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BAPHO:

HanpoHaNHaTa 30paBHOOCHTYpHTENHA Kaca, rp. Cobus 1407, yn. ,Kpuunm“NeT, na
ocHoBaHMe 4. 45, an. 14 ot 3akoHa 3a 3ApaBHOTO OCHrypsiBaHe, 4. 26, an. 1 ot Hapenba Ne
7 or 31 mapr 2021 r. 3a yCIOBUSTa U pefia 3a CbCTaBAHE HA CIHUCHK HA MEIUIIUHCKUTE
uzgenns mo 4wi. 30a oT 3akoHa 3a MEIULWHCKUTE H3JENNAS M 3a ONpeesHe Ha CTOMHOCTTA,
1o xosito Te ce 3amnamar (Hapen6a Ne 7 ot 31 mapt 2021 r.) u un. 13, an. 2 ot Hapenba Ne
10 ot 2009 r. 3a ycnoBusTa, pena, MEXaHU3Ma U KpUTEpUUTE 3a 3amamane or Hamvonanaara
3APaBHOOCUTYPUTEIHA Kaca Ha JIEKAPCTBEHU IPOJYKTH, MEIAUIIUHCKY U3JICITUA U HA THCTHYHH
XpaHH 3a CIEIHAIHM MEIMIMHCKA LEJH, JOroBapsHe Ha OTCTBIKHM M BB3CTAHOBSBAaHE HA
[IPEBUINEHUTE CpPEACTBA IpPH MpHaraHe Ha MEXaHU3bM, rapaHTHpall IPEABHIAMOCT U
ycroiiumBoct Ha O6romkera Ha H30K (Hapen6a Ne 10),

ornpaBs opuuuansa [lokana KbM NPOM3BOAHUTEINTE HIM THPIrOBLUUTE HAa €OPO C
MEQUIIMHCKA W3JENMUS W/WIM TEeXHUTE YIBIHOMOIICHM IIPEACTABUTENM, 34 Yy4YacTHE B
IpoleaypaTa Mo onpeiesHe Ha CTOMHOCTTA Ha MEAMLIMHCKUTE U3JENNs, IpeAHasHaYeHu 3a
3a0079BaHMs, BKIIOUYEHH B CITHCHKa 110 Hapenbara mo wi. 45, an. 3 oT 3akoHa 3a 30paBHOTO
OCHTYpsIBaHe, ¥ Ha MEIHIIMHCKUTE H3IENUs, KOUTO CE 3aIUlalllaT B yCIOBUsITA Ha OONHMYHA
MEIUITHHCKA ITIOMOII, U3BBbH CTOMHOCTTA Ha KIIMHWIHHUTE IIBTEKH.

Meaunusackute uzneanst (M) TpsOBa na OTroBapsT Ha U3MCKBaHUATA Ha 3aKOHa 3a
MeauiuackuTe u3nenus (3MUM), Hapen6a Ne 7 ot 31 mapt 2021 r., KakTo U 1a NpHHAJIEKAT
KBM TPYIHTE/TIOATPYIIUTE U CHOTBETHUTE TEXHUYECKH XapaKTEPHCTHKH, ONpENENiCHH B
Cueruduxarusra - [Tpunoxenue Ne 1 KXbM HacTOAILATa IIOKaHA:

Pazmen A - Cpoenuduxanus ¢ onpeiencHd U TPYNHPAaHH MENULMHCKY H3JENHs,
IPIIAraHy B YCIIOBHATA HA W3BBPHOOTHIUYHATA MEAUIIMHCKA TOMOILI H

Pasnen b - Croemudukanus ¢ ompeneileHd W TpyHUPaHH MEAULMHCKH H3JENHSA,
NIpUJIaTaHy B YCIOBUSATA HA OOJIHUYHATA MEIUIIMHCKA [IOMOMI.

Crnenuduxanusta e yrebpaeHa ¢ Pemenue No P/I-HC-04-84 ot 31.08.2021 1.

I. IIpn monaBaHe Ha 3asiBJIeHHE 32 Y4acTHe B NpoHeaypaTa 3a BKJIOYBAHE Ha
HOBHU wmemumumackn m3aeamsi, kouro H3OK He e 3annamana mnpe3 mnocjeaHarta
NpoBeeHa NPoIeAyPa, Ha OCHOBaHMe 1il. 26, an. 3, or Hapenda Ne 7 ot 31 mapr 2021 r.
ce H3UCKBAT CJCHUTE JOKYMEHTH: ‘ :




1. 3asBueHne 3a yyactue mo obpaszen kbM wi. 26, an.5 ot Hapenba Ne 7 ot 31 mapr
2021 r., ceriacHo IIpmmoxenme Ne 2. CpIIOTO ce IpEACTaBA Ha XapTHEH M EICKTPOHEH
HOCHTE.

*B cloydaWTe, KOTaro Ce 3adBABAT E€IHOBPEMEHHO HOBH MEIWIMHCKH H3JEIHA Ha
ompenesieH MPOM3BOAMTENl U TaKWBa, KOUTO ca OMJIM BKIIIOYEHHM 3a 3aIUIalllaHe B IIOCIICTHHS
JEACTRAI CIMCHK HA CBHINHA MPOU3BOOUTEN (,,CTApH MEIUIMHCKH H3ACIHA" ), 3asiBUTEIAT
Tpuiara CueIHUuTe JOKYMEHTH:

-M3UCKyEMHUTE JOKYMEHTH 1O T. I: 32 HOBUTE MEIMITUHCKH U3HEIIHN;

-M3HCKyeMHUTE NOKyMeHTH 1o T. II: 32 Te3W MEAMIMHCKU W3JENHs, KOUTO ca O
ompezenenu 3a 3amnamane oT H30K npu nociennara nposefieHa npouenypa,

B Te3m ciydam 3agBUTENST cieABa Ja OTOENEXH H3PUYHO BBPXY BCAKO €JHO OT
3asBJICHUATA CH, Y€ KAHIHUIATCTBA €IHOBPEMEHHO U 3a CTapH U 32 HOBX MEIUIUHCKH HU3AEIUA
OT €IMH NIPOU3BOUTEI.

2. B zasBnennero no T. 1 ce mocousa enuneH uaeHtudukanuonen xoyx (EMK), xoraro
JIUIIETO € PEeTHCTPUPAHO CHIVIACHO THProBCKHUS 3aKOH U € BIHCAHO MO 3aKOHA 34 ThPTOBCKUMA
PETHCTBP U PErHCcThpa Ha IOPUIWYECKUTE JIUIA ¢ HECTOIAHCKa Iell. 3a JINATa — ThProBIHY Ha
eIpO WM MPOU3BOJIUTEIMN, PETHCTPUPAHU B JAPYTH OBPXKABU C€ H3UCKBA H3BIEYCHHE OT
THPrOBCKHSI PETHCTHP WIHM CXOJEH AOKYMEHT IO HalMOHAIHOTO 3aKOHOAATENCTBO Ha
CHOTBETHATA AbpXKaBa Ha IIPOU3BOAUTENA WIHM THProBelia Ha €p0 Ha MEIULMHCKA U3IETIus,
H3AZCHU OT KOMIIETEHTEH OpraH He II0-KbCHO OT 6 Mecena NMpeay NOAaBaHe Ha 3ajABICHHUETO.
Vadopmaimsara ce peaocTaBs OT 3asBUTENS - THProBell Ha eIpo WK IpousBoautens Ha MU
W/WIM TEXEH YIBJIHOMOIINEH IIPe/ICTaBUTE, KOUTO € Iojan 3asBieHuero. M3priedenuero
TpsOBa Jja € HPUIPYXKEHO € JUHK KbM CHOTBETHaTa HHTEPHET CTPaHMIA HA THPrOBCKHUA
PETUCTHP WM CXOAEH JOKYMEHT IO HallMOHAJHOTO 3aKOHOJATEIICTBO, OT KBIETO Ja € BHIHA
perucTpanusTa Ha CHOTBETHHUSI TIPOU3BOAUTEI.

