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Aredia (Pamidronic acid) Novartis 
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361f1PEH lf13BEWTAJ 3A OC061f1Hif1TE HA IlEKOT 

3AWTif1TEHO lf1ME HA ME.Qif1Uif1HCKif10T nPOif13BO.Q 

• A redia 

KBAnlf1TATif1BEH lf1 KBAHTif1TATif1BEH COCTAB 

1 81t1jana COAP>Kit1 15 mg 6en I11t10cplt1Illt13aT KOj COAP>Kit1 Alt1HaTplt1yM naM1t1APOHaT. 
1 81t1jana COAP>Kit1 30 mg 6en Illt10cplt1Illt13aT KOj COAP>Kit1 A1t1HaTplt1yM naM1t1APOHaT. 
1 81t1jana COAP>Kit1 90 mg 6en Illt10cplt1Illt13aT KOj COAP>Kit1 A1t1HaTplt1yM naM1t1APOHaT. 

<J>APMAUEBTCKA <J>OPMA 
• npawoK 1.1 paCT8opy8all 3a pacT8op 3a 1t1Hcpy31t1ja 

4. Knlf1Hif14Kif1 OC05EHOCTif1 

4.1 TEPAnEBTCKIIl 111H,Q111KAU111111 
TpeTMaH Ha COCTOj61t1 np!t1Apy>KeHit1 CO 3rDileMeHa aKTit18HOCT Ha OCTeOKJlaCTit1Te: 

TyMop-1t1HAYL11t1PaHa Xlt1nepKanl...leMit1ja 
0cTeOillt1Tit1llKit1 Jle31t11t1 lt1 60I1Kit1 80 KOCK!t1Te Kaj nal...llt1eHTit1 CO MeTaCTa31t1 Ha KOCK!t1Te nplt1 
nocTOet-be Ha Kapl...llt1HOM Ha AOjKa lt1Illt1 MYI1Tit1nillt1 Mlt1eilOMit1 
Paget-o8a 6onecT Ha KOCK!t1Te 

4.2 ,Q03111PAHlE Ill HAl.flllH HA YnOTPE6A 
ApeAit1a Hlt1KOraw He CMee Aa ce Aa8a 80 6onyc 80 81t1A Ha lt1HjeKL.11t1ja (81t1Ait1 4.4). n peA 
lt1HTpa8eHCKaTa anillt1Kal...llt1ja, KOHL.IeHTp!t1paHit10T paCT80p OA npaWOKOT OA 81t1jaillt1Te Tpe6a Aa 
ce Alt1I1Yit1Pa 80 paCT80plt1 KO!t1 He COAp>KaT Kaill...llt1YM , a TOa ce 0,9% NaCI lt1Illt1 5% rnyK03a 1t1 
Tpe6a Aa ce AaAaT cnopo. 
6p31t1HaTa Ha lt1Hcpy31t1jaTa He Tpe6a Hlt1Koraw Aa ja HaAMit1He rpaHit1l...laTa OA 60 mg/h (1 
mg/ml), a KOHL.IeHTpal...llt1jaTa Ha IleKOT 80 lt1Hcpy31t10Hit10T paCT80p He CMee Aa HaAMit1He 60 
mg/250 mi. Kaj nal...llt1eHTit1 co noT8pAeHo lt1Illt1 cycneKTHO 6y6pe>KHO owTeTy8at-be (Ha np. 
MYI1Tit1neH Mlt1enoM 1.1 Xlt1nepKaill...leMit1ja npeAit1381t1KaHa OA Manlt1rHit1TeT) , ce npenopally8a Aa 
6p31t1HaTa Ha lt1Hcpy31t1ja He HaAM1t1He 20 mg/h (81t1Ait1 Aeil 4.2) . Co l...leil Mlt1Hit1Mit131t1pal-be Ha 
IlOKai1Hit1Te peaKL.11t11t1 Ha MeCTOTO Ha lt1Hcpy31t1ja , 6payHit1IlaTa Tpe6a Aa ce nOCTa81t1 
8Hit1MaTei1HO 80 pei1aTit18HO roneMa 8eHa. 

TyMop-uHoyL(upaHa xunepKanL(eMuja 
Ce npenopally8a Aa nal...llt1eHTit1Te 61t1AaT peXIt1APit1PaHit1 co 0,9% w/v HaTplt1yM xnoplt1A, npeA 
lt1Illt1 3a 8peMe Ha nplt1MeHa Ha neKOT. CneAHit1Te 80A1t1lllt1 ce A061t1eHit1 OA Killt1Hit1llKit1Te 
lt1Cnlt1Ty8at-ba CO HeKoperlt1paHit1 8peAHOCTit1 Ha Kaill...llt1YMOT. KaKO 1t1 Aa e, A031t1Te KO!t1 ce 
AaAeHit1 80 onceroT lt1CTO TaKa ce OAHeCy8aaT 3a 8peAHOCTit1Te Ha Kaill...llt1YM KO!t1 ce 
KOperlt1paHit1 3a cepyMCKit1Te npoTelt1Hit1 1t1 an6yMit1Hit1 Kaj peX1t1Ap!t1paHit1 nal...llt1eHTit1 
BKynHaTa A03a Ha naM1t1APOHaT 80 eAeH Tepanlt1CK!t1 L.11t1KI1YC 3a81t1Cit1 OA KOHL.IeHTpal...llt1jaTa Ha 
Kaill...llt1YMOT 80 cepyMOT npeA 3anOllHy8al-be Ha Tepanlt1jaTa. 
Ce npenopally8a cneAH080 A031t1pal-be : 

np1.1 KOHL.IeHTpal...llt1ja Ha Kaill...llt1YM 80 cepyM AO 3,0 mmoi/L (Ao12 mg %) - ce npenopally8a 
A03a OA 15-30 mg; 
nplt1 KOHL.IeHTpal...llt1ja Ha Kaill...llt1YM 80 cepyM AO 3,0-3,5 mmol/l (12,0-14 mg %) - ce 
npenopally8a A03a OA 30-60 mg; 
np1.1 KOHL.IeHTpal...llt1ja Ha Kaill...llt1YM 80 cepyM AO 3,5-4,0 mmol/l ~6, · %) - Ce 
npenopally8a A03a AO 60-90 mg; ~'f'. c.;'iB O .s:+~ 
nplt1 KOHL.IeHTpal...llt1ja Ha Kaill...llt1YM 80 cepyM HaA 4,0 mmol/ ~~«A ).§:!;Q m~ 
npenopally8a A03a OA 90 mg. r: ~ ."~ ·!~ ;; ~ 

