HHPOPMAIMA 3A HAITHUEHTA

IlpodereTe BHEMATEMHO LAUIATA JHCTOBKA NPEIH AA 3AM0YHETE A3 M3M0J3BATe

TOBA JIEKAPCTBO.

- amasere Ta3H JIHUCTOBKA. MOXe A IMaTe HYXKHA JIa s IIpoderere OTHOBO.

- AKO HMarte APYTH BBIPOCH, MOJIA, 3anuTaiite Bamns nekap win hapMaiest.

- Toga nexapcTBO € mpeAnHcano JuIHO 3a Bac i He TpsORa Aa ro AaBare HA OPYrH
xopa. To mMoxe ma ObAe BpeHO 3a TAX, JKE M ak0 TEXHUTE CHMIITOMH Ca
CHINUTe KaTo Baimnte. '

B Ta3H JHCTOBKAS

1. Kaxpo npeacraBnsea BONDRONAT (BonzpoHar) # 3a KaKBO ce H3I0J3Ba
2, Ilpenu pa mamompate BONDRONAT

3. Kax ga ce mpunara BONDRONAT

4. Bu3moxuEM HexelaHH peakiuy

5. Csxpanenne na BONDRONAT.

BONDRONAT 1 mg/ml concentrate for solution for infusion
Ibandronic acid

BOHJIPOHAT 1 mr/MA KOHIIEHTPAT 332 HHQY3HOHEH PasTBoOp
Hoanaponosa Kucenura

- JlekapcTeeHOTO Bem(ecTBO € HOaHpapoHOBa KucenyHa. Expa ammyma ¢ 1 ml
GesnBeTeH, OHCTEP KOHUEHTpaT 3a wmHQY3HOHEH pasTeOp ChEbpka 1,125 mg
ubaHIpoHOBa KHCENHHa, MOHOHATPHEBA COJ, MOHOXMIpaT, ChOTBETCTBAIN Ha 1
mg uGanpoHOBa KMUCEIHHA.

- Jlpyrurte chCTaBKH Ca HATPHEB XJIOPH/, ONETHA KUCEIIHHA, HATPHEB AleTaT H BOKA
32 HEKEKIHH.

IpuTexaren ya paspemeHHeTo 3a ynorpebda:
F.Hoffmann - La Roche Ltd., 4070 Basel, Grenzachrstrasse 124, Switzerland.

Mpoussonures, OTTOBOPEH 32 OCEO00KIABAHE HA NAPTHIHTE
Roche Diagnostics GmbH

Sandhofer Strasse 116

D-68305 Mannheim

Germany .

1. KAKBO IIPEJACTABJISIBA BONDRONAT H 3A KAKBO CE
N3I10JI3BA

BONDRONAT 1 Mr/Mn amnyim cbaspKa 1 MJI KOHOEHTpAT 3a uH(Y3HOHEH pasTBOp
M ce IPOAARa B ONAKOBKH 1O 1 H 5 amirym.

Jlexapcteenoto Bemectso Ea BONDRONAT, wubanaponoBara KHCENHHZ,
NPUHATUIENKH KBM IpyHara Ha 6udochonarure. Ts mopTHCKA IOBHINEHATa 3aryba Ha
Kamq@if or KoctHTE (KOCTHara pe3opOIus), Karo HO TO3H HayuH HOpManusmupa
[TOBHIICHHTE CEPYMHEH HUBA Ha KallHs.




BONDRONAT e noxasaH 3a:
- Ilaronormyso (HGHOPMA&JIHO) IIOBHIIEHH CEPYMHH HHBA HA  Kaumud
(xumepKamiieMus) B pe3y/ITar Ha TYMOPH.

2. HPEIU JA U3I10JI3BATE BONDRONAT

Ilpu mammentH, nekysaa ¢ BONDRONAT xomneHTpar 32 un(y3HOHEH pPasTBOP
Tps0Ba CIPHKTIHO Jia ce Hpoclefspar OnOpeudara (YHKOHs, cepyMHHS KalllHii,
thoctara 1 MarHes3us.

Tl Karo HAMa JAHHH, HE MOTAT fia ce JKaNaT PelopHKH 32 HO3HpaHe NpH NamueHTH
¢ TEXKO YepHONpoOHO 3ab0iBake. -

Ilpu GomEM C pHCK OT CHpHeYHa HENOCTATEYHOCT TpsbBa fa ce wu30ArBa
HPEKOMEPHOTO OROHIBAHE.

