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M3NCKBAHWUA HA H3OK NPU U3OABAHE HA NMPOTOKOJK 3A NPOBEXOAHE HA JIEYEHUE MNMPU
HACINEOCTBEHA ®AMUITHA AMUITOMOO3A C HEBPOMATUA

[TpoToKONBbT Ce M3gasa OT cneuuanuavpaHa KOMUcUs B neyebHu 3aBegeHus 3a OOMHUYHA MOMOL, CKITHOYMIU
poroeop ¢ H30K. CneymManuaMpaHuTe KOMMCUM Ce Cb3fasaT cbCc 3anoses Ha aAwpektopa Ha J13: KnuHuka no HeBponorus
YMBAIJT ,AnekcaHgpoBcka” — Cochus.

I. PEQl1 3A 3ABEPABAHE HA NMPOTOKOIMUTE

ﬂpOTOKOJ’M 3a 3anoyBaHe Ha nevyeHue

* [lonbnHEHO M NoANUCaHO NpunoxeHue 1 — NUCT 3a onpeaensiHe Ha KpuTepuuTe
C BCWYKK Heobxoavmu nscneaBaHus
* MeguuMHCKa OOKYMEHTaUMs, BKMNOYBALLA OaHHW OT aHamHe3aTa, cratyca u
CNEUUATTUSUPAHA = NPeaxoXaaLlo nevyeHune
KOMUCUA "| = PelleHuMe Ha crneuManuaupaHa KOMUCMA C ACHA MeaWLMHCKa MOTUBaLMA 3a
3ano4yBaHe Ha Tepanvaa‘ 3a4bNXUTENHO ce 0T68]‘IF|3BE nunca Ha U3knw4ysawm
KpUTEpWK (NoonucaHo om 8CcuYKU YNeHoee Ha creyuanuiupaqHama KoMUcus)
=  ‘[lpoTokon 3a npeanuceaHe Ha nekapctea, 3annawaxm ot H30OK/P30K" — obp.
M3-H30K
9, Komucus no un. 78, 1. 2 3aBepka Ha npoTokona
o1 330 B LY Ha H30K ”| BP30K

lMpoTokonu 3a npoAbMKaBaHe Ha NevyeHue

=  [lonbnHeHO W NOANUCAHO NPUNOXeHue 1 — NUCT 3a oNpedensaHe Ha KpuTepuute

= MeavumHCcKa [OKYyMeHTaUMsA, BKNIOYBALLA BCUYKW M3cneasanna no tabnuuata

CNELUMATU3UPAHA 3a npocrneasBaHe Ha NpUNoXeHue 2 (npumazam ce U Ha opuauHanHu bnaHku

KOMUCHS unu 3asepeHu Konus)

= PeweHune Ha cneunanuMavupaHa KOMUCHUA C FCHa MeAWLUMHCKA MOTMBAUMA 3a
3anoyBaHe Ha TepanusaTa, 3a4bIKUTENHO ce 0TGens3Ba nunca Ha W3KNYBaLLM
KpUTEPUU (ModnucaHo om 8CUYKU YIeHO8e Ha creyuanuaupaHdama KOMUCUS)

/ = ‘TlpoTokon 3a npeanuceaHe Ha nekapcTtea, 3annawanu ot H30OK/P30K” — obp.
M3-H30K

A 4

Komucus no un. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B LY Ha H30K “| BP30K

y

Il. OBLLK NONOXEHWUA .

1. 30/1 nopaBa noaroTBeHuTe AokymMeHTH B P30K, Ha TepuTopusaTa Ha KOATO e Hanpasuno u3dop Ha OMNJ.

[oKyMeHTUTE BKNOYBAT:

1.1. 3asBnenue go OupekTtopa Ha P30OK.

1.2. MonbnHeHo 1 noanucaHo npunoxexue 1. NonbnBa ce nNo cLOTBETHATA TOYKA M Ce Npunara oTpaseHaTta B UWpPOB MHAEKC
MeWLMHCKA JOKYyMEHTaUusA, YAOCTOBEPSABALLE BCEKM E4UH OT KpUTEPUUTE.

