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OBACHUTEJEH MEMOPAHIYM

1. KOHTEKCT HA IPEJJIOKEHUETO
OO0y KOHTEKCT, NPUYMHHA U 1eJIH HA HACTOSIIOTO MPeAJI0KeHne

HacTosmoTo mpemiokeHue ce MpeiacTaBs B paMKUTe Ha mpuijaranero Ha Ilakera ot
3aKOHOJATEJIHN aKToBe 3a cTokuTte, npuer mnpe3 2008r. To e yact OT mMaker oOr
NPE/UIOKEHHSI, C KOMTO JeceT NUPEKTUBU 3a MPOAYKTH C€ MPHUBEKIAT B CHOTBETCTBUE C
Pemenue Ne 768/2008/EO, ¢ koeTo ce chb3aaBa 00IIa pamMKa 3a MpesiaraHeTo Ha Ta3apa Ha
POy KTH.

3akonoxarenctBoro Ha Cwioza (EC) 3a xapMoHM3aIus, ¢ KOETO c€ rapaHTHpa CBOOOJIHOTO
JIBIDKCHNE Ha MPOIYKTH, OMPHUHECE 3HAUYUTEIHO 32 M3TPaXIaHETO W (PYHKIHOHHPAHETO Ha
enuHHMSA Tmaszap. To ce OcHOBaBa Ha BHCOKO HHMBO Ha 3allUTa M IPEJOCTaBs Ha
MKOHOMHYECKHUTE ONEPAaTOPH B3MOXKHOCT Ja JJOKa)KaT ChOTBETCTBUETO HA CBOUTE MPOIYKTH,
KaTO Taka rapaHTHpa CBOOOIHOTO JBHKEHHE TIOCPEICTBOM JIOBEPUETO B IIPOTYKTHTE.

Hupextusa 2007/23/EO na EBponeiickust napiameHT U Ha CbBeTa OTHOCHO ITyCKaHETO Ha
nazapa Ha NUPOTEXHUYECKU HU3/JENIMA € NPUMEp 3a TaKbB aKT OT 3aKOHOJATEJICTBOTO Ha
Cp1o3a 32 XapMOHM3alMs, C KOMTO ce rapaHTupa CBOOOAHOTO JBM)KEHHE HA MUPOTEXHUYECKU
m3genus. C Hes ce yCTaHOBSIBAT CBIIECTBEHUTE H3MCKBAHUSA 3a OE€30MaCHOCT, Ha KOUTO
TpsiOBa J1a OTroBapAT MUPOTEXHUYECKUTE M3/EHs, 3a 1a ObAaT MPeAOCTaBsIHA Ha Ia3zapa Ha
EC. IlpousBogurenure TpsOBa na AOKaxar, 4€ MaJ€HOTO NHUPOTEXHUYECKO H3JAEIHE €
OPOEKTUPAaHO U MPOU3BEACHO B CHOTBETCTBUE CbC CBIIECTBEHUTE W3UCKBAHUA 32
0€e301acHOCT, U J1a HaHecaT MapkupoBkata ,,CE®.

OnuTsT IIpHU IMpUIaraHeTo Ha 3aKOHOJATCIICTBOTO Ha Cnro3a 3a XapMOHHM3aluAd II0Ka3a, 4€ Ha
MCKAYCCKTOPHO paBHUIIC CBIICCTBYBAT HAKOW HCAOCTATBIIM W HCCBIVIACYBAHOCT B
IMPUIAraHeTo U U3NBJIHCHHUETO HAa TOBA 3aKOHOJATEJICTBO, KOUTO BOAAT JO:

— HAJIMYUCTO Ha HCCHOTBCTCTBAIIN HAa U3UCKBAHUATA WM OIMMACHU MPOAYKTH Ha I1a3dapa
Y CII€I0OBATEIIHO M3BECTHA JIMIICA HA JJOBEpUE B MapkupoBkara ,,CE®;

— HEM3TOJIHO OT KOHKYPEHTHa TJIEJHa TOYKa TIOJ0KEHHE Ha WKOHOMHYECKUTE
OIIepaToOpy, KOMTO CHOJIIOJABAT 3aKOHOAATENICTBOTO, B CPaBHEHHE C TE3H, KOUTO
3200UKaJIAT IPABUIIATA;

- HECIHAKBO TPECTUPAHE B cnyqaﬁ Ha HCCHOTBCTCTBAIIIM HAa U3HMCKBAaHUATA IIPOAYKTH U
HapylmiaBaHC Ha KOHKYPCHIHATA MCKAY UKOHOMHWYCCKUTC OIICPATOPU BCICACTBUC HA
Pa3siIindH MEPKH 3a IPUBCIKAAHE B USIIBIIHCHUC,

- pa3JIMYHU MPAKTUKA HA HALMOHAIHUTE OPraHU IIPU OINPEACIIIHETO Ha OPraHd 3a
OLICHAABAHE HAa CbOTBETCTBUETO;

- po0OJIeMHU C KA4eCTBOTO Ha ACHHOCTTA Ha ONpeAesieHN HOTU(DUITUPAHUA OPTaHH.

OcBeH TOBa HOpPMAaTHBHATa ypeada € yClIO)KHEHa JOMBJIHUTEIHO Mopaiu (akrta, ye 4ecTo
HSIKOJIKO 3aKOHOJATEIHM aKTa C€ Mpuiarar €JHOBPEMEHHO KbM €IWH U ChII IPOIYKT.
HecbriacyBanocTra MeXIy Te3M 3aKOHOJATENIHU aKTOBE MPaBH BCE MO-TPYAHO MPABHIHOTO

BG



BG

TBHJIIKYBAHC U IPUJIAaraHC Ha TOBA 3aKOHOJATCIICTBO OT CTPaHA HA NKOHOMHWYCCKUTC OIICPATOPHU
" OpraHUTC HAa AbpPKABUTC-UJICHKH.

3a 1a ce OTCTpaHAT TE3U XOPU3OHTAIHM c€1a0OCTH Ha 3aKoHojarencTBoTo Ha Chio3a 3a
XapMOHU3alMs, HaOM0JaBaH! B HAKOJIKO MPOMUIUIEHH ceKTopa, rnpe3 2008 r. kato yacT oT
IMakeTra OT 3aKOHOJATEJIHH AKTOBe 3a CTOKUTe Ocme mpuera HoBaTa 3akoHoaaTe/Ha
pamka. HeiiHarta nen e na ce yKpemsT M JONBJIHAT ChILECTBYBAlMTE MpaBWiia U Ja ce
noJ0OpAT TSAXHOTO MpuUilaraHe M U3MbJIHEHUE Ha IpakThka. HoBara 3akoHonaTenHa pamka
(HapuuaHa nmo-HaTaTbK ,,H3P*) ce cbcTom OT ABa HOMbiIBaIM ce HHCTpyMeHTa — PersaaMeHnT
(EO) Ne 765/2008 BbB Bpb3Ka ¢ aKpeAWTALMATA M HaJA30pa Ha na3zapa u Pemenue
Ne 768/2008/EO BBB Bpb3Ka ¢ 00112 paMKa 32 IpeVIaraHeTo HA Ma3apa Ha NMPOAYKTH.

C Pernamentra ot H3P ce BbBenoxa mMmpaBuiia OTHOCHO akpeauTanusaTa (MHCTPYMEHT 3a
OLIEHKA Ha KOMIIETEHTHOCTTA Ha OpraHWUTE 3a OLCHSIBAHE Ha ChOTBETCTBMETO) M M3MCKBAHUS
KbM OpraHM3alMsITa U OCBHUIECTBSIBAHETO Ha JIEWHOCTUTE MO HAA30p Ha Ias3apa U KOHTPOJ
BBPXY NPOLYKTUTE OT TpeTu aAbpkaBu. Ot 1 sHyapu 2010 r. Te3u npasuiia ce npuiaraT NpsKo
BbB BCUUKHU JAbP>KaBU-UICHKH.

C Pemenunero or H3P ce ycranoBsBa obOma pamka 3a 3akoHojaarenctBoro Ha EC 3a
XapMOHHU3aIMs B o0JjacTTa Ha MPOMyKTHTE. Ta3u paMKa ce ChbCTOM OT Pa3Mopendu, KOUTO
00MUalfHO ce M3MOJ3BaT B 3aK0HOaTeICTBOTO HAa EC B 00yiacTTa Ha MPOAYKTUTE (HAIIpUMED
ompesieNieHus, 3aIbIDKEHUST Ha HMKOHOMHUYECKHTE OIepaTopd, HOTU(UIMPAHH OpTaHH,
Mpearna3Hyd MeXaHu3MH | JIp.). Te3u o0y pasnopenoun ca MoJACHICHH, 3a J1a ¢ TapaHTHpa, 4e
JTUPEKTHBUTE MOTAT Jia ce MpUJIaraT v M3IMBJIHABAT MMO-e)EKTUBHO HA MpaKTUKa. BhBeneHu ca
U HOBHU €JICMEHTH, KaTO 33abJDKCHUS Ha BHOCHUTEIIUTE, KOUTO Ca OT OCHOBHO 3HAuUCHHE 32
nogo0psiBaHe Ha Oe30MacHOCTTa Ha MPOJYKTUTE Ha Ma3apa.

Paznopenoure na Pemennero ot H3P u te3u na PernamenTa ot H3P ce mombiBaT B3auMHO U
ca TsicHO cBbp3aHu. Pemenunero ot H3P chbabpxa CcbOTBETHUTE 3abJDKEHUS Ha
MKOHOMHUYECKUTE OTIEPaTOPH U HOTU(PHUITUPAHUTE OPTraHd, KOMTO TO3BOJISIBAT HA OPTraHUTE 3a
HA/I30p Ha TMa3apa, OT e/IHa CTPaHa, U HA OPTaHHUTE, OTTOBAPAIIYU 32 HOTH(PUIIMPAHUTE OPTaHU,
OT JApyra CTpaHa, J1a W3BBPIIBAT NPABWIHO BB3JIOKEHUTE MM 3aJa4yd MO cuiaTa Ha
Pernamenta or H3P u ga rapantupar e(ekTMBHO M TOCJIEIOBATEIHO H3IbIHCHHE Ha
3akoHo1aTecTBOTO Ha EC B 001acTTa HA MPOAYKTHUTE.

3a pasnuka ot Pernamenrta ot H3P pasnopendure na Pemennero ot H3P obaue He ca mpsiko
OpUIOKHUMHU. 3a Ja ce rapaHTHpa, 4€ BCHUUKU CTONAHCKU CEKTOpH, 32 KOUTO ce IMpuiiara
3aKoHoAaTencTBOTO Ha Cbro3a 3a XapMOHHM3alus, c€ MOJi3BaT OT mnpeasujaeHute ¢ H3P
nogpoOpenus, pasnopenoure Ha Pemenumero ot H3P cnega ga ce Briodar B
CBIIECTBYBAILIOTO 3aKOHOIATEIICTBO B 00J1aCTTa HA MPOIYKTUTE.

[IpoyuBane, HampaBeHO ciea npueManeTo Ha [lakeTa OT 3aKOHOJATEIIHU aKTOBE 32 CTOKHTE
npe3 2008 r., mokasza, ue mMoO-rojisiMata YacT OT 3akoHogaTelnctBoro Ha Cpio3a 3a
XapMOHM3AIMs B 00JIaCTTa Ha MPOJYKTUTE ClIe/iBa Ja Obje mpepas3rielaHo TPe3 CIICIBAIINTE
3 roIMHU HE caMmo 3a Jla ce pemaT mpodIeMuTe, HaOMI01aBaH! BbB BCHUKH CEKTOPH, HO ChHIIO
U TOopaad TPUYMHH, CHenuUIHA 32 OTACIHH CceKTopu. I[lomoOHO mpepasriexaaHe
ABTOMATHUYHO OW BKIIOYWIO TPUBESKIAHETO HA Pas3MISKIAHOTO 3aKOHOJATEICTBO B
croTBeTcTBUE ¢ Pemennero ot H3P, Thil karo Ilapnamentst, ChbBeThT M KoMmucusita ce
aHTaKUpaxa Ja U3MOI3BaT Pa3nope0UTe My BbB Bb3MOXKHO Hal-TOJIsIMa CTETICH MPH OBACIN
3aKOHOJIATETHU aKTOBE B 00JacTTa Ha MPOAYKTHUTE, 3a Ja C€ MOCTUTHE B MAaKCHUMAaJIHA CTETICH
CHIIIACYBaHOCT Ha HOpMaTUBHATA ypenoa.
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3a peaunma Apyrd JAUPEKTHBH OT 3aKOHOAATeNcTBOTO Ha Cbpro3a 3a XapMOHHU3aLMs,
BkountenHo Jupektua 2007/23/EO OTHOCHO MyCKaHETO Ha Ma3apa Ha MUPOTEXHUYECKU
U3enusd, B paMKHTE Ha TO3M IEpHOA He Oemie NpeaBUAEHO IpepasriekaaHe IMopanu
npobaemMHu, cienn(UIHN caMo 32 KOHKPETHHSI CEKTOp. 3a Ja ce TapaHTupa, 4e B TE3U CEKTOpU
BCE MAaK Ca PeIlIeHU MPOOJEMHUTE M0 OTHOLIEHHE HA HECHOTBETCTBUETO C M3MCKBAHUATA U Ha
HOTU(UIMPAHUTE OPraHu U C LeJ ChIVIACYyBAaHOCT Ha LJIOCTHATa HOpPMAaTHBHA ypenda B
o0acTTa Ha MPOXYKTHUTE, OElle PEHICHO B PAaMKUTE HA €IUH 3aKOHOJATEIECH IMaKeT Te3U
JUPEKTUBH J1a ObAaT MPUBEAECHU B ChOTBETCTBHE ¢ paznopeadute Ha Pemenunero or H3P.

ChriacyBaHoCT ¢ APYIrd NOJTUTHKH U nesin Ha Cblo3a

1 o
Ta3u uauIMaTBa € B ChOTBETCTBUE C AxTa 3a CAWHHUA I1a3ap , B KOUTO Osaxa noaucpTanu
HGO6XOI[I/IMOCTTa Aa C€ BDB3CTAHOBHU JOBCPUCTO Ha HOTp€6I/IT€J'II/ITe B Ka4dc€CTBOTO Ha
IMMPOAYKTUTC Ha I1a3apa U 3HAYCHUCTO HA 3aCUJICHUA HAA30p Ha I1a3apa.

OcBeH ToBa TS € B MOJAKpena Ha moiuTtukara Ha Komwucusra 3a mo-no0po perynupaHe u
OIPOCTSIBaHE HAa HOPMaTUBHATa ypenoa.

2. KOHCYJITALUA ChC BAUHTEPECOBAHUTE CTPAHU U OLIEHKA HA BB3JEACTBUETO
Koncynranusi ¢bc 3aHHTEpPeCOBAHUTE CTPAHH

IMpuBexxnanero ©a J[upektmBa 2007/23/EO  OTHOCHO TyCKaHETO Ha TMa3apa Ha
MAPOTEXHUYECKH U3JeIusi B ChOTBeTCTBHE ¢ Pemenuero or H3P 0e o6cwpaeHO cC
HAaIIMOHAJITHUTEC GKCHepTI/I, OTI‘OBapﬂH_II/I 3a an/maraHeTo Ha Tas3un ,Z[I/IpCKTI/IBa, B paMKI/ITe Ha
paboTHaTa rpymna mo MUPOTEXHUUYECKHUTE H3enus, Ha ¢GopyMa Ha HOTU(DUIIMPAHUTE OPTaHH,
KaKTO U Ha IBYCTPaHHU CPEILU C IIPOMUIIUIEHN aCOLUALUH.

Ot ronu 10 oktoMmBpH 2010 r. 6¢ opraHu3mpana oOIIECTBEHA KOHCYJTAIUs, KOSITO 0OXBaHa
BCUYKHM CEKTOPH, BKJIIOUEHHM B Ta3W MHUIMATHBA. TS ce ChCTOEIIE OT YETHUPU BBIIPOCHHKA,
HaCOYEHW KbM MKOHOMHMYECKHTE OINEpaTopu, OpraHuTe Ha  JIbpXKaBUTE-UJICHKH,
HOTU(UIMPAHUTE OpPraHU U TOJ3BaTeNuTe, Karo ciyxoure Ha Komwucusara nomyumnxa 300
otroBopa. Pe3ynrarute ca my0OiauKyBaHu Ha aapec:

http://ec.europa.eu/enterprise/policies/single-market-goods/regulatory-policies-common-
rules-for-products/new-legislative-framework/index_en.htm.

B nombiaHeHne kbM O0mIaTa KOHCYyNTalMs Oelle HpoBeleHa crenr(uyHa KOHCYNTAlUs C
MaJIKUTE U CPEAHUTE MPEANpUATHs (HapudaHu mo-HataTek ,,MCII*). Ipe3 mait u rouu 2010 r.
0sixa mpoBenenu koucynraimu ¢ 603 MCII B pamkute Ha ,,Enterprise Europe Network®.
Pesynratute ca mocTemHM Ha azapec: http://ec.europa.eu/enterprise/policies/single-market-
goods/files/new-legislative-framework/smes_statistics_en.pdf.

B mpomeca Ha koHCynaTanuu Oe KOHCTaTHpaHa INMHPOKAa TOJKpENna 3a WHHIIMATHBATA.
EnunonymHo Oemie mpu3HaTa HEOOXOIMMOCTTa Ja C€ MOAOOpST HAA30pbT Ha Maszapa u
CUCTEeMaTa 3a OIICHKa M HaOJoIeHue Ha HoTH(HUIMpaHuTe opranu. OpraHuTe Ha JbpP)KaBHTE-
YWICHKH HAIbBJIHO TOJKPEINSAT WHUIMATHUBATa, Th KaToO TS IIE YKPENH ChINECTBYBAIIaTa

Crobmenne Ha Kommcusara no EBpomeiickust mapiamenT, ChBera, EBpomneiickus MKOHOMHYECKH U
conuaineH komutet U Komurera Ha pernonute, COM(2011) 206 okoHuartemeH.
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CUCTEMa U 111 N0100pHu ChTPYyAHUUYECTBOTO Ha paBHuIleTo Ha EC. Ilpomumnenocrra ouaksa
[O-TOJIIMAa PABHONOCTABEHOCT B PE3yJTaT Ha MO-e(EKTUBHUTE MEPKU Cpelly HpOAyKTH,
KOWTO HE OTroBapsT Ha M3MUCKBAaHUATA HAa 3aKOHOJATEICTBOTO, KAKTO M OIPOCTSBAHE B
pe3yaTaT Ha MPUBEKIAHETO B CHOTBETCTBUE HA PA3IMYHUTE 3aKOHONATEIHU aKkToBe. bemre
U3pa3eHa 3arpHKEHOCT BBB BPB3KA C HAKOM 3aJbJDKEHUS, KOMTO 00ade ca abCOJIIOTHO
HEoOXO0IMMHU 3a Mo00psiBaHe Ha e(pUKACHOCTTA Ha Haj30pa Ha ma3apa. Te3u MepkH HsaMa Jaa
HOPOAAT 3HAYUTEIHH PA3XOAM 3a MPOMHUIIJICHOCTTA, a IMOJ3UTE OT MOAO0OPEHUs Haa30p Ha
11a3apa 3Ha4UTEIHO 1€ HaAXBBPJIAT HAIIPABEHUTE PA3XOIH.

CpOupaHe ¥ M310JI3BAHE HA EKCIIEPTHU CTAHOBHIIA

OI_IGHKaTa Ha BB3JICHCTBUETO 3a TO3U IaKET OT MCPKH 110 Ipujiarane B rojsiMara Cu 4actT CC
OCHOBAaBa Ha OIICHKAaTa Ha BT)3I[CI\/JICTBI/ICTO, HU3BBPHICHA 3a HCJIUTC HA Hosara 3akoHOmaTenHa
paMKa. OcBeH C’b6paHI/ITe U aHAJIM3UPaHU CKCIICPTHU CTAaHOBHUIIIA B TOBa OTHOIICHHC, Osaxa
MMPpOBCACHU W JOIBJIHHUTCIHHU KOHCYJITAOUHU C CKCICPTH W 3aWHTCPCCOBAHH TIPYIU OT
CbOTBCTHHUA CCKTOpP, KAaKTO U C CKCICPTU B XOPU3OHTATIHHU obmacTH KaTo HaIlpumep
TCXHUYCCKATa XapMOHH3alWsA, OLUCHABAHCTO HAa CbOTBCTCTBUCTO, aKpCAUTALlUATA WU HAA30pPa
Ha I1a3apa.

OneHka Ha BB3IeHCTBHETO

Bb3 ocHOBa Ha cwrOpanara nHdopmanus Komucusta u3Bbpim OleHKa Ha BB3JICUCTBUETO, B
KOSITO Osixa pas3rielaHd U CpaBHEHH TPHU BapHaHTA.

BapuanT 1 — 3ana3BaHe Ha ChIIECTBYBALIOTO MOJIOKEHHE

IIpy TO3M BapuaHT He ce mpeaIarar IPOMEHHM B HACTOALATa JUPEKTUBA U C€ pa3uuTa
NPEJVMHO Ha HAKOM NOJOOpPEHUs, KOUTO MOTaT Ja ce€ O4akBaT BCIEACTBHE Ha Permamenra ot
H3P.

Bapuant 2 — nmnpuBexkgaHe B cboTBercTBHe ¢ Pemenmero or H3P  upes
HE3aKOHOJaTeJTHU MEepPKH.

C BapmaHT 2 ce pasriexja Bb3MOXKHOCTTA Jla C€ CTUMYJIUpa JOOPOBOJIHOTO MPHUBEXKAAHE B
CBHOTBETCTBUE C pasnopendute Ha Pemenuero or H3P, Hampumep ype3 mpeacTaBsHETO UM
KaTo ,,Hali-700pH MPAKTUKU * B TOKYMEHTH, ChIBPKAIIN HACOKH.

Bapuant 3 — npuBexaane B cboTBeTcTBHE ¢ Pemennero ot H3P upe3 3akoHomaTe sHH
MEpPKH.

To3u BapuaHT ce ChbCTOM BBB BKIIOYBAHETO Ha pasnopendute Ha Pemenuero ot H3P B Tekcra
Ha CBIIECTBYBAIUTE TUPEKTUBH.

bemre ycraHOoBEHO, ue BapuaHT 3 € 3a NPEANOYUTaHE, ThI KaTo:

- C Hero me ce moao0pu KOHKYPEHTOCIOCOOHOCTTa Ha JApy)KecTBara U
HOTH(UIIMPAHUTE OpPraHU, KOUTO TIPHEMAT CEPUO3HO CBOWUTE 3aIbJDKCHHS, 32
pa3iMKa OT OHE3H, KOMTO C€ ONUTBAT J]a 3a00HMKAJIST pa3nopenonTe;

- C Hero 1me ce noaoopu (QyHKIMOHUPAHETO HA BBTPEIIHUS Ma3ap, KaTo ce OCUTypH
€IHAKBO TPETHUPAaHE HA BCUYKM HKOHOMMYECKH OIICPAaTOpH, IO-CHELUAIHO Ha
BHOCHUTEIIUTE U AUCTPUOYTOPHUTE, KAKTO U HA HOTU(DUIIMPAHUTE OPTaHHU;
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- C HCTO HC CC€ HopaXxJaaT 3HAYWUTCIHU Ppa3xoJu 3a MKOHOMHYCCKUTC OIICpaTOpHu U
HOTI/ICI)I/II_[I/IpaHI/ITC OpraHH; O4YakBa CC 3a TC3HU, KOUTO BCYC I[eﬁ()TBaT OTTOBOpPHO, Oa
HAMAa JOINBJIHUTCIIHU Pasxoaur WK J1a Bb3HUKHAT CaMO HC3HAUYUTCIIHU PA3XOau;

- TOW ce cuuTa 3a Mo-e(h)eKTUBEH OT BapUaHT 2: MOPAaU HE3aIbJDKUTEIHUS XapaKTep
Ha MEpKMTE€ NpHU BapHaHT 2 BB3HMKBAT CBMHEHUS Jajdu JIEHCTBUTEIHO Ouxa
HACTBIIUIM OYaKBAHUTE I10 TO3HM BAPUAHT ITOJIOKUTEIHU TIOCIEIULIN;

— BapuaHTU | U 2 He mpejyiaraT pelieHue Ha npodiemMa, CBbp3aH ¢ HEChOTBETCTBUATA
B HOpMAaTHBHaTa ypeaoda, ¥ Mopajau ToBa HE MOpPaKIaT MOJIOKUTEHH MOCIEANLIN C
OrJIe]] HAa HEMHOTO ONPOCTSBAHE.

3. OCHOBHM EJEMEHTH HA NPE/UIO’KEHUETO
3.1. XOpHU30HTAJIHY ONpeesIeHus

C MNPEIJIOKCHUCTO C€ BBBCKAAT XAPMOHU3HWPAHU OIPCACICHUA Ha IIOHATHA, KOUTO
OOUMKHOBEHO C€ M3II0JI3BAT B OAJI0OTO 3aKOHOAATCICTBO HA Cn103a 3a XapMOHU3aluAd U nmopaau
TOBa TAXHOTO 3HAYCHHC TpSI6Ba Ja 6’5,[[6 OoCJIICAOBATCIIHO HABCIAKBAC B TOBa
3aKOHOJAaTCJICTBO.

3.2. 33}]'1).]'[)](61-[1/[5[ HAa HKOHOMMYECCKUTE olmepaTopu 1 HIBMCKBAHUSA 3a MPOCJIACIUMOCT

C mpemIoKeHHETO Ce TOSCHSBAT 3aAb/DKCHHUATA HA TPOW3BOJUTEINTE M CE BBHBEKIAT
3aIBJDKEHUS] 32 BHOCUTEIUTE M OUCTpuOyTopute. BHOocuTenute TpsOBa na MpoBEpSAT Aaiu
MPOU3BOJUTEIAT € IIPOBEII IPUIIOKHAMATA IIPOLENYypa 32 OLEHABAHE HAa CHOTBETCTBUETO U €
U3rOTBUJI TeXHUYecka IoKymMeHTauusa. ChIIo Taka Te TpsOBa Ja TapaHTHpaT 3aedHO C
MMPOU3BOAUTCIIA Bb3MOXKHOCTTA Ta3W TCXHUYCCKA AJOKYMCHTAIHWA 4 6’[),[16 npeaocTtaBCHa Ha
KOMIIETEHTHUTE OpraHH NMpHu mnouckBaHe. OCBEH TOBa BHOCHUTENIHMTE TpsiOBa J1a MpoBepsiBaT
Jali BBbpPXY IUPOTEXHUYECKUTE HU3IEIHS € HaHECEeHa IMpaBH/IHATa MapKUPOBKAa U Jajld ca
NPUAPYKEHH OT MHCTPYKIMHM W HHpopManms 3a OezomacHOCT. Te TpsOBa aa chXpaHsSBaT
KOIHUE OT JCKIapaiusiTa 3a ChOTBETCTBUE U JIa TOCOYAT CBOECTO MME U apec BbPXY MPOAYKTa,
WIM, KOraTo TOBa HE € BB3MOXKHO, BbpPXY HEroBaTa ONaKOBKa WU B MNpUApY’KaBalaTa
npoayKkTa JokyMeHTauusi. JluctpuOyTtopure TpsibBa Ja mpoBepsBaT Jald  BBPXY
MUPOTEXHUYECKOTO M3JIETIME € HaHeceHa MapkupoBkara ,,CE®“ um ca mocoueHM uMMeHaTa Ha
IMPOU3BOAUTCIIA U HAa BHOCUTCIIA, aKO € MPUIIOKHUMO, KAKTO U JaJIN U3ACIIUCTO € MPUAPYIKCHO
OT HeoOxXoIuMaTa TIOKyMEHTAlUs U UHCTPYKLUH.

Baocurenure u nuctpubyropure TpsOBa 1a CH ChTPYIHHYAT C OpPraHUTE 3a Ha30p Ha Maszapa
U Ja NpeanpueMar CbOTBETHUTE MEPKH, KOraTro ca JOCTaBUIM NMUPOTEXHUYECKH H3IENHS,
KOUTO HE OTrOBapsT HA U3UCKBAHUATA.

3a BCHYKM HMKOHOMMYECKH ONEPATOPU Ca BBBEICHU MAONbJIHUTEIHH 3aIbJKCHUS 32
NPoCJeTUMOCT. BbpXy MUPOTEXHUYECKHUTE HM3AETUs TpsiOBa Ma ObJAT MOCOYCHH MMETO U
aJpechT HA MPOU3BOIUTENSI U HOMED, Ype3 KOUTO U3AEINETO MOXKE J1a ce UACHTU(dUIMpa 1 1a
Ceé CBBpPXKE CbC CBHOTBETHATa TEXHUYECKa JokyMmeHTarus. Ilpu BHOC Ha nmaaeHo
MUPOTEXHUYECKO U3/IETUE BbPXY HEro TpsiOBa Ja ca OTOENsA3aHU CHIO UMETO M aJlpechT Ha
BHOcHTeNsl. OCBEH TOBa BCEKM MKOHOMHYECKH OIMepaTop TpsOBa Ja MOXe Ja WAeHTH(HUIHIpa
pea  KOMIIETEHTHUTE OpPraHd HMKOHOMHMYECKHS OIepaTop, KOWTO My € JIOCTaBWJ
MUPOTEXHUYECKOTO U3/ENHNE WK HA KOTOTO TOM € JOCTaBUIJI MUPOTEXHUUECKOTO U3JIEIHE.
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3.3. XapMOHHM3MpPaHH CTAHIAPTH

CBHOTBETCTBHETO C XapMOHU3UPAHUTE CTAHAAPTH Ch3/1aBa MPE3yMIMIHs 32 ChOTBETCTBHE ChC
cpiiectBenutTe n3uckBanus. Ha 1 roam 2011 r. Komucusita npue npepioxenue 3a Permament
OTHOCHO eBpoIielicKkara CTaH,Z[apTI/ISaI_II/IHZ, C KOWTO ce yCTaHOBsSIBA XOPWU3OHTAJHA IpaBHA
pamKa 3a eBporeiickaTa crangaptusanus. [IpennokeHnueTo 3a periaMeHT ChabpxKa, inter alia,
pasnopedu OTHOCHO WCKaHHTa 3a CTaHgapTu3anus, oTmnpaBeHn oT Komwucusara g0
€BPOICHCKUTE OpPraHU3alliy 3a CTaHIapPTH3AIMsd, OTHOCHO IMpOIeaypaTa 3a MpPEJCTaBsIHE Ha
BB3PAKEHUA  CpElly XapMOHHM3UPAHUTE CTAaHJAPTH W  OTHOCHO  yYacTHETO Ha
3aMHTEPECOBAHUTE CTPAaHM B TMIpolleca Ha CTaHmapTH3alusa. BcenencTtBue Ha ToBa
pasnopendbure Ha [upexktuBa 2007/23/EO, kouTo oOXBamar ChIIATE AacleKkTH, Osxa
MPEeMaxHATH OT HACTOSIIOTO MPEITIOKEHUE TT0 ChOOPAKEHUS 32 TIPaBHA CUTYPHOCT.

Pasznopenbata, ¢ KoATO ce ch3[aBa MPE3yMILMs 32 CHOTBETCTBUE C XAPMOHU3UPAHUTE
CTaHIapTH, O€¢ M3MEHEHA, 3a J1a C€ M3ACHU OOXBaTHT HA Ta3M MPE3yMILUS B CIy4yauTe, pU
KOMTO CTaHJApPTUTE CAaMO OTYACTH MOKPUBAT ChIIECTBEHUTE U3UCKBAHMSL.

3.4. OuensiBaHe HA CHOTBETCTBHETO H MAPKHPOBKa ,,CE*

B upextusa 2007/23/EO OTHOCHO NMyCKaHETO Ha Ma3apa Ha MUPOTEXHUYECKHU HM3AETHs ca
MOCOYEHH TMOAXOMALIUTE MpOLEIypU 3a OLEHSABAHE Ha CHOTBETCTBHETO, KOWUTO
IPOM3BOIUTENUTE TPAOBA J1a MPOBENAT, 3a Ja JOKaXaT, 4e TEXHUTE MUPOTEXHUUECKH U3JeNHs
OTrOBapsT Ha CHIIECTBEHUTE M3UCKBaHUs 3a Oe3omacHOCT. C MpeasioKEHHETO TEKCThT Ha
TE3UW MpOLEAypH C€ MpPUBEXKJAa B CBOTBETCTBHE C akTyajlHara MM (OpMYJIHpPOBKA OT
Pemenuero or H3P.

OOmmTe MPUHIMIIA OTHOCHO MapkupoBkara ,,CE“ ca ycranoBenu B wieH 30 or Perimament
(EO) Ne 765/2008, a neraitinuTe pasnopendr OTHOCHO HaHACSHETO Ha MapKupoBkata ,,CE®
BBPXY MUPOTEXHUUECKUTE U3JIENIHSI Ca BKIIFOUEHU B HACTOSIIOTO MPEAIOKEHUE.

3.5. Horudunupanm opranu

C mpeUTo’KEHNETO Ce BBBEXKIAT IMTO-CTPOTH KPUTEPHUH 32 HOTH(UIIMpaHe Ha HOTU(DUITUPAHUTE
OpraHu. B mero ce NOACHABA, 4€ IIOJUBIIBIIHUTCIUTC WM HNOACIACHUATA CBHIIO TpSIGBa aa
OTroBapsIT Ha W3MCKBaHUATA 3a HOTH(HIMpaHe. BeBenenn ca cnenuduIHr U3UCKBAHUS 32
HOTUUIMpAIIUTe OpraHd M € TMpepasriieflaHa Tpoueaypara 3a HOTH(UIUpaHe Ha
HOTHUIIMpaHUTe opraHh. KoMIleTeHTHOCTTa Ha HOTH(UIIMpaHUs OpraH TpsOBa aa ce
J0Ka3Ba ChC cepTu(UKAT 3a akpeauTanus. Korato 3a oneHsIBaHETO HA KOMIETEHTHOCTTA Ha
HOTHUUIIMPAH OpraH He € Owja M3MOoJI3BaHAa aKpeaUuTanus, HOTH(HUIMpPAHETO TpsiOBa 1a
BKJIFOUBa JOKYMCHTALIUATA, KOATO JA0Ka3Ba II0 KaKbB HaAa4YUH € 61/1)1a OLCHCHA
KOMITETEHTHOCTTA Ha TO3W OpraH. /[bpaBUTEe-4ICHKH I IMAT BH3MOXXHOCTTA J]a TIOBAUTHAT
BB3PAKEHUS CPELLy HOTU(DHUIIMPAHETO.

3.6. Hansop Ha nmazapa u nmpoueaypara 1o npeamnasHa KJjiaysa

B npennoxkenuneTo ce mpepasriexa ChleCTByBalllaTa Mpoleaypa mno mpeamnasHa kiuaysa. C
HEro ce BBbBEXJAa CTaAuii Ha OOMeH Ha WHpOpMaAIUs MEXKIY IbpKABUTE-WICHKH U CE
ONpEeNENsAT KOHKPETHUTE CTBIIKH, KOUTO CJIEABa Ja Ce MpelAlpueMar OT 3acerHaTUTe OpraHu
IpU YCTAHOBSIBAHETO Ha HECHOTBETCTBHME Ha NHPOTEXHUYECKo wu3zaenue. ChIIUHCKaTa

2 COM(2011) 315 oxoHUaTeICH.
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npoueaypa Ho npeirnasHa Kiays3a, KOSTO BOJM J0 NpuemaHe Ha peuieHue Ha Komucusita
OTHOCHO OOOCHOBAHOCTTa Ha JlaJiecHa MspKa, 3alo4Ba €Ba KOrato Ipyra JAbp)KaBa-uJIeHKa
MOBJIUTHE BB3PAKEHUE CPEIIy MsIpKa, MPHETa MO OTHOIIEHUE Ha JaJe€HO MUPOTEXHUYECKO
uzgenue. AKO HsMa HEChIVIACUE OTHOCHO IIPUETUTE OIPAHUUYUTEIIHU MEPKH, BCUYKHU
Ibp)KaBU-YJICHKH TpsiOBa Ja mpennmpueMaT TIOAXOJAINN JCUCTBUS HAa COOCTBEHATa CH
TEPUTOPHUS.

3.7. Chneuu(pu4HH 32 CEKTOPa BBIIPOCH

Hsikon MUpOTEeXHUYECKH H3ACIHS, TO-CICIUATHO TE3U, KOUTO CE H3IMOJI3BAT B TPEBO3HH
CpeacTBa, KaTo ra30BU IrCHCPATOPU 3a Bb3AYUIHH BH3TJIaBHUIH, CbABPKAT MAJIKU KOJIMYCCTBA
OpW3aHTHM aKTUBHH BEIIECTBA 3a THPTOBCKHU IIEJM M B3PUBHH BEUICCTBA 32 BOCHHU IICIIH.
Crnen npuemanero Ha Jupektua 2007/23/EO crana sicHO, 4e HsAMa Jia € BB3MOXHO Ja Ce
3aMEHSAT TE3W BEIIeCTBA KaTro J00aBKM B CBhCTaB ChC CTPOTO  BB3ILIAMEHUTEITHO
npeHa3HaYeHne, KBIETO TE Ce M3IOI3BAT 3a Mo1o0psiBaHe Ha eHepruiiHus Oananc. ETo 3amo
ce mpejyiara Jia ce U3MEHH ChIIECTBEHOTO U3UCKBaHE 3a Oe30macHOCT (4).

3.8. Komwurousiorus u gejiernpaHu aKToBe

Paznopendute 3a geitHoctTa Ha Kommurera mo B3pHBHHUTE BellecTBa 0siXa aJanTUpPaHU KbM
HOBHUTE IpaBUJIa OTHOCHO JEJIETHpPaHUTE aKTOBe, ompeneneHu B uieH 290 ot Jlorosopa 3a
dbyHkuonupanero Ha EBporeickus cbio3, U KbM HOBHUTE pa3mopeidu 3a akTOBETE 3a
usnbIHeHne, ycranoBeHu ¢ Permament (EC) Ne 182/2011 na EBpomneiickust mapiaMeHT U Ha
CoBeta ot 16 deBpyapu 2011 r. 3a ycTaHOBSIBaHE Ha OOIIMTE IIPABUJIA U MPUHIIAIIA OTHOCHO
pena M ycIoBHSTa 32 KOHTPOJ OT CTpaHa Ha IbPKABUTE-UWICHKH BHPXY YNPAKHIBAHETO HA
M3ITHITHATEIHATE IPABOMOIIHS OT CTpaHa Ha Komucnsira®.

4. IIPABHM EJIEMEHTHU HA MIPEJJIOKEHUETO
IIpaBHO ocHOBaHuUe

[Ipennoxxenuero ce ocHoBaBa Ha ujeH 114 ot JloroBopa 3a (QyHKUIMOHUPAHETO Ha
EBporneiickust cbhro3.

IpyuHuun Ha cyOGcuauapHocT

KoMmerentHocTTa B 0OOjacTTa Ha BBTPEIIHHUS Tazap € cnoneneHa Mexay Crpro3a u
TbPXKABUTE-WICHKH. BBIIPOCHT 3a MpUHIKIIA HA CyOCHINApHOCT Bb3HUKBA MO-CIICIIUAIHO BHB
Bpbh3ka C J00ABEHWUTE HOBH pa3nopendH, eI MoJ00psSBaHETO Ha e(PEKTUBHOTO
m3nbaHeHne Ha upektuBa 2007/23/EO OTHOCHO MyCKaHETO Ha Ia3apa Ha MUPOTEXHUYECKU
W3JIeTUs, 2 UMEHHO 3aJbJDKCHUSITA HA BHOCUTENS U AUCTPUOYyTOpa, pa3nopeaduTe OTHOCHO
MPOCIEIUMOCTTa, PA3MOPEAOUTE OTHOCHO OICHSBAaHETO W  HoTU(dUIUpaHETO Ha
HOTHU(UIIMPAHUTE OPTaHHU, KAKTO WM JOMBIHUTEIHUTE 3aJb/DKCHHUS 32 CHTPYIHUYECTBO B
KOHTEKCTa Ha MpepasrielaHuTe MPOoIIeIypH 3a HAJA30p Ha Ma3apa v Ipearna3Hu IpoIeaypH.

OnuThHT NpH U3MIBIHCHUETO HA 3aKOHOIATEJICTBOTO MMOKA3a, Y€ MPEAINPUETHTE Ha HAIIMOHATTHO
paBHMILIE MEpPKH ca JOBEIW JA0 Pa3IU4YHU MOAXOAM M JO pa3IMYHO TPETHUPAHE Ha
nkoHomuyeckute omepatopu B EC, koeTo moakomaBa IefnTa Ha HacTosIaTa JUPEKTHBA.
[IpuemaneTo Ha MEPKH Ha HAIIMOHAIHO PABHUIIIE 32 pElIaBaHETO Ha MpoOyieMure Ou JT0BEI0

3 OB L 55,28.2.2011 r., ctp. 13.
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JI0 OTIACHOCT OT Ch3/[aBaHE HAa MPEUKH 32 CBOOOJHOTO JBM)XCHHE HA CTOKH. [lo-HaTtaThuIHuTe
JIEHCTBHUS Ha HAIIMOHATHO PaBHUIIE Ca OTPAaHUYCHH 0 TEPUTOpPUATHATA KOMIIETEHTHOCT Ha
ChOTBETHaTa IbpkaBa-wieHka. C orjes] Ha HapacTBAIIUTE MEXIyHApOIHU H3MEpPEHHUs Ha
THPrOBHATA HEMPEKHCHATO CE yBEIMYaBa U OpOST Ha TpaHCTpaHUYHUTE Kasycu. [locraBeHure
eI MoraT Ja ObJaT MOCTUTHATH MHOTO TMO-T00pe MOCPEICTBOM KOOPIUHHUPAHU JICHCTBUS
Ha paBHHIIEeTO Ha EC, KouTo mo-cnenuanHo Ovxa HampaBUIM Ha/30pa Ha Ma3apa 3HAUUTEITHO
no-ehektuBeH. ETO 3aI1mo e mo-menecho0pa3Ho 1a ce mpeanpreMar ACHCTBHS Ha PaBHUIICTO
Ha EC.

o ce oTHacs mo mpobiieMa ¢ HECHOTBETCTBHATA MEXIY AMPEKTHBHUTE, TOW MOXKe Aa Objae
pEIlIeH EAMHCTBEHO OT 3akoHoatesns Ha EC.