He nprnaraiire BONDRONAT:

- aKe CT€ CBPBXJIYBCTBHTENHH (IepTHYHM) KM JIEKapCTBEHOTO BEIHECTBO MM
HSAKOS OT JIPYTHTE CHCTABKH,

- 2K0 HMMaTe Texko OnOpewno salonssane (0B0OpeunHa HEMOCTAaTHYHOCT, HATp.
cepyMeH Kpeatusus > 5 mg/d] mwm 442 pmol/l).

- ako cte OpeMeHHA UM KbPMHTE.

BONDRONAT xonuesTpar 3a HHQY3HOHEH pa3TBOp HE TPiA0Ba Jia ce H3MOH3Ba TIpH
Aena mopajy NKIIca Ha KIHHAYIEH ONHT..

Karo pzemare BONDRONAT, 065pHeTe cenuaanoe BHIMAHHE:
- aKO HMATE M3BECTHA CBPBXYYBCTBHTCIHOCT KM Ipyra OudochonaTy.

BpeMeHHOCT ¥ KbpMeHe

BONDRONAT xonnertpaT 3a HEQY3MOHEH pa3TBOpP HE TpsA0Ba Ia ce H3MOI3Ba IO
BpeMe Ha OGpeMeHHOCT H KBPMEHE.

HaMa [OOCTATHYHO MaHHH 33 H3MON3BAaHETO Ha HOAHAPOHOBATA KHCENHHA IPH
Opemenny xenu. [IpoyupanusaTa REPXY PEIPOAYKIHATA OIPH XHBOTHH Ca YCTAHOBHIIH
JieK¥ HEeXEIaHH e(eKTH BBPXY WioJa M Hanmuue Ha HOau[JpOHOBA KHCCIHHHA B
KppMaTa Ha IEXoBe. He e H3BecTeH NOTEHNMAlHUAT PHCK 33 X0paTa.

IMlojupane uau padora ¢ MAIIHHAA
Edexrsr sva BONDRONAT xoHnenTpat 3a HH(Y3HOHEH Pa3TBOp BBPXY PEaKNHHTE,
OFUTEIHOCTTA Il BE3UPHIATHITA He ca OUJIH H3CHEABAHH.

Ipuemane Ha APYTH JeKapcTBas

Mo, rEGOpMEpaiite Bamus sexysam nexap Bl ¢apMmaliesTa, ako OpHeMarTe HiH
HACKOpO CTe IPHEMAaNH APYTH JEKapcTBa, JAXKe K aKo Te He ca IPefnHcaHy OT AeKap.
He e nHaGmopapano B3auMOACHCTBHMe Ha HOAHAPOHOBA KHCENHHA, HPHAOXKEHA
eIHOBPEMEHHO ¢ TaMoKkcudien unn Meldanan/mpeaHU30I0H.

TIpeniopraBa Ce BHUMAHHE, KOraTo ce mpuiaraT OudocdoHaTH ¢ aMUHOIIHKOM/IH,
TBH KaTo ABETE NIEKApCTBA MOFAT Ha NOHMKAT CEPYMHHTE KalNHCBM HHBA 32



NPOABDKUTENHO BpeMe. BHHManue TpaOBa Ia ce OOBLpHE H Ha BBE3MOXHOTO
€XHOBPEMEHHO HallMIHe Ha XMIIOMarHesueMus (HaMalieHd HHBa Ha MarHe3uns).

3. KAKJA CE IIPLJIATA BONDRONAT

Ho3upoeka
BONDRONAT xonmenTpar 3a HH(Y3HOHEH pasTBOp OOHKHOBEHO C€ HpHIAra B
Gonmuna. lozaTa ce onpenens OT neKap, Kato ¢ HMaT IpeBHE CISAHHTE GaKTOPH.

Ilpenu neuenme ¢ BONDRONAT manmeHtsT TpsbBa na OBAaT apeKpaTHO
pexunpatupad ¢ 0,9% pastBop Ha HarpueB xiopmn. 1psOBa Za ce MMa IIpeABHA
TEKECTTa Ha XANCpKATHHEMUATA, KAKTO ¥ BHJa Ha Tymopa. [Ipy IOBEYETO IalneHTH
C TexKa XunepxanaueMus (10yMuH-KOpHTHpaH cepyMeH Kanmui* = 3 mmol/l mmm 2
12 mg/dD) 4 mg me ca jJocTaThyHa eQMHWYHa Xo3a. [IpH DanHeHTH ¢ yMepeHa
Xunepkanmuemus (anOyMHE-KOPHTHpaH cepyMeH xammui* < 3 mmoll mm < 12
mg/dl) 2 mg e edexTHBra mo3a. Haii-BHcokaTa jo3a, M3MON3BaHA B KIMHAYHMTE
mpoy4BaHds, € Ouna 6 mg, HO TasuH Ao3a He IpudaBid AOOBIHWTENHA HOJN32 IIO
OTHOIICHHE Ha e()HKaCHOCTTA.

