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A I. L MOLDOVA EUROPEANA
TEST

EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster , Germany

Product Name: THC (Marijuana) Rapid Test (Whole Blood/Serum/Plasma)
Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex lll(excluding point 6)
EDMA Code: 12 70 09 05 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN ISO

18113-1:2011, EN ISO 18113-2:2011, EN 13612:2002/AC:2002, EN ISO 17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: Q_Z»« 23/07/2021

Name: GAO FEIl(Position: General Manager) Date
Hangzhou AllTest Biotech Co.,Ltd. TNRFEMREARRDERAD
#550, Yinhai Street,_ . #h ik RANEEFREATFEX TEL : +86 571 56267891 B8 iE : +86 571 56267891
Hangzhou Economic & Technological $RIET5502 EMAIL : info@alltests.com.cn #B #& : info@alltests.com.cn

Development Area, BB %% : 310018 http:// www.alltests.com.cn " 3k : www.alltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address: #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster, Germany

Product Name: AMP (Amphetamine) Rapid Test (Whole Blood/Serum/Plasma)
Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex Il (excluding point 6)
EDMA Code: 12 70 09 01 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN SO
18113-1:2011, EN ISO 18113-2:2011, EN 13612:2002/AC:2002, EN ISO 17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN I1SO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: % 22/07/2021

Name: GAO FEI (Position: General Manager) Date
Hangzhou AllTest Blotech Co. Ltd. AR ARSARLT
N550, Y St it if . AHmETEATRE TEL ; 86 571 56267891 MR +86 571 56267

El i
RAESS0e EMAIL : infodalltests.comcn 2 i3 . Iinfodallt m.cn
MW 210018 http// wwwalltests com cn § iE - wwwalltests comen
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster, Germany

Product Name: BZO (Benzodiazepines) Rapid Test (Whole Blood/Serum/Plasma)
Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex lll(excluding point 6)
EDMA Code: 12 07 09 04 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN ISO
18113-1:2011, EN ISO 18113-2:2011, EN 13612:2002/AC:2002, EN ISO 17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: _@_ZM 22/07/2021
Name: GAO FEIl (Position: General Manager) Date

Hangzhou AllTest Biotech Co.,Ltd. RMREEDEARRHERAS

#550, Yinhai Street, i bk ST EATFER TEL : +86 571 56267891 B8 i% : +86 571 56267891
Hangzhou Economic & Technological R0 EMAIL : info@alltests.com.cn #p 78 : info@alltests.com.cn
Development Area, #f 48 : 310018 http:// www.alltests.com.cn B 41t : www.alltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster, Germany

Product Name: MET (Methamphetamine) Rapid Test (Whole Blood/Serum/Plasma)
Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex lll(excluding point 6)

EDMA Code: 12 70 09 02 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN ISO

18113-1:2011, EN 1SO 18113-2:2011, EN 13612:2002/AC:2002, EN ISO 17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: Q_Z«q 23/07/2021

Name: GAO FEI (Position: General Manager) Date
Hangzhou AllTest Biotech Co.,Ltd. RMNBEEEMEARGERAT
#550, Yinhai Street, i it MRS REATER TEL : +86 571 56267891 B8 iE : +86 571 56267891
Hangzhou Economic & Technological Rigs508 EMAILL : info@alltests.com.cn B 73 : info@alltests.com.cn

Development Area, BB 45 : 310018 http:// www.alltests.com.cn R 4t : www.alltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster , Germany

Product Name: MOP (Morphine) Rapid Test (Whole Blood/Serum/Plasma)
Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex lll(excluding point 6)
EDMA Code: 12 70 09 08 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN..ISO

18113-1:2011, EN 1SO 18113-2:2011, EN 13612:2002/AC:2002, EN ISO 17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: Q_Z«q 23/07/2021

Name:GAO FEI (Position: General Manager) Date
Hangzhou AllTest Biotech Co.,Ltd. MHREEEARRGERLE
#550, Yinhai Street, . i ik TSR ARATTER TEL : +86 571 56267891 B8 1% : +86 571 56267891
Hangzhou Economic & Technological SHIEHTS502 EMAIL : info@alltests.com.cn 8 & : info@alltests.com.cn
Development Area, #p 48 : 310018 http:// www.alltests.com.cn R 4k - wwwealltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster , Germany

