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MPU U3OABAHE HA MPOTOKOIM 3A NMPOBEXAAHE HA NIEYEHUE HA BOJIHU C XPOHUYHA
BbBEPEYHA HEAOCTATBYHOCT B NPEOVANU3EH NEPUOA

MpoTpKONBT Ce U3AaBa OT CNeUManuCTH ¢ koA Ha cneumantocT 11 (Hedpponorus) unu 53 (netcka Hechponorus u
xemopauanusa), paboteum no gorosop ¢ H30K unu ot cneuunanuaupara komucus B B3, cknioumno goroeop ¢

H30l

*. CneuuanuampaHuTe KOMMCUM Ce Cb3faBaT CbC 3anoBej Ha AupekTopa Ha nevebHoTo 3asepenve (/13) —

YMBAJ, MBAJ, CBAN, CEANAB, OKL, MU.

PE[] 3A 3ABEPSIBAHE HA NPOTOKONUTE

MpoTokonu 3a:

3anoyBaHe Ha NTeYeHUeTO C: aHTMaHeMUYHM NEKapCTBEHN NPOAYKTY, BEHO3EH Xerne3eH nekapcTeeH

npgayk, Calcitriol, Paricalcitol*

CMsIHa Ha eaVH NeKapCTBeH NPOAYKT C APy (3a aHTUaHEeMUYHUTE NekapcTBeHU NpoayKTH)
NpoMsiHa KbM NoBMLWABaHe Ha 403aTa (3a aHTMaHeMWYHITE NeKapCTBEeH NPOAYKTY)

= TMonbHEHO U NOANNCAHO NPUNOXeHKe 1 - NO CLOTBETHATA TOYKa C
NPUNOKEHU BCUYKM HEOBXOAUMMN MEANLIMHCKM A0KYMEHTH
Héchponor, ckmounn [ = AmbGynaTopeH NUCT OT NOCNEAHNA NPernes C NPUNOXEHN BCUUKM
Agrosop ¢ H30K HeobXxoiMu nokasaTenu 1 U3CNeABaHNs No NPUNoXeHue 2
= ‘“lMpoTokon 3a npeanuceaHe Ha nekapcTea, 3annauwaHsm ot
H30K/P30K" - 06p. M3-H30K
CHNEUMANU3NPAHA I * EKCnepTHO CTaHOBMLE** C ACHA MEAULIMHCKA MOTUBALMS
Komucusa = ‘lMpoTokon 3a npeanuceaHe Ha nekapcTea, sannawaxu ot
H30K/P30K" - 06p. M3-H30K (noanucea ce ot uneHoBeTe Ha
KomucusTa)
Komucus 3a ekcneptuau B __, | 3asepxananpotokona s
P30K P30K

aHT|

MpoTokonu 3a :

NPOALIKABAHE HA IEYEHNETO - Ge3 NPOMSsHA B IHEBHATA /1032 1 NPU HaMansiBaHe Ha AHeBHaTa /103a Ha
aHeMU4HUTe CpeacTBa
npoakIKaBaHe Ha NeYeHUeTo C BeHO3eH XeneseH nekapcTeeH npoaykT, Calcitriol, Paricalcitol*

= [NonbHeHo 1 NOANMCAHO NPUMOXeHMe 1 - N0 CLOTBETHATa TOYKa C
IPUNOXEHI BCUUKN HEOBXOANMM MEAMLMHCKM Z0KYMEHTI
Heghponor; cknioswn > *  AM6ynaTopeH NUCT OT NOCNEAHNs NPErnes C NPUNOXEHN BCHYKA
Agrosop ¢ H30K HEeoBXOAVMU NOKA3aTeNy 1 U3CNIeABaHNS N0 NPUIOXeH!e 2
= “MpoTokon 3a NpeanuceaHe Ha NekapcTea, 3annaiiaHn ot
H3OK/P30K" — 06p. M3-H30K
CIMNELUMANTU3UPAHA = EKcnepTHO cTaHOBUuWie** C icHa MeAULIMHCKa MOTUBaLVS
Komucus e = “lpoTokon 3a npeanuceaHe Ha nekapcTea, sannaiaxu ot
H30K/P30OK” — 06p. M3-H30K (noanucea ce oT uneHoseTe Ha
KomucusTa)
Komucus 3a ekcnepTusu B —» | 3aBepka Ha npotokona B
P30K P30K
* Mpompkonu 3a nevenue ¢ Paricalcitol ce usdasam camo om creyuanuaupanu komucuu Ha: YMBAST ,Anexcandpascka” — 2p. Cobus,
YMBAN| Lapuua VoakHa - UCYIT" - ap. Cogpusi, YMBAST ,Ce. Mean Puncku” — ep. Cogpusi, Y5 Jloseey’ — ep. Cogpus, YMBAI ,Ce.
Teopeu'|- 2p. Mnosdus, YMBAJT ,Cs. Mapura’ — zp. Bapra, YMBAIT ,I. Cmpancku” — zp. [Tnesen, YMBAIT — zp. Cmapa 3azopa, MEAJT
Kacneria” — zp. [1n080us, ¢ KOMUCUS C XaBUNUMUPaHO nuLe.
** Excrgpmromo cmanosutye Moxe da 6bde 06wo, npu neverue 3a 330J1 ¢ nosede om eduH NEKAPCMEEH MPOJYKM, Cbanacho
HECMORWUME USUCKEEHUS.

‘,‘l nan

KBAHUS HA H30K 3A IEYEHVE HA BOSIHW C XPOHWUYHA BbBPEYHA HEAOCTATBYHOCT B MPEAVANNEH NEPUO 2
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cneunanucr. nDOYDKOﬂ'bT 3a4bIMKUTENHO Ce NOANUCBA OT BCUYKM YNEHOBE Ha cneunanuavpaHaTa KoMUCUs. I'Ipnnara ce
OpufuHan Ha npoTokona, a Npu KaHAMAATCTBaHe 3a NPOAb/KaBaHe Ha TepanuaTa ce NPeAcTass U OpuriHan Ha
NPEeAxXoAHNA NPOTOKON C OTPA3eHN BCUYKWN Ha3HaYeHWUs Nno Hero.

1.5 flexnapauus 3a uHopMUpaHo cbrnacue no obpasel| (npunoxexue 3)

2. P30K npyema gokyMeHTUTE No T. 1 crief cnpaBKa OTHOCHO 3APaBHOOCUrypUTeNnHUs cTaTyc Ha 33011,

3. flo nony'

IBaHe Ha pelweHue ot komucuaTa B P30K 330/ npoabmkaBa neyeHue ¢ nekapcTeeH/u NpoayKT/u, ¢ KoUTo e

npoBexAan NevYeHneTo A0 MOMEHTa Ha nojaBaHe Ha Mon6ara u aokymenTute B8 P30K.

