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Devi

Decl4ra
Require

526711

Code c,rnforms to the said Directives.

M.J. Steohenson

1 4828440

1 4828442

Title: Managing Director

Date: 06 Aug 2015

Helena Biosciences Europe

Queensway South, Team V,rlley'Irading Estate,

Gateshead, Tyne and Wear, NEl l 0SiD,

United Kingdom



Decl ration of Conformity

on of the Gouncil Dilective 98/79/EG on the aprproximatilon of
L-.. ,- -^r-a!-- 4- ,-^ lttl--- h:---^^^4!^ ra^J!^^lthe laws of the Member States relating to In Vitro Diagnostic Medical

HL-7-05'11

Devices

DeclArati

Product
Code

5376

Full Nf,me:

Signed:

Tef +44 (o)

Fax +44 (0)

Reqqir nts and Annex lll (E
secti0ns
AorB.

5. The below listed

DOt 2015t08 (4)

GE marking.

of conformance to

Description

Clauss Fibrinogen 1

M.J. Stephenson

1 482 8440
I 482 8442

ble sections of Annex | - Essentia
Declaration of Conformilry) imposed by
ucts are not classified und,er Annelx ll Lists

GMDN
Classification Code

55997

to the appropriate technical files will be made available to the
apprQpria body in the event this i

evices registered
Directives.

above GMDNaga nst theI, the ned declare that the
Classificat Code conforms to the

Title: Managing Director

Date: 12 Aug 2Q15

Helena Biosciences Europe

Queensway South, Team Villley Trading Estater,

Gateshead, Tyne and Wear, NE11 0SD,

United l(ingdom
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De laration of Conformity

1 DOl2015/08 (1)

cation of the Council DiTective 98l79lEC on the apploximation of'.'of the Member Statef reiating to In Vitro Diagniostic Medical

ion of conformance to applibable sections of Annex | - Essential
nents and Annex lll (ECI Declaration of Conformitv) imoosed bvts and Annex lll (ECI Declaration of Conformity) imposed byl
2 to 5. The below listed p s are not classified undef ,Annex ll Lists2 to 5. I ne below listed products are not classified undef Annex ll Lists
Access to the appropriate technical files will be made aVailable to the

body in the event this id required.

& CE marking.

Description

APTT Si L Minus

declare that the
Code conforms to the Difectives.

M.J. Steohenson

GMDry
Classification Code

55981 ,

registered against the above GMDN

Title: Managing Director

Date: 11 Aug 12015

Helena Biosciences Europe

Queensway South, Team Valley Trading Estate,

Gatesheacl, Tyne and Wear, NEl l 0SD,

United Kingdom

(h,il
191 4828440
191 4828442

a-bi osci ences. com

otoscrences.com
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lepublid,a Rechizitele bancare:
Cod fiscal/ I 00 3 600 I I 7 5 82
n,.Jrytlt- /AanaAo<Cod TVA: /0205086
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cocl: 64

cod IBI.N : N)'D I 4AG0 000002 2 5 I 84 80 I 5 42GROUP.MOLDOVA

INF'ORMATIVA

nta "GBG-MLD" SRL v6, aduce I'a cll
panra
istrate

ryun. Chlisind

,f. rightiro o

Citre grupml de lucru
Achizitia nr.210l'7020 dlin 03-09.01.2020

'1n

de

rte

1

7

nogtinla c5, produsele,

in Achizi tt a nr .2l0 17 020 din 03 -09. 0 1 .2020sint
ppblica Moldova confbm I.egii nr.I02 din

intrdrii vigoare:14.1A.2017) eu trrrivire Ia dispozitivele

ln aauza se rificd in R.egistrul de stat aI Dispozitivelor
prin interrnediul site-uLlui oficial al Agenlieiicale

icpm

IT.
erlul

iP'
iPr

pu

fu
Dir

: 03-

d

i Dispozitivelor Medicale - www.amed.nrd
de valabilit*e rbstant (la momentul livrarii) va constitui 80% din

usului, dar nu mai putin de 12 luni
a mostrelor in n de 3 zile de la soliciitare.
a informalie refdritpr la produsele ofprite.

icovschi

GLOBAL BIOMAR]KETINGI GROU]P MOLDOVA

cdtre
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tului
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