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ITIOKAHA

Haunvonannata 3apaBHOOCHrypuTenHa kaca, rp. Copus 1407, yn. ,Kpuuum™ Ne 1, Ha
ocHoBaHue wi.45, an. 14 oT 3akoHa 3a 37paBHOTO ocurypsiBane, 4i.23, an.l or Hapenbara 3a
YCJIOBUSITA U peJia 3a ChCTaBsSHE Ha CIIUCHK HA MEIUIUHCKUTE w3aeus 1mo wi. 30a ot 3akoHa 3a
MEIUIMHCKUTE U3/IeIHs U 3a OTpe/iesITHe Ha CTOWHOCTTA, /10 KosATOo Te ce 3aruiamar (Hapenbara
no wi. 30a or 3MH) u un. 13, an. 2 or Hapenba Ne 10 ot 2009 r. 3a ycnoBusra, pena,
MEXaHU3Ma U KPUTEpUHUTE 3a 3aruiaiaHe oT HamuoHanHara 37paBHOOCUTYpUTEIHA Kaca Ha
JEKapCTBEHU MPOAYKTH, MEIUIIMHCKH M3JeNMs W Ha JUETHYHH XpaHH 3a CIELHAIHU
MEIUIUHCKH LEJU, JOroBapsiHe Ha OTCTBHIKH W MpWIAraHe Ha MEXaHW3MH, TIapaHTHPALIH
npelBUIUMOCT U yeToitunBocT Ha Oropkera Ha H3OK (Hapen6a Ne 10)

OTIpaBs oHIMATHA TTOKaHA KbM MPOU3BOJUTENUTE, THPTOBIUTE HA €APO C MEAULIUHCKU
M3JIEJIUs U TEXHUTE YIIbJIHOMOIIEHH MpeICTaBUTENH, 3a YIaCTHE B MpoLieypara o OnpeAeisHe
Ha CTOMHOCTTa Ha MEJUIUHCKUTE W3JeJus, MpeaHa3HAue€HU 3a 3a00JBaHMs, BKIIOYCHH B
cruchKa o Hapeabata o wi. 45, an.3 330, u Ha MEAUIMHCKUTE M3EIHs, KOUTO CE 3alliallaT B
yCJIOBUSATA Ha OOJTHHYHA MEIUIIMHCKA TOMOIII, W3BBH CTOMHOCTTA Ha KIIMHUYHUTE IIBTCKH.

Menununckure u3genuss (MH) TpsOBa na oTroBapsT Ha HM3HCKBAHUSATA Ha 3aKoHa 3a
meauuHckuTe m3aeaus (3MUW), Hapeabara no wi. 30a ot 3MU, kakTo ¥ 1a mpHHALIEKAT KbM
IPYNUTE/TIOATPYIIUTE M  CHOTBETHHUTE TEXHUYECKH XApPAKTCPUCTHKH, OIPEIACIICHH B
Crennduxanusra - [Ipunoxenne Ne 1 kpM HacTosiinara nokana: Paznen A - Crnennduxanus ¢
ONpe/EIeHH ¥ IPYNUPAHU METUIIAHCKH U3/IENHsl, IPUJIATaH! B YCJIOBUATA Ha N3BBHOOJIHHUYHATA
MmequnuHcKa momomr H Pazgen b - Croenudukanus ¢ onpeiesieHd U IPyIMPaHd MEAMIHHCKH
M31eJIMs, IPUJIaraHy B YCJIOBUATA HAa OOJIHMYHATA MEAULIMHCKA TOMOIIL.

I. [lpu moxaBaHe Ha 3asiBJieHHE 32 Y4acTHe B NpoIeAypara 3a OCHOBHHTE IpynH
MMU/noarpyny U ¢chbOTBETHHTE TEXHHYECKH XapaKTePHCTHKH, HA OCHOBaHHe 4. 23, an.3
ot Hapendara no 4. 30a or 3MMU ce u3nucKkBar cieIHHTE JOKYMEHTH:

1. 3asBienHe 3a y4acTue 1o obpaser kM wi. 23, an.4 ot Hapenbara no wi. 30a ot 3MU,
cerinacHo [Tpunoxxenue Ne 2. CpII0TO ce IpeAcTaBs Ha XapTHEH U €JIEKTPOHCH HOCHUTE.

2. B 3asBnenneto no 1. 1 ce mocousa enuHeH uaeHtupuxanuoned xox (EMK), xorato
JIAIETO € PErUCTPUPAHO ChITIAaCHO T'hProBCKUs 3aKOH M € BIHMCAHO IO 3aKOHA 3a ThPrOBCKHS
PETUCTHP U PETHCThPa Ha IOPUAXUECKUTE JIMIA C HECTONAHCKa Lell. 3a JIMLATa, PETHCTPUPaHH B
JAPYrd JIBPXKAaBH CE€ M3MCKBA M3BJIEYEHUE OT THPTOBCKUS PETHCTBD MJIM CXOICH JOKYMEHT IO
HAIMOHATHOTO 3aKOHOJATENICTBO HAa CHOTBETHATA Abp)KaBa Ha IPOM3BOJMTEIIS MM THProBelna
Ha €IpO Ha MEIUIIMHCKH MU3JENHUs, U3IaJCHH OT KOMIIETEHTEH OpraH He I0-KbCHO OT 6 Mecela
Ipe/iu MojiaBaHe Ha 3asBieHuero. MHdopMmamnusTa ce npenoctaBsi OT 3asBUTENS - ThProOBELl HAa
eapo uiau npousBoauTens Ha MU u/uinu TexeH YIMbJIHOMOUIEH NMpeiCcTaBUTEN, KOMTO € mojai
3asIBJIICHHUETO.



