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[image: image2.jpg]N3UCKBAHUA HA H30K
MPU N3OABAHE HA MPOTOKONU 3A NPOBEXAAHE HA JIEYEHUE HA BOJIHUN C XPOHUYHA
BbBPEYHA HEAOCTATBYHOCT B MPEAVNAJIIU3EH NEPUOA

MpoToKoNbT Ce U3aaBa OT CNeunanucTi C KoA Ha cneyuanHoct 11 (Hedpponorus) unu 53 (petcka Hedpponorus n
xemoamanusa), pa6otewm no gorosop ¢ H30K unu ot cneunanuaupana komucus B BI13, ckniouuno gorosop ¢
H30K*. CneuuanuavpaHuTe KOMUCMM Ce Cb3aaBaT CbC 3anoBed Ha AupekTopa Ha nedyebHoto 3asepenue (/13) —
YMBAJ, MBAN, CBAN, CBANABE, AKL, MU,

Is PE[] 3A 3ABEPAIBAHE HA MPOTOKOJTUTE

MpoTtokonu 3a:

. 3anoyYBaHe Ha NeYEHUETO C: aHTUaHEMUYHI NIEKaPCTBEHN NPOAYKTN, BEHO3EH KENE3EH NekapcTBeH
npoaykT, Calcitriol, Paricalcitol*

. CMsIHa Ha eUH NeKapCTBeH NPOAYKT C APYr (38 aHTUAHEMUYHUTE NeKapCTBEHU NPOAYKTY)

= NPOMSsiHA KbM MOBULABaHE Ha /103aTa (33 aHTMaHeMUYHUTE NEKapCTBEHI NPOAYKTY)

= [onbNHEHO W NOANKUCAHO NpUMoXeHue 1 - N0 CboTBETHaTa TouKa C
MPUNOXKEHN BCUUKN HEOBXOAMMI MEAULIMHCKN AOKYMEHTM

Hedppornor, ckno4un —» = AMBynaTopeH fIUCT OT NOCNEAHMUs NPerfies C NPUNOXEHN BCUUKU

porosop ¢ H30K HEeoBX0ANMM NoKasaTeny 1 N3CneaBaHus No NPUNoXeHue 2

= “[poToKon 3a NpeanucBaHe Ha nekapcTea, annatiaxi ot
H30K/P30K” — 06p. M3-H30K

CMEUMATNTU3UPAHA Ly = EKcnepTHO CTaHOBMLWE** C SiCHa MeAUUMHCKa MOTUBaLUS

KOMUCUA = ‘llpoTokon 3a npeanuceaHe Ha nekapcTsa, 3annatlaHu ot
H30K/P30K" — 06p. M3-H30OK (noanucea ce OT 4neHoBeTe Ha
komucusTa)

MpoTtokonu 3a :

. npoabKaBaHe Ha neyeHneTo - Ges NpomsHa B AHEBHATa 03 W NpY HamansBaHe Ha AHeBHaTa A03a Ha
aHTUaHeMU4HUTe CpeacTsa
- NPOALIMKaBaHe Ha NEYeHNeTO C BEHO3EH XeNe3eH nekapCTBeH NpoayKT, Calcitriol, Paricalcitol*

= [MONbAHEHO W NOANMCAHO NPUMOXeHMe 1 - N0 CbOTBETHATA TOYKa C
NPUNOXEHN BCUYKM HEOBXOAUMU MEAULIMHCKA JOKYMEHTH

ued)ponor,:;:‘\)ﬁwn = AMBynaTopeH NUCT OT NOCNEAHNA NPErTEs C NPUIOKEHH BCUKN

HOroBopic HeoBX0ANMM NOKA3ATENN 1 U3CNEABAHNS MO NPUNOXeHne 2

= “[lpoTokon 3a npeanucBaHe Ha nekapcTea, 3annalianm ot
H30K/P30K" — 06p. M3-H30K

CMEUVMANU3UPAHA k< = EKCnepTHO CTaHOBMLWE™" C icHa MeuLMHCKa MOTUBaLMA

KOMUCuUA = ‘“lpoTokon 3a npeanuceaHe Ha NekapcTea, 3annaulaxn ot
H30K/P30K” — 06p. M3-H30K (noanucea ce oT YneHoBeTe Ha
KomucusTa)

* [pomokonu 3a nevexue c Paricalcitol ce usdasam camo om cneyuanusupaxu Komucuu Ha: YMBAJ ,AnekcaHOpascka” — ep. Cogpusi,
YMEBA/ ,Llapuua Woanka - UCYIT" — ep. Cocpuss, YMBAI ,Ce. UeaH Puncku” — 2p. Cogpus, Y6 ,JloseHey” — ap. Cogpusi, YMBAJ ,Ce.
leopau” — ep. Mnoedus, YMBEAJ ,Ce. Mapuna” — ep. Bapra, YMBAJ1 ,I. Cmparcku” — ep. [neseH, YMBAJl — ep. Cmapa B3aezopa, MBAJ1
Kacnena" - ap. [1noedue, ¢ Komucus ¢ xabunumupaHo nuye.

** ExcnepmHomo cmaxosuwe moxe 0a 6bde o6wo, npu reveHue 3a 330711 ¢ noseye om eOuH neKapcmeeH npPodykm, CbaiacHo
HacmosIUMe U3UCK8aHUs!.

@ V3VUCKBAHUS HA H30K 3A NEYEHMUE HA BONIHW C XPOHUYHA BEPEYHA HEAOCTATBYHOCT B NPEAVANU3EH NEPUOA 2
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1. 330J1 nopasa noaroTeeHuTe AokyMeHTH B P30K, Ha TepMTOpUsATa Ha KOSITO € Hanpasuno usbop Ha OMMJ1. [lokymeHTuTe
BKNIOYBAT:
1.1 3assnenue 1o [upektopa Ha P3OK.
1.2 MonbnHeHo M noanucaHo npunoxexue 1. Monbnea ce No CbLOTBETHATa TOYKA U Ce Npunara oTpaseHarta B unpos
WHAEKC MeauLMHCKa A0KyMeHTauus, yaocTosepsisalla BCEKU eaAnH OT KpuTepuuTe.
1.3 MbnHuaT Habop uacneaBaHus (HU3NKaNHU, MHCTPYMEHTarHU 1 NabopaTopHu), OTPa3eH B NpUnoxeHue 2.
1.4 “MpoTokon 3a NpeAnucBaHe Ha nekapcrTea, 3annawann ot H30K/P30K” — o6p. M3-H30K, uspanex ot nekaps
cneuunanucrt. ﬂpomxonb‘r 3aAbMKUTENHO Ce NoAnUCBa OT BCUYKKM YNEHOBE Ha crneuvanu3npaHata KOMUcus. ﬂpunara ce
OpUrMHan Ha NpoTOKONa, @ MpW KaHAMAATCTBaHE 3a NpoAbMXaBaHe Ha TepanusTa ce NpeAcTaBs W opuriHan Ha
NPeaXofHNS NPOTOKON C OTPa3eHN BCUYKN HA3HAYEHNs No Hero.
1.5 [leknapauus 3a uHpopmupaHo cernacue no obpasey (npunoxetue 3)
2. P30K npuema AoKyMeHTUTe no T. 1 criel cnpaBka OTHOCHO 3APaBHOOCUIYpUTenHus ctatyc Ha 33011
3. [lo nony4aBaHe Ha pewenue oT komucusTa B P3OK 330J1 npoabnxkasa neyexue ¢ nekapcTBeH/u NpoaykT/u, ¢ KOUTO e

npoBeXAan feyeHneTo 40 MOMEHTa Ha noasaHe Ha monbata u aokymeHTute B P30K.

