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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUS TPOAYKT

Ferriprox 500 mg ¢punmupanu tabiaeTku
Ferriprox 1 000 mg ¢punmupanu tabieTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Ferriprox 500 mg dwnmupanu tabIeTKH

Bcesika Tabnerka cpabpika 500 mg nedepunpon (deferiprone).

Ferriprox 1 000 mg dbunmMupanu TabJIeTKH

Bcesika Tabnerka ceabspxa 1 000 mg nedepunpon (deferiprone).

3a IIBJIHASA CIIMCHK HA ITOMOIIHUATE BEIECTBA BIDKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
dunmupana TabieTka

Ferriprox 500 mg duiaMupanu TabIeTKH

bsta no mourtn 6s1a prMupana TabneTka ¢ hopma Ha Karcyna, ¢ ornedaranu ,,APO” 1 ,,500”,
pasJielieHu OT JIeUTEIHA YepTa, OT eIHAaTa CTpaHa U Iiajka ot Apyrara. Tabnerkara e 7,1 mm x
17,5 mm x 6,8 mm u ¢ genutenHa yepta. TabneTkara Moxe aa Obje pazjesicHa Ha JIBE PaBHU
TIOJIOBUHH.

Ferriprox 1 000 mg dbuwiamMupanu TabiIeTKU

bsna o mouru 6sana ¢punmupana Tabnerka ¢ popma Ha Karicyia, ¢ orredaranu ,,APO” u ,,1000”,
paszeneHy OT JeIUTEIHa YepTa, OT €HaTa CTpaHa U IIaaka oT Apyrara. Tabnerkara € 7,9 mm x
19,1 mm x 7 mm u ¢ frenurTenHa yepta. TabmeTkata Moxke 1a ObJe pas/esieHa Ha JBE paBHU
HOJIOBUHH.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHHN MOKA3ZAHUSA

MOHOTepaHI/IﬂTa C Ferriprox € IIOKa3aHa 3a JICUCHHC Ha CBPBXHATPYIIBAHC HA KCJIA30 IIPU MAIUCHTHU C
TaJlaCCMUA Maﬁop, KOraTo IpoBeXXaaHaTa XejlaTupania Te€parnusa € IpoOTUBOIIOKa3aHa Uiinu
HEIIoaxXoaA1a.

Ferriprox B komOuHAIMsI ¢ IpyT XeaaTop (BK. Touka 4.4) € TIoKa3aH MpH MAHCHTH C TATaceMUs
Maiiop, KOraro MOHOTEpanuaTa ¢ KOWTO U J1a € XeIaTop, CBbP3Balll KeIsI30T0, € Hee(PeKTHBHA, WIH
KOTaTo MPEeBEHIUATA WIN JICYCHUETO Ha )KUBOTO3aCTPAIllaBaIX OCIEICTBHUS OT MPETOBAPBAHETO C
JKeIs130 (TJIIaBHO CHPAEYHO IIPEeTOBapBaHe) oNpapaaBa ObP30TO WM HHTEH3UBHO KOpUTHpaHe (BXK.
TouKa 4.2).

4.2 Jlo3UpOBKA U HAYUH HA NPUJIOKEHUE

Tepanusdra ¢ nedgepunpoH TpsiOBa 1a ce U3BHPIIBA OT JIEKap C OIMUT B JIEYEHHETO Ha OOJIHU ¢
TanaceMusl.
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Hedepuripon oOMKHOBEHO ce mpuiara B 7103a oT 25 mg/kg TenecHo Terio, npe3 ycrara, TpU ITbTH Ha
JieH, IpH o011a AHeBHa 1o03a oT 75 mg/kg tenecHo Terno. Jlo3upoBKara Ha KWJIOTPaM TeJIECHO TErio
TpsI0Ba J1a ce M3YMCIISABA C TIPHOIIVKEHUE JI0 TTOJIOBUH TabsieTka. Brokre Tabnumure mo-moiy 3a
HPETIOPHYUTEITHUTE JO3H IIPU HHTEPBAIN Ha yBelMYaBaHe Ha TenecHoTo Terio ¢ 10 kg.

3a mosryuaBaHe Ha 71032 OT 0KoJI0 75 mg/Kkg/MHEeBHO, U3MOI3BaNTE MPEATIOKCHUTE B TaOIHMIIUTE OpOi
Ta0JIETKH, ChOTBETCTBAIIM HA TEICCHOTO TETJIO Ha ManeHTa. M30poeHn ca mpruMepu Ha TEJIECHO

TETJIO KaTo MHTEPBAIUTE Ha yBenndaBaHe ca mpe3 10 kg.

Taonuya la. Tabnuya na oozume Ferriprox 500 mg ¢punmupanu madnemxu

TesecHo TerJio OO0ma nHeBHa 1032 Ho3za bpoii TabneTkn
(kg) (mg) (mg, Tpu NbTH (Tp¥ I'bTH THEBHO)
JAHEBHO)
20 1500 500 1,0
30 2 250 750 1,5
40 3 000 1 000 2,0
50 3750 1250 2,5
60 4500 1500 3,0
70 5250 1750 3,5
80 6 000 2 000 4,0
90 6 750 2250 4,5

Taonuya 16. Tabauya na oozume Ferriprox 1 000 mg punmupanu madonemxu

TenecHo TerJio OO0ma nHeBHa 1032 Bpoii Taéaerku ot 1 000 mg*

(kg) (mg) CyTpun Oben Beuep
20 1500 0,5 0,5 0,5
30 2250 1,0 0,5 1,0
40 3000 1,0 1,0 1,0
50 3750 1,5 1,0 1,5
60 4500 1,5 1,5 1,5
70 5250 2,0 1,5 2,0
80 6 000 2,0 2,0 2,0
90 6 750 2,5 2,0 2,5

*Opoii TaOJIeTKH, 3aKpbIJICH 1O Hall-OJM3KaTa MOJIOBUH TabjaeTKa

He ce mpemoppuBa o6ma qaeBHa 103a Han 100 mg/kg TenecHo TEerio mopaan MOTSHIIHAITHOTO
yBeIMUYaBaHe Ha PUCKa OT HeXeJlaH! peakiu (BxK. Touku 4.4, 4.8, u 4.9).

Kopexyus na oozama

EdexrnT Ha Ferriprox 3a HaMmansBaHe Ha JKeJISI30TO B OpraHW3Ma ce BIHMsE MPSIKO OT /103aTa U
CTEIIeHTa Ha CBPBXHATpPyINBaHe Ha keisi30. Cien 3amouBane Ha JieueHue ¢ Ferriprox ce mpenopbuBa
Ha BCEKH JIBa JI0 TPH MECEIIa J1a ce CIIEIT KOHIIEHTPAMUTE Ha CepyMeH (DePUTHH WIIH JAPYTH
II0Ka3aTeJu 32 HATPYNBAHETO Ha JKEJI30 B OPraHU3Ma, 32 J1a C€ OLIEHH ABJITOCPOYHATA €(hEeKTHBHOCT
Ha cxeMaTa Ha oOpa3yBaHe Ha XeJJaTHU KOMIUIEKCH 32 KOHTPOJIMPaHEe Ha HATPYIBAHETO Ha KeJsI30 B
oprannsma. Kopurupanero Ha jo3ara TpsoBa 1a 0b1e cb00pa3eHO ¢ HHANBUIYATHUS OTTOBOP Ha
HalMeHTa ¥ TeparneBTHIHUTE e (MO IbprkKaHe HiIM HaMaJlsIBaHEe Ha HATPYIBAHETO Ha KN30 B
opranusma). Ako cepyMHHAT QeputuH criagne mox 500 pg/l, TpsoBa ga ce 0OMUCTHN MPEeKbCBaHE HA
JI€YEHHETO C Ae(hEPUIIPOH.



Kopexyuu na dozama, koeamo ce usnonzga ¢ opyeu xeiamopi, c6bp36ayu JHceasi30mo

Ipu manueHTH, 32 KOUTO MOHOTEPAIUSTA € HeMOAX0 s, Ferriprox Moxe /1a ce u3IoJsea ¢
nedepokcaMuH MpH ctanaapTHara a03a (75 mg/kg/neH), Ho He TpsAOBaA J1a Ce MPeBUIIaBa

100 mg/kg/nen.

B ciyuaii Ha xens30-uHAYIMPpaHa ChpIeYHA HEJOCTATHPYHOCT KbM TEpaIusiITa ¢ IehepOKCaMuH
TpsiOBa ma ce nodasu Ferriprox B mo3a 75-100 mg/kg/men. Heo6xoaumo € na ce mpodere
npoAyKTOBaTa MHGOpMAIH 3a NeepOKCaMUH.

EnHoBpemeHHata ynorpeba Ha XelaTOpH, CBBP3BAIIH KEIA30TO, HE Ce MPErophuBa MPH NalUeHTH,
yniiTo cepyMeH (eputH cnana mon 500 pug/l mopagu puck oT IPeKOMEPHO OTCTpaHsBaHE Ha
KEINA30TO.

bvopeuno yepeacoane

He e HeoOxouma KOpeKIus Ha J03aTa IPU NAIMeHTH C JIEKO, YMEPEHO W TEKKO OBLOpEeTHO
yBpekmaHe (Bx. Touka 5.2). bezonmacHocTTa 1 hapMakoKnHETHKAaTa Ha Ferriprox mpH manueHTH ¢
TepMHUHAIHA ObOpEeYHa HEJOCTATHYHOCT HE Ca U3BECTHH.

Yeprnodpobno yspesicoane

He e HeoOxo/iiMa KOpEKIHs Ha J103aTa MPH MAIMEHTH C JIEKO WK YMEPEHO YBpeeHa YepHOIpoOHa
¢yskuus (Bx. Touka 5.2). bezonacHocTTa u hapMakoKMHETHKaTa Ha Ferriprox npu namueHTH ¢ TeXKO
4epoHOIPOOHO yBpEKAaHE HE Ca U3BECTHHU.

Ileouampuuna nonynayus
Onutst 32 ynorpeba Ha nedepunpoH npu aeua Mexxay 6 u 10 ronunu e orpannyeH. Jluncsa onur 3a

ynotrpeba Ha nedepunpoH IpH el o1 6 TOANHH.

Hauwnn na npunoxxeHue

IlepopanHo npuioxeHue
4.3 IIporuBomokazaHus

- CBpBX4yBCTBUTEITHOCT KbM aKTUBHOTO BEIIIECTBO MM KbM HAKOE OT MOMOII[HUTE BEIIECTBA,
n30poeHu B Touka 6.1.

- AHaMHe3a 3a MOBTAPSILIH C€ eN3011 Ha HEyTPOIICHHUS.

- AHamHe3a 3a arpaHyJioluTo3a.

- BpemennocT (Bx. Touka 4.6).

- Kbpmene (Bx. Touka 4.6).

- ITopanu HeM3BECTHUS MEXaHU3BM, 110 KOWTO Ae)epUIIPOHBT MHAYLHPA HEYTPOIICHUS,
MalKUeHTHUTE He TPsOBa 1a IpueMaT JISKApCTBEHHU MPOIYKTH, 32 KOUTO € M3BECTHO, Ue ca
CBBP3aHH C IPUUMHIBAHETO Ha HEYTPOIICHHS WIIM TAKUBa, KOUTO MOTAT JIa MPEAU3BUKAT
arpa”yJonuTo3a (Bx. Touka 4.5).

4.4 CroennaJHu NpeaynpexIeHUs U NpeANa3HU MepPKHU NPH ynorpeda

Heyrponenunst/arpadyIonurosa

YcTaHoBeHO e, Ye JedepunpoH NPUYUHABA HEYTPONEHHUSsI, BKJIIOYUTETHO ArPAHYJIONHUTO3a (BIK.
Touka 4.8 ,,Onucanue Ha U30pPaHN HeKeJTAHU Peakunu*). AOCOJIOTHUAT Opoii HeyTpopuIn
(ABH) Ha nanueHTa TpPsAOBA 1a ce HA0JMI0AAaBa BCAKA ceIMHMIA Npe3 MbPBAaTa rOAUHA OT
TepanuaTa. lIpu nauuentu, npu kouto Ferriprox He e npexbcBaH Npe3 NbpPBaTa roAUHa 0T
TepanusAaTa NOpaau HaMAJIIBaHe Ha OPosl HAa HeyTPOoUINTe, YecTOTaTa HA Ha0oaeHne Ha ABH
MO3Ke 1A ce YIbJKM CIPSIMO MHTEPBaJia Ha KPbBONPeJMBaHe HA MalMeHTa (Ha BceKku 2-4
CceJMUIIM) cJie/l elHA roJAMHa Tepanus ¢ JedepunpoH.




[IpomsHata oT execenMUuHOTO HabMroneHne Ha ABH 1o HabnroneHue o BpeMe Ha BUSUTHUTE 32
KpbBonpenuBane cies 12-meceuna tepanus ¢ Ferriprox TpsOBa aa ce W3BbpIIBa HHAWBUAYATHO 32
BCEKU MAIMEHT, CIIOpE]] OLICHKaTa Ha JIeKaps 3a pa30MpaHeTo OT MalMeHTa Ha MEPKUTE 3a CBEKAaHe
Ha PHCKa J0 MUHHUMYM, U3UCKBaHU 110 BpeMe Ha Tepamnusra (BX. Touka 4.4 mo-ao1y).

B ximHUYHY IpOyYBaHUS €KECEIMUIHOTO MOHUTOPUPAHE Ha Opost Ha HEeyTpouanTe € eeKTUBHO 3a
uACHTH(UIIpPaHe Ha CIy9Yad Ha HEYTPOIICHNS U arpaHyJIoOUTo3a. ATpaHyJIOINTO3aTa ’
HEYTpOIEHUsITa OOMKHOBEHO OTIYMSIBAT IIPH CIMpaHe Ha Ferriprox, HO ce choOLIaBaT u Cirydau Ha
arpaHyJoOIMTO3a C JIETAICH U3X0J. AKO MAllMeHTHT pa3Bue HH(PEKIHS, JOKATO € Ha JISYeHHUE C
nedepunpoH, TepanusaTa TpsiOBa BeIHATA 1a ce IPeKhCHE U He3abaBHO na ce mpoBepu ABH. bposit Ha
HeyTpoduiuTe TpsiOBa 1a ce MOHUTOPUPA TO-YECTO.

IMauuenTuTe TPsAOBa Aa ObAAT UHGOPMUPAHM 2 CHOOUIST HA CBOS JieKap, aKO MOJy4aT
HAKAKBHM CUMIITOMH, MOKa3Ballly HAJIN4YMe HA HHGeKknHs (KaTo BUCOKA TeMIlepaTypa,
3a4epBeHO I'bPJIO U rpunonoaooHu cumnromn). HezabasHo npexbeHeTe qedepunpoH, ako
NauMeHTHT Noay4n nHpeKkuus.

[Mo-moy e mokazaHo TpeINIOKECHUE 3a JICUSHNE Ha cllydan ¢ HeyTponenus. [Ipermopbusa ce ja ce
HaNpaBy IPOTOKOJ 32 JICUeHHE Ha HEYTPOIICHHS MTPE/IU 3all0YBaHe Ha JICYCHHETO Ha MAIlHEHTUTE C
nehepunpoH.

He tpsi6Ba na ce 3anouBa jiedeHue ¢ AeepuripoH Mpu NalUeHTH ¢ HEYTpOoneHus. PUCKBT OT
arpaHyJIoIHUTO3a U HEYTPONEHHS € MO-BUCOK, ako 6asucuus ABH e mo-manko ot 1,5x10%/1.

3a cubuTns Ha Heyrponerus (ABH < 1,5x10%/1 u > 0,5x10°/1):

HHcTpyKTHpaiiTe manuenTa 1a cipe He3a0aBHO npueMa Ha AeepUIIpOH U BCUUYKH IPYTH JICKapCTBEHU
NPOJIYKTH C MMOTEHIIMAN Jia PUIHHAT HeyTponeHus. [laruenTsT TpsiOBa 1a Ob/ie MoCHhBETBaH Ja
OTpaHNYU KOHTAKTUTE C APYTH JIMIA, 3a 1a HAMaJIM pucka oT nHdekuus. Heobxoanmo e na ce
Hanpasy biHa KpbBHA KapTuHa ([IKK) ¢ nudepenumanno 6poene (JIKK), kopurupana 3a Hannuue Ha
HYKJICAPHH YepBEHHU KPBBHU KJIETKH, Opoil HeyTpoduiu, u 6poil TpOMOOIINTH HEMOCPEICTBEHO IPH
JMarHOCTUIIPAHEe HA CbOMTUETO U CJIEJ TOBA [IOKA3aTEINUTE J1a CE U3CIeBAT €KETHEBHO.
[IpenopbuBa ce ciel Bb3CTAHOBSBAHE OT HEYTPOIICHUTA, €KECEAMUYHO JIa C€ MPOCIEsIBAT IIbIHATa
kpbBHa kapTuHa (I1IKK) ¢ m36posBane Ha Oenure kpbBHHU KieTkH ([IKK), Opost Ha HeyTpodmmu u Opost
Ha TpoMOonuTH. HeoO6xoanmo e Te3n u3ciaeaBanus 1a ce MPaBAT B CJICABAIIUTE TPH CEIMHIIM, 3a A €
CUT'YpHO, Y€ MAIllMEHTHT C€ € Bh3CTAHOBHJI HAIIBIIHO. AKO c€ TI0SIBU HKaKBa HHTEPKYPEHTHA
MH(EKUHs 3ae1HO C HEYTPOICHUATA, TPSIOBa 1a Ce HANpaBsIT NOAXOIIIIHN KYITYpPH, Ja C€ U3BbPILIAT
JMAarHOCTUYHU TPOLICAYPH | Jia C€ HA3HAYM ITOIXOJISII TEPANIEBTHUCH PEIKHM.

3a arpanyuormrosa (ABH < 0,5x10%/1):

CrnenBaiiTe TOpENOCOYEHNTE YKa3aHUs U MpUIaraite aeKBaTHa Tepamnus, KaTo TpaHyIO0UT-KOJIOHNO
CTUMYyJHpall (pakTop, 3alI0YBalKU OT JICHs Ha YCTaHOBABAaHE HA CHOMTHUETO; MIpHUJIaraiTe exeIHEBHO
JI0 ITBJIHO Bb3cTaHOBsiBaHe. Ocurypere n3oianys Ha NalueHTa ¢ IPOTEKTHBHA LIEN, U/HIU ako UMa
KITMHUYHY TTOKa3aHUA, XOCTIUTATH3NPANTE MMalUeHTa.

CrIiecTByBa OrpaHudeHa HH(PpOpMaIs 0 OTHOIIIEHUE Ha TIOTHOBSIBAaHE Ha JiedeHrneTo. ETo 3aimo, B
Clly4dail Ha HEyTPOIIEHHUsI IOJIHOBSIBAHE HA JICUEHHUETO HE ce MpenopbuBa. B ciaydail Ha

arpanyJjionuTosa, MoJHOBABAHC Ha JICUCHUETO € IPOTUBOIIOKA3aHO.

KanueporeHHOCT/MYyTareHHOCT

Ha ocHoBaHMe Ha pe3ynTaTuTe, HOIYUYEHH MIPU FeHOTOKCUYHUTE U3CIIEIBAHNUS, HE MOXKE /1a Ce
M3KJIFOUM €BEHTYAJICH KaHLIEPOTeHEeH NOTeHInall Ha AedepunpoH (Bxk. Touka 5.3).




[L1a3MeHu KOHIIEHTPAIIMH HA ITHHK (Zn>")

I[IpenopbuBa ce MOHUTOPUpPAHE Ha IJIA3MEHKUTE KOHIIEHTpaluK Ha Zn®" 1 106aBsAHeTO My B ciydaii Ha
HEJ0CTaThYHOCT.

[TanmenTy, TO3UTHUBHY 33 BUPYca Ha yoBemIkus nMyHeH nedunut (HIV) wnn apyru
AMYHOKOMIIDOMETHPAHHN HAIINEHTH

Hsima mpoyuBaHus 3a nmpuiokeHueTo Ha aedepunpoH npu HIV mo3uTuBHA, WK TIPH APYTH
UMYHOKOMIIpOMETHPaHHU nanueHT. [lopaan ¢akra, ge nedepurnpos Moxe 1a Obe CBbp3aH ¢ MmosBaTa
Ha HEYTPOIIEHUS U arpaHyJoOUUTO3a, JCYSHNETO P UMYHOKOMIIPOMETHPAH! TALIMEHTH HE TPsAOBa Aa
Ce 3aI04Ba, ako MOTEHIIMAIHUTE MOJI3U HE MIPEBUIIABAT OTCHLUUATHUTE PUCKOBE.

Bbu0Opeuyno nim yepHOAPOOHO YBPEXKIaHE U YepHO1poOHa hubposa

Hsima Hann4HN 1aHHM 32 IPUIIOKEHUE Ha Ae(epUIPOH IPH MALUEHTH ¢ TepMUHAIHA 0bOpedyHa
HEJOCTATHYHOCT WIIH TEXKKO YepHOAPOOHO yBpexaane (BxK. Touka 5.2). TpsbBa 1a ce moaxoxmaa ¢
BHUMaHHE [IPU NAalMeHTH C TepMUHAIHA OBbOpeyHa HETOCTATHYHOCT MITH TEXKa YePHOAPOOHA
muchysknus. [Ipyu Te3u rpynu nauneHTy o BpeMe Ha TepanusTa ¢ qedepunpoH TpsoBa 1a ce
MOHHTOpHUpPAT OBOpeYHaTa U YepHOAPOOHATa (PYHKITMH. AKO ce HabJi0jaBa IIOCTOSHHO YBEINYaBaHe
Ha cepyMHaTa anaHuH amuHoTpanchepasa (ALT), TpsiOBa na ce oOMHCIN CIMpaHe Ha JIEYEHUETO C
neepurpoH.

IIpu marueHTHTE € TamaceMus ce HaOIIoaBa Bpb3ka MEXIy depHOApoOHaTa pubpo3a,
CBPBXHATPYIBAHETO Ha keJs130 u/mim xermatuT C. CriennaiHo BHUMaHHE Ce M3MCKBA 3a J1a ce
YCTaHOBH, Ye 00pa3yBaHETO Ha XEJATHU KOMIUIEKCH € XKeJSI30TO NpH marueHTty ¢ xenatut C e
OIITUMAJIHO. HpI/I TE3U NAIMUCHTH CE€ NMPETIOPHUBA BHUMATCIICH MOHUTOPUHI Ha LIepHO)IpOGHaTEl
XUCTOJIOT UL

IIpoMsaHa Ha 11BeTa HA YpUHATA

[NanuenTure TpsiOBa na ObaaT HHGOPMHUPAHH, YE TAXHATA yPUHA MOXKE Jia CE OIIBETH B YepPBEHUKABO-
Ka(sBO, IOPAIH EKCKPELHUATa Ha KOMILUIEKCa KeJsI30-1e(epuIipoH.

HCBDOJIOI‘I/I‘IHI/I HapyYIICHUA

Hesponornunu HapymeHus ca HaOJIr0IaBaHH TIPH JIela, JIEKYBaHHU C 2,5 MIbTH MO-BHCOKA OT
MaKCHMaJHaTa MPENopbUYUTENHA J103a B IPOIBIDKEHUE Ha HAKOJIKO TOJMHH, HO CHIO ca HAOJI01aBaHu
ChC CTaHAAPTHU 1031 Aedepunpod. HamomusaMe Ha nunara, KOUTO MPEANUCBAT TOBA JIEKApCTBO, Ye HE
ce MpenopbYBaT J103H, 1mo-sucoku ot 100 mg/kg/nen. Ynorpebara Ha nedepunpoH TpsiOBa 1a ce crpe,
aKo ce HaOJII0JaBaT HEBPOJIOTHMYHY HapylieHus (Bxk. Touka 4.8 u 4.9).

KoMOuHMpaHa yrorpeba ¢ Ipyru XeIaTOpH, CBbP3BAIIH YKEJISI30TO

[IpunoxxeHueTo Ha KOMOMHHMpPaHa Teparnus TPOBa J1a ce OOMKCIIM HAa UHIWBU/yaHa OCHOBA.
OTroBopbT Ha TepanusTa TPIOBa J1a CE OICHIBA MEPUOIUYHO U Bh3HUKBAHETO HA HEXKEIIAHU ChOUTHS
Jia ce HaOJrogaBa BHUMaTEIHO. CMBPTHHU CITydad M )KMBOTO3aCTpalllaBally CUTyaluy (IPUIHMHEHH OT
arpaHyJIolnUTO3a) ce cho0IIaBar npu AedepunpoH B KoMOMHAIMA ¢ nedepokcaMud. KomOnMHNpaHaTa
Tepanus ¢ neh)epoKCaMuH HE Ce MPENOoPbUYBa, KOraTO MOHOTEPAIHSTA C XEJIATOP € MOAXOIAIINA UITH
KOTaTo cepyMHHAT GeputrH crnaaa noz 500 pg/l. ma orpaHuveH JaHHU 32 KOMOWHHpaHaTa
ynotpeba Ha Ferriprox u medepasupokc u TpsAOBa Aa ce MoaX0K1a IIPEIIa3InBo, KOTaTo ce OOMUCIIS
W3II0JI3BAHETO Ha M0/J00HA KOMOUHAIIUS.



4.5 BszamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHN NPOAYKTH M APYTrH (OPMH Ha B3auMojeiicTBHe

ITopanyn HeM3BeCTHUS MEXAHU3BM, MO0 KOWTO JAeQepupoH NPUUMHABA HEYTPONICHHUSI, MAIIIEHTUTE He
TpsOBa Ja MpUeMar JeKapcTBEHH MPOAYKTH, 32 KOUTO € U3BECTHO, Ye Ca CBbP3aHU C HEYTPOIICHHS WIIN
TaKuBa, KOUTO MOTaT Ja NPUYMHSAT arpaHyJionnTosa (BX. Touka 4.3).

Twii KaTo eepUnpoH CBHP3Ba METATHA KaTHOHH, CHIIECTBYBA MOTEHIIMAIICH PHCK 32
B3aUMOCHUCTBHSI MEXIY Ae(EepUTIPOH U JIEKAPCTBEHU MPOIAYKTH, ChIIbPIKAIIN TPUBAIIECHTHN KaTHOHH,
KaTO HaIpuMep aHTHAIMIHU CPEJCTBA, ChABPKAIIN alyMUHHEBU KaTHOHH. ETo 3amo He ce
NpenopbyBa €HOBPEMEHHOTO MPUJIOKEHUE HA aHTHAIIUIHU CPEJICTBA, ChABPIKAIIN aTyMHUHUEBU
CheIMHEHMs U 1e()epUTIPOH.

Bce ormie He € HaITBIHO TPOYYEeHA 0€30ITacHOCTTA TP €IHOBPEMEHHaTa yImoTpeda Ha neeprupoH u
ButamuH C. [opanu qoximanBaHy HEKETaHU B3aUMOJICHCTBIS, KOUTO MOTAT Ja C€ MOJIy4aT MEXKIY
nedepokcamut u ButamuH C, ce M3UCKBAa BHUMAaHHE NIPU €IHOBPEMEHHOTO TPUIIOKEHUE Ha
nedepunpon u sutamud C.

4.6 DepTUauTeT, OPEMEHHOCT H KbPMeEHe

Kenu ¢ pereposicH HOTCHHI/IaJI/KOHTDaHeHHI/ISI OpHu MBKE U )KCHU

[Topany reHOTOKCHYHUS MOTEHIMAN Ha AeepunpoH (Bx. Touka 5.3) Ha )KEHUTE C JeTepoJicH
MTOTCHIIMAJT C€ TIPETTOPhUBa Ja U3IMOJI3BAT e(hEeKTHBHHU KOHTPAIISITUBHA MEPKHU U J1a H30TBatT
3abpeMeHsBaHe, TOKATO ca Ha JieueHue ¢ Ferriprox u B mpoabiiKeHNe Ha 6 Mecera clie]] 3aBbpIIBaHe
Ha JIEUEHUETO.

Ha MpxeTe ce mpenophiBa 1a N3MOI3BaT e(DEKTUBHN KOHTPAIICTITUBHI MEPKH | JIa HE Ch3/1aBaT
MOKOJICHHE, T0KaTo npuemMat Ferriprox u B IpoibJDKEHNE Ha 3 Mecella clie/l 3aBbpLIBaHe Ha
JICYECHUETO.

bpemenHoct

Hsma noctarbuHO gaHHM OT ynoTrpebara Ha AedepuripoH mnpu opemenHu xenu. [IpoyuBanusrta nmpu
JKUBOTHH TIOKa3BaT PENPOTyKTUBHA TOKCHYHOCT (BK. Touka 5.3). IloTeHIamHusAT pUCK IpH X0pa He €
U3BECTEH.

BpemennunTe xeHu TpsOBa Aa OBAAT CHBETBAHM He3a0aBHO Jla CTIpaT IpreMa Ha aedepunpoH
(Bk. TOuKa 4.3).

Kbpmene
He e ycranoBeno nanu nedepunpoH ce eKcKkperupa B kKbpMmara. He ca npoBeieHr npeHaTalTHu W
MOCTHATAIIHU PENPOAYKTUBHU MPOYYBAHHS MTPH KUBOTHU. [ledepuripon He TpsiOBa aa ce u3noi3Ba

P KbpPMauKku. AKO JICUCHHETO HE MOJXKE Ja ObJic M30erHaTo, KbpMEHETO TPsiOBa 1a ce cupe (BK.
Touka 4.3).

