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NPUNOXEHUE 3

AEKNAPALIUA 3A UHOOPMUPAHO CbIMACUE C USUCKBAHUATA 3A 3AMOYBAHE/
NPOABIMKABAHE HA NIEYEHUETO C NEKAPCTBEHUSA NPOOYKT

A3 ponynognucanusit/ata ...

Cnen kato ce 3anosHax C uanata Mu NpeaocTaBeHa MHGOpMauus W LenTa Ha NeyeHneTo C NekapeTBeHus
LTIVIS NSRRI W crnea kato nonyuux usyepnarenHu
OTroBOPY Ha NOCTABEHNTE OT MEH BLNPOCH, JeKnapupam ye:
1. llle cnassam npenopbyaHaTa My Cxema Ha NeYeHne 1 NEepUOANYHOCT Ha KOHTPOHUTE Nperneau.
2. PefoBHO Le Ce ABSBaM Ha KOHTPOIHYN MPErNEAN U HAMA 1a NPOMEHSIM CaMOBOSTHO UAM NOA [ipyro BHyLLeHue
HasHayeHaTa My Tepanus.
3. Mpn npeycTaHossBaHe Ha NEYEHUETO MO MPUYMHM, HEMPOUSTUHALLM OT pelleHMeTo Ha Komucusita 3a
ekcneptusn B P3OK n/mnu KomucusTa no yn. 78, 1.2 ot 330, we yBeaoms He3abaBHO NUYHUS Ci nekap u
P3OK v we BbpHa B P3OK nocneaHnsi NPOTOKON, N0 KOIWTO CbM Nofy4aBan/a nekapcTeeHust nNpoAyKT.
4. Tpu HecnassaHe Ha MOCOYEHUTE YCNOBUS NEYEHUETO MU C YNOMEHaTWs NekapCTBEH MpoAykT wie 6bae
NpeKkpaTeHo 1 Hama aa umam npeteHuun keM H30K.
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U3UCKBAHUSA HA H30K MPU U3OABAHE HA MPOTOKOJU 3A NEYEHUE HA NALIMEHTU
C MAUONATUYHA BENOAPOBHA ®UBPO3A

MpoTokonbT ce W3aasa OT cneuuanuavMpaHa KOMUCUSA B ne4eGHM 3aBefeHUsi 3a GOMHMYHA MOMOL, CKMIOYUNU
norosop ¢ H30K. CneunanusupaHute KOMUCUM Ce Cb3aaBaT CbC 3anoBeA Ha AUPEKTOPA Ha CEAHUTE YHUBEPCUTETCKM
neyebHn 3aseaenus: MBAJIBE "Cseta Codms" - rp. Cocms, YMBAN ,Ceetn eopru - rp. Mnosaue, YMBAN ,Ceeta
Mapuna” - rp. BapHa, BMA - rp. Cocus, YMBAN [-p . CtpaHcku“ - rp. MneseH. B cneuvanuavpaHute Komucum ca
BKIIOYEHU CNELManmcTy € KOA Ha cneuuanHocT: 19 - nHeBMonorvs u ptuanaTpus.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKOJUTE

MpoTokonu 3a 3ano4BaHe Ha neveHue

= llonbnHeHO M noanucaHo npunoxeHue 1 — NUCT 3a onpeaensHe Ha
Cneunanusupana > KpuTEpUMTE (MO T.A) C BCUUK HEOBXOAMMM U3CTIEABaHNS
KOMUCHS = MeAuuMHCKa AOKYMEHTALMS!, BKNIOYBALLA AAAHHW OT aHamHesaTa, cTaTyca u
NpeaxoxaaLyo neveHne
v = PeuweHne Ha cneuuanuaMpaHa KOMMUCHUSI C iCHa MeAMLMHCKA MOTUBALMS
3a 3anoysaHe Ha TepanusTa (MOOMUCAHO OM 6CUYKU uYiieHose Ha
MocTosiHeH ekcnepTeH
CERET creyuanusupaHama KoMUcusi)
* ‘“Mpotokon 3a npeanucBaHe Ha nekapcTsa, 3annawaqu ot H30K/P30OK™ —
06p. M3-H30K
4
Komwucus no un. 78, 1.2 5| 3aBepka Ha npoTokona
o1 330 B LY Ha H30K B P30K

* CtaHoBuLWe OT NoCTosHEH ekcriepTeH cbieT (MEC) ce usaasa cnea PeleHne Ha cneuManuanpaHa KoMUcKs.
CucrasbT Ha MEC ce onpeaensi oT HaumMoHanHuTe KOHCYNTaHTU No nHeBMonorusi u (htuanatpus u Mpeaceaatens
Ha bwarapckoto Apyxectso no GenoapobHu Gonectu M BKMKOYBA CMELMANUCTM MO NHEBMOMOTUS U hTU3NATPMS,
obpasHa anarHocTvka 1 obLua 1 KNUHUYHA NaToNorus.

