


1. HME HA JIEKAPCTBEHMUSA ITPOAYKT

PROTELOQS 2 g rpanynu 3a nepopaiHa CyCIeH3Us

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Besiko carire cpappika 2 g crponIueB panenart (Strontium ranelate).

[ToMomIHO BEIIECTBO ¢ U3BECTHO JCHCTBUE:
Bcesko camre cpappxa cbio 20 mg acmapram (E951)

3a MBJIHUSA CIIUCHK Ha IIOMOIIIHHUTE BEIUICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

I'panyiu 3a nepopaiHa cycleH3us
Kbatu rpanynu

4.  KIIMHUYHU JAHHU
4.1 TepaneBTHYHH NOKA3AHUA

JledeHne Ha TeXKa OCTEONOpO3a:

- [IpY JKEHHU B IOCTMEHOMAY3a

- IPH Bb3PAaCTHU MBXKE,

C BHCOK PHUCK OT ()paKTypH, 32 KOUTO JeUEBHETO C ApYyTrH JIEKapCTBEHU NPOIYKTH, 0100peHH 3a
JIeYeHHEe Ha OCTEO0II0pO3a, He € Bb3MOKAOMIOpaay, HanpuMep, IPOTUBOIIOKA3aHUS HITH
HEMOHOCUMOCT. [IpH >keHH B MEHOIIay3%, CTPOHIIMEB PaHEeNIaT HaMallsiBa pUCKa OT (PaKTypH Ha
MpenuieHn U OeipeHa KocT (Bxk. Touka 5.1.)

Pemenuero na ce npennuiie ¢fpoHLIMEB paHeaT TPsAOBa Aa ce OCHOBAaBA Ha OLIEHKA HA OOIIUTE
PHUCKOBE Ha OTAENHUA Nanyelt (Bx. Touku 4.3 u 4.4).

4.2 J10o3MpoBKA M HAYKH HA MPUJIOKEHHE

JleyeHueTto TpSI6Ba Ja CC 3all0YHC CaMO OT JICKap € OMT B TCparurATa Ha OCTCOIIOPO3a.

gO?:I/IQOBKa

[penopBuBsanara /103a € eqHO camie 2 g MPUEMaHO MEPOPATHO BEJHBXK JTHEBHO.

Llopali ecTecTBOTO Ha JICKYBAaHOTO 3a00JIsIBaHE, CTPOHIIMEBHAT pPaHENaT € MPEBHICH 32 JbITOCPOYHA
VROTpeoa.

AbcopOuysTa Ha CTPOHIMEBHS PaHeaT ce HaMalsiBa OT XpaHa, MJISIKO M TIPOU3BOAHUTE MY MTPOIYKTH
u nopaau tasu npuurHa PROTELOS Tpsi6Ba aa ce mpuiara Mexay OTACTHUTE XpaHEHUs. 3apaan
6aBHaTa abcop6Ouus, PROTELOS tps6Ba na Obj1e mpueMaH npeju Jsrade, 3a NpelrnoYnTaHe JBa yaca
cien xpanene (Bx. Touku 4.5 u 5.2).

HaHI/IeHTI/I, JICKYBaHH CbC CTPOHUMEB paHEaT Tp$I6Ba Ja npue€MaT BUTaMUH Du KaJIIUECBHU 1106331(1/1,
AKO JUCTUYHHUAT PEIKUM € HCAJICKBATCH.

Cmapuecka ev3pacm



EdukacHocTTa 1 6€3011aCHOCTTA Ha CTPOHIIUEBHSI PAHEINAT ca YCTAHOBEHH TPH UPOKA BH3PacTOBa
rpyIia OT BE3PAaCTHHA MBXKE M KEHHU ciiel MeHonay3a (1o Bki. 100 roauHm), cTpaganiyd oT OCTEOmopo3a.
He e HeoOxoquMo agantupane Ha J103aTa ¢ Bb3pacTTa.

bvopeuno yspescoane

CTpOHLMEBUAT paHeIaT HE ce MPenopbuBa Mpu OOTHH € TEXKO OBOPEUHO yBpekaaHe (KpeaTHHUHOB
kupbHE o7 30 ml/min) (Bx. Touku 4.4 u 5.2).He e HeoOX0AMMO HUKAKBO aJaNTUPaHe Ha 103aTa IpU
JIEKO JIO CPEJTHO TEKKO OBhOpevHo yBpexaane (kpeatTnHHHOB KinpbhHC 30-70 ml/min) (Bxk. Touku 4.4 1
5.2).

Yeprnodpobuo yepeacoare
THe e He00OX01MMO HUKAKBO a/IalITHPaHE Ha J103aTa NPH MAIUESHTH ¢ YePHOIPOOHO yBpeKIaHe (BXK.
To4Ka 5.2).

THeouampuuna nonynayus
BezonacHoctTa 1 epukacHoctTa Ha PROTELOS mpu nena Ha Be3pacT mox 18 ronuxu Be, 3
ycTaHOBeHU. JIMIICBAT JaHHHU.

Hauun Ha npunoxxeHue

3a mepopatHO MPUIIOKEHUE.

['panymnuTe OT calleTo TpsOBa Ja ce MpHeMar KaTto CYCIeH3us B yaiia, Chabpkaiia MmuauMyM 30 ml (okoso
1/3 ot obema Ha cTaHIAPTHA Yallia) BOJA.

Brrpeku ge npoydyBaHmsITa IO BpEMe Ha yroTpedara My nokazaxa, AoO\CTpOHIIMEBHAT paHENaT € YCTOWYHB B
cycrieH3us 3a 24 Jaca ciiejl IPUrOTBSIHETO i, CyCIieH3usTa TpAOBd /g € M3MKE BeJHATA CIIS/ KaTo Ce
MIPUTOTBH.

4.3 TlporuBomnoka3aHus

- CBpBX4yBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBQ, MM KbM HIKOE OT IIOMOIIHUTE BEIIECTBA,

n30poeHu B Touka 6.1.

- Hacrostiu wiin npeauiisu cs0uTHs Ha BeHOgeH TpomMOoemOoin3bM (BTE), BKiounTeIHO 1BJI0OOKA
BEHO3HA TPOM0O03a 1 OeNopoOeH eMOOITE N

- BpemeHHO wiu TpaitHo 00e31BIKBaHE, HaAllpuMep B pe3yiTaT Ha CIIeA0NepPaTHBHO Bb3CTAaHOBSIBAHE WIIN
MPOIBIDKUTEITHO 3aJIe)KaBaHe.

- YcraHoBeHa, HACTOSINA WM aHaMHEe3a B MUHAIIOTO 32 UICXEMHYHA OOJIECT Ha ChPIETO, epudepHa
apTepuaiHa 0oyecT M / Wik MQ3bUHO-ChI0Ba OOJIECT.

- HekoHTponmpana XumnepToHust.

4.4 CrnenuajaHu npeiyiipexneHnus U NpeanasHu MepKU NpH ynorpeda

Cn0uTHsl, CBEP3dHNCHC Chp/ieHa UCXEMUS

ITpu cOopHM paHAOMU3UPAHHU IUIALE00-KOHTPOJIMPAHU NIPOYYBAHUS HA MALIMEHTH C OCTEOIIOpO3a B
MOCTMEHOHAY34, ce HabJI01aBa 3HAUYUTEIHO YBEJIMUeHHE Ha HH(PAPKT Ha MHOKap/a Ipy NalueHTHTE,
nexyBami, ePROTELOS cpaBuenue ¢ manedo (Bx. Touka 4.8).

INpexf 3aiouBane Ha JTEYCHUETO, MAIIUEHTHTE TPsIOBA a OBAAT OLIEHEHH 110 OTHOIICHHE Ha ChPICYHO-
ChAQOBHS PUCK.

NalieHTH cbc 3HAUMMH PUCKOBHU (PAKTOPH 32 ChbPACYHO-CHAOBH CHONTHA (HAIP. XUIEPTOHHS,
XHUMEPIHTINAEMIS], 3aXapeH nuadeT, TIOTIOHOIyIIIeHe ) TpsiOBa Aa ObIaT JIEKyBaHH ChC CTPOHIIMEB
paHelaT caMo CJie[l BHUMATEJIHO oOMHUCIsHE (BK. Touku 4.3 u 4.8).

[To Bpeme Ha neuenuero ¢ PROTELOS Te3u chpiedHo-cha0BH PHCKOBE TPIOBa PEIOBHO J1a Ce
KOHTPOJMpaT, OOMKHOBEHO Ha BcekH 6 10 12 mecena.

JleuenueTo TpsOBa Aa ce MpeyCcTaHOBH, aKO MAIMEHTHT pa3BUe UCXEMUYHA O0JIECT Ha ChPIIETO,
nepudepHa apTepuaina 00JecT, MO3bUHO-ChJ0BA OOJIECT WIIM aKO € C HEKOHTPOJIMPaHa XUIIEPTOHUS
(Bk. Touka 4.3).

Benosen tpoM00eMO0OIN3EM




Bbe (daza Il Ha miane00-KOHTPOJUPAHUTE NPOYUYBAHMS, JICUEHHETO ChC CTPOHIIMEB paHeaar Oelire
CBBP3aHO C yBEJIIMUEHWE HA TOIWIITHATA YeCTOTa Ha BeHO3eH TpoMOoemOomm3bM (BTE), BKIOUMTEIIHO M
Oenoapoben embOonu3bMm (Bk. Touka 4.8). Ilpuumnata 3a ToBa He e wu3BectHa. PROTELOS e
MIPOTUBOIIOKA3aH MPH MAaIlMEHTH C aHAMHE3a 3a BEHO3eH TPoMOoeMO0u3bM (BK. Touka 4.3) u TpsiOBa aa ce
M3I10JI3BA C MOBUIIEHO BHUMAaHUE NIPU nanuenTu ¢ puck ot BTE.

[Tpu nedenue Ha maruentu Hax 80 roauHu, ¢ puck oT BTE, HeoOXoauMocTTa 0T IpoAbIKaBaHe Ha
neuenunero ¢ PROTELOS tpsbsa na ce npeouenn. PROTELOS Tps6Ba na ce ciipe Bb3MOKHO HAli-CKOPO, B
citydaii Ha 3a00JIsiBaHe WM ChCTOSTHKE, KOETO BOJIM JI0 00e3/IBIKBaHe (BXK. Touka 4.3) U J1a ce B3eMar
aJIeKBaTHH MTPEBAaHTUBHU Mepku. JleueHneTo He TpsOBa J1a 3a1mo4Ba OTHOBO, JOKATO HE OT3BYYH
MTPOBOKUPAIIOTO CHCTOSIHUE ¥ MAIMEHTHT He € HambiaHO nojsmkeH. Korato nactem BTE, PROTELOS
TpsiOBa 1a ce crpe.

Ynorpeba npu nanueHTy ¢ ObOPeUHO YBPEKIAHE

[Ipu nuricara Ha gaHHY 3a 6€30MMACHOCT O OTHOIIIEHUE Ha KOCTHUTE TP OOJTHH ¢ TEXKO OBOpEeHHO
yYBpeKIaHe, JIeKyBaHU ¢be cTpoHuueB panenar, PROTELQOS He ce npenopbyBa nNpu MadeHTH ¢
KPEaTUHHHOB KIHPBHC MO-HUCHK OT 30 ml/min (Bk. Touka 5.2). B chOTBETCTBHE C TO0OPaTA
MEIUITUHCKA PAKTHKA, CE MPEMOPhUBa MEPUOIUTHO U3CIIEBAHE HA ObOpeuHaTa QYHKINS MPH
MAaIMEHTH ¢ XPOHUYHO OBOpedHo yBpexaane. [IpoabimkaBanero Ha eueHnero ¢ RROTELOS mpu
MAIMEHTH, Pa3BUBAIIN TEXKKO ObOPEUHO YBpEKIaHe, TPSIOBA Jla ce MpeIeH Ba 3&BEEKH OTIEICH
MAIMEHT.

Koxnu peaknuun
JKuBoTo3acTpamaBaniy KOXXHH peakuuu (cuapom Ha Stevens-Johnsoti<(SJS), Tokcuuna enuaepmania

Hekponuza (TEN) u nekapctBeHO cBbp3aH 00puB ¢ eozuHopunus cucreman cumntomu (DRESS))
ca nokiaasanu npu ynorpeda na PROTELOS.

[ManmenTure TpsiOBa 2 ObAAT MPEaYNPEACHN 32 IPU3HALUTENZ CUMITOMHTE H [ CE CIICIH
BHHMATEIHO 3a KOXHH peakiuu. Hai-ronsam puck 3a nosiayna SJS niu TEN nmMa npe3 nbpaure
cexMulM Ha jgeueHueTo ¥ 32 DRESS, o6ukHOBeHO cj€w/ Oxoo 3-6 ceamuiy.

Axo ca Hanure cuMnToMu win npusHanu Ha SJS wiw FEN (Hamp. mporpecuBeH KoxeH 00pHUB, 9eCTO C
MeXypH WiH Jie3un 1o Jurasunure) win DRESS, (satp. o0puB, moBuieHa TeMIiepaTypa,

€03MHO(D IS U CUCTEMHU YBpeXKIaHHs (Happ, 3/ICHONATHS, XeIIaTUT, MHTEPCTHIIMAIHA HedponaTus,
MHTepCcTUIMaiHa OenoapoOHa Oonect), nedefimiero ¢ PROTELOS tpsoBa na Obae nmpekpaTeHo
BEIHAra.

Haii-no6pure pesynraru B neuenuerMia SIS, TEN unmu DRESS, ce nomyuasar npu panna
JIMAarHOCTHKA U MpeKpaTsBaHe HaTpueMa Ha BCEKH MOI03MpaH MEJNKaMeHT BeiHara. PaHHOTO
MpeKpaTsIBaHe € CBbP3aHo C M@-100pa npornosa. M3xonsT or DRESS B nosevero ciyyan e
Onaronpusrted cien cnupanero Ha PROTELQOS u cien 3amouBaHe Ha JieueHHE C KOPTUKOCTEPOHIH,
pu HeOOXOAMMOCT. BB3CEAHOBsIBAaHETO MOJKeE J1a € OaBHO, KaTo ce ChOoOIIaBa 3a MOBTOPHA ITOsIBA Ha
CHUHJIpOMA, TIpY HAKOX.CIYHdn Ha MpeKpaTsBaHe Ha KOPTUKOCTEPOUIHATA TepaITusl.

Axko npu ynotpedaaadnaa PROTELOS, nanuentst e pa3suin SJS, TEN unu DRESS, PROTELOS
HHUKOTa He Tpsi0Ba,0¢ 3a110uBa OTHOBO IIPHU TO3U HALUEHT.

C no-BucokayecroTa, Makap U Bce OLIE PEIKH, ca ChOOIaBaHU PEaKLMH Ha CBPbXUyBCTBUTEIHOCT,
BKITIOUBaL kosxeH oopuB, SJS unu TEN npu naumeHTH oT a3uaTCKu MPOu3Xox (BkK. Touka 4.8).
[Ipu perpOeiiekTHBHO apMaKOreHETHYHO POyYBaHe ,,cirydait-konrpona®, HLA-A*33:03 u HLA-
B*58%0 Manenure ca Oniu uACHTU(OUIIMPAHN KATO MOTEHI[HAIHO PUCKOBH IeHETUYHH (DAaKTOPH 3a
cBbp3anuTe cbe cTpoHnueB panenaT SIS/TEN npu nanuentu ot XaH kutakicku nmpou3sxo. Koraro e
B&3MOXKHO, MOXe Ja ce 00chau ckpuHuHT Ha HLA-A*33:03 u HLA-B*58:01 anenure npeau
sarouBane Ha JiedeHneto ¢ PROTELOS npu nanuentr ot XaH KUTaWCKH TPOU3X0J. AKO TECTOBETE
ca MOJIOXKHUTEITHY 32 eJIMHuUs uin 3a jBara anena, PROTELOS wue tps6Ba na ce 3anousa. OTCHCTBUETO
Ha TE3U ajiejIi B TEHOTHUIIA, 00aue, He N3KII0UYBA Bh3MOXKHOCTTA 3a mmosiBa Ha SJS/TEN.