DepTunurer

He ca 3abensi3anu Bb3IEHCTBUS BEPXY (PEPTUIIATETA UK PAHHOTO EMOPHUOHAIHO pa3BUTHEC HA
JKUBOTHHUTE (BK. Touka 5.3).

4.7 EdexTu BbpXy cioco0HOCTTA 32 o¢upane u padoTa ¢ MAIIMHU

Henpunoxumo



4.8 Hexenanm JekapcTBeHH peaKIMA

Pesrome Ha mpodria Ha 6€30MacHOCT

Haii-yecture HexxenaHu peakLuy, CbOOIIaBaHH 110 BpeMe Ha JIedeHue ¢ AeepUuIipoH Mpy KIMHUYHUTE
NPOY4BaHUsI, ca rajieHe, IOBpbIIaHe, OONKHU B KOpeMa U XpOMaTypHsl, KOUTO ce ChOOLIaBaT Npu
nosede oT 10% ot manuenTture. Haif-cepro3naTta HexenaHa peakius, cho0IIaBana Mpyu KIMHUIHNATE
Npoy4BaHUs ¢ AehEePUIIPOH, € arpaHyJIONNUTO3a, ONpeAeIeHa KaTo abcotoTeH Opoii HeyTpoduin mo-
mask ot 0,5x10%/1, kosiTo ce HabMOaBa py NpUOIM3UTENHO 1% OT manuenTute. [1o-ManKo TeXKH
MIPUCTHIN HA HEYTPOICHHS C€ ChOOIIaBaT MpH NMPUOIU3UTETHO 5% OT MallnEeHTHUTE.

TabnauueH COUChK HA HEKEITAHUTE PCAKIINN

YecroTH Ha HEeXeJIaHUTE peakiuu: MHOTO uecTH (>1/10), wectu (>1/100 no <1/10), c Heu3BecTHa
yecToTa (0T HAIMYHHUTE JaHHU HEe MOXKe Ja ObJle HampaBeHa OICHKA).

Tabnuya 2: Cnucvk Ha HedcenanHume peaxyuu

CucreMo-opraHeH Kjiac MHoro yectu | Yeetn C Heu3BecTHA
(=1/10) (=1/100 no <1/10) | yecroTa
Hapymenns Ha kppBTa 1 TUMQHATa Heyrponenus
cucrema Arpanynonurosa
Hapymenns Ha nMyHHaTa cucrema Peakunn Ha
CBPBXYYBCTBUTEIIHOCT
Hapymenus na metabonusma u [ToBuiieH aneTut
XpaHEHeTo
Hapymienus Ha HepBHaTa cUCTEMa I'maBobosine
CroManiHo-4YpeBHU HapyLIECHUS lanene Huapus
Kopemna
Oonka
[ToBpbilane
Hapyuenus Ha koxara u O6puB
IIOJKOXKHATA ThKaH Yprukapust
Hapymenus Ha MyckyJiHO- ApTtpanrus
CKeJIeTHaTa CUCTeMa U
CHhEeIMHUTETHATA ThKaH
Hapymenns na 0s0penure u Xpomarypust
MUKOYHHUTE MBTHUINA
OO0y HapymeHus 1 eeKTH Ha Ymopa
MSICTOTO Ha IPHUIIOKEHHE
N3cnensanns IToBumenu
CTOMHOCTHU Ha
YepHOIPOOHHTE
EH3UMHU

Onucanue Ha HOI[6DaHI/I HCXCJIaHU JICKAPCTBCHU PCAKITMN

Haii-cepno3nara HexxenaHa peakius, JOKJIaJBaHa B KIMHUYHH IIPOYYBaHUS C 1e(hepUIIPOH €
arpanynonurosa (Heyrpodumu <0,5x10°/1), ¢ uectota ot 1,1% (0,6 cyuyas za 100 HaIMEHTOrOAUHH
neyenue) (Bxk. Touka 4.4). JlanauTe 0T COOpHUTE KIMHUYHH IPOYUYBAHUS IPHU NALUEHTH ChC
CHCTEMHO IIPETOBAPBAaHE C XKeJIA30 ca MoKa3aiu, 4ye 63% OoT enu30auTe Ha arpaHyIoNUTO3a Bb3HUKBAT
B PaMKHUTE Ha IbPBUTE MIECT Mecena OT JieueHneTo, 74% B paMKuTe Ha IbpBaTa roanHa u 26% cien
€/lHa TOJMHA OT TepanusaTa. MeauaHaTa Ha BpEMETO 10 HACThIIBAaHE Ha IIbPBUS €MU30.1 HA
arpanynornuro3a ¢ 190 muu (¢ muanaszon 22 aau — 17,6 ronuHN), @ MeIHaHaTa Ha MPOIBDKUTEITHOCTTA
B KIMHUYHUTE MpoyuBanus e 10 quu. Jleranen uzxon ce HabmoaaBa npu 8,3% OT chOOIIEHNTE
eMHU304M Ha arpaHyJIONUTO3a OT KIWHUYHUTE IPOYYBAHHS U IOCTMAPKETUHTOBHUS OITHT.



HabmoaBaHaTa 4ecToTa Ha To-nekata popMa Ha HeyTponenus (seyTpodumu < 1,5x10%/1) e 4,9%
(2,5 caygast Ha 100 marmentoroannn). Ta3u decTora TpsOBa 1a ce UMa MpEABUI B KOHTEKCTa Ha
HaJIMYHATa MI0-BUCOKA YECTOTA Ha HEYTPOIICHUS MPH MALUEHTH C TAJIACEMUSI U OCOOCHO MPHU OHE3U C
XUTEPCIUICHU3IBM.

Crnyuyan Ha Auapusi, Hali-4ecTo JIeKH U IPEXOTHH, ca JIOKJIaIBaHU IPH AUEHTH, JeKyBaHU C
nedhepunpor. CTtomManrHo-4peBHATE e(hEeKTH ca IMO-9eCTH B HAYAJIOTO HA TEPAMMSITA U TP IIOBEUETO
MAIMEHTH T U3Ue3BaT CJIC]] HIKOJIKO CeMUIIM Oe3 Jla ce Hajlara npeKbhCBaHe Ha jieueHuero. [Ipu
HSKOM TMallMeHTH TOJIE3HO ce OKa3Ba MOHMKAaBaHEe Ha J103aTa Ha JAe(pepUIpoH 1 Clie] TOBa Bb3BPHIIAHE
KBM IThpBOHAUATHATA MO3UpOBKa. [Ipn manuenTy, ieKyBaHu ¢ JedepHuIpoH ce choOImana 3a
apTpomaTHs, KOSTO BapHupa OT Jieka 00JIKa B €JIHA WU MIOBEYE CTaBU JIO TEXKBK apTpUT ¢ edy3us u
3HAYUTEITHO WHBAHIU3UpaHe. JlekuTe popMH Ha apTPONATHH Ca TIPEXOIHH.

[Ipu HAKOM MAMEHTH, TPUEMaITH JeEPUITPOH, C€ ChOOINABAT MOBUIIICHA HUBA HA CEPYMHUTE
yepHOAPOOHU eH3uMU. [Ipn oBEeYeTO OT Te3H MAIUEHTH, TOBUIIEHHETO € ACUMIITOMHO U MPEXO/IHO.
HuBara Ha cepyMHUTE €H3UMH Ce BB3BPBIIAT KbM H3XOJHUTE CTOMHOCTH 0€3 IpeKbCBaHe Ha
JICYCHUETO WM TTOHKaBaHe Ha 1o3aTa Ha aedepuripoH (BxK. Touka 4.4).

IIpu HAKOW TAITMEHTH ce MPOSBABA IIporpecuparia Guopo3a, CBbp3aHa C IMOBHUIIEHO HATPYIIBaHE HA
skerrs30 i ¢ xenatur C.

[Ipu mManka 4acT OT MaMEeHTHTEe, TOHWKEHNETO B TUIA3MEHUTE HHUBA HA IIMHKA CE CBHP3Ba C
ynotpebaTa Ha nedepunpoH. HupaTa ce HOpMaM3upar ciie IepopaHoO Jo0aBsHEe Ha ITUHK.

Hesponornunu Hapymenus (Hanpumep nepedenapHi CUMITOMH, TUIUIONUS, JaTepaieH HUCTarbM,
3a0aBeHa IICHXOMOTOPHA (PYHKITHS, MBIKEHNS Ha KUTKUTE M aKCHAJICH XUIIOTOHYC) ca HabJt01aBaHH
NpH Jiela, Ha KOUTO YMHIIJICHO € TIPEANUCBana 2,5 MbTH IM0-BHCOKA OT MaKCHMAJTHATA
npenopbeunTesHa 1o3a ot 100 mg/kg/nen B npoabiokeHre Ha HAKOIKO roguHu. Ennzoam Ha
XHUIIOTOHHMSI, HECTAOMITHOCT, HECTIOCOOHOCT 3a XOCHE M XUIIEPTOHUS ¢ HECTIOCOOHOCT 3a ABMKEHHE Ha
KpalHUIMTE ce ChOOIIABAT MPH JIella B TOCTMAPKETHHT OB YCIIOBHS ChC CTAHJIAPTHU JIO3H
nedepunpoH. HeBposornuHuTe HapyIeHUs IPOrPECUBHO ca HaMaJIsiBAIIU cJie]l PeKpaTsIBaHe Ha
neyeHueTo ¢ aedepurpoH (Bx. Touku 4.4 u 4.9).

[IpodunsT Ha GezomacHOCT Ha KOMOMHUpaHaTa TepanusaTa (aedepuripoH u aedepoKCcaMuH),
Ha6JHOILaBaH IIpU KIMHUYHUTE MPOYUIBAHUSA, TIOCT-MAaPKCTUHI'OBUS OITUT WJIN Hy6J]I/IKYBaHaTa
JUTEPaTypa, € CbBMECTHM C TO3H, XapaKTEePEH 3a MOHOTEpanusTa.

Hannute ot cOopHara 6a3a 1aHHM 32 0€30MaCHOCT OT KJIMHUYHUTE MPOYYBAHUS

(1 343 manueHTOroIMHN EKCIO3UIIMS Ha MOHOTepanus ¢ Ferriprox u 244 naiieHToroiuHu
excrio3uIys Ha Ferriprox u gedepokcaMuH) mokassar craructuiecku 3Hadumu (p<0,05) paznmuus B
YeCcToTaTa Ha HeXKEJIAHUTE PEaKIINU Bh3 OCHOBA HA CHCTEMO-OPTraHHuUA Kiac 3a ,,CbpeuHn
HapyeHus”, ,,Hapymienus: Ha MyCKyJIHO-CKeJIeTHaTa CUCTEMAa U CheAUHUTEHATA ThKaH ™ U
»Hapy1reHus Ha 0p0penuTe U MMKoYHNUTE MhTUIA” . YectoTute Ha ,,Hapyienns Ha MyCKyJTHO-
CKeJIeTHATa CHUCTEMAa U CheMHUTEIIHATA ThKaH ™ U ,,Hapymmenns Ha 0B0penuTe 1 MUKOYHUTE IHTHINA”
ca T0-HUCKH NMPU KOMOMHUpPAHATA TEPAIHsI, OTKOJIKOTO IIPH MOHOTEPAIHUATa, a 4eCTOTaTa Ha
,»CBhpJIIEYHN HAPYIICHUS* € M0-BUCOKA P KOMOWHUpaHATa TEPAIUATA, OTKOIKOTO PH
MoHoTepanusTa. [lo-Bucokara creneH Ha ,,Chp/IedHN HapyIIeHUS , ChoOIaBaHa o BpeMe Ha
KOMOWHUpaHATa Teparnus, OTKOIKOTO IMIPH MOHOTEPAIHATA C€ ABJIKU BEPOSTHO HA IMO-BUCOKATA
YeCcTOTa Ha MPEIBAPUTEIIHO CHIIECTBYBAIIN ChPACUHU HAPYIICHUS IIPU MALIUEHTUTE, KOUTO
noJrydaBaT KOMOMHHpaHa Tepanus. Heo0XoauMo € BHUMATEITHO HAOOIeHHE 32 ChPJCYHN CHOUTHS
TIPH MMAIIMCHTH Ha KOMOMHUpaHa Tepanws (BX. Touka 4.4).

UYecTtoTuTe Ha HEKETAHUTE PEaKLMU, OIyYeHH Npu 18 aena u 97 Bb3pacTHU, JIEKYBaHU C
KOMOMHMpaHa Tepamusi, He ca 3HAUYUTETHO Pa3INYHU MEXAY JBETE Bb3PACTOBU IPYNH C U3KIIOUECHHUE
Ha yectoTaTta Ha aptpomnatus (11,1% mpu gema crp. Hyna npu Be3pactau, p=0,02). Onenkara Ha
yecToTara Ha peakuuute npu 100 manueHTOroArHN eKCIO3HULMS MOKa3Ba, Y€ caMo YecToTara Ha
IAapusl € 3HAUUTEITHO IMo-Brucoka mpu feria (11,1) orkomkoTo mpu B3pacTaH (2,0; p=0,01).



CrpoO11aBade Ha [OJO3MPAHU HEXKETaHU PEAKIIUN

Cro0I1aBaHeTo Ha TIOJI03UPAHU HEKEIIAHU PEaKIMU CIIe/ pa3peniaBaHe 3a ynorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakHO. ToBa M03BOIIsBa 1a MPOIBIDKH HAOIIOJCHHETO Ha ChOTHOIIICHUETO TOJI3a/PHUCK 32
JIEKapCTBEHUS MPOIyKT. OT MEIUIIMHCKUTE CIICIIHATHUCTH C€ M3MUCKBA J]a ChOOIIaBaT BCsIKa
MOI03MpaHa HeKellaHa PEaKIis Ipe3 HalMOHATHA CHCTEMa 3a ChOOIIaBaHe, TOCOYEHa B

Ilpunoxenue V.

4.9 Ilpeno3upane

Hsama cpoOmenus 3a coyyan Ha npejo3upaHe. Bepeku ToBa HEBpOJIIOTUYHU HApyIIEHUS (HapuMep
nepedenapHu CUMIITOMHU, JUIUIONHS, JIATepalieH HUCTAr'bM, 3a0aBeHa TICHXOMOTOPHA (BYHKITHS,
JABMOKCHHS HA KUTKUTE U aKCHAJICH XI/IHOTOHyC) ca Ha6JHOI[aBaHI/I Ipu Aena, Ha KOUTO YMHUIIJICHO €
IpeanucBana 2,5 TbTH MO-BUCOKA OT MaKCHMAaJIHaTa penopbunTenHa no3a ot 100 mg/kg/nen B
NPOIBIKEHUE HA HAKOJIKO FOJUHA. HeBponornyHuTe HapyIIeH!s! TPOTPECUBHO HAMAJISIBAT CJIC
NpEeyCTaHOBSIBAaHE Ha JICUCHUETO C JeepHUIIPOH.

IIpu npemo3upane € HEOOXOAMMO MHOTO CTPUKTHO KIIMHUYHO HAOIOZCHNE HA MAIleHTA.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOHCTBA

dapMakoTepaneBTHYHA rpyma: Bcuuky apyru TepaneBTHYHU IPOIYKTH, CPEICTBA, 00pa3yBaliu
xegat ¢ xena301o, ATC kox: VO3ACO02

MexaHu3bM Ha JEUCTBUE

AKTUBHOTO BeIECTBO € AedepurpoH (3-xuapokcu-1,2-rumeTninupuna-4-e1Ho); OuIeHTAT JIMTaH I,
KOHTO CBBp3Ba KEJIA30TO B MOJIAPHO ChOTHOIIEHUE 3:1.

(DaDMaKOIII/IHaMI/IT-IHI/I e(beKTI/I

KiuHUYHUTE NpOyYBaHUs MOKa3BaT, ue Ferriprox ¢ eeKTHBEH B yIECHsBAaHE HA EKCKPEIHATA Ha
JKEJA30. Y CTAaHOBEHO €, Ue MPHUIIOKEHNETo Ha o01mIa fo3a 75 mg/kg AHEBHO MOXKe J1a MPeTOTBPaTH
NporpecusiTa Ha HATPYIIBaHE Ha XKeJs30, OLIEHEHO Ype3 CepyMHUsI (DEPUTHH MPY TALUEHTH C
TpaHC(Y3MOHHO 3aBUCHMA TajaceMus. JlaHHUTE OT MyOIMKyBaHATa JIUTEPATypa 32 MPOYUBAHUSITA
BBPXY OaynaHca Ha KelsA30 MPU MAlMEHTH C TalaceMHUsl Mallop Mmoka3Bar, ue yrnorpebara Ha Ferriprox
€THOBPEMEHHO ¢ Jie)epoKcaMiH (ChbBMECTHO MPUIIOKEHHNE Ha JIBaTa XelnaTopa B TCUCHNE Ha eIUH H
CBIIH JICH, WM €AHOBPEMEHHO WIIM TIOCIIEI0BATENHO, Hanp. Ferriprox npes neHs u nedepokcaMuH
npe3 HOIITa), PEAN3BUKBAT MO-TOJISIMA EKCKPEIUS Ha JKENSA30, OTKOJIKOTO BCEKH OT JIGKAPCTBEHUTE
MPOIYKTH TTooTAeHO. J{o3uTe Ferriprox B Te3u mpoyuBanus Bapupat ot 50 go 100 mg/kg/men, a
no3ute aedeporxcamun ot 40 10 60 mg/kg/nen. HezaBucuMo OT TOBa, TepanusiTa ¢ XeInarooopasyBaliu
CpeACTBA HE BUHATM UMa MIPOTEKTUBEH €()eKT CPEeILy JKEIA30-MHAYUPAHOTO OPraHHO YBPEXKIAHE.

Kimnanuna eduxacHOCT ¥ 0€3011aCHOCT

[IpoBenenu ca KIMHUYHY NPOYYBaHUS 3a epuKacHoOCT ¢ puamupanu Tadnetku 500 mg.

[poyuBanus LA16-0102, LA-01 u LA08-9701 cpaBusBaT edukacHocTTa Ha Ferriprox ¢ Ta3u Ha

nedepoKkcaMHH 32 KOHTPOJIUPAHE Ha CEpyMHHUS (EPUTHH NPH MALUEHTH ¢ TpaHC()Y3HOHHO 3aBHCUMA
tanacemus. Ferriprox u nedepokcaMuH ca paBHOCTOIHH 3a IOCTUTAHE HA HETHO CTAOMIN3UpaHEe WIIH
HaMaJIsiBaHe Ha HATPyIBAHETO Ha XKeJsA30 B OpraHu3Ma, He3aBHCUMO OT HENIPEKhCHATOTO BHBEXKIAHE
Ha KeJs30 Ype3 KPbBOMpPEINBaHe IPH TE3U MaeHTH (U PErpeCHOHHMS aHATU3 HE Ce yCTaHOBSIBA
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pas3nuka B Jesia Ha NaldeHTHUTe ¢ OTPULATEIHA TeHACHIMS Ha CEpyMHHUS (PEPUTHH MEKIY IBETE
nexyBaHu rpymu, p > 0,05).

3a KOJIMYECTBEHO OIpeIeNsiHE Ha 0TVIOKEHOTO B MUOKap/1a JKeJsA30 € U3I0JI3BaHO U 00pa3Ho
u3cienBaHe C aapeHoMarauTe pesonanc (IMP), T2*. CBpbxHaTpyBaHETO Ha XKEISA30 BOIH 110
3aBHUCHMa OT KOHIIEHTpaIuATa 3aryoa Ha curaai npu SIMP T2*, kaTo HOBHIIEHOTO ChABpPKaHUE HA
JKEJS30 B MHOKapIa HamassaBa ctoinoctute Ha IMP T2* 3a muokapmaa. Croitnoctr Ha SIMP T2* 3a
MuoKap/a rnoa 20 ms 1Mokas3BaT HaTpyNBaHE Ha JKeNsI30 B ¢hpleTo. [loBuIaBaHETO Ha CTOWHOCTUTE Ha
SIMP T2* mipu nedeHwne 1mokas3Ba , ue )eJsI30TO € OTCTPAHEHO OT ChPIeTo. JlokyMeHTHpaHa €
MTOJIOKUTENTHA BPh3Ka MEK Iy croitHocTuTe HA SIMP T2* u chpneunara QyHKIus (M3MepeHa
NOCPEICTBOM JIeBoKamepHata (ppaxuus Ha nzrinacksane (LVEF)).

IIpoyusane LA16-0102 cpaBusBa epukacHocTTa Ha Ferriprox ¢ Tasu Ha AedepoKCaMuH 3a
HaMaJsiBaHE Ha HATPYIBAHETO Ha )KeJsI30 B CHPLETO U MoJI00psIBaHe HA ChpAeyHaTa QYHKIHS
(m3mepena nocpeactBom LVEF) npu nanuenTtu ¢ tpancdy3nonHo 3aBucuma tanacemus. lllectnecer u
€/IMH TAIIMEeHTH ChC CBPBXHATPYIIBaHE Ha XKEJA30 B CHPIIETO, BeUe JIEKYBaHH ¢ JeepOKCaMUH, ca
PpaHIOMU3MPAHNU Ja POABIDKAT JiedeHneTo ¢ aedepoxcamut (cpenna noza 43 mg/kg/nen, N=31) unun
Jla MpeMUHAaT KbM JiedeHue ¢ Ferriprox (cpeana nosza 92 mg/kg/nen, N=29). IIpe3 12-meceunus
TIEpPHOT Ha Ipoy4YBaHeTo Ferriprox e mo-eekTuBeH OT AehepOKCaMIH 3a HaMaJIIBaHEe Ha
HATPYIBAHETO Ha XKeJs30 B ¢hbpIieTo. [Ipu manuenTure, neKyBanu ¢ Ferriprox, uma nojoopeHue Ha
cbpaeuHata T2* ¢ moBede oT 3 ms B cpaBHEHHUE € IPOMSIHA OT OKOJIO 1 mS MpH JIEKyBaHUTE C
nedpepoxcamut. Kem cpius momenT LVEF e nosuieHa cripsiMo U3X0JHOTO HUBO C

3,07 + 3,58 abcomotHu enunuiy (%) B rpymnata Ha Ferriprox u ¢ 0,32 + 3,38 aGCONIOTHH €AMHALINA
(%) B rpynara Ha nedepokcamuH (pasznuka Mexay rpymure, p = 0,003).

IIpoyuBane LA12-9907 cpaBHsABa MPESKUBAEMOCTTA, YECTOTATA HA CHPACYHU 3a00JSIBAaHUS, KAKTO U
MIPOTpECUPAHETO Ha ChpAeYHO 3abosaBane npu 129 manuenTy ¢ TajgaceMus Maiiop, JeKyBaHH C
Ferriprox (N=54) unu nedepoxcamu (N=75) B npobiokeHe Ha Hail-Manko 4 rogunn. CbpAedHNTE
KpaiHU TOYKHU Ca OLEHSIBaHU IIOCPEACTBOM €XOKapAUOrpama, eIeKTpoKapAHorpaMa, Kiacurukanusra
Ha Hroilopkckara xapamosnorudna acormanus (New York Heart Association) u cMBpT BCclieACTBHE Ha
chbp/euHO 3a0oisiBane. [Ipu mbpBOHAYANTHATA OLIEHKA HAMA 3HAYMMa Pa3JiKa B Jieia Ha MallUCHTUTE
cbe chpaeuna auchynkims (13% 3a Ferriprox cripsimo 16% 3a nedepokcamun). OT MaUEHTUTE ChC
chpJedHa MuchyHKIHS PH MFPBOHAYAITHATA OIIEHKA, HUTO €/IWH OT JIEKYBaHUTE C AeQepunpoH,
cupsamo getupuma (33%) ot exyBaHUTE ¢ AeepOKCaMIH, HIMa BIIOIIABAHE HAa ChPJCYHHUS CTATyC
(p=0,245). HoBommarnoctunmpana cbpjeuHa quchyHkius ce paspusa npu 13 (20,6%) ekyBanu ¢
nedepokcaMuH nauueHTu u npu 2 (4,3%) nexyBanu ¢ Ferriprox nauueHTH, KOUTO HE ca HMalld
CchpIevyHo 3abosiBaHe TpH MhpBoHadYanHara oreHka (p=0,013). KaTo msto mo-Manko JieKyBaHH ¢
Ferriprox manuenTu crpsiMo JiekyBanute ¢ aedepokcamun (4% cperry 20%, p=0,007) nokassar
BJIOIIABAHE Ha ChpJeYHaTa TMCQYHKIMS 3a IEpHOa OT IIbPBOHAYAIHATA A0 MOCJeIHaTa OLCHKA.

JlanauTe OT MyOJIMKyBaHaTa TUTEpPaTypa ChOTBETCTBAT HA PE3YJITATUTE OT MIPOYYBAHUSATA,

CIIOHCOpUPAHN OT KOMIIaHHATA, KOUTO IMOKAa3BaT MO-MaJIKO CbpPJACYHU 3a00/IIBaHUS W/UIH TOBUIIICHA
MMPEXKUBACMOCT IIPU NMALTUCHTUTE, JICKYBAHU C Ferriprox, OTKOJIKOTO IIpH JICKYBAHUTC C I[C(I)epOKcaMI/IH.
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Enno pangoMusupano, miane6o-KOHTPOJIMPaHO, TBOMHOCIIAIIO MPOYYBaHE OLICHABA e(eKTa Ha
eHOBpEeMEeHHaTa Tepanus ¢ Ferriprox u nedepokcaMuH Ipy NaMEHTH C TAIaceMUsl Maliop, KOUTO
MIpeIH TOBA ca MOJydyaBaly CTaHJapTHATAa MOHOTEpAIHUsA C XeIaTo00pa3yBaTely C MOAKOKEH
nedepoKCaMUH U Ca HMaJIH JISKO JI0 YMEPEHO ChPJCUYHO HATOBAPBAHE C XKelA30 (MuokapaHo T2* ot
8 10 20 ms). Crnen panaoMuzanusaTa 32 maueHTy noinydasar gedepokcamud (34,9 mg/kg/nen 3a

5 naw/ceqmuna) u Ferriprox (75 mg/kg/nen), a 33 mamueHTr oay4yaBaT MOHOTEPAITHS C
nedepoxcamut (43,4 mg/kg/nen 3a 5 qau/cenmua). Cies enHa TOaUHA TEPaIys B IPOYIBAHETO
NalMeHTHUTE Ha €THOBPEMEHHA Tepalus C XeIaToo0pa3yBaTely MoTydaBaT 3HAYUTEHO TO-TOJISIMO
noHmkeHne Ha cepyMHus ¢eputud (1 574 pg/l no 598 ng/l c enHOBpEeMeHHaTa Tepamnus Cp.

1379 pg/l mo 1 146 pg/l c monotepamnusra ¢ nepepokcamus, p<0,001), 3HAYUTEITHO TO-TOIIMO
NOHW)KEHHE HAa MUOKAapIHOTO MPETOBapBaHe C ’KeJsI30, OLEHEHO OCPECTBOM MOBHUIIIeHHe Ha T2*
npu AAMP (11,7 ms no 17,7 ms ¢ eqHOBpeMeHHaTa Tepanus cup. 12,4 ms o 15,7 ms ¢ MoHOTEpanusiTa
¢ nedepokcamuH, p=0,02) 1 3HAYUTEITHO MO-TOJIIMO TTOHIKEHNE Ha KOHIICHTPAIUATA Ha KEJISI30 B
YepHUS IPO0, CHINO OIEHEHO MOCcpeaAcTBOM noBuieHue Ha T2* mpu AMP (4,9 ms 10 10,7 ms ¢
eHOBpeMeHHarta Tepanus cup. 4,2 ms 10 5,0 ms ¢ MoHOTEpanusTa ¢ nedepoxkcamus, p< 0,001).

IIpoyuBane LA37-1111 e mpoBeneHo, 3a 1a ce OoleHH ePEKTHT HA SAUHUIHH TCPATICBTUIHI

(33 mg/kg) u cynparepaneBtrynu (50 mg/kg) nepopantu 103U 1edepUNPOH BEPXY
npoabokuTenHocTTa Ha QT MHTEepBaa npu 3apaBu A0OpOBOIIHM. MakcuMallHaTa pa3iinKa MEeXIY
CTOWHOCTTA Ha HAal-MaJIKUTE CPETHU KBaApaTH Ha TeparneBTUYHATA 1032 U miaredo e 3,01 ms (ropHa
rpanuia Ha 95% enHocTpaHeH AoBepuTenaeH uutepsai: 5,01 ms), a MeXIy CTOMHOCTTA HA Hall-
MaJIKUTE CPEeTHHU KBaIpaTH Ha CylpaTeparneBTuIHaTa 103a u mianebo e 5,23 ms (ropHa rpaHuia Ha
95% emHOCTpaHeH noBepuTeneH uHTepBal: 7,19 ms). 3akmouernero e, ue Ferriprox He BOIH 110
3HauuMO ynbnkaBane Ha QT nHTepBaia.

