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AJIEIIFOHAT AKTABI,IC 70 mg TAEJIETK}I

ALENDRONAT ACTAVIS 70 mg TABLETS

AleH4poHoBa KHceJrLrHa (xaro HarpneB aneHApoHar rpnxr,r,qpar)
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l . KAKBO IPEACTABJTflBA AJIEITAPOHAT AKTABII0 70 mg rr 3A KAKBO cE
[I3IIOJI3BA

Kanno npeAcraBJrrna A.nen4ponar Arrannc 70 mg?
AlenApoHar Axrasnc 70 mg npHHaAJIer(H KbM rpynara Ha HexopMoHaJrHHTe JreKapcrBa, Hapr,rqHu
6u$ocSoHaru. Anen4poHar Arrasuc 70 mg [peAorBparrna sary6a'ra Ha KocrHa Maca, Korro ce
Ha6rrcAasa npn x(eHH cJIeA Karo re ca [peMHHaJrH nepnoAa Ha MeHonay3a, Karo rrpenapara cnoMafa 3a
rloBTopHo H3rpax,qaHe Ha Kocrra, Tofi uauargBa pr,rcKa or cqynBaHnr na rpr6Haquus crtr6 H s
6e4poro.

3a rcarcno ce rr3noJr3Ba Alengponar Arcrasrc 70 mg?
Baurusr neKap Bu npe4nucsa AneHApoHar Axrasuc 70 mg 3a Aa JreKyBa Baurara ocreoropo3a.
Aleugpouar Arcrasuc 70 mg HaMaJrflBa pHcKa or cqynBaHns s o6racrra Ha rpr6naqnus crll6 u
6e4poro.

A;rengponar Axrannc 70 mg ce [pnema eArrH rrbr ceAM[qHo.

Karcno [peAcraBJrfl Ba ocreofloposara?
Ocreonoposara e H3TbHqBaHe H orcra6saHe Ha KocrHTe. Tona e qecro Ha6nroAaBaHo npu )r(eHr,r cJre,q
MeHorlay3ara. B nepuoAa Ha MeHorlay3ara, tituuuUr,rre cnHpar Aa npon3Be)KAar xeHcKH noJroBr,r
xopMoHI,I, ecrpofeHl,l, KoHTo crroMarar 3a rroAAbpxaHero Ha 3ApaBI{Hara Ha cKeJlera Ha x(eHaTa.

KaKso npeAcraBJrma Aleugponar Axraruc 70 mg
trp"A, Aa B3eMere AreugpoHar AKrasHc 70 mg
Kan la npueMare AleugpoHar Arcranuc 70 mg
Btguoxnu HexeJraHn JreKapcrBeHH peaKrrur,r
Kar ga cbxpaHrBare AleugpoHar Arrasuc 70 mg
.{onuunrenna nu$oprraaqlu

flporere BHllMareJrno llrJroro cbAbp2maurre Ha ra3rr JrrrcroBna rlpeAlr Aa 3a1;oqgere Aa
ynotpe6nnare roBa neKapcrBor Aoptr n n cly.rafi, rre ro Bu ce [peAnrrcBa 3a [opeAeH nbr.

- 3anasere ra3u JtHcroBKa. BtsMo)crro e Aa ce Hruroxu Aa r [por{erere orHoBo.
- Axo HMare HIKaKBH Bbnpocu, o6rpHere ce KbM Baruu.s JreKap nnu Qaprraaqenr.- Tosa neKapcrBo e [peAnucaso sa Bac. He ro 4anaftTe Ha Apyru xopa. To Mox(e Aa 14M

HaBpeAH, AopH r,t aKo rexHlrre cHM[ToMn ca cblqure raro Baurure.
- Atco HtKoq or HexeJIaHHTe peaKlrlru ce gaArl6oqn, HIrv aro sa6erexuTe Apyra HexeJraHa

peaKql{s' Kosro He e onficaHa B Ta3H Jrr,rcroBKa, uolr nuSoptrupaftre Bauru.s neKap HJrr,l
Qaprvraqenr.

- oco6eHo BTDKHo e Aa pa36epere un0opuarrnflTa, npeAcraBeHa B roqKa 3. KAK IA
IIPI4EMAME AJIE T AKTABI4C 70 m .IIA B3EMETE TOBA JIEK

t/lSnbflHt4TEJlHA AtrEt -- --
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Kocrure orcra6sar B p$ynarar or sary6a Ha KocrHa uaca. Pncrcrr or pa3BHTHe Ha ocTerropo3a e no-
rorqM H HapacrBa, KoJIKoro no-paHo xeHara AocrI,IrHe Ao rlepHoAa Ha MeHorray3a.

