXMMUUHH JaHHH 3a KOCTHO BB3CTaHOBABaHe (HAIIp. JOCTHIaHE HA HOPMAJIHOTO CEPYMHO HUBO
Ha ankanHara docdaraza), XxunepraIiMeMHA MOXKe Oa ¢e pasBHe, ako no3ara Ha AJIDA [[; He e
MOOXOASIIO HAaMaIcHA. AKO ¢€ YCTAHOBY HAJIMMHE HAa XHIICPKAIITHAEMHUA HIIH XHIICPKAIIHYPH, TOBA MOXE
OBp30 Ha ¢e KOpHTHpa ¢ npeycTaHOBABaHe Ha NedeHueTo ¢ AJI@A JI; B BCAKAKBY XpaHWTEIIHH 100aBKH,
OoraTH Ha KallMi 10 Bb3CTAHOBABAHE Ha HOPMATHOTO KANIIHEBO HMBO, KOETO OOMKHOBEHO IPOXB/DKABA
okoiio ceamuna. Jleuenuero ¢ AJIGA J1; Moxe na Obae npoab/DKEHO € /2 OT 403aTa, IPHEMaHA TOCHIEIHO.

AJIDA [1; Tpabra fa ce npwiara MHOIO BHHMATEITHO IPH NAIMEHTH ¢ XUMTEPKANLUypus, 0CODEHO NpH Te3U
¢ aHaMHe3a 3a KaMbHH B OsGpenure.

Apyrn aexkapersa u AJIPA JI;

JIHTHTAJIRCOBH NMHAKO3IHAH
XHnepkalnugeMusaTa NpH MAUWSHTH, KOMTO NPUEMAT JICKAPCTBEHH IPOAYKTH, ChABPAKAIUH
MOJKe [1a MPHYMHH CBpPAEYHA apHTMHES (HAPYLICHMWE HA PHTMHUHATA ASHHOCT Ha CHPUETR).-
KOWUTO MPHEMAT €QHOBPEMEHHO JUTHTANHCOBH NIPOAYKTH M ajipakaIuron Tpadsa 3
MHOI0 BHHUMAaTETHO HAOMIOAaBaHN OT JIEKYBAIIUAT JeKap.




AHTHENUICNTHYHH JeKAPCTBEHH NPOIYKTH
Ilpu mauweHT™H, KOUTO IPUEMAT AHTUETTMNESITHYHM JICKAPCTBEHH IPOIYKTH, MOXE Ja C€ HAJIOXKH MIPHEM Ha
11o-BHCOKH no3a AJIDA ]I, 3a nocTHraHe Ha XKeJaHHAT e(MeKT OT JICUCHHETO.,

Xo0/1eCTHPAMHH, XOJIECTHNOJ, CYKpaa(aT, ANyMHHHH-0CHOBHH AHTHANHIHH JIEKAPCTBEHH NPOAYKTH
AbGcopOuuara Ha andakanuuzosl MoXe 7Aa ObAe BL3MPENATCTBAHA IIPH €IHOBPEMEHHa ymorpeba Ha
XOIECTHPAMHH, XOJIECTHIION, CYKpalidaT Wi ATyMHHUH-ChABPKAINH AHTHALMIHH TIEKaPCTBEHH MTPOIYKTH.

Maruesun

[Ipu namueHTH Ha XpOHHYHA OBOpEYHA MaNnu3a, MpUEeMAIld aj(akaiHAo] MHOIO MpeAnaiHBo TpAdBa
Ja ce IpuiaraT aHTHALMAHHM MAarHe3HeBH NPOAYKTH WM clabUTeNHH cpeacTBa. Moxe na ce HaGmonapa
XHIepMarge3eMns (TIOBHIIEHO CHABPKAHHE HA MATHE3HH B KPHBTA).

Kamunn/THaznann JuypeTHlH
PuUcKkbT OT XHIICpKaNLeMHs € MOBHIOEH MPY MALMEeHTH, KOHTO €JHOBPEMEHHO IpHeMaT aldakalluaoil U

KallUMH ChABbPKALA ITPOAYKTH HITH THAZWIHH JHYPETHLIH.

