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BbBPEYHA HEAOCTATBYHOCT B NMPEAUAITIU3EH NEPUOL
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MPU U3OABAHE HA NMPOTOKO/N 3A NPOBEXAAHE HA JIEYEHUE HA BOJIHU C XPOHUYHA
BEbBEPEYHA HEOCTATBHYHOCT B NPEAWUANU3EH NEPUON

MpoTokonbT ce u3gaBa OT CNeUManucTu ¢ Koa Ha cneumanHocT 11 (Hedponorus) unu 53 (netcka Hedponorus u
xemoawanusa), pa6otewm no aorosop ¢ H30K unu ot cneunanusupana komucusi B BJ13, ckniouuno gorosop ¢
H30K*. CneunanuaupaHute KOMUCUM Ce Cb3aaBaT CbC 3anoBes Ha AupekTopa Ha nedebHoto 3aBeaexve (J13) —
YMBAI, MBAT, CBAIN, CBANAB, AKL, MU,

PE[] 3A 3ABEPABAHE HA MPOTOKOJMUTE

Mpotokonwu 3a:

. 3anoyBaHe Ha NEeYeHUeTO C: aHTUAHEMUYHU NeKapCTBEHU NPOAYKTW, BEHO3EH XeneseH nekapcTseH
npoaykT, Calcitriol, Paricalcitol* n Sevelamer*

. CMsiHa Ha eUH NEeKapCTBEH NPOAYKT C APYr (32 aHTMaHEMWYHUTE NEeKapCTBEHN NPOAYKTH)

. NPOMsiHa KbM MOBULIABAHE Ha [j03aTa (38 aHTUaHEMWUYHWUTE NeKapCTBEHN NPOAYKTY)

= [lonbnHeHO W noanucaHo nmpunoxeHuwe 1 - NO CbOTBETHATA TOYka C
NPUNOXKEHN BCUYKN HEOBXOAMU MEANLIMHCKU AOKYMEHTN

cneuuanucrt, ckniownn | = AMGynaTopeH NMCT OT NOCNEAHWS Mpernes C MPUNOKEHN BCUYKMA

norosop ¢ H30K HeobxoANMK nokasaTeny n n3cneaBaHns No Npunoxexue 2

= ‘lpoTokon 3a npeanuceaHe Ha nekapcrtea, sannawann ot H3OK/P30K"
—06p. M3-H30K

CMNEUNANTU3UPAHA L = EkcnepTHO cTaHoBMWeE** C icCHA MeANLMHCKA MOTUBALIMS

KOmMucusa = ‘MNpoTokon 3a npeanuceaHe Ha nekapcTea, sannawanu ot H30K/P30K"
- 06p. M3-H3OK (nognucea ce oT uneHoBeTe Ha KoMUCUsTa)

Komucus 3a ekcnepTuan R 3aBepka Ha npoTokona B

B P30K P30K

MpoTtokonu 3a :

. npoabrkaBaHe Ha neveHueTto - 6e3 npomsHa B AHeBHaTa [03a W NpU HamansBaHe Ha AHeBHaTa Ao03a Ha

aHTMaHeMUYHUTE CpeacTea

. npoabIkaBaHe Ha NeveHUeTo C BEHO3eH keneseH nekapcteeH npoaykt, Calcitriol, Paricalcitol* n

Sevelamer*

= [lonbnHeHo W noanucaHo npunoxeHue 1 - No cboTBETHATa TOYKa C
NPUNOXKEHN BCUYKIN HEOBXOAUMN MEAULIMHCKN JOKYMEHTU

CneumnanucT, cknyun
porosop ¢ H30K

= AMGynatopeH NUCT OT NOCNEAHWSt npernes C NPUNOXEHN BCUYKM
HeoBXxoAUMM nokasaTenu 1 N3cneaBaHus No NpUNoxexHue 2
= ‘MpoTokon 3a npeanucsaHe Ha nekapcrea, 3annawanu ot H30K/P30K"

— 06p. M3-H30K

CMNEUNANTU3UPAHA = EKcnepTHO cTaHoBMULWE** C sicHa MeAnLMHCKa MOTUBaLIA

KOMUCUA = ‘lNpoTokon 3a npeanuceaHe Ha nekapcrtea, sannawanun ot H3OK/P30K"
—06p. M3-H30K (noagnucea ce OT YneHoBEeTe Ha KOMUCUATA)

Komucus 3a ekcneptusm 3aBepka Ha npoTokona B

B P30K P30K

* lpomokonu 3a nevyeHue ¢ Paricalcitol u Sevelamer ce u3dasam camo om cneyuanu3upaHu komucuu Ha J13 ¢ Ill Huso Ha
KoMmnemeHmyocm.

** EkcnepmHomo cmaHosuwe Moxe Oa 6bde obwo, npu neveHue 3a 30J1 ¢ noeewe om e0uH nekapcmeeH NPOOYKM, CbaacHO
HacMOALUME U3UCKBAHUSI.

Mal, VBUCKBAHWA HA H30K MNPU NPOBEXAAHE HA NIEYEHWE HA BOJIHU C XPOHUYHA BbEPEYHA HEAOCTATBYHOCT B NPEAVANIU3EH 2
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1. 30/1 nopasa noaroteeHute AokymenTn B P30K, Ha TepuTopusiTa Ha KOsITO @ Hanpaeuno u36op Ha OMJ1. [lokymeHTUTe
BKNIOYBaT:

1.1 3asiBnenue ao [upektopa Ha P3OK.

1.2 NonbnHeHo ¥ noanucaHo npunoxexue 1. Monbnea ce No CbOTBETHATA TOYKA U Ce Npunara oTpaseHara B LUUGpPOB UHAEKC
MeAuLMHCKa JOKYMEHTaLMs, yA0CTOBEpsBaLLa BCEKN €ANH OT KpUTepuuTe.

1.3 MbnHnaT Habop uacneasBaHua (hU3MKanNHU, MHCTPYMEHTaNHW 1 nabopaTopHu), OTPa3eH B NPUNOXeHue 2.

1.4 “MNpotokon 3a npeanucBaHe Ha nekapcTsa, 3annawauwn ot H3O0K/P30K" — obp. M3-H3OK, uspageH ot nekaps
cneunanuct. [poToKONbT 3aAbLMKUTENHO Ce NOANMCBA OT BCUYKW YNEHOBE Ha cneuwanuaupaHata komucus. lpunara ce
OpurMHan Ha npoTokona, a Npu KawaWaaTCTBaHe 3a NpoAbIKaBaHe Ha TepanusTa ce NpejcTaBs W OpUriHan Ha NpeaxoAHus
NPOTOKON C OTPA3EHN BCUYKM HA3HAYEHUS MO Hero.

1.5 fleknapauus 3a uHcopMupaHo cbrnacue no obpasel (npunoxexune 3)

2. P30K npuema pokymeHTuTe no T. 1 cnepa cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUA cTaTyc Ha 30J1.

3. flo nonyyaBaHe Ha peweHue ot komucusta B P30K 3011 npoabmkaBa nevyeHne ¢ nekapcTeeH/n npoaykT/m, ¢ KouTo e
npoBexaan NeYeHneTo A0 MOMEHTa Ha noaasaHe Ha Mon6arta u AokymeHTUTe B P30OK.

WU3NCKBAHWUA HA H30K NPU NPOBEXXAAHE HA NEYEHUE HA BOJNIHU C XPOHWYHA BbEPEYHA HEAOCTATBYHOCT B NPEAVANUSEH 3
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JNIUCT 3A ONPEOENAHE HA KPUTEPUUTE 3A MPOBEXOAHE HA NNEYEHUE HA XEH B NMPEAWAITU3EH
NEPUOA CbC CPEACTBA CTUMYITUPALLIM EPUTPOMOESATA C INN ERYTHROPOIETIN

[Vme: L0 P D i W TR Al

3abenexka: meduyuHckama OoKymeHmauus, ydocmoseepsisawa 6ceku om Kpumepuume e nocoyeHa ¢ yugpa 8 UHOEKC U 3adb/mKumenHo
npudpyxaea HaCMOAWOMO NPUNOXKEHUE.
Mpu Hekopurupaw xeneseH aedpuunt n xemornodux 100 - 109 g/l ce npunara neyeHue 3a 3 meceua

camMo C BeHO3eH Xene3eH neKapcTBeH NpoaykT (6e3 neyeHue ¢ epuTPONoeTuH!).