5.2 @apmakoKUHETHYHU CBOMCTBA

AGcopOuus

Hedbepunpon ce abcopbupa 6Hp30 B TOPHUTE OTACTH HA CTOMAITHO-UYPEBHUS TPAKT. MaKCHUMaJTHATE
CepyMHHU KOHIIEHTpaIuu ce HaOroaaBar 45 1o 60 min cien eHOKpaTHA /1033, IPUETA OT MAI[UCHTH
,-Ha TIagHO”. BpeMero 3a ocTurane Ha MaKCHMaTHUTE CEPyMHH KOHIICHTPAIIMHA MOXE J1a C€ Y IBJIKH
JI0 2 yaca Mpy MalueHTH, TPHEMaNH XpaHa.

Cren npunoxeHue Ha 103a oT 25 mg/kg, mo-HUCKU MaKCUMalTHA CEpyMHU KOHIICHTPAIMH ca
M3MEpEeHH NIPH MAIMEeHTH, TpueMaii xpana (85 umol/l), oTKOIKOTO Npy NaIMeHTH ,,Ha TTIaJaHo”
(126 pumol/l), BeIIpeky ve He € HabI01aBaHO HaMaJsIBaHE Ha KOJIMYECTBOTO Ha abcopOupanus
JedepHurpoH, KoraTo TOH e IpularaH ¢ XpaHa.

Buorpanchopmanms

Hedepurpon ce metabomu3upa MPeUMHO 10 TIIIOKYPOHU KOHIOTaT. T0o31 METabOIUT HEe MPUTEKABa
JKeJISI30-CBbP3BAIl] KalaluTeT, HOPaId HHAKTHBUPAHE Ha 3-XUIIPOKCH rpyraTa Ha JgeepHITpoH.
MakcuMasHU cepyMHH KOHIICHTPAIIMH Ha TIIFOKYPOHKIA Ce TToJTydaBaT Ha 2 10 3 yaca cie[
MPUIIOKEHUETO HA JePEPUTIPOH.

Enumunupane

[pu xopa, nedepunpoH ce enMMUHUPA OCHOBHO upe3 0b0penute; 75% mo 90% ot mpuetara no3a ce
OTKpHWBa B YpHHATa Ipe3 MbpBUTE 24 Yaca, moja hopmata Ha cBOOOIeH AeepunpoH, TIOKYPOHUICH
MEeTa0OJUT M KOMILIeKca JKems30-aedepunpor. ChoOIIaBa ce 3a MpOMEHIMBH KOJIMIECTBA Ha
JIEKapCTBOTO, EIMMUHHUPaHU upe3 (ekanuute. [Ipu moBeyeTo nanuenTH, eTMMHUHAMOHHUST
MOJIYKUBOT € 2 10 3 yaca.
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B’B6DG‘IHO YBPCKIAAHE

[IpoBeneHo € OTKPUTO, HEPaHIOMHU3UPAHO, TAPANICIIHOTPYIIOBO KJIMHUYHO MPOYYBaHE 3a OIICHKA Ha
edexTa Ha yBpeaeHa Ob0peyHa QyHKIUS BEPXY 0€30IacHOCTTa, MIOHOCHMOCTTA U
(hapmMakoKHHETHKATa Ha eAMHUYHA MepopaiHa no3a oT 33 mg/kg Ferriprox ¢unmmupanu TabneTku.
VYyacTHHIUTE ca KaTerOPH3UPaHH B 4 TPyNU Bb3 OCHOBA Ha M3UMCIICHATa CKOPOCT Ha INIOMEpYJIHA
¢unrpanus (eGFR): 3apau no6posomm, (eGFR > 90 ml/min/1,73m?), nexo 6s6peuHo yBpexnane
(eGFR 60-89 ml/min/1,73m?), ymepeno 6b6peuno yspesxaane (€GFR 30-59 ml/min/1,73m?) u Texko
666peuno yBpexaane (eGFR 15-29 ml/min/1,73m?). CucTeMHaTa eKCIO3MIHS Ha 1edepUIIpoH n
HETOBUS MeTabonuT aedepuripo 3-O-rmokyporus e oreneHa upe3 OK mapamerpn Crax 1 AUC.

HesaBucumo oT creneHTa Ha OBOPEYHOTO YBpEXKIAHE MMO-TOJIIMATA YacT OT Jo3ara Ferriprox ce
eKCKpeTHpa B ypHUHATa B paMKUTE Ha mbpBUTE 24 yaca kaTo nedepunpon 3-O-rimokyponun. He ce
HaOnro1aBa 3HaYMM e)eKT Ha OBOPEYHOTO YBPEXKIaHEe BbPXY CUCTEMHATa SKCIIO3UIHS Ha
nedepurpos. CUCTeMHaTa eKCIIO3UIUS Ha HEaKTUBHUS 3-O-TIIIOKYPOHH] CE YBEINYaBa C
HamasBaHeTo Ha eGFR. Bb3 ocHOBa Ha pe3ynTaTtuTe OT TOBA IIPOYYBaHE HE € HEOOX0IUMMa KOPEKIIHS
B CXeMaTa Ha Mpuiarane Ha Ferriprox mpu manueHTy ¢ yBpeneHa 6s0peuna dhyaknus. be3omacaocrra
u papmMakoknHeTHKaTa Ha Ferriprox mpu manyeHT ¢ TepMuHaNHa ObOpeyHa HeJOCTAaTHYHOCT He ca
W3BECTHH.

YepHoapoOHO YBpEKIaHE

[IpoBeneHo € OTKPHUTO, HEPAHJOMHU3UPAHO, TAPANETHOTPYIIOBO KIIMHUYHO MPOYYBaHE 3a OIIEHKA Ha
edexTa Ha yBpeIeHa YepHOAPOOHA PYHKITHSI BBPXY 0€30MIaCHOCTTA, TOHOCUMOCTTA U
(hapMaKOKMHETHKATa Ha eAMHIYHA nepopayiHa 1o3a ot 33 mg/kg Ferriprox ¢punmupanu tabiaerku.
YyacTHUIINTE ca KaTeTOpU3UPaHH B 3 TPYIH Bb3 OCHOBA Ha ckopa 1o kinacudukanusata Child-Pugh:
3/1paBu JOOPOBOJITH, JIEKO YepHOAPOOHO yBpexkaane (Kiac A: 5— 6 ToOukn) U yMepeHO YePHOIPOOHO
yBpexxaane (Kmac B: 7— 9 Toukn). CucremMHaTa eKCO3UIUS HA 1eEpUTIPOH U HETOBUS METaOOIHUT
nedepunpon 3-O-rirokyponu/ € orieHeHa upe3 OK mapamerpu Crnax 1 AUC. JlurncBat pa3nuyus B
AUC na nedepuIipoH Mpu pa3InIHUTE TPYNH Ha jiedeHne, HO Crnax c€ oHmKaBa ¢ 20% mpu
YYACTHUIIMTE C JIEKO MM YMEPEHO YepHOAPOOHO YBPEkKAaHE B CPABHEHHE ChC 3/IpaBH JOOPOBOIIIIH.
AUC na gedepunpon 3-O-rimokypoHun ce noHmkasa ¢ 10%, a Crax ¢ 20% mpu y4acTHHLIUTE C JIEKO
WM yMEPEHO YepHOJPOOHO YBpEKIaHe B CPaBHEHHE ChC 31paBu A00poBoiH. [Ipu equH y9acTHUK C
yMepeHO YepHOIpOOHO YBpeXaaHe ce HaOIrogaBa CEpHO3HO HEXXeaHO ChOMTHE Ha OCTPO
yepHOAPOOHO U OBOpEUHO yBpekaaHe. B3 0CHOBA Ha pe3yNiTaTUTe OT TOBA IPOYYBAHE HE €
HeoO0XoAMMa KOPEKIIHs B CXeMaTa Ha mpujiarane Ha Ferriprox npu mamueHTH ¢ JIEKO WA yMEPEHO
yBpeAcHa YePHOAPOOHA (HYHKITHS.

BnusiHueTo Ha TEKKO YepHOAPOOHO YBpeXkIaHe BbpXY (papMakOKHHETHKaTa Ha AeepUunpoH U
nedepurnpoH 3-O-TII0KypOHHU He € olieHeHo. be3onacHocTTa u hapmakokuHeTHkara Ha Ferriprox
NPY MALUEHTH C TEKKO YEPHOAPOOHO YBpEKIaHE HE Ca H3BECTHH.

5.3 IlpeakJMHMYHH JAHHHU 32 0€30MIACHOCT

HexnuanuHu npoy4BaHus ca MPOBEACHU IIPU KUBOTHUHCKHU BUJOBE, BKIFOYBAIIM MUILIKH, IITbXOBE,
3ai1y, KydeTa U MaliMyHH.

Haii-uecTute HaX0AKHM MPH HEHATOBAPEHH C YKETISI30 KUBOTHU, IIPH 103U Ha JedepuripoH

> 100 mg/kg/nHEeBHO ca XeMATOJIOTHYHU ePEKTH, KATO XUIIOIEIYIAPHOCT Ha KOCTHUS MO3bK U
HaMaJICHUE Ha OCNNTEe KPHBHU KIICTKH, YSPBEHUTE KPHBHH KJICTKU H/UIH TPOMOOIUTHTE B
nepudepHara KpbB.

Ipu no3u Ha aedepunpon > 100 mg/kg/MHEBHO NPU HEHATOBAPEHHU C JKEJNSA30 JKUBOTHH CE ChOOIIABa
3a arpodus Ha TUMYca, TUMQPOUIHATA ThKAaH U TECTHCHTE U XHUIIepTpodusl Ha HanObOpedHaTa xiesa.
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He ca npoBexnanu mpoy4BaHus 3a KAHLUEPOTEHHOCT Ha Je(epuIipoH MpH KUBOTHU.
['eHOTOKCHUYMHHUAT MOTEHIMAT Ha e(EepUIIPOH € OLICHIBAH KAKTO i1 Vitro, Taka H in vivo.
JedepunpoH He MposBABa JUPEKTHU MyTareHHU CBOMCTBA, HO ITOKa3Ba KJIACTOT'€HEH MOTEHINAN IPU
U3CIIENABAHUATA (N Viiro U IPU JKUBOTHU.

[IpoyuBanus BbpXy peNpoOAyKLHITA IPX HEHATOBAPEHHU C KeJA30 OPEMEHHH IITbXOBE U 3aHIM C
nedhepunpoH, IPUIIOKEH B 103U OT MoHe 25 mg/kg/mHEeBHO TIOKa3BaT TEPATOreHEH H eMOPHOTOKCHYIEH
NOTEHIUA Ha 1ekapcTBOTO. He ca 3abemns3anu edextu BHpXy (QepTHIUTETa HIH PAHHOTO
eMOPHOHAJIHO Pa3BUTHE IPH HEHATOBAPEHHU C KEJSI30 MBKKU U KEHCKHU IITbXOBE, KOUTO ca
NoJy4aBaiu aeepunpoH nepopaiHo B 1031 10 75 mg/Kg nBa MbTH JHEBHO B TPOIBIDKEHUE HA

28 nHu (IpU MBXKHUTE) WIH 2 cCeIMUIH (TIPH KEHCKUTE) Ipean YUPTOCBAHE U O TPUKITIOYBAHETO MY
(Ipu MBKKHTE), MM PaHO Ipe3 OpeMeHHocTa (pu skeHckute). [pu sxeHckute, epexT BhpXyY
€CTpaJHUs LUKBJ I0Bee 0 3a0aBsHe 3a NOTBbPKIaBaHE HA YU()TOCBAHETO IIPU BCUUKU TECTBAHU
JO3H.

He ca nmpoBexxaany npeHaTalH! ¥ TOCTHATAIHN POYYBAHUS BHPXY PENPOAYKIIUATA TP KUBOTHU.

6. DOAPMAIEBTUYHU JAHHH
6.1 CHoucbk Ha IOMOLIHHUTE BelleCTBa

Ferriprox 500 mg dunmupanu tabiIeTKH

Aopo na mabremrxama
MuxkpoxkpucTaiHa 1enyio3a

Marunesues creapar

Cunuiues JUOKCHUI, KOJIOUEH Oe3BOIEH

Obsuexa
Xunpomenosa
Makxporon 3350
TuraHoB AHOKCH]

Ferriprox 1 000 mg dhuwiamMupanu TabjIeTKU

Aopo na mabremkama
Metunnenynosa 12 mo 18 mPas
Kpocnosunon

Marnesues creapar

Obsuexa

Xunpomenoza 2910
XUIPOKCUNIPOIMILIENTYII03a
Maxporon 8000

TuranoB nuoxcun

6.2 HecnbBMecTHMOCTH
Henpunoxumo

6.3 Cpoxk Ha roaHoCT

Ferriprox 500 mg dunmupann tabIeTKH

5 roauHu
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Ferriprox 1 000 mg dhuiamMupanu TabJIeTKU

4 roguHu
Crnen mbpBOHAYAIHO OTBApSIHE Ja C€ M3MOJ3Ba B paMkuTe Ha 50 qHU.

6.4 CroeumajHM ycJ0BHS HA ChbXpPaHeHHUe

Ferriprox 500 mg dhunmMupanu TabiIeTKH

[a ce cpxpansasa nox 30°C.

Ferriprox 1 000 mg dunmupanu Ta0IeTKHA

Ha ce cpxpansisa ox 30°C.
CoxpansBaliTe OyTHIKaTa IUTBTHO 3aTBOPEHA, 3a JIa Ce MPEeAIasy OT Bjara.

6.5 Buau chabp:kaHue HA ONMAKOBKATA

Ferriprox 500 mg dwiamMupanu tabIeTKH

Bbytunka ot monuerunen ¢ Bucoka mrbTHOCT (HDPE) che 3ammrena oT nena moJMnponuieHoBa
Kamauka.
OmaxkoBka ot 100 TabneTku.

Ferriprox 1 000 mg dunmupasu TabIETKHA

Byrtunka ot mommernieH ¢ Bucoka mrsTHOCT (HDPE) che 3ammTena oT mera moJmIponmieHoBa
Karayka U CyIIuTeI.

OmakoBka ot 50 Tabnerku

6.6 CrhenuanaHu NpeanasHu MepKHU NMPH U3XBHPJIsIHE

Hewsnon3BaHUAT JIeKapCTBEH MPOIYKT WM OTHATBUYHUTE MaTepUai OT HETO TPsiOBa J1a C€ M3XBBHPIIAT
B CHOTBETCTBHE C MECTHUTE U3UCKBAHMSI.

7. IMPUTEXATEJ HA PAZPEILIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.

Via Palermo 26/A

43122 Parma

Hranus

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

Ferriprox 500 mg dhuaMupanu TabIeTKH

EU/1/99/108/001

Ferriprox 1 000 mg dbuwimMupanu TabIeTKU

EU/1/99/108/004
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9. JATA HA TBbPBO PA3PEIIABAHE/TIOJJHOBABAHE HA PABPEIHIEHUETO 3A
YIIOTPEBA

[lata Ha mepBO pa3pemtaBane: 25 aBryct 1999 r.
[ata Ha nocnenHo nonHoBsiBane: 21 cenremspu 2009 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IToapo6Ha wHGOpPMAITHS 332 TO3HW JIEKapCTBEH MPOAYKT € IIpeIocTaBeHa Ha yeOcaiita Ha EBponeiickaTta
areHIys 1o JIeKapcTBaTa http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUS TPOAYKT

Ferriprox 100 mg/ml nepopasneH pa3tBop

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml nepopanen pasreop chabpika 100 mg nedepunpon (deferiprone) (25 g nedepunpox B
250 ml u 50 g nedepumnpon B 500 ml).

IToMOIIHO BEIIECTBO C U3BECTHO ACHCTBUE

Bceexn ml nepoparnen pa3reop chabpxa 0,4 mg ceHCeT xbJTO (E110).
3a IBJIHMS COUCHK Ha IOMOIIHHUTE BEIIESCTBA BIKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
Ilepopanen pa3TBop

[Ipo3pauHa, yepBEHUKaBO-OPaHKEBO OLIBETEHA TEYHOCT.

4. KJIMHUYHU JAHHU
4.1 TepaneBTUYHU NMOKAZAHUSA

Momnorepanusita ¢ Ferriprox e nmokasana 3a JieueHHE Ha CBPBXHATPYIIBAHE HA YKEJSA30 MPH HalUeHTH C
TaJlaceMusl Mallop, KOraTo MpoBeXAaHaTa XenaTHpalla Teparus € IPOTUBONOKa3aHa I
HETIOIXO/ISIIA.

Ferriprox B koMOuHamus ¢ Apyr xenarop (Bxk. Touka 4.4) e moka3aH IpH NAIEHTH C TalaceMus
Maiop, KOraTo MOHOTEPAITUATA C KOUTO M Ja € XellaTop, CBhP3BAIl] KEJIA30TO, ¢ Hee(heKTHBHA, HITH
KOIaTo MPEBCHIIMATA HIIM JICYCHUETO Ha )KMBOTO3aCTPAIlIaBaIIlM [TOCISACTBUS OT IPETOBAPBAHETO C
kKeJIs130 (TJIaBHO ChPJICYHO NIPEeTOBapBaHe) onpaBaaBa ObP30TO UM HHTCH3UBHO KOPUTHpaHE (BK.
TouKa 4.2).

4.2 Jlo3UpOBKa M HAYMH HA MPUJIOKEHHE

Tepanusta ¢ nedpepunpos TpsAOBa Aa ce U3BBPIIBA OT JIEKap C ONUT B JICYCHUETO HA OOJTHU C
TaJlaceMusl.

ﬂO3H[20BKa

Hedepuripon oOukHOBEHO ce mpuiara B 7103a oT 25 mg/kg TenecHo Terio, npe3 ycrara, TpU ITbTH Ha
JIeH, Tipu o0111a THeBHa 71032 oT 75 mg/kg TenecHo Terio. Jlo3ara 3a Kuiiorpam TeJIecHO Terjio TpsoBa
Jla ce U3YHNCIN 10 Hai-O0mm3kuTe 2,5 ml. Bikre Tabnumara mo-10iry 3a NpenopbuNTEeTHUTE JO3H MPH
MHTEpBAJIM Ha yBeJIM4aBaHe Ha TenecHoTo Tero ¢ 10 kg.

3a ma ce moiy4u 103a oT okojio 75 mg/kg/neH, nnon3paite o6emMa Ha epopaieH pasTBop,

MIPEIIOKEH B CJIeABAIIaTa TabJIMIla CIope]] TEIECHOTO TETJIO Ha MmanueHTa. M30poeHn ca mpuMepy Ha
TEJIECHO TErJI0 KaTo MHTEPBAUTE HA yBenuuaBaHe ca mpe3 10 kg.
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Taonuya 1: Tabauya na oozume Ferriprox 100 mg/ml nepopanen pazmeop

TesecHo TerJo OO0ua 1HeBHA 1032 Ho3a ml ot nepopaJien
(kg) (mg) (mg, Tpu IbTH pa3Teopa
JHEBHO) (TPU I'BbTH ITHEBHO)
20 1 500 500 5,0
30 2250 750 7.5
40 3 000 1 000 10,0
50 3750 1250 12,5
60 4500 1500 15,0
70 5250 1750 17,5
80 6 000 2 000 20,0
90 6 750 2 250 22,5

He ce npenoppuBa o61ma gaeBHa no3a Hax 100 mg/kg TenecHo Terno mopaau MOTEHIUAITHOTO
yBeIMYaBaHe HAa PUCKA OT HEeXKEIaHu peaknuu (BxK. Touku 4.4, 4.8, u 4.9).

Kopekyus na dozama

EdextsT Ha Ferriprox 3a HaMalsiBaHe Ha JKENIA30TO B OPraHU3Ma Ce BIIUsIE MPSKO OT J103aTa U
CTEIeHTa Ha CBPbXHATPYIBaHe Ha keisi30. Cref 3amo4Bane Ha jedenue ¢ Ferriprox ce mpemnopbysa
Ha BCEKH JIBa JIO TPU Mecela Jia ce CIeIT KOHIICHTPAIIMUTE Ha CepyMeH HepUTHH WU IPYTU
MOKA3aTeln 32 HATPYNBAaHETO Ha JKENSA30 B OPraHnu3Ma, 3a J1a Ce OIICHH JBITOCPOYHATA e(DEKTHBHOCT
Ha cxeMaTa Ha oOpa3yBaHe Ha XeJJaTHU KOMIUIEKCH 32 KOHTPOJIMPaHEe Ha HATPYIIBAHETO Ha KEJs30 B
opranmzma. Kopurupaneto Ha qo3ara TpsOBa ja ObJie Ch00Opa3eHO ¢ MHIUBUAYATHHUS OTTOBOP Ha
MalyeHTa U TePANeBTUYHUTE e (MOAbPIKaHe UITH HaMallIBaHEe HA HATPYMBAHETO HA JKENS30 B
opraam3ma). Ako cepyMHUAT peputuH cnanue mog S00 pg/l, TpsiOBa ga ce 0OMUCTH MpeKbCBaHE Ha
JICYECHHUETO C JeQEepHUIIPOH.

Kopexyuu na dozama, xoeamo ce uznonzsa ¢ opyau Xeiamopu, C8bp368auu Heelsi30mo

Ipu marmeHTy, 3a KOUTO MOHOTEPAIUSITA € HeMOAX 0111, Ferriprox Moxe J1a ce u3IoJissa ¢
nedepokcaMuH MpH cranaapTHara jo3a (75 mg/kg/nen), Ho He TpsAOBa J1a ce MpeBUIIaBa

100 mg/kg/nen.

B cnyuait Ha kens30-UHAYLIMPaHa ChPACUHA HEJJOCTATHYHOCT KbM Tepanusira ¢ 1ehepoKcaMuH
TpsiOBa aa ce no6aBu Ferriprox B 1o3a 75-100 mg/kg/nen. Heobxoaumo e na ce mpoyere
npoayKkToBara HHMopMaius 3a 1ehepoKCaMuH.

EnnoBpemenHarta ynorpeba Ha XeIaTopH, CBbP3BalIH KeJA30TO, HE Ce MPernopbyBa Py NalKeHTH,
yuiiTO cepyMeH (eputud cnazaa moa 500 pg/l mopaau puck OT MPEKOMEPHO OTCTPaHSBaHE Ha
KEJA30TO.

bvopeuno yepescoane

He e neoOxonmrMa KOpEeKIIHs Ha J03aTa IMPH MAITUEHTH C JIEKO, YMEPEHO WU TEKKO OBOpETHO
yBpexkaane (Bx. Touka 5.2). besonmacHocTTa M papmakokuHeTukaTta Ha Ferriprox npu nanueHTs ¢
TepMHUHAJIHA OBOpEYHa HEAOCTATHYHOCT HE Ca U3BECTHH.

Yeprodpobno yspesicoane

He e HeoOxomuma KOpeKIus Ha J03aTa PU MAIMEeHTH C JICKO WK YMEPEHO yBpecHa YepHOIPOOHA
¢bysknus (Bx. Touka 5.2). bezonacHocTTa 1 (hapMakOKHHETHKATa Ha Ferriprox mpu manueHTH ¢ TeXKO
YepOHOIPOOHO YBPEKIAHE HE Ca U3BECTHHU.

THeouampuuna nonynayus

Onutst 32 ynorpeda Ha nedepunpoH npu geua Mexay 6 u 10 ronunu e orpannyeH. Jluncsa onur 3a
yrnoTpeba Ha gedepunpoH Npu Jera noj 6 TOIUHH.
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Haupn Ha npuitoxxeHue

IIepopanHo npuioxeHue.
4.3 IIporuBomoxkazaHus

- CBpBXYyBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO HIIM KbM HAKOE OT MOMOIITHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

- AHamHe3a 3a MOBTAPSIIIH Ce eMU30I Ha HEYTPOTICHHSI.

- AHaMHe3a 3a arpaHyJolMTO3a.

- BpemennocT (Bx. Touka 4.6).

- Kbpmene (Bk. Touka 4.6).

- ITopany HEU3BECTHUSI MEXaHU3BM, TI0 KOWTO Ae)epUITPOHBT HHAYIMPA HEYTPOTICHUS,
MalUeHTHUTE He TPsOBa 1a mpueMaT JISKapCTBEHHU MPOAYKTH, 32 KOUTO € U3BECTHO, Ue ca
CBBP3aHU C MPUYNHIBAHETO HA HEYTPOTICHHS WIIM TAKUBA, KOUTO MOTAT JIa MPESIU3BUKAT
arpaHyJonuTo3a (BX. Touka 4.5).

4.4 CroenmnajJHu NpeaynpexIeHUs U NpeANa3HU MepPKHU NPH ynorpeda

Heyrponenus/arpanyionurosa

YcTaHoBeHO e, Ye JedepunpoH NPUYUHABA HEYTPONEHHUS], BKJIIOYUTETHO ATPAHYJIONHUTO32 (BIK.
Touka 4.8 ,,Onucanue Ha M30paHN HeKeTAHU Peakunu*). AOCOJIOTHUAT Opoii HeyTpopuIn
(ABH) Ha nauuenTa Tpsa0dBa 1a ce Ha0JII0aBa BCAKa ceIMUILA NPe3 MbPBAaTa roJAUHA OT
TepanusaTa. [Ipn nanuentu, npu kouto Ferriprox He e npexbcBaH Npe3 MbpPBaTa roAUHa 0T
TepanusAaTa NOpaJu HAaMAJIsIBaHe Ha Oposl Ha HeyTPpoHINTe, YecTOTaTa HA Ha0oaeHne Ha ABH
MO3Ke /1a ce YAbJIAKHU CHIPSIMO HHTepBaJia Ha KPbBOIpPe/IMBaHe HA MALUEHTA (HA BCeKU

2-4 cenMuUIIN) cJie] eIHA TOAUHA Tepanus ¢ AedepunpoH.

IIpomsiHaTa OT execenmMuaHOTO Habmoaenne Ha ABH no Habmonenne o BpeMe Ha BUBUTHUTE 3a
KpBBOIIpenuBane cien 12-mMeceuna Tepamnus ¢ Ferriprox TpsOBa 1a ce U3BBPIIBa HHAUBUIYATHO 32
BCEKH MAIMEHT, CIIOpe]] OIICHKAaTa Ha JIeKaps 3a pa30MpaHeTo OT MallUeHTa Ha MEPKUTE 32 CBEXKAaHE
Ha PUCKa JI0 MUHUMYM, U3UCKBAHH T10 BpeMe Ha TepanusTa (Bxk. Touka 4.4 1o-10iy).

B xuHWYHA TpOyYIBaHUS €KECEIMUIHOTO MOHUTOPUPAHE HA Opost Ha HeYyTponTe € eheKTUBHO 3a
uACHTU(UIUPaHE Ha CIyYad HAa HEYTPOIICHUS U arpaHyJIoUTo3a. ArpaHyJIoIUTO3aTa ’
HEYTpOIeHUATa OOMKHOBEHO OTIIYMSBAT NPH cIrpaHe Ha Ferriprox, HO ce choOImaBaT 1 cirydan Ha
arpa”yJoOIMTO3a C JIETAICH U3X0J]. AKO MalMEeHTHT pa3Bue HH(PEKIHS, JOKATO € Ha JICYCHHUE C
nedepunpoH, Tepanusra TpsOBa BelHara jJa ce npeKbcHe U He3abaBHO jaa ce npoBepu ABH. Bpost Ha
HeyTpoduauTe TpIOBa J1a C€ MOHUTOPHPA MTO-YECTO.

ITanuenTuTe TPsIOBa 1a ObAAT HHGOPMHUPAHM 12 CHOOIIAT HA CBOA JeKap, AaKO0 MOJy4aT
HAKAKBHM CUMIITOMH, TOKA3Ball{ HAJIN4YMe HA HHGeKIHs (KaTo BUCOKa TeMIlepaTypa,
3a4epBeHO I'bPJI0 ¥ rpunonoao6Hu cumnromn). HezabaBHo npexkbcHere 1edepunpoH, ako
NauMeHTHT NoJay4YH HHpeKuus.

[To-mony e moka3aHo IpeIoKEHUE 3a JISYCHUE Ha Cilydau ¢ HeyTponernus. [IpenopbuBa ce na ce
HaMpaBy MPOTOKOJ 32 JICUCHUE HA HEYTPOIICHHS TIPEN 3alI0YBAHE HA JICUCHUETO HA MAIUCHTHUTE C
nehepunpoH.

He Tpsi6Ba na ce 3amouBa nedeHue ¢ JeQepUIpoH MPHU MANUEHTH ¢ HEYTporneHus. PUCKBT OT
arpaHyJIOHUTO3a M HEYTPOIIEHHS € MO-BUCOK, ako m3xoxHata ABH e mo-ancka ot 1,5x10%/1.
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3a crOuTHs Ha Heyrponenus (ABH < 1,5x10%/1 u > 0,5x10°/1):

WuctpykrupaliTe nanyeHTa aa crnpe He3abaBHO NpueMa Ha Je(epHuIipoH U BCHUKH JIPYTH JIEKAPCTBECHH
NPOLYKTH C MOTEHIMAN Jja MPUIHHAT HeyTponeHus. [lanmeHTsT TpsiOBa na Obe mochBETBaH Aa
OTpaHWYM KOHTaKTUTE C APYTH JIUIA, 32 ]a HaMaH prcka oT nHpeknus. Heodxoanmo e ma ce
HarpaBu IbJiHa KphBHA KapTuHa (ITIKK) ¢ mudepennmnanto 6poere (JIKK), kopurupana 3a HaTnIue Ha
HYKJICAPHH YepBEHU KPBBHU KJIETKH, Opoil HeyTpoduiu, n 6poil TpOMOOIIUTH HEMOCPEICTBEHO IPH
JUarHOCTUIIMPaHE Ha ChOUTHETO U CIIe/ TOBa [TOKA3aTEeNINUTE J1a Ce U3CIeABAT €XKETHEBHO.
[IpemoppuBa ce ciieq Bb3CTAHOBSABAHE OT HEYTPOIICHHATA, €KECEIMUTHO J1a Ce MPOCIeIsIBaT IIbIHaTa
kpbBHa KaptuHa (IIKK) ¢ u3bpossane na 6enure kpsBaE KiteTku ([IKK), 6post Ha HEYyTpOohmm 1 6post
Ha TpoMOounTu. HeoOxoaumo e Te3u n3cieiBaHus Aa ce MpaBsAT B CAEABALIUTE TPH CEMUIIN, 32 1A €
CUTYPHO, Y€ MalUeHTHT CE € Bh3CTAHOBUII HATBIIHO. AKO C€ TOSIBU HAKAKBA HHTEPKYPEHTHA
WHQEKIUS 3a€THO C HEYTPOIIEHUATA, TPIOBa /1a Ce HANPABSAT IMOAXOSIIN KYJITYypH, 1a Ce U3BBPIIAT
JUArHOCTUYHM MPOLEAYPH U /1a Ce Ha3HAYM MOAXO A TEPAIEBTUYEH PEKUM.

