TRADUCERE DIN LIMBA ENGLEZA
Department for Regulation, Authorization and Supervision of
Medical Devices Market
/58 Nicolae Titulescu Blvd., sector 1
el +40-21.222.86.52 / 260.01.59
‘Fax: +40-21.222.86.83

HEALTH MINISTRY

MNATIONAL AGENCY FOR MEDICINES AND MEDICAL DEVICES
48 Av. Sanatescu Street, Bucharast

011478, sector 1

Tel: +40-21.317.11.02 f 317 11.15

Fax: +40-21.316.34.97 / 031.805.74 54

ANNEX 1/February 9", 2016
MEDICAL DEVICE REGISTRATION CERTIFICATE
NO. RO_IVD_208_ 466 OF February 3™, 2016

In accordance with Article 932, para. (2) of Law no. 95/2006 on healthcare reform,
republished, Order of the Minister of Health no. 372/2015 on the registration of medical devices,
Article 29 of Government Decision no. 798/2003 establishing the conditions for marketing and use of
in vitro diagnostic medical devices and based on the documentation submitted, the National Agency
for Medicines and Medical Devices has registered into its database the following medical devices:
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[ DENUMIRE OISPGZITIV TR CO0  |COD INREGISTRARE

| URINE DRUG TESTING - SeeNow Panel 2 DOA (AMP, THC) SN 721 RO_IVD 208 466 35
-UF-:iNE DRUG TESTING - See Now F‘anel_ ;m_. (COG, THC) BNTX22 RO VD _208 466 36
URINE DRUG TESTING - See Now Panel 2 DOA (MET, THC) 1 SNT7X23 | ROJVD 208 486 37
UI_R!]NE DRUG TE.SWG - See Now - ._Panal 3 DOA (AMP, MET, MOP) SN 7.X.3.1 ROJVD_208_466_38
URINE DRUG TESTING - See Now Panel 3 DOA (AMP, BAR, BZO) SNT7X32 RG_wD;a 466_39
URINE DRUG TESTING - See Now Panel 3 DOA (AMP, COC,THC ) SNTX33 ;{;wn_zna_:;aa_:ia_ -i
URINE DRUG TESTING - See Naw - Panel 3 DOA (BAR, BZO, BUP) SN 7.X.3.4 RD_I‘I.-’D_ZDEH-‘N;I;:H
LURINE DRUG TEE'I:ING - See Now - Panel 3 DOA ( BEZO. MDMA, MTD) SN 7.X.3.5 _ ROJVD 208 465 42 |
URINE DRUG TESTING - See Now | -Panel 4 noa-gf;.ﬁp, coc, THC, P-[;P] SN7.X4.1 RD_J\-;E;DB.AEE s |

; URINE BRUGTESTING - SeeNow Panel 4 Do#;a.;q-a BAR, (-:-c;:,PcF-:. SN7.X42 | RO IVD 208 466 44
URINE DRUG TESTING - See Now | _;:EE 4 DOA (AMP, COC, OP1TRA) SN7X43 | ROJVD,208 466 45
URINE DRUG TESTING-See Mow Panel -.:E-:OA {N_'"P MDMA, OF, THC]__SIT;#-‘* ROJVD 208 465 46
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-~ DENUMIRE DISPOZITIV = TP T =0 mmﬁm ;
URINE DRUG TESTING - See Now I =
RUGTE=TI Panel 4 DOA (AMP, MET, MOP, THC) SNTX45 | ROJVD 208 486 47 ]
URINE DRUG TESTING - See Now ' — =
Panal § DOA (AMP, BAR, BZO, €O THC) SN7X51 | RO IVD_208_466 48 l

OR TING - M
deS e Now Panel 5 DOA (AMP, COC, MDM, OPL, THC) | SN7X52 | RO IVD 208 466 49