A. Kputepuu 3a 3anoyBaHe Ha neveHune Unv noBulaBaHe Ha go3arta — 3aabmkutenin ca 1, 2,3, 7 n 4 (wnu 5 unm 6)
KpuTepuun:

MokasaHa ctened Ha XBH (XB3) B npeawanuseH nepuop, cbobpasHo npuerata oT cBeToBHaTa HedponoruyHa
1 | obwHoCT xapakTepucTika 3a XpoHuiHo 6b6peuHo sabonsieane (XB3) u Herosata knacudmkaums — C cr (min): 59 - 15

mi/min
2 Na6opatopHu noka3sarenu, notebpxaasawm XbH (XB3) B npeauanu3eH nepuoa - ypes, KpeaTUHWH, KpeaTuHUHOB
2
KNUPBHC
3 KopurupaH xeneseH aecuumt — cepymHo xensso > 10 pmol/l n XKCK > 60 pmol/l unn Hap ponHata pedepeHTHa

CTOMHOCT 3a CbOTBETHaTa naboparopus ¥

Hb < 110 g/l — korato cToiHocTUTe Ha Hb cnagHaTt TpaitHo noa 110 g/l Npu Tpu NocneaoBaTenHu u3cneasaHus npes

4 | eqHOCEAMUYHM MHTEpBanW, KaTo Mpes TO3W NEPUO/ Ce ONMpeaenu XenesHwus CTaTyC Ha nauueHTa, aa ce nekysa

Bb3NANUTENHUS NPOLIEC, ako UMa TakbB, KaKTO U APYr1 NPUYMHK 3a aHemus, ocBeH XbH e

Jlunca Ha edekT OT neyeHue CbC cpeacTBa ctumynupaum eputponoesata ¢ INN Methoxy polyethylene glycol-

5 | epoetin beta u Darbepoetin alfa — npu cToittocT Ha Hb noa 110 g/l npu neveHne npoabLIMKMNO noeeye oT 12 meceua
2

Mpu npeaxoxaalio neyeHne CbC cpeactea ctumynupawum eputponoesata ¢ INN Methoxy polyethylene glycol-
6 | epoetin beta n Darbepoetin alfa, npoabnxuno 2 12 meceua n Hanuune Ha 2 2 noHwxkeHus Ha Hb HuBa noa 100 g/,

nopaay AokasaHu CTpaHuyHu akTopu (MHdekumumn, xemoparuv u ap.) 4
7 | Nlunca Ha nsknioyBalm kputepum no 1.8 2

! enukpu3a OT CTALUMOHAPHO NeyeHne B HePONOruyHO UNK BLTPELHO otaeneHue - Il / 1Il HUBO Ha KOMNETEHTHOCT € AABHOCT He noseve oT 1
Mecel A0 Aatata Ha KaHauaaTcTBaHe (Mpu No-ronsiMa AaBHOCT = A0 3 Mecelua ce npunara v eTanka enukpuaa), BknioyBalla wHcopmauns 3a
HayanoTo U XoAa Ha 3abONsBaHETO, KaKTO W BCUYKW W3CNEABAHUS U KOHCYNTaLWMK, B CNyuail Ye ca 3BLPLLIBAHN Takusa (exorpacdus Ha KOPemHM
OpraHu, KOHCYNTauuu CbC CBOTBETHUTE CNEUManiCTv, W3KMIOMBALLW APYr NPOM3XOA Ha aHEMUYHWS CUHAPOM, 3aAbMKUTENHO NpU AaHHW 3a
OHKONOrM4HO 3abonsBaHe u T.H.)
2 opurMHanHa GnaHka ot nabopaTtopusi ¢ NOCOYeHU pedepeHTHU CTOMHOCTU UMW 3aBEPEHO Konue (MNK enuKpu3a OT CTaUMOHAPHO nevexue ¢
I0COYEHUTE M3CNeABaHuA, C AaBHOCT He NoBeye oT 1 Meceu A0 AaTaTa Ha KaHauaaTcTBaHe)
YAOCTOBEPsBA Ce C NOANWUC Ha CNeLManiucTa, KOTO @ Ha3Hauun NEYEHNETo B HaCTOALOTO NPUNOXeHne

3a6enexka: lpu cmsiHa Ha mepaneemuyHama cxema e Heobxodumo da ce npedcmasu CMaHo8UWE oM creyuanucm ¢ sicHa
MeduyuHCKa MOmuUeayus (8 m. Y. HEXeNaHu NeKkapcmeeHu peakyuu, e cryyal, ye uma makuea).

B. Kputepuu 3a npoALkaBaHe Ha NeYEHNETO (3aALIKUTENHN Ca BCUUKN KpUTEpUM):

Mpu HB 125 - 134 g/l do3ama ce Hamansiea ¢ 25%; npu HB 2 135 g/| ne4yeHuemo ¢ epuMpPoONoemMuH ce npeycmaHoesea.
1 | OueHka Ha TepaneBTM4HaTa eheKTMBHOCT B NPEAXOKAALMS Nepuos '
CTOMHOCTW M NPULIENHN HUBA Ha xemornobuna 110 - 120 g/l .

KapTa 3a Ha4yano v npocneAsBaHe Ha NeYeHneTo Ha nauvexTa ¢ XBH B npeananuaeH nepuo — Tabnuua 4 B npunoxexve 2

Ha opuruHanHa 6nanka ot naGopaTopus UMk 3aBEPEHO KOMUE (MPYW HanUYKue Ha XOCTIUTANM3aUWs, 3aALIDKUTEHO Ce NPeACTaBA enukpusa ot
TAUMOHAPHO feYeHne C AaBHOCT He noBeye OT 1 Mecewy A0 AaTaTa Ha KaHauaaTcTBaHe)

yAOCTOBEpRBa Ce C NOANUC Ha cneyunanucra, KOWTO € HAasHa4ynn NeYeHNeTo, B HacToALLOTO npunoxexHve

2
3 | Jlunca Ha u3kniouBaLm KpUTEPUM 1O T. B 1 CTPaHUHI peakuum *
T
2

B. UskniouBawm kputepum:

Hueo Ha xemornobuHa npu 3ano4saHe Ha nevenueto > 110 g/l

Hekopurupan xeneaen aecduumt npu xemornobun 100 — 109 g/l (camo npw 3anoysaxe)
HacTbnunu Hexenanu nekapcTBeHn peakuum — anepruyHa peakums, Tpom6oaun

Jlowo KoHTponupaHa apTepuanHa XunepToHus

Hanuuve Ha HeonnacTuyHo 3abonseaqe

MpekbcBaHe Ha TepanusTa No BUHa Ha GoNHWA 3a NoBeYe OT TpW Meceua

OOAWN=

OTroBaps Ha KPUTEPUUTE 38 NMEYEHNE C  .........ovvveneeeeeeeeeeeiianinns B OHOBHE AOAR ..o.oovvviivisninsmnssssivirssaisndiiiig

Plah, WBWCKBAHWUA HA H3OK MPU NPOBEXIAHE HA NEYEHWE HA BONHU C XPOHUYHA BLEPEYHA HEAOCTATLYHOCT B NPEAUANU3EH 4
NEPUOA B U3BBHBEONHNUYHATA MOMOLL - 8 cuna ot 1 mapt 2014 roguHa




 [image: image5.jpg]NPWIOXEHWE 16
JIUCT 3A ONPEOENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NNEYEHUE HA XEH B NPEAUANU3EH

NEPUOA CBC CPEACTBA CTUMYIUPALLW EPUTPOMOE3ATA C INN METHOXY POLYETHYLENE
GLYCOL-EPOETIN BETA U DARBEPOETIN ALFA

[ Ume: L S e ) R P

3abenexka: MeOuyuHcKama OOKyMeHmauusi, ydocmoeepsiealya 6ceku Om Kpumepuume e rocoyeHa ¢ yugpa 8 UHOeKC U 3adbimKumenHo
npudpyxasa HaCMOoAULOMO NPUIOKEHUE.

