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HEQOCTATBYHOCT B NMPEANANU3EH NEPUOA C HUCKOBENTBbYHA ANETA U KETOAHAIIO3U HA
ECEHUMANHUTE AMUHOKUCENWHN

MpoToKONbT Ce M3aaBa OT cneuuanuaMpaHa KOMUCUS B neveGHO 3aBeaeHue 3a GONHWUYHA NOMOLY, CKIHOYUIO
nporosop ¢ H30K. CneuuanuaupaHnute KOMUCUK Ce Cb3faBaT CbC 3anoBe/ Ha AupekTopa Ha neyebHoTo 3aseaenve (J13) - B
YHuBepcuteTcku 6onHuum u O6nactHu 6onHuum.

I.  PE[ 3A 3ABEPSIBAHE HA MPOTOKOJNUTE

MpoTtokonu 3a:
= 3anoyBaHe M NpoAbINKaBaHe Ha NeYeHneTo

= [onbnHeHO W MOANUCAHO npunoxenue 1 - No CbOTBETHATa TOYKA C

CNELMAITU3NPAHA NPUNOXKEHN BCUUKM HEOBXOAVMN MEANLIMHCKM [OKYMEHTH

KOMUCKA —® | = AM6ynaTtopeH NUCT OT MOCNEAHWS NPErnes C NPUNOKEHU BCUYKM
HeobXxoanMM nokasaTtenu 1 N3cneaBaHns no NpunoxeHue 2

»  EKCNepTHO CTaHOBMLLE C fiCHa MeANLIMHCKA apryMeHTaums

= ‘[poTokon 3a npeanuceaxe Ha nekapcrea, sannawaxu ot H3OK/P30OK” —

/ 06p. M3-H30K (nognucea ce OT YneHoBeTe Ha KomucusTa)

Komucus no un. 78, 1. 2 ot 3aBepka Ha npoTokona B
330 B LIY Ha H30K = P30K

Il.  OBLUW NONOXEHUA

1. 30/1 nopasa nogroteenute AokymeHTH B P30OK, Ha TeputopusiTa Ha KosiTO e Hanpasuno uabop Ha OMNJl. lokymeHTuTe
BKIIOYBAT:

1.1 3asiBnenue Ao [lupekropa Ha P3OK.

1.2 MonbnHeHo U NOANMCAHO npunoxexue 1, Monbnea ce N0 CLOTBETHATA TOUKA U CE Mpunara oTpaseHara B LNGPOB UHAEKC
MeAULMHCKa A0KYMEHTaLUMs!, YAOCTOBEPSBALLA BCEKU e1H OT KpUTepUUTe.

1.3 EKcnepTHO CTaHoBMWe, koeTo TpsbBa Aa CbAbpKa MOMbAHEHA KapTa 3a npocneassaHe Ha nabopartopHute U
aHTPONOMETPUYHM NokasaTenu B XoAa Ha neveHneto (tabnuua 1 B npunoxexue 2).

1.4 MbnuuaT Habop nacneaBaHns (hUsnKanHu, MHCTPYMEHTanHN U nabopaTopHu), OTpaseH B NpUnoxeHue 2 — NpeacTaBssT ce
opuruHanurte Ha naGopaTopHuTe GnaHku UnNu 3aBepeHn Konus.

1.5 “MNpotokon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H3OK/P3OK' - obp. M3-H3OK, wspnapeH ot nekaps
cneuvanuct. NpOTOKONbT 3aAbLIKUTENHO CE MOANMCBA OT BCUYKM YNEHOBE Ha cneuvanusupaHata komucws. [Npunara ce
OpurMHan Ha NpoToKona, a Mpu KaHAujaTCTBaHe 3a NPOoAbIKAaBaHe Ha TepanuaTa ce NpeAcTaBs U OpUrMHan Ha NpeaxoaHvs
NPOTOKON C OTPA3EHU BCUUKM HA3HAYEHUSI NO HEero.

1.6 [leknapaums 3a uHchopMUpaHo cbrnacue no obpasel (npunoxexue 3)

1.7 [leknapauus ot nexkyBalms Hepornor Unn oT NMYHUS NeKap, Ye NauueHTa He NPOBeXAa ANANU3HO neveHue.

