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Hauuonannara 3apaBHoocuryputensa kaca, rp. Codus 1407, yn. ,Kpuuum®™ Ne 1, na
ocHoBaHHe 4. 45, an. 14 or 3akona 3a 3apaBHOTO ocurypsBane (330), wi. 26, an. 1 om
Hapeoba Ne 7 om 31 mapm 2021 2. 3a ycnosusma u peda 3a CobCmassie HA CRUCHK HA
Meouyurckume uzdeaus no ya. 30a om 3axona 3a Meouyurnckume u30eaus u 3a onpeoeisne
Ha cmounocmma, 0o koamo me ce 3antawjam (Hapen6a Ne 7 ot 31 mapt 2021 r.) u wi. 13,
an. 2 ot Hapeoba Ne 10 om 2009 2. 3a ycrosusma, peda, Mexawuima u Kpumepuume 3a
saniawyane om H30K na nexapcmsenu npodykmu, MeOUWUHCKU u30eius U HA OuemuyHu
Xpanu 3a CneyuanHu MeOUYUHCKU Yeau U HA NOMOWHU Ccpeocmea, npucnocobnenus,
CHOPLICEHUA U MEOUYUHCKU USOENUA 3a XOPAMA C YEPeXHcOanus, 00208apsaHe HA OMCMBNKU U
6b3CMAHO6ABAHE HA NpeuUeRUme Cpeocmea npu Npunazane Ha MeXamusvbM, 2apanmupauy
npeosuoumocm u ycmouyusocm xa 6rooxcema na H3OK (Hapen6a Ne 10 ot 2009 r.)

oTnpas o¢puunanHa [loxaHa KM NPOWU3BOAMTENNTE WM THPrOBLUHTE Ha €IPO C
MEJMUMHCKH H3JIe/us W/HIH TEXHHTE YMbJHOMOLUEHM TNpEACTABMTENH, 32 YYacTHE B
npoueaypara no onpejeNsHe Ha CTOHHOCTTa Ha MEAMUHHCKHTE U3Je/HA, NpeHa3HAuYeHH 3a
3a00/IABaHHsA, BKIIOYEHH B CIOHCBbKAa MO Hapeabata mo wi. 45, an. 3 or 330, u Ha
MEIHUMHCKHUTE U3Je/IHA, KOUTO Ce 3aIUlaliar B yCI0BUATa Ha GONHHYHA MEMIIMHCKA NTOMOIL,
H3BBH CTOHHOCTTA Ha KJIMHHYHHUTE ITbTEKH.



MenmunuackuTe u3nenus (MU) Tpabsa na oTroBapaT Ha W3HCKBaHMATA Ha 3aKoHa 3a
mexuuuHckuTe H3aenus (3MU), Hapen6a Ne 7 ot 31 Mapt 2021 r., kakTo ¥ J1a MPHHAUIEXAT
KbM TPYNHTE/NIOATPYNHTE H CHOTBETHUTE TEXHUYECKH XapaKTEPHUCTHKH, OMNpEJE/eHH B
Cneunduxauusra - [Ipunoxernue Ne 1 KbM HacTosIIaTa NoKaHa:

Pasnen A - Creundukauus ¢ onpeneseHH H TPYNHPAHH MEIHIMHCKH H3JENH,
TpHJIaraHy B yCJIOBHATA Ha H3BBHOOTHHYHATA MEHIIMHCKA IOMOIL, U

Pazgen B - Crneuudukauusa ¢ onpeneneHH H TIPYNHPaHH MEIULIHHCKH W3JeNus,
TpHJIaraHy B YCJIOBHATA Ha OOTHAYHATA MEHIIHHCKA [TOMOIII.

CnennduxanusTa e yrespaeHa ¢ Pemenne Ne PJI-HC-04-83 ot 29.07.2024 r.

L. Ilpn yyacTHe B HACTOAMATA npouneaypa 3a Bkiawgsane Ha HOBH mennuuucku
m3neans, konto H30K He e 3anamana npe3 mocjieiHaTa mpoBeJeHa Npoueaypa, Ha
ocHoBaHHe wWi. 26, an. 3, or Hapen6a Ne 7 ot 31 maprt 2021 r. ce H3HCKBAT CJIEJHHTE
AOKYMEHTH:

1. 3asBnenue 3a ydactue no obpaszen kuM wi. 26, an.5 ot Hapenba Ne 7 ot 31 mapr
2021 r., cernacHo Ilpunoxenne Ne 2. CpuioTo ce MpencTaBs Ha XapTHEH H €JICKTPOHEH
HOCHTEIL.

*B ciyyawTe, KOraro ce 3afdBsBaT €JHOBPEMEHHO HOBH MEIMIMHCKM H3/ICIHS Ha
onpejeneH MPOM3BOIMTEN H TaKHBa, KOUTO ca OMIM BKIIOYEHM 3a 3allldlllaHe B NOC/EAHHS
neiictam CHOHCHK HA CHINMA TIPOM3BOJMTEN (CTApH MEIUIMHCKH HW3JENHA), 3asBHTENAT
npuiara ClIeHATE JOKYMEHTH:

-H3HCKYCMHTE JOKYMEHTH I10 T. I: 32 HOBHTE MEAULHHCKHU H3JEIHS;

-H3UCKyeMHTe NOKYMeHTH no T. II: 3a Te3u MEIMIHHCKA H3Je/HsA, KOHTO ca Oumm
onpeaeneny 3a sarmnamane ot H30K npu nocnennara nposesieHa npoueaypa.

2. B 3asBnenueTo no T. 1 ce nmocoysa ennHeH uaeHTHOukanuoneH kox (EUK), koraro
JIMIIETO € PETHCTPHPAHO CHIIACHO ThProBCKHA 3aKOH H € BIIMCAHO M0 3aKOHa 32 ThPrOBCKHSA
PErHCTHP H PErHCTHPA Ha IOPHIMYECKHUTE JIMLIA C HECTOMAHCKa 11e71. 3a AMIaTa — ThPropIy Ha
€IpO WIIH IPOU3BOMMTE/H, PETHCTPHPAaHH B IPYTH ABPKABH C€ M3HMCKBA H3BJICYEHHE OT
THPrOBCKHA PETrHCTBP HIM OTHOCHM JOKYMEHT IO HAalMOHATHOTO 3aKOHOAATENCTBO Ha
CHOTBETHATA JIbpXKaBa Ha MPOMU3BOAUTEJNS MM ThProBella Ha €pO Ha MEJULMHCKH H3JIENHd,
M3JIaJlcHH OT KOMIETEHTEH OpraH He IO-KbCHO OT 6 Mecema mnpeid I[0jaBaHe Ha
3asBleHAeT0. MHQpopMaumaTa ce mpenocTaBs OT 3asdBHTENS - THProBell Ha epo MM
npou3poauTeNis Ha MU W/MMM TeXeH YNBIHOMOINEH MNpPEACTaBHTEN, KOHTO € mojan
3asBieHueTo. M3pneuenneTo Tpa6Ba na e MpHAPYXEHO C JIMHK KbM CHOTBETHATa WHTEPHET
CTPaHHIA Ha TBHPrOBCKHSA PETHCTBD HJIH OTHOCHM JOKYMEHT IO HAOHOHAIHOTO
3aKOHOOATEJICTBO, OT KBACTO Ja € BHAHA PErucTpaunaTa Ha CbOTBETHHA MPOH3BOIHTECIL.

