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YIIPABUTEJ HA H30K

IIOKAHA

HaumoHanHata 37paBHOOCHTypuTenHa kaca, rp. Cobmsa 1407, yn. ,Kpuumm® Ne 1, Ha
ocHoBanue wi. 45, an. 14 ot 3akoHa 3a 37ApaBHOTO OcHrypsiBaHe, wi. 26, an.l om Hapeoba Ne 7 om
31 mapm 2021 2. 3a ycrosusama u peda 3a CbCMasaHe HA CRUCHK HA MEOUYUHCKUME U30eNUs o Y.
30a om 3axona 3a meduyunckume u30eius U 3a OnpedeisHe HA CMOUHOCMMA, 00 KOAMO me ce
sanniawam (Hapen6a Ne 7 ot 31 mapt 2021 r.) u wi. 13, an. 2 o1 HAPE/ZIBA Ne 10 om 2009 2. 3a
ycnoeusma, peda, Mexauusma u kpumepuume 3a saniawarne om H3OK na nexapcmeenu npooykmu,
MeOUYUHCKU U30eNUs U HA OUemuyHU XPauu 34 CHeyuanHu MeOUYUHCKU Yenu U HA NOMOUHU
cpedcmea, npucnocobrenus, CbOPBICEHUs U MeOUYUHCKU U30EeIUs. 34 XOpama C Y8PelCOanus,
00206apsiHe HA OMCMBNKU U 6b3CMAHO6A6ANE HA NpECUUIEHUMe CPeOCmed Npu HNpunazawe Ha
MEXAHU3bM, 2APanmupaty npedsuoumMocm u ycmouuusocm na 6i00xcema na H30K (Hapen6a Ne 10),

otnpass oduupanHa ITokaHa KbM MPOH3BOJUTENINTE MM ThPrOBLUTE HA €PO ¢ METUIMHCKH
M3/IeTHs H/HIM TEXHATE YIIBIHOMOIIECHH MPEICTaBUTENHM, 34 YJaCTHE B IPOLIEAYpaTa MO ONPEACTIAHE
Ha CTOMHOCTTa Ha MEIAMLMHCKATE M3MENHUA, MPeAHa3HAYCHH 3a 3a00NIBaHus, BKIIOYEHH B CIMCHKA
no mapeabara mo wi. 45, an. 3 or 330, u HAa MEAMUMHCKATE H3JCIUA, KOMTO CC 3aruiamar B
yCJIOBHATA Ha GOHMYHA MEMIHHCKA IOMOII, U3BbH CTOAHOCTTa Ha KIMHAIHHTE ITBTEKH.

Menuuuackure w3memus (MU) TpabBa ma OTroBapsAT Ha M3MCKBAaHHMsATA HAa 3akoHA 3a
memumunckuTe u3nems (3MU), Hapen6a Ne 7 ot 31 Mapr 2021 r., KakTo H Ja MpHHAIJICKAT KbM
IPyMHUTE/TIONTPYIATE U CHOTBETHUTE TEXHHYECKH XapaKTEPUCTAKH, onpeaeicH B Crennukammsra
- [Tpunoxenne Ne 1 kpM HacTOdIIATA IIOKAHA!

Pa3zgen A - Crnenudukanus ¢ onpeAe/icHd U IPyIHpaHd MEIUIIMHCKH H3/ICTIHsA, TIPUIIaraHy B
YCIIOBHATA Ha M3BBHOOIHWYHATA MEMIIMHCKA TIOMOLL, H



Paznen B - Coenudukanus ¢ ONpeleNieHH W TPYNHpaHH MEIUIMHCKA W3ACIHA,
IpHJIaraHy B YCIIOBHATA Ha 6OTHHYHATA MEAUIIUHCKA TOMOLII.

Crenndukanusara e yrebpieta ¢ Pemenne Ne PJI-HC-04-85/17.08.2022 r.

I. TIpu nogaBaHe Ha 3asiBJIeHHE 33 y4acTHe B OpOLeAypaTa 3a BKIOYBAHE Ha
HOBHU memnuunckn m3neans, xouro H30K He e 3amamajia mnpe3 mnocjielHarTa
IpoBeJeHa Npoleaypa, HA ocCHOBaHMe WI. 26, an. 3, ot Hapen6a Ne 7 ot 31 mapr 2021 r.
ce H3HCKBAT CJIe[JTHUTE JOKYMEHTH:

1. 3asBiieHue 3a ydyacTHe o obpaszen KbM Wi 26, an. 5 ot Hapen6a Ne 7 ot 31 mapt
2021 r., ceriacHo Ilpunoxenne Ne 2. CpIIOTO c€ HpEACTaBs HA XAPTHEH H CICKTPOHCH
HOCHUTEIL

*B ciy4auTe, KOraTto ce 3asBSBal €JHOBPEMEHHO HOBH MEJMIMHCKH H3JENHSA Ha
onpeesieH MPOM3BOAUTEN U TAKUBA, KOMTO ca OHIIM BKJIIOUCHH 32 3aIjIalllaHe B MOCIIEAHHUS
neiictBam CIUCHK Ha CHINMA IIPOM3BOAMTEN (CTAapd MEXHIHMHCKH H3JIENHs), 3asBUTEIAT
npuara CeJHUTEe JOKYMEHTH:

-U3HUCKYCMHUTE DOKYMEHTH 110 T. I: 3a HOBHTE MEIUIIMHCKY U3ACIIHS;

-M3UcKyeMHuTe JOKyMeHTH mo T. II: 3a Te3u MEIWIMHCKH H3JENUs, KOMTO ca O
onpezenenn 3a 3amnamane ot H30K npu nmocnennara npoBe/icHa NpoLeaypa;

B Te3m Clly4yaH 3adBUTCIIAT CJI€ABa Ja oTOEIe KU H3PUYHO BBPXY BCAKO €IHO OT
3asgBJIEHUATA CH, Y€ KaHAUAATCTBA e JHOBPEMEHHO M 34 CTApH U 3a HOBH MCIHMIIMHCKH H3CIINSA
OT €THH ITPOU3BOANTEIL.

2. B zasBnenuero no T. 1 ce mocousa eauneH uaeHtuduxanuoned kox (EUK), xoraro
JHILIETO € PETHCTPUPAHO CHIJIACHO THPrOBCKUS 3aKOH H € BIHCAHO 10 3aKOHA 32 ThPrOBCKHS
PETHCTHp U PETHCTHPA Ha IOPUIHUECKHTE JIMIA C HECTONAHCKa Lell. 3a JIiaTa — ThProBIH Ha
eIpO WM MPOW3BOJUTENH, PETHCTPHPAHH B IPYTH ABPKABU C€ H3UCKBA HM3BIECYECHUE OT
TBPrOBCKHSL PETHCTBD HIIM OTHOCHM IOKYMEHT IO HAIIHOHATHOTO 3aKOHOAATENCTBO Ha
CHOTBETHATA AbPXKaBa Ha MPOU3BOJUTENS WM ThProBela Ha €Ip0 Ha MCIAMIMHCKY H3/ENHU,
U3NaICHA OT KOMIIETEHTEH OpraH He TO-KbCHO OT 6 Mecema Ipead IMOJaBaHe Ha
sasiieHnero. MHdopManusara ce IpemocTaBs OT 3adBUTENS - THProBell Ha €IpO HIH
npouspoguteds Ha MV W/MiM TeXeH YNBIHOMOINEH IPEJCTaBHTEN, KOWTO € Tojal
3asBienueTo. M3pneduennero TpsOBa Ja € NPUAPYKECHO C JIMHK KbM ChOTBETHaTa MHTEPHET
CTpaHHMI]a HAa TBHPrOBCKMS pPErHCTBp MJIH OTHOCHM JIOKYMEHT II0 HallMOHAIHOTO
3aKOHOJATENICTBO, OT KBAETO JIa € BUAHA PETUCTPALIMATA HA CbOTBETHHS MPOU3BOAUTET.

3. ITEJIHOMOIIHO HJIH OTOPH3AMHOHHO IIUCMO B OPHTHMHAJ, YAOCTOBEPSIBAIIH TPABOTO Ha
3asdBHTENS Ja [pPeCTaBNIsABa IPOU3BOJMTENS 38 y4acTHE B Ipolie/lypara 3a Ie/Ius J0rOBOPCH
IIepHOJ M 33 CPOKa Ha [NEHCTBHE Ha CIIHCHLHMTE C MEIHIMHCKH m3zenns, kourto H30K
sammama. Korato mhIHOMOIMHOTO/OTOPH3AUMOHHO MHCMO HE € H37ajJeHo B PemyGnuka
Bharapys, 3a HETO ce NPEJICTaBs NPEBOJ Ha OBIrapcky €3UK, H3BbPIIEH OT PEBOAay, KOHTO
HWMa CKJTIOUEH IOTOBOpP ¢ MHMHMCTEPCTBOTO HA BBHIIHUTE PabOTH 3a HM3BHpIIBAHE HA
OMMIHATHY PEBOIM. B MbIHOMOIIHOTO/OTOPH3ALHOHHO TIHCMO CJe/iBa jia OBbAAT MOCOUYECHH
KOHKpeTHHTE MU 10 THProBcKo HAHMEHOBAHHE, 33 KOMTO 3asBUTEIAT € YIIBIHOMOLICH W
UMa IPaBo Jia TH pa3npoCTpaHBa.