3. HorapuanHo 3aBepeHO HBIHOMOIIHO WU HOTapHallHO 3aBEPEHO OTOPH3ALHMOHHO
TIMEMO, yIOCTOBEPSBALIM MTPABOTO HA 3asBUTEIIS Jia NIPECTABIIABA IPOU3BOAUTENS 3 YYACTHE B
poneaypara 3a MEIMs JOTOBOPEH MEPUOJ M 3a CpPOKa Ha JEHCTBHE HA CIHCBIMUTE C
MeuIMHCKH u3nenms, kouto H30K sannama. Korato mbiHOMOIMHOTO/OTOPH3AHOHHO MTHCMO
He ¢ m3mazneHo B Pemybimka beirapus, 3a Hero ce mpeicTaBs HmpeBox Ha OBJITapCKu €3WK,
M3BBPLICH OT MpPEBOAAY, KOHTO HMa CKIFOYEH NOTOBOP ¢ MUHHCTEPCTBOTO HA BBHHIIHHTE
paboTu 3a W3BBpIIBaHE Ha OQUIMATHE NpeBomu. B I'bJIHOMOLIHOTO/OTOPH3ALHOHHO MTHCMO
cienBa na ObJAaT MOCOYEHH KOHKpeTHHTe MU 1o ThproBcko HAaHMMEHOBaHHe, 32 KOUTO
3asBUTEJIAT € YIBIHOMOLICH HJIM MMa IIPaBO Jia TUCTPUOYTHPA.

4. JlokyMeHTalHs, 4pe3 KOATO ce J0Ka3Ba, 4e MEIUIMHCKOTO H3CIIHE OTroBapsi Ha
TCXHHYECKUTE M3MCKBaHHUsA, mocoyeHH B Crenuduxanusara: ceprudukar 3a MapKHpOBKa 3a
cbotBeTcTBUE ,,CE® 0T HOTMQUUMpaH opraH - HoTapuamHO 3aBepeH; JeKiapanus 3a
CHOTBETCTBHE, M3MaJCHA OT IIPOM3BOAMTEINSI HA MEIMIMHCKOTO H3/EHE; HHCTPYKIHUS 3a
YHoTpeda 3a MEJMIMHCKOTO M3JeNue Ha OBITapcKM €3MK, ChOTBETCTBAINA HA MONAJCHATA B
VIAJI mpu peructpaims Ha M3LENHETO; yBeJOMIEHHE 3a MyCHATH HA nasapa u/wng ¢popma 3a
IPENIOCTaBAHe Ha HHGOpMalMs 3a MyCHATH B JEHCTBHE HA TEPUTOPHATA Ha Peny6inka
bbirapust MeTUIMHCKY W3 1EITHSL,

*B ciy4ante, KoraTo € NpHIOKAMO, ce MPEACTaBs HEOOXOMUMUS Habop OT cepTUduKaTH
3a IPCIIOKCHUTE MEUIIMHCKY M3JICTHUS - 32 U3CNIe/IBaHE Ha JIM3aiiH, 3a M3CleABaHe Ha THIA, 33
ChOTBCTCTBHE, 332 CHCTEMa 3a IBJIHO OCHUTYPSABAaHE Ha KayeCTBOTO Ha MNPOAYKIHATA,
OCUTypsIBAaHE Ha KAY€CTBOTO HA MPOU3BOJCTBO.

**B cnyyaute, Korato ce 3asBsBaT MU, 3a KOWTO Beue e IIPOBEXKaHa Ipolielypa Bb3
OcHoBa Ha nokanara ot 20.12.2018 r. u cemure ca Briroyenyn B CouchnuTte mo wi. 13, an. 2 or
Hapen6a Ne 10, B cuna ot 01.06.2019 r. 3asBuTeNHMTE MOMBIBAT AEKIAPALHS 110 obpazerr, KOUTo
¢ Ilpunoxenne No 11 xpM mnokamarta. Bb3 ocHOBa Ha Tasu JEKJIapanys 3asBUTEIIUTE Ce
0CBODOKAABAT OT 3a/bJDKEHHETO Ja MPEJCTABAT OTHOBO HA XApTHCH/MArHWTEH HOCHTEN
JIOKYMEHTHTE 1O T. 4, PUIOKEHH 110 MNPEIXOTHOTO JOTOBAPSHE, C M3K/IIOUEHHE Ha CIIy4auTe,
KOraTto NpeiCTaBEHUTE JOKYMEHTH Ca C W3TEKBJI CPOK HAa BAIUTHOCT, HAIMIE € NPOMSHA B
obcrosiTesicTBaTa 3a MpHIOXKEeHHeTo Ha MU, Wil ce mpeicTaBsT JIOKyMeHTH 3a HOBH MU Ha
ChIMsl TPOM3BOIAMTEN, 3a KOUTO HE € IMOAaBaHO 3asBieHHe. CHHUCHKBT ¢ H30pOeHUTE
AOKYMEHTH, IIPUJIOKECHH B MPEAUIIHOTO JOTOBapsIHE, € YacT OT JeKIapalysara.