IIponopunoHasHOCT

B cnorBeTcTBHE C IIpUHOUIIa Ha M[IPOMNOPHUOHATIHOCT TMPCAJIOKCHUTE HN3MCHCHUA HE
HaaAXBbPJIAT H€06XO)II/IMOT0 3a IIOCTUT'aHC HAa IMOCTAaBCHUTC LCJIN.

HoBute nnu n3aMeHeHUTe 3a1bDKEHIS HE BOST J0 HajlaraHe Ha HEHYXHa TEXKECT U Pa3Xolu
3a MPOMUIUICHOCTTA, M TMO-CHEIUATHO 32 MAJKUTE W CPEIHUTE MPEANPUSTHS, HUTO 3a
aIMUHHUCTPATUBHHUTE OpraHu. B ciayyauTte, npu Kkouto 6¢ yCTaHOBEHO, Y€ U3MEHEHUSITa UMAT
OTpULIATENIHU MOCJIEIUIM, aHAIU3bT Ha MOCIEAULINTE OT U30paHUs BapuaHT MO3BOJIABA Ja CE
HaMepU Hai-MponoplIHOHATIEH OTTOBOP Ha KOHCTaTHpaHUTE npoliemu. Peaniia nu3ameHeHUs
3acsraT moI00psSBaHETO Ha SICHOTaTa Ha CHIECTBYBAIlaTa JUPEKTHUBA, 0€3 J1a BhBEKAAT HOBU
M3HUCKBaHUs, KOUTO OMXa JOBENIU 0 yBeJInYaBaHe HA Pa3XxouTe.

N3no13BaHa 3aKOHOAATEIHA TEXHUKA

[IpuBexxnanero B choTBeTcTBUE ¢ Pemenuero ot H3P Hanmara m3BecTteH Opol ChIECTBEHH
u3MeHeHus B pasnopenoute Ha dupektuBa 2007/23/EO. C ornen Ha sCHOTaTa HA H3MEHEHUS
TEKCT U B ChOTBETCTBUE C MEXIyMHCTUTYIMOHAJIHOTO criopasyMmeHue ot 28 noemspu 2001 .
3a TO-CTPYKTYpHUPaHO HM3MOJ3BaHE HA TEXHUKATa 3a mpepaboTBaHE HA HOPMATHUBHU akToBe’
Oernre n30paHa UMEHHO Ta3HW TEXHUKA.

Wsmenenusara B pasmopendure Ha [upextuBa 2007/23/EO 3acsraT omnpeneneHusTa,
3aIbJDKEHUSITA HAa WKOHOMHMYECKHUTE OINEpaTopu, Mpe3yMIIusITa 3a ChOTBETCTBHUE,
OCHUTYpsIBaHA C XapMOHM3UPAHUTE CTaHJAPTH, JEKIapalusiTa 3a CbOTBETCTBUE, MAPKUPOBKATa
,»CE®, HoTm(unmpanute opranu, mnporeaypara Mo MpeanasHa Kjiay3a W TPOLEIypuTe 3a
OLICHSIBAaHE HAa CbOTBETCTBUETO.

C mpenioxKeHHETO HE ce BHAcSIT MPOMEHU B MPUIOKHOTO mosie Ha [lupektuBata u B
CBHINECTBEHUTE M3UCKBAHUS 32 0€30MACHOCT, OCBEH N3MEHEHHUETO, OMMCAHO B TOYKa 3.7.

5. OTPAKEHUE BbPXY BIOJIJKETA

HacTosmoTo npeanoxkeHne He 0Ka3Ba HUKAKBO OTpakeHHe BbpXy Oromxera Ha EC.

4 OB C 77, 28.3.2002 T.
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6. JION'bJIHUTEJIHA HHOOPMALIMS
OTMsIHA HA CHIIECTBYBALIO0 3AKOHOAATEJICTBO

[IpuemaneTo Ha MpeIOKEHUETO 1Ie AoBeae a0 oTMsHa Ha [upextuBa 2007/23/EO otHOCHO
IyCKaHETO Ha Ma3apa Ha MUPOTEXHUYECKU H3CITHSL.

EBponeiicko HKOHOMHUY€CKO MPOCTPAHCTBO

[Tpennoxenuero 3acsra EWII u mopaau ToBa 00XBaThT My cielBa Aa ObJe pas3lIUpeH, 3a 1a
BKJIIOYH U EBpPONENCKOTO HKOHOMUYECKO MPOCTPAHCTBO.

10
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WV 2007/23/EO (agarrupan)
= HOB

ITAKET OT 3AKOHOJIATEJIHU AKTOBE 3A IIPUBEKJIAHE B
CBOTBETCTBHUE C HOBATA 3AKOHOJATEJIHA PAMKA (H3P)
(ITpunarane Ha IlakeTa OT 3aKOHOIATEIHH AKTOBE 32 CTOKUTE)

2011/0358 (COD)

[Ipennoxxenue 3a
JUPEKTHUBA HA EBPOIEMCKHUS TAPJIAMEHT U HA CHbBETA

3a > xapMoHu3HpaHe Ha 3aKOHOJATEJICTBATA HA IbpPKaBUTe-wieHKH 3a <X| Byeranere
Ha-Hasapa o NpeIoCTaBsHe HA Ma3apa < HA MHPOTEXHUYECKH U3IeTus

(mpepadoTeH TekcT)

(Texct ot 3Hauenue 3a ENII)

EBPOIIEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOIIEMCKUS CBHIO3,

KaTo B3exa mpensuna  JloroBopa  3a 3 :
X> dpyukunonupaneto Ha EBporeicKkus cbio3 <ZI U TIO-CIICIHATHO YICH 9%IZ> 114 X1 ot
HETo,

KaTo B3€Xa MpEJBU NPEIIOKEHUETO Ha EBponeiickaTa KOMHUCHS,

cJe/ MpeJaBaHe Ha MIPOEKTa Ha 3aKOHOAATEIIHUS aKT HAa HAIlMOHAJIIHUTE MapIaMEeHTH,

KaTO B3€Xa MPEJIBUJ CTAHOBUILETO HA EBPONENCKUS NKOHOMUYECKHU U COIIUAJIEH KOMHTET’,
B CHOTBETCTBHE C OOMKHOBEHATA 3aKOHOATENHA MPOIIeTypa,

KaTO uMat npeaBum, 4uc:

{ new

(D) B JlupextuBa 2007/23/EO na EBpomnelickusi mapiameHT W Ha ChbBera OT 23 Maid
2007 r. OTHOCHO IMyCKaHETO Ha Ta3apa Ha MUPOTEXHUYECKH HU3AENHs TpsiOBa 1a ce

> OBCI...].

11
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2

3)

BHECAT PE/IHIA ChIIECTBEHH M3MeHeHns’. C Oriie[l MOCTHTaHe Ha SCHOTA MOCOYCHATA
JTUPEKTHBA cle/iBa J1a Obje npepadoTeHa.

C Pernament (EO) Ne 765/2008 na EBpomneiickus napiameHT u Ha ChBeTa OT 9 10Iu
2008 r. 3a ompenensHe Ha M3UCKBAHMSATA 3a aKpeAWUTAIMs M HAA30p Ha Ia3apa BbB
Bpb3Ka C IpeJjlaraHeTo Ha ma3zapa Ha MpOAYKTH U 3a oTMsHa Ha Permament (EMO)
Ne 339/937 ce onpenmensaT npaBuiaTa 3a aKpeAUTALUATA HA OPraHUTE 33 OLCHABAHE HA
CBHOTBETCTBUETO, MPEABMKJA CE paMKa 3a HaJ30pa Ha Ma3apa Ha NPOAYKTH U 3a
OCBILECTBSIBAHE HA KOHTPOJ BHPXY MPOLYKTUTE OT TPETH AbP)KaBU U C€ YCTAaHOBSABAT
00IIXTE MPUHIIUITN OTHOCHO MapkupoBkara ,,CE®.

C Pemenue Ne 768/2008/EO na EBpomneiickus mapiameHT u Ha CbBera oT 9 ronu
2008 r. oTHOCHO 00Illa paMKa 3a MpeJUlaraHeTo Ha Mas3apa Ha MPOAYKTH U 33 OTMsHA
Ha Pemenne 93/465/EMIO° ce yCTaHOBABAT OO NPUHIMIN M pedepeHTHH
pasnopenou, NpeaHa3HaYeH! Ja Ce TPUIaraT B CEKTOPHOTO 3aKOHOAATEIICTBO C IIEIT 1a
ce Ch3/aJe MOocieoBaTelHa OCHOBA 3a MpepasrieXJaHeTO WM MpepadOTBAaHETO Ha
ToBa 3akoHomarencTBo. JlupexktuBa 2007/23/EO cnemBa na Obae choOpaszeHa ¢
MIOCOYEHOTO peIlIeHHE.

(4)

WV 2007/23/EO crobpaxenue 1
= HOB

JleiicTBamuTe 3aKOHOBH, MOJI3aKOHOBU M aIMUHUCTPATUBHU Pa3NoperiOu, KOUTO ca B
cuila B AbPXKAaBUTE-WICHKU OTHOCHO HyekaHe®e S INPEJOCTaBAHETO <& Ha Ilasapa Ha
MIAPOTEXHUYECKH HU3JCIINS, CE PA3INYaBaT, [O-CHEUAIHO 110 OTHOLIEHUE HA aCIEKTH
KaTo 6€30MacHOCT U (YHKIIMOHAIHU XapaKTEPUCTHKH.

()

WV 2007/23/EO  chobpaxenne 2
(amanTupan)

Twii KaTO CHINECTBYBA BEPOATHOCT £e3# 3aKOHOBHX> Te <X, mom3zakoHoBUDO Te <X n
anmMuaucTpatuBHul>  Te X1 pasmopendou [X> Ha awbpkaBute-wieHku <Xl na
HpeAHSBHKAF Cb3JlaJaT Oapuepu MNpe] THProBUIATa B pPAMKUTE Ha O6mHeerFa
X> Crioza XI, [X> e HeoOxomumo XI Te3um pasmopenOu exessa J1a  OblIaT
XapMOHHU3UPAHHU, 3a Ja CC rapaHThpa CBOOOJHOTO IBH)KEHHE HA MHPOTEXHUUYECKU
U37IeaMs B PAMKHUTE Ha BBTPCIIHMS Ta3ap U CHIICBPEMEHHO Jla CE OCHTYPU BHESKa
eremes [ BHCOKO HMBO <X] Ha 3aIIMTa HAa YOBEIIKOTO 3JpaBe M 0E30MACHOCT W
3alUTa  HA  MOTPEOUTENUTE U  eHeHHAFHeRHFe———KPpal B moTnebureny
X> npodecronanaute KpaiiHu momsBarean <Xl.

OB L 154, 14.6.2007 r., ctp. 1.
OB L 218, 13.8.2008 r., ctp. 30.
OB L 218, 13.8.2008 r., cTp. 82.
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(6)

WV 2007/23/EO  cpobpaxernue 3
(amanTupan)

HupextuBa 93/15/EMMO na CwBera ot 5 ampmin 1993 1. 3a XapMOHH3HpaHE Ha
pasmnopenduTe, CBbp3aHH C MyCKAHETO Ha Nla3apa U Ha/i30pa Ha B3PHBHH BEMECTRA C
TpaXkIaHCKO npenHasHaqune U3KITI0YBA HHpOTeXHquCKnTe U3JENUsi OT CBOETO
HpI/IJIO)KHO nojue =2 =2 BAF—HOAXOAS

(7)

WV 2007/23/EO  cpobpaxenne 4
(amanTupan)

X> be3omnacHoctTa nipu ckiagupane ce ypexaa ¢ <Xl lupexrtusa 96/82/EO na CwrBeTa
oT 9 nexeMBpu 1996 r. OTHOCHO KOHTPOJIa HA OMACHOCTUTE OT T'OJIEMHU aBapUU, KOUTO
BKJIIOYBAT OnacHu Beuectsa'’, B kato ¢ mocoueHara mupekTrBa ce <XI ycTaHOBsIBaT
M3HUCKBaHUS 32 0E30MacHOCT 3a MPENNpUSTHATA, B KOUTO MMa B3PHUBHH BEIIECTBA,
BKJIIOYUTEIHO MUPOTEXHUYECKH BEIIECTBA.

(8)

WV 2007/23/EO  chobpaskenne 21
(amanTupaH)
= HOB

[lo oTHOmIEHMEe Ha OE30MAaCHOCTTAa MPH TPAHCIIOPTHpPAHE TpaBWIIaTa 3a MPEBO3a Ha
MUPOTEXHUUYECKH M3JeNMsd ca OOXBaHaTH OT MEXIYHapOJHU KOHBEHIUH U
cnopa3zymenusi, BkarountenHo #llpenopbkute Ha OOH 3a npeBo3a Ha OMACHU eFexH
B> toapu <XI. = [lopaau ToBa Te3H acIeKTH HE CIeBa Jla ca B MPUIOKHOTO MOJIE Ha
HacTosIIaTa AUPEKTUBA.

9)

WV 2007/23/EO cpobpaxenue 6
= HOB

Hacrosmara nupekTiBa He ciieqBa Ja #e ce Mpuiara 3a NUPOTEXHUYECKUTE M3/eHs,
3a kouto ce mpwmiaratr JupekruBa 96/98/EO nma CwBera ot 20 nexemBpu 1996 .
OTHOCHO MOPCKOTO o00opyzBaHe'' M CHOTBETHHTE MEKIYHAPOAHH KOHBEHIIHH,
nocoyeHn B Hesd. = ChIIO Taka T HE ClIelBa Ja C€ IpWiIara 3a yJapHHUTE Karicw,
npeJHa3sHauYeHH 3a JeTCKU MIPayky, BKIOUYEeHU B o0xBata Ha Jupektusa 2009/48/EO

OB L 121 1551993 r.,
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Ha EBponetickus nmapnament u Ha CpBeta oT 18 toHu 2009 1. 0THOCHO 0G€30MacHOCTTa
HA JIETCKUTE HIPAUKH ~,

(10)

WV 2007/23/EO  cpoGpaxerne 8
(amanTupan)

OrJie]] Ha PEJIMTHO3HU, KYJITYPHH W TPAAUIMOHHH THPKECTBA B JbPIKABUTE-WICHKH
(oitepBepkuTe, TPOU3BEICHN OT MPOU3BOAMTENS 32 HEroBa COOCTBEHa ymoTrpeda u
KOUTO ca 0w 0J00peHr OT JAbprKaBa-wICHKA 3a yrmoTpeOa Ha HeWHa TePUTOpHUS, HE
clie[iBa Jla ce cMATaT 3a syerass DO mpenoctaBenu <XI Ha masapa U esegeBaFenHe
IopaJii _TOBa HE cliefBa Ja € HEoOXOAMMO Ja ea—erebpaseHs—e OTIOBApIT HA

HacTod1aTa IMPCKTUBA.

(11)

‘ WV 2007/23/EO crobpaxenne 13

Koraro chliecTBeHUTEe M3UCKBAHMS 3a 0€30MAaCHOCT ca M3IBJIHEHU, HE &# CIIC/IBage
Ibp)KaBUTE-WIEHKHU Ja MoOraT Ja 3a0paHsBaT, OTPAaHMYABAT WJIM Bb3IPENATCTBAT
CBOOOJHOTO JIBUKEHUE Ha MUPOTEXHUYECKH n3nenus. HacrosimaTa nupekruBa ciensa
Ja ce mpuiara, 0e3 JAa 3acAra HalMOHAJIHOTO 3aKOHOAATEICTBO OTHOCHO
JHMLEH3UPAHETO OT [AbPXKABUTE-WICHKHM Ha TMPOU3BOJAUTENH, TUCTPHUOYyTOpU U
BHOCHTEIIN.

(12)

|\ 2007/23/EO crobpasenne 5

[MuporexHuueckuTe W3AENUs CleBa Ja BKIOYBAT (oHepBepKH, CIEHUYHU
MAPOTEXHUYECKH HW3JCNUA M MUPOTEXHUUECKH H3JACNUS 32 TEXHHUYECKHU IIeJIH, KaTo
HampuMep Ta30BH TE€HEPATOPH, HW3MOI3BAHU BBHB BB3IYIIHU BB3TJIABHUIM WU B
yCTpOMCTBA 3a MPEABAPUTEIIHO OITbBAaHE Ha MPEANa3HU KOJaHH.

(13)

‘ WV 2007/23/EO chobpaxenue 7

C men pa ce rapaHTUpar JOCTaTbYHO BHUCOKM HMBA HAa 3alUTa; NMUPOTEXHUYECKHUTE
u3genusi cieaBa Aa ObJaT KaTeropu3MpaHW OCHOBHO CIIOpEZ TSIXHATa CTENeH Ha
OIAaCHOCT OT IVIEJJHAa TOYKa Ha BUJA yNoTpeOa, NpeAHa3HauYeHneTO UM WIM HUBOTO UM
Ha LIyM.

12
13

= OB L 170, 30.6.2009 r., ctp. 1. <
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(14)

WV 2007/23/EO  cpobpaxenne 9
(amantupan)

Karo ce uMaT mpenBu OMaCHOCTUTE, BpHeHHH—Ha KOUTO ca CBBP3aHM C ynorpedara
Ha TUPOTEXHUYECKH WU3JCIUsA, € IeIeChOOpPa3sHO Jla CC HOSFAHOBSE ONPCICIST
BB3PACTOBH TPAHUIIM 3a TIPOJaxOaTa UM Ha MOTPEOUTENH U 3a TAXHATA yrmoTpeda u aa
CC rapaHTHpa, 4€¢ CTUKCTUTC UM NPCAOCTABAT JOCTATHbYHA U IMMOAXOASAIIA HH(pOpMaI_[I/IH
3a Oe3oracHaTa uM yHOTpe6a 3a Jla C€ 3aIIUTAT YOBEIIKOTO 3z[paBe n 6e30mMacHOCT U
OKOJTHaTa cpena. :

MUPOTEXHUUYECKHU H3/ICITHS IZ> cieaBa <ZI na ObIaT TOCTBHITHHA CaMo 32 OHpaBOMOH_[eHI/I
crenuaaucTu C H€06XO,Z[I/IMI/ITC MMOo3HaHHd, YMCHHUA H OIIUT. Ilo orHOmEHHEe Ha
MUPOTEXHUUYECKUTE W3/CIHs 32 MPEBO3HU CPENCTBA M3UCKBAHMTA 32 CTHKETHPAHE
CJICABa a OTYUTAT AKTYAJIHUTC IIPAKTHUKHU, KAKTO U (baKTa, 4y TE3U U3ACIIUA CC
JIOCTaBAT U3KIIOYUTEITHO Ha TIpodecoHaTHN Rerpedareas DO nomsearenn <XI.

(15)

WV 2007/23/EO  chobpaskerne 10
(amanTupan)

Ynorpebara Ha THUPOTEXHUYECKH WU3JCNIHSs W TO-CIEIUAIHO YIoTpebaTa Ha
(holiepBepKHr 3aBUCH OT OYEPTAHO PA3HOOOPA3ZHUTE KYyITYPHU OOMYan U TPATUIUHU B
passEEuHETe OTJICIHNWTE JbpXKaBU-WICHKU. Fepa—mepasaa DO [lopamu toBa e <Xl
HEOOXOIMMOeEsa J1a ce TO3BOJHM HAa JIbPXKABUTE-WICHKH Ja MPHEMaT HallMOHATHU
MEpKH 3a OTpaHHYaBaHe Ha yroTpedara win nmpoaaxodara Ha MHUPOKaTa OOMIECTBEHOCT
Ha HSAKOU Kareropuu (horepBEepKH MOPAJU CHOOpPaKEHHS 3a OOIIECTBEHA CUTYPHOCT
Wi 0€301acHOCT.

(16)

7)

(18)

{ HOB

HNkoHomMuueckuTre omepaTropu cielBa Ja OTroBapsAT 3a CHOTBETCTBHUETO Ha
MUPOTEXHUUYECKUTE U3ACIUSA B 3aBUCUMOCT OT CbOTBETHATA CU POJIA BbB BEpUrara Ha
JOCTaBKa, 3a Ja Ce OCHUTYpH BHCOKO HMBO Ha 3allliTa HAa OOLIECTBCHUTE MHTEPECH,
KaTo 3/paBeTo M 0E30IacHOCTTA, U 3allMTaTa Ha MOTPEOUTENINTE U J1a C€ TapaHTupa
JI0AJIHA KOHKYpEHIMA Ha na3apa Ha Cpro3a.

Bcuukyu HKOHOMHYECKH OTNepaTopu, KOUTO B3eMaT yyacTHe BbB BepHUraTa Ha JOCTaBKa
Y TUCTpUOYIHSI, CJIEBA JIa MPEANPUEMAT TOIXOAIINTEe MEPKH, 32 JIa TapaHTUpPAT, ue
MPEIOCTaBAT HA Ma3apa caMO MUPOTEXHUYECKU W3JIENHsI, KOUTO ca B ChOTBETCTBUE C
HacTosImaTa JupekTuBa. HeoOXoaumo e 1ma ce MpeABUAM SCHO M TPOTIOPIIMOHATHO
pasmpeneneHie Ha 3aIbJDKEHUATa, KOETO OTroBapsl Ha poJsiTa HA BCEKH OMEpaTop B
mpoleca Ha IOCTaBKa M TUCTPUOYIIHS.

[IpousBomuTenar, umaiy MNOAPOOHM TO3HAHMUA 3a TMpolleca Ha MPOEKTHpaHEe U
MIPOU3BOJICTBO, € B Hal-100pa MO3HIHS Ja MPOBEJIE IsU1aTa MPoIeaypa 3a OleHsIBaHE
Ha cbOTBETCTBHETO. [lopaau ToBa OLIEHABAHETO HA CHOTBETCTBUETO CIIEJBA /1a OCTAHE
3aIbJKEHUE CaMO Ha MPOU3BOUTENS.
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| 2007/23/EO chobpaenne 12

(19)

(20)

21

(22)

{ HOB

Heo6xomumo € na ce rapantupa, 4e MAPOTEXHUUYECKUTE U3ACIUS OT TPETH TbPKaBH,
BbBEOXKJaHM Ha Mma3apa Ha Cbl03a, OTroBapsAT HA HW3HMCKBaHHUATA HAa HACTOSIIATa
JTUPEKTUBA M TO-CHEIUATHO, Y€ MPOU3BOAUTEIIUTE Ca W3BBPIIAIN TOAXOJSIINUTE
MpOLIEAyPH 3a OLEHSABAHE M0 OTHOUIEHUE Ha Te3W npoayktu. [lopanu ToBa crnensa aa
ce MPEIBHIU, Y€ BHOCHUTEIUTE CE YBEpSABAT, Y€ MUPOTEXHUUYCCKUTE U3NIETUS, KOUTO
MyCKaT Ha Ma3apa, OTroBapsT HAa M3UCKBAHUATA HA HACTOSIATa AUPEKTHBA M Y€ HE
MyCKaT Ha Tma3apa MNUPOTEXHUYECKH U3JIETUsl, KOUTO HE OTroBapsiT Ha Te3U
M3MCKBAaHUS WM TpeicTaBisBaT puck. CreaBa chIIO Taka Ja ce MPEABUIU, 4e
BHOCHUTEIIUTE CE€ YBEPSIBaT, 4e MPOLEAYPHUTE 3a OLIEHSBaHE HA CHOTBETCTBUETO Ca OMIIN
MPOBEJIEHH M Y€ MapKUpOBKAaTa Ha MPOAYKTa U JOKyMEHTAIUsITa, WU3rOTBEHAa OT
MIPOU3BOJUTENNTE, Ca HAa PA3I0JI0KEHNE HAa HAJ30PHUTE OPraHy 3a IPOBEpKa.

JuctpuOyTOphT TpPEAOCTaBsl NUPOTEXHUYECKO U3JEIUe Ha Tazapa, Ciea  KaTo
W3JIEINETO € OWITO MMyCHATO Ha Ma3apa OT MPOU3BOIUTEIIS UM BHOCUTEIS, U CIIE/IBA J1a
JIEHCTBA ¢ JBbJDKAMATa TPIDKa, Taka 4ye Ja TapaHTUpa, Y€ HErOBHUTE JIEUCTBHS CIPSIMO
MUPOTEXHUYECKOTO H3JICITUE HE CE OTPa3sBAT HEOJIArONMPHUATHO HA CHOTBETCTBHETO HA
MUPOTEXHUUECKOTO U3JIEITHE.

Bceku mkoHOMUYECKH OmepaTop, KOMTO MycKa Ha Ma3apa MUPOTEXHUYECKO H3ICIIHE
ChC CBOETO MME WJIM THPrOBCKAa MapKa WJIM W3MEHS MUPOTEXHUYECKO H3JCNIHEe IO
Ha4YMH, KOMTO MOJKE J1a 3acerHe CHOTBETCTBHETO C M3HCKBAaHMATAa Ha HACTOSIIATa
JTUPEKTHBA, cleABa Aa OBbJE CUYMTAH 32 TMPOU3BOJIUTEN HA CHOTBETHHSI MPOAYKT H
cjie/iBa J1a MoeMe 3aIbHDKCHUATA Ha TIPOU3BOAUTEIIS.

Toit kaTo AUCTpUOYTOPUTE U BHOCHUTEIUTE ca ONHM30 10 Maszapa, Te cieaBa aa Obaatr
BKJIFOUEHH B 33/IayUTe€ 1O HAJ30p Ha TMaszapa, W3MBJIHABAHH OT KOMIICTCHTHUTE
HAI[AOHAJTHU OpraHd, W CcJIleBa Ja ObJaT TOTOBH Jia y4yacTBaT aKTHBHO, KaTo
MPEIOCTaBAT HA KOMIIETEHTHUTE OPTaHU IisiiaTa Heobxonuma uHpopmanus, CBbp3aHa
ChC CHOTBETHOTO MUPOTEXHUYECKO H3CIHE.
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(23)

| 2007/23/EO chobpaenne 11
Heaxeasme llenecbo0pa3sHO € Ja €€ YCTAaHOBIT ChHIIECTBEHW W3WCKBAHHS 34

0€30MacHOCT 3a MUPOTEXHUYECKUTE U3ACINS, 3a Ja CE 3aAIIUTAT MOTPEOUTEIIUTE U J1a
ce IIPeIOTBPATAT 3TOMOTYKH.

24)

{ HOB

Hsxon nupoTexHHYECKH WU3JeNus, MNO-CIENUAIHO TE3U, KOWTO C€ H3MOI3BaT B
MIPEBO3HU CPEICTBA, KaTO ra30BU I'€HEPATOPH 3a BB3AYIIHU BB3IVIABHUIIM, ChABPIKAT
MaJIKH KOJIMYEeCTBA OpPHM3aHTHU AaKTUBHU BEIIECTBA 32 THPTOBCKU IIETH W B3PHUBHU
BellecTBa 3a BoeHHu 1enu. Cien npuemanero Ha upextusa 2007/23/EO ctaHa sicHO,
4e HAMA J1a € Bb3MOXKHO J]a C€ 3aMEHAT TE3M BEIIECTBAa KAaTO JOOABKH B CHCTAB ChC
CTPOTO BB3IUIAMEHUTEIIHO NpeJHa3HaYeHNE, KbJETO Te C€ M3I0J3BAT 3a MOJ00psBaHe
Ha eHepruitHusa Oananc. [lopamu ToBa CHIIECTBEHOTO M3MCKBaHE 3a 0€30mMacHOCT (4),
KOETO OrpaHuyaBa ynorpebara Ha OpHU3aHTHH aKTUBHH BELIECTBA 32 ThPrOBCKH LIEJIU
Y B3pUBHH BEILECTBA 33 BOCHHU LIENH, CJIeBa Ja ObJe N3MEHEHO.

(25)

WV 2007/23/EO  chobpaskerne 14
(amanTupan)
= HOB

C uen ynecHsBaHe [X> Ha olLeHSIBaHETO Ha
cboTBeTCTBUETO <X] ChC CHIECTBEHUTE M3UCKBAHMS 3a Oe3zomacHocT, DO npensuneHn
B HACTOsIIATA TUPEKTUBA, <X ee-paspaborrarxapMonHSHpaHIeTaHAapTH 3a-AH3aHHE;
—————————— BOACTROTOHHIHHTRAHCTO-HA-HHPOTeXHHIeSI 3 ASHE © ¢ He00X0IMMO J1a ce
NPEIBUAN TPE3YMIIHs 32 CHOTBETCTBUE 33 MUPOTEXHUUYECKUTE H3ACIHS, KOUTO
OTrOBapsT Ha XapMOHU3UPAHUTE CTaHAApTH, npuetu cbrinacHo Permament (EC)
Ne [../..] ma EBpomneiickus mapiameHT U Ha ChbBeTa OT [.....] OTHOCHO €BpoIielickara
CTaHJapTH3alMs U 3a u3MeHeHue Ha aupektunu 89/686/EMO u 93/15/EMO na CobBera
u Ha mupextuBu 94/9/EO, 94/25/EO, 95/16/EO, 97/23/EO, 98/34/EO, 2004/22/E0O,
2007/23/EO, 2009/105/EO u 2009/23/EO ua Espomeiickus mapnament i na Chera' '
C Ien TpeACTaBsHE Ha MOIPOOHHUTE TEXHUYECKH CIEHU(HUKAIMA 33 Te3U
MU3UCKBAaHUA. <~

(26)

{ HOB

B Permament (EC) Ne [../..] [oTHOCHO eBporielickata CTaHAapTH3AIM | ce TMPeIBUKIa
mpoIielypa 3a MOBIUTaHE Ha BB3PAXKCHUS CPEIly XapMOHU3UPAHU CTaHIAPTH, KOTATO
TE3H CTAaHAAPTHU HE OTTOBAPSIT HAIIBJIHO HA M3MCKBAHUATA HA HACTOSIIATA JUPEKTUBA.

14

OBLI[...],[...] T, ctp. [...].
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| 2007/23/EO chobpaenne 15

27

(28)

{ HOB

3a 5ma ce Aajge BB3MOXKHOCT Ha HMKOHOMHYECKHTE ONEpaTOpH Ja IOKakaT, a Ha
KOMIIETCHTHHTE OpraHd Ja TapaHTHpaT, ue MpeJOCTaBeHHTE Ha Iasapa
MUPOTEXHUYESCKH U3/CIIHs OTrOBApST Ha CHUICCTBCHUTEC U3UCKBAHUS 32 OE30IAaCHOCT,
€ Heo0XOoAMMO Ja ce MPEABHIAT NMPOIEIYpPH 3a OICHsSBAaHE Ha CHOTBETCTBHETO. C
Pemenue Ne 768/2008/EO ce ompenensaT MOIyJH 3a MPOIEIypUTE 3a OICHSIBAHE Ha
CHOTBETCTBUETO, KOUTO BKIIFOYBAT MPOIEAYPH — OT HA-MaJIKO OTpaHUYHTEIIHATA JI0
Ta3d C HAK-CTPOTM M3MCKBAaHUs, TNPOMOPIMOHAIHO Ha CTENEHTa Ha pUCKAa U
HEOOXOAMMOTO HHBO Ha 0€30IMacHOCT. 3a Ja Ce OCHIYpU MEKIYyCEeKTOpHA
MOCTIeIOBATETHOCT U Jia ce U30erHar ad hoc BapuaHTH, IPOILIEIYPHUTE 32 OLICHSBAaHE HA
CHOTBETCTBUETO CJIeBa Ja ObAaT H30paHu U3MEXKIY T€3H MOIYIIH.

[IpouzBogutenure cneasa ga u3rorBiT EC npexmapanust 3a ChOTBETCTBHE, 32 Ja
MpelocTaBAT MmoApoOHa uHoOpMaIus 3a CHOTBETCTBHETO HAa MUPOTEXHHUYECKOTO
W3/IeNIMe C M3MCKBAHUATA HA HACTOSIIATA JUPEKTHUBA U CbOTBETHOTO 3aKOHOIATEIICTBO
Ha Cbr032a 32 XapMOHU3ALIMSL.
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(29)

(30)

€2))

(32)

{ HOB

Mapxuposkara ,,CE®, yka3Baiia cbOTBETCTBUETO Ha MUPOTEXHUYECKOTO H3JEIHUE, €
BHJMMAaTA TOCIEANLA OT LsUI €OUH NPOLEC, BKIKYBAIL OLCHSIBAHE HA CbOTBETCTBUETO
B ImHUpOK cMmuchil. OOImUTEe NpUHIMIHN, ypexaamu wMapkupoBkata ,,CE®, ca
yctranoBeHu B Permament (EO) Ne 765/2008. IlpaBumata 3a HaHacsHE Ha
MmapkupoBkara ,,CE* cienBa 1a 6b1aT ycTaHOBEHH B HACTOSIIATA IUPEKTHBA.

OnutsT Nokasa, ue Kpurepuute, ycraHosenu B Jlupexkrua 2007/23/EO, xouto TpsiOBa
na ObJaT M3MBIHEHW OT OPraHWTE 3a OICHSBAaHE HAa CHOTBETCTBHETO, 3a Ja ObJar
HoTu(upanu Ha KoMucusra, He ca 10CTaThuHU, 3a /1a TapaHTHPAT €IHAKBO BUCOKU
pesynraTu oT paboTtara Ha HOTH(HUIUPaHUTE opranu B Henust Cpro3. OT CHIIECTBEHO
3Ha4yeHue € obaue HOTU(PHUIHUPAHUTE OPTaHU J1a OCHIIECTBABAT (PYHKLUUTE CH HA €THO
U ChHILO HUBO U B yCIIOBUSITAa Ha JIOSJIHA KOHKYypeHIMs. ToBa Hanara yCTaHOBSIBAHETO
Ha 3aAb/DKUTEIIHM W3MCKBAaHUS 3a OpPraHUTE 3a OLEHSABAHE HAa CBHOTBETCTBUETO,
XKeJaemy Ja ObaaT HOTU(OUITUPAHU C OTJIe]] U3BBPIIBAHE HA YCIYTH IO OLICHSIBAaHE HA
CBhOTBETCTBUETO.

C men ocurypsBaHe Ha CXOJHO HHUBO Ha KaueCTBOTO IIPU OLEHSIBAHETO Ha
CBhOTBETCTBUETO, € HEOOXOAMMO CBIIO Taka Ja Ce ONpeAensT H3UCKBaHMATA 3a
HOTU(QUIMpAIIATE OpPraHd ¥ JPYTHTE€ OpraHd, YydYacTBalld B  OIECHKATa,
HOTU(UIMPAHETO U HAOIIOAEHUETO Ha HOTU(UIIMPAHUTE OPTaHu.

CucremaTta, yCTaHOBEHAa C HAacCTOsIlaTa IJUPEKTHUBA, CJEABA Ja C€ JOMBIHH ChC
cuctemara 3a akpeaurtauus, npeasuaeHa B Permament (EO) Ne 765/2008. Twit kato
aKpeUTalUATa € BaXKHO CPEJCTBO 3a MPOBEpPKAa HA KOMIIETEHTHOCTTa HAa OPraHUTE 3a

17

OB1220.-30-84003 ¢ esp-23.
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(33)

(34)

(33)

(36)

(37)

(38)

OLICHSIBAaHE Ha CHOTBETCTBHETO, TS CHILO ciejBa Aa ObJe M3MOI3BaHA 3a LEIUTE Ha
HOTU(UIPAHETO.

[Ipozpaunara akpemurtamms, npeasuaeHa B Permament (EO) Ne  765/2008,
ocurypsiBaiia HeoOXOAMMOTO HHMBO Ha JIOBEpUE B CEPTU(PHUKATHTE 3a ChOTBETCTBHE,
cllefiBa /1a Ce pasriexaa OT HAMOHATHWTE OPraHM Ha IyOJMYHATa BIACT B LEIHA
Cb103 KaTo MpearnoynuTaHo CPEeICTBO 3a JOKAa3BaHE HAa TEXHUUYECKAaTa KOMIETEHTHOCT
Ha OpraHUTE 3a OICHsABaHE Ha ChOTBETCTBHETO. BBIIPEKH TOBA, HAIIMOHAIHUTE OPTaHU
MoraT /la cyeTar, 4e MpHUTexaBaT MOAXOAIINTE CPEJACTBA CaMU Jla U3BBPIIBAT TaKaBa
OlLIeHKa. B TakuBa ciryuawu, C 1€l 1a ce rapaHTupa IMOAXOAAIIOTO HUBO Ha JOBEpHUE B
OLIEHKUTE, U3BBPIIBAHU OT APYTH HAILIMOHAJIHHU OpPTaHu, T€ ClIe/IBa Ja MPEJIOCTaBAT Ha
Komucusta u Ha Apyrute Abp)KaBU-WICHKA HEOOXOJMMHTE TOKYMEHTH, JTOKa3BaIlIX
CbOTBETCTBUETO HA OICHEHUTE OpraHd 3a OLECHJIBAaHE HAa CBOTBETCTBHETO C
MPUIIOKUMHUTE PETYIATOPHHA N3UCKBAHUS.

Opranute 3a OILIEHABaHE Ha CHOTBETCTBUETO YECTO BB3JIAraT 4YacTh OT CBOUTE
)ICI\/JIHOCTI/I, CB’BpSaHI/I C OLOCHABAHETO Ha CBHOTBECTCTBHCTO, HAa INOAUIIIBJIHUTCIIN HWIIN
M3II0JI3BaT CBOM MojeneHus 3a Tasu ned. C Imen 3ama3BaHe HHUBOTO Ha 3alllUTa,
M3HUCKBAHO 32 MUPOTEXHUYECKHUTE M3JIEIHsI, KOUTO Ce IyCcKaT Ha ma3apa Ha Chio3a, e
OT CBIIECTBEHO 3HAYCHHWE MOJWBIBIHUTEIUTE U IOJACICHUATA, HW3BBPIIBAIIN
OIICHSBAaHE Ha CBHOTBETCTBUETO, Ja OTIOBApSAT HA CHIIUTE W3HCKBAHUS KaTo
HOTH(HIIMPAHUTE OPraHd BHB BPB3Ka ChC 3a/1a4d 10 OICHSIBAHE HAa ChOTBETCTBHUETO.
CrnemoBaTelHO € Ba)XHO OIIGHKAaTa Ha KOMIIETEHTHOCTTa M paboTara Ha OpTraHHTE,
KOUTO I1e ObIaT HOTU(GUIIMPAHU, KAKTO M HAOJIOJCHUETO HAa Be4Ye HOTU(DHIIMpPAHUTE
OpraHd, Na OoO0XBamlaT CHINO U JMCHHOCTHUTE, WU3BBPIIBAHU OT MOJU3INBIHUTEIH W
MOJICTICHUS.

Heobxomumo e 1a ce moBUIAT e(hUKACHOCTTa M MPO3PAYHOCTTA HA MpoIEaypaTa Io
HOTU(UIIUPAHE U, TTO-CTICIIHAIIHO, TS Aa ObJe afanTHpaHa KbM HOBUTE TEXHOJOTHH, 32
71a ce Jajie Bb3MOXKHOCT 32 HOTU(DUIIUPAHE 110 SIIEKTPOHEH IIBT.

Tl kKaTo HOTH(QUIMpPAHUTE OpraHM MOTaT Ja MIpeIaraT CBOMTE YCIyrH B IeNus
Cn103, € 1enecho0pazHo a ce Aajie Bb3MOXKHOCT Ha JIPYTUTE IbPKaBU-YICHKH U Ha
Komucusita na moBaurar Bb3paxeHusi OTHOCHO HoTu(duuupaH oprad. CieaoBaTeiaHo e
BaKHO Ja CE OMpEJeNid CPOK, Mpe3 KOWTO BCSKAKBH CHMHEHUS WU ChOOpaKeHUs
OTHOCHO KOMIIETEHTHOCTTa Ha OpPraHUTE 3a OLEHSBaHE Ha CHOTBETCTBUETO Ja OblaT
W3SICHEHHU, TIPEJIU T€ Ja 3aM0YHaT J1a (yHKIIMOHUPAT KaTO HOTH(HUIIMPAHU OpPTaHHU.

B wuHTepec Ha  KOHKYpPEHTOCHOCOOHOCTTa € OT ChIIECTBEHO 3HAYEHHUE
HOTH(QHUIMPAHUTE OpraHM Ja TMpuiaraT MpPOUEAYpUTe 3a OICHSABaHE Ha
CHOTBETCTBUETO, 0€3 J1a ce Ch3/laBa HEHYKHA TEXKECT 32 NKOHOMHUYECKUTE ONEPaTOPH.
[lo cepmata npuurMHa, KakTO M 3a Jla C€ rapaHTHUpa €JHAKBOTO TpPETHUpaHE Ha
MKOHOMHMYECKUTE OIEepaTopH, TpsOBa Ja c€ OCUTYPH CHOTBETCTBHUE B TEXHHUYECKOTO
MpujiaraHe Ha NpPOLEAypUTE 3a OICHSBAHE Ha CHOTBETCTBUETO. TOoBa MOXE Ja ce
MOCTUTHE Hai-100pe MOCpPeACTBOM CHOTBETHATAa KOOPAWHAIMS U CHTPYAHUYECTBO
MeX 1y HOTU(DUIIUPAHUTE OPTaHH.

C umen rapaHTUpaHe Ha IIpaBHA CHTYPHOCT € HEOOXOAMMO Ja ce IOSICHH, dYe
npensuaenute B Permament (EO) Ne 765/2008 mpaBuia 3a Hag3opa Ha masapa Ha
Cplo3a 1 3a KOHTpOJIa Ha TPOAYKTUTE, BHBEXKJAHHU Ha masapa Ha Chro3a, ce mpriarat
Y 0 OTHOIIICHHE HA MUPOTEXHUYECKUTE m3lenus. Hacrosmara AUpeKTHBa HE Clie/iBa
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Aa BB3NPCIATCTBA ABPIKABUTC-YJICHKU IIPU H36opa Ha KOMIICTCHTHHUTC OpraHu 3a
HU3BBPIIBAHCTO HA TC3U 3a/1a1H.

(39)

| 2007/23/EO chobpaenne 18

I'pynu nUpOTEXHUYECKH U3JENUsl, KOUTO HMAT CXOJAHHO HAH3&HH—IIPOCKTUpPAHE,
(yHKIMS WIM HAYWMH Ha JIEHCTBHE, Cie/IBa 1a ObJAT OICHSIBAaHU OT HOTU(HUIIMpPAHUTE
OpraHu KaTo KJIacoBE MPOIYKTH.

