INPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUS TPOAYKT

FORSTEO 20 mukporpama/80 MHKpOJIHUTPa UHKEKIIHOHEH Pa3TBOP B MPEABAPUTEIHO HAITBITHEHA
nUcaska.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika 103a ot 80 MUKpOJHTpa Chabpka 20 MUKpOrpamMa TeprapaTh .

Enna npenBapurenHo HamrbiHeHa mucaika oT 2,4 ml ceappixa 600 MUKpoTrpaMa TepumapaTu
(teriparatide) (oTroBapsmu Ha 250 Mukporpama 3a ml).

*Tepunapatua thPTH(1-34), npoussenen B E. coli mo pekombunantHa JIHK TeXHOIOTUSI, € HACHTHYEH C
34 N-TepMHHaIHATa AaMUHOKHCEIMHHA I1OCIIEI0BATEIHOCT HA €HIOI'€HHUS YOBEIIKH IIapaTUPEOHICH

XOPMOH.

3a IBIHKS CHUCHK Ha IIOMOIIHUTE BEIIECTBA BUYKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA
MHXeKroHEeH pa3TBop.

besmnBeren, OUCcTHp pa3TBOP

4. KJIMHUYHU JAHHHHA

4.1 TepaneBTHYHHN NOKA3AHUSA

FORSTEO e nokasan npu Bb3pacTHU.

Jleduenue Ha ocTEOMOPO3a IPU MOCTMEHOTIAY3AITHU KEHHU U IIPH MBXKE C TIOBHIIIEH PUCK OT (GPaKTypH (BK.
touka 5.1). [Ipu mocTMeHOTIay3a)THH JKEHHU € HaOJII0ITaBaHO 3HAYNTEITHO peayIpaHe YecToTaTa Ha

BepTeOpaIHUTE U HEBEpTeOpalHu (PpaKkTypH, HO HE U Te3U Ha OepeHara KocT.

JleyeHune Ha OCTEONOPO3a, CBHP3aHa C MPOIBIKUTEIIHO CHCTEMHO JICUCHHE C TITFOKOKOPTHKOUIN TPH
JKEHU ¥ MBXKE C TIOBUIIICH PUCK OT PpakTypH (BX. Touka 5.1).

4.2 Jlo3UpOBKA M HAYMH HA MPUJIOKEHHE

Jlo3upoBka

IIpenopruanara mo3a FORSTEO e 20 mukporpama, IpHIoKeHN BEIHBK JHEBHO.

Maxkcumannata o61ma npoaspkuTensoct Ha jgedenue ¢ FORSTEO Tps6Ba na 0b1e 24 mecena (Bx.
Touka 4.4). 24-meceunust Kypc Ha jgedeHre ¢ FORSTEO ne TpsOBa 1a ce moBTaps mpe3 )KUBOTa Ha

MmalyeHTa.

[MarenTrTe TpsOBA 1a MOTyYaBaT JOMBIHUTEIHO KANIKI U BUTAaMUH D B clydail, ue TEXHUST MPUEM C
XpaHarta ¢ HeaJeKBaTeH (HEeAOCTAThUCH).



CHGZ[ MMpCyCTaHOBABAHE HA JICUCHUCTO C FORSTEO MalMEeHTUTE MOTaT a MPpOoAbJKAT C APYTO JICHCHUC
Ha OCTEOIopo3ara, .

CHCIII/IHJ'IHI/I nomyjaanuu

THayuenmu c 6v0peuno napyuenue

FORSTEO He Tpsi0Ba 1a ce mpuiiara mpy HalUeHTH ¢ TSKKO ObOpeyHo HapyiieHue (BxkK. Touka 4.3).
FORSTEO Tps6Ba na ce u3mon3Ba ¢ MOBUIIICHO BHUMAaHUE MPU MAIUEHTH C YMEPEHO ObOPEYHO
HapymeHue. He ce n3ucKkBa MOBUIIEHO BHIMAaHWE TIPY TAIIMEHTH € JIEKO ObOpEeYHO yBpexkaaHe.

Iayuenmu c uepHoOpobHO Hapyuwienue
JluricBaT JaHHU NPH NALMEHTH C HapylleHa YepHoApoOHa ¢pyHKuus (Bx. Touka 5.3). 3atoBa FORSTEO
Tpsi0Ba Ja ce U3II0JI3BA C MIOBHUILIEHO BHUMaHHUE.

Tleouampuuna nonynayus u no-miaou 8b3PACMHU ¢ OMBOPeHU enugusu
be3omacnocrTa n epukacunoctra Ha FORSTEO npm nena u roHOIIM Ha BB3pacT moj 18 roauHu He ca
ycraHoBeHn. FORSTEO He Tpsi0Ba na ce npuiara npu neJuaTpuyHy NanueHTy (o 18 roguHu) wim
MO-MJIA/IM BB3PACTHH, IPU KOUTO enudu3nTe Bee Olle He ca 3aTBOPEHH.

IHayuenmu 6 cmapuecka v3pacm
He e HeoOxoa1Ma ipoMsiHa Ha J103aTa Bb3 OCHOBA Ha Bb3pacTTa (BXK. TOUKa 5.2).

HauwnH Ha mpuioxxeHune

FORSTEO Tps6Ba na ce npuiiara BeJHBX JHEBHO Upe3 MOAKOKHO WHKEKTHPaHe B 00J1acTTa Ha OeApoTO
WM KopeMa.

[NanmenTure TpsiOBa na ObAAT 0OyUEHH Ja M3MOA3BAT MIPABUIHA TEXHUKA Ha WH)KEKTHpaHe (BXK. TOUKa
6.6). Hanuie e u ppKOBOJACTBO 3a yHOTpeOa, 3a MHCTPYKTUPAHE Ha MALUEHTUTE 32 IPaBUIHOTO
U3I0JI3BaHE Ha [IUCAJIKATA.

4.3 IIporuBomokazaHus

o CBpPBXYYBCTBHTEIHOCT KbM aKTHBHOTO BEIIECTBO MIIM KbM HSIKOE OT IIOMOITHHUTE BEIIECTBA,

n30poeHu B Touka 6.1.

BpemennocT u kppMeHe (BX. Touka 4.4 u Touka 4.6)

CrlniecTByBaIlA MPEIU XUTTEPKATITHEMHUS

Texko OBOpeUHO HApyIICHUE

MetabonnTHH 3a00JIIBaHUS HA KOCTHTE (BKIFOUUATEIHO XUTIEpIIApaTHPEONIU3bM U OoJiecT Ha

Paget na xoctute), pa3mu4YHA OT MBPBUYHA OCTEONIOPO3a WM TIFOKOKOPTHKOUI-MHYIHPaHa

0CTeoropo3a

. HeoOsicHumu noBuireHys Ha ankanHara Gocdaraza

o [IpenmecTBania BHIIHA JThYETEPANHs WM UMIUTAHTHPAaHA paJiallioHHa Teparnus Ha CKelleTa

o [armenTrTe ChC 370KaYECTBEHO 3a00ISIBAaHE HA CKEJIeTa FITM KOCTHU MeTacTa3u TpsAOBa a Obaar
M3KIIIOYEHH OT JICYEHUETO C TEPHUITApPaTH]I.



4.4 ChnenuaaHyu NPOTHBONMOKA3aHNWS M NMpeAyNpe:KIeHHs 3a yIoTpeda

IIpocaenumoct

3a 1a ce mogo0pH MPOCIETUMOCTTa Ha OMOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTUTHUST
HOMEp Ha MPHUIIOKEHISI MPOIYKT TPsiOBa SICHO Ja ce 3alucBar.

CepyMeH KUK ¥ KaJINUK B YpUHATA

IIpu HOpMOKATITUEMUTHH MMAIIUCHTH ca HaOII0IaBaHM JICKU U TIPEXOIHU MTOBUIIIABAHUS HA CEPYMHUTE
KOHLICHTpAIMK Ha KAJIUKK Clell MHXEKTUpaHe Ha Tepunapatu. CepyMHUTE KallMEeBU KOHLIEHTPAIUN
JIOCTUraT CBOSI MAKCUMYM B paMKuTe Ha 4 0 6 yaca u ce BpbLIAT A0 U3XOIHUTE CTOMHOCTH 16 10 24 yaca
cien Besika go3a tepunaparu. CiaenoBaTenHo, ako ce B3eMaT KpBBHH MPOOH 32 H3MEpBaHE Ha CEPyMHHUS
KaJIIuii, TOBa TpsiOBa ja cTaBa moHe 16 yaca cien nocnenuara unxekiys FORSTEO. Ilo Bpeme Ha
JICYEHUETO HE € Ce M3MCKBA PEJOBHO MPOCTeIsIBaHe Ha KaIusl.

FORSTEO mose na noBese A0 JCKH OBUIIABAHUS Ha OTIACIITHETO Ha KaJIHs C ypUHATa, HO TI0 BpeMe Ha
KIIMHUYHYU TPOYYBAHUS YECTOTATa HA XUTICPKAIIUYPHUATA HE CE Pa3jinyaBa OT Ta3W MPH MAIUCHTUTE OT
rpymara Ha mamne6o.

YponuTtuaza

FORSTEO ne e npoyuBaH mpu narueHTs ¢ aktuBHa yponutuaza. FORSTEO tpsi6Ba na ce mpuara ¢
IMMOBUIICHO BHUMAHUE NPU MAMUCHTH C aKTUBHA WJIKM CKOPOIIHA YpOJHrTHa3a, nopaau Bb3MOKHOCTTA 3a
eK3arepOalus Ha TOBa ChCTOSTHHE.

OprocTaTnyHa XUOOTOHHUS

[Ipu kpatkoTpaiinu knmaUYHU poyuBaHus ¢ FORSTEO ca nHabmogaBany n301upaHu eMu304H Ha
MIPEeX0IHa OPTOCTaTHYHA XUMOTOHUS. OOMKHOBEHO, TOBA ChCTOSIHHE 3all0YBa B paMKHUTE Ha 4 yaca oT
MIPUIIOKEHUETO Ha J03aTa ¥ MPEMUHABA CIIOHTAHHO B PAMKHTE OT HSAKOJIKO MUHYTH JI0 HAKOJIKO Jaca.
Korato ce nHa0iroaBa npexoJjHa OpTOCTaTHYHA XUIIOTOHMUS, TS CE MOSABSABA NP NMPHIIOKECHUETO Ha
I'BPBUTE HIKOJIKO JA03H, IPEMUHABA P ITOCTABSHETO HA MAILEHTA B JIETHAJIO TIOJI0)KEHHE U HE €
MIPUYUHA 32 IPEYCTaHOBSABAaHE Ha [M0-HATATHUIHOTO JIeUeHHE.

br0Opeuno HapyieHue

Heo0xonumo e moBHIlIeHO BHUMaHUE MPH NAlUEHTH C YMEpeHO ObOpeYHO HapylleHHe.

Tlonynarys Ha 1MO-MJIai Bb3PACTHU

OrpaHu4eH € OMUTHT MPH MOMyJAIMATA HA TIO-MJIaId BE3PACTHH, BKIIOUUTEITHO PEMEHOTIAY3aTHH KESHU
(Bx. Touka 5.1). Jleduennero TpsiOBa 1a 3armovBa camo, ako MoJ13aTa HeChbMHEHO MPEBUINAaBa PHUCKOBETE
IIPH Ta3M TOMYJIaIHsL.

XKenu ¢ neteposieH MOTEHIMA TPsIOBa J1a U3MOJI3BAT ePEKTUBHU METOM 33 KOHTPAICIIHUS MPH yroTpeda
Ha FORSTEO. Axo nactwiiu 6peMeHHOCT, npuinaraneto Ha FORSTEO Tpsa6Ba na ce mpeycTaHoBH.

HDOZ[’BJ'DKI/ITGHHOCT Ha JCYCHUETO

IIpoyuBaHus MpH MIIGXOBE IMOKA3BaT MOBUIIIABAHE YECTOTATA HA OCTEOCAPKOM IPHU IPOIBIDKUTEITHO
MPUJIOKEHNE Ha TepunapaTu (Bx. Touka 5.3). Jlo moiydaBaHeTo Ha TOMBIHUTEIHH KIMHUYHU JaHHHU,
MIPETIOPHYBAHOTO BpeMe Ha JiedeHne oT 24 Mecena He TpsiOBa 1a 0b/ie IPEeBUIIIaBaHO.
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CopIbprkaHue Ha HATPUK

To3zu nexkapcTBeH MPOAYKT ChIbpKa Mo-Maiko oT 1 mmol Hatpuii (23 mg) Ha 103a, T.e. MOXKe Ja ce KaxKe,
Yye MPAaKTUYECKU HE ChIbPrKa HaTPUil.

4.5 BzauMopeiicTBHS ¢ IPYIrd JeKAPCTBEHH NPOAYKTH M APYrH (popMH Ha B3auMojeiicTBHe

IIpu npoyuBane ¢ 15 3npaBu JOOPOBOJIITH, IPUEMAIIH €KCSTHEBHO TUTOKCHH JI0 JOCTUTAHE HA
CTAIMOHAPHO CheTosiHUE, enuanyHa 103a FORSTEO He BoaM 10 mpoMsiHa Ha ChpACYHUTE €(EeKTH Ha
JIUTOKCUH. BBIIpeku ToBa, TOKIaIBAHUTE CIIOPAJAUYHY Cy4au MPEIIoJiarar, ue XunepKallueMUsITa MOXKe
Jla TIPEeIPa3MOJIOKH MANUEHTUTE KbM JUTUTAITUCOBA TOKCHYHOCT. [lopau mpexoaHNTe MOBUIIICHUS Ha
cepymuns kanmuii oT FORSTEO, FORSTEO TpsibBa na ce mpuiara ¢ BHUIMaHHE TP TANCHTH,
nmpueMaliy JUuruTajauc.

