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HALUWOHANHA 30PABHOOCUIYPUTEJTHA KACA
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N3NCKBAHUA HA H30K
NP NPOBEXOAHE HA JIEYEHUE HA BONMHU C XPOHUYHA
BEbBEPEYHA HEAOCTATBYHOCT B NPEAUANU3EH NEPUOL
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MPU U3OABAHE HA MPOTOKONN 3A MPOBEXOAHE HA NNEYEHUE HA BOJTHU C XPOHUYHA
BbBEPEYHA HEAOCTATBYHOCT B NPEOVANU3EH NEPUOA

MpOTOKONBLT Ce M3AaBa OT CNeLManuUCTU C koA Ha cneumanHocT 11 (Hedponorus) unm 53 (aetcka

Hecpponorus n xemoguanusa), pa6ortewm no gorosop ¢ H30K unu ot cneunanusmpaxa komucusi B8 BII3, cknounno
norosop ¢ H30K *. CneunanuanpaHnTe KOMMCHM Ce Cb3aBaT CbC 3anoBsea Ha AnpekTopa Ha nevebHoTo 3aBeaenve (113) —
YMBAJ, MBAT, CBAJ, CBANAB, AKL, MU.

PE[] 3A 3ABEPAIBAHE HA NMPOTOKOIUTE

MpoTokonu 3a:
L 3anoyBaHe Ha NevYeHneTo C: aHTUaHEMUYHI NeKapCTBEHU NPOAYKTH, BEHO3EH Xene3eH nekapcreeH
npoayk, Calcitriol, Paricalcitol
. CMsiHa Ha eAH NekapcTBeH NPOAYKT C APy (3@ aHTUaHeMUYHUTE NeKapCTBEeHN NPOAYKTM)
. NPoMsiHa KbM NOBUILABAHE Ha 103aTa (3@ aHTUAHEMUYHUTE NeKapCTBEHN NPOAYKTH)
Hedpponor, cknouun = [lonbnHeHo 1 NoANMUCaHO Npunoxexue 1 - No CboTBETHATA TOYKa C
norosop ¢ H30K —> NPUNOXKEHN BCUYKA HEOBXOAUMM MEANLINHCKIA AOKYMEHTI

= AMGynaTopeH NMCT OT NOCNEAHNS NPErnes C NPUMOXeHN BCUUK
HeobXxoAUMK nokasaTteni U U3CNeABaHNs No NpUNoxeHue 2

= “Mporokon 3a npeanuceaHe Ha nekapcTea, sannawasu ot
H3OK/P30K” — 06p. M3-H30K

CMNEUWANU3NPAHA —» = EKCNepTHO CTaHOBMLWE™  C iCHa MeaULMHCKa MOTUBALINS

Komucus = ‘“lpoTokon 3a npeanucBaHe Ha NekapcTea, 3annawaHm ot
H3OK/P30K" — 06p. M3-H30K (noanucea ce oT uneHoseTe Ha
KomucuaTa)

Komucus no un. 78, 1. 2 ot 3aBepka Ha npoTokona

330 B LIY Ha H30K = B8 P30K

MpoTokonu 3a :

- NpoAbMKaBaHe Ha neveHeTo - 6e3 NPOMsiHa B IHEBHATA 103 U NPU HaMansBaHe Ha AHesHaTa 403a Ha
aHTuaHemuyHuTe cpeacTea
. npoAbIKaBaHe Ha NIEYEHUETO C BEHO3EH XeneseH nekapcteeH npoaykT, Calcitriol, Paricalcitol

= [lonbAHeHo 1 NoannucaHo Npunoxexue 1 - no cLOTBETHaTa Touka C
NPUNOXEHI BCUUKN HEOBXOANMM MEAULIMHCKM AOKYMEHTI

Hedporior, cknouMn = AmBynaTopeH nUCT OT NOCNEAHUS NPErNe/ C NPUNOKEHU BCUUKM

Aorosop ¢ H30K —* HeobXxoanuMM NokasaTenu v M3cneaBaHus No NPUNoxeHue 2

= ‘lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawasm ot
H3OK/P30K" — 06p. M3-H30K (noanucea ce oT uneHoBeTe Ha

= EKCNepTHO CTaHOBMLE** C iCHa MeaNLMHCKa MOTUBaLMSA

CNELMANIU3UPAHA b = “[lpoTokon 3a NpeAnMcBaHe Ha NekapcTea, 3annallaqn ot

KOMUCUA H30K/P30K" — 06p. M3-H30K (noanucea ce oT uneHoseTe Ha
KkommcunaTa)

Komucus 3a ekcneptusu B 3aBepka Ha npoTokona

P30K / Komucus no un. 78, — | BP30K

T.2 071 330 B LY Ha H30K

* Mpomokonu 3a nevexue ¢ Paricalcitol ce usdasam camo om creyuanuaupau Komucuu Ha: YMBAJT ,Anexcardpascka” — ep. Cogbus,
YMBAI ,Liapuua Voakka - MCYIT" - 2p. Cocus, YMBATT ,Ce. Vea Purcku” — ep. Cocpusi, Y6 JToserey” — zp. Cocpus, YMBAI ,Ca.
Feopau” - 2p. Inosdus, YMBAI ,Ce. Mapuka® — 2p. Bapra, YMBAIT ,I. Cmparcku” — 2p. [Tneeew, YMBAIT — 2p. Cmapa 3azopa, MEAIT
Kacnena’ - 2p. [11060ue C KOMUCUSI ¢ XaBUAUMUPAHO SIUE.

** Excriepmromo cmarosuwe moxe 0a Gb0e 06w, npu nevewue 3a 33071 ¢ noeeve om eduH N1exkapemeeH nPOJYKM, CL2NACHO
HacmosAwume U3UCKeaHus.

*** Omkaca ce 3a TbPeo MPOOLMKeHUE NPu NeYeHue ¢ Paricalcitol.

% VM3NCKBAHWA HA H30K 3A IEYEHWE HA BONIHU C XPOHWYHA BBEPEYHA HEAOCTATBYHOCT B MPEAVANMBEH NEPUOA 2
‘ 3
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1. 33011 nopasa noaroTeexnTe AokymeHTH B P30K, Ha TepuTopusiTa Ha KOsiTO e Hanpasuno uabop Ha OMI. lokymenTtute

BKIOYBaT:

1.1 3ansnenue g0 [upektopa Ha P3OK.