(40)

WV 2007/23/EO  chobpaskerne 20
(amanTupan)
= HOB

HH606XOI[I/IM3. € Ipoucaypa Mo mpearna3Ha Kiay3a, KOATO da HaA€ BB3MOKHOCT 34
OCIIOpBAaHC Ha CHOTBCTCTBUCTO HA IMUPOTCXHUYCCKO U3ACINC WM FHHCaFa—Ha—FaKkoBa

- = C uen NoOBUIIABaHE HA MPO3PAYHOCTTA U
HaMaJisBaHE Ha BPEMETO 3a TPOBEKIaHE € HEoOXOAMMO YCHhBBPIICHCTBAaHE Ha
ChIIIECTBYBAIIaTa MpoLeIypa Mo Mpeina3Ha Kiay3a, 3a 1a MOXKe T Jla ce mpujiara Io-
ebUKacHO W J1a Ce TMO0J3Ba EKCIEPTHUAT OMHT, C KOWTO pas3mojiaraT Ibp>KaBUTE-
YJICHKH. <&

(41)

(42)

‘@HOB

CeIiecTByBamaTa CUcTeMa ciieBa J1a ObAe JOMBJIHEHA OT MPOIEAypa, IPH KOSITO
3aMHTEPECOBAHUTE CTpaHM Ja ObAaT MHGOPMUPAHH OTHOCHO TUIAHMPAHUTE MEPKU MO
OTHOIIIEHWE HA MUPOTEXHUYECKUTE M3ICIHsI, TPEICTABIABAIIM PHUCK 3a 3IPaBETO U
0e30MacHOCTTa Ha JHIaTa WIM 3a JPYTd acleKTH Ha 3alluTaTa Ha OOIIeCTBEHUs
uHTepec. Ts cienBa CHINO Taka Ja MO3BOJSBA HA OPTaHMUTE 3a HAA30p Ha Mas3apa, B
ChTPYJHUYECTBO CHC CHOTBETHUTE HMKOHOMHMYECKH OIEpAaTOpU, Ja MpeArnpueMar
JIEHCTBUS HA MO-PAHEH €Tall 10 OTHOIIEHNE HA TAKUBA MUPOTEXHUYECKU U3ICITHS.

He cjaceaBa Ja C€ M3UCKBa JOIIBJIHUTCIIHA HaMECa Ha Komucusra B CJIydauTe, Korato
MCKAY AbPKABUTC-YJICHKHA U Komucusara € mocTHrHaTo ChIVIACHE IIO OTHOIICHHE
OCHOBATCIIHOCTTA HA MspKaATa, IIPEATIPHUETA OT AaJICHA AbPiKaBa-4JICHKA, OCBCH KOI'aTO
HCECBHOTBCTCTBUCTO CC ABJIKKW HAa HCAOCTATHIIM HA XapMOHU3HUPAH CTAaHIAPT.
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(43)

WV 2007/23/EO  chobpaskerne 23
(amantupan)

B wuwHTepec Ha mnpou3BoaMTENS W HA BHOCHUTENS € Ja JOCTaBsAT Oe30IacHU
> nuporexunyecku uznenus <Xl #smesss, 3a 1a M30ErHAT Pa3Xxoad, MOPOJCHHU OT
OTTOBOPHOCTTA 32 JC(PEKTHHU W3MICIHs, ¥Bpesdcaas NPUUMHIBAIIN BPEAU Ha XOpa H
gacTtHa cobcTtBeHocT. B Ta3u Bpw3ka [upextusa 85/374/ENO na CwBera ot 25 1onu
1985 r. X 3a cOnmkaBaHe Ha 3aKOHOBHUTE, IMOJ3aKOHOBUTE M aJIMHHHUCTPATHBHHUTE
pa3nopen61/1 Ha JIbp)KaBUTE-YWICHKH OTHOCHO OTFOBOpHOCTTa 3a Bpenn HpI/I‘-II/IHeHI/I oT
z[e(beKT Ha croka <Xl

: ' ombiIBa HACTOSINATA AMPEKTHBA, THHl KAaTO
Hajlara Ha IMPOM3BOJMTEIIUTE M BHOCUTENHTE pexuM Ha X crpora <XI ebexrnpua
OTIOBOPHOCT M rapaHTHpa CbOTBETHO HUBO Ha 3allluTa Ha notpedurenure. OcBeH ToBa
HaCTOsIIaTa JUPEKTHUBA MPEABIDKAA, Y€ HOTU(HUIMPAHUTE OpPraHu cjenBa jaa Obaar
CBHOTBETHO 3aCTPAXOBAHU 10 OTHOLLIECHHE Ha NMPO(ECUOHAIHATA CU AEHHOCT, OCBEH aKO
OTTOBOPHOCTTA UM € I0€Ta OT Abp>KaBaTa B CbOTBETCTBHE C HAIMOHAIHOTO MPABO WU
camara JbpKaBa-4wICHKa € IPSIKO OTTOBOPHA 3a U3IIUTBAHMSATA.

‘ WV 2007/23/EO chobpaxenue 26
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(44)

(45)

(46)

(47)

{ HOB ‘

3a ga ce rapaHTHpaT €HAKBU YCJIOBHS 32 M3MBIHEHHE Ha HACTOAIIATA AUPEKTHBA, HA
Kowmucusara crnensa ma ObAaT MPEeNOCTABEHH H3ITBIHUTEIHU IpaBoMonus. Tesn
MPaBOMOIIMSI CliefiBa Ja OBJaT ympaxHsBaHU B choTBeTcTBUE ¢ Permament (EC)
No 182/2011 na EBpometickust mapiameHT u Ha CbBeta oT 16 depyapu 2011 T. 3a
YCTaHOBsSIBaHE Ha OOIIUTE TpaBWIa M NPUHIUIN OTHOCHO pela W YCIOBHSATA 3a
KOHTPOJI OT CTpaHa Ha JIbpPKABUTE-WICHKH BBPXY YIPKHSIBAHETO HA
M3MBIHUTEITHUTE MPABOMOIIHS OT cTpaHa Ha Komucusra

[IponemypaTa 1o pasriexaaHe ClieBa Jia ce M3M0J3Ba MPU MPUEMaHETO Ha aKTOBE 32
U3IIBJIHEHHE, 32 Ja CE Ch3JIaJaT CHUCTeMa 3a MPOCIECAMMOCT M OOIIM KpUTEpUHU 3a
CHOMpPAaHETO ¥ aKTyaJIM3UPaHETO Ha JAHHUTE 32 3JI0NOJYKHTE, CBBP3aHHU C
MUPOTEXHUYECKU U3JICITHSL.

3a J1a ce MOCTUTHAT IIeJIMTE Ha HACTosIIaTa TupeKTuBa, Ha KoMucusra ciensa na ob1e
JIEJIETUPAaHO IPaBOMOULIMETO Ja IPHEMa aKTOBE B CHOTBETCTBHE ¢ uieH 290 or
JloroBopa 3a ¢yHKIMOHUpAHETO Ha EBpomelickusi Chi03 BbB BPb3Ka C MPUEMAHETO HA
Mepkure Ha Cblo3a, Kacaemu ChOOpa3sBaHETO Ha HACTOAIIATAa JUPEKTHBA C
[Tpenopwrkute Ha OOH 3a mpeBo3 Ha ONacHU TOBAPH, aAANTHPAHETO KbM TEXHUYCCKHUS
HalpeabK KakTO Ha MOJYJIUTE 32 OLIEHSIBAHE HA ChOTBETCTBUETO B MpHIIOKeHHUE | KbM
HacTodmara JUPCKTHBA, TaKa W Ha HU3UCKBAHUATA KbM CTHUKCTHPAHCTO Ha
nupoTexHuueckute uzaenus. OT ocodeHa BaXXHOCT € M0 BpeMe Ha MOJATOTBUTEIHATA
cu pabora Kommucusta na mpoBene MOAXOISANIN KOHCYJTAIlMU, BKIIOYHTEITHO Ha
€KCIIEpPTHO pPaBHUILIE.

IIpym nmoxaroroBkaTa M M3rOTBSHETO Ha JejerupaHure aktope Komucusara ciexsa aa
OCUTYPH €IHOBPEMEHHOTO U CBOEBPEMEHHO IIPEIAaBAHE HA CHOTBETHUTE JOKYMEHTH
10 MOAXO0/AS1 HauuH Ha EBponeiickus napiaament u CopBera.

(48)

WV 2007/23/EO  chobpaxenue 22
(amanrTupan)

JIbpKaBUTE-YJICHKH CIIC/IBA [ HESEFaHEeBSE YCTAHOBS B> cucrema
ot X caHKIVHEe, PHIOKUMHA 32 HAPYIICHHS HA pa3lopeNOUTe Ha HAIIMOHATHOTO
npaBo NpUEeTeHr ChIVIACHO HACTOfAIIAaTa JHPEKTHBA, W Cle[Ba Ja TapaHTHpaT
> Taxuoro npunarane <Xl. IIpeaBuaeHUTE CAHKIIUN
ciezBa na ObaaT epeKTUBHY, ChPa3MEPHU U BB3MHPAILH.
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(49)

WV 2007/23/EO  chobpaxenne 24
(amanTupaH)
= HOB

ebaaes= HeoOxomumMo e Ja ce MmpenocTaBd BpeMe Ha MPOU3BOAUTENIUTE H
BHOCHTEIIUTE Ja YNPaXHSAT BCHUYKU IIpaBa CHIVIACHO [CWCTBAIUTE HAIMOHAIHU
pasmopenou mnpeau [ narata Ha nputarane X1 pausasere—s—eH®a Ha
X> HanmoHaIHUTE TpaBwiIa, TpaHcoHupanm <X| HacTosIIaTa JUPEKTUBA, HAPUMED
3a Ja MpoAajgaT HAJIMYHUTE TPOHM3BEICHU H3ZESHHA—IIPOAYKTH. OeBeH—Fepa

= HeoOxomumo € Ja ce NpeABUAAT MNPEXOJHH pas3nopendH, KOWTO Ja Jajiat
BB3MOKHOCT 32 MPEIOCTAaBSHETO Ha MMa3apa Ha NMUPOTEXHUYECKUTE WU3ACIHs, BEUC
MyCHATH Ha ma3apa B choTBeTcTBHE ¢ Jupekrusa 2007/23/EO. <=

(50)

WV 2007/23/EO chobpaxenue 25
(amanrTupan)

Friixare O Jlokonkoro <X] mnenure Ha HACTOsAIIATA TUPEKTHUBA, X> a MMeHHO na ce
rapaHTypa, e MIPOTEXHHUECKUTE U3EIUS Ha Ma3apa OTroBapsAT HA M3MCKBAHUATA 34
BHCOKO HHMBO Ha 3alllUTa Ha 37[PAaBETO M OC30MACHOCTTa W Ha JPYTHTE OOIICCTBCHU
HHTEPECH, KaTo EIHOBPEMEHHO C TOBa C€ OCHTypsiBa (YHKIIMOHHPAHETO Ha
BbTpeliHus mazap, Xl He morar na ObIaT eewmeersens DO mocturHatu X1 B
JOCTaThb4YHA CTEICH OT AbP)KaBUTC-WICHKH M cjemoBarenHo X mopagu mamaba u
nocneauiure cu X1 morat na ObaaT mo-no0pe eewmreessens DO nocturnaty <Xl Ha
ebmmoerso paBHuIneTo X> Ha Chro3a <X, O6mueerra DO Toit <X] MOXe 1a mpueme
MEpKH B ChOTBETCTBHE C MPHHIMIA HAa CyOCHAMAPHOCT, exanener DO ypenen <X B
uiieH 5 ot JloroBopa X> 3a EBpomnetickus cpro3 <XI. B chOTBETCTBHE C MPHHIKIIA HA
MPOINOPIIMOHAITHOCT, kaxre—e—hoeexer X ypeneH <X B ChINUSA WICH, ChIBPIKAIUTES
Ce B HACTOAIIATA AUPCKTHBA MEPKU HE HAAXBBPJIAT HEOOXOAMMOTO 3a MOCTHraHe Ha
TE3H LIEIIH.

‘ WV 2007/23/EO chobpaxenue 28
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{ HOB

(51) 3agpDKEeHHETO 32 TPAHCIIOHHPAHE HA HACTOSIIATA TUPEKTHBA B HAIIMOHAIHOTO MPaBO
cienBa ga Obe OrpaHUYEHO 10 pasNopenduTe, KOUTO MPEICTaBIsIBaT U3MEHEHHUE 110
CBIIIECTBO B CPABHEHHE C MPEAXOAHATa JUPEKTUBA. 3aIbJDKEHUETO 32 TPAHCIIOHUPAHE
Ha pa3nopenduTe, KOUTO HE ca U3MEHEHH, MPOU3THYA OT IPEIX0qHaTa TUPEKTHBA.

(52) Hacrosmara qupekTUBa HE cielBa J1a 3acara 3aJb/DKCHUSTa Ha Jbp)KaBUTE-WICHKU
10 OTHOILICHNE Ha CPOKOBETE 3a TPAHCIIOHUPAHE B HALIMOHAIHOTO 3aKOHOJATEIICTBO U
3a MpUJIaraHe Ha JUPEKTUBATa, I0CO4YeHU B npuitoxkenue 11,

‘ WV 2007/23/EO (anantupan) ‘

[NPUEXA HACTOAIIATA JUPEKTUBA:

I'naBa l
[X>O61mm paznopenon <XI

Ynen |

L [Mpeomem <7

1. Hacrosimmara auMpekTHBa YCTAaHOBsIBA IpaBWiIa, INPEJAHA3HAYCHU 32 HOeFHFaHe
rapaHTHpaHe Ha CBOOOJHOTO JIBUKEHHUE HA MUPOTEXHUUECKU U3/EIHsl 858 B PAMKUTE
HA BBTPEIIHMS 1a3ap, KaTO ehHieBPeMeHHO-FApaHEHpPa OCUTYDIBA BHEOK—CTCHEH-Ha
saxprze O BHCOKO HMBO Ha 3amuTa <X] Ha YOBEIIKOTO 31paBe W OOLIeCTBEHATa
CUTYpHOCT M 3allluTa U 0e30MacHOCT Ha MOTPEOUTENUTE U OTYMTAa CHOTBETHHUTE
acIeKTH, CBbP3aHM C ONla3BaHE HA OKOJHATA CpeAa.

WV 2007/23/EO
= HOB

2. Hacrosiata qupexkTrBa ycTaHOBSIBa ChUIECTBEHUTE U3UCKBAHUA 3a 0€30IaCHOCT, Ha
KOMTO MUPOTEXHUUYECKUTE U3/EIHs eteABa TPAOBA 1a OTrOBAPAT C OIJie] HyekaHese
= NPEAOCTaBIHETO << UM Ha Mas3apa.

‘ WV 2007/23/EO (agamrupan) ‘

Ynen 2
L2 Ipunosicno none <XJ

—

HaCTOSIH_IaTa JUPCKTHUBA C€ IIpHjiara 3a MNHPOTCXHUYCCKUTE M3ACIIUA—KaKEo—Ca
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|\ 2007/23/EO

24. Hacrosimara nupexkTuBa He ce puiiara 3a:

a) TNUPOTEXHUYECKH W3/AENHsA, NpPEAHA3HAUYCHW 3a HETBPrOBCKH IIETH B
CHOTBETCTBUE C HAIMOHAIHOTO MPaBO, 32 M3MOJI3BAaHE OT BHOPHKEHUTE CHIIH,
TTOJIMIIMSITA WITA CITY>KOUTE 3a MoXxapHa 0€30MacHOCT;

06) obopyaBaHeTO, KOETO MoMaia B MPHIOKHOTO moJie Ha upektuna 96/98/EO;

B) IHUPOTEXHUYECKH  M3JENUs,  TNpeJHa3Ha4eHH  3a  M3MOJI3BaHE  OT
BB3/IyXOIUIaBaTeIHATA UHAYCTPUS;

I)  yAapHU KallCH, CICNHAIHO TIpeJHa3HAa4eHH 3a WIPadkd, MOMajallyd B
MPUTI0KHOTO I0JIE HA EHE =1

1)  B3pUBHHM BEIIECTBAa, KOHMTO IONMAAaT B MPWIOKHOTO moine Ha JlupextuBa
93/15/EMO;

e)

X> x) doliepBepkr, KOUTO ca MPOU3BEACHH OT IPOM3BOIUTEN 3a HEroBa

coOcTBeHa ymnorpeba M KOUTO ca Ouiaum on0OpeHHM OT IbpikaBa-uieHKa 3a
yrnotpeba Ha HeliHa TepuTopus. <X

Ynen 23 2 [Unen R1 om Pewenue Ne 768/2008/EO] <7

Onpedenenus

3a 1enuTe Ha HAacTosIIATa AupekTuBa DX ce mpunarar cieanute onpenencaus <Xl:

(1)

(23)

| 2007/23/EO

HHIUPOTEXHUYECKO M3JCIHNE" ©3Hadapd € BCAKO U3JIEINE, KOETO ChAbpKa B3pUBHU
BEIIeCTBa UJIM B3pHBHA CMEC OT BEIIECTBA, MPEJIHA3HAYEHO Ja MPOU3BEAE TOIUIMHA,
CBCTJIMHA, 3BYK, TIa3 WJIW UM MU KOM6I/IHaHI/I$I OT TaKuBa e(l)eKTI/I qpe3
CaMOTIOAABPKAIIH C€ EK30TEPMHUYHN XUMUYHU PEaKIIUHs;

»RdoiiepBepk” esrazapa ¢ MMPOTCXHUICCKO U3JICIHEC 32 YBECEITUTEITHY IIEITHs;
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(34)

(43)

HECIICHUYHM  MHUPOTEXHMUECKH  M3ICHMS  ©3Ha%apa Ca  HHDOTEXHHKS
OUPOTEXHUYECKU W3JIeNus, TMpeJIHa3HaueHau 3a ymnoTpeda Ha CIeHa B 3aKPUTH
MMOMCIICHHA HJIM Ha OTKPHUTO, BKIIIOYHUTCIHO BBHB (1)I/IJ'IMOBI/I UIIN TCEJIICBU3UOHHHU

NPOAYKIUH, WK 32 Ipyra CXOAHAa yrnoTpedas;

~HIIAPOTEXHUYECKU HW3JENIUs 3a NPEBO3HM CpPEIACTBA™ ©3HadaBg ca 4YacTU OT
ycTpolicTBa 3a 0€30macHOCT B  MPEBO3HM  CPEACTBA, KOUTO  ChIbpXKaT
NUPOTEXHUYECKU BEIIECTBA, H3IOJI3BaHM 3a 3a/JelCTBaHE Ha TE3U WIM JPYTH
YCTPOMCTBAs;

® (5)

|V 2007/23/EO (ananrnpan) |

,,O00CTIpUIacu™ ca CHaps I, METATEIHU 3apsAai U XaJIOCHU OOCTIPHUIIACH, U3IMOI3BaHU
B MIPEHOCUMO OTHECTPEITHO OPBXKHE, IPYTH OTHECTPETHU OpBKUs U apTiiepus; <Xl

(649)

|V 2007/23/EO (anantnpan) |

»SHIUIE CbC CHELUAIN3UPAHU IIO3HAHUA ©3Hadape € JIULC, yFHSIHOMOMICHO—OF
[X> koeTo MMa TpaBO CHIVIACHO 3aKOHOMATENCTBOTO Ha <XI nbprkaBa-wieHKa Jaa
00paBU e¥e W/WIM M3M0J3BAa Ha HellHa TepuTopus ¢oiiepBepku OT Kareropus 4,
CICHHYHM THUPOTEXHUYECKH W3Jenus OoT Kateropus T2 w/mnm  Apyru

MUPOTEXHUYECKHU U3JICIIHS OT KaTeropusi P2-enpeacaenssrrenss,;

(72)

|V 2007/23/EO (anantnpan) |

,HIycKaHe Ha IMa3apa“ esmauasa € NPEIOCTABIHETO [X> HA NHMPOTEXHHYECKO
uznenue <Xl Ha maszapa Ha O6mmeerra=DO Cproza <X] 3a MbpBU NIbT Ha—SFAeHSH

®)

{ HOB

,TIPEIOCTaBsIHE Ha IMa3apa‘ € BCSKa JOCTaBKa Ha IMUPOTEXHUYECKO H3JENne 3a
aucTpuOynus, MoTpeblieHne WM M3IMoJI3BaHe Ha ma3apa Ha Chio3a B Ipoleca Ha
THPrOBCKa JAEHHOCT, CpEIly 3aIulaliaHe Win Oe3IIaTHO;

(96)

WV 2007/23/EO (agarrupan)
= HOB

»HIPOU3BOUTEN * e3Ha%aBa ¢ (U3MUYECKO WIH IOPUIUYECKO JUIIE, KOCTO HpeeKEHpa
HAEEE  [POM3BEXKAAa NHUPOTEXHUYECKO U3JENHEe WIH KOCTO HpPeAHSBHKRE
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(104)

(118)

B> pp3nara <X] TMpOEKTHUpAHETO WM MPOM3BOJCTBOTO HA TaKOBa H3JCIUC & H
npeanara <& X> ToBa nupoTexHUUecKo U3eNe Ha Ma3apa cbe <X| e-erAeAHEreBOTe
HyeKaHe HaHas8pe HOAHErOBOTO CBOCTO €66eFBEH6 MC WIN THPTrOBCKAa MapKas,;

,»BBHOCHTEII e3Hadapa € BCSAKO (PU3NYECKO WM IOPUIMYECKO JIHIE, keefe—e
yCTaHOBCHO B=O6mmoeerra X B Cpro3a <X, koero DX mycka <X sa—saspea—ass—s
coRa—Ha—ecToRaHeKaTA—eH—aeHHOeT—HApedceTaBs Ha Ma3apa Ha OSmHeerss
> Cpro3a <XI mHpOTEXHIYECKO U3/ICITNC eHPSHSXeH OT TPCTA eFpaHa IbPKaBa:;

»ZIUCTpUOYTOp e3HadaBa € BCAKO (U3MYECKO WM IOPUAWYECKO JIHIE B
FrproBexara—pepura—[X> BBHB Bepurara Ha JIOCTaBKa, Pa3iUYHO OT MPOU3BOIUTEIIS
WIIK BHOCHUTEIIS <ZI KOETO HpeLLOCTaBH NHPOTEXHMYECKO HM3JICNINE HA Ia3apa B—xexa

(12)

(13)

{ HOB

,»AKOHOMHUYECKH OTEepaToOpH‘‘ ca MPOU3BOJUTEINAT, BHOCUTEIAT U JUCTPUOYTOPHT;

, TCXHUYCCKaA CI'ICI_[I/I(bPIKaLII/ISI“ € JOKYMCHT, OIPCACIIALL TCXHUYCCKUTEC U3UCKBAHUA,
KOHUTO TpSI6Ba Ja Ca U3IMIBJIHCHHU 3a OIPEACICHO MUPOTCXHUYCCKO U3ICIINUC,

(149)

WV 2007/23/EO
= HOB

[,,2£XapMOHM3UPAH CTAHIAPT® esHadapa ¢ & XAPMOHM3UPAH CTaHAAPT IO CMUCHIA
Ha wieH 2, maparpad 1, OykBa B) or Pernament (EC) No [../. ][OTHOCHO
eBpOl'IeI/ICKaTa CTaHIIapTI/ISaI_II/ISI] = : 4+

(15)

(16)

7)

(18)

{ HOB

»AKpeIuTalusa € aKpeAuTalusITa 1Mo CMUCHJIA Ha ujeH 2, Touka 10 or Pernament
(EO) Ne 765/2008;

,,HAI[MOHAJICH OpPTaH MO aKpeAWTalus € HAIMOHAIHUAT OpraH MO aKpeIuTaIlHs Mo
CMUCHIIA Ha WwieH 2, Touka 11 ot Pernmament (EO) Ne 765/2008;

,»OLICHSIBAHE HA CHOTBETCTBHETO € MPOIEC, KOWTO OOKa3Ba I Ca H3IBIHCHU
CBIIICCTBEHUTE M3MCKBAHUS 3a OE30MACHOCT, CBBP3aHU C JAJCHO MUPOTEXHUYECKO
U3JICIHE;

,»OpTaH 32 OLIEHSBAaHE Ha CHOTBETCTBUETO™ € OpraH, OCBHIIECTBSABAI] JCHHOCTH IO
OLICHSIBAHE HA CBOTBETCTBHETO, BKJIIOYMUTEIHO KanuOpupaHe, H3IHUTBaHE,
cepTU(UKAIHS U KOHTPOT,
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(19)

(20)

e2y)

(22)

,»A33€MBaHe € BCAKa MApKA, IEJNAIla Ja MOCTUTHE BPBIIAHE HA MUPOTEXHUYECKO
u3JIeNnne, KOETO Bede € OMII0 MPeJoCTaBeHO Ha KpalHUs MOJI3BaTeN;

,U3TETJITHE™ € BCsAKa MSpKa, IeNsa MpeJoTBpaTsBaHE Ha MPEIOCTaBSIHETO Ha
rasapa Ha IIMPOTEXHUYECKO U3JEIMe, KOETO € BbB BEpUraTa Ha JI0CTaBKa;

,MapkupoBka ,,CE“ e wmapkupoBka, upe3 KOSATO NPOU3BOJAUTENAT YyKas3Ba, 4e
MUPOTEXHUYECKOTO M3JEIUE € B CHOTBETCTBUEC C IMPUIOKUMHUTE HW3UCKBAHMS,
YCTaHOBEHHM B 3aKOHOJATEICTBOTO Ha Cpl03a 3a XapMOHM3aLUs, IPEIBUKIAII0
HEHHOTO HAHACSHE;

»3aKOHOMaTeICcTBO Ha ChIo3a 3a XapMOHM3aluA € 3akoHojaTesicTBoTo Ha Chio3a,
KOETO XapMOHH3UPA yCIOBUSATA 32 Mpe/jIaraHe Ha MPOIYKTH Ha Masapa.

WV 2007/23/EO (agarrrupan)
= HOB

Ynen 64
C80600HO O8udicerue

JIbp)kaBUTE-WICHKN HE MoFaF—aa 3a0paHsIBaT, OIpAaHUYABAT WM HPEeAOTBPaEABaT
D> pe3mpensiteTBar X1 HyekaHese o NPENOCTaBIHETO <& Ha Tmasapa Ha
NUPOTEXHUYECKU W3JIENHsI, KOMTO OTrOBapAT Ha H3MCKBAaHUATA Ha HacTosALaTa
JMPEKTHUBA.

Pasgepeabure—sa—snHacTosmara aupekTHBa HE TMPEACTaBIsABaE IIpedka 3a
npeanprueMane Ha MEpKU OT JbpKaBa-dlieHKa C OrJie] OCUTYpsiBaHE Ha OOIIECTBEH

pen, ebmeerpena CUTYPHOCT WM O€30IIACHOCT WM ONa3BaHE HA OKOJIHATA CPE.a, C
KOMTO ce 3a0paHsBa WIM OrpaHWYaBa NPUTEKABAHETO, yMoTpedaTa W/WiIu
npoxax0ata Ha MUpOKaTa OOMIECTBEHOCT Ha (OWEpPBEPKH OT Kareropuu 2 u 3,
CIIEHUYHH MTUPOTEXHUYUECKH U3JICIHS U IPYTH MUPOTEXHUIECKU U3ICITHSL.

Ha Tbproscku naHanpu, U3JI0KEHUS U JEMOHCTPALMHM 3& C OIVIe/l HA MAPKETHHIA Ha
INUPOTEXHUYECKU H3JEIHS AbPKABUTE-WICHKH HE BB3IPEMATCTBAT IOKA3BAHETO U
yrnoTpedara Ha MTUPOTEXHUUYECKH U3EIHs, KOUTO He ChOTBETCTBAT Ha-pasHopeatHTe
Ha HacToslaTa JIUPEKTHBAa, MPH YCIOBUE Y€ BUIUM 3HAK SICHO 0OO3HayaBa
HAaUMEHOBAaHHMETO W JaTaTa Ha ChOTBETHUS TBHPrOBCKHUS IAHAWUP, HU3JI0KEHUE WU
JEMOHCTpALMsl, KAaKTO M HECHOTBETCTBUETO U HEHEHHYHOESTEs HCIPUIOJHOCTTA 34
npofaxx0a Ha U3AENusATa 10 NPUBEKAAHETO UM B ChOTBETCTBHE OT IMPOU3BOAUTENS,
KOraTo CHIIUAT € YCTaHOBEH B paMKuTe Ha Obmmmeerra O Cpioza XI, miam or
BHOcuTeNs. [1o Bpeme Ha TakvBa MepeEpHsFHs IPOSBU CE IIPEANPUEMAT MOAXOIAIIN
MEpKHU 3a 0€30IaCHOCT B CBHOTBETCTBME C BCHYKU H3HMCKBAHUS, ONPEAEICHU OT
KOMIICTCHTHaFaY sl BF46F OPraH Ha ChbOTBETHATA JbpPKaBa-YICHKA.

I[’bp)I(aBI/ITe—‘IHeHKI/I HC BB3NPCHIATCTBAT CBO6OI[HOTO ABMOKCHUC H yHOTpe6aTa Ha
MUPOTCXHUYCCKHU HU3ACIIUA, IPOU3BCACHU C MLOCJII MH3CICABAHC, pa3pa60TBaHe u
HU3IIMTBAHC, KOUTO HC CHOTBCTCTBAT iﬁ%ﬁﬁé% Ha HacCTosdAIaTa AUPCKTHUBA,
npu ycCJIoBUC 4YC BHIUM 3HaAK SCHO 0003HayaBa TAXHOTO HECHOTBETCTBHE U
HCIIPUTOAHOCT 3a APYI'U LICJIN OCBCH 3a U3CJIC/IBAHC, pa3pa60TBaHe U U3IIMTBAHC.
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WV 2007/23/EO
= HOB

Ynen 5
Hyexare- = [Ipedocmasane <~ na nazapa

JbpxaBUTE-1ICHKH MpearpreMaT BCUUKH MOIXOIAIIM MEPKH, 3a J1a FapaHTUpar, ye
MUPOTEXHUYECKUTE U3ACIUS MOTaT J1a Ob/IaT EyeHasH = MPEIOCTaBsIHU <& Ha ma3apa
B OTrOBapAT Ha M3UCKBAHUATA HA HACTOSILATA JUPEKTHUBA

|V 2007/23/EO (anantnpan) |

Ynen 63
L2 Kamezopuu nupomexnuuecku uzoenus <X] Keanrecopusaipis

[TupoTeXHUYECKUTE U3AETUS C€ KATErOpU3UpaT OT MPOU3BOAUTENS CIOpE TEXHUS
BHUJ yHOTpCGa WK nNpeaHa3HAYCHUC U CTCIICH HAa OIMMACHOCT, BKIIFOUUTCIIHO TAXHOTO
HUBO Ha myM. Hotudumnupanure opranm, mocodyeHn B wieH 2148, moTBbpxaaBaT
KaTeropuzanusita KaTo 4acT OT MPOLEIypPUTE 3a OLICHSIBAHE Ha CHOTBETCTBUETO
esexgene X0 | mocouenu B <X] uen 179.

|\ 2007/23/EO

KaTeropnsauHﬁTa €, KaKTO CJIcaBa:

a)  @doiiepBepku:

1)  ¥kareropus 1: ¢oliepBepkH, KOUTO NPEACTABISIBAT MHOTO HUCKA CTEIEH
Ha ONAcHOCT U MpPEeHeOpeKMMO HHMCKO HHMBO Ha IIyM MU KOMTO ca
npeJHa3HayeHu 3a  ymoTrpeba B OrpPaHMYEHU  NPOCTPAHCTBA,
BKJIIOUUTENIHO (poliepBepKH, MpeJHa3HAYEHU 3a ynoTrpeda B KUIMILHU
crpaas;

E:

Kkateropus 2: ¢oilepBepku, KOUTO IMpPEACTaBIsBAT HUCKA CTENEH Ha
OIaCHOCT M HUCKU HMBA HAa IIIyM U KOMTO ca NpeJHAa3HAYCHHU 3a yoTpeda
Ha OTKPUTO B OTPaHUYEHU IPOCTPAHCTBAs;

ii) ¥kareropus 3: ¢oliepBepku, KOMTO MPEACTaBIABAT CPETHOrOIsIMA
CTETIeH Ha ONAaCHOCT, TpEeJIHAa3HAYCHH ca 3a ynoTpeda Ha—eTkpHTe B

30

BG



OOLIMPHU OTKPUTU MPOCTPAHCTBA M YUETO HUBO Ha IIyM HE BpEIU Ha
YOBEILKOTO 3/1paBes;

iv) ¥kareropus 4: (oiiepBepkH, KOUTO IMPEICTABISBAT BHUCOKA CTENCH Ha
OMaCHOCT, IMpeJHa3HaueHH ca 3a ymorpeba caMo OT JHMLIA CbC
CIIeMaM3UpaHd  TO3HaHUs (M3BECTHH Kato ,,doiepBepku  3a
npodecroHanHa ynoTpeba®) W YMEeTo HMBO Ha IOyM HE BpeAM Ha
YOBEILIKOTO 3/IpaBes;

0) EcClIeHUYHU MUPOTEXHUYECKH H3ACTUs:

1) Kkareropus T1: muUpOTEXHUYECKH H3JENHS 3a CICHHMYHA ymoTpeoa,
KOUTO MPEJICTABIISABAT HUCKA CTENEH Ha OMACHOCTs:;

i1) ¥xareropus T2: NMUPOTEXHUUYECKH W3JACIUS 3a CIEHMYHA YMOTpeda,
nmpelHa3HayYeH 3a ymoTrpeda camMo OT JHIa ChC CIEHUATH3UPaHU
[MO3HAHUS:;

B) gll[)gl"l/l MMUPOTCXHUYCCKU U3ACIIUSA .

1)  Kxkareropus P1l: nupoTexHUYECKU WU3JENMs, Pa3IMYHU OT (poHepBepKH, U
CIEHWYHM NHPOTEXHUYECKH H3JENusl, KOUTO IPE/CTaBIsABAaT HUCKA
CTEIIEH Ha OMACHOCTs;

i)  ¥xarteropus P2: mupoTeXHWYECKU U3, PA3IUIHH OT (HOHEPBEPKH, U
COCHUYHU MHUPOTCXHUYCCKU HU3JACIIHA, NPCAHA3HAUCHU 3a 60paBeHe NI
ynotpeba caMo OT JIUIa ChC CHEUATN3UPAHU TTO3HAHHUS.

2. JbpxaBute-wienku nHpopmupar Komucusra 3a nporenypure, OCpeACTBOM KOUTO

Fe ONpENCTAT W YHSIHSOMOHIABAaF ONPABOMOIIABAT JIMIA ChC CHEIUATU3UPAHU
TTO3HAHUS.

‘ WV 2007/23/EO (anantupan) ‘

Ynen 7
Bw3pacmosu epanuyu

1. 3abpaHsBa cc HpoAaskbaratas IPCIOCTABIHCTO Fe-ApyrHazms X> Ha mazapa <X] Ha
NUPOTEXHUUYCCKH M3JCNNs Hea—merpeburess [O Ha gmma X1 mox ciemHuTe

BB3PAaCTOBU I'PAHUIIH:

|\ 2007/23/EO

a) Ddoitepepku:
i)  Kxareropwus 1: 12 rogunus;

i)  ¥xareropus 2: 16 roguHus;
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i) ¥kareropus 3: 18 roguHus;

‘ WV 2007/23/EO (agamrupan) ‘

06) Haopyru nuporexuuuecku wusgaenus X or kareropus Pl XI m cueHnuHuH
nupoTexHudecku usnenus X> or kareropus T1: 18 roguan <XI.

JIbpikaBUTE-wWIEHKM MOTaT Ja 3aBUINABAT BB3PACTOBUTE TpaHMLM o maparpad 1,
KOTaTo TOBA ¢ eHpasAae 000CHOBAHO C Orje] Ha OOIIECTBEHHS pell, CUTYpHOCTTA
win Oe3omnacHoCTTa. /JIbp)KaBUTE-WIEHKM MOTaT ChIIO Taka Ja HamalsiBaT
BB3PACTOBUTE TPAaHHUIHN 3a JHIA, KOMTO Ca NMPEMHHAINM WM MOCemaBaT Kypc 3a
npodecroHamHa KBaTU(pUKALIHSL.

Ha npousBoauTenTe, BHOCUTEINTE U TUCTPUOYTOPUTE ce 3a0paHsBa J1a HpeaasasH
NPEJOCTABIT Ho-ApyrHaxss X> Ha nasapa <Xl clieAHUTE MUPOTCXHUUYCCKH U3JICITHS,
OCBEH Ha JIMIIA ChC CIICIMATN3UPAHH TO3HAHHS:

|\ 2007/23/EO

a)  (oiiepBepku oT kaTeropus 4s;

0) TOHPOTEXHUYECKH M3JENHA OT Kareropus P2 u CIEHWYHM MUPOTEXHHUUYECKU
u3aenus ot kareropust T2.

|V 2007/23/EO (anantnpan) |

I'1aBa 2
> 3agbakeHust HA HKOHOMHAYECKUTeE onepaTopu <X

Unen 48 LS [Unen R2 om Pewenue Ne 768/2008/EO] @
3a0vaocenus na speussedumers 2O npouszsooumenume <XJers

X> Korato myckar Ha Tmasapa CBOHTE anOTGXHquCKH nzaenus <Xl
HopousBoauTenuTe rapaHTUpaT, ue HyeHas SFRESPE terH
ea—epobpasens O ye Te ca NMPOCKTUPAHHW M MPOU3BEACHH B ChoTBeTCTBHE X ChC
CBHILIECTBEHUTE U3UCKBAHUSA 32 0€30MaCHOCT, IOCOUYEHU B MpUiIokeHue [.
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|\ 2007/23/EO

{ HOB

HpOI/ISBO,I[I/ITeJ'II/ITe H3TrOTBAT TEXHHYECKATa JOKYMCHTAIWA II0 IIPUIOKCHHUC II u
OpOBEKAAT CbOTBCTHATA MPOLCAYPA 3a OLICHABAHC HAa CbOTBETCTBUCTO I1O YJICH 16.

Koratro cbOTBEeTCTBHETO Ha MNHUPOTEXHUYECKOTO U3JEIHE C MPUIOKUMUTE
M3UCKBaHUS € JOKa3aHO OT TakaBa IMpoleaypa, mpousBoauTenure u3rorssit EC
JIeKJIapalus 3a CbOTBETCTBHE U HaHACIT MapkupoBkaTta ,,CE®.

[IpouzBoauTenute chxpaHsBaT TexHHUeckaTa qokymeHTanus u EC neknapanusita 3a
ChOTBETCTBHE B TMNPOABIDKEHHME Ha HaW-manko 10 roawHuM, ciexq  Karo
MAPOTEXHUUYECKOTO U3JIENHE € OMIIO IyCHATO Ha ma3apa.

[IpousBoauTenuTe rapaHnTUpar, Ye ChIIECTBYBAT MPOLEAYPH, Upe3 KOUTO CEPUITHOTO
MPOU3BOJCTBO Jl1a OCTaHE B CbOTBeTCTBHE. [IpomMeHuTe B TpoOeKTa WU
XapaKTepUCTHUKUTE Ha  MHPOTEXHUYECKOTO  W3JeJIMe W  MPOMEHHUTE B
XapMOHU3UPAHUTE CTAaHAAPTH WIX B TEXHUYECKUTE crnenudukanuu, upe3
M030BaBaHE Ha KOUTO € JEKJIapUpaHO CHOTBETCTBHUETO HA MHPOTEXHUYECKOTO
u3nenue, TpsioBa na ObaaT B3ETH MPEABHU MO MOAXOISI HAUKH.

Koraro ce cumra 3a menechbOOpa3HO MPEIBUA PHUCKOBETE, KOWTO MpPEICTABIsABA
JaJIeHO MTUPOTEXHUUYECKO M3JENNe, MPOU3BOAUTEINTE, 3a Ja OCUTYPAT 3aIIUTaTa Ha
3paBeTO M 0€30MacHOCTTa Ha MOTPEOUTETUTE, MPOBEKAAT U3MUTBAHMS HA 00pa3Iu
OT TPEIOCTAaBEHUTE Ha Ma3apa MUPOTEXHUIECCKH U3JIENHS, TIPOBEXKIAT pa3CieIBaHUS
M aKo € HeoOXOIUMO, MOAIBPKAT PETUCTHP 3a OIIAKBaHWs, HECHOTBETCTBAIM Ha
V3UCKBAHUATA THUPOTEXHUYECKH U3JENHsI W U33EMBAHHUS Ha MHPOTEXHUYCCKU
W3/IENUs, KaKTO ¥ HHPOPMHPAT AUCTPUOYTOPUTE 32 TaKOBa HAOIIOICHHE.
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[IponsBoguTenuTe TrapaHTUpaT, Y€ TEXHUTE MUPOTEXHUYECKH M3IEIUS ca
€TUKETHPAHU B ChOTBETCTBUE € wieH 9 unu 10.

[IpousBonuTenu, KOUTO CUMTAT HWJIM HUMAT OCHOBAHME Ja CUYUTAT, Y€ JaJCHO
IIUPOTEXHUYECKO H3JENHNE, KOETO ca IyCHaIM Ha Ia3apa, HE CBOTBETCTBA Ha
HACTOsIIaTa JWPEKTHBA, HEe3a0aBHO TpeArpreMaT HEOOXOOUMHTE KOPUTHPAIIU
MEPKH, 32 J]a IPUBEJAT MUPOTEXHUYECKOTO U3JEINE B CbOTBETCTBUE, 14 IO U3TETIAT
WM Ja Tro u33eMaT, ako ToBa € ueiecboOpazHo. OcBeH TOBa, KOratro
NUPOTEXHUYECKOTO H3JENINe TMPEACTaBlIsABA PUCK, MPOM3BOIUTENUTE HHGPOPMHpAT
He3a0aBHO KOMIIETCHTHUTE HAIIMOHAJIHHU OPTaHU HA JbP)KAaBUTE-WICHKH, B KOUTO ca
NPEOCTaBHIN MUPOTEXHUYECKOTO M3/EIHE Ha Ma3apa, KaTo NpeJoCTaBsIT NoApOOHU
JaHHH, TO-CHEIMaTHO 32 HEChOTBETCTBUETO C U3HUCKBaHMUATA M 32 BCSIKAaKBU
IPENIIPUETH KOPUTUPALLU MEPKH.