3. HorapranHo 3aBepeHO IMBIHOMOIIHO HIIH OTOPH3ALHOHHO IMHCMO, YIOCTOBEPSBALIO
MpaBOTO Ha 3aABHMTEJIA Ja PEACTaB/IABA MPOU3BOAUTENS 3a YYacTHE B MpOLEypaTa 3a Lenus
AOTOBOPEH IEPHOA M 3a CPOKAa Ha JEHCTBHE HA CIHCBLHTE C MEIHLIHMHCKH W3/IC/HS, KOUTO
H30K 3annama. Korato mb1HOMOIMHOTO/OTOPH3AIMOHHO THCMO HE € W3aa/eHo B Pery6nuka
bbirapus, 3a Hero ce npeACTaBs NPeBOA Ha OBIrapcKy €3MK, H3BBPLIEH OT MPEBOJaY, KOUTO



HMa CKJIIOYeH JoroBop ¢ MMHHCTEPCTBOTO Ha BBHIDHWTE pabOTH 3a M3BBpIIBAHE Ha
opuUMaTHU NPeBOAH. B MBIHOMOIHOTO/0TOPH3ALHOHHO MHCMO cile/iBa a 6baT MOCOUeHH
KoHKkpeTHHTEe MU 110 ThproBcko HaHMEeHOBAHHE, 32 KOUTO 3asBUTENAT € YII'bJIHOMOLIEH HIIH
HMa MpaBo Ja I'H pa3NpoCTPaHABa.

4. JIokyMeHT, yJ0CTOBepsABalll NIPaBOTO HA 3aABHTEIMTE [d TBPIyBaT C MEAHIMHCKH
H3NeNHs, W3JaJleH OT KOMIICTEHTeH OpraH Ha CBHOTBETHAaTa AbpXaBa, a KOraro TaKbB €
u3nanen ot UAJIL, ce nocousa Herosuar HoMmep B H3OK cmyxebHo cvbupa W nposepssa
ChOTBeTHaTa HHOpMALHA.

*TakpB JNOKYMEHT HE C€ W3HCKBA, aKO 3asBHTENAT € MPOH3BOJAMTEN, YCTAHOBEH Ha
TepuTOpUATa Ha PermyGimka Brarapus, ceriacHo wi. 77, ajl. 2 oT 3aKoHa 3a MEJIMIMHCKHTE
H3JEIHS.

S. JIokyMeHTauus, 9pe3 KOATO ce JO0Ka3Ba, 3€ MEIHIHHCKOTO H3MCAHMEC OTroBaps Ha
TEXHUYECKHTE H3HCKBaHH, Toco4YeHH B Crenudrkanusra:

- ceptudukaT 3a MapkupoBka 3a cwoTBercTBHe ,CE® OT HOTH(QHMuUMpaH opraH —
HOTapHAJTHO 3aBEPEH;

- JeKjiapauus 3a CBHOTBETCTBHE, H3JaJeHa OT IPOH3BOJHMTENA HA MEIHLHHCKOTO
H3JIeIIHE;

- HHCTpYKUMs 3a ymotpefa 3a MEQMUMHCKOTO H3JeNHE Ha OBIrapckd €3k,
CHOTBETCTBala Ha noaaneHara B MAJI npu perucrpanus Ha H3/IETHeTo;

- yBeJOMJICHHE 3a IyCHATH Ha Ma3apa /Wi ¢opma 3a mpelocTaBsiHe HAa HHOpMalHUs
3a IMyCHATH B JIeHCTBHE Ha TepuTOpuATa Ha PenyGnuka Brirapust MEIHIIMHCKH H3JETHS.

*B cnyvauTte, KOraro € NpPHIOXHMO, Ce TnpeiacTaBs HeoOXxonauMus Habop oT
cepTHUKATH 3a NPEUIOKEHUTE MEJULMHCKA M3JENMs - 3a H3C/Ie/BAHE Ha [IM3aiH, 3a
H3CJIeBaHE Ha THIIA; 338 ChOTBETCTBHE; 32 CHCTEMA 3a MBIHO OCHIYPABaHE Ha KaYeCTBOTO Ha
NPOAYKIHSATA, OCHIYpsABaHE HA KAYeCTBOTO Ha NPOH3BOJICTBO.

6. Mssneuenme OT karanora Ha NPOU3BONHMTENA, C MNOCOYBAHE HA TBPrOBCKO
HaWMEHOBaHHE M MbJAHHA KaTAT0XEH HOMED Ha 3aiBEHOTO MEIHIMHCKO H3JENHe, KOETO ce
HICHTA(HIMPA C THProBCKOTO My HaHMEHOBAaHHE, CHOTBETCTBAINO HA YHHBEPCAIHHSA KOJ
HJIM HIEHTH(HKATOP, C KOETO TOBA H3JENHeE € BNHCaHOo B perucTbpa Ha MAJI o un. 5, an. 1
ot Hapenba Ne 7 ot 31 mapr 2021 r.

7. Undopmauns, npenocrasera ot MAJL, oTHOCHO perucTpupany nauud B MAJI u/mm
EUDAMED 3a HHIHAEHTH/IOTEHIHAIHA HHIHAEHTH ¢ MEIMIIMHCKOTO M3JIe/IHE, KaKTO U 3a
0;10KMpaHH HIIH H3TETJIEHH OT Ma3apa NnapTHIM npe3 nocnenHute 18 Mecena.

8. Jlexnapanus, 4Ye CHOTBETHHAT YYaCTHHK MOXE Ja OCHIYpH HeoOXoauMMTe
KOJIMYECTBa MEAMLHHCKH M3/IENHA 3a epHoa Ha nelicTere Ha CriucbuuTe no wi. 34, an. 1 ot
Hapen6a Ne 7 ot 31 mapt 2021 r., mo o6pa3sen kM 4. 26, an. 5 ot Hapen6a Ne 7 ot 31 mapr
2021 r., cernacHo Ilpunoxcenue Ne 3. Jleknapaumsara ciexsa aa Obae NpHIpyXKeHa W ¢
OleL[HaJIHO IMACMO OT NPOH3BOOHMTE/IA HA 3aABCHHTE MEIHIIMHCKH H3CIIHA, C KOETO CE



MOTBBPXK/IaBa Bb3MOXHOCTTA 1a ObJaT OCHIypeHH He06X0JUMHTE UM KOJIHYECTBA.

9. LlenoBo npemioxenne mo obpasel keM wi. 26, an. 5 ot Hapenba Ne 7 ot 31 mapt
2021 r., BbB popmart chriacHo [Ipunoxenue Ne 4. LleHOBOTO NpeUiokKeHHE ce NPEACTaBs Ha
XapTHeH M enekTpoHeH HocuTel. [lompenbata Ha MO3MIMMTE, KAKTO M HM3MHCBAHETO Ha
THPrOBCKOTO HauMeHoBaHue Ha MU, cienBa 1a chOTBETCTBAT Ha nojpendara B 3asBieHHETO
- ITpunoxenue Ne 2, kakto u Ha peractpanuaTa B MAJL. Kananaarure mpeacTaBaT LEHOBOTO
Npe/ioKeHHe B OTAeNeH ob03HadeH Hempo3payeH 3amevaraH IUIAK, NMOCTaBEH B MUIHKA C
TPEUIOKEHHETO.

*[IpennoxeHaTa IieHa He MoOxe aa OpJe MO-BHCOKA OT TNpojaxHaTa LEHa 3a
CBOTBETHOTO MEIMUIHMHCKO H3IETHE, NOCOYEHa B CIHChka mo wi. 1, T. I, Oyksa ,a“ ot
Hapen6a Ne 7 ot 31 maprt 2021 r., K0oeTo 06CTOATENCTBO C€ ACKIapUpa OT 3aABHTEIA.

