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MMTOKAHA

Haumonanuara s3apaBHoocurypurensa kaca, rp. Copus 1407, yn. ,Kpuuum™ Ne 1. Ha
ocHoBanue 4. 45, an. 14 or 3akona 3a 3apaBHoTO ocurypsiBane (330), un. 26, an. 1 om
Hapeoba Ne 7 om 31 mapm 2021 2. 3a ycrosuama u peoa 3a CbCmaesne HA CRUCHK HA
Meouyunckume uzoenun no 4i. 30a om 3axkona 3a meouyunckume uzoenus u 3a onpeoensme
na cmotinocmma, 0o koamo me ce 3anrawyam (Hapenba Ne 7 ot 31 mapr 2021 r.) u un. 13,
an. 2 or Hapeoba Ne 10 om 2009 2. 3a ycroéusama, peoda, Mexawusma u Kpumepuume 3d
sannawane om H3O0K na nexapcmeenu npoOykmu, MeOUWUHCKU U30eNUs U HA OUemuyHu
Xpanu 3a CReYuanHu MeOUYUHCKU Yeau U HA NOMOWHU Cpeocmed, Npucnocobienus,
CHOPBLICEHUA U MEOUYUHCKU UZ0ENUA 3a XOPAMA C YEPEHCOAHUA, 00206APAHE HA OMCMBAKU U
6H3CMAHOBABAHE HA NPesulieHume Cpeocmed Npu NPUlazane Ha MexamusbM, 2apanmupauy
npedsudumocm u ycmouyueocm na 61ooxcema na H30K (Hapen6a Ne 10 ot 2009 r.),

ornpaes opuuuanHa [lokana KbM NPOM3BOJMTEIMTE HIIM THPrOBIMTE Ha €po C
MEJIHIIMHCKH H3JeJIMs W/WJIH TEeXHHUTE YIBLIIHOMOIUEHH NpEeJCTaBUTENH, 3a Yy4YacTHe B
nporeaypara no onpejeisHe Ha CTOWHOCTTA Ha MEJMUMHCKUTE U3/CIHs, IIPe/IHa3HAuCHH 3a
3abosBaHUsA, BKJIIOYEHH B ClNHChbKa mo Hapeabara nmo wi 45, an. 4 or 330, u Ha
MEIHIIMHCKHTE M3/IEJIHA, KOHTO Ce 3alulaliaT B yCJIOBHATA Ha OOJTHUYHA MEIMIIMHCKA ITOMOLIL,
H3BBH CTOMHOCTTA HAa KIIMHHYHHUTE MMBTEKH, KITMHHYHK/aMOyJ1aTOPHH NIPOLIETY PH.

Menunuuckure u3nenus (MH) tpsbGea ja oTroBapsT Ha M3MCKBaHMATA Ha 3aKkoHa 3a
meauiuHckuTe u3nenus (3MHA), Hapen6a Ne 7 ot 31 mapt 2021 r., KakTo ¥ Aa nNpuHaIexar
KbM TPYIHTE/TIOATPYNHTE M CHOTBETHHTE TEXHHYECKH XapaKTEPUCTHKH, ONPE/ICIEHH B
Crneuundukanusra - [Tpunoxenne Ne | kM HacTOsAIIaTa IOKAHA:



Pasnen A - Cpneumdukaums ¢ OIpeAcsieHH W I'PYINHPAHH MEIWLMHCKH H3/IeTHs,
NpUIaraHd B YCJIOBUSTA Ha M3BBLHOOIHHYHATA MEIUIIHHCKA MOMOILI, YTBBpJeHa ¢ Pemenue
Ne PJI-HC-04-67 ot 31.07.2025 r. na Hanzopuus ceBet Ha H30K 1

Pasnen B - Chnenudukanus ¢ ONpeAeleHH H TPYIHpPaAHH MEJMIMHCKH H3/1EITHs,
MpHUJIaraHd B YCJIOBUATA Ha OOJTHMYHATA MEMIIMHCKA 1TOMOII, yTBbp/ieHa ¢ Pemenune Ne P/1-
HC-04-67 ot 31.07.2025 r. na Hapzopuus ceeer Ha H30K.

I. Ilpu yyacTHe B HacTosmaTa npoueaypa 3a sawousane Ha HOBH meanuunckn
mineausi, kouro H30K He e 3amiamana npe3 mocjieHaTa nposeleHa npoueaypa, Ha
ocHoBanMe . 26, ax. 3 or Hapeada Ne 7 or 31 mapr 2021 r. ce H3HCKBAT CJICIHHTE
JAOKYMEHTH:

1. 3asBienue 3a yyactue 1no obpaser 1o wi. 26, ain. 5 or Hapenba Ne 7 ot 31 mapr 2021
r., ceryiacHo ITpunoxenue Ne 2. CpiioTo ce npejicTaBs Ha XapTHEH M €JIEKTPOHEH HOCHTE -
¢dbnam namer.

*B cinywauTe, KOrato ce 3asBSBAT €JHOBPEMEHHO HOBH MEIMIMHCKHM HM3/E/IMs Ha
onpe/iesieH NIPOU3BOIMTEN H TAKHBA, KOMUTO ca OMJIM BKIIOYEHH 3a 3allialllaHe B IOCTIEAHHS
neiictBam CIHUCBHK HA CHIIMS [POM3BOJAMTEN (CTApH MEJMIIMHCKH M3/eud), 3asBUTENAT
npusiara cjieIHUTe JOKYMEHTH:

-H3HCKYEMHUTE JIOKYMEHTH 110 T. I: 3a HOBHTE MEIMLIMHCKH H3/IEIHA;

-u3rcKyemuTe A0KyMeHTH 1o T. II w/unm I1I: 3a Te3n MeAMIMHCKH H3JC/IHA, KOHTO ca
6usm onpenenens 3a 3amnamane ot H30K npu nociiesnarta npose/ieHa npoueaypa.

2. B 3asBrnenuero no T. 1 ce nocousa eauHen uaentudukanuoned koa (EMK), xoraro
JIMIETO € PErHCTPUPAHO ChITIAaCHO ThProBCKMs 3aKOH M € BIIMCAHO 110 3aKOHA 38 ThProBCKHs
PETHCTBP M PErHCThPa HAa FOPHANYECKHUTE JIMIA C HECTONAHCKa 11e1. 3a JiMIaTa — ThProBUH Ha
€/Ip0 MJIM NPOM3BOJMTENH, PErMCTPHPAHH B JIPYTH IbPKABH C€ W3MCKBA H3BJICYCHHE OT
THPrOBCKHMsl PETHCTBD HIIH CXOJIEH JOKYMEHT I10 HalMOHAIHOTO 3aKOHO/JATeJICTBO Ha
ChOTBETHATA JIbpPJKaBa Ha MPOU3BOMTEIIA WM ThProBela Ha €Ipo Ha MEAMIMHCKH H3/IeIHs,
M3JaZIEHH OT KOMIIETEHTEH OpraH He TI0-KbCHO OT 6 Mecema mpead InojJaBaHe Ha
3asBrneHrero. MudopMmanmsaTa ce npejocTaBs 3a NPOU3BOAMTEINA Ha MEIMIIMHCKH H3JIENHs, a
B Cllyyaii Ye NpeUIoKEHHETO ce 110/1aBa OT ThProBell Ha €/1po/yIIbJIHOMOLIEH IPEICTABUTEN —
H 3a TAX.