Mpu Hekopurupax xenesexn aeduumut n xemornodun 100 - 109 g/l ce npunara neyexne 3a 3 meceua
CcaMo ¢ BEHO3€H Xene3eH fieKapcTBeH NnpoaykT (6e3 nevyeHue ¢ epuTponoeTun!).

A. KpuTepuu 3a 3anousaHe Ha nevyeHne Unu NoBulIaBaHe Ha Ao3aTa — 3agbimxkuTentn ca 1,2, 3,7 n 4 (unu 5 unm 6)
KpUTEpPUM:

MokasaHa crened Ha XBH (XB3) B npeavanused nepwop, cbobpasHo npuerara oT ceeToBHaTa HedponoruiHa

1 | oBwHOCT xapakTepucTuka 3a XpoHuyHo 6b6pedHo 3abonseaHe (XB3) u Heroeata knacudvkaums — C cr (min): 59 - 15
ml/min '

2 naSopn?pnu nokasarenu, notebpxaasawm X6H (XB3) B npeguanu3ed nepuoa - ypes, KpeaTUHWH, KpeaTuHUHOB
KNUPBHC

3 KopurupaH xeneseH gecuumt — cepymHo xensso > 10 pmol/l n XXCK > 60 pmol/l unn Hap ponHata pedepeHTHa
CTOHOCT 3a CbOTBETHATA NaGopaTtopusi
Hb 2 90 g/l n < 110 g/l - korato cronHocTuTe Ha Hb cnagwat TpaiHo nog 110 g/l, Ho ca Hag 90 g/l npu Tpu

4 | NocneaosaTenHM McneaBaHUs Mpes eAHOCEAMMYHM WHTepBani, kato npe3 TO3W Nepuoa Ce Onpeaenu XenesHus
c-ra'ryzc Ha nauveHTa, Aa ce nekysa Bb3nanuTenHus NpoLec, ako UMa Takbs, KaKTo U ApYri NPUYUHKA 3@ aHEMUS, OCBEH
XBH

5 Jlunca Ha ecdekT OT neveHne Cbe cpeacTa ctumynupalym eputponoesara ¢ INN Erythropoietin — npu ctonHocTh Ha
Hb nog 110 g/l npu neyeHne NpoabLMKMIO NoBeye oT 12 meceua *

6 Mpn NpeaxoXaalo neyeHue cbe cpeacTea ctumynupawm eputponoesara ¢ INN Erythropoietin, npogbnxuno 2 12
meceua W nocTurHaTo crabunHo Hueo Ha Hb mexay 110 g/l v 120 g/l *

7 | Nunca Ha wakniodBawwm kputepum no 1.8 °

: enuKkpu3a OT CTaUMOHAPHO NeYeHre B HedpPONOrMiHO UK BLTPELWHO oTaeneHue - Il / Il HUBO Ha KOMNETEHTHOCT ¢ AABHOCT He noseve ot 1
Meceu A0 AaTaTa Ha KaHAWAaTcTBaHe (Npu No-ronsiMa AaBHOCT — 10 3 Mecela ce Npunara u eTanka enukpuaa), BKMIYBaLLa MHGOpMaUms 3a
HauanoTo U XoAa Ha 3abonsBaHEeTo, KaKTO WU BCUYKW W3CMEABAHNS I KOHCYNTaLMK, B Cyuail Ye ca M3IBLPLUBAHN Takusa (exorpacms Ha KopemHu
OpraHu, KOHCYNTaluMi CbC CLOTBETHUTE CNELManuCTh, W3KMIoYBaLM APYr NPOM3XOA HA aHeMUMHWS CUHAPOM, 3aABLMMKUTENHO NPU AaHHW 3a
HKOMOrMYHO 3aGonsiBaHe 1 T.H.)
opuruHanHa 6nakka ot nabopatopusi ¢ NOCOYEHN pehepeHTHN CTOWHOCTM UNU 3aBEPEHO KonMe (UMK eNUKPU3a OT CTALMOHAPHO NeveHue ¢
0COYEHUTE UICNeABaHUA, C AABHOCT He noBeye OT 1 mecew A0 paTaTa Ha kKaHAWAATCTBaHe)
YAOCTOBEPABA CE C NOANKUC Ha CneuManicTa, KOWTo € HasHauun NEeYeHNETO B HaCTOALLOTO NPUNOXeHne

3a6enexxa: [lpu cMaHa Ha mepaneemuyYyHama cxema e Heobxo0umo da ce npedcmasu cmaHosuwe om creyuanucm ¢ sicHa
MeduyuHcKa MOmueayus (8 M. Y. HeXXenaHu nekapcmeeHu peakyuu, 8 cnydad, ye uma makuea).

B. Kputepuu 3a npoabrkaBaHe Ha NeYEHUETO (3aALIMKUTENHU Ca BCUYKU KpUTEpUM):

Mpu HB 125 - 134 g/l do3ama ce Hamansiea ¢ 25%; npu HB 2 135 g/l neyeHUemo ¢ epumpoNoemMuH ce npeycmaHoesea.
1 | OueHka Ha TepaneBTMYHATa €HEKTUBHOCT B NPEAXOKAALLMS Nepuos |
2 | CTOMHOCTW 1 NpULENHK HUBa Ha xemornobuna 110 - 120 g/l 5

3 | Jlunca Ha n3kniouBaLL KPUTEPUW MO T. B 1 CTPaHUIHN peakummn 2

. KapTa 3a Hauano v npocneasBaHe Ha NeYeHneTo Ha nauuenTa ¢ XBH B npeauanuaen nepuoa — Tabnuua 4 B npunoxexue 2
Ha opuriHanHa 6naHka ot nabopaTopus UNK 3aBEPEeHO KoNue (NPY Hanuuue Ha XoCcnNUTanu3auus, 3aAbIKUTENHO Ce NpeaCcTaBs enukpusa
T CTAUMOHAPHO NeveHne C 4aBHOCT He NoBeye OT 1 Mecel A0 AaTaTa Ha KaHawaaTcTBaHe)
YyAOCTOBEpABa Ce C NOANUC Ha cneuuanucra, KOWTO @ Ha3Ha4yun feYeHneTo, B HacToALLOTO NPUoXeHue

B. UakntouBawm kputepum:

Hueo Ha xemornobuHa npu 3anoysaHe Ha nevenveto > 110 g/l

Hekopurupan xeneaeH aecuumt npu xemornobun 100 — 109 g/l (camo npw 3anousaxe)
Hactbnunu Hexenanu nekapcTBeHn peakunun — anepriiHa peakuusi, Tpom6o3mn

JloWwo KOHTpONUpaHa apTepuanHa XunepToHus

Hanuuve Ha HeonnacTuyHo 3abonseaqe

MNpekbcBaHe Ha TepanuaTa No BUHa Ha GonHUs 3a noBeye OT TpU Meceua

COLWN=

OTroBaps Ha KPUTEPUMUTE 38 NMEUEHNE C  ....oovvvvvinnniiiiniieenaeinaiiins B AOHOBHA BOMR .....oossiivsiasisiivinssvavsnsivssnssvanaasvanss

noAanuc Ha cneuuanucT:..

ai, VSUCKBAHMA HA H3OK NPU NPOBEXOAHE HA NEYEHME HA BONHW C XPOHWYHA BbEPEYHA HE[JOCTATBYHOCT B NPEAVANUSEH 5
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE HA XEH B NPEAUANU3EH
NEPWOA C BEHO3EH XENE3EH NEKAPCTBEH NPOAYKT

[Wme: 0 R e L VR O

3abenexka: MeduyuHckama OoKyMeHmauus, ydocmoeepsiealya eceku om KpUmepuume e focoyeHa ¢ yubpa 6 UHOeKC U 3a0brKUMenHo
npudpyxaea HACMOAULOMO NPUNTOKEHUE.

