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3a
AeHHOCTTa HA IMpeKuus ,,Paspenienns 3a oneHsiBaHe HA ChbOTBETCTBUETO”
npe3 nbpBOTO noJiyroaue Ha 2011 roguna

JeitHocTTa Ha aupekus ,,Paspemienus 3a oneHsiBane Ha cborBeTcTBUEeTO” (I ,,POC”) mpe3
U3MUHAJIOTO IIECTMECEYHEe € HACOYeHa KbM M3IIbIIHEHHE Ha OCHOBHMTE 3aJjaud, KOUTO ClI€ABAT
ot Ilnana 3a geiicTBHe BbB Bpb3Ka ¢ u3NbiIHeHue Ha QyHkiuure Ha JAMTH u nocrturane
LenuTe Ha 3aKOoHa 3a TEeXHMYEecKuTe H3MckBaHusA KbM mpoaykture (3TUII) u 3akona 3a
MeauuHckuTe u3nenus (3MHN) u cBpp3aHuTe ¢ TSIX HapenOH, pa3lIUpsiBaHe U YChbBbPILICHCTBAHE
Ha yTBBbpPJCHATa HAallMOHAJIHA CHCTEMa 3a OLICHSIBAHE Ha CHOTBETCTBUETO U OCUTYpsBAHE Ha
OBIATapCKUTE TMPOU3BOIUTENM Ha CBOOOJEH JOCTBII 10 €IWHHUS EBPOMNEHCKM ma3ap W
PaBHOIIOCTABEHOCT Ha OBIATapCKUTE HOTU(UIMPAHW OpraHH C HOTH(HUIMpAHWUTE OpraHH Ha
cTpanure — uneHku Ha EC.

Ekcneptute ot [ ,,POC” u3nbiHSIBAT BCUUKH JIEMHOCTH CBBP3aHU C MPOBEPKA, OIECHKA,
HOTU(UKALMsA, W3J]aBaHe Ha pa3pellieHHs Ha OpraHu 3a OLIEHSBaHE Ha CbOTBETCTBUETO H
HOJIbp)KaHe Ha HOTU(UKALKATA, KOETO Ce OCBHIIECTBSIBA UPE3 HA30pHU MPOBEPKHU 3a CIIa3BaHe
Ha YCJIOBHSITA 32 HOTU(UKAIHS, TPOBEPKH 110 MMCMEHH CUTHAJIM 32 KOHCTAaTHPAaHU HApyLICHUS B
o0xBata Ha 22 HapeaOu, BbBEKIANIN JTUPEKTHBH 0T HOB moaxo.

[Ipe3 mepBoTO mIectmeceune Ha 2011 r. nBa oprana M0OpPOBOJIHO 3asBSBAT OTKa3 OT
neiinoctra. [lomyueHn ca 8§ 3asBieHHs 3a MOJlydaBaHE Ha pa3pelleHUs 3a OLCHSBaHE Ha
CBHOTBETCTBHETO, JIBE€ OT KOUTO ca JOOpOBONHO oTTeryieHu. B mpouenypa ot 2010 r. ca Tpuma
KaHIUJATH 33 HOTU(UIMpAHU opraHH. PasmmpeH e o0XBaThT MO JUPEKTUBU/HApPEa0U, B KOUTO
OpPraHMTE W3BBPIIBAT OILEHSIBAHE HA CHOTBETCTBUETO C HOTHU(HUIMPAHETO HA MTBPBHUS OpraH IO
Hupextua 2000/9/EC 0THOCHO BBXEHHTE JIMHUU 3a TIpeBo3 Ha xopa. Kem 30 rorn 2011 1. 6posT
Ha HoTU(UIMpaHuTe opranu € 39.