¥

<

V3UCKBAHWA HA H30K 3A NEYEHME HA BONHU C XPOHWYHA BbEPEYHA HEAOCTATBYHOCT B MPEAVANUSEH NEPUOA 3
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TINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NIEYEHUE HA XEH B MPEAWANU3EH

MEPWO[ CbC CPEACTBA CTUMYIIMPALLW EPUTPOMNOE3ATA C INN ERYTHROPOIETIN

Wme:

el [ o] [ [ o] [ 1:7

]

3abenexka: o

eduyuHckama O0OKyMeHmayusi, ydocmosepsieaula 8CeKU Om KpUMepULMe e MOCOYeHa C Uughpa € UHAEKC U 3a0BIKUMENHO

npudpyxaea HacMOAULOMO NPUNOKEHUE.

A. Kputepuu 3a 3ano4saHe Ha neveHve Unu NoBULWAaBaHe Ha [o3aTa — 3aAbLmkuTenHu ca 1, 2, 3, 7 n 4 (unu 5 unm 6)

KpuTep!

59 -1

Aoka3aHa cTeneH Ha XEH B npeananusen nepuoa, CboGpasHo NpuetaTa oT CBETOBHATA HEhPONOruiHa 0BLYHOCT
1 XxapakTepucTtuka 3a XpoHuuHo 6u6peuHo sabonsisane (X63) n HerosaTa knacudmkaums — C cr (min):

miimin '

Nabo

KnupbHC 2

ITOPHM nokasatenu, notebpiaasawm XbH B npeavanused nepuos -  ypesi, KpeaTWHMH, KPeaTUHUHOB

CTOWH

3 Kaputpan xeneseH aedpmumut — cepymHo xensso >10 pmol/l n XKCK > 60 pmol/l unu Hag aonHata pedepentHa

T 38 choTBETHATA NaGopaTopus ©

eaHol

Hb < B0 g/l - koraTo cToiHOCTMTe Ha Hb cnaaHaTt TpaiHo noa 90 g/l Npu TpK NocneaoBaTeNHN U3CNeABaHMs npe3

HeobxpauMoCT ce npoBese Xens3osamecTsalyaTa Tepanus, kakTo v /1a Ce nekysa Bb3nanuTenHus npoLec, ako uma
2
TaKbB.

AMUYHW WHTEpBanW, Kato Npes TO3W Nepuoj Ce Onpedenyu XKenesHus CTatyC Ha nauneHTa w npu

Jlung
5 | epoeti
wmecel

Ha edekT OT neyeHue CbC CpeacTBa CTUMynupauw eputponoesata ¢ INN Methoxy polyethylene glycol-
beta u Darbepoetin alfa — npu cToiHocTu Ha Hb noa 110 g/l npu nevenne NpoabLMKMNO noBevye oT 12

Mpu
6 epoetil
nopa,

peaxoxaalio neveHne cbC cpeactsa CTuMmynupawm eputponoesata ¢ INN Methoxy polyethylene glycol-
beta u Darbepoetin alfa, npoabmkuno 2 12 Meceua n Hanuume Ha = 2 noHwkeHus Ha Hb Huea noa 100 g/l

l0Ka3aHY CTPaHW4HY (aKkTOpK (MHAeKLUM, Xemoparu v ap.) *

7 | Nunca

Ha M3KNIoUBALLY KpUTEpMM No T.B *

Tenukpuaa o]
Mec. po para
HauanoTo M X
OPramHH, KoHcy:
opurMHania
ieveHHe C not
yAoCTOBEPSB)

3abenexwa:,
sAcHa meduy|

B. Kpur

CTALUMOHAPHO NEYeHUe B HEhPONOTMYHO WK BBTPEWHO oTaeneHue - II / 1l HUBO Ha KOMNETEHTHOCT C AABHOCT He noBeve ot 1
'a Ha KaHAWAATCTBaHe (NpW NO-TONAMa AABHOCT = A0 3 MeC. Ce NPUnara W eTanHa enwkpuaa), BKNIoYBalLa WHHOPMaLMA 3a
A3 Ha 3a6ONSBAHETO, KAKTO M BCHYKW MICIEABAHWS W KOHCYNTALMM, B CAIYMail Ye Ca W3BLPLIBAHN TaKkuBa (eXOrpachus Ha KOPEMHH
ITaLMK CbC CLOTBETHUTE CNELMAnIUCTY, MIKNIOYBALLN APYT NPOUIXOA Ha AHEMUYHUS CUHAPOM U T.H.)
Gnakka OT nabopaTopusi C NOCOYEHM PedepeHTHU CTOMHOCTM WNW 3aBEPEHO KOMWEe (MNW enuKpu3a OT CTAaUWMOHAapHO
04EHNTE M3CIIeABaHWS, C AABHOCT He NoBevye OT 1 Mec. A0 AaTaTa Ha KaHAWAATCTBaHe)

CE C NOANKC Ha CNELUanCTa, KOATO € HA3HAUWN NIEYEHUETO B HACTORLLOTO NPUNOXEHNE.

lMpu cmsHa Ha mepaneemuyHama cxema e Heobxo0umo da ce npedcmasu CMaHOBULYe Om crieyuanucm c
IHCKa Momueayusi (8 M. Y. HeXenaHu NekapcmeeHu peakyuu, 6 criyvat, ye uMa makuea).

PUM 33 NPOABLIKABAHE Ha NTEYEHNETO (3aABLIKUTENTHU Ca BCUYKM KpUTepUm):

MoHumopupaHe Ha xemo2io6uHo8ume Huea — yenu ce nosuwaeaHe Ha xemoasobura ¢ 10-15 g/l

Mpu H

B Had 120 g/l do3ama ce Hamansiea om 25% 90 50% u/unu ce yObrnKkaea UHMEPEaTbm Ha NPUIIOXKeHUe.

1 | OueHKa Ha TepaneBTM4HaTa echeKTUBHOCT B NpeaxoxaaLys nepuoa '

2 | MpuuenHa ropHa rpaHmLa Ha xemorno6uHa 120 g/l *

3 | Mvnca

Ha V3KNIOYBALLM KpUTEPUY O T. B M CTpaHy|Hm peakuyn *

KapTa 3a Hau:
Ha opuruHan!

T cTaumMoHap)
YyAocToBEpS!