3. ITETHOMOIITHO HITH OTOPHU3AHMOHHO IMHCMO B OPUTHHAJ, YIOCTOBEPSBAIHM IPAaBOTO HA
3agBUTEIA Ja IMPEACTABIABA IIPOM3BOIUTENS 3a yIacTHe B IPOLEAypaTa 3a LEIHI JOrOBOPEH
IIEPUON M 3a CpPOKa Ha AEHCTBHE HA CIUCBIHTE C METUIMHCKH uzaenus, kouto H3OK
samiama. Koraro meIHOMOIHOTO/OTOPH3AIMOHHO MHUCMO HE € H3JaneHo B Pemy6Giuka
Bearapus, 3a Hero ce mpeAcTaBsi MPeBO Ha OBITapCKy €3WK, U3BBPIICH OT IPEBOAaY, KOMTO
UMa CKIFOYEH JOTOBOP ¢ MUHHCTEPCTBOTO ‘Ha BBHITHWTE pabOTH 3a H3BBPIIBAHE HA
ounpamH Npesoay. B mMBIHOMOIMHOTO/OTOPH3AMOHHO HICMO Clie/iBa fa 6b4aT IOCOYEHH
KOHKpeTHUTE MU 10 ThProBCKO HANMEHOBAHHUE, 32 KOUTO 3asBUTENAT € YI'BITHOMOLIEH MIIH
¥Ma MpaBo Ja TH pa3lpoCcTpaHsIBa.

4. ToxyMeHTanus, 4pe3 KOATO Ce€ JO0Ka3Ba, 4& MEAUIMHCKOTO HM3LEIHE OTroBaps Ha
TEXHUYICCKUTE M3UCKBaHWUs, mocoueHu B Crenmpukamumara: cepTudukar 3a MapKUpOBKa 34
crorBeTcTBUE ,,CE“ OT HOTHUIUpaH opraH - HOTApHAIHO 3aBEPEH; AEKiIapanusa 3a
CBOTBETCTBUE, U3JAZ€HA OT IPOU3BOAMTENA Ha MEAMIMHCKOTO H3LEIHE;, HMHCTPYKIHA 3a
y1'IOTp66a 3a MCOHIIUHCKOTO H3CIINEC Ha 6’BJII‘apCKI/I C3HUK, CBHOTBETCTBAIlA Ha IioAajZicHara B
UAJI nipu peructpaiius Ha W3JeIMETO; YBEIOMIICHHE 3a ITyCHATH Ha Na3apa u/uinu gopma 3a
ImpelocTaBsiHe Ha WH(popMaius 3a IycHaTH B HeWCTBHE Ha TepuUTOpHATa Ha PenyGimka
Brnrapust MeqUNUECKY U3AETHS;

*B cioyuyamTe, KOrato € TNPHIOXKHMO, C€ MpeAcTaBs HeoOXoauMusg Habop OT
cepTUGHKATH 3a IIPEUIOKEHHWTEe MEIWLMHCKH WU3JENus - 3a K3CIeIBaHe Ha [OM3aiiH, 3a

H3CIICABAHC HA THIIA, 3a ChbOTBCTCTBHUEC, 3a CHCTEMA 34 IBJIHO OCUI'YPsSBAHC Ha Ka49€CTBOTO Ha
IIPpOAYKIUATA, OCUT'YPABAHE Ha KA4CCTBOTO HA NPOU3BOIACTBO.




5. JIOKyMEHT, yIOCTOBEpsBall IIPABOTO Ha 3asiBUTENHUTE A THPryBal ¢ MEJHIHHCKH
W3AENHs, H3JafeH OT KOMIETEHTEH OpraH Ha ChOTBETHATA AbpXKaBa, a KOraro TakbB €
m3nanen ot MAJL, ce mocousa HeroBusT HoMep u H3OK cnyxebHO chbupa H HpoBepssa
ChOTBETHATA HH(GOPMAaIUs; TaKHB JOKYMEHT He C€ U3HCKBa, aKO 3aJBUTENAT € IIPOU3BOJUTEIL,
YCTaHOBEH Ha TepuTopusara Ha PenyOnuka Brirapus, ceriiacHo 4. 77, an. 2 ot 3MHU.

6. U3Bneyenue OT Karajnora Ha MPOU3BOAMTENSA, C IIOCOYBAHE HA THPrOBCKO
HavMEHOBAHNE U WBLJIHHUSA KaTaJIOXKEH HOMEp Ha 3asBEHOTO MEAUIIMHCKO HM3AEIIHE, KOETO Ce
UIeHTH(UIEpPa ¢ THProBCKOTO MY HAHMEHOBaHWE, CHOTBETCTBAIO HAa YHHBEPCAIHMA KOJ
Wi uaeHTH(UKATOP, C KOSTO TOBA M3ZEHe € BIHUCaHo B peructbpa Ha VAJI mo 4. 5, an. 1
ot Hapen6a Ne 7 ot 31 mapt 2021 r.

7. Undopmauus, upemocrasesa ot MAJI, otHocHO peructpupanu aanuu B MAJI w/umm
EUDAMED 3a HHIMAEHTH/NOTEHIMAIHA HHIMAEHTH ¢ MEMUIIMHCKOTO H3JIEIHe, KaKTO U 3a
OJIOKMPaHH FITH U3TETTICHH OT Ia3apa MapTHH Ipe3 nocienaute 18 mecena.

8. Jexsapanwsi, 4Ye CHOTBETHHIT YYaCTHHK MOXE Ja OCHUTYpH HEOOXOIUMHTE
KOJNHYEeCTBA MEAMIIMHCKY U3Ieius 1o oOpaszen KeM Wi. 26, an. 5 ot Hapen6a Ne 7 ot 31 mapt
2021 r., certacHo IIpunoxenue Ne 3. Jlexnapanusita ciueiBa ga ObAe NPHIAPYXKEHA H C
obUIHATHO IIHUCMO OT NPOU3BOAUTENS HA 3aBEHHUTE MEAOULMHCKHM H3JEIHA, C KOETO C€
TIOTBBPK/IABa BBE3MOKHOCTTA Aa OBJaT OCHTI'YPeHH HEOOXOIUMUTE UM KOJINYECTBA.

9. IlenoBo mpenyoxenue mo obpasern KpM 4i. 26, an. 5 or Hapenba Ne 7 ot 31 mapr
2021 r., 8eB ¢opmar ceriacHo Ilpuioxenue Ne 4. [leHOBOTO npeanoKeHHUE ce NPEACTaBs Ha
XapTHEH U eleKTpoHeH Hocuten. lloapenbata Ha MO3MIMUTE, KAaKTO M H3IHCBAaHETO Ha
THPrOBCKOTO HamMeHOBaHue Ha MM, cienBa ga CHOTBETCTBAT Ha noapendara B 3asBIECHUETO
- Ipunoxenue Ne 2, kakTo U Ha peructpamusata B MAJL. KanaunaTuTe npeacTaBaT HEHOBOTO
NpeIIOKEHHE B OTACNICH 00O03HAueH Henpo3padeH 3alegaraH IUIMK, IIOCTaBEH B IUIMKA C
MIPEITIOKEHUETO.

*[IpennmoxxeHara IleHa He MOXe nAa ObJe MNO-BUCOKa OT MpojakHaTa HEHA 3a
CBOTBETHOTO MEAMIMHCKO H3Jeue, MocoueHa B cnuchka mo ui. 1, 1. 1, Oyksa ,,a“ or
Hapen6a Ne 7 ot 31 mapt 2021 1., KoeTo ce AeKIapupa OT 3asBUTEIA,

10. [Iexnapanys 3a HaIM9ue Ha M3MCKBaHUATa KbM KOHKpeTHHTe MU 110 un. 24, 1. 4 ot
Hapen6a Ne 7 or 31 mapr 2021 r. — 7a ce 3amjamaT OT OOINECTBEH/HAIMOHAJICH
3IpaBHOOCUTYPHTENICH (GOHI B MOHE TPHU OT AHPXKAaBUTE WICHKM Ha EBporeicKus Chbio3, Opu
CHUIMTE HHAMKAIMK WK 3a00JsaBaHus, Wik fa ca 3amnantaan ot H30K mpes nocnenaure 5
FOIWMHH, TI0 o0pasell KM 4. 26, ait. 5 ot Hapen6a Ne 7, ceriacHo Ipunoxenue Ne 5.