BzaumojieiicTBue ¢ 71a00paTOPHUTE TECTOBE

CTpOHIUAT MpeyH Ha KOJIOPUMETPUIHUTE METOIM 32 ONPEACIIIHE HA KOHIEHTPALMUTE Ha KaUN B
KpbBTa 1 ypuHaTa. Cle1oBaTeTHO B MEAMIIMHCKATA MPAKTUKA TPSOBA J1a CE M3M0I3BAT HHYKTHBHO
KYIUTUpaHa IJIa3MeHa aTOMHO-EMHUCHOHHA CTICKTPOMETPHS HIJIH aTOMHO a0COpPOITHOHHM
CIIEKTPOMETPUYHHU METO/TH, 3a Ja CE€ M3BBPIITN TOUYHO M3CIICIBAHE HA KOHIICHTPAIIMITA Ha KAIIIHA B
KpbBTa U ypUHATA.




ITomontHy BemecTBa
PROTELOQOS cpabprka acapTam, U3TOYHUK Ha (heHUIAIAHIH, KOWUTO MOXKeE Ja Ce OKake BPEACH 3a
xopa ¢ (EeHUIKETOHYPHSL.

45 B3anmoneiicTBre ¢ APYIrH JeKapCTBeHU NMPOAYKTH U APYru GopMHU HA B3aMMO/IeiicTBHe

XpaHa, MIIIKO ¥ IIPOM3BOJHUTE MY IIPOAYKTH U JIEKAPCTBEHU IIPOIYKTH, ChABPXKALIY KAJILUH, MOXKE
Jla HaMaJIsIT OMOHATMYHOCTTA Ha CTPOHLMEBHA paHenaT ¢ npubnusurenno 60-70%. Eto 3armo,
npuemanero Ha PROTELOS u TakuBa npoaykTu TpsiOBa 1a ObJe pa3liesieHo C MOHe /1Ba Jaca (BXK.
touku 4.2 u 5.2).

Tbii KaTO ABYBaJCHTHUTE KATHOHH MOTaT Aa 00pa3yBaT KOMILIEKCH C OPAITHUTE TETPALUKINHOBH, (HATID.
JOKCUIMKIINH) U XUHOJIOHOBH (HAIp. UNPOGIOKCAIMH) aHTHOMOTHIIN B XpaHOCMUJIATEITHUS BPAKT U IO
TO3M HAYMH JIa ce HaManu abcopOusITa UM, eIHOBPEMEHHOTO IPUEMaHe Ha CTPOHIIMEBHUS paHelaT ¢ Te3U
JIEKapCTBEHU NPOAYKTHU HE ce nmpenopbuBa. KaTo npennasna mspka, ieuenuero ¢ PROTEILDS Tpsadsa na
ObJe BpeMEHHO MPEKPATEHO 10 BPeMe Ha JICUCHUE C OPATTHH TETPALUKIMHOBH U XUHQJIOHOBU
AHTUOHOTHIIH.

In Vivo KIMHUYHO TPOYYBaHE HA B3aMMOJCHCTBHATA 1TOKA3a, Y€ MPUEMaHETq Ba A IyMUHUEB U
MarHe3ueB XUIPOKCHUI IBa Yaca MPeId Wi 3a€IHO ChC CTPOHIIUEB PaHEIATNIPHUUHSBA JIEKO
HamajieHne B abcopOrmsTa Ha cTponimeBus panenar (20-25% namanemyeiia AUC). B coiioro Bpeme,
abcopOumsaTa Oe IouTH He3acerHara, Koraro aHTHAUIHOTO CPEICTEOC/IaIeHO JIBa Yaca clie]
CTpOHIMEBHs paHenaT. ETo 3ammo 3a npeamoyntane e aHTHAIUAHITE €peIcTBA []a Ce IpHeMaT MoHe
nBa yaca ciies PROTELOS. Bbrpeku ToBa, Korato To3u peKuM(Ha 103UpaHe He € MPAKTHICH, TTOpaan
npernopbkara 3a npuemane Ha PROTELQOS mpenu nsarane, e iHOBPEMEHHOTO M B3eMaHE €
MPUEMIIHBO.

Hukakpo B3aumMozeiicTBre He ce HaOIr0aaBa ¢ J0QaBKIy ChabpKaIM BUTaMUH D, mprueManu
MIEPOPAITHO.

[Tpu kIMHUYHYU pOyYBaHHA He 051Xa OTKPATH/HUKAKBU JI0Ka3aTeICTBa 32 KIMHUYHH B3aUMOICHCTBHS
WM CBBP3aHO TIOBUINIABaHE HA HUBAaTa W CYPOHIUIT B KPBBTA C JIGKAPCTBEHH MPOIYKTH, KOUTO Ca
npeanucBany ooukHoBeHo 3aeaH0 c:PROTELOS npu tapretHaTa nomynanus. Cpen TsX ca:
HECTEPOUIHHU MPOTHUBOBB3NATUTETHH CpeACTBa (BKIIOUUTEIHO U alleTHICATHIIUIOBA KUCEINHA),
aHMIMAn (Kato mapareramon )¢ Hp-01okepu 1 MHXHOUTOPH Ha IPOTOHHATA TIOMIIA, THYPETHUIIH,
JUTOKCHH M ChPJCYHH TIIMKQBUIH, OPraHUYHH HUTPATH U JPYTH ChIOPA3IINPSBAIIH CPEICTBA 3
ChPICYHH 3a00JIBaHMsL,, OR0Kepr Ha KaIIueBUTe KaHau, oeta 6mokepu, ACE-uHXnOuTOpH,
AHTaroOHKCTHU Ha aHTHQIeH3YH |1, cenexTuBHM OeTa-2 aqpeHOPEeNTOPHU arOHUCTH, OPATHU
AHTUKOATyJaHTH, WHAMOUTOPH Ha arperanusaTa Ha TPOMOOLMTUTE, CTATUHH, HUOpaTH U
OeH30/1Ma3eTMHIBINIPOU3BOIHH.

4.6 @epziiuTeT, O PEMEHHOCT U KbPMeHe

BbpemEGHHOCT
Hs\va) manau 3a ynotpebaTa Ha CTPOHIIMEB paHesaT Mpu OpEeMEHHH KEHHU.

W3z¢nenBanusaTa BbPXY )KUBOTHHU MOKA3BaT 0OPATUMH KOCTHHU MPOMEHHU B TIOKOJICHUATA HA MIBXOBE U
3alIY, ICKYBAaHU C BUCOKH JIO3H 110 BpeMe Ha OpemeHHOoCT (Bk. Touka 5.3). Ako PROTELOS ce
M3I0J13Ba CIy4aifHO pu OPEMEHHOCT, MPUEMaHEeTo My TpsiOBa BeiHara 1a Ob1e CIpsiHO.

Kopmene
DOUNKO-XUMHUYHHUTE JaHHM MIPEIIoJIaraT OTAC/IIHE Ha CTPOHIMEeBHs paHenaT B KbpmaTa. PROTELOS

HC Tp$16Ba Ja CC U3M0JI3Ba 10 BpEMC Ha KbpMCHC.

DepTUIuTeT
He ca HabmonaBanu epeKTH BbPXY MBKKHUS M KECHCKUS (PEPTHUIUTET MPHU MPOYUBAHUATA C KUBOTHHU.



4.7 EdekTH BbPXY CIOCOOHOCTTA 32 MI0dupaHe U padoTa ¢ MAIIIUHU

CTpOHIIMEBUAT paHEeNaT He MOBIIMABA WX TOBIIUABA IPESHEOPEKUMO CIIOCOOHOCTTA 32 modupaHe u
paboTta ¢ MaIuHu.

4.8 HexesaHu JJeKAPCTBEHH PeaKUUU

O06006mieHne Ha npodhriia Ha Ge300acHOCT

PROTELOQOS e u3nuTBan npu KIMHUYHU POYYBaHMs, B KOUTO ca yyacTtBanu nouru § 000 numa.
JpnrocpodnaTta 6€30MacHOCT € OIICHEHA MPH JKEHU CIIe]] MEHOTIay3a, CTPaiallii OT OCTEONopo3a U
nexyBaHu 10 60 Mecela ¢bC CTPOHIIMEB paHenaT B 103a 2 g/aeH (n=3,352) miu miane6o (n=3,317) BuE
(aza III Ha mpoyuBanusaTa. CpegHaTa Bb3pacT € OwiIa 75 TOMWHA TP BKITIOYBAHETO B MMPOYIBAHETQ, &
23% oT HaOIOJaBaHUTE MAIMCHTKY ca Ouau Ha Bh3pacT Mexy 80 u 100 rogunu.

[Tpu c60pHMN paHIOMHU3UPAHH ITANE00-KOHTPOIMPAHH TPOYYBAHUS HA MAITUEHTH C
MTOCTMEHOIAay3aJIHa 0CTE0N0P03a Hall-4eCTO CPEIIaHNTE HEXKETaH! PEeaKlIiu ca raJieHe MyJuapus,
KOUTO OOMKHOBEHO ca ChOOIABaHH B HAYAJIOTO HA JIeUeHHETO Oe3 BUAMMA pasjiuKa BIPYIIUTE HO-
HataTbK. [IpeKbCBaHETO HA JIEUEHHUETO CE IBJDKU IIPEAUMHO Ha TaJICHE.

He e uMano HUKAaKBH pa3iauyys B ChLIIHOCTTA HA HEXXEJIAHUTE PEAKLIUN MEXY JIGRYBAHUTE TPYIIH,
HE3aBUCHMO Jalli MAIMEHTHTE ca OMIM Ha Bb3pacT noj win Haj 80 ToAuHH [IPYMBKIIOUBAHETO.

CrnuchK B TaOIWYCH BIJI HA HEXKEITAHUTE PEAKIINH
CrnenHUTE HEXEIaH! PEaKIMU ca ChOOIICHU 10 BpeMe Ha KIIMHUYHUTE TIPOYUYBAHUS W/UITH TPU

MOCTMapPKETHUHIOBaTa yIoTpeOa Ha CTPOHIIMEB PaHENAaT:

Hexenanute peakiyrica H30poeHH 0 — I0JIy ChC CIEAHATA YCAOBHOCT: MHOTO YecTh (>1/10); uectn
(>1/100 mo <1/10); mewectr (=1/1 000 mo <1/100); peaxu (>NL0 000 mo <1/1000); mHOTO peaxu (<1/10
000); ¢ Hew3BecTHA YecToTa (OT HATMYHHUTE JaHHU HE MOSKS /1a ObJie HAITpaBEeHA OIICHKA).

Cucremo-opransa Yecrora Hexenanu peakuuu
KJIaCU(DUKAIHS
Hapymenns Ha kpbBTa U Heuectn JInmbanenomaTust
muM¢HaTa CUCTEMA (mpuapyxeHa ¢ KOXHU PeaKIiu
Ha CBPBXYYBCTBUTEIHOCT)
Pegku KoctHO-MO3BuUHa
HENOCTATHhYHOCTH
Eosunodunus (mpuapyxeHa ¢
KOKHH PEaKIIIH Ha
CBPBXUYYBCTBHUTEIHOCT)
Hapymenus Ha MeTapQimsMa u | Yectn XumepxonaecTepoaeMust
XpaHEHETO
IMcuxuunu Hapy(eHys: Yectu HNuacomuus
Heuectn CncTosiHue Ha 00BPKAHOCT
Hapym€misd Ha HepBHaTa Yectu I'maBoGome
cucIéma
Hapymienus Ha chb3HaHHETO
3ary0a Ha mamerTa
3amaiiBane
ITapecTesust
Heuectn IIpunagbim
Hapymenus Ha yxoTo n Yectn CBeToBBpTEK
JabupUHTA
CobpaedHn HapyIICHUS Uectn MudapkT Ha MEOKapaa




Cb10BY HApYIICHUS

Yectn

Benosen Tpom60eMO0IH3bM
(BTE)

Pecniuparopuu, rpbIHN U
MEAMACTHHAIHU HAapyIICHHS

Yectu

Bponxuanna XxuneppeakTHBHOCT

CroMantHo — YpeBHU
HapyIICHUS

Yectn

T"amene

Huapus u HeohopMeHH
U3MPAKHCHUS

[ToBpriIane

Kopemna 6onka

T'acTpomHTeCcTHHANIHA OOJTKA

T'actpoesodareanen peduryke

Jucnencus

3amek

PnatyneHus

Heuectu

Br3nanenue Ha yerdata
JUTaBHIA (CTOMATHT W/VITH
yIILepanuy B YcraTa)

CyxoT@’s ycrara

XenatoOuUnMapHu HapyIICHUS

Yectu

XermaruT

Heuectu

IdoBuiiaBane Ha cepyMHaTa
TpaHCMHHA3a (TTPUAPYKEHO C
KOXKHU peaKiuy Ha
CBPBXYYBCTBUTEITHOCT)

Hapymenus Ha koxxaTta 1
MOJIKO’KHATa ThKaH

MHoro uectu

Peakmun Ha
CBPBXYYBCTBUTEIHOCT Ha
KokaTa (0OpHB, IPYPHUTYC,
YPTUKApHs, aHTHOEACM)

Yectn Ekzema
Heuectu Hepmatut
Anonernus
Pegin JlexapcTBeHa peakuys ¢

€03NMHOMUIINS ¥ CHCTEMHH
cumntomu (DRESS) (Bk. Touka
4.4)#

MHoro penku

TexKu KOXKHU HeXKETaHH
peakmum (SCARS): cuHIpOM Ha
Stevens-Johnson 1 TokcuHa
enuaepMaliHa HeKponu3a®(BxK.
touka 4.4) #

Hapymenug fia MmyckynHo-
CKelleTHala’CucTemMa u
chepfIfennHaTa ThKaH

MHoro Jectn

MyCKyITHO-CKEJIETHH OOJIKH
(MyCKyJIHU cria3Mu, MUAAJITHS,
00JIKa B KOCTUTE, apTPaNITUS H
0oJIKa B KpaHHUITUTE) s

Ofim HapynieHus u epekru Ha | Yectn [epudepen enem

MICTOTO Ha IPUTOKCHIEC Heuectn IMupekcus (mpuapyxKeHa ¢
KOXKHU peakiuy Ha
CBPBXUYYBCTBUTEIHOCT)
[IpumansiBane

Nscnensanus Yectu TloBummaBaHe Ha KpeaTHHUH

(dhocdokrHazaTa B KPbBTa
(KDK)*?