S. M3Bievyenne OT KaTanora Ha [POM3BOJAMTENS, C IIOCOYBAHE HA THPIOBCKO
HAaNMEHOBAaHWE U MBJIHHSA KaTaJ0XXEH HOMEp Ha 3asBEHOTO MEIMIMHCKO M3JEIHE, KOETO ce
HACHTU(GUIMPA C THPTOBCKOTO My HaHMEHOBaHHE, ChOTBETCTBAINO HA YHUBEPCATHHS KOJ HIIH
HICHTU(UKATOP, C KOETO TOBA M3/e/Me € BIHMCaHO B perucTbpa Ha MAJL mo wi. 5, an. 1 or
Hapenbara mo wi. 30a ot 3MU;

*Bceekn otnmenen xatanoxeH Homep Ha MM ce BIHCBa B CaMOCTOSTENHA KIETKA KBbM
THPrOBCKOTO HaMMeHOBaHWe HAa MU, BKItouBaHO B TabiuIiara ChriacHoO obpasena mo wi. 23,
an. 4 ot HapenOara.

6. Nupopmanus, npenocrasera ot MAJL, oTHOCHO peructpupadu ganuu B VAJL w/wnu
EUDAMED 3a MHIUAEHTH/IIOTEHIHAIHA HHIUACHTH C MEIHIIMHCKOTO HU3JIeIe, KaKkTo U 3a
OJIOKMpPaHH MJIM U3TETJICHHU OT Ia3apa NapTHAH Ipe3 HOCIEJHUTE ABE TOTHHM;

7. Jlexnapanus, 9€ ChbOTBETHUSAT yYaCTHHK MOXE J1a OCHTYPU HEOOXOMMMHTE KOJIUYECTBA
MEJMIIMHCKH U3JEns 10 oOpaser kbM 4. 23, an.4 ot Hapenbara mo ui. 30a 3MU, ceriaacHo
Ipunoxenne Ne 3. Jleknapanusra ciensa ga Oble MPHAPYXKEHA U ¢ OPHMIMATHO MHCMO OT
IIPOM3BOAUTEIIS HA 3aiBEHUTE MEIULMHCKU U3MENHUs, C KOETO Ce MOTBBPIKIAaBa Bb3MOXKHOCTTA
na ObIaT OCUTYPeHH HEOOXOMUMHUTE UM KOJIHYECTBA.

8. IlenoBo mpemnoxenue o obpaser kbM wi. 23, ain. 4 or Hapenbara mo wi. 30a 3MU,
BbB (opmar chriacHo Ilpunoxenne Ne 4. IeHOBOTO NpeioxkeHue ce IpeACTaBs Ha XapTHEH U
clekTpoHeH Hocuten. llonpenbata Ha nosunuuTe, KaKTO M W3MMCBAHETO HA THPrOBCKOTO
HaumeHoBaHue Ha MU u IIBJIHUS katanoxen nomep B Ilpunoxenue Ne 4 cnenpa na
CBOTBETCTBA Ha Mojapendara B 3asBiieHUETO - [Ipuioxenne Ne 2.



*IIpeutoxenaTa ieHa He MOXe Ja Objie M0-BUCOKA OT IPOaXHATA IIeHa 33 ChOTBETHOTO
U3JIeI1e, IOCOYeHa B CMChKa 110 4il. 1, T. 1, 6ykBa ,,a* ot HapenOata mo 4i1.30a 3MU, koeto ce
JEKJIapyupa OT 3asiBUTEJIS;

9. [lexknapanus 3a HaTHYHEe HA M3MCKBAHMATA KbM KOHKpeTHHTe MU 1o wi. 22, T. 4 o
Hapenbara o wi. 30a 3MU - na ce 3ammamar ot o6IecTBeH/HauoHaIeH (GoHI B MOHE TPH OT
AbpKaBUTE WICHKH Ha EBpomedckus cblo3, Iy ChIUTE WHAMKALME UM 3a00JsIBAHKS, WK 1a
ca sammamand ot H30K mpes mocnexnute 10 romuum, mo obpasem kbM wi. 23, amr. 4 or
Hapen6ara no ui. 30a 3MU, cwriacuo Ipunoxenue Nes.

*CrnenBa 1@ ce JeKJapHpaT KOHKDETHHTE OOIIECTBEHH/HAMOHANHE (OHAOBE Ha
CbOTBCTHUTE AbPXKAaBU - YICHKM Ha EBpomeiickus CbI03, ¢ I[IOCOYBAaHE HA JIMHK KBbM
KOHKPETHOTO MEAUIWHCKO H3JEJIHE OT o(UIMaTHATA HWHTEPHET CTPAaHMIA HA CHOTBETHHUS
obruecTBeH/HaOHAeH (BOHI M OTPa3eHO Ha W3BIEYEHHME HA XapTHEH HOCHTE] OT ChINAaTa
UHTEpHET CTpaHHMIIA.

10. IlpoekT Ha JMOrOBOp - NpPHIOKAM [PH KAHAWIATATE, 3aIBHIM  TPYIH
MW/noarpynu/rpyny 1o TeXHHYECKH H3MCKBaHus mo wi.2l, and, 1.4, 6. ,,B“ ot Hapenbara mo
4. 30a or 3MU, kolito BKmoyBa onpenenenute o1 H30K cHLOTBETHH YCIIOBHS 3a JOCTABKa,
3alUlallale | Jp., mo obpasen kM 4. 23, an. 4 or Hapenbara mo wi. 30a 3MU, cwriacHo
[Tpunoxenue Ne 7.