*Cnensa na ce IeKIapupar KOHKpETHHUTE 001IeCcTBEHU/HAIMOHAJIHA
3IPaBHOOCHTYpUTETHE (OHIOBE HA CHOTBETHUTE ABP)KaBH - YICHKH Ha EBpomnelckus Chros,
¢ IOCOYBAaHE HA JIMHK KbM KOHKPETHOTO MEAUIUHCKO M3Ielue OT o(pHuualHaTa HHTEPHET
CTpaHHUIla Ha CHOTBETHHs OOILCCTBEH/HAIIMOHATICH (OHI M OTPa3eHO Ha M3BIICYCHHE OT
ChI[aTa MHTEPHET CTPAHHIA HA XapTHEH U €JICKTPOHECH BapHaHT, 3allMCAHO HA €ICKTPOHHUS
HOCHTEIL

11. Jdexnapanus no [Ipunoxenue Ne 8 - yuaCTHULIMTE B IIpolEaypara 3a MEAUIUHCKH
H3IEeIUa, KOUTO CE€ 3amuialjaT Ha THProBell Ha €4po, IIOAIMUCBAT OEKJapalusaTa, ¢ KOATO
IpueMar yCJIOBUSTa U U3UCKBaHUATa Ha lIpmnoxenne Ne 7 - IIpoekT Ha 1OroBOp, IPHIOKUM
Opy KaHAuAaTuTe, 3asBmm rpynu MI/moarpynu/rpynd HO TEXHHYECKH H3UCKBAHHA II0
u.25, an4, 1.4, 6yksa ,B“ or Hapenb6a Ne 7 koiito BKimousa omperneneHure or H30K




CHOTBETHH YCJOBHA 3a JOCTaBKa W 3arUiamaHe chriacHo Crnuchnurte mo wi. 13, an2 or
Hapen6a Ne 10 u Meroaukara no npuioxeHue Ha Mexanu3ma 1o 4. 45, an. 35 ot 330.
JIoroBOPBT € o 00pasen Ha OCHOBaHME WI. 26, an. 5 ot Hapen6a Ne 7 ot 31 mapr 2021 1.,
npexncrasisBail [Ipunoxenue Ne 7.

12. JToxazarescTBa 3a U3IIbITHEHNE Ha U3NCKBaHUATa 110 Wi. 24, T. 5 oT Hapenba Ne 7 ot
31 mapr 2021 1. '

*3a yaocTroBepsBaHe H3UCKBAHETO 11O WI. 24, T. 5 oT Hapen6a Ne 7 ot 31 mapr 2021 r. —
»HAJIMYHE HA PaHIOMU3UpaHH KIMHUYHHM U3NUATBAHUS® Ha OBIATapCKH €3UK, OT KOUTO HOHE
€0HO 3aBBPIICHO, Clie/iBa Ja OBJaT MNPEACTaBIHM CHHTC3HPAaHH H3BJICYCHHUS OT TAX,
CBABDXKAI OCHOBHHTE UM MapaMeTpH, OLICHKH, H3BOAHM W 3aKIFOUCHHUSA HA XapTUEH H
€JIEKTPOHEH HOCHUTEII.

13. IIpunoxenne Ne 12 — Ttabnmuna ¢ KaTaJIoXXHATE HOMEpA Ha 3a BEHHUTE MEIUIIHHCKA
usnenus. IIpunosxkenne Ne 12 ce npencrass CAMO Ha enexTpoHeH HocuTed. ITocouBaT ce
ITBJIHATE KaTaJIOXKHM HOMEpa Ha U3JENMATa, KaTO BCEKH KaTaJIOXKEH HOMEp C€ IMOCOYBa B
ormenna Kinerka. Cpenry Bceku KartanoxeH HoMmep ce mocouBa H30K kxoma wma MU u
omucanuero. Ilpu 3agaesaBane Ha HoBu M, xouto He ca nonyuunu H30K kox, B kojioHa 1 ce
IION'BJIBA THPrOBCKOTO HauMeHOBaHMe Ha MU, Taka xakTo e mombiaHeHO B 3agBiennero. He
ce gmomycka oOenuHsABaHE Ha KICTKM K BCIKakBa Ipyra NpoMsiHa BBB (QopMara Ha
Hpunoxenuero.

14. Jlexnapanus 1o obpasern; no wi. 33, an. 4 or Hapen6a Ne 7 or 31 mapr 2021 1. -
Ipunoxenue Ne 6 - mombnsa ce u ce npencraes B [{Y wa H30K B cpok oT Tpu paboTHH IHA
ciel MPUKIIIoYBaHe Ha MpoleaypaTa o olpeAcisiHE Ha CTOMHOCTTa Ha MU,

*B moBus oOpasen Ha pexnapanys llpunoxenue Ne 6 ce jaekinapupa, 4e ce
IIOTBBPXKAaBaT IEHUTE OT NOANUCAaHUs AByCTpaHeH NpoToKoJ o wi. 31, air. 1 ot Hapen6a Ne
7 ot 31 mapt 2021 r., xaTo B Aexnapauusara ce nocousaT CAMO MeIHIUHCKHTE W3AEH, 3a
KOUTO 3asBHTENAT XKeJlae J1a MPEIIOKH HOIBIHUTEIHA OTCTHIIKA.

IIpu ycnosue, ye 3asBUTEIAT XKellae a OTIAAHAT ONpPEAeIeH MEUIIMECKH H3IEIUsI OT
3aiBJICHHCTO My, CBIUTE C€ IIOCOYBAT B JONBJHUTENHA Tabmuna — ,OTHagHAJIH OT
NOAHUCAHMSI IBYCTPAaHEH NPOTOKOJ MeXHIMHCKH M3enusi B Chlus dopMar, B KONTO e
HM3TOTBEH TO3H HPOTOKOJL.

II. IIpu momaBaHe Ha 3asiBJIeHHE 3a YYaCTHE B HACTOMIIATA HpoOuUeAypa 3a
BKJIIOYBaHe HA MeIMIMHCKH H3Jeaus, ompeaeieHn 3a sannamane or H3O0K mpes
NocjielHATA NMPOBeAeHA Npouelypa (CTapH MeJMUIMHCKH H3IejHs), NPOU3BOJAUTE/IHTE
WIH TBProBHUTE HA €APO0 ¢ MEIMHMHCKH M3CIUs H/WIH TEeXHUTE YIHIHOMOIIECHH
NpeACTABUTE/IM HA OCHOBaHHE Wil. 26, aj. 4 or mapeadara, nogasatr B H30OK caexnure
JOKYMEHTH:

1. 3asBnenne - AeKIapanys 3a ygacTie no obpasern o wi. 26, ain. 5 ot Hapen6a Ne 7
ot 31 mapr 2021 r., xoiito e Ilpmnoxenne Ne 2a. ChImioTo Ce HpeicTaBs Ha XapTHEH H
€JICKTPOHEH HOCHTE]l M CHABPXKA MEAUIUHCKUTE W3NS, ONPEACIICHH 3a 3alliallaHe OT
H3OK mpu mocnemmara mpoBeneHa mpolieypa. B 3asBieHHeTo ce M36pOsBaT BCUYKH
MEIUIWHCKA HU3ACHMs OT ASHCTBAIIMTE CHUCHIM 10 wi. 13, an. 2 sa Hapenba Ne 10, xouto
3asIBUTCIIAT JKejae Ja OBAaT BKIIOYEHH B HOBHUTE CIIMCHIM, KOMTO 1€ CE€ HM3TOTBAT CIIEH
NMPHKIIOYBAHE HA HacToAllaTa npouenypa. [Ipm nmogasane Ha 3asBICHUETO 3aBIDKATEIHO CE
crasBa perfa u ce mocousar AeicTeamure H30K-kom0Be Ha METUIMHCKATE U3JCIHMs, TaKa
KaKTO ca MOJAPEACHH B NeHCTBAINUTE CITMCHIIN.




