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I VIIPABWATEN HA H30K

W3NCKBAHMS HA H30OK
34 APOBEWAAHE HA MIEYEHVE NPY HACNEACTBEHA
PAMUAHA-TPAHCTUPETUHOBA AMUITOMAO3A C HEBPOMATUSA
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M3UCKBAHWA HA H3OK NPU U3[IABAHE HA NPOTOKONMN 3A NMPOBEXAAHE HA NEYEHVE MPY
HACAIEBCTBEHA TRAHCTUPETUHOBA GAMUAHA AMUNOWNIO3A C HEBPONATUA U
KAPQMOMWUQNATAS U TPAHCTUPETUHOBA AMUIIOMOHA KAPBUOMUONATUSA (OUB THN)

MpOTOKONUTE C& MZAABAT OT CNeyUanMIupaHu KOMUCUW B neveBGHu 3aBefeHns 3a HONHUUHA NOMOLL, CB3AaeHY CbC
3anoBej, Ha fupexkTopa M ckrmovunu agorosop ¢ H3OK.

CneunanuanpadaTa komuena 8 YMBAN ,Anekcangposcka” — rp. Cothna BMI048a CNEUMANUCTH ¢ KoA Ha cnetuanHocT 10
— HepBHu Gonectu J{ 08 %+ “Kapaiforforus 3a v3faBaHe Ha NPOTOKOMW MPW MEYEHME HAa NAUVMEHTW C HAacneacTeeHa
TPAHCTVPETUHOBA aMMIONA03a G HEBPONATMS M KAPAMOMUONATHSL.
_é.iﬁeli“ﬁﬂM?@ﬁéﬁf@bﬂﬁ@ﬁﬁgyhdgm .C.. MBaH Puncky - rp. Codmra BrNIOYEA CNELManWCT ¢ koA Ha chelwanHocT 08

- %pﬁsﬁo’r@tﬁh}{iéﬁhmaéam Ha NPOTOKOMM RpY NEYEHWe HA NaLMeHTU ¢ TPAHCTUPETHHOBA aMUNOHMAO03a C KAPAMOMUOTRATHS VB

2. 3001 ypceroeepsiga ¢c4)

UHBOPMUPARO ChInacue coatand MFGHAE nprharana’,
~Kenas pa 6b4a ysegomenfa aa pesylitara otr.exénepTiasa

NOpnica-th B
NEMEHNE C NexapcTBeHUA NPORYKTE,

,PaspeluaBam 40CTHN 40 ENEKTPOHHOTG MU 2 ABHG aocie”,
JAPABHO AoCKHE

3. Ao nonyuasaMe wa wHdropMauun Fa‘aahoyeare wiw-

nexapcTeeHin NPoAyKT/k, ¢ KOUTO € NPoBeXNAN NEYEHUETO A0 MOMeNTA.
4. lpepn craprupare Ha Npoleca no usAaBave Ha E-npoTokon va 3001, crneyuanianpaHaTa KOMUCHA 1pasy ChNpaBska Mo eNeKTPOHEH NbT 23
n3aaetn na 3011 npeAX0AHY iPOTOKOAM, N0 CHLUMA NPodMN Ha 3abonsaare. NPoUECHT N M31aRAHE Ha E-npotoxon ce peanuanpa B MeguyuHCKu
cohTyep. B HACTOANUTE MIKCKBAHMA Ca NOCONEHH HEOBXOANMUTE JOKYMEHTY 3a MAABAHE HA E-npotokon Ha 300.

5. NoxymenTuTe (amSynaTopHuTe NUCTOBE, ENUKPU3N, wacneaBaHuA). KOUTo Cwulecteyeat B H3INC/MHhopMaunMoHHaTa cucTema Ha H30K, ce
Aeknapupar g E-npoToxona ¢ TexHuTe yHukanHu somepa (HPH).
WrdropmaumaTa, oTHOCHME KbM U3gasaHe Ha E-npoTokona, kosTo e B ACKYMEHT, KOWTO HAME eneKkTpoHeH hOPMAT 1 He ce ChabpXa B H3WUC, ce

noAaBa: kaTe ce nonshnea B Peluenueto Ha cneyuanuanpada KoMUCHA — OCHOBAHYE 33 u3a

npuxada kM E-npoTokona.

