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JUPEKTHUBA 2011/.../EC
HA EBPOIIEMCKUA TAPJAMEHT U HA CBbBETA

oT

3a ynpa:kKHsiBaHe HA IPaBaTa HA NallUeHTHTe

NPH TPAHCTPAHMYHO 3IPABHO 00CJIyKBaHe

EBPOITEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOITEMCKMS CHIO3,

KaTo B3CXa IPCABHUI HOFOBOpa 3a Q)YHKHI/IOHI/IpaHCTO Ha EBpOHCﬁCKHH CBIO3, U IIO-CIICIHMAJIHO

yireHoBe 114 u 168 ot Hero,

KaTo B3€Xa NpeaBuJ NPEAIOKEHUETO HAa EBponelickaTa KOMUCHS,

KaToO B3€Xa MpeIBUJ CTAHOBHILETO HA EBPONEHCKUS NKOHOMUYECKH U COLMAJIEH KOMHTET”,
KaTo B3exa npeaBujl craHoBuuleTo Ha Komurera Ha peFI/IOHI/ITez,

B CBOTBETCTBHE C OOMKHOBEHATA 3aKOHOJAaTCIHAa npouez[ypa?’,

! OB C 175, 28.7.2009 r., ctp. 116.

2 OB C 120, 28.5.2009 r., cTp. 65.

ITo3unus Ha EBponeiickust mapnament ot 23 anpun 2009 r. (OB C 184 E, 8.7.2010 r., cTp.
368), no3unus Ha CbBera Ha MbpBO yeTeHe oT 3 centempu 2010 1. (OB C 275 E,
12.10.2010 1., ctp. 1), mo3unus va EBponeiickus napnament ot 19 suyapu 2011 .
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KaTo uMart npcaBun, 4c:

1)

()

3)

Cwraacuo unen 168, maparpad 1 ot [loroBopa 3a ¢pyHkumonupanero Ha EBporneiickus
cbio3 (JIPEC) mpu pa3paboTBaHETO M M3ITBIHEHUETO Ha BCHUKH TOJUTUKH U ICHHOCTH Ha
Cnplo3a ce ocurypsiBa BUCOKO paBHHUIIE HA 3aKpUJia Ha YOBEIIKOTO 3/1paBe. ToBa 03HauaBa,
4ye BUCOKO PaBHHUILE HA 3aKpHJIa Ha YOBEILIKOTO 3/1paBe ce ocUrypsiBa 1 koraro Cbro3bT

npueMa aKTOBE Bb3 OCHOBA Ha JIpyru pasnopeadu ot Jorosopa.

Unen 114 JPEC e noaxoasamoTo NpaBHO OCHOBAHUE, Thil KaTO MO-ToJisiMaTa 4acT OT
pasnopenduTe Ha HacTOSIIATAa AUPEKTUBA UMAT 3a 11eJ1 0100psiBaHe Ha
(YHKIIMOHHPAHETO HAa BBTPEIIHUS 11a3ap ¥ Ha CBOOOIHOTO JBMKCHHE HA CTOKH, XOpa U
yciyru. Twit kaTo ycnoBusTa 3a uznoi3pane Ha uieH 114 JIOEC karo npaBHO ocHOBaHUE
ca U3IbJIHEHH, B 3aKOHOaTeNICTBOTO Ha Chro3a TpsiOBa Ja ce U3MOJI3Ba TOBA MIPABHO
OCHOBaHUE JIOpU KOTraTo 3aKpuiaTa Ha O0IIECTBEHOTO 3/IpaBe € peraBall pakTop mpu
ChOTBETHUS M300p. BBB Bpb3Ka ¢ ToBa wieH 114, maparpad 3 JIOEC u3pudHo H3UCKBa
IIPU TOCTUTAHETO Ha XapMOHU3AIIMSI J1a C€ TapaHTHpa BUCOKO PaBHUIIE HA 3aKpujia Ha
YOBEIIKOTO 3/IpaBe, KaTo ce B3eMa I0]] BHUMaHHE, MO-CIelHaIHo, BCIKO HOBO pa3BUTHE,

OCHOBABAIIIO CC€ HA HAYYHUTC (1)aKTI/I.

Cucremure Ha 3paBCOIIa3BaHe B Cnblo3a ca OCHOBEH €JIEMEHT 3a BUCOKOTO paBHHUIIC HA
ColMaJIHa 3aKpujia B Cnro3a u AOMPHUHACAT 3a COOUATIHOTO cOmmbKaBaHe U conuajHaTta
CIIpaBCAJIMBOCT, KaKTO U 3a }’CTOI\/'I‘II/IBOTO pasBUTHUC. Te cpIo Taka ca 9acT OT II0-

IIMpOKaTa paMKa Ha yCIyruTe oT o0l HHTepecC.
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HesaBucrumMo oT Bb3MOKHOCTTA MALMEHTUTE J1a TOJIy4aBaT TPAHCTPAHUYHO 3/IPABHO
o0CITyKBaHE 10 HACTOSAIIATA TUPEKTHBA, TbPKABUTE-WICHKH MPOABIHKABAT J]a OTTOBAPST
3a MPEeIOCTaBSHETO HA TPaKJaHUTE HA TAXHA TEPUTOPHsI Ha O€30MacHo,
BHCOKOKa4eCTBEHO, €PUKACHO U AOCTATHhYHO OT IVIe/IHA TOYKA Ha KOJIMYECTBOTO 3/IPaBHO
obcirykBane. OCBEH TOBa TPAHCIIOHWPAHETO Ha HACTOSIIATA TUPEKTHBA B HALIMOHATHOTO
3aKOHOJATEJICTBO U HEMHOTO MpUJIaraHe He CJIE/Ba JAa BOIAT /10 HAChpPUaBaHE Ha

MAIUEHTUTE Ja ThPCAT JICUCHUC U3BBH CBOATA AbPiKaBa-4JICHKA 10 OCUT'YpsABaHC.

Kakto 0e orueteno ot CnBera B 3akiroueHusTa ot 1—2 rouu 2006 r. oTHOCHO ,,001mu
LIEHHOCTY ¥ IPUHLIUIIM B 3IpaBHUTE cucTeMu B EBponenckus CLms”l(HaquaHI/l 1o-
HaTaThK ,,3aKtoueHuaTa Ha CbBeTa’”), ChIIECTBYBA HAOOP OT MPUHIIUIIHN HA
(GyHKIIMOHHUpaHE, KOUTO ca OOIIM 3a CUCTEMUTE Ha 3/ipaBeonasBaHe B Cpro3a. [locouenure
MPUHIMIN HA GYHKIIMOHUPAHE ca HEOOXOUMHU 32 rapaHTUpaHe Ha JOBEPUETO Ha
MAIUEHTUTE B TPAHCTPAHUYHOTO 3PABHO OOCITY’KBaHE, KOETO € HEOOXOAMMO 32
OCHUT'ypsiIBaHE Ha MOOMJIHOCT Ha MAIMEHTUTE, KAKTO U Ha BUCOKO PaBHUIIIE HA 3aKpuJjia Ha
3npaBeTo. B chimure 3akimtoueHust ChbBETHT OTUMTA, Y€ IIBTULIATA 32 IPUIIAraHE B
MPaKTUKATa Ha TE€3H LIEHHOCTU U MPUHIUIIH C OTJIE/ T€ 1a CTAaHAT PEAIHOCT 3HAUUTEIHO Ce
pasznuuaBar B IbpkaBUTe-uwieHKH. [o-crienmanto, pemennsTa OTHOCHO CIIEKThpa Ha
3/1paBHO 00CITyKBaHE, HA KONTO rpakJIaHUTE UMAT MPaBO, 1 MEXaHU3MUTE, U3IMOI3BAHH 32
(uHaHCHpaHEe U TIPEOCTaBSIHE HAa TOBA 3/IpaBHO 00CITy)XKBaHE, KaTO HAIIPUMEDP JI0 KaKBa
CTETIeH € IeNIeCho0pa3Ho Ja ce pa3ynTa Ha Ma3apHU MEXaHU3MHU U KOHKYPEHTEH HaTHCK
MIpH YIpaBIEHUETO HA CUCTEMHUTE Ha 3/IpaBeora3BaHe, TpsOBa 1a ObaT B3eMaHU B

HaIlMOHAJICH KOHTCKCT.

OB C 146, 22.6.2006 ., ctp. 1.
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Kakrto HekonkokpaTHo Oerie moTBbpAeHO 0T Chla Ha EBpornelickust cbio3 (Hapu4aH mo-
HaTaThK ,,CHABT ), KaTO CE MPU3HABA CICIU(PUIHOTO UM €CTECTBO, BCHUKH MEIUITUHCKU

rPYXM TTonajat B npuiioxkHoTo nosie Ha JJDEC.

Hacrosimata mupekTrBa 3a4nTa U He 3acsira MpaBOTO Ha BCSIKA IbpKaBa-wiICHKa Ja
orpeziess BUa 37jpaBHO 00CITyKBaHe, KOETO CUUTA 3a Moaxoasuio. Pasnopendure Ha
HACTOsIIIaTa TUPEKTHBA HE CIIe/[Ba JIa CE THJIKYBAT M0 HAYKMH, KOWTO J1a 3acsira OCHOBHHU

PEUICHUS 110 €TUYHH BBIIPOCHU, B3EMAHU OT AbPKABUTC-UJICHKH.

Hsixou BpIpoCcH, CBBbpP3aHU C TPAHCTPAHUYHOTO 3[IPaBHO OOCITYKBaHE, M0-CIEIHATHO
BB3CTaHOBSIBAHETO HA PA3XOAMTE 3a 3/I[paBHO 00CIYyX BaHeE, PEIOCTABEHO B IbpKaBa-
YJICHKA, Pa3InYHa OT Ta3H, B KOSATO MpeOHBaBa MOTyYaBaIIUAT 3IPAaBHOTO OOCITyKBaHE,
Beue ca pasrinexaanu ot Cpaa. C HacTosara JUPEeKTUBA Ce IeJId TOCTUTAHEeTO Ha I0-
IIMPOKO U e(heKTUBHO MpUIaraHe Ha MPUHIUMIUTE, pa3BUTH 0T ChJja BHB BPb3Ka C

KOHKPCTHH J€J1a.

B 3akmouyenusta Ha CpBeta ChBETHT OTYETE 0COOEHOTO 3HAYCHHE HA MPEIIPUEMAHETO Ha
WHUIMATHBA B 00JIaCTTa Ha TPAHCTPAHUYHOTO 3APABHO OOCITYKBaHE, KOSTO J]a OCUTYPH
SICHOTA 3a rpakianute Ha Cbr03a OTHOCHO TEXHUTE MpaBa MpU MPUIBUAKBAHETO UM OT

€/lHa IbpKaBa-wIECHKa B Ipyra, C LieJl FapaHTUPaHe Ha NIPaBHA CUTYPHOCT.
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HeJ’ITa Ha HacToAlaTa AUPCKTHBA € fa CC YCTAHOBSAIT IIpaBUJIa 3a YICCHABAHC HAa JOCTHIIA
10 0€30MacHO ¥ BUCOKOKAYECTBEHO TPaHCTPaHMYHO 3paBHO oOcimyxBane B Chio3a U Jia ce
rapaHTupa MOOWIJIHOCTTA Ha TAIIMEHTUTE B ChOTBETCTBHUE C TIPUHIIUITATE, YCTAHOBEHH OT
Cbia, KakTo U J1a Ce HachpuaBa ChTPYAHUYECTBOTO MEXIY IbPKABUTE-UWICHKH B 00J1acTTa
Ha 37IpaBHOTO OOCITY’>KBaHE, MPH IIBJIHO 3aYUTAHE HA OTTOBOPHOCTUTE HA JIbPIKABUTE-
YJICHKH 32 ONPEICIISIHETO Ha COIIMATHOOCUTYPUTEITHUTE 00€31IeTeHUsI B 00J1acTTa Ha
3[[paBEOIa3BaHETO, KAKTO U HA OPTraHU3alUsATa U PEIOCTABSIHETO HA 3PaBHO U
MEIUIIMHCKO 00CITY’)KBaHE M HA COI[MATHOOCUTYPHUTEITHH 00€3IIETEHHSI, TO-CIEIIHATHO 32

0oJtecT.

Hacrosmmara qupexTuBa ciesBa Jia ce npujiara CupsMo OTACTHU MallUeHTH, KOUTO ca
PELIMIIH J]a HOTHPCST 3APaBHO 0OCITyKBaHE B IbpKaBa-wICHKa, pa3jinuHa OT AbprKaBara-
YjieHKa 1o ocurypsiaie. Kakro 0e notBbpaeHo oT Cbhlja, HUTO CIIELUATIHOTO MYy €CTECTBO,
HUTO HAYUHBT, 110 KOWTO TO € OPraHU3UPAHO WM (PUHAHCHPAHO, HE U3KIIIOYBA 3/IPABHOTO
o0ciyxBaHe OT 00XBaTa Ha OCHOBHHMS IPHHIIUII 32 CBOOOA HA IIPEIOCTaBsHE HA YCIYTH.
I[Tpu Bce TOBa, ABpKaBaTa-YWICHKA [0 OCUTYPSBAHE MOXKE JIa PEILH J]a OTPaHUIU
BB3CTaHOBSBAHETO HA Pa3XOIUTE 32 TPAHCTPAHUYHO 37PaBHO 0OCITy>KBaHE OPAIH
IPUYHHH, CBBP3aHU C KAYECTBOTO M O€30MaCHOCTTA Ha MPEAOCTAaBEHOTO 3/IPABHO
oOcityKBaHe, KOraTo ToBa MOe J1a ObZie 000CHOBAHO OT UMIIEPATUBHU ChOOPAKEHUS OT
00IIIeCTBEH HHTEPEC, CBBP3aHH € OOIIECTBEHOTO 3/1paBe. [IbprkaBaTa-ujIeHKa 110
OCUTYpSIBaHE MOXE CBHILO J]a B3€ME JOIBJIHUTETH MEPKH Ha IPYyro OCHOBAaHUE, KOTaTo
TOBa MOJe J1a Ob1e 000CHOBAHO OT TaKMBa UMIEPATUBHU ChOOPAXKEHUS OT OOLIECTBEH
unTtepec. B nefictBurenHoct ChABT MOCTAHOBH, Y€ 3aKPHIIATa Ha OOIIECTBEHOTO 37paBe €
Cpea UMIEpaTHBHUTE ChOOPaKEHHsI OT 0OIIECTBEH HHTEPEC, KOUTO MOTaT J]a 000CHOBAT

OrpaHHUYCHUA Ha CBOGOI[aTa Ha IBUKCHUC, TIPCABUICHA B I[OFOBOpI/ITe.
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Konnenmusta 3a ,,AMIIepaTHBHA ChOOPaXKEHUS OT OOIIECTBEH HHTEPEC , KOSATO CE TT0COYBa
B HSKOU pa3nopea0y Ha HACTOsIIATa JUPEKTHBA, € pa3BuTa oT Chlla B HEroBaTa MpaKkTUKa
BBB Bpb3Ka ¢ wieHoBe 49 u 56 JJOEC u Moxe 1a npoabJKu J1a ce pa3BuBa. ChlbT €
MMOCTaHOBSIBAJI MHOTOKPATHO, Y€ UMIIEPATUBHHU ChOOPaKEHUS OT OOIIECTBEH UHTEPEC
MOTaT JIa OTPAB/AST MPEUYKUTE TPe]] CBOOOTHOTO MPEIOCTABSIHE HA YCIYTH, KaTO
HaIlpuMep U3MCKBAHUATA 3a MJIAaHUPaHEe, CBbP3aHU C 1IeJITa 3a TapaHTUpaHe Ha JI0CTaThbUueH
Y TIOCTOSIHEH JIOCTBII 10 OaJIaHCUPaH CIIEKThP OT BUCOKOKAYECTBEHO JICUCHUE B
CHOTBETHATA JbprKaBa-wICHKa, HJIM ChC CTPEMEKA 3a KOHTPOJI Ha Pa3XOUTe U U30sTBAHE,
JIOKOJIKOTO € BB3MOXKHO, Pa3XHINEHUETO HAa (PUHAHCOBH, TEXHUYCCKHU WIIA YOBEIITKU
pecypeu. CbIbT IPU3HABA CHIIO TaKa, Y€ 1eTa 3a MOAAbpKaHe, B MHTEPEC Ha
00IIECTBEHOTO 3/IpaBe, Ha OalaHCUPAHO MEIUILIMHCKO M OOJIHUYHO 00CITYyKBaHE, TOCTHITHO
3a BCUYKH, CHIIIO MOJKE JIa TIOTIa/IHE B 00XBaTa Ha €/IHA OT JICPOTAIMUTE, OCHOBAHU Ha
ChOOpaKeHUs 3a OOIIECTBEHO 3/paBe, npeasuaeHu B wicH 52 JIOEC, mokoikoTo
JOTIPUHACS 32 TIOCTUTAHETO HAa BUCOKO PABHUIIE HA 3aKpuia Ha 37paBeTo. ChIBT CHIIO
Taka cuMTa, 4e Ta3u pasnopenda ot JJOEC no3possBa Ha Tbp)KaBUTE-WICHKH Ja
orpaHuyaT cBo0O/1aTa Ha MPEAOCTaBsSIHE HA METUIIMHCKU U OOJIHUYHH YCIYTH, JOKOJIKOTO
MOJAbPKAHETO HA Kamal|TeTa 3a JICUCHUE WM HUBOTO HA MEIUIIMHCKA KOMIIETEHTHOCT Ha

HalMOHaJIHa TCPUTOPHA € OT CbIICCTBCHO 3HAUYCHUC 3a O6HI€CTB€HOTO 3ApaBc.

(13) Hsma cbMHEHMe, e 3aIbIKEHNETO 3a Bb3CTAHOBABAHE HA Pa3XO0ANUTE 32 TPAHCIPAHUIHO
3/IpaBHO 0OCTY>KBaHe clie[[Ba Aa ObJie OTPaHUUYEHO JI0 3/paBHO 0OCITyKBaHEe, HA KOETO
OCHUT'YPEHOTO JIMIIE UMa MPABO ChITIACHO 3aKOHOJATEICTBOTO Ha AbpKaBaTa-ujIeHKa Mo
OCUTYpSIBaHE.
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Hacrosmara AUPCKTHUBA CJICABA 1a HC CC IpuJiara 3a yCJIyru, YisaTo rjiaBHa eI € Ja CC
OKa3Ba IIOJAKPCEIIa HAa XO0pa, KOUTO CC HYXKIAAIAT OT ChACHUCTBHE IIPpU U3BBPIIBAHCTO HaA
PYTHUHHH, €KCIHCBHU 3a1a4u. ITo-TounO HacTodlaTa JUPEKTHUBA CJICJBa J1a HC CC IIpujiara
3a YCIIYTUTEC 3a OHE3U ABJITOCPOYHHU I'PHUXKHU, KOUTO CC CUMUTAT 3a HCO6XO,I[I/IMI/I, 3a Ja MOXE
JIMIETO, KOCTO CC HYXKAAC OT I'PpUIKH, Aa KUBCC, JOKOJIKOTO € Bb3MOXHO, 110 IBJIHOICHCH U
CaMOCTOATCIJICH HAYHH. CHGI[OB&TGHHO HacTod1aTa JUPCKTUBA CJIC/BA 1a HC CC ITprJiara
HaIpuMEp 3a YCIYI'd 3a AbJITOCPOYHHU I'PHUXKHU, KOUTO CC MMPEAOCTABAT IIPU I'PHUXKU B
JOMalIHU YCJIOBH:A, B JOMOBETEC 3a MEIUKO-COLIUAJIHU I'PUXKU U B JOMOBETC 3a BE3paCTHU

XO0pa Wi JOMOBETC 3a MCOANLUHCKHU I'PUIKH.

Karo ce otunta CHeHI/Iq)I/I‘-IHI/ISIT UM XapaKTCpP, AOCTBIBT A0 OpraHu C LCJI TPAHCIIIaHTAlluA
U IIPCAOCTABAHCTO Ha TaKHMBa OpraHu CJICABA Id OCTAaHAT U3BBH IIPUJIOKHOTO II0JIC Ha

HacCTodlaTa JTUPCKTHUBA.

3a nenuTe Ha BH3CTAHOBIBAHETO HA PAa3XOIUTE 32 TPAHCTPAHUYHO 3APABHO OOCITy)KBaHE
HaCToOsIIIaTa TUPEKTHUBA Clie/IBa Aa 00XBalla He CaMO CIIyJauTe, B KOUTO MAIlHCHTHT
0JIy4aBa 3/IpaBHO 00CTy>KBaHE B AbprKaBa-uwiIeHKA, pa3IU4Ha OT JbpKaBaTa-uIeHKa 10
OCUTYpSIBaHE, HO CHILIO MPEANHCBAHETO, U3IIBIIHEHUETO HA MIPEIUCAHUATA U
MIPEIOCTABSHETO Ha JIGKAPCTBEHHU MPOITYKTH U METUIIMHCKA U3JEIHs, KOraTo Te ce
MIPEOCTaBAT B KOHTEKCTa Ha 3/ipaBHa yciayra. OnpeseneHneTo 3a TpaHCTPaHUIHO 3PaBHO
oOcITy’)kBaHe ciie/iBa 1a 00XBala KakTo 3aKyIlyBaHETO OT IallMeHTa Ha TaKWBa
JIEKapCTBEHH MPOTYKTH U MEIUITMHCKHU U3JIENUS B IbpKaBa-uIeHKa, pa3IUYHa OT
IbpKaBaTa-4wICHKA 10 OCUTYpPsIBaHE, Taka U 3aKyIyBaHETO OT MallMeHTa Ha TaKUBa
JIEKApCTBEHH MPOAYKTH M MEIUIIMHCKH U3/IENUS B IbpKaBa-wICHKA, pa3iIMdHa OT Ta3H, B

KOATO € U3aaJ€HO MEAUIMHCKOTO IMPCATIMCAaHUC.
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HaCTOHH_IaTa AUPCKTHUBA HC CJIC/BA [ia 3acCsira npaBuijiata Ha AbPKABUTC-YJICHKHA OTHOCHO

HpOl[a)KGaTa Ha JICKapCTBCHU MMPOAYKTHU U MCAUIUHCKHU U3ACITIUS 110 UHTCPHCT.

HacrosmaTa nupexTuBa He ciie/iBa J1a peoCcTaBsi Ha HUKOE JIMLE IPaBO Ha BIIM3aHE,
IpecToi uim npeduBaBaHe B JAajJieHa IbpKaBa-yIeHKa ¢ Orjie]l MoJlyyaBaHeTO Ha 3/IpaBHO
oOcity>kBaHe B Ta3u AbprkaBa. Koraro mpecrosrt Ha 1aeHO JHIIE Ha TEPUTOPHUATA HA
NaJieHa Abp)KaBa-uwieHKa HE € B CbOTBETCTBUE ChC 3aKOHOAATEICTBOTO HA Ta3U AbpiKaBa-
YJIeHKa OTHOCHO MPaBOTO Ha BJIM3aHE WJIM MPECTON Ha HEeWHa TePUTOPHs, TOBA JIHIIE
ClIeJIBa J1a HE Ce CYMTA 3a OCUTYPEHO JIMIIE IO CMUCHJIAa Ha ONPE/ICJICHUETO B HACTOsIIaTa
TupeKTuBa. [IbpkaBUTE-UICHKH CIeABa Aa MPOABIKAT J1a UMAT Bb3MOKHOCTTA Ja
OIIpEEIIAT B CBOETO HALIMOHAIHO 3aKOHOJIaTEJICTBO KOE JIMIIE CE€ CUUTA 32 OCUTYPEHO 3a
L[EeIUTE HA HAIIMOHATHATA UM CXeMa 3a OOIIECTBEHO 3/[paBeolla3BaHe U 3aKOHOAATEJICTBO B
o0JacTTa Ha colMalHaTa CUTYPHOCT, IIPH YCJIOBUE Y€ ca 00e3NeyeH! mpaBara Ha

MAaUCHTUTE, MPCABUACHHN B HACTOAIIATa JUPCKTHUBA.

Koraro nmanueHT noxydaBa TpaHCTPaHUYHO 3/IpaBHO OOCITy>KBaHE, 32 HETO € OT
CBIIECTBEHO 3HAYCHHUE JIa 3HAC MPEIIBAPUTEIIHO KO MPaBUIIa 111 ObAaT IPUIT0KUMHU.
[TpunoxumuTe 3a TPAHCTPAHUYHOTO 3JIPABHO OOCITY)KBaHE MpaBHJiIa CiIeBa 1a Obaar Te3H,
OTIpeJIeJIeH! B 3aKOHO/IATEJICTBOTO HA JIbpKaBaTa-4jeHKa [0 MECTOJICYSHHE, KaTo Ce uMa
MpeABuU]I, Y€ B ChoTBETCTBUE ¢ WwieH 168, maparpad 7 IDEC orroBopuu 3a
OpraHnu3vpaHeTO U NPEAOCTABAHCTO HA 3IPABHU YCIIYTH U MECIULIUMHCKH I'PHUXKU Ca
IbpKaBUTE-WICHKH. ToBa clie/iBa J1a TOMOTHE Ha TalleHTa Ja HalpaBu HHPOPMHUpPaH
n300p U creBa J1a AoMpHHece 3a U30ArBaHe Ha rPpelIku U HeaopazyMmenus. ChIo Taka 1o
TO3W HAYMH CJIe/[Ba Ja ObJIe YCTAaHOBEHO BUCOKO HUBO Ha JIOBEPHE MEXITY MAIMCHT U

JIOCTABYMK Ha 3][paBHO OOCITY>KBaHE.
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C 1en 1a ce MOAMOMOTHAT MAIUEHTUTE J]a HAPaBAT HHPOPMUPAH U300p MPH THPCEHETO
Ha 3/IpaBHO OOCITy>KBaHE B pyra JAbpKaBa-wICHKa, IbP>KaBUTE-WICHKHU 110 MECTOJICUCHHE
cle/iBa Jla rapaHTHpAaT, Y€ IPU TOMCKBAHE MALUEHTUTE OT APYTH AbPrKaBU-YICHKN
M0JIy4yaBaT ChbOTBETHATa MH(POPMAIIHS 32 CTAaHJAPTUTE OTHOCHO O€30MacHOCTTa U
KauecTBOTO, IPUJIAraHU HA TAXHA TEPUTOPHSL, KAKTO U 3a JOCTABUUILIMTE Ha 3/IpaBHO
o0cCITy’)KBaHe, CIPSMO KOUTO C€ MpHiiarat Te3u crangaptu. OCBeH ToBa, JOCTABUMIIUTE HA
3/IpaBHO 00CITy>KBaHE Clie[[Ba Ja MPEIOCTaBAT MPU MOUCKBaHE HH(OpMAaIHs Ha
MAUEHTHUTE MO crieln(UYHH aclIeKTH Ha 3[paBHUTE YCIYrd, KOUTO Mpesiarar, KakTo U 3a
BB3MOKHOCTHUTE 3a JIeUueHHE. JJOKOIKOTO TOCTaBYMLIUTE Ha 37paBHO 00CITy)KBaHE Beue
MPEJOCTaBAT ChOTBETHATA MH(POPMALIUS 110 T€3H CHeM(PUIHH aCTIeKTH Ha MMAIUCHTHUTE,
npeOrBaBally B Abp)KaBaTa-4JieHKa [0 MECTOJIEYeHIE, HACTOSIIATa IMPEKTHBA HE CIIe/iBa
Jla 331bJDKaBa JOCTABUUIIUTE HA 3/IpaBHO 00CITy>KBaHE Ja MPEAOCTaBSAT MO-M0ApoOHa
nHpOpMaNKA Ha MAIUEHTH OT IPYTU AbpKaBU-dieHKH. OCBEH TOBa HUIIO HE CIIEABA Ja
BB3INPEIATCTBA IbPKaBaTa-4JeHKa 10 MECTOJICUEHHE Ja 3aAbJDKU JPYTH YYaCTHUIIH,
Pa3IMYHU OT JOCTABYUIIMTE Ha 3[paBHO 00CTYyXBaHE, KATO HAIIPUMEp JIOCTaBYMIIA Ha
3acTpaxoBaTEIHU YCIYTU WM OpraHy Ha MyOJMYHa BJAcCT, Ja NPeA0CTaBAT HHGopMaus
1o cnenu(pUYHN aCIeKTH Ha MpeIaraHuTe 3paBHU YCIYTH, aKo TOBa OM OMJI0 T0-

MOAXOJA1IO0 OT rJiIeiHa TOUYKAa Ha OpraHru3aluATa Ha HellHaTa CUCTeMa Ha 3ApaBCoIIa3BaHe.
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B 3akmioyenusTa cu ChBETHT NPU3HA, Y€ CHIIECTBYBA HAOOP OT OOIIM IIEHHOCTH U
MPUHITUIH, KOUTO c€ CIIOAETAT B 1enusi Chio3, BbB BPb3Ka C HAUMHUTE 33 IPUCIIOCOOsBaHE
Ha 3/IpaBHUTE CUCTEMH KbM HYX/JIUTE Ha HACEJICHUETO U MALlUEHTUTE, KOUTO Te
o0ciykBat. BeceoOyre IEeHHOCTH YHUBEPCATHOCT, JOCTHII 0 BUCOKOKAYE€CTBEHO
o0cCITy’)KBaHe, CIIPAaBEIMBOCT U COJIMJAPHOCT Cca MIMPOKO MPU3HATH B paboTaTa Ha
pasnuuHuTe MHCTUTYLIMH Ha Chro3a. ClieqoBaTenHo JbpKaBUTE-UIEHKH CIIEBA ChLIO TaKa
Jla rapaHTHUpar, 4e MOCOYCHUTE LICHHOCTHU CE 3a4MTaT I10 OTHOUIEHNE HA NAllUeHTH U
IpaXkJaH! Ha PYTH Abp>KaBU-UJIEHKH U Y€ BCUUKU NAIIMEHTH ca TPETUPAHU CIIPABEUINBO,
B CHOTBETCTBHUE C TEXHUTE MOTPEOHOCTH OT 3paBHO OOCITYy)KBaHE, a HE B 3aBUCUMOCT OT
IbpKaBaTa-wiIeHKa 1o ocurypsase. [1o To3u HauuH IbpKaBUTE-WIECHKHU CIIE€/IBa Aa
3aYMTaT NPUHIMIINTE Ha CBOOOJHO JBMKEHHE Ha XOpa B pAMKHUTE Ha BbTPEIIHUS Ma3ap, Ha
HequcKpuMuHanus, inter alia, Bb3 0CHOBa Ha rPaXKAaHCTBOTO, U HA MPUHIIUIIUTE 32
HEO0XOUMOCT ¥ MPOMOPIIMOHATHOCT HA BCAKO OTPaHMYCHHE Ha CBOOOIHOTO JIBUKCHUE.
[Ipu Bce TOBa, HUIIO B HACTOSIIIATa IUPEKTUBA HE CJIEBA J1a 3abJKaBa JJOCTaBUUIIUTE Ha
3JIpaBHO 00CIyKBaHe Ja IpUeMaT 3a IUIAHUPAHO JICUCHHE NAllMeHTH OT IPYTU Abp>KaBU-
YJICHKU WJIH J1a 1aBaT MIPEeIMMCTBO Ha TSAX BbB BpeJla Ha APYTH MAlUEHTH, KaTO HallpUMeEp
yIBJDKaBaT BPEMETO Ha M3YaKBaHE 32 JICYCHUE HA APYTH MalMEeHTH. BXOISIUAT MOTOK
MalUMEeHTH MOXeE J1a Ch3/1aJIe ThPCEHE, HAABHUILIABAIIO ChIIECTBYBAIIMS KalalUTeT Ha
JaJieHa AbprKaBa-wieHKa 3a ajieHo jeuenue. [Ipu TakuBa U3BbHPEIHU Cllydan
J'bprKaBaTa-yJIeHKa Clie/iBa Jia 3ara3|u Bb3MOKHOCTTA J]a HAMEPU paspellieHne Ha
MOJIOKEHHUETO MO ChOOPaKEHNUs 3a OOIECTBEHO 3/IpaBe, B CbOTBETCTBUE C UJICHOBE 52 U 62
JN@®EC. ToBa orpanudenue obaue He Ce/IBa Ja 3acsra 3abJDKCHUSTa Ha TbPiKaBUTE-
wyieHku ceriacHo Pernmament (EO) Ne 883/2004 na EBponeiickus napiameHnt u Ha CbBeTa

ot 29 anpun 2004 r. 3a KOOpAMHALMS Ha CUCTEMUTE 3a COLIMAIHA cnrypHOCTl.