4. I[OI(YMGHTaIII/Iﬂ, gpe3 KOATO €€ J0KasBa, 4c MEJIUIUHCKOTO HU3JCIIHC OTTOBaps Ha
TEXHHYECCKUTE U3UCKBAHHUA, IOCOYCHU B Cneunquaumrra:

- cepruduKaT 3a MapKupoBka 3a cwoTBeTcTBHE ,,CE* OT HOTH(GULMpPAH OpraH -
HOTApHAIHO 3aBEPEH;

- Jexyiapalus 3a CBHOTBETCTBHE, H3/iafieHa OT IPOM3BOAMTENS HAa MEIMIUHCKOTO
H3eTHe;

- HHCTPYKIMS 3a ynoTpeGa 3a MEIMUMHCKOTO H3/leide Ha OBIrapckd  e3uK,
CHOTBETCTBAIA Ha nojaneHara B MAJI mpy peructpaius Ha H3JIEJIMETO;

- yBEIOMJICHHE 33 ITyCHATH Ha Masapa u/wid $hopMa 3a IPeIOCTaBsHe Ha HHpOpMALMs
3a IyCHATH B JIEHCTBHE Ha TepUTOpHATA Ha Peny6nuka bhirapus MeMIHHCKH U3JCTHAS.

*B  cioyyamTe, KOraro € IPHJIOXHMO, c€ IpeICcTaBs HeoOxoaumus Habop OT
cepTU(UKATH 3a MPEATIOKEHATE MEAULIMHCKY H3ICITHA:

- 3a U3CJICABAHE Ha HHSaﬁH;
- 3a U3CJICABAHC HA THIIA;
- 3@ CBbOTBETCTBHUE,

- 3a CHCTEMA 3a ITBJIHO OCHTYpSBaHE Ha KaueCTBOTO Ha MPOAYKIHATA, OCUTYpSIBAaHE Ha
Ka4eCTBOTO Ha MPOU3BOJICTBO.

5. JIOKyMeHT, yAOCTOBepsBalll IPAaBOTO Ha 3asgBUTEIMTE Ja THPI'yBaT ¢ MCAMLMHCKU
H3EINs, W3JaJeH OT KOMIETEHTEH OpraH Ha CBHOTBETHaTa IbplKaBa, a KOTaToO TaKbB €
minaneH or MAJL, ce mocousa HerousaT Homep U H3OK ciyxeOHO chOHpa M IpoBepsiBa
CBHOTBETHATa HHPOpPMaIIHs.

*TakpB JOKYMEHT HE C€ W3WCKBA, aKO 3asBHUTEIAT € IIPOHM3BOJMTEI, YCTAHOBEH Ha
TepuropusTa Ha PenyGnuka brarapus, ceriaacuo wi. 77, an. 2 or 3MU

6. Uspneuenwe OT Karajora Ha TIPOM3BOAUTENSA, C IIOCOYBAHE Ha TBHProBCKO
HaHMEHOBaHHE W MbJHHA KaTAJI0XEH HOMEp Ha 3aiBCHOTO MEINMIIMHCKO U3JCNIHE, KOETO ce
ufeHTAGUIMpPa ¢ THPrOBCKOTO My HauMMEHOBAaHME, CHOTBETCTBAINO HA YHHUBCPCATHHUS KOJ
WIH WAEHTU(HUKATOD, C KOETO TOBA U3lenue € Brnucano B peructbpa Ha MAJI mo wi. 5, an. 1
ot Hapen6a Ne 7 ot 31 mapt 2021 1.

7. Undopmauns, npeaoctasena ot MAJL, orHOCHO peructpupanu AaHHH B UAJL n/umm
EUDAMED 3a uHOUIEHTU/TIOTEHIHAIHY HHIMIECHTH ¢ METUITHHCKOTO U3JEJHE, KAaKTO U 3a
OIOKMPAHH WIJTA U3TETJICHH OT I1a3apa IMapTHIM IIpe3 nocueaauTe 18 Mecena.

8. Jlexnapamus, 4Ye CHOTBETHHST YYaCTHHK MOXE Ja OCHIYPH HEOOXOIUMHTE
KOJHYECTBA MEJUIMHCKH M3/IeNHs 10 o0paser] KM wi. 26, ain. 5 or Hapenba Ne 7 ot 31 mapr
2021 r., cerinacHo [Ipunoxenne Ne 3. Jlexknapanusra cneasa ga Obne NpHAPYXKEeHa H C
OQMIHMATHO MHCMO OT MPOM3BOIUTENS HAa 3asBEHUTE MEIMLMHCKH M3JCTHA, C KOCTO Cce
MOTBBPKIABa BE3MOXKHOCTTA J1a ObIaT OCHIyPeHH HEOOXOMUMHTE UM KOJTHYECTBA.

9, I{eHOBO MpeIoXeHHe Mo obpasel KbM Wi. 26, an. 5 or Hapexba Ne 7 ot 31 mapt
2021 r., BB opmar chriiacHo [Ipunoxxenue Ne 4. LleHoBOTO mpeUioxKeHNe ce NPEACTaBs Ha



XapTHEH W eneKTpoHeH Hocureld. IlompenGata Ha MO3MIMHUTE, KAKTO M H3MMCBAHETO HA
THPrOBCKOTO HauMeHoBaHue Ha M, cie/iBa 1a CHOTBETCTBAT Ha Moapeabara B 3asgBIICHUETO
- Tpunoxenue Ne 2, kakto u Ha peructpanusTa B UAJL. KanaunaTure NpeacTaBiT [ICHOBOTO
NpeIOKEHHE B OT/ENeH 0003HAYeH HENpO3payeH 3anevyaraH IUIHK, MOCTaBeH B ILIHKA C
NP ATI0KEHHETO.

*TIpeanokeHarta LeHa He Moxe jaa Oble IMo-BHCOKAa OT IPOJAXHATa ICHA 32
CBHOTBETHOTO MEIMIMHCKO W3JelHe, MOocodeHa B cnuchka mo wi. 1, T. 1, Oyksa ,.a“ oT
Hapenta Ne 7 ot 31 mapt 2021 r., KO€TO OOCTOATENCTBO C€ ACKIAPHPA OT 3AABUTEIA;

10. Jlexnapanus 3a HATMYKME HA M3UCKBAHUATA KbM KOHKpeTHHTEe MU no wi. 24, 1. 4 oT
Hapen6a Ne 7 or 31 mapr 2021 r. - na ce 3amiamar oOT 0011IeCcTBEH/HallMOHAJIEH
3/[paBHOOCHTYpHTENEH (OHA B IOHE TPH OT JbPXKABUTE WIEHKH Ha EBPONCHCKHS ChIO3, TIPH
ChIMTE MHIMKAIMHE WM 3aboisBanus, wid jAa ca 3amiamadd oT H30K npes mocnexsnte
5 romuHH, 110 o6pasen KbM wi. 26, ain. 5 or Hapenba Ne 7, curiacuo [Ipunoxenue Ne 5.

*Cnensa Ja ce JieKapupar KOHKPETHHTE 00IIeCTBeH!/HAMOHAIHH
3/[PaBHOOCHTYPHTEIHH POHIOBE HA CHOTBETHHTE JBPXKABH - WIEHKH Ha EBpONEHCKHA ChIO3,
¢ NOCOYBAaHE HA JIMHK KbM KOHKPETHOTO MEIMIMHCKO H3JCIHe OT opHIHMATHATA HHTCPHET
CTpaHHI@ Ha CHOTBETHHs OOIIECTBEH/HAMOHANEH (OH M U3BJICYCHHE OT ChUIATA HHTEPHET
CTpaHHI]a HA XapTHEH M EJNEKTPOHEH BapHaHT, 3allCaHO HA €NEKTPOHHHsS Hocuren. IIpw
HECHOTBETCTBHE MEXAY THPrOBCKOTO HamMeHoBanme Ha MM, 3amaimaHo B AbpXKaBHTE
YIEHKA H THProBckoTo HamMeHoBanwe Ha MU, xanmuparctamo B Ilpomeaypara mo
JoroBapsiHe, cjieBa Ja ce IpeCTaBsT gokasarencrea ot IIpoussomurens, e MU e exto u
CBILO, HO MO Pa3JIMYHO THPrOBCKO HAMMEHOBAHME Ha €/IUH U CHIL TPOU3BOTUTEN.