*Y4acTHHLHMTE B IIPOLIETypaTa 32 MEAHIMHCKU M3/IeNHs, KOUTO CE 3aIliallaT Ha ThProBell
Ha e[p0 MOANKMCBAT AEKjIapalys Mo o0pasel, ue MmpueMaT yCJIOBHATA U M3UCKBAHHUATA HA TO3H
norosop. O6pazenst e [Ipunoxenue Ne 8.

11. JloxasaTencTsa 3a H3MbIHCHHE HA H3UCKBAHUATA 1O WI. 22, T. 5 ot Hapenbata mo .
30a 3MM.

*3a ynocroBepsiBaHe H3HMCKBaHEeTO mo wi. 22, T. 5 or Hapenbara mo um. 30a 3MU —
»HAJIMYME HA PaHIOMH3MPAHH KIIMHUYHU U3NUTBAHUS " HA OBITApCKH €3HK, OT KOUTO IIOHE €IHO
3aBBPIICHO, CleJBa 1a ObJAT NpeICTaBIHM CHHTE3MPAHH H3BJEYECHHUsS OT TAX, ChAbPKALIU
OCHOBHHTE MM I1apaMeTpPH, OLEHKH, U3BOJH U 3aKIFOYECHH.

12. Jlexnapanus mo obpasen mo wi. 30, an. 4 or Hapenbara mo wr30a 3MU -
[Ipunoxenne Ne 6 - momsiBa ce u ce mpenctas B LY ma H30K cnex npukioysaHe Ha
Ipoleypara o onpezeisHe Ha cToiiHocTTa Ha M.

*B HoBusi o0pasenm Ha pexiapauus Ilpunoxenme Ne 6 ce gaexnmapupa, de ce
NIOTBBPXK/AABAT IICHUTE OT IOJIUCAHUS JBYCTPAaHEH IIPOTOKOJ 1o wi. 28, an. 1 ot Hapexbara mo
wi. 30a 3MU, Ge3 m3puyHO 1a ce M30posBAT M3MCIMATA, KaTO B JEKIapalusara ce IOcoYBar
mequuuHckd u3nenuss CAMO, 3a KOUTO 3asBHTENAT Kejae Aa MPEMIOKH JOMBIHHTEIHA
OTCTHIIKA.

IIpu ycnoBue, ye 3asBUTENAT XKelae Ja OTIAIHAT ONpeeeHH MEIUIUHCKA H3IEIHs OT
3a4BJICHHETO MYy, CBUIMTE C€ IIOCOYBAT B JOMBJIHUTENHA Tabiawma — ,OTHaaHaj d ot
NOANMMCAHHUSA ABYCTPAHEH NMPOTOKOJ MEAHMIMHCKH H3IeJusa* B chimus (GopMar, B KOHTO €
U3TOTBEH TO3H MPOTOKOJL.

II. IIpn noxaBaHe Ha 3asiBjleHHe 3a y4YacTHe B NMPOIeIypaTa 3a HHOBATHBHA Ipyna
MeIHUMHCKH u3feausa/moarpyna — 4.1.2.2 ,MHOBATHBHH MeIHKAMEHTO3HOH3IbYBAIIH
(JiekapcTBOM3JIBYBAINM) CcTeHTOBe“, 3asBennTe MU cieaBa mo KpuTepuHm Ha
MNPOH3BOACTBO, KAY€CTBO, PAa3X0X0e(PeKTHBHOCT, HHOBATHBHOCT Ja 0bJAaT reHepamusi oT
none III-to noxoJienne Ha Bewye chmecTByBamu MU uiMm HHOBAIMH € AHAJOTHYHO
NpHIIOKEHHEe H AHAJIOTHYHA MeAHMIHHCKA/TepanmeBTHYHA 0132, HO C 00aBeHH HOBH
TEXHHYECKH XapaKTePHCTHKH, HOBH TepameBTHYHH MOJ3H H [0Ka3aTeJcTBa 3a
pasxonoedeKTHBHOCT. 3asiBUTEe/INTE CJeBAa Haped C AOKYMEHTHTe mo Wi 23, ax 3 or
Hapen6ara nmo 4i. 30a or 3MHU ga npeacraBaT 10Ka3aTeJCcTBAa B MOAKPeNa HA CJAeAHHTE
KPHTEPHH:

1. TIpu 3aspasane Ha MM HO TEeXHHWYECKHM W3MCKBAHUS OT MOATPYNa/rpyrna, KOHTO
NpHUTEKaBAT HHOBATUBHU XAPAKTEPUCTHKU CIPAMO HM3JEIMs OT ChlIaTa Tpyma/moarpyna/rpyna
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0 TEXHUYCCKU U3UCKBaHMU, 3alliamany HaeaHo oT H30K mo neiictarus Crnuesk mo wi. 13,
0. ,,0“ or Hapenba Ne 10, B cuna ot 01.06.2019 r., 3asBuTeNd MOrar Jla KaHIuaaTcTaar 3a
BK/IIOYBAHE HA TE3W MEIMUMHCKH u3jenus B Cucebka no wi. 13, an. 2, 1. 2, 6. ,,a“ or Hapenba
Ne 10 ¢ BE3MOXHOCT 3a JoIIalaHe, ako H3/IeIHsITa OTrOBApAT Ha CIACAHUTE U3UCKBAHUS:

