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W3NCKBAHUA HA H30K NPU U3JABAHE HA MPOTOKONK 3A NPOBEXOAHE HA NNEYEHMUE MPA 5Q
CMUHATIHA MYCKYINTHA ATPO®UA

MpoToKoNbT €& M3paea OT cieuuanuaupaHa komucusi B nevebun 3aBefileHMA 3a GOMHUYHA NOMOUY, CKITIOUMUNK
porosop ¢ H30K. CneuuanuzmpatHuTe KOMUCUW BITIOYBAT CNELWANMCTH ¢ Ko4 Ha crieuvanHocT 10 (HepsHu BonecTu), 54
{aeTcka HeBPOMOrUs) N ce Cb3AaBaT Che 3anoBe] Ha AWPEKTOpa Ha CIIeOHNTE YHUBEpCUTeTCk nevebHu saseaeHns:

3a nayueHT oT 0 o 3 roguuu - CBANAE - rp. Codua v YMBAN “Ca. Meoprw” - rp. Nnosaus;

3a nauuveHTH oT 3 oo 18 roguuu - CBANME - rp. Codun, YMBAI “"Anekcanapoecka” -
BAM “Ce. l'eopri” - rp. MNnosgwme.
eurw’}lan 18 roavHu - YMBAJT “Anekcangposcka” - rp. Cocous, MEBATHNM “Ce. Haym” — rp. Cocbua n YMBAI “Ce.

rp. Codmn, MBAJTHIT “Ce. Haym” —
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s {no Todka A) G BCUYKM HeoBXx0AMMKU U3CNeaBaHns
CRELMANUZNPAHA »  MegunuuHcKa OOKYMEHTAUMA, BKIIOHBAWIA AaHHW OT @HaMHesara, craTyca u
KOMWC NS > NPeAXOXAALL0 NeveHue
»  PewieHWe Ha CREUMaNMU3NpaHa KOMUCHMS C ACHA MeANUMHCKA MOTWBauMA 3a
3ano4saHe Ha TepanuaTa (No0nuUCcaHo Om 8CUNKU YileHoee Ha crneyuanusupadama
KOMUCUS)
/ = [poTokon 3a NpeanUMcBaHe Ha nekapcTea, 3annawanw ot H3OK/P30K -
T aE )
5; R o6p. M3-H30K
NOCTOAHHA » CTaHOBMIUE C SiCHA MeOULMHCKA MOTMBALMA 33 3ano4YBaHe Ha TepanuwsTa Karo
EKCTEPTHA eAWHCTBEHa anTepHaTvea (ToORUCAHO O YNIEHOBEME Ha KOMUCLAMA)
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Mpotokbriv 3a npoabiikasatie Ha TepanuaTa
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MonkNHEHo U NOANUCAHC NPWUIOXKEHKe 1B — NKCT 33 onpepenaHe Ha KpuTepunTe

R {nc Touka B) c BCUYKM HeoDXOAMMY K3CNEABEHWA
7.7 =] = MeguuuHcka AOKyMeHTAUMs, BKMIOYBAW@ AaHHM OT aHamHesata, craryca M
CNELWAITU3UPAHA edhexT OT NPOBEXAAHOTO NeYeHUe

PetneHue Ha cneuuManuiMpaHa KOMWUCMS C ACHA MEAWMLUMHCKA MOTUBAauMA 3a
3anoqBaHe Ha TepanuaTa (NOJMICaHo am 6CUYKU YIeHO8e HE cneyuanu3upaHama
KOMUCUST)
“MpoToKON 3a NpeanucBaKe Ha NekapcTea, 3annawanv ot H3OKP30K™ — obp.
M3-H30K

Komucus no un. 78, 3aBepka Ha
T.201r330 » npoTtoxona B P30K
B LY Ha H30K

*MocrosHHa excnepria komuevs (MEK) ce cchopmmpa W npeaceaarencrsa oT npesceAaTens Ha EkcnepTHUA LeHTwbp no peaku Gonectu
xbeM YMBAJT "AnerkcanapoBcka®, KaTo y4acTBaT OLLe ¥ NPeACceAaTernuTe Ha BOUYKN CReunanisMpaHy KOMIUCUK, nocoveny B MauckeaHuATa.

