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1. lepunupane na npo6ema:

Heobxoaumo e neiictamara HOpPMaTHBHa ypenba B 061acTTa Ha MeUIHHCKUTeE U3 JIeHs
Aa Oble mNpHBeJEHAa B CHOTBETCTBHE C HOBOIIPHETOTO €BPOMNEHCKO 3aKOHOAATEICTBO B
obnactra - Pernament (EC) 2017/745 ma EBponefickusi mapmament u na Copera 3a
MEIHUMHCKUTE HW3JE/Us, 33 M3MEHEHUE Ha Hupextusa 2001/83/EO, Permament (EO) Ne
178/2002 wu Pernament (EO) Ne 1223/2009 u 3a otmsua Ha anpexktuBu 90/385/EUO u
93/42/EVIO Ha CbBeta (Pernament (EC) 2017/745) n
Pernament (EC) 2017/746 na EBponeiickust mapnament u na CwBeta 3a MeauumHCKuTE
M€/ 32 WHBUTPO NMAaTHOCTHKA M 3a OTMSHA Ha Jvpextua 98/79/EO wu Pemenme
2010/227/EC na Komucusra (Pernamenr (EC) 201 7/746).

JBata pernamenra ca nyonmkyBann B OB Ha EC Ha 5 wmaii 2017 r., kato Pernamenr (EC)
2017/745 ce npunara ot 26 maii 2021 r., a Pernament (EC) 2017/746 ot 26 maii 2022 r

C npomsnata Ha HopmaTHBHHMTE M3UCKBaHWA Ha HMBO EC ce nemu nma ce rapaHTHpa
Oe3npensTcTBEHOTO byHKLHOHMpaHe Ha BRTPCIIHMS Ta3ap Ha MEeIMUMHCKHTE W3e/Hs Ha
0aszaTa Ha BMCOKO HHBO Ha 3aKpujla Ha 3[paBeTO Ha MAlMEHTHUTE U noTpeduTenuTe U na ce
YCTAHOBSAT IO-BUCOKM CTAaHAAPTH 33 KAYECTBOTO U Ge3omacHOCTTa Ha MeqUIMHCKHUTE U3enus
M MCIMINHCKUTE M3/1e/Ms 32 HHBUTPO JHATHOCTHKA.

1.1.Kpamxo onuweme npoonema u npuuunume 3a wez060mo 6v3HuUkeane. Ilocoyeme
apeymenmume, koumo o60cHo8asam Hopmamusnama npomana.

M3menenueto Ha 3akoHa 3a MeaMumHCKUTE M30€/Ns Ce Hajnara BbB BPB3Ka C OTpassBaHe
Ha TIPOMEHHTE B €BPOIMEHCKOTO 3aKOHOIATEINICTBO, 4 HMEHHO 3aMsHaTa Ha JeWCTBAalLIUTE B
o0nmacTra JMPEKTHBH C periamMeHTH, KOHMTO ACHCTBAT MPAKO M Ce ypexIa caMo TIXHOTO
npuiarane. C npoekta Ha 3WUJ] Ha 3MU ca mocouenn OpraHMTe IO TpHJaraHe Ha aBaTa
PCI/IAMCHTA W Ca ONpe/eNeHM CaHKUMHMTE 3a HecHasBaHe Ha CbOTBETHUTE W3HMCKBaHUsA. B




norreiinenne Pernmament (EC) 2017/745 w Pernament (EC) 2017/746 naBat cBobGonma Ha
JIBPIKABUTE YWICHKH [a MPHEMAT 10 OTpeJie/IeHH BEIPOCH BHTPEIIHO HALMOHAIHU MPaBHIa 110

MpUJIaraHeTo MM U B Ta3d BpBb3Ka Ca pas3lrCaHHU pa3n0pea6me, KOHUTO HM3HUCKBAT HW3PHUYHO
BBBEX/IaHEe HAa 3aKOHOJATECJTHH MEPKH Ha HALITMOHAJTHO HUBO.

1.2. Onuweme xakeu ca npobremume 6 HNPULA2AHEMO HA  CbUECMEY8aALyOMo
3aKOHO0AMeICmE0 UMY Bb3HUKHAIUmME 00Cmoamecmea, KOUumo Hauaeam npuemaxHemo Ha
H080 3axoHooamencmeo. Ilocoueme 8b3MON*CHO U € nPobrembm 0a ce pewiu 8 pamKume Ha
CHUeCMBYBAUOMO 3AKOHOOAMENCME0 Ype3 NPOMAHA 6 OP2aHU3ayuAma Ha paboma w/unu
upe3 6bEEHCOAHE HA HOBU MEXHONOUYHU 6b3MOHCHOCMU (HANPUMED CHEMECMHU UHCREKYUU
MedHCOY HAKOJIKO 0p2ana u op.).

