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Coronavirus Disease 2019 (COVID-19) Emergency Use
Authorizations for Medical Devices

* Personal Protective Equipment EUAs
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* EUA Process
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7| Ef PPEsS?

e Class | K| &: Exempt (65 282 95

- L& X| S surgical suits/caps/dress/helmet/shoe cover/shoes
- Face shield €2 Ml& & O 7| =&t
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- L& X = Surg|calgown/toga/isolation gown/hood
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Example
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. ae .= Performance Acceptable Stﬂ]%[lﬂt'[]i-‘ Protection
Jurisdiction’ Standard product Guidance Factor = 10
andar classifications Documents
| AS/NZS AS/NZS YES
. ;
Australia 1716-2012 P3.P2 1715-2009
: ABNT/NER Fundacentro YES
Brazil PFF3. PFE?2
razi 136982011 CDU 614.894
Europe EN 149-2001 FFP3. FFP2 EN 529:2005 YES
DS/DL3 J1S T8150- YES
. 2 .
Japan JIMHLW-2000 DS/DIL2 2006
KOSHA ‘
Korea KMOEL-2017-64 Special 1% GUIDE H-82- YES
2015
N100. P100.
| R100, N99. YES
M NOM-116-2009 NOM-116
FRICO P99, R99. N95.

P95, R95