11. Jlexmapanusa no O6pazen Ne 8 - ydqacTHUIMTE B IIporeaypara 3a MEAUIMHCKH
U3AEAMs, KOMTO Ce 3alllaliaT Ha THProBell Ha €Apo, IOANMCBAT AEKIapanusATra, ¢ KOSTO
npyeMaT yCIIoBUsTa U W3ucKBaHuATa Ha [Ipunoxenue Ne 7 - IIpoekT Ha J0TOBOP, IPHIIOKUM
OpH KaHAuAaTHTe, 3asBWIM Ipynu MW/moarpynu/rpyld 1o TEXHHYECKH HM3UCKBAHHS IO
1. 25, an. 4, T. 4, 6ykBa ,,b* or Hapenba Ne 7, koiito BxioyBa onpeneneaute o1 H30K
CHOTBETHH YCIIOBHS 3a JOCTaBKa W 3alviamane chriiacHo CnmcwimTe mo wi. 13, an. 2 or
Hapen6a Ne 10 u Metoaukara o npuioxeHre Ha MexanusMa no 4. 45, an. 35 or 330.
JloroBopsT € 1o oOpasen Ha ocHoBanue wi. 26, an. 5 ot Hapenba Ne 7 ot 31 mapr 2021 r.,
npeacrapissai [Ipunoxenue Ne 7.

12. Jloka3aTescTBa 3a H3IbIHEHHE HA H3UCKBaHUATA 10 Wi. 24, T. 5 ot Hapen6a Ne 7 ot
31 mapt 2021 1.

*3a yJ0CTOBepsABaHE H3UCKBaHeTO o wi. 24, T. 5 o1 Hapen6a Ne 7 ot 31 mapr 2021 r. —
,,HAJIMYME HA PAHIOMH3MPaHH KIWHHYHH H3NUTBAHHA HA OBIrapCK €3UK, OT KOWTO IOHE
€HO 3aBBpIIEHO, CleaBa Na OBJaT NPEACTaBIHM CHHTE3UPAHM H3BJIEYCHUS OT THX,
ChABPXKAIM OCHOBHHTC WM IIapaMeTpH, ONEHKM, M3BOAM M 3aKJIOYCHWS HAa XapTHEH H
€JIEKTPOHEH HOCUTETL.

13. IMpunoxenue Ne 12 — Tabnuna ¢ KaTaloXHUTE HOMEPA Ha 3aiBCHUTC MEAHLMHCKH
m3genus. IIpunoxenne Ne 12 ce mpeacrass CAMO Ha enekTponen Hocuten. Ilocodsar ce
IBIHHATE KATAIOKHH HOMEpPA Ha H3JENHATa, KaTo BCEKH KaTaJ0XEH HOMEp CE MOCOYBa B



otaenHa Kietka. [Ipu 3agBspane Ha HoBH MU, xouTo He ca moxyunnu H30K xoz, B xojoHa 1
Ce MOIBJIBa THPTOBCKOTO HanMeHoBaHHe Ha MU, Taka KakTo € NOMBIHEHO B 3asBIEHHETO U
CHOTBETHOTO Ommcanme B konoHa 3. He ce Jomycka obenuHsBaHE HA KJIETKM M BCAKaKBa
Jpyra npomsiHa BsB ¢popmara Ha [IpuinoxeHuero.

14. Jlexnapauus no obpasen nmo wi. 33, an. 4 or Hapen6a Ne 7 ot 31 mapr 2021 r. -
Tpunoxenue Ne 6 - mombiBa ce 1 ce npeacrass B LY na H30K B cpok ot TpH paboTHU THH
cliej| IPHKITIOYBAHE Ha MPOIEAypaTa I10 ONpefeNsHe Ha cToiHocTTa Ha MH.

*B o6paszena Ha nexnapauus llpunoxenne Ne 6 ce pexiapupa, 4e C¢ IOTBbPXKIAaBaT
[EHUTE OT MOIHCAHUS JBYCTpaHeH IpoTokon 1o wi. 31, an. 1 or Hapenba Ne 7 ot 31 mapt
2021 r., xkato B pmexiapanuara ce mocousaT CAMO MeIMIIHHCKHUTE H3JENHA, 32 KOHTO
3asgBUTEIIAT JKeJIae 1a MPEJIOKH TOIbIHUATENHA OTCTHIKA.

IIpu ycnoBue, 4e 3asiBUTEIAT JKeNae Jja OTIAJHAT ONPEENCHH MEUIMHCKY U3/ETHAS OT
3a4BICHHETO My, CBHIIUTE Ce I0COYBAT B NONBIHHTENHa Tabmmua — ,OTmagHamm oT
NOJMUCAHHS JBYCTPAHEH MPOTOKOJ MEIHUMHCKH H3JeIHA B ChlIus GopMmar, B KOHUTO €
U3rOTBEH TO3HM IPOTOKOIL

II. IIpn mogaBaHe Ha 3asiBJeHHEe 3a y4YacTHe B HacTofllaTa mponexypa 3a
BK/IIOYBAHE HA MeIMIMHCKH H3Jeimsi, onpeleienu 3a 3amnamane or H30K npes
Moc/IeHATA NPOBEAEHA NpoUeAypa (CTapM MEIHIHHCKH H3Je/Hs), NMPOU3BOHTEIHTE
HJIH THPrOBIHMTE HA €AP0 ¢ MEIHIUHCKH H3JeJus B/WIH TeXHHTe YIbJIHOMOMCHH
NpeACTABATEIH HA OCHOBaHHe Wl 26, a1 4 or Hapenb6arta, nogasar B H3OK caeanure
JAOKYMEHTH:

1. 3asBreHHe - AeKIapalys 3a yyacTre no obpasern no @i 26, an. 5 or Hapenba Ne 7 ot
31 mapr 2021 r., xoitto e Ilpunoxkenne Ne 2a. CploTo ce MpeACTaBs HA XapTHCH H
€NIEKTPOHEH HOCHTEN U CBHAbpXKA MEJUIMHCKHTE M3/IENHs, OIpe/eNieHH 3a 3allalllaHe OT
H30K npum mociemHara mpoBeleHa mpoieAypa. B 3asBieHHeTOo ce H30pOsBAT BCHYKA
MEIUIAHCKA H3Jeus OT AeicTBammTe crnuchim 1o wi. 13, an. 2 Ha Hapenba Ne 10, xouto
3afBHTENIAT JKejac Ja ObJaT BKIIOYCHH B HOBUTE CIHCBLM, KOHMTO IIE C€ H3TOTBAT Clel
IPUKIIOYBaHE Ha HacTosmaTa nporenypa. [Ipu nmonaBane Ha 3a4BJICHHETO 3aXb/DKHTEIHO CE
cmassa pexbT U ce mocousat AeiictBamute H30K - KonoBe HA MEIMIIMHCKUTE U3/IENHUS, TaKa
KaKTO Ca MOJIPEICHH B JCHCTBALIMTE CIIMCBIIH.

2. B 3agenenuero no T. 1 ce nocousa eauneH uneHTuukanuoned kox (EMK), xoraro
JIMLIETO € PETUCTPUPAHO ChIAacHO ThProBCKHA 3aKOH H € BIIHCAHO 110 3aKOHA 33 ThPTOBCKHA
PETHCTLP ¥ PErMCThPa HA IOPHAMYECKUTE JHMIA ¢ HeCTomaHcKa uen. 3a yuuara — TE wmm
IpousBoauTeM, PETHCTPHPAaHU B APYTH IbPKABH CE H3MCKBA H3BJICYCHHE OT THPTOBCKH:A
PETHCTBp HIM CXOACH JOKYMEHT IO HAllMOHATHOTO 3aKOHOJATENCTBO HAa CHOTBETHATA
IAbpKaBa Ha MPOU3BOAMTENS WM ThProOBENla Ha €1PO Ha MEJMIMHCKH H3ICIHs, U3JaJICHA OT
KOMIIETEHTEH OpraH He TMO-KbCHO OT 6 Mecela Mpead II0JaBaHe Ha 3asBICHUETO.
Undopmarusra ce NpeocTaBs OT 3aSBHTENs - THPTOBell Ha eIpo Wi Ipousomutens Ha MU
W/WTH TEXeH YIILIHOMOLIEH MpeACTaBUTEN, KOWTO € mojan 3asBieHueTo. M3BiedcHuero
TpabBa [a € NPHAPYXEHO C JMHK KBbM CBHOTBETHATA MHTEPHET CTPAaHMLA HA ThPrOBCKHs
PETHCTEP WM CXOZACH JOKYMEHT 10 HAIlMOHAIHOTO 3aKOHOJATEINICTBO, OT KBJETO JIa € BUAHA
perucTpanusTa Ha ChOTBETHHS IIPOU3BOIUTEL.



