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MHOOPMAIUA 3A MATIMEHTA

IIpogerere BHHMATENHO HANATA JHACTOBKA IpeH Ja 3aH0UHeTe A2 H3M0I3BATE

TOBA JIEKAPCTBO.

- 3amazete Ta3u nucTOBKA. Moske Ja iMaTe Hy»a Aa I HPOYETETE OTHOBO.

- Ako uMare APYTH BBIPOCH, MO, 3alIATaliTe Barus eKkap MM GapMalesT.

- Topa NeKapcTBO € IPSANKCARO AMYHO 3a Bac 1 He TpsOBa Jia To naBare Ha APYTH
xopa. To Moxe fia 6bJe BpemHO 3a TAX, AaXe M aKO TeXHHMTEe CHMITOMM ca
chImuTe Kato BamnTe.

B Ta3u gucTORKA:

Kaxso npepcrasmsisa BONDRONAT (boraposat) 1 32 KakBo ce H3II073Ba
TIpenw na u3nomssate BONDRONAT

Kak aa ce nprara BONDRONAT

B®3MOXKHE HEXENaBH PeaKIHH

Coxpanerrie Ha BONDRONAT.

JlonsHETeHA HH(OPMAIET

S e

BONDRONAT 6 mg/6 ml concentrate for solution for infusion
Ibandronic acid

BOHIAPOHAT 6 mMr/6 ma xoHIeHTPAT 32 HEQy3HOHEH PAa3TEOP
Mbanaponosa KHCENHHA

- JIeKapCTBEHOTO BEWECTBO € WOAHNPOHOBA KuceiHHA. Emun dmakom ¢ 6 ml
GesnBeTeH, OMCTHD KOHNEHTpaT 3a HMEQY3HOHEH pasTBOp ChRABpXa 6.75 mg
nGaHHpPOHOBA KHCEIHHA, MOHOHATPHERA COJI, MOHOXHIPAY, CHOTBETCTBAN Ha 6
mg nbaBfPOHOBA KHCETHHA,

- JIpyriTe CHCTaBKH ¢a HATPHEB XJIOPHJ, OIETHA KHCENHHa, HATPHER afeTaT i BOAA
33 MEKEKITHH.

Ilputexares Ha paspemeHHETo 32 ynorpeba:
Pom Beirapus EOOJ, yn.”bsano none™ 16, 1618 Codus, benrapus

HponsBoauTell, OTTOBOPEH 32 0CBOOOKIARAHE HA MAPTHIATE
Roche Diagnostics GmbH

Sandhofer Strasse 116

D-68305 Mannheim

Germany

1. KAKBO IIPEACTABJISIBA BONDRONAT U 3A KAKBO CE
HA3IO0JI3BA

BONDRONAT 6 Mr/6 mMi aMoyms cuibpka 6 M KOHIEHTpaT 3a HH)Y3HOHEH
PasTBOP K Ce IPOAABA B ONAKOBKH 10 1, 5 1 10 dpnaxona.
Jlexapectpenoto BemectBo Ha BONDRONAT, mbanppoHoBaTa KHCENHHE,




YCIOXKHEHUS B (paKTypHTe, CREP3aHA C PasfipOCTPaHCHHUETO Ha PAKOBHUTE KIECTKH B
KocrTa.

BONDRONAT e nokaszas 3a:

- TlaromormsHO (HCHOPMaNHO) DOBMNICHH CEpyMHH HHMBa Ha  Kajlmud
(xumepkannyueMus) B pe3yaTaT Ha TyMOPH.

- IlpemorBparsBane Ha CEOMTUS OT CTpaHa Ha ckelleTa (MATONOTMYHH (QpaKTypH,
KOCTHH YCIIOJKHEHHS, H3UCKBAlIK JbyeNiedeHne NIl Oepanys) IpH NanueHTKE C
PaK Ha I'bpAATa M KOCTHH METACcTasH.

2. TIPEAY JA BU CE HPHJIOKH BONDRONAT

IIpenopruBa ce, mpd nammeHnTH, nekypamn ¢ BONDRONAT komHeHTpaT 3a
aabYy3HOHEH Pa3TBOP Aa ce MpociensBaT Op0peuHaTa QyHKIMs, CEPyMHIS KallilHii,
(docdara B Marge3us.