B Haqaloro, ocreo[oposara o6nrcxoBeHHo He ce [potBsBa cbc cr,rMrrroMn. B cnyuafi, qe ocraHe
HeJIeKyBaHa, BbB BCHLIKU CIIyq,aV' Tt MOX€ Aa AOBeAe AO CqynBaHe Ha KOCTII. Brnperlr, qe Te3H
cr{yIIBaHl'I.fl 60rr.r, ctrynBaHldt B KocrI,ITe ua rpr6Havsus cma6 e Bb3Mo)r(Ho Aa ocraHar Hega6ergsaH[
Ao Karo re npeAI'I3BHKar HaMaJItBaHe Ha BI,IcoqHHara. CvynnaHe Ha Kocrra Molr(e Aa ce cJryqg [pe3
BpeMe Ha HopMiuIHa exeAHeBHa 4eftuocr, Karo HanpuMep noBAr{raHe Ha rrpeAMer, r,rJrg or M:ulKH
rpaBMI'I, KoHTo o6HrcHoseuHo ue 6nxa AoBenH Ao crry[BaHe HopMaJrHa rcocr. CvynnaHero Ha Kocr
o6HKHoseuHo ce cJryqBa s o6racrra ua 6e4peHara Kocr, rpr6navHur crul6 HJrH KHTKara, H Moxe Aa
AoBeAe He caMo Ao 6olxa Ho cburo raKavIAo 3HaqnTeJruu npo6leun, Karo usrup6ena crofixa
("a4oonurra rup6nua') uzaryla Ha rroABDKHocr.

Karc moxe Aa 6rAe JreKyBaHa ocreouoporara?
ocreonoposara Moxe aa 6tAe neKyBaHa r,r Hr.rKofa He e rBbpAe KbcHo Aa ce 3arroqHe JreqeHHe.
AleH4poHar AKtasHc 70 mg He caMo npeAna3Ba or sary6a Ha KocrHa raKaH, Ho BcbrqHocr crroMara 3a
noBTopHo H3rpaxAaHe Ha Kocrra Kosro BHe cre zary6unu,uHaMaflxBa pr4cKa or cqy[BaHe Ha Kocrure
s o6racrra Ha rpr6Ha,ruus crur6 u 6egporo.

Barunsr JIeKap Moxe Aa Bu upe4roxu Aa HarrpaBr,rre npoMeHu B HarrHHa cH Ha xr,IBor, 3aeAHo c
TperlrpaHero c AlengpoHar Arrasuc 70 mg, Karo qacr or JreqeHnero Morar Aa 6rAar:

Cnupane Ho mnmpHonyuteHemo flyrueHero no BcrKa BepotrHocr yBeJruqaBa crerreHTa, B Kosro
ce 3acrraT BaIIJr,rTe KocTH, [opa.4r,r KoeTo To Moxe Aa AoBeAe Ao
yBeJlr,rqeH pr,rKc oT crTyrrBaHe Ha KocTr,rTe.

Koctnte, cblrlo KaKTo H MycKyJrr,rre, ce Hyr(Aarr or ynporHeHlrt
3a Aa ce 3ana3Bar 3ApaBH u evurnvr. KoucylrHpafire ce c Baurut
neKap npeAH Aa 3anoqHere KaKBaro w ga6utto nporpaMa c
yrrpDKHeHr,rs.

Baurusr JreKap Mo)Ke Aa BH nocrserBa orHocHo Baruara Ar4era u
4alu rpa6na Aa rrpueMare KaKBHTo u ga 6uno xpaHr,rreJrHu

Ao6asxu (oco6eHo ralqnfi n Buranaun !).