SUecroTaTa npy KIMHHYHATE IPOYYBAHHMS € OUIa MOI0OHA TIPH JIeKapCTBEHATA U ILIaNe6o rpymnata
* B azmaTckuTe CTpaHH, ChOOMEHN KaTO PEIKH




# 3a HexkenaHa peakiys, KOsTO He € HaOIltoJaBaHa MPpH KIMHWIHUTE TPOYUYBAHMUS, TOPHATA TPAaHUIIA OT
95% WHTEpBAJI Ha JOCTOBEPHOCT € HE MO-BUCOK OT 3/X, Karo X Mpe/ICTaBIsABa OOIIHsI pa3Mep Ha
M3BaJIKaTa, CYMUPaH OT BCUYKH PEJICBAHTHU KIIMHUYHH IPOYYBAHUS U U3CIICIBAHUS.

® MycKynHO-CKeneTHa (pakuus > 3 MbTH HaJl TOpHATA TPaHMIIa OT HopMara. B moBeueTo ciydau Tesu
CTOHHOCTH CIIOHTAHHO CE BPBIIAT KbM HOPMAaJHHUTE HUBA O3 MPOMSHA B JICUCHUETO.

Onucanne Ha U30paHN HEXKETAHU PEaKINU

Benoszen mpomboembonuzom

[Ipu npoyuBanus ot ¢a3a I, roquimnaTa yectota Ha BeHO3eH TpomboeMbommzsM (BTE),
HaOmoaBana 5 roaunu € owira npubmmsurenHo 0,7% ¢ otHocureneH puck ot 1,4 (95% CI=[1,0;
2,0]) npu manueHTH, JISKYBaHH ChC CTPOHIIMEB paHENaT B CpaBHEHHUE ¢ Tutanedo (BK. Touka 4.4)

Hugpapxm na muoxapoa

[Tpu cOOpHHU paHIOMHU3UPAHU ILIAICO00-KOHTPOIMPAHH TPOYUBAHUS HA MAIUCHTH C
MMOCTMEHOIay3aIHa 0CTE0I0P03a, Ce HAa0JII0jaBa 3HAUYMTEIIHO YBEIMUCHHE Ha HH(APKT HA MUOKAPIA
nipu naruenTure, tekyBanu ¢ PROTELQOS B cpaBaenue ¢ miare6o (1,7% crapsamo 1,1%)y d
oTHOcuTelNeH puck ot 1,6 (95% CI=[1,07; 2,38]).

Cpo0111aBaHe Ha HOJ03UPAHM HEKEJIAHU PEAKIINH

Cro0I1aBaHeTo Ha TOI03UPAHU HEeXKEIIAaH! PEaKIIUU CIIe/ pa3peliaBaHe 3a yroTpeoa Ha JIeKapCTBEHUS
MPOJYKT € BaXXHO. TOBa IMO3BOJISIBA MPOIBIKUTEITHO HAOIIOICHHE Ha CHOTHQITIEHUETO TI0I3a/PHCK 3a
JICKapCTBEHUsS POAYKT. OT MEAMIIMHCKUTE CIICHUAINCTH CE N3UCKBA @, 0H00IIaBaT BesIKa
MOI03MPaHa HeXKeIaHa PeaKilys Ype3 HallMOHAIHATa CHCTEMa 3a ChoOilidBaHe, IOCOYEHA B

[punoxenue V.

4.9 TIlpeno3upane

CuMnTomMu

Jloka3zaHa e 100pa IOHOCHMOCT B KIIMHUYHO MPOYYBaHe; H3CIICBAII0 MHOI'OKPATHO MPUIIOKEHUE Ha
4 g CTpOHIIMEB paHEeaT JHEBHO B MPOIBIDKEHUSHA 25 THU MPH 3paBU )KCHU B MEHOIIAY3a.
EnHoxpaTHOTO preMaHe Ha 71031 70 11 g opgiipaBu Mbke JOOPOBOJIIM HE IPUIMHIBA HUKAKBH
0COOCHHM CUMIITOMHU.

Jleuenue

Cren enm3onu Ha Tpeio3upaHe BXQ/a Ha KIMHUYHUTE MPOYYBaHUs (10 4 g/NIeH ¢ MakcuMaltHa
MPOJBIDKUTEITHOCT 147 MHM) HE ca HAaOr01aBaHU CBBhP3aHU C M3CICABAHETO KIMHUYHU TIPOSIBY.
[IpuemaHeTo Ha MIIIKO WIKWIHTHUAITUIHH [TPETapaT MOXKe J1a CHIOMOTHE 33 HaMalsBaHe Ha
abcopOruaTa Ha aKTUBHQOTA\BEIIECTBO. B cirydali Ha 3HAYUTEITHO MIPEI03UpaHe MOXKE J1a C€ 0OMUCITH
MpeI3BUKBaHE Ha MOBPHINAHE, 32 Jla e OTCTPaHU HeabCcOpOMPAHOTO aKTUBHO BEIIIECTBO.

5.  ®APMAROJIOTMYHU CBOMCTBA
5.1 ®@3pMaKoIUHAMHYHH CBOICTBA

dapMakoTepalieBTHYHA Tpyma: JlekapcTBa 3a JiedeHne Ha KOCTHU 3a00IsiBaHus - J|pyTrH IekapcTsa,
LIQBIIMABAIIN KOCTHATa CTpyKTypa u MuHepanuzauus. ATC kox: M05BX03

MexaHu3bM Ha AeiicTBUE

In vitro, cTpoHIMeB paHenar:

- yBenwuaBa 00pa3yBaHETO HA KOCT B KOCTHO-ThKaHHU KYJATYPH KaKTO U PEIUIMKAIUATA Ha
MIPEKYPCOPHUTE HA OCTEOOJIACTUTE M CHHTE3a Ha KOJIAareH B KOCTHO-KJIETHUHU KYITYPH;

- HaMajsBa pe30opOIUATa Ha KOCTTa KaTO HaMallsiBa AudepeHIManuiTa 1 pe30pOTHBHATA
AKTUBHOCT HA OCTCOKIIACTHTE.

Tosa Boam 110 pebarancupaHe Ha KOCTHAaTa OOMsIHA B 10132 HA KOCTOOOPa3yBaHETO.



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

AKTHBHOCTTa Ha CTPOHIIMEBHS paHENaT € MpoydYeHa NP pa3IudHy HEKITMHUYIHHA MoJien. B gacTHoCT,
TIpH 3/IpaBH ITHXOBE, CTPOHIIMEBHAT PaHETAT yBelIndaBa TpabeKynapHaTa KOCTHA Maca, Oposi u
nebenrHaTa Ha TpaOeKyJIHTe; TOBa BOJMU JI0 IOJOOpSBaHE HA KOCTHATA 3/IpaBHHA.

B xocTHaTa ThKaH Ha JEKyBaHU )KHBOTHHU U XOPa, CTPOHIIUAT OCHOBHO C€ aJicopoupa BbPXY
KpHUCTaIHATa MOBBPXHOCT U MHOTO MAJIKO 3aMEHS KaJlUs OT allaTUTHUS KPUCTaJl Ha
HOBoCcopMupaHaTa KocT. CTPOHIIMEBHUSAT paHesaT He MPOMEHS XapaKTEPUCTHUKUTE Ha KOCTHHS
Kpuctan. Ha kocTHU OMOTICHY OT WiIayHa KOCT, oyryueHH ciie 60 Mecera JeueHne chC CTPOHIINEB
panenar 2 g/nen BbB (paza Il Ha npoyuBaHuATa, HE CE€ YCTAHOBSBAT BPEAHU €(EKTH BbPXY KaueCTBOTO
Ha KOCTTa WJIM MUHEPAIN3aHATa .

CrpuetaHusT epeKT OT paspeeIeHHeTO Ha CTPOHIIUS B KOCTTA (BXK. TOYKa 5.2) U yBeTH4eHaTa
abcopO1unst Ha PEHTTEHOBUTE JIBYH OT CTPOHIIMS B CPABHEHHUE C KANIIUS BOAH 0 YBEJIMYCHUE HA
n3MepeHara MuHepaiaHa koctHa mrsTHOCcT (MKII) mocpencTBoM nBoiiHa GOTOHHA PEeHTIEHOBA
aocopormomerpus (JIPA). HanuunuTe nanuu couar, ue Te3u (pakToOpH JONPHUHACIT MPUOIN3HACHHO 3a
50% ot usmepenute npomenu B MKII cnen 3 ronunu nedenne ¢ PROTELOS no 2 g/nen. Tosa
TpsOBa J1a ce B3eMa IoJ1 BHUMaHue, Korato ce uaTepnpeTupat npomennte B MKII B xoaa fid neuenue
¢ PROTELOS. BsB ¢aza Il Ha mpoyuBaHUATA, KOUTO AEMOHCTPUPAT €PUKACHOCTTAIPOTHB
¢dpaxtypu Ha neueHrero ¢ PROTELQOS, usmepenara cpeana MKII ce yBennuaBa @r@3xoaHaTa JIUHUS
¢ npubm3nuTenHo 4% TOANIIHO MPU TOSCHUTE MpenuieH: 1 2% TOoIUIITHO Ny IjiiiKaTa Ha OeqpeHara
KocT kaTto moctura 13% mo 15% u 5% no 6% cboTBETHO ciieq 3 TOOUHHU B 3aBMCHMOCT OT
MPOYYBAHETO.

BsB (aza Il Ha mpoyuBaHHsTa, B cpaBHEHHUE ¢ TIane00, OMOXUMHIAKIE MapKepH Ha oOpa3yBaHe Ha
KoCT (KocTHO-criennuyHa ankanHa ¢ocdaraza nu C-repmuHaieH mpouenTua Ha mpokosereH Tai [) ce
yBeJIN4YaBat, a Te3U Ha KOCTHaTa pe3opOius (cepymeH C-TesQuedIrua 1 KPbCTOCaHO CBbp3aH N-
TEJIONENTH ] OT YPUHATa) HaMaJIsBaT CJIe]] TPETUSI MEcell Ha JigdeHHe 10 3 FOJ1HU.

BropuuHo, mopaau ¢hapMakoIOruyHUTE NEHCTBUS HA, CTPOHIMEBHS paHeNaT, ca HabIr01aBaHH JIEKO
HaMaJIeHHe Ha CEpyMHOTO HMBO Ha KaJus U napagupodunnaus xopmoH (I1TX), ysennuenue Ha
KpBbBHaTa KOHIEHTpaIws Ha (hocdopa 1 akTHBHECUTA Ha oOmiara ankamHa docdaraza, 6e3 na ca
HAOJIIOaBaHU KIIMHUYHU IIOCJIEULIN.

Knnnnana edukacHocT

Octeomnopo3sata ce omnpenens kato MKN Ha rppOHaveH cTea0 wiu 6eapena koct 2,5 CO nof cpeanara
CTOWHOCT Ha HOpMaJTHaTa Mitafiexkka momysamnus. OcTeonoposara ciie/l MeHOIIay3aTa ce Ch4eTaBa ¢
HSIKOJIKO PUCKOBH (haKTOpa, B, KOUTO CE BKIFOYBAT HACKA KOCTHA Maca, HUCKa KOCTHA MUHEpaTHA
IUTBTHOCT, paHHA MEHOTIAy3a).aHaMHEe32a 3a TIOTIOHOIYIICHE U (paMHUITHa aHaMHE3a 3a OCTEOIopo3a.
KnuHn4HATE MOCTeTUITY Ha), 0cTeonopo3ara ca ppaktypure. PUCKBT OT pakTypH ce yBelIn4aBa C
Opost Ha PUCKOBUTE AKTOPH.

JleueHne Ha ocTe0WOPoO3aTa cjel MeHOomay3a:

IIporpamara a PROTELQOS 3a npoyuBaHus npoTHB GpakTypuTe ce OCHOBaBa Ha JBe ruianedo
KOHTpoupary npoyuBanus — ¢aza I1I: npoyusanusita SOTI u TROPOS. B SOTI ca Bxirouenu 1 649
JKEHH CTg-MeHOoIay3a ¢ ycTaHoBeHa octeornoposa (Hucka MKII Ha nosicHuTe npenuieHu u
npepdinpane Ha PpaKkTypy Ha MpeNUIeHN) u cpenHa Bb3pacT 70 romuau. B TROPOS ca BxiroueHn
5.091yxenu cnen MmeHomnaysa ¢ octeonopo3a (Hrucka MKII Ha Genpena muiika v npeBaupaHe Ha
(PpPAKTYpHTE TIPH TIOBEYE OT MOJOBHUHATA OT TAX) U CpeaHa Bb3pacT 77 roguau. O606meno, B SOTI u
TROPOS ca Brmouenn 1 556 manuenra avaj 80 ronnHu B HaYamoTo Ha u3cnensaHero (23,1% ot
npoy4BaHaTa rpymna). B nombeinHenue kM eueHneTo cu (2 g/JeH CTPOHIMEB paHeiaT Wid riane6o)
MAIlMEHTKUTE NOTy4aBaT aJanTUPaHU J00aBKH OT Kaiuuii 1 BUTaMuH D 1 B ABeTE Mpoy4YBaHMS.

PROTELQS e Hamanu1 OTHOCUTETHHSI PUCK OT HOBH (hpakTypu Ha nipenienu ¢ 41% 3a 3 rogunu B
npoyusaneTo SOTI (tabmuua 1). EQexrsT e curandukanTen ome ot nmbpBarta roausa. [logobna nmonza
€ yCTaHOBEHA IPY JKEHU C MHOYKECTBEHHU (PPaKTypH B HAYAJIOTO HA MpoydYBaHeTo. OTYHTalKK
KIMHAYHO M3SIBEHUTE ()PAaKTypH Ha MPENuIeHH (oNpeaesieHH KaTo GpaKkTypH, CbUeTaHu ¢ OOJIKH B
rbpp0a u/mim 3aryda Ha TeJIECeH PBCT C MOoHe | ¢cm), OTHOCUTEITHHST PUCK ce HamasiBa ¢ 38%.
PROTELOQS namainsBa cbio OposiT Ha OOTHHUTE Che 3ary0a Ha BUCOYWHA OT MOHE 1 cM mpu



cpaBHeHue ¢ miane6o. OleHKaTa Ha Ka4eCTBOTO Ha KUBOT 1o crerduanata ckaaa QUALIOST,
KaKTO M CKOpa 3a ycelllaHe Ha o0IoTo 31paBe oT obmaTa ckana SF-36 moka3sar mojzara oT
PROTELQOS B cpaBHenue ¢ maneoo.

Edukacnocrra Ha PROTELOS 3a HamansBaHe Ha pucka OT HOBH (PpaKTypHu Ha MPEILICHH Ce
MTOTBBPKIaBa 1 oT npoyuBaneTo TROPOS, BKIIFOUATETHO U TP MAITUEHTKUATE C OCTEOTIOpo3a 6e3
(pakTypu B HA4aJIOTO HA IPOYYBAHETO.

Ta6auna 1: YectoTa Ha manueHTKUTE ¢ GPaKTYpPH HA NMpeNuIeHn U HaMaJleHHe Ha
OTHOCHTEJIHUSI PUCK

HamayieHue HA OTHOCHTETHHA
PROTEL
IIpoyuBane Ilnauedo puck cpenry miamneoo (CI
(OR] N
95%), cToliHOCT Ha p

SOTI N=723  N=719
Hosa gpaxrypa Ha npeuwicH 328%  20,9% 41% (27-52), p20001
3a Mepuoj OT 3 TOJUHU
Hosa (paxtypa na npetuien 11,8% 6,1% 49% (26-64}) p<0,001
Ipe3 mMbpBaTa roanHa
Hoga knuHUYHO U3sBEHA (PpaKkTypa 17.4% 11,3% 389617°53), p<0,001
Ha ONPCIUICH 3a NCPUOT OT 3 roanHu
TROPOS N=1823  N=1817
Hosa (paxtypa na npetuien 20,0% 12,5% 39% (27-49), p<0,001

3a Mepuoja OT 3 TOIUHU

[Ipu naumenTku Ha BB3pacT Haf 80 rOIMHY MPU BKIIOYBAHETO BIPOYHUBAHETO, 00CANHSBAIL aHAIH3
Ha npoyuBanusta SOTI u TROPOS coun, ue PROTELOS HamaisiBa OTHOCUTENHHUS PUCK OT
MoJTy4aBaHe Ha HOBU (pakTypu Ha npenuiern ¢ 32% 3a nepudy ot 3 roxunu (decrora 19,1% cbe
CTPOHIIMEB paHemnaT cpemry 26,5% c miane6o).

