MNPUIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUA TPOAYKT

EVENITY 105 mg umKeKunoHeH pa3TBOP B NPEABAPUTEIHO HATBIHEHA MMHCATKA
EVENITY 105 mg umxeKunoHeH pa3TBOp B NPEABAPUTEIHO HAITbIHEHA CIIPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

EVENITY 105 mQg uHXeKLMOHEH PAa3TBOD B IPEABAPUTEIHO HANBJIHEHA MUCAJIKA

Bcsika mpeBapuTeIHO HalrbJTHEHA MUcanka chabpka 105 mg pomocozymad (romosozumab) B 1,17 ml
pasteop (90 mg/ml).

EVENITY 105 mQ uHXeKIMOHEH Pa3TBOP B IPEABAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA

Bcesika ipeiBapuTENIHO HAITBJIHEHA CIPHUHIIOBKA Chabpika 105 mg pomocozymab (romosozumab) B
1,17 ml pazrBop (90 mg/ml).

Pomoco3ymab e xymanusupano |gG2 MOHOKIOHAIHO aHTUTSIIO, POU3BEACHO Ype3 PeKOMOMHAHTHA
JHK texHonorus B KJIETKU OT SUYHUK Ha KUTAUCKU XaMCTep.

TToMoOIIIHM BElIeCTBA C NU3BECTHO JEUCTBHUE

Bcesika npeiBapuTEIHO HAITBIHEHA MUCATKA W BCAKA MPEIBAPUTEITHO HATBJIHEHA CIIPUHIIOBKA
cpabpka 0,07 mg monucopbar 20.

3a MBJIHUS CIIUCHK HA IIOMOIIIHUTE BCHICCTBA BHXKTC TOUYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
NnxexmoneH pa3TBop (MHXEKIINA)

BI/ICT’Bp J0 OINAJICCIICHTCH, 6C3HBCTCH A0 CBCTIIOXKDBJIT pa3TBOP

4. KJIMHUYHU JAHHHU
4.1 TepaneBTUYHU NOKA3AHUSA

EVENITY e nokasan 3a nedeHue Ha TEXKa OCTEONOPO3a MPH KEHH B MOCTMEHOIIAay3a C BUCOK PHUCK OT
¢dpakrypa (BXk. Touka 5.1).

4.2 Jlo3upoBKAa M HAYMH HA MPUIOKEHHE

Jleuenunero TpsiOBa J1a ce 3allOYHE U J1a ¢ MPOCIE/sBa OT JISKAPU CHEUAINCTH C ONUT B JICYEHUETO HA
OCTEO0II0po3a.

EO3H[!0BK3

Ipenoppuntennata n03a ¢ 210 mg pomoco3ymad (MpuIoKeHa KaTo ABE MOKOXKHHU HHIKEKITUH 10
105 mQ) BexHBK MecedHo, 3a epruo ot 12 Mecerna.

[Naruenture TpsOBa 1a MOTyYaBaT JOCTATHYHO Kamiiuii U BUTamuH D mox gpopmara Ha qo0aBku
MPEIH U 10 BpeMe Ha JieueHueTo (BxK. Touku 4.3 u 4.4).



Ha manmenTtute, nekyanu ¢ EVENITY, TpsOBa 1a ce mpegocTaBu TUCTOBKATa M CHTHATHATA KapTa Ha
MaryeHTa.

Cren 3aBbpIlIBaHE Ha TEPAIUATA C POMOCO3YMa0 ce IMpenophyuBa MPEeMHUHABAHE KbM aHTHPE30POTHBHA
Tepanus 3a yBeJIMYaBaHe Ha TepalieBTHYHATA I10J13a, IOCTUTHATA ¢ poMoco3yMab cien 12 mecena.

Ilponycnamu dosu

AKo e porycHara 703a poMmoco3yma0, TS TpsOBa na 0bJie IPUIOKEeHA MPH TbpBa B3MOXKHOCT. Cien
TOBA CJIeJ[BAIaTa 1032 pOMOCO3yMad He TpsOBa Jia ce mpuiiara npeid H3THYaHEeTO Ha eJIMH Mecell OT
nocjeHara J103a.

Cneyuannu nonyrayuu

Cmapuecka ev3pacm
He e HeoOX0aMMO KOpHTHpaHe Ha J03aTa MPU MAlUEeHTH B CTapuecka Bh3pacT (BXK. ChIIO Touka 5.2).

Bvopeuno yepexcoane

I[Mpu manueHTH ¢ 6BOPEYHO YBPEXKIaHE HE CE M3MCKBA KOPUTHPaHE Ha J03ata (BK. ToYka 5.2).
CepyMHHUTE HUBA Ha KaJIIUIA TPsOBa J]a ce MPOCIIESBAT IPH MAIIMEHTH, KOUTO UMAT TEKKO ObOpEedHO
YBPEKIaHE WK ca Ha quajin3a (BUKTe Touka 4.4).

Yeproopobro yspedcoane
He ca npoBefieHr KIIMHUYHY W3MTUTBAHUS 32 OIICHKA Ha e()eKTa Ha YepHOAPOOHO YBpekKaaHe (BiK.
Touka 5.2).

Ileouampuuna nonynayus
BezonacHoctTa 1 eprkacHOCTTa HA POMOCO3yMal MpH MeAUaTPUUHH MAIMEeHTH (Ha BB3PacT MO

18 ronuHmM) Bee ollie HE ca YCTaHOBEHU. JIumncBar JaHHU.

HauuH Ha ipugoXeHue

[ToaxokHO TpUIIOKEHHE

3a npuiarane Ha 103a ot 210 Mg TpsiOBa 1a ce HaIPaBAT 2 MOAKOXKHHM HHKEKIUHM C pPOMOC0O3yMal B

KopeMa, 6eIpoTO WIIM TOpHATa YacT Ha pbKaTa. Bropara nmkekmus TpssoBa 1a Obe mocTaBeHa

HETIOCPEACTBEHO CIie/l IbPBATa, HO HA Pa3InYHO MSCTO Ha HHXKEKTHpaHE.

[IpunoxxenneTo TpssOBa ce U3BBHPIIBA OT JINIIE, KOETO € 00y4eHO Ha MH)KEKIIMOHHN TEXHUKU.

3a ykazaHus npu paboTa 1 U3XBBPIISTHE BUKTE TOUKa 6.6.

4.3 IlporuBomokazaHus

- CBpBXUYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MM KBM HIKOE OT MIOMOIIHUTE BEIIECTBA,
u30poenu B Touka 6.1 (Bx. Touka 4.4)

- Xwurnokanuemus (BK. Touka 4.4)

- AnamHe3a 32 HH(GAPKT Ha MHOKap/ia UK WHCYIT (BXK. TOUKa 4.4)

4.4  CpneuuajHu npeaynpexxaeHus ¥ Npeana3Hu MepKH NpH ynorpeda

NudapkT Ha MHOKap1a U UHCYIT

[Ipu panmoMHU3UpaHU KOHTPOJIUPAHU MPOYUBAHUS € HAOIIOaBaHO YBEIMUCHIE HA CCPUO3HUTE
ChPJICYHOCHAOBU chOUTHSI (MHDAPKT HA MUOKAp/ia M MHCYJIT) MIPH NAIUEHTUTE, JICKYBAHHU C
poMoco3yMab B CpaBHEHHE ¢ KOHTponuTe (BK. Touka 4.8).

Pomoco3ymab e mpoTrBoOmoOKa3aH Mpy NalueHTH ¢ MpeAIecTBall HHPAPKT HA MUOKapAa UK HHCYIT
(Bk. Touka 4.3).



Korato ce onpenens ganu jga ce U3Moa3Ba pOMOCO3yMad IpH JaJIeH MAIUeHT, TPSOBa Jia ce B3eMe 10T
BHUMaHHUE PUCKBT IPH HETO OT (hpaKTypa mpe3 clenBaiaTa ronHa i ChbpICYHOCHIOBUSIT PUCK Bb3
OCHOBA Ha PUCKOBH (haKTOpH (HAIP. YCTAHOBEHO ChPACYHOCHA0BO 3a00JIIBaHe, BACOKO KPHBHO
HaJSITaHe, XUIEePIUITUICMHUS, 3aXapeH NuadeT, TFOTIOHOMYIIEHE, TeXKa 0hOpedHa HEIOCTaThYHOCT,
BB3pacT). PoMoco3ymab TpsiOBa Ja ce M3IMOJI3Ba caMo B CITydail ue MpeIuCBaIIUsT JeKap 1
MAIMEHTHT Ca CHIVIACHH, Y€ MOJI3UTE HAJIBUIIIABAT PUCKA. AKO MAIIMEHTHT IMOJTyYd HHPAPKT HA
MHOKap/Ia WK WHCYJIT TI0 BpeMe Ha TepanusTa, JICICHUETO C poMoco3yMad TpsOBa 1a Obie
MPeKpaTeHo.

XHUIOKAIIUEMUSI

HabnronaBana e nmpexo/iHa XHITOKAIIMEMUS MIPH NMAIUEHTH, ITOTy4YaBaiy poMoco3ymad.
XunokaaiueMusTa TpsAOBa 1a ce KOPUTHUPA PEAN 3alI0YBAHE HA TEParus ¢ pOMOCO3yMad u
MarMeHTUTE TPSOBA 1a Ce MPOCCeAABAT 33 MPU3HAIM U CUMIITOMH Ha XUITOKAIITHEMHUs. AKO MpH
MaIMeHT UMa CUMIITOMH, KOUTO OYIAT ChMHEHHUE 33 XUMOKAJIIMEMUS], TI0 BpeMe Ha JieueHue (BXK.
Touka 4.8), Tps6Ba na OGbaaT U3MEpPEHH HUBATa Ha Kamuii. IlanueHTruTe TpssOBa [a moaydar
MOJIXOASANIM 100aBKH ¢ Kaniuid u ButamuH D (Bk. Touku 4.3 u 4.8).

[Mpu marueHTHTe, KOUTO UMAT TEKKO OBOPEUHO yBpexKIaHe (M34UnCIeHa CKOPOCT Ha TIIOMEpyIiHa
¢unrpanms [eGFR] 15 1o 29 ml/min/1,73 m?) unu ca Ha auanu3sa, ChIIECTBYBA MO-BUCOK PHCK 3a
pa3BUBaHE Ha XUIOKAIIMEMHUSI, & JTaHHUTE 3a OS30MMaCHOCT 3a Te3W MAIMeHTH ca orpaHudeHu. [Ipu Tax
TpsiOBa [1a ce MPOCIe/sIBaT HUBATa Ha KaJI[Hii.

CBD’LX‘IVBCTBI/ITGJIHOCT

KnuHUYHO 3HAYMMU peakiiii Ha CBPbXUYBCTBUTEITHOCT, BKIIFOUUTEITHO aHTHOCIEM, epUTEeMa
MyITU(GOPME B YPTUKAPHSI Ca Bh3HUKHAIM B TPYyIaTa C pPOMOCO3yMad B KIIMHUYHU M3MUTBaHUSA. AKO
BB3HUKHE aHA(PWIAKTUYHA WIH JpyTa KIMHIYHO 3HAYMMa aJepriuyHa peakiuys, TpsOBa Ja ce 3armouHe
TOIXO/IAIIIA TEPAINS M [a CE MPEYCTaHOBH H3IIOI3BAHETO Ha poMoco3yMmad (BK. Touku 4.3 u 4.8).

Ocreonekpo3sa Ha yearocrra (OHY)

Octeonekposa Ha genmoctra (OHY) e chobmaBaHa psSaKo Mpy MAIMEHTH, Ha KOUTO C€ MpHiara
pomoco3yMab. CriefHUTE pUCKOBU (PaKTOPH TPsOBA Ja OBbJAT B3ETH MO BHUMAHUE IPU OIICHKA Ha
pHcKa 3a nanueHTta ot pazsutre Ha OHY:

- AKTHBHOCTTA Ha JICKAPCTBEHHSI MMPOAYKT, KOWTO MHXHOMpPA KOCTHATA PEe30pOITHs (PUCKBT ce
MOBUINIABA C AHTUPE30POTUBHATA AKTHBHOCT Ha ChEIMHCHUETO) U KyMyJIaTUBHATA /1032 Ha
AHTHPE30pOTUBHATA TEpPAITHSl.

- pax, KoMopOuIHY 3a00MsIBaHUs (HATP. aHEMHUSI, KOAryJIONaTHH, MH(EKIINs ), TIOTFOHOITYIIICHE.

- CBITBTCTBAIIX TEPAITUK: KOPTUKOCTEPOUIN, XUMUOTEPAIIYsI, THXUOUTOPU Ha aHTHOT€HEe3aTa,
JpUETEpaITvsl Ha rJiaBaTa U BpaTa.

- JIOIIa yCTHA XWTHEHA, IEPUOJIOHTAITHO 3a00JIsIBaHe, HeoOpe aKyCTUPaHH 350HHU MPOTE3H,
aHaMHe3a 3a 3a00JI1BaHe Ha 3bOWTE, MHBA3UBHU JACHTAIIHU NPOIICIYPH, HAIIP. eKCTPAKIUS Ha
3B0.

Benuky nanuenTy TpsOBa a ObAaT ChBETBAHHM Ja MOAIbPKAT J00pa yCTHA XUTHEHA, 1a IPEMUHABaT
PEIOBHU JIEHTAIIHU MPErJIeAN 1 1a ChOOIaBaT BeTHATa 32 BCHYKU OPATHUA CHMITTOMH, KaTo
MOJIBIKHOCT Ha 360, 0OJIKa WIIM OTOK, WITK He3a3ApaBsBaHe Ha PaHH WM OTIIEISIHE Ha CEKPET, 110
BpEeMe Ha JICUCHHE C pOMOCO3yMal.

[MTanmenTn, npu Kouto nMa cbMHeHne 32 OHY mim pa3BusT 3a0051s1BaHETO B X0/Ia HA JICYESHHE C
poMoco3yMab, TpsiOBa 1a ObAAT JIEKyBaHU OT JICHTAJEH JIEKap WM YEIIOCTHO-TIUIIEB XUPYPT C OITUT
pu OHY. Tps6Ba ma ce oOMuUCIH NpeKpaTsABaHe Ha TEpalUATa ¢ POMOCO3yMad 10 OT3BydaBaHe Ha
3a00JIIBAaHETO M HAMAJISIBAHE HA PHCKOBUTE (DaKTOPH, KBJIETO € Bh3MOKHO.



Atunmuan GpakTypu Ha OeapeHara KOCT

AtunuyHa ¢pakTypa Ha OepeHaTa KOCT, CBbp3aHa ¢ HUICKOCHEPTHITHA TPaBMa, KOATO MOXKE Ja
BB3HUKHE CIIOHTAHHO, € ChOOIIaBaHa PSIKO MPHY MAIMEeHTH, ITOJTydaBaly poMmoco3ymab. [Ipu Bcekn
MalAeHT, KOWTO M3MUTBA HOBOIOSBMIJIA CEe MM HeoOnJaitHa Ooika B 6e1poTo, XBI00Ka MITH
cmabuHuTe, TPSAOBA J1a Ce MMOJ03UPa aTUIMYHA PpaKTypa U TPsOBa Ja ce HApaBU OLICHKA 32
OTXBBPJISHE Ha HebIHA (PpakTypa Ha demypa. [lanmenT, koiiTo uMa aTunuaHa ppakTypa Ha pemopa,
TpsiOBa J1a O'bJIe OLICHEH CHIO 33 CHMITOMH M MMPU3HALIM HA (PPAKTypa Ha KOHTpaJaTepaTHHUs
kpaiinuk. TpsOBa na ce 0OMUCIIM IPEKbCBAaHE Ha TEPAIUATA ¢ POMOCO3yMad Bb3 OCHOBA Ha
VHAVBH]IyallHA OLlEHKa Ha ChOTHOIIIEHUETO T0JI3a/PUCK.

TloMoIHu BemecTna

Tosa nexapcrBo cpabpka 0,07 mg nomucop6at 20 BbB BCsIKa NPEABAPUTEIHO HAITBIHEHA MTUCATIKA U
BCsIKa IIPEIBApUTEIIHO HAITbJIHEHA CIPUHIIOBKA. [lonucopbaTuTte Moxke a IpeJu3BUKaT aJlepruuHH
peaxuuu.

ToBa JIeKapcTBO ChIbprka MO-Majako oT 1 mmol Harpuii (23 MQ) Ha 103a, T.e. MOXKeE Ja Ce Kaxe, e
MPaKTUYECKH HE ChABPKA HATPUil.

45 BzauMmonelicTBHe ¢ APYTH JeKAPCTBEHH MPOAYKTH U APYru opMu Ha B3auMoJelicTBUE

He ca npoBexaanu npoyuyBaHus 3a JIEKAPCTBEHU B3aUMOICHCTBUS ¢ poMoco3ymad. [lpu pomocozymad
HE Ce O4aKBaT (DapMaKOKUHETUIHH JICKAPCTBEHU B3aUMOICHCTBHUSL.

4.6 @epTuanTeT, 6)PEMEHHOCT U KbpPMEHe

Bpemennoct

Pomoco3ymab He e moka3zaH 3a ynorpeba mpH jKeHU C JISTSPOJICH MOTSHIIMAT WU TIPU OPEeMEHHU
*eHH. B elHO mpoyuBaHe MpH ITBXOBE C POMOCO3yMad ca HaOJII0IaBaHU CKEIIETHH Maji(popMaliinu
(BKJTFOUMTETHO CHHAAKTHIINS M TIOJTHIAKTHIINS) C HUCKA YecToTa (BXK. Touka 5.3). Ciien eKcro3umms
Ha pOMOCO3yMad PUCKBT OT Masi(hopMallii Ha pa3BUBAIIUTE C€ MPBCTH MTPHU YOBEIITKHUS 3aPOIHIII €
HUCHK, 3aII0TO BpeMeTo Ha (OpMUpPaHE Ha MPBCTUTE MPH XOpaTa € Npe3 IbPBHUS TPUMECThD, TIEPUO/I,
B KOWTO MPEeMUHABAHETO Ha UIMYHOTJIOOYJIMHY Tpe3 IJIAlEHTaTa € OTPaHIYCHO.

Kspmene

PomMoco3ymab He € moka3aH 3a ynotpeda MmpH >KeHH, KOUTO KBPMSIT.

JlunicBat naHHM 3a EKCKpeIUAaTa Ha poMoco3ymad B kbpMaTa. M3BecTHO e, ue woBemkute 1gG ce
EKCKpEeTHpaT B KbpMaTa Mpe3 MbPBUTE HAKOJIKO JHH CIIE]l paXXAaHETO, KaTO CKOPO CIIE TOBa

HaMaJIsBaT 10 HUCKU KOHICHTpalWu, IIPE3 TO3U KPAThK NE€PUOA PHUCK 3a KBPMA4Y€TO HE MOXKE a CC€
HU3KIIOYH.

DepTunuTer

Hsma nannu 3a edexra Ha pomoco3ymad Bepxy dhepTunurera npu xopa. [[poyuBaHust TPy MBKKH U
YKEHCKH TUTHXOBE HE MOKa3BaT e(peKTH BhpXY KpailHUTe TOUKH 3a peprunureT (BXK. TOuka 5.3).

4.7 EdexTu BbpXy cnioco0HocTTa 32 odupaHe u padora ¢ MALIUHH

Pomoco3ymab He TOBIHsIBA HITH MOBIHUSIBA TPEHEOPEIKUMO CITIOCOOHOCTTA 3a Imodupane 1 padora ¢
MaIlIHHY.



4.8 Hexenanu JjeKapcTBeHH peaKkuu

O06006111eHMEe Ha podwia Ha OE30IIaCHOCT

Hait-uecture Hexenanu peakunu ca Hazobapunarut (13,6 %) u aprpanrus (12,4 %). Hexenanu
peaKiuy, CBbP3aHU ChC CBPHXYYBCTBUTEIHOCT, Ca Bh3HUKHAIM IpH 6,7 % OT manueHTuTe, IeKyBaH! ¢
pomoco3ymad. XurokaniuemMus ¢ cboOIeHa ¢ kateropus no decrora "wedectu" (0,4 % ot
MaIMeHTHTE, IEKYBaHU ¢ pOMOCO3yMal). B paHIoMu3npanu KOHTPOIUPAHH POYYBAHUS €
HaO0II0aBaHO MMOBUINICHUE HA CEPUO3HUTE ChPACIHOCHIOBH CHOUTHS (MH(pAPKT HA MEOKap/Ia 1
MHCYJT) TIPH JIEKYBaHH C POMOCO3yMa0 MaIlMeHTH B CpaBHEHHE C KOHTpoIuTe (BXK. Touka 4.4 n
uHpopManusTa 1Mo-10iy).

TabauyeH CIHUCHK HA HEXKETAHUTE JICKApPCTBCHHU PCaKIIM1

3a knacuduIMpaHe Ha HEXKETaHUTE PEaKLUK € U3M0JI3BaHa CIIeIHATAa KOHBEHIIHS:

muoro uectu (>1/10), uectu (>1/100 no <1/10), neuectu (>1/1 000 xo <1/100),

penku (>1/10 000 mo <1/1 000) u muoro penxu (<1/10 000). B pamkuTe Ha BCSIKO rpynupaHe o
YeCTOTa U BCEKH CUCTEMO-OPTraHeH KJIac, HeXKENaHUTE PEaKIMU ca NPECTaBeHH B HU3XOISAII Pell IO
OTHOLIICHHE HA TSXHATA CEPHO3HOCT.

Kareropus no
Cucremo-oprasen kiaac mo MedDRA Hexenana peaxkiusi P
4ecToTa
Ungpexyuu u ungpecmayuu Hazodapunrut MHoro yectu
Bb3nasienne Ha CUHYCHUTE Yectu
CBpBX4yBCTBUTEITHOCT® Yectn
OO6pusB Yectn
Hepmatur Yectu
Hapywenus na umynnama cucmema
Yprukapus Heuectu
AHrnoenem Penkn
Eputema myntudgopme Penku
Hapywenus na memabonusma u xpaneneno | XunoKanuueMus’® Heuectn
['maBoGonme Yectn
Hapywenus na nepsnama cucmema c
Hucynt Heuectu
Hapywenus na ouume Karapakra Heuectu
Cvpoeunu napyuienus Wudapkr Ha Muokapa® Heuectn
ApTtpanrus MHoro gectn
Hapywenus na myckynno-ckenemnama
boiika BbB BpaTa Yectu
cucmema u CbeOUHUMeIHama MovKaH
MycKyJIHM cia3Mu Yectu
Obwu Hapywenus u eghekmu Ha MACMOMO Peaknuu Ha MsicTOTO Ha Yectn
HA npuiodicerue MHKEKTHpaHe"
a.

Bwxkre Touku 4.3 u 4.4.

OmnpefeneH KaTo KOPUTHPaH 3a alOyMUH CepyMeH Kalluii, KOWTO € 1oJ| Jo/IHaTa IpaHuIa Ha HopMaTta. Biokte Toukn
43u4d.

Bumxre Touka ,,IH(apkT Ha MHOKapaa U HHCYIT  MO-I0IY.

b.

Haii-uecto CpeIIaHUTC PCAKIIMU Ha MACTOTO Ha MHIKCKTUPAHE Ca 0oJka u CpuUTCM.