BKynHaTa A03a MO>Ke Aa ce AaAe OAeAHaW lt1Illt1 80 no8~Ke ~ -!lt1~~JTe~!- a 2-4 
nocneA08aTei1Hit1 AeHa . MaKCit1ManHaTa A03a 80 A8aTa cnyllaJa e 01~ "" 
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Aredia (Pamidronic acid) Novartis 

3Ha4111TenHo HaManysal-be Ha Kai1~111YMOT so cepyMOT ce jasysa no 24-48 4aca OA 
np111MeHaTa Ha JleKOT, a HOpMai11113a~ll1jaTa 061114HO ce nOCTII1rHysa 38 3-7 AeHa. AKO He Ce 
nOCTII1rHe HOpMOKail~eMII1jaTa no 7 AeHa, MO>Ke Aa ce AaAe HOSa A03a. BpeMeTpael-beTO Ha 
OArOSOpOT MO>Ke Aa 8ap111pa 111HA111SII1AyanHO, 111 TpeTMaHOT MO>Ke Aa ce nosTOpll1 ce AOAeKa 
nocTOII1 x111nepKan~eM111ja. Kn111H1114KOTO 111CKYCTSO yKa>t<ysa AeKa TpeTMaHoT co A111HaTpll1yM 
naM111APOHaT MO>Ke Aa CTaHe noMailKY ecp111KaCeH KaKO WTO ce 3rDileMysa 6pojOT Ha 
TpeTMaHII1. 

Ocmeonumu'IKU ne3uu u 6onKu eo KOCKume npu MynmuneH MuenoM 
npenopa4aHaTa A03a e 90 mg CeKOII1 4 HeAei1111. 

Ocmeonumu'IKU ne3uu u 6onKu eo KOCKume npu Memacma3u eo KOCKume npu 
nocmoelbe Ha Kapu,uHOM Ha oojKa 
npenopa4aHaTa A03a e 90 mg ceKOII1 4 HeAei1111. Osaa A03a Mo>t<e 111CTO TaKa Aa ce 
aAM111HII1CTp111pa Ha 3-HeAei1HII1 111HTep8af1111 .,a Aa KOII1H~111A111pa CO XeMOTepanll1jaTa aKO TaKa ce 
nocaKysa. 

Paget-oea 6onecm Ha KOCKume 
Ce npenopa4ysa sKynHa A03a OA 180 mg aAM111HII1CTp111paHa so eA111He4HII1 A03111 OA 111n111 30 mg 
HeAeilHO SO TeK Ha 6 nOCileAOSaTeilHII1 HeAei1111 , 111Illl1 60 mg CeKoja STOpa HeAeila SO TeK Ha 6 
HeAei1111 . ,[l,oceraWHOTO 111CKYCTSO cyrep111pa AeKa 6111Il0 KOII1 CI1a6111 111 TpaH3111TOpH111 HeCaKaHII1 
ecpeKTII1 ce jasysaaT no npsaTa A03a. nopaA111 osa, aKo ce KOp111CTaT noeA111He4HII1 A03111 OA 60 
mg ce npenopa4y8a Aa ce omo4He TpeTMaHoT co no4eTHa A03a OA 30 mg cneAeHo co 60 
mg ceKoja STopa HeAena (Ha np. sKynHa A03a 210 mg). CeKoja A03a OA 30 111n111 60 mg Tpe6a 
Aa ce A111Ily111pa SO 125 111Illl1 250 ml 0,9% w/v paCTSOp Ha HaTp111yM XI10P111A, 111 111Hcpy3111jaTa He 
cMee Aa HaAM111He 6p3111Ha OA 60 mg/4ac (1 mg/min). Osoj pe>t<II1M 111n111 aroneMysal-beTo Ha 
A03aTa cnopeA Te>KII1HaTa Ha 6onecTa, AO MaKCII1ManHa sKynHa A03a OA 360 mg (so 
nOAeileHII1 A03111 OA 60 mg) MO>Ke Aa ce nOSTOpysa CeKOII1 6 Mece~ll1 ce AOAeKa He ce 
nocTII1rHe peM111c111ja Ha 6onecTa, 111 aKo ce noja8111 penanc. 

5y6pe>KHO owmemyeafbe 
npenapaTOT He CMee Aa ce 8AM111HII1CTpll1pa Ha na~ll1eHTII1 CO TeWKO 6y6pe>t<HO OWTeTysal-be 
(KI1111peHC Ha KpeaTII1HII1H <30 ml/min) OCSeH np111 SII1TailH0-3arpo3ysa4Ka TYMOp-111HAY~II1paHa 
x111nepKan~eM111ja Kora KOp111CTa ro HaAM111Hysa noTeH~II1janHII10T p1113111K. 
KaKo 111 co APYrii1Te i.v. 6111¢occpoHaT111, ce npenopa4ysa MOHII1TOp111pa1-be Ha 6y6pe>t<HaTa 
cpyHK~II1ja, Ha np. OAPeAy8al-be Ha cepyMCKII10T KpeaTII1HII1H npeA ceKoja A03a Ha A111HaTpll1yM 
naM111APOHaT. Kaj na~ll1eHTII1Te KOII1 np111MaaT AII1HaTp111yM naM111APOHaT 3a KOCKeHII1 MeTaCTa3111 
Kaj KOII1 111Ma noAaToK aa Hapywysal-be Ha 6y6pe>t<HaTa cpyHK~II1ja , TpeTMaHOT Tpe6a Aa ce 
npeKII1He ce AOAeKa 6y6pe>t<HaTa cpyHK~II1ja He ce spaTII1 80 paMKII1Te OA 10% OA 6a31114HII1Te 
speAHOCTII1. Osaa npenopaKa e spa ocHos Ha KI1111HII14KII1Te CTYA111111, Kaj KOII1 6y6pe>t<HOTO 
nopeMeTysal-be e Ae¢111HII1paHo KaKo: 

3a na~ll1eHTII1 CO HOpMailHII1 6a31114HII1 speAHOCTII1 Ha KpeaTII1H111H , noKa4ysal-be OA 0,5 mg/dl. 
aa na~ll1eHTII1 co a6HopManHII1 6a31114HII1 speAHOCTII1 Ha KpeaTII1HII1H , noKa4ysal-be OA 1 ,0 
mg/dl. 

<l>apMaKOKII1HeTCKa CTYA111ja 1113SeAeHa Ha na~ll1eHTII1 CO Kap~111HOM 111 HOpMailHa 111Illl1 HapyweHa 
6y6pe>t<Ha cpyHK~II1ja yKa>t<y8a AeKa noAecysal-be Ha A03aTa He e noTpe6Ho Kaj necHo 
(KI1111peHC Ha KpeaTII1HII1H 61-90 ml/min) AO yMepeHO 6y6pe>KHO OWTeTysal-be (KI1111peHC Ha 
KpeaTII1HII1H 30-60 ml/min). Kaj 08111e na~ll1eHT111 , 111Hcpya111jaTa He cMee Aa HaAM111He 6p3111Ha OA 
90 mg/4 h (OKOilY 20-22 mg/h) . 