OB L 166, 30.4.2004 r., ctp. 1.
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(24)

CrnenBa na 6bAaT NOJ0KEHN CUCTEMHH U TPAaHH YCUJIHSL, 32 1a Ce rapaHTHpa
noo0psiBaHe Ha CTAHJAPTUTE 3a KAYECTBO U OE30MAaCHOCT B CbOTBETCTBUE ChC
3aKroueHuATa Ha ChbBETa, KaToO Ce OTYUTAT HANIPEABKBT B CBETOBHATA MEIUIIMHCKA HAayKa

n 06H.IOHpI/I3HaTI/ITe I[O6pI/I MCIUIHWHCKHU MPAKTUKHU, KAKTO U HOBHUTEC 3/JpaBHU TCXHOJIOI'UH.

BHacsiHeTo Ha siCHOTa B 0OLIUTE 3abJDKEHUS 110 OTHOIICHUE HAa OCUTYPSBAHETO Ha
MEXaHW3MHU 3a JIeUCTBUE IIPU BPEAH, IPUUMHEHH OT 3paBHO OOCIIyKBaHe, € OT
CBLIECTBEHO 3HaYEHHUE, 3a Jla c€ N30erHe JuIrcara Ha J0Bepre B MEXaHU3MUTE, KOETO A
BB3IIPENATCTBA [10JI3BAHETO Ha TPAHCIPAHUYHO 3JpaBHO oOciyxBaHe. CucTeMuTe 3a
pearvpaHe Ipu HacThIIBaHE Ha BPEIU B IbpKaBaTa-4jeHKa 10 MECTOJICUEHHE CIIe/IBa Ja
He 3acsAraTr Bb3MOXHOCTTA JIbPKaBUTE-WIECHKHU J]a pa3lIupsiBaT 00XBaTa Ha HALIMOHAJIHUTE
CH CXEMH, KaTO BKJIFOYAT MMALMEHTH OT ChIaTa AbPKaBa, ThPCEIU 3paBHO 00CITyXBaHE B

IIy}K6I/IHa3 KOTraTo TOBa € MO-MIOAXOJAIIO 3a ITIallMCHTA.

JIbpkaBUTEe-YICHKH CIIE/IBA Ja OCUTYPSIT HAIMYHETO — 3a 3[[PaBHO 00CITyXBaHE,
MPEAOCTABEHO Ha TAXHA TEPUTOPHUS — HAa MEXAHU3MHU 32 3aKpHJIa HA MAlMEHTUTE U 32
3aIuTa MNPy HACTHIIBAHE HA BPEIH, KaTO T3 MEXaHU3MH CJIe/iBa J]a ca ChoOpa3eHu C
€CTECTBOTO U CTeNeHTa Ha pucka. [Ipu Bce ToBa, Ibp)KaBUTE-UJICHKH CJIeBa A ca Te3H,

KOUTO OMPEACIIAT €CCTCCTBOTO U p€aa U YCIIOBUATA HA TAKBB MCXAHU3BM.
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[IpaBoTO Ha 3amKMTa HA TUYHUTE JAHHU € OCHOBHO MPaBO, MPU3HATO B WieH § oT XapraTa
Ha OCHOBHUTE TpaBa Ha EBpornelickus ¢b103. OCUrypsiBaHETO Ha MPUEMCTBEHOCT MPHU
TPaHCTPAHUYHO 3IPABHO OOCITYKBaHE 3aBUCH OT MPEAOCTABIHETO HA JMYHU JAHHU
OTHOCHO 3/IpaBeTO Ha ManueHTa. Te3u TUYHU JaHHU cJIe/iBa J]a Morar Ja ce MpeaaBar OT
€/1Ha JbpKaBa-uIeHKa B Ipyra, HO ChLIEBPEMEHHO C TOBA CJIEJBA Ja CE CIa3BaT
OCHOBHUTE TpaBa Ha YoBeka. J(upextuBa 95/46/EO Ha EBponeiickus napiaMeHT U Ha
CoBeta ot 24 oktoMBpu 1995 1. 3a 3amuTa Ha GU3UIECKUTE JTUIIA TIPU 00pabOTBAHETO HA
JINYHH JAaHHH U 33 CBOGOIHOTO ABIDKCHHUE HA TE3U JaHHU YCTaHOBSIBA [TPABOTO Ha
(bu3MYECKUTE JIUIIA HAa TOCTHII 0 TEXHUTE JIMYHU JJAHHU OTHOCHO 37[paBETO MM, HAIIPUMEP
JAHHUTE B TEXHUTE MEJIUIIMHCKH JJOCHETa, KOMTO ChIIbPIKAT TaKaBa HHPOPMAIIHS KaTO
JIMarHo3a, pe3yyiTaTu OT Mperjie/id, CTAHOBUIIA Ha JICKYBAIIUTE JIEKapy U MPOBEACHU
JICYEHUS WIHM U3BBPIICHH onepanuu. Te3u paznopendu ciaenBa ChIlo Ja ce Ipujiarar u B

KOHTCKCTA HAa TPAHCTPAHUYHOTO 3APABHO O6CJIy7KBaHC 10 HaCToAIaATa AUPCKTHUBA.

IIpaBoTO Ha BH3CTAHOBSABAHE HAa Pa3XOJIUTE 3a 3{PaBHO OOCIyKBaHE, IPEAOCTABEHO B
Apyra AbpKaBa-4JeHKa, OT 3aKOHOYCTaHOBEHA CHCTEMa 3a COIMaIHa CUTYPHOCT Ha
NAIMEHTUTE B KAYeCTBOTO UM Ha OCUT'ypeHH JiuLa, Oe npusHato ot Chla B peauna
pemenusa. CpabT npHe, ye pasznopenodure Ha JJoroBopa oTHOCHO cBoOoAaTa Ha
MIpeIOCTaBsiHE HA yclIyru o0XBamar u cBo0o/1ara 3a mojydyaBaliTe 3[paBHO 00CITyKBaHE,
BKJIFOUMTEITHO JIMIATa, Hy’KAAEIIN ce OT MEAUIIMHCKO JICUCHHE, ]a OTU/AT B Ipyra
I'bprKaBa-uieHKa ¢ 11eJl J1a OoIydar 37jpaBHo oOciayxBaHe B Hes. ChIOTO clie/iBa Aa ce
Ipujara v 3a nojy4aBaliuTe 3paBHO 00CIyXKBaHEe, KOUTO THPCAT 3/[paBHO 00CITyBaHe B
Apyra AbpKaBa-4JeHKa C JPYTH CPEACTBA, HAIPHUMEP HOCPEACTBOM YCIIYTH 3a €JIEKTPOHHO

3ApaBCoIIa3BaHe.

OB L 281, 23.11.1995 r., ctp. 31.
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(27) B crotBercTBHE ¢ ycTaHOBeHHUTE OT Chlla MPUHIIUIN, U 0€3 J1a ce h3Jiara Ha PUCK
(MHAHCOBOTO PaBHOBECHE HA CUCTEMUTE Ha 3[[paBEOIa3BaHEe U COIMAHA CUTYPHOCT Ha
JIbPKAaBUTE-UJICHKH, CIIEBA J1a C€ OCUTYPH I1O-TOJIsIMA CTEIIEH Ha IIpaBHa CUT'YPHOCT I10
OTHOIIICHHE HAa BH3CTAHOBSBAHETO HA Pa3XO/IU 3a 3[PaBHO OOCITyKBaHE Ha MALIUEHTUTE U
Ha 3/IpaBHUTE CIECIUAINCTH, JOCTABUMIIUTE HA 3/IpaBHO OOCITY>KBaHE U OPraHU 3a

COIMAJIHA CUT'YPHOCT.

(28) HacrosmaTa nupexTuBa ciieiBa J1a He 3acsira rpaBaTa Ha MalMeHTa 1o OTHOILIEHUE Ha
MMOEMAaHETO Ha Pa3XxOoUTe 3a 3APAaBHO OOCIyKBaHE, KOETO C€ Hajlara 1o MeJIUIMHCKH
MPUYMHHM 110 BpeMe Ha BPEMEHHO IpeOuBaBaHe B Apyra IbpKaBa-uwiIeHKa, ChIIIACHO
Pernament (EO) Ne 883/2004. Hacrosimara mupeKkTrBa clieZiBa ChIIO TakKa Ja He 3acara u
MIPaBOTO HA OCUTYPEHUTE JIMIIA Ja MOJIydaT pa3pelieHue 3a JIeUeHue B Apyra AbpKana-
YJIeHKa, B CIIy4auTe KOraTo ca U3MbJIHEHHU YCIOBUATA, IPEIBUICHH B PErlIaMEHTUTE Ha
Cplo3a 3a KOOpAMHALMS HA CUCTEMUTE 3a COLMAIHA CUTYPHOCT, U M10-CIELHAIIHO B
Permament (EO) Ne883/2004 nnu Pernament (EMO) Ne1408/71 na ChBeta ot 14 1oHU
1971 r. 3a npunaraHeTo Ha CXeMH 3a COIMalIHa CUTYPHOCT Ha 3a€TH JIUIIa, CAMOCTOATEITHO
3a€TH JIMIIA U YJICHOBE HAa TEXHUTE CEMENCTBA, KOUTO CE JIBIKAT B paMKHUTE Ha
O6111H0CTTa1, KouTO ca npuioxkumu cbriaacHo Permament (EC) Ne 1231/2010 na
EBponeiickus napiameHT 1 Ha CbBeta ot 24 HoemBpu 2010 r. 3a pa3ummpsBane o0xBara Ha
Pernament (EO) Ne 883/2004 u na Pernament (EO) Ne 987/2009 no oTHo1IEeHHE Ha
rpaxJaHUTE Ha TPETHU JbpPKaBH, KOUTO BCE OILE HE ca 00XBAaHATU OT T€3H PErIaMEHTH
€MHCTBEHO Ha OCHOBAHUE TAXHOTO Fpa)KI[aHCTBOZ u Pernament (EO) Ne 859/2003 na
CsBera ot 14 mait 2003 r. 3a pa3mmpsiBaHe Ha MPHIOKHOTO IOJIe HA Pa3opeI0ONTe Ha
Pernament (EMO) Ne 1408/71 u Pernament (EMO) Ne 574/72 3a rpaxkiaHu Ha TpeTH
CTpaHM, KOMTO BCE OIIe HE ca CyOeKT Ha Te3U pa3nope 0N eJMHCTBEHO Ha OCHOBAaHUE

TAXHOTO I‘pa)K,I[aHCTB03.

! OB L 149, 5.7.1971 r., ctp. 2.
OB L 344, 29.12.2010 ., ctp. 1.
3 OB L 124, 20.5.2003 r., cp.1.
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[lenecr00pa3HO € CHINO Taka Ja Ce U3MCKBA MALUEHTUTE, KOUTO THPCAT 3IPABHO
oOciTyXKBaHE B JIpyra Ibp:KaBa-4wiICHKA MPU OOCTOATEICTBA, PA3IMYHU OT MIPEIBUICHUTE B
Pernament (EO) Ne 883/2004, na cnenBa 1a Morar Jia ce IoJI3BaT OT MPUHITAIIATE 32
CBOOOJTHO JIBM)KCHHUE HA MAIIUEHTH, YCIYTH U CTOKU B choTBeTcTBHE ¢ IPEC 1 ¢
HacrosaTa q1upekTrBa. Ha narmenTuTe ciie/ipa Jia ce rapaHTupa oeMaHe Ha pa3XoauTe
3a TaKoBa 3[[paBHO 00CITYKBaHE Hal-MaJIKO 10 PaBHUIIETO, PEIBUICHO, aKO CHIIIOTO
3/paBHO 00CITy)kBaHE O€ MOJyYeHO B AbprKaBaTa-4IeHKa M0 ocurypsiBane. Toa cieBa
HaITBJIHO JIa 3a4WTa OTTOBOPHOCTUTE HAa JbP)KaBUTE-WICHKH IIPHU ONPEEIsTHE HA pa3Mepa
Ha 00e31IeTeHusATa Ipu 00JIECT, JOCTHIIHU 32 TEXHUTE IPAXKIAHU, U IPU NPEIOTBpATIBAHE

BCAKAaKBU CHIICCTBCHU MOCIICANIU BbPXY (1)I/IHaHCI/IpaHeTO Ha HAaIMOHAJIHUTEC CUCTCMH Ha

3/IpaBeolla3BaHe.

(30) CrnenoBatenHo 3a NAllMEHTUTE JIBETE€ CUCTEMH CJie/iBa J1a ObJaT ChIriacyBaHH; KaTo ce
Tpujiara WM HacTosIIaTa JUPEKTUBA, WU perjameHTuTe Ha Chro3a 3a KOOpAMHAIMS Ha
CHUCTEMUTE 3a COIMaIHa CUTYPHOCT.
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[TaruenTuTe cienBa ga He ObAAT JIMIIABAHU OT MO-0JIATONPUSATHUTE MPaBa, TapaHTUPAHU
ot pernamentute Ha Chro3a 3a KOOPIAUHALIMS Ha CUCTEMHUTE 33 COLIMAIHA CUTYPHOCT,
KOTaTo uMa yclioBusi 3a ToBa. CJIeI0OBaTEIHO Ha BCEKH MAIMEHT, KOMTO IMOMCKa
paspelieHre 3a Moy4aBaHe Ha TOIXO/IAII0 33 ChCTOSHUETO MY JICYCHHUE B IpyTa JbpKaBa-
4JIeHKa, CJIe/IBAa BUHATH J]a CE /1aBa TAKOBA Pa3peIIeHUE ChITIACHO YCIOBUATA, IPEABHICHH
B pernameHTuTe Ha ChI03a, KOTaTo BHIIPOCHOTO JICUCHHUE € U3MEXKAY 00€3IIeTCHUATA,
MPEOCTAaBeHH OT 3aKOHOJIATEICTBOTO Ha Jbp)KaBaTa-uwICHKA Ha MpeOnBaBaHe Ha
MaIMeHTa, U KOraTo Ha MaIieHTa He MoKe J1a Ob/Ie OCUTYPEHO MOI00HO JICUCHHE B
paMKuTE Ha ONpaBJaH OT MEAWIIMHCKA IJIeIHA TOYKA CPOK, KaTO ce MMa MPEABU
HACTOSIIIOTO 3APABOCIOBHO CHCTOSTHHE HA JIMIIETO U BEPOSTHOTO My pa3BUTHE. AKO 00aue
MAIMEHTHT U3PHUYHO TIOMCKA BMECTO TOBA Jia MOJIyYH JICYEHUE CHITIACHO YCIOBUATA Ha
HACTOSIIIaTa TUPEKTUBA, 00C3IIETCHUATA, KOUTO CE MPHUJIAraT 3a Bb3CTAHOBSBAHE HA
pasxoamTe, cieaBa 1a ObaaT OrpaHUYEHH JI0 TE3U, KOUTO Ce MpHiIaraT ChIiacHo
HaCTOfIIATa TUPEKTUBA. B cirydanTe, KOraTo MarMeHThT UMa MPaBo Ha TPAHCTPAHUYHO
3IIPaBHO OOCITY»XKBaHE ChIVIACHO PA3MOPEIOUTE HA HACTOSIIATA JUPEKTUBA U PermamenT
(EO) Ne 883/2004, n mpuiaraHeTo Ha IOCOYEHHUS PETIAMEHT € T0-0JIaronpusiTHO 3a
MaIrUeHTa, IbpKaBaTa-4ICHKa 110 OCUTYPsIBaHE CIIe/[Ba JIa ce€ O0ObpHE BHUMAaHUE Ha

ManueHTa BbpXy TOBa 00CTOSITENCTBO.

(32) [TanmeHnTHTE B HUKAKBB Clyyall He cie/Ba Ja U3BIUYaT (PMHAHCOBH 00JIark OT 37paBHOTO
o0cITy’KBaHe, IPEJOCTAaBEHO B JIpyra AbpikaBa-ujeHKa, U Opaay TOBa IOEMaHEeTO Ha
pa3xoauTe ciesBa 1a ObJie OrpaHUYEHO JI0 pa3Mepa Ha AeHCTBUTEIHUTE PAa3XOIH 3a
MOJTY4EHO 3PaBHO OOCITy>KBaHE.
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Hacrosmiara qupexTrBa He el a Ch3/1a/ie PaBO Ha Bb3CTAHOBSBAHE HA PAa3XOJIHMTE 3a
31IpaBHO 0OCTYyXBaHe, MPEAOCTABEHO B Jpyra JAbpKaBa-wiIeHKa, aKo TOBAa 00CIIy)KBaHE HE €
BKJIFOYCHO B 00€3IIETCHUSTA, TPEIBUICHU OT 3aKOHOIATEIICTBOTO HA JIbpKaBaTa-4JICHKa
0 OCHUTYPSIBAHE Ha OCHTYpPeHOTO Jsiniie. ChIo Taka, HACTOsIIaTa TUPEKTHUBA CIIe/IBA J1a HE
BB3IPENATCTBA IbPKABUTE-WICHKHU Ja Pa3IIUPST CXEMHUTE CH 32 00€3IETeHUs B HATypa,
Taka ue J1a BKJII0YaT 3[paBHO 0OCIIyKBaHE, IIPEIOCTABEHO B Ipyra JbprKaBa-dJICHKA.
Hacrosimarta mupekTuBa ciie/iBa a OTYUTA, Y€ AbPKaBUTC-YWICHKH UMAT IPABOTO
CBOOOJTHO J1a OPraHU3UpaT CUCTEMHUTE CH Ha 3]JpaBeolla3BaHe M COIMAIHA CUTYPHOCT 110
TaKbB HaYHH, Y€ PABOTO HA JICYCHHUE J1a ObJIE ONPEIEICHO HAa PErHOHATHO WIIM MECTHO

paBHHUIIIE.

Z[”bp)KaBI/ITe-‘UIeHKI/I I10 OCUTYpsABAHE CJIC/IBA J1a IPECAOCTABAT HAa TAUCHTUTC IIPABOTO Aa
ImoJry4ar B ApyTra AbpiKaBa-4JICHKA Hali-MaJIkoO CBIIIHUTC O663H.[€T€HI/IH KaTo IMpCABUICHUTC B
3aKOHOAATCJICTBOTO Ha AbprKaBaTa-4JICHKA 10 OCUT'YpsIBaHC. AXo B cIMCBbKa ¢
O6€3IIIGT€HI/I$IT8, HE € IIOCOYCH TOYHO IIpHUJIaraHruiaT MCTOA Ha JICHCHUEC, HO Ca OINMPCACIICHU
BUJOBCTC JICUCHUC, IbPiKaBATA-UICHKA 110 OCUT'YPSABAHC HC MOXKE J1da OTKaKC
MMpEABAPUTCIIHO PA3PCIICHUEC UJIN Bb3CTAHOBABAHC HA PA3XOAUTC C apIr'yMCHTA, Y€ MCTOABT
Ha JICUCHUEC HC CC IIpuJiara Ha HelHa TEPUTOPH:, a CIICABA Aa MMPEUCHU AaJIl HCKAaHOTO HUJIN
IMOJIYYCHO TPAHCTPAHUYHO JICUCHUEC CHbOTBECTCTBA Ha 0663HIGTGHI/I$ITa, MNpCABUICHHA B
HEHMHOTO 3aKOHOJATEIICTBO. q)aKTT)T, Y€ 3aBJDKCHHUETO 3a Bb3CTAHOBABAHC HA Pa3XoaUTC
3a TPAaHCTPAHUYIHO 3APaBHO O6CJ'Iy>I(BaHe 110 HacToAlaTa TUPCKTHUBA € OTPAHUYCHO OO0
JICYCHHUECTO, BKIIFOUCHO B O6GSH.[CTCHI/I$IT3, Ha KOUTO MalfUCHTHT MMa IIPpABO B paAMKUTEC Ha
CBOsATa ObpiKaBa-d4JICHKA M0 OCUTYPABAHE, HC U3KJIIOYBA Bb3MOKHOCTTA AbPKABUTC-
WICHKHU JJa Bb3CTAHOBAT PA3XO0AUTE 3a TPAHCIPAHUYHO 3ApaBHO O6CJ'I}’)KB3HG HU3BBH TC3HU
OrpaHHUYCHUS. I[’bp)KaBI/ITe"{J'IeHKI/I MOraTt HalipuMep 1a Bb3CTAHOBABAT JOIIBJIHUTCIHA
pa3xoaun KaTo pasxoaun 3a HACTAHABAHE U IIbT WX JOIMIBJIHUTCIIHU pa3dXOodu, HAIIPAaBCHU OT
Juna ¢ yBpEeXKIaHus, JOPH KOraTo TE3U pa3XoJu HE C€ BL3CTAHOBABAT ITPH 3APAaBHO

oOcityXBaHe, MPEOCTaBSHO HA TAXHA TEPUTOPHUSL.
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HaCTOHH_[aTa AUPCKTHUBA CJICABA Ja HC NPCABUKIA HUTO MMPCXBBPJIAHCTO HA
COINMATHOOCUTYPUTCIIHH IIpaBa MCKAY AbPIKABUTC-WICHKHW, HUTO KaAKBATO U Aa € ApyTra
KOOp/IMHAIIMSI HA CHCTEMHTE 32 COI[alTHA CUTYPHOCT. EMMHCTBEHATa 11eT Ha pa3nopenonTe
OTHOCHO IPEJIBAPUTEITHOTO Pa3peIICHHE U Bb3CTAHOBSIBAHETO HA Pa3XOIUTE 3a 3[JPaBHO
o0ciy)XBaHe, MPEJAOCTaBEHO B pyra JIbpKaBa-4JieHKa, clie/iBa 1a ObJie 1a ce MO3BOJIH
YIPaXHSIBAHETO HA cBOOOIaTa HA MIPEIOCTaBsIHE Ha 3[[PaBHO 00CTY)KBaHE HA MAI[ICHTHTE
U J1a ce IpEeMaxHaT HEOCHOBATEITHUTE MIPEYKH MPe]l Ta3H OCHOBHA CBOOO/1a B IbpKaBaTa-
YJICHKA [0 OCUTYpsiBaHe Ha nanueHTa. CleIoBaTeIHo, HaCTOsIIaTa IMPEKTHBA ClIeBa Ja
3a4rTa U30AJ10 Pa3jinuuAaATa, KOUTO ChbIICCTBYBAT MCXKAY HAIUOHAJIHUTEC CUCTCMHA HA
3/IpaBeoIa3BaHe U OTTOBOPHOCTHTE Ha JbPKABUTE-UWICHKH 32 OPraHU3aIUsATa U

npeaAOCTABAHCTO HA 3ApAaBHU YCIIYI'M U MCAULIUHCKO O6CJ'IY)KBaHe.