He ce ouyaxBa HeoOXOAHMOCT OT KOpHTHpaHe Ha Jo3aTa HIpH HAUHCHIH ©
gepHOApoGHO 3abomnsBaKe, THH KaTO QepHHUAT Kpod HE HIPac CHIIECTBEHA POJII MpH
OTACISHETO Ha HOAHAPOHOBATA KUCEMITHA.

Ilpr Oomem ¢ PHCK OT CHpieyHa HEROCTATHUHOCT TpsbBa Ja ce H30srBa
IPEKOMEPHOTO OBOJHSBAHE,

He npanaraiite BONDRONAT:
- @KO CTe CBPBXUYBCTBHTENHH (aNeprirdHH) KBM JIEKapCTBEHOTO BEINECTBO HIIM
HAKOS OT JIPYTHTE CHCTARKH.

BONDRONAT xoHneHTpar 3a HHQY3HOHEH pa3TBOp HE TP4OBa Jia ce H3II0N3Ba IPH
Jielia TIOpa/ii JIUTICa Ha KIHHIYIEH OLHT.

Karo s3emare BONDRONAT, o6bpHeTe ciellHaJH0 BHHMAHKE:

Tpabpa fa KakeTe Ha JEKYBamIAg CH JIeKap, ako 3HacTe MM NpeAroarare, I¢ Moxe

Jia IMare:

-  CBPHXYYBCTBHTENHOCT KBM JpyTH OndocdoHaTH.

- HHECKO HHBO Ha KamlIusd B KPBBTa

- Jpyrd HapymleHHs Ha O6MsBAaTa Ha MEHEpanuTe (KaTo HeJOCTHT Ha BUTaMuH D)

- Texxo 6p0peyno 3abonseaye (650peUHa HEXOCTATHYHOCT, T.€. KPEATHHHAHOB
KIUpEEC 00X 30 Mi/MuH)

BpevMeHHOCT H KbpMEHE
BONDRONAT xoruesTpar 3a HH$Y3HOHEH pa3TBOp He TpabBa Ja Ce H3HOI3Ba IO
BpeMe Ha GpeMEeHHOCT H KBpPMCEHE.

HaMma pocTaTeyHO JaHHH 3a M3OON3BAHETO Ha KWOAHAPOHOBATa KHMCEHNMHA IPH
SpemMenHy xeHH. IIpoydBanmsaTa BEPXY PEIPOAYKIIASTA IPY XKUBOTHH C2 YCTAHOBUIIH
Hexenaus eexTH PLPXY INoga X Harmdne Ha nOaHAPOHOBa KMCENINHA B KbpMAaTa Ha




Modnpane uan padoTa ¢ MamEH
EdextsT Ba BONDRONAT xoHEeHTpar 3a ¥H(Y3HOHEH Pa3TROP BEPXY PEaKOHHTE,
OMTENHOCTTA WK BE3IPAATHATA He ca OMIH M3CNeIBaHH.

Ilpuemane Ha APYFH JieKapeTBa:
Mons, nadopMupaiite Bantms nekypany gexap Wi (apMalesTa, ako NpHeMaTe HiH
HACKOPO CTe IpUEMAaI JPYTH JIEKapCTRa, Jaxke H aKO Te He ca MPEATHCAHM OT AeKap.

He e nabmopmaBaso B3auMmopelicTBHe Ha HOaHAPOHOBA KHCENHHA, NPHIOKEHA
eIHOBPEMEHHO ¢ TaMOKCH(er Min Mendanas/IPeTHH30IO0H.

TlpenopruBa ce BHHEMAaHME, KOTaTo ce Hpmwiarat 6ndocdOHaTH ¢ aMHHODIAKO3HIH,
THf KaTO JBETE JIEKapCcTBA MOraT Ja NOHIDKAT CEPYMHMTEC Kall[HeBH HHBAa 32
NpOABIDKATENHO BpeMe. Brmmanme tpsbsa ma ce oOhpHE M Ha BBIMOXHOTO
eMHOBpEMEHHO HAITIIE HA XHIOMAarHe3neMus (HaMaICH) HIBa Ha MarHes3us).