1.3. Mbnuuat Habop uacneaBaHuA (hU3UKANHK, MHCTPYMeHTanHU n nabopaTopHu), OTpaseH B NpUNoXeHue 2.

1.4. ‘TpoTokon 3a NpeanucBaHe Ha NekapcTea, 3annawadu ot H30K/P30K" — o6p. M3-H30K, v3gageH oT cneunanuct ot
cneunanuavpana komucus. MNpunara ce opurMHan Ha NpoTokona, a npv kasauaaTcTBaHe 3a NpoAb/ikaBaHe Ha TepanuATa ce
npeacTass OpuruHan Ha NPeaxoaHusa NPOTOKON.

1.5. PeweHne Ha cneuvanusaMpaHa KOMMCMA OT neyebHO 3aBegeHue — u3nbnHUTEN Ha AmBynaTtopHa npoueaypa Ne 38
,OnNpeaensHe Ha NNaH Ha NeyYyeHue U NpocrneasBaHe Ha TEpPaneBTUYHUS OTrOBOP NPWU NALUMEHTW, NONy4YaBallW CKbMOCTPYBALLM
nekapcTBEHW NPOAYKTW No peaa Ha yn. 78, an. 2 330" - 6n. M3-H30K Ne 13,

1.6. leknapauus 3a uHdopMmupaHo cbrnacue no obpasey (Nnpunoxexue 3).

2. P30OK npuema gokyMmeHTUTe No ToYka 1 cnep cnpaBKa OTHOCHO 3[paBHOOCUIypuTenHus ctatyc Ha 30/1.

3. MbpBUAT U BCEKKU cneaBaly, NPOTOKON ce usaaea 3a cpok go 180 gHu.

M3NCKBAHUA HA H3OK 3A NMPOBEXIAHE HA NEYEHWE NPU HACNEACTBEHA ©AMUNHA AMUNOUAO3A C HEBPOMATKUA B
N3BBbHBONMHUYHATA MOMOLL
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NPUNOXEHUE 1A

NKUCT 3A ONPERENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHWUE HA HACTIEACTBEHA ®AMUITHA
AMWNOWNAOO3A C HEBPOMATUA B NbPBU CTAOUMU
(TA®AMUONC)

Ume: EMH

3aGenexka; meduyuHckama dokymeHmauyus, ydocmosepsisaluia ecexku Om Kpumepuume e nocoyeHa ¢ yugpa 8 uHOGeKc U 3a0bLImKUMenHo
npudpyxaea HaCMOAW,0MO NPUOXeHUe.

A. KPUTEPWM 3A 3ATIOYBAHE HA MbPBU KYPC (3AIBIDKUTENHU CA BCUUKU KPUTEPUM)

MKB E85.1

1 Curypua AMarHo3sa, NOTBLPAEHA Ype3 reHeTUIHO uacnensaHe |

2 Ouet-ma no PND (polyneuropathy disability), oueHka Ha cTagusa Ha xepeguTapHaTta TTPA, NIS (neuropathy impairment
score)

.3 EHI (enexrponesporpadmn) EMI’(eneKTpomworpacbmn) CMMNAaTUKOB TECT, W3cneaBaHe Ha CyAoMoTopHaTta yHKUUs
(SUDOSCAN) *

4 Koucyn’rauﬁn ¢ kapauonor — EKI, exokapauorpacus <

5 | KoHcynTauus ¢ ractpoeHTteponor

6 | Nunca Ha uaknouBauwm kputepum no 7. 6 °

1 aHaMHEeCTWYHUTE JaHHW, KIWHWYHATa CUMNTOMATWUKaZ W EeBOJNIOTUBHWA XO4 Ce OonuceaT B peLueHueTo no AI‘Ip.NeSS. HBDEXOAMMHTE
U3cneBaHWA Ca OTpa3eHu B Tabnuua 2 Ha NpUNoXeHWe 2 1 3a4b/MKUTENHO Ce NPeACTaBaT Ha opuriHanHa/v 6narka/v ot nabopatopus unu
3aBepeHo/M W MOAMUCAHO/M KOMWE/R; MPW Hanuyue Ha XocnuTanusauus ce npunara enukpusa ¢ Homep W3 c gasHocT go 1 mecey npeau
KaHAWAATCTBAHETO, 324BLIDKATENHO QQ mm‘asm A3HHW OT reHeTuyHu TecToBe, AOoKa3dsauun 3abonsBaHeTo Ha opuruHanHa nognucaHa w
noanedartaHa Gnauka.