Buramnan /I B n1pOM3BOAHHTE MY

[To BpeMe Ha nedeHuUe ¢ andakanmaoa He TpaOBa Aa ce npuema PpapMakoJIOrHiHaTa 103a OT BHTaMHH | H
HErOBUTE IIPOM3BOAHM, TIOPaHd BB3MOKHOCT OT JOMBJIHUTENIHH €(eKTH H YBEJIMYEeH PHCK OT
XUNEPKATIHEMHAL.

bpeMeHHOCT H KbpMeHE
Axo cre OpeMeHHa WIM KBPMHTE, CMATATE, 9€¢ MOXKE Ja CTe OpeMEHHA WM IUIAHHpaTe OpPeMEHHOCT,
noceeerpaitre ce ¢ Bamia nekap wim ¢gapManieBT npeay ynotpedara Ha TOBA JIGKAPCTBO.

bpemMennocy
Ilo Bpeme Ha Opemennoct AJIDA [I; Ttpabea ;ma ce mpHema caMO clelJ BHMMATENHA NPELICHKA HA
CBOTHOILLICHAETO [10JI3a-PHUCK.

Knpmene

Brnpekn, ye He € YCTaHOBEHO ¢ abCONIOTHA CHTYPHOCT, MHOIO € BEPOATHO Ja €€ YCTAHOBH NOBHIICHO HUBO
Ha 1,25-nuxunpoxcusuTtaMuH [; B KepMaTa Ha Maiiku nexysanu ¢ AJIDA ;. Tosa ot cBod cTpaHa 61 Mornio
Jla OKAKE HAKAKBO BIIMSHUE BHPXY KAILMEeBUA MeTadOMM3BM Ha KBPMavyeTo U € HeoOXOoauMO Ja ¢e MOMMCIIH
3a MpeKbcBaHe HAa KbpmeHeTo. [Io BpeMe Ha kbppmeHe [I; TpaOea ga ce mpuema caMmoO Clell BHUMAaTe/Ha
MpELICHKa HA CBOTHOIMEHHETO NOM3a-PUCK.

lojgupane n padora ¢ MaINHU

AJIDPA [I; HAMa WM OKa3Ba HE3HAYMTETHO BIHAHHE BBPXY cnocoOHOCTTa 3a wodHpaHe H paborta ¢
MAIIHHH,

AJIDA /13 coabpxka PberbUeHs MACTO
B pemxy ciydad GBCTHHEHOTO MACIIO MOXKE Ja IIPOBOKHPA TEIKKH AlISpTHYHH PCaKilHH.

3. Kak na npuemate AJIPA i

BuHarH npuemMainTe TOBa JICaKPCTBO TOUHO KakTo Bu € xazan Bamus nekap. AkO HE CTe€ CHTYPHH B HEUIO,
nonuTaiite Balus nexap uiH papMaleBT.

HosupopkaTta u npunoxkenuero Ha AJIDA JI; TpaGra na 6baar chOOpazeHH ChC CNEIH(MUHHTE TPH3HALH
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Havanna 0oza:

3a 6cuMKu ROKA3AHUR, C USKTIOYEHUE HA OCMEONOPO3d:
BB3pacTHH: 1 MUKpOrpaM JHEBHO.
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IlatpieHTH B cTapyecka Be3pacT: 0,5 MEUKporpama JHEBHO.

Hena ¢ TenecHo Termo 20 kg u Han 20 kg 6e3 OuOpeuna ocreoguctpodusa: 1 MHKporpam JHEBHO.

Tena ¢ TenecHo terno 20 kg u vax 20 kg ¢ 6u0peuna ocreonucTpodus: 0,04-0,08 Mukporpama/Kg TeJI€CHO
TErJI0 JHEBHO.

Jena ¢ TenecHo terno noa 20 kg: 0,05 MEKpOrpaMa/Kg TEIECHO TETJIO JHEBHO.

OcTteonoposa: 0,5 MHKporpaMa JHEBHO.

ITpu HeoGxoauMocT (cnopel GHOXHMHYHATA peaKlMd Ha OpraHM3Ma) o03aTa TpA6Ba Ja ObJAe¢ KOPHTHpaHa,
3a jia ce u3berne xunepkanueMus. B HAYANOTO Ha NeYeHHETO HUBOTO HA KayiMii B KPBBTA TpaOBa na Obue
ApocniendBaHo Beaka ceaMuua. Jlozara Ha AJIQA JT; Moxe ma 6pae yBenuueHa ¢ 0,25 Mukporpama o 0,5
MuKporpamMa aHesHO. [loBeueTo BB3pacTHH NanyeHTH peardpar Ha AO3H OT 1 A0 3 MHMKporpaMa AHEBHO.
IIpu ycraHoBsBaHE HA KOPEKTHATA 1033, HUBOTO HA KalLMi Mo)ke a Obae MpoCNensBaHO Ha Beaka 2 — 4
CEAMHIIA.

