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Directorate-General for Internal Market, Industry, Entrepreneurship and SMEs
Single Market Enforcement

Notification of Regulatory Barriers

AptBudg kowomoinong : 2024/0064/DK (Denmark)

ZX€610 VOMOL YlLa TNV TPOTIOTOINOGN TOU VOHOUL YLa TA TIPOIOVTA KATIVOU
K.ATL. Kat 6id@opot aiiol vopol (EpappoyR THNRATWY TOL a)ediov
MPOANYNC oL anevOVvoVTaAL O€ TALOLA KAl VEOUG - KATIVOC, VIKOTivN
KOL GAKOOA)

Huepounvia napaiafnc : 08/02/2024
AREN tnG meptddou tou Status Quo : 13/05/2024 (closed)
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Kowomoinon oxedlou kelpévou and kpdtog UéAOC

Notification - Notification - Notifzierung - HoTudmkaums - Oznameni - Notifikation - 'vwotonoinon - Notificacién -
Teavitamine - limoitus - Obavijest - Bejelentés - Notifica - PraneSimas - Pazinojums - Notifika - Kennisgeving -
Zawiadomienie - Notificacdo - Notificare - Ozndmenie - Obvestilo - Anmalan - Fégra a thabhairt

Does not open the delays - N'ouvre pas de délai - Kein Fristbeginn - He ce npeasuxaa nepuof Ha NpekbCcBaHe -
Nezahajuje prodleni - Fristerne indledes ikke - Kauuia évapgn npobsouiag - No abre el plazo - Viivituste perioodi ei avata -
Maaraaika ei ala tasta - Ne otvara razdoblje kasnjenja - Nem nyitja meg a késéseket - Non fa decorrere la mora -
Atidéjimai nepradedami - AtlikSanas laikposms nesakas - Ma jiftahx il-perijodi ta’ dewmien - Geen termijnbegin - Nie
otwiera opéznien - Nao inicia o prazo - Nu deschide perioadele de stagnare - Nezacina oneskorenia - Ne uvaja zamud -
Inleder ingen frist - Ni osclaionn sé na moilleanna
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2. Denmark

3A. Erhvervsstyrelsen
Langelinie Allé 17
2100 Kgbenhavn @
Danmark

+45 35291000
nofitikationer@erst.dk

3B. Indenrigs- og Sundhedsministeriet
Slotsholmsgade 10-12

1216 Kgbenhavn K

Danmark
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+45 72 26 90 00
sum@sum.dk

4. 2024/0064/DK - S00S - Yyela, LaTpLlkdG €EOMALOUEG

5. Zx€610 VOUOL Yla TNV TPOMoMo(naon Tou VOUOL Yl Ta mpoidvTa Kamvol K.AT. Kat Stdpopot dAAot vouol (Egapuoyn
TUNUATWY Tov oxebiov mMPAANYNC Tou anevBivovTal g€ MALSLA Kal VEOUC - KAMVAC, VIKOTVN Kal aAKOOA)

6. To MPOTEWOUEVO OXEDLO VOHOL apopd Ta akdAovba mpoidvta:
Mpoidvta Kamvoy, vroKaTdoTaTa KAMYOD, PUTIKA TIPOIOVTA YL KATIVIOPA, NAEKTPOVLIKA TOLYAPQ KAl TIEPLEKTEG
enavanAipwong We Kot xwp{c vikotivn Kat aAkooAolya moTd.

7.

8. To ox€610 véuou anoteAeital and tpla Baoikd otouyeia:

1. Anaydpevon eLl0aywyng, ayopadc, Katoxnic K.Am.

To ox€610 vOuOUL MEPLAQUBAVEL amayOpeLON ELOAYWYNG, ayopdc, napddoanc, mapaAaBrc, KATAOKELAC, eneEepyaoiag f
KATOXAC NAEKTPOVIKWY TOLYAPWY Kol MEPLEKTWVY EMAVATANPWONG HE VIKOTIVN TIOU €XOLV XAPAKTNPLOTLKO ApwHa
dlapopeTikd amnd ekelvo TNG HEVOOANG A Tou KarvoL A mov vrepBaivouv To épLo Twv 20 mg/ml vikotivng o€ vypd Tov
nepLEXeL vikotivn.