ambynaropen/u nucT/n or nperne.n!n TIPY CRELMANnNUCT; Npu Hanu4Yue Ha XoCNUTanu3auus ce npunara envkpuaa ¢ Homep U3 ¢ pasHocTt o 1
Mecel Npean KaHAWAaTCTBaHeTO ¢

YAOCTOBEPABa Ce C NOANUCHTE Ha YNEHOBETE Ha KOMUCUATA B NPpUNoXeHne 1 Ha HaCTOALMTE U3NCKBAHUA

B. U3KNIOYBALLIY KPUTEPUM (NPU 3ATIOYBAHE HA NEYEHUETO)

CBp'bX‘-inCTBVlTenHOCT KbM aKTMBHOTO BELLUECTBO UMK KbM HFKOE OT NOMOLLIHUTE BellecTBa
MauweHTH € peaku HacrneacTeeHu npobnemu KaTo PpyKTO3Ha HENOHOCUMOCT

BpemeHHOCT U KbpMeHe

MNeouatpuyHyn naumeHTy (Nuua nop 18 roguiuHa BL3pacT)

-l

OTroBaps Ha KpUTEpUMUTE 3a 3anoyBaHe Ha

rie4yeHneTo ¢ B AHEeBHa A03a

. N3MCKBAHWA HA H30K 3A NPOBEXIAHE HA NEYEHWE NMPWU HACNEQCTBEHA ®AMUNHA AMWUNOWUAO3A C HEBPOMATUA B
@ N3BBHBONTHUYHATA NOMOLL



NPUNOXEHUE 1A

NACT 3A ONPEOENAHE HA KPUTEPUWUTE NPU NPOOBIMKABAHE HA NEYEHUETO HA HACNEACTBEHA
DAMUNTHA AMUITOUOO3A C HEBPOMATUA B NbPBU CTALIUN
(TAGAMMONC)

WUme: ErH

3abenexka; - MeduyuHckama dokymeHmauus, ydocmosepsigauia 6ceku om Kpumepuume e nocoveHa ¢ uugpa 6 uHdexkc U 3adbrKumenHo
npudpyxasea HaCMOoSAW,0MO NPUIOXeHue.

B. KPUTEPUM 3A NPOOBITKABAHE HA NEYEHUETO (3AOBMKUTENHW CA BCUYKU KPUTEPUK

MKB E85.1

1 Heepoﬂbmqen cratyc, oueHka no PND (polyneuropathy disability), oueHka Ha ctagus Ha xepeawtapHata TTPA, NIS
(neuropathy impairment score)

2 Koucyiﬁamqﬂ ¢ kapauonor — EKT, exokapaworpacms

. KOHCYnTaums C racTpoeHTeporor °

4 | Nwnca Ha MaknouBawm kputepum no 1. I °

1 i ;

MeOMLMHCKa OOKYMEeHTaUMA C OTpaseHa CTeneH Ha MOBNUSBAHE Ha NOKA3aTEnuTe Ccnej 3anoyBaHe Ha nevexueto; Heobxoanmute
n3cneABaHua ca oTpaseHy B Tabnuua 2 Ha nNpunoXxeHue 2 W 3aAbMKUTENHO Ce NPeACTaBAT Ha opuruHanHa/m BnaHka/m ot nabopatopusa wnn
3aBepeHo/n U NOANKUCAHO/M Konue/s

ambBynaTopeH/n NUCT/M OT Npernea/M Npu cneuyanincT; Npyu Hanu4yue Ha XocnNUTanWu3aums ce npunara envkpusa ¢ Homep W3 ¢ pasHocT 4o 1
MeceL| NpeAun KaHAUASTCTBAHETO
yAOCTOBEpRABa Ce C NOANMUCHUTE Ha YNEeHOBETE Ha KOMUCUATA B NPUNOXKeHUe 1 Ha HACTOAWMTE NINCKBAHUA

. U3KINIOYBALLIY KPUTEPUM (NPU NPONBLIKABAHE HA NEYEHUETO)