1.2 MonbRHEHO M NoANMcaHo npunoxerue 1. Monbnea ce No CbOTBETHATa TOUKa M Ce npunara oTpaseHara B LMpoBs
MHAEKC MeANLIMHCKa A0KyMEeHTauus, yaocToBepaBalla BCekn eanH OT KpuTEepuuTe.

1.3 MbAHUAT HaBop M3cneaBaHuUs ((U3MKaNHM, NHCTPYMEHTAIHM 1 NabopaTopHK), OTPaseH B NpUNoXexue 2.

1.4 “fpoToKon 3a NpeAnMCBaHe Ha NnekapcTea, 3annawanu ot H30K/P3OK" — 06p. M3-H30K, usnanen ot nexaps
cneuuanucr. npOTOKOlT\:T 3a4b/MKNTENHO Ce NOANUCBA OT BCUYKW YNeHoBe Ha cneuvanuaupaHara KoMUcus. I'IpMnara ce
opurMHan Ha npoTokona, a npu KaHaungaTcTBaHe 3a NpoAblKaBaHe Ha TepanuaTa ce NpeacTass U opuriHan Ha
NPEAXOAHUS NPOTOKON C OTPa3eHU BCUYKKA Ha3Ha4YeHWs No Hero.

1.5 [leknapauus 3a UHhOPMMPaHO Cbrriacue no obpasel (npunoxenue 3)

2. P30K npuema AoKyMeHTUTe Mo T. 1 cnief CnpaBka OTHOCHO 3APaBHOOCHTypUTenHus cTatyc Ha 33071
3. [lo nony4aBsaHe Ha pelueHue oT komucusTa B LIY Ha H30K 33011 npoabmkasa nevenve ¢ nekapcTeeH/u npoaykT/v, ¢
KOWTO € NpoBeXAan fieYeHUeTo A0 MOMEeHTa Ha noaaBaHe Ha Mon6ata U AOKYMeHTHUTe B P30K.

W3UCKBAHWA HA H30K 3A NEYEHME HA BOJHW C XPOHWNYHA BbEPEYHA HEAOCTATBYHOCT B NPEAVANM3EH NEPVOA 3
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JIUCT 3A ONMPERENAHE HA KPUTEPUUTE 3A MPOBEXOAHE HA NNEYEHUE HA XEH B NPEAVANU3EH
MEPUOL C AHTUAHEMUYHU NEKAPCTBEHWU NPOAYKTH

Wve: fe[ T L T [ T [ [ T

3abenexka: meduyurckama Ookymenmayusi, ydocmoeepseaua 6Ceku Om Kpumepuume e ocoyeHa ¢ yugpa e UHOEKC U 3a0bKUMenHo
npudpy*asa HACMOAUWOMO NPUNOXEHUE

A. Kputepuu 3a 3anousaHe Ha fieyeHMe Unu NoBMWaBaHe Ha A03aTa (3aALIKUTENHU Ca BCUYKM KpUTEpUK):

[Dokasana ctenen Ha XBH B npeauanuseH nepuoa, cboGpasHo npuetata oT CBEeToBHaTa HedhponoruiHa
1 0BLHOCT XxapakTepucTuka 3a XpoHuuHo 6u6peyHo sabonssare (XB3) u Herosata knacudmkaums — C cr (min):
59 - 15 mmin '

2 TNa6opaTopHu nokasatenu, notebpxaasalm XBH B npeananvseH nepuos - ypes, KpeaTuHUH, KpeaTMHUHOB
2
KIMPBHC

KopurupaH xenesex aecuumt — cepymHo xens3o >10 pmol/l n XXCK >80 pmol/l unu Hag aonHata pedepeHTHa
CTOWHOCT 3a CbOTBETHaTa naGopatopus *

4 | CroiHocTit Ha Hb < 110 g/L npu ABe nU3cneasaHns npes nocneaHns Mecel 2

5 | Jlunca Ha u3knioyBalLmM Kputepun no 7.8 3

T enuKpi3a T CTAUMOHAPHO NeveHHe B HEPONOTIUHO WA BBTPELLIHO oTAeNeHHe - II / Ill HUBO Ha KOMNETEHTHOCT C AABHOCT He noseve ot 1
MeC. A0 faTtata Ha KaHAWaaTCTBaHe (MW MO-ronsiMa AABHOCT — [0 3 Mec. Ce Npunara W eTanHa enukpu3a), BKIoYBala WHAhOpMauvs 3a
HAUaNOTO M XOAA Ha 33BONSIBAHETO, KAKTO W BCUMKM MICTIEABAHAS W KOHCYNTALMM, B CYAil e CA UIBLPILBAHI TAKIBA (EXOTPAcMA Ha KOpEMHM
OPraHm, KOHCYNTALMM CbC CLOTBETHUTE CMELNANVCTH, N3KNIOYBALLN APYT NPOU3XOA HA GHEMUUHUA CHHAPOM W T.H.)

OpUTMHanHa Gnakka OT NaboPaTOpUs C MOCONEHM PechepeHTHM CTOMHOCTW UMW 3ABEPEHO KOMME (WK eNMKPH3A OT CTALMOHAPHO

Ie4eHne C NOCOYEHUTE U3CNeABaHUs, C JABHOCT He NoBeye OT 1 Mec. A0 AaTaTa Ha K’MWYCTHaNe)

YAOCTOBEPSBa Ce C NOANUC Ha CTIEUMANIACT, KOITO © Ha3HauM NIENEHHETO B HACTORILLIOTO NPUNOKEHNE

3a6enexxa: Mpu cmsHa Ha mepaneemu4yHama cxema e Heobxodumo O0a ce npedcmasu CmaHOBULEe OM Creyuanucm ¢
ficHa MeOULUHCKa MOMUBALUs (8 M. 4. HEeXeNaHU NeKapCmeeHuU peakuyuu, & cyvad, e umMa maxuea).
B. Kputepuu 3a npoabrkaBaHe Ha NEYEHUETO (3a4LIKUTENHN Ca BCUYKM KPUTEPHUK):

MoHumopupaHe Ha xeMo2/106UHOBUMe HUBA — Uenu ce noeuwaeaHe Ha xemoznobuna ¢ 10-15 g/l
Mpu HB Had 120 g/l do3ama ce Hamansiea om 25% 9o 50% u/unu ce yObimKkaea UHMEPBATLM Ha MPUITOKEHUE.