Omnucanne Ha M30paHU HEXEIAHN PEAKIINHU

Hmynozennocm

ITpu »xeHn B HOCTMEHOMAy3a, KOMTO Ca MOIydYaBaIH eKeMECEYHO POMOCO3yMal, HATMINETO Ha
aHTHTeNa cpenry pomocozymad e 18,6 % (1162 or 6244) 3a cebpaBaiu antutena u 0,9 % (58 or

6 244) 3a HeyTpanusupanu anturena. Haii-panHara mosiBa Ha aHTHTENA CPEILy poMoco3ymad e

3 Mecena cie MbpBOTO Mpuiiarane. IloBedeTo 0T IMyHHHTE aHTUTSIIO-OTTOBOPH Ca IPEXOIHU.
HannireTo Ha cBBbp3BaIIM aHTUTENA CPEIly pOMOCO3yMad BOJIM JI0 HAMaJsiBaHE Ha EKCTIO3UIIUSTA Ha
pomoco3ymab 1o 25%. He e HabmogaBan edekt BbpXy ehUKacHOCTTa Ha POMOCO3yMal MpH
HAJIMYMETO Ha aHTHTENa Cpelry poMoco3yMad. OrpaHHYeHUTE JTaHHU 332 0€30MaCHOCT ITOKA3BaT, e
YyecToTaTa Ha PeakIMUTe Ha MACTOTO Ha MHXKEKTHPAHE € YMCIICHO MO-BUCOKA TIPH MAIUCHTH KEHH C
HEYTpaJIU3HUpAaIy aHTUTENA.



Hngpapxm na muoxapoa, uHcynim u cmMvbpmuocm

B akTHBHO KOHTPOIUPAHOTO M3MHUTBAHE HA POMOCO3yMad 3a JICYeHHE Ha TEXKKa OCTEONopo3a mpu
JKCHHU B IOCTMEHOIay3a 1npe3 12-MeceynaTa 1BoWHOCIsANA (a3a Ha eueHue ¢ pomoco3ymad 16 (0,8%)
»KEHHU B TpyIiaTa Ha poMOCOo3yMab ca uMain HH(apKT Ha Muokapaa cupsamo 5 sxenn (0,2%) B rpymara
Ha ajeHapoHnar, a 13 (0,6%) xeru B rpymara Ha poMoco3ymab ca umainu uacyir crpsmo 7 (0,3%)
JKEHH B Tpynara Ha aneHapoHat. Te3n chOuTHS ca HACTHIWIY NP MAMEHTH ChC WK O6e3 aHaMHe3a 3a
WH(APKT Ha MUOKap/a Win HHCYNT. ChpJevyHOCHI0Ba CMBPT € HacThvia rpu 17 xenn (0,8%) B
rpynara Ha pomoco3ymad u ipu 12 sxenu (0,6%) B rpymnaTa Ha aneHApPOHAT. bposAT Ha KEHHUTE ChC
cepuo3nu Hexenanu cbpaeunu csoutus (MACE = cepaednocbnoBa cMBPT, HHPApKT HA MUOKapAa
WM MHCYAT C OTBbpAEHa Bpb3Ka) € 41 (2,0%) B rpynara Ha pomoco3ymad u 22 (1,1%) B rpynara Ha
aJIeHAPOHAT, TIPU KOETO ce Toy4aBa KoeuiueHT Ha puck 1,87 (95% nosepurenen unrepsan [1,11,
3,14]) 3a poMoco3ymMab B cpaBHEeHHUE ¢ aneHApoHaT. CMBPT MO KaKBATO U Ja € MPHUYMHA € HACThIIIIIA
npu 30 xenu (1,5%) B rpynara Ha pomoco3ymad u mipu 22 xenu (1,1%) B rpynaTa Ha aneHApPOHAT.

B muiane60-KoHTpOIMPaHOTO U3MUTBAHE HA POMOCO3yMal 3a JieueHre Ha 0CTEOIopo3a NPH JKEHH B
MOCTMEHOTay3a (BKIFOUUTEITHO MPH KEHU C TEKKa U IT0-MaJIKO TEXKKa 0CTEONopo3a) mpe3
12-meceunara nBoiHOCHANA (Da3a Ha JiedeHne ¢ poMoco3yMad HaMa pasnuka B MACE ¢ motBspaeHa
Bpb3ka; 30 (0,8%) ca HacTeIwIH B TpynaTa Ha pomoco3ymad u 29 (0,8%) — B rpymaTa Ha miane6o.
CMBPT 10 KaKBaTo M Ja ¢ npuyuHa € Hacteimia mpu 29 xenn (0,8%) B rpymara Ha poMoco3ymad u
npu 24 sxenn (0,7%) B rpynara Ha ruiare6o.

Cro0111aBaHe Ha IMOA03UPAHN HEXKEITAHW PEAKIINN

Cro0I11aBaHeTo Ha MOI03UPAHU HEeXKEIIAaH! PEaKIlMy CIIe/ pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakHO. TOBa 1M03BOJISIBA Ja MPOIBJIKK HAOJIIOICHUETO Ha ChOTHOIICHUETO MOJI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICITHAIMCTH CE M3MCKBA J1a ChOoOIaBaT BCsKa
MOI03MPaHa HeXKEIaHa PeaKIus Ype3 HAIMOHAIHATA CHCTEMA 3a ChOOIaBaHe, TOCOYCHA B

[punoxenue V.

4.9 Ilpeno3upane
Hsama ommut ¢ peao3upade B KIMHUYHU U3IIUTBAHM. Hsama n3Becten AHTHA0T Ha pOMOCOSYMa6 nimn

crieiuUIHO JICUCHUE B cliydyail Ha mpeao3upane. B ciaydait Ha npego3upaHe ce IpenopbyuBa
MAIUeHTHUTE 1a ObJaT HAOI0JaBaH! BHUMATEITHO | JIa ITOJTy4aT TOXO/SIIO JICUSHHE.

5. ®APMAKOJIOTMYHHU CBOMCTBA
5.1 ®apmakogUHAMHMYHM CBOiicTBA

dapmakoTepaneBTryHa rpymna: JlekapcTsa 3a JedyeHNe Ha KOCTHH 3a00JIsIBaHMs, JICKapCTBa,
MOBJIHMSIBAIM KOCTHATA CTPYKTYpa 1 MuHepanuzamust, ATC xox: MO5BX06.

MexaHu3sM Ha JEWCTBUE

Pomoco3ymab e xymMaHu3upano MoHokIoHanHo auTuTsuIo (IgG2), KoeTo cBbp3Ba M HHXHOMpPa
CKJICPOCTHHA, YBEIMUYABANHKH 110 TO3W HAYMH 00pa3yBaHETO Ha KOCTHA Maca MOpajJf aKTUBUPAHETO Ha
KOCTHHUTE MOKPUBAIIH KIICTKHY, TIOBUIIABAHE HA 00pa3yBaHETO Ha KOCTHA MATPHIIA OT OCTEO0IACTUTE H
MPUBJIMYAHE HA OCTEOT'CHHU NMPOTeHUTOPHU KJIeTKH. OCBEH TOBa pOMOCO3yMald BOJIHU JIO TPOMEHHU B
EKCIIpecHsTa Ha OCTCOKIACTHUTE MEIUATOPH, KaTo 110 TO3W HAYMH IMOHI>KaBa KOCTHATA pe30pOIusl.
Karo msimo To3u nBoeH ehekT Ha MOBHUIIABaHE HA 00pa3yBaHETO Ha KOCTHA Maca M HaMaJlsiBaHE Ha
KOCTHaTa pe30pOIust BOJIH /10 ObP30 yBelIruyaBaHe Ha TpabeKyJiapHaTa U KOPTUKaIHATa KOCTHA Maca,
oI00peHUE B KOCTHATA CTPYKTYpa M 3[[paBHHA.



dapmakoAMHAMUIHA ed)eKTI/I

[Ipu >keHU B MOCTMEHOTAy3a ¢ OCTEONOPO3a, pOMOco3yMad BOIH 10 OBUIIABAHE HA HUBOTO HA
Mapkepa 3a KOcTHO oOpa3yBaHe npokonare Tam 1 N-repmunanes nponentua (PLNP) B HayanoTo Ha
JICYEHHUETO, C MAKCHUMAJIHO MOBHUIIICHHE 0T 0K0J10 145 % cripsiMo 1uiaiie0o0 2 ceIMUI ClIe 3aloYBaHe
Ha JICYEHHUETO, TIOCIIEIBAHO OT BPBIIIaHe IO HUBOTO MPH IUTanedo Ha Mecel] 9 M OHKEHHE 0 OKOJI0
15 % nog HuBoTO Npu mianebo Ha Mecen 12. PoMoco3ymab Bou 10 MOHM)KaBaHE HA HUBOTO HA
Mapkepa 3a KoctHa pe3opbius konarer tumn 1 C-renonentu (CTX) ¢ MaKCHMAITHO TIOHIKEHHE OT
oxoJ10 55% crpsiMo 1u1are0o 2 ceMUIIM Clie 3anouBane Ha JieuenueTo. Husoro Ha CTX ocTaBa moa
HUBOTO TIpH 11are6o u e okoso 25 % moj HUBOTO IipH TuTanedo Ha Mecery 12.

Crnen mpekpatsBaHe Ha TEpaIusaTa ¢ pPOMOCcO3yMab IMpH KEeHH B TOCTMEHOIIay3a C OCTE0Nopo3a,
HuBoTO Ha PINP ce Bppma 1o m3xoaHO0TO HUBO B pamkuTe Ha 12 mecena; CTX ce moBuiiaBa Haj
M3XO0JHOTO HUBO B paMKHTE Ha 3 Mecella M Ce BPBIIA JIO U3XOJHOTO HUBO JI0 Mecell 12, KOoeTo
otpazsiBa obparumocT Ha edekra. [Ipu moBTOpHO NeueHne ¢ poMmoco3ymad (Tpu orpaHudeH Opoit
ManyeHTH ), ciieq 12 Mecera Ha JedeHue ¢ miane6o, HuBaTa Ha nmoBumieHrne Ha P1INP u moHmkeHne Ha
CTX ot pomoco3ymab ca 1moio0HM Ha Ha0JII0IaBaHUTE 10 BPEME Ha HA4YaIHOTO JICUCHHE.

Kinnnnuna edukacHoCcT U 6€300aCHOCT

Jleuenue Ha ocmeonopo3a npu JiceHu 8 NOCMMEHONay3da

EdukacHocTTa 1 6€30MacHOCTTa Ha POMOCO3yMalb ca OIIEHCHHU B JIBE OCHOBHH TPOYYBAHUS,
anenaponar-koutponupano (ARCH) u miarebo-koutponupano npoyusane (FRAME).

IIpoyusane 20110142 (ARCH)

Eduxacnocrra 1 6e3omacHOCTTa Ha poMOco3yMa0 3a JICYUEHHETO Ha OCTEONOpOo3a IpH JKEHH B
MIOCTMEHOTIay3a Ca OLICHEHH B MHOTOIIEHTPOBO, MYJITHHALIMOHAIIHO, PAaHIOMHU3HPAHO, IBOWHOCIIAIO,
aJIeHAPOHAT-KOHTpoIMpaHo npoyuBane npu 4 093 skeHu B OCTMEHOIAy3a Ha Bb3pacT OT 55 10

90 rogunu (cpenHa Bb3pacT 74,3 TOAWHM) C IPEIUIIHHE (PAKTYpH MOPAAH KPEXKOCT.

JKenwnre, BKIIFOUCHHU B MTpoyIBaHETO, ca uManu BMD (kocTHa MuHEpaHa IIIBTHOCT) T-CKOp Ha
1sIata OepeHa KOCT WM Ha muiikaTta Ha OeapenaTa koct < —2,50 u moHe eaHa 1 ymepeHa uim Texka
BepTeOpaiiHa (pakTypa; wiu noHe 2 Jieku BepTeOpanan Gpaktypu; wim BMD T-ckop Ha 1sata
OeqpeHa KOCT WM Iuiikara Ha 0eapeHara kocT oT < -2,00 u moHe 2 yMepeH! Wi TEXKH
BepTeOpaiiHu PpakTypu; Win GpakTypa Ha IpOKCUMalTHATa OeipeHa KOCT, KOATO € Bh3HUKHAJA B
pamkuTe Ha 3 10 24 Mecena mpeau paHaoMHU3aIusITa.

Cpenuure BMD T-ckopoBe Ha H3XOHO HUBO 3a JIyMOQJIHUTE IPEIICHH, Lis1aTa OelpeHa KOCT U
muifkaTa Ha OeqpeHaTa KocT ca choTBeTHO -2,96, -2,80 u -2,90, 96,1 % ot xeHuTe ca uManu
¢dpakTypa Ha npenuieHuTe Ha u3XoaHo HUBO U 99,0 % OT )KeHUTE ca UMau MPeAMIITHA
octeonoporuuHa ppaktypa. XKenure ca Omnu pangomusupanu (1:1) 1a moaydaBat MOAKOKHH
WHXKEKLUH pOMOCO3yMad e:XeMeCeYHO WM NEpOPaTHO allCHIPOHAT €KECeIMHYHO T10 3acieleH HaYuH
B TIpoJIbJbKeHue Ha 12 mecena. Cnen 12-meceunust ABOHHOCIST IEPUO]T OT MPOYUYBAHETO, )KEHUTE U B
JIBETE TePAIeBTHYHH I'PYIY IPEMHUHABAT Ha aJICHPOHAT, KATO OCTABAT 3aCJICTICHHU 110 OTHOIIICHHE HA
HAYaIHOTO UM JieueHHe. [ IbpBUYHMAT aHAIN3 € U3BBPILECH, KOraTO BCHYKH KEHH Ca 3aBbPLIHIIH
BU3HUTATA 10 MPOYYBAHETO B Mecell 24 U KIIMHUYHH ClTy4au Ha GpakTypa ca NOTBbPICHN Hal-MaJIko
3a 330 xeHu, U ca Bb3HMKHAJIM CJIeA MeJaHa Ha BpEMETO Ha MpocieasBaHe okojo 33 Mecena ot
npoy4BaHeTo. JKeHUTe ca MoTy4aBaiy €KEAHEBHO J0OABKM Ha Kaiauuid u BuTamuH D.

OcHoBHUTE KpaiiHU TOUKH 32 €(hUKACHOCT Ca Bb3HUKBAHETO Ha HOBA BepTeOpaiHa (pakTypa 10 Mecel
24 v BB3HMKBAHETO Ha KIIMHWYHA PpakTypa (HeBepTeOpasHa GpakTypa 1 KIMHUYHA BepTeOpaiHa
¢pakTypa) Ipu IEPBUYHUS aHAIH3.



Eghexm 6vpxy nosa eepmebpanua, KiunHuyHa, Hesepmebpanna paxmypa, ¢paxkmypa na dedpenama
KOCM U 20JIMA OCIMEeONnOPOMUYHAa Ppaxmypa

Kakro e nokazano B Tabnuina 1, pomocozymab moHmxkaBa 4ecToTara Ha HOBa BepTeOpaiHa ¢ppakTypa
1o mecen 24 (kopurupana p-croiiHoct < 0,001) u yecrtorara Ha KITMHUYHA QPAKTypa IPH IBPBUYHUS
amanu3 (pP-croitnoct <0,001), kakTo ¥ YecTOTaTa Ha HEBEPTEOpAIHUTE (DPAKTYPH IIPH ITbPBHYHHMS
aHanu3 (kopurupana p-croiinoct = 0,040) cipsimo nmeuenre camo ¢ aneHaponar. Tabmuma 1 mokassa
CBIIIO MOHIDKaBaHE Ha PHCKa OT HeBepTeOpanHa (pakTypa, ppakrypa Ha OeapeHara KOCT U roxsiMa
0CTEONOPOTHYHA (PAKTypa IpU IbPBUYHMS aHaAIK3, Mecel] 12 u mecer 24.

Tadauua 1.  EdexkTbT Ha poMoco3yMad BbPXY 4ecTOTATa U PUCKA OT HOBA BepTedpaJiHa,
KJIMHMYHA, HeBepTeOpanHa ¢pakTypa, ppakTypa Ha OepeHaTa KOCT U roJIsiMa
0CTEONOPOTHYHA (PPAKTYPA NPH KEHH B IOCTMEHOIIAY3a C 0CTE0NOpo3a

ChoTHOILIEHUE HA KEeHHUTe ¢ IHonmxenne
bpakTypa Ha ITonm:xenne Ha
P abcomorang | CTHOCHTETHNSA
AJtenaponat/ Pomocozymad/ HOK pucK
AJneHaponar AJneHaponar IE% ) (%)
[0) [0) [0)
(%) (%) (95 % Cl) (95 % CI)
Hoesa éepmebpanna
TTo Mecen 12 85/1703 55/1696 1,84 36
! (5,0) (3,2 (0,51,3,17) (11, 54)
74/1825 4,03 50
a 1
o mecen 24 147/1834 (8,0) (4.1) (2,50, 5,57) (34, 62)
Knunuuna®
Ho mecen 12 110/2047 (5,4) 79/2046 (3,9) 1.8(0,5,31) 28 (4, 46)
ITbpBUUEH aHATU3
(Menuana Ha 198/2046 27

npociesBaHe 266/2047 (13,0) 9,7) NA® (12, 39)

okoJ10 33 Mecena)

Heeepmeopanna

Jlo mecer 12 95/2047 (4,6) | 70/2046 (3,4) | 1.4(0,1,2,6) 26 (-1, 46)

ITbpBUYEH aHATU3
(Menuana Ha
npocIeIsiBaHe
okoJj10 33 Mecena)

217/2047 (10,6) | 178/2046 (8,7) NA® 19 (1, 34)

Ha 6edpenama kocm

Ho mecen 12 22/2047 (1,1) 14/2046 (0,7) 0,3(-0,3,0,9) 36 (-26, 67)
[TepBHUYeH aHamu3
(Menuana Ha
npociesiBaHe
okoJ10 33 Mecena)

66/2047 (3,2) | 41/2046 (2,0) NA® 38 (8, 58)

Tonama 0671180}10p0]nll'-:”’-ltl'2

Jlo mecerr 12 85/2047 (4,2) | 61/2046 (3,0) | 1,4(0,3,2,5) 28 (-1, 48)

[IspBuueH ananus
(Menuana Ha
npocIeIsIBaHe
okoJo 33 mecena)
AOCOITIOTHO TOHMKABAHE HA PUCKA U CPaBHUTEITHO MMOHIMKABaHE Ha PUCKa Bb3 OCHOBA HA METO/Ia
na Mantel-Haenszel, kopurupan 3a Be3pactoBu ctpatiu, BMD T-ckop Ha msmata 6GeipeHa KOCT Ha
M3XOIHO HUBO (< -2,5, > -2,5) u Hannume Ha TexkKa BepTebpaiHa GppakTypa Ha H3XOAHO HHUBO.
CpaBHeHHSITa Ha JICYCHUETO CE OCHOBABAT HA KOPUTHUPAH MOJIC] Ha JIOTHCTUYHA PErPecHsl.

209/2047 (10,2) | 146/2046 (7,1) NA® 32 (16, 45)




KnuanaanTe QpakTypy BKIIOYBAT BCHYKH CUMIITOMATHYHH (PAKTYPH, BKITFOUATEITHO
HeBepTeOpaaHu U 0oe3HeHH BepTeOpantu Gpaktypu. CpaBHEHHUATA Ha JICUCHHETO CE€ OCHOBABAT
Ha Mojena Ha COX 3a MPOITOPITMOHATHOCT Ha PHCKA.

® NA: He ¢ HaNTM4eH, 3aI0TO YYaCTHULIUTE UMAT Pa3InYHA €KCITO3UIIMS IIPY IThPBUYHUS aHAJIH3.
Tonemute octeonopoTHyHH (GPAKTypH BKIIIOYBAT TAKHBA Ha OeJlpeHa KOCT, MPEAMHUIIIHUIIA,
paMeHHa KOCT U KIMHUYHH BepTeOpaITHU.

Ecpexm evpxy xocmunama munepanna nremuocm (BMD)

I1pu eHu B IOCTMEHOIIay3a C 0CTEO0I0po3a poMoco3yMad 3a 12 mecena, mocieaBaH OT aJeHAPOHAT
3a 12 mecena, mosumasa BMD B cpaBHeHHe camo ¢ aneHapoHat Ha Mecen 12 u 24

(p-croitnoct <0,001) (Bk. Tabmuua 2).

Cren 12-meceuno neueHne pomocozymab nosumasa BMD Ha mymOanHuTe NpenuieHd OT U3XOAHOTO
HUBO 1pyu 98 % OT >keHHUTE B IOCTMEHONAY3A.

Tadauua 2. Cpenna npoueHTHa npoMsina B BMD ot u3xogHoTo HuBo Ha Mecen 12 u mecen 24
NPH KEHU B IOCTMEHOIIAY3a ¢ 0CTEONOpo3a

Anenaponat/anenapoHar | Pomocosymab/ajnenaponar | Pasjinka B Je4eHUETO
Cpenno (95 % CI) Cpenno (95 % CI) OT aJIEHPOHAT
N = 20472 N = 20462 CIPSIMO aJIeHAPOHAT

B mecey 12
JTymbanmm 5,0 (4,8, 5,2) 12,4 (12,1; 12,7) 745 (7,0;7,8)
MIPEILUICHU
Hona oeperia 29 (2,7;3) 5,8 (5,6; 6.1) 2.9°(2,7:32)
IIwniika Ha
OexpeHara 2,0 (1,8,2,2) 4,9 (4,6;5,1) 2,8%(2,5,3,2)
KOCT
B meceu 24
Tymbanm 7.2 (6,9; 7,5) 14,0 (13,6; 14,4) 6,8° (6,4; 7,3)
MIPEIUICHU
I}f:;a Oenpena 3,5 (3,3 3,7) 6,7 (6,4; 6,9) 3,26 (2,9: 3,6)
IIwniika Ha
OexpeHara 2,5(2,3; 2,8) 5,7 (5,4; 6,0 3,25(2,8; 3,5)
KOCT

CpenHuTe CTOHHOCTH U JOBEPUTEITHUTE UHTEPBAIH ce 0a3upaT Ha MAIlMCHTH ¢ HATMYHY JaHHU. Bb3
ocHoBa Ha Mozet ANCOVA; nuncsamute croiinocTst Ha BMD Ha n3X01HO0 HUBO M TIPOIIEHTOTO
mmeHenne Ha BMD ot n3xomaroTo HEBO Ha Mecell 12 1 Mecerl 24 ca MpUIMcaHy 9pe3 OCHOBABAII CE
Ha KOHTPOJIU MOJET.

& Bpoii panAOMHU3UpaHH KEHU

® p-croitroct < 0,001

3nauynrtennata pasnuka B BMD, nocturnara npes mepBute 12 mecena, ce moaabpika 10 mecer 36
cliell MpeMUHABaHe KbM/IIPOIBIDKEHUE C alleHIPOHAT. Pa3nuKu B IeueHNEeTo ca HaOII0JaBaHy Clie]
6 Meceria B 1yMOaJIHUTE MPEILICHH, Is1aTa OeqpeHa KOCT U IIniKaTa Ha OeIpeHara KocT.

IIpoyusane 20070337 (FRAME)

EdukacHoctTa 1 6€30MacHOCTTa HA POMOCO3yMal MpH JICYUSHUETO Ha OCTEONOpo3a B
MOCTMEHOTIAy3aTa € OI[CHEHa B MHOTOIICHTPOBO, MYJITHHAI[HOHATHO, PAHIOMU3UPAHO, JIBOHHOCIIATIO,
1aIe00-KOHTPOIMPAHO MPOYUBaHE ¢ nmapaneianu rpynu npu 7 180 sxeHu B mocTMeHOMay3a Ha
BB3pacT oT 55 10 90 roauuu (cpenna Bw3pact 70,9 rogunn). 40,8% OT BKIIOUSHUTE JKEHU Ca UMAIIH
TEXKa 0CTEOINMopo3a ¢ MpeIecTamnia GppakTypa Ha H3XOJHOTO HHUBO.
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ChIbpBUYHUTE KPAWHH TOYKH 32 €()UKACHOCT Ca YECTOTUTE Ha HOBU BepTEOpamHu GpakTypy Ha
Mecerr 12 u Ha Mecer 24.