Vnpacrcueuun

Xpaueue c 6anaucupaua duema

2. IIPEII AA IIPIIEMETE AJIEIIIPOHAT AKTABI{C 70 mg

He nseMafire A.nen4ponar Arrannc 70 mg:
l. Arco cre {ueprur{Hl,I (cnprxvyncrnurerHn) KbM Harpr{eB irrreHApoHar rpHXHApar urrv H.f,Kos or

Apyrr.rre cbcraBKr,r.
Axo nuare H3BecrHI,I npo6neuu c Barun.s xpanorpoBog (xpauonpono4-rpr6ara, Korro cBbp3Ba
Baruara ycra c Barunr crouax) Karo crecHrBaHe BoAerqo Ao 3arpyAHeHo flpernbrrlaHe.
Aro Bue He cre B cbcroflHue Aa crouTe npaBH, ulv ceAlaTe r,tsrrpaBeHu naft-ualro r
rrpoAbJu(eHue Ha 30 Mr,rHyrH.
Aro Baruusr JreKap Bu e xasa.n, qe HMare HlrcKo HHBo Ha xa.nqnfi B KpbBTa.

Hyxgaere ce or oco6eno na6lro4eHrre rpn nprleM na A.nengponar Arrannc 70 mg
Baxuo e Aa Karrere na Baurns JreKap npeAn Aa npueMere A.nen4pouar Arcranuc, arco:

HMare npo6leuu c 6t6pequre
HMaTe H.rrKaKBH aJlepruu
ItMare KaKBr,rro u ga 6uto npo6leuu c [orJrbrqaHero HJrH xpaHocMr,rJraHero
Barunqr JIeKap Bn e rca3ar, qe HMare Eaperor xpaHorrpoBo4 (crcroanue, cBbp3aHo c [poMrHa B
KJIeTKHTe, KoI4To o6rpa"xcaar AoJrHara qacr Ha xpaHonponoga)
HMare HHcKH HHBa Ha xa.nqnfi B KpbBTa
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- 3b6HTe BH He ca B Ao6po cbcrotHue, HMare 3a6orrBaHe Ha BeHrrr4Te, r,rMare HacpoqeHo
r'r3BaxAaHe Ha st6 u He noJryqaBare peAoBHa croMaroJrorHr{Ha noMorrl

- HMaTe paK
- npnJrara Bn ce xnMr,rorepailufl HJrH JrbqeJreqeHue
- rrpaeMare KoprHKocrepouAr,r (raro npegnu3oH r,rJrn 4ercauerasou)
- rryull{Te I'IJIH cre 6uln nyurau (rola uoxe Aa yBerurr[ pucKa or AeHTaJrHlt npo6nerr.ru).
Btgtvtoxno e Aa 6tAere nocbBerBaHH Aa HanpaBHTe nperJreA Ha gr6u're cH npeAn aarro""a"" ra
JreqeHr4e c aJreHApoHaT.

Baxtro e Aa ce rloAAr'pn€ Ao6pa ycrHa xHrHeHa , Koraro cre Ha reqeHrae c aJreHApoHar. Tpa6na 4a
xoAHTe Ha peAoBHH croMaroJlor[rlHl,r npenreAu no BpeMe Ha JreqeHr{ero u rpr6na Aa ce cBn,pxere c
Baruu.s JIeKap tart{ sr6oreKap, B clyvaft, qe sa6lpAaBare KaKBHTo v Aaca npo6leun, cBbp3aHu c
ycrara Hru sr6nTe, Karo KnareHe na sr6, 6olxa l,tnu noAyBaHe.

,{pasueue, B63niuIeHHe vutu sgBu Ha xpaHonpoBoAa (xpanonpono4 - rpr6ar:a, Kosro cBbp3Ba ycrara
cbc croMaxa) vecro Moxe Aa ce na6.uroAaBar cbc clrMnroMr,r Ha rpbAHa 6olrca, napeHe u 6olxa sa4
rpbAHara Kocr I'IJII{ TpyAHocr nln 6olra rtpn [perubrrlaHe, oco6eHo aKo rraq[eHTr,rre He rrH{T rrbJrHa
qaLIJa BoAa ulutu JIerHar npeALI Aa ca MHHaJru 30 rr,rr,ruyru cJreA rrpueMa Ha AleH4poHar AKrasHc
70 mg. Tesu HexeraHn peaKqI,IH Moxe Aa ce BJrorrar, aKo narlxeHlbr rrpoAbnl1r,r Aa npreMa
AreH4poHar Axrasuc 70 mg cneA panBr,rruero Ha re3u cHMnroMH.

