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JIHCTOBKA 3A IIA]_[HEHTA L -.v o " ininuoujﬂ-nw nnnnnnnnnnnn ”:
HEQOKAJNIWH® HASAJIEH CHPEH 100 TU/TO3A
NEOCALCIN® NASAL SPRAY 100 IU/DOSE

1.1 TBPI'OBCKO HAMMEHOBAHHE:

HEOKAI{VH®

NEOCALCIN®

Jexapersena gopmal/cnanpxanue: HASAJIEH CITPEM 100 LU./I03A
Axteuo semecrso: CUHTETHMYEH KAJHIMTOHIH OT CbOMI'A

1.2 ChABPIKAHVE

AxTHBHO BemecTpo: KannutoHuH 0T choMra

Ilomommn pemiecTpa: Hatpres xiopux, HaTpraes meTrimapaten E219, natpuen
nponanmapaben E217, narpues enerar, 0.1N xropoBooposina KUCENNHA, ASCTANHpaHa
BOZA.

1.3 JEKAPCTBEHA ®OPMA
Hasanen crpeii, pastsop.

1.4 CHABPXAHUE HA AKTUBHOTO BEIHECTBO:
e NEOCALCIN 15 nozn: Beaxa 6ytunxa ceabpixa nore 15 nosu or 100 LU,
CHHTETHYEH KANIATORKUHE OT CHOMIA B cripeif.
e NEOCALCIN 28 no3u: Bedxa OyTunka ceabpixka oHe 28 qozu ot 100 LU.
CHHTETHYEH KANLMTOHIHE OT ChOMI'a B CHIpEr.

1.5 OIIBCAHME HA OHAKOBKATA:
HEOKAJIIIMH nazanen ciipeii npeacTapiisiBa Oe31BETEH, TWCT Pa3sTBOP, CHABPIKAI c€ B SMA
cTekAeHa 6yTUIka, 000pyABaHa CBC crpeii-ioMia ¢ GPOSIH ce JO3H.

o ®OIAKOH OT 2MIJI (15 A031)

o GOJAKOCH OT 4MII (28 OO3H)

1.6 PAPMAKOTEPAIIEBTAYHA I'PYIIA
JlexapcTBo, cikpamo 3arybata Ha KOCTH2 Maca.

1.7 HPETEIKATEJ HA PA3PEINEHUETO 3A YIIOTPEBA
HEO BAJIKAHIKA 00O

1.8 IPONU3BOJIUTEJ
PHARMANEL PHARMACEUTICALS S.A.

2. KAKBO TPABBA JIA 3HAETE 3A MEIIHMKAMEHTA, IPEAIIMCAH OT
BAINHA JIEKYBAIN JIEKAP.

2.1 Ooma madopmanus

KanmuTOHHHET € ¢IMH OT XOPMOHHTE, PeTyIIHpaIny Kamuesmnst MetadomussM. Tol uma
NPOTHBOMONMKHO AelicTRHE Ha TOBA Ha MapaTXxopMoHa. KaluTOHHEET 3H&‘II¢IT€JII—IQ¢"“ Al iy s
HAMAIlBA KATINHS, OTASILAIN C¢ OT KOCTHTE IIPH CBCTOIHHS ¢ BUCOK KOCTHO-MMHEpAIEH TN
MeTaboMU3EM, KaTo HanpuMep OosecT Ha Paget 11 dopMu Ha ocTeonoposa, xap ‘fecfi n‘panm R
ce ¢ IOBUINEHa KocTHA pe3opbius. [lopanu namanenata penansa peabeopduus: ﬂ%la, Gmbam DR
HaTpHH U KaJIiuii, KaMuETOHMEET YREIHYaRa eKCKPEIIHITa Ha KallIi, unpKyJIHpetm BBB o




