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Aredia (Pamidronic acid) Novartis 

YnaTCTBO Ja na4111eHTM 

Aredia (pamidronate disodium) 

npawoK M pacTsopysa'l Ja pacTBop Ja MHcpyJMja 

nPE,Q YnOTPE6A HA IlEKOT, BH~MATEilHO nP04~TAJTE ro UEilOTO YnATCBO 
• Yyaajme eo ynamcmaomo. Mo>Ke6u Ke mpe6a aa eo npolfumame noamopHo. 
• ,[foKonKy uMame aononHumenHu npawal-ba o6pameme ce Kaj Bawuom aoKmop unu 

cj:JapMau,eam. 
• Oaoj neK Bu e npenuwaH BaM nulfHO u He mpe6a aa eo aaaame Ha apyeu nuu,a, 6uae}Ku Mo>Ke 

aa UM Hawmemu aypu aKa HUBHume cuMnmoMu ce ucmu KaKo Bawume. 
• ,[foKonKy 6uno Koe HecaKaHo aejcmao cmaHe cepuo3HO unu aKa 3a6ene>Kume HecaKaHu 

aejcmaa Kou He ce HaaeaeHu ao oaa ynamcmao, Be MonuMe uHcj:JopMupajme ao Bawuom 
aoKmop unu cj:JapMau,eam. 

COAP>KMHa: 
1. WTo npeTcTa8y8a ApeALr1a 1r1 3a WTO ce ynoTpe6y8a 
2. WTO Tpe6a Aa 3HaeTe npeA Aa ynoTpe6Lr1Te ApeALr1a 
3. KaKo Aa ynoTpe6y8aTe ApeALr1a 
4. MmKHLr1 HecaKaHLr1 AejcT8a 
5. 4y8al-be Ha ApeALr1a 

APE,Q~A 
npawoK M pacTsopysa'l Ja pacTBop Ja MHcpyJMja 

n pOMJBOAMTeil 

Novartis Pharma Stein AG, Switzerland 

1. WTO nPETCTABYBA APE.Q~A ~ 3A WTO CE YnOTPE6YBA 

APE,lJ,IIIA e AOCTaneH 80 np08Lr1AHLr1 CTaKJ1eHLr1 8Lr1jan1r1 KOLr1 COAp>KaT 15, 30 1r1n1r1 90 mg ALr1HaTpLr1yM 
naMLr1APOHaT KaKO aKTLr18Ha COCTOjKa. 81r1jan1r1Te Lr1CTO TaKa COAp>KaT Lr1 HeaKTLr18HLr1 COCTOjKLr1 KaKO 
MaHLr1TOn Lr1 cpoccpopHa Klr1Cenl.r1Ha. 
ApeALr1a e AOCTaneH 80 naKy8al-be OA 1 8Lr1jana. 
naMLr1APOHaT ALr1HaTpLr1yM cnafa 80 rpynaTa neK08Lr1 Hape4eHLr1 6Lr1cpoccpoHaTLr1 KOLr1 noMaraaT 80 
perynlr1pal-be Ha KOnlr14Lr1HaTa Ha KanL-ILr1YM 80 Kp8Ta. 

8Lr1COKO Hlr180 Ha Kan4Lr1YM 80 Kp8Ta (X1r1nepKan4eM1r1ja) ce noja8y8a 80 no8eKe COCTOj6Lr1, 
8KJ1y4y8ajKLr1 Lr1 HeKOLr1 TLr1n08Lr1 Ha Kap4Lr1HOM. Haj4eCTO XLr1nepKan4eM1r1jaTa e npeALr138Lr1KaHa OA 
Lr1CnywTal-beTO Ha Kan4Lr1YM OA KOCKLr1Te. naMLr1APOHaT ALr1HaTpLr1yM Ce nen1r1 3a KOCKLr1Te Lr1 noMara 80 
peAY4Lr1pa1-be Ha Lr1CnywTal-be Ha Kan4Lr1YMOT 80 Kp8Ta. AKO He ce neKy8a, XLr1nepKan4eMLr1jaTa MO>Ke 
Aa npeALr138Lr1Ka CLr1MnTOMLr1 Ha raAel-be, YMOp Lr1 36yHeTOCT. 

ApeALr1a ce ynoTpe6y8a 1r1 3a TpeTMaH Ha nat,JeT-o8a 6onecT. 

