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C€-Registration

This is to certify that, in accordance with the /n Vitro Diagnostic Medical
Device Directive 98/79/EC, Medical Device Safety Service GmbH
(MDSS) agrees to perform all duties and responsibilities as the
Authorized Representative for:

W.H.P.M. Bioresearch & Technology Co., Ltd.
No. 2 Zhongxin Street, LouZiZhuang, Jinzhanxiang,
100018 Chaoyang District, Beijing
CHINA

as stipulated and demanded by the aforementioned Directive. The
European Databank on Medical Devices (EUDAMED) is established as
of May 1, 2011. The German Competent Authority is notified of the
manufacturer's in vitro diagnostic medical devices and has allocated
registration numbers shown in:

Annex A dated 2020-07-16

The Manufacturer has provided MDSS with the appropriate
Declaration(s) of Conformity confirming that the in vitro diagnostic
medical devices fulfill the applicable requirements of Directive 98/79/EC.
In compliance with German law, a safety officer has been appointed for
Germany.

2020-07-16

/]
1 (Y] / (/»
udger Moller

President

MDSS GmbH Digitally signed by Bolea Petru
Date: 2021.08.06 16:21:13 EEST
Reason: MoldSign Signature
Location: Moldova

MDSS - Medical Device Safety Service - Schiffgraben 41 - 30175 Hannover, Germany




Annex A: 2020-07-16
Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description (optional) (Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)
INotified)
Hemosure® One-step immunological Transferrin Strip WH-FOB-0030201 EDMA 12 03 90 04 Fecal Occult Blood {IC) other NA DE/CA09/0170/W01/IVD/018-04
Test
Hemosure® One-step immunological Transferrin Cassette WH-FOB-0030202 EDMA 12039004 Fecal Occult Blood (IC) other NA DE/CA09/0170/W01/IVD/018-04
Test
Hemosure® One-step immunological Hemoglobin  [Strip WH-FOB-0030401 EDMA 12039004 Fecal Occult Blood {IC) other NA DE/CA09/0170/W01/IVD/018-04
|and Transferrin Test
Hemosure® One-step immunological Hemoglobin | Cassette WH-FOB-0030402 EDMA 12 039004 Fecal Occult Blood (IC) other NA DE/CA09/0170/W01/1VD/018-04
and Transferrin Test
Hemosure® One-step immunological Fecal Occult Strip WH-FOB-0030101 EDMA 12039004 Fecal Occult Blood (IC) other NA DE/CA09/0170/W01/1VD/018-04
Blood Test
Hemosure® One-step immunological Fecal Occult Cassette WH-FOB-0030102 EDMA 12039004 Fecal Oceult Bloed (IC) other NA DE/CA09/0170/W01/IVD/018-04
Blood Test
Test iSOH Strip ‘WH-FOB-0000001 EDMA 12039004 Fecal Occult Bloed (IC) other NA DE/CA09/0170/W01/1VD/018-04
Test iSOH Cassette ‘WH-FOB-0000002 EDMA 12039004 Fecal Occult Blood (IC) other NA DE/CA09/0170/W01/IvD/018-04
First Sign™ One-Step Drug of Abuse Test AMP Strip WH-DS-0010101 EDMA 12 70 09 01 00 Amphetamines - Rapid Test other NA DE/CA09/0170/W01/1VD{009-02
{Amphetamine
First Sign™ One-Step Drug of Abuse Test AMP Cassette WH-DS-0010102 EDMA 12 7009 01 00 Amphetamines - Rapid Test other NA DE/CA09/0170/W01/IVD/009-02
[Amphetamine
First Sign™ One-Step Drug of Abuse Test AMP Dip card WH-DS-0010103 EDMA 12 70 03 01 00 Amphetamines - Rapid Test other NA DE/CA09/0170/W01/IVD/009-02
|Amphetamine
First Sign™ One-Step Drug of Abuse Test AMP Cup WH-D5-0010104 EDMA 12 70 08 01 00 Amphetamines - Rapid Test other NA DE/CA09/0170/W01/IVD/009-02
|Amphetamine
For Sure™ One-Step Drug of Abuse Test AMP Strip WH-DS-0020101 EDMA 12 7008 01 00 Amphetamines - Rapid Test other NA DE/CA09/0170/W01/IVD/009-02
Amphetamine
For Sure™ One-Step Drug of Abuse Test AMP Cassette WH-DS-0020102 EDMA 12 70 09 01 00 Amphetamines - Rapid Test other NA DE/CA09/0170/WO01/IVD/009-02
|Amphetamine
For Sure™ One-Step Drug of Abuse Test AMP Dip card WH-DS-0020103 EDMA 12 7009 01 00 Amphetamines - Rapid Test other NA DE/CA09/0170/W01/IVD/009-02
[Amphetamine
For Sure™ One-Step Drug of Abuse Test AMP Cup WH-DS-0020104 EDMA 12 7009 01 00 Amphetamines - Rapid Test other NA DE/CA09/0170/W01/IVD/009-02
[Amphetamine
First Sign™ One-Step Drug of Abuse Test mAMP Strip WH-DS-0010201 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/1VD/008-02
|Methamphetamine (+Ecstasv) - Rapid Test
First Sign™ One-Step Drug of Abuse Test mAMP Cassette WH-D5-0010202 EDMA 12090102 00 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/1VD/008-02
Methamphetamine (+Ecstasv) - Rapid Test
First Sign™ One-Step Drug of Abuse Test mAMP Dip card WH-DS-0010203 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/1VD/008-02
Metham| min {+Ecstasv) - Rapid Test
First Sign™ One-Step Drug of Abuse Test mAMP Cup WH-DS-0010204 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/IVD/008-02
IMethamphetamine (+Ecstasy) - Rapid T
For Sure™ One-Step Drug of Abuse Test mMAMP Strip WH-DS-0020201 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/IVD/008-02
IMethamphetamine (+Ecstasy) - Rapid Test
For Sure™ One-Step Drug of Abuse Test mMAMP Cassette WH-DS-0020202 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/IVD/008-02
iMethamphetamine (+Ecstasy) - Rapid Test
For Sure™ One-Step Drug of Abuse Test mAMP Dip card WH-DS-0020203 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/IVD/008-02
IMethamphetamine {+Ecstasv) - Rapid Test
For Sure™ One-Step Drug of Abuse Test mAMP Cup WH-DS-0020204 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/IVD/008-02
\Methamphetamine (+Ecstasy) - Rapid Test
First Sign™ One-Step Drug of Abuse Test Strip - urine WH-DU-0010301 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/IVD/008-02
Methylenedioxy Methamphetamine (+Ecstasy) - Rapid Test
First Sign™ One-Step Drug of Abuse Test Cassette-urine WH-DU-0010302 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/IVD/008-02
Methylenedioxy Methamphetamine ___(+Ecstasy) - Rapid Test.
First Sign™ One-Step Drug of Abuse Test Dipcard-urine WH-DU-0010303 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/W01/IVD/008-02
M 7 1 ; 4 -Rapid T
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Annex A: 2020-07-16
Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description (optional) (Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)

For Sure™ O:n.wnnu Drug of Abuse Test Strip - urine WH-DU-0020301 hzmb%hwn_ 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/WO01/IVD/008-02

Cassette-urine WH-DU-0020302 EDMA 1209010200 | Ampheta %ﬂ%@ﬁ%‘%ﬁmwﬁ Specific other NA DE/CA09/0170/W01/IVD/008-02

(+Ecstasy) - Rapid Test

Dipcard-urine WH-DU-0020303 EDMA 1209010200 | Amphetamine/Methamphetamine Specific other NA DE/CA09/0170/WO01/IVD/008-02
First Sign™ One-Step Drug of Abuse Test BARB Strip WH-DS-0010401 EDMA 12 7009 03 00 mﬁ%ﬁ other NA DE/CA09/0170/W01/IVD/006-02
First Sign™ One-Step Drug of Abuse Test BARB Cassette WH-D5-0010402 EDMA 12 70 09 03 00 Barbiturates - Rapid Test other NA DE/CA09/0170/W01/IVD/006-02
First Sign™ One-Step Drug of Abuse Test BARB Dip card WH-DS-0010403 EDMA 12 700903 00 Barbiturates - Rapid Test other NA DE/CA09/0170/W01/IVD/006-02
First Sign™ One-Step Drug of Abuse Test BARB Cup WH-DS-0010404 EDMA 12700903 00 Barbiturates - Rapid Test other NA DE/CA09/0170/W01/IVD/006-02
ﬁwﬂmﬁnﬁanv Drug of Abuse Test Barbiturates |BARB Strip WH-DS-0020401 EDMA 12 7009 03 00 Barbiturates - Rapid Test other NA DE/CA09/0170/W01/iVD/006-02
For Sure™ One-Step Drug of Abuse Test Barbiturates |BARB Cassette WH-DS-0020402 EDMA 12 7009 03 00 Barbiturates - Rapid Test other NA DE/CA09/0170/W01/1VD/006-02
For Sure™ One-Step Drug of Abuse Test Barbiturates |BARB Dip card WH-DS-0020403 EDMA 12 7009 03 00 Barbiturates - Rapid Test other NA DE/CA09/0170/W01/IVD/006-02
For Sure™ One-Step Drug of Abuse Test Barbiturates |BARB Cup WH-DS-0020404 EDMA 12700903 00 Barbiturates - Rapid Test other NA DE/CA09/0170/W01/1VD/006-02
First Sign™ One-Step Drug of Abuse Test BZO Strip WH-DS-0010501 EDMA 12 70 09 04 00 Benzodiazepines - Rapid Test other NA DE/CA09/0170/W01/IVD/013-01
ﬁ%ﬁwn Drug of Abuse Test BZO Cassette WH-DS-0010502 EDMA 12 70 09 04 00 Benzodiazepines - Rapid Test other NA DE/CA09/0170/W01/IVD/013-01
T_M_, m.n:.., o___“m.man Drug of Abuse Test BZO Dipc card WH-D5-0010503 EDMA 12 70 09 04 00 Benzodiazepines - Rapid Test other NA DE/CA09/0170/W01/IVD/013-01

