Certificate of Compliance

No. 2P150428. HABUS28

Cerfificate’s Hangzhou Alltest Biotech Co., Lid.
Holder: 550#, Yinhai Street, Hangzhou Economic &

Technological Development Area, Hangzhou-
310018, P. R. China.
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Certification ECM
Mark:

ICO
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Product: In Vitro Diagnostic Kit for Detection of Drug
of Abuse — Professional Use
Types: (see the following annex )
'FHH[H Verification to: Standard:

EN ISO 13485:2012/AC:2012,

EN ISO 14971:2012, EN 13975:2003,

ENISO 18113-1:2011, EN ISO 18113-2:2011,
EN 13612:2002/AC:2002, EN ISO 17511:2003,
EN ISO 15193:2009, EN ISO 15194:2009,

EN 13640:2002, EN 13641:2002, EN 1041:2008,
ISO 15223-1:2012
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related to CE Directive(s):
98/79/EC (In Vitro Diagnostic Medical Devices)

Remark: The product(s) has been verified on a voluntary basis. The product(s) satisfies the requirements of
the Cerlification Mark of ECM, in reference to the above listed Standard(s). The above Certification Mark
can be affixed on the product(s] accordingly to the ECM regulation about ifs release and its use.
Regulation can be found al www.enfecerma.il.

Whereas the Manufacturer is responsible of the CE certification of the product(s) and not exempted to
perform all the necessary activities before placing the product(s) on the market.

The Manufacturer is also responsible to maintain efficient the internal production control to ensure the
product(s) are in compliance with the Certification ECM Mark.

This certificate can be checked for validity at www.entecerma.it

Date of issue 28 April 2015 Expiry date 27 April 2020
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Annex |

No. 2P150428. HABUS28

Types:

6-MAM (6-mono-aceto-morphine) Rapid Test,

ACE (Acetaminophen) Rapid Test,

AMP (Amphetamine) Rapid Test, BAR (Barbiturates) Rapid Test,
BUP (Buprenorphine) Rapid Test,

BZO (Benzodiazepines) Rapid Test, CAT (Cathinone) Rapid Test,
CLO (Clonazepam) Rapid Test, COC (Cocaine) Rapid Test,
COT (Cotinine) Rapid Test, DIA Rapid Test, EDDP (2-Ethylidene-1,
5-dimethyl-3, 3-diphenylpyrrolidine) Rapid Test,

ETG (Ethyl Glucuronide) Rapid Test, FYL (Fentanyl) Rapid Test,
KET (Ketamine) Rapid Test,

LSD (Lysergic Acid Diethylamide) Rapid Test,

MDA (3, 4-Methylenedioxyamphetamine) Rapid Test,

MDMA (Methylenedioxy-methamphetamine) Rapid Test,
MDPV (3, 4-methylenedioxypyrovalerone) Rapid Test,

MET (Methamphetamine) Rapid Test,

MOP (Morphine) Rapid Test, MQL (Methaqualone) Rapid Test,
MTD (Methadone) Rapid Test,

Multi-Drug Rapid Test Panel with /without Adulteration,
Multi-Drug Rapid Test Cassette (Oral Fluid),

Multi-Drug Rapid Test Cassette with/without Adulteration,
Multi-Drug Rapid Test Cup with /without Adulteration,

OPI (Opiate) Rapid Test, OXY (Oxycodone) Rapid Test,

PCP (Phencyclidine) Rapid Test, PPX (Propoxyphene) Rapid Test,
MPD (Methylphenidate) Rapid Test,

Synthetic Marijuana (K2) Rapid Test,

TCA (Tricyclic Antidepressants) Rapid Test,

THC (Marijuana) Rapid Test, TML (Tramadol) Rapid Test.

Ente Certfificazione Macchine Srl
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