2. WTO TPE6A ,QA 3HAETE nPE.Q .QA YnOTPE6~TE APE.Q~A 
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Aredia (Pamidronic acid) Novartis 

Apeg111a He e norogeH 3a neKysaH:>e Ha ge4a . 

06paTeTe noce6Ho BHMMaHMe npM ynoTpe6a Ha ApeAMa: 
• gan111 6onegysaTe OA 6onecTII1 Ha 6y6pe3111? 
• gan111 111MaTe npo6neMII1 co cp4eTO? 
• gan111 111MaTe 6111no KaKBII1 npo6neMII1 co LIPH1110T gpo6? 
• gan111 HeKoraw cTe 111Mane npo6neMII1 co T111p0111A8Ta? 
• A8I1111 naTII1Te OA HegOCT8TOK Ha K8Ill..I111YM 111!1111 BII1T8MII1H 0? 
• A8I1111 CTe 111M8Ile npo6IleMII1 CO B8WII1Te 386111 111 BII1Illl14111? 
• A8I1111 naTII1Te OA rp03H11148 H8 np. rp111n 111!1111 HeWTO CI11114HO? 

AKO ogrosoplt1Te CO fJ.A Ha 6111!10 KOe OA OBII1e npawaH:.a 111HcpOpM111pajTe ro 8aWII10T AOKTOp, 
6111gejKII1 Apeg111a MO>Ke ga He e BII1CTII1HCKII10T IleK 38 sac . 

.QanM 3eMaTe APYr neK? 
HeKOII1 neKOBII1 MO>Ke ga MY nonpe4aT Ha Baw111oT TpeTMaH. Ka>KeTe MY Ha Baw111oT goKTop 
AOKOilKY 3eMaTe HeKOII1 OA CileAH111Te: 
• gpyr111 IleKOBII1 38 BII1COKO HII1BO Ha K8Ill..III1YM K8KO K8Il4111TOHII1H 
• gpyr111 6111cpoccpoHaTII1 
• gpyr111 neKOBII1 KOII1 MO>Ke ga genysaaT Ha 6y6pe3111Te (88WII10T AOKTOp Ke 3Hae KOII1 ce Tille) 
• T8I1111AOM111A (ce K0pii1CTII1 38 IleKyBaH:.e Ha HeKOII1 K8P4111HOM111) . 

CeKoaaw Ka>Keme MY Ha Bawuom ooKmop 38 cume neKoau Kou au 3eMame. Oaa ce ooHecyaa Ha 
neKoaume KOU caMu au 3eMame 6e3 peu,enm, KaKo u Ha oHue Kou ce npenuwaHu oo Bawuom 
ooKmop. 

• 6111gejK111 neKysaH:>eTO co Apeg111a MO>Ke ga genysa Ha KOCKaTa og BII1Ilii148Ta MopaTe ga ro 
1113BeCTII1Te Baw111oT cToMaTonor geKa np111MaTe Apeg111a npeg ga 3ano4HeTe co geHTaneH 
TpeTMaH 111!1111 onepa4111ja. 

• Mopa ga BOAII1Te cMeTKa ga He gex111gp111paTe gogeKa np111MaTe Apeg111a. Pa3rosapajTe co 
8aWII10T AOKTOp 38 ga ce OCII1rypaTe KOilKY Te4HOCTII1 MOpa ga 111Cnll1eTe. 

• [J.ogeKa se neKysaaT co Apeg111a Baw111oT goKTop l(e caKa ga ro nposep111 saw111oT HanpegoK co 
spweH:>e Ha nosel(e TeCTII1paH:>a np. nposepKa Ha KPBTa 111 TeCTOBII1 3a cpyHK41110H111paH:.e Ha 
6y6pe3111Te. noTceTe ro geKa 3eMaTe Apeg111a npeg ga HanpasaT 6111no KaKso TeCTII1paH:>e. 
Apeg111a MO>Ke ga genysa Ha pe3ynTaTII1Te . 

.QanM Ke ce jaBaT npo611eMM npM B03etbe MflM KOpMCTetbe Ha M3WMHa 

fJ,OKOilKY ce 4YBCTByBaTe nocnaHO 111!1111 CTe 36yHeTII1 no TpeTM8HOT CO Apeg111a, He B03eTe 111 He 
KOp111CTeTe M8WII1HII1, ce gogeKa OBII1e CII1MTOMII1 He 111C4e3H8T. 