% W3UCKBAHUS HA H30K 3A NEYEHMUE HA BOSIHU C XPOHWYHA BbBPEYHA HEAOCTATBYHOCT B NPEAVANU3EH NEPUOA
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JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A MPOBEXOAHE HA NEYEHUE HA XBH B NPEAWANU3EH
NEPWO[ CbC CPEACTBA CTUMYTUPALLU EPUTPOMOE3ATA C INN ERYTHROPOIETIN

[me: SR S 2 S O ) A

3abenexka: meduyuHckama OokyMeHmayusi, ydocmoeepsiealya 6CeKu om Kpumepuume e MocoYeHa ¢ Yughpa 6 UHOEKC U 3a0bIIKUMEeNHO
npudpyxaea HaCMOAULOMO NMPUNTONKEHUE.

A. Kputepum 3a 3anouyBaHe Ha fiedeHne Unv noBulIaBaHe Ha Ao3arta — 3aabrkutennu ca 1,2, 3,7 n 4 (unu 5 unm 6)
KpuTepuu:

[okazaHa cteneH Ha XBH B npeauanuseH nepuopa, CbobpasHo npuetata oT cBeToBHaTa HedponornyHa obwHocT
1 | xapakTepucTuka 3a XpoHuyHo 6bu6peyHo sabonssaHe (XB3) v Herosata knacudukaums — C cr (min):
59 - 15 ml/min '

2 | NaGopaTtopHu nokasarenu, notsbpiaasawy XbH B npearannseH nepuoa - ypesi, KpeatuHnH, KpeaTUHUHOB KIMPBHC 4

Kopurupan xeneseH aeduumt — cepymHo xenszo >10 pmol/l u XXCK > 60 pmol/l nnm Hag aonHata pedepeHTHa
CTOMHOCT 3a CbOoTBETHaTa nabopatopus 4

Hb < 110 g/l — korato cToiHocTUTe Ha Hb cnagHat TpanHo noa 110 g/l npu Tpu nocneaoBaTenHn U3cneasaHus npes
4 | eQHOCEAMUYHM MHTEPBAnM, KaTo Npe3 TO3W Nepuo/, Ce ONpeaeni Xene3Hua CTaTyc Ha naumeHTa u npu Heobxoaumoct
Ce NPOBEAE Kenn3o3amecTsallaTa Tepanusi, KakTo v 4a Ce NeKysa Bb3nanuTenHus Npouec, ako MMa Takbs >

Jlunca Ha edekT oT neyeHne cbe cpeacTea cTumynupaim eputponoesara ¢ INN Methoxy polyethylene glycol-
5 | epoetin beta u Darbepoetin alfa — npu ctoitHocT Ha Hb noa 110 g/l npn neveHne npoabKUNO noseye oT 12 meceua
{ 3

Mpu Npeaxoxaauwo neyeHne CbC cpeacTsa cTumynupawm eputponoesata ¢ INN Methoxy polyethylene glycol-
6 | epoetin beta n Darbepoetin alfa, npoabnxuno = 12 meceua n Hanuume Ha = 2 noHwkeHus Ha Hb Husa nog 100 g/l,

nopaau jokasaHn CTpaHuyHu akTopu (MHdekumun, xemoparum u Ap.) 2

7 | Nunca Ha usknioyBaLLym kputepum no 7.8 i

enukpu3a OT CTAUMOHAPHO fNeYeHne B HedpOoNorMiHo UnNn BbTpewHo otaenerue - Il / Il HUBO Ha KOMNETEHTHOCT C AABHOCT He noseye oT 1
Mec. A0 AataTta Ha KaHauaaTtcTBaHe (MPW Mo-ronsiMa AaBHOCT — A0 3 Mec. ce MpWnara v eTanHa enukpu3sa), BKMiovBala WHhopmaums 3a
HayanoTo M xoAa Ha 3abONABAHETO, KAKTO W BCUYKM U3CIEABAHUS W KOHCYNTaLMu, B CNy4ail Ye Ca M3IBBLPLUBAHM TakuBa (exorpacdus Ha KOpemHN
gpranva, KOHCYyNTauum CbC CLOTBETHUTE CNeLnanucTyi, U3knioYBaLuu Apyr Nnpon3xoa Ha aHeMUYHUA CUHAPOM U T.N.)

opvrMHanHa 6naHka ot nabopaTopusi ¢ NOCOYeHU pedepeHTHU CTOMHOCTU WNW 3aBEPEeHO Konue (WU enukpu3a OT CTauUOHapHO
SIE‘CBHMQ C NOCOYEeHUTEe u3cneaBaHus, C AAaBHOCT He noBeye oT 1 mec. Ao pararta Ha KaHAuqa‘rcraane)

YAOCTOBEPABA Ce C MOANUC Ha CNELManicTa, KOTO € Ha3HaYUN NEYEHNETO B HACTORALIOTO NPUMIOKEHNE

3a6enexka: [pu cMsiHa Ha mepaneemuyHama cxema e Heobxodumo da ce rnpedcmasu cmaHosuwe om crneyuanucm c
sicHa MeQUUUHCKa MOMueayusi (8 M. Y. HEXenaHu fleKkapcmeeHU peakyuu, 8 cryyal, Ye uma makuea).

B. Kputepuu 3a NnpoAbimkaBaHe Ha NEYeHNeTo (3aAbIMKUTENHU Ca BCUYKN KPUTEPUK):

MoHumopupaHe Ha xemo2106uHO8UMe HUBa — Yenu ce noguwaeaHe Ha xemoanobura ¢ 10-15 g/l

Mpu HB Had 120 g/I:

- dozama ce Hamansiea om 25% 9o 50%: npu HB Had 125 - 135 g/l dozama ce Hamansea 25%; npu HB Had 135 g/I
dozama ce Hamansnea 50%;

- u/unu ce yOb/mkaga uHmMepeaTbLm Ha NPUIoXKeHue.

OueHKa Ha TepaneBTU4YHaTa ehbeKTMBHOCT B NpeaXoxaalLms nepuos '

2 | MNpuuenHa ropHa rpaHuua Ha xemornobuxa 120 g/l £

w

Junca Ha U3KnioYBaLLW KPUTEPUM 0 T. B M CTPaHMIHI peakum

KapTa 3a Hauano W npocneAsBaHe Ha NEYEHNETO Ha nauvenTa ¢ X6H B npeaunanusen nepuoa — Tabn. 3 B npunoxenue 2

Ha opurMHanHa 6nanka ot nabopaTopus UNK 3aBEPEHO KONUE (MPX HANMYKe Ha XOCTIUTAaNM3aumsi, 3aALIKUTENHO Ce NPeACTaBs enuKpu3a
T CTAUMOHAPHO NEYeHUe C AABHOCT He NoBeye oT 1 Mec. A0 AaTaTa Ha KaHauaaTCcTBaHe)

yAocToBepsiBa ce C NOANUC Ha cneuyunanucra, KOWTO € HasHauun NeYEeHNeTo, B HaCTOALLOTO NPUNOXEHne

T
iz

B. N3kniouBawm kputepum:

1. HuBo Ha xemornobuHa npu 3anoysaHe Ha nedexvero > 110 g/l.
2. HekopurupaH xeneseH Aeuumr.
3. Hactbnunu HexenaHu nekapcTBeHU peakuun — anepruyHa peakums, Tpomoo3n.
4. Jlowo KOHTpONMpaHa apTepuanHa XunepToHus.
5. Hanuuve Ha HeonnacTuyHO 3abonssaxe.
6. [lpekbcBaHe Ha TepanusiTa No BUHa Ha 6ONHWA 3a noBeve OT TP Meceua.
OTroBapsi Ha KPUTEPUMTE 33 NTIEYEHNE € .............iiiiiiiiaeaeeen, BAHOBHAROM 5 i a e o s s

@ W3UCKBAHWUSA HA H30K 3A NEYEHWUE HA BEOJIHU C XPOHWYHA BbEPEYHA HEJOCTATBYHOCT B NPEAWMANU3EH NEPUOA 4
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TNIACT 3A ONPEOENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE HA XBH B NPEAWANU3EH

NEPNOA CBHC CPEACTBA CTUMYINUPALLUU EPUTPOMOE3ATA C INN METHOXY POLYETHYLENE
GLYCOL-EPOETIN BETA U DARBEPOETIN ALFA

Wwe: T P e U D

|

3abenexka: meduyuHckama AokyMeHmauyus, ydocmoeepsieauya 6CeKu om Kpumepuume e rocoyeHa ¢ Yughpa 6 UHOEKC U 3a0b/IKUMenHo
npudpyxaea HaCMOAULOMO NPUSTOKEHUE.