3a arpanymnormrosa (ABH < 0,5x10%/1):

CrnenBaiiTe TOPENOCOUCHUTE YKA3aHU U MpUjlaraifTe afeKBaTHA TEPAIUsl, KaTO TPaHyIOIUT-KOJIOHHUO
cTuMynHpail (HakTop, 3ar0YBaiiki OT JIeHS Ha YCTaHOBSBaHE Ha CHOUTHETO; pUJIaraiiTe exeIHEeBHO
IO ITHITHO BB3CcTaHoBsBaHe. OCUTypeTe N30JaIisl Ha MAFeHTa ¢ TPOTEKTHBHA IIeJT, /TN aKo UMa
KJIMHAYHY MOKAa3aHUs, XOCITUTAIU3UPANTE MAIUEHTA.

CrInecTByBa orpaHNYeHa HHMOOPMAITUS TI0 OTHOIIIEHUE Ha IMMOJHOBSIBaHE Ha JieueHUeTo. ETo 3ammo, B
CiIy4ail Ha HEyTPOIICHUS ITOJHOBSIBAHE Ha JICUCHUETO HE Ce MpernophuBa. B ciyuait Ha

arpaHyJjionuTo3a, MOAHOBABAHC Ha JICUCHUCTO € IIPOTUBOIIOKA3aHO.

KanneporeHnocT/MyTareHHOCT

Ha ocHoBaHme Ha pe3ynTaTuTe, NOJYUYSHH MTPU FTeHOTOKCHYHUTE U3CIICIBAHMUS, HE MOXE JIa Ce
W3KITIOYH €BEHTYaAJICH KaHIIEPOTCHEH IMMOTEHITHAT Ha AedepurpoH (BX. Touka 5.3).

I1a3MeHH KOHIIEHTpauy Ha IIUHK (Zn2+)

I[IpenopbuBa ce MOHUTOPUpPAHE Ha MIA3MEHHUTE KOHIEHTpauy Ha Zn’" i 106aBAHETO My B cilydaii Ha
HEIOCTATBYHOCT.

[TanmmenTy, TO3UTHUBHY 33 BUPYca Ha yoBemkus nMyHeH nedunut (HIV) unn apyru
HUMYHOKOMIPOMETHPAHU HAITUCHTH

Hsma npoyuBanus 3a npuiioxeHueTo Ha gedepunpos npu HIV nosutusay, wim npu apyru
MMYHOKOMIIpOMeTHpaHu manuenTty. [lopamu ¢akra, ye nedepurpos Moxe 1a Obie CBBP3aH C mosiBata
Ha HEYTPOIEHUS U arpaHyJoOUUTO3a, JCYCHUETO IPH HMYHOKOMIIPOMETHPAaH! allMeHTH He TpsAOBa Aa
Ce 3aIl04yBa, aKO [TOTEHIMAIHUTE M0JI3U HE NPEBHUILIABAT OTCHLMATHITE PUCKOBE.

Bbu0Opeuyno nim yepHoApOOHO YBPEXKIaHE U YepHO1podHa hubposa

Hsamva nannyan gaHHM 32 IpUIIOKEHHWE Ha JieepUITPOH IPH MAMEeHTH ¢ TEpMUHAIHA ObOpedHa
HEIOCTAaTHYHOCT MITH TEXKKO YepHOPOOHO yBpekaane (Bxk. Touka 5.2). TpsOBa ga ce moaxoxkaa ¢
BHUMaHHE [IPU NalMeHTH C TepMUHAIHA ObOpeyHa HETOCTATHYHOCT MITH TEXKa YepHOAPOOHA
mucyHkims. [Ipu Te3u rpynu nanueHTy o BpeMe Ha TepanusiTa ¢ JedepunpoH TpsoBa aa ce
MOHHUTOpHUpPAT OBOpedHaTa u YepHOAPOOHaTa (PyHKIHH. AKO ce HAaOJIF01aBa MMOCTOSIHHO yBETMYaBaHE
Ha cepyMHaTa anaHuH amMmuHoTpanchepasa (ALT), TpsiOBa na ce oOMuCIN cipaHe Ha JIEYEHUETO C
nedepurpoH.

[pu naumeHTHTE € TajgaceMus ce HaOIOIaBa Bpbh3Ka MEXI1y YepHOApoOHaTa pudpo3a,

CBPBXHATPYNBAHCTO HA XKCJIA30 v/vinn xemnatut C. Crenuaano BHUMaHHE CE€ M3HCKBA 3a Ja ce
YCTaHOBH, Y€ 06pa3YBaHCTO Ha XCJIAaTHU KOMIUICKCH C KEJIA30TO ITPHU MAIUCHTHU C XCIIATHUT Ce
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OIITHUMAJIHO. HpI/I TE3U NAIIUCHTHU CC MPETIOPHUBA BHUMATCIICH MOHUTOPUHT Ha IleHO,I[pO6H3,Ta
XHUCTOJOTHA.

IIpoMsiHa Ha 1IBETa HA YpHUHATa

[TarmenTure TpsOBa na 6baaT HHGOPMUPAHH, Y€ TAXHATA yPHUHA MOXKE J]a C€ OIIBETH B YEPBEHUKABO-
Ka(sBo, TOpau eKCKpennaTa Ha KOMIUIEKCa KelsI30-Ae(epunpoH.

HeBposornynu HapyiieHus

Hesponornunu Hapymenus ca HaOIr01aBaH! TPH Jiella, JIEKYBaHU C 2,5 MbTH NO-BUCOKA OT
MaKCHMaJIHaTa MPENopbUYUTENHA 1034 B IPOIB/DKEHHE Ha HAKOJIKO TOJMHHU, HO CBILO ca HAOJII01aBaHH
ChC CTaHAAPTHU 103U Aedepunpod. HamomusMe Ha nnara, KOUTO MPEANICBAT TOBA JIEKapCTBO, Ye HE
ce mpenopbyBaT 1034, mo-pucoku ot 100 mg/kg/nen. Ynorpebdara Ha aedepunpoH TpsOBa 1a ce crpe,
aKo ce HabJoAaBaT HEBPOJIIOTUYHH HapyleHus (BX. Touka 4.8 u 4.9).

KoMmOunmpana ynorpebda ¢ Ipyru XeIaTopy, CBEP3BAIIH KEISI30TO

[IpunoxeHueTo Ha KOMOMHUpPaHa Tepanus TpAOBa Ja ce 0OMUCIIN Ha UHIUBHIyaJHa OCHOBA.
OTroBopbT Ha TepanusTa TPIOBa A CE OIEHIBA MEPHOJNYHO U BH3HUKBAHETO HA HEYKEIAHN CHOUTHS
Ja ce HaOmoaaBa BHUMaTeTHO. CMBPTHH CIIy4au M KHBOTO3aCTpAIlaBaI CUTYyallUU (IPUYMHEHH OT
arpaHyJIOLMTO3a) ce choOIIaBar npu AedepunpoH B KoMOuHaus ¢ nepepoxcamu. KomOnanpanata
Tepanus ¢ 1eepoKCaMuH He ce IPENopbhuBa, KOraTO MOHOTEPAIIUSTA C XeIaTOP € MOAXOASIIA WIH
Koraro cepyMHUAT peputnr cnaaa nox 500 pg/l. ima orpannyenn JaHHN 32 KOMOWHUpaHaTa
ynotpeba Ha Ferriprox u aedepazupokc u TpsAOBa Aa ce MoaXoxkaa Mpeana3inBo, KOrato ce 0OMHUCIS
M3I0JI3BAaHETO Ha M0100Ha KOMOUHALHU.

TlomMo1nu BemecTna

Ferriprox mepopaineH pa3TBop Chabpka orBeTuTeN chbHCET KBJITO (E110), KOWTO MOXKEe 12 MPUIHHU
aJIepPTUYHH PEAKIIUU.

4.5 Bs3aumopeiicTBUe ¢ APYI'U JeKAPCTBEHH NPOAYKTH U APYru (pOpMHU Ha B3auMoaeiicTBHe

[Topanu Hen3BeCTHUSI MEXAHU3BM, [0 KOWTO JeEepUIIPOH NMPUUMHABA HEYTPOIICHHUSI, TAI[UCHTUTE HE
TpsiOBa Jja MpUeMart JIEKapCTBEHH MPOIYKTH, 32 KOUTO € U3BECTHO, Y€ Ca CBBP3aHU C HEYTPOTICHHSI WIIN
TaKWBa, KOUTO MOTAT Ja MPUINHAT arpaHyJIonuTo3a (BXK. Touka 4.3).

Toii KaTo nedepunpoH CBbp3Ba METATHA KaTHOHH, CHLIECTBYBA IOTEHIIMANICH PHCK 32
B3aUMOZCHUCTBHS MEXIY Ae(EpUIIPOH U JICKAPCTBEHU NPOIAYKTH, ChIIbPIKAIIN TPUBAIICHTHU KaTHOHU,
KaTo HallpUMep aHTHAIIMIHU CPEACTBA, ChbPKAIM aTlyMUHHEBH KaTHOHU. ETo 3amro He ce
MIPENopBHYBa €JHOBPEMEHHOTO MPUIIOKEHNE HA aHTUALIMIHU CPEACTBA, ChAbpKAIN aTyMUHUEBU
ChEIUHEHUS U 1e(epUIpOH.

Bce omie He e HaTBJIHO MPOyYeHa 6e30IacHOCTTA IIPH €AHOBPEMEHHATA ynoTpeba Ha AeepUIIpoH U
ButamuH C. [lopaau noxnagBaHu HexXelaHU B3aUMOJEHCTBHA, KOMTO MOrar Jia ce MoiaydaT Mex1y
nedepokcamuH 1 ButaMuH C, ce M3UCKBa BHUMaHHE TP €AHOBPEMEHHOTO IPHIIOKEHNE Ha
nedepunpoH u Butamut C.

4.6 @eprTUaUTET, )PEMEHHOCT U KbPMEHe

Kenu ¢ gerepoacH HOTCHUI/Iaﬂ/KOHTDaHCHHI/IH OpHu MBKE U ) KCHU

ITopanu reHOTOKCHYHUS TTOTCHINAN Ha nedeputipoH (BX. ToUka 5.3) Ha JKEHUTE C IeTePOJICH
IMOTECHIHAJI C€ NPETIOPHUBA Aa U3IOJI3BAT e(i)eKTI/IBHI/I KOHTPALCIITUBHA MCPKHU U J1a n30srear
3a0peMeHsIBaHe, JIOKATO ca Ha JieueHue ¢ Ferriprox u B mpoIbDKEHUE HA 6 Mecella cie]l 3aBbpIIBaHe
Ha JICUCHHUETO.
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Ha mBbxeTe ce mpenopbuBa fa U3Mon3BaT epeKTHBHA KOHTPAIIENITHBHA MEPKY U Ja HE Ch3/1aBaT
MOKOJICHHE, JIOKATO MpreMar Ferriprox u B mpobKEHUE Ha 3 Mecella Cje]l 3aBbpIlBaHe Ha
JICYEHHETO.

Bpemennoct

Hsma noctarbuno gaHHM OoT ynotpebata Ha AedepuripoH npu OpemeHHH xeHu. [IpoyuBanusTa nmpu
JKUBOTHH TIOKa3BaT PENPOIYKTUBHA TOKCUIHOCT (BXK. Touka 5.3). [loTeHIIHaTHUAT pUCK TIPX XOpa HE €
M3BECTEH.

Bpemennure xeHu TpssOBa 1a ObIaT ChBETBAHH HE3a0aBHO Ja CIpaT NprueMa Ha JeepurpoH
(Bx. Touka 4.3).

Kopmene

He e ycranoBeHo nanm nedepunpoH ce eKCKpeTupa B Kbpmara. He ca mpoBeieH! npeHaTarHu Win
NOCTHATAIHU PENPOAYKTUBHH NPOYUBaHUS MPH KUBOTHU. [ledepunpoH He TpsiOBa ia ce u3noia3sa
MIPH KbPMadKH. AKO JICUCHHETO He MOXe J1a Ob/ie n30erHaTo, KbpMEHETO TPSAOBa aa ce crpe (BiK.
Touka 4.3).

depTuaurer

He ca 3abens3anu BB3eHCTBHS BEPXY (DEePTIIIMTETA WM PAHHOTO EMOPHOHATHO Pa3BUTHE HA
JKUBOTHUTE (BXK. TOUKA 5.3).

4.7 EdexTu BbpXy cnoco0HOCTTA 32 odupaHe u padoTa ¢ MAIIUHA

Henpunoxumo

4.8 Hexenanm JekapcTBeHH peaKIMA

Pesrome Ha npoduna Ha 6e30macHOCT

Haii-uecTure HeXenaH! peakyy, ChOOIIABaHH 110 BpeMe Ha JIeUeHHE ¢ AeepUIPOH IpU KINHUYHUTE
NPOYYBaHUsI, ca raJicHe, OBphIlaHe, OOJKH B KOpeMa U XpOMAaTypHsl, KOUTO CE€ ChOOIIaBaT Mpu
noseue oT 10% ot mauuenture. Haif-cepro3naTta HexenaHa peakius, cbo0IIaBaHa Mpyu KIMHUYHNUTE
Npoy4BaHus ¢ AeEepUIIPOH, € arpaHyJIONNUTO3a, ONpeAeIeHa KaTo abcotoTeH Opoii HeyTpoduin no-
MaJIbK OT O,5x109/ 1, kosTO ce HabmomaBa mpu npubaM3uTeNHO 1% OT manuenTuTe. Ilo-ManKo TeXKH
NPUCTHIIN HA HEYTPOIIEHHUS Ce€ ChOOIIABAT MPH MPUOIU3UTETHO 5% OT MalEeHTHTE.

TabiauueH COUChK HA HEKEITAHUTE PECAKIINHN

UecToTH HA HEKETAHUTE Peakiuu: MHOTO decTH (>1/10), uectu (>1/100 no <1/10), ¢ Heu3BecTHA
4yecToTa (OT HAIMYHUTE TaHHU HE MOXKe Jia ObJIc HallpaBeHa OIICHKA).
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Taobnuya 2: Cnucvk na Hejcenanume peaxyuu

Ha MSACTOTO Ha HNPHUIIOKCHUEC

CucreMo-opraHeH KJjaac MHoro yecTH Yectu C Hen3BecTHA
(=1/10) (>1/100 no <1/10) 4ecToTa
Hapymienus Ha KpbBTa U HeyTtponenus
muMdHaTa cucTeMa Arpanynonurosa
Hapymenusa nHa umyHHaTa Peakuuu Ha
CHUCTEMA CBPBbXUYBCTBHUTCIHOCT
Hapymenus na [ToBuiIeH aneTuT
MeTaboJIM3Ma H XPAaHEHETO
Hapymmenusa Ha HepBHaTa I'maBoGOTHE
cucreMa
CroManrHo-4peBHI T'anene Huapus
HapyIIeHUs Kopemna 60mka
IToBpbIIane
HapymeHnus Ha koxara u O6puB
MOJIKO)KHATA THhKaH Yprukapus
Hapymenus Ha MyCKyJIHO- Aptpanrus
CKeJIeTHaTa CUCTeMa U
CbCIUMHUTCIIHATA ThbKAaH
Hapymenus na 6s0penure u | Xpomarypus
MMUKOYHUTE ITHTHUIIA
OO0y HapymeHus U epeKTH YMmopa

W3cnensanus

TToBuenu cToiHOCTH

Ha YepHOAPOOHUTE
CH3UMH

Onucanue Ha HOI[6DaHI/I HCXCJIaHU JICKAPCTBCHHU PCAKIIMHN

Haii-cepno3nara HekenaHa peakiys, T0KJIaJBaHa B KIMHUYHU TPOYYBaHUs ¢ 1e(hepUIIPOH €
arpanynonurosa (Heyrpopumu <0,5x10°/1), ¢ uectora ot 1,1% (0,6 cyuyas za 100 HaIMEHTOrOAUHH
nedenue) (BX. Touka 4.4). lanauTe 0T COOPHUTE KIIMHUYHY MIPOYYBAHMS TIPH MALMEHTH ChC
CHCTEMHO MPETOBApBaHE C JKEJA30 ca MoKa3a, ue 63% OT enn301Te Ha arpaHyJIOIUTO3a Bh3HUKBAT
B PaMKHTE Ha TbPBUTE IIECT Mecela oT JIeueHneTo, 74% B paMKHUTE Ha MbpBaTa rofauHa u 26% cnen
e/lHa TOJIMHA OT TepanusiTa. MeauaHata Ha BpeMETO JI0 HaCThIIBaHE Ha ITbPBHUS €ITU30]] Ha
arpanyionuTosa e 190 mau (¢ nnanazon 22 gam — 17,6 ronuHM), a MeIUaHaTa Ha MPOIBIDKUTETHOCTTA
B KIIMHUYHUTE TipoyuBanus ¢ 10 nau. Jletanen usxox ce Habmronasa npu 8,3% OT ChOOLICHUTE
€MHU3041 Ha arpaHyJIONUTO3a OT KIMHUYHUTE POYYBAHHS U IOCTMAPKETUHIOBHUS OITUT.

Ha6moaBanaTa uecToTa Ha 10-1eKaTa (opma Ha HeyTpornenus (Heyrpodumu < 1,5x10°/1) e 4,9%
(2,5 cnyuast na 100 marpenToroautu). Ta3u yecToTa TpsOBa Ja ce MMa MPEIBU B KOHTEKCTA Ha
HaJIMYHATA T0-BUCOKA YECTOTA HA HEYTPOIICHHsI IPH MAIUCHTH C TAJIACeMHsI H 0COOCHO MPU OHE3H C

XUICPCILICHU3BM.

Crydau Ha auapus, Hali-4ecTo JICKU U MPEXOIHH, ca JOKIaABaHHU MPU MAIUCHTH, JIEKYBaHHU C
nedepunpor. CTomManrHo-4peBHATE €(hEKTH ca MTO-4eCTH B HAYAJIOTO HA TEPANMSITA U TIPH MIOBEUETO
MAIMEHTH T U3Ue3BaT CJIe]] HAKOJIKO CeMHUIIM Oe3 J1a ce Hajlara npeKbCBaHe Ha jieueHueTo. [1pu
HSKOM MallMEHTH TMOJIC3HO CE OKa3Ba MOHMKaBaHEe Ha J103aTa Ha Je(pepUIpPOH U Clie]] TOBa Bb3BPHIIAHE
KbM ITbPBOHAYAIIHATA TO3UPOBKA. [Ipn manmeHTH, 1eKyBaHu ¢ ne)epHuIpoH ce cho0IaBa 3a
apTpomaTHs, KOATO BapHpa OT Jieka O0JIKa B eTHa WITU IIOBEYE CTaBH JI0 TeXBK apTpuT ¢ edy3us u

SHAYUTCIIHO MHBAJIMIU3UPAHEC. Jlexute q)OpMI/I Ha apTpoIiaTuu ca NpEeXOaHU.

[pu HIKOW MAIMEHTH, TpUEMAIH JeQepHIpoH, ce ChOOIaBaT MOBUIIICHN HUBA HA CEPYMHHTE
T-IepHOIIpO6HI/I CH3HUMMU. HpI/I MMOBCYECTO OT TE3U MAIMUCHTH, TIOBUIICHUETO € ACUMIITOMHO U MPEXOJTHO.
HuBara Ha cepyMHUTE €H3UMU CE BB3BPBINAT KbM H3XOJHUTE CTOMHOCTH O€3 MpEeKhCBaHEe Ha
JICYCHUETO WIIH TTOHIKaBaHe Ha 1o3aTa Ha aedepuripoH (BXK. Touka 4.4).




[Ipu HAKOM MAMEHTH ce TPOsBsBa porpecupaiia Gpuopo3a, CBhp3aHa ¢ OBUIIIEHO HATPYIIBaHE Ha
skers30 mi ¢ xenatut C.

Ipu Manka yacT OT MalMeHTUTE, TIOHKSHUETO B MJIa3MEHUTE HUBA HA IIMHKA CE CBBP3Ba C
ynotpebaTa Ha nedepunpoH. HupaTa ce HOpMaM3upar ciie IepopaHoO Jo0aBsHEe Ha ITUHK.

Hesponornunu Hapymenus (HanpuMmep nepedenapHi CHMIITOMH, TUIUIONUS, JaTepaieH HUCTarbM,
3a0aBeHa IICHXOMOTOPHA (PYHKITHS, NBIKEHNS Ha KUTKUTE M aKCHAJICH XUIIOTOHYC) ca HabJto1aBaHu
IpH Jiela, Ha KOUTO YMHIUICHO € TIPeANUCcBana 2,5 MbTH IM0-BHCOKA OT MaKCHMAJTHATA
npenopbunTesnHa 1o3a ot 100 mg/kg/nen B npoabiokeHre Ha HAKOIKO roguHu. Enuzoam Ha
XHUIIOTOHHMS, HECTAOMITHOCT, HECTIOCOOHOCT 3a XOZCHE U XUIIEPTOHUS ¢ HECTIOCOOHOCT 3a ABMKEHHE Ha
KpallHHIUTE ce ChOOIIaBaT NpH Jela B TOCTMAPKETHHIOBU YCIIOBHSI ChC CTAHIAPTHH 03U
nedepunpoH. HeBponornuHuTe HapyIIeHUs IPOrPECUBHO ca HaMaJIsIBAIIM cJie]l IpeKpaTsIBaHe Ha
neyeHneTo ¢ aedepurnpoH (Bx. Touku 4.4 u 4.9).

[Ipodunst Ha GezomacHOCT Ha KOMOMHUpPaHaTa TepanuaTa (aedepuripoH u aedpepoKCaMuH),
Ha6JHOIlaBaH IIpY KIMHUYHUTE MPOYIBAHUS, TIOCT-MAaPKECTUHI'OBUSA OITUT WA Hy6J]I/IKyBaHaTa
JUTEPaTypa, € CbBMECTHM C TO3H, XapaKTEePEeH 3a MOHOTEpanusiTa.

Hannute ot cOopHara 0a3a 1aHHU 3a 0€30MAaCHOCT OT KJIMHUYHUTE MPOYUBAHUS

(1 343 manueHTOTrOAMHN EKCIO3UIMS Ha MOHOTepanus ¢ Ferriprox u 244 nanueHToroInHu
excrosunms Ha Ferriprox u medepokcaMuH) moka3Bat ctaTUCTHUeckH 3HaunMHE (p<0,05) pazmudms B
YeCcToTaTa Ha HeXKEeJIAHUTE PEaKITNN Bh3 OCHOBA HA CHCTEMO-OPTaHHUSA Kiac 3a ,,ChbpIAedHn
HapymieHus”, ,,HapyIeHns Ha MyCKYJIHO-CKeJIETHATa CHCTEMa M CheIMHUTEIIHATA ThKaH ™ |
,Hapymenus Ha Op0penuTe U MUKOYHUTE mbThma”. YectoTuTe Ha ,,Hapyrmenus Ha MycKyIHO-
CKeJIeTHATa CHUCTEMAa U CheMHUTEIIHATA ThKaH ™ U ,,Hapymmenns Ha 0b0penuTe 1 MTUKOYHUTE IHTHINA”
ca TI0-HUCKH NMPU KOMOMHUpPAHATa TEPAIHsI, OTKOJIKOTO IIPH MOHOTEPAIUATa, a 4eCTOTaTa Ha
,»CBhpIIEYHN HAPYIICHUS* € M0-BUCOKA IPU KOMOWHUpaHAaTa TEPAIUATA, OTKOIKOTO PH
MoHoTepanusTa. [lo-Bucokara creneH Ha ,,Chp/IedHN HapyIIeHUS , ChoOIaBaHa o BpeMe Ha
KOMOMHUpaHATa Tepanusi, OTKOIKOTO IMIPU MOHOTEPAIUATA C€ ABJIKU BEPOSTHO HA MO-BUCOKATA
9YeCTOTa Ha MPEABAPUTEITHO CHINECTBYBAIY ChPICYHH HAPYIICHUS TIPU HAIIUEHTUTE, KOUTO
noJrydaBaT KOMOMHHpaHa Tepanusi. Heo0XoanMo € BHUMATEITHO HAOIIOIeHHE 33 ChPJICYHN CHOUTHS
MIPH MAIeHTH Ha KOMOMHHUpaHa Tepanus (BX. Touka 4.4).

YecTtoTuTe Ha HEKETAHUTE PEAKLMHU, TOJIyYeHH Npu 18 aena u 97 Bb3pacTHU, JIEKYBaHU C
KOMOWHMpaHa Tepamus, He ca 3HAYUTEITHO Pa3INIHU MEX/Y IBETE BH3PACTOBH IPYIH C U3KIIOUCHHE
Ha yectoTaTta Ha aptponatus (11,1% mpu gema crp. Hyna npu Be3pactau, p=0,02). Onenkara Ha
gyecToTara Ha peakiuure npu 100 manueHToroAMHN eKCIO3UIK [T0Ka3Ba, Y€ caMo 4eCToTaTa Ha
Jiapus € 3HaYMTeITHO Mo-Brcoka npu jgena (11,1) otkonkoro npu B3pactaH (2,0; p=0,01).

C’bO6H.[aBaHC Ha 10A03MpaHu HCXCJIaHU PCAKIINN

CphoOI11aBaHeTO Ha MMOI03UPAHH HEXKETAHU PEAKIMU CJIe]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHHS
HPOJYKT € BaxkHo. ToBa M03BOJIsIBA J1a MPOIBIDKU HAOIIOJICHUETO Ha ChOTHOIICHUETO T0J13a/PHUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEAMITUHCKHUTE CIIEIIMATMCTH CE M3MCKBA J1a ChOOIIIaBAT BCAKA
M0JI03MPaHa HeXellaHa peakIys Ype3 HallMOHAIHA CUCTEMa 32 ChOOIaBaHe, TOCOYCHA B

Ilpunoxenue V.

4.9 Ilpeno3upane

Hsama cho0mienns 3a ciaydyan Ha npefo3upane. Bopeku ToBa HEBPOJOTHYHY HApYHIICHUs (HApUMep
1iepebeIapHi CUMITTOMH, JAUTUIONHS, JIATePAICH HUCTarbM, 3a0aBeHa IICHXOMOTOPHA (QYHKIIHUS,
JIBIDKCHHSI HA KHTKUTE U aKCHAJICH XUITOTOHYC) ca HAOJII0aBaHy TIPH Jela, Ha KOUTO YMHUIIIICHO €
npeanucBana 2,5 MbTH MO-BUCOKA OT MaKCHMAaJIHaTa mpenopbunTenta 1o3a ot 100 mg/kg/nex B
POIBIIKEHUE HA HAKOJIKO TouHN. HeBpONIOTHYHNTE HAPYIICHHUS TIPOTPECUBHO HAMAJISBAT CJIC
NPEYCTAaHOBSIBAHE HA JICYCHUETO C Ae(DEPHUTIPOH.
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HpI/I npeao3upane € H606XO,I[I/IMO MHOT'O CTPUKTHO KIIMHUYHO Ha6J'IIOZ[6HI/IC Ha IIanueHTa.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOHCTBA

dapMakoTepaneBTHYHA rpyma: BcHuky apyru TepaneBTHYHU IPOIYKTH, CPEICTBA, 00pa3yBallu
xenati ¢ xen130To, ATC kox: VO3ACO02

MexaHU3bM Ha eHCTBUE

AKTUBHOTO BEIECTBO € AedepunpoH (3-xuapokcu-1,2-iumeTnnnupuana-4-enHo); OuAeHTAaT JIMTaH I,
KOHTO CBBp3Ba KEJIA30TO B MOJIAPHO ChOTHOIIEHUE 3:1.