[pnem rra Apyrn nerapcrBa
Btsl\aoxHo e KiuIqleBLIte 4o6anrcll, aHT[aqLIAHHTe cpeAcrBa H HrKotl [epopaJtHo rrpHeMaHH neKapcrBa
Aa noBJrnrBar a6cop6quflTaHa AlerupoHar Axrannc, n crryvafi qe 6rAar npnerr,r eAHoBpeMeHHo. Ero
3alqo, Ba)KHo e Aa cneABare cbBera, xofiro ce AaBa B roqKa 3. KAK AA nPnEMATE AJIEHAPOHAT
AKTABI4C 70 mg

Ttfi raro ynorpe6ara Ha HecrepolrAHr,r npornBoBb3rrnJrr,rreJrHr,r cpeAcrBa ce cBbp3Ba c
naCTpoHHTecTIaHaUIHo Apa3HeHe, ueo6xo4l,trvro e noBr,rureHo BHHMaHHe npu eAHoBpeMeHHa ynOrpe6a C
AJIEHAPOHAT.

Morl, yBeAoMere Baunr JIeKap r,urr,r SaprraaueBT, B cJryqaft, ue npneuare vtrt cre npHeMaJrH.qocKopo
KaKBI,lro w ga6ulo ApyrI,I JleKapcrBa, BxJrroqr,rreJrHo JreKapcrBa, orrrycKaHr,r 6es lexapcxo
npeAlr,rcaHlre.

Ilpuem na Alengponar Arranuc 70 mg c xpaHa rl Harrrrrnrr
Btguoxno e xpaHara H HarIlITKure (nxrrcuurelHo MnHep:rJrna aoga) Aa HarrpaBflT reKapcrBeHn.fl
[poAyKr AleH4poHar AKrasl,tc no-cra6o eQerruneH rrpu eAHoBpeMeHHo npr,rJro)KeHr.te. flopa4u rora,
B'DKHO E AA CneABaTe c6BeTa, AaAeH BH s roqxa 3. KAK,4A NPI{EMATE AJTEH,4POHAT
AKTABI4C 70 mg.

Aeqa u K)Horu[
Arengponar Arrasuc 70 mg ne rpr6aa la6rp1e npHeMaH or Aerla u roHorrrH,

Epeuennocr n KbpMeHe
AleuApouar Axrasnc 70 mg e npeAHBHaqeH eAuHcrBeHo 3a yuo'rpe6a rrpn xeHr,r cneA MeHorray3a.
Bue He r"pr6na Aa npneMare A.neHgpolrar Arcraruc, aKo cre 6peueHHa rlJrr,r Bb3HaMeprBare Aa
sa6peueueere, HJrv aKo KbpMHTe.

IUoQupane u pa6ora c Marrrlrntr
AleHgpouar Arranuc 70 mg ue rpr6ra Aa rroBJrHsBa AHpeKTHo Baurara cnoco6uocr ga ruoQnpare uru
ga pa6ornre c MaIrIHHI,t. O6ave, HrKoH HexeJlaHr,r neKapcrBeHu peaKrlr{lr, Kor,rro ca 6wv AoruraABaHu
npH ynorpedararla AlengpoHar AxrasHc 70 mgMorar AanoBIrns,xr cnoco6socrra 3a ruoSnpane ulu
ynpaBneHr.re Ha MarrrHHH.

Baxna unQopuaq[fl orHocno HsKoll or cbcraBKrrre Ha Anengponar Anrannc 70 mg
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Aleugpouar AKrasHc 70 mgcbAbp)Ka JraKTo3a. Aro Baulnxr neKap Bn e rca:ar, qe [Mare
HenOHOcI'IMOCT KbM HtKoH 3axapH? cBbpxeTe Ce C Hero npeAH Aa nplceMeTe To3lI neKapcTBeH npoAyKT.

3. KAKAA IIPIIEMATE AJIETIIFOHAT AKTABI,TC 70 mg

BnHaru sgeMaftre Bauero JleKapcrBo roqHo KaKTo Bu e npeqnuca.n Baurnr neKap. Br,re rpa6na ga
npoBepr{Te npu Bauur JreKap, aKo He cre cnrypHr,r.

Breuafire e4na ra6nerna A.irengpoHar Arrannc 70 mg Beanb,* ceaMnqHo.