3. [THJIHOMOIIIHO MJIH OTOPH3ALMOHHO TUCMO B OPHIHHAN, YIOCTOBEPABAIlK IIPABOTO HA
3asBUTENS Ja IPEACTaBiIsABa IPOU3BOJMTENS 3a yYaCTHE B NpOLELypaTa 3a Helus NOroBOpeH
HEPUOI W 3a CPOKAa Ha JAEHCTBHE HA CHHCBIUTE C MEIAWLIHUHCKH H3ACIHHA, KOMTO H30K
jamnama. Koraro IIbIHOMOIIHOTO/OTOPH3AIMOHHO IHCMO HE € U3AANCHO B PemyGmyika
Boirapusi, 3a HETo ce IpeCTaBs NPeBoJl Ha OBIrapcKu €3UK, U3BBPIICH OT NPEBO/At, KoiiTo
MMa CKIIOYEH JOTOBOP ¢ MHMHKCTEPCTBOTO Ha BBHIIHMTE padOTH 3a H3BBPIIBAHE HA
o(ULHATHY IPEBOAH. B IBIHOMOIHOTO/OTOPU3AIIMOHHO MHCMO CIIE/BA /1a OBAAT MOCOYCHH
KOHKpeTHUTe MU 1O THProBCKO HAMMEHOBAHHUE, 32 KOUTO 3AaABHTEIAT € YIIBIIHOMOIICH HIIH
¥Ma IpaBo Jia TH pa3lIpOCTPaHsBa.

4. Vingopmanus, npenocrapena ot UAJL, OTHOCHO peruCTpupand 1aHHu B MAJ] A/unu
EUDAMED 3a HHIMJACHTH/IIOTEHIHAIHE HHIIUACHTH ¢ MEAUIIMHCKOTO HU3ICIUE, KaKTO H 33
GNOKMpAaHH WM M3TETJIEHH OT Na3apa NapTH/IH pe3 TocieaHunTe 18 Mecera.

5. Jlexnapauus, 4e CBLOTBETHHST YYacTHHK MOXeE Ja OCHTYPH HEOOXOIUMHTE
KONIMYECTBA MEIUIIMHCKH H3ENHUs o obpasen KbM wi. 26, an. 5 ot Hapenba Ne 7 ot 31 mapt
2021 r., npencTasisBama npuioxenue Ne 3. Jiexnapanuara ciezisa aa 0bae NpHApYKeHa U C
opHUIHMAIHO TMHCMO OT HPOU3BOAMTEN HA 3asBCHUTE MENUIMHCKH W3JIEIHSA, C KOETO e
IIOTBHPXKIaBa B3MOXKHOCTTA 1a 6BAT OCHTYPEHH HEOOXOMMHTE UM KOJIMYECTBA.

6. Jlexnapaiiysi OT 3adBHUTEIS, Y€ HE € H3TEKhJ CPOKBT Ha BATUTHOCT HAa JOKYMECHTHTE
mo T. | moaToukm 4 M 6 OT HacTosImIaTa IOKaHa, MPHIIOKEHH IO IMOCjIeHaTa MpOBEACHa
npoueaypa. Jleknapanusra e 1o odpasel, koiito e npunoxenue Ne 11 kbM nokanara.

B CIIYYaHuTC, KOraTto CpOKHT Ha BaIHAHOCT Ha TE3H JOKYMCHTH € H3TCKBJI HIIH €
HacThIIWIA Apyra NpoMsHa B 00CTOATENICTBATa OTHOCHO CHOTBETCTBUETO HA MECIHIITUHCKHUTE
nu3aens ¢ TEXHUYCCKUTC U3HNCKBAHUS, 3agBHTEINAT c€ 3aAb/KaBa J1a npeacrasy OTHOCHMHUTC
HOBOM3OaACHH JOKYMCHTH.

7. Jlexnapanus 3a HaTM4MEe HA M3MCKBaHMsITa KbM KoHKpeTHUTe MU mo . 24, 1. 4 ot
Hapen6a Ne 7 or 31 mapr 2021 r. - na ce 3amiamar oOT OOIIECTBEH/HalHOHAJCH
3/]paBHOOCUTYPHTENIEH QOHI B NOHE TPH OT JbPXKABUTE WICHKH HA EBpomeHCKHs ChI03, IIPH
CHIIUTE MHIWKAIWH WK 3a00isBanud, uid na ca 3amiamann o H30K npes nocnenunte 5
TO/MHH, IO o6pasen KM Wi 26, an. 5 ot Hapenba Ne 7, ceriacuo [Iprnoxenue Ne 5.

*Cnenpa  ga ce JeKnapupar KOHKPETHHUTE 00IIIeCTBEHH/HAlHOHAIIHH
3/[paBHOOCHTYPHUTENHH (GOHI0BE HA CHOTBETHUTE JABPKABH - WICHKH Ha EBPONCHCKHS CBIO3,
C MOCOYBaHE Ha JIHHK KbM KOHKPETHOTO MEMIMHCKO H3JENHe OT opHIHMaNiHaTa MHTEPHET
CTPaHHMIIA HA CHOTBETHHS OOIIECTBEH/HAIMOHATEH (QOH/ U M3BJICYECHUE OT ChINATa MHTEPHET
CTpaHHIA Ha XapTHEH M €NEKTPOHEH BapHaHT, 3alMCAHO Ha eNeKTpOHHMS HocuTten. Ipu
HECHOTBETCTBHE MEXIY TBHPrOBCKOTO HauMeHoBanue Ha MM, 3amnamaHo B JbpXKaBHUTE
WICHKA M THPrOBCKOTO HauMeHoBanue Ha MU, xamgunarctsamo B Ilpouexypara mo
JoroBapsaHe, clieBa a ce IPEACTaBAT AokasarescTsa oT Ilpomssoamrests, qe MU e eqno u
CBILO, HO IO/ PA3IAYHO THPrOBCKO HAMMEHOBAHUE HA €IUH U ChII IPOM3BOIAHUTE.



8. Jlexnapanus mo O6pazen Ne 8 - yuacTHHuwTe B NpOLERypara 3a MEIUIHHCKH
W3eNus, KOUTO ce 3aIUlaliaT Ha THProBell Ha €1po, MOJNMUCBAT JACKIApaluATa, ¢ KOATO
TIpHEMAT yCJIOBHSTA M M3KCKBaHHUATA Ha [Ipunoxenne Ne 7 - [Ipoext Ha 1OTOBOP, IPHIIOKUM
P KaHJMJaTATe, 3asSBATM Ipynd MU/moarpynu/rpyny 1o TEXHWYECKH H3UCKBAHMS II0
un. 25, an. 4, 1. 4, Gyksa ,,B“ ot Hapenba Ne 7 KOHTO BKIIFOYBA ONPEACICHATE OT H30K
CBOTBETHH YCIIOBHS 3a JOCTABKa W 3alamase chriacHo Crmcsuute mo wi. 13, an 2 ot
Hapen6a Ne 10 u Meroukata 10 mpHIOXEHHE Ha MexaHH3Ma mo 9L 45, an. 35 ot 330.
JIoroBOpET € 1o obpasen Ha ocHoBaHue Wwi. 26, al. 5 ot Hapenba Ne 7 ot 31 mapt 2021 r.,
npencrasssai [Ipunoxenne Ne 7.

9. IlenoBo mpemnoxenue no obpasen keM wi. 26, an. 5 or Hapenba Ne 7 ot 31 Mapt
2021 r., BB popmaT cbriacHo [Ipunoxenne Ne 4. LleHOBOTO IPEUIOKEHHE C€ TIPE/ICTaBs HA
XapTUEH U €IIEKTPOHEH HOCHUTE]L.

[Moapenbara Ha MO3UIUKTE, KAKTO U HM3MHCBAHETO HA THPrOBCKOTO HaMMEHOBAHHWE HA
MU crnenpa Ja chOTBETCTBAT Ha nojpendarta B 3asBleHueTo - [IpunoxeHue Ne 2A, kakTO M
Ha peructpanusara B UAJL. KanauaaTure mpencTaBiT UEHOBOTO MPEIOKECHHE B OTJEIEH
0603HaYeH HEMPO3payeH 3aneyaTaH MUK, TOCTABEH B ILIHKA C IPE/TIOKCHHETO.