(DaDMaKOIII/IHaMI/IT-IHI/I ed)eKTI/I

KnuHnaHATE MPOYyYBaHUS TIOKA3BaT, Ye Ferriprox e e)eKTHBEH B YIICCHSIBAHE HA CKCKPEIUSTA Ha
JKEJIA30. Y CTAHOBEHO €, Y€ MPHUIIOKEHHETo Ha o0m1a fo3a 75 mg/kg AHEBHO MOXKe J1a MPEeIOTBPaTH
NporpecusTa Ha HATPYIIBaHE Ha XKeJs30, OLIEHEHO Ype3 CepyMHUsI (DEpUTHH MPU TALUEHTH C
TpaHC(Y3UOHHO 3aBUCHMA TanmaceMus. JlaHHUTE OT MyOIMKyBaHATa TUTEPATYpa 32 MPOYUBAHUSITA
BBPXY OaslaHca Ha JKeJsA30 TIPH MMAUEeHTH ¢ TalaceMHs Malop MOKa3BaT, e ynorpedara Ha Ferriprox
€THOBPEMEHHO ¢ JiepepoKcaMiH (ChbBMECTHO MPUIIOKEHHE Ha JIBaTa XeNaTopa B TCUCHNE Ha e/IUH H
CBIIH JICH, UM SAHOBPEMEHHO WM TIOCIIEIOBATENHO, Hanp. Ferriprox mpe3 neHs u nedepokcaMuH
npe3 HOIITa), TPEAN3BUKBAT MO-TOJsIMa EKCKPEIUS Ha JKENS30, OTKOIKOTO BCEKH OT JIGKAPCTBEHHUTE
MPOIyKTH TTooTAeHO. J{o3uTe Ferriprox B Te3u mpoyuanus Bapupat ot 50 go 100 mg/kg/men, a
no3ute aedeporxcamun ot 40 10 60 mg/kg/nen. HezaBucuMo OT TOBa, TepanusTa ¢ XenarooopasyBaliu
CpeACTBA HE BUHAI'M MMa MIPOTEKTUBEH €()EKT CPELLy JKEIA30-MHAYUPAHOTO OPTaHHO YBPEXKIAHE.

Kinnnnuna edbukacHocT U 6€300aCHOCT

ITpoBeneHu ca KIMHUYHM IPOYYBaHU 3a epUKacHOCT ¢ punMupanu tabiaetku 500 mg.

[poyusanus LA16-0102, LA-01 u LA08-9701 cpaBusiBaT epukacHocTTa Ha Ferriprox ¢ Ta3u Ha
nedepoKkcaMHH 32 KOHTPOJIUPAHe Ha CEpyMHHUS (EPUTHH NPH MALUEHTH ¢ TpaHC()y3HOHHO 3aBHCUMA
tanmacemusi. Ferriprox u nedepokcaMuH ca paBHOCTOWHH 3a MOCTHTaHEe HAa HETHO CTAOMIN3NpaHe WK
HaMaJlsiBaHe Ha HaTPyIBaHETO Ha XKeJsA30 B OpraHu3Ma, He3aBUCUMO OT HETIPEKbCHATOTO BHBEXKAHE
Ha KeJs30 Ype3 KPhBOIMpPEIUBaHE P TE3U MalMeHTH (IIPU PErpeCHOHHMS aHATN3 HE Ce yCTaHOBSIBA
pasJiuka B Jefia Ha MalMeHTUTE C OTPULATe/IHA TEHACHIMS Ha CepyMHUS PEPUTHH MEXIY JBETE
JeKyBaHHu Tpynu, p > 0,05).

3a KOJIMYECTBEHO ONpeIeIsiHE Ha OTIOKEHOTO B MUOKAP/1a JKENA30 € N3I0I3BaHO U 00pa3HO
u3cienBaHe ¢ aapeHoMarauTer pesonanc (IMP), T2*. CepbxHaTpyHBaHETO Ha )KEJA30 BOIH 110
3aBHCHMA OT KOHIICHTpalUsATa 3aryoa Ha curHai npu IMP T2*, karo moBUIIEHOTO ChIbpPXKAHUC HA
JKEJSA30 B MUOKapaa HamausiBa ctorHoctute Ha SIMP T2* 3a muokapna. Crotinoctn Ha SIMP T2* 3a
Muokapza moxa 20 ms MmokasBaT HaTPyMBaHE Ha JKEI30 B ChpieTo. IloBuaBaneTo Ha CTOWHOCTHTE Ha
SIMP T2* mpu nedeHne mokassa , ue ’eJsi30TO € OTCTPAHEHO OT ChpIeTo. JlokyMeHTHupaHa e
NOJIOKUTENTHA Bpb3Ka MeXay cToiiHocTuTe Ha SIMP T2* u chpaeunara yHkus (M13mMepeHa
MOCPEICTBOM JieBoKamepHara (pakius Ha nzrinackBane (LVEF)).

[poyusane LA16-0102 cpaBHsBa epukacHocTTa Ha Ferriprox ¢ Tasu Ha aedepokcamuH 3a
HaMallsiBaHE Ha HATPYIBAHETO Ha KeIs30 B ChPIIETO U MMOI00psBaHe Ha ChpAeYHATa (DYHKITUS
(m3mepena nocpeacrsom LVEF) npu manmenTy ¢ Tpancdy3nonHo 3aBucnMa tanacemus. lllectnecer n
€/IVH TAalIeHTH ChC CBPBXHATPYIBaHE HA JKEIISA30 B CHPIETO, BeUe JIEKyBaHU ¢ AedepokcamuH, ca
PaHIOMU3UPAHU Ja IPOABIDKAT JISYEHUETOo ¢ AedeporcamuH (cpeana go3a 43 mg/kg/nen, N=31) nnn
Jla IpeMHuHAT KbM Jiedenne ¢ Ferriprox (cpemna no3a 92 mg/kg/nen, N=29). Ilpe3 12-meceunus
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nepuo Ha mpoyuBaHeTo Ferriprox e mo-eekTuBeH OT JedepoKCcaMUH 32 HaMalsiBaHe Ha
HATPYIIBAaHETO Ha eJsi30 B cbpuero. Ilpu manuenture, nexkysanu ¢ Ferriprox, uma nogodpenue Ha
chpaeuHaTa T2* ¢ moBede oT 3 ms B CpaBHEHHUE C IPOMSHA OT OKOJIO 1 ms MpH JIeKyBaHHUTE C
nedepokcamus. Kem cpums momentT LVEF e noBuiena cnpsaMo u3xoaHoTo HuBo ¢ 3,07 + 3,58
abcomrotHU eauHUIM (%) B Tpymnata Ha Ferriprox u ¢ 0,32 + 3,38 abconroran equauny (%) B rpymara
Ha aedepokcaMmuH (pas3iuka Mexay rpymute, p = 0,003).

[IpoyuBane LA12-9907 cpaBHsiBa MPEKUBAEMOCTTA, YECTOTATA HA ChPICYHH 3a00JIIBaHUS, KAKTO U
MIPOTPECHPAHETO HA ChPICUHO 3a00siBaHe TIpH 129 marmeHTH ¢ TajJaceMus Maiop, JICKYBaHH C
Ferriprox (N=54) wim nedepoxcamun (N=75) B mpogbiokeHne Ha Hail-Manko 4 roauHu. ChpAedHUTe
KpaiHHU TOYKHU Cca OLEHSIBaHU IIOCPEACTBOM €XOKapANOrpama, eIeKTpOKapAHOTrpaMa, Kiacu(uKanusTa
Ha Hroitopkckara kapauosnoruygna acoruanus (New York Heart Association) u cMBPT BCleICTBUE HA
chpaedHo 3abomnsaBane. [Ipu mppBOHAYaTHATA OIIEHKA HAMA 3HAYMMa Pa3NIdKa B Jefla Ha MAIHeHTHTe
cbe chpaeuna auchynkius (13% 3a Ferriprox crpsimo 16% 3a nedepokcamun). OT MaUEHTUTE ChC
chpJedHa MUChYHKIHS IIPH TbPBOHAYATHATA OIIEHKA, HUTO €IWH OT JIEKYBaHUTE C Jie(hepUIpOH
cupsmo getrpuMa (33%) ot exyBaHUTE ¢ JeepOKCaMIH HsMa BIIOIIABAHE Ha ChPIECYHHS CTATyC
(p=0,245). HoBogmaraocturupana crpaeuna nuc@yHkims ce passusa npu 13 (20,6%) nekyBanu ¢
nedepokcaMuH nanueHTy u npu 2 (4,3%) nexyBanu ¢ Ferriprox nmanueHTH, KOUTO HE ca UMalld
ChpIevYHO 3a00sIBaHe TpH MbpBOHaYaHaTa oreHka (p=0,013). KaTo msto mo-Manko JeKyBaHH ¢
Ferriprox manmenTtu cripsmo JiekyBaHute ¢ aedepokcamud (4% cpenty 20%, p=0,007) mokas3sat
BJIOILIABAHE Ha ChpJeYHaTa TUCPYHKIMS 32 IEpHOa OT ITbPBOHAYAIHATA A0 MMOCIeIHATa OLCHKA.

JananTe OT MyONMKyBaHaTa TUTEPaTypa CHOTBETCTBAT HA PE3YNITATUTE OT MMPOYIBAHUATA,
CIIOHCOPUPAHH OT KOMIIAHMUATA, KOUTO TTOKA3BaT ITO-MAJIKO CHPACYHU 3a00JISIBAHS W/ TTOBUIIICHA
MIPEKUBAEMOCT TPU MAIIMEHTUTE, JIeKyBaHU ¢ Ferriprox, 0TKOJIKOTO IPH JIEKYBaHUTE C AePepOKCaMUH.

EnHo paHgoMu3npaHo, mianedo-KOHTPOIUPAHO, TBOWHOCIIAIO TPOYYBaHe OICHsBa edeKTa Ha
enHoBpeMeHHara Tepanusi ¢ Ferriprox u gedepokcaMuH NpH MaMeHTH ¢ TajJaceMus Maifop, KOUTO
Npear TOBA ca MOJIy4aBaid CTaHAApTHATa MOHOTEPAIHS C XeJIaTO00Pa3yBaTelt C MOJIKOXKEH
nedepokcaMiH M ca UMAaJTH JIEKO JI0 YMEPEHO ChPICYHO HaTOBapBaHE C JKems30 (Muokapauo T2* ot
8 10 20 ms). Cnen pangomusaiusaTa 32 naueHTy noiay4asar nedepokcamut (34,9 mg/kg/nex 3a

5 nuu/cenmuua) u Ferriprox (75 mg/kg/nen), a 33 nauneHTH Noxy4aBaT MOHOTEPAIIUS C
nedepokxcamuH (43,4 mg/kg/nen 3a 5 nau/cenmuna). Criex ejHa TOMHA TEPAIUs B IPOYYBaHETO
NAIMEHTHUTE Ha €THOBPEMEHHA TePAITHs C XeJaTo00pa3yBaTeld MoTydaBaT 3HAYUTEITHO TO-TOJISIMO
noHWKeHne Ha cepymHust peputud (1 574 pg/l mo 598 ng/l ¢ emHoBpeMeHHAaTa Teparus CIp.

1379 pg/l mo 1 146 pg/l c monotepanusta ¢ nedpepokcamut, p<0,001), 3HAYNTETHO TTO-TOIIMO
MOHW)KEHKE HAa MUOKAPJIHOTO MPETOBAPBAHE C XKEJSI30, OIEHEHO NOCPECTBOM MoBHUIIIeHUe Ha T2*
npu AMP (11,7 ms no 17,7 ms ¢ eqHOBpemMeHHaTa Tepanus cip. 12,4 ms 1o 15,7 ms ¢ MmoHOTEpanusTa
¢ nedpepoxcamut, p=0,02) 1 3HAYNTEITHO MO-TOJSIMO MOHIKEHUE Ha KOHLEHTPALIUATA Ha KeJsA30 B
YepHUs APo0, CHIIO OLIEHEHO NocpencTBoM moBumeHue Ha T2* mpu AMP (4,9 ms no 10,7 ms c
eJIHOBpeMeHHaTa Tepanus cup. 4,2 ms 70 5,0 ms ¢ MoHoTepanusra ¢ nedepokcamut, p< 0,001).

IIpoyuBane LA37-1111 e npoBeneHo, 3a 1a ce olleHH e()eKThT Ha SAMHUYHH TEPaIleBTUIHN

(33 mg/kg) u cynparepanesrnunn (50 mg/kg) nepopanxan 103u nedepunpoH BEpXY
npoabibkuTeHocTTa Ha QT nHTEpBana npu 3apaBu 100poBOIIM. MakcUMaTHaTa pa3inka MEeXKILy
CTOMHOCTTA Ha Hall-MaJIKUTE CPEAHU KBaIpaTH Ha TeparneBTHYHaTa j03a u mianedo e 3,01 ms (ropna
rparuia Ha 95% emHoCTpaHeH AoBepuTeeH nHTEepBal: 5,01 ms), a MEX Iy CTOHHOCTTA Ha Hali-
MAaJIKUTE CPEeTHH KBaJApaTH Ha CyllpaTepaneBTUYHaTa 103a U miamedo e 5,23 ms (ropHa rpaHuia Ha
95% enHOCTpaHeH noBepuUTENicH HHTEpBal: 7,19 ms). 3akmoueHuneTo e, ue Ferriprox He BOJU 110
3HaYMMO ynbibkaBaHe Ha QT uHTEepBana.
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5.2 ®dapmakoKMHETHYHM CBOlicTBa

AOGcopOrtus

Hedepunpon ce abcopOupa Obp30 B TOPHUTE OT/ENIN HA CTOMAITHO-YPEBHUS TPAKT. MaKCHMaTHUTE
CEpYMHH KOHIICHTpAITNH ce HabmogasaT 45 1o 60 min ciaex eqHOKpaTHA 1034, IIPHUeTa OT MallueHTH
,.Ha TIagH0”. BpeMeTo 3a TocTUTrane Ha MaKCUMAITHUTE CEPYMHU KOHIIEHTPAIIMHA MOXE J1a C€ yIBIDKH
JI0 2 yaca Mpu NaIueHTH, IPUEMAIH XPaHa.

Crnen mpusoxxeHue Ha 103a oT 25 mg/kg, mo-HUCKHM MaKCUMAaJIHU CEpyMHHU KOHIIEHTPAIUHU ca
U3MEpEeHH NP MalUeHTH, TpreMaii xpaHa (85 pmol/l), OTKOIKOTO NpH MalUEeHTH ,,Ha TJIATHO”
(126 umol/l), Bpnpeku ue He € HabII0AaBaHO HaMaIABaHE Ha KOJMYECTBOTO HA a0COpOMpaHus
nedepunpoH, Korato Toi € mpuiarad ¢ XpaHa.

Buorpanchopmars

Hedepumnpon ce metabonm3upa NpearMHO 0 TIIIOKYPOHUA KOHIorat. To3u MeTabonuT He mpuTexaBa
JKEJISA30-CBBP3BAIl] KalalluTEeT, MOPaId MHAKTUBUPAHE HA 3-XUIPOKCHU TpyIiaTa Ha Ae(epunpoH.
MaxkcumaliHi CepyMHM KOHIIEHTpAllMM Ha TIIOKYPOHH 1A C€ MoJydaBaT Ha 2 0 3 yaca ciien
MIPIIOKCHUETO Ha ACPEPUIIPOH.

Enumunupane

[Ipu xopa, nedepumpoH ce eTMMUHIpPa OCHOBHO 4pe3 060pennte; 75% no 90% ot nmpuerara mo3a ce
OTKpHBa B ypHHATa Ipe3 IbpBUTE 24 yaca, moa ¢popmara Ha CBOOOAEH AeepUIPOH, IIIOKYPOHHICH
MeTa0OJUT M KOMILIEeKca Kemsa30-aedepunpod. ChoOIIaBa ce 3a MpOMEHIMBH KOJIMYECTBA Ha
JIEKapCTBOTO, SIMMHUHUPAHHU Upe3 PekanuuTe. [Ipy moBedeTo manueHTH, eTMMIHAITIOHHAST
MOJTY>KUBOT € 2 10 3 yaca.

Bbr0Opeuno vBpexaane

[IpoBeneHo € OTKpUTO, HEPaHAOMHU3UPAHO, APAJICIIHOTPYIIOBO KJIMHUYHO MPOYYBaHE 3a OLICHKA Ha
edekra Ha yBpeqeHa Ob0peuHa QyHKIUS BbPXY 0€30M1acHOCTTa, TOHOCUMOCTTA U
(hapmakoKMHETHKATa Ha eAMHAYHA MepopaiHa 1o3a oT 33 mg/kg Ferriprox ¢pummupanyu TabneTky.
YdacTHAIUTE ca KaTeTOpU3UpaHH B 4 TPYITU Bb3 OCHOBA Ha M3YHCIICHATAa CKOPOCT Ha TIIOMEpYJIHa
dunrpamus (eGFR): 3xpasu no6posommm, (¢GFR > 90 ml/min/1,73m?), nexo 6606pedno yBpexaane
(eGFR 60-89 ml/min/1,73m?), ymepeno 66peuno yspesxaane (eGFR 30—-59 ml/min/1,73m?) u Texko
6B6peuno yepexaane (eGFR 15-29 ml/min/1,73m?). CucremMHaTa eKCro3uius Ha Aedepunpon u
HeroBusi MeTabonuT nedepunpon 3-O-rmokyponus e oneneHa upe3 OK napamerpu Crax 1 AUC.

He3aBucuMo oT creneHTa Ha OBOPEUYHOTO YBpPEKIAHE MO-rojiiMaTa 4acT OT jJo3ara Ferriprox ce
EKCKpeTHpa B ypuHaTa B paMKHTE Ha bpBHUTE 24 yaca kato nedepunpon 3-O-rmokyponua. He ce
HaOIr01aBa 3Ha4MM e(eKT Ha ObOPEYHOTO YBPEXKIaHE BPXY CUCTEMHATa EKCIIO3ULHS Ha
nedepurpor. CrucTeMHaTa eKCIIO3UITNS Ha HeaKTUBHUS 3-O-TIIIOKYpOHH/T CE YBEINYaBa ¢
HamainsaBaneTo Ha eGFR. Bb3 ocHOBa Ha pe3ynraTuTe OT TOBa IIPOyUYBaHE HE € He00X0ANMa KOPEKIIUs
B CXeMara Ha npwiaraie Ha Ferriprox np ¥ malMeHTH ¢ yBpeaeHa Ob0peuHa GyHKuus.
bezonacHocTTa 1 hapMakoKHHETHKAaTa Ha Ferriprox mpu mamueHTy ¢ TepMUHaiTHa 060pedna
HEJOCTaThYHOCT HE Ca U3BECTHHU.

YepHoAPOOHO YBpEXKIAHE

[IpoBeneHo € OTKPUTO, HEPaHAOMHU3UPAHO, APAJICIIHOTPYIIOBO KJIMHUYHO MPOYYBaHE 3a OLICHKA Ha
edexTa Ha yBpeaeHa yepHOApoOHa hyHKUHMS BbPXY 0€30M1aCHOCTTa, IOHOCUMOCTTA U
(hapMaKOKHHETHKATa Ha eIMHUYIHA IepopaiHa 1032 oT 33 mg/kg Ferriprox guimmvupanu TabIeTKH.
YdacTHHIIUTE ca KaTerOpU3UpaHH B 3 TPYITH Bb3 OCHOBA Ha ckopa 1o knacupukanusra Child-Pugh:
31paBu 10OPOBOJIIIH, JIeKO YepHOAPOOHO yBpexnaHe (Kmac A: 5— 6 TOUKkH) 1 yMEpEeHO YEPHOAPOOHO
yBpexxnane (Kmac B: 7— 9 touku). CucteMHaTa €KCIIO3UITHS Ha eQEPHUITPOH B HETOBHUS METaOOIHUT
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nedepunpol 3-O-rrokyponu/ ¢ orieHeHa upe3 OK mapamerpu Cpax 1 AUC. JlumncBat pa3nuius B
AUC =Ha gedepunpoH npu pa3IMdHUTE TPYNIH Ha JedeHne, HO Cmax ce MoHmkaBa ¢ 20% mnpu
YYaCTHHUIIUTE C JIEKO UM YMEPEHO YEPHOAPOOHO yBpEeXkKIaHE B CPAaBHEHHE ChC 3/IpaBH T0OPOBOIIIH.
AUC na gedepunpon 3-O-rmokypoHun ce moHmkasa ¢ 10%, a Cpax ¢ 20% mpu y4yacTHHLIUTE C JIEKO
WIN YMEPEHO YepHOIPOOHO yBpEXKIaHE B CpaBHEHHE ChC 3ApaBH JoOpoBony. [Ipy enuH y4acTHUK C
yMEpEeHO YepHOAPOOHO YBpEKIaHe ce HaOII0aBa CEPHO3HO HEKEITaHO CHOUTHE Ha OCTPO
yepHOIPOOHO U OBOpedHo yBpekaane. Bb3 0cHOBa Ha pe3yTaTUTE OT TOBA POYYBAHE HE €
HEeoOX0J1Ma KOPEKIHs B CXeMara Ha Ipuiiarade Ha Ferriprox mpu maiyeHTH ¢ JIEKO WIH YMEPEHO
yBpeAcHa YePHOAPOOHA (DYHKITHS.

BnusiHreTo Ha TEKKO YepHOAPOOHO YBpeXkKIaHe BbpXY (papMakOKHHETHKaTa Ha AeepunpoH U
nedepurnpoH 3-O-TIIOKypOHU He € olleHeHo. be3onacHocTTa u papmakokuHeTHKaTa Ha Ferriprox
IPY IAIUEHTH € T&XKKO YePHOIPOOHO YBPEKAaHE HE Ca U3BECTHH.

5.3 IIpeakJaMHUYHHU JAHHHU 32 0€30MACHOCT

HexnuHu4yHU npoy4dBaHuUs ca NPOBEICHU NMPU )KUBOTUHCKUA BUIOBE, BKIIFOUBAIIM MUILKH, [NITbXOBE,
3aiilld, KyuyeTa U MaliMyHHU.

Haii-yectute HaXOKU MPH HEHATOBAPEHH C JKEJISI30 )KUBOTHHU, ITPH JI03U Ha JIeepUTIPOH

> 100 mg/kg/mHEBHO ca XeMaTOJOTHYHH e(EKTH, KaTO XUIOLETYIapHOCT Ha KOCTHUS MO3BK
HaMmaJeHue Ha OenuTe KPbBHU KIETKH, YEPBEHUTE KPBBHU KIETKU H/UIH TPOMOOLIMTHTE B
nepudepHara KpbB.

IIpu no3m Ha gedepunpon > 100 mg/kg/nHEBHO TPU HEHATOBAPEHM C HKEIA30 JKUBOTHHU CE ChOOIIIaBa
3a arpodus Ha TUMYca, TUMQPOHUIHATA ThKAaH U TECTHCHTE U XUIepTpodrs Ha HanObOpedHaTa *xiiesa.

He ca npoBexnanu mpoy4BaHus 3a KaHLIEPOTSHHOCT Ha JiepepHIlpoH MpH KUBOTHH.
['eHOTOKCHUYMHHUAT MOTEHIMAT Ha Ie(epUIIPOH € OLIEHSIBaH KaKTO i1 Vitro, Taka H in vivo.
Hedbepunpon He posBIBa TUPEKTHA MyTareHHA CBOMCTBA, HO MTOKa3Ba KJIACTOTCHEH MOTEHIIAAN TIPH
U3CJIEABAHUATA [N VIlro U IIPU )KUBOTHU.

[IpoyuBaHus BbpXY peNpOAyKIHATA P HEHATOBAPEHH C KEJA30 OpEMEHHH TUThXOBE U 3aMIH ¢
nehepunpoH, IPUIIOKEH B J03H OT MoHe 25 mg/kg/mHeBHO MOKa3BaT TEPATOTeHEH H eMOPHOTOKCHYCH
MOTEHIMAJT Ha JiekapcTBOTO. He ca 3a0ensa3anu epekTH BbpXy (PepTHUIINTETA WU PAHHOTO
eMOpHOHAIHO pa3BUTHE NIPY HEHATOBAPEHU C YKEI30 MBKKH U )KEHCKHU TUThXO0BE, KOUTO ca
noJTy4JaBany AeQepurnpoH mepopasHo B 4o3u 10 75 mg/kg ABa MbTH JHEBHO B MPOJBIDKEHIE HA

28 nHu (IpU MBXKKHUTE) WIH 2 ceIMUIH (TIPH KEHCKUTE) MpeIn YUPTOCBAHE U JI0 TPUKITIOYBAHETO MY
(Ipu MBIKKHTE), UK PaHo Ipe3 OpeMeHHocTa (pH skeHckute). [pu sxeHckute, eeKkT BrpXy
eCTpaTHUS TUKBJI JOBeJE 10 3a0aBsHE 32 TOTBbPKAaBaHe Ha YU(PTOCBAHETO MTPHU BCHYKH TECTBAHU
JI03H.

He ca MPOBCXKAAHU IPCHATAIHN U IOCTHATAJIHU MTPOYYBAHU BBPXY PCIIPOAYKIHATA ITPU JKUBOTHHU.

6. DAPMAIIEBTHNYHU JTAHHHA
6.1 Choucbk Ha NIOMOIIHHUTE BelleCTBA

[Ipeuncrena Boxa

XUApOKCUETHIIIETYII032

I'muuepon (E422)

KonnenTpupana Xa0poBogopoHa KucennHa (3a kopekius Ha pH)
M3kycTBeH apomar Ha depelia

Macio ot meHTa

CoHcet xbiTo (E110)

Cyxkpano3za (E955)
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6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

3 roguHU

Crnen mbpBOHAYATHO OTBApsIHE Ja C€ M3I0JI3Ba B PAMKHUTE Ha 35 THHU.
6.4 CroenuajaHu yclI10BHA Ha CbXpaHeHHe

Ha ce cvxpanspa nmoa 30°C. Jla ce cbxpaHsiBa B OpUTHHAJIHATA OMIAKOBKA, 3a Jia CE Mpeana3u oT
CBETJIMHA.

6.5 Bwuau cbabpikaHue HA ONIAKOBKATA

Onakonu ot nonueruieH tepedranat (PET) ¢ kexaubapeH UBSAT, ChC 3alIUTEHA OT JAela 3aIlyIanka
(mosnmmponuieH) U rpagyupaHa MEpUTeNIHA Yalka (MOIUIPOIHIIICH).

Bcska onakoBka ceabprxka enuH ¢uakon ot 250 ml wim 500 ml mepopanen pa3Teop.

He Bcuuku BHI0BE OMAKOBKHU MOTAT Aa OBJIAT MyCHATH Ha Masapa.

6.6 CrhenuanaHu npeanasHu MepKHU NMPH U3XBbPJIsIHE

Hewnsnon3BaHUSAT JIeKapCTBEH MPOAYKT WIIH OTIIaIbYHUTE MAaTepHUAIH OT HETO TPSIOBA J1a C€ U3XBBPIAT

B CHOTBETCTBHE C MECTHUTE N3UCKBAHHSI.

7. HNPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.

Via Palermo 26/A

43122 Parma

Hranus

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/99/108/002

EU/1/99/108/003

9. JATA HA IBPBO PABPEINIABAHE/ITIOJJHOBSIBAHE HA PASPELHLIEHUETO 3A
YIHOTPEBA

Jara Ha mbpBO pa3pemiaBane: 25 apryct 1999 r.

Jata Ha mocienno noxuoBsiBane: 21 cenremspu 2009 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IToapo6Ha nHOpMAaIUS 32 TO3U JIEKApPCTBEH MPOAYKT € IIpeIocTaBeHa Ha yeb caiita Ha EBpomeiickaTta
areHIys 1o JIeKapcTBaTa http://www.ema.europa.eu.

29



NNPUJIOXEHUE I1

IMPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE
HA TAPTHU N

YCJIOBUSA NJIX OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUSA 1 UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJIOBUA NJIN OT'PAHUYEHMNSA 3A BE3OITACHA U
EDOEKTHUBHA YIIOTPEBA HA JIEKAPCTBEHUS TPOAYKT
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A. TIPOU3BOIAUTEJI, OTTOBOPEH 3A OCBOBOXKJIABAHE HA TAPTUIU

WwMe v aipec Ha MPOU3BOIUTEIIS, OTTOBOPEH 32 OCBOOOXKIaBaHe HA TAPTUINTE
Eurofins BioPharma Product Testing Leiden B.V.

Archimedesweg 25

2333 CM Leiden

Hunepnanaus

b. YCJI0OBUSA NN OT'PAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUAT MPOIYKT C€ OTITyCKa 10 OrPAaHMYEHO JeKapcKo npeanucanue (Bx. [Ipunoxenne I:
Kparka xapakrepucTrka Ha MPOAyKTa, ToUKa 4.2).

B. JAPYI'M YCJIOBUs U UBUCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IHepnoguynn akTyaJausupanu Jokaagu 3a 6ezonacHoct (ITAJIB)

M3uckpanusTa 3a nogaBane Ha [TAJIb 3a To3u IeKkapcTBEH MPOAYKT Ca MOCOYEHHU B CIIUCHKA C
pedepentaure natu Ha EBponeiickus cpio3 (EURD cnucek), mpeasuned B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCHYKH CJICIBAITH aKTyaJIH3aIliy, TyOJIMKYBaHH Ha €BPOICHCKUS
yeOmopTal 3a JIeKapCcTBa.

. YCJI0BUS NWJIN OI'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA TPOAYKT

. IInan 3a ynpasaenune Ha pucka (ITYP)

[purexatensaT Ha pa3penieHuero 3a yrnorpeda (IIPY) Tpsabdsa na u3BbpIIBa H3UCKBAHUTE JCHHOCTH U
JEeMCTBUS, CBBP3aHH C MPOCIIEsIBaHEe Ha JIeKapcTBeHaTa 0€301MacHOCT, mocoyeHu B ogoopenus I1YP,
npezacrased B Moayi 1.8.2 Ha pa3peiieHnero 3a ynorpeda, KakTo ¥ BbB BCUUKH CJIeIBAIlK OA00pEeHN
aktyanu3auuu Ha ITYP.