A. KpuTepuu 3a 3anouBaHe Ha neyeHue Unu noBulwaBaHe Ha Ao3aTa — 3aabmkutentu ca 1,2, 3,7 u 4 (unm 5 unm 6)
KpuTepuu:

[oka3saHa cteneH Ha XEH B npeavanu3aex nepwog, cbobpasHo npuetaTa OT cBETOBHaTa HepornorniHa
1 OBLYHOCT XapakTepucTuka 3a XpoHuuHo 6b6peuHo sabonasaHe (XB3) u Herosata knacucmkauns — C cr (min):

59 - 15 ml/min '

2 ﬂaSopar?puu nokasatenu, notebpxaasawm XBH B npeavanuseH nepuoa -  ypes, KpeaTWHUH, KpeaTWHWUHOB
KIWPBHC

3 KopurupaH xeneseH aedpuumt — cepymHo xensso >10 pmol/l n XXCK > 60 pmol/l unu Haa ponHata pedepeHTHa

CTOWMHOCT 3a ChoTBETHATa NlaopaTopus

Hb = 90 g/l u < 110 g/l - korato croitHocTute Ha Hb cnagwat TpaitHo noa 110 g/l, Ho ca Hag 90 g/l npu Tpu

nocnezoBaTenHn U3cneAsaHus npe3 eAHOCEAMUYHM MHTEepBanu, kato npes TO3W NepuoA Ce OMpeaeni XenesHus
4 cTaTyc Ha nauveHTa W npu HeoBXOAUMOCT ce NpoBeAe Xens3osamecTsaljara Tepanus, KakTo u Ja ce nekysa
Bb3NANUTENHUS NPOLIEC, aKO UMa TaKbB. %

Tlunca Ha edhekT OT NeveHne CbC cpeacTsa cTumynupaium eputponoesata ¢ INN Erythropoietin — npu ctoitHocTu Ha
Hb noa 110 g/l npu neyexne NPoALMKUNO NoBeye oT 12 meceua 2

6 Mpu NpeAXoXAaLLo NneyeHre CbC CPeACTBa CTUMynupawm eputponoesara ¢ INN Erythropoietin, npoabnxuno 2 12
meceLa v nocturHaro crabunHo Hueo Ha Hb mexay 110 g/l m 120 g/l 4

7 | Nunca Ha usknoysawm kputepum no 7.B g

T enukpu3a oT CTAUMOHAPHO NEveHue B HEPONOTUUHO UM BBTPELUHO OTAeneHve - II / 11l HMBO Ha KOMMETEHTHOCT C AABHOCT He noseve oT 1
Mec. A0 AaTaTta Ha KaHauaaTtcTBaHe (NPW Mo-ronsiMa AaBHOCT — A0 3 Mec. ce Npunara v eranHa enukpusa), BloyBala WHhopmaums 3a
HauanoTo M XoAa Ha 3a6ONABAHETO, KaKTO W BCUYKM M3CNEABAHUSA U KOHCYNTaLMK, B CRyYail Ye ca M3BBLPLIBAHM Takusa (exorpadus Ha KopemHu
praHi, KOHCYNTaLUMK ChC CLOTBETHUTE CMIELMANICTA, U3KIIOYBALLM APYT NPOUIXOA HA AHEMUYHUS CUHAPOM U T.H.)
opurHanHa Gnanka oT NabopaTopusi C MOCOYEHW PedhepeHTHN CTOMHOCTM UMW 33BEPEHO KOMMe (WM enukpusa OT CTauMOHapHO
eYeHMe C MOCOYEHUTE U3CNeABaHMs, C AABHOCT He noBeye oT 1 Mec. A0 AataTa Ha kaHAWAATCTBaHe)
YAOCTOBEPSABA Ce C NOANWC HA CNEUMANUCTA, KOTO € Ha3HauUN NEYEHNETO B HACTOALOTO NpUMoXeHne

3a6enexka: lpu cmsiHa Ha mepaneemuy4Hama cxema e Heobxodumo Oa ce npedcmasu cmaxosuuje om cneyuanucm ¢
sIcHa MeQUUUHCKa MOmuUeayus (8 M. 4. HeXenaHu NiekapcmeeHU peakyuu, e criyyal, Ye uma makuea).

B. KpuTepum 3a NpoALmkaBaHe Ha fIeHeHUeTo (3aALIDKUTENHN ca BCUUKN KpUTepun):

MoHumopupaHe Ha xemMo2106uHo8uUMe HUBa — yeslu ce nosuwiaeaHe Ha xemozmnobuna ¢ 10-15 g/l
Mpu HB Had 120 g/I:
- dozama ce Hamansiea om 25% Ao 50%: npu HB Had 125 - 135 g/l dozama ce Hamansea 25%; npu HB Had 135 g/I
dozama ce Hamansiea 50%;
- u/unu ce yOb/mKkaea UHMeEP8aTLM Ha NPUITOKeHue.

1 | OueHka Ha TepaneBTUYHaTa @hPeKTUBHOCT B NPEAXOXAALMSA nepuos ‘

2 | MpuuyenHa ropHa rpaHuLa Ha xemornobuxa 120 g/l 2

3 | Niunca Ha w3knioYBALLY KPUTEPMM 11O T. B M CTPaHWIHM peakuun °

KapTa 3a Hayano W NpocneAsiBaHe Ha NeYyeHneTo Ha nauventa ¢ XBH B npeguanusen nepuoa — Tabn. 3 B npunoxexue 2

Ha opuruHanHa Gnanka oT nabopaTopus UNK 3aBEPEHO KONWe (NMPU Hanu4Me Ha XoCnUTanu3auus, 3aAbIKUTENHO Ce NPeACTaBs enukpusa
T CTALMOHAPHO fleveHue ¢ AaBHOCT He noBeye oT 1 Mec. 0 AaTaTa Ha KaHAuAaTCTBaHe)

yAOCTOBEpsiBa Ce C NoAnuC Ha cneunanucTa, KOTo € Ha3Haynn NeYEeHNeTo, B HaCTORLWOTO NpunoxexHue

B. U3kniouBawm kputepum:

1. HwuBoO Ha xemornoBuHa npw 3anoysaHe Ha nedvexueto < 90 g/lm > 110 g/l.
2. HekopurupaH xeneseH aeuunT.
3. HacTbnunu HexenaHu NekapcTBEHW peakuun — anepriiHa peakums, Tpomooan.
4. Jlowo KOHTpOnMpaHa apTepuanHa XunepToHus.
5. Hanuuue Ha HeonnacTiHo 3abonssaxe.
6. [pekbcBaHe Ha TepanusTa no BUHA Ha GoNHWA 3a noBeye OT Tpu Meceua.
OTroBapsi Ha KPUTEPUUTE 33 NEUEHUE C  ....ovvvviiiiniiiieieiiiiiii BAHBRHANOIA . - . 0 N N s tosae

@ W3UCKBAHUSA HA H30K 3A NEYEHUE HA BOJMHU C XPOHUYHA EbBEPEYHA HEJOCTATBYHOCT B MPEAVANU3EH NEPUOA 5




[image: image6.jpg]NPUNOXEHUE 1B

NNCT 3A ONPEOENSAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NEYEHUE HA XBH B NPEAUANU3EH
NEPWOM C BEHO3EH XENE3EH JIEKAPCTBEH NPOAYKT

[me: NIRRT i B i B

3abenexka: MmeduyuHckama OOKyMeHmayusi, yoocmosepseala 6Ceku Om Kpumepuume e nocoyeHa ¢ yugpa e UHOEKC U 3a0b/IKuUmenHo
npudpymaea Hacmosu,omo npunoxeHue.