He e BB3MOXHO Je(UHUPAHUST B TIPEAXOJHATA TOUKA MPOOJIeM [a ce pellid B PAMKHUTE Ha
CHIIECTBYBAIOTO 3aKOHOAATE/CTBO, Thil KATO PErJIAMEHTHTE NEHCTBAT HA/ HALMOHATHOTO
3aKOHOJIATEJICTBO, OTHACSIO CE A0 ChIIMS TMpeameT. PergameHT (EC) 2017/745 otmeHs
neiictBanmre JupexktuBa 93/42/EMO  OTHOCHO MEIMUMHCKHTE M3ACIUA U JupekTrsa
90/385/EMO OTHOCHO aKTMBHO MMILIAHTHPYEMHTE MEIMUMHCKY M3aenus, a PernameHt (EC)
2017/746 otmens aeiictBamata J{upektrBa 98/79/EQ OTHOCHO WH BHTPO AWArHOCTHHHHMTE
MeIMIMHCKY M3enus. TpuTe IMpEeKTHBY ca TPAHCTIOHNPAHH B OBJIrapCKOTO 3aKOHOIATE/ICTBO
cBe 3akoHa 3a MeguupHckuTe u3genus (3MH) u ¢ HapeOuTe KbM Hero.

C BiM3aHe B CHJA HA TOCOYEHMTE PErJIAMEHTH INE € HaJMIE HECHOTBETCTBHE MEXKIY
CHLIECTBYBAIIOTO €BPOTIEHCKO 3aKOHOATE/ICTBO 1 cera neicTBalys 3aKOH 32 MEAMLIMHCKUTE
M3ENHs, TIOpay KOeTo & HeoOXOIMMO M3MEHEHHE Ha NeHCTBALIUS 3aKOH 32 MEIULIMHCKUTE
U3eIHs.

1.3. ITocoyeme danu ca u3bpuleHu NOCIe08awyu OYeHKU Ha HOPMAMUEHUA akm, Wiy QHAIU3U
30 USNBAHEHUEMO HA NOIUMUKAMA U KAK6U ca pe3yimamume om msax?

Hsama u3BbpIICHA rnocJeaBaliy OLEHKH.

2. Lean: ITocoueme yenume, KOUMO CuU NOCMAGS HOPMAMUEHAMA NPOMANG, no KOHKpemeH u
USMEPUM HAYUH U 2PAQUK, KO e NPULONCUMO, 3d MAXHOMNO nocmuzane. Cvomeemcmeam iu
yenume Ha oeticmeawjama cmpame2uieckd pamka?

LlesiTa Ha HOpPMATHMBHATA MPOMSIHA € /1a C€ PerIaMCHTHPAT Ha HALMOHAJTHO HMBO INpaBUjIaTa
W TPOLELYPHTE, MPHIOKAMH 33 MEAMLMHCKUTE M3NCTUA H 3a MEJMLMHCKUTE H3Aenus 3a
WHBUTpPO AMATHOCTHKA, JOKOIIKOTO HE ca ypeleHH B Pernament (EC) 2017/745 u PernameHT
(EC) 2017/746, kaKTO W MEpKHTE MO MpHIAraHe Ha 1BaTa PernamenTa. [1lo TO3M Ha4uH ce€
ocurypsiBa 0€3MpensTCTBEHOTO Yy4acTHe Ha Bbarapus B nasapa Ha EC Ha MEIMUMHCKH
W3eus ¥ MEIMLMHCKH M3JIeus 33 MHBMTPO AMAarHOCTHKa Ha Oa3ara Ha BMCOKO HHBO Ha
3aKpHJIa Ha 3[IPaBETO HA MAIMEHTHTE.

Usrorsenust npoekt Ha 3WUJI na 3MM me rapanTupa MNpaBUIHOTO npuiaraHe Ha
eBpOINENCKUTE ¥ HALMOHAIHU pasnopea6y M HETMPOTUBOPEYMBO THJIKyBaHE OT CTpaHa Ha
aJ[pecaTHTe Ha aKTa.

KOHKpETHHTE LA, IPOM3THHALLM OT PernameHTuTe ca:

e  IO-roJisiMa MpaBHa SICHOTA U M0-100pa KOOpAMHALWS B obnactra Ha 6€30MacHOCTTa CJie]




TMyCKaHe Ha nasapa/MycKaHe B IeHCTBHE Ha MeIUIIMHCKUTE W3 1eTHs:

® YKpeMBaHe M yelHaKBABAHE HAa KOHTPOJA Ha HOTM(UILMPaHUTE OpraHu, NpoLEIypHTE 32
OHCHABAHC HA CBHOTBETCTBMETO, KIMHUYHUTE MW3MUTBAHWS M KIMHHYHWTE OLIEHKH,
TPOC/IEASBAHETO HA OE30MaCHOCTTA M HA30pa Ha Masapa;

¢ HaMupaHe Ha MeX/yCEeKTOPHH PEeIICHHS Ha T.HAp. ./ PAHHYHU® CIyqau;

¢ MO-roisiMa mpo3pavyHOCT MO OTHOIIEHHE HAa MEIULMHCKHTE M3/eus Ha naszapa Ha EC,
BKJIFOYHMTEITHO H 10 OTHOLIEHHE Ha TAXHATA MPOCIIEJUMOCT;

¢  M3ACHSBAHE HA 3a[bJDKCHUATA U OTTOBOPHOCTUTE HA MKOHOMHYECKUTE OMepaTopH, B TOBa
YHCII0 B 00/TACTUTE HA IMATHOCTHYHHUTE YCITYTH U HMHTEPHET MpoaaxouTe;

¢  MO-TOJIfIMO y4aCTHE Ha BHHIIHM EKCNIEPTH C HAYYEH U KIIHHHYEH ONUT;

