MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA TPOAYKT
FOSAVANCE 70 mg/2 800 IU TabneTku
FOSAVANCE 70 mg/5 600 IU Tabnetku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
FOSAVANCE 70 mg/2 800 IU Tabierku

Bceska Tabnetka cpappika 70 mg anenapoHoBa kucenuHa (alendronic acid) (kato HaTpuil TpUXUIPAT)
u 70 muxporpama (2 800 IU) xonekanuugepon (cholecalciferol) (Butamun Dy3).

THomownu gewecmea ¢ uzgecmuo deticmaue
Bcesika TabneTka chappika 62 mg Jiakro3a (KaTo JIakTo3a, 0e3BoqHa) U 8 M 3axapo3a.

FOSAVANCE 70 mg/5 600 U tabnetkn
Bcesika Tabnetka cpappika 70 mg anenaponosa kucenuHa (alendronic acid) (kaTo HaTpHid TpUXHUAPAT)
u 140 mukporpama (5 600 IU) xonexammdepon (cholecalciferol) (Buramun Ds).

Tomownu gewecmesa ¢ uzeecmno deticmeaue
Bcesika TabneTka chabpika 63 mg akto3a (KaTo Jlakto3a, 0e3BoaHa) u 16 mg 3axaposa.

3a IBJIHUA CIIMCHK HA IIOMOIIHUTE BEIECTBA BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabmerka

FOSAVANCE 70 mg/2 800 |U TaGnerku

Bbenu 1o nmoutu Oenu Tabnerku ¢ hopma, MoTUGUIMPaHa KaTo Karcylia, MApKUPaHU ¢ KOHTYPH Ha KOCT
OT eHATa cTpaHa u ,,710% ot mpyrara.

FOSAVANCE 70 mg/5 600 U Tabnerku
benu 1o moutu Genu Tabnetku ¢ popma, MomUHUIIpPaHa KaTo MPaBOBIBIHUK, MAPKUPAHU C KOHTYPHU
Ha KOCT OT €[lHaTa cTpaHa u ,,270“ oT npyrara.

4. KJIMHUYHU JAHHHA
4.1 TepaneBTUYHU MOKA3ZAHUS

FOSAVANCE e nokasaH 3a je4yeHie Ha IOCTMEHOIay3Ha OCTE0N0pO3a MIPH KEHU C PUCK OT
ButamuH D HenoctarpuHocT. Toli HaMansBa pucka ot BepTeOpaiHu U OeapeHu QpaKkTypH.

4.2 /lo3MpOBKa M HAYMH HA MPUJIOKEHUE

2 !031/1[ )OBKa

HpenoquHTenHaTa J03a € €JHa TabaeTka CIYH IIbT HA CCAMUIIA.

[TanmenTure cnenBa qa ObIaT HHCTPYKTHPAHH, Ye ako nporrycHat enHa 103a FOSAVANCE tps6Ba na
B3eMar eHa TabJeTKa Ha CyTpUHTA, clie]] KaTo cu coMHAT. He TpsiOBa 1a B3emar aBe TaOJlETKH B €IWH
W CBIII JICH, a 1a Ce BbpHAT KbM MIPUEMAHETO Ha elHa TabJeTka CEAMHUYHO, B ICHS IbPBOHAYATIHO
OIIpEe/IeNIeH B TAXHATA CXEMa Ha JICUCHHE.

[lopanu xapakrepa Ha OonectHus npouec npu ocreonopo3a, FOSAVANCE e npenna3HaveH 3a
HIPOIBIDKUTETHO IPUIIOKEHHUE.



OnTrMaHaTa MPOABIDKUTSIHOCT Ha JICYEHHUETO Ha 0CTEOIopo3a ¢ OudpocoHaT He € yCTaHOBEHA.
Heo6xonumocTTa OT IpoAbIKaBaHe HA JIEUEHUETO TPAOBa NEPUOANYHO [1a CE IPEOLICHsIBAa Bb3 OCHOBA
Ha MOJI3UTE U NoTeHUHaIHuTe puckose oT npunaraneto Ha FOSAVANCE nipu Bceku oTnienex
MaIMeHT, 0COOCHO ClIe/ 5 WK TIOBeue TONMHH Ha yHoTpeoa.

[TanenTute TpsAOBa Aa MONTyYaBaT JOMBIHUTEIHO KaJILMH, aKO IPUEMBT C XpaHaTa € HeloCTaTh4eH
(Bx. Touka 4.4). Tpsi6Ba 1a ce mpelLeHsIBa HHIUBUIYATHO T0OaBsIHETO Ha BUTaMuH D, xaro ce nma
IpeABU] MPUEMAHUAT C BUTAMMHHU M XPaHUTEIIHU J00aBKH BUTaMMH D.

FOSAVANCE 70 mg/2 800 |U TabaeTku
ExBuBanentnocrta Ha mpuema Ha 2 800 IU Butamun D3 cenmuuno or FOSAVANCE kbM exxenHeBHO
npuemanus BuTamuH D 400 IU He e mpoydeHa.

FOSAVANCE 70 mg/5 600 U Tabnetku
ExBuBanentHocrra Ha npuema Ha 5 600 IU Butamun D3 cenmuuno or FOSAVANCE kbM exenHEeBHO
npuemanus ButaMuH D 800 IU He e mpoyueHa.

Cmapuecka sv3pacm

ITo BpeMe Ha KIMHUYHUTE TPOYYBAHUS HE ¢ 3a0elsa3aHa 00yCIOBeHA OT Bh3pacTTa pa3iinKa B
npodunute Ha epUKacHOCT WK Oe30macHOCT Ha aneHapoHar. [lopaau ToBa He ce Hajara KOPEKIHsl Ha
J103aTa MpH NPUIOKEHHE B CTapYecKa Bb3pacT.

bvopeuno yepeacoane

[Mopanu nurnca Ha kauandeH onut FOSAVANCE He ce mpenopbyBa py MalMeHTy ¢ ObOpedHO
YBpEXKIaHe, IPU KOUTO KPEaTHHUHOBUAT KIUPBHC € mof 35 ml/min. He ce Hamara kopurupase Ha
Jlo3ara mpH MAIMeHTH C KPeaTHHUHOB KIUPBHC HAA 35 ml/min.

THeouampuuna nonynayus

bezomnacHoctTa 1 epurxacrocTra Ha FOSAVANCE 1pu nenia Ha Be3pact oy 18 ronuHu He ca
ycTaHOBeHU. T0O3H JIEKAPCTBEH MPOIYKT HE TPsiOBa Jia ce M3I0JI3Ba MPH Jiella Ha Bh3pacT IMoJ]
18 roauHM, THI KaTO HAMA HAJIMYHU JIAaHHU 32 KOMOWHAIUATA aJIeHIPOHOBA
KHCeTHa/Xonekanudepon. HamnuanTe moHaCTOSAIIEM JaHHM 32 AJICHIPOHOBA KUCEIMHA MTPH
MeAnaTpuYHaTa MTOMYJIANKs ca OITUCaHu B Touka 5.1.

Hauwn na IPHUITOKCHHUEC

3a mepopasHo IPUIIOKECHHE.
3a ;1a ce ocUrypH aJieKBaTHO abcopOMpaHe Ha alieH/IpoHaTa:

FOSAVANCE Ttpsi6Ba fa ce mpruemMa caMo ¢ Boza (Bojiarta He TpsiOBa Jja € MHHEpaTHa) HE ITO-MaJIKO OT
30 MUHYTH IIpeJy IBPBOTO IIPUEMaHe Ha XpaHa, TEYHOCTH WX JIEKAPCTBEH MPOAYKT (BKIIOUUTETHO
AQHTHALM]IY, KaJIIUEBU J0OABKH U BUTAMUHHM) 3a JeHs. ChIIECTBYyBa BEPOATHOCT OCTAaHAJIUTE TEYHOCTH
(BKJIFOUHMTEIIHO MUHEPAITHA BOJIA), XPaHH U HIKOH JICKAPCTBEHH TIPOJYKTH Jia peayupar abcopouusta
Ha aJeHApoHaT (BX. Touku 4.5 u 4.8).

HHCTpyKIMUTE TIO-T0Ty TPSOBA Ja c€ CISABAT B YKa3aHUA PEJ, 3a JIa CE CBEAE 0 MUHUMYM PUCKBT OT
Jipa3HEHEe Ha XPAHOTPOBO/IA M CHIIPOBOXKIAIIUTE TO HEXKETIaHU PEaKIuH (BXK. Touka 4.4):

. FOSAVANCE Tps6Ba 1a ce npreMa caMo CyTpHH, CJIef] CTaBaHe OT ChH, C ITbJIHA Yala Boja (He
mo-Majiko ot 200 ml).

. ITanmmentute TpsiOBa ma monreinar Tadmerkara FOSAVANCE msna. [larmenTute He TpsOBa 1a
YYIAT WIK AbBYAT TaOJNeTKaTa WK JIa s OCTaBAT JIa CE Pa3TBOPHU B yCTaTa UM, IOPaIu
BB3MOXHOCTTA JIa C€ MOJIy4aT YIIepallii Ha XpaHOIIPOBOIA.



. [NanuenTure He TpsaOBa Aa narar noHe 30 munytu cnen npuemane Ha FOSAVANCE u morar aa
JIeTHAT e[[Ba CJIEJ 'bPBOTO CH XPaHEHE 3a JEeHS.

. FOSAVANCE He Tpsi6Ba fa ce B3eMa IIpeIu JisiraHe WK MIPEAN CTaBaHe OT ChH.
4.3 IIporuBonoka3zanus

- CBpPBXUYBCTBUTEITHOCT KbM aKTUBHUTE BEIIECTBA WM KbM HAKOE OT IIOMOIITHUTE BEIIECTRA,
n30poeHu B Touka 6.1.

- AHOMaNTMH Ha XpaHOIIPOBO/IA U APYTH (aKTOPH, KOUTO 3a0aBAT M3MPa3BaHETO HA
XPaHOIMPOBOAA, KATO CTPUKTYPHU WM axaia3usl.

- HerBp3aMOXHOCT TAIMEHTHT J]a OCTAHE B CETHAIIO MITH U3MPABEHO MOJIOKEHNE B TIPOIBIKECHUE
noHe Ha 30 MUHYTH.

- XUNOKAILIUEMUSL.

4.4 ChenuanaHu mpeaynpexaeHus U NpeANa3Hu MepKH MPHU ynoTpeda

AneHapoHaT

Heorcenanu peaxyuu om cmpana Ha 20pHama 4acm Ha CMoMauHo-4pesHuUsl mpaKm

ATneHapoHaT MOXeE J1a IPEIU3BUKA JIOKAJTHO IPa3HEHE Ha JINTABULIATa B TOPHATA YacT HA
XPaHOCMUJIATENHUS TPAKT. T'bi KaTo ChIIECTBYBA OMACHOCT OT BJIOIIABAHE Ha CHIIECTBYBAIIO
3a0ossiBaHe, TPsIOBa Ja Cce MOAX0K A BHUMATEIIHO, KOTaro ajieHIPOHAT Ce Ipujiara Ha MarueHTH ¢
aKTUBHU MPOOJIEMHU B TOpHATA YacT HA XPAHOCMUIIATEITHUS TPAKT, KaTro Jucharus, e3odareaitn
3a00IsIBaHus, TaCTPUT, TyOJIEHUT, SI3BH, WIM C aHAMHECTUYHH JaHHH 3a IPeKapaHo HaCKOPO (B
paMKHUTE Ha PEAXOHATA TOMHA) TEKKO CTOMAIIHO-YPEBHO 3a00JIBaHe, KaTo NMENTUYHA S3Ba WU
AaKTUBHO TaCTPOMHTECTUHAIHO KbPBEHE, WIH XUPYPruyecKa HHTEPBEHUMS HA TOpHATa 4acT Ha
XPaHOCMUIIATEITHUS TPAKT pa3iMdHa OT MIJIOpIUIacTHKa (BXK. Touka 4.3). [Ipu manueHTn ¢ n3BecTeH
XpaHOMPOBOA Ha Barrett, npeanucaiure TpsiOBa 1a OOMHUCIAT MOI3UTE U OTCHIIMATHUTE PUCKOBE OT
aJieHJIpoHara Bb3 OCHOBA HAa ChCTOSTHUETO HA OTJIEIHUS MMAIIUEHT.

E3ogareannn peakunu (TIOHAKOTA TEKKH M HaJIarald XOCIHUTAIN3AIINs ), KaTo e30(arut, e3odarearnun
SI3BH U e30(hareaHu epo3uH, PSIKO OCIEBAHN OT e30¢areaiHa CTPUKTYpa, ca ChoOIIaBaHu MIPH
NalMeHTH JIEKyBaHH C ajneHpoHar. [lopaau ToBa nekapute TpsOBa 1a Ob/aT C MOBUILICHO BHUMaHHE
110 OTHOLIICHHUE Ha BCSIKA IPOsIBA MJIM CUMIITOM, XapaKTepPHHU 32 Bb3MOXKHA e30(areaniHa peakuus, a
NAaUCHTUTE TpSI6Ba Ja 6’bZIaT HHCTPYKTHUPAHU Aa MMPEKPATAT JICHCHUCTO C AJICHAPOHAT U Jia IOTbPCAT
MEUIMHCKA TTOMOIIL, TIPY MOsBA Ha CHMITTOMH Ha e30(areaiHo Jipa3HeHe Karo aucdarus, 60iKa npu
NPEnThIIaHe WIH PETPOCTEPHAIHA OOJIKA, HOBOIOSIBIIIM CE WJIM BIIOLIABAIIN CE KHUCEIUHU (BXK.

Touka 4.8).

MMa TeHIeHIs pUCKBT OT TEXKKHU e30(arealiHi He:KeIaH! peaKIuy 1a ObJIe MO-TOJSIM IIPH MalUeHTH,
KOWTO HE TpUeMar MPaBUIHO aJICHIPOHAT W/MIIM KOUTO TPOIBIDKABAT J1a IPUEMAT aJIeHIPOHAT CIIe]
MosiBaTa Ha CUMIITOMH, IIPETIoaraiy e3o(areaito apa3HeHe. MHOTO € BayKHO IIbJIHUTE HHCTPYKIIUH
3a HauMHA Ha MTpHeMaHe J1a ObJIaT MPeJI0CTaBEeHH Ha MAIMeHTa U J1a ObJIaT pa30paHu OT Hero (BXK.
Touka 4.2). [lanpenTture ciensa na ObaaT HHOOPMUPAHU, Y€ aKO HE CIa3BaT T€3W WHCTPYKIIUH MOTAT
Jla TIOBUIIIAT 3a ce0e cu prucka oT e3odarearHu mpooIeMu.

HezaBucumo ot TOBa, Ye 10 BpeMe Ha 00CTOWHUTE KIIMHUYHU U3MUTBAHUS C AJICHPOHAT HE Ce
HaOJIF0/1aBa MOBUIIICH PHCK, CHIIECTBYBAT PEAKH (TIOCTMAPKETUHIOBH) CHOOIICHHUS 32 CTOMAIITHH WA
JTyOICHAITHU S3BH, HSIKOW OT TSAX TSKKH U C YCIOKHEHUA (BXK. Touka 4.8).

OCMEOHEKPOS’CI Ha vemnocmma
HpI/I MaIMEHTH C KapIIUHOM, ITOoJIydaBalllyd CXEMHU Ha JICHCHHUE, BKIIFOYUTCITHO IPEIUMHO BEHO3HO
npujiaranu 6H(1)OC(1)0H3TI/I, nma CLO6H.[€HI/I$I 3a OCTCOHCKPO3a Ha YCJIIOCTTA, OOUKHOBEHO CBbp3aHa C



U3BXK/IaHE Ha 360 W/WITH JIOKaTHa HHPEKIHS (BKIFOYUTETHO OCTEOMHENUT). MHOTO OT Te3H MAIMCHTH
ca MoJTyYaBajiy ChIIO XUMHOTEPAIus 1 KOPTUKOCTeporIu. OCTEOHEKpO3a Ha YEeIICTTa ce HabIoaaBa
Y TIPY TIAIMEHTH ¢ OCTEOIoPo3a, MoyJyaBally nepopaiau oudocdonary.