FORSTEO e onensiBan o BpeMe Ha ¢papMakoJMHAMHYHN TTPOYIBAHUS 33 B3AaNMOJICHCTBHC C
xuapoxiyioporuasu. He ca ycTaHOBEHM KIIMHUYHO 3HAYMMH B3aMOJCHCTBUS.

EnHOBpeMEHHOTO MPHUIIOKEHHUE C pajoKcubeH Wi XopMoHo3aMecTuTeNHO JieueHue ¢ FORSTEO He
npomens edekrute Ha FORSTEO BbpXy cepyMHHS KaNUil WM KU B ypUHATa, KAKTO M KIIMHUYHUTE
HEeXKeNnaHu e(heKTH.

4.6 @epTuauTer, )peMEHHOCT U KbPMeHe

Kenu ¢ nereponen norenmuain / Kourpanenuust npu >keHu

XKenu ¢ nerepoaeH noTeHMan TpsOBa 1a U3MMOI3BAT €PEKTUBHU METOM 338 KOHTPALEIILHUS TPH yroTpeda
Ha FORSTEO. Ako nactenu Opemennoct, npuinarasero Ha FORSTEO Ttps6Ba na ce npeycTaHoBH.

bpemenHoct

FORSTEO e npotuBonokasas 3a ynorpeba nmpu OpeMeHHOCT (Bxk. Touka 4.3).

Kopmene

FORSTEO e npotuBomokasaH 3a yrnorpeda 1mo BpeMe Ha KbpMeHe. He € M3BeCTHO Jaiy TepuImapaTus ce
CKCKpPETHUPpA B HOBCIIKATa KbpMa.

depTunuTer

[IpoyuBanusTa mpu 3aiili TOKa3BaT PEeNpPOIYKTUBHA TOKCHYHOCT (BK. Touka 5.3). EQexTsT Ha
Tepunaparuj BbpXy Pa3BUTHETO Ha YOBEIIKHA (EeTyC He € u3cneasas. [[oTeHIMamHUAT PUCK 3a XOpa HE €
U3BECTEH.

4.7 EdexTn BbpXy cnoco0HoCTTA 32 0HupaHe U padoTa ¢ MAIINHA
FORSTEO He nosnusiBa Uiy MOBIHSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a MO HUpaHe 1 padoTa ¢ MAIlIUHH.

HpI/I HSKOH IIAIMCHTH €© Ha6J'HOI[aBaHa npexoaHa OpToCTaTudHa XUIIOTOHUSA UIIN 3aMasiHOCT. Te3n
ManucCHTHU Tpr6Ba Ja ¢€ Bb3AbpiKaT OT I]_IO(l)I/IpaHC I pa60Ta C MalllMHU JO OTMHMHAaBaHEC HAa CUMIITOMUTC.



4.8 Hesxenanm JekapcTBeHH peaKnuu

Pesrome Ha npoduaa Ha 6€30mMacHOCT

Haii-gecTo cho0IIaBaHNTE HEXENAHU peaKkIuy MpH manueHTuTe, iekyBanu ¢ FORSTEO, ca ranene,
0OOJIKM B KpaWHHIIUTE, TJIABOOOJIHE M 3aMastHOCT.

Hexenanure 1eKapCTBEHU PEAKIIUU, IPSICTABSHU B Ta6m/1ua

OT manueHTHTe, y4acTBalu B IPOYUYBAHUATA C TEPHUIIApaTh, npH 82,8% OT MalMeHTUTe, IoTyYaBaln
FORSTEO, u 84,5% oT manueHTHTe, MOTyYaBaiy mianedo, ¢ ChoOIeHO oHe | HexXenaHo ChOUTHE.

HesxenanuTe JiekapCTBEHH PEaKIInH, CBbP3aHH C yIoTpebdara Ha TepUIapaTh/ B KIMHUYIHU IPOYIBAHHS 32
0CTEOMOPO3a M MOCTMAPKETHHIOBA EKCITO3UIINS, ca 0000IIeHH B TAOIHIIATa TT0-01y. M3M0I3BaHo €
CIICTHOTO CIIOpa3yMEHHeE 3a KJIacU(pUIIMpaHe Ha HEKEIAHUTE PEaKIMu: MHOTO YecTr (> 1/10), yectu

(> 1/100 no < 1/10), veuectu (= 1/1 000 mo < 1/100), peaxu (= 1/10 000 mo 1/1 000), MmHOTO peaKu

(< 1/10 000).

Hapymenus Ha KpbBTa ¥ JuM@HATA cCHUCTEMA
Yecmu: Anemus

Hapymenusi HAa MIMyHHATa CHCTeMa
Peoxu: Anadunakcus

Hapymenusi Ha MeTa00/1M3Ma U XpaHEHETO

Yecmu: XunepxoJecTepoaeMus

Heuecmu: Xunepkanuuemus Han 2,76 mmol/l, xumepypukemust
Peoxu: Xunepkanamuemus Hax 3,25 mmol/l

IlcnxuyHM HApYLIEHUs
Yecmu: Jenpecust

Hapymenus: Ha HepBHATa cUCTeMA
Yecmu: 3aMasHOCT, T1aBO0OJIHE, UIIMAC, CHHKOII

Hapymenus Ha yxoTo u JJa0UPUHTA
Yecmu: Bepturo

CppaeyHu HapyueHust
Yecmu: Ianmmiranmm
Heuecmu: Taxukapaus

Cb10BH HApyLIEeHUSA
Yecmu: XUnoTOHUS

PecnupaTopHu, rPBIHA M MEAHACTUHAJIHA HAPYIIEHUS
Yecmu: JluctiHes
Heuecmu: Embuzem

CToMaIHO-YpPeBHM HAPYILEHMS
Yecmu: 'anene, MOBpBIIaHe, XUaTaJlHa XePHUS, TacTpoe3odareanna pediykcHa 6omaect
Heuecmu: Xemopouau

Hapymenus: Ha K0KaTa ¥ MOAKOKHATA ThKaH
Yecmu: TToBHIIIEHO TOTEHE




HapynieHnsi Ha MyCKYJTHO-CKeJIETHATA CHCTEMA M CheIMHUTETHATA ThKaH
Mnoeo wecmu: bonku B kpailHULIUTE

Yecmu: MycKyJIHH KpaMIid

Heuecmu: Muanrusi, aptpanrus, kpamnu/6onka* B repba

Hapyumenns Ha 0b0penuTe H NMKOYHHUTE MBTHINA
Heuecmu: VIHKOHTHHEHLINS HAa YPHHA, IOJUYPHS, IIO3UBH 38 yPUHHUPAHE, He(POIuTHA3a
Peoxu: BrOpedHa HeOCTATHUHOCT/ YBpEkKAaHEe

OO0mu HapymeHus: M e()eKTH HA MICTOTO HA MPUJIOKEHUE

Yecmu: YMmopa, rpbJHa 00JKa, aCTEHUS, JIEKH ¥ IIPEXOIHU PeaKIUu Ha MSACTOTO Ha
WH)KEKTHpaHe, BKIFOYNTETHO 00JIKa, OTOK, EpUTeMa, JTOKATU3NPaHO KPpbBOHACIIaHE, ChPOeXK 1
JICKO KbPBCEHE OT MACTOTO Ha MHKCKTHUPAHEC.

Heuecmu: EputeMa Ha MSICTOTO Ha PUIIOKEHUE, PEAKIUS HA MSICTOTO HA HPUIIOKEHUE

Peoxu: Bp3MOXHH aneprudHu ChOUTHS CKOPO CJIell MHKEKTHPAHETO: OCTpa JUCITHEs,
opo/darmaneH 0TOK, TeHEepaIu3upaHa ypTHUKapus, TpbiHa 00JIKa, OTOK (TJIaBHO nepudepeH).

HN3caenBanus
Heuecmu: TloBuiaBane Ha TETIECHOTO TETJIO, IITyM Ha CHPIIETO, IIOBUIIICHNE Ha ajKaHAaTa
dhocdaraza

* CepHO3HH Cllyyau Ha KpaMIIU WM 00JIKa B I'bp0a ca choOIIaBaHu B pAMKUTE Ha MHHYTH OT
WH)XEKTHPaHETO.

Onrcanne Ha N30paHU HEeXKEITAHH JIEKAPCTBEHU PEAKITUU

B ximHUYHY ipoy4yBaHUs ca ChOOIIABAHU CIEIHUTE peakiuu ¢ > 1% pa3ziuka B 4ecToTaTa OT IIanedo:
BEpTUTO, TajzicHe, O0JIKa B KpaHHUITUTE, 3aMasHOCT, IETIPECHSI, TUCITHES.

FORSTEO noumaga cepyMHUTE KOHIICHTPAIIUN HAa TUKOYHATA KUCEIUHA. B KIIMHIUYHYU pOyYBaHHUS,
nipu 2,8 % ot manmenTute Ha FORSTEO ca HabnromaBany cepyMHH KOHIICHTPAIMK Ha MMUKOYHATA
KHCEeJIMHA HaJl TOpHATa TPaHnIia Ha HopMata B cpaBHeHwue ¢ 0,7 % oT manueHTuTe B rpymnaTa Ha mianebo.
Brrpeku ToBa, XunepypruKeMusTa He BOAM JI0 IIOBHUIIIABAHE YSCTOTATA HA MMOAArpa, apTPaITHs WK
ypoJMTHa3a.

B mama0uu kmuHUYHA Ipoy4BaHus, pu 2,8 % ot xenure, nomydasanu FORSTEO, ca yctanoBeHn
KPbCTOCAHM aHTHTENA CrpsiMO Tepunapatua. OOUMKHOBEHO aHTHTENA Ce OTKPUBAT 3a ITbPBU IBT CIIE]
12 Mecera ieueHre U HaMaJsIBaT CJIE]] IIPEYCTaHOBSBaHEe Ha TepanuaTa. HiMa nanHu 3a peakiuy Ha
CBPBXYYBCTBUTEIHOCT, aJISPTHUHU PEAKIINH, €(PEKTH BbPXY CEPYMHUS KAIIUH I €PEKTH BbPXY
KOCTHaTa MUHepayiHa mbTHOCT (KMIT).

Cpo0maBaHe Ha OJ03UPAHU HEXEIaHU PEaKIIMU

CroOImaBaHeTo Ha IOJO3MPAHU HEeXKEIIaH! PEaKIluy Clie/l pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOIYKT € BakKHO. ToBa MO3BOJIABA 11a TIPOIBIDKH HAOIIOIEHHETO Ha CHOTHOIIICHUETO OJI3a/PHCK 32
JIEKapCTBEHUS MPOIyKT. OT MEIUIIMHCKUTE CIICIIUATIUCTH CE U3UCKBA J1a ChOOIIIaBaT BCSIKA IMOA03UPaHa
HEe)KeTlaHa peakifus ype3 HallMOHaJIHa CUCTeMa 33 ChOoOIaBaHe, mocoucHa B [lpuioxenue V.

4.9 IIpeno3upane

IIpusHanu u cuMnToMu

FORSTEO e npunaran B equauyHA 1034 10 100 MUKporpama 1 KaTo MHOTOKPATHO MPHJIATaHu 03U 10
60 MuUKporpama/JTHEBHO 32 6 CEIMUIIH.


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

EdexTrre, KOUTO MOXKE J1a Ce OYaKBAT B CIy4ai Ha MMpeo3upane, BKIIOYBAT 3a0aBeHa XUITEPKATIIMEMUS 1
PHCK OT OPTOCTATHYHA XMITOTOHHS. Morar Jia ce HabJIr01aBaT ChIIO rajicHe, MOBPBINAHEe, 3aMasTHOCT
ri1aBo0oJIHE.

Omnwur ¢ Opeao3rupadHe Ha OCHOBATA Ha CIOHTAHHHU C’LO6H_I€HI/I$I B NOCT-MAPKCTHUHITOBHUA NCPHUOJT

HpI/I IMMOCT-MAapKETUHTOBUTEC CIIOHTAHHHA C'bO6H_[eHI/IH HnMa ClIy4an Ha IrpClika IIpu NpujiaraineTo Ha
MPOAYKTA, IIPU KOSITO ISUTOTO ChIbpiKaHUEe Ha nucankara (1o 800 ug) ¢ TepunapaTu]l € MPUIOKEHO KaTo
enquHIIHA 103a. CHOOIIECHUTE MPEXOIHN ChOUTHS BKIIFOUBAT rajicHe, c1adoCT/IeTaprus U XUIOTOHM. B
HSKOHW OT CITy4auTe Ha Mpeno3npane He ca HaOogaBaHu Hexenanu edekru. He ca moxmansanu darannu
CJIy4au, CBbP3aHU C MPEI03UPAHE.

Jleuenne Ha MpeIO3UPAHETO

Hsama cnennduuen antunor Ha FORSTEOQ. JledenneTo npu npeanonaraeMo npeao3upaHe TpsoBa 1a
BKJIFOYBA BPEMECHHO TIpeycTaHoBsBaHe mpmioxeHneTo Ha FORSTEO, nmpociensBane Ha cepyMHUS
KaJIWi ¥ TIpeprueMaHeTo Ha ChOTBETHH MOAIBPKAIIN MEPKH, KaTO XHUIpaTaIlusl.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 dapmakoaMHAMUYHHU CBOMCTBA

®dapmako-TepaneBTryHa rpyna: Kamuesa xomeocTasa, mapaTupouaHu XOpMoHH 1 aHano3u, ATC kox:
HO5AAO02.