1 | OueHka Ha TepaneBTMYHATa €(PEKTUBHOCT B NPEAXOXKAALUMS NEPUOA 1

2 | Npyuenka ropHa rpaHMua Ha xemorno6una 120 g/l >

3 | Nvnca Ha uskniouBALLYM KPUTEPMM NO T. B ¥ CTPaHW4HY peakuym °

KapTa 3a Hayano ¥ NPOCNEAABAHE Ha NEYEHNeTO Ha NaumenTa ¢ XEH B npeananaeH nepuoa — Tabn. 3 8 npunoxexue 2

Ha opuriHanta 6naxka oT nabopaTopus UNK 3aBEPEeHO KONWE (NP HaNMYMe Ha XOCNUTANMU3auus, 3aAbLIMKUTENHO Ce NPeACTaBs enukpuaa
OT CTAUMOHAPHO NeYeHune C AaBHOCT He NoBevye OT 1 Mec. Ao AaTaTa Ha KaHAMAATCTBaHe)

YAOCTOBEPABA Ce C NOANNC HA CEUNANWCTa, KOWTO € HA3HAuUN NIEYEHNETO, B HACTOALLOTO NPUNOKEHNE

B. U3kniousaluy Kputepun:
1. Huso Ha xemorno6uHa npy 3anoysatqe Ha nedeHueto >110 g/l.
Hwueo Ha xemornoBuHa npu npoabkaBaHe Ha nevenneto >120 g/l 6e3 kopekuus B fo3arta.
HacTbnunu Hexenaxn NeKapCTBeHU peakumu — anepruyHa peakums, TpOMGQSM
JloWwo KOHTPONMpaHa apTepuania XunepToHus
Hanunuve Ha HeonnacTuiHo 3abonsieaqe.
l'lpekbcaane Ha TepanuaTa no BUHa Ha BonHua 3a noeeye ot TPy meceua.

EEEFSAN

OTroBaps Ha KpUTepuUTe 3a fleveHue ¢ ... B AHEBHa ao3a

MOANNC Ha CNeunanueT:. ...

r k M3NCKBAHWA HA H30K 3A IEYEHVE HA BONHU C XPOHWNYHA EBEPEYHA HEJOCTATLYHOCT B MPEAMANM3EH NEPUOA 4
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TNUCT 3A ONPELENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHWUE HA XEH B NPEAVAINU3EH
MNEPWO[ C BEHO3EH XENE3EH NIEKAPCTBEH NPOAYKT

Wme: ‘ ErH { T l ‘ ‘ 1 | ‘ ]

3aBenexka: MeOUUUHCKAMA COKYMeHMaLUs, yOOCMOBEPABAILA 6CoKl OM KPUMEPUUME € MOCOYEHa C YUGDPa 8 UHOBKC U 3a0BAKUMENHO

npudpyxaea HACMOAULOMO NPUITOKEHUE.

3abenexka: JleyeHneTo C BEHO3EH XeneseH NPOAYKT KaTo Kopuripalya Tepanus ce NpoBeX/aa NPeau 3anoyBaHe Ha neveHue ¢
epuTponoeThH. Mpunara ce camo BEHO3HO NeyeHue Ha XenesHns 4edmumT 3a 3 Mecela, Crief KOeTo ce NpaBu NpeoLeHka Ha

A. Kputepum 3a 3anouysaHe Ha Ne4eHUeTo (3aabIMKUTENTHN Ca BCUYKN KPUTEPUM) — NPOTOKONLT Ce M3fasa 3a 3
meceua:

TepanesTUYHaTa cxema 3a BKIKOUBAHE Ha epUTPONOETUH

Motebpaena anartosa g i, 11l IV cT., cbobpasHo ¢ npueTata OT CBETOBHATA HEHPOSOrMyHa OBLLHOCT XapakTepucTvka
3a XpoHuiHo 6b6peuHo 3abonssane (XB3). CTOAHOCTI Ha KpeaTUHUHOBMS KIUPBHC C cr (min): 59 - 15 ml/min

TNaGopatopuu nokasatenu, notsbpxaasam X6H(XB3) B npeananinaeH nepuoy - ypes, KpeaTuHH, KpeaTMHNUHOB

a KNUPbHC 2

3 KeneseH pecdmumT, JoKa3aH Ype3 cToinHocTUTe Ha xensizoto, XXCK, 6poi Ha eputpountute, MCV, MCH, MCHC,
HB 100-109 g1 *

4 | Jlunca Ha uakniouBaLLy kpuTepum o 7.8 °

T enuKpuaa OT CTaLMOHAPHO NeveHUe B HEePONIOTMIHO AN BLTPELHO oTAenenue - 11 / IIl HUBO Ha KOMNETEHTHOCT C AABHOCT He noBewe ot 1
MeC. [0 AataTa Ha KaHAWNATCTBaHe (NPU NO-ToNsiMa AABHOCT — A0 3 Mec. Ce NPUNara U eTanHa enukpu3a), BKIYBalla MHAOPMauMs 3a
HAYANOTO W X0Aa Ha SAGONABAHETO, KAKTO W BGHYKW SCTIENBAHWR W KOHCYNTALIAM, B CIyvall He CA UIBLPLUBAHM TaKUBA (EXOrpACHMA Ha KopemHi

OpraHi, KOHCYNTaUMN CbC CLOTBETHUTE CNEUMANIUCTH, 3KNIOYBALLM APYT NPOUIXOA HA AHEMUYHUS CHHAPOM ! T.H.)