B. Uakn

OrtroBaps Hi

‘l n3u

0 M NPOCNEeAABaHE Ha NEYEHNETo Ha nauvenTa ¢ XBH B npeauanuse nepuoa — Tabn. 3 B npunoxenue 2
a Gnaxka oT NaGopaTopus WNK 3aBEPEHO KonKe (NP HaNWYMe Ha XOCNMTANN3aums, 3aALIKUTENHO Ce NPeACTaBA enukpusa
0 NeYeHMe C AaBHOCT He NoBeYe 0T 1 Mec. A0 AaTaTa Ha KaHAWAATCTBaNe)

Ce CMOANUC Ha CNeunanicTa, KORTO @ HA3HaNNN NEYEHNETO, B HACTOAWOTO NPUNOXeHNe

YBAWM KpUTEPUM:
1. Hueo Ha xemornoBuHa npu 3anoysaHe Ha nevexnerto = 90 g/l.
2. Huso Ha xemornobuHa npu npoabIvkasaqe Ha nedeHneto >120 g/l 6e3 kopekuus B go3arta.
3. HacTbnunu HexenaHu NekapcTBeHN peakuumn — anepruyHa peakums, Tpom6oan.
4. Jlowo KOHTpONMpaHa apTepuanta XMnepToHus:
5. Hanuuve Ha HeonnacTuiHo 3aBonsBane.
6. TlpekbcBaHe Ha TepanusTa no BuUHa Ha GonHus 3a Nosede OT Tpu Meceua.
KpuTepuuTe 3a nevyeHue c . . B AHOBHE A0 ...t
noanuc Ha cneuuanuer:
KBAHUS HA H30K 3A NIEYEHVE HA BONHU C XPOHUUHA BLEPEUHA HEAOCTATBUYHOCT B IPEAVANISEH NEPMOJ 4
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II*ICT 3A ONPEAENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NNEYEHWUE HA XEH B NPEAUANU3EH

MNEPUOA CbC CPEACTBA CTUMYJTUPALLM EPUTPOMOE3ATA C INN METHOXY POLYETHYLENE
GLYCOL-EPOETIN BETA U DARBEPOETIN ALFA

WUwme:

Tem] - L L [ [ [

I

3abenexka: M

leduyuHckama Ookymenmayus, ydocmoeepseauia 6CeKU Om KpUMEepUUMe € NocoYeHa C Lupa 8 UHOBKC U 3adbNUMEeNHO

npudpyxaea HacmoAULOMO NPUOKEHUE.

A. KpuTepuu 3a 3anoysaHe Ha NeyeHne Unu noBuLaBaHe Ha fo3aTa — 3aabrmkuTendu ca 1,2, 3, 7 n 4 (unu 5 unu 6)
KpUtepum:
Hoka3ana ctenex Ha XEH B npeauanuseH nepuoa, cbobpasHo npueTaTta OT CBETOBHATA He(posorniHa
1 06LHOCT XapakTepucTuka 3a XpoHnuHo 6ubpeyHo sabonsisae (X63) u Herosata knacudukaums — C cr (min):
59 - 15 mi/min
2 Nabo fIOPHA' NokasaTenk, NoOTELAZEALLN XBH B npeguanuseH nepuos -  ypes, KpeaTWHWH, KPeaTWHMHOB
KIMPBHC
3 KopurmupaH xeneseH aeduumt — cepymHo xensso >10 pumol/l u XCK > 60 pmol/l unu Hap aonHata pedepenTHa
CTOIMHQCT 3a CboTBETHATA Naboparopus *
Hb 2190 g/l n < 110 g/l - KoraTo cToiHocTMTe Ha Hb cnapwat TpaitHo noa 110 g/l, Ho ca Haa 90 g/l npu Tpu
4 | Nocneposatent MICrIeABaHVSs Npes EAHOCEAMNHU VHTEPBANA, KATO NPe3 TO3M MEPUOA Ce OMPeaenu KenesHus
CTaTyG Ha maumenTa W npu HeoGXOAUMOCT ce MpoBeAe XenssosamecTsalliata Tepanusi, KakTo M Aa ce nekysa
Bb3NAfMTENHSA NPOLEC, ako VMa TaKbe.
5 Jlunca Ha edpekT OT neyeHune cbC cpeacTBa CTUMynupawm eputponoesara ¢ INN Erythropoietin — npu cToiiHocTn Ha
Hb noj 110 g/l npu neyeHne NpoaLMKUIO NOBEYe OT 12 Mecela 2
6 Mpu npeaxoxaalo neyeHne Cbe cpeacTea cTuMynupaium eputponoesara ¢ INN Erythropoietin, npoabmxuno 2 12
MECeL{a 1 NOCTUIHATO CTabuNHo H1BO Ha Hb mexay 110 g/l u 120 g/l >
7 | Nunca Ha nskniousawm kputepun no T.B 3

Tenwpnaa ot
mec. a0 para
HauanoTo M x
PraHi, KOHCY.
opurMHania
eveHHe C not

CTAUNOHAPHO NeveHne B HePONOrMYHO UMK BBTPeLWHO oTaenenve - Il / Il HMBO HA KOMNETEHTHOCT C AABHOCT He noBeye oT 1
Ya Ha KaHAWAATCTBAHE (NPM MO-TONAMA AABHOCT — A0 3 MEC. Ce NPUNAra W ETanHa envkpu3a), BKIOYBAIA WHDOPMaLWs 3a
A2 Ha 3a60onABaHETO, KAKTO W BCUUKN U3CNIEABAHMA U KOHCYNTaLMK, B CYYai Ye Ca U3BBPLIBAHN TAKUBA (EXOTPacMA Ha KOPEMHM
TaUMM CbC CLOTBETHUTE CNEUMANUCTX, N3KNIOYBALUM APYT NPOU3XOA Ha AHEMUYHUA CHHAPOM W T.H.)

Gnakrka oT nabopaTopus ¢ NOCOYEHU pedepeHTHU CTOMHOCTM WNW 3aBEPEHD KOMMEe (MNW enukpu3a OT CTauMOHapHO
OuEHUTe MICNEABAHUA, C JABHOCT He NoBeYe OT 1 MeC. /10 aTaTa Ha KaHAWIATCTBaHE)

YAOCTOBEPSIBA CE C MOANKC HA CNEUManKCTa, KOWTO € HagHauN NEYEHNETO B HACTORLIOTO NPUNOKEHME

3abenexxa:,
sicHa Meduy|

lMpu cmsiHa Ha mepaneemu4Hama cxema e Heobxodumo Oa ce npedcmasu cmaHosuwe om creyuanucm ¢
UHCKa MOMUEayusi (8 M. Y. HEXeNaHu NIeKapcmeeHU Peakyuu, 6 criyyal, ye uma makuea).

B. Kputepum 3a npoanmkasaHe Ha NEYEHUETO (3aAbIIKUTENHN Ca BCUUKN KpUTEPUM):

Morul

Mmopupake Ha xemo2no6uHogume HUea — Uenu ce noguwasare Ha xemoanobura ¢ 10-15 g/l

Mpu HB Had 120 g/l dozama ce Hamansiea om 25% 00 50% u/unu ce yOnL/kaga UHMEPEaTLM Ha NPUIIOXeHUe.

1 | Oueni

a Ha TepaneBTMYHaTA ebeKTUBHOCT B Npexoxaalys nepvoa '

2 | MNpuugnHa ropHa rpaHmnLa Ha xemornobuxa 120 g/l 2

3 | JvncalHa nakniouBaLLM KpUTEPUM N0 T. B 1 CTPaHMIHN peaKuyy >

KapTa 3a Hay
Ha opHruHan

ano u npocneasiBaKe Ha nevyeHueTo Ha naunexTa ¢ X6H B npeauanusex nepuoa — Tabn. 3 B npunoxenve 2
a Gnanka ot naGopaTopus UNK 3aBEPEHO KonKe (NP HanWu4Me Ha XOCNUTANU3aUMs, 3aALIKUTENHO Ce NPeACTaBA enukpu3a

T CTAUMOHaPHO NeyeHne C AABHOCT He noBeve oT 1 Mec. 0 AaTaTa Ha KaHauAaTCTBaHe)

yAocToBEps!