[IpousBonurenure, npu 0OOCHOBAHO MCKAHE OT KOMIIETEHTEH HAI[MOHAJEH OpraH,
My MpEeIOCTaBAT LsgigaTa HHGOpMalUs U JOKyMEHTalMs, Heo0XoAuMma 3a JIOKa3BaHe
Ha CHOTBETCTBUETO HAa MHUPOTEXHHYECKOTO M3AEIHE, Ha €3HK, JIECHO pa30upaeM 3a
TO3U OpraH. Te CH ChTPyJHMYAT C TO3U OpraH, IO HETOBO HCKAHE, IIPHU BCSKO
NeiicTBUe, TpEeanpueTo 3a OTCTpaHsBaHE Ha  pUCKOBETE, CBBP3aHU C
MUPOTEXHUUECKUTE U3IeNINs, KOUTO TE ca IyCHAJIM Ha Ma3apa.

|V 2007/23/EO (anantnpan) |

Ynen 29

Emuxemupane na > nupomexnuueckume <XJ uzdenus, paziuinu om nupomexHu4ecKu

uz0enus 3a Npeeo3HU cpeodcmada

WV 2007/23/EO (agarrrupan)
= HOB

[Tpou3BoUTENUTE TapaHTUPAT, Y€ MHUPOTEXHUYCCKUTE W3ICNUS, PA3IUYHUA OT
MUPOTCXHUYCCKUTC H3JACINA 3a MNPCBO3HU CPCACTBA, NMAT HOAXSHFH CTUKCT C
BUJIMMH, YETJIIMBU W HE3AIMUYUMH O00O3Ha4YeHUs Ha odunmamHus(ure) e3uk(Iiy) Ha
IbpXKaBaTa-uwiIeHKa, B KOSITO U3JCIHETO CC HPeAasa © MPEJOoCTaBi <& Ha
MOTpeOUTETUTE.

WV 2007/23/EO (agarrupan)
= HOB

EBBpXY €THKETUTE HA NMUPOTEXHUYECKUTE W3ICIUS BEHOHB&F CE I0COYBAT HAil-
MaJKOTO MMETO W aJpeca Ha NPOU3BOAMUTENS WIM KOTAaTO MIPOU3BOJUTEINAT HE €
ycTaHOBeH B Obmmeerra—DO Cpioza <XI, uMeTo Ha NPOM3BOAMUTENS U UMETO U
ajpeca Ha BHOCHUTEINS, HANMEHOBAaHUETO M THUMA H3JEIUE, = PErucTPALMOHHMS
HOMEp, <& MUHUMAIIHUTE BH3PACTOBH T'PaHUIIM; TI0ee%eHH B WieH 7, maparpadu | u
2, CbOTBETHATa KATETOpUs W ¥Ka3aHHs HHCTPYKIMU 3a ymnoTpeda, roauHaTa Ha
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MPOU3BOACTBO 32 (poiepBepKH OT Kareropuu 3 u 4 U KOraTo € yMeCTHO, MUHUMAJTHO
pa3cTosiHMe Ha 0e30macHOCT. EBbPXyY €TUKETUTE B¥HEHBa® CE MI0COYBA = HETHOTO
chabpkaHue Ha B3puBHOTO BemiecTBO (HCBB) <= expusas : :

Oesen—zo8a O Cpmio Taka Bepxy Xl ¢oiiepBepkute
ykasBa <X| Haif-MaiKo cieaHara nHGOpPMAIHsL:

|\ 2007/23/EO

a) Kkareropus 1: xorato € yMecTHO: ,caMO 3a ymnorpeba Ha OTKPUTO™ U
MHUHHMMAJIHO pa3CTOSHUE Ha O€30I1aCHOCT:;

0) kxareropus 2: ,camo 3a ynorpeba Ha OTKPUTO® M KOraro € YMECTHO,
MUHHUMAIJTHO(HM) pa3cTOssHUE(sT) Ha O€30MacHOCTs;

B) Kkareropus 3: ,camo 3a ymoTpeba Ha OTKPUTO U MHUHUMAIHO(H)
pasctosiHue(s1) Ha O€30MacHOCTs;

r) xareropus 4: ,,3a ynorpeba camo OT JIMIIA ChC CIIEHUAIN3UPAHU MTO3HAHUA" U
MUHHUMAIJTHO(¥M) pa3cTOssHUE(sT) Ha O6€301acHOCT.

‘ WV 2007/23/EO (agarrupan) ‘

Oesen zosa DO Bopxy XI CelleHHYHHTE MHUPOTEXHHUUCCKU H3JCINS eHABPHKaE
X> ce ykasBa chio taka <Xl Haii-Mallko ciieHaTa HHPOPMAIIHS:

WV 2007/23/EO
= HOB

a) Kxkareropus T1: KOTraTo € yMEeCTHO: ,,caMO 3a ymnoTpeda Ha OTKpUTO* U
MUHHMMAJIHO Pa3CTOSHUE Ha O€30I1aCHOCT:;

0) Kxkareropus T2: ,,3a ynorpeba camo OT JHIla ChC CHEUANTU3UPAHU TTO3HAHUA
¥ MUHUMAITHO(M) pa3cTosiHUE(s1) Ha OE301aCHOCT.

AKO BBpPXY MUPOTEXHMYECKOTO W3/EIHME JUICBAa JOCTAThYHO MSACTO, 3a Ja ObaaT
CHAa3eHUW H3HCKBAHMTA 3a ETUKETHpaHe, MOCOYeHUM B maparpapu 2, 3 u=—4,
UH(pOpMaLUATa ce IPEAOCTaBs BbPXY Hal-MajKaTa OIaKOBKa.
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Unen £310
Emuxemupane na nupomexnuueckume uzoenus 3a npeso3Hu cpeocmead

ETI/IKCTI/IpaHeTO Ha NHUPOTCXHUUYCCKUTIC U3ACIUA 3a HpeBO3HI/I CpcacTBa BKJIIOYBA
HUMCTO Ha HpOI/I3BOI[I/ITeJ'I$I 2 8 8 B

#, HAUMCHOBAHHUCTO W THIIA HaA HU3ACIHUCTO = g
PETrUCTpAallUOHHUA HOMED < n HHCTPYKIUU 3a 0€e301IacHOCT.

AKO BBPXY WH3ACIHETO JHIICBA JOCTAaThYHO MACTO, 3a Ja OBAaT Ccla3eHu
U3UCKBAaHUATA 3a ETUKETUpaHe, HocoueHH B mnaparpad 1, uHpopmanusara ce
IIPEIOCTaBs BbPXY OMAKOBKATa.

Ha mpodecnoHannnte merpeburennse eHeHHamHeTH II0J3BATCNM CE MPEIOCTaBS

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT CbCTAaBCH B CHOTBCTCTBUC C IMPUIIOKCHUCTO

opH—rr—na—TlupeicEH pe—01/155/ 2HO® Pernavent (EO) No 19072006 ma
EB[ZOHCI/ICKI/IH NapJaMcCcHT U Ha C’LBCTa , Ha IIOCOYCHH OT TAX C3HUK.

WNudopmManmoHHUAT JHCT 32 6€30MAaCHOCT MOKE Ja C€ MPEOCTaBs Ha XapTHsI HITH 110
€JIEKTPOHEH MbT, NPHU YCIOBHE Y€ aJpecaTbT MMa HEOOXOIUMHTE CpeACTBa 3a
JOCTBII [0 HETO.

{ HOB

Ynen 11 [Unen R4 om Pewenue Ne 768/2008/EO]
3aovaocenusn na 6Hocumenume

Brocurenute IIyCKAaT Ha Iasapa caMO MUPOTCXHUYCCKU U3ACIINUA, CbOTBCTCTBAIIIA HA
HU3UCKBAHUATA.

[Ipenu na mycHaT MUPOTEXHUUYECKO M3/IEeNINE HA TTa3apa, BHOCUTEIUTE TapaHTUPaT, ue
ChOTBETHATa MPOIEAypa 3a OICHSIBaHE Ha CHOTBETCTBUETO MO WieH 16 e Ouna
MpoBeZicHa OT TMpou3BOAMWTENS. Te TrapaHTUpaT, Y€ MPOU3BOAUTENST € H3TOTBUI
TEXHUYECKaTa JOKyMEHTalus, Y€ Ha NUPOTEXHUYECKOTO H3JENHE € HaHeceHa
mapkupoBkata ,,CE“ u Ye mNpoOM3BOAUTENSAT € CHa3Wil M3UCKBAHUATA KbM
€TUKETHPAHETO, NOCOYeHH uiieH 9 unu 10.

Koraro BHOCHTEN cunTa MM MMa OCHOBAHHE Ja CHuTa, 4€ AaaCHO MUPOTECXHUYICCKO
U3Jleie He ChOTBETCTBA HA ChHIIECTBEHUTE H3UCKBAHUS 3a 0€30MacHOCT 110
NpuioKeHne I, Tol He IycKa NUPOTEXHUYECKOTO M3JENIME Ha Ia3apa, JOKaTo He
ObJe nmpuBeneHO B chboTBeTCTBUE. OCBEH TOBA, KOTaTO MUPOTEXHUYECKOTO U3JENUe
MPECTABISBA PUCK, BHOCUTEIST HH()OPMHUPA 32 TOBA IPOU3BOIUTENS U OPraHUTE 32
HaJ30p Ha masapa.

23
24

OB L 136, 29.5.2007 r., cTp. 3.
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BrocuTennre moco4yBar CBOETO MME M ajpeca, Ha KOWTO MOXKE Ja C€ OCBIICCTBU
BpPb3Ka C TAX, BbPXY MUPOTEXHUUECKOTO U3JECIUE UM KOraTO TOBA HE € Bb3MOXKHO,
BbPXY HErOBaTa OMAKOBKA WM B JOKYMEHT, KOWUTO NMPUAPYKABA MUPOTEXHUYECKOTO
U3JIENHE.

BHocutenure rapaHTHpaT, Y€ NUPOTEXHUYECKOTO H3JEIHE CE€ TMpPUIpy’kaBa OT
UHCTPYKUMKU U uHpopMaius 3a 0e30MmacHOCT, MPEJOCTaBEHH Ha €3HK, JIECHO
pa3bmpaeM 3a TMOTPEOWUTENUTE W JPYTHTE KpalHW TOJ3BATENM, OIPENEICH OT
CHOTBETHATA IbPKaBa-4JIeHKA.

Brocurenute rapaHTupar, 4€ JOKAaTO OTTroBapdAT 3a MAJaACHO IMHPOTCXHHUYCCKO
H3JCIINE, YCIIOBUATA HA ChbXPAHCHUE HUIINU TPAHCIIOPTHPAHE HE 3aCTpalllaBaT HETOBOTO
CBHOTBCTCTBUC CHC CHIICCTBCHUTC N3UCKBAHM, IIOCOYCHHU B IIPUIIOKCHHUC I

Brocutenure, korato TOBa ce€ CUMTa 3a YMECTHO TMPEABUA CBBP3aHHUTE C
NUPOTEXHUYECKOTO HW3JIEIME DPHCKOBE, C OIJIe]l Ha 3alluTara Ha 3ApaBeTo |
0e30MacHOCTTa Ha MOTPEOUTENUTEe, NPOBEXKAAT M3MUTBAHUS Ha OO0pa3lu OT
NPEOCTABCHUTE HA TMa3apa MUPOTEXHUUYECKU H3JCIHs, MPOBEXKIAT pa3clieIBAHE U
aKo € HeoOXOAMMO, MOJABPKAT PETUCTHP 3a OIUIaKBaHMs, HECHOTBETCTBAIM Ha
HN3UCKBAaHUATA THPOTCXHUYCCKHU U3ACIUA W HU33CMBAHUA Ha MHPOTCXHUYCCKU
W3JIeTUsl, KaKTo U MH(pOpMUpaAT TUCTPUOYTOPHUTE 3a TAKOBA HAOIOICHHUE.

BHocurtenure, KOMTO cCUMTAaT WM HMMAT OCHOBAaHHME Ja CYHUTAT, 4Y€ JAaJICHO
MUPOTEXHUYECKO H3JIeNHNe, KOETO ca IyCHaJIM Ha ma3apa, He CHhOTBETCTBA Ha
HACTOSAIIaTa JUPEKTUBA, HE3a0aBHO MpeArnpueMaT HEOOXOJUMHUTE KOPUTHPAIIH
MEpPKH, 3a Jla MpUBeJaT ChOTBETHOTO MUPOTEXHUYECKO M3/IETUE B ChOTBETCTBHE, Aa
ro M3TEINIAT WM JIa TO M33eMaT, ako TOBa € IenechoOpa3Ho. OCBeH TOBa, KOraTo
MUPOTEXHUYECKOTO H3JeJNe MpPEJCTaBiIsiBA PHUCK, BHOCUTENUTe HUHGOpMUpAT
He3a0aBHO KOMIIETEHTHHUTE HAI[MOHATHH OPraHU Ha AbP)KaBUTE-UICHKH, B KOUTO ca
MPEIOCTaBUIIM Ha Ma3apa MUPOTEXHUYECKOTO U3/eNue, KaTo MPeJ0CTaBsIT MOAPOOHH
JAHHU, TO-CHEHIUATHO 33 HECHOTBETCTBUETO C M3UCKBAHUATA M 3a BCSKAaKBU
IPEIIPUETH KOPUTUPALLU MEPKH.

B mpomgpmxkenne Ha Hai-manko 10 ToguHHM cie MyCKaHETO Ha Tma3zapa Ha
MAPOTEXHUYECKOTO U3JIEJIUE BHOCUTEIUTE CchXpaHsBaT konue or EC aexnmapanusita
3a ChOTBETCTBHE Ha PA3MOJIOKEHUE HAa OPraHUTE 32 HA/30p Ha Ma3apa v rapaHTHparT,
Ye TpH MOMCKBAaHE TEXHHYECKaTa JIOKYMEHTallUs MOXe Ja ObJe MpeaocTaBeHa Ha
TE3U OPTaHH.

[Ipn o0ocHOBaHO HCKaHE OT KOMIIETEHTEH HAIlMOHAJIEH OpPraH BHOCUTEIUTE MY
MPEOCTaBIT Is1aTa WHGOPMAILUS U TOKyMEHTAaIMs, HeoOXoIuMa 3a JIOKa3BaHe Ha
CHOTBETCTBUETO HA J1aJICHO MUPOTEXHUYECKO U3JIeHe, Ha €3UK, JECHO pa30oupaeM 3a
TO3U OpraH. Te cu ChTPyAHMYAT C TO3M OpraH, MO HETOBO HMCKAaHE, MPU BCIKO
NeiicTBUe, MPEIIpUeTo 3a OTCTPaHSBAHE Ha PHUCKOBETE, CBbP3aHU C MPOAYKTHUTE,
KOHUTO ca IIyCHaJIM Ha a3apa.
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Ynen 12 [Unen RS om Pewenue Ne 768/2008/EO]
3aovnoicenusn Ha oucmpubymopume

Koraro mpemocraBAT NUPOTEXHHMYECKO W3/ACIHE Ha Iazapa, ITUCTPHUOyTOpHUTE
JeicTBaT ¢ JIbJDKMMaTa I'pukKa MO OTHOIIEHHWE HA M3MCKBAHUATA HA HACTOsIIATa
JTUPEKTHBA.

I[Ipenn n1a nmpegocTaBAT JafeHO NUPOTEXHUYECKO HW3JeNMe Ha  Iasapa,
TUCTpHOYTOPUTE MPOBEPSIBAT Al HAa HEro € HaHeceHa M3MCKBaHATa MapKHUPOBKA
»CE* u nmanu e mpuapy>keHO OT MHCTPYKUMU U HH(pOpManus 3a 0e30MacHOCT Ha
€3UK, KOHTO € JIECHO pa30upaeM 3a MoTpeOUTEeNUTe U IPYTUTE KPAHH IOJI3BATEIH B
IbpKaBaTa-uiIeHKa, B KOATO MUPOTEXHUYECKOTO U3Jeue e Obae mpeJocTaBeHo Ha
naszapa, KakTo M Jajd IPOU3BOIUTENSAT U BHOCHUTENAT Ca CHAa3WIM U3UCKBAaHUATA,
nocovyeHu B wieH 9 unu 10 u unen 11, maparpad 3.

Koraro nmuctpuOyTtop cumra Wi ¥WMa OCHOBaHHWE Jla CYUTa, Y€ JaJICHO
MUPOTEXHUYECKO U3JIEJIME HE ChOTBETCTBA HA CBHIIECTBEHUTE HW3MCKBAHUS 3a
0€30macHOCT Mo MpuIoKeHue [, ToN He mpeaocTaBsi MUPOTEXHUIECKOTO M3/eNe Ha
maszapa, JOKaTo TO He ObJAe MpHUBEACHO B ChoTBeTcTBUE. OCBEH TOBa, KOTaTo
MAPOTEXHUYECKOTO HW3JIEHE IMPEACTABIsABA PHUCK, TUCTPHOYTOPHT WH(pOpMHpa 3a
TOBA IIPOU3BOAUTEIIS MJIM BHOCUTENS!, KAKTO M OPTraHUTE 3a HAJ[30p Ha masapa.

JuctpubyTopuTte TapaHTHpaT, Y€ JOKATO OTrOBapsT 3a NaJeHO MUPOTEXHUYECKO
W3Jieue, yCIOBUATa Ha ChbXPAaHEHNE WM TPAHCIIOPTHpPAHE He 3acTpaliaBaT HETOBOTO
CBHOTBETCTBUE CbHC CBHIIECTBEHUTE M3UCKBAHMUS 3a O€30IacHOCT, MOCOYEHH B
npusioxeHue 1.

Juctpubyropure, KOUTO CUYUTAT WM HMaT OCHOBAaHHME Jla CYHUTAT, Y€ MaJICHO
MAPOTEXHUYECKO H3JIeTNe, KOETO ca MPeJOoCTaBWIIM Ha Maszapa, He ChOTBETCTBA Ha
HacTosIaTa JWPEKTHBA, C€ yBEpsBaT, Y€ ca NPEeANpHeTH HEeO0OXOIUMUTE
KOpHUTHpalld MEpKH, 3a J1a MpUBEAT MUPOTEXHUUYECKOTO U3JENNE B ChOTBETCTBUE,
Jla TO M3TErNAT WIM J1a TO M33eMaT, ako € IenecbhodpazHo. OcBeH TOBa, KOraTo
MUPOTEXHUYECKOTO HW3JeJNe TPEJCTaBlIsABA PHUCK, TUCTpUOyTOpUTE HEe3a0aBHO
nH(OpMHpPAT 32 TOBA KOMIIETCHTHUTE HALIMOHAIHU OpTraHU Ha AbP)KaBUTE-WICHKH, B
KOUTO ca MPeIOoCTaBWIA MUPOTEXHUYECKOTO M3JIeNe Ha Ia3apa, KaTo MPeaoCTaBsT
moApoOHU JaHHU, TO-CHEIHUAIHO 32 HECHhOTBETCTBHETO C HM3HCKBaHUATA M 3a
BCSAKAKBU MPEINPUETH KOPUTHUPAILIA MEPKH.

[Ipu 060cHOBaHO MCKaHE OT KOMIIETEHTEH HAI[MOHAJICH OpPTraH TUCTPUOYTOPHUTE MY
MPeIOoCTaBAT Isi1aTa UHpOpMaLKs U JOKyMEHTalusl, He00X0oAuMa 3a JOKa3BaHE Ha
CHOTBETCTBUETO Ha JAJICHO MUPOTEXHUYECKO u3jaenue. Te Cu ChTpyIHHYAT C TO3H
opras, 0 HEroBO MCKaHe, IPHU BCAKO AEHCTBHE, MPEANPUETO 3a OTCTpaHsABaHE Ha
PHUCKOBETE, CBBP3aHH C MUPOTEXHUUYECKUTE H3JEIHs, KOUTO Ca MPEJOCTAaBUIN Ha
nasapa.
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Ynen 13 [Unen R6 om Pewenue Ne 768/2008/EO]
Cnyuau, npu KOUmMo 3a0vbadCEHUAMA HA NPOU3BOOUmMeNUme ce NpuLazam U KoM 6HOCUmMenume
u oucmpubymopume

Baocuren nnun I[I/ICTpI/I6YTOp CC CHHMTA 3a MPOU3BOJUTECII 3a HCJIUTC Ha HACTOAIIATa JTUPCKTUBA
1 € HOCUTCII Ha 3aIbJDKCHUATA HAa MMPOU3BOAUTCIIA IO YJICH 8, KOTraTo IyCKa MUPOTCXHUYICCKO
H3JCIIME Ha IM1a3dapa CbC CBOCTO MMC WM ThProOBCKAa MapKa WX IIPOMEHS MHPOTCXHUYCCKO
n3acimMe, KOCTO € BCYC IIYCHATO Ha I1a3apa, IO TaKbB HAa4YWH, Y€ CBHOTBCTCTBUCTO C
HN3UCKBAHUsATA IO HACTOAIIATA JUPCKTHBA MOKEC 1d 6’]5)16 3aCCruarto.

Ynen 14 [Unen R7 om Pewenue Ne 768/2008/EO]
Hoenmugpuxayusa Ha ukonomuueckume onepamopu

ITo nckane Ha opraHuTe 3a Ha/J30p HA IMa3apa HMKOHOMUYECKHUTE ONEPaTOPH UACHTU(DUITPAT:

a) BCEKM MKOHOMHUYECKH OIEpPaTOp, KOWTO MM € JOCTaBHJ JaJ€HO MUPOTEXHUYECKO
11631 (N1 (X

0) BCEKH MKOHOMHYECKH OIepaTop, Ha KOroTO ca JOCTaBHIIM JaJCHO MUPOTEXHUYECKO
H3JIEIIHE.

HNkoHomuueckute omnepaTopu TpsOBa Ja MOraT Ja MpeaocTaBsT WH(OpMaINUATa, TOCOUYEHa B
IIbpBa ajuHes, B MpoabbkeHue Ha 10 ToauHu, ciiea KaTo MUPOTEXHUYECKOTO M3JIETHUE UM €
OWI0 J0CTaBeHO, W B TMpoabDKeHHe Ha 10 roawHHM, cleq Karo Te ca  JTOCTaBHIN
MUPOTEXHUUYECKOTO U3JIEIHE.

I'1asa 3
ChoTBeTCTBHE HA MUPOTEXHUYECKHUTE U3IEeTUsA

|\ 2007/23/EO
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Ynen 15 [Unen RS om Pewenue Ne 768/2008/EO]
IIpe3ymnyus 3a coomeemcmeaue Ha NUPOMEXHUUECKUME U30eNUs]

Cunra ce, 4e NHUPOTEXHUUECKUTE H3JAENUS, KOUTO CBOTBETCTBAT HA XapMOHHM3UPAHUTE
CTaHIApPTH WM YacTH OT TsX, JAHHHUTE 3a KOWTO ca Ownm myOimkyBanu B Oguyuanen
secmuux Ha Eeponelickus cv03, OTTOBApST Ha CHIIECTBEHUTE MU3MUCKBaHHS 3a 0€30MacHOCT,
00XBaHATH OT T€3U CTAHJAPTH WJIA YaCTH OT TAX, YCTAaHOBEHHU B MpujioxkeHue .

[Korato xapMoHM3UpaH cTaHAapT OTroBaps HAa M3UCKBAHMTA, KOUTO OOXBalla M KOUTO ca
MmocoYeHH B wieH 24 wim npuioxenne I, Komucusara nmyOnvkyBa JaHHUTE 332 TO3HM CTaHAAPT B
Oguyuanen secmnuk na Eeponetickus cvi03.]

|\ 2007/23/EO

Ynen 216
IIpoyedypu 3a oyenasane Ha CbOMBEMCMBUETNO

3a oueHsIBaHE HAa CHOTBETCTBUETO HA MUPOTEXHUYECKUTE W3JENUs MPOU3BOAUTENAT CIe/IBa
€lHa OT CJICAHUTE MPOIEAYPH:
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|V 2007/23/EO (ananrnpan) |

speneaypare ,,BEQ DO EC &XI wum3cnensane Ha tuma™ (Momyn B), mocouena B
npuioxenne 11, pasges=t u, Mo n300p Ha MPOU3BOAMTES, ##EDD eHA OT CIICAHNUTE
npouenypu <Xl

i) =peneaypara ,(CboTBeTcTBHE C THma [X> Bb3 OCHOBAa Ha BBTPEIICH
MPOM3BOJICTBEH KOHTPOJI C HAIA30p Ha MPOBEpKara Ha MPOIYKTa Ha CIydalHH
uatepBanu <X1° (moxyn C2), mocoueHa B nmpuioxenue [=pasaes2,

il) =peneaypaza ,,DO CroTBeTCcTBHE C THIA BB3 OcHOBA Ha <X] SocurypsBaHe Ha
KauyeCcTBOTO Ha Mpom3BOACTBOTO™ (Momyn D), mocouena B mpumoxkenue I,

pasaendwan

iil) =peneaypazra DO ,,CproTBeTCTBHUE C THIIA BB3 OCHOBA Ha <X] g80curypsiBaHe Ha
KauecTBOTO Ha npoaykra® (moxyn E), nocouena B npuiioxenue [=pasges;

mpeneaypaze ,,00 CpoTBercTBHE BB3 OcHOBa Ha <X HmpoBepka Ha eIMHHUYEH
npoaykt* (moayn GG), mocouena B npusnoxenue 11, pasgess—;

mpeneaypaze ,,00 CpoTBeTcTBHE BB3 OCHOBa Ha <XI HOBIHO OCHrypsBaHE Ha

KauecTBOTO Ha—Hpeayxra“ (Moayn H), mocouena B mnpunoxenue I, paszes—+6
JIOKOJIKOTO C€ OTHACS A0 (POHEPBEPKHU OT KaTeropus 4.

{ HOB

Ynen 17 [Unen R10 om Pewenue Ne 768/2008/EO]
EC oexnapayus 3a coomeemcmeue

EC neknaparusta 3a ChOTBETCTBUE MOTBBPIKIIABA, Y€ € IOKA3aHO M3MBJIIHCHUETO Ha
CHIIECTBEHUTE M3UCKBAHUS 32 0€30ITACHOCT, YCTAHOBEHHU B MIPHIIOKEHUE I.

EC ngexmapamusita 3a CBHOTBETCTBHE ChIbp)Ka €JIIEMEHTUTE, OINpEACCHu B
CHOTBETHUTE MOYJH, YCTAHOBEHU B MpuiiokeHue Il kbM HacTosimata ITUPEKTHBA,
ChCTaBiA c€ 1Mo oOpaszemna, ycraHoBeH B mnpwiokenue III kem Pemenune
Ne 768/2008/EO, u ce aktyanu3upa peloBHO. s ce mpeBexaa Ha e3uka(mure),
M3HUCKBaH(M) OT AbplKaBaTa-4ieHKa, HAa YMMTO Mazap ce IycKa WM MperocTaBs
MAPOTEXHUYECKOTO U3JIEIHE.

Koraro npunoxxumute KbM MHPOTEXHUUYECKOTO M3JenHue akToBe Ha Cbi03a, KOUTO
n3uckBaT EC neknapanus 3a CbOTBETCTBHUE, Ca MOBEUYE OT €IUH, CE U3IOTBSI CaMo
enna EC nmexmapanusi 3a ChOTBETCTBHE BBHB Bpbh3Ka C BCHUKM TaKMBa aKTOBE Ha
Crpro3a. B Tasm gexnapanus ce MOCOYBAT CHOTBETHUTE AKTOBE, BKJIIOYUTEIHO
JAHHUTE 3a MyOJIMKYBaHETO HM.

Karo wmsrorBs EC ACKIapanusaTa 3a CbOTBETCTBUC, IMPOU3SBOJUTCIIAT IOEMa
OTTOBOPHOCTTA 3a CbOTBCTCTBHUECTO HA MUPOTEXHUYICCKOTO U3CITUC.
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Ynen 18 [Unen R11 om Pewenue Ne 768/2008/EO]
Obwu npunyunu 3a mapkuposkama ,, CE*

3a mapkmpoBkata ,,CE“ ce mpwraratr oOmmre NpUHIUNM, omnpeneican B wieH 30 or
Pernament (EO) Ne 765/2008.

|V 2007/23/EO (ananrnpan) |

Ynen &£19 O [Unen R12 om Pewenue Ne 768/2008/EO] <7
. aesme 20 [Ipasuna u ycnosus 3a nanacsanemo na <X mapkuposkama

., CE* 22 u opyeu mapruposku <]

3 B}MapKHpOBKaTa ,,CE“ <ZI ﬁ@%@ ce HaHacs Bpry
caMHTE MHPOTEXHUYECKH u3aenusa <X] HHH—H

X> Taka, ye ma ObJe BHAMMA, YETIMBA U HE3AIHYMMA. <Z| aﬁfﬁaﬁ@aﬁ%&
R et A : X> Koraro <X toBa He €
BB3MOKHO WM HE MOXE Ja GLne rapaHTUPaHO TIOpPaJud E€CTECTBOTO Ha
NUPOTEXHUYCCKOTO  HM3JENHE, TSI C€ HaHacsid BbPXY ONAKOBKATa =——H&

{ HOB

4. MapxkupoBkara ,,CE* ce HaHacs, mpeaud HUPOTEXHUYECKOTO H3jAeiIHe Ja Obae
IIyCHATO Ha a3apa.
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5. MapkupoBkara ,CE“ e crmegBaHa oT uACHTH(DUKAIMOHHUS HOMEpP Ha
HOTU(UIIMpaHUS OpraH, KOraTo TO3W OpraH ydacTBa B eTana Ha MPOM3BOACTBEHUS
KOHTPOJI.

I/II[CHTI/I(l)I/IKaI_[I/IOHHI/IHT HOMEp Ha HOTPI(i)I/IL[PIpaHI/I}I OpraH C€ HaHACA OT CaMHs OpraH
HJIA 110 HCTOBHW YKa3aHUS — OT MMPOU3BOJAUTCIIA.

6. MapxkupoBkara ,,CE“ u ako e HOpuIOKHMO, UAECHTU(PHUKAIMOHHUAT HOMEp IO
naparpa¢ 3 morar na ObIaT ClIEABAaHM OT NMHUKTOrpaMa WM HAKAKBB JIPYT 3HAK,
yKa3Balll CIIeIMajIeH PUCK WIK yIoTpeoa.

|V 2007/23/EO (ananrnpan) |

I'nasa 4
X> HoTtuduuupaHe Ha OpraHuTe 3a OlleHABaHe HA
choTBeTCTBHETO <X

Ynen £820 > [ Ynen R13 om Pewenue Ne 768/2008/EO] <]
srchrppanopaai 20 Homugurayus <7

+ JIbpkaBute-uwieHKN srgepmupar X HoTHduumpar X1 Komucusita u Apyrure I1bprkaBu-
YWICHKH 32 opraHHTe x> OHpaBOMOHIeHI/I Xl W na % M3IBIHSABAT

e&e%@%m*e 3a/1a9u IZ) M0 OIICHSIBaHE Ha Cb

HACTOSIATa ,Z[I/IpeKTI/IBa ]
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Ynen 21 [Unen R14 om Pewenue Ne 768/2008/EO]
Homuduyupawu opeanu

JIbp)kaBUTE-WICHKA  ONpENeNAT  HOTH(HUUMpalm[  Oprad, OTIFOBOpPEH  3a
YCTAQHOBSIBAHETO W TIPOBEXKJAHETO HAa HEOOXOJMMHTE MPOIEAYPH 3a OLEHKA H
HOTU(UIIMpAaHE HAa OpraHUTE 32 OLEHSABAaHE HAa CBHOTBETCTBHETO, KAKTO U 3a
HaOMIOICHNETO Ha Te3W HOTH(UIMPAHU OPraHH, BKIIOYUTEIHO CHOTBETCTBHETO C
pasnopenoure Ha 4ieH 26.

JIbpkaBUTe-wWICHKA MOTaT Jia peliar, 4ye OIeHKAaTa M HAOIIOACHUETO, MIOCOYCHU B
naparpad 1, ce mpoBexaaT OT HAIIMOHAJICH OpPTaH MO aKpeIUTAIHs [0 CMUCHJIA U B
crotBeTcTBUE ¢ Permament (EO) Ne 765/2008.

Ynen 22 [Unen R15 om Pewenue Ne 768/2008/EO]
H3uckseanus, cévp3anu ¢ Homuguyupawume opeanu

HOTI/I(I)I/II_II/IpaIJ_[I/ISIT opraH €€ Cb3daBa IO TAaKbB HAYWH, Y€ Ja HAMaA KOH(I)JII/IKT Ha
HHTCPECHU C OPraHUTEC 3a OLICHABAHC HA CbOTBETCTBUCTO.

Hotudumupamusar opran e opranu3upad U paboTH MO TaKbB HA4YuH, 4e Aa ObaaT
3ara3eHu OOCKTHBHOCTTA M OE3MPUCTPACTHOCTTA HA HETOBaTa JCHHOCT.

Hotudumupamusar opran € opraHu3upaH HO TakbB HAuMH, Y€ BCSKO pEIIEHHE,
CBBP3aHO C HOTU(HUIMPAHETO Ha OpPraHa 3a OLEHSIBAHE Ha CHOTBETCTBUETO, Aa OBIE
B3€TO OT KOMIIETCHTHH JIMIIA, PA3JIMYHU OT T€3U, KOUTO Ca U3BBbPUIMIIN OLICHKATA.

Hotudumupamusar opran He mpeiara 1 He U3BbPINBa AEHHOCTH, OCHIICCTBIBAHU OT
OpraHuUTE 3a OLEHABAaHE HA CBHOTBETCTBUETO, WM KOHCYITAHTCKUA YCIyI'H C
THPrOBCKa LI€JI I HA KOHKYPEHTHA OCHOBA.

HOTH(bHHHpaHlHSIT OpTraH 3alla3Ba MOBCPUTCIIHOCTTA HaA IIOJTYyYCHATA I/IH(bOpMaI_[I/Iﬂ.

Hotudumupamusar oprad pasnosara ¢ A0CTaTb4eH Opoil KOMIIETCHTEH MEepCcoHAal 3a
IIPABWJIHOTO U3IIBJIIHEHNE Ha CBOUTE 3aa4H.

Ynen 23 [Unen R16 om Pewenue Ne 768/2008/EO]

3aovaocenue 3a npedocmasgane Ha UHGOPMaAYUs OMHOCHO HOMUPUYUPAUUME OP2aAHU

HbpxaBute-wieHkn uHpopmupar Komucusra 3a cBoOWTE TpPONEAYpH 3a OICHKA W
HOTU(UIMpPAaHE HAa OpraHUTE 3a OLICHSBAHE HA CHOTBETCTBUETO W 3a HAOJIOJCHMETO Ha
HOTU(UIIPAHUTE OPTaHU, KAKTO ¥ 33 BCAKAKBH IMPOMEHH B Ta3u BPB3Ka.

Komucusra npasu Ta3u uHGoOpManus 00IECTBEHO TOCTOSIHHE.

44

BG



BG

Ynen 24 [Unen R17 om Pewenue Ne 768/2008/EO]
H3uckeanus, cevp3anu ¢ Homuguyupanume opeanu

3a menuTe Ha HOTHU(HKAIMATA OPraHUTE 3a OLEHSBAaHE HA CHOTBETCTBHETO
OTroBapsIT Ha U3MCKBAHUATA, YCTAHOBEHHU B naparpadu 2—11.

OpranbT 3a OLIEHsABaHE HAa CBOTBETCTBHETO CE€ Cb3/laBa CBIJACHO HAIMOHAJIHOTO
IPaBO U NPUTEKaBa IOPUINYECKA IIPABOCYOEKTHOCT.

OpFaH"bT 3a OLCHABAHC Ha CBOTBETCTBUCTO € TpPCTa CTpaHa, HE3aBUCHUMa OT
OopraHu3anuiaTa Uik OT MUPOTEXHUUCCKOTO U3CINEC, KOUTO OLICHSBA.

OpranbT 3a OIEHSIBAHE Ha CBHOTBETCTBHUETO, HETOBOTO BHUCIIE PBHKOBOJCTBO M
NEepPCOHAJI, OTFOBOPEH 3a W3MNBJIHEHHE Ha 3aJayuTe [0 OILICHSIBaHE Ha
ChOTBETCTBUETO, HE MOTaT Ja OBJAT MPOCKTAHT, MPOU3BOAMUTEN, CHAOIUTEIN, JIUIIE,
KOETO MOHTHpA, KyITyBad, COOCTBEHHUK, MOJI3BATEN WIH CTPYKTypa MO MOAAPHKKA Ha
MUPOTEXHUYCCKUTE M3CIUS W/WIH B3PUBHHUTE BEIIECTBA, KOUTO C€ OICHsSBAT. ToBa
HE WM3KIIOYBAa ymoTpedaTa Ha MUPOTEXHUYECKUTE U3ICNUS W/WUIM B3PUBHUTE
BEII[ECTBA, KOUTO Ca HEOOXOAMMHU 3a JACHHOCTUTE Ha OpraHa 3a OIICHSIBaHE Ha
CHOTBETCTBUETO WJIHM yHoTpebaTa Ha TaKUBa MPOAYKTHU 3a JTUYHU IIEIIH.

OpFaH’BT 3a OICHJABAHC Ha CBOTBCTCTBUETO, HETOBOTO BHUCIHIC p’BKOBOJlCTBO nu
MEepPCOHAJI, OTrOBOPEH 3a W3MBJIHCHWE Ha 3aJadyuTe [0 OIICHSIBaHE Ha
ChOTBETCTBUETO, HE B3EMAT MPSKO yYacCTHE B MPOEKTUPAHETO, MPOU3BOACTBOTO MU
KOHCTPYHMPAHETO, MPpoaak0aTa, MOHTUPAHETO, MU3MOI3BAHETO WM MOAAPHKKATa Ha
TE3W NHPOTEXHUYECKH W3MIEIHsl W/WIM B3PUBHU BEIIECTBA, HUTO MPEICTaBISIBAT
JYIaTa, aHTaXUpaHU B TE€3W NEHMHOCTU. Te He ce BKJIYBAT B HUKAKBa JEUHOCT,
KOSATO MOXE Jla € B MPOTUBOPEUYHE C TSIXHATA HE3aBUCHMMA MPELCHKA WA MOYTEHO
MOBEJCHNE II0 OTHOIICHHE Ha JEHHOCTUTE IIO OICHSIBAaHE HAa CHOTBETCTBUETO, 3a
KOUTO ca HOoTHdUIMpaHu. ToBa ce mpuiara MO-KOHKPETHO KbM KOHCYJITAHTCKH
YCITyTH.

OpI‘aHI/ITC 3a OLCHABAHC Ha CBOTBCTCTBUCTO TapaHTHUpPAT, YC JEMHOCTTa Ha
CBBP3aHUTEC C TAX MOAUSIIBJIHUTCIIN U MOACIICHUA HE BIIUAC BbPXY ITOBEPUTCIIHOCTTA,
O00OCKTHMBHOCTTA M 663HpI/ICTpaCTHOCTTa Ha TAXHATa JEHMHOCT IIO OIICHSBaHE Ha
CbOTBETCTBHUETO.

OpranuTe 3a OILICHSBAaHE HA CHOTBETCTBUETO M TEXHHSIT MEPCOHAN OCHIIECTBIBAT
JIEWHOCTHUTE I10 OIEHSIBAaHE Ha CHOTBETCTBMETO C HAW-BHCOKA CTEMEH Ha IOYTEHO
npoeCHOHATHO TIOBEIEHWE M HEoOXOoAMMAaTa TEXHUYECKa KOMIIETCHTHOCT B
ompeeneHaTa o0JacT W ca HAIbJIHO OCBOOOJCHHM OT BCSKAKBhB HATHUCK W 0OJar,
Hali-Bedye (MHAHCOBHM, KOUTO MOTAT Ja MOBJIHSSAT HAa TSAXHATA MPEICHKA WU Ha
pe3yNTaTUTe OT TEXHUTE JEWHOCTH IO OICHSIBAHE Ha CHOTBETCTBHUETO, OCOOCHO TIO
OTHOIIICHHE HA JIUIIA WA TPYTH JTUIA C UHTEPECH OT PE3YJITATUTE OT T€3H NEHHOCTH.

OpranbT 3a OIICHSBAaHE HAa CHOTBETCTBHUETO TpsOBa na OBbAE B CHCTOSIHHE Ja
OCBIIECTBSIBA BCHUYKH 33/Ia4ll IO OIEHSBaHE HAa CHOTBETCTBUETO, MPEIBUICHHU 3a
HETO ChIJIAaCHO WieH 16 W MO OTHOIICHHE Ha KOWTO OPraHbT € OWi HOTH(HIMpaH,
HE3aBHCHUMO Jalli Te3W 3aJa4d C€ M3MBIHSIBAT OT CaMHUs OpraH 3a OICHSIBaHE Ha
CHOTBETCTBUETO MJIM OT HETOBO UME M Ha HErOBa OTTOBOPHOCT.
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ITo Bcsko BpeMe U 3a BesKa MPOLEAypa 3a OLEHSIBAaHE HA CbOTBETCTBUETO, U 33 BCEKU
BUJ] WIN KaTE€ropusi NPOAYKTH, 32 KOUTO OPTaHbT 3a OLICHABAHE HAa ChOTBETCTBUETO €
HOTU(UIMPAH, TOW pasroiara ¢ HEOOXOIUMHUTE:

a) nepcoHagn € TEXHHUYCCKHU 3HAHUA W JOCTATHYCH U MOAXOLAI OIIMT 3a
U3IIBJIHCHUEC Ha 3a1a4YUTC 3a OLICHABAHEC HA CbOTBCTCTBUCTO,

0) omnucaHWs Ha TpOIEAypUTe, B CHOTBETCTBHE C KOWTO CE€ U3BBpIIBA
OIICHSIBAHETO HA  CBHOTBETCTBUETO, TapaHTUpPAIA MPO3PAYHOCTTA U
BB3MOKHOCTTA 3a MOBTAPSHE Ha TE3W Npoueaypu. Toil mpuiara moaxosiu
MOJIUTUKA W TPOUEAYypH, KOUTO Jia TMO3BOJSBAT pa3TPaHUUYCHHE MEXITY
3aJjauiTe, KOUTO U3MBJIHSIBA KaTO HOTU(HUIMpPAH OpraH, M BCHYKH JPYTH
JICTHOCTH;

B)  NPOLEIYpPH 3a M3MBIHEHUE HA CBOMTE JACWHOCTH, KOUTO HAIJIC)KHO OTUYUTAT
pa3Mepa Ha JaJeHO NPEeaIpUsTHe, CEKTOpa, B KOMTO OCBIIECTBSIBA JEHHOCT, U
HEroBara CTPYKTypa, CTEIIEHTa Ha CJIOXKHOCT Ha ChOTBETHATA TEXHOJIOTUS Ha
MPOAYKTa U MAaCOBHSI WJIM CEpUNHUS XapaKTep Ha MIPOU3BOJCTBOTO.