Axryammszupan [1YP Tps6Ba na ce nonasa:

e 110 UcKaHe Ha EBponeiickaTa areHIys o JeKapcTBaTa;

e BHHArW, KOraTo ce M3MEHS CHCTeMaTa 3a yIpaBJeHNE Ha PUCKA, 0COOEHO B pe3yJTar Ha
MmoJTydaBaHe Ha HOBa WH(GOPMAIHS, KOATO MOJKE /Ia OBEJE /10 3HAYUMH MMPOMEHH B
CHOTHOILIEHUETO TOJI3a/PUCK, WK CIIe]l IOCTUTaHe Ha BayKeH eTar (BbB BPB3Ka ¢
npociensBaHe Ha JieKapcTBeHaTa 0€30IacCHOCT MM CBEXJaHe Ha PUCKa 10 MUHIUMYM).

o JlobJIHUTEJ HM MEPKH 32 CBeK/AaHe HA PUCKA 10 MUHMMYM

[IPY TpsiOBa na mpeocTaBu ChC BCEKHU MAKET KapTa Ha MAIlMEeHTa, TEKCTHT Ha KOSATO TPsOBa Jia ce
Bkitoun B [Ipmnoxkenue IIIA. Kaprara Ha manmenTa TpsiOBa 1a ChabpiKa CICAHATE OCHOBHH
ITOCJIAHUS:
e Jla ce moBumy HHGOPMHUPAHOCTTA HA TAITUEHTA 3a 3HAYCHUETO HA PEIOBHOTO MOHUTOPHUPAHE
Ha Opost Ha HEYTPO(HIKUTE IO BpeMe Ha JICUEHUETO ¢ JehepurnpoH
e Jla ce moBumy HHGOPMHUPAHOCTTA HA TIAITUEHTA 34 3HAYCHUETO HA BCAKAKBA CUMIITOMH Ha
UHQEKIUS, TOKATO puemMa JedepuripoH
e Jla ce mpenynpesT )KEHUTE B ACTEPOHA BH3PACT Jia He 3a0peMEHsBaT, Thil KaTo Jaedepunpox
MOKE CEpHO3HO JIa YBPEIH HEPOACHOTO JICTE.
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IPUJIOKEHME II1

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. IAHHH BHPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JA CbAbPKA BTOPUYHATA OITAKOBKA
OUJIMHUPAHU TABJIETKH 500 MG

BYTUIIKA CBC 100 TABJETKHN

KAPTOHEHA OITAKOBKA

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Ferriprox 500 mg ¢punmupanu tabiaetku
nehepunpoH

‘ 2. OBSIBSIBAHE HA AKTUBHOTOMMTE) BEINECTBO(A)

Bcesika Tabnerka cpabppika 500 mg nedepunpos.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

Ounmupana TabyieTKa

100 ¢unmmupanu TabieTku

| 5.  HAYMH HA MMPUJIOKEHUE U MbT(MIIA) HA BbBEKJIAHE

IIpean ynorpeba mpodeTeTe JIMCTOBKATA.
IIepopanHo npunoxeHue

6. CIIENMAJIHO INTPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTI'JIEJA U JOCET'A HA JIEITA

[a ce cpxpansiBa Ha MICTO, HEAOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHNUA, AKO E HEOBXO/JNUMO

B onakoBkara e BkiatoueHa KAPTA HA ITALIMEHTA.

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

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cbxpanssa nox 30°C.
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10.

CIIEHUAJIHU ITPEIIA3HUA MEPKMU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

NME U AJIPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Uramsa

12.

HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

EU/1/99/108/001

13.

IHAPTUJEH HOMEP

ITaptuna:

| 14.

HAYUH HA OTITYCKAHE

| 15.

YKA3AHHUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Ferriprox 500 mg

| 17.

YHUKAJIEH HIEHTHO®UKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoJi ¢ BKIFOYECH YHUKAIICH UACHTH(QHKATOP

| 18.

YHUKAJIEH NWIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CbAbPKA IIBPBUYHATA OITAKOBKA
OUJIMHUPAHU TABJIETKH 500 MG

BYTUIIKA CBC 100 TABJETKHN

ETUKET

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Ferriprox 500 mg ¢punmupanu tabiaetku
nehepunpoH

‘ 2. OBSIBSIBAHE HA AKTUBHOTOMMTE) BEINECTBO(A)

Bcesika Tabnerka cpabppika 500 mg nedepunpos.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

Ounmupana TabyieTKa

100 ¢unmmupanu TabieTku

| 5.  HAYMH HA MMPUJIOKEHUE U MbT(MIIA) HA BbBEKJIAHE

IIpean ynorpeba mpodeTeTe JIMCTOBKATA.
IIepopanHo npunoxeHue

6. CIIENMAJIHO INTPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTI'JIEJA U JOCET'A HA JIEITA

[a ce cpxpansiBa Ha MICTO, HEAOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHNUA, AKO E HEOBXO/JNUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

Ha ce cpxpansisa ox 30°C.
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10.

CIIEHUAJIHU ITPEAITASHU MEPKU ITPU U3XBBPJIIAAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

| 11.

HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Chiesi (s1oro)

| 12.

HOMEP(A) HA PASPEHLIEHHUETO 3A YIIOTPEBA

EU/1/99/108/001

13.

IHAPTHUJAEH HOMEP

ITaptuna:

| 14.

HAYUH HA OTITYCKAHE

YKA3AHUA 3A YIIOTPEBA

WH®OPMAIUS HA BPAIMJIOBA A3BYKA

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/]

YHUKAJIEH NIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JA CbAbPKA BTOPUYHATA OITAKOBKA
BYTHUJIKH C 250 ML NJIM 500 ML IIEPOPAJIEH PA3TBOP

KAPTOHEHA OITAKOBKA

‘ 1. HNME HA JIEKAPCTBEHUS TPOAYKT

Ferriprox 100 mg/ml epopanen pa3TBop
nedepurnpoH

‘ 2. OBSIBJABAHE HA AKTUBHOTOMTE) BEIECTBO(A)

Bceku ml nepopanen pasrBop chabpika 100 mg nedepunpon (25 g nepepunpon B 250 ml).
Bcexu ml nepopanen pa3rBop ceabpka 100 mg nedepunpon (50 g nedepunpon B 500 ml).

3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

Coappka chHeeT xkbaT0 (E110). BukTe nrcToBKaTa 3a JOMBIHATEIHA HHPOPMAIIHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

IMepopanen pa3rBop

250 ml
500 ml

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

IIpenu ynorpeba npoyereTe JIUCTOBKATA.
IlepopanHo npuoxkKeHne

6. CIELUAJHO OPEXYIPEXJIEHUE, UE JEKAPCTBEHUSIT MPOJYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJIA U JOCETA HA JELIA

Ja ce cpxpansBa Ha MACTO, HEAOCTHITHO 3a JICTIa.

‘ 7. APYI'N CHEHNUAJIHU NPEAYIPEXJIEHNA, AKO E HEOBXOJNUMO

B omakoBkara e BkimoueHa KAPTA HA ITAIIMEHTA.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

CHCZ[ IIbPBOHAYAIHO OTBAPAHE, 1a CC U3I0JI3BAa B pAMKUTC Ha 35 JHH.
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[Jara Ha oTBapsiHe:

‘ 9. CHHELHHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha ce cpxpansiBa moa 30°C.

I[a CC ChbXpPaHsBa B OpUTMHATIHATA OIMAKOBKaA, 3a Aa CC MpeAra3nu OT CBETIUHA.

10. CHELOUWAJIHU INPEAITASHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NWJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Uranus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/99/108/002
EU/1/99/108/003

13. HNAPTUIAEH HOMEP

ITapTuna:

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAMJIOBA A3BBYKA

Ferriprox 100 mg/ml

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYEH YHUKAIICH UACHTH(QHKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CbAbPKA IIBPBUYHATA OITAKOBKA
BYTHUJIKH C 250 ML NJIM 500 ML IIEPOPAJIEH PA3TBOP

ETHUKET

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Ferriprox 100 mg/ml epopanen pa3TBop
nedepurnpoH

‘ 2. OBSIBJABAHE HA AKTUBHOTOMTE) BEIECTBO(A)

Bceku ml nepopanen pasrBop chabpika 100 mg nedepunpon (25 g nepepunpon B 250 ml).
Bcexu ml nepopanen pa3rBop ceabpka 100 mg nedepunpon (50 g nedepunpon B 500 ml).

3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

Crappka cpHCeT xkbaT0 (E110). BrokTe nucToBkaTa 3a JOITBIHATEIHA HHPOPMAIIHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

IMepopanen pa3rBop

250 ml
500 ml

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

IIpenu ynorpeba npoyereTe JIUCTOBKATA.
IlepopanHo npuoxkKeHne

6. CIELUAJHO OPEXYIPEXJIEHUE, UE JEKAPCTBEHUSIT MPOJYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJIA U JOCETA HA JELIA

Ja ce cpxpansBa Ha MACTO, HEAOCTHITHO 3a JICTIa.

‘ 7. APYI'N CHEHNUAJIHU NPEAYIPEXJIEHNA, AKO E HEOBXOJNUMO

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

T'onen no:

Crenn mbpBOHAYAITHO OTBAPSHE, a CE U3II0JI3Ba B paMKHTE Ha 35 THU.
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‘ 9. CHHEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha ce cpxpansisa o 30°C.

I[a CC ChbXpaHsBa B OpUTHHAJIHATA OIMMAKOBKaA, 3a Aa CC MpEAIa3nu OT CBCTINHA.

10. CHEIUAJIHU NPEAITASHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTITAABYHHN MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

‘ 11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Chiesi (;1oro)

‘ 12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/99/108/002
EU/1/99/108/003

13. NAPTUIEH HOMEP

[MapTtuna:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHWJ 3A YIHOTPEBA

‘ 16. WH®OPMAIIMS HA BPAMJIOBA A3BBYKA

‘ 17. YHUKAJIEH UWAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CbIABbPKA BTOPUYHATA OITAKOBKA
OUIMHUPAHU TABJIETKH 1 000 MG

BYTUIIKA C 50 TABJIETKHA

KAPTOHEHA OITAKOBKA

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Ferriprox 1 000 mg dbuaMupanu TabIeTKH
nehepunpoH

‘ 2. OBJIBSIBAHE HA AKTUBHOTOMMTE) BEINECTBO(A)

Bcska tabnerka cpappka 1 000 mg medepumnpoH.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmupana TablieTKa

50 ¢punmupanu Ta0IETKH

| 5.  HAYMH HA OPWJIOKEHME M BbT(MILA) HA BBBEKJIAHE

[Ipenu ynorpeba npodereTe IMCTOBKATA.
IIepopanno mpunoxxeHue

6. CIIEHUAJIHO ITPEAYHNPEXJIEHUE, YUE JIEKAPCTBEHUSAT INPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U JOCET'A HA JIEITA

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTHIIHO 3a JCHa.

‘ 7. APYI'U CHEHNUAJIHU NPEAYIPEXJIEHNA, AKO E HEOBXO/JNMO

B omaxoBkara e BkimoueHa KAPTA HA ITAIIMEHTA.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
Cren mbpBOHAYAIIHO OTBAPSHE, 1a CE U3IMOJI3Ba B paMkuTe Ha 50 THU.

I[aTa Ha OTBApsAHEC!:

42



‘ 9. CIIEHMAJIHU YCJI0OBUS HA CbXPAHEHUE

[a ce cpxpansasa nox 30°C.
CobxpansBaiiTe OyTHIKaTa IUTHTHO 3aTBOPEHA, 3a Ja CE MPeIas3y OT Biara.

10. CHEIUAJIHU NPEAITASHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTITAABYHHN MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

HUramusa

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/99/108/004

13. HNAPTUIAEH HOMEP

ITaptuna:

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Ferriprox 1000 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJi ¢ BKIFOYECH YHUKAIICH UACHTH(QHKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JA IBPBUYHATA OITAKOBKA
OUJIMHUPAHU TABJIETKH 1 000 MG

BYTHUJIKA C 50 TABJIETKHA

ETUKET

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Ferriprox 1 000 mg ¢punmupanu TabneTku
nehepunpoH

‘ 2. OBSIBSIBAHE HA AKTUBHOTOMMTE) BEINECTBO(A)

Bcska tadbnerka cpappika 1 000 mg medepunpoH.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

Ounmupana TabyieTKa

50 ¢punmupanu TabIeTKH

| 5.  HAYMH HA OPWJIOKEHME M MBT(MIA) HA BBBEKJIAHE

[Ipenn yrmoTtpeba mpoverere TUCTOBKATA.
IlepopanHo npuioxeHue

6. CIIEMAJTHO INPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HOTI'JIEJA U JOCET'A HA JIEITA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACHa.

‘ 7. APYI'N CHEHUAJIHU NPEAYHPEXJIEHNUA, AKO E HEOBXO/INUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

CHCZ[ IIbPBOHAYAIHO OTBAPAHE, 1a CC U3M0JI3BAa B pAMKUTC Ha 50 JHH.

44



‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUME

Ha ce cpxpansisa o 30°C.
CoxpansBaliTe OyTHIKaTa IUTBTHO 3aTBOPEHA, 3a Jla CE MPE/Ia3y OT Bjara.

10. CHELNUWAJIHU NPEAITIASHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

‘ 11. HME U AJPEC HA ITPUTEKATEJISI HA PASPEINEHUETO 3A YIIOTPEBA

Chiesi (s1oro)

‘ 12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/99/108/004

13. NAPTHUIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16.  MHOOPMALIMSI HA BPAIJIOBA A3BYKA

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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‘ KAPTA HA TAIIMEHTA

((3amna cTpaHa))

BPEMEHHOCT, ®EPTUJIUTET,
KBbPMEHE

He mpuemaiite Ferriprox ako cte OpeMeHHa,
OIUTBATE Ce Jia 3a0peMeHeeTe NN KbPMHTE.
Ferriprox mosxe Texxko aa yBpenu 6edero. Ako
cre OpeMeHHa WM KbPMHTE 110 BpeMe Ha
neuenneto ¢ Ferriprox, BeqHara kaxxere Ha
Bammst siekap u ce IoChbBETBaMTE C HETO.

Ha xeHuTte ¢ meTepoeH moTeHITHal ce
MPeropbYBa Jia U3MOI3BAT CPEKTUBHU
MPOTHUBO3a4aThYHU METOAM 110 BpEME Ha
JeYeHNeTo ¢ Ferriprox u B IpoabIDKEHUE HA
6 Mecela cieq rmocjieaHara go3a. Ha Mexxere ce
MpernopbYBa J1a U3M0I3BAT CPEKTUBHU
MPOTHBO3aYaThYHA METOAM 110 BpeMe Ha
JICYCHUETO U B IPOJBIDKEHUE Ha 3 Mecelia ciien
nocyenHaTa no3a. Ionuraiite Bamus nexap xoit
METOJI € Hall-rmoaxoasi 3a Bac.

4

((JIumera crpana))

KAPTA HA MTALHUEHTA

Baxna HanomMHsiIa naHgopmanus 3a
0€30I1aCHOCT Ha NALMeHTH, IPUeMAaLIU

Ferriprox (nedgepunpon)

Jlekap, Ha3HAYNII JICUEHUETO:

Temn.:

((BpTpemna cTpana 1))

IIPU JIEYHEHHUE C FERRIPROX
KOHTPOJIMPAMTE BPOSI HA BEJIUTE
KPBbBHU KJIIETKHN

ChIecTByBa MaTbK PUCK 2 Pa3BHETE
arpaHyJonuTo3a (MHOTO HUCHK Opoii Ha Genn
KPBBHH KIJIETKH), Korato mnpuemare Ferriprox,
KOETO MOJKE J1a IOBEJE 110 TEXKKU HHPEKIHH.
Brerpeku ue arpanysonuTosara 3acsra camo OT

1 mo 2 ot 100 marueHTH, pEJOBHOTO
npociensBaHe Ha KPbBHUTE MOKA3aTeIH € BasKHO.

((BbTpemna cTpana 2))
He 3abpaBsiiTe na HampaBUTE CIEIHOTO:

1. KpbBTa Bu TpsiOBa aa ce ciieqin exXeceIMUIHO
Ipe3 IbpBaTa roJiMHa Ha JiedyeHueTo ¢ Ferriprox u
cJiell TOBa TOJIKOBA YECTO, KOJIKOTO Ipernopbua
Bamust nekap.

2. AKO TOJTy4HTE HAKAKBYA CUMIITOMH Ha
WHQEKIHS KaTO BUCOKA TEMIIepaTypa, 3a4epBeHO
T'bPJIO UIIU FpI/IHOHOI[O6HI/I CUMIITOMHU, IIOTHPCCTE
He3a0aBHO MeIMIMHCKA ToMonl. B pamkure Ha
24 gaca TpsOBa 1a 6bIe IPOBEPEH OPOAT HA
OenuTe KPBBHU KIIETKH, 32 JIa C€ OTKpUE
€BEHTYaJIHA arpaHyJIOLHUTO3a. 3

46




b. IUCTOBKA
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JIucroBka: uH(popManus 3a noTpeduTes

Ferriprox 500 mg ¢puamupanu TadjeTKu
nedepurpon (deferiprone)

IIpoyereTe BHUMATEJIHO USJIATA JUCTOBKA, IPEAU 1A 3all09HeTe Ja IpreMaTe TOBa JIeKapcTBO,

Thil KaTO TS CbAbP3Ka BaskHa 32 Bac undopmanus.

- 3amasere Ta3u TUCTOBKAa. MOJKe /1a ce HaJ0XH Ja sl MPOYEeTeTe OTHOBO.

- AKO UMaTe HSIKaKBH JIOMBJIIHUTEIHN BBIIPOCH, HONUTaiTe Bamms nekap unu gpapmanesT.

- ToBa nekapcTBo € npeanucado JuyHo Ha Bac. He ro nmpeorcrenBaiite Ha Apyru xopa. To Moxke
Jla UM HaBpeIly, HE3aBUCHMO Y€ TIPU3HAIUTE Ha TAXHOTO 3a00JIsIBaHEe ca ChIIUTE KaTo BamuTe.

- AKO TIONTyuHnTe HAKAKBU HEXEIIaHU peakluy, yBeaomeTe Bamus nekap uinu gapmareBt. Toa
BKJIFOYBA M BCUUKHU Bb3MOXKHU HEKEJIAHHU PEAKLMK, HEOIMCAHH B Ta3U JIUCTOBKA. BuxTe
TouKa 4.

- KbM kapToHeHaTa OIakoBKa € MPUIIO)KeHa KapTa Ha manueHTa. OTKbCHETE, MOBIHETE,
MpoYeTeTe KapTaTa Ha MalleHTa BHUMATEIHO U g HoceTe cbe cebe cu. [laiite Ta3u kapra Ha
maryenTa Ha Bamms tekap, ako pa3BreTe CUMIITOMH Ha HH(EKITUSI KaTO BUCOKA TeMIIepaTypa,
3a4epBEHO I'bPJIO0 I TPUTIONIOTO0HN CUMIITOMH.

KaxBo cbabpika Ta3u JUCTOBKA

Kakso npencrasisiBa Ferriprox u 3a KakBo ce M3M0J3Ba
KaxBo TpsiOBa ma 3HaeTe, mpeau Aa npuemete Ferriprox

Kak na nmpuemare Ferriprox

BB3MOKHH HEXENAHU PEAKLIUU

Kak na cexpansBare Ferriprox

ChbabpprkaHue Ha ONIAKOBKATa U JOIBIHUTENIHA HHGOPMALIUS

AN

1. Kakso npeacrasisiBa Ferriprox u 3a KakBo ce M310JI13Ba

Ferriprox chabppska akTHBHOTO BEIECTBO JedepunpoH. Ferriprox e xenarop Ha ’KeJs30TO, BUIL
JIEKapCTBO, KOETO OTCTPAHIBA M3JIUIIHOTO KEISI30TO OT OPraHnu3Ma.

Ferriprox ce u3nossea 3a jJiedeHne Ha IPETOBAPBaHE C HKENISA30, IPHYMHEHO OT YECTO KPHBOIIPEIHBaHE
NP MAaLUEHTH C TaJlaceMUs Malop, KOraTo MpOBeXJaHaTa XxeJaTupalia Tepanus € MIPOTHBOIOKa3aHa
WIN HEMOAXOIAIIA.

2.  Kakso Tps0Ba na 3Haere, npeau aa npuemere Ferriprox

He npuemaiite Ferriprox

- aKo CTe alepruuHu KbM Ae(EpUIIPOH I KbM HKOS OT OCTaHAINTE ChCTAaBKM HA TOBA
neKapcTBo (M30poeHH B TOUKa 6).

- aKo MMaTe aHaMHe3a 3a IOBTapsIIY Ce eMM3041 Ha HEYTPOIEeHUs (HUCHK Opoi 0esin KpbBHU
KIeTKHU (HeyTpoduim),

- aKo MMaTe aHaMHe3a 3a arpaHyJouTo3a (MHOTO HUCHK Opoii 0enr KPHbBHH KIIETKH
(meyTpodunm),

- aKo MOHACTOSIIEM IIPHEMaTe JIEKapCcTBa, IPUYMHSBAIINA HEYTPOIICHHS WIIM arpaHyJIo1To3a,
(BwxTe pazgen ,,JIpyru nexapctsa u Ferriprox®),

- aKo cTe OpeMEeHHa WM KbpPMUTE.

[penynpesxkaeHus: U MpeaNa3sHu MEPKH

- Hali-cepro3HaTa HeXKellaHa peakins, KOSTO MOXe Jla ce pa3BHe Ipu npuemane Ha Ferriprox, e
MHOTO HUCBK Opo¥t 6enn KpbhBHH KIeTKH (HeyTpodwmm). ToBa 3adonsaBane, MO3HATO KaTO TEKKa
HEYTPOIICHUS WK arpaHyJIoIMTo3a, ce pa3BuBa npH 1 1o 2 ot 100 yoBeka, npuemanu Ferriprox
MpH KJIMHUYHYU Tipoy4Banwus. [lopaau ToBa, ue OenuTe KPHBHU KJIETKH ITOMarat 3a 6opoa ¢

48



MHQEKIUUTE, HUCKUAT Opoil HeyTpoduian Moke Ja By M3110ku Ha PUCK OT pa3BUBaHE Ha
CepHo3Ha WU MMOTEHIIHATHO )KUBOTO3acTpaiaBaiia nHekus. 3a na Bu rabnronasa 3a
HeyTporeHus, BammsT nexap me Bu momonu, nokato cre Ha edenue ¢ Ferriprox, peoBHO
BCSIKA CEIMMLIA J1a IPaBUTE KPBBHO M3CIeABaHe (3a J1a ce POBEPH OposIT Ha OeNUTE KPBBHU
kIeTkH). M3kmounTenHo BaxHO 32 Bac e 1a criasBare ToBa HazHavueHHe. Moiis, BUKTE KapTara
Ha TalreHTa, MPIIoKeHa KbM KapTOHEHATa OIMaKOBKa. AKO MOTYYHTe HIKAKBH CHMITOMH Ha
MH(EKIUSA KaTo BUCOKA TEMIIEpaTypa, 3a4€pBEHO I'bPJIO WM TPUIOTIOA00HN CUMIITOMH,
MOThpceTe He3a0aBHO MEIUITMHCKA oMol B pamkute Ha 24 yaca Tps0OBa fa ObJie IPOBEpEH
OposT Ha OennTe KPHBHU KIIETKH, 32 J1a Ce OTKPHE €BEHTyaIHa arpaHyJIouTOo3a.

- aKo CTe TO3UTHBEH(HA) 32 BUpyca Ha YOBEMKU uMyHeH nedumut (XVB) nin umate cuitHo
HapyIIeHa 9epHoApoOHa miu Ob0peuna ¢yHKIws, BammsT nexap Moe 1a mpernopbya
JOITBJIHUTCIIHU U3CJICABaHUA.

Bamusr nekap 1ie moucka Ja ce sBUTE 3a U3CJICABAHMS Ha ChAbPKAHUETO Ha XKEJSI30 B OpraHu3Ma
Bu. JlombiHUTETHO MOKE J1a TIoucKa Ja Bu ce HanpaBu uepHOApOoOHA OUoTICHS.

Jpyru aexapcrBa u Ferriprox

He npuemaiite nexapcTBa, 3a KOUTO € U3BECTHO, Y€ IPUIHHSIBAT HEYTPOIICHHUS HITH arpaHyJIOIUTO3a
(BwxkTe paznen ,,He npuemaiite Ferriprox*). TpsioBa na xaxxere Ha Bamms nekap win ¢papManeBT, ako
npuemMare, HaCKOpO CTe MPUEMaNU WM € Bb3MOXKHO Jla IpueMarte APYTrH JEKapCcTBa, BKIIOYUTEIHO U
TaKWBa, OTITyCKaHM 0e3 perenTa.

He npuemaiite anTHanuIHN CPEeNCTBA, ChABPKAIIN aTyMUHUH, TOKaTo npuemare Ferriprox.

Moust, KoHCYITHpaTE ce ¢ Bamms nekap wim papmanieBt, mpenn na npuemere ButaMuH C ¢
Ferriprox.

BpemMenHocT U KbpMeHe

Ferriprox mMoske a IpUuMHK yBpeKJaHe Ha HepoeHUTe OebeTa, KoraTo ce M3MoI3Ba 0T OpeMEeHHH
xenu. Ferriprox He Tpa0Ba Ja ce M3M0JI3Ba IO BpeMe Ha OPEeMEHHOCT, OCBEH IIPH KaTeropuyHa
HEo0X0oAMMOCT. AKO cTe OpeMeHHa WiIH 3a0peMeHeeTe 1o BpeMe Ha jJedeHunero ¢ Ferriprox, BenHara
ce MOCHBETBANTE C JIEKap.

Ha nmaruenTuTe, MbXe 1 KEHH, Ce MPENophuBa J1a B3EMAT CICIUATHH PEANAa3HA MEPKH MPH
CeKCyaslHa aKTHBHOCT, aKO MMa B3MOXHOCT 3a 3a0peMeHsiBane. Ha eHuTe ¢ 1eTepoieH MOTeHIHA
CC MPCIopbYBa Ja U3M0JI3BAT e(i)eKTI/IBHI/I MMPOTUBO3a4YaTb4HU METOJU 110 BPEME Ha JICUCHUETO C
Ferriprox u B npobJnKeHHE Ha 6 Mecella clie/l mocieHara 103a. Ha Mbxkere ce npenopbusa aa
M3I10JI3BAaT C(I)CKTI/IBHI/I IIPOTHUBO3a4YaThb4YHU METOAU 110 BPEME HaA JICHCHUECTO U B IPOABJIKCHHUE Ha

3 Mecerna cieq mocieaHara 103a. ToBa TpsiOBa aa ce 00chau ¢ Bamus nekap.

He ynotpe06sBaiite Ferriprox, ako kbpMuTe. BiokTe KapTata Ha HalueHTa, IPUII0KEHA KbM
KapTOHEHATa OllaKOBKa.

Ilo¢pupane u padora ¢ MalIUHU
Henpunoxumo

3. Kak na npuemarte Ferriprox

Bunaru npuemaiite TOBa JICKapCTBO TOYHO KakTo Bu e ka3an Bamusrt gekap. Ao He CTe CUTYPHHU B
Helo, nonuraiite Bamms nexap wiu papmanest. KomuuectBoTo Ferriprox, koeto Bue npuemare 1me
3aBucH oT Bamrero tenmecHo terno. Obmuaiinarta go3a e 25 mg/kg, 3 mbTH THEBHO 10 JOCTHTAHE Ha
o0mra qHeBHa j03a oT 75 mg/kg. Obmiata qHeBHA 7032 He TpsAOBa na Hansumasa 100 mg/kg.
IIpuemerte BaiaTta mbpBa 1032 CyTpUHTA, BTOpaTa 032 Ha 0051, a TpeTaTa j03a BeuepTa. Ferriprox
MOJKe J1a ObJie MpHUeMaH ChC WK 0e3 XpaHa. Bee mak, 3a Bac Moske 1a € 10 JIeCHO 3a 3allOMHSIHE, aKo
npuemMate Ferriprox, korato ce XpaHuTe.
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AKO cTe IpHeJIM OBevYe 0T HeoOxoamMmaTa 103a Ferriprox
Hsma cpobuienns 3a octpo npeposupane ¢ Ferriprox. Ako ciy4yaifHO CTe MpUENn ITOBeYe OT
npeAnucanara 103a, TpsioBa fa ce cBbpkeTe ¢ Bamus nekap.

AKko cTe nponycHajau a1a npuemere Ferriprox

Ferriprox me e Hail-e)eKTHBEH, aKO HE MPOITyCKaTe J1a prueMaTe 1031u. AKO IPOITyCHETE eHa 1034,
IIpUeMeTe s BeHara IoM ce CEeTHTE 3a TOBa. B3emeTe cieBamaTa j03a B peIOBHOTO 3a IIPHEM BpeMe.
AKo nporycHeTe rmoBeue ot 1 703a, He B3eMaiiTe ABOHHA /1033, 3a J1a KOMIIEHCHUPATe OTACTHU
npomnycHaTH 103u. [Ipoapinkere fa cienBaTe HOpMaaHATa cXeMa Ha JJO3MPOBKA Ha JekapcTBoTo. He
npomeHsiiite Bamara qaeBHa 103a 6€3 TbpBO 1a cTe To 00chamu ¢ Bammus nekap.