Tpsi0Ba ma ce UMat MpeaBUA CIETHUTE PUCKOBHU (haKTOPH, KOTaTo CE OLEHSABA MHANBUIYATHHUAT PHCK
3a pa3BUTHE Ha OCTEOHEKPO3a Ha YEIIOCTTA:

. cuia Ha nefictBrue Ha OudocdoHara (Hali-BUCOK 3a 30JIeIPOHOBA KHCEIIMHA), ITHT Ha BHBEKIAHE
(BX. IO-TOpE) U KyMyJIaTHBHA 71032

o KapIMHOM, XUMHOTEpAI¥s, PalioTepanus, KOPTUKOCTEPOUIH, MHXUOUTOPH Ha aHTHOT'eHEe3ara,
nylieHe

o aHaMHe3a 3a JICHTaJIHO 3a00JsIBaHe, JIOIIa yCTHA XUTHEeHa, 3a00Is1BaHe Ha MAapOIOHTa,

WHBAa3WBHU JCHTAJIHU NPOLEAYPHU U JIOIIO IMMpUIAraimu npoTe3n

[Mpean 3anouBaHe Ha neyenue ¢ oudochoHaTn Npu MaKEeHTH ¢ JION 360eH cTaTyc TpsiOBa 1a ce
00OMHCIIH IPOBEXAAHE Ha MPEriie]] Ha 3b0UTE C TOAXO/SIIN TPEBAHTUBHNA CTOMATOIOTMYHH MEPKH.

Jlokato mpoBexar JieueHue, Te31 MallMeHTH TPsiOBa 1a n30sATBaT HHBA3UBHU JACHTAIHH MIPOLCIYPH,
aKo TOBa € Bb3MOXKHO. [Ipy manmeHTy, KOUTo pa3BUBAT OCTEOHEKPO3a Ha YEIIOCTTa, TOKATO
npoBexaar OudochoHaTHO JICUCHNE, IEHTATHATA XUPYPIHsI MOXKE J1a 000CTpHU cheTosTHUETO. Hama
JAaHHU 32 MMaIUEeHTH, TIPY KOUTO CE Hajara MpoBEeKIaHETO Ha JICHTAIHH MPOLeypH, Ha OCHOBATa Ha
KOWTO J1a C€ MPaBH MPE/IOI0KEHNE TOKOJIKO MPEYCTAaHOBABAHETO Ha JieueHue ¢ oudochonaru 6u
HaMaJIWIIO PUCKA OT OCTEOHEKPO3a Ha YesocTTa. KiMHIYHAaTa OlleHKa Ha JISKyBalys JIeKap TpsaOBa 1a
ObJie BoZIeIIa 3a M3TOTBSHE HA [UTaHA HA JICYSHHE 33 BCEKH MAIlMEHT, Bb3 OCHOBA HA MHIMBH/yaTHATA
OLICHKA Ha ChOTHOILIEHUETO T0JI3a/PUCK.

ITo Bpeme Ha jeueHueTo ¢ oudochonary, BCHUKH NMAIIMCHTH TPOBa J1a CE HAChPYaBaT Jia MOIbPIKAT
Jo0pa yCTHa XMIHMEeHa, JIa e TojJIaraT Ha npoWIaKTHYHH MTPETVISAN U JIa ChOOIIaBaT 32 BCUUKH
OpaJIHU CUMIITOMH, KaTO pa3kiaiiane Ha 3501Te, O0JIKa UK MOyBaHe.

Ocmeonekpo3a na 6bHUWHUA CTIYX08 NPOXOO

ITpu neuenue ¢ OudochonaTu ce croOIIaBa 38 OCTCOHEKPO3a Ha BHHIIHHUS CIIYXOB IIPOXO0J], CBbpP3aHa
TJIABHO C IBJITOCPOYHA Tepanus. Bb3MoXXHUTE PUCKOBH (DaKTOPH 32 OCTEOHEKPO3a Ha BHHIIHUS
CIIyXOB IIPOXO0JI BKJIFOUBAT yIoTpeda Ha CTEPOUIN M XUMHUOTEPAITHSI U/WIIH JIOKAJTHA PUCKOBH
¢baxTopu, Karo HanpuMmep HHGEKIUS UK TpaBMa. BeposSTHOCTTa OT pa3BUTHE HAa OCTECOHEKPO3a Ha
BBHILHUS CIIyXOB IIPOXO0J TPsIOBa Aa ce MMa MpeaBH L Py MaHeHTH, TpuemMany oudocdoHatu, KOUTO
pasBUBAT CUMIITOMH OT CTpaHa Ha YXOTO, KaTo OOJIKa WJIM CEKPET, MM XPOHUYHU HH()EKLINHU Ha
yXOTO.

Mycxynno-ckenemua bonka

[pu nanuenTn, npruemanu oupocdoHary, ce cro0IIaBa 32 KOCTHH, CTABHU W/HIH MYCKYJTHH Oonku. B
MOCTMAPKETHHTOBHSI IEPUOJT TE3U CUMIITOMH PSIKO ca OWIIM TEXKKH /WM BOJICUIN JIO OTPaHUYaBaHe
Ha KU3HECTIOCOOHOCTTA (BX. Touka 4.8). BpemeTo 10 mosBa Ha CUMIITOMHUTE Bapupa OT €AKH JIeH 110
HSIKOJIKO Mecella clle]l 3allouBaHe Ha jedeHueTo. [lpu noseuero nanueHT npeycTaHOBsIBAHETO Ha
JICYUEHUETO BOAM J0 OOJIEKYaBaHE Ha cMMITOMarrukara. [Ipu gacT ot TSX CHMOTOMHTE CE TOSBSBAT
OTHOBO TP Bb300OHOBSIBAHE MPHEMA Ha ChIINA JIEKAPCTBEH MPOAYKT MU IpyT Oudocdonar.

Amunuunu ¢ppaxmypu Ha pemypa

Nma croOuienns 3a aTHIUYHN CyOTpOXaHTEpHHU U Anadu3apHu PpakTypu Ha peMopaIHaTa KOCT IpU
Tepanus ¢ OudochoHaTH, NpeAUMHO TP NALUEHTH, KOUTO ca Ha MPOABIDKUTEIHO JICUSHHE 32
ocrteornopo3a. Te3n HalpevyH! WK TOJIeTaTH 1Mo KoHGUrypanus GpakTypy MOXKe J1a Bb3HUKHAT
HaBCSIKB/IE 110 JBJDKUHATA HA )eMypa — OT HENOCPEICTBEHO TIO/I MAIIKUSI TPOXaHTEP /IO TOYHO Hal
CYIIPaKOHAMIAPHOTO pa3mmpenue. Te3n ¢ppakTypu Bb3HUKBAT Clie[ MUHIMAIHA TPaBMa HITH JINIICA Ha
TpaBMa M HSIKOM MAIMEeHTH MOoJTy4aBar 0oJika B OeIpoTo WK CIaOWHUTE, YECTO Hanomo0sBaa
Oorkara, XapakTepHa 3a cTpec (ppakTypH, CSAMHUITA JI0 MECEITH IIPEIN TTosIBaTa Ha IIhJIHA (PpaKkTypa Ha
¢demopannata kocT. DpakTypHUTe YeCTO ca OMaTepaiHy; MOPaan TOBa IIPH NAlMEHTH, JIEKyBaHH C
oudocdonaru, kouto ca noaydnian GpakTypa Ha TSIIOTO Ha peMopaHaTa KOCT TpsiOBa Jia ce M3cienBa
koHTpanaTepanaus Gemyp. CpoOIaBa ce ChIIIo 3a TPYAHO 3a3ApaBsiBaHe Ha Te3u GppakTypu. TpsoOBa



Jla ce TIOMHUCIIH 32 TIpeKpaTsIBaHe Ha TepanusTa ¢ 0upochoHaTH PH MAIUEHTH ChC ChMHEHUE 32
arnnyHa Qpaktypa Ha peMypa, TOKaTO MPOIBIDKABA H3CIEIBAHETO HA MAIIMEeHTa, KaTo ce MMa
MIPEBU ] MHIUBUIyaJIHATA OIICHKA HA ChOTHOIICHUETO TI0J13a/PHCK.

ITo Bpeme Ha neyenue ¢ OupochoHaTH MANMESHTUTE TPIOBA J1a ObJAAT MHCTPYKTUPAHU JIa ChOOIIAaBaT 3a
BCsIKa OOJKa B Oe/IpoTo, Ta300eqpeHara cTaBa mWiv CIAOMHNTE W BCEKH MAI[UEHT C TAKUBA CUMITTOMHU
TpsIOBa Ja ce Tperiek/a 3a HelrbJIHa (hpaKkTypa Ha pemypa.

Amunuunu ¢hpaxmypu Ha opyeu Kocmu

Atunuaam QpakTypu Ha IPYTH KOCTH, KaTo yJTHA M THOUS, CHINO ca ChOOIIaBaHHU MPH MAIIMEHTH C
MPOABIDKUTENHO JeueHue. Kakro mpu atunuyante Gpaktypu Ha peMypa, Te3u PpakTypu Bb3HHKBAT
cJie] MUHUMAaJTHA WM HUKAaKBa TPaBMa KaTo HIKOM MallMEHTH U3MUTBAT MPOAPOMATHA OOJKa, TPEIu
Jla ce CTUTHE JI0 ITbiTHA (hpakTypa. B ciryuaurte Ha dpaktypa Ha yiaHATa, TS MOXE J1a € CBbp3aHa ¢
MOBTAPSIIIO CE CTPECOBO HATOBAPBAHE ABJDKAIIO CE HAa MPOIBDKUTEIIHO U3IOJI3BAHE HA IIOMOIITHH
CpEZCTBa 3a XOJICHE.

bwbpeuno yspescoane
FOSAVANCE He ce npenopbuBa MpH NalMEeHTH ¢ ObOPEUHO yBpEKAaHe, IPH KOUTO KPEATUHUHOBUSIT
KIUpBHC € oy 35 ml/min (Bx. Touka 4.2).

Kocmen u munepanen memabonuzom
TpsOBa a ce UMaT NpeaBU TPUUMHH 32 OCTEOIIOPO03a, PA3IMYHU OT €CTPOreHEeH AeUIIUT U mpolieca
Ha CTapecHe.

[Mpean na 3anoune neuenne ¢ FOSAVANCE, TpsiOBa a Ob1e KOpUrupaHa XUIoKajarueMusiTa (BxK.
touka 4.3). Ipyru HapyuieHus Ha MUHepaiaHara oOMsiHa (kato nedunut Ha BUTaMuH D u
XUTOMAPATUPEONIN3BM) CHIIO TPsAOBa /1a ObAaT €PEeKTUBHO JIEKyBaHH, TIPEIH /1A CE 3aIIOYHE JICUCHUE
C TO3H JIeKapcTBeH MpoaykT. Chabprkanuero Ha ButamMud D BbB FOSAVANCE He e noaxonsumio 3a
Kopurupade Ha ButamuH D nedunut. [Ipu nanueHTs ¢ moJo0HN ChCTOSHHS TIPH JICUSCHHE C
FOSAVANCE Tpsi6Ba 1a ce cieay cepyMHHUSAT KUl 1 CAMIITOMHTE Ha XUTIOKaJIIHEMUSI.

Hopa[u/I ITOJIOKUTECIIHUA e(i)eKT Ha aJICHAPOHAT 110 OTHOLICHUEC IMOBHUIIaBaHC KOCTHATa MUHECPAJIMN3alusl,
MOJKE J]a C€ MOTyYH MOHIKEHHE Ha CepyMHUS Kanuid 1 pocdarr, 0coOEHO MpH ManueHTH pHEeMaIn
DTFOKOKOPTHKOMIH, TIPH KOUTO MOYKE JIa ce TIOHIKH abcopOumsTa Ha Kainui. Te3n moHwkeHus ca
OOMKHOBEHO MaJIKU U mpoTUYaT aCUMIITOMATUYHO. B CbIIOTO BPpEME MMa €ANHUYHHA C’LOGH.[GHI/ISI 3a
CHMITOMAaTUYHA XUIOKAJIIIMEMHS, IOHSKOTa MPOTHYAINA TEKKO M YECTO MPH MAIUEHTH C
npenpasnoiaray KbM TOBa ChbCTOSIHUS (HAIp. XUIIONApaTHPOUIN3bM, BUTaMUH D neduimr u
HapylieHa abcopOmust Ha Kanuii) (BK. Touka 4.8).

Xonekanuudepo

Buramun D3 Moyke J1a yBEIMUN XUTICPKAIIIUEMHUATA W/ WA XUIIEPKAIIMYPUSATa, KOTaTo Ce Mmpuiara
[IPH MAIMSHTH, YUUTO 3a00JSIBAHKS Ca CBbP3aHHU C HEperyIhpaHa CBPbXIIPOLYKIUS Ha KaIIIUTPUOI
(mamp. neBkemus, TUMQoM, capkoro3a). [Ipu Te3u manueHTH cieaBa 1a ce HaOlltogaBa HUBOTO Ha
KaJIUi B ypyUHA U CEPYM.

[TanuenTu ¢ HapymeHa abcopOIMs MOXe Jla He ca B ChCTOSTHUE J1a abcopOupar afeKBaTHO
Butamud Ds.

IlomomHM BeniecTna

To3u nekapcTBEH NPOIYKT ChABPIKA JIAKT03a U 3axapo3a. [lanueHTn ¢ peKu HacIeICTBEHH MTPOOIeMHU
Ha HEMTOHOCHMOCT KbM (PpyKTO3a, HSTIOHOCUMOCT KBM TaJIaKT03a, IIBJICH JIaKTa3eH IS (UITNT, TITFOKO30-
rajakTo3Ha Maja0CcopOIHs HIH 3aXap0o30-H30MaITa3eH AePHUIMT He TPSAOBA J1a MPHUEMaT TO3U
JIEKapCTBEH MPOIYKT.

To3u neKkapcTBEH NPOAYKT ChIbpika Mo-Majiko oT 1 mmol HaTpuii (23 mg) Ha TabjeTKa, T.e. MOXKE Ja
ce Kaxe, 4e MPaKTHUECKH HE ChIbPKA HATPHIA.

4.5 B3aumoneiicTBHe ¢ IPYrd JIeKAPCTBEHU NMPOAYKTH U APYru (popMu HA B3aUMOAeHCTBHE



AnenapoHar
AKo ce mpreMa eTHOBPEMEHHO C XpaHa U TCYHOCTH (BKIIFOUMTEITHO MUHEPAITHA BOJIA), KAJIIIUEBU

JI00aBKY, aHTHALIUIN U HIKOW TICPOPATTHH JICKAPCTBEHH MTPOAYKTH, a0COpPOLIMATA HA aJICHIPOHAT Ce
npomens. [Topanu ToBa nanueHTUTE TPIOBA M@ M34YakaT mone 30 MUHYTH Cliejl IpUeMaHe Ha
aJICHJIPOHAT, IPEH J1a B3eMaT HIKAKbB JAPYT JIEKAPCTBEH MPOIYKT (BXK. TOUkH 4.2 1 5.2).

Twif kaTo ynoTpebara Ha HecTepouaHA TpoTrBoBB3NanuTeNHN cpeacta (HCIIBC) e cebp3ana ¢
TracTPOUHTECTHHAIHO Jpa3HeHe, He0OX0IUMO € MTOBHIIICHO BHUMAHUE TIPH SIHOBPEMEHHO MTPHJIaraHe
C aJIeHPOHAT.

Xonekanuudepoi

Onectpa, MUHEPAJTHU Macja, OPJIMCTAT U CEKBECTPAHTH Ha JKIIBYHUTE KHUCEIUHH (Harp.
XOJISCTUPAMUH, KOJISCTHUIION) MOTaT Jia HapyliaT abcopOuusara Ha BUTaMuH D. AHTUKOHBYJICAHTH,
MUMETUIMH M THA3HM MOTAT Jia TIOBUINAT pa3rpaxaaHeTo Ha ButamMuH D. Moxe na ce mpereHu
BKITFOUBAHETO JIOMTBIHUTEITHO Ha BATAMUH D 100aBKM Ha WHAWBUIyalHA OCHOBA.

4.6 @epruiaureT, )PEMEHHOCT H KbPMeEHe

FOSAVANCE e npenna3HaueH 3a IPUIOKECHUE CaMO TIPY KEHH B IIOCTMEHOIIAy3a U MTOPay TOBa HE
TpsIOBa Jla ce IpuJyIara Ha KCHH M0 BpeMe Ha OpEMEHHOCT WM KbPMEHE.

BpemenHoct
Jluncear wiv ¥Ma OTpaHHYCHH JaHHM 33 MPHJIAraHeTo Ha aJICHIPOHAT IIPH OPEMEHHH JKSHHU.