ITpu a- posteriori ananu3 Ha nauuenTkute ot npoyuBaHusTa SOTI u TROPOS ¢ u3xoaHM cTORHOCTH
Ha MKII na nymbanuu npenuieHu u/wim Oenpefia limiika B ocTeonieHMYHaTa 30Ha 1 6e3 QpakTypa, HO
c noHe | gombaHKUTENEH pUCKOB dakTop 3a Ppartypa (N=176), PROTELOS nHamansiBa pucka 3a
mbpBa GpakTypa Ha npeuuieH ¢ 72% 3a néppoa ot 3 roarHu (4ecToTa Ha GpakTypa Ha mpenuieH 3,6%
ChC CTPOHITHEB paHenat cpenry 12,0%, édmiane6o).

I[TpoBeneH e a- posteriori ananus Haymoarpyna namueHtku ot mpoy4usanero TROPOS ot oco6en
MEIUIIMHCKH HHTEPEC U ¢ BUGOK pUCK OT dpakTypa [onpeneicH ot ckop T va MKII Ha Geapena
mmiika < 3 CO (rpaHuiy HENIPOU3BOIUTEN OTroBapsiu Ha - 2,4 CO, ako ce nmpuioxxu NHANES 111)
U Bb3pact > 74 roguaum=4977, 1.e. 40% ot rpynara npoyusana or TROPOS)]. B Ta3u rpymna,
nexyBaHa Haz 3 roayau PROTELOS namansBa pucka ot ¢pakrypa Ha muiika Ha Oeapo ¢ 36%
CpaBHEHO ¢ Imianefoy'pynara (Tadnuma 2).

Tabanna 2:%ecToTa Ha 00J1HH ¢ ppaKkTypa Ha MIiKAa Ha Oepo U HaMaJleHHue HA
oTHocUTEHUs puck nmpu 6oaun ¢ MKII <-24 CO (NHANES III) u BB3pact > 74 rogunn
HaMmaneHue Ha OTHOCUTEJHHS PUCK
HpoyuBane Mnanedo PROTELOS CpaBHEHO ¢ mianeodo,
(Cl1 95%), cToiiHocT Ha p

TROPOS N=995 N=982
®pakTypa Ha 6enpo
3a TIEpHOJ OT 3 6,4% 4,3% 36% (0-59), p=0,046
TOJIHU

JleyeHne Ha 0CTEONOPO3a PU MBbiKe:

Eduxacnocrra Ha PROTELOS npu Mbke € JeMOHCTpUpaHa NpH 2-TOAULIHO, ABOHHO-CIISIO, Miane6o-
KOHTPOJIMPaHO MMPOyYBaHE C OCHOBEH aHANU3, CJe]] €JHa ToOANHA MpH 243 nanueHTy (Momyaanusra ¢
HaMepeHue 3a jiedeHue, 161 manueHTn ca morydaBaiyd CTPOHIIMEB paHeNar), ¢ BACOK PHUCK OT (GpakTypu
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(cpenna Bw3pact 72,7 rogunm; cpenna croiHocT Ha T-ckop Ha MKII Ha mymbanuu npernuieHu ot -2,6%;
28% nipu nipeodiiagaBanuTe rpbOHaYHN QPaKTypH).

Bcuuku nanpeHTy ca noiy4aBany JonbiaHUTeHO Kanmid (1000 mg) naeBHo u Butamun D (800 UI).
Craructruecku 3HaunMo nopumasade Ha MKII e mabaromaBano Hail-paHo 6 Mecera clie]] 3aIfoYBaHeTo Ha
neuenneto ¢ PROTELOS cpenty miare6o.

Cnen 12 mecena e HaOMIOJaBaHO CTATHCTHYECKO 3HAYMMO TOBHUILIABAHE Ha cpenHuTe cToiHocT Ha MKII
Ha JTyMOaJTHM TIPELUICHH, OCHOBEH Kputepwuii 3a epukacHocT (E(SE)=5,32%(0,75); 95%CI=[3,86; 6,79];
p<0,001), moxo6HO Ha HabIrO1aBaHOTO TpU ocHOBHUTE (a3a I mpoyuBanus 3a aHTUPPAKTYPHO JIEHCTBHE,
MIPOBEIEHH IIPH )KEHHU B TOCTMEHOIIAY3a.

Craructruecko 3Haunmo nosumasane Ha MKII na 6eapenara mmiika u o6uio MKII Ha Genpena koct
(p<0,001) e HaOmomaBaHo ciex 12 Mecera.

[eauarpudHa NOMyIaIus

EBpormelickaTa areHIms o JiekapctBaTa 0CBOOOKIaBa OT 33/ IbJDKCHHAETO 32 MPEJOCTaBsIHE Ha AC8YJITaTH OT
npoyuBanus ¢ PROTELOS BbB BcHukM MOATPYNH Ha MeIHATPUYHATA TOITYJIAIMS IPH OCTLOIopo3a (BxK.
Touka 4.2 3a MHPOpPMAIIUI OTHOCHO YIIOTpeOa B MEAUATPHUATA).

5.2 ®apMaKOKMHETHYHH CBOIiCTBA

CTpOHLII/IeBI/I}IT paHeiaT c€ CbCTOU OT 2 aToMa cTabuIeH CTpOHLII/Iﬁ ul MOJIGKYJia paHCJINHOBA
KHCECJIMHA, OpraHn4yHara 4acT, KOATO IMO3BOJIsIBA Hal — JIO6pI/I$I KOMIIPOMUE, B,CMHCBHJ Ha MOJICKYJIHO
TETJIO, q)apMaKOKI/IHeTI/IKa 1 ITIOHOCUMOCT Ha JICKApCTBCHUSA ITPOAYKT. CDapMaKOKI/IHeTI/IKaTa Ha
CTPOHLIUA U paHCIIMHOBATA KUCCJINHA Ca U3CIICABAHU BbPXY 3APaBUMIAGIICIKHU U 3APABU KCHU CJIC]
MCHOIIay34a, KaKTO U IIpU Z[LHFOTpaﬁHa CKCIIO3UIUA OT MBKE C OCTCQIIOPO3a U )KCHU B IIOCTMCHOIIAYy3a
C OCTCOIIOPO3a, BKIIFOUUTEIIHO U B HAlIpC/IHaJIa Bb3pacT.

IMopanu Brcokara it monsipHOCT, abcopOIHsATa, pasnpeaefieHeTo U CBHP3BAHETO C ITa3MEHUTE
MPOTEHHHU Ha paHEeIMHOBATa KHCEMHA ca HUCKH. He cedtabironaBa KyMyJaius Ha paHeTMHOBATa
KHCEJMHATA M HsIMa JI0Ka3aTesICTBa 32 MeTaboIM3BEM\IPH KHUBOTHH U Xopa. Cien kato ce abcopoupa
paHeIMHOBATA KUCETHHA OBP30 ce OTACI HEMPeMEHEHA pe3 OnOpernuTe.

Abcopoyus

AbcomoTHaTa OMOHATMYHOCT Ha CTPOHUWH' € okouto 25% (rpanunu 19-27%) cnen nepopaina no3a 2 g
CTPOHIIMEB paHenaT. MakcuManHaTaNg/la3MeHa KOHIIEHTpalys ce JocTura 3 10 5 yaca ciell elMHUYHA
nmo3a ot 2 g. CtaninoHapHO ChCTOMHKE Ce JOCTUTA CIIeN 2 CeAMUITH JiedueHue. [Ipuemanero Ha
CTPOHIIMEB PaHeNaT C KT XpaHa HamMassiBa OMOHAIMYHOCTTA Ha CTPOHLUH ¢ MPUOIM3UTEIHO
60-70% B cpaBHEHUE ¢ IpyeMaHeTo 3 yaca ciell xpaHeHe. [lopaju cpaBHUTENHO OaBHATA A6COPOIIUs
Ha CTPOHIIWS, MPUEMaHSTOa XpaHa U KUK TpIOBa Ja ce u305TBa pe/In U ciie]] MpHeMaHeTo Ha
PROTELOQOS. Jlo6aBgueto iepopaiHo Ha BUTaMKUH D He Bimsie BbpXY €KCIIO3ULIUATA HA CTPOHIIUH.

Pasnpeoenenue

CrpoHuusT mya 66eM Ha pasnpeneneaue npudamzurenHo 1 1/kg. CBpp3BaHeTO Ha CTPOHLUS C
IUTa3MEHI e WPOTEHHN Ha YOBEKa € HUCKO (25%) M CTPOHIMAT MMa BUCOK a)IHUTET KbM KOCTHATA
ThKaH. ZlRMEpBaHETO HA KOHIICHTPAIUATA Ha CTPOHIIUI B OMOTICHU OT WIHAaYHa KOCT OT OOJTHH
nexyBaH¥ 1o 60 Mecela ChC CTPOHIIUEB paHeNaT 2 g//IcH covar, ue KOCTHATa KOHIIEHTPAIUsI Ha
CIPOHIINI MOKe Jja JOCTUTHE TUIAaTO CJIEA OKOJIO 3 TOIUHM JiedeHue. JIuncBaT qanHu npu O0JIHY, 3a
JeMOHCTpHpaHe Ha KUHETHKATa Ha eTMMUHUPAHE HA CTPOHLMS OT KOCTTA CJIe/l CIMpaHe Ha
JICUCHHETO.

Buompancgopmayusn
Kato nByBasieHTEeH KaTHOH, CTPOHIMAT He ce MeTabonu3upa. CTpOHIIMEBUSAT paHenaT He MHXHOupa
uuToxpoM P450 enzumure.

Enumunupane

EnnmuHupaneTo Ha CTPOHIMS HE 3aBHCH OT /1032 U BpeMe. EQEeKTUBHUST MOTYKUBOT Ha CTPOHLIUS €
okoio 60 yaca. Exckpenusita Ha CTpOHLIMI ce OChLIECTBSABA Mpe3 ObOpeLUTe U XPaHOCMUIIATEIHUS
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Tpakt. [InazmeHusaT My KIupbHC € npubnmusutenHo 12 ml/min (CV 22%) u 6b0peuHust KITUPHHC €
npubmusuTeaso 7 ml/min (CV 28%)

DapMaKOKMHETHKA ITPY CHEIUATHN IOIMYJIaINN

Cmapuecka ev3pacm
JlanauTe OT (hapMaKOKMHETHKATA MPHU X0pa HE MOKa3BaT BPh3Ka MEX Y Bb3PACT U MIPUBUIHUS
KJIMPBHC Ha CTPOHIMS B TApreTHAaTA MOMYJIaIHs.

bvopeuno ysepeocoane

ITpu GoITHY ¢ JIEKO JI0 CPEAHO TEKKO yBpexaaHe Ha 6bOpeunara yrkims (30-70 ml/min
KPEaTHHUHOB KIIMPBHHC), KIUPHHCHT HA CTPOHIIHS HaMalsiBa IPU HaMaJsiBaHe Ha KPEaTHHUHOBUS
kupbHC (mpubnusutenHo 30% HamaneHue Ipu CTOMHOCTH Ha KPEaTHHUHOBUS KIIMPBHC MEXIY/3 0
70 ml/min) u Taka npeIM3BUKBa YBEIMYCHUE HA TNIA3MEHHUTE HUBA HA CTPOHIMS. B nmpoyuBanmsia —
¢a3za 111, 85% oT marMeHTUTe UMaT KPEaTHHUHOB KIupbHC Mexay 30 u 70 ml/min u 6% o

30 ml/min B HauanoTO, KATO CPEAHUAT KPEATHHUHOB KIHUPBHC € okoso 50 ml/min. CnepeBarenHo He
ce Hajara ajianTHpaHe Ha A03aTa pu OOJIHU ¢ JIEKO U CPETHO TEXKKO yBpexkKIaHe Ha OpOpenuTe.
Hsma nannm 3a papmMakoKkuHETHKA PH OOIHU C TEXKKO YBpexkIaHe Ha ObOpenuTe (RPEaTHHUHOB
kaupbHC oa 30 mi/min).

Yepnoopobho yspedcoane
Hsma nannu 3a hapMakOKMHETHKA TIPU OOJIHU C YepPHOAPOOHO yBpexaaHes [lopamu
(hapMaKOKHHETHYHUTE CBOMCTBA Ha CTPOHIUS e(DEKTH HE Ce OYaKBaf.

5.3 TlpenkJIMHUYHM JAHHH 32 0€30MACHOCT

Hexmanananre JaHHHW HC IIOKa3BaT ocobeH PHUCK 3a XOparaHa 0aza Ha KOHBCHIIMOHAJTHUTEC
q)apMaKO.HOI“I/I‘IHI/I U3IUTBAaHHUA 3a 6630H3CHOCT, TCHOTOKCUYHOCT U KapUHUHOTCHECH IMOTCHIIAI.

XPpOHHYHOTO NEPOPATHO MPUEMAHE HA CTPOHIEB\pAaHENaT BbB BUCOKH 03U IPY TPU3a4H HHAYLUpA
KOCTHHU ¥ 350HU aHOMAJIMH, ChCTOSIIN Ce OCHQBHO OT CIIOHTaHHH (ppakTypu u 3a0aBeHa
MUHepalu3alys, KOUTo ca 00paTUMH CIe IPEKpaTsBaHe Ha JieueHreTo. Te3n AeHCTBHs ce
ChOOIIaBaT NPy HUBA HA CTPOHIUHN 2-3 ([PHIY TO-BUCOKM OT HUBOTO Ha CTPOHIIMIA TIPH X0opa 10 3
TOAMHU JieueHHe. JJaHHNUTe 3a CKeJIETHOTO HaTPyIBaHE Ha CTPOHLMEB PAaHENIAT P AbJITOCPOYHA
€KCITO3UIIMS ca OTPAHUYCHU.

W3cnenBannsaTa Ha TOKCHYHQCTTA TIPH Pa3BUTHETO NPH ILTHXOBE M 3alIM BOAAT JI0 aHOMAJIMH Ha
KOCTHTE U 3b0UTE (HAIIPUMaP: U3KPUBEHH IBJITH KOCTH U BBITHOOOpa3HHU pedpa) B mokonenueTo. [Ipu
IUIBXOBE Te3U e(eKTU.C3 HOpaTuMu 8 ceAMULIM CIIe]] IPEKPATABAHE HA JICUEHUETO.

OueHka Ha pucké3a’okonHara cpena (ERA)

Onenkara HaPHUCKa 3a OKOJTHATA Cpeia Ha CTPOHIIMEB paHENaT € IPOBE/ICHA B ChOTBETCTBUE C
EBponetickude ykazanus 3a ERA.

CrpoHumcB/panenar He MPEACTABIABA PUCK 32 OKOJHATA Cpelia.

