WUHUCTEPCTBO Ha SQPA'BEGHASBAHETO

Npuaoxenne e

KPATKA XAPAKTEPUCTHKA HA IIPQAEYE 22 yrorpesa e 13¢5
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Neo Recormon® 500 IU JANS f/ 20 OC, o8 W
Heo Pexopmon 500 U -

1. HAMMEHOBAHUE HA JIEKAPCTBEHUS ITPOAYKT
NeoRecormon 500 IU wHHXEKNMOHEH pa3sTBOP B INpPEABAPHTENHO HalbJIHEHH
CIIPHHIIOBKH.

2. KAYECTBEH 1 KOMHYECTBEH ChCTAB

Enna npeABapiTelHO HamblHeHa clpuHNoBKa ¢ 0.3 mi pasreop cpappixa 500
mexayHaponan  eapnunu  (IU), ceoTBercrBamu Ha 4.15 pg  epoetin beta®
(peKOMOHHAHTEH YOBEIIKH epHTPOIIOETHH).

*IIponssesen nocpeacteoM pexomOunantHa JHK Texnonorus B KieTBYHa NHMHNA OT
OBapHaJIHH KAETKY Ha KUTaHCKE XaMCTep.

3a noMoLIHKTE BemecTBa, Bk 6.1.
3. JEKAPCTBEHA ®0OPMA

HnsKeKroHe  pasTBop
BoumeH Buf - Mpo3payeH OeslBeTeH 10 c1abo onaneclieHTeH PasTEop.

4, KIHHHYHA JAHHH
4,1, TepanepTnyHH NOKA3aAHUH

- Jleuenwe Ha aHeMHd, CBBP3aHa ¢ XpoHMuHa Op0pedHa HenoCTarb4YHOCT
(OnOpeuna aHeMus) NPH NaUMEHTH Ha aanusa.

- Jleyenne Ha cuMOTOMATHYHA OBOpeuHa aHeMUA Npy MalUEeHTH, KOUTO Ole He ¢a
Ha AUaH34.

- TIpothunakriika Ha aHeMIsi [IPH HEJOHOCEHH HAeua ¢ TErAO IPH paxjaHeTo ot
750 mo 1500 g w recraliiOHHA BB3PAacT NOA 34 cenMUIH

- JleueHWe HA CUMPMOMAMUYHA ABEMHS NPU €b3PACHHY NAYUEHMU CBC CONUOHU
MYMOpU, KOUINO Ce IeKY6am ¢ XuMuomepantis.

- JleueHHe Ha cumnmoOMAMUYHA aHEMHUA NPH BE3PAcTHY IAUMEHTH ¢ MYATHIIEH
MHEJIOM, HHCKA CTENeH HA HEXOKKHHOB MHM(OM MIH XpOHHIHA THMGOLUTHA
JEBKEMHS, KOWTO UMAT OTHOCHTENEH HEAOCTUr Ha epUIPONOSTHH M INOiyJaBaT
NPOTHROTYMOPHO neyeHue. HefocTHIsT ce ompesieNid Karo HeChOTBETCTBAILO
HYICKO HHBO Ha CepyMeH epHTPOIIOETHH 110 OTHOIISHHE HA CTeNeHTa Ha aHeMHUA.

- THopumapane Ha noOMBa Ha aBTONOMKHA KPBB OT [AIHEHTH B Iporpama 3a




4K0 He ¢a BE3MOXKHH KPBbBOKOHCEPBHPAIIH NPONEAYPH HIH TE ¢a HEAOCTATRYHH
Ipy IIaHupaHa rojaMa onepanysa, H3NCKBalla IroJisM obem KpEB (4 HIIH II0BSYE
COUHMIH KPEB 3a JKEHATE UITH 5 MM noBeYe SAHHIY 3a M'T:}KCTS).

4.2, Ho3upoBKa U MeTOJ HA NPHJIOKEHHE

Jevennero ¢ NeoRecormon TpﬂGB'd Ja ce 3alovHe OT JICKap ¢ ONUT B JICYCHHETO Ha
CIIOMCHATHTE NO-TrOpe IOKa3aHHi. Toi# Karo B OTHENHU choy4an ca HabJI01aBaHu
aHaclmna}crowmu peaKkiiy, INpenoppiBa €€ Nbpsara 032 Ja ¢ TPHIOKH INOX
JIEKapcKo HaONoAcHUE,

Jleyenne Ha AaHEMHEYHH DAUMENTH ¢ XpOHHYIHA 0L0peYna HepocTaTLYHOCT .
[IpHrOTBEHKAT Pa3TBOP MOXE fa ¢€ Npuiara NOJKOXHO WM MHTpasenosHo. IIpn
MHTPaBEHO3HO NPHOKEHHE PA3TBOPET TpAGBaA Ja Ce MHKEKTHpa B NMPOXBIDKCHHE
Ha MpUOIU3KUTENHO 2 MHHYTH, Hafp. IPH NAHeHTH Ha XeMOAHAJIH3a Npe3 apTepHo-
BeHo3Hara (PUCTYNa B Kpad Ha Hanu3ara.

TIpy maumeHTH, KOMTO He ca Ha Juanusa, BMHAarM 1psbsa ja ce NpeguoyHTa
MOJKOKHOTO TPHACIKEHHE, 32 Ja ce H3berHe MyHKTHPaHeTo Ha nepudepHu BEHH.
LlenTa Ha IEYEHHETO € YBEAHUYeHAe Ha XeMaToxpuTa A0 30-35%, xaTo ceqMUYHOTO
ysenuueHue TpsabBa Ja OpAe Hal-manko 0.5 06%. He Tpadsa jha ce HaIXBBPIA
crolirocr ot 35%.

Ilpr wanpyue Ha XMAEPTOHUS WNM CHPAEYHOCHAOBO, MO3BYHO-CHIOBO HIK
nepudiepHo CBHAOBO 3ab0NABaHE CEIMUYHOTO YBEIHYCHHE Ha XeMaTOKpHTa M
TApreTHHst XeMaToKpHT TpabBa ja ce OMpEeAeNiAT HHAMBEAYaNHO, KaTo €6 HMa
NpeABHL KNMHWYHATA KapTuHa. [IpH HAKOM MalHeHTH ONTHMAaRHHAT XeMaTOKpHT
Moske ga oeae mox 30%.

Jleuenueto ¢ NeoRecormon ce pa3ziens Ha JBa erana.

1. Kopuruparna ¢aza

- TToKoXKHO NPUITOKEHHE

Hauannara no3za e 3 x 20 [U/kg renecso Terno nva ceiMHuua. JlosupoBkara Moxe Ja ce
yeenuuapa npes 4 ceavuim ¢ 3 x 20 TU/kg u ceaMulla, ako YBEINHYESHHETO Ha
XeMaTOKpHTA He e afeKBaTHO (< 0.5% Ha cenqMuua).

CeaMuyHATA 032 MOXKE CBIIO Ja ce pazeiy Ha JHEBHH A031.

- UHTpaBeHO3HO NPHIIOKEHHE

Hauannara gosa e 3 x 40 IUfkg Tenecno Temo Ha cenMuna. Josara moxe ga ObAe
ysenuuena cienl 4 ceqmuuu go 80 IU/kg -Tpu nBTH ceAMHYHO- M X0 CE Hajara ro-
HATaTHIIHO YBelnueHue, To Tpadea jpa crasa ¢ 20 IU/kg, Tpu meti ceaMUYHO, Npe3
Mecen,

M nipu npara HaYMHA HA IPUAOKEHHES MAKCHMAITHATA 033 He Tpsa0Ba Aa HajpHmasa 720
TU/kg Ha ceqmuLa.