MpoTokonu 3a npoabmkaBaHe Ha ne4YeHue

= [lonbnHeHo u noanucaHo npunoxeHnue 1 — NUCT 3a onpeaensHe Ha
kputepuute (no 1.6) ¢ Bcuukn Heobxoaumu nscneasaqus
* MeauunHcka nokyMeHTaumMs, BKIOYBAlLA AaHHU OT aHamHesaTta, cTatyca

1 ehekT OT NPOBEXAAHOTO NeyeHre
Cneuvanusnpana *  PeweHue Ha cneuManu3Mpasa KOMUCHS C SICHa MeAULIMHCKa MOTUBALS 33
komucus npoabMXaBaHe Ha TepanusTa (3agbiKUTENHo ce oTOEens3ea nunca Ha

V3KNIOYBaLWM  KpUTepuu  (MoOnucaHo  OmM  BCUYKU — YIeHO8e  Ha
creyuanuaupaHama KoMucus)
/ * ‘MpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawann ot H30K/P30OK” —

06p. M3-H30K
Komucus no un. 78, 1.2 3aBepka Ha npoTokona
o1 330 B LY Ha H30K » 8 P30K

I. OBLLM NONOXEHUA

1. 30N nopasa noarotsenute pokymeHT B P3OK, Ha TepuTopusiTa Ha KOSITO e Hanpasuno u36op Ha OMJI.
[lokymeHTUTe BKNOYBAT:

1.1. 3asBnenue 1o [upektopa Ha P3OK.

1.2. MonbnHeHo 1 noanucaHo npunoxexue 1. Monbhea ce N0 CLOTBETHATA TOUKA M Ce npunara otpaseHata B Lucpos
VHAEKC MeAaNLIMHCKa IOKYMEHTauuns, yaoCcToBepsiBallia BCEKU €AUH OT KpUTepumTe.

1.3. MbnHuaT HaGop uscneasanus (husmkantu, VHCTpYMeHTanHu n nabopaTtopHu), 0TpaseH B Npunoxexue 2.

1.4. ‘NMpotokon 3a npeanucBaHe Ha nekapcTsBa, 3annawaHu or H3OK/P30K' — 06p. M3-H3OK, uspnageH ot
cneunanusupata komucus. Mpunara ce opuruHan Ha NpoTokona, a Npu KaHAWAATCTBaHe 3a NPOAbKABAHE Ha TepanusiTa
Ce npeAcTaBs opuruHan Ha npeaxoaHus NnpoTokon ¢ OTpa3eHn BCUYKM HA3HaYeHUs no Hero.

1.5. Pewenue Ha cneunanuanpaHa KOMUCHA OT NeUYeBHO 3aBEAEHNE — U3NbIHUTEN Ha AmbynatopHa npoueaypa Ne 38
,,Onpenenﬂne Ha nnaH Ha nevyeHue wu npocneasisaHe Ha TepaneBTUYHUSA OTroBOp Mpu nNauyueHTn, nonyyasawm
CKbNoCTpyBalM NekapcTBeHN NPOAYKTY No peaa Ha un. 78, an. 2 330 - 6n. M3-H30K Ne 13

1.6. fleknapauus 3a uHopMupaHo cbrnacue no obpasel| (npunoxeHue 3)

2. P30K npuema nokyMeHTUTe Nno Touka 1 cnes cnpaeka OTHOCHO 3ApaBHOOCUrypUTenHus ctatyc Ha 30/1.

3. MbpBUAT M BCeku crieaBaly NPOTOKON Ce U3AaBaT 3a nepuopa ao 180 axu.

VI3I/ICKBAH|‘/1.H HA H30K MPU NIEYEHUE HA UANOMATUYHA BENIOIPOBHA ®UEPO3A B U3BBHEONHUUHATA MOMOI 1 2
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NPUNOXEHMUE 1A