3. KAKO .QA YnOTPE6YBATE APE.QVIA 

Baw111oT goKTop Ke ja ogpeg111 T04HaTa go3a so 38BII1CHOCT OA sawaTa cocToj6a. 

[J.oKTopoT 111!1111 MeAII14111HCKaTa cecTpa Ke ja np111npeM111 111HjeKL..1111jaTa co pacTsopaH:.e Ha Apeg111a 
npawoKOT so soga 111 nOToa Ke ro pa3peg111 pacTsopoT co cne4111janHa Te4HOCT 3a 111Hcpy3111ja.TaKa 
A06111eHII10T paCTBOp Mopa ga ce 4YB8 BO cppii1>K111Aep 111 ga ce 111CKOp111CTII1 BO pOK OA 24 48C8 

Apeg111a ce gasa co MHory 6asHo 111HjeKT111paH:.e so seHa (111HTpaseHcKa 111Hcpy3111ja). V1 j Ta 
Tpae OA 1 AO nosel(e 48COBII1 BO 38BII1CHOCT OA A038T8. 8aWII10T AOKTOp Ke OAI1Y4111 K l-1~:fs 
8111 ce noTpe6HII1 111 KOilKY 4eCTO Ke r111 np111MaTe. <q"0016 

.s-1 +~ 
.:It J..... -~ (.)))) 

CnegaT npenopaKII1 3a A03111paH:>e: 
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Aredia (Pamidronic acid) Novartis 

3a x~omepKanyeMMja: 
OA 15 - 90mg ce AaBa KaKo eAI!1Hel.!Ha 111n111 noseKeKpaTHa 1!1HQJY3111ja. 

3a 6011eCTir1 Ha KOCKir1 lr1 60I1Kir1 BO KOCKM: 
90mg Ha CeKOI!1 4 HeAenl!1 . Kaj HeKOI!1 na1...11!1eHT1!1 A03aTa MO>Ke Aa ce AaBa ceKOI!1 3 HeAn111 80 1!1CTO 
speMe KaKo xeMoTepanl!1jaTa. 

3a naueT-osa 6onecT 
180mg ce AaBaaT no 30mg eAHaw HeAenHo so TeK Ha 6 HeAenl!1 111n111 60 mg ceKoja BTopa HeAena 
80 TeK Ha 6 HeAenl!1. 

8aWI!10T AOKTOp 1!1CTO TaKa MO>Ke Aa 8111 AaAe TeCT A03a OA 30mg 3a Aa B111A111 KaKO pear111paTe Ha 
TpeTMaHOT. 

BaWI!10T AOKTOpp 1!1CTO TaKa MO>Ke Aa 8111 npen111we TpeTMaH CO Kanl..II!1YM 1!1 BI!1TaMI!1H 0 
1!1CTospeMeHo co ApeA111a. 

WTo aKo ce npeA03MpaTe co ApeAMa? 
,[J,OKOnKy MI!1Cni!1Te AeKa 111n111 CTe A061!1ne 111n111 CTe 3eMane npeMHory ApeA111a BeAHaW Ka>KeTe 111M 
Ha BaWI!10T AOKTOp 111n111 Ha MeAI!11...11!1HCKaTa cecTpa. 

WTo aKo nponywTMTe A03a Ha ApeAMa? 
,D,oKonKy nponywTI!1Te eAeH OA 8awi!1Te TpeTMaH1!1 , BeAHaw 1!13BecTeTe ro Baw1110T AOKTOP 111n111 
MeAI!11...11!1HCKa cecTpa . 

4. MO>KHI.1 HECAKAHI.1 ,QEJCTBA 

ApeAI!1a e noroAeH 3a noseKeTo na1...1111eHT1!1, HO KaKo 111 noseKeTo neKOB1!1, noHeKoraw Mo>Ke Aa 
npeAI!13BI!1Ka HecaKaHI!1 AejcTsa. HecaKaHI!1Te AejcTsa Hajl.lecTo ce cna6111 111 1!1Cl.le3HysaaT so TeKOT 
Ha TpeTMaHOT. noHeKoraw He e jacHo Aanl!1 CI!1MnTOMI!1Te ce nosp3aHI!1 co BawaTa 6onecT 111n111 co 
Baw111oT TpeTMaH. 
,[J,ejCTBO KOe e MHOry l.leCTO e cna6a TpeCK8 CO CI!1MnTOMI!1 Cnl!1l.IHI!1 Ha rp111n, K8KO KaKO BOCnaneHO 
rpno, TpecKa, BI!1COKa TeMnepaTypa 111n111 Hanni!1BI!1 Ha Tonni!1Ha, Koe ce nojasysa Ha nol.leTOKOT OA 
TpeTMaHOT 111 Tpae 24-48 l.laca. HeKOI!1 na1...11!1eHT1!1 3a6ene>KysaaT 3roneMysal-be Ha 6onKa so 
KOCKI!1Te BeAH8W no nol.leTOK Ha TpeTM8HOT. Osa H8jl.leCTO ce nOA06pysa no HeKOnKy AeHa. 
,D,oKonKy osa He ce cnyl-1111, Ka>KeTe MY Ha 8aw111oT AOKTop. 

