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Bceu sa nuuaM

Aeropr3aqHoHH

Hacros , Mbl, ras <HEl-ENly'r
(HELENA B IEN EUROPE>, c
South, T Val Trading Estate, G
Ben HUAI

KolanannR G.M SRL, pecny6nura
Chisi h?, 65, o$uc 607 na:nqlorcs
BCefi n HtAu (HELENA Bl
Pecny6nuxu aBTOpr4soBaHa nF'

Kon,tnauuu BG.M SRL nueer npaBo HMno

86il.!e nepeq HHOt4 npoAyKql4H Ha Teppr4ropHH

Hacroriuee frcrshreruFto Ao 31 Aera

e cmpau'ax CHI',

MobifE
Phone:
Email:

Flelena Blgsclances Eurcrpe

Quesnsway SryJth, Tearn'\,itiliey Tradhg Estat6,
Gatesturad, Tyne rrnd Wear, NEl 1 OSD, thlted Kkqdom

TeI
Far

Hs'sB t-rbarstd,l€q (trQ UA t:cng m nrini efuam* gqtlr Fk€ilhrld h:En€tandi 1 t€O2Ot, KS l€4€s

-bioscienc€s.conl

TORI
oSr

ux6e, MD-2001, ynHqa
HbtNirh 4ncrpu6rrcTopa Mh

PED Ha rerpprroprh
yqaGTre BCeX TeHAepax;

, npoAB Ht F V't npoAaxh
Mon4oaa.

2020 r

+a4 (r)191 4828440
+44 (C0191 4a28/42
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HL-7- 051 r DC DOI 2013/08 (3)
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the laws

Councll Directive 9E/7
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CE ma
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approprl

Product
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5376
5376H

Tel +4a (0)

Fax +44 (0)

info@helena

nts and
to 5. The
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body in

Annex lll (EC Declaratic
relow listed products are n

e appropriate technical fi
e event this is required,

Fibrinogen 100
Fibrinogen 100

l, the u rsigned lare that the devices reg
Classif ica Code orms to the said Directives.

Full Name: M.J. S

91 482 84

91 482 84 O

Ga

www.netena Unit Kingdom

c approximation ofon
Vittln Diaqnostic Medical

Annex I Essentialtions of
nofCo
t classifi

ormity) imposed by
rlnder Annex ll L.ists

will be iirde available to the

9MDN
plassification Code

inst tfre above GI\l1Dl\
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GEIC'-MDL SRL
Global Biomarketing Group
Moldova'
05 Tighina Str., office
MD.2001 Chisinau
Repr.rblic of Moldova

l',ir-r vaTec I n r m L rn rl ia q n osti cra f-^i n l tr h
Waldstratle 23 AO
63120 DieDenhach, Gerntar ry

Tul.i +49 (0) 60 i4l4876-0
Fax: -t"49 (0) 6074/487fr-29
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Be 23 46, 63128
iornrarketing Group

lic of Mo[dova
ister, to distribute
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inated by either party

With best regards
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elritla-l'.4.rrln Duchmahn B*r'lir

l'la ndelwe glsir: : ; t'l Fl H Otle r I tiridr120 g5

To whomever it may Concern

2020 trnless te

63 128 Dietzenblch, GorffiariY
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Kto,-irlr 01U0120
B]C1 D*UTDEDSTRA
lBAhlr DE e0 5007 00;140C10

Kl0.'l'l
BlCr I
lp/\$li t24'00051243 00

By herbby, we, NovaTec lmmundiagnostica GmbH, Wald
Dietzenbach, Germanyl, declare that GBG-MDL SR.L Global
Moldova, 65 Tighina Str,, office 607, MD-2001 Chi$inau, Ret
is r:ur author:ized distr.ibutor designated by, us to prpmote, to

and to represent our pNoducts in the territory of the Republic

This declaration is valiQ until December 3.1th,
before the date of expifation,

Sllarlasse Lrjngcn*Seltg$ntifaltji
Brz 506 521 24

diagnOstica GmbH
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Appendix

12104.01.05.00 | Low | 2005-1 1-1 1

12)04.01.01.00 | Low 12005-11-11

2005-1 1 -1 1

2005-1 1-1 1

Total Triidothyronine (tT3) Test

idothyronine (fT3) Test

ne (tT4) Test System 
i

e (fT4) Test

12)04 01.07.00

1275-300

1 2 t04.01 .1 1 .00 2005-1 I -1 1

2010-06-29

(TSH) Test System

12)04.01 .11.00

12104.01 .06.00 2005-11-11(T3U) Test System

2005-1 1 -1 112t04.01.09.00

12104,01.08.00 2005-1 1 -1 1Thyro$lobulin (Tg) 'lest System

12104,01.01.00

200t;-1 1-'1 1

201 0-06-29

201 0-06-29

201 0-06-29

2005-1 '1-1 1

200ti-1 1 -1 1

201 3-09-1 6

2005-1 1 -1 1

2005-1 1 -1 1

Total ihyroxine (tT4), Total Triidofhyronine (tT3)
& Thyroid Stimulating Hormone (TSH) Thyroid
Panel (VAS I) Test System

riidothyronine (tT3 SBS) T

12r04,01.01.00xine (tT4 SBS) Test

Free'Ihyroxine (fT4), Free Triiod{thyronine
(fT3) $ Thyroid Stimulating Hormdne Free
Thyroid Panel (VAS|T) Test Systelp