2 opuruanKa Bnaka oT NaBOPATOPHA UNU 33BEPEHO KONUe (MPH HANUYME Ha XOCNMTANMIALIR, JAALIKHTENHO C6 NPEACTABS enUKpU3a O

CTaUMOHAPHO feYeHne C AaBHOCT He noBeye OT 1 Mec. A0 AaTaTta Ha KaHaWaaTCTBaHe)
3 YROCTOBEPABA GE C NOANUC HA CMIELMANHCTA, KOVITO € HAIHAYMN NEYEHUETO, B HACTOSILIOTO MPAIOKEHNE

B. Kputepuu 3a npogbnxasaHe Ha NEYEHUETO (3aAbIKUTESTHN Ca BCUYKM KPUTEPUK):

Hanuuve Ha TepanesTHyeH 0TTOBOP, YAOCTOBEPEHO Upes CTOMHOCTUTE Ha crieaeHyTe nokasateny 2

MpeoleHeHa TepanesTUiHa CXeMa C BKITIOUBaHE Ha epUTPoNoeTH *

MeceyHa A03a Ha XenesHus NekapcTBeH NPoAyKT 40 200 mg 8

ENEXEN S

Jlvnca Ha M3KMIoYBaLLM KPUTEPUM MO T. B 1 CTPaHW4HYM peakLmmn 4

Ha OpUTWHaNHa GNaHKa OT NaGOPATOPHA C NOCOMEHN PEDEPEHTHI CTORHOCTU WNW NOATIEYTAHO M 3ABEPEHO Konve

amBynaTopeH nuCT/eTanHa enukpusaTa oT Nperneaa Npy CNeunanvcT ¢ 0TpaseHa ehekTUBHOCT N0 NOKA3ATENU OT NPUNaraHoTo NeyeHve u

NPEOLeHKa Ha TepanesTHyHaTa cxema
, YAOCTOBEPABa Ce C MOANNC OTPe/eneHaTa MeceuHa A03a 8 npoTokona
YAOCTOBEPSABA Ce C NOANUC Ha CNeLMAnUCTa, KOHTO € Ha3HAYNN NEYEHNETO, B HACTOALLETO NPUNOKEHNE

OTroBaps Ha KpUTEpPUUTE 3a NeYeHNe C ...

b

L >

B. U3kniouBalm KpUTEPHM 3a 3aMoyBaHe U NPOALIKABAHE Ha NEYEHNETO:
1

NauvenTn c aHamHesa 3a GpoHxnanka acTma, ek3ema, APYru aTONMYHIN ANeEpriiA WM aNepritiHi peakLmi KM

ApYr NapeHTepanHm NPOAYKTH, CbbPXALLMN Xensi3o
Hucek xensisocebpssauy kanauutet (PKCK) wunm HegocTur Ha chonuesa kncenvna
MauvenTn ¢ YepHoapPoBHa HEAOCTATLYHOCT

MauvieHTv ¢ ocTpa UNK XpoHniHa BakTepuanHa Unn BUpYcHa MHAeKLUs
BpemeHHOCT 1 nakTausi (M3Kn. Camo ako Non3ata npesuiuasa pucka)

EENIN

... B AHeBHa go3a

NOANMC Ha CeunanucT:.

7¢,  V13VICKBAHNA HA H30K 3A NIEYEHVE HA BOMHI C XPOHUUHA ELEPEYHA HEAOCTATBUYHOCT B MPEAMANUSEH NEPMOA
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JINCT 3A ONPEOENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NNEYEHME HA XEH B MPEAUANU3EH
MEPWNO[ C CALCITRIOL

[Vme: [er] [ [T T T T [ T

3abenexka: MeouyuHCKama OOKyMeHmayusi, yOoCmoeepseawa eceku om KpUMEepPUUME € MOCOYEHa C YUGhPa 8 UHOEKC U 3adbIKUMenHo
npudpy*aea HACMOAUOMO MPUSTOKEHUE.

A. KpuTepuu 3a 3ano4saHe Ha NEYeHNeTo (3aAbIMKUTENHU Ca BCUYKM KpUTepum):

MoTebpaeHa auarHosa 8 I, 111, IV cT., cbobpasHo ¢ npuetata OT cBETOBHaTa HechpONOrMyHa OBLYHOCT XapakTepucTuka
1 3a XpoHu4Ho 61b6peuHo 3abonssaHe (XB3). CTOMHOCTY Ha KpeaTUHUHOBMS KNUPBHC C cr (min):
59 - 15 mmin '
2 TNaBopatophu nokasatenu, notebpxaasawm XEH B npeavaniaeH NepuoA - ypesi, KpeaTnHH, KpeaTHUHOB
KnupbHe ©
3 Na6opatophy nokasatenu, NOTBbPXKAABALLY BTOPUYEH XUNEPNAPaTUPEOUAN3 LM Npu nauvenT ¢ XBH B npeauanmaen
nepuoa — cepymeH kanuwii u hoccop, ankantia docdarasa e
4 | Nunca Ha w3kniousaLw kputepun no T.B *

TenvKkpuaa OT CTALMOHAPHO NedYeHme B HEPPONOTMMHO MW BETPELIHO oTAenenue - |1 / Il HUBO Ha KOMNETEHTHOCT C AABHOCT He noBeve ot 1
Mec. 10 AaTaTa Ha KaHAWAATCTBaHe (NPM MO-TONAMA AABHOCT — A0 3 MeC. Ce NPUNAra U €TanHa enukpua), BKMIYBALLA WHCGOPMALUS 33
HauanoTo U X0Aa Ha 3aBONSBAHETO, KAKTO M BCUHKM MICTIGABAHNS W KOHCYNTALM, B CTyuail Ye Ca UIBLPLUBAHN TakNea (eXOrpadns Ha KOPemHM
OpraHu, KOHCYNTaUMN CbC CLOTBETHUTE CNEUMANUCTH, MIKNIOYBALLM APYT NPOUIXOA HA AaHEMUYHUS CUHAPOM W T.H.)