BZO Cup ‘WH-DS-0010504 EDMA 127009 04 00 Benzodiazepines - Rapid Test other NA DE/CA09/0170/W01/IVD/013-01
For Sure™ One-Step Drug of Abuse Test BZO Strip ‘WH-DS-0020501 EDMA 127009 04 00 Benzodiazepines - Rapid Test other NA DE/CA09/0170/W01/IVD/013-01
For mc:_“...mu_ﬁwwnmu Drug of Abuse Test BZO Cassette WH-DS-0020502 EDMA 12 70 09 04 00 Benzodiazepines - Rapid Test other NA DE/CA09/0170/W01/IVD/013-01
Wwwwk%m%ﬁ.wnmu Drug of Abuse Test BZO Dipc card WH-DS-0020503 EDMA 12 7009 04 00 Benzodiazepines - Rapid Test other NA DE/CA09/0170/W01/1VD/013-01
mmwm::,ms_ Daﬂ.mnmn Drug of Abuse Test BZO Cup WH-DS-0020504 EDMA 12 70 09 04 00 Benzodiazepines - Rapid Test other NA DE/CA09/0170/W01/IVD/013-01
mﬂ.uﬁwwﬁxﬁw%wmﬁau Drug of Abuse Test Marijuana |THC Strip WH-DS-0010601 EDMA 12 70 08 05 00 Cannabinoids - Rapid Test other NA DE/CA09/0170/W01/IVD/010-02
First Sign™ One-Step Drug of Abuse Test Marijuana |THC Cassette WH-DS-0010602 EDMA 12 7009 05 00 Cannabincids - Rapid Test other NA DE/CA09/0170/W01/IVD/010-02
First Sign™ One-Step Drug of Abuse Test Marijuana |THC Dip card WH-DS-0010603 EDMA 12 70 09 05 00 Cannabinoids - Rapid Test other NA DE/CA09/0170/W01/IVD/010-02
First Sign™ One-Step Drug of Abuse Test Marijuana |THC Cup WH-DS-0010604 EDMA 12 70 09 05 00 Cannabinoids - Rapid Test other NA DE/CA09/0170/W01/IVD/010-02
For Sure™ One-Step Drug of Abuse Test Marijuana |THC Strip WH-DS-0020601 EDMA 127009 0500 Cannabincids - Rapid Test other NA DE/CA09/0170/W01/IVD/010-02
For Sure™ One-Step Drug of Abuse Test Marijuana | THC Cassette WH-DS-0020602 EDMA 1270090500 Cannabincids - Rapid Test other NA DE/CA09/0170/W01/IVD/010-02
For Sure™ One-Step Drug of Abuse Test Marljuana  |THC Dip card WH-DS-0020603 EDMA 12 7009 0500 Cannabinoids - Rapid Test other NA DE/CA09/0170/W01/IVD/010-02
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Annex A: 2020-07-16
Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description (optional) (Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)
{Notified)

For Sure™ One-Step Drug of Abuse Test Marijuana  [THC Cup WH-D5-0020604 EDMA 12 70 09 05 00 Cannabinoids - Rapid Test other NA DE/CAD9/0170/W01/IVD/010-02
First Sign™ One-Step Drug of Abuse Test Cocaine COC Strip WH-DS-0010701 EDMA 12 7009 06 00 | Cocaine + Cocaine Metabolites - Rapid Test other NA DE/CA09/0170/W01/IVD/012-01
First Sign™ One-Step Drug of Abuse Test Cocaine COC Cassette WH-DS-0010702 EDMA 127009 06 00 | Cocaine + Cocaine Metabolites - Rapid Test other NA DE/CA09/0170/W01/IVD/012-01
First Sign™ One-Step Drug of Abuse Test Cocaine  |COC Dip card WH-DS-0010703 EDMA 12700906 00 | Cocaine + Cocaine Metabolites - Rapid Test other NA DE/CA09/0170/W01/1VD/012-01
First Sign™ One-Step Drug of Abuse Test Cocaine coc Cup WH-D5-0010704 EDMA 1270090600 | Cocaine + Cocaine Metabolites - Rapid Test other NA DE/CA08/0170/W01/1VD/012-01
ForSure™ One-Step Drug of Abuse Test Cocaine COC Strip WH-DS-0020701 EDMA 12 7008 06 00 | Cocaine + Cocaine Metabalites - Rapid Test other NA DE/CA09/0170/W01/IVD/012-01
ForSure™ One-Step Drug of Abuse Test Cocaine COC Cassette WH-DS-0020702 EDMA 127008 06 00 | Cocaine + Cocaine Metabolites - Rapid Test other NA DE/CA09/0170/W01/IVD/012-01
ForSure™ One-Step Drug of Abuse Test Cocaine COC Dip card WH-DS-0020703 EDMA 12 700906 00 | Cocaine + Cocaine Metabolites - Rapid Test other NA DE/CA09/0170/W01/IVD/012-01
ForSure™ QOne-Step Drug of Abuse Test Cocaine €OoC Cup WH-DS-0020704 EDMA 1270090600 | Cocaine + Cocaine Metabolites - Rapid Test other NA DE/CA09/0170/W01/1VD/012-01
First Sign™ One-Step Drug of Abuse Test Methadone |MTD Strip WH-DS-0010501 EDMA 1270 09 07 Methadone incl. EDDP - RT & POC aother NA DE/CA09/0170/W01/IVD/011-02
First Sign™ One-Step Drug of Abuse Test Methadone [MTD Cassette WH-DS-0010902 EDMA 12700907 Methadone incl. EDDP - RT & POC other NA DE/CA09/0170/W01/1VD/011-02
First Sign™ One-Step Drug of Abuse Test Methadone [MTD Dip card WH-DS5-0010903 EDMA 12 7008 07 Methadone incl. EDDP -RT & POC other NA DE/CAD09/0170/W01/IVD/011-02
First Sign™ One-Step Drug of Abuse Test Methadone (MTD Cup WH-DS-0010904 EDMA 127008 07 Methadone incl. EDDP -RT & POC other NA DE/CA09/0170/W01/IVD/011-02
For Sure™ One-Step Drug of Abuse Test Methadone [MTD Strip WH-DS-0020901 EDMA 12 7009 07 Methadone incl. EDDP - RT & POC other NA DE/CA09/0170/W01/IVD/011-02
For Sure™ One-Step Drug of Abuse Test Methadone [MTD Cassette WH-DS-0020902 EDMA 127009 07 Methadone incl. EDDP -RT & POC other NA DE/CADS/0170/W01/IVD/011-02
For Sure™ One-Step Drug of Abuse Test Methadone |MTD Dip card WH-DS-0020903 EDMA 12 7009 07 Methadone incl. EDDP - RT & POC other NA DE/CAD9/0170/W01/IVD/011-02
For Sure™ One-Step Drug of Abuse Test Methadone |MTD Cup ‘WH-DS-0020904 EDMA 12700907 Methadone incl. EDDP - RT & POC other NA DE/CA09/0170/W01/IVD/011-02
First Sign™ One-Step Drug of Abuse Test EDDP EDDP Strip WH-DS-0010801 EDMA 127009 07 Methadone incl. EDDP - RT & POC other NA Umngshowghgmhgkoupbn

of Abuse Test EDDP WH-DS-0010802 EDMA 12700907 Methadone incl. EDDP -RT & POC other NA DE/CA09/0170/W01/IVD/011-02

of Abuse Test EDDP card WH-DS-0010803 EDMA 12700907 Methadone incl. EDDP - RT & POC other NA

of Abuse Test EDDP. WH-DS-0010804 EDMA 12700907 Methadone incl. EDDP - RT & POC other NA