[IpoyuBaHusTa IIPU KUBOTHH MTOKA3BaT PENPOIYKTHBHA TOKCHYHOCT. [IpHraraneTo Ha alneHIpoHaT Ha
OpeMeHHH ILTXOBE € IIPHYMHIIIO TUCTOKHMS, CBbP3aHa ¢ XUITOKAIINEMHUs (BXK. Touka 5.3).
HpOY'—IBaHI/ISITa BBPXY JKXUBOTHH MMOKAa3BAaT HAJIMYHUETO HA XUIICPKAJIIUCMUA U PCIIPOAYKTHUBHA
TOKCUYHOCT TIPH BHCOKH 1031 BUTaMuH D (Bxk. Touka 5.3). FOSAVANCE He TpsiOBa fa ce H3MmosBa
10 BpeMe Ha OPEMEHHOCT.

Kbpmene
He e u3BecTHO fnanu aneHApOHAT/METaOOIUTHTE CE EKCKPETUPAT B KbpMara. PUCKBT mpu

HOBOPOJCHH/KbpPMaveTa He MOXe J1a Ob/ie M3KIII0UeH. XoleKanrudepor 1 HIKOU OT HETOBUTE aKTHBHH
MeTabonuTu npemuHaear B kbpmara. FOSAVANCE He TpsiOBa 1a ce U3Ioii3Ba 1o BpeMe Ha KbpPMEHE.

DepTIIInTeT
budocdonarute ce HHKOPIOPUPAT B KOCTHHS MaTPUKC, OTKBJIETO MOCTENIEHHO CE OCBOOOKIaBAaT B

npoabiDKeHNe Ha rofuHn. KomugecTBoTo Ha 6udocoHaT, HHKOPIIOpUPAH B KOCTUTE MTPH Bb3PACTHH,
¥ OTTaM KOJIMYECTBOTO, HAJIMYHO 32 OCBOOOK/JaBaHE B CUCTEMHATA IIUPKYJIaLusl, € JUPEKTHO CBbP3aHO
C J1o3ara u NPOIBIDKUTEITHOCTTA Ha ynoTpeba Ha oudocdoHnara (Bx. Touka 5.2). Hama nannu 3a
deraneH puck npu xopa. Belpeku ToBa MMa TEOPETHYEH PUCK 3a (peTaiHO yBpeKAaHe, Hali-Beue
CKEJIETHO, aKo JKeHa 3a0peMeHee ciel] 3aBbpIIBaHe Ha Kypc ¢ Oudocdonarna tepanus. BiusHuero Ha
NPOMEHJIMBH, KaTo BPEMETO MEXKIy IPEeKpaTsiBaHeTo Ha OudochoHaTHaTa Teparnus U 3a4eBaHeTO,
KOHKpeTHHS 6udocdonar, KOWTO € U3MOI3BaH, U HaYWHA Ha PHIIOKEHUE (MHTPABEHO3HO CPEIITy
HepOPAIHO), BBPXY PHCKa HE € TIPOY4BaHO.

4.7 EdexTn BbpPXy CIOCOOHOCTTA 32 IO(pUpPaHe U padoTa ¢ MAIIUHU

FOSAVANCE He nosnusiBa NpsKO WM MOBIUSIBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a mopupaHe 1
pabora ¢ MmamuHH. [TanueHTUTEe MOXKE JIa M3MHUTBAT OIPE/ICTICHN HeXKeJIaHW PeakIuy (Harp. 3aMbIJIEHO
BIDKJIAHE, 3aMaiiBaHe U CHJIHA KOCTHA, MYCKYJTHA WJIM CTaBHA 0oJiKa (BK. Touka 4.8)), KOUTO MOTaT Aa
MOBJHSAAT CIIOCOOHOCTTA 32 modupane u padoTa ¢ MallHHU.

4.8 HexenaHnu JieKApCTBEHU peaKIIun

Pesrome Ha mpoduiia Ha Oe30macHOCT




Haii-yecto cho0OmaBaHUTE HEKENIAHM PEAKIIMU ca HEXKETIAHUTE PeakIuy OT CTpaHa Ha TOpHAaTa 4acT Ha
CTOMAITHO-YPEBHUSI TPAKT, BKJIIOYBAIIIN OOJIKa B KOpeMa, Tucriericus, e3odareanna si3sa, aucharus,
pasayBaHe Ha Kopema U kucena peryprutanus (> 1 %).

TabauyeH CIUCHK HA HEXKEITAHUTE pCaKnnu
Mznoxennte TIO-A0J1y HEKEJIaHU JICKAPCTBEHU PEAKIINU Ca Ha6J'IIOI[aBaHI/I 110 BpEME Ha KIIMHUYHU
IMpOoy4YBaHUA /U MOCTMApPKECTUHIOBOTO MPUJIOKCHUE HA aJICHAPOHAT.

Hsama peructpupann JOMBIHUTETHN HEXKEJIaH! JIEKAPCTBEHU PEaKINH, CTIEIU()UIHH 32
KOMOMHAIMATA OT AJICHIAPOHAT M XOJICKAIIH(epoI.

Yecrotute ca omnpeaesieHn kato: MHOTO YecTH (> 1/10), wectn (> 1/100 mo < 1/10), mewectn (> 1/1 000
1o < 1/100), penxu (> 1/10 000 mo < 1/1 000), maoro penku (< 1/10 000), c HeusBecTHa YecToTa (OT
HAJIMIHUTE JaHHU HE MOXKE J1a ObJie HampaBeHa OICHKaA).

CucTeMo-0praseH KJjac YecToTa He:xenann peakunu
Hapywenusn na Penxu peakuu Ha
UMYHHAmMA cucmema CBPBXYYBCTBUTEIHOCT,
BKJTIOUUTETTHO
YpTHUKapus U
aHTHoeeM
Hapywenusa na Penxu CHUMIITOMAaTHYHa
Memabdonuma u XUIOKAJILUEMHS,
Xpanenemo YeCcTO CBbp3aHa C
Mpeapasnonaramu
cheTosHus’
Hapywenusn na Yectu r1aBoOonme,
HepeHama cucmema zamaiiBane’
Heuectn aucreysus’
Hapywenus na oxomo Heuectn Bb3MaJICHUE Ha OKOTO
(YBEUT, CKIIEPUT WIIH
EIUCKJICPHUT)
Hapywenus na yxomo u Yectu Bepruro’
aabupunma MHoro penxu OCTEOHEKpO3a Ha

BBHIIIHUSA CITYyXOB
npoxoy (HexeTaHa
peaknus Ha Kiaca

oudochonarn)
Cmomawino-upegnu Yectn KopeMHa 00JIKa,
HapywieHus JUCTICTICHSA, 3alleK,

nquapusi, QuaryaeHIus,
e3odareasHa s3Ba*,
nucharus™, pa3ayBaHe
Ha KOpema, Kucemna
perypruranus

Hewectn rajicHe, OBpbIIaHe,
racTpur, e3ogarut*,
e3odareaHu epo3un’™,
menena’




Cucremo-opraseH KJjac

YecToTa

Hesxes1aHu peaknuu

Penxn

e3odareaaHa
cTpuktypa®*,
opodapuHTeanHa
yamepanus®,
nepdopanud, sS3BH,
KbpPBEHE B TOpHATa
vact na CYT®

Hapywenusa na koxcama
U HOOKOMCHAMA MBKAH:

Yectu

anonenus’, cpbexk’

Heuectn

o0puB, eputeM

Penxu

00pHB ¢
YyBCTBUTEIHOCT KbM
CBCTJIMHA, TSKKU
KOXKHU PEaKIUH,
BKJTFOUUTEITHO
CHHPOM Ha
Stevens-Johnson u
TOKCHYHA
enuaepMaIHa
Hekposm3at

Hapywenusa na
MYCKYJIHO-CKellemHama
cucmema u
cbeouHumennama
MyKan

MpHoro yectu

MYCKYJTHO-CKEJIeTHa
(kocTHa, MyCKyITHa
WU cTaBHA) OOJIKa,
KOSITO TIOHSIKOTA €
cunna’®

Yectu

IIOAYBAHEC Ha CTaBI/ITeT

Penxu

OCTEOHEKpO3a Ha
yemocTTa, aTunuuHn
CyOTpOXaHTEpHU U
muadu3Hu QpakTypu
Ha eMopasiHaTa KOCT
(He)xenmaHa peakuus
IpH KJ1ac
oudochonarn)

C Hen3BecTHA yeCcTOTA

aTUnUYHA QpaKkTypu
Ha JAPYTU KOCTH

Obugu napywenus u
ehexmu Ha Macmomo Ha
npunoxicenue

YecTu actenus’, nepudepen
orok'
Heuectu IPEXOIHU CUMIITOMH

KaTo IpU OTTOBOP B
ocTpa ¢aza (MuaIrus,
00110
HEPasMoJIOKEeHHE U
PSAKO Tpecka),
O0OUKHOBEHO CBbP3aHU
ChC 3aMovBaHe Ha
JedeHueTo’

8 Buoicme mouxa 4.4

npuemawume niayeoo.
* Buoieme mouku 4.2 u 4.4

T Ipu kiunuuny usnumeanus yecmomama e cxooHa 6 2pynama Ha npueMawume 1ekapcmeer npooyKm u 6 2pynama Ha

! Tasu nexcenana peaxyus e udenmuguyupana no peme Ha NOCMMapKenun2060 nabnodenue. Yecmomama na peoxume
HedIcenany peakyuu e oyeHena Ha 6azama Ha CbOmeemHume KIuHUYHU USNUMEAHUsL.

Omnucanue Ha I/I36paHI/I HCXKCJIaHU pCaKIuU




Amunuunu cyompoxanmepnu u ouaguzapuu ppakmypu Ha bedpeHama Kocm

Brnpeku ue naroduznonorusta € HesicHa, U B ChOTBETCTBUE C JAHHUTE OT €MUAESMHUOIOTHYHH
NpPOYYBaHUs, e MpeIoiara, 4e pucKbT OT aTUITMYHH CyOTpOXaHTepHHU U Auadu3apHu GppakTypu Ha
(deMypa e MOBHIICH TPU MPOABIDKUTETHA Teparnus Ha TOCTMEHOIIay3alTHa 0CTE0Nopo3a ¢
oudochonarn, ocobeHo cien ymorpeda OT TpH 10 MEeT TOAUHU. AGCOTIOTHHUAT PUCK OT aTHUITHYHA
cyOTpoxaHnTepHU u Auadu3apHu PppakTypu Ha OegpeHara KOCT (HeKenaHa peakiys Ha Kiiaca
oudochoHaTH) OCTaBa PSIIBK.

Cpo011aBane Ha OJAO03UPAHH HEXKEIAHU PEAKIIMHI

Cho0mIaBaHeTo Ha MOIO3UPAHU HEIKEIIAHU PEAKIIUU ClIe]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaKHO. TOBa IMO3BOIISBA Ja MPOIBIDKH HAOMIOIEHINETO Ha CHhOTHOIIIEHUETO MOJI3a/PUCK 32
JICKapCTBEHUS NPOAYKT. OT MEIUIIMHCKUTE CIICIUAIMCTH CE U3UCKBA J]a ChOOIIaBaT BCAKa
M0JI03UPaHa HEXKEIaHa PEeaKIus Ype3 HAIMOHAIHA CUCTeMa 33 ChOOIIaBaHe, MOCOYCHA B

[punoxenue V.

4.9 Ilpeno3upane

AneHapoHat
Cumnmomu

[Tpu nepopanHo mpeno3upane MOXe J1a e Pa3BHAT XUMOKANIUEMHS, XUuIodocdaTeMus 1 peakiuu OT
CTpaHa Ha TOpPHATa 4acT HAa CTOMAILHO-YPEBHMUS TPAKT, KaTO Pa3CTPOEH CTOMAaX, KUCEINHH, e30(arur,
racTpUT WUJIH A3Ba.

Jleuenue

Hsama cnermmdrana nHOpMAaIus 3a IedeHne Mpu npeno3upane ¢ anerapoHar. [pu mpemosupane ¢
FOSAVANCE, 3a cBbp3BaHe Ha ajieHIpoHaTa TpsOBa Aa ce Aajie MIIsKo Wiu aHThHanu. [Topaau
pHCKa OT JIpa3HEHE Ha XPAHOIPOBO/A, HE TPSAOBA J1a CE MPEIU3BUKBA MTOBPBIIAHE, a AIUCHTHT TPIOBA
Jla OCTaHe HAIThJIHO M3MPABEH.

Xonekanimpepo

He e HaOmogaBana TOKCHYHOCT TPH MPOABIDKUTEIHO JIYSHUE Ha 3/[paBU WHAUBHIM C 71032 IT0-MaJka
ot 10 000 IU/nen Butamuu D. B xnuHIYHO Nipoy4YBaHe NpH 3ApaBU UHIAWBUIM THEBHA /1032 OT

4 000 IU ButamuH D3, mpuiarana He O-MaJIKo OT MET Mecela, He € MPUYHHNIIA XUTePKAJIIIY PHsI U
XUTEPKAIIUEMHSL.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakogUHAMHYHM CBOWCTBA

®dapmakoTepaneBTHyHa rpyma: JlekapcTsa 3a JieueHUe Ha KOCTHU 3a0osiBanus, budocdonary,
komOuHanuu, ATC xox: M0OSBBO03

MexaHU3bM Ha IEWCTBUE

Anenoponam

AnennpoHar HaTpui € GuocoHaT, KONTO MOTHCKA OCTEOKIACTHATA KOCTHA Pe30pOLus 0e3 mpsk
e(eKT BbpXy KOCTHOTO (popMmupane. [IpeAKITHHUYHUTE MPOYUBAHHS MMOKA3BAT NpedepeHInaiHa
JIOKAJTU3AIMs Ha aJIeHIPOHAT B MECTaTa C aKTHBHA Pe30pOInsi. AKTUBHOCTTA HA OCTEOKIIACTHTE Ce
MOTHCKA, 03 Jla ce OBIUABAT TSIXHOTO Bh3CTAHOBSIBaHE U MpukpenBane. DopMupanara 1o BpeMe Ha
JICYCHUETO ¢ AJICHAPOHAT KOCT € C HOPMAJTHH CBOMCTBA.

Xonexanyughepon (eumamun D3)

Buramun Ds; ce npousBexia B Kokata OT TpaHCPOPMHUPAHETO Ha 7-IeXUAPOX0JIECTEPOIT BbB

ButamuH D3 oT yaTpaBuosaeToBute abpud. [Ipu numca Ha aIeKBaTHO U3JaraHe Ha CITbHUEBU JbUH,
BUTaMHH D3 € CBIIIECTBEH €IEMEHT OT XpaHaTta. Butamun D; ce npeBpbina B 25-XuApOKCUBUTaMUH D3
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B YUEPHUS Ip00, KaTo ce ChXpaHsBa, JOKOraTo € HeoOxoaumo. [IpeBphIllaHeTo B aKTHBECH KaIIIUii-
MoOmIIH3upant XopMoH 1,25-auxuapokcuBuTaMu D3 (KaammuTpron) B Ob0peruTe € mpeaMeT Ha
akTuBHa perynanus. OCHOBHOTO jAeicTBUe Ha 1,25-muxuapokcuBuTaMuH D3 € J1a IOBHIIaBa YpeBHATA
abcopOrus Ha Kamuil u pocdary, KaKTo U J1a peryjipa CepyMHU Kalluil, ObOpeuHaTa eKCKpeus Ha
Kamuid 1 hochath, KOCTHOTO (hopMHUpaHE M KOCTHATa pe30pOITusl.

Buramun Ds; e HykeH 3a HOpMaHOTO KOCTHO opmupane. Hemocrarpunoct Ha ButamuH D ce
pa3BHUBa, KOraTo U ABaTa MEXaHU3Ma — CIbHUEBA CBETJIMHA U IIPUEM C XpaHaTa — ca HeaJleKBaTHO
npeacraBeHd. HegocTarpuHOCTTa € ChIIPOBO/IEHA C HETATHUBEH KallueB OanaHc, 3aryda Ha KOCTHa
THKaH U MOBHILEH PUCK OT PpakTypu Ha KocTuTe. [Ipu TexxkuTe citydau, AepUIUTHT BOIHU 110
BTOPUYEH XUIIEpIapaTupOUIu3bM, XUnopocharemus, MpOKCUMaTHa MyCKyJIHa c1a00CT U
OCTeoMasalysl, Ho-HaTaThIIHO IOBUIIEHHE Ha PUCKA OT NMafaHe U GpakTypu IpU UHAUBUIH C
octeonopo3sa. JlobaBsHeTo Ha BUTaMHH D HamansiBa Te€3u PUCKOBE U TEXHUTE MOCIIECTUIIH.