Toli pa3monara cbC CpelICTBaTa, HEOOXOAMMH 3a HM3MBIHEHHE HA TEXHUYECKH H
aIMUHUCTPATUBHU  3aJa4d, CBBP3aHU C JIEWHOCTUTE IO OIICHSABAaHE Ha
CBOTBETCTBUETO, MO MOAXOAII HAYMH, KAaKTO M C JOCTBI A0 HYXKHOTO 000pyaBaHE
WJTU ChOPBIKEHUSL.

[TepcoHanbT, OTrOBOPEH 3a MPOBESKIAHETO HA JACHHOCTHTE IO OICHSABAaHE Ha
CBhOTBETCTBUETO, pa3iojiara CbC CICAHOTO:

a)  100po TeXHUYECKO M MpodecHoHaTHO 00yUueHre, 00XBaIIaIo syIaTa TeHHOCT
M0 OIICHSBAaHE HA CHOTBETCTBUETO, BHB BPB3KA C KOSATO € HOTU(DHUIUpPAH
OpTraHbT 32 OICHSIBAHE HAa ChOTBETCTBUETO;

0) 3aI0BOJIMTEIIHO TO3HABAHE HA U3MCKBAHMITA 32 OICHKUTE, KOUTO M3BBPIIBAT,
Y TIOJIXO/ISIIIIH PABOMOIIIHS 33 OCHINECTBSIBAHE HA TAKWBA OLICHKH;

B) MOAXONANINTE 3HaHWS H pa3OupaHe HA CHIIECTBEHUTE W3HCKBAaHUS 3a
0€30MacHOCT, YCTAHOBEHU B MpUJIOKEHHE [, Ha MPUIIOKUMUTE XapMOHU3UPAHH
CTaHJApTH M Ha ChOTBETHHUTE PA3MOpeOU HA 3aKOHOAATENCTBOTO Ha Chro3a 3a
XapMOHU3aIMs, KAKTO ¥ HAllMOHAITHOTO 3aKOHOIaTEJICTBO;

I)  CIOCOOHOCTTa Ja M3TOTBS CePTU(UKATH, 3aIMUCH U JOKIAIM, JOKA3BaIld, 4Ye
OILIEHKUTE ca OMJIM HalpaBeHH.

OcurypsiBa ce 0€3MPUCTPACTHOCTTA HA OPTraHUTE 33 OLCHSBAaHE HA ChOTBETCTBHETO,
TSXHOTO BHCIIE PHKOBOJACTBO M Ha MEPCOHAJIA, OTTOBOPEH 32 OLIEHKHUTE.

B’bSHana)KI[eHI/ICTO Ha BHCIICTO PBHKOBOACTBO MW Ha IIEpCOHAJIa, OTTrOBOPCH 3a
OIICHKUTEC, HAa OpraHa 3a OILCHABAHC Ha CBHOTBCTCTBUCTO HE 3aBHUCH OT 6p0$[ Ha
HU3BBPHICHUTE OLICHKHU WX OT PE3YJITATUTEC OT TAX.

OpFaHI/ITe 3a OILCHABAHC Ha CBOTBCTCTBHUCTO CKIIIOYBAT 34aCTPAaxXOBKa 3a IMMOKPHUBAHE
Ha OTTOBOPHOCTTA UM, OCBCH aKO OTTOBOPHOCTTA CC MOEMa OT AbpiKaBaTa CbIIIACHO
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10.

11.

HAallMOHAJTHOTO 3aKOHOJATCJICTBO WJIM Odbp’KaBaTa-4iICHKa € IIPAKO OTroBOpHa 3a
OLCHABAHC HAa CbOTBCTCTBHUCTO.

[lepconanbT Ha opraHa 3a OIICHSBAaHE Ha CHOTBETCTBUETO CIa3Ba 3aJbJDKCHHE 3a
cinyxeOHa TailHa MO OTHOIIEHHE Ha MH(pOpMAIHATA, MONIyYeHa MPU H3MbIHEHUE Ha
CBOWTE 3a/Ia4ll CHITACHO WIEH 16 WM ChIITAaCHO pasnopenda OT HAIMOHAIHOTO
3aKOHOJIATEJICTBO MO MPWJIATaHETO MY, OCBEH MO OTHOLIEHWE Ha KOMIETEHTHUTE
OpraHu Ha JIbp’KaBaTa-uJieHKa, B KOSATO OCHIECTBsIBA JAeHHOCTTa cu. OcurypsiBa ce
3allMTa Ha MpaBaTa Ha COOCTBEHOCT.

Opranute 3a OIEHSBaHE Ha CHOTBETCTBHETO y4acTBAaT BbB WJIM TapaHTHpaT, 4e
HEPCOHANTBT, OTTOBOPEH 32 OLEHKHUTE, € HH(OPMHUPAH 3a ChOTBETHUTE JIEHHOCTH IO
CTaHJApTHU3AIMsI U JACHHOCTUTE Ha KOOPAWHAIIMOHHATA Ipyrna Ha HOTH(QHUIMPAHUTE
OpraHy, Cb3JaJcHa CBIJACHO CBOTBETHOTO 3aKoHozarencrBo Ha Cproza 3a
XapMOHHU3AIMs, W TMpujara KaTo OOIIM HACOKH AJAMHUHUCTPATHBHUTE PEIICHUS W
JOKYMEHTH, IPUETHU B pe3yJITaT oT paboTaTta Ha Ta3u rpyma.

Ynen 25 [Unen R18 om Pewenue Ne 768/2008/EO]
Ipe3ymnyus 3a coomeemcmeue Ha HOMUPUYUPaHume Op2aHu

Korato opranbsT 3a oOlleHABaHE Ha CHOTBETCTBHETO JOKa3Ba CBOETO CHOTBETCTBHE C
KpUTEpUUTE, OINpPEAETCHH B CHOTBETHUTE XAPMOHM3UPAHU CTaHAAPTH WM YacTH OT TX,
JAHHUTE 3a KOUTO ca Ownmu nmyOnukyBanu B Oguyuanen eecmnux na Esponeiickus cvio3, ce
CUMTa, Ye TOW OTroBaps Ha M3HUCKBAHMITA, IOCOYEHU B WiIEH 24, TOKOJIKOTO MPUTIOKUMUTE
XapMOHU3UPAHU CTAaHAAPTH 00XBAIIAT T€3W U3UCKBAHUS.

Ynen 26 [Unen R20 om Pewenue Ne 768/2008/EO]
Tlooenenus u 6v3nacane Ha NOOUNBIAHUMENU OM HOMUDUYUPAHUME OP2aHU

B cnyuaute, B kouTO HOTU(UIIMPAH OpraH Bb3j1ara KOHKPETHH 3a/layi, CBbpP3aHU C
OIICHSIBAHE HA CHOTBETCTBHETO HA MOIU3ITBIHUTEIN WM U3I0JI3BA MOJIETICHUsATA CH,
TOU TapaHTHpa, Y€ MOJU3IIBIHUTENSAT WIN MOJEIEHUETO OTrOBapsl Ha U3UCKBAHUSATA,
MOCOYEeHH B WwieH 24, u nHpopMupa HOTU(DHUIIUPAIIHS OpraH 3a TOBA.

Hotudunupanurte opranu noemar mbiHaTa OTTOBOPHOCT 3a 3aJjauuTe, U3IbIHIBAHU
OT MOAM3IBIHUTENN WIH MOICTICHsI, 0€3 3HaUCHHE KbJIe Ca YCTAHOBEHH TE.

ﬂeﬁHOCTHTe Morart ga 6”b,IlaT Bb3JIaraHd Ha IIOJU3IBIIHHUTCIN WJIKM U3IIBJIHABAHU OT
noaACICHUS CaMO CbC ChIIaCUCTO HA KIIMCHTA.

Hotudunupannute opranu chXpaHsABaT Ha Pa3NooKEeHNE HAa HOTHU(DHUIUPAIINS OpraH
ChOTBETHUTE JOKYMEHTH OTHOCHO OIICHKaTa Ha KBalu(uKamusTa Ha
MOJM3IBIHUTEIIS WM Ha TOJICIICHHETO M padoTara, U3BBPIICHA OT TSAX CHIVIACHO
el 16.
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Ynen 27 [Unen R22 om Pewenue Ne 768/2008/EO]
3aaenenue 3a nHomugpuyupane

OpraubT 32 OIICHSABAaHE Ha CHOTBETCTBHETO IMOJIaBa 3asBIICHUE 32 HOTH(HIMPAHE 10
HOTU(UIIMpAIINS OpraH Ha JIbpKaBaTa-uICHKa, B KOATO € YCTAHOBEH.

3asiBIIEHUETO C€ NpUIpyX,aBa OT ONHUCAHWE HA JEHHOCTUTE MO OLIEHABAHE Ha
CBhOTBETCTBUETO, HA MOJyJIa WM MOJYJIUTE 32 OLICHABAHE Ha ChOTBETCTBUETO M HA
MIPOAYKTA WU MPOAYKTHUTE, 32 KOUTO TO3H OPraH TBBPIAH, Y€ € KOMIETEHTEH, KaKTO
U OT cepTU(DUKAT 3a aKpeUTals], KOraTo UMa TaKbB, U3AaI€H OT HAI[MOHAJIEH OpraH
10 aKpeauTanus, KOUTO yI0CTOBEPsBA, Y€ OPraHbT 3a OLICHABAHE HA CbOTBETCTBUETO
OTroBapsl Ha U3UCKBAHMATA, IOCOYECHHU B WIEH 24.

Koraro opranbsT 3a oOlleHsIBaHE Ha CBOTBETCTBUETO HE MOXKE Ja MpPEeIOoCTaBU
cepTU(UKAT 3a aKpeAUTALMs, TOM MpencTaBs Npea HOTU(UIUpAIIHS OpraH BCUYKU
JOKYMEHTH, HEOOXOJMMH 3a MpOBEpKaTa, MPU3HABAHETO M PEIOBHOTO HAOIIOACHUE
Ha HETOBOTO CHOTBETCTBUE C N3UCKBAHUATA, [IOCOYEHH B UJICH 24.

Ynen 28 [Unen R23 om Pewenue Ne 768/2008/EO]
IIpoyedypa no nomughuyupane

Hotudumupammure oprann mMorar na HOTH(GUIMpPAT caMO OpraHH 3a OICHSBaHE Ha
CBHOTBETCTBUETO, KOUTO OTTOBAPSAT HA M3UCKBAHUATA, ONIPEJEIICHH B WiIEH 24.

Te wnotudunupar Kommcusara u apyrutre Ibp)KaBU-WICHKH, KaToO M3IOJI3BAT
CPEJICTBO 3a €JICKTPOHHO HOTH(HUITUPAHE, Ch3AaICHO U OAIbpkaHo oT Komucusira.

Hotudunupanero BKIr0OYBa BCUYKH MOAPOOHOCTH 3a JEHHOCTUTE MO OLICHSBAHE Ha
CBHOTBETCTBUETO, MOJYyJIa WM MOJYJUTE 3a OLEHSABAaHE Ha CBOTBETCTBHETO U
CbOTBETHUS NPOAYKT WM NPOAYKTH, KaKTO U CHOTBETHOTO YJIOCTOBEPEHME 3a
KOMIIETEHTHOCT.

Koraro HoTH(HIIEpPaHETO HE CE€ OCHOBAaBA HAa CEPTH(UKAT 3a aKpeaUTALUs, TOCOUEH
B wieH 27, maparpad 2, HoTuumupamuaT oprad npemocraBs Ha Komucusita u Ha
JIPYTUTE IbPKaBU-UJIEHKH JOKYMEHTHTE, KOUTO YAOCTOBEPSBAT KOMIIETEHTHOCTTA
Ha OpraHa 3a OLEHSBaHE Ha CBHOTBETCTBHETO U ChHIIECTBYBAIIUTE IIpPaBUIIA,
rapaHTHUpaly, Y€ OpraHbT e ObJe peJOBHO HAOIIOAABaH U 1€ MPOIBIDKH 1A
OTroBapsi Ha U3UCKBAHUSTA, YCTAHOBEHH B WIEH 24.

CBHOTBETHHST OpraH MOXKE Ja U3MBIHSIBA JEHHOCTUTE Ha HOTU(UIIMPAH OpraH caMo
ako mpen Komwucusta wnum mpen ApyruTe IbP)KAaBU-WICHKH HE ca IOBIUTHATH
BB3PAKECHUS B CPOK OT JBE CEAMUIM CIlie] HOTH(QHUIMPAHETO — B CIOydyall ue e
M3MOJI3BaH cepTU(dHUKAT 3a aKpeauTanusi, WId B CPOK OT JIBa Mecela Clen
HOTH(UIMPAHETO — B CIIy4ail ue He € U3MOI3BAaHA aKPEIUTAITHS.

CaMo TakbB OpraH ce cuuTa 3a HOTU(UIMpaH OpraH 3a IENUTEe Ha HacTosAlaTa
JTUPEKTHBA.

Komucusita u apyrute qpp)KaBU-4ICHKHA C€ HOTU(UIMPAT 3a BCIKAKBU MOCIIEIBAIIN
MIPOMEHH, CBhP3aHU C HOTU(DUKAIIHSITA.
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Ynen 29 [Unen R24 om Pewenue Ne 768/2008/EO]
Hoenmugurayuonnu Homepa u CnUCvLK Ha HOMUQDUYUPanume opeanu

Komucusita onpenens naeHTU(GUKAIMOHEH HOMEP Ha HOTH()HUIIMPAHUS OPTaH.

Ts ompenens camMo €IWH TaKbB HOMEp, JAOPH KOTaTo OpPraHbT € HOTU(UIUpaH
CBIJIACHO HAKOJIKO akTa Ha Crro3a.

‘ WV 2007/23/EO (agarrupan) ‘

Komucusita npaBu 0OIIECTBEHO IOCTOSHUE CIHChKa Ha

pe opranute X> , HoTHUIIUPaHU CHITIACHO HACTOSIIATA TUPEKTUBA,
BKITIOUUTENHO <X] s—fexmuze I/II[GHTI/I(i)I/IKaHI/IOHHI/ITe HoMepa, X> kouTo ca um OuIH
onpenenenu, X kakro u sezasmre=DO neitHocture X1, 3a KOMTO TEe ca OwWiIn
HOTHU(HUITUPAHH.

KomMmucusita ocurypsiBa pezesse®e akTyalIM3uPAHETO HA TO3U CIHCHK.

‘@HOB

Ynen 30 [Unen R25 om Pewenue Ne 768/2008/EO]
IIpomenu 6 Homughuxayusama

Koraro HOTHUIIUpAIIUAT OpraH € KOHCTaTHpal Wik ¢ oun nHpopMUpaH, uye naacH
HOTHU(UIMpPAH OpraH Beue He OTroBaps Ha W3HCKBAHUSTA, YCTAHOBEHU B WIEH 24,
WIM Y€ HE M3MBIHSABA 3a[bJDKEHUSTA CH, HOTU(MUIMPAIIUAT OpraH OrpaHUYaBa,
crupa JEHCTBUETO WM OTTErjs HOTU(UKAIMITA, CIIOpE]] CiIydas, B 3aBUCUMOCT OT
CEpPUO3HOCTTa HAa HECHa3BaHETO HAa M3UCKBAHUATA WM HA HEU3MBIHEHUETO Ha
3aabiokeHusTa. Toit He3abaBHO nHGopMupa Komucusita u qpyrute AbpKaBU-WICHKH
3a TOBa.

B cnydaii Ha orpaHnyaBaHe, COUpaHe Ha JCWCTBUETO WM OTTEIVISTHE Ha
HOTU(UKAIUATA WIK B CIy4yail 4e HOTU(DHUIMPAHUAT OpraH MpeyCTaHOBH JEHHOCTTA
CH, HOTH(UIMpAIIaTa AbpKaBa-wWICHKA NpeAnpUueMa MOAXOASIIIUTE CTHIKH, 3a Ja
rapaHTHpa, 4e JoCHeTaTa Ha TO3M OpraH ce 00padoTBaT OT Apyr HOTU(UIIUpPAH OpraH
WK C€ ChbXPAHABAT Ha PA3MOJIOKEHUE HA OTTOBOPHUTE HOTU(UIMPAIIN OPraHU U Ha
OpraHuTe 3a Ha/130p Ha Ma3apa, IpHU UCKaHEe OT TAXHA CTPaHa.

Ynen 31 [Unen R26 om Pewenue Ne 768/2008/EO]
Ocnopsate Ha KOMNEMEHMHOCMMA HA HOMUDUYUPAHU OP2aAHU

Komucusita mpoyyBa BCHUKM Cily4aW, B KOMUTO MMa CbMHEHHS WIM TIpel Hes ca
W3pa3eHU ChbMHEHHSI OTHOCHO KOMIIETEHTHOCTTa Ha HOTH(HIIMpaHUS OpPraH WM B
HEMPEKbCHATOTO M3MBJIHEHHWE OT CTpaHa Ha HOTH(QUIMpPAHUS OpraH Ha
M3UCKBAHUATA U BB3JI0)KEHUTE MY OTTOBOPHOCTH.
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Hotudumupammara nepxaBa-uieHka mnpeactass npex Komucusara, nmpu mowcKBaHe,
Isulata  MHQOpMaIus, CBbp3aHa C OCHOBaHMATAa 3a HOTU(UKAIMATA WM 34
MOAABbPKaHE KOMIIETEHTHOCTTA HA CbOTBETHHUS OPraH.

Komucusra cieny 3a ToBa Isi1aTa YyBCTBUTEIHA WHPOPMAILIUS, MOJTYyUYSHA TI0 BpeMe
Ha pa3clieBaHMATA, 3 ObJIe TPETUPaHa KaTo OBEPUTEITHA.

Koraro Kommucusta KoHCTaTupa, 4ye HOTH(QHUUUPAHUAT OpraH HE OTroBaps HIU
MpecTaHe a OTroBaps Ha M3WCKBAaHHATA 32 HOTU(UIMPAHETO My, T WHGPOpMHpA
HOTU(UIMpaIaTa IbprKaBa-4JICHKa 3a TOBA U OTIPABs MCKaHE IbprKaBaTa-ujIeHKa Ja
npeanprueMe HeoOXOAMMUTE KOPUTHUPALIN MEPKH, BKJIIFOUUTEITHO, aKO € HE0OX0IMMO,
OTMsIHA Ha HOTU(UKAIHTA.

Ynen 32 [Unen R27 om Pewenue Ne 768/2008/EO]

3aovnocenus na HomugbuqupaHume opcarnu npu ocvugecmereane Ha oetinocmma um

Hotudumupanure opraHu OChIIECTBABAT OICHSIBAHE HA CHOTBETCTBHUETO CHITIACHO
IIPOLEAYPH 3a OLIEHSABAaHE HA CbOTBETCTBUETO, KAKTO € IPEIBUIEHO B WIEH 16.

OreHsIBaHETO HAa CHOTBETCTBUETO CE OCHINECTBSABA 1O TIPONOPITUOHATICH HAYWH, KaTO
ce m30ArBa HEHY)XKHAaTa TEXKECT 3a MKOHOMUYECKUTEe omepatopu. OpraHute 3a
OIlCHSBAHE Ha CHOTBETCTBHETO OCBIIECTBSIBAT CBOUTE ACHHOCTH, KaTO HAJIEKHO
OTYHUTAT pa3Mepa Ha JaJICHO NMPEINPHITHE, CEKTOPA, B KOMTO OCHIIECTBIBA JCHHOCT,
HEroBara CTPYKTypa, CTENEHTa Ha CIOXKHOCT Ha CHOTBETHATa TEXHOJIOTHS Ha
MPOJYKTa M MACOBHS WIIM CEPUIMHUS XapaKTep Ha MPOU3BOJICTBOTO.

Kato mpaBsit ToBa, Te BCe Mak cma3BaT CTENCHTA HA B3MCKATEIHOCT U HUBOTO Ha
3allMTa, W3UCKBAaHM 3a CBOTBETCTBHETO HA MNHPOTEXHHYECKOTO U3IEIHE C
pasnopen0uTe Ha HACTOAIIATA AUPEKTHBA.

Koraro HoTMuIMpaHUAT OpraH MNpeneHH, Y€ OIpeAeseH MPOU3BOAUTENl HE €
V3IBIHUII CHIIIECTBEHUTE U3UCKBAHMSI 32 OE30MMaCHOCT, MMPEABHUICHU B MIPHIIOKEeHUE |
WIM B  CHOTBETCTBALUTE XAPMOHM3UPAHW CTAHAAPTH WIM  TEXHUYECKHU
crienuQpUKauy, TOH U3UCKBA OT TO3H MPOU3BOIUTEIN Aa MPEANPUEME MOAXOISAIIUTE
KOpHUTHpaIlyd MEpPKH U He U3JaBa cepTu(UKaT 3a ChOTBETCTBHUE.

Korato B mpomeca Ha HaOmIOJAeHWE 3a CHOTBETCTBHE CIlie]] H3JaBAaHETO Ha
ceprudukara HOTU(UUUPAHUIT OpPraH YCTAaHOBHU, Y€ JaJCHO MUPOTEXHUYECKO
W3/IeNIie BeUe HE OTroBaps HA M3UCKBAHUATA, TOM M3MCKBA OT MPOM3BOJAUTENS Ja
MpeanpuemMe MOAXOASIIN KOPUTHpPAIM MEPKH M CIHpa JEeUCTBUETO WM OTHEMa
ceprudukara, ako TOBa ce Haara.

Korato He ca mpeampueTd KOpUTHpAIId MEPKHA WM T€ HE AanaT HEOOXOAUMUS

pe3ynrar, HOTH(QUIMPAHUSAT OpraH OrpaHWYaBa, CIUpa ACWCTBUETO WJIH OTHEMA
BCSAKAKBU CEpTU(UKATH, B 3aBUCUMOCT OT CITydas.
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Ynen 33
Oboicansane Ha peutenusama Ha HOMUGUYUPAHUMe OpeaHu

JIbpKaBUTE-YICHKH TapaHTHPAT, Y€ ChUIECTBYBA MpOIeypa 3a 00XkaJIBaHEe Ha PEIICHUATa Ha
HOTU(UIMPAHUTE OPraHH.

Ynen 34 [Unen R28 om Pewenue Ne 768/2008/EO]

3aovaocenus Ha Homuguyupanume opeanu 3a nPedoCmassiHe Ha UHGOPMAayusl

1. Hotudunupanure opranu nHGopMupaT HOTUGHUIUPALTUTE OPTaHH 32 CIETHOTO:

a)

BCEKM OTKa3, OrpaHUMYaBaHe, CIHMpaHe Ha [JEHCTBHETO MM OTHEMaHE Ha
cepTUUKATH;

0) BCsKakBU OOCTOSATENICTBA, KOUTO BIMSISAT BBPXY OOXBaTa W YCJIOBUATA 3a
HOTU(UIIPAHE;

B)  BCHYKM MCKaHHUS 3a MOJy4daBaHE Ha MH(pOpMalMs, MMOJyYeHH OT OpraHHuTe 3a
HaJ[30p Ha Ma3apa OTHOCHO JIEHHOCTH I10 OIICHSABaHE Ha ChOTBETCTBUETO;

I)  IpU NOUCKBaHE — JIEMHOCTUTE MO OLIEHsBaHE Ha ChOTBETCTBUETO, U3BBPIICHU
B 00XBaTa Ha TAXHATAa HOTH(HUKAINS, M BCIKAKBYU JPYTH U3BBPIICHH ICHHOCTH,
BKJIIOYMTEIIHO NPE3rpaHUYHU, WK Bb3J1araHe Ha MOANU3IIbIHUTEIH.

2. Hotudummpanure opranu mnpenocTaBAT Ha APYyTrUTe OpraHd, HOTH(UIIUpaHU

CBITIACHO HACTOAINIATAa JAUPEKTHBA, OCBIIECTBABAINM MOAOOHU JACHHOCTH TIO
OIICHSIBAHE HAa CHOTBETCTBUETO, YMWUTO MPEAMET Ca CHIIUTE NPOAYKTH, ChOTBETHA
nHpopMalnus 10 MpoOJIeMH, CBBP3aHM C OTPHUIATEIHH W, TPH ITOWCKBaHE,
MOJIOKUTETHU PE3YyJITaTh OT OLIEHSIBAaHE HA ChOTBETCTBUETO.

Ynen 35 [Unen R29 om Pewenue Ne 768/2008/EO]
Obmen na onum

Komucusita ch3maBa opraHuzamus 3a OOMEH Ha ONUT MEXKIY HAIlMOHATHHWTE OpraHU Ha
JbPKABUTE-UICHKH, OTTOBOPHU 32 MOJIMTUKATA TI0 HOTH(HUKAITHSL.

Ynen 36 [Unen R30 om Pewenue Ne 768/2008/EO]
Koopounayus na nomuguyupanume opeanu

Komucusara ocurypsiBa yCTaHOBSIBAHETO W MPABIIHOTO (DYHKIIMOHUpAHE HA TOIXOISIIA
KOOpJIUHAIMS M CHTPYIHUYECTBO MEXKIy OpPraHHWTe, HOTU(UIMPAHH CHIVIACHO HACTOSIIATa
TUPEKTHBA, 1o popmara Ha GopyM Ha HOTU(DHUITMPAHU OPTAHH.

JbpKaBUTE-UWICHKH OCUTYPSIBAT yYaCTHETO HA HOTU(UIMPAHUTE OT TSAX OpraHu B paborara
Ha TO3H (OpyM, IPSIKO WU Ype3 ONpeAeeHH MPeACTaBUTEH.
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|V 2007/23/EO (ananrnpan) |

I'naBa S
[X> Hag3op Ha ma3apa Ha Cbi03a, KOHTPOJ BbPXY NPOAYKTHTE,
KOHMTO Ce BLBE:KIAT
Ha ma3apa Ha Cblo3a, H npeanasuu npoueaypu <X|

Ynen 437
Habmeooenwe X Haozop <X na nasapa na > Cvroza <XJu [X> koumpon evpxy
npooykmume, Koumo ce gveedxcoam na nasapa na Cvioza <X/

|\ 2007/23/EO

{ HOB

1. Unen 15, maparpad 3 um umenoBe 16—29 or Permament (EO) Ne 765/2008 ce
MIpUJIAraT 3a MUPOTEXHUYECKUTE U3IEIHS.

‘ WV 2007/23/EO (anantupan) ‘

52. JwpxaBute-uneHkun wuHPopMupar exerogHo Komwucusta 3a AeMHOCTUTE CH  TIO

nabmerenne O Hamop X! Ha mazapa.
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WV 2007/23/EO (agarrupan)
= HOB

Unen 3845 @ [ Ynen R31 om Pewenue Ne 768/2008/EO] X7
++6 % w=05 [Ipoyedypa npu

RUPOMEXHUHeCKU u3<)ejzuﬂ npedcmaeﬂﬂeamu @ eeprosHiprerose [ puck Ha HAYUOHAIHO
pasnuwe <X/

L

Korato X> opranute 3a
Ha/30p Ha nazapa Ha <X mbprkaBa-wieHKa = MpeArpueMar IeHCTBHE ChIJIACHO YICH
20 ot Permament (EO) Ne 765/2008 <= X> nwiu xorato mMaT OCHOBATe/IHA MMPHYKUHA
na cuutar, <XI Ye NUPOTEXHUUYECKO W3JCINC IPEICTABIIABA eepHeseH pPHCK 3a
3[IpaBETO HAIN 0€30IaCHOCTTA HAa XOpaTa = WM 3a JAPYTH acleKTH Ha 3alluTara Ha
oOlIeCTBeHHsI HWHTEpec, TMOoMajamld B MPWIOKHOTO TOJIe HAa HAcTosAlaTa

JUPEKTUBA, < B
sa—seBa—# > Te M3BBpHIAT @ H3BHPHIBA HOAXSAMHE OLCHKA & I10 OTHOLICHUE Ha
MUPOTEXHUYECKOTO M3JENUe, KOSTO O0XBallla BCUYKHM HM3UCKBAHUS, ONPEIEICHU B
HacTosAlmara JUpeKTHBa. ChOTBETHUTE MKOHOMUYECKH ONEPATOpU CHTPYJHUYAT Ha
opraHHTe 3a Ha)130p Ha na3apa C BCSIKAKBU HGO6X0)II/IMI/I CpGI[CTBa . %&H@@pﬁﬂ@a

{ HOB

Koraro B mporieca Ha Ta3u OIICHKAa OpPraHWTE 3a HAA30p Ha IMa3zapa OTKPHAT, Y€ 3a
MUPOTEXHUYECKOTO M3JCIHMEe HE Cca CHa3ceHH W3MCKBAHUATA, OIPEICIICHH B
HACTOsIIaTa JUPEKTUBA, Te 0e3 3a0aBsiHe M3MCKBAT OT ChOTBETHHS MKOHOMHYECKU
oreparop Ja MpeArnpreMe HEOoOXOAMMHUTE KOPUTHUPAIIH JCHCTBHS, 3a Ja MPHUBEIC
MUPOTEXHUYECKOTO H3/CIHE B CHOTBETCTBHE C TE3W M3MCKBAHUS WM Ja HM3TETIIN
MUPOTEXHUYECKOTO H3JENIME OT Iazapa, WIH J1a TO HM33eMe B ONpPEICNeH OT TAX
pa3yMeH CpOK, ChOOpa3eH C €CTECTBOTO Ha PHCKA.

Opranure 3a HaJA30p Ha nazapa MWHGOPMHUPAT CHOTBETHUS HOTH(HIMPAH OpPraH 3a
TOBA.

Unen 21 ot Permament (EO) Ne 765/2008 ce mpumiiara crnpsiMO IMOCOYEHHUTE BBHB
BTOpaTa aJHHest MEPKH.
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B cimydauTe, B KOUTO OpraHMTE 3a HaA30p Ha Iasapa CYUTAT, Y€ HEChOTBETCTBHUETO
HE € OrPaHWYEHO caMo JI0 HallMOHAJIHATa Teputopus, Te uHpopmupar Komucusita u
JIPYTUTE ObPKABU-WICHKHU 3a pE3yJITaTUTE OT OLICHKAaTa U ACHCTBUATA, KOUTO TE ca
M3HUCKaIU OT UKOHOMUYECKHS OIIepaTop Aa MpearpueMe.

HNkoHOMHUYECKUST omepaTop rapaHTupa, Y€ ca MPEeINpUETH BCUYKHU IOAXOMSIIN
KOPUTMpAIY JAEWUCTBUSA IO OTHOLICHHME HAa BCUYKM CHOTBETHM NHUPOTEXHUYECKH
U3JIeNUsl, KOUTO TOM MpenocTaBs Ha nas3apa B nenus Cpros.

Korato CBOTBETHMAT MKOHOMHMYECKH OIEpAaTOp HE MpEeANpUEME IMOAXOIALIN
KOPUTHpAIIH JACHCTBHS B TIOCOYEHHS B maparpad 1, BTopa ajnmHes CpoK, OpraHuTe 3a
HaJA30p Ha Masapa MNpeAnpueMaT BCUYKHM IOAXONAIM BPEMEHHHM MEpKH, 3a Ja
3a0paHsIT WM OrpaHMYaT MPEJOCTAaBSIHETO HAa MUPOTEXHMYECKOTO H3JENHE Ha
HAI[MOHAJIHMS UM Ta3ap WU 332 U3TEIVISIHETO HA MUPOTEXHUYECKOTO U3JENINE OT TO3H
nasap, WJIu 3a HErOBOTO M33€MBaHE.

Opranure 3a Hajg30p Ha mazapa He3abaBHO uHpopmupar Komucusirta um apyrure
IbpKABU-UJICHKHU 32 TE3U MEPKHU.

WNndopmanusra, nocoueHa B maparpad 4, BKJIIOYBA BCHUYKU HAJUYHU HOAPOOHU
JaHHW, TMO-CIEIHMAIHO JaHHWUTE, HEOOXOMUMH 3a HICHTU(UIMPAHETO Ha
HECHOTBETCTBAIIOTO MUPOTEXHUYECKO HU3JENUE, NMPOU3X0Ja Ha MUPOTEXHHUUYECKOTO
U3JIENNEe, ECTECTBOTO HA MPEAINOIAraéMOTO HECHOTBETCTBUE M CHII'BTCTBAILUS PUCK,
€CTECTBOTO U MPOJBIDKUTEIHOCTTA HA MPENNPUETHTE HA HALMOHAIHO PpaBHUILE
MEpPKH, KaKTO U apryMEHTUTE, U3TbKHATU OT ChOTBETHUS MKOHOMMYECKU OIIEpaTop.
[To-cnenmanHo, opraHuTe 3a HaJ30p Ha Ma3apa MOCOYBAT JAId HEChOTBETCTBUETO CE
JBJIKY HA HAKOS OT CJIEIHUTE IPUYNHMU:

a)  HEBB3MOXXHOCT THUPOTEXHUYECKOTO W3JICIHE Ja Cla3d HW3UCKBAHMATA,
CBBP3aHM ChC 3PABETO WM OE30MACHOCTTA Ha JIMIA WU C JPYTH aCleKTH Ha
3aIuTaTa Ha OOIIECTBEHHS MHTEPEC, MPEABUICHU B HACTOSIIATA TUPEKTHUBA;

6) HEAOCTAThIIU HAa XapMOHU3SUPAHUTC CTAHAAPTH, TIOCOUYCHU B YJICH 15 , HA KOUTO
C€ OCHOBaBa IpE3yMIIIuUATa 3a CbOTBCTCTBHUC.

JbpKaBUTE-WICHKH, pa3jMYHUd OT 3allOyHanara Mpoleaypara IbpKaBa-uiIcHKa,
uHdopmupar 6e3 3abaBsHe Komwucusita m ApyruTe Ibp)KaBU-YJICHKH 32 BCHYKH
MPHUETH MEPKH U 32 BCSAKA OMBIHUTENHA WH(OPMAIIUS, C KOATO pa3mojarar u KosTo
€ CBhp3aHa ¢ HEChOTBETCTBHETO HA CHOTBETHOTO NMUPOTEXHUYECKO HM3JEIHEe, H — B
cillydyaif Ha HechIJlacMe C HOTH(HIMpaHaTa HalMOHAJTHA MspKa — 3a CBOUTE
BB3PAKCHHUS.

Koraro B cpok or 3 Mecena oT HOJy4aBaHETO Ha HMH(OpManuUATa, MOCOYEHa B
naparpad 4, He € MOBIUTHATO BB3PAKEHHWE HUTO OT JIbp’KaBa-wie€HKa, HUTO OT
Komucusita BbB Bpb3Ka ¢ BpeMEHHa MspKa, IPEAnpueTa OT Ibp)KaBa-uJeHKa, Ta3u
MsIpKa ce cuuTa 3a 000CHOBaHa.

I[’bp)KaBI/ITe-‘-IHCHKI/I rapaHTupar, (S 110 OTHOIICHHEC Ha CHOTBCTHOTO

MAPOTEXHUYECKO M3JIeNIe ca MpeAnpueTr 0e3 3a0aBsHe MOIXO0 AN OTPaHUYUTETHI
MEPKH.
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WV 2007/23/EO (agarrupan)
= HOB

Unen 639 LS [Unen R32 om Pewenue Ne 768/2008/EO

Ipeonasna xzeagze 2O npoyedypa na Cvioza <XJ

B> KoraTo IpU TIPUKIIIOYBAHETO

Ha mpoleaypara, npeIBUAeHa B YWieH 38 naparpadu 3 u 4, cpenty n1aaeHd MEpKH Ha
Jbp)KaBa-4eHKa ca MOBAWTHATU Bb3paxeHus <X wiau koraro Komucusra mnpereHu,
Ye TaKMBa MEPKH TPOTHBOpEYAaT Ha 3aKOHOAATEICTBOTO Ha ObmHeerss
> Crroza X1, Komucusita eexeneyrrapa X> 0e3 3a0aBsHe 3aouBa KOHCYJITAIMU C
IBP’)KaBUTE-UJICHKH U ChC CHOTBETHHS(TE) MKOHOMHUYECKH orepaTop(u) M OlCHsBa
HalMoHaimHaTa Mspka. Ha ocHoBata Ha pesynrtatute ot Ta3u oreHka Komucusra <X
= B3eMa pemeHHe & IZ> /:[ann HaHI/IOHaJ'IHaTa MSIpKa e obocHoBaHa win He. <X] e

{ HOB

Anpecatn Ha pemeHnero Ha Kommucusara ca BCHYKH JbpPKABU-UJICHKH, KaTO
Komucusita To chobmaBa He3a0aBHO Ha TAX W HAa CHOTBETHUS(TE) MKOHOMHUYECKHU
orepaTop(u).

[

%

WV 2007/23/EO (agarrtupan)
= HOB

npeleH, Ye HaIMoHalHAaTa MspKa € 00oCHOBaHA, BCHYKH <X| IbprKaBH-UICHKU
npeanpuemMar H606XOI[I/IMI/IT6 MepKI/I na %9:?&1-%&?@% > ocurypsr <XI u3TerasHETO

X> or cBOs maszap Ha
HEChOTBETCTBAMOTO wm3aenue <X u HH(I)opanaT Komucusita 3a TOoBa. AKO

X ce NpeucHu, Y€ HaOWOHAJIHATA MSpPKa HE €

000CHOBaHa, ChOTBETHUTE AbPIKABH-WICHKH OTTEIIIAT Msipkara <XI.

B> Korarto ce mpelieHH, Ye HAlMOHAIHATA MSpKa €

000CHOBaHa M HECHOTBETCTBUETO Ha MUPOTEXHUYECKOTO HU3JCIUE CE JBIDKU Ha
HEJOCTaThLIM B XapMOHU3UPAHUTE CTaHJApTH, IOCOYEHU B 4jieH 15 oT HacTosuiaTta
mupektuBa <XI, Komwucusara mpuiara = mpoueaypara, NpeABHIEHA B WiIEH 8 OT
Pernament (EC) NO[ J. ] [OTHOCHO eBporieiickara CTaHJIapTI/ISaI.II/ISI] 7 ernaes

55

BG



BG

{ HOB

Ynen 40 [Unen R33 om Pewenue Ne 768/2008/EO]
Cvomeemcmeawju nupomexHudecKu u30enus, KOumo npeocmasiasam puck 3a 30pagemo u
beszonacnocmma

1. Koraro pgbpkaBa-wieHka, ciel KaTO H3BBPIIM OIEHKAaTa ChIJACHO 4ieH 38,
naparpadg 1, ycTaHOBH, Ye BBIOPEKH Y€ MaJeHO MUPOTEXHUYECKO H3JIENHEe € B
CBOTBETCTBHE C HACTOAIIATA TUPEKTHBA, TO MPEACTABISIBA PUCK 3a 3/PABETO WU
0e30MacHOCTTa Ha XOpaTa WM 3a APYTH acleKTH Ha 3aluTara Ha OOIIeCTBEHUS
WHTEpPEC, TS M3UCKBA OT CHOTBETHHS HKOHOMHYECKH OIEpaTop Ja MpearpuemMe
BCUYKM HEOOXOOUMHU MEpKH, 3a Ja TapaHTHpa, Y€ KOrato ChOTBETHOTO
MAPOTEXHUYECKO HM3/IeTue ObJIe MyCHATO Ha Ia3apa, TO Beue HIMa Ja MPeICTaBiIsIBa
TaKbB PUCK, J1a U3TEIVIM MUPOTEXHUYECKOTO U3EIHUE OT Ia3apa WM J1a IO U33eMe B
paMKHTE Ha ONPENIEIICH OT Hesl pa3yMeH CPOK, ChOOpa3eH C €CTeCTBOTO Ha PUCKA.

2. HMKoHOMMYECKHAT ONepaTop rapaHTUpa, Y€ ca MPEANPUETH KOPUTHpALU NEHCTBUS
[0 OTHOUIEHHE HA BCHUYKM CHOTBETHU MHPOTEXHUYECKH W3JEIHS, KOUTO TOW €
IIPEIOCTaBUII Ha Mas3apa B 1enus Cpros.

3. JbpkaBaTa-uwieHka He3abaBHO wuHpopmupa Komucusara u apyrute IbpiKaBh-
wieHkd. Ta3u uHpoOpMaius BKIIOYBA BCUYKM HAJIMYHU MOJIPOOHM JaHHM, IO-
CIICHUAIHO CBBpP3aHU C I/I)ICHTI/I(l)I/IKaHI/IﬂTa Ha CBOTBETHOTO MMHUPOTECXHUYCCKO
u3JieNIue, KaTo MPOU3XOJ M BEpUra Ha JIOCTaBKa Ha MHUPOTEXHUYECKOTO H3JeIue,
€CTECTBO Ha CHIIECTBYBAIIMS PUCK, €CTECTBO M NPOJBIDKUTEITHOCT HA B3ETHTE HA
HAIlMOHAJIHO PABHUIIIE MEPKH.

4. Komucusara ©0e3 3abaBsHe 3amo4Ba KOHCYJITAMH C JbpP)KaBUTE-WICHKA U
CHOTBETHHs(T€) HMKOHOMHYECKH OImepaTtop(d) W OIEHsBa Npeanpuerata Ha
HAMOHAJHO paBHUIIE Mspka. Ha ocHoBara Ha pe3yiaTaTHTe OT Ta3W OIEHKa
Komucusita B3ema pemieHue Naid MEpKHTe ca OOOCHOBAaHM WM HE W, KOraTto e
HEOOXO0MMO, TIpe/yIara MOIXO I MEPKH.

5. Anpecatn Ha pemieHnero Ha Komwucusara ca BCHYKM JbpXKaBU-UJICHKH, KaTo
Kommucusara ro cpo0maBa He3a0aBHO Ha TSIX UM HAa CHOTBETHHUSA(TE) MKOHOMHUYECKU
orneparop(u).
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Ynen 41 [Unen R34 om Pewenue Ne 768/2008/EO]
Dopmanno Hecbomeemcmaue

be3 na ce 3acara umen 38, korato Ibp)kaBa-dJieHKAa HaMpaBU €HA OT CIICTHUTE
KOHCTaTalluu, TS W3UCKBA OT CHOTBETHUS MKOHOMHYECKH OMEpaTop Ja MpEeKpaTH
CBOTBCTHOTO HCCHOTBECTCTBHUC:

a)

1)

mapkupoBkara ,,CE* e HaneceHa B HapymeHue Ha wieH 30 ot Pernament (EO)
Ne 765/2008 nnum Ha wien 20 oT HACTOSAIIATA TUPECKTHBRA;

MapkupoBkara ,,CE* He e HaHeceHa;
EC nexnapanusra 3a CbOTBETCTBUE HE € CbCTABEHA;
EC nexnapanusTa 3a CbOTBETCTBUE € HEIIPABUIIHO ChCTAaBEHA;

TCXHUYCCKATa JOKYMCHTAIIWA HC € HAJIUMIC UJIK HE € ITbJIHA.