3. IT6IHOMOIIHO B OPUTHHAJ HIH HOTAPHAIHO 3aBEPEH MPENHC OT OPUIHHAI, B CIIy4aH
ye 3afBJIEHHETO Ce I0JlaBa OT MPEJACTABUTENl Ha IPOM3BOJMTENA WM ThpProBela Ha epo,
YZIOCTOBEPABAILO NPABOTO HA 3asBHTENA Ja NpeCTaBlsBa [POM3BOJMTENS/ThproBena Ha
e/Ipo 3a y4acTHe B INpOIeJypaTa 3a Le/Hs JOrOBOPEH MEPHOJ M 33 CpOKa Ha JCHCTBHE Ha
cnuchbuuTe ¢ Meauiuucku usnenus, kouto H30K 3amnama. Korato mbJIHOMOIHOTO HeE €
u3nageHo B Peny6Gimka Bbirapus, 3a Hero ce IpejcTaBs NpPeBOJ Ha OBIrapcku e3MK,
M3BBLPIIEH OT IMIEH3WpaH MpeBojay. B mnbiHOMOmMHOTO ciejBa aa ObAaT MOCOYECHH
KoHkpeTHHTE MW 10 THProBCcKO HAHMEHOBAHHE, OIHCAHH CBHITIACHO JEKJapalusaTa 3a
CLOTBETCTBHE, 34 KOHMTO I[IPEJCTABHTENAT € YOBJIHOMOIIEH W HMa TMpaBo Ja TIH
pa3npocTpaHsBa.

* 3a OpMIHHAJ Ce TMPHEMa M eJIEKTPOHHO MOANMHMCAH JIOKYMEHT, IIPE/ICTABEH HA XapTHEH
H eJIEKTPOHEH HOCHTE — (h1all namer.
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4. JloroBop/0TOpU3allHOHHO MHCMO B OPHTHHAI MJIH HOTapHAJIHO 3aBEPEH IPENUC OT
OpHMI'MHAJl, B CiIy4ad u4e 3adBJIEHHETO Ce€ TnojaBa oOT Thproseil Ha eapo. Koraro
JIOTOBOPBT/OTOPH3AIIMOHHOTO MUCMO He € M3jajieH/o B PenyGimka bwiarapus, 3a nero ce
npejicTaBs IpeBoJ Ha OBIrapckd €3WK. H3BBLPLIEH OT JIMIEH3WpaH npeBojad. B
JIOrOBOPA/OTOPH3ALMOHHOTO IMHCMO ClieJBa Jia OBbJaT MOCOYEHH KOHKPETHHTE MEIHUIMHCKH
M3/1EJIHS, OITMCAHH CHIJIACHO JIEKJIapallMsTa 3a CbOTBETCTBHE, 32 KOUTO ThPrOBELLT Ha €/Ipo €
OTOPH3UPAH OT ITPOH3BOIUTEIIA.

%33 OpHUI'HHAII C€ MpHEMA H CJIEKTPOHHO MOAIMHCAH JOKYMEHT, MPEACTABEH HA XapTHCH
H €JIICKTPOHCH HOCHUTEI — (bJ'lal[I ImaMeT.

5. JlokyMeHT, y/IOCTOBEpsSiBalll MPAaBOTO Ha 3asABHTEJIMTE Jla THPIyBaT C MEIMIIMHCKH
H3JIeNIs, HM3JaJeH OT KOMIIETEHTeH OpraH Ha CbOTBETHATa /JbpiKaBa, a KOrato TakbB €
w3naned or MAJL ce mocouBa Heropuar Homep u H3O0K cinyxebHo cwrbupa u nposepsBa
chOTBETHATa HH(pOpPMAIUS.

*TakbB JOKYMEHT HE C€ M3HMCKBA, aKO 3asABUTEIAT € IPOM3BOJMTEN, YCTAHOBEH Ha
tepuTopuaTa Ha Penybinmka beiarapus, cerioacHo 4wi. 77, an. 2 oT 3aKoHa 3a MEJAMIMHCKHTE
H3/1eTTHS.

6. ﬂOKyMeHTaIlHH, 4ype3 KOATO CC€ N0Ka3Ba, 4€ MCAMIMUHCKOTO H3JIEJIME OTroBaps Ha
TEXHHUYCCKHUTEC H3UCKBAHUs., IIOCOYCHH B Cneuﬂdmxauuna:

- ceprudukar 3a MapkupoBka 3a cborBercTBHe ..CE™ oT HOoTHQuMIMpan opraH —
HOTApHAIHO 3aBEPEH;

- JeKjiapalnua 3a CbOTBETCTBHE, H3JajJ€Ha OT MPOHU3BOJAHUTEIIA Ha MCIHIHHCKOTO
H3JICITHE:

- MHCTPYKIHUS 3a ymoTrpeba 3a MEIMIMHCKOTO H3Jleldeé Ha OBarapcku €3k,
chOTBETCTBaINA Ha nogaaeHata B MAJI npu perucrpanus Ha U3/1€JIHETO;

- yBEJIOMJIEHHE 3a [yCHATH Ha Ma3apa W/Wwin (opma 3a npejoctaBsHe Ha WHbOpPMAIHS
3a IyCHATH B JICHCTBHE Ha TepuTopHATa Ha Penybinka bbiarapus MEIHIIMHCKH H3/1E/IHS.

7. Hspiedenue 0T Karajora Ha TPOU3BOJAMTENSA, C I[OCOYBAHE HA TBPrOBCKO
HAaHMEHOBAHHE M IMbJIHHA KaTaJI0XKEeH HOMEpP Ha 3asBEHOTO MEJMIIMHCKO H3JIEJIHE, KOETO ce
HIeHTH(HUIIMPA C THPrOBCKOTO MY HaWMMEHOBAaHHE, CHOTBETCTBAINO Ha YHHMBEPCAIHHA KOJI
WIH HJIEeHTH(HKATOP, C KOETO TOBA H3/iejiMe € BiucaHo B perucrbpa Ha MAJI nmo wi. 5, an. |
ot Hapenba Ne 7 ot 31 mapr 2021 r.

8. Undopmanus, npeaocraserHa ot MAJL, otHocHo peructpupanu januu B UAJT w/unu
EUDAMED 3a MHIMJEHTH/CEPHO3HH WHUMJCHTH C MEIUIIMHCKOTO H3JEeHe, KaKTo H 3a
OJIOKHpaHH WJIH W3TETJIEHH OT I1a3apa [apTHIH 1pes nocieauute 18 mecena.

9. Jlekmapaius, 4e CBOTBETHHAT YYaCTHHK MOXE Jla OCHI'YpH HeoOXOoAMMHTE
KOJIMYEeCTBA MEIUIIMHCKH H3lenusi 3a nepuoa or 12 meceua. cwrinacHo [lpunoxenue Ne 3.
Jeknapanuara cieasa ja Ob/ie MpHApPYkeHa W C ITHCMO OT NPOHM3BOAMTENSA Ha 3asBEHHTE



MCIHIIHHCKH H3JIC/IHA., C KOETO C€ IOTBBpPXK/JIaBa BB3MOXKHOCTTA Jia Obaar OCHTYPCHH
HEeOOXOMMHUTE UM KOJIMYECTRBa.

10. Jlexnapauusi, 4e ChOTBETHHAT YYAaCTHHK IPHEMa YCJIOBUSTA M M3MCKBAHHMATA HA
nyGnuKyBaHus poekT Ha aorosop (IIpunoxenne Ne 7) mo obpasens kbM wir. 25, an. 2, 1. 3 ot
Hapenba Ne 7 ot 31 mapt 2021 r., cerinacto [Ipunoxenne Ne 8

* leknapanusaTa o Ipunoxenne Ne 8 ce nojiaBa €IMHCTBEHO OT KaHIHAATHTE, 3aABHIIH
rpyNH/TOATPYNH/TPYIIM 10 TeXHHYecKH H3nckBanus MU no wi. 25, an. 2, 1. 3 or Hapenba Ne
7 ot 31 mapr 2021 r.

