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Nové notifikace prioritnich zemi

Datum Lhuta pro
Cislo notifikace zvetejnéni Oblast Struény pracovni popis notifikace i omﬁlk Zaslano
notifikace PHp Y
Tato normativni instrukce obsahuje ustanoveni o kontrolnich
e postupech ve spravné klinické praxi pro klinické studie s 1é¢ivy. MPO, HK,
SABLRBRALSLS 04.04. 2022 [Léciva This Normative Instruction contains provisions on inspection - MZ, SUKL
procedures in Good Clinical Practice for clinical trials with drugs.
Toto usneseni obsahuje ustanoveni o technickych vlastnostech
Zdravotnické zdravotnickych prostfedkti vybranych pro ekonomické sledovani MPO, HK,
G/TBT/N/BRA/1313 04. 04. 2022 costiedk spole¢nosti Anvisa. _ UNMZ-0SZ,
P 4 This resolution contains provisions on technical attributes of medical MZ
devices selected for economic monitoring by Anvisa.
Toto usneseni stanovi parametry pro mikrobiologickou kontrolu
produktd osobni hygieny, kosmetiky a parfému a internalizuje
GITBT/N/BRA/1316 04.04. 2022 |Kosmetika usneseni GMC MERCOSUR €. S1/1998. MPO, HK, MZ
This resolution establishes parameters for microbiological control of |—
personal hygiene products, cosmetics and perfumes and internalizes
the GMC MERCOSUR Resolution n° 51/1998.
Narodni norma P.R.C., Lékaiské elektrické zafizeni - ¢ast 2-55:
Zvlastni pozadavky na zakladni bezpecnost a zakladni vykon MPO. HK
GITBT/N/CHN/1663 04.04. 2022 |Lékarské zatizeni ~|momitord dfchaciho plynu . : . 03.06.2022 |[UNMZ-0SZ,
National Standard of the P.R.C., Medical Electrical Equipment - MZ. CTU

Part 2-55: Particular Requirements for the Basic Safety and
Essential Performance of Respiratory Gas Monitors
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G/TBT/N/BRA/1315

04. 04. 2022

Dezinfekéni
prostiedky

Tato normativni instrukce obsahuje ustanoveni o kritériich pro
pfijimani zkusebnich protokolti pozadovanych pro analyzu zadosti o
oznameni a registraci dezinfek¢nich prostfedkt a dal$i ustanoveni.
This Normative Instruction contains provisions on criteria for
acceptance of test reports required for analysis of requests for
notification and registration of sanitizing products and other
provisions.

MZP, MPO,
HK, MZ

G/TBT/N/BRA/1318

05. 04. 2022

Kosmetika

Toto usneseni obsahuje ustanoveni o seznamu povolenych barviv pro
vyrobky osobni hygieny, kosmetiku a parfémy a internalizuje
usneseni GMC MERCOSUR ¢€. 16/2012.

This resolution contains provisions on the list of permitted coloring
substances for personal hygiene products, cosmetics and perfumes
and internalizes GMC MERCOSUR Resolution n° 16/2012.

MZP, MPO,
HK, MZe, MZ

G/TBT/N/BRA/1319

05. 04. 2022

Thnalatory

Toto usneseni obsahuje ustanoveni o zdkazu vyroby a dovozu
inhalatorti s odméfenymi davkami, které pouzivaji hnaci plyn typu
chlorofluorouhlovodiky.

This resolution contains provisions on the ban on the production and
import of metered-dose inhalers that use chlorofluorocarbon-type
propellant gas.

MPO, HK,
UNMZ-0SZ,
MZ

G/TBT/N/BRA/1320

05. 04. 2022

Léciva

Toto usneseni obsahuje ustanoveni o zdkazu pouzivani piipravkl
obsahujicich latku lidokain.

This resolution contains provisions on the prohibition of the use of
preparations containing the substance Lidocaine.

MPO, HK,
MZ, SUKL

G/TBT/N/BRA/1317

05. 04. 2022

Kosmetika

Toto usneseni obsahuje ustanoveni o opalovacich krémech a
multifunkénich produktech v kosmetice a internalizuje rezoluci GMC
MERCOSUR ¢. 08/2011.

This resolution contains provision on sunscreens and multifunctional
products in cosmetics and internalizes the GMC MERCOSUR
Resolution n° 08/2011.