@ N3IUCKBAHWA HA H30K 3A NPOBEXAAHE HA NEMEHUE NPK 5Q CNTIMHANHA MYCKYIHA ATPO®KWA B U3BBHECNHUMHATA NOMOLWY

- Bcuna ot 1 anpun 2021 roguHa




il. OB NONOXEHUA
1. 3011 nopaea nogroTBeHUTe AoKYMeHTH B P30K, Ha TeputopuATa Ha koATO e Hanpasuno uibop Ha ONN. fokymeHTuTe
BKNIOUYBAT:

1.1 3asisneHue go Qupektopa Ha P3CK.

1.2 MNonbnxeHo W noanucaHo npunoxexve 1. MomuSiBa ce N0 CLOTBETHATA TOMKA W Ce npwunara oTpaseHata B undpos

MHAEKC MeavLMHCKA 4OKYMEHTaUMA, yAOCTOBEPABALLA BCEKM EANH OT KPUTEpUUTE.

1.3 MunHusaT Habop uacneaBaHus {HU3MKaNKW, WHCTPYMEHTaRHW N NabopaTopHu), OTPA3eH B NpuUnoxesue 2,

1.4 "ﬂpOTOI{OJ'I 3a npegnucBaHe Ha nexapcrea, 3annawaHu ot H3OK/P30K' — obp. M3-H30K, wspaneH ot
nucus. MNpunara ce OPUIMHAN Ha NPOTOKONA, a NPpU KaHAMAATCTBaHe 3a NpoAbrokasaHe Ha TepanusTa ce
‘ Qﬁﬁi‘i«aar&ua npeaxoaHAst NPOTOKON.
meHue H_§ creuuanuanMpaHa KoMmucus ot nevyebHo 3aBedeHue — wanbnHUTEN Ha Ambynartopwa npouedypa Ne 38

Onpepgnsre. Ha;ﬂﬁéH Ha NevyeHWe W NpocnegssaHe Ha TePaneBTUHHUS OTrOBOP NPW NALMEHTH, nonyvasalli CKbNoCTPYBaLM
nexapcT 'Hﬁhp fym‘n g pena Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 1& i
1.6. uust 3a WMHthopmupano ceriacue ro obpasey (npvmom ue 3)5
2. P30 : Wa no;cyngﬂeu‘rme no Touka 1 cnep CNpaBKa O0THOCHO 3gpa HoodurYpuTeann craTyc Ha 30/1.
3. Mupei Avgpcexu cnehsau.l npoToKON Morat %ﬂggmmaamwuo *no 365 aun.
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APUNOXEHWE 1A

TIUCT 3A OMPERENSHE HA KPUTEPUATE MPU 3ANOYBAHE HA NEYEHWE HA 5Q CTIMHANTHA MYCKYJTHA

ATPODUA
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APUNOXEHWE 1B

NUCT 3A ONPEAENSHE HA KPUTEPUWUTE NPU NPOOLINKABAHE HA NEYEHUETO 5Q CTMTUHAIIHA
MYCKYNHA ATPO®UA

WUme: ETH

2 HeOUUACKama OOKYMEHMauUs, yOOCMOBEPASaULa CEKU OM KPUMEpUUMe e NocodeHa ¢ yugpa @ UHOBKC U 3adBaKUmMenno
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en a hyHKUMS, U3MEpPEHa noﬁcxana'ra 3a MOTOpHO-ABUraTenHW yHkuMM*a Hammersmith Functional
fq (HFMSE) u Children’$ Hd Qltél <of Philadelphia Infant Test of Neuromuscular Disorders

Mot S?;ﬁ@

1 | (CHOPINTEND], Hammersmith Infant gurg ogldaf Examination (HINE) — 3a CMA tun 1; n Revised Upper
Limb. QR ‘M — 3a CMA 1un 2, 6MWT (6 mlnute*walklng test) 3a Tun 3 u- ‘MaHyarHO MyckynHo TecrtysaHe (MRC)
cKasia . B YL