10. Jlexnapauus 3a HATWYME HA H3HCKBAHKMATA KbM KOHKpeTHHTEe MU 1o wi. 24, an. 1,
T. 4 or Hapen6a Ne 7 ot 31 mapr 2021 r. - na ce 3amiamar oT OOUIECTBEH/HALMOHAIEH
3/IpaBHOOCHTYpHTENIEH GOH B MOHE TPH OT IbPXaBATE WICHKH Ha EBpOMNEHCKHS CBIO3, IPH
CHIIMTE HHIMKALMH WM 3a6onsgBanus, wiH na ca 3amwtamand or H30K npes mocneanure
S rozmHH, no obpasen KbM I 26, an. 5 ot Hapenba Ne 7, ceriacho [punoxenue Ne 5.

*Cneqpa 1a  ce  JEKIapupaT  KOHKpETHHTE  OOIIECTBEHH/HaLMOHATHH
3/IPaBHOOCHTYPHTENHH (QOHOBE HAa CHOTBETHHTE IAbPXKABH - WIEHKH Ha EBponeickus cbios,
C MOCOYBAHE HA JIMHK KbM KOHKPETHOTO MEMHMIMHCKO M3JeNHe 0T OHLHATIHATA HHTEPHET-
CTPaHHIa Ha CHOTBETHHA 00LIECTBEH/HALHOHAIEH (OHM M M3BIICYEHHE OT ChLIATa HHTEPHET
CTpaHHUA Ha XapTHeH. IIpH HECHOTBETCTBHE MEXIY THPrOBCKOTO HauMeHOoBaHHWe Ha MU,
3aIIaliaHo B AbP)KaBHTE WIEHKH H ThPrOBCKOTO HaWMeHoBaHHe Ha MU, kanaunarcTsaiuo B
HacToAIaTa NPoLeaypa, CIe/Ba [ia ce NPEACTaBAT J0Ka3aTeNCcTBa OT Npon3Boautens, ye MU
€ €IHO M ChIIO, HO MOJ, Pa3IMYHO THPrOBCKO HAHMEHOBAHHE.

11. Jlexnapauus, 4e ChOTBETHHAT YYACTHHK NPHEMAa YCJOBHATA H H3HCKBAHHATA Ha
nyOnuKyBaHus npoekt Ha noroBop (IIpumoxenne Ne 7) mo obpasen koM wi. 26, an. 5 or
Hapen6a Ne 7 ot 31 mapr 2021 r., cernacHo [Ipunoxenune Ne 8

* [lexnapannara no [Tpunoxerne Ne 8 ce mojasa eAMHCTBEHO OT KaHAWATHTE, 3asBHIH
rpyNH/NOATPYH/TPYITH N0 TEXHAYeCKH H3uckBaHua MU no wn. 25, an. 4, T. 4, 6yksa ,,B* oT
Hapen6a Ne 7 ot 31 mapr 2021 r.

12. JloxasarencTsa 3a H3MBJIHEHUE Ha U3HCKBaHUATa KbM MU mo wi. 24, an. 1, 1. 5 ot
Hapenba Ne 7 ot 31 mapt 2021 r. - ja WMar paHIOMM3MPAaHH KIMHMYHH U3NWTBaHMS, OT
KOHTO TOHE €HO 3aBbPIIEHO H H3BBPIICHA OLEHKA Ha 3paBHHTE TEXHOJIOIHH (3a H3/Jenus,
NpHJIAraHH B YCIOBHATA HA OOTHHYHATA MENHIIHHCKA MOMOII, KOTaTo € MPHIOXHMO).

*3a ynocroBepsiBaHe M3HCKBaHEeTO nmo wi. 24, ain. 1, 1. 5 or Hapenba Ne 7 ot 31 mapt
2021 r. — , HalHYMe Ha PAHNOMH3HPAHH KIMHHYHH H3NHTBAHHA“ Ha OBIArapckH €3HK, OT
KOHTO ITOHE €JHO 3aBBbPIICHO, cleaBa Aa ObJaT NpeACTaBSHH CHHTE3HPaHH H3BJICYEHMS OT
TAX, ChIbPXKALIM OCHOBHHTE HM NapaMeTpH, OLECHKH, H3BOAH H 3aKJIIOYEHHs Ha XapTHEH H
€JIEKTPOHEH HOCHTEII.



13. Ipunosxxenne Ne 12 — Tabnuila ¢ KaTAIOXHUTE HOMEpA Ha 3asBEHHTE MEIHLIIHHCKH
u3emus. [Ipunoxenne Ne 12 ce npencrass CAMO Ha enektponeH Hocuten. [locoysar ce
ITBJIHATE KATANOXHH HOMEpa Ha M3JENUATa, KaTO BCEKH KaTa/loXeH HOMEp ce MmocovBa B
oTenHa KieTka. B xonona ,,A“ ce mons/iBa ThProBCKOTO HaumeHoBaHHe Ha MM, Taka kaxto
€ MONBJIHEHO B 3adBJIEHHETO H CHOTBETHOTO omMcane B konoHa ,,C*. He ce nomycka
obennHABaHe Ha KJIETKH ¥ KaKBaTO M Ja € NpoMsiHa BBB (opmara Ha [IpuiioxeHHeTo.

14. Jlexnapauust no wi. 33, an. 4 or Hapen6a Ne 7 ot 31 mapr 2021 r. — chriacHo
TIpunoxenue Ne 6 - nonsisa ce  ce npeacrass B LY #a H30K B cpok ot Tpu paGoTHH IHH
cnex obsBsBaHe Ha croiiHocTTa, Kosto H3OK 3amnama 3a Bcaka rpyna MEAMIMHCKH
M3JeTHS/IOArpyNna/Tpyna no TEXHUYECKH H3UCKBAHMUS.

II. Ilpn y9acTHe B HACTOSIIATA NPOUEAYPa 32 BKJIKYBAHE HA MEIHIHHCKH
H3eJand, onpeneienu 3a 3amiamane or H30K npe3 nocieqnara nposejeHa npouexypa
(CTAPHM MeHUHHCKH H3J€JIAN), HA OCHOBaHHE W1 26, an. 4, ot Hapenba Ne 7 ot 31
mMapTt 2021 r. ce H3HCKBAT CJIeAHHTE J0KYMEHTH:

1. 3asiBiieHHe - AeKapauys 3a yqactue no obpasen no wi. 26, an. 5 or Hapeaba Ne 7 ot
31 mapt 2021 r., cernacHo [Ipunoxenne Ne 2A. ChIIOTO C€ NpEACTaBs Ha XapTHEH H
eNIeKTPOHEH HOCHMTEN M ChABPXA MEAMIHMHCKATE HM3JENHs, ONMpENeNieHH 3a 3arUlaliaHe oT
H30K mnpu nocneasarta mnpoBeeHa npollenypa. B 3asereHHeTo ce H30posBAaT BCHYKH
MeIHLMHCKH H3/eHs OT AeHCTBAMMTE CIMCHIH no wi. 13, an. 2 Ha Hapexn6a Ne 10 ot 2009
I., KOHTO 3aABHTEJIAT XKeNae fa ObaT BKIIOYEHH B HOBHTE CIIHMCBIUH, KOMTO INE CE H3TOTBAT
crlel TpPHKMIOYBAHE HAa HacTofmara nmnpouexypa. IIpH mojaBaHe Ha 3asdBJICHHETO
3a(B/DKHTENIHO Ce crma3Ba peabT H ce mocoysar fAeiictBamute H3OK - konose Ha
MEMIMHCKHTE U3JeITHs, TaKa KaKTo ca MOAPENCHH B AEHCTBALIUTE CIUCHLH.