CBpbX4YyBCTBUTENHOCT KbM 8KTUBHOTO BELLECTBO UMU KbM HAKOE OT NOMOLLHWUTE BELlecTea
HaBnu3aaHe B cTaguid 2 (MUK cnejBall) Ha HeBPOMOrMYHOTO YBpeXaaHe

Hanwuyue Ha YepHoapoBHa TpaHcnnaHTauus

BpeMeHHOCT 1 KbpMeHe

o 0 A=

OTroBaps Ha KPUTEPUMUT
p: puTepuuTe 3a npo.q'hmxaaaue_ & AlleBHa [o3a
Ha NeUeHUBTO C = T o 0 e i e e R T e

no;tnucn Ha YneHoBeTe Ha KOMMUCHATA:D ...

r% B N3NCKBAHWA HA H30K 3A MPOBEXXOAHE HA NEYEHUE NPWU HACNEACTBEHA ®AMUITHA AMUNTOWAO3A C HEBPOMATUA B

@ W3BBHBONMHUYHATA MOMOLY



NPUNOXEHWE 16

NUCT 3A ONPEAENAHE HA KPUTEPUWUTE NPU 3ANOYBAHE HA NEYEHWUE HA HACNEACTBEHA ®AMUITHA
AMUNOWAOO3A C HEBPOMATWUA BB BTOPU CTAOUU
(NATUCUPAH)

Uwme: ErH

3abenexka: wmeduyuHckama dokymeHmauyus, ydocmosepsisawa eceku om KPUMepuume e ocoYyeHa ¢ uugpa 6 UHOBKC U 3a0bimKUMmenHo
npudpyxaea HaCMOoAWOMO NPUNOKEHUE.

A, K?WTEPM% 3A 3ANOYBAHE HA NbPBU KYPC (BAABITDKUTENHU CA BCUYKU KPUTEPUM)

MKB E85.1

Hesponoruyen cratyc, oueHka no PND (polyneuropathy disability), oueHka Ha ctagus Ha xepeauTapHaTta TTPA, NIS
1 3 3
(neuro;pathy impairment score)

5 EHf‘(eneKTponeBporpanm) EMI (enektpomuorpacus), cMMNaTMKOB TeCT, M3CneaBaHe Ha cyaoMOoTopHaTa dyHKUWs
(SUDOSCAN)

3 KOHcyﬁTauMﬂ ¢ kapavonor — EKT, exokapauvorpadus

4 | KoHcynTaums ¢ racTpoeHTeponor >

5 | Nunca Ha u3knoYBawm kputepum no 7. 6 °

1
aHaMHEeCTUYHWTE AaHHW, KIWHWMYHATa CUMNTOMAaTWKa U EBONKTUBHWUA XO4 ce onuceat B pewexneto no Allp.Ne38. Heobxoaumure
u3cneaBaHUA ca OTpaseHn B Tabnuua 2 Ha nNpunoxeHue 2 W 3a4bKUTENHO Ce NPEeACTaBsAT Ha opuruHanHu Gnaxku ot nabopatopus wnn

33BEPEHN W NOANUCAHU KONUA;, MPW HAaNW4YWE Ha XOCNUTanWzauus ce npunara enukpuaa ¢ Homep M3 c aasHocT Ao 1 mMecey npeau
KaH4WAaTCTBAHETO;

ambynatoper/u NUCT/M OT Npernea/m Npu cNeuManucT, NPy HanuyMe Ha XOCNUTanu3auusa ce npunara envkpmaa c Homep M3 c gasHocT go 1
MEC. NPeAM KaHAWAATCTBAHETO

yaocToBepABa Ce C NoANUCHUTe Ha YnNeHoBeTe Ha KOMUCUATA B NPpUNoOXeHue 1 Ha HacTOALWMNTE U3UCKBAHUA

Q B. USKMIOYBALLX KPUTEPWM (NMPU 3ANOYBAHE HA NEYEHWETO)

CepbXUyBCTBATENHOCT KbM aKTUBHOTO BELLECTBO UMW KbM HAKOE OT MOMOLLIHUTE BeLecTsa
MauwneHTn ¢ pegku HacneacTeeHu npobnemn kaTo pyKTO3HA HENOHOCUMOCT