11. Ilenoro npeioxenue no obdpasen keM 4. 26, an. 5 or Hapeaba Ne 7 ot 31 mapr
2021 r., BB (hopmart cbrinacHo [Ipunoxkenue Ne 4. [[eHOBOTO npe/uloKeHHE ce Npe/ICTaBs Ha
XapTHeH M eJleKTpoHeH HocHTen - ¢nam namer. [logpenbara Ha nNO3UIMHTE, KAKTO M
W3IIHCBAHETO HA TbPrOBCKOTO HauMmeHoBaHWe Ha MM, cnensa na choTBeTCTBAaT Ha
noapendara B 3assienuero - Ilpunoxenue Ne 2, xakro u Ha perucrpaumsta B MAJL
Kanguaarute mnpeacTaBiT LEHOBOTO NpEIOKEHHE B OTJelleH 0003HaueH Henpo3padyeH
3areyaraH MK, IOCTaBeH B ITHKA ChC 3asBICHHUETO.

*[IpemnokeHara leHa He Moxke Ja ObJe mO-BHCOKa OT IpojaXxkHaTra IieHa 3a
ChOTBETHOTO MEJMIMHCKO H3Jelhe, IocovyeHa B crnuchbka mo 4win. 1, 1. 1, Gyksa ,a" or
Hapen6a Ne 7 ot 31 mapr 2021 r., KoeTO 0OCTOATENICTBO CE JIEKIAPUPA OT 3asiBHTE]IA.

12. Jleknapaiys 3a HaJTHYKME HA H3MCKBAHUATA KbM KOHKpeTHUTe MU no ui. 24, 1. 4 ot
Hapenba Ne 7 ot 31 mapr 2021 r. - ga ce 3amiamar oT oOLIECTBEH 3/]paBHOOCHTYPUTEIIEH
()OH/I B MOHE TPH OT JbpPXKaBUTE - YWICHKH Ha EBponeicKkus CbiO3, IPH CBHIIKMTE WHIAMKALIMK
WM 3abonsBanus, Wwin aa ca samnamanu ot H30K 6e3 npexwscBane mnpe3 mociieHuTe
5 roamuu, no obpasen kpM wi. 26, an. 5 or Hapenba Ne 7, cwrinacno Ilpunoxenne Ne 5, ¢
M3KIIOYEHHE Ha MEIHIIMHCKH W3JIeJIMs, TNPOM3BEXJIaHH Ha TepuTopHsaTa Ha Penybimka
Bhiirapus. 3a KOHTO C€ H3UCKBA MOJIOKUTEHO CTAHOBHIIIE OT JiMlaTa 1o 4. 25a, an. 1, 1. 3 |
4.

*Crne/pa J1a ce JeKiapupaTr KOHKpeTHHTe o01LecTBeHHU 3/IpaBHOOCUTYPHTEIHH (OHI0BE
Ha CBOTBETHHTE JbpXKaBU-4IeHKH Ha EBponeickus CbiO3. € NMOCOYBAHE Ha JIMHK KbM
KOHKPETHOTO MEIHMIMHCKO H3JielTHe OT O(HIMaIHATa MHTEPHET-CTPAHMIIA HA ChOTBETHMSA
obmiecTBeH (POHJI B M3BIEYEHHE OT ChIllATA HHTEPHET CTPAHMIIA HA XapTHEH M €JIEKTPOHEH
Hocuten — (iam namert. [Ipn HeCHOTBETCTBHE MEXKIAY ThHPrOBCKOTO HauMmeHoBaHue Ha MM,
3aruIalaHo B JIbPXKABUTE-YICHKH W THProBCKOTO HauMeHoBaHue Ha MU, xanamaarcreamo B
HacTogllara rnpoleaypa, cie/iBa Jia ce IpeCTaBsT J0Ka3aTe/cTBa OT Npou3BoauTens, ye MU
€ €/IHO H CBIIO, HO MO/ Pa3/IM4YHO THPrOBCKO HAMMEHOBaHHE.

13. JlokasarencTBa 3a M3MNBIHEHHE HA HM3HCKBAHHMATA 3a MEIHLIMHCKH H3/EIIHs,
kiacuduumpanu kato kiac IIb, knac Il u knac D no:

- gy 26, an. 3, 1. 13 ot Hapenba Ne 7 ot 31 mapr 2021 r. - pe3tome Ha NpoBEJACHHU
paHJIOMH3MpaHH KJIWHHYHH HM3IHMTBAHHS, OT KOWUTO IOHE €/IHO 3aBBPILICHO, C INPEBOJ, Ha
OBJIrapcKy e3uK, Ha XapTHEH W eJIeKTPOHEH HOCHTeN — ¢uiam namer.

- . 26, an. 3. 1. 14 or Hapenba Ne 7 ot 31 mapt 2021 r. - u3BbpiIeHa OllEHKA Ha
3/IpaBHATE TeXHOJOTHH 1o wi. 24, 1. 7 ot Hapen6a Ne 7 or 31 mapt 2021 r.



14. Ilpunoxenue Ne 13 — Tabnuiia ¢ KaTaJOKHHTE HOMEPA Ha 3aABEHHUTE MEIMIIMHCKH
u3znenus. [punoxkenne Ne 13 ce npeacrass CAMO Ha eeKTPOHEH HOCHTEN - (hialll IaMer.
[TocoyBaT ce MBIHUTE KATAJIOKHH HOMEpa Ha M3/IeIMATa, KaTO BCEKH KaTalo)KeH HOMep ce
nmocoysa B OT/EIHA KieTKa. B kojoHa ,,A™ ce nomsjiBa ThProBCKOTO HauMeHoBaHnue Ha MU,
TaKka KakTO € IOIBJHEHO B 3asBIEHUETO W CHOTBETHOTO onMcaHue B kojona ,,C*. He ce
fgonmycka oOequHsiBaHe Ha KIETKH M KakBaTo M Jla € MpomsHa BbB (opmara Ha
[TpunoxeHueTo.

15. Jlexnapauus no wi. 33, an. 4 or Hapenba Ne 7 or 31 mapr 2021 r. — cbriacho
I[Tpunoxenue Ne 6 - momsiBa ce u ce npe/crtass B LIY na H30K B cpok 10 Tpu paboTHu 1HH
cien obsiesiBane Ha croinoctTa, Kosto H30K 3amuama 3a Beska rpyna/moarpyna/rpyna no
TEXHHYECKH H3UCKBAHUA METHITHHCKH W3/ICIHs.

* BcHYKHM H3HCKAHH HA CJIEKTPOHEH HOCHTE)I JOKYMEHTH C€ NMPEJOCTABAT HA €IHH
obm €JIEKTPOHEH HOCHTEI — (l).flalll mamMeT, ¢ HIKJII4YECHHE Ha HEHOBOTO NpEeAJIOKECHHE,
KO0€TO ce Nnpeacrassd B 0T/Ae/IeH 3ane4yaTaH IUVIHK, CbIVIACHO T. 11.

I1. TIpu y4acTHe B HACTOSIIIATA NPOLEAYPA 32 NPOAb/KABAHE HA 3AIUIAIAHETO HA
MeIMLIHHCKH H3/1e/IHsl, KOHTO ¢a BKJIIOYeHH B cuchuuTe mo wi. 251 ot Hapeaba Ne 7 or
31 mapt 2021 r. 1 ce 3aBABAT OT ChIIHA YIACTHHK, QUIYPHPAIL B CbOTBETHHHA CIIHCHK,
Ha ocHoBaHHe W 26, an. 4 or Hapeaba Ne 7 or 31 mapr 2021 r. ce H3HCKBAT ClIeIHHTE
MOKYMEHTH:

1. 3asBienne 3a yyactHe 1o obpasen no 4wi. 26, an. 5 or Hapenba Ne 7 or 31 mapr 2021
r., cerinacHo Ilpunoxenne Ne 2A. ChloTO ce NMpEICTaBs Ha XapTHEH U €JIEKTPOHEH HOCHTEI -
¢iain namMeT H ChABPXKA MEIHIIMHCKUTE M3/Ie/us, onpeneieHy 3a 3amnanade ot H30K npu
nocjeaHaTa nposejeHa npoueaypa. [lpu nonapane Ha 3asBICHHETO 3aJbIDKHTENIHO CE Clla3Ba
pensT U ce nocoysar AeiictBammre H30K-ko10Be Ha MEIMITMHCKUTE M3/IE/IUs, TaKa KaKTo ca
NOJAPE/ICHH B ICHCTBAIIMTE CIIHCHLIH.