B HacTosiaTa nupexTuBa cieqBa Aa ce IpeaBUId MPaBOTO 3a MalMeHTa J1a ojayJyaBa
BCEKH JICKAPCTBEH MPOYKT, Pa3peIlIeH 3a ThProBuUs B IbprKaBaTa-ujIeHKa 10
MECTOJICUEHHUE, JOPH TOH J1a HE € pa3pelleH 3a ThProBUs B IbpKaBaTa-uiIeHKa 110
OcUTYypsiIBaHE, Thi KaTO TOBA € HEU3MEHHA YacT OT MOJIy4YaBaHETO Ha €)EKTUBHO JICUCHUE B
Ipyra abpkaBa-uieHka. Huio He 3aabipKaBa AbpikaBaTa-d4jieHKa [0 OCUTYpsIBaHe Ja
BB3CTAaHOBSIBA HA OCUTYPEHOTO JIUIIE Pa3XOIUTE 3a JEKAPCTBEHU MPOAYKTH, IPEANUCAHU B
IbpKaBaTa-wICHKa 110 MECTOJIEUEHUE, KOUTO HE Ca BKIIIOUEHHU B 00E3IIETEHUATA,
MIPEI0CTAaBEHH Ha TOBA OCUTYPEHO JIMIIE OT 3aKOHOYCTaHOBEHATa CUCTEMA 3a COLMaIHa
CUTYPHOCT WJTU OT HaI[MOHATHATa CUCTeMa Ha 3[[paBeolla3BaHe Ha AbprKaBaTa-ujIeHKa 1o

OCHUTypsIBaHE.
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JIbpKaBUTE-WICHKH MOTAT Ja 3ama3saT OOIIUTE YCIOBUS, KPUTEPUUTE 32 JOMMYCTUMOCT U
peryaaToOpHUTE U aAMUHUCTPATUBHUATE (POPMATHOCTH 32 MOJI3BAHE HA 31PAaBHO
o0ciTy’kKBaHE 1 Bb3CTAHOBSABAHE HA Pa3XOAMTE 3a 3/I[paBHO 00CTyKBaHE, KATO HAIIPUMEpP
M3HUCKBAHETO 3a MperJie]l Ipu OOLIONPaKTUKYBAI JIEKap MPEeAU Mperie Npu CIelHaaIucT
WIN TIPEH MOJTy4aBaHETO Ha OOJIHUYHU TPIIKH, U BBB BPB3Ka C MAUCHTH, ThPCEIIN
31IpaBHO 0OCTYyXBaHE B Apyra JbprKaBa-4eHKa, aKO T€3H YCIOBHUs ca HEOOXOIUMH,
MIPOIOPLIMOHAIIHYU Ha LI€Ta U HE ca MPOU3BOJIHU WIH JUCKpUMHUHUpAIIU. ToBa Moxke aa
BKJIIOUYBA MPELICHKA OT 3[JpaBeH CHEIUAINCT WK padoTtemo B chepaTa Ha
3/IpaBeoIIa3BaHETO JIULIE, IPEJOCTABAIIO YCIYTH B PAMKUTE Ha 3aKOHOYCTaHOBEHA CUCTEMA
3a collallHa CUTYPHOCT MJIM Ha HallMOHAJIHATa CUCTEMA Ha 3/IpaBeolla3BaHe Ha
IbpKaBaTa-wICHKA 10 OCUTYPsIBaHE, KaTO HapUMep OOIIONPAKTUKYBAIIL JIeKap WU
JIeKap, MPeI0CTaBsI IbPBUYHA MEAUIIMHCKA TOMOILI, IPU KOTOTO MAIUEHTHT €
pEerucTpupaH, ako ToBa € He0OX0AMMO 3a OIpeIesIHE Ha MHANBUAYAIHUTE paBa Ha
3/paBHO 00ciyKBaHe Ha nauueHTa. [lopanu ToBa e nenecbo0pa3Ho J1a ce U3UCKBA
MOCOYEHHUTE OOIIH YCIOBUS, KpUTEpUU U (POPMATHOCTH J1a Ce MpuiIaraT mo 0OeKTHUBEH,
Mpo3padeH U HeAUCKPUMUHUPAILl HAUYKH U J1a ca IPeBapUTEIHO U3BECTHH, /1a Ce
OCHOBaBaT Ha ITbPBO MACTO Ha MEJUIIMHCKU CbOOpaKEHMsSI U J]a HE HajaraT JI0I'bJIHUTENIHA
TEXECT Ha NAIlMeHTUTE, ThPCEILU 3/IpaBHO 00CIyBaHe B Apyra AbprKaBa-uJeHKa, B
CpaBHEHHUE C MAllMEHTUTE, JIEKYBaHU B COOCTBEHATa UM JbprKaBa-ujeHKa 10 OCUTypsBaHE,
KaKTO M peLIeHMATA J1a Ce B3eMaT Bb3MOXKHO Haii-0bp30. ToBa He cieBa 1a 3acara
MPABOTO HA IbPKABUTE-WICHKH J1a OTIPEACIIAT KPUTEPUH HII YCIOBHS 32 MPEBAPUTEITHO
paspeleHre o OTHOUIEHHE Ha MallMeHTH, KOUTO ThPCAT 3paBHO OOCIIy)KBaHE B CBOSITA

ABbpiKaBa-4JICHKA 110 OCHUT'yPABaHC.
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[IpenBun cpredHara mpakTuka Ha Chaa, 00yCcIaBSHETO HA TOEMaHE HA Pa3XOAUTe 32
3/paBHO 00CITyKBaHe, MPEOCTABEHO B IpyTa IbpkaBa-ujieHKa, OT 3aKOHOYCTaHOBEHaTa
CHCTEMa 3a COIMaliHA CUTYPHOCT WJIM HAallMOHAJIHATA CUCTEMa Ha 37jpaBeora3BaHe OT
HAJIMYMETO Ha MPEBAPUTEIHO pa3pellieHue, € OrpaHMYaBaHe Ha CBOOOIHOTO JABM)KEHUE Ha
yciyru. CieioBaTenHo, KaTo 00110 MPpaBuiIo, IbpKaBaTa-ujieHKa [0 OCUTYpsIBaHE Clie/IBa
Jla He Hajlara yCJIOBHETO 3a MPEABApPUTEIHO Pa3pelIeHUE 3a [I0OEMAHE Ha Pa3X0JuTe 3a
3/IpaBHO 00CTy>KBaHe, MPEJOCTABEHO B JIpyra IbpsKaBa-4JieHKa, KOraTto npu
MIPEIOCTaBsIHETO My Ha HEilHa TEPUTOPHS pa3XoIUTe 3a TOBAa 00CIy)BaHe Ouxa OuIu
MOETH OT HEeWHATa 3aKOHOYCTAaHOBEHA CUCTEMA 3a COLIMAJIHA CUTYPHOCT WJIM HallMOHATHA

CHUCTCMA Ha 3JpaBCOIlla3BaHC.

[TorommTe OT MAMEHTH MEKIY AbP)KABUTC-YICHKU Ca OTPAHUYCHHU M CE OYaKBa Ja
OCTaHaT TaKMBa, ThH KaTO MO-TOJISIMA YacT OT nanueHTuTe B Chro3a morydaBar 3paBHO
oOciry>kBaHe B COOCTBEHATa CH IbpP)KaBa U MPEANIOYNTAT TOBA. BbIpeku ToBa, mpu
OIPE/ICTICHU 0OCTOSATEIICTBA MAUCHTUTE MOTAT JIa MOTHPCST HAKOU (OPMHU Ha 3/IPaBHO
o0CITy’)KBaHE B JIpyTa JbpKaBa-wieHKa. [[puMepuTe BKIIFOUBAT BUCOKO CICIIMATH3HUPAHH
TPYOKH WK 37JpaBHO 00CITy’)KBaHE, MPEIOCTABSIHO B TPAHUYHHU 00JIACTH, KBICTO Haii-
OIM3KOTO TOJXOISIIO 3APABHO 3aBEACHUE € OT JpyraTa cTpaHa Ha rpanunara. OcBeH
TOBA, HAKOM MAIIMEHTH UCKAT Ja ObJaT JIEKYBaHH B 4yKOHMHA, 3a 1a ObAaT OJU30 10
YJIEHOBE Ha CBOETO CEMEHCTBO, KOUTO MPeOMBaBaT B Apyra JbprKaBa-diIeHKA, WM 33 Ja
UMaT JIOCTBII 10 METOJ Ha JICYCHHUE, Pa3IMyeH OT TO3H, Ipe/siarad B IbpKaBaTa-4IeHKa MO
OCHUTypsIBaHE, WM 3aII0TO CYMTAT, Ye I MOTYy4aT M0-Ka4yeCTBEHO 3/[paBHO 0OCITY)KBaHE B

Ipyra abprKaBa-ujeHKa.
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CwraacHo TpaiiHaTta chaeOHa mpakTuka Ha Chlla IbpKABUTE-UJICHKH MOTAT J1a 00YCIIOBST
MMOEMAaHETO OT HAIIMOHAIHATA CUCTEMa Ha Pa3XOJAUTe 32 OOJTHUYHU TPUXKH, TPEIOCTABCHH B
Jpyra abpKaBa-uileHKa OT HAIMYUETO Ha MpeaBapuTeiaHo paspeuieHue. CbIbT MOCTAHOBH,
4ye TOBA U3UCKBAHE € €IHOBPEMEHHO HEOOXOJUMO U Pa3yMHO, Thil KaTO OpOST OOTHUIIH,
TAXHOTO reorpadcko pasnpene’eHne, HAYUHBT, 10 KOUTO Te ca OpraHu3upaHu, U
nH(ppacTpyKTypaTa, ¢ KOSTO pa3mnoiiarar, a I0pyu U BUABT MEAUIIMHCKO 00CTyKBaHE, KOETO
ca B ChCTOSIHME J]a MPEJIONKAT, ca BHIIPOCH, IO KOUTO IJIAHUPAHETO — KaTo 510
MpeIHa3HauYeHo J]a OTTOBOPU Ha PA3JIMYHU MOTPeOHOCTH — TpPsiOBa Ja Obe BH3MOXKHO.
CpabT IOCOYM, YE TAKOBA IUIAHUPAHE MMa 3a LIEJ J1a CE OCUTYPU JOCTAaThU€H U IOCTOSIHEH
JOCTBIT A0 OaTaHCUPaH CIIEKTHP OT BUCOKOKAYECTBEHO OOJIHUYHO JICYCHHE B ChOTBETHATA
IObpxaBa-wieHka. Hapen ¢ ToBa To moAmoMara 3a10BOJIIBAHETO HA YKEJIAHUETO Ja Ce
OCUTYPH KOHTPOII Ha Pa3X0JIUTE U, TOKOJIKOTO € Bb3MOXKHO, J1a ce N304rBa pa3XuIeHUEeTo
Ha ()MHAHCOBH, TEXHUYECKU M YOBEIIKH pecypcH. Bpenara oT mogo0HO pa3xuiilaBaHe
cropex CbJia € o1ie Mo-rojisiMa, KaTo ce uMa MnpeaBu, 4e 0€3CIOpHO CEKTOPBT Ha
OOJHUYHHUTE TPIKU € U3TOYHUK HA 3HAYUTEITHU Pa3Xo/iy U TpsOBa J1a OTroBaps Ha
HapacTBalY HYXIU, J0KaTO (UHAHCOBUTE CPEICTBA, OTACICHH 32 3[JpaBeONa3BaHETO,

HE3aBHUCHUMO OT M3IIOJI3BaHUA HAYMUH Ha q)HHaHCHpaHe, HC Ca HCOIrpaHU4YCHHU.
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Copiure ch00pakeHHsI BaXKaT U IPH 3/IpaBHO 00CITy)KBaHE, KOETO HE Ce TMPEIOCTaBs B
OOJHHMIIA, HO 33 KOETO Ce IMpHJIaraT ChIIUTE M3UCKBAHU 32 IJIAaHKPaHe B Abp)KaBara-
YJICHKA [0 MecToJieueHre. Moxe Jia cTaBa BhIIPOC 3a 3[paBHO 00CIYKBaHE, KOETO
M3UCKBA IUTAHMPaHe Mopaan (Gakra, 4e BKIOYBA MOJI3BAHETO HA BUCOKOCTICIHATN3UPAHA 1
CBBbp3aHa ChC 3HAUYUTEITHH Pa3Xxoa1d MEIUIMHCKA HHPPACTPYKTYpa UIH MEAULIUHCKO
obopynaBane. [IpenBuI TEXHOJIOTUYHUS HAMPEABK pa3pab0TBaHETO HA HOBH METO/IU 32
JIeYeHHE U PA3INYHUTE MMOJUTHKH HA IbP)KABUTE-YWICHKH 110 OTHOILCHUE HAa MSICTOTO Ha
OOJHMIMTE B TEXHUTE CUCTEMH Ha 3J[paBeolla3BaHe, BBIIPOCHT JajlH TO3HM BUJI 31PABHO
o0CITy>)KBaHE ce TPeAOCTaBs B OOJTHUYHA WM aMOyIaTOpHa 3paBHA HH(PpACTPYKTypa HE €

OT pfuaBallo 3HAYCHHUEC IIPU B3CMAHCTO HA pCHICHUC OAJIA € HE00XOIMO IJIaHrupaHe.

[IpenBu 0OCTOSTENCTBOTO, Y€ ABPIKABUTE-WICHKHU OTTOBAPAT 32 OMPEICISTHETO Ha
MpaBuJia O OTHOLICHHE Ha YIIPaBICHUETO, U3UCKBAHUATA, CTAHJAPTUTE 332 KAYECTBO U
0€30MacHOCT U OpraHU3aIMsITa U IPEIOCTABIHETO HA 3/[PAaBHO 0OCTYKBaHE, U Ye
MOTPEOHOCTUTE OTHOCHO INIAHUPAHETO Ca PA3IMYHU B PA3IMIHUTE JbPKABU-UICHKH,
IbpKABUTE-WICHKH CIieBa J1a UMAT MPABOTO Ja PellaBatr Aajld UMa HEOOXOAUMOCT OT
BBBEXAHE HA CHCTEMA 3a MPEIBAPUTEIIHO pa3pelIeHre U, ako TOBa € TakKa, Ja OMpPeeiaT
3/IpaBHOTO OOCITy’KBaHE, KOETO M3MCKBA MPEBAPUTEIHO pa3pellieHNe B KOHTEKCTa Ha
TaXHaTa CUCTEMA, B CbOTBCTCTBHUEC C KPUTCPUUTE, OMPCACIICHU OT HACTOAIIaTa JUPCKTHUBA
Y TIpU OTYMTaHe Ha mpakTukaTta Ha Chaa. MHpopManusTa OTHOCHO TOBa 3/IpaBHO

O6CJ'IY)KB8.H€ cjaecaBa Ja 6’5}.‘[6 npeaABapUTCIIHO HY6J'II/ILIHO OIIOBCCTCHA.
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Kputepunre 3a 1aBane Ha IpeaBapUTEIIHO pa3pelIeHre ciieBa 1a 0b1aT 000CHOBAHU C
UMIEpaTUBHUA IPUYMHU OT OOII MHTEPEC, KOUTO MOTAT J1a 000CHOBAT MPEYKH 3a
CBOOOTHOTO JIBMDKEHHUE HA 37paBHO OOCITy)KBaHE, KATO HAlPUMEpP M3MCKBAHUSATA 32
TUTAHUPAHE, CBhP3aHH C [IEJITa 3a TApaHTUPaHE Ha JIOCTAThYCH M MTOCTOSIHEH JOCTHIT 10
OallaHCUpaH CIEKTHP OT BUCOKOKAYECTBEHO JICUCHHE B ChOTBETHATA JIbPKaBa-WICHKA, WIIN
ChC CTpEMErKa 3a KOHTPOJI Ha Pa3XxoAnuTe U N30STBaHe, TOKOJIKOTO € B3MOXKHO,
pa3XUIICHUETO Ha (PUHAHCOBHU, TEXHUYECKH U YOBEIIKU pecypcH. ChABT OCOYH HAKOIKO
BB3MOKHU ChOOPaKEHHSI: PHCKA OT CEPUO3HO HapyliaBaHe Ha (pMHAHCOBHUs OaaHC Ha
crcTeMara 3a ColMaliHa CUTYPHOCT, IIeJITa 3a MOAIbpKaHe, [0 ChOOpaXKeHUs 3a
00IIECTBEHO 3/JpaBe, Ha OaTaHCHPAHO METUITUHCKO U OOJTHUYHO OOCITY)KBaHE, JOCTHITHO 32
BCUYKH, U II€JITa 32 TIOJ/IbP)KaHE Ha KalalUTeTa 3a JICYCHUE MIIM KOMIIETEHTHOCTTA Ha
CINCIUAIMCTUTE HA HAITMOHAIHA TEPUTOPHS, KOUTO Ca PEIaBaIlo 3HAUCHHE 32
OOIIECTBEHOTO 37paBe M IOPH 3a OIIENIIBAHETO HA HaceJIeHUeTo. BaxkHO € chio 1a 0b1e
OTYETCH U OOLTUSAT MPUHITUI 3a TapaHTHPaHE HAa OE30MMACHOCTTA Ha TAI[UCHTA B CEKTOP,
XapakTepusupail ce ¢ UHHOpMaIIMOHHA aCUMETPHSI ITPH YIIPABIICHUETO HA CHCTEMAaTa 3a
MpeBapUTEIIHO pa3penieHue. M o0paTHO, OTKa3bT Ha PEABAPUTEITHO Pa3peIICHUE HE
MoKe J1a Ob/1e 000CHOBAH C apryMeHTa, Y€ UMa CIIMCHIM Ha YaKalluTe Ha HAIIMOHATHA
TEPUTOPUA, UCIIAIIN Ja CC IMO3BOJIU MPEAOCTABAHETO HA OOJIHUYHU IpHXHU Ja 6”[)}16
TUTAHUPAHO U YIIPABISIBAHO Bh3 OCHOBA HA MIPEIBAPUTEITHO ONPE/ISIICHNA OO KIIMHUIHH

IIPpUOPUTCTH, 0e3 Ja Cc€ IIpOBCAC 00CKTHUBHA MCIUIIMHCKA OLICHKA.
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CeriacHo TpaitHara npaktuka Ha Ch/1a KpUTEpUUTE 32 1aBaHe WU OTKa3 Ha
MIPEBAPUTEIIHO pa3pelIeHue ce/iBa 1a ObJaT CBEACHH /10 TOBA, KOETO € HE0OXOAUMO U
MIPOIMOPLIMOHAIIHO MPEABH/ T€3U UMIIEPATUBHU CHOOPaKEHHS OT OOIIECTBEH UHTEPEC.
CrnenBa na ce oTOenexHu, 4e Bb31€UCTBUETO Ha MOOMITHOCTTA Ha MAlMEHTa BbPXY
HAIlMOHAJHUTE CUCTEMU Ha 3/IpaBEOlla3BaHE MOXKE J1a € pa3jinyHa B IbP’KaBUTE-UJICHKU
WIH B PA3IUYHUTE PETUOHU HA IbPKABUTE-WICHKH, B 3aBUCHMOCT OT (haKTOPH KaTo
reorpacko MECTOIOJIOKEHHE, €3UKOBa Oapuepa, pa3noioskeHrne Ha OOJIHUIIUTE B
IpaHUYHHUTE PaiOHU WK OpOsl Ha HACEJIEHUETO U OI0JKETa 3a 3/IpaBHO 00CITy>KBaHE.
CrenoBarenHO IbpKABUTE-UYJICHKH OTTOBAPSAT 32 ONPEACITHETO Ha TAKUBA KPUTEPUH 32
0TKa3 Ha MPEABAPUTEIHO PAa3pELICHUE, KOUTO ca HEOOXOAUMHU U MPOIOPLIUOHAIIHYU B
KOHKPETHHS KOHTEKCT, KaTo IMPU TOBAa OTYMTA U KOE 3/I[paBHO 00CTyKBaHe MoMnaja B
o0xBaTa Ha CUCTeMara 3a MPEeIBAPUTEIIHO pa3pelIeHne, Thil KaTO HIKOHU BHJIOBE JICYCHHE C
BHCOKO CTICIMAIM3UPaH XapakTep e ObAaT 3acerHaTH MO-JIECHO, TOPH OT OTPaHUYCH
U3XO0J41l MOTOK nanueHTu. Cae10BaTeHO IbPKaBUTE-WICHKH CJIe/IBa Jja Morar Ja
OTIPEACTIAT PA3IMYHU KPUTEPHH 32 OPraHU3alKATa Ha 3PAaBHOTO OOCITYKBaHE 3a
pa3IMYHUTE PETMOHU WK 32 IPYTH ChOTBETHU aMUHUCTPATUBHU PAaBHUIIA, UM 32
pa3IMYHUTE BUIOBE JI€UEHUE, IPU YCIOBHUE YE CE OCUTYpsBa IPO3PAYHOCT U JIECEH JOCTHII

JI0 CUCTeMAaTa U KPUTEPUUTE Ca TIPEABAPUTEITHO MyOJTMIHO OTIOBECTEHH.

Koraro nanueHTsT nMa rnpaBo Ha 3/IpaBHO 00CIy>KBaHE M TOBA 3[paBHO OOCITYyKBaHE HE
MoKe J1a Ob/ie OCUTYPEHO B 000CHOBaH OT MEAMIIMHCKA IJIe/THa TOUKa CPOK, IbpKaBaTa-
YJIEHKA [10 OCUTYPsIBaHE CIIE/BA 10 MPUHLMUII 12 € 3abJDKEHA J1a 1aJie IPEABAPUTEIHO
pazpeiienue. Bee nak, npu onpeneneHu 00CTOATENCTBA TPAHCTPAHUYHOTO 31PaBHO
o0ciTy’kKBaHE MOXe€ J1a M3JI0’KU MallMeHTa WK HAaCeJIEHNETO Ha PUCK, KOWTO Ha/JensaBa HaJ
MHTepeca Ha MalMeHTa J1a NOoJdy4H XKeJaHOTO TPAHCTPAaHWYHO 37paBHO oOciIykBaHe. B
TaKMBa Cllyyau IbprKaBaTa-ujeHKa [0 OCUTypsiBaHE CJIeJBa Jla MOXeE Ja MOCTAaHOBH OTKa3
10 MCKaHe 3a MpeABApUTEIHO pa3pelleHne, KaTo Mpy ToBa JIbpKaBaTa-uiIeHKa 110

OCUT'YypsIBaHC CJI€ABA Ja HACOYHU MAIIUCHTA KbM aJITCPHATUBHU PCIICHUS.
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IIpu Besiko MoOXKEHME, aKO IbpKaBa-4wIEHKA PEIN Ja YCTAHOBU CUCTEMA 3a
MIPEIBAPUTEIIHO Pa3pelICHUE 32 TOEMaHEeTO Ha Pa3Xxoau 3a OOJIHUYHU HITH
CHelalu3upaHy TPHKHU, MPEJOCTaBEHHU B Ipyra Abp)KaBa-ulIeHKa B CbOTBETCTBHE C
pasnopenduTe Ha HacTOAIIATa AUPEKTHUBA, Pa3XOAUTE 32 TAKUBA IPUXKHU, PEAOCTABEHU B
Apyra IbpXKaBa-4JIeHKa, ChIIO cJe/Ba 1a ObJaT Bb3CTAaHOBEHH OT JbpiKaBaTa-wiIeHKa MO
OCUTYpSIBaHE /IO pa3Mepa Ha pa3xoauTe, KOUTO Ouxa OMIIM MOETH, aKO CHIIOTO
oOciyBaHe € OMJI0 MPeJ0CTaBEeHO B IbpKaBaTa-4JieHKa [0 OCUTypsBaHe, 0e3 /1a ce
MIPEeBUILIABAT ACHUCTBUTEITHUTE PA3X0/IH 3a MOJYyYeHOTO JiedueHne. Brpeku ToBa, Koraro ca
U3ITBJIHEHH ycloBuATa, npensuenu B Permament (EMO) Ne 1408/71 unu B Pernament
(EO) Ne 883/2004, pa3penieHreTo ciieiBa J1a ObIe 1aeHO U 00E3METCHHSITA - OTITYCHATH
B choTBeTcTBUE C Pernament (EO) Ne 883/2004, ocBeH ako MaueHTHT HE € U3SBUIT IPYTO
xenanue. ToBa ciieqiBa 1a ce mpujara no-creuanHo B Cllydan, KOraTo pa3pelieHrueTo e
JaJIEHO clie/l aIMUHUCTPATUBHO UJIU ChJCOHO Ipepasriiexk/1aHe Ha UICKaHETO U
3aCErHaToToO JIUIIE € MOJIYYMJIO JIEUEHHUE B Ipyra JAbpikaBa-wieHka. B To3u ciyyaii
yjieHOBe 7 U 8 OT HacTosIIATa IMPEKTUBA ClIe/Ba Ja HE ce mpuiaraT. ToBa e B
CHOTBETCTBUE C MpakTukaTa Ha Chla, Copea KOATO MalUeHTH, MOTYYHIIN OTKAa3 3a
IIPEIBAPUTEIIHO pa3pelleHre 0 MPUUNHHU, KOUTO BIIOCJIEICTBUE ca O0SIBEHU 3a
HEOCHOBATEJIHU, UMAT MPaBO HA TOBA Pa3XOJUTE 3a JICUEHHE, TOJIYUEHO B JIpyra JIbpKaBa-
YJIeHKa, Ja UM OBJIaT U310 Bb3CTAHOBEHH B ChOTBETCTBUE C pPa3oOpeONTe Ha

3aKOHOAATCJICTBOTO HA AbpiKaBaTa-4JICHKA 10 MCCTOJICUCHHUC.
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[Iponietypute 1Mo OTHOIIEHHE HA TPAHCTPAHUYHO 3/IPAaBHO 0OCTYXKBaHE, yCTAHOBEHU OT
Ibp)KaBUTE-WICHKH, CIIE/IBA 1a IPEJOCTABAT Ha MAllMEHTUTE TapaHLIUH 32 00EKTUBHOCT,
JIMIICa Ha JUCKPUMHUHALMSA U PO3PAavYHOCT, TaKa 4ye Jja rapaHTUparT, 4e PEeLIeHUsATa Ha
HaI[MOHAJIHUTE OPI'aHU CE€ B3eMaT HABPEMEHHO U IIPU IIbJIHO 3a4UTaHe Ha Te€3U 00U
MPUHIUIH U Ha KOHKPETHUTE OOCTOSATENICTBA BBB BCEKHU citydail. ToBa cieqBa za ce
OTHACs U 32 Bb3CTAHOBSIBAHETO Ha MPAKTUKA HA Pa3XOAUTE 3a 3/I[paBHO 00CTyKBaHE,
HalpaBeHHU Ha TEPUTOPHUATA Ha Apyra JbprKaBa-dIEHKa, cJe]l KaTO NallMEeHTHT € IMOJIy4ul
neueHuero. Llenecbobpa3Ho € pu HOpMaIHU OOCTOATENICTBA MALUEHTUTE Ja UMaT IIPaBo
71a TOJTy4yaT peleHre OTHOCHO TPAHCTPAaHHUYHOTO 3/IPaBHO 0OCTYKBaHE B Pa3yMEH CPOK.
Bce nak To3u cpok cienBa 1a 0bjie ChbKpaTeH, KOraTo TOBa Ce Hajara OT CIIEHIHOCTTa Ha

BBIIPOCHOTO JICUCHHUC.

3a 1a Morar maueHTHTe Jja YIPaXKHABAT Ha MPAKTHUKA MPABOTO CH HA TPAHCTPAHUYIHO
3IIpaBHO 00CTyXBaHe, € HE0OXOAMMa OAXO0IAIIa HH(POPMALIKS IO BCHYKH OCHOBHH
aCIIeKTH Ha TPAHCTPAHUYHOTO 3JIPABHO OOCTYXBaHE. 32 TPAHCTPAHUIHOTO 3APABHO
00CITy’)KBaHE €IMH OT MEXaHU3MHUTE 3a MPEJOCTaBsHE HA TaKaBa HH(POPMAIIUS € Ch3JaBaHe
Ha HaIIMOHAIHH TOYKH 32 KOHTAKT BbB BCsIKa AbpkaBa-uieHka. CrneBa na Obe
onpeneneHa nHGopMaIusaTa, KOSTO 33 bJDKATETHO TPsiOBa Ja Ob/1a Mpe1oCcTaBeHa Ha
IIAaITUCHTUTEC. HaHI/IOHaJ'IHI/ITe TOYKH 32 KOHTAKT 00aue Morat Ja IpeaoCTaBAT IMMOBEYEC
nHpopManus Ha T0OpPOBOJIHA OCHOBA, a CHIIIO M ¢ oaKpenara Ha KomucusiTa.
WNudopmanusra cienBa a ce MpeJocTaBs Ha NAlMEHTUTE OT HAIlMOHATHUTE TOUYKH 3a
KOHTAKT Ha HAKON OT O()MIIMATHUTE €3UIM Ha bpKaBaTa-4IeHKa, B KOSATO ca
Pa3noJI0KEHN TOYKUTE 32 KOHTAKT. MTHpopMarusaTa Mmoxe a Ob/1e IpeaocTaBeHa 1 Ha

JPYTU €3UIIH.
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Pemenusita oTHOCHO popmara v Opost Ha TEXHUTE HAIIMOHATIHHU TOYKHU 32 KOHTAKT Ce
B3€Mar OT JIbp’KaBUTE-UJIEHKU. Te3U HAlMOHAIIHM TOYKH 32 KOHTAKT MOraT ChIIO Taka Ja
ObJaT BKIIOYEHH B CHIIECTBYBAIIM HH(DOPMALIMOHHU LIGHTPOBE UJIU /1a C€ U3rPaIsT Ha
OCHOBAaTa Ha TaKMBa LIEHTPOBE, MPU YCIOBHE Y€ CE IOCOYH SICHO, Y€ TE Ca ChILO TaKa
HAIIMOHAJIHU TOYKH 332 KOHTAKT IO BBIIPOCUTE HA TPAHCTPAHUYHOTO 3PAaBHO OOCITyKBaHE.
HanronannuTe TOYKM 32 KOHTAKT cJie/iBa 1a ObJaT YCTAHOBEHH 10 e(PUKACEH U MPO3padyeH
Ha4yuH U CJIe/IBa J1a MOTaT J1a C€ KOHCYJITUPAT C OpraHU3aliy Ha MMALlUEHTUTE,
3/IpaBHOOCUTYPUTEITHUTE HHCTUTYIIUHU U IOCTABUMIIUTE HA 3/IpaBHO 0OCITy>KBaHE.
HanponanauTe TOYKM 32 KOHTAKT CJIe/(Ba /1a pasoJiarar ¢ moaxo/sima nHppacTpykrypa 3a
IIpeloCTaBsiHE Ha MH(OpMalKs 10 OCHOBHUTE aCIEKTH Ha TPAHCTPAHUYHOTO 37PaBHO
obciyxBaHe. Komucusra ciensa 1a paboTH CbBMECTHO C AbpPKABUTE-UWICHKH C LIeJ J1a Ce
YJIECHH ChTPYJIHUYECTBOTO OTHOCHO HAIIMOHAJIHUTE TOYKH 33 KOHTAKT 32 TPAHCTPAHUYHO
3/1paBHO 00CITy’KBaHE, BKJIIOUUTEIHO KaTO IPe0CcTaBs Ha paBHUILETO Ha Chio3a
nHpopManus B Ta3u Bpb3ka. ChIIECTBYBAaHETO HAa HAIIMOHATHU TOYKHU 32 KOHTAKT CIIE/IBa
J1a HE JINILABA IbPKaBUTE-UJIEHKH OT Bb3MOKHOCTTA /1a YCTAHOBSIBAT JPYTU
B3aMMOCBBP3aHU TOUKH 32 KOHTAKT Ha PETMOHAIIHO WJIM MECTHO PaBHHUILE, ChOTBETCTBAIN

Ha CHGIII/I(l)I/I‘-IHaTa opraHusanyia Ha TCXHUTC CUCTCMU Ha 3IPaBCOIIa3BaHC.
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(50) JIbpKaBUTE-WICHKH CJIE/BA [1a YIECHIBAT ChTPYAHUYECTBOTO MEXY TOCTABUNLIUTE HA
3/IpaBHO 00CITy’KBaHE, OJ3BATEINTE U PETYJATOPHUTE OPraHu Ha pa3IMuHUTE IbP>KaBU-
YJIGHKHU Ha HAI[MOHAJIHO, PErMOHAIHO WK MECTHO PaBHHUILE, C LIEJ J1a CE OCUTYPH
0€e301acHO, BUCOKOKaYECTBEHO U €(pUKACHO TPAHCTPAHUUYHO 3ipaBHO 00ciykBaHe. ToBa
6u Moruo 1a Ob1e 0T 0c00EHO 3HAaYEHUE B TPAHUYHUTE PAiiOHH, B KOUTO TPAHCTPAHUYHOTO
MPEOCTaBsIHE HA YCIIYTH MOXeE J]a C€ OKa)Ke Hall-e(PUKACHUAT HAYMH 32 OpraHu3MpaHe Ha
3/IpaBHUTE YCIIYTU 32 MECTHOTO HAaceJIeHUE, HO B KOUTO 3a IOCTUTAHETO HAa YCTONYHUBO
TPaHCTPAHUYHO MPEJAOCTABSHE Ha TAKUBA YCIYTH € HEOOXOUMO CHTPYAHUYECTBO MEXKAY
CUCTEMMTE Ha 3paBeoOla3BaHEe Ha Pa3IMYHUTE AbprKaBU-UWICHKU. ToBa CbTPYIHUUYECTBO
MOJKE Jla C€ u3pa3sBa B CbBMECTHO IIJIaHUPaHE, B3AUMHO IIPU3HABAaHE WM aJjallTUpaHe Ha
MPOLIEYPUTE UJIH CTaHJAPTUTE, ONIEPaTUBHATA ChbBMECTUMOCT Ha ChOTBETHUTE
HAI[MOHAJTHU CUCTEMHU Ha MHPOPMAIIMOHHU U KOMYHUKAIIMOHHHU TEXHOJIOTHH (IT0-HATATHK
»AKT”), mpakTuueckuTe MEXaHU3MU 32 OCUTYpsIBaHE Ha IPUEMCTBEHOCT Ha TPUIKUTE WIIN
MPAaKTUYECKO MOIIOMaraHe Ha TPaHCTPAHUYHOTO MPEAOCTABSIHE Ha 3IPaBHO 00CITy)KBaHE
OT 3JpaBHU CHEIUAIKNCTH C BPEMEHEH XapaKTep WIH CllydaeH npuHuuil. CbriacHoO
Hupektusa 2005/36/EO na EBponeiickus napaamenT u Ha CpBeta ot 7 cenremBpu 2005 r.
OTHOCHO IPH3HABAHETO HA MPOECHOHATHITE KBAIHHKAIMH CBOGOIHOTO IPEIOCTABSHE
Ha yCJIYTH C BpEMEHEH WJIM CIIy4aeH MPUHIINII, BKIFOUUTEIHO HA YCIYTH, IPEJOCTaBIHU OT
3/lpaBHU CIIELMAINCTH B Jpyra AbprKaBa-ujeHKa, HE C€ OrpaHUyaBa Ha KaKBOTO U Ja €
OCHOBAaHHUE, CBBP3aHO C MPO(ECHOHATHU KBATU(UKALIUH, IPU CIIA3BAaHETO HA CHEIMATHUTE
pasnopenom Ha 3aKkoHoaTeNcTBOTO HAa Chro3a. HacTosmara nupekTuBa ciejiBa a He

3acsira upextusa 2005/36/EO.