YMEPEHO UK TEKKO YepHOZPOBHO yBpexaave

Texko 6u6peqHo yBpexaaHe unv TepmuHanta 6buopeyHa HegocTaTbuHocT (€GFR<30mli/min/1 73m? )
BpemeHHOCT ¥ KbpmeHe

MeanatpuyHn nauuenTy (NUua nog 18 roauiHa Bb3pacT)

S oh W

OTroBapsa Ha KpUTepuuTe 3a 3ano4BaHe Ha
B OHEeBHa go3a
neyeHueTo ¢

M3NCKBAHUA HA H30K 3A NPOBEXIAHE HA IEYEHWE NPW HACNEACTBEHA ®AMWUNHA AMUNTONAO3A C HEBPOMATWUA B
N3BBHBEONMHUYHATA NOMOLL

X
q-



NPUNOXEHWE 16

JIUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU NPOABLMKABAHE HA NNEYEHUETO HA HACNELCTBEHA
®AMUITHA AMWITONAO3A C HEBPOIMNATUA BB BTOPU CTALUA
(MATUCUPAH)

Nme: ErH

3abenexka: MeduyuHckama OOKyMeHmauyus, ydocmosepsiealla eceku om KpUMEPUUME € MOCOYEHa € UUpPa 8 UHOEKC U 3a0bKUMenHo
npudpy¥aea HacMoAWOMO NPUNoKeHue.

B KPUTEPUM 3A MPOABMKABAHE HA NEYEHUETO (SAABIMKUTEINTHU CA BCUYKW KPUTEPUU

MKB E85.1

1 HesponoruyeH ctaTtyc, oueHka no PND (polyneuropathy disability), ouexka Ha ctagus Ha xepeawTapHaTta TTPA, NIS
(neuropathy impairment score) '

’ Koncynta'uuﬂ ¢ kapavonor — EKI™, exokapavorpacus

3 | KoHcynTauums ¢ ractpoeHTeponor ?

4 | lunca Ha M3KnN4YBalWm Kputepum no 7. I A

MeOuUMHCKa AOKYMEHTaUuus C OoTpaseHa CTENeH Ha NOBNWABaHe Ha nokasaTenuTe cnej 3anoyBaHe Ha nedveHueTo;, Heobxoaumure
“3cneABaHWA ca oTpaseHu B Tabnuua 2 Ha nNpunoxeHue 2 U 3aAbIHKUTENHO Ce NPEeACTaBAT Ha opuriHanHa/v Gnavka/m ot nabopaTopus wnu
3aBepeHO/n U NoANucaHo/u konue/s

ambynartopeHd/u nNUCT/u OT Npernea/v Npu crneuuanucT; NPy Hanuyue Ha XocnuTanuiauus ce npunara enukpusa ¢ Homep W3 ¢ aasHoct g0 1
gneceu. npeau KaHAnaaTCTBaHeTo

yOoocToBepsiBa ce C NOANUCUTE Ha YNeHOBETEe Ha KOMUCUATA B NpUnoxeHue 1 Ha HaCTORLWMUTE U3IUCKBAHUSA

. U3KIMIOYBALLIK KPUTEPUM (NMPU NPOOBL/MKABAHE HA NEYEHUETO)

CBpBXYYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO MNU KbM HAKOE OT NOMOLLHUTE BellecTBa
HaBnusaHe B CTaauii 3 Ha HEBPONOrUUYHOTO YBpEXaaHe

YMepeHo unu Texko YepHoapobHo yBpexaaHe

Texko 6bOpeyHo yBpeXgaHe unu TepmuHanta 6vubpeura HegocTaTbyHOCT (€GFR<30mi/min/1 .73m2)
Hanuyue Ha yepHoapoBHa TpaHcnnaHTauus

BpemMeHHOCT U KbpMeHe

MeamatpudxKn nauvenT (Nuua nog 18 roaviluHa Bb3pacT)

