EUROPEAN COMMISSION

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

Notification of Regulatory Barriers

AptBudg kowomolnong : 2024/0691/CZ (Czechia)

Zx€610 KuBepvntikod KavoviopoU OXETLKA HE TOV KATAAOYO TWV
SLaBAOUIOHEVWV YLYOOPACTIKWY OLCLWVY

Huepounvia napaiafic : 17/12/2024
AREN tnc meplddou tou Status Quo : Not applicable (closed)
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Mrvuua 001

Avakoivwon tng Emttponrig - TRIS/(2024) 3371
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Mvwotonoinon: 2024/0691/CZ

Kowomoinon oxedlou Kelpévou and KpAToC UEAOC

Notification - Notification - Notifzierung - Hotngukaumsa - Ozndmeni - Notifikation - F'vwotonolnon - Notificacién -
Teavitamine - limoitus - Obavijest - Bejelentés - Notifica - PraneSimas - Pazinojums - Notifika - Kennisgeving -
Zawiadomienie - Notificacdo - Notificare - Oznamenie - Obvestilo - Anmalan - Fégra a thabhairt

Does not open the delays - N'ouvre pas de délai - Kein Fristbeginn - He ce npeasuxaa nepuof Ha NpekbcBaHe -
Nezahajuje prodleni - Fristerne indledes ikke - Kauula 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 opdznien - Nao inicia o prazo - Nu deschide perioadele de stagnare - Nezacina oneskorenia - Ne uvaja zamud -
Inleder ingen frist - Ni osclafonn sé na moilleanna

MSG: 20243371.EL
1. MSG 001 IND 2024 0691 CZ EL 17-12-2024 CZ NOTIF
2. Czechia

3A. Ufad pro technickou normalizaci, metrologii a statni zkusebnictvi
Biskupsky dvir 1148/5

110 00 Praha 1

tel: 221 802 216

e-mail: eu9834@unmz.cz

3B. Ministerstvo zdravotnictvi Ceské republiky,
Palackého namésti 4,

128 01 Praha 2

tel.: 224971111

e-mail: mzcr@mazcr.cz

4.2024/0691/CZ - CO0C - Xnuikd& mpoidévta
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5. Zx€610 KuBepvnTtikold Kavovilopol oxeTkd e Tov KATEAOYo Twv SLoBabULouévwy YuxodpaaTIKWY 0LOLWY

6. To ox£610 KuBEPVNTLIKOV Kavovlapol StaBaduifel 9 nuiouvBeTIkd kKavvaBlvoetdr Kat AAAEC 123 véeg YuxodPaoTIKEG
ovoiec otnV opdda TWY SLABABULOUEVWY YUYOBPAOTIKWY 0LOLWY, AdYW Katdypnong 1 mBavig aneltAfig yia Ty vysia Tov
nANBuopoL NS ToexkAC ANUoKPATIAG, UE OKOTIO TNV MEPALTEPW BLEQPELVNTN TWVY WBLOTATWY TOUC.

7.