! OB L 255, 30.9.2005 r., cTp. 22.
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(52)

Komucusita ciensa 1a HachpuaBa ChbTPYIHUUECTBOTO MEXTY AbPKABUTE-YICHKU B
obnacture, mpeaBUACHH B I1aBa [V oT HacTosara TUPEKTHBA, U MOKE, B CbOTBETCTBHE C
yieH 168, maparpad 2 JI®EC u B TeceH KOHTAKT ¢ Abp)KaBUTE-YWICHKH, Ja TpearprueMa
BCSAKAaKBHU IMOJIE3HU MHUIIMATHBY 32 YJIECHABAHE U HAChbpUYaBaHe Ha MOJI00HO
chTpyaHudecTBo. B To3u konTekeT Komucusita ciensa na HachbpyaBa ChTPYIHUYECTBOTO
MIPY MPEAOCTABIHETO HA TPAHCTPAHUYHO 37JPaBHO OOCITY’)KBaHE Ha PETUOHAITHO U MECTHO
paBHUIIIE, O-CIIEIUAIHO KaTO Ha0elsA3Ba OCHOBHUTE MPEUKH MPeJ ChTPYAHUUECTBOTO
MEX1y JIOCTaBUMIIUTE Ha 3APAaBHO OOCIyKBaHE B IPAHUYHUTE PETMOHU U KaTO OTIIPaBs
MPEMOPBKH U pa3npocTpaHsBa HHGpopManus 1 Hali-100py IPAKTHKY 32 HAYMHUTE 32

Mpeoa0JIsIBaHC TC3U IIPCUYKH.

JbprKkaBaTa-4I€HKa 10 OCUTYpsIBAHE MOXKE J1a CE HY)KIae OT IIOTBBPKICHUE, Ye
TPAHCIPAHUYHOTO 3/IPaBHO 0OCITyXBaHe I11e ObJe MU € OUII0 IPEJOCTABEHO OT 3aKOHHO
IIPAaKTUKYBAILl 3paBeH crenuanuct. CienoBaTeaHo € Helnecbo0pa3Ho Ja ce TapaHTupa, ue
nH(pOpMaKATa OTHOCHO IPAaBOTO HA MPAKTUKYBAaHE, KOSITO CE ChIbpPKa B HAIIMOHATHUTE
WJIM MECTHUTE PETUCTPU HA 3APABHU CIICLUAINCTH, aKO TAKUBA Ca Cb3J1aJICHU B
IbPKaBaTa-YWICHKA 10 MECTOJICYCHUE, CE NIPEJOCTABS Ha OpraHUTE Ha AbprKaBaTa-4ICHKa

I10 OCUTYpsAABAHEC ITPU ITONUCKBAHC.
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Koraro nekapcTBeHU IPOAYKTH ca pa3pelieHd B JaJieHa JbprKaBa-uIeHKa U ca
MpEeANUCaHu B Ta3M IbpKaBa-uJeHKAa HA KOHKPETEH MallMeHT OT MPEACTaBUTEN HA
periiaMeHTHpaHa rnpodecus B 00J1acTTa Ha 3/[paBeoIa3BaHeTO MO0 CMUCHIIA Ha

Hupextusa 2005/36/EO, o npuHIMI ciie/iBa 1a 0b/ie Bb3MOXKHO TaKHBa MEIUITUHCKH
Mpeanvcanus aa ObIaT MPU3HABAHHU OT MEIUIIMHCKA TJICIHA TOYKA U U3ITBIHSIBAHH 32
JIEKApCTBEHUTE MPOAYKTH B APYyTa JIbpikaBa-ujieHKa, B KOSTO JIEGKAPCTBEHUST MIPOIYKT €
paspenieH. [IpemaxBaHeTo Ha PEryIaTOPHUTE U AAMUHUCTPATUBHUTE MIPEYKH TIPE]T
moA00HO MpHU3HABAHE CJIE/IBA JIa HE 3acsira HE0OXOIMMOCTTa OT ChOTBETHO OJJ00pEHUE OT
JIEKyBaIIHs JIEKap uiu GapMalieBTa Ha IMalueHTa BB BCEKH OTJICJICH Cy4all, ako TOoBa ce
Hajara OT IPHUHIIUIA 32 3aKPHJIa Ha YOBEIIKOTO 3/IpaBe U € HE0OXOAUMO U
MIPOIOPLIMOHAIIHO Ha Ta3u 1ei. [Ipu3HaBaHeTo HAa METUIIMHCKO MPEANHUCaHne OT Jpyra
JbprKaBa-4JICHKA CJIC/IBA JIa HE 3acsara HUKOE Mpo(eCHOHATHO WM €TUYHO 3aIbJDKCHUE,
KOETO Ou mpuHYIII0 (hapMaleBTUTE Aa OTKaKaT Ja M3ITBJIHAT npeanucanueto. [1onodHo
MPU3HABaHE OT MEIUIIMHCKA TJIeHA TOYKA CIeBa CHIIO TaKa Jla HE 3acsra peuieHueTo Ha
IbpKaBaTa-wICHKA 10 OCUTYPsIBAHE J1a BKJIIOYU MOI0OHU JIEKapCTBEHU MPOAYKTHU CPEN
JIEKapCTBEHUTE MPOJYKTH, 32 KOUTO ce Mpuiiarat o0e3meTeHusITa Ha CUcTeMara Ha
COIIMAJIHA CUTYPHOCT, MO KOSITO € OCUT'YpeH manueHThT. OCBEH TOBa Cle/Ba Ja ce
otOemnexu, e rmpaBujaTa 3a B3auMHO MPU3HABaHE Ha METUITMHCKUTE TPEITUCAHUS HE
3acsrar Bb3CTAaHOBSBAHETO Ha Pa3XOJUTE 3a JIGKAPCTBEHH MPOAYKTH , 33 HETO C€ Tpuiarat
o0IIHTe MpaBUIia 32 Bb3CTAHOBSBAHE HAa PA3XO0/IU 32 TPAHCTPAHUYHO 3/IPaBHO 00CTyKBaHE
no rinasa III ot HacTosimarta nupektuBa. [IpunaraneTo Ha MpUHIIKIIA HA TPU3HABAHETO
cienBa Jia Ob/ie YIECHEHO OT MPUEMAaHETO Ha MEPKUTE, HEOOXOAMMU 32 OCUTYPsIBaHE
0€30MacHOCTTa Ha MAIMEHTUTE U NMPEJOTBPATIBAHE HA €BEHTYATHUTE 3JI0YNOTPEOr TN
TPEIIKY C IEKApCTBEHH MPOIYKTH. Te31 MEpKH Clie[[Ba 1a BKIIOUBAT IpUEeMaHe Ha
HEU3UepIaTeieH CIIUCHK OT €IeMEHTH, KOUTO Ja ObJIaT BKIOYEHH B METUIIUHCKUTE
npeanucanus. Hummo He cienBa 1a Bb3MPENsITCTBA AbPKABUTE-YICHKU JIa BKIIIOYAT
JOTBJIHUTEITHU €JIEMEHTH B CBOUTE MEIUITUHCKH MPEANUCAHUS, JOKOJIKOTO TOBA HE MPEYN
Ha IPU3HABAHETO HA METUIIMHCKU MPEIMUCAHMS OT IPYTH IbPKaBU-YWICHKH, KOUTO
ChJIBPIKAT OOIIMSI CIUCHK OT eJeMeHTH. [[pr3HaBaHeTO HAa METUIIMHCKUTE TIPEITUCAHS
cJie/iBa ChINO Taka Ja ce Mpujiara o OTHOIICHUE Ha MEIUITMHCKUTE U3JIEIHsI, KOUTO
3aKOHHO Ca ITyCHATH Ha Ta3apa B AbprKaBaTa-uwiIeHKa, B KOATO MEIUITMHCKOTO U3/IEIHE II1e

CC MPEAOCTaBH.
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KomMmucusita cneasa 1a noamnomara npoabbKaBaloTo pa3Butue Ha EBponelickure
pedepeHTHN MpeXH MEXTy JOCTABUHUIIM Ha 3[paBHO 00CITYy)KBaHE M €KCIIEPTHU LIEHTPOBE
B IbpKaBUTe-wieHKH. EBpomnelickute pedepeHTHU MpeXH MOrat Ja mogo0psT JOCThIIA 10
JTMArHOCTHKA U MPEJIOCTaBIHETO HA BUCOKOKAUYECTBEHO 3/IpaBHO 0OCITyKBaHE Ha BCUUKHU
MAIMEeHTH, YUETO ChCTOSHUE U3UCKBA 0COOEH 00eM pecypcH M €KCIIEpPTHO MO3HAHUE, ’
OMxa MOTJIM CBHILO TaKa J1a M3MBIHABAT (DYHKIHMATA HA IEHTPOBE 32 MEIUIIMHCKO O0yUYeHHE
U U3CJe/IBaHUsl, pa3npoCcTpaHsBaHe Ha HHPOpPMAIHUS U OlleHKa, 0COOEHO 3a peIKu
3a0osnaBanus. CreoBaTeIHO ¢ HACTOSIATa JUPEKTUBA IbP>KaBUTE-UJICHKH CJIe/[Ba 1a
ObJaT HAChPUEHH J1a 3aCUIIAT MPOABIDKABAIIOTO pa3BuTHE HAa EBponelickute pedepeHTHH
Mpexu. EBponeiickute pehepeHTHH MpPEXU c€ OCHOBABaT Ha JI0OPOBOJIHOTO y4acTHE Ha
cBouTe WwieHoBe, HO Komucusra ciena ga pa3paboTu KpUTEPUH U YCIOBUS, KOUTO T€3U

MPCXKU a UBITBJIHAT, 3a Jd MOIraT Ja I1oJIydaT IHOAKPEIia OT Komucusra.

Cwraacuo Permament (EO) Ne 141/2000 na EBponeiickust napiamenT u Ha CbBerta oT 16
niekeMBpH 1999 T. 3a eKapcTBaTa CHPAIH . PeIKK 3a00IBAHMS Ca TE3H, KOUTO JOCTHTAT
npar Ha npeo0janaBaHe, KONTO He HaBUIIaBa et ciaydas Ha 10 000 nuua, KaTo BCUYKU
T€ ca TEKKU, XPOHUYHHU U YE€CTO )KMBOTO3acCTpalaBamy. Hiakou manueHTy, 3aceruaTa oT
penku 3a00JsBaHMsl, ca U3MPABEHU NIPEl TPYIHOCTH MPHU MOJTyYaBaHETO Ha JUArHO3a U
JIeYeHHUE, C KOUTO J]a TOI00OPAT Ka4eCTBOTO CH Ha JKMBOT U JIa TOBUIIIAT OYaKBaHaTa
MPOIBHKUTEIIHOCT Ha )KMBOTA - TPYJHOCTH, KOMTO Ca OTUYETEHHU U B MpEnopbhKaTa Ha

Cobaeta ot 8 toHu 2009 r. 3a feiicTBue B 061acTTa Ha peIKUTE 3a60ISBAHMS .

1

2

OB L 18, 22.1.2000 r., ctp. 1.
OB C 151, 3.7.2009 ., cTp. 7.
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(56) TexHONMOrnyHUAT HaNpeAbK B TPAHCTPAHUYHOTO MPEJOCTAaBSIHE Ha 3[paBHO OOCITy)KBaHe
ype3 UKT Moxke na qoBeie 10 HEACHOTA BbB Bpb3Ka C YIIPAXKHIBAHETO HA HAA30PHUTE
MIPaBOMOIIHUS HA IbP>KABUTE-UJICHKH, KATO [0 TO3U HAUMH BB3IPENATCTBA CBOOOTHOTO
JBUKEHHE Ha 3/I[paBHO 00CITYBaHE U MOPOIN €BEHTYAIHU JOIbIHUTEIHU PUCKOBE 32
3aKpuiiara Ha 3paseto. B Cpro3a ce mpuiiarat ChIleCTBEHO pa3IMYaBallly ce U
HEChbBMECTUMHU (DOPMATH U CTaHJIAPTHU 3a MPEIOCTaBsIHE HA 3/IpaBHO 00CTy>KBaHE 4pe3
HKT, xoeTo ch3aaBa KaKTO MPEMSTCTBUS MPE]] TO3U CIIOCO0 HAa TPAHCTPAHUYIHO 3/IPaBHO
o0ciy»BaHe, Taka U Bb3MOXHHU PUCKOBE 32 3aKpuiara Ha 31paBeTo. Clie10BaTeNHo €
HEOOXOUMO IbPKABUTE-UWICHKH J1a C€ CTPEMST KbM MOCTUTaHE Ha OllepaTUBHA
ceBMectuMocT Ha KT cucremute. MHCcTamupaneTo Ha 3apaBauTe MKT cuctemu obaue e
U3ISUI0 OT KOMIIETEHTHOCTTA Ha JbprKaBUTe-uIeHKH. ClieI0BaTeTHO B HACTOSIIATA
JUPEKTHUBA clie/iBa J1a CE OTYMTA 3HAYEHUETO Ha paboTaTa 110 orepaTUBHATa ChbBMECTUMOCT
U Jla ce CI1a3Ba pa3JeleHueTo Ha KOMIIETEHTHOCTTA, KaTo ce npeasuan Komucusra u
IbPKABUTE-WICHKH J1a pabOTST 3a€IHO MPHU pa3pabOTBaHETO HA MPABHO HEOOBBP3BALIU
MEpKH, KOUTO OCUTYPSIBAT HA IbPHKABUTE-WICHKH JON'bJIHUTEIHA HHCTPYMEHTH 32
yIIeCHsIBaHE Ha MO-ToJsiMaTa onepatuBHaTa cbBMectTuMocT Ha KT cuctemu B oOiactra
HAa 37JpaBHOTO 00CTy>XBaHe U 3a MOJIIOMaraHe Ha JOCThIIa Ha MAIUEHTUTE 0 MPHUI0KEHUS

3a CJICKTPOHHO 3paBCOIIa3BaHC, KOTaTO AbPKABUTC-UYJICHKU pCHIAT Ja ' BbBEAAT.
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OnepatuBHaTa CbBMECTUMOCT Ha PEILIEHUsTA 3a €JIEKTPOHHO 3[JpaBeola3BaHe Cle/Ba JAa
ObJie MOCTUTaHA TPH 3aUNTAaHE HA HAIIMOHAIHUTE Pa3Nopea0u 3a IpeoCTaBsiHe Ha
3/lpaBHO 00CITy’KBaHe, IPUETH C LI€J 3aIMTa Ha MAallUEeHTa, BKIOYUTEITHO
3aKOHOAATEJICTBOTO OTHOCHO MHTEPHET-ANTEKUTE U B YaCTHOCT HAIMOHATHUTE 3a0paHu 3a
THProOBUS 10 MOIIATa C JEKAPCTBEHU MPOIYKTH, IPEAOCTABIHU CaMO IO JIEKapCKO
MpeIrcaHue, TOKOJIKOTO T€ ca B ChOTBETCTBUE ¢ MpakTukaTa Ha Chaa, JupexTuBa
97/7/EO na EBpomnelickus napiameHT u Ha CpBera oT 20 mait 1997 r. oTHOCHO 3amuTara
HA [OTPEOUTEIINTE [0 OTHOIICHHE HA JOTOBOPUTE OT Pa3CTOsIHUE 1 JIUpeKTuBa
2000/31/EO na EBponeiickus mapiameHnT 1 Ha CbBeta oT 8 roHU 2000 T. 32 HAKOU NTPaBHU
ACTEeKTH Ha YCIIyTUTe Ha MHPOPMAIIMOHHOTO OOIIECTBO, U MO-CIEIMATHO Ha eJIEKTPOHHATA

2
ThPTOBHA HAa BHTPCUIHHA Ia3ap .

[TocTostHHUAT HANIpEAbK HA MEAUIIMHATA U 3JPABHUTE TEXHOJIOTUHU MOPAXK/]a 32 CUCTEMUTE
Ha 3/paBeola3BaHe Ha AbPKaBUTE-WICHKH KaKTO Bb3MOXXHOCTHU, TaKa U
npenu3BuKaTencTsa. ChTPyAHUUYECTBOTO MPHU OLIEHKATa Ha HOBUTE 3/IPaBHU TEXHOJIOTUU
MO3Ke€ Jia MOATNIOMOTHE AbP KaBUTE-WICHKH IMOCPEICTBOM HKOHOMHH OT Maiada u
n30sTBaHE Ha AyONMpaHe Ha yCWIHMATA, KAKTO U JIa MPEeI0CTaBy Mo-A00pa 0aza ¢ mpuMepH
3a ONTUMAaJIHO U3MOJI3BaHE HA HOBUTE TEXHOJIOTHH, 32 /1a C€ OCUT'YpH 0€3011acHo,
BHCOKOKa4eCTBEHO M e(prKACHO 3/IpaBHO 00CTy»)BaHe. 3a 0I00HO ChbTPYIHUYECTBO Cca
HE0OXOIMMHU YCTOMYMBU CTPYKTYpPH, KOUTO BKIIFOUBAT BCUYKU CHOTBETHH OpPraHU Ha
JTbP’KaBUTE-UICHKHA U C€ OCHOBABAT Ha CHINECTBYBAIIM MIJIOTHU MTPOEKTH, U
MIPOBEXKIAHETO Ha KOHCYJITALMU C IIUPOK KPBI' OT 3aMHTepecoBaHU cTpaHu. CienoBaTeHO
HacTrosaTa IMPEeKTHBA CIIE/IBA 1a OCUTYPH OCHOBA 3a MPOAbJKABAIATA OJAKPENa 3a TOBa

ChbTPYAHHUYCCTBO OT CTPAaHA Ha Cnlo3a.

OB L 144, 4.6.1997 ., ctp. 19.
OB L 178, 17.7.2000 r., ctp. 1.
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Coraacuo unen 291 JIOEC obmuTe mpaBuia v IPUHIMIIA OTHOCHO pelia U YCIOBHUSATA 32
KOHTPOJI OT CTpaHa Ha JbP)KaBUTE-WICHKU BbPXY YIPAKHIBAHETO HA U3II'BIHUTCITHUTE
IPaBOMOIIHS OT cTpaHa Ha KoMucusTa ce ycTaHOBSBAT MPEABAPUTEIIHO C PETJIAMEHT,
IPUET B ChOTBETCTBUE C OOMKHOBEHATA 3aKOHOIaTeNHA rporeaypa. Jlo npuemanero Ha
TaKbB pErJaMeHT MPOoIbiikaBa Aa ce npuiara Pemenue 1999/468/EO na CoBera ot

28 roan 1999 r. 3a ycraHOBsIBaHE Ha YCIIOBHSTA U pe/ia 3a yIpaKHIBAHE HA
M3ITBIHATETHATE IPaBOMOIIMS, IpeocTaBenH Ha KomucusTa®, ¢ m3kmoyenne na qacTra

OTHOCHO IpOoLeAypaTa Mo peryjiupaHe ¢ KOHTPOJ, KOATO HE ce Ipujara.

Ha Komucwusita ciefBa fa ce mpeaocTaBsT MPaBOMOLIHS a TpUeMa JAeJeTUPAHN aKTOBE
ceriacHo wied 290 JI®EC no oTHOmIEHNE HA MEPKUTE, KOUTO OMXa N3KITFOUMIH
KOHKPETHHU KaTerOpuH JEKapCTBEHHU NPOIYKTH WM METUIMHCKH U3CIHS OT
IIPU3HABAHETO HAa MEAMLIMHCKY MPEANUCAHUs, IPEBUICHO B HACTOALIATa AUPEKTHBA. 32
OIIPEAEIISIHETO Ha Pe()ePEeHTHUTE MPEKH, KOUTO CIIE/IBA /1a CE TOJI3BAT OT MOJKpenaTa Ha
Komucusra, ciensa 1a i ce MpeoCTaBAT U MPABOMOIIUS J1a TIpUeMa JeJIeTUPaH aKTOBE
OTHOCHO KPUTEPHUTE U YCIOBHUATA, HA KOUTO TPsOBa 1a oTroBapsat EBponeiickure

pedepeHTHH MPEXHU.

Koraro 0b11e onpaBoMoIieHa J1a pueMe JeJieTHpaHd akToBe B CboTBeTCTBHUE ¢ wieH 290
JN@®EC, ot ocobena BaxkHoct € Komucusita 1a mpoBeie HEOOXOIUMUTE KOHCYJITAIMH 110

BpEMC Ha MOATrOTBUTC/IHATA CHU pa60Ta, BKJIFOUUTCIIHO Ha CKCIICPTHO PABHUIIC.

OB L 184, 17.7.1999 r., cTp. 23.
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(62) B crotBercTBHE ¢ TOUKA 34 0T MEXIYHHCTUTYIIHOHATHOTO CIIOpa3yMeHue 3a o-100po
3aKOHOTBOPYCCTBO , IBPIKABUTE-WICHKHU CE HACHPYABAT 1A H3TOTBAT 3a CeOE CH H B
uHTepec Ha Chro3a TaOIUIH, HITIOCTPHPAIIH, JOKOJIKOTO € Bb3MOXKHO, ChOTBETCTBUETO
MEK1y HACTOSIIATa TUPEKTHBA U MEPKHUTE 3a TPAHCIIOHUPAHE, U JIa TH HAIPaBST

00IIIECTBEHO JOCTOSIHHE.

(63) EBporneickusaT Haa30peH OpPrad Mo 3alyTa Ha JaHHUTE ChLIO NPEAOCTABU CTAHOBULIE 11O

2
IpCATOKECHUCTO 3a HACTOAIaTa JUPEKTUBA .

(64) Tbii kaTo 1enTa Ha HACTOSIIIATa IMPEKTUBA, 8 UMEHHO YCTAaHOBSIBAHETO Ha MpaBUiIa 3a
YJIECHSIBAHE HA JIOCTHIIA J]O 0€30I1aCHO U BUCOKOKAYECTBEHO TPAHCTPAHUYHO 3/IpaBHO
obcirykBane B Cbro3a, HE MOXKe J1a ObJIe MOCTUTHATA B IOCTAThYHA CTETEH OT AbP)KaBUTE-
YJIEHKH U, IOPaJIM CBOUTE Maiad u mociaeaniin, Moxe Aa 0bje mo-a1o0pe mocTUrHara Ha
paBHuIeTo Ha Cpro3a, ChIO3BT MOXKE Ja MPUEME MEPKHU B ChOTBETCTBUE C IPUHIMIIA HA
cyOcumapHocCT, ypeneH B wieH 5 ot JloroBopa 3a EBponeiickus cpio3. B choTBeTCTBHE C
IIpUHIHMIIA HA IPONOPHHUOHAIHOCT, YPEACH B ChbIIUA YJICH, HACTOAIIATa JTUPECKTUBA HC

HaJAXBBPJIA HCO6XOI[I/IMOTO 3a IOCTUI'aHCTO Ha Ta3H LI,

ITPUEXA HACTOAIIATA JUPEKTHUBA:

! OB C 321, 31.12.2003 r., ctp. 1.
2 OB C 128, 6.6.2009 r., ctp. 20.
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TI'JTIABA |
OBIIUA PA3SITIOPE/IBA

Ynen |

1Ipeomem u npunoosicro none

Hacrosmara nqupexTrBa ycTaHOBSIBA IIpaBHJja 3a yJIECHSIBAaHE Ha JIOCTbHIIA 10 Oe301acHO U
BHCOKOKAYEeCTBEHO TPAHCTPAHUYHO 3[JpaBHO OOCITyKBaHE U HACHhpUaBa ChbTPYAHUIECTBOTO
MEXy Ibp)KaBUTE-WICHKH B 00JIACTTa Ha 3/IPaBHOTO OOCITY>KBaHE, IIPH MIBJIHO 3aYHTaHE
Ha HaIKMOHAJIHATa KOMIICTCHTHOCT 110 OTHOIICHUEC HA OpraHu3anudaTa 1 NIpCa0oCTaBAHETO HA
3apaBHO 00cyxBaHe. HacTosara qUpeKTHBa ChIO Taka LN J1a U3sCHU HeiHaTa
BPB3Ka ChC CHIIECTBYBAIATA paMKa 32 KOOPAWHAIIMS Ha CUCTEMHTE 3a COLMAIHA
curypHocT - Pernmament (EO) Ne 883/2004, ¢ orien npuiaraneTo Ha mpaBaTa Ha

IIaITUCHTUTEC.

Hacrosmara AUPCKTHBA CC ITpuJiara 3a nmpeaoCTaBAHCTO Ha 3APAaBHO O6CJIy>I(BaHe Ha
MalMCHTUTEC, HE3aBUCUMO OT HAYMHA MY Ha OpraHu3anusd, NpCA0CTaBAHEC NI

(uHaHCUpaHe.
HacrosiaTta nupexTuBa He ce mpuiiara 1o OTHOILIEHUE Ha:

d)  YCJIYTH 3a IBJITOCPOYHH TPUKH, YUSTO IEJ € OKa3BaHE Ha MOJKperna Ha Xopa, KOUTO

CC HYXXIaAT OT ChCHCTBHUE IIpU U3BBPIIBAHCTO HA PYTUHHU, CIKCIHCBHU 3a/1a4U;
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6) IPEAOCTABAHCTO HA OpraHy C LCJ TPAaHCIJIAHTaMATa U JOCThIIA O TaKUBA OPraHH,

B) ¢ M3KJIIOYCHHUE Ha riaBa [V, o0IIecTBeHU MPOrpaMu 3a BAKCUHUPAHE CPELLY
MHQPEKIMO3HN O0JIECTH, YAATO SAMHCTBEHA 1IEJT € 3allMTaTa Ha 3/IpaBeTo Ha
HACEJICHHETO HA TEPUTOPUSATA HA JIaJICHa JIbPKaBa-wICHKA U 32 KOUTO CE MpHJIarat

CIICIIMAJIHU MCPKU 3a IIJIaHUPAHE U UBITBJIHCHUC.