2. Homnsprkaa dasa
3a jxa ce moambpKa xeMatokputa Mexay 30 1 35%, no3aTa MBPBOHAYANHO Ce HaManiaBa
Ha IIONIOBMHA OT IPHUAAraHOTO Hpedl ToBa KonuyecTBo. Crexn ToBa
npucrocobsBa Ha MHTEPBANX OT €AHa MIM J(BE CEIMHIM HHAHBHAYANHO,
(momABpxKala 1o3a).




B cnyuaif Ha momxoxHO TNpUAOKeHHe ceJMMYHATa J03a MOXE Ja ce Jaje ¢ efHa
HIKEKUMS CEIMHYHO WIM Ja ce pasfelnd Ha TpM A0 CelAeM IIETH CEeIMHYHO.
TlauuenTHTE, KOWTO ca CTAOHIIHH I cXeMa Ha IpHMiaraHe BeHEX CEIMHYHO, MOXE 13
TIPEMUHAT KBM MpPHIONEHME BEJHLK Ha JABe ceAMuuu. B Tozu ciyyali Moxke na ce
HANOXKH IIOBHINEHHE HA J033Ta.

Pe3ynTaTnte OT KIMHWYHHTE M3NUTBaHUS DpH Aelia ca IIOKa3aiH, 4e CPeJiHO, KOJIKOTO
nO-MJIaf € NanpenTa, TOINKOBa Mo-BHCOKa Jo3a NeoRecormon e BeoOxoauma. Borpeks
TOBA TpeNophYBAHATA CXeMa Ha TWpHIOXKeHHe TpabBa Ja ce cnasea, ThH KaTo
HHAMBHAYANHHUAT OTIOBOP HE MOXeE fia Ce IIPSABH/IH.

Jleyenvero ¢ NeoRecormon 00OHKHOBEHO e MpofslxurenHo. To obaue Moxe na ce
IIpEKLCHE, aKko e HeoOXxoxumo, Mo BCAKo BpeMe. JIaHHHMTe OT cXeMara ¢ JO03MpaHe
BeIHEBXK CEAMHUYHO CE€ OCHOBABA HAa KIMHHYHH M3IHTBAHMS C 24  ceaMHIM
TPOXBIKUTENHOCT Ha JISYEHHETO.

Tlpodrnakrika Ha AaHEMHA NPH HeZOHOCEHH Jena

Pa3TBOPET Ce Ipuiara NOAKOXKHO B o3H 3 X 250 TU/kg r.r. Ha ceamuua. Jleyenuero ¢
NeoRecormon TpAGEa Ka 3am09He KONKOTO € Bh3MOXKHO [10-PaHo, 3& HPe/IOYNTaHe KBM
3-ust IeH OT KUBOTa. Manko € BEpOATHO HeAOHOCEHHTE NeHa, Ha KOMTO Beue e Omaa
TpeNsaTa KPbB Npeiy HayaloTo Ha nedeHue ¢ NeoRecormon, Ja noy4aT Takapa I1onsa,
KakTo Jerara 6e3 xphsonpenusane. JledeHnero TpadBa fa IPOABIKY 6 CeIMUIM.

Jleuenne Ha cCUMPNMOMAMUYHA AHEMUA TIPH NANMEHTH CLC CONUAHU TYMOPH
Pa3TBOPET ce MpHara MOAKOXKHO, KaTo ceAMHUYHATA /1032 Moxe Aa Obae paspenena Ha 3
10 7 eRUHEYHT JO3H.

Jleveuuero ¢ NeoRecormon € I0Ka3aHO, aKo CTOHHOCTTa Ha XeMornobuua e < 17 g/dl
(6.83 mmol/l). ITpenopbuBanata HaganHa gosa e 450 [U/kg TenecHo Terno 3a ceMMIIa.

Hugomo na xemoznobuna e mpsabga da nadeumasa 13 g/dl (8.07 mmol/l (susc pasden
5.1).

Axo cnea 4 ceaMHULH NMANMEHTET He IIOKKe 3aOBONKTENEeH OTTOBOP O OTHOWICHHE Ha
CTOMHOCTHTE HA XeMOIIOOHMHA, Torapa jo3ara Tpsadsa Ja ce yasou. JleueHuero Tpsbsa
[ IPOFBILKA KO 3 CEAMHIM Clell Kpas Ha XMMHOTepalaTa.

AXO XeMOTNOGHHET ce noHmkA ¢ roseye ot 1 g/dl (0.63 mmol/l) mpes mbpBrA UUKBA Ha
XHMHOTEpPANHATA BBUPEKH ERHOBPEeMEHHOTO Jiedenne ¢ NeoRecormon, nio-
HATATBIIHOTO AeYyeHre Moxe Ja He Obe e(eKTHBHO.

Cred docmuzane Ha mepaneemudnama yen npu omoenHus nayuenm, 0ozama mpabea oa
ce namamu ¢ 25 0o 50%, 3a da ce noddvprica moea nuso Ha xemozrobuna. Axo e
Heobxodumo, dozama Moxce OQ ce HAMany owe, 30 04 & CHUZYPHO, Y& HUBOMO HA
xemoznobuna nama 0a naomune 13 g/dl.

Axo xemoznobunsm ce nosuuiu ¢ nosexe om 2 g/dl (1.3 mmol/l) 3a 4 cedmuyu, 00
mpsbea oa ce namanu ¢ 25 0o 50%.




JleuenHe HA CHMRMOMAMUUHA OHEMUA nRpy MANHCHTH ¢ MYJITHIUICH MHKEICM,
HHCKA CTENICH HA HEXOKKHHOB JIHMCIIOM HJIH XpOHHYHA JH‘IM(!]OHHTH& JEBKCMHESA
IMampenture ¢ MYJNTHIUICH MHCAOM, HEXOMKKHHOB JTI/IMQJOM Wil XpOoHHYHA
J]HM(bOHHTHa JIEBKEMUA TpﬂﬁBa Ja UMaT OTHOCHUTCIICH HEXOCTHF Ha €pHTPOIIOCTHH.
HepocTursr ce OMNpenend KaTo HeChOTBCTCTBAIO HHCKO HHBO Ha CCpYMCH
€PHTPOIIOETHH 110 OTHOIMCHHE Ha CTENeHTa Ha aHCMNs:

HUBO Ha cepymeH epurponoerhs < 100 mU/ml npu xemornobun > 9 no < 10 g/dl

(> 5.58 mo < 6.21 mmol/l)

HIBO Ha cepyMeH eputporoeTnd < 180 mU/ml npu xemornoGus > 8 go <9 g/dl

(> 4.96 0o < 5.58 mmol/I)

HEBO Ha cepymer epurponoerrd < 300 mU/ml npu xemornofum < 8 g/dl (< 4.96
mmol/l).

Topuute croiiHocTH Tps6Ba ja ce M3MEPAT Hai-Manko 7 JHM clel MOCHEeXHOTO
KPBBOIpPENHBAKE ¥ OCIEHI MK Ha IHTOTOKCHYHATA XHMUOTEPaIIHL.

Ilpuzomeenusm pasTBOp ce mpunara noaxexuo. CeaMUIHATa JI03a MOXE JIa ce Jafie B
elIHA MHXeKNHs Ha CeMHUA WIX B pasjeleHn X031 3 A0 7 ILTH CeIMUYHO.
Tlperioprypanara HayanHa 1o3a e 450 IU/kg TenecHo Tero 3a ceAMHUIA.

Hugomo na xemoznobuna ne mpabea da nadewwasa 13 g/dl (8.07 mmol/l (sudic pasoen
5.1).