A. Kputepum 3a 3anouBaHe Ha neveHueTo ¢ Saccharated iron oxid u Ferric oxide dextran complexes (3agbmkuTtennn
ca BCUYKM KpUTEpUM) — NPOTOKONLT ce U3aasa 3a 3 meceua:

3abenexka: JleueHneTo c BEHO3eH XeneseH NpoAyKT KaTo kopuriupaila Tepanus ce npoeexaa npeau sano4saHe Ha neyexue ¢
eputponoeTuH. Mpunara ce camo BEHO3HO NeYeHne Ha XenesHus AecduumT 3a 3 mecela, cnej KoeTo ce Npasu NpeoLeHka Ha
TepaneBTUYHaTa Cxema 3a BKIo4YBaHE Ha epuTponoeTuH.

MoTebpaeHa avartosa B |1, Il IV cT., cbobpasHo ¢ npueTata oT cBeTOBHaTa HedponoriyHa obLyHocT XxapakTepuctuka
1 3a XpoHuuHo 6b6peuHo 3abonssate (XB3). CTOMHOCTU Ha KpeaTUHUHOBUSA KNUpBHC C cr (min): 59 - 15 ml/min

Na6opatopHu noka3satenu, notebpxaasawm XbH(XB3) B npeavanvseH Nepuoz - ypesi, KpeaTuHnH, KpeaTnHHOB
2
KIUPBHC

Yenesen aedvumT, 40Ka3aH Ypes CTOMHOCTUTE Ha XKens3oTo, XKCK, 6poi Ha epuTpounTute, MCV, MCH, MCHC,
3 | HB 100- 109 g/ °

4 | Nunca Ha w3knioYBaLLm kpuTtepum no 7.8 2

i enukpu3a OT CTALMOHAPHO NEYeHUe B HEPONOTMYHO UNK BLTPELHO oTaenerue - || / 1l HUBO Ha KOMNETEHTHOCT C AABHOCT He noseve ot 1
Mec. [0 AaTtaTa Ha KaHauaaTcTBaHe (MpW Mo-rorsiMa AaBHOCT — A0 3 Mec. Ce Npunara W eTanHa enukpusa), BkniovBalia uHdopmaums 3a
HayanoTo M xopa Ha 3ab0onsBaHETO, KaKTO U BCUYKWU U3CNEABaHUA U KOHCYnTauum, B cnyuaﬁ 4Ye Ca n3BbpLlUIBaHM Takusa (exorpad)uﬁ Ha KOpemHu
OpraHu, KOHCYNTaUMN CbC CLOTBETHUTE CELMANWCTI, U3KNIOYBALUM APYF NPOU3XOA HA AHEMUYHIS CUHAPOM U T.H.)

2 opuruHanHa 6Gnanka ot naﬁopa'ropvm unu 3asepeHo konue (npu Hanuuue Ha xocnuranusauus, 3aAbLINKUTeNHO ce NnpeacTass enukpusa ot
CTauMOHapHO rneyeHue ¢ AaBHOCT He noseye oT 1 mec. Ao parara Ha Kaqu:\a'rcraane)

2 yAOCTOBEpsiBa Ce C NOANWUC Ha cneyuanucra, KOWTO € Ha3HaYyun NeYeHneTo, B HacToAWOTO NpUnoXxeHue

B. Kputepuu 3a npoabrkaBaHe Ha neuenueto c¢ Saccharated iron oxid u Ferric oxide dextran complexes
(3aABMKUTENHN Ca BCUYKM KpUTEpUK):

Hanuuue Ha TepanesTU4eH OTTOBOP, YAOCTOBEPEHO Ype3 CTOWHOCTUTE Ha CriefileHnTe nokasarenu e

lpeoLieHeHa TepanesTMyHa cxema C BKIoYBaHe Ha epuTponoeTuH ¢

MeceuHa 403a Ha XenesHus nekapcTBeH NpoaykT Ao 200 mg 8

Bl W N =

lUnca Ha MaKNIoYBALLM KPUTEPUM 1O T. B 11 CTpaHuiHy peakumm *

Ha opuruHanta Gnakka ot n1abopaTopusi C NOCOYEHU PePePEHTHU CTORHOCTU NN NOANEYATaHO U 3aBEPEHO Konne
2 amBynatopeH nucT/eTanHa enukpusaTa ot nperneaa Npu CNELMANKCT C oTpaseHa eeKTMBHOCT NO NOKa3aTeni OT NPUNAraHoTo neveHme u
npeoueHka Ha TepanesTuyHaTa cxema

YAOCTOBEpsiBa CE C NOANUC OTPEAeNeHaTa MeceyHa 403a B NpoTokona

YAOCTOBEPSABA Ce C NOANNUC HA CNELIMANKCTA, KOWTO @ Ha3HauNN NeYeHNeTo, B HaCTOALLETO NPUNOXeHne

B. U3KniouBalum KpUTEpUM 3a 3anoyBaHe 1 NPOALINKaBaHe Ha fleYeHneTo:
1. TauveHT C aHaMHe3a 3a GpoHXManHa acTMa, ek3ema, ApyriA aTonuyHIn ANEpru UK anepruyHin peakLim KoM

[ApyrY NapeHTepanty NPoAyKTH, ChAbPKALLM XKEnsi3o

2. Hucuk xenssocebpaealy kanauuter (PKCK) w/mnu HegocTur Ha chonvesa kucenuHa
3. MaumeHTn ¢ YepHoApOoBHA HEAOCTAaTLYHOCT
4. TaumeHTV ¢ 0CTpa UM XpoHUYHa BakTepuanHa unu BUpycHa UHgekuus
5. BpeMeHHOCT 1 nakTaumsi (M3kn. camo ako nonsata npesuviasa pucka)
OTroBaps Ha KPUTEPUNTE 33 NTEUEHME C  ....oooovviiiniiiieiiieienes BOHOBHAROA o e

@ W3UCKBAHUA HA H30K 3A NIEYEHWE HA BOJNIHM C XPOHUYHA EbBPEYHA HEAOCTATBYHOCT B MPEAVANIUSEH NEPUOA 6
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE HA XBH B NPEAVWANN3EH
MEPWOL C BEHO3EH XENE3EH JIEKAPCTBEH MPOAYKT

Wme: oI N i O ) T

3a6enexka: meduyuHckama OoKymeHmauusi, ydocmoeepsisawja 8CeKU om KpUMepuume e nocoyeHa ¢ yughpa e UHOEKC u 3adbaKumenHo
npudpy)«aea Hacmosw,omo npusoxeHue.

I. Kputepuu 3a 3anoysaHe Ha neyeHueTo C Ferric oxide polymaltose complexes (3agbrmKUTENHU Ca BCUYKK
KpUTEpUM) — MPOTOKONLT Ce U3aaBa 3a 3 meceua:

3abenexka: Jle4eHNETO C BEHO3€EH XeneseH NpoAyKT KaTo kopurupaila Tepanus ce nposexaa npeav sanovsaHe Ha neyeHune ¢
EpUTPONOETUH. ﬂpunara ce CaMO BEHO3HO fe4eHune Ha XXenesHus p,e(bwum‘ 3a 3 meceua, cnej KoeTo ce npasu nNpeoueHka Ha
TepaneBTMYHaTa CXxema 3a BKIlo4YBaHe Ha epuTpOnoeTHH.

