F_ Field Fisher Waterhouse

3aumTa Ha MHTepecuTe Ha wTrapckure dmpvm
MM

Field Fisher Waterhouse — EC perynaTtopHa rpyna

JlopeH PycmaH, Cbapy>KHUK
19 HoemBpu, Codus

Brussels | Hamburg | London | Manchester

Munich | PaoAlto | Paris | Shangha
wawwffwcom



[lpernep,

1. BbBegeHue;

2. Cdepun Ha OenHocCT;

3. Ko ca HalumTe KNUEeHTU 1 Kak MOXXemM aa M NoMOrHem?
4. OnnTt ¢ 6bnrapckn onpmu;

5. Brnpocu n otrosopm.

F Field Fisher Waterhouse



BbBegeHue

* C net cbapyxHuka n 6nnso gecet cneunanmctn Field Fisher Waterhouse
Regulatory Group e Han-ronamata EC perynaTtopHarta rpyna, 6asmpaHa B
Bprokcen

* Hwne cme npusHat nuaep Ha nasapa B EC
* PapgBame ce Ha 3aBuaHa penyTtaums Kato NnpodecmoHaneH n BCeoTaaeH eknn

* KaHTOpaTa npegocTtaBsi TbProBCKU, HAYYHM U NPaBHU PELLEHUNS HA CIOXHU
noTpebuTenckm n HenoTpebuTenckm BbLNPOCH

* Pasnonarame c BogeLu 1opucTu, BKIOYNTENHO OMBLLM ekcriepTn oT KomucusaTta

n EBponeunckaTta areHumsi N0 XMMuKanuTe, Kakto U npaBuctu ot noseye ot 10
Pa3nNMYHN KLPUCONKLNN

* [logpasneneHneTto B bprokcen e 4acT oT no-wunpokaTa rpyna Ha Field Fisher
Waterhouse Regulatory Group n paboTtn B TACHO CbTpyaHU4YecTBO C Life

Sciences and Healthcare Group npegocTtaBsinkn MHTErpmpaH, obLLoeBpPONENCKN

noaxond KbM rnpaBHUTE N HAYy4YHUTE MNMpean3BmMKaTesiICTea
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Cdepu Ha aenHocT

1. Xumunyeckn BellecTtsa, bmounam v nectTmumngn:;

2. besonacHoCT Ha NpoayKTuTe U Apyru BbAPOCK 3a 4OCTbN 40
nasapa;

3. XpaHu, naketupaHe Ha XpaHUTENHW NPOAYKTU U 3eMeenue;
4. EHepreTuka 1 oKosiHa cpeaa;

5. MexxgyHapoaHa Tbprosud, MMTHULN N KOHTPOI Ha U3HOCA.
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1. XuMunkanwu

* [loBeye ot 20 roanHn onuT B oblacTTa Ha eBPONENCKOTO NPaBo Ha
XUMUYeckaTa MHOYCTPUS, NpeaocTaBsAnKkM CbBETU OTHOCHO Cna3BaHe Ha
agMUHUCTPATUBHUTE NMpoueaypu 1 peliaBaHETO Ha CbaebHM criopoBe

* YecTo cnomMeHaBaHe B MeauuTe, AbrKallo ce Ha HalLMs ycrex B akTyarnHu 1
HOBaTOPCKM IOPUANYECKN CopoBe

* [lognomarame KfMeHTUTE HK 3a Cna3BaHETO Ha perynaTtopHnuTe n HOpMaTUBHU
N3UCKBaAHWUSI, HApYyLLEHNE Ha AOroBopuTe, paspeLllaBaHe Ha npobnemu n u
CbaebHM cNnOpPOBE OTHOCHO:

- PernameHTBbT 3a perncrpaumsaTa, oueHkarta, paspeLllaBaHeTo U orpaHn4aBaHeTo
Ha xMmMn4yHu Belwectea (REACH)

- PernamMeHTbT 3a KnacnduumpaHeTo, ETUKETUPAHETO U OMNakoBaHETO Ha
XnumunyHun Bellectsa (CLP)

- [nobanHaTa xapMoHu3npaHa cuctema 3a knacnduumpaHe n eTUKeTMpaHe Ha
xumumkanm (GHS)
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1. Xumukanu (npoavnxeHue)