*Benexka:  AnOyMHH-KOPHTHpaH cepyMeH Kamiui (mmol/l )
= cepymeH Kanuit (mmol/l) —[0,02 x anbymun (g/dl)] + 0,8 wu
ANCYMHH-KOpPHTHpaH cepyMeH Kamui (mg/dl }
= cepymen kanumit (mg/dl) + 0,8 x [4 - anGymun (g/dl)]

B moBeueTo ciydau IMOBUINEHOTO CEPYMHO HEBO Ha Kammuit Moxe Ja OB/ie HamaneHo
JI0 HOpMaiHaTa cToiHoCT A0 7 qud. CpeHoTo BpeMe N0 penuauBHpane (HOBTOPHO
HOBHINABAHE Ha aN0YMHHE-KODHTHpaHHS cepyMeH Kamuii Haz 3 mmol/l) e 6uro 18-
19 gum npu fo3E 2 mg u 4 mg. CpegBoTo BpeMe A0 peruanB € Omno 26 nun npe A03a
6 mg.

Mertoa ¥ I'GT HA NIPHIOKEHHE

BONDRONAT xouneHTpaT 32 uudy3HoHeH pasTBop TpadBa Ja ce Hphiara HOJ
¢dhopmata sa MHTpaBeHO3HA HHQY3HA.

3a Tasm ueN CHALPKAHHETO Ha aMmynuTe TpsabBa Ja ce nobasi KeM 500 mi
H30TOHMYEH Pa3sTBOP Ha HATPHEB XIOpHA MM KeM 500 ml 5% pastBop Ha JeKcTposa
¥ Jia ce BIIMBA B MPOABIDKSHHE HA IOBEYE OT JBa Yaca.

3abenexka:

3a na ce uzbermar noTeHuuATHEN HeckeMectuMocTH, BONDRONAT konneptpar 3a
un(Y3HOHEH pasTBOP TPIOBa Ja ce CMECBA CaMO ¢ M30TOHMYCH PasTBOD Ha HATPHER
xyopuA wm 5% pa3teop Ha Aexcrpo3a. BONDRONAT koHIEHTpaT 32 nHbYy3HOHEH
pasTBOp He TpsbBa Ja ce CMeCBa ¢ Pa3TBOPH, CHABPIKAIIM KaJIIHi.

PaspeneHuTe pasTBOPH Ca caMo 3a efHOKpaTHa ymoTpeba. Tpsbpa fia ce H3MON3BAT
caMo OKCTpH pa3TeopU 0€3 HamWyHe Ha TBEPIH JaCTHLL.

TIpenopb4sa ce MPOAYKTHET Ka Ce M3MOJI3Ba BefHAra Cie/l paspekIaHeTo My (Brx
TouKa 5 or Tasu JuicToska “ChXPAHEHHME HA BONDRONAT™).



Trii kato cray9aiiHOTO HHTpa-apTEpHaNHO NPHIOKEHHE Ha IPOAYKTHTE, KOWTO HE Ce
NPEeNOPEYBAT CIIENHAHO 3a Ta3H Lell, KaKTO ¥ MapaBeHO3HOTO NPHIOXKEHHE, MOKE A
IOPUIHHAT THKaHHO yBpexaane, Tpadea xa ce pHuMaBa BONDRONAT xomnentpar
32 HHQ)Y3UOHEH Pa3TBOP Ja Ce NpHilara HHTPABEHO3HO.

3abenexKa OTHOCHO yIoTpeGaTa Ha aMIyuTe:

XBaHeTe ammyNHIe CBC CHHSTA TOYKa Harope. PasTipcere MM JEKO HOUyKaiiTe
aMIynaTa, 3a Ja MOJKe TEYHOCTTA, KOATO Ce € 3a/bpxaNna B muiikara Ha aMIrylara, Ja
C¢ BBPHE B TANOTO H. XBaHeTe MHAiiKaTa Ha aMIyJIaTa H OTYYIETE C ABIDKEHHE HABBH
oT cebe cH.