A) Haynnuue Ha mpeaxoaHo IOKOJIEHHE MEUITMHCKA M3IENHs Ha CbWUsL NPOU3BOOUMEN C
AHAJIOTUYHO MNPHJIOXKCHUE M aHAJIOTHYHA MEIMLIMHCKA/TepaleBTHYHA [0J3a 3a IAlMEHTa B
aeicTBamya Cnucek mo wi. 13, an. 2, 1. 2, 6. ,,6% oT Hapen6a Ne 10 unu B npeaumnan Couchiu
no wi. 13, an. 2 or Hapen6a Ne 10;

b) mpencraBeno e omucanue B KakBO ce M3pa3sBaT MHOBATHBHHUTE XapaKTEePUCTUKH Ha
TOBa H3JCIUE, KaTo C€ IO0COYAaT HETOBUTE INPEIUMCTBA IPE] H3ICIUATA, BKIIOUCHH B
ASUCTBAIIKS CIUCHK 110 4. 13, an. 2, . 2 6. ,,6* or Hapen6a Ne 10, 8 cuita ot 01.06.2019 r. nm
B MIPEAMIIHUTE CIIUCHIIH.

2. Ilpu 3asBsBaHe Ha MU N0 TeXHMYECKHM HM3UCKBAHHS OT NOATpyNna/rpymna, KOWTO
NPUTEIKABAT MHOBATHBHU XapaKTEPUCTUKH, HO Ha CHIOUS IMPOM3BOJUTENl HE ca BKIIOYEHH
u3nenust B Cnucbka 1o ui. 13, an. 2, 1. 2, 6. ,,6 or Hapen6a Ne 10, B cuna ot 01.06.2019 .
u/umy B npeauiHd CIUChIM, MHOBATHBHU H3JIEJHS MOTAT Jia ObIAT 3asBEHH 33 BKJIIOYBAHE B
noxrpyna —4.1.2.2 or Cnuceka mo win. 13, an. 2, 1. 2, 6. ,,a* or Hapen6a Ne 10 ¢ Bp3MOKHOCT 32
JOTLTAIAHe, aKo ObAAT U3II'BIHEHH CIICAHUTE YCIOBHUSL:

A) 1penxoaHo MOKOJNeHNe METUIIMHCKH U3MIENHUS Ha Cbujusi NPOU3G0OUmes ¢ aHAJIOTHIHO
NPUJIOKCHHE W aHAIOTHYHA MEAMIMHCKA/TepalleBTHYHA I10JI3a 3a IAlMeHTa ca 3asBEHH 3a
BKo4yBaHe B nmoarpyna — 4.1.2.1. or Cnuceka mo . 13, an. 2, 1. 2, 6. ,,6 or Hapen6a Ne 10,
KOHUTO 1ie Biie3e B cuia mpe3 2020 r., KaTo 3asBUTENAT M3IBIHA BCHYKH YCIOBHS, 3a Ja ObIar
BKJIFOUCHH TE3M U3/ B IOCOUCHHUS CIIMCHK. ['0TOBHOCTTA 32 H3ITBIIHEHHETO HA TE3H yCIOBHUS
Ce yCTaHOBsIBa C JICKIapanus 1o odpasern - [Ipunoxenne Ne 9 xbM mokasara.

b) mpexcraseno e onmcanne B KakBO ce M3pa3sBaT MHOBATUBHHTE XapaKTEPUCTHKH Ha
TOBa M3JleNHe OT moArpyna — 4.1.2.2, kato ce Moco4yaT HErOBUTE MPEIUMCTBA IIPE U3ETHETO
ot rpyna 4.1.2.1., xoeTo e 3asBeHO 3a BKIo4BaHe B Cruchka 1o wi. 13, am. 2, 1. 2, 6. ,,6% or
Hapen6a Ne 10, kofito 1me Bie3e B cuia mpes 2020 r.

3. llpu 3asBaBane Ha MM NO TeXHHYECKH WM3MCKBAHUS OT IOATPYHA/TpyHa, KOHTO
IIPUTEXABAT HHOBATHBHU XapaKTEPUCTHKH, HO B NPOJYKTOBATA JIUCTA HA CHIIMS IPOH3BOJUTE
HSAMA  MemumMHCKH  U3JENds C  aHAIOTMYHO  NPWIOKEHHE M aHAJIOTHYHA
MeTMIMHCKA/TEpaNeBTHYHA 1107132 3a [AI[UeHTa, KOUTO J1a MOraT Ja ObJa BKIIOYEHH B IIOArpyIa
—4.1.2.1 or Cnuceka mo wr. 13, an. 2, 1. 2, 6. ,,6“ or Hapen6a Ne 10, koiiTo Ime Bie3e B cuia
npe3 2020 r., Te3u HHOBAaTUBHH M3JE/IHs MOraT Ja ObAaT 3asiBeHH 3a BKIOYBaHe B CIIHCHKA IO
ui. 13, 0. ,,a* ot Hapen6a Ne 10 ¢ BB3MOKHOCT 3a HoIUIalnase, ako ObAaT U3MIBIHEHH CIIEIHATE
YCIIOBHS:

A) TpEICTaBeHO € ONHUCAHHWE B KAaKBO CE M3pa3sBal WHOBATHBHMTE XapaKTEPHCTHKM Ha
TOBa H3/IeJIUE, KAaTO CJEBa Ja ObAaT MPeACTaBeH! J0Ka3aTe/ICTBA 3a HAIMYKME Ha MIPOBEICHH 3
pPaHIOMU3HMPaHY KJIMHUYHU H3IUTBAaHUS B MOCJIEIHUTE TPH TOAMHH, OT KOHTO ITOHE €IHO
3aBBPLICHO, CIOPAMO IIPEIX0IHA TeHEpAIIHS.

b) npencraBena e nexnapanus ot cTpaHa Ha IPOM3BOIUTENS B IPEBO Ha OBITapCKU €3UK,
4ye B npoaykrosara My jucra HAMA MeIuIMHCKHA W3JETHS C aHAJIOTHYHO MPUIOKEHHE H
aHaJIOrMYHa MEIULMHCKA/TepaleBTHYHA 0132 3a MAlMeHTa, KOMTO Ja ObJaT MpeIIOKEHH 32
BKtouBaHe B noarpyna 4.1.2.1 or Cnuceka mo wi. 13, an. 2, 1. 2, 6. ,,6 or Hapenba Ne 10.
Jexnapanusara ce U3roTss 1o odpaser, koito e [Ipunoxenne Ne 10 kbM HoKaHara.