B. Uaxkni

OtroBaps Hi

@ 3

Ce C NOANKC Ha CeyManvcTa, KONTO @ Ha3HauWn NEYEHNETO, B HACTOALOTO NpUNoXeHue

l04BaLM KpUTEPUK:
HwBo Ha xemornobuHa npu 3anoysane Ha nevennerto < 90 g/l m > 110 g/l

HwBo Ha xemorno6uHa npu npoabkasaHe Ha neYenneto >120 g/l 6e3 kopekuwms B go3sara.
HacTenunu Hexenawy nekapcTBeHN peakuvi — anepriiHa peakuys, TpomGo3n

Jlowo KoHTponMpaHa apTepuanta XunepToHus.

Hanuune Ha HeonnactuiHo 3abonssaHe.

MMpexbcaake Ha TepanusiTa No BUHa Ha GonHus 3a NOBEYE OT TpU Meceua.

oA ONS

KPUTEPUMTE 33 NEYEHNE C  ........... S ....... B AHeBHa Ao3a

MOANMC Ha cneunanucT:

KBAHMS! HA H3OK 3A IEYEHUE HA BOSIHW C XPOHWNYHA BbEPEYHA HEAOCTATBYHOCT B NPEAVANN3EH NEPUOA 5
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JINCT 3A ONPEJENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NNEYEHUE HA XEH B NPEAVANU3EH
MEPUOA C BEHO3EH XENE3EH NEKAPCTBEH MPOAYKT

Wme: 15 S I O O

3abenexka: MEOULUHCKaMa OOKyMeHMauusi, yOOCMOBEp8aL4a 6CeKU oM KPUMEPUUME e NOCOYeHa C Uuchpa 8 UHOBKC U 3a0LIKUMENHO
npudpyxaea HacMoAUOMO MPUNOKEHUE.

A. Kpmﬁpuu 3a 3anoyYBaHe Ha NeYeHNeTo (3aAbINKUTENIHU Ca BCUYKM KpUTEPUM) — NPOTOKONLT Ce M3AaBa 3a 3
meceual

3abenexka: JledeHMeTo C BEHO3EH XKeneseH NPoAyKT KaTo KopUrvpalya Tepanus ce NPoBexXaa NPeAy 3anoysaHe Ha neveHne ¢
€epuTponoeTHH. Mpunara ce camo BEHO3HO NeveHMe Ha XenesHus AeduUMT 3a 3 Meceua, cries KOeTo Ce Npasi NPeoLeHka Ha
TepanesTM4HaTa CXema 3a BKIKYBaHE Ha epUTPONOETHH.

MotewpaeHa auarHosa g I, 11l IV cT., cbobpasHo ¢ npueTaTta OT CBETOBHATA HEPOSOrnyHa OBLIHOCT XapakTepucTuka
1 3a u4HO 616peyHo 3abonsisate (XB3). CTOMHOCTU Ha KpeaTMHMHOBMA KIUPBHC C cr (min): 59 - 15 ml/min
2 TNa6opatopHy nokasatenu, noTebpxkaasaiun X6H(X63) B npeavaniaeH nepuos - ypes, KpeaTvHuH, KpeaTuHUHOB.

2

KNMPBHC
3 KeneseH aedmumr, foka3aH Ype3 CTONHOCTUTE Ha Xkens3oTo, XKCK, 6poi Ha eputpoumTite, MCV, MCH, MCHC,

HB 100-109 g/ *
4 | Juncalwa wsknioysaLy kputepun no 1.8

T enukpu3a or| caumonapHo nevenue B HEdPONOrniHO N BLTPeWwHo oTaenexue - Il / Il HMBO Ha KOMNETEHTHOCT C AaBHOCT He noseye oT 1
MeC. 70 AaTara Ha KaHAWIATCTBaHe (NP NO-TONSIMA AABHOCT — A0 3 MeC. Ce MPUNAra W eTanHa envKkpu3a), BKNIOYBAILA MHAOPMALWS 33
Havanoto u x{na Ha 3a6ONSIBAHETO, KAaKTO U BCAYKM HICNIEABAHNA M KOHCYNTaLMM, B CAlyuait Ye Ca M3BBPLUBAHN TakuBa (EXOrpaciua Ha KopemH#
OpraHi, KOHCY/TaLMM CbC CbOTBETHUTE CNIELMANUCTH, M3KNIOYBALUN APYT NPOMIXOA HA BHEMUUHIS CHHAPOM W T.H.)

£ opuruHanta Gnaxka or nabopaTopus UNK 3aBEPeHO KONWe (MPU HanNUuMe Ha XOCNUTANKU3aLMs, 3aLIDKMTENHO Ce NPeACTaBA enukpu3a ot
CTauMOHapHO |NeYeHue C AaBHOCT He noseye OT 1 Mec. A0 AaTaTa Ha kaHawaaTcTBaHe)

® YAOCTOBEPBA Ce C NOANUC HA CNELMANVICT, KORTO & Ha3HaUAN NEYEHHETO, B HACTORILOTO NPHAOKEHHE

B. KpuTepuu 3a NpoAbIikaBaHe Ha NeYeHUeTo (3aAbIDKUTENHN Ca BCUYKM KPUTEPUK):

Hanuqye Ha TepanesTiueH OTFOBOP, YAOCTOBEPEHO Upes CTOMHOCTUTE Ha crieaenuTe nokasateny 2

MpeoLjeHeHa TepaneBTvyHA CXeMa C BKIIOUBaHE Ha epUTPONoeTHH *

MeceyHa A03a Ha XenesHus nekapcTeeH npoaykT Ao 200 mg 4

ENEXI SIS

Jluncal Ha M3KKYBALLM KPUTEPUM NO T. B 1 CTPaHU4HN peakLmm 4

Ha opirMHania GnanKka oT NabopaTopys C NOCOMEHN PEDEPEHTHM CTORHOCTH WM NOANIEYATAHO U 3ABEPEHD KON
Zauﬁynarope | nUCT/eTanHa enukpu3aTa oT Nperneaa Npy CNeLaniicT ¢ 0TpaseHa eceKTBHOCT N0 NOKA3ATENN OT NPUNAraHoTo NeyeHie 1
npeoLienKa Ha fepanesTuiHaTa cxema

YAOCTOBEPSHa Ce C MOANWC OTPEAeneHaTa MeceyHa 403a B NpoToKona

YAOCTOBEPSBA CE G MOANMC Ha CNIELMANUCTA, KOWTO & HagHauNN NEYEHNETO, B HACTOALIETO NPUNOXEHNE

B. U3kniouBalum KpUTEpUM 3a 3anoyBaHe U NPOALIDKaBaHe Ha NleYeHneTo:

1. MauveHT c aHamHesa 3a GpoHXUanHa acTma, exksema, Apyri aTonNuHHM aneprii WM anepruyHn PeakLun Kbm
/APy NapeHTepany NPOAYKTH, ChAbPXaLLM Kens3o