g opuruHanta Gnakxka oT 1abopaTopus UNK 3aBEPEHO KONKe (MPU Hanuune Ha XOCNUTANN3aUNA, 334 LIKUTENHO Ce NPEACTaBA enukpu3a ot
CTaUMOHapPHO NEeYeHNe C AaBHOCT He noseye OT 1 MeC. A0 AaTaTa Ha KaHAWAATCTBaHe)

3 "
YAOCTOBEPSIBa Ce C NOANKC Ha CEUMANNCTa, KOATO € HA3HaUWN SIEYEHMETO, B HACTOALLOTO NPUIOXEHUE

B. Kputepuu 3a npoabrkaBaHe Ha neyeHneTo (3aabimkuTeNHU ca BCUYKK KpuTepun):

1| Hanwuve Ha TepanesTiuen 0TTOBOP, YAOCTOBEPEHO Ype3 CTOMHOCTUTE Ha CTIeAeHuTe nokasatenu 2

2 | flunca Ha CTPaHW4HM peakunmn 1 M3KNIoYBaLLK KpuTtepun no 1. B 2

Ha opuruHanta Gnawka oT nabopaTopus UNK NOANEYATAHO U 3aBEPEHO KONWE, NPUNara ce U NONbAHEHa kapTa 3a NPOCNeASBaHe Ha NEYEHNeTo
- Tabn.3 Ha npunoxexue 2

npunara ce amGynaTopeH NUCT/eTanHa enukpu3a oT NperfeAa NpM CNELMANCT C OTpa3eHa echeKTMBHOCT Mo NOKA3aTeNy OT NPUNAraHoTo
Nlevene u NPeoLeHKa Ha TepanesTUIHaTa cxema
3 YAOCTOBEPSBA CE C NOANNC HA CMELMANKCTA, KORTO @ HA3HAUMN NIEUSHHETO, B HACTORILETO NPUNOKEHHE

B. U3aknioysalum KpuTepum 3a 3anoysaHe U NpoAbrikaBaHe Ha Ne4yeHneTo:

1. [iBykpaTHO nocnesoBaTenHo ycTaHoBeHW CTonHocTv Ha Ca Hapj 2.62 mmol/l, Ha P Hap 2.0 mmol/l; npu aeua
criopea Hopmarta 3a Bb3pacTTa, Ca x P npousseaenue Haa 4.5 mmol/l

2. [eua noa 3 roauHu

3. BpemeHHOCT 1 nakTaums (M3kn. camo ako nonasara npesuilasa pucka)

CurnacHo kpaTkaTa xapaktepuctuka Ha J1M Rocaltrol kbm PY Il — 3297 — 8/ 30.10.2008 r. Ogo6pena 25/ 28.10.2008 r. B

T. 4.2 - “ (6mopuyeH xunepnapamupeoudusbm (npeduanuanu nayueHmu)”

CurnacHo kpaTkaTta xapaktepucTuka Ha J1M OsteoD kum PY Il - 13775/ 07.07.2006 r. Ono6pena 699/ 20.06.2006 r. T. 4.2 —
“ He ce npunaza 3a neveHue npu deya”“

OTroBaps Ha KpUTepuMUTE 3a NeyeHme ¢ .. B AHeBHa Ao3a

MOANMC Ha CNeLNAnUCT:.................

M3MCKBAHWA HA H30K 3A IEYEHME HA BOJHW C XPOHWNYHA BbBPEYHA HEJOCTATBYHOCT B MPEAVANM3EH NEPVOA 6
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JINCT 3A ONMPEAENAHE HA KPUTEPUUTE 3A NPOBEXIAHE HA NEYEHUE HA XEH B NPEOVWANU3EH

MEPNOJ C PARICALCITOL

[Vme: [er] [ [ T T T T 177

]

3abenexka: MeduyuHckama OOKymeHmauus, yoocmoseepsieaya eceKl Om KPUMEPUUMe € OCOYeHa C Yughpa 8 UHOBKC U 3a0BLIKUMenHO
npudpyasa HaCMOAWOMO NPUNOXeHUe.

A. KpuTepuu 3a 3anouBaHe Ha NeyeHUeTo (3aAb/MKUTENHU Ca BCUUKN KpUTEpUK):

1 MoTebpaeHa avarHosa 8 III, IV cT., cboGpasHo ¢ NpueTaTa OT CBETOBHATA HepOnoriHa OBLIHOCT XapakTepucTuka
33 XpoHuiHo BbBpeyHo 3abonssane (XB3). CTOAHOCTU Ha kpeaTUHUHOBMS KipbHC C cr (min): 59 - 15 ml/min !

2 Ila6opatopHu nokasatenu, notebpxkaasaum X6H B npeavaniaeH Nepuoy - ypesi, KpeaTuHuH, KpeaTMHUHOB
KnupbHC

3 TNabopaTopHu Nokasatenu, NOTBLPXAABALLM BTOPUUEH XUNEpNapaTMPEoMaAN3LM Npu nauveHTn ¢ X6H B npeananiaex
nepuos — Ca x P < 4,4 mmol?/L?, ankanna thoccpatasa >

4 TNa6opaTopHo u3cneaBaHe Ha MHTaKTEH NapaTXOPMOH, NOTBLPKAABALY BTOPUIEH XunepnapaTupeonau3bm npu
nauvenTh ¢ XBH B npeauanusen nepuog IPTH* > 150 pg/ml ?

5 nca Ha uaknioqBaww kputepun no 7.8

T enukpusa OT CTALMOHAPHO NIEveHVe B HEPPONOTIIHO MAM BBTPEWHO oTaeneHve - Il / Iil HUBO Ha KOMNETEHTHOCT C AABHOCT He noBeve of 1
Mec. 10 AaTata Ha KaHAWAATCTBaHe (NPU MO-TONsMa AABHOCT — A0 3 MEC. Ce MpWnara M eTanHa enukpu3a), BKNIOYBAWa WHGOPMaLMa 3a
HAYanoTo U XoAa Ha 3a00NABaHETO, KAKTO M BCUUKM M3CNIEABAHUA W KOHCYNTALMM, B CNyYail Ye Ca N3BLPLUBAHN TakuBa (exorpadivs Ha KOPeMHU
OprakM, KOHCYNTAUMM CLC CHOTBETHHTE CNELMANVCTH, UKMIOUBALLY APYT NPOU3XOA Ha aHEMUYHWS CUHAPOM U T.H.)