ZUVaPWE, EMOoNUAveTal 4TL To dpLo MEPLEKTIKOTNTAG O€ ViKoT{vn VA LYPOL TIOL TEPLEXEL VIKOTIVN amoppéet amnd To
dpBpo 20 mapdypagog 3 atoyelo B) Tng 0dnylag yla Ta mpoidvta Kamvol. Oa npénel enlong va onuelwdel dtL n tdbeon
0TNV ayopd NAEKTPOVLIKWY TOLYEPWVY KAl TEPLEKTWV EMAVATIAPWONG HE VIKOT(VN HE XAPAKTNPELOTIKO dpwia SLa@opeTIKS
and eke{vo TNG HEVBOANG i ToL KarvoU, amayopedeTal dn atn Aavia (BA. kowomoinon 2020/0228/DK).

H amaydpevon dev ox0eL yia peTAPePOUEVA amnd TAEWBLWITEC epnopelpaTa €w 10 povadwy, o0Te ya katox éwc 10
MOVABwWY Yl Mpoowrikr xperion. EmmnAéov, n anaydépsuon dev LoX0EL yia eloaywyr, ayopd, mpoundela, napaiapn,
KaTtaokevr, eneEepyaaia fi KATOXH Y oKOMO TNV eUnopla 0€ AAAEC XWPEC ] O KATOVAAWTEG O€ XWPEC EKTOC TNS Aaviag.
Opolwg, n amaydpevuan dev LoyLeL yia eloaywyr, ayopd, mpour6eta, mapaAapr, kataokevy, enefepyaoia f Katoxf yla
EMOTNUOVIKODG i} EAEYKTIKOOC OKOTOUC.

2. Katdoyeon

To ox€610 vouou mapéxel 0To EAC voutkh Bdon yla tn Aavikr) Apxr Texvohoyilac AogdAielac (n onoia ivat n apuddia
eAEYKTIKA apxr 0Tov Topéa auTO) yia TN SLevEpyELd KATAOXETEWY TTPOIOVTWY Kamvol Kat VIKOT{vng, KaBwg Kat
€EOTALOMOD KAl APWHATIKWY LAWY Tov ipoopiCovtal va xpnotpononfoiv oe cuvduaoud pe autd, edv vmdpyouv Adyol va
notedeTal OTL MAPABLACoLY TOWIKEG BLATAEELC TWY OXETIKWY VOUWY, TOWIKEG BLATAEELC IOV TIPORAEMOVTOL HUVAUEL TWY
€V AOYW vOUWY | MOWIKEC BLATAEELC O KAVOVIOUOUE TIOL ApOoPOLY TO NS0 EQAPUOYAC TWY VOUWY.

En( Tov mapdvtog, mpokeévou va mpayuatononOel katdaoyeon, n Aavikr Apxr) Texvoloylag ASQAAelag mpémnel va
EMLKOWYWVIOEL UE TNV aaTUVOULN Kol N agTtuvopia 0T ouvéxela va mpoBel oTnv Katdoyeon.

3. Evioyuuévn enaiiBsvon nAkiog

To ox€610 vouou eEovalodotel tn Aavikh Apxr TexvoAoyiag AopdActag (n omola elval n apuddia EAEYKTIKA apXr) OTOV
Topéa auTO) va xpnotomoLlel veapolC HLOTLKOUG ayopaaTEG Yl ep(0b0 500 £TWY TPOKELUEVOL va AEYXEL KATE ooV oL
EUMOPOL ALAVIKAG TWANGNG TNPOVY Ta dpta NAK{NG yla TNV MWANGCN Karmvol, VIKOTvNG Kat 0LvomveOaToG.