OcBeH pAeWHOCTH IO TpPOBEpKa M OLEHKAa Ha KOMIETEHTHOCTTAa Ha KaHAMJIATHTE 3a
HoTH(UIMpanu opranu, ekmneptute ot [ ,,POC” u3BbpmIBaT MIAHOBHM HAJ30pPHH IMPOBEPKH,
CBIJIACHO TOJIMIIHUS TUTAH 33 HA/I30P U MTPOBEPKH 110 CUTHAIIH.

[Ipe3 oTueTHUS MEPHO ca U3BBPIICHU 23 MJIAHOBU HAJA30PHU MPOBEPKH H €IHA TIPOBEPKA 110
CHUTHAJL.

[Io BpemMe Ha Hag30pHUTE TMPOBEPKHU, NPU KOUTO CE€ TMpOCIeasBa JEHHOCTTa Ha
HOTU(UIIMpaHUA OpraH M NPAKTUYECKOTO H3MBJIHEHHE HA TMPWIATAHUTE MPOLEAYpPH 3a
OLICHSIBAaHE HA CHOTBETCTBHETO MO BCSAKA KOHKPETHA 3asBKA, KOHCTATUPAHUTE HECHOTBETCTBHSA CE€
OTpa3siBaT BbB (PUILOBE 3a KOHCTATAIlMS U CE J]aBa CPOK 3a TAXHOTO OTCTpaHsBaHE.

MzebpuiBanute aeiinoctu ot J ,,POC” cbrinacuo Ilnana 3a aeiicreue Ha JJAMTH 3a 2011 .
ca KaKTo CJie/lBa:

1.IToaroTBsiHE M M3MpallaHe Ha yBEJOMJICHHS 3a HOTH(UKAIMS Ha OpraHUTEe 3a OICHABAaHE Ha
cpoTBeTcTBHETO Npes EK u crpanure-unenku upes cucremara 3a HoTuukauus NANDO-Input.

W3pbpimieH e mperyie Ha MpeACTaBEHUTE JOKYMEHTH M € HalpaBeHa OLEHKa Ha
KOMIIETCHTHOCTTa Ha TpUMa KaHIWAATH 3a HOTU(QUIMpaHU opraHd. BbBB Bpb3Ka CbC
3agbiokeHusaTa Ha PemyOnmuka Bbenrapus kato crpana — uieHka Ha EC, ca moArorseHu u
IIPEJCTaBEeH! 3a MOTBBPXKAaBaHE HEOOXOAUMHTE NOKYMEHTAIHHU JOKa3aTeJICTBA B CUCTEMaTa 3a



Hotuuxamms NANDO-Input 3a Te3u kKaHaUIaTH, KAaKTO U 33 Ba HOTU()UIIMPAHU OpraHa, KOUTO
TO0OPOBOJTHO C€ OTKa3BaT OT U3BBPIIBAHATA JICHHOCT.

3a OoT4eTHUS MEeproJl € IOTBBP/IECHA €IHA OT NPEICTABeHUTE HOTU(UKALINH, & OCTAHATINTE JIBE
ca B IpolleC Ha MOTBBPXKJAaBaHE, KaTO MpPe3 OIpEeeNICHUs] CPOK 3a pasriIekaaHe OT CTPAHUTE —
YIEHKHU, HSIMA Bb3PaKEHUSI WA BBIPOCH.

W3BbpieH e 3aabj1004YeH Iperiie]] Ha BCUUKM TOJY4YeHHM 4pe3 cucTeMaTa 3a HOTHU(UKaLus
NANDO-Input jgoKyMeHTallHU JOKa3zaTelcTBa 3a KOMIIETEHTHOCTTa Ha MpPEJIOKEHUTE 3a
HOTU(UKALIMSL OpPTaHW Ha CTPAHUTE - WICHKH, 1o kouto J| ,,POC” He Hamepu HECHOTBETCTBUS,
HsIMallIe BHIPOCU M HE OTIPABU Bb3PAKEHUS.