Hucek xenssocsbpasaly kanauuteT OKCK) wunm HeaocTur Ha chonuesa kucenuHa

MaunenT ¢ 4epHOAPOBHA HEAOCTAaTBYHOCT

TMauveHT ¢ 0CTPa Wi XpOHUIHE BaKTepuanka i BUpYCHa UHdeKums

BpemeHHOCT 1 nakTaums (M3kn. camo ako nonsara npesuLasa pucka)

ohwN

OTrosaps Ha KpUTEPUMTE 3a NeYeHune ¢ .... B AHeBHa nosa

MOANUC Ha CheunanucT:.

i‘% M3NCKBAHWA HA H30K 3A NIEYEHWUE HA BONHU C XPOHWYHA BbBPEYHA HEAOCTATBUYHOCT B NPEAVANNSEH NEPUOSL 6
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JIACT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHMUE HA XEH B NMPEAWANU3EH
MEPNOA C CALCITRIOL

| WUme: l ErH l | | [ ‘ J | ‘ | 1

l

3abenexka: MeduyuHckama OOKyMeHmauyus, ydocmoeepsieawia 6CeKu Om KPUMepPUUMe € NOCOYeHa C Yupa € UHOEKC U 3adbaKuUMenHo
nNpudpyKaea HacmMoOAULOMO NPUNOKEHUE.

A. Kputepum 3a 3ano4BaHe Ha NeYEHNETO (3aALIMKUTENHU Ca BCUYKN KPUTEPUN):

MotenpaeHa anarrosa B |, 1l IV cT., cboBpasHo ¢ npueTaTa oT cBeToBHaTa HePONorMyHa OGLIHOCT XapakTepucTuka
3a XpoHu4Ho 6b6peyHo 3abonssane (XB53). CTOMHOCTU Ha KpeaTUHUHOBUS KIMPBHC C cr (min):

59 - 15 mi/min '

NaBopatophu nokasatenu, notebpxkaasawy X6H B npeavaniaeH NeproA - YPesi, KpeaTuHuH, KpeaTUHIUHOB

2
KknupwHc 2

3 NaGopaTopHy nokasatenu, NoTBbLPXKAABALM BTOPUYEH XUNepnapaTMpeonansbm npu naunenti ¢ XBH & npeauanuser
nepuop — cepymeH kanumii u cocchop, ankanHa cocarasa 2

4 | uncalwa wsknioysawy kputepum no 1.8

T enukpusa or| CTaUMOHAPHO NeveHne B HePONOrMHO UMK BBTPELHO oTaenenue - |l / Il HMBO Ha KOMNETEHTHOCT ¢ AABHOCT He noseye oT 1

mec.

Ha4anoTo U xgaa Ha 3a6ONABAHETO, KAaKTO M BCMYKM MICNIEABAHNA M KOHCYNTALMK, B CNyyail Ye Ca M3BLPLIBAHM Takuea (exorpadus Ha KOPeMHU
OpraHm, KOHCY/ITALMM CbC CbOTBETHUTE CMIELMANUCTY, UKNIOYBALLUN ADYT NPOU3XOA Ha GHEMUUHIS CHHAPOM W T.H.)

2oy;mrumanna Gnakka oT NaGopaTopus UNK 3aBEPEHO KONWe (MPU HANMYNE Ha XOCNMTaNN3aUWs, 3aABIKUTENHO Ce NPEACTaBs enukpusa ot
CTaumnoHapHo Lwenue C A@BHOCT He noseye OT 1 Mec. 40 AaTaTa Ha KaHAWaaTCTBaHe)

®ynocrosepss

ao mqu Ha KaHawaaTcTBaHe (NpW NO-FONAMa AABHOCT — A0 3 MeC. Ce npunara W eTanHa enukpusa), BKMIoYBalla WHGOPMauMs 3a

Ce C NOANKC HA CNELManuCTa, KOATO € Ha3HAUMN NEYEHUETO, B HACTOSILLOTO NPUNOXKEHNE

B. KpUTEpMM 3a NPOALITIKABaHE HA NEYEHMUETO (3AABLIKUATENHM Ca BCHYKN KpUTEPHM):

1

Hanuve Ha TepanesTvyeH 0TTOBOP, YAOCTOBEPEHO Upes CTOMHOCTUTe Ha crieAeHmTe nokasatenu *

2

Junca Ha CTpaHUYHU peakumu U U3KNIoYBaLLM kpuTepuu no T. B 3

Ha opuruHanHa 6nanka ot nabopaTopus UNK NOANEYATAHO U 3aBEPeHO KoNWe, NpUnara ce W NOMbHEHa KapTa 3a NPOCNeAsBaHe Ha NeYeHneTo
- 1abn.3 Ha npunoxenve 2
npunara ce Eﬁynavopen nucT/eTanHa envkpuaa ot nperneAa nNpu CNeUNanicT ¢ 0TpadeHa eeKTUBHOCT NO NOKA3aTenu OT NPUNaraHoTo

neveHme u nps
yaocToBepsi

lOUeHKa Ha TepanesTu4HaTa cxema
Ce C MIOATUC Ha CMIELMANCTa, KOATO @ HAZHaNMN NeYEHNETO, B HACTOALLETO NPUIONEHHE

B. U3KnioyBaluym KpUTEpUM 3a 3anoyBaHe M NPOALIKABAHE Ha NIEYEHNETO:

1. [ByKpaTHO NnoCrefoBaTenHo ycTaHoBeHN CToiHOCTM Ha Ca Hapa 2.62 mmoll, a P Hag 2.0 mmol/l; npu aeua
cnopey Hopmara 3a BbapacTra, Ca x P npousseaenue Haa 4.5 mmol/l

2. [eua nopa 3 roavkn

3. BpemeHHOCT 1 nakTauus (M3kn. camo ako nonsata nNpesuLLaBa pucka)

CurnacHo kpaTkaTa xapaktepucTika Ha JiM Rocaltrol kom PY Il - 3297 — 8/ 30.10.2008 r. Ono6pena 25/ 28.10.2008 r. B

T. 4.2 - “ (8mppuyeH xunepnapamupeoudusbm (Mpeduanu3au nayueHmu)”
CurnacHo kpaTkaTa xapakTepucTuka Ha JIlN OsteoD kum PY Il — 13775/ 07.07.2006 r. Ono6peHa 699/ 20.06.2006 r. T. 4.2 —

“ He ce npungea 3a neveHue npu deya”

OTroBaps Ha KpUTEpUMTE 3a NneyeHue ¢

.. B AHeBHa fosa

MOANWUC Ha CNeLNanuCT:................

