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HEALTH MINISTRY
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48 Ay, Sanatescu Street, Bucharest
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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
Mational Agency for Medicines and Medical Devices has registered into its database the
following medical devices:

DEVICE NAME TYPE CODE _ REGISTRATION
hCG (human | Urine test - strip/box | SN 1. 'H’SN 1.2 | RO_IVD_208_466_01
chorionic gonadotropin) | Combo urine/serum- | SN 1.1/SN 1.2
RAPID TEST — See Now | strip/box | "

Urine test —-|8N12"
. |pen/midstream A "
| LH (luteinizing Urine test - strip SN 1.3 | RO_IVD_208_466_02
hormone) RAPID Urine test - box SN14
 TEST-SeeNow | | |
FSH (follicle Urine test - strip |SNTS5 RO_IVD_208_466_03
| stimulating hormong) Urine test - box SN16
| RAPIDTEST-SeeNow |
| HELICOBACTER Whole SN 22 RO_IVD_208 466 04
PYLORI RAPID blood/serum/plasma
i TEST - See Now test-box B
. T e S
AFP (alpha- | Serum/plasma test - | SN 3.1 RO_IVD_208_466_05 |
fetoprotein) RAPID | strip gL e L= | |
TEST — See Now Serum/plasma test - | SN 3.2
box .
CEA (carcinogenic | Serum/plasmatest- | SN 3.3 RO_IVD_208_466_06 |




embryonic antigen)

[ strip

| RO_IVD_208_466 08 |

| RO_IVD_208_466 11|

| RO_IVD_208_466_07

RO_IVD_208_466 09

RO_IVD_208_466_10

' RO_IVD_208_466_12 |

RO_IVD_208_466_13

RO_IVD_208_466_14

| RO_IVD_208_466_16

| RO_IVD_208_466_17

| RO_IVD_208 466_18

RO_IVD_208 466 19 |
i
' RO_IVD_208_466_20

RAPID TEST - See Serum/plasma test- | SN 3.4
NGW bt e e bux — ="
Occult bleeding (FOB) | Stool test - box SN 37
 RAPID TEST — See Now i .
SYPHILIS RAPID Serum/plasma test - | SN 4.1
TEST -See Now | strip | -
Serum/plasma test - | SN 4.2
o s box :
GONORRHEA  RAPID | Secretion test-box | SN 4.4
 TEST — See Now
TROPONIN | RARID Whole SN 6.1
TEST — See Now blood/serum/plasma
e test -box
MYOGLOBIN Whole SN 6.2
RAPID TEST — See Now | blood/serum/plasma
| test -box L
CREATINE KINASE (CK | Whole SNEB.3
MS) RAPID TEST - See | blood/serum/plasma
Now | test-box 4
CARDIAC MARKERS Panel -box SN 6.X.3
RAPID TEST — 3 tests
(eTnl, CK-MB, Myo) -
SeeNow | S Iy _
AMPHETAMINE (AMP) | Urine test - strip/box | SN 7.1
| RAPID TEST - See Now | )
| BARBITURATES (BAR) | Urine test - strip/box | SN 7.2
RAPIDTEST-SeeNow |
EENZODIAZEPINES Urine test - strip/box | SN 7.3
(BZO) RAPID TEST
| See Now _ -
COCAINE (COC) Urine test - strip/box | SN 7.4
RAPID TEST — See
Mow I
METHYLENEDIOXY- Urine test - strip/box | SN 7.5
METHAMPHETAMINE
(MDMA) RAPID
TEST-SeeNow | uim
METHAMPHETAMINE | Urine test - strip/box | SN7.6
(MET) RAPID
| TEST-SeeNow | |
MORPHINE (MOP) Urine test - strip/box | SN 7.7
RAPID TEST-SeeNow |
METHADONE (MTD) Urine test - striprbox | SN 7.8
RAFID TEST — See
_Nﬂw il A P T W LA W S 0 M L I FURCR R T v P
OPIATES (OPI) Urine test - strip/lbox | SN 7.9
RAPID TEST — See
Nﬂw - —_——— - - - - ¥ | [ ——
TRICYCLIC | Urine test - strip/box | SN 7.10