BbB BpB3ka C BBbBEXJaHE Ha JaHHM B HHPopmanuoHHata cuctema NANDO-Input B
cpoTBeTCcTBHE ¢ Permament 765/2008 u peructpupane B HOBa cuctema 3a peructpupane — ECAS,
excrieptu ot aupekius ,,POC” cpenrHaxa U3BECTHO 3aTPyAHEHUE, KOETO Oellle MPEoI0JISTHO Ype3
MPAKTHYECKO CaMOOOyYeHUE 110 HOBUTE M3KUCKBaHUA. [Ipu pazyuaBaHETO Ha MPEJOCTAaBEHOTO OT
NANDO-Input ppk0BOACTBO 3a NoJI3BaHe, 3HauuTesnHa nomoin Ha [ ,,POC” oka3axa ekcneptu
ot upekuus ,, MCEN”, xouTto ro npeBegoxa Ha OBITAPCKH €3HUK.

2. [ly6nukyBaHe Ha TaHHU 32 OBJITApCKUTE HOTH(HUIIMPAHU Opranu B yeOcaiita Ha JJAMTH.
[Moxpabpxka ce Ch3MaJACHUAT ABYE3MUYEH PErHCThp (HAa OBITApCKU M HA aHTJIMHCKU €3WK) Ha
OBJITapCKUTe HOTH(PUIMPAHU OpTraHW, ChAbpXKAIl HWHGOpMalUig 3a BUIOBETE MPOIYKTH,
NpOLIEyPUTE 3a OLIEHSBAaHE Ha CHOTBETCTBUETO B 00XBaTa Ha HOTHU(HKALMWS, KAKTO U JaHHU 3a
CHOTBETHHUTE OPTaHH.
[Ipe3 oTueTHHs MEpUOJ ca HANpaBEHH TPU AKTyalIM3alMd Ha PerucTbpa Ha M3NAJCHUTE U
OTHETHTE pa3pelICHUs] Ha OPTaHHTe 32 OICHSABAaHE HA ChOTBETCTBUETO.

3. AHanu3 Ha JEeWHOCTTAa Ha HOTU(UIMPAHUTE OPraHU IO OICHSIBAHE HA ChOTBETCTBUETO U
HaOess3BaHe Ha MEPKU 3a pelllaBaHe Ha Bh3HUKHAIM MPoOIeMu U moo0psiBaHe Ha paboTaTa UM.

I ,,POC” u3Bbpmu aHanu3 Ha JEHHOCTTa HAa HOTH(HMIMPAHUTE OPTaHU 1O OLEHSBAaHE Ha
croTBeTcTBHETO 32 2010 1. Ha 6a3a mpenocTaBeHUTE TOJAUIITHU TOKJIAJAW U KOMHS OT U3JaJCHUTE
KpailH1 JJOKYMEHTH U Habess13a MepKH 3a [0100psiBaHe Ha JeMHOCTTa UM:

- Oxa3BaHe cbleicTBUE Ha OBITApCKUTE OPTaHM MO TUPEKTUBU MammHan, AcaHChopH,
Urpauku, Bbxenu auHUM 3a npeBo3 Ha xopa u CbhlI0BE MO/ HajsiraHe BbB BPb3Ka C
y4acTUETO MM B E€BPOMEHCKUS KOOPJIMHALMOHEH MEXaHM3bM M PETUCTpUpaHE B
CIRCA;

- IJJaHWpaHE W MOATOTOBKA Ha CPelld ¢ HOTU(UIMPAHWUTE OPraHH MO HOBOBBHBEACHU
HapeaOu U M3MEHEHHS B XapMOHHU3UPAHHU CTAaHAAPTH.