Benukn ygacTHMIM, 3asBsBaIllN H3Aesus 3a moarpymna 4.1.2.2 ciensa Ja MpencTaBsT
JI0Ka3aTejICTBa 3a HAJIMYUETO Ha XAPAKTEPUCTUKHTE, MOpaJd KOHTO TE3W H3JENIMs Morar Ja
ObJaT BKIIOYEHHU B IOCOYEHATA HOATPYIIa, KaTo clieBa Aa ObaaT IpeICTaBeHH 1 10Ka3aTeICTBa
3a HaJIU4YMe Ha MPOBEJACHH TPH DPAHAOMHU3MPAHHM KIMHHYHU W3NUTBAHUS B IOCJIEIHHTE TPU
FOIUHU, OT KOHMTO IIOHE €JHO 3aBBPUICHO, CIPSIMO MpPEAXOJHA TeHEpalMs Ha Bede
cpliecTByBaim MU.



Bxiroysanero Ha nHoBaTHBHH MU B moarpyna 4.1.2.2 or Cnucbka mo wr. 13, arn. 2, 1. 2,
0. ,a* or Hapenba No 10, B 3aBHCHMOCT OT pE3yNTaTHTE OT PAHAOMH3HPAHHUTE KIHHHUHH
U3IUTBaHMs, ce onpeaens no kpurepuu Ha H30K.

4. YuactHunm B npornexayparta ¢ Bkmodenn MU B Criuenbka 1o wir. 13, an. 2, 1. 2, 6. ,,6% ot
Hapenba Ne 10, B cua ot 01.06.2019 r. 1M B NpeMINHA CIIMCHIM HAMAT IIPAaBO A 3asBSBAT
ceumre MU 3a Brmousane B nmoarpyna 4.1.2.2 or Crnmeska no wi. 13, an. 2, T. 2, 6. ,,a° oT
Hapen6a Ne 10.

S. Y4acTHULMTE, TIOJATH 3adBlIEHHE 32 y4acTHe B IPOLEAypaTa 3a MHOBATHBHA IPyIa
MEJIMIMHCKY u3genus/noarpyna — 4.1.2.2 ,/AAHOBaTHBHH MeIHKAMEHTO3HOH3TbYBALIH
(TeKapcTBOM3ABYBAINM) CTEHTOBE“, mIe GBIAT KJIACHPAHH MO Pa3X040e(GeKTHBHOCT MO
kputepuu Ha H30K.

II1. [Ipu nonasane Ha 3asBIEHHE 3a yYacTHE B MPOLEAypaTa 3a moarpyna 4.1.3, a MeHHO
»OHM(YPKAIMOHN CTEHTOBe“, KPUTEPHUTE 3a OLEHSBAaHE M BKJIIOYBAHE HA MEIHIMHCKH
U3JICTIMS B [IOCOYCHATA MOArPyIa, KOUTO Ca ChOTHOCHMHU KaKTO KbM TEXHHYECKH, TaKa U KbM
MEIULUUHCKY CHELU(UKH Ha MTOArPyIaTa CTEHTOBE Ca KaKTO CIIe/IBa:

- Hanmuue xato OCHOBHA MHAMKANNSA ,,Jic4eHHE Ha OMQYPKALMOHHHM J€3MH“ B KpaTKara
XapaKTEPUCTHKA HAa METUITMHCKOTO H3JIEITHE;

- lebunupano Hamu4ue Ha €IHO 3aBBPUICHO PAaHIOMM3HPAHO KIMHUYHO H3MUTBAHE 3a
KOHKpeTHaTa HWHAUKAIMs] ,J€YeHHE Ha OHPYpKAMOHHHM JE3MHM“, IOKA3BallO IO3MTUBHU
KJIMHUYHH pe3yJITaTy IpH ynotpedara Ha ToBa MU.

IV. Ilpu nonapane Ha 3asBJIeHNE 3a yYacTHe B Ipoleaypara 3a moarpyna 4.1.4, a IMEHHO
»CTeHTOBE §€3 moIMMep 32 MALHEHTH ¢ BHCOK PHCK 0T KbpPBEHe; KOHYCOBH/IEH, HAJTHYEH
BTOPH CJI0ii, 0JIOKHpaI 1HCTATHATA MHTPALHs HA TPOMG; pe3opOupyeMHu*, KpUTEPUUTE 32
OLCHABAaHE W BKIIOYBaHC Ha MEIULMHCKH H3JENHs B IOCOYEHATa MOArPyIa, KOUTO ca
CBOTHOCUMH KAaKTO KbM TEXHHYECKHM, TaKa M KbM MEIMIMHCKH CrenH(UKH Ha MOArpyIara
CTEHTOBE Ca KaKTO CJie/Ba:

- Hanuyre Ha OCHOBHa WHIMKANUs, BKJIIOYEHA B KpaTKara XapaKTEpHCTHKa Ha
MEIUIUHCKOTO U3JENHE 338 KIMHUYHOTO MYy IPUJIOKEHHE MPH MAIMCHTH C MOBHIIEH PHUCK OT
KbpBEHE.

