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Nové notifikace prioritnich zemi

Datum Lhuta pro
Cislo notifikace zvetejnéni Oblast Stru¢ny pracovni popis notifikace o p Zaslano
e pripominky
notifikace
Pozadavky na oznaCovani hnojiv a upravy pudy specifikované v
. oddilu 4-13-110. MZP, MPO,
GABLRUSA/LSEE 23.05. 2022 fHnojiva Labeling requirements for fertilizer and soil amendments specified to 14. 06. 2022 HK, MZe
Section 4-13-110.
Stanoveni pravidel tykajicich se regulace vyroby a prodeje vajec ve
skorapce a vajecnych vyrobkt, inspekce farem, vajec ve skotapce a
Vejce a produkty z |vaje¢nych vyrobki. MPO, HK,
GTBT/N/USA/IS69 23.05. 2022 vajec Establishing rules concerning the regulation of the production and 31.05. 2022 MZe, AK
sale of shell eggs and egg products, the inspection of farms, shell
eggs, and egg products.
Navrhované zmény pravidel by oddalily datum t¢innosti normy, které
ministerstvo pfijalo ve spravnich pravidlech k implementaci zakona .
Elektrické ohtivace |Oregon House Bill 2062 (2021) MZP, MPO,
GITBT/N/USA/1867 23,05, 2022 | exiricke ohfivace 12reg ' . 08.06.2022 |HK, UNMZ-
vody The proposed rule changes would delay an effective date for a 0S7. CTU
standard that was adopted by the department in administrative rules ’
to implement Oregon House Bill 2062 (2021).
Stavajici spravnd vyrobni praxe, certifikace, postmarketingové
E;:;}fgcnostm zpravy a pozadavky na oznacovani urcitych lékatskych MPO, HK,
G/TBT/N/USA/1870 24.05.2022 |L&karské plyny Current Good Manufacturing Practice, Certification, Postmarketing 22. 08. 2022 &I\ZIMSZGEEZ’
Safety Reporting, and Labeling Requirements for Certain Medical ’
Gases.
Névrh zmény pokynt k neklinickym bezpecnostnim studiim pro
provadéni klinickych zkousek a obchodni registrace 1é¢ivych
i h piipravkil. MPO, HK,
GABTR/RUSASS 24.05. 2022  [L&cive pripravky Draft amendment to the Guideline on Non-clinical Safety Studies for 17. 06. 2022 MZ, SUKL

the Conduct of Clinical Trials and Marketing Authorization of
Medicinal Products.
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G/TBT/N/BRA/1383

25. 05. 2022

Detergenty pro
cisténi
zdravotnickych
prostiedkt

Toto usneseni obsahuje ustanoveni o enzymatickych detergentech pro
omezené pouziti ve zdravotnickych zafizenich s indikaci pro Cisténi
zdravotnickych prostredka.

This Resolution contains provisions on enzymatic detergents for
restricted use in health care establishments with indication for
cleaning medical devices.

MZP, MPO,
HK, UNMZ-
0SzZ, MZ

G/TBT/N/BRA/1382

25. 05. 2022

Dezinfekéni
prostiedky

Toto usneseni obsahuje ustanoveni o osvédceni o volném prodeji
dezinfek¢nich prostredki.

This Resolution contains provisions on the the Certificate of Free
Sale of Sanitizing Products.

MPO, HK, MZ

G/TBT/N/BRA/1384

25. 05. 2022

Zdravotnické
prostiedky

Toto usneseni obsahuje ustanoveni o kritériich pro udélovani nebo
obnovovani certifikace spravné vyrobni praxe pro zdravotnické
prostiedky.

This Resolution contains provisions on the criteria for granting or
renewing the Certification of Good Manufacturing Practices for
Medical Devices.