of Abuse Test EDDP. WH-DS-0020801 EDMA 127009 07 Methadone incl. EDDP - RT & POC other NA

of Abuse Test EDDP WH-DS-0020802 EDMA 12 7009 07 Methadone incl. EDDP - RT & POC other NA DE/CA09/0170/W01/IVD/011-02
For Sure™ One-Step Drug of Abuse Test EDDP. EDDP Dipc card WH-DS-0020803 EDMA 12700907 Methadone incl. EDDP - RT & POC other NA DE/CA09/0170/W01/IVD/011-02
For Sure™ One-Step Drug of Abuse Test EDDP EDDP Cup WH-DS-0020804 EDMA 12700907 Methadone incl. EDDP - RT & POC other NA
First Sign™ One Step Drug of Abuse Test Morphine |MOR or MOR300 Strip WH-DS-0011401 EDMA 12700908 00 Opiates - Rapid Test other NA DE/CA09/0170/W01/1VD/017-01
First Sign™ One Step Drug of Abuse Test Morphine |MOR or MOR300 Cassette |WH-DS-0011402 EDMA 12 7009 08 00 Opiates - Rapid Test other NA DE/CA09/0170/W01/IVD/017-01
First Sign™ One Step Drug of Abuse Test Morphine  |MOR or MOR300 Dip card |WH-DS-0011403 EDMA 12 7009 08 00 Opiates - Rapid Test other NA DE/CA09/0170/W01/1VD/017-01
First Sign™ One Step Drug of Abuse Test Morphine |MOR or MOR300 Cup WH-DS-0011404 EDMA 12700908 00 Opiates - Rapid Test other NA DE/CA09/0170/W01/1IVD/017-01
For Sure™ One Step Drug of Abuse Test Morphine |[MOR or MOR300 Strip WH-DS-0021401 EDMA 12 70 09 08 00 Opiates - Rapid Test other NA DE/CA09/0170/W01/1vD/017-01

—

%%%{

e
* bt
* MDSS |
Lnné,aqﬁbﬂ

Medical Device Safety S

page 3 of 12 %\W mpw Mww



Annex A: 2020-07-16

Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description (optional) {Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)
{Notified)

For Sure™ One Step Drug of Abuse Test Morphine  [MOR or MOR300 Cassette |WH-DS-0021402 EDMA 1270090800 Opiates - Rapid Test other NA DE/CA09/0170/W01/IVD/017-01
For Sure™ One Step Drug of Abuse Test Morphine  [MOR or MOR300 Dip card |WH-DS-0021403 EDMA 12 7009 08 00 Opiates - Rapid Test other NA DE/CA09/0170/W01/1VD/017-01
For Sure™ One Step Drug of Abuse Test Morphine |MOR or MOR300 Cup WH-DS-0021404 EDMA 12700908 00 Opiates - Rapid Test other NA DE/CA09/0170/W01/IVD/017-01
First Sign™ One-Step Drug of Abuse Test PCP Strip WH-DS-0011101 EDMA 12 7009 09 00 Phencyclidine - Rapid Test other NA DE/CA09/0170/W01/IVD/004-02
Phencyclidine
First Sign™ One-Step Drug of Abuse Test PCP Cassette WH-DS-0011102 EDMA 12 70 09 09 00 Phencyclidine - Rapid Test other NA DE/CAD9/0170/W01/1VD/004-02
Phencyclidine
First Sign™ One-Step Drug of Abuse Test PCP Dip card WH-DS-0011103 EDMA 12 7009 09 00 Phencyclidine - Rapid Test other NA DE/CAD9/0170/W01/1VD/004-02
|Phencyclidine
First Sign™ One-Step Drug of Abuse Test PCP Cup WH-D5-0011104 EDMA 12 70 09 09 00 Phencyclidine - Rapid Test other NA DE/CA09/0170/W01/IVD/004-02
P li
For Sure™ One-Step Drug of Abuse Test PCP Strip WH-DS-0021101 EDMA 12 70 09 09 00 Phencyclidine - Rapid Test other NA DE/CA09/0170/W01/IVD/004-02
Phencyclidine
For Sure™ One-Step Drug of Abuse Test PCP Cassette WH-DS-0021102 EDMA 12 70 09 09 00 Phencyclidine - Rapid Test other NA DE/CA09/0170/W01/IVD/004-02
|Phencyclidine
For Sure™ One-Step Drug of Abuse Test PCP Dip card ‘WH-DS-0021103 EDMA 12 70 08 03 00 Phencyclidine - Rapid Test other NA DE/CA09/0170/W01/1VD/004-02
P e
For Sure™ One-Step Drug of Abuse Test PCP Cup WH-DS-0021104 EDMA 12 70 08 09 00 Phencyclidine - Rapid Test other NA DE/CAD9/0170/WO01/IVD/004-02
Phencyclidine
First Sign™ One-Step Drug of Abuse Test Tricyclic TCA Strip WH-DS-0011201 EDMA 127009 1000 Tricyclic Antidepressants - Rapid Test other NA DE/CA09/0170/WO01/IVD/005-02
Antidepressants
First Sign™ One-Step Drug of Abuse Test Tricyclic TCA Cassette WH-DS-0011202 EDMA 127009 1000 Tricyclic Antidepressants - Rapid Test other NA DE/CA09/0170/WO01/IVD/005-02
Antidepressants
First Sign™ One-Step Drug of Abuse Test Tricyclic TCA Dip card WH-DS-0011203 EDMA 127009 1000 Tricyclic Antidepressants - Rapid Test other NA DE/CA09/0170/W01/IVD/005-02
Antidepressants
First Sign™ One-Step Drug of Abuse Test Tricyclic TCA Cup WH-DS-0011204 EDMA 127009 1000 Tricyclic Antidepressants - Rapid Test other NA DE/CA09/0170/W01/1VD/005-02
Antidepressants
For Sure™ One-Step Drug of Abuse Test Tricyclic TCA Strip WH-DS-0021201 EDMA 127009 10 00 Tricyclic Antidepressants - Rapid Test other NA DE/CA09/0170/W01/1VD/005-02
Antidepressants
For Sure™ One-Step Drug of Abuse Test Tricyclic TCA Cassette WH-DS-0021202 EDMA 1270091000 Tricyclic Antidepressants - Rapid Test other NA DE/CA09/0170/W01/1VD/005-02
Antidepressants
For Sure™ One-Step Drug of Abuse Test Tricyclic TCA Dip card WH-DS-0021203 EDMA 127009 1000 Tricyclic Antidepressants - Rapid Test other NA DE/CA09/0170/W01/1VD/005-02
Antidepressants
For Sure™ One-Step Drug of Abuse Test Tricyclic TCA Cup WH-DS-0021204 EDMA 12 7009 10 00 Tricyclic Antidepressants - Rapid Test other NA DE/CA09/0170/W01/1VD/005-02
Antidepressants
First Sign™ One-Step Drug of Abuse Test Multi-Drug |AMP/ BAR/ BUP/ BZO/ WH-DU-00140A01 EDMA 127009 7000 | Multiple Drugs of Abuse/Toxicology Rapid other NA DE/CA09/0170/W01/IVD/003-03
Test COC/ COT/ EDDP/ ETG/ Tests

FEN/ KET/ K2/ mAMP/

MDMA/ MDPV/ MOR/

MTD/ OPI/ OXY/ PCP/ PPX/

TCA/ TRA/ THC (Strip) -

Lia
First Sign™ One-Step Drug of Abuse Test Multi-Drug |AMP/ BAR/ BUP/ BZO/ WH-DU-00140A02 EDMA 127009 7000 | Multiple Drugs of Abuse/Toxicclogy Rapid other NA DE/CA09/0170/W01/IVD/003-03
Test COC/ COT/ EDDP/ ETG/ Tests

FEN/ KET/ K2/ mAMP/

MDMA/ MDPV/ MOR/

MTD/ OPI/ OXY/ PCP/ PPX/

TCA/ TRA/ THC (Cassette) -
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Annex A: 2020-07-16

Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified)

Additional Product
Description (optional)

Model No./ REF / UDI
(Unambiguous id.)