2 Pecéﬂp% Ha dyHKLUA, OueHeHa upes cnmpome'rpﬁﬁ olUeHKka Ha F‘F{OZQ M PACO2 3a nepuop ot Bpeme Ges
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nocne,qnara‘m;ﬂa*cné.qs‘alﬂma ‘annMKaUus; MegUUHCKE LOKYMEHTALMA C OTPA3eHa CTENEH Ha NOBNUsBaHe Ha NokadaTenuTe cnej 3anoqsaHe
Ha NevyeHUeTo, ueoﬁxo,qu:gsme M3CNeABAHNA £ QTPaseHM B Tabnuua 2 Ha npunoxeHne 2 - 331 LIKUTENHO Ce NPSACTABAT HA OPUrMHANHM GRaHKK
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HANEUEHMETO C e A RO3a

=}
@ VBUCKBAHWA HA H3OK 3A NIPOBEXIAHE HA NEYEHME MPU 5Q GIIMHANHA MYCKYNHA ATPOGNA 8 M3BBHEOHUYHATA NOMOL

=B cuna or 1 anpun 2021 rogvna




OPUNOXEHWE 2

.  NEMEBHO-AWAFHOCTUYEH ANFOPUTEM

1. TNEKAPCTBEHM NPOLOYKTH, ekmouenn B DMpunoxenve 1 wa MINC, kouro H3OK sannawa B cbOTBETCTBME C
JeHCTBALLIMTE HOPMETUBHW AOKYMEHTH.
Tabrmua 1
INN OO3A

NUSINERSEN", e 12 mg NpUNOXEHK WHTPATEKANHO HA BCEKW 4 Meceua
b hr’ i §

3aGene: a“Tepargmrra 33aN0YBa ¢ YeTHUPM HAaTOBapBat A03M — TP Npes 14 QHK WM YeTEBLpTarta 30 Auyu cnen Tpertara. Noagwpxawara
Aozaen 3ﬁ4 ndqu §.§

£ 5

3
%,
2. poanﬁaBA”HE “
Tabnuua 2w & o Py

» LA TRV . £ . Nepuop na neuenue

Moka Tén“ﬁlu" ﬁsonensaﬂun naxonyo: Ha BCeKM 6 Ha BCceku 12
Ay T Meceua Mmeceua

nKkupxg% e Tt LT X X
Ypea TR T R ,ﬁ”y x I X
Kpeatngus * w’ ot eﬂ "'@" e X X X
06w 6 b 5 ;‘g’i"# f ﬁ;gga Y * . X L X X
AnBymul s;g} 5 5o X X X

E B Y
ASAT Ly fur 2 X, x X

3 E = T
ALAT §.4 _( X x t X
Cepymuﬂr‘en POSUTIA T . g X X X
S o At X X m e X
DUBPUHOTEH, R AL N 1 X i X
TS E " " séwz TR 1

BpeMe #a xﬁrf‘aépew H Mg X » Ko : X
Bpewme Hé CueupBate v e . X7 % 3 X
MpoTpoMBuHosoBpEemMe: * £ X X { X

PO AR T -
Wacneasare ha APTT . ™ X x X
Crupomerpust = = i 3 %ﬁ?@ﬁ% 5 X X . x
Mauya.nﬂo mac:he.u.aﬁ'ﬁ ’ Haﬂmycscynﬂéwdaymgng‘ig X X X
PeHTrqugpawus H%mhﬁﬁauenhbﬁﬁ ng’r é" ’"’ X
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WscnepaeaHuata’ geznﬁegc'@ﬂw Hé;‘obm‘ﬁnanﬂu “6naHKy, UMK 3aBEpeHn KonuA ¢ nop,nuc W neuat va N3 (np¥ Hanu4ne Ha
XOCIUTANM3ALMA C JaBHOCT, 10, ] 1 Meceuﬁeqn Kaﬂamna'rc-raauero ce Npunara 3aBepeHg, Konue oT erﬁnxpnsa ¢ Homep A3).