MPO, HK, MZ
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Natizeni MAPA/SDA ¢&. 544 otevira 60denni lhiitu pro vefejnou
konzultaci k navrhu technické regulace ptivodu a kvality pro produkty

s z me&kkysu. MPO, HK,
GITBT/IN/BRA/L32T 05.04.2022  IMeldkysi MAPA/}S/DA Ordinance No. 544 opens a 60-day period for public 16. 05. 2022 MZe, AK
consultation on proposal of technical regulation of identity and
quality for cephalopod mollusc products.
Vefejna konzultace k aktualizaci technickych pozadavki na
elektrickou bezpecnost pro posuzovani shody telekomunikacnich MPO, HK,
Telekomunikaéni  |produktd. UNMZ-0SZ,
SABTR/BRA/LSAC 05.04. 2022 zatizeni Public Consultation to update electrical safety technical 23.05. 2022 MV, CMI,
requirements for conformity assessment of telecommunications CTU
products.
Toto usneseni obsahuje ustanoveni o minimalnich pozadavcich
souvisejicich s povinnosti spole¢nosti, které jsou drziteli rozhodnuti o
. registraci 1€Civ. MPO, HK,
G/TBT/N/BRA/L32] 05.04.2022  [Leéciva This resolution contains provisions on minimum requirements - Mz, SUKL
related to the obligation, on the part of companies holding drug
market authorizations.
Toto usneseni obsahuje ustanoveni o povinnosti provadét laboratorni
rozbory a ptedavat informace o hladinach fenylalaninu, bilkovin a
. vlhkosti ve zpracovanych potravinach. MPO, HK,
G/TBT/N/BRA/525 05.04.2022  |Potraviny This resolution contains provisions on the obligation to carry out - MZe, AK
laboratory analyzes and transmit information on the levels of
phenylalanine, proteins and moisture in processed foods.
Toto usneseni obsahuje ustanoveni o certifikaci spravnych postupti
pro provadeéni studii biologické dostupnosti/bioekvivalence 1é¢iv. MPO. HK
G/TBT/N/BRA/1324 05. 04. 2022 |Léciva This resolution contains provisions on the Certification of Good _ !
. . . S . . . MZ, SUKL
Practices for conducting Bioavailability/Bioequivalence studies of ’
medicaments.
Toto usneseni obsahuje ustanoveni o sloZzeni vakcin proti sezonni
Vakciny proti chiipce, které se maji pouzivat v Brazilii. MPO, HK,
SABTRBRAMSZE 05.04. 2022 chiipce This resolution contains provisions on the composition of seasonal |~ MZ, SUKL

influenza vaccines to be used in Brazil.
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Toto usneseni obsahuje ustanoveni o toleran¢nich limitech pro
cizorodé latky v potravinach, obecnych zésadach pro jejich stanoveni

a metodach analyzy pro Gcely posouzeni shody. MZP, MPO,
G/TBT/N/BRA/1323 05. 04. 2022 |Potraviny This resolution contains provisions on the tolerance limits for _ HK, MZe, MZ,

foreign matter in food, the general principles for its establishment AK

and the methods of analysis for the purpose of conformity

assessment.

Toto usneseni obsahuje ustanoveni o kontrole ze strany spole¢nosti

Anvisa o dovozu surovin, vyrob¢, distribuci, komercializaci,

1¢kai'ského predpisu a aplikaci 1ékd na bazi gangliosidu. MPO. HK
G/TBT/N/BRA/1322 05. 04. 2022 |Léciva This resolution contains provisions on the control by Anvisa of the | _ VAR

. . . L. MZ, SUKL

importation of raw materials, manufacture, distribution,

commercialization, medical prescription and application of

ganglioside-based drugs.

Narodni norma P.R.C., Lékaiské elektrické zafizeni — Cést 2-90:

Zvlastni pozadavky na zakladni bezpec¢nost a zakladni vykon MPO. HK

vt w1 w_ ., |respira¢niho zafizeni s vysokym prutokem pro terapii M

GITBT/N/CHN/1664 05. 04. 2022 |Lékaiska zafizeni Nafiona ! Stomdard o fthVeyP. R?/C.,I;\/Ie g l?lectriccfl Equipment |04 062022 ﬁI\ZIMCZT-BSZ,

Part 2-90: Particular Requirements for Basic Safety and Essential ’

Performance of Respiratory High Flow Therapy Equipment

Narodni norma P.R.C., Lékaiské elektrické zafizeni — ¢ast 2—75:

Zvlastni pozadavky na zakladni bezpecnost a zakladni vykon zafizeni

pro fotodynamickou terapii a fotodynamickou diagnostiku MPO, HK,
G/TBT/N/CHN/1665 05. 04. 2022 |Lékaiska zafizeni |National Standard of the P.R.C., Medical Electrical Equipment-Part |04. 06. 2022 |[UNMZ-0SZ,

2-75: Particular Requirements for the Basic Safety and Essential Mz, CTU

Performance of Photodynamic Therapy and Photodynamic
Diagnosis Equipment
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