OcTeormnopo3ara ce oIpe/iesNs KaTo ChbCTosIHNE ¢ KocTHa MuHepaiHa mrbTHocT (KMII) Ha rppOHaueH
CTHIO uiu OenpeHa Koct 2,5 crangapTHU oTkioHeHus (SD) mo cpeanara 3a HOpMaTHA WHAWBHIA B
MJIaJla Bb3pacT CTOWHOCT MJIM KaTo MpeIxoKama ppakuiHa GpakTypa, HE3aBUCUMO OT CTOMHOCTHTE
Ha KMIL

Knnnnuna edukacHocT ¥ 6€300aCHOCT

Ilpoyusanus ¢ FOSAVANCE

EdexrpT Ha mo-auckara no3a FOSAVANCE (aneagponar 70 mg/Buramun D3 2 800 IU) Bepxy
cTaryca Ha BUTaMuH D e obexTuBH3HUpaH Npu 15-ceIMIUYHO, MHOTOHAIIMOHAHO MPOYYBaHE C
y4acTueTo Ha 682 jkeHH ¢ 0CTe0Nopo3a, Cliel] MeHoMay3a (CepyMeH 25-XuapokcuBuTaMuH D B
HAYaIo0To: cpeana ctoiHoct, 56 nmol/1 [22,3 ng/ml]; nmuanazon, 22,5-225 nmol/1 [9-90 ng/ml]).
[Narmenture ca momyuniu no-uuckara koumentpanus (70 mg/2 800 IU) FOSAVANCE (n=350) nnu
FOSAMAX (anenaponar) 70 mg (n=332) enuH mbT Ha CeAMHUIIA; 3a0paHEHO € OO0 MpHIaraHeTo Ha
ButamuH D no6asku. Cren 15 ceqmuiiy JedeHue, cCpeHaTa CTOMHOCT Ha CepyMHHUTE HUBa Ha 25-
xuapokcuBuTamMuH D e Omta 3HaunTeNHO TI0-BrcoKa (26 %) B rpynara, ntexkyBana ¢ FOSAVANCE
(70 mg/2 800 IU) (56 nmol/1 [23 ng/ml]), OTKONKOTO Mpu rpymara, JIeKyBaHa caMo € aJICHAPOHAT

(46 nmol/1 [18,2 ng/ml]). 3a 15 ceqmuIiy nedeHne MPOIEHTHT NAIMEHTH C BUTaMUH D
HEIOCTAaThYHOCT (cepyMeH 25-xuapokcuButamMut D < 37,5 nmol/1 [< 15 ng/ml]) e 6un 3HaUUTETHO
penyiupas - ¢ 62,5 % npu nanuenture Ha FOSAVANCE (70 mg/2 800 IU) B cpaBHEeHME € T€3U CaMO
Ha aneHApoHaT (choTBeTHO 12 % cperty 32 %). [IponeHThT Ha ManeHTUTe ¢ BUTaMuH D nedummt
(cepymen 25-xunpokcuButamuH D < 22,5 nmol/1 [< 9 ng/ml]) e 6un 3HaunTenHo pexyuupad — 92 %
npu FOSAVANCE (70 mg/2 800 IU) B cpaBHEeHHE camo ¢ anieHapoHaT (choTBeTHO 1 % cpenry 13 %).
B ToBa mpoyuBaHe cpemHUTE HUBA Ha 25-XUIpOKCHBUTaMHH D mpu marueHT ¢ BuTamud D
HEJOCTAaThYHOCT MPU U3XOJHOTO HUBO (25- xunpokcusutamud D, 22,5 no 37,5 nmol/1 [9 mo

< 15 ng/ml]) ca Hapacuaau ot 30 nmol/1 (12,1 ng/ml) no 40 nmol/1 (15,9 ng/ml) ciex 15 ceamunu B
rpynara Ha FOSAVANCE (70 mg/2 800 IU) (n=75) u ca cnagsaiu ot 30 nmol/1 (12,0 ng/ml) npu
n3X0oMHOTO HKUBO HA 26 nmol/1 (10,4 ng/ml) Ha 15 cenMuIa OT MPUIIOKEHUETO B IpyIaTa, KOSITO € CaMo
Ha aneHaponar (n=70). Hsama pa3nuku B cpegHUTE CTOMHOCTH Ha CEPyMHUS Kalui, pocharu nnn 24-
YacoB KaJII[Ui B ypUHATa MEX/Iy TEPANleBTUIHHUTE TPYIIH.

EdexrsT Ha mo-uuckara no3a FOSAVANCE (anengponar 70 mg/Buramun D3 2 800 IU) mutroc
momenauTenHa go3a 2 800 U Butamun D3 3a qocturane o6imo Ha 5 600 1U (kommaecTBoTO

ButamuH D3 B mo-Bucokata 1o3a FOSAVANCE) BeHBK CeIMUYHO € 00EKTHBU3UPAH B 24 CEIMUYHO
pas3IMpeHo MpoyUYBaHe, KOSTO BKItoUBa 619 jxeHU ¢ ocTeornoposa, cien MeHomnay3a. [lanuenture B
rpymara Ha ButamuH D3 2 800 monyuasatr FOSAVANCE (70 mg/2 800 1U) (n=299), a marnuenTHTe B
rpymnara Ha Butamud D3 5 600 mosrygaBar FOSAVANCE (70 mg/2 800 1U) rutroc nombiHUTENHA 1032
2 800 IU Butamuu D3 (n=309) BenHBX CEAMUYIHO, TIO3BOJICHO € JOITBIHUTEITHO MPHUIJIaraHe Ha
nmobaBku ¢ BuTamuH D. Criey 24-ceAMUYHO JICUEHHUE, CpeIHATa CTOWHOCT HAa CEPYMHUTE HHBA Ha
25-XMIpOKCUBUTAMHH D € 3HaUNTETHO I0-BUCOKA B IpymaTa Ha ButamuH D3 5 600 (69 nmol/l

[27,6 ng/ml]) B cpaBHenue ¢ rpynara Ha Butamud D3 2 800 (64 nmol/l [25,5 ng/ml]). TIpomeHTHT
MAaIUeHTH ¢ BUTaMuH D HejoctaTbuHOCT € 5,4 % B rpynata Ha Butamud D3z 2 800 cnpsmo 3,2 % B
rpymara Ha ButaMuH D3 5 600 mpe3 24-cemMUIHOTO TIpoabibkeHue. [IpOIeHTHT Ha TAITUEHTH C
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BuTamuH D HenmocraTpuHOCT € 0,3 % B rpynara Ha ButamuH D3 2 800 cripsimo Hyna B rpymaTa Ha
ButamuH D3 5 600. Hsima pasnuku B cpelHATE CTOMHOCTH Ha CEpyMHHUSI Kaliui, hocdaTt nim
24-9acoB KU B ypHHATA MEKAY TepaneBTUUHUTE rpynu. [IpoleHThT naueHTH ¢
XUNCPKATIUYPHsI B Kpas Ha 24-CEIMUYHOTO MPOABIDKCHUE HE CE Pa3linyaBa CTATHCTUYCCKH MEXKITY
TepaneBTHYHUTE TPYIIH.

Ipoyueanusi ¢ anenoponam

TepanepTnuHaTa €KBUBAICHTHOCT Ha alleHAPOHAT €IMH BT Ha cenMuIia B 1o3a 70 mg (n=519) u
anernponar 10 mg naeBHO (n=370) e MOKa3aHa B €AHOTOJUIIIHO MHOTOIIEHTPOBO MPOYYBaHE MPHU
JKEHH B ITOCTMEHOTIAy3a ¢ 0cTeonopo3a. CpeHOTO MOBUINIEHUE CIIPSMO W3X0MHOTO HUBO Ha KMII B
oOnacrtTa Ha rpBOHAYHUS CTHIO 32 exHa roquHa ¢ 5,1 % (95 % CI: 4,8, 5,4 %) B rpynara Ha J103a

70 mg equH bT Ha cenmuna u 5,4 % (95 % CI: 5,0, 5,8 %) B rpymnara Ha no3a 10 mg aHEBHO.
Cpennoto nosutienue Ha KMIT e 2,3 % u 2,9 % B oOnacrtra Ha mwmiikata Ha OeipeHara kocT u 2,9 % u
3,1 % Ha G6enpena Koct B rpynara Ha 70 mg eIuH ObT Ha CEAMUIIA U CHOTBETHO Ha 10 mg JHEBHO.
JIBeTe mpoBexpany ieueHue TPyIH ca MoKa3allr OM3KU Pe3yATaTy U 10 OTHOIICHHE TTOBHINIEHUETO Ha
KMII B ocrananmmTe MecTa OT KOCTHaTa CHCTEMA.

Edexrure Ha aneHapoHar BbpXy KOCTHATa Maca M 4ecToTara Ha (ppaKkTypuTe IpH KEHH B
MOCTMEHOIIAy3a ca IPOCIIEICHN TIPH JBE HadaJIHH NPOYYBAHHMS 3a ONpeeisiHe Ha e(hUKACHOCTTA, ChC
cxozeH nuzaid (n=994), kakto u npu npoyuBanero Fracture Intervention Trial (FIT: n=6 459).

[Ipu HauaHWUTE POYYBAHMUS 32 OIPENeNIsTHE Ha ePUKACHOCTTa cpenHoTo noBuiaBane Ha KMII ¢
ajeHapoHar 10 mg/aeH cupsaMo mianedo ciien Tpu roquHu Jeuenue e owio 8,8 %, 5,9 % u 7,8 % B
obyiacTTa Ha TPHOHAYHUS CTHIIO, IKiiKa Ha OelpeHa KOCT U ChOTBETHO TpoxaHnTtep. O0mmara CTOHHOCT
Ha KMII 3a usi10 4710 b0 € HapacHaia 3HauuTenHo. HaGmonaBano e nonmwkenue ¢ 48 %
(anennponar 3,2 % crpsmo miaredo 6,2 %) B nesa Ha MaLUeHTUTE, JIEKYBaHHU C aJICHIPOHAT,
TIOJTYYHJIH €]THA WJIH TIOBEYe BepTeOpaHu paKTypy B CpaBHEHHE C T€3U, KOUTO Ca TPETUPAHH C
iane6o. [Ipu ynbsiokaBase ¢ JBe roguau Ha Te3u npoyuBanus KMII B oOnactTa Ha rphOHAUHUS
CTBJI0 ¥ TpOXaHTEP € MPOABJLKUIIA Ja ce yBennuaBa, a KMII B obnactra Ha muiikara Ha OenpeHara
KOCT ¥ 001110 3a TSIOTO CE € 3arma3uia Ha ChIOTO HUBO.

FIT BkitouBa Be 1m1ane®0-KOHTPOIUPAHH IPOYyUBAHUS C €KESIHEBHO MIPpUJIara ajleHaApoHar (5 mg
JTHEBHO B MIPOIBJDKEHHME Ha JiBe ronuHu U 10 mg THEBHO 3a OILe €Ha MU JIBE TOMBJIHUTEIHN
TOJINHU):

. FIT 1: Tpuronumrao npoyusane ¢ 2 027 manueHTH, KOUTO MbPBOHAYATIHO ca OMIIM TIOHE C eHa
BepTeOpanHa (KomnpecnonHa) dpakrypa. [Ipu ToBa npoyuBaHe npuiIaraHusT €KEAHEBHO
aJIeHAPOHAT € HaMaJlWI YecToTara Ha > 1 HoBa BeprebpanHa (pakrypa ¢ 47 % (anenaponar
7,9 % cpemy mare6o 15,0 %). OcBeH TOBa € YCTAaHOBEHO U HAJIMYHETO HA CTATUCTHUSCKH
3HaYMMO peAyLMpaHe Ha YecToTara Ha (pakTypH B obnactra Ha Oenpena xoct (1,1 % cpemry
2,2 %, namanenue ot 51 %).

. FIT 2: Yetupurogumno npoy4sase ¢ 4 432 manueHTH ¢ HUICKH CTOMHOCTH Ha KOCTHAaTa Maca,
HO 0e3 BepreOpanHa (pakTypa B Hadanoto. [Ipu ToBa npoyuBaHe e HaOnonaBaHa
CUTHU(HUKAHTHA pa3iiuKa [IPY aHAJM3UPaHETO Ha MOArpyIaTa )eHu ¢ ocreonoposa (37 % ot
oO1ara momysanys, KOWTO OTTOBapAT Ha MOCOYEHOTO TI0-TOpe OIpe/IeIeHHE 3a OCTE0N0P03a)
10 OTHOLIEHHE YecToTara Ha pakTypH Ha Oenpenara koct (aneHaponar 1,0 % cpemry ruiane0o
2,2 %, Hamanenue ot 56 %) u o oTHOIIeHHe YecToTara Ha > 1 BepTeOpanHa Ppakrypa (2,9 %
cpemty 5,8 %, Hamanenue ot 50 %).

Pesynmamu om nabopamopru usciedganus

[Ipu kIMHUYHUTE IPOyUYBaHUS Ce HAOII0aBa aCUMITOMAaTHYHO JIEKO U IPEXOAHO MOHIKEHHE Ha
cepyMHUS Kanui 1 Gocdaru mprOIU3UTETHO pu ¢hoTBeTHO 18 % u 10 % OoT marnmeHTHTE,
npuemany ajgeHaponar 10 mg/nen, B cpaBHeHue ¢ npubmusutento 12 % u 3 % ot Te3u Ha mianeoo.
CrhIeBpeMeHHO 00ayue, YecToTara Ha MOHKEeHUE Ha cepyMHuUs Kanuid 10 < 8,0 mg/dl (2,0 mmol/1) n
cepymuure docdaru 10 < 2,0 mg/dl (0,65 mmol/1) npu ABeTE IpyNu Ha JCUCHHUE € CIHAKBA.
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IlenmarpudHa omyIaus

ATNeHIpoHAT HATPHA € IPOYyYBaH MPH MaTbK OPO MAIIMEHTH C OCTEOTeHe3ncC uMnepdeKTa Ha Bb3pacT
nox 18 ronuuu. Pesynrarure ca HeOCTaThYHH, 3a JIa OJKPEIST yIoTpeOdara Ha aJicHAPOHAT HATPHI
MIPH MEAUATPUYHU MAIUECHTH C OCTEOTEHE3UC UMITEP(EKTa.

5.2 ®apMakoKHHETHYHH CBOICTBA

AnenapoHar

Abcopbyus

CrpsiMo pedepeHTHa BEeHO3HA 1032, IepopaIHaTa cpefHa OMOHAIMYHOCT Ha aleHAPOHAT IPH JKEHUTE
e 0,64 % npu no3u B iuana3ona 5 1o 70 mg, KoraTo ca MPUIIOKEHH CJIe]l TIIaayBaHe IMpe3 HOIITa U Ba
yaca Ipenu cTaHaapTu3upana 3akycka. [1o monoOen HaunH e Hamansia OnonannyaocTta a0 0,46 % u
0,39 %, xoraro ajgeHapOHAT € IMpWiIaraH e1uH Yac UM MOJIOBUH Yac Mpeu CTaHJapTU3UpaHa 3aKycKa.
[Tpu npoy4BaHUATA IPHU OCTEONOPO3a, ANCHAPOHAT € e()eKTHBEH, KOraTo ¢ npuiarat nmone 30 MUHyTH
NpeaX TBPBUAT MPUEM Ha XpaHa WA TSYHOCTH 32 JICHS.

AneHnpoHaTHHAT KOMIOHEHT Ha komOmHnpanara Tadnerka FOSAVANCE (70 mg/2 800 IU) u Ha
koMmOuHMpanara Tabnerka FOSAVANCE (70 mg/5 600 IU) e 6bnoexBuBaieHTeH Ha aneHapoHar 70 mg
TabneTKa.

BrOHATMYHOCTTA € He3HAYMTETHA, KOTaTo aJICHAPOHAT € IPHIaraH ¢ WM [0 JIBa Jaca Ciejl
CTaHIapTH3MpaHa 3aKycka. EJHOBpEMEHHOTO pHEMaHe Ha aJleHAPOHAT U Kade WM MOPTOKAIOB COK €
HaMaJIUJI0 OMOHAIIMYHOCTTA ¢ 0K010 60 %.

[pu 3apaBu HHAWBUIY, IEpOpaieH npeaHu30H (20 mg TpU MBTH JHEBHO B POIBIDKCHHUE HA TIET JHU)
HE € JIOBell 10 KITMHUYHO 3HauMMa MPOMSIHA B IIepopaiHaTa OMOHATMYHOCT Ha aJleHIpoHaT (CPeIHO
noBurieHue B auamnazona 20 % mo 44 %).