6. Mpu nagaeaHe Ha E-NpoToKon no pega Ha ekcne
npunoxexue Nel n npunoxenue N23 0T HacTOSWw
- 32 fipunoxenue Nel, noanucano OT cneunanusnpaHara KOMWCHs, N
Ne 38: ,finncaaT u3knouBaLLym kpuTepun 3a 3anoysane/npopLmKasan
- 3a npunoxenue Ne3, noanncano ot 30J1, npu HANWYMETO Ha TeKCT B
646 0acOpeHO Neverue ¢ NeKapcTREHVA NPOAYKT, KaTO geKknapu

¥ AaBaM nHOPMUPaHO Chriacke ChlyaTta Aa M1 Guae npunaraxa.

ﬁ_ W3UCKBAHMA HA H3OK 3A NPOBEXAAHE HA NEYEHWUE MPW HACTE
@ KAPAMIOMUONATUA U TPAHCTUPETUHOBA AMWNOUAH

THh. -
. PEQ 3J
T *  MeguumHcka nokyMeHTauvsa, NOTRbKAARALLA KPUTEPUUTE NO NPUNoOXeHue 1 u
s BCUYKW HeoBxoauMu uacnefpaHus, cbobpasHo npunoxerme 2
CNMEUMANUINPAHA * PeweHne Ha cneywanuviupaHa KOMMCHMA C ACHa MeJULIMHCKA MOTMBAUMA 33
KOMUCHUA 3anodsaHe Ha TepanvaTa, 3afdbIMKATENHO ce oTBenna3Ba NUNCa Ha U3KNIQUBALLW
KpUTEPHK
. * “MpoToKon 3a npegnuceaxe Ha NekapcTea, sannawaqu oT H30K/P3OK" - obp.
" M3-H30K
Komucua noun. 78, 1. 2 3agepka Ha npoToKona
ot 330 B LJY na H30K B P30K
.; F
poTokonu 3a npogbLMKABAHE Ha TeYeHne
e *  MeauvuuHcka JokyMeHTaUNR, NOTBLPKAABALUA KDUTEPUMTE N0 NPURoXeHus 1 1
T e e & BCMUKM HEOBX0AUMY W3CNeaABaHuS, CHOBPa3Ho NpUnoxeHne 2
CMNEUMANU3NPAHA * PeweHue Ha cneuManvavpaHa KOMUCHA C ACHZ MEMLIMHCKS MOTWUBauus 3a
KOMUCUS npoAemkagaHe Ha Tepanwata, 3agbL/UKMTENHO ce oTOens3ea nurca Ha
M3KMIOYBALYM KpUTEPUM
= * “llporokon 3a npeAnucBaxe Ha NEKapcTsa, 3annalany oT H30K/P3OK! — obp.
= M3-H30K
Komuensa noun. 78, 1. 2 3aBepka Ha nporokona
ot 330 B ¥ Ha H30K B P30K
Il. OBLLIM NOMOKERWS e 34, o >
1. E-npotoxon cermagaaio 4@%_e§ﬂafgnguuanu3upanu KOMKCKUY B neveGHK 3apeqenun, okazsamy 6onHKMYMHA MBOUUMHCKA NOMOLL
(N3BN) Ha ocHosaxy ew:é]}ie;{j fia Cnelnanuanpasa komucua™ no AMp Ne 38 OnpejensHe Ha NRaH Ha nevexwe u npocneAnAsane Ha
TepanesTUuHUA oTroBOP. IDR-nafuent; Moy aBAmM CbNOCTPYBALYM NeKapCTBEHM MPOAYKTY NO PeAa Ha uA. 78, T. 2 330" B CLOTEETCTEME ¢
HacToAumTe WsucksaHitAia, H3OK, xaTo HepBUaT n'sckkv Criegau) npoToKkon ce nsgasar 3a nepuos 2o 180 axu.

Pelienne w& cneunannanpana komucua® no Alp Ne 38: enegsoTo” JKenas aa My Guge opoBpeHo
Bluiapupam; He Com ‘YBELOMEH 33 ASHiCTBMETO Ha HasHauewata 1IeKapCTBEHA Tepanua U Kasam
Ch[nacel/a cuM 3a U3NONIBAHE HA NUUHITE MY JaHHV 33 LENUTE HA eKCNEpTUIaTa™
Ta GT P3OK 110 euH OT cneasTe HaumHw: No e-mail, TenedoH v Ha MscTo B P3OK™

NPORLIKaBane HWa 3aAseHOTo neveHue, 3071 npogbnxasa Tepanuata ¢

apaue Ha E-npotokona unu AOKYMEHTHET Ce ckaHupa 1

pTWaaTa no 4n.78, 1.2 ot 330, oTnaaa HeobBxoAUMECTTa AA ce NPEOCTABAT U CbXPaHRBAT
Te M3nckearus na H30K', npu cnepHure ycnosus

