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Nmnton:g HEeers BSotechmcEogy Se.,E_td

Block A No l5.building Nto