6\ DAPMAIIEBTUYHU JAHHU
6.1 CnucbhbK HA IOMOIIHUTE BELIECTBA
Acnapram (E951)

Manroaekctpud

Manuton (E421)

6.2 HecbBMecTHMOCTH

Henpunoxumo
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6.3 Cpok Ha rogHocT

3 roIuHU.

Benabx pa3TBopeHa BBB BOJa, CYCIIEH3MTA € cTabmiHa 24 gaca. Bee mak € mpernopbunuTeTHO CYCIICH3UATa
Jla Ce U3IKE BEIHATA CJIe] IPUTOTBSHETO U (BK. T. 4.2).

6.4 CrnenmuajHH ycJIOBHS HA CbXpaHeHHe

To3u nekapcTBeH MPOAYKT HE M3UCKBA OCOOCHU YCIIOBUS 3a ChbXpaHEHUE.
3a ycIoBHS Ha ChXPAHECHHM CJIE]] pa3TBapsHE HA JICKaPCTBEHUS MPOAYKT, BXK. Touka 6.3.

6.5 Jlanau 3a omakoBKaTa
XapTus/monueTUsICH/aTyMUHUN/TIOJIMETHIICHOBY CalleTa

Paszmepu na onaxosxume
Kytuu, ceappxamu 7, 14, 28, 56, 84 unu 100 camera
He Bcuuku BUIOBE ONTAaKOBKU MOTaT Aa ObJAT IyCHATH B TIPOAAKOa.

6.6 CrneumnajHM NpeANa3sHU MePKU NPH U3XBBPJIsIHE

Hsama CIicnyaJIHu N3HUCKBAaHUA

7.  TPUTEXKATEJI HA PABPEIIEHUETO 3A YIIOFPEBA

LES LABORATOIRES SERVIER
50, rue Carnot

92284 Suresnes cedex

OpanHus

8. HOMEP(A) HA PASPEHIEHMETO 3A YIIOTPEBA

EU/1/04/288/001
EU/1/04/288/002
EU/1/04/288/003
EU/1/04/288/004
EU/1/04/288/005
EU/1/04/288/0Q6

9. JATA HA ITBPBO PA3PEIIABAHE / IIOJJTHOBSIBAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

JlaTa Ha mbpBO pa3pemaBane 3a ynotpeda: 21/09/2004

JlaTa Ha OCIIEIHO TTOTHOBSIBAHE Ha pa3penieHneTo 3a ynorpeda: 22/05/2014

10. JATA HA AKTYAJUIU3UPAHE HA TEKCTA

[Nonpo6Ha mH(OpMans 3a TO3M JIEKapCTBEH MPOIYKT € MpelocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIys 1o JiekapereaTa http://www.ema.europa.eu
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HNPUJIOKEHHUE 11

MPOU3BOAUTEJI(U), OTTOBOPEH(HA) 3A
OCBOBOXJIABAHE HA ITAPTU AN

YCJIOBUA NN OTPAHUYEH#S 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUA WHUUINCKBAHUS HA
PASPEIHIEHUETQ 3A"YIIOTPEBA

YCJIOBUA WU OTPAHNYEHUS 3A BE3OITACHA "

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHMUA
IMPOAY.KIL
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A.  MPOU3BOAUTEJI(U), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE HA ITAPTUIN

HmMe u agpec Ha nmpon3BoauTensa(UTe), OTTOBOPEH(HHK) 38 OCBOOOKIaBaHE HA MAPTUINTE

Les Laboratoires Servier Industrie, 905, route de Saran,45520 Gidy, ®panius
Przedsiebiorstwo Farmaceutyczne ANPHARM S.A., ul. Annopol 6B — 03-236 Warszawa, Poland

IleyaTHaTa TMCTOBKA Ha JICKaApCTBCHUSA NPOAYKT TpSI6Ba Ja CbAbpiKa UMCTO U aApeCa Ha
MMPOU3BOAUTCIIA, OTTOBOPCH 3a OCB060)K}_'[aBaHeTO Ha CbOTBCTHATA NMapTHUAA.

b. YCJIOBUA NJIN OI'PAHUYEHMUSA 3A JOCTABKA U YIIOTPEBA

JlekapCTBEHUAT MPOAYKT € C OTPAaHUYEH PEKUM Ha JIeKapcKo npennucanue (Bx. [Ipunoxenue 1)
Kpartka xapakreprcTuka Ha IpOAyKTa, paszaen 4.2).

B. JAPYI'MYCJIOBUA U U3UCKBAHUA HA PABPEHIEHUETO 3A ¥HOTPEBA
e IlepuoaMyHu aKTyaJIM3UPAHU JOKJIAAH 32 6€30IIACHOCT

WzuckBanwmsITa 3a o/JaBaHe HA TICPUOAUYHY aKTyalIM3UPaHH JOKIaHIBa 0€30MacHOCT Ha TO3U
JISKapCTBEH MPOAYKT ca MOCOYCHH B CITUCHKA ¢ pedeperTHUTE JaTyHa EBponeiickus cwio3 (EURD
CIHUCHK), npeaBuaeH B wi. 1078, an. 7 ot Jupektura 2001/834E0) 1 BCHUKHY ClIeBAIlN aKTyaJIUu3al1H,
MyOJIMKYBaHH Ha €BPOTICHCKHUS yeOImopTall 3a JIeKapCcTBa.

r. YCJIOBUA NN OTPAHUYEHUS 3A BE3O0ITACHA 1 EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TIPOAYKT

e [Ilinan 3a ynpaBiaenue Ha pucks (ITYP)

[IPY tpsbBa na u3BbpIIBA U3UCKBAHUTE AEHHOCTH U ICHCTBUS, CBBP3aHU C IPOCTeIsIBaHe Ha
JieKapcTBeHarta 0e3omacHOCT, Afocouenu B ogoopenns [IYP, npencrasen B Moayn 1.8.2 Ha
PazpemenneTo 3a ynmoTpeOdyieakTo U IpH BCHUKH CIICABAIIM ChIIACYBaHU akTyanu3anuy Ha [TYP.

Axrtyanuzupan [1YPmpsi6Ba na ce moxana:
® 10 MCKaHE(OT EBporeiickaTa areHIus 1o JIeKapcTBara;
® BHHArM{KOIaTO CE U3MCHS CHCTEMAaTa 3a YIpaBJICHHE Ha PUCKaA, 0COOEHO B PE3yJ/ITaT Ha
moJiy%aBaHe Ha HOBa MH(OpPMAIIUs, KOSITO MOXKE Jla IOBEIC 10 3HAUMMU IIPOMCHH B
CBOTHOIIEHUETO IT0JI3a/PUCK, HITH CIIE]] TOCTUTAHEe Ha BayKeH eTarl (BbB BPh3Ka C
FpoCieisIBaHe Ha JIeKapCTBeHATa 0€30MaCHOCT WJIM MUHUMH3UpPAHE Ha PUCKA).

I[OH'I)JIHI/ITGJIHI/I MEPKH 3a CBEKIAHEC HA PUCKA 10 MUHUMYM

BbB Beska mppxaBa wieHka, B kKosiTo PROTELQOS ce npeanara Ha nma3apa, IpUTEKATENAT Ha
pa3peleHueTo 3a yrnorpeda TpsoBa Ja chriiacyBa OKOHYATEIHA 00yUUTENIHA TIPOrpaMa ¢
HAIIMOHAJHHS KOMIIETCHTEH OpTaH.

Cren oOCHXIaHe 1 ChITIACYBaHE C HAMOHAIHUS KOMIIETEHTEH OpraH BbB BCSAKA IbprKaBa WICHKA, B
kosito PROTELOS ce mpemara ra mazapa, [IPY Ttps6Ba na rapantupa, 4e BCHUKH JIEKapH, KOUTO Ce
ouaksa ja npeanucsat PROTELOS, ca momyuwnnu cieaus 00y4YUTEIICH MaKeT:

. KpaTKa XapaKTEepUCTUKA Ha IPOIYKTa

. JHMCTOBKA 3a MALMEHTA
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® PBKOBOJACTBO M KOHTPOJICH JIUCT 3a HPECANNCBAIIUTE CIICIIUATIUCTHU
° CHUTHaJIHa KapTa Ha MalffucHTa

PBKOBOJCTBOTO M KOHTPOJHUSAT JIUCT 32 NMPEANNCBALINTE CIEIHAIUCTH TPsIOBA ]a ChABPXKAT CICIHUTE
KITFOUOBH TTOCITaHMS:

. PROTELQOS e noka3zan camo 3a ynoTpeda IpH MaueHTH ¢ TEKKa OCTE0N0po3a U BUCOK PUCK
oT ppakTypa, Ipy KOUTO € HEBB3MOXKHO JICUCHHE C APYTH JEKapCTBEHU MPOAYKTH, 0JJ0OOPEHH 3a
JICYEHHETO Ha OCTEOI0P03a, HAIIPUMED, TTOPAJIN HATMYUETO HA MPOTUBOMIOKA3AHUS HITH
HETOHOCUMOCT.

. 3arouBaneTo Ha jiedueHre ¢ PROTELOS TpsibBa 1a ce ocHOBaBa Ha OIIEHKA Ha ISUTOCTHUS
PHCK 3a OTICIIHUS TaIMCHT.

. BCUYKH NAIMEHTH TPsIOBa Ja ObAaT MOAPOOHO OCBEIOMEHH, Y€ CE MPErnopbyBa
ChPJCYHOCHIOBHUTE PUCKOBE J1a Ce MPOCIeIsIBaT PeJOBHO Ha Bceku 6—12 mecera.

. Ha BCCKH MAIMEHT TPsOBa Jla CE Ja/ic CUTHAIHA KapTa Ha MMalieHTa.

. PROTELOQOS e npoTtuBomokasaH 1 He TpsAOBa Jla Ce U3II0JI3BA MPH MALUEHTH C:

0 YCTaHOBEHH, HACTOSILIW MM MUHAJIH JaHHU 32 HCXEMHUYHA 00JIECT Ha CHPHUETO,
nepudepHa apTepuaina 00JecT W/ MO3bYHOCHIOBO 3a00JIIBaHE;

0 HEKOHTPOJHMPAHO BHCOKA XUIIEPTOHUS;

0 HACTOSIIM WU MPETUIIHU BeHO3HH TpoMboeMOonuunu croutush (BTE),
BKJIFOUUTEITHO JIBJIOOKA BEHO3HA TPOMOO03a 1 6o ipoOeH eMOONI3bM;

0 BpPEMEHHO WJIM TIOCTOSTHHO 00€3/IBM)KBaHE MTOPa/IN, HAPHUMOD, CIeIXUPYPrHIHO
BB3CTAaHOBSIBAHE WIIK JIBJITO 3aJie)KaBaHe.

0 CBPBXUYBCTBHTEIHOCT KbM aKTHBHATA ChCTaBKa (CYPQHIINEB paHEaT) WM KbM HIKOE
OT ITOMOIITHUTE BEIECTBA.

. PROTELQOS Tps6Ba aa ce mpuiara MHOTO TpeANa3ayBo/TIpH:

0 MAaNWeHTH ChC 3HAYUTEITHH PUCKOBH (DAKTOPH3a CHPACYHOCHIOBH CHOUTHS KaTO
BHCOKO KPBBHO HAJIITAHE, XUITEPIUIHISMIS, 3aXapeH IHa0eT WIN TIOTIOHOITyIIICHE.

0 manuentu ¢ puck ot BTE. Koraro ce f¢ryBar nanmentu ¢ puck ot BTE, kouto ca Ha
BB3pacT Haj 80 roguHu, Hy)aaTa O BpoabmkuTenHo jJeuenue ¢ PROTELOS Tpsora
11a ce TPEOIIeHN.

. JleuenneTo TpsOBa ce MPEyCTaHOBH MM CIIPE B CICTHUTE CUTYAINH:

0 Je4eHHeTo TpAOBa Ja ce IPeYCTaHOBH, aKO MALIMEHTHT Pa3BUe UCXEMUYHA OOJIECT Ha
chplIeTo, nepudepHa aprepuanta 00JIECT Wi MO3BYHOCHIOBO 3a00IsIBaHEe, KAKTO H
aKO BHCOKOTO KPBbBHQ/BAIATaHE HE MOXKe Ja OBbJIe OBIIAITHO.

0 JeYeHHETO TPAOBRA Aa ObJe MpeycTaHOBEHO BH3MOXKHO HA-OBp30 B ciydail Ha
3a00JIBaHe HAW MEJUIUHCKO ChCTOSHHE, BOJICIIH 10 00€3/1BI)KBAHE.

0 neuennero ¢)PROTELQOS Tps6Ba 1a Obe NMpeycTaHOBEHO HE3a0aBHO, aKO CE MOSBSIT
CUMITOMWMJIM TIpH3HAIM Ha cuHApoMma Ha CtuBbHC-/koHCHH (Stevens-Johnson
Syndrome=SJS), rokcuuna enuaepmaina Hekponusa (Toxic Epidermal Necrolysis -
TEN)=#11 MeinKaMeHTO3eH 00pUB C €03MHOPIIINS U cucTeMHU cumnTomu (Drug
Rashl with Eosinophilia and Systemic Symptoms - DRESS) (uamp. o6pus, Tpecka,
S03MHO(UIHA U CHCTEMHO 3acsiraHe, Halp. aJeHONATH, XeNaTuT, MHTePCTULATHA
HedponaTusi, THTepCTULIMATHA OenoapobHa OonecT). AKO MAUEHTHT € pa3Bui SJS,
TEN unu DRESS npu ynorpedara sa PROTELOS, neuenuero ¢ PROTELOS He
TpsiOBa J1a ce MOIHOBSBA.

. PBKOBOACTBOTO 3a MPEANUCBAIIUTE CHEIUAIUCTH III€ BKIIOYBA KOHTPOJICH JIUCT, YHSATO LET €
JlaCe HaIIOMHU 3a IPOTHBOIOKA3aHUITA, IPEAYIIPEXKACHUITA U IPEANa3HUTE MEPKU TPeAn
{IpEIIMUCBAHETO HA MEJMKAMEHTA U JIa c€ TIOATIOMOTHE PEIOBHOTO MPOCIIEsIBAHE 32 ChPJACYHO-CHI0B
PHCK.

CurnanHara KapTa Ha maliucHTa Tp$[6Ba Ja CbAbpIKa CICIHUATE KIIIOYOBH ITOCJIaAHUA.

. TOBA, Y€ € BaKHO CUTHAJIHATAa KapTa Ha MALMEHTAa J1a ¢€ NI0Ka3Ba Ha BCEKU MEAULMHCKU
CIEIMAIUCT, yJacTBaIll B JICYEHHETO HA MallUEHTA.

. MPOTHBOIIOKa3aHusTa 3a Jieuenuero ¢ PROTELQOS.

. OCHOBHH TIPU3HAIIM ¥ CUMITOMH 32 HH(apKT Ha Muokapnaa, BTE u cepno3Hu KOXKHH peakiu.
. KOra Jia c€ OThPCH CIENIHa KOHCYITALMs ¢ JeKap.