Pomoco3ymab monmxasa 4ecToTaTa Ha HOBU BepTeOpainnu ¢ppakTypH Ha Mecel] 12 (HamasneHue Ha
abcomotHus puck: 1,3% [95% JAU: 0,79; 1,80], nHamanenne Ha oTHOCUTENHUS pUCK: 73% [95%

JIN: 53; 84], xopurupana p-croitroct < 0,001) u ciex npeMHHAaBaHETO KbM JIeHO3yMab — Ha Mecelr 24
(mamanenue Ha abcomoTHUS puck: 1,89 % [95% HAU: 1,30; 2,49], HamanieHHe Ha OTHOCUTETHHS PUCK:
75% [95% IU: 60, 84], (kopurupana P-ctoitroct <0,001).

Kenu, npemuHasamnm or tepanus ¢ ouchochoHaTn

Ipoyusane 20080289 (STRUCTURE)

BbesonacHocTTa M ehUKacHOCTTA Ha POMOCO3yMalb MPH KEHU B MOCTMEHOTMAY3a C TEKKa OCTEONOPO3a,
IpeMUHaBaIm ot Tepanus ¢ ouchochonaru (92,7 % B rpynara Ha Tepunaparuz u 88,1 % B rpymara
Ha poMoco3yMal Mpe/Iu TOBa ca W3MOJI3BAIM aJICHAPOHAT MPe3 MOC/IeAHUTE 3 TOANHHM), ca OHIH
OLICHCHU B MHOTOILICHTPOBO, PAHIOMH3UPAHO, OTKPUTO MpoyuBaHe mpu 436 skeHH B TOCTMEHOIIAy3a Ha
BB3pacT oT 56 10 90 roauuu (cpenna Bb3pact 71,5 roAMHN) CIPsAMO TEPHUITAPATH/L.

OcHoBHaTa MPOMEHJINBA 32 e(PUKACHOCT € mpolleHTHaTa npoMsiHa B BMD Ha nisnara Gepera KocT Ha
Mecer] 12 crpsiMo u3xoaHOTO HUBO. PoMoco3ymab 3HaunTenHo yeenmyaBa BMD Ha 1sutata 6enpena
KOCT B CpaBHEHHE C TepumapaTua Ha Mecell 12 (cpemHa pa3imka CupsaMo JISUSHUETO ¢ TePUIIapaTh/l;
3,4% [95% [U: 2,8; 4,0], p-ctotinoct < 0,0001). IIpoyuBaneTo HsMa 3a IIeIT OTIPENEIsIHE Ha eeKTa
BBPXY (PpakTypH, HO B rpymnaTa Ha poMoco3ymad ca HaCTHITHIH cefieM (PpakTypH, a B Tpymara Ha
TepUmapaTH — ACBeT (PaKTypH.

Xwucroorus u XI/ICTOMODd)OMeTDI/IH Ha KOCTUTEC

B moampoy4Bane 3a XxucTonorusaTa Ha kocture 00mo 154 mpo6u ot 6uoricust Ha prd Ha WIHaYHA KOCT
ca nmony4enu oT 139 xeHu B MOCTMEHOMay3a C 0CTeonopo3a Ha Mecenu 2 ¥ 12 (B mpoy4BaHETO
FRAME). KauecTBeHaTa XHCTOJIOTHYHA OIIEHKA [TOKa3Ba HOPMaJHa KOCTHA apXUTCKTOHUKA U
Ka4eCTBO BbB BCHUKU BPEMEBH TOUKH, HOPMAaJIHA JJaMellapHa KOCT 0e3 JaHHH 32 HapyILICHUs B
MHHEpaIN3aluaTa Ha KOCTHATa ThKaH, GrOpo3Ha KOCT, pudpo3a Ha KOCTHUS MO3BK WM KIMHIUYHO
3HAYMMO HapyIICHUE Ha KOCTHHUSI MO3bK IIPH NALUEHTH, JIEKYBaHU C POMOCO3yMal.

XuctoMop(poMETpUIHHUTE OTICHKH Ha OMOIICHUTE Ha Meceln 2 1 12 Tpu KeH! TTOKa3BaT YBEITUICHHE
Ha TapaMeTpuTe Ha 00pa3yBaHe Ha KOCTHA Maca U HaMaJeHHEe Ha MapaMeTpUTe Ha KOCTHA pe30opOrus,
KaTo KOCTHUAT 00eM U TpabeKyapHaTa IITBPTHOCT C€ YBEINUYaBaT B rpyraTa Ha poMoco3ymal B
CpaBHEHHE C rpynara Ha maneoo.

HCZ[I/IaTDI/ILIHa nonmyJjaanusa

EBpormelickaTa areHIms o JiekapcTBaTa 0CBOOOXKIaBa OT 33 ILJDKCHUACTO 32 MPEJOCTaBSIHE Ha
pE3yJITaTUTE OT MPOYYBAHUSI C POMOCO3yMal B €HA WJIM MTOBEUE TOATPYITH Ha MeANaTprUIHaATa
TIOIYJIAIIKS TIPH JICUSHUETO Ha 0CTEOIopo3a (BxK. Touka 4.2 3a nHpOopMaIlis OTHOCHO yrnoTpeda B
TIeUATPUATA).

5.2 dapMakoKHHETHYHHU CBOWCTBA

AOcopbuus

Mennanarta Ha BpEMETO JI0 MAKCHMAaJIHA KOHIIEHTpaIus Ha poMoco3yMad (tmax) € 5 muu (auamason: 2
no 7 quu). Cnen 210 mg moakokHa qo3a ouoHanuuHoctTa € 81 %.
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Buorpanchopmarus

PoMoco3ymab e xymanu3upaHo MOHOKJIOHATHO aHTUTSLIO (IgG2) ¢ Bucok apuuuTeT M cieuduaHOCT
KBM CKIJIEPOCTHH, IOPaIi KOETO CE€ OYHCTBA MOCPEACTBOM ITBT HA eTUMHUHUpPaHE ¢ Obp30 HaCHILAHE
(T.e. TapreTHO-MEANMPAH HEIMHEEH KIMPBHC, MEUUPAH OT pa3nagaHe Ha KOMIIEKCa pOMOCO3yMao-
CKJIEPOCTHH), KaKTO M 10 OaBeH, HECTICITU(PUICH ITBT HA CIIMMUHUPAHE, MEIUUPAH OT
PETHKYJIOCHAOTETHATA CUCTEMA.

Enumunupane
Cnen Cmax, CEpyMHHUTE HUBA CE MIOHIKABAT C €()EKTHBEH MOIYKUBOT cpeano 12,8 nuu. CranuoHapHo
CBCTOSIHHE OOMKHOBEHO CE JOCTHUTa 0 3-TUS MECeL], C IT0-MaJIKO OT 2-KpaTHO KyMyJIUpaHe CIe[

CIKEMCCCUYHO ITpWjIaraHe.

JIMHEHHOCT/HEIMHEHHOCT

Cren moaAKOXKHO MPUIOKEHHE POMOCo3yMad MOKa3Ba HeMMHEHHA (hapMaKOKHHETHKA B PE3yJITaT Ha
CBBP3BaHE ChC CKIEPOCTUH. [IpriokeHnTe MHOTOKpAaTHH 1031 Bapupar ot 70 g0 210 mg.

B’B6DC‘IHO YBPECKIAAHE

Cnen nmpuiarane Ha qo3a 210 mg pomMoco3yMa0d B KIMHUYHO M3MUTBAHE MPpU 16 MalueHTH ¢ TEKKO
0BOpeuHo yBpexnane (kpeaTHHUHOB KiaupbHC < 30 ml/min) wiu TepmuHaina Ob0pedHa
HenoctarbyHocT (ESRD) Ha xemoauanu3a, cpennara Cmax 1 AUC ca 29 % u 44 % mno-Bucoku mpu
MAIICHTUTE C TEKKO OBOPEUHO yBpEKIaHe, B CpaBHEHHE ChC 3MIpaBu ydactuid. CpegHara
SKCITO3UIIM Ha poMoco3ymal mpu naruentuTe ¢ ESRD Ha xemoauanusa, € OJm3Ka 10 Ta3u Ipu
3[paBH YYaCTHUIIH.

[MonynanuoHHUAT (hapMaKOKHMHETHYEH aHAIHM3 TIOKa3Ba MOBUILIABAHE HA EKCIIO3UIIMATA Ha
poMoco3yMal Cc yBeTndaBaHe Ha TeKECTTa Ha OLOpEeYHOTO yBpekKaaHe. Brpeku ToBa, B3 OCHOBA Ha
MOJIEJ eKCIO3UIUSA-0TrOBOp Ha poMenn B BMD u cpaBHeHHEe Ha eKCIIO3HUIIMUTE, TOTYYCHH PU
MOHOCHMH KIIMHUYHY JI03H, HE CE PENophyBa KOPUTHPAaHE HA J103aTa P TE3H MAllUCHTH.
[IpenopbuBa ce npocie/sBaHe 3a XUIMOKAIIUEMHS TP MAIHEHTH ¢ TeXKa 0bOpeyHa HeloCTaThYHOCT
Wi quannsa (BK. Touka 4.4).

YepHO1poOHO YBpEXKIaHE

He ca npoBeicHN KIMHUYHHN U3MTUTBAHUSA 3a OIICHKA Ha e()eKTa Ha YepHOAPOOHO YBPEIKIAHE.
YepHOoAPOOHOTO YBpEkKAaHE HE CE OYaKBa Ja MOBIHsC HA (PapMaKOKHHETHKATa HA POMOCO3YyMad, Thit
KaTo YepHHSAT IpoO HE € OCHOBEH OpraH 3a MeTaboJIn3Ma M eKCKPEeLUsITa Ha poMoco3ymad.

CTaD‘ICCKa BB3pacT

dapMakoOKHHETHKATa Ha pOMOCO3yMal He ce MoBusIBa oT Bb3pactTa oT 20 10 89 roauHu.
TenecHo Terno

Excnio3umusita Ha poMoco3yMa0 ce IOHMKaBa ¢ TIOBHIIABaHE Ha TEJIECHOTO TEro, 00aye ToBa
MOHIDKCHUE UMa MHHIMAITHO BIIUSIHUE BbpXY MoBUIIaBaHeTo Ha BMD Ha iiymM0anHuTE NpenuieHn Bb3
OCHOBA Ha aHaJIM3a Ha EKCIIO3UIUSI-OTIOBOP U HE € KJIMHUYHO 3Ha4uMO. Bb3 0CcHOBa Ha
nonynanuonau OK ananusu oyakBanara Menunana Ha AUC B cTaliMOHapHO CHCTOSIHUE 3 TMAIEHT C
terno 61 kg u 114 kg e crorBeTHO 558 pg.ien/ml u 276 pg.nen/ml cien MeceyHna moaKoKHA 71032
210 mg pomoco3ymad.

Eranuecku OPOU3XO0Jd M IT0JI

He e Heob6xomnMo KopurrpaHe Ha 103aTa 3a KaKBUTO | JIa € XapaKTePUCTUKY Ha TarueHTa. Bp3
OCHOBA Ha MOMyJIalMOHEeH (DapMaKOKUHETUYCH aHAIIN3, TIONBT U pacaTa (MAIMeHTH OT STOHCKH
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CHPSIMO TaKMBa OT HEATTOHCKHU TPOU3XO0/1) HE OKa3BaT KJIMHUYHO 3HAYHMO BIMSHUE BHPXY
(apMakokrHeTHKaTa Ha poMoco3ymab (< 20 % mpoMsiHa B €KCITO3UINATA B CTAIIMOHAPHO ChCTOSIHUE).

5.3 IlpenkIMHUYHM JAHHH 32 6€30MACHOCT

Hexnuananure JaHHHU HEC ITOKa3BaT ocobeH PHUCK 3a XOpa Ha OasaTta Ha KOHBCHIIMOHAJITHHUTC
(l)apMaKOJ'IOFI/I"IHI/I Opoy4dBaHUs 3a 6630HaCHOCT, Mpoy4BaHUA 3@ TOKCUIHOCT IIPU MHOT'OKPATHO
ImpujiaraHe, KaHIEPOr€HEH MOTCHU AT WJIN IIPU IIPOYYBaHHUA 3a 0€301aCHOCT 110 OTHOIIICHHE Ha
KOCTHUTEC.

B mpoyuBane 3a kapuuHOTeHHOCT 103U A0 50 mg/kg/cemmuiia ca mpUIOkKEHH Ype3 MOIKOKHA
umKekius Ha Sprague-Dawley mbxkku 1 sKeHCKH uIbXoBe oT 8 10 98-cemMuuHa Bb3pact. Te3u 103u
ca IOBEIU JO CUCTEMHH €KCITO3HIIMH, KOUTO ca OuiH 10 19 mbTH Mo-BHCOKH OT CHCTEMHATA
EKCITO3UIINsI, HAOI0JaBaHa Py Xopa clie/l MecedHa MoAKoxKHa 1o3a 210 mg pomoco3ymab (Bb3
ocHoBa Ha cpaBHenne Ha AUC). PoMoco3ymab BoaM 10 3aBHCHMO OT J103aTa YBEIMYEHHE HA KOCTHATA
Maca ¢ MaKpOCKOIICKO YIUTbTHSIBAHE Ha KOCTTA IIPU BCUYKH J1034. PoMoCco3ymal He MOBIMsBa
CMBPTHOCTTA WJIM Y€CTOTATa HA TYMOPH MPHU MBXKKHU WM )KCHCKH MTHXOBE.

[MpoyuBaHusTa MPU )KEHCKH U MBXKKH IDTHXOBE HE TIOKA3BaT CBBP3aHU C poMoco3yMad eeKkTr BEpXy
g rocBaHeTO, HEPTUINTETA UITH [TOKA3ATEINTE 3a OLIEHKA HA PENPOIYKIUATA IPU MBKKUTE
(mapaMeTpu Ha criepMaTa Wi OpraHHo Terio). Hsima edextu u BbpXy ecTpyCHUS LIMKBII WIN HIKOU
rapaMeTpy Ha STHYHUIIUTE WIM MaTKaTa MPH KEHCKUTE NMPH €KCIIO3ULUHU OKOJIO 54 MbTH KIMHUYHATA
EKCIIO3HLHSI.

CkeneTHH MaI(QOpMaIiy, BKIIOUYUTEITHO CHHAAKTHIINS U TIOMHIAKTHIINSL, ce HAaOII0IaBaT ¢ HACKA
gyecToTa 1pH 1 oT 75 MoKoJeHUs, P eKCTIO3UIUHN 0K0JI0 30 MbTH KIMHUYHATA €KCIIO3ULUS, CIIe
MPUIOKEHUE HAa pOMOCO3yMab NpH IUTbXOBE Ipe3 Ieproa Ha opraHorenesa. Hama Hexenanu edexru
BBPXY IOCTHATAJTHUA PACTEK U PA3BUTHE.

[Ipenmonara ce, 4e CKIIEPOCTHHBT UTpae poiis Mpu (GOPMHUPAHETO HA MPHCTUTE, HO Thil KaTO IpH
XopaTa TO HaCThIIBA MPe3 MbPBUS TPUMECTHP, KOTaTo MPEMHHABAHETO HA MMYHOTJIOOYJIHHHA TIpe3
MUTAIEHTATa € OTPAaHWYEHO, PUCKBT OT MOI00HA HaXOKa MPH XOpaTa € HUCHK (BXK. Touka 4.6).

6. DAPMAIIEBTUYHU JAHHHU

6.1 Cnucbk Ha IOMOIIHUTE BelIeCTBA

Kanmues anerar

JleneHna oneTHa KucejnHa

Hatpues xuapokcun (3a kopekius Ha pH)

3axapo3a

[Monucopbar 20

Bopa 3a HmKeKIUu

6.2 HecbBMeCTHMOCTH

[Ipu nunca Ha Mpoy4YBaHUs 32 HECHBMECTUMOCTH, TO3H JICKApCTBEH MPOIYKT HE TPsOBa Ja ce CMecBa ¢
JIpYTH JIEKapCTBEHU MPOIYKTH.

6.3 Cpok Ha rogHoCT
3 roauHu
Crnen kaTo BeIHBK € U3BAJICH OT XJIaAmiTHUKA 3a u3noi3Bane, EVENITY ne TpsiOBa ma ce mocrass

00paTHO B HETr0, HO MOXE JIa C€ ChXpaHsBa Ha cTaiiHa Temrepatypa (10 25°C) 3a nepuon no 30 aHU B
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OpUTHHAIHATA OMAKOBKA. AKO HE Ce M3M0JI3Ba B pAMKHTE Ha TO3M IEPHO/I, TPOAYKTHT TPSIOBA J1a ce
W3XBBPITH.

6.4 CnenmajiHu ycJa0BHUS HA CbXpPaHeHUe

Ila ce cexpansBa B xnmaguwiauk (2°C - 8°C). Jla He ce 3amMpassBa.

ChbxpaHsBaiiTe MpeIBAPUTEIHO HATBIHEHATA CIIPHHIIOBKA MM MPEIBAPUTEIIHO HATBJIHCHATA [THCATTKA
B KapTOHEHATa OMaKOBKa, 3a Jia Ce MPE/Ia3u OT CBETIHHA.

6.5 Bwuau chabp:KaHHe HA ONAKOBKATa

EVENITY 105 mQg uHKeKLMOHEH Pa3TBOD B IPEABAPUTENHO HAITBJIHEHA MUCAJIKA

PryHO MEXaHUYHO YCTPOMCTBO 32 HHIKEKTUPAHE, 3a €THOKpaTHa yrnorpeda, ¢ MOHTHpaHa
MpeaBapUTETHO HATBIHEHA CIIPUHIIOBKA, Chabpskaima 1,17 ml pasreop. CipuHIIOBKATa B IHCAJIKATa €
n3paboTeHa OT ImiacTMaca (IUKI00Ie(UHOB MOIMMEP), C IJ1aBa Ha OyTaio (XJI0poOyTHiI) U
(uKcHUpaHa uria OT HephKJaeMa CTOMaHa C eacCTOMEPEH Mpena3uTel Ha uriaTa (CHHTETUYCH

Kay4yK).

OnakoBka 1o 2 NpeABapUTEIHO HATbJIHEHH MTUCAIIKH.
['pynoBa onakoBka, chbprkaiia 6 (3 ormakoBKH Mo 2) NpeABapUTEITHO HAITbIHEHH MHCAIIKH.

EVENITY 105 mQ nHKeKIMOHEH Pa3TBOP B IPEABAPUTENHO HAITBJIHEHA CIIPUHIIOBKA
IpeaBapuTenHO HATBJIHEHA CIIPUHIIOBKA 33 ¢IHOKpaTHA ynotpeda, chappikaima 1,17 ml pa3rsop.
CrpuHIIOBKaTa ¢ M3pabdoTeHa OT IiacTMaca (IUKI00JIe(UHOB IMOIMMED) ¢ TJIaBa Ha OyTalo
(X710p00yTHIT) U PUKCHUpaHa MIJIa OT HEPBhXKIaeMa CTOMaHa U eJIACTOMEPEH IPeara3uTell Ha UriiaTta
(cHHTETHYEH KaydyK).

OmnakoBKa 10 2 MPeABAPUTETHO HAITBJIHEHU CIPUHIIOBKH.
I'pynoBa onakoBka, chbprkaiia 6 (3 ormakoBKH 1o 2) NpeIBapUTEITHO HAITBIHEHH CIIPHHIIOBKHU.

He Bcrdky BHIOBE ONMAKOBKK MOTAT Jia ObJIAT MyCHATH Ha Ma3apa.

6.6 CnenuajJHu npeana3sHu MePKH NPH U3XBBbPJIsiHE U padoTa

[Ipenan mpunarane pa3TBOPHT TPsIOBa na Oblie MPOBEPEH BU3YaTHO 32 HAIMYNE HA YACTHUIH U MPOMSHA
B 1uBeta. EVENITY He Tpsi6Ba 1a ce u3Mo3Ba, ako pa3TBOPBT € C IPOMEHEH LBAT, MbTEH HIIH
ChIbprKa YACTULIH.

[Ipeau moaKo>KHOTO NPHIIOKEHHE POMOCO3yMal TpsiOBa /1a ce OCTaBM Ha CTaifHa TeMiepaTypa Hai-
MAaJIKO B poabkeHne Ha 30 MUHYTH ITpeau HH)XeKTUpaHe. ToBa 1e clioMOrHe 32 HaMaslsiBaHe Ha
JuckoMopTa pu HHXKEKTUpaHeTo. He TpsOBa a ce 3aToruis o0 HUKAaKbB APYT HAUKH.

[a He ce paskiama.

Heusnon3BaHusT JeKapCTBEH MPOAYKT WK OTIAIbYHUTE MATEPUATTH OT HETO TPAOBA J]a C€ U3XBBPIIAT
B CbOTBETCTBHE C MECTHUTE N3UCKBAHMUA.

7. MNPUTEXKATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

UCB Pharma S.A.

Allée de la Recherche, 60

B-1070 Bruxelles
Benrus
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

9. JATA HA IbPBO PASPEIIABAHE/IIOJJHOBSIBAHE HA PASPEIHLIEHUETO 3A
YIHOTPEBA

Jlara Ha mepBO pazpemanane: 09 nexkemBpu 2019 r.

Jara Ha nocneaHo noaHoBsBaHe: 22 aBryct 2024 r.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Monpo6Ha uH(pOpMaIKs 3a TO3U JICKAPCTBEH MPOIYKT € MPeI0ocTaBeHa Ha yeOcalita Ha EBporneiickara
areHuus mo Jiekapcraata http://www.ema.europa.eu
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MNPUJIOKEHHUE 11
IMPOU3BOAUTEJ HA BUOJOTI'NMYHO AKTUBHOTO
BEILIECTBO U NTPOU3BOJAUTEJI, OTTOBOPEH 3A
OCBOBOXJABAHE HA ITAPTUIN

YCJIOBUA NN OT'PAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U U3NUCKBAHMUS HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJOBUA NN OT'PAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  TNPOU3BOJUTEJI HA BUOJIOT'MYHO AKTUBHOTO BEIIECTBO 1
IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOX/IABAHE HA ITIAPTUIN

HUme n aJipeCc Ha IPOU3BOAUTCIIA HA OMOJOTMYHO aKTUBHOTO BCLICCTBO
Immunex Rhode Island Corporation

40 Technology Way, West Greenwich

Rhode Island 02817

CAIIL

Hme n aaApecC Ha ITPOU3BOAUTEIA, OTTOBOPCH 3a OCBO60)K)_'[aBaHe Ha DapTUAUTC
Amgen Europe B.V.

Minervum 7061

NL-4817 ZK Breda

HUAEPJIAHAMA

b. YCJI0OBHMA NN OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHHAT MPOAYKT CE OTITYCKa IO OTPaHWIEHO JieKapcko npennucanne (Bx. [Ipunoxenwue I
Kpartka xapakrepucTika Ha MIPOAyKTa, ToUKa 4.2).

B. JAPYI'N YCJIOBUSA N U3NCKBAHUSA HA PASPEHNIEHUETO 3A YIIOTPEBA
. Ilepuoguynu akTyaausupanm aokiaaau 3a oezonacuoct (ITAIB)

W3uckBanwmsita 3a nogasane Ha [TAJIb 3a To3u IeKapCcTBEH MPOAYKT Ca MMOCOUYEHHU B CITUCHKA C
pedepentnure nati Ha EBponeiickus cpio3 (EURD crucok), npensuaen B ui. 1078, an. 7 ot
Hupexrtusa 2001/83/EO, v BbB BCHUKH CJICIBAIIH aKTyaIU3aIUH, TyOJIUKYBaHU HA €BPOIIECHCKUS
yebmopTain 3a JieKapcTBa.

r. YciaoBusi WJid OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS IPOAYKT

o Ilian 3a ynpaienue Ha pucka (ITYP)

[MputexaTtensat Ha pa3penienueTo 3a ynorpeda (IIPY) TpsoBa na u3BbpIIBa U3UCKBAHUTE JEHHOCTH H
JIEHCTBUS, CBBP3aHU C TIpOCIesiBaHe Ha JIeKapCcTBeHaTa Oe30MacHOCT, mocoueHu B onodpenws [1YP,
npencraBeH B Moayn 1.8.2 Ha pa3pemeHnero 3a ynorpebda, KakTo ¥ BB BCHUKH CIIEIBAIIH O00pEHH
akTyanusauuu Ha ITYP.