A. Kputepum 3a 3anouBaHe Ha NeYeHMETO C BEHO3EH XKerne3eH NeKapcTBeH MPOAYKT (3aAbIDKUTENHM ca BCUYKU
KpUTEPUM) — NPOTOKONLT Ce U3AaBa 3a 3 Meceua:

3abenexka: Jle4eHNETO C BEHO3EH Xene3eH NpoAyKT KaTo KOpUrMpalla Tepanus npu xenesed AeuuuT ce npoeexaa npeau
3anoyeaHe Ha nevyeHue ¢ eputponoetuH. lMpunara ce caMo BEHO3HO NeYeHme Ha xenesHus aeduumt 3a 3 Meceua, cnea KoeTo
ce Npasy NPeoLieHKa Ha TepanesTUYHaTa cxema 3a BKIIOYBaHe Ha ePUTPONOETHH.

MotewbpaeHa awardosa XBH (XB3) B Il IV c1., cbobpasHo ¢ npuertata oT ceetoBHaTa HedponoryHa obLiHOCT
1 XapaKTepucTuka 3a XpoHuiHo 6ub6peyHo sabonssane (XB3). CTONHOCTU Ha KpeaTuHMHOBMS KnnpbHC C cr (min): 59 - 15
ml/min
2 INa6opatopHu nokasatenu, notebpxaasawm XbH (XB3) B npeavanuadeH nepuoa - ypesi, KpeaTHWH, KpeaTUHUHOB
2
KIMPBHC

XKeneseH aednumt, AokasaH Ypes CTOMHOCTUTE Ha xens3oTo, XKCK, Gpon Ha eputpoumntute, MCV, MCH, MCHC, HB
3 | 100 - 109 g/l (Mpu HekopuaupaH xenesex dedpuyum ce nposexoa cynnemeHmayus Camo ¢ 6eHO3eH Xere3eH neKkapcmeeH
npodykm, 6es epumponoemun >

4 | Jlunca Ha u3knioyBaLLm kputepun no T.B >

B enukpu3a OT CTAUMOHAPHO NeYeHne B He(PONOrMyHO UNK BLTPELHO otaeneHue - Il / IIl HUBO Ha KOMNETEHTHOCT ¢ AABHOCT He noseye ot 1
Mmecel A0 AataTa Ha KaHAWAATCTBaHe (NpU No-ronsmMa AaBHOCT = 10 3 Meceua ce NpUNara v eTanHa enukpuaa), BKIMBaLLA MHAOPMaUMA 3a
HavanoTo M xoAa Ha 3aGonABaHeTo, KakTo W BCUYKW W3CNEABAHUS M KOHCYNTaLMK, B CyMail Ye ca M3BbLPLUIBaHN Takuea (exorpadus Ha KOPemHu
OpraHu, KOHCYNTauMi CbC CbOTBETHUTE CMELManiuCTh, W3KMIOYBALLM APYr NPOM3XOA HA AHEMUMHUA CUHAPOM, 33ABLIDKUTENHO NPU AaHHW 3a
OHKONOrMyHo 3abonseaxe n T.H.)

2 opuruHanHa 6nakika ot nabopatopusi Unv 3aBepeHo Konue (MPK HanMyue Ha XOCNIUTANM3aums, 3aALINKUTENHO Ce NPEeACTaBA enuKpu3a ot
CTaUMOHAPHO NeYeHue C AaBHOCT He noBeye oT 1 Mecel A0 AaTaTa Ha KaHAWaaTCTBaHe)

4 YAOCTOBEpSIBA Ce C NOANUC Ha CneuuanicTa, KOTO € Has3Hauus NeYeHneTo, B HaCTOALLOTO NPUNOXeHue

B. Kputepuu 3a npoabikaBaHe Ha NeYeHMETO C BEHO3EH )KerneseH NeKapcTBeH NPOAYKT (3aAbrkuTendu ca
BCUYKW KPUTEPUM):
1| Hanuuve Ha TepanesTUYeH OTIOBOP, YAOCTOBEPEHO Ype3 CTOMHOCTUTE Ha CriefeHwTe nokasateny
2 | MNpeoueHeHa TepaneBTUYHa CXeMa C BKMouBaHe Ha eputponoetuH (Mpu gocTurHaTi TapreTHn croiHocT Ha HB 110 -
120 g/l neyeHneTo NPoAbIKaBa CaMO C BEHO3EH XeneseH NekapcTBeH NpoaykT 6e3 epuTponoeTuH, a npu CTOMHOCTM
Ha HB Haa 120 g/l neyeHneTo NpoAbIVKaBa C nepopaneH xeneseH nekapcTaeH NpoayKT.) 2
3 | MeceyHa fo3a Ha XenesHus nekapcteeH npoaykt: o 200 mg 3a 1 mecey unu 500 mg 3a 3 meceua 3a geno
copmure *
4 | Nunca Ha uaknoYBaLLM KpUTEPUM N0 T. B 1 CTpaHWIHN peakumn *

Ha opuruHanta 6natka ot nabopaTopus ¢ Noco4YeHn pedepeHTHN CTORHOCTU UK NoANeYaTaHo U 3aBepeHo Konue

? amBynaTopeH NUCT/ETANHA eNUKPUIATA OT Mpernieaa NpH CMIELMANWUCT C OTpaseHa edeKTUBHOCT MO MOKA3ATENU OT NPUNAraHOTO NeveHue 1
npeoLeHka Ha TepaneBTuyHara cxema

yAocToBepsiBa ce C NoANUC OTPeAeneHara mMeceyHa Ao3a B npoTokona
yAOCTOBEPABA Ce C NOANUC Ha CneumanucTa, KoTo € HasHauun NeveHNeTo, B HaCTOSLLETO NPUNoXeHne

B. U3knouBawm kputepun:
Hueo Ha xemornobuna > 120 g/l

-

2. W3eecTHa CBPBLXYYBCTBUTENHOCT KbM NEKAPCTBEHNA NPOAYKT UMW KbM HSIKOE OT NOMOLLHUTE BellecTBa
3. AHemus, KOATO He Ce ALIMKN Ha XKeneseH AeduuuT
4. [lokasaH HeaocTUr Ha chonuesa KucenuHa
5. MauueHTn c YepHoapobHa HEAOCTAaTbYHOCT
6. [MaumeHTn c aHamHesa 3a GpoHxuanHa actma, ek3ema, Apyri aTonuYHN aneprum UNn anepruiHn peakLm Kem
[pYrv napeHTepantu NpoaykTh, Chabpially Xens3o
7. TauneHTtn ¢ ocTpa unu xpoHniHa Baktepuanta unu BUpycHa NHeKUms
8. BpemeHHOCT 1 nakTaums (M3kn. camo ako nonaarta npeBuLIaBa pucka)
9. TMauweHTn noa 18 roauwwHa Bb3pacT
OTroBaps Ha KPUTEPUUTE 33 NMEUYEHUE C  ...ovvvvvvrereeieiiiiiiiiiein B AHOBHE BOBR - iovi.usvvsvsisvinsvisssmmsivvidrivvivesssvass

i, VBUCKBAHMA HA H3OK MPU NPOBEXAHE HA NEYEHWE HA BO/IHA C XPOHUYHA BbBPEYHA HEAOCTATBYHOCT B NPEAVANMUZEH g
NEPUOA B U3BLHBEONHUYHATA NOMOLL - B cuna ot 1 Mapt 2014 roauHa
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NUCT 3A ONPEOENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE HA XBH B NPEAWANU3EH
NEPUOA C CALCITRIOL