*B caydyaure, KOrato ce 3asBfBaT €JHOBPEMEHHO HOBH MEJHMIIMHCKH HW3JIE/IHS Ha
oIpejie/ieH NPOU3BOAUTEN W TaKMBA, KOUTO ca OMIIM BKJIIOYCHH 32 3alljIallaHe B MOCIIE/HHs
neitctBam CHUCHK HA CBIIMS I[IPOU3BOAMTEN (CTApH MEIMIIMHCKH HW3Enus), 3asBHTEIAT
[pUJIara cjae/IHUTe JIOKYMEHTH:

-H3HCKYEMHTE JJOKYMCHTH I10 T. [: 3a HOBUTE MEIMIIMHCKH H3/ICJTUA;

-u3ucKyeMuTe JoKyMeHTH 1o T. II w/unm 111: 3a Te3u MeJMIMHCKH H3/IeNUs, KOUTO ca
6usm onpeesiend 3a 3amnamane ot H30K npu nocennara nposeiena npoueaypa.

* B zagprnenuero no T. 1 ce nocousa eauHeH uaeHTHukammoneH koja (EUK), koraro
JIMIIETO € PETHCTPHUPAHO CHIVIACHO THProBCKUs 3aKOH M € BIIMCAHO 10 3aKOHA 3a ThProBCKHS
PErHCTBP U PErHCThpa Ha FOPHIMYECKHTE JIMIA C HECTOMAHCKA 1IEI.

2. Unpopmanus, npenocrasena ot MAJL, ornocHo peructpupany nannu B MAJL u/nim
EUDAMED 3a MHIMIEHTH/CEPHO3HH HHUMACHTH C MEJMIIMHCKOTO H3J/I€JIHe, KaKTO H 3a
OJOKHpaHK WIIH H3TETrJIEHH OT fa3apa napTHaM npes nocieanute 18 mecena.



3. Jlexnapauusi, 4€ CBOTBETHHAT YYAaCTHHK MOXE Ja OCHUIYpPH HeOOXOJAMMHTE
KOJIMYeCcTBa MEIMIIMHCKUA H3Jenus 3a nepuoj ot 12 mecena, ceriacHo [Ipunoxenune Ne 3.
Jlexnapanusta cnejipa jia Objle NpHIPYKEHA M C IUCMO OT IPOM3BOIMTENS HA 3asiBEHHTE
MEJMIMHCKH W3/IeJIUs, C KOETO C€ MOTBBPKIAaBa BB3MOXKHOCTTA Ja ObJAT OCHTYPEHH
HeoOX0IMMHUTE UM KOJIMYECTBA 3@ TO3U CPOK.

4. Jlexnapanus, 4e€ CHOTBETHHAT YYaCTHHUK IIPHEMa YCJIOBUATa W W3HUCKBAHHMATA Ha
nybmukyBaHus npoekT Ha jgorosop (ITpuioxkenme Ne 7) mo obpasen mo wi. 26, an. 5 or
Hapenba Ne 7 ot 31 mapt 2021 r., ceriacHo [Ipunoxenue Ne 8.

* [lexnapanusita no Ilpunoxenue Ne 8 ce nojaBa eIMHCTBEHO OT KaH/IMIATHTE, 3asiBUIIN
rpyIH/IOArPYIH/TPYIH MO TeXHUYECKH W3nuckBanusd MU no ui. 25, an. 2, 1. 3 ot Hapen6a Ne
7 or 31 mapt 2021 1.

5. Jlexnapanuus, 4e HAMa NpoMsHa Ha OOCTOATENCTBATA B JOKYMEHTHTE, MOJA/IEHH 1IPH
npeaxoaHa nposeieHa mnpoueaypa (Ilpunoxenuwe Ne 11). B nexnapamusta ce mocousa
npoleaypara, 1o KosSTo ca MoJaJeHH ChOTBETHHTE NOKyMeHTH. [Ipu HacThnuiia npomsina B
obcrodTencTBaTa, 3asBUTENAT C€ 3alb/DKaBa Ja IPEICTaBH CHOTBETHHTE HOBOM3/a/IEHH
JOKYMEHTH.

6. LlenoBo npennoxenue 1no obpasen no wi. 26, an. 5 or Hapenba Ne 7 ot 31 maprt 2021
r., BbB (opmar cebriacHo Ilpunoxenue Ne 4. lleHOBOTO Ipe/UlolKeHHE Ce IpejcTaBs Ha
XapTHEH M €JEeKTpPOHEeH HocHuTen - (iam maMer. [loppenbara Ha TNO3MIMHTE, KAaKTO H
M3IIMCBAaHETO HA ThPrOBCKMTE HauMeHoBaHus Ha MU cnesBa na choTBeTCTBAT Ha NOJApeadara
B 3asBneHuero - [lpunoxenue Ne 2A, xakto ¥ Ha peructpanusta B MAJI. Kangupnarure
NpeJICTaBAT IEHOBOTO IpEIOKEHHEe M Jiekiapalnuute no Oyksa ,.a" w/wim Oyksa ..0° B
otAeneH o003HauYeH HENpo3payeH 3arneyvaTaH MK, [TOCTaBeH B IJIHKA ChC 3asiBIIEHHETO.

[Ipennosxenara neHa e Moxe Ja ObJe IM0-BHCOKA OT MPOJIAaXHATA [IeHa 38 ChOTBETHOTO
MEIUIIMHCKO M3JIeIHE, I0coYeHa B CHChKa 1mo wi. 1, T. 1, Oyksa ..a” or Hapenba Ne 7 ot 31
Mapt 2021 r., KoeTo ce JeKjiapupa OT 3asiBUTEIIS.

Hpeﬂ,non(eHaTa 1eHa He Moxe 1a Obje Mmo-BUCoKa OT InpejioKeHara KpaﬁHa [€Ha IpH
rnmocjeaHara npoBeJ€Ha npoueaypa, ¢ H3KJIrHOUYCHHE Ha:

a. ClIydJauTe Ha YBCEJIMUaBaHC IECHHUTEC Ha NPOH3BOJUTEIA, 3a KOMTO CJIcaBa Ja Obje
npeacraBpcHa ACKJapaliisa B OpUTHHAI OT MPOU3BOJHTECIISA,

0. yBe/IMUEHHE HA 1IEHATa Ha BCEKHU JIBE I'OJIMHH CHOOPA3HO CPEAHOTOAMIIHUS MTPOIEHT
Ha uHpnanusTa no ganau Ha HCHU. Ilpu npemnokeHa nmo-Bucoka IeHa Ha TOBA OCHOBAHHUE,
3asBUTEJIAT NpejacTass Aeknapauus no [Ipunoxenue Ne 12.