Axtyammsupan [IYP tpsbBa ga ce mogasa:

. 1o uckane Ha EBporneiickaTta areHIus o JekapcTBara;

. BHHATH, KOTAaTO c€ U3MEHS CHCTEMAaTa 3a yIpaBJieHne Ha pUCKa, 0COOEHO B pe3yiTaT Ha
MoJly4aBaHe Ha HOBa MH(OpMalus, KOSTO MOXKE Aa AOBEAE A0 3HAYMMHU IPOMEHH B
CHOTHOILIEHUETO MOI3a/PUCK, WK CIIe]l IOCTUTaHE Ha BayKeH eTal (BbB BPb3Ka ¢ IPOCie/sIBaHe
Ha JIeKapcTBeHaTa 6€30MMacHOCT WM CBEXXJaHE Ha PUCKa IO MUHIUMYM).

° I[OH'I)J'IHI/ITCJ'IHI/I MEPKH 32 CBEC)KIAHEC HA PUCKA 10 MUHUMYM

[IPY Tps6Ba ga rapanTHpa, 4e € BhBe/IcHa IIporpaMa 3a 00ydeHne BbB BPh3Ka ¢ Pa3peIICHUTE
MMOKa3aHus 3a JIEYCHNE Ha TEXKa OCTEONopo3a MpH KEH! B TIOCTMEHOIIAy3a, U3JI0KEHN Ha BUCOK PUCK

oT ¢pakTypa.

[Iporpamara 3a 00y4eHre UMa 3a 1€ JOITBIHATEHO CBEKIaHE 0 MUHIMYM Ha PHCKOBETE OT
CEPUO3HU CHPJICYHOCHIOBU CHONTHS KaTo MH(MapKT Ha Muokapaa (M) u MHCYNT, XUTTOKAIIIUEMUS |
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ocTeoHekpo3a Ha yemoctta (OHY), upes HaOyArane Ha Kiro4oBaTa HH(OpMAIUs 3a 0€30IaCHOCT,
naneHa B KXII u nucroBkara.

[Iporpamarta 3a 00y4yeHue BKJIIOYBA CIETHOTO:

Marepuanu 3a o0y4ueHue Ha JeKaps
CurnanHa KapTa Ha ManeHTa

MarepuasinTe 3a 00yueHHe Ha JieKapsi TPsIOBa 1a ChABPKAT CICTHUTE KITIOYOBH SIIEMEHTH:

Kparkara xapakTepucTuka Ha MpOAyKTa

PBKOBOJCTBO 3a mpeanucBanys CreualIucT:

o [Moxxosiia nHpOpMaIHs B oMol Ha MeautmHckute cnetpanucti (MC) npu
CBHOTBETHOTO PA3MO3HABAHE, IPOCIIC/ISIBAHE U YIIPABICHNE Ha BAXKHUTE UICHTHOUIIPAHH
puckoBe oT cepuo3au cbpaeuHochaoBH (CC) croutus — UM u uHcynt, u
XUIMOKAIIUEMHS], KAKTO M BayKHUS MOTeHIHaneH puck ot OHY.

o HanomuuTeneH cnuchbk ¢ 1eHCTBUS 3a CBEXIAaHE HA PUCKA 0 MUHUMYM, KOUTO J1a ObIaT
MPENPUETH TIPETU MPEITICBAHETO HA POMOCO3yMal.
o CrnuchK, KOWTO HAIIOMHS Ha MPENMCBAIINS CIICUATKCT J1a IPOBEPsBa

MPOTUBOIOKA3aHUATA  J]a M3BHPIIBA BHUMATEIHA OIIEHKA Ha Tpoduiia Ha
ChPACYHOCHIOBHUS PUCK MIPEIH MPEMUCBAHETO HA POMOCO3yMab.

o] VYkazaHue 3a CBOEBpEMEHHA METUIIMHCKA OIICHKA Ha MAIllMeHTH, KOUTO Pa3BHUAT
CHMITOMH, npejanosarany MM nuiim HHCYIIT, KOETO I T03BOJIH Obp3a MPeolleHKa Ha
CHOTHOIIICHUETO TOJI3a/PUCK, BOJIEINA JI0 MOIXO/IAIIN ASHCTBHS BHB BPh3Ka C JICICHUETO
¢ poMoco3ymao.

o] HarmoMHsiHe Ha MEIMITHHCKHS CTICIHATIUCT a 00yYH MalrueHTa u/uim OoIHorIe1a49a BbB
BpB3Ka ¢ puckosere, ocobero CC puck, U J1a ce yBEPH, Y€ MAUCHTHT pasroiiara ¢
CUTHAJTHA KapTa Ha MaIfeHTa.

o] HarmomMHsiHe 3a HEOOXOAMMOCTTa U HAYWHA Ha ChOOIIABaHe 3a TT0I03MPAHU HEKESITAHN
pEaKIuH.

CurnajgHara KapTaTa Ha manueHTa Tpsi0Ba fa ObJie NpeoCTaBeHa U Ja ChAbPiKa CICIHUTE
KJIFOYOBH CHOOIIECHUS

[Ipu3Hanm /M CHMMOTOME Ha CEPHO3HU ChPACYHOCHI0BU chOuTHA Kato IM u uHCyIT,
xunokanuemus 1 OHY, u xora ga ce ThpcH MOMOII OT MEIUIIUHCKU CTICIIHAIKCT.
Hamomusae Ha manmenTa/00HOTIIEIa4a fa CIIOIENSI ChC CIIEIHANNCTA 10 OCTEOIopo3a
nH(popMaIusl OTHOCHO aHamHe3a 3a UM mnu uncynT u apyru CC 3a00isBaHus/pUCKOBU
(haxTopmu.

BaxxnocTTa OT HOCEHETO HA CUTHAJIHATA KapTa Ha MalMeHTa MO BCSIKO BPEME U MOKa3BAHETO M
Ha BCUYKH METUITMHCKY CIIEI[HATNCTH.

Jlat Ha IPUITOKEHUETO HAa pOMOCO3yMald M JaHHM 32 KOHTAKT C MPEIMUCBAIINS JIeKap, C
KOT'OTO JIa C€ OCBIIIECTBY BPb3Ka 3a CHBET IPU HEOOXOIUMOCT.

Baxna nadopmanus 3a Apyru MEIUIUHCKY CIICIIUAIMCTH, OTHACAIIA C€ 0 MaIlMeHTa, KOUTO
[0JTy4aBa poMoco3yMal, BKITFOUUTETHO BAXKHUTE HACHTU(OUIIMPAHA PUCKOBE OT CEPUO3HU
CHPIEYHOCHIOBH CHONTHUS KaTo UM 1 MHCYJT 1 XHUITOKAIINEMUS, KAKTO ¥ BaKHUS
noTteHuuaneH puck or OHY.

HamnomHsiHe 32 HE00X0AMMOCTTa OT ChOOIIABaHE HA HEKEIAaHUTE PEAKIMK OT MAI[MEeHTH,
OoxHorNenaun wiu Bcexku MC.
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NNPUJIOKEHHE |11

JAHHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA IIPEJIBAPUTEJIHO HAITBJIHEHA TN CAJIKA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

EVENITY 105 mg nHXeKIMOHEH pa3TBOP B IPEIBAPUTEIIHO HAITBIHEHA IHCAIKa
pomMoco3ymMad

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika nipeiBapuTENIHO HAITBJIHEHA MTUCAIKa Chabpxa 105 mg pomocosymad B 1,17 ml pastsop
(90 mg/ml).

| 3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomornHM BelecTBa: KAJIMEB aleTaT, JeIcHa OlleTHA KUCEINHA, HATPUEB XUAPOKCHUI, 3aXapo3a,
nonucop6at 20 1 BoJIa 32 MHKCKITUH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHeKIuoHeH pa3TBop
2 pe/IBAPUTEITHO HAITBJTHEHH MTUCAIKH 32 €JJHOKpaTHA yrnoTpeda

| 5. HAYMH HA ITPUJIOKEHUE U IBbT(MIIA) HA BBBEXKJIAHE

3a TOIKOXKHO MPHIIOKEHUE.
[penu ynotpeba nmpoyereTe JIUCTOBKATA.
Jla He ce pa3kiaina.

H306pa9fceHue om npe()Hama cmpaHa Ha KapmoHeHama OnaxKosKa.

| 'R
| £ i
|

|
¥‘+;?(=l| ao03a
(ILK) i
\ |

o ©

Hzobpasicenue u mexcm om 6bmpewHama CMpana Ha Kymusima, 6uOUMU cied OmeapsiHe:
3a 7a MOAyYHTE MBJIHA 1034, B3EMETE JIBE.
[penau ymorpeba nmpoyereTe JIUCTOBKATA.

- i='| nosa
5 5
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6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSJABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ ChbXpaHsBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7. APYI'U CIIEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'oxmen no:

| 9. CIIEHUMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIQJUIHUK.
Jla He ce 3aMpa3zsiBa.
ChxpaHsBaiiTe rcankara B KapTOHEHATa OIMaKOBKa, 3a Jja ce Mpera3d OT CBETINHA.

10. CHELUWAJIHU NPEANNASHU MEPKHU INPU U3XBBHPJIISTHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NI OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJPEC HA IPUTEXKATEJISA HA PASPEHIEHHUETO 3A YIIOTPEBA

UCB Pharma S.A. (sroro)
Allée de la Recherche 60
B-1070 Bruxelles
benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. TMAPTHUJAEH HOMEP

ITaptuna:

| 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA
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| 16. MH®OPMAIIMS HA BPAMJIOBA A3BYKA

EVENITY 105 mg

| 17. YHUMKAJIEH UJIEHTU®UKATOP — JIBYU3MEPEH BAPKO/J

JByr3mepeH 0apKoJI ¢ BKIIOUEH YHUKAJICH HICHTH()HUKATOD

| 18. YHUMKAJIEH WIEHTU®UKATOP — JJIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (C BLUEBOX)

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

EVENITY 105 mg nHXeKIMOHEH pa3TBOP B IPEIBAPUTEIIHO HAITBIHEHA IHCAIKa
pomMoco3ymMad

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika nipeiBapuTENIHO HAITBJIHEHA MTUCAIKa Chabpxa 105 mg pomocosymad B 1,17 ml pastsop
(90 mg/ml).

| 3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomornHM BelecTBa: KAJIMEB aleTaT, JeIcHa OlleTHA KUCEINHA, HATPUEB XUAPOKCHUI, 3aXapo3a,
nonucop6at 20 1 BoJIa 32 MHKCKITUH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHeKIuoHeH pa3TBop
I'pymoBa omakoBka: 6 (3 OMakoBKH OT 2) IpeABAPUTENHO HAITBIHEHH ITHCAIKH 3a €IHOKPATHA
ynotpeda

| 5. HAYYH HA ITPUJIOKEHUE U IBbT(MIIA) HA BBBEXKJIAHE

3a OIKOXKHO MPHIIOKEHUE.
[Ipenu ynoTpeba mpoyerere JIMCTOBKATA.
[a He ce pasknamia.

H3obpasicenue om npeonama cmpana Ha KApMOHeHama OnaKo8Ka.

= =
=
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JA CE CBXPAHABA HA MSCTO JAJIEYE OT IIOT'JIEJA U IOCEI'A HA JEIIA

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBEBA

I[a CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.
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| 7. APYI'U CIHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

| 9. CIIEHHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAUITHUK.
Ja He ce 3ampassBa.
ChxpaHsBaiiTe rcankara B KapTOHEHATa OITaKOBKa, 3a Jja ce Mpera3d OT CBETINHA.

10. CHELOUWAJIHU NPEANNASHU MEPKU IMTPU U3XBDBHPJISIHE HA HEU3IIOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU NWJIN OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHNBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

UCB Pharma S.A. (sroro)
Allée de la Recherche 60
B-1070 Bruxelles
benrus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. TMAPTHUJAEH HOMEP

[aptuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

EVENITY 105 mg

| 17. YHUMKAJIEH UWIEHTU®UKATOP — JIBYU3MEPEH BAPKO/J

JIByn3mepeH 6apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD
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| 18. YHUKAJIEH NJEHTUH®UKATOP — TAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUUYHATA OITAKOBKA

MEXKINUHHA KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (BE3 BLUEBOX)

| 1. HUME HA JIEKAPCTBEHUA ITPOAYKT

EVENITY 105 mg nHXeKIMOHEH pa3TBOP B IPEIBAPUTEIIHO HAITBIHEHA IHCAIKa
pomMoco3ymMad

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika nipeiBapuTENIHO HAITBJIHEHA MTUCAIKa Chabpxka 105 mg pomocosymad B 1,17 ml pastsop
(90mg/ml).

| 3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomornHM BelecTBa: KAJIMEB aleTaT, JeIcHa OlleTHA KUCEINHA, HATPUEB XUAPOKCHUI, 3aXapo3a,
nonucop6at 20 1 BoJIa 32 MHKCKITUH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHeKIuoHeH pa3TBop
2 ipe/IBAPUTEITHO HAITHITHEHH ITUCAITKY 32 eJTHOKpaTHA yrnoTpeda. YacT oT rpymnoBa ormakoBKa, He
MOJKE Jia ce TIPO/iaBa OT/IEITHO.

S. HAYYH HA ITPUJIOKEHUE U IBbT(MIIA) HA BBBEXKJIAHE

3a OIKOXKHO MPHIIOKEHUE.
[Ipenu ynoTpeba mpoyerere JIMCTOBKATA.
He paskmnamaiire.

H3obpasicenue om npeonama cmpana Ha KApMOHeHama OnaKo8Ka.

= =
=

U
Q-I-B\i:] 1034

H3obpasicenue u mexcm om 6bmpewHama CMpana Ha Kymusma, 6UOUMU clied OmeapsiHe:
3a J1a oTy4nTe MHIIHA 1033, B3EMETE JBE.
[Ipenu ynoTtpeba mpoyerere TUCTOBKATA.

= =

g+:\=] 1032

Q=X
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6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPSBBA
JA CE CBbXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA IEIIA

I[a CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

| 7. APYT' CHEIIMAJIHU NNIPEAYITPEXKAEHUA, AKO E HEOBXOJUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

| 9. CIIEHUMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAUITHUK.
Jla He ce 3aMpa3siBa.
CpxpansBaiiTe mucaikaTa BKApTOHEHATa OMAKOBKA, 3a J]a CE MPEANa3y OT CBETIIMHA.

10. CIHEINWAJIHU IIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU NWJIN OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJJPEC HA IPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

UCB Pharma S.A. (;10r0)
Allée de la Recherche 60
B-1070 Bruxelles
benrns

12. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. TAPTHUAEH HOMEP

ITaptuna:

| 14. HAYUH HA OTIIYCKAHE

| 15. VYKA3AHWUA 3A YIIOTPEBA
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| 16. MH®OPMAIIMS HA BPAMJIOBA A3BYKA

EVENITY 105 mg

| 17. YHUMKAJIEH UJIEHTU®UKATOP — JIBYU3MEPEH BAPKO/J

| 18. YHUKAJIEH NJEHTU®UKATOP — TAHHMU 3A YETEHE OT XOPA
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MHUHHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/IHO HAITBJIHEHA ITMCAJIKA

1. NUME HA JIEKAPCTBEHUS NTPOAYKT U IBbT(MIIIA) HA BBBEXK/IAHE

EVENITY 105 mg uHxeKIus
pomoco3ymad
S.C.

| 2. HAYMH HA ITPUJIOKEHHUE

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. MHHAPTUJAEH HOMEP

Lot

5. CBbABPKXAHUE KATO MACA, OBEM WJIN EJUHUIN

1,17 ml

| 6.  JIPYTO

UCB Pharma S.A. (;roro)
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA ITPEJIBAPUTEJIHO HAITbJIHEHA CITPUHIIOBKA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

EVENITY 105 mg uHXeKIMOHEH pa3TBOP B IIPEABAPUTEIIHO HAITbIHEHA CIIPUHIIOBKA
pomMoco3yMad

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika ipeiBapuTENIHO HAITBJIHEHA CIPHUHIIOBKA Chabpka 105 mg pomocoszymab B 1,17 ml pasteop
(90 mg/ml).

| 3. CIINCBK HA IIOMOINHUTE BEINECTBA

[TomornHM BelecTBa: KAJIMEB aleTaT, JeIcHa OlleTHA KUCEINHA, HATPUEB XUAPOKCHUI, 3aXapo3a,
nonucop6at 20 1 BoJIa 32 MHKCKITUH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHeKIuoHeH pa3TBop
2 ipe/IBAPUTEITHO HATBITHEHU CITPUHIIOBKH 32 €THOKpaTHA yroTpeda

5. HAYMH HA ITPUJIOKEHUE U IBbT(MIIA) HA BBBEXKJIAHE

3a TOIKOXKHO MPHIIOKEHUE.
[Ipenu ynoTpeba mpoderere TMCTOBKATA.
He pasknamaiire.

H306pa9fceHue om npe()Hama cmpaHa Ha KapmoHeHama OnaxKosKa.

6. CIIEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPsBBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA IEIIA

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYT' CHEIIMAJIHU NNIPEAYITPEXKAEHUA, AKO E HEOBXO/JMUMO

31



| 8. JATA HA I3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

| 9. CIIEHHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAUITHUK.

Ja He ce 3ampassBa.

CopxpaHsBaiiTe IpeIBapUTEIHO HATBJIHCHATA CIIPUHIIOBKA B KAPTOHEHATa OMIAaKOBKA, 3a J1a Ce
Mpenasy OT CBETIINHA.

10. CHELOUAJIHU NPEANNASHU MEPKHU ITPU U3XBBHPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHNBA

11. HWME U AJPEC HA IPUTEXKATEJISAA HA PASPEHIEHHUETO 3A YIIOTPEBA

UCB Pharma S.A. (;roro)
Allée de la Recherche 60
B-1070 Bruxelles
benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. TMAPTHUJAEH HOMEP

[Naptuna:

| 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

EVENITY 105 mg

| 17. YHUKAJIEH WJEHTHO®UKATOP — IBYU3MEPEH BAPKOJL

JIByn3mepeH 6apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD
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| 18. YHUMKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (C BLUEBOX)

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

EVENITY 105 mg uHXeKIMOHEH pa3TBOP B IIPEABAPUTEIIHO HAITbIHEHA CIIPUHIIOBKA
pomMoco3yMad

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika ipeiBapuTENIHO HAITBJIHEHA CIPHUHIIOBKA Chabpka 105 mg pomocoszymab B 1,17 ml pasteop
(90 mg/ml).

| 3. CIINCBK HA IIOMOINHUTE BEINECTBA

[TomornHM BelecTBa: KAJIMEB aleTaT, JeIcHa OlleTHA KUCEINHA, HATPUEB XUAPOKCHUI, 3aXapo3a,
nonucop6at 20 1 BoJIa 32 MHKCKITUH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHeKIuoHeH pa3TBop
I'pynoBa onakoBka: 6 (3 ormakoBKU OT 2) MPeABAPUTEIIHO HAITBIHCHU CIIPUHIIOBKH 3a €HOKpAaTHA
ymoTpeba

5. HAYYH HA ITPUJIOKEHUE U IBbT(MIIA) HA BBBEXKJIAHE

3a OIKOXKHO MPHIIOKEHUE.
[Ipenu ynoTpeba mpoyerere JIMCTOBKATA.
He paskmnamaiire.

H3o6paofceﬂue om npeOHama cmpaHa Ha KapmoHeHama OnaKosKa.

6. CIIEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPsBBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA IEIIA

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYT' CHEIIMAJIHU NNIPEAYITPEXKAEHUA, AKO E HEOBXO/JMUMO
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| 8. JATA HA I3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

| 9. CIIEHHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAUITHUK.
Ja He ce 3ampassBa.
CobxpaHsBaiiTe COPUHILIOBKATa B KAPTOHEHATA OMAKOBKA, 32 Ja € MpeAna3u OT CBETINHA.

10. CHELOUWAJIHU NPEANNASHU MEPKU INTPU U3XBDBHPJISIHE HA HEU3IIOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU NWJIN OTITAABYHUN MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHNBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

UCB Pharma S.A. (;10r0)
Allée de la Recherche 60
B-1070 Bruxelles
benrus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. TMAPTHUJAEH HOMEP

[aptuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. VYKA3AHWUA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

EVENITY 105 mg

| 17. YHUMKAJIEH UWJIEHTU®UKATOP — JIBYU3MEPEH BAPKO/J

JIByn3mepeH 6apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD
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| 18. YHUMKAJIEH WIEHTUHO®UKATOP — JIAHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUUYHATA OITAKOBKA

MEXKINUHHA KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (BE3 BLUEBOX)

| 1. HUME HA JIEKAPCTBEHUA ITPOAYKT

EVENITY 105 mg uHXeKIMOHEH pa3TBOP B IIPEABAPUTEIIHO HAITbIHEHA CIIPUHIIOBKA
pomMoco3yMad

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika ipeiBapuTENIHO HAITBJIHEHA CIPHUHIIOBKA Chabpka 105 mg pomocoszymab B 1,17 ml pasteop
(90 mg/ml)..

| 3. CIINCBK HA IIOMOINHUTE BEINECTBA

[TomornHM BelecTBa: KAJIMEB aleTaT, JeIcHa OlleTHA KUCEINHA, HATPUEB XUAPOKCHUI, 3aXapo3a,
nonucop6at 20 1 BoJIa 32 MHKCKITUH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHeKIuoHeH pa3TBop
2 ipe/IBAPUTEITHO HATBITHEHU CITPUHIIOBKH 32 €THOKpaTHa ynorpeba. Hact oT rpymnoBa onakoBka, He
MOJKE Jla ce TPOo/iaBa OT/IEITHO.

5. HAYYH HA ITPUJIOKEHUE U IBbT(MIIA) HA BBBEXKJIAHE

3a OIKOXKHO MPHIIOKEHUE.
[Ipenu ynoTpeba mpoyerere JIMCTOBKATA.
He paskmnamaiire.

H3o6paofceﬂue om npeOHama cmpaHa Ha KapmoHeHama OnaKosKa.

6. CIIEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPsBBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA IEIIA

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYT' CHEIIMAJIHU NNIPEAYITPEXKAEHUA, AKO E HEOBXO/JMUMO
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| 8. JATA HA I3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

| 9. CIIEHHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAUITHUK.
Ja He ce 3ampassBa.
CpxpaHsBaiiTe COPUHILIOBKATa B KapTOHEHATa OMAKOBKa, 3a /1a C€ MPEANa3yu OT CBETIMHA.