Ilpu namwieHTH ¢ OcTeoManaiys (pa3MEKBAaHE Ha KOCTHTE), JIHIICATA Ha OBbp3a KallHEMHA HE Hajara
YBeIMYABaHe Ha J03aTa. pyrd MoKasaTend 3a peakiid Ha OpraHuM3Ma KaToO Halp. Iia3sMEHOTO HHBO Ha
anKanHarta ¢gocdaraza Morar ga 6bHaT MHOIO I10-TI0JIE3€H KPHTEPHil 32 KOPUIHpaHe Ha 103aTa.

[Toxazarenu 3a peakilMsd Ha OPraHH3Ma OCBEH TOBHINABaHe HUBOTO HA KauIlWii B KpBETa, MOraT la OBJaT
NpOrpecHBHO TIOHIDKCHHE B HUBOTO HA aNKamHata docdarasa, NOHIKEHHE B HHBOTO HA TApaTHPOHIHHTE
XOPMOHH, YBEJIHUYCHO OTAC/IAHe Ha KA ¢ YpHHATA [IPH NALMEHTH ¢ HapylueHa Op0pedHa QyHKI#a, KOCTHA
paauorpadHs H XUCTOIOrHYHHA ronodpenus. Crien HOpManM3HpaHe Ha OHOXHMHYHMTE [apaMeTPH, Ce Halarar
[MEPHOIM HA TO-IIBITO JICUYeHHe TIPEAH Na ce HaOMOoMaRaT paJHONIOTHYHH H XHCTOJIOTHYHH NOJOOpEHHS B
KOCTHOTO BelnecTBO. IIpe3 mepBUTe CEAMULIA OT JISUEHHETO, HECTO ¢¢ Habmoaapa moaoOpeHHe B KITHHHYHHTS
CHMITTOMH - KOCTHAa M MycKynHa Oonka. Korato mMa OHOXMMHYHO W pasmorpauuHO I0KA3aTENCTBO 33
AeueOHMAT e(eKT B KOCTUTE (WM XMIIONAPATHPOMAM3BM, KOTaTO KAMIMEBOTO HHMBO € HOPMAJIM3HPAaHO) Ce
Hajlara o0lara mOATBPIKAINA 034 Ja ce HaMa ¢ okoio 0,25-2 Mukporpama aHeBHO. AKO ¢e Habmonasa
xHnepkaieMus, pueMsT Ha AJIQA [I; Tpa6GBa na ce MpeKpaTH A0 BE3CTAHOBIBaHE HA HOPMAJIHOTO HHBO Ha
kanuii B kpeeTa (OOMKHOBEHO OKOnMO 1 cemmuma). CneA TOBa MoXKe Ja €€ 3allOYHE OTHOBO € V2 OT

IpeIHILHATA O34,

brnOpeuno-kocTHa 6oaecr (GnOpewHa ocTeogucTpodns)

IlaleHTH, KOHTO BEY€ HMaT BHCOKO HHBO Ha KaJllHH B KpbBTa, MOXE Aa pa3sBHAAT AaBTOHOMCH
XMIIEPIAPATHPOHIH3bM. B To3M ciIyvail Te Moxe Aa He ce HNOBIHAAT oT Andakanuuaon H Tpabea na ce
OOMHCIIAT APYTH BAPHAHTY 3a JICUCHHE.

[Ipu mampeHTH ¢ XpOHMYHO OBOpeuHO 3a0oiaaBaHe € Oco0E€HO Ba)KHO YECTO A c€ NMpoBep:ABa HHBOTO Ha
KaJIHi B KPHBTa, Thi{ KaTO MPOTBDKUTEIHA XHIIEPKAINEMHA MOXKEe JOTTBIHATEITHO Ja YBpenn Os0pednata
(hYHKIHA.