. 3HAYEHUETO HA PETOBHOTO MPOCIEISBAHE 33 ChPACYHO-CHOB PUCK.
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BpHI1HA KapTOHEHA KyTHS

1. HME HA JIEKAPCTBEHMUSA NPOAYKT ‘

PROTELOQS 2 g rpanynu 3a nepopaiHa CyCIeH3Us @»
CtpoHIIHEeB paHenaT @@

2.  OBSBSIBAHE HA AKTUBHOTO(MUTE) BEHIECTBO(A)

N\
Bcsiko camie chabpxa 2 g CTPOHIIMEB paHeNaT. *

3. CHUCBK HA IOMOUIIHUTE BEHIECTBA

Ok
Coabpika cbifo acapram (E 951). @‘2\

N

(o
4. JIEKAPCTBEHA ®OPMA U KOJIUYECTBO B EI[HAO*KKOBKA

HN
I'panynu 3a nmepopajigHa CyCHeH3usl. Q(b

7 camera :

PaN
5. HAYMH HA IPHMJIATAHE M IBT(MIIA)HA BbBEXKIAHE

N
3a mepopatHO MPHIIOKEHHUE. @.Q
[penu ynorpeda npouerete nHCTOBKaré@

=

Cegmuua

MoHepenHWK

BTopHUK

CpAga

YetBinThE
MeThH
Cu6oTa

Hepens

6. CHELHHUAJIHO NPEAYIPEXIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT NOTJVIEJA U TOCEI'A HA JTEITA

I[a C€ CbXpaHABa Ha MACTO HEAOCTBHITHO 3a ACHA.
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‘7. APYI'U CHEOUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOANUMO

‘8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'omen mo:
AKO He ce U3II0II3Ba BeJlHATa CJIe]] pa3TBapsHe, Pa3TBOPHT TPAOBa J1a Cce MPUEME B paMKHUTE Ha 24
qaca.

9. CHELHUAJIHM YCJIOBUS HA CbXPAHEHHUE

10. CHEIMAJIHU INPEANA3HU MEPKHU INPU U3XBBHPJISIHE HA HEU3IMOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATERPWAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJJPEC HA TIPUTEXATEJIA HA PASPELIEHUETO 3A,YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
®paHuus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YROTPEBA

EU/1/04/288/001

13. HTAPTHUJIEH HOMEP

ITaptuna:

14. HAYHH HA ORI CKAHE

JlexapCcTBEHUATAPQAYKT CE OTITYCKA IO JIEKApCKO MPEANcaHne

‘15. YEKASAHUSA 3A YIIOTPEBA

‘16. HWH®OPMAIINSA HA BPAMJIOBA A3BYKA

[MTPOTEJIOC 2 r

| 17. YHMKAJIEH UIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

JIByu3mepeH 6apKoj ¢ BKIIIOYEH YHUKAJICH HACHTU(DHUKATOD
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18. YHUMKAJIEH WIEHTH®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BpHI1HA KapTOHEHA KyTHS

1. HME HA JIEKAPCTBEHMUSA NPOAYKT ‘

PROTELOQOS 2 g rpanynu 3a nepopaiHa CyCIeH3Us @»
CTpoHIHMEB paHenaT @@
<Q
\ h g

2.  OBSBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

N\
Bcsiko camie chabpxa 2 g CTPOHIIMEB paHeNaT. *

3. CHUCBK HA IOMOUIIHUTE BEHIECTBA

Ok
Copappika cbiio acrapram (E 951) @‘2\

N

(o
4. JIEKAPCTBEHA ®OPMA U KOJIUYECTBO B EI[HAO*KKOBKA

fb‘(
I'panynm 3a mepopaiiHa CycrieH3usl. (b
14 camera OQ
PaN
5. HAYMUH HA IIPUJIATAHE U H’bT(I/IILMA BBBEXKJIAHE
N
3a nepopanHo NPUI0KECHHUE. @.Q

[penu ynorpeda npouerete nHCTOBKaré@

=

MoHenenHAk
Bropivk
CpRpa
YeTBLPTHK
MeTok

CuboTa

EEEEEEN -
EEEEEEN-~

Hepenn

6. CHEHHUAJIHO NPEAYIPEXIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TEIIA

I[a C€ CbXpaHABa Ha MACTO HEAOCTHITHO 3a ACHA.
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‘7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:
AKO He ce U3II0II3Ba BelHATa CJIe]] pa3TBapsHe, Pa3TBOPHT TPAOBa J1a Ce MPUEME B paMKUTE Ha 24
Jaca.

9. CIHEINUWAJIHMU YCJIOBUSI HA CbXPAHEHUE

10. CHEIMAJIHU IPEAITASHU MEPKH ITPU U3XBBPJISIHE HA HEN3IIOJ/3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. HUME U AJJPEC HA TIPUTEXATEJIA HA PASPELIEHUET® 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
®paHuus

12.  HOMEP (A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/04/288/002

13. TTAPTUAEH HOMEP

ITaptuna:

14, HAYUH HA OTIIYCKAHE

JlexapcTBEHWAT IPOAYKT CE OTITYCKa IO JIEKApCKO MpeaIicaHme.

‘15. YKA3AHMA 3A YIIOTPEBA

‘16. HH®OPMAIIMS HA BPAJIOBA A3BYKA

IMPOTEJIOC 2 r

| 17. YHUMKAJIEH WIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

JIByn3mepeH 0apKo[ C BKIIOYEH YHUKAICH HACHTU(UKATOD
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18. YHUMKAJIEH WIEHTH®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
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JAHHH, KOUTO TPABBA JIA CbIBPKA BTOPUYHATA OIIAKOBKA

BpHI1HA KapTOHEHA KyTHS

1. MME HA JIEKAPCTBEHUSI TIPOJYKT |

PROTELOQOS 2 g rpanynu 3a nepopaiHa CyCIeH3Hs ©®

Ctponiues paHenar Q
)

2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEIIIECTBO (A) R

Bcsiko camre cpabpka 2 g CTpOHIMEB paHear. Q)@

3. CIHUCHK HA IOMOUIIHUTE BEIIECTBA A S‘ |
-
Coabpika cbiio acrapram (E 951). &

QO
4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E AKOBKA

(%
I'panynu 3a nepopaiHa CycCHeH3Hs. Q

28 camrera \2\0

N

5. HAYMH HA IPUJIATAHE U TbT(HHIA) HA BbBEJK/JIAHE
Jd

[Ipenun ynorpeba npoyereTe JIMCTOB

3a mepopaitHO MPHUIIOKEHNE ?@
K

s 1O

Cegmuua Cegmuua Cegmuua
1

NorenenHUK
BTopHMK
Cpaga
YeTBbpPTHK
MeTbk

Covborta

ERRRRENC
ERRRREN-

2
| L
| _
] L
] -
L _
L L
L L

Hegenna

6. CHELMAJIHO NPEAYIPEXIEHUE, YE TEKAPCTBEHUST MPOJAYKT TPSIBBA
JIA CE CBXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJA M TJOCETA HA JEIA
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I[a CC ChbXpaHsiaBa Ha MACTO HEAOCTBHITHO 3a ACHaA.

‘7. APYI'U CHEOUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOANMO

‘8. JATA HA N3TNYAHE HA CPOKA HA T'OJHOCT

T'omen mo:
AKO He ce U3II0JI3Ba BelHATa CJIE]] pa3TBapsHe, Pa3TBOPHT TPAOBa Jia Ce MPUEME B paMKUTE Ha 24
qaca.

9. CHELHUAJIHM YCJIOBUS HA CbXPAHEHHUE

10. CHEIMAJIHU NIPEAITAZHU MEPKH ITPU U3XBBPJISIHE HA HEU21IOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA TIPUTEXATEJIA HA PASPELIEH#AETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
®paHuus

12. HOMEP(A) HA PASPEHIEHUETG2A YIIOTPEBA

EU/1/04/288/003

13. HTAPTHUJAEH HOMEP

ITaptuna:

14. HAYHH HA OTIIYCKAHE

JlexapcrBERIIA IPOAYKT CE OTITYCKa MO JEKapCKO MpeArcaHue.

‘15. YKA3AHUSA 3A YIIOTPEBA

‘16. HWH®OPMAIINSA HA BPAMJIOBA A3BYKA

I[MPOTEJIOC 2 1

17. YHMKAJIEH UJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/
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JIBynsmepeH 6apKoj1 ¢ BKIIOYCH YHUKAICH HICHTU(PUKATOD

18. YHUMKAJIEH NJEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:

28



JAHHH, KOUTO TPABBA JIA CbIBPKA BTOPUYHATA OIIAKOBKA

BrpHIIHA KapTOHEHA KyTHS

1. HME HA JIEKAPCTBEHUSA NPOAYKT

PROTELOQOS 2 g rpanynu 3a nepopaiHa CyCIeH3Us
CTpoHLUEB paHenar

2.  OBSIBSIBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besiko camie chabppika 2 g CTpOHIMEB paHenaT

3.  CIHHCBK HA IOMOIIHUTE BEHIECTBA

Copabpika cbmio acapram (E 951)

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHAOIIAKOBKA

['panynu 3a nmepopaiiHa CycrieH3us
56 camera

84 camiera

100 camrera

5. HAYMUH HA TIPUJIATAHE U I¥6F(UIIIA) HA BBBEX/IAHE

3a nepopatHO MPHUIIOKECHUE
[Ipenu ymorpebda mpoyerere TucToBkara

g =N
1@2 \\@13

6. CHELMAJIHO NPEAYIPEXIAEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
AACE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TEIIA

,Z[a €€ ChbXpaHsiaBa Ha MACTO HEAOCTHITHO 3a ACUA.

‘ 7. JAPYI'UM CHEIUAJIHU INIPEAYIIPEXXIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

AKo He ce U3I0JI3Ba BeJHara cje]] pa3TBapsiHe, pa3TBOPHT TPsAOBa Aa ce MpueMe B paMKuTe Ha 24

qgaca.
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9. CHELUAJIHU YCJIOBUS HA CbXPAHEHHUE

10. CHEIMWAJIHU INPEANA3HU MEPKHU INPU U3XBBHPJISIHE HA HEU3IMOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. KUME U AJIPEC HA IIPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
Opanuus

12.  HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/04/288/004 56 camera
EU/1/04/288/005 84 camera (3 omakoBKu 110 28)
EU/1/04/288/006 100 camera

13. HTAPTHUJAEH HOMEP

ITaptuna:

14. HAYHH HA OTITYCKAHE

JlexapcTBEHHAT MPOAYKT C€ OTITyCKa ROIEKApCKO MpeacaHme.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘16. HWH®OPMAIINSEt HA BPAMJIOBA A3BYKA

I[MPOTEJIOC2 T

| 17. AYHUKAJIEH HIEHTUHO®UKATOP — JIBYU3MEPEH BAPKO/

JBsynsmepen 0apkoa ¢ BKIIOYEH YHUKAIECH HACHTU(DHUKATOP

| 18. YHHUKAJIEH HJEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJJUHUYHN
II'bPBUYHU OITAKOBKH

Camre

1. HME HA JIEKAPCTBEHMA NPOAYKT U ITBT HA BBBEK/IAHE

PROTELQOS 2 g rpanynu 3a nepopaiHa CyCIeH3usl.
CTpoHLUEB paHenar
3a mepoparHo IPUI0KECHHE

2.  HAYMH HA IIPUJIATAHE

1 2%3

‘ 3. [JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. TAPTUAEH HOMEP

ITaptuna:

5. CBABPXAHHUE KATO MACA; OBEM WJIHU EJUHUIIA

29

6.  JPYTO

[penu ynotpeda mpoyeTeTe IMCTOBKATA
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JlucroBKa: l/IH(l)OpMaIlPlﬂ 3a manMeHTa

PROTELOS 2 g rpanyJiu 3a mepopaJiHa cycneH3usi
Strontium ranelate (Ctponuues panenar)

I[IpoueTeTe BHMMATEIHO LSJIATA JIMCTOBKA MPeIN 1A 3aM0YHeTe /1a IPpUeMarTe TOBA JIEKAPCTBO,

Thil KaTo TS ChbAbPKa Ba:xHa 3a Bac undopmanus

- 3anasere Ta3u JUCTOBKA. MOXe a ce HAJIO0XKH Ja S MPOYETETE OTHOBO.

- AKO UMaTe HAKAaKBU JIOITBIHUTEIHH BBIIPOCH, TonuTaiTe Bamus ekap wiu GapMarieBT.

- ToBa nekapcTBO € MpeAnucaHo eAMHCTBEHO U Ju4YHO Ha Bac. He ro npeorcrbnBaiite Ha Ipyru
xopa. To Moke 1a UM HaBpeaH HE3aBHCHMO OT TOBA, Ye MpHU3HAINTE Ha TAXHOTO 3a00isBaHe Ca
chIIMTE KaTo Bamure.

- Axo IMOJIYYUTE HAKAKBU HEXKCIIAHU JICKAPCTBEHU PCAKIIUHN, YBEIOMETC Bamms JICKap UjIn
q)apMaueBT. ToBa BKkII0OYBAa BCUYKH BB3MOKHU HEKEJTAaHU p€aKknumn, HEONMCAaHU B Ta3U
nuctoBKa.Bikre Touka 4

Kakso CbhbAbpPiKa Tasu JIMCTOBKA:

Kakgo npencrapnssa PROTELOS u 3a kakBo ce u3mon3pa
Kakgo TpsiOBa aa 3Haete, npeau aa npuemere PROTELOS
Kak na npuemare PROTELOS

BB3MOKHU HEXEIIaHU peaKIuu

Kak na cexpansiBate PROTELOS

ChIbpkaHHe Ha ONIAKOBKATa U TOMIBIHUTEIHA HH(POPMAIIHS

ocoukrwbdrE

1. Kakso npeacraBasBa PROTELOS wu 3a xakio ce u3noassa

PROTELOQS e nekapcTBO, H3I0JI3BaHO 3a JICMSHYE HA TEKKA OCTEONOPO3a:

- IIpH JKEHU B MEHOIIAy3a,

- IPH BB3PACTHU MBIKE

C BUCOK PHCK OT ()paKkTypH, 3a KOUTOAPYTH aITEPHATUBHHU JICUCHHS HE Ca Bb3MOXKHU. [IpH sKkeHH B
MEHOIIay3a CTPOHIIMEBUAT PaHENgT HaMalsIBa prUcKa OT (paKTypa Ha TPhOHAYHS CTHJIO H OeIPOTO.

3a ocreomnoposara

BaieTo Ts10 HEMPEeKbCHATY pa3pyllaBa CTapaTa KOCTHA ThKAH U Ch3/1aBa HOBA. AKO CTpajare oT
OCTEO0II0pO3a, TIIOTOPA3PYIlIaBa MoBeYe KOCTHA ThKaH, OTKOJIKOTO H3IPaXk/1a M Taka IIOCTETIEHHO Ce
HabmronaBa 3ary0a-Ha.KoCTHa ThbKaH U KOCTHTE By cTaBat mo-TbHKH U mo-Kpexku. ToBa e uecTo
CpEIIaHO NPH KENPRCIIE MEHOTIay3aTa.

ITpu MHOTO XQpa‘c OCTEONOPO3a He ce HAOJI01aBaT HUKAKBY CUMIITOMH M IOPHU € BE3MOXKHO J1a He
3HaeTe, Ye-cipanare ot octeonoposa. B cpuioto Bpeme, obaue, ocreonopo3ara Bu mpasu no-
noJaTiMpi-Hia ppakTypu /KOCTHH CUyNBaHUs/, 0cOOeHO Ha rpbOHaKa, OepaTa v KUTKHTE.

Kak sterictBa PROTELOS

RROTELQS, xoiiTo Chabpika BEIECTBOTO CTPOHLIMEB paHesaT, IPHUHAJICKH KbM IpyIia JIeKapCcTBa,
M3II0JI3BaHHM 32 JICUCHNE Ha KOCTHH 3a00JIIBaHUSL.