10. CHELOHWAJIHU NPEANNASHU MEPKHU ITPU U3XBDBHPJISIHE HA HEU3IIOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU NWJIN OTITAABYHUN MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHNBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

UCB Pharma S.A. (;10r0)
Allée de la Recherche 60
B-1070 Bruxelles
benrus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. TMAPTHUJAEH HOMEP

[aptuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. VYKA3AHWUA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

EVENITY 105 mg

| 17. YHUMKAJIEH UWJIEHTU®UKATOP — JIBYU3MEPEH BAPKO/J
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| 18. YHUMKAJIEH WIEHTUHO®UKATOP — JIAHHU 3A YETEHE OT XOPA
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MHUHHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/IHO HAIIBJIHEHA CITPUHIIOBKA

1. NUME HA JIEKAPCTBEHUS NTPOAYKT U IBbT(MIIIA) HA BBBEXK/IAHE

EVENITY 105 mg uHxeKIus
pomoco3ymad
S.C.

| 2. HAYMH HA ITPUJIOKEHHUE

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. MHHAPTUJAEH HOMEP

Lot

5. CBbABPKXAHUE KATO MACA, OBEM WJIN EJUHUIN

1,17 ml

| 6.  JIPYTO

UCB Pharma S.A. (;roro)
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Bb. IUCTOBKA
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JlucroBka: nngopmanus 3a noTpeduTENst

EVENITY 105 mg un:keKkuuoHeH pa3TBOP B NPeIBAPUTETHO HANTBJIHEHA MHCAIKA
pomoco3ymad (romosozumab)

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, MPEAH 1A 3all04YHeTe 1a U3M0J13BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABbP:Ka BaskHa 3a Bac undopmanmus.

- 3amazere Ta3u JIUCTOBKA. MOJKe /1a ce HaJIOXKH J1a 51 MPOYETETe OTHORBO.

- AKO UMaTe HAKAaKBH JOMBJIHUTEIIHA BBIPOCH, onuTaiiTe Bamus jiekap win GapMmariesT.

- ToBa nexapcTBo € npeanucano Ju4Ho Ha Bac. He ro npeorcTenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIy, HE3aBUCHMO Y€ NMPU3HAIMTE Ha TSIXHOTO 3a00JisBaHe ca chluuTe KaTo Bammure.

- AXo monyunTe HSIKaKBH HEXXEIaHU peakiny, yBepomere Bamms nekap win ¢papmaieBt. Topa
BKJIFOUBA ¥ BCUUKH Bb3MOKHU HEKETAHH PEAKIIMH, HEONMCAHU B Ta3M JINCTOBKA. BrykTe Touka
4.

- Hle IMOJIY4YUTC CUTHAJIHA KapTa Ha IMalfUCHTa, KOATO ChbAbPKa BaKHa I/IH(i)OpMaHI/DI 3a
0e30MacHOCT, KOSITO TPsOBA Ja 3HaeTe Mpeau u 1o Bpeme Ha Barero neuenue ¢ EVENITY.

Kakso ChbAbpPiKa Ta3u JIMCTOBKA

Kakso mpencrasmssa EVENITY u 3a kakBo ce u3non3sa
Kakso TpsiOBa na 3naere, npenu aa nznomsBate EVENITY
Kak na m3nonssare EVENITY

BBb3MoxHY HEeXKEITaHU peaKIuu

Kak na cexpansBare EVENITY

CobappikaHue Ha OIAKOBKAaTa U JONBJIHUTEIHA HH()OPMAIIUS

ocouakrwpndE

1. Kaxkso npeacrasiasisa EVENITY u 3a kakBo ce u3nosssa

Kaxkso npeacrasasiba EVENITY
EVENITY cbappka akTHBHOTO BEILIECTBO POMOCO3yMal — JIeKapcTBO, KOETO MToMara KOCTUTE /1
CTaHaT MO-3/JpaBU M HAMAaJIsIBa PUCKa OT CUYIIBaHE HA KOCTHTE.

3a kakBo ce m3noa3ea EVENITY

EVENITY ce u3non3sa 3a nedeHue Ha TEXKKa OCTEOIIOPO3a MPH JKEHU CJIe MEHOIIay3aTa, P KOUTO
CBILECTBYBA BUCOK PUCK OT CUyIIBaHE Ha KOCT ((pakTypa).

Octeomnopo3ara e 3a00siBaHe, B pe3yiITaT Ha KOeTo KOCTUTe BU cTaBaT ThHKM U UyIuivBH. MHOTO
MAIUEHTH C OCTEOOPO3a HIMAT CUMIITOMH, HO TIPH TAX BCE MAK MOJKE JIa ChIIECTBYBA MOBHIIIEH PUCK

OT GpaKTypH.

Kak peiictea EVENITY

EVENITY e MOHOKJIOHATHO aHTUTSIO0. BCIKO MOHOKIOHAIHO aHTUTSIIO € BU OEITHK, KOHTO €
pa3paboTeH Ja pa3no3HaBa U Ja ce CBbp3Ba ¢ onpeaeicHu oentbim B opranuzma. EVENITY ce
MIPUKpETBa KbM OENTHK, HapeueH CKIEPOCTHH. Upe3 MpUKpenBaHeTO KbM CKIEPOCTHHA U OJOKHpaHe
Ha aeiictBueto my, EVENITY:

. rmomMara 3a o0pa3yBaHETO Ha HOBA KOCT U
. 3a0aBs 3ary0aTa Ha ChIIECTBYBAIa KOCT.

Toga IIpaBU KOCTUTC ITO-3IpaBU U MMOHU)KABA pHUCKa OT (bpaKTypI/I
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2. KakBo TpsioBa 1a 3HaeTe, npeau aa uznoassare EVENITY

He m3noassaiite EVENITY, ako

. CT€e aJIeprHYHN KbM POMOCO3yMal MIIM HAKOS OT OCTaHAJINTE ChCTABKK Ha TOBA JIEKAPCTBO
(u30poeHH B TOUKa 6);

° “MaTe HUCKH HUBA HA KATIIMH B KPBBTA (XUMOKaIIMeMus ). Barmsat nekap me Bu kaxe, ako
HHUBATa BI/I ca HpeKaneHo HHUCKH,

. nMaTe aHaMHe3a 3a ChpACUYCH HHMAPKT WIIH UHCYIIT.

He u3nonzpaiite EVENITY, ako HAKOe OT ropemnocoueHure ce oTHacs 3a Bac. Ako He cTe curypHu,
roBopete ¢ Baius nekap wiu papmarieBT npeau Aa uznon3sare EVENITY,

IMpexynpe:xxkaeHus U npeanasHu MepKH
I'oBopere ¢ Bamus nekap wiu gpapmaneBT u 00chaeTe Bamrara MmenuiimHCKa aHaMHe3a, TIPed 1a
n3noiassare EVENITY.

Copreder nHGAPKT U HHCYAT

[Ipu xopa, kouro nomyuBar EVENITY, uma cro0mienus 3a chpaedeH HHPAPKT U HHCYIIT.

IMoTbpceTe He320aBHO MeTUIIMHCKA TOMOIIL, aKO MOJTYYHTE!

. 0oJKa B TBPIUTE, 3a0YX;

. rI1aBo0oJIHe, CKOBAHOCT MM ClIa00CT Ha JIMIIETO, PhIETE WK KpaKaTa, 3aTpyTHEH TOBOD,
ITPOMEHU B 3PEHUETO, 3ary0a Ha paBHOBECHE.

BamusT iexkap BHUMATEHO I1I€ OLIEHU PUCKa OT ChbPACYHOCHI0BU IpodIeMu, peau 1a Bu HazHaun
neuenne ¢ EVENITY. Kaxere Ha Bamus nekap, ako Bu e n3BecTHO, 4e UMaTe MOBUIIICH PUCK OT
ChPJICYHOCHIOBH MTPOOJIEMH KAaTO YCTAHOBEHO CHPICYHOCHIOBO 3a00JIsIBaHE, BUCOKO KPBBHO
HaJsiraHe, BUCOKM HUBA Ha Ma3HUHU B KPbBTA, 1Ua0eT, TIOTIOHOMYIICHE WM MPOo0JieMHu ¢ ObOperuTe.

Hucku HMBa Ha KadIuil B KpbBTa

EVENITY Moske a mpruauHY HUCKHM HUBA HA KUK B KPBHBTA.

I'oBopete ¢ Bamus Jiekap, ako 3abenexuTe:

. CrHa3Mu, MOTPENBaHMUS WU KPaMITH Ha MyCKYJTUTE

. M3TPBIIBAHE WM MPaByYKaHEe B IPBCTUTE HA PBIETE U KpaKaTa, WIIM OKOJIO yCTaTa.

Bammwsr nexap moxe aa Bu npennuine kanwmii 1 ButamuH D, 32 1a TOMOTHE 3a MpeioTBpaTsBaHe Ha
HUCKH HUBA Ha KaJIIIUI B KPHBTA, MIPE/IH Ja 3arloyHeTe Bamero neueHne u JoKaTo npuemare
EVENITY. Bzemaiire xanuii u Butamus D criopen npeanucanueTo Ha Bamms nekap.

Kaxere na Bamms nekap, ako ©MaTe WM aKo HSAKOTa CTe HMaJld TeXKH Mpodiemu ¢ Ob0penure,
OBOpedHa HEAOCTATHYHOCT WIIM CTE€ UMAJIM HYX/Ia OT TUalii3a, 3alI0TO TOBA MOJKE JIa MIOBHIITH PHCKa
Jla UMaTe HUCKY HUBA Ha KUK B KPBBTA, aKO HE B3eMaTe JOOABKH C KaJIIHH.

Cepro3HY aJepruIHH PEaKIIUU
Xopara, kouto m3nomBaT EVENITY, morat xa monydat ceprnosnu aneprudan peaknun. IlloTbpcete
He3a0aBHO MEIMIIMHCKA MOMOIII, aKO TOIY4HTE:

. MOyBaHE Ha JINIIETO, yCTaTa, I'bPJIOTO, PBIETE, CThIIANATA, TTIC3CHHUTE, JIOJIHATA YacT Ha
KpakaTa (aHTHOEIIEM) WIIH yPTUKAPHSI,

. OCTBP KOXKEH 00PUB, M3pa3sABalll C¢ B MHOXKECTBO KPBIJIH YSPBEHHU/PO30BH METHA C MEXYPHU HITH
KOpHYKa B IICHTHpa (epuremMa Mytudhopme);

. 3aTpyHEHO TPETITBIIAHE WIH JUTIAHE.

[Ipobaemu c ycraTa, 350UTE WIK YETIOCTTa

[Tpu narmuenTn, npuemantu EVENITY, psako ce cho0maBa HexxenaHa peakius, HapeueHa
ocreoHekposa Ha yentoctta (OHY) (yBpexxaane Ha denmrocTHaTa KOCT) (MoXe Ja 3acerHe o 1 ot

1 000 mymrm). OHY moxe aa Bb3HUKHE CHIIO Clie/ CIIMPaHe Ha JIedeHneTo. BaxkHo e 1a ce HampaBu
OTINT 3a MPEIOTBpaTsIBaHe Ha pasputreTo HAa OHY, 3amoro Moxke 1a 0b1e 6071e3HEHO ChCTOSHUE,
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KOETO J1a ce JieKyBa TpyaHo. C 1ie HaMallsiBaHe Ha pucka ot pazsutue Ha OHY, TpsOBa ma B3emeTe
HSKOU NPEIIa3Hu MEPKH.
[Ipenu na monyuure EVENITY, kaxxete Ha Bammus nekap nin Ha Bammara mequuuHcKa cectpa, ako:

. “Mate Mpo0JIeMH C ycTaTa WK 350HTE, KaTo JIOMIO ChCTOSTHUE Ha 350uTe, 3a00sIBaHe HA
BEHIIUTE WM IJIAHUPAHO W3BAXKIAHE HA 360;

. HE TI0JTy4YaBaTe PeIOBHYU TPUXKH 32 3bOUTE WM HE CT€ UMM CTOMATOJIOTUYEH TpEeriie]] OT
IIBJITO BPEME;

. mymuTe (Thil KaTO TOBA MOXeE J1a TIOBUIIIH PUCKA OT MPOOJIEMHU ChC 350UTE);

Mper ToBa cTe OWiM JieKyBaHu ¢ OucdocdoHar (M3MMoNI3BaH 3a JieueHHe UK MPEJIOTBPATABAHE
Ha HapyIIeHUS Ha KOCTHTE, KATO OCTEOI0po3a);

. B3eMaTe JIEKapCTBa, HAPEUCHN KOPTHKOCTEPOUIN (KaTo MPEHU30JIOH WIN JIEKCAMETa30H);
“MaTe pax.

BamusaT nexap Moxke Ja rmorcka na Bu Objie HanpaBeH CTOMATOJIOTHYEH Iperiie MPeIy 3alouBaHe Ha
neuenne ¢ EVENITY.

[To Bpeme Ha neueHneTo TPsAOBA N1a MOAABPKaTe 10o0pa yCTHA XUTHeHa U 1a Bu ObaaT npaBeHH
PYTHHHHU CTOMATOJIOIMYHH ITperjiead. AKO HOCUTE 3b0OHHU MPOTE3H, TPIOBa aa ce yBepure, ue Bu
npuisiraT Joope. AKO CTe MOJUIOKEHH Ha JieueHHe Ha 350MTe WK NpejicTon 1a Bu Ob/ie HampaBeHa
JICHTAJTHA omepalus (Hamp. U3BaXxIaHus Ha 360), yBegoMeTe Bamus nekap 3a ICHTaTHOTO JICUESHUE U
Ka)keTe Ha 3p00JeKaps cu, ue ce jgexyBate ¢ EVENITY.

CB’Lp)KeTe ce HezabaBHO ¢ Bamms JICKap u 31;60J1e1<ap, aKO uMarte HpO6J'ICMI/I C yCTaTta uin 3’L6I/IT6,
Karto:

° Pa3KIaTCHU 3’[)61/1;

L4 OoJKa Uau MOoAYyBAHE,

L paHu B yCTaTa, KOUTO HE 3a3/IpaBsABaT,
[ ]

OTACIIAHC Ha CCKPCT.

Heobuuaitnu ¢paktypu Ha GeipeHaTa KOCT

Xoparta, xouto ca uznonzsanu EVENITY, psaxo pa3suBat HeoOnvaitHu (hpakTyp Ha OeapeHa KocT,
MOJYYSHH TIPH MajKa TpaBMa WiH 0e3 TpaBMa. Te3u BHIOBE (PpaKkTypH 4ecTo ce MpeIIecTBaT OT
NpeaynpeAUTEHU 3HaU — 00JIKa B OEAPOTO MU CIa0MHNTE HAKOJIKO CEMHLM MPEIH [a Ce MOIydr
¢pakrypata. He e m3BectHo nanu npuemaneto Ha EVENITY e npuuunara 3a Te3n HeoOn4aitHU
dpaxtypu. Kaxxere Ha Bamms niexap wim dapmareBT, ako MaTe HOBU WM HEOOMYaliHU OOJIKHU B
XBJI0OIUTE, CITA0UHUTE WK Oenpara.

Jleua u roHOIIMN
VYnorpebara Ha poMoco3yMal He € IpoydeHa IpH Jiella U I0HOIIN, U yrnoTpedara My He € pa3pelieHa
NPy NeJUaTpUYHY NalueHTH (Ha Bb3pacT <18 ronunm).

Apyru nexapcrBa u EVENITY
WNundopmupaiite Bamms nekap nin ¢papManeBT, ako IprueMaTe, HAaCKOpO CTe MPUEMaId Wi €
BB3MOXKHO J1a IPUEMATe IPyTH JEKapcTBa.

BpeMeHHOCT 1 KbpMeHe

EVENITY e npegna3HaueH camo 3a JieYeHHE Ha KEHU CIIeI MEHOIIay3a.

EVENITY ne Tpsi0Ba 11a ce M3M0JI3Ba MPH JKEHU C JSTEPOJICH MOTSHIIMA HJTH 110 BpeMe Ha
OopemenHocT 1 kbpMeHe. He e m3BectHo manu EVENITY Moske a yBpeau rioia i KbpMavero.
Cebpikere ce ¢ Bammst nexap, ako IMaTe HSIKaKBU BBIIPOCH.

lodupane u padoTa ¢ MAIIUHU

Ouaksa ce EVENITY na HsiMa nnm ja iMa MHOTO MaJIKO BIIFSTHHE BBPXY CIIOCOOHOCTTA 32 IoupaHe
1 paboTa C MaIIvHU.
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EVENITY cbabp:xa HaTpuii 1 noaucopoéar 20

Tosa nekapctBo chappika 0,07 mg momucopdar 20 BB BesiKa MPEIBAPUTEIHO HAITBJIHCHA MTHCAJIKA.
IMonucopbaTuTe MOXKE Ja MPEAU3BUKAT alepruuHu peaknnu. CrobieTe Ha Barvs ekap, ako umare
HSKaKBHM U3BECTHH aJICPTHH.

ToBa J1IeKapcTBO ChIbprka mo-Majiako or 1 mmol Harpuii (23 mQ) Ha m103a, T.e. MOXe Ja ce Kaxe, e
MPaKTHYECKH HE ChIbprKa HATPHHA.

3. Kak na uznonssare EVENITY

Jleuennero ¢ EVENITY mie 0b11e 3anmouHaTo ¥ HaOIIIO/IJaBaHO OT JIEKAPU CHEIHATINCTH C OUT B
JICYCHHUETO Ha OCTeoIopo3a. BuHaru u3non3saiTe ToBa JICKapcTBO TOYHO KakTo Bu e ka3zan Bamusr
JieKkap. AKO He CTe CHTYpHH B HEIIO, MonuTaiTe Bamms nexap.

NuxexiusaTa TpsaOBa 1a ce OCTaBsl caMO OT MOJIXOMASI0 00YYESHO JUIIE.

Kouiko 1a n3nosn3sare

. [penoppuanara no3a EVENITY e 210 mg.

. Twit KaTo eHA MPeABAPUTEIHO HATBJIHEHA MHECAIKa Chabpika 105 My OT akTHBHOTO BEIIECTBO
pomoco3ymab B 1,17 ml pasreop (90 mg/ml), TpsioBa aa ce u3mona3Bar 2 npeIBapUTEIHO
HAITBJIHCHH HCAJIKH 3a BCsIKa 103a. BTopara nrkekius TpsaoBa qa 0be IpHIoKeHa
HEMOCPE/ICTBEHO ClIe]] TbPBATa, HO Ha PA3IMYHO MSICTO Ha HH)KCKTHPAHE.

o I[TpaBeTe TOBa BEIHBK MECEYHO B IPOIBIDKCHIE Ha 12 Mecena.

Hauywnn Ha npuiarane

. EVENITY Tps0Ba na ce mHXeKTHpa O] KoXKaTa (IOJKOKHA HHXKEKIIHS).

. EVENITY Tps0Ba 1a ce nmxekTrpa B o0acTTa Ha Kopema uiu OeapoTo. BeHiiHaTa ctpaHa Ha
ropHaTa 4acT Ha pbKaTa ChIIO0 MOXeE JIa C€ M3II0JI3Ba KaTO MACTO HAa MH)KEKTHPAHe, HO CaMo aKo
HSIKOM Apyr Bu nmocrass nmkekuusTa.

° AKo ce MIaHupa J1a ObJie U3M0JI3BaHa ChIllaTa 00JIaCT Ha MH)KEKTHPAHE 3a BTOpaTa MHKEKITUS,
TpsOBa J1a ce U3IONI3Ba PA3IMYHO MSCTO Ha HHXKEKTUPAHE.
° EVENITY ne Tpsi6Ba 1a ce MHXEKTHpa B 00JIACTH, B KOUTO KOXKaTa € 0oJie3HeHa, HACHHEHA,

3a4CpBCHA WM BTBBPACHA.

BaxxHo e 1a mpoderere Yka3anusTa 3a ynorpeda oTHOCHO moApoOHa HH(pOpManus Kak Ja
M3MO0J3BaTe MpeABapuTeNHo HambaHeHaTa mucanka EVENITY.

[Nonmraiite Bamus JICKap Ui (I)apMaueBT, AdKO UMAaTe JOMbJIHUTCIHU BBIIPOCHU OTHOCHO
H3MO0JI3BAHCTO HA TOBA JICKAPCTBO.

AKO cTe N3I0JI3BAJIM NoBeye oT HeooOxoaqumara g03a EVENITY
CBwpikeTe ce ¢ Bamus nekap v apmanesT, ako Mo HOTpEIka CTe H3MOI3BaU TOBEYE OT
HeoOxoaumara no3a EVENITY.,

AKO cTe MPONMYCHAJIM 1a U3MO0JI3BaTe WK He MokeTe 1a mpuiioxute EVENITY no odunuaiinoro
3a Bac Bpeme

Axo niporrycHete enana mo3a EVENITY, cespkere ¢ Bamms gexkap MakcuMamHO Obp30 32 HACpOUBAHE
Ha yac 3a mpuiarane Ha apyra gosa. Cien ToBa cieBaiaTa 103a He TpsOBa Ja ce mpujara mpeau
W3TUYAHETO HA €OUH Mecell OT JlaTaTa Ha MOocleAHaTa 103a.

Axo cte cnpesau npuema Ha EVENITY
Axko oomucisate na cipere geuenunero ¢ EVENITY, monsi, o6cbaere ToBa ¢ Bamms nexap. Bammsit

nekap e Bu mochBeTBa Konko Bpeme TpsiOBa ga Obaere nexkyBanu ¢ EVENITY.

AKO MMaTe HKAKBHU JOIBIHUTEIIHH BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBa JIEKAPCTBO, IOMHUTANTE
Bamms nekap nnu gapmanesT.
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OO6cpaere ¢ Bamms nekap HEOOX0IUMOCTTa OT MPEMHUHABAHE KbM JIPYTO JICYCHHE 32 OCTEOTIOPO3a
cien 3aBbpiiBaHe Ha Bamero nedaenne ¢ EVENITY.

4, BBb3MOKHU HesKeJIaHU Pe€aKkuuu

KakTro Bcnuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a NTPCAN3BHUKA HCKCIIAHNU PCAKIIUH, BBIIPECKU Y€ HC
BCCKU I'1 ITIOJIy4daBa.

IoTbpcere He32a0aBHO MeIUIIMHCKA MOMOIL, aKO MOJTYYHUTE HAKOH OT CIICAHUTE Bb3MOXKHH

CHMIITOMH Ha ChpeyeH HH(APKT Wik HHCYIT (HeuecTH: Moxe aa 3acerHat a0 1 a 100 xymm):

. 0oJKa B TBpINTE, 381yX;

. r71aBo0OJIMEe, CKOBAHOCT WM cl1aboCT B IULIETO, PhIIETE MK KpakaTta Bu, 3aTpyaHeH roBop,
MPOMEHH B 3pEHUETO, 3ary0a Ha paBHOBECHE.

IMoTbpcere He3a0aBHO METUIMHCKA MOMOIII, aKO TTOJYYHTE CIICAHUTE CUMIITOMH Ha CePHO3HA
ajepruyna peaxuusi (peaxu: Moxe na 3acersat 10 1 va 1 000 mym):

. MoyBaHe Ha JIMIETO, yCTaTa, IbPJIOTO, PhLETE, CThIIajaTa, [JIe3eHUTE, TOJTHATa YacT Ha
KpakaTa (aHTHOEIIEM) WIIH yPTHUKApPHSI,

J OCTBp KOKEH 00pHB, M3pa3sBalll c€ B MHOXKECTBO KPBIVIM YSPBEHN/PO30BH MIETHA C MEXYPH HIIH
KOpHYKa B IEHTHpa (epuremMa MyiITudopme);

. 3aTpyAHEHO TPETTbIIaHe WIH AULIAHE.

Kaxere Ha Bamms nekap, ako 3a0enexnTe CleTHUTE CHMITOMH Ha HUCKH HUBA HA KA B KPbBTa
(xumokanuuemusi) (HedecTu: Moxe aa 3acerHat a0 1 Ha 100 gymm):

o CTIa3MH, TIOTPETIBAHMS MJIH KPAaMITH Ha MYCKYJIUTE

o M3TPBIIBAHE WJIM MpaBy4KaHE B IPBCTUTE HAa PBIETE U KpaKaTa MM OKOJIO YCTaTa.