3. UnenTuduuupane na 3aMHTEePeCOBAHHUTE CTPAHU:

3.1. 3acerHat cTpaHu

* [lpowmsBoxureny, ymbiHOMOIEHH TPE/CTABUTENIH, BHOCHTENM W JUCTPUOYTOpPH Ha
MEIMLMHCKH U3JE/IHMA U Ha MEIULIMHCKH M3/1e/us 3a MHBHMTPO MarHOCTHKA

o JleueOHu 3aBeneHus

* Hotuduuupanu oprann

* B®3105KNTENH HA KIMHUYHY M3NHTBAHUS

® MunncTepeTBO Ha 3apaBeonasBaneTo

* MsnwiauTenna arenuus no Jekapcteata (MAJT)

3.2. 3aMHTEpPECOBaHH CTPAHH;

* bwarapcka acounauns na ThprosuuTe Ha MEIHULUHCKH U3/eTus

® [launentn u norpeburesn wHa MEIMLHMHCKH M3/IeUsl ¥ Ha MeAMLMHCKH W3Ienus 3a
MHBHUTPO AMAarHOCTHUKA

* Oxkoso 1300 nputesxxateny Ha Pa3speliCHHE 32 THPrOBHS Ha €APO ¢ MEAULMHCKH U3JENUs U
€ MEAMLMHCKH U3/IEHs 32 MHBUTPO JMATHOCTHKA,

¢ Jluua, ochimecTBsBamu TbProBusi Ha ApebHO — okoso 4020 anTeKH, APOTEPUH W JIMIA,
[IpUTEXABALIM TBPrOBCKM OGEKTH, B KOMTO ce NIpOaBaT MEAMUMHCKM W3aeNus U
MEIMUMHCKA U31€/TUS 33 HHBUTPO AMArHOCTHKA,

Ilocoueme ecuuxu nomenyuannu sacecnamu u  3aunmepecosanu CMpauHu, 6wvpxy koumo
npeonodicenuemo e oxaxce RpAKO  unu  koceeno 8v3delicmeue (busnec 6 Oadena
obnacm/ecuuxu  npednpuemauu, Henpasumencmeenu  opeanuzayuu, epadicoanu/mexnu
npeocmasumenu, OvpixcagHu opeanu, op.).

4. BapnanTu Ha Jeiicrue:

Bapuanr 1 ,Be3 geiicrBue’ — [lpu 1031 BapmanT HOpMaTHBHaTa ypenba He ce U3MeHS U He

CC ocurypsiBa nnpuaaraHeTo Ha Pernamenr (EC) 2017/745 v 1a Pernament (EC) 2017/746. 111e

MPOABIIKM N1a C€ MpH/iara AeHCTBAIIOTO 3aKOHOJATENCTRO — 3MU u noazakoHoBuUTe akTOBE

KBM HEro:

* Hapenba 3a cbmectBenute u3nckpanus i IPOLICAYPUTE 32 OLIEHABAHE HA CHOTBETCTBHETO
£BC ChIUCCTBCHNTE U3MCKBAHUS HA AKTMBHHM UMILIAHTHDYEMHU MEIWUNHCKH U3eHs




e Hapenba 3a ChUIECTBEHUTE N3UCKBAHUS U TNIPOLIEAVPHUTE 34 OLIEHSIBAHE HA CHOTBETCTBUETO
CBC CHIIECTBEHUTE U3UCKBAHUS HA MEOUUMHCKUTE M3eaus 0o ui. 2, an. 1. T. 3 oT 3akoHa
33 MEIULIMHCKUTE U3AECTUS

e Hapenba 3a chlIECTBEHUTE U3UCKBAHUS M NPOLIEYPUTE 3a OLIEHABAHE HA CbOTBETCTBHETO
CHC CBHIECTBEHUTE M3MCKBAHMS HA WH BUTPO JUATHOCTUYHUTE MEIULIMHCKH HU3/ICTHs

C KOWTO ca TpaHCroHUpaHW J[lupekTuBa 93/42/EMMO OTHOCHO MEIULIMHCKUTE HW3CIUS,

JupextuBa 90/385/EMO OTHOCHO aKTMBHO HMMIUIAHTHPYEMMTE MEIMUMHCKH W3eaus M

Jlupextrea 98/79/EO OTHOCHO WH BUTPO JUArHOCTUYHHUTE MEULIMHCKH H3ICITHS.

Bapmuanrt 2 ,, JIpuemane na 3U/I na 3akoHa 32 MeIUIHHCKHTE u3peans

IMpuema ce 3aKoH 3a M3MEHEHHE M JIONbIHEHHE Ha 3aKOHA 32 MEJMLMHCKHUTE M3/IEUA 1 CC
OTMeHs NPABHOTO OCHOBaHWE 3a TIOCOYEHWTE HapeIOH. OcwurypsiBa ce TPWIAraHeTo Ha
Permament (EC) 2017/745 w na Permament (EC) 2017/746. WsmenHsSBaT c€ LEIHTE,
[IOCTABEHM B [BaTa pErJlaMeHTa M CE OCUTYpsiBa CBOTBETCTBMC C HOBHUTC €BPOTENCKH
M3MCKBAHMS B 00ACcTTa HAa MEIMLMHCKUTE M3/IeUs ¥ MEIUUMHCKUTE M3[e/ns 33 UHBATPO
JIMarHOCTHKA.