PR HANVMUUETO HA TEKCT B PeLIeHUe HA Creunanuanpana komueus" no Afp
€ Ha nevedue c NiN",

.PeleHe Ha cneuuanuanpara koMucus” no Allp Ng 38 Menaa na mu
pan. Y& CtM YBeAOMEH 3a AefiCTBUETO Ha HasHayeHaTa NekapcTeena Tepanus

NCTBEHA TPAHCTUPETUHOBA AMUIIOUOO3A C HEBPOMNATVA M
A KAPOWOMUOTIATUS B M3BLHEONHUYHATA NOMOLL




NPUNOXEHUWE 1A

TICT 3A ONPEJENAHE HA KPUTEPUUTE MPU 3AMOYBAHE HA NEYEHWE HA HACTIEACTBEHA
PAMUAHA TRAHCTAPETMHOBA AMUITIOMAO3A C HEBPOMATUA B MbPBU CTAQUK

A. KPUTEPUW 3A 3ANCHBAHE HA MBbPBU KYPC C INN TAFAMIDIS (SAOBIMKUTENTHW CA BCUYKWN KPUTEPWUK

MKE E85.1

i
1 cu‘i‘ipga aifo2a, noTELPAEHR Ypes reHeTUYHO ucneaBaHe ' 2
i F Anal,

.2 K

=

3 | EHE: @%Eﬁfggﬁ'@ﬁﬁprpacbm), CUMNATUKCB TECT, M3CNeBaHe Ha CyJoMoTopHaTa thyHkums (SUDOSCAN) 12
4 | Koltyis
Tagnd

5 | Ko j.'lfl:a;ﬁb“lﬂ %rac:'rpoemeponor 12
5 13krotBaLm kpuTepum no Todka.b 12

= “EL

‘pemenéq;ga;ﬁeuyé’nuaupana KOMUCHHA C OTPa3eHu "ay‘gi'néuecmqnu AaHHW, KNUHUYHETA CUMNTOMATVKA 1Y EBONIOTUBHYA X0 Ha 3abonssaneTo
2 Me.quuﬁﬁéx’feﬁoxyr.iemaum, NOTELPHAABALLA KpUTEPIUTE No npunoxexne 1 n Bcudkk HEOBXOAUMY W3cNeABaHUA, CboGPa3sHO NpunoxeHue 2
(TeneTudlid B3cnp/iBane, A0Ka3BAWO 3aB0NRBAHETO U BEVMKK DOCCYEHN M3C/EABaHNR W KCHCYNTALMN B NPUNOXEHME 2 Ca 3aAbiKUTERHRNT)

= :
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- USKITIOYBALLW KPUTEPUM (MPU 3AMOYBAHE HA JIEYEHME)
M. GBPLXUYBCTBUTENHOCT KbM BKIUBHOTO BELLECTBO MMM KM HSKOE OT NOMOLUHNTE BeliecTaa

Flatefllin ¢ penku HaCTIEACTESHI IPOBNeMY KaTo (pPYKTO3HA HENOHOCUMOCT

e

m

3: ;Eg_e’ﬁgiiﬁow W KbpMeHe
4 “FlénvaTpuunu nauvenTv (nuua noa 18-roauiwma sbapacr)

win

MKE E85.1

1 Heap‘“aﬁgr%a_e_éf&g‘éjﬁ? o;ueHKa‘ UOPSD‘ (polyneuropathy disability), oueHxa Ha craaus Ha xepenutapHata TTPA, NIS
(nedeﬁq'ny iMpairmént score) ' * :
el e -l =

oy =T
Fy

T KT
2 | Hanunue.Ha-nporpe;

CYBerinyaBsaHe 9 Toukn N0 ckanara Ha NIS npu nevetive ¢ Tafamidis -2

KF,-exdrapamnorpadus 12

4 | Koncynmauns GTattpbeiirepdnor 12

€
A

5 | Nunca Ha uakmiodBaiuv KpuTepuvino Touya [ 12

! pewenue Ha cneunanuaupana Kok Tpd3&hd"eherTiaRoCT ROTIoKa3aTeNH OT NPUNAranoTo NeveHwe

PEEASAL e BETE sk SEae #E s -
2 MegUUMHCKa JOKYMEHTALMS, ROTELPKA2BE g Wputepuyre io npunoxetine 1 u BcklkM HeoBxoaNMI MICTEaBaHUA, CLOGPaZHO npUNoXeRue 2
Npu nporpecun ¢ nevenne Ha Tafamidis, CeTpbMuHana ha neyghue € Patisiran, Inotersen unu Vutrisiran,

