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larpoc EVOOKPIVOAOYOG
>UlBouAec Iampikwy. YoBeoewyY.
Novartis EAAGG



Neppikn AGQAAEIa

2UVICTWVTAI O AKOAOUBEC MPOPUAGEEIC WOTE VA
eAayxioTonoINBEl O KIVOUVOG averBuunTy.
EVEPYEIWV, MO TOUE VEGPOUC.
H kaBapon TG KPEATIVIVAG APENE! VA UROAOYICETAI MPIV. afo KABE
yopnynon Aclasta.

Tio' Aclasta 0gv: Ba npenel va XpnoINoHoIEITAl G AGBEVEIG UE kaBapoen
KpeATIvIiviG < 35 ml/min.

[apooikn AUENGH THG KPEATIVIVAG TOU OpoU UHOPEI Va Eival
UEYAAUTEPN O ACBEVEIG JUE UNOKEIUEVR EKATWON THG VEPPIKAG
AEITOUPYIAG.

[lapakeAeuBnen THG KPEATIVIVAG TOU OpoU NpeRel va AdupBaveral un’
OYn O£ aGBEVEIC MOU OIATPEXOUV. KIVOUVO.

ZOL = CoAedpoOVIKO OEU 2
Aclasta cuvoyn TOV XAPAKTHPIOTIK®WV TOU NMPOoIioVTOG.



Neppikn AGQAAEIa

2UVICTWVTAI O AKOAOUBEC MPOPUAGEEIC WOTE VA
eAayxioTonoINBEl O KIVOUVOG averBuunTy.
EVEPYEIWV, MO TOUE VEGPOUC.

1o Aclasta mpenel va XpnoiUonoIEITal UE MPOCOXR OTAV
YPNGILONOIEITal TAUTOXPOVA U AAAG (PAPMAKEUTIKA MPOIOVIA HoU
UNEPOUYV. VA ENNPEAGOUV. T VEPPIKN AEITOUPYIA.

O1 aeBeVEIG, 101aiTEPA Ol NAIKIMUEVO! AGOEVEIC Kall OG0! AAMBAVOUV.
Bepaniial e O10UPNTIKG, NPENEl VA EVUOATWOVOVIAI ENAPKWE MPIV. TN
yopnynon mou Aclasta.

Mia e@ana& ooon Tou Aclasta 0gv. mpenel va unepBaivel 1a 5 mg kal
N OIAPKEIA TNG EYXUONG Ba MPEMEl VA eival TouAaylomoy. 15 AenTd.

ZOL = CoAedpoOVIKO OEU
Aclasta cuvoyn TOV XAPAKTHPIOTIK®WV TOU NMPOoIioVTOG.



KoOAmIKN pappapuyn

HiBavel unxaviopol npokAnenc. KM anoe tny.
XPRON OIPWOPOVIKWV:

= ANAGVEG OMIG EVOOKUTTAPIEG OUYKEVTPWOEIG IOVTIWYV.
= ANEAEUBEPWON MPOPAEVHOVDOWY: KUTTIAPOKIVWY



KoAmIKN papuapuyn

>1nv. HORIZON = Baoikn Mehetn via 1a Kamaypana (i
GUVOAIKN EMNTWOoN KOARIKAG LApMapuynG nrav: 2,5%/(96
ano 3.862) kal 1,9% (75 ano: 3.852) o aeBeVEIC mou
eAappBavav:Aclasta kal EIKOVIKO (APIAKo: avTioToIXd.

Dennis M. Black, n engl j med 356;18, 2007

ZOL5 mg (n =1054) Placebo (n = 1057)
n (%) n (%)

KoAnikn papuapuyn ZAE 11 (1.0) 13 (1.2)

Lyles KW, et al. N Engl J Med. 2007

5



FDA issued an update to the Agency's review of safety data
regarding the potential increased risk of atrial fibrillation in
patients treated with a bisphoesphonate drug

Audience: Geriatricians, gynecologists, orthopedic surgeons, other healthcare
professionals
[Posted 11/12/2008] EDA issued an update to the Agency: s review. of safety data
regarding the potential increased risk: of atrial fibrillation in patients treated with
a bisphosphonate drug. Bisphosphonates are al class off drugs used primarily: to
Increase bone mass and reduce the risk for fracture in patients with
OSteoporoesis, slow bone turnover in patients with Paget'sidisease of: the bong,
and to treat bone metastases and lower: elevated levels off blood calcium in
patients withi cancer. FDA reviewed data on 19,687 bisphosphonate-treated
patients and 18,358 placebo-treated patients who were followed for 6:months to
3iyears. The occurrence off atrial fibrillation was rare within each study, with
most studies containing 2 or fewer events. Across all'studies; no' clear
association between overall bisphosphonate exposure and the rate of serious or
non-serious atrial fibrillation was observed. Additionally, increasing dose or
duration off bisphosphonate therapy was not associated with an'increase rate of;
atrial fibrillation. Healthcare professionals should not alter their prescribing
patterns for bisphosphonates and patients should not stop taking their
bisphosphonate medication. 6