Ilpemu u mo BpeMe Ha JiedeHHe ¢ Aurakaniunon, TpAOBRa CBHINO Ja Ce TPeIBHAH H NpHeM Ha docdar-
CBBp3Balld NpPOAYKTH 3a NpedoTBparsBaHe Ha xunepdocgaremus. Jleua ¢ 6s6peuna ocreoqucTpodua ce
HYKIAAT OT MO-BHCOKH JO3U B CPABHEHHE C BB3PACTHHTE M MOXKE JOPH Ja MOJy4YaBaT A03a 34 Bb3PacTeH
[ALHEHT,

XHOONAPATHPEOHIH3IBEM

Huickoro HMBO Ha Kanuuii B KpEBT2 MOXe J1a ObJle ONACHO H € BE3MOKHO A3 ObJe BB3CTAHOBEHO MO-0Bp30
N0 HopMmallHoTO upe3 npueM Ha AJIQA ]I;, orkonkoro upes nmpueMm Ha BuTamuH JI. Texxkxa ¢opMa Ha
XUMNOKAJIEMHS € KOPHTHPa MHOTO NMO-0bp30 ¢ N0-BHCOKH 103U AJIDA JI; (Hanp. 3-5 MUKporpama) 3aeqHo
C XpaHHTEIHH J00ABKH, ChABPIKAIHA KaJILIHH.

XHIEepOAPATHPEOHAHIBM

[Ipy nmanueHTH, HY>KOACLIM CE€ OT ONEpalvsd 3a [ThpBAa WM TPETa CTCMCH HAa XUNCpPNapaTUPEOOH3EM,
npeaonepaTMBHOTO JieueHHe ¢ AJIPA J1; 3a 2-3 ceaMuim MoXKe 1a HAaMAJIH KOCTHATa 00JKA 1 MAOMATHATA
(3abonABaHe HIM HEHOPMAIHO CBCTOSHHUE Ha CKelNeTHaTa Myckylarypa) Oe3 YISKHABaHE Ha
XUIIEPKATUASMHATA. 3a Aa 6 HaMajdud PUCKa OT CleJoNepaTHBHA XHIIOKAJILIMEMMA, TpﬂﬁBa aa Onae

AO IIOABA Ha XHIICPKAJIITHCMHAL.




XpaHHATe/IeH H MajIa0copOTHREH PAXHT H 0CTeOMAJANHA (pa3MeKBaHe HA KOCTHTE)
ManabcopOTHBHaTa ocTeoMananua, KOATO CHOTBETCTBA HAa rojieMH Ao3d oT IM uimH BHTaMHH 3 e
OTroBaps Ha MaIKH nepoparHe Aoz oT AJIQA [1;. XpaHHTeIHUAT paxHT U OCTeOManauHaATa (pa3sMeKBaHe
Ha KOCTHTE) Morat Aa Obaar JiekysaHu 0bp3o ¢ AJIDA [1;

Xuanodochatemuruen BATAMHH J-yCeTOHYHB PAXHT H 0CTEOMAJIALIHAS

Hopmamao mosure ot AJIDA J1; Obp30 o0iekuapaT MHOTIATHATA (3a00/ISBaHE HIM HEHOPMAJIHO CBCTOAHHE
Ha CKeJIETHaTa MyCKYJaTypa) W [IOBMINABAT 3afbpxaHeTo Ha kaauusA H (ocdata. [IpH HaKkoH namenTH
MOJKE J1a ¢€ HaNOXKH U npreM Ha Ooraty Ha gocdar xpanuTenand A00aBky. B Te3u ciydan HUTO IpHEM Ha
romeMu 103 or BuramuH JI, HHTO Ha OoratH Ha (Qocdar xpaHuTe)lHA A0DABKH MOXKE Aa AagaT
3aI0BOJIUTEINIEH PE3YJITAT.