- lupekTtmnBarta 3a onacHute Bellectea (DSD)

- dupekTtmnBarta 3a onacHute npenapatu (DPD)

- dupekTneBaTa 3a U3naA3no ot ynotpeba enekTrpuvyecko U eneKkTpoHHO

obopynsaHe(OEEO)

- OrpaHuyeHue Ha [upektneaTa 3a onacHuTe BewecTtea (RoHS)

- EBponeickarta cnorogba 3a mexxgyHapoAeH NpeBo3 Ha ONacHU
ToBapwm no woce (ADR) n aupektusata EBPATOM

- MexxayHapogHUTe acnekt Ha XMMUYHOTO NpaBo, B YACTHOCT MO
oTHoweHne Ha OpraHusauunara no npexpaHa u semenenuve (FAO) un
CseToBHaTa 3gpaBHa opraHunsauusa (WHO)
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1. buounaoun n nectnunon

* [lpaktukata Ha FFW no oTHoLweHne Ha buoumnanTe n nectuymanTe
e Han-AbJIro ycraHoBeHaTta 1 sogelua no poga cu B EC

* HaweTo perynatopHo CbAENCTBUE HA KNUEHTUTE HU B TE3N
obnacTtu ce oTHaca no-cneuuanHo ao:

- OupektnBara 3a ouounante (BPD), n
- lupekTmBarta 3a npoayktute 3a pactmrtenHa 3awmnta (PPPD)
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2. be3onacHOCT Ha NpOoAYKTUTEe

* KoHcynTaumm no BCUYKN BBNPOCK, CBbP3aHN C eBPONenckuTe
N3NCKBaHNSA 3a CbOTBETCTBUE Ha NPOAYKTUTE, 6&€30MacHOCT,
OTrOBOPHOCT

* PaboTta ¢ MHOro KomrnaHmu B cdpepaTa Ha rnpoaykroBarta cTpaTerus
3a 3almTa, KOHCYnTUpaHe OTHOCHO NOTPEBUTESNICKN U
HENOTPEOUTENCKM NPOAYKTH, NO-CneumanHo AeTCKU Urpayvykm 1 CTOKU
3a rpuxa Ha OeTeTo, KO3METUYHU NMPOAYKTN U MEOULINHCKN U3OenNnsa

* PaboTarta no BbNpocu, CBbP3aHn C UANOTO NPOOAYKTOBO
3akoHogaTtencrtesoTo Ha EC, Han-Beue:
- UneHoBe 34-36 ot [orosopa 3a PyHKLNOHNPAHETO Ha
EBponenckmsa cuios
- PernamMeHTBbT 3a nakeTupaHe Ha CTOKUTE

- dupekTtnBaTta 3a obwarta 6esonacHocT Ha npoayktute (GPSD)
- dnpekTneBaTa 3a gedPEeKTHUN CTOKMU
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2. be3onacHOCT Ha npoAyKkTuTe (NpoAabixeHue)

- dupektnBaTa 3a 6e3onacHocT Ha urpadkuTte (TSD)
- PernameHTbT 3a KO3METUYHUTE NMPOAYKTU

- dnpekTneBaTta 3a MallMHUTE

- lupekTmnBarta 3a CTPOUTENHUTE NMPOAYKTH
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3. XpaHu, nakeTnpaHe Ha XpaHUTESIHN NMPOAYKTHU
n 3emepenue

* HawwuTte cunHm no3HaHua B Te3n obnactu ca HU cnevenmnu
penyTtaumsTta Ha “"to go" dompma 3a BbNpOCKU, CBbP3aHU C
XPaHUTENHW NPOAYKTU, NakeTupaHe, XpaHUTENHN 000aBKu,
BETEPUHAPHU MPOAYKTU

* KoHcynTtauum rno BCUYKK 00iacTu Ha XxapaHUTENHOTO NpaBo Ha
EC, BKNIOYUTESNHO:
- Pecbopma Ha ObliaTta cenckoctonaHcka nonutuka (OCI)
- be3onacHoOCT Ha XxpaHuTe: acucTupaHe npu npocriegssaHe u
ynpaBrieHne Ha Kpusu

- OnakoBaHe: eTUKeTUpaHe, UCKOBE 1 peknamMa
- XpaHUTENHMN NHOBALUMW: HOBU XpaHW, HAHOMaTepuanu,
krnoHupane, MO, nobaBku
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4. EHepreTuka n okoJiHa cpeja