AKo ciieq] 4-ce/MMYHO JISUEHHe CTOMHOCTHTE Ha XeMOTNIoOHHa ca ¢e NMOBHINMIN ¢ Hal-
manko 1 g/dl (0.62 mmol/l), TpsGea na ce NPOABIKHM C Task H03a. AKO CTOMHOCTHTE Ha
XeMOrJiobHHa He ca ce HNOBMIMAH ¢ Haii-manko 1 g/dl (0.62 mmol/l), moxe xa ce
obmuciu noeunaBane Ha Hosara o 900 IU/kg TenecHo Terno, NpuiioxkKeHa B pasieeny
03K 2 mOo 7 HBTU CeaMMYHo. AKO cnell 8-CeAMHMYHO JiedeHHe CTOMHOCTHTE Ha
xeMoroOuHa He ¢a ce NoBHIMIY ¢ Hali-manko 1 g/dl (0.62 mmol/l), Maiko e BepoATHO
1A ce oJIy4H OTrOBOp U JeYeHHeTo TpAdBa Ja ce NPEeKpaTy.

KIHHAYHATE W3IMTBAHUA ca TIOKA3aNH, Y& OTFOBOPET Ha JiedeHHeTo ¢ epoetin beta ce
3abapid ¢ OKOJNO 2 CEAMHLN HNpH MAUMEHTH ¢ XPOHHYHA NTMMQOUHMTHA JICBKEMHA B
cpaBHeHHe ¢ GONHY ¢ MYITHILIEH MHEIOM, HEXOMKKHHOB JTHMGOM ¥ CONHAHM TYMOPH.
Jleuenuero TpsaOBa N2 MPOABIKY 4O 4 CEAMHIIH CIIe Kpas Ha XUMHOTEpanysTa.
Makcumansara jo3a He Tps6ea ga gagxsepnsa 900 IU/kg Tenecno Terio 3a ceaMHuLa.
AX0 XeMOTJIOGHHBT ce MoBHIIY ¢ nosede ot I g/dl (0.62 mmol/l) 3a 2 ceamuuy, Ao3ata
Ha NeoRecormon TpabBa [a ce HaMaii HamoNOBHMHA. AKO CTOHHOCTHTE Ha
xemornoGuHa Hagxeepaat 13 g/dl (8.07 mmol/l), neuennero ¢ NeoRecormon 1psabsa ja
ce NpeKBCHE A0 JAocTHraHe Ha crolinoct < 12 g/dl (7.45 mmol/l). Criex ToBa ne4eHHETO
Tps6Ba Aa ce nopHoBH ¢ 50% oT Ko3aTa OT NpeNHUIIHATA CEAMULIA.

JleyenneTo TpaGBa [ 3al0¥HE OTHOBO, aKO HENOCTHIET HA ©PMTPONOETHH € Haii-
BEPOSTHATA NIPUYHHA 33 aHEMUATA.

Jledenne 3a ypeJHYABaHE KOJUYIECTBOTO HA ABTOJ0KHATA KPBB
Pa3TBOpPEHT Ce MpUAAara MHTPABEHO3HO 3a NPUGAM3HTEIHO 2 MUHYTH HIIH 110




NeoRecormon ce npunara jAsa NbTH CeAMMYHO B IpOAbMDKeHMe Ha 4 ceaMulu. B
cliyqadtTe KOTaTo XeMaTOKPHTHT Ha [AlMeHTa I103BOJITBA B3eMaHe Ha KpPBB, T.€.
XeMaToKpUTET € > 33%, NeoRecormon ce npunara B kpasi Ha B3¢MaHETO Ha KPBB.
TIpes nenus nepuox Ha JieueHue He TpAOBa Ja ce HAAXBBPIA XeMaToKpHT oT 48%.

Hozata TpsOBa Ja ce OIPEAEHs OT XUPYPTHYECKHA €KWIl HHJUBHIAYATHO 33 BCEKH
MalleHT KaTo GYHKIHI OT HeoOXOAUMOTO KOJIMYECTBO KPBB, KOEeTO TpsOBa Jia ce B3eMe
Npe/iBapHTENHO, H EHJOTEHHHUS pe3eps Ha YepBeHH KPBBHH KISTKU:

1. Heo6x0RMMOTO KOTHMYECTBO KPEB, KOCSTO TpsAOBa ia ce B3eMe Npe/[BapHTeqHO, 3aBHCH
OT OYaKBaHMTE KpPHBHH 3ary0y, €BEHTYANHOTO H3MON3BAHE HA KPBBOKOHCEPBHpAINM
nponenypu ¥ GU3UKaJHOTO ChCTOsHHUE Ha OONHUA.

Toea xonmyecTBO TpadBa Ja ObIe KONMYECTBOTO, KOETO ce Ovakpa, de Ie Onie
JOCTaTHYHO, 3a JIa ce H30ErHe MpenyuBaHeTo Ha XOMOJOXKHA KPEB.

Heo6x0auMOTO KOAMYECTBO Ha ApeABAapHTENIHO B3€TaTa KPBB Ce H3pasfBa B €AHHHIY,
Kato e€JHa eIUHMIA B HOMOrpaMara ¢ eKBHBaJeHTHaZ Ha 180 Mn yepBeHM KPBEBHM
KIETKH.

2. CriocoOHOCTTA fia Ce Nafe KPBB 3aBUCH NpPEAUMHO OT KphBHMA 00eM Ha NAlHeHTa H
OT M3XOAHHMA XemaroKpur. Jlpata nokazarens ONpeRENsT eHZOTeHHMSA pe3epB Ha
YepBeHU KPbBHM KIETKH, KO#To MOXe Ja ce U3UHCIHM 110 cliefHaTa (opMya:

EnjoreHed pe3eps Ha YepBEeHM KPBBHH KIeTKu = KpbBeH obem [ml] x (PCV —33) : 100
JKenn: kpreen obem [mi] =41 [ml/ke] x TenecHo Terno [kg] + 1200 fml]

Mpuaxe: xpbBen obeM [ml} =44 [ml/kg] x Tenecro terno [kg] + 1600 [ml]

(TenmecHo Terno > 45 kr)

TToxasauuaTa 3a neuenne ¢ NeoRecormon U CJJUHHYHATa 1033 Tpﬂ6Ba Ja ce olpencnar
OT HeoOXOMHMOTO KOJMHYECTBO NpeABapHATEIIHC B3€Td KPBB H CHOOICHHHUA pPE3CpB Ha
YSPBESHH KPBBHH KICTKH CIIOpe[ CACHHUTE I"pa(l)IfIKI’Il

Kenn Mexe
Heof6xoxuMo KOIHYECTBO B3€Ta KPBB Heo0x013M0 KONHYECTBO B3ETA KPBB
[emananLm] [emuHEIM]
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Engorenen peseps Ha yepeeHH KpbBHH KineTkd [ml]| EnporeHeH peseps Ha YepBEHM
KpBBHH KiIeTku [ml]

Taxa oripefieneHaTa e \MHUYHA J034 CE NPUIara JBa bTH CeMHYHO B NPOABIDKEHHS Ha
4 cemmuun. MaxcuMmannata xo3a He Tpabsa na Hagxespas 1600 IU/kg T.1. 32 cenmuua
Hpd uMHTpaBeHo3HO Npuinoxenme u 1200 IU/kg T.7. 3a ceIMHUa NPH TOAKOMKHO
NPUIIOKEHHE,

4.3. JIpoTMBONOKA3aHMA

NeoRecormon He TpsaGBa Ja ce Npuiara XpH JIOMO KOHTPOJIUpAaHA XMIEPTOHH H
W3BECTHA CBPHXUYBCTBUTENHOCT KBM JIEKAPCTBEHOTO BELIECTBO WA HAKOE OT
HOMOIIIHHUTE BelIECTBA.