[Wme: 7T N A 9 9

3abenexka: MeduyuHckama OOKyMeHmayusi, yoocmosepsealwa eceku om Kpumepuume e f1ocoyeHa ¢ yugpa 8 UHOEKC U 3a0bIHKUMENHO
npudpyxaea HACMOSUOMO NPUNOXKEHUE,

A. Kputepuu 3a 3anousaHe Ha NeYEHNeTO (3aAbIMKMTENHN Ca BCUUKN KPUTEPUK):

MotebpaeHa anarHoza XBH 8 I, 1ll, IV cr., cvobpasHo C npuetata OT cBeToBHaTa HedponormyHa obuHocT

1 | xapaktepuctuka 3a XpoHuiHo 6b6peyHo 3abonsieaqe (X63). CTONHOCTM Ha KpeaTMHUHOBUMA KnupbHE C cr (min): 70 -
15 ml/min '

2 Na6opatophu nokasatenu, notebpxaasaim XBH (XB3) B npeavanvaeH nNepuog - ypes, KpeaTuHuH, KpeaTuHWHOB
KnupBHE 2

3 Na6opaTopHu nokasaTenu, NOTBLPXKAABALUM BTOPUUEH Xunepnapatupeouaussm npu nauveHtn ¢ XBH (XB3) 8
npeauaniaeH Nepuoa — cepyMeH kanuwii u choccop, ankanHa cocdarasa g

4 | Jlunca Ha u3Kknio4BaLLm kputepun no 1.8 .

T enukpuaa OT CTAUMOHAPHO NeyeHne B HethpoNorMiHO UK BBTPELUHO oTAeneHue - | / Il HUBO Ha KOMNETEHTHOCT ¢ AABHOCT He noseye oT 1
Mecel A0 AaTaTa Ha KaHauaaTcTBaHe (Npu No-ronsiMa AaBHOCT — A0 3 Meceua ce Npunara 1 eTanHa enukpusa), BKMiYBalla uHcopmauus 3a
HaYanoTo u xoAa Ha 3abonsABaHeTo, KaKTO W BCUYKV W3CMEABAHUA U KOHCYNTaLMK, B Cnyqai Ye ca n3sbpluBaHn Takuea (exorpadms Ha KOpemHn
OpraHu, KOHCyNTauun CbC CbOTBETHUTE CNELNanucTi, U3KNIYBaLLKn Apyr NPOU3X0A Ha AHeMUYHUA CUHAPOM 1 T.H.)

2 opuruHanHa Gnanka ot naﬁopa‘ropm W1 3aBepeHo Konue (HPM Hanuune Ha xocnurtanusauus, 3aab/MKUTENHO Ce NpeacTaBs enukpusa ot
CTauuoHapHO nevexHne C AaBHOCT He noseve oT 1 mecel A0 paTaTa Ha KENAMETCTBEHS)

3ynoc*roaepusa ce C NOANUC Ha cneuuanucTa, KOWTo @ HasHauun NeYeHNeTo, B HaCTOSALLOTO NPUOXeHe

B. Kputepuu 3a npoabikaBaHe Ha NEeYeHNeTo (3aABLIMKUTENHN Ca BCUYKU KpUTepun):

1 Hanuune Ha TepanesTUYeH OTrOBOP, YAOCTOBEPEHO Ype3 CTOMHOCTUTE Ha CrieaeHuTe nokasarenu hs

2 | Nlunca Ha CTPAHM4HI PEAKLMM 1 H3KNIOYBALLY KpUTepUn no 7. B *

Ha opuruHanHa Bnanka ot I'IBGOPSTOPMR WK NoAnevaTaHo 1 3aBepeHo Konue, npunara ce 1 nonbiHeHa kapTa 3a npocneassaHe Ha neYeHneTo
- Tabnuua 4 Ha npunoxexue 2

npunara ce amBynatopeH NuCT/eTanHa enukpuaa oT nperneaa Npu Cneuwanuct ¢ oTpadeHa edgekTUBHOCT Mo nokasaTenu OT MpunaraHoTo
NleveHune 1 NpeoLieHKa Ha TepanesTiyHaTa cxema

YAOCTOBEpABA Ce C NOAMNNUC Ha CNeLManicTa, KOTO € HasHauun NeYeHNeTo, B HaCTOALLETO NPUIoXeHne

B. U3kniouBawm KpUTepum 3a 3anoysaHe U NpoAbInkaBaHe Ha feveHneTo:

1. [iBykpaTHO NocnesoBaTenHo yCTaHOBEHW cToitHocTu Ha Ca Hapg 2.62 mmol/, Ha P Haa 2.0 mmol/l; npu aeua
cnopepa Hopmara 3a BbapacTTa, Ca x P npoussesenue Haa 4.5 mmol/l

2. TMaumeHTtv noa 18 roanwHa Bb3pacT

3. BpemeHHOCT 1 naktauus

OTroBapsi Ha KPUTEPUUTE 38 NMEYHEHME €  ..oooovvvvvrnnnninniieniannainninns BAHEBHA AO3A ..oii. ...

oy, W3NCKBAHWA HA H3OK NPU NPOBEXAAHE HA NEYEHWE HA BONIHWU C XPOHWYHA BbBEPEYHA HEAOCTATBLYHOCT B NPEAWANUSEH 7
NEPUOA B U3BBLHEONHNYHATA MNOMOLL - 8 cuna ot 1 mapt 2014 roguHa




 [image: image8.jpg]NPUNOXEHWE 14

JIUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE HA XEH B NPEAUANU3EH
MEPWUOA C PARICALCITOL

[Vme: 53 SO 0 O ) 0 e Y

|

3abenexka: MeduyuHckama OOKyMeHmauus, yoocmogepsiealya 6CeKu om KpUmepuume e NocoyeHa ¢ Yucpa 8 UHOEKC U 3a0brKUMenHo
npudpyxaea HaCMOAU{OMO NPUNOKEHUE.

A. Kputepuu 3a 3anoyBaHe Ha NeYeHUeTO (3aALIMKMTENHU Ca BCUYKN KPUTEpUK):

1 MoTebpaeHa awartosa XBH (XB3) B IIl, IV cT., cbobpasHo ¢ npuetata oT cBeToBHaTa Hed)ponornyHa obuHocT
xapakTepucTuka 3a XpoHuiHo 6b6peuHo sabonssave (XB63). CTOMHOCTI Ha KpeaTuHWHOBMA KNUpbHC C cr (min): 59 -
15 mmin '
2 NaGopatopHu nokasatenu,notebpxaasawm XEH (XB3) B npeavanuseH nepuoa - ypes, KpeaTuHUH, KpeaTUHUHOB
2
KNUPBHC

3 | NaGopatopHu nokasatenu, NOTBbLPKAABALLN BTOPUYEH XMNepnapaTpeonanabM npu naunexty ¢ X6H B npeananuaen
nepuog — Ca x P < 4,4 mmol*/L?, ankanna coccpatasa

4 | NabopaTopHO M3cneaBaHe Ha WHTaKTeH MAapPaTXOPMOH, NOTBLPXKAABALY BTOPUYEH XUnepnapatMpeouausbm npu
nauveHTv ¢ X6H (XE63) B npeauanusen nepuog IPTH > 150 pg/ml ’

5 | Nunca a V3KnioYBaLLM Kputepum no T.8 3

Tenukpuaa OT CTaUMOHapHO NeyeHne B HechpONOrMiHO UM BBTPELUHO oTAeneHue - II / IIl HUBO Ha KOMNETEHTHOCT ¢ AABHOCT He noseye ot 1
Mecel A0 AaTaTa Ha KaHAWAATCTBaHe (NPU NO-ronsiMa AaBHOCT — A0 3 Meceua ce Npunara u eTanHa enukpusa), BKIYBaLLa MHopmauus 3a
HavanoTo U xoaa Ha 3abonsBaHeTo, KaKTo U BCUYKM UICNEABAHINA U KOHCYNTaLMK, B CRyMail Ye Ca M3BBLPLUBAHM TakuBa (exorpadus Ha KopemHI
OpraHu, KOHCYNTaLMK CbC CLOTBETHUTE CNELNaniCTy, UIKMIYBALLM APYr NPOU3X0A HA AHEMUYHUA CUHAPOM W T.H.)