» EHepreTuka

* OOwwupHa npakTuka B NpeaoCcTaBsHETO Ha KOHCYNTaunm v
nogrnomMmaraHe Ha KNMeHTUTEe No MeXOyHapoaHN eNEKTPOEHEPTNUNHU
BbMPOCU U BBMNPOCK OT CEKTOP ras

* [lpuHoC B npouectT Ha BbBEXOAHETO U npunaraHeTo Ha
eBponencknte JJUpekTnBn 3a enekTpoeHeprndara n rasta B
pasnMyHn ObpKaBn-YneHKu

* To3n onuT BKIMOYBa CriegHUTEe acnekTu:
- PerynatopHu BbNpocK, BKITKOYUTESNHO NocregHnUTe U3MCKBaHUS
3a ekoansaunH
- EHeprunHu gorosopu

- [1lpaBHa nomolL, Ha HOBU OUPMU Ha Nas3apa

- CTponTencTBo Ha EHEPrMNHU CbOPBXKEHUSA U pa3peLunTENTHN
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4. EHepreTunka n okosHa cpeana (npoabixeHune)

» OkonHa cpepa

* KoHcynTauum no pasnuyHu npobrnemMmmn Ha okonHaTa cpeaa -
3aMbpcsaBaHe, oTnaabLn, EHePrus, U3BMEHEHNE Ha KnumaTa

* 3akoHopaTtencteoTo Ha EC B Ta3u cdepa BKIoYBa:
- npekTtnBa 3a ekonormn4yHaTta otroBopHocT (ELD)
- dnpekTtnBa 3a NpenoTBpaTsiBaHE U KOHTPOJST HA 3aMbPCABAHETO
(IPPC)
- PamkoBaTa anpekTtmBa 3a oTnagbumTe
- PamkoBaTa anpekTtmBa 3a Bogute
- OTnagbum OT enekTpuyecko n enekTpoHHo obopyasaHe (WEEE)
- PernameHT 3a BpegHuTe BellectBa (RoHS)
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5. MeXxayHapoaHa Tbproeusa, MUTHULUU N KOHTPON Ha
M3HOCA

* CbOeuncTBue Ha KIMEHTUTE B MeXAyHapodHaTa TbProBma U MUTHUYECKUTE
BbMNPOCK CbrnacHo rnpasHaTa ypeada Ha EC n Ha dbpKaBUTE-YNIEHKU, KAKTO U B
pamkute Ha CBeToBHaTa Tbproscka OpraHusaumsa (CTO) n gpyrm mexgyHapogHu
cnopasymMeHus

* Hawarta paboTta Bkno4Ba;
- [lpaBHa KoOHCyNnTaunn U CbAENCTBUE 3a HAMUPaHE Ha pelleHns Ha Dn3Hec
BbNPOCU, CBbP3aHN C BHOCA 1 U3HOCA Ha CTOKM, YCIyrn, TeXHONOorns
- NpencraensaBaHe BbB Bpb3ka C pasfiniHM agMUHUCTPATUBHU NpoLeaypu 1
cbOebHu gena

* PabortaTta HM B obnacTtra Ha TbproBusita U MUTHULUUTE BKINHOYBA:
- AHTUOBMMONHIOBU, aHTUCYBCUOMNHM U NpeanasHn npoueaypu n cbaebHn gena
- MUTHMYeckn Tapudun 1 Bb3cTaHOBSBaHe Ha MUTO
- Bbrnpocu, cBbp3aHm ¢ MHBECTULMKN M OOCTHMN 40 nasapa
- KoHTpona Bbpxy nsHoca u MKOHOMUYECKU CaHKL UK
- [lpedrepeHumanHu TbProBcku cnopasyMeHnsa N eQHOCTPaHHU pexumMn 3a
npedepeHunn
- PascnegsaHus 3a nusmamu

- YpexnaaHe Ha cnopoBse
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Kou ca HallnUTe KANEeHTU U KaK MOXeM Aa UM
NMOMOrHem?

