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G/TBT/N/UKR/319

19. 11. 2024

Léciva

Navrh vyhlasky byl vypracovan za ucelem stanoveni postupu pro
vydavani nebo zamitnuti vydani povoleni k soubéznému dovozu
1écivych piipravki, véetn€ zmén, pozastaveni, obnoveni, zruseni
nebo ukonceni platnosti téchto povoleni. Jeho cilem je rovnéz zajistit
kontrolu a farmakovigilanci 1é¢ivych ptipravki, véetné 1ékarskych
imunobiologickych pfipravkt, dovazenych na Ukrajinu za Gcelem
soubézného dovozu a v obéhu béhem doby platnosti povoleni k
soubéznému dovozu.

The draft Order has been developed to establish the procedure for
issuing or refusing to issue permits for parallel imports of medicines,
including amendments, suspension, renewal, cancellation or
termination of such permits. It also aims to ensure the control and
pharmacovigilance over medicines, including medical
immunobiological products, imported into Ukraine for the purposes
of parallel imports and in circulation during the term of validity of
the parallel import permit.

18. 01. 2025

MPO, HK,
MZ, SUKL

G/TBT/N/UKR/320

19. 11. 2024

Zdravotnické
prostiedky

Cilem navrhu technického nafizeni pro zdravotnické prostfedky na
Ukrajing, ktery vychazi z natizeni EU 2017/745, je sladit pfedpisy s
evropskymi normami, zajistit bezpecnost a G¢innost a zabranit
nebezpecnym nebo padélanym prostiedkiim.

The draft Technical Regulation for medical devices in Ukraine,
based on EU Regulation 2017/745, aims to align with European
standards, ensure safety and efficacy, and prevent unsafe or
counterfeit devices.

18. 01. 2025

MPO, HK,
UNMZ-0SZ,
MZ



https://eping.wto.org/en/Search?viewData= G/TBT/N/UKR/319
https://eping.wto.org/en/Search?viewData= G/TBT/N/UKR/320

G/TBT/N/UKR/317

19.11. 2024

Chladici spotiebice

Navrh technického nafizeni stanovi pozadavky na ekodesign
chladicich spotiebict s pfimou prodejni funkci, s vyjimkou
specifickych kategorii, jako jsou neelektrické jednotky, jednotky s
dalkovym ovladanim nebo specializované lékaiské a védecké
jednotky, a vychazi z natizeni EU 2019/2024.

The draft Technical Regulation establishes ecodesign requirements
for refrigerating appliances with a direct sales function, excluding
specific categories like non-electric, remote-component, or
specialized medical and scientific units, and is based on EU
Regulation 2019/2024.

18. 01. 2025

MZP, MPO,
HK, UNMZ-
0S8z, CTU

G/TBT/N/UKR/318

19. 11. 2024

Léciva

Navrh usneseni kabinetu ministri Ukrajiny stanovi jednotny postup
pro statni registraci a preregistraci 1é¢ivych ptipravka, véetné
pozadavkl, zmén dokumentace, hodnoceni bezpecnosti a
souvisejicich poplatki.

The draft Resolution of the Cabinet of Ministers of Ukraine
establishes a unified procedure for the state registration and
reregistration of medicines, including requirements, dossier
amendments, safety evaluations, and related fees.

18. 01. 2025

MPO, HK,
MZ, SUKL

G/TBT/N/USA/2160

20. 11. 2024

Kosmetika

DTSC navrhuje zménit nafizeni a zafadit vyrobky na nehty
obsahujici methylmethakrylat mezi prioritni vyrobky v ramci
The DTSC proposes to amend regulations to list nail products
containing methyl methacrylate as a Priority Product under the
Safer Consumer Products program.

16. 12. 2024

MPO, HK, MZ

G/TBT/N/USA/2159

20. 11. 2024

Piipravek proti
rozkladu pneumatik

EPA se v ramci peti¢niho zavazku podle zakona TSCA snazi ziskat
informace od veftejnosti o rizicich, alternativach a moznostech
regulace v souvislosti s 6PPD a jeho transforma¢nim produktem,
6PPD-chinonem.

The EPA is seeking public input on the risks, alternatives, and
regulatory options related to 6PPD and its transformation product,
6PPD-quinone, as part of a TSCA petition commitment.