To ox£€610 vopov anattel eniong tnv epappoyr amoTEAEOUATIKOTEPNG NAEKTPOVIKAG enaAfBevong nAkiag yla tnv
NAEKTPOVLKI MWANGN AAKOOAODYWY MPOIOVTWY, aKPLBWC dnwe T{BevTal o€ Loyd oL AMALTACELS VLA AMOTEAECUATIKOTEPN
NAEKTPOVLKY eMaAfBevan NAKIAG Yyl TNV NAEKTPOVIKA MWANGN MEOoi6vTWY Kamvol Kat vikotivng. H anaitnan étL dAol ot
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€unopot ALavikAc MwANong Kamvol Kot mPoidvtwy vikoTivng mpémnel va Slab€Tovy oOoTNUA MOL va enaAnBevel
amoTeAEOUaTIKA TNV NAkia TOoL ayopaoTr ouUNEPIARPONKE oTNV Kowonoinon 2020/0228/DK. H analtnon yla
QMOTEAEOUATIKOTEPN NAEKTPOVLKA EMAAABELGN NAKIOG Yo TG NAEKTPOVIKEG IWAATELG BEV B LoYDEL Y TIG DLOBLKTUKEG
MAXTQOPUEG, dnwg opilovtal ato dpBpo 3 atolxeio 6) Tov véuouL TeP( YNPLOKWY LTINPETLWV.

0dnyla 2014/40/EE tov Evpwnaikod KowoBovAiov kat Tov ZuuBouAiov Tng 3ng AmptAiov 2014, yla TNV mMPooEyyLon Twv
VOHOBETLKWY, KAVOVIOTIKWVY KAl SLOIKNTIKWY SLATAEEWY TWY KPATWY HEAWY OXETIKA E TNV KATOOKELH, TNV mapovoiaaon
KaL TNV MWANGCN MPOIOVTWY KAMVOO KAl GUVAPWY TPOIOVTWY Kol yla TNV KaTtdpynon Tng odnyiag 2001/37/EK

9. To ox€610 vopou anoteAel epapuoyr TNG cuhewviac tng 14nc NogpuBpliov 2023 oxeTikd pe ox€dlo mpdAnyng mou
otoyeleL 0T xprion Kamvol, vikoTivng Kat owonvelatog and madid kat véoug, n omola ouvredn LeTagd TNG KLBEPYNONG
(ZootaAdnuokpaTiké Koupa, ®AeAe00epo Koupa tng Aaviag kat Metplonabei(c), Tov ZoolaAloTikol Aaikol KOupatog,
TWY Anpokpatwy Tng Aaviag, Tou ZuvtnenTikod Aaikold KOuUaTtog Kat TNG EvaAAAKTIKAG.

H oupowvio mepthapBavel 30 mpwtoBouAieg, oL omoleg and Kowol €xovy WG aTéX0 va oUBAAoLY oTn pelwan TN
KaTavdAwong Kamvol, vIKoTvng Kat ovomvelaTtog and ta matdld Kal Toug vEoug Kal va atnpi&ouvv neploodtepo
KOWATNTEC XWPIC AMOKAELTUODC.

To ox€610 VOUOUL £QaPUOTEL TUAMATA TNG OLUEWVING MEOANYNC. Ot uOAOLTEC MPWTOROVLALEC, OL oToleC MPOKELTAL VX
HETaPEPOOUY 0T vouobeaia, Ba AomoNBolY YETw AAAWY OXedlWY VOUwWY. Ot TPWTOROVALEG OV LAOTOLODVTAL HETW TOU
napdévtog oxedlov VOUOL ATMOOKOTOUY OTNY UTIOOTHPLEN TWY EAEYKTIKWY ApXWV UE MEPLOadTEPA epyaAe(a yiao TNV EMPBOAA
TWY VPLOTAPEVWY KAVOVLOUWY KL 0TN SLag@dALon NG KXADTEPNC EMBOAAC TWY LELOTAUEVWY 0plwv NALKIXG yia TOV
Kamvo, TN vKoT{vn KoL TO owdmnvevua.

Mvetat eniong avagopd oto mpoTtewduevo oxEdLo vouov, To onolo meptypdeel Tn oxéon e to dikato tng EE.

10. Napamnounéc oto Baokd Kel{pevo: Aev undpyet(-ovv) Baotkd(-d) keluevo(-a).

11. Oxu

12.

13. Oxt

14. Oyt

15. Oxt

16.
Oéuata TBT: Oyt

©éuata SPS: Oyt
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EvpwnaikAig Emttponnc

Znueio Emagrc odnylac (EE) 2015/1535

HAekTpovikd Taxudpopeio: grow-dir2015-1535-central@ec.europa.eu