Koraro HechoTBeTCTBHETO, MOCOYeHO B maparpad 1, TpoaBIKH, CHOTBETHATa
IbpKaBa-4jeHKa MpeArnpuemMa BCUYKM MOIXOASANIM MEPKH Ja OrpaHu4Yd WU J1a
3a0paHy TMPEJOCTaBSIHETO HA MHPOTEXHUYECKOTO H3JETHEe Ha TMa3apa, WiIH Ja
OCUTYPH HETOBOTO M33€MBAHE WJIM U3TETJISHE OT Ma3apa.

|\ 2007/23/EO
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WV 2007/23/EO (agarrupan)
= HOB

I'1aBa 6
[X> eaernpanu ¥ M3MbJIHUTETHH NpaBoMonnus <X

Ynen £842
# 20 Jlenecupano npasomowue <X/

== Komucusita € onpaBoMoOIIeHa Ja IIpueMa JIelIeTUpaHu

aKTOBE B CHOTBETCTBHE C WieH 46 OTHOCHO: <

a)

> uneHTHdUKAIMITa HAa MHPOTCXHUYCCKUTEC U3ACIHSA, I[OCOYCHH B WICH 3,
naparpa¢ 1 Ha 0a3zara Ha <X] aza : :
erAeHHsMenersHa—al[penoppkure Ha OpraHuszanusara Ha 0O0eIMHEHU
> 3a mpeBo3 Ha onacHu ToBapu <XI;

0)

|V 2007/23/EO (ananrnpan) |

ajanranuu 8 Ha npuwioxenues [ gH-cripsMo TexHnueckus nporpec;

aJanTaly Ha U3UCKBAHMATA 3a €ETUKETUPAHE, TOCOUYECHH B wieHoBe 29 n :310.

BG

{ HOB

Ynen 43
Ynpaoscussane na oenecupanemo

HpaBOMOHII/IeTO JAa npueMa ACJICTUPAHHU aKTOBC CC IMPEAOCTaBA Ha Kommcusra npu
CITa3BaHC HA MPCABUACHUTC B HACTOAIIUA YJICH YCIIOBUS.

JlenermpaneTo Ha TPaBOMOINMSA, IOCOYEHO B wieH 42, ce mpeAocTaBs 3a
HEOMpPEIENIeH CPOK, CUUTAHO OT [...| [6nuweme oama — damama Ha éiusame 8 cula
Ha HACMOoAWAmMa OUpPeKxmued).

Jenerupanero Ha MpaBOMOIIIMS, TTOCOYEHO B 4jieH 42, MOXe 1a ObJie OTTETJICHO IO
Bciko Bpeme oT EBpomeiickus mapmameHT win oT ChBeta. C pemieHHeTo 3a
OTTETJISIHE C€ TIPEKpaTsBa MOCOYEHOTO B HETO JelerrupaHe Ha mpaBomommus. To
nopaxaa JAeWcTBUe B JieHS clel MyOnauKyBaHeTo Ha pemieHHeTo B Oguyuanen
secmnuk Ha E@ponelickus cvb03 WIA Ha MO-KbCHA, TIOCOYCHA B pelIeHueTo nata. To
He 3acsira JICHCTBUTEITHOCTTA Ha JICJIETUPAHNTE aKTOBE, KOUTO BEYE Ca B CHIIA.
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Bennara cmem karo npueMe JenerupaH akT, Komwcusra HOTHQUIMpA akra
eqHoBpeMeHHO Ha EBponelickus napiaaMmeHnt u CbBeTa.

Henerupan akrt, MpHUET ChIIacHO 4ieH 42, BiW3a B CHJIa €AMHCTBEHO aKO HHTO
EBponeiickust napnameHT, HUTO CBhBETHT € MPEACTABUI BB3PAKEHUS B CPOK OT 2
Mecera ciieq] HOTU(QUIIMPaHeTo Ha akTa Ha EBpomelickus mapiameHT U ChBeTa WU
aKoO IpeaH M3TUYAHETO Ha TO3U CpoK U EBponeickusT mapiameHT, 1 CbBETHT ca
yBenommwin Kommcusita, ye HsMa J1a TPEICTaBIT BB3paKEHHs. 103U CpPOK ce
yABbJIKaBa ¢ 2 Mecella o MHULMAaThBa Ha EBponelickus napiaMeHT uin Ha CbBera.

Ynen 44
Hsnvanumennu npagomowus

Komucusra mprueMa aKTOBC 3a U3IIBJIHCHUC C OTJIC Ha Ch3JaBAHCTO Ha:

|V 2007/23/EO

0)

‘ WV 2007/23/EO (anantupan) ‘

es3AaBaHe—Ha CHCTCMa 3a apeegeassape DO mpocieanmoct <Xl, BKIIOYHTEIHO
pETUCTPALIMOHEH HOMEpP W PETUCThp Ha paBHUIETO EE&—Ha Cblo3a, C eI
UeHTU(UIMPAHE HAa TUTIOBETEC MUPOTEXHNUESCKH U3ACTHS U TEXHUS TPOU3BOAUTEI;

eb3AaBafe—Ha O0IIM KpUTEpUHU 3a PEIOBHO ChOMpaHE M aKTyalu3upaHe Ha JaHHU
OTHOCHO 3JIOTIONYKUTE, CBbP3aHU C MUPOTEXHUYECKU U3CIIUS.

{ HOB

Te3u akTOBE 3a M3NBJIHEHHUE C€ MpPUEMAT B CHOTBETCTBHE C IMpOILEIypaTa Mo pasriiexkaaHe,
nocoveHa B 4iieH 45, maparpad 2.

|V 2007/23/EO (ananrnpan) |

Ynen £945
Hoamen: 2O [Ipoyedypa no komumonozus <X/

Komucusra ce moamomara ot KomuterX> a <Xl [X> mo nupoTeXHUYECKUTE U3IEIHUS.
Toii e komuTer 10 cmuchia Ha Permament (EC) Ne 182/2011 <X1.
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|\ 2007/23/EO

WV 2007/23/EO
= HOB

32. I[Ipy mo3oBaBaHe HA HACTOAIIMSA Haparpad ce Ipuiiaraz dicHese 5 #=F oT Pemserne
1900/468H0 = Permament (EC) Ne 182/2011 < aTo—eco paenas .

|V 2007/23/EO

‘ WV 2007/23/EO (anantupan) ‘

> I'maBa 7
IIpexoaHu U 3aKJIIOYUTETHA pasnopenon <Xl

Ynen 26846
Cankuyuu

JIbp)KaBUTE-YICHKH YCTAHOBSBAT HpasHsa—esHoeno DO cucrema orT X| caHKIMHEe,
NPWIOKHMMHU 33 HapyIIEHUs Ha pa3nopen0uTe Ha HALMOHAIHOTO MPaBO, NMPHETU CHITIACHO
HacTosIIaTa JUpPeKTHBa, W DX mpemmpuemar Bcuuku HeoOxomumu Mepkd, 3a na <Xl
rapaHTHpaT TAXHOTO MpUIaraHe.

| 2007/23/EO

[IpenBunenuTe cankuu ca epeKTUBHU, CbPa3MEPHU U Bb3IHUPALIH.
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‘@HOB

JIppxkaBuTe-wieHKH HOTH(UIEpaT EBporelickata KOMHUCHS 3a Te3W pas3nopendn Hal-KbCHO
10 3 ronmu 2013 r. 1 He3a0aBHO M3BBPIIBAT HOTH(HUKAIKS 32 BCAKO MOCIEIBAIO U3MEHEHNUE,
KOETO T'H 3acsra.

{ HOB

Ynen 47
IIpexoonu paznopeoou

JIbp)KaBUTE-YWICHKHM HE BB3NPEMSATCTBAT MNPEJAOCTaBIHETO Ha Masapa Ha
NUPOTEXHUYECKUTE HM3/IENNs, KOUTO ChOTBETCTBAT HAa M3WMCKBaHWATA Ha JlupekTnBa
2007/23/EO u xouTO ca mycHaTH Ha rnasapa npeau 4 romm 2013 r.

Hanuonanuute paspenenus 3a ¢oitepepku oT kareropuu 1, 2 u 3, npepocraBeHu
npeau 4 romm 2010 1., mpoabiDKaBat Aa ca BaJIMJAHM HA TEPUTOPHUSITA HA AbprKaBaTa-
WIEHKA, KOSITO € W34ajla pa3pelieHUueTo, 10 M3TUYaHEe Ha CPOKAa MM WIH 10 4 101
2017 r., B 3aBUCUMOCT OT TOBA KOS OT JIBETE JIaTH € TI0-paHHa.

Hanmonanuute paspemieHusi 3a Ipyrd MHPOTEXHUYECKH H3enus, (oiiepBepku OT
KaTeropus 4 W CUEHUYHU NMUPOTEXHUYECKU W3JENus, MPEIOCTaBeHU Mpeau 4 1oiu
2013 r., mpoabJpKaBaT a ca BaJuIHU HAa TEPUTOPHUATA HA JbprKaBaTa-wiICHKA, KOATO
€ u3Jaja pa3pelieHueTo, 0 U3THUYaHe Ha cpoka uMm wiu g0 4 tonu 2017 r., B
3aBUCHUMOCT OT TOBa KOs OT JIBETE JIaTH € MO-PaHHA.

Upes nmeporammsi OT pasnopenduTe Ha maparpad 3 HAIMOHAIHUTE pa3pelicHHs 3a
MUPOTEXHUUECKH M3ACINS 3a TMPEBO3HH CPEACTBA, MPEAOCTaBEHU mpenud 4 Ioiu
2013 r., ocTaBaT BaJIMIHU 10 U3TUYAHE HA CPOKA UM.

Ceprudukature 3a CHOTBETCTBHE, H3IaJeHM B CHOTBETCTBHE C JlupekTnBa
2007/23/EQO, ca BanuaHH ChITIACHO HacTosmaTa qupektusa 10 4 ronu 2020 r., ocBeH
aKO CPOKBT MM Ha BAIMIAHOCT M3TEYE TPEIU Ta3Hu JaTa.

|V 2007/23/EO (anantnpan) |

Ynen 2+48
Tpancnonupane

JIbpkaBUTE-WICHKU MpUEeMaT M MyOJuKyBaT 4=sayapu—=2040-—+ X Haii-kbcHO 10 3
1o 2013 r. <X] 3aKOHOBHUTE, MOA3AKOHOBUTE W aIMHHHUCTPATUBHHUTE pa3mopesou,
HEOOXOIMMH, 3a J1a Ce ChOOPA3sT C Haes B> unen 3, naparpadu 8,
12, 13 u 15—22, unen 4, naparpad 1, qJIcH 5, yjieH 8, maparpadu 2—7, 4WICHOBE
11—15, 17—28, 30—34, unen 36, unen 37, naparpad 1, unenose 38—41, uineHose
46 u 47 u npunoxenus | u Il XI. Te nezabaBHO chobiaBat Ha Komucusra Tekcra
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Ha Te3uW pasmopendbu [X> w mpumarat Tabmuia Ha CHOTBETCTBHETO MEXKITY
pasnopea0uTe U HacTosaTa aupekTrBa <Xl.

2. Te mpumarat Te3u pasnopenodu - > u mepkure,

HEOOXOJUMH, 32 J1a C€ CHhOOPa3sAT C pas3NopenOHTe Ha HACTOAIATa JUPEKTUBA IO

OTHOIIICHHE HAa JIPYTUTE MUPOTCXHUICCKH U3eius, (poliepBepKHUTE OT KaTeropus 4 u

CICHUYHHUTE NHPOTEXHUYEeCKH m3nenus, oT 4 ronmu 2013 r. Xl
q = e orIn A e N o -

v
&< G

3. Koraro nbpxaBuTe-uleHKHM NIpHEeMaT Te3M pas3noperdu, B TAX CE ChIbpiKa
[I030BaBaHE Ha HACTOSIIATa AUPEKTHBA WIM TO CE U3BBPIIBA MPU OPUIHATHOTO UM
nyonmukyBaHe. X> Te BrIOYBAT CHINO Taka YTOYHEHHE, 4YE€ I[O30BABAHUATA B
CBIIECTBYBAIIUTE 3aKOHOBH, MOJ3aKOHOBU M aJMHMHUCTPATHBHM pa3nopeadu Ha
JUPEKTHUBATA, OTMEHEHA C HACTOAIIATAa JUPEKTHBA, CE CUMTAT 3a IIO30BAaBAHMs Ha
Hacrosimara aupekTruBa. X1 YcioBusaTa W pefbT Ha MO30BaBaHE CE OMPEACTAT OT
Ibp)KaBUTE-WICHKH, X> KakTo M HAUMHBT Ha GOpMyTUpaHe Ha ToBa yTouHeHHe <X].

4. JIbpxaBuTe-1wiIeHKH choOmaBat Ha KomucusTa TekcTa Ha OCHOBHHUTE pa3nope o OT
HAI[MOHATHOTO 3aKOHOJATEJICTBO, KOUTO T€ MpHemMar B o0jacTra, ypeiacHa C
HACTOSIIAaTa TUPEKTHUBA.

|\ 2007/23/EO

Ynen 49
Ommsana

HupextuBa 2007/23/EO ce otmens ot 4 ronu 2013 r., 6€3 ga ce 3acsArar 3aAb/DKCHUATA HA
IbPKABUTC-WICHKM  OTHOCHO  CPOKOBET€ 3@  TPAHCIOHHMpPAaHE B  HAIMOHAJIHOTO
3aKOHOJATEIICTBO U 3a IIpwiIarane Ha Jlupektusara, nocoueHu B npuioxenue I1I.

ITo3oBaBaHugTa Ha OTMEHEHATa JUPCKTUBA CE€ CUHUTAT 3a I1030BaBaHUA HaA HACTOsAIIATa
AUPCKTHUBA U CC UCTAT CHINIACHO TaG.HI/H_[aTa Ha CbOTBCTCTBUCTO B IIPUIIOKCHHUC 1V.
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|\ 2007/23/EO

Ynen 2250
Bauszane 6 cuna

Hacrosimata aupekTuBa BiM3a B CHUJa Ha JBAJCCETUS JI€H Clel MyONWKyBaHETO M B
Oduyuanen secmuux na Eeponeiickus cvio3.

K

Unenose 1 u 2, unen 3, naparpadu 1—7, 9—11 u 14, unen 4, maparpad 2—4, uneHone 6 u 7,
wieH 8, maparpad 1, wienose 9, 10, 16, 29 u 35, unen 37, nmaparpad 2, wienose 42—50 u
npunoxenus 11 u IV ce npunarat ot 4 ronm 2013 r.

|\ 2007/23/EO

Ynen 2351
Aopecamu

AnpecaTu Ha HacTosIaTa AUPEKTUBA Ca IbP/KaBUTE-UIIEHKH.

CbcTaBeHo B |[...]

3a Eeponetickus napiamenm 3a Cveema
IIpeoceoamen Ilpeoceoamen
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c=18

WV 2007/23/EO (agarrupan)
= HOB

HPUJIOKEHUE 1

CBIIECTBEHU U3NCKBAHMSA 3A BE3OITACHOCT

Bcesko nmupoTexHHYECKO U3eNue eieApa TpsAOBa [a NpUTEKaBa (YHKIMOHAIHHUTE
XapaKTEPUCTUKH, TOCOUYEHU OT MPOU3BOJUTENS HA HOTU(UIUPAHUS OpraH, ¢ Orjes
rapaHTUpaHe Ha MaKCUMaJIHAa CUTYPHOCT U HAJI€XKIHOCT.

Benuky mHpOTEXHUYECKH H3ZETUS TpsOBa da ObJaT MPOCKTHPAHU U HPSHSBEASHH
> npousBexxaanu <X] Mo TakbB HAYMH, Y€ Jla MOrar Ja ce 00e3BpexaaT IIo
0e30maceH HAYMH Ype3 MOAXOJAII MPOLEC M ¢ MHUHHMAIHO BB3JACHCTBHE BBPXY
OKOJTHATa Cpejia.

Besko mupoTtexHuyecko uznenue TpsaOBa na (yHKIMOHHMpA IMPaBUIIHO, KOraTo ce
M3M0J3Ba MO MpeAHa3HauYeHHUE.

Besko MUPOTEXHUUYECKO U3JCIUC eFeaABe TpaOBa 1ga ObJe H3MHUTBAHO IPHU
peasHeT R pPeaTHU ycloBUs. [Ipu HEBH3MOXKHOCT TOBA Jia CTaHE B J1abopaTopus
W3MUTBAHUATA €FeABa TpsAOBa na ObJAT TNPOBENECHU NPH YCIOBHUITA, B KOUTO
MUPOTEXHUYCCKOTO U3JICIIUE IIIE CE U3IMOJI3BA.

Cnennata wHbOpMAMs €W XapakTEPUCTHUKUA TpsOBa na OBJAT OTUETCHH WIIH
U3IHUTAaHU, B CIIy4ail 4ye ca MPUIOKUMU:

a)  amsads DO npoekt <Xl, KOHCTPYKIIUS W XapaKTEPHU CBOMCTBA, BKIIOYHTEITHO
HOI[pOGeH XUMHUYCCKHU CHCTaB (Maca " NPOUCHTHO CHABPIKAHUC HA U3IOJI3BAHU
BEIIIECTBA) U Pa3MepH;

0) ¢usmuecka U XUMHYECKA YCTOMYMBOCT HA MUPOTEXHHUYECKOTO H3JAETHE TPHU
BCHYKHM HOPMAJIHU U NPEIBUIANMHU YCIOBHS HA OKOJIHATA CPEAA;

B)  UYYBCTBHUTEIHOCT IpPH HOPMAJIHU M MPEIBUAMMHU YCJIOBUS Ha OopaBeHE U
IIPEBO3;

I‘) CBbBMECTUMOCT Ha BCUYKU KOMIIOHCEHTH 110 OTHOIIICHUC Ha TAXHATAa XUMHNYCCKA
YCTOWYHUBOCT;

I[) yCTOﬁ‘-IPIBOCT Ha HI/IpOTeXHI/I‘IeCKOTO n3gcme Ha BJjara, Korato c
MpeHA3HAYCHO 3a ymoTpeda NpH BIIAXKHU WM MOKPH YCIOBHS W KOTaTo
BJaraTa MOXe Ja OKaXke HeOJarompusTHO Bb3JCHCTBUE BBPXY HEromara
0€30IMacHOCT WIIH HAAEKIHOCT;

€)  YCTOWYMBOCT Ha HMCKM M BHMCOKH TeMIIepaTypu, KOTraTo MUPOTEXHHUYECKOTO
U3JieMe € IPEeIHA3HAuYeHO 3a CbXpPAaHEHHWE WM YNOTpeda INpu TaKuBa
TeMIepaTypu M OXJaKIAHETO WJIM HarpsBaHETO Ha KOMIIOHEHT WJIH Ha
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MUPOTCXHUYCCKOTO H3OCIUC KATO LAJI0O MOraTr Jga OKaXar He6HaFOHpI/I$ITHO
BB3JICHiICTBHE BBPXY HEroBsata 0€30IaCHOCT MJIH HagCxXaIHOCT,

XK) MepkH 3a O0e30MacHOCT 3a NPENOTBPATABAHE HA NPEKICBPEMEHHO HWIH
HEMpeHaMEePEHO 3allalBaHe WU 3a/1eHCTBaHE;

3)  TOAXOMSIIM MHCTPYKIIMH U5 IPH HEOOXOAMMOCT; — MapKUPOBKa 3a 0€30IMacHO
OopaBeHe, chXpaHeHHe, ynoTpeda (BKIIOUYUTEIIHO Pa3CTOSHUS Ha 6€30MacHOCT)
1 00e3BpeKaAaHe HAa OPUIMAIHUS €3UK WIHM €3WIM Ha NpUeMaliara IbpKaBa-
YJICHKA;

M)  yCTOMYMBOCT HAa HUPOTEXHUYECKOTO M3JEIUE, HEroBaTa ONAKOBKA WIH Ha
JpyTH KOMIIOHEHTH Cpellly BIIOIIABAaHE HAa CHCTOSHUETO IMpPU HOPMAIHU HU
IIPEIBUUMH YCIIOBHSI HA ChbXPaHEHUE;

i) cmnenudukanusg Ha BCHYKM HEOOXOJWMH Ypelu ¢ TPUHAUICKHOCTH H
WHCTPYKIIMU 32 0e30macHa ynorpeda Ha MUPOTEXHUIECKOTO U3/IEIHE.

[To Bpeme Ha mpeBO3 H HOpMaJ'IHO OopaBeHEe, OCBEH aKO He—e—VTFOuHEHO—B

F—IIPOU3BOJINTCIAT € MPEABHINI _JIPYTO B
UHCTPYKIIMUTE, TUPOTEXHUYECKOTO H3JENUE eFeapa TPsIOBa Aa ChAbPKA ChCTaBa Ha
MAPOTEXHUYECKATA CMEC.

4. [TMPOTEXHUIECKOTO
u3Jenue He Tp_ﬁGBa na ChIbpKA = WHHUIMUPALIN B3PUBHU BEILECTBA, PA3IUYHU OT
yepeH 0apyT WK BB3IUIAMEHHUTENIEH ChCTaB, OCBEH 3a M3zAeius oT kareropuu P1, P2
u T2 u ¢oitepBepku oT Kateropus 4, KOUTO OTTOBAPSAT HA CIEAHUTE YCIOBHS <!

a)
: FeFaB = WHUIMUPANIOTO B3PUBHO BEIIECTBO HE
MO3K€ JIECHO J1a C€ U3BJIeUe OT U3JIEIHETO <
0) & =3a kareropus Pl u3nenuero HEe MOXe HUTO Ja
(GyHKIIMOHMpA KaTO WHHUIIMHUPAIIO B3PUBHO BELIECTBO, HUTO CaMOTO TO Ja
WHUIMHPA BTOPUYHH B3PUBHH BEIIECTBA; &
{ HoB
B)  3a kareropuu 4, T2 u P2 uznenuero € nNpoeKkTUpaHO W MpEeIHA3HAYEHO J1a He
GYHKITMOHHpPA KaTO MHHUIIMHUPAIIO B3PUBHO BEHIECTBO WM aKO € MPOEKTUPAHO
J1a IETOHUPA, CaMOTO TO HE MOXeE J]a HHUIIMHPA BTOPUYHH B3PUBHH BEUIECTBA.
‘ WV 2007/23/EO (anamrupan) ‘
£35.  PaznuyHuUTE TPYyNH MUPOTEXHUYECKU MU3ICTHUS TPSOBA CHIIO Ja OTTOBAPST HAN-MaJIKO

Ha CIICAHUTC U3UMCKBAHUA:
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A.

PDOMEPBEPKHA

&51. IlpomsBomurensar pasapesess DO orHaca <Xl Q)onepBepKHTe KBbM pa3J‘II/I‘{HI/I

KaTerOpHuH CHITIACHO 4WiIeH 36, XapaKTepU3HPaIU CE 10

B3pHBHO—BeHieesBe [ HETHO CHIbpP)KAHHE HAa B3PHUBHOTO BELIECTBO <ZI
pa3crossHUsT Ha O€30MacHOCT, HHUBO Ha IIyMa WA JPYyTd MOJO0OHU
xapakTepuctuku. Kareropusra ezessa TpsOBa Jia € SICHO IOCOYCHA HA ETHKETA.

a)

6)

3a ¢oitepBepkn or karteropus | TpsOBa na ca CHa3eHU CICIHHUTE
W3HUCKBaHUS:

D)

iii)

1v)

pa3cTosiHMEeTO Ha Oe30macHOCT TpsiOBa na ObAe Hal-Manko 1 ma.
Bwnpeku ToBa, KOrato € yMECTHO, pa3CTOSHUETO Ha 0€30IacHOCT
MO>KeE J1a OblIe T0-MajKo;

MaKkcUMajiHaTa CTOMHOCT Ha HHUBOTO Ha IIyM He TpsOBa na
Hazsumasa 120 dB (A, imp) uiaM eKBUBAaJEHTHO HHMBO Ha WIyM,
U3MEPEHO MOCPEACTBOM JIPYT MOAXOJSI METO, Ha Pa3CTOSIHUETO
Ha 0€30I1acHOCT;

kareropuss | He TpsOBa Ja BKJIOYBA 3BYKOBH IETap.H,
nupobaTepu  OT 3BYKOBM TETapAd, 3BYKOBH TIETapId CbHC
CBeTIMHEH e(peKT W MHpodaTepuu OT 3BYKOBU TETApId CbhC
CBETIIMHEH €(EKT;

MUPOTEXHUUYECKUTE H3/CIHs, NMPEIHA3HAYCHU 33 B3PHUBSBAaHE Upe3
XBbpJIIHE Ha 3eMATa, B Kareropus 1 He TpsOBa 1na ChIbpXKar
moBeye ot 2,5 e mg cpedbpeH QyIMuHaT.

3a ¢oitepBepku oT KaTeropus 2 TpsOBa na ca CHa3eHU CIEIHHUTE
W3HCKBaHUSI:

i)

pa3cTosHHeTO Ha Oe3omacHOCT TpsiOBa na ObJe Hal-Malko 8 ma.
Bbnpexu ToBa, KOrato € yMecTHO, pa3CTOSHHETO Ha 0€30MacHOCT
MOXKeE J1a ObJie 0-MaJKo;

MaKCHMaJlHaTa CTOMHOCT Ha HHMBOTO Ha IOyM HE TpsAOBa na
Hagumasa 120 dB (A, imp) uiaM €KBUBAJIEHTHO HUBO Ha IIyM,
U3MEPEHO TOCPEICTBOM JIPYT MOAXOJSI METOJ], HA PAa3CTOSHHETO
Ha 0€30I1acHOCT.

3a ¢oiiepBepkn OT KaTeropuss 3 TpsOBa 1Ja ca CHA3eHU CICIHHUTE
U3HNCKBaHUA:

i)

pa3CcTossHUETO Ha 0€30MacHOCT TpsiOBa fa Obae Hal-Maiko 15 ma.
Borpeku ToBa, KOraTo € YMECTHO, pa3CTOSHHETO Ha 0€30MacHOCT
MOJKe Ja OBbJe MO-MaJko;

MaKCHUMajiHaTa CTOWHOCT Ha HHUBOTO Ha IIyM He TpsOBa na
Hageumasa 120 dB (A, imp) wiM €KBHUBaJCHTHO HUBO Ha IIyM,
M3MEPEHO MOCPECTBOM JAPYT MOAXOSI METO, Ha Pa3CTOSHUETO
Ha 06e30MacHOCT.
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2.

DoifepBEepKUTE MOse MOraT Ja Ce MPOM3BEXKAAT CaMO OT MaTepHaId, KOUTO
CBEXJAT O MMUHUMYM pPHCKa 3a 3[[paBeTO, COOCTBEHOCTTA U OKOJHATa cpeia,
MPUYUHEH OT OTJIOMKH.

HaunnbT Ha 3ananBaHe efessa TpsAOBa ga ObAe SICHO BUAMM WM na Obie
MMOCOYEH BBPXY €TUKETa WM B UHCTPYKIIUUTE.

doiiepBepkuTre He TpsAOBa Ja M3BBPIIBAT XAOTHYHO M HEMPEICKa3yeMo
JIBUKECHHUE.

doitepBepkure oT Kareropuu 1, 2 u 3 TpsOBa na ObaaT 3alIUTEHHU CpeILy
HEMPEHAMEPEHO 3alajIBaHE 4pe3 3alUTHO MOKPUTHE, YPE3 ONAKOBKAaTa MU
ype3 ycTpoHCTBOTO Ha m3aenuero. doitepBepkure oT kareropus 4 TpsOBa na
OBbAAaT 3alMTEHH CPEIly HEYMUIUICHO 3allaJIBaHEe YPE3 METOHU, ONPEICIICHH OT
POU3BOIUTES.

JIPYTA MUPOTEXHUYECKHU U3JEJINA

==18

2.

33.

[TuporexHuueckuTe n3aenus TpsadBa Ja ca MPOEKTUPAHU MO TaKbB HAUWH, ye
PHCKBT 3a 3ApaBETO, COOCTBEHOCTTa M OKOJIHATA cpela Ja € CBEICH 10
MUHHMMYM IIpH HOpMaJIHaTa UM yroTpeoa.

HaunebT Ha 3amanBaHe efessa TPsAOBa Ma OBJAC SICHO BUAMM WIH J1a OBIC
MMOCOYCH BBEPXY CTHKETA WM B HHCTPYKIIHHTE.

[TupoTexHUUECKUTE U3JENUs eFeapa TPsIOBa Ja ca MPOCKTHPAHU 1O TaKbB
Ha4YWH, Y€ JIa C€ HAMAJIA 10 MUHUMYM PUCKBT 3a 3/IpaBETO, COOCTBEHOCTTA U
OKOJIHATa cpelia OT OTVIOMKH P HEYMUIIUIEHOTO UM 3aIlaJIBaHe.

B 3aBucumocT OT cnydas NMHPOTEXHHYECKOTO H3JEIUE e€Fespa TpsAOBa 1a
(GYHKIIMOHHMpA TPABWIHO 0 W3THYaHE Ha CpOKa Ha TOJIHOCT, MOCOYEH OT
MIPOM3BOUTEIS.

JIETOHATOPH

==18

2.

3.

Jeronaropute TpsiOBa qa MoraT Ja ObJaT HAACKIHO 3aJICHCTBAHU U J1a UMaT
JO0CTAaThUYCH KallaluTeT 3a 3aﬂ€ﬁCTBaHe IIpyu BCUYKHU HOpMAJIHU U NPCABUIANMUA
YCJIOBHS Ha yroTpeoa.

Jeronaropute TpsOBa na ObIAT 3AIIMTEHH OT EJIEKTPOCTAaTHYEH 3apsa] MpU
HOpPMaJIHU U IPEABUIMMH YCIIOBHSI HA CbXpaHEHHE U yHoTpeoa.

Enextpuueckure netoHatopu TpsiOBa na  ObIAT  3allUTEHH  CpeIly
eNeKTPOMArHUTHU TIOJIETa NpPU HOPMAJIHH M NPEABHIANMHU YCIOBHA Ha
ChXpaHEHHE U yroTpeoa.

[ToxputuaTa Ha JETOHMpAIIUTE IIHYpoBe TpsOBa Ja MMaT HeoOXoaumara
MEXaHWYHA SKOCT U JIa MPEAna3BaT aJeKBAaTHO B3PUBHUS MBIHEXK, KOTaTo ca
MOJJIO’KEHU Ha HOPMAJTHO U IIPEIBUIMMO MEXaHHUYHO HaIpPEeKEHHUE.
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£35. [MapamerpuTe 3a BpeMETO Ha TOpPEHE Ha JIETOHUpAIIUTE ITHYpOBE TpsiOBa na
OBbJaT NPEAOCTABSIHU 3a€JHO C U3JICIIUETO.

£636. EnexTpudeckuTe XapakKTepUCTUKH (HAmp. 0€301aceH TOK, yCTOWYMBOCT H T.H.)
Ha CJICKTPUYCCKUTE JIETOHATOpU TPsAOBAa Ja C€ MPEAOCTAaBAT 3acIHO C
U3JICTTUETO.

&57. TlpoBoHUIIMTE Ha ENEeKTPUYECKUTE JeToOHaTopu TpsiOBa mga ObgaT c
JIOCTaThUHA H30JIallUs W TpsAOBAa J1a MMAT JOCTaThbUHA MEXaHMYHA SKOCT,
BKIIIOUMTENIHO  3]IpaBa Bpb3Ka C JETOHATOpa, B  3aBHUCHUMOCT  OT
MpeAHA3HAYCHUETO HM.

68

BG



BG

|V 2007/23/EO (ananrnpan) |
IMPWJIOYKEHME II

ITPOLIETYPU 3A OLIEHAABAHE HA CbOTBETCTBUETO

+Moaya B:

> EC X1 EO u3ciienBaHe Ha THIIA

l.

YyacT OT MpollelypaTa 3a OLIEHABaHE Ha CHOTBETCTBUETO, NMPHU KOATO HOTU(ULIMpaH
OpraH u3cJie/IBa TEXHUYECKUS MPOEKT Ha MUPOTEXHUUECKOTO U3JIEIUE U IPOBEPsBa U
YOCTOBEPSIBA, Y€ TEXHUYECKHAT MPOEKT Ha MUPOTEXHUYECKOTO H3JAENUEe OTroBaps
Ha M3MCKBAHUATA HA HAcTOsIIATa qupekTrBa <X

{ HoB
2. EC wm3ciienBane Ha THMa ce W3BBPINBA KATO W3CICABAHE HA OOpasell OT KpaiHHs
MPOJYKT, MPEACTaBUTENECH 3a MPEIBUICHOTO MPOU3BOJICTBO (M3CIIEBAHE HA THUMA
MPOU3BEICH MPOIYKT).
‘ WV 2007/23/EO (agamrupan) ‘
23.

x> HpOI/ISBOI[I/ITeJ'IHT nmonasa <Xl 3zassnennero 3a X> EC X1 EQ wuscnensane Ha
: =3 peaFeas—ae X camo 10 eauH <X|

HOTU(UIIMPAH OpTraH MO CBOM U300p.

|V 2007/23/EO (anantnpan) |

a-X> Tosa 3asBiieHue TpsOBa Aa BKitouBa <XI:

a)  HMETO U aJpeca Ha MPOU3BOIUTEIIsS:,

0) mMCMeHa JeKJapalys, Y€ ChIIOTO 3asBICHUE HE € MOJa, BaHO HPeH JI0 IPyT
HOTU(UIPAH OpTraH:,
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WV 2007/23/EO (agarrupan)
= HOB

TEXHHYECKaTa JOKyMEHTallusS—HoeeseHa—p—reuxa—3. DO Texuuueckara
JIOKYMEHTAIIUS TI03BOJISIBA JIa CE OIICHU ChOTBETCTBUETO HA MUPOTEXHUUICCKOTO
U3JCIUEe C TPUIOKHMUTE H3UCKBAHHUS Ha HacTosmara aupektuBa <XI = u
BKIIIOYBA CHOTBETEH AaHAM3 W OIEGHKA Ha pucka (pHCKoBere). &
X> Texuuueckara JOKYMEHTAILHS ONPEIENs TOYHO MPHIOKUMHUTE U3HMCKBAHUS
u o0xBama JOTOJIKOBA, JOKOJKOTO € HEOOXOAMMO 3a HYXIUTE Ha
OIICHSBAHETO, MPOEKTA, POU3BOACTBOTO U JICHCTBUETO HAa MAPOTEXHHUECKOTO
uznenue. TexHUUeckaTa JOKYMEHTAIUS ChAbPKa, KOraTo € MPUIIOKHUMO, Haii-
MaJKo cienHuTe eaeMenTr: <X

#: [X> KOHCTPYKTHBHU
U TPOM3BOJACTBCHU YCPTSIKU U CXEMH HA KOMIIOHCHTHUTE, CIIIOOCHUTE
CIMHUIIN U eNeKTpuiecku Bepuru <Xz,

Biii)

X> omucanusaTa W OOSCHEHMATA, HEOOXOMMMH 3a pa3OupaHe Ha TE3H
YEePTEKU M CXEMH U 3a JCHCTBHETO HAa MUPOTEXHUUECKOTO m3aenue <Xz,

ElV) CIHCHK Ha XapMOHHW3UPAHHUTE CTaHIAPTH;

HHATA— a; DO w/mnm  apyru  ChbOTBETHH TEXHHUYECKHU
crienuuKanyy, TaHHUTE 3a KOWUTO ca myOnmukyBaHu B Oguyuanen
secmuuk Ha Eeponeiickus cvio3, <X PUIOKEHHU U3LSIO WIA YaCTHYHO,
U OINUCAaHWS Ha B ; e

B> perieHusnTa, IpHETH
32 W3MBJIHCHHE HAa CHIICCTBEHUTE W3MCKBAaHMS HA HACTOSIIATA
JMPEKTHBa, KOraTo Te3W XapMOHHM3HMPaHH CTaHIApTH HE ca Owin
npwiokern Xlz. X [lpu dYacTHYHO TPUIOKEHH XapMOHU3UPAHH
CTaHIApTH TEXHUYECKATa JOKYMEHTALUs MOCOYBAa YaCTHUTE, KOUTO ca
npuioxeru, <XI
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|V 2007/23/EO (ananrnpan) |

[X> pesynraT OT HU3BBPIICHUTE MPOCKTHU
U3YKCIICHHS, TIPOBEICHUTE U3cieaBanus u ap. <Xz,

evi) TPOTOKOJM OT U3MHUTBAHUATAs,

{ HOB

I)  TMpeACTaBUTEIHHUTE o0pasiu 3a MPEABUAKAAHOTO MIPOU3BOCTBO.
Hotudunupanuar opran MoXe Ja H3UCKBA JOIMBIHUTEIHU OOpa3Iy, aKo
TaKKMBa ca HEOOXOJUMHU 32 OCHIIECTBIBAHE HA IIpOrpaMmaTa 3a U3MUTBaHUS,

)  TOAKPEISIIUTE JIOKA3aTeJICTBa 32 MPUTOJHOCT HA PEIICHUETO 32 TEXHUYCCKUS
npoekT. Te3u MOAKPEemNsIId J0Ka3aTeJICTBa MOCOYBAT BCHYKH H3IMOJI3BAHU
JOKYMEHTH, TIO-CIISITUATHO B CIIy9aWTe, KOTaTO ChOTBETHUTE XapMOHU3UPAHH
CTaHAapTH W/WIN TEXHUYECKU crienru(uKaiy He ca OUIu IpUI0KEHU U3LIAIIO.
Korato e Heo0X0arMO, MOAKPETISAIIUTE JOKA3aTSIICTBA BKIIOYBAT PE3YJITATHTE
OT U3MHUTBAHUATA, IPOBEJCHU OT CHOTBETHATA Ta00OPATOPHsI HA IPOU3BOIUTEINS
WIH OT Jpyra HW3MWUTBaTelIHA Jaboparopuss OT HErOBO MME M Ha HErosa
OTTOBOPHOCT.

N

—

o~

\S}

WV 2007/23/EO (agamrupan)
= HOB

Hotudumupanusr opran exessa:
X> 1o oTHOIIICHHUE HA MUPOTEXHUUECKOTO m3nenue: <X

H3CJICABA TCXHUYCCKATa JOKYMCHTAIUWA = " MOAKPCIIANINTE

JI0OKa3aTeliCTBa, 3a Ja OLEHM [PUTOJHOCTTA HA TEXHUYECKUS MPOEKT Ha
MUPOTEXHUYECKOTO U3JIENHUE; <~

> no otHomeHue Ha oOpasena(oopasuute): <Xl

: CHEEFRE AP CTAHARD X> ynocroBepsiBa, qe
oOpazenbT/00pa3ure e/ca mpousBeneH(M) B CHOTBETCTBUE C TeXHUYEcKaTa
JOKYMCHTAITUsl, W ONpEIeNsl eJIeMEHTUTE, NPOSKTUPAaHH B CHOTBETCTBHE C
NPWIOKHMHUTE Pa3Nope0M Ha CHOTBETHUTE XAapPMOHU3UPAHU CTaHAAPTH W/WIU
TEXHUYECKH Ccrenu(uKanuy, KaKTo M CIIEMEHTUTE, NpOoeKTUpanu, Oe3 Ja ce
NPUJIOKAT CBOTBETHUTE pa3nopenou 3a Te3u cranaaptu <Xl;
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Hﬁ%@i@%@ MMpOBECIKAA MOAXOAAIIN U3CICABAHUA U UBIIUTBAHUA UJIIK OpTaHHU3Upa
TAXHOTO IMPOBCKAAHC C LCIT Ja MPOBCPHU JaJIh B CIIyHaUTEC, KOTraTO IMPOU3BOAUTECIIAT €
H36pan Ja NpUJIOoKHU pelICHUATAa OT CbOTBCTHUTC XapMOHU3UPAHU CTAHAAPTH H/unu
TCXHHUYCCKU CHCIII/Iq)I/IKaIII/II/I, ChbIIUTEC Ca oun MIPUITOKCHU ITPABUIIHO @;

44

‘@HOB

MPOBEXKIa MOAXOASIIM M3CIEIBAHUA W U3MUTBAHUS WIM OpPraHU3Upa TAXHOTO
MPOBEXKAAHE C LIEJI ]a TPOBEPHU JAIH B CIIy4auTe, KOraTo PEIICHHUsITa OT ChOTBETHUTE
XapMOHHU3UPAHU CTAaHAAPTH /WM TEXHUYECKU CHelM(UKAIMN HE ca MPUIIOKEHHU,
penieHusTa, u30paHu OT MPOU3BOJAUTEINSI, OTTOBAPIT HA CHOTBETHUTE CHINECTBEHU
M3MCKBaHUS 3a O€30MAaCHOCT Ha HACTOALIATa TUPEKTHBA;

N
)

|V 2007/23/EO (anantnpan) |

ﬁ ChITIaCyBa ewesaspHzess O ¢ HpOI/I3BOI[I/ITeJ'I$I @ MSICTOTO, KBJETO I 6%5aF
+—[> ce mnposenar

W3CIIEIBAHUATA U M3NUTBaHuATa <XI.

‘@HOB

HoTtudunupanust opran cbcTaBs JI0KIaa OT OLIEHKATa, B KOMTO OMKCBA JIEHCTBUSATA,
MpEeANpUEeTH ChIJIAaCHO To4yka 4, M TOoJdydyeHuTe pe3ynratd. be3 ormex Ha
3aIBJDKEHUSITA CH MO OTHOIICHHE HAa HOTU(MUIUPALIUTE OpraHu, HOTHPHUIMPAHUSIT
OopraH pasriacsBa M3LSJI0 WM OTYAaCTH CBHIbPKAHMETO Ha JOKIaJa CaMO CbC
CBIJIACUETO Ha MPOU3BOIUTETIS.