2 opuruHanHa 6nakka ot NaBOPATOPWst UM 3aBEPEHO KONUE (MPM HanMuMe Ha XOCTIMTANM3aUus, 3aALIKUTENHO Ce NPEACTABsA enuKpus3a ot
CTauMOHapHO NevYeHne C AAaBHOCT He noBeye oT 1 Mecel A0 AaTaTa Ha kKaHaupaTcTBaHe)

SYAOCTOBBpﬁBa ce C NOANUC Ha cneuyunanucTa, KOUTo @ HasHauun NeYeHneTo, B HaCTOALLOTO NpUnoxeHue

B. Kputepuu 3a npoabmkaBaHe Ha NeYeHUeTo (3aALIMKUTENHN Ca BCUYKN KpUTEPUK):

1 | Hanuuve Ha TepanesTUdeH OTFOBOP, YAOCTOBEPEHO Ypes CTOHOCTUTE Ha crieAeHwTe nokasatenu '

2 | NabopaTopHo M3cneaBaHe Ha MHTAKTEH napaTxopmoH — |PTH e

3 | Jlunca Ha CTpaHNYHN peakuvu 1 M3KNIOYBALLIW KpuTepum no T. B 2

Ha opuruHanHa Gnauka ot nabopaTopus UK NOANEYATAHO M 3aBEPEHO KONWe, Npunara ce W NoNbHEeHa kapTa 3a NpocneAsBaHe Ha neveHneTo
rd Tabnuua 4 Ha npunoxexue 2
amGynaTopeH NucT/eTanHa enukpuaaTa ot nperneaa npu CreumanicT ¢ oTpaseHa edeKTUBHOCT MO NOKA3aTenu OT NPUNaraHoTo neveHne u

npeoueHka Ha TepanesTuyHaTa cxema
yAOCTOBEPABa Ce C NOANUC Ha CNeuuanicTa, KonTo e Ha3Hauus NeYeHNeTo, B HacTOSLLETO NpUoXeHne

B. Uskniousawm kputepum :

1. [iByKpaTHO NOCMneAoBaTEeNHO yCTaHOBEHa Xunepkanuuemus cnopea Hopmara Ha cboTeeTHaTa naboparopus, Ca x
P npousseaexve Haa 4.4 mmol/l

2. Vitamin D Tokcu4HoCT

3. MauwenTu noa 18 roauiuHa BB3pacT

4. BpemeHHOCT 1 nakTauus

Hsima ny6nukayuu 3a non3u om kom6uHupaHo neverue ¢ Calcitriol u Paricalcitol npu nayuenmu ¢ X6H e npeduanu3ex
nepuoo.

OTroBapsi Ha KPUTEPUUTE 38 NMEYHEHNE C  ....oovvvvvvnneeeeeeeeeeiiaiiine B AHOBHE DO  ..o.covsisiiaaiins smsnsnsvvesmirsiniee

o4, V3NCKBAHWA HA H3OK NP NPOBEXOAHE HA NEYEHWE HA BONIHW C XPOHUYHA BLBEPEYHA HEAOCTATBYHOCT B NPEAVANMU3EH g
NEPUOA B U3BBHBEONHNUYHATA NMOMOLL - 8 cuna ot 1 mapt 2014 roguHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NIEYEHUE HA XEH B MPEOUAITU3EH
NEPUOA CbC SEVELAMER

Ame: . .10 O S IS 7 0 O

|

3abenexka: MeduyuHckama OOKymeHmayusi, yoocmoeepsiealia eceku om Kpumepuume e nocoyeHa ¢ Yugpa 8 UHOBKC U 3adbrKumenHo
npudpyxasa HaCMOSIUOMO NMPUOKEHUE.

A. Kputepum 3a 3anoysaHe Ha NeYeHUeTo (3a4LIMKUTENHA Ca BCUYKN KPUTEPUK):

i MoTebpaeHa anarHosa XBH (XB3) B Il IV cT., cbobpasHo ¢ npuetata oT cBeToBHaTa HedponornyHa obuiHocT
xapakTepucTuka 3a XpoHuiHo Gb6peyuHo 3abonssane (XB3). CTOMHOCTU Ha KpeaTUHUHOBUS KnupbHC C cr (min): 59 -

15 mi/min '

NaGopatopHu nokasatenwu,notebpiaasawm XbH (XB3) B npeananused nepuog - ypesi, KpeaTuHuH, KpeaTuHUHOB
2
KIMPBHC

3 | NaGopaTtopHn nokasatenu, noTebpiaaBalwm xunepdocdaremus npu naumentn ¢ X6H B npeavanuseH nepuos —
cepymeH chocchop = 1,78 mmol/L ?

4 | Nunca Ha uskniouBawy kpuTepun o 7.8 °

4 enuKpu3a OT CTALMOHAPHO NeveHne B HedpoNorMiHO UK BLTPELHO oTaenekue - Il / Il HUBO Ha KOMNETEHTHOCT ¢ AABHOCT He noseve ot 1
Mecey 4O AataTa Ha KaHauaaTcTBaHe (Mpu Mo-ronsiMa AaBHOCT = A0 3 Mecelia ce Npunara 1 eTanHa enukpusa), BKNoYBala MHopmaums 3a
HayanoTo U XoAa Ha 3abonsABaHeTo, KaKTO W BCWUYKI U3CIEABAHMUS W KOHCYNTaLMK, B CNyqail Ye Ca W3BbpLUBAHM TakuBa (exorpacusi Ha KOpeMH!
OpraHu, KOHCYNTaLul CbC CLOTBETHUTE CNELManiCTy, 3KMIOYBALUM APYr NPOU3X0A Ha aHEMUYHIA CUHAPOM W T.H.)

2 opuruHanHa 6nanka ot NaBopaTopust UM 3aBEPEHO KOMUE (MPU HanMyMe Ha XOCTUTANK3AUMS, 3aALITKUTENHO Ce NPeaCTaBs enukpu3a ot
CTaUMOHaPHO NeveHne ¢ AAaBHOCT He noBeye oT 1 Mecel A0 AaTaTa Ha KaHAWJaTCTBaHe)

2 yAOCTOBEpSBa Ce C NOANUC Ha cneuuanucra, KOWTO € Ha3Ha4un /IeYeHNETO, B HacTOALLOTO NpUoXeHne

B. Kputepuu 3a npoAbrkaBaHe Ha NeYeHUeTOo (3aAbIKUTENHN Ca BCUYKM KpUTepun):

1 | Hanuuve Ha TepaneBTUueH OTTOBOP, YOCTOBEPEHO Ype3 CTOIHOCTUTE Ha creaeHuTe nokasateny "2

2 | Nna6opatopHo uacneasake Ha cepymeH thoccop 2

3 | lunca Ha CTPaHM4HY PeakLMm v M3KNiouBaLM kputepun no T. B °

Ha opuruHanHa 6naHka ot naGopaTopuu WK NoAnevaTaHo U 3aBepeHo Konue, npunara ce v NonbnHeHa Kkapra 3a npocnejssaHe Ha nevyeHneTo

z-rasnuua 4 Ha npunoxexue 2
aMGynaTopeﬁ nucr/etanHa enukpusara ot npernejaa npu cneunanucT ¢ otpaseHa SQ)SKTMBHOCI' No nokasarenu OT npunaraHoTo neyexwe u

npeoueHka Ha TepanesTuyHaTa cxema
YAOCTOBEpSiBa Ce C NOANUC Ha cneuwanucra, KOMTO € HasHauun feyeHneTo, B HaCTOALLETO NpUNoXeHue

B. WN3kniouBawm Kputepum :

CBpPbXYyBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMK KbM HSIKOE OT NOMOLUHUTE BeulecTsa
Xunocpocharemus

YpeBHa HENpoxoauMoCT

MauyueHTn noa 18 roaniuHa Bb3pacT

s

Mpu neyeHue cbe Sevelamer 3adL/HKUMENHO ce cna3ea duemuyeH pexuM, eKnoYeaw, Kanyueeu 0o6aeKu unu aHanosu
Ha eumamuH D ¢ o2ned koHmpon Ha pazeumuemo Ha 6L6peyHuU yCNoOXKHeHUs ¢ omnazaHe Ha cbA08U Kanyugukamu.

