MINISTRY OF HEALTH
ECONOMIC BRANCH

DEPARTMENT FOR MEDICAL DEVICES
1-3 Cristian Popisteanu Street, Sector 1, 010024, BUCHAREST
Telephone: 021 307 25 84; Fax: 021 307 25 85

REGISTRATION CERTIFICATE FOR MEDICAL DEVICES
no. RO/IVD-113-295 of 24.11.2010

Pursuant to the provisions of Government Decision no. 144/2010 on the organisation
and operation of the Ministry of Health, of the minister of health’s Order no. 253/2010 on
registration of medical devices, of art. 29 of Government Decision no. 798/2003 on
establishing the conditions for marketing and use of in vitro diagnostic medical devices and
based on the documentation submitted, the Ministry of Health entered in the database the

following medical devices:

NAME OF DEVICE CODE | REGISTRATION CODE CLASS

SEE NOW AMPHETAMINE RAPID TEST SN 7.4 |RO/IVD-113-295-01 [N VITRO
OTHER

SEE NOW BARBITURATE RAPID TEST SN 7.2 [RO/IVD-113-295-02 |[IN VITRO
OTHER

SEE NOW BENZODIAZEPINE RAPID TEST SN 7.3 |RO/IVD-113-295-03 [N VITRO
: OTHER

SEE NOW COCAINE RAPID TEST SN 7.4 |RO/IVD-113-295-04 |IN VITRO
OTHER

SEE NOW METHYLENDIOXYMETH- SN 7.5 [RO/IVD-113-295-05 |[IN VITRO
AMPHETAMINE RAPID TEST OTHER

SEE NOW METHAMPHETAMINE RAPID TEST SN 7.6 |RO/IVD-113-295-06 |IN VITRO
OTHER

SEE NOW MORPHINE RAPID TEST SN 7.7 |RO/IVD-113-295-07 |IN VITRO
OTHER

SEE NOW METHADONE RAPID TEST SN 7.8 [RO/IVD-113-295-08 |[IN VITRO
OTHER

SEE NOW OPIATE RAPID TEST SN 7.9 [RO/IVD-113-295-09 |[IN VITRO
OTHER

SEE NOW TRICYCLIC ANTIDEPRESSANTS SN 7.10 RO/IVD-113-295-10 [IN VITRO
RAPID TEST OTHER

SEE NOW MARIJUANA RAPID TEST SN 7.11 RO/IVD-113-295-11 |IN VITRO
OTHER

SEE NOW PHENCICLIDINE RAPID TEST SN 7.12 RO/IVD-113-295-12 IN VITRO
OTHER

put on the market according to the provisions of Government Decision no. 798/2003 by the

producer:
SC CAMP MEDICA SRL

headquartered in Bucharest, 80 Vultureni Street, sector 4.

This registration was made based on the producer’s declarations and it does not
represent an approval or authorisation of the competent authority.
By applying the CE marking, the producer takes responsibility for compliance of the

product with all applicable requirements provided in Government Decision no. 798/,




The producer has the obligation to inform the Ministry of Health of any changes in the
registered data, including suspension of the marketing of devices.
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