MPO, HK,
UNMZ-0SZ,
MZ

G/TBT/N/BRA/1385

25. 05. 2022

Léciva

Toto usneseni zavadi zkuSebni projekt pro implementaci protokolu
pro fizeni zmén po uvedeni na trh pro 1é¢iva se syntetickymi a
polosyntetickymi uc¢innymi latkami.

This Resolution stablishes the Pilot for the Implementation of the
Post-market authorization Change Management Protocol for drugs
with synthetic and semi-synthetic active principles.

MPO, HK,
MZ, SUKL

G/TBT/N/BRA/1386

25. 05. 2022

Léky a vakciny proti

Covid 19

Toto usneseni obsahuje ustanoveni o postupech a pozadavcich na
zachovani jiz ud€lenych povoleni a na nové zadosti o docasné
povoleni pro nouzové pouziti (AUE) na experimentalnim zaklade
1€kt a vakcein proti Covid-19, aby bylo mozné ¢elit SARS-CoV-2
pandemii.

This Resolution contains provisions on the procedures and
requirements for the maintenance of authorizations already granted
and for new requests for temporary authorization for emergency use
(AUE), on an experimental basis, of medicines and vaccines against
Covid-19 to face the SARS-CoV-2 pandemic.

MPO, HK,
Mz, SUKL
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G/TBT/N/BRA/1388

25. 05. 2022

Sanita¢ni vyrobky

Toto usneseni obsahuje ustanoveni o plné elektronickém postupu pro
oznamovani sanita¢nich vyrobku s rizikem I Brazilské zdravotnické
regulacni agentufe (ANVISA) a o platnosti zaznami sanitacnich
vyrobkd s rizikem 2.

This Resolution contains provisions on the procedure, fully
electronic, for the notification to the The Brazilian Health
Regulatory Agency (ANVISA), of Sanitation Products of Risk I, and
on the validity of the records of Sanitation Products of Risk 2.

MZP, MPO,
HK, MZ

G/TBT/N/BRA/1389

25. 05. 2022

Dezinfekéni
pripravky

Toto usneseni obsahuje ustanoveni o podminkach pro obchodni
povoleni pro dezinfekéni pfipravky s antimikrobidlnim ucinkem.
This Resolution contains provisions on conditions for market
authorization of sanitizing products with antimicrobial action.

MPO, HK, MZ

G/TBT/N/BRA/1387

25. 05. 2022

Ethanol

Hydratovany ethylalkohol ve vSech stupnich a bezvody ethylalkohol
jako vyrobek urceny k ¢isténi povrchtl, dezinfekci a antisepsi ktize
nebo latky.

Hydrated ethyl alcohol in all grades and of anhydrous ethyl alcohol,
as a product intended for surface cleaning, disinfection and
antisepsis of the skin or substance.

MZP, MPO,
HK, MZ

G/TBT/N/BRA/1390

25. 05. 2022

Cistici prostredky

Toto usneseni obsahuje ustanoveni o kritériich pro regularizaci
Cisticich prostredki apod. a dale o biologické rozlozitelnosti
aniontovych povrchove aktivnich latek.

This Resolution contains provisions on criteria for the regularization
of cleaning products and the like and on the biodegradability of
anionic surfactants.

MZP, MPO,
HK, MZ

G/TBT/N/BRA/1396

25. 05. 2022

Lékarské
dezinfekéni
ptipravky

Toto usneseni obsahuje ustanoveni o indikaci pouziti dezinfekénich
pripravka v kategorii ,,Steriliza¢ni“ pro aplikaci ve formé ponoteni.
This Resolution contains provisions on the indication for the use of
sanitizing products in the "Sterilizing" category, for application in

the form of immersion.

MPO, HK,
UNMZ-0SZ,
MZ
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G/TBT/N/BRA/1395

25. 05. 2022

Farmaceutické
vyrobky

Toto usneseni obsahuje ustanoveni o produktech s antimikrobidlnim
ucinkem pouzivanych v kritickych a semikritickych pfedmétech a
jejich povoleni k uvedeni na trh.