OTroBaps Ha KPMTEPUMTE 3@ NEYEHMUE C  ......ovvvnvniiiiiiiiiiiiiiiiiins B OHOBME DOIN . oioosvisvsassossnsssvinssisssivsvacssamsbosmmns

o, VBUCKBAHWUA HA H30K NPU NPOBEXIAHE HA NIEYEHUE HA BOJIHU C XPOHWYHA BbBPEYHA HEAOCTATBYHOCT B NPEAVWANUZEH g
NEPWOA B U3BLHEONHNUYHATA NOMOLL - 8 cuna ot 1 mapT 2014 ropuHa
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I. NEYEBHO-AUATHOCTUYEH ANFOPUTHBM

1. NEKAPCTBEHU NPOAYKTW, skniouenn B MNpunoxenne 1 Ha MNC, konto H3OK 3annawa B cboTBETCBUE C AeicTBaWMTE
HOPMaTUBHU AOKYMEHTU.

2. IO3UPOBKA - cbrnacHo KkpaTkute xapakTepucTUkv Ha nekapcTBeHUTe NPoAyKTU

Mo3supoekama Ha cpedcmeama 3a KOMMeHcupaHe Ha XenesHus Oegpuyum, uHoueudyanHo npuzodeHa crioped
momanHusim xene3sex dechuyum, ce usyucnsiea ¢ nomouyma Ha cnedHama ¢gpopmyna:

TotaneH xeneseH Aecuumnt [mg] = TenecHo Terno [kg] x (kenaHo HuBO Ha Hb - chakTnyecko HmBo Ha Hb) [a/1] x 0.24*
+ Aeno xensso [mg]

TenecHo Terno Ao 35 ka: xenaHo HMBo Ha Hb = 130 a/1, pecn. aeno xens3o = 15 mg/kg TnecHo Terno

TenecHo Terno Haz 35 ka: xenaHo HuBo Ha Hb = 150 /1, pecn. Aeno xensiao = 500 mg

* ®akmop 0.24 = 0.0034 x 0.07 x 1000 (cvObp)aHue Ha xens3o e xemoenobura = 0.34% / obem kpbe = 7% om menecHomo meeno /
®axkmop 1000 = npespbujaHe om g e mg)

Ta6nuvua 1
INN DDD KOPUTMPAHE
FERRIC CARBOXYMALTOSE 100 mg n0 500 mg 3a 3 meceua
SACCHARATED IRON OXID 100 mg Ao 200 mg 3a 1 mecey
IRON (HfiERODE DEXTRAN 100 mg 20200 mg 3a 1 weceu
IRON (lll) AS ISOMALTOSIDE 100 mg Ao 500 mg 3a 3 meceua

Mosupoeka Ha cpedcmeama cmumynupauu Epuumponoesama

Ta6nuua 2

INN OBWYAWHA JO3UPOBKA KOPUFMPAHE

Kopurupawo nevenve
= pK CTOMHOCTH Ha xemornobuHa > 90 g/l - 50 - 90
E/kg/cepmniHo;
" MpU CTOMHOCTM Ha xemornobuHa < 90 g/l - 100 —
150 E /kg/cepmuyro)
Moaabpxawo nevexve
ot 30 po 70 E/kr ceamuiHo — 1 A0 3 NbTU CEAMUYHO,
KaTo A03UpoBKaTa ce Cbobpassisa C HUBOTO Ha
xemornobuxa.

ERYTHROPOIETIN

MpenopbyBaHata HavanHa go3a e 0,6 mukporpama’kg
TeNecHo Terno, NpunaraHa BeAHLXK Ha BCEKW ABE CeAMULIM.
[o3ata mMoxe aa ce ysenuiu npubnuantento ¢ 25%

METHOXY POLYETHYLENE
GLYCOL - EPOETIN BETA

CNPAMO NpeANLLIHaTa 4033, ako NOKa4BaAHETO Ha
xemornoGuHa e no-manko ot 10 g/l 3a eauH mecey.

He ce npenopbyBa ynotpe6ata npu Aeua v IoHOWM Noa
18 roauHM nopaam nuncata Ha AaHHu 3a GesonacHocTTa u
edukacHocTTa.

DARBEPOETIN

Havannara go3a npu NOAKOXHO UK NHTPaBEHO3HO
npunoxeHue e 0,45 ug/kg TenecHo Terno noj copmara Ha
€AHOKPATHA MHKEKLMSA BEAHBXK CEAMUYHO. KaTo
anTtepHaTvea npu NaUMeHTH, KOUTO He ca Ha Ananuaa,

Havanna po3a ot 0,75 pg/kg moxe aa ce npunara NoAKOXHO,

KaTo €/JHOKPATHA MHKEKLNS BEAHBX Ha BCEKM ABE CEAMMLN.
B cnyvait Ha HeajekBaTHO yBenu4eHne Ha xemornobuHa
(no-manko ot 1 g/dl (0,6 mmol/l) 3a YeTnpu ceamnum),
Ao3aTa Aa ce yBenuuu npubnuantento ¢ 25%.
YBenuyaBaHeTo Ha ao3arta He TpsiGBa aa ce npasu no-
4YeCTO OT BeAHBLX Ha YeTUpK ceamuumn.

B noaabpxawara casa MoOXe Aa NPoALIDKY Aa ce
npunara KaTo eAHOKpPaTHa MHKEKLNS BEAHBX CEAMUYHO NN
BEAHBX Ha BCEKM ABE CeAMULIN.

Mpw nauvenTh 2 11 roguwHa BL3pacT, HavanHara 403a,
NPUNOXeHa NOAKOKHO U HTpaseHo3Ho e 0,45 ugkg
TENECHO Terno, KaTo eAHOKPATHA MHKEKLMS BEAHBX

lMpu HB 125 - 134 g/I
dozama ce Hamansea ¢
25%; npu HB 2 135 g/l
neyexHuemo ¢
epumponoemuH ce
npeycmaHoesea.

m

W3UCKBAHWUSA HA H30K NPU NPOBEXOAHE HA NIEYEHUE HA BOJIHU C XPOHUYHA EbBEPEYHA HEAOCTATBYHOCT B NPEAVANNBEH 10
NEPUOA B U3BBLHEONHUYHATA NOMOLL - 8 cuna ot 1 mapT 2014 ropuHa
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He ce npenopbkyBa ynotpe6arta npu geua v I0HOWK noa
10 roavHK Nopaau nuncara Ha AaHHu 3a 6esonacHocTTa n
edukacHocTTa.