BHCOKHM 03K, OCBEH TOBA KalIHTOHUHBT HaMAlIBa CTOMANIHATA 1 [IaHKpeaTHYHATA
ceKpelis, 6e3 a IOBNHIRA CTOMAIHO-IPEBHAS MOTHARTET. I TaBHAaTa UEN HA KaNIUTOHHHA
¢a kocTuTe. BCHUKH KOCTHH e(heKTH Ha KaIOUTOHHHa CE& PA3BHBAT IOCPENCTBOM
OCTEOKIACTATE, BEPXY KOWTO Ca Pa3[ONOKEHH PETICNTOPHTE 32 XOpMoHa. Kam HTOHHABT
Hamaisipa Opos M aKTUBHOCTTA Ha OcTeoKIacTHTe. KalmpuTOHHHET 0T ChOMIa & OGHOIOrHIHO
TI0-aKTHBEH OT OPYI'H BHAOBE KAIIHUTOEWH OrarofapeHne Ha MHOTO HO-TONEMUS CH aMHHTET
KBM PEEIITOPUTE ¥ MHOTO II0-TOISMATA PE3UCTEHTHOCT Ha MeTabonutra dparMeRTanus.
Cruep npoabbKHTENHA YIOTpeOa Ha KaIUTOHHH 0T choMra 3a 7-12 mecenia ce pasBusar
aHTHTENA KBM XOPMOHA, HO TOBa PAAKO OKA3Ba BIHSAHNE BBPXY KIHHHIHASA edekT. Kaxerro €
CIy9adT ¢ BCEKH JAPYT BHJA KaNATOHUH, ¥ KANMIHUTOHUHET OT CbOMY'a, KOTATo € MpKiiaral
XPOHHYHO HA DAuKCHTH ¢ GonecT Ha Paget, Moxke Ja NpeU3BUKa IIPH HAKOH OT TSX.
ypaBHEABate HilH NOBHUIABAHE CTOMHOCTHTE Ha ankalHarta docgaTaza B cepymMa U Ha
XEXPOKCHIPONUHEA B ypuHata. To3u heHoMeH Hali-BepOATHO Ce ABIDKH Ha CHIECTBYBAHETO
Ha OCTEOKIACTH, KOUTO CA PE3HCTEHTHH HA XOpMOHA. B TaxyBa cliydan NeKyBaImusT Hexap
TpAGBa a OpelleHd Dald JeYeHACTO Tpaoea Ja 6616 IpoXb/DKEHO, Ha 0a3ara Ha KIHEHYHATA
KapTHHAa.

HEQKAJIWH cpmppika CHHTSTHYCH KalWTOHHHE OT ChOMTa, HAIIBIHO CBODONEH OT 4yKAH
HKHABOTHHCKH JIPOHCHHH.

2.2 HOKA3AHUA
Jlewenne Ha YCTAHOBEHA NOCT-MEHOIAy3HA OCTEONOpO3a C el Aa ¢e HaMalHd pucKa OT
peprebpanuu ¢paxTypd. He e Ouno JeMOHCTpHpAaHO HAaMaleHME HA PHCKA OT Gefpern

$paxrypu.

2.3 TMPOTUBOUHOKA3AHMA

CBpBEXUYBCTBUTEANOCT KeM KamnuTopuH. [Ipmnoxenwero Tpsibpa Ja ce H30arBa IpH
OpeMEHHH XeHH WM KbpMemu Maiiku. KanmuroHus € HpOTHBOIOKa3aH DpH HAiUeHTH C
XANIOKAMIEMHAS.

2.4 CHEUWAJHW IPENAYIPEXXJIEBHS W IIPEXIIASHE MEPKH ITPHA
YOOTPEBA

2.4.1 Oomn

ITpu maIyieHTd ¢ XpOHHYEH PUHAT NPHIIOKEHMETO Ha MHTPaHA3ANeH KalltHTOBKH Tpabsa Aa
cTaBa IO PEAOBHO JIEKAPCKO HaldNofenne opay nosrmesaTa OHoHaAIMYHOCT B TAKKBA
ciywan. [Tpy mauweHETH, CKIOHMHA KBM allepruyHH Peaknnu, Koxusara mpoba e
HpeNopHYKTeNHA IpelH 3anousane Ha TepanusTa. KogcynTupaiite ce ¢ Bamis nexysaiy
nexap.