Product Name: MTD (Methadone) Rapid Test (Whole Blood/Serum/Plasma)
Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex Il (excluding point 6)
EDMA Code: 12 70 09 90 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN-ISO

18113-1:2011, EN ISO 18113-2:2011, EN 13612:2002/AC:2002, EN 1SO.17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: Q_Z«q 23/07/2021

Name:GAO FEI (Position: General Manager) Date
Hangzhou AllTest Biotech Co.,Ltd. RMNBEEEMEARGERAT
#550, Yinhai Street, i it MRS REATER TEL : +86 571 56267891 B8 iE : +86 571 56267891
Hangzhou Economic & Technological Rigs508 EMAILL : info@alltests.com.cn B 73 : info@alltests.com.cn

Development Area, BB 45 : 310018 http:// www.alltests.com.cn R 4t : www.alltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster , Germany

Product Name: TML (Tramadol) Rapid Test (Whole Blood/Serum/Plasma)
Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex lll(excluding point 6)
EDMA Code: 12 70 09 90 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN..ISO

18113-1:2011, EN ISO 18113-2:2011, EN 13612:2002/AC:2002, EN 1SO_.17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: Q_Z»« 23/07/2021

Name: GAO FEI (Position: General Manager) Date
Hangzhou AllTest Biotech Co.,Ltd. TNREEMRARRGERAT
#550, Yinhai Street, . i 4E  RNAEFRATFEX TEL : +86 571 56267891 B8 i : +86 571 56267891
Hangzhou Economic & Technological $RIEHET5502 EMALL : info@alltests.com.cn #B 78 : info@alltests.com.cn
Development Area BB 4% : 310018 http:// www.alltests.com.cn R #E : www.alltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster, Germany

Product Name: MDPV (3, 4-methylenedioxypyrovalerone) Rapid Test (Urine)
Model: Cassette/Dipstick/Panel

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex lll(excluding point 6)
EDMA Code: 12 70 09 90 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN..ISO
18113-1:2011, EN 1SO 18113-2:2011, EN 13612:2002/AC:2002, EN ISO 17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature:_%__z‘q" 22/07/2021
Name:GAO FEI (Position: General Manager) Date

Hangzhou AllTest Biotech Co.,Ltd. RMNBEEEMEARGERAT

#550, Yinhai Street, i 3k R AT AR TEL : +86 571 56267891 B % : +86 571 56267891
Hangzhou Economic & Technological Rigs508 EMAILL : info@alltests.com.cn B 73 : info@alltests.com.cn
Development Area BB 4 : 310018 http:// www.alltests.com.cn B3 4 : www.alltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster, Germany

Product Name: a-PVP (alpha-Pyrrolidinovalerophenone) Rapid Test (Urine)
Model: Cassette/Dipstick/Panel

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex Il (excluding point 6)
EDMA Code: 12 70 09 90 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003,. EN-ISO

18113-1:2011, EN 1SO 18113-2:2011, EN 13612:2002/AC:2002, EN 1SO-17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: C)__;Z‘,‘ 22/07/2021

Name:GAO FEI (Position: General Manager) Date
Hangzhou AllTest Biotech Co.,Ltd. MHREEEARRGERLE
#550, Yinhai Street, . i ik TSR ARATTER TEL : +86 571 56267891 B8 1% : +86 571 56267891
Hangzhou Economic & Technological SHIEHTS502 EMAIL : info@alltests.com.cn 8 & : info@alltests.com.cn
Development Area #p 48 : 310018 http:// www.alltests.com.cn R 4k - wwwealltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address: #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster, Germany

Product Name: LSD (Lysergic Acid Diethylamide) Rapid Test (Urine)

Model: Cassette/Dipstick/Panel

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex Il (Excluding point 6)
EDMA Code: 12 70 09 90 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity. We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975;2003, EN ISO
18113-1:2011, EN 1SO 18113-2:2011, EN 13612:2002/AC:2002, EN 1SO/17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN 1SO 15223-1:2016 '