2. P30K npuema AoKymeHTUTE NO T. 1 cnep cnpaska OTHOCHO 34PaBHOOCUIYpUTeNnHua ctatyc Ha 30/,

3. [lo nonyyaBaHe Ha peweHue ot komucusaTta B LIY Ha H30K 30/1 npoabmkasa neyeHue ¢ nekapcTseH/M npoaykt/u, ¢
KOMTO e NpoBeXaan fevyeHneTo 0 MOMEeHTa Ha nofaBaHe Ha mon6ata u AokymeHTute B P30OK.

NEPUO/A C HUCKOBENTBLYHA AMETA U KETOAHANO3WU HA ECEHUWANTHUTE AMUHOKUCENNHWA B U3BBHBONIHUYHATA MOMOLL - B cuna

% W3NCKBAHWUA HA H3OK NPU NPOBEXXAAHE HA NEYEHWE HA BONMHWU C XPOHWYHA BbLEPEYHA HEAOCTATBLYHOCT B NPEAUANIUSEH 2
ot 1 mapr 2014 ropuHa
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3abenexka: meduyuHckama OoKymMeHmauyusi, ydocmosepsiealya 6ceKu om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOBKC U 3adbmKUMenHo
npudpyxaea HaCMosIULOMO NPUIOKEHUE.

A. Kputepuu 3a 3anoyBaHe Ha neveHneTo (Heo6XoaAUMO e Hanuume Ha BCUUKWU KpUTepUK):

XBH B npeauanuien nepuoa cbobpasHo npuetata OT CBeTOBHaTa HedhponornyHa OBLUHOCT xapakTepucTuka 3a
1 XpoHu4Ho 6b6peyHo 3a60nﬂgane (XB3)  HerosaTa knacuukaums ¢ OTYETNUB Cnaj Ha rnomepynHata untpaums
- C cr (min) noa 25 mi/min '

2 Na6opaTophu nokasatenu, notebpxaasaim X6H - ypes, kpeatuHind Hag 350 pmol/l 5

3 | Junca Ha uakniouBawm kputepum no 7. B ¢

T noapobHa eTanHa enukpuaa ot Heponor, BkNoYBaLLa MH(OPMALMA 3a HAYanoTo U XOAA Ha 3aGONABAHETO, KAKTO W BCUUKM M3CNEABaHNS U
KOHCYNTaUWK; @HaMHECTUMHWTE W KNWHWYHM AaHHM moraT Aa Gwbaat otpaseHn W B enmkpusa ¢ NeW3 c pasHocT ao 1 meceu npeau
KaHauaaTcTBaHeTo. MpeAcTass ce OpuriHaneH (uw OT M3cnNeaBaHe Ha CePyMEeH KPeaTMHUH W KPeaTMHUHOB KIMPBLHC, M3YMUCHIeH Mo
copmynara Ha Cockcroft:

(140 - Bb3pacT) x TenecHa maca

CCF = mmmmmmrem e
0,815 x Cr umol/l (mbxe) unu: 0,96 x Cr umol/l (keHn)
? @KCNepTHO CTAHOBMWIE C ACHA MOTMBALVS 33 3aN0YBAHE HA NIEYEHUETO U NOMBLAHEHA KapTa 3 HAYano U NPOCNeAABAHE Ha NEYEHNETO Ha

nayuenta ¢ XBH B npeananuaeH nepnog — cbrnacHo Tabnuua 1 B npunoxenue 2. 3aabLINKMTENHO Ce BNUCBA B aKTyarnHo TenecHo terno!
* kpbBHa ypes, o6y cepymeH 6entik U anbymun, kanuuii u occatn B cepyma, AKC Ha opurnHanta 6naxka ot nabopatopus unu sasepeHo
Konue (MU HanuuMe Ha XOCNUTanu3auws ce NPeACTaBA enukpu3a OT CTaLMOHapHO NeYeHue C AaBHOCT He nosede oT 1 mecey A0 AataTa Ha
KaHAupaTCTBaHe)
* yAOCTOBEPABA CE C NOANWC Ha CNELMANICTa, KOTO & HAa3HaUUN NEYEHNETO B HACTOALIOTO NPUNOXeHNe
3abenexka: 3agbmkuTeNHO ce nonbnea U Tabnuua 1 B HACTOALIOTO NPUNOXKEHNE.