21.01. 2025

MZP, MPO,
HK, MV, MD,
SPD



https://eping.wto.org/en/Search?viewData= G/TBT/N/UKR/317
https://eping.wto.org/en/Search?viewData= G/TBT/N/UKR/318
https://eping.wto.org/en/Search?viewData= G/TBT/N/USA/2160
https://eping.wto.org/en/Search?viewData= G/TBT/N/USA/2159

G/TBT/N/USA/2161

21.11. 2024

Plovaky na krk

Komise pro bezpecnost spotiebnich vyrobkil navrhuje nové
pozadavky na provedeni a oznaceni plovakul na krk, které fesi
bezpecnostni rizika, a formou odkazu zaclefiuje nékolik norem do §
1250.5 16 CFR.

The CPSC proposes new performance and labeling requirements for
neck floats to address safety hazards, incorporating by reference
multiple standards into 16 CFR §1250.5.

21.01. 2025

MPO, HK

G/TBT/N/UKR/321

21.11. 2024

Malé, stiedni a
velké vykonové
transformatory

Usneseni kabinetu ministrtt Ukrajiny ¢. 1030 vyjima nékteré
transformatory z pozadavkl na ekodesign trovné 2 a z dozoru nad
trhem béhem vale¢ného stavu a jeden rok po ném, pficemz v navrhu
zmeény se navrhuje zrusit datum ukonceni 1. ledna 2025.

The Cabinet of Ministers of Ukraine Resolution No. 1030 exempts
certain transformers from Level 2 ecodesign requirements and
market surveillance during martial law and one year after, with a
draft amendment proposing to remove the 1 January 2025 end date.

20. 01. 2025

MZP, MPO,
HK, UNMZ-
0S8z, CTU

G/TBT/N/VNM/331

21.11. 2024

Lécivé pripravky

Tento navrh obézniku popisuje pozadavky a postupy pro registraci,
klinické udaje, vyjimky, validaci a zkouseni bioekvivalence 1éCiv a
1é¢ivych materialti ve Vietnamu, s vyjimkou nékterych pripadt podle
zakona o farmacii.

This draft Circular outlines requirements and procedures for
marketing authorization, clinical data, exemptions, validation, and
bioequivalence testing for drugs and medicinal materials in
Vietnam, excluding certain cases under the Law on Pharmacy.

20. 01. 2025

MPO, HK,
Mz, SUKL



https://eping.wto.org/en/Search?viewData= G/TBT/N/USA/2161
https://eping.wto.org/en/Search?viewData= G/TBT/N/UKR/321
https://eping.wto.org/en/Search?viewData= G/TBT/N/VNM/331

Utad pro bezpeénost silni¢niho provozu oznamuje piechod seznamu
vyhovujicich vyrobkil radarovych métict rychlosti DTR na ovéfovaci
program zalozeny na primyslovém odvétvi, ktery béhem jednoho
roku ukon¢i platnost CPL uradu NHTSA, aby byla vyrobcim

Shoda zafizeni pro Jumoznéna flexibilita pii ovéfovani shody zafizeni s akreditovanymi II\J/II\PH(\)/I,ZF-'(I‘)(I’\/I
G/TBT/N/USA/2162 22.11.2024 |méfenirychlosti;  |zkuSebnimi subjekty. 21.12.2024 CML MD ’
radarové ptistroje | The NHTSA announces the transition of the DTR Radar Speed SPD’ ’
Measuring Device Conforming Products List (CPL) to an industry-
based Verification Program, discontinuing NHTSA's CPL within a
year to allow manufacturers flexibility in verifying device
compliance with accredited testing entities.
Toto nafizeni definuje pouziti, vychozi materialy, podminky a
oznacovani latek uréenych k aromatizaci v potravinach a je v souladu
s nafizenimi EU (ES) ¢. 1334/2008, ¢. 2065/2003 a provadécim
natizenim (EU) €. 872/2012, ptic¢emz upiednostiiuje zdravi, prava
Latky urcené k spotiebitelll a ochranu Zivotniho prostredi. MPO, HK,
G/TBT/NITUR/223 22.11.2024 dochuceni potravin |This Regulation defines the use, source materials, conditions, and 21.01.2025 MZe, AK

labeling of flavorings in foods, aligning with EU Regulations (EC)
No 1334/2008, No 2065/2003, and Implementing Regulation (EU)
No 872/2012, while prioritizing health, consumer rights, and
environmental protection.
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