XenamanHo owmemyeafbe 
<l>apMaKOKII1HeTcKa CTYA111ja yKa>t<ysa AeKa He e noTpe6Ho noAecysal-be Ha 
na~ll1eHTII1 co necHa AO yMepeHa a6HopManHa xenaTanHa cpyHK~II1ja . 
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He nocTOII1 KI1111H1114KO 111CKycTso co A111HaTp111yM naM111APOHaT KaJ Ae~a . ,D,o A06111s eT0 1 1j~ .// 
AOnonHII1TeilHII1 111CKYCTsa, npenapaToT ce npenopa4ysa Aa ce KOp111CTII1 caMo Kaj soapaeH __ . 
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Aredia (Pamidronic acid) Novartis 

4.3 KOHTPAif1H,Qif1KAUif11f1 

npe4y8CT8L-1TenHOCT KOH naML!lAPOHaT LilnL-1 KOH APYrL-1 6Lo1cpoccpoHaTL-1, KaKO L-1 KOH 
COCTa8HL-1Te COCTOjKL-1 Ha npenapaTOT. 

6peMeHOCT 

,D,oel-be. 

4.4 nOCE6Hif1 MEPKif1 HA nPETnA3Illf1BOCT lf1 nPE.QYnPE,QYBA~E 
naML!lAPOHaToT He cMee Aa ce Aa8a 80 6onyc (L-1HjeKL!L-1ja), TYKY 80 o6nL-1K Ha cnopa i.v. 
L-1HQJY3L-1ja (8L-1AL-1 4.2) . 
nal.IL!leHTL!lTe npeA aAML!lHL!lCTpal.IL!ljaTa Ha naML-1APOHaT Tpe6a Aa 6L-1AaT COOA8eTHO 
XL-1ApL-1paHL!l. 08a e OA oco6eHa 8a>KHOCT 3a nal.IL!leHTL!lTe KOL-1 npL!lMaaT TepanL!lja CO 
AL!lypeTL!ll...IL-1 . 
no 0Tn04Hy8al-be Ha TepanL!ljaTa CO AL!lHaTpL!lyM naML!lAPOHaT noTpe6HO e Aa ce cneAaT 
CTaHAaPAHL-1Te XL-1nepKanl.leML-1ja-no8p3aHL!l MeTa6onHL-1 napaMeTpL-1, 8Kny4y8ajKL-1 rL-1 
cepyMCKL!lOT Kanl.IL-1YM L-1 cpoccpaTL!lTe. nal.IL-1eHTL-1Te KOL-1 6L!lne noAno>KeHL-1 Ha onepal.IL!lja Ha 
TL!lpeOL!lAeaTa MO>Ke AenyMHO Aa 6Lo1AaT OCeTnL-18L-1 3a pa380j Ha XL!lnOKanl.IL!leML!lja nopaAL-1 
penaTLo18HL-10TXL-1nOTL!lpeoL!lAL-13aM. 
Kaj nal...IL!leHTL-1 co cpl.le8L!l 3a6ony8al-ba, oco6eHo Kaj nocTapL-1 nL!ll.la, AOnonHL!lTenHo 
omo8apy8al-be co coneHL-1 paCT80pL-1 MO>Ke Aa npeL!LilnL!lTL!lpa cpl.le8o owTeTy8al-be (ne8o 
8eHTPL-1KynapHo owTeTy8al-be LilnL-1 KOHrecTL-18Ha cpl.le8a cna6ocT). TpecKaTa (influenza-like 
CL!lMnTOML-1) MO>Ke LilCTO TaKa Aa AOnpL!lHece KOH 08a nopeMeTy8al-be. 
MO>KHa e noja8aTa Ha KOH8Yn3L-1L-1 Kaj HeKOL-1 nal...IL!leHTL-1 CO TYMOp-L-1HAYLIL-1PaHa 
XL!lnepKanl.leML!lja nopaAL-1 npoMeHL!lTe 80 eneKTponL-1TL-1Te npL-1APY>KeHa co TpeTMaHOT. 

5y6pe>KHa uHcycjJuu.ueHu,uja 
TepanL!ljaTa co 6L-1cpoccpoHaTL-1, 8KnY4Y8ajKL-1 ro L-1 AL-1HaTpL-1yM naMLilAPOHaToT, e npL-1APY>KeHa 
CO 6y6pe>t<Ha TOKCL-14HOCT KOja Ce MaHL!lcpeCTL!lpa KaKO nopeMeTy8al-be Ha 6y6pe>KHaTa 
cpyHKL!L!lja L-1 noTeHL!LiljanHo 6y6pe>KHO owTeTy8al-be. Bnowy8al-be Ha 6y6pe>t<HaTa cpyHKL!L!lja , 
nporpecL!lja KOH 6y6pe>KHO owTeTy8al-be L-1 AL-1janL!13a ce npL-1ja8eHL-1 Kaj nal...IL!leHTL-1 no 
no4eTHaTa A03a L!lnL-1 no noeAL-1He4Ha A03a Ha naML!lAPOHaT. nopeMeTy8al-be 80 6y6pe>KHaTa 
cpyHKL!L!lja (8Kny4y8ajKL-1 6y6pe>KHO OWTeTy8al-be) e 3a6ene>KaHO no AOnrOTpaeH TpeTMaH CO 
AL-1HaTpL-1yM naML!lAPOHaT Kaj nal...ILileHTL-1 CO MynTL!lneH ML!lenOM. 
,IJ,L-1HaTpL-1yM naML-1APOHaTOT ce L-13na4y8a KaKO HenpoMeHeTa npeKy 6y6pe3Lo1Te; nopaAL-1 TOa, 
pL-13L-1KOT OA 6y6pe>KHL-1 HecaKaHL-1 AejcTBa MO>Ke Aa e noroneM Kaj nal...IL!leHTL-1 co 
nopeMeTy8al-be 80 6y6pe>t<HaTa cpyHKL!L!lja . 
nopaAL-1 pL-13L-1KOT OA KnL-1HL-14KL-1 3Ha4ajHO nopeMeTy8al-be 80 6y6pe>t<HaTa cpyHKL!Lilja KOja MO>Ke 
Aa A08eAe AO 6y6pe>KHO OTKa>Ky8al-be, noeAL-1He4HL-1 A03L-1 Ha AL!lHaTpL!lyM naML!lAPOHaT He 
cMeaT Aa HaAML!lHaT 90 mg, L-1 Tpe6a Aa ce cneAL-1 npenopa4aHoTo 8peMe 3a L-1HQJY3L-1ja . 
KaKo L-1 co APYrL-1Te i.v. 6L!lcpoccpoHaTL!l, noTpe6Ho e MOHL-1TOpL-1pa1-be Ha 6y6pe>t<HaTa 
cpyHKL!L!lja; Ha np. OAPeAy8al-be Ha cepyMCKL!lOT KpeaTL!lHL!lH npeA CeKoja A03a Ha naMLilAPOHaT 
HaTpL!lyM. 
nal.ll.1eHTI.1Te KOI.-1 Ce Ha TpeTMaH CO AI.1HaTp1.1yM naMII1APOHaT 3a TpeTMaH Ha MeTaCTa31.1 80 
KOCKI.1Te Tpe6a Aa np1.14eKaaT CO HapeAHaTa A03a aKO 6y6pe>t<HaTa cpyHKL!Lilja e nopeMeTeHa. 
naMI.1APOHaTOT He CMee Aa ce aAML-1HI.1CTp1.1pa Ha nal.l1.1eHTL-1 CO TeWKO 6y6pe>KHO 
OWTeTy8al-be (KnL!lpeHC Ha KpeaTI.1HL-1H <30 ml/min) OC8eH 80 cny4aj Ha 8Lo1TanH0-3arpo3y8a4Ka 
TyMop-L-1HAYLIL-1PaHa Xl.1nepKanl.leML-1ja. ,0,L-1HaTp1.1yM naML!lAPOHaT He cMee Aa ce Aa8a co APYrL-1 
6Lo1cpOCQJOHaTI.1 3aTOa WTO HI.18HI.1Te KOM61.1HL!lpaHI.1 ecpeKTI.-1 ceywTe He Ce 1.1CTpa>KeHI.1. 
nocTOL-1 MHOry Mano 1.1CKYCT80 3a ynoTpe6aTa Ha naMLilAPOHaT Kaj nal.ll.1eHTL-1 Ha 
xeMOAI.1janl.13a. 