E . Kputepuu 3a npoabrkaBaHe Ha NeYeHUETO (3aAbLIDKUTENHN Ca BCUYKWU KPUTEPUK):

MoTBbLPAEHA OLEHKa Ha TepaneBTUYHaTa eheKTUBHOCT B NPeaXoXAaLIMs Nepuos |

Moeuwasake Ha C cr (min) Hag 25 mi/min °

Jlunca Ha cnag B HUBOTO Ha 0BLWMs 6enTbk n anbyMuH Noa pedepeHTHUTE rpaHnLmn ¥

flunca Ha xunepkanuuemusi °

Junca xunodocatemms ®

|l |B|WIN|=

HuckobenTbuHa aneta — 6enTLYHUAT Npuem He Tpsibea aa Hapeuwasa 0,6 g/kg/d, He noseye ot 40 g/ AHEBHO s

Jlnca Ha U3KNIoYBALLYN KPUTEPUN MO T. B 11 CTPaHMuHM peakumn *

TepanesTU4HaTa eheKTUBHOCT Ce 0TPa3siBa B EKCNePTHOTO CTAHOBMILE C KOMEHTAP Ha CNeAEeHUTe NoKa3aTenu, NONLNBA Ce KapTaTa 3a Havano
Y NPOCNeAABaHE Ha NeYeHNeTo Ha NauvenTa ¢ XBH 8 npeananvaeH nepuoa — Curnacto Tabnuua 1 8 npunoxenve 2

? opuruHaneH U OT M3CNeABaHe Ha CepyMeH KPeaTMHWH M KPeaTMHWHOB KNMPBLHC, W3YMCneH no dopmynata Ha Cockcroft (neko
TIOHUXeHUE 1opadu XunepghunmMpayus e 8b3IMOXHO CaMo & MbPeuMe Mpu Meceya)
* Ha opuruHanHa GnaHka OT NaGOPATOPUs WNW 3aBEPEHO KONMe (NPW HanMuMe Ha XOCMMTANM3AUMA, 3aALITKMTENHO Ce NpeacTaBs
©MUKPH3a OT CTAUMOHAPHO NEYeHMe C AABHOCT He noBee oT 1 Mec. Ao AaTaTa Ha KaHAUAATCTBakHe)

aKTyanHo TeniecHO Terno BnuCBa ce B Tabnuua 1 Ha HAacTOALIOTO NPUNOXEHWe, EKCKPEeUUst Ha ypes ¢ 24-4acoBa ypuHa - npunara ce
OpuUruHaneH duw ot NabopaTOPHO UICEABAHE WA 3aBEPEHO Konue

©yAOCTOBEPABA Ce C NOANUC Ha CMeLMAniCTa, KOITO @ Ha3HauMn NeYeHUeTo, B HACTOALLOTO NPUNOKeHVe

B. U3kniousawum Kputepun:

3abonseanus ¢ HapyleH MeTabonuabM Ha aMUHOKUCENVHM

Jlvya nop 18 roauHn

BpemeHnHocT

3anoysaHe Ha Auannu3Ho nevexne

Xunepkanuvemus

HekoonepaTUBHOCT OT cTpaHa Ha 60NHUs - HecnassaHe Ha ANETUMHUS PEXUM

Ekckpeuus Ha ypes ¢ ypuHata Haa 200 mmol/24 yaca npu npoab/mkaBaHe Ha NevyeHneTo

CToitHOCTM Ha KpbBHaTa ypes Haa 25 mmol/l npu oTHOCUTENHO CTabUnHN HUBA Ha KpeaTUHWHA U NPU Nunca Ha
APYrV NPUYUHW 3@ HENHOTO NOBULIABAHE: WHQEKLUWW, KOPTUKOCTEPOUAHO NEYEHWe WNW ApYrv NMPULuHU 3a
GenTbueH katabonuabm

9. [pekbcsaHe Ha TepanusTa no BUHa Ha GONHUA 3a NoBeYe OT TpU Meceua.