. U3KNIOYBALLU KPUTEPUU (NPU MPOOBINKABAHE HA NMEYEHUETO)
1. CBpPbXUYBCTBUTEIMHOCT KbM AKTUBHOTO BELLIECTBO UMM KbM HAKOE OT NOMOLHUTE BeWecTsa

2. HasnusaMe B cTaaui 2 Ha HEBPOIOTMYHOTO yBpEXAaHE (CaMo npu nevexune ¢ Tafamidis)

3. Hasnusade 8 craguil 3 Ha HeBpPONOrMUHOTO yspexaaxe

4, Texko uepHoapobHO yBpexaaHe — caMo npw Redenve c Patisiran, Inotersen v Vutrisiran

5. Texxo 6u6peuro yepexaae unu TepMuHanta 6L6pedHa HeJOCTATBYHOCT (eGFR < 30ml/min/1.73m2) -
camo npu neveHue ¢ Patisiran, Inotersen n Vutrisiran

6. CwvotHowenne GenTbk / kpeaTUHUH B ypunaTta Hag 113 mg/mmol u/unu eGFR < 45 mlimin/1.73m2 — camo
npu nedexve c Inotersen
Bpoi ha TpomBoumTuTe < 75 x 109/ - camo npy neyenme ¢ Inotersen

8. MeanaTpuury NaumeHT {MMua nog, 18-roguwHa BL3pacT)

9. BpeMeHHOCT U KbpMeHe

kg, 1 U3NCKBAHWA HA H3OK 3A NPOBEXOAHE HA NNEYEHWE NMPU HACHENCTBEHA TPAHCTUPETUHORA AI‘v"lMI'lOMﬂOEA C HEBPONATHA K
@ KAPAWOMUONATUA U TPAHCTUPETHHOBA AMUNOWAHA KAPOUOMUOMATHA B 3B BHEORHUYHATA nowoL



NPUNOXEHWE 16

NACT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3AMOYBAHE HA NEUYEHMUE HA HACNE[ICTBEHA
QAMUNHA TPARCTHPETUHOBA AMMIIONO3A C HEBPOMATUA BLB BTOPU CTAGUNA
(PATISIRAN, INOTERSEN, VUTRISIRAN)

Jatenenxa: ﬂpu MOABA HA CTRAHWUYHU Peakyiii OT NeYeHHeTO Ui NpK u3ivepneade BbLIMOKHOCTUTE Ha eANH OT MeKapCTBEHUTE NPOAYKTH
MOX(E £]a C& NPEMMHE KM TEPANHUR C APYI1A AEKapcTREH NPOAYKT.
A. KPUTEPUW 3A 3ANOYBAHE HA MbPBU KYPC
BSATEPANMA C PATISIRAN M VUTRISIRAN CA 3AILIVKUTENHN KPUTEPUM 1,2,3. 4 U 8

CTEPADMNA C INOTERSEN CA SATBLIKUTENHM BCYIKA KPUTEPUY

'} MKB E85.1
1 H% oﬁériﬁeg%gra?yc oueHka no PND (polyneuropathy disability), oyeHka ua CTafua Ha xepeauTapHara TTPA, NiS
(netiropathy.impairment score) '2
e P T
2 KTpoHeBpOrpadms), CMMNATUKOR TECT, U3CTe/BaHe Ha cyaoMoTopHaTa dbyHkuua (SUDOSCAN) 12
3
4 =
5 | KoRtynTaiua’ odrarivonor 2
R :
6 | eGER‘wai45mijgin 12 _
§E = & . e T 12
7 | CnpTHollleHng BenThk / KpeatvHud B ypurata nog, 113 mg/mmol
8 nbﬁffgﬁazmimwusamu KPUTEPHMU MO Toéﬁf E}E‘J

3
1 pemeu@vﬁa g‘leuuanuznpaua KOMWCHA C 0Tpa3eHa ECbeKTI"IBHOCT A0 noKazareny oY NPUNaraHoTo fieYeHue

2 meguititka AOKYMEHTELNA, NOTELPKAABAWA KPUTEPIUTE 0 NPUMOKEHUE 1 U BCHYKH HEOOXOZUMM NACTEABAHNA, cLoGpaszHo NpUnoKeHue 2