Mexanus3bsM Ha IEUCTBUE

Ennorennust, chappixant 84 aMuHOKHCENHHY, TapaTupeonsieH xopmoH (PTH) e ocHoBeH perynaTtop Ha
kaniueBus U pocdaren MmetabomusbM B koctute u 0b0penute. FORSTEO (rhPTH(1-34)) ¢ aktuBen
¢parmenT (1-34) OT eHIOTCHHUS YOBEIIKH MapaTUpeouieH XopMoH. duznonornunute aeicteus Ha PTH
BKITIOYBAT CTUMYIIUpaHe (OPMUPAHETO HA KOCT Upe3 AUPEKTHH epeKTH BHpXy (popMupamuTe KocTTa
KJIETKH (0CTe00IaCTH), MHANPEKTHO TIOBHUINIABAHE HA MHTECTUHAITHATA a0COPOITHS Ha KA U
MOBHIIIAaBaHE Ha TyOyJiHAaTa pe-a0copOIus Ha KaJlluil u eKCKperusaTa Ha Gocdaru npe3 Ob0penure.

dapMakoarHAMUYHU eeKTH

FORSTEO e xocTHO-(hopMupaIiio cpencTBo 3a JeueHue Ha ocreomnoposara. Edexkrure Ha FORSTEO
BBPXY CKeJIeTa 3aBHCAT OT 0OCOOCHOCTHTE Ha cucTeMHara excrozunus. [lpuinoxernne Ha FORSTEO
BEIHB)K JHEBHO IIOBUINABA OTJIATAHETO HA HOBA KOCTHA ThKaH B TpaOeKyjapHaTa U KOPTHKaIHa KOCTHA
NOBBPXHOCT NPEANMHO Upe3 CTUMYJIMpPaHE Ha OCTeoOacTHAaTa HaJl OCTEOKIACTHATA aKTUBHOCT.

Knnanana edukacHoCT
Pucrosu ¢paxmopu

HezaBucumute pruckoBu dakropu, Hamp., Hucka KMII, Bb3pact, Hamuuue Ha NpeIuiIHl GpaKkTypH,
(amuHa aHaMHe3a 3a OepeHu PppakTypH, MOBHUILIEH KocTeH MeTabonu3bM U Hucbk UTM, TpsiOBa na ce
UMart IpeABU/ IPH UACHTH(UIIMPAHETO HA KEHUTE U MBXKETE C MOBUIIEH PUCK OT (PpakTypu npu
0CTEONOPO3a, KOUTO MOTaT Aa UMAT I0JI3a OT JIEYECHHUETO.

IIpeMeHOnay3aTHH KEHH € TITIOKOKOPTHKOUA-HHIYIIHPAaHa OCTEONopo3a TpaOBa Jja ce CUMTAT 3a
W3JI0’KCHH Ha BUCOK PHUCK 3a (PpakTypH, ako UMat mpeodianaBama GpakTypa Wil KOMOWMHAIHS OT



PHUCKOBHU (paKTOpH, KOUTO TH OTNPEACIAT C BUCOK PHUCK 3a (pakTypa (HaIp., HICKA KOCTHA IUIBTHOCT
[Hamp., T ckop <—2], IpOABIKUTENHO JIEYEHNE C BUCOKHU 03U TIIIOKOKOPTUKOUAHN [Hamp.,

>7,5 mg/nHeBHO 3a MmoHe 6 Mecela], BUCOKa akTUBHOCT Ha MOJIJISIKAII0 3a00IsIBaHe, HUCKU HUBA Ha
TIOJIOBUTE XOPMOHH).

HocmMeﬁona)BaﬂHa ocmeonoposa

OcHOBHOTO IpoyuBaHe BKIouBa 1 637 nmocTMeHonay3ainHu eHH (CpegHa Bb3pacT 69,5 ronunm).
Uzxomuo 90% oT marueHTKuTe ca OWIH ¢ eIHa MK TIoBede BepTeOpalHu PpaKkTypH U IIPH CpeaHa
BepreOpanaa KMIT ot 0,82 g/cm? (exBuBanenTHO Ha T-ckop = - 2,6 SD). Ha BcHuky ManueHTKy e
npuiarad 1 000 mg kanuit aueBHO U Hai-manko 400 IU Butamun D nueBHO. Pesynrarure ot 1o
24-meceunoro (cpenHo: 19 mecena) neuenne ¢ FORSTEO moka3Bat CTaTUCTHYECKH 3HAYMMA PEITyKITUS
Ha ¢paktypure (Tabmuma 4). 3a mpexoTBpaTIBAaHETO HA €HA WIIH ITOBEYEC HOBH BEpTEOpaTHU (QPaKTypH,
11 >xeHu ca neKyBaHHM 3a EPHOA ¢ MenuaHa 19 mecena.

Tadauua 1
UYecrora Ha PpakTypu IpU OCTMEHOIIAY3aJIHHU JKCHU:
[Tmamne60 FORSTEO OTHOCHTEIIEH PUCK
(N =544) (%) (N=541) (%) (95% CI)
CHIpsIMO T11a11e00
Hoga BepTeOpanna 14,3 5,0° 0,35
¢dpaktypa (>1)* (0,22, 0,55)
MHOXeCTBEHH! 4,9 1,18 0,23
BepTeOpaTHU (0,09, 0,60)
hpaxrypu (2) *
Heseprebpamuu 5,5% 2,6% " 0,47
(bpakTypu nopaau (0,25, 0,87)
Kpexkoct ”
Tl'onemu 3,9% 1,5% " 0,38
HEBepTEOpaTHU (0,17, 0,86)
(dpakTypu mopaau
kpexkoct ” (bexapo,
JIpUeBa KOCT,
JaKbTHA KOCT, pedpa
U Ta3)
Cokpamenus: N = Opoli anMeHTH, paHIOMU3UPAHO ONpEIeNICHN KbM BCsIKa TepaneBTuyHa rpymna; CI = noBepurencH
HUHTEpPBAJ

2 YecroTarta Ha BepTeOpasiHu GpakTypH e orieHeHa mpu 448 mnanedo- u npu 444 FORSTEO-nanuenT, KOUTo UMat
peHTreHorpaduy Ha rpbOHAYHUSA CTHJIO N3XOAHO U B IEPHOAA Ha MOCIEABALIOTO HAOII0ACHHE.

5 p<0,001 cpaBHEeHO ¢ m1aneso.

® He ce HaOmogaBa 3HAYUTEIIHO HAMaJISIBaHE HA CIy4auTe Ha OepeHn QpakTypH.

' p<0,025 cpaBreHoO ¢ miane6o.

Cren 19 mecedno (Mennana) jiedeHue, KocTHaTa MuHepaitHa mrbTHoCT (KMIT) HapacTBa B rymOaiiHaTa
YacT Ha TPbOHAaYHHSA CTHIO U Tazo0enpeHara o0iacT, CboTBeTHO ¢ 9% u 4% B cpaBHEHUE ¢ TUIae00
(p<0,001).

IIpocrnenssane ciexn neuenueto: Cnen neuennero ¢ FORSTEO, 1 262 moctMeHonay3alHu )KeHU OT
OCHOBHOTO MPOYYBaHE Ca BKIIIOUEHHU B MpocieAsaBaIio npoyuBane. OCHOBHATA 1€l HA TOBA MIPOYYBAHE €
crOMpaneTo Ha g1aHHU oTHOCHO Oe3zomacHocTTa HAa FORSTEO. Ilpe3 nmeproaa Ha HaOmrO1eHUE €



paspelieHo npuiaraneTo Ha APYTo JISYeHHE Ha OCTEONopo3ara 1 € MPOBECHA TOMBIHUTEIHA OLIEHKA Ha
BepTeOpamHuTe (PaKTypH.

ITo Bpeme Ha mepuoa ¢ MenuaHa 18 Mecena, mocaeaBan cief npekparsasane Ha gedeHueTo ¢ FORSTEOQ, e
ycraHoBeHa 41% penykuust (p=0,004) cnpsimo miane6o 1o OTHOIIEHHE Ha Opost MalMeHTH C MUHUMYM
eITHa HOBa BepTeOpamHa GppakTypa.

B otBOpeHo npoyuBane 503 mocTMeHOMAy3aTHH KEHU C TEKKa OCTEONOpo3a u (pakTypa nmopaau
KPEXKOCT B paMKuTe Ha npeaxoaaute 3 roaunu (83% ca moiyduiu npeaiiecTBaIio jJeueHue 3a
octeonopo3a) ca tekyBanu ¢ FORSTEO 3a no 24 mecena. Ha 24-s mecer cpeanoro nosuiienne Ha KMIIT
OT U3XOJTHOTO B TyMOaJTHaTa 00JIacT Ha TPhOHAYHUSA CTHIO, Ha Ta300eIpeHara o0iacT u Ha OeapeHaTa
muitka € cboTBeTHO 10,5%, 2,6% 1 3,9%. Cpemuoro nosummenre Ha KMII ot 18- 1o 24-s1 mecen e 1,4%,
1,2% u 1,6% cboTBETHO B iyMOanHaTa 00JIacT Ha IPBOHAYHMS CTHJIO, Ta300eIpeHaTa 00JacT u OeIpeHara
KA.

24-MeceuHo, paHIOMU3UPAHO, JBOMHOCIISIIO, KOHTPOJIMPAHO ChC CPABHUTEIICH MPOIYKT MPOYYBaHE

¢a3za 4 BxmoyBa 1 360 mocTMeHONay3aJIHH KEHU C yCTaHOBEHA ocTeonopo3a. 680 manueHTKy ca
paHIOMHU3UpaHH Aa noiy4asaT Forsteo, n 680 manueHTKy ca paHAOMHU3UPaHH /1a TI0IydaBaT EepPOPaTHO
puseaponar 35 mg/cenmMuyno. Ha n3x0/1HO HUBO JKEHUTE ca Ha CpeaHa Bb3pacT 72,1 roauHu ¢
rpeoliiagasaiio BepTeOpainu Gppaktypu ¢ meauana 2; 57,9% oT NalMeHTKUTE ca MoJydaBain
npeamecTBamo JeueHue ¢ Oudocponatu u 18,8% npuemar CbIrbTCTBALIO JICYCHUE C TIIOKOKOPTUKOUIH
o Bpeme Ha npoyuBaneTo. 1 013 (74,5%) mannenTky 3aBbpuIBaT 24-MecedHus Ieprol Ha POCie/IsIBaHe.
Cpennata (MeauaHaTa Ha) KyMyJlaTHBHA 7032 Ha TIIIOKOKOpTHKoUT € 474,3 (66,2) mg B pamoTo,
noiy4asamio tepumnapata u 8§98,0 (100,0) mg B pamoTo, nonyyasamo puzeaponat. CpegHusaT
(Menmanara Ha) mpueM Ha BUTaMuH D 3a pamoTo, moiydaBamo tepunaparum, ¢ 1 433 IU/naeBHO

(1 400 IU/nHeBHO), a 3a pamMOTO, MoJiydyasaiio puseaponar, ¢ 1 191 IU/aueBno (900 1U/aueBHO). 3a
MAlMEHTKUTE, KOUTO Ca UMaJI PEeHTreHorpaduu Ha rpbOHAYHUS CTHIO B HAYAJIOTO HA MPOYYBAHETO U B
nepuoja Ha MpocieAsBaHe, YecToTaTa Ha HOBH BepTeOpanuu ¢ppakrypu e 28/516 (5,4%) npu
MalMeHTKATE, JeKyBaHu ¢ Forsteo, u 64/533 (12,0%) npu manueHTKUTE, JEKyBaHU C pU3EAPOHAT,
oTtHOcuTeNneH puck (95% CI) = 0,44 (0,29-0,68), P<0,0001. KymynaTiuBHaTa 4ecTOTa OT COOPHH JAaHHU 32
KIMHAYHU QpakTypH (KIMHUYHHU BepTeOpaHu U HeBepTeOpannu gpaktypu) e 4,8% npu NauueHTKUTE,
nexyBanu ¢ Forsteo, u 9,8% mnpu manueHTKuTE, JEKYBaHU C pU3eqpoHar, koepuueHT Ha puck (95% CI) =
0,48 (0,32-0,74), P=0,00009.

Ocmeon0p03a npu mvaoiceme

437 maumeHTH (cpeaHa Bp3pact 58,7 roJMHM) ca BKJIIOUEHH B KIIMHUYHO MPOYYBAHE 32 MBKE C
XMIIOTOHA/IHA (OTIpeliesieHa KaTo HUCHK CyTpelieH cBoboaeH TectoctepoH win nosuinenu FSH umn LH)
WM WAOMATHYHA OCTeonopo3a. M3xonHuTe cToMHOCTH Ha cpegHnTe T-ckopu Ha KOCTHaTa MUHEpaIHa
IUTBTHOCT Ha rpbOHAYHUS CTHIO U OeapeHara mmuiika ca -2,2 u -2,1, chorBeTHO. U3xomHo 35 % ot
MalnueHTUTe UMaT BepTredpaiiHa pakTypa, a 59 % umar HeBepreOpanHa gpaxTypa.