PP OVR DN S

OTroBaps Ha KpUTepUUTE 3a NneveHue ¢ B AHeBHa no3a
NOANMUC HA CNELMANMUCTAL. ........oooiiiiiiiiiiiiiiiiieeees

NEPUOA C HUCKOBENTbYHA ANETA U KETOAHANO3MU HA ECEHLIMATTHUTE AMUHOKUCENWNHN B U3BbHBONIHUYHATA NOMOLL - B cuna

% W3UCKBAHWSA HA H3OK MPU NPOBEXIAHE HA NNEYEHWE HA BONHN C XPOHWYHA EbBPEYHA HEAOCTATBYHOCT B NPEAVANW3EH 3
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|. NEYEBHO-AMATHOCTUYEH ANIFTOPUTBM NPU NEYEHUE C KETOAHANO3W HA ECEHLIMANTHUTE AMWHOKUCENWHWU

1. NEKAPCTBEHW NPOAYKTW, BknioveHun B Mpunokenne 1 Ha MNNC, kouto H3OK 3annawa B cnoTeBetcBue C
AeNcTBaLMTE HOPMATUBHU AOKYMEHTH.

2. IO3UPOBKA - cbrnacHo kpatkara xapakrepucruka
[loaupoBkaTa e WHAWBWAYANHO NPUroAeHa Cropes akTyanHoTo TenecHo Terno, TabneTkuTe ce npuemar uenu no speme Ha
XpaHeHe.

3. MPOCNEAABAHE

Ta6nuua 1 KAPTA 3A HAYAINO U NPOCNEASABAHE HA NEYEHUETO C KETOSTERIL
Mokasaren
Mecatl 0 3 6 +3* +6*

Prer —cm v v v v v
TenecHa maca - kg v v v v v
KpeatuHut — umol/l v v v v v
KpeaTuHUHOB KNMpbHC /uauncnen/ - mi/min v v v v v
Ypes — mmol/I* v v v v 7
CepymeH anbymux — g/l v v v v v
Kanuuit = mmol /| v v v v v
docatv — mmol /I v v v v v
EKcKkpeuvs Ha ypes ¢ ypuHata — mmol/24 4 < v v v v
AKC /cepymeH bukapBonar — mmol/l/ v v v

+3" - U3BBLPLUBA C Ha BCeKM 3 mecela
+6* - N3BBLPLIBA Ce Ha BCek 6 meceua
* 1031 nokasaTen ce uicneasa @xemeceuHo

lll. OBLUX UBUCKBAHUA

1. Bb3pacToBaTa rpaHuLa Ce M3YNCrsiBa B HABBLPLIEHN FOANHY - T.e. BKIIOYUTENHO KbM AdTaTta Ha u3jasaHe Ha npotokona ot
cneynanvapaHsara KoMucus.

2. Mpw Ha3HayaBaHe Ha Tepanus no MpOTOKON 3aAbMKUTENHO Ce CbobpassiBaT Bb3PACTOBUTE OrpaHNieHns, CbrnacHo kpatkara
xapaKTepucTUKa Ha CbOTBETHUA NekapCcTBEH NPOAYKT, yTBbpAeHa o peaa Ha 3/MNXM.

3. H30K He 3annalya neyeHne U3BbH ykazaHata Bb3pacToBa rpaHuLa B kpaTkata xapakTepucTika Ha npoaykTa.

4. H30K He 3annalua neyeHne ¢ A03u Hag MakCUManHo paspeLueHuTe Mo KpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyyalt Ha HacTbNWNa nojo3vpaHa Hexenaxa nekapcTeeHa peakuws, nekapsaTt yseaomssa WAN no pepa Ha un. 183 ot
3/MNXM. Konve oT cboBLIEHNETO Ce npunara KbM MeAnLMHcKkaTa AokyMmeHTaums Ha 30J1 npu kaHanaaTCTBaHe 3a nevyexue.