HO-KOHKPCTHO MpOEKTa periaMeHTHpa CJICJHOTO:

e ompenens W3mbiHUTeIHATa areHLWs M0 JiekapcTBaTa (MAJT) kaTo KOMITETEHTEH OpraH U
OpraH OTrosaps 3a HOTH(ULMPAHKUTE OPTaHH Mo PerjaamenT (EC) 2017/745 n PernameHT
(EC) 2017/746 1 xato OpraH, KOWTO W3BBPLIBA HA130pa Ha nasapa;

e ompemens ETMuHaTa KOMHCHS 33 KJIMHWYHH W3TUTBAHMA, ch3JajJeHa ChC 3aKoHa 3a
NeKapcTBEHWTE MPOAYKTH B XyMaHHaTa MEQWLMHA, KaTo OpraHbT, KOWTO HW3BBpLIBA
OlLIEHKATA HA €TMYHMTE aCTIeKTH Ha KJIMHWYHOTO M3MUTBAHE Ha MeIULMHCKUTE U3aenus/
M3MMTBAHETO HA [EHCTBMETO Ha W3Je]usTa 3a HMH BHUTPO [HArHOCTHKa, KaTo €
perjaMeHTHpaHa JOKYMEHTAlUATa, KOSTO ¢ M0/aBa no EKKH, cpokoBeTe ¥ KpaHHAT
aKT Ha MPOM3HACSHETO ¥ BB BU/] HA CTAHOBHIIIE;

e BBBEXKIA 33aJbJDKEHUE 32 perucTpauus Ha 7eyeOHUTE 3aBEJCHUS, KOUTO NMPOU3BEKIAT U
M3MON3BAT B CHIUTE JieueOHM 3aBeICHUA MEIULIMHCKY M3/IEIAA 0 pefia Ha Hil. 5, map. 5
ot Pernament (EC) 2017/745 wun. 5, nap. 5 0T Pernament (EC) 2017/746;

e ompejens pefa 3a PErHCTpalMs W MyCKaHe B NelicTBHE Ha W3[eNus, M3paboTeHH IO
IOpBYKa B CHOTBETCTBHE C N3UCKBAHUATA Ha Pernament (EC) 2017/745;

e ompejens peaa 3a MPOBEX/AHE Ha KIMHWYHO M3NUTBAHE Ha MeIULUHCKUTE U3JIETHS U 32
J3MATBaHE HA [JEHMCTBHETO Ha MEIMLMHCKUTE M3JeNus 33 HHBATPO JIMaTHOCTHUKA B
CBOTBETCTBME C W3MCKBAHMATA HA PeriaMeHT (EC) 2017/745 v PernameHT (EC) 2017/746;

e BBLBEXKA M3MCKBAHMS KBM JeUeOHHUTE 3aBeICHUS [a ChXPaHsBaT U MOIBPHKAT YHHUKAJIEH
unentndukarop (UDI) 3a JocTaBeHWTe MM  MEIAMUHMHCKH u3genvs, Kakro U Ja
MpeaocTaBiT MHGMOpMALMs Ha TALMCHTH, Ha KOWTO € MMIUTAHTHPaHO MEeIULHHCKO
U3JIENIHE;

e onpenens HHOPMAMATA U JOKYMEHTALHUATA, KOATO CE npeocTaBs Ha OBATAPCKH €3UK;

e Cb3gaBa  AJIMHUHUCTPATHBHOHAKA3aTCJIHU pasmopeaOM TP HEM3NBJIHEHHE  HA
33 TBJDKEHUSATA, TIPEBUICHH CBOTBETHO B 3MMU, & Pernament (EC) 2017/745 u Pernament




(EC) 2017/746;

® MpelBH] OTJIOKEHOTO JACHCTBME M pPa3IMYHMTE CPOKOBE Ha MpHJaraHe Ha OMpele/eHH
pasnopeadu OT BaTa PerjaMeHTa, B 3aKOHOMPOEKTa ca NMPeABHICHU CHOTBETHH MIPEXOJHH
MepUOIH.

Hoenmugpuyupaiime ocnosHume pecyiamopHu U HepecylamopHU 6b3MONCHU BAPUAHMU HA
deticmaue om cmpana Ha 0vbPIHCAsama, KII0YUMenHo sapuanma ,, bes oeucmeue *.

5. HeraTuBHM BBb31€eHCTBHUSA:

IIpu Bapuanr 1:

B ciyyaii, ue He ce NpHeMe MNpEeAIOKEeHaTa MPOMAHA M HE C€ OCUTYPH IPHJIaraHeTO Ha

Pernament (EC) 2017/745 v na Pernament (EC) 2017/746

e e € HaIMIE HECHhOTBETCTBHE MEXJY HALMOHATHOTO  3aKOHOJATEJICTBO W
3akoHomatenctBoro Ha EC, koeTo Moxe [Ja JOBeJe A0 3alo4yBaHe Ha MpoLeaypa 3a
HapylweHue cpeiyy Bearapus no un. 258 or JloroBopa 3a (yHKUMOHMPAHETO Ha
EBporneickus cbro3.

e B pe3y/NTaT Ha HECHOTBETCTBUATA M HA BB3MOXXHO MPOTHBOPEYMBO TBIIKYBAHE MEXIY
pasropef0MTe Ha pPEriaMeHTHTE W TE3W Ha 3aKOHA 33 MEAMUMHCKHTE H3Je/Ud W
[103aKOHOBUTE aKTOBE KbM HEro MOXe Ja Objie HapylleHO HOPMAJHOTO GyHKUMOHMpaHe
Ha rasapa Ha MeJULIMHCKHU M3/ienus B bbarapus.

