This is to certify that, in accordance with either
medical device Directive 93/42/EEC or Directive
S98/79/EC. mdi Europa GmbH agree to perform
all duties and responsibilities as the Authorized
Representative for

Hiermit wird bestatigt, da mdi Europa GmbH als
Bevolimachtigter gemaf § 7 Medizinproduktegesetz
(MPG/nationale Umsetzung der Richtlinie fur Medizin-
produkte 93/42/EWG bzw. 98/79/EG) fur den Herstel-
ler

Firstep Bioresearch Inc .

3F, No2. Lane 31, Sec. 1,

Huan-Dung Rd. Hsin-Shi,
Tainan 74146

as stipulated and demanded by the afore-
menticned Directives The German competent
authorities have allocated the medical devices
of the manufacturer the foliowing registration
numbers

Taiwan

die Anzeigepflicht gemab § 25 MPG fur die nach-
folgend aufgefuhrten Medizinprodukte erfullt hat
Den angezeigten Medizinprodukten sind die folgen-
den Registrierdaten zugeordnet worden:

See attached product list

The manufacturer has provided mdi Europa with
all necessary documentation, together with an
appropriate Declaration of Conformity confirm-
ing that the medical devices fulfill the essential
requirements of either Directive 893/42/EEC or
98/79/EC. A safety officer has been appointed
for Germany and therefore is in full compliance
with § 31 MPG

May 2010
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Werner Sander -
President & CEO

Der Hersteller hat mdi Europa alle fur das erstmalige
Inverkehrbringen von Medizinprodukten erforderlichen
Dokumente vorgelegt. Dazu gehort die Konformitats-
erklarung, die bestatigt, dall die Produkte die grund-
legenden Anforderungen der Richt-linie 93/42/EWG
bzw. 98/79/EG erfillen. Ein Sicherheitsbeauftragter
gemal § 31 MPG wurde bestellt.
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CE registracijos sertifikatas mdi Europa

Siuo patvirtinama, kad sutinkamai su medicinos direktyva 93/42EEB arba direktyva 98/79EB mdi
Europa GmbH sutinka prisiimti visg atsakomybg ir atlikti visas prievoles kaip

Firstep Bioresearch Inc.
3F, No2. Lane 31, Sec. 1,
Huan-Dung Rd. Hsin-Shi,
* Tainan 74146
: Taivanis

[galiotas atstovas kaip nustatyta ir reikalaujama auk$Ciau minétose direktyvose. Vokietijos
kompetetingos institucijossuteiké gamintojo medicinos prietaisams ¢iuos registracijos numerius.

Zr. pridedama produkty sarasa.

Gamintojas pateiké mdi Europa visus biitinus dokumentus kartu su atitinkama atitiktie deklaracija,
patvirtinan¢ia, kad medicinos prietaisai atitinka pagrindinius 93/42/EEB arba 98/79EB
reikalavimus. Pareiglinas saugai Vokietijoje paskirtas pagal §31 MPG

2010 m. geguzé.

(para3as)
Werner Sander
Prezidentas ir direktorius
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Attachment to Certificate of CE-Registration of May 2010
for Firstep Bioresearch Inc.

Drug Of Abuse Screen Test  [Medical device (Description) | EDMA Code | Registration No.
Catalog No. |item Description

D001-C/D (AMP) Amphetamine, cassette/ dipstick Amphetamines Group - Rapid Test 1270090100 DE/CA09/0760/622
Do02- C/ D (BAR) Barbiturates, cassette/ dipstick Barbiturates - Rapid Test 1270090300 DE/CA09/0760/623
D003-C/D (BZD) Benzodiazepine, cassette/ dipstick Benzodiazepines - Rapid Test 1270090400 DE/CA09/0760/624
D004- C/ D (COC) Cocaine, Eassettel dipstick Cocaine + Cocaine Metabolites - Rapid Test 1270090600 DE/CA09/0760/626
D00s- C/ D (MDMA) Ecstasy, cassette/ dipstick Other Drugs of Abuse/Toxicology Rapid Tests 1270099000 DE/CA09/0760/63 1
D006- C/ D (THC) Marijuana, cassette/ dipstick Cannabinoids - Rapid Test 1270090500 DE/CA09/0760/625
D007-C/D (MTD) Methadone, cassette/ dipstick Methadone - Rapid Test 1270090700 DE/CA09/0760/627
D00s- C/ D (MET) Methamphetamine, cassette/ dipstick Amphetamines Group - Rapid Test 1270090100 DE/CA09/0760/622
D009g- C/ D (MOR) Morphine, cassette/ dipstick Opiates - Rapid Test 1270090800 DE/CA09/0760/628
D010-C/D (OXY)Oxycodone, cassette/ dipstick Other Drugs of Abuse/Toxicology Rapid Tests 1270099000 DE/CA09/0760/631
DO11-C/D (PCP) Phencyclidine, cassette/ dipstick Phencyeclidine - Rapid Test 1270090900 DE/CA09/0760/629
D012-C/D (TCA)Tricyclic Antidepressants, cassette/ dipstick Tricyclic Antidepressants - Rapid Test 1270091000 DE/CA09/0760/630
D013-C/D (BUP)Buprenorphine, cassette/ dipstick Other Drugs of Abuse/Toxicology Rapid Tests 1270099000 DE/CA09/0760/631
Do14-C/D (KET)Ketamine cassette/ dipstick Other Drugs of Abuse/Toxicology Rapid Tests 1270099000 DE/CA09/0760/631

mdi Europa GmbH
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Attachment to Certificate of CE-Registration of May 2010
for Firstep Bioresearch Inc.