PROTELQS namassiBa pa3pyiliaBaHETO Ha KOCTUTE M CTUMYJIMPa TIXHOTO Bb30OHOBSIBAHE U 110 TO3H
HAauYMH HaMaJsiBa pucka ot Gppaktypu. HoBoch3naieHaTa KOCTHA ThKaH € ¢ HOPMAJIHO Ka4eCTBO.

2.  Kaxkso TpnOBa aa 3Haere, npeau aa npuemere PROTELOS

He npuemaiite PROTELOS
- aKo CTe aJIepPrUYHK KbM CTPOHIIMEB PaHesaT WK HAKOs OT ocTaHanuTe chetaBku Ha PROTELOS
(n30poeHH B TOUKA 6).
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aKo MMaTe WU CTe MMM KPBBEH ChCHPEK (HANpHMep, B KPbBOHOCHUTE ChJIOBE HA KpaKaTta HITH
Oenmre QpoOoBe).

aKo cte 00e3IBMKCHA, TIOCTOSTHHO HMJTH 32 M3BECTHO BpEMeE, KaTO HApUMEpP B MHBAIMHA KOJIMYKA, NN
Jexaino 0oHa WU ako Bu mipejicTon orepaius Wiin ce Bh3CTaHOBSIBATE OT orepanus. B cinyuaii Ha
TpaitHO 00€3BHKBaHEe, PUCKBT OT BEHO3HA TPOMOO03a (KPBBHH CHCHUPEIH B KpaKaTa MIIA OCIIUTe
JpoOO0Be), MOXKE J]a CE YBEITHYH.

aKO MMaTe YCTAaHOBEHA UCXEMUYHA 00JIECT Ha CHPIIETO WM MO3BYHO-ChI0BA OOJIECT, HAIIP. CTe OMH
JAUarHoCTUIMpPaHu C I/IH(i)apKT, HUHCYJIT WX MPEXOaAHA UICXEMUYHA aTaKa (BpeMeHHO HaMaJIsIBaHEC Ha
MIPUTOKA HAa KPBB KbM MO3bKa, U3BECTCH CHINO KAaTO "MUHU-UHCYNT"), OOJIKH B ChpJiedHAaTa 00JIACT,
WJIM 3aITylIBaHUs HA KPHBOHOCHUTE CHIOBE HAa CHPIIETO UM MO3bKA.

aKo MMaTe WM CT€ UMaJIM IPOOJIeMH ¢ ITUPKYyJIaluaTa Ha KpbBTa (nepudepHa aprepuanna oomnect)
WJIM aKO CTE UMaJIM OTIepallvs Ha apTePUUTE Ha KpaKaTa CH.

aKO MMaTe HEKOHTPOJIMPAHO OT JICUSHHUETO BICOKO KPHBHO HaJIsTaHe.

Mpexynpe:xnenns u npeanasHu MePKU
I'oBopere ¢ Bamms nexap nnu gapmanesTt, npeau ga npuemere PROTELOS

aKO CTe U3JI0XKEHH Ha PUCK OT ChPJICYHO-CHIOBHU 3a00ISIBAaHNS, TOBA BKIIFOUBA BUCOKO KPHBHO
HaJsraHe, BICOK XOJIECTEPOJ, THa0ET, TFOTIOHOMYIIICHE.

aKo CTe M3JIOKEH Ha PHCK OT 00pa3yBaHe Ha KPBBHU CHCUPEIIH

aKo MMaTe TeXKa ObOpeYHa HeJ0CTAThYHOCT.

Bammst nekap 1ie oleHsiBa peJJOBHO ChCTOSTHUETO Ha ChPIIETO M KPHBOHOCHUTE ChI0BE, 0OMKHOBEHO
Ha Bceku 6 10 12 mecenia nokaro npuemare PROTELOS.

AKO 110 BpeMe Ha JICUCHHETO TOIy4uTe alepruita peakuus (katd iipiyBaHe Ha JIMIETO, e3UKa HIIH
'BPJIOTO, 3aTPYAHEHO JTUINIAHE WK TpEriblliane, KoXeH 00pyB)ps0Ba He3a0aBHO Ja MPEKPATUTE
npuema Ha PROTELOS u na moThpcute nexapcku ChBET (BATOUKA 4).

[ToTeHumanHO XUBOTO3aCTpaIaBaIly KOXXHNA 00puBH (CHHApoM Ha CTuBBHC-/[)KOHCHH, TOKCHUYHA
enuepMaHa HEKPOJIM3a U TEXKKH PEaklMi Ha CBPBXUYBETBUTEITHOCT (JIEKapcTBEH OOPHB C
eosuHomHs U cucteMuu cumntomu (DRESS cumzipgm)) ca nokminaaBanu npu yrnorpedara Ha
PROTELOS.

PuckbT OT Bb3HHKBaHE Ha CEPHO3HU KOXKHU PLAKIIH € HAH-TOJISIM TIpe3 TbPBUTE CEIMHILIN Ha
JIe4eHneTo 3a cuHapoMa Ha CTuBbHC-/[KQBCH U TOKCHUYHATa enuaepMaiia Hekponusa u 32 DRESS
CHUHIPOM, OOMKHOBEHO OKOJIO 3-6 ceamina

AKo pa3BueTe 0OpHUB HITH CEPUO3HH K@KHH CUMITOMH (BXK. TOUKa 4), MpeKpaTeTe mpreMa Ha
PROTELOQOS, norbpcete crienHOCHBET OT JICKap U My KaXeTe, e IpueMaTe TOBa JIECKapCTBO.

Ako cre pa3Bwin cuHAPOoM HaTHBBHC-/PDKOHCHH MM TOKCUYHA eNUAEPMAaIHa HEKPOJIU3a UK
DRESS cunapom nipu ynotpedara va PROTELQOS, Bue Hukora noBede He TpsOBa Jia 3aouBaTe
otHOBO JedeHue ¢ PROTENCS.

AKO CTe 0T a3MaTCKIIPOA3X0J], MOXKE J]a CTE U3JI0KEH Ha MO-BUCOK PUCK OT KOXKHH PEaKIUH.
PuckbT OT TakuBa KQ¥KHH PeaKUNH NIPYU NALMEHTH OT a3MaTCKU MPOU3XO0, X 0COOEHO 0T XaH
KUTalCKH TPOU3RQM MOXKe 1a Ob1e npeasuaeH. [lanmenture, kouto umar reante HLA-A*33:03
n/wn HLA-B*58:01 umat mo-rosisiMa BEpOSITHOCT J1a Pa3BUSAT CEPUO3HU KOKHH PEaKLIUHU OT TE3H,
KOHUTO T'l HIMaT.

Bammsryiéxap 6u Tps6Basno na Bu noceBeTBa qanyu € HEOOXOAMMO KPBBHO M3CJIE€BaHE IPeay IpueMa
Ha PROVELOS.

Nelia ¥ FOHOIIH
PROTELOQOS He e npenHa3HayeH 3a yrnoTpeda Mpu Jiela u IoHOIIH (Ha Bh3pact o 18 roauHm).

Jpyru aexapcrea m PROTELOS
Moust, uaopmupaiite Bamus nexap wim apMarieBT ako IpreMare, HacKopo CTe IpHeMalld WA ©
BB3MOXKHO JIa IPUEMETE KaKBUTO U J1a OWJIO JPYTH JICKAPCTBA.

TpsioBa na cupere aa npuemare PROTELQOS, ako ce Hanara fa nprieMare IepopaHO TeTPALUKINHH,
KaTO JOKCHUITUKIIMH WIIM XUHOJIOHHM, KaTo ITUIpodIokcavy (1Ba BUIa aHTUOHOTHIIN). MOYKeTe OTHOBO
na npuemate PROTELOS, xoraTo npukitounTe nprueMa Ha Te3W aHTUOMOTHULU. AKO HE CTE CUTYPHHU
3a TOBa, MonuTaiTe Bamms nexap win papmanesr.
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Axo mpriemare JIieKapcTBa, ChbPKAIIH KUK, TpsAOBa 1a M34aKBaTe MoHe 2 yaca Mpeu Jia IpueMeTe
PROTELOS.

AX0 npueMaTe aHTHALMIHHA CPENICTBa (JIEKapCTBa IPOTHB KUCEIMHH B CTOMaxa), TpsiOBa 1a T
npuemare 1oHe 2 yaca cieq PROTELOS. Ako ToBa € HEBB3MOKHO, A0IMYyCKa C€ IPUEMAHETO Ha JIBETE
JIeKapcTBa €HOBPEMEHHO.

Axo Tpsi0Ba J1a HaNpaBUTE KPHBEH WM YPHHEH TECT, 32 J1a MPOBEPUTE HUBOTO Ha KaJlus, TpsOBa na
Kaxere B nabopaTopusita, ue npuemate PROTELOS, Toii kaTo TOI MOXKe J1a B3aMMOEHCTBa C HAKOH
METOJIH 32 TECTOBE.

PROTELOS ¢ xpanu 1 HanMTKHU

Xpana, MIISIKO ¥ MIIEYHH TIPOAYKTH HamalsiBaT abcopOumsaTa Ha CTpOHIIMEBUS paHenart. [IpenoppuBa o€ hia
npuemare PROTELOS mexay oTnenHnTe XpaHeHus, 3a PeANOYnTaHe TPE JisraHe, IOHE JIBa 4acarciiesn
XpaHa, MIISIKO, MJICYHU TIPOAYKTH WM KaJIHUEBH T00aBKH.

BpemenHocT U KbpMeHe

PROTELOQOS He Tps6Ba fa ce mpreMa 1o BpeMe Ha OpEMEHHOCT MM aKo KbpMHTE. AKOAO(B3emMeTe
ClIy4aifHO 10 BpeMe Ha OpEMEHHOCT MM KbpPMEHE, BEeIHAra CIpeTe a To IpueMaTe 4 rosopete ¢
Bamus nekap.

Hlodupane u paéora ¢ MAIIMHK
Mauko BepositHo ¢ PROTELOS na noenusie Ha criocoOHOcTTa BU 32 mogupdfie u padboTa ¢ MalivHu.

PROTELOS cbabpaxa acnapram (E951):
AKko cTpagare oT peHUIKETOHYpHs (PAIKO CpellaHo, HacieAcTBeibyHapyuieHne Ha MeTabonu3ma),
roBopete ¢ Bamms nexap, mpeny 1a 3anodHeTe Ja npueMaTe TORaIeKapcTBo.

3.  Kak na npuemare PROTELOS

JleuenueTto TpSI6Ba Aa C€ 3all0YHEC CaMO OT JICKAP, G ONNUT B TCPAIUATa Ha OCTCOIIOPO3a.

Bunaru npuemaiite TOBa JieKapcTBO TOUHOKakTO Bu e ka3an Bamwmsr jnekap win ¢apmaneBT. AKO He
CTe CUTYPHH B HEIIOo, nmonuraite Bammilekap wim dhapmanesT.

PROTELQS e 3a nepopaiHo NpufoKeHHE.
[penopbuBaHaTa /1034 € €IHOLAIIE OT 2 g BCEKH JICH.

[penoprbusa ce na npueyrate PROTELOS npenu nsrane 3a npeamnounTane moHe 2 4aca cliesl Beueps.
Mosxe na cu nernere Beupara cien npuemaneto Ha PROTELOS, ako kenaere.

[Mpuemaiite rpaxyuaTe, ChIbpIKAIM CE B CallleTaTa, pa3TBOPEHH B yalla, Chabpikaiia okoso 30 ml
(oKoJO e1Ha Tpeta OT cTaHAapTHA Yaina) ¢ Bojaa. Bukre unctpykiuure no-uony. PROTELOS moxe
Jla B3aUMOASHUCTBA ¢ MIISIKO M MIICYHH MPOJIYKTH, Taka 4ye € BaxkHo aa pastapare PROTELOS camo ¢
BOJa, 331a~CT€ CUT'YPHH, 4e 11e Bu nelicTBa npaBUiHO.

1

T~

Wscunere Tpa”HyJIMTE OT CAllICTO B Hallla,

s

JobGaBete Boa;
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s
Wznmiite Bennara. He TpsiOBa na npectosiBa moBeye ot 24 yaca, Ipeau J1a ro u3nuere. AKo nmopaau

HJAKaKBa IIpUYHMHA HE MOXKETE Aa U3IMUCTE JICKAPCTBOTO BEAHAra, 3aAbJDKUTECIIHO I'0 p336BpKaﬁTe
OTHOBO IIpe€au a ro U3MueTe.

Pa3z0npkaiite, HOKaTO IrpaHyJINTE OKOHYATEIHO CE Pa3TBOPAT BHB BOJIATA;

Bp3MokHO € BamusT iekap a BU IOCHBETBA J1a TIpHeMaTe KT 1 BUTaMuH D kaTo 700aBKU OCBEH
PROTELOQS. He npuemaiite kajiueBuTe J00aBKU Mpean jsraHe, B ¢binoTo Bpeme karo PROTELOS.

Bammsr nexap 1ie BU Kaxke KOJKO IbJITo BpeMme TpsioBa na npuemare PROTELOS. Jleuenuero Ha
0CTeornopo3ara 0OMKHOBEHO M3UCKBA IBIBI epHoA. BaxkHO € ja MpOIbIKUTE IPUEMAHETO Ha,
PROTELQOS 3a TonkoBa Bpeme, KOJIKOTO € IMpeaniucano ot Bamms nekap.

AKo cTe pue/iu noBeve ot Heodoxonumara q103a PROTELOS

Axo npuemete noseue camera PROTELQOS, otkonkoro Bu e nmpenopbuano ot Barg nekap, kaxere
Ha Bamms nekap unm apmanest. Te Moxe 1a Bu mochbBeTBaT 1a mueTe MIISIKO KH @HTHAIIWIHU
CpEIICTBA, 3a Jla HAaMaJIUTe a0CopOIuATa Ha aKTUBHATA ChCTaBKa.

Axo cTe nponycHaim 1a npuemere PROTELOS
He B3emaiiTe nBoitHa n03a, 3a 1a KOMIeHcHpaTe 3a0paBeHnTe MHIUBUAYATHN fno3u. [IpocTo
MPOABIDKETE ChC CIe/BallaTa 7103a, B 0ONYaifHOTO BpeMe.

Ako cte cnipesan mpuema Ha PROTELOS:

Baxkno e 1a nmpoabsmkure aa npuemate PROTELOS Tongora 1biro, koikoTo Bu e npeanucan Bamus
nexap. PROTELOS moxe na nexyBa Baiata Texka ocpedTiopo3a camo, ako IpoabbKaBare J1a I'o
npuemare.

AKO UMaTe HAKAaKBH JOMBIHUTEIIHA BBIIPOCH OTHOCHO yroTpedara Ha TOBa JIEKAPCTBO, MOMUTANTE
Bamus nexap wiu gapmarieBr.

4, Bb3MOKHE HexeJTaHH pPeaKkunu

Karto Bcuuku JIEKapCTBa, TOBA JCK&PCTBO MOXKE Jla NPEAU3BHUKA HEKEIIAHN PEAKIIUH, BBIIPEKHU Y€ HE
BCCKU I'1 ITIOJIy4aBa.