Kangunature pECTaBAT HEHOBOTO IIPEIUIOKEHHUE B OTACIICH 0003HauYEH HEMPO3pav€H
3arevyaraH IJIAK, MOCTaBCH B INTHKA C NIPEIJIOKCHUACTO.

*IIpemnoxeHara lieHa HE MOXe Ja ObIe IMO-BHCOKa OT MpOJaXXHaTa MLEHa 3a
CHOTBETHOTO MEMHIMHCKO H3JIeNHe, NMOCOYeHa B crmchka mo wi. 1, T. 1, Oyksa ,.a“ ot
Hapen6a Ne 7 ot 31 mapt 2021 r., Kx0€To ce aeKiapupa OT 3asiBUTENS;

10. IMpunoxenue Ne 13 — Tabnuna ¢ KaTaIOKHUTE HOMEPA Ha 3aIBEHUTE MEIUIMHCKH
mnenus. Ipunoxenne Ne 13 ce npencrass CAMO Ha enektpoHen Hocuten. [Tocousar ce
IIBJIHATE KATAIOKHH HOMEpa Ha U3JENIHATa, KaTo BCEKH KaTajJoXeH HOMep ce MocouyBa B
otmenna kiuerka. Cpemy Bcekn KaratoxeH HoMep ce mocouBa H3OK kombsr ma MU m
omucandero. He ce momycka obeauHsBaHE Ha KICTKH M BCAKaKBa Apyra IMpoMsiHa BbB
tdopmara Ha [Ipunoxenuero.

* Ilpunoxenue Ne 13 ce momeiaBa camMO aKO MMa NPOMsHA BbB Be4e MOAANCHHUTE
KaTaJIOXKHUTE HOMeEpa, 3asiBEHH B NpeaxoxHara nponeaypa. Ilocousar ce SCHO M TOYHO
CAMO Te3n KaTaJI0KHA HOMEPA, KOMTO ca IIPOMEHEHH, HOBH MJIH TE€3H, KOUTO CJIC/IBA Jla c€
3ajMyar.

11. Jlexnapamus no obpasen no wi. 33, an. 4 or Hapen6a Ne 7 ot 31 mapr 2021 r. -
ITpunoxenue Ne 6 - momsiBa ce u ce npeacraes B LIY ra H30K B cpok oT Tpu pabOTHH AHU
cle/l IpUKIIOYBAHE Ha NPOLEIypara 110 ONpeAeNsHe Ha cToiHocTTa Ha MU.

*B ofpazeua Ha aexnapauus lIpunoxenune Ne 6 ce nekimapupa, 4e ce IOTBBPXKIaBar
[IEHUTE OT MONMCAHHUS JABYCTPaHeH mpoTokoi mo wi. 31, an. 1 ot Hapenba Ne 7 ot 31 mapr
2021 r., karo B aeknapamuara ce mocousaT CAMO MequuuHCKUTE M3/ENHA, 32 KOHUTO
3asBUTEIIAT XKeae Aa MPEIOKH JOBIHUTENIHA OTCTHIIKA.

ITpu ycnosue, 4e 3asBUTENAT XKeJlae Aa OTIafHAT ONPEIETCH! MEAUIINHCKH M3/IEIHA OT
3aBIIEHHETO My, CBIIUTE CE€ MOCOYBaT B MONBIHHTENHa Tabmmma — ,OTHagHand OT
MOANMCAHHUS [BYCTPaHEH IIPOTOKOJ MEIMLMHCKH H3fenus” B cbhmlka (dopmar, B KOHTO €
HU3TOTBEH TO3HM MPOTOKOI.




III. Ilpu momaBane Ha 3asdBIECHHE 3a y4acThe B IPOIEAypaTa 32 WHOBATUBHHU IPYyIH
MEIUIIMHCKH H371eHs, rpyna/noarpyna —4.1.2.2. ,,iHoBaTHBHHA MEMKaMEHTO3HOU3THBAIIN
(MexapcTBOM3IBYBALIM) CTEHTOBE, rpymna/moarpyna 14.1.2. ,,/IHOBaTHBHH TPaHCKAaTEThPHH
KJIATIHH [POTE3H 33 A0PTHA MO3MIKS ¢ aHTH(OCHOIUIHIHO MOKpATHE —~ GalOHpa3rbBally ce™
u rpyna/moarpyna 14.2.2. , Minosarusau TKII 32 aopTHa no3unus ¢ aHTHMAHEPATH3AMOHHA
06paGoTKa OT TPETO TOKOJNIEHHE - caMopasrsBamIy ce, 3asBenute MU creza no KpuTEpHH
Ha MPOM3BOJCTBO, KAYECTBO, Pa3XxoNOc(eKTHBHOCT, HHOBATHBHOCT Ja OBJAT reHepalus OT
HOCJICIHO TIOKOJEHHE Ha Bede chimectByBamd MM mnmd WHOBaIMH C  AHAJIOTMYHO
IPHIOXKEHHE M AaHAJIOTMYHA MEJMLMHCKa/TepalleBTHYHA T0J33, HO C J00aBeHM HOBH
TEXHWYECKH XapaKTEPUCTHKH, HOBM TEpaleBTHYHM TMOJ3H H JIOKa3arejcTBa 33
pa3sxonoe(eKTHBHOCT. 3asBHTENMUTE CIE/BA Haped C JOKYMEHTHTe 1o Wi 26, ai S5 or
Hapen6a Ne 7 ot 31 mapt 2021 r. 1a mpeAcTaBaT HOKa3aTeNCTBA B IOJKPENA HA CICTHUTE
KpUTEPUH:

1. Ipn 3asBsaBane Ha MM 10 TeXHMYECKH W3HCKBaHMS OT IOATPYNa/Tpyna, KOHTO
NpUTEXABAaT  MHOBATMBHH  XapaKTEPHCTHKM  CIpAMO  HM3JeNHs  OT  ChilaTa
IpyNa/moArpyna/Tpyna 1Mo TEXHAYECKH W3WCKBaHMs, 3amnamand HambeiaHo or H3OK mo
neiictBamus Criucbk no wi. 13, Gyksa ,,6% or Hapexba Ne 10, B cuna ot 01.03.2022 r.,
3agBUTENIATE MOraT Ja KaHJWIaTCTBAT 3a BKIIOYBAaHE Ha TC3W MEAMIMHCKY H3JENUs B
Cnucpka o wi. 13, an. 2, 1. 2, 6yksa ,,a“ or Hapenba Ne 10 ¢ BE3MOXHOCT 32 JIOTUIAIIAHE,
aKo M3JIEJIMATA OTTOBApAT Ha CIICAHUTE U3UCKBAHHUSA:

A) Hannuye Ha NpeIXoaHO TOKOJIEHHE MEAHIIMHCKH U3JEIHS HA Cblyus npou3eooumei
C aHATOrMYHO MPUJIOXKEHHE M aHAIOTHYHA MEIUIMHCKA/TEpaneBTHYHA 10132 32 MAalHeHTa B
neiictBamusg Cnucek mo i, 13, an. 2, 1. 2, Oyksa ,,6“ or Hapenda Ne 10 mim B mpeaninHu
Croucsim no wi. 13, an. 2 ot Hapenta Ne 10.

b) IpeacraBeHo € ONMHCAHUE B KAKBO C€ M3pa3sgBaT MHOBATHBHUTE XapaKTEPUCTHKHU HA
TOBa H3JEJIME, KaTO C€ I0COYaT HErOBHTE INPEIUMCTBA MpPEN H3JCNUATA, BKIIOYEHH B
neficTBamys cnuchk mo 4. 13, am. 2, 1. 2 Gyksa ,,6“ or Hapenba Ne 10, B cuna or
01.03.2022 r. niK B IPEIUIITHATE CITUCHLIU.