12.04"01 .90.00TSIH (N-TSH) Test Sysl

12,04 01 .12,00

12.05 01.07

1 2.04,01 .09.00

al (N-T4) Thyroxine Test qystem

17OHP (N-17OHP) Tes

TEIG (N-IBG) Test S

1 2.10,03.04.00

12.10,03.01 .00

yroglobulin (Anti-Tg) Test

Fenility & Frrenatal

12.05,01 .05.00

12.05,01 .04.00

12.05,01.08.00

zirrg llormone (LFl) Test

Hc,rmone (PRL) Test

12r05,01.08 00

List of devices.

B-FI Chorionic Gon
S

Chorionic Gon
(Ext Range hcc) Test

Date: 2013-0Sl-1(3

t2005-11-1'1

2005-1 1 -1 1

2005-1 1 -1 1

12:05 02 05 00

12,05,02 05 00

200ti-1 1 -1 1

12005-'1 1-'1 1

t2013-09-16

-Hurran Chorionic Gon 12.05.02,05.00 :200t;-1 1-1 1
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201 0-06-29

201 3-09-1 t)

200t;-1 1 -1 1

20'10-06-29

2011-09-26

:2013-09-16

t2007-1 1 -0 1

;2010-10-'18

t200ti-1 1-1 1

'.2011-09-26

1 2.06.03.1 0.00

:2005-1 1 -1 1

:2005-1 1 -1 1

:2005-11-11

;2005-1 1 -1 1

:2005-'1 1-11

:2005-1 1 -1 1

12,05.01 .90.00
Follicle Stimulating H

Panel (VAST) Test Sysl

12r05 02.10.00

(AFP), Humanl Chorionic
( hCG ), UnconjLrgaled Estiol (u-

E3) Iriple Screen (VAS-I ) Tesl

Pregrrirncy Associated Plasma

12fi6 02.04.00

12n5.01 .O2.00

Test Systern

S Test Syste:m

ndrosterone (DHEA)

(E:2) Test System

12r05,01 .02.00

12r05,01 .03.00

12fiS.02.02.00Estiol (u-E3) Test

12r05,01.06.00

12r05,01.09.00

12,05.01 .1 0.00

12,05.01 .10.00

12,05.01.07.0017d-OH Progesterone Test S

12,05.01.07.0017o-OH Progesterone - Sl Test

crowth l-lorrnone (hGH)1-est S 12.06 04 02 00

7775-300

12.06.0'1 .03.00

12.06.01.01.00

12.06.01.03.00

12 13.01 .02.00

n I (cTnl) Test System 1 2,13.01 .07 00

Digoxii' (DlG) Test Systern 12.08.01.01.00

12.1 3.0'1 .90.00

12.1 3.01 .05.00
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:2001;-11-1115t01 ,04.03.00Pylori lgG Test System

Pylori lgM Test System 1 5101 ,04.03.00 2005-1 1 -1 1

200tt-1 1-1 '11s,101 ,04.03.00Pylori lgA Test System

12005-1 1-1 112,r03,90.01 .00Alpha+Fetoprotein (AFP) Test

12t03,01 .06.00

12r03,01 .02.00

'.2005-11-11

:2005-1 1-1 1

t2005-1 1-1 1

200ft-1 1 -1 1

CA-1 25 Test System

12)03,01 .03.00CA -19-9 Test Systenl

Antigen (CEA)

Next qeneration Carcinoembryonic Antigen
(CEA) Test System

12t03,01 .31.00

12,103,01 .31.00

12,103,01.90.00Subunit Human Chorionic Qonadotropin
)Tesit System r

12)07 01 02.00

12107,01 .03.00

:200t;1 1-1 1

:200Ii-1 1-1 1

'.2011-09-26

12)02.O1.O2.00

'12t07,01.00.00

E (lgE)Tesl

{3oluble Receptor (sTfR) Test

Vitamin B-1i2 (812) Test System

Vitarnin B-12 (VAST) Te

:2010-06-29

:20 1 0-06-29

201 0-06-29

t2010-06-29

:2010-06-29

t201 3-09-1 6

iz01 3-09-1 6

i2013-09-'16

:201 0-06-29

i201 3-09-1 6

n (Anti-Tg), Anti-i
(Anti-TPO) Contiol - Positive

12.50,01.16.00

1 2.50,01 .1 6.00

Control -'Iri Level -
ropin, Free Beta Human
ropin Subunit, Alpha F

(Tg) {)ontrol - Tri L 1 2.50,01 .1 6.00

'1 2,50,01 .1 6,00

12,50.01.16.00

1 2,50.01 ,16.00

H. Pylirri lgG Control - Positive &

i lgl\4 Control - Positive &

i lgA Control - Positive &

1 2"50.01 .16.00Binding Globulin (TBG)

21.02.10.O1

24 .02.10.01Generalion2EL.ISA&CL

Lumax CLIA Analyzer 21.02.10.01

21.02.10.01
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