CleAaaftre re3n HHcrpyKIIHI,t BHI,IMaTeJIHo 3a Aa cre cr,rrypHu, qe ule uMare noJr3a or AreHgpoHar
Axrasrc 70 mg.

l. Hs6epere eAHH AeH or ceAMHIIara, xoftro naft-4o6pe ce BrrHcBa 86B Barrrnr rpaSnr, Bcsra
ceAMI'Iqa sseNlafire no eAHa ra6lerxa AneugpoHar AKrasuc 70 mg u us6paunr or Bac 4eu,

Mnoro e BDKHO Aa cneABare HHcrpyKIrI,rHTe2,3,4 u 5 saAa cnoMorHere no ro3n Harrr,rH ra6rerxara
AleH4pouar Arrannc 70 mgAa Aocrr,rrHe go Barunr croMax 6rpro H AaHawurure Bb3MoxHocrra 3a
pa3ApiBBaHe Ha Baruu.s xpaHorlpoBo4 (xpauonpoBoA - rpr6ara, Korro cBbp3Ba Barrrara ycra cbc
crouaxa).

2, Cnea ct6yNaaHero cyrprlHra H npeAr,r Aa roeMere xpaHa, HarrnrKa r.rnn Apyfo JreKapcrBo,
rlpHeMere Baurara ra6le'rxa Alengpouar Arcrasuc 70 mg eAHHcrBeHo c nbJrHa uarua noga (He
MHHepaJrHa no4a) (ue no-MaJrKo or 200 un).
- He upueuaft're c Mr,rHepaJrHa BoAa (Herasupaua ulu rasupaHa);
- He npneuafire c ra$e unucuafi;
- He npneuaftre cbc coK nJrH MJrsKo.

florutqafire ra6lerrcara Aleugponar Arrasuc 70 mg qsla. He AbBqere Hrn qyrtere
ra6lerxara H He [o3BoJIssairr:e Aa ce ptr:rBopu B ycrara Bu, nopa4n pncKa or o6pasyuane ua
r3BH B yCTaTa uJrH xpaHorrpoBoAa.

He lrrafi're - ocraHere B Ha[bJIHo r,r3npaBeHo noJrox(eHne (cegnann, npaBn nlu xo4ere) - ea
noue 30 MI,lHyrH cneA rlpueMaHe Ha ra6lerxara. He rsraftre [peAr,r npnKrrorrBane na Baruero
rrbpBo xpaHeHe 3a AeHr.

He egeN{afire AleHgpoHar Axrasl,tc 70 mg [peAn JrrraHe urv npe1u,{a cre craHiurn 3a AeHs or
HOIIIHH' CI,I CbH.

B crryuafi, qe I,I3nI,ITare rpyAHocr ruu 6orxa npu florurbr.rlaHero, 6orrca B rbp.qlrre, nosssr Br4
ce KI,IceJIIIHH B croMaxa, vLn.u ce BJrorrIH cbcrorH[ero Bu no orHorrreHne Ha cbulecrByBaul
npo6lerra c KI{oeJII,IHHTe, flpeKparere rrpueMa ua Aneu4ponar AKras[c 70 mg H ce cBbpxere c
Baruur neKap.

CleA noutulaHero sa ra6lerrcara AneHgpouar Arcrasrdc 70 mg, HsqaKaftre safi-uzurxo 30
MHHyTI,I [peAH,qa [oeMere xpaHa, Harrr,rTKa HJrH Apyfo neKapcrBo 3a AeHs, BKrrroqHTeJrHo
neKapcrBa Karo alrrIdaIIlIAHH cpeAcrBa, K,rJrrlneru 4o6anxu u BvrraMvtHu. Alen4pouar Arrasgc
70 mg e e$exrnnen caMo B ctryuafi, ve 6r4e npneMaH Ha rpa3eH croMax.

Aro npuemere rroBeqe A.nengpouar Arcrannc 70 mg ormoJrKoro e rpr6na.no
Aro upnenaere rBbpAe MHoro ra6nerrcu rro rperrrKa, ugnuftre rrbJrHa qaura c MJI.f,Ko [r ce cBbpxere c
Baurnc JIeKap Hesa6asHo. He ce ouursaine Aa [peAr,r3Br,rKare noBpbrrlaHe caMg, n He lgrafire.
Cnunrouure Ha rIpeAo3LIpaHe Mofar Aa BKrror{Bar ne6raronpurrHu peaKrruH or crpaHa Ha ropHr,rre
OTAEJIH HA CTOMAIIIHO-qPEBHI,I' TPAKT, KATO PA3APA3HEH CTOMAX, KIACCJII,IHI4 B CTOMAXA, Bb3NAJIEHLIE HA
xpaHo[poBoAa, racTpHT, vtlrld fl38a.
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Ano radpaure Aa B3eMere A;renApoxar Arrannc 70 mg
Aro nponycHere Ao3a, flpocro B3eMere egua ra6ler*u ,u {"rprHTa cJreA Karo ere ce ce.runu. Heeselaailme dee ma1nemxu e eduu u cbl4u deu. Brscranourt" npneMa,qo eAHa ra6rerxa ceAMr,rrrHo,
KaKro nbpBoHaqurHo e 6ruo no rpa$nr, n us6panux or Bac Aeu.