HeKOM HecaKaHM AejcTBa KOM MO>Ke Aa 6MA3T cepM03Hir1 
Ka>KeTe MY BeAH3W Ha BawMOT AOKTOp AOKOilKY 3a6ene>Kir1Te: 
• 6poHxocna3aM co TewKo AI!1Wel-be 111n111 Kawnal-be 111 noTeWKOTI!11!1 so AI!1Wel-beTo, 111n111 

oTeKysal-be Ha 8aweTO n1111...1e, ycHI!1 111n111 pa1...1e. 
• AKo ce l-IYBCTsysaTe AeKa Ke ce oHecsecTI!1Te (Mo>Ke61!1 1!1MaTe HI!130K KpseH np1!1TI!1COK), 1!1MaTe 

OCI!1n 111n111 8KO nOl.IYBCTByBaTe l.leWal-be 111n111 OTeKyBal-be Ha n1111...1eTO. 

Osa MO>Ke A8 61!1Ae pe3ynTaT Ha anepr1!1CKa peaKL.I111ja WTO e MHOry peTKO (Kaj noManKy OA 1 80 
10.000 na1...11!1eHT1!1) . 

HecaKaHM AejcTsa KOM MCTO ce 3a6ene>KaHM. 

Ce jasysaaT Kaj 1 OA 10 na41r1eHT1r1: 
• 6onKa, LIPBeHI!1nO 111n111 OTeKyBal-be H8 MeCTOTO Ha anni!1K81...11!1ja Ha 1!1HQJY31!1jaTa 
• V1c111n no KO>KaTa 111n111 Heo6jacHI!1Ba nojasa Ha MOAP111HK1!1/3roneMeHo Kpsapel-be 
• 6onKI!1 so 3rno6oBI!1Te 111n111 MycKyni!1Te 
• raAel-be, nospaKal-be, ry6el-be Ha aneTI!1T, cToMal.!Ha 6onKa, racTp1!1T, TBPAa 

Al!1japea 
• rnaso6onKa, HecoHI!1Lia, yMop 
• KoHjyKTI!1BI!1TI!1C 

3 



Aredia (Pamidronic acid) Novartis 

• TpHel-be 80 pa~eTe Lil H03eTe Lil MYCKynHL!I rp4e8L!I {CL!IMnTOML!I OA HL!ICKO HL!I80 Ha Kan~L!IYM) 
• BLiiCOKKp8eH npL!ITL!ICOK 
• HL!ICKO HL!I80 Ha 6enL!I Kp8HL!I 3pH~a (neyKoneHL!Ija) LilnL!I Ha ~p8eHL!I Kp8HL!I 3pH~a (aHeML!Ija) 
• npoMeHL!I 80 TeCT08L!ITe Ha Kp8Ta (8Kny4y8ajKL!I HL!ICKO HL!I80 Ha KanL!IyM , cpoccpaTL!I , MarHe3LiiYM Li1 

noKa4aeHO HL!I80 Ha cepyMCKL!IOT KpeaTL!IHL!IH LilnL!I MHOry peTKO, noKa4eHO HL!I80 Ha KanL!IyM LilnL!I 
HaTpL!IyM). 