2. B zasBiuenmeTo mo T. 1 ce mocouBa emuneH unaeHtudukanuoneH kox (EUK),
KOTraTo JIMIETO € PEerHCTPUPAHO CHINIACHO THProBCKUs 3aKOH M € BIIMCAHO IO 3aKoHa 3a
THPTOBCKUS PETUCTHP U PErHCThpa Ha IOPUANYECKUTE JIUIa ¢ HECTOIAHCKA L. 3a JIMnara —
TE wmu Ipou3BoOuTENH, PETHMCTPHPAHU B IPYTU OBPXKABH CE HM3UCKBA H3BJICYECHUE OT
THPrOBCKHS PETHCTHP KM CXOJACH JIOKYMEHT I10 HAI[MOHAHOTO 3aKOHOJATENICTBO Ha
CBOTBETHATa AbprKaBa Ha IIPOU3BOAUTENS WM THProBera Ha e€Apo Ha MEAUIMHCKA H3ICIUs,
H3/1aJIEHH OT KOMIETEHTEH OpraH He M0-KbCHO OT 6 Mecella IpeIy MoAaBaHe Ha 3asBJICHHETO.
HadopmanusTa ce IpefocTaBs OT 3asBUTENS ~ THProBen Ha eIpo WiIH Ipou3soautens Ha MU
U/UNUA TeXEH YIBIHOMOINEH INPEACTaBUTEN, KOMTO € Iojan 3asBlICHHETO. VI3BIICYEHUETO
TpsOBa fla € NPHUAPY)KEHO C JIMHK KbM CHOTBETHATa MHTEPHET CTPAHUIA HA THPTrOBCKUA
PETHCTBD WM CXOJEH NOKYMEHT IO HAI[HOHATHOTO 3aKOHONATENICTBO, OT KBIETO Ja € BHIHA
pETHCTpaLysTa Ha ChOTBETHUS IIPOU3BOUTEI.

3. adopmanusd, npenocraseHa ot MAJI, otHOCHO peructpupanu nanuu B MAJI
u/wma EUDAMED 3a vHUHOEHTH/IOTEHIMAIHY HHIUACHTH ¢ MEAUIMHCKOTO U3AENUe, KaKTo
u 3a OJIOKMpaHU WIM U3TETJICHH OT Ma3apa MapTuad Mpes mocienuure 18 Mecena.

4. Jlexnaparus, 49e€ CHOTBETHHMSAT YYACTHHK MOXE Ha OCHTYPH HEOOXOIUMUTE
KOJIMYeCTBa MEAUIMUHCKY U3AeTuA 1o obpaselr] KbM 4. 26, an. 5 or Hapen6a Ne 7 ot 31 mapr
2021 r., npeacrasisBama npuioxxerne Ne 3. Jlexnaparusara ciensa 1a Oble NPUAPYKEHa U C
OQHUIHMATHO IHCMO OT IPOM3BOAUTENSI HA 3aiBCHUTE MEIUIMHCKM HU3JENHS, C KOETO Ce
MOTBBPXKAaBa BE3MOXKHOCTTA J1a OBaT OCUTYPEHH HEOOXOAUMHUTE UM KOJTHMIECTBA.

S. Hexnapaums OT 3ajdBUTENA, Y€ HE € H3TEKBJI CPOKHT Ha BAIHOHOCT Ha
ToKyMeHTHTe 10 T. I moxrouku 3 u 4 OoT HacTosIaTa MOKaHA, MPIIOKEHH IO IOCIeAHATA
npoBelieHa mpoueaypa. Jleknapamusara € mo oOpaser, Koiito e mpuioxkenue Ne 11 xbMm
IIOKaHaTa.

B cnydaure, KoraTo CpoXbT Ha BaJHIHOCT HA TE3W AOKYMEHTH € W3TEKbJ WIH €
HaCTHIMIIA Jpyra IPoMsAHA B 0OOCTOSATENICTBaTa OTHOCHO CHOTBETCTBHETO Ha MEIUIIMHCKHUTE
U3OCIHS ¢ TEXHHYECKUTE U3UCKBAHUS, 3asgBUTEIAT C€ 3abJDKaBa JIa MPEICTaBH CHOTBETHUTE
HOBOHM3/aicHH TOKYMEHTH.

6. Jlexnaparys 3a HaJIM4Me Ha H3UCKBAHUATA KbM KOHKpeTHHTe MU no wi. 24, 1. 4
or Hapenba Ne 7 or 31 mapr 2021 r. - ma ce 3amnamar oT OOIIECTBEH/HALMOHAIECH
30PaBHOOCUT'YPHUTENIEH (OHA B MOHE TPH OT NBPIKABUTE WIEHKH Ha EBPONEHCKHS CHIO3, IIpH
CHINUTE MHIMKAIMK WM 3a6onsdBaHus, WM Ia ca 3amwiamann oT H30K npe3 nmocnenuute 5
TOMHH, 110 obpaser] KbM Wi. 26, an. 5 ot Hapeaba Ne 7, csrizacuo IIpunoxenne Ne 5.

*Cnensa aa ce JeKapupar KOHKDPETHHUTE ob1IeCTBeHU/HATTMOHATTHA
3IPaBHOOCUTYPHUTENHM (QOHIOBE HAa CHOTBETHUTE ABP)KABH - WICHKH Ha EBpONEHCKHS CHIO3,
C IIOCOYBaHE Ha JHUHK KbBM KOHKPETHOTO MEIUIIMHCKO H3ZeNue OT opUIuanHaTa MHTEPHET
CTpaHHuIla Ha CHOTBETHHs OOINECTBEH/HANMOHAICH (OHI M OTPa3eHO Ha M3BICYCHUE OT
ChIIIaTa UHTCPHET CTPAHMIIA HA XapTHEH U €NEKTPOHEH BapHAHT, 3allHCaHO Ha EJIEKTPOHHUS
HOCHTEIL.

7. Hexnapanus no O6pasen Ne 8 - yuacTHHIOHTE B NpONEAYpPaTa 33 MeAULMHCKH
U3/ienusl, KOUTO C€ 3aljlalaT Ha ThProBell Ha eIpo, IMOAIMCBAT ISKJIapaIuara, ¢ KOATO
IpHeMar ycaoBusTa U u3ucKkBanuaTa Ha [Ipunoxenue Ne 7 - [IpoekT Ha JOTOBOP, HPHIIOKHM
IpH Kauauaature, 3assumm rpynu MU/moarpynw/rpynu MO TEXHWYECKM H3UCKBAHHA IIO
w125, an4, 1.4, Gyksa ,,B“ or Hapenba Ne 7 ko#ito BKmouBa ompenmeneaute or H30K




CHOTBETHM YCJIOBHS 3a JOCTaBKa W 3amuiamape cbriiacHo Cnucpnure mo wi. 13, am2 or
Hapen6a Ne 10 u MeronukaTa mo IpwiIoKeHue Ha Mexanusma mo 4. 45, ain. 35 ot 330.
JloroBopsT € 1o obpasen Ha ocHOBaHme wi. 26, ai. 5 or Hapenba Ne 7 ot 31 mapt 2021 r.,
npencrasnsaBai [Tpunoxenune Ne 7.

8. IlenoBo npeoxenue no obdpaszen XM wi. 26, ai. 5 ot Hapenda Ne 7 ot 31 mapr

2021 r., BB dopmar ceritacHo IIpunoxenue Ne 4. [leHOBOTO IpeiolKeHUe ce TIPECTaBs Ha
XapTHEH U eJIEKTPOHEH HOCUTEIL.

Ilogpenbara Ha MO3UIMKTE, KAKTO M M3IHMCBAHETO HA THProBCKOTO HAWMEHOBAHWE HA
MM cnenpa na cpoTBETCTBAT Ha Noapendara B 3agsieHueTo - [Ipunoxenue Ne 2, KakTo U Ha
peructpanuara B HMAJL. Kannumature npencraBIT LHEHOBOTO TMPENJIOKEHWE B OTAENCH
0603HaYeH HENIPO3payeH 3aleyuaTaH [UIHK, [IOCTABEH B IUTHKA C IPEAIOKEHUETO.