2 oprunanka Bnarika oT NaGopaTOPUS UNK 33BEPEHO Konve (NPH HANMYME Ha XOCTMTANWIALMS, 3AALIKATENHO Ce NPEACTABA enUKPU3a OT
CTAUMOHAPHO NeyeHme C JAaBHOCT He noBeve OT 1 Mec. A0 AaTaTa Ha KaHAWAATCTBaHe)

® yRocToBepABa Cé C MOANC Ha CNELMANUCTa, KOTO @ HASHAYIA NEYEHHETO, B HACTOALIOTO NPUAOXEHHE

*IPTH - uscnedeaHemo Ha NapamxopMOH He e 3aslOKeHO & pezynamueHume cmandapmu u He ce 3annawa om H30K.
CnanacHo nucmo c ex. Ne18-00-246/08.08.20112., uscnedeaHemo ce 3annawa om llpumexamens Ha paspeweHuemo 3a
ynompe6a Ha Paricalcitol

B. Kputepun 3a npoabnxaBaHe Ha NEYEHNETO (3aABLINKUTENIHN Ca BCUYKM KPUTEPUM):

1| Hanuuve Ha TepanesTveH OTTOBOp, YAOCTOBEPEHO 4pes CTOWHOCTUTE Ha crieaeHTe nokasatenu '

2 | Na6opaTopHo u3cneaBaHe Ha MHTaKTeH napaTxopmoH — IPTH* "2

3 | Junca Ha CTpaHM4Hi peakumm v M3KITIHBaLLVM KpUTEpUH No T. B 3

Ha opuruHanHa 6nakxka oT naGopaTopus MK MOANEYATAHO M 3ABEPEHO KONUE, NPUNAra Ce U NONbIHEHA KAPTa 3a NPOCeASBaHE Ha NeYeHNeTo
- Tabn.3 Ha npunoxenue 2

ambynatopeH nACT/eTanHa enuKkpusaTa oT nperneAa Npu CELManKCT C 0TpaseHa eheKTMBHOCT N0 NOKA3ATeNH OT NPUNAraHOTO NEeYeHMe U
nPeoLeHKa Ha TepanesThyHaTa cxema

YAOCTOBEPSIBA CE C NOAMNC HA CMIELMANNCTa, KOMTO € Ha3HAUNN NEYEHHETO, B HACTOALYETO NPUNIOKEHNE
B. Uakniousaium kputepmum :

1. [iBykpaTHO nocnepoBaTenHo ycTaHoBeHa XunepKanuvemMus Crope/ HopmaTta Ha CboTBeTHaTa naboparopusi, Ca x
P nponssepaeHune Hag 4.4 mmol/l

2. Vitamin D TokcuuHoCT

3. [Meua (v3kn. camo ako nonsara npesuiuaBa pucka) *

4. BpemeHHOCT 1 nakTaums (W3Ki. Camo ako foni3aTa NpesuLIaBa pucka)

* CwbrnacHo kpaTkata xapaktepucTika Ha JlM Zemplar kbm PY Il — 1459/ 25.01. 2008 r. Ogo6pexa Ne14099 / 26.07.2011 r.
T. 4.2 =" CueypHocmma u egpekmusHocmma Ha npodykma Zemplar kancynu npu deya He ca ycmaHoeeHu “

T. 4.6 -, Hama docmambyHO daHHU OMHOCHO yrompebama Ha lapukanuumon npu 6peMeHHU XeHu'”:
,He e ussecmwo danu lMapukanyumon ce exckpemupa ¢ kbpmama.”

Hsima ny6nuxayuu 3a non3u om Kom6uHupaHo nevenue c Calcitriol u Paricalcitol npu nayuewmu ¢ X6H & npeduanuseH
nepuod.

OTroBaps Ha KpUTepuUTE 3a neveHue ¢ <..o..... B AHEBHA o3

MOANMC Ha CMeunanucT:.
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I. NEYEBHO-AWATHOCTUYEH ANFOPUTHBM

1. NEKAPCTBEHW NPOAYKTW, sknioyenn B Mpunoxenve 1 na MIC, kouto H30K 3annawa B CbOTBETCBUE C AedCTBALUMTE
HOPMATUBHY JOKYMEHTM

2. NO3UPOBKA - cbrnacHo KpaTkuTe xapaKkTepuCTUK1 Ha nekapcTBeHNTe NpoayKTh

Ho3upoekama Ha cpedcmeama 3a KOMNEHCUPaHe Ha xenesHus degpuyum, uHdueudyanHo npuzodeHa croped
momanHusm xenesex degpuyum, ce u34uCIsiea c MomMowma Ha cnedHama gpopmyna:

TotaneH xeneseH aeduumt [mg] = TenecHo Terno [kg] x (kenaHo HuBo Ha Hb - chakTuecko HMBO Ha Hb) [a/1] x 0.24*
+ Aeno xenaso [mg]

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

TenecHo Terno

TenecHo Terno Haj 35 ka: xenaHo HuBo Ha Hb = 150 a/1, pecn. aeno xens3o =

500 mg

* @akmop 0.24 = 0.0034 x 0.07 x 1000 (cbObpxaHue Ha xensi3o e xemoznobuna = 0.34% / 0bem kpbe = 7% om menecHomo meano /

®akmop 1000 = npeepriyare om g & mg)

Ho3supoexa Ha cpedcmeama cmumynupawu Epuumponoesama

Ta6n.1
INN OBUYAWHA 103UPOBKA KOPUrMPAHE
Kopurupawo nevenne
= NIpU CTOMHOCTU Ha xemornoBuHa > 90 g/l - 50 — 90
Elkg/cenmuino;
O s = Npu CTOMHOCTH Ha xemornoBuka < 90 g/l - 100 — 150 E
Ikg/ceamnaHo)