3. KAK HIIE B CE ITPHJIATA BONDRONAT

KomrgectBoro Bondronat, xoeTo me BH ce NPHIOXH, MOXe Jia BapApa B 3aBHCHMOCT
OT BameTo 3abonsBaHe:

Hozaposka: IlpenoTBparsiane Ha ChOMTHS 0T cTpaHa Ha CKejJleTa NPH
HAHEHTKY ¢ Pak Ha FbPAaTa H KOCTHH METACTA3M.

IIpenopLuBapaTa £03a 3a NpoQHIaKTHKA Ha CKeNeTHH CHOMTHA IPH NAWMEHTKH C paK
Ba r6pAaTa B KOCTHH METacTasd € 6 Mr HHTpaBeHO3HO 1pe3 3-4 ceamuuy, Mudysusara
Tpabea jga mpomsxd 1 uac. Ilpm maumentH ¢ Texko OBOpEeTHO yBpexgaHe
(xpeaTHriHOB KMpEHC mox 30 MI/MHUH) mpenopbusaHaTa fo3a € 2 MI, Nipuarasa
mpe3 3-4 ceIMHNHE B poAsIDKeHMe Ha 1 gac.

Hozapopxa: Tymop-EHEYNUpaEa XHACPKAINAEMHAT

BONDRONAT xoHneHTpar 3a mHpY3HOHeH pa3TBOp OOHKHOBEHO ce MpHiara B
GonuangHn yenoprs. Jlo3ara ce ompelens OT JISKap, KaTo ¢ HMAT NPeABHA CICAHNTE
daxTopH.

Ilpeau negenne ¢ BONDRONAT namueHTsT 7Tpa6Ba Ja OBIar anexsartHoO
pexumpatipad ¢ 0,9% pasteop Ha Hatpues xmopup. TpsGea ma ce mMa mpenBui
TEXeCTTa Ha XuepKaINIAeMusiTa, KaKTO H BHA Ha Tymopa. IIpH HOBEYETO NalMeHTH
¢ TeXKA XHHepKanmueMus (an6yMuH-KOPHIHPAH cepyMeH Kamupi* > 3 mmol/l unu 2
12 mg/dl) 4 mg me ca xocraTEdHA eMuHMYHA jo3a. Ilpw mammeHTH € yMepeHa
XHIepKanyeMas (AI0yMHAH-KOPATHpPAH cepyMeH Kammi* < 3 mmol/l mma < 12
mg/dl) 2 mg e edextuBHa xosza. Haii-ucokata x03a, H3MOJ3BaHA B KJIHHWIHATE
apoyusaHus, € Omna 6 mg, HO Ta3sw J03a HE XpHOaBs NONBIHHTENHA TOJN3a IO
OTHOIDEHHE Ha e(PHKACHOCTTA.

*3abenexxa: KoHneHTpanuwre Ha an0yMHAH-KODHTHPAH CepyMeH Kalmud ce
H39UCHSIBAT [TO CHETHAI HauuH:

AnbyMUH-KOPHTHpaH = cepymen kanuuii (mmol/l)—[0,02x
cepymeH kanmmii (mmol/l )
HIAH

Sk 5o



AnOyMHH-KOPHTHpaH = cepymen xanuuii (mg/dl) + 0,8 x [4 - anGymun (g/dD)]
cepymes kanmuit (mg/dl )

3a fma ce NpeRbpHE aN0YMUH-KODHTHPAaHUAT cepyMeH Kanugii or mmol/l B mg/dl, Tpabea na
ce YMHOXH no 4.

B moBegero ciydTan OBHIOIEHOTO CEPYMHO HUBO Ha KalIlH Moxe Aa Ob1e HaManeHo
J0 HOpManHaTta cToiBEocT o 7 aun. CpefHOTO BpeMe IO PENHMAHBHpaHe (IIOBTOPHO
HOBHIIABAHE HA ATOYMHH-KOPHTHPAHHA cepyMeH Kanmmii Hay 3 mmol/l) e Guno 18-
19 nuu npu gosu 2 mg 1 4 mg. Cpengoro BpeMe o peunxus € Ommo 26 Aau npy f03a
6 mg,

Meron ¥ 0BT Ha HPHIICHKEHHE
BONDRONAT xomnenrpar 3a uH(y3HOHEH pasTBOp TpsabBa Ja ce Ipuiara HOZ
(opMaTa Ha MHTPaBeHO3HA HHDY3HA.