AKo ciaenHoTO ce caydu ' Ha Bac, npexkparere ynorpedara na PROTELOS u roBopere He3a6aBHO
¢ Bamus gexap:

Yecmu (moeam 8g 3daceenam 0o I na 10 uoseka):

- CppaeueH\y/iap: BHE3aITHa MHOTO CHJTHA TPphIHA 0OJIKa, KOATO MOXE J]a Ce Pa3IpocTpe I1o JisiBaTa Bu
pbKa, yenddrTa, cToMaxa, 'bpOa u/miu paMmeHara. J[pyru cCMiMnToMu Morar jia ObJIaT rajcHe/TIOBphIIaHe,
M3MORIBAHE, HEJOCTHUT Ha Bh3JIyX, MAJUTAIINY, (CHIIHA) yMOpa W/win 3amaiiBaHe. Chp/IeUeH yiap MOXe Ja
Ha¢TRIIM YECTO MPH MAIMEHTH C BUCOK PUCK OT ChpAEYHO 3a0oisBaHe. BamusT nekap HaMa 1a Bu
fipganuiie PROTELOS, ako cTe u3noxeHu Ha ONPEICIICH PHUCK.

7KpbBHU chenpenn BBB BeHHUTE: 00JKa, 3aUepBsABaHe, MIOJyBaHE Ha KpakKa, BHe3aIHa 00JIKa B ThPAUTE WIIH
3aTPYJHCHO JIUIIAHE.

Peoxu (mozam oa 3aceznam oo 1 na 100 uosexa):

- CUMITOMH Ha TEXKH peakuuu Ha cBpbXuyBcTBUTENHOCT (DRESS): mbpBOHaUanHO KaTO CHMIITOMH Ha
TPHIT ¥ KOXKEH OOPHB MO JIULETO, CJIE/ TOBA Pa3lpOCTpaHsIBaHe Ha KOXKHUSA 0OpUB, MPUAPYKEH C BHCOKA
TemIeparypa (Heyecmu), NOBUIICHUE Ha HUBAaTa HA YEPHOAPOOHNTE CH3UMH B KPBBHUTE TECTOBE
(Heuecmu), moBUIIEHHE HA BU O€JIHM KPBBHU KICTKH (€03MHOGUINS) (peoKu) ¥ yBEINYCHH JIUM(HU BB3IIH
(Heuecmu).
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Mnozo peoxu (mozam da 3aceznam oo 1 na 10 000 uoseka):

- CuUMIITOMH Ha MTOTEHITHAITHO KUBOTO3acTpaIaBaIii Ko>kau oopuu (cuaapom Ha CTUBBHC-/[PKOHCHH,
TOKCHUYHA eMUIepMaliHa HEKPOJIN3a): ITbPBOHAYATHO KaTO YSPBCHUKAB TOYKOBH/ICH WU HA KPBIJIH MIETHA
00pUB YECTO C MEXYpH B CpeiaTa 1o TUI0TO. JIOMBIHUTEHA CHMITOMH MOTAT Ja BKJIFOUBAT SI3BH B yCTATa,
I'BPJIOTO, HOCA, TCHUTATIMHUTE U KOHIOHKTUBUT (3a4€pPBEHU M OAYTH 04H). Te3u NOTEHIIMAITHO
JKUBOTO3aCTpallaBaily KOXKHA OOPHUBH Ca YECTO MPUIPYKEHU OT ITpuUnonogo0uu cumnromu. OOpuBbT
MOJKe Jia Tporpecupa A0 IMUPOKO pa3pOCTUPAHE HA MEXYPHUTE WK OelieHe Ha KOoXKaTa.

Jpyru Bb3MOKHH HeKeJIAHH PeaKkiuu

Mmnoeo wecmu (mocam da 3aceenam 0o 1 na 10 yogexa):

Cop0Oex, KonpuBHA Tpecka, 00pHB, aHTHOeAeM (KaTo MOAyBaHe Ha JIMIIETO, €31Ka WK T'bPIIOTO,
3aTPyIHEHO AWIIaHE WIH Nperibliane), O0JKH B KOCTUTE, B KpaHHULIUTE, MYCKYJTHH W/MITH CTABHL
OOJIKH, MYCKYJTHU KPaMIIH.

Yecmu:

[ToBpruiane, kopeMHa 0ojka, pedyke, OO XpaHOCMUIIAHE, 3aleK, Fa30Be, HapyIIeHNUS Ha ChHS,
BB3MAJICHUE HA YePHUS P00 (XEMaTuT), MOayBaHe Ha KpaHHUITUTE, OpOHXHATHA XHIePPEaKTHBHOCT
(cuMIITOME KaTO XpHUIITEHE, HEJJOCTHUT Ha BH3/IyX M KalllIHUIIA), TOBUIIICHN HUBA BAMYCKYJICH EH3UM
(xpeatnnpochoKrHAa3a), MTOBUIICHH HUBA HA XOJIECTEPOIL.

lanene, muapus, rmaBobonue, ex3eMa, MpoOJIeMH C aMeTTa, IPUTa bl MPaBydKaHe H
M3TPBIIBaHE, BUCHE HA CBAT. Te3n epexTu, obade, ca JIGKH 1 KPaTKOTPAHHW 1 OOMKHOBEHO HE
JOBEXIAT J0 IpEKpaTsBaHe JIeUeHUEeTo Ha nauuenTa. O0bpHeTe ce KbMBarns ekap, ako HIKOU
HEXKEJIaHU PeaKlMy CTaHaT 00E3MOKOUTEIHN UK HE OTIIYMSIBAT.

Heuecmu (moeam 0a 3aceenam oo 1 na 100 yoseka):

[Mpunaasiy, Bh3MATICHNE HA ycTaTa (KaTo A3BU B ycTaTta {1 Bh3MalcHHEe Ha BEHIIUTE), KOCOMA,
YyBCTBO Ha 00BPKAHOCT, 00II0 HEPA3IMOIOKEHHE, CYX0Fd B ycTarta, Apa3HeHe Ha KoxKara.
I'spuose.

Peoxu:
Hamanspane Ha 00pa3yBaHETO Ha KPbBHU/RIEOTKH B KOCTHHS MO3bK

AKO cTe cripeny JICYSHUETO OPaay REAKLIUU HAa CBPbXUyBCTBUTEITHOCT, He puemaiite PROTELOS
OTHOBO.

Cho0maBaHe Ha HelKeJAHH)IEKAPCTBEHH PeaKMi

AXO ToNy4nTe HIKaKBH HeXETaH! JICKApCTBEHN PeakIiy, yBejoMere Bamus nekap wimu gapmarienT.
ToBa BKIIFOUBa BCUYKH, BESMOKHH, HEOITMCAHH B TA3H JINCTOBKA HEYKEIAHU peakuru. Mo)keTe ChIo Ja
CHOOLINTE 32 HEXKGAIHHN PEaKIMy IUPEKTHO Ype3 HAIlMOHATHATA CUCTEMa 32 ChOOIIaBaHe, IOCOYCHA B
[punoxxenue V./Kago cro0maBare HeXKEIaHN PEaKIMK, MOXKETE Ja JaJieTe CBOS MIPUHOC 3a
MoJTy9YaBaHe Ha oBede HHQOpMAaIHs OTHOCHO 0€30T1acHOCTTa Ha TOBA JIEKAPCTBO.

5. AKak na cexpansiBate PROTELOS

CrxpansBaiiTe TOBa JEKapCTBO HA MSICTO, HEOCTBITHO 32 JIENa.

He m3mon3Baiite ToBa JIEKapCcTBO CIIEA CPOKa Ha TOAHOCT, OTOEISI3aH Ha KyTHITAa B CaIlieTo ciex ,, I omeH
HO”.

CpOKBT Ha TOAHOCT OTTOBAPS Ha MOCJIEIHUS JEH OT OCOYSHUS MECELl.

To3u JICKApPCTBCH NMPOAYKT HC U3HCKBa ocobeHu yCJI0BHA 3a CbXPAaHCHUC.

Benubk pa3TBopeH BBB BoJa CyclieH3uUsTa ¢ cTabmiHa 24 yaca. Bee nmak e mpenopbhunuTesHO CYCIIeH3UsATa
Jla ce M3IKe BeHara cjeI MPUTOTBIHETO i (BIKTE T.3).
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He m3xBbpisiite nekapcTBara B KaHAIHM3AIKATA MM B KOHTEHHEpPA 3a JOMAIITHN OTMAIbIIH.
[Nonwuraiite Baius ¢apmaneBT Kak Ja H3XBBPJIATE JeKapCcTBaTa, KOUTO Bedye HE U3Moj3Bare . Te3u
MEpPKH I CIOMOTHAT 3a OIa3BaHE Ha OKOJHATa cpefa.

6. Cpabp:kaHue HA ONAKOBKATA U AONBJIHUTEIHA HHPOPMaLUsA

Kaxkso cbabp:ka PROTELOS
- AKTHBHOTO BEIIECTBO € CTPOHILIMEB paHenar. Besiko came chabpka 2g CTPOHIKEB paHesar.
- Jpyrute cberaBku ca: acnapram (E 951), manrtonekcrpun, manuron (E 421).

Kaxk n3rnexxna PROTELOS u kakBo ChbIbp:Ka ONaKOBKATA

PROTELOQOS ce npeniara B camiera, CbIbpKallH )KBJITH TPAHYJIH 32 IEpopaiHa CyCIeH3HS.
PROTELOQOS ce npeaara B kytuu 1o 7, 14, 28, 56, 84 uinu 100 camera. He Bcuuku BUI0BE OIAROBKU
Morar Ja ObJaT MycHaTH B Ipoaaxoa.

IIpuTexaTes Ha pa3penieHHeTO 3a yIOTPeda M MPOM3BOIUTE

IIpuTexaTes Ha pa3pelIeHUETO 3a ynoTpeda

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
Opanuus

ITpousBoauTenn

Les Laboratoires Servier Industrie

905, route de Saran
45520 Gidy
@paHums

Anpharm Przedsiebiorstwo Farmaceutyczne S.A.

03-236 Warszawa
ul. Annopol 6B
Poland

3a JOIIBJIHUTCIIHA I/IH(I)OpMaLII/HI OTHOCHO TOBa JICKapCTBO, MOJIsI CBBPIKETC CE C JTJOKAITHUA

MNPCACTAaBUTCII Ha IPUTCIKATECILI HA Pa3pCIICHUCTO 3a yHOTpe6a.

Belgié/Belgique/Belgien
S.A. Servier Benelux\h.V.
Tel: +32 (0)2 529.43'11

Bboarapus
CepBueMeruxkan EOO/I
Ten.#+359 2 921 57 00

Cebka republika
Servier s.r.o.
Tel: +420 222 118 111

Danmark
Servier Danmark A/S
TIf: +45 36 44 22 60

Deutschland
Servier Deutschland GmbH
Tel: +49 (0)89 57095 01

Lietuva
UAB “SERVIER PHARMA”
Tel: +370 (5) 2 63 86 28

Luxembourg/Luxemburg
S.A. Servier Benelux N.V.
Tel: +32 (0)2 529 43 11

Magyarorszag
Servier Hungaria Kft.
Tel: +36 1 238 7799

Malta
Galepharma Ltd
Tel: +(356) 21 247 082

Nederland
Servier Nederland Farma B.V.
Tel: +31 (0)71 5246700
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Eesti )
Servier Laboratories OU
Tel :+372 664 5040

E)ALGoa
YEPBIE EAAAY PAPMAKEYTIKH EIIE
TnA: +30 210 939 1000

Espana
Laboratorios Servier S.L.
Tel: +34 91 748 96 30

France
Les Laboratoires Servier
Tel: +33 (0)1 55 72 60 00

Hrvatska
Servier Pharma, d. o. o.
Tel.: +385 (0)1 3016 222

Ireland
Servier Laboratories (Ireland) Ltd.
Tel: +353 (0)1 6638110

island

Servier Laboratories
c/o Icepharma hf
Simi: +354 540 8000

Italia
Servier Italia S.p.A.
Tel: +39 06 669081

Kvbmpog
C.A. Papaellinas Ltd.
TnA: +357 22741741

Latvija
SIA Servier Latvia
Tel. +371 67502039

Norge
Servier Danmark A/S
TIf: +45 36 44 22 60

Osterreich
Servier Austria GmbH
Tel: +43 (1) 524 39 99

Polska
Servier Polska Sp. z o.0.
Tel: +48 (0) 22 594 90 00

Portugal
Servier Portugal, Lda
Tel.: +351 21 312 20 00

Romania
Servier Pharma SRL
Tel: +40 21 528 52 80

Slovenija
Servier Pharmaycho:0.
Tel.: +386 (02583 48 11

Slovensk&republika
ServienSlovensko spol. s r.o.
Tel 421 (0)2 5920 41 11

Suomi/Finland
Servier Finland Oy
P./Tel: +358 (0)9 279 80 80

Sverige
Servier Sverige AB
Tel: +46 (0)8 522 508 00

United Kingdom
Servier Laboratories Ltd
Tel: +44 (0)1753 666409

,)IaTa HaIGCJICAHO MpepasrjaeKaaHne Ha JIJUCTOBKaTa

Jpyru u3ToYHUIIM HAa HHQopMa U

Hoz[p06Ha I/IH(l)OpMaI_[I/I}I 3a TOBA JICKApCTBO € NMpeaoCTaBCHa Ha ye6ca171Ta Ha EBpOHCfICKaTa arCHIus

1o JTekapcTBarta : http://www.ema.europa.eu
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POMSAHA HA YCJIIOBUSTA HA
INOTPEBA



Haylnm 3AK/II0OYCHUA

[Ipensun ouenbunus noknag Ha PRAC 0THOCHO OKOHUYATEIHUS TOKIA] OT HEMHTEPBEHIIMOHATHO
npoyuBaHe 3a 6€30MacHOCT Clie] u3aaBaHe Ha pa3penue 3a ynorpeba (PASS) 3a rope-criomeHatus
JIEKapCTBEH MPOIYKT, HayuHuTe 3akmoueHns Ha CHMP ca, kakTo cineasa:

OxonuarenuuaT nokiaan ot PASS, monaneH ot IIPY e B ¢hOTBEeTCTBHE ChC 3aIBJDKEHHETO 3a
npeacTassiae Ha PASS 3a orieHka Ha prcKa OT CEpUO3HU ChPICTHO-CHIOBHA HAPYIIIEHUS, KAKTO €
HAJIOKEHO 110 BpeMe Ha nponenypara no wi. 20 EMA/112925/2014.

CrnenoBaTenHo, ¢ OrJie] Ha HATMYHUTE TaHHU, IPEeICTaBEHU B OKoHUaTenHus goknan ot PASS, PRAC
CYMTA, Y€ IIPOMECHHUTE B YCIIOBUATA HA PA3PEUICHUETO 32 yIIOTpeOa ca OCHOBATEIIHH.

CHMP ce cpriacssa c HayuHuTte 3aknrodeHus Ha PRAC.

OcHoBaHus 32 IPOMSIHATA HA YCJIOBUSATA HA pa3pelieHueTo(siTa) 3a ynorpeoa.

Bb3 ocHOBa Ha Hay4YHUTE 3aKIIOUYEHUS 32 PE3YITATUTE OT MPOYUYBAHETO 32 FOPE-CIIOMEHATUAT
nexapcTBeH npoaykt, CHMP cumnTa, 4e ChOTHOMIEHUETO MOJI3a/PUCK HA TO3H JIEKApSIBEH NPOIYKT, €

HEMPOMEHEHO C MPEIUIOKESHUTE IIPOMEHU B IIPOAYKTOBAaTa HH(MOPMAITHSL.

CHMP mpenopbuBa npomsiHa Ha yCIOBHUATA HAa pa3pelIeHueTo(dra) 3a ynerpeoda Ha rope-CrIoMEeHATHSI
JIEKapCTBEH MIPOJYKT.
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