Ha Bcnukm manmenTty e HazHadeH 1 000 mg kammuit naeBHO 1 Haili-manko 400 IU sutamua D nHeBHO. 3a
TPHU Mecella € YCTaHOBEHO 3HaunuTeTHo noBumaBane Ha KMII B obmactra Ha TyMOamTHUTE MPEIUICHH. .
Crnen 12 mecera KMII B mymbanHara gact Ha rppOHAYHUS CTHIO M Ta300eIpeHaTa o0acT € HapacHaia
cpoTBeTHO ¢ 5 % 1 1 %, B cpaBHeHHe ¢ mane0o. Berpeku ToBa, He € YCTaHOBEH 3HAUYUM €(EeKT BbPXY
4yecToTara Ha (ppakTypuTe.

I'moxoxopmuxouo-uHoyyupana ocmeonopo3a
EdexruBnocrTa Ha Forsteo npu mbike u sxeHun (N=428), nonydaBaiiy NpogbKUTEIIHO CUCTEMHO JICYeHHE
C TIIIOKOKOPTUKOUAM (EKBUBAJICHTHO Ha 5 Mg WM [T0BeYe IPEIHU30H 3a IIOHE 3 Mecela), € II0Ka3aHa B

18-MeceuHOTO OT ITHEpPBOHAYATHA (Pa3a Ha 36-MeCeuHO, paHIOMHU3UPAHO, JBOMHO-CIISIIO, KOHTPOIUPAHO
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ChbC CpaBHHUTENEH NPOAYKT (anenapoHat 10 mg/nHeBHO) mpoy4BaHe. [IBameceT 1 oceM NpOLEHTa OT
NAalMEeHTUTE Ha U3XOJHO HUBO Ca MMaJIM €1Ha WM IIoBe4e BepTeOpanHu (HpakTypH, MarHOCTULIUPAHU
pentrenonorudno. Ha Bcuuku nanuenty ca npmiarand 1 000 mg xanuit naeBHo u 800 U Butamun D
JTHEBHO.

ToBa mpoyuBaHe BKJIIOYBA MMOCTMEHOMNAay3anHu xeHn (N=277), npemeHonay3ainau keHu (N=67) 1 Mbxe
(N=83). Ha u3x0HO HMBO IOCTMEHOMNAY3aHUTE KEHH ca Ha Cpe/iHa Bb3pacT 61 roanHu, UMaT cpeiHa
KMII T-ckop —2,7 Ha ;rymOanHus OTHeN Ha TPhOHAYHUS CTHI0, Me/InaHa Ha EKBUBAJICHTHA 71032
npeaHn30H 7,5 mg/naeBHo u 34 % ca UManu eHa WIH MToBeue BepTeOpanHn GpakTypH,
JMUATHOCTUIIMPAHU PEHTTCHOJIOTUIHO; TPEMEHOIIAY3THUTE )KCHH ca Ha CPElHA BB3pacT 37 TOAUHU, UMAT
cpeana KMII T-ckop —2,5 Ha mymOanHust OTe] Ha TPhOHAYHUS CTHIO, MeIMaHa Ha €KBHBAJIICHTHA /1032
npenau3oH 10 mg/mHeBHO U 9 % ca UManu eHa WK MTOBeue BepTeOpatHn (hpaKTypH, TUArHOCTUITUPAHU
PEHTTEeHOJIOTHYHO; a MBKETe ca Ha cpeAHa Bh3pact 57 roaunu, uMmat cpegaa KMII T-ckop —2,2 Ha
JTyMOaJTHUS OTJe) Ha IPhOHAYHUS CTHJIO, MEIMaHa HA CKBUBAJICHTHA J103a NpeAHn30H 10 mg/nHEeBHO U
24 % ca UManu eJHa WK [oBede BepTeOpatHu GpakTypH, TUarHOCTUIIUPAHU PEHTT€HOJIOTUYHO.

[ecTneceT u AeBET MPOLICHTA OT MAIUCHTUTE 3aBbpIIBAT 18-MeceuHaTa mppBoHavanHa (asa. B kpaiinara
touka Ha 18-1 mecery FORSTEO curanduxantiHo nosumasa KMII B mymbanaus otaen Ha rpbOHaYHMS
cTei6 (7,2 %) B cpaBHeHue ¢ aneHapoHar (3,4 %) (p<0,001). FORSTEO noeumasa KMII Ha
tazobeapenara obmact (3,6 %) B cpaBHeHUe ¢ anmeHapoHart (2,2 %) (p<0,01), kakTo 1 Ha GempeHaTa
mmiika (3,7 %) B cpaBHeHue ¢ aneHaponar (2,1 %) (p<0,05). Ilpu nanuenTH, JeKyBaHU C TepUNapaTh,
KMII B mymbaitHaTa 06acT Ha rpbOHAYHUS CTHIO0, Ta300eapeHara obaacT u OeapeHara muika ce
rioBumaBa Mmexay 18- u 24-s1 mecen ¢ nomrbaauTenau 1,7 %, 0,9 %, u 0,4 %, chOTBETHO.

Ha 36-s Mecer aHanu3 Ha peHTreHOTpaMHUTE Ha TPHOHAYHUS CTHI0 Ha 169 nmanueHnTy, JeKyBaHH C
anennponar, u Ha 173 manuenTy, nekyBanu ¢ FORSTEOQO, nokasBa, ue 13 marnueHTn B rpymara ¢
anenaponar (7,7 %) ca mpeTsprienan HoBa BepTeOpaiHa (pakTypa B CPaBHEHHUE C 3 MAIUEHTH B Irpynara ¢
FORSTEO (1,7 %) (p=0,01). OcBen ToBa 15 ot 214 narnuenTtu B rpymnata ¢ anenaposar (7,0 %) ca
MpeThpIieny HeBepTeOpanHa ppakTypa B cpaBHeHHe ¢ 16 or 214 manuentu B rpynata ¢ FORSTEO

(7,5 %) (p=0,84).

[Ipu npemenonay3annure xeHu nosumenrero Ha KMII ot usxoaHo HuBo Ao 18- Mecen e
curan¢ukanTHo nmo-rojsiMo B rpynata ¢ FORSTEO, B cpaBHeHwme ¢ TpymaTa ¢ aleHIpoHAaT B TyMOATHUS
otaen Ha rpbOHavHus cThio (4,2 % cupsimo —1,9 %; p<0,001) u B Tazobenpenara odnact (3,8 % crnpsamo

0,9 %; p=0,005). Bce nak, He € goka3aH curHuuKanTeH e(eKT BbpPXy decToTaTa Ha (paKkTypuTe.

5.2 ®apmakoKkMHETHYHM CBOMicTBA

Pasnpenenenue

O6embT Ha pasnpenenenue e npuommsurenHo 1,7 kg, Enuvmunanuonnusat nomyxusot Ha FORSTEO e
npuOIM3UTENHO | Yac mpy IMOIKOXKHO MPUIIOKEHUE U 3aBUCH OT BPEMETO Ha aOCOPOIHS OT MACTOTO Ha
NPUIIOKEHHE.

Buorpanchopmarms

He ca npoBexxaanu npoyuBaHus BbpXy MeTabonu3ma u ekckperusta Ha FORSTEO, Ho ce cmsTa, ye
nepudepHUIT METab0IN3bM Ha MAPATUPEOUTHUSAT XOPMOH C€ OCHIIECTBABA MPEIUMHO B YepHUS P00 U
OBOperuTe.
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Enuvunupane

FORSTEO ce enumuHMpa MOCPEICTBOM XeTaTalleH U eKcTpaxenaTajieH KIMPbHC (IPUOTU3UTEIIHO
62 1/gac mpu sxeHu u 94 1/gac npu MBKe).

TlanmmeHTH B cCTapyecka Bb3pacT

He ca ycranoBenu paznnunst BbB GpapmakoknHeTrkata Ha FORSTEO BBB Bpb3ka ¢ Bb3pacTTa (Mexmy 31
u 85 rogunn). He e HeoOxonuMa mpoMsiHa Ha Jj03aTa Bh3 OCHOBA Ha BB3pPacTTa.

5.3 IlpeakJMHUYHU JAHHHU 32 0€30MACHOCT

Tepunaparun He e MOKa3aa FeHOTOKCUYHOCT IIPU CTaHAapTeH Habop ot TecToBe. He ca yctaHoBeHH
TepaToreHH! e()eKTH MPH IIIbX0BE, MULIKH U 3aiiuu. He ca HaOmronaBanu 3HaunMu eeKTH MpU
npujaraHe Ha Tepurnaparu B fHeBHH 103U oT 30 mo 1 000 pg/kg npu OpeMeHHU TIBbXOBE WITH MHUIIKH.
®deTanHa pe3opOIKs ¥ HaMaJIeHa TOJIeMUHA Ha KOTHJIOTO, 00ade, ce HaOIoqaBaT mpu OpeMeHHH 3ai1y,
Ha KOUTO ca Npuiiaraiu JHeBHU 1031 o1 3 10 100 pg/kg. EMOproTOKCHYHOCTTA, HAOIOAaBaHa TIPH
3alIi, MOXeE Jla € CBbp3aHa C TAXHATa MHOTO IO-TOJIsIMaTa YyBCTBUTEIHOCT KbM edpextute Ha PTH BBpXY
WOHU3UPaAHUA KalIUi B KpbBTA B CPABHEHUE C TPU3AUYUTE.

[Ipu mIBX0BE CUCTEMHOTO €XKETHEBHO MPHUIIOKEHHUE BOAM JI0 J1033a-3aBUCUMO CBPBX-00pa3yBaHe Ha
KOCTHA ThKaH M MOBHIIIEHA YECTOTa Ha 0CTE0CAPKOM, HAl-BEPOSITHO B PE3yJITAT HA EIUTCHETHYCH
MeXaHU3bM. TepHIrapaTia He ITOBUIIaBa YeCTOTaTa Ha KOWTO U 1a € APYT THIT HEOTIa3wsl PH TUTHXOBE.
ITopanu paznuausiTa BEB PU3NOIOTHATA HA KOCTUTE TIPH IUTHXOBETE U YOBEKA, KIIMHUYHATA 3HAYNMOCT Ha
TE3W JaHHU BEPOSATHO € Manka. He ca HaOnromaBaHW KOCTHU TYMOPH TPU OBaPHOSKTOMHUPAHN MaliMyHH,
JIEKYBaHU 3a ITepHo OT 18 Mecemna nii o BpeMe Ha 3-TOTUIITHIS IIEpUO Ha TIPOCIeAsIBaHE CIIeT
MpeKpaTsIBaHe Ha JICUCHHETO. B MOmbIHeHNE Ha TOBA, 110 BpeMe Ha KIIMHUYHUTE TPOYYBAHMSI WITH TIPH
MPOCJIEIABAHETO CJIE]] ICUCHUETO, He € HAOJI0JaBaHa MmosiBaTa Ha OCTEOCAPKOMHU.

[IpoyuBaHusATa MPHU )KUBOTHH MTOKA3BaT, Y€ CHJIHO HAMAJICHUAT YSPHOAPOOCH KPhBOTOK IIOHMKABA
excrio3uiusta Ha PTH Bepxy ocHoBHaTa nenutenna cucreMa (KyrndepoBure kieTku) u mocieBamiysT
kiupbHC Ha PTH(1-84).

6. OPAPMAINEBTUYHU JAHHHA
6.1 ChnucbK Ha HOMOIIHHUTE BEIIECTBA

Jlenena oneTHa KuceIHa

Harpues amnerat (6e3BoeH)

ManwuTon

Meraxkpeson

XJ0poBoAOpOaHA KHCeTHHA (3a Kopeknus Ha pH)
Harpues xunpoxcu (3a kopekmwust Ha pH)

Bopaa 3a unxkekuuun

6.2 HecbBMECTHMOCTH

[opanu nuncata Ha MPOyYBaHMsI OTHOCHO CbBMECTUMOCTTA, TO3H JICKAPCTBEH MPOIYKT HE TpAOBa 1a ce
CMECBa C JPYyTH JIEKApCTBEHU NPOIYKTH.
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6.3 Cpoxk Ha roaHocT

2 TOONHU

XuMuvHa, GU3NIHA U MEKPOOHOIOTHYHA CTAOMITHOCT TIpH yIoTpeba e yCTaHOBeHa 3a 28 THU pu
temneparypa 2-8°C. Cieq; mbpBOHAYATHOTO OTBapsSHE MPOAYKTHT MOXKE /1a C€ ChXPaHsIBa MAKCUMYM
28 nau mpu temnepatypa ot 2°C mo 8°C. ChxpaHEeHHETO Ha IPOAYKTa IPHU YIoTpeda 3a APyr NepruoI U
IIPY IPYTH yCIIOBHSI, 0CTaBa Ha OTTOBOPHOCT Ha MOTPEOUTEIS.

6.4 CrnenuajanHu ycJa10BHA Ha CbXpaHeHUe

Ja ce cpxpansasa B xnaauiaHUK (2°C — 8°C) no Besiko Bpeme. [lucankara Tps6Ba i1a ce BbpHE B
XJIQIWTHUKA He3a0aBHO ciel ynorpeda. a He ce 3ampassBa.

He cpxpaHnsBaiiTe HHKEKTHPAIIOTO YCTPOUCTBO C IPUKPENICHA HA HETO UIJIA.

6.5 Bun M cbabpikaHne HA ONIAKOBKATA

2,4 ml pa3TBOp B NaTpoH (CHIMKOHU3UPAHO CTHKIO THII I) ¢ OyTano (xanoOyTuiioBa ryma), 3arnedarBall
IHCK (JIaMHHAT OT MOJUH30IIPEeH/OpOoMOOYTHIIOBA TyMa)/alyMUHHH, BrpaieH B MUCaJKa 3a eAHOKpaTHA

ynorpeoa.