* Hawarta mexgyHapogHa KrnneHTcka basa BKoYBa:
- MynTuHaymoHanHu KomnaHum
- [lpaButencrtea Ha dbpxaBn-uneHkn Ha EC
- baHku u gpyrm UHaHCOBN NHCTUTYLNU
- [lpodecroHanHUTEe NapTHLOPCTBA
- TbproBckn acounauum
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XUMuUKanu

* KoHcynTtupaHe no BCUYKkM BbNpocu, cebp3aHn ¢ REACH:
perncTpaums, otopusauyms, 4oCTbN A0 AaHHN, OOMEH Ha OaHHW,
aHTUTPBLCT, B3aUMOAEUCTBME C OPYrK perynaTtopHU cXemu,
ohmumnanHa KoMyHuUKaLmsa ¢ eBpOneENCKN N HaLMOHanHm
KOMMNETEHTHU OpraHu

* M3nbnHeHne pyHKUMATa Ha JOBEPEHO NnLE N IopuandecKku
CbBETHUK Ha rofiama rpyna ot XMMMU4YeCcKn KOMnaHuUn no OTHOLLUEHNE
Ha PermameHTta REACH

* CbaencTBue npu nogaBaHETO Ha XXanbwu npen anenaTtMBHUAT opraH
Ha EBponenckarta areHUuna 3a XumukanuTe

* [lpencraBnsaBaHe B CbaebHM NPOM3BOACTBA Npea HaLnoHaIH1
cbaunuia n Covamnuwiarta Ha EC B JliokcemOypr

* dopmarnHu u HedoopmMmanHn KOMyHuUKaumm ¢ nHctutyumute Ha EC -
Komucusa, CoeeT, EBponencku lNapnameHT n gpyrm opraHum
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buounaom n necrmunaun

* [lpaBHa nomoLL, Npy NOAABAHETO Ha 3asiBNIEHUS 3a OTOpU3auus Ha
BuouuaHn NpoaykTh B [ bpKaBUTE-YNEHKN

* CbBeTn 3a 06MEH Ha JaHHM B KOHTEKCTA Ha criopasyMeHus 3a
NOKYyNKo-npoaakoba

* Pesontouns Ha “free-rider’Bbnpocu n nocnegHnUnTe CbrfiacHo
KOHKYPEHTHOTO npaBo Ha EC

* JlobnpaHe v npaBHU KOHCYNTauuu npeq EBponenckata Komucua —
Ha npumMep, NPOMEHN B KpanHUTE CPOKOBE 3a NogaBaHe Ha
OOCUETA 3a HAKOJKO aKTUBHM BellecTBa

* W3rotBsiHe Ha »kanbwu go EBponenckuat OmbyacmaH

* WM3KkNo4YnTENHO aKTUBHA NpakTuKa B cbaebHn cnopoBe npea
Cbaounuwa Ha EC
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be3onacHOCT Ha NPoAYKTUTe U APYrv BbAPOCK 3a
AOCTHN A0 na3apa

* Korato Bb3HUKHAT HapyLUEHWS Ha OOroBOPHU U / 3aKOHOBM
N3NCKBaAHUA, HUEe CbaencTBame C:
- VI3TerndaHe Ha npoayKkTn oT nasapa
- [lpaBHO ynpaBreHne Ha Kpunsu

- OdbnuymanHa KomyHuKauusa ¢ Esponenckata Komucus v
KOMMETEHTHUTE oOpraHun Ha bpXaBute-4neHKu
- Bbnpocu, cBbp3aHn Cc orpaHM4yeHne Ha OTrOBOPHOCTTA

- [Mo-06LL0 Ka3aHO — oka3Bame fnpaBHa NOMOLL, 3a nosly4aBaHe Ha
0J00OpeHne oT perynaTopHUTE OpraHn 3a TEXHUYECKN NPOAYKTH,
KaKTO M AOCTbMN A0 nasapa KaTo Lo

- CbBeTBamMe 1 no BbIPOCU 3a cBOOOHOTO ABMXEHNE Ha CTOKM B
EC
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XpaHu, OrnakoBaHe HAa XPaHUTENMHU NMPOAYKTU W
3emMepenme

* KoHcynTtupaHe rno BCUYKkM BbNpocu 3a npunaraHeTto Ha OCI1 —
pedopma, bno semegenue, AUPEKTHU NNaLlaHns,