2. Ilpum 3asBABaHE Ha MEAUIMHCKH H3JEIUS MO TCXHUYECKH H3UCKBAHUA OT
rpyna/moaArpyna, KOMTO MpHUTEXKAaBaT WHOBATHBHM XapaKTEPHUCTHKH, HO Ha ChIIHA
TIPOU3BOIMTEN HE €a BKIIOUCHH MeIUIUHCKY n3enus B Cnuceka no wi. 13, an. 2, T. 2, OykBa
,,0° or Hapen6a Ne 10, B cuna ot 01.03.2022 r. w/unu B npexumsu CoMChIM, HHOBaTHBHU
W3JeAsA MOTaT Aa OBJaT 3asBeHH 3a BKIOUBaHe B moarpyna — 4.1.2.2., noarpyna 14.1.2. u
noarpyna 14.2.2. or Cnucbka mo wi. 13, an. 2, 1. 2, 6yksa ,,a“ or Hapenba Ne 10 ¢
BB3MOXKHOCT 3a JIOIUIAINAHe, ako ObJaT M3ITBIHEHH CASTHUTE YCIIOBHUS:

A) TlpenxomHO TNOKOJEHHE MEIALMHCKH H3ICIHSA HA CbUHA npoussooumen C
aHAJIOTUYHO NPUJIOKEHHE M aHATOrHYHA MEIUIMHCKA/TepaneBTHYHA MM0J3a 3a MalHEHTa ca
3asBEHH 3a BKJIouBaHe B noarpyna — 4.1.2.1., 14.1.1. u 14.2.1. ot CniuceKa 110 wi. 13, an. 2,
T. 2, 6ykBa ,,6 or Hapen6a Ne 10, koiito e Biese B cuia mpes 2023 r., kato 3asgBUTEIAT
HU3NIBJIHA BCHYKH YCJIIOBHUA, 3a Jga 6’I>JIaT BKJIIOYEHU TE3U HU3ICIHA B MOCOUCHHS CIIUCDHK.
[OTOBHOCTTA 3a W3MBIHEHHETO HA TE3M YCIOBHS CE YCTAHOBSBA ¢ JeKiapanus mo obpasen —
IMpunoxenne Ne Ne Ne 9, 9,.a“ u 9,,6* xbM mokaHara.



B) IpeacTaBeHo € omucanue B KaKBO CE M3pa3sABaT HHOBATMBHHMTE XapaKTCPHCTHKH Ha
MEIUITMHCKOTO H3/eIue oT moarpymna — 4.1.2.2., Kkato ce moco4ar HETOBUTE NPEMMCTBA IPE]]
MEIHIMHCKOTO mu3ende oT moarpyna 4.1.2.1., Koeto ¢ 3asiBeHO 3a BKJouBaHe B CIIMCHKA 11O
g 13, an. 2, T. 2, 6yksa ,,6“ o Hapen6a Ne 10, koiiTo 1iie B3¢ B CHJIa IIPE3 2023 r.

B) IIpencraBeHo € ONHCaHUE B KAKBO CE M3pa3sBaT HHOBAaTHMBHUTE XapaKTCPUCTHKU Ha
METHIMHCKOTO H3JeNHe oT moAarpyna — 14.1.2., kaTo ce mocoyar HErOBUTE IIPEAUMCTBA ITPE]
METHIMHCKOTO M3Zenue oT moarpyna 14.1.1., Koeto e 3asBeHO 3a BKiouBaHe B CrHChKa IO
g 13, an. 2, T. 2, 6yksa ,,6° ot Hapen6a Ne 10, xo#To me Biie3e B CHJla IIPe3 2023 r.

I') MpexcTaBeHo € ONMUCaHHUE B KaKBO CC M3Pa3sBaT HHOBAaTHBHUTE XapaKTCPUCTHKM Ha
MEMIAHCKOTO U3AENHE OT noArpyna — 14.2.2., KaTo ce noco4aT HEroBUTE MPEAUMCTBA MPEJ
MEMIIMHCKOTO M3IeHe OT noAarpyna 14.2.1., koeto e 3aj1BeHO 3a BKIouBaHe B CrichKa MO
gi1. 13, an. 2, T. 2, 6yksa ,,6“ ot Hapen6a Ne 10, koiTo mie Biie3e B Ciia Impe3 2023 r.

3. Ilpu 3asBsiBaHe Ha MEOUIMHCKH H3JENUS MO TEXHWYCCKH H3UCKBAHHA OT
rpyna/moArpyna, KOMTO INPUTEKAaBAT MHOBATMBHH XapaKTCPUCTHKH, HO B NPOXYKTOBATa
mucrta Ha cpinud mpoussoauTen HAMA MeIUUuMHCKHE H3AeTHs ¢ aHAJIOTHYHO IPHJIOXKCHUC U
AHATOTMYHA MEJUIMHCKA/TEpaneBTHYHA I0j3a 3a MAlMeHTa, KOMTO Ja Morat na Osiar
BKJIFOUCHH B moarpyna 4.1.2.1., moarpyna 14.1.1. u moarpyna 14.2.1. ot Cnmepka mo wi. 13,
aln 2, T. 2, 6ykxpa,,6“ or Hapen6a Ne 10, xoifto me Brese B cuna mpe3 2023 r., Te3u
HMHOBATHBHH H3JIE]THs MOTAT Ja 6bJaT 3asBeHH 3a BKmousane B Crichka o wi. 13, 6yksa ,,a“
ot Hapen6a Ne 10 ¢ BE3MOXKHOCT 3a JOILIAIIAHE, aKO OBbJAT U3IIBIHEHH CIEAHUTE YCIOBHA:

A) HpencraBeHo € OIIMCaHUE B KaKBO Ce M3pa3siBaT HHOBATHUBHHTEC XapaKTCPHCTHKH HaA
METUITHHCKOTO U3ACIHE CIIPAMO NPCAX0oaHa IrCHEpAus.

b) IIpencraBeHa e jfekiaparys OT CTpaHa Ha IPOM3BOJUTEIS B OPUTHHA W NPEBOJ Ha
OBJITapcKy €3WK, ue B mpoaykroBara My jgucta HAMA MeHIMHCKHA H3/IENHs C aHATOTHYHO
NPHJIOKEHHE U aHAJIOTMYHA MEMIMHCKA/TepalleBTHYHA 0132 3a [allMeHTa, KOUTO Jia Obaat
TIpeIOKEHH 3a BKIoYBaHe B moarpyna 4.1.2.1. ot Cnucbka mo ui. 13, an. 2, . 2, 6yksa ,,6“
ot Hapenba Ne 10. [leknapanusta ce u3rorss mo obpasen, koito e IIpunoxenune Ne 10 xbom
MoKaHaTa.

B) IpencraseHa e aekiiapanus OT CTpaHa Ha MPOU3BOAMTENA B OPHTHHAT U MPEBOX Ha
OBIrapcKd €3WK, 4e B nponaykroara My nucra HAMA MeIuIUHCKY M3[CTUS ¢ aHAIOTHYHO
IIPHJIOKEHHE U aHAJIOrMYHA MEIHIMHCKA/TepaneBTHYHa 110133 33 NallMEHTa, KOUTO Ja Obaar
IpeJIoXeHH 3a BKIousaHe B noarpyna 14.1.1. or Cruceka mo ui. 13, an. 2, 1. 2, 6yksa ,,06
ot Hapen6a Ne 10. Jlexnapauusita ce u3rotss mno obpaser, koito e Ilpunoxenue Ne 10 kbm
MOKaHaTa.

I') [IpencraBeHa e Aekaapalnus OT CTpaHa Ha NMPOHM3BOAMTEN B OpPUTHHAN IPEBOI Ha
OBITapcKd e3uK, 4e B npoxykroBata My aucta HAMA MenuuuHCKy U34ENus ¢ aHATOTHIHO
IPHIOXEHHE U aHATOTHYHA MEIMIIMHCKA/TepalleBTHYHA TT0NI3a 3 NallMeHTa, KOUTO Jia Obaat
NpeUIOKEHH 3a BKouBaHe B nmoarpyna 14.2.1. or Couceka 1o . 13, ai. 2, 1. 2, OykBa ,,6“
ot Hapen6a Ne 10. Jlexnapauusrta ce u3rotss mo obpasen, koito e Ipunoxenne Ne 10 keMm
MOKaHara.

BCHYKH yYacTHHIM, 3asdBABalld H3jeaus 3a noarpyna 4.1.2.2., noarpyna 14.1.2. u
noarpyna 14.2.2. ciefBa Aa NpeACTaBiT A0Ka3aTeICTBA 32 HAJIMYHETO HAa XapaKTCPHUCTHKHUTE,
nopagd KOMTO Te3W MEIWIMHCKH H3JCNHs Morar Ja Obaar BKIIOYCHH B IIOCOYEHATA
NOArPYIa, KaTo clie/(Ba Ja ObAAT MPEACTABCHH M JOKa3aTeNICTBa 3a HAIMYUC Ha MPOBEACHH




TPpH paHAOMU3HPAHH KIMHATHHU U3MATBAHHA B ITOCHEIHUTE TPH MOJAUHH, OT KOUTO IIOHC €IHO
3aBBPIICHO, CIPAMO NpPEAX0oaHa reHepanus Ha BE4C ChIECTBYBAILIH METUIITHHCKH H3aC/Iu.

BKIIIOYBAHETO HAa MHOBATHBHH MEIMIMHCKHM H3lenus B moarpyma 4.1.2.2., noarpyna
14.1.2. v noarpyna 14.2.2. or Cnmeska no wi. 13, an. 2, 1. 2, Oyksa ,,a“ ot Hapenba Ne 10, B
3aBHCHMOCT OT PE3YJITaTHTE OT PAHJOMH3HPaHUTE KIMHUYHM M3IUTBAHHSA, CE ONPCACI IO
kputepud Ha H30K.