URINE DRUG TESTING - See Now

Panel § DOA (AMP, BAR, COC, MET, THC) SN7X53 RO_IVD_208_485_50

RINE DRUG TESTING - See N
d e 5 Ren oy Pane! 5 DOA (AMP, BZO, COC, OPI, THC) SNTX54 ROJVD_208 486_51

URINE DRUG TES NG - See Now Panel 5 DOA ( AMP, BAR, BZO, COC, OPI) SN7X55 | RO _IVD_208_466 52

| URINE DRUG TESTING - See Now
Panel 5 DOA (AMP, COC, MET, OPI, THC) | SN7XS56 | RO_IVD_208 466 53

| URINE DRUG TESTING - See Now

Panel 5 DOA (AMP, BAR, BZO, BUP, COC) | SN7.X57 | ROJVD_208 466 54

INE DRUG TESTING - See N
|9R e o Panel 5 DOA (AMP, BAR, BZO, BUP, THC) | SN7X53 | RO_IVD 208 486 55
URINE DRUG TESTING - § ) w
oR o Panel 5 DOA (AMP, BAR, COC, THC, PCP) | SN7X58 | ROIVD 208 466 56

Fanel § DOA (AMP, BAR, COC, MET, PCP) SN T7.X.510 RO_IVD_208_485 57

Fanel 5 DOA (AMP, BAR, COC, 0PI, PCP) SENTXEN RO_IVD 205_485 58

URINE DRUG TESTING - See Now

_EFHN G TE = -5
L L Panel § DOA (AMP, BAR, BZO, OPI, PCP) | SN7.X512 | ROIVD_208 486 59

URINE DRUG TESTING - Sea Now
Panel § DOA (AMP, BAR, MDMA, THC, PCP) | SN7.X5.13 | RO_IVD_208 466_60

URINE DRUG TESTING - See Now
_ Panel § DOA (AMP, BAR, COC, MDMA, PCP) | SN7.X.514 | RO_IVD_208 456 61

INE DRUG TESTING - See N
o Wz ¢ o Panel 5 DOA (AMP, BAR,BZO, THC, PCP) | SNTX5.15 | ROJVD. 208,466 62

URINE DRUG TESTING - See Now
Panel 6 DOA (BUP, BZD, MET, OPI THC, CRE) | SN7X81 | RO_IVD.208 486 63

-URINE DRUG TESTING - See Now
Fanel § DOA (AMP, BZO. BUP, COC, ORI, THC) | SN7X62 ROMND.208_466 64

| URINE DRUG TESTING - See Now
Panel 6 DOA (AMP, BAR, BZO, COC, OPI, CRE) | SN7.X63 | ROJVD 208 466 65

LURINE DRUG TESTING - See Now

Panel § DOA (BZO, COC, MET, OPI, PCP, THC) | SN7.X64 | RO_IVD_208 456 65
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MDMA, MTD, OPI, THC PCPR,)

