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VE 1: JeAk WHO 11275 b K &R Target product profiles for priority diagnostics to support
response to the COVID-19 pandemic v.1.0 2020

VE 2: Ak FDA F)SHFrUERJE R Policy for Coronavirus Disease-2019 Tests During the
Public Health Emergency (Revised) (4ik: https://www.fda.gov/regulatory-information/search-
fda-guidance-documents/policy-coronavirus-disease-2019-tests-during-public-health-emergency-
revised)

VE 3: BEANIGIRSCER 1| F48: Lorena Porte, Paulette Legarraga, Valeska Vollrath, et al.
Evaluation of a novel antigen-based rapid detection test for the diagnosis of SARS-CoV-2 in
respiratory samples. 2020, 99:328-333.

VE 4: HARIRIR SCHR 2 R&FE: COVID-19/SARS-CoV-2 News from Preprints; Head-to-head
comparison of four antigen-based rapid detection tests for the diagnosis of SARS-CoV-2 in
respiratory samples. 2020

5 WkbSFE bR R IE T DEPARTMENT OF HEALTH AND HUMAN SERVICES
Substance Abuse and Mental Health Services Administration Mandatory Guidelines for Federal
Workplace Drug Testing Programs ( [ ik :  https://www.govinfo.gov/content/pkg/FR-2017-01-
23/pdf/2017-00979.pdf)

6. AN EHESRIE-T Mak: https://www.accessdata.fda.gov/cdrh docs/pdf19/K192301.pd
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16522-00001-1VD

BE-CA01/1-
16522-00002-1VD

BE-CA01/1-
16522-00003-1vVD

BE-CA01/1-
16522-00004-1vVD

BE-CA01/1-
16522-00005-1VD

BE-CA01/1-
16522-00006-1VD

BE-CA01/1-
16522-00007-1VD
BE-CA01/1-
16522-00008-1VD
BE-CA01/1-
16522-00009-1VD
BE-CA01/1-
16522-00010-1VD

BE-CA01/1-
16522-00011-IVD

BE-CA01/1-
16522-00012-1VD

BE-CA01/1-
16522-00013-IVD

BIOEASY™
Immunofluorescence
Analyzer
(REF: YRLE01105)% 13
B i

BE-CA01/1-
16522-00014-1VD

BE-CA01/1-
16522-00017-1VD

BE-CA01/1-
16522-00018-1VD

BE-CA01/1-
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16522-00023-1VD

BE-CA01/1-
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BIOEASY ™ Diagnostic
Kit for Luteinizing
Hormone (LH) - REF:
YRLF03501025,
YRLF03501050,
YRLF03501100 %% 8 17
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BIOEASY ™ Diagnostic
Kit for
BE-CA01/1- / / Procalcitonin/Interleukin-
16522-00021-1VD 6 REF: YRLF00501025,
YRLF00501050,
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BE-CA01/1- BIOEI??;OT;“NDO%eglnostic
16522-00026-IVD Coronavirus (2019-
BE-CA01/1- / / nCoV) Nucleic Acid
BE-CA01/1- YRLP00101050 25 5 J5i
16522-00029-1VD 7
28]
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SARS-CoV-2 Ag FIA
DE/CA20/1VVD- / / Rapid Test (Fluorescence
Caretechion-44/20 Immunochromatographic
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K182530 / i BIOEASY Multi-Drug
Test Cup
BIOEASY Marijuana
K192301 / - Test Dip Card, BIOEASY
Marijuana Test Strip
o Bioeasy Marijuana Test
FDA ALE Dip Card 40, Bioeasy
Marijuana Test Dip Card
K192515 / ) 20, Bioeasy Marijuana
Test Strip 40, Bioeasy
Marijuana Test Strip 20
K 193480 / i Bioeasy Multi-Drug Test
Cup
Design and
Development,Production
and Distribution of [IVD
TUV SUD | Q51020390001Re / 002,071 Reagent and Analyzer of
IE v.00 o Immunochromatographic

method
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I 130 B AR AS WU X701 ) 28— LR I 2 1 T il B — SR IR e T 3 30 = tHE A R AT 9
BT (ASCHD H 2L HEAT 1. 2020 4 3 H 30 H, <& — (g FEaft 75 fir (ISCIID
RETARE2, A =FERIES R BR REBIZI AN 87% . 61% . 34%,
A REBE 57.8%. MRIEAAT N EBBI U], ikl b 3] =K E B R IES,
RN RBEEFEKR, RAT NP R = g Rt 7o pr (ISCHID 1T
R RAFAE UL

MR RAT NS RERAT R, AT AN RS RAT N S VEEER %
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AT BT (7 BRI DUIR BGR B 7 B JBATIT 8, B H AT, 57

! (La partida devuelta de test rapidos defectuosos contaba con homologacion europea para su compra 'y
comercializacion en todo el espacio comunitario)

2 INFORME SOBRE EL ESTUDIO DE FIABILIDAD DEL TEST RAPIDO DE DETECCION DE
ANTIGENOS BIOEASY DIAGNOSTIC KIT FOR 2019-nCoV Ag TEST FLUORESCENCE
IMMUNOCHROMATOGRAPHY (IC)ASSAY,REFERENCIA:YRLF04401025.LOTES:2003N406
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