2. B 3asBnenuero no 1. 1 ce nocouna exnHeH uaeRTH(uKauuonen ko (EMK), koraro
JIMLETO € PETHCTPHPAHO ChrIacHO THProBCKHA 3aKOH H € BIIHCAHO Mo 3aKOHA 33 ThProOBCKHS
PETHCTBP M PErHCTBpPa Ha IOPHAMYECKHTE JHIA C HecTomaHcka wenl. 3a jauunara — TE wim
[Ipon3BoanTENH, PETHCTPHPAHH B APYTH JBPXKABH CE€ M3MCKBa M3BJIEYEHHE OT THPrOBCKUSA
PerucThp WIH CXOJEH MOKYMEHT II0 HAUHMOHAIHOTO 3aKOHOAATENCTBO Ha CbOTBETHAaTa
IbpKaBa Ha MPOH3BOIMTENA HIIH ThProBela Ha AP0 Ha MEIUIMHCKH H3/CIHS, H3IaICHH OT
KOMIIETEHTEH OpraH He IMO0-KbCHO OT 6 Mecema MpeAH IIOJaBaHE Ha 3asABJIEHHETO.
Wrdopmauusrta ce npeaocTass OT 3aBUTENS - THProOBell Ha eIpo WK Npou3BoanTens Ha MU
H/WIIH TeXEH YNBJIHOMOIUEH MPEACTAaBUTEN, KOMTO € mojan 3asBieHueTo. M3BieueHnero
TpAbBa 1a € NPHIAPYXEHO C JMHK KbM CHOTBETHATA MHTEPHET CTPaHHLUA HAa THPrOBCKHA
PETHCTBP HJIH CXOJICH JOKYMEHT 10 HAllHOHAIHOTO 3aKOHOAATEJNICTBO, OT KBAETO Ja € BHMHA
PETrHCTpaluiTa Ha CBOTBETHHA POU3BOUTE]L.

3. HorapuanHo 3aBepeHO MBIHOMOIIHO WM OTOPH3ALHOHHO ITHCMO, Y0CTOBEPSBALLO
NpaBOTO Ha 3aBHTENA Ja MpeJICTaB/IABA IPOU3BOUTEIS 32 Y4aCTHE B MPOLEAYpaTa 3a Le/us
ZOTOBOPEH MEPHOM H 32 CPOKa Ha JeHCTBHE Ha CNHCHLHTE C MEIMUIMHCKH H3ENUs, KOHTO
H30K 3annama. Koraro meiiHOMOIIHOTO/OTOPH3AMOHHO TUCMO He € u3aneHo B Penmy6nuka
bbirapus, 3a Hero ce npeACcTaBs MPEeBOX Ha OBIrapCKH €3HK, M3BBPIIEH OT NpeBojay, KOHTo
HMa CKJIIOYECH NOroBOp ¢ MHHHCTEPCTBOTO Ha BHHIUHHTE paboTH 3a HM3BBPIUBAHEC Ha



O(HIHAIHY NPeBOaH. B MBIHOMOIHOTO/OTOPH3AMOHHO IIHCMO Clie/iBa 1a ObaT MOCOYEHH
KoHKpeTHATe MU 10 THProBcKko HAHMEHOBAaHHe, 33 KOUTO 3asBHTENIAT € YIIbJIHOMOLICH HIIH
MMa IPaBo Jia TH pa3npoCTpaHsBa.

4. Undopmanus, npenocrasena ot MAJL, otHocHO peructpupanu aanHu B UAJT w/um
EUDAMED 3a MHIMIEHTH/TOTEHIHAIHH HHIMIEHTH C MEJHIIMHCKOTO H3/IE/IHEe, KaKTO H 3a
6IOKMpaHH MK M3TETJICHH OT Ma3apa MapTHAM npe3 nocaeaHuTe 18 meceua.

5. Jlexnapauus, 4e CHOTBETHHAT YYaCTHHK MOXE Ja OCHIypH HEOOXOAMMHTE
KOJIMYECTBA MEHIIHHCKH W3/IEJHs 3a Nepuoaa Ha nefictere Ha CIIHCBIUTE 110 Il 34, an. 1 ot
Hapen6a Ne 7 ot 31 mapr 2021 r., no o6pasew kbM 4. 26, an. 5 ot Hapen6a Ne 7 ot 31 mMapt
2021 r., cernacHo Ilpunoxenne Ne 3. eknapaumsra cieapa fa Obae nNpuipyxeHa u ¢
OQHIHATHO MHUCMO OT MPOM3BOAMTENS Ha 3asBCHHTE MCIMIMHCKH H3MICNHA, C KOETO Ce
MOTBBPX/AaBa Bb3MOXHOCTTa Ja GbaT OCHIypeHH HEOOXOANMHTE UM KOJHYECTBA.

6. Jlexiapanus OT 3asBHTEJIS, Y€ HE € M3TEKBJ CPOKBT Ha BAJIMAHOCT Ha NOKYMEHTHTE
no T. I moxrouku 5 m 6 OT HacToAIATa MOKaHA, NMPHIOKEHH MO IMOCHeaHaTa MpoBeIeHa
npoueaypa. Jlexnapanusra e no o6pasen, criacHo [Ipanoxerne Ne 11 kbM noxasara.

B CIy4aHTe, KOraro CpOKbT Ha BAJHJHOCT Ha TE3H AOKYMEHTH € H3TCKBJ HIH €
HacThIIHJIA Apyra nNpoMsaHa B obcTogTencTBara OTHOCHO CHOTBETCTBHETO Ha MEOHIIHHCKHTE
H3/Ie/Hs C TEXHHYECKUTE H3UCKBaHMA, 3adBUTENAT C€ 3aJb/DKaBa Jia MPEJICTaBH OTHOCUMHTE
HOBOH3IaJICHH NOKYMEHTH.

7. Jlexnapanys 3a HalHUMe Ha U3MCKBaHHUATA KbM KOHKpeTHHTe MU 1o un. 24, an. 1, T.
4 or Hapenba Ne 7 ot 31 mapr 2021 r. - na ce 3amwiamar oT oOuIECTBEH/HALHOHAJIEH
3/[paBHOOCHIYpHTENEH GOH/ B MOHE TPH OT AbPXaBUTe WIEHKH Ha EBponelckus Cbio3, npH
CHIUTE HHAMKALMM WM 3ab0nsiBaHMs, WM Ja ca 3amnamand ot H30K npes mocneanure
5 romunu, 1o obpasen KeM Wi. 26, an. 5 ot Hapen6a Ne 7, ceraacro Ipuinoxenue Ne 5.

*Cnempa 1a  ce  OEKIapHpaT  KOHKPeTHHTE  OOINECTBEHH/HAUMOHAIHH
3[paBHOOCHTYDHTENIHA (OHAOBE Ha CHOTBETHHTE AbPXKABH - WIEHKH Ha EBponeickus cpio3,
C IOCOYBAHE Ha JIMHK KbM KOHKPETHOTO MEIHLMHCKO M3JENHE OT O(HIHAIHATA HHTEPHET-
CTpaHHIIAa Ha ChOTBETHHUA 0OLIECTBEH/HALIHOHAIEH (DOHI U M3BJIEYEHHE OT ChIUATA HHTEPHET
cTpaHMIa Ha xapTHeH. [IpH HechOTBETCTBHE MEXIY THProBCKOTO HauMeHoBaHHe Ha MM,
3aMUIaliaHo B AbPXKaBHTE WICHKH M THPrOBCKOTO HauMeHoBaHHe Ha MU, kanauaarcTBamo B
HacTosIaTa npoueAypa, cle/Ba ia ce NpeACTaBAT J0Ka3aTesicTBa OT Npou3BoauTeNs, ye MU
€ €/IHO M CBINO, HO NOJ Pa3THYHO THProBCKO HAMMEHOBAHHE.