NGk WON

OTroBaps Ha KpUTEPUUTE 3a NPOABLIMKABaHe
Ha NeYeHUeTo ¢ B AHeBHa O03a

noaonMcK Ha YneHoBeTe Ha KOMUCHUATA: .................ooiiiiiiiiieinenn,

. M3UCKBAHWA HA H30K 3A NMPOBEX/IAHE HA NEYEHWE NPWU HACNEACTBEHA GAMUITHA AMWUNIOWAO3A C HEBPOMATUWS B
% 4 N3BBHBONHUYHATA MOMOLL






NPUNOXEHWE 2

Il NEYEBHO-AUWATHOCTUYEH ANTOPUTBM

1. JIEKAPCTBEHW MPOAOYKTW, skntodeHn B [Mpunoxenwe 1 Ha MJIC, kouto H3OK 3annalia B CbOTBETCTBUE C
[AeiCTBaLLMTE HOPMATUBHN SOKYMEHTU.

Tabnwuua 1
INN AOO3A
TAFAMIDIS ¢ 20 mg nepopanHo - NpenopbYMTENHa AHEBHA 4033
PATISIRAN e 0,3 mg/kg TENECHO TErno Ha BCekU 3 CEAMULIM KaTo MHTPABEHO3HA MHMY3Ws B
o npoabmKkeHne Ha 80 MUHYTK

2. MNPOCNEASIBAHE:

Tabnuua 2
lMokaszaTenu u uscnegBaHus Mpeau 3anoyBaHe Ha Ha Bceku 6 meceua
ne4yeHumeTto

. TenecHa maca X X
. mBMI(BMI X cepymeH anbymuH g/l) _

06wy 6enTbk

Anﬁywn

KK

CepyMHI enexTponnTn

KpwbBHa 3axap

KpeaTuHuH, NUKoYHa KucenuHa, ypes

x| x| x

MXI Xl x| x| x| x| X

>

rnomepynHa duntpauus(eGFR) - camo 3a Patisiran
EHI n EMIC

KoHcynTtauus c Hesponor

KoHcynTauus ¢ racTpoeHTeponor X
Koncyntauusa ¢ kapauonor — EKT, ExoKl X

>

>

>
Mo x| X x| X x| X x| x

WacneaBaHuATa ce NpeAcTaBAT Ha opuriHandum OnaHkM unu 3aBepeHu Konus ¢ nognuc u nedat Ha JI3 (npu Hanudue Ha
XOCNUTanNn3auus ¢ AaBHOCT 40 1 Mecey Npean KaHAWAaTCTBaHETO Ce Npunara 3aBepeHo Konue oT enukpusa ¢ Homep M3)

. OBLWW U3UCKBAHUA

1. Br3pacToBara rpaHuua ce U34YncnsBa B HaBbpLUEHW rOOUHU - T.€. BKIIOYMTENHO KbM AaTtaTta Ha usdaBaHe Ha NpoToKona oT
cneuuManuavpaHarta komucua.

2. MNpw Ha3HayaBaHe Ha Tepanus No NPOTOKON 3aABIKUTENHO ce ChobpassaBaT BL3PACTOBUTE OrpaHNyeHns CbIMACHO KpaTtkaTa
XapaKkTepucTuKa Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa xHa 3J1MXM.

3. H30K He 3annalua neveHne U3BbH ykasaHaTa Bb3PAcToBa rpaHMLa B KpaTkaTta XapakTepucTika Ha NpoaykTa.

4. H30K He 3annalla neyeHve ¢ A03M Had MakCUMarnHo paspelUeHnTe No KpaTka xapakTepucTika Ha NnpoaykTa.

5. B cnyuyai Ha HacTbnuna noao3vpaHa HeXenada nekapcTBeHa peakuuws, nekapst yseaomsisa MAJ no pepa Ha un. 184 ot
3/INXM. Konve oT cbobLyeHneTo ce npunara KbM MeauumMHcKkaTa aokymeHTaums Ha 30J1 npy kaHamaaTCTBaHe 3a NeYeHue.