4. KoopauaupaHe AeHHOCTTa Ha HAIIMOHATHUTE PAOOTHU TPYTIH.

Excnieptute ot /[ ,,POC” xoopauHHMpaT ¥ pBKOBOAAT JEHHOCTTa HAa paOOTHHUTE TPyNU Ha
ObJTapCKUTEe HOTU(HUIIMPAHU OpTaHU 1O MpHUJIaraHe Ha ChOTBETHUTE Hapeaou mo wi. 7 ot 3TUIL.
B pamkuTe Ha OTYETHHUS MEPHO/] Ca MPOBEAEHHU TPU PaOOTHH CPELIH ¢ HOTU(ULIMPAHUTE OpTraHU
3a oOckxknaHe Ha HoBara Hapen®a 3a CBIIECTBEHHUTE U3UCKBAaHMA U OICHSABAaHE Ha
CHOTBETCTBHETO Ha UIPAYKUTE U BBB Bpb3Ka ¢ u3menenuero Ha bJ[C EN 81 — 1/2.

OO6o0mieHa crpaBka MO TOKa3aTeIUTe 3a HM3MBIHCHHE Ha W3BBPIICHUTE JICHHOCTH ca
npeacraBeHu B Tabmuma 1.



Tabmuma 1

Ne IMoka3zare Oryer 3a mecTMece4neTo
/op./
1. | Uadbopmammonnn  Tpanchepu  BBB  BpB3KAa  C 52
HOTH(UKaLKATAa HAa OpraHM 3a  OLIEHsABaHE Ha
ChOTBETCTBHETO
2. | V3BbplIeHU IPOBEPKU: 56
2.1.Ha xannuaaTH 3a HOTUGHUIUPAHU OPTaHHU; 32
2.2.Han3zopHu MpoOBEpKHU 3a Cla3BaHE W3HCKBAHUATA KbM 23
HOTHU()HUIIUPAHUTE OpPTaHHU;
2.3.I1poBepKu MO CUTHAJL 1
3. | Uznanenu paspenieHus 3a OlieHsIBaHE HA ChOTBETCTBUETO 1
4. | OTka3aHO M3aBaHE Ha pa3pelIeHUs -
5. | JloGpoBOJIHM OTKa3M OT M3J]aBaHe Ha pa3penicHUs 2
6. | OTHeTH pa3penieHus 2
7. | IlpoBeneHu chBELIAHUS
6.1.Ha nHanmonanHute paboTHU IpyIy; 3
6.2.Ha ®opyma Ha HOTH(PULIMPAHUTE OPTaHH -
8. | dyHKIMOHUpAIX HOTU(DUIIMPAHU OPTaHU 39
9. | HeiicTBamm HapendH, MO KOUTO HMa HOTUPHIMPAHU 15

OpraHu

Karo pesynrar ot neiinoctra Ha /| ,,POC” npe3 nbpBoto nonyroaue Ha 2011 r., morar na
CE HaIpaBsIT CJICIHUTE 3aKITFOUCHUS

- 39 Obarapcku HOTU(DUIMPAHA OpraHu PabOTAT yCIenHo B 00xBaTa Ha 15 TUPEKTHUBH,
KOWTO OCHTYpPSIBAT Ha OBITApCKHUTE MPOWU3BOAUTEIN CBOOOJEH IOCTHIT A0 CIUHHUS

€BpOIEHCKH Ta3ap;

- Hamuonannara cucrema 3a OLEHSIBAHE Ha CBOTBETCTBUETO (DYHKLHMOHUPA MU c€
pa3BHBa, KaTO IIPHUJIAra €BPONEHCKOTO XapMOHU3UPAHO 3aKOHOAATEIICTBO;

- JAMTH kato HanuoHaJeH HOTHU(HIMpPAI] OpraH M3MbIHABA CBOUTE (QYHKIHH U
ocurypsiea aosepue B EBponeiickata KOMUCHs U CTPAaHUTE — WICHKH IIPHU OLIEHKATA,
HOTU(MKANMATA M Hag3opa Ha OBJArapckuTe HOTUGUIMPAHU OpTaHH, KOUTO ca
PaBHOIOCTABEHU HAa HOTU(UIIMpAaHUTE OpraHu Ha cTpaHuTe — uieHku Ha EC.