8. Katd to mpwto Edunvo tov 2024, uia Tpomomnoinan tou KuBepvnTikoD Kavovlapol aptd. 463/2013 oyeTIKd e TOLG
MVOKEG TWY EBLOTIKWY 0VOLWY TIPOCEBETE Ta NULOLYOETIKA KavvaBvoeldr) HHC, HHC-0O kat THCP oTtoug mivakes Twv
€0L0TIKWY ovoLWY, Ta omola mpokdAeoav dnAntnpliaon Kuplwg HETAED TALBLWIY Kot avnAKWY oTIC apxéC Tov 2024, Katd
TN SLdpkeLla Tov €TOUG, MPOTABNKaAY MPACBETA NULOLYBETIKA KAVVABLVOELDH YL TOV TIPOYPUUUATIONS, HE XPOVIKS dpLo
€w¢ To TEAOG Tou 2024, KaBwG amd Tnv 1n lavovapiov 2025, mPoBAENOTAV VEA VOUOBETIKY MPAEN YLX TNV AVTLLETWTILON
TOU {NTAKATOC TWVY NHLOLVOETIKWY KAVVOBLVOELSWY [IE TOV ENAVATIPOTOLOPLOUO TWY AEYOUEVWY YUXOTPOMOTIOLNTLKWY Kal
dLaBabuLopévwy yuxotTpdnwy ovatwv. Me tnv évapgn tox0og Tou véuou aptd. 321/2024 yla tnv Tpomnomnoinan Tov véuou
aptB. 167/1998 oyeTIkd He TIC €BLOTIKEC OVO(EC KaL yia TNV Tpomonoinan oplopgévwy dAAwY MpdEewy, dnwg
TpomnonolOnKe, Kot GAAWY cLVAPWY TPAEEWY (EPEENC 0 «VOHOC»), £(val ouvenw¢ duvatd and tnv 1n lavovapiov 2025,
UTO TOLCG 6poULC oL KaBop(fovTal OTOV VOUO, Va KATAYPApoOY oL TpoavapepBe{oeg ovolec oTnY oudda Twv
OLoBABULOUEVWY PUXOTPOTIWY OLCLWY, OL OTIO(EG, COUPWYX UE TO APOpPo 33K Tov VOUOU, Ba EMITPEWPOLY TNV EKTIMNON TOL
KWwO0VoU, aKPIBECTEPA TWY EMUTTWOEWY TOVE 0TNY LYela TOL MANBLUGUOV, KaL TavTOYPOVA TNV TEOANYN TNG
nowtkono{nong TNG KAToXAG TWY OLALWY CVTWY amd PLOLIKE Tpdowa.

NEEELC-KAELOLA:
NULOVYBETIKA KavvaBLvoeLdr], YuxopLBULOTIKEG ovaleC, EBLOTIKEC ovaleg

0 vépoc aptB. 167/1998 €xeL avaptnbel atn Bdon 6edouévwy TRIS, dnwg Tpomnomotidnke £wg Tig 31. 12. 2024 Kot 6nwg
Tpononotonke pe toxd and 1. 1. 2025.

9. Ol véeC YPuyodPATTIKEC OLOIEC IOV AVTAMOKPIVOVTAL OTOV OPLOMG TNG TAEWWOUNUEVNC YUXOBPAOTIKAC ovaiag oOUPWVX
HE To ApBpo 2 atolxelo g) Tou véuou aptd. 167/1998 yia TIC €6L0TIKEG OVG(EC Kal yia TNV Tpomonoinon opLOHEVWY GAAWY
npdEewy, énwc tpomnonotiOnke amnd tnv 1n lavovapiov 2025 (epeEng «wdUOC») KL COUEWYA e To dpBpo 338 Tou vduov,
MTopo0Y va KaTaXwPLoToly 0To MapdpTnua Tou KUBEPYNTIKOD KAVOVLGUOD, ELOLKOTEPN 0TOV KATAAOYO TWY
TOEWOUNUEVWY PLYOBPATTIKWY ovolwv. To Ymovpyelo Yyelag mpoteivel otnv KuB€pvnon va daBabuioet Tn véa
youxodpaaotikA ovaia oe ouvepyaoia pe To Kpatikd lvatitodTo Yyelag kat to MFpageio tng KuBépvnong tng ToexKig
Anpokpatiag kat n npdtaon mepthapBdavel tayxelo agloAdynon Twv veodloBaBULOUEVWY YUXOEPATTIKWY OUOLWVY.

Ot veodlaBabuiopéveg 132 ovaleg mAnpolv tnv mpodndéBean nov opiCetat otov véuo, Sedopévou 6TL, pe BAon TG
TPEXOVOEC EMOTNUOVIKEG YVWOELG, HEV Umopolv va amokAelaToOv goBapol kivduvol ya tnv vyela Kat TN Kowwvia Ka,
WG €K TOOTOL, £lvat amapaitnTo va SepevvnBolv Kat elvat emBuunTd va SlevepynBel ekT{UNon KWEOVOL COUPWYA UE TO
Gp6po 33k Tov véuov.