Axo cnpere Aa nprremare Ale4pouoBa KnceJrrrna Arcrannc 70 mg
Baacuo e Aa npoAbn)ltHre Aa npueMare Alengponar Arrasnc Ao roraBa, AoKaro Baruus rexap Ba
npeA[I'IcBa roBa neKapcrno. AleHgpoHar Axrasnc 70 mg Moxe Aa neKyBa ocreolopo3ara Bn, cauo
aKo trpoAbnxtl,tre Aa npneMare ra6le.rrcnre.
B clyvaft, qe HMare H'KaKBH Ao[brHHTenHH Bbrlpocu, orHocHo ynorpe6ara Ha ro3r,r npoAyKT, MoJrs
o6rpHere ce KbM Baruuq JreKap l,trtn $apuaqenr.

4. Bb3MOXHI,IHE)IGJIAHI,IPEAKIIIII

AneHApoHoBara KHceJIr{Ha AKrasac 70 mg, KaKTo BcHr{KH neKapcrBa e Bb3MoxHo Aa [peAr,r3BHKa
HexeJIaHH neKapcrBeHH peaKIrIlH, BbnpeKH qe He BceKLI rH rloJryqaBa.

CleAnnre repMIrHI'I ca I'Bnon3BaHu 3a Aa ce onurue KoJrKo qecro ca 6nru 4oxra4BaHl,r Hex(eJraHHTe
e$exrr.r.
MHoro qecrr,r (ua6nro4araHr,r npu Hafi-uarro I or l0 neKyBaHH nar{HeHTa)
tlecru (Ha6nro4anaHn uafi-naa.nKo npn I or 100 n ro-MrurKo or I sa l0 nercynaur.r)
Heqecru (na6nro4anasn safi-ualKo npn I or I 000 H ro-MrurKo or 1 sa 10b lerynauu naqneura)
Pegrcu (ua6lro4anasu saft-ualKo npr I or l0 000 r.r no-uanxo or I or I 000 n.*y"u"" naqneHra)
Muono peAKH (Ha6nro4aoaH, npH no MrurKo or I or l0 000 neKyBaHr naqneura)

rIecrn

XpaHoct'truarelHa cncteua: 6o.nra B croMaxa, yceulaHe sa 4ucnorvrQopr B croMaxa unvtyplrrBaHe cneA
HaXpaHBaHe, 3aneK' nbJIeH cTOMaX HnI'r yceqaHe 3a nO,q/T CTOMax, AuAplaA, Ct6upaue Ha ra3qBe,
KHoeJIHHH' TpyAHocrH npH npeHlbulaHero, 6olxa nprl [pernblllaHe, ptrtr3BrBaHe Ha xpaHo[poBoAa
(xpanonponoA - rpt6ara, Koqro cBbp3Ba Baruara ycra cbc crouaxa), Koero Moxe Aa [peArBBHKa
6orra B rbpArdre, KHceJrI,IHH, rpyauo xlu 6orerseHeHo [perJrbulaHe
Hgpgua cucreMa: Maso6orne
MycKylnocrcerersa cucrenaa: 6onxa B KocrHTe, MycKyJrHTe ul wtu craBlrre

He.recru
Xpauocn'rulprelHa cncreua: raAeHe; rloBpbrqaHe; pa3Apa3BaHe r4Jrr,t Bb3naleHue Ha xpaHorrpoBoAa
(xpaHonpooog - rpt6ara, Kotro cBbp3Ba Barrrara ycra cbc croMaxa) HJIH croMax a; qepHvr vu;114
KarpaHeHo[oAo6Hu r,tgtlpa)KHeHr,rt
Koxa: o6pnr, crp6ex, 3aqepBrBaHe Ha Koxara, aJroile\ufl