8. Jlexnapauus, ye CHOTBETHHAT YYaCTHHK NpHEMa YCJIOBHATA H HM3HCKBaHHATa Ha
nyb6nuKyBanus npoekT Ha gorosop (ITpunoxenne Ne 7) mo obpasen kpM wi. 26, an. 5 or
Hapen6a Ne 7 or 31 mapr 2021 r., cernacuo ITpunoxenne Ne 8

* [lexnapauusra o [punoxenne Ne 8 ce nosasa eIMHCTBEHO OT KaHIWAATUTE, 3aABHIIH
TPYNH/NOArPYH/TPYIH MO TEXHUYecKH u3ucksanus MU no qn. 25, an. 4, 1. 4, 6yksa ,,B* oT
Hapen6a Ne 7 ot 31 mapr 2021 .



9. LleHoBo npemioxeHue o obpasen kbM Wi. 26, an. 5 ot Hapenda Ne 7 ot 31 mapr
2021 r., BbB dopMmar crrinacHo [Ipunoxenue Ne 4. [{eHOBOTO NpeAIOKEHHE C€ NPEACTaBA HA
XapTHeH M enekTpoHeH Hocuten. Iloxpenfara Ha MO3ULMHUTE, KaKTO M H3MHMCBAHETO Ha
THProBCKOTO HauMeHoBanue Ha MU cnepsa fa croTBeTCTBAT Ha moapenbara B 3asBIEHHETO -
[Tpunoxenne Ne 2A, xakTo # Ha perucrpaunsta B UAJL. KanaunaTure nNpeiCTaBsT IEHOBOTO
NpeioXeHHe B OTAeNeH 0003HaueH Hempo3payeH 3aneyaTtad IUIMK, MMOCTaBeH B IUIMKA C
TIPEUIOKEHHUETO.

*[IpemnoxeHata lLieHa He Moxe na Obae mo-BHCOKAa OT MpojaxHaTa LCHa 3a
CHOTBETHOTO MEAHUMHCKO H3ZIENHE, N0cOoYeHa B chmuchka nmo wi. 1, T. 1, byksa ,a" ot
Hapen6a Ne 7 ot 31 mapt 2021 r., kKoeTo ce AeKiIapupa OT 3asiBHTENS.

10. Ilpunoxenne Ne 13 — Tabnuua ¢ KaTaloXHATE HOMEPA Ha 3aBEHHTE MEIHIMHCKH
nagenus. [punoxenne Ne 13 ce npencrass CAMO Ha enextponer Hocutel. [locousar ce
ITBJIHATE KAaTAIOXHH HOMEpA HA H3/EJIHATa, KATO BCEKH KaTaIOXEH HOMEp ce Moco4Ba B
OTIeNHa KieTka. B konona ,,A“ ce nonsiasa H30K-koxsT Ha MU, Taka KakTo € NONbJIHEH B
3asBIEHHETO H CHOTBETHOTO ONMHCaHHe B KojioHa ,,C*“. B komona ,D“ ce mocouysa, panu
CHOTBETHHAT KaTAlIOXEH HOMEp € HOB WM ciemBa ja Obae 3anmyeH. He ce nomycka
obeMHABaHE Ha KJIETKH M KAKBaTO K Ja € IPOMsiHa BBB (opmaTa Ha [Iprioxenuero.

* [lpunoxenne Ne 13 ce mombiBa caMO aKO HMa NpOMSHA BBB BEYC MOJANCHHUTE
KaTANOMHY HOMEpA, 3a4BEHH B NpeaxoaHara npoueaypa. [Tocousar ce scHo u Touo CAMO
TE3H KATAI0XHH HOMEpPA, KOHTO Ca HOBH HJIM T€3H, KOHTO CJieiBa Aa ce 3anyar. Karanoxuu
HOMepa, 3asBEHHU B IIpeIX0OfHaTa IPOLEAYPa, HE CE N01aBaT OTHOBO.

11. Jlexnapamnus no wi. 33, an. 4 or Hapenba Ne 7 ot 31 mapr 2021 r. — chriacHo
ITpunoxenne Ne 6 - nomsisa ce u ce npeacrass B LY #a H30K B cpok oT Tpu paboTHH aHH
cnex obsBsaBaHe Ha croWHocTTa, Koato H3OK 3annama 3a Besgka rpyna MEQMLIHHCKH
U3eMUA/MOArpyNa/Tpyna o TEXHHYECKH H3HCKBAHHA.

III. Ilpu monaBaHe Ha 3asBJIEHHE 3a Y4acTHE B IPOLEAYypaTa 3a MHOBATHBHH IPYIH
MEIMIMHCKH H3/enus, rpyna/moarpyna — 4.1.2.2. ,,M/HOBaTHBHH MeTMKaMEHTO3HON3TbYBAIIH
(mexapcTBOM3TBEYBAIIN) CTeHTOBE", rpyna/moarpyna 14.1.2. ,IHOBaTHBHH TpPaHCKAaTEeTbPHH
KJIAITHH TIPOTE3H 3a a0pTHA MO3MIHMS ¢ aHTH(HOCHOTHIUAHO NOKPHTHE — DaoHpasrbBaliy ce*
win rpyna/moarpyna 14.2.2. ,WwosatwuBam TKII 3a aoprHa mosuuus ¢
AaHTHMHHEPAIU3alMOHHA 06paboTKa OT TPETO MOKOJNCHHE - CaMOpasrbBalllM Ce™, 3aABEHUTE
MM cnezBa 10 KpHTEpHH Ha MPOM3BOACTBO, Ka4eCTBO, Pa3X0A0€()EKTHBHOCT, HHOBATHBHOCT
Ia ObaT reHepanus OT IOC/IENHO MOKOJIEHHE Ha Beye chiuecTByBai MU unu vHOBaumH ¢
AHAIOTHYHO MPHJIOKEHHE M AHAJOTHYHA MEJMIHHCKa/TepaleBTHYHa 10I3a, HO ¢ 100aBeHH
HOBM TEXHMYECKH XapaKTCPHCTHKH, HOBH TEpAaNEBTHYHH MOJ3H M JIOKA3aTeJICTBA 3a
pa3xo10epeKTHBHOCT. 3aABHTENHTE CJE[Ba HAped C JOKYMEHTHTE Mo wi. 26, ai. 5 or
Hapen6a Ne 7 or 31 mapt 2021 r. na mpeacTaBaT J0Ka3aTeJICTBa B INOJKpENa Ha CICAHHTE
KPHTEpHH:

1. Ilpu 3asBsBane Ha MM 1O TeXHHYECKH H3HCKBaHHWs OT MOArpyna/rpyna, KOMTO
NpHTEXKaBaT  HHOBAaTHBHM  XapaKTePHCTHKH  COpPAMO  H3JeNHs  OT  Chluara
rpyna/noarpyna/rpyna no TEXHMYECKH H3WCKBaHHSA, 3aruiamadHd HanbaHo ot H3O0K mo
nercrBauua Cniuebk nmo 4i.13, 6yksa ,,6° or Hapen6a Ne 10 ot 2009 r., B cuna ot 01.01.2024



I., 3aBHTEJIMTE MOTaT Ja KaHJUJATCTBAT 338 BK/IIOYBAHE HA TE3H MEIHUMHCKH M3/ICNHS B
Cnuceka mo wi. 13, an. 2, 1. 2, Oyksa ,,a* or Hapen6a Ne 10 ot 2009 r. ¢ Bb3MOXKHOCT 32
JOIUIAIIAHE, KO M3/IENIUATa OTTOBAPAT Ha CIICAHUTE H3HCKBAHAS:

A) Hanuune Ha npeIX0oqHO MOKOJNICHHE MEUIIMHCKH H3JCITHA HA Chblyus npou3eooumen
C aHAIOTHYHO TPHJIOKEHHE H aHAJIOTHYHA MEJWIIMHCKa/TepaneBTHYHA MoJi3a 3a MalMeHTa B
neiictBamus Crnesk no wi. 13, an. 2, T. 2, 6yksa ,,6* or Hapen6a Ne 10 ot 2009 r. unu B
npenuman Crucsim no wi. 13, an. 2 ot Hapen6a Ne 10 ot 2009 r.