4. HacrosmaTta mupekTiBa He 3acsira 3aKOHUTE U IMOA3aKOHOBHUTE Pa3opeion B IbpKABUTE-
YJIEHKH OTHOCHO OpraHu3alusaTa 1 (UHaHCUPAHETO Ha 3PaBHOTO 00CITyKBaHE B
cllydauTe, KOUTO HE ca CBbP3aHU ¢ TPAHCTPAaHUYHO 3/IpaBHO 0OcmykBane. [lo-crenuanto,
HUIIO B HACTOAIIATA TUPEKTHBA HE 33/IbJDKaBa Ja/IeHa JIbPiKaBa-wICHKA JIa Bh3CTAaHOBSIBA
pa3xoau 3a 34paBHO 00CITyKBaHE, MPEIOCTABEHO OT JOCTABUMIIM Ha 3[paBHO 00CITyKBaHE,
yCTaHOBEHU Ha HEeWHa TEPUTOPHS, aKO BHIIPOCHUTE JIOCTABUMIIM HE €A YacT OT cucTeMaTa
3a colMaliHa CUTYPHOCT MJIM CHCTEeMaTa Ha OOIIECTBEHOTO 3[JpaBeoa3BaHe Ha Ta3u

bprKaBa-dICHKA.
Ynen 2
Bpwska c opyeu paznopeodou om zakonooamencmeomo na Cvioza
HacrosmaTa nupextuBa ce npuiara, 0e3 fa ce 3acsarat:

a) Hupextura 89/105/ENO na CobBeta ot 21 nekemBpu 1988 r. OTHOCHO MPO3pavHOCTTA HA
MEPKUTE, PETYJIMPAIH [EHUTE Ha JICKAPCTBEHH MTPOIYKTH 32 YyIOTpeda OT YOBEeKa U

1.
BKJIFOYBAHETO MM B 00XBaTa Ha HAallMOHAJTHUTE CUCTEMHU 3a 3/IPaBHO OCUTYPSABAHC ,

! OB L 40, 11.2.1989 r., ctp. 8.
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6)

Hupextusa 90/385/EMO na CoBeta ot 20 roHu 1990 r. 0THOCHO cOnMMKaBaHe Ha
3aKOHO/IATEJICTBOTO HA IbP’KaBUTE-UICHKH, CBbP3aHO C aKTUBHUTE UMIUIAHTUPYEMU
MEIUIIMHCKU I/IBI[eJ'II/Iﬂl, Hupexrtusa 93/42/EVO na CoBeta ot 14 ronu 1993 r. oTHOCHO
MEIUIIMHCKUTE I/ISI[GJ'H/IHZ u Jlupextua 98/79/EO na EBpomneiickus mapiaMeHT U Ha

CwBera ot 27 okToMBpH 1998 T. OTHOCHO JMATHOCTHYHUTE METUITMTHCKU U3IEIHS in vitro®;

Hupektusa 95/46/EO u IupextuBa 2002/58/EO na EBponeiickus napiameHT u Ha ChBeTa
ot 12 rom 2002 r. oTHOCHO 00paboTKaTa HA JTMYHH JIAHHU U 3aIlllUTa HA ITPaBOTO Ha

4,
HCIIPUKOCHOBECHOCT Ha JIMYHUS JKUBOT B CCKTOPA HA CJICKTPOHHUTC KOMYHUKaIIUH ,

HupextuBa 96/71/EO na EBponetickust mapinamenT u Ha CbBeta oT 16 nexemBpu 1996 r.

OTHOCHO KOMAHAMPOBAHETO HA paGOTHUIM B PAMKHATE Ha IIPEJOCTABIHETO HA YCIyTH ),
Hupexktusa 2000/31/EO;

Hupektusa 2000/43/EO na CbBeta ot 29 ronu 2000 r. OTHOCHO MpuUiIaraHe Ha MPUHIIUIIA

HA PAaBHO TPETHPAHE Ha JHIA 6€3 PA3/IMKa HA PACATA MM CTHHUECKHS IPOHM3XON’,

Hupextusa 2001/20/EO na EBponetickus mapinamenT u Ha ChBeta ot 4 anpuit 2001 r.
OTHOCHO cOJIMKaBaHE Ha 3aKOHOBMTE, MO/I3aKOHOBUTE M a]MUHUCTPATUBHUTE pa3riopeaon
Ha JIbpXKaBUTE-4JIEHKH OTHOCHO MPHJIaraHeTo Ha JoOpaTa KIMHUYHA MPAKTHKA MIPH
MIPOBEXKIAHETO HAa KIIMHUYHY U3MMUTBAHMSI Ha JIEKApCTBEHU MPOAYKTH 32 XyMaHHa

yHOTpe6a7;

~N o o B~ W N P

OB L 189,20.7.1990 r., cTp. 17.
OB L 169, 12.7.1993 r., cTp. 1.
OB L 331, 7.12.1998 r., c1p. 1.
OB L 201, 31.7.2002 r., cTp. 37.
OB L 18,21.1.1997 r., ctp. 1.
OB L 180, 19.7.2000 r., cTp. 22.
OB L 121, 1.5.2001 r., ctp. 34.

PE-CONS 6/11 DG/dim 37

DG | BG



Hupextusa 2001/83/EO na EBponeiickus napnamenT u Ha CbBeta oT 6 HoemBpu 2001 r.
3a yTBBpPIKAaBaHe Ha KojeKkc Ha OOIIHOCTTAa OTHOCHO JIEKAPCTBEHU MPOAYKTH 32 XyMaHHA

yHOTpe6al;

HupextuBa 2002/98/EO na EBponetickus napiameHT 1 Ha CbBeta oT 27 ssuyapu 2003 1. 3a
OIpeJIeNIIHE Ha CTAHIAPTUTE 32 Ka4eCTBO U OE30MAaCHOCT MPH B3€MaHETO, TMAarHOCTUKATA,

npepaGoTKaTa, ChbXPAHEHHETO H PaslpPeICISIHETO HA YOBEIIKA KPbB U KPbBHH ChCTABKH’;
Pernament (EO) Ne 859/2003;

JupextuBa 2004/23/EO na EBponetickus napiaameHnT 1 Ha CbBeta oT 31 mapt 2004 T.
OTHOCHO YCTaHOBSIBAHETO Ha CTaH/IApPTH 3a Ka4e€CTBO U 0€30I1aCHOCT MpU AAPSBAHETO,
JOCTaBSHETO, KOHTPOJIa, IPepadOTBAHETO, ChXPAHABAHETO, CbXPAaHEHUETO U

3.
PasnpCaACEIHETO HAa YOBCUIKW ThbKAaHU U KJICTKH ,

Pernament (EO) Ne 726/2004 na EBponeiickust napiament u Ha CbBeTa oT 31 mapT
2004 r. 3a ycraHoBsiBaHE Ha npoueaypy Ha OOIIHOCTTA 3a pa3peliaBaHe 1 KOHTPOJI Ha
JIEKapCTBEHH MPOAYKTH 32 XyMaHHA U BETEpUHAPHA YIIOTpeda U 3a Ch3aBaHe Ha

¥ 4.
EBpOHeI/ICKa arcHuuys I10 JCekapcTBara ,

Pernament (EO) Ne 883/2004 u Pernament (EO) Ne 987/2009 na EBponelickust napiaMeHT
u Ha CobBeta ot 16 cenrremBpu 2009 1. 3a ycTaHOBSIBaHE MPOIEAypaTa 3a Mpujiaraie Ha

Pernament (EO) Ne 883/2004 3a koopiuHaIis HA CHCTEMUTE 3a COLMATHA CI/IprHOCTS;

g b~ W N

OB L 311,28.11.2001 r., cTp. 67.
OB L 33, 8.2.2003 r., ctp. 30.
OB L 102, 7.4.2004 r., ctp. 48.
OB L 136, 30.4.2004 r., ctp. 1.
OB L 284, 30.10.2009 r., ctp. 1.
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H) Hupextusa 2005/36/EO;

0) Permament (EO) Ne 1082/2006 na EBponetickust mapiameHT 1 Ha CbBera ot 5 1ou 2006 r.
oTHOCHO EBpomnelickara rpyrma 3a TEpUuTOPHaIHO ChbTPYIHUYECTBO (EFTC)l;

) Pernament (EO) Ne 1338/2008 na EBponeiickust mapiameHT 1 Ha ChBeTa OT 16 1exkeMBpu
2008 r. oTHOCHO cTatucTHKara Ha OOIHOCTTa B 007acTTa Ha OOIIECTBEHOTO 3/paBe U
31PABOCIIOBHHTE M GE30MACHH YCIOBHS HA TPYL’,

p) Pernament (EO) Ne 593/2008 na EBponetickus napiament 1 Ha CbBeta ot 17 roru 2008 T.
OTHOCHO HPHIOKHMOTO IIPAaBO KbM JOrOBOPHH 3axbnkerus (Pum 1)°,

Pernament (EO) Ne 864/2007 na EBponetickust napiamenT 1 Ha CbBera ot 11 romu 2007 T.
OTHOCHO MPUJIOKUMOTO IIPAaBO KbM U3BBHJIOTOBOPHM 3aAbKEHUS (,,PUM H“)4 U pyru
npaBwia Ha Chi03a B 006J1aCTTa Ha MEXIYHAPOAHOTO YaCTHO MPaBO, MO-CIEIIHATHO
MpaBUJIaTa OTHOCHO KOMIETEHTHOCTTA Ha ChAMJIMILATA U MPUIOKUMOTO MPaBo;

C) Hupextusa 2010/53/EC na EBponeiickus napiament u Ha ChBeta oT 7 tomu 2010 1.
OTHOCHO CTaHJIAPTUTE 32 KAYECTBO M OE30MIACHOCT HA YOBEIIKUTE OPTaHH, IPeIHa3HAUYCHH
33 TPAHCILIAHTALHS

T) Pernament (EC) Ne1231/2010.

! OB L 210, 31.7.2006 r., ctp. 19.

2 OB L 354, 31.12.2008 r., ctp. 70.

3 OB L 177, 4.7.2008 r., cTp. 6.

4 OB L 199, 31.7.2007 r., ctp. 40.

> OB L 207, 6.8.2010 r., cp. 14.
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Ynen 3

Onpeodenenus
3a nenuTe Ha HacTosIIATa JUPEKTUBA CE TIPUIIaraT CICTHUTE ONPEICIICHUS:

a) ,»3IPaBHO 00CTyXBaHE  03HaYaBa 3JJpaBHU YCIYTH, IPEIOCTABSIHU OT 3APAaBHU
CHEIUAJUCTH Ha MAI[MEHTH C OIJIe]l OLIEHKA, MOIbpKaHE WK Bb3CTAHOBSBAHE HA TAXHOTO
3/IpaBOCJIOBHO CHCTOSTHUE, BKJIIOUUTEITHO MPEIMCBAHETO, U3ITBIHEHUETO HA
MEIUIIMHCKUTE MPEANUCAHUS U MPEJOCTaBIHETO Ha JIEKApPCTBEHU MPOAYKTH U

MEIUIIMHCKU U3/ICITHS;
0) ,,OCUTYPEHO JIMIIC" 03HAYABA:

() 7w, BKIIOYHUTEIHO WICHOBE HAa TEXHUTE CEMEICTBA U MPEKUBEIUTE TH JINIA, KOUTO
MomaiaT B MPUII0KHOTO 1ojie Ha uieH 2 oT Pernament (EO) Ne 883/2004 u kouTto ca

OCUT'YPCHHU JIMILa 110 CMHUCDHJIA HA YWICH 1, 6YKB8. B) OT ITOCOYCHH: PEriIaMCHT, U

(if) rpakmaHuM Ha TPETH IBbPIKABH, KOMTO MOMAIAT B IPUIIOKHOTO MoJie Ha PeriaMeHT
(EO) Ne 859/2003 win Pernament (EC)Nel1231/2010 miin KOUTO OTrOBapsT Ha
YCJIOBHSITA 32 ITPAaBO HA 00E3MIETEHHUS 110 3aKOHOIATEIICTBOTO Ha IbpKaBaTa-uJIeHKa

110 OCUTYpSIBaHE;
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B) ,»JIbprKaBa-wIeHKa 10 OCUTYpsIBaHE 03HayaBa:

(1)  3anmmara, mocoueHu B OykBa 0), MOATOYKA 1) - IbpKaBaTa-uICHKA, KOSITO €
KOMIIETEHTHA J1a JIaJIc Ha OCUTYPEHOTO JIMIIE TPEABAPUTEIHO Pa3pEIICHNE Ja TOTyYH
MOXO/IAIIIO JICUECHHE U3BBH JIbpKaBaTa-uwICHKa Ha MpeOrBaBaHe ChIIIACHO

Permament (EO) Ne 883/2004 u Pernament (EO) Ne 987/2009;

(i)  3a nmmara, mocoveHu B OykBa 0), MOATOYKA 11) - IbpKaBaTa-uICHKA, KOSITO €
KOMITETEHTHA J1a 1ajie Ha OCUTYPEHOTO JIKIIE TPEIBAPUTEIHO pa3peiieHue 1a MOoIydH
MOJIXOJIAIIO JICYCHHUE B IPYTa IbprKaBa-wiIeHKa ChITIaCHO
Pernament (EO) Ne 859/2003 miu Pernament(EC) Ne1231/2010. Ako Hama
IbpKaBa-4JICHKa, KOMIICTEHTHA ChIIIACHO TIOCOYCHUSI PETJIAMEHT, bpKaBa-4ICHKA
10 OCUTYpPSIBAHE € AbprKaBaTa-4ieHKa, B KOSATO JIUIETO € OCUTYPEHO WIIK MMa MPaBo

Ha 0663H_IGTCHI/I${ 1o 00JIeCT CHIIACHO 3aKOHOAATEJICTBOTO HA Ta3U AbpiKaBa-4JICHKA,

r) ,»JIbprKaBa-wIeHKa [10 MECTOJIEUEHHE  03HayaBa JIbpKaBaTa-4wiIeHKa, Ha YUSATO TEPUTOPHS
JEHCTBUTENIHO C€ IPEN0CTaBs 3/[paBHO 00CIyKBaHEe Ha nauueHra. [Ipu renemeuuuHcKu
YCIYTH ce MPUeMa, Ye 31paBHOTO 00CIyKBaHE Ce MPEI0CTaBs B IbpKaBaTa-wieHKa, B

KOATO € YCTAHOBCH JOCTABYHUKBT HA 3APABHO OGCJ'IY)KBaHe;

1) ,»TPAHCTPAHUYHO 3paBHO 00CITyKBaHE  03HAYaBa 3/IpaBHO 00CTyKBaHE, MPEIOCTABEHO

HJIK MPEANMCAaHO B AbpiKaBa-4JICHKA, pa3/IM4Ha OT AbprKaBaTa-4JICHKA 10 OCUTYPSBAHE,
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,»3IPABEH CIIEIUAIHNCT  03HaYaBa JieKap, MEAUIIMHCKA cecTpa ¢ 0011 mpodui, JeKap mo
JICHTAlTHA MEIMIIMHA, aKyIIepKa Win (apMaIeBT [0 CMHUCHJIA Ha

HupextuBa Ne 2005/36/EO, nnu apyr crenuaiucT, YIpakHsIBaIll ASHHOCTH B CEKTOpa Ha
3/IpaBeoIla3BaHeTO, OFPAaHUYCHH JI0 perjJaMeHTHpaHu Npodecuu 1Mo CMHUCHIA Ha
orpezeneHueTo B wieH 3, maparpad 1, Oyksa a) ot Jupextua Ne 2005/36/EO, wnu nurie,
CUMTAHO 3a 37PAaBEH CIEIUAIUCT B CbOTBETCTBUE ChC 3aKOHOIATEICTBOTO Ha Abp)KaBara-

YJICHKA I10 MECTOJICYCHUCE,

,»,JJOCTaBUMK Ha 3]IpaBHO 00CIyXBaHe" 03HayaBa BCAKO (PU3NUECKO UIIM FOPUANYECKO JINLE
WM BCSKA APYyra CTPYKTYpa, 3aKOHHO IPEIOCTaBsIIIa 3/[paBHO 00CIyKBaHE Ha

TEPUTOPHUATA HA IbPKABA-UJICHKA;

,,HaI_II/ICHT“ O3Ha4dyaBa BCAKO (1)I/ISI/I‘I€CKO JIME, KOCTO ThpCHU Aa MOJJIYYH WA IIOJTydaBa

3APaBHO O6CJ'Iy>KBaHe B IbpiKaBa-4JICHKA,

,»JIEKapCTBEH MPOAYKT* 03HAUaBa JEKAPCTBEH MPOJYKT ChIVIACHO OINPEIEICHUETO B

Hupextusa 2001/83/EO;

, MCIUITNHCKO I/IS,HCJII/IC“ O3Ha4YaBa MCAUITUHCKO U3ACIINC CBhITIACHO OIIPCACICHUCTO B

Hupextusa 90/385/ENO, Tupextusa 93/42/EVO unu dupextua 98/79/EO;

,»MEJIMIIMHCKO IpenucaHie’ 03HayaBa NpeAnrcaHne Ha JIEKApCTBEH MPOAYKT WM Ha
MEIULUHCKO U3/eNINe, U3Ja/IeHO OT WIEH Ha periaMeHTupaHa npodecus B 00s1acTra Ha
3/lpaBeoIla3BaHeTO MO0 CMUCHJIA Ha WwieH 3, maparpad 1, Oyksa a) ot

Hupextusa 2005/36/EO, koiiTo nMa 3aKOHHOTO IPaBo Jia IpaBU TOBA B AbprKaBaTa-

YICHKA, B KOATO CC U3J1aBa MEAULIMHCKOTO NPCAINMMCAHUC,
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1) ,»3/]PABHU TEXHOJIOTHH ‘ O3HAUaBa JIEKAPCTBEH MPOAYKT, MEIUIIMHCKO U3/IEIHE WU
MEIUIIMHCKY WM XUPYPTHYHU TPOIEAYPHU, KAKTO U MEPKH C TIeJT TPO(DUTAKTHKA,
JAArHOCTHKA WMJIM JIYeHHEe Ha 3a00JIIBaHNATa, U3II0I3BaHU B 00J1acTTa Ha

3ApaBCOIIa3BaHCTO,

M) ,»MEITUIIMHCKO JJOCHE" 03HaUYaBa BCUUKU JOKYMEHTH, ChJIbPKAIllA JAHHU, OLICHKU WJIH
nH(OpMAIIHS OT KAaKBBTO U JIa € BUJ OTHOCHO ChCTOSIHHETO HA MAIlMEHTa U KIMHUIHOTO

Pa3BUTHC 110 BPpEME Ha IIpoLecca Ha IPpEAOCTaBAHETO HA 3IPpAaBHO 06CJ'Iy>KBaHe.

I'JIABA 11
OTI'OBOPHOCTHU HA IBbPKABUTE-YJIEHKHA
IO OTHOHIEHUE HA TPAHCTPAHUYHOTO

3APABHO OBCJIY’KBAHE

Ynen 4

OmeoeopHocmu Ha dbpofcaeama-qﬂeﬁka no mecmaoJiievernue

1. Karo ce B3emaT npenBu NPUHLIUIIATE HA YHUBEPCAIHOCT, JOCTBIT JO BACOKOKAYECTBEHO
o0cITy’)KBaHe, CIIPAaBENIMBOCT U COJIMAAPHOCT, TPAHCTPAHUYHOTO 3/IpaBHO 00CITyXKBaHe ce

npeaocCTaBsa B CbOTBETCTBUC CbC:
a) 3aKOHOAATCJICTBOTO Ha AbpiKaBaTa-4JICHKA 10 MCCTOJICUCHUC,

0)  CTaHAApPTUTE U HACOKUTE OTHOCHO KA4ECTBOTO M OE30MaCHOCTTA, OTPEICIICHH OT

AbpiKaBaTa-4JICHKA MO0 MCCTOJICUCHUC, U
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B)

3aKOHOAAaTCJICTBO Ha Cpb103a OTHOCHO CTaAaHOApTUTC 3a 0e30IacHoCT.

JlbpkaBaTa-wiIeHKa 110 MECTOJIEUEHUE TapaHTHpa, Ye:

a)

6)

IIPY IOMCKBAHE MALMEHTUTE M0JIy4aBaT OT HAllMOHAIHATA TOYKA 32 KOHTAKT I10 WIEH
6 cboTBeTHaTa MH(OPMAIMs OTHOCHO CTaHIAPTUTE U HACOKUTE, [IOCOYECHHU B
naparpad 1, OykBa 0) OT HACTOSIIMA WICH, BKIIOYUTEIHO OTHOCHO pas3nopeaouTe
OTHOCHO HAaJ30pa U OLIEHKATa Ha JOCTaBUMUIUTE HA 3[]paBHO 0OCIyKBaHE, KAKTO U
uH(popMaLus KOM JOCTaBUMIU Ha 3[JpaBHO 00CITy)KBaHe MpUIaraT Te3u cCTaHlapTu U
HACOKU U UH(OpMAIHsi OTHOCHO IOCTBIIHOCTTA Ha OOJIHMLIUTE 3a JIUIA C

YBPEKIaHUS,

JOCTaBUMIIMTE HA 3/IpaBHO OOCITyKBaHE MPEIOCTaBAT ChOTBETHA MH(pOpMAIHS, 32 /1a
IIOMOTHAT Ha OTAEIHUTE MallMEeHTH Jja HaupaBAT HH(POpMUPaH U300p, BKIKOUYUTEIHO
10 OTHOLLIEHHUE HAa Bb3MOKHOCTHUTE 3a JIEYEHHE, OTHOCHO HAJIMYHOCTTA, KAY€CTBOTO U
0e30MmacHOCTTa Ha 3APaBHOTO OOCIIyKBaHE, KOETO T€ IPEIOCTABIT B IbpKaBaTa-
YJICHKA 110 MECTOJICUEHHE, KaKTO U Y€ Te MPEIOCTaBAT SICHU (aKTypH U HHPOpMaIus
3a [IEHUTE, KaKTO ¥ HH(pOpMalKs 3a CTaTyca UM 110 CbOTBETHUS pa3pelluTeseH WiIn
PETUCTPALIMOHEH PEXKUM , 33 3aCTPAaXOBATEIHOTO UM NOKPUTHE WIH 33 IPYTH
CpEeICTBa 3a JINYHA UJIM KOJIEKTHBHA 3alllUTa B Cllyyail Ha aHTa)XKHpaHe Ha
npo¢eCHOHaIHATa UM OTTOBOPHOCT. AKO JIOCTaBYMIIUTE HA 3JPaBHO 00CIyKBaHE
BEYE MPEAOCTaBAT ChbOTBETHATA MH(OPMAIIMS 110 TE3U BHIIPOCH Ha MAIIMEHTHUTE,
npeOuBaBally B IbpKaBaTa-ujIeHKa [0 MECTOJIEYeHNE, HACTOoAIIaTa IUPEKTHBA HE
3aJ/bJKaBa JOCTABUHUIIMTE HA 3/IpaBHO OOCITYKBaHe Jia MPeI0CTaBAT MO-MoApoOHa

nH(popMalys Ha TAlMEeHTH OT APYTU AbpKaBU-UICHKU;
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n)

¥Ma MPO3pavyHu MPOLEAYPH 32 OJaBaHE Ha KON U BbBEICHU MEXaHU3MH 32
MTALIMEHTUTE, KOUTO UM IIO3BOJISIBAT Ja THPCAT IIONPABSHE HA BPEAUTE, B
CbOTBETCTBUE ChC 3aKOHOAATEIICTBOTO Ha JAbprKaBaTa-4wICHKA 110 MECTOICYECHUE, IIPU

MIPETHPIICHU BPEAN B PE3YJITAT HA MOJYUYCHOTO OT TAX JICUHCHUC,

CBILIECTBYBAT CXEMHU 3a 3aCTPaxoBKa ,,I [podecroHanHa OTTOBOPHOCT  UJIM TapaHIIHS,
HIJIN HOI[O6€H MCXaHU3BM, PaBHOCTOCH WJIM 110 ChIICCTBO CPABHUM I10
MpeIHa3HaYeHUETO CH, U KOUTO ChOTBETCTBA HA €CTECTBOTO U CTEIIEHTA Ha PUCKA, 32

JICUCHUCTO, IPCAOCTABAHO HA HeliHa TEPUTOPUL,

OCHOBHOTO TIPAaBO HA JIWYEH KMBOT BbB BPb3Ka C 00pabOTBAHETO HA TUYHUTE JAHHHU
€ 3alIUTEHO ChIIaCHO HAIIMOHATTHUTE MEPKH 3a M3IIBIHEHUE HA pa3NopeI0nTe Ha
Cpr03a OTHOCHO 3aIllUTaTa Ha JIMYHUTE JAHHU, TTO-CIICIHAIHO JUpeKTuBu 95/46/EO

u 2002/58/E0O;

C ICJI OCUTYpsAABAaHC HA TPUEMCTBCHOCT IIPHU MPCAOCTABAHCTO HA I'PHUIKU IMOJIYYHUIIUTC
JICHCHHUEC MaIMCHTH UMAT IMpaBO HA MCAUIIMHCKO JOCHUEC HAa XapTUCH HOCUTCII UJIN B
CJICKTPOHCH BapHaHT 3a TOBA JICHCHUC U UMAT JOCTDBII IIOHC JO KOIIMC Ha TOBA JOCHC,
B CBOTBCTCTBHUC C U IIPU CIIa3BAHC HA HALTUOHAJITHUTE MCPKHU 34 U3IIBJIHCHUC HA
pa3HOp€I[6I/ITC Ha CBI03a OTHOCHO 3aluTara Ha JUYHUTC JaHHU, ITO-CIICIIMaIHO

mupextusu 95/46/EO u 2002/58/EQ.

HpI/IHIII/IH’I)T 3a HCAUCKPHUMHUHAIMA B3 OCHOBA Ha I'PAXKAAaHCTBOTO CC IIpUJiara CripAamMo

MalUECHTUTEC OT APYI'U AbPiKABU-YJICHKU.
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ToBa He 3acsira Bb3MOKHOCTTA JbprKaBaTa-wIeHKa I10 MECTOJIEUEHUE, KOTaTO TOBA €
000CHOBAHO OT UMIIEPATUBHH CHOOPAXKEHHUS OT OOILECTBEH HHTEPEC KATO HAIIPUMED
M3KCKBAHUA 3a IJIJaHUpaHe, CBbP3aHHU C 1ieJITa 3a FapaHTHpaHe Ha JOCTaTh4YeH U MOCTOSHEH
JOCTBII 10 OajJaHCUPaH CIEKThP OT BUCOKOKAYECTBEHO JICYEHHE B ChOTBETHATA JIbp)KaBa-
YJICHKA, WM C JKEIaHUETO 332 KOHTPOJIMPAHE Ha Pa3XOAUTE U N30sArBaHe, JOKOIKOTO €
BB3MOKHO, Pa3XHUIIEHUETO Ha (PUHAHCOBH, TEXHUYECKU M YOBEUIKH PECYPCH, J1a IpuemMa
MEpPKH OTHOCHO JIOCTBIIA JI0 JIEYEHHE BbB BPb3Ka C OCHOBHATAa CU OTTOBOPHOCT J1a OCUTYpH
JOCTaTh4€H U MOCTOSHEH JOCTHII A0 3ApaBHO 0OCIIy)KBaHE Ha CBOsITa TepuTopus. Takusa
MEpKU ca OFPAaHUYEHH CaMo JI0 TOBA, KOETO € HEOOXOAUMO U NIPONOPLUOHAIHO, T€ HE
Morar Ja IIpeJICTaBIIABAT CPEICTBO 3a IPOM3BOJIHA JUCKPUMUHALIMA U CIIE/BA 1A ca

IpCaABAPUTCIIHO OIIOBCCTCHU.

Z[Lp)KaBI/ITe-‘UIeHKI/I rapaHTHupar, 4€ JOCTAaBYHUIMTC HA 3APABHO O6CJ'Iy>KBaHe Ha TAXHa
TCPUTOPUA IMpUJIarat CbIIUTE Tapmbn 3a MMalUCHTH OT APYIrU AbPKABU-UYJICHKHU KaTO TC3U
3a MCCTHHUTC IMAlIMCHTH B HOI[06Ha MCIUIMHCKA CUTyallus, UJIN Y€ TC IIpujiarat icHa,
HM3YHCIIEHA CBIIIAaCHO OOEKTUBHH U HCAUCKPUMHUHIHUOHHN KPUTCPUH, AKO HsIMA CpaBHUMaA

OcHa 3a MCCTHHU ITAalIMCHTH.