XenamanHa uHcycjJuu.ueHu,uja 
He nocTojaT KnL-1HI.14KL-1 noAaTOl...ll.-1 Kaj nal...IL!leHTL-1 co TewKa xenaTanH 
nopaAI.-1 Toa He ce npenopa4y8aaT cnel.IL-1QJL-14HL-1 npoMeHL-1 
nonynal.ll.1ja. 
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Aredia (Pamidronic acid) Novartis 

Kanu,uyM u aumaMUH 0 cynneMeHmau,uja 
80 OTCYCTBO Ha XL<1nepKam~eML<1ja, na4L<1eHTL<1Te CO npeAOML<1HaHTHO 11L<1TL<14KL<1 MeTaCTa3L<1 Ha 
KOCKL<1Te L<111L<1 MY11TL<1neH ML<1e110MM KOL-1 ce BO pL<13L<1K OA AeQJL<14L<1T OA Ka114L<1YM L<111L<1 BL<1TaML<1H 0 
(Ha np. npeKy Ma11ancopn4L<1ja L<111L<1 HeAOCTL<1r Ha eKcno3L<14L<1ja KOH COH4e) L<1 na4L<1eHTL<1 co 
nareT-osa 6o11ecT, Tpe6a Aa ce 3eMaaT opa11Ho cyn11eMeHTL<1 Ha Ka114L<1YM L<1 BL<1TaML<1H D co 
4e11 ML<1HL<1ML<13Lo1pal-be Ha noTeH4L<1ja11HL<10T pL<13L<1K OA XL<1nOKa114eML<1ja. 

OcmeoHeKpo3a Ha aunuu,ama 
Kaj na4L<1eHTL<1 co Kap4L<1HOM KOL-1 npL<1MaaT TpeTMaH co 6L<1cpoccpoHaTL<1 e npL<1jaseHa 
OCTeOHeKp03a Ha BL<111L<14aTa. ro11eM 6poj OA OBL<1e na4L<1eHTL<1 L<1CTO TaKa npL<1MaaT 
xeMOTepanL<1ja L<1 KOpTL<1KOCTepoL<1AL<1. Hajro11eML<10T 6poj OA npL<1jaseHL<1Te c11y4aL<1 ce 
npL<1APY>KeHL<1 CO AeHTa11HL<1 np04eAYPL<1 KaKO WTO e eKCTpaK4L<1ja Ha 3a6L<1. MHory OA HL-18 
L<1Ma11e 3Ha4L<1 Ha 110Ka11Ha L<1HcpeK4L<1ja BK11y4ysajKL<1 OCTeOML<1e11L<1TL<1C. 
npeA TpeTMaH CO 6L<1cpOCQJOHaTL<1 Kaj na4L<1eHTL<1 CO L<1CTOBpeMeHL<1 pL<13L<1K cpaKTOpL-1 (Ha np. 
Kap4L<1HOM, xeMOTepanL<1ja, KOpTL<1KOCTepoL<1AL<1, c11a6a XL<1rL<1eHa Ha ycTaTa) noTpe6Ha e 
er3aML<1Ha4L<1ja Ha 3a6a11oTo co COOABeTHa npeseH4L<1ja. 
Kora ce Ha TpeTMaH, aKa e MO>KHO, osL<1e na4L<1eHTL<1 Tpe6a Aa L<136erHysaaT L<1HBa3L<1BHL<1 
AeHTa11HL<1 np04eAypL<1. Kaj na4L<1eHTL<1Te Kaj KOL-1 ce pa3BL<111a OCTeOHeKp03a Ha BL<111L<14aTa 
AOAeKa ce Ha TepanL<1ja co 6Lo1cpoccpoHaTL<1, AeHTa11Ha onepa4L<1ja MO>Ke Aa ja B110WL<1 
COCTOj6aTa. Kaj na4L<1eHTL<1Te Kaj KOL-1 e noTpe6HO Aa ce L<13BeAaT OBL<1e np04eAYPL<1, He 
nOCTOjaT nOAaT04L<1 KOL-1 6L<1 yKa>Ka11e Aa11L<1 npeKL<1HOT Ha TpeTMaHOT CO 6L<1cpoccpoHaTL<1 ro 
HaMa11yBa pL<13L<1KOT OA OCTeOHeKp03a Ha BL<111L<14aTa . K11L<1HL<14KaTa np04eHKa Ha 11eKapOT Tpe6a 
Aa ce BOAL-1 Bp3 OCHOB Ha np04eHKaTa Ha L<1HAL<1BL<1AYa11HL<10T pL<13L<1KIKOpL<1CT. 