| RO_IVD_208_466_21 |
[ RO_IVD_208_466_22 |

0 [RO_IVD_208_466_23




5 & /ANTIDE PRESSANTS

(TCA) RAPID TEST -
SEE MNow

' MARIJUANA/CANNABIS

(THC) RAPID TEST -
| See Now

PHENCYCLIDINE {F’CP}
| RAPID TEST - See Now

BUPRENORPHINE

(BUP)

RAPID TEST - See Now

Urine test - strip/box

' Urine test - strip/box

' Urine test - strip/box

SN711

SN 7.12

'RO_IVD_208_466_24 |

SN 7.13

OXYCODONUM (OXY)
| RAPID TEST - See Now
PROPOXYPHENE

(POX) RAPID TEST -

See Now

Urine test - strip/box

' Urine test - strip/box

METHAMPHETAMINE
(MET) RAPID

| TEST - See Now
MORPHINE {MDF‘}

| RAPID TEST — See Now

Urine test - strip/box

| SN 7.15

BN 14

RO_IVD_208_466_26 |

" | RO_IVD_208_466 251
|

1 |
'RO_IVD_208_466_2 z?l

|

[SN78

| RO_IVD_208 466 28 |

RO_IVD_208_466_19

| Urine test - strip/box

SN 7.7

METHADONE (MTD)
RAPID TEST - See
Mow

Urine test - strip/box

OPIATES (OPI)
RAPID TEST - See
| Now
TRICYCLIC
ANTIDEPRESSANTS
(TCA) RAPID TEST -

See Now

Urine test - strip/box |

SN7.8

SN79

| RO_IVD_208_466_22 |

' Urine test - strip/box

SN 7.10

MARIJUANA/CANNAEIS
(THC) RAPID TEST -
See Now _
PHENCYCLIDIMNE (PCF)
RAPID TEST - See Now
BUFRENORPHINE
(BUPF)

RAPID TEST - See Now

Urine test - str_[b_fﬁox

Urine test - strip/box

' Urine test - strip/box

' OXYCODONUM (OXY)
RAPID TEST - See Now |

Urine test - strip/box

' PROPOXYPHENE
(POX) RAPID TEST -
See Now

| Urine test - strip/box

SN 7.11

SN712

‘SN 7.13

[ SN7.14

| RO VD _208 466 23

RO_IVD_208_466_20 |

RO_IVD_208_466_21 |

| RO _IVD_208 466 27

RO_IVD_208_466_24 |

|
|
| RO_IVD_208_466_25 |

RO_IVD_208_466_26 |

| sN7.15

RO_IVD_208_466_28

TRAMADOL (TRA)
RAPID TEST - See Now
{S}rnthetlc Cannabis) |
RAPID TEST - See Now
MALARIA, PF PF/PV

(PLASODIUM

Urine fest - strip/box

SN 7.16

RO_IVD_208_466 29 |

' Urine test - stri p/box

' Whole blood test -
box

SN 717

SN 8.1
SNB8.1

RO_IVD 208 466 30

RO_IVD_208_466_31 |



FALCIPARUM) RAPID
TEST -See Now

DENGUE IgG/IgM Ab
RAPID TEST - See Now

Whole
blood/serum/plasma
- box

IsNns2

DENGUE NS1 Ag
RAPID TEST - See Now
TUBERCULOSIS RAPID
TEST - See Now

placed on the market in

manufacturer:

SC CAMP MEDICA DISTRIBUTION SRL
with registered office in Bucharest, 29 Staneai Street, sector 4.