Hacrosmusat naparpad He 3acsra HallMOHAIHOTO 3aKOHOAATEJICTBO, KOETO I103BOJISIBA HA
JOCTaBYUIUTE HA 37PaBHO OOCITy’KBaHE J1a ONPEEIIAT CBOUTE LIEHH, IIPU YCIOBUE Y€ TE HE

Cca TMCKPUMHHAIIMOHHHU IO OTHOIICHUE HA MAIMCHTHU OT APYTH AbPKABU-YJIICHKH.

HacrosimaTa qupekTuBa He 3acsra 3aKOHUTE U M0/13aKOHOBHUTE Pa3nopenou Ha
IbpKABUTE-WICHKH OTHOCHO €3UKOBHUS PEKUM. J[bpiKaBUTE-UJIEHKU 110 MECTOJICUEHHE
MOJKe Ja u30epat J1a IpeocTaBsIT nH(OpMaLKs Ha €3ULH, PA3IMYHU OT O(UIIMATHUTE

€311 Ha JaJicHaTa AbprKaBa-4JCHKaA.
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Ynen 5

OmeoeopHocmu Ha abp%CIGCIma"{ﬂEHKCZ no ocueypsieaHe

JIbpkaBaTa-4iieHKa [0 OCUTYpsIBAaHE rapaHTHpa:

a)

0)

BBH3CTAHOBABAHETO HA Pa3XOAUTE 3a TPAHCTPaHUYHO 3APaBHO O6CJ'IY)KBaHe B CbOTBETCTBHEC

c riasa lll;

HaJUYUETO Ha MEXAaHU3MHU 32 IPEIOCTaBSIHE HA MAIlUEHTUTE, PU MOUCKBAHE, HA
nH(popMalKs 3a TEXHUTE IIPaBa B ChIllaTa AbprKaBa-uJeHKa OTHOCHO MOJy4aBaHETO Ha
TPaHCTPAHUYHO 3/IPAaBHO 0OCITyKBaHE, MO-CIIESIUAIHO 32 YCIOBUSTA 32 Bb3CTAHOBSBAaHE Ha
pa3xoJuTe B CbOTBETCTBUE € WieH 7, naparpad 6 u npoueaypuTe 3a Mojia3BaHe u
olpeziesisiHE Ha TE3U IpaBa U 3a 00’KaJBaHE U MONPABSIHE HAa BPEAUTE ChIJIACHO WieH 9,
aKo MalMeHTUTE CUUTAT, Ye IpaBaTa UM He ca Owiu crasenu. B undopmanusra 3a
TPAHCTPAHUYHOTO 37JPaBHO OOCITYKBaHE ce SICHO CE pa3rpaHuyaBar rpaBaTa Ha

MAaUMCHTUTE CHIUIACHO HACTOsAIATa AJMPCKTUBA U IIpaBaTa, Ipou3Thudamu oT Permament

(EO) Ne 883/2004;

KOTaToO JAaACH IMAIllUCHT € IMOJIYYUJI TPAHCTPAaHUYHO 3PpaBHO 06CJ'Iy>KBaHe ne HGO6XOI[I/IMO
nociacaBamo MCIUITMHCKO Ha6JHO,Z[eHI/Ie, OCUTYpsSIBAHC Ha CbIIOTO MECAUILIUHCKO

HaOJII0ICHNE, KAKTO aKo 3paBHOTO 0OCIYKBaHE € U3BBbPUICHO Ha HEHA TEPUTOPUS;

MAIUMECHTUTE, KOUTO THPCAT Aa MOJydaT WK IOJTydaBaT TPAaHCTPAHUYIHO 3IPABHO
O6CJ'IY)KB21H€, umMat JUCTaHIIUMOHCH JOCTHII JO MCIUIIMHCKOTO CH AOCUEC HUJIU ITIOHC KOIIME OT
HETO0, B CbOTBECTCTBUEC C U IIPU CIIa3BAHC HA HATMOHAJTHUTC MCPKHU 3a MIpUJIaraHe Ha
3aKOHOJAaTCIIHUTC pa3n0pezL6H Ha Chr03a OTHOCHO 3alguTaTta Ha JJMYHUTC JaHHHU, U 110~

cnenuanyo qupektusu 95/46/EO u 2002/58/EO.
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Ynen 6
Hayuonannu mouxu 3a koumaxm no evnpocume

HAa MPAHCcePaHU4HOMO 30PABHO 0OCIIYHCEAHE

1. Bcesika npprkaBa-usieHKa Onpe/esis ejHa Uiy oBeYe HAllMOHAIHU TOYKH 32 KOHTAKT IO
BBIIPOCHUTE HA TPAHCTPAHUYHOTO 3JpaBHO OOCITYy)KBaHE M ChOOIaBa TEXHUTE
HaMMEHOBaHMsI U JaHHM 3a Bpb3ka Ha Komucusra. Komucusara u gpp:xkaBUTe-4IEHKH
OTIOBECTSBAT Ta3u MHbopMaius nyonnyHo. [IbpKaBUTe-1wICHKH rapaHTupar, 4e
HAI[MOHAJTHUTE TOYKH 32 KOHTAKT c€ KOHCYJITHPAT C OPraHMU3aluKTe Ha MalUeHTHUTE,

JOCTaBUMIIMTE HA 3PABHO OOCITY)KBAaHE U 3[PABHOOCUTYPUTEITHUTE HHCTUTYLIUH.

2. HarmoHamHuTE TOYKM 32 KOHTAKT yIIeCHsABaT oOMeHa Ha mH(opManus 1mo naparpad 3 u
CHTPYIHHYAT TSACHO MOMEXAY cu i ¢ Komucusra. [1pu morckBaHne HAIIMOHATHUTE TOYKH 32
KOHTAKT MMPEJOCTABAT Ha MAIMCHTUTE JaHHHUTE 3a BPh3Ka C HAI[MOHATHUTE TOYKH 32

KOHTAKT B APYIr'd AbPiKaBU-UYJICHKHU.

3. 3a ;1a ce Jajie Bb3MOXKHOCT Ha MallMEHTUTE /1a YIIPAXKHIBAT CBOUTE MpaBa M0 OTHOLLIEHUE
Ha TPaHCIPAHUYHOTO 3/IpaBHO 00CITy’KBaHe, HAlIMOHAJTHUTE TOYKH 32 KOHTAKT B
IbpKaBaTa-4eHKa M0 MECTOJICUEHUE UM IPEAOCTABAT HH(POpPMAIIUI OTHOCHO
JIOCTaBYMIIUTE Ha 3/IpaBHO 00CIyBaHe, BKIIOUUTEIHO, IPU MTOMCKBaHe, MHPOpMaIHs 3a
KOHKPETHH MpaBa Ha JOCTABUMIIUTE /1a IPEIOCTABST YCIYTH WIIH 34 BCIKAKBU
OTpaHMYEHUS 110 OTHOIIEHNE Ha JIeHHOCTTa UM, HH(OpManusTa, TOCOYEHA B WIEH 4,
naparpag 2, OykBa a), KakTo ¥ MH(opMaIHst OTHOCHO MpaBaTa Ha MalueHTUTE,
IPOLElypUTE 32 IOJJaBaHe Ha KON U MEXaHU3MUTE 3a 3alIUTa, B CbOTBETCTBHE ChC
3aKOHOJATEJICTBOTO Ha IIOCOYEHATa JbpKaBa-ujIeHKa, KAKTO U OTHOCHO NPaBHUTE U
aJIMMHHUCTPATUBHU Bb3MOYKHOCTH 32 pelllaBaHe Ha CIIOPOBE, BKIIOYUTEIHO MPU BPEH,

IPETHPIIEHH B PE3YNITAT Ha TPAHCTPAHUYHO 3/JpaBHO OOCIIy)KBaHE.
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4. HannoHanHuTe TOUKM 33 KOHTAKT B Ibp:KaBaTa-4jIE€HKaA 10 OCUTYPsIBaHE NIPEJOCTABAT Ha

MAIMEHTUTE U Ha 3PaBHUTE CIICIIMATUCTH UH(OpMAIIUATA, TTOCOYCHA B WiieH 5, OykBa 0).

5. HH(bOpMaL[I/IHTa, IIOCOYCHA B HACTOAIIIUA YJICH, CIICABA Ja 6’B,Z[e JICCHO AOCTHBIIHA U Ha
Pa3MNOJI0KEHUEC YPE3 CIICKTPOHHU CPCJCTBA U BbB (bOpMaTI/I, IoAXOJ4101M 3a JIMla C

YBPEXKIAHHUS.
T'JIABA |11

BB3CTAHOBSABAHE HA PA3XO/AUTE
3A TPAHCTPAHUYHO 3IPABHO OBCJIY’KBAHE

Ynen 7

061/1/;14 NPpURYUNU HA 6B3CMAHOBABAHE HA pa3x00ume

1. bes na ce 3acsara Pernament (EO) Ne 883/2004 u npu cna3BaHe Ha pa3nopendouTe Ha
qJIeHOBE 8 U 9, IbprkaBaTa-4iIeHKA [0 OCUTYpPSIBAHE TapaHTHUPa, Y€ PA3XO0JIUTE, HAIPaBEHU
OT OCUTYPEHO JIMIIE, KOETO MOoJydaBa TPAaHCTPAaHUYHO 3JpaBHO 00CITyXBaHE, ce
BBH3CTAHOBSIBAT, AKO BBHIIPOCHOTO 3/IpaBHO 0OCTYXBaHE € CPe/l Te3U, 32 KOUTO OCHUTYPEHOTO

JIMIe Ma 1IpaBoO Ha O6€3H.[CT€HI/IC B AbprKaBaTa-4JICHKA I10 OCUT'YpsSABAHC.
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2. Upes neporanus ot naparpad 1:

a)  aKo JAbprKaBa-uwICHKA € MOCOYCHA B CIIUChKA B MpriiokeHue [V kbM
Pernament (EO) Ne 883/2004 1 B CbOTBETCTBHE C IIOCOYCHHS PETIIAMEHT € MpU3HaIa
mpaBaTa Ha o0e3IeTeH s 3a 00JIeCT Ha IEHCHOHEPHU U YJICHOBE HA TEXHUTE
ceMeNcTBa, KOUTO MpeOUBaBaT B JApyra AbpiKaBa-4wIeHKa, Ta3u JbpKaBa-ujleHKa UM
MPEOCTaBs 3[paBHO OOCITY>KBaHE 110 HACTOAIIATA JUPEKTHBA 33 CBOSI CMETKa,
KOraTo ce HaMupar Ha HeilHa TepUTOpHs, B ChOTBETCTBHUE ChC CBOETO
3aKOHOJAATEJICTBOTO, TaKa KaKTO, aKO CbOTBETHHUTE JIMIla MpedrBaBaxa B JbprKaBaTa-

YICHKA, ITOCOYCHA BbB BBIIPOCHOTO IIPUITIOKCHUC,

0)  aKo 3a 3qpaBHOTO OOCITYXXBaHE, IPEJTOCTABEHO B CHOTBETCTBHE C HACTOSIIATA
JTUPEKTHBA, HE CE U3UCKBA MIPEIBAPUTEIIHO pa3pellieHne, He ce IPEeI0CTaBs B
cpoTBercTBUE ¢ 151 1L, rmaBa 1 ot Pernmament (EO) Ne 883/2004 u ce npenoctas Ha
TEPUTOPUSTA HA AbprKaBaTa-4wIEHKA, KOSTO ChIJIACHO TOCOYEHMSI pErJIaMEeHT U
Pernament (EO) Ne 987/2009, B kpaifHa cMeTKa, HOCH OTTOBOPHOCT 3a
BB3CTAHOBSIBAHE Ha Pa3XOJIUTE, PA3XOJIUTE CE MMOeMar OT ChIIaTa JbpKaBa-uJIeHKa.
Ta3u ppprkaBa-uieHKa MOXKe J1a TOeMe Pa3XOAMTe 3a 3[PaBHOTO OOCITYKBaHE B
CBHOTBETCTBUE C Pe/ia, yCIOBUATA, KPUTEPUUTE 32 AONYCTUMOCT U PETYJIATOPHUTE U
aJIMMHHUCTPATUBHU (POPMATHOCTH, KOUTO € YCTAaHOBHIJIA, IIPU YCIIOBHE Y€ TE ca B

croTBercTBHE ¢ [JDEC.

3. Z[’bp)KaBaTa-LIJ'IeHKa 10 OCUTYPABAHEC € Ta3u, KOATO OIIPCACIII HA MCCTHO, pCTUOHAIIHO UJIN
HaIlMOHAJIHO paBHUILIEC, 3APaBHOTO 06CJ'Iy>KBaHe, 3a KOCTO OCUTYPCHOTO JIMIC UMa ITPaBoO
Ha MOEMAaHC Ha pa3xoauTE, KaKTO U pa3Mepa, 10 KOWTO C€ moemMaT Te3H pasxoau, 0e3 orjica

Ha TOBa KbAC € MPECAOCTABCHO 3/IpaBHOTO O6CJ'IY)KBaHe.
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4. Pazxoaure 3a TpaHCTpaHUYHO 37PAaBHO OOCIIYy)KBaHE CE€ BH3CTAHOBSBAT UJIH 3arljiamaT
JUPEKTHO OT JAbprKaBaTa-wiCHKA 110 OCUTypsiBaHE JI0 pa3Mepa Ha pa3XxoIuTe, KOUTO Ouxa
OMJIM [TOETHU OT JAbprKaBaTa-uJeHKa [10 OCUTypsiBaHe, ako TOBA 3J[paBHO 00CIyXBaHe Oele
IIPEJOCTAaBEHO Ha HEeilHa TepuTopusi, 6€3 1a ce HaAXBbPIIAT ACHCTBUTEIHUTE PA3X0IH 3a

NPEIOCTaBEHOTO 3/IPaBHO 00CITy)KBaHE.

Jlopu KOraTo MBJIHUAT pa3Mep 3a TPAHCTPAHUYHO 3/IpaBHO 0OCTy)KBaHE Ha/IBHUINIABA
pa3Mepa Ha pa3xoauTe, KOUTO OMxa OUIIM MOETH, aKO 3/IPaBHOTO OOCIIy:KBaHE € OUIIO
MIPEeIOCTaBeHO Ha TSIXHA TEPUTOPHS, IbpKaBaTa-uJieHKa [0 OCUTYpsSBaHE MOXKE J]a pelIn J1a

BB3CTAHOBU ITBJIHUSA pa3mep.

Jbp>kaBaTa-ujaeHKa 10 OCUTYPsIBAaHE MOYKE J1a PELIM Ja Bb3CTAHOBH JPYTH CBbP3aHU
pa3xoau, KaTo HAIpUMeEp 3a pa3XOAM 3a HACTaHSABAHE U ITbT WM JOI'BIHUTEIIHU Pa3X0H,
KOUTO MOTaT Aa ObJaT HAMpaBEeHU OT JIUIA C YBPEKIAAHUS MPU IPETOCTABIHETO HA
TPAHCTPAHUYHO 3/IPaBHO OOCITY»KBaHE MMOPAJH €IHO WM ITOBEUE YBPEKIAHUS, B
CBOTBETCTBUE C HALMOHAJIHOTO 3aKOHOAATEJICTBO U IIPH YCIOBHE, Y€ €A NIPEACTaBEHU

AOCTAaThbYHO JOKYMCHTH, OTPA3ABaAIllld TC3HU JOIIBJIHUTCIIHU PA3XOIAH.

S. JIbpkaBUTEe-wIEHKH MOTrarT Jia mpuemar pasnopenou B cbotBercTBue ¢ JIOEC, kouto numar
3a 1eJ Jla TapaHTHpaT MpaBa Ha MAlMEHTUTE MPU MOJyyaBaHe Ha TPAHCTPAHUYHO 3/1pPAaBHO
o0ciTy’)KBaHe, €JHAKBH C IIpaBaTa, KOUTO OMXa UMM, ako MOIy4aBaxa 3/paBHO

o0cCiTy’kKBaHE B ChIIOCTaBHMa CUTYallUs B IbpKaBaTa-uJIeHKa 10 OCUTypsIBaHE.

6. 3a nenute Ha naparpad 4 1bpKaBUTe-4JICHKH TPsOBa J1a pasnoJiarar ¢ mpo3padyeH
MEXaHU3bM 3a U3UUCIIIBAHE HA Pa3XOJUTE 3a TPAHCTPAHUYHO 37PaBHO 00CIIyKBaHE, KOUTO
na ObAaT Bb3CTAHOBEHU Ha OCUTYPEHOTO JIMIIE OT IbprKaBaTa-ujIeHKa M0 OCUTypsIBaHE.
To3u MexaHn3bM ce OCHOBaBa Ha IPEIBAPUTEHO U3BECTHH OOEKTHUBHU,
HEAUCKPUMHMHUPAIIH KPUTEPUH U CE NTpUJIara Ha CbOTBETHOTO (MECTHO, PETMOHAIHO WIIN

HaL[I/IOHa.IIHO) AIMUHUCTPATUBHO PABHUILIC.
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7. JIbpkaBaTa-4IeHKA 110 OCUTYPSIBAHE MOXKE J1a HAJIO)KH Ha OCUTYPEHO JIHUIIE, TOMCKAIO
BBH3CTAaHOBSBAHE HA PA3XOIUTE 33 TPAHCTPAHUYHO 3APABHO OOCITY)KBaHE, BKIIOUUTEITHO
3/IpaBHO 00CITy>KBaHe, MOJIYYEHO Ype3 Cpe/ICTBaTa Ha TeJIeMeIULIMHATA, ChIIUTE YCIOBUS,
KpUTEPUH 3a JOIYCTUMOCT U PETYJIaTOPHU U aAIMUHUCTPATUBHU (POPMAITHOCTH,
OIIpeJIeJIeHU Ha MECTHO, PETHOHAIHO WJIM HAIIMOHAJTHO PABHUIIE, KOUTO Onxa Ouim
HAJIOXKEHH, aKO TOBA 3/IpaBHO 00CITy>XBaHe € OMJI0 MPEAOCTaBeHO Ha HEeiHA TEPUTOPHUSI.
Toa Mo>xe Ja BKJIIOYBA MPELEHKa OT 3/IpaBeH CIEeUaINCT Wik paboTelio B cdepara Ha
3/IpaBeoIIa3BaHEeTO JIUIIE, IPEJOCTABAIIO YCIYTH B PAMKUTE Ha 3aKOHOYCTaHOBEHATA
CHCTEMa 3a COLIMaJIHA CUTYPHOCT WJIM Ha HallMOHAJIHATa CUCTEMA Ha 3/ipaBeola3BaHe Ha
ITbpKaBaTa-4JIeHKa 10 OCUTYpsIBaHE, KaTO HapuMep OOMIONPaKTUKYBAILL JIEKAP HJITH
JIeKap, MPeI0CTaBsIl IbPBUYHA MEAUIIMHCKA MIOMOIIL, IIPU KOTOTO MAIUEHTHT €
pErucTpHupaH, ako ToOBa € HeOOXOAMMO 3a OIpeiesiHe Ha HHANBUAYAIHUTE MpaBa Ha
3IIpaBHO 0OCITYKBaHE Ha MAllMeHTa. BBIIpexy ToBa ycIoBHUATa, KPUTEPUUTE 32
JOMYCTUMOCT M PETYIaTOPHUTE U aIMUHUCTPATUBHU (POPMATHOCTH, HAJIOKEHH CHITIACHO
HacTodIus naparpad, He Morart ga ObAaT TUCKPUMHUHAIIMOHHY WK 13 MIPE/ICTaBIsIBaT
MpeyKa Mnpeja CBOOOAHOTO BUYKEHUE HA MAIUEHTH, YCIYTH WIH CTOKH, OCBEH aKo TOBA HE
€ 00EKTUBHO 00OOCHOBAHO OT M3MCKBaHUS 3a IUIAHUPAHE, CBbP3aHU C LI€JTa 3a rapaHTUpaHe
Ha JIOCTAThUYEH U TIOCTOSIHEH JTOCTBIT 10 OaJTaHCHPaH CIEKTHP OT BHCOKOKAYECTBEHO
JIeYEeHHE B ChOTBETHATA JIbPKaBa-4JIEHKa, WIN C )KEJTaHUETO 32 KOHTPOJIMpaHe Ha
pasxouTe u u30ArBaHe, TOKOJIKOTO € Bh3MOXKHO, Pa3XUIIEHUETO Ha (DMHAHCOBH,

TEXHUYCCKHU U YOBCIIKU PCCYPCH.

8. JIbprkaBaTa-4JIeHKa 110 OCUTYpsIBaHE HE MOXKE J1a 00YCIIOBH BH3CTAHOBSIBAHE HA PA3XOJUTE
3a TPAaHCTPAHWYHO 3PAaBHO OOCITy)KBaHE OT MPEABAPUTETHO pa3pelieHne, OCBEH B

CJIYYauTe 1O YJICH 8.
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9. JIbprkaBaTa-4JIeHKa 110 OCUTYpsIBaHE MOXKE Jla OTPaHUYH MPUIAraHeTo Ha MpaBuiarTa 3a
BB3CTAHOBSABAHE HAa Pa3X0H 3a TPAHCIPAaHUYHO 3/[PaBHO OOCIIyKBaHE Bb3 OCHOBA Ha
UMIIEpaTUBHU ChOOPAKEHUS OT OOLIECTBEH UHTEPEC KaTO U3MCKBAHUS 3a IJIAHUPAHE,
CBBP3aHU C 1I€JITa 3a FapaHTHPaHE Ha JIOCTAThUCH U MOCTOSHEH JOCTBII J]0 OalaHCUupaH
CIEKTBP OT BUCOKOKAYECTBEHO JICUEHUE B CHOTBETHATA JIbprKaBa-uJIeHKa, WU C
’KEJTAHUETO 32 KOHTPOJIMPAHE Ha PA3XOJUTE U U30ArBaHe, JOKOJIKOTO € Bb3MOXKHO,

Pa3XUIICHUETO HA q)HHaHCOBI/I, TEXHUYCCKH U YOBCUIKU PECYPCH.

10. bes na ce 3acsra naparpad 9, 1pp:kaBUTE-WICHKH CIEIAT 32 TOBA, Pa3X0UTE 3a
TPaHCTPAHUYHO 3JIPABHO 0OCTYKBaHE, 32 KOETO € MPEIOCTABEHO MPEIBAPUTEITHO

paspeiicHue, aa OBbJAT B3CTAHOBECHH B CHOTBETCTBHE C PaspCICHUCTO.

11. Pemienuero 3a orpaHnyaBaHe MPUIIOKEHUETO HA HACTOSALIMS WIEH chIlacHO naparpad 9 ce
OrpaHUyaBa JI0 TOBa, KOETO € He0OXOAUMO U IPONOPLHUOHAIHO, U HE MOXKE /1a
IIPEJCTABIABA CPEJCTBO 33 IPOU3BOJIHA JUCKPUMUHALNS WIX HEOOOCHOBAHA IIPEUKa IIPe]]
CBOOOJHOTO JBUKEHHE HA CTOKH, XOpa WU yCIyru. [IbpkaBuTe-uaeHKH HOTU(ULIUpAT
KomMucusita 3a BCAKO pelIeHHE 3a OTPaHUYaBAHE HA Bb3CTAHOBSIBAHETO HA Pa3XOJUTE Ha

OCHOBaHUITA, MOCOYEHU B maparpad 9.
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Ynen 8
30pasno obcayaceane, 3a Koemo Modice 0a ce UBUCKBA

npeosapumenHo paspeuieHue

1. JIbpkaBaTa-4IeHKa 110 OCUTYPsIBAaHE MOXKE J1a IPEJIBUIU CHCTEMa Ha MPeABApPUTETHO
paspelieHre 3a Bb3CTaHOBSIBAHE HA Pa3XOAUTE 32 TPAHCTPAHUYHO 3/IPaBHO 0OCTYKBaHE,
ChIJIACHO HACTOSALIMS WieH U wieH 9. CucreMara Ha IIPeIBapUTEIHO pa3pelleHue,
BKJIFOUMTEIHO KPUTEPUUTE U TAXHOTO MPUIIaraHe, KakTo U MHAUBHUIYATHUTE PEIICHUS 3a
0TKa3 M0 MCKaHe 3a MpeIBapUTENIHO pa3pellieHne, ce OrpaHdaBar g0 He0OX0UMOTO U
IIPOIOPLIMOHAIHOTO Ha MOCTaBeHaTa L€ U HEe MOraT Jia IPeJICTaB/IsIBaT CPEACTBO 32
MIPOM3BOJTHA TUCKPUMUHAIIHS WM HEOOOCHOBAHA MPEYKa 32 CBOOOHOTO JBHUIKCHHE Ha

NannMCHTUTC.

2. 3,Z[paBHOTO O6CJ'Iy>KBaHe, 3a KOCTO MOJKC I1da CC N3HMCKBA IIPCABAPUTCIIHO pa3pCIICHUC, €

OTPaHUYCHO JI0 3JIPaBHO 00CITy)KBaHE, KOETO:

a) € 3aBUCHUMO OT M3MCKBAHU 3a IIJIAHUPAHE, CBbP3aHu C 1ICJITAa 3a rapaHTUPaHC Ha
JOCTAaTh4€CH U IIOCTOAHCH AOCTHII A0 68.J'IaHCI/IpaH CIICKTBP OT BUCOKOKAYCCTBCHO
JICYCHHUEC B CbOTBCTHATA AbprKaBa-dJICHKA WJIN C KCJIAHUCTO 3a KOHTPOJIMPAHC HA
pPasxoauTe u I/I36$IFBaHe, AOKOJIKOTO € Bb3MOXXHO, Pa3XUIICHUECTO HA (1)I/IHaHCOBI/I,

TEXHUYECKH U YOBEIIKU PECYPCH, H:

() BkIrOYBA HACTAaHSBaHE HA BBHIIPOCHHS MALMCHT B OOJHHMIIA ITOHE 32 €HA

HOIIYBKa, WA

(ll) HaJiara noJI3BaHETO Ha BUCOKOCIICHHUATIU3UPAHA U CBbp3aHa CbC 3HAUYUTCIIHA

pa3xoau MEAUIIMHCKA HHPPACTPYKTypa WU MEAUITUHCKO 000PY/IBaHE;
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0)  BKIJIIOYBA JICUCHUE, KOETO M3JIara MalMueHTa WK HACEIEHUETO Ha 0COOCH PHCK, HITH

B) € IIPENOCTaBEeHO OT JIOCTABYMK Ha 3J[PaBHO OOCIY)XBaHE, KOMTO B OTICIHHU CIyYau,
OM MOT'BJI J1a TIPEAM3BUKA CEPUO3HU M KOHKPETHU ChMHEHHS 32 KAYECTBOTO HITU
0e30macHOCTTa Ha 00CITY’)KBaHETO, C U3KIIFOUCHHE Ha 3JIPAaBHO 00CITyXBaHE, 32 KOETO
ce mpuIiara 3aKoHoatenctBoro Ha Chi03a, rapaHTUPAI0 MUHUMAITHO HUBO HA

0€30IMaCHOCT ¥ Ka4eCTBO B e Chro3.

JbpxaBute-wieHkn HOTUGuIpaT KomucusTa 3a KaTeropuurte 3paBHO 00CITYXBaHE 110

OykBa a).

3. JIbpxaBaTa-wiIeHKa 10 OCUTYpsiBaHE MpoBepsiBa Jaiu ycioBusaTa o Pernament (EO) Ne
883/2004 ca u3mbIHEHH MO OTHOIIICHUE HA NCKAHUATA HA OCUTYPEHO JIUIIC 32
IIPEBApUTEIIHO pa3pelIeHue 3a [10JyyaBaHe Ha 3/[paBHO OOCITy>KBaHE B Jpyra JbpkaBa-
yieHka. Koraro te3u ycnoBus ca U3I'bJIHEHH, IPEABAPUTEITHOTO pa3peLIeHUE ce 1aBa

ChI'IACHO MOCOYCHHA PETIIAMCHT, OCBCH KO MAUCHTHT IMOUCKA APYTO.
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4. KoraTo mamueHT, KOMTO CTpaja Wiu 3a KOroTo ce Mpearnoara, 4e cTpaja ot psako
3a0oJsiBaHe, M0J[aBa NCKaHE 3a MPEIBAPUTEIIHO pa3pelleHne, KIMHUYHATA OIIEHKA MOXKE J1a
ce U3BBPILIU OT €KCIIEPTH B Ta3u 00JacT. AKO B AbprKaBaTa-4JIeHKa [0 OCUTYpsIBAHE HsIMa
TaKHBa €KCIEPTH WJIM aKO CTAHOBUIIETO HA €KCIIepTa He € KaTeropuyHo, JbprKaBaTa-

YWICHKA IO OCUT'YPABAHC MOKC [a ITOMCKAa HaAy4YHa KOHCYJITAllUA.

o. be3 na ce 3acsra maparpad 6, OykBu a) - B), AbpKaBaTa-4ieHKa M0 OCUTYpSIBaHE HE MOXKE
71a OTKaXKe J1a J1a/ie IPeIBapUTEIHO pa3pelieHre, KOraro NanueHThbT UMa IpaBo Ha
BBIIPOCHOTO 3PaBHO OOCITy)KBaHE ChITIACHO WICH 7 U KOTaTO BBIIPOCHOTO 3/IPaBHO
o0ciy’kBaHe He MOKe J1a ObJIe MPEJOCTABEHO Ha HEeWHA TepUTOpUs B 0OOCHOBAH OT
MCIUIIMHCKA I''I€AHAa TOYKa CPOK, Bb3 OCHOBA Ha 00EKTHBHA MCIUIIMHCKA OLICHKA Ha
3JIpaBOCIIOBHOTO CHCTOSIHHE, UCTOPUSATA M BEPOSITHOTO Pa3BUTHE Ha 3a00JIIBaHETO HA
MalyeHTa, CTENeHTa Ha O0JIKa IPH MAlMeHTa W/UIIH €CTECTBOTO Ha YBPEXKIAHETO Ha

ManuceHTa KbM MOMCHTA Ha IMIOAABAHCTO UJIU MMOJHOBABAHECTO HA UCKAHCTO 3a pa3pCIICHUC.