10. MNapamnounéc o€ Baolkd kelpeva: 2024/0645/CZ

Ta Baoikd kelpeva daBpdotnkav oto mAalolo mponyolUeVNE Kowomolnong:
2024/0645/CZ

11. Nat

12. 0 Adyoc yia tnv unoPoAn tng npdTaong eval n dlaBdOuULON TwWY NULOLVBETIKWY KavvaBvoeldwy (HHC, THCP, HHCP,
HHCH, HHCB, THCH, THCB, THC-C8, HHC-C8 kat Twv £€0TéPWY TOUG) 0TOV V€O KaTAAOYOo SLaBABULOUEVWY PUXOBPATTIKWY
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ovawv. Ot ovolec auTéc ouumePLARPONKaY 0TOV MVaKA TWY EBLOTIKWY 0VOLWY PETOC, UE TIpobeouin £wg Tig 31
AskepBplov 2024, Adyw NG oulritnong tpomnomolnong Tov vouou aptd. 167/1998 yia TI¢ €6L0TIKEG ovaleg, dnwe
TpomnonolOnke, Kot dAAWY cuvawv TpdEewv (n «tpomnomnolnan Tov véuoL»), o onolog pLBU(TeL mpdopaTa TNV KATAPTION
600 emmA£0v KATAAGYWY HE KLBEPYNTIKOOG KAVOVLOUOUG, KOL GUYKEKPLUEVD EVEC KaTaAdyoL dlaBabulopévwy
WPLYOBPACTIKWY OLOLWY KAl EVOC KATAAGYOU YUXOTPOMOTOLNTIKWY OLCLWY, TIOL Ba XPNOLUEDOOLY WG KATAAANASTEPO UETO
yla TN pUBULON OpLOPEVWY amd AUTEC TIGC ovoleg. Aedopuévou GTL N ev Adyw Tpomonoinan Tov vouou Ba Tebel o€ Loyd TNV
1n lavovapiov 2025, eivatl Suvath N JETAPOPA TWY OLOLWY AUTWY CTOV KATAAOYO TWY OUEVWY PYUXOEPATTIKWY OLOLWV.
‘Evag dAAog otdxog Tou axedlov KuBepVNTIKOD Kavovlopol ivat n Kataxwpelon 123 vEwv YuxodpaoTIKWY 0VaLWY OTOV
KATAAOYO TWY SLABABOULOUEVWY YUXOOPAOTIKWY OVOLWY, WOTE VA KATAOTE! SuvaTr N MEPALTEPW dlepedvnan Kat
akloAdynaon kwdivou cbugwva e To dpBpo 33k Tov vouou. Eivat onuavtiké ot dloBabuiopéveg ovaleg va
OUMMEPLANPOOUY GTOV KATAAOYO TWY SLaBABULOUEVWY PYUXOBPACTIKWY OLCLWY TO GUVTONETEPO BLUVATOV, MPOKELUEVOL vV
amno@evyBel pa avemBOUNTN ouvénela, dnAadn va MapaUe(VOLY LN PUBULOUEVEG OL AVOKATOXWPLOUEVEG ovalec, Hedouévou
0Tl N Katdotaon avth anoteAoloE 0To MAPEABSY amelAr yla TNV LYEQ TWY ALY KAl TWY £QriBWY aTtnv ToeXKA
Anpokpatia. Mpokelévou va ano@evyOel N avemBOpNTn avdntugn Tng ayopds Twv ev Adyw ovolwv oTtnv ToEXIKA
Anpokpatia, n onola Ba pmopoloe va B€oel og k{vduvo TNV vyela Tov MANBLONOD, EMTPEMOVTAG MAPEAANAQ TNV
KaTdAANAN €peuva Kat aELoAdynon.

13. Oyt
14. Oy
15. Nat

16.
Oéuata TBT: Oyt

O¢uata SPS: Oyt
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EvpwnaikAig Emtponnc

Znuelo Emagric odnylac (EE) 2015/1535

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