MycKyno-cKenemHa 6onKa 
Bo nocT-MapKeTL<1HWKOTO L<1CKYCTBO, npL<1jaseHL<1 ce TeWKL-1 L<1 nospeMeHo HenoAHOC11L<1BL<1 6o11KL<1 
BO KOCKL<1Te, 3r11060BL<1Te L<1/L<111L<1 MYCKY11L<1Te Kaj na4L<1eHTL<1 KOL-1 3eMaaT 6Lo1cpOCcpOHaTL<1 . Osaa 
KaTeropL<1ja Ha 11eKOBL<1 ro BK11y4yBa L<1 AL<1HaTpL<1yM naML<1APOHaTOT. BpeMeTO 3a KOe 6L<1 ce 
nojaBL<111e CL<1MnOML<1Te sapLo1pa OA 1 AeH AO HeK011KY MeCe4L<1 no OTn04HyBal-beTO Ha 
TepanL<1jaTa, npL-1 WTO Hajro11eML<10T 6poj ce jaBL<111e no HeK011KY AeHa. Kaj Hajro11eML<10T 6poj OA 
na4L<1eHTL<1 HaMa11ysal-be L<111L<1 noAo6pysal-be Ha CL<1MnTOML<1Te ce jasysa no npeKL<1H Ha 
TepTMaHOT. nosTopysal-be Ha CL<1MnTOML<1Te ce jasysa npL-1 ynoTpe6a Ha APYr 11eK OA osaa 
rpyna 11eKOBL<1 (6L<1cpoccpoHaTL<1) . 

4.5 ~HTEPAKL.l~lll 
,[\L<1HaTpL<1yM naML<1APOHaT ce aAML<1HL<1CTpLo1pa L<1CTOBpeMeHO CO Haj4eCTO ynoTpe6ysaHL<1Te 
aHTL<1Heon11aCTL<14HL<1 11eKOBL<1 6e3 nojasa Ha L<1HTepaK4L<1L<1. 
,[\L<1HaTpL<1yM naML<1APOHaT ce KOpL<1CTL<1 BO KOM6L<1Ha4L<1ja CO Ka114L<1TOHL<1H Kaj na4L<1eHTL<1 CO TeWKa 
XL<1nepKa114eML<1ja, WTO pe3y11TL<1pa CO CL<1HeprL<1CTL<14KL<1 ecpeKT KOj npeAL<13BL<1KyBa no6p3 naA BO 
cepyMCKL<10T Ka114L<1YM . 
noTpe6Ha e npema311L<1BOCT Kora AL<1HaTpL<1yM naML<1APOHaT ce KOpL<1CTL<1 co APYrL-1 
noTeH4L<1ja11HO HecppOTOKCL<14HL<1 11eKOBL<1. 
Kaj na4L<1eHTL<1 co MY11TL<1neH ML<1e110M, pL<13L<1KOT OA 6y6pe>KHa AL<1CQJYHK4L<1ja MO>Ke Aa e 
3r011eMeH KOra AL<1HaTpL<1yM naML<1APOHaT ce KOpL<1CTL<1 BO KOM6L<1Ha4L<1ja CO Ta11L<1AOML<1A. 
naML<1APOHaT ce Bp3yBa 3a KOCKL<1Te, na nopaAL-1 TOa TeopeTCKL-1 TOj MO>Ke Aa L<1HTepcpepLo1pa CO 
L<1CnL<1TyBal-baTa Ha KOCKeHa C4L<1HTL<1rpacpL<1ja . 

4.6 6PEMEHOCT Ill ,QOEibE 

4.7 

He nocTOL-1 K11L<1HL<14KO L<1CKYCTBO 3a ynoTpe6aTa Ha AL<1HaTpL<1yM naML<1APOHaT Kaj 6peMeHL<1 
>KeHL-1 . CTYAL<1L<1 Ha >KL<1BOTHL<1 noKa>Ka11e penpOAYKTL<1BHa TOKCL<14HOCT. Kaj cTaOp4L<1Te e 
3a6e11e>KaHa AL<1CT04L<1ja . nopaAL-1 TOa, AL<1HaTpL<1yM naML<1APOHaT He CMee Aa ce KOpL<1CTL<1 3a 
speMe Ha 6peMeHOCTa. 
He ce 3Hae Aa11L<1 naML<1APOHaTOT ce L<1311a4ysa so Maj4L<1HOTO M11eKo. CTYAL-1 . • ·J'. ~e 
CTaOp4L<1 KOL-1 AOjaT noKa>Ka11a AeKa naML<1APOHaT npeML<1HyBa BO M11eKOTO. Maj ~ e J@ef1i~9Ffl<f 
CO naML<1APOHaT nopaAL-1 TOa He CMeaT Aa AOjaT. .llj 1-...v_; ~~~ '1 (j) ~ 

E<I>EKTIII HA 11EKOT BP3 YnPABYBAibE CO MOTOPHO 803111110 11111111 i~~~~~~ ~ ~i 
* "7· ~;iji,o· /) ... I 
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Aredia (Pamidronic acid) Novartis 

n8LIII1eHTII1Te Tpe68 A8 ce npeAynpeA8T AeK8 HenocpeAHO no 111Hcpy3111j8T8 co n8M111APOH8T 

MO>K8T A8 Ce j8B8T COMHOneHL!II1j8 111/111n111 38M8eHOCT, KOr8 Tille He Tpe68 A8 ynp8BYB88T CO 

MOTOpHO B03111nO 111n111 CO M8WII1H111 111n111 A8 cnpoBeAyB88T 8KTII1BHOCTII1 KOIII MO>K8T A8 6111A8T 

On8CHII1 nop8A111 H8M8neH8T8 BHII1M8TenHOCT. 

4.8 HECAKAH~ .QEJCTBA 
Hec8K8HII1Te AejcTB8 np111 ynoTpe68T8 H8 n8M111APOH8T ce yMepeHIII 111 MII1Hnii1BII1 . H8j4eCTII1Te 

HeC8K8HII1 AejCTB8 Ce 8C111MnTOM8TII14H8 Xll1nOK8nl..leMII1j8 111 TpeCK8 (nOK84YB81-be H8 TeneCH8T8 

TeMnep8TYP8 38 1-2°C), KOj8 o61114HO ce j8BYB8 so TeK H8 nps111Te 48 48C8 OA 111Hcf:>Y3111j8T8. 

TpecK8T8 H8j4ecTo ce nosneKyB8 cnoHT8HO 111 He 38XTeB8 Tep8nll1j8. 