Medical Device
Nomenclature
(Notified)

Nomenclature
Code (Notified)

Nomenclature Description (Notified)

{Notified)

EC Certificate No. & Expiry
(Notified)

Registration Number

First Sign™ One-Step Drug of Abuse Test Muiti-Drug
Test

AMP/ BAR/ BUP/ BZO/
COC/ COT/ EDDP/ ETG/
FEN/ KET/ K2/ mAMP/
MDMA/ MDPV/ MOR/
MTD/ OPI/ OXY/ PCP/ PPX/
TCA/ TRA/ THC (Dipcard) -

WH-DU-00140A03

EDMA 127009 70 00

Multiple Drugs of Abuse/Toxicology Rapid
Tests

other

NA

DE/CA09/0170/W01/IVD/003-03

First Sign™ One-Step Drug of Abuse Test Multi-Drug
Test

AMP/ BAR/ BUP/ BZO/
€OC/ COT/ EDDP/ ETG/
FEN/ KET/ K2/ mAMP/
MDMA/ MDPV/ MOR/
MTD/ OPI/ OXY/ PCP/ PPX/
TCA/ TRA/ THC (Multi Drug

Lism) i lelma

WH-DU-00140A04

EDMA 12 70 09 70 00

Multiple Drugs of Abuse/Toxicology Rapid
Tests

other

NA

DE/CA09/0170/W01/IVD/003-03

For Sure™ One-Step Drug of Abuse Test Multi-Drug
Test

AMP/ BAR/ BUP/ BZO/
COC/ EDDP/
KET/mAMP/MDMA/MTD/
OP|/ OXY/PCP/TCA/THC

(Strin) - | lrine

WH-DU-00240B01

EDMA 12 70 08 70 00

Multiple Drugs of Abuse/Toxicology Rapid
Tests

other

NA

DE/CA09/0170/W01/IVD/003-03

For Sure™ One-Step Drug of Abuse Test Multi-Drug
Test

AMP/ BAR/ BUP/ BZO/
coc/ EDDP/
KET/mAMP/MDMA/MTD/
OPI/ OXY/PCP/TCA/THC

Jollrine

WH-DU-00240B02

EDMA 12 7009 70 00

Multiple Drugs of Abuse/Toxicology Rapid
Tests

other

NA

DE/CA09/0170/W01/IVD/003-03

For Sure™ One-Step Drug of Abuse Test Multi-Drug
Test

e

AMP/ BAR/ BUP/ BZO/
COC/ EDDP/
KET/mAMP/MDMA/MTD/
OPI/ OXY/PCP/TCA/THC
[Dinrard) . lrine

WH-DU-00240B03

EDMA 1270097000

Multiple Drugs of Abuse/Toxicology Rapid
Tests

other

NA

DE/CA09/0170/W01/ivD/003-03

For Sure™ One-Step Drug of Abuse Test Multi-Drug
Test

AMP/ BAR/ BUP/ BZO/
€oc/ EDDP/
KET/mAMP/MDMA/MTD/
OPI/ OXY/PCP/TCA/THC

(ANt Denig Coun) o Lrine

WH-DU-00240B04

EDMA 127009 70 00

Multiple Drugs of Abuse/Toxicology Rapid
Tests

other

NA

DE/CA09/0170/W01/IVD/003-03

TEST MULTIDROGAS

AMP/ BAR/ BUP/ BZO/
COC¢/ EDDP/ KET/ mAMP/
MDMA/ MTD/ OPI/ OXY/
PCP/ TCA/ THC (Cassette) -

Lirina

WH-DU-00040C02

EDMA 12 70 09 70 00

Multiple Drugs of Abuse/Toxicology Rapid
Tests

other

NA

DE/CA09/0170/W01/IVD/003-03

First Sign™ Oral Fluid Drug Screen Device Multi-Drug
Combination

AMP/ BAR/ BUP/ BZO/
coc/ coT/ KET/
K2/mAMP/ MDMA/ MTD/
OPI/ OXY/ PCP/ THE/ ALCO

{Cvlinder)

WH-D5-00140C05

EDMA 12700970 00

Multiple Drugs of Abuse/Toxicology Rapid
Tests

other

NA

DE/CA09/0170/W01/IVD/003-03

Oral Q™ Oral Fluid Drug Screen Device Multi-Drug
Combination

AMP/ BAR/ BUP/ BZO/
COC/ COT/ KET/ K2/
mAMP/ MDMA/ MTD/ OPI/
OXY/ PCP/ THC/ ALCO

e hal

WH-DS-00440C02

EDMA 12 70 03 70 00

Multiple Drugs of Abuse/Toxicology Rapid
Tests

other

NA

DE/CA09/0170/W01/IVD/003-03
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Annex A: 2020-07-16

Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description (optional) (Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)
(Notified)
Oral Cube™ Oral Fluid Drug Screen Device Multi- AMP/ BAR/ BUP/ BZO/ WH-D5-00540C06 EDMA 127009 70 00 | Multiple Drugs of Abuse/Toxicology Rapid other NA DE/CAD9/0170/W01/IVD/003-03
Drug Combination COC/ COT KET/ K2/ Tests
mAMP/MDMA/ MTD/ OPI/
OXY/ PCP/ THC/ ALCO
(Cuiha)
Swab™ Cube Oral Fluid Drug Screen Device Multi- AMP/ BAR/ BUP/ BZO/ WH-DS-00624006 EDMA 1270097000 | Multiple Drugs of Abuse/Toxicology Rapid other NA Eﬁ)ﬂm\awﬂa\gn\?ﬂ\oombm
Drug Combination COC/ COT/ KET/ K2/ Tests
mAMP/ MDMA/ MTD/ OPI/
OXY/ PCP/ THC/ ALCO
{Cuha)
STAT® SWAB Oral Fluid Drug Screen Device AMP/BAR/BUP/BZO/COC/ |WH-DS-00740E00 EDMA 127009 7000 | Multiple Drugs of Abuse/Toxicology Rapid other NA DE/CA09/0170/W01/IVD/003-03
mAMP/ Tests
MID/OPI/PCP/THC
STAT® SWAB Plus Oral Fluid Drug and Alcohol Screen |AMP/BAR/BZO/COC/mAM |WH-DS-00740F00 EDMA 1270097000 | Multiple Drugs of Abuse/Toxicology Rapid other NA DE/CA09/0170/W01/iVD/003-03
Device P/MTD/ Tests
QPI/PCP/THC/ALCO
STAT® SWAB Oral Fluid Drug Screen Device AMP/BZO/COC/mAMP/OP| | WH-DS-00740G00 EDMA 1270097000 | Multiple Drugs of Abuse/Toxicology Rapid other NA DE/CA09/0170/W01/IVD/003-03
[THC __ Tests
STAT® SWAB Oral Fluid Drug Screen Device COC/OPI WH-DS-00740H00 EDMA 1270097000 | Multiple Drugs of Abuse/Toxicology Rapid other NA DE/CAD09/0170/W01/1VD/003-03
Tests
VP® natura Diagnostico TEST MULTIDROGAS 5en1 |AMP/OPI/COC/MDMA/mA |D22-VP EDMA 1270097000 | Multiple Drugs of Abuse/Toxicology Rapid other NA DE/CA09/0170/W01/1VD/003-03
IModelo: COPA MP. Tests
First Sign™ One-Step Drug of Abuse Test Bup Strip WH-DS-0011301 EDMA 12 70 09 90 00 | Other Drugs of Abuse/Toxicology Rapid Tests |  other NA DE/CA09/0170/W01/IVD/007-02
Buprenerphine
First Sigh™ One-Step Drug of Abuse Test Bup Cassette WH-DS-0011302 EDMA 12 70 09 90 00 | Other Drugs of Abuse/Toxicology Rapid Tests other NA DE/CA09/0170/W01/1VD/007-02
Buprenorphine
For Sure™ One-Step Drug of Abuse Test Bup Strip WH-D5-0021301 EDMA 12 70 09 90 00 | Other Drugs of Abuse/Toxicology Rapid Tests other NA DE/CA09/0170/W01/IVD/007-02
Buprenorphine
For Sure™ One-Step Drug of Abuse Test Bup Cassette WH-DS-0021302 EDMA 12 70 09 90 00 | Other Drugs of Abuse/Toxicology Rapid Tests other NA DE/CA09/0170/W01/1VD/007-02
Buprenorphine
First Sign™ One-Step Drug of Abuse Test Ketamine  |KET Strip WH-DS-0011601 EDMA 12 70 09 90 00 | Other Drugs of Abuse/Toxicology Rapid Tests other NA DE/CA09/0170/W01/IVD/007-02
First Sign™ One-Step Drug of Abuse Test Ketamine |KET Cassette WH-DS-0011602 EDMA 12 70 09 90 00 | Other Drugs of Abuse/Toxicology Rapid Tests other NA DE/CA09/0170/W01/IVD/007-02
For Sure™ One-Step Drug of Abuse Test Ketamine  |KET Strip WH-DS-0021601 EDMA 12 7009 90 00 | Other Drugs of Abuse/Toxicology Rapid Tests other NA DE/CA09/0170/W01/IVD/007-02
For Sure™ One-Step Drug of Abuse Test Ketamine  |KET Cassette WH-DS-0021602 EDMA 12 70 09 90 00 | Other Drugs of Abuse/Toxicology Rapid Tests other NA DE/CA09/0170/W01/IVD/007-02
First Sign™ One-Step Drug of Abuse Test Oxycodone |OXY Strip WH-DS-0011501 EDMA 12 7009 90 00 | Other Drugs of Abuse/Toxicolegy Rapid Tests other NA DE/CA09/0170/W01/1VD/007-02
First Sign™ One-Step Drug of Abuse Test Oxycodone |OXY Cassette WH-DS-0011502 EDMA 12 700990 00 | Other Drugs of Abuse/Toxicolegy Rapid Tests other NA DE/CA09/0170/W01/IVD/007-02
For Sure™ One-Step Drug of Abuse Test Oxycodone |OXY Strip WH-DS-0021501 EDMA 12 700990 00 | Other Drugs of Abuse/Toxicology Rapid Tests other NA DE/CA09/0170/W01/1VD/007-02
For Sure™ One-Step Drug of Abuse Test Oxycodone |OXY Cassette WH-DS-0021502 EDMA 1270099000 | Other Drugs of Abuse/Toxicology Rapid Tests other NA DE/CA09/0170/W01/1VD/007-02
First Sign™ One-Step Immunological Hemoglobin Strip WH-FOB-5010401 EDMA 12700321 Fecal Occult Blood - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/029
2023-01-17
First Sign™ One-Step Immunological Hemoglobin Cassette WH-FOB-5010402 EDMA 12700321 Fecal Occult Blood - RT & POC Self Test 0197/HL 601257650001 |DE/CA09/0170/W01/IVD/029
2023-03-17
First Sign™ One-Step Immunological Transferrin Test[TF Strip WH-FOB-5010201 EDMA 12700321 Fecal Occult Blood - RT & POC Self Test | 0197/HL 601257650001 [DE/CAD9/0170/W01/IVD/029
2023-01-17 \\.J
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Annex A: 2020-07-16

Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

=

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description (optional) (Unambiguous id.) Nomenclature |Code (Notified) (Notified) (Notified)
(Notified)

First Sign™ One-Step Immunological Transferrin Test|TF Cassette WH-FOB-5010202 EDMA 12700321 Fecal Occult Blood - RT & POC Self Test 0197/HL 60125765 0001 | DE/CA09/0170/W01/IVD/029

WH Accu Test FSH Test strip WH-FT-5080301 EDMA 12700501 FSH - RT & POC Self Test Smu_..xuw Mw.pomp_m.wwm 0001 |DE/CA09/0170/W01/1VD/014-02
WH Accu Test FSH Test Cassette WH-FT-5080302 EDMA 12700501 FSH - RT & POC Self Test 83\“% MNMW.WM.J 0001 |DE/CA09/0170/W01/1VD/014-02
‘WH Accu Test FSH Test Dipcard ‘WH-FT-5080303 EDMA 12700501 FSH - RT & POC Self Test ou.mﬂ..._.w_.owwwwumw“m 0001 |DE/CA09/0170/W01/IVD/014-02
WH Accu Test FSH Test Midstrearn WH-FT-5080307 EDMA 12700501 FSH - RT & POC Self Test Smd_wm wmwww.wm.q. 0001 |DE/CA09/0170/W01/1VD/014-02
First Sign™ FSH Test Strip WH-FT-5010301 EDMA 12700501 FSH -RT & POC Self Test cpmq\_wwwwwwuw.“mw 0001 |DE/CA09/0170/WO01/IVD/014-02
First Sign™ FSH Test Cassette WH-FT-5010302 EDMA 12 70 05 01 FSH -RT & POC Self Test Emd:mw memw.wmm 0001 |DE/CA09/0170/WO01/IVD/014-02
First Sign™ FSH Test Dipcard WH-FT-5010303 EDMA 12700501 FSH - RT & POC Self Test opmq\zm w Mw“umpm.w.w.m 0001 |DE/CA09/0170/W01/IVD/014-02
First Sign™ FSH Test Midstream WH-FT-5010307 EDMA 12700501 FSH - RT & POC Self Test oumq\_._wwwwwww.wmm 0001 |DE/CA09/0170/WO01/IVD/014-02
WH Accu PregnancyTest Strip WH-FT-5080101 EDMA 12 70 05 02 HCG -RT & POC Self Test Oqu\%WMMWWWWMm 0001 |DE/CA09/0170/WO01/IVD/016-02
WH Accu PregnancyTest Cassette WH-FT-5080102 EDMA 12 7005 02 HCG -RT & POC Self Test opwq\_w_www»bwuu.w“m 0001 |DE/CA09/0170/W01/IVD/016-02
WH Accu PregnancyTest Dipcard WH-FT-5080103 EDMA 12 70 0502 HCG -RT & POC Self Test o“_.mq\vw_.omw.pomu..m..“m 0001 |DE/CA09/0170/W01/IVD/016-02
WH Accu PregnancyTest Midstream WH-FT-5080107 EDMA 12700502 HCG - RT & POC Self Test ouwu\—wromwwwu.m.“m 0001 |DE/CA09/0170/WO01/1VD/016-02
For Sure™ Pregnancy Test Strip WH-FT-5020101 EDMA 12 7005 02 HCG - RT & POC Self Test oqu\waMw.m.WWMm 0001 |DE/CA09/0170/W01/IVD/016-02

_2023-01-17
For Sure™ Pregnancy Test Cassette WH-FT-5020102 EDMA 12 7005 02 HCG - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/016-02
For Sure™ Pregnancy Test Dipcard WH-FT-5020103 EDMA 12 7005 02 HCG - RT & POC Self Test OHWQ\%WMWMM..“Mm 0001 |DE/CA09/0170/WO01/IVD/016-02
For Sure™ Pregnancy Test Midstream WH-FT-5020107 EDMA 12 70 05 02 HCG -RT & POC Self Test owwqxhwww“wm.wwm 0001 |DE/CA09/0170/W01/IVD/016-02
First Sign™ Pregnancy Test Strip WH-FT-5010101 EDMA 12 70 05 02 HCG - RT & POC Self Test quL%MNMM.WMm 0001 |DE/CAD9/0170/WO01/IVD/016-02
First Sign™ Pregnancy Test Cassette WH-FT-5010102 EDMA 12 70.0502 HCG - RT & POC Self Test ou.mu_\%_muwwmumwwu 0001 |DE/CA09/0170/W01/IVD/016-02
First Sign™ Pregnancy Test Dipcard WH-FT-5010103 EDMA 12700502 HCG - RT & POC Self Test onuw\%%MwmuMWMm 0001 |DE/CA09/0170/W01/IVD/016-02
First Sign™ Pregnancy Test Midstream WH-FT-5010107 EDMA 12700502 HCG - RT & POC Self Test oumq\_w_m_ MNMMWMW_ 0001 |DE/CA09/0170/W01/IVD/016-02
Realcheck Pregnancy test Strip WH-FT-5110101 EDMA 12700502 HCG -RT & POC Self Test opmﬂ\_.w_m_wwmuw.wm.m 0001 |DE/CA09/0170/W01/IVD/016-02
Realcheck Pregnancy test Cassette WH-FT-5110102 EDMA 12700502 HCG - RT & POC Self Test onu\Tw_wwwwMu.m.WMm 0001 |DE/CA09/0170/W01/IVD/016-02
Realcheck Pregnancy test Dipcard WH-FT-5110103 EDMA 12700502 HCG -RT & POC Self Test opcq\.w_muwwmw.wm.m 0001 |DE/CA09/0170/W01/IVD/016-02
Realcheck Pregnancy test Midstream WH-FT-5110107 EDMA 12700502 HCG - RT & POC Self Test oww.._.\_.w_.n.vww.uwuw‘q“m 0001 |DE/CA09/0170/W01/IVD/016-02
ClabiTest® TEST DE EMBARAZO Strip WH-FT-5120101 EDMA 12700502 HCG - RT & POC Self Test cwmq\hmwwmwwm.m 0001 |DE/CA09/0170/W01/IVD/016-02
2023-01-17
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Annex A: 2020-07-16

Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description (optional) (Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)
ClabiTest® TEST DE EMBARAZO Cassette 'WH-FT-5120102 LZmDUﬂME 12700502 HCG - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/016-02
ClabiTest® TEST DE EMBARAZO Dipcard WH-FT-5120103 EDMA 12700502 HCG -RT & POC Self Test Dqu\“WMMWWW.WMm 0001 |DE/CA09/0170/W01/IVD/016-02
ClabiTest® TEST DE EMBARAZO Midstream 'WH-FT-5120107 EDMA 12700502 HCG -RT & POC Self Test onq\_._M_muMMWWHm.WMm 0001 |DE/CA09/0170/W01/IVD/016-02
Conceptor® boli Test de Embarazo Home Pregnancy |Strip WH-FT-5130101 EDMA 12 700502 HCG -RT & POC Self Test n»w...\:m_w%.uo»»m.w“m 0001 |DE/CA09/0170/W01/IVD/016-02
I Test 2023-01-17
Conceptor® boli Test de Embarazo Home Pregnancy |Cassette WH-FT-5130102 EDMA 12700502 HCG -RT & POC Self Test 0197/HL 60125765 0001 | DE/CA09/0170/W01/IVD/016-02
Wu%navﬂowe boli Test de Embarazo Home Pregnancy |Dipcard WH-FT-5130103 EDMA 12 70 05 02 HCG - RT & POC Self Test opr\.._NWMMMHM.WMm 0001 |DE/CA09/0170/W01/IVD/016-02
Test 2023-01-17
Conceptor® boli Test de Embarazo Home Pregnancy |Midstream WH-FT-5130107 EDMA 12 70 0502 HCG - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/1VD/016-02
Test 2023-01-17
ALVITA Pregnancy Test Strip WH-FT-5140101 EDMA 12 7005 02 HCG -RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/016-02
ALVITA Pregnancy Test Cassette WH-FT-5140102 EDMA 12 70 05 02 HCG -RT & POC Self Test 0197/1 _wrowwmum.ﬂwww 0001 |DE/CA09/0170/W01/iVD/016-02
ALVITA Pregnancy Test Dipcard WH-FT-5140103 EDMA 12 7005 02 HCG -RT & POC Self Test 0187/ MWMNMW-WMm 0001 |DE/CA09/0170/W01/IVD/016-02
ALVITA Pregnancy Test Midstream WH-FT-5140107 EDMA 12700502 HCG - RT & POC Self Test onu\vw_.OMNWWM.“Mm 0001 |DE/CA09/0170/W01/IVD/016-02
ALVITA Test de Grossesse Strip WH-FT-5150101 EDMA 12 700502 HCG - RT & POC Self Test owwq\—w_wmwwowuwlwwm 0001 |DE/CA09/0170/WO01/IVD/016-02
ALVITA Test de Grossesse Cassette WH-FT-$150102 EDMA 12 7005 02 HCG -RT & POC Self Test o»wuh%wwwouvm.wwm 0001 |DE/CA09/0170/W01/IVD/016-02
ALVITA Test de Grossesse Dipcard WH-FT-5150103 EDMA 12 7005 02 HCG - RT & POC Self Test o»wuh_.DMMMOMuW.WMm 0001 |DE/CA09/0170/W01/IVD/016-02
ALVITA Test de Grossesse Midstream WH-FT-5150107 EDMA 12 7005 02 HCG - RT & POC Self Test Dpwu\hwwwmuw.wwm 0001 |DE/CAD9/0170/W01/IVD/016-02
ALVITA Test di Gravidanza Strip WH-FT-5160101 EDMA 12700502 HCG - RT & POC Self Test cumﬂ\m._u_muwﬁwvwouuw‘q»Mm 0001 |DE/CA09/0170/W01/IVD/016-02
ALVITA Test di Gravidanza Cassette WH-FT-5160102 EDMA 12700502 HCG -RT & POC Self Test OHWN\%—.QMN».WHWWMm 0001 |DE/CA09/0170/W01/IVD/016-02
ALVITA Test di Gravidanza Dipcard WH-FT-5160103 EDMA 12700502 HCG -RT & POC Self Test OHWM\_W_..DMMHW_W‘WMM 0001 |DE/CA03/0170/W01/IVD/016-02
ALVITA Test di Gravidanza Midstream WH-FT-5160107 EDMA 12700502 HCG -RT & POC Self Test o»mﬂ\_.w._wwwwouuW.WMm 0001 |DE/CA09/0170/W01/iVD/016-02
First Sign™ Test de Embarazo en un Solo Pase Strip WH-FT-5180101 EDMA 12 700502 HCG -RT & POC Self Test owmih.%ww“”uﬂm 0001 |DE/CA09/0170/W01/IVD/016-02
First Sign™ Test de Embarazo en un Solo Paso Cassette WH-FT-5180102 EDMA 12700502 HCG -RT & POC Self Test oww...b..»%mw..uomw.wmm 0001 |DE/CA09/0170/W01/IVD/016-02
First Sign™ Test de Embarazo en un Solo Paso Dipcard WH-FT-5180103 EDMA 12 7005 02 HCG -RT & POC Self Test opwﬂ\_._n_-ownwp-.wpm.wm.m 0001 |DE/CA09/0170/W01/IVD/016-02
First Sign™ Test de Embarazo en un Solo Paso Midstream WH-FT-5180107 EDMA 12 700502 HCG -RT & POC Self Test awwq\_._n_mumow.uwpm.wmm 0001 |DE/CA09/0170/W01/IVD/016-02
Casentest embarazo Strip WH-FT-5170101 EDMA 12 7005 02 HCG - RT & POC Self Test QMWQ\%WMWMW.WMm 0001 |DE/CA09/0170/W01/IVD/016-02
Casentest embarazo Cassette WH-FT-5170102 EDMA 12700502 HCG -RT & POC Self Test ouqu:n%mwu&%.m.wwm 0001 |DE/CA09/0170/W01/IVD/016-02
Casentest embarazo Dipcard WH-FT-5170103 EDMA 12 700502 HCG -RT & POC Self Test opmq\_.w _.QMW.HWMM.Mm 0001 |DE/CA09/0170/W01/IVD/016-02
2023-01-17 A
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Annex A: 2020-07-16

Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description {optional) (Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)
INotifled)
Casentest embarazo Midstream 'WH-FT-5170107 EDMA 12700502 HCG - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/1VD/016-02
2023-01-17
VITROTECLABS test embarazo Strip, Cassette, Dipcard, F1-MO5 EDMA 12700502 HCG -RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/016-02
2023-01-17
Tehotensky test hCG Baby comfort: Strip, Cassette, Dipcard, F1-C04 EDMA 12700502 HCG -RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/016-02
Midstream 2023-01-17
Tehotensky test hCG Baby mono Strip, Cassette, Dipcard, F1-DO1 EDMA 12700502 HCG -RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/016-02
{Midstream 2023-01-17
Tehotensky test hCG Baby duo Strip, Cassette, Dipcard, F1-D0O2 EDMA 12 70 05 02 HCG -RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/016-02
Midstream 2023-01-17
sérénitest TEST DE GROSSESSE Strip, Cassette, Dipcard, 2035 EDMA 12700502 HCG -RT & POC Self Test 0197/HL 60125765 0001 | DE/CA09/0170/W01/IVD/016-02
i 2023-01-17
Linea Test — Test de grossesse Strip, Cassette, Dipcard, 2037 EDMA 12700502 HCG - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/1VD/016-02
Midstream 2023-01-17
WH Ovulation Test Strip WH-FT-5090201 EDMA 12700504 LH-RT & POC Self Test 0197/HL 60125765 0001 Um\n_)cw._du_ﬂﬂxs.oH\_CU\OHmbN
2023-01-17
WH Ovulation Test Cassette WH-FT-5090202 EDMA 12 700504 LH - RT & POC Self Test 0197/HL 60125765 0001 DE/CAD9/0170/W01/IVD/015-02
2023-01-17
WH Ovulation Test Dipcard WH-FT-5090203 EDMA 12700504 LH-RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/015-02
2023-01-17
WH Ovulation Test Midstream WH-FT-5§090207 EDMA 12700504 LH - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/015-02
2023-01-17
For Sure™ Test Strip WH-FT-5020201 EDMA 12700504 LH - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/1VD/015-02
2023-01-17
For Sure™ Test Cassette WH-FT-5020202 EDMA 12700504 LH -RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/1VD/015-02
2023-01-17
For Sure™ Test Dipcard WH-FT-5020203 EDMA 12700504 LH - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/015-02
2023-01-17
For Sure™ Test Midstream ‘WH-FT-5020207 EDMA 12700504 LH - RT & POC Self Test 0197/HL 60125765 0001 Um\gnu\ou.qo\iop\_e_U\chbN
2023-01-17
Ovulaény test 5v1 Strip, Cassette, Dipcard, FO-DO4 EDMA 12 70 05 04 LH -RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/015-02
Midstream 2023-01-17
Ovulaény test de luxe Strip, Cassette, Dipcard, FO3-MO05 EDMA 12700504 LH - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/015-02
Midstream 2023-01-17
First Sign™ One-Step Drug of Abuse Test AMP Strip WH-DU-5010101 EDMA 12700901 Amphetamines - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/030
(Amphetamine _2023-01-17
First Sign™ One-Step Drug of Abuse Test AMP Cassette WH-DU-5010102 EDMA 12700901 Amphetamines - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/030
[Amphetamine 2023-01-17
First Sign™ One-Step Drug of Abuse Test AMP Dip card WH-DU-5010103 EDMA 12700901 Amphetamines - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/030
[Amphetamine 2023-01-17
First Sign™ One-Step Drug of Abuse Test AMP Cup WH-DU-5010104 EDMA 12700901 Amphetamines - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/030
[Amphetamine 2023-01-17
First Sign™ One-Step Drug of Abuse Test mAMP Strip WH-DU-5010201 EDMA 127009 02 Amphetamine/Methamphetamine Specific Self Test 0197/HL 601257650001 |DE/CA09/0170/W01/IVD/025
|Methamphetamine (+Ecstasy) - RT & POC 2023-01-17
First Sign™ One-Step Drug of Abuse Test mAMP Cassette WH-DU-5010202 EDMA 12 70 09 02 Amphetamine/Methamphetamine Specific Self Test 0197/HL 601257650001 |DE/CA09/0170/W01/IVD/025
IMethamphetamine_ {+Ecstasy) - RT & POC 2023-01-17
First Sign™ One-Step Drug of Abuse Test mAMP Dipc card WH-DU-5010203 EDMA 12700902 Amphetamine/Methamphetamine Specific Self Test 0197/HL 601257650001 |DE/CA09/0170/W01/IVD/025
|Methamphetamine (+Ecstasy) - RT & POC 2023-01-17
First Sign™ One-Step Drug of Abuse Test mMAMP Cup WH-DU-5010204 EDMA 12700902 Amphetamine/Methamphetamine Specific Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/025
|Methamphetamine (+Ecstasy) - RT & POC 2023-01-17
First Sign™ One-Step Drug of Abuse Test MDMA Strip WH-DU-5010301 EDMA 12700902 Amphetamine/Methamphetamine Specific Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/025
\Methvlenedioxvmethamphetamine (+Ecstasv) - RT & POC 2023-01-17
4
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Annex A: 2020-07-16

Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description (optional) (Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)
_ (Notified)

First Sign™ One-Step Drug of Abuse Test MDMA Cassette WH-DU-5010302 EDMA 127009 02 Amphetamine/Methamphetamine Specific Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/025
(+Ecstasv) - RT & POC 2023-01-17

First Sign™ One-Step Drug of Abuse Test MDMA Dipc card WH-DU-5010303 EDMA 12 7008 02 Amphetamine/Methamphetamine Specific Self Test 0197/HL 601257650001 |DE/CA09/0170/W01/IVD/025
Methylenedioxymethamph in (+Ecstasy) - RT & POC 2023-01-17

First Sign™ One-Step Drug of Abuse Test MDMA Cup WH-DU-5010304 EDMA 127009 02 Amphetamine/Methamphetamine Specl Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/025
Methylenedioxymethamphetamine (+Ecstasy) - RT & POC 2023-01-17

First Sign™ One-Step Drug of Abuse Test BARB Strip WH-DU-5010401 EDMA 12700903 Barbiturates - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/028
| Barbiturates 2023-01-17

First Sign™ One-Step Drug of Abuse Test BARB Cassette ‘WH-DU-5010402 EDMA 12700903 Barbiturates - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/028
|Barbiturates 2023-01-17

First Sign™ One-Step Drug of Abuse Test BARB Dip card WH-DU-5010403 EDMA 12700903 Barbiturates - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IvD/028
|Barbiturates 2023-01-17

First Sign™ One-Step Drug of Abuse Test BARB Cup WH-DU-5010404 EDMA 12700903 Barbiturates - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IvVD/028
i 2023-01-17

First Sign™ One-Step Drug of Abuse Test BZO Strip WH-DU-5010501 EDMA 127009 04 Benzodiazepines - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/027
enzodi in 2023-01-17

First Sign™ One-Step Drug of Abuse Test BZO Cassette WH-DU-5010502 EDMA 1270 09 04 Benzodiazepines - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/027
i ine 2023-01-17

First Sign™ One-Step Drug of Abuse Test BZO Dipc card WH-DU-5010503 EDMA 127009 04 Benzodiazepines - RT & POC Self Test 0197/HL 601257650001 |DE/CA09/0170/W01/1VD/027
enzodiazepin 2023-01-17

First Sign™ One-Step Drug of Abuse Test BZO Cup WH-DU-5010504 EDMA 127009 04 Benzodiazepines - RT & POC Self Test D197/HL 601257650001 |DE/CA09/0170/W01/IVD/027
enzodi 2023-01-17

First Sign™ One-Step Drug of Abuse Test Marijuana [THC Strip WH-DU-5010601 EDMA 12 7009 05 Cannabinoids - RT & POC Self Test 0197/HL 60125765 0001 DE/CAD9/0170/W01/IVD/026
2023-01-17

First Sign™ One-Step Drug of Abuse Test Marijuana [THC Cassette WH-DU-5010602 EDMA 12 7009 05 Cannabinoids - RT & POC Self Test 0197/HL 60125765 0001 DE/CAD9/0170/W01/IVD/026
2023-01-17

First Sign™ One-Step Drug of Abuse Test Marijuana |THC Dipc card WH-DU-5010603 EDMA 12700905 Cannabinoids - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/1VD/026
2023-01-17

First Sign™ One-Step Drug of Abuse Test Marijuana |THC Cup WH-DU-5010604 EDMA 127009 05 Cannabinoids - RT & POC Self Test | 0197/HL 601257650001 |DE/CA09/0170/W01/IVD/026
2023-01-17

First Sign™ One-Step Drug of Abuse Test Cocaine COC Strip WH-DU-S010701 EDMA 12700906 Cocaine + Cocaine Metabolites - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/024
2023-01-17

First Sign™ One-Step Drug of Abuse Test Cocaine COC Cassette WH-DU-5010702 EDMA 12 7009 06 Cocaine + Cocaine Metabolites - RT & POC Self Test 0197/HL 60125765 0001 | DE/CA09/0170/W01/IVD/024
2023-01-17

First Sign™ Cne-Step Drug of Abuse Test Cocaine COC Dip card WH-DU-5010703 EDMA 12 70 09 06 Cocaine + Cocaine Metabolites - RT & PCC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/024
2023-01-17

First Sign™ Cne-Step Drug of Abuse Test Cocaine COC Cup WH-DU-5010704 EDMA 12 70 09 06 Cocaine + Cocaine Metabolites - RT & POC Self Test 0197/HL 60125765 0001 | DE/CA09/0170/W01/IVD/024
2023-01-17

First Sign™ One-Step Drug of Abuse Test 2- EDDP strip WH-DU-5010801 EDMA 12700907 Methadone incl. EDDP - RT & POC Self Test 0197/HL 60125765 0001 | DE/CA09/0170/W01/IVD/023
Ethylidene-1,5-dimethyl-3,3-dipheylpyrrolidine 2023-01-17

First Sign™ One-Step Drug of Abuse Test 2- EDDP Cassette WH-DU-5010802 EDMA 127009 07 Methadone incl. EDDP -RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/023
Ethylidene-1,5-dimethyl-3,3-dipheylpyrrolidine 2023-01-17

First Sign™ One-Step Drug of Abuse Test 2- EDDP Dipc card WH-DU-5010803 EDMA 127009 07 Methadone inel. EDDP-RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/023
Ethylidene-1,5-dimethyl-3,3-dipheylpyrrolidine 2023-01-17

First Sign™ One-Step Drug of Abuse Test 2- EDDP Cup WH-DU-5010804 EDMA 12 7009 07 Methadone incl. EDDP -RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/023
Ethylidene-1,5-dimethyl-3,3-dipheylpyrrolidine 2023-01-17

First Sign™ One-Step Drug of Abuse Test Methadone [MTD Strip WH-DU-5010901 EDMA 12700907 Methadone incl. EDDP -RT & POC Self Test 0197/HL 60125765 0001 ng\aﬂgxgu\_g_\anw

2023-01-17 i
@(\
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Annex A: 2020-07-16

Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class. EC Certificate No. & Expiry Registration Number
Description (optional) (Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)
({Notified)
First Sign™ One-Step Drug of Abuse Test Methadone |MTD Cassette WH-DU-5010902 EDMA 12 70 09 07 Methadone incl. EDDP - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/023
2023-01-17
First Sign™ One-Step Drug of Abuse Test Methadone [MTD Dip card WH-DU-5010903 EDMA 12 7009 07 Methadone incl. EDDP -RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/1VD/023
2023-01-17
First Sign™ One-Step Drug of Abuse Test Methadone [MTD Cup WH-DU-5010804 EDMA 12 7009 07 Methadone incl. EDDP-RT & POC Self Test 0197/HL 60125765 0001 DE/CAD9/0170/W01/1VD/023
2023-01-17
First Sign™ One-Step Drug of Abuse Test Opiate MOR2000 or OPI Strip WH-DU-5011001 EDMA 127002 08 Opiates - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/1VD/022
2023-01-17
First Sign™ One-Step Drug of Abuse Test Opiate MOR2000 or OPI Cassette |WH-DU-5011002 EDMA 12700908 Opiates - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/022
2023-01-17
First Sign™ One-Step Drug of Abuse Test Opiate MOR2000 or OPI Dip card |WH-DU-5011003 EDMA 12700908 Opiates - RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/1VD/022
2023-01-17
First Sign™ One-Step Drug of Abuse Test Opiate MOR2000 or OPI Cup WH-DU-5011004 EDMA 127009 08 Opiates - RT & POC Self Test 0197/HL 60125765 0001 | DE/CA09/0170/W01/IVD/022
2023-01-17
First Sign™ One-Step Drug of Abuse Test PCP Strip WH-DU-5011101 EDMA 12700909 Phencyclidine - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/021
Phencyclidine 2023-01-17
First Sign™ One-Step Drug of Abuse Test PCP Cassette WH-DU-5011102 EDMA 12700909 Phencyclidine - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/021
Phencyclidine 2023-01-17
First Sign™ One-Step Drug of Abuse Test PCP Dip card WH-DU-5011103 EDMA 12700909 Phencyclidine - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/021
\Phencyclidine 2023-01-17
First Sign™ One-Step Drug of Abuse Test PCP Cup WH-DU-5011104 EDMA 12700909 Phencyclidine - RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/021
|Phencvclidine 2023-01-17
First Sign™ One-Step Drug of Abuse Test Tricyclic TCA Strip WH-DU-5011201 EDMA 12 7009 10 Tricyclic Antidepressant Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/020
Antidepressants 2023-01-17
First Sign™ One-Step Drug of Abuse Test Tricyclic TCA Cassette WH-DU-5011202 EDMA 12 7009 10 Tricyclic Antidepressant Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/020
| Antidepressants 2023-01-17
First Sign™ One-Step Drug of Abuse Test Tricyclic TCA Dip card WH-DU-5011203 EDMA 127009 10 Tricyclic Antidepressant Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/020
Antidepressants 2023-01-17
First Sign™ One-Step Drug of Abuse Test Tricyclic TCA Cup WH-DU-5011204 EDMA 127009 10 Tricyclic Antidepressant Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/1VD/020
Antidepressants 2023-01-17
First Sign™ One-Step Drug of Abuse Test BUP Strip WH-DU-S011301 EDMA 127009 90 Other Drugs of Abuse/Toxicology RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/019
Buprenorphine 2023-01-17
First Sign™ One-Step Drug of Abuse Test BUP Cassette WH-DU-5011302 EDMA 12 70 09 90 Other Drugs of Abuse/Toxicology RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/019
2023-01-17
First Sign™ One-Step Drug of Abuse Test BUP Dip card WH-DU-5011303 EDMA 12 7009 90 Other Drugs of Abuse/Toxicology RT & POC Self Test 0197/HL 601257650001 |DE/CA09/0170/W01/1VD/019
2023-01-17
First Sign™ One-Step Drug of Abuse Test BUP Cup WH-DU-5011304 EDMA 12 70 09 90 Other Drugs of Abuse/Toxicology RT & POC Seif Test 0197/HL 601257650001 |DE/CA09/0170/W01/IVD/019
Buprenorphine 2023-01-17
First Sign™ One-Step Drug of Abuse Test Morphine |MOR or MOR300 Strip WH-DU-5011401 EDMA 12 70 09 90 Other Drugs of Abuse/Toxicclogy RT & POC Self Test 0197/HL 60125765 0001 |DE/CAD9/0170/WO01/IVD/019
2023-01-17
First Sign™ One-Step Drug of Abuse Test Morphine |MOR or MOR300 Cassette |WH-DU-5011402 EDMA 127008 80 Other Drugs of Abuse/Toxicology RT & POC | Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/019
2023-01-17
First Sign™ One-Step Drug of Abuse Test Morphine |MOR or MOR300 Dip card |WH-DU-5011403 EDMA 12 70 09 90 Other Drugs of Abuse/Toxicology RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/019
2023-01-17
First Sign™ One-Step Drug of Abuse Test Morphine |MOR or MOR300 Cup WH-DU-5011404 EDMA 12 7009 90 Other Drugs of Abuse/Toxicology RT & POC Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/019
2023-01-17
First Sign™ One-Step Drug of Abuse Test Oxycodone |OXY Strip ‘WH-DU-5011501 EDMA 12700990 Other Drugs of Abuse/Toxicology RT & POC | Self Test 0197/HL 60125765 0001 |DE/CA08/0170/W01/IVD/019
2023-01-17
First Sign™ One-Step Drug of Abuse Test Oxycodone |OXY Cassette 'WH-DU-5011502 EDMA 12700990 Other Drugs of Abuse/Toxicology RT & POC Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/019
2023-01-17
First Sign™ One-Step Drug of Abuse Test Oxycodone |OXY Dip card WH-DU-5011503 EDMA 12700990 | Other Drugs of Abuse/Toxicology RT & POC | SelfTest | 0197/HL 601257650001 |DE/CA0S/0170/W01/IVD/019
2023-01-17 |
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Annex A: 2020-07-16
Manufacturer: W.H.P.M. Bioresearch Technology Co., Ltd.

Device Trade/Brand Name (Notified) Additional Product Model No./ REF / UDI Medical Device | Nomenclature Nomenclature Description (Notified) Class, EC Certificate No. & Expiry Registration Number
Description (optional) (Unambiguous id.) Nomenclature | Code (Notified) (Notified) (Notified)
INotified)
First Sign™ One-Step Drug of Abuse Test Oxycodone [OXY Cup WH-DU-5011504 EDMA 12 70 09 90 Other Drugs of Abuse/Toxicology RT & POC Self Test 0197/HL 60125765 0001  |DE/CAD9/0170/W01/IVD/019
2023-01-17
Hemosure ONE-step Immunological Fecal Occult Strip WH-FOB-5030101 EDMA 13017001 Haemoglobin (Hb) Self Test 0197/HL 60125765 0001 DE/CA09/0170/W01/IVD/001-02
Blood Test 2023-01-17
Hemosure ONE-step Immunological Fecal Occult Cassette WH-FOB-5030102 EDMA 13017001 Haemoglobin (Hb) Self Test 0197/HL 60125765 0001 | DE/CA09/0170/WO01/1VD/001-02
Blood Test 2023-01-17
For Sure™ ONE-step Immunological Fecal Occult Strip WH-FOB-5020101 EDMA 13017001 Haemoglobin (Hb) Self Test 0197/HL 60125765 0001 | DE/CA09/0170/W01/1VD/001-02
Blood Test 2023-01-17
For Sure™ ONE-step Immunological Fecal Cccult Cassette WH-FOB-5020102 EDMA 13017001 Haemoglobin (Hb) Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/001-02
|Blood Test 2023-01-17
HEMOTEST ONE-step Immunological Fecal Occult Strip WH-FOB-5100101 EDMA 13017001 Haemoglobin (Hb) Self Test 0197/HL 60125765 0001 DE/CA09/0170/WO01/IVD/001-02
Blood Test 2023-01-17
HEMOTEST ONE-step Immunological Fecal Occult Cassette WH-FOB-5100102 EDMA 13017001 Haemoglobin (Hb) Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/001-02
Blood Test 2023-01-17
HEMOGLOBIN/FOB Test Strip WH-FOB-5000301 EDMA 13017001 Haemoglobin {Hb) Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/IVD/001-02
2023-01-17
HEMOGLOBIN/FOB Test Cassette WH-FOB-5000302 EDMA 13017001 Haemoglobin {Hb) Self Test 0197/HL 60125765 0001 |DE/CA09/0170/W01/1vD/001-02
2023-01-17
COVISURE™ COVID-19 IgM/IgG Rapid Test (Colloidal |Cassette WH-COVID-0190102 EDMA 157090 08 Coronavirus - RT & POC Other N/A Um\gu\owqa\seukg_‘oup
Gold Immunc-chromatography)
Hemosure® Helicobacter Pylori Antigen Diagnostic  |Strip WH-HP-0030201 EDMA 15010401 H. pylori Antigen Detection Other N/A DE/CA09/0170/W01/1IVD/032
Test Kit (Latex Immunochromatography)
Hemosure® Helicobacter Pylori Antigen Diagnostic | Cassette WH-HP-0030202 EDMA 15010401 H. pylori Antigen Detection Other N/A DE/CA09/0170/W01/IVD/032
Test Kit (Latex Immunochromatography)
Hemosure® Helicobacter Pylori Antigen Diagnostic  [Catridge WH-HP-0030205 EDMA 150104 01 H. pylori Antigen Detection Other N/A DE/CA09/0170/W01/1VD/032
Test Kit (Latex Immunochromatography)
Hemosure® Accu-Reader™ Automatic Fecal Strip WH-FOB-0030001 EDMA 21071004 | RT_IC Hardware + accessories + consumables other NA DE/CA09/0170/W01/IVD/033
iImmunochemical Test Analvzers + software
Hemosure® Accu-Reader™ Automatic Fecal Cassette WH-FOB-0030002 EDMA 21071004 | RT_IC Hardware + accessories + consumables other NA DE/CA09/0170/W01/IVD/033
iImmunochemical Test Analvzers + software
Hemosure® Accu-Reader™ Automatic Fecal Catridge WH-FOB-0030005 EDMA 21071004 | RT_ICHardware +accessories + consumables |  other NA DE/CA09/0170/W01/IVD/033
|immunochemical Test Analyzers +software
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