4. Bb3MoOKHM HeXKeJTaHU peaKkunu

Kakro Bcuuku JICKAapCTBa, TOBA JICKAPCTBO MOXKE J1a NPCAN3BHUKA HCKCIaHU PCAKIIUH, BBIIPEKU Y€ HC
BCCKH I' I10JTy4aBa.

Haii-cepuo3nara Hexenana peakius Ha Ferriprox e CHiIHOTO HamalisiBaHe Ha Oposi Ha OeyuTe KphbBHU
KkieTkn (HeyTpodwmin). ToBa 3a009BaHe, M3BECTHO KAaTO TE)KKA HEYTPOIICHUS WIM arpaHyJIOIMHUTO3a,
ce nposisiBa mpu 1 10 2 ot 100 yoBeka, mpuemanu Ferriprox npu KIIMHAYHA TPOYIBAHUS.
HamansBanero Ha Opost Ha OeMTe KPBBHU KJIETKH MOXKE J1a C€ CBBPIKE C TEKKa M MOTEHIIHATHO
oracHa 3a xuBoTa nH¢eknus. HezabaBHo cho0nieTe Ha Baius ekap 3a BCeKU CHMITTOM Ha
WHQEKINS KaTO TEMIIEpaTypa, Bh3MAIEHO I'bPII0 WA TPUIOMIO00HN CHMITTOMH.

MHoro 4ecTH He:KeJIaHH peaknuu (Moxe Ja 3acerHat nmosede ot 1 Ha 10 xymm):
- KOpeMHa 00JIKa;

- rajeHe;

- MOBPBIIAHE;

- YepBECHUKAB/Ka)CHUKAB LIBST HA YPHHATA.

[pu ragene uny nMoBpbIaHe IpUeMaHeTo Ha Ferriprox ¢ Majako XpaHa MOXKe /ia TIOMOTHE.
OnBeTsIBaHETO HAa ypUHATa € MHOTO YECTO CpEIllaHa peakius U He € OIacHO.

YecTu HexkeJIaHU peakuuu (Moxxe fa 3acerrar 1o 1 Ha 10 gymmm):

- HUCBHK Opoii 6eH KPbBHU KJIETKU (arpaHyJIoUTO3a U HEYTPOIICHNU );
- ri1aBoOoJInE;

- JMapus;

- MOBHIIIABAHE HA YCPHOPOOHUTE CH3UMU;

- yMopa;

- yBeNIMYaBaHe Ha alleTUTa.

C Hen3BeCcTHA YeCTOTA (OT HaJIMYHUTC JaHHU HC MOXKE a 6’5,[[6 HalipaBCHa OLICHKa)Z
- AJICPIrUYHU PEaKIIUH, BKIIFOYUTCIIHO KOXKCH 06pI/IB WJIN YpTHUKapUs.

Mma cimydau Ha OOJNKM ¥ OAyBaHE HAa CTABUTE, OT JieKa 0O0JIKa B €JHA MJIM IIOBEUYE CTaBU JI0 TEKKO
MHBaNMIM3upaHe. B moBedeTo ciyyan 6onkara u3ue3Ba J0KaTo MalMEHTHTE MPOAbKaBaT Aa
npuemMat Ferriprox.

Hesponoruunu HapymieHus (HanpuMep TpeMop, HapyIIeHHe Ha TIOX0/IKaTa, TBOWHO 3pECHUE, HEBOJICBU
MYCKYJTHH ChKpAIICHHs, TPOOTIEMHU ¢ KOOPIHHAIUITA Ha JIBHIKCHUATA) ca ChOOIIIABAHU MPH Je1a, Ha
KOWTO YMHIIJICHO € TIPEINMCBAHA JIBOMHO MO-TOJISIMa JI03a OT MaKCHMaJTHATa MPENOPbUYUTENHA 1032
ot 100 mg/kg/neH B npoIbIKCHUE HA HSIKOJIKO TOJIMHY H ChINO ca HAOIIOAaBaHU MIPH 1A ChC
CTaHIApPTHU 103U AedepunpoH. JlenaTa ca ce Bb3CTAHOBWIIM OT TE€3U CUMIITOMH CIe]] TPEKpaTsIBaHe
Ha TIpwiIarafgeTo Ha Ferriprox.
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Cho0uaBaHe HA HEeXKEJIAHH PeaKINU

AKO TIONTy4HTe HIKaKBH HEXeJaHH JISKAPCTBEHU peaKIlny, yBeJoMeTe Bamms ekap unm ¢papMarnienT.
ToBa BKJIFOYBA BCUUKH Bb3MOYKHU HEOIMCAHU B Ta3U JINCTOBKA HEYKEJIAHU peakini. MokeTe ChIIo J1a
CHOOINUTE HEeKEIIAHU PEaKIUU TUPEKTHO Ype3 HAlMOHATHATA CUCTEMa 33 ChOOIaBaHe, IOCOYCHA B
[punoxxenue V. Karo cho011aBare HexxenaH! peakiuy, MOXETe Ja aieTe CBOS MIPUHOC 3a
MoJTy9YaBaHe Ha IMoBeue HHGOPMAIHI OTHOCHO 0€30ITaCHOCTTa Ha TOBA JICKAPCTRBO.

5. Kak na cbxpansiBare Ferriprox
[la ce cbxpaHsABa Ha MsCTO, HEJJOCTHITHO 32 JIela.

He usmnon3Baiite TOBa JIEKApCTBO ClIe] CPOKa Ha TOAHOCT, OTOENII3aH BbPXY €TUKETa M KapTOHEHATa
omakoBKa ciuefn ,,l'onex 10:”. CpoKbT Ha TOMHOCT OTIOBAps HA MOCIETHUS JCH OT OCOUYCHUS MECEII.

[Ha ce cpxpansiBa moa 30°C.

He u3xBbprsiiTe JekapcTBaTa B KaHAIU3aLUMATa WIM B KOHTEMHEpPA 33 JOMAIIHU OTHAaAbLIU.
ITormuraiiTe Bamms ¢papmarieBT Kak J1a H3XBLPIIATE JeKapcTBaTa, KOUTO BeUe HE H3MoJ3Bare. Te3n
MEpPKH 1lI€ CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa Cpelia.

6. Cbabp:xaHue HA ONAKOBKATA M IONBJIHUTEIHA HH(OpMALUs

Kakso cbpabp:xa Ferriprox
AKTHBHOTO BemiecTBO: nedepuripoH. Beska Tabnerka ot 500 mg cpabpika 500 mg nedepunpoH.

Hpyru cbcraBku:

A0po Ha mabiemkama: MAKPOKPUCTAITHA 1eNyJI03a, MarHe3MeB CTeapaT, KOJIOUeH Oe3BOACH
CUJIMLIMEB THOKCH]T

noKpumue: XAIPOMEN03a, MAKPOTOJI, TATAHOB JTUOKCHU]L

Kaxk m3rie:xxna Ferriprox u KakBo cbIbpska 0OlIAKOBKATa

bsuma o mourtwn Gstta prmMupana TabneTka ¢ hopma Ha Karcyna, ¢ ornedaranu ,,APO” 1 ,,500”,
pasJelieHu OT JeUTeIHa YepTa, OT e/[HaTa CTpaHa U IiajaKa ot apyrara. Tabnerkara e 7,1 mm x
17,5 mm x 6,8 mm u ¢ genuTenHa yepra. TabieTkaTa Moxe 1a Ob/Ie pa3/iesieHa Ha IB€ PaBHH
nosioBuHH. Ferriprox e onakoBaH B OyTuiku o 100 tabmeTku.

IpuTe:kaTes HA pa3penIeHUETO 32 yoTpeda:
Chiesi Farmaceutici S.p.A.

Via Palermo 26/A

43122 Parma

Hramns

IIpousBopuren:

Eurofins BioPharma Product Testing Leiden B.V.
Archimedesweg 25

2333 CM Leiden

Hunepnannus

3a nOoIrBIHMTENHA HHPOPMAIHI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE C€ C JIOKAITHHUS
MIPEJICTABUTEI Ha TIPUTEKATENSI HAa Pa3pEIICHUETO 32 yoTpeda:

Belgié/Belgique/Belgien Lietuva
Chiesi sa/nv Chiesi Pharmaceuticals GmbH
Tél/Tel: + 32 (0)2 788 42 00 Tel: +43 14073919
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bbarapus
ExCEEd Orphan Distribution d.o.o.
Ten.: +359 87 663 1858

Ceska republika
Chiesi CZ s.r.0.
Tel: + 420 261221745

Danmark
Chiesi Pharma AB
TIf: +46 8 753 3520

Deutschland
Chiesi GmbH
Tel: +49 40 89724-0

Eesti
Chiesi Pharmaceuticals GmbH
Tel: +43 14073919

EALGoa
DEMO ABEE
TnA: +30210 8161802

Espaiia
Chiesi Espaiia, S.A.U.
Tel: + 34 934948000

France
Chiesi S.A.S.
Tél: +33 1 47688899

Hrvatska
Chiesi Pharmaceuticals GmbH
Tel: +43 14073919

Ireland
Chiesi Farmaceutici S.p.A.
Tel: +39 0521 2791

Island
Chiesi Pharma AB
Simi: +46 8 753 35 20

Italia
Chiesi Italia S.p.A.
Tel: +39 0521 2791

Kvnpog

The Star Medicines Importers Co. Ltd.

TnA: + 357 25 371056

Latvija
Chiesi Pharmaceuticals GmbH
Tel: +43 1 4073919

Luxembourg/Luxemburg
Chiesi sa/nv
Tél/Tel: + 32 (0)2 788 42 00

Magyarorszag
ExCEEd Orphan Distribution d.o.o.
Tel.: +36 70 612 7768

Malta
Chiesi Farmaceutici S.p.A.
Tel: +39 0521 2791

Nederland
Chiesi Pharmaceuticals B.V.
Tel: + 31 88 501 64 00

Norge
Chiesi Pharma AB
TIf: + 46 8 753 35 20

Osterreich
Chiesi Pharmaceuticals GmbH
Tel: +43 14073919

Polska
ExCEEd Orphan Distribution d.o.o.
Tel.: +48 799 090 131

Portugal
Chiesi Farmaceutici S.p.A.
Tel: +39 0521 2791

Romania
Chiesi Romania S.R.L.
Tel: +40 212023642

Slovenija
CHIESI SLOVENIJA, d.o.o.
Tel: + 386-1-43 00 901

Slovenska republika
Chiesi Slovakia s.r.o.
Tel: + 421 259300060

Suomi/Finland
Chiesi Pharma AB
Puh/Tel: +46 8 753 35 20

Sverige
Chiesi Pharma AB
Tel: +46 8 753 35 20

I[aTa Ha IMOCJECIHO NMpepasrjckaaHne Ha JUuCToOBKaTa .



JApyru uzrounnum Ha nHGopmauus
IToapo6Ha nHpOpMAIKS 32 TOBA JICKAPCTBO € IpeIocTaBeHa Ha yeOcaiita Ha EBpomneiickaTta areHnus
10 JIeKapcTBaTa http://www.ema.europa.cu.

53



JIucroBka: uH(opmManus 3a norpeduTess

Ferriprox 100 mg/ml nepopasen pa3TBop
nedepurpon (deferiprone)

IIpoyereTe BHUMATEJIHO USJIATA JUCTOBKA, IPEAU 1A 3all09HeTe Ja IpreMaTe TOBa JIeKapcTBO,

Thil KaTO TS CbAbP3Ka BaskHa 32 Bac undopmanus.

- 3amasere Ta3u TUCTOBKAa. MoJKe /1a ce Hal0XHU Ja s IpoYeTeTe OTHOBO.

- AKO UMaTe HSIKaKBH JIOMBJIIHUTEIHN BBIIPOCH, HONUTaiTe Bamms nekap unu gpapmanesT.

- ToBa nekapcTBo € npeanucado JuyHo Ha Bac. He ro nmpeorcrenBaiite Ha Apyru xopa. To Moxke
Jla UM HaBpeIly, HE3aBUCHMO Y€ TIPU3HAIUTE Ha TAXHOTO 3a00JIsIBaHEe ca ChIIUTE KaTo BamuTe.

- AKO TIONTyuHnTe HAKAKBU HEXEIIaHU peakluy, yBeaomeTe Bamus nekap uinu gapmareBt. Toa
BKJIFOYBA M BCUUKHU Bb3MOXKHU HEKEJIAHHU PEAKLMK, HEOIMCAHH B Ta3U JIUCTOBKA. BuxTe
TouKa 4.

- KbM kapToHeHaTa OIakoBKa € MPUIIO)KeHa KapTa Ha manueHTa. OTKbCHETE, MOBIHETE,
MpoYeTeTe KapTaTa Ha MalleHTa BHUMATEIHO U g HoceTe cbe cebe cu. [laiite Ta3u kapra Ha
maryenTa Ha Bamms tekap, ako pa3BreTe CUMIITOMH Ha HH(EKITUSI KaTO BUCOKA TeMIIepaTypa,
3a4epBEHO I'bPJIO0 I TPUTIONIOTO0HN CUMIITOMH.

KaxBo cbabpika Ta3u JUCTOBKA

Kakso npencrasisiBa Ferriprox u 3a KakBo ce M3M0J3Ba
KaxBo TpsiOBa ma 3HaeTe, mpeau Aa npuemete Ferriprox

Kak na nmpuemare Ferriprox

BB3MOKHH HEXENAHU PEAKLIUU

Kak na cexpansBare Ferriprox

ChbabpprkaHue Ha ONIAKOBKATa U JOIBIHUTENIHA HHGOPMALIUS

AN

1. Kakso npeacrasisiBa Ferriprox u 3a KakBo ce M310J13Ba

Ferriprox chabppska akTHBHOTO BEIECTBO JedepunpoH. Ferriprox e xenarop Ha ’KeJs30TO, BUIL
JIEKapCTBO, KOETO OTCTPAHIBA M3JIUIIHOTO KEISI30TO OT OPraHnu3Ma.

Ferriprox ce u3nossea 3a jJiedeHne Ha IPETOBAPBaHE C HKENISA30, IPHYMHEHO OT YECTO KPHBOIIPEIHBaHE
NP MAaLUEHTH C TaJlaceMUs Malop, KOraTo MpOBeXJaHaTa XxeJaTupalia Tepanus € MIPOTHBOIOKa3aHa
WIN HEMOAXOIAIIA.

2.  Kakso Tps0Ba na 3Haere, npeau aa npuemere Ferriprox

He npuemaiite Ferriprox

- aKo CTe alepruuHu KbM Ae(EpUIIPOH I KbM HKOS OT OCTaHAINTE ChCTAaBKM HA TOBA
nexapcTBo (M30pOeHH B TOUKA 6).

- aKo MMaTe aHaMHe3a 3a IOBTapsIIY Ce eMM3041 Ha HEYTPOIEeHUs (HUCHK Opoi 0esin KpbBHU
KIeTKHU (HeyTpoduim),

- aKo MMaTe aHaMHe3a 3a arpaHyJouTo3a (MHOTO HUCHK Opoii 0enr KPHbBHH KIIETKH
(meyTpodunm),

- aKo MOHACTOSIIEM IIPHEMaTe JIEKapCcTBa, IPUYMHSBAIINA HEYTPOIICHHS WIIM arpaHyJIo1To3a,
(BwxTe pazgen ,,JIpyru nexapctsa u Ferriprox®),

- aKo cTe OpeMEeHHa WM KbpPMUTE.

IlpeaynpexaeHus: 4 NpeaNa3sHu MepPKH

- Hali-ceprOo3HaTa HeXKeJlaHa peaklus, KosATO MOXe Ja ce pa3Bue Ipu npuemane Ha Ferriprox, e
MHOTO HUCBK Opoii Oen KpbBHHU KieTku (HeyTpoduan). Toa 3a0onsBaHe, MO3HATO KaTO TEKKA
HEYTPOIIEHUS WU arpaHyJIOUTO3a, ce pa3BuBa rnpH 1 1o 2 ot 100 yoBeka, mpueManu Ferriprox
MpH KIUHUYHYU npoy4Banus. [lopaau ToBa, ye 6enuTe KPbBHU KIETKH IToMarat 3a 6opba ¢
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MHQEKIUUTE, HUCKUAT Opoil HeyTpoduian Moke Ja By M3110ku Ha PUCK OT pa3BUBaHE Ha
CepHo3Ha WU MMOTEHIIHATHO )KUBOTO3acTpaiaBaiia nHekus. 3a na Bu rabnronasa 3a
HeyTporeHus, BammsT nexap me Bu momonu, nokato cre Ha edenue ¢ Ferriprox, peoBHO
BCSIKA CEIMMLIA J1a IPaBUTE KPBBHO M3CIeABaHe (3a J1a ce POBEPH OposIT Ha OeNUTE KPBBHU
kIeTkH). M3kmounTenHo BaxHO 32 Bac e 1a criasBare ToBa HazHavueHHe. Moiis, BUKTE KapTara
Ha TalreHTa, MPIIoKeHa KbM KapTOHEHATa OIMaKOBKa. AKO MOTYYHTe HIKAKBH CHMITOMH Ha
MH(EKIUSA KaTo BUCOKA TEMIIEpaTypa, 3a4€pBEHO I'bPJIO WM TPUIOTIOA00HN CUMIITOMH,
MOThpceTe He3a0aBHO MEIUITMHCKA oMol B pamkute Ha 24 yaca TpsiOBa a Objie IPOBEPEH
OposT Ha OennTe KPHBHU KIIETKH, 32 J1a Ce OTKPHE €BEHTyaIHa arpaHyJIouTOo3a.

- aKo CTe TO3UTHBEH(HA) 32 BUpyca Ha YOBEMKU uMyHeH nedumut (XVB) nin umate cuitHo
HapyIIeHa 9epHoApoOHa miu Ob0peuna ¢yHKIws, BammsT nexap Moe 1a mpernopbya
JOITBJIHUTCIIHU U3CJICABaHUA.

Bamusr nekap 1ie moucka Ja ce sBUTE 3a U3CJICABAHMS Ha ChAbPKAHUETO Ha XKEJSI30 B OpraHu3Ma
Bu. JlombiHUTETHO MOKE J1a TIoucKa Ja Bu ce HanpaBu uepHOApOoOHA OUoTICHS.

Jpyru aexapcra u Ferriprox

He npuemaiite nexapcTBa, 3a KOUTO € U3BECTHO, Y€ IPUIHHSIBAT HEYTPOIICHHUS HITH arpaHyJIOIUTO3a
(BwxkTe paznen ,,He npuemaiite Ferriprox*). TpsioBa na xaxxere Ha Bamms nekap win ¢papManeBT, ako
npuemMare, HaCKOpO CTe MPUEMaNU WM € Bb3MOXKHO Jla IpueMarte APYTrH JEKapCcTBa, BKIIOYUTEIHO U
TaKWBa, OTITyCKaHM 0e3 perenTa.

He npuemaiite anTHanuIHN CPEeNCTBA, ChABPKAIIN aTyMUHUH, TOKaTo npuemare Ferriprox.

Moust, KoHCYITHpaTE ce ¢ Bamms nekap wim papmanieBt, mpenn na npuemere ButaMuH C ¢
Ferriprox.

BpemeHHOCT U KbpMeHe

Ferriprox mMoxxe 1a IpUuMHM yBpeXJaHe Ha HEpoAeHHUTe OedeTa, KoraTo ce M3I0JI3Ba 0T OpeMEeHHH
xenu. Ferriprox He TpsOBa Jja ce M3M0JI3Ba IO BpeMe Ha OpeMEHHOCT, OCBEH MPU KaTeropuyHa
HeoOxoauMocT. AKo cte OpeMeHHa uin 3abpeMeHeeTe 1Mo BpeMe Ha jiedenuero ¢ Ferriprox, Beqnara
ce IOChBETBANTE C JIEKap.

Ha manmenTtuTe, MBXe U )KCHH, C€ IPETOPHUBA JIa B3EMAT CIICHUATHU MPEIIa3Hi MEPKU MPH
CEKCyallHa aKTMBHOCT, aKO MMa Bh3MOXKHOCT 32 3a0peMeHsiBaHe. Ha seHuTe ¢ eTepoieH MoTeHIIHAa
ce TIPeTopbUBa Ja U3IMOJI3BAT €hEKTUBHY MPOTHBO3AYATHYHN METOIU TI0 BpEMe Ha JICUCHUETO C
Ferriprox u B mpojib/nkeHre Ha 6 Mecela clie/l mocieanara 103a. Ha mbixere ce npernophbysa Ja
U3I0JI3BaT e()eKTUBHU MPOTUBO3aYaThbYHH METOJIH 110 BpeMe Ha JICYSHUETO U B MPOIbIKCHUEC HA

3 Mecerna cien nocaenHaTa 1o3a. Tosa TpsiOBa fa ce o0chau ¢ Bamus ekap.

He ynotpeb6sBatite Ferriprox, ako kbpmute. BrkTe kapTara Ha nanueHTa, IPUIOKEHA KbM
KapTOHEHaTa OIlaKOBKa.

lo¢pupane u padora ¢ MAIIUHU
Henpunoxumo

Ferriprox nmepopaJien pa3TBop cbAbp:Ka ouBeTUTEN cbHceT *bJTO0 (E110)
CroHcet xbiTO (E110) € onBeTHTEN, KOWTO MOXE 1a IPUYHHH aJCPTUIHY PEaKITHH.

3. Kak na npuemate Ferriprox

Bunaru npuemaiite TOBa JICKapCTBO TOYHO KakTo Bu e ka3an Bamusr gekap. AKo He CTe CUTYPHU B
Helo, nonuraiite Bamms nexap wiu papmanest. KomuuectBoTo Ferriprox, koeto Bue npuemare 1me
3aBucH oT Bamrero tenmecHo terno. Obmuaiinarta go3a e 25 mg/kg, 3 mbTH THEBHO 10 JOCTHTAHE Ha
o0m1a qHeBHa 103a oT 75 mg/kg. ObmiaTa qHeBHA 1032 He TpsAOBa na Hagsuinaga 100 mg/kg.
W3non3BaiiTe MepuTeIHATA YaIllKa, 32 Ja u3MepuTe obema, Ha3HadyeH oT Bamus nekap. [Ipuemere
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Bamara mepBa 103a cyTpuHTa, BTOpara 103a Ha 0051, a TpeTtaTta qo3a Beuepra. Ferriprox Moxe na
Obae npuemaH cbe 1iH 0e3 xpaHa. Bee nak, 3a Bac Moxe 1a e 1o jgecHo 3a 3alIOMHSIHE, aKO pHeMaTe
Ferriprox, koraro ce xpaHwure.

AKO cTe IpHeJId MoBeve 0T HeodxoaumaTta no3a Ferriprox
Hsma cpobmienus 3a octpo npeno3upane ¢ Ferriprox. Ako ciiy4aiiHO CTe MPUENIU TIOBEYE OT
Mpenrcanara 103a, TpsoBa Jia ce CBbpKeTe ¢ Barmms nexap.

AKo cTe mponycHaJm 1a npuemerte Ferriprox

Ferriprox e e Hali-e()eKTHBEH, aKO HE MIPOIyCKaTe Ja preMaTe 103u. AKO IIPOIYyCHETE eHa 71034,
MIpUeMeTe s Be[THara IoM ce CEeTHTE 3a TOBa. B3eMeTe ciieBamaTa 103a B peIOBHOTO 3a IIPHEM BpeMe.
AKo nporycHeTe rmoBeue oT 1 103a, He B3eMaiite JBOHHA /1032, 32 J1a KOMIIEHCHUPATe OTACTHU
npomnycHaT no3u. [Ipoabikere Aa caeaBaTe HOpMAaNIHATa CXeMa Ha JO3UPOBKa Ha JiekapcTBoTo. He
nmpoMeHsiiTe Bamrara qHeBHa 1032 0€3 MHPBO J1a CTe T'o OOCHANIN ¢ Barmms mekap.

4. Bb3MoOKHM HeXKeJTaHU peakunu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPECAN3BHUKA HEKECJIaHU pE€aKIIUH, BBIIPEKU Y€ HC
BCCKMU I'M IIOJTyYaBa.

Haii-cepuo3nara HexenaHa peakius Ha Ferriprox e CHIIHOTO HamalisiBaHe Ha Oposi Ha OeyuTe KpbBHU
ket (HeyTpodunm). ToBa 3a00siBaHe, U3BECTHO KATO TEXKA HEYTPOIICHUS WK arpaHysIouTo3a,
ce nposisiBa ipu 1 10 2 ot 100 goBeka, mpuemanu Ferriprox mpu KITMHAYHA TIPOYyIBaHUS.
Hamansasanero Ha 6p0$1 Ha Oennte KPBBHU KJIIETKH MOXE J1a C€ CBBPKE C TCXKKA U IIOTCHIHUAITHO
omacHa 3a xuBoTa nngeknus. HezabaBHo choOmieTe Ha Baius jiekap 3a BCeKU CHMITTOM Ha
WHQEKIUS KaTO TEMIIEpaTypa, Bh3MAICHO I'bPJI0 WIX TPUIIONOI00HN CUMITTOMH.

MHoro 4yecTH HexkeJaHU peakIMM (MOXKe Ja 3acerrar noseue ot 1 Ha 10 gymm):
- KOpeMHa 00JIKa;

- rajeHe;

- MOBPBIIIAHE;

- YepBeHMKaB, Ka)eHUKaB LIBST HAa ypUHATA.

[Ipu ragene wm noBpbIaHe MpHeMaHeTo Ha Ferriprox ¢ Maimko XxpaHa MOXe J1a TIOMOTHE.
O1BeTsiBaHETO HA YPUHATA € MHOT'O YECTO CPELaHa PeaKiysl U He € OIIACHO.

YecTH HeKeTaHU peakiuu (Moxe ia 3acersar a0 1 Ha 10 qymm):

- HUCBHK Opoii 6eH KpbBHU KJIETKU (arpaHyJIoIUTO3a U HEYTPOIICHNU );
- rJ1aBo0oIIeE;

- JUapus;

- MTOBHUITIABAHE HA YSPHOIPOOHUTE CH3UMU;

- yMOpa;

- yBeIMYaBaHe Ha alleTUTa.

C Hen3BeCcTHA YecTOTa (OT HATMYHUTE JJAHHU HE MOXE /1a OBb/Ie HAallpaBEeHa OIICHKA):
- JIEPTUYHY PEaKIUH, BKIIFOUYUTEITHO KOXKECH OOPUB MU YPTUKAPUSL.

Wma cydan Ha O0JIKM U [TOJyBaHE HA CTABUTE, OT JIeKa 0OJIKa B €HA WJIH [I0BEYE CTaBH A0 TEXKKO
MHBanuIu3upaHe. B moBedeTo ciyyan 6onkara u3ue3Ba JOKaTo MallMEHTHTE MPOAbKaBaT Aa
npuemar Ferriprox.

Hesponornunu HapyumieHus (HanpuMep TpeMop, HapyIllleHHe Ha MOXOJIKaTa, TBOMHO 3pCHUE, HEBOJICBH
MYCKYJIHH ChKpalIeHus, TpoOIeMH ¢ KOOpAMHALMITA Ha ABHKEHUATA) Ca ChOOLIaBaHU MPH Jela, Ha
KOWTO YMHIIJICHO € MPEANICBaHa ABOWHO IO-TosIMa 032 OT MaKCUMalIHaTa PEeTophUYnuTETHA 1032
ot 100 mg/kg/neH B mpogbiKeHNE Ha HAKOJIKO TOAMHU H CHII0 ca HAOIIOJaBaH! TPH JIela ChC
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CTaHAApPTHU 103H AedepunpoH. [enaTa ca ce Bb3CTAHOBWIIM OT T€3U CUMIITOMH CJIe]] TpeKpaTsBaHe
Ha npuiaradero Ha Ferriprox.

Cho0maBaHe HA HEeXKEJIAHH PeaKINu

AKO TIONTy4HTe HIKaKBH HEXeJaHU JISKAPCTBEHU peaKIlny, yBeJoMeTe Bamms ekap unm ¢papMarnienT.
ToBa BKITIOYBAa BCHYKH BE3MOKHU HEOIMCAHH B Ta3H JINCTOBKA HEXETAHH peakiunu. MokeTe ChIINo Aa
CHOOIINTE HEeXKEJIAHU PEaKIIMU TUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 33 ChOOIaBaHe, MOCOYCHA B
[punoxxenue V. Karo cho0I1aBare HexKENaHU PEAKIMU, MOXKETE Ja JIaJIeTe CBOS IPUHOC 3a
MoJTy9YaBaHe Ha IMoBeue HHGOPMAIHSI OTHOCHO 0€30ITaCHOCTTa Ha TOBA JICKAPCTRBO.

5. Kak na cexpansBare Ferriprox
Ja ce cpxpaHsBa Ha MACTO, HENOCTBIIHO 32 JeLa.

He u3non3Baiite TOBa JIEKapCTBO CIIE] CPOKA HA TOTHOCT, OTOENsI3aH BEPXY €TUKETa M KapTOHEeHAaTa
omakoBKa cien ,,l'omex 10:”. CpoKBT Ha TOJMHOCT OTIOBAps HA MOCICTHUS JCH OT IIOCOYCHHS MECEII.