VBUCKBAHWA HA H30K 3A NIEYEHME HA BOSHU C XPOHWNYHA BbEPEYHA HEAOCTATBYHOCT B MPEAVANW3EH NEPMOA 7
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MEPUOA C PARICALCITOL

[ve: [erh] [ [ T T T T [ T ]

3abenexka: MeduyuHckama OOKyMeHmayus, yoocmoeepsealya 6ceKu Om KpUMepuuUme e nocoyeHa ¢ Yugppa & UHOBKC U 3a0bIKUMenHO
npudpyxaea HacmoAUOMO NPUNONKEHUE.

A. KpuTEpUM 33 3an04BaHe Ha NEYEHUETO (3aALIDKUTENHN Ca BCUYKM KpUTEPUK):

1 MoTenpaena anarkosa 8 I, IV cT., cbobpasHo ¢ npueTaTa OT CBETOBHATA HE(HPONOrMiHa OBLLHOCT XapakTepucTuka
3a XpoHuHo 6b0peyHo 3abonsisate (XB3). CTONHOCTM Ha KpPeaTUHUHOBMS KIUPBHC C cr (min): 59 - 15 mi/min !

2 NaGopaTopHu nokasarenu, notebpiaasaim X6H B npeavanuaeH nepuog - ypesi, KpeaTnHuH, KpeaTHUHOB
xnupc >

3 TNaGopaTopHu nokasatenu, NoTBLPXKABALLY BTOPUYEH XUNepnapaTupeouanabm npyu nauvenTy ¢ XBH B npeavanuaex
nepuoa — Ca x P < 4,4 mmol’/L?, ankanka coccparasa

4 NaGopatopHo u3cneaBaHe Ha HTaKTEH NapaTXOPMOH, NOTBLPKAABALL BTOPUEH XVNepriapaTMpeonausbm npu

naumehTn ¢ XBH B npeavanusen nepuoa IPTH* > 150 pg/ml i

5 JluncalHa uskniodBaLLM kputepuy no 7.8 *

T enukpusa oT| CTaUMOHAPHO NeveHue B HEPONOTMIHO WM BLTPEWHO oTAeneHMe - II / IIl HUBO Ha KOMNETEHTHOCT C AABHOCT He noBeve ot 1
MecC. A0 AaTata Ha KaHAWAaTCTBaHe (NPW NO-TONAMAa AABHOCT = A0 3 MeC. Ce NpUnara W eTanHa enukpusa), BKMIOYBALLa WHAOPMaUMs 33
HayanoTo 1 XOAa Ha 3aBONABAHETO, KAKTO W BCHUKY M3CNEABAHNA M KOHCYNTALMM, B CrIYJail Ye Ca M3BLPLIBAHN Takuea (exorpacus Ha KOpemHi
OpraHm, KOHCYATALUN CbC CHOTBETHUTE CNELMANUCTM, U3KNIOYBALLUM ADYT NPOM3XOA Ha GHEMUUHIS CHHADOM W T.H.)

zopnmkanna aHka oT nabopaTopus N 3aBEPeHO Konve (MPU HaNKUYMe Ha XOCNUTANM3aUMA, 3aALIDKUTENHO Ce NPeACTaBs enuKpu3a ot
CTaUMOHAPHO|NeYeHne C AABHOCT He NoBeye OT 1 Mec. A0 AaTaTa Ha KaHauaaTcTBaHe)

® YROCTOBEPSBA C& C NOANMC HA CIEUMANVCTa, KOATO € HAZHAUMT NEYEHHETO, B HACTOALIOTO MPUIOKEHHE

* IPTH - u3dnedearHemo Ha napamxopMOH He e 3a/IoKeHO & pezynamueHume cmaHdapmu u He ce 3annauja om H30K.
CwanacHo riucmo ¢ ex. Ne18-00-246/08.08.20112., uscnedeaHemo ce 3annauwja om [lpumexamens Ha paspeweHuemo 3a
ynompeb6a Ha Paricalcitol

B. KpuTepuy 3a npogbrikaBaHe Ha NIeYeHUeTo (3aALIDKUTEINHN Ca BCUYKM KPUTEPUK):

1 | Haniuue Ha TepaneBTveH OTFOBOP, YAOCTOBEPEHO Upes CTOMHOCTUTE Ha criefeHuTe nokasatenn '

2 | Na6ppatopHo M3cneaBaHe Ha MHTAKTEH NapaTxopmoH — IPTH* 2

3 | Junca Ha cTpaHuuHK peaKLuM 1 UsKkiouBaLLM KpuTepuM Mo T. B

Ha opurnHania Gnanka ot nabopaTopus Nk NOANEYATAHO U 3aBEpeHO konue, Npunara ce W NONbL/IHEHa KapTa 3a NPOCNeAsBaHe Ha NeYeHneTo
-1abn.3 Ha npunoxexue 2
£ ambynaTopeH nuCT/eTanKa enukpuaara ot nperneaa Npu CNeUManicT ¢ 0TpaseHa ecieKTUBHOCT NO NOKA3ATENN OT NPUNAraHoTo NeYeHne
NpeoueHKa Ha TepanesTHIHaTa cxema

YAOCTOBEPABA Ce € MOAMAC HA CEUMANWCTA, KOWTO € HAa3HAYN NEYEHNETO, B HACTORIETO NPUNIOKEHNE

B. Uagniousauwm kputepum :

1] [lByKpaTHO NOCNE/A0BATENHO YCTaHOBEHa XUNEPKanUMEMIs Criopea HopMaTa Ha ChoTeeTHaTa naGopatopusi, Ca x
P npousseaenue Haa 4.4 mmol/l

2} Vitamin D Tokcn4HOCT

3! [Heua (w3kn. camo ako nonaarta npesuiiasa pucka) *

4] BpemeHHOCT W nakTaums (M3kn. camo ako nosnsara npeeuLaBa pucka) *

* CbrnacHo kpaTkata xapaktepuctuka Ha I Zemplar kibm PY |l — 1459/ 25.01. 2008 r. Ono6pena Ne14099 / 26.07.2011 r.
T. 4.2 - CugypHocmma u ecpexmusHocmma Ha npodykma Zemplar Kancynu npu 0eya He ca ycmaHoeeHu *

T. 4.6 — ,Hama docmambyHo 0aHHU OMHOCHO ynompebama Ha lNapukanyumon npu 6peMeHHU XeHu'";

,He e uzsecriHo danu Mapukanuumon ce ekckpemupa ¢ kbpmama.”

Hsma ny6nukayuu 3a non3u om KoM6uHUpaHo neverue c Calcitriol u Paricalcitol npu nayuenmu ¢ X6H e npeduanuseH
nepuod.

OTroBaps Ha KPUTEPUMUTE 32 NEYEHNE C  .....oovveie . B AHeBHa Ao3a

MOAMNMC Ha Creumanuc

KBAHWUA HA H30K 3A IEYEHUE HA BOJIHU C XPOHWYHA BbEPEYHA HEAOCTATBYHOCT B NPEAVANN3EH NEPMOA 8
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1. NEKAPCTBEHMW NPOAYKTH, ekniouenn B Mpunoxenue 1 Ha MNC, konto H3OK 3annawa B cboTBeTcBMe C AelicTBaluTe
HOPMATUBHM|HOKYMEHTH.