B) IIpeacraBeHo e oOMHCaHHE B KAKBO CE€ H3pa3sBAT HHOBATHBHUTE XapaKTCPHCTHKH Ha
TOBa H3JENHe, KaTO C€ I0COYaT HEroBHTE NpeAMMCTBA Ipeld H3JENUATa, BKJIOYCHH B
AedicTBaIIMs CIMCHK no wi. 13, an. 2, T. 2 6yksa ,,6 ot Hapen6a Ne 10 ot 2009 r., B cuna ot
01.01.2024 r. vt B NpeAHIIHATE COIHCHLH.

2. Ilpn 3asBsBaHe HAa MENMLIHHCKH M3JENHS II0 TEXHHYECKH M3HCKBaHHS OT
rpyna/moArpyna, KOHTO TIPUTEXABAaT MHOBATUBHH XapaKTEPHCTHKH, HO Ha ChIUHUA
TIPOM3BOATEN HE Ca BKIIOYEHH MEAMUMHCKH u3aenus B Cnucska mo wi. 13, an. 2, 1. 2, Oyksa
,6% or Hapen6a Ne 10 ot 2009 r., B cuna ot 01.01.2024 r. u/uma B npeaumusn Cnuchbuy,
HHOBATHBHHM M3JE/NHS MOraT ja OBIaT 3asdBeHH 3a BKIIOYBaHe B moarpyma — 4.1.2.2,,
noarpyna 14.1.2. u noarpyna 14.2.2. ot Cnucbka mo 4n.13, an.2, 1.2, 6yksa ,.a* or Hapenba
Ne 10 ot 2009 r. ¢ BB3MOXHOCT 3a JOIJIamaHe, ako 6b1aT H3MTbJIHEHH CIIEIHHTE YCIIOBHSA:

A) TIpefXooHO NOKONEHHE MENMUMHCKA H3JCIHS HA CHbU{UA npouseooumen c
AHAJIOTMYHO MPHJIOKEHHE ¥ AHATOTMYHA MEJHMIMHCKa/TepaneBTHYHA 110J13a 3a MAlHEeHTa ca
3a4BEHHM B HACTOAINATA MPONEYpPa 3a BKIOYBaHe B moxarpyna — 4.1.2.1., 14.1.1. unn 14.2.1.
ot Criuchka no wi. 13, an. 2, T. 2, 6yksa ,,6 or Hapenba Ne 10 ot 2009 r., kaTo 3asBHTENAT
H3IBJIHH BCHYKH YCJIOBHA, 3a Na OBJaT BKIIOYMEHHM TE3H H3AEIHA B MOCOYEHHS CIHCBK.
T0TOBHOCTTA 32 H3MBIHEHHETO HA TE3H YCJIOBHA CE YCTAHOBSBA C JeKJapalus no obpasen —
coraacHo [punoxenue Ne Ne Ne 9, 9,.a“ u 9,,6“ xpM nokanara.

b) IIpeacraBeHo e onMcaHue B KaKBO Ce U3pa3sgBaT MHOBAaTHBHMTE XapaKTePUCTHKH Ha
MEIMLHMHCKOTO H3fenue oT moarpyma — 4.1.2.2., 14.1.2. um 14.2.2. kato ce mocovar
HErOBHTE NPEAMMCTBA Npel H3AeNUATa ChOTBETHO OT moarpyna 4.1.2.1., 14.1.1. nim 14.2.1,,
KOHTO ca 3as{BEeHH B HaCTOAINATa Mpolexypa 3a Broysane B Cricska mo wi. 13, an. 2, 1. 2,
Oykea ,,6* or Hapen6a Ne 10 ot 2009 r.

3. ITlpu 3asBsBaHe Ha MEIMIMHCKH H3NENHA MO TEXHHYECKH M3UCKBaHMi OT
rpyna/moarpyna, KOHTO IPHTEXaBaT HHOBATHBHH XapaKTEpPHCTHKH, HO B IPOJYKTOBaTa
nicTa Ha cbiqus npoussoauTen HAMA MeauIHHCKH M3JE/US ¢ aHATOTHYHO MPHIIOKEHHE H
aHAJIOTH4YHa MEJMIMHCKA/TepaneBTHYHA IOJN3a 3a MallMeHTa, KOHTO Ja Morar aa Objar
BmoyeHd B moarpyna 4.1.2.1., 14.1.1. una 14.2.1. ot Cnuceka mo un. 13, an. 2, T. 2,
Oyksa ,,6* ot Hapen6a Ne 10 ot 2009 r., Te3u HHOBaTHBHH M3JCNHs MOrar 1a 6»1aT 3asBeHH
3a BK/IIO4BaHe B noarpyna — 4.1.2.2,, 14.1.2. wm 14.2.2. ot Cniuceka no wi. 13, 6yksa ,,a* ot
Hapenba Ne 10 ot 2009 r. ¢ Bb3MOXHOCT 3a AOIUIAINAHE, aKO ObJaT M3NBJIHEHH CICIHHTE
YCJIOBHSA:

A) TlpencraBeHo € ONMCAHHE B KAKBO Ce H3pa3fBaT HHOBAaTHBHHTE XapaKTepHCTHKH Ha
MEIHMILHHCKOTO H3/IEIHE CIPAMO NPEAX0JHA reHepalHs.

b) Ilpencrabena e aexiapanys OT CTpaHa Ha NPOH3BOJMTENS B OPHUTHHA H NPEBOJ Ha
OBirapcky e3mk, 9e B mpoAaykroBata My jHcTa HAMA MeIHUMHCKH H3JIeNHs ¢ AHAIOTHYHO
TIPHJIOXKEHHE H aHAJIOrMYHa MEAMLHHCKA/TepaneBTHYHA 110132 3a MalHeHTa, KOUTO Ja Objar



TpEUIOXKEHH 3a BKMoYBaHe B moarpyna 4.1.2.1., 14.1.1. wmu 14.2.1. ot Cnucebka mo wi. 13,
an. 2, 1. 2, 6yksa ,,6“ or Hapen6a Ne 10 ot 2009 r. JlexnapanusTa ce H3roTss 1o odpaseil,
Ko#To e [Tpunoxenne Ne 10 kpM nokaHara.

BcHYKH yYaCTHHIH, 3adBSBAIM W3Jeiua 3a moxrpyna 4.1.2.2., moarpyna 14.1.2. u
noarpyna 14.2.2. cnespa fa NpeCTaBAT JOKa3aTeICTBa 33 HAIHMYHETO Ha XapaKTCPHCTHKHUTE,
MOpaji KOWUTO TE3H MEOWLHMHCKH H3leMHd MoraT jJa ObIaT BKIIOYEHH B MOCOYEHATa
NoArpyna, Karo cieasa fa ObJaT MpeACTaBeHH H JOKa3aTe/CTBa 3a HAIHYHE Ha MMPOBE/ICHH
TPH PaHJOMH3UPAHH KIHHHYIHH H3MUTBAHUS B [IOCJIEJHHUTE TPH TOJHHH, OT KOMTO IMOHE €HO
3aBBpIIEHO, CIPAMO MPEAX0AHA IreHEpallis Ha BEUC CBIIECTBYBAIH MEIHLIHHCKH H3JICTIHS.