FORSTEO ce npennara B onakoBka, chabpxaiia 1 win 3 nucanku. Beska mucanka chabpika 28 1031 OT
20 mukporpama (B 80 MUKpOIHTpa).

He Bcuuku BHIOBE OMAKOBKU MOXeE Jia ObJaT MyCHATH B MPoaxoa.

6.6 CrneuuajHu npeanasHyu MepKU NP U3XBbPJIsiHE

FORSTEO ce npennara B npeBapuTEIIHO HAITbJIHEHA MHUCaNKa. Besika mucanka TpsOBa a ce U3Io3Ba
caMo OT eVH MmanueHT. [1pu Bcska WHKEKIHs TPsAOBa Ja M3I0JI3Ba HOBA, CTEPHITHA UTJa. Beska ormakoBka
FORSTEO cpabprxa HHCTpYKIHMS 32 yIOTpeda, KOSATO AaBa IIBJIHO OMMCAaHNE HAa HAaYMHA HAa M3MOJI3BaHe Ha
nucankara. Urimu He ce TOCTaBsT C MPOAYKTa. Y CTPOHCTBOTO MOXKE J1a CE M3IMOJI3BA C HHXKEKITMOHHU UTJIH
3a nHCYNMHOBa nucanka. Cien Besika mHxeknus, miucankata FORSTEO TtpsiOBa 1a ce BbpHE B
XJIAJUITHHAKA.

FORSTEO ne Tps06Ba 1a ce u3noi3pa, ako pa3TBOPBHT € MbTEH, OLIBETEH MM ChIbPiKa YaCTUIIH.

Moutst, T030BaBaiTe ce Ha PHKOBOJCTBOTO 32 yIoTpeda 3a MHCTPYKIIUU KaK JTa H3TOJI3BATE IMHCATKATA.
HewnsmnomsBaHuaT IpOAYKT WIK OTINAABYHUTE MaTepaIX OT HETO TPSOBA Jla Ce U3XBBPJIIAT B ChOTBETCTBHUE
Ha MECTHUTE U3NCKBAaHUS.

7. INPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD Utrecht, Huaepnanaus

8. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/03/247/001-002
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9. JATA HA ITBPBO PAZPEIIABAHE 3A YIIOTPEBA/IIOJHOBSABAHE HA
PASPEHIEHUETO 3A YIIOTPEBA

Jlata Ha mepBOTO paspemanane 3a ynorpeba: 10 roru 2003 T.
Jara Ha mocienno nomHoBsiBane: 13 gespyapu 2013 1.

10. JATA HA AKTYAJIM3AIIUA HA TEKCTA

[onpoOna nHpopmanus 3a TO3H JEKapCTBEH MPOAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickaTa
areHIus 1o JekapcTata https://www.ema.europa.eu.
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INPHUJIOKEHHE I1
MNPOU3BOJUTEJ HA BUOJOI'MYHO AKTUBHOTO
BEIIECTBO U ITPOU3BOJUTEJL, OTTOBOPEH 3A
OCBOBOXJIABAHE HA ITAPTUIHN

YCJIOBUS NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUSA N UBUCKBAHUSA HA PASPEIIIEHUETO 3A
YIHHOTPEBA

YCJIOBUSA NJIX OTPAHUYEHUS 3A BE3OITACHA U
EDOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA TPOAYKT
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A. TIPOU3BOJIUTEJI HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO U
INPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXIABAHE HA ITAPTUIN

HwMe u aapec Ha IPOU3BOAUTEIS HA OMOJIOTHYHO aKTHUBHOTO BCIICCTBO

Boehringer-Ingelheim RCV GmbH & Co KG, Dr.-Boehringer-Gasse 5-11, 1121 Vienna, ABctpust

HmMe u aapec Ha IPOU3BOAUTEINTE, OTTOBOPHU 3a OCBO60)K,E[aBaHG Ha NapTHAUTC

Lilly France S.A.S., rue du colonel Lilly, 67640 Fegersheim, ®panmus

b. YCJ0OBUSA NWJIN OI'PAHUYEHUSA 3A JOCTABKA U YIIOTPEBA
JleKapCTBEHHSAT MPOJYKT CE OTITyCKa IO JIEKAPCKO MPE/IIICaHHeE.

B. APYI'U YCJIOBUS U UBNCKBAHUSI HA PASPEHIEHUETO 3A YIIOTPEBA
o IMepuoanunu akryanusupanu gokiaaau 3a oezonacHoct (ITAJIB)

Wsucksanusra 3a mogasane Ha [IAJIB 3a To3u nekapcTBeH MpoayKT ca MOCOUCHH B CITHUCHKA C
pedepentaute natu Ha EBponetickus c¢bio3 (EURD cnuchk), npeasuaes B wi. 1078, an. 7 ot
HupextuBa 2001/83/EO, 1 BbB BCHUKH CIIEIBAIN aKTyalu3aluy, MyOIMKyBaHH Ha €BPONEHCKUS
yeOnopTan 3a JieKkapcTBa.

r. YCJI0Bus WJiM OIrPAHUYEHUSA 3A BESOITACHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUSA TIPOAYKT

. Ilnan 3a ynpaBiaenue Ha pucka (ITYP)

[TputexaTenar Ha pa3pelnieHueTo 3a yrnorpeda (I[IPY) tpsoBa 1a M3BbpUIBA H3UCKBAHUTE JEHHOCTH U
JeficTBUA, CBBP3aHHU C MIPOCIEAsIBaHE Ha JIeKapCTBeHaTa 6€30I1acHOCT, Moco4YeHH B ogoopenus I1YP,
npezacrased B Moay 1.8.2 na Pa3zpemenneTo 3a ynotpeda, KakTo U IIPHU BCHYKH CJIEIBAIIN ChIIaCyBaHH
akTyanuzanuu Ha [TYP.

Axtyanuzupat [1YP ce nonasa:
e 110 uckaHe Ha EBpornelickaTa areHus 1o JeKapcTBaTa;
® BHHArW, KOraTO C€ U3MEHS CHCTEMAaTa 3a YIpaBJICHHE Ha PUCKa, 0COOCHO B pe3yTar Ha
noJTyyaBaHe Ha HOBa WH(GOPMAIIH, KOATO MOXE J1a OBEJIE /IO 3HAYUMH ITPOMEHU B
CHOTHOIIICHUETO TT0J13a/pUCK, WITH CJIe]T JOCTUTAHE Ha Ba)KCH eTal (BB BPB3Ka ¢ IIPOCeasIBaHe Ha
JeKapcTBEHATa O€30MACHOCT WM CBEKIaHE HAa PUCKA 0 MHHUMYM).
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NNPUJIOKXEHUE 111

JAHHU BBPXY OITAKOBKATA U JINCTOBKA

17



A. JAHHH BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT HA BBHIIHATA KAPTOHEHA KYTHUA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

FORSTEO 20 mukporpama/80 MUKpOIHTpa, HHKEKITHOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBITHECHA
nucaska
TepUIIapaTul

2. OBSIBJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcexu ml cpappika 250 Mukporpama TepumapaTui.

3. CIIUCBK HA IIOMOINHUTE BEIECTBA

Jlenena oueTHa KMCENMHA, HATPUEB aneTar (0€3BOJICH), MAHUTOJI, METaKPE30JI, BOAA 32 HHKCKIIHU.
XJIOpOBOAOPOAHA KHCEIMHA PAa3TBOP W/WIIM HATPUEB XUAPOKCU Pa3TBOp (3a Kopekuus Ha pH).

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

VHKeKIMOHEeH pa3TBop.
1 mucanka 2,4 ml pa3TBop.
3 mucanku 2,4 ml pa3TBop Besika.

Beska mucanka cpabpxka 28 mos3u oT 20 Mukporpama (3a 80 MEUKpOIUTPA).

5. HAUYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

IIpenn ymoTpeba npodereTe TUCTOBKATA.
IToiKOXHO MPUIIOKEHUE

6. CIIEHMAJIHO INTPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'VIEJA U TOCET'A HA TIEITA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 34 [ACIA.

‘ 7. APYI' CHEIMAJIHU NIPEAYITPEXKJIEHUSA, AKO E HEOBXOJUMO

3a JAa OTBOPHUTEC, MOBAUTHETE TYK U APBITHETC.
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8. JATA HA N3TUYAHE CPOKA HA I'OJHOCT

T'onen no:
IIucanmkara TpsOBa 1a ce M3XBHPIIN 28 JHU CIIE]] ITbpBaTa yroTpeoa.
Jata Ha mepBa ymorpeoba:

9. CIIEIMAJIHH YCJIOBUSA HA CbXPAHEHUE

Ha ce cpxpaHsiBa B XJIaIUJTHUK.
[a He ce 3ampassisa.

10. CHELUWAJIHU HNPEAITAZHU MEPKU IIPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/03/247/001
EU/1/03/247/002

13. IMAPTUJAEH HOMEP

ITapTunen Ne

14. HAYHNH HA OTITYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

FORSTEO

17. YHUKAJIEH UIEHTU®UKATOP — IBYU3MEPEH BAPKO/|
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JIByn3mepeH 0apKo/| C BKITIOUYECH YHUKAICH UIACHTH(DHKATOP.

‘ 18. YHUKAJIEH UWIEHTU®OUKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET

1. HNME HA JIEKAPCTBEHUSA IMTPOAYK U ITBT(UIIA) HA BBBEX/IAHE

FORSTEO 20 mukporpama/80 MEKpOIHUTpPA, HHKCKIIHS
TepUnapaTu
[TonkoxHO pUIIOKEHHE

‘ 2. HAUYHMH HA ITPUJIOKEHUE
‘ 3. JATA HA U3STNHNYAHE CPOKA HA TOJHOCT
T'onen no:
4. IHNAPTUAEH HOMEP
ITapTunen Ne
5. CbABPKAHUE KATO MACA, OBEM NWJIN EJUHUIIN
2,4 ml
6. JIPYTO

I[a C€ ChbXpaHsiBa B XJIaAUJTHUK.
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Bb. IHCTOBKA
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JIncroBka: nHGpopManus 3a NOTpeOUTEJIs

FORSTEO 20 muxporpama/80 MUKPOJIMTPa, MHAKEKIMOHEH Pa3TBOP B NMPeIBAPUTETHO HATbJIHEHA
nucajaKa
Tepumnaparu/ (teriparatide)

IIpoyerere BHMMATEJIHO USJIATA JUCTOBKA, IIPEAH 1A 3all0YHeTe 1A U3I0JI3BaTe TOBA JIEKAPCTBO,

Thil KaTO T CbAbP2Ka BaskHa 3a Bac undopmanus.

- 3amasere Ta3u JMCTOBKA. Moe J1a ce HalO0XHU Ja s IPOYETETE OTHOBO.

- AKxo mMare HSIKaKBH JOIBJIHUTEIIHN BBIIPOCH, TIONUTaiTe Bamms nexap nim apmanenT.

- Tosa nekapctBo e npeanucano JuyHO Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To Moxe aa uMm
HaBpeAU, HE3aBUCHMO Ye IIPU3HALUTE Ha TIXHOTO 3a00sABaHe ca chlIuTe Kato Bammre.

- AKo nomyuduTe HIKaKBU HEXeJIaHU JIEKAPCTBEHH peakLuy, yBegoMere Bamus sexkap win gpapmanesT.
ToBa BKIIIOUBA U BCUYKU Bb3MOXKHU HEXKEJIAHU PEAKLUU, HEONIUCAHU B Ta3U JIUCTOBKA. Buxre
TOuKa 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA:

Kaxso mpencrasisiea FORSTEO u 3a kakBo ce u3mon3sa
Kakso Tpsi6Ba na 3Haere, npeau aa uznonssare FORSTEO
Kaxk na npunarare FORSTEO

BB3MOXHM HEXENaHU peakun

Kak na cexpanssare FORSTEO

ChbabpKaHue Ha ONAKOBKATa M AOIBIHUTENHA HHPOPMALUS

A e

1 Kaxkso npeacrapiasasa FORSTEO u 3a kakBo ce U3MoJ13Ba

FORSTEO cpabpxka akTHBHOTO BEIIECTBO TEPUTIAPATHII, KOSTO CE U3IIOI3Ba 3a 3a3[paBsiBaHe HA KOCTUTE
Y HaMaJIsiBaHe Ha pUcKa OT (PaKTypH MMOCPEACTBOM CTUMYJIMPaHE Ha KOCTOOOpa3yBaHETO.

FORSTEO ce u3moinssa 3a jJedeHne Ha 0CTe0Iopo3a MpH Be3pacTHH. OcTeonopo3aTa ¢ 3a001sBaHe, KOSTO
MOJKE Jla HalpaBy BammTe KocT THHKY W IyTUIHNBH. ToBa 3a00sIBaHE ce cpela MpeauMHO TP KCHUTE
cllel MeHOTay3a, HO MOKe ChIIO Ja ce HabMroAaBa npu Mbxe. OcTeonopo3aTa ChLIO € YecTa MpH
MAIUEHTH, TIPUEMAIIH TITFOKOKOPTUKOU/IH.