FOZITIV = TIF CoOD  [COD NEEGISTRARE |
'URINE DRUG TESTING - See Now - J
| Panel 6 DOA ( BAR, BZO, BUP, COC, THC, pH) | SN7.XE5 | ROJVD_208_466_67
|URINE DRUG TESTING * See Now | Panel 7 DOA -
r Panel 7 (AMP, COC, MDMA, MET, MOP. sivay | moui ssasess
e ) MTD, THC) )
| URINE DRUG TESTING - See Now Fansl & DOA (AMP, BUP, COC, MDMA, MET, SN 7 XB RO IVD 208 466 89
| MOP, MTD, THC) - S
URINE DRUG TESTING - See Now Panel 8 DOA (AMP. COC. MDMA, MET, MOP, | o\ —» o0 | mouvD 208 465 70
MTD, THC, CRE) o = =
URINE DRUG TESTING - Sce Now Panel 8 DOA (AMP, COC, MDMA, MET, MOP, | ooy oo | Ro WD 208 466 71
I : _ | MTD.THC pH) o S e
LURINE DRUG TESTING - See Now Panel 9 DOA {AMP, BUP, COC, MOMA, MET, S R e
L B MOP, MTD, THC, CRE) v e e
URINE DRUG TESTING - See Now Panel 8 DOA (AMP, BUP, COC, MDMA, MET, | oo oo oo | poon oo e o
o 'MOP. MTD, THC. pH} o i
11 COC, MDMA
URINE DRUG TESTING - See Now PR ICI0A LANE, RIS, <00, 'MET. | eN7X101 | ROJVD 208 45574
MOP, MTD, THC, CRE. pH) R
- . b P 3 i
URINE DRUG TESTING - See Now Panel 10 DOA (AMP, BAR, BZO, BUP.COC | o0y 105 | RouvD,208 468 75
MOMA, MET, MTD, OFI, TCA, THC) L
URINE DRUG TESTING - See Now Panel 10 DOA (AMP, BAR, BZO, COC, MDMA, | ooy 103 | RO IVD 208 456 76
MET, MTD, OPI, TCA, THC) -
URINE DRUG TESTING - See Now Panel 10 DOA (AMP, BAR, BZO, COG, MDMA, RN R
: MET, MTD, OPI, THC, TRA) i -
URINE DRUG TESTING - Sze Now Panel 10 DOA (AMP, BAR, BZO, COC, MOMA, SHEPRRE | RO R
_ MTD, OPI, TCA, THC, POX) b e e
URINE DRUG TESTING - See Now Panel 10 DOA (AMP, BAR, COC, MET, MTD, OP!, SN7X106 | ROJVD. 208 466 79
: TCA, THC, PCP, TRA) T o
URINE DRUG TESTING - See Now Panel 10 DOA (AMP, BAR, BUP, COC, MET, | o o100 | oo o a0 466 50
_ MTD, OPI, TCA, THC, PCP ) S = R e
URINE DRUG TESTING - See Now Panel 10 DOA (AMP, BAR, BZO, COC, MDMA, | o . T | -
MET, MTD, OPI, THC, PCP) il i
URINE DRUG TESTING-5ee Now Panel 10 DOA {AMP, BAR, BZ0, COC, MDMA, SNTX109 | RO VD 208 465 &2
S i MTD, OPI, TRA, THC, OXY) i i . -
URINE DRUG TESTING - See Now ' o
Panel 10 DOA (AMP, BAR, BZO,BUP, COC, MTD.| o\ oy 10 -0 | o e oos ee ae
- . OPI, TCA, THC, PCP) = -
URINE DRUG TESTING - See Now Panel 10 DOA (AMP. BAR, BZ0, BUP, COC, SHPRACHT | RO ND 508 166 88
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DENUMIRE DISPOZITIV

|URINE DRUG TESTING - See Now

| URINE DRUG TESTING - Ses Now

URINE DRUG TESTING - See Now

URINE DRUG TESTING - See Now

URINE DRUG TESTING - See Now

-

TIP

Panel 12 DOA (AMP, BAR, BZO, BUP,
COC MDMAMET,MTD,OPI TCA THC PCP)

Panel 12 DOA (AMP, BAR, BZO, BUP,
COC, MDMAMET MTD, 0PI, TCA THC,OXY)

Panel 12 DOA (AMP, BAR, BZO, BUP,
COC, MDMA MET, MTD,OP1 TCA THC, POX)

Panel 12 DOA (AMP, BAR, BZO, BUP, COC,
MDMA,MET MTD,OF| TCA THC, TRA)

Panel 12 DOA (AMP, BAR, BZO, COC, MET,
MTD,OPLOXVY,PCF FOX, THC, TRA)

placed on the market in accordance with the Government Decision no. 798/2003 by the

manufacturer:

SC CAMP MEDICA DISTRIBUTION SRL

with registered office in Bucharest, 29 Stanei Street, sector 4.

This registration was performed based on the statements made by the manufacturer or its
authorized representative and is not an approval or authorization from the competent authority.

By affixing the CE marking, the manufacturer assumes responsibility for the product
compliance with all applicable requirements specified by Government Decision no. 788/2003.

The manufacturer shall communicate to the National Agency for Medicines and Medical
Devices any change in the recorded data, including suspension of the placing of these devices on the

market.