4. V9acTHHUE B IPOLEAYPATa ¢ BKIIOUEHH MEUIAHCKY H3jemus B Cruchbka no wi. 13,
ar. 2, T. 2, 6yksa ,,6“ or Hapen6a Ne 10, B cua ot 01.03.2022 r. w1 B IPEAMITHYA CIIMCHIHA
HSAMAT [IPaBo Jia 3asBABaT CHIIMTE MEAMIIMHCKH W3/SNHA 32 BKIIOYBAHE B IIOArpyna 4.1.2.2.,
noarpyna 14.1.2. u noarpyna 14.2.2. or Cruceka mo wi. 13, am. 2, T. 2, OykBa ,,a“ OT
Hapen6a Ne 10.

5. YyacTHHIIUTE, MOJAIM 3aiBJCHHE 3a YJacTHE B NpOIEAypara 3a HHOBaTUBHA Ipyna
MequnuHCKA u3genus, noarpyna — 4.1.2.2. ,HoBaTHBHH MeIHKAMEHTO3HOH3IbYUBAMM
(ieKapcTBOM3TLYBAINM) CTeHTOBE®, Ie ObAaT KJIACHpPaHU IO pa3xo10e(peKTUBHOCT, IO
kputepun Ha H30K.

6. YuacTHUIMTE, [TOJAIH 3aABJICHHE 3a Y4acTHE B Mpolie[ypara 3a HHOBAaTHMBHA rpyna
MeIUIUHCKH u3zenusd, moarpyma — 14.1.2. ,JAnoBaTHBHM TPaHCKATETbPHH KJIAIIHH
NPOTE3H 32 A0OPTHA NMO3UIHUA ¢ aHTH(OCHOTHMIIIHO MOKPHTHE — OaJOHPA3rbBAIIH ce*,
1ie 6BAAT KIACHPAHH 110 pasxonoedeKTHBHOCT, o kputepuu Ha H30K.

7. VyacTHHLHUTE, IOJAIH 3a4BJICHHE 3a YUacTHE B IpoleAypaTa 3a HHOBaTHBHA rpyna
MeIUIUHCKA m3femus, noarpyna — 14.2.2. ,HAnopatusan TKII 3a aoprHa nosunus c
AHTHMHHEPAIH3ANHOHHA 06paloTKa OT TPeTo NMOKOJEHHE - CaMOpasrbBamH ce, Ime
6bAAT KJIACHpaHH 110 pasxonoedekTuBHOCT, o kputepun Ha H3OK.

IV. Ilpu nopaBaHe Ha 3asdBIE€HHE 3a y4YaCTHE B MNpOIEAypaTa 3a BKIIIOYBAHC Ha
MEIMIMHCKH u3aeaus B moarpyna 4.1.3., a wMeHHO ,0mpypxanmons creHTOBe",
KPUTEPHHTE 3a OLEHSABAaHE M BKIIOYBAHE HA MEIMI[MHCKH HM3JIEUA B IIOCOYCHATA MOArpyna,
KOUTO Ca CHOTHOCHMH KAaKTO KbM TEXHHYECKH, TAKa W KbM MEIWIIMHCKHA CIEUH(UKH Ha
HOATpYyIaTa CTEHTOBE, Ca KaKTo CleaBa:

- Hajmume KaTo OCHOBHA MHAMKAILHSA ,,JieueHne Ha OMypKalMOHHH JIE3UK ™ B KpaTKata
XapaKTEepHUCTHKA Ha MEAUIIHHCKOTO H3/IEIHUE;

- JlebvHUpaHO HaJIMYKE HA €IHO 3aBLPIICHO PAHIOMHU3UPAHO KIMHUYHO W3NMTBAHC 32
KOHKpETHATa WHJMKAIWMS ,JieueHHe Ha OndypKaluoHHH JIe3un’, OKa3BaIl0 TMO3UTHUBHU
KIMHAYHE Pe3yJITaTd npH ynorpebara Ha ToBa MH.

V. Ilpu noxaBaxe Ha 3asBJICHHE 3a y4acTHE B MPOLECAYpaTa 3a CICTHUTE OATPYITH:

4.1.4.1. ,,CrenToBe 6€3 MOJMMep 32 NMANMEHTH ¢ BHCOK PHCK Ha KbpBeHe - 3a MU
mo T. 4.1.4.1 e HeoOXxoAMMO Ja ce MPEACTAaBAT [OKa3aTeiCTBa 3a HWIMYHC Ha OCHOBHA
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MHIUKAIHAA, BKJIIOYEHA B KpaTKaTa XapakTepUCTHKa Ha MEJUITMHCKOTO HM3ACIIHC 34
KIMHUYHOTO MY IIPHJIOKCHUE NPU MAIHECHTH C MOBHINCH PUCK OT KBPBCHC.

41.4.2. ,,CTeHT KOHYCOBH/IEH, HAJIHYeH BTOPH CJIOif, 0JloKMpaI JHCTAJHATA
MHTPANMs HA IAKa H TpoM6; 1

4.1.4.3. ,PezopoupyemMu cTeHTOBE",

3a MU no T. V e HeoOX0IuMO Jia ce TIpe[CTaBy NIOHE €HO 3aBbPIICHO PaHIOMHU3HPAHO
M3IMTBaHe, C MO3UTHBHM KIMHMYHHM DE3yNTaTd INpH ynoTpebara Ha Te3H MEIMIHMHCKHA
1763 (126

V1. Ako B Ipyma/moArpyna no TEXHMYECKH HM3UCKBAHMA MCIMIMHCKH H3JICIUS MO
wn. 25, an. 4, 1. 4, 6ykBa ,,8* or Hapen6a Ne 7 ot 31 mapt 2021 r. 6B/i¢ Ipe/UIOXKCHA LIEHA
OT 3asBHTEN, KOATO HE MOXeE Ja Objie mpeyIoKeHa OT APYTH 3asIBUTEINH, C LIE]l OCUTYpSBaHE
HETIPEKbCBAEMOCT Ha JIOCTABKHTE HA MEJMIHHCKU M3JIENHs, OCUIyPsABaHE MOTPeOHOCTHTE HA
JI3BMIT u Menuuuuckute norpebHoctn Ha namueHTture, H30K ckimouBa [0roBopH 3a
JIOCTaBKa ChC 3aSBHTENUTE, NPEUTONWINA CIEABAIlM 10 pasMep LIEHH, HO HE I0-BUCOKH OT
CTOMHOCTTA 1o Wi, 25, ai. 4, T. 6 ot Hapen6a Ne 7 ot 31 mapt 2021 r.

Te3u IOroBOPH BIM3aT B CHIA, CaMO aKO HAcTBOAT OOCTOSTENCTBA, BOJEINH [0
HEBB3MOXKHOCT Jia ce o0e3nedar norpebrocTHTe Ha JI3BMII M MenuIMHCKHTE NOTPEOHOCTH
Ha MAIMEHTHTE 33 OCUIypABaHe Ha HOPMaIHA JiedeOHa JEHHOCT.

Ha 3asBurenn, KaHgugaTcTBaldy B rpyna S5 ,MeauuuHCKH H3JeIud 34
KHCIIOpOJOTEpanusa’ mie ObJaT NMPEACTaBCHH NPOEKTH Ha HWHAMBUIYAIHH IOTrOBOPH, CIE]
JIOIIYCKAHETO MM JI0 BKIouBaHe B CIHCHKA ¢ METUIUHCKH H3JEIHs, KOUTO H3O0K 3amnama B
yCIIOBUATA HA HW3BBHOONHUYHA MEAMIMHCKA IIOMOIN, MPH yCIOBHATA HA LI 14, an. 5 or
Hapenoa No 10.

*Beako MeJHIMHCKO HM3JeIne MoXe a 0bJe 3agBEHO CaMO 32 €1HO TEXHHYECKO
w3nckBane (wi. 26, an. 7 ot Hapen6a Ne 7 ot 31 mapt 2021 1.)

Bcuukn JOKYMCHTH CiieABa Jia OBIAT BaJIHAHYU KbM JlaTara Ha MI0JJaBaHCTO UM.

JloxyMenTHTe 10 wi. 26, an. 3 u ai. 4 ot Hapen6a Ne 7 ot 31 mapt 2021 r. ce mosasat B
nenosoacTeoto Ha IV Ha H3O0K, B 3amedaTaH HEmpo3payeH IUMK ¢ HEHAPYIICHA LSJIOCT, B
CpOKa, HOCOYEH B IIOKAaHATa.