Hpednocmaegxu 3a yrRompeba

JIeuenHeTo ¢ KAMUTOHMROBH IIPEnapaTy € NOKa3aHo B ciIydad, KOraTro KOCTHaTa Maca € I10-
MaJIKO HIIM H3BBH CHOTBETCBAHIOTO HA BH3DaCTTa H TI0JA CTAHAAPTHO OTKIOHEHHE, B
HOPHCHCTBHETO Ha PHCKOBK (haKTOpH 3a OCTEOIIOPO3a U NO-HATATELIHM BIOMABAINN %
(axTopH.

a ce urta npedeud no epeme Ha ynompeoa

Koraro ce 3anoune nedeBEET0 ¢ KAMUTOHME OT ChOMTa, B PEAKH CIIyYaH € Bh3MOXKHO Ka ce
Habmo/iaBa KpaTKOTpaifHo, HO 2HAYATENTHO NOBUIICHNE Ha HATPHEBATA M BORHATA CKCKPEIHs.
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KanmuToHHEET HE ce IpeloprdBa 3a Jella.

2.4.4 Edexra BEPXY cioco0HoCTTa 32 MOQUpaHe ¥ yIpaBiaeHne Ha MATTHHE
HprpanasansusT KaNIATOHRE MOXKE N2 PHYHHA KPATKOTPaHa 3aMasHOCT.

2.4.5 Coenuajins NpegynpexIeHns HO OTHOEHHE Ha IIOMOIHUTE BEMecTsa
Hsva raxuea.

2.5 JEKAPCTBEHH U JPYI'Y B3ANMOJEHCTBHS
He ca orfenaspapy B3auMOneiiCTBIA HAX HECHBMECTHMOCTH ¢ JAPYTH JiekapcTaa Wk
cyOCTaHIIMH.

2.6 AO3HPOBKA
s 3atenexka: IIpenu nppsara ynoTpeba Ha Ha3aHIS CIPeH, IIOMIIMIKATA Ha H3JEIHETO
TpsiOBa na OBAe HATHCHATA HAKONKO IIBTH (6 IbTH) YCIIENIHO, JFOKATO IIBPBATA 1032
6Bxe qocTaraara. Ciex ToBa OyTUIKATa MOXKE [1a ce CHXPaHsABa IPH CTalHa
TeMEepaTypa ¥ ChALPKaHHeTO H 2 OB/l H3MON3BaHO B PAMKUTE Ha 1 Mecert.
IpemopryBanata Fo3a Ha HATPaHA3aJICH KaIIMTOHHUE 32 IEYeHHEe Ha yCTaHOBEeHa ITOCT-
MeHomaysHa ocreonoposa € 200 LU. va nen. Mznonssanero Ha HHTpaHA2alcH KAIIHTOHHEH CE
TIIpenophyBa BBB BPE3KA C aNeKBATHHA MHTEHK Ha kannus u suTaMuH D. Jlevennero Tpsabea
Jla ce Ha3HaYaBa 3a JBIEI IEPHOA OT BpeMe.

2.7 HPEAO3UPAHE B JEYEHHE
o arec He ca OMIH FOKIANBAHK CEPHO3HH PEAKIIHH B PE3YNTAT Ha IPERO3UpaHe.

2.8 HEXEJAHM JEKAPCTBEHH PEAKITHHA

CTpauyiuy peakipy oT oOIg XapakTep (TageHe, IOBphIIaHe, 3aUePBABAHE Ha IUNETO H
pRIETE, KoxKEH 06puBH), cBpp3any npu 10% oF ManuenTHTe ¢ HapeHTepansara ynorpeba Ha
KaIHUTORHH, MHOTO PAAKO Ce TOABSBAT P HHTpaBa3antarta Gopma Ha neyenue. MectaHr
PEaKIHE KATO PUHUAT, PHHOPes B CYXOTA UM KOHIeCTHs Ha HOCHATA JIIaBHia ca 61y
HaOmIoJaBaHA HOHAKOTA.