NACT 3A ONPERENAHE HA KPUTEPUMTE NPU 3AMOYBAHE HA NEYEHUE NPY NALMEHTU C UOWOMNATUYHA
BENOAPOBHA ®UEPO3A

Hve: [ [ [ [ [ [ [ [ [ T[]

3abenexka: Meduyurckama OGOKyMeHmayusi, ydocmosepsiealla 6CeKu om KpUMepuume € fMocodena uughpa 8 UHOEKC U 3adbIKUMENHO
npudpyxaea HaCMOSAWOMO NPUIIONKEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA NIEYEHUE (3aabmKkuTenHu ca BCUYKM KpUTEpUM)

Ne | MKE J84.1

KnunuyHa amariosa UB®
* Bb3pacT Haa 50 roavHW, (aHamHesa 3a TIOTIOHOMYLLIEHe, eKCMIO3ULMSt Ha NPOECUOHANHU BPESHOCTH,
nekapcrsa)
*  HeoBsCHMMa XpOHNYHa ANCTHEs NPy ycunive, 3aabnboyasalla ce ¢ BpemMeTo
*  HenpoayKTMBHA Kalunuua, HENoBnMsBaLLa ce oT 0614aNHUTE aHTUTYCUBHM MeanKaMeHTy
*  npoab/mkuTenHocT Ha Gonectra Hag 3 meceua

®uaukanHo uscnensaHe ':
2 ®  KbCHM WHCNMPATOPHU KpenuTauum Tun velcro* B 6enoapoGHUTE 0CHOBK
*=  BapabaHHu NPbCTU /KbCeH cUMNTOM/

PecTpukTuseH cuHapom Ha BeHTUNATOpHa HeaocTaTbyHocT - ®BK mexay 50 - 80% "2

HamaneH andysen kanauutet Ha 6enus Apo6 3a BbrnepoaeH okeua (DLKO): 30-79% 2
PeHTreHorpacus Ha 6sn apo6 °

HRCT /komnioTbpHa ToMorpadmsi ¢ BUCOKa pe3omiouus

CreneH Ha aucnnesi no MMRC ckana

Jlunca Ha uskniouBawm kputepum no 7. B 3

| IN[O(O| S| w

! MeauuMHCKa IOKyMEHTaLMS - €enukpuan ¢ Homep Ha U3 oT cneunanusnpaHo ne4ebHo 3aBefeHre, NOTBbPKAABALUM KpUTEPUNTE;
? nonbnHeHa TaGnMUA 2 OT NPUNoXeHMe 2 1 opurMHanHu 6naxkv Unu 3aBepeHn Konus oT nabopaTopHu u3crneasaHns.
VscnensauusTa cneasa aa 6baat nposesienu B nabopatopus, ckniounna aorosop ¢ H30K/P3OK. 3a AaBHOCT Ha U3crieasaHusTa
ce npuemMa Cpok OT He MoBeye OT 1 meceLl npeay NoJaBaHeTo Ha AOKYMEHTUTE B CboTBETHaTa P3OK.

® OpUrMHanHU (ULIOBE C NncMeHa VHTepnpeTaums Ha u3MeHeHusTa OT cneumanuct no obpasHa guarHocTuka. MacneasavusTa
creasa Aa 6bAaT ocbliecTBeHu B nabopatopusi 3a o6pa3Ha AuarHocTuka, ckiounna aorosop ¢ H30K/P3OK. 3a gaBHocT Ha
13CneaBaHeTo ce Npuema Cpok OT He NoBeYe oT 6 MeceLia Npeau NOAABAHETO Ha AOKYMEHTUTE B CboTBeTHaTa P3OK.

npeAcTaBs ce NoNbIiHEHa ckana C OLeHKa Ha CTerneHTa Ha AUCTHes

YAOCTOBEPABA Ce C MOANUCH Ha YNEHOBETE Ha KoMucuaTa B NpUnoxeHne 1A Ha HAaCTOSALMTE MBUCKBAHMUS, KOWTO A0Ka3BaT
nuncara Ha U3KIYBaLLM KpUTEpUM OT Touka B

OtroBaps Ha KpuTepunie saa fievenmMec - Lol BAOHEBHano3a ...................