F

B. V3KIMOUBAILIEKPUTEPVM (NPU 3ATIGYBAHE HA JIEYEHMETO)

=X, ~ChABXMyBLTBUTESTHOCT KbM akTMUBHOTO BEWECTBO NNt KbM HAKCE OT MOMOLLHUTE BELLECTBa
'Tgmiq}ggfﬁonpoﬁno yBpexnaHe

ilk 2 R

kKA, 6bBpeuHo yspexaare nnu TepmuHania 6u6peuna HegocTaTbuHocT (€GFR < 30mimin/1 .73m32)
- },-C—f’ﬁ mb_g}iéhue BenTuk / kpeaTuHuH B ypuHata Hag 113 mg/mmol uivnu eGFR < 45 mimin/1.73m2 ~ camo npu
& InGtersen
0% HE TpomBourTTe < 100 X 109/ ~ camo npu nevenue ¢ Inotersen

BPEMSHAGCT WICBpMERe:

ﬁgﬁuafpjm-m faifenTy {Anua noa 18-ropnwHa BL3pacr)

Ry R

MKB E85.1

1 Hesponoﬁie&?ﬁf}ﬁ ;
{neuropathyimip i ent:

KoncynTauus EKQM% EKE; gg‘(gréfqi@brpéq;y:.n;vz

*

i e X
KoncynTauus c racthogugpondi'# .

&

eGFR Hag 45mlfmin 12 *F £ 4

& W N

CroTHOWEHME 6enmxlxpeamw:-ﬁgypyﬁg‘r3 noa-113 mg/mmol 12

§ | Jlunca Ha m3kmodBalM KpUTepun no Touka M 12

! pelleHue Ha CreLUManM3uPaHa KOMMCHA C 0Tpa3eHa edheKTMBHOCT NO NOKa3aTeny oT NPUNAraHoTo NiedeHne
2 MeAAMUMHCKR AOKYMEHTALMA, NOTBLPX4aBaLya KPUTEDUUTE NO NpUTOKEHUE T W BCUYKY HeoBX0f UMK M3CNEABAKWA, ChOBPasHE NPUNOXEHHE 2

I. U3KJTIIOYBALLY KPUTEPWUM (MPU NPOLBITKABAHE HA NEMEHUWETO)
1. CBpbX4yBCTBUTENHOCT KbM AKTUBHOTO BELLECTBO MIU KbM HAKOE OT NOMOWHWTE BelLecTea
HaenusaHe 8 ctagmit 3 Ha HEBPONOTUYHOTO YBpPEXAaHE
Texko yepHoapobHO yepexaaHe
Texko 6bOpeYHo yBperaaHe Unu TepMiHanta Su6peyHa HeQOCTaTLYHOCT {eGFR < 30mlfmin/1.73m?2)
CroTroleHne BenTek / kpeaTulut B ypunata Haa 113 mg/mmol uiunu eGFR < 45 mi/min/1.73m2 — camo npu
neyenue c Inotersen
Bpoi1 Ha TpomBouuTuTe < 75 X 10%1 — camo npw nedenve ¢ Inotersen
BpeMeHHoCT U KbpMeHe
Meguatprunn naumeHTH {nua nop, 18-roguwKa sL3pacr)

MR wh

© o

o UINCKBAHUA HA H3OK 3A NPOBEXAHE HA NEYEHUE MPU HACHE/ICTBEHA TPAHCTUPETMHOBA AMUNOWAO3A C HEBPONATUSA 1
A KAPAMOMUONATUSA U TPAHCTUPETHHOBA AMUTOWUGHA KAPAWMOMUONATUA B W3BLHEONHUYHATA NOMOILL,



NPUIIOXKEHUE 1B

NACTH3AQUPEAENHHE HA'KRUTERUNTE BPY JIEYEHUE HA HACNEACTBEHA TPAHCTUPETMHOBA
o ' AMUAGUAO3A 1PV NALIMEHTI C KAPQMOMUOTIATUSA
(TAFAMIDIS)

AKPATEPUM SA 3ATIQUBAHE HATIEYEHUE (SARBIXUTENHU CA BCUHKW KPUTEPUN)
B

7; | EKEicEbpesdin GoMapKery (BNR/INEPTOBNF) 12

B | KOy iral R CractpBHTeparoa 2

g: Minca Ha M3KMoYBaWY KpuTepyu No.Touka [ 12

! ANUIAPIRE KOMMENA.G OTEAIEHM BHAMHETTINHN HHN, KNMHWYHATA CUMNTOMATUKA 1 EBOMKTUBHA XOA HA 3abonABaHeTo

e le\gggnfétﬁgn,—nqjﬁ}pﬁ@a w3 KpUTepruTE N0 NEMNONEHNe 1 U BCHYKN HEOBX0AMMM NICNEABAHIS, CbOBPa3HO NPUMOXEHWE 2
e T A~ P T A gl N Pal -y RN % v