ITpy mokaszaHHETO “yBenuyaBaHe Ha N0GHMBA Ha aBTONOXKH2 KpBE” NeoRecormon He
Tpsa6Ba Aa ce MpWiIara Ipu IAUUeHTH, KOUTO €IHH Mecel] MPEfH JeYeHHeTo ¢a MMall
MUOKap/ieH MEdapKT HAM MHCYAT, NallieHT! ¢ HecTabuiHa CTEHOKAPpAKs WM HalueHTH
¢ pucK 0T TpoMB03a Ha MHNO0KKTE BeHM, KaTo 0OJIHE ¢ aHaMHe3a 32 TpomboeMbonuyHa
Gonect.

4.4. ChnenMajlHH UpeAyNpexieHUss H CUCHHAJHH NPEINasHH MepKH MpH
ynorpeba

NeoRecormon Tps6Ba ja ce Npuiara BHAMATENHO NPH Hanu4uMe Ha pedpaktepHa
aHEeMHA ¢ M3MHINGK Ha 6nacTd B TpaHc(OpManMsd, NIpH eImuiencHs, TpomGoluTosa 1
XpoHMYHa yepHOJIpoOHa HeAocTarbyHocT. TpaGBa fa ce H3KMOYH HEROCTHT Ha gonauesa
KHcen@Ha 1 BUTaMuH B12, Thit kaTo ToBa Hamansara edexTUBHOCTTa Ha NeoRecormon.

CHunHo w3paseHOTO NPETOBapBaHE C ANYMHMHHY, IBIDKAO €S Ha JEYCHHETO Ha
OBn0peunarta HEJOCTaTHYHOCT, MOXEe JAa KOMOpOMETHpa e€(eKTHBHOCITa Ha
NeoRecormon.




Toxaszanuero Ha NeoRecormon 3a neyeHHe Ha DALHEHTH ¢ HeQPOCKiIepo3a, KOUTO ollle
HE Ca IOCTaBeHH Ha Auanu3a, TpaOpa fia ce ompezeny MHIMBHIYAmHO, ThH Kato He
MOXE CHC CHTYPHOCT Ja ce H3KNIOYH BB3MOXHOCT 33 YCKODSBAHE Ha IIPOrpeCHpPaHeTo
Ha OB0peunaTa HEJIOCTATBYHOCT.

IManuenTy, KOUTO ¢a pa3BHIIM AHTH-EPUTPONIOSTHHOBM AHTHTENA M YHCTA AIIa3hs Ha
YepBeHHTEe KPBBHH IJIETKY II0 BPEME Ha JISYeHHE ¢ JpYr €pHTPONOSTHHOB NPOAYKT HE
Tpabsa pAa I[peMHHaBaT Ha JeveHude ¢ NeoRecormon Imopajd BL3MOKHOCT 32
KPBCTOCAHA PEAKTHRHOCT HA aHTHUTENATa KbM BCHYIKH €PUTPOIIOCTHHOBH CyOCTaHIMM.

[Ipu nanpentH ¢ xponmyHa OBOpeusHa HEAOCTATBYHOCT N0 BpPEME Ha JIEUSHHE C
NeoRecormon Moxe Ja MMa YMEpeHO HO303aBHCHMO INOBHINEHHEe Ha Opoa Ha
TPOMBOLUTHTE B pedepeHTHUTE TPaHKHIM, 0COOEHO NIpH HHTPABEHO3HO NpunoxeHue. To
HaMayABa MpY NpOABIKABaHe HA Tepanugara. Ilpenopsuea ce 6poaT Ha TpoMbouTHTeE
Jia ce mpocieiBa peJOBHO Npe3 IBPBUTE § CEAMUUM Ha NIEYEHUETO.

Tipu menoHocens HAella MoXe Ha ce Habmiofapa cnabo mopuinenue Ha Opos Ha
TpoMmBouTuTe, ocobeHo o AeH 12-14 ot xuBoTa ¥ mopazy ToBa TpoMbonuTHTe TpsAbBa
PelIOBHO Jia ce IIPOCACAABAaT.

Epermu ewvpxy mymMoprus pacmeic

Enoemunume npedcmasaseam pacmesicen QAxmop, KoWmo CmuMyaupa HpeOUMHO
npodyiyuama 1a Yepsenu Kpvenu kiemkiu. Epumponoemunosume peyenmopu modice 0d
ca excnpecupanu €vpxXy HOGLDXHOCHINA Ha pasnuyHu mymopuu rnemxu. Kaxmo npu
6CUUKY PACIENCHY (PAKMOPU, COUECEY8a 3GZPUNCEHOCH, Y& eROSMUNUME MOdice 0a
CHUMYRUDAmM Pacmedca na 6cexu 6ud 3nokavecmseny obpasyeanus. Jee xoumponupanu
KAUHUYHY UIRUMBAHUA, RPU KOUMO encemuny ca Npunazant npu RAYHEHMU ¢ pasiusyHu
paroeu 3a6ONACAHUA, GKAIOHUMENHO pDAK HA 21aeqma U Wusma, Xakmo U pax wa
2vpdama, ca nOKA3anu HeoBACHUMO NOBUUIEHUE HA CMBPIMHOCMA.

EBposm wna mpumboyumume u Husomo na xemoznobuna cvwjo mpabea Oa ce
npocnedsgam npes onpedenen NEpUOd om epeme IPU RAYUEHMY C PAKOSH 3a60nAsanYs.

Ilpy mauMeHT: B NporpaMara 3a OpeqBapHTENHO NaBaHe Ha ABTONOXHa KPBB MOXe Ja
UMa ToBHIDEeHHE Ha Opos Ha TPOMOOUMTHTE, TPENUMHO B peePSHTHMTE IPAHMIIH.
Topagu TOBa Ce TPENOpHYBA NPH Te3W MaUHEHTH OpoAT Ha TPOMOOIMTHTE ja ce
onpejens Hail-Manko BefHBXK ceaMuuno. [Tpa mosumenye Ha TpombonuruTe Han 150 x
10°/l wna axo TpoMOOLUTHTE Ce MOBMINAT Hax pedepeHTHHTE PaHULW, NEYEHHETO ¢
NeoRecormon TpsOBa Ja ce NpeyCTaHOBH.

Tlpu naumupestH ¢ XponuuyHa OnOpeyHa HENOCTATBYHOCT B XOJa Ha JIEUCHHETO C
NeoRecormon 4YecTo ce Hajara ITOBHMIIEHHe Ha jJo3aTa Ha XeHNapHHa [0 BpeMe Ha
XeMOHaJIH3a Mopajy HOBUIIeHUS XeMaTOKpUT. BE3MOXKHO € 3anyiliBaHe Ha AHANIN3HATa
CHCTEMA, aKO XelapHHH3aIMATa He € OnITHMAalHa.

Panna peBusus Ha INBHTA M MpodUIAKTHKZ Ha TpoM0o3ara 4Ype3 NpHIarane Ha




HuBata Ha cepyMHHS Kanuii TpabBa fa ce Npocie/aBal BHUMATEIHO [0 BpEMe Ha
nmeyenne ¢ NeoRecormon. HMMa cboOleHua 32 yBEeNHYCHHE Ha Kallds INpH HAKOH
YpPEMHYHH [alMenTs, nonyyaBamy NeoRecormon, BBIIPEKHM Y€ HE € YCTaHOBEHa
NpUYHHHO-CIIEACTBEHA BPE3Ka. AKO ¢ YCTZHOBH MOBUIICHO HIIH MOBHINABAIIO C& HHBO
Ha kanms, Tpabea Aa ce OGMHICIM NPEyCTaHOBABaHE Ha NpuioxkenneTo Ha NeoRecormon
IO KOPHUTHpaHe Ha HHBOTO.