6. JIbpkaBaTa-wiI€HKa [10 OCUTYPsIBAHE MOXKE J1a OTKaXKe Jia J1ajie MpeABapUTEIHO

PaspCiCcHUC 110 CJICAHUTC ITPUINHHA:

a) ChITIACHO KJIIMHWYHA OLCHKA MAIMUCHTHT I10 BCAKA BEPOATHOCT LIC 6’5)16 H3JI0OKCH Ha
PHUCK 3a HCTOBAaTa 6630HaCHOCT, KOWUTO HE MOXKE Ja 6’[))16 CUMTAaH 3a HOpMaJICH
NpeaABU A Bb3MOXHATA I10JI3a 3a MalrueHTa OT TbPCCHOTO TPAHCTPAHUYHO 3/JpaBHO

o0cyKBaHe;

6) MOZKEC a €€ NPCAIIOJIONKU C OTHOCUTCIIHA CUTYPHOCT, Y€ HACCIICHUECTO 1IC 6’[»)16
H3JI0KCHO Ha ChIICCTBCH PUCK 3a HEroBaTa 0e30IMacHOCT B pe3yiTaT Ha BBIIPOCHOTO

TPAHCTPAaHUYHO 3]IPaBHO 00CIYKBaHE;
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B) aKO BBIIPOCHOTO JICUCHUC CC TPCAOCTABA OT JOCTABYUK HA 3IPABHO 06cny>1<BaHe,
KOHUTO MNpEaAn3BUKBA CCPUO3HU U KOHKPETHU CbMHCHUA 3a CIIa3BAHCTO HA
CTaHAAPTUTE U HACOKHUTE 3a KAYECTBO Ha O6CJ'Iy>KBaHeTO 1 0€30I1aCHOCT Ha
MMaIMEHTUTEC, BKIIFOUUTCIIHO pa3nopez[6HTe OTHOCHO Haa30pa, HE3aBUCHUMO JaJIN TE3U
CTaHJApPTHU U HACOKHU Ca NMPCABUCHU B 3aKOH WJIHM ITOJA3aKOHOBU pa3n0pe;161/1 U
MOCPCACTBOM CUCTCMU 3a AKPCAUTHUPAHEC, Ch31aJICHU B AbPiKaBaTa-YWICHKA I10

MECTOJICUCHHE,

I)  BBIPOCHOTO 3[IpaBHO 0OCITyKBaHE MOXeE J1a Ob/Ie MPEJOCTaBEeHO HA HEelHA
TEPUTOPHS B pAMKUTE Ha CPOK, KOMTO € 000CHOBAaH OT MEIMLIMHCKA IJIeJ{HA TOYKa,
KaTo Ce€ OTYMTA HACTOSIIOTO 3PAaBOCIIOBHO ChCTOSIHUE U BEPOSATHOTO Pa3BUTHE HA

3a00/I1BaHETO HA BCEKU INanKuCHT,

7. JIbprkaBaTa-4JieHKa 110 OCUTYPsIBaHE OMOBECTABA MMYOJUYHO WH(GOPMAIIHS 33 TOBA 33 KOE
3[paBHO 00CITY)KBaHE C€ M3MCKBA MPEIBAPUTEITHO pa3peliCHHE 3a EIUTEe Ha HACTOsIIaTa
JTMPEKTUBA, KAKTO M Is1aTa ChOTBETHA MH(OPMAIKsI OTHOCHO CHCTEMaTa 3a

MIPEIBAPUTEIIHO pa3pellIeHue.
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Ynen 9
Aomunucmpamusnu npoyedypu OmHOCHO

MPAHCZPAHUYHOMO 30PABHO 0OCTIYHCBAHE

1. JIbpkaBaTa-4ieHKa 110 OCUTYpsIBaHE TapaHTHpPa, Y€ aIMUHUCTPATUBHUTE MIPOLECAYPH
OTHOCHO IOJI3BAHETO Ha TPAHCTPAHUYHO 37paBHO OOCITYy’)KBaHE M Bb3CTaHOBSIBAHETO HA
pa3xoauTe 3a 3paBHO OOCITyKBaHEe, HAIIPABEHH HA TEPUTOPUSATA HA IpYra AbprKaBa-
YJIeHKAa, C€ OCHOBAaBaT Ha 0OEKTUBHH, HEJUCKPUMHUHALIMOHHHU KPUTEPHUH, KOUTO ca

HeO6XOI[I/IMI/I U IPONOPIHUOHATIHA HA ITOCTaBEHUTEC 1CJIN.

2. Bcenuky aqMHUHACTPAaTUBHE MPOLIETYPH OT BHIA, IIOCOYEH B maparpad 1, ca imecHo
JIOCTBITHU ¥ WH(POpPMAIKATA, CBBP3aHa C MOJ00HU MPOLEIYPH CE ONIOBECTSIBA ITyOJIMYHO HA
MOJXOAIIO0 paBHUILE. Te3u npoueaypu TpsOBa 1a MOTaT J1a OCUTYPAT OOEKTUBHOTO H

Oe3npucTpacTHO 00pabOTBaHE HA UCKAHUSATA.

3. JIbpKaBUTE-WICHKH OIPEIENISIT pa3yMHHU CPOKOBE 3a 00pabOTBaHE Ha UCKaHUSATA 32
TPAHCTPAHUYHO 3/IPaBHO OOCITY»KBaHE U MPEABAPUTEIIHO TH OMOBECTIBAT MyOanuHo. [Tpu
pa3riIekIaHeTO Ha CKaHMUS 3a TPAHCTPAHUYHO 3APABHO OOCITY)KBaHE AbPKABUTE-UWICHKH

B3€MaT MPEeaABUI:
@)  KOHKPETHOTO MAaTOJIOTUYHO CHCTOSHUE,

0) CHEemHOCTTa U MHAUBUAYAIHUTE OOCTOSITENCTRA.
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JIbpKaBUTE-YICHKH FapaHTUPAT, Y€ UHAUBUIYATHUTE PELICHU 10 OTHOLIEHUE Ha
[I0JI3BAHETO HAa TPAHCTPAHUYHO 31PaBHO OOCIIY’)KBaHE M Bb3CTaHOBABAHETO HA Pa3XOAUTE
3a 3paBHO 00CIYXBaHE, HAIIPABEHU Ha TEPUTOPHATA HA JIpyra AbpKaBa-ujeHKa, ca
Ha/IJIe)KHO 000CHOBAHM U MOJIEKAT HA IIPepasIiekIaHe B BCEKH OTENEH cllydyail u morar

1a ObJIaT OCIIOPBAHU MO ChJIe0EH pejl, KOETO BKIIIOYBA B3EMAHETO HA MPUBPEMEHHH MEPKH.

HacrosmaTa nupekTuBa He 3acsira IpaBoTo Ha AbpKaBUTE-WICHKH J1a IpejiaraT Ha
NAIMEHTUTE JOOPOBOJIHA CHCTEMA 3a IIPEIBAPUTEIIHO YBEIOMBAHE, IIPU KOATO B 3aMsHA
Ha TaKOBa YBEJOMSBAHE MAllMEHTHT [10Jy4yaBa OCHOBAHO Ha IPEABAPUTEIHA OLICHKA
IIMCMEHO NTOTBBPKJICHUE HAa pa3Mepa Ha CyMaTa, KOsATO 1ie ObJie Bb3CTaHOBEHA. B
IIpe/IBapUTeNIHATa OLEHKA C€ B3eMa IIPEIBU] KJIMHUYHUS Clydail Ha MallMeHTa, KaTo B Hes

CC IMMOCOYBAT BCPOATHO IMPUTTOKUMHUTC MCAUTTUHCKU IIPOUCAYPHU.

JIbpKaBUTE-YIICHKH MOTaT J1a u30epaT Jja mpuiiaraT MexaHu3MHTE Ha (pUHAHCOBA
KOMIIEHC AU MKy KOMIIETEHTHUTE UHCTUTYLIMH, ITpeBuieHu B Pernament (EO) Ne
883/2004. Koraro naseHa rppKaBa-4JieHKa 10 OCUTYpsIBaHE HE TpUIara Te3u MeXaHH3MH,

Td TrapaHTHUpa, 4€ MAIUCHTUTC I10J1y4aBaT Bb3CTAHOBSIBAHC 0e3 HeoOOCHOBAHO 3a0aBsHE.
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I'JIABA 1V
CbTPYAHHUYECTBO B OBJIACTTA
HA 3IPABHOTO OBCJIY’KBAHE

Ynen 10

Bzaumonomow u compyonuuecmeo

JIbpKaBUTE-YICHKH CH OKa3BaT HEOOXOAMMAaTa B3aMMOIIOMOII 32 M3ITBJIHCHUETO Ha

HaCTOAIIATa TUPEKTHBA, BKIIOYUTEIHO CHTPYIHHYECTBO BHB BPb3Ka ChC CTAHAAPTUTE U
HACOKUTE 3a Ka4eCTBO U 0€3011acCHOCT M 0OMeHa Ha uH(popMalus, MO-CIEHUATHO MEXKTY
CBOWTE HAIMOHAIHU TOYKH 32 KOHTAKT IO WIEH 6, B TOBA YHCJIO OTHOCHO pa3nopenonTe

OTHOCHO HaJ30pa U B3aMMOIIOMOIIITAa C ICJI U3ACHABAHC HAa CbABbPIKAHHUCTO HA (baKTypI/ITe.

JIbpKaBUTE-WICHKH YJIECHIBAT ChTPYAHUUYECTBOTO MPU MPEIOCTABSIHETO HA
TPAHCTPAHUYHO 3/IPaBHO OOCITY»KBaHE Ha PETMOHAIHO U MECTHO PAaBHHUIIE, KAKTO U

nocpenctBoM UKT u apyru popmu Ha TpaHCTPAaHHYHO CHTPYAHUYECTBO.

Komucusara HachpyaBa JbprKaBUTE-UIEHKH, 0COOEHO ChCEIHUTE AbPKaBH, Jla CKII0YBAT
CIIOpa3yMeHMsI MoMex 1y ci. KoMucusTa chIo Taka HachbpyaBa AbPyKaBUTE-WICHKH Ja CH
ChTpYJHUYAT B 00JIACTTa HAa TPAHCTPAHUYHOTO MPEJTOCTaBSHE HA 3/IpaBHO 0OCITYKBAaHE B

IPAHUYHHUTE PETHOHH.
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4. JIbpkaBaTa-4JIeHKa [0 MECTOJICUCHHE TapaHTUpa, 4e HHpOopManusITa OTHOCHO MIPABOTO J1a
MIPAKTUKYBAT HA 3J[PABHUTE CIICIIUAIMCTH, BIUCAHH B HAIIMOHAIIHU WJIM MECTHH PETHUCTPH,
Ch3/a/IeHU Ha HeWHa TePUTOPUS, IIPU MOUCKBAHE CE MPEJIOCTaBsl HAa OPraHUTE HA JPYTU
IbpKABU-UWICHKH 32 I[EJIUTE Ha TPAHCTPAHUYHOTO 3[IpaBHO O0CITYyKBaHE B CbOTBETCTBHE C
riasu Il u Il u ¢ HarmoHAIHUTE MEPKH 3a U3MbJIHEHUE Ha pa3nopendure Ha Cbhro3a
OTHOCHO 3aIl[UTaTa Ha JIMYHUTE IaHHU, MO-CIeIHaTHO qupekTuBu 95/46/EO u
2002/58/EQ, u ¢ npuHIMIIA Ha IPE3YMIIIHATA 32 HEBUHOBHOCT. OOMEHBT Ha HHPOPMAIIUs
ce U3BBPIIBA Upe3 HH(OpMaLlMOHHATA CUCTEMA 3a BbTPEILHUS M1a3ap, Ch3/1aJieHa ChIIacHO
Pemenue 2008/49/EO na Komucusra ot 12 nexemBpu 2007 r. OTHOCHO 3aIIuTaTa Ha
JUYHHATE JAHHU NIPH BHBEKIAHETO HA MH(POPMAIIMOHHA CHCTEMa 33 BBTPEITHUS T1a3ap

1
(IMI) o oTHOIIICHKE HA 3aIMTaTa HA JTUYHUTE TaHHH .

Ynen 11
Ilpusznasane Ha MeOUYUHCKU NPEONUCAHUS,

uz0aoenu 6 opyea 0bpiHcasa-4ieHKa

1. AKXO IajieH JIeKapCTBEeH NPOIYKT € Pa3pelleH 3a ThProBus Ha 1a3apa Ha TSAXHA TePUTOPHUS
B cboTBeTcTBUE [JupektuBa 2001/83/EO unu Pernament (EO) Ne 726/2004, nbpxaBute-
YJICHKU TapaHTHPAT, Y€ MEAUIUHCKUTE MTPEIHCAHNS, U3a/ICHU 32 TO3H JICKApCTBEH
MPOAYKT B JIpyTa AbpKaBa-dieHKa 32 KOHKPETEH MalueHT, MOTaT Ja ObJaT U3IThIHIBAHU
Ha TAXHA TEPUTOPHSI B CHOTBETCTBHE C JEHCTBANIOTO HAIIMOHAITHO 3aKOHOATEICTBO U Ye
BCSIKAKBHM OTPaHUYEHHUs B IPU3HABAHETO Ha KOHKPETHUTE MEIUIIMHCKU MIPENMCaHUs ca

Ba6paHCHI/I, OCBCH aKO TC Ca:

a@)  orpaHHYCHH B PAMKHTE Ha TOBa, KOETO € HEOOXOIUMO U MPOITOPIIMOHAIHO 3a 3aI1Ta

Ha YOBCIIKOTO 3paB€ U Ca HCAUCKPUMHWHAIIMOHHU, UJTN

! OB L 13,16.1.2008 r., cp. 18.
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6) OCHOBaHHM Ha 3aKOHHH M 00OCHOBAHH ChbMHEHHSI OTHOCHO ABTCHTHUYHOCTTA,

CbABbPKAHUCTO HUJIM ACHOTATa HAa KOHKPETHOTO MCAUITMHCKO MPCANTNCAHUC.

HpI/I3HaBaHeTO Ha TaKMBa MCIUIMWHCKHA NPCANKMCaHnA HE 3acira HallMOHAJIHUTE IIpaBHJjia 3a
HU3JaBAHCTO U U3IBJIHABAHETO HA MEIUIIMHCKH ITPEAIINCAaHMA, aKO TE3U IIPpaBuJia ca B
CBhOTBETCTBHEC CBC 3aKOHOAATCIICTBOTO HaA C'bI03a, BKJIFOUUTCIIHO IIpaBrJiaTa OTHOCHO
TCHCPUYHHUTC UJIN APYTHUTC 3aMCCTBAIU JICKAPCTBCHU IIPOAYKTH. HpI/ISHaBaHeTO Ha
MCIUIHUHCKUTE NPEAINIMCaHNA HE 3aciara IpaBujiaTa 3a Bb3CTaHOBABAHE HA pa3sXOJUTE 3a
JICKapCTBCHU IIPOAYKTH. Br3cranoBsaBaneTo Ha pasxoauTe 3a JICKApCTBEHU IIPOAYKTH

ronaja B IpWIOKHOTO noJie Ha riasa Il ot HacTosmara tupekTusa.

[To-cneruanHo NMpuU3HaABaHETO HA MEIUIIMHCKHU MIPEANKMCAHUS HE 3acsra rmpaBaTa Ha
(dapmalieBTa 1o HallMOHAIIHYU MPaBUIIA J1a OTKAXKE MO €TUYHH ChOOpaKeHUs Aa MPEI0CTaBU
MIPOJYKT, KOWTO € OWJI MPeIUCaH B JIpyra IbpKaBa-4wieHKa, Korato papMaieBThT Ou
MMaJl IpaBo J1a OTKAXKe /1a o MPEIOCTaBH, aKO MEAUIIMHCKOTO MpeANHucaHue € Ouio

HU3JaACHO B JbprKaBaTa-4JICHKA 10 OCUT'YpsIBaHC.

B JAOIIBJIHCHHUEC KbM IIPU3HABAHCTO Ha MCAUIIMHCKOTO IIPCAIIMCAHHUEC AbpiKaBaTa—4JICHKA I10
OCUT'ypsIBaAHC B3€Ma HCO6XOI[I/IMI/ITC MCPKH, 3a Ia rapaHTupa NpueMCTBCHOCTTA IIPpU
JICYCHHUETO, KOraToO MEAUIMHCKO MPEANMNCAaHNUEC € U3AaJICHO B IbpiKaBaTa-4JICHKaA I10
MCCTOJICUCHUC 3a JICKAPCTBCHU NPOJAYKTHU HIIN MCAUTTUHCKU U3ACTIUA, TOCTHITHU B
AbpiKaBaTa-4JICHKA IO OCUTYPABAHE, U KOT'ATO C€ ThbpPCU MPCAOCTABAHCTO UM B AIbpiKaBaTa

—HJICHKA 10 OCUTypsABaHEC.

Hacrosmusar naparpa(b CC IIpuJiara M 1Mo OTHOIICHUEC Ha MCAUIITUHCKUTC U3JICJINA, KOUTO Ca

IIyCHAaTHU 3aKOHHO Ha I1a3apa B CbOTBCTHATA AbpiKaBa-dJICHKaA.
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C ornen ynecHsiBaHe nmpujaranero Ha naparpad 1, Komucusira npuema:

a)

6)

MEpPKH, C KOUTO C€ JaBa MPaBO HA 3JIPABHUTE CIICIIUAIMCTH Ja TPOBEPSBAT
ABTEHTUYHOCTTA Ha MEIUIIMHCKOTO MPEANUCaHue, KAaKTO U JaJId METUIIMHCKOTO
MpeAnucaHue € U3JaJCHO B Ipyra AbpKaBa-4iIeHKa OT YiICH Ha perjiaMeHTHpaHa
npodecus B 0061acTTa Ha 37JpaBeONa3BaHETO, KOWTO UMa 3aKOHHOTO TIPABO Ja MPaBU
TOBA, MMOCPEJCTBOM pPa3pabOTBAHETO HA HEU3UEPNATEIICH CIIHCHK OT CIIEMEHTH,
KOUTO Aa ObJaT BKJIIOUYCHHU B MEIUIIMHCKUTE TIPEAMUCAHKS U KOUTO TPSAOBa Ja ObaaT
SICHO Pa3JIMYMMHU BbB BCUUKH ()OPMATH 32 MEAUITMHCKO TIPEANUCAHUE, BKIFOUYNUTEITHO
€JIEMEHTH, YJICCHSIBAIIN, aKO € HE00X0IMMO, YCTAHOBSIBAHETO HA BPBH3Ka MEKIY
M3/1aBallOTO W M3ITBIHABAIIOTO METUITUHCKOTO TPEITUCAHKE JIUIIE, C TSI Ja Ce
OCUTYPH IBITHO pa30upaHe Ha JICYCHHUETO, KaTO ChIEBPEMEHHO Ce 3ama3Ba

IOBCPUTCIIHHUAT XAPAKTCP Ha JAHHUTC HaA IMMAITUCHTUTC,

HACOKH 3a nmoAarioMaranc Ha IbpXKaBUTC-4JICHKU B pa3pa60TBaHeT0 Ha OoIicpaTuBHATA

CBbBMCCTUMOCT Ha CJICKTPOHHUTC MCIUIMHCKHU IPECAITUCAHU,

MEpKH 3a yJIECHSIBaHE Ha MIPAaBUIIHOTO OIPEEIsTHE Ha JIEKAPCTBCHUTE MPOILYKTH HIIH
MEIUIIMHCKUTE U3/IeNHs, IPENUCaHN B €JHA AbPKaBa-4JICHKA U MPEIOCTaBIHH B
ApyTa, BKIIOYUTEITHO MEPKH B OTTOBOP HA 3arpIDKEHOCTTA 3a 0€30M1aCHOCTTa Ha
IManucHTa BbB BPb3Ka CbC 3aMCCTBAHCTO UM B PAMKHUTC HAa TPAHCTPAHUYIHOTO
37IpaBHO OOCITYKBaHE, KOTaTo 3aKOHOJIATEIICTBOTO Ha JIbpKaBaTa-4ICHKA, B KOSTO TE
ce MPeoCTaBsIT, MO3BOJIsBA TAKOBa 3amecTBaHe. Komucusta otuunTa, inter alia,
M3I0I3BAaHETO Ha MEKTYHAPOIHO HEMAaTEHTHO HAMMEHOBAHHUE 1 JI03MPOBKATa Ha

JIEKAPCTBEHUTE NPOAYKTH;
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I)  MEpKH 3a yJeCHsBaHe Ha pa3OMpaHeTO Ha MpeJHa3HaueHarTa 3a MalueHTHTe
nH(pOpMaNK OTHOCHO MEAMIIMHCKOTO MPEANUCAHNE U YKa3aHUTa 3a yroTpeda Ha

IIpoaAYKTa, BKIIFOUUTEIIHO ITIOCOYBAHE HA AKTUBHOTO BEIIECCTBO U JO3UPOBKATA.

Mepkure, nocouenu B Oyksa a), ce npuemar ot KomucusTa 1o ...", a nocoueHute B 6yKBH

B) U T') MepKkH ce npueMat ot Komucusra no .."" .

MepkuTe 1 HaCOKUTE, MOCOYEHH B naparpad 2, OykBH a) - T'), ce IpueMaT B CbOTBETCTBUE

C mpolieiypaTa 1o peryjivpaHe, mocodeHa B wieH 16, naparpad 2.

[Tpu npuemaneTo Ha MEpKU WM HACOKH 110 maparpad 2 Komucusra orunra
IIPONIOPLIMOHAIHOCTTA HA PAa3XOAUTE, CBBP3aHU ChC CIIA3BAHETO HA 3aKOHOJATEICTBOTO,

KaKTO U IIpeAIiojgaracmara 10Jj3a OT CbOTBETHUTC MCPKH UJIIW HACOKH.

3a nenure Ha naparpad 1 Komucusra npuema cbllo Taka, He MO-KbCHO OT ... *",
IIOCPEICTBOM JIEJIETUPAHU aKTOBE ChIVIACHO WieH 17 u npu ycioBusTa Ha uieHoBe 18 u 19
MEpPKH 32 U3KIIF0UYBaHE HA KOHKPETHU KaTErOpUH JIEKAPCTBEHU MPOIYKTH WM METUIIUHCKU
W3JIEIHS OT MPU3HABAHETO HA MEIUIIMHCKUTE MPEANMUCAHNS, TPESIBUICHO B HACTOSIIUS

YJICH, KOTaTO TOBA CC HaJiara € OrJjica oIla3BaHC Ha O6HI€CTB€HOTO 3paBc.

Haparpa(p 1 HEe ce pujara 3a JICKapCTBCHU IIPOAYKTH, 3a KOUTO C€ U3UCKBA CIICUAIIHO

JIeKapCcKo Mpeanucanue, npeaBuaeHo B wieH 71, naparpad 2 ot Jupexrusa 2001/83/EO.

OB: Mo, no6asere nata - 20 Mecera ciel JaTaTa Ha BIM3aHE B CUJIa HA HACTOAIIATa
JTUPEKTHBA.
OB: Mo, no6asere nata - 18 Mecena cien gaTaTa Ha BIM3aHE B CHUJla HA HACTOAIIATa
JUPEKTUBA.

PE-CONS 6/11 DG/dim 64

DG | BG



Ynen 12

Esponeticku pegpepenmnu mpedicu

1. Komucusita nognomara 1bp:kaBute-4jJeHKH B pa3BUTUETO Ha EBpomneiickute pedepeHTHH
MpPEXU MEX]y IOCTaBUUIIM Ha 3[PaBHO OOCIIy)KBaHE U €KCIIEPTHU LIEHTPOBE B AbP>KaBUTE-
YJICHKH, T0-KOHKPETHO B 00JacTTa Ha peAKUTe 3a00siBaHusL. MpeXuTe ce OCHOBaBaT Ha
JOOPOBOJIHOTO y4acTUE Ha CBOUTE UIEHOBE, KOUTO y4acTBaT U JOIIPUHACHT 3a IEHHOCTUTE
Ha MPEXUTE B ChOTBETCTBHE ChC 3aKOHOJIATEJIICTBOTO HA Abp)KaBaTa-wieHKa, B KOSATO ca
YCTaHOBEHHU WJICHOBETE Ha Mpe¥kKaTa, U MO BCSIKO BpeMe ca OTBOPEHU 32 HOBH JIOCTaBUUIIN
Ha 3/IpaBHO O0OCITy>KBaHE, KOUTO MOXKE J1a KEJasAT J1a C€ MPUCHETUHIT KbM TSIX, aKO TAKHBA
JIOCTABYMIIM HA 3/IpaBHO 00CITyKBaHE OTIOBAPAT HA BCUUKH HEOOXOIUMU YCIIOBUS U

KpUTEpHUHU, TOCOUYEHHU B maparpad 4.
2. EBporneiickute peepeHTHU MpexHu UMAT Hall-MaJIKO TPU OT CIIEIHUTE IIeIIH:

a)  Ja moJromMarar peaJM3HpaHeTo Ha IMOTEHIHMaa Ha eBPOIICHCKOTO ChTPYAHNYECTBO
10 OTHOILIEHHE HA BUCOKOCIIEUAIN3UPAHOTO 3APaBHO OOCIIy’KBAaHE 3a MALIUEHTUTE U
3a CUCTEMHTE Ha 3/ipaBeola3BaHe 1OCPEICTBOM M3II0JI3BAHE HA HHOBALIUU B

MCIUIIUHCKATAa HAyKa U B oOJactra Ha 3APABHUTC TCXHOJIOT'UH,

0) 71a rompuHAcAT 3a O0eAMHSIBAHETO Ha MO3HAHUATA OTHOCHO Mpo(dUIaKTUKATa Ha

3a0oJisiBaHMsATa B 001112 Oa3a;
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B)  Ja yJecHABAT MOJO0OPSBaHETO Ha JUArHOCTHKATA U MPEAOCTaBSIHETO HA
BHCOKOKA4eCTBEHO, JIOCTHITHO U MKOHOMHYECKH €()eKTUBHO 3/IpaBHO 00CTyXBaHE 32
BCUYKH MALMEHTH ChC 3APABOCIOBHO ChCTOSIHUE, M3UCKBAILIO OCOOEH 00eM OT
eKCIIEpTHH 3HaHUS U YMEHUS B 00JIaCTH HA MEJULIMHATA, B KOUTO T€3U €KCIEPTHU

3HAHUA U YMCHUA Ca PAOKOCT;

r)  Jia TOCTUTAT Bh3MOXHO Hail-BUCOKA CTENEH HA NKOHOMHYECKH e(heKTHBHO
H3II0JI3BaHE HA PECYPCUTE NTOCPEACTBOM TAXHOTO CHCPEAOTOYABAHE TaM, KBIETO €

1enecho0pasHo;

I[) Aa rnmoanomMarat Hay4HUTEC U3CJICABaHus, CIIMACMHUOJIOTNYHUA HAA30p KaTO HAIIpUMEP

BOJICHE HA PETUCTPHU M O0YUYEHUETO 32 3APABHUTE CICIIUAIHCTH,

€) 7 yJlecHsBAT MPeHOoca Ha eKCIEePTHUTE MO3HAHUS, BUPTYAITHO WK (PU3NYECKU, U
pa3paboTBaHeTO, OOMEHA U pa3NpOCTpaHsIBaHETO Ha UH(OpMalMs, 3HAHUS U Haii-
n00pHu MPaKTUKH | J1a HAChPUYaBaT Pa3BUTUETO HA TMAarHOCTHKATA U JICUEHHUETO Ha

penku 3a00J1sBaHusl, BbB U U3BbH MPEXKUTE;

)K) Ja HaCbp4yaBarT pa3pa60TBaHeTo Ha IMOKa3aTCJIk 3a CPABHCHUEC Ha KaYCCTBOTO U
0e30IMacHOCTTa U Ja crioMarart 3a pa3pa60TBaHeTo U pas3npoCTpaHABaAHCTO Ha

I[06pI/IT€ IMMPAKTHUKU B MpPE}KaTa U U3BBH HEA,

3)  Ja mojmomarat JIbp’KaBUTE-4JIEHKU C HEIOCTaTh4eH Opoi MallMeHTH ¢ ONpeAeIeHO
3/IpaBOCJIOBHO ChCTOSIHUE WM 0€3 HEOOXOAMMUTE TEXHOJIOTMH UIH €KCIIEPTHU

YMCHHA 34 NPECAOCTABAHEC Ha BUCOKOCIICHUATIU3UPAHN BUCOKOKAUCCTBCHHU YCIIYT'U.
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3. JIbpKaBUTE-YICHKH C€ HaChpyaBar Ja IOAIOMaraTr pa3BUTHEeTO Ha EBponelickure

pedepeHTHN MpPEeXHU:

a)  Ype3 CBbP3BaHE HA MOAXOISIIM JOCTABYUIM HA 3IPABHO OOCIYKBaHE M EKCIIEPTHU
LIEHTPOBE Ha CBOSATA TEPUTOPUS U TapaHTUpaHE Pa3NPOCTPAHEHUETO Ha HH(POpMaLUs
Ha MOAXOASIINTE TOCTAaBYUIM Ha 3JJpaBHO OOCITYKBaHE U €KCIIEPTHH LICHTPOBE Ha

CBOSITa HAallMOHAJIHA TEPUTOPUS;

6) Yp€3 HACHhPYaBaHC HA YHAaCTUCTO HAa JOCTAaBUMUIIUTE HA 3JpaBHO 06CJ'IY)KBaHC n

eKCIIepTHHUTE IIeHTpOoBe B EBporieiickute pedepeHTHH MpexXH.
4, 3a nenute Ha maparpad 1 Komucwusra:

d)  mpueMa CIHUCHK ¢ KOHKPETHUTE KPUTEPHH U YCIOBUS, KOUTO EBporneiickure
pedepeHTHH MpexH TpsiOBa 1a U3IIBIHSIBAT, U YCIOBHATA U KPUTCPHUTE 32
JOCTaBYHMILIMTE Ha 3/IPaBHH YCIyI'H, KOMTO KENasT Ja yuactsar B EBpormeiicku
pedepenTan Mpexu. Te3u KpUTEpUU U YCIIOBHS TapaHTHupar, inter alia, ue

EBponeiickure peepeHTHH MPEKH:

(l) pa3nojarat CbC 3HaHUATA U CKCIICPTHUTEC YMCHUA 3a TUMATIHOCTHUKA,
MpocCICAsIBAHC U ITOCMAHC Ha MAIUCHTUTE C ITOJIOKUTCIIHA PE3YJITATH OT

JIe4eHHe, JOKOJIKOTO TOBA € IPHII0KUMO;
(if) mpuarat MHTEPAMCIUIUIMHAPECH TOAXO/;

(ili) mpennarat BUCOKO paBHUILE HA €KCIICPTHU YMEHHUS M UMAT Bb3MOXKHOCTHTE J1a
OIIpEIeTIAT HACOKH 3a J0Opa MpaKTHKa U J1a IpHUjIaraT pe3yaTaTHH MEpKU 1

KOHTPOJ Ha Ka4€CTBOTO,
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(iv) nmompuHacAT 3a HAYUYHUTE U3CIICIBAHUS;
(v) opranm3mpar AeHHOCTHU 10 00yYCHHE U KBATU(DUKAIINS; 1

(vi) pa3BHBAT TACHO CHTPYAHUYECTBO C APYTH EKCIEPTHU IIEHTPOBE H MPEXKHU HA

HaIlMOHATHO U MEXIYHapOJIHO PaBHUIIIE,

0) pa3paborBa u MyOIMKyBa KPUTEPUU 3a Ch3/IaBaHE U OlICHKa Ha EBponelickure

pedepeHTHU MPEKH;

B)  yllecHsBa 0OMeHa Ha MH(pOpMAIUI U eKCIePTHU MO3HAHUS BbB Bph3Ka C

u3rpaxxaaHeto Ha EBpomnelickute pe)epeHTHU MPEXH U TAXHATA OI[CHKA.