- Hannuue Ha eqHO 3aBBPLIEHO PaHIOMHU3UPAHO M3MHUTBAHE, KOETO J1a JOKa3Ba, ue
croTBeTHOTO MM mo3BonsiBa na ce ymoTpeOsiBa B 1O JIeK PeXMM Ha IMpHIara€e Ha
aHTHarperaHTHa Tepanus 6e3 MOBHUILIEH PUCK OT TpoM003a, C TO3UTHBHHU KJIMHUYHH PE3yITaTH
npu ynorpebara Ha ToBa MU.

V. Ako B rpyna/moarpymna no TeXHHYECKH H3UCKBAHUS MEIUIMHCKA U3JENUs mo 4. 21,
al 4, 1. 4, 0. ,,8“ ot Hapeabara nmo wi. 30a or 3MMU 6bae nmpeioKeHa IeHA OT 3asBHTEN,
KOATO HE MOXe Ja ObJe NpeanokeHa OT JpYyrd 3asdBHTENH, C LeJI OCUTYpsSBaHE
HENPEKbCBAEMOCT Ha jJoctaBkuTte Ha MU, ocurypsBane norpebHoctute Ha JI3BMII n
MeIUIMHCKUTE noTpeOHocTH Ha manuentute, H30K ckimouBa J0roBOpH 3a JIOCTaBKa ChC
3asBUTEIINTE, TIPEMJIOKIIN CIIEBAIIM 110 Pa3Mep LEHH, HO HE TIO-BUCOKH OT CTOWHOCTTA IO YII.
21, an. 4, 1. 6 ot Hapen6ara o wi. 30a or 3MU.

Te3u noroBopu BiM3aT B CHJIa, CaMO aKO HACTBIAT OOCTOSATENICTBA, BOAEUIM MO
HEBB3MOXKHOCT J1a ce obe3neyar norpedHocTute Ha JI3BBMII 1 MenunuHCKHTE MOTPEOHOCTH HA
NAIMEHTUTE 32 OCUTypsiBaHE Ha HOpMaJTHa JiedeOHa JeHHOCT.

*Besiko MeIMIMHCKO H3jie/IHe Mo’Ke 1a 0bje 3asiB€HO CaMO 33 eHO TEXHHYECKO
u3ucKBaHe (w1. 23, an. 6 ot Hapenbara no wi. 30a 3MN).
Beuuky noxkymeHTH cresiBa 1a Ob1aT BaIHIHU KBM JJaTaTa Ha MOJAaBaHETO UM.




Hoxymenture mo wi. 23, an. 3 or Hapenbara nmo um 30a 3MU ce mopmaBaT B
aenooacTBoTo Ha I[Y Ha H3OK, B 3ameyaTan HempospaueH IUIMK ¢ HEHApyIIeHa ISJIOCT, B
CpOKa, TOCOYEH B IMOKaHATa.

3a BCEKHM OTHENEH NPOU3BOMMTET Ce O(OPMs OTAENEH ILUIHK, BBPXY KOHTO B
aenoBoacTBoTO Ha H30K ce nmocTaBs oTzaeneH BXosin HoMep. BbpXy BcekM UMK ce OCOYBa
nojartess, aapec U TejaepoHEH HOMEp 3a KOHTakKT. LIeHOBOTO mpeioxeHHe ce TpejcTaBs Ha
XapTHEH U €JICKTPOHCH HOCHUTEN B OTA€JIEH 3alleyaTaH HEelpo3paveH IUIMK ¢ Haamuc ,,IleHoBo
npeyioxerne”. To3u MK ce NocTaBs B IUIHKA C JOKYMEHTH Ha ChOTBETHHUS IIPOU3BOIUTE].

B nmemosoactBotro Ha LY Ha H3O0K He ce npuemar 3asBieHHs, MONANCHH CIEX
U3THYAaHETO Ha KpaiHHs CPOK 3a II0JaBaHe WM IPEACTaBeHH B He3aledaTaH, MPO3pavyeH Win
IUIMK C HapylleHa 1sUI0CT. B Te3u cayyan B JETOBOACTBOTO B HAPOYEH PETHCTHD ce 0TOENI3Ba
JaTaTa U 4aca Ha MOCTHIIBAHE HA 3as4BJIECHHETO, PECI. OIMCBA Ce MPUYHMHATA, MTOPaAH KOSATO HE
Ce NpHueMa 3asdBJICHHETO, KOETO C€ YAOCTOBEpsBA C IOANKC B PETHCTHPa HAa CHLOTBETEH
CILy’KUTEN OT JIEJIOBOJICTBOTO.

JIOKyMEHTHTE 3a ydacTHe B IpOIeAypara ce mojaBaT B CpoK oT 20 KajJeHIApHH JHH,
CUMTAHO OT JEHs, CeaBall IeHs Ha NyOiMKyBaHe Ha mokaHara, 10 12.00 yaca Ha mocneqHus
J€H OT TO3M CpoK. JlokyMeHTHTe ce mpuemMaT B crpagara Ha LY wa H3O0K, rp. Codus, yiu.
»Kpruuum™ Ne 1, cras 109 - nenoBoactso.