3a BCeKH OTHENCH NPOM3BOAMTEN ce OdopMs OTHENEH IUIMK, BBPXYy KOHTO B
nenosoacTBoro Ha H30K ce moctaBs OTAeneH BXOAAIM HOMEp. BbpXy BCekM IUIHK Ce€
I0COYBA TIOJATENs, MPOIEAyparTa, 3a KOATO TOH yd4acTBa, aipec W TeleOHEH HOMEp 3a
KOHTAaKT, KaKTO M CHOTBETHHS NpPOM3BOIHTEN. JIONMBIHHUTENHO Ce MOCOYBA W Jlarara Ha
MOKAHAaTa, [10 KOATO ce KaHIUJaTCTBa 3a y4acTHe B MpoIeaypara.

L{eHOBOTO NpeJIoXKEeHHEe Ce MPEACTaBs Ha XapTHEH M ENCKTPOHEH HOCHTET B OTACJICH
3ameuaTaH HEMpo3padeH MK ¢ Haxnuc ,IleHoBo mpepIoKeHne. To3u KK ce NocTaBs
B IUIMKA C JOKYMEHTH Ha ChOTBETHHUS MPOM3BONUTE. L[eHOBH NPEJIONKEHHS 3a H3/ICIHA MO
a1 25, an. 4, 1. 4, 6. ,,5° or Hapen6a Ne 7 or 31 mapt 2021 r. (3arutalmaHy Ha ThProBell Ha
eIpo) ce MpENCTaBAT B OTAEJEH 3aredaran IUIHK. BepXy mimka ce mocousa M rpyma Io
crequduKanuATa, 32 KOITO CE KaHAUAATCTBA.

JIoKyMeHTHTE 3a ydacTHEe B NpOUENypara ce II0AaBaT B CPOK OT 15 padoran anm,
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CUMTAHO OT JICHA, CJIeJBaIl ACHA Ha Hy6JII/IKYBaHe Ha IMOKaHaTa, 10 Kpast Ha paﬁoTHlflﬂ A€H,
Ha nocjiefHusa A€H OT TO3H CPOK.

3asgBicHU, TI0/IaICHU CIICH KpaﬁHPI}I CpPOK HE C€ pasrjexaar oT KOMHCHATA.

JloKyMeHTHTE ce TpreMar B crpajiata Ha 1Y ma H30K, rp. Codus, yn. ,,Kpuunm“ Ne 1,
cras 109 - nenosoacTso.

CHuCHK ¢ IPHIOKEHHS — 00pa3l KbM HAcTOsIIAaTa NOKaHa:
Ipuaoxenne Ne 1 - Cnenudukanus chC CIeHATE Pa3NCIH:

Pazgen A - Cneuudwukaius ¢ ONpENCIEHH W TPYNHPaHH METHLAHCKH U3JCIIHA,
IpUJIAraHy B YCIOBHATA HA M3BHHOOIHMYHATA MEJUIMHCKA TOMOLI X

Pasnen b - Crneuuduxamumss ¢ onpeleleHH H TPYNUPaHHd MEIMIOMHCKH H3]CIHI,
IpUiaraHy B yCIOBHATA Ha O0JHMYHATa MCAUIHHCKA IIOMOL.

Ilpnaoxenne Ne 2 - 3asdBicHHE 3a yYacTHE B IpoUeIypara 3a ,,HOBU" MEIHUIMHCKH
u3aenus

Ipuaoxenne Ne 2a - 3agBieHue - AeK/Iapalys 3a y4acTue B Ipoleaypara 3a ,,CTapu
MeTUITMHCKA H3JCTIHsA .

Mpunoxenue Ne 3 — Jlexiapanus, Y€ CHOTBCTHUAT YYaCTHHK MOXE Jia OCHI'YpH
HeoOXOIMMHTE KOJMYECTBA METULIMHCKY M3/IEITHSL.

Ipunoxenne Ne 4 — [{eHOBO IpeUIOKEHUE.

Mpunoxenue Ne 5 — Jlexnapauus, ve MU ce 3amiamar ot o0l1iecTBEeH/HAlIMOHAJIEH
¢ OH B IOHE TP OT AbPXKABUTE WIEHKH Ha EBPOIIEHCKHUS CHIO3.

Ipunoxenne Ne 6 — Jexnapanus, Y€ CbOTBSTHHAT YJaCTHHK XKejae 3as1BCHUTE MU na
ObIAT 3aIUIalaHA ChC cpeacTBa oT Gromiera Ha H30K.

Ipunoxenue Ne 7 — IIpoekT Ha JOrOBOp, NPHJIOXKHM MNPH KaHAUIATHTE, 3aABHJIA
rpymu MW/noarpynu/Tpyny o TeXHAYECKH H3UCKBAHUA 110 91.25, an. 4, T. 4, OykBa ,,B* OT
Hapenta Ne 7 ot 31 mapr 2021 1.

Hpnaoxenne Ne 8 — Jlexrapamus 1o T. I, moxr. 10 or 3asBUTENs, 4Ye IpHEMA
YCIIOBHSATA M H3UCKBAHUATA 3a IOCTaBKa Ha MY, ChIIacHO MPHIIOKCHHUS JOTOBOP.

Ipuaoxenne Ne 9 — Jlexnapauys no T. I, OAT. 2, e 3a4BATENAT ME H3MIBIHH BCHIKH
yCIOBHS 3a BKIIOYBaHETO Ha 3asBeHd MU ot moarpyma 4.1.2.2. B Cicnka mo wi. 13, am. 2,
T. 2, 6ykBa ,,a“ o Hapenba Ne 10.

Ipuaoxenne Ne 9 ,,a% — Jleknapanus 10 T. I1, moaT. 2, Ye 3asABHTENAT IIe U3IBIHU
BCUUKH YCNOBHS 33 BKJIOYBAHETO Ha 3asBeHn MU ot noarpymna 14.1.2. B Cnuceka o 9i. 13,
an. 2, T. 2, 6yksa ,,a“ ot Hapenba Ne 10.

Hpuiaoxenne Ne 9 ,,6“ — Jieknapanus 1o T. I, moxar. 2, 4e 3aABUTENAT IIC WU3IMbIHU
BCHYKH YCJIOBHS 3a BKIIO4BaHeTo Ha 3assenn MU or moarpyna 14.2.2. g Coucpka mo wi. 13,
ain. 2, T. 2, 6yksa ,,a“ ot Hapenba Ne 10.

Ipuaoxenne Ne 10 — Jlexnapanus no T. II, moar. 3 OT 3a4BUTENS, Y€ B IPOJAYKTOBaTa
AMCTa HA IMpPEACTaBIsBaHMs OT HEro IPOH3BOIUTCI] HAAMA MeauuuHCKH H3Aenus OT
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moarpymna. 4.1.2.1. ,,JIeKapCTBOOTACIAIIM KOPOHAPHH CTEHTOBE™ OT IO — CTapa (mpemxonHa)
resepanus, noarpyma 14.1.1. ,TpaHckareTspHy KJIalHH NPOTE3H 32 aOpTHa IO3MIOHA C
aHTHGOCPOIMITHCHO TIOKPUTHE — GanoHpasrsBaly ce” U NOATpymna 14.2.1 ,,TKII 3a aoprtHa
TO3HIMS C aHTUMHHEPATH3AIHOHHA 06paboTKa OT TPETO MOKOJIEHHE - CaMopasrbBai ce”,
KOHTO Ja GBIaT 3asiBEHHM 3a BKIouBaHeTo uM B Crimcbka mo 4. 13, an. 2, T. 2 OykBa ,,0” oT
Hapen6a Ne 10.

Tpunoxenue Ne 11 — Jlexnapanus, ge fokymenTute mo T. I moar. 3 u 4, nokassaiy
HaJMuYHe Ha TEXHWYECKHTE M3MCKBaHHS 32 Y4acTHe B IOCIEJHO MPOBEJCHATa Ipoueaypa
OTOpH3aLus.

IIpninoxenne Ne 12 — Tabnuna ¢ karanoxHu HOMEpa.

Tpunoxenne Ne 13 — Ta6nuna ¢ katanoxuu Homepa (crapu MH).

JIuna 3a KOHTaKTH:

1. Kocramun Manos - Haganuuk Ha otaen JMWIX, mupexuus JITIMUAIXIIC, e-
mail: kmanov@nhif.bg

2. Hacme AcmmoBa — Mi. excmepr B gupekmus JIIIMUIAXIIC, e-
mail: nasipova@nhif.bg

3. Humna Jla3aposa — ct. excnepr B otaen JIMUJX, mupexums JIIMUAIXIIC, e-

mail; nlazarova@nhif.bg

KOM}’HI/IKaIII/ISITa Ce U3BBbpIIBA CaMO B ITHCMEH BU O €JICKTPOHHA mora!
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