I:i‘fgggr_gggg U3CTeNaaNE; A 0%a3Balll0 3a60fiBANETO W BEAKM NIOCONEHILUICNEABAHMA W KOHCYSITALUN B IDUNIOKSHYE 2 Ca SaALIMRNTerHAT)

h‘ﬁkj@?»yq@éﬂa“j@nj i ﬂg'paﬁ,ggﬁgﬁx ,ung_a‘p.qg_gpﬂ npoeexaane Ha 99mTe-PYP unn DPD, wnu HMDP kocTHa cumHTUrpadvs npy
3. Ha:MOROKNOHANRA rapaniaTita. (AdT gyl (633}, GueHeHd Upes cepyMHIrcBoGoAHM ek Bepuri (FLC) u MyHOMUKCUMA B CEPYM It YpuHa.
a8

gﬂﬁgﬁ 2N i i S Ped i S ")
\8HE Hah qﬁ?:ﬂa%munoﬂn W Turitsupane Ja;TPEHCTHDETHH ¢ MMYHOXMCTOXMMUA WITA MAG-CNERTPOMETPHS.)

4 o
“&HloTEEpNARRaNe far

2

oligtika-ng PND {Bolyneuropathy disability), ouenka Ha cTaaua Ha xepeauTaprarta ATIR, NIS

L s a4z Y

% | EKL gxoxapAvampaciis :qopaedni. GbNaDKap (BNFINT proBNp) 12
R DMER . k2T,

3, | CopguHa-HBR0CTATBIHD KWigHarer Khac o NYHA -1 2
it LT T,

A_. N ML I S TR = 1;'2._5 NG ' T

5t Ko&tﬁtﬁum%_ﬁrgcmee@gg&?g?; el

6 | uncaHausknioNBaL KPATEPUN 110 TOUKE B 2

3p§|’i:§ui"jfgg?g:ﬁféqﬁ@u_gﬁ’ﬁ?’ﬁé}gpﬁ?cp&@.omésem-éﬂamuec{ﬁqua ABHHI, KNMHKMHATE CUMNTOMATIKA W EBONIOTUBHWA XCA Ha 3300NABIHETO

et I

Z énuuhnc@'gwﬁeﬁﬁﬁgﬁf%ﬁﬁpjma_é'“u.;a KpUTEPUATE NO PUIIOKEKME 1 1 BCKIKN HEOBXONMMY UICASABAHIS, CLOBDAIHO RPRMIOKEHME 2

B M3KIOYEAWKRNTEPAN (NPY 3ANOYBAHE W MPU NPOIBIBKABAHE HA NIEYEHUETO)
T, LieAWEtpw Adkiliedmi (swdpacinoa 18r)
2. CanEXYYBCTBIATEIHOCT KM 2KTUBHOTO BELLECTBO Wi KbM HSKOE OT NOMOWHUTE BELLECTBA.
Fi:Hanulive na.nbpBryHa NEKBEepwiia amuhdiinosa
gg‘ﬁi‘pieﬂﬁa*:ufﬁpﬁaﬂ “cibyrxiidonanéd knac no NYHA - 4
5,{0¢1ba Aekor !g;’:%_‘g”ﬁ[’bgp@;ﬁbpgéqﬁé_mégocrarwuocy (0bocTpsHa Ka xporudHa CH, Npossasawa ce ¢ NpUsHaLM U
CAMITOMHA, KENTOMONE ASUUCKBAHUATHaBEHOSHO NeveHme) 40 OBMASBAHE HA CUMNTOMATUKATS
ﬁ,%fg“gﬁka’ CTeneH fa yepHonpobHY-yBpekaanre; Gumapra LMpoaa unv xonecTasa

%;ﬁmg‘ﬁ:g‘ﬁ,hﬁéiﬁéjébgfq'eifnﬁfmaﬂcnnaﬁréui'nﬂ UMY IMITNEHTAPAHO MEXAHUYHO NOMOLHO YCTPOWCTEO