Ciien mppBOHaYaIHO OTBapsHE, Ja ce U3M03Ba B pamkuTe Ha 35 nuu. Jla chxpansiBa oz 30°C. Jla ce
ChXpaHsJBa B OPUTHHAJIHATA OMTAKOBKA, 32 Ja C€ MPEAINa3H OT CBETIIMHA.

He u3xBbpisiiTe nekapcTBaTa B KaHATU3ALMITA UM B KOHTEITHEpa 3a JOMAIHA OTHaJbLU.
ITormuraiiTe Bamms ¢papmarieBT Kak 1a H3XBBPIIATE JeKapcTBaTa, KOMUTO BeUe HE H3Mo3Bare. Te3n
MEPKH IIe CIIOMOTHAT 3a OTla3BaHe Ha OKOJHATA Cpefa.

6. C'bl]'l)p?l(al-ll/le Ha onmaKkoBKaTa M J0IIbJHUTEC/IHA qu)opMaum[

Kaxkso cbabpika Ferriprox
AKTHBHO BemiecTBO: Aedepunpor. Bcexn ml ot mepopanamst pa3tBop cbhabpka 100 mg nedepunpo.

Jpyru cbCcTaBKH: MMPEUUCTEHA BOJIA, XUAPOKCUETHIIIIENY03a, Tiniepo (E422), koHlleHTprpaHa
XJIOPOBOJIOPOIHA KUCENWHA (32 KOopeKiust Ha pH), H3KycTBEeH apoMar Ha Yepeiia, Macjio OT MEHTa;
oretuTen chHCET XBATO (E110); cykpanosa (E955). Bwxkre Touka 2. ,,Ferriprox mepopaieH pa3TBop
CBhABPKA olBEeTUTEN ChHCET KbITO (E110).

Kaxk u3rnexnaa Ferriprox m kakBo chbAbpka oaKoBKaTa
[Ipo3pauna, YepBEeHUKABO-OPaHIKEBO OlLBeTEHa TEYHOCT. Ferriprox ¢ omakoBaH B OyTuiiku ot 250 ml
i 500 ml.

IpuTekaTes HA pa3penIeHHETO 3a yoTpeda:
Chiesi Farmaceutici S.p.A.

Via Palermo 26/A

43122 Parma

Uranus

IIpousBoaure.:

Eurofins BioPharma Product Testing Leiden B.V.
Archimedesweg 25

2333 CM Leiden

Hunepnannus
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3a JOIIBJIHUTCIIHA I/IH(bOpMaLII/IH OTHOCHO TOBa JICKapCTBO, MOJIs, CBBPKETC CC C JIOKAJTHUA
NpeACTABUTECI HA MMPUTCIKATEIIA HA PA3PCHICHUCTO 3a yHOTpC6aI

Belgié/Belgique/Belgien
Chiesi sa/nv
Tél/Tel: + 32 (0)2 788 42 00

bbarapus
ExCEEd Orphan Distribution d.o.o.
Tem.: +359 87 663 1858

Ceska republika
Chiesi CZ s.r.o.
Tel: + 420 261221745

Danmark
Chiesi Pharma AB
TIf: +46 8 753 3520

Deutschland
Chiesi GmbH
Tel: +49 40 89724-0

Eesti
Chiesi Pharmaceuticals GmbH
Tel: +43 1 4073919

EALGoa
DEMO ABEE
TnA: +30210 8161802

Espaiia
Chiesi Espana, S.A.U.
Tel: + 34 934948000

France
Chiesi S.A.S.
Tél: +33 1 47688899

Hrvatska
Chiesi Pharmaceuticals GmbH
Tel: +43 1 4073919

Ireland
Chiesi Farmaceutici S.p.A.
Tel: +39 0521 2791

Island
Chiesi Pharma AB
Simi: +46 8 753 35 20

Italia
Chiesi Italia S.p.A.
Tel: +39 0521 2791
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Lietuva
Chiesi Pharmaceuticals GmbH
Tel: +43 14073919

Luxembourg/Luxemburg
Chiesi sa/nv
T¢l/Tel: + 32 (0)2 788 42 00

Magyarorszag
ExCEEd Orphan Distribution d.o.o.
Tel.: +36 70 612 7768

Malta
Chiesi Farmaceutici S.p.A.
Tel: +39 0521 2791

Nederland
Chiesi Pharmaceuticals B.V.
Tel: + 31 88 501 64 00

Norge
Chiesi Pharma AB
TIf: +46 8 753 3520

Osterreich
Chiesi Pharmaceuticals GmbH
Tel: +43 14073919

Polska
ExCEEd Orphan Distribution d.o.o.
Tel.: +48 799 090 131

Portugal
Chiesi Farmaceutici S.p.A.
Tel: +39 0521 2791

Romania
Chiesi Romania S.R.L.
Tel: +40 212023642

Slovenija
CHIESI SLOVENIJA, d.o.o.
Tel: + 386-1-43 00 901

Slovenska republika
Chiesi Slovakia s.r.o.
Tel: + 421 259300060

Suomi/Finland
Chiesi Pharma AB
Puh/Tel: +46 8 753 35 20



Kvnpog Sverige

The Star Medicines Importers Co. Ltd. Chiesi Pharma AB
TnA: + 357 25 371056 Tel: +46 8 753 35 20
Latvija

Chiesi Pharmaceuticals GmbH
Tel: +43 14073919

JlaTa Ha mocjeJHO mMpepasrJjiek/AaHe HA JUCTOBKATA .
JApyru uzrouyHuuy Ha nHGopMmauus

IToapo6Ha wHGOpPMAITHS 32 TOBA JICKApPCTBO € IpeIocTaBeHa Ha yeOcaiiTa Ha EBporneiickaTa areHnus
10 JIeKapcTBara http://www.ema.europa.eu.
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JIucroBka: uH(opmManus 3a norpeduTess

Ferriprox 1 000 mg ¢punmupanu TadaeTkn
nedepurpon (deferiprone)

IIpoyereTe BHUMATEJIHO USJIATA JUCTOBKA, IPEAU 1A 3all09HeTe Ja IpreMaTe TOBa JIeKapcTBO,

Thil KaTO TS CbAbP3Ka BaskHa 32 Bac undopmanus.

- 3amasere Ta3u TUCTOBKAa. MOJKe /1a ce HaJ0XH Ja sl MPOYEeTeTe OTHOBO.

- AKO UMaTe HSIKaKBH JIOMBJIIHUTEIHN BBIIPOCH, HONUTaiTe Bamms nekap unu gpapmanesT.

- ToBa nekapcTBo € npeanucado JuyHo Ha Bac. He ro nmpeorcrenBaiite Ha Apyru xopa. To Moxke
Jla UM HaBpeIly, HE3aBUCHMO Y€ TIPU3HAIUTE Ha TAXHOTO 3a00JIsIBaHEe ca ChIIUTE KaTo BamuTe.

- AKO TIONTyuHnTe HAKAKBU HEXEIIAaHU peaklny, yBeaomeTe Bamus nekap uinu gapmarert. Toa
BKJIFOYBA M BCUUKHU Bb3MOXKHU HEKEJIAHHU PEAKLMK, HEOIMCAHH B Ta3U JIUCTOBKA. BuxTe
TouKa 4.

- KbM kapToHeHaTa OIakoBKa € MPUIIO)KeHa KapTa Ha manueHTa. OTKbCHETE, MOBIHETE,
MpoYeTeTe KapTaTa Ha MalleHTa BHUMATEIHO U g HoceTe cbe cebe cu. [laiite Ta3u kapra Ha
maryenTa Ha Bamms tekap, ako pa3BreTe CUMIITOMH Ha HH(EKITUSI KaTO BUCOKA TeMIIepaTypa,
3a4epBEHO I'bPJIO0 I TPUTIONIOTO0HN CUMIITOMH.

KaxBo cbabpika Ta3u JUCTOBKA

Kakso npencrasisiBa Ferriprox u 3a KakBo ce M3M0J3Ba
KaxBo TpsiOBa ma 3HaeTe, mpeau Aa npuemete Ferriprox

Kak na nmpuemare Ferriprox

BB3MOKHH HEXENAHU PEAKLIUU

Kak na cexpansBare Ferriprox

ChbabpprkaHue Ha ONIAKOBKATa U JOIBIHUTENIHA HHGOPMALIUS

AN

1. Kakso npeacrasisiBa Ferriprox u 3a KakBo ce M310JI13Ba

Ferriprox chabppska akTHBHOTO BEIECTBO JedepunpoH. Ferriprox e xenarop Ha ’KeJs30TO, BUIL
JIEKapCTBO, KOETO OTCTPAHIBA M3JIUIIHOTO KEISI30TO OT OPraHnu3Ma.

Ferriprox ce u3nossea 3a jJiedeHne Ha IPETOBAPBaHE C HKENISA30, IPHYMHEHO OT YECTO KPHBOIIPEIHBaHE
NP MAaLUEHTH C TaJlaceMUs Malop, KOraTo MpOBeXJaHaTa XxeJaTupalia Tepanus € MIPOTHBOIOKa3aHa
WIN HEMOAXOIAIIA.

2.  Kakso Tps0Ba na 3Haere, npeau aa npuemere Ferriprox

He npuemaiite Ferriprox

- aKo CTe alepruuHu KbM Ae(EpUIIPOH I KbM HKOS OT OCTaHAINTE ChCTAaBKM HA TOBA
neKapcTBo (M30poeHH B TOUKa 6),

- aKo MMaTe aHaMHe3a 3a IOBTapsIIY Ce eMM3041 Ha HEYTPOIEeHUs (HUCHK Opoi 0esin KpbBHU
KIeTKHU (HeyTpoduim),

- aKo MMaTe aHaMHe3a 3a arpaHyJouTo3a (MHOTO HUCHK Opoii 0enr KPHbBHH KIIETKH
(meyTpodunm),

- aKo IOHACTOSIIIEM ITpUeMaTe JIeKapCcTBa, MPUIHHSBAIN HEYTPOIIEHHUS WIIM arpaHyJIoLUTO3a,
(BwxTe pazgen ,,[lpyru nexapctsa u Ferriprox ),

- aKo cTe OpeMEeHHa WM KbpPMUTE.

IIpenynpexneHus u NpeAnasHu MepKH

- Hali-cepro3HaTa HeXKeJlaHa peaklus, KosATo MOXe Ja ce pa3Bue Ipu npuemane Ha Ferriprox, e
MHOTO HUCBK Opoii Oenn KpbBHHU KieTku (HeyTpoduan). Toa 3a0onsBaHe, MO3HATO KaTO TEKKA
HEYTPOIIEHUS WU arpaHyJIONTO3a, ce pa3BuBa rnpH 1 1o 2 ot 100 voBeka, mpuemanu Ferriprox
IpY KIMHUYHY Ipoy4BaHus. [lopanu ToBa, ye 6enure KpbBHU KIETKU IIoMarat 3a 6opba ¢
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MHQEKIUUTE, HUCKUAT Opoil HeyTpoduian Moke Ja By M3110ku Ha PUCK OT pa3BUBaHE Ha
CepHo3Ha WU MMOTEHIIHATHO )KUBOTO3acTpaiaBaiia nHekus. 3a na Bu rabnronasa 3a
HeyTporeHus, BammsT nexap me Bu momonu, nokato cre Ha edenue ¢ Ferriprox, peoBHO
BCSIKA CEIMMLIA J1a IPaBUTE KPBBHO M3CIeABaHe (3a J1a ce POBEPH OposIT Ha OeNUTE KPBBHU
kIeTkH). M3kmounTenHo BaxHO 32 Bac e 1a criasBare ToBa HazHavueHHe. Moiis, BUKTE KapTara
Ha TalreHTa, MPIIoKeHa KbM KapTOHEHATa OIMaKOBKa. AKO MOTYYHTe HIKAKBH CHMITOMH Ha
MH(EKIUSA KaTo BUCOKA TEMIIEpaTypa, 3a4€pBEHO I'bPJIO WM TPUIOTIOA00HN CUMIITOMH,
MOThpceTe He3a0aBHO MEIUITMHCKA oMol B pamkute Ha 24 yaca TpsiOBa a Objie IPOBEPEH
OposT Ha OennTe KPHBHU KIIETKH, 32 J1a Ce OTKPHE €BEHTyaIHa arpaHyJIouTOo3a.

- aKo CTe TO3UTHBEH(HA) 32 BUpyca Ha YOBEMKU uMyHeH nedumut (XVB) nin umate cuitHo
HapyIIeHa 9epHoApoOHa miu Ob0peuna ¢yHKIws, BammsT nexap Moe 1a mpernopbya
JOITBJIHUTCIIHU U3CJICABaHUA.

Bamusr nekap 1ie moucka Ja ce sBUTE 3a U3CJICABAHMS Ha ChAbPKAHUETO Ha XKEJSI30 B OpraHu3Ma
Bu. JlombiHUTETHO MOKE J1a TIoucKa Ja Bu ce HanpaBu uepHOApOoOHA OUoTICHS.

Jpyru aexapcra u Ferriprox

He npuemaiite nexapcTBa, 3a KOUTO € U3BECTHO, Y€ IPUIHHSIBAT HEYTPOIICHHUS HITH arpaHyJIOIUTO3a
(BwxkTe paznen ,,He npuemaiite Ferriprox*). TpsioBa na xaxxere Ha Bamms nekap win ¢papManeBT, ako
npuemMare, HaCKOpO CTe MPUEMaNU WM € Bb3MOXKHO Jla IpueMarte APYTrH JEKapCcTBa, BKIIOYUTEIHO U
TaKWBa, OTITyCKaHM 0e3 perenTa.

He npuemaiite anTHanuIHN CPEeNCTBA, ChABPKAIIN aTyMUHUH, TOKaTo npuemare Ferriprox.

Moust, KoHCYITHpaTE ce ¢ Bamms nekap wim papmanieBt, mpenn na npuemere ButaMuH C ¢
Ferriprox.

BpemeHHOCT U KbpMeHe

Ferriprox mMoxxe 1a IpUuMHM yBpeXJaHe Ha HEpoAeHHUTe OedeTa, KoraTo ce M3I0JI3Ba 0T OpeMEeHHH
xenu. Ferriprox He TpsOBa Jja ce M3M0JI3Ba IO BpeMe Ha OpeMEHHOCT, OCBEH MPU KaTeropuyHa
HeoOxoauMocT. AKo cte OpeMeHHa uin 3abpeMeHeeTe 1Mo BpeMe Ha jiedenuero ¢ Ferriprox, Beqnara
ce IOChBETBANTE C JIEKap.

Ha manmenTtuTe, MBXe U )KCHH, C€ IPETOPHUBA JIa B3EMAT CIICHUATHU MPEIIa3Hi MEPKU MPH
CEKCyallHa aKTMBHOCT, aKO MMa Bh3MOXKHOCT 32 3a0peMeHsiBaHe. Ha seHuTe ¢ eTepoieH MoTeHIIHAa
ce TIPeTopbUBa Ja U3IMOJI3BAT €hEKTUBHY MPOTHBO3AYATHYHN METOIU TI0 BpEMe Ha JICUCHUETO C
Ferriprox u B mpojib/nkeHre Ha 6 Mecela clie/l mocieanara 103a. Ha mbixere ce npernophbysa Ja
U3I0JI3BaT e()eKTUBHU MPOTUBO3aYaThbYHH METOJIH 110 BpeMe Ha JICYSHUETO U B MPOIbIKCHUEC HA

3 Mecerna cien nocaenHaTa 1o3a. Tosa TpsiOBa fa ce o0chau ¢ Bamus ekap.

He ynotpeb6sBatite Ferriprox, ako kbpmute. BrkTe kapTara Ha nanueHTa, IPUIOKEHA KbM
KapTOHEHaTa OIlaKOBKa.

lo¢pupane u padora ¢ MAIIUHU
Henpunoxumo

3. Kak na npuemarte Ferriprox

BuHnaru npreMaiite ToBa JIEKapCTBO TOYHO KakTo Bu e ka3anm Bamust ekap. AKo He CTe CUTYpHH B
Hero, monutaite Bamms nexap win dapmariest. KommaectsoTo Ferriprox, koero Bue npruemare e
3aBucH OT Bariero teiecHo tero. O6ouuaiinara 1o03a e 25 mg/kg, 3 mbTH THEBHO IO JOCTUTaHE Ha
o0mra qHeBHa j03a oT 75 mg/kg. ObOmata qHeBHA 1032 He TpsAOBa na Hansumasa 100 mg/kg.
IIpuemerte BaimaTta mbpBa 1033 CyTpUHTA, BTOpaTa 032 Ha 0051, a TpeTaTa j03a BeuepTa. Ferriprox
Moxe Jia ObJie MpueMaH che HIH Oe3 xpaHa. Bee mak, 3a Bac Moxe J1a e 1o JiecHO 3a 3aloMHsHE, aKo
npuemMate Ferriprox, KkoraTo ce XpaHuTe.
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AKo cTe npuesu noBeve 0T HeoOxoaumara n03a Ferriprox
Hsma cpobmienus 3a octpo npeposupane ¢ Ferriprox. Ako ciiy4yaifHO cTe MpUENd TOBeYe OT
npeAnucanaTa 103a, TpsioBa aa ce cBbpkeTe ¢ Bamus nekap.

AKo cTe mponycHam 1a npuemerte Ferriprox

Ferriprox 1me e Hali-e()eKTHBEH, aKO HE MIPOIyCKaTe J1a MpreMaTe 103u. AKO IPOIYyCHETE eHa 71034,
MIpUeMeTe s BeJTHara IIoM ce CEeTHTE 3a TOBa. B3eMeTe cieBamaTa 103a B peIOBHOTO 3a IIPHEM BpeMe.
AKo mpomycHeTe mmoBeue oT 1 703a, He B3eMaiiTe ABOHHA /1034, 32 J1a KOMIIEHCHPATe OTACITHI
npomnycHaTH 1o3u. [Ipoabimkere fa ciensaTe HOpMaaHaTa cxeMa Ha JO3MpPOBKa Ha jJekapcTBoTo. He
npomeHsiite Bamara qHeBHa 7032 6€3 TBPBO Ja cTe To 00ChauIn ¢ Bammms iekap.

4. Bb3MOXKHHU HeXeJIaHU PeaKIuu

Kaxkro Bcmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NMPEAMN3BHUKA HEKCIaHU PpE€aKIIUX, BBIIPEKU Y€ HE
BCCKHU I' I1IOJTy4YaBa.

Haii-cepro3nara HexkenaHa peaknust Ha Ferriprox € cuiaHOTO HaMayisiBaHe Ha Opos Ha OeliTe KPhBHU
kJIeTkd (HeyTpodunn). Toa 3a00i1s1BaHe, U3BECTHO KaTO TEXKKa HEYTPOIICHHsI WM arpaHyJIonuTo3a,
ce mposBsBa pu | 10 2 ot 100 yoBeka, nmpuemanu Ferriprox npu KTMHUYHA NPOYUYBAHHUS.
HamansiBanero Ha Opost Ha OesIuTe KPbBHU KJIETKH MOJKE J1a CE€ CBBPIKE C TEXKKA M [TOTEHIIMATHO
oracHa 3a xuBoTta uHpekuus. HezabaBHo cpo0miere Ha Bamms nekap 3a BceKd CUMIITOM Ha
MHQEKIXS KaTo TeMIepaTypa, Bb3MaJIEHO I'bPI0 WM IPUIONOJ00HN CHMITOMH.

MHOro 4ecTH HeKeJaHU peakuuu (Moke 1a 3acerrar mosede ot 1 va 10 mymm):
- KOpeMHa 00JIKa;

- rajicHe;

- MTOBPBINAHE;

- YepBeHNKaB/Ka()eHUKaB LBAT HA YPHUHATA.

HpI/I raZIcHC WJIK NOBPBIAHE IIPUEMAHCTO Ha Ferriprox C MAJIKO XpaHa MOXE 1a IOMOT'HE.
OHBCTSIBaHeTO Ha ypyuHaTa € MHOT'O YECTO CpfllaHa pC€aKud 1 HE € OIIaCHO.

YecTH HeKeTaHU peakiuu (Moxe ia 3acersar a0 1 Ha 10 qymm):

- HUCBHK Opoii Oer KphBHU KJIETKH (arpaHyJIoNTO3a U HEYTPOTICHN);
- r1aBoooIneE;

- JIapus;

- MOBHIIIABaHE HA YEPHOPOOHNUTE CH3UMU,

- yMOpa;

- yBEJIMYaBaHE Ha aneTuTa.

C Hen3BecTHA YecTOTA (OT HATMYHHUTE JaHHU HE MOXeE J1a OB/Ie HallpaBeHa OICHKA):
- aJICPrUYHU PEaKIUK, BKIIFOUYUTEITHO KOXKECH OOPUB WU YPTUKAPHSL.

Wma cimydan Ha OOJIKK U [TOJ{yBaHE HA CTABUTE, OT JIeKa 0O0JIKa B €HA WJIM [I0BEYE CTaBU J0 TEKKO
uHBanuau3upaHe. B nosedeTo ciryyau Goskara U3ue3Ba JOKATO MAllMEHTUTE NIPOAbIKABAT Aa
npuemar Ferriprox.

Herponoruunu HapyieHus (HanpuMep TpeMop, HapyIlleHHe Ha MOX0JIKaTa, TIBOWHO 3pCHUE, HEBOJICBH
MYCKYJTHH ChKpaIleHHsI, TPOOJIEMHU ¢ KOOPAMHAIIUATA HA ABIXKCHUATA) ca ChOOIIaBaHU TIPH JIeTia, Ha
KOMTO YMHIIJICHO € TIPEAMUCBAHA JIBOMHO MO-TOJsSIMa 1032 OT MAaKCHMAJTHATA MPENOPbUYUTENHA 1032
ot 100 mg/kg/nen B mpoabKeHNE HA HAKOIKO TOAMHH ¥ CBHITIO ca HAOJIFOTaBaHM IPH JeTa ChC
CTaHIAPTHU 03M JedepurnpoH. [enaTa ca ce Bb3CTAHOBWIIM OT T€3U CHMIITOMH CJIe]] TpeKpaTsBaHe
Ha mpuiIaraHero Ha Ferriprox.
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Cho0uaBaHe HA HEeXKEJIAHH PeaKINU

AKO TIONTy4HTe HIKaKBH HEXeJaHH JISKAPCTBEHU peaKIlny, yBeJoMeTe Bamms ekap unm ¢papMarnienT.
ToBa BKJIFOYBA BCUUKH Bb3MOYKHU HEOIMCAHU B Ta3U JINCTOBKA HEYKEJIAHU peakini. MokeTe ChIIo J1a
CHOOINUTE HEeKEIIAHU PEaKIUU TUPEKTHO Ype3 HAlMOHATHATA CUCTEMa 33 ChOOIaBaHe, IOCOYCHA B
[punoxxenue V. Karo cho011aBare HexxenaH! peakiuy, MOXETe Ja aieTe CBOS MIPUHOC 3a
MoJTy9YaBaHe Ha IMoBeue HHGOPMAIHI OTHOCHO 0€30ITaCHOCTTa Ha TOBA JICKAPCTRBO.

5. Kak na cbxpansiBare Ferriprox
[la ce cbxpaHsABa Ha MsCTO, HEJJOCTHITHO 32 JIela.

He usmnon3Baiite TOBa JIEKapCTBO ClI€]] CPOKa HAa TOAHOCT, OTOE/IsI3aH BbPXY €TUKETa M KapTOHEHATa
omakoBKa ciuefn ,,l'onex 10:”. CpoKbT Ha TOMHOCT OTIOBAps HA MOCIETHUS JCH OT OCOUYCHUS MECEII.

Ha ce cpxpanssa nox 30°C. CrxpaHsBaiiTe OyTHIKaTa ITBTHO 3aTBOPEHA, 3a J1a C€ IPEIIa3u OT
Biara. Ciieq; mbpBOHAYATHO OTBApSHE, 1A CE U3I0JI3Ba B paMKuTe Ha 50 JHU.

He n3xBbpisiiTe IekapcTBaTa B KaHAIM3ALMATA WIIM B KOHTEHHEPA 3a JOMAIIHU OTHAaJbIH.
[lonmraiite Bammus dapmaieBT Kak Ja U3XBBPIATE JEKapCcTBaTa, KOUTO Bedye He u3Moin3Bare. Te3n
MEPKH L€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa Cpefa.

6. CLz]mealme Ha onmaKkoBKaTa M JO0IbJHHUTEC/IHA an)opMaum[

KaxBo chabpika Ferriprox
AKTHBHO BemiecTBo: AedepunpoH. Beska tabnerka ot 1 000 mg cpappxka 1 000 mg nedepunpoH.

Hpyru cbecraBKu:
A0po Ha mabaemkama. METUILETYJ03a, KPOCIIOBUAOH, MarHe3ueB cTeapar.
nokpumue: XUIpoMesn03a, XUIPOKCUIIPOIUIIIEITYJI03a, MAKPOroJl, TATAHOB JUOKCH]I.

Kaxk m3rie:xxna Ferriprox u KakBo cbIbpska 0OlIAKOBKATa

bsuta no mourtwn Ostna prmMupana Tabnetka ¢ hopma Ha Karcyia, ¢ otnedaranu ,,APO” u ,,1000”,
pasJelieHu OT JeUTeIHa YepTa, OT e/[HaTa CTpaHa U IiajaKa ot apyrara. Tabnerkara e 7,9 mm x
19,1 mm x 7 mm u ¢ nenuTenHa yeprta. TabieTkaTa MoXKe 1a Ob/ie pas/iesieHa Ha JIBE paBHU
MTOJIOBUHH.

Ferriprox e omakoBan B OyTmiku 1o 50 TaOneTKH.

IIpurtexares Ha pa3pelieHNETO 32 ynorpeda:
Chiesi Farmaceutici S.p.A.

Via Palermo 26/A

43122 Parma

Hranus

IIpousBoauren:

Eurofins BioPharma Product Testing Leiden B.V.
Archimedesweg 25

2333 CM Leiden

Hunepnanous
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3a JOIIBJIHUTCIIHA I/IH(bOpMaLII/IH OTHOCHO TOBa JICKapCTBO, MOJIs, CBBPKETC CC C JIOKAJTHUA
NpeACTABUTECI HA MMPUTCIKATEIIA HA PA3PCHICHUCTO 3a yHOTpC6aI

Belgié/Belgique/Belgien
Chiesi sa/nv
Tél/Tel: + 32 (0)2 788 42 00

bbarapus
ExCEEd Orphan Distribution d.o.o.
Tem.: +359 87 663 1858

Ceska republika
Chiesi CZ s.r.o.
Tel: + 420 261221745

Danmark
Chiesi Pharma AB
TIf: +46 8 753 3520

Deutschland
Chiesi GmbH
Tel: +49 40 89724-0

Eesti
Chiesi Pharmaceuticals GmbH
Tel: +43 1 4073919

EALGoa
DEMO ABEE
TnA: +30210 8161802

Espaiia
Chiesi Espana, S.A.U.
Tel: + 34 934948000

France
Chiesi S.A.S.
Tél: +33 1 47688899

Hrvatska
Chiesi Pharmaceuticals GmbH
Tel: +43 1 4073919

Ireland
Chiesi Farmaceutici S.p.A.
Tel: +39 0521 2791

Island
Chiesi Pharma AB
Simi: +46 8 753 35 20

Italia
Chiesi Italia S.p.A.
Tel: +39 0521 2791
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Lietuva
Chiesi Pharmaceuticals GmbH
Tel: +43 14073919

Luxembourg/Luxemburg
Chiesi sa/nv
T¢l/Tel: + 32 (0)2 788 42 00

Magyarorszag
ExCEEd Orphan Distribution d.o.o.
Tel.: +36 70 612 7768

Malta
Chiesi Farmaceutici S.p.A.
Tel: +39 0521 2791

Nederland
Chiesi Pharmaceuticals B.V.
Tel: + 31 88 501 64 00

Norge
Chiesi Pharma AB
TIf: +46 8 753 3520

Osterreich
Chiesi Pharmaceuticals GmbH
Tel: +43 14073919

Polska
ExCEEd Orphan Distribution d.o.o.
Tel.: +48 799 090 131

Portugal
Chiesi Farmaceutici S.p.A.
Tel: +39 0521 2791

Romania
Chiesi Romania S.R.L.
Tel: +40 212023642

Slovenija
CHIESI SLOVENIJA, d.o.o.
Tel: + 386-1-43 00 901

Slovenska republika
Chiesi Slovakia s.r.o.
Tel: + 421 259300060

Suomi/Finland
Chiesi Pharma AB
Puh/Tel: +46 8 753 35 20



Kvnpog Sverige

The Star Medicines Importers Co. Ltd. Chiesi Pharma AB
TnA: + 357 25 371056 Tel: +46 8 753 35 20
Latvija

Chiesi Pharmaceuticals GmbH
Tel: +43 14073919

JlaTa Ha mocjeJHO mMpepasrJjiek/AaHe HA JUCTOBKATA .
JApyru uzrouyHuuy Ha nHGopMmauus

IToapo6Ha wHGOpPMAITHS 32 TOBA JICKApPCTBO € IpeIocTaBeHa Ha yeOcaiiTa Ha EBporneiickaTa areHnus
10 JIeKapcTBara http://www.ema.europa.eu.
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