Bwxkte chino Touka 2 ,,KakBo TpsiOBa na 3HaeTe npenu aa uinonzeare EVENITY”,
Jpyrute HexxeIaHU peaKIiy BKIIOYBAT:

MHoro YecTH He:KeJIaHU peakuu (Moxe Jia 3acernat noseue ot 1 Ha 10 aymm):
. IIPOCTY 113,
. OoJKa B CTaBHTE.

YecTu HexeTaHH peakiuuu (Moxe a 3acersar 1o 1 Ha 10 gymm):

00puB, Bb3MAJICHUE HA KOXKATA;

r1aBo0OJIHE;

Bb3MaJICHHE Ha CHHYCHTE,

OoJka BB Bpara;

MYCKYJIHU CIIa3MH;

3avyepBsBaHEe MM OOJIKA OKOJIO MSACTOTO Ha MpHJIaraHe Ha MHKEKIHATA.

HeuecTu He:keanu peakunu (Moxe na 3acerHat o 1 va 100 qymm):
. o0puB (ypTUKapHS);
. nep/e Ha OKOTO.

Chol0maBaHe Ha HeJKeJAHH pPeaKINu

AKo ToITyYnTe HAKAKBY HEXKENIAaHU JICKAPCTBEHN PEaKLiy, yBeroMeTe Bamms iexap uin papmarenr.
ToBa BKJIIOYBa BCHYKH B3MOXHH HEOMMCAHH B Ta3M JIMCTOBKA HEXKEJIaHU peakunu. Moxere ChIIo aa
CHOOIIHUTE 32 HEXKETIAHN PEAaKIMK AUPEKTHO Ype3 HallMOHAIHATa CHCTeMa 3a ChoOIaBaHe, Moco4YeHa B
[punoxenue V. Karo cpobuiaBare HexenaHu peakyuK, MOXKETE J1a JaJAeTe CBOsI IPUHOC 32
NoJly4aBaHe Ha oBede HH(OpMaLKs OTHOCHO 6€301acHOCTTa Ha TOBa JIEKAPCTBO.

46



5. Kak na cexpansiate EVENITY
Jla ce chxpaHsBa Ha MCTO, HEJOCTHITHO 3a JIela.

He m3mon3Baiite ToBa JIEKapCTBO CiIea CpoKa Ha TOJHOCT, OTOCISI3aH BbPXY €THKETa U KapTOHeHaTa
omakoBKa cien ,,l'omer m0:“. CpoKbsT Ha TOAHOCT OTTOBApPS HA IMOCIICIHUS JICH OT ITOCOUYEHHUS MECEII.

Ia ce cexpansBa B xnmaquwiauk (2 °C — 8 °C). Jla He ce 3ampa3ssBa.

Crnen kaTo M3BaIUTE OT XJIAJMITHIKA OTIAKOBKATA, ChIbPIKAIlla IPEIBAPUTEIIHO HAITBIHEHHTE
MIMCAJIKH, 32 J1a TH U3M0JI3BaTe, He TPsiOBa Ja 5 mocTaBsTe 00paTHO B XJIaIMIIHUKA, a A 51 ChXPaHsIBaTe
Ha craiiHa Temmneparypa (1o 25 °C) 3a nepron 10 30 qHU. AKO He Ce U3IM0J3Ba B PAMKHUTE Ha TO3U
MepUOJI, TPOAYKTHT TPsOBa J1a ce U3XBHPIIH.

C"bXpaHSIBaﬁTC NpEeABAPUTCIIHO HAITBJIHCHATA TMCAJIKa B KAPTOHCHATA OIIAKOBKA, 3a 1a CC MPCAIa3n OT
CBCTJIMHA.

[IpoBepete Bu3yanHo pasrBopa. He ro usnonssaiite, ako pa3TBOPHT € C IPOMEHEH 1IBAT, MbTCH WU
ChJIbp>Ka YaCTHUIIH.

He I/I3XB’BpJ'I$II\/’IT€ JICKApCTBATAa B KaHAJIM3aluATa WU B KOHTeﬁHepa 3a JOMAIlIHH OTIIaaAbIIn.
[lonmraiite Bamus (bapMaueBT KakK 1a U3XBBPJIATE JICKAPCTBAaTa, KOUTO BEYC HC U3IIOJI3BATC. Te3n
MCPKU 1IC CIIOMOIrHAaT 3a OIa3BaHC Ha OKOJIHATa cpeaa.

6. CLumea}me Ha OIIAaKOBKATa U JOIIbJHHUTECJIHA l/IH(l)OpMaIll/Iﬂ

Kakso coabp:xka EVENITY

- AKTHUBHOTO BEIIECTBO € poMoco3ymad. Besika mpeaBapuTeIHO HaTbJIHEHA MHUCANIKA ChIbPiKa
105 mg pomocosyma6 B 1,17 ml pazreop (90 mg/ml).

- Jpyrute cbCcTaBKM ca KaJILUEB alleTaT, JeJeHa OLETHA KUCEINHA, HATPUEB XUIPOKCHUT (3a
kopekius Ha PH), 3axapo3a, momucopbar 20 u Boja 3a uHkekiuu. Bikre Touka 2 ,,EVENITY
ChIIbpKa HATPHA U onucopoar 20,

Kaxk m3rae:xxga EVENITY u kakBo cbIbp:ka onakoBKarTa

EVENITY e OucTbp 10 OnanecueHTeH, Oe3I[BETCH 0 CBETIIOKBIIT HHKEKIIMOHEH Pa3TBOP, KOWTO ce
mpejjiara B mpeABapuTeIIHO HAIIbJIHEHA MHCANKa 3a eqHOKpaTHa yrnorpeba. CripuHIIOBKaTa B
MUcalikaTa € HalpaBeHa OT IIacTMaca, ¢ UTjia OT HephKJaeMa CTOMaHa.

OnakoBKa 1o 2 IpeBApUTEIHO HAITBTHEHU MTHUCAITKH.
['pynoBa onakoBka, chabpikaiia 6 (3 OmakoBKH 10 2) MPEABAPUTEIHO HAITbIHEHN MUCAIIKH.
He Bcruky BUAOBE ONAKOBKM MOTrar J1a ObAaT MMyCHATH Ha Ia3apa.

IIpuTte:kaTes Ha pa3pelIeHHETO 32 yIOTpeda
UCB Pharma S.A.,

Allée de la Recherche 60,

B-1070 Bruxelles, bearus

IIpousBoaure
Amgen Europe B.V., Minervum 7061, 4817 ZK Breda, Hunepnanmust

3a gombaHUTENHA HHPOPMAIIKS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C MECTHHUS
MpeJCTaBUTEN Ha TIPUTEXKATEIS Ha pa3pelieHreTo 3a ynorpeoa.

Belgié/Belgique/Belgien Lietuva
UCB Pharma SA/NV UCB Pharma Oy Finland
Tél/Tel: + 32/ (0)2 559 92 00 Tel: + 358 9 2514 4221
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bbarapus
10 CU BU bearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf: +45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

E\rada
UCB AE.
TnA: +30/2109974000

Espafa
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tél: +33/(0)1 47294435

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
UCB Nordic A/S
Simi: + 45/ 32 46 24 00

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: +357 22 056300

Latvija
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Somija)
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Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/Tel: + 32/ (0)2 559 92 00

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356/ 21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: + 31/ (0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 47/ 67 16 5880

Osterreich
UCB Pharma GmbH
Tel: + 43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z o.0.
Tel: + 48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: + 351 /21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika

UCB s.1.0., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: + 358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 40 29 49 00



JaTa Ha mocjeaHo mpepasriexaaHe Ha guctokata MM/I'TTT.
JApyru n3rouHuny Ha MHpopManms

[Toapo6Ha mHGOpPMAITHS 32 TOBA JICKAPCTBO € IIPeIoCcTaBeHa Ha yeOcaiita Ha EBpomeiickaTa areHIus
o JiekapcTBata: http://www.ema.europa.eu.

Mouas, o0bpHeTe 32 YKa3zaHus 3a ynorpeoa.

YKA3AHUA 3A YIIOTPEBA 3A UHXKEKIIUATA EVENITY YPE3 IIPEJIBAPUTEJHO
HAITBbJIHEHA ITUCAJIKA

I/IH?KeKTHpaﬁTe ABE MPEeABAPUTEC/THO HATBJIHECHHA IMUCAJTKHA HEMMOCPEACTBEHO €AHA CJI€I Apyra 3a
moJsiyyaBaHe Ha ITbJIHA 103

=1 no3a

Crnennute yka3zaHus 0OSCHABAT Kak Jla M3MOI3BATE IPEABAPUTEITHO HAITBJIHEHATA MTHCAJIKA 32
nmxkekTupane Ha EVENITY.

. MouJsi, npodeTeTe Te3W YKa3aHUS BHUMATEJIHO U T'M cJIe[BaliTe CTHIKA MO CTHIKA.

. Mozst, cCBBpIKETE ce ¢ JieKap mwin (apMalieBT, aKo IMaTe BBIPOCH MU HE CE UyBCTBATE CUTYPHU
3a IpoueaypaTa 1o HHXEKTUPAHE.

. BaxHo e na ce yBepuTe, Ue MHXXEKIUATA Ce MPUiIara OT MOIXOAALI0 00y4EHO JIHLE.

. [IpeaBaputenHo HambJIHEHATa NUCAJIKA € HAPEUECHA CBIIO “JIEKapCTBOTO .
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PLKOBO[[CTBO 3a YaCTUTE: NPCABAPUTEC/IHO HATBJHECHA MU CAJIKA

Hpe[m HU3I0JI3BAHE Cunen n3noJji3BaHe
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JlaTa Ha m3THYaHEe HA
CpOKa Ha TOAHOCT

Jata Ha u3ruyane
Ha CpoKa Ha TOJHOCT

XKbnTo nmpo3opue

IIpozopue
(3aBBpIIICHA MHKEKITHSI)

JlekapcTBO

bsna kamauka, XKbaT npennazuren

MOCTaBEHA
bsna kamauka,
OTCTpaHEHA
CTOTI IIpouereTe TOBa Mpeau HHKEKTHPAHE HA
JIEKapCTBOTO.

Bamust MeTUIIMHCKH CIICIMATIMCT € TIPEANUcalt 103a
ot 210 mg Bceku Mecelr: 3a 1a mosryuure Bamara
IbJTHA /1032, IBETE NPEIBAPUTETHO HATBJIHEHH
mucajaku ot 105 mg TpadBa 1a 0bAAT
HHKEKTHPAHM HEMOCPEeICTBEHO eIHA CJIe/ ApPYra.
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Crbnka 1: Iloaroroska

L BzemeTte oT XmagmiHUKa OIlaKOBKaTa, CbAbpiKalla ABETC MPEABAPUTCIIHO HAITBJIHCHA
IMHUCAJIKH.
L Bammre MpeABAPUTCIIHO HAITBJIHCHU MUCAJIKN TpH6Ba Ja 6’BZ[8.T OCTaBCHH U3BBH

XITaJWIHKKA, 3a Ja JOCTUTHAT cTaiiHa Temmeparypa (o 25°C), Haii-Manko B
npoabJkenne Ha 30 MUHYTH TIPEIH HHXKEKTUPaHE (HE T 3aTOIUISIATE 10 HUKAKBB JAPYT
HauuH). ToBa 1ie HamManu AUCKOM(OPTa OT UHIKEKIUATA.

o OTBOpeTe OITaKOBKaTa U MpPUroTBETEC BCUYKU MaT€puaini, KOUTO Ca Bu HCO6XOZII/IMI/I 3a
WHXKEKLUATa (KakTo € nocoyeHo B Crbnka b)

o Wzmuiite modpe pbhrere cu.

. W3Bazere npenBapuTeTHO HAITBJIIHEHUTE MMUCATIKK OT OIIaKOBKaTa 0e3 J1a orbBaTe — He
OTCTpaHSIBaI\/'ITe OIIe 6eJ'II/ITe Karma4yku OT NpEABapUTCIIHO HAITBJIHCHUTE ITUCAJIKH.

. He pazkitamaiite npeBapuTeIHO HAITBJIHEHUTE TUCAJIKH.

[IpoBepete nekapcTBOTO Ipe3 mpo3opueTo. To TpsdBa ga 6b1ae OUCTHP 10 OMAJIECIICHTEH,
Oe3IBETEeH 10 OJICAOXKBIT Pa3TBOP.
- He usnon3Baiite nmpeaBapuTeIHO HAITBTHEHNUTE MHCAJTKH, aKO Pa3TBOPHT € C MPOMEHEH
LBAT, MbTCH WJIX CbAbpPiKa JIFOCIN WM YaCTUIU.
- Moxe na BUauTe Bb3AyIIHU MeXypuera. THKEeKTUPAHETO Ha pa3TBOP, ChIIbPrKal]
BB3YITHU MEXypUeTa, MOAKOXKHO (TI07] KoXaTa) € 0€30MacHo.
. He m3non3BaiiTe mpeaBaprTEIIHO HAITBIIHEHUTE MMHCAIIKH, aKO:
- caMajHalii Ha 3eMsITa;
- OsyaTa Kammayka JIMIICBA WU HE € 37JpaBO MPUKPEIICHA;
-  3amevyaTBaHEeTO JIMTICBA WIIH € CYYIIEHO, MIIM aKO HAKOS JPYyra YacT U3TJekKIa CITyKaHa
WJIM CUYTICHA.
B Tak®B citydait u3moi3BaiTe HOBA MHUCANIKA U CE CBBPIKETE BH3MOXKHO Hal-0bp30 ¢ Bamms
JeKap.

Bopxy gucra, 1o6pe ocBeTeHa pabOTHA MOBHPXHOCT, ITOCTABETE:
o JBe MPE/IBAPUTEITHO HAITBIIHEHN
MTUCAITKI

JIBa TAMIIOHA, HATIOCHU ChC CITUPT
JIBa TTAMYYHH TaMIIOHA WIIA MapiH
JIBE JICTICHKU

CrieIalieH KOHTeHHep 3a U3XBBPIISTHE

[MonroTBere U MOYKCTETE KOXKATA, KBJICTO IIe HHKEKTUPATE JIeKapcTBOTO. MoxeTe j1a usdepere:
. Oenpara;

e  00nacTra Ha KOpeMa, HO HE y4acThKa OT 5 CM OKOJIO B crpara Ha ropHata Hact

H’LHa; Ha pbKaTa
e  BBLHIIHATA CTPAHA HA TOPHATA YACT HAa PbKaTa (aKo
HAKOM JIPYT MOCTABs MHKEKLUATA). Obact na xopema
Benpo

° Broparta urkekIus TpsOBa a ce MPIIOKH Ha Pa3InIHO MSACTO OT M3MOJI3BAHOTO 32
II'bpBaTa HHXKEKIM. AKO MCKATe J1a N3I0JI3BATE ChIOTO MICTO Ha HHKEKTHpaHE, yBepeTe
ce, ue He ¢ a0COJIIOTHO ChIllaTa TOYKA HAa HH)KEKTHPAHE.

. He umxektupaiite B 001acTH, KBJIETO KOXKaTa ¢ 00Jie3HEHA, HACHHEHA, 3aYepBEHa,
BTBBP/ICHA, NMa OeJie3n WK CTPUH, WK UMa HaJUrHATH yAcOeIeHH, 3a4ePBCHU HITH
JIFOCTIECTH YYACTBIIM WA YBPCIKTAHHSL.
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. [Toumcrere o6acTTa, KBACTO 1€ HHXKEKTHPATE, C TAMITOH, HAIOSH ChC cupT. OcTaBeTe
KO>KaTa Ja U3CHhXHE MPEIU UHKCKIUATA.

e He mokocpaiiTe OTHOBO Ta3u 001aCT MPEAN HHXKECKTHPAHE.

Crtpnka 2: I'oToBHOCT

e  U3nmwpmaiiTe OsnaTa Karmayka HETMOCPEJICTBEHO MPEIN WHXCKTHPaHE.
e  Cren oTCTpaHsBaHE Ha KalavkaTa, MHKEKIUATA TPAOBa J1a ObJe MPIIOKEHA 10 5 MUHYTH.
He e Heobxonnmo ma Obp3aTe ¢ HEKEKITHATA — 5 MHHYTH ca IOCTAaThUYHO BpPEME.

. He u3BuBaiiTe u He nmpersBaiiTe OsaTa Karnayka.

. UzxBbpreTe OsaTa Kanavka B CIICIIMATHUS KOHTEHHED 3a U3XBBPIISIHE Ha OTHanbIm. He
MOCTaBsSHTE OOpAaTHO OsTaTa Karavka Ha PeBAPUTEIHO HAIThIHEHATA MHCANKA.

. Makap u 1a He ce BUXK/Ia, BBPXbT Ha UTJlaTa cera € oTKpuT. He ce onurtBaiiTe ga JoKkocBarte

urijara, 3aloTo TOBa 01 MOTJIO Ja aKTUBUPA IIPECABAPUTCIIHO HAITBJIHCHATA TN CAJIKA.
HOpMaHHO € 1a BUAWUTC Kallka TCUHOCT HAa BbpXa Ha UIrjiaTa (B KBITUA HpCI[Ha3I/IT€J'I)

WsnpHeTe nian 3aXxBaHETe KOXaTa Ha MACTOTO HAa MHKCKTUPaHE 3a MOTyYaBaHe Ha CTa0MITHA
MTOBBPXHOCT.

MeTtox Ha H3TBBAHE
° M3npHETE cTaOMITHO KOXKaTa Upe3 ABHKCHHUE Ha Iajielia M OCTaHAINTE MPHCTH B
MIPOTUBOIIOJIOKHH TIOCOKH 3a MOJTyYaBaHe Ha YYacThK, IMUPOK OKOJIO 5 cm.
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nJjin
MeTtoa Ha 3axXBaniaHe

3axBaHeTe KOXaTa 3/[paBO MEXK/Ty Majena U OCTaHAIUTE MPBCTHU 3a 00pa3yBaHe HA yYaCThK,
IITUPOK OKOJI0 5 CM.

Baxwno: Hp’L)KTe KOXaTa U3l'bHaTa WM 3aXBaHATa 10 BPEME Ha MHKCKTHUPAHCTO.

Crbnka 3: UnKeKTHpaHE

Baxno: IIpenBaputenHo HambTHEHATa TIHCAIKa He TPsIOBa Ja ce MPUTUCKA HAIOMy TIpenn
TOTOBHOCT 32 ACHCTBUTEIIHO NOCTABSIHE HA MHXKEKIIHUATA.

Koxara TpsiOBa ia ce IbpKU M3MTbHATA WK 3axBaHaTta. C pyrara pbKa KbITHST
Mpea3uTeN Ha MpeABApUTENTHO HAThJIHEHATA MTUCANIKA TPIOBa J1a Ce PUTHCHE HAI0Iy

BBPXY IPEABAPUTEIHO MOYUCTEHATa 00JIacT OT KoXkarta (MSCTO Ha MHKEKTHPAHE) O] bI'bJl
ot 90° rpanyca.

Kobar npeaAnasuTei

[IpenBapuTenHo HabJIHEHATA HCATKA TPAOBa 1a ObJie MPUTHCHATA IUTPTHO BHPXY KOXKATa,
JIOKaTO MpecTaHe Aa ce ABUKU >KBATUAT Npeanazuren. MHxeknusTa e 3ano4He, Korato
YyyeTe WM YCeTUTE HIpaKBaHe.

IpoabikeTe 1a NPUTHCKATE KbM KoKaTa. MHXEKIIUATa MOXKE J]a OTHEME OKOJIO
15 cexynam.

[Ipu 3aBbpIIBaHE HAa MHXKEKITUATA, TPO30PUETO 32 HAOIIOACHNE 1€ CTaHE U3ISII0 KBITO U
MO’K€ CBIIO J]a YyeTe WIN 1a YCETUTE BTOPO IIPaKBaHE

HaTucHere Hago1y
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15 cexynamu

wem

[Tpo3op4eTo cTaBa U3IIIO KBITO
MIPY 3aBBPIIBAHE HA WHKCKIIHATA.

o Wznon3BaHara npeBapuTEIIHO HAITBIHEHA MTUCATIKa cera MOXe Jia ObJie OTCTpaHEeHA
Ype3 BHUMATEITHOTO U OT/ENITHE OT KOXKaTa.
o Basxno: Koraro orcTpanuTte npeBapuTeIHO HAIThJIHEHATA ITUCAITKA, KO MPO30PUETO HE

€ CTaHaJIO U3LSIIO XBATO WIM aKO U3TJIEXKa, Ye JIEKAPCTBOTO BCE OIIE C€ MHKEKTUPA,
TOBa O3Ha4aBa, 4e He € Onia JocTaBeHa ITbJIHATa 103a. 1psi0Ba Ja yBeOMUTE Bb3MOKHO
Hai-0bP30 CBOSI METUIIMHCKH CIICIIHAIIHCT.

o Crnen oTcTpaHsBaHE Ha TPEABAPUTEITHO HAIThIHEHATA
MUcalika OT KOXata, uriara e 0b/ic aBTOMaTHIHO
nokpura. He ce onutBaiite Jja JOKOCBATE UTjaTa. —--Iflu—

Cronka 4. U3XBBpJsiHe

L I/I3XB’LpHeT€ [gJ1ata u3noJi3BaHa NnpcABaApUTCITHO
HaIThJTHEHA MHCajIKa U Osj1aTa Karadyka B CIICualiICH
KOHTCﬁHep HCIMOCPCACTBCHO CJICA U3IOJI3BAHC.

L He HSXBLpHHﬁTe MNpEABAPUTCIIHO HAITBJIHCHATA MHUCAJIKa C JOMAKUHCKUTE OTIIAaAbIIU.
L He u3non3saiite MOBTOPHO MPCABAPUTCIIHO HAITBJIHCHATA MMUCAJIKA.
L Baxxno: Bunaru C’BXpaHHBaﬁTC CricnyaJIHusA KOHTCﬁHCp 3a U3XBBPJISIHC HA OTHHAAbIIN

JaJICdc OT 1orjicaa U Jocera Ha ACIa.

Crbnka 5: Hpemen Ha MSICTOTO HA MHIKEKTHPaHE

MU Axo uma KpbB, H3MOJ3BANTE MTAMYYEH TAMIIOH T MapJIsl U YIIPaKHETE JIEK HATHCK BbPXY
MSCTOTO Ha MHXXCKTHUPAHE 32 HIKOJIKO ceKyHau. He ThpkaiiTe MSICTOTO Ha MHKEKTHUPAHE.
MsCTOTO Ha UHXKEKTUPAHE MOKE J1a ObJIC MOKPUTO C MaJIKa JISTICHKA, aKO € He00X0TUMO.
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Crbnka 6: HOBTapﬁHe 34 BTOpaTa MHKCKIUA 32 MOJydYaBaHe HA MbJHATa 103a

IToBTOpETE BCUUKHU CTHIIKH, 3aII0YBANKU OT CThIIKa B, ¢ BTOpaTa nmpeaBapuTEIHO HATbJIHEHA
MUcaJika 3a MHXCKTUpaHe Ha ThJTHATA J103a. BropaTa MHXeKIus TpsOBa J1a Ce HAalpaBH Ha
Pa3IMYHO MACTO OT M3MOJA3BAHOTO 32 MbpBaTa. AKO UCKATE Ja U3MO0JI3BATE CHIOTO MSCTO Ha
WH)XEKTHpaHe, YBEPETE Ce, Ue TOBA HE € TOYHO ChINaTa TOUYKa Ha WH)KEKTHPAHE.
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JlncroBka: undopmanus 3a norpeduTeNs

EVENITY 105 mg nH:KeKI{HOHEH Pa3TBOP B NPeIBAPUTETHO HANTBJIHEHA CIPHHIIOBKA
pomoco3ymad (romosozumab)

IIpoyereTe BHUMATETHO LSIJIATA JUCTOBKA, PEIH 12 3all0YHETE a2 U3M0JI3BaTe TOBA

JIEKaAPCTBO, Thil KATO TS ChAbP:Ka BaxHa 32 Bac nndopmanus.