IIpu Bapnanr 2:

e e TOPOAM 3aIbDKEHHe 3a JieueOHMTE 3aBeleHMs Jla CHXPaHABAT W TMOANBPKAT Hpes
eNeKTpOHHHM (MJM IpYTH) cpecTBa yHuKaiHus naentudukarop (UDI) 3a Besko uspenwe,
KOeTO € J[IOCTABeHO B JIe4eOHOTO 3aBeJEHWE M TOBa IN€ HAJOXKU AONBJIHHUTEIHA
(pMHAHCOBM Pa3XOH 3a OCUTypABAHE Ha TAKHBA CPE/ICTBA 3a MOAPBHKKA;

e 3aKOHOMPOEKTHT He TPEIBIKAA BH3MOXKHOCT 32 TMOBTOPHA 00paboTKa Ha M3enus 3a
eHOKpaTHa yrnoTpeGa MOpajl BHCOKMS PHCK 32 OOLIECTBEHOTO 31paBe W JIMICaTa Ha
Ge3CrOpHH I0KAa3aTeNcTBa 338 MKOHOMHMYECKaTa e(eKTHBHOCT OT MpoLelypara, KaTo ce
B3eMaT MPeIBU/ Pa3Xxo[UTe 3a M3BbpLIBaHE HA 00pabOTKaTa, 32 JIOTMCTHKA U TPAHCIOPT,
M 3aCTPaXOBATEIIHUTE Pa3XOIH.

Onuweme KauecmeeHo (NPu 8b3MONCHOCM — U KOIUYECMEEHO) 6CULKU SHAYUMETHU
NOMEHYUATHU UKOHOMUYECKU, COYUATHU, eKOIO2UYHU U Opy2u He2amueHu 6b30eUcmeus 3a
gcexu eOun om eapuanmume, 6 m.y. pasxoou (He2amueHu 6b30eUcmeus) 3a
udenmupuyupanume 3auHMepPeco8any CMpanu 6 pesyimam Ha npeonpuemane Ha
oeticmeusma. Ilosicneme xou pasxoou (He2amueHu 8v30elicmeus) ce oyaxkea oa 6voam
6MoOpoCMeneHHu U KOU 04 €a 3HAYUMeHU.

6. ITo105xuTEIHH Bb31eHCTBUA:

Ilpu BapuanT 1

[Ipu HenpuemaHne Ha mpoekta Ha 3WJ[ Ha 3MU [0JIOKUTEIHU BB3JEHCTBUS  BBPXY
3aMHTEPECOBAHUTE CTPAHH HE Ce OUaKBaT.




IIpn Bapnanr 2
C wu3meHenusaTa B 3aKoHa 32 MEAMLMHCKATE W3JENMs C€ TMOCTHra CHOTBETCTBHE C

€BPOTIEHCKOTO 3aKOHOJATEJICTBO M C€ OCHTYPsiBa B MaKCHMAJIHA CTENEH 3aKpUIia Ha 3[paBeTo
Ha MAlMEHTHTE, KAaTO C€ rapaHTHpa Oe3MNpensATCTBEHOTO (YHKUMOHMpAHe Ha Tas3apa Ha
MEIMLMNHCKUTE U3JE/Ms U HA MEULIMHCKUTE M3/1eNUsl 32 HHBUTPO IMarHOCTHKA.

B chbIOTO Bpeme, upe3 NpPOMEHMTE Ce YCTAHOBST BMCOKH CTaHIApPTH 3a KadecTBO M
0e30mMacHOCT Ha MEJMLMHCKMTE W3JIENUs M Ha MENMLMHCKA M3NeNUs 33 MHBUTPO
AWarHOCTHKA, 33 [1a C€ rapaHTHUpa 6e30MacHOCTTa Ha Te3H TPOAYKTH.

HO-KOHerTHO, NPUEMAHETO Ha aKTa M€ OKaXe€ CJECAHOTO IIOJIOXKUTEJIHO BB3JAECHCTBUE
BbpXY 3aUHTEPECOBAHUTE CTPAHU:

3a UsneyiamTennata areHuus 1o sekapersata (MAJ):

HIKOHU OT 3afaunte Ha MAJIL, kxato perucrpanysara Ha MKOHOMHYECKHUTE OTepaTopy M
Ha MEIULMHCKUTE M3JeNUs C€ TMpexBupiasT Ha EBponeiickata AreHuus o
JIEKapCTBaTa, C KOETO Ce CTECTABAT Pa3XO/U U aIMUHUCTPATHBEH PECYPC;

B o0yiacTa Ha Ha/30pa Ha Tasapa ce Ch3JaBa BB3MOXHOCT 3a CTOJE/SHE Ha YMEHMUS,
3HaHUA U 000pY/IBaHE C APYTUTE IbPXKABU YJIEHKH;

u30sArea ce aybnMpaHe Ha 3ajaunTe GiarojapeHue Ha KOOpJAMHUPAHHUs aHaJU3 Ha
HSIKOW CEpUO3HU MHLHUAECHTH;

yJIeCHsiBa C€ MOTOKAa Ha MHOpMALUs MekKIy KOMIIETEHTHTE OpraHu Ha JbpPXKaBUTE
yneHka U Komucusra.