2. Kakgo Tps0Ba na 3Haere npeau Aa usnoassare FORSTEO

He u3noa3saiite FORSTEQO:

) aKo CTe aJIepPrHUYCH KbM TEPUIIAPATH]] MM KbM HSIKOS OT OCTaHAJIMTE ChCTABKH HA TOBA JIEKAPCTBO
(u30poenu B Touka 6).

o aKo CTpajaTe OT BUCOKO HUBO HA KKK (TpeIIecTBala XUISPKATIIHEMHUsI).

o aKo CTpajiaTe OT CEpPUO3HH MPOOIIeMu ¢ ObOpenuTe.

o aKO UMaTe KOCTHU TYMOPH WJIH APYTH TYMOPH, KOUTO C€ pa3npocTpaHsaBaT (MeTacTa3upar) B
koctute Bu.

o aKO MMaTe U3BECTHU 3a00JsBaHUS HA KOCTUTE. AKO UMaTe KOCTHO 3a00IsBaHe, KaxkeTe Ha Bams
neKap.

o aKo MMaTe HeoOSICHIMO BHCOKH HUBA Ha alkaiHata ¢pocaTa3a B KpbBTa CH, KOETO 03HAYABA, Ue

Moe Jja umare 6onectta Ha [lelipkeT Ha KocTHTe (3a00IsIBaHe ¢ HEOOMYaliHU MPOMEHHU B
KocTuTe). AKO HE CT€ CUTYPHH, onuTaiire Bamms nexap.
o aKo CTe MPOBEXIAIM JTbUelieueHHe, BKIoYBamo Bamure kocTu.
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o aKo cTe OpeMeHHa WIH KbPMHUTE.
IIpenynpexnenust U NpeanasHu MEPKH
FORSTEO moske na npu4YiHM MOBUILIABaHE HAa KOJIMYECTBOTO Ha KaILMi B KpbBTa WK ypuHata Bu.

Kaxxere na Bamms nexap wmm dapmarieBT npeny u gokaro usnonssare FORSTEO:
®  aKO MMAaTe MPOJBIDKUTEIHO TaJIeHe, MOBPBINaHe, KOHCTHITAIHS, Oe3CHINEe HITH MYCKYITHA
cnaboct. ToBa Moxe f1a ca Oene3n Ha MPEKaJIeHO MHOTO Kallluii B KpbBTa Bu.
®  aKo cTpajaTe OT KaMbHHU B OBOpEIUTE WIIM UMATe aHaMHe3a 3a ObOpEeYHN KaMbHHU.
e aKko cTpazmare ot 0BOpedHu mpobdieMu (yMepeHo OBOPEUHO YBpEXKIaHe).

Hsixou nanueHTH nony4aBaT 3aMaiiBaHe WM UMAaT yCKOPEHO ChpLiEOMEHE ClIel IbPBUTE HAKOJIKO A03H. 3a
mbppBUTe 103U HHKekTupainte FORSTEO Tam, Kb/1eTo BeZjHara MOXKeTe Ja CeAHETE WU /1a JIETHETE, aKo
MIOJIyYUTE 3aMaliBaHe.

[IpenmoppuBaHOTO BpeMe 3a JiedueHue oT 24 Mecena He TpIOBa /1a ce MPEBUIIIABA.
FORSTEO ne Tps0Ba 1a ce npuiara npyu Bb3pacTHU BbB (paza Ha pacTex.

Jleua v roHOIIN
FORSTEO ne Tps6Ba fa ce npuiiara npu Jeua u ioHomw (ox 18-rogumrHa Bs3pacT).

JApyru aekapcrBa u FORSTEO

Mo, uadopmupaiite Bamus nexap wiu gpapmanesT, ako IpuemMare, HACKOPO CTe MPUEMaH HIH €
BB3MOYKHO J1a IpHEeMaTe APYTH JIEKapCTBa, 3aIl0TO MTOHSKOTA T€ MOTaT /1a CH B3auMOJeHCTBAaT (Harp.
TUTOKCHH/IUTUTAIIC — JICKApPCTBO, U3II0I3BAHO 3a JICUCHHE Ha ChPJCTHO 3a00IIIBaHE).

BpemeHHOCT U KbpMeHe

He nsnonzBaiite FORSTEOQ, ako cte OpeMeHHa Wi KEPMHUTE. AKO CTe *KeHa ¢ IETSPOCH IMOTCHITHAT,
TpsIOBa J1a M3MOJ3BATE HAMEKICH METO/ 32 KOHTPOJI Ha pakaaeMocTTa rpu ymorpeda Ha FORSTEO. Axko
3abpemeneete, ynotpedara Ha FORSTEO TpsiOBa na ce npeycranosu. ChBeTBaliTe ce ¢ Baus yiekap wiu
(hapmareBT peau MprueMa Ha KOETO H Jia € JIEKapCTBO.

Hlodupane u paéora ¢ MAIIMHU

Hsxou manneHT MOKe 1a TOUyBCTBAT 3aMastHOCT ciell nHxkektupaneto Ha FORSTEO. B ciyuyait, ge ce
MoYyBCTBaTe 3aMasiH, Bue He Tps0Ba ma modupare Win Aa U3M0I3BaTe MAIIWHH, TOKAaTO HE ce
[IOYyBCTBATe MO-700pe.

FORSTEO cbabp:xa HaTpuii
ToBa nexapcTBO ChABpka Mo-Manko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MPAKTUIECKH HE ChIbpKA
HaTpuil.

3. Kak na npunarate FORSTEO

Bunaru nputaraiite ToBa JE€KapcTBO TOYHO KakTO Bu e ka3zan BamusaT nekap. AKo He CTe€ CUTYpHU B
Hello, nonuraiite Bamms nexap uiu GpapmanesT.

HpeHOp’B‘II/ITeHHaTa J03a € 20 MHKpOIrpama, IpujIoK€Ha BEAHBK JHCBHO UYPE3 MHIKCKTUPAHC MO/ KOXKaTa

(moaKo0XXHO MHXKEKTHpaHe) B o01acTTa Ha OeIpoTO WM KopeMa. 3a Ja He 3a0paBsATe HHKEKTUPAHETO Ha
Bamrero nekapcTBo, HOCTaBSIATE MHKEKIUATA MO €IHO U CHIIO BpEME BCEKH JICH.
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Nuxextupaiite FORSTEO Bceku aeH 3a nepuon, koito e onpeaenun Bammsat nekap. Ob6mara
npoabokutenHocT Ha edennero ¢ FORSTEO we TpsiOBa na mpesumana 24 mecena. He Tps6Ba na
MoJIyJyaBaTe IMOBEUE OT SUH KypcC Ha JieueHue oT 24 Mecena mpe3 KUBOTa CH.

FORSTEO moxe aa 0bae HHXEKTHPaH OKOJIO BPEMETO Ha XpaHEHE.

[IpoueTere HHCTPYKIMATA 32 U3IOJI3BaHE, IIOCTABEHO B OMAKOBKATA, 3a J1a MOJIYYUTe HHPOPMAITHS KakK J1a
n3noiasBare nucainkata FORSTEO.

WrinTe 3a MHXXEKTUPaHE HE ca BKJIIOYCHU B OMMAKOBKATa Ha Mucaikara. Morar jia ce U3I0J13BaT UTJIUTe 3a
nucanika Ha Becton Dickinson and Company.

Bue tps6Ba na mmkektrpare FORSTEO mom n3BanuTe mucankaTa OT XJIATUITHAKA, KAKTO € OMMCaHO B
MHCTPYKIUTA 32 yHoTpeba. BrpHeTe nucankara B XJIaAWIHUKA BelHAra cjell KaTo MPUKIIOYHTE C
HEHHOTO U3IMOI3BAHE.

[Ipu Bcsiko WHKEKTHpaHe W3MONI3BAiTe HOBA MIJIa, KOSITO J1a M3XBBPJHTE ciiel] ynorpeda. Hukora He
ChXpaHsBANWTE MUCAJIKaTa C IPUKpPENEeHa Ha Hes uria. Hukora He npeorcTsnBaiiTe Bamara nucanka
FORSTEO na apyru xopa.

Bammst nexap moxxe na Bu moceBerBa na nmpunaratre FORSTEO c xanuuii u Butamun D. BamusaT nekap
1Ile ONpeaeNH 103aTa, KOSITO TPsOBa Ja MpuiaraTe BCEKU JIeH.

FORSTEO moske na ce mpuiara chC win 0e3 XpaHa.

AKO IpHJIOKHTE MoBeve 0T HeoOxoanmaTa 103a FORSTEO
Axo, 1o morpenrka, uznonssare mosede FORSTEO ot HeoOX0muMoTO, CBBpIKETE ce ¢ Barmmms ekap niu
(hapmarieBT.

EdexTute, KOMTO MOXKE J1a c€ OYAKBAT B CIy4all Ha peA03upaHe, BKIIOUBAT rajicHe, OBPBIIAHE,
3aMasHOCT U TJIaBOOOJIHE.

Ako 3a0paBute min He nocrasute FORSTEO B 00n4aiiHOTO Bpeme, TOCTaBeETE IO Bb3MOYKHO
Hakl-CKOpO B paMKHUTE Ha Cchlug JieH. He mocrapsiiTe qBoMHA 1032, 3a 1a KOMIIEHCUpATe MPOIycHaTaTa
no3a. He mocraBsiiTe moBeue OT €1Ha MHKEKIUSA B €/IMH U ChIU JIeH. He ce onuTBaiiTe Ja KOMIIEHCUpaTe
MpoITycHaTaTa J103a.

AKko cte ciipesiu ynorpedéara Ha FORSTEQ
Axo obmucnste cnupane Ha jgedenneto ¢ FORSTEO, monst o6cpaere ToBa ¢ Bammst nekap. Bammst
nexap e Bu mockBeTBa U 11ie perm KOJIKo IbITo TpsAoBa na ce aexyare ¢ FORSTEQ.

AKO MMaTe HIKaKBH JIOMIBIHUTEIHU BBIIPOCH, CBBP3aHH C YHOTpebaTa Ha TOBa JIEKapCTBO, MOMUTANTE
Bamms nexap nnu dapmanesT.

4. Bb3MOKHH HexeJTaHU peakuuun

Kakro Bcmuku JICKapCTBa, TOBA JIEKAPCTBO MOXKE Jia MPECAU3BHUKA HEKECIIaHU p€aKIINU, BBIIPEKU Y€ HE
BCCKHU I' I1IOJTy4aBa.

Haii-gecture HeXxenaHu peakuy ca OOJKH B KpalHHUIHTE (YecToTaTa € ,,MHOT'O YeCTH ', MOXKE J1a 3aceTHaT
noBede oT 1 Ha 10 marueHTH) U rajicHe, TJIaBo0oIMe U 3aMassHOCT (4eCToTarta € ,,9¢CT’). AKO Ciie[
WHXEKTHPAHETO Ce MOYyBCTBATE 3aMasiHU (He Ha ceOe cH), TpsOBa Jla CeTHETE WIIH Jia JITHETE, IOKATO Ce
IMOYyBCTBATE MO-I00pe. AKO He ce MOIyBCTBaTe MO-100pe, TpsAOBa na ce obamuTe Ha Bamms mekap npenu
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Jla IPOJIBJKUTE JICUeHUETO. BBB Bph3Kka ¢ yrmorpedara Ha TepUIIapaTh]] MMa ChOOIIECHUS 3a CIIydau Ha
MIPUTIAIBIIH.

AKO 1ouyBcTBaTe AUCKOM(OPT KaTo 3auepBsiBaHe HA KoXarta, 00JIKa, OTOK, ChbpOEXK, 0sABa HA CHHUHU U
JIEKO KBPBEHE OKOJIO MSICTOTO HAa MHXKEKTHpaHe (4ecToTara € ,,9¢CTH”’), TOBa TPSOBa Ja MPEMUHE B
PaMKHUTE Ha HAKOJIKO JHU WJIM CeAMUIM. B nmpoTuBeH citydail ysegomere Barmst iekap Bb3MOXHO Hali-
0Bp30.

Hsikou nmanmeHTH MOXe J1a UMaT alleprHYHH PEaKIUN CKOPO ClIe]] MHKEKTUPAHETO, N3PA3sIBaIH CE B
3a]lyX, OTOK B 00JIACTTa Ha JIUIETO, OOpUB U O0JIKA B TbpAUTE (YecToTaTa € ,,peaku’’). B peaku ciydan
MOE J]a HACTBITSIT CEPUO3HU M MOTEHIMATHO KHUBOTO3aCTpAIIABAIIH AICPTUYHU PEaKIIUH, BKITFOYUTEITHO
aHaUIaKCHs.

Jpyru HeXxenaHu Peakiuy ca:
Yectu: moxe na 3acersHat a0 1 Ha 10 yoBeka
e TIOBWIIaBaHE HMBATa HA XOJecTepoia B KPbBTa
JieTpecust
HEeBpaJTH4YHa 0OJIKa B KpakaTa
YyBCTBO Ha CI1a00CT
HapyIIeH ChbpACYEH PUTHM
3a1Iyx
MTOBHIIIEHO TTOTEHE
MYCKYJIHH CIIa3MHU
3ary0a Ha eHepIHs
ymopa
0oJIKa B TBPIUTE
HUCKO KPBBHO HaJATaHe
KHCEITMHU B cToMaxa (00J1e3HEHO0 WITH Tapero yceane TOYHO Mo TPhIHaTa KOCT)
MOBpBIIaHE
XEepHUS Ha XpaHOIPOBOA
HHUCBHK XEMOTJIOOWH WK Opoi Ha YePBEHHUTE KPHBHU KIICTKH (aHEMUS).