* JlobupaHe no Bpeme Ha 3akoHoAaTeNHUAT NpoLec U B3eMaHeTo Ha
BaXKHW peLleHus oT opraHuTe Ha EC 0THOCHO MHOXeCTBO 0b6nacTu
OT HopMaTMBHaTa ypeaba 3a XpaHUTe - CUrypHOCT, paspeLleHms,
oriepaTUBHU criopasyMeHus, 3allmuTa Ha JaHHUTe,eTUKeTupaHe,
MHoBaLUK

* BoaeHe Ha cbaebHu cnopoBe npea cbannuuaTta Ha EC
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EHepreTuka v okosiHa cpeja

* I3rotBAHE Ha EHEPrMnHM OOroBOpU: A4OroBOpU 3a CBbP3BaHeE U
OOCTbIM, AOrOBOPU 3a EHEPIrUUHU MPOEKTMH

* HoBuTe y4YacTHMUM Ha Nasapa: pellaBaHe Ha BLMPOCU, CBbP3aHU
KOHKYPEHTHO-MNpaBHUTE acneKkTu Ha AOroBOpPUTE 3a eNnekTpmnyecTBo
n ras, TOll knaysn, MHOrocTpaHHM gOroBopu, 3eneHn ceptTudunkaTm

* [lognomaraHe Ha NPoOeKTU 3a U3rpakaaHe Ha HOBU
eIIeKTPOoLIeHTpanu: NnpeaBapuUTerHN KOHTaKTU C perynaTopHu
opraHu n agMMHUCTpaLuK, paspaboTBaHe Ha aganTUpPaHu
brpMEHU N JOrOBOPHU MEXaHN3MMU

* CbaebHo nponsBoacTBO Npen 0ernrmMnmcknTe n eBPONENCKNTE
cbaunuuia
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MeXxayHapoaHa Tbproema, MUTHULM U KOHTPOJ Ha
M3HOCA

[TpaBHa nomouy 3a nponssoautenu ot EC u TpeTu-ctpaHu, BHOCUTENUTE,
noTpedutennte u Apyrn 3aMHTEPECOBAHM CTPaHN B Pa3nNUYHU aHTU-ObMMWHI, aHTU-
cybcnannHu 1 npeanasHn BbNpocu

- [lponssoantenute Ha Benocunegn B EC: BKNOUYMTENHO pa3cnegBaHe 3a
3aobukansaHe Ha npaBunarta

- Nponssogutenute Ha conapHu moaynun B EC: BKNOUNTENHO 3a NpoAbiKaBaHe Ha
CcbaebHn cnopoBe

[lognomaraHe Ha BHOCUTENUTE C pa3JsindiyHn MUTHUHECKUN BBIPOCU - KJ'IaCl/IGbI/IKaLI,VIFl,
Nnpoun3xona, nocrieaBalin Bblpocn 3a Bb3CTaHOBABAHE

KoHcynTupaHe Ha pa3nuyHu KOMNaHum no OTHOLLEHME Ha cna3BaHETO Ha KOHTposa
BbpXy U3Hoca Ha EC 1 3akoHogaTencTBoTo 3a MIKOHOMUYECKN CaHKUun (Hanpumep
Tbprosusta ¢ paH, Cupus)

[lognomaraHe Ha npon3BoAUTENNTE U BHOCUTENUTE C Pa3fiMYHM BLMNPOCU 3a AOCTbIN
00 nasapa, cbrnacHo npasunara 3a 6€30nacHOCT Ha NPOAYKTUTE N TEXHUAT
ekoan3amnH
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OnuT c 6barapckn dupmu

* CoapyxHuk Laurent Ruessmann: e pabotun ¢ 6bnrapcku dompmm
OT EHEPrUNHUS CEKTOP, NPOU3BOACTBOTO HA MUHEPAnn n
Benocunegu

* CouapyxHuk Claudio Mereu: B MOMeEHTa npeacTaBnaBa Obrirapcku
npou3BoAUTESN Ha NPOAYKTM 3a pacTUTenHa 3aluTa npea
rPbUKUTE BacTn, KOUTO OrpaHmnyaBaT permcrpauudaTta Ha eauH oT
npoayKTUTEe Ha doupmarta, B HapyLwieHne Ha PernameHTt 1107/2009
OTHOCHO MYyCKaHEeTO Ha nasapa Ha NPOoAYKTWN 3a pacTuTesiHa
3awumTa.
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