Peann
HapyueHHr s lrM.vuHara c[crel\,Ia: {uleprHqHa peaKIIHr, Karo ypruKapr,rr; orroK Ha Jrr{rlero, ycrHr,rre,
ezurca ulunu rbpJloro, Karo e Bb3Mo)I(Ho roBa Aa rrpeAu3BHKa 3arpyAHeHo AHrxaHe r,rJrr4 rrperJrbrqaHe
Mera6olnruu n xpanurelnu uapyureuu.s: cr,rMmoMu xapaKTepHn 3a HHcKH HnBa Ha Kilrunr B KpbBTa,
BKIIIoqHTeJIHo MycKyJIHH KpaMnI{ r4ilu aila3Mu u/utu yceulaHe 3a H3TpbnH{urocr Ha npbcrgTe HJ1,r
oKono ycTaTa
oqnn napyrueuug: 3aMbruIeHo BH)r(AaHe, 6orxa rdlr,r 3aqepBflBaHe Ha oquTe
XpaHocuularelna cucteua: crecHflBaHe Ha xpaHonpoBoAa (xpanonpono4 - rpr6ara, Kof,To cBbp3Ba
Ballrara ycra cbc c'rouaxa); t3BH B ycrara, Koraro ra6lerrara e 6wta cAbBKaHa, r{nu cMyKaHa;
croMauHn r4ru nenruqHrz' n3BLr (noHrxora re)KKH l.urn c rcrpaeHe)
Koxa: o6pnn, roftro ce BJIoruaBa or cJrbHqeBa cBerJII,IHa
MycxylHo-cxe-neruu: 6olrca B ycrara ulunuqeJrrocrra, [o,(yBaHe r,rJru Bb3[aJIeHHe B yaruta,
H3TpbnBaHe HnI{ rryBcrBo Ha re)I(ecr B qeJrrocrra r,rJrr,r KJrareHe na g16. Tosa iuoxe Aa ca cr.rMnroMH Ha
KocrHH HapylxeHHt B qeJllocrra (ocreonexposa), o6nrcHoBeHo cBbp3aHa ctc ga6aseHo ri3neKyBaHe H



I'rHSeKqH.[, qecro creA I'I3Bax(AaHe Ha 3b6. o6rpnere ce KbM BawusneKap H.lIr,r sr6oreKap, B ctryuail,
ue na6ln4aBare raKr,rBa oHMrrToMH; Tex(Ka KocrHa, MycKynHa u/wtu"ruu"u 6orxa
O6uz HapyueHHq: npexoAHu rpunonogo6Hn cr,rMnroMr, *uto 6oresHenr,r MycKyJrH, o6rqo ycerqaHe 3a
ne4o6po cbcrotHue H rloH.f,Kora rpecKa, o6nnnoneso rrpn 3a[oqBaHe Ha rerreHr,rero

Mnoro peAKrr
Koxa: Te)KKa KoxHa peaKrlnt

,{orua4naHH ca cJIeAHI'ITe HexeJIaHIr peaKrrun (uen:uecrua vecrora) npu nocr-MapKeruHfoBr,rr onHT:

Heprsa cncreua: 3aMarHocr, rrpoMeHeHu BKycoBn yceqaHu,
Mycrylo-cnele'rna: oroql,I no craBHTe. Oparcrypa na 6egpeHara Kocr rrpn naqueHry, neKyBaHH
rIpoAbDKI'ITeJIHo BpeMe c uIeHApoHoBa KlrceJr[Ha. Eolxa n 6egporo, cla6ocr u;rr,t AHcKoMSopr uorar
Aa 6rAar paHHr,r nprcHar{n Ha Bb3Mo}nHa Qpaxrypa sa 6eApeHara Kocr
O6utH HapyuteHuq: ornaAHiurocr, oroK rro pbrrere r.rJrr,r KpaKara

Mnoro qecrrr
Haxorxa npn ra6oparopuu recrose: JreKr,r H npexoAHn noHrDKeHlrr HHBoro Ha KaJrqr,rJr r,r $ocsarure n
KpbBTa, o6ulo n paMKHTe Ha HopManHnr AHarrzBoH.

HHQoprvrlrpaft're Baur,u neKap r.uu Qaplraqeur Hega6asHo, orHocHo re3u wtuApyrr,r neo6uqafiun
CI{MNTOMI,I,

flolegno 6u 6uto, aro Bue cu ot6erexure KaKBo cre H3nlrraJrn, Kofaro cre 3arroqHanfi Aa ro yceqare
Lr KOJTKO AbJrrO e npoAbJrxHJro ToBa yceulaHe.