=L

BpeMeHioCT A -nakTaLua

ﬁ,, W3UCKBAHUA HA HIOK 3A NPOBEXAAHE HA NEYEHWE MNPU HACNEACTBEHA TPAHCTUPETUHOBA AMUNOWAO3A C HEBPOMNATUA M
@ KAPIUOMMONMATUS U TPAHCTUPETUHOBA AMUTOUOHA KAPAWOMWONATHUA B U3BBLHEONIHWYHATA NOMOLY



OPUNOKEHWE 10

NAETE3A ONREAENAHE HA KPUTEPUUTE NMPU NEYEHUE HA HACNEOCTBEHA TPAHCTUPETUHOBA

AMUNONAO3A.MRN.NALIMEHTU € KAPANOMWONATHSA (ANB TUIN)

ATKRUTEPUK3AT3ANOYBAHEHA AEYEHUKE (3AITLIMKUTENHN CA BCHIKU KPUTEPUY)

1 | Exo oféﬁwﬁi@ﬁéﬁéﬁ“uH’gﬁa%gﬁaTé Ha-J1K 212 mm v gvactonHa gucdyHKLmns 2

2 | Koéralt uvx%_ﬂ adina-{nnaxapHa- it SPECT) cuc cTeneH 2 wnu 3 Ha Hatpynsave Ha 99mTc-PYP/DPD/HMDP
5 W"’f%ﬁ‘ﬁmmama 12

* A TRQHDKNDHETEH .NPOTEWA NDI UMYHOCDUKCALIMS HA CEPYM 1 YPUHA ¥ HOPMAIHO OTHOLEHUE Ha Kana/nambaa
BOOOAHA 16} ;\%'gﬁﬁ?ﬁ?ﬁ‘ﬁsﬁﬂméeﬁéﬁa TekosepwkHa amunonaosa 2
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A M3UCKBAHWA HA H30OK 3A IMPOBEXOAHE HA IEYEHVE MPW HACNEQCTBEHA TPAHCTUPETUHOBA AMWITIOWAO3A C HEBP
ONATUA W
E“?}k KAPAMOMUONATUA U TPAHCTUPETUHOBA AMUNOWAHA KAPAUOMUOTIATARA B M3BBLHEQAHWUYHATA NOMOLL



NPUNOXEHWE 2

l. NEYEBHO-AUATHOCTUYEH ANMTOPUTHM

1. NEKAPCTBEHW NMPOAYKTW, skmiouenw B TMpunoxenue 1 Ha MNC, kouto H3OK 3annawa B chOTBETCTBME C
AeACTBAWTE HOPMATUBHY OOKYMEHTH,

NO3A

£ * 20 mg nepopanHo - npenopLYvTenHa axesHa Ao3a 3a MKB E85.1
61 mg nepopanHo - npenopbYUTenHa aHesxHa nosa 3a MKb E85.8

0,3 mg/kg TenecHo Terno Ha BCEXW 3 CeAMULM KaTO UHTPEBEHO3HA WHGyausA B
npoabmkexue Ha 80 MuHyTH 3a MKB E85.1

* 284 myg HOAKOKHO — BEAHBX cegmMuyto 38 MKE E85.1

« 25 My J0AKOKHO - BeAHBbK Ha BCeKw 3 Mecelia 3a MKB EB5.1
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YacneaBaHusTa cneapa Aa ca ¢ AaBHOCT 40 1 Mecey npeaw KaHANAATCTBAHETD. [pU Hanwane Ha XOCHMTANWIaUnA e Heobxoaumo
enuKpuaaTa ¢ HoMep Ha W3 4a e ¢ AaBHOCT 40 1 Mecel Npeayn KaHAMAaTCTBAHSTO

. g U3UCKBAHUA HA H3OK 3A NPOBEXKOAHE HA NEMEHWE MPY HACIEICTBEHA TPAHCTUPETUHOBA AMUAOWAO3A C HEBPOIMATUA I
KAPAUOMWONATUA U TPAHCTUPETUHORA AMUIIOWIHA KAPAUOMUONATUS B U3BLHEOTHUYHATA noMou{



1. OB USUCKBAHWA

1. BuapacToBaTa rparMua ce U34UCIABA B HABBLPLIEHN TOAMHM - T.€. BKMIOWHTENHO KbM AaTaTa Ha v3fasaHe Ha NpoTokona oT
chneumanmanpaHara KoMUCHS.

2. [lpy HazHa4YaBaKe HA Tepanus NO NPOTOKON 3aIbIIKUTENHO ce ChoOpa3apaT BbLIPACTOBUTE OrPAHWUEHNA CHLIMACHO KPaTKaTa
XapaKkTepucTUKa Ha CbOTBETHWS NeKapCTBEH NPOAYKT, yTBbpAeHa no pega Ha 3J1MXM.