X

WV 2007/23/EO (agarrrupan)
= HOB

Koraro tunsT oTroBaps Ha
> u3nckBaHMsATa HA KOHKPETHHS 3aKOHOJATEJIEH HWHCTPYMEHT, MPUIOKHAMH KbM
CHOTBETHOTO MUPOTEXHUYECKO wu3zaeine, Xl HOTUOHUIMPAHUIT OpraH eFeABa—HS
u3nalX> Ba XI zme Ha saspmzess [ npoussomutens Xl cepruduxar 3a EO
X> EC <X] uscnensane Ha tumna. CepTuUKaThT eFeABa=Aa ChIAbPiKa HMETO U aapeca
Ha TPOM3BOAMTEIS, pesyrrasmre DO 3awmoveHusra <XI or wuscnenBanero DO,
YCJ'IOBI/IHTa (ako nma TakuBa) 3a HeroBaTa BaauaHOCT <X] U #s : :

HEO0OXOIUMUTE NaHHM 332 MACHTU(DUKAIMS HA OHOOPEHHUS THIL.

I:t>CepTI/I(bI/IKaT'bT MOJKE J1a ChIbPrKa €IHO WM TIOBEeUE MPUTIOKEHUS. <
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WV 2007/23/EO
= HOB

= CepTH(bI/IKaTLT U TIPWIOXKEHUATa KBbM HETO ChABpPXKAT IsIaTa HEoO0XoauMma
nH(popMaIs, 3a Ja MOXe ChOTBETCTBHETO Ha MPOWM3BEIACHHUTE MPOIYKTH Na ObIe
OILICHEHO CIIPSIMO W3CJICJBAHMS THII U J1a CE JaJie BB3MOXKHOCT 32 OCBIIECTBSIBAHETO
Ha KOHTPOJI IO BpeMe Ha eKcIuioaTanus <.

WV 2007/23/EO (agarrtupan)
= HOB

= Korato TumbT HE OTroBapsi Ha MNPUIIOKUMHTE H3UCKBAaHUS Ha HACTOAIATa
OUPEKTHBA, <& HOTU(DUIIUPAHUAT OPraH =5 B © OTKa3Ba Ja U3/1aJe
cepruuxkar 3a EC wuscienBaHe Ha Tuma M CHOTBETHO HH(popana oAaus
3asBJICHHETO, KaTO MOJPOOHO MOTHBUpPA OTKa3a CH ;
OFKas.

|\ 2007/23/EO

{ HOB

Hotudumupanusat opran cieau 3a eBEHTYaIHH MPOMEHHU B OOLIONPUETOTO HUBO HA
TEXHUYECKH [TO3HAHUSA, KOUTO IPOMEHH ITOKAa3BaT, ue OJOOPEHUST TUIl MOXKE Beue J1a
HE OTroBapsl Ha MPUJIOKUMHUTE U3UCKBAaHUS Ha HACTOSIATa JUPEKTHUBA, U MIPELICHBA
Jlad TakMBa IPOMEHM HW3UCKBAT IO-HATaTBUIHM NpOy4YBaHHMA. AKO TOBa € Taka,
HOTU(UIUPAHUAT OpraH UHPOPMHUPA TPOU3BOAUTEIIS.

‘ WV 2007/23/EO (anantupan) ‘

IX> y KOTOTO C€ Hammpa
TeXHUYECKaTa JOKyMEHTaIus, oTHacsIa ce 10 ceprudukara 3a EC uzcnenane Ha
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L

TUIIA, 3a BCHYKHU IIPOMCHHU Ha OI[O6pCHI/IH THUII, KOUTO MOraTr Jga IIOBJIUAAT Ha

CBHOTBETCTBUETO Ha MUPOTEXHUYECKOTO M3/ENINE ChC CHIIECTBEHUTE M3UCKBAHMS 3a
0e30IIaCHOCT Ha HAcTosIlaTa AMPEKTHBA WM Ha YCIOBHMATA 3a BaJIMIHOCT Ha
ceprudukara. TakuBa mpomenu m3uckBaT <X| Lepa NOMBIHUTENHO 0100peHHE ee

aasa 110/ opMaTa Ha JOMBIHCHHE KbM HbPROHANaEHHS OPUTHHAIHUS cepTU(dUKAT
3a E© > EC <X] uzcnensade Ha THIA.

> unpopmupa
CBOMTE HOTH(HIUpaIy opranu 3a ceprudukaru 3a EC nscneapane Ha tuma <Xl=8-

X> 3a <XI mombiaHeHUsS

pasgeaoxense=[X> KOUTO € W3/AJI WIK OTHEN, U NEPHOIUYHO WM TP ITOMCKBAHE
IPEJOCTaBsl Ha CBOMTE HOTU(UIMPAIIM OPTaHU CHHCHK HA CepTHU(PHUKATUTE H/HIU
JOIBIHEHHUATA KbM TSIX, KOUTO € OTKa3all J1a U3/1aje, CIIpsuI € JeHCTBUETO UM WM 1O
JpYT Ha4uH € orpaHuymi. <X

{ HOB

Bceekn HOTH(UIUMpaH opraH WH(OpPMHUpPA OCTaHAIMTE HOTU(UIMPAHH OPraHU 3a
ceprudukarure 3a EC u3cnenpane Ha THMA W/WIM 32 AONBIHEHUS KbM TAX, YUETO
W3aBaHe € OTKa3aJl, OTHEJN, CIpsUl € JCHCTBHETO MM WJIH IO IPYr HA4YWH €
OTPaHUYMI, a MPHU MOUCKBAHE U 3a CepPTU(UKATUTE W/WUIM JONBIHEHUSATA KbM THX,
KOHTO € M3/1al.

Komucusita, 1ppKaBUTe-4ICHKH U OCTAaHAIUTE HOTH(PHUIMPAHU OPraHU MOTat, MpU
MMOMCKBaHe, Jia MoJIydaT Komue oT cepTudukatute 3a EC n3cneaBaHe Ha THTIA W/ AU
OT JOIbIHEHUsATA KbM TsX. [Ipu mouckBane Komucusita u qpp:kaBUTEe-4JI€HKA MOTaT
Jla TI0JIy4aT KOMHUE OT TEXHUYECKaTa JOKYMEHTAUs U PE3YITATUTE OT MPOBEIACHUTE
OT HOTU(UIIMPaHUs OpraH u3cienBanus. HoTuduupanuar opran chXpaHsiBa KOMHe
ot ceprudukara 3a EC nscneaBaHe Ha THTA, HETOBUTE TMPUIIOKEHUS U JIOTBIIHEHUS,
KaKTO ¥ TEXHUYECKOTO JOCHE, BKIIOYBAILIO JOKYMEHTAUMATA, IPEICTABEHA OT
MIPOU3BOIUTEIS IO U3THYAHE HA BAIMIAHOCTTA Ha cepTudUKaTta.

[Ipon3BoauTensAT ChbXpaHsBa Ha Pa3MOJIOKEHUE HA HALIMOHAIHUTE OPTaHU KOMHE OT
ceprudukara 3a EC um3cnenBaHe Ha THITA, HETOBHTE NMPWIOKCHHS U JOMBIHCHHUS
3a€HO C TEeXHUYecKaTa AOKYMEHTalus B MpoabkeHue Ha 10 roguHu cien
IIyCKAHETO HA MUPOTEXHUYECKOTO U3EIIHNE HA Ia3apa.
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|V 2007/23/EO (ananrnpan) |

2 MoayJa C2:

CroorBercTBHE ¢ THNA X> BB3 0CHOBa Ha BbTpellleH MPOU3BOACTBEH KOHTPOJI ¢ HA30pP
HA MPoBepKaTa Ha MPOAYKTA Ha caydaiinu nHTepBain <Xl

1. To3u Moayn chabpka ONHMCAaHWE HA OHA3U YacT OT O ChOTBETCTBHE C THIIA BBH3
OCHOBA Ha BBHTPEIICH MPOU3BOJICTBEH KOHTPOJI C HAA30p HA MPOBEPKATa HA MPOIYKTa
Ha Ciay4aiHd WHTEpBaau € Tasu dacT oT <Xl mporemypara [X> 3a oreHsBane Ha
ChOTBETCTBUETO <XI, HpH Upe3 KOATO MPOU3BOAUTEIIAT X> M3MbIIHABA 33 bJDKCHUATA
CH 1O TOYkd 2, 3 U 4 u <XI % CI/IF¥Q$IB u zleKnapHpa IZ> Ha CBOS
OTFOBOpHOCT Xl +61 +
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|V 2007/23/EO (ananrnpan) |

U3EIns

4Ye ChOTBETHUTE NHPOTEXHUYECKU
ca B ChOTBETCTBUE C THIIA, ONKCaH B cepTu¢ukara 3a S

X> EC <X] wuscinenBaHe Ha THIA, U w TFOBaQH Ha HW3HMCKBaHHWATA Ha

B> Tpoussoacteo <Xl

[lpousBoauTensaT eseapa [ B3eMa BCHYKM HEOOXOJAMMH MEpKH 3a TOBa
MPOU3BOJICTBEHUAT MPOIIEC U HETOBOTO HAONIOJCHUE J1a OCUTYPST ChOTBETCTBUETO
Ha IPOU3BEKIAHHUTE MPOIYKTHU C TUMA, onucaH B ceptudukara 3a EC nzcneasane Ha
THUIIA, ¥ C U3UCKBAHUATA HA HACTOSIIATA JUPEKTHBA, TIPUIOKUMHU KbM Tax. <Xl

{ HOB

[IpoBepku Ha poayKTa

Hotudunupan opran, u3bpaH OT NPOU3BOIUTENS, HM3BBHPIIBA IPOBEPKUTE WIIU
OpraHU3Hpa TAXHOTO W3BBHPILIBAHE HA CIyYailHU MHTEPBAJIU, ONPEACIICHU OT OpraHa,
3a 1a Ob/ie MPOBEPEHO Ka4eCTBOTO Ha BHTPEIIHUTE MPOBEPKH HA MUPOTEXHUUECKOTO
W3Jere, KaTo ce B3eMaT MOJ BHUMaHUE, inter alia, TEXHONOTHYHATA CIOXHOCT Ha
MUPOTEXHUYECKUTE U3JIEIHSI U KOJIMYECTBOTO HA mpoaykuusaTa. [logxozsima nu3Baaka
OT KpallHUTE MPOAYKTHU, B3€Ta HA MSCTO OT HOTU(DUIIUPAHUS OPTaH MPEIH MyCKaHETO
Ha MPOJAYKTHTE Ha IMa3apa, C€ H3ClelIBa, KAaTO CE€ M3BBPIIBAT IOAXOSALIUTE
W3NUTBAHUSA, ONPENENIEHN OT ChOTBETHUTE YAaCTH HA XapPMOHM3UPAHUTE CTAHAAPTHU
W/WAM  TEXHUYECKHUTE cheuu(uKaluyd, WIM pPaBHOCTONHM W3NUTBaHUS, C LEJ
MPOBEPKAa HA CHOTBETCTBHUETO HA MUPOTEXHUUYECKOTO HM3JEIUE C THUIA, ONUCAH B
cepruukara 3a EC wu3cnenBaHe Ha Tuma, U CbC CHOTBETHUTE W3HCKBAaHUS Ha
HacrosinjaTa JupeKkTuBa. B cioydamre, KOraro wu3BajkaTa HE CBOTBETCTBAa Ha
JOTyCTUMOTO HUBO Ha Ka4€CTBO, OPraHbT MpeANprueMa HEOOX0AUMUTE MEPKH.

HpI/IHaFaHCTO Ha Imponcaypara 3a IMpueMaHC Ha MU3BAJKHW MMa 3a LCJI Ja YCTaHOBU
JaJIin IPOU3BOACTBCHHUAT IIPOLEC HA MUPOTEXHUYCCKOTO HU3ACITUC CE OCHIICCTBABA B
PAMKHUTC Ha JOIMYCTUMHUTC I'paHUIIM C OIJICA HA OCUT'YPSABAHCTO Ha CHLOTBCTCTBUCTO
Ha MUPOTEXHUYCCKOTO U3CIIUC.

Koraro n3nuTBaHusTa ce MPOBEXKAAT OT HOTU(DHUIMPAH OpraH, NPOU3BOIUTENAT, HA
OTTOBOPHOCTTA HAa HOTU(HUIMPAHUS OpraH, HaHACA UACHTU(PHUKAIMOHHUS HOMEp Ha
HOTU(UIIPAHUS OpraH M0 BpeMe Ha MPOU3BOACTBEHUS MPOLIEC.

MapkupoBKa 3a CbOTBETCTBHE U JACKJIapals 32 CbOTBETCTBUE
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4.1

[Ipon3BoauTenaT HaHAcsd HW3MCKBAHATa MAapKHPOBKA 3a CBHOTBETCTBUE, KAaKTO €
NPEIBUJCHO B HACTOSIATa JTUPEKTHBA, BbPXY BCEKH OTIEJIEH MPOAYKT, KOWTO € B
CBHOTBETCTBUE C TUMA, omnHcaH B cepTudukara 3a EC u3crnenBane Ha Tuma, U KOHUTO
OTroBaps Ha IIPWIOKUMUTE U3UCKBAHKS HA HACTOALLATA JUPEKTUBA.

4.2 [IpousBoguTenar cbCTaBsd NUCMEHA  JEKjiapalus 3a  ChOTBETCTBHE  3a
MUPOTEXHUYECKOTO M3JENUs M 5 ChbXpaHsABa Ha Pa3loJOKEHHWE Ha HAlMOHATHUTE
OopraHd B TNpojabbkeHHue Ha 10 roaMHM clief MyCKaHETO Ha MHPOTEXHUYECKOTO
HA3JEIIHNE Ha nasapa./lexnapanusita 3a CHOTBETCTBUE uaeHTudumpa
MUPOTEXHUUYECKOTO U3JIEIHE, 32 KOETO € ChCTABEHA.
Komnue or nexknapanusra 3a CbOTBETCTBHE CE€ MPEAOCTaBS HA ChOTBETHUTE OpPraHU
MIPU TTIOMCKBAHE.

MoayaD

CbOTBETCTBHE € THIIA Bb3 OCHOBA Ha OCHTYPsABAHE HA KA4Y€CTBOTO HA MPOU3BOACTBOTO

ChOTBETCTBHE C THUIIA Bb3 OCHOBA Ha OCUT'ypsABaAHC Ha KadCCTBOTO Ha
MOPOU3BOACTBOTO € Ta3W YaCT OT Hpouncaypara 3a OLCHABAHC Ha CHOTBCTCTBUCTO,
Upe3 KOATO MNPOU3SBOAUTCIIAT H3IbJIHABA 3aABbJDKCHUATA CHU IIO TOYKH 2usSmnu
ocurypsiBa U ACKJIaprupa Ha CBOA OTTOBOPHOCT, Y€ MUPOTCXHHUYCCKUTEC U3ICIUA Ca B
CbOTBETCTBHUE C THIIA, KAKTO € OIIMCAaH B CepTI/I(l)I/IKaTa 3a EC HU3CJIICABAHC Ha TUIIA, U
OTTOBApPAT HAa USUCKBAHUATA HAa HACTOAIIATA JUPCKTUBA.

3.1

‘ WV 2007/23/EO (anantupan) ‘

B> Tpoussoacteo <Xl

a=4 X> TIpousBoauTesaT pa3paboTBa
U BBBEXIa 0100peHa CHCTeMa M0 KauyecTBOTO 3a IMPOM3BOACTBOTO, KOHTPOJA Ha
KpalHUS TPOAYKT M U3MMTBAHETO HAa CHOTBETHUTE MUPOTEXHUYECKH H3ENHNS, KAKTO
e onpeneneHo B Touka 3 ,Xl—Fe#ereasa—sa X u X nomiexu Ha HabmeaeHHere

> Han3op, kakTo € onpeneneHo B <X] #e Touka 4.

Cucrema 3a X o <X] kauectBoX> TO <XI

¢ > nonaBa 3asiBiieHHE 3a OLICHSBAHE HAa HEroBara CUCTEMa
0 Ka4eCTBOTO IO OTHOLICHWE HAa CHOTBETHUTE MUPOTEXHUYCCKU H3JACIUS 0
HOTU(UIMPAH OpraH mo cBoii nzdop <Xl.

[X> Topa <XI 33asBIcCHNECES
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{ HOB

a) HMCETO U aIp€Ca Ha IMMPOU3BOAUTCIIA,

0) TmCMEeHa JeKiapanus, Y€ ChIIOTO 3asBJICHHE HE € TOJaBaHO IO JpYT
HOTH(HIIMPAH OPTaH,

3.2

‘ WV 2007/23/EO (anantupan) ‘

B msmata wHGOpMAaIus,
CBBp3aHa ¢ npeprkaaHara <Xl kaTeropus MUPOTEXHUIESCKU H3IEIUsS,

)83 JOKYMEHTAIMsATa OTHOCHO cucTemata 3& X nmo <Xl kauectBoX> 10 Xl3,

I)B) TEXHUYEcKaTa JOKYMEHTAIusi Ha OJOOpEeHHs TUI M KOMHe OT cepThdHKaTa 3a
EOS X EC <Xl usciensane Ha THIIA.

Cucremara s& X no <XI kagectBoX> To <X] sa > ocurypsisa <XI
CHOTBETCTBHECES HA MUPOTEXHUUCCKUTE M3CTHS C THIA, OMKCAaH B cepTU(HUKATA 3a
EQ X EC <Xl uscienBane Ha TUNa, U C spasessare usnckBanusaX> ta Xl Ha
HacTosmaTa qupektusa X> | mpumoxkumu kpM Tsx <X,

Bcuuky eneMeHTH, H3MCKBAHUSL M MTPEANUCAHMS, HpI/IeTI/I OT TPOU3BOJIUTEIIS, eXeABE
aa-6waar DO ce X nokyMeHTHpagHT : X> penoBHO
u cucremarnuHo X mox ¢opmara Ha THCMEHH IIOJUTUKH, MPOLEAYPH |
uHCTpyKIMU. JlokymeHTanmara Ha cucrtemara s& DO mo X1 kauectBolX 1o <XI

eeABa—Aa I103BOJISIBA % gHo3Haqu TBIKyBaHe Ha mporpamute X> mo
KauecTBOTO <Xl, MIaHoBeTE, P4 BaFa HAPDbUHULINTE U SPXHBHES 3aIMCHUTE 38

X> Ts BkIIOYBaA, IIO-
crienango, <Xl MoaXoasII0 OIMCaHNE Ha:

a)  LCINTC—eBBP3aHH—e [0 KAYeCTBOTO M OpraHM3alMOHHATa CTPYKTYpa,
OTrOBOPHOCTUTE | HpaBOMOH_II/IHTa Ha PBKOBOJCTBOTO MO OTHOLICHHE Ha
Ka4eCcTBOTO Ha : zeass DO nponykrute <Xls,

0)

KageespoTe; X ChOTBETHUTE CPEJCTBA M METO/U 32 MPOU3BOJCTBO, KOHTPOI U
OCUrypsiBaHe Ha KadecTBOTO, <X| MpOIECHTE U CHCTCMATUYHHTC HeHeTBHS
B> mepku <X, KOUTO 1e ce mpuiiaraTs,

‘ WV 2007/23/EO (anantupan) ‘

B)  M3CJICJABAHMATA M M3MUTBAHUATA, KOUTO IIE CE M3BBPIIBAT MPEIHU, 110 BpEME U
cliel TIPOU3BOJICTBOTO, S et . [X> kakTO M uecroTaTa, C
KOSITO 11e ObaaT u3BbpIBanu <Xz,
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33

3.4

3.5

WV 2007/23/EO (agarrupan)
= HOB

I) Zer¥MeHTHTe—sa 3aIUCUTE 10 KAauyeCTBOTO, KAaTO JOKJIAId OT MPOBEPKH,
JaHHU OT W3MUTBAHW, JaHHW 3& OT KanmuOpupaHe u JOKIAgM 3a
KBaTH(UKAIKATA HA ChOTBETHHSI TIEPCOHATTE,

)  CpencTBaTa 3a HaOJIOJCHUC H& 33 MOCTUTAHEEe Ha M3MCKBAHOTO KAa4eCTBO HA
e FHA B nponykture XI U ePEKTHBHOTO
¢dyHKIMOHNpaHe Ha cucTeMaTa 3& X no <Xl kagecTBoX> TO <XI.

Hotudurmpanusr opran exeapa—aa—exess# DO olcHsIBa <ZI cucreMara s& X no <X
kadecTBOX> To <X, 3a na yeramew® onpeneaN AU TS £pepaRa 0TrOBaps Ha
W3UCKBAHMATA, ITOCOUYCHH B TOUKa 3.2.

CJIEMEHTUTE HA CHUCTEMaTra IO KadyeCTBOTO, KOMTO OTIOBAapsT Ha CHOTBETHUTE
crieripUKAIUM HA HAMOHAIHUS CTaHAApT, KOWTO BBBexAa XI CHOTBETHUS
XapMOHM3HpPaH cTaHmapT X w/wimm TexHudyecku creruduKauy, HOTUPHUIUPAHHUST
OpraH Ipuema, ue € HaJIMIle ChOTBETCTBUE C MIOCOYCHHTE MO-rope u3uckpanus <Xl.

X> B pombiHEHHE KbM OIUTA B
CUCTCMHU 3a YIPABJICHHC Ha KAa4CCTBOTO, CKUIIBT OAWTOPHU pasmojara Hal-MaJIKko
¢ <X] enuH YICH C OIMKT B OLICHSABaHETO Ha [X> Te3u mpoaykT U ¢ mo3HaHus 3a <X
evorpernare TexHoJorusaTa Ha DO chorBetHuTe X1 mpoaykram, [ kakro wu
TIO3HAHMS 33 MPWIOKUMHUTE U3UCKBAHUS HA 3aKOHOJATEIHUS MHCTPYMEHT. OAUTHT

Za BKJIIOUBA IMOCCIICHUE e=Hed—HpeBepka B
NOMEIICHUsITA Ha Tpou3BomuTenss [X> 3a m3pbpmBaHe Ha oreHka <X1. = EkunmbT

OJIUTOPH TPETIISKIa TEXHUYECKaTa TOKyMEeHTalus 1o Tovka 3.1, OykBa 1), ¢ 1en aa
YCTaHOBU CIIOCOOHOCTTA Ha MPOU3BOIUTENS Ja ONMPEISTH MPHIOKUMUTE U3UCKBAHUS
Ha 3aKOHOJATEITHUS WHCTPYMEHT U Ja MPOBEAC HEOOXOAMMHTE H3CIICIBAHUS C IIET
Jla OCUTYPH CHOTBETCTBHETO HA MPOIYKTA C T€3U U3UCKBAHUS. <

x> TOBa YBEJOMJICHUE BKIIIOYBA 3aKIIOYCHHSITA OT
OJINTa ¥ MOTHBHPAHO PEIICHHE OTHOCHO U3BBPIIECHOTO OleHsBaHe <XI.

[TpouzBoguTensT a X ce 3ampioKaBa
na m3neaHA <X 3aABDKCHUATA, MPOM3THYAINNA OT $&k& OJ00peHaTa CHCTEMa 3&
X no <X] xauectBoX> 10 <XI, a4 : . H RS

Ja TOIIbpXKa Ta3d CHCTEMa B CbCTOSHME Ha MPUTOJAHOCT ©  CPEKTHBHO
dyukironupane <XI.

[TpousBoAUTEAT B> pemoBo  uHpopmupa <Xl
HOTH(UIMpaHHUsT OpraH, xed#re—e om00pw1 cuctemMata 3& [ no Xl
kauecTBOX> 1o <XI, 3a : : =
X> BcsikakBHU TUTAHUpPAHH U3MeHeHHs B Hest <X.
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Hotudumupanusar opran B> onensiBa <Xl
HPEUIOKCHUTE U3MCHCHUS U Aa=pemr O pemnasa @ Janyd U3MCHCHATa CUCTEMA 38
B> mo X1 kauectBolX> To X1 mie l'IpOILT)J'DKI/I Jla OTroBapsi Ha W3HUCKBAHUATAs
NoeedeHE—R TOUYKa 3.2; WIH > ce Hamara HOBO <XI
OLICHSIBAHE.

{ HOB

Toit cpoOIIaBa CBOETO PEIICHHE HAa MPOU3BOAMTEINA. TOBa yBEIOMJICHHE BKIIFOYBA
3aKJIIOYEHHUATa OT U3BBPIIEHOTO M3CJIEABAHE U MOTHBUPAHO PEUIEHHWE OTHOCHO
HU3BBPIICHOTO OILICHSBAHE.

|\ 2007/23/EO

4.1

4.2

4.3

44

BG

‘ WV 2007/23/EO (agamrupan) ‘

X> Hamzop wa otroBoprocrta <XI Ha
HOTH(HUIUPAHUS OpraH

Ienra Ha Habmemenmere=DO Hamsopa X1 e ma ce rapaHTHpa, Y€ MPOU3BOIAUTEIIAT
memekne M3MbIHABA [ mpasunHo X1 3a7bIDKEHHMATA €H, MPOM3THYAIIH OT
omobpenaTa cuctema sa X> mo <Xl kauectBoX> 0 <XI.

IMPOU3BOACTBO, IPOBCPKA, HU3MNHUTBAHC MW CBXpPAHABAHC W MY IIPEAOCTaBsA LidjaTa

HeoOxomuma uHbpopManus, <X] Mo-CIenUaTHO: TIOKYMEHTAIUATA HA CHCTEMAara 3&
X> mo <Xl kauectBOX> TO Xls,

a)  aewxymenss3a DO 3amucute no <X] kayecTBOTO,

6) KaTO OOKJIaau OT NPOBCPKHU, # JaHHU OT U3NUTBAHUA, JaHHU OT KaJ'II/I6pI/IpaHe n
JOKJIaau 3a KBaJ'II/I(l)I/IKaHI/ISITa Ha CbOTBCTHUSA IICPCOHA.

Hotuduiupanusar opran exeApa—aa W3BBPIIBA EPUOTUYHH
B> onuth, X1 3a na rapawespa DO ce yBepu <XI, ye MpoOM3BOAUTENAT MOAABPKA H
npuiara cucremara sa DO mo <X] KaquTBo|X> To <Xl, u & mnpenecTaBs Ha
NPOHM3BOIUTENS TOKIIA]] OT Hpeseprata DO oqura <XI.

OcBeH TOBa HOTI/I(I)I/ILII/IpaHI/I}IT OpraH Moxe Ja
THFCHS 2 D> mpaBu ¥ BHE3aHU IOCCIICHHS TPU
npousBoautesst <XI. [To Bpeme Ha £e3# TaKUBA MOCCIICHHUS HOTU(DUIMPAHHUAT OpraH
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S X> npoBexaa WK Bb3Jiara MPOBEXJIaHETO HA M3IMHMTBAHUS
Ha MPOJIYKTHUTE C LIed Ja YCTaHOBHU JAlIM CHCTeMara MO KaueCTBOTO (YHKIIMOHHUpPA
npaBwiHo <XI. HoTuduuupaHuAT opraH efeaBa—a& MPEIOCTaBsi Ha MPOM3BOIUTEISL
JOKJIaJ OT TIOCEIICHUETO, a H aKo ca Hspspmens DO Owm nposeneHu <Xl
U3MUTBAHUS — HexAaAoeF=Fsx X> 1 npoToKoIM OT u3nuTBanusTa <X.

WV 2007/23/EO

= HOB
5.
= MapKupoBKa 3a ChOTBETCTBHE M JCKIapalus 3a CbOTBETCTBHE
‘ { HOB
5.1 ITpou3BOAMTENAT HAaHACS W3WUCKBaHATA MapKHPOBKAa 3a CHOTBETCTBHE, KAKTO €

NPEIBUJCHO B 3aKOHOJATENHMsS HMHCTPYMEHT, MW, Ha OTFOBOPHOCTTAa Ha
HOTU(UIMPAHUs. OpraH, NMOcoueH B Touka 3.1, WACHTU(PHUKAIMOHHHUS My HOMEp
BBPXY BCEKHM OTHEIEH MPOAYKT, KOHNTO € B CBOTBETCTBME C THIIA, ONHUCAH B
ceprudukara 3a EC um3cnenBaHe Ha THNa, ¥ KOWTO OTroBaps Ha MPUIOKHUMUTE
M3MCKBAHUS HA HACTOSIIATa IUPEKTHBA.

|\ 2007/23/EO
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|V 2007/23/EO (ananrnpan) |

5.2 [IpousBoaurens

ChCTaBsA TMHCMEHa JEKJapanus 3a CHhOTBETCTBHE:
[X> 3a Bceku oOpaser OT MPOAyKTa U s
ChXpaHsIBa Ha PA3MOJOKEHUE HAa HAIMOHATHHUTE OpraHu B MpoabkeHue Ha 10
TOJIMHU CJIE]T MyCKAHETO Ha MUPOTEXHUYECKOTO M37eiMe Ha mazapa. Jlekmapamusara
3a CHOTBETCTBUE WIACHTH(PUIMPA MHPOTEXHUYECKOTO U3JENHe, 3a KOETO €
cberaBeHa <Xl.
{ HoB
Komue ot meknmapamnmsta 3a ChOTBETCTBUE CE€ MPENOCTaBs Ha CHOTBETHUTE OPraHU
MIPY TIOUCKBAHE.
{ HoB

6. [Ipou3BoauTensAT ChXpaHsABa Ha PAa3MOJIOKCHUE HA HAIMOHAIHUTE OpPraHd B
OpoAb/KeHHEe Ha Hail-mManko 10 roguHu cief MyCKaHEeTO Ha MUPOTEXHUYECKOTO
W3/IeNIie Ha Tasapa:
a) JIOKyMEHTalusTa 1no Touka 3.1,
0) 0m00peHuTEe U3MEHEHUS 10 Touka 3.5,
B)  pCIICHHUATA U JTOKJIaAUTe HAa HOTU(DUIIMPAHUS OpraH 1o Touku 3.5, 4.3 u 4.4.

7. Bcekn HOTMOUIMpaH opraH WHGOPMHpAa CBOMUTE HOTH(UIMpANIM OpPraHd 3a
U3JQJICHUTE WU OTTETJIEHW OJ00pEHUs Ha CUCTEMU MO Ka4eCTBOTO M MEPUOAMYHO
WIM TPHU TIOWCKBAaHE WM TIPEIOCTaBs CHHCHK C OJOOpEHHS Ha CHCTEMHU 10
KaueCTBOTO, KOUTO € OTKas3ajl, COpsul € ACHCTBUETO MM WM MO APyl HAuYuH €
OTPaHUYHIL.
Bcekn nHoTuduumpan opraH uHbOpMHpa OCTaHAIUTE HOTU(MUIMPAHH OpPraHu 3a
0JI00peHUsT Ha CHUCTEMH I10 Ka4eCTBOTO, KOMTO € OTKa3all, CIPsUl € JCHCTBHETO UM,
OTTEINIW WIM € TO JpYr HAaUMH OTPAaHWYMJI U TPU TMOWCKBAHE, 3a W3JaJCHUTE
0JI0OpEHUS Ha CHCTEMHU 110 Ka4eCTBOTO.

Moaya E

CpoTBeTCTBHE C THIIA Bb3 OCHOBA HA OCUTYPsIBAHE HA KAYeCTBOTO HA NIPOAYKTA

1. CBOTBETCTBHE C THIIA Bh3 OCHOBA Ha OCUTYypsABAHEC HAa KAa4YCCTBOTO Ha IPOAYKTa €
Tasyu YacT OT Impoucaypara 3a OLNCHABAHC Ha CBOTBETCTBUCTO, YpPEC3 KOATO
MMPOU3BOAUTCIIAT H3IIBbJIHABA 3aABJDKCHUATA CU IO TOYKU 2udu ocurypsiBa u
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ACKJIapupa Ha CBOSA OTTOBOPHOCT, Y€ MUPOTEXHUUCCKUTE U3ACINA Ca B CbOTBCTCTBUEC
C THUIIA, KaKTO € OIIMCaH B CepTI/I(i)I/IKaTa 3a EC H3CJICABAHC Ha TUIIA, X1 OTIOBApPAT Ha
HU3HUCKBAHHUATA HA HACTOAIIATa JTUPCKTHUBA.

3.1

‘ WV 2007/23/EO (agarrupan) ‘

> TIpousBoacto <X]

U BBBEXA 0100peHa CUCTEMa MO KayecTBOTO 3a KOHTPOJA Ha KpailHUsA MPOAYKT U
M3IHATBAHETO HAa CHOTBETHUTE MUPOTEXHUICCKH U3JEINHs, KaKTO € omnpeneneHo B <X

Touka 3s, FeH—emeasa—sa DO u X] nomexu Ha mabmesemmere DO Hamsop X,

geeoxere—s X KakTO € onpeaeneHo B <X] Touka 4.

Cucrema 3a X o <X kauectBoX> TO <XI

0 KAaueCTBOTO IO OTHONICHHE HA CHOTBETHUTEC MUPOTCXHUYCCKH H3ICTUS IO
HOTH(HUIpaH opraH 1o cBoii u3dop <Xl

a2 X> Toga 3asaBienue BxirouBa <XI:

{ HOB

a) HMCETO U aIp€Ca Ha IMMPOU3BOAUTCIIA,

0) TmCMEeHa JeKiapanus, Y€ ChIIOTO 3asBJICHHE HE € TOJaBaHO IO JpyT
HOTH(HIIMPAH OpPTaH,

‘ WV 2007/23/EO (anantupan) ‘
B) &) BeHHGIHeebx oM HHH-Sa—HpcABHICHATKaTerepHAHpoOTe ORI IcerH

#szesns DO 1pmata mHQOpMaIMs, CBbp3aHA C MPEIBIKIAHATA KATETOPHUS
nponyktu Xz,

I) &3 JOKyMEHTaIMsITa OTHOCHO cucTemara 3& X> mo <X] kauectBoX> To Xlg,

1) B) TeXHUYEcKaTa JOKYMEHTalus Ha OJOOpEeHUs TUI U KOMHE OT cepTH(HUKaTa
3a £6 X> EC <X] usciensade Ha THIA.

&3
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3.2

WV 2007/23/EO
= HOB

&= = CucreMara 110 KaueCTBOTO OCHUIYpsIBa ChOTBETCTBHUETO
Ha MUPOTEXHUYECKUTE U3ENNUs C THUIA, onKcaH B cepTudukata 3a EC uscnensane Ha
TUIA, U C U3UCKBAHMATA HA HACTOALIATa JUPEKTUBA, IPHIIOKUMHU KbM TAX.

‘ WV 2007/23/EO (anantupan) ‘

Bcuuky eneMeHTH, M3MCKBAaHHA W ?%H@p%ﬁéﬁ B npennucanus X1, mpuetn ot
IIPOU3BOJUTENS, € +a—OHHAT HHH—eHeTeM HPaHHHHO
X> ce mOKyMeHTHpAaT PEIOBHO M CHCTEMAaTHYHO <ZI nox ¢opMara Ha HUCMEHH
IIOJIUTUKH, TIPOLEAYPU U UHCTPYKLMUH. [LOKyMeHTauHﬂTa HA CHCTEMATA 38—Ka4eeTBe

CIHO3HAYHO TLHK}/BaHe Ha HpOFpaMI/ITe 10 Ka4€CTBOTO, IIJIAHOBCTC, Hap'b‘-lHI/H_[I/ITe nu
sarmcute <XI.

X> Ts BkIIOYBA, IIO-

crienango, <Xl MoaXoasI0 ONMCaHNE Ha:

|\ 2007/23/EO

a)  LeINTe—eBRBP3aEH—e 10 KAuyeCTBOTO M OpraHU3allMOHHATa CTPYKTYpa,
OTTOBOPHOCTUTE M TPABOMOIIUATA HA PHKOBOACTBOTO IO OTHOIICHHE Ha
KauyeCTBOTO Ha MPOIYKTas,

|V 2007/23/EO (ananrnpan) |

6) nu3ciacaBaHudATa W HU3IIMTBAHHUATA, KOHTO me CC¢ uU3BbpmBaT  CJICH
IMPONU3BOACTBOTO3,

B) £ smexymensmre—sa O samucute no X kayecTBOTO, Karo JOKIagd OT

MIPOBEPKH, ¥ JAaHHU OT M3MUTBAHMS, IaHHU 3& OT KaJduOpHpaHe W JOKJIaaH 3a
KBTM()UKAUATA HA CHOTBETHUS TIEPCOHA H=Hp=:,
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|V 2007/23/EO (ananrnpan) |

I) B)CpeacTBaTa 3a HaOJIOJeHUE HA €(PEeKTUBHOTO (PYHKIIMOHUPAHE HA CHCTEMaTa

za B o X kauectBoX> TO XI.

3

3.4

(O8]
()]

3

WV 2007/23/EO (agamrupan)
= HOB

Hom(bnunpaHHﬂT opraH exeapa—aa—enenn O oucHsBa <X] cucTeMaTa 3a—Kkaueerno;
ssEes X0 o KauecTBOTO, 3a Ja

€JIEMEHTUTE Ha CUCTeMara [0 KadyeCTBOTO, KOMTO OTIOBapsT Ha CHOTBETHUTE
cenupUKaUK Ha HAIMOHATHHUSA CTaHIApT, KOWTO BbBekAa XI CHOTBETHHUS
XapMOHM3HpPaH cTaHmapT X w/mmm TexHudYecku crieru(uKauy, HOTUPHUIUPAHHUST
OpraH IpuemMa, ue € HaIMIle ChOTBETCTBUE C MIOCOYCHHTE MO-rope u3uckpanus <Xl.

X> B nombiaHEeHHE KbM ONHTA B CUCTEMH ynpaBneHHe Ha KayecTBOTO, €KUIBT
OJIUTOPH pasnosara Haii-manko ¢ <Xl Oaus + Ta—BRHOHBA
€IMH WIEH C ONUT B OLIEHSABAaHETO Ha -
[X> Te3u MPOIYKTH U C TIO3HAHMUS 32 TEXHOJIOTHSTA Ha CHOTBETHUTE TPOYKTH, KAKTO
U TI03HaHUA 3a l'IpI/IJ'IO)KI/IMI/ITC W3KMCKBaHMS Ha HacTosimara aupekruBa. Omutrst <X

BKJIIOUBA MOCCIICHHUE e—HeA—HpeBepKa—s
X> B momemieHuATa Ha MPOU3BOAMTENS 3a

u3BbpHIBaHe Ha oreHka. X1 = ExunbT OAMTOPU TNperiekia TeXHUYECKaTa
JMOKyMEHTaIuss mo Touka 3.1, OykBa i), C Ied Ja yCTaHOBH CIIOCOOHOCTTa Ha
MPOU3BOJUTENS Ja ONpPENeId NPUIOKUMUTE H3UCKBAHUS HA 3aKOHOJATEITHHS
WHCTPYMEHT M Jia TpOBelIe HEOOXOJUMHUTE W3CICABAHUA, C IICJI Ja OCHUTYPH
CHOTBETCTBUE HA MUPOTEXHUYECKOTO U3JICTHE C Te3U N3UCKBAHUS. &

HPOYHBaHETo: |Z> TOBa YBEIOMJICHHE BKIIOYBA 3aKIIOYCHMATa OT OJUTa U
MOTHBHPAHO PEUICHUE OTHOCHO U3BBPIICHOTO OleHsBaHe <XI.

[TpousBoAUTEIST B> ce 3agbimkaBa
Ja HU3IIBJIHU <Z| 3abJDKCHUATA, HpOI/I3TI/ILIaH_[I/I OT Faka 01[06peHaTa CUCTEMA Sa
> o <X] kauectBoX> TO <XI,
Ja Tnoaabpika Ta3dd CHUCTECMAa B CbCTOSAHUC Ha MHOPUTOAHOCT U e(l)eKTI/IBHO
byuknronupane <XI.

[IpousBoauTensar B> pemoBHo  mHpopmupa <X
HOTUGUIMpAHUsS  OpraH, xe#ee—e 000pma  cucremMata 3a [ X mo <X
kauectBOX> 1o XI, 3a : 4 :
[X> BcsikakBHU TUTAaHUPAHU U3MEHEHUs B Hest <XI.

&5
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4.1

4.2

4.3

4.4

Hotudumupanusar opran B> onensiBa <Xl
HPEUIOKCHUTE U3MCHCHUS U Aa=pemr O pemnasa @ Janyd U3MCHCHATa CUCTEMA 38
B> mo X1 kauectBolX> To X1 mie l'IpOILT)J'DKI/I Jla OTroBapsi Ha W3HUCKBAHUATAs
NoeedeHE—R TOUYKa 3.2; WIH > ce Hamara HOBO <XI
OLICHSIBAHE.

X> Toit C’LO6I_HaBa CBOETO pemeHHe Ha <X] Ha HpOI/ISBO,Z[I/ITeJ'I}I egeRpa—aa——ce

U3BBPIICHOTO H3CJACABAHE W MOTHBUPAHO pPEIICHHE OTHOCHO H3BBPIICHOTO
ouensBane <XI.

B> Ham3op Ha otroBopHocTTa <XI Ha

HOTU(UIMPAHUS OpraH

Ienra Ha Habmemenuere=DO Ham3opa X1 e ma ce rapaHTHpa, Y€ MPOU3BOIAUTEIIAT
memekne M3MbIHABA [0 mpasunHo X1 3aibIDKEHHMATA €H, MPOM3THYAIIH OT
omobpenaTa cuctema sa X> mo <Xl kauectBoX> 0 <XI.

IIPOU3BOJCTBO, TPOBEpPKA, M3MUTBAHE W CHXpaHSBAaHE M My IPEIOCTaBs Iisiata
HeoOxoauma nHpopmarms, <Xl mo-crenuanto:

a)  JIOKyMEeHTalusTa Ha cucreMarta 3& X mo <X] kauectBoX> To <Xl,

0) B Fery¥MeHTH—38 3aIHCUTE MO KAayeCTBOTO, KAaTO JOKIAIW OT NMPOBEPKH, H
JaHHU OT W3MHUTBAaHUA, JaHHW 380T KanmuOpupaHe ¥ JOKIaaAd 34
KBATH(UKAIKITA HA CbOTBETHUS TTEPCOHAT.

Hotuduiupanusar opraH exespa—aa W3BBPIIBA MIEPHOINUHI SAHESPEKH—HPOBEPKH

B> onutn, <XI 3a na eapasespa X> ce yBepu <Xl, ye MPOM3BOAMTENAT MOAABPKA U
npuiara cucremara 3a DO mo <XI kauectBoX> To XI, u #a mnpemectaBs Ha
IPOHM3BOIUTENS JIOKIA]] OT Hpesepkata DO oqura <XI.