Ce jasysaaT Kaj 1 OA 100 na4~eHT~: 
• fp4el-be Ha MYCKynL!ITe 
• 3aweMeTeHOCT, anaTL!Ija, 4Y8CT80 Ha noTpeceHOCT, HanaAL!I 
• npo6neML!I CO 8L!IAOT, 6onHL!I ~p8eHL!I 04Lil 
• HL!130K Kp8eH npL!ITL!ICOK 
• l.Jewal-be, nowo 8apel-be Ha xpaHa 
• Bnowy8al-be Ha cpyHK~L!IjaTa Ha 6y6pe3Li1Te (np. Hea4eKy8aHa npoMeHa 80 KOnL!I4L!IHaTa Ha 

npOL!138eAeHa ypL!IHa Lii/LilnL!I Hej3L!IHaTa noja8a), at5HopManHL!I TeCT08Lil Ha cpyHK~Lilja Ha ~PHL!IOT 
AP06 Lil noKa4y8al-be Ha cepyMcKaTa ypea 

• npo6neML!I CO 3a6L!ITe LilnL!I 8LilnL!I~aTa. 

Ce jasysaaT Kaj 1 OA 1.000 na4~eHT~: 
npoMeHa 80 cpyHK~L!IOHL!Ipal-beTO Ha 6y6pe3L!ITe no3HaTO KaKo rnoMepynocKnepo3a, HeKOL!I OA 
CL!IMnTOML!ITe OA 08aa COCTOj6a MO>Ke Aa 6LiiAaT 3aApWKa Ha Te4HOCTL!I , raAel-be LilnL!I 3aMOp. 
06paTeTe ce Kaj BaWL!IOT AOKTOp AOKOnKy ce COMHe8aTe AeKa rL!I L!IMaTe 08L!Ie CL!IMnTOML!I . 

Ce jasysaaT Kaj 1 OA 10.000 na4~eHT~: 
• Cp~e8Lil npo6neML!I KOL!I 8Kny4y8aaT noTeWKOTL!Ija 80 AL!IWel-beTO Lil 3aApWKa Ha Te4HOCTL!I 
• Bnowy8al-be Ha nocTOe4KL!IOT npo6neM co 6y6pe3Li1Te, Ha np. Kp8 80 ypL!IHaTa 
• 5onHL!I ~p8eHL!Ina Ha KO>KaTa LilnL!I xepnecL!I 
• 36yHeTOCT LilnL!I 8Li13yenHL!I xany~L!IHa~L!IL!I (rneAaTe pa6oTL!I KaLil He nocTOjaT) . 

.QOKOnKy 6~n0 KOj OA OB~e C~MnTOM~ CTaHe cep~03eH ~n~ 3a6ene>K~Te HeWTO Apyro KOe 
He e HaBeAeHO OBAe, o6paTeTe ce Kaj BaW~OT AOKTOp. 

5. 4YBAibE HA APE.QLIIA 

npeA Aa ce pacT80pL!I npawoKoT ApeAL!Ia, 8LiljanL!ITe Tpe6a Aa ce 4y8aaT Ha TeMnepaTypa AO 30°C. 
Hanpa8eHL!IOT pacT80p Mapa Aa ce 4y8a 80 cppL!I>KL!IAep Lil Aa ce L!ICKOpL!ICTL!I 80 poK OA 24 Yaca. 
CeKoj HeL!IcKopL!ICTeH pacT8op Tpe6a Aa ce cppnL!I . 
l.Jy8ajTe ro neKOT Ha MeCTa H8AOCTanHL!I 3a Ae~a . 
He ro ynoTpe6y8ajTe neKOT no L!ICTeKOT Ha poKOT Ha ynoTpe6a WTO e Ha3Ha4eH Ha onaK08KaTa. 

,lJ.oKonKy BawL!IoT AOKTop BLil Ka>Ke Aa npecTaHeTe co 3eMal-be Ha ApeAL!Ia Lil aKa Yy8aTe HeKoja 
KOnL!I4L!IHa AOMa, Be MOnL!IMe 8paTeTe rL!I HeL!ICKOpL!ICTeHL!ITe 8LiljanL!I Kaj BawL!IOT cpapMa~e8T 3a Aa 
ce yHL!IWTaT. He rL!I cppnajTe co AOMawHoTo fy6pe. 08a noMara 80 3aWTL!ITa Ha >KL!I80THaTa 
cpeAL!IHa. 

PoK Ha ynoTpe6a 
3rDAL!IHL!I 

Ha~~H Ha ~3AaBatbe 
neKOT ce npL!IMeHy8a CaMO 80 3Apa8CT8eHa ycTaH08a. 

6poj ~ A3TYM Ha OA06peH~eTO 33 CTaBatbe BO npoMeT 

.QaTyM Ha nocneAHa peB~3~ja Ha BHaTpeWHOTO ynaTCTBO 
CemeM8pL!1 2011 


