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Anexa nr.7 la Instruc{iunea
aprobati prin ordinul IFPS

nr. 400 din 14 martie 2014

CC O] AE

CERTIFICAT
privind lipsa sau existen{a restanfelor fafi de bugetul public nafional

.r@v
1. Destinatar / floryrur"r{

din
OT

11.02.2019

2. D ate despre contrib u abil / 11 n$opu auttfl o Ha-Ioron,lare-lL,tuIINe

Denumirea
HarnrenogaHtle

Codul lscal /\umirul de identificare
@lrcxanruru'i xo: I1'leurtt$ItnaulloHH;lil Ho\l.F'

Adresa sediutui de bazil (strada, numlrul)
A4pec ocuoruoro MecropacrloJloxeuur (y:ruqa, Horuep)

Codul - Denumirea localitSlii
KoA - HauMenosaHlre HacereHHoro rryHKra

3, Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informa(ional -{,utomatizat

lloagepN,len6e orc)'TCTBt.rr rr-tg H&-ltlqrt, He.touMKrt cor.racHo .taHHblx Anrouartl:l'tposaHIrofi HHQopnauuouuofi

Cucreurt

La dataemiterii prezentului certificat restanta la bugetul public nalional constituie/ Ha gary

BbrAaqr4 AaHHofi a[paBKr{ He1olrMKa rrepeA HaII[IoHirnbHbIM [y6nuqHblM 6roAxeroM cocraBJl-rler:

0,00Ieifuefi.

4. Valabil pini ta /,{eficranteneln rc 26.02.2019

5. Autentificarea organului fiscal /

Director adjunct interimar al SFS
fuacfia/AorEomE

Ludmila BOTNARI
Numele fi prenumele'aDa\rnrn, u xu,

L.$/ M n

Executor. T.Ceban, tel.82-34-33
Numele fi prenumele/oeMruc u trw

Este extras din Sistemul Informalional al SFS SIA,,Contul curent al contribqabiluluf'll t1.0220!9 ora 15137:59

cu aplicarea prevederilor pct.82-83 OiOin IfpS nr.400 din 14.03.20L4 (Monitorul OficialT2-771399,28.03'2014)
NOTA (28.91)

&a*,il,#

BECOR S.R.L. 1 003600060828

Orheiuluinr.lll b1.5
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E}EG{}It

MD - 2020, or, ChiSittdu,
str, Calea Orheiului 111/5
tel. 406 - 299; 406 - 282,
tel./fax. 406 - 283
www.becor.md

MI 2020, z.Kuruuuty ,
yfl. Kaner Opxenyayii I I l/5

men, 406 - 299;406 - 282

Qaxc. 406 - 283
ww\becor,md

Lista fondatorilor operatorilor economici :

Asociafi:

1. BEZER IURIE, IDNP 0961607540660.

2.SUNSTRING LIMITED (CIPRU)

Administrator: BEZER IURIE, IDNP 0961607540660.

Director Iurie Bezer
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CAMP MEDICA DISTRIBUTION S.R.L.

With its headquarters at: Str, Stanei, Nr. 29, Sector 4, Bucuresti

And with the following working points: Str. Stanei, Nr. 29, Sector 4, Bucuresti

Has documented a

QUALITY MANAGEMENT SYSTEM

Which fulfills the requirements of ISO 13485:2016

For the following activities:

Manufacture of basic pharmaceutical products; Manufacture of

pharmaceutical preparations; Agent specialized in sale of other particular

products; Manufacture and sale of in vitro medical devices

Certificate series: DM Number: 1009

Date of initial issue: 09.10.2017

Last update: 04. 1 0.201 8

CERTIF1CATION BODY

MANAG EM ENT CE RTI FI CATI ON

Confirms that the following organization:

. . ,-'",,", "tr i

\" 1".\-rr i-,:;^"1;
AdilBfiDI?ATION

ORGANISMUL DE CERTIFICARE MANAGEMEI(T CERTIFICATION

CERTIFICATE

Valid until the next annual visa dated: 08.10.2019

GENERAL MANAGER

VOEVODSCHI COSMIN

t.* 
*

EFQM,,,:r #w'.W{T&

{1.! 1 :1.!)-!,l ).:....): :. ).
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Producl $ervice

EC f,ertifteate
Froduction Quality Assurance $ystem
Directive 93142/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or lll)

No. GZ 14 08 29670 029

Manufacturer:

Faeility(ies):

Product
Category{ies}:

Report No.:

Valid from:
Valid until:

713fl41V29_1

2014-08-12
201 9-07-31

Greiner Bio-One GmbH
Bad HallerStra8e 32

4 50 Kremsm0nster
AUSTRIA

Grein*r Bio-One GmbH
Bad Haller StraBe 32, 4550 KremsmUnster, AUSTRIA

VACUETTE@ Blood Collection System:
VACUETTE@ Multiple Use Drawing Needles,
including VAGUETTE@ VISIO PLUS Needles

The Certification Body of TUV SLJD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system lor manufacture and final inspection
of the respective devices / device categories in accordance with MDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For rrrarketing of class llb and lll devrces an additional Annex lll cerlificate is
mandatory. See also notes overleaf.