IIpu ynorpebara Ha NeoRecormon B nporpaMara 3a TNPefBapUTEeAHO JaBaHe Ha
ABTONOJKHA KpBB TpiaOBa Jja ce MMAaT NpeABUA OPUIMATHATE YKAa3aHNs 33 MPUHLHINTE
IIpH B3e¢MaHe Ha KpPbB, N0-CIIeLHaIHO:
- €aMmo MAlMeHTH ¢ XeMaToKput > 33% (xemornobun > 11 g/dl [6.83 mmol/I])
TpsAGBa Jla 1aBaT KpHB;
- Tpsabga ja ce 0OBpHE crieHaliHO BHUIMAHHE HA MALUEHTH © TerNo 1oz, 50 Kr;
- enuuuynusT o6eM B3eTa KPBB He TpAORa Ja HaAXBBpIA npubinsutenHo 12% ot
H3YHCIIeHHs KpbBeH 00eM Ha [alueHTa,

Jleuenuero TpsOBa A2 ce 3arasil 3a NAUEHTH, 32 KOUTO Ce CuuTa, Ye & 0CO0eHO BaXHO
Jia ce m3berne NpefHBaHeTo Ha XOMOJOXKHA KPBB, KATO €& HMa IPeABHI NpeleHKaTa
PUCK/TION3a 1P NIpeAHBaHE Ha XOMOJIOXKHA KPEB.

3noyno*rp36a'ra OT 3[ipaBk JWIla MOXe Ja J0Bele 10 HNPCKOMEPHO YBCIHMHYCHHC Ha
XeMaTOXpHUTA. Topa mMoxe aa 6Bae CBEpP3aHC ¢ XHBOTO3acTpallaBanii YCIOXKHCHHAA Ha
CHPHACYHO-CHAOBATA CHCTEMA.

NeoRecormon B MNpeABapuTelHO HANBIHHHE CIOPHHLOBKH Chaspxa o 0.3 mg
denunananie BbB BCAKA CIIPMHIOBKA KAaTo [IOMONIHO BenmecTBo. ToBa TpA0Ba a ce HMa
npenBy NPH HallMeHTH ¢ TexkKa Gopma Ha GeHHIKETOHYPHA.

45. BsaumopmelicTRMA ¢ JpyrH JexkapcTBa u  JApyrH  GopmH  Ha
B3anMojeiicTBHE

KnvHuuHETE pesyaTaTH, MONy4eHH Hocera, He IOKA3BaT HAKAKBO B3aMMOJeiicTBye Ha
NeoRecormon ¢ pyru BeIIECTRa.

OnurHTe ¢ XMBOTHH Ca NIOKa3any, ue epoetin beta He moBKIIABAa MUEIOTOKCHYHOCTTA Ha
IATOCTATHLMTE KATO ETONO3U I, HHCIUIATHHE, HuKrodochaMul U Guyopoyparui.

4.6. DbpemennocT H KbpMeHe

TpoyyBaHuATa BEPXY XKHBOTHH HE Ca [I0Ka3alli TepaToreHeH eeKT Ha epoetin beta npn
CXeMH HA JeyeHHe, KOMTO He BOAAT A0 He(pH3UONOTMYHO BHMCOK XemaTokputT. He e
cs0paH ZOCTATHUHO KIMHWYEH ODMT OT OpEeMEHHOCTTAa M KBPMEHETO IpH JOoBeka, HO

TMOTESHIHATHHAT PUCK H3TNISXAa € MEHAMANCH IIPH TEPalleBTHYHH YCHOBHA.

4.7.  EdexrTn BLPXY CiOCOGHOCTTA 32 WodgHpaHe ¥ padoTa ¢ MAUHMHH

4.8. Hexxenanu iekapcrseny peakiHH




Bb3 ocHOBa Ha pe3y/TATH OT KIHHHYHHM M3IHTBaHMA, BKmouBamy 1725 nanueHty, ce
oyaksa npuGnusutenso 8% ot Oonxurte, nekysanu ¢ NeoRecormon, ja momydar
mexenany peakuun. Hexenannrte edextn no speme Ha feyenue ¢ NeoRecormon —ca
HabIoaBany MPEeJMMHO NpH MAUMEHTH ¢ XpoHH4YHa OnOpeuHa HeNOCTATBYHOCT WIH
370KA4ECTBEH MPOLIEC KATO OCHOBHO 3a00NABaHE M C& CBCTOAT Hali-4eCTO B NOBHINABAHE
HA 2pTepHaNHOTO HajsfraHe MAW BNOIIABaHE HA CHUICCTBYBAlla XHNCPTOHMA X
riaBobosue.

. C'bp,HE'-IHOC'b)IOBa CHCTEMA

- AneMWUHH NAIMEHTH C XpoHHYHAa GLGQG‘JH& HEAOCTATHYHOCT
Hatli-uecTara HexenaHa PeaKiua 1o BpeMe Ha NEYEHHE C NeoRecormon € TOBHINABAHE

HA apTepHANHOTO HANAraHe WM BIOMABAHE HA HANTMYHA XHTIEPTOHHA, 0COGEHO HpH
6Bp30 NOKaYBaHe Ha XeMaToKpuTa. ToBa NOBMIIABAHE HA apTEPHATHOTO HANATAHEe MOXKe
JIa ¢ JIEKyBa C JIeKapcTBa. AKO IIOBHINCHHATA Ha apTepUanHoTo HalAraHe He MOrar Aa
ce KOHTPONHPAT C MeJHKaMEHTO3HO JISYEHHE, TIPENophYBa Ce BPEMEHHO IPEKBCEAHE Ha
neyenuero ¢ NeoRecormon. [lpenopbsysa ce pefoBHO NPOCIENIBaHE Ha apTepPHAIHOTO
HANsrane, ocoOEHO B HAYAAOTO HA JIEYEHMETO, BKIIIOUHTENTHO MEXAY CEaHCUTEe Ha
muanpza. Moske Na BH3HMKHAT XHIEPTOHWYHH KpHM3H ¢ eHIedhanonaTua-nofo0Hu
cumnToMu (Hamp. riago0onue o OOBPKAHO CHCTOAHME, CCH3OMOTOPHM HApyMICHHA —
K4TO HapylieHMss Ha peyTa WIH HapyleHHe Ha YIOXOJKaTa — X0 TOHHYHO-KIOHWIHH
rbPYOBE), BKIIOYHTENHO M IIPH MALMEHTH ¢ WHAaYe HOPMAJHO KU HHCKO apTepHalHo
pangrane. ToBa M3HCKBA He3a0aBHO BHMMAaHWE HA JIEKap M WHTEH3MBHU MEAHIHHCKH
rpwin.  Ocoberno BHuMaHpe TpAOBa 1na ce oOBpHE Ha BHE3alHA TNpPOHM3BAILIA
MHrpeHonofo6Ha §0JKa KaTo BE3MOXEH NpeyNpeauTeleH CHIHal.