CnucBbK ¢ MpUIIOXKeHUs — 00pa3ii KbM HACTOSINATA IOKAHA:

IIpunoxenne Ne 1 - Criennduxarus cve cinennute pasgenu: Pasaen A - Cnenudukanus
C ONpeICICHH W TPyINHpaHd MEAWLMHCKUA HW3JeMs, TpWIAraHd B YCJIOBHATA Ha
U3BbHOONHMYHATA MemunuHCKa momon] U Pasaen B - Crnenuduxamus ¢ omnpeneneHu u
TPYIUPaHd MEIMLIMHCKA H3JENUs, IpUJaraHd B YCJIOBUsATAa Ha OOJIHHYHATA MEAMIMHCKA
HIOMOIII.

IIpuitoskenne Ne 2 - 3asiBneHue 3a ydacTue B IpoIieypaTa.

Ilpnioxenne Ne 3 — Jlexnapanus, Ye CBOTBETHHAT YYaCTHHK MOXKE Ja OCHTYPH
HEO0X0IMMUTE KOJTUYECTBA METUIIUHCKH H3ICIIHSL.

Ipnnoxenne Ne 4 — [leHOBO mpeanioKEHHE.

Ipnnoxenne Ne 5 — Jlexnapanusi, ue MU ce 3amamar ot o01ecTBeH/HalnoHaIeH GoH.
B IIOHE TPH OT IbpPKABUTE WICHKH Ha EBpOTCHCKHS CHIO3.

IIpnnoxenne Ne 6 — Jleknapanus, 4e ChOTBETHHAT yJaCTHHK Jkenae 3asBeHute MU na
ObJar 3araialy ¢bC cpescTBa oT 61opkera Ha H30K.

IIpnioxenne Ne 7 — [IpoexT Ha TOTOBOp, MPUJIOKUM IPU KaHAUIATUTE, 3asBUIH IPyNU
MMW/noarpynu/rpynu 1mo TeXHHYECKH H3UCKBaHus mo w121, an4, 1.4, 6. ,,8“ ot Hapenbara mo
yi1. 30a ot 3MU.

Ipuaoxenne Ne 8 — Jleknapanus no 1.1, moar. 10 ot 3asBUTENS, Y€ MpHEMa YCIOBUSITA U
W3UCKBaHUATA 3a 10cTaBKka Ha MU, chriiacHO MpuiioXkeHus 10roBop.

Ipunoxenne Ne 9 — Jlexnapanus no 1.1, moar. 2, dye 3asBUTENIT UMa TOTOBHOCT Ja
M3I'BbJIHA BCUUKHU YCJIOBHS 3a BKIIIOYBaHETO Ha 3assBeHd MU ot noarpyna 4.1.2.2. B Criuceka 1o
. 13, an. 2, 1. 2, 6. ,,a* ot Hapen6a Ne 10.

Ipunaoxenne Ne 10 — Jlexknapanus no T.1I, moar. 3 or 3asaBurens, 4e B IpOAyKTOBATa
JIUCTa Ha MPEJICTaBIsABaHMs 0T Hero mpousBoautes HAMA menununcky u3nenus ot rp. 4.1.2.1
(JIeKapCTBOOTICIIAIINA KOPOHAPHH CTEHTOBE) OT MO — cTapa (MpeaxoJHa) TeHepalus, KOUTo 1a
ObJaT 3asBEHHU 3a BKIOUYBaHeTo UM B Criuchbka mo wi. 13, an. 2, 1.2 6. ,,6” ot Hapen6a Ne 10.

IMpuiaoxenne Ne 11 — Jlexnaparnus, ye TOKyMeHTHTE 110 T. | mOAT. 4, [oKa3BaIlK HAJIM4YKeE
Ha TEXHHYECKHUTE H3WUCKBAHHS 3a yJacTHe B IpOLEAypara, ca MPUIOKEHH IO IPEIXOIHOTO
JIoTOBapsiHe Bb3 OCHOBa Ha nokaHa ot 20.12.2018 r.



JIuia 3a KOHTaKTH:

I, H-p bopsna AnexkcueBa — mupektop Ha J[upexkunus JIIIMUIX, e-mail:
balexieva@nhif.bg

2. Kocragun MaHOB - HayalHHMK Ha OTAeN ,,MEIUIMHCKA H3JENUS", TUPEKIHUs
JIIIMUJIX, e-mail: kmanov@nhif.bg;

3. IOnman SIKMUMOB — 1. OPUCKOHCYIIT B OTAEN ,, MeUIIMHCKH W3/eIHA, TUPEKIHS
JIIIMMX, e-mail: yyakimov(@nhif.bg;

Crnenuduxanusara, Hepa3JeiaHa 4acT OT HACTOsINATa MMOKaHa, 00pasLUTe Ha 3asBJIEHHE,
[ICHOBO MPE/JIOKEHUE H JIeKIapaluy, kakto U Hapendara o 4. 30a ot 3MU ca my6nukyBanu
Ha opuuuanHaTa uHTepHeT crpanuna Ha H30K www.nhif.bg, nuuk ,,JIekapcTBa, MeIUIMHCKA
M3JICIMS M XpaHW™, MOUIMHK ,3a mnaptHeopure Ha H3O0K®, ,3a mnpoussomutenute wu
BHOCHUTEJIUTE Ha MEIUIIMHCKHU U3IEITHS".

JI-P IEYO JAEYEB -
VIPABUTEJI HA H30K