2. 3a UIKOHOMHYECKHTE OonepaTopu, BB3JI0XKXUTEIJIUTE U HOTI/Id)IfIIIHpaHI/ITC OpraHu

yJIeCHsBa ce B rojiiMa CTEeNeH IMpoLeca Ha rnojJaBaHe U 00paboTKa Ha 3asBIECHHUSATA U
JAOKYMEHTauusTa ¢ pasmupsBaHe ¢QyHKuuMMTe Ha EBponeiickata 6asza gaHHM
(Eudamed) n BKIIOYBAHETO Ha €NEKTPOHHHM CHCTEMH, 4Ype3 KOMTO Ce OCHTYpsBar
UEHTpaIM3upaHa PEeriucTpalys Ha HKOHOMHUYECKUTE ONEPaToOpH, Ha HOTH(MIIMPAHHTE
OpraHH, Ha BB3JIOKHTEIUTE HAa KIMHUYHM M3MUTBAHWs, KAKTO M HA W3JCIMATA U HA
TSIXHATa MPOC/IEAUMOCT;

u30srBa ce MyOIMPAaHETO MPU MPEJOCTABIHETO HA MHMOPMALUS OT MKOHOMMUYECKUTE
OMepaTop, HOTU(PULIMPAHUTE OPraHH M BB3JIOKHMTENUTE HA KIMHHUYHH W3NMTBAHUS
KBbM KOMTIETEHTHUTE OPraHK M 00paTHo;

pasnopeduTe 3a yHMKaJlHa UACHTHOUKALMSA HA M3JENUATa, OOLIMTE W3MCKBAHUA 3a
6e30MacHOCT U IeHCTBHE, TeXHUYECKaTa JOKYMEHTaLKs, IpaBHIaTa 3a Kiacu(uKays,
NpOLEYpUTE 3a OLICHABAHE HA CBOTBETCTBUETO M KJIMHMYHUTE W3MHUTBAHHUS Ce
XapMOHM3HMpaT C H3UCKBaHMSTA Ha MEXIyHAapOJIHO HHBO, C KOETO Ce YJIeCHsBA
TbProBUSTA;

Cb3/1aBa C€ NMpaBHa JCHOTA YPe3 M3sCHSBAHE HA HOPMATHBHHS CTATYC Ha MPOIYKTHUTE B
TPaHUYHU CJlyyad, KaTo PEIIEHMETO 3a BCEKM OTIENEH Ciydall danM KOHKpeTeH
TMPOIYKT, KaTeropusi WM Ipyna NpOoAyKTH MoNnaja B 00XBaTa Ha perilaMeHTHpaHe ce
B3HMa clie]] KOHCyaThpaHe ¢ KoopauHalMoHHaTa rpyrna 1o MeIULUHCKUTE H3eHs,
HamajsBa ce aJIMMHUCTPATUBHATA TEKECT 3a BB3JIOKUTENIUTE Ype3 BH3MOMKHOCTTA 32
TI0[]aBaHe Ha €JMHHO 3asBJICHHE, KOraTo JaJeHO KJIMHUYHO M3MMTBAHE Ce MPOBEX /A B




IMOBEYE OT €1HA ObprKaBa YJICHKA.

3. 3a leyeOHUTE 3aBeICHUS:

e perjaMeHTHpa ce BB3MOXKHOCTTA JiedeOHHUTe 3aBeIeHHs 1A TIPOM3BEKAAT, TIPOMEHST U
M3MO/I3BAT W3JE/IMATa B CaMHTE 3aBeJeHMs NMPU OOJEKYEHM H3MCKBAHUS WM IO TO3H
HAYMH /12 33I0BOJIABAT, HE B MPOMHUIILIEH Maab, 0cOOEHUTE MOTPEOHOCTH Ha LEJEBH
rpyIY MaLMUEHTH;

e ype3 cucTemara 3a yHHMKanHa uiaeHTHdukauus Ha wsgeansta UDI ce nopuiuasa
TpOC/IeIMMOCTTa Ha M3JEINATa, KOeTo JonpuHacs 3a Gopbarta ¢ danmupupaHuTe
W3/e/Hs, 32 YIPABIEHUETO HA HAIMYHOCTUTE OT M3JENUs OT CTPaHa Ha Ha JieueOHuTe
3aBe/ieHMsl M MKOHOMMYECKHTE OIepaTopd M 3a yBelInuyaBaHe e(pEeKTHBHOCTTA Ha
CBBp3aHUTE ¢ 6E30MaCHOCTTa HA M3/IeUsTa ISHHOCTH CJIE/L TYCKAHETO Ha rasapa.