1 MoTebpaeHa anarHosa B I, 11, [V cT., cbobpasHo ¢ npuetaTta OT CBETOBHATA HedhponorniHa obLHOCT xapakTepucTuka
3a XpoHunuHo 6u6peyHo 3abonsisane (X63). CTONHOCTM Ha KpeaTWHUHOBMS KNMPBHC C cr (min): 59 - 15 mi/min

Na6opaTtopHu noka3sartenu, notebpxkaasaim X6H(XB3) B npeavaniseH Nepuoa - ypes, KpeaTuHuH, KpeaTuHUHOB
2
KIMUPBHC

Yeneaen aecvumT, A0Ka3aH Ypes CTONHOCTUTE Ha kensidoTo, XKCK, 6port Ha epuTpouuTute, MCV, MCH, MCHC,

3 | HB100-109g/°

4 | Nvnca Ha naknioYBaLLm kKputepum no T.E 2

i enukpuaa OT CTaLMOHAPHO NeyeHne B He(PONOrniyHO NN BLTPELLHO OTAENEHNE - 11 / 1l HUBO Ha KOMMETEHTHOCT C AABHOCT He noseye oT 1
MecC. [0 [aTaTa Ha KaHAWAATCTBaHe (MPW MO-roNsiMa AaBHOCT — A0 3 MeC. Ce MpUNara 1 eTanHa enukpu3a), Bkiioysala UHGopmauus sa
HauanoTo U X0Aa Ha 3aBONABAHETO, KAKTO W BCWYKM W3CNIEABAHNA M KOHCYNTaLWMK, B CyYai Ye ca U3BbPLUBAHI Takusa (exorpacus Ha KopemHu
OpraHu, KOHCYNTaLMN CbC CLOTBETHUTE CELMANIACTI, U3KIIOUBALLYN APYF MPOMSXOA Ha AHEMWYHISA CUHAPOM U T.H.)

2 opuruHanka 6narka oT naGopaTopust UNu 3aBepeHo KonMe (MNP HanuumMe Ha XoCIUTanU3auws, 3aALIKUTENHO Ce NPEACTaBs enukpu3a ot
CTAUMOHAPHO NeyYeHme ¢ AaBHOCT He NoBeye OT 1 Mec. A0 AaTaTa Ha kaHAMAaTCTBaHe)

3y,ClDC‘I'OBepﬂEa ce C MoANUC Ha cneunanucra, KOWTO € Ha3Hauun NeYeHneTo, B HacToALOTO NpUnoxeHue

[l. KpuTepum 3a npoabmkaBaHe Ha nevenueto c Ferric oxide polymaltose complexes (3apbrmkuTenHu ca BCUYKK
KpuTepum):

Hanuuue Ha TepaneBTUyeH OTTOBOP, YAOCTOBEPEHO Ype3 CTOMHOCTUTE Ha CrieAeHuTe nokasaresnu 22

[MpeoLieHeHa TepanesTuyHa Cxema C BKIioYBaHe Ha epuTpornoeTuH 2

1
2
3 | TpumeceuHa A03a Ha XKenesHWsi NIEKapCTBEH NPOAYKT A0 600 mg, NPUNOXeHa eiHOKPATHO Ha 3 meceua *
4

IUnca Ha M3KMIoYBaLLY KpUTepU Mo T. E 1 CTpaHniHm peakumm *

Ha opurvHanHa 6nakka oT nabopaTopusi ¢ NoCOYEHU PeEPEHTHM CTORHOCTM N NOANEYaTaHO 1 3aBepero konme
* aMGynaTopeH nuct/eTanHa enukpusara ot nperneaa npu cneynanuct ¢ oTpaseHa SQ)eKTVIBHOCT No nokasartenu oT NpuUnNaraHoTo nevyexHve n
npeoueHka Ha TepanesTU4HaTa cxema

yAOCTOBEPSIBA Ce C NMOANUC OTPEAENEHaTa MECeyHa A403a B npotokona

YAOCTOBEPSIBA CE C NOANUC Ha CELMAniCTa, KOWTO & Ha3HauUn NeYeHNeTo, B HacTORALLETO NPUNOoXeHMe

E. U3kniouBalym KpUTepum 3a 3anoysaHe U npoabINkaBaHe Ha fnevYeHneTo:

1. W3BecTHa CBPbXUYBCTBUTENHOCT KbM NIEKAPCTBEHMS NPOAYKT UMK KbM HSIKOE OT NOMOLLHUTE BellecTsa
2. AHemus, KOATO He Ce AbMKN Ha XeneseH aeduunt
3. MMauueHTu ¢ yepHoApobGHa HEAOCTATBYHOCT
4. [lauMeHTn c ocTpa UM XpoHu4Ha BakTepuarnHta unu BupycHa uHpekLms
5. bBpemMeHHOCT 1 nakraums
6. [lauveHtv noa 18 roauwHa Bb3pact
OTroBapsi Ha KPUTEPUUTE 33 NIEHEHME € ...ooovvririiieiiiiiiiiiieeea BIOMEBHA O3 =1 s s i s

@ WN3UCKBAHUA HA H30K 3A NEYEHWE HA BOJIHA C XPOHWYHA BbBPEYHA HEAOCTATBYHOCT B MPEAVANIU3EH NEPUOA 7
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TIUCT 3A ONPEAENSAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NEYEHWUE HA XBH B MPEAUATIU3EH
MEPUO[ C CALCITRIOL

Wwe: {3 O T O A S

3aGenexka: meduyuHckama O0oKyMeHmayus, ydocmoseepsisalya 6CeKu om Kpumepuume e nocoyeHa c yugppa 6 UHOEKC U 3adbIKUMenHo
npudpy)«aea Hacmosuw,omo npunoxeHue.

A. Kputepuu 3a 3anouysaHe Ha NeyveHneTo (3aAbIkKUTeNHN ca BCUYKU KpuTepum):

MoTebpaeHa anarHosa s |1, III, IV cT., cboGpasHo ¢ npueTaTa oT cBeTOBHaTa HepONorniHa OBLLHOCT XapakTepucTuka
1 3a XpoHuuHo 6b6peuro 3abonssate (XB3). CTOMHOCTN Ha KPEATUHWHOBWS KNUPBHC C cr (min):
59 - 15 ml/min '
2 Na6opatopHu noka3sarenu, notebpxaasawm XbH B npeananiseH nepuog - ypes, KpeatiHink, KpeaTuHnHoB
KnupwHC
3 TNa6opaTopHu Nokasatenu, NOTEbPXK/ABALLM BTOPUYEH XUnepnapatupeouansbm npu nauvenTv ¢ X6H B npeavanusen
nepvoa — cepymeH kanuui n cocdop, ankanta gocdarasa 2
4 | Jlunca Ha WuaKMoYBaLLmM KpuTepum no T.B 5

3 enukpusa OT CTauuoHapHo nevyexve B HedPONoruyHO WKW BLTPELHO oTaeneHue - |l / |1l HUBO Ha KOMNETEHTHOCT C AABHOCT He noseye OT 1
Mec. [0 AaTaTa Ha KaHAWAAaTCTBaHe (NpW Mo-ronsiMa AAaBHOCT — A0 3 MEC. Ce npunara v erTanHa enukpu3a), Bknioysala WHGopMauws 3a
HauanoTo U XoAa Ha 3a6ONABAHETO, KAKTO W BCUMYKM U3CMIEABAHUS W KOHCYNTaLWK, B CnyJai Ye Ca 3BbPLIBAHW Takusa (exorpacus Ha KOPeMHU
OpraHy, KOHCYNTaLMin ChC CbOTBETHUTE CNELMAniCTK, U3KNKYBALLN APYT NPOU3XOA Ha AHEMUYHIA CUHAPOM 1 T.H.)