IlceponenoumbucH ([A-3apucumM Thn I) paxur n ocTeomananus (pasMeKBaHe HA KOCTHTE)
JoObp xpaHuTeNeH peskHM H nepopaicH npueM Ha AJIDA J; ca epeKTHBHU B yCIOBMATA, KOHUTO OHXa
H3HCKBAJIM BHCOKH J03H OT BUTaMHH [,

OcTeonopoza

CnaboT0 ycBOABaHE Ha Kalumii OT KOCTHTE € XapakTepHa ocoOeHOCT Ha OCTeonopo3ara (HamMaidBaHe
o0eMa Ha KOCTHATa Maca ¢ IMPEeyCTPOMCTBO Ha CTPYKTYpaTa HAa KOCTTZ) HE3ABUCUMO JIalM € CTapyecKa,
CTePOHA-HHAYLIHPAHA WIM € BCJEACTBHE Ha MeHomay3a. [IoHmwkaBaHeTO Ha BRTpemHara abcopbuusa Ha
KaJdlHil € CBBP3aHO ¢ HHUCKO HHBO Ha 1,25-muxuapoxcuBdTaMuH [z 1 MOXE Ja ce HOpMAaJM3Hpa dpes3
MQJIKH, MO-CKOpPO IICHMXOJIOTHYECKH [03H Ha IepopaJHO IpHemaH Andakanuanon (ofukHopeno (0,5
MHKporpaMa). IIpenopsunTendara mommspkama moza ot 0,5-1 MHKporpam OHEBHO He TpsaOBa ma ce
npeprmara. [logoOpeHara kanuueBa abcopbuys € cBbp3aHa ¢ YBeNMUYaBaHE Ha KalllMd B YPUHATA, YHATO
CTOHHOCT 3aBHCH OT J03aTa AJakalIuuaol B KaIN|epaTa JHETA.

CrieoBaTeIHO JOITBIIHHTENEH NMPUEM Ha KalLHil ce Iperophupa caMo IIPH MALHEHTH ¢ OCTEOMopo3a, [pH
KOHTO KAIIUEBATa AWETa € HegocTaTh4Ha. lIpH no-ronsMa yacT or nafUeHTHTE € MHOIO NO-TIOAXOAAII0
1a ce MOoAABPKa A03aTa Ha Andakaliyaoa OKOJI0 peJOBHATA, Ype3 BCEKHIHCBSH MPHEM Ha KaJILHHA.

AKO cTe NpHEJTH NpHeJId noBeu¢ OT HeoOxoaumaTa no3za AJIPDA [,
IlpieM Ha MHOrO roisMa /1033 BUTaMHH [l BOAHM 0 pa3BHTHE HA XHNEpKaNUMeMHs, CHMITOMHTIC Ha
npeao3upaHe BKIIKOYBAT H3TOLICHHE, FaJicHe, MOBPHIIAHE, ONHYPHI H [IaBOOOIHE.

4. BbiMoxknu HexKeTaHH peaKIHM

HexxenannTe jiekacTBeHH peakudd COHKHOBEHO ¢4 CBLP3aHM C XMIICPKANIMEMIAs (NOBHINEHO KOMHYECTBO Ha
KAMUMH B KPBBTa), KOATO MOKe Aa ObJe NPOBOKHMpaHa OT JICYCHHETO ¢ AI(paKamHION H B ¢ay4ail Ha
OBOpeuHo yBpeXknaHe ¢ xunephocdareMusa (MOBUIIEHO KOMHYeCTBO Ha docdar B kpeBTa). [IpH NaumenTH Ha
XHUIEpKAILEMHYHA THATH3A, TpIOBa Ja Ce B3eMe MPeABH Bb3AMOKHOCTTA OT KAIIHEB MPUTOK OT AHAIH3aTa.

He ca u3BeCTHH ApyrH HeskenaHH JICKACTBCHU PeaKIMy, KOMTO MOTAT Aa ¢€ CBBPXKAT JHUPEKTHO C JICYEHHETO
¢ alndakaIEaAoN.

AKO 1o BpeMe Ha JeueHUueTo ¢ AJIQA [I; 3abenexure HexelaHa peakUds HEOHMCaHAa B Ta3H JIMCTOBKA,
MoJIA yBeaoMere Bamund nekap unH apMaliesT.