Date, 2014*08-13

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

ffioo6oaza\

H':o+"
;P?s.q

Hans-Heiner Junker

fUVSUU ProductService GmbH ' Zertifizierstelle ' RicllerstraBe 05 , 80339 Milnchen Gerrnany TilJV(
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sN2.3 AnU.HIV 1,2
caseta

Sange/ser/plasma 30 teste/kit 1B luni >99o/o 99o/o .pdf
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Cod FPO 7.3.1 2i 10

revlFirst Romanian rapld tests manufacturer !

e-rnai I : eeles@car;6,medice.rc,
ftllS,: I I v,/v,/v,/. ca ntpnt t,d,ice,.r c,

"See lVor,y" Anti HIV 1.2 Cassette Test

Whole blood/Serum/Plasma
For in vitro Diagnosis Use

Product Code: SN 2.3

INTENDED USE

The "See Now'HIV'I,2 Test is for the qualitative detection of antibodies

specific to human immunodeflciency of virus (HlV) in whole blood, human

serum or plasma. This test kit is intended as an aid in the diagnosis of

HlVl and HlV2 infection.

PRINCIPLE
The "See Noyv'HlV1,2 Test has been designed to detect the HIV infection
through visual interpretation of color development in the test device, which
is a sandwich solid phase gold conjugate immunoassay. The test device
contains membrane strip that is pre-coated with HIV antigens on the test
band region and goalanti-mouse polyclonal antibody on the control band
region. The HIV antigens-colloid gold conjugate pad is placed at the end
of the membrane. When the HIV specific antibodies are present in

samples, the mixture of colloid gold conjugate, sample and developer
buffer moves along the membrane chromatographically by a capillary
action. This mixture then migrates to the test band region and forms a
visible line as the antigen-antibody-antigen complex forms. Therefore, the
formation of a visible precipitation in the test band region occurs when the
sample is possible for the HIV specific antibodies. When the HIV specific
antibodies are absent in the sample, no visible color band will form on the
test line region. Therefore, the absence of the color band on the test line
region indicates a negative result. A colored band will always appear at the
control region. This control band serves as a procedural indicator for the
proper performance of the test and the device.

REAGENTS AND MATERIALS SUPPLIE

. Test inshuction, buffer (diluents) solution

. Pouch Contents: Cassette, Sample Dropper,

Desiccant,

MATERIALS REQUIRED BUT NOT SUPPLIED

. Specimen colleclion container

. Timer jsssn4*

pToRAGE AND"STABTLTTY ,rsstrr+'-

The kit should be stored at refrigeration (2-8"C) or at room
temperature (1 0-30'C) in the sealed pouch for the duration
of the shelf life.

PRECAUTIONS

o FORPROFESS/ONALAND /N V/IRO D/AGNOSI/C

USE ONIY
. Do not interchange reagents from different lots or use test kit beyond

expiration date.

. There should be no smoking or eating where antigen containing

materials are being handled.

o Wear disposable gloves and lab coat while handling specimens.

Wash hands thoroughly afterwards. Use appropriale precautions in

the collection, handling, storage and disposal of specimens, used

pipette, and gloves, Discard used materials in a proper biohazard

container.

. Do not open the foil pouch until you are ready to perform the test.

. lcteric, lipemic, hemolysed, heat treated and contaminated sera may

cause erroneous results.

SPECrlvtEN gOLLECTT0N ANq ST0RAGE
. For serum samples collect blood in a tube without anticoagulant and

allow it to clot.

. For plasma samples collect blood in a tube containing anticoagulanl

(EDTA, citrate or heparin, respectively).

. Testing should be performed immediately after the specimens have

been collected. Do not leave the specimens at room temperature.

. Fingerstick sampling is recommended for this assay. Middle or ring

finger is the preferred puncture site.

. Clean patient's finger with an alchol swab. Wait until it is dry.

. Puncture the fingertip with the lancet, Wipe away first sign of blood,

. Gently rub the hand from palm to finger to help form a drop of blood

over the punctured site.

. Use the provided pipette to pick up the blood, and apply one drop of

the blood to the sample well of the device

TEST PROCEDURE

. Remove the test device from pouch when ready to per{orm the

test .Label the test device with patient or control identification

. Remove the test device from the sealed pouch by tearing at the

notch. Then place the testing device on a level surface

' For serum or plasma, add 5 drops (0.2 ml) of specimen without air

bubbles into the sample well that is maked with an anow on the

testing device.

. Forwhole blood specimen add one full drop (40!t1) of sample; after

the blood was absorbed add two drops (80u1) of diluents.

. Read the results at 15-20 minules. Ensure that the background of

the test area is white before interpreting the result

INTERPRETATION qF RESULTS

Negative

Only one pink colored band

appears at the control region.

Positive

Distinct pink colored bands appear

at the control and test line regions.

lnvalid

No visible band at the control

region. Repeat with a new test

device. lf test still fails, please

contact the distributor with the lot

number.

LIMITATION OF PROCEDURE

. The assay is designed for human blood, serum or plasma use

. This test kit is to be used for the qualitative detection of ant bodies to

HIV

. Negative result does rule out infectron by HIV because the

antibodies to HIV may be absent or may not be present in sufficient

quality to be detected at early stage of infection.
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QUALITY CONTROL

The procedural control is included in the test. A

the control region of the membrane indicates

test and the device.

I:rrcI;ereri -trOl\r,I'IrIl,: Plioncl;;i". t/,-02.i- /,56.!il,.lfi: tt-07.'r-
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