7. Ilpunoxxenne Ne 14 — tabnuia ¢ KaTaloKHHTE HOMEpa HA 3asiBEHHUTE MEIHIHHCKH
uijenus. [Ipunoxenue Ne 14 ce npeacrass CAMO Ha eneKTpoHEH HOCHTEN - (hJIaln mamer.
ITocouBar ce MbIHHTE KaTaJ0KHU HOMEpA HA M3JIEIHATA, KATO BCEKH KaTaJlOKEH HOMEp ce
Ioco4Ba B OTAeNIHA KieTka. B komona ,,A” ce nmonsisa H30OK-koabT Ha MU, Taka xakto e
MONBJIHEH B 3asiBICHHETO H CHhOTBETHOTO olHMcaHue B kosjona ,,C*. B komona ..D ce
10COYBa, Jajli CHOTBETHUAT KaTalloKeH HOMEp € HOB WM cliiefBa ja Obje 3anuyeH. He ce
Jonycka obenuHsABaHE Ha KJIETKH M KakBaTo W Ja € MNpoMsiHa BbB (opmara Ha
[TpunoxenueTo.
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* Tlpunoxxenne Ne 14 ce mombiaBa caMO aKO MMa IIPOMsHA BBB BeYe I0AJIEHUTE
KaTaJ0KHH HOMepa, 3asiBeHH B mpeaxoHara npouenypa. [locousar ce sacuo u touno CAMO
TE3W KaTaJIOKHH HOMepa, KOUTO ca HOBH MJIM T€3H, KOHTO clie/iBa Ja ce 3anuyar. Karanoxuu
HOMEpa, 3asiBeHH B IIPEIX0HATA IPOLIE/Ypa, HE Ce 110/1aBaT OTHOBO.

8. Jlexnapanus no wi. 33, an. 4 or Hapenba Ne 7 or 31 mapr 2021 r. — ceriacHo
I[Tpunoxenue Ne 6 - monbiBa ce U ce npezcTtass B LY na H30K B cpok 10 Tpu paboTHH aHH
cien obsBsaBaHe Ha cToMHocTTa, Kosro H30K 3amnama 3a Beska rpyna/moarpyna/rpyna no
TEXHHYECKH M3UCKBAHUS MEIUITUHCKH U3JICITHSL.

* BcHYKH M3HCKAHH HA €JIEKTPOHEH HOCHTE I JOKYMEHTH ce NPeJOCTABAT HA €/HH
o0 eJIeKTPOHEeH HOCHTeJ — (JIam maMerT, ¢ H3KJIYEeHHEe HA LEHOBOTO NpelIoKeHHne,
KOETO e MpPeACTAaBsl B 0T/e/IeH 3a1e4aTaH IVIHK, ChIVIACHO T. 6.

II1. ITpu y4acTHe B HACTOMIIATA NpONEAypa 3a NPOAb/IKABAHE HA 3aIUIAIIAHETO
Ha MeJIMIHHCKH H3/1eJIHsl, KOHTO ¢a BKJIYEeHH B ciHcbuuTe 1o 4. 251 or Hapeaba Ne 7
or 31 mapt 2021 r., HO ce 3aABABAT OT HOB Y4YACTHHK B NPOLE/JIYpPaTa, HA OCHOBAHHE Y.
26, an. 4 or Hapen6a Ne 7 ot 31 mapr 2021 r. ce H3HCKBAT CJIeIHHTE JOKYMEHTH:

1. 3asBrienue 3a yyactue o obpazer no 4wi. 26, ai. 5 or Hapenba Ne 7 ot 31 mapt 2021
r.. ceriacHo [Ipunoxenue Ne 2b. ChioTo ce mpecTaBs Ha XapTHEH M €JIEKTPOHEH HOCHTEI -
¢dbnam namer.

*B ciayyaumTe, Koraro ce 3asBsSiBaT €JHOBPEMEHHO HOBH MEJMIIMHCKH H3JIeJIHS Ha
ornpejiesieH POU3BOAUTENl U TaKKBAa, KOUTO ca OMIM BKJIIOYEHH 3a 3alUlallaHe B IOCIIEHUs
neicrBany CHUCHK Ha CBIIMS MPOH3BOIMTEN (CTApH MEIMIMHCKH H3/EnHs), 3asBUTEIAT
MpHJIara CJIeJIHUTE JTOKYMEHTH:

-H3HCKYEMHUTE JOKYMEHTH I10 T. [: 3a HOBUTE METUIIMHCKH U3JICITUS;

-u3HCKyeMHTe AoKyMeHTH no T. II w/unu 1II: 3a Te3n MeIMIIMHCKH HU31eIus, KOMTO ca
6unu onpeneneny 3a 3amamane or H30K npu nocneanara npoejieHa npoueaypa.

2. B 3asBnenuero no T. 1 ce mocouna enuHeH HiaeHTH(HuKanuoneH koa (EMK), korato
JIMLETO € PErHCTPHPAHO ChIriacHO ThProBCKHS 3aKOH M € BIIMCAHO MO 3aKOHA 3a ThProBCKHSA
PErHCTHD W PETHCTHPA Ha IOPHIMYECKUTE JIMIA C HECTONAaHCKa 1ieJl. 3a JIMaTa — ThProBIH Ha
ep0O WM ITPOM3BOJIUTENIH, PErUCTPUpPAHH B JIPYTH IbpXKaBH CE€ HM3MCKBA H3BIEYEHHE OT
TBPrOBCKUSl PETHCTBD HIHM CXOJEH AOKYMEHT II0 HalMOHAJIHOTO 3aKOHOJATEJICTBO Ha
CHOTBETHATA JbprKaBa Ha MPOU3BOIMTEIIS WIH THProBela Ha eIpo Ha MEIUIIMHCKH H3/IeITHS,
M3JaJIeHH OT KOMIIETEHTEH Opral He II0-KbCHO OT 6 Mecema mpeau IloJaBaHe Ha
3asBlieHHeTO. MHpOpManusaTa ce MpeaocTaBs 3a MPOU3BOIUTENS HA MEIMITMHCKH H3/IeNUd, a
B ClIy4ail 4ye IpeJIJI0KEHHEeTO ce 1oJaBa OT ThProsell Ha €/Ipo/yIbJIHOMOIIEH NPeJCTaBuTeN —
M 3a TAX.

3. [TbIHOMOLIIHO B OPUTHHAJ MM HOTApHAIIHO 3aBEPEH IIPEIHC OT OPUTHHAI, B CIIy4an
4e 3asMBICHUETO Ce MojJaBa OT INpEACTABHTE] Ha IPOM3BOJMTENS WMJIM ThProBella Ha €lpo,
yIIOCTOBEPSIBAIIIO TPABOTO HA 3asBUTENA Ja NpPEICTaBiIsiBa IPOM3BOIMTENS/ ThProBena Ha
eIpo 3a yyacTHe B MpolleJypaTa 3a IeJHs JOTOBOPEH INMEpPHOJI M 3a CpoKa Ha JeHCTBHE Ha



cnucbiUTe ¢ MeauiMHekd u3nenus, kouto H30K s3amnama. Korato nmeaHoMolHoTo He e
u3zazieHo B Peny6nuka bhiarapus, 3a Hero ce IpejicTaBs NpeBOJA Ha OBJIrapcKH €3HK,
M3BBPIIEH OT JIMIEH3MpaH TpeBojay. B mbiaHOMOWmHOTO crieaBa na Obaar MOCOYEHH
KOHKpeTHHTe MW 10 TBProBCKO HaWMEHOBaHHE, OIMCAHW CBIVIACHO JeKIapauusaTa 3a
CHOTBETCTBHE, 334 KOHTO TPEACTABHTENIST € YINBIHOMOUIEH W HMa TMpaBO Ja TIH
pasnpocTpaHsBa.