CroldmaBaHe HA HeXe/IAHH peaklHM
AKO NOJNYYHUTE HAKAKBY HeXKeNaHH JIEKAPpCTBeHH peaklidH, yBeaoMeTe Baluus nekap wid (papMaleBT WiH
MEHITAHCKA cecTpa. ToBa BKIOYBA BCHMKH BB3MOXHH HESOMHCAHH B Ta3H JIUCTOBKA HEIKEIAHHM peaKLUM.
Moskere CBINO Aa CHOOMMTE HeXkeJIaHH Peakumy JMPEKTHO Ype3 HallHOHAIHATa CHCTEMA 33 ¢rolImaBaHe,
B M3mbiaMTeHA areHIus N0 JekapeTsara yi. ,Jaman I'pyes” Ne 8, 1303 Codus, Teun.: +35 92899&415’

yebcaiir: www.bda.bg. KaTto crobniaBare HexkelaHH peakiiiy, MOXeTe 1a OajeTe CBod npn;p’c’aét AT A T
A
MOJyYyaBaHe Ha MoBeue HHGOPMAalHI OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRO. A SECTINN
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S. Kak na enxpaunsnpare AJIPA [;

He msnonsBaiiTe TekapcTBeHUs NIPOAYKT i€l CpOKa Ha TOMHOCT 0TOe/A3aH BhPXY KapTOHeHATa ONaKOBKa H
bnrcTepa, cnel “l'oaeH no:” CpoksT Ha FOAHOCT OTrOBaps Ha NOCACAHHS ACH OT NMOCOYEHHA MECCIL.

Ja ce cpxpaHaBa B OPUTHHAIHATA ONAKOBKA.

Jla HE ce MOCTaesl B IPyra OMaKOBKA.

Ia ce cpxpansBa rog 25°C.

Ha ce cpxpaHsaBa Ha MACTO, HEAOCTHIIHO 3a AClia.

IIponykTa ce OTIIyCKa CaMO MO JISKApCKO IpeaIHCaHHE.

He u3XBoLpndgiiTe JeKapcTBaTa B KaHATH3ALUMATA WA B KOHTeiHepa 3a JoMalllH# oTnaasu. Ilomuraiire
Bamng ¢$apManeBT Kak Ja H3XBHPJAATE JIEKapCTBaTa, KOMTO BeYe HE H3IOM3BaTe. Te3n Mepkd I
CTIOMOrHAT 3a Ofa3BaHe Ha OKOJIHATa Cpeaa.

6. CouabpKaHHe H2 ONAKOBKATA H AONbJAHETEIHA HHPOpMANHA
KakBo cbanpxa AJIPA 1,
. AxTuBHOTO BemiecTBo ¢ andaxkammpgon. Bceska kancyna, Meka cpabpxa (0,25 MukporpaMa
anQaKaImMao.
. Jpyrure cbeTaBKH (TTOMOIIHH BEIIECTRa) ca: IMMOHEHA KHCeIMHA De3BOHA, NPONMIWITaIaT, BUTAMHH
E (at-Tokogepon), eraHon 6e3BoaeH, rbCTHUSHO Macio, pa(HHUpaHo.
. (OOBHBKATA Ha KeNaTHHOBATA Kancyya Ha AJIQA J1; 0,25 MuKporpaMa ChIbprKa: JKEIaTHH,
rnunepon 85%, aaunprcopd 85/70, xene3eH okcun, yepeeH (E172).
* Mactwio dwepHo S-127794 cexepka: memnax, xenezeH okcua, ueped (E172), n-Oyranon,
NEHATYPHPAH €TaHOJI, H3OIIPONMJIOB AJIKOXOJ, MPOIHIEH TITHKOJ.
* MacTtiwio vepno S-117823 crpabpxka: IUEUIAK, XxkeneseH okcu, vepeH (E172), n-6yraHon, aMOHHEB

XUAPOKCHA 28 %0, H30MpOIIOB AJTKOX0J, [IPOIIEH INTMKOI.

Kak n3riexaa AJIPA /1; 0 KaKBO ChABPAKA ONAKOBKATA
Kancymare AJIQA J1; ot 0,25 MuKporpaMa ca kahsBodyepBeHH ¢ YepeH Haamuce (,25.

IIpuTexkaTe) HA pa3pelieHHETO 3a ynoTpeda
Tea QapMaciotuksic brarapus EOO/]

vi. H.B. I'oron 15, er. 1

1124 Cogus

bearapus

Ilpor3BoauTen

Teva Pharma B.V.

Computerweg 10

3542 DR Utrecht, P.O.Box 43028

Hupepnanaus

Pharmachemie B.V.
Swensweg 5, Haarlem, P.O.Box 552
2003 RN Haarlem

Hunepnangus

Jara Ha nocjegHo 0a00peHHe HA JIACTOBKATA