Pasnpeoenenue

[IpoyuyBanusTa IpH TUTHXOBE ITOKA3BAT, Ye MPU BEHO3HOTO MHXKEKTHpaHe Ha 103a oT 1 mg/kg,
aJICHJIPOHAT 3a KPaTKO HaBJIHM3a B MEKUTE ThKAHU, HO CIIeJ] TOBa ObP30 ce mpepasnpeens B KOCTUTE
WK Ce eKCKpeTrpa B ypuHara. [Ipu xopa, cpeHUAT 00eM Ha pasIpe/ieieHne B ChCTOSHUE Ha
YCTOMYHBO PaBHOBECHE, KaTO Ce M3KIIOYHM KOCTHATA ThKaH, € oHe 28 nutpa. KonmenTpanunre Ha
aJICHJIPOHAT B TUIa3Ma CJIe]] TEPAIeBTUYHO JI03UpaHe TIEPOPATHO ca TBhPE HUCKH, 32 1a ObaaT
YCTaHOBEHU B aHAJUTHYEH MOPANBK (< 5 ng/ml). CBbp3BaHETO C MPOTEWHH B YOBEIIKA IJIa3Ma €
npudnusurenHo 78 %.

buompancgopmayua
Hsama mannu, 9e npu Xopa WiH )KWBOTHH aJIEHAPOHAT ce MeTabom3npa.

Enumunupane

Cuie €IHOKPATHO BEHO3HO TIPUIIOXKEHA J103a HA Mapkupad ¢ ['*Clanenaponar, mpubnusurenno 50 %
OT PaIMOAKTUBHOCTTA C€ € eKCKpeTupaja B yprHaTa B paMKUTe Ha 72 Yaca ¥ MaJIKO FJIM HUKaKBO
KOJIMYECTBO PAIMOAKTUBHOCT € YCTaHOBEeHa BbB (exayuu. Cieq npuiiaraHe Ha eAHOKpaTHA BEHO3HA
no3a ot 10 mg, 6b0peyHHAT KIMPBHC Ha aneHapoHat € 6un 71 ml/min, a CHCTEMHUAT KIIMPBHC HE €
Haasumt 200 ml/min. [InasMeHnTe KOHIIEHTPAIIUK ca ce IOHWKWIIK ¢ Hajx 95 % 1o 1miect yaca ciiej
BEHO3HO MpHUJIOKEHNE. TepMUHATHUAT MOIYKUBOT TIPH XOpa CE OIEHIBAa Ha HA/I AECET TONHH, KOETO
0Tpa3siBa 0OCBOOOXKAaBaHETO Ha aJICHAPOHAT OT KOCTHATa ThKaH. AJICHAPOHAT HE ce eKCKpeTHpa upe3
KHCETTMHHATA WJIM OCHOBHA TPAHCIIOPTHA CHCTEMa Ha OBOpeInTe MpH ITbX0BE, M TOPaJH TOBA HE Ce
mpesamnosara, ye Ov MOBJHSUT HAa €KCKPETUPAHETO Ha IPYTH JIEKapCTBEHH MTPOAYKTH MPE3 TE3U CHCTEMHU
IpHU X0pa.

Xonexanuudepoi

Abcopoyus
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IIpu 31paBu Bb3pacTHH HHAUBUIN (MBXKE U JkeHHU), ipy nipmioskeHne Ha FOSAVANCE Tta6ietku

70 mg/2 800 IU cnex HOITHO TiTayBaHe U MOHE JIBA Yaca MpeAn XpaHeHe, CpeHarTa TUIOII O
KpuBaTa cepyMHa koH1eHTpanusa-BpeMe (AUCo.120 uaca) Ha BUTaMKH D3 (6€3 KopurupaHe 3a eH10Te€HHU
HUBA Ha BUTaMHH D3) e 296,4 ngehr/ml. Cpennara makcumanna cepyMmHa KOHOEHTpaus (Cmax) Ha
ButamuH D3 e 5,9 ng/ml, a Menmnanara Ha BpeMeTO 3a IOCTUTaHE HAa MaKCHMAaJIHA CEpyMHa
koHTICHTpaus (Tmax) € 12 yaca. buonanmarocrtra Ha 2 800 IU Butamun D3 mpu FOSAVANCE e
nojo6Ha Ha Ta3u Ha 2 800 [U Butamun D3, nmpuitoskeH caMOCTOSTEITHO.

IIpu 31paBu BB3pacTHU YIaCTHUIHN (MBKE U JKeHN), ipu npuinoxkernne Ha FOSAVANCE

70 mg/5 600 IU cnes HOLIHO IITayBaHe U IBa yaca Mpeau XpaHeHe, CpeAHaTa Mol Mo KpHUBaTa
cepymHa koHeHtpanusi-spemMe (AUCq.80 vaca) Ha BUTaMUH D3 (0e3 kopurupane 3a eHIOTCHHN HUBA Ha
ButamuH D3) e 490,2 ngehr/ml. Cpegnara makcumanHa cepymHa KoHUEHTpauus (Cmax) Ha BUTaMUH D3
e 12,2 ng/ml, a MmenmnaHaTa Ha BpeMeTO 3a MMOCTUTaHE Ha MaKCHMalHa cepyMHa KOHIIEHTpaIus (Tmax) €
10,6 gaca. buonanmmunocrra Ha 5 600 IU Butamuu D3; mpu FOSAVANCE e cxonnHa ¢ tasu Ha 5 600 U
BuTaMuH D3, mpuIitokeH caMOCTOSATEIHO.

Pasnpeoenenue

Cren xaro ce abcopbupa, BUTaMuH D3 HaBIn3a B KpBBTa Karo 4acT OT XMJIOMUKpOHUTE. Butamun D3
OBp30 ce paszmpe/ens, OCHOBHO B UepHUS P00, KBJIETO c€ METaboIN3upa 10

25-xuapokcuBuTamMuH D3, ocHOBHaTa hopma Ha chxpaHenne. [lo-Maku KoamdecTBa ce pasmpeernsT
B MacTHara ThKaH U MYCKYJIHaTa ThKaH U C€ ChbXPaHIBAT TaM KaTro BUTaMUH D3 10 0cBOOOXKIaBaHETO
UM II0-KbCHO B IUpKynanuaTa. Llupkynupanuat sutamus D3 ce cBbp3Ba ¢ BUTaMuH D-cBbp3Bamus
IPOTEUH.

buompancgopmayus

Buramun D3 6bp30 ce MeTaboau3upa 4pe3 XUIPOKCUIIMPpaHe B YSPHUS APoO 10
25-xungpokcuBuTamMuH D3 1 ciie; ToBa ce MeTabonusupa B Ob0penute 1o 1,25-
JTUXUIPOKCUBUTAMUH D3, KOWTO MpeCTaBIIsiBa OMOJIOTHYHO akTHBHATA opma. [lo-HaTaTbIIHO
XUJPOKCUITUPAHE CE€ OCHIINECTBIBA IIPEIN SIMMHHIPAHETO. MaTbK IPOIEHT OT BUTaMuH D3 ce
noJyiara Ha INIOKYPOHUIUPAHE NIPEAU ETUMUHUPAHE.

Enumunupane

Koraro pagnoaktuBeH ButamuH D3 e mpuiiarad Ha 3paBy HHIUBUAH, CpEIHATA YPHHAPHA EKCKPEIUs
Ha paJioaKTUBHOCT cien 48 yaca e omna 2,4 %, a cpenHara (hekamHa eKCKpeIus Ha palu0aKTHBHOCT
cnen 4 nuu e 4,9 %. U npu nBara ciydas eKCKpeTHUpaHaTa paJu0aKTHBHOCT € OWJIa TIOUTH U3IISIIO IO
¢dopmara Ha MeTabOJIUTH Ha OCHOBHOTO CheuHeHne. CpeJHHUAT MOYKUBOT Ha BUTaMHH D3 B cepym
cien nepopasiHo npunoxkenne Ha FOSAVANCE (70 mg/2 800 1U) e npubnuzurenno 24 vaca.

bvopeuno yepescoane

[IpenxnuHUYHUTE TPOYYBaHUS ITOKAa3BaT, ue aJleHIPOHAT, KOWTO HE € OTIIOKEH B KOCTUTE, ObP30 ce
eKCKpeTHpa B ypuHara. Hsima naHHu 3a HacHIIaHe Ha KOCTHHS IPUEM CIIE MPOIBIDKUTETHO
NPUIOKEHHUE Ha KyMYJIaTHBHU BEHO3HH 71031 10 35 mg/kg npu skuBoTHU. Makap 4e He pasronaraMe C
KIMHAYHA WH(OpMaIus, Bb3MOXKHO €, KAKTO TIPY )KUBOTHHTE, TMMUHUPAHETO Ha aJICHAPOHAT Ype3
O0BOpennTe na Obe peayuupaHo NpH NaUeHTH ¢ yBpeaeHa Ob0peuna gynkuus. [lopaan Toa Moxe
Jla ce OYaKBa JIOHSKBJIE MO-U3Pa3eHO KyMyJIMpaHe Ha aJICHAPOHAT B KOCTHTE MPH NAIUEHTH C
yBpeneHa 0b0pedna GpyHkmus (Bxk. Touka 4.2).

5.3 IlpenkJIMHUYHM JAHHU 32 0€30MACHOCT

He ca MMPOBCKAAHU HCKIIMHUYHUA MTPOYUBAHUA C KOM6I/IHaL[I/I$ITa OT AJICHAPOHAT U XOJ'IeKaJ'H_[I/Iq)CpOJ'I.

AnenipoHar
HeknuHUYHNTE TaHHU HE TIOKa3BaT 0COOCH PUCK 3a XOopaTa Ha 0a3a Ha KOHBCHIIMOHATHUTE

(bapMaKOJ'IOFI/I‘lHI/I MMpOy4YBaHUA 3a 663OH3CHOCT, TOKCUYHOCT IIpU MHOT'OKPATHO IIPUJTIOKCHUC,
TCHOTOKCUYHOCT U KapIUHOT'CHCH ITOTCHIIUAJI. HpO}"—IBaHI/I}ITa IIpH IJTBXOBE IMMOKA3BatT, Y€ TPETUPAHETO
C AJICHApPOHAT 110 BpEME Ha 6peMeHHOCT € CBIIPOBOACHO C JUCTOKUA ITPU JKEHCKUTE UHAUBHUIU 110
BpPEMC Ha paXJaHC, KOCTO CC CBbP3Ba C XUIIOKAJIIUCMHUATA. ITo BpPEMC Ha MMPOYUBAHUATA IUNITBXOBETC,
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Ha KOMTO ca MPHUII0KEHHN BUCOKH JIO3H, ca OWIIM C TIOBUIIIEHA YeCTOTa Ha HEellbJIHA (peTanHa
ocuduKarys. 3HAYCHUETO Ha TO3U PE3yATar 3a Xopa He € H3BECTHO.

Xonekanrmdepon
[Ipu npuaraHeTo MpH >KUBOTHH HA JO3HM, MHOTO II0-BUCOKH OT TEPAIICBTHYHHUTE IIPH X0Pa, C&
HaOr0/IaBa PENPOAYKTHBHA TOKCHYHOCT.

6. DAPMAILIEBTUYHU JAHHHA
6.1 CHoucbk Ha IOMOIIHUTE BEIeCTBA

Muxkpokpucranna nemnynosa (E460)
JlakTo3a, Oe3BoHA

CpenHOBEpHKHN TPUIITULEPHIU
Kenarun

Kpockapmenosa narpuit

3axapo3sa

KonouneH cunuuues qUOKCHI
Marnesues creapat (E572)
Bytunxunpokcuronyen (E321)
Moaudunupano HumecTe (apeBHUIHO)
AnymuHneBo-HaTpueB cuinkar (E554)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpox Ha rogHOCT

18 mecema

6.4 CrhenuajaHu ycJIOBHsI HA CbXpaHEHHe

Ja ce cpxpaHsBa B OpUTHHAITHUS ONHCTED, 32 J1a Ce MPEJIa3y OT Biara U CBETINHA.
6.5 Buau chabp:kaHue HA OMAKOBKATA

FOSAVANCE 70 mg/2 800 IU Tabnerku

AnyMUHUWH/ayMUHWN ONHCTEPU B KAPTOHEHH KyTHH, ChAbpxamu 2, 4, 6 uiu 12 Tabnerku.

FOSAVANCE 70 mg/5 600 IU tabaerku
AnyMuHUI/amyMuHURA ONMHMCTEpU B KAPTOHEHH KyTUH, ChIbpKay 2, 4 win 12 tabnetku.

He Bcuuku BUIOBE ONTAaKOBKM MOTAT Jia ObAaT IyCHATU B IPOax0a.
6.6 CrnenuajaHu mpeana3Hu MepKHU NMPH U3XBbPJIsAHE

Hsama ClicnyaJiIHi U3MCKBAHMA.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hunepnannus
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

FOSAVANCE 70 mg/2 800 IU TabieTkn
EU/1/05/310/001 — 2 TabneTku
EU/1/05/310/002 — 4 TabneTku
EU/1/05/310/003 — 6 TabneTkn
EU/1/05/310/004 — 12 Tabnerkn

FOSAVANCE 70 mg/5 600 IU TabneTku
EU/1/05/310/006 — 2 TaGnerku
EU/1/05/310/007 — 4 TabneTku
EU/1/05/310/008 — 12 Tabnerku

9. JATA HA ITbPBO PABPEIIABAHE/TIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ara na mepBo paspemiaBane: 24 asryct 2005 .
[ara na nocienHo nmogHosBane: 24 ampun 2015 .

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Honpo6na nHbOpManHs 3a TO3H JEKapCTBEH MPOAYKT € MpeocTaBeHa Ha yeOcaiita Ha EBpomneiickara
arcHIIMs 110 JIeKapcTBara https:/www.ema.europa.cu.
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MNPUJIOXKEHHUE I1

MMPON3BOINTEJI (M), OTTOBOPEH(HM) 3A
OCBOBOKJIABAHE HA IAPTHIN

YCJIOBUSA NJIN OTPAHUYEHMUSA 3A TOCTABKA "
YIIOTPEBA

APYI'U YCJIOBUS U U3BUCKBAHUSA HA
PASPEHIEHHMETO 3A YIIOTPEBA

YCJIOBUSA WJIN OT'PAHUYEHMUSA 3A BE3OITACHA U

EOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA
MHPOAYKT
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A.  IIPOU3BOIUTE.I (1), OTTOBOPEH(HH) 3A OCBOBOKIABAHE HA ITAPTHU/U

HmMe u aapec Ha HDOI/ISBOI[I/ITCHH(I/ITG), OTI‘OBODCH(HI/I) 3a OCBO60)KI[aBaHe Ha MapTUAUTC

Merck Sharp & Dohme BV
Waarderweg 39

2031 BN, Haarlem
Hunepnannus

Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
benrus

Vianex S.A.
15th Km Marathonos Avenue
Pallini 153 51, I'epuus

[TeuaTHaTa TMCTOBKA HA JICKAPCTBEHUS IPOAYKT TPsIOBa Aa ChIbPrKa MMETO M afpeca Ha
IPOU3BOJUTEIIS, OTTOBOPEH 32 OCBOOOKIaBaHETO HAa ChOTBETHATA MAPTHUIA.

b. YCJIOBUA NJINX OT'PAHUYEHMUSA 3A TOCTABKA U YIIOTPEBA

JlexapcTBEHUST NPOAYKT C€ OTILyCKa I10 JIEKapCKO MPEANUCAHNE.

B. JAPYI'M YCJIOBUSA U UBUCKBAHUS HA PASPELIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaanau 3a oesonacuoct (ITAIB)

WzuckBanwmsra 3a mogaBane Ha [TAJIb 3a To3u JIeKapCTBEH MPOAYKT Ca MMOCOYCHH B CIIHICHKA C
pedepentnute natu Ha EBponeiickus cpio3 (EURD cnucek), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CJIE/IBALIN aKTyaJIN3aLNH, ITyOJIUKYBaHU Ha €BpOIIEHCKHs yeh
TOpTaJI 3a JIeKapCcTBa.

. YyciaoBus HJin OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

. IInan 3a ynpasiyienne Ha pucka (IIYP)

IMputexarenst Ha pasperieHueTo 3a yrnorpeda (ITPY) tpsOBa j1a U3BbpIIBa H3UCKBAHUTE ACHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCIeAsIBaHe Ha JeKapcTBeHaTa 0€301acHOCT, mocoueHu B ogo0penus [1IYP,
npezacrased B Moayin 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCUUKH CJICABALIN 0JJ00PEHH
akTyanu3auuu Ha ITYP.