6. CNEUMANMU3INPAHATA KOMWUCUA wuspasa Pewenue no obpasey cbrnacHo HaUWOHANHWA paMKOB [AOTOBOP 3a
MeauuMHCKUTE OenWHOCTW 3a ambynatopHa npouegypa Ne 38 "OnpepgensHe Ha nnaH Ha neYeHne W npocneasisaHe Ha
TepaneBTUYMHUS OTFOBOP NPW NaUWEHTW, NONy4YaBaLlM CKbNOCTPYBALLM NEKAPCTBEHU NPOAYKTW No pefa Ha un. 78, 1. 2 330" ot
npunoxeHne Ne 7 kem 4n. 1 oT Hapeagba Ne 9 ot 2019 r. 3a onpeaensHe Ha nakeTa OT 34ApaBHU AENHOCTWU, rapaHTupaH oT
6iopketa Ha HauwoHanHaTa 3apaBHOOCWIypuTenHa kaca W npepoctaBeHa ot 30J1 meAvuMHCKa AOKYyMEHTALWA.
CneumanuaupaHata KOMMUCUS CbXpaHsBa efuH eksemnnap oT Pewenueto. Mpu usgaesaHe Ha npotokon Ha 30J1, cbxpaHsea
BTOPW €K3eMNNAp Ha NPOTOKONa, BCUHKW HEODX0ANMW AOKYMEHTW 3a U34aBaHeTo My M Konue OT NpunoxeHue 1 Ha HacToAWMTe
M3NCKBAaHWA, NONb/THEHO NO CBOTBETHATA TOMKA U NOANWCAaHO OT YNEHOBETE Ha cneunann3npaHaTta KOMUCUA.

Hacmosawume u3suckeaHus ca ymewbpdeHu om ynpasumens Ha H30K cned PeweHue Ne PL-HC-04-69/11.06.2021 e. Ha
HadsopHus cbeem Ha H30K u npedsapumenHo cbenacyeare ¢ BJIC., Ha ocHogaHue 4n.52, an.8 ewbe ep. ¢ an.6 om lpasunHuka
3a ycmpoticmeomo u deliHocmma Ha HauuoHanHama 30pasHoocuzypumenHa kaca. M3uckeaHusma enusam e cuna om damama
Ha obHapodeaHemo uM & ,JbpxaseH 6eCmMHUK.“ U ommeHAm dedcmeawjume usuckearnus, 8 cuna om 15 onu 20132

’E M N3NCKBAHUA HA H3OK 3A MPOBEXXIAHE HA NNEYEHWE NMPW HACNEACTBEHA ®AMWUNHA AMUNOWAO3A C HEBPOMATUA B

LA WN3BBbHBONHNYHATA MOMOLL



NPUNOXEHMWE 3

OEKNAPALWA 3A UHOOPMWPAHO CBITIACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ NMPOABITKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NPOAYKT

cneg Kafmce 3anosHax ¢ uanata My npegocTaBeHa uHdopMauus W Uenta Ha Ne4YeHMeTo € NeKapCTBEHWA
npO,ElyKT.:.;;.,...; ..................................................................................................... U chnea kaTo MonyYyux M34epnaTtenHu oTroBOpW Ha
nocTaBeHUTe OT MeH BbNpocK, Aeknapupam Ye:
1. UWe é,hasaam npenopbLyYaHaTa M1 CXeMa Ha NeyeHue W NepUOAUYHOCT Ha KOHTPOMHUTE nperneau.
2. PepoBHO we ce ABAIBAM Ha KOHTPOMHM Mperneau w Hama Aa NPOMEHSM CaMOBOMHO WNU MOA ApYro BHYLIEHWE
HasHaueHara My Tepanus.
3. ﬂpﬁ ﬁbeyCTauoaﬂBaHe Ha NEYEHWETO MO NPUYMHYU, HENPOW3TUYALLM OT pelueHneTo Ha KomucusTa 3a ekcnepTuam B P3OK
. ._;47»;;1“ Kouu'énma no un. 78, 7.2 ot 330, we ysegoms HezabasHo nuuHus cu nekap u P3OK n we sbpHa B P30K
‘nocneaHns NPOTOKON, NO KOITO CbM Nonyvaean/a nekapcTBeHns npoaykT.
4. [lpu HecnassaHe Ha MOCOYEHUTE YCMOBMS MEYEHWETO MW C YNOMEHATUs NEeKapCTBEH NPoAykT we Gvae npekpaTeHo u
HAMa Ja umam npeteHumm kem H30K.
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