VICEPRESIDENT,

Engineer Lazar IORDACHE

lllegible signature
Round stamp

Mo B pﬁ‘
cop | cop iNR_EGISTRAR‘E‘_':hJ
SN7X121 | RO_IVD_208_466_85
SN7X122 | RO_IVD_208_466 86
SN ?.)(._12.3 RO_IVD_208_466 &7 |
SN7.X12.4 | RO_IVD_208_466_88
-s; ?_x; RO IVD 208 466,59



GENTIL TRADUCER! S5.R.L. e mail: pifice@aentilg, taducer@gentilro

- TRADUCERI Sl INTERPRETARE www.gentil.ro
5 rla B4 O Soga 55 5 A0S ap 135, secior 3, Bucurest Tel @21 327 06 17, Tel ffax 021 327 0537
et robi 0727 730 369, 0745 052 082

ion no. 12906 from 01 06,2005, issued by the Romanian Ministry of Justice, certify the accuracy of this translation from
omanian into English. the fact that source text was translated in full, without nmissions and that the content and the meaning of
the source document were not altered through the translation. The source document to be translated in full has a total of 4 pages: it
is entitled ANNEX 1, was 1ssued by the HEALTH MINISTRY', and was presented to me in full. The translation of the document
has 4 pages and it was done based on the written application no. GTGS0757/22.12.2016. kept in my records. The fee amounting
to ler 78 were paid with PO/22.12.2016.

Subsemnata, GRECU SIMONA QANA, interpret §i traducdtor awtorizat pentru limbile striine englesd 5t germand, in
temeiul autorizagiei nr. 12906 din data de 01.06.2005, eliberatd de Ministerul Justifici din Romdnia, certific exactitatea traduceri
efectuate din limba romind in limba englezd, od textul prezentat a fost radus complet, Jird omisiund, §icd, prin troducere,
inscrisului nu i-a fost denarural confinutul i sensul. Trserisul o cdrui traducere se solicitd in intregime are, In integralitalea su,
un numdir de 4 pagini, poartd tithd de ANEXA 1 a fost emis de MINISTERUL SANATATI §i mi-a fost prezentat mic in infregime.
Traducerea inscrisului presental are un numdr de 4 pagini si g fos! efectuatd potrivit cereril scrise Inregisirate cu nr.
GTGS0757/22.12.2016, pastrate in arhiva subsemnatulul, S-a incasat onorariul in valoare de 78 lei cu OP/22.12.2016.

f-\i";j GRECU SIMONA OANA. an authorized translator and interpreter for the languages English and German, based on
J

AUTHORIZED TRANSLATOR AND INTERPRETER/INTERPRET $I TRADICATOR AUTORIZAT,
fo Mol N

i - o 1
= % .'1 %
Her by

_ ttietate Profe ol it i

ROMANIA/ROMANLA *RADULESCU VEROHE &

The National Union of Public Notaries / Uniunea Nafionald a Notarilor PubfiriL'ng?ﬁ“?fg““&: i  Con N 2]
The Notary Office/ Biroul Notarial Bl 105, 8C. 2, Et. 1, Ap1

Sactor 3, Bucuresgt, FIOMANIA

) AUTHENTICATION OF TRANSLATOR’S SIGNATURE
INCHEIERE DE LEGALIZARE A SEMNATURII TRADUCATORULUI

NICA SANDA NoNr. 3k = ofidin 2%12.2016
notar public
L ~, aNotary Public, as per Art. 12, letter (j) of Notary Public Law no. 36/1993, republished, with subscquent
amendments, do authenticate the signature of GRECU SIMONA OANA, 2 Swom Translator and Interpreter, by virtue of the
signature sample, on the 1 copy(s) of this document, which has as an intcgrant part one copy of the translated document.
NICA SANDA

~ notar publicVatar public, in temeiul art. 12 lit. j) din Legea notarilor publici 5i a activifafi notariale nr, 36/1993,
republicatd, cu modificarile wlterivare, legalizes semndiura de mai sus, aparfindnd lui GRECU SIMONA OANA, interpret 5i
traducdtor autorizat, in baza specimenului de semndturd depus la birowl notarial, de pe celfe) 1 exemplar(e) alfe) inscrivului,
care are ca parte infegrantd o copie a actului tradus.

The source document is an authentic document/a certified copy/a ducument bearing a certificd signature/a certified document.
frscrisul a cdrui traducere se solicitd este un Inscris aulenlic oyt e gt . Cpxzope: FTeTid,

Notary’s honorary of RON 30 + VAT was paid against receipt no. A { 6 g
Sear incasat onorariul de 30 lei + TVA cu chitanfa nr. : l




