
Declaration of Conformity 

According to annex Ill of the Council Directive 98/79/EC on in vitro diagnostic medical device 

1 
We, 

1 Hangzhou Singclean Medical Products Co., Ltd. 

No. 125 (E), 10th Street, Hangzhou Qiantang New Area, Zhejiang, China 310018 

Declare under our sole responsibility that the following in vitro diagnostic medical devices 

other than those covered by annex li and devices for performance evaluation 

Generi 

# 
Commercia C 

Short description and intended use 
IName Device 

Term 

The Multi-Drug One Step Test Kit (Colloidal Gold 
Method) is a rapid chromatographic immunoassay for 
the qualitative detection for the drugs and drug 
metabolites in hu man urine. Testing any combination of 
the following drugs: Amphetamine(AMP 300), 
Amphetamine(AMP 500), Amphetamine(AMP), 
Barbiturates (BAR), Benzoduazepines(BZOlO0), 
Benzoduazepines(BZO200), Benzoduazepines(BZO), 
Bu prenorphine(BUP5), Bu prenorphine(BUP), 

Multi-drug 
Multi-

Cocaine(COC150), Cocaine(COC), Cotinine(COT), 
One Step 

drug 
Cotinine(COT 300), Cotinine(COT 600), Methadone 

1. 
Test 

One 
metabolite (EDDP), Fentanyl (FYL), Synthetic Cannabis 

Kit(Colloida 
Step 

(K2 50), Synthetic Cannabis (K2), Ketamine(KET), 
I Gold Ketamine(KET 500), Methadone(MTD), 
Method) 

Test Kit 
Methamphetamine(MET300), 
Methamphetamine(MET500), Methamphetamine(MET), 
Methylenedioxymetham pheta m ine(M DMA), 
Methylenedioxymethamphetamine(MDMA 1000), 
Morphine(MOP 100), Morphine(MOP 200), 
Morphine(MOP), Methaqualone (MQL), Opiate (OPI), 
Oxycodone (OXY), Phencyclidine (PCP), Propoxyphene 
(PPX), Marijuana(THC 25), Marijuana(THC), Tricyclic 
Antidepressants (TCA), Tramadol (TML), Tramadol 
(TML300). 
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GMDN 

I Class 
EDMS 

Code 

12.70. 
Others 

09.70 