Heuectn: Mmoske na 3acernar 1o 1 #a 100 goBeka:
® TIOBHIICHA ChPJICYHA YECTOTA
HEOOWYaeH ChPJCUCH IIyM
3a1yx
XEeMOPOUAH (MasICh)
CIIy4aifHO WJIM HEBOIJIHO M3ITyCKaHe Ha ypuHa
YeCTH TIO3WBH 32 YPUHUPAHE
MOBHIIIABAaHE Ha TEIJIOTO
KaMbHU B OBOpernuTe
MYCKYJTHH M CTaBHH OOJIKW. HsIKOM MaIlMeHTH NOayYaBaT TeKKH CXBAIlaHWs WIX CHIIHA O0JIKa B
rbp0a, KOUTO ca IPWIMHA 33 TOCTHIIBaHE B OOIHMIIA.
MTOBHUIIIABAaHE HUBOTO Ha KaJITHI B KPHBTA
e [IOBUIIIABAaHE HAa HUBOTO Ha MHKOYHA KWCEJINHA B KPHBTA.
e TIOBHUIIICHHE HA €IUH CH3UM, HapeueH ankaiaHa gocdaraza.

Penkn: Mmoxke na 3acernat g0 1 Ha 1 000 goBeka:
e HamaseHa ObOpeuHa QyHKIHSA, BKIIOYUTEIHO ObOpEeYHa HEJOCTATHYHOCT
e [OIyBaHE, [NIABHO Ha KUTKUTE Ha PbLETE, XOIWUIaTa U KpakaTa

27



Cno0naBaHe Ha HeXKEJIAHU PeaKINA

AKO TIONTy4YHTe HIKaKBH HEXEJIaHU JISKAPCTBEHU PeaKIlny, yBeJoMeTe Bamms nexap wim dapManesT.
ToBa BKJIFOUBA BCUUKH Bb3MOYKHU, HEOITUCAHU B Ta3H JINCTOBKA HEXEJIAHU peakiiuu. MoXKeTe ChIIo aa
CHOOIUTE HEKEIIAHU PEaKIUU IUPEKTHO Ype3 HAlMOHAHATA CUCTEMa 3a ChOOIIaBaHe, IIOCOYCHA B
[punoxxenue V. Kato cho011aBare HexxenaH! peakiuy, MOXKETe Ja JaJeTe CBOS MPUHOC 32 MOJTyJYaBaHe
Ha TIoBede MH(OpMAITHs OTHOCHO 0€3011acHOCTTa Ha TOBA JICKApCTBO.

5. Kaxk n1a coxpansiBate FORSTEO
Jla ce chxpaHsBa Ha MCTO, HEJIOCTHITHO 3a JICHa.

He usmnon3Baiite TOBa JIEKapCTBO CII€]] CPOKaA HAa FOJHOCT, OTOEIsI3aH BbPXY KapTOHEHATa OITAaKOBKA U
nucaikara cien ,,l'ogen 10:”. CpoKbT Ha TOJHOCT OTTOBApPS Ha MOCESAHUS IEH OT MMOCOUYCHHUS MECell.

FORSTEO Tps6Ba na ce cpxpanssa B xuamwiauk (2°C go §°C) npes usnoro Bpeme. Bue moxe ga
n3nomsBate FORSTEO no 28 nHu ciex mbpBOTO MHXKEKTHPAHE B CiIydaid, 4e MUcallkaTa € ChbXpaHsIBaHa B
xnmaguaHuk (2°C mo 8°C).

He 3ampazssaiite FORSTEO. M36srBaiiTe mocTaBsiHETO HAa MUCAIIKATE B OJM30CT 0 KaMmepara Ha
XJIQJIUITHUKA, 3a J1a u30erneTe 3ampassBane. He nsnomssaiite FORSTEO B ciyuaid, ue e niu e Omn
3aMpa3siBaH.

Besika nucanka TpsioBa a Objie U3XBBPIICHA MO MOIXO I HAYUH i/ 28 JHH, HE3aBUCUMO Y€ HE €
HaN'bJIHO ITpa3Ha.

FORSTEO cpabpxa Ouctsp u 6e3nBereH pa3top. He nznomssaiite FORSTEO, axo ce Bmxaar
HEpPa3TBOPEHM YAaCTHLIM MJIM Pa3TBOPHT € MBTEH WJIN OLBETEH.

He u3xBbpisiiTe JekapcTBaTa B KaHAIM3alMATa WIM B KOHTEMHEpa 3a JoMallHu oTHaabiu. [lonuTaiite
Bamus papManeBT kak J1a U3XBbPIATE JCKapCTBaTa, KOUTO BeUe HE U3MoJ3Bare. Te3u MepKH Ie
CIIOMOTHAT 3a OIa3BaHE HA OKOJIHATAa Cpela.

6 Cbabp:kaHue HA ONAKOBKATA U JOMbJIHUTENHA HHGopManust

Kaxkso cpabp:xa FORSTEO

- AKTHBHOTO BEIIECTBO € TepUIapatu. Bcekn MUITHIUTEP OT HHKEKIIUOHHUS PAa3TBOP ChABPKA
250 MuKporpamMa TepuIapaTtu/I.

- Jpyrute cbCcTaBKU ca JieJieHa OlleTHA KHCENNHA, HaTpueB areraT (0e3B0IeH), MAaHUTOJ, METaKPE30JT
Y BOZA 32 MHXXCKIMHU. 32 KOPUTHPaHE Ha KUCEITMHHOCTTa MOXKe a ObaT 100aBeHH U
XJIOPOBOJIOPOJIHA KUCEIIMHA W/ HATPUEB XUAPOKCH]T (32 Kopekius Ha pH).

Kak m3raexna FORSTEO u kakBo chbABp:Ka 0NAKOBKATA

FORSTEO e Ge3uBereH u OUCTHP pa3TBOp 3a MHXKEKTUpaHe. Tol ce mpeiara B MaTpoHU, OCTABEHU B
MIPeBAPUTETHO HAIThIHEHA MHCalIKa 3a eIHOKpaTHa yroTpeda. Beska mucanka cpaspka 2,4 ml pazteop,
nmoctarbueH 3a 28 go3u. [Incamkure ca MOCTaBeHN B KAPTOHEHA OIMAKOBKA, ChABPIKAIA €IHA WU TPH
nucainku. He BCUUKM BUI0BE OMAKOBKH MOJXE Jia ObJIaT MyCHATH B IPOIaxo0a.

IIpuTekaTes Ha pa3pelIeHHETO 32 yNoTpeda

[purexaren Ha pazpemenuero 3a ynorpeda: Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD
Utrecht, Hunepnanaus
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ITpoussogure.
Lilly France S.A.S, Rue du Colonel Lilly, F-67640 Fegersheim, ®pannusi.

3a gombIHMTETHA HHPOPMAIU OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPIKETE CE C JIOKATHUSI TPEICTABUTEI
Ha MIPUTEKATENS Ha pa3pelIeHueTo 3a yuoTpeoa.

Belgié/Belgique/Belgien Lietuva
Eli Lilly Benelux S.A. /N.V. Eli Lilly Lietuva
Tél/Tel: + 32 (0) 2 548 84 84 Tel: + 370 (5) 2649600
Buarapus Luxembourg/Luxemburg
TII "Enu Jlunu Hegepnana" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
Ten: +359 2 491 41 40 Tél/Tel: + 32 (0) 2 548 84 84
Ceska republika Magyarorszag
Eli Lilly CR, s.r.o. Lilly Hungaria Kft.
Tel: + 420 234 664 111 Tel: + 36 1 328 5100
Danmark Malta
Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf.: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland
Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel: +49 (0) 6172 273 2222 Tel: + 31(0) 30 6025800
Eesti Norge

Eli Lilly Nederland B.V. Eli Lilly Norge A.S

Tel: +372 6 817 280 TIf: +47 22 88 18 00
EALGoa Osterreich
OAPMAZXEPB-AIAAY A.EB.E. Eli Lilly Ges. m.b.H.
TnA: + 30210 629 4600 Tel: +43 (0) 1 711 780
Espaia Polska
Valquifarma, S.A.U. Eli Lilly Polska Sp. z o.0.
Tel: + 34-91 623 1732 Tel: + 48 22 440 33 00
France Portugal
Lilly France Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33 (0) 1 554934 34 Tel: + 351 21 412 66 00
Hrvatska Romaénia
Eli Lilly Hrvatska d.o.o. Eli Lilly Romania S.R.L.
Tel: +385 1 2350 999 Tel: +40 21 4023000
Ireland Slovenija
Eli Lilly and Company (Ireland) Limited Eli Lilly farmacevtska druzba, d.o.o.
Tel: + 353 (0) 1 661 4377 Tel: + 386 (0) 1 580 00 10
island Slovenska republika
Icepharma hf. Eli Lilly Slovakia, s.r.o.
Simi: + 354 540 8000 Tel: + 421 220 663 111
Italia Suomi/Finland
Eli Lilly Italia S.p.A. Oy Eli Lilly Finland Ab
Tel: + 39 055 42571 Puh/Tel: + 358 (0) 9 8545 250
Kvnpog Sverige
Phadisco Ltd Eli Lilly Sweden AB
TnA: + 357 22 715000 Tel: + 46 (0) 8 7378800
Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija
Tel: + 371 67364000
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I[aTa Ha MOCJICAHO NMpepasrjekaane Ha JUCTOBKaTa:

[Monpo6Ha nHDOpMaIUs 3a TOBA JIEKAPCTBO € MpeJOCTaBeHa Ha yeOcaiita Ha EBporelickaTta areHIus mo
nexapcrata: https://www.ema.europa.eu

Ta3u nucroBka e HannvyHa Ha Bcuuku e3unm Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHIus 1o
JIEKapCTBaTa.
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PBKOBOJACTBO 3A YIIOTPEBA HA IIMCAJIKATA

Forsteo

FORSTEO 20 mukporpama (ng)/ 80 MEKpPOINTPa HHKEKIMOHEH Pa3TBOP B NPeABAPUTEIHO

HaIr'b/JIHCHA IMUCAJIKA

Yxka3zanus 3a ynorpeda

ITpean na u3noa3Barte Bamara HoBa mucaKka, MOJISI PoYeTeTe HeJHsl pa3jen YKkazanus 3a
ynompeoba. Korato u3nosa3Barte nucajakara, cjieBaiiTe HHCTPYKIIMATE BHUMATEJHO.
IIpoyereTe CHIIO TaKa OCUTYPEHATA JHUCTOBKA 32 MAIMEHTA.

He npeorcTrpnBaiiTe CBOATA MUCAJKA WIH UIJINTE CH, Thil KATO TOBA MO3Ke 1a € PUCKOBO 32

npenaBaHe Ha MH(EKNNO3HU areHTH.

Bamara nucanaka CbABbpPiKa JICKAPCTBO 3a 28 aHu.

Yactu Ha Forsteo*

JKbito cTH0I10

Yepen ____
HHYKEKIH
oHEH
OyTOH

Uepsena Cunbo 1510 IlaTpon c nekapctBo  bsina

pes3ka

XaptueH Hrna
Mpeana3uTel

{ & =

Karmagyka

T'onsima xammayka Ha
urjartra

o

Manbk npeanasuresn
Ha uriiara

* Urnute He ca BKIIIOYEHH.
Morar ga ce U3n0a3BaT UIH
3a micanka Ha Becton,
Dickinson and Company.
[Tonuraiire Bamus nekap
WM apMareBT KOl pazmep
U IBJDKWHA Ha UTJIATE ca Hau
nmobpu 3a Bac.

Bunaru cu muiiTe pbuere npeam Besiko nH:xkektTupane. Illoaroresere MsicToTo 3a MHKEeKTHPaHe,
KakTo Bu e uHcTpyKkTHpaa Bamusatr Jexkap uiu ¢papManesT.

1 P P * z.--"-_'_ T,

MaxmHeTte 0s1J1aTa F*’ fﬁl?—h

Kamayka - e,

2 _ .-"r-.._,_'_‘- e *__ — e - . lonAMa kanaqka
Mpukpene f"ﬁ/‘?&%\ [ = v ¥y e e

Te HOBA = % el

HIJa

Maxunere
XapTUEHUA

ITocTaBeTe uriara
JHMPEKTHO

3aBBpTETE UTIIATA,
JIOKATO 3[IpaBo ce

Maxuete
roJjisiMara
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MmpeArnasuTeI.

BBPXY MaTPOHA C
JIEKapCTBOTO.

Karmadyka Ha
urijarta
" s 3a1ma3eTe.

3aKpeIiun.

3
Harna
caBa Mairbk
He npeanas
Ha ATEN
a03aTa Ha
_ uriaTa
WN3rersere uepHus IIposepe MaxHeTte Mankus
WH)KEKIIHOHEH Te, 32 1a Mpeana3uTen Ha
OyTOH AOKpai. ce uriaata
yBEpHTE, U TO U3XBBPIIETE.
AKo He MOXeTe /1a qe
W3TErIIUTe YSePHUS YepBeHaTa
WH)KEKIIMOHEeH OyTOH,  pe3Ka ce
BUXKTE MTOKa3Ba.
Heusnpasnocmu npu
UHIHCEKMUpaHemo,
Ipobaem /1.
4 — /| = 7|
HnskexTHpa t‘}?%w 0\
He Ha L ~y o . & e
ao3ara L = 2 B el |
o™ F
BruMmarenHo 3axBaHeTe KO)KHAa T'bHKA Ha  HaTHcHeTe YepHUS WH)XEKIIMOHEH OyTOH,
OeapoTo MM KOpeMa U BhBEJETE UriaTa JoKpail. 3aaphxTe ro u Opoiite n10 S 6-a-
JUPEKTHO B-H-0. Ciiex ToBa M3ABpIAiiTE
B KOXKara. WriIaTa OT KOXaTa.