| test

Serum/plasma test -
box
Blood/serum/plasma

SN83

| RO_IVD_208_466_33

IENER

| RO_IVD_208_466_34 |

RO_IVD_208_466_32 |

|
Y |

accordance with the Government Decision no. 798/2003 by the

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

legible signature
Round stamp



GENTIL TRADUCERI 8.R.L. e mail: pfice@gentlrg, adueri@gentilro

TRADUCERI Sl INTERPRETARE www.gentil.ro

gd O (Goga 23, Bl M10E, ap 135, sector 3. Bucurest Ted 021.327 06 17, Tel fax: 021.327 06 37
mabil 0727 730 369, 0745052 082

nian into English, the fact that source text was translated in full, without omissions 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 MEDICAL DEVICE REGISTRATION CERTIFICATE, was issucd by the HEALTI1 MINISTRY, and was presented
to me in full The translation of the document has 4 pages and it was donc based on the written application no.
GTGSOT57/22.12.2016, kept in my records, The fee amounting to lei 78 were paid with P(O/22.12 2016,

Subsemnpata, GRECU SIMONA QANA, interpret §1 traducitor autorizat pentru limbile strdine engleza §i germand, in
temein! autorizagiel nr, 12906 din datg de 07.06.2000, eliberatd de Ministerul Justifiel din Romdnia, certific exactitatea traducerii
efectuate din limba remind in limba englezd, od texnl prezentat a fost tradus complet, f3rd omisiuni, §i cd, prin traducere,
inserisului mu i-a fost denaturat continutul 5i sensul Inscrisul a edrui traducere se solicita in tntregime are, in imlegralitatea sa,
un numdr de 4 pagini, poartd titlul de CERTIFICAT DE INREGISTRARE A DISPOZITIVELOR MEDICALE a fost emis de
MINISTERUL SANATATI! 5i mi-a fost prezentat mie in intregime. Traducerea inscrisului prezentat are un numar de 4 pagini si a
Jost efectuatd potrivit cererii serise invegistrate cu ar. GTGSOTIT22.12.2006, pastrate in arkiva subsemnatului, S-a incasai
anorariul in valoare de 78 lei cu OFP/22.12.2016,

AUTHORIZED TRANSLATOR AND INTERPRETERINTERPRET 51 TRADUCATOR AUTORIZAY,

ey gy .. y
Fi __,‘lt_'jF.!';Elli.i__-‘_ Hyty

ROMANIA/ROMANIA ok tpte Profsst
The National Union of Public Notaries / Uniunea Nafionald a Notarilor Publici . ;3 £o0l VERGHIGA 3T

The Notary Office/ Biroul Notarial LESCU VERGED, ,¢Lﬁgeaw
| ot Tk Qotevian Gogs

L1403, 5e. 2, EL 1, A
eortor 3, Bucuragl, RO

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

N}}E; iﬂ? No./Nr. SQ J  ofldinsdd 122016

—e e » @ Motary Public, as per Art. 12, letter (j) of Notary Public Law no. 36/1995, republished, with subsequent
amendments, do authe:ntmsuc the signature of GRECI SIMONA QANA, a Sworn Translator and Interpreter, by virtue of the
slgnaturc s le, onthe 1 copy(s) of this document, which has as an integrant part one copy of the translated document,

“NICA SANDA L W Z
_ notar public |, Notar public, in temeiul art. 12 lit. jj din Legea notarilor publici §i a aetiviedii notariale nr. 36/1993,
repub.frcam, cu mu;ﬁf fedrile wlterivare, legalizes semndiura de mai sus, apartindnd i GRECU SIMONA OANA, interpret §i
traducdtor autorizat, in baza specimenulul de semndturd depus la birou! notarial, de pe celiel 1 exemplariel alfe) inverisului,
care are ca parle infegrantd o copie a actulul traduy,

The source document is an authentic document/a certificd copy/a don;umcnt bEElrIﬂ"r a cemﬁcd szgn.ﬂurc."a ;.cmf'ud document.
fnserisul a edrui traducere se solicitid este un nseris autentic’o

Motary’s honorary of RON 30 + VAT was paid against reccipt no.

S-u incasal onvrarind de 30 et | TVA cu chifanja ar. i / 4{6 5 /
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