2 opurvnanha 6nakka oT naGopaTopust UNK 3aBEPEHO KOMUe (NPU Hanuuue Ha XOCNUTanu3auUws, 3aALIDKUTENHO Ce NPEACTaBA enukpu3a ot
CTaUMOHAPHO NeveHue C AaBHOCT He noBeye OT 1 Mec. A0 AaTaTa Ha kaHAWAATCTBaHe)

Soncrosepﬂsa ce C NoAMUC Ha cneyuanucTa, KONTo € HasHauun NeYEeHNeTo, B HaCTOALOTO NpUNoXeHue

B. Kputepuu 3a NnpoAbmkaBaHe Ha NIeYeHUETO (3aAbIKUTENHU Ca BCUYKN KpUTepum):

1 | Hanuuve Ha TepaneBTUUEH OTFOBOP, YAOCTOBEPEHO Ypes CTOMHOCTUTE Ha CrieaeHuTe nokasatenu

2 | Nunca Ha CTpaHWuHM peakuuy ¥ M3KNIoYBaLLY kpuTepum o T. B °

Ha opuruHanHa BGnaxka oT nabopaTtopus unu noaneyaTaHo u 3aBepeHo konue, npunara ce n NONbMHeHa kapTa 3a npocneAsBaHe Ha NeYyeHneTo

- Tabn.3 Ha npunoxexue 2
2 npunara ce amMBynaTopeH nuCT/eTanHa enukpu3a OT Nperneaa Npu CNeLMAnVCT ¢ 0TpaseHa eekTUBHOCT MO NokasaTeny oT NpunaraHoTo

neyexue v NpeoueHka Ha TepanesTuyHaTa cxema
3y.noc1'oaepﬁsa ce C noAnuc Ha cneunanucta, KOWTO @ Ha3Ha4un neYeHneTo, B HaCTOALWETO NpUNoXeHne

B. M3knioyBalum KpUTEpUM 3a 3anoyBaHe U NpoabIKkaBaHe Ha NieyeHneTo:
1. [ByKpaTHO NocneaoBaTenHo ycTaHoseHu cToiHocTn Ha Ca Hap 2.62 mmol/l, Ha P Haa 2.0 mmol/l; npu aeua

cnopep Hopmarta 3a BbapacTTa, Ca x P npousseaenve Haa 4.5 mmol/l

2. [eua nop 3 roauHn
3. BpeMeHHOCT W nakTaums (U3kn. Camo ako Non3aTa NpesuLaBa pucka)

CbrnacHo KpaTtkaTta xapaktepucTuka Ha J Rocaltrol kim PY Il — 3297 — 8/ 30.10.2008 r. Ono6pena 25/ 28.10.2008 r. 8

1. 4.2 - “ (6mopuyeH xunepnapamupeoudusbm (npeduanuanu nayuexmu)*
CbrnacHo KpaTkaTa xapaktepuctuka Ha JiMn OsteoD kbm PY Il — 13775/ 07.07.2006 r. Ono6peHa 699/ 20.06.2006 r. . 4.2 -

“ He ce npunaza 3a neveHue npu deya”“

OTI'OBapﬁ Ha KPUTEPUMUTE 32 NIBHEHME C ...t B AHEeBHa no3a

noanuc Ha cneuuanucT:

@ W3UCKBAHUA HA H30K 3A NNEYEHUE HA BONIHU C XPOHWYHA BbBPEYHA HELJOCTATBYHOCT B NPEAVANW3EH NEPUO/ 8
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NIACT 3A ONPEOENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE HA XBH B NPEAVWANU3EH

MEPUO/ C PARICALCITOL

[Wwe: - 1o7% M 5. Y R % o

3abenexka: meduyuHckama OOKymeHmauusi, ydocmosepsiealya 6ceKu om Kpumepuume e nocoyeHa ¢ Yugpa 6 UHOEKC U 3adbIKUMenHo
npudpyxaea HaCMOSUWL0MO NPUSTOKEHUE.

A. Kputepuu 3a 3ano4BaHe Ha NeYEHNETO (3aALIMKUTENTHU Ca BCUYKM KpUTepum):

1 MotebpaeHa avarHosa g |ll, IV cT., cbobpasHo ¢ npuetaTa oT CBETOBHaTa He(hponorniHa obLIHOCT xapakTepucTuka
3a XpoHnuHo 616peuHo 3abonseare (XB3). CTOMHOCTM Ha kpeaTHUHOBUS KMpbHC C cr (min): 59 - 15 ml/min !

2 Na6opatopHu nokasatenu, notebpxkaasawm XbH B npeananiseH Nepuoa - ypesi, KpeaTuHiK, KpeaTuHUHOB
KUpBHC

3 TNaGopaTopHu NokasaTeni, NOTEbPXKAABALLM BTOPUYEH XMNepnapaTMpeouausbm npu nauvexti ¢ X6H 8 npeavanuaen

nepuoa — Ca x P < 4,4 mmol?/L?, ankanta chocdpatasa *

4 Ta6opaTopHO M3cneaBaHe Ha MHTAaKTeH NapaTXOPMOH, NOTBLPXKAABALL BTOPUUEH XUNeprapaTMpeonansbsm npu
naumenTn ¢ XBH 8 npeauanusen nepuog IPTH* > 150 pg/ml z

5 JUnca Ha uaknio4BaLLM KpuTepuy o 7.8 °

Tenukpuaa oT CTALMOHApHO NeveHue B HepPONOrMuHO UMM BLTPELUHO OTAeneHue - |1 / IIl HUBO Ha KOMNETEHTHOCT C AABHOCT He noseve oT 1
Mec. 0 AaTaTa Ha KaHAWAATCTBaHe (NpW MO-TONsIMa AABHOCT — A0 3 MeC. Ce Mpunara v eTanHa enukpu3a), BKMioYBala MHMOPMauUMA 3a
HAYanoTo U X0Aa Ha 3aBONSBAHETO, KAKTO W BCUYKM U3CNEABAHMS U KOHCYNTaLMu, B Cnyyail e ca n3sbpLIBaHi Takuea (exorpadus Ha KopemHu
OpraHu, KOHCYNTALMM CbC ChOTBETHUTE CNELMANNCTH, 3KNKOYBALLN APYT NPOUIXOA HA aHEMUYHIUA CUHAPOM W T.H.)

2 opurunanma 6nakka oT NabopaTopUA MK 3aBEPEHO KOMUE (MPY HANMYUe Ha XOCNIMTANM3aUWs, 33ALITKUTENHO Ce NPeACTaBs enukpusa o1
CTAUMOHAPHO NeyeHme C AaBHOCT He NoBeye OT 1 Mec. A0 AaTaTa Ha KaHAWAATCTBaHe)

SYAOCTOBGDRBE ce C NOANUC Ha cneunanucra, KOWTO € Ha3HaYun NevyeHneTo, B HacToAWOTO NpunoxeHue

* IPTH — uscnedeaHemo Ha napamxopMOH He e 3a/lOKeHO e pezaynamueHume cmaxdapmu u He ce 3annauwa om H30K.
CwanacHo nucmo ¢ ex. Ne18-00-246/08.08.20112., uscnedeaHemo ce 3annawja om [lpumexamens Ha paspeweHuemo 3a
ynompe6a Ha Paricalcitol

B. Kputepuu 3a NpoAbmkaBaHe Ha NeYeHUeTo (3aABLINKUTENTHN Ca BCUYKN KpUTEpUM):

1| Hannuve Ha TepaneaTM4eH OTFOBOP, YAOCTOBEPEHO Ype3 CTOMHOCTUTE Ha crefeHwTe nokasaTeny >
2 | NaGopatopHo uscnensane Ha uHTakTeH napatxopmoH — [PTH* "2

3 | Nunca Ha CTPaHNYHM peakLvi 1 M3KMIoYBaLLM kpuTepum no T. B %
Ha opWruHanHa 6nanka ot nabopaTopusi UNK NOANEYATAHO U 3aBEPEHO KONWe, Npunara Ce u NoNbHeHa kapTa 3a NpocneAsBaHe Ha NeueHneTo
- Tabn.3 Ha npunoxexue 2
2 ambynatopeH NUCT/eTanHa envkpu3aTa oT NperneAa Npy CNeLmanueT ¢ oTpaseHa eekTUBHOCT M0 MOKA3ATeNy OT NPUNAraHoTo neveHye u
npeoueHka Ha TepaneBTUyHaTa cxema