4. Y4acTHHIM B NMPOLETYPaTa ¢ BKIIOYEHH MEAWLIMHCKY M3enus B noarpyna 4.1.2.1.,
14.1.1. wmm 14.2.1. ot Cnuceka no . 13, an. 2, 1. 2, 6yksa ,,6“ or Hapen6a Ne 10 ot 2009 1.,
B cuna or 01.01.2024 r. WM B NMpEeMIIHA CIHCHIM HAMAT NMpaBo Aa 3asBABAT CHINUTE
MEUIMHCKH M3JENIAS B HACTOAIIATa Mpoueypa 3a BKIouBaHe B moarpyna 4.1.2.2., 14.1.2.
umu 14.2.2. ot Cnuceka o wi. 13, an. 2, 1. 2, 6yksa ,,a* or Hapen6a Ne 10 ot 2009 r.

IV. Ilpu monaBaHe Ha 3asfBICHHE 3a ydyacTHE B MNpoOIEAypaTa 3a BKIIOYBAHE HA
MEIMUMHCKH H3jenus B noarpyna 4.1.3. ,BHypKanHOHHH CTEHTOBE, KpPHTCPHHTE 3a
OLEHABAHE M BKJIOYBAHE HA MENHIMHCKH H3JCJIHs B [OCOYEHATa MOArpyna, KOHTO ca
CHOTHOCHMH KAaKTO KbM TEXHHUYECKH, TAKA H KbM MEIHIHHCKH CrEeUM(HKH Ha MoArpynara
CTEHTOBE, Ca KaKTO CJie/(Ba:

- Hanuuue Ha OCHOBHA HMHAMKALHA ,JledeHHe Ha OMdypKallMOHHH JIE3HWH B KpaTKara
XapaKTEPHUCTHKA HA MEIHIIMHCKOTO H3JEIHE;

- Hanmuwe Ha eHO 3aBBpIICHO PAHAOMH3HPAaHO KIMHHYHO H3MHMTBAHE 32 KOHKPETHATa
HHIUKALUHA ,JieyeHHe Ha OMQypKalMOHHH JIe3HH®, NOKa3Ballo MNO3HUTHBHH KIHHHYHH
pe3yJTaTH NpH ynorpebara Ha Tosa MU.

V. Ilpu nonaBaxe Ha 3asBJIEHHE 32 y9acTHe B NIPOLIeTypaTa 3a CJIEAHATE MOArPYIIH:

4.1.4.1. ,Crenrone 6e3 moMMep 3a NANHEHTH C BHCOK PHCK Ha KbpBeHe“ - 3a MU
mo 1. 4.1.4.1 ¢ HeoOXODHMO Ja Ce NPEACTABAT MOKA3aTeJICTBA 3a HAJIMYHE HAa OCHOBHA
WHIUKALKA, BKJIIOYEHa B KpaTKaTa XapaKTepHCTHKa Ha MEIHUHHCKOTO H3/enue 3a
KITHHHYHOTO MY TTPHJIOXKEHHE IPH NALHEHTH C OBHIIEH PHCK OT KbpBEHe.

4.14.2. ,CTeHT KOHYCOBHIEH, HAJIH4YEeH BTOPH CJIOH, OJOKHpaml JAHCTAJIHATA
MHIpalHs Ha MJIaKa B TpoMO“; 1

4.1.4.3. ,,Pesopbupyemn cTeHTOBE",

3a MU no 1. V e Heo6X0auMo 1a ce MpeIcTaBH NOHE €IHO 3aBbPIIEHO PAHIOMHU3HPAHO

KJIHHHYHO H3NIATBaHE, C IIO3HTHBHH KJIHHH4YHH DPE3VITATH IMpH yﬂorpeGaTa Ha TE3H
MEIHLUHHCKH H3OCIIHA.

VI. Axo B rpyna/moarpyna/ rpyna no TeXHH4eCKHM H3HCKBaHHS MEIMLMHCKH M3/EJIHs
no wi. 25, an. 4, 1. 4, 6yxsa ,,8“ or Hapen6a Ne 7 ot 31 mapr 2021 r. 65/1¢ npeuioxena
IEHa OT 3afBMTEJ, KOSTO He MOXe Oa Oble NpeiIoxeHa OT JPYTH 3asdBHUTENH, C el
OCHTYpsiBaHE HENPEKbCBAEMOCT Ha NOCTABKHTE Ha MEIMLMHCKH H3JENHS, OCHIypsBaHe
notpebHocTHTe Ha JISBMII n MeauuuHckuTe notpebHOCTH Ha nanuenTHre, H30K ckimoysa



IOTOBOPH 3a JI0CTaBKa ChC 3asABHTENHTE, MPEUTOXKHIIH CIEBAIIH 10 pa3Mep LEeHH, HO He No-
BHCOKH OT CTOHHOCTTa 1o Wi. 25, an. 4, T. 6 or Hapen6a Ne 7 ot 31 mapt 2021 r.

Te3n noroBopH BIM3aT B CHJ4, CaMO AKO HACTBIAT OOCTOATENCTBA, BOJCIIM [0
HEBB3MOXKHOCT Jia ce obe3nevat norpeGHocTuTe Ha JISBMII M MeIHIHHCKATE OTPEOHOCTH
Ha NAUHCHTHTE 3a OCHTYPABaHe Ha HOPMaJTHa ledebHa JeHHOCT.

Ha 3asBuTenu, KaHAMaTcTBAIM B rpyma 5 ,MeIMUMHCKM H3jenus 3a
KHCIopojioTepanus’“ me ObAaT NMpeacTaBeHH NPOEKTH HA MHAMBHAYATIHH JOTOBODH, CIEN
JIONYCKAaHETO MM JI0 BKMouBaHe B CIuChKa ¢ MEIHIMHCKH H3enus, kouto H30K 3amnnama B
YC/IOBHATA Ha H3BbHOOTHHYHA MEIHIIHHCKA IIOMOIIL.

*Besiko MeHIIHHCKO H3jJe/He MoXKe /ia Ob/ie 3agBeHO CaMo 33 e/IH0 TeXHHYECKO
H3AckBane (Wi 26, an. 7 or Hapen6a Ne 7 or 31 mapt 2021 r.)

NB! BcHYKH I0KyMEHTH, N0Ja]eHH 33 YYaCTHe B Npouexypara cjeasa aa 6baar
NOANHCAHH OT 3aiBHTEJIHTE HA BCAKA CTPAHHIIA.

Beuuky noKyMeHTH cieBa 1a 6BaT BAIMOHM KBM JaTaTa Ha NOoJAaBaHETO UM.

JoxymenTtuTe 1o 4wi. 26, an. 3 u an. 4 or Hapen6a Ne 7 ot 31 mapt 2021 r. ce nosiasar B
nenoBozcTBoto Ha LY Ha H3OK, B 3ameuaraH Hempo3payeH IUIMK ¢ HEHapylleHa LsUIOCT, B
CpOKa, II0COYEH B NOKAHATa.

3a BCEKH OTHENEH MNpOU3BOAMTEN ce O(OopMs OTAENEH IUIMK, BBPXY KOHTO B
nenosoacTtBoro Ha H30K ce mocraBd oTAeneH BXOAsll HOMEP. BbpXy BCEKH IUIMK ce
oCOYBa TOZATeNs, MpOLENypara, 3a KOSTO TOM ydacTBa, aapec W TeledoHEH HOMeEp 3a
KOHTaKT, KaKTO M CBHOTBETHHs IPOH3BOAMTEN. JIOMBJIHATENHO CE€ IOCOYBA M JlaTaTa Ha
[NokaHara, o KOSTO ce KaHAWAATCTBA 3a yJacTHe B IIpOLEeNypaTa.