2.9 KAKBO TPSIGBA JIA 3HAETE B CIVYAY HA IIPONYCHATA JO3A

Axo TpsOra fa mpHeMate IEKApCTBOTO FHIF0 BpeMe ¥ CTe IPOIYCHAIH 033, TpsI0Ba Aa
B3eMeTe KOJIKOTO Ce MOKe HO-cKopo. AXo obade BpeMeTo 3a cliefBalliara o3a € Beye 0.Im30,
He NpHeMaliTe IpOMycHATaTa 033, 4 IPONBIDKETe TeUCHHAETO NO OOUJaiHus HATHH.

He nyOmipaiite 103H.

2.10 CPOK HA T'OAHOCT HA IIPOAYKTA
Toit € ykasan BppXy BHIpEUIHATA U BRHIIHATA OllakoBka. He nsmonseatite 1ekapcTBOTO, aKO
CPOKBT Ha TOHHOCT € M3TEKEIL.

2.11 CIIEINMAJHE IPEQYIPEXTEANS 10 OTHOIHEHWUE ChbXPAHEHHETO
BA HPOOAYKTA

HEOKANITWH nmasaneH cipeii TpabBa Jia ce chXpaHsRa B XIagunsEuk (2-8°C) npe,u;H
ymorpe6a. Cren oTBapsiHe GyTHIKaTa MOXKE Ja ¢e ChXpaHspa IIpH CTalHa Te

Tps6Ba Aa ce W3MOoN3BA B pamknTe Ha 30 g /}Q Sl f f““
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s Topa nekapcTeo e 6uio npeamucano or Bamust leKyBany ieKap U € NpeHa3BadeHo
caMo ¥ eHHBCcTBeno 3a Bamus meyanurcks npodnem. To we Tpsadea fa OB4e JaBaHO
Ha JpyTH X0pa HilK H3IIO0K3BaHO 3a Apyra Gonect, 6e3 pe/IBapATENHO A4 ce
KOHCYITHpaTe ¢ Bamusa nexysani nexap.

* AXO IO BpeMe Ha Kypca Ha JIedeHUe ce ITOSBU HAKaKbB IIpobleM, CBEp3aH ¢
NeKapcTBOTO, O Hall-OBp3usa Hauny uHpopMupatiTe Bamus mekyramt nekap UiH
dapManienTa, OT KOTOTO CTE TO 3aKyHHIIM.

* AKO EMaTe HAKaKbB BRIPOC, KacaeH HHpOpManysd, CBbp3aHa ¢ JISKAPCTBOTO, KOETO
NpUeMarTe WK AMaTe HyXKAa 0T MOUBIHHTEIHE pa3scHeH s 0 OTHOICHHE Ha Banmist
MemunuECKE pobieM, He ce xonebaiiTe na norckare nHbopMarus oT Bamms
JIEKyBam JieKap M OT (papManesT.

s JlexapcreoTo, koero Bu e npexnucano, Tpsabpa jna Obie NpUMaHo criopes JajeHuTe
HHCTPYKIIHH, 32 Aa 651¢e edeKTHBHO 1 He30macHo.

» B unTepec Ha Bamata 6e30nmacHOCT 1 31paBe € Ja IpoYeTeTe BHUMATEHO BCIKA
uHEGoOpManys, CBEP3aHa ¢ IeKapcTBOTO, koeTo Bu € IpeAimcaHo.

¢ He cexpauspaiite IexapcTBOTO B OaHATa, THi KaTo TOIUIMHATA M BljaraTa MOTar Aa o
OPOMEHAT ¥ Jla IO HallpaBAT BpeRHO 3a Bamrero 3xpase.

e He cpxpassraiite JeKapcTBOTO NO-IBIT0 OT HEOOXOMMMOTO HIM CHEN KaTO & H3TEKBI
HETOBUST CPOK Ha FOJHOCT.

¢ 3a mo-romsMa 06e30IacHOCT TIa3eTe JIEKAPCTBOTO OT AETa.

4. HAUWH HA IIPEATIICBAHE
TJo nexapexo npenIucaHue.