&

. 3a 3amuTa 31paBeTo Ha OBATAPCKUTE MALMEHTH:
peFHaMCHTHpaT Cce MO-BUCOKH M3UCKBAHHUS 3a MYCHATHUTE Ha rnasapa W/ unu MyCHATUTE B
NeHCTBHE MEUIMHCKH M3eUs U MEIULIMHCKY M3/IENTUS 32 WH BUTPO IMarHOCTHKA;

e [OCTHIA Ce TOBHMINABAHE HA TPO3PAYHOCTTA Ype3 TMO-A00bp AOCTBI M aNeKBaTHA
MH(pOPMUPAHOCT HA OOIIECTBEHOCTTA, TALMEHTHTE H MEAMLIMHCKUTE CTIELUATHCTH 3a
U3IeNusATa Ha 1a3apa;

e Ha NAIMEHTH, HAa KOMTO € UMILIAHTUPAHO MEIMLIMHCKO M3JIeNUe Ce MPe0CTaBs ACHa 1
JIeCHO JOCTBITHA OCHOBHA MH(MOPMALMs OT CTPaHa Ha JIeYeOHUTE 32BEACHHA;

e T[IOBMIIABA CE€ OCBEJOMEHOCTTA HAa MEOULUHCKUTE CIICLIUAIUCTH, HOTpCGI/ITCIIHTe H

[MAlMEHTHTe B CIy4auTe Ha HWHLMICHT MIM CEpHO3CH HMHIMICHT C MeIMLMHCKH

wsnenus, kato MAJI noagspika cucTeMa 3a perucTprpaHe Ha MOCOHCHHTE ciy4au, a

M3 e opraHusupa HHGOPMALOHHY KaMITaHWH B Ta3W BPB3KA.

Onuwieme KayecmeeHo (npu 6b3MOJCHOCM — U KOIUYeCmEeH0) 6CUYKU 3HAYUMENHU
NOMEHYUATHYU UKOHOMUYECKY, COYUATHU, eKONOUHU U Opyau noa3u 3a udeHmuuyupanume
3auHMepeco8any CMpaHu 3a 6CeKu eOun om éapuanmume 6 pe3yimam Ha npeonpuemare Ha
oeticmeuama. ITocoyeme Kak oyakeanume noisu KopecnoHOupam ¢ opmyIupanume yeau.

7. lloTeHUHAJHH PHCKOBE:

He ce qeuHMpaT NOTEHUUATHA PUCKOBE.

TTocoueme 8b3MOMNCHUIME puckoee om npuemanemo Ha HopMamuBHama npomMsna,
GKIIOYUMENIHO 6b3HUKBAHE HA cvOebHU cnopoee.

8.1. AOMunucmpamueHama mesx3cecm 3a (puzuueckume u pUOUYecKUmMe 1UUd:

X 11le ce nmoBUIHK
O Ille ce HamanH
O Hawma edexr

3a HOTH(i)I/IIIPlpaHI/ITC OpraHu aJJIMUHUCTPATABHATA TekecT 1€ ce€ TIOBUIIH, TIPEABUI
3aBUILICHUTE U3UCKBAHUS (HO-CHGHH&J’IHO MO OTHOIIEHWE Ha KJIIMHUYHATa KOMHCTCHTHOCT) 3a




i e i A i

OLICHSIBAHE HAa CHOTBETCTBHMETO HA MEIULIMHCKUTE U3JICIUS M MEIMIMHCKUTE W3ACIHA 32 WH
BUTpPO AMarHocTuka, ceriaacHo Pernament (EC) 2017/745 u Pernament (EC) 2017/746.

3a mpoM3BOAMTE/IWTE AJMHUHHUCTPATHBHATA TEKECT [0 OTHOLUEHHWE HAa perucTpauuara U
TNPeIOCTaBIHETO Ha WH(OpPMAIMS 1€ ce HaMallk, ThH KaTo ce OuaKBa pa3XOAWTE 3a Te3u
JNEHHOCTH OCBIIECTBIBAHM LIEHTPAM3UPAHO, Tpe3 elekpoHHaTa cucteMa Eudamed, na ca mo-
MaJIKi B CPaBHEHHUE C T€3M Ha HallMOHAJIHO HUBO.

8.2. Cv30asam nu ce HO8U pezy1amOpHU pexcumu? 3acazam i ce Cbuecmeyeauju
pexcumu u ycayu?

He

9. Cv30asam nu ce nHoeu pecucmpu? - JIA
Kozamo omzosopvm e ,,0a ", nocoyeme KOJIKO U KOU ca me

MAJ] Boau perucTbp Ha Je4eOHMTE 3aBEIEHMsS KOWTO TPOM3BENIAT M M3IIOJN3BAT CaMo B
caMuTe JieueOHM 3aBeleHUs MEIMLMHCKMA M3Ae/Ius M MEIMLMHCKM W31e/Hs 32 WHBHUTPO
JUarHOCTHKA.

10. Kak Bb3/eiicTBa aKThT BPXY MHKPO-, MaJIKHTe H cpeauuTe npeanpustus (MCII)?

R AkTbT 3acsra npsiko MCII

OAkTsT He 3acsira MCII

OO0 Hama edexr

AKTBT 3acira MPOW3BOAMTENMTE W BHOCMTENMTE Ha MEIMLMHCKH W3/e/Hs/MEIMLMHCKN
W3IENUA 32 MH BHTPO JAMArHOCTHKA, NPUTEKATENNTE HA pa3pelieHHe 3a ThProBus Ha eapo ¢
MEeIMIMHCKY M3[eMus M JIMIATA, OCBIIECTBABAIIM THProBUs Ha JpeOHO C MEAMLIMHCKH
W3eHs, KOMTO MPEICTaBsBAT MHUKDO-, MAJIKM WM CPeJHH MPEANpUATHS MO CMUCHIA Ha
3aKOHa 3@ MAJIKMTE ¥ CPEJHUTE MPEATNPUSTHS.