W3UCKBAHUA HA H3OK MPU IEYEHUE HA UOVOMNATUYHA BENOAPOBHA ®UBP0O3A B U3BBLHEONMHUYHATA NOMOLI -5
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NPUNOXEHWE 1B

JIUCT 3A ONPELENAHE HA KPUTEPUUTE MPU NPOABLINKABAHE HA JIEYEHUETO NPU NALMEHTU C
WAUONATUYHA BENOJPOBHA ®UEPO3A

Ume: ErH

3abenexka: MeouyuHcKkama OOKyMeHmauusi, y0ocmosepsieausa 6ceku OM KPUMEPUUME € M0COYeHa C LUpPa & UHOEKC U 3a0bmKUMenHo
npudpyxasa HaCMOAUW,0MO NPUIOXKEHUE.

5. KPUTEPUU 3A NPOABLIMKABAHE HA NNEYEHUETO/EQEKTUBHOCT OT IEYEHUETO (3aABLrmKkuTenHu ca BCUKm
KpuUTepuu)

Ne | MKB J84.1

1 Dopcupan BuTaneH kanauutet (PBK) > 50% "2

2 | Oudbysen kanauuteT Ha 6enus apo6 3a BLrnepogeH okeua (DLKO) 30-79% ™2

3 CreneH Ha avcnHes no MMRC ckana °

4 Jlunca Ha u3sknioyBawm kputepum no 1. B 2

MEAULMHCKa AOKyMEHTaLWS - eNiKpU3u C Homep Ha M3 oT cneumannampaHo ne4yebHo 3aBeaeHune, NOTBbPXKAABALLM KpUTEpUNTE;

nonbiHeHa Tabnuua 2 OT NPUNOXeHMe 2 W OpUrMHANHK GnaHkM WnM 3aBEpeHW Konus OT NabopaTopHU W3creaBaHus.
M3cnensanusta cneasa Aa 6vaat nposeaeHu B naGopartopus, ckniounna aorosop ¢ H3OK/P3OK. 3a 4aBHOCT Ha u3cneasaHusita
Ce npuema CpoK OT He roBeye oT 1 MeceL| npean NOAABAHETO Ha AOKYMEHTUTE B CboTBeTHaTa P3OK.

npeacTass ce NONb/IHEHa ckana C OLeHKa Ha CTENeHTa Ha AucnHes

yAoCTOBEpSBa Ce C MOANMUCHU Ha YNeHOBeTe Ha KOMUCUSATA B NpunoxeHue 1A Ha HacTosLMTe UINCKBAHUS, KOUTO AOKa3BaT
nMncarta Ha U3KITIYBaLYM KpUTEPUM OT Touka B

B. U3KIIOYBALLU KPUTEPUU

Texko 6L6peyHo yBpexaaHe (eGFR < 30 ml/min/1,73 m2)

YMEpEHO 1 TexXKo YepHOAPOBHO yBpexaaHe

CBCTOSHMSA C BUCOK CBPAGYHO-CB/OB PUCK — CTEHOKAPANS,, MUOKapAEH MHAhapKT
CucTosiHus cnep, MO3BYEH UHCYNT

CBPBLXHYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO MM KbM HAKOE OT NOMOLLHUTE BELLECTBa
Jlunca Ha edekT ot Tepanusita (PBK < 30%, MMRC)

P @ 0

OtroBaps Ha KPUTEPUUTESROHERNE & = =, i BAHEBHa Oo3a ...................
cneyuanuaupaHa kKomucus

z ]
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NPUMOXEHME 2

Il. NEYEBHO-ANATHOCTUYEH ANTTOPUTBM

1. JIEKAPCTBEHW MNPOAYKTW, Bkniouenwn B Mpunoxewme 1 Ha MNIC, kouto H3OK 3annawa B cLOTBETCTBME C
AeiCTBaWMUTe HOPMATUBHMN [JOKYMEHTH.

Tabnuua 1
INN MKB [lo3a u HauuH Ha npunoxexue 3a 30J1 Hag 18 roanHn
150 mg AByKpaTHO AHEBHO UMK
NINTEDANIB Jgd.1 100 mg ABYKpaTHO AHEBHO NpU HEOBXOAMMOCT OT HaMansiBaHe Ha fo3aTa
PIRFENIDONE 1841 249

2. NPOCNEAABAHE:

[ MME: leew T JTTTTTTTT]

Tabnuua 2
WU3CNEABAHUSA U3XO4HU HA BCEKU 6 MECELLA
CRP (C - peakTBeH npoTeunH)

CYE

MKK/OKK

ACAT

ANAT

T

Bunupybun — oy u anpekTeH

Ypes

KpeaTuhux

KpeaTuHWHOB KIMPBHC

dopcupaH suTaneH kanauyutet (GBK)

