MINISTRY OF PUBLIC HEALTH
DIRECTORATE FOR SANITARY INFRASTRUCTURE, LOGISTICS AND MEDICAL DEVICES
1-3 Cristian Popisteanu Street, sector 1, 010024, Bucharest,
Tel. 021 307 25 84; Fax: 021 307 25 85

REGISTRATION CERTIFICATE FOR MEDICAL DEVICES
no. RO/IVD-113-215 of 5.03.2009

Pursuant to the provisions of Government Decision no. 1718/2008 on the
organisation and operation of the Ministry of Health, of the minister of public health’s Order
no. 92/2007 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:

“SEE NOW" RAPID TESTS
Type according to the annex.

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.

DIRECTOR,
Eng. Rodica Nadolu

lllegible signature
lllegible stamp




ANNEX TO REGISTRATION CERTIFICATE no. RO/IVD-113-215
of 5.03.2009

Official stamp Romania, Ministry of Health

“SEE NOW” RAPID TESTS

NAME OF DEVICE TYPE CODE REGIETFATIN
CODE

See Now hCG (human Chorionic urine/serum - strip SN 1.1RO/IVD-113-215-01

Gonadotropin) rapid test _

See Now hCG (human Chorionic - urine/serum - SN 1.2RO/IVD-113-215-02

Gonadotropin) rapid test cassette

See Now LH (Luteinising Hormone) rapid test jurine - strip SN 1.3RO/IVD-113-215-03

See Now LH (Luteinising Hormone) rapid test urine - cassette SN 1.4R0O/IVD-113-215-04

See Now FSH (Follicle Stimulating Hormone) |urine - strip SN 1.5R0/1VD-113-215-05

rapid test

See Now FSH (Follicle Stimulating Hormone) |urine - cassette SN 1.6[RO/IVD-113-215-06

rapid test

See Now Helicobacter Pylori rapid test serum/plasma - SN 2.1R0O/IVD-113-215-07
strip

See Now Helicobacter Pylori rapid test serum/plasma - SN 2.2[RO/IVD-113-215-08
cassette

See Now AFP (Alpha Fetoprotein) rapid test |serum/plasma - SN 3.1R0O/IVD-113-215-09
strip

See Now AFP (Alpha Fetoprotein) rapid test |serum/plasma - SN 3.2R0/IVD-113-215-10
cassette

See Now CEA (Carcinoma Embryonic serum/plasma - SN 3.3RO/IVD-113-215-11

Antigen) rapid test strip

See Now CEA (Carcinoma Embryonic Ferum/ plasma - SN 3.4R0/IVD-113-215-12

Antigen) rapid test cassette

See Now Syphilis rapid test serum/plasma - SN 4.1R0O/IVD-113-215-13
strip

See Now Syphilis rapid test serum/plasma - SN 4.2|R0/IVD-113-215-14
cassette

See Now Gonorrhea rapid test urine/urogenital SN 4.3RO/IVD-113-215-15
secretory specimen
- strip

See Now Gonorrhea rapid test urine/urogenital SN 4.4R0/IVD-113-215-16
secretory specimen -
cassette




MINISTRY OF HEALTH
DIRECTORATE FOR SANITARY INFRASTRUCTURE, LOGISTICS AND MEDICAL DEVICES
1-3 Cristian Popisteanu Street, sector 1, 010024, Bucharest,
Tel. 021 307 25 84; Fax: 021 307 25 85

ANNEX NO. 1 of 16.07.2009 to the REGISTRATION CERTIFICATE FOR
MEDICAL DEVICES no. RO/IVD-113-215 of 5.03.2009

Pursuant to the provisions of Government Decision no. 1718/2008 on the
organisation and operation of the Ministry of Health, of the minister of public health’s Order
no. 92/2007 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:

The certificate is supplemented with the following medical devices:

NAME OF DEVICE TYPE CODE:| "~ aene

See Now Troponin | rapid |serum/ plasma/ whole blood - SN 6.1 |RO/IVD-113-215-17
test cassette
See Now Myoglobin rapid serum/ plasma/ whole blood -|SN 6.2 |RO/IVD-113-215-18
test IZassette

The abovementioned medical devices are 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.

DIRECTOR,
Eng. Alexandru Steriu

lllegible signature
lllegible stamp