- HagHeHTH CHC CONMUIHH TYMODH, MYJITHILIEH MHCJIOM, HEXOMKKHHOB J'IHMd}OM W
XpoHNYHA HKM@OQHTH& JEBKEMHA

Honskora MOMe IIa ce IOBHIIM apTepHATHOTO HANATAHE, KOeTO MOXKe JAa CC JICKYBa C
JEKapcTBa. Hopa):;n TOBA Ce NpenophiBa Aa ¢S NpoCiciaBa apTepHaIHOTO HANATAHE,
ocobeHo B HAYAIHATA (1)333 Ha aeuenupe. [JopgKora MOXKe Ja ¢e IIOABH H rnasobonue.

e Kpms

- AHeMWYHE NaUMENTH ¢ XpoHHuHa 6p6peyuna HENOCTATLYHOCT
Mosxe Ha BB3HMKHAT WIHHTOBH TpomOo3M, 0co6eHO Ip¥ MAlMEHTH, KOHTO HMAT
TEeHACHIYS KBM XUIOTOHMS WIH YHATO apTepHOBEHO3HA (HCTY/A NIOKa3Ba YCIOXKHEHHUA
(Hamp. CTeHO3W, aHeBpHM3MH) BWX pasxen 4.4. B nosewero ciydau ce Habiozapa
crajane Ha cTOHHOCTMTE Ha cepyMHHS (EpHTHH eJHOBPEMEHHO ¢ YBEIIHUAaBaHE Ha
xeMarokputa. Jlopamu TOBa c€ IpenophYBa IIEpOpajiHa 3aMECTHTENHa Tepanus ¢
xena3o mo 200-300 mg Fe2+ pmmeBHO HpH BCHYKH NAIMEHTH CBC CTOMHOCTH Ha
cepymuus pepuTs nox 100 pg/l uan carypanus na Tpancdepun nog 20%. Ocsen T0Ba
B OTISIHM Ciydad ca HabmiojaBaHW NPEeXONHH MOBHIUGHHs Ha HMBATa Ha Ce
xanuii u pocharure. Tesn noxazarenn TpabBa lia ce NPOCIEAIBAT PSAOBHO,
B MHOro pejikM cAy4JaW ce IOABABAT HEYTpalNu3UpallH aHTH-CPHIP

o
aSTuroRy,

o Y




Ha rHuEPO tepanus. [Ipu muarHocrunupane Ha PRCA nedenuero ¢ epurponoeTHH
Tpabea Jja ce IPEeycTaHOBM H IalueHTHTe TpAdBa [Ja NpeMMHAT KbM JApyra
epUTPONIOSTHHOBA CyOCTaHIIMA.

- Henonocenu nena

B nopeyeto ciyyan ce HabIOnaBa NOHIMKEHAE HA HUBaTa Ha (deputuHa. Ilopaay ToBa
TpGBa Ka ce 3amouHe MEpOPANHO NeueHNMe ¢ kens3o ¢ 2 mg Fe®™ ameBHO KONKOTO €
BB3MOXKHO TO-paHO (Hali-kbcHO mo meH 14 or xwusora). Jio3upaHero Ha XKeNf30TO
TpsaOBa Aa ce IPOMEHs CIopesl CepyMHITE HUBA Ha epUTHHA. AKO CEPYMHHAT PEePUTHH
e oy 100 pg/l mnu ako UMa Apyry NpU3HALY HA KejeseH AehHHUT, NPUROKEHHETO Ha
Fe?* Tpadea na ce moBuwM Ao 5-10 mg Fe?* nuesno. Tepanusara ¢ xenazo Tpadsa na
MPOABIKH A0 H3UE3BaHE HA MPU3HALYTE Ha KENEe3eH Re(UIUT.

- HagHCHTH ChC CONHAHH TYMOPH. MYITHIUIEH MHCIOM. HEXOMKKHHOB JIHM@OM HIN

XpounyHa JuMQONUTHA NeBKeMUS

Ilpn HaAkow namMeHTH ce HaOMIOAaBa NMOHMKEHUE Ha IOKasareliuTe Ha CepyMHOTO
xKens30, [Topagy ToBa ce NpernopbyBa epopanHa 3aMecTHTEeNIHa Tepanys ¢ JKelig30 110
200-300 mg Fe2+ AHEBHO NPy BCHYKHU MAIHEHTH CBC CTOHHOCTH HA CepyMHHA (epHTHH
mox 100 pg/l unu catypanus Ha TpaHchepur noy 20%. IlpH manueHTH ¢ MyNTHINIEH
MHENOM, HEXOKKIHOB TUM(OM MM XpoHMYHA NHM(BOLIMTHA JIEBKEMHESA CBC CaTypalus
Ha TpancdepnH nox 25% e npunarano cemo ¥ 100 mg Fe’* nHeBHO MHTpaBEHO3HO.
KnuuyuunTe M3NUTBAHHS €4 NOKA3alM MNO-BHCOKa 4YecToTa Ha TpomboemBGonMuHM
cHOHTHA pH HAllHEHTHTE ¢ PaK, MeKypaHH ¢ NeoRecormon, B CpaBHEHHE C HEEKYBaHH
xoHtponu wmu mnauebo. Ilpu nayuenmu, nexysanu ¢ NeoRecormon, masu wecmoma e
5.9% cpewy 4.2% npu xoumponume. Toea He e c6vP3AHO ¢ nNOSUMIEHUe HA
cMupmnocmma nopady mpomboemBonuzvm 8 CpagHeHue ¢ KORmponume.

- TanenTy ¢ npeABapyTeHO B3EMaHe Ha aBTONONHA KPEB
Tlpx naupenTy B IpOrpaMara ¢ [peJBapuTelHO B3eMaHe Ha KphB ce chobIaBa 3a cabo

MOBMIIEHA yecToTa Ha TpoMboemOomuuny crbuTus. JIpHYHHHO-CIIENCTBeHA BPB3KA ©
seyenneTo ¢ NeoRecormon obaye He e MOTJIO 14 Ce YCTAHOBH.

Toii kaTo ¥MMa IaHHY 32 BpeMeHeH AehUIHT Ha XKeNna30, BCHYKY NalMeHTH Tpabsa aa ce
nexysar nepopanso ¢ 300 mg Fe?* nuerHo 0T HayanoTo Ha jgevenuero ¢ NeoRecormon
IO HOpMalu3upaHe Ha CTOMHOCTMTEe Ha (epuTHHa. AKO BBIpeKH IepopanHara
3aMeCTUTENIHA TEpaNHs ce pasBue Ae(UIHT Ha Xens3o (hepuTuH N0x MM paseH Ha 20
pg/l wnum carypaups da Tpanchepun nox 20%), Tpsbsa ma ce mOMHMCAH 32
JOI'BITHHTENHO HHTPARECHO3HO IPMIIOKEHKE Ha KENI30.

s Jpyru

Psoko MoXe Aa Ce MOSABAT KOXKHM peaKuyy Karo oOpHB, cupOex, ypTHKapus HiH
peaxmmM Ha MSCTOTO Ha WIKEKTHpane. B ormenHu ciaydan ca HaOMOJaBaHH
anadunakronaun peakuud. YIpH KOHTpONHpaHE KIMHAYHY M3NHTBaHHWA ofave He e
HaMepeHa MOBHIIEH2 YeCTOTa HA PEaKUMMTE HA CBPBXYYBCTBHTENHOCT.

B orgensu ciydau, ocoGeHo B HAYANOTO Ha JISYSHHETO, ce choflnaBa 3a rpHiono 00HH

Ca OT3BYYaJIH CACH HAKOIKO 4aca MK OJHH.