LleHOBOTO mMpemsIoXeHHe ce NPEACTaBs Ha XapTHEH H €JIEKTPOHEH HOCHTEI B OTIEJIEH
3amedaTaH Henmpo3paveH ILIHK ¢ HagMHC ,IleHoBO npenaoxkenne”. To3u IJIHK Ce NOCTaBs
B IUIMKa C JIOKYMEHTH Ha CHOTBETHHS Npou3BoAuTel. LICHOBH NpEWIOKEHH 3a HU3/IE/IHs 110
un1. 25, an. 4, T. 4, 6. ,,8* or Hapen6a Ne 7 ot 31 mapr 2021 r. (3aruiamasHu Ha ThproBel Ha
€/Ip0) ce MpENCTABAT B OTHEJNEH 3anedaraH IUIMK. BbpXy mimka ce mocoysa W rpyna 1o
cnenHHKaLHATa, 32 KOATO C& KaHAUAATCTBA.

JloKyMeHTHTE 3a y4yacTHe B NpOLEXypaTa ce mogasaT B cpok oT 15 paborum num,
CYMTaHO OT JeHs, CJIeJBall A¢HA Ha MyOIMKyBaHe Ha NOKaHaTa, 0 Kpas Ha paboTHHS JIeH, Ha
NIOCNIeTHHA JEH OT TO3H CPOK.

3asABNCHNS, NOJACHH ClIE KpaliHHUs CPOK HE Ce pasriiexiaT OT KOMHCHSATA.

HokyMeHTHTe ce mpHeMar B crpagara Ha L{Y Ha H30K, rp. Codus, yi. , Kpuuum™ Ne 1,
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craa 109 - nenoBoAcTRO.

CruceK ¢ NpHNoXeHHs — 00pasiH KbM HACTOAIIATA [IOKaHa:
ITpraoxenne Ne 1 - CiennduKaums CbC CACIHUTE paselH:

Pasnen A - Cneuudukanus ¢ ONmpefeNeHH H TIpYNHpaHH MEJHLHHCKH H3Jenus,
MPHJIAraHH B YCIOBHATA HAa H3BbHOOMHMYHATA MEUIIMHCKA TIOMOIN

Pasgen B - Cnemuduxauns ¢ onpeieNeHH M TIPYNApaHH MEIWUMHCKH H3JenHs,
IIpHJIaraHy B YC/IOBHATA Ha GOTHAYHATA MEIHLMHCKA ITOMOI.

Tpunoxenne Ne 2 - 3agBeHHe 3a y4yacTHe B Mpolexypara 3a ,,HOBH  MEIMLHHCKH
H3JEITHA

Tpnaoxkenne Ne 2A - 3adBneHue 3a yyacTHe B NPOIEypaTa 3a ,,CTapH™ MEIHLHHCKH
H3ENHs.

Mpunoxenne Ne 3 — Jlewiapauus, 4¢ CHOTBETHHAT YYacTHHK MOXE Jla OCHIYPH
HEeOOXOAMMHTE KOJIMYECTBA MEAHIIMHCKH H3/ICIHA.

IIpuaoxenne Ne 4 — LleHOBO npeUIOXKEHHE.

Npuaoxenne Ne § — Jlexnapauus, ¢ MU ce 3annamar ot 06mecTBEH/HalHOHANEH
(oHA B MOHE TPH OT IbpXKaBUTE WIEHKH Ha EBponeHcKus coio3.

TMpuniaoxkenne Ne 6 — Jlexnapanus, 9e CbOTBETHHAT YYaCTHHK xeae 3aaBeHute MU na
OBaaT 3ariamann cse cpeacTea ot 6romkera Ha H30K.

Ilpaaoxenne Ne 7 — IlpoekT Ha AOroBOp, NPHIOKHM IPH KaHIWIATHTE, 3adBHIH
rpynd MW/noarpynu/rpyns no TEXHMYECKH H3UCKBaHHA mo wi.25, am4, 1.4, 6yksa ,,B“ OT
Hapen6a Ne 7 ot 31 mapr 2021 r., B eano ¢ [lpunoxenue 1, ITpunoxenne 2, [Ipunoxenne 3,
[Ipunoxenue 4 u [Ipunoxenue 5 keM Jlorosopa.

Ipunoxenne Ne 8 — Jlexnapanus no 1. I, noar. 10 u 1. II, noar. 8 ot 3asaBuTens, ye
NpHeMa YC/IOBHATA H M3HCKBAHHUATA 3a A0CTaBKa Ha MM, ceriacHo MpHIIoKeHHUs J0roBop.

Mpuaoxenne Ne 9 — Jleknapamusa no 1. III, moar. 2, ye 3agBHTENAT IUE HU3IBJIHH
BCHYKH YCJIOBHS 33 BKIIOUBaHeTo Ha 3asBeHd MU ot noarpyna 4.1.2.2. B Cnuceka 1o wi. 13,
an. 2, 1. 2, 6yksa ,,a* or Hapen6a Ne 10 ot 2009 r.

Npriaoxenne Ne 9 ,a% — Jlexnapauns no 1. III, moar. 2, ye 3adBUTENAT 1€ M3MIBIHH
BCHYKH YCJIOBHS 3a BKIIOYBaHeTo Ha 3asseHH MU ot noarpyna 14.1.2. B Ciucbka mo 4. 13,
al. 2, T. 2, 6yksa ,,a“ ot Hapen6a Ne 10 ot 2009 .

Ipuiaoxenne Ne 9 ,,6% — Jlexnapauus no 1. 11, monr. 2, ye 3agBHTENAT LIE H3NBJIHH
BCHUKH YCJIOBHS 3a BKJIIOYBaHETO Ha 3asBeHH MU ot noarpyna 14.2.2. B Cninceka mo 4. 13,
an. 2, 1. 2, 6yksa ,,a* ot Hapenba Ne 10 ot 2009 r.

IIpnaoxenue Ne 10 — Jlexrapanus no T. III, moar. 3 ot 3asBuTeENs, 4e B IpOAYKTOBaTa
JAUCTAa Ha NpeACTaBNsBaHHMA OT Hero npowu3poaurean HAMA MeaMUMHCKM HM3AETHS OT
noarpyna. 4.1.2.1. , 1ekapcTBOOTAENAIM KOPOHApHH CTEHTOBE™ OT N0 — cTapa (IpeaxoHa)
reHepauus, noarpyna 14.1.1. ,TpaHckaTeThbpHH KJAmHH NMPOTE3H 3a aOpPTHA TMO3MIHA C
aHTHGOCPOHIHCHO NMOKpHUTHE — GanmoHpasreBamu ce” u noarpyna 14.2.1 ,TKII 3a aoptHa
NO3HIHKA ¢ AaHTUMHHEPAIH3alHOHHA 06paboTKa OT TPETO MOKOJIEHHE - CAMOpa3rbBallld ce™,
KOHTO fia ObJaT 3aABeHH 3a BKMOYBaHeTO MM B Criuceka mo wi. 13, an. 2, 1.2 6yksa ,,6” or
Hapen6a Ne 10 ot 2009 1.



Ipniaoxenne Ne 11 — Jlexnapanus, no T. [I moar. 6, 4e He € M3TEKBJ CPOKBT Ha
BaJHAHOCT Ha HOKyMeHTHTe 110 T. |, moar. 5 u 6 ot ITokanara.

Ipniaoxenne Ne 12 — Tabmuua ¢ kaTanoxHu HoMepa (HoBH MU).
IIpunoxenne Ne 13 — Tabnuua ¢ xaranoxuu Homepa (crapu MH).

JInna 3a KOHTaKTH:
1. Kocranun ManoB — u.1. mupextop Ha qupexuust MUATIC, e-mail: kmanov(@nhif.bg
2. Hacue AcunoBa — rnaseH excnept B nupexuus MHUIIC, e-mail: nasipova@nhif.bg

KoMyHHKanusTa Ce H3BBPIIBA CAaMO B MUCMEH BHJ 10 €JIEKTPOHHa noina!