Yecmoma H8 HeC8K8HU oejcmaa: MHOry 4eCTII1 (;:::.:1/10), 4eCTII1 (;:::.:1/100, <1/10), nOM8nKy 

4eCTII1 (;:::.:1/1000, <1/100), peTKIII (;:::.:1/10000, <1/1000), MHOry peTKIII (<1/10000) , BKnY4YB8jKII1 

11130n111p8HII1 np111j8BII1 . 

-
MHcjJeKL4UU 
MHoay pemKu: peaKTII1B81..1111ja Ha xepnec CII1MnneKc, peaKTII1B81..(11ja Ha xepnec 30CTep 
Kpa 
Yecmu: aHeMII1ja , TpoM60I..III1ToneHII1ja, 11111Mcj:JOI..III1TOneHII1ja 
MHoay pemKu: neyKoneHII1ja 
MMyH cucmeM 
noManKy <Jecmu: anepr111cK111 peaK4111111 BKI1Y4YBajKII1 aHacj:JII1naKT0111AH111 peaK4111111 , 6poHxocna3aMIA111CnHeja, Quincke-os eAeM 
(aHrii10HeBpOTCK111) 
MHoay pemKu: aHacj:JII1naKTII14eH woK 
l...IHC 
Yecmu: CII1MnTOMaTcKa Xll1nOKanl..leMII1ja (napecTe3111ja, TeTaHyc) , rnaso6onKa , 111HCOMHII1ja, coMHoneH1..1111ja 
noManKy <Jecmu: HanaA111, arii1T81..1111ja , BpTornaBII11..1a, neTapr111ja 
MHoay pemKU.' KOHcj:Jy3111ja, Bll13e11HII1 X811Y1..1111H81..1111111 
noce6Hu cemuna 
Yecmu: KOH>YKTII1BII1TII1C 
noManKy 'lecmu: yBeii1TII1C (111p111TII1C, 111p111AOI..III1KI1111T111C) 
MHOZY pemKU.' CKI1epii1TII1C, enii1CKI1epii1TII1C, KC8HTOnCII1ja 
KapouoaacKynapeH cucmeM 
Yecmu: xll1nepTeH3111ja 
noManKy <Jecmu: Xll1nOTeH3111ja 
MHoay pemKu: neso-cp4eBo owTerysaH>e (A111cnHeja , 6enoApo6eH eAeM), KOHreCTII1BHa cp4eBa cna6ocT (eAeM) nopaA111 
omosapysaH>e co Te4HOCTII1 
racmpOUHmecmUHaneH mpaKm 
Yecmu: Hay3eja, nospaKaH>e, aHopeKCII1ja, a6AOMII1HanHa 6oma, A111japeja , onCT111na1..1111ja , racTpii1TII1C 
noManKy <Jecmu: AII1Cnencll1ja 
Ko)l(a 
Yecmu: 111c111n 
Heaoo6uLJaeHu: npypii1TYC 
MycK}'no-cKenemeH cucmeM 
LJecmu: TpaH3111TOPHII1 6onK111 so KOCKII1Te , apTpam111ja , M111jam111ja , reHepanll13111paHa 6onKa 
noManKy <Jecmu: MYCKYI1HII1 rp4eBII1 
6y6pe3u 
Heeoo6u<JaeHu: aKYTHO 6y6pe>KHO owTerysaH>e 
PemKu: cj:JoKanHa cerMeHTHa rnoMepynocKI1epo3a BKI1Y4YBajKII1 ja Kona6111pa4KaTa sap111jaHTa, Hecj:JpoTCKII1 CII1HAPOM 
MHoay pemKu: snowysaH>e Ha npe-er3111CTII1P84Ka 6y6pe>KHa 6onecT, xeMaTYPII1ia 
Onwmu nopeMemyaalba u cocmoj6a Ha Mecmomo Ha aoMuHucmpupalbe 
MHoay <Jecmu: TpecKa 111 CII1MnTOMII1 Hanii1K Ha rp111n noHeKoraw npocneAeHII1 co ManaKcanocT, p111rop, 3aMop 111 LIPBeHII1~Ha 

"'"em ,~·'\ LJecmu: peaK4111ja Ha MeCTOTO Ha 111Hcj:Jy3111jaTa : 6oma, I..IPBeHII1110, OTeKyBaH>e, 111HAYP81..1111ja , cj:Jne6111TII1C, TpOM ~lilif ll\Ch Jt.r q· 

6uoxeMUCKU npoMeHu . . f(:.,4(JJ.....<v'<"' ~-<, "~ +~, 
MH02Y <ecmuc X'OO<an"e"'Ja, X'OO<j>oc<j>aTeM'Ja t: '-' - 'f, ") 
LJecmu: x111noKaneM111ja , Xll1noMarHe3111eMII1ja , noKa4yBaH>e so cepyMCKII10T KpeaTII1HII1H w i ;\~:;:~,;~ -u o 
noM8flKY 'leCmU: a6HOpM811HII1 xenaT811HII1 TeCTOBII1 , noKa4yBaH>e BO CepyMCKII10T KpeaT111HII1H 0.. S ~~"{A;>f t; ~ 
MHoay pemKu: x111nepKaneM111ja , Xll1nepHaTpeMII1ja ~ "' 1:- ·or· , )~· 

Cl 't • o'o"~ c. 
0 .. ' 

Bo nOCTM8pKeTII1HWKII1Te 111CKYCTB8 ce npll1j8BeHII1 MHory peTKIII cny48111 H8 OCT · eKgg~· -

(rn8BHO BO Bll1nll1l..I8T8) K8J n8l..lll1eHTII1 TpeT111p8HII1 CO 6111cpOCcpOH8TII1 . rn8BHII1H8T8 OA OBIIIe 

np111j8BII1 ce OAHecyB88T H8 n8l..lll1eHT111 co K8PL!II1HOM no eKcTp8KL!II1j8 H8 386111 111n111 no APYrlll 

AeHT8nHII1 onep8l..lll1111 . Lt18KO nosp38HOCT8 He MO>Ke A8 ce YTBPAIII , cen8K e noTpe6Ho A8 ce 

11136erHyB88T onep8TII1BHII1 38cp8TII1 H8 386111Te 38T08 wTo onop8sys8H::.eTO MO>Ke A8 e 

nponoHrll1p8HO. 
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• Aredia (Pamidronic acid) Novartis 
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nPE,Q031r1PAI-bE 
na~~eHT~Te KO~ np~M~ne nos~coK~ A03~ OA npenopa4aH~Te Tpe6a BH~MaTenHo Aa ce 
MOH~Top~paaT. Bo cny4aj Ha nojasa Ha Kn~H~4K~ 3Ha4ajHa x~noKam-leM~ja co napecTe3~ja , 
TeTaH~ja ~ X~nOTeH3~ja, BpaKal-beTO BO HOpManHa COCTOj6a MO>Ke Aa ce nOCT~rHe CO 
~Hcpy3~ja Ha Kan~~YM rnyKOHaT. 