3a TasW uen CHABPKAHACTO Ha ¢makoHa TpabBa Aa ce pobapH KM 500 ml
W30TOHHYEH Pa3TBOp Ha Hatpres xnopus uma keM 500 ml 5% pasTBop Ha Aexcrpo3a
H Jia ce BAHBA B IIPOABIDKEHAE Ha 1-2 9aca B 3aBHCHMOCT OT NOKA3aHHETO,

3abenexxa:

3a na ce usbermar norennpanmiy HecsBMecTEMOCTH, BONDRONAT xounentpar 3a
naGy3uoHeH pa3TBOp TPsAOBa Aa ce CMEcBa CaMO C H30TOHHYEH PA3TBOD Ha HaTpHeB
Xopun uik 5% pasteop Ha nexerpoza. BONDRONAT xonuertpar 3a nHQY3HOHEH
Pa3TBOp He TpsOBa Ja ce CMeCBa ¢ pa3sTBOPH, ChABPIKAINHU KaJIIlHH.

Pa3spenenrTe pasTBOpH ca caMO 33 eJlHOKpaTHa ymoTpeba. Tpabpa na ce M3HON3BAT
caMo OHCTpH pa3TBOpH 03 HaNH9ue Ha BUAUMH JACTHIH.

IipenopraBa ce MPOXYKTHT AA CE H3NOJ3BA BefHATa CHEM PaspeikJaHeTo My (BHK
Touka 5 oT Ta3m Iucroska “CbXPAHEHME HA BONDRONAT”).

Toit xaTo CHy9YaliHOTO MHTpa-apTEepHANHO MPHICKEHHES Ha NPOAYKTHTE, KOHTO HE Ce
TIPEIIOPEYRAT CIEHUANHO 3a Ta3H 1T, KAXTO H IAPaBeHO3HOTO NPUIIOKEHHE, MOXE a
OPHIHHAT THKAHHO yBpexaaHe, TpabBa ga ce Baamasa BONDRONAT xomnenrtpar
3a HHQY3HOHEH PasTBOP A4 c€ NpHiara HHTPABCHO3HO.

YecroTa HA NPHAGKEHNE
3a newenue Ha TyMop-uHAynupana xuneprampemus BONDRONAT xonnentpar 3a
HE(Y3HOREH pa3TBOp OOHMKHOBEHO ce€ NpHaara mHox (opMara Ha €IHOKPaTHa

HH(]Y3HA.
3a mpenoreparsBaHe Ha CHOMTHA OT CTpaHa Ha CKEJI€TA IpH HMalHCHTKH ¢ paK Ha
IEPHATA M KOCTHH MeTacTasy, undysusrta ¢ Bondronat ce mosTaps Mpe3 HHTEPBAN OT

3-4 ceaMumy,

I[pOIl'bJ'lH{HTeJIHOCT Ha JICYICHHC

XHNICPKANIHEME A, HOBTOpHOTO JICUCHHE MOXKE Jda CC
PEeIHINBHpAHA XHIICPKaIIIHEMHAI HIE HENOCTaThuHA CCbHKaC



INpyu mamueHTKH ¢ paKk HA rBEpAATAa W KOCTHH MeTactass, MH(Qy3msra ¢ Bondronat
Tpabea Aa ce npmiara mpe3 3-4 cegvumu. Ilo BpeMe Ha KIHHMYHATS H3NHTBAHHA
NedeHUeTo € IPORBIDKABANo 0 96 ceaMuI.

Axo ca gu npuinoxainn noeede BONDRONAT, orkolikoro € He00XoqaMo:

Jlo MoMmenTa HiMa ONHT ¢ octpo oTpasHe ¢ BONDRONAT xommenrpatr 3a
rEGY3HOHEeH pa3tBop. Th# Karo 110 BpeMe Ha NPESKIHHWIHHTE MPOyYBaHHA C
BHCOKH HO3H € OHII0 YCTaHOBeHO, ye OndpenmuTe W YepHHAT Apo0 Ca IpPHIIEITHHA
OpraHy 3a TOKCHYHOCT, TpsibBa Ja Obae cieieHa dyBknuara Ha 6p0pexa H YepHHA
Zpo0.