Mopabpxawo nevexne
ot 30 Ao 70 E/kr ceamnyHo — 1 A0 3 NbTU CEAMUYHO, KaTo
L03MPOBKaTa Ce CLOBPa3TBa C HUBOTO Ha XEMOTNOBUHE,

METHOXY
POLYETHYLENE
GLYCOL - EPOETIN
BETA

TMpenopbyBanara HauanHa A03a & 0,6 MUKporpama/kg TenecHo
TErno, NPUNaraHa BEAHLX Ha BCEKU ABE CEAMULIA

[osata moxe Aa ce ysenuun npubnuautento ¢ 25% cnpamo
NPEANLLHATA 4033, AKO NOKAYBAHETO HA XEMOTIOBUHA € M0-MaNko
o7 10 g/l 3a eANH Mecew,

He ce npenopbyBa ynotpe6ata npu aeua v loHoww nog 18
FOAMHM NOPAAW NIMNCATA HA AAHHW 33 BE30NACHOCTTA M
eduKkacHOCTTa.

DARBEPOETIN

Havanara 403a Nt MOAKOKHO WM MHTPABEHO3HO NPUAOKEHHE &
0,45 g/kg TENecHo Terno NoA hOPMATa Ha ERHOKPATHA MHKEKLIMS
BEAHLK CEAMUUHO. KaTo anTepHaTvBa npi NauNeHTH, KOUTO He Ca Ha
Avanu3a, HauanHa 4o3a ot 0,75 pg/kg MOXe Aa Ce NPUNara NOAKOXHO,
KaTO EAHOKPATHA MHKEKLMA BEAHBX HA BCEKW ABE CEAMMLY. B Criyyail
Ha HEaAEKBaTHO yBENUUEHHE Ha XeMornoBuHa (no-manko ot 1 g/dl
(0,6 mmoll) 3a YeTUPM CeAMMUM), A03aTA A3 Ce YBENNM
npubnuanTento ¢ 25%.

YBenuuasaneTo Ha fo3aTa He TPRGBA A Ce NPABM N0-YECTO OT
BEAHLX Ha YeTMPY CeammuM.

B noaawbpKauata $hasa Moxe 4a NPOALMKM 42 Ce NPUNara Kato
©AHOKPATHA UHKEKLIA BEAHBK CEAMUIHO UNH BEAHLXK Ha BCEKU ABE
ceamiLy.

Mpu naumenTh 2 11 roaMWwHA BB3PACT, Ha4anHaTa 403a, NPUNoNKEHa
NOAKOXHO WA UHTPABEHO3HO € 0,45 g/kg TENecHo Terno, kato
©AHOKPATHA VIHKEKLWRA BEAHBXK CEAMUYHO.

He ce npenopbysa ynotpe6ata npy aeua v toHoww nog 10
FOAMHY NOPaAN NMNCATa Ha AGHHN 33 GE30NACHOCTTa U
edukacHocTTa.

MNpw HapacTBaHe Ha
xemornouHa c 220 g/l
MECEUHO MM aKO HMBOTO Ha
XeMornoBuHa ce yBenuuasa
 npuBnkasa 120 g/l

- posara Tpabea aa ce
Hamanu ¢ 25%, kato Tosa
MOXeE A3 CTaHe C NPOMAHa Ha
eAHOKpaTHATA 4033 UNV C
npomsiHa Ha WHTepBana
mexay oTaenHuTe
annukaunm

AKO HMBOTO Ha
xemorno6uHa npoabLnxasa
Aa ce ysenuyasa,
neyeHmeTo TpbBa Aa ce
NPeKLCHe, AOKATO HUBOTO Ha
XemornoBuHa 3anouHe Aa
Hamansisa, Kato 8 To3u
MOMEHT TepanwsiTa Tpsibea
Aa ce nopHoBM ¢ Ao3a ¢ 26%
No-HMCKa OT NpeAnWHaTa
npunarana nosa.

Ipu Heobxodumocm om 03U Had npenopsYsaHume credea da ce UACHU NPUYUHAMA 38 MOSULIEHAMA HyXOa (MHMepKYPEHMHU UHGeKUL,
@b3nanumenHu unu mpaeMamuyHu enu3odu, OKynmHa 3azyba Ha KDbE, XeMOnu3a, MexKa UHMOKCUKAaUUs C amyMuHul, Chrbmemeauu
xemamornozuyHu 3abonsieanus unu ¢ubpo3a Ha KOCMHUSI MO3bK). AKO Ce U3K/IOYam 8CUMKU CMOMEHEMU CbCMOSIHUSI U NAUUEHNbM  NOyYu
6HE3AITHO NIOHUXEHUE Ha XEMOZIOBUHE, CELP3AHO C PeMUKYTIOUUMONEHUS U aHMUEPUMPONOBMUHOSY aHmumena, mpsiééa 0a ce uma npedsud
u3CnIeGeaHe Ha KOCMHUS MOSbK 3a Hanudyue Ha YuCma annasus Ha depeeHume KpbeHu Kknemku (YAYKK). B cnyvai e Gbde
OGuaerocmuyupana YAYKK, nevenuemo mpsbea da ce npeycmaxosu U fekapsm, HasHawun nevexuemo cnedsa da yeedomsea MAJT no peda
Ha yn. 183 om 3/1MXM.