OudpyseH kanauuTeT Ha 6enus Apob 3a BbriepoaeH okeuna (DLKO)
CreneH Ha aucntes no MMRC ckana

PentreHorpadus Ha 6sn apo6

HRCT /komnioTbpHa TOMOrpadus ¢ BUCOka pesonioLus

" 3aALIKUTENHO Ce NPeACTaBs NOMBLITHeHa C Pe3yrnTaTuTe OT U3CneABaHUsTa TabNULA 2 Ha NPUIOKEHUE 2, BKNIOYBALLA U NPEAXOAHNTE
U3CNEABaHUA W Ce NpUnaraT OPUrMHANHW GnaHku N 3asepeHn Konus OT NaGopaTopHW M3CMEABAHUS (MPU HanWuue Ha XOCTUTAnNM3aLUs C
A2BHOCT 40 1 Mecel A0 M3AaBaHE Ha NPOTOKONA Ce Npunara 3aBepeHo Konue oT enukpusa ¢ Homep U3).

ANRNANENENANENENENENANANAN

SN ANENANENENANEN ENENENENVEN RN RN

lll. OBLLUWX UBNCKBAHUSA

1. Bw3pacToBata rpaHuua ce M3YMCNsiBa B HABBPLUEHN TOANHY - T.€. BKIIOYUTENHO KbM AaTaTa Ha u3aasaHe Ha npoTokona ot
cneumanuaupaHara KoMUCUs.

2. Mpu HasHauaBaHe Ha Tepanus Mo MPOTOKON 3aABLIKUTENHO Ce CbOBPAa3ABAT BL3PACTOBUTE OFPAHUYEHUS ChINACHO KpaTkata
XapakTepucTika Ha CbOTBETHWS NekapcTBEeH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H30K He 3annalya neveHue 3BbH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkata XapakTepucTuka Ha NpoaykTa.

4. H30K He 3annawa neyenue ¢ 4031 HaJ MaKCMManHO paspeLLeHITe o KpaTka XapaKkTepucTuka Ha npoayKTa.

5. B cnyyait Ha HacTbNuna Nojo3vpaHa HeXenaHa nekapcTBeHa peakuwsi, nekapsit ysegomsisa VAN no peaa Ha un. 184 ot
3JIMXM. Konune oT cbobLyeHneTo ce npunara KbM MeguULMHCKaTa AokymeHTaums Ha 30J1 npu kaHAuAATCTBaHE 3a NeYeHue.

6. CMELIMATIUBUPAHATA KOMUCUS uspasa Pelenve cnes nposeaeHa Allp Ne 38 ,OnpegensiHe Ha nnaH Ha nedexve u
npocnensisaHe Ha TepaneBTMYHNS OTIOBOP NPY NALMEHTH, NONyyaBaly CKLMNOCTPYBALUW NeKapCTBEeHN NPOAYKTM Mo peaa Ha us. 78,
T. 2 330" Ha ocHosaHue un. 53 u un. 303 oT HauuoHaneH pamkos AOroBOP 33 MEAWLMHCKUTE AenHOoCTM Mexay HauvoHanwata
3ApaBHOOCUTYpUTENHa kaca u benrapcku nexapcku cbios 3a 2018r. (o6H., [1B, 6p. 28 oT 29.03.2018 1.) u npepoctaseHa ot 30J1
MeaULMHCKa AoKyMeHTaums. CneuuwanuavpaHata KOMUCUSI CbXpaHsiBa eAMH eK3eMnnsip oT PelueHneto, CbXpaHsiBa BTOpY
EK3EMNNAP Ha NPOTOKONa, BCUYKM HEOOXOAMMU AOKYMEHTM 33 M3aBaHeTo My W KOMWE OT NPUNIOXeHMe 1 Ha HacToswuTe
VM3MCKBAHWS, MOMBIHEHO MO CbOTBETHATa TOYKA M NOANMCAHO OT YNIEHOBETE Ha CeUManManpaHaTa KOMUCHS.

Hacmoswume usuckeausi ca paspabomenu Ha ocHoeaHue un. 58 om Hauuoranen pamkoe 002060p 3a MeduyuHckume
OeliHocmu mexdy HayuoxanHama 30pasHoocuzypumenHa kaca u bwneapcku nekapcku cbio3 3a 20182. (06H., B, 6p. 28 om
29.03.2018 2.)
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