*[IpennoxkeHara IleHAa HE MOXe Ja Obje IMO-BHCOKAa OT IPOJAXKHATA II€HA 34
CBOTBETHOTO MEIMIMHCKO H3JCIIHEe, IIOCOYeHa B cmuchka mo wi. 1, T. 1, Oykea ,,a“ oT
Hapen6a Ne 7 ot 31 Mapt 2021 r., KO€TO ce AeKIapupa OT 3aABHUTEN;

Kanmunature npeAcTaBsAT IIEHOBOTO IIPEIUIONKEHHE B OTAENEH 0003HAYEH HENPO3padeH
3aneyYaraH IUIMK, IIOCTaBEH B IUTHKA C MPEIOKEHHUETO.

*[IpennoxeHara IleHa He MoXe JAa Oble IIO-BHCOKAa OT IpoAakHATa IleHa 3a
CBOTBETHOTO MEIMIMHCKO H3JelMe, I0COYeHa B cIuchka mo wi. 1, 1. 1, Oykea ,,a* oT
Hapen6a Ne 7 ot 31 mapr 2021 r., K0eTo ce AeKIapupa OT 3asABUTEIS;

9. Ilpunoxenue Ne 12 — Tabnmia ¢ KaTaloXKHHTE HOMEpAa Ha 3asgBEHHTE
MenunuHcku usnenus. Ipunoxenue Ne 12 ce mpencrass CAMO Ha elleKTpOHEH HOCHUTEIL.
ITocousar ce MbIHUTE KATaJOKHH HOMEpa Ha H3/ICNHUATA, KATO BCEKH KATAOKEH HOMEpP Ce
II0OCOYBa B OT/AeNHA KaeTka. Cpenry Bceku KarajoxeH HoMmep ce nocousa H30K xoma na MU
u onmcanueto. He ce momycka obemuHsiBaHe Ha KJICTKM KM BCAKAaKBa Jpyra MpoMsHA BBLB
dopmara Ha [IprioxeHueTo.

* Ilpunoxenne Ne 12 ce momsiiBa caMO ako MMa IIPOMAHA BHB Bede MONANCHUTE
KaTaJIOXKHUTE HOMEpa, 3asABCHH B NIPEAXOAHATA Npouenaypa. Ilocousar ce caMo MpOMEHEHHUTE
KaTaJIOXKHU HOMEpa.

10. Jlexnaparms o obpasen mo wi. 33, an. 4 or Hapen6a Ne 7 ot 31 mapt 2021 r. -
Ipunoxenue Ne 6 - nomsiBa ce u ce npencrass B LIV va H30K B cpok oT Tpu paboTHM JHH
CJIC MPUKIIOYBAaHE Ha MPOIEeAypaTa Ho ONpeAeIIsaHe Ha CToMHOoCcTTa Ha MU.

*B HoBuA oOpasen Ha gnexnapauus Ilpwioxenwe Ne 6 ce mekmapupa, ue ce
HNOTBBPXXAABAT ICHUTE OT ITOAIIMCAHUs ABYCTpaHeH MpoTokox mo wi. 31, ai. 1 ot Hapenba Ne
7 ot 31 mapt 2021 1., KaTo B AeknapanuaTa ce nocousaT CAMO MeaUIIMHCKUTE M3AEIN, 33
KOHUTO 3asBUTEIAT XKeJlae Jia MPEAIOKH JONBIHITEIHA OTCTHIIKA.

Ipu ycnosue, de 3asgBHTENAT XKenae a OTIaAHaT ONpeAEIeHE MEAUIUHCKA H3IeIHs OT
3asdBJICHUETO My, CBIIMTE C€ II0COYBAaT B JOIBJHHUTENIHA Tabmuna — ,,OToagHaid OT
MOATIMCAHUS JBYCTPAHEH NPOTOKON MENUILUHCKY H3JENUsI B ChIiug (opMaT, B KOMTO €
H3TOTBEH TO3HW IPOTOKOII.

III. Ilpu nonmapane Ha 3asBICHHE 3a y4acTHe B IPOIEypara 3a WHOBATHBHA TPyma
MENUIUHCKY U3Jenus rpyna/moarpymna — 4.1.2.2 ,,IHOBaTUBHY MeAMKAMEHTO3HOM3ILYBAIIHN
(rexapcTBOM3IBYBAIIN) CTEHTOBE M rpyna/moarpyna 14.1.2 , IHOBaTHBHU TpaHCKATETHPHU
KJIamHK IPOTEe3H 3a aOpTHA HMO3MLMA ¢ aHTH(OCHONUIMAHO HOKPUTHE — OalOHpa3rbBAlIH
ce”, sassenute MU crefiBa 110 KPHTEPUH Ha IPOU3BOJCTBO, KAYECTBO, PasXon0edheKTHBHOCT,
HHOBAaTHBHOCT Ja OBJAT IeHepalds OT MOCICHHO IOKOJEHUE HA Bede ChluecTByBamu MU
WM MHOBAIMH C aHATOTHYHO NPUIOKEHHE H aHAIOIMYHA MEeIUIUHCKA/TepalleBTUYHA 10132,




HO ¢ Jjo0aBeHM HOBH TEXHWYECKH XapaKTepUCTHKM, HOBH TEPalleBTUYHHM HOI3M U
JIOKa3aTeJICTBa 3a Pa3xoa0e(eKTUBHOCT. 3asBUTEIUTE CIeABa HApel ¢ JOKYMEHTHUTE IIO WL
26, an. 5 ot Hapen6a Ne 7 ot 31 mapr 2021 r. na npeactaBsT JOKa3aTeNCTBA B ITOJKpENa Ha
CIIETHUTE KPUTECPHHU:

1. Ilpn 3asegBane Ha MU mo TEeXHWYECKW HM3UCKBAHKS OT IMOATPYHA/Tpyra, KOUTO
MpPUTEXABAT HHOBaTHBHM XapaKTEPUCTHKH CIIPAMO U3 oT chINATa
rpyna/moarpyna/rpymna mo TeXHHYECKH H3WCKBaHMS, 3amamiaHu HamsiHo or H30K mo
Jeficteamus Crouchk mo uin. 13, 6yxsa ,,6“ or Hapen6a Ne 10, B cuna or 01.07.2021 r.,
3asBUTENN MOraT Ja KauAuJaTCTBaT 3a BKIFOYBAHE HA TE3HW MEOHUIMHCKH n3genusd B CuucnKa
mo wi. 13, an. 2, 1. 2, OykBa ,,a“ or Hapenba Ne 10 ¢ BB3MOXXHOCT 3a JOIUIallaHe, aKo
U3JEITUATa OTTOBAPAT HA CIIEAHUTE H3UCKBAHUS:

A) Hanmmuue Ha npenxoHo MOKOJIEHHE MEIUIIMHCKY U3NIEIHS HA ChUyusi NPOU3800UMEN
C aHAJOTMYHO IPHUIIOXKEHVE W aHAJIOTMYHA MEAMIIMHCKa/TepalieBTUYIHA 110132 32 MalpicHTa B
neicrBamms Coucek 1mo 4. 13, an. 2, 1. 2, 6yksa ,,6° ot Hapenba Ne 10 wnu B mpeauimsun
Crucsnm o wi. 13, ain. 2 ot Hapen6a Ne 10;

b) npencraBeHo € onmcaHue B KaKBO ce W3pa3fdBaT HHOBATHBHUTE XapaKTEPHCTHKH Ha
TOBa H3JECIHNE, KAaTO C€ MOCoYaT HErOBUTE IPEAUMCTBA IMPEH W3JCIHATA, BKIIOYCHH B
JeACTBAINMA CIMCHK 110 wi. 13, ai. 2, 1. 2 OykBa ,,06° or Hapen6a Ne 10, B cruia ot 01.07.2021
T. WIN B MPEIUAIHATE CIIHCHIH.