5
IoTBBpAE
Te 103aTa

Caen
3aBbpPIIBaHE
Ha
HHKeKTHPaHe
TO:

Cnen xato
WrjaTa €
OTCTpaHEHa OT
KO’KaTa,
npoBepeTe, 3a
Jla C€ yBEpUTE,
4e YSPHUSAT
WH)KEKI[MOHEH
OyTOH €
MMOTBHAI
JIOKpaif. AKo
JKBJITOTO CTHOJIO

He TpsiOBa na Bmxmare
HUIIO OT KBJITOTO CTHOIIO.
AKoO ro BHKJIaTe ciieq KaTo

BEYE CTE HaNPaBHJIH
WHXXEKIHsITa He TpsOBa 1a
WH)XEKTHpaTe BTOPU BT
chimus AeH. BMecTo ToBa,
TPABBA na narnacure
noBTopHo FORSTEO
(BmxTe HemsnpaBHocTH
NPU MHXEKTHPAHETO,
[IpoGmem A).
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(mpwxKa) He ce
BIDKJIa, TO Bue
CT€ U3NBbIHUIIN
MPaBIITHO
MOCJIEIOBATEIH
oCTTa Ha
HWHXXEKTHUPaHE.

6 ManAua | |
Kanauxa '|I
OTtcTpans Ha WTIETS g -
BaHEe Ha é:u &
urJjiata :
IlocTaBseTe

rojiiMarta Kalradyka
Ha urjiata BbpXy
uriara.

OTBBpTETE UTTIATA
HAIBJIHO KaTo
U3IBJIHUATE 3 110 5
ITBIHA 000pOTa Ha
rojsiMara Kamadka

- Ly

MaxHeTe urjiarta u s
U3XBBpieTe KakTo Bu
€ UHCTPYKTHpal
Bamusr nexap uiu

4 e

M
| 50 =Y
,’V R |

ITocTaBeTe OsmaTa
Kara4yka o0paTHo.
ITocTaBeTte
FORSTEO

B XJIaJJUJIHUKaA

(hapmarieBT.
Ha UIJIaTa. BeJiHara e

ymoTpeoa.

Vkazanwusra 3a pa60Ta C UTJIMTE HE Ca MPEAHA3HAYCHH 1a 3aMECTAT MECTHUTEC YKa3daHUs, KAKTO TE3U Ha
MCIUIMHCKUTE COCHUAJIUCTU WX HAa HHCTUTYILIUHUTC.

.

Forsteo

FORSTEOQ, 20 muxkporpama (ng)/ 80 mukpoanrtpa
HHKeKIUOHEH Pa3TBOP, B IPEIBAPUTEIHO HAITbJIHEHA
nucajaka

Heu3npaBHOCTH NPH WHIKEKTUPAHETO

Ipo6aem

A. Kbaroro cTb0J10 Bee
o1Ile ce MOKAa3Ba cJie]
KATO CbM HATHCHAJ
YyepHUS MHKEKI[HOHEH
oyton. Kak na Harnacs
NMOBTOPHO MOSITA
FORSTEQO?

Pemenne
3a na marnacute nosropHo FORSTEO, cnenpaiite
CTBIIKUTE MO-A0TY.
1) Ako Bede cTe HAPABWJIH MHKEKIUATA,
HE unxkexTHpaiiTe BTOPH BT CHIIUSA ACH.
o 2) OrcTpaHeTe UIJiata.
3) Ilpukpenere HOBa HUIJIa, MAXHETE roJIsIMaTa
4)

-
=

Kalrayka Ha WTJIaTa | s 3aIasere.
Wsrernere YCPHUA MHKXCKIMOHCH 6YTOH
Jokpaii. IIposepere, 3a na ce yBepure, 4e
YyepBeHaTa pe3ka ce IMOKa3Ba.

MaxueTe MaIKus MMpeArnasuTes Ha urjiaTta u
I'0 U3XBBPIIETE.

Hacouere urnarta Hajiony B Mpas3eH Chi.
Hatucuere yepHust HHXEKITHOHEH OyTOH,
JIOKpai. 3aapbiKTe ro u Opoiite 10 5 0-a-B-
H-0. MoXe Ja BUUTE ThHKA CTPYS WIH
Kanka TeqHocT. KoraTo cBbpuiuTe,
YepHUSIT MH:KEKIIMOHEH OYTOH TpAGBa 1a e
NMOTHHAJ JOKPaii.

AKO Bce OIIIe BIK/IaTe KBJITOTO CTHOJIO J1a ce
MoKa3Ba, MOJIsl CBbpKeTe ce ¢ Bamms nekap
iy apMaleBT.

5)

6)

7)
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8) IlocraBete romsiMaTa Kamauka Ha uriaTa
BBpXy Hriata. OTBBpPTETE UIJIATA HAITBIHO
KaTo U3IBIHUTE 3 710 5 MBITHU 000pOTa Ha
KalaykaTa Ha urjata. MaxHeTe KamadykaTa
Ha Urjara u s u3XBhplieTe KakTo Bu e
WHCTPYKTUpaa BamusT nexap uimu
tdapmarienrt. [locTaBere OsaTa Kamadka
obparno u mocraBere FORSTEO B
XJIaUITHUKA.
Moxe 1a nzberHere To3u nMpoodJieM KaTo H3MoJ3BaTe
puHaru HOBA wurna 3a Bciko MHKeKTHpPaHe U
KAaTO HATHCKATE YePHHUSA MHKEKIMOHEH OYTOH
JOKpai u OpouTte 10 5 6-a-B-H-0.

b. Kak mora 1a pazéepa, e FORSTEO e xoHcTpyupaHa Taka, 4e Ja HHKEKTHUpPa
ye mosita FORSTEO 1512 1033 BCEKU BT, aKO CE U3I0JI3Ba CIIOpe
padotu? WHCTPYKIIUUTE B paznen Mncmpykyuu 3a ynompeoda.

qepHI/IHT MHXXCKIIMOHCH 6yTOH 1€ nmoThBa Z[OKpafI, 3a
Ja MOKaXe, Y€ € MHIXCKTUPAHA [dJ1aTa 103a Ha
FORSTEO.

IToMHeTe, ue TpsIOBa 1a U3MOJI3BATE HOBA UTJIA BCEKU
BT, KOTATO WHKEKTUPATE, 32 JIa CTE CUTYPHH, 4e
Bamrara FORSTEO mie paboTtu npaBmiHO.

B. Bm:xaam Bb31YLIHO - Manko BB3IyIIHO MeXypyue HsIMa Ja MOBJIHsC Ha

Mexypue B MOSITa Bamara no3a, vuto me Bu HaBpenu. Moxete na

FORSTEO. MIPOABIDKUATE Jia Mpuiarare Bamara 1o3a Kakto
BUHArH.

I'. He mora ga cBajs [ 2 1) IlocraBere ronsMara Kamadka Ha UTaTa

urJjara. BBPXY HIJIaTa.

2) HWsmomsBaiiTe TosiMaTa Kamavka Ha UrjaTta,
3a J1a OTBBPTHUTE UTJIaTa.

3) OrtBbpTeTE UriaTa HATBIHO KAaTO U3IBIHUTE
3 1o 5 meHU 000pOTa Ha roJjisiMaTa Karmadka
Ha uIjara.

4) Axo Bce ole He MOXKETE /1a CBaJIUTE UTJiaTa,
oMoJIeTe HIko# 1a Bu momorne.

J. Kakso TpsioBa 1a = Cmenere Bamara FORSTEO c HoBa, 3a 1a
Hanpass, aKO He MOra Ja NpPUJIOKeTe 103aTa CH, KaKTO Bu e HHCTPYKTHpAaJ
U3TerJisl YepHust Bamusr nexap uiu papmaunesBT.

HHKEeKIHOHEH OyTOH?
ToBa moka3ssa, 4e CTe U3MOIA3IBAIHU LSIIOTO
JICKapCTBO, KOETO MOKE TOYHO JIa CE MHKCKTHPA,
JIOpH BCE OIIIE JIa BIXK/IATE MAJIKO JICKapCTBO,
OCTaHaJIO B MMAaTPOHA.

IMouyucrBane u CbxpaneHue
ITouncrBane Ha Bamara FORSTEO
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e 36bpcBaiite BpHIIHATA MOBBpXHOCT HAa FORSTEO c Bnaxna kbpma.
e He nocrassiite FORSTEO BBB Boja, He 1 MUIMTE WM IOYHUCTBANTE C HUKAKBA TEUYHOCT.

CbxpansaBane Ha Bamata FORSTEO
e llocrassiite FORSTEO B xnmaaunHuka BemHara cieq Bcsika yrnorpeoa. [Ipoderere u cienpaiite
yKa3aHuATa B Jlucmosxkama c ungopmayus 3a nayuenma Kaxk aa cbxpanssare Bamara
nUcalKa.
e He coxpansasaiite FORSTEO c npukpenena uria, Tbi KaTo ToBa MOXeE Jia TOBEJE A0
0o0pa3yBaHETO Ha BB3YIIHU MEXypueTa B IaTPOHA.
Coxpansaiite FORSTEO ¢ noctaBena Osina kanayka.
Huxora ne cpxpansasaiite FORSTEO B kamepa 3a 1b100K0 3aMpassiBaHe.
AKO JIEKapCTBOTO € 3aMpa3siBaHO, U3XBBPJIETE YCTPOHUCTBOTO U u3non3Baite HoBa FORSTEO.
Axko FORSTEO e 6una octaBeHa U3BbH XJIAAWITHUKA, HE U3XBBpJIsiiiTe mucankara. [locraBere
IycajgKaTa 00paTHO B XJIAAWIHUKA U c€ CBBpKeTe ¢ Bamms nexap nnu dapmanesT.

N3xBbpsiHe HA UIJIMTE HA NMCAJIKATA U YCTPOHCTBOTO

M3xBBpJIsiHE HA UTJMTE HA ncaakaTa u yecrpoiicteoro FORSTEO

e [Ipeam ma m3xBwupimte ycrpoiictBoto FORSTEOQ, yBepete ce, 4e cTe OTCTpaHHUIN UTJIaTa Ha
nycanKara.

° TTocTaBeTe M3ION3BAHNUTE UTTIH B KOHTefIHep 3a OCTpH MMPEAMETH WJIM B TBBP/J IJIAaCTMAaCOB
KOHTEHHEep ¢ 00e30maceH kamak. He u3XxBbpiisiiTe UTIUTE HAPaBO B KOHTEHHEpa 3a TOMAITHU
OTIIa IBIIH.

e He pernuknupaiite HaTbJIHEHUS KOHTEHHED 32 OCTPU MPEIMETH.

e llomuTaiiTe Bamwst MeIUIIMHCKH CIIEIIHAIUCT 32 BB3MOXKXHOCTHUTE 32 IPABUITHO U3XBBPIISIHE HA
nycajikata ¥ KOHTEHHepa 3a OCTPHU IPEAMETH.

e VYkazaHHATa OTHOCHO paboTara ¢ UIIIHTE HE ca NpeHa3HAuYCHH J]a 3aMEHST MECTHUTE
MTOJINTUKY, TIOJIUTUKUTE HA 3[[PABHUTE CIICIIUAIMCTH WIIK Ha UHCTUTYIUHTE.

e l3xBBpiieTe yCTpOHUCTBOTO 28 JHM CiieJ TbpBaTa ynorpeoda.

Jlpyru BaxHu 3a0e1e:KKH

FORSTEO cpabpixka nexkapcTBo 3a 28 1HU.
He npexBbpisiiTe 1eKapcTBOTO B CIIPUHIOBKA.
Ort0Genexere narata Ha Bamara mbpBa WHXXEKIUS BHPXY KaleHAap.
[Ipouerere u cnenBaiiTe HHCTPYKUUUTE B Jlucmogxkama ¢ un@opmayus 3a nayueHma 3a
ynoTtpeba Ha IPOLyKTa.
e [Iposepere etukera Ha FORSTEO, 3a na ce yBepure, 4ye noiyyaBaTe IpaBUIHOTO JIEKAPCTBO
U, Y€ TO HE € C U3TEKbJ CPOK Ha FOJHOCT.
o Cmppikere ce ¢ Bammst nekap wimm papmaneBT, ako 3a0eIeKnuTe, ve:
- FORSTEO wusrnexna moBpeaeHa
- pastBopbT HE e mpo3pauen, uMa npoMsHa B LIBETA WK ChIbPKa BUIUMH YaCTHIIN
e l3mon3BaiiTe HOBa UIJIa 32 BCAKO HHKCKTHPAHE.
e [lpu uHXeKTHpaHEe MOXeE Jia YyeTe eIHO WM ITOBeUe IPaKBaHUsI — TOBa € MpaBHiIHa padoTa Ha
YCTPOMCTBOTO.
e FORSTEO ne ce nmpenopruBa 3a ynorpeda OT CIIeITH Xopa WA Xopa C YBpEIeHO 3peHne 0e3
TIOMOII] OT JIHIle, 00yYeHO B MPaBHIIHATA YIOTpeda Ha yCTPOMCTBOTO.
e  Cowxpanssaiite FORSTEO Ha MsACTO, HEIOCTBITHO 3a Jella.




[Ipousseneno ot Lilly France, F-67640 Fegersheim, ®panius
3a Eli Lilly and Company.
ToBa pbKOBOJCTBO 3a YHOTpeOa e mpepadboreno 3a mocnenen mpt npe3 {MM/TTTT }
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