4. JIoroBop/0TOPH3AIMOHHO THCMO B OPHTHHAJI WJIM HOTApHAIHO 3aBEPEH IPENHC OT
OpPMIMHAJ, B CIy4aii ue 3adBJICHHETO Ce MojaBa oOT Thprosen Ha exapo. Koraro
J0rOBOPBLT/OTOPH3ALMOHHOTO MHCMO HE € M3ianen/o B Penybimka buiarapus. 3a Hero ce
npejcTaBs MpPEeBOjJ Ha OBIrapckW €3WK, H3BBPIIEH OT JIMICH3WpaH Inpesojad. B
JIOrOBOPa/OTOPH3ALMOHHOTO MHCMO ciie/iBa Ja ObJaT MOoCOYEHH KOHKPETHHTE MEIHIHHCKH
W3/Ie]THsI, ONTMCAHM CBIJIACHO JIEKJIapallHaTa 38 ChOTBETCTBHE, 32 KOUTO THPrOBELBLT HA €JIpO €
OTOPH3UPAH OT IIPOU3BOIATE]IS.

* 3a OpUIMHAJ Ce IIPHEMA H €IEKTPOHHO MOJIMHUCAH JIOKYMEHT, MPE/ICTABEH Ha XapTHEeH
U eJIeKTPOHEH HocHTe — (uialll maMer.

5. JIoKyMeHT, yJIOCTOBEpsiBalll MPAaBOTO Ha 3asBHTEJIMTE Jia ThPryBaT ¢ MEJAMIIMHCKH
H3JIeNIMs, M3aJeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa JbpiKaBa, a KOraro TakbB €
winanen ot MAJL, ce nmocousa HeropusaT Homep u H30K cnyxebHO chbupa M nposepsBa
CHOTBETHATa HH(POPMAIIKA.

*TakbB JIOKYMEHT HE C€ W3WCKBA, aKO 3asABMTENAT € NPOU3BOJIMTEN, YCTAHOBEH Ha
TepuTopusTa Ha Perny6imka Beirapus, ceriacHo wi. 77, an. 2 or 3aKoHa 32 MEIMIIMHCKHUTE
H3JIETHA.

6. YBeoMIICHHE 3a ITyCHATH Ha na3apa /WM (opma 3a npeaocTaBsHe Ha HHGopMalHs
3a IyCHATH B JICHCTBHE Ha TepuTOpHATa Ha Penybnuka bbiirapus MEIMIHHCKH H3/1CTTHS.

7. Undopmarus, npepocrasena ot MAJL, otnocHo peructpupanu nanuu B MAJT w/unm
EUDAMED 3a WHIH/IECHTH/CEPHO3HH HMHLMJICHTH C MEIMIMHCKOTO H3/E/IHE, KaKTO W 3a
6I0KMpaHM MJIM M3TETJICHH OT Ma3apa MapTHIH npe3 nocneanure 18 Mecena.

8. Jleknapauusi, Y€ CBOTBETHHST YYaCTHHK MOXE Jla OCHIYpH HeOoOXOJAHMHTE
KOJIMYeCTBa MEIMIIMHCKH H3/leinus 3a nepuol ot 12 mecena, cbriacHo [Ipunoxkenune Ne 3.
Jleknapamusta ciejasa ja Obje NMpHAPYKEHa W € NMHCMO OT MPOU3BOIUTENS HA 3aABEHHUTE
MEIMIIMHCKH HW3Je/IMsd, C KOETO Ceé NOTBBPXK/IaBa BB3MOKHOCTTA Ja ObAAT OCHIYpEHH
HeOOXOMMHTE HM KOJIHYECTBA.

9. Jlexknapaums, 4e ChbOTBETHHAT YYAaCTHMK IPHEMa YCJIOBHATA M HM3MCKBAHMATA Ha
ny6nukyBanus npoekt Ha gorosop (IIpunoxenne Ne 7) no obpasen no un. 25, an. 2, 1. 3 o1
Hapen6a Ne 7 ot 31 mapt 2021 r., cernacno IIpunoxenue Ne 8.

* JleknaparmsTta 1o [Ipuiioxenne Ne 8 ce mojiaBa eIMHCTBEHO OT KaHIMIATUTE, 3asiBHIIN
MTH/TIOArPYTTH/TPYIIH 10 TeXHHYeCKH u3uckBanus MU no wi. 25, an. 2, 1. 3 ot Hapenba Ne
rpy pynw/rpy p
7 ot 31 mapt 2021 1.



10. Jlexnapauus, 4e HAMa MPOMsiHa Ha 0OCTOsATE/ICTBATA B IOKYMEHTHTE, MI0JIaJICHH TTPH
npeaxoaHa npoeejaena npouenypa (IIpumoxenue Ne 11A). Ilpu nHacThnuna npomsiHa B
obcTosiTe/icTBAaTa, 3asABHTENAT CE 3aJb/DKaBa Jla NpPeACTaBH CbOTBETHHTE HOBOM3/A/ICHH
JIOKYMEHTH.

11. IlenoBo npeuioxkenue no obpasen nmo wi. 26, an. 5 or Hapenba Ne 7 ot 31 mapr
2021 r., BeB popmar cbriacHo [Ipunoxenne Ne 4. [[eHOBOTO nmpe/uloKeHHE ce Npe/ICTaBs Ha
XapTHEH W eJIeKTpoHeH Hocuten - ¢uam namer. Ilogpenbara Ha MO3HIMHUTE, KAaKTO H
M3MHMCBAHETO HA THPrOBCKOTO HamMmeHoBanWe Ha MM, ciexasa ja choTBeTCTBAT Ha
noapenbara B 3aseinenuero - Ilpunoxenne Ne 2b, kakto M Ha perucrpanusTa B MAJL
KanjuaaTure TpeCTaBsT LEHOBOTO MNpPEUIOKEHHE B OT/AeleH 0003HauyeH HENnpo3payeH
3areyaraH UMK, I0CTaBeH B TUIMKa ChC 3asBIICHUETO.

12. Ilpunoxxerure Ne 13 — tabinia ¢ KaTaJoKHHTE HOMEpA Ha 3aABCHHTE MEAMIIMHCKH
u3zemus. [punoxenue Ne 13 ce npencraBs CAMO Ha eleKTpoHeH HOCHTEN - (piain namer.
[Tocoupar ce MBJIHHTE KATAJIOXKHH HOMEpa Ha H3JeHATa, KaTO BCEKH KaTajlOKeH HOMep ce
Moco4YBa B OT/AEIHA KieTka. B KojioHa ,,A* ce mombjiBa ThProBCKOTO HauMeHoBaHue Ha MU,
TaKka KakTo € MOMBJHEHO B 3asdBIIEHHETO H CHOTBETHOTO onucanue B konona ,.C*. He ce
nonmycka obejuHsBaHe Ha KIETKH M KakBarto M Ja € IpoMsiHa BbB (opmara Ha
[ IpunoxeHueTo.

13. Jlexnapams no un. 33, an. 4 or Hapen6a Ne 7 ot 31 mapr 2021 r. — chriacHo
[Tpunoxenue Ne 6 - nombiBa ce u ce npeactass B [[Y na H30K B cpok 10 Tpu paboTHH IHHA
ciien obsBsiBaHe Ha cToiHocTTa, Kosto H30K 3annama 3a Besika rpyna/moArpyna/rpymna 1o
TEXHHYECKH H3HCKBAHUS MEJHIIHHCKH H3/IEIUA.

* BcMYKH H3HCKAHH HA €JIEKTPOHEH HOCHTE JOKYMCHTH C€ NPEAOCTABAT Ha €/IHH
061 €JIEKTPOHEH HOCHTEJI — (ll.ﬂalll nmamMeT, ¢ H3KJIWYEHHE HA HEHOBOTO NPEAIOKECHHE,
KOEeTO ce npecraBs B 0T/AC/ICH 3ane4aTaH IJIHK, CbIVIACHO T. 11.