YAOCTOBEpSsiBA C€ C MNOANWUC Ha cneuwanucra, KOWTO € HasHayun neyeHneTo, B HaCTORLETO NpunoxeHue

B. M3kniouBawm KpuTepum :

1. [lByKpaTHO NOCNEAOBATENHO YCTaHOBEHA XMNEPKanLMeMus Criopea HopMaTa Ha cboTeeTHaTa naGopatopus, Cax
P npownsseaeHue Hag 4.4 mmol/l

2. Vitamin D Tokcu4HOCT

3. [leua (M3kn. camo ako nonsara npesuwasa pucka)

4. BpeMeHHOCT 1 nakTaunsi (M3Kr. Camo ako fonaara npesuwasa pucka) *

* CbrnacHo KpaTkata xapaktepucTuka Ha Il Zemplar km PY Il — 1459/ 25.01. 2008 r. Ogo6pena Ne14099 / 26.07.2011 r.
T. 4.2 = CuzypHocmma u eghekmueHocmma Ha npooykma Zemplar kancynu npu 0eya He ca ycmaHogeeHu “

T. 4.6 — ,Hama docmambyHO OaHHU OMHOCHO ynompebama Ha lNapukanyumosn npu 6pemMeHHU XeHu'";

He e uzsecmno 0anu Napukanyumorn ce exckpemupa ¢ Kbpmama. of

Hsma ny6nukayuu 3a non3u om KoM6uHupaHo neyexue ¢ Calcitriol u Paricalcitol npu nayuenmu ¢ X6H e npeduanuseH
nepuod.

OTroBapsi Ha KPUTEPUUTE 3a NIEHEHUE € ........oooiiiiiiiiiinieieeene B AHeBHa Ao3a

noanUC Ha cneuuanuct:..

@ W3UCKBAHUA HA H30K 3A NEYEHUE HA BOMIHWA C XPOHUYHA BEPEYHA HEAOCTATBYHOCT B NPEAVANUIEH NEPUOA 9




[image: image10.jpg]1. NIEYEBHO-AUATHOCTUYEH ATTOPUTBM
1. NEKAPCTBEHW MPOAYKTW, skniouenn B Mpunoxenne 1 Ha MIIC, kouto H30OK sannawa B cboTBeTceue C AeicTeawmre

HOPMAaTUBHU JOKYMEHTH.

2. NO3UPOBKA - cbrnacHo kpaTkuTe XxapakTepucTUKu Ha fiekapCTBEHUTE NPOAYKTU

NPUNOXEHWE 2

JHo3upoexama Ha cpedcmeama 3a KOMNeHcupaHe Ha xenesHus decpuyum, uHoueudyanHo npuzodeHa crioped
momanHusm xenezeH depuyum, ce usyucrisiea ¢ NoOMowyma Ha cnedHama ghopmyna:

TotaneH xeneseH aeduumt [mg] = TenecHo Terno [kg] x (kenaHo HMBO Ha Hb - cakTuyecko HMBO Ha Hb) [a/1] x 0.24*
+ peno xensso [mg]

TenecHo Terno Ao 35 ka: xenaHo HuBo Ha Hb = 130 a/1, pecn. geno xensso = 15 mg/kg

TENecHo Terno

TenecHo Terno Hag 35 ka: xenaHo Hueo Ha Hb = 150 a/1, pecn. aeno xensso =

500 mg

* ®akmop 0.24 = 0.0034 x 0.07 x 1000 (cvObpx)aHue Ha xenaso & xemoznobura = 0.34% / obem kpve = 7% om menecHomo measno /

@akmop 1000 = npespbujaHe om g 8 mg)

[Ho3upoeka Ha cpedcmeama cmumynupauju Epuumponoesama

Ta6n.1
INN OBUYANHA JO3UPOBKA KOPUIrMPAHE
Kopurupawo nevenve
* NpU CTOHOCTM Ha xemorno6uHa > 90 g/l - 50 — 90
E/kg/ceamuyno;
ERYTHROPOIETIN * Npu CTOWHOCTW Ha xemornobuna < 90 g/l - 100 — 150 E
/kg/ceamnyHo)
Moaawbpxawo nevexve
ot 30 ao 70 E/kr cegmuyHo — 1 A0 3 NbTW CEAMUYHO, KaTo
A03MpoBKaTa ce cbobpassBsa C HUBOTO Ha XeMornobuxa. Mpu HapacTBaHe Ha
MNpenopbyBaHaTa HavanHa ao3a e 0,6 mukporpama’kg TenecHo xemornobuna c 220 g/l
Terno, npunaraHa BeAHBLX Ha BCEKN ABE CeaMuun. MECEYHO UK ako HMBOTO Ha
METHOXY [osata moxe Aa ce yBenuuu npubnuantento ¢ 25% cnpamo Xemornobuna ce ysenuyasa
POLYETHYLENE NPEAMLIHATA 4033, aKO NOKAYBAHETO Ha XEMOrNoBUHa € No-Manko u npunwxasa 120 g/l
GLYCOL - EPOETIN ot 10 g/l 3a eaMH Mecew, - Aosata Tpﬂ?aa Aace
BETA He ce npenopbyBa ynotpe6ata npu Aeua u loHowWM noa 18 Hamanu ¢ 25%, kavo Tosa
FOAVHM NOPA/M NUANCATA Ha AaHHW 33 GE30NacHOCTTa U Mipke LEETRI® G IpoMAHa Ha
9¢MKBCNOCTT&. €AHOKpaTHaTa A03a unu ¢
NpoMsiHa Ha uHTepsana
HauanHata 1033 Npu NOAKOXKHO UK MHTPABEHO3HO MPUNOXeHNe e MeXay OTAenHuTe
0,45 pg/kg TenecHo Terno noa opmara Ha eAHOKpaTHa MHXeKuns annukauum.
BEAHBX CeAMUuHO. KaTo anTtepHaTisa npu NauneHTH, KOUTO He Ca Ha | Ako HUBOTO Ha
Awanuaa, HayanHa Aosa ot 0,75 pg/kg moxe aa ce npunara NOAKOXKHO, | xemorno6uHa npoabnxasa
KaTo eAHOKPATHA UHKEKLNS BEAHBX HA BCekN ABe ceamuun. B cnyyait | pa ce ysenuvasa,
Ha HeajekBaTHO yBenuueHue Ha xemornobura (no-manko ot 1 g/dl nevenueto Tpabea pa ce
(0,6 mmol/l) 3a yeTupu ceamuum), Ao3aTa Aa ce yBenuyun NPEeKbLCHE, A0KaTO HMBOTO Ha
NpUBNUNTENHO ¢ 25%. xemorno6uHa 3anoyxe Aa
YBenuuasaHeTo Ha Ao3arta He TPsiGBa a ce NpaBu No-4ecTo oT HamansAga, kato 8 TO3U ‘
MOMEHT Tepanusita Tpscea
BeHLX Ha YeTUPU CeaAMMLM.
DARBEROETIN B noaabpxawara haza MOXe Aa NPOABIKA Aa CE npunara Kato ﬁ:_ﬁg:g'ﬁ“:;e:zﬁ"‘;f%
EAHOKPATHA MHKEKLUS BEAHBX CEAMUYHO MW BEAHBXK Ha BCEKU ABE npunarana aosa.
ceamMuLM.
Mpu naumenTn 2 11 roauIHAa BL3PAcT, HavanHara 403a, NpuoxeHa
NOAKOXHO UNK MHTpaBeHo3Ho e 0,45 ug/kg TenecHo Terno, kato
EAHOKPaTHa MHXEeKUUA BEAHBX CEAMUYHO.
He ce npenopbyBa ynotpe6aTa npu Aeua v loHoww nog 10
roAvHM NOpPaaun nuncaTa Ha AaHHu 3a GesonacHocTTa n
edukacHocTTa.