- 3amasere Ta3u JUCTOBKA. MoOXe 1a ce HAJIOXKH Ja s TIPOYETETE OTHOBO.

- AKO MMaTe HSKAKBU JOIBIHUTEIHH BBIIPOCH, MonuTalTe Bammus nekap nin ¢papmanesT.

- Tosa siekapcTBO € npennucaHo TMYHO Ha Bac. He ro npeotcrhnBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeJly, HE3aBUCHMO Y€ MPU3HAIMTE Ha TSIXHOTO 3a00JisIBaHe ca ChIuTe KaTo Bammre.

- AKO mosTyuuTe HAKaKBU HEXXEJIaHU peakuy, yBegomere Bamus nexap mnu papmanest. Toa
BKJIIOYBA M BCUYKH Bb3MOKHH HEXKEJIaHU PEaKIlU, HEOMUCAHU B Ta3U JIUCTOBKA. Brxre
TouKa 4.

- [Ie moyyunTe CUTHATTHA KapTa Ha MalUeHTa, KOSATO ChIbpKa BayKHA HHPOpMAITU 32
0e3omacHOCT, KOSATO TPsIOBa /1a 3HaeTe npenu u no Bpeme Ha Bameto neuenue ¢ EVENITY.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kakso mpencrasnssa EVENITY u 3a kakBo ce u3non3sa
Kakgo TpsiOBa ja 3Haere, npeau Aa usnon3sare EVENITY
Kax na msnomssare EVENITY

BB3MOXKHH HEXENaHU PeaKiuu

Kax na cexpanssate EVENITY

CobappikaHue Ha OIAKOBKAaTa U JIONBJIHUTEIHA HH(OPMAITUS

ogkrwndE

1. Kakso npencraBasisa EVENITY u 3a kakBo ce u3moJi3Ba

Kakso e EVENITY
EVENITY cbabpika akTHBHOTO BELIECTBO POMOCO3yMad - JIeKapcTBO, KOETO IToMara KOCTUTE J1a
CTaHaT Mo-3JApaB1 U HaMaIsIBa pUCKa OT CHYIIBAHC HAa KOCTUTCE.

3a kakBo ce u3noazsa EVENITY
EVENITY ce u3non3sa 3a nedeHre Ha TEXKKa OCTEOIIOPO3a MPH JKEHU CJIE] MEHOIIay3aTa, P KOUTO
CBINECTBYBA BUCOK PUCK OT CUYIIBaHE HA KOCT ((hpaKTypa).

Octeomnopo3arta e 3a00isiBaHe, B Pe3yJ/ITaT Ha KOETO KOCTUTE BU cTaBaT ThHKHU M YyIUIMBH. MHOTO
MAalKEeHTU C OCTEONOPO3a HAMAT CUMIITOMH, HO IIPU TAX BCE MaK MOKE J1a ChILECTBYBA MOBUIIIEH PUCK

oT (hpakTypu.

Kak neiictrBa EVENITY

EVENITY e moHOKJIOHaIHO aHTHTI0. EAHO MOHOKJIOHAIHO aHTUTSIIO € BUJ O€ITHK, KOMTO €
pa3paboTeH Ja pa3no3HaBa U Ja ce CBbp3Ba ¢ onpenaeicHu oentbiu B Tsu10T0. EVENITY ce npukpens
KBbM OCNITHK, HapeueH CKIePOCTHH. Upe3 nmpuKkpenBaHe KbM U OJOKHpaHe Ha JICHCTBUETO Ha
cknepoctrr, EVENITY':

° rmomara 3a 00pa3yBaHETO Ha HOBa KOCT U

. 3a0aBs 3ary0aTa Ha ChIIECTByBaIIaTa KOCT.

ToBa mpaBu KOCTUTE MO-3/IpaBU U MMOHIKABA HA PUCKA OT PPaKTypH.

2. KaxkBo Tpsi6Ba n1a 3naere, npenu aa usnoazsare EVENITY

He m3nomasBaiite EVENITY:

o aKO CTC aJICPTUYHU KbM pOMOCO3yMa6 WJIN HAKOA OT APYIUTC CHCTAaBKU Ha TOBA JICKAPCTBO
(u30poeHH B TOUKa 6);
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. aKO MMaTe HUCKH PaBHUINA Ha KU B KPhBTA (XUIOKAIIMEeMHUs ). BamusT ekap me Moxe 1a
Bu xaxe, ako paBHumata Bu ca npexaaeHO HUCKH;
. “MaTe aHaMHe3a 3a ChpAeYH MH(DAPKT WU UHCYIIT.

He uznonzpaiite EVENITY, ako HAKOe OT ropemnocoueHuTe ce oTHacs 3a Bac. Ako He cTe curypHu,
roBopete ¢ Bamms nekap win ¢papmanest npeau aa msnonssare EVENITY.

IIpenynpe:xxkaeHus u MpeanasHu MepKH
I'oBopere ¢ Bamus siekap wnu gapmaneBT u 00chaeTe Bamrata MmenuiimHcKa aHaMHe3a TIPe;T Ja
m3noissare EVENITY.

CobpaeueH HHPAPKT ¥ UHCYIT

[Tpu xopa, kouro nomyyaBar EVENITY, uma choOmieHus 3a cbpaedeH HHYApPKT U HHCYIIT.

IMoThpcere He320aBHO MeAMIUHCKA NTOMOILL, aKO TTOIYUIHTE:

. 00JTKa B T'BPIUTE, 3a0YX;

. r71aBo00JIHe, CKOBAHOCT WM CITa0OCT Ha JIMIETO, PhIETEe WIN KpaKaTta, 3aTpyIHEH TOBOD,
MIPOMEHU B 3pEHHETO, 3ary0a Ha paBHOBECHE.

Bammwsr iekap BHUMATEIHO 1€ OLIEHH PHUCKa OT ChPJCYHOCHI0BH IpobieMu, mpeau Aa Bu Ha3zHaun
neuyenne ¢ EVENITY. Kaxere na Bammus nekap, ako Bu e n3BectHo, 4e UMaTe MOBUIIIEH PUCK OT
CHhPACYHOCHAOBH MPOOJIEMH KaTO YCTAHOBEHO ChPIAEYHOCHIOBO 3a00JsIBaHE, BHCOKO KPBbBHO
HaJsiraHe, BUCOKM HUBAa Ha Ma3HUHU B KPbBTA, 1Ua0ET, TIOTIOHOMYIICHE WM MPOo0JieMu ¢ ObOperuTe.

Hucku paBHHUIA HA KAJIIUl B KPBBTA

EVENITY moxe na mpU4YMHN HACKU PaBHUILA HA KaJIIUKA B KPBBTA.

I'oBopete ¢ Bamust jiekap, ako 3abenexuTe:

. CIa3Mu, MMOTPENBAHUS WU KPaMITH BMYCKYJIHTE

. W3TPBIIBAHE WM MpaBy4YKaHe BIPHCTUTE HA PHIIETE M KpaKaTa MM OKOJIO yCTaTa.

BamusT nexap moxxe aa Bu npennunie kanmuii v BuTamuH D, 3a 1a TOMOTHE 3a IpeAOTBpaTIBaHe HA
HUCKHU PaBHHMIIA HA KaJIIMK B KpbBTa BH, nipe/iu /1a 3all0YHETE JICUCHHUE U JIOKATO IPUEeMaTe
EVENITY. Bzewmaiite xanmmii u Buramud D criopen npeanucanrero Ha Bamms ekap. Kakere Ha
Bamus nekap, ako uMarte Wi ako HAKOTa CTe UMaJi TeXKHU pobiemu ¢ On0perure, 0b0peuHa
HEJ0CTAaThYHOCT WJIM CTE UMAJId Hy /1a OT JMalin3a, 3all0TO TOBAa MOJKE J1a TIOBMIIH pUcKa 3a Bac na
MMaTe HUCKH PaBHHMIIA Ha KAJI[UKM B KPbBTA, aKO HE B3eMaTe J00ABKHU C KaJIIUil.

CepHo3HU aNeprUIHH PeaKIIiH
Xopara, kouto m3nomBaT EVENITY, moraT 1a momydar ceprno3Hu aneprudaau peaknud. [TorepceTte
He3a0aBHO MEIMIIMHCKA TTOMOIII, aKO TTOyYHUTE:

. MOAyBaHE HA JIMLETO, yCTaTa, I'bPJIOTO, PhLIETEe, CThIIANIATa, ITIE3eHUTE, JOTHATA YacT Ha
KpakaTta (aHrHoelIeM) WK YPTHKapus;

o OCTBP KOXKEH 00pHB, H3pa3siBalll C€ B MHOXKECTBO KPBIIIM YEPBEHU/PO30BH NIETHA C MEXYPH WITH
KOpHYKa B IIEHThpa (epuremMa MyinTudopme);

. 3aTPyAHEHO TpETTbIIaHe WK AULIAHE.

ChbplieYeH NPUCTHI U HHCYIT
[Tpu xopa, mpuemarn EVENITY ca cpo0maBanu cepaedeH MpUCThII U HHCYIT. [loThpceTe
He3a0aBHO MEIUIIMHCKA TIOMOIII, aKO UMAaTe:
00JKa B I'bpauUTE,
. 3a]IyX;
riiaBobosme
BIIETICHEHOCT HJIM CJIa00CT BB Bamero nuiie, pbiie WM Kpaka
3aTpy/THEH TOBOP
MTPOMEHU B 3PEHUETO
. 3ary0a Ha paBHOBECHE.

57



[IpobGsemu ¢ ycTara, 350MTE WK YETIOCTTa

Psinko ce croOmaBa HeKelIaHa peakiys, HapedeHa ocTeoHekpo3a Ha democtra (OHY) (yBpexkmane Ha
YenocTHaTa Koct) (Moxe fa 3acertse 1o 1 or 1000 npymm) npu nanuenty, npuemarmu EVENITY.
OHY Moke 1a BB3HUKHE CHILO CIIE]] CTUpaHe Ha JieueHneTo. BaskHo e 1a ce HampaBu OMHMT 3a
peaoTBpaTsiBane Ha pa3Butrero Ha OHY, 3amoro Moxe aa 0bae 00JIe3HEHO ChCTOSIHHE, KOETO J1a ce
nekyBa TpynHo. C 11er HaMajasBaHe Ha prcka oT pa3sutre Ha OHY, TpsaOBa na B3eMeTe HIKOU
MPea3Hu MEPKH.

[Ipenn nonyuyaBane Ha EVENITY, xaxere na Bamms nexap win Ha BamaTta MeguimHcKa cectpa, ako:

. “MaTe MpOoOJIeMH C yCTaTa WM 3b0UTE, KaTo JOIIO ChCTOSIHHE Ha 350UTe, 3a00/ABaHe Ha
BEHLMTE WJIH [UIAHUPAHO U3BAXKIaHE Ha 350;

o HEC noJ1ydyaBaTe pE€AOBHU I'PHXKHU 3a 3’[)61/ITC HJIN HC CTC MMAJIM CTOMATOJIOTHYCH IIPETJICA OT
IBIITO BPEME;

. nymuTe (Thi KaTO TOBA MOXKE /1A TIOBUILIM PUCKa 3a MPOOJIEMH ChC 3b0HTE);

. Mpeay ToBa cTe OMiIM JIeKyBaHU ¢ OucdocdoHat (M3M0I3BaH 3a JICUeHHE WK MPEIOTBPATIBAHE

Ha HapyIICHHUs Ha KOCTHTE, KaTO OCTEOI0p03a);
B3eMare JIeKapcTBa, HapedeHH KOPTUKOCTEPOU/IU (KaTo MPEAHU30IO0H HITH JICKCAMETa30H);
° HAMAaTe paK.

BamusT nexap Moxxe aa morcka a Bu Obe HanpaBeH CTOMATOJIOTHYCH Hperyie/l MPeIy 3all0YBaHe Ha
neyenue ¢ EVENITY.

o Bpeme Ha neyeHueTo, TpsOBa Ja moaAbpKare 100pa ycTHa XUrueHa u Aa Bu ObaaT npaBeHn
PYTHHHH CTOMATOJIOTHYHH TIperyieu. AKO HocuTe 30HH POTe3H, TpIOBa 1a ce yBepure, 4ye Bu
npuAraT 1oope. AKo cTe MOAJ0KEHH Ha JISYeHHE 3a 350UTe MM npecTon 1a Bu Ob1e HanpaBeHa
JEHTaJIHa onepays Ha (Harp. U3BaXJaHus Ha 350), yBenoMmere Bamms nekap 3a JGHTaIHOTO JIeYeHHE
U KakeTe Ha 3p0oekaps cu, 4e ce nexysare ¢ EVENITY.

CB’Bp)KCTC ce He3abaBHO ¢ Barmus JICKap 1 3L60nel<ap, aKoO umMarte HpO6JI€MI/I C yCTaTa ujin 3’B6I/ITG,
Karto:

o Ppa3KIaTCHU 360U

° OoJIKa UiIn nmoAyBaHC

° paHu B yCTaTa, KOUTO HEC 3a3/IpaBiABaAT
[ ]

OTACJIAHE Ha CCKPCT.

HeoOuuaiinu ¢gpaxtypu Ha 6eapeHaTa KOCT

Xoparta, xouto ca uznonzsanu EVENITY, psaxo passuBat HeoOnvaitHu (hpakTypH B OepeHaTa KocT,
MOJTyYeHH TIPH MajIKa TpaBMa WiH 0e3 TpaBMa. Te3u BUIOBe (PpaKkTypH 4eCcTo ce MpeIIecTBaT OT
HpeayNpeaUTETHN 3HAM OT 00JIKa B 0€APOTO WM CIa0MHUTE HAKOJIKO CEIMUIM IIPEN J1a Ce MOITydn
¢pakrypata. He e u3BectHo nanu npuemaneto Ha EVENITY e Ouno npuunnata 3a Te3u HeoOMyaitHu
¢paktypu. Kaxxere na Bamus nexap unu papmaneBT, ako MaTe HOBH WIH HEOOMYaliHU OOJIKH B
XBJI0OIUTE, CITA0UHUTE WK Oenpara.

Jena u roHomu
VYnorpebara Ha poMoco3yMad He € IpoydeHa IIpU Jelia U I0HOLIY, ¥ ynoTpedaTa My He € pa3pelleHa
MpY TIeIUATPUYHA NAlMeHTH (Ha Bb3pacT <18 ronunm).

Apyru nexapcrBa u EVENITY
Nudopmupaiite Bamms nekap uiu ¢papMarieBT, ako mpreMaTe, HaCKOpo CTe MPHEMaIIH HITH €
BB3MOKHO J1a [IPUEMATE APYTHU JIEKapCTBa.

BpemeHHOCT U KbpMeHe

EVENITY e npegna3HaueH camo 3a JieYeHHE Ha KEHU CIIeI MEHOIIay3a.

EVENITY ne Tpsi6Ba 1a ce U3M0NI3Ba MPH JKEHU C JETEPOJIeH MOTSHIINA HITH 110 BpeMe Ha
OpemenHoct u kbpMeHe. He e n3ectrno nanu EVENITY Moxxe aa yBpeau miojia Wi KbpMaveTo.
Ceoprkere ce ¢ Barust iekap, ako UMaTe HIKaKBU BBIIPOCH.
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Ilodupane u padoTa ¢ MAIIIUHU
Ouaksa ce EVENITY na HsiMa uinu Ja iMa MHOTO MAaJIKO BIIMSIHHUE BBPXY CIIOCOOHOCTTA 3a MIO(HpaHe
1 paboTa C MaIIvHU.

EVENITY cbabp:xa HaTpuii 1 noiaucopoéar 20

Tosa nexkapcrBo cpabppka 0,07 mg nonucopbat 20 BbB BesKa NPEABAPUTEIHO HATBJIHEHA
crpuHioBka. [loircopbaTuTe MOXKe 1a IPeIU3BUKAT ajieprudau peakiuu. ChoOiiere Ha Bamus
JIeKap, aKo MMaTe HIKAKBU M3BECTHH aJIePTHH.

ToBa jekapcTBO ChABbPKA MO-MaIKo oT 1 mmol Hatpwuii (23 mg) Ha 103a, T. €. MOXE J1a ce Kaxke, 4e
MPaKTUYECKU HE ChIbPIKa HATPUH.

3. Kak na nznossBare EVENITY

Jleuennero ¢ EVENITY e 6be 3anounaTo 1 1ie 0be HaOI01aBaHO OT JICKAPUCTICITUATTUCTH C OTTUT
B JICYCHUETO Ha OCTeonopo3a. BuHaru usnonssaiite ToBa 1eKapcTBO TOYHO KakTo Bu e kazan Bammsr
Jekap. AKO He CTe CUTYpHH B HeEIlo, monuTaiite Bamms nexap.

NmxexnusaTa TpsiOBa Jja ce OCTaBs caMO OT MOAXOASIIO 00yUYEHO JIUIIE.

Koaxo na m3nonseare

. [Ipemoppuanara goza EVENITY e 210 mg.

J Twit KaTo eHA IPEeIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA ChABpka 105 MY OT akTHBHOTO
BEIIIECTBO POMOCO3yMal, TpsAOBa Jia ce U3MOJ3BaT 2 MPEIBAPUTEITHO HAITBIHEHH CIIPHUHIIOBKH 32
BCsiKa J103a. BropaTa umkekuus TpsOBa 1a ObJie MPUIIOKEHA HETIOCPEICTBEHO CIIE/I ITbpBaTa, HO
Ha Pa3JIMYHO MSCTO HA MHXKCKTUPAHE.

o [TpaBere ToBa BeJHBX MECEUHO B MPOIbDKeHUE Ha 12 Mecena.

Hayun Ha npuaarane EVENITY

. EVENITY Tps0Ba 1a ce mHXeKTHpa 0 KoXKaTa (IOJKOXKHA HHKEKIIHS).

. EVENITY Tps6Ba 1a ce nmxekTupa B 00acTTa Ha Kopema uiu OepoTto. BeHiiHaTa ctpaHa Ha
ropHaTa 4acT Ha pbKaTa ChIIO MOXeE /Ia C€ M3II0JI3Ba, HO CaMO aKO HSAKOW JIPYT MOCTaBs
WHXKEKIUATA. AKO 32 BTOpaTa WHXKEKIIUS

) ce aHupa Ja 0bJie U3M0JI3BaHa ChlllaTa 00J1aCT HAa MH)KEKTUPaHe, TPAOBaA Jla CE& U3II0JI3Ba
Pa3IUIHO MSACTO HA UHIKEKTHPAHE.
° EVENITY ne Tpsi0Ba 1a ce HHXEKTHPa B 00JIACTH, B KOUTO KOXKaTa ¢ 0oJie3HEHa, HACHHEHA,

3a4YCpBCHA WJIN BTBBPACHA.

BaxHo e na npouerere YKazaHUsTA 3a ynoTpeda OTHOCHO MoApoOHa HHPOpMAaLKs Kak J1a
M3IIOJI3BATE MPEeIBApUTETHO HammbIHeHaTa ciipuHioBka EVENITY.

IMommraiite Bamms JICKap uiin (bapMaueBT, AKO UMAaTC NOIIbJIHUTEIIHA BBIIPOCH OTHOCHO
HM3I0JI3BAHCTO Ha TOBA JICKAPCTBO..

AKO cTe U3I0JI3BAJIM NoBeye oT HeooOxoaqumara g03a EVENITY
Cebpxere ce ¢ Bamust gekap wiu papMareBT, ako 10 MOTPEIIKa CTe H3MOJI3BaI OBEYE OT
HeoOxoamnmara go3a EVENITY.

AKo cTe MPOIYCHAJIN 1a U3M0JI3BaTe WiIN He MoxKeTe 1a mpuwioxure EVENITY nmo Bamero
o0uyaiino Bpeme

Axo niporrycHete enqHa m1o3a EVENITY, ceepkere ¢ Bamms gexkap MmakcuMamHO Obp30 32 HACpOUBAHE
Ha 4Yac 3a mpuiiaraHe Ha apyra no3a. Cies ToBa, cieiBamiara 03a He TpsOBa Jia ce mpuiiara mpeau
M3TUYAHETO Ha eMH MECEI] OT JaTaTa Ha Iociie/{HaTa 103a.
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Axo cTe cnpesu npuema Ha EVENITY
Axo obmuciiare na cupere edennero ¢ EVENITY, mons, o6¢chaere ToBa ¢ Bammst mekap. Bammust
nexap e Bu mocsBeTBa KONKO Bpeme TpsaOBa Aa Obaere nexkyBanu ¢ EVENITY.

AXO0 MMaTe HSIKaKBH JIOMBIHUTEIHN BBIIPOCH, CBBP3aHH C YIIOTpebaTa Ha TOBa JICKAPCTBO, MOMHUTANTEe
Bammst nexap wim papmarieBT.

O6cnaete ¢ Bamus nekap HeoOX0AMMOCTTa OT IPEMHUHABAHE HA JIPYTO JICYSHUE 32 OCTEOIOPO3a CIIe/
3aBbpiBane Ha Bamero neuenne ¢ EVENITY.

4, Bb3MOKHH HeKeJTaHH pPe€aKkumumn

KakTto Bcnuku jekapcTBa, TOBA JIEKAPCTBO MOKE J1a MPEIU3BUKA HEXKEJIAHU PEaKIUY, BBIIPEKH e He

BCEKH T MOJTy4YaBa.

[MotbpceTe He3a0aBHO MEUIIMHCKA ITOMOIII, aKO TTOJIyYUTE HAKOU OT CIECIHUTE BH3MOKHUA CHMIITOMH

Ha ChpeueH HHDAPKT HIH HHCYIIT (HeYecTH: Moxe J1a 3acerHar 1o 1 Ha 100 myrum):

o OoJka B I'bPAMTE, 32/1yX;

o r71aBo0oIHe, CKOBAHOCT MITH CIIa0OCT B JIMIETO, PhLIETE MIIM KpakaTa Bu, 3aTpyaHeH roBop,
IPOMEHHU B 3pEHUETO, 3ary0a Ha paBHOBECHE.

IMoTbpceTe He3a0aBHO METUIIMHCKA TOMOII, aKO TIOJIYYUTE CICAHUTE CUMIITOMU HA TEKKA allepruyHa
peaknus (peaku: Moxke fa 3acerHar 10 1 va 1000 mymm)::

. MOyBaHe Ha JIULETO, yCTaTa, I'bPJIOTO, PhLETE, CThIIaNaTa, [JIE3EHUTE, JOJHATa YacT Ha
Kpakara (aHrMOoeIeM) WIIN YpTUKapus,

J OCTBp KOXKEH 00pUB, H3pa3siBalll Ce B MHOXKECTBO KPBIJIH YEPBEHH/PO30BH MIEPHA C MEXYPH WITH
KOpHYKa B IIEHTHpa (eputemMa Myntudopme)

. 3aTPyAHEHO IPETTbIIaHe WIH AULIAHE

Kaxere Ha Bamust jiekap, ako 3a0eIexuTe ClIeIHIUTE CHMIITOMH Ha HUCKU HUBA HA KAJIHA B KPbBTA
(xunokanuuemus) (HeuecTH: Moxe fa 3acernar 1 ma 100 qymm):

(] cria3smu, NMOTpENBaHUA WM KpaMIIi HaA MYCKYJIUTE,

. M3TPBIIBAHE WM MPaByYKaHE BIPHCTUTE HA PHIIETE U KpaKaTa UIIH OKOJIO yCTaTa.