2. AO3UPOBKA - cbrnacHo KpaTkuTe XapakTepucTUKK Ha NIEeKapCTBEHUTE NPOAYKTU

MNPUNOXEHWE 2

Hoaupoexama Ha cpedcmeama 3a KOMNeHcupaHe Ha Xeneaxus degpuyum, uHdueudyanHo npuzodeHa crioped
momanHusm xenesex dechuyum, ce u34uUCNIABa C NOMOUWMa Ha ciiedHama gpopmyna:

TotaneH xeneseH aecmumt [mg] = TenecHo Terno [kg] x (kenaHo HMBO Ha Hb - cakTyecko HUBO Ha Hb) [a/1] x 0.24*
1830 [mg]
rerno Ao 35 ka: xenaHo HuBo Ha Hb = 130 a/1, pecn. geno xens3o = 15 mglkg

+ Deno X
TenecHo

TenecHo Terno

TenecHo terno Hag 35 ka: xenaHo HUBo Ha Hb = 150 a/1, pecn. Aeno xensi3o =
500 mg
* ®axmop (.24 = 0.0034 x 0.07 x 1000 (cvObpxaHue Ha xensso & xemoanobuHa = 0.34% / obem Kpve = 7% om menecHomo meano /

®akmop 1000 = npespbwiare om g & mg)

Ho3supoeka Ha cpedcmeama cmumynupauju Epuumponoesama

Ta6n.1
INN OBUYANHA [103UPOBKA KOPWUIMPAHE
Kopurupauo nevenue
* Npy CTOAHOCTYH Ha xemornoBua > 90 g/l - 50 - 90
E/Kg/CeaMMIHO;
ERYTHRO| &()IETIN = npyu CTOWHOCTM Ha xemornoGuHa < 90 g/l - 100 — 150 E
Ikg/ceammiHo)
MNopawbpxauo nevexve
oT 30 40 70 E/kr ceaMuyHO = 1 A0 3 NBTU CEAMMYHO, kaTo
A03MpPOBKaTa Ce CboBpa3nBa C HUBOTO Ha XeMOrnNoGUHa. Mpw HapacTeaHe Ha
Tpenopw4Banara HavanHa 403a € 0,6 MuKporpamalkg TenecHo xemornobuHa c 220 g/l
Terno, NpUnarana BEAHLX Ha BCEKN ABE CEAMMLM. MECENHO MNU aKO HMBOTO Ha
METHOXY Hosara moxe aa ce ysenuun npubnuautento ¢ 25% cnpamo Xemornobuna ce ysenuyasa
POLYETHYLENE NPeAuLHaTa 403a, ako NOKAYBAHETO Ha XeMOrNOGUHa e Mo-Manko W npubnwkasa 120 g/l
GLYCOL - EPOETIN | o710 g/l 3a eauh mece - Ao3ara TpAGBa Aa ce
BETA He ce npenopyBa ynotpe6ata npy Aeua u ioHown noa 18 RN £ 0%, xato Tosa
TOAMHM NOPaAN NUNCATA Ha A3HKY 3a Ge3onacHocTTa MORERE o o tpouana ha
bmacHogil eAHOKpaTHATA 4033 WK C
Ravanara 20aa 1o nogkowio v wpaseosro mpAovewe s | [Eou M2 Hiepeana
0,45 ug/kg TENecHo Terno noj (opmara Ha eAHOKPaTHa MHKeKLMA annukauum
BEAHBX CEAMUIHO. KaTO anTepHaTUBa Npu NaLMeHTH, KOUTO He Ca Ha | Ao HMBOTO Ha
AWanu3a, Haanka 403a ot 0,75 UG/Kg MO A3 Ce pUNara NOAKOKHO, | xeMOrNOBUHA NPOALIKasa
KaTo 8AHOKPATHa MHXEKUMA BEAHBX Ha BCekM ABe ceamuum. B cnyvail | ma ce ysenuyasa,
Ha HeajeKBaTHO ysenuueHue Ha xemornobuna (no-manko ot 1 g/dl neyenveTo TpabBa Aa ce
(0,6 mmol/l) 3a yeTvpu ceamuLY), 403aTa Aa Ce yBENUUM MPEKLCHE, AOKATO HUBOTO Ha
npuBnuauTento ¢ 25%. xemornobuxa 3anouxe aa
YBenuyasaHeTo Ha fjo3aTa He TpsAGBa Aa ce NpaBu M0-4ecTo OT Hamanssa, kato B TO3u
BEAIHLX Ha YETUPH CeAMMLM. MOMEHT TepanuaTa Tpatsa
DARBEPQETIN Aa ce NoAHoBM ¢ Ao3a ¢ 25%
B noaabpxauiara hasa Moxe Aa NPOALIKM Aa Ce NpUnara kato T0-HMCKa OT NpeawHaTa
©AHOKpaTHA MHKEKLMSA BEAHBX CEAMUYHO MNK BEAHLX Ha BCEKN ABE npunarama osa.
ceAmMMLM.
Mpw naumenTH 2 11 roAMWHA BBL3PACT, HaYanHaTa 403a, NPUNOKEHa
NOAKOXHO MMM UHTPaBEHO3HO e 0,45 pg/kg TenecHo Terno, kato
©AHOKPATHA MHKEKLUR BEAHBX CEAMMYHO.
He ce npenopwysa ynoTpe6aTa npy Aeua u loHoww noa 10
FOAMHM NOPaAN NMNCATa Ha AGHHY 33 6E30NACHOCTTa 1
edukacHocTTa.

IMpu HeoBxodUMocm om G03u Had nperopbyeaHume credea 0a ce U3ACHU MPUYUHAMA 38 NOSUWEHama Hyxda (MIHMepKyPeHmHU LUHGEKYLL,
eb3nanumenny unu mpasMamuyHu enusodu, OKynMHa 3a2y6a Ha Kb, XEMONU3a, MeXKa UMMOKCUKAUUS C anyMuHuli, Chmsmcmeauy
xemamonoauynu 3abonseaHus unu ¢ubposa Ha KOCMHUA MO3bK). AKO CEe USKOYam 6CUYKU CrIOMEeHamu CbCMOSHUS U NauUeHNsm  nonyyu
GHE3AMHO MOHUKEHUE Ha XEMONIOBUHa, CEBP3AHO C PEMUKYNOUUMONEHUS U aHMUEPUMPONOeMUHOSU aHmumena, mpsibea da ce uma npedsud
uscniedeane Ha KOCMHUS MOSBK 3a Hanudue WA Yucma annasus Ha vepeeHume KpbeHu knemku (YAYKK). B cnyvail ve Gude
duaerocmuyudana YAYKK, neveuemo mpsbea Oa ce NMpeycmaHosu u NeKapsm, HasHadun neseHuemo cnedea da yeedomsea MAS no peda
Ha yn. 183 om B/INXM.