Axtyanusupan [IYP tps6Ba na ce nonasa:

o 1o “ckaHe Ha EBporielickaTta areHIus 1o JeKapcTBara;

o BUHArd, KOTaTo Ce M3MEHsI CHCTEMaTa 3a yIpaBJIeHHE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
NOJIyYaBaHe Ha HOBa MH(pOpPMaLus, KOATO MOXKE /1a 0BeJIE 10 3HAUMMU IPOMEHHU B
CHOTHOIIIEHHUETO T10J13a/PHUCK, MIIH CIIe]] TOCTUIaHe Ha Ba)KEH eTall (BbB BPb3Ka C IPOCIICIIBaHE
Ha JIeKapCTBEeHAaTa 0E€30MacHOCT WM CBEXJaHe Ha PUCKA 10 MUHUMYM).
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MNPUJIOKEHHUE 111

JAHHU BbPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JIA CbAbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHSA 3A FOSAVANCE 70 mg/2 800 1U

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

FOSAVANCE 70 mg/2 800 IU tabnerku
aJICHAPOHOBA KUCEIMHA/XOJIeKaIH(epo

| 2. OBSIBIBAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcsika tabieTka chabpxka 70 mg aneHapoHoBa KucenuHa (KaTto HaTpuil Tpuxumpar) u 70 MUKporpama
(2 800 IU) xonekanuugepon (Butamut Ds).

‘ 3. CIIMCBK HA TIOMOIIIHUTE BEIIECTBA

CopIbppika ChIIO: JIAKTO3a U 3aXapo3a. BivkTe TMCTOBKATA 32 JOMBIHUTENHA HHPOPMALIHS.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

2 TabJaeTKu
4 TabyeTKn
6 Ta0JIETKH
12 TabneTku

S. HAYHH HA TPUJIOKEHUE U TBbT(MIIA) HA BBbBE/KJIAHE

[Ipenu ymorpeba mpovereTe TUCTOBKATA.
Emuu nbT Ha cenMuIia.
3a nepopasHO NPUIIOKEHHE.

IIpuemaiiTe eqna TadieTKa eIMH MbT HA CEAMUIIA

Ort0enexere JeHA OT ceAMHULIATA, KOWTO € Hal-moaxoasau 3a Bamara cxema Ha jedeHue:
ITH
BT
CP
qT
T
Cb

HJ

6. CHELOUAJIHO HPEAYIIPEXIEHUE, YE JIEKAPCTBEHUSAT ITPOAYKT TPSBBA
JA CE CbXPAHSIBA HA MSICTO JAJIEYE OT IIOIVIEJA U TOCET'A HA JELIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a ACHaA.

‘ 7. JPYI'U CIIEHUAJIHU IPEAYHPEXKJIEHU S, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ongen no:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

ﬂa CC ChXpaHsdaBa B OpPUTMHAJTHUA 6J'II/ICTep, 3a J1a C€ Mpeamna3un OT Bjlara U CBETJIIMHA.

10. CHEINUAJIHU IIPEAIIASHU MEPKH ITPU U3XBBPJISSHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

11. HME U AAPEC HA ITPUTEKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/05/310/001 (2 TabneTkn)
EU/1/05/310/002 (4 TabmeTkm)
EU/1/05/310/003 (6 TabneTkn)
EU/1/05/310/004 (12 TabneTkn)

13. HNAPTUJAEH HOMEP

[Maptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMUAA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

DOO3ABAHC
70 mg
2 800 IU
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiBym3MepeH 0apKo ¢ BKIIOUCH YHUKAJICH UICHTU(DHUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE NWJIN JIEHTUTE

BJINCTEP 3A FOSAVANCE 70 mg/2 800 I1U

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

FOSAVANCE 70 mg/2 800 IU TabneTku
aJICHAPOHOBA KUCETMHA/XOIEKATITHUDEPOT

2. NME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Organon

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

|5.  JPYIoO
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JAHHU, KOUTO TPABBA JIA CbJAbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSA 3A FOSAVANCE 70 mg/5 600 1U

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

FOSAVANCE 70 mg/5 600 IU tabaeTku
aJICHAPOHOBA KUCEIMHA/XoJIeKaIH(epor

2.  OBSIBSIBAHE HA AKTUBHOTO(MTE) BELHIECTBO(A)

Bcsika TabieTka chabpxka 70 mg aleHIpoHOBa KUcenHa (KaTo HATPUI TPUXUIPAT) U
140 muxporpama (5 600 1U) xonexanmmudeporn (Butamut D).

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Chappka ChINO: TAKTO3a U 3aXapo3a. BmkTe MUCTOBKATa 3a MOMBIHATEIHA WHPOPMAIIHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

2 TabeTKn
4 TabneTku
12 TabneTku

5. HAYUH HA ITPUJIOKEHUE U TbT(MIIA) HA BBbBE/KJAHE

IMpeau ynorpeba nmpoveTeTe JINCTOBKATA.
EnuH nbT Ha ceMuIa.
3a mepopasHo NPUIIOKECHHE.

IIpuemaiite eqna TadieTka eIMH IbT HA CeAMULA

Ot0enexere JeHs OT CeAMHUIIATa, KOMTO € Hall-rmoaxoasil] 3a Baiara cxema Ha JieueHue:
ITH
BT
CP
qT
T
Cb

HJ

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CbXPAHSABA HA MSICTO JAJIEYE OT IIOIVIEJA U TOCETI'A HA TELIA

ﬂa CC ChbXpaHsABa Ha MACTO, HCAOCTBITHO 3a ACHA.
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‘ 7. APYTU CIIENUAJIHU ITIPEAYITPEXJIEHU S, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJJHOCT

Tonen no:

‘ 9. CIHHEHUAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ja ce cpxpaHsiBa B OpUTHHATHUS ONHCTED, 3a /1a CE MPEIa3y OT Biara U CBETIHHA.

10. CHELOUWAJHU NPEAITAZHU MEPKU IIPU NU3XBBbPISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTH WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

11. HME U AAPEC HA ITPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

N.V. Organon
Kloosterstraat 6
5349 AB Oss

Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/05/310/006 (2 TabneTkm)
EU/1/05/310/007 (4 TabneTkn)
EU/1/05/310/008 (12 TabneTkn)

13. HNAPTHAEH HOMEP

IMaptunen Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHWNS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

O®O3ABAHC
70 mg
5600 1U

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAICH UIACHTU(DUKATOD
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18. YHHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE NWJIN JIEHTUTE

BJIUMCTEP 3A FOSAVANCE 70 mg/5 600 1U

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

FOSAVANCE 70 mg/5 600 IU TabneTku
aJICHAPOHOBA KUCETMHA/XOIEKATITHUDEPOT

2. NME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Organon

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

|5.  JPYIoO
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JAHHU, KOUTO TPABBA JIA CE CbABP/KAT BBTPE BbB BTOPUYHATA OITAKOBKA
(KAPTOHEHA KYTHA)

Kapra ¢ uHcTpykuun

Basxkna nngopmanus

Kaxk na npuemate FOSAVANCE TadjieTku

1.
2.

IIpuemaiite no eqna TadjeTKa eIMH IBT HA CeAMULIA.

H36epeTe aeH OT ceAMHUIIATA, KOITO e Haii-moaxoasing 3a Bamara cxema. Koraro cranere ot
CBbH CYTpHH B JicHs U30paH oT Bac, u nmpeau 1a npuemMere HAKaKBa XpaHa, HATIUTKA WU APYTO
JIEKapCTBO, IIIbTHETE (HE YyleTe U He IbBUETE TalJNeTKaTa U He 51 OCTaBsIiTe 1a ce Pa3TBOPH B
ycrara Bu) enna tabnerka FOSAVANCE c mpiHa yama Bofa (Bojgara He TpsOBa 11a e
MUHEPAITHA).

I[Ipoanbakere cBOMTE CyTpelIHU AeiiHOCTH. MoXkeTe J1a ceuTe, CTOUTE WITH JIa XOAUTE -
MpocTo cToiiTe m3npaBeH(a). He naraiite, He shKTe, He MUITE U HE IPUEMaTe APYTH JIEKapCTBa
3a nepuon He no-kparbk oT 30 MunyTH. He nsraiite npenu ga cTe NpUKIIOYWINA ¢ TBPBOTO
XpaHeHe 3a JIeHs.

Momuere, npuemaiite FOSAVANCE enun nbT BCSIKa CEAMUIIA B €IUH U ChIIl JCH TOJIKOBA
I'BJITO, KOJIKOTO By e npeanucan Bamws nekap.

AKo nponycHeTe eaHa 103a, npuemere camo eana rabnerka FOSAVANCE Ha cyTpuHTa cief Kato
ce ceture. He npuematime 06e mabnemxu 8 eOut u cvuy oex. lIpogpinkere 1a mpuemMare 1o eaHa
TaOJIeTKa eMH BT Ha CEIMHIIA, B JICHS, KOWTO MbPBOHAYAIHO CTE H30pau.

B nuctoBkara nMa BakHa HOIBIIHUTENHA HH(POpMaIus 3a ToBa Kak aa npuemare FOSAVANCE.
Monsi, mpodeTeTe s BHUMATEITHO.
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b. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

FOSAVANCE 70 mg/2 800 IU Tabaerku

FOSAVANCE 70 mg/5 600 TU Tabaerku

AJICHAPOHOBA KUCEIIMHA/XoJIeKandepor
(alendronic acid /cholecalciferol)

IIpoueTeTe BHUMATEIHO LAJIATA JMCTOBKA, MPEIU 2 3aMl04HeTe 1a MpUeMaTe TOBa JIeKapcTBo,

Thil KaTo THA chbAbp:Ka BaxkHa 3a Bac undgopmaumus.

- 3amazere Ta3u JIUCTOBKA. MOJKe /1a c€ HaJIOXKH [1a S IPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JIOBIHATEITHHA BBIIPOCH, MoMTaiTe Bammms nekap wiu gpapmarieBrt.

- ToBa siekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrenBaiite Ha Apyru xopa. To Moxe
Ja UM HaBpeIH, He3aBUCUMO Y€ TPU3HAIUTE Ha TAXHOTO 3a00isBaHe ca ChIIUTe KaTo Bamure.

- AKO TIONTyYnTe HAKaKBU HEXEJIaH! pPeaklny, yBegoMeTe Bamms ekap wu gpapmaresT. Tosa
BKJIFOYBA U BCUYKH Bb3MOXXHH HEKECJIIaHU pE€aKlIMU, HCOIMMCAHN B Ta3W JINCTOBKA. Bmxte
TouKa 4.

- Oco0eHo BaxxHO € 11a pazdepere HHPOpMANHUATa B TOUKA 3, TIPEAH Ja 3aIlI0YHETE J1a TIpreMaTe
JIEKapCTBOTO.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

Kakso npezncrasnsaBa FOSAVANCE u 3a kakBo ce u3nonssa
Kakgo TpsiOBa ma 3Haete, nmpeau na npuemetre FOSAVANCE
Kak na npuemare FOSAVANCE

BBb3MOXHU HEXETTaHU PEAKLIUU

Kak na cexpansBare FOSAVANCE

ChbabpprkaHue Ha ONIAKOBKATa U JIOMBJIHUTEIHA HH(popManys

A e

1. Kaxkso npeacrasasiBa FOSAVANCE u 3a kakBo ce H310J13Ba

Kaxso npeacrasasia FOSAVANCE?
FOSAVANCE e Tabrnerka, CbibpKaliia IBeTe aKTHBHH BEIIECTBA - aJICHAPOHOBA KHUCEINHA
(0OMKHOBEHO HapUYaHa aAJICHAPOHAT) U XoJeKanmudepos, mo3HaT Karo BuTaMuH Ds.

KakBo npeacrasisiBa ajeHaApoHaT?

AJleHIpOHAT IPUHAICKH KBbM Ipylara Ha HEXOPMOHAITHHUTE JIEKApPCTBEHH MPOIYKTH, HApEUSHU
oudocdonaru. AleHapoHAT IPEAOTBPATIBA 3arydara Ha KOCTHO BEIIECTBO, MOsBABAIIIA CE TP JKEHHU,
KOUTO ca MPEMHUHAIIH MIeprojia Ha MEeHOIay3a, ¥ [ToMara 3a Bh3CTaHOBSIBAHETO Ha KOCTHTE. Toi
HamaJsiBa pucKa OT ppakTypH B 00acTTa Ha TpbOHAYHMS CTHIO U OeApeHaTa KOCT.

KaxBo npeacrasasisa Butamun D?

Butamun D e ocHOBHA XpaHHUTeNIHA ChCTaBKa, HEOOX0ANMa 3a aOcOpOMpPaHETO Ha KN 1 3a
HJINYMETO Ha 3ApaBHu KocTH. Oprann3MbT MOXe 1a abcopOupa NpaBUITHO KU OT XpaHaTra camo
aKO T4 ChABPXKA NOCTATHYHO KOJIMYECTBO BUTaMHH D. MHOT0O MaJIkO XpaHH ChIbpPKAT BUTAaMUH D.
OCHOBEH U3TOYHUK € U3JIaraHeTo Ha CIIbHIIE IIpe3 JIATOTO, IpU KoeTo BuTaMuH D ce oOpa3yBa B
KoXkara. B nporieca Ha cTapeeHe ko)kaTa IMPOU3BEXk/1a MO-MaJIKO KOJIMYECTBO BUTaMHH D.
HenocrarpuHoTo KonmMuecTBO BUTaMUH D Moke 1a craHe mprYKHa 3a 3ary0a Ha KOCTHa Maca U
octeornopo3a. TexXKuaT geuIrT Ha BUTaMuH D Moxke J1a cTaHe npuyrHa 3a c1abocT Ha MYCKYJIHTE,
KOETO MOXKE J1a IOBEZIE A0 MaJaHus U MOBUIIEH PUCK OT QPaKTypH.

3a kakBo ce uznoassa FOSAVANCE?

Bammar nekap e npeamnucan FOSAVANCE 3a neuenue Ha Bamrara octeonoposa u Thit kato pu Bac
CBINECTBYBA PUCK OT HEAOCTAThYHOCT Ha BuTamMuH D. Toit HaMaisiBa pucka oT PpakTypH Ha
rpHOHAYHKTE MPENUICHHN U OeipeHaTa KOCT MPH XKEHH clie]] MEHOIIay3a.
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KakBo npeacrasisiBa octeonopo3ara?

Ocrteomnopo3ara npecTaBsIBa U3ThHABAHE U OTcla0BaHe Ha KOcTUTe. T € 4yecTo cpeliana npu *,eHu
cien MeHonaysa. [1o BpeMe Ha MeHoTIay3arta SSIHUHUIIITE TPECTaBaT J1a POU3BEXKIAT HKESHCKHS TTOJIOB
XOPMOH €CTPOTeH, KOWTO MOAbPKa KOCTUTE Ha )KEHUTE 3/ipaBu. B pe3ynrar ce pa3suBa 3aryoda Ha
KOCTHO BEIIIECTBO M KOCTUTE CTaBaT Mmo-cinadu. KokoTo mo-paHo jxeHaTa HaBlie3e B MEHOIIAy3a,
TOJIKOBA MO-TOJISIM € PUCKBT OT OCTEONOPO3a.

B Haganoro ocTeonopo3ara OOMKHOBEHO MpOTHYa 6e3 CUMITOMA. AKO HE ce JIeKyBa, 00ade, TS MOXKe
Jia TOBEJIe IO CUyTBaHEe Ha KocTuTe. He3aBUCHMO ue To3H mpoiiec ¢ 0OMKHOBEHO OOJIC3HEH,
¢dpakTypuTe Ha TpbOHAYHUTE TPEIJICHN MOXKE ]a MUHAT He3a0ems13aHo, JOKaTo He CTaHaT NpUYrHA 32
3ary0a Ha pbCcT. CuynBaHe Ha KOCTHTE MOXKE JIa c€ TIOIy4H 10 BpeMe Ha OOMKHOBEHH, €KEIHEBHH
JICHOCTH KaTo BAWTAaHE HA HENO WK OT MAJIKH TPAaBMH, TIPH KOUTO OOMKHOBEHO HE CE CTHTa JI0
cuymnBaHe Ha HOpMasiHa KocT. CuynBaHeTo € Hali-uecTo Ha OeipeHa KOCT, MPELIeH WM KOCTH Ha
KHATKara ¥ MOXe Ja JA0BeJle He caMo J0 00JKa, HO U JI0 3HAYMTEITHU NPOOJIEeMH KaTo U3rbpOeHa CcToika
('maMcka repOuUIAa’) 1 3ary0a Ha TOABIKHOCT.