2. Ilpu 3asBsBaHe Ha MEOMIMHCKH WM3ACIUA 110 TEXHWYECKHM W3MCKBAHUA OT
HNOATpyHa/Tpyna, KOHTO TMPHUTEKABAT HHOBATHBHH XAPAaKTEPHUCTHKH, HO HA ChHIIUA
HNPOU3BOJUTEN HE ca BKIOYeHM m3znenusd B Crmcpka mo wi. 13, am 2, 1. 2, Oykea ,,6“ or
Hapen6a Ne 10, B cuna ot 01.07.2020 r. w/unu B npeauinan CIuchI, HHOBATHBHY H3E/IUS
Morar Ja ObAaT 3a4BEHH 3a BKIIOYBaHe B moArpyna — 4.1.2.2 u moarpyna 14.1.2 or Cnuceka
no wi. 13, an. 2, T. 2, 6yksa ,,a“ ot Hapenda Ne 10 ¢ Bp3MOXHOCT 3a HoIUIAIaHEe, ako OBAaT
H3IIBIHCHU CIICAHUTE YCIOBHUS:

A) mHpenxoAHO IIOKOJICHWE MEIUIMHCKHA W3NCIHHS HA CoUUs HpOU3EoOumen C
aHAJIOTMYHO TPHIIOKCHHE U aHAJOTHYHA MEIUITMHCKA/TepaleBTHYHA I10JI3a 3a Tal[ieHTa ca
3adBeHH 3a BKmMouyBaHe B nmoarpyna — 4.1.2.1 u 14.1.1 or Comuceka mo un. 13, am. 2, 1. 2,
Oyxsa ,,6* ot Hapenba Ne 10, xoiito 1me Biese B cuia mpes 2022 1., KaTo 3aSBUTENAT U3IBIHA
BCHYKH YCJIOBHS, 3a Ja O'bJIaT BKIIIOYEHM TE3H M3JENHA B IOCOYEHHU CIIUCHK. | OTOBHOCTTA 3a
H3MIBIHCHUETO HA TE3H YCIOBHSI C€ YCTaHOBSBA ¢ JeKiapaiius 1o obpasell - [Ipunoxenue No
Ne 9 1 9a xXpM ITOKaHAaTAa.

b) npencraBeHo € onmcanue B KaKBO ce U3pa3siBaT HHOBATMBHUTE XapaKTEPUCTUKY Ha
TOBa U3JIENIKE OT moArpyna —4.1.2.2, kato ce n1oco4ar HETOBUTE TIPEAUMCTBA NIpe U3ACITUETO
ot rpyna 4.1.2.1, xoeto e 3asBeHO 3a BKHouBane B Cruchka mo wi. 13, ain. 2, 1. 2, 6yksa ,,6%
ot Hapezn6a Ne 10, koiiTo 1mie Bie3e B cuia mpe3 2022 r.

B) mpencraseHo e onmcaHue B KaKBO C€ M3pa3siBaT WHOBATHBHUTE XapaKTEPHCTUKHU Ha
TOBa U3JCINE OT noArpyna — 14.1.2, xaro ce noco4ar HETOBUTE IPESIUMCTBA MPE] HIACSTUETO
ot rpyna 14.1.1, xoeto e 3asBeHO 3a BKIroyBaHe B Cruchbka no wi. 13, an. 2, T. 2, 6yksa ,,6%
ot Hapenb6a Ne 10, xoiito me Biese B cuna mpes 2022 r.

3. Ilpu 3asBaBaHEe HA MEAMIUHCKM H3AENIHS II0 TEXHUYECKHM W3UCKBAaHUA OT
HOArpyNa/Tpyna, KOWTO IIPUTEXXaBaT WHOBATUBHU XapaKTEPHCTMKH, HO B IIPOAYKTOBATA
aucTa Ha chims npoussoaute] HIMA MenMIMHCKE H3[ETUS C aHATOTHYHO IPHIIOKEHUE H
aHaJIOTMYHa MEIULMHCKA/TepaneBTHYHA I10JI3a 34 IalMeHTa, KOMTO Ia MOorar na omna
BKIOYeHH B noarpyma — 4.1.2.1 u 14.1.1 or Cnmcrpka mo wi. 13, am. 2, T. 2, Oyksa ,,6% ot
Hapen6a Ne 10, xoiito me Bieze B cuia mpes 2022 r., Te3u MHOBATUBHHE H3ACIHSI MOTaT Aa




OpaaT 3asgBeHu 3a BKouBane B Cmmcbka mo wi. 13, Oyksa ,,a“ or Hapenba Ne 10 ¢
BB3MOXKHOCT 32 JOIUIAINaHe, aKo ObJaT H3IBJIHEHU CISIHNTE YCIOBUS:

A) mpencTaBEeHO € OIKMCAHUE B KAKBO C€ M3Pa3siBAT MHOBATUBHUTE XapaKTEPUCTUKU Ha
TOBa H3JIEHE, KaTo CiiefiBa Ja OBJaT IMPEICTABCHH JOKA3aTEICTBA 32 HAIMYKME Ha NPOBEICHHU
3 paHZOMH3UpaHH KIMHUYHYM WU3NUTBAHUS B MOCICIHHATE TPHU TOOWHH, OT KOUTO IIOHE €THO
3aBBPIICHO, CIPSIMO MPEIXO0IHA TeHepaIlUs.

b) npexncraBeHa e Aexiapanus OT CTpaHa Ha TIPOM3BOAUTENS B IIPEBOJ Ha OBJITapcKu
€3uK, Y€ B IpoaykroBara My ucta HSIMA MemuIMHCKU H3A€NHs C aHAJIOTUYHO
IIPUNOXKEHNE U aHAJIOTHYHA MEAMIIMHCKA/TepaneBTHYHA T0J3a 3a HalleHTa, KOUTO Ja Obhaar
MPEIIOKEHN 3a BKoUBaHe B noArpyna 4.1.2.1. or Couceka o wi. 13, an. 2, 1. 2, Oyksa ,,06°
ot Hapenba Ne 10. Jlexmapaiusara ce u3rorss no obpaserit, xoiito e I[lpunoxenne Ne 10 kpM
IoKaHara.

B) npencrasena e paexnapanus OT cTpaHa Ha MPOU3BOJUTENA B IIPEBOJ HA OBITAPCKH
€3UK, Y€ B mpoaykroBata My jmcrta HSMA MeauInuHCKH H3AEIHI C aHAJIOTHYHO
IPUIOKEHHE M aHaJOrHdHa MEOUIMHCKA/TepalleBTHYHA T10J13a 32 MaI[ieHTa, KOUTO J1a 65aar
MPEeIIOKEHH 3a BKIoYBaHe B noarpyna 14.1.1 ot Caouceka no wi. 13, am. 2, 1. 2, 6yksa ,,6%
ot Hapenba Ne 10. Jlexnaparusra ce H3roTes mo obpaseri, koiito e ITpunoxenne Ne 10 koM
TIOKaHAaTa.

Benukn ywacrHunm, 3asBsiBamm u3genws 3a noarpyma 4.1.2.2 u moarpyma 14.1.2
CJIeZIBa Ja TPEICTaBAT NOKAa3aTeJICTBa 3a HAIMYMETO Ha XapakTEePUCTHUKHUTE, MOPa KOHUTO
TE3U M3AEIHA MoraT Aa OBAaT BKIIOYEHH B IOCOYEHATa MOATPYIa, Karo ciensa Aa Obmar
NPESACTaBEHA W NOKA3aTeJICTBa 3a HAJIWYHE Ha IIPOBEINCHH TPH PaHAOMH3MPAHU KIHHWYHN
U3NHUTBAHU B OCIIEAHATE TPH I'OJIUHH, OT KOUTO IIOHE €IHO 3aBBPINCHO, CIPIMO MPEAXOIHA
resepaliysi Ha Bede ChUIECTBYBAIY MEIUIIHHCKH U3EIIHA.

BximrouBaneTo Ha MHOBaTHBHHM MENUIMHCKH w3jeiws B moarpyna 4.1.2.2 u moarpyna
14.1.2 ot Cnuceka no wi. 13, an. 2, T. 2, 6ykBa ,,a* or Hapen6a Ne 10, B 3aBHCHMOCT OT

PEIYITATHTEC OT PAaHAOMU3HPAHHUTEC KIMHUYHH H3MUTBAHHA, CC OIpPENCis II0 KPUTCPHH Ha
H3OK.

4. YyacTHUIM B NIpolieAypaTa ¢ BKIFOYESHH MEeIUIMHCKH u3nenusd B Criuchka 1o @i 13,
an. 2, 1. 2, 6yksa ,,6“ or Hapen6a Ne 10, B cuiia ot 01.07.2021 r. win B OpeIdIlHY CIHCHIT
HsMarT IpaBo Ja 3as4BABaT CHIIMTE MEAUIIMHCKY M3JEINs 32 BKIIOYBaHe B moarpyna 4.1.2.2 u
noarpyna 14.1.2 or Cniucwka no wi. 13, an. 2, 1. 2, 6yksa ,,a* ot HapenGa Ne 10.