OcBeH TOBa, HOTH(bI/IuI/IpaHH;IT OpraH MOXe Ja
22 X> npaBu W BHE3allHH [OCEHICHHUS MPU
npousBoautens <Xl. [To Bpeme Ha $e38 TaKKMBa MMOCCIICHUS HOTI/I(i)I/ILII/IpaHI/ISIT opraH

MOJKE, aKO %@6*@#&&{@ IZ> ToBa ce Haimara <XI, na

|Z> IIPOBEXKIA WIM Bb3JIara MpOBEXKIAHETO Ha HU3NHUTBAHUSA
Ha TPOAYKTHTE C 1€ Jja YCTAaHOBU Jalli CHCTEMaTa MO KauyeCTBOTO (YHKIHMOHHpPA
npaBmiHO <XI. HOTI/I(bI/IuI/IpaHI/IﬂT opraH %eﬂ%a%a Hpe,Z[OCTaBSI Ha npOI/ISBozn/ITeJm
JOKJaJ OT IOCEIIEHUETO H—A - ¢
X> , a ako ca OMJIM IPOBEICHN M3MUTBAHHS — M MPOTOKOJIH OT M3nmUTBaHusATa <XI.
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|\ 2007/23/EO

{ HoB
5. MapkupoBKa 3a ChOTBETCTBHE U ACKJIapaIis 32 CbOTBETCTBUE
‘ WV 2007/23/EO (anantupan) ‘
5.1

a= X> Taka KaKTO € MpeJBHICHO B HACTOSIATA TUPEKTHBA, H,
Ha OTrOBOPHOCTTa Ha HOTHU(QUIMpPAHUS Oprad, IocouyeH B Touka 3.1,

> uaeHTHQUKAIMOHHKUS MY HOMEpP BBbpPXY BCEKH OTJAEICH MPOJYKT, KOHTO € B
CbOTBETCTBUE C Tuma, omnucaH B cepTudukara 3a EC wuscnensane Ha TwIa,
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52

{ HOB

[Ipou3BoaAUTENAT CHCTABs MUCMEHA ACKJIApalus 3a ChOTBETCTBHE 332 BCEKU 0Opa3zel]
OT TPOAYKTa U s CbXpaHsBa Ha pa3MOJOKEHHE Ha HAlMOHAIHUTE OpraHd B
npoabkeHne Ha 10 roauHU cieq MyCKaHETO Ha MUPOTEXHUYECKOTO H3JENIHe Ha
nazapa. Jleknmapanuara 3a CBHOTBETCTBHE HACHTU(DUIMPA MNHPOTEXHUUYECKOTO
W3JIEHE, 32 KOETO € ChCTABEHA.

Komme ot JACKIapanuaTa 3a CbOTBETCTBUE CC IPEAOCTABA HAa CHOTBECTHUTC OPraHU
IIpH TIOMCKBAHEC.

[IpousBonuTensaT chXpaHsiBa Ha pa3MOJOKEHHWE HA HAIMOHAJIHUTE OpraHu B
NpoAbKeHUE Ha Hal-mayiko 10 roavHM ciej MyCKaHETO Ha MUPOTEXHUYECKOTO
n3Jenre Ha nasapa:

a)  JTOKyMEHTalusTa 1mo touka 3.1,
0) omoOpeHHuTe U3MEHEHUs IO ToukKa 3.5,
B)  peIICHUATA U JOKJIaIUTe HAa HOTH(PHULIMPAHUS OpraH 1o Touku 3.5, 4.3 u 4.4.

Bcekn HOTHMOUIMpaH opraH WHGOPMHpAa CBOMUTE HOTH(UIUpANIM OpPraHd 3a
U3/1aJICHUTE WIK OTTETVIEHUTE 0J00pEHHs Ha CUCTEMH O KaueCTBOTO U MEPUOIUYHO
WIA TIPH TIOMCKBAaHE MM TIPEJOCTaBS CIUCHK C ONOOpEHHsTA HA CHCTEMH II0
Ka4eCTBOTO, KOUTO € OTKa3ajl, CHOpsia € JACHCTBHETO MM MM MO ApPYyr HAuyuH €
OTpaHUYHIL.

Bceekn HoTM(duUUUMpaH opraH MH(OpPMUpPAa OCTaHAIUTE HOTU(UIMPAHH OPraHU 3a
0JI0OOpEHHUsT HAa CUCTEMH IO KauyeCTBOTO, KOUTO € OTKa3aJ, CIpPsJI € ACHCTBUETO UM
WIA OTTerJWI, M TpH IOMCKBaHe, 3a W3JaJleHUTE OJO0OpEHHs Ha CHCTEMH 110
Ka4yeCTBOTO.

Moaya G

CpoTBeTcTBHE B3 OCHOBA HA IPOBEPKA HA eAUHUYCH NPOLYKT

CBOTBETCTBHE BH3 OCHOBA Ha IMPOBEPKa Ha CAMHHUYCH IMPOAYKT € IIponcaypara 3a
OLCHABAHC Ha CBOTBETCTBHUETO, YPE3 KOATO IMPOU3IBOAUTCIAT  HU3IBJIHABA
3aABIDKCHUATA 110 TOUYKH 2, 3usmu ocurypsBa U ACKjIaprupa Ha CBOSI OTTOBOPHOCT, Y€
MUPOTCXHUYICCKOTO U3ACIUC, 3a KOCTO CC IpujaraTt pa3n0pe;161/ITe Ha TOYKa 4, €B
CbOTBETCTBUC C UBUCKBAHUATA HA HACTOAIIATA JUPCKTUBA.

TexHnuecka JOKyMEHTaUs

[IponusBomuTenar H3roTBA TEXHMUYECKAaTa JOKYMEHTalUuss W s MPENoCTaBs Ha
HOTU(UIMpaHUsT opraH mo Touyka 4. JloKyMeHTamusTa IO3BOJISIBA Ja CE OICHU
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CHOTBETCTBUETO HAa MHUPOTEXHUYECKOTO H3AEIHE C NPUIOKHUMUTE H3UCKBAaHUA U
BKIIIOYBA CHOTBETHHUS aHAIM3 M OIEHKa Ha pHCKa/puckoBere. TexHUYeckaTa
JOKYMEHTAITUS ONPeAesisi TOUYHO MPIIOKUMHTE U3UCKBAHMS M 00XBalla JIOTOJIKOBA,
JIOKOJIKOTO € HE0OXO0JUMO 3a HYKIUTE Ha OLEHSBAHETO, IPOEKTa, IPOU3BOJCTBOTO U
JEUCTBUETO HA MNHUPOTEXHUYECKOTO u3JAenne. TexHuyeckata JOKyMEHTalUs
ChABPAKA, KOTATO € IPHIIOKUMO, HaA-MaJIKO CIEIHUTE €IEMEHTHU:

|\ 2007/23/EO

1)

|V 2007/23/EO (anantnpan) |

00110 onucanue Ha sage DO nuporexHudeckoto uzaenre <Xz,

#aeen—apoers O KOHCprKTI/IBHI/I <X] 1 MPOM3BOACTBEHH YEPTEKU U CXCMHU Ha
KOMIOHEHTHTE, B> criobeHuTe eaMHUILM,
CNCKTPUUECKH Bepurd U ap. <Xz,

HGO6XO,Z[I/IMI/I 3a pa36npaHe Ha TE€3U YEPTEXU U CXEMU U 3a JEHUCTBUETO HA <ZI
MUPOTEXHUYECKOTO U3/IEINES,

CIIUCBK HA XapMOHU3HUPAHUTE CTaHIAPTH;

AHperEHBa; DO W/WIM IPYTH ChOTBETHH TEXHUYECKH CIeNU(UKAIINH, TaHHUTE
3a KOWUTO ca mybnukyBanu B Oguyuanen secmuux na Eeponeiickus cvioz, <X
NPUIOKEHH M3LSJI0 WM YaCTHYHO, U OIMCAHUS Ha B :

IZ> peleHusITa,
IPUETH 3a HM3IBIHCHHE Ha CHIICCTBCHUTE HM3HMCKBAHUS 3a 0OE30MacCHOCT Ha
HACTOAIIATa TUPEKTHBA, KOTAaTO T€3HM XaPMOHHM3MPAHU CTAHIAPTH HE ca OWin
npuinoxenn <XI; X> npu YacTUYHO NPHIOKEHW XAapMOHU3UPAHU CTaHIAPTU
TEXHHYECKATa JOKYMEHTALUS I0COYBA YACTUTE, KOUTO ca Ipuiioxkenu, <Xl

pesyaratd or X m3bpirenute <X] MPOESKTHU U3YKCICHUS H—F—HSBHPHICHH
> , mposeaenute <Xl uscnenasanus X u ap., <Xl

IMPOTOKOJHX OT UBIIUTBAHUATA.
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5.1

52

{ HOB

[Ipou3BoauTensaT chXpaHsBa TEXHUYECKAaTa JOKYMEHTAllUs Ha pPa3MOJIOKEHHE Ha
CHOTBETHUTE HAIMOHAJIHUA OPraHW B MPOABJDKEHHE Ha Haill-manko 10 roauHu cien
MMyCKAHETO HAa MUPOTEXHUYECKOTO U3EIINE HA Ma3apa.

[IpownsBoacTBO

HpOI/ISBOI[I/ITCJISIT B3€Ma BCHYKHU HCO6XOI[I/IMI/I MCPKHU 3a TOBa IMPOU3BOACTBCHUAT
oponec u HEroOBOTO Ha6J'IIO,I[CHI/Ie Ja OCUrypsaT CbOTBCTCTBHETO HA IMPOU3BCACHUTC
OPpOAYKTHU C ITPUITOKUMHUTC U3UCKBAHUATA Ha HACTOAIIAaTa JTUPCKTHBA.

IIpoBepka

Hotudunupan opran, u30paH OT TPOU3BOIUTEINS, W3BBPIIBA WJIH Bb3jIara
V3BBPIIBAHETO HA TMOAXONAIIM U3CIEABAHMS M M3MUTBAaHUS, IIOCOYEHH B
CHOTBETHUTE XAPMOHHU3UPAHH CTAHIAPTH W/WIM TEXHUYECKH CHEIU(PUKAIUU, WIH
PaBHOCTOMHU HM3MUTBAHUS, 32 Ja MPOBEPU CHOTBETCTBUETO HA MUPOTEXHUYECKOTO
W3/eNiie ¢ MPUJIOKUMHUTE M3MCKBAHMS Ha HAcTosIIara aupektuBa. [Ipu numca Ha
TaKbB XapMOHU3UPaH CTaHJAPT U/UIU TEXHUYECKa crelupuKaus HOTUPUIHUPAHUSIT
OpraH peliaBa KOM U3MUTBAHMS Ca MOIXO/SIIHN 332 U3BbPILBAHE.

Hotudumupanusr opran m3maBa cepTuHUKAT 32 CHOTBETCTBHE 1O OTHOIICHHWE Ha
U3BBPIICHUTE  U3CIEABAaHWA W  U3NWTBAHUA HAa  NPOAYKTa M  HaHAcs
UACHTU(UKAIMOHHIS CH HOMEP BBPXY BCEKH €IMH 0J00pEeH MPOAYKT WM U3UCKBA
UIEHTU(QUKALIMOHHUAT My HOMED Jla C€ HaHece Ha HeroBa OTTOBOPHOCT.

[Ipou3BoaUTENAT ChXpaHsIBa CEPTUPUKATHTE 32 CHOTBETCTBHE Ha PA3MOJIOKEHUE HA
HAllMOHAJHUTE OpraHu B NpoAb/DKeHME Ha 10 roguHM ciex IycKaHETO Ha
MUPOTEXHUUYECKOTO U3JIEJINE HA Ma3apa.

MapKI/IpOBKa 34 CbOTBETCTBUEC U ACKIIApallvsd 3a CbOTBETCTBUEC

[Ipon3BoauTensaT HaHAcs HW3MCKBAHATa MAapKHPOBKA 3a CBHOTBETCTBUE, KAaKTO €
NPEABUACHO B 3aKOHOJATCIIHMS MHCTPYMEHT, U, Ha OTINOBOPHOCTTa Ha
HOTU(UIIPAHUS OPTaH, MOCOYEH B TOYKa 4, WACHTU(DHUKAIIMOHHUS My HOMEDP BBPXY
BCEKHM MPOAYKT, KOHTO OTroBapsi Ha IPHUJIOKUMUTE W3HCKBaHMS Ha HacTosALlaTa
JUPEKTHBA.

[IponsBomurenar cbcTaBd NHMCMEHA  JAEKJIapalus 3a  CbOTBETCTBHE  Ha
MUPOTEXHUYECKOTO M3JENUE U I CbXpaHsBa Ha Pa3MOJIOKEHHWE HAa HALMOHAIHUTE
Opraid B MNpoabbkeHue Ha 10 roavHM ciiel MyCKaHETO Ha MHUPOTEXHUYECKOTO
u3fenue Ha  maszapa.  JlekmapamusTta 32 CHOTBETCTBHE  HJICHTUHUIHPA
MUPOTEXHUYECKOTO U3JEINE, 32 KOETO € ChbCTABEHA.

Komme ot ACKIapanuAaTa 3a CbOTBECTCTBUC CC NPCAOCTAaBA HAa CHOTBCTHUTC OPraHU
IIpU IMOUCKBAHC.
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WV 2007/23/EO (agarrupan)
= HOB

6 Moy H:

X> ChorBercTBHE B3 0cHOBa Ha <X] HI'bJIHO OCHI'ypsiIBaHE HA KAYeCTBOTO

3.1

Ha KayecTBOTO € TMpoIeAypara 3a OIEHABAaHE Ha CHOTBETCTBUETO, 4YpE3 KOATO
NPOM3BOIUTEIAT H3MBIHSIBA 3aab/DkeHUsITa cu 1o Xl Toukau 2 2 u 5 ;

: FeKH X> u ocurypsiBa 1 JeKJIapupa Ha
CBOSI OTTOBOPHOCT, Y€ MUPOTEXHUYEeCKUTE u3aeus <X| OTroBapsT Ha W3UCKBAHUATA

B> Tpoussoacteo <Xl

[IpousBoauTeNsT X> paspaborBa u BbBexaa Xl 07100peHa
cucrema 3& X mo <ZI kayecTBOX> To <X] 1m0 OTHOLICHWE HAa NPOEKTUPAHETO,
NPOM3BOJCTBOTO; [X> M KOHTpOja Ha KpalHUsA npoz[yKT M W3IUTBAHETO HA
CHOTBETHHUTE MUPOTEXHUUCCKH U3aeus <XI, n

: [X> kakTO € Ompe/eseHO B TOYKA 3, M MOIJICKH Ha
Ha30p, KakTo e onpeaeneHo B <Xl Touka 4.

Cucrema 3a X o <X] kauectBoX> TO <XI

[TpousBouTENSAT X> nonasa <XI 3agBnenne [X> 3a oneHsaBaHe Ha
HEroBaTa CHCTEMa M0 Ka4yeCTBOTO MO OTHOIICHHE Ha ChOTBETHUTE MUPOTEXHHUUCCKU
uznenus X1 no Hotuduuupan opran X> mo cBoit nzdop <XI.

X> Tosa <X 33asiBiIcHUCES-H

& BKJIIFOYBA.

{ HOB

a) HMCETO U aIp€Ca Ha IMMPOU3BOAUTCIIA,

0) TexHHMUecKaTa JOKyMEHTallus 3a €IuH oOpaszelml OT BCSKa KaTeropus
MUPOTEXHUYECKU U3/IENNS, YHETO MPOU3BOJICTBO Ce MpeABIKIA. TexHnueckara
JOKYMEHTAITUsl ChABPKA, KOTaro € MPWIOKHMO, HAH-MaJKO CIICTHHUTE
CJICMEHTH:

i O6IHO OIMMCAHUEC HAa MUPOTEXHUYCCKOTO U3CIINC,
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B KOHCTPYKTHUBHHU W IMPOU3BOACTBCHU YCPTCIKHU U CXEMU HAa KOMIIOHCHTUTC,
crio0eHuTe CANHUIH, CIICKTPUICCKU BCPUTH U [P.,

- ONHMCAHUATA M OOSICHCHHATa, HEOOXOAMMH 3a pa3dmpaHe Ha Te3u
YEPTEXHU U CXEMH U 3a IEHCTBUETO HA MUPOTEXHUIECKOTO U3JEIHE,

- CIUCHK HAa XapMOHHW3WUPAHHUTE CTAHIAPTH W/WIH JPYTH CHOTBETHH
TEXHUYECKU crenudukaniy, JaHHUTE 32 KOUTO ca MyOJUKYyBaHU B
Oguyuanen eecmuux Ha Eeponeiickus cvro3, TIPUITOKEHH H3ILUIO WA
YaCTHUYHO, M OINHCAaHWS Ha PEUICHHITa, TMPUETH 3a H3IBJIHCHHE Ha
CBIICCTBEHUTE HW3HMCKBAHHMS Ha HACTOSINATAa IUPEKTHUBA, KOTATO TE3U
XapMOHU3UpPAHU CTaHAAPTH HE ca OWIM MPWIOKEHU; MPU YaCTHUYHO
MPWIOKEHN XapMOHU3HMPAHU CTaHAAPTH, TEXHUUYECKaTa TOKyMEHTaIlUs
MIOCOYBA YACTUTE, KOUTO €A MPUIIOKEHH,

B pe3ysiTaTh OT MU3IBBPUIICHUTC IMPOCKTHU HN3YUCICHUA, TIPOBCACHUTC
H3CJICABAHUA U 1Ip.,

— IMPOTOKOJHX OT UBIIUTBAHUATA,

‘ WV 2007/23/EO (agamrupan) ‘

B) ©) IOKyMCHTalUsATa OTHOCHO cucTeMata 3& X no <Xl kauectBoX> 10 XI5,

{ HOB

r) THCMEHa JAeKIapanusi, 4e CHIIOTO 3asBICHHE HE € OMIO MOAAaBaHO A0 JIPYT
HOTU(UIPAH OpTraH.

3.2

‘ WV 2007/23/EO (anantupan) ‘

Cucremara s3& X no <XI kagectBoX> To <X] 2 DO ocurypsisa <Xl
choTBeTCTBUeEe Ha [ muporexnuueckute <Xl u3nenueres ¢ U3MCKBAHUATA HA
HACTOSIIATA TUPCKTUBA.

Bceuukn enemeHTH, M3MCKBaHHA U pasgepeséu DO npenrmcaHH;I <X, mpuetn OT
IIPOU3BOJIUTENS, T
> ce mokymenTHpar penoBHO M cuctematnyHOo <XI mon ¢opmara Ha mHCMEHH
HOJIUTHKH, npouenypn u I/IHCprKIlI/II/I ILOKyMeHTauHﬂTa Ha CUCTEMATA 38—KaHeeTBo

€IHO3HAYHO THJIKYBaHE Ha MPOTPAMHUTE IO KAyeCTBO, IUIAHOBETE, HAPHUHHIIUTE U
zanucute <Xl.

X> Ta BKIIOYBA, IIO-

crierango, <Xl MmoaxoasIo ONMCaHNe Ha:
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a)

0)

HemHFe—RHR—BpB3ka—e DO nemure mo <XI KauecTBOTO M OpraHM3alMOHHATA

CTPYKTypa, OTTOBOPHOCTHTE ¥ TPABOMOIIUATA Ha PBKOBOIACTBOTO IO
OTHOIIICHUC Ha HHsaimse—# KadecTBOTO Ha DO mpoekta u X1 speayxsa
> nuporexundeckute uzaenus Xz,

X> rexunueckure CHGHI/I(bI/IKaHI/II/I Ha TIIPOCKTA,
BKJIFOUUTCIIHO CTAHAAPTH, KOUTO LIC 6I>,Z[8.T IMPUIIOKECHU U, KOTATO CbOTBECTHUTC
XapMOHU3HUPAHU CTaHAAPTH W/WIIM TEXHUYECKU CHCHI/I(i)I/IKaIII/II/I HsiMa aa 6’I)I[aT
MMPUITOKCHU U3LAIO0, CpEACTBATA, KOUTO IIE CC H3IOJ3BAT 34 OCUTYPSIBAHC
CbOTBECTCTBUCTO CBC CBIICCTBCHUTC MU3UCKBAHUA 3a 0e30macHOCT Ha
HacToOdAIaTa JTUPCKTUBA <Z|=ﬁ

speayxss; X0 cpelcTBaTa U METOAUTE 32 YIIPABICHUE U MPOBEPKA HA MPOCKTA,
IPOIECUTE M CHCTEMAaTHYHUTE MEPKH, KOWTO INE C€ MpuiaraT Ipu
MPOCKTUPAHCTO Ha MNHUPOTCXHUYCCKUTC U3ACIINA, <Z| MNpUHAAJICIKAIIU KbM
ChOTBEeTHATA Kareropus DX nmuporexuudecku <Xl uzmenuss,

A IZ> CbOTBCTHUTEC CPCACTBA U MCTOAU 34
MPOM3BOICTBO, KOHTPOJI U ocurypsiBane <X] Ha Ka9ecTBoTO, ﬁﬂﬁﬂ%ﬁﬁpﬁ%ﬁ
rageerpeTo—H I[POLCCUTC U CUCTCMATHUYHUTC A &F
X> mepku, KouTo I11e ce mpuarar <Xz,

1)

|\ 2007/23/EO

HU3CICABaHUATA U U3IIMTBAHUATA, KOUTO IIC CC I/ISB’pr_IBaT npeay, mo BpeMe 1u
cJIea mponu3BoaACTBOTO, 2 8

11(5 6ngaT HN3BbPIIBAHUS,

WV 2007/23/EO (agarrrupan)
= HOB

aewypverrrre 38X 3amucure mo <X] KaYeCTBOTO, KaToO JOKJIAIH OT MPOBEPKH,
# JaHHM OT W3MHUTBAHWA, JAaHHM 3& OT KaiuOpupaHe, # JOKIAAW 3a
KBaTH(UKAIKMATA Ha CHOTBETHHS Tiepconan X u ap. <Xz,

cpez[CTBaTa 3a HaOIIo/ICHUE
: X> 3a mocTHraHe Ha W3UCKBAHOTO KA4eCTBO Ha
npoekTa U mpoaykra u 3a <X] e)eKTUBHOTO (PYHKI[HOHMPAHE HA CHCTEMATa 3&

X no Xl kauectBoX> 1o XI.
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3

3

3.4

98]
)]

Hom(bnunpaHHﬂT opraH exeapa—Aa—enenn O oucHsBa <X] cucTEeMaTa 3a—Kadeerno;
gra= [X> 10 Ka4yecTBOTO, 3a 1A

€JIEMEHTUTE Ha CUCTeMara [0 KayeCTBOTO, KOMTO OTIOBapsT Ha CHOTBETHUTE
crenu(UKaUK Ha HAMOHATHHUSA CTaHIApT, KOWTO BbBekAa XI CHOTBETHHUS
XapMOHM3HpPaH cTaHaapT X w/mmm TexHudYecku crieru(uKauy, HOTU(PHIUPAHHUST
OpraH IpuemMa, ue € HaJlMIle ChOTBETCTBUE C MIOCOYCHHTE MO-rope m3uckpanus <Xl.

X>B nomblIHEHHE KBM ONHMTA B CHCTEMHU 3a ynpaBneHHe Ha KauyeCTBOTO, €KHIIBT
OJIUTOPH pasrojara Hai-manko ¢ <X| 63 OB HAHOHB
€IUH YJIEH C ONUT B OLIEHSIBAHETO
TE3U HpOI[yKTI/I 1 C IIO3HAHHUA 34 TCXHOJIOTUsTA HA CBbOTBCTHHUTC HpOILYKTI/I, KaKTO U
NO3HAHUS 3a TPWIOKUMUTE W3UCKBaHUS Ha Hacrosmara aupektuBa. <Xl
X> Oguresr <XI EB % BKJIIOYBA IOCEICHUE e—HeH
HpOBepKa B INOMCUICHMATA Ha Tpom3BomuTeds [X> 3a m3BbpiiBaHe Ha omeHka <XI.
= EKHAIBT OAWTOPH TPETJIekKIa TEXHHUECKaTa JOKyMEeHTamus mo Touka 3.1, OykBa
0), C IIeJ7T Ja YCTAaHOBH CIIOCOOHOCTTA HA MPOU3BOIUTEIS J1a ONMPEASTH MPHIOKHUMHUTE
W3MCKBAHUS HA HACTOSIIATA IUPEKTUBA U JIa TIPOBEAEC HEOOXOTUMUTE U3CIIEABAHUS,

C Il Jla OCHUTYPH CBOTBETCTBHETO Ha IHUPOTEXHUYECKOTO W3JEIHEe C TE3H
U3UCKBaHUI. &

X> ToBa yBemomicCHHE
BKJIFOYBA 3aKJIKOUYCHUATA OT OAUTA U MOTI/IBI/IpaHO peH_ICHI/Ie OTHOCHO HSB’BpH_IeHOTO
oueHsBane <Xl.

[IpousBoauTensT X> ce 3aapkaBa
na m3neaHE <X 3a1BIKCHUSITA, npommqamn OT Faxa 0700peHaTa cucTeMa 3&
B> no X xauectBoX> TO XI, =384 3 d a= X> xakTo u
Ja TOJIbpXKa Ta3d CHCTEMa B CBhCTOSHHE Ha MPUTOJHOCT ©  CPEKTUBHO
dyukronupane <XI.

[Tpou3BoAUTENAT X> penosruo uHpopMupa <Xl
HOTUUIMPAHUS  OpraH, KeHze—e 0;[06p1/m cucremara 38 DO mo <X
kauecTBOX> 1o XI, 3a ; ]
X> BcsikakBU TUTAaHUpPAHHU U3MeHeHMs B Hest <XI.

Hotudunupanuar opran
IpeIIOKEHUTE U3MEHEHUS U Aa=perrs DO pemmaBa <XI nanu W3MeHEHATa CHCTEMA 3&
X nmo X1 kauectBoX> 1o X1 me HpOI[’bJ'I)KI/I Ja OTroBaps Ha HW3MCKBAaHUATAs
MOee¥eHH—8 TOYKa 3.2; WU X> ce namara nHoBO <XI
OILIEHSIBAHE.

> Toi C’bO6H_IaBa CBOETO pemeHHe Ha X] Ha HpOI/IBBOI[I/ITGJISI egeABa—AR—ee

re= X ToBa yBeZoOMIICHHE BKIIIOUBA 3aKIHOUYCHUSTA OT
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4.1

4.2

4.3

4.4

U3BBPIICHOTO H3CJACABAHE W MOTHBHUPAHO pPEIICHHE OTHOCHO H3BBPIICHOTO
ouensBane <XI.

X> Hamzop Ha

otroBopHoctTa <X] Ha HOTU(HUIUPAHUS OpTraH

LenTa Ha B> mam3opa <XI e ga ce rapaHTHpa, 4e
NPOU3BOJMTEIT HeAfeswkse 3NbIHiIBA DO npaBmwiHo <XI 3aIb/DKCHUSTA eH,
POU3TUYAIIN oT ono0peHata crcremMa 38 B nmo Xl
kadecTBoX> To <X1.H : T6€3

X> mocThn 10 MecTraTa Ha MPOEKTHUPAHE, MPOU3BOJCTBO, NMPOBEPKA, M3MUTBAHE M
ChbXpaHsBaHE W My TpenocTaBs IpuiaTa HeoOxoamma wuHpopmarms, Xl mo-
CIIELUAJIHO:

a)  JIOKyMeHTalusTa Ha cucreMaTta 3a& DO mo <XI kagectBoX> To <XI;

6) ﬁ@i@_ﬁvﬁ%ﬁ%ﬂ%@% X> zamucure 1o <Xl Ka4C€CTBOTO, HIHESKBaHH—CHFFIacHS

X> mocoueHn B MPOEKTHATa YacT Ha CHCTEMara IO KadyecTBOTO, Karo <X
pe3yaTaTh OT aHAJIM3H, U3YHCICHHS, # u3nuTBanus X u np. <X,

B) aAekymenEmre—sa X samucure 10 <X] KadectBOoTO, [X> mocoyenu B

NPOM3BOJICTBCHATA YaCT Ha CHCTEMara 10 KadecTBOTO, <X| m3sexpams

: e : KATO HeHpHMep

JOKJIaTu OT MPOBEPKHU, ¥ JaHHU OT W3MHUTBAHUSA, JAHHH OT KaTHOpHpaHe, ¥
JIOKJIA/IM 33 KBATM(DUKAIMATA Ha CHOTBETHHS repconan 5O u qp. <X

Hotuduiupanusar opran exespa—aa W3BBPIIBA MIEPHOIUUHI SAHESPEKH—HPOBEPKH
B> onutn, <XI 3a na eapesespa X ce yBepu <Xl, 4e MPOM3BOAMTENAT MOIABPKA U
npuiara cucremara 3a DO mo <XI kauectBoX> To XI, u #a mnpemectaBs Ha
NPOM3BOIUTENS JTOKJIA]] OT Hpesepkaza DO omura <X.

OcBen TOBa HOTI/I(I)I/IL[I/IpaHI/ISIT opraH MoOXxe Ja
LS > mpaBM ¥ BHE3AHU IIOCEIICHHUS IPU
npousBoautens <Xl. [1o Bpeme Ha $e38 TaKHMBa MMOCCIICHUS HOTI/I(i)I/ILII/IpaHI/ISIT opraH
S IZ> ako ToBa ce Hajara <X, zxa

> u3BbpmIBA WM BB3Jara M3BBPIIBAHETO Ha
HU3NUTBAHUA HA MUPOTCXHUYICCKUTC U3ACIUA C LCIT Ha HpOBepI/I JaJIn CucreéMara Iio
KauecTBOTO (YHKIMOHUpa MpaBuiHO <XI.
B> Tou X1 HpGI[OCTaB}I Ha HpOI/I3BO,I[I/ITe.IISI JIOKJIaJl OT TOCEUICHUETO H—AOKIaA—6F

; ako ca OWiM W3BBPIIECHU

U3MUTBAHUS — ¥ MPOTOKOJIM OT U3nuTBanusATa <XI.
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5.1

52

{ HOB

MapKI/IpOBKa 3a CbOTBCTCTBUC U ACKIIapalluia 3a CbOTBETCTBUC

[IpousBonuTensaT HaHacsi M3UCKBaHATa MAapKUPOBKAa 3a CHOTBETCTBHE, KAKTO €
MPEIBUIICHO B HACTOAIIATA JAUPEKTHBA, W, HA OTTOBOPHOCTTA Ha HOTU(HUIIMpaHUS
opras, oco4eH B Touka 3.1, uaeHTUu(pUKAIMOHHUS My HOMEDP BBPXY BCAKO OTAEITHO
MUPOTEXHUYECKO H3JENINE, KOETO OTroBaps Ha NPWIOKHUMHUTE HW3MCKBAHMS Ha
HACTOSIIaTa TUPEKTUBA.

[Ipou3BoguTensT cbCTaBsi MNHCMEHA  JIeKJIapalus 3a  ChOTBETCTBUE  Ha
MUPOTEXHUUECKOTO M3JCIINE M S ChXpaHsSBa Ha Pa3MOJIOKCHHE HA HAIIMOHAHUTE
opraHu B mnpoabkeHue Ha 10 roguHM ciel MyCKaHETO Ha MUPOTEXHUYECKOTO
H3IETINE Ha  mazapa./lekmapamusta 32 CHOTBETCTBHE uaeHTuduImIpa
MUPOTEXHUUYECKOTO U3/IEIHE, 32 KOETO € ChCTABEHA.

Komue ot JCKIIapanuAaTa 3a CbOTBETCTBHUE CC NPEAOCTABA HAa CHOTBCTHUTC OPraHu
IIpH TIOMCKBAHC.

&

‘ WV 2007/23/EO (anantupan) ‘

ITpOoM3BOANTEIIAT eFeABa=Aa ChXPAHABA HA PA3MIOJOKEHUE HA HAIIMOHATHUTC BHGEEH
x> OpFaHI/I B HpO,I['bJ'I)KeHI/Ie Ha <X mHaii-manko 10 roauMHU cCnen HaFere—Ha
reasere DO myckaHeTo Ha MpoaykTa Ha nmasapa <Xl

‘ WV 2007/23/EO (anantupan) ‘

a) DO rexnmueckara <XI moOKyMeHTallHsEs; I0eokera=s ToUKa 3.1; 65x8a-6);

{ HOB

B)  OJOOpEHHWTE M3MEHEHHUs I0 Touka 3.5;

K

|V 2007/23/EO (anantnpan) |

1") ﬁ pelmicHusATa U JOKIIAAUTE Ha HOTI/I(l)I/II_[I/IpaHI/ISI Oprats MoeoSSHHB TOUYKau
3.45, B : AR 43u4d4.

h @ I/IH(bopMHpa CBOWTE HOTI/I(i)I/IIH/IpaHII/I
OpraHu 3a M3[JaJCHUTE WM OTTEIJICHUTE OJ00PCHUSI HAa CHCTEMH 110 KayeCTBOTO M
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NEPHOANYHO WIIM MPH TIOUCKBAHE MM TPEIOCTaBs CIHUCHK C OJJOOPCHHUSI Ha CUCTEMHU
0 Ka4eCTBOTO, KOUTO € OTKa3all, CIPsUl € JCHCTBHETO UM WIIM MO JIPYr HAUUH €
orpannymi. <X

{ HOB

Bcexu noOTHdUIIMpaH opraH WHGOPMHpPA OCTAHAIWTE HOTU(DHUIIMPAHH OpraHU 3a
0I0OpeHNUsT HA CHCTEMH IO Ka4eCTBOTO, KOMTO € OTKa3al, CIpsUl € NEHCTBUETO MM
WIA OTTErJIWI, W TPH TOUCKBaHE, 332 W3JAJICHUTE OJOOpPCHHS Ha CHCTEMH I10
Ka4yecTBOTO.
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WV 2007/23/EO
= HOB
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(A

HNPUJIOXKEHUE IIT

Cnucbk Ha CPOKOBETE 3a TPAHCIIOHUPAHE B HAIIMOHAJTHOTO 3AKOHOIATEJICTBO U 3a

npujaaraHe
JupekTuBa CpoK 3a TpaHCIIOHHpPAHE JlaTa Ha nmpuitarane
2007/23/EO 4 auyapu 2010 1. 4 yomu 2010 r. (dotiepBepku

oT kateropuu 1, 2 u 3)

4 yomu 2013 r. (dotiepBepku
oT Kareropuss 4, Opyru
MAPOTEXHUYECKH H3JCIUS U
CUEHUYHU MUPOTEXHUYECKU
W3ICITHS)
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HPUJIOXEHHUE IV

TABJIMLIA HA CbOTBETCTBUETO

Hupextusa 2007/23/EO HacrosmaTta tupexTiBa

Unen 1, maparpad 1 Unen 1, maparpad 1

Unen 1, maparpad 2 Unen 1, maparpad 2

Unen 1, maparpad 3 Unen 2, naparpad 1

Unen 1, maparpad 4, Oyksa a) Unen 2, maparpad 2, Oyksa a)

Unen 1, maparpag 4, 6yksa 0) Unen 2, maparpad 2, Oyksa 0)

Unen 1, maparpad 4, Oyksa B) Unen 2, maparpad 2, OykBa B)

Unen 1, maparpad 4, Oyksa 1) Unen 2, maparpad 2, Oyksa 1)

Unen 1, maparpag 4, 6yksa 1) Unen 2, naparpad 2, Oyksa )

Unen 1, maparpad 4, Oyksa ¢) Unen 2 maparpad 2, OykBa €) W WieH 3,

naparpad 5

Unen 2, maparpad 1 Unen 3, maparpad 1

Unen 2, maparpad 2, TbpBO U3pEUCHHE Unen 3, maparpad 7

Unen 2, maparpad 2, BTOpo u3peueHue Unen 2, maparpad 2, OykBa x)

Unen 2, maparpad 3

Unen 3, maparpad 2

Unen 2, maparpad 4

Unen 3, maparpad 3

Unen 2, maparpad 5

Unen 3, maparpad 4

Unen 2, maparpag 6

Unen 3, maparpad 9

Unen 2, maparpad 7

Unen 3, maparpad 10

Unen 2, maparpad 8

Unen 3, maparpad 11

Unen 2, maparpad 9

Unen 3, maparpa¢ 14

Unen 2, maparpad 10

Unen 3, maparpad 6

Unen 3, maparpad 8
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Unen 3, maparpad 12

Unen 3, maparpad 13

Unen 3, maparpadu 15—22

Unen 3, maparpag 1

Unen 6, naparpad 1

Unen 3, maparpad 2

Unen 6, maparpad 2

Unen 4 (3arnaBue)

Unenose 8, 11, 12 (3arynaBus)

Unen 4, maparpad 1

Unen 8, maparpad 1

Unen 4, naparpad 2, mppBa anuHes

Unen 11, maparpadpu 1—4 u unen 13

Unen 4, maparpad 2, BTopa anuHest

Ynen 13

Unen 4, maparpad 3

Unen 12, maparpad 1 u unen 12, maparpad 2,
[IbpPBA AJIMHES

Unen 12, maparpad 2, BTopa anuHes

Unen 12, maparpad 3

Unen 12, maparpad 4

Unen 12, maparpad 5

Unen 4, naparpad 4, Oyksa a)

Unen 8, maparpad 2, mbpBa anuHes

Unen 4, naparpad 4, 6yksa 0)

Unen 8, maparpad 2, BTOpa ajquHes U 4ieH §,
naparpad 5

Unen 8, maparpagu 3—7

Ynen 14

Unen 5, maparpad 1

Ynen 5

Usten 5, maparpad 2

Unen 6, maparpad 1

Unen 4, maparpad 1

Usten 6, maparpad 2

Unen 4, naparpad 2

Unen 6, naparpad 3

Unen 4, naparpad 3

Unen 6, maparpad 4

Unen 4, maparpad 4

Unen 7, maparpag 1

Unen 7, nmaparpad 1
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Usen 7, maparpad 2

Unen 7, maparpad 2

Unen 7, maparpad 3

Unen 7, maparpad 3

Unen 8, maparpad 1

Unen 8, maparpag 2

Unen 15, BTopa anunest

Unen 8, maparpad 3, mbpBO U3pEUCHUE

Unen 8, maparpag 3, BTOpo u3pedeHue Unen 15
Unen 8, maparpad 3, Tpeto uzpeueHue -
Uren 8, maparpad 4 -
Uien 9 Unen 16
- Unen 17

Unen 10, maparpad 1

Unen 20 u unen 29, maparpad 1

Unen 10, maparpad 2

Unen 29, maparpad 2

Unen 10, maparpad 3

Ynenose 24 u 25

Unen 10, maparpad 4

Unen 30, maparpad 1

Usen 10, maparpad 5

Unen 30, maparpad 2

Unen 10, maparpad 6

YUnenose 21 u 23

Ynenose 26—28

Unenose 31—36

Unen 11, maparpad 1

Unen 19, maparpad 1

Unen 11, maparpad 2

Ynen 18

Unen 11, maparpad 3

Ynen 18

Unen 19, maparpad 2

Unen 19, maparpad 3

Unen 19, maparpad 4

Unen 12, maparpag 1

Unen 9, maparpad 1
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Unen 12, maparpad 2

Unen 9, maparpad 2

Unen 12, maparpad 3

Unen 9, maparpad 3

Unen 12, maparpad 4

Unen 9, maparpad 4

Unen 12, maparpad 5

Unen 9, maparpad 5

Unen 12, maparpad 6

Unen 13, maparpad 1

Unen 10, maparpad 1

Unen 13, maparpad 2

Unen 10, maparpad 2

Unen 13, maparpad 3

Unen 10, maparpad 3

Unen 14, maparpag 1

Unen 37, maparpad 1

Unen 14, maparpad 2

Unen 37, maparpad 1

Unen 14, maparpad 3

Unen 37, maparpad 1

Unen 14, maparpad 4

Unen 37, maparpad 1

Uien 14, maparpad 5

Unen 37, maparpad 2

Unen 14, maparpad 6

Unen 37, maparpad 1

Unen 14, maparpad 7

Unen 37, maparpad 1

Yienu 15

Unen 38, maparpad 1, mbpBa anuHes

Unen 38, maparpad 1, BTOpa, Tpera
YCTBBPTA aJIMHCS

u

Unen 38, maparpadu 2—8

Unen 16, maparpad 1

Unen 39, maparpad 1, mbpBa anuHes

Unen 16, maparpad 2

Unen 39, maparpadu 2 u 3

Usen 16, maparpad 3

Unen 41, maparpad 1, Oyksa a)

Unen 39, maparpad 1, BTopa anunes

Ynen 40

Ynen 41

Unen 17, maparpad 1

Unen 37, maparpad 1

Unen 17, maparpad 2

Unen 37, maparpad 1
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Unen 18, maparpad 1 Unen 42
Unen 18, maparpad 2 Uinen 44
- Unen 43

Unen 19, maparpad 1

Unen 45, maparpad 1

Unen 19, maparpad 2

Unen 19, maparpad 3, mbpBa anuHes

Unen 45, maparpad 2

Unen 19, maparpad 3, BTopa anunes

Yen 20

Ynen 46

Unen 47, maparpad 1

Unen 21, maparpad 1

Unen 48, maparpad 1

Unen 21, maparpad 2, mbpBO n3peueHue

Unen 21, maparpad 2, BTOpo U3peueHue

Unen 48, maparpad 2

Unen 21, maparpad 3

Unen 48, maparpad 3

Unen 21, maparpad 4

Unen 48, nmaparpad 4

Usen 21, maparpad 5

Unen 47, naparpadu 2 u 3

Unen 21, maparpad 6

Unewn 47, maparpad 4

- Ynen 49
Yen 22 Ynen 50
Yien 23 Ynen 51

[Ipunoxenne I, Touka 1

[Tpunoxxenue I, Touka 1

[Ipunoxenue I, Touka 2

[Ipunoxenue I, Touka 2

[Ipunoxenue I, Touka 3

[Tpunosxxenue I, Touka 3

[Tpunoxenue I, Touka 4, OykBa a)

ITpunosxxenue I, Touka 4

[Tpunoxenue I, Touka 4, 6yksa 0)

[Tpunoxenue I, Touka 4

IIpunosxenue I, Touka 5

IIpunoxenue I, Touka 5

[Ipunoxenue II, Touxa 1

[Ipunoxenue I, Touxa 1
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[Ipunoxenue I, Touka 2

[Tpunoxxenue 11, Touka 2

[Ipunoxenue I, Touka 3

[Ipunoxenue I, Touka 3

[Ipunoxenue I, Touka 4

[Tpunoxxenue 11, Touka 4

IIpunoxenue II, Touka 5

ITpunoxenue II, Touka 5

[Tpunoxenue II, Touka 6

[Tpunoxenue II, Touka 6

[Ipunoxenue I11

Ynen 24

[Ipunoxenune IV

Ynen 18

ITpunoxenne 111

IIpunoxenue IV
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