Kaxk mosxke 1a ce jekyBa octeonopo3sara?
Ocgen neuenuero ¢ FOSAVANCE, Bamusr nekap Moxe 1a IpeIjIokKy U MPOMsiHA B HAYMHA HA JKUBOT,
KosITO OM Mora 1a Obie nojie3Ha 3a Balreto cbcTossHUE, KaTo:

Hpekpamﬂeaﬂe Ha miomoHoOnyuilene Hma JaHHH, Y€ MYIICHECTO YBCINYaBa CKOPOCTTaA Ha 3ary6a Ha
KOCTHa Maca U mopaau ToBa MOXE J1a YBEJINYU pHUCKa OT
CUyIIBaHC Ha KOCTUTC.

Dusuuecku ynpalcHeHus KakTo MycKynuTe, Taka U KOCTUTE C€ HYKIAAT OT (PU3NIECKH
yIpaXHEHHs, 3a Ja Obaat 31paBu U cuiiHU. KoHcynTupaiite ce ¢
Bammst niekap, penu Jia 3aroyHeTe nporpaMa ¢ Gu3n4ecku

YIpaKHEHUS.

banancupano xpanene Bamust nexap Mmoxe 1a Bu nmochBeTBa 3a oaxojsila Juera u
JIaJT J]a IPUeMaTe XPaHUTEIIHU JT00aBKH.

2. Kakgpo TpsoBa na 3naere, npeau aa npuemere FOSAVANCE

He npuemaiite FOSAVANCE

. aKo CTe aJIeprHYHH KbM aJICHJPOHOBA KHCEJINHA, X0JIeKaaH(epoII WiIH KbM HIKOS OT
OCTaHAJIMTE ChbCTABKH Ha TOBA JIEKApCTBO (M30pOCHH B TOUKa 6),

. aKo MMaTe OTpeesIeHH poOJieMH ¢ XpaHonpoBoaa (e3odaryc— Tpbp0ara, KosITo CBbp3Ba ycrara
ChC CTOMAaxa), KaTo CTECHEHHE WM TPYJHOCTHU C IPETTIIAHETO,

. aKo HE MOXKETE J1a OCTAHEeTe B M3MPABEHO WM CEIHAJIO MOJIOKEHNE He MO-MaJKo OoT 30 MUHYTH,

. ako Bamust nekap Bu e yBemomuil, ue uMare HUCHK KaJllUi B KPBHBTA.

AKo cunTare, 4e HEelo oT U30POCHOTO MO-TOpe Ce OTHACA 10 Bac, He mpuemaiite TabneTKuTe.
T'oBopere mbpBO ¢ Bammms nekap u mocieaBaiTe qaieHUs ChBET.

Ipenynpexnenus: U NpeanasHu MepKu
ToBopete ¢ Bamist tekap i dapmanieBt, ipean jaa 3armouHere ja npuemare FOSAVANCE, axko:

o nmare npobiemu ¢ 6pOpenuTe,

o “Mare WIA HaCKOPO CTe€ UMaNIK IIPOOIeMH ¢ TPErThIIAHETO WM XpPaHOCMIJIaTeTHATa CHCTEMA,

. Bammsat nexap Bu e xazain, ge nmare xpaHonpoBoy Ha baper (chcTosiHUE, CBBP3aHO ¢ IPOMSHA
B KJICTKUTE, KOUTO O0Tpax/1aT ToJHATA YacT Ha XPAaHOIPOBO/A),

. Bamust nexap Bu e kazan, ye umate HapyIieHa abcopOIHs Ha MUHEPAIA B CTOMaxa WU
gepBara (MagabcopOIMOHEH CHHAPOM),

o 3p0uTe B ca B JI01110 ChCTOSTHUE, MMaTe 3a00sIBAaHE HA BEHIIMTE, MMaTe IJIAHUPAHO BaJICHE Ha
360 WU HE Moy4yaBare pyTHHHA CTOMATOJIOTHYHA TIOMOIII,

. Mare pak,
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L Bu ce npuiara XuMHuoOTCpanuda Wink Jb4YCTCparius,

o B3eMaTe MHXUOUTOPHU HA aHTHOTeHe3ara (KaTo OeBaIu3yMad Wiy TaauIOMHT), KOUTO Ce
W3MOJI3BAT MPH JICUCHUE HA paK,

o B3EMaTe KOPTUKOCTEPOUIH (KaTo MPEIHNU30H WM JIEKCAMETa30H), KOUTO CE U3IOJI3BAT MPU
3a00JISIBAHUS KATO aCTMa, PEBMATOUICH apTPHUT U TEXKKH aJePTUH,

. Bue cre wmm cte 6mimm myiad (ToBa MOXKE a YBEIIUYH PHICKA OT JEHTAHHU MPOOIIEMH).

Moxe na OblIeTe MOCHBETBAHU JIa CH HAIIPABUTE CTOMATOJIOTHYCH NPEIvIe]] IIPE/IX 3all0YBaHe Ha
neuenne ¢ FOSAVANCE.

BaxHo e na mogabprkare obpa ycTHa Xuruena, nokato ce jgekyBare ¢ FOSAVANCE. Tpsi6sa na ce
nojyIaraTe Ha pyTHHHH CTOMAaTOJIOTUYHH IpeTyiein 10 BpeMe Ha JiedeHneTo Bu u TpsoBa na ce
CBBpXKeTe ¢ Bamms exkap wiu 3p005eKap, ako IMare mpoOIeMH C ycTara Wid 301Te, KaTo
paskiamniane Ha 30uTe, 00JIKa WK OAYyBaHe.

pasHene, Bp3MajeHUe WK SI3BU HA XPaHONPOBOA (XpaHONIPOBO — TPhOara, KOSTO CBbP3Ba ycTara
ChC CTOMAaxa) 4YeCTO CbC CUMITOMH KaTo I'pbJHA 00JIKa, KUCEIUHN W TPYJHO, WK O0JIE3HEHO
MMpenIbllaHe ca Bb3MOXKXHHU, 0C00EeHO aKo ManUMCHTUTC HC IIUAT II'bJIHA Yalla BoJa W/WIIHA aKO JIsiraT (He
0CTaBaT B U3MPABEHO WJIM CEIHAIIO MOJIOKeHHE) MoHe 30 MUHYTH, CIIEA KaTo ca IpUeIn
FOSAVANCE. Te3u HexenaHu peakliMi MOTaT Ja C€ BJIOLIAT, aKO MAMEHTUTE NPOIbIIKAT Aa
npuemat FOSAVANCE, crien karo pa3BusT HOZOOHU CUMIITOMH.

Jlena u roHOIIH
FOSAVANCE He Tpsi0Ba J1a ce Ipuiiara Ha Jielia ¥ FOHOIIIM Ha Bb3pacT moj 18 roauHu.

Apyru aexkapcrea u FOSAVANCE
Wudopmupaiite Bamms ekap mimu gapMarieBt, ako mpuemMare, HaCKOpo CTe MpUeMali HilH €
BB3MOJKHO J1a IPUEMETE JIPYTH JIEKAPCTBA.

BB3MOKHO € KanieBuTe J00aBKH, aHTHAININTE W HAKOU NIEPOPaTHO IpUEMaHH JIEKapCTBa J1a
MOBIUSAAT BhpXY a0copOiusita Ha FOSAVANCE, ako ce nmpuemar eJHOBpEMEHHO ¢ rpoaykra. [lopaau
TOBA € BAKHO JIa CJIEABAaTe YKAa3aHUATA, IaJICHA B TOUKA 3 M M34akaite Hail-mMainko 30 MUHYTH, Ipeau
Jla TIpUeMeTe JAPYyTH TIepOPATHH JIEKapCTBA WIH JJOOABKH.

Hsixou niekapcTBa 3a peBMaTU3bM WM 3a MPOoAb/ukuTeNHa 0onka, Hapeuenu HCIIBC (manpumep
aleTIICATNIINIOBA KUCEIHHA WK UOYTIPOodeH), MOXKE 1a PUUYUHSIT MPOOJIEMH ¢ XPaHOCMHIIAHETO.
CrnenoBarenHo, TpsiOBa J1a ce MOJX0X/1a BHUMATEIHO, KOTaTo Te3H JIeKapcTBa ce MpruemMar
eanoBpemenHo ¢ FOSAVANCE.

BB3MOXKHO € HKOM JIEKapCTBa WU XPAHUTEHA JOOABKY J1a TIOTIpeyar Ha MPOHUKBAHETO B OPraHU3Ma
Ha ButamMuH D chcTaBkara Ha FOSAVANCE, BKIIFOUHTETHO M 3aMECTUTEIN Ha U3KYCTBEHN Ma3HUHH,
MUHEpaTHU Macyia, JIKapCcTBa 3a HaMaJIsiBaHe Ha TETJIOTO, OPJINCTAT ¥ MIOHMKABAIIH XOJIECTEPOIa
JIEKapCTBa, XOJIECTUPAMHUH U KosiecTurol. JlekapcTBa, mpuiiaraHu npy repyoBe (karo GeHUTOUH Win
(denobapOuTalT), MOraT Jia MOHWKAT e(pUKacCHOCTTa Ha BuTaMuH D. Ha MHIuBUyalHa OCHOBA MOXKE
Jla ce MPELeHN NPUIaraHeTo JOMbIHUTEIHO Ha 100aBKku ¢ BUTaMuH D.

FOSAVANCE c xpaHa 1 HAIUTKH

BeposiTHO € XpaHara U TEYHOCTUTE (BKIIOYUTEIHO MUHEpaiHara Bofa) na Hampassit FOSAVANCE
MO-MaJIKO €()eKTHUBEH, aK0O ce pueMar eAHOBpeMeHHO ¢ Hero. [lopanu ToBa e BaxXHO Ja cieaBare
CBbBETHUTE, AaaeHu B Touka 3. Tps0OBa na nzyakare nmone 30 MUHYTH, TIpEIH J1a IPHEMETE KAaKBaToO U J1a €
XpaHa M HAaIlUTKH, C U3KIIFOYEHHE Ha BOA.

BpemMeHHOCT M KbpMeHe

FOSAVANCE e npeaHa3HadyeH 3a MPUIOKESHHUE caMO IPY KEeHU B IIocTMeHomay3a. He TpsOBa fga
npuemare FOSAVANCE, ako cte uiu cMmsTare, 9e MoXe J1a cTe OpeMeHHa, FIIH ako KbPMUTE.
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Ilodupane u padoTa ¢ MAIIUHA

Hma cpoOuienns 3a HexelaHu peakuy (HapuMmep 3aMbIVIEHO BIDKIAaHe, 3aMaiiBaHe, CUiIHa O0JIKa B
koctute, Myckyiure u craBute) Ha FOSAVANCE, kouto mMorar aa okakaT BIUSHHE BbPXY
croco0OHOCTTa 3a modupane 1 padoTa ¢ MaIIMHU (BIKTE TOUKa 4). AKO MOIyYUTEe HIKOS OT TE€3H
HEe)XKeJIaHW PEeaKIiy, He TPsAOBa fa modupare, JOKaTo He ce TIOIyBCTBare mo-Ao0pe.

FOSAVANCE cpabpika JJaKT03a M 3aXapo3a.
Axo Bamusr nexkap Bu e kazai, ye uMare HeOHOCUMOCT KbM HSIKOU 3aXapH, MOCHhBETBANUTE CE C HETO,
MIPEIH JIa B3EMETE TOBA JICKAPCTBO.

FOSAVANCE cbabpxa HATpHI.
ToBa nexapcTBO chABpKa Mo-Manko ot 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e. MOXKE JIa Ce Kaxke,
4e MPAKTUYCCKU HE ChIbPIKa HATPUH.

3. Kak na npuemare FOSAVANCE

Bunaru npuemaiite FOSAVANCE Touno kakto Bu e kazan Bammsar nekap wim dpapmaneBt. Ao He
CTE CUTYpHHM B Hello, monuraiire Bamus nexap mnu papmanesr.

IIpuemaiite no enna tadserka FOSAVANCE eann nbT Ha ceamMuua.

CrnenBaiiTe Te31 HHCTPYKLUU BHUMATEIHO.

1)  U3bepere meH oT cenMuIiara, KOWTO Hail-moOpe choTBeTCTBA HA Bamms rpaduk. Beska cenmuria
B3uMmaiite enna tadnerka FOSAVANCE B u3bpanus ot Bac neH.

MHoro € BayKHO Ja chOJtoaBare HHCTPyKIuu 2), 3), 4) u 5), 3a Jia IOMOTHETE Ha Ta0JieTkaTa
FOSAVANCE na cturse no ctomaxa Bu 0bp30 1 J1a HaMauTe Bb3MOXXHOCTTA OT JIpa3HeHe Ha
XpaHOIMPOBOAA (XPAHOIIPOBOA — TphOaTa, KOSITO CBhP3Ba yCTaTa ChC CTOMAaxa).

2) Crnen kaTo cTaHeTe OT CHH | IIPEJU Jia IpreMare HIKaKBa XpaHa, TeYHOCTH WA APYTH
nekapcTa, B3emeTe Bamara tabnerka FOSAVANCE nsina, camo ¢ rbiiHa yaria Boja (Bojara He
TpsiOBa 1a € MuHepaiHa) (He mo-Manko ot 200 ml), Taka ye FOSAVANCE na ce abcopbupa B
JIOCTaThb4yHa CTEIEH.

. He B3umaiite ¢ MuHepanHa Boga (OOMKHOBEHA WIJIM Ta3upaHa).
o He B3umaiite ¢ kade wmm yaid.
. He B3umaiite cbC COK U MIISIKO.

He uynere niau qpBueTe TabjaeTKara M HE MO3BOJISBAKTE Ja Ce pa3TBOpH B ycraTta Bu, mopaau
BEPOSITHOCTTA OT 00pa3yBaHe Ha s13BU B yCTaTa.

3)  He mraiite - ocTaneTe B M3MPaBEHO (CETHATIO, U3MPABEHO MOJIOKEHUE WIIH XO/ICHE) - TIOHE
30 MuHYTH, CJIe]l KaTo IIbTHETE TabneTkara. He nsraiire, 1oKaro He CTe MPUKIIOYIIIHN C
I'BPBOTO XpaHEHE 3a JACHS.

4) He B3umaiite FOSAVANCE mnipenu nsrane Wiy Ipeay cTaBaHe CyTPHH.

5)  Ako ce IosIBU TPYAHOCT MIIK O0JIKA TIPH MperTbiiaHe, O0JIKa B 'bPAUTE WK HOBA HITU
BJIOIIIABAIIA Ce mapernia 6oyka B repauTe, npeycraHoBere mpuemaneTo Ha FOSAVANCE u ce
obamere Ha Barmms ekap.

6) Crnen xaro rreTHeTe TabneTkara FOSAVANCE, n3vakaiite mone 30 MUHYTH, TIpean 1a
MIpUEMETE TbpBaTa 3a JACHS XpaHa, TCTHOCTH WJIHU JICKAPCTBA, BKITOIUTEITHO aHTHAIIHI,
kamiesu qo0asku u BuTamuau. FOSAVANCE e ebektnuBeH camo ako ce B3eMa Ha IIpa3eH
CTOMaX.
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AKo cTe mpuesu noBeye oT Heodxonumata 103a FOSAVANCE
AKo TI0 TperTka B3eMeTe MmoBeue TadNeTKH, U3MUITe MIbJIHA Yallla MIISIKO M He3a0aBHO YBEIOMETe
Bamus nekap. He ce onurtBaiiTe Aa NoBpbILATE U HE JIsATalTE.

AKko ctTe nponycHaau Aa npuemere FOSAVANCE

AKO TIpOITyCHETE €/IHa J103a, TIPOCTO B3EMETE ¢/IHA TabNeTKa Ha CYTPHHTA, CJIE/ KaTo CTe Ce CeTUIIA.
He s3umaiime 0se mabremxu 6 edun u couy OeH. BhpHeTe ce KbM B3€MaHETO Ha eHa TabJeTKa
CEIMUYHO, KaKTO ITbPBOHAYATHO, HA N30paHus oT Bac jeH.

AKko cte cripesn npuema Ha FOSAVANCE

Baxno e na mpuemare FOSAVANCE, nokaro Bamusar nekap Bu npeanucsa nekapctBoro. Thi kato
HE € U3BECTHO KOJIKO IbJro TpsioBa aa npuemare FOSAVANCE, TpssoBa mepuoaudHo aa 00ChkKaaTe ¢
Bammus iekap HeoOX0MMOCTTA J1a OCTaHETE Ha TOBa JICKApCTRBO, 3a ja onpenenu nqamu FOSAVANCE
€ Bce olle noaxonsin 3a Bac.

B xapronenara xytus Ha FOSAVANCE e BkitodeHa kapra ¢ HHCTPYKIWH. T ChIbpika BaxKHa
uHpopMawys, Kosato Ja Bu Hamomus kak na npuemare FOSAVANCE npasuiiHo.