3. H30K He 3annalia neyeHne M3aBLH yKa3aHaTa BL3PACTORA TPaHKMLa B KPaTKaTa XapakTeprcTyKa Ha NpoaykTa.

4, H30K He sannawa neuderme ¢ 031 HAH, MAKCUMANHO paspelueHnTe N0 KpaTka XapakTepucTuka Ha npoaykTa.

5. B cnyyal Ha HacTbMUNa NOLO3VPAHA HEXEenaHa NEKAPCTBEHA peakuwa, nekapAat yeeaomnsa WMAJ no pena Ha un. 184 or
3NFXM. Konue oT cbobleHMeTo ce npunara/onucea Kbm/B MegvumHeKkaTa aokymenTauws Ha 3001 npu kanaupatcTeaHe 3a

npu na u o on saum CKBMO awm neKa CTBEHW MPOAYKTW NO pefa Ha 4n. 78, 1. 2 330 koWTo @ OCHOBanwe 3a
P l-l B CTRYB P poay

uonnwcal-l OT NeKkapa cneluanuaupana komucua u 30J1 (poauTen, HacToRHVK/NpUeMeEH poguTen), ce Boau
or- neqeGHOTo 3aBefieHWe K ce CbXpaHsABa 8 kabuHeTa Ha nexapﬂa‘r{omucmma

8. Manaﬁé@ﬁ;
LT Ap ;!;6 m"“ibjl!giBIIC (e-ppoTtokon)®, meway Hauwowanuata a,qpasuoocurypmenua kaca v Bwbnarapcky nekapcku cbio3 3a
npnnaréH_gEi-l_ -Hé”uuonagnun PaMKOB AOTOBOP 33 MEANLIKHCKUTE AERHOCTH,

Hacmo;f ome Buckeanus ca ymebpdeHu om ~ynpasuimn.q Ha H30K cned Pewenue Ne PL-HC-04-.../............. 2025z, Ha
Hadsop B chgem Ha H30K u npedeaptimenso cheflacysane ¢ BI1C, Ha ocroesaHue 451, an. 10 ebs ep. ¢ an.8 om Mpasunruka
3a yemio cmeomo u detirocmma Ha HayuoHaHama 30pagHoocu2ypumenHa Kkaca. M3uckeanusma enusam e cuna om damama
Ha oﬁrrapodaar;emo um g Jbpxaegen secmyuk” u ommenam Gelicmeatuume usuckgaHus, 8 cuna om 23.08.2024z. Ha ocHOBaHUe

palierud’ C?a—&ﬁ@:ﬂ?’foiéa.

3 VSUCKBAHUSA HA H30K 3A NPOBEXJIAHE HA TEUEHWE MNPU HACHERCTBEHA TPAHCTUPETUHOBA AMUNONA03A C HEBPONATWA U
'\P KAPANOMUONATUA U TPAHCTUPETUHOBA AMUTIOWAHA KAPIMOMUONATUS B M3BLHEONHUUHATA nomoLuy,



NPUNOXEHUNE 3

AEKNAPALIUWA 3A UHOOPMAPAHO CBIMACUE C U3UCKBAHUATA 3A 3ATIOMBARE/ NPOOBINKABAHE
HA NEYEHUETC C NEKAPCTBEHWA MPOLAYKT
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e 'ﬁﬂgﬂpeyCTaHOBHBaHe Ha NevYeHneTo nonpuﬁﬂHM HENPOU3THYALLM OT pelleHneTo Ha KomuenaTta 3a ekcneptuan 8 P3CK

=
hﬁ}mmk’omwcuma no un. 78, .2 o1 330" me YEEA0MA He3aBaBHO NMYHIA CK Nexap.
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4, gﬂpl}mecnaasaue Ha NOCOYEHUTE YCNOBUA NEYEHWETO MU C YNOMEHATUA NEKBPCTBEH NPOAYKT We Dbae npexpaTeHo u
%Hsma Aa umam npeTeHLum KoM H30K.
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. W3UCKBAHWA HA H30K 3A MPOBEMXAAHE HA NIEYEHUE NMPU HACNEACTBEHA TPAHCTUPETUHOBA AMWROUOOZA C HE
X BPONATHA 14
tg . KAPLMOMWONATUA U TPAHCTAPETUHOBA AMWUAONOHA KAPOMOMMONATWSA B W3BBbHBONHUYHATA MOMOLL