Boaneiicteuero Bbopxy MCII He ce pasiuyaBa MO CBLIECTBO OT TOBA 3a OCTAaHAIHUTE
ukoHoMmueckd orneparopu. Creumanen ¢okyc kem MCII ca npeaBUAEHHTE A0CTAaThHUHU
NPEXOIHU NEPHOMH 32 AANITALMA KbM U3MEHEHWSTA B PETyJalMsTa u 3a MpeinpuemMane Ha
Heo6XO0AUMHUTE OPraHU3aLMOHHH MEPKH

11. TIpoekTHT HA HOPMATHBEH AKT H3HCKBA JIH [51/10CTHA OIlEHKA Ha Bb3eificTBHETO?
O la
XHe

12. OGmecTBeHN KOHCYJITAIIHH:

[peaswkza ce MyGIMYHO 0OCHKIAHE HA TIPOCKTA Ha 3aKOHa 3a U3MEHEHHUE M JOMBJIIHEHNE HA
3aKkoHa 32 MeIMIMHCKUTE W3]e/Us Ha OCHOBaHME 4. 26, am. 4 ot 3akoHa 3a HOPMAaTHUBHUTE
aKTOBE.

[TpoexTsT Ime Obae MyOIMKYBaH 32 00IIeCTBEHO OOCEHXkK/IaHe Ha eJeKTPOHHATa CTpaHMLA Ha
MMHHCTEPCTBO Ha 3/1paBeONa3BaHEeTO U Ha [Toprasia 3a OOLIECTBEHH KOHCYJITALUMH.
HanpaBeHUTE NPEIIOKEHHUS MIE 6paaT BKmoueHu B CripaBka 3a OTpa3eHHWTE CTaHOBHIIA,
KOSITO e 6Bae MybauKyBaHa Ha IToprana 3a OOIECTBEHH KOHCYJITALMK Cle/l TPUKIIIOMBAHC




Ha OGIHGCTBCHHTe KOHCYJITallhH.

Obobueme Hail-8adcHumMe 8bNPOCYU 3A KOHCYIMAYUU 6 CIYYau HA U38LPUIBAHE HA YANOCMHA
OYEeHKA HA 8b30elicmauemo ulu 3a obuecmeenume KOHCy1mayuu no 4a. 26 om 3akouna 3a
HopmamueHume akmoge. Ilocoueme uHOuKamueeH 2papux 3a MAXHOMO NPoGetcoane u
8UO08eme KOHCYIMAYUOHHU NPOYeOyPU.

13. llpuemaHeTo HAa HOPMATHBHHMSI aKT NPOM3THYA JIM OT mpaBoTo Ha Eppomneiickusi
cb103?

X da
O He

[IpeasioxeHNUTe TIPOMEHH Ca MPOJMKTYBAaHM OT HEOOXOAMMOCTTa OT CbhOOpassBaHe Ha
AeiicTBalaTa HOpMaTUBHA ypeada ¢
- Pernamenrt (EC) 2017/745 na Esponeiickus napiameHT 1 Ha ChBeta ot 5 anpun 2017
roapMHa 3a MEIULIMHCKMUTE W3JeNusi, 3a W3MeHeHue Ha Jlupextusa 2001/83/EO,
Permament (EO) Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a oTmsiHa Ha
nupextusr 90/385/EMO u 93/42/EVO Ha CpBera 1
- Pernamenr (EC) 2017/746 na Esponeiickus napiameHT 1 Ha Cbeeta ot 5 anpun 2017
rOOMHA 32 MEAMIMHCKHTE H3JeNUsl 33 MHBMTPO [MAarHocTMKa M 3a OTMsSHa Ha
JTupextusa 98/79/EO u Pemenue 2010/227/EC na Komucusta

OleHKaTa Ha BB3JIeHCTBME U 0000IIEHaTa OLEHKA HA BB3/ICHCTBHE 10 OTHOLIEHWE HA JBaTa
PernaMenTa MoraT Ja Ob1aT HAMEPEHH Ha CJIEIHUTE MHTEPHET CTPaHULIM:

https://eur-lex.europa.ew/legal-content/EN/ALL/?uri=CELEX:5201 2SC0273

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:5201 2SC0274

Mons nocoyeme u3UCK8AHUAMA HA nPagomo Ha Eeponeuckus cvio3, 6KII0YUMENHO
ungpopmayusima no m. 8.1 u 8.2, oanu e ussvbpuwiena oyeHKka na 8b30eUCmeUemo Ha HUBO
Eeponeticku cb103, U 5L npunodceme (Unu nocouene 6pb3ka KoM UBMOYUHUK).

14. Mime, AJIH/KHOCT, 12T U NOJIHC HA JHPEKTOPA HA IHPEKIHATA, OTTOBOPHA 32
n3paloTBaHETO HA HOPMATHBHHS AKT:
Wme u aawxHocT: 1-p Jecucnasa BenkoBeka, IMPEKTOp Ha AMpeKUHs ,,JlekapcTBeHa

moJIMTHKA
Jara: 06.08.2020 r. | é(/ (
/

Ioanuc: //