KiEHMYHO 3paYBMaTa XHHoKammeMus (MHOTO HUCKY CepyMHH HHMBA Ha Kaimmii)
Tps#0Ba Ha ce KOpUIrHpa Ipe3 BEHO3HO NPHIOKEHHE Ha KanllHeB FIIOKOHAT,

4. BBH3MOXHU HEXEJAHU PEAKIINH
Kakrto Bewaku exapersa, BONDRONAT moxe a uMa HeXeNnaHH peaKiiH.

IMpr man@esTE ¢ TYMOD-HHAYUMpaHa XHIEPKATMUEMHs HHTIPABEHO3HOTO
npriokenve Ha BONDRONAT kouieHTpaT 3a uMH(Y3HOHEH pasTBOp Hai-4ecTo e
funo cBBp3aHO C IOBHINIABAHE HA TelecHaTa TeMmeparypa. Psuxo ce cpobmasa 3a
TPHEOHONO0EH CHHAPOM, CHCTOAN C& OT MOBHHIEHA TEMIICpAaTypa, CTYACHH TPHIIKH,
OONKHA IO KOCTHTE W/AIH MycKymure, B moBegero ciydau He e Gmio HeoOXomuMO
ciemudEYHO eYeHRE i CAMOTOMKTE C2 OT3BYIABANH CJICH HAKONKO Jaca/THH.

YecTo HAMANEHOTO GHOPETHO OTHENSIHE Ha KailuH € NPAAPYKEHO OT IIOHIKaBaHe Ha
HEBATa Ha cepyMHAnATe (QochaTy, K0eTO He Hauara TepaueBTHUHH Mepku. CepyMHOTO
HEBO H2 XKalIHH MOXe Aa e HaMaiH JIO XHIIOKAMIHEMIIHH CTOHHOCTH.

TIpunoxenneto Ha apyrH 6E(ocdoHaTH ¢ 6HIo CBBP3as0 ¢ GPOHXOCHA3EM (XPHIIOBE,
HEZOCTHT Ha BE3AYX) IIPH MAIEHTH C 2CTMa, TyBCTBHTEIHE KBM alCTHICANHIEIOBA
KHCCINHA,

Ilpn nanWeHTKMTE C pak Ha TbpAaTa M KOCTHH METacTasy HHTPaBEeHO3HOTO
npanoxenne Ha Bondronat e Guio cBEP3aHO Haii-gecTo ¢ yMmopa, rinasobomnue,
TpUTIONOZ00EH CHHApOM, Juapus M MyckynHa Gonka (Muamrus). Jpyrn dectu
HeXeNany edeKTH BKIIOUBAT: HAPYIICHO XpaHOCMMIAHE (HHECICICHT), MOBPBHINAHE,
3aMaiiBaHe, CTOMAalIHO-YpeBHa GOJIKa, OBHIICHH HMBA Ha YePHOAPOOHHTE €H3MMH,
HOBHIEHN CEpPYMHE H¥BA HA KpeaTHHMHA, GONKH B I'BPJIOTO, HOAyBane (OTOK) Ha
JOJHHTE KpalHULH.

Axo 3abenexure HsiKakpa HEKelNaHA peakips, KOATO HE € CHoMeHaTa B TasH
JIECTOBKA, MO, chobmeTe Ha Bamus nexypam siekap Wid GapManenT.

5. CBXPAHEHHE HA BONDRONAT

Crxpanssatite BONDRONAT nHa MICTO, KBIETO AeNATa
Jla T0 BHAAT.



CpoxsT Ha rofHOCT Ha GiaxonnTe Bondronat 6 mg/6 ml e 5 ropuny.

He msnomspaiite BONDRONAT crnien qarara Ha H3THYaHE Ha MOJHOCTTA, OTOEIII3aHa
Ha BRHOIHATA OMAKOBKA H Ha CTHKETA.

Crex pasteapsHe HEGY3HOHHMSAT DAa3TBOp € cTabHieH B NPOABIDKCHHE Ha 24 daca
mpu 2°C — 8°C (B XNaRMITHNK).

Heuznomssanust pa3TBop TpaOBa Aa ce H3XBLPIH.
6. JOINGLJHHTEJNHA HHOOPMAINM:

32 nrdopManus OTHOCHO TO3H JIEKAPCTBEH HIPOAYKT, MOJIA CBBPXETE CC ¢ MECTHHA
OpefcTaBuTeN Ha MPATEKATEII Ha pa3pelneHreTo 3a yrorped