S. YyacTHuuTE, NOJANK 3asdBIICHHE 32 YYacTHe B MPOLEAypara 3a HHOBATUBHA IPyma
MEIMIMHECKN u3femus/moarpyna — 4.1.2.2 ,HoBaTHBHM MeIHKAMEHTO3HOU3ILYBAIIM
(JieKapCTBOH3IBLYBAINH) CTEHTOBE, e 0BT KJIACHPAHH MO Pa3X0A0e(PeKTHBHOCT IO
kputepun Ha H30K.

6. YuacTHunHMTE, MOJANMH 3asiBIeHHE 32 Y4acTHE B HPOUEAYpPATa 32 MHOBATHBHA
rpyna MeIMDMHCKH H3aeausi/moarpyna — 14.1.2 ,/iHoBaTHBHH TpPaHCKATEThPHH
KJaNHd NPOTEe3H 32 Aa0pTHA TNO3MHUA ¢ aHTHQochoMHHIHO DOKPHTHE —

0aj10HpPA3rLBAIIH ce*, me ObAAT KJIACHPAHHU N0 Pa3xox0edeKTHBHOCT N0 KPUTEPHH HA
H3O0K.

IV. Ilpu noxasaHe Ha 3asBICHHE 3a yyacTHe B npoueaypara 3a moarpyma 4.1.3, a
HMEHHO ,,0HQypKallHOHH CTEHTOBE®, KpUTEpUUTE 3a OLEHABaHe M BKIIOYBAHE Ha
MEIUIIMHCKH M3JCIAUs B IIOCOYEHATa IOATPYHa, KOWUTO Ca CHOTHOCHMH KAKTO KBbM
TEXHHYCCKH, TaKa U KbM MEIUIMHCKH CIeIM(UKH HA ITOATpyIaTa CTEHTOBE ¢a KAaKTO ClIeaBa:




- Hamraue xato ocHOBHA MHIMKAIMA ,,JIedeHNe Ha O ypKaIlMOHHN JIE3HH " B KpaTKaTa
XapaKTepUCTHKa Ha MEAUIIMHCKOTO H3/eue;

- JebuHrpano Hainu4due Ha €HO 3aBHPIICHO PaHIOMHU3UPAHO KIMHWYHO M3NHUTBAHE 34
KOHKpETHaTa WHIWKanus ,JiedeHue Ha On@ypKanuoHHW Je3uH‘, NOKa3Balll0 IIO3UTHBHHU
KIVHUYHY Pe3yITaTh NpH yrnorpedarta Ha Tosa MU.

V. Ilpu mofiaBase Ha 3asBJICHHE 33 YIaCTHE B IPOIEAYPATa 33 CIEIHUTE HOAIPYIIH:

4.1.4.1. CrenToBe 6e3 moiuMep 3a NAIUCHTH C BUCOK PHCK Ha KBPBEHE;

3a MU mo T. 4.1.4.1 e HeoOX0UMO Ha Ce TPEACTABAT JAOKA3aTelICTBa 3a HAJTHYHAC Ha
OCHOBHA HMHJIMKAI[¥s, BKIIOYEHA B KpaTKaTa XapaKTepUCTHKA HA MEIHMIIMHCKOTO H3JeNIHe 3a
KJIIMHUYHOTO MY IIPHJIOKEHKE IPU MAallMEHTH C TOBUIIICH PUCK OT KbPBEHE.

4.1.4.2. CTeHT KOHYCOBHJCH, HAJIMYCH BTOPH CJIOM, OJIOKHMpAIl JUCTAIHATA MUTPAIAI
Ha IIJJaka U TpoMmO; U

4.1.4.3. Pe3opOupyemMu CTEHTOBE,

3a MM o 1. V e HeoOXoaumMo Jia ce MPEICTaBH IOHE €IHO 3aBBPUICHO PaHIOMU3NPAHO
U3NMTBAaHe, ¢ MO3UTHBHH KIWHHYHHE pe3ylTaTH INpH ymorpebara Ha Te3W METUITHCKU
H3CIHS.

VI. Axo B rpyna/noxrpyna mo TeXHWYECKHM HM3MCKBAHHSA MENWIIMHCKH H3ENU O L.
25, an. 4, 1. 4, 6ykBa ,,B“ or Hapexoa Ne 7 or 31 mapt 2021 r. 6bae NpeaIoxKeHa meHa oT
3asBUTE]I, KOATO HE MOXE Ja OBIe IpPEemIoKeHa OT JIPYTH 3asBHTENH, C HEJI OCHTypSBaHE
HEIPEKHCBAEMOCT Ha JOCTABKUTE Ha MEOUIMHCKU U3JENUs, OCHTYPABaHEe MOTPEOHOCTHTE Ha
JI3BBMII un memunuuckute noTpebHOocTH Ha manueHTHTe, H30K crmousa HOroBopu 3a
JIOCTaBKa CHC 3aABUTEINTE, IIPEIIOKUIM CIIE/BAINU [0 pa3Mep LIEHH, HO HE MO-BHCOKH OT
CcTOMHOCTTA IO WiI. 25, an. 4, T. 6 ot Hapen6a Ne 7 ot 31 mapr 2021 1.

Te3u @OroBOpHM BIM3aT B CHJIa, CaMO aKO HACTHIAT OOCTOATENCTBA, BOICILIM [0
HEBB3MOXKHOCT Jia ce obesreuar norpedHocTUTe Ha JIBBMII 1 MEeTUITMHCKUTE MOTPEOHOCTH
Ha IIalMEHTHTE 3a OCUTYpsIBaHE Ha HOpMAaJHa JiedeOHa JeiHOCT.

Ha 3agsurenu, KaHaugarcTBamy B rpyma S5, Meaunueckd H3fends 3a
KHCIOpomoTepanua™ me ObHaT MpeCTaBeHH NPOEKTH HAa WHIWBHAYATIHH JOTOBOPH, ClE
JIOIIyCKaHETO MM 10 BKnrouBaHe B Cnmchka ¢ meaunuacky n3genust, kouto H30K zamnama B

YCIIOBHSTa HA W3BBHOONHWYHA MEOUIIMHCKA TIOMOIN, IPH YCJIOBHATA Ha wi. 14, am 5 ot
Hapen6a Ne 10.

*BesKko MeIMIIMHCKO HM3JeJHe MOKe A2 0bje 3asBEHO CAMO 32 €IHO TeXHHYECKO
uH3ucKkBane (WI. 26, ann. 7 ot Hapenba Ne 7 ot 31 mapt 2021 r.)
Bewukm noxymenTH cieiBa 1a Ob/1aT BATUAHY KBM JaTaTra Ha IOIaBaHeTO UM.

Hoxymernture 1o ui. 26, ait. 3 u an. 4 or Hapen6a Ne 7 ot 31 mapt 2021 1. ce moiaBar B
nenosogcteoro Ha 1Y Ha H3O0K, B 3ameuaran Hempo3padeH MK ¢ HEHAPYIIEHA IISIOCT, B
cpoka, TIOCOYCH B IOKaHAaTa.

3a BCekM OTAENEeH Ipou3BoAuTel ce odopMs OTHeNeH IUIMK, BBLPXY KOHTO B
nenosoncrsoro Ha H3OK ce mocraBs OTHENeH BXOIANl HOMEpP. BBpXy BCekM IIHK ce
[IocoYBa IojaTens, Ipolenypara, 3a KOATO TOH ydacTBa, agpec u TeiledOoHEH HOMEp 3a
KOHTAKT, KakTO W CHOTBETHHSA Mpou3BoauTeN. JIOWBIHUTEIHO CE€ IOCOYBA M Jarara Ha
MoKaHaTa, 110 KOJTO ce KaHNAATCTBA 33 y4acTHe B IIpolleAyparTa.