HecToT2 Ha NpHAOKEHHE
OGuxroBeno BONDRONAT xommenTpar 3a uHdy3HoHeH pasTBOp Ce IpHiara o
dopMaTa Ha eqHOKpaTHA HHDY3HA.

Hpopsaxurennocr Ha edenue

Orpampuen Opoit mamwentn (50 Gommm) ca monydunu Bropa WHGBY3EA HOpH
XullepKannpeMus. IIOBTOpHOTO JieYeHME MOXE Ja C6 KMa Opel BHL npn
pPENUHBHpaNIA XHIEPKANIHEMH WIH HEAOCTaThYHa e(hHKACHOCT.

Axo cre npmios nosede BONDRONAT oTkonkoTo € He00X0MHuMO:

Jo Momenta Hama onuT ¢ ocrpo orpaesse ¢ BONDRONAT xoHueHTpar 3a
AHOQY3HOHCH pasTBOp. Thil KaTO O BpeMe HZ IPENKIMHMYHNTE NPOYYBAHHL C
BHCOKH J03H € Ouno ycraHoBeHO, 3¢ OnOpenute u QepHUAT Hpod ca IpHUECTHM
Oprany 3a TOXCHYIHOCT, TpabBa ja Obae chepena dynkuusra Ha 6n0peka B depHHUSA
Apob.

KnpeuyHO 3HawMMAaTa XHHNOKAIHEMHsT (MHOTO HHCKH CEPYMHH HMBA Ha KEUII];HH)
TpsaOBa Aa ce KOPUTHpa Ipe3 BeHO3HO IPUIOIKeHIE Ha KalllHeB THEOKOHAT.

4. BB3MOKBH HEXEJAHHU PEAKITAM
Kaxto Benuku rexapetsa, BONDRONAT Moxe Aa uMa HEXESIaHA PEaKIHH.

HutpasenozHoro npunoxenne Ha BONDRONAT koHmeHTpatr 3a HHE(Y3HOHEH
pasTEOp Haii-uecTo € OHMIO CBBP3aHO ¢ IOBHIIABAHE Ha TeleCHAaTa TeMieparypa.
Panko ce cpoOmaea 3a TPHOODONOOEH CHHOPOM, CBCTOAMI €€ OT IOBHIICHA
TeMIeparypa, CTyAeHH TPHIKH, OOJNKH [0 KOCTHTE M/HiH MycKymure. B mopeuero
CIy9ad He ¢ 61Uno HeobXoauMo CIeHu(IrHo JeYeHHe H CHMIITOMHUTE 2 OT3BYJaBaH
cHelT HAKOIKO Yaca/JIHH.

Yecto pamaneHoTo Hp0pedHo OTASIIHE Ha KAy € IPHAPYXEHO OT NOHMKaBaHe Ha
HHUBaTa Ha cepyMHuTe Qocdary, KOETO He Hajlara TepaneBTHIHH MepKH. CepyMHOTO
HYIBO HA Kauii MOXKe 2 Ce HaMalli [0 XUNOKAITHEMHYHHE CTOHHOCTH.

TIpwioxenneTo Ha Apyrd GEGocdoHaTH € OHTo CBBP3aHO ¢ OPOHXOCIA3EM (XPHIIOBE,
HEJOCTHT Ha BB3AyX) IpH aUHeHTH ¢ acTMa, IyBCTBHTEHH KbM aleTHICANHIIOBa

KHCCIHHA.



Axo 3abene)xuTe HAKAKBA HEXENAHA DeaKnu#A, KOATO HE € chooMeHara B TasH
JIMCTOBKA, MOJIA, CLOOmeTe Ha Bams jiekysaiy Jiexap ¥id (apManesT.

S. CBXPAHEHME HA BONDRONAT

Crxpanssaiite BONDRONAT na mscto, KBIETO Aeliara HE MOraT Aa ro CTHTHAT H
7la TO BHJIST.

Ha craiina temmeparypa (15°C — 25°C) cpoxsr Ha rommoct Ha BONDRONAT
ammynu 1 mr/1 mi e 5 rogus;.

He usnonspaiite BONDRONAT cnen garata Ha H3THYaHe Ha TOOHOCTTA, oThemana
Ha BRHINHATA ONAKCBKA M HA €THKETA.

Criex pasTBapsHe HH(Y3HOHHUAT Pa3sTBOP ¢ cTabuileH B IpombpkeHHe Ha 24 Jaca
nipu 2°C — 8°C (B XTaAUIHHK).

Hen3nomsgaguar pa3rBop TpAbBa la ce H3XBHDIH.