IV. Ilpu nonaBaHe Ha 3asBJIEHHE 3a YYACTHE B NPOIEAypaTa 3a MEJUIMHCKH H3/IC/INs
oT rpyna/moarpymna/rpyna 1o  TeXHMYeckH H3uckeanus  4.1.2.2. . MHOBaTHBHH
MeIMKaMEeHTO3HOM3IbYBAIM  (JleKapcTBOM3IbuBaiii) credrose”, 14.1.2. . MuoBatuBHH
TpaHCKAaTEThPHHM KJIAHH MPOTE3W 3a AOpPTHA MO3MIMSA ¢ aHTHHOCHOIUIHMAHO NOKPUTHE —
GanonpasrpBam  ce”  wm  14.2.2. Muosarusuu TKII 3a aoprHa mosumms ¢
aHTHMMHEpaIM3alMonHa 06paboTka OT TPETO MOKOJIEHHE - CaMopa3rbBally ce™, 3asBUTeNIuTe
ciezBa Hapen ¢ nokymentute 1o Pasnen I, 11 uim 111 ot INokanata, na npencrassar B H30K u
CJIeJIHUTE JOKYMEHTH:

1. Jlexnapauus no Ilpunoxenne Ne 9, ¢ KOSTO 3aABHTENAT JEKJIapHpa, Y€ MEIUIIMHCKH
H3/I€Ms OT MPEAXOIHO MOKOJICHHE HA CHU{UA RPOU3E00UmMe/l C AHATIOTHYHO MIPUIIOKEHHE H
aHAJIOTMYHA MEUIIMHCKA/TepaneBTHYHA [0J13a 3a NallMeHTa ca 3asBeHH OT Hero B
HacTosdllaTa MpoLEAypa 3a BK/IOYBAHE MM MPOAb/DKABAHE Ha 3alllalllaHeTO WM B
rpyna/noarpyna/rpyna mno texaudeckd u3uckpanus 4.1.2.1., 14.1.1. num 14.2.1. ot Crinceka



mo wi. 13, an. 2, 1. 2, 6yksa ,,6” or Hapenba Ne 10 or 2009 r., xaro 3asBHTENAT H3ITBIHU
BCHYKH YCJIOBHS. 3a Jia Ob/1aT BKIIOYEHH HIIK JIa ITPOILJDKH 3aIUIalllaHeTO Ha TE3H H3/IeJIHs OT
nocoyeHust CrIUChHK.

HJIH

2. Jlexnapauus no Ilpunoxenne Ne 10, ¢ KosATO 3asABHUTENAT NEKIapupa, 4Ye B
MPOAYKTOBATa JMCTa Ha Chiuus npoussouten HAMA MeqMIMHCKH H3ENus ¢ aHAJOMHYHO
NPHJIOJKEHHE W aHAJIOTHYHA MEMIIHHCKA/ TepaneBTHYHa 110132 3a MalieHTa, KOMTO J1a MoraT
na ObJaT BKIIOYEHH B rpyna/moArpyna/rpyna rno TexHuyeckd uiumckpanus 4.1.2.1., 14.1.1.
nian 14.2.1. or Cnuceka no wi. 13, an. 2, 1. 2, 6yksa ,.,6” or Hapeata Ne 10 ot 2009 r.

Hexnapanusta no [lpunoxenne Ne 10 cienBa 1a 6bae npuapykKeHa OT J€KIapanus ot
CTpaHa Ha MPOW3BOIMTENSA B OPUTHHAIL, C IIPEBOJ Ha OBIrapcKy €3MK, Ye B [IPO/yKTOBaTa My
macra HAMA  MeIMUMHCKM  M3JIeMs ¢ aHAJIOIMYHO TNPHJIOKEHHWE M aHaJIOrM4YHa
ME/IMIMHCKa/TepaleBTHYHA 110/13a 3a NMallMeHTa, KOMTO Jia ObJaT npe/UloykeHH 3a BKJIIOYBAHE
B Ipyna/noarpyna/rpyna no TexHW4eckd usuckBanus 4.1.2.1., 14.1.1. wam 14.2.1. or
Cnucbka no ui. 13, an. 2, 1. 2, 6yksa ,,6™ ot Hapen6a Ne 10 ot 2009 r.

* BCHYKH y4aCTHUUM, 3asBABAlM HOBH MEIMIIMHCKH M3/Ie/IHs B Ipyna/noArpyna/rpymna
Mo TexHHWYeckH u3uckBanus 4.1.2.2., 14.1.2. wam 14.2.2. crneasa ja IpejcTaBsT
JIOKa3aTelICTBa 3a HAJIHYHETO HA XapaKTEPHCTHKHTE, MOPaJd KOMTO TEe3H MEIUIIHHCKH
M3JIeIMsl MOrat Jia Ob/IaT BKIIFOYEHH B IIOCOYEHATA IPyIIa, KaTo clie/iBa ja 6baaT npe/icTaBeHn
M JIOKa3aTe/ICTBa 3a HaJlMYME Ha NPOBEJEHH pPaHIOMM3HPAHHM KIMHHYHM M3MHTBAHUSA, OT
KOMTO IIOHE €JIHO 3aBBPIICHO, CIOPAMO TNpPEAXOJHA TeHEepalus Ha Bedye ChIIECTBYBAIH
MEMIIHHCKH H3/IeJHs.

*  VyacTHHIM B TpolleJlypata C  BKIIOYEHH  MEJAMIMHCKH  W3Jeius B
rpyna/moarpyna/rpyna rno TexHudecku uzucksanus 4.1.2.1., 14.1.1. wanm 14.2.1. or Crniuceka
mo 4. 13, an. 2, 1. 2, 6yksa .,6* or Hapen6a Ne 10 or 2009 r., B cuna ot 01.01.2025 r. uau B
MPEIHIITHA CITUCHIM, HAMAT IPABO Jla 3asABABAT CHIIWTE MEIUIMHCKH W3JIC/Us B HACTOSIIATA
nporieaypa 3a BKiIro4YBaHe B nojarpyna 4.1.2.2., 14.1.2. wim 14.2.2. ot Criueska no wi. 13. an.
2. 1.2, 6ykna ,.a" ot Hapen6a Ne 10 ot 2009 r.

*Besiko  MEIMIHMHCKO M3/ieJIHE  MOKe J1a_ ObJe  3asiBeHO ¢aMo 3a  eJHa

[PYna/noArpyna/rpyna no TexHH4eckH uinckBanus (wi. 26, an. 8 or Hapen6a Ne 7 ot 31
mapt 2021 r.)

NB! Benuku 10KyMeHTH, MOJa/leHH 32 Y4acTHe B MpoNeAypaTa, cjieaBa Aa 0baaT
NMOANMHCAHH OT 3afBHTEJIHTE HA BCAKA CTPAHHIA, ¢ M3K/IIOYeHHE HA JIOKYMEHTHTE,
Npe/CTABEHH B OPHIHHAJ HJIH HOTAPHAJIHO 3aBepPeH Mpenuc.

Beuuku mokymentd ce momasar B aenoojactBoto Ha LY na H30K. B 3aneuaran
HEIpo3payeH IJIKK ¢ HEHApYINEeHa IAI0CT, B CPOKa, MOCOYEH B MOKaHATa U clie/iBa Jia Obaar
BAJIM/IHU KbM JlaTaTa Ha TOAaBaHETO HM.

3a BCEKH OTJENlEH TPOM3BOAMTEN ce Oo(opMs OT/AeleH IUIMK. BBPXY KOWTO B
aenosoacTBoto Ha H3O0K ce mocras otrnenen Bxomsinn HOMep. BbpXy BcekH UMK ce
nocovsa rnojarens, NMpoueaypaTa, 3a KOATO TOH ydacTpa, ajpec u TesiedoHeH HOMmep 3a



KOHTAKT, KakKTO H CBOTBETHHA IIPOH3BOJIMTEIL. HOH'I:I[HHTCJ'IHO CC Imoco4YBa H Jlatara Ha
Ilokanara, o KOSTO ce KaHaUu1aTcTBa 3a yY4dacTHE B Impoacaypara.