~APMAKOnOWK~OC05EHOCT~ 

~APMAKO,Qir1HAMCK1r1CBOJCTBA 

naM~APOHaT A~HaTp~yM e neK OA rpynaTa Ha 6~cpOCcpOHaT~ , KO~ WTO C~nHO ja ~HX~6~paaT 
ocTeon~3aTa ~ ja cnpe4ysaaT pecopn~~jaTa Ha KOCK~Te. ,QsojHaTa cpoccpoHaTHa rpyna Ha 
TepM~HanH~OT jarnepoAeH aToM e soo6~4aeHa 3a c~Te 6~cpoccpoHaT~ ~ ce noceAyBa 
Bp3yBa4Ka CnOC06HOCT 3a Kan~~cp~paHit10T KOCKeH MaTp~KC . 
naM~APOHaTOT A~HaTp~yM e C~HTeTCK~ aM~H0-6~cpoccpoHaT aHanor Ha n~pocpoccpaTOT, Ha 
np~pOAH~OT ~HX~6~TOp Ha pecopn~~ja Ha KOCK~Te . CTpyKTypHO ~ cnopeA cpapMaKOnOWK~Te 
AejCTBa cn~4eH e CO eT~APOHaTOT, TOj e C~neH ~HX~6~TOp Ha pecopn~~ja Ha KOCK~Te Ha 
pa3n~4Ha reHe3a. 3a pa3n~Ka OA n~pocpoccpaTOT ~ cn~4HO Ha eT~APOHaTOT, naM~APOHaTOT 
e OTnOpeH KOH eH3~MCKaTa X~ApOn~3a nOA AejCTBO Ha cpoccpaTa3aTa . CTYA~~ Ha >K~BOTH~ 
yKa>KysaaT AeKa naM~APOHaT e 10 ~ 100 naT~ nojaK OA KnOAPOHaToT ~ eT~APOHaTOT so 
HaCOKa Ha ~HX~6~~~ja Ha KOCKeHaTa pecopn~~ja . 

~APMAKOKir1HETCK1;1 CBOJCTBA 
nna3MaTCK~Te H~soa Ha naM~APOHaT AOCT~rHysaaT cocToj6a Ha "steady-state" 1-2 4aca no 
~HTpaseHcKa ~Hcpy3~ja OA 0,125-0,25 mg/min-1 Kaj nyfe. H~soaTa onafaaT 6pry no 
3aBpWyBal-beTO Ha ~Hcpy3~jaTa CO nna3MaTCK~ nony>K~BOT OA OKony 30 M~HYT~ . 

6~0nOWK~Te ecpeKT~ Ha naM~APOHaT Ce M~Cn~ AeKa 3aB~CaT OA KOH~eHTpa~~jaTa 80 
KOCK~Te , OTKOnKy so nna3MaTa. 111Hx~6~~~jaTa Ha KOCKeHaTa pecopn~~ja 3ano4Hysa Aa ce 
jasysa Kaj nyfe co A03~ OA 0,03-0,15 mg/kg. MaKC~ManH~Te ecpeKT~ ce jasysaaT co A03~ so 
oncer OA 0,5-1,5 mg/kg. A~HaTp~yM naM~APOHaT cna6o ce pecop6~pa (oKony 1-3%) OA r lt1T 
TpaKT. 
Bp3yBal-beTo Ha A~HaTp~yM naM~APOHaT 3a nna3MaTcK~Te npoTe~H~ sap~pa co 
KOH~eHTpa~~jaTa HO He e noMana OA 14%. BonyMeHOT Ha A~CTp~6y~~ja ~3Hecysa 0,5-0,6 
Llkg. no ~HTpaseHcKa aAM~H~CTpa~~ja , oKony 20-55% OA A03aTa ce ~3na4ysa npeKy 
yp~HaTa KaKO HenpOMeHeT neK 80 TeK Ha 72 4aCa, AOAeKa naK OCTaTOKOT OCTaHyBa 80 
KOCK~Te ~ ce en~M~H~pa MHOry cnopo. CKeneTH~OT nony>K~BOT Ha naM~APOHaT e 
nponoHr~paH (1-2 roA~H~) HO MO>Ke Aa e noKpaTOK so cny4aj Ha 3roneMeH KOCKeH turn-over. 
naM~APOHaT He ce MeTa6on~3~pa so roneMa Mepa, ~ oKony 50% OA aAM~H~CTp~paHaTa 
A03a ce ~3na4ysa KaKo HenpoMeHeTa so yp~HaTa . noManKy OA 0,1% OA A03aTa ce nojasysa 
so >KOn4KaTa ~ He nocTo~ noAaTOK 3a 3Ha4ajHa eHTepoxenaTanHa ~~pKyna~~ja . 

nPETKJllr1Hir14Kir1 nO.QATOUir1 3A Clr1rYPHOCTA HA JlEKOT 
KaH~eporeH~OT noTeH~~jan Ha naM~APOHaTOT e ~cn~TyBaH Kaj rnys~~ ~ cTaop~~ . co 
ann~Ka~~ja Ha neKOT BO nep~OA OA 80, OAHOCHO 104 HeAen~ . Co KOMnapa~~ja Ha 
TpeT~paHaTa ~ Ha KOHTpOnHaTa rpyna Ha rnyB~~ YTBpAeHO e AeKa BO ~H~~AeH~aTa Ha 
Man~rH~ ~ 6eH~rH~ TYMOp~ HeMano 3Ha4~TenHa pa3n~Ka , T.e. Kaj OB~e >K~BOT~HCK~ BpCT~ 
naM~APOHaTOT He Aenysa KaH~eporeHo . Pe3ynTaT~Te OA ~cn~Tysal-ba Kaj cTaop~~Te 