Mpu Heobxodumocm om 003u Had mpenopbyeaHume credea 0a ce USACHU MPuUYuHama 3a nosuweHama Hyxoa (MIHMepPKypeHmHU UHgeKyuu,
eb3nanumenHu unu mpaeMamuyHu enu3odu, OKyNmHa 3azyba Ha Kpbe, XeMmOonusa, MmeXKa UHMOKCUKauus C anymuHul, CbTbmcmeawu
XemamorioauyHu 3abonseaHusi unu ¢pubposa Ha KOCMHUSI MO3BK). AKO Ce U3KIoYam 6CUYKU CrIOMeHamu CbCMOSHUS U NayueHmbm  nonyyu
BHE3AMHO MOHUXEHUe Ha XeMozrlobuHa, Cebp3aHo C PeMUKYIOUUMONeHUs U aHMUepumponoemuHoeu aHmumena, mpsbea 0a ce uma npedsud
uscnedeaHe Ha KOCMHUS MO3bK 3a Hanuyue Ha Yucma annasusi Ha vepeeHume KpbeHu knemku (YAYKK). B cnywal ye 6wboe
QuaeHocmuyupaHa YAYKK, neyeHuemo mpsi6ea da ce npeycmaHoeu U nekapsm, Ha3Hayun neyeHuemo cnedea da yeedomsiea UAJ1 no peda
Ha yn. 183 om 3/IMXM.
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Tabn. 2
INN DDD KOPUIrMPAHE
CALCITRIOL 1 mcg 0.25-0.5 mcg
PARICALCITOL 2 mcg 1 mcg
3. NPOCNEAABAHE
Ta6n.3 — KAPTA 3A HAYANO U MPOCINEAABAHE HA NIEYEHMETO HA 330/1 C XBH
MECEU
MOKA3ATEN 0 3 6 +3* +6**
TenecHa maca X X X
Pwer X
ApTepuanHo KpbBHO HansraHe X X X X X
MKK (xeMOornobuH, XxemarokpuT, epuTpoumnTi X X X X X
CepyMHO Xena3o X X X X X
KCK X X X % X
TSAT X X X X X
KpeaTuHuH u Ypes X X X X X
KpeaTuHWHOB KNUPBHC (M3uncne) - mi/ min X X X X X
CepymeH anbymut X X X
Poccbarh X X X K
Cepymen kanuuit X X X X
Ankanua docdarasa X X X
IPTH X X X X X
ASAT/ALAT X X X

* - n3BbpLBA Ce Ha BCeku 3 meceua;
** - M3BBLPLUBA Ce Ha BCeky 6 meceua

Il. OBLUWN U3UCKBAHUA

1. Bb3pacToBaTa rpaHuua Ce U3YUCNsBa B HaBLPLUEHU rOAWHM - T.€. BKIIOYMTENHO KbM AaTaTa Ha u3aasaHe Ha npoTokona ot
cneuynanuaupaHara KoMUCHs.

2. Mpyu HazHauaBaHe Ha Tepanus no MPOTOKO/ 3aALMKUTENHO ce CbobpassBaT BL3PACTOBUTE OrpaHNYEHUsi, CbIMacHo KpaTkaTa
xapakTepucTuka Ha CbOTBETHUS NIEKApPCTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3/1MNXM.

3. H30OK He 3annalia neyeHune U3BbH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkara xapakTrepucTtuka Ha npoaykTa.

4. H30K He 3annawa ne4yeHue ¢ 403U HaZ MaKCUManHo paspeLleHuTe Nno KpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyyai Ha HacTbnuna nojo3vpaHa HexenaHa nekapcTeeHa peakuusi, nekapat ysegomssa WAJl no pepa Ha un. 183 ot
3/NXM. Konue oT cbobuieHneTo ce npunara kbM MeauumMHckaTa gokymenTaums Ha 330J1 npu kaHauaaTCcTBaHe 3a nevexve.

6. MPU CMEUMAIIUCTA, cbrn. un. 152 B, 1. 1 ot HP[] 3a MeanumnHckute aenHoctn 2012 r. (o6H. B AB 6p. 3 ot 11.01.2012
r.), Ha 330/, Ha KOWTO ca M3AaBaHU NPOTOKOMNM MO Pefa Ha HacTOSWMTEe U3UCKBaHWA, CrieaBa Aa ce npunarat BCUYKK
Heo6XoAMMM AOKYMEHTM KaTo: ambynaTopHUTE NUCTOBE OT W3BbPLUEHWTE Nperneaw, BTOPUSAT eK3emnnsp OT u3aaaeHuTe
NPOTOKONK, KOMUs OT enukpuan, eKCnepTHU CTaHoBUWA W APYrM AOKYMEHTW, KOUTO Ca OCHOBaHue 3a u3gasaHe Ha nNpoTokon,
BCUYKM M3UCKBALLM Ce W3CNeaBaHWsi, KONue OT NpunoXxeHue 1 Ha HaCTOSILLUTE U3UCKBAHWS MOMbLIIHEHO MO CbOTBETHATa TOuKa,
NoANUCaHo OT crneuuanucTa, usaan npoTokona.

Hacmosiwume u3uckeaHusi ca paapabomeHu Ha ocHosaHue 4n. 55 om HP/L 3a meduyuHckume detiHocmu 2012 2oduHa (0bH. [B
6p. 3/11.01.2012 2.) u enusam e cuna om 1 ¢peepyapu 2013 2., cbenacHo un. 10 Ha Hapedba Ne 10 om 24 mapm 2009 a. 3a

ycnosusima u peda 3a 3annawae Ha niekapcmeeHu npodykmu no yn. 262, an. 5, m. 1 om 3akoHa 3a iekapcmeeHume nPodykmu
6 XyMaHHama MeduyuHa, Ha MeOUUUHCKU u30enus U Ha QUemuUYHU XpaHu 3a crneyuanHu MeouyuHcku uenu (o6H. B, 6p. 31 om
2007 2.).
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NEKNAPALUA 3A UHOOPMUPAHO CBITACUE C U3BUCKBAHUATA 3A 3ANOYBAHE/ NPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnes kaTo ce 3ano3Hax C LUsnata Mu npejocTaBeHa MHopmaums W uenta Ha JfeYEeHUeTO C NeKapcTBeHus
npoAYyKT.
NOCTaBeHWUTE OT MEH BbNPOCK, AeKnapupam ye:

W cnej Karo nonyvyumx usdepnartenHu OTroBOpU Ha

1. llle cnaseam npenopbyaHaTa M1 CXeMa Ha neyeHue 1 NepuoaNHHOCT Ha KOHTPOMNHUTE nperneau.

2. PepoBHO Wje Ce fBsiBaM Ha KOHTPOSHM Mperneav W HsMa fa NPOMEHAM CamOBOMIHO UMW MOA APYro BHYlWeHue
HasHayeHaTa Mu Tepanus.

3. [pw npeycTaHoBsiBaHe Ha NEYEHNETO MO NPUUMHIA, HENPON3TUYALLM OT PELUEHNETO Ha Komucusta 3a ekcneptusu B P3OK
wunu Komucusita no un. 78, 7.2 ot 330, we yseaoms HesabasHo nuunns cu nekap n P3OK, n we sbpHa B P3OK
NOCAeAHUs NPOTOKOS, NO KOWTO CbM Nomny4asar/a fiekapcTBeHus NPOAYKT.

4. Tpw HecnassaHe Ha MOCOYEHUTE YCNOBUA NEYEHNETO MU C yNOMEeHaTUs NekapcTBeH NpoaykT Lie 6bae npekpaTeHo u
HsiMa Aa umam npeteHunn kbm H30K.

5. He nposexaam AnanusHo feveHne B HaCTOALLMS MOMEHT.

(ume, npesume u hamunus)
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