Arco unrcon om HeJrcenaHutne peaKtluu cmaHe cepunHa, wru sa6enetcume HflKctKBa HeuceraHa peaKt4un,
Konmo He e ynoMeHanTa 6 mcBu nucmoaKa, Monn yredomeme Bawun reKap unu Qapauqeom.

5. KAK AA CbXPAIIflBATE AJIEHAPOHAT AKTABIIC 70 mg

Crxpauanaftre Ha Mrcro, HeAocrbnHo 3a Aeqa.
Tosu rexapcrBeH npoAyKT He r,r3r,rcKBa crrerlnaJrHr,r ycnoB]tr Ha cbxpaHeHr,re.

He sgeMaftte AneHgpoHar Axranuc 70 mg, creA n3Tr,rqaHe Ha cpoKa Ha roAHocr, xofiro e orneqaraH Ha
onaKoBKara. cpoxrr Ha roAHocr ce orHacr Ao nocJreAHu.fl AeH or nocoqeHHt Meceq.

Jlexapcrnara He 6usa Aa 6tltar Ll3xBbpn.f,Hr,r qpe3 orlaAHr.rre BoAH lrJru AoMarrrHr,rre orrraAbrru.
Ilounrafrre Baruug $apuaqeor KaK Aa yHr,rqoxsre neKapcrBara, KoHTo He ca Bn Heo6xo4nr'rn noBer{e.
Te:u ueprcu ule c[oMorHar 3a ona3BaHero Ha oKoJrHara cpeAa.

6. AOTTbJIHT.TTEJTHAIIHOOPMATIT{fl

Kaxno cbAbpr(a A.neugponar Arcranuc 70 mg
- AxruBHara cbcraBKa e 91,36 mg Harpr,reB iureHApoHar rprrxnApar, Koero KoJruqecrBo ce paBHrBa

na 70 mg AleHgpouoBa KHceJrHHa 3a eAHa ra6nerxa.
- Apyru cbcraBKl,t (nonaoqnu neqecrra) ca: rreJraKrora 80 (raxro3a MoHoxnApar H ueJryJro3a, Ha

npax), cI,tJIHqHeB AIcoKcrIA, KoJror{AeH 6esno.4eH (E551), KpocKapMenosa narpnft (E468) n
MarHe3HeB creapar (E470b).

Kax n:r.nexAa Alengponar Arcranuc 70 mg rr cbAbprcaHrle Ha orraKoBKara
AlengpouarAxrasuc 70 mg ce ilpeAnara Karo Kpbrna,6tnara6lerxa, c Ha,qrruc "70" orneqaraH Ha
eAHaTa cTpaHa.
Bcsxa onaKoBKa cbAbpxa PVC/arryunHueBr,r 6rucrepu, c 2, 4 utu 12 ra6rerxn.



BrsMoxHo e HrKor,t p:BMepr,t onaKoBKr,r Aa se 6rAar nycHar' n npo4ax6a.

ffpurexare.n na ParpeureHnero ra ynorpe6a
Actavis Group PTC ehf.
Reykj avikurv e gur 7 6 -7 8, 220 Hafnarficirdur,
I,{cnal-j',nus

rIponsno4nrer
Actavis UK Ltd
Whiddon Valley, Barnstaple
North Devon EX32 8NS
Beluxo6purauur

H

Actavis Nordic A/S
@rneg6dsvej l6
2820 Gentofte
ffauut

Tour lexapcrBeu rrpoAyKT e ogo6peu
Ancrpua
Eu rapnr, lanut, Vc naugut, Hopneru.r, Illoeqnr
llexul, Clonaxts:
fepnrauur:
EcroHnl, Malra:
Uptangut:
OHHTaHAt,t.g:

Vurapur:
klrwrus:
Jlutna, JIatzw,, Croseuus :
XonauAnr:
flolua:
flopryranna:

Tasn rrcrosKa e oAo6pena: Mapr 201 I r.

B crpannre-qreHnn na EI{II rroA cneAnnTe rrMena:
Alendronat Actavis 70 mg Tabletten
Alendronat Actavis
Alendronat Actavis 70 mg
Alendronstiure-Actavis 7 0 mgTabletten
Lendrate
Fostolin Once Weekly 70 mg Tablets
Alendronat Actavis
OSTEDRON 70 mgtabletta
ALENDRONATO ACTAVIS 70 mg compresse
Lendrate 70 mgtablets
Alendroninezuur Actavis 70 mg
LENDRATE
Caldronate