Io-mony ca TOKa3aHH ciy4YauTe Ha HexelaHH ¢(eKTH 1O BpeMe Ha KIHHWYHHTE
H3NUTRAHMA, KIACHPHUUPaH N0 NOKA3aHWs, 332 KOWUTO CE CUHTa, Y& ¢a CBBP3aHM C
neuexneto ¢ NeoRecormon:

O6nact Ha | Cucrema Ha oprannsma | Hexxenana HYecroTa
ToKazauMe JieKapcTBeHa
peaxnus
bu6peyna aneMus
Cp0BM HapymeHHs XUNepToHuA Yectu (>1%, <10%)
CbIoBH HapyileHHA XunepToHHYHA Heuectu (>0.1%,
Kpu3a <1%)
HepsHa cicTeMa T"mapoboiue Qectu (>1%, <10%)
Kpss 1 numdsa cuctema | Tpombonuzosa Msoro penky
(<0.01%)
Kps 1 numpHa cucTtema | I1lpaToRa Penxu (>0.01%,
TpomGo3a <0.1%)
AHeMusg B OHKOJIOTHATA
CbJt0BU HapyIIEHHs XHNepTOHUA Yecru (>1%, <10%)
Hapymienus Ha HepBHata | ['naBobomne Heuectu (>0.1%,
cHCTEMA <1%)
HapynieHus Ha KpbBra H | TpomBoemGomuano | Yecmu (>1%, <10%)
nHM@Ha cHcTeMa CHOUTHE
TIporpama 3a npeJBapuTENHO B3EMaHE Ha aBTONOMKHA KPEB
Hapymenns na HepBHara | I'naBobomme Yectu (>1%, <10%)
cucTEMA

4.9.

Hpegosupane

TeparesTuHata rpaduua Ha NeoRecormon € mMHoro mupoxa. flopy M mpu MHOTO
BHCOKM CEPYMHM HHBA, He ca HablIoiaBaHH CHMIITOMH Ha OTPaBsiHE.

5.

5.1.

®apMako HHAMHYHH CBOMCTBA

DHAPMAKOJOTNYHH CBOMICTBA

dapMaKo-TepaneBTUYHa rpyna: auTHaneMuyso cpencrso; ATC xon: BO3XA 01

Epoetin beta € MASHTHYEH YN0 aMMHOKHUCENMHEH W BBIICXMIpaTeH CBCTaB ¢
€pUTPONOETHHA, KOHTO € M30NHpaH 0T YPHHATA Ha [TAUMEHTH ¢ aHSMHR.
EpuTporioeTiH € ITHKONPOTEHH, KOHTO cTHMYI¥pa 00pasyBaHEeTO HA €PHTPOLMTH OT
npexypcop Ha ctBosiosute Knetku. Toit geficTa kaTo (axrop, CTHMYIHpalll MUTO3aTa,
U Karo XOpMOH Ha JudepenumanusTa.




Buonornynata e@eKTHBHOCT Ha epoetin beta e RokazaHa cnefi MHTpPaBeHO3HO H
MOJKONKHO TPHIONKEHHE Ha pasNuYHH SKMBOTHHCKH MOZAENH in vivo (HOpManHy H
YPEMUYHY TABXOBE, MONTHUMTEMAYHE MAKY, KydeTa)., Clies npumoxenye Ha epoetin
beta OposT Ha EpWTPOLMTHTE, CTOMHOCTHTE HAa XeMorobuHa M OposT Ha
PeTHKYNOLUTHTE, KAKTO H CTEICHTa Ha HHKOPIOPHpaHe Ha >%Fe, ce OBMIIABAT.

In vitro e nabnioAapaHO NMOBHIICHO MHKOPIOpHpaHe Ha *H-TaMunun B EPUTPOHIHM
AIpEHH KACTKM OT Hanak (KyAarypa OT MHIIM KAGTKM OT Xanak) ciell MHKyOmpaHe
epoetin beta.

H3cnenpanpara Ha KIETHYHM KYNTYPH OT KIETKH OT YOBEUIKH KOCTEH MO3EBK II0Ka3Bar,
ye epoetin beta cruMynHpa epuTponoesara crnelHGHYHO M HE NOB/KABA JEBKOMOE3aTa.
He e OTKpHTO LMTOTOKCHYHO HeiicTBHe Ha epoetin beta BEpXy KOCTEH MO3ZBK WIH
YOBEHIKH KOXHH KIETKH.

Cpen npuiioXeHHe Ha eMHIYHa Ao3a epoetin beta He ca wabmozapanu edexTy BHPXY
NIOBEACHHETO ¥ JIOKOMOTOPHAaTa AKTHBHOCT HA MMIUKH M BBPXY UMpPKyllaTOpHatTa U
pecrnupaTopHaTa yHKLUA Ha Kyyera,

Epumponoemun e pacmedicen haxmop, KOUMo crmumMynupa npeduMHo npooyKyuama Ha
Yepeenu KpveHU Kaemku. Epumponoemunosu peyenmopu ce namupam Cbujo U 6bpxy
HOGLPXHOCMIMA HA HAKOU 370KAYecmeeHy Kiemvyuu Junuu. FHama Oocmamvuno
unghopmayus, 30 0a ce ycmanosu Oanu ynompebama HA NpOOYKMY, CvOLPHCAWU
epUMPOnCEemUH, C 6DEMEMO UMAM HEJICENAH epeKm 6bPXy NPOSPeCUpaHemo Ha mymopa
UAY 8BPXY HPEICUEIEMOCINMA B3 NpOSpecuparHe.

MHee wuzcnedsanua ca npoyyeanu OCUCHIGUEMO HA  ePUMPOROSMUHUME  EbPXY
HPEeNCUGSEMOCINING  UW/URY  NPOZPECUPAHEMO HA MYMOpA Hpu HO-6UCOKU HUBA HA
xemoznobuna.

IIpuy edno pandomusuparo, niayebO-KOHMPORUPARO NPOYYAHe C HpULazaHe HA
enoemun angha npu 939 nayuenmrxu ¢ Memacmasupan pax Ha 2epdama, ¢ onum 0d ce
noddvpacam Huea Ha xemoznobuua mexncdy 12 u 14 g/d, na vemsvpmusn mecey,
YeCmomama Ha CMbPM, KOSMo Modice 0a ce Ovldicy HA npozpecupare Ha 3abonseanemo,
e 6wra no-sucoxa (6% cpeugy 3%) npu owenume, nonywasanyu enoemur angpa. Obuyama
CMBPMHOCH € BUnNa SHAYUMERHO NO-BUCOKA 8 2PYRAMA ¢ enoemun anga.

Ilpu Opyzo muayebo-KOHMPONUPAHO KIUHUYHO USHUMGAHE ¢ npunazave HA enoemun
Gema npu 351 nayuenmu ¢ pax HQ 21Q6GMA U WUAMA USHUMGAHOMO NEKApCMeo €
NpURQZAHO 3a NOOOBPIICAHE HA HUEA Ha xemoznobuna om 14 g/dl npu scenume u 15 g/dl
npu muoceme. Ilpexcuesemocmma 6e3s ROKOpezUOHATHO npozpecupane e buna
SHAYUMENHO RO-KPAMKA NPYU nayuenmume, norydasawu enoemur bema. Pesynmamume
om moea uscnedeane ce 3amvauseam om Oucbanawca Medcoy zpynume ¢ pAa3UYHO
JeuyeHue, 0coBeHo N0 OmMOuleHue HA WYMOPHGMA ROKGIU3AYUS, Ccmamyca HA
TMIOIOHOHYULEHE U XeMEPOZEHHOCIING HA U3CTe08AHANA RONYAAYUSL.

Oceen moeda, HAKOAKO Opyeu KIMHWYHY UINUMEAHWL €A NOKA3ARU MEHOeHYy
nodobpente HA RPENCUBTIEMOCHIMA, KOEWO NOKA38A, Ye eNnoemun HAMa omp;
eghexm 8vpXy HPOZPECUPAHENO HA MYMODA.