[leHOBOTO mpe/ioKeHHe ce NpeJCTaBd Ha XapTHEH W eJeKTPOHEH HOocHTen - (iail
naMeT B OT/AEJIeH 3anedaTaH Henmpo3pa4deH Mk ¢ Haanuc ,,IlenoBo npenoxenne”. To3u
NJHK Ce TOCTaBsg BBTPE B IUIMKA C JIOKYMEHTH Ha CbOTBETHHMS npou3Boauten. lleHoBn
NpeUIo’KeHHs 3a m3zenus no 4i. 25, an. 2, 1. 3 or Hapenba No 7 or 31 mapr 2021 r.
(zariamaHy Ha THProBell Ha e/Ipo) ce Npe/ICTAaBAT B OTAENIeH 3anedaraH MK, Bepxy mimka
ce MocoYBa M rpyIa 1o cnenudukanusaTa, 3a KoAaTo ce KaHIu1aTCTBa.

JlokyMeHTHTe 3a y4acTHe B IIpoIleJypara ce IojaBaT B Cpok a0 15 paGoruu amm,
CUMTaAHO OT JICHs, ClIe/IBalll IeHs Ha myOIMKyBaHe Ha MOKaHaTa, /10 Kpas Ha paboTHMs JIeH., Ha
MOCIIEAHMS JIEH OT TO3H CPOK.

3asiBlIeHH S, OJAJICHHU Clie/1 KpaifHHUs CPOK He Ce pasriieskIaT OT KOMHCHSATA.

JlokymenTuTe ce npuemar B crpajara Ha [1Y na H30K., rp. Codus, yn. ,.Kpuuum™ Ne 1
- JIENIOBOJICTBO.

Cnucebk ¢ npuioxeHus — 0Opa3iii KbM HacTosIIaTa NoKaHa:
Ipunoxenne Ne 1 - Crienudukanus cbe clieHUTE pas/ielin:

Pasgen A - Crnenuduxanus c omnpefeieHH W TIPYNHPaHH MEIMIMHCKH H3€NHA,
NpHIIaraHd B YCJIIOBHATA HAa W3BBbHOOJIHMYHATA MEJMIIMHCKA MOMOII, YTBBpJACHA ¢ Pemenne
Ne PJI-HC-04-67 ot 31.07.2025 r. na Hamzopuus ceser na H30K;

Pasnen b - Coenmdukanus ¢ onpeneneHd W TpyNUpaHd MEAMIMHCKH H3JIEIHS.
NpHJIaraHu B yCJIOBHATA Ha OOJIHMYHATA MEMIIMHCKA TTOMOL, YTBbp/ieHa ¢ Pemenue Ne PJI-
HC-04-67 or 31.07.2025 r. na Ham3opuus ceBer na H30K;

Ilpuinoxkenne Ne 2 - 3agpnenue 3a yyacTHe B NpoOLEAypara 3a ..HOBH™ MEIHIIMHCKH
U3JIEITHS;

IIpuioxenne Ne 2A - 3aspjieHue 3a yyacTHe B NpOLE/ypaTa 3a ..CTApU”™ MEJUIMHCKH
W3/IETTHS;

IIpuaoxkenne Ne 2b - 3assiienue 3a yyacTHe B IpoLe/ypara 3a ,,cTApH™ MEAHIIMHCKH
H3JICIUs, 3asiBEHH OT HOB YYaCTHHK,

Ipuioxenne Ne 3 — Jleknapanus, 4e ChOTBETHHST YYaCTHHK MOXE 1a OCHIYDH
HeOOXOMMHUTE KOJTHYECTBA MEIHIIMHCKH H3/IEITUS;

Ipuaoxenne Ne 4 — [leHoBo npemioxenue;

Ipuaoxenne Ne 5 — Jleknapauus, ve MU ce 3amnamar ot obmectsen GoHI B MOHE
TPH OT JbpiKaBHTE WICHKH Ha EBponeickus chbio3;

Ilpuioxenne Ne 6 — Jleknapaiius, 4e CbOTBETHHAT YYaCTHHK Kesae 3asseHure MU na
O®aT 3anamany cbe cpeactsa ot Gromkera Ha H30K;

Ilpunoxenne Ne 7 — TIpoekT Ha JOroBOp., NPHJIOKHM NPH KaHAWJATHTE, 3asBHIIHA
rpyni MW/noarpynn/rpynu no TeXHHYECKH H3UCKBaHKsA 110 wi. 25, an. 2, 1. 3 ot Hapen6a Ne
7 or 31 mapr 2021 r., B enno ¢ [lpunoxenue Ne 1, Tlpunoxenne Ne 2, Ipuioxkerne Ne 3,
[Tpunoxenne Ne 4 u Ilpunoxenune Ne 5 kbm Jlorosopa;



Ipuaoxenne Ne 8 — Jleknapanus 0T 3asBMTENs, Y€ I[IpUemMa yCJIOBHSATA H
H3HMCKBaHMsTA 3a JlocTaBka Ha MU, cbriacHO NpHIIOKEHHA JI0TOBOP:

IMpuaoxenne Ne 9 — Jlexnapanus, ye 3adBHTENAT 1€ M3NBIHH BCHYKH YCIIOBHS 3a
BKJIIOYBAHETO Ha 3agBeHd MU ot rpyna 4.1.2.2., 14.1.2. unu 14.2.2. B Cniucbka no 4. 13, an.
2, 1.2, 6yksa ..a“ or Hapen6a Ne 10 ot 2009 r.;

Ipuaoxenne Ne 10 — Jleknapauus oT 3asBHTENs, Y€ B INPOJAYyKTOBaTa JIMCTa Ha
npe/jcTaBisiBanus oT Hero npousBoauten HIMA meauuuucku usaenus ot rpyna 4.1.2.1.,
14.1.1. um 14.2.1, xouto ja Obaar 3asgBeHH 3a BKIouBaHeTo MM B CniMebka no wi. 13, ain. 2,
1.2 6ykBa ,.,6” o Hapenba Ne 10 ot 2009 r.;

Ipunoxenne Ne 11 — Jleknapauus. 4e HAMa npoMsHa Ha oOcrosTe/ncTBara B
JIOKYMEHTHTE, TOJaJIeH! TpH MpeIxo/Ha NMpoBeAeHa Ipoleaypa 3a ,.CTapu™ MeIHILIMHCKH
H3JIEIHS;

IIpuaoxenne Ne 11A — Jleknapauus, 4ye HsAMa IpoMsiHa Ha oOcTosTelcTBaTa B
JIOKYMEHTHTE, TMOJAJECHH [PH IpeX0o/iHa NPOBEAeHa Npoleaypa 3a ,.CcTapu’ MeIHIIHHCKH
H3JICITHA, 3a9BCHHU OT HOB YYaCTHHK,

IIpuinoxenne Ne 12 — Jlexknapaius 3a yBeJIM4eHHe Ha lieHaTa ChIJIaCHO Wi, 26, an. 7, T.
2 or Hapenba Ne 7 ot 31 mapr 2021 r.;

IIpnaoxenne Ne 13 — Tabimna ¢ karanoxuu Homepa (HoBH MU u ctapu MU, 3asBenu
OT HOB YYacTHHK);

Ipuaoxenne Ne 14 — Tabiuna ¢ karanoxuu Homepa (crapu MU).

JIuna 3a KOHTaKTH:

1. Kocrajun ManoB — nHawasinuk Ha otaen JIMHWU B jgupexkuus MHMIIC, e-mail:
kmanov(@nhif.bg

2. Hacue Acunosa — riasen ekcnept B qupexnus MUIIC, e-mail: nasipova@nhif.bg

KOMyHHKal.[HHTa C€ U3BbpIIBA CaMO B [TIHCMCH BH/I 11O CJICKTPOHHA nomal