This Resolution contains provisions on products with antimicrobial
action used in critical and semi-critical articles, and their market
authorization.

MPO, HK,
Mz, SUKL

G/TBT/N/BRA/1394

25. 05. 2022

Dezinfekéni
piipravek (bélidlo)

Toto usneseni obsahuje ustanoveni o technickém piedpisu pro
dezinfekeni ptipravek kategorizovany jako bélidlo na bazi chlornanu
sodného nebo chlornanu vapenatého.

This Resolution contains provisions on the technical regulation for a
sanitizing product categorized as bleach based on sodium
hypochlorite or calcium hypochlorite.

MZP, MPO,
HK, MZ

G/TBT/N/BRA/1393

25. 05. 2022

Dezinfekéni
pripravek (bélidlo)

Toto usneseni obsahuje ustanoveni o dezinfek¢nich pripraveich
kategorizovanych jako bélidla a jejich povoleni k uvedeni na trh.
This Resolution contains provisions on the sanitizing products
categorized as bleach and their market authorization.

MZP, MPO,
HK, MZ

G/TBT/N/BRA/1391

25. 05. 2022

Dezinfekéni
ptipravky

Toto usneseni obsahuje ustanoveni o pozadavcich na povoleni
uvedeni na trh dezinfek¢niho ptipravku uréeného k dezinfekci ovoce
a zeleniny a algicidnich a fungicidnich ptipravkl pro bazény.

This Resolution contains provisions on the requirements for the
market authorization of a sanitizing product intended for the
disinfection of fruit and vegetables and for algaecide and fungicide
products for swimming pools.

MZP, MPO,
HK, MZe, MZ,
AK

G/TBT/N/BRA/1398

25. 05. 2022

Pouziti skrobt v
syrech

Natizeni MAPA/SDA ¢. 577 otevira 60denni lhiitu pro verejnou
konzultaci k navrhu technického natizeni Mercosur o pouziti Skrobti v
syrech s velmi vysokou vlhkosti.

MAPA/SDA Ordinance No. 577 opens a 60-day period for public
consultation on a proposal of Mercosur Technical Regulation on the
use of starches in very high moisture cheeses.

17.07. 2022

MPO, HK,
MZe, AK
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Toto usneseni obsahuje ustanoveni o pozadavcich na baleni a

Dezinfekéni oznacovani pro povoleni uvedeni na trh dezinfekéniho piipravku,
G/TBT/N/BRA/1392 25, 05. 2022 pfipravelf ’ N kte_r}’i zpﬁsob'uje polep.téni kﬁife _nebo vazné poé,_kozeni o¢i. _ MZP, MPO,
nebezpecny pro kizi| This Resolution contains provisions on packaging and labeling - HK, MZ
a o€l requirements for the market authorization of a sanitizing product
that is corrosive to the skin or that causes serious eye damage.
Natizeni MAPA/SDA ¢. 576 otevira 60denni lhiitu pro vefejnou
konzultaci k navrhu technického natizeni Mercosur o pivodu a
, kvalité mléka (UHT). MPO, HK,
GITBT/N/BRA/L39T 25.05. 2022 IMieko (UHT) MAPA/SDA Ordinance No. 576 opens a 60-day period for public 17.07.2022 MZe, AK
consultation on a proposal of Mercosur Technical Regulation on
Milk Identity and Quality (UHT).
CPSC oznamuje dostupnost navrhu dokumentu s ndzvem
,Dobrovolné hodnoceni norem podle zdkona o bezpecnosti .
Prenosné palivové |pienosnych palivovych kontejnertt (PFSCA) z roku 2020. MZP’r MPO,
G/TBT/N/USA/1871 25. 05. 2022 . . . S . 23.06.2022 |HK, UNMZ-
kontejnery CPSC is announcing the availability of a draft document titled, 0S7

"Voluntary Standards Evaluation Under the Portable Fuel Container
Safety Act (PFSCA) of 2020."
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