Bwxkre chiio Touka 2 ,,KakBo TpsiOBa 1a 3HaeTe npenu aa unoszeare EVENITY”,
Jpyrute HeXXeNaHU peakluu BKIIOYBAT:

MHoro yecTH HeKeJIaHU peakuu (MoKe Jia 3acernat noseue ot 1 Ha 10 aymm):
. IpOCTy1a;
. Ooika B CTaBUTE.

YecTu HexenaHu peaknun (Moxe Aa 3acersar 70 1 va 10 mymm):

00pHB, Bb3MAJICHHE HA KOXKATa;

r1aBo0OJINE;

BB3MAJICHHE Ha CHHYCHTE;

00JIKa BBB BpaTa;

MYCKYJIHH CIIa3MH;

3ayepBsBaHe WM OOJIKA OKOJIO MSACTOTO Ha MpHJIaraHe Ha MHKEKIHATA.
Heuectn Heskenanmn peakuuu (Moxe aa 3acersart a0 1 va 100 gymm):

. o0puB (ypTHUKAPHS)

o nep/ie Ha OKOTO.

Cho011aBaHe HA HeKeJIAHU PeaKIuu
AKO TIOJTy4YHTe HAKAKBH HEXEJIaHU JIEKAPCTBEHH PEeaKInH, yBegomere Barmms nexap nin hapmarenT.
ToBa BKIIFOUBa BCHYKH Bb3MOKHH HEOMHCAHH B Ta3M JIMCTOBKA HEXKEIAHU peakiyu. Mo)keTe ChIo Ja
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CHOOIITUTE HEXKETIAaH! PEaKINK TUPEKTHO Ype3 HAIIMOHAIHATA CHCTEMA 3a ChOOIaBaHe, IIOCOYCHA B
[punoxenue V. Kato crobmaBare HeXXEIIaHA PEAKIIUN, MOKETE Ja TAJeTe CBOSI IPUHOC 3a
MoJTy4aBaHe Ha MoBede MHPOpPMAIIHS OTHOCHO OE€30MaCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansiate EVENITY
Jla ce chxpaHsiBa Ha MSICTO, HEJJOCTBITHO 32 Jiera.

He u3non3paiite ToBa JICKApCTBO CJIEA CpOKa HA TOAHOCT, oTOeNsA3aH BBbPXY €THUKETA U KAPTOHCHATAa
OIIaKOBKa CJICO ,,FO,Z[CH I[O”. CpOK’LT Ha rOAHOCT OTroBaps Ha NOCJICAHNA ICH OT IIOCOYCHUA MCCCII.

Ia ce cpxpansBa B xiaaamwiHuk (2°C - 8°C). Jla He ce 3ampassiBa.

Crnen KaTo U3BAIUTE OT XJIAHITHHKA OMTAKOBKATA, ChbPIKAIIA MPEIBAPUTEITHO HATBIHEHUTE
CIIPMHIIOBKY 3a J1a TH U3II0JI3BAaTe HEe TPSAOBA Jia s MOCTaBsITe 0OpaTHO B XJIAUIIHUKA, a Ja S
CchXpaHsBaTe Ha cTaifna remmeparypa (no 25°C) 3a mepuon mo 30 1HH. AKO HE ce M3M0JI3Ba B PAMKHUTE
Ha TO3H MEPUO/T, MPOAYKTHT TPSOBA 1a Ce U3XBBPIIH.

CpxpaHsBaiiTe MpeIBApUTETHO HAITbJIHEHATa CIIPUHIIOBKA B KApTOHEHATa OMaKOBKa, 3a J1a ce
Npeanas3y OT CBETIHHA.

[IpoBepere Bu3yanHo pa3tBopa. He ro n3noszgaiite, ako pa3TBOPHT € C IPOMEHEH LIBAT, MbTE€H WA
CBHABPKA YACTHUIIH.

He u3xBbpisiiTe gekapcTBaTa B KaHAIU3ALMUATA WM B KOHTEMHEPA 32 TOMAIIHU OTHAAbIH.
[MomuTatite Bamus hapMalieBT Kak Ja U3XBHPIATE JIeKapcTBaTa, KOUTO Beue He u3noiseare. Tesn
MEPKH L€ CIOMOTHAT 3a Ola3BaHE Ha OKOJHATa cpena.

6. Cbabp:kaHHue HA ONAKOBKATA M JONbJIHUTEIHA HHGopManust

KakBo cboabpxa EVENITY

. AXTHBHOTO BEIIECTBO € poMoco3yMal. Besika mpeiBapuTeTHO HalTbJTHEHA CIIPUHIIOBKA
chabpxa 105 mg pomocozymad B 1,17 ml pasrsop (90 mg/ml).
o JIpyruTe ChbCTaBKHU Ca KaJIMeB aleTar, Jie[leHa Ol[eTHA KUCEIMHA, HATPUEB XUAPOKCHT (32

kopekus Ha pH), 3axaposa, monucop6ar 20 u Boa 3a nHkekimu. Brmkre Touka 2 ,,EVENITY
ChIbpIKa HATPHUil M moJmcopodat 20°.

Kaxk m3rae:xxga EVENITY u kakBo chbIbp:ka onaKoBKaTa

EVENITY e Ouctbp A0 onanecueHTeH, Oe3[BETEH JJO CBETIIOKBIT WHXEKIIMOHEH Pa3TBOpP, KOWTO ce
mpejjiara B MpeABapUTEIIHO HAIIbJIHEHA CIIPUHIIOBKA 33 ¢IHOKpaTHa yrnoTpeba. CIIpUHIIOBKATA €
HampaBeHa OT IIacTMAaca ¢ UIJia OT HephKIaeMa CTOMaHa.

OnakoBKa 10 2 MPEIBAPUTEIHO HAITBIHEHU CIPUHIIOBKH.
I'pynoBa onakoBka, chabprkaiia 6 (3 ormakoBKH Mo 2) npeBapUTEITHO HAITBIHEHH CIIPHHIIOBKH.

He Bcuukn BHUIOBC OITAKOBKK MOraT aa 6’[:,I[aT ITyCHATHU Ha 1a3apa.

IIpuTte:kaTes Ha pa3pelieHHETO 32 yIIOTpeda
UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, benrus

IIpousBoauTe.:
Amgen Europe B.V., Minervum 7061, 4817 ZK Breda, Hunepiauauns

3a mompHUTETHA WHGOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJISA, CBBPIKETE CE C MECTHHS
MIpeICTaBUTEl Ha MIPUTEXATENs Ha pa3perieHneTo 3a ynorpeoa.
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Belgié/Belgique/Belgien
UCB Pharma SA/NV
Tél/Tel: + 32/ (0)2 559 92 00

bbarapus
10 CU BU boearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: +420 221 773 411

Danmark
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

E)ArGoa
UCB A.E.
TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tel: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o0.0.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
UCB Nordic A/S
Simi: + 45/ 32 46 24 00

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvbmpog
Lifepharma (Z.A.M.) Ltd
TnA: + 357 22 056300

62

Lietuva
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/Tel: + 32/ (0)2 559 92 00

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356 /21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: + 31/ (0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 47/ 67 16 5880

Osterreich
UCB Pharma GmbH
Tel: + 43-(0)1 291 80 00

Polska

UCB Pharma Sp. z 0.0. / VEDIM Sp. z 0.0.

Tel: + 48 22 696 99 20

Portugal

UCB Pharma (Produtos Farmacéuticos), Lda

Tel: +351/21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenské republika

UCB s.1.0., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: + 358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 40 29 49 00



Latvija
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Somija)

JaTa Ha mocjeaHo mpepasriexaaHe Ha guctoBkata MM/I'TTT.

Apyru u3roununu Ha uHpopmanus

IMoapoOHa uHbopMalrs 3a TOBA JIEKAPCTBO € MpeI0cTaBeHa Ha yebcaiita Ha EBporneiickara areHIus
o JiekapcTBata: http://www.ema.europa.eu.
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Mousi, 00bpHeTe 32 YKa3aHUSATA 32 ynoTpeoda.

YKA3AHUA 3A YIIOTPEBA 3A UHKEKIUATA EVENITY YPE3 IIPEABAPUTEJIHO
HAITbJIHEHA CITPUHIIOBKA

HNukekTHpaiiTe 1BE NPeIBAPUTETHO HATbJIHEHU CIPUHIIOBKH HEMOCPEICTBEHO €IHA CJIe]
JIpYyTra, 3a 1a MOoJy4YUuTe IbJIHA 1032

CnenHute yka3aHus 00SCHSBAT KakK Ja U3IMOJI3BATe MPEIBAPUTEITHO HAITBTHEHATA CIIPUHIIOBKA 3a
nmkektrpane Ha EVENITY.

. Mousi, npoyeTeTe Te3U YKA3aHUSI BHUMATEJHO U ' CJleIBaliTe CTHIIKA M0 CTHIIKA.

. Mousi, CBEpIKETE Ce C JIeKap WK (hapMaleBT, aKO UMaTe BHIIPOCH WU HE CE YyBCTBATE CUTYPHU
3a Mmporieaypara 1mo HHKEKTUPAHE.

. Baxno e ma ce yBepuTe, 4e HHXKEKITUATA C€ MPUIara caMmo OT TOIXOAII0 00yUISHO JTHIIE.

. [IpeaBaputenHo HambJHEHATA CIPUHILIOBKA € HAPEUeHa ChIIO ,,JIEKAPCTBOTO .

PLKOBO}ICTBO 3a YaCTUTE: NPEABAPUTEC/IHO HAITBJIHEHA CIPUHIIOBKA

Ipean
HM3M0JI3BaHe

Caen u3nmoJ3BaHe

‘By'rano CJIC]T M3I0JI3BaHC

{MsicTo 3a 3axBamane
Byrano

ETuker u 1ata Ha u3THYaHe

QF =

Ha CpOKa Ha IOJTHOCT

LuuHIBp HA

Msicro 3a 3axBallaHe

CIIPMHIIOBKA CIIE/
ETtuker u mara na

H3I10JI13BAHC
HU3THYaHEC Ha CpOKa I

Ha TOAHOCT

Hunuuaep Ha

CIIPUHIIOBKA

JlekapcTBo e —

CuBa Kamayka Ha

Wrna cnen

H3I0JI3BAHC

CuBa Kamayka Ha

Hria, OTCTpaHeHa

urja, nocTaB€Ha
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IIpouyereTe TOBa Npeau UH:KEKTUPAHE HA

CIIUPAHE JIEKapCTBOTO. T il
Barusar MEIUIMHCKU CIICUAIUCT € IPEAIHC

no3a ot 210 mg Bceku mecelr: 3a 1a mMoxy4n

Bamara nnjHa 1033, ABEeTE NpeIBAPHTENI +T/= 1 no3a
HABLJHEHU cupuHIoBKH OoT 105 Mg TpsioB "

12 0bJIAT MHKEKTUPAHU HEMOCPEACTBEHO :

€IHa cJIe Apyra.

Crbnka 1: Iloaroroska

. Bsemerte oT XnainuIHMKA ONAKOBKATa, ChIbpIKalla ABETE MPEIBAPUTETHO HATBIHEHN
CTIPHHIIOBKH.

o BammTe npenBapuTeHO HAITBIHEHN CIIPUHIIOBKH TPsOBa /1a ObJaT OCTAaBeHN H3BBH
XJIaIUITHHKA, 33 J1a TOCTUTHAT CTaiiHa Temneparypa (1o 25°C), Haii-maiko B
npoab/keHHe Ha 30 MUHYTH NTpey MHXKEKTUpaHe (He TY 3aTOIUIHTE 10 HUKAKbB APYT
HaunH). ToBa e Hamaau AUCKOM(OpTa OT HHKEKIHATA.

. OTBOpeTe ONaKoBKaTa M MPUTOTBUTE BCHYKH MaTepHali, KOUTO ca Bu HeoOxoaumu 3a
HHXeKuusaTa (kakTo e nmocoueHo B Crenka b).

N3mwmiite mobpe poiiere cu.

. W3BazgeTe ABe NpeIBaApUTEIHO HAIIBIHEHH CIIPUHIOBKY OT OIIAKOBKAaTa, KAKTO € II0KAa3aHO
Ha KapTUHKATA.

. Baxno: Bunaru npexTe NpeIBapuUTEIHO HATBIHEHUTE CIPUHIIOBKH 3a IMIMHIBPA HA
CIIPUHIIOBKATA.

. ITocTaBeTe nMpbCTa MIIH Majiella CU Ha Kpast Ha ONIaKOBKATa, 3a Ja s Mo IbprkaTe cTaOuiIHa,
JIOKaTO U3BAXAATE NIPEABAPUTEIHO HAITBIHEHUTE CIIPUHIIOBKH.

. XBaHeTe NWIMHIbPA HA CIPHUHIIOBKATA, 3a J1a U3BaJAUTE NIPEABAPUTEIIHO HAITbJIHEHATA

CIIPUHIIOBKA OT OIIaKOBKaTa.

XBaHeTe TYK

He xBamaiite OyTajaoTo WM cuBaTa Kanayka Ha Urjiara.

. He oTctpansBaiite Bce oIle cuBaTa Kanavka OT IMpeIBapUTEITHO HAITBTHCHUTE
CIIPHUHIIOBKH.

. He orcrpansBaiiTe MSICTOTO 3a 3axXBalllaHe. ToBa € 4acT OT IPEeABAPUTENHO HalbJIHEHATA
CIIPUHITOBKA.

o He paskmamaiite nmpenBapuTeIHO HAITBTHEHUTE CIIPUHIIOBKHL.

. [IpoBepeTe nekapcTBOTO Mpe3 mpo3opueto. To TpsOBa na Obae OUCTHP A0 OMAaJeCLeHTEH,

Oe31BeTeH 0 OIET0KBIT Pa3TBOP.
- He usnounspaiite npeaBapuTeIHO HATBIHEHUTE CIPUHIIOBKY, KO Pa3TBOPBHT € C
MPOMEHEH LBAT, MbTECH WU ChABPXKA JFOCTH WU YaCTHUIIH.
- Moxe 1a BUANTE BB3AYIIHN MexypueTa. MHKeKTUpaHeTo Ha Pa3TBOP ChIbpIKaIl]
BB3/YIIHA MEXypueTa MOAKOXKHO (II0J] KoKkaTta) € 6€301acHo.
. He n3non3Baiite npeaBapuTeHO HATBJIHEHATA CIIPUHIIOBKA:
- aKo e maJgHaja Ha 3eMsITa;
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- OsyaTa Kamayka JIMIICBA WU HE € 37JpaBO IPUKPETICHA;
-  3arledaTBAaHETO JIMIICBA WU € CUYIICHO, WU aKO HKOS ApYyTra 4acT U3TIIeKAa
MPOITyKaHa Wi CYyTIeHa.

B Tax®B cirydail m3mo3BaiTe HOBa CIIPUHITOBKA U CE CBBPIKETE BH3MOXKHO Hal-0bp30 ¢ Bamus
JeKap.

B’Lpr qHucCTa, ):[o6pe OCBCTCHA pa60THa MMOBBPXHOCT, TOCTABETEC:

ABE€ NMPECABAPUTCIIHO HAITBJIHCHU
CIIPUHIIOBKHA

JABa TaMIIOHA4, HAIIOCHU CBHC CITUPT

JABa MMaMy4HU TaMIIOHa WX MapJjin
JABEC JICTICHKH

crienualiCH KOHTGP’IHCp 3a U3XBBPJISIHE.

HOZ[FOTBCTC U MMOYUCTETC KOXKATa, KbACTO IIC NHKCKTHUPATC JICKAPCTBOTO. Moxete Ja H36epeTe

OT:

Oenpara;
I[p i BoHuiinara obaact ot
obracTTa Ha KOpeMa, HO He yJacThka OT 5 CM OKOJI0

ropHaTa 4acT Ha pbKaTa
BIIa;

BBHHIITHATA CTPAaHA Ha TOpHATA YacT Ha pbKara (aKo

HSKOM Ipyr Bu MOCTaBsI HHKEKIHATA). Cromamna 061act

(xopem)
Benpo
-l

Bropara umkeknus TpsiOBa ce MPUIIOKK Ha Pa3iIndHO MSCTO OT M3IIOJI3BAHOTO 33 IIbpBaTa
MHXEKIHSI. AKO XKeJlaeTe Ja U3IM0JI3BaTe ChIIOTO MICTO HAa MHXKEKTUPAHE, YBEPETE Ce, Ue
HE € a0COIOTHO ChIfaTa TOYKa Ha HMHKEKTHUPAHE.

He umxektupaiite B 001acTy, KbJIETO KOXkaTa ¢ 00JIe3HEHa, HACHHEHA, 3a4ePBCHA,
BTBBp/ICHA, UMa OeJIe3U WM CTPUIA, HAIUTHATH yeOelIeHH, 3a4ePBEHH MU JIFOCTIECTH
YYaCTBIM WU YBPESIKIAHHUS.

[Mouncrete 0b6aacTTa, KBIETO M€ HHKEKTUPATE, C TAMIIOH, HAIOeH ¢he ciupT. OcTaBete
KOYKaTa J1a U3ChXHE NPeIn HHXXEKIUATA.

S

He moxocBaiiTe OTHOBO Ta3u 00JaCT MPEIN HHKEKTHPAHE.

Crouka 2: T'oTtoBHOCT

Wsrernere cuBara Kanavka Ha urjata 0e3 ja s orbBare, Ha pa3cTOSHUE OT TSI0TO Bu

HETIOCPEICTBEHO TPEIN HHKCKIIHATA.

- DBxumagaiite 1a He TOKOCBaTe UTJIAaTa U Jia HE S ONMPATE B KAKBATO U JIa €
MTOBBPXHOCT.

Cren oTcTpaHsiBaHE Ha KaraykaTa, MHKEKITUATa TPsiOBa /1a Oblie IPIIIOKEHA IO 5 MUHYTH.

He e HeoOxomumo aa Obp3are ¢ MHKESKIUATA - 5 MUHYTH ca JOCTaThYHO BpeMe.

- HopwmarnHo e na BujuTe Kanka TeYHOCT Ha BbpXa Ha UTJIaTa.
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He u3BuBaiiTe 1 He IperbBaiiTe CHBaTa Karadyka Ha UTjaTa.

W3xBBpreTe cuBarta Kanadka Ha Urjara B CIICIIHaTHIs KOHTSHHEP 3a U3XBHPIITHE Ha
oTnaabsid. He mocraBsiiiTe cuBaTa Kamadka Ha WTjiaTa 00paTHO Ha MPEABAPUTEITHO
HaIbJTHEHATA CIIPUHIIOBKA.

3axBaHeTe KOXaTa 3/[PaBO MEX/Ty Majena U OCTaHaJIUTe MPHCTH, 32 J1a ce 00pa3yBa
IUThTHA TIOBBPXHOCT, ITUPOKA OKOJIO S CM.

Baxwno: Ho;[m,pxcaﬁTe KOXXaTa 3aXBaHaTa 10 BpEMEC Ha MHIKCKTUPAHC.

Crbnka 3: UHKekTHpaHE

Baxkno: ByranoTo He TpsOBa J1a ce HATHUCKa MPEAX TOTOBHOCT 3a JICHCTBUTEIHO
MOCTaBSIHE HA MHXKEKIUSATA.

3axBaHaTaTa KO)KHa I'bHKA TpSI6Ba Aa CC 3aAbPiKU. C Apyrara pbKa urjiaTta Ha
IIPpEABAPUTCIIHO HAITbJIHCHATAa CIIPUHIIOBKA TpH6Ba Jla C€ BbBCC B IOYHCTCHATA IMPEAN

TOBa 00JIACT Ha KOXaTa (,,MSICTO HAa MHXEKTHpaHe”) oA bI'b oT 45 no 90° rpanyca.

He Tp$16Ba Ja NOCTAaBATC IPbCTa CU BHPXY 6YTaJ'IOT0 JOKAaTO BBBECKIATC UI'JIaTa.

VpakHsaBaiiku OaBeH U IOCTOSSHEH HATHCK, HATHCHETE OyTaJoTO MOKpai, TOKaTO CIpe aa
ce JABUKH, KOETO TIOKa3Ba, Ye € IOCTaBeHa IIbJiHATa 103a. [IpeaBapuTenHo HammbIHeHAaTa
CIIPUHIIOBKA He TpsiOBa Jja ce OTCpaHsABa OT KOXKaTa J0 3aBbPIIBAaHE HA MIPHUIAraHeTo Ha
Jo3aTa.
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3 o Crnen 3aBbplIBaHE OTAPHIHETE NaNela CU U BHUMATEIHO OTCTPAaHETE MPEABAPUTEITHO
HaIbJIHEHATA CITPHHIIOBKA OT KOJKaTa IOJ ChIIHS BI'bJI, IO KOWTO € Onila BbBeacHA
Hrjara.
- Cren KaTo OTCTPAHHUTE MIPEABAPUTEITHO HAITBTHEHATA CIIPUHITOBKA OT KOXKATa,
WIMHIBPBT Ha CIIPUHIIOBKATa TPOBa 1a ObJie mpa3eH.

° Ba:xkHo: Ako uU3riexnaa, 4e JEKapcTBOTO € BCe Ol B UIMIMHABPA HA CIPUHIIOBKATA, TOBA
03Ha4aBa, 4e He CTE JOCTABHJIM IislaTa MHKEKIUA. TpsOBa 1a yBEIOMHUTE Bb3MOKHO HaM-
0Bp30 Bamms MeTUITMHCKH CITCTIHAJTUCT.

Crbnka 4: U3XxBbpJIsiHe

% B W3xBBbpIieTe 1s1aTa U3MOA3BaHa MPeIBAPUTETHO
HaIThJTHEHA CITPUHIIOBKA M CUBaTa Karayka Ha Urjara B
CHeNHaNIeH KOHTEHHEDP HeIOCPEICTBEHO CIIe]]
M3MOJI3BaHE.

He m3xBbpistiiTe nmpeaBapuTETHO HAITBIHEHATA CIIPHHIIOBKA C TOMAKHHCKUTE OTIIAIBITH.
. He m3non3BaiiTe MOBTOPHO MPEIBAPUTEITHO HAITBITHEHATA CIIPUHIIOBKA.

Baxxno: Bunaru cbxpaHsBaite crieliuaaHusl KOHTEHHED 3a OTNAbIHU Jajiede OT

MOTJIea U I0Cera Ha Jeria.

Crbnka 5: Hpemen Ha MSICTOTO HA MHIKEKTHPaHE

=

AKO UMa KpbB, U3M0JI3BANUTE MTAMYYEH TAMITOH WU MapJIsS U TPUIIOKETE JICK HATUCK BBPXY
MSCTOTO Ha MHXCKTHUPAHE 32 HIKOJIKO ceKyHaU. He ThpkaiiTe MSICTOTO Ha MHXKEKTHUPAHE.
MsCTOTO Ha HHXKEKTHPAHE MOJKE J1a ObJIC MOKPUTO ¢ MaJjIKa JICIICHKa, aKo € HE0OOX0IUMO.
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Ctpnka 6: HOBTapﬂHe 34 BTOpAaTa MHKCKIHUA 3a IMOJyYaBaHEC HA TbJHATA 10324

IToBTOpETE BCUUKHU CTHIIKH, 3aII0YBANKU OT CThIIKa B, ¢ BTOpaTa nmpeaBapuTEIHO HATbJIHEHA
CIPUHIIOBKA 32 MH)KEKTHPAHE Ha IThJIHATA J103a. BTOpara nHxeknus TpsOBa 1a ce HanpaBu
Ha pa3iInvHO MSCTO OT M3IOJI3BAHOTO 32 MbPBaTa. AKO MCKATE 1A U3MOI3BATE CHIIOTO
MSICTO Ha MH)KEKTHPaHe, YBEPETE Ce, e TOBA HE € TOYHO ChIfaTa TOUYKa Ha HHKEKTHpPAHE.

1 no3a
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