Mpu Heobxodumocm om 003u Had npenopbyeaHume cnedea 0a ce USSICHU NPuYuHama 3a noeuwexama Hyxda (VIHMEePKYPEHMHU UHGheKUUU, 8b3nanumenHu unu
mpaemamuyHu enu3odu, okynmHa 3azyba Ha KpPbe, XeMonu3a, MexKka UHMOKCUKAUUS C anyMuHul, CbTbMCMeauy XemMamonoauyHu 3abonseanus unu hubposa Ha
KOCMHUS MO3bK). AKO CE USKMIOYam 6CUYKU CROMEHamu CBCMOSHUS U MayueHnmsm — MOMywu — HE3ANHO MOHUXEHUE Ha XeMmo2obuHa, Cebp3aHo C
PemuUKynoyYUMONeHUs U aHmuepumponoemuHosu aimumena, mpabea da ce uma npedeud uscnedsaHe Ha KOCMHUS MO3IbK 38 Hanuyue Ha yucma annasus Ha
yepeeHume KpbeHu Kknemku (YAYKK). B cnyval ve 6bde Ouaesrocmuuupana YAYKK nedenuemo mpsbea Oa ce npeycmaHoeu U NeKapam, HasHadun
neveHuemo cnedea da ysedomsea MAI1 no peda Ha yn. 183 om 3/IMXM.

Hoaupoeka Ha cpedcmeama, npunazaxu NPU 8MOPUYeH Xunepnapamupeoudusbm u xunepgocphamemus npu
nayuenmu ¢ X6H e npeduanu3ex nepuod

Tabnuua 3
INN DDD KOPUrMPAHE
CALCITRIOL 1 meg 0.25~- 0.5 meg
PARICALCITOL 2 mcg 1 meg
SEVELAMER 649 69

3. NPOCNEAABAHE

Tabnuua 4 MECEL
MOKA3ATEN 0 3 6 +3* 6"
TenecHa maca X X X
Prer X
ApTepuanHo KpLBHO HansraHe X X X X X
KK (xeMOrnobuH, XeMaToKpuT, epuTpoLuTH X X X X X
CepyMHO Xens3o X X X X X
WK X X X X X
TSAT X X X ey X
KpeaTuHut u Ypes X X X X X
KpeaTuHuHOB KNUPBHC (M3uucnex) - mi/ min X X X X
CepymeH anbymuH X X X
docatu X X X X X
CepymeH kanuuit X X X X X
CepymeH doccop X X X X X
AnkanHa goccarasa X X X
IPTH X X X
ASAT/ALAT X X X

* - M3BbLPLWBA Ce Ha Beekw 3 Meceua; ** - n3BbpLIBA Ce Ha BCekw 6 mecela
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1. BbapacToBaTta rpaHMua Ce U34YUCISBA B HABBLPLUEHU FOAUHM - T.€. BKMIOYUTENHO KbM JaTtaTa Ha W3jaBaHe Ha npoTokona ot
cneunanuanpaHaTa KOMUCHA.

2. MNpu HasHayaBaHe Ha Tepanusi No NPOTOKOS 3aAbKUTENHO ce Cbobpa3siBaT Bb3pacTOBUTE OrpaHUYeHUs, CbracHo kpaTkara
XapakTepucTuka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annaiya neveHne U3BbH ykadaHaTta Bb3pacToBa rpaHuLa B kpaTkaTa xapakTepucTika Ha npoaykTa.

4. H30K He 3annalua neyeHune ¢ 4031 Haj MakCUMarnHo paspelueHnTe no kpaTka xapakTepuctuka Ha npoaykra.

5. B cnyyait Ha HacTbnuna NoAo3vpaHa HexenaHa nekapcrtBeHa peakuus, nekapart yseaomssa WAJI no peaa Ha un. 183 ot
3/INXM. Konue ot cboblieHneTo ce npunara kbM MeauUMHckaTa fokymeHTaumus Ha 30J1 npu kaHaaaTCTBaHe 3a nevexue.

6. MPU CTMEUWAIIUCTA, cbrn. un. 158 B, 1. 1 ot HP[] 3a meauumuHckute geiHoctn 2014 r. (o6H. [AB 6p. 3 or 10.01.2014 r.),
Ha 30J1, Ha KOMTO Ca W3aBaHW NPOTOKONM MO pefa Ha HaCTOSWMTE M3MCKBaHWA, creasa Aa ce npunarat BCUYKK
Heo6XOAUMM AOKYMEHTW KaTo: ambynaTtopHUTE NUCTOBE OT U3BbPLUEHUTE Nperneau, BTOPUAT eK3eMnnsap OT u3jaaesuTe
NPOTOKOMNM, KOMUSI OT enMKpU3W, eKCNepTHU CTaHOBMULA W APYri [OKYMEHTM, KOMTO Ca OCHOBaHWe 3a u3gaBaHe Ha NpoToKon,
BCUUKM WSUCKBALLM CE M3CNEABaHWs, KOMue OT NpunoxeHue 1 Ha HacTOAWWTE W3UCKBAHUSI NOMBLIMHEHO NO ChOTBETHaTa
TOYKa, NOANNUCAHO OT CneuuanucTa, uszan npoTokona.

Hacmosiwume usuckeaHusi ca paspabomeHu Ha ocHogaHue 4ni. 56 om HayuowaneH pamkoe 002080p 3a MeOUUUHCKUME
deliHocmu 3a 2014 2oduHa (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam & cuna om 1 mapm 2014 2., cbenacHo 4n. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annaujaHe Ha nekapemenu npodykmu no yn. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu 6 XymaHHama meduyuHa, Ha MeOUYUHCKU u3denus u OuemuyHu XpaHu 3a creyuanHu
MeduyuHeku uenu (o6H., [B, 6p. 31 om 2007 2.).

Y. V3UCKBAHUA HA H3OK NPU NPOBEX/IAHE HA NEYEHWE HA BOJIHW C XPOHUYHA BbBPEYHA HEAOCTATBYHOCT B NPEAVANUZEH 12
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AEKNAPALUA 3A UHOOPMUPAHO CbIMMACKUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOAB/MKABAHE HA
JNEYEHMETO C NEKAPCTBEHMUA NMPOAYKT

A3 ponynoanucasust/ata

cnea Kkato ce 3ano3Hax C usnata Mu npefocTaBeHa WHGOpMauMsi M LUenTa Ha Ne4YeHneTo C  nekapcTBeHus
NPOAYKTERREREEREEREE .................ccecceceeseisessnasacnserensassaessasatonsassansrsnssssssarsonasso i um KaTo nomny4ux uayepnatenHu OTroBOpU Ha
NOCTaBEHUTE OT MEH BLNPOCH, Aeknapupam ye: :

1. Llle cnaseam npenopbyaHaTa MM CXema Ha NeyeHne n NepuoANYHOCT Ha KOHTPOSTHWTE Nperneaun.

2. PepoBHO Lie Ce sBSBaM Ha KOHTPOrHW Mperneau W HAMa Ja NPOMEHSIM CamMOBOMHO UMW NOA APYro BHyLUeHue
HasHaueHaTa Mu Tepanus.

3. [lpu NpeycTaHoBsIBaHEe Ha NEYEHNETO NO MPUYMHY, HENPOU3TUYALLM OT pelleHneTo Ha Komucusta 3a ekcneptuan 8 P3OK
wmnu Komucusita no un. 78, 1.2 ot 330, we yBesoms HesabasHO nuuHus cv nekap n P3OK, u we sbpHa B P3OK
nocneaHusi POTOKON, N0 KOWTO CbM Nosfyyasan/a nekapcTeeHns NPOAYKT.

4. TpW HecnassaHe Ha NMoCOYEHUTE YCMOBUA NIEYEHUETO MU C YNOMEHATUS NeKapcTBeH NpoaykT we 6bae npekpaTeHo u
HAMa Aa umam npeTeHuun kem H30K.

5. He npoeexaam Avanu3Ho neYeHne B HaCTOALNA MOMEHT.

Heknapatop....... A VR T G L RSN
(ume, npesume n chamunus)
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