6. MPU CNELMANUCTA, cbrn. un. 158 B, 7. 1 ot HP[] 3a MeAuUMHCKUTE AEHHOCTN 2014 r. (06H. [1B 6p. 3 ot 10.01.2014 1.),
Ha 30J1, Ha KOMTO Ca M3AaBaHW NPOTOKOMW NO PeAa Ha HacTosWWTe W3UCKBaHWS, crieABa na ce npunarar BCWUUKW
Heo6XoaUMM AOKYMEHTU KaTto: ambynatopHuTe NUCTOBE OT M3BbPLIEHUTE Mperneau, BTOpUAT ek3emnnsp oT W3jaaeHuTe
NPOTOKONW, KOMWS OT ENUKPU3W, EKCMIEPTHI CTAHOBMIUA W APYrM AOKYMEHTH, KOUTO Ca OCHOBaHWe 3a M3fasaHe Ha npoTokon,
BCWUKM M3NCKBALW Ce M3CNEeABaHWs, KOMUEe OT MpUNoXeHue 1 Ha HacTOAWMWTe W3MCKBaHMA NOMBLIIHEHO NO ChOTBETHaTa
TOuKa, NOANNUCAHO OT CreunanicTa, usaan NpoTokona.

Hacmoswume u3uckeaHusi ca pa3paGomeHu Ha OCHosaHue 4. 56 om HauuowaneH pamkoe 002060p 3a MeOUUUHCKUME
deliHocmu 3a 2014 zoduHa (06H., [AB, 6p. 3 om 10.01.2014 2.) u enu3am e cuna om 1 mapm 2014 2., cbanacHo 4. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaHe Ha fekapcmeHu npodykmu no yn. 262, an. 6, m. 1. om
3akoHa 3a nekapcmeeHume npodykmu 6 XymaHHama MeouyuHa, Ha MeOUUUHCKU u3denus u OUemuYHU XpaHu 3a cneyuanu
MeduyuHcku uenu (06H., AB, 6p. 31 om 2007 2.).

NEPWO/ C HUCKOBENTBYHA IMETA U KETOAHANO3U HA ECEHLIMANHUTE AMUHOKUCENNHU B U3BBHBONHUYHATA MOMOLY - B cuna

% V3UCKBAHUA HA H30K NPU NPOBEXOAHE HA NEYEHWE HA BOMHW C XPOHWYHA BbBPEYHA HEAOCTATBYHOCT B NPEAVANUSEH 4
ot 1 mapt 2014 roguHa
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AEKNAPALUUA 3A UHOOPMUPAHO CbINTACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA
JNIEYEHUWETO C NEKAPCTBEHUA NPOAYKT

cnea kato ce 3ano3Hax C usnata Mu npejocTaBeHa MHoOpMauusi W LenTa Ha NeYeHWeTo C nekapcTBeHns
NPOAYKT R v ok s dibaissnacscassssnenssnsisnssssessrssnssasssnssssassasnso i W Crej Kato nony4ux uadepnartenHv OTroBopu Ha
nocTaBeHUTe OT MEH BBNPOCH, AeKnapupam ye:

1. LLle cnaseam npenopbyaHaTa M1 Cxema Ha neveHne U NepuoANYHOCT Ha KOHTPONHUTE Nperneau.

2. PepoBHO Wie ce sBSBaM Ha KOHTPOSHM Nperfean W HaMa fa MPOMEHSIM CaMOBOMHO UNU NoA APYro BHyLIeHue
HagHayeHaTa Mu Tepanus.

3. Tlpy npeycTaHoBsiBaHe Ha NIEYEHNETO NO MPUUMHU, HENPOUITUYALLW OT pelueHneTo Ha Komucusta sa ekcneptismn 8 P3OK
wmnn Komucusita no un. 78, 7.2 ot 330, we yseaoms HesabasHo nuunus cu nekap u P3OK, n we sbpHa 8 P30K
NOCNeAHNsi NPOTOKOM, NO KOWNTO CbM Nosy4Yapan/a NekapcTBeHUs NPOAYKT.

4. lpu HecnassaHe Ha NOCOYEHWUTE YCMOBUS NEYEHWETO MW C yNOMEHATWUs NeKapcTBeH NpoaykT we 6bae npekpateHo u
HAMa Aa umam npeTteHuun kbm H30K.

W3UCKBAHWA HA H3OK NPU NPOBEXAAHE HA NEYEHWUE HA BONIHU C XPOHWYHA ELEPEYHA HEAOCTATBYHOCT B NPEAVANNZEH &5
I'IE1PVIOIJ (z'iol‘mCKOEEﬂﬁ‘-IHA AVETA U KETOAHANO3WU HA ECEHUMANHUTE AMUHOKUCENWHW B U3BLHBEONHUYHATA NMOMOLL - & cuna
ot 1 mapt roauHa