AKO UMaTe HSIKaKBH JOMBJIHUTESIHNA BBIIPOCH, CBBP3aHH C YIIOTpebaTa Ha TOBA JIEKAPCTBO, MOJIS
nonuraiiTe Bamus jiekap uiu GapMarieBT.

4. Bb3MOXKXKHH HeKeJIaHU peakuuuun

Kakro Bcuuku JICKapCTBa, TOBA JICKaAPCTBO MOXKE 1a NIPEAN3BHUKBA HEXKCIIAHU pCaKIIUU, BBIIPEKU Y€ HE
BCCKHU T'M ITOJTy4aBa.

IMocerere He3abaBHO Bammus nexap, ako 3a0eexuTe HIKOU OT CICTHUTE HEXKETIaH! PEaKIuH, KOUTO

Morar Jia ObJIaT CEpHO3HH U 32 KOUTO Bre MoXe J1a ce Hy1aeTe OT He3a0aBHO METUIMHCKO JICUCHHE:

Uectn (Moxe nma 3acersat jo 1 Ha 10 qymm):

o KHCEJIMHU; 3aTPYJHEHO TperTbillane; 00JIKa MPH MPEnThIaHe; pa3si3BsIBaAHE Ha XPAHOIPOBOIA
(xpaHompoBOJ — TpHOara, KOSITO CBHP3Ba ycTara ChC CTOMaxa), KOETO MOXKE J]a IPUIHHU 00JIKa
B T'bPJMTE, KUCEIMHU WK 3aTPYIHEHHE WK OOJIKa MPHU MperTbllaHe,

Penxu (Moxe na 3acernar 1o 1 Ha 1 000 gymim):

L AJICPrudHu pe€akKlu, KaTo KOIIpMBHA TPECKA, IOAYBAHE HA JIMIIETO, YCTHUTE, C3UKa A/MIn
T'bPJIOTO, KOUTO MOraT Aa NpUYHUHAT 3aTPYAHCHO JUITAHC WJIN MPCTIIbIIAHC, TCKKHU KOXKXHU
pc€aKknuu,

L 0OoJKa B ycTata W/WIH YCIIIOCTTA, MOAYBAHC HUJIU A3BU B YCTAaTad, U3TPBIBAHC UJIM YyBCTBO Ha

TEXECT B YEJIIOCTTA WK pa3KjailaHe Ha 360. ToBa MOXKe /a ca MPU3HAIM Ha KOCTHO YBPEKIaHEe
Ha YeI0CTTa (OCTEOHEKPO3a), KOETO OOMKHOBEHO CE CBhP3Ba ChC 3a0aBEHO 3apacTBaHe U
WH(EKIYs, 9eCTO ClIe]] u3BaXIaHe Ha 350. CBbpkeTe ce ¢ Bamms nekap u 3p005ekap, ako
3a0€Ie)KUTE TAKNBA CUMIITOMH,

. PSAAKO MOXKE J1a Bh3HUKHE HETHITNYHA (DpaKTypa Ha OellpeHaTa KocT, 0COOSHO MpH MaIMeHTH Ha
MPOABIDKUTEIHO JICYSHHE 3a ocTeonopo3a. CebpxeTe ce ¢ Bamus jiekap, ako modyBcTBaTe
Oomka, cmabocT win quckoM@opT B OeIpoTO, Ta3a WK CIaOMHUTE, Thil KATO TOBA MOXE J1a
ObJle paHEeH MPU3HAK HAa €BEHTYyallHA (PpaKkTypa Ha OejpeHara KocT,

. KOCTHA, MyCKYyJTHa W/WJI¥ CTaBHA OOJIKa, KOSTO € CHUITHA.

C Heu3BecTHA YecToTa (OT HATMYHUTE IaHHU HEe MOXe J1a ObJie HalpaBeHa OICHKA):
. HeoOnyaiiHa (pakTypa Ha MECTa, pa3IudHU OT OeapeHara KOCT.

JIpyru HexKeJIaHU peaKIMi BKJIIOYBAT
MHoro decTtu (MOXke Ja 3acerrar mosede ot 1 Ha 10 mymm):

. KOCTHa, MYCKYyJIHa W/WIM CTaBHA 6om<a, KOsTO IMOHAKOra € CUjaHa.

Yectu (Moxe ma 3acersat a0 1 Ha 10 qymm):

35



L MOAYBAaHC HA CTaBUTC,

. KopeMHa 00JIKa; HEMPHUATHO yCelllaHe B cTOMaxa UM OPUTBaHE CIIE/l XpaHEeHe; 3alleK; yCelaHe
3a MBJTHOTA WM TIOyBaHE HA KOpeMa; TUapHsl; ra3oBe,

o Kocomas; ChpoeK,

. r1aBo0oIIKe; 3aMaliBaHe,

. yMOpa; OAyBaHe Ha PHLIETE UK KpaKaTa.

Heuectu (Moxe na 3acernar no 1 va 100 qymm):

o raJicHe; MoBPbIIAHE,

o Jipa3HEHEe WK Bh3MaJeHUe Ha XPaHOIIPOBOA (XPaHOMIPOBOJ — TPHOATa, KOSTO CBhP3Ba ycTara
ChC CTOMAxa) WJIM CTOMAaXa,

YepPHU WU TIO00HH Ha KaTpaH U3MPaKHCHUS,

3aMBIIICHO 3pEHUE; 0OJTKa WK 3a4epBsABaHE Ha OYUTE,

00pHB; 3aucpBsIBAHE HA KOXKaTa,

MPEXOJIHU TPUITONOIO0HN CUMIITOMH, KaTO OOJIKU B MYCKYJIUTE, OOII0 HEPA3IOIOKCHHUE U
MOHSAKOTa TPeCcKa, OOMKHOBCHO B HAYAIOTO Ha JICUYCHUETO,

o HapyIlIeHHE BbB BKyCa.

Penxu (Moxe na 3acernar 1o 1 Ha 1 000 gymm):

L CUMIITOMH HAa HUCKU HHUBA HaA KaJ]I_[I/Iﬁ B KPBBTA, BKIIFOYUTCIIHO MYCKYJIHH KpaMIIU WX ClIa3MU
W/WJIM yCeIllaHe 3a U3TPhIIBAHE Ha MPBCTHUTE WIIH OKOJIO YCTaTa,

CTOMAIIHHU UJIH IICIITUYHU SA3BU (HOHHKOI‘a TCXKKHU UIIU C K'I)pBCHC),

CTECHsIBaHE HAa XPAHOIMPOBO/A (XPaHOIPOBOJ— TPHOATa, KOSTO CBbP3BA yCTaTa ChC CTOMAXa),
00puB, KOITO Cce BIIOIIAaBa MIPH M3JIaraHe Ha CIbHUCBA CBETIIMHA,

sSI3BU B yCTara.

Msuoro penku (Moxxe na 3acerrat o 1 Ha 10 000 mgymm):
o I'oBopere ¢ Bammst siekap, ako umare 00JKa B yXOTO, CEKPET OT YXOTO W/HITU YIITHA WHPEKITHS.
ToBa MoXe /1a ca IpU3HAIM HA YBPEXKIaHEe HAa KOCTTA B YXOTO.

Chol0maBaHe Ha HesKeJIAHH PeaKIuu

AKO TOITyunTe HAKAKBU HEXKEJIaHH JISKApCTBEHH Peakiiy, yBegoMere Bamus nekap i GapmanesT.
ToBa BKJIFOYBA M BCUYKU BF3MOKHU HEOIMCAHM B Ta3M JINCTOBKA HEXKEJIAHU peakiiy. MoxeTe ChIIo
Jia CbOOIUTE HEXKENAaHHU PEeaKIMU JUPEKTHO Ype3 HAlMOHAJIHATa CHCTeMa 3a ChoOIIaBaHe, IOCOYeHa B

Ipunoxenne V. Kato choOiiaBaTe HeXeNaH! peakiiy, MOXKETe Ja 1aJIeTe CBOs MPUHOC 32
MoJyYaBaHe Ha MoBeue HH(POpMAIUs OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKApCTRO.

5. Kak na coxpansBate FOSAVANCE

CobxpaHsBaiiTe TOBa JEKapCTBO Ha MSCTO, HEAOCTHIIHO 3a JICla.

He npuematite ToBa 1eKapcTBO Clie]] CpOKa HA TOJHOCT, OTOENA3aH BEPXY KAPTOHEHATa ONaKOBKA U
oimcrepa, CHOTBETHO cien ,,l omen mo:” u ,,EXP”. CpokbsT Ha TOMHOCT OTrOBaps Ha IMOCICIHUS IEH OT
ITOCOYEHUS MECEIL.

CoxpaHsiBaliTe B OpUTHHAITHUS OJIUCTED, 32 J1a MPE/Ia3uTe OT Bilara M CBETIINHA.

He H3XB’pr$II71T€ HeKapCTBaTa B KaHaJIM3anusTa Uiu B KOHTeﬁHepa 3a JOMalllHU OTITaabIIN.
ITonuratite Bamms hapmaieBT kak Jja H3XBBPIIATE JIGKAPCTBATA, KOUTO Bede He U3mossBaTe. Te3u
MEpPKH IIe CTIOMOTHAT 3a Olla3BaHe Ha OKOJHATA Cpea.

6. ChabpkaHne HA OMAKOBKATA M JONMBJIHUTETHA HH(poOpManus

Kakso cpabp:xa FOSAVANCE

36


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

AKTHUBHHUTE BEIIECTBA Ca: aICHIPOHOBA KHCEINHA U Xoekanmudepon (BuramuH D3). Besika
FOSAVANCE 70 mg/2 800 IU Ttabnerka chabpka 70 Mg ajeHIpOHOBA KHCETUHA (KaTO HATPHId
tpuxuapar) u 70 mukporpama (2 800 IU) xonekanudepon (Buramun D3). Beska FOSAVANCE
70 mg/5 600 IU Tabnerka cpabppska 70 My ageHIpoOHOBA KHCETHHA (KaTO HATPUH TPUXHUIPAT) H
140 mukporpama (5 600 IU) xonekanuudeporn (Buramus Ds).

Hpyrure cberaBku ca: MUKpoKpucTanHa mnenyno3a (E460), 6e3Boana makros3a (BIKTe TOUKa 2),
CPEITHOBEPIKHY TPUTITUIICPUIH, JKEJIaTHH, KPOCKapMeEIlo3a HaTpHid, 3axapo3a (BIKTE TOUKa 2),
KOJIOMJICH CUIIMIIUEB TUOKCHI, Maruesues creapar (E572), OyrunxuapokcutonyeH (E321),
MoauduIMpaHo HULIecTe (HapeBUYHO), aTyMHUHHUEBO-HaTpueB cuukar (E554).

Kak m3rie:xkna FOSAVANCE u kakBO chbABpPKa 0NAKOBKATA

FOSAVANCE 70 mg/2 800 IU Tabnetku ca 6emu 1o mout Oenu tabietku ¢ popma, MOTuHUIpaHa
KaTo Karcylia, MapKupaHu C KOHTYpHY Ha KOCT OT efHara crpaHa u <710 ot gpyrara. FOSAVANCE
70 mg/2 800 IU TabieTku ca HAJIMYHU B OMIAKOBKH, ChAbPKaIm 2, 4, 6 wiu 12 tabneTky.

FOSAVANCE 70 mg/5 600 IU Tabnetku ca 6enu 10 mouTH Oenn Tabnetku ¢ popma, MoTUHUIIIpaHa
KaTo MpaBOBI'BIHUK, MAPKUPAHU C KOHTYPH Ha KOCT OT eIHara cTpaHa u ,,270“ ot qpyrara.
FOSAVANCE 70 mg/5 600 IU TabieTku ca HAIMYHH B OMTAKOBKH, ChIIbprKaiiy 2, 4 wiu 12 TabiaeTku.

He BcuukH BHIOBE OMAKOBKH MOTaT Ja ObJAT IyCHATU B IPOAK0a.

IIpuTexaTes HA pa3peLIeHUETO 32 ynorpeda
N.V. Organon
Kloosterstraat 6

5349 AB Oss
Hunepnannus

IIpousBoaure

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

Organon Heist bv
Industriepark 30
2220 Heist-op-den-Berg

benrus

Vianex S.A.
15" Km Marathonos Avenue
Pallini 153 51, T'sprust

3a JOIIBJIHUTCIIHA I/IH(l)OpMaLII/Iﬂ OTHOCHO TOBa JICKApPCTBO, MOJIA, CBBPIKETC CC C JIOKAJIHUA
NpeACTABUTCI HA NPUTCKATCIIA HAa pa3pCIICHUCTO 3a yHOTp€6aZ

Belgié/Belgique/Belgien

Organon Belgium

Tél/Tel: 0080066550123 (+32 2 2418100)
dpoc.benelux@organon.com

Bbbarapus

Opranon (1.A.) b.B. - ximon beirapus
Ten.: +359 2 806 3030
dpoc.bulgaria@organon.com
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Lietuva

Organon Pharma B.V. Lithuania atstovybé

Tel.: +370 52041693
dpoc.lithuania@organon.com

Luxembourg/Luxemburg
Organon Belgium

Tél/Tel: 0080066550123 (+32 2 2418100)

dpoc.benelux@organon.com



Ceska republika

Organon Czech Republic s.r.o.
Tel: +420 233 010 300
dpoc.czech@organon.com

Danmark

Organon Denmark ApS

TIf: +45 4484 6800
info.denmark@organon.com

Deutschland
Organon Healthcare GmbH

Tel: 0800 3384 726 (+49(0) 89 2040022 10)

dpoc.germany@organon.com

Eesti

Organon Pharma B.V. Estonian RO
Tel: +372 66 61 300
dpoc.estonia@organon.com

EALada

BIANEE A.E.

TnA: +30 210 80091 11
Mailbox@vianex.gr

Espafia

Organon Salud, S.L.

Tel: +34 91591 12 79
organon_info@organon.com

France
Organon France
Tél: +33 (0) 1 57 77 32 00

Hrvatska

Organon Pharma d.o.o.
Tel: +385 1 638 4530
dpoc.croatia@organon.com

Ireland

Organon Pharma (Ireland) Limited
Tel: +353 15828260
medinfo.ROl@organon.com

island
Vistor hf.
Simi: +354 535 7000

Italia

Organon ltalia S.r.l.

Tel: +39 06 90259059
dpoc.italy@organon.com
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Magyarorszag

Organon Hungary Kft.

Tel.: +36 1 766 1963
dpoc.hungary@organon.com

Malta

Organon Pharma B.V., Cyprus branch
Tel: +356 2277 8116
dpoc.cyprus@organon.com

Nederland

N.V. Organon

Tel.: 00800 66550123

(+32 2 2418100)
dpoc.benelux@organon.com

Norge

Organon Norway AS

TIf: +47 24 14 56 60
info.norway@organon.com

Osterreich

Organon Healthcare GmbH Tel: +49 (0) 89
2040022 10

dpoc.austria@organon.com

Polska

Organon Polska Sp. z o.0.
Tel.: +48 22 105 50 01
organonpolska@organon.com

Portugal

Organon Portugal, Sociedade Unipessoal Lda.
Tel: +351 218705500

geral_pt@organon.com

Roménia

Organon Biosciences S.R.L.
Tel: +40 21 527 29 90
dpoc.romania@organon.com

Slovenija

Organon Pharma B.V., Oss, podruznica
Ljubljana

Tel: +386 1 300 10 80
dpoc.slovenia@organon.com

Slovenska republika
Organon Slovakias. r. o.
Tel: +421 2 44 88 98 88
dpoc.slovakia@organon.com

Suomi/Finland

Organon Finland Oy

Puh/Tel: +358 (0) 29 170 3520
dpoc.finland@organon.com



Kvbmpog

Organon Pharma B.V., Cyprus branch
TnA: +357 22866730
dpoc.cyprus@organon.com

Latvija

Arvalsts komersanta “Organon Pharma B.V.”
parstavnieciba

Tel: +371 66968876
dpoc.latvia@organon.com

Sverige

Organon Sweden AB

Tel: +46 8 502 597 00
dpoc.sweden@organon.com

United Kingdom (Northern Ireland)
Organon Pharma (UK) Limited

Tel: +44 (0) 208 159 3593
medicalinformationuk@organon.com

JlaTta Ha mocJjieAHO npepasriexaane Ha gucropkara <{MM/I'TTT}>.

IHonpo6na nHpOpMaIHs 3a TOBa JIEKapCTBO € MpeocTaBeHa Ha yeOcaiita Ha EBporelickaTa areHus

1o JieKkapceTBara: https://www.ema.europa.eu.
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