CE

toa
5 Hs 11,! ,jf % y F

6‘3 53?5?5; .
%Héabpwenm roAMHN - T.€. erqqnfenHé K]oM p,a‘raTa ‘Ha Wanapaxe Ha NpoToKoNna oT

cneuManuanpanaTa Komhqymi* %x" o
2. [pu HasHayaBaHe H§§Tepanym AN i‘)é@ 5 5 bl])!(ﬁTeﬁHO Q%deﬁpaSﬁBaF B'bépaéfroawe ol;pauw-leHnﬂ CLIMACHD KpaTkaTa
XapaKTePUCTMKa Ha c1=omé’mu géﬁ@pgi‘égmhpo,qﬁ hshpp,ena no ﬁe,a,a HA BIFIXM.

3. H30K He 3annawa ne%nue*‘ﬁaggﬁ‘ykgaaﬁa‘ra ahspamoa 'rpaﬂyl a B lépama‘ra x;(apékfepvlc'rm|<a Ha NpoayxTa.

4, H30K He 3annalla neyexne m@@mﬂagx@éx&ﬂmaﬁué‘paspeweHuTe NG.KPaTka XapaKTEpUCTMKE HA NPOAYKTA.

5. B cny4ail Ha wacTenuna nmogoskipana H gmgha}{ah nexapcmeaag“peaxuhg, niekapar yeegomasa VAJI no peaa Ha un. 184 ot
3NNXM. Konte ot ctoblleHnero ce npnnaré M Mé,qMLIMH&KaTa ,ELOKyMgHTaI;LMH Ha 30J1 Npu KaHAUZATCTBAHE 3a NEYEHue.

6. CNELUMATIU3UPAHATA KOMUCUA nagasaPewenye cnen npodseneia AM6ynatopHa npoueaypa Ne 38 ,Onpepensqe Ha
MAAH Ha NEUEHVE W NPOCNEeAABaHEe Ha TepanesTWdHMst OTroBOP NPU NauveHTH, NoSiyvyaealy CKbNoCTPyBallM NexapcTBeH!
NpoAYKTW NO peaa Ha yn. 78, 1. 2 330 Ha ocHoBaHue yn. 53 u 4n. 309 ot HauuoHanen pamMKoB AOroBop 3a MeAuUMHCKUTe
AeiHocTy Mexay HauworanHaTta sapasHoOCUrypuTenHa kaca W benrapckn nekapcku cwioa 3a 2020-2022r. (o6H., OB, 6p. 7 oT
24.01.2020r) u npepnocraseHa or 30J1 mMeauUMHCKa [OKYMeHTaumsA. CneuunanuavpaHaTa KOMUCHUA CLXpasasa efuH
ekseMnnAp oT PeweHweto. Mpu uspasaHe Ha npoTokon Ha 30J1, cbxpaHsBa BTOPM €K3EMANMAP HA NPOTOKONA, BCWHKK
HeoBXoAMMN AOKYMEHTW 33 W3QABAHETO MY W KOMME OT nNpunoXenue 1 Ha HACTOSALUTE M3UCKBAHMUA, NMOMBLIHEHO NO
CbOTBETHATA TOYKA W NOAMACAHO 0T YNeHOBEeTE HA CNeUnanu3npaHaTa KOMUCHS,

Hacmostume usucksanus ca paspabomeHu Ha oCHoearue vn. 58 om Hayuoranen pamxoe (02080p 33 MEOULILHCKUME
deiinocmu mMexdy HayuornanHama 30pasHoocuzypumentda kaca U Bbnzapckl flekapekl cbos 3a 2020-2022z. (o6H., AB, Bp. 7 ot
24.01.2020 r.), snusam @ cuna om 1 anpun 2021e. Ha ocHoeaHue petieHue Ne PL-HC-04-37./19.03.20212. u ommeHam
dedicmeaujume U3uckeaHus, & cuna om 071 anyapu 2020z, Ha ocHogaMue petterue Ne PH-HC-04-114/23.12.20192.

3% W3UCKBAHMA HA H30OK 3A MPOBEXKAAHE HA NEYEHKUE MPU 5Q CMUHAIIHA MYCKYNHA ATPO®WA B M3BLHEONHUYHATA MOMOLL
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NPUNOMEHUE 3

LEKIAPALINA 3A UHOOPMWPAHO CBITMACUE C UBUCKBAHUATA 3A 3ANOYBAHE! MPOABIKABAHE HA

As pony

NEYEHUETO C NEKAPCTBEHKWA NPOAOYKT
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