&
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Ho3uposka Ha cpedcmeama, npunazaxu NPU 6MOPUYeH xunepnapamupeoudu3sbm npu nayuenmu c X6H e
npeduanu3eH nepuod

Tabn. 2
INN DDD KOPUrMPAHE
CALCITRIOL 1 mcg 0.25-0.5 mcg
PARICALCITOL 2meg 1 mcg
3. MPOCNEAABAHE
Ta6n.3 — KAPTA 3A HAYAIO U NPOCNEASABAHE HA NEYEHWETO HA 330/1 C XEH
MECEL
MOKA3ATEN 0 3 6 +3 +6
Tenecna maca B X X X
Prct X
'APTEpUanHO KpLBHO HanAraHe BE3 X X X X
TIKK (XeMOrnoBH, XeMaTOKpWT, EpUTPOLMTH X X X X X
CepyMmHO ¥ensao X X X X X
HCK X X X X X
TSAT X X X X X
KpeaTuHuH n Ypesi X X X X X
KpeaTuHuHoB KnMpBHCE (Mauucnes) - mi/ min X X X X X
Cepymen anGymny . X X X
Pocarn X X 53 X
CepymeH kanuuit X X X X
Ankanwa doccaraza X X X
IPTH X X X X X
ASAT/ALAT X X X

* - M3BLPLLEA C& Ha BCeKM 3 Meceua;
** - MSBHPLUBA Ce HA BCEKN 6 MeceUa

Il. OBLUU U3UCKBAHUA

1. Bb3pacToBaTa rpaHuLa Ce M3YMUCNSBA B HABBPLUEHM FOAVHY - T.€. BKIIOYATENHO KbM JaTata Ha u3aaBaHe Ha NpoTokona ot
cneuvanuavpasara KoMucus.

2. MNpy HasHa4aBaHe Ha Tepanus No NPOTOKON 3aAbIVKUTENHO Ce CboBpa3sBaT BL3PACTOBUTE OIPAHUYEHNS, CINACHO KpaTkata
XapakTepucTuka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 31MXM.

3. H30K He 3annalya neyenve C 403N Haj MaKCMaIHO PaspeLLEeHnTe No KpaTka XapakTepucTuka Ha NPoAyKTa.

4. H30K He 3annalya neveHve u3BbH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTa xapakTepucTika Ha npoaykTa.

5. B cnyyait Ha HacTbNUNa NOAO3VPaHa HeXenaHa nekapcTBeHa peakuws, nekapst ysepomsisa MASl no peaa Ha un. 183 ot
3NMNXM. Konve oT cbobLueHneTo ce npunara KbM MeAULIMHCKATa AokyMeHTaums Ha 330J1 npu kaHAMAATCTBAHE 3a NeveHue.

6. NPU CMELMANUCTA, cwbrn. un. 1486, 1. 1 ot HPA 2011 r. (06H. 8 1B 6p. 3 o1 11.01.2011 r.), Ha 33071, Ha KouTo ca
n3nasBaHW NPOTOKONM NO peAa Ha HacTOAWMTE M3UCKBaHWs, crneasa aa ce npunaraTt BCUYKK ueoﬁxo.qleu AOKYMEHTH
Karo: ﬂMGyﬂaTOpHVITe NUCTOBE OT M3BbPLUEHUTE Nperneaun, BTOPUAT eK3emMnnsp OT U3aafeHUTe NPOTOKONM, KONUA OT enukpuan,
©eKCNepTHN CTaHOoBULLA U ApYrU NOKYMEHTU, KOUTO Ca OCHOBaHWE 3a U3jaBaHe Ha NPOTOKON, BCUMKN M3UCKBALUW Ce W3CNeABaHus,
Konue OT npunoxexue 1 Ha HacToALWMTE M3NCKBAHMA MOMBIIHEHO NO CbOTBETHATa TOYKa, NOANUCAHO OT cneuvanucTa, usgan
npotokona.

Hacmosiwume usuckearus ca paspabomeHu Ha ocroeaHue 4n. 54 u un. 55, m. 2 om HP/A 3a meduyuxckume OeiiHocmu 2011
200una (06H. & [B 6p. 3/11.01.2011 2.). u enu3am e cuna om 01 dekemepu 2011 2., cbenacHo yn. 10 Ha Haped6a Ne 10 om 24
mapm 2009 2. 3a ycnosusma u peda 3a 3annawjaHe Ha nekapcmeeHu npodykmu no yn. 262, an. 4, m. 1 om 3akoHa 3a
nexapcmeerume npodykmu & XymaHHama MeouUUHa, Ha MeOUUUHCKU U30enus U Ha OUeMUYHU XpaHU 3a CreyuanHu MeOUUUHCKU
uenu (06H. B, 6p. 24 om 2009 e.)

F 5% WM3MICKBAHMA HA H3OK 3A NIEYEHVE HA EONHM C XPOHUYHA BbEPEYHA HEAOCTATBUYHOCT B NPEAVATMSEH MEPUOA 9
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AEKNAPALUSA 3A UHOOPMUPAHO CBIMTIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOAB/IKABAHE HA
NEYEHMWETO C NEKAPCTBEHUWA NPOAYKT

A3 ponynoanucanusT/aTa ....

Cnej kaTto Ce 3anosHax C usnata MW npeaocTaseHa WHAOPMALMA W LENTa Ha  fIeYEHWETO C MeKapCTBEHMs
NpOAYKT...
noCTaBeHNTE OT MEH BLNPOCH, Aeknapupam ye:

. W CrieA KaTo nonyuux u34epnatenHu oTroBopu Ha

1. Lle cnassam npenopbyaHaTa M1 Cxema Ha JIeYeHNe U NEPUONHOCT Ha KOHTPONHUTE Nperneau.

2. PepoBHo Wwe ce sBsABaM Ha KOHTPOMHW MPernean u HAMa Aa NPOMEHSM CaMOBOMHO WNM MOA APYro BHylieHne
HagHaueHaTa M1 Tepanus.

3. Mpy npeycTaHoBsiBaHE Ha NEYEHNETO MO MPUYMHK, HENPOU3TUYALLYM OT PeLeHneTo Ha Komucusita 3a ekcnepTinan 8 P3OK
winu Komucusta no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuyHus cv nekap u P3OK, u we sbpHa B P3OK
oCAeAHus MPOTOKOA, N0 KOWTO CbM NONy4aBan/a NekapcTBeHNs NPOAYKT.

4. Tlpu HecnaseaHe Ha MOCOYEHMTE YCTIOBWS NIEYEHVETO MU C YNOMEHATUs NeKapCTBEH NPOAYKT Lie 6bae npekpaTeHo u
HAMa Aa umam npeteHumn kbMm H3O0K.

5. He nposexaam AnanuaHo neyeHne B HACTOALNS MOMEHT.

[Meknapartop:....

(vme, npeaume u hamunus)

IR .....ocossvsmemmssnssssmmsnsnsinsss
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