@3‘ 3
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,qo:mpaanagf cpedcmeama, npunazaHu npu emMopuYeH Xunepnapamupeoudu3sm npu nayuenmu c X6H e

npeduanu3eH nepuod
Ta6n. 2
INN DDD KOPUrMPAHE
ALCITRIOL 1 mcg 0.25 - 0.5 mcg
PARICALCITOL 2mcg 1 mcg
3. NPOCNEASBAHE
Ta6n.3 - KAPTA 3A HAYATIO U NPOCNEASABAHE HA NEYEHUETO HA 330N C XEH
MECEL]
MNOKA3ATEN 0 3 6 +3* +6*
Tenecxa maca X X X
Pxer X
APTEpManHo KpLBHO HanArane X X 3 X X
MKK (xeMOrnoGuH, xeMarokpuT, EPUTPOLNTIA X X X X X
CepymHo ¥enaso X X X X X
KCK X X X X X
TSAT X X X X X
Kpeatunun u Ypes X X X X X
KpeaTuHUHOB KNUPBHC (M3uucne) - mi/ min X X X X X
Cepymen anbymun X X X
®ocdatn X X X X
CepymeH kanuuit X X X X
Ankanwa docdarasa X X X
PTH X X X X X
ASAT/ALAT X X X

" - u3BLPLIBA Ce Ha BCEKN 3 Meceua;
** - WiBbpLIBA Ce Ha BoeKY 6 Meceua

Il. OBLUM U3UCKBAHUSA

1. Bb3pacTgBaTa rpaHMua Ce M34UCIsBA B HABBPLUEHM MOAVHY - T.€. BKIIOYMTENHO KbM AaTata Ha u3dasaHe Ha npoTokona ot
crieuvanuanganara KoM1cKs.

2. MNpy HasHg4aBaKe Ha Tepanus Mo NPOTOKON 3a/LMKUTENHO Ce ChOBPa3ABAaT BL3PACTOBUTE OrPaHUUEHNS, ChINACHO KpaTkata
XapakTepucTyka Ha CbOTBETHMA NekapeTBeH NPOAYKT, yTBbpAEHa no peaa Ha 3JIMXM.

3. H30K He 3annalua nedenve u3BbH ykasaHaTa Bb3pacToBa rpaHiLia B kpatkaTa xapakTepucTika Ha npoaykTa.

4. H30K He 3annalua neyenue C 1031 Haj MaKCAMANHO PA3PELLIEHNTE MO KpaTKa XapaKTepucTuka Ha NpoayKTa.

5. B cnyuaii|Ha HacTbnuna noao3upaHa HexenaHa nekapcTeeHa peakuusi, nekapsit yseaomsiea WAJI no peaa Ha un. 183 ot
3IMXM. Konjte oT cbobLieHneTo ce npunara kbM MeAULMHCKaTa AoKyMeHTauns Ha 330J1 npu kaHAMAATCTBaHE 3a NeYeHue.

6. NPU CNEUMANUCTA, cwrn. un. 152 B, 7. 1 ot HP[] 3a MeauumHckuTe AeitHocTh 2012 r. (06H. B [1B 6p. 3 ot 11.01.2012
r.), Ha 330J], Ha KOMTO ca M3AaBaHM NPOTOKOSM MO PeAa Ha HaCTOAWMTE M3UCKBaHWS, CrieBa a Ce NpunaraT BCUYKKM
HeoGXOAUMM AOKYMEHTM KaTo: amGynaTopHWTE NMCTOBE OT M3BbPLIEHUTE Nperneay, BTOPUST eK3eMNNsp OT W3pajeHuTe
NPOTOKONW, KOMWSA OT ENUKPU3M, EKCMIEPTHU CTAHOBMIWA W APYrM AOKYMEHTH, KOUTO Ca OCHOBaHWE 3a W3faBaHe Ha NpoToKon,
BCUUKM M3UCKBALLM Ce W3CMEABaHMS, KONMe OT NPUMOXeHMe 1 Ha HACTOSWMTE MIMCKBAHUS NOMBLIHEHO NO CbOTBETHATA TouKa,
MOANKCAHO OF CneunanvcTa, u3aan npoTokona.

Hacmoswume u3uckearus ca paspabomeHu Ha ocHosaHue yn. 55 om HPL 3a meduyurckume deliHocmu 2012 eoduHa (06H. [B
6p. 3/11.01.2012 2.) u enusam e cuna om 1 okmomepu 2012 2., cbenacHo 4n. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a

yenoeusima U peda 3a 3annawane Ha niekapcmeeHu npodykmu no 4. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume npoodyKmu
8 XyMaHHama meouyuHa, Ha MeOUUUHCKU u3denus u Ha QUeMUYHU XpaHu 3a crieyuantu MeduyuHeKu uenu (o6H. B, 6p. 31 om
2007 2.).

‘ % VBUCKBAHMST HA H30K 3A IEYEHWE HA BONIHU C XPOHUYHA EbEPEYHA HEAOCTATBYHOCT B NPEAVANMSEH NEPUOA 10
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MPWNOXEHME 3

APALINA 3A UHOOPMUPAHO CBITTACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ MPOABIKABAHE HA
NEYEHUETO C NNEKAPCTBEHUA NPOAYKT

Ce 3anosHax C usanata MU npeaocTaBeHa WHGOPMAUMA W UenTa Ha flevyeHMeTo C feKapcTBeHus
.. W Criea KaTto nonyyux u3yepnaTtenHu OTroBopu Ha

1OCTaBEHNUTE OT MEH BBNPOCH, AEKNapupam ye:

1. UWe

£nassam npenopbyaHaTa My Cxema Ha NeYeHne 1 NepUoAVYHOCT Ha KOHTPOMHUTE nperneau.

2 PeT:Ho e Ce fiBsiBaM Ha KOHTPOMHW MPeriean M HAMa Aa NPOMEHSIM CaMOBOMHO WM MOA APYrO BHYLWEHME

Ha)
3. Mpi

4eHaTa M1 Tepanvsi.
NpeycTaHoBsIBaHe Ha NeYeHNeTo No NPUYNHIN, HENPOU3TUYALLN OT pelenneTo Ha KomucuaTa 3a ekcneptau B P3OK

wnn Kommcusita no un. 78, 1.2 ot 330, we ysegoms HesaGasHO NU4HMA cu nekap u P3OK, u we sbpHa B P3OK

roCfIeAHMs MPOTOKOA, N0 KOWTO CbM NONy4aBan/a NekapcTBeH!s NPOAYKT.

4. Tlpu| HecnassaHe Ha NMOCOYEHUTE YCTNOBMA NEYEHWETO MU C yNOMEHaTUsi NeKapcTBeH NpoaykT wie 6bae npekpaTeHo u

HAM
5. He

flar:

nan

A Aa MMam npeTeHumn kem H30K.
POBEXAaM AMANNIHO NIEYEHME B HACTOSILLMS MOMEHT.

[Meknapatop:

(ume, npeaume u hamunus)

Mopanuc:...

KBAHWS HA H30K 3A IEYEHWE HA BONHM C XPOHUYHA EbBEPEYHA HEAOCTATBYHOCT B NPEAVANUSEH NEPUOA 1