B MHOTO pefKH cIydan ca HalliofiaBaHy HeyTpalu3Mpally aHTH-ePHTPOXIOSTHHOBH
aHTHTENA Che MM Be3 uKCcTa ariasus Ha depBenute KpparM Kietku (PRCA) no Bpeme
#a rHuEPO repanus.

5.2. @dapmakOKHHETHYHH CBOHCTBA

®apMaKOKHHETHYHHTE U3CAC/BAHUSA Ha 3paBH JOOPOBONHH M YPEMHYHH NAlHEHTH ca
TTOKA3aJiH, 9e BPEMETO Ha NONyeluMUHEpaHe Ha MHTPABEHO3HO NPHIIOXKEH epoetin beta
e Mexay 4 1 12 yaca 1 ye 00eMET Ha pasnpeAclcHHe ChOTBETCTBA €IMH 0 JBa IIBTH HA
naasMeHus obeM. AHAIOTHYHN PesyNTaTH ca HaMEPEHM IpH OTNUTH BBPXY YPeMHYHH H
HOPMaJIHHU ITEXOBE.

Crie, HOIKOMKHO NIPHIOKEHHE Ha epoetin beta Ha ypeMIYHH ITalMeHTH [POTpaxupadara
pe3opOiMs BoAM [0 IUIATO HA CepyMHATa KOHIEHTpals, KaTo MaKkcHManHaTa
KOHIIEHTpauus ce Joctura cief cpepuo 12-28 vaca. TepMuUHARHAAT IONYKHBOT € IT0-
JTBJIBT CHEN HHTPABSHOZHO IPUIOXKeHHe, cpeano 13-28 vaca.

BuoHaMHYHOCTTa Ha epoetin beta crei MOAKOKHO TpHIOXeHHe e Mexay 23 u 42% B
CpaBHEHNE ¢ UHTPABEHO3ZHOTO MPUIOKEHHE.

5.3. IlpearsmyH4HA JaHHH 32 0€30MACHOCT

IIpedwnunyunume Oauuy He ROKA36AM CHEYUAREH PUCK 3Q YOBEKA 653 OCHOBA HA
KOHEEHYUHOHATHUME UCAEO8AHUL HA MOKCULHOCIIG 8bPXY OCHOSHUME CUCIMEMU Ha
Op2aHUIMA, IOKCUYHOCHMGA CIe0 MHO20KPAIMHO NPUIOdICEHUE, 2EHOMOKCUNHOCIMG U
PenpodyKImuGHAmMa MOKCUYHOCHL.

Hzcredsane na Kanyepo2eHHOCIMMA C XOMONOJICEH ePUMPONOemun HA MUKy He e
ROKA3Q/I0 NPUSHAYY HA APONUPEPAINUSEH URY HIYMOPOZEHEH NOMEHYUAN.

6. OAPMANEBTHYHH JAHHHI

6.1. Crnuchkk Ha NIOMONIHNTE BelleCTBA

Ilpax: Urea, sodium chloride, polysorbate 20, sodium dihydrogen phosphate, sodium
monohydrogen phosphate, calcium chloride, glycine, leucine, isoleucine, threonine,
glutamic acid, phenylalanine, water for injections.

6.2. HecnLBmMecTHMOCTH

To3u NeKkapcTBeH NPOAYKT He TpAGBA fla ce CMecBa ¢ APYIH JIEKapcTBa.

6.3. Cpox Ha rognocT

2 YOEHUHH.

6.4. Cheynandy NpeAnasHH MEPKH NPH ChXpaHeHue




Ja ce cpxpanssa npu Temnepatypa oT + 2 go +8°C (B XnafguaHUK).
P patyp

OrmnakoBkaTa Tp}IGBa Ja ce CcbXpaHfgBA BBB BBHIUHATA KapTOHEHa KYTHH, 3a Aa ¢C
npeanasy OT CBCTIHHA.

3a uenute Ha aMOynaTopHaTa ymorpeba MalMeHTHT MOXE Ja H3BajM IpOJAyKTa OT
XNajuiHHKA U Ja TO ChXpaHsBa Ha CTaiiHa Temneparypa (no 25°C ) e{HOKpaTHO 3a
NEpHOA OT Hal-MHOTO 3 JHM.

6.5. Bug 1 chabLpKanne Ha ONMAKOBKATA

Onaxosxama ceowpoica 0.3 ml pasmeop 6 npedeapumento HANBAHEHA CHPURYOBKA
(cmvrno mun I) ¢ kanaue nHa evpxa ¥ ozpanuvumen Ha Bymanomo (megronusupan
zymen mamepuan) ¢ uzna 27G1/2.

Onaxosxa ¢ 1 wiu 6 npedeapumento nanvianeny crnpunyosky u I uiu 6 uznu.
He ecuuxu eudoee onaxoexu modice 0a ce npodasam Ha nasapda.
6.6. WMucrpykunu 3a ynorpeba, pa6oTa ¢ DPOAYKTA 1 H3XBBPJASHETO MY

Hait Hanpen cu m3muiite poueTe !

1. VzBajete enHa CIPUHIOBKA OT ONIAKOBKATa H NPOBEPETE RANM PA3TBOPET € GUCTEHD,
Ge31BeTeH U npakTHyecku 6e3 BUAuME yacTiiu. CpaneTe Kanayero OT CIIPHHIOBKATa.
2. V3Bagmere emHa urna oT ONAKOBKATa, 3aKpeliere si HA CHPHUHIOBKATA M CBajeTe
3AIIMTHOTO Karaye OT Uriara.

3. Hsronere BB3AYLa OT CHPHHIOBKATA U HIJIATa KaTO XbPIKHTEC CHPHHLIOBKATa OTBECHO
¥ JIexo HarucHere GyTanoro Harope. IIpoasinkeTe ma HaTuckate OyTanoTo, KOKato B
CNpUHIOBKATA OCTAHe NPEeANMCcaHoTO KomauecTro NeoRecormon.

4, Tlowycrere KOXAara Ha MACTOTO HA MHKEKTHPAHE ¢ TaMIIOHYE CBC CHOMPT.
O0pasypaiiTe KOJKHA rBHKA ype3 3allUNBaHE Ha KOXKATa MEeXHY Halella H noKasaleua.
Kato mppxuTte UMAMHALpA HA COPHHNOBKAta OIH30 A0 WIJara, BBBEACTe HIiata B
KOXXHAaTa TBHKAa ¢ OBp30 u pemurtenno pAedicrehe. WibkekTHpaHte pa3siBopa Ha
NeoRecormon. OtapbiHere GBp30 HrilaTa ¥ HATHCHETE MACTOTO Ha HHXXEKTHUpaHE CBC
CyX CTepUiEH TaMIIOH ¢ HaMyK.

Tosu nexapcmeen npodykm e camo 3a eOHokpamua ynompeba. Heusnonseanusm
Hpodykm wiu omnadvunume Mamepuanu om Hezo mpsabsea 0a ce usXevpiim 6
CHOMBEMCINGUE C MECIHUME USHCKEAHUA.

7. IPATEXATEA HA PASPEHIEHNETO 3A YIIOTPEBA
POIU Beirapus EOOJ], yn.”Bsino none” 16, 1618 Codus, Borapus.

8. PEI'YICTPAIIYIOHEH HOMEP B P. BbJIUAPHA
9900088




9. JATA HA IIBPBO PASPENIEHHE 3A VIIOTPEBA / IIOJHOBABAHE
HA PASPEINEHUETO 3A YIXOTPEBA

16.04.2004r.

10. HATA HA PETAKITHSI HA TEKCTA

Mapr 2006 1.