IleHOBOTO mpenIOXKEHUE Ce MPEICTABA HA XapTHEH M CICKTPOHEH HOCHUTET B OTHE/IeH
3aleyaral HeNpo3padeH ILUIHK ¢ Haamuc ,,llenoBo mpemmoxernue”. To3M IUIMK ce IIOCTaBS B
NINEKa C JOKYMEHTH Ha ChOTBETHUS IIPOM3BOAUTEN. LI€HOBH IpeaIoKeH s 3a H3AEIIUs 10 WI.
25, an. 4, 1. 4, 6. ,,8° or HapenGa Ne 7 ot 31 mapt 2021 r. (3amnaimanu Ha ThProBen Ha e[po)




ce TpEeACTaBAT B OTHACIEH 3aledaTaH IUIMK. Bbpxy muMkKa ce IocodyBa ¥ Ipylla Io
cruenupuKanmsTa, 3a KOATO c€ KaHIUaTCTRA.

JIoKyMeHTHTe 3a ydacTue B Ipollefypara ce mojaaBaT B Cpok oT 15 paGorHm aHm,
CUMTaHO OT NEH:, CIE/BAl JIeHs Ha Iy0auKyBaHe Ha IIOKaHaTa, 0 Kpast Ha paboTHHA JeH,
Ha IOCJICAHUS I€H OT TO3H CPOK.

3asiBNeHuUsI, TOJANIEHN CJIell KPAHUSA CPOK HE CE pasriieXkaaT OT KOMHUCHSITA.

Joxymenture ce nmpuemar B crpanara Ha LIY ra H3OK, rp. Codus, yu. ,,Kpuuum™ Ne 1,
crag 109 - nenoBoacTBoO.

Cnucek ¢ IpuioxeHust — 00pas3iy KbM HACTOsINATa IIOKaHa:

IIpuaoxenune Ne 1 - Cienudukarus CbC CICTHATE Pa3ACIIn:

Pazpen A - Chnenudwkanus C OHNpPEeACNICHH W TPYIHPAHU MEIUIMHCKH W3JCNHs,
MIPUJIAraHy B yCIOBUATA Ha U3BHFHOOIHHYHATA MEIUIIMHCKA ITOMOI K

Paszpen b - Croenuduxauus ¢ omnpelneneHd W TpYHHUpPaHd METUITMHCKH H3NEIHs,
NpUJIaraHy B yCIOBUATA HAa OONHHYHATA MEAMITMHCKA TOMOII.

Ipnaoxenue Ne 2 - 3asgBieHue 3a ydacTHe B IpoIeAypara 3a ,,HOBH MEAUIMHCKH
H30ENUs

IIpunoxenne Ne 2a - 3agBneHue - AeKiIapanys 3a y4acTHe B mpoleaypara 3a ,,cTapu
MEIUITHHCKY U3ACTHs .

IIpnaoxenne Ne 3 — Jlexnapanus, 4e CHLOTBETHHAT YYaCTHHK MOXE [1a OCHUTYPH
HEOOXOMUMHUTE KOJIMIECTBA MEIUIIMHCKY H3ICITHS.

IIpnioxenue Ne 4 — [{eHOBO mipeiIoKeHHE.

Ilpunoxenne Ne 5 — Jlexnapanus, ve MU ce 3amnamar oT oOIeCTBEeH/HAMOHAICH
GOHJ B IOHE TPH OT IBPKaBUTE WICHKH Ha EBpomneiickus cpio3s.

IIpunoxenne Ne 6 — Jlexmapaiius, ye CHOTBETHUSIT YIACTHHK JKenae 3asBenure MU na
OBJaT 3aIIamaHy che cpencTra ot 6romKera va H3OK.

Ipnnoxenue Ne 7 — IlpoexT Ha JOTOBOpP, MPHIIOKHM IpPH KaHIAOATUTE, 3asBHIA
rpynu MU/noarpynu/rpyny no TEXHUYECKH U3MCKBaHUA 1O wi. 25, an.4, 1.4, 6ykBa ,,B* OT
Hapenba Ne 7 ot 31 mapt 2021 1.

IIpunaoxenune Ne 8 — Jlexnaparus o T. I, moar. 10 ot 3asgBHTEN, Ye IpHEMa yCIIOBUSTA
¥ U3UCKBaHHUATA 3a JocTaBKa Ha MU, ChIilacHO IIPHIIOKEHHUS IOTOBOP.

IIpunoxenne Ne 9 — Jlexnapamus o 1. 11, moar. 2, Ye 3asBUTENAT 1€ H3ITBIHA BCHIKH
YCIOBHA 3a BKJIIOUBAHETO Ha 3asBeHH MU ot nonrpyna 4.1.2.2. 8 Ciiucpka 1o 4. 13, ai. 2,
T. 2, 6ykBa ,,a“ oT Hapeg6a Ne 10.

IIpunoxenne Ne 9a — Jlexnapanus mo 1. III, moar. 2, ue 3agBUTENAT 1€ HM3MBIHA
BCHYKH YCJIOBHs 3a BKJIIOUBAHETO Ha 3asiBeHH MU ot nmoxrpyna 14.1.2 B Crincska no 4i. 13,
ai. 2, 1. 2, 6yksa ,,a“ or Hapen6a Ne 10.

IIpunoxenne Ne 10 — Hexnapanus ro 1 .II0, noat. 3 ot 3asBuTENS, Y€ B IPOAYKTOBATA
JHCTa Ha IPeNCTaBIIBaHUS OT Hero nmpoussomutesr HAMA meaunuHcky u3fnenus oT rpyma.
4.1.2.1 (JlekapCTBOOTAEIAIM KOPOHAPHU CTCHTOBE) OT IIO — cTapa (peaxofHa) TeHepanus 1
rpyna 14.1.1 (TpanckareTspHE KIAHE IPOTE3H 32 a0PTHA IO3HUIMA ¢ aHTHGOCHONHUITUITHO
ITIOKPUTHE — OAIOHpa3rbBallly ce, KOUTO Jia ObAaT 3asBEHH 3a BKIOYBaHETO UM B CIIHCHKA 110
qi1. 13, an. 2, 1.2 6ykea ,,6” ot Hapenba Ne 10.

Hpuaoxenune Ne 11 — Jlexnapanus, 4e JoKyMeHTHTe o T. I moaT. 3 u 4, mokazsainu
Hajln4y¥e Ha TeXHMYECKUTE H3UCKBAHUS 32 y9acTHE B IIOCJICHHO NPOBEICHATA IIpoleaypa u
OTOpH3AITHSL.

Hpunoxenune Ne 12 — Tabnuna ¢ kaTaloXXHU HOMEpA.

JIna 3a KOHTAKTH:
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1. Kocragua MaHOB - HayalHUK Ha OTHEN ,,JloroBapsHe Ha MENWIMHCKHA H3JCIUA",
nupeknust JITMUJIXTIC, e-mail: kmanov(@nhif.bg;

2. IOnman SxuMOB — IJI. IOPHCKOHCYJIT B OTAen ,JloroBapsHe Ha MEIUIHMHCKHU
uzpenus®, nupekuus JITIMUIXTIIC, e-mail: yyakimov(@nhif.bg;

3. Kupun OOpemkoB — IUI. IOPUCKOHCYIT B OTHEN ,,JloroBapsHe Ha MEIUIHHCKH
uanemus, mupeknust JINIMUIXIIC, e-mail: kobreshkov@nhif.bg

KomyHuKanusTa ce M3BBPINBa CaMo B IIMCMEH BUJL IO €IEKTPOHHA Homia!

Cuenudukarnusara, Hepas/eiHa YacT 0T HACTOsAINATa II0KaHa, 00pa3IuTe Ha 3aiBJIICHHE,
[IEHOBO MpeJUIoKeHne U nekyapanun, kakto u Hapenda Ne 7 or 31 mapr 2021 r. ca
nyOonuKyBaHu Ha odunwanHata wHTepHET crpaHmna Ha H30K www.nhifbg, muak
»JleKapcTBa, MEOUIUHCKA H3JCiud U XpaHH, MOIMHK ,,3a maptHpopute Ha H3O0KY, ,3a
HPOU3BOJUTEINTE U BHOCUTENUTE HA MEIUIIMHCKH U3AETIHI .