D015-C/D (TR D)T‘Iramadoi, cassette/ dipstick Other Drugs of Abuse/Toxicology Rapid Tests 1270099000 DE/CA0Y/0760/631
D016-C/D (PPX)Propoxyphene, cassette/ dipstick Other Drugs of Abuse/Toxicology Rapid Tests 1270099000 DE/CAN/0760/631
D200-C any 2 parameters, cassette Multiple Drugs of Abuse/Toxicology Rapid Tests 1270097000 DE/CAD9/0760/646
D200-D any 2 parameters, dipcard Multiple Drugs of Abuse/Toxicology Rapid Tests 1270097000 DE/CAU9/0760/646
D300-D any 3 parameters, dipcard Multiple Drugs of Abuse/Toxicology Rapid Tests 1270097000 DE/CA09/0760/646
D400-D any 4 parameters, dipcard Multiple Drugs of Abuse/Toxicology Rapid Tests 1270097000 DE/CA09/0760/646
D500-D any 5 parameters:.'“ dipcard Multiple Drugs of Abuse/Toxicology Rapid Tests 1270097000 DE/CA09/0760/646
D800-D any 6 parameters, dipcard Multiple Drugs of Abuse/Toxicology Rapid Tests 1270097000 DE/CA09/0760/646
D?OQ—D any 7 parameters, dipcard Multiple Drugs of Abuse/Toxicology Rapid Tests 1270097000 DE/CA09/0760/646
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Attachment to Certificate of CE-Registration of May 2010
for Firstep Bioresearch Inc.

[Myocardial Marker One-StepTest [Medical device (Description) | EDMA Code | Registration No.
Catalog No. |ltem Description

MO10-C (Tnl) Troponin-, se-.rum, cassette Troponin I/T - Rapid Test 1270130300 DE/CAD9/0760/659
MO011-C (Tnl) Troponin-!, whole blood, cassette Troponin I/T - Rapid Test 1270130300 DE/CAD9/0760/659
M020-C (CRP) C-Reactive Protein, serum, cassette C-Reactive Protein - Rapid Test 1270110100 DE/CA09/0760/657
MO021-C (CRP) C-Reactive_“Protein, whole blood serum, cassette |C-Reactive Protein - Rapid Test 1270110100 DE/CA09/0760/657
M030-C (MY Q) Myoglobin, serum, cassette Myoglobin - Rapid Test 1270130200 DE/CA09/0760/660
M040-C (CK-MB), serum, cassette CK - MB / Myoglobin - Rapid Test 1270130100 DE/CA09/0760/661
M050-C (FABP) Fatty Acid Binding Protein, serum, cassette Other Cardiac Marker Rapid Tests 1270139000 DE/CA09/0760/658
MO051-C (FABE) Fatty e Binding Protein. whole blood, Other Cardiac Marker Rapid Tests 1270139000 DE/CA09/0760/658

cassette

M200-C (FABP + Tnl), serum, cassette Other Cardiac Marker Rapid Tests 1270139000 DE/CA09/0760/658
IM201-C (FABP + Tnl), whole blood, cassette Other Cardiac Marker Rapid Tests 1270139000 DE/CA09/0760/658
M300-C (CK-MB+MYOQO+Tnl),serum, cassette Other Cardiac Marker Rapid Tests 1270139000 DE/CA09/0760/658
M301-C (CK-MB+MYQ+Tnl), whole blood, cassette Other Cardiac Marker Rapid Tests 1270139000 DE/CA09/0760/658
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Attachment to Certificate of CE-Registration of May 2010
for Firstep Bioresearch Inc.

Tumor Marker One-Step Test _|Medical device (Description) | EDMA Code | Registration No..

Catalog No. |ltem Description

C010-C/D (AFP)Alpha Feto-Protein, serum, cassette/ dipstick Other Tumor Marker Rapid Tests 1270039000 DE/CA09/0760/645
(CEA) Carcinoma Embryonic Antigen, serum, cassette/

C020-C/D : Other Tumor Marker Rapid Tesis 1270039000 DE/CA09/0760/645
dipstick

C040-C (FOB) Fecal Occult Blood,cassette Other Tumor Marker Rapid Tests 1270032000 DE/CA09/0760/645
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Catalog
‘ Item Description

No.

P020-C (DNG) Dengue IgG/igM, blood/serum, cassette Other Other Virology Rapid Tests 1570909000 DE/CA09/0760/656
P0O30-C (HPY) H. Pylori antibody, serum, cassette H. Pylori - Rapid Test 1570010200 DE/CA09/0760/655
P031-C (HPY) H. Pylori antigen, feces, cassette H. Pylori - Rapid Test 1570010200 DE/CA09/0760/655
P040-C (MAL)Malaria all subtypes,whole blood,cassette Other Other Infectious Immunology Reagents 1590909000 DE/CA09/0760/654
P041-C (MAL) Malaria P.F. subtype whole blood,cassette Other Other Infectious Immunology Reagents 1590909000 DE/CA09/0760/654
PO50-C (SYP) Syphilis T.P. antibody, serum, cassette Syphilis - Rapid Test 1570010500 DE/CA09/0760/653
P260-C Fecal Rotavirus and Adenovirus Duo Antigen Cassette  |Other Other Virology Rapid Tests 1570909000 DE/CA09/0760/656
P061-C Fecal Adenovirus Antigen, cassette Other Other Virology Rapid Tests 1570909000 DE/CA09/0760/656
P062-C Fecal Rotavirus Antigen, cassette Other Other Virology Rapid Tests 1570909000 DE/CA09/0760/636
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