noKa>Kane AeKa ~H~~AeH~aTa Ha 6eH~rH~ cpeoxpoMo~~TOM~ e HewTo noroneMa so rpynaTa 
TpeT~paHa CO naM~APOHaT, HO pa3n~KaTa He 6~na CTaT~CT~4K~ 3Ha4~TenHa. 
lt1cn~TyBal-baTa Ha MyTareH~OT noTeH~~jan Ha naM~APOHaTOT CO KOp~CTel-be Ha 
CTaHAaPAH~Te in vitro ~ in ViVO TeCTOB~ noKa>Kane AeKa OB~e ABa neKa He BOAaT AO 
a6epa~~ja Ha XpOM030M~Te, OAHOCHO AeKa He AenysaaT MyTareHO. 
TepaToreHoTo AejcTBO Ha naM~APOHaTOT e ~cn~TysaHo Kaj cTaop~~ ~ 3aja~~ co 
~HTpaseHcKa ann~Ka~~ja Ha neKoT so nep~OA Ha recTa~~ja ~ opraHoreHe3 y.. 'i.,~ e 
AeKa neKOT BO A03~ eKB~BaneHTH~ Ha HajB~COK~Te Tepan~CK~ , He Aeny ~~e~~~e}it>+ 
AeKa 80 A03~ 0.6-8.3 naT~ noroneM~ OA Tepan~CK~Te npeA~3B~KyBa TOKC ~~Mn.JO~~~'tt~ 
MajKaTa ~ ja HaManysa M~Hepan~3a~~jaTa Ha MeTacp~3aTa ~ noHr~TY ~~H~:~Y~CT~~) 
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KOCKLr1Te Ha cpeTyCOT (HeTepaTOreHO AejCTBO) . 

6.0 CI>APMAL\EBTCKIII OCOEEHOCTIII 

6.1 

6.2 

6.3 

6.4 

fl~CTA HA EKCU~n~EHT~ 
M8Hir1TOJ1, cp0Ccp0plr14H8 Klr1Cefllr1Ha. 

~HKOMnAT~5~flHOCT~ 

CTYALr1Lr1 co cTaKJleHLr1 Wlr1Wir11-ba, KaKo 1r1 co Lr1Hcpy3Lr10HLr1 Kec1r1 HanpaseHLr1 OA nonlr1Bir1Hir1I1XI10plr1A 
1r1 non~rteT~rtneH (HanonHeTLr1 co 0,9% p-p HaTp~rtyM xnoplr1A Lr1Illr1 5% p-p Ha rnlr1K03a) He 
noKa)f(ysaaT Lr1HKOMnaTLr16Lr1nHOCT co ApeA~rta. 
3a Aa ce Lr136erHaT noTeH41r1janH1r1 Lr1HKOMnaTLr16Lr1nHocTLr1, ApeA~rta peKOHCTLr1Tylr1paHLr10T 
paCTBOp Tpe6a A8 ce pa3peALr1 CO 0.9% p-p HaTplr1yM XI10Pir1A Lr1Jllr1 5% p-p rfllr1K03a. 
ApeALr18 peKOHCTLr1Tylr1p8Hir10T paCTBOp He CMee Aa ce Mewa CO Lr1HQJY3Lr10Hir1 paCTBOplr1 KOLr1 
COAp)f(aT K8I14Lr1YM, KaKO WTO e Ringer-OB p~CTBOp . 

POK HA TPAEI-bE 
3 rOALr1Hir1 . 

HA4~H HA 4YBAI-bE 
,IJ,a ce 4ysa Ha TeMnepaTypa AO 30°C so oplr1rlr1Haf1HOTO naKysal-be . 
PeKOHCTLr1Tylr1paHLr10T paCTBOp e XeMLr1CKLr1 Lr1 cplr13Lr14Kir1 CTa6Lr1JleH BO TeK Ha 24 48Ca 8KO ce 4yBa 
Ha co6Ha TeMnepaTypa. MefyTOa, OA MLr1Kpo6~rtnowKa rneAHa T04Ka, ce npenopa4ysa 
npolr13BOAOT Aa ce Lr1CKOplr1CTLr1 seAHaw no acemlr14HaTa peKOHCTLr1TY4Lr1ja 1r1 pa3peAyBal-beTo . 
AKo He ce Lr1CKOplr1CTLr1 BeAHaw, speMeTpael-beTo 1r1 ycnos~rtTe Ha 4ysal-be ce Ha OArosopHOCT 
Ha OHOj WTO ro 4yBa. BKynHOTO BpeMe noMefy peKOHCTLr1TY4Lr1jaTa, pa3peAyBal-beTO Lr1 
4yBal-beTO BO cpp1r1)f(Lr1Aep Ha TeMnepaTypa OA 2-8°C Lr1 KpajOT Ha aAMLr1HLr1CTpa41r1jaTa, He CMee 
Aa HaAMLr1He 24 4aca. 
He~rtcKop~rtcTeHLr10T neK Tpe6a Aa ce cppn1r1. 
flEKOT ,[JA CE LfYBA HA MECTA HE,[JOCTAnH/113A ,[JEL/A! 

6.5 nAKYBAI-bE 
5e36ojHa cTaKJleHa s1r1jana co Kana41r1TeT OA 10 ml, co Kana4e HanpaseHo OA ryMa. 
Pa3cTsopysa4oT e cnaKysaH so cTaKileHLr1 aMnyn~rt . 

6.6 HA4~H HA nP~nPEMAI-bE 

7 . 

8. 

9. 

npaWOKOT OA Blr1jafllr1Te Tpe6a Hajnpso Aa Ce paCTBOplr1 BO CTeplr1I1Ha BOAa 3a Lr1HjeK4Lr1Lr1, Ha 
np. 15 mg so 5 mi. CTep~rtnHaTa BOAa 3a Lr1HjeK4Lr1Lr1 ce Haofa so aMnyn~rtTe KOLr1 ce cnaKysaHLr1 
3aeAHO co s~rtjan~rtTe. pH Ha peKOHCTLr1Tylr1paHLr10T pacTsop e 6.0-7.0. PeKOHCTLr1Tylr1paHLr10T 
paCTBOp Tpe6a noHaTaMy Aa ce Alr1Ilylr1pa CO Lr1Hcpy3Lr10HeH paCTBOp KOj He COAP)f(Lr1 Kai14Lr1YM 
(0,9% w/v HaTplr1yM XI10Pir1A Lr1Illr1 5% w/v rfllr1K03a) npeA aAMLr1HLr1CTpa41r1jaTa . MHory e Ba)f(HO 
Aa npaWOKOT 6Lr1Ae HanOilHO paCTBOpeH npeA Aa ce OAMeplr1 OA peKOHCTLr1Tylr1paHLr10T paCTBOp 
3a pa3peAyBal-be. 

nPOIII3BOAIIITEI1 

Novartis Pharma Stein AG, Switzerland 

HOCIIITEil HA OA06PEHIIIETO 3A nPOMET 

6POJ Ill AATYM HA nPBOTO OA06PEHIIIE/ 06HOBA HA OA06PEHIII 

10. AATYM HA (AEilYMHA) PEBIII3111JA HA TEKCTOT 

CemeMBplll 2011 roA. 
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