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: ( %(z_«q 09/07/2021

Name: Gao Fei (Position: General Manager) Date
Hangzhou AllTest Biotech Co.,Ltd. RMNRBEMEARARGBRAT
#550, Yinhai Street, . i 3t NTHEFRATFAER TEL : +86 571 56267891 B8 i : +86 571 56267891
Hangzhou Economic & Technological $RIBHS502 EMAIL : info@alltests.com.cn 8P 48 : info@alltests.com.cn
Development Area 8 48 : 310018 http:// www.alltests.com.cn R 41k : www.alltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster, Germany

Product Name: COC (Cocaine) Rapid Test (Whole Blood/Serum/Plasma)
Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex lll(excluding point 6)
EDMA Code: 12 70 09 06 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN..ISO
18113-1:2011, EN ISO 18113-2:2011, EN 13612:2002/AC:2002, EN 1SO.17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature:_%__zsq" 22/07/2021
Name: GAO FEI(Position: General Manager) Date

Hangzhou AllTest Biotech Co.,Ltd. MNRREMEARGERAT

#550, Yinhai Street, i it RNTEFRATAR TEL : +86 571 56267891 B3 & : +86 571 56267891
Hangzhou Economic & Technological $RIEHEF5508 EMALL : info@alltests.com.cn HE 74 : info@alltests.com.cn
Development Area, #F 45 : 310018 http:// www.alltests.com.cn R fk : www.alltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address: #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster , Germany

Product Name: BAR (Barbiturate) Rapid Test (Whole Blood/Serum/Plasma)
Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex Il (excluding point 6)
EDMA Code: 12 70 09 03 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN ISO
18113-1:2011, EN ISO 18113-2:2011, EN 13612:2002/AC:2002, EN ISO 17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN I1SO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: % 22/07/2021

Name: GAO FEIl(Position: General Manager) Date
Hangzhou AliTest Blotech Co. Ltd. AMNRTE DR HRLT
N550, Yin et i M BrAARE IE

56 571 ¢

1550@ EMAIL : infoddalitests.com.c
MW 310018 http// wwwalltests com cn
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ALL
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster, Germany

Product Name: TCA (Tricyclic Antidepressants) Rapid Test (Whole
Blood/Serum/Plasma)

Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex lll(excluding point 6)

EDMA Code: 12 7009 10 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN-ISO
18113-1:2011, EN 1SO 18113-2:2011, EN 13612:2002/AC:2002, EN ISO_17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: &“Z_«q 23/07/2021

Name:GAO FEI (Position: General Manager) Date

Hangzhou AllTest Biotech Co.,Ltd. TNREEMRARRGERAT

#550, Yinhai Street, i 4E  RNAEFRATFEX TEL : +86 571 56267891 B8 i : +86 571 56267891
Hangzhou Economic & Technological $RIEHET5502 EMALL : info@alltests.com.cn HE #8 : info@alltests.com.cn
Development Area, #B 4% : 310018 http:// www.alltests.com.cn 9 4k : www.alltests.com.cn

Hangzhou -310018, PR. China
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EC Declaration of Conformity

Manufacturer:

Name: HANGZHOU ALLTEST BIOTECH CO., LTD.

Address:  #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster , Germany

Product Name: MDMA (Methylenedioxy-methamphetamine) Rapid Test (Whole
Blood/Serum/Plasma)

Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: IVDD 98/79/EC Annex lll(excluding point 6)
EDMA Code: 12 09 01 02 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003,-EN-ISO

18113-1:2011, EN 1SO 18113-2:2011, EN 13612:2002/AC:2002, EN ISO 17511:2003,
EN 1SO23640:2015, EN 13641:2002, EN ISO 15223-1:2016

Place, Date of Issue: in Hangzhou on 18/12/2019

Signature: Q_Z»« 23/07/2021

Name: GAO FEI (Position: General Manager) Date
Hangzhou AllTest Biotech Co.,Ltd. MNRREMEARGERAT
#550, Yinhai Street, . ik B EFREATAR TEL : +86 571 56267891 B % : +86 571 56267891
Hangzhou Economic & Technological $BIEHET5508 EMAIL : info@alltests.com.cn 8 74 : info@alltests.com.cn
Development Area, BB 4% : 310018 http:// www.alltests.com.cn R HE : www.alltests.com.cn
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