S. Komucusara npuema mepkure, mocodeHu B naparpad 4, Oyksa a), upe3 JejerupaHu aKTOBE
B CHOTBETCTBUE C WieH 17 u npu ycinoBusTa 1o ujaeHose 18 u 19. Mepkure, nocoueHu B
naparpad 4, OykBu 0) 1 B), ce mpueMar B CbOTBETCTBHUE C MPoLIeypaTa 1o peryanupase,

Ioco4eHa B wieH 16, maparpad 2.

6. MepKI/ITe, MPUETH CHINIACHO HACTOAIIUA YJICH, HC BOAAT 10 XapMOHHU3HUPAHC HA 3aKOHU
WM II0OA3aKOHOBH pa3n0pe)161/1 Ha IbpPKaBUTC-UJICHKU U Ca c1)06pa3€H1/1 H30AJI0 C
OTTOBOPHOCTUTEC HA ABPKABUTC-HYIICHKHU 3a OPTaHU3UPAHCTO U IPECIOCTABAHETO HA

3ApaBHU YCIYIr'd U MCAUIIUHCKU T'PHIKHU.
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Ynen 13

Peoxu 3abonaeanus

Komucusra IMOAKPECIIA ABPKABUTC-YJICHKHU B CbTPYAHHYCCTBOTO 3a pa3pa60TBaHe Ha KallaluTCT 3a

AWAarHoCTuKa M JICYCHUE, ITO-KOHKPETHO KaTO LCJIU Aa:

a) OCBEJIOMSIBA 3JJPABHUTE CIEITUAINCTU 32 MHCTPYMEHTUTE, C KOUTO T€ pa3IoJiarat Ha
paBaunieTo Ha ChrO3a M KOUTO MOJIIOMArar npaBuiIHATa JUArHOCTHKA HA PEIKUTE
3a001sBaHusl, MO-KOHKpeTHO 6a3ata manHu Orphanet u EBponelickute pedepeHTHH

MPEXHU;

0) OCBEJIOMSIBA TAIIMCHTH, 3JJPABHH CIICIIUAIMCTH U OPTaHUTE, OTTOBapSINU 32 ((HHAHCUpaAHE
Ha 3/IpaBHOTO OOCITY»XBaHe, 3a Bb3MOXKHOCTHUTE, ocurypeHu ¢ Perimament (EO) Ne
883/2004, 3a uznparane Ha NAIMEHTH C PEIKU 3a00JIIBaHUS B IPYTU JbpPKABU-UICHKU

A0pH 3a AMAarHOCTHUKA U JICHCHUC, KOUTO HC CC IIpCJiaraT B AbpiKaBaTa-4JICHKA I10

OCHTypsIBaHE.
Ynen 14
Enexmponno 30paseonaszsane
1. CbI03bT MOJAKpETIS U YJIECHSIBA ChTPYIHUYECTBOTO U OOMEHa Ha HayuyHa HHPOpMaIus

MEXy IbpKaBUTE-4JIEHKH, pa0OTEIM B paMKHUTE Ha MpeXka, U3rpajieHa Ha 100poBOJIHA
OCHOBA M CBBp3Ballla ONPEAEICHUTE OT IbP’KaBUTE-UJICHKN HAIIMOHAIHHU OpraHH,

OTTOBOPHH 3a CJICKTPOHHOTO 3ApPaBCOIIa3BaHC.
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2. [lenute Ha MpexaTa 3a €IEKTPOHHO 37paBeola3BaHe ca Ja:

a)  paboTH 3a MOCTUI'aHE HA YCTOWYMBH MKOHOMUYECKH U COI[MATHH OJI3U OT
€BPOIEHCKUTE CUCTEMHU U YCIYTH 3a €JIEKTPOHHO 3[IpaBeola3BaHe U Ha ONEPATUBHO
ChbBMECTUMH MPHIIOKEHHUS, C OTJIE]] IOCTUTAaHETO Ha BUCOKO HUBO HA JIOBEpHE U
CUTYPHOCT, 3aCHJIBaHE Ha MPUEMCTBEHOCTTA HA TPHKUTE U FapaHTUPAHE HA JOCTHIT

70 6€30MacCHO M BUCOKOKAYECTBEHO 3/IPAaBHO 0OCITYKBaHE;
0) wu3paboTBa HACOKH OTHOCHO:

(l) HCU3UYCPIIATCIICH CIIMCHK Ha JJaHHHW, KOUTO Oa 6’]5,[[8.T BKJIFOUCHHU B
MCIUIMHCKHUTEC AOCHUETA HAa MAIMCHTHUTEC MU JJa MOTaT Ja 6"I>I[3.T 0OMEHSHHI
MCKAY 3APaBHUTC CIICHUAIMCTH C OIJIC OCUT'YPABAHC HA TPAHCTpaHUYHA

MMPUEMCTBCHOCT Ha I'PHIKHUTC U 0€e30IacHOCT Ha INannMCHTUTC, U

(i)  edexTHBHM METOAM, KOUTO Ja IMO3BOJIAT M3MOI3BAHETO HA MEIUIIMHCKA
uH(pOpMAaIIKS 32 HY)KIUTE Ha 00IIECTBEHOTO 3/IpaBEOINa3BaHEe M HAYUHUTE

W3CIICIBAHMS;

B) MOAKPCIIA AbPKABUTC-UJICHKU B p33pa6OTBaHCTO Ha O6IJ_II/I MCPKH 34
I/II[GHTI/I(I)I/II_[I/IpaHe U MIPOBEPKaA 3da aBTCHTUYHOCT C LCJI 1a C€ YJIICCHU Bb3MOXKXHOCTTA

3a Np€aaBaHe Ha JaHHU IIPU TPAHCTPAHUYIHO 3APaBHO O6CJ'Iy7KBaHC.

enuTe, mocoyeHu B OykBU 0) U B), C€ MpecieaBaT MPU HAJICKHO OTUYUTAHE HA
MPUHLMIIATE Ha 3alUTa Ha JaHHUTE, YCTAHOBEHU MO-CIEHAIHO B 1UpeKTUBU 95/46/EO n

2002/58/EQ.
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Komucwusita mpuema HeOOXOAUMHUTE MEPKH 34 Ch3/1aBaHETO, YIIPABICHUETO U MPO3PAYHOTO

(YHKIIMOHHpAHE HA Ta3W MPEkKa B ChOTBETCTBHUE C MPOIIEIypaTa 1Mo peryiaupane, moco4ueHa

B wieH 16, maparpad 2.

Ynen 15

CbmpyOHuuecmeo 6 obonacmma Ha oyeHkama Ha 30pa6Hume mexHoJsiocuu

ChI03bT MOJKPEIIS U YJICCHSIBA ChTPYJHUYESCTBOTO U OOMEHA Ha HaydyHa WHPOpMAIUs
MEXIy Ibp:KaBUTE-WICHKHU B PAMKUTE Ha MpeKa, U3rpajieHa Ha JoOpPOBOJIHA OCHOBA,
CBBP3Ballla ONPEIEICHUTE OT IbPKABUTE-YWICHKH HAIMOHAJIHA OPTraHu UM UHCTUTYLUH,
OTTOBOPHM 32 OILICHKATa Ha 3JJpaBHUTE TEXHOJIOTUH. J[bpKaBUTE-WICHKH CHOOIaBAT Ha
KomucusTa TexHuTe HAUMEHOBAHUS U JAHHU 32 Bpb3Ka. UneHOBETE HAa TakaBa Mpexka 3a
OLICHKA Ha 3/IpaBHUTE TEXHOJIOTMH Y4acTBaT U JAONPUHACAT 3a HEUHUTE IEUHOCTUTE B
CHOTBETCTBUE ChC 3aKOHOAATEIICTBOTO Ha IbprKaBaTa-4wICHKA, B KOSATO Ca YCTAHOBEHHU.
Ta3u Mpexa ce OCHOBaBa Ha PUHIIMIIA HA 100pOTO YIIpaBJI€HUE, BKIIOUUTEIHO
MPO3PaYHOCT, OOCKTUBHOCT, HE3aBUCUMOCT Ha €KCIIEPTHUTE MTO3HAHUS, CIIPABEITUBU

npouecaypu 1 nmoAXo4damu KOHCYJITalluu CbC 3aUHTCPCCOBAHUTE CTPAHU.
HeJ’ITa Ha MpEiKaTa 3a OLICHKA Ha 3ApaBHUTC TCXHOJIOTUH €:

a) Aa MOAKPCIA CbTPYAHUYCCTBOTO MCKAY HAHUOHAITHUTE OPraHu UJIM HHCTUTYIHH,
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6)

7la OKa3Ba MOJKpera Ha Ibp:KaBUTE-WICHKHU 3a MPEI0CTaBIHETO Ha 0OEKTHUBHA,
Ha/IeXk/1HA, HABPEMEHHa, [TPO3payvHa, ChIIOCTABHMa U MPEXBhpisieMa HHPopMaLus
OTHOCHO OTHOCHUTEJIHATa €(hPUKACHOCT, KAKTO U OTHOCHO KPaTKOCpOYHaTa 1
IBITOCPOYHATa €PEKTUBHOCT, KOIaTo € MPUIIOKUMO, Ha 3[paBHUTE TEXHOJIOTUHU U Ja

Mo3BOJH e(h)eKTHBEH OOMEH Ha Ta3u MH(POPMAIUs MEKy HAIMOHATHUTE OPTaHu WA

WHCTUTYIUH;
B)  Jia mOJIioMara aHaju3a Ha €CTeCTBOTO M BUJIa Ha HH(OPMAIIHSTA, KOSATO MOXKE J1a
ObJe OOMEHsHA;
r)  Jau30srBa TyOIMpaHeTo Ha OICHKH.
3. 3a U3MBJIHEHUETO Ha LIeTUTE 10 maparpad 2 Mpexara 3a OIlleHKa Ha 3/IpaBHUTE

TEXHOJIOTHU MOKE [a I10JIydaBa oMol OT CTpaHa Ha Cnro3a. ITomornra Mmoxe jga 6’]52[6

npeaoCTaBCHa C OIJIC/ Ha:

a)  mpuHOC 3a (GMHAHCHPAHETO HA AJIMUHUCTPATUBHATA M TEXHHUYECKATA MOIPHKKA;

0) moakpena 3a ChTPYIHHYECTBOTO MEXIY JbpPKaBUTE-WICHKH 32 pa3paboTBaHe U
CIIOJIEIISTHE Ha METOOJIOTHH 3a OLIEHKA Ha 3PABHUTE TEXHOJIOTUHU, BKIIFOYUTEIIHO
OLIEHKa Ha OTHOCHUTENHATa €()eKTUBHOCT;

B)  IpHUHOC 32 (PMHAHCUPAHE Ha MPEJOCTAaBIHETO Ha MPEXBhpIIsieMa HaydHa
nH(pOopMalys 3a U3MO0I3BaHEe B HALIMOHAIHUTE JOKJIAAN U IPOYYBAHUATA HA
KOHKPETHHM CIIy4aH, Bb3JIOKEHU OT MPEXKaTa;

I)  yJeCHsBaHE Ha CbTPYAHUUYECTBOTO MEXAY MpeXara U CbOTBETHUTE IPYTU
MHCTUTYLMU U opraiu Ha Cbro3a;
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1)  yJeCHsBaHE Ha KOHCYJITAIMATA ChbC 3aMHTEPECOBAHUTE CTPAHU 10 paboTara Ha

MperKara.

4. Komucusita npuema He0OX0AUMHUTE MEPKH 3 Ch3/1aBaHETO, YIIPABICHUETO U MPO3PAUYHOTO
(GyHKIIMOHHMpAHE HA Ta3U MpPeXKa B CbOTBETCTBHUE C MpolieypaTa 1o peryjanupane, IocoueHa

B wieH 16, maparpad 2.

o. [IpaBunara 3a npeAocTaBsiHe HA TOMOIITA, YCIOBUATA, OT KOUTO TS MOKE J1a 3aBUCH, KaKTO
Y HEHHUAT pa3Mep ce IMpHeMar B ChOTBETCTBHUE C MPOIlelypaTa Mo peryiupaHe, ocoueHa
B wieH 16, maparpad 2. Camo opranurte ¥ HHCTUTYLIUUTE OT MpeKaTa, OIpeIe]IeHH KaTo
OcHeuIEepn OT yJacTBAIUTE JbPIKABH-WICHKH, MOTAT JIa MOJIy9aBaT MOMOII OT CTpaHa

Ha Cpro3a.

6. bromxeruure KpCaAuTHu 3a MMPpCABUACHUTC B HACTOAIHA YJICH MCPKH CC OIIPCACIIAT

CKCIroAHO B paMKHUTC Ha 6IOI[)KCTH8.T8. npouneaypa.

1. Mepkurte, IPUETH CHITIACHO HACTOSIIIUS WICH, HE 3acsATaT 00JIACTHTE HA KOMIIETEHTHOCT
Ha JbP>KaBUTE-WICHKU [IPU B3€MaHE HA PEILIEHUS OTHOCHO U3IbJIHEHUETO Ha
3aKJIIOYEHUATA OT OLICHKATa Ha 3/{paBHUTE TEXHOJIOTUHU, HE BOJAT JI0 XapMOHU3HPAaHE Ha
3aKOHU MJIM [T0JI3aKOHOBHU Pa3Nope0U Ha IbpKABUTE-UWICHKH U ca ChOOpa3eH U3IISIIO C
OTTOBOPHOCTUTE HA IbPKABUTE-UICHKHU 32 OPraHU3UPAHETO U MPETOCTABSIHETO HA

3ApaBHHU YCIYId U MCIAUITUHCKU I'PUKUA.
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I'IABA V
PA3ITIOPEABU 3A U3ITBJIHEHUE U 3AK/IIOYUTE/IHHU
PA3ITIOPEABU

Ynen 16

Komumem

1. Komucusra ce mnmoarmomMara OT KOMUTET, CbCTAaBCH OT NPEACTABUTEIIN HAa IbpPKaBUTC-

YICHKH U IpEACCAATCIICTBAH OT IIPCACTABUTCIIA HA Komucusra.

2. [Ipu mo3oBaBane Ha HacTosUMs NTaparpad ce mpuiarat 4WieHoBe 5 u 7 oT

Pemenne 1999/468/EQ, xato ce B3eMart MpeIBHl pa3NoOpPeI0UTE Ha WICH § OT HETO.

CpoxbT, ipeBuieH B wieH 5, maparpad 6 ot Pemenue 1999/468/EQ, ce onpenens Ha

Tpu Mecela.
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Ynen 17

Ynpaosrcuasane na oenecupanemo

1. [IpaBomMomusTa a nmpuema JieJerupaHu akToBe, ocoueHu B wieH 11, maparpad 5, u unen
12, maparpag 5, ce npeocraBsiT Ha KOMHUCHSTA 3a CPOK OT IET TOXMHHU, CIUTAHO OT ...
Komucusita u3rorsst 40kl OTHOCHO J€JIETUPAHUTE MPABOMOIIUS HE TO-KBCHO OT
LIECT MEcella NpeId U3THYAHETO Ha METTOAUIIHUS CpOK. JlenernpaneTo Ha MpaBOMOIIHS
ce MOJHOBSIBA ABTOMAaTHYHO 32 CPOKOBE C €THAKBA MPOIBJIKUTEIIHOCT, OCBEH aKO

EBpOHeﬁCKHHT napJaMcHT WA CBBETHT HE 'O OTTENJIAT B CHOTBETCTBHE C WwieH 18.

2. Bemnara cien karo mpueme aenerupas akt, Komucusta HoTudUIMpa eTHOBPEMEHHO

EBponeiickus napiameHT 1 CbBeTa 3a HETO.
3. [IpaBoMomusITa 1a IpUeMa AeJIeTHPaHu aKTOBE ce IpeaocTaBaT Ha Komucusata npu
yCIIOBUSITA, IPEBUICHU B WwieHoBe 18 u 19.
Ynen 18

Ommeenane na denecupanemo

1. JlenerupaneTo Ha paBOMOILIHs, TocoueHo B uieH 11, maparpad 5 u unen 12, maparpad 5,

MOXKE aa 6’]5,[[6 OTTCIJICHO IO BCAKO BpEME OT EBpOHCI\/'ICKI/UI napJIaMeHT WA OT CobBerTa.

OB: Mons nocoueTe garara Ha BlIM3aHE B CUJIa HA HACTOsIATa IUPEKTUBA.
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2. WHcTuTynusTa, 3anio4yHaia BpTPEIHA MPOIeypa 32 B3EMaHE Ha PELIECHUE Jalu J1a
OTTETJIH JeJIETUPAHETO Ha MPABOMOILUS, [T0JIara yCUJIus 1a uHGopMuUpa apyrara
nHCcTUTYIUA U KoMucusTa B pa3yMeH CpOK ITPEAH B3€MAHETO HA OKOHYATEJIHOTO pElIeHUE,
KaTo MOCOYBA JeJIErHpaHuTe MPaBOMOIIHS, KOUTO MOXKE J1a ObJIaT OTTETJICHH, KAKTO U

CBCHTYAJIHUTC NNPHUYNHHA 3a OTTCIIIAHCTO.

3. C pelieHueTo 3a OTTEIVISIHE C€ IIPEKpaTABa AEJIErMPaHETO Ha IIPAaBOMOILKS, IOCOUYEHHU B
ChIOTO pemeHue. To nmopaxaa neicTBrue He3a0aBHO WM HA TIOCOYEHATa B HETO MO-KbCHA
nata. Pemenuero 3a oTTerssiHe He 3acsira BaTUAHOCTTA HA JIeJIETUPAHUTE aKTOBE, KOUTO

Beye ca B cuia. To ce myonukyBa B Oguyuanen gecmuuk Ha Egponelickus cvios.

Ynen 19

B’bS’pClJfC@Huﬂ cpewyy OeﬂeeupaHume aKkmoee

1. EBpOHeﬁCKHHT IMapJIaMCHT HUJIN CuBeTHT MOraT Ja Bb3pas3sAT Cpelly ACICTUPAHUA AKT B

CpPOK OT ABa MECClia OT JaTaTa Ha HOTI/I(bI/IKaIII/IﬂTa.

[lo ununmarua Ha EBponeiickus napinameHnT win Ha CbBeTa TO3U CPOK CE yAbJKaBa € JBa

MeEcela.

2. AKO KbM MOMEHTA Ha U3THYAHETO Ha CpoKa, mocoueH B naparpad 1, Huro EBponeiickust
napjiaMeHT, HUTO ChBETHT HE Ca Bb3pa3Wiiu Cpelly AeJernpaHus akT, TOH ce MyOJuKyBa B

Od)uuuaﬂeH 6E€CMHUK HA E6p0n€11€l<uﬂ Cbl03 1 BJIM3a B CHUJIa Ha ITOCOYCHAaTa B HET'O Aara.
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JlenerupaHusT akT Moxe Jia ce nyonukysa B Oguyuanen éecmuux nHa Eeponetickus cvios
U J1a BJIe3€ B CWJIA IIPEIM U3TUYAHETO Ha IOCOYEHUS CPOK, ako U EBponeickusir

napiameHT 1 CbBeThT ca uHpopmupanu Komucusara 3a HaMepeHUeTo Cu /1a He MPaBsT

BB3PaXKCHHUS.

3. Axo EBporneiickusT napiaamenT win ChbBETHT Bb3pas3sT B CPOKa, IOCOUYEH B maparpad 1,
Cpelly JeJIerupaH akT, TOM He Biin3a B cuia. MHCTUTYLusATa, KOSITO Bb3pa3siBa CpeLLy
JeJIErMPaHus aKT, I0COYBA IPUYNHUTE 3a TOBA.

Ynen 20
Jloknaou

1. Jlo ...", a cieq ToBa Ha BCeKH TPH roJMHH, KOMHCHATA M3rOTBS TOKIIAJ OTHOCHO
JEHCTBHETO HAa HACTOSIIATA JUPEKTHUBA U I'0 MPEACTaBa Ha EBponeickus mapaaMeHT U Ha
Csaera.

2. JlOKIaxbT ChABpPIKA MO-CIIEHUATHO HHPOPMALIUA OTHOCHO MOTOLUTE MMALUEHTH,
(uHaHCOBUTE U3MEPEHUS] HA MOOWIIHOCTTA HA NALIUEHTHUTE, IPUJIAraHeTo Ha WIEeH 7,
naparpad 9 u uieH 8, u pyHkunoHnupanero Ha EBponeiickute pedepeHTHH MpEXU U
HaAIlMOHAJHUTE TOYKH 3a KOHTAKT. 3a Ta3u uen KoMmucusra npaBu olieHKa Ha CUCTEMUTE U
IIPAaKTUKNTE, BbBEICHU B AbPKABUTE-WICHKH, OT IVIEJHA TOYKA HA U3UCKBAHUATA Ha
HaCTOAIIATa TUPEKTUBA U OCTAHAJIOTO 3aKOHOAATENCTBO Ha ChI03a, CBBP3aHO C
MOOMJIHOCTTA HA NALIUEHTHTE.

* OB: Mo, no6aBere 1ata - 54 Mecela ciell JaTaTa Ha BIM3aHE B CUJIa HA HACTOAIIaTa

JTUPEKTHBA.
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JIbpKaBUTE-WICHKH MPeAocTaBsAT Ha KoMucusaTa moMonI 1 1sy1aTa HannaHa HHQOpMaIus

3a MMPOBCKIAHC HAa OLICHKAaTa XU IOATrOTOBKAaTa Ha JOKJIAJJUTC.

3. JbppxaBute-uwieHku 1 Komucusita ce oOpbmiaT KbM AIMUHHCTPATHBHATA KOMHCHS,
ch3naneHa cpriaacHo wieH 71 ot Permament (EO) Ne 883/2004, ¢ orien ypexaaHe Ha
(hMHAHCOBUTE MOCIEANIIA OT H3ITBIHEHUETO Ha HACTOSINATA JUPEKTHBA 32 JbpKABUTE-
YJICHKH, KOUTO ca U30pajy cucTeMa 3a Bh3CTaHOBSIBAHE HA pa3xou Ha 0a3zara Ha
(bUKcupaHu CyMH, B CIy4auTe, OMAIally B MPUIOKHOTO 1osie Ha wieH 20, maparpad 4 u

yieH 27, maparpad 5 oT mocoOYeHHs perjaMeHT.

Komucusra Habmo1aBa 1 peJOBHO JTOKJIAJBa 3a JICHCTBUETO Ha WieH 3, OyKBa B),
IO/ITOYKA 1) M 4leH 8 OT HACTOAIIATA AUPEKTHBA. IIbpBUAT TOKIA/ Ce NPEeCTaBs Jo ... .
B3 ocHoBa Ha Te3u noxnaau Komucusra, korato e neinecbo0pa3Ho, IpaByU MPeUIOKEHUS

34 HAaMAJIIBAHC Ha €BCHTYAJIHW HCIIPOMOPUHUOHAIHU pa3JInvH.

Ynen 21

Tpancnonupaue

1. I["bp)KaBI/ITC-LIHeHKI/I BBBCKAAT B CHJIa 3aKOHOBUTEC, MMOJA3aKOHOBUTC N aAMUHUCTPATUBHUTC
*
pasnopeadu, HeoOXOaMMHU, 32 Jla Ce ChOOPa3sT C HACTOSIIATA JUPEKTUBA, 10 ... . 1€

He3abaBHO MH(popmupar KomucusiTa 3a Te3u paznopeadu.

OB: Mo, no6asere mara - 30 Mecera cien garara Ha BiIW3aHe B CHJIa Ha HacTOsIIaTa
JAPEKTHUBA.
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Koraro qpp)kaBuTe-4wIeHKH IpUeMaT Te3u pas3nopendn, B TSIX ce ChAbpiKa M030BaBaHe Ha
HACTOSIIIaTa TUPEKTHUBA HIIM TO CE U3BBPIIBA NMPH OPHUIMATHOTO UM MTyOIHKyBaHE.

VcaoBusara u PEABT HA IIO30BAaBaHC CC OIPCACIIAT OT AbpPKaBUTC-UJICHKHU.

2. H'Bp}I(aBI/ITe-‘IJICHKI/I C"bO6IHaBaT Ha KoMucusTa TekcTa HAa OCHOBHUTE pa3nopen61/1 oT
HAallMOHAJIHOTO 3aKOHOAATCJIICTBO, KOUTO IIPUCMAT B O6HaCTTa, Yp€acHa OT HacTOodIIaTa

JUPEKTHBA.
Ynen 22
Bauzane 6 cuna
HacrosmaTa mtupekTiBa BiIM3a B CHJIA Ha IBAJICCETHS JICH clie myonuKyBaneTo u B O¢uyuanen
secmHuuk Ha Eeponeiickus cvio3.
Ynen 23
Aopecamu

AI[pCCﬁTI/I Ha HacTodAlara JUPEKTHUBA Ca IbpPKaBUTC-YJICHKU.

CbBCTaBEeHO B

3a Esponetickus napaamenm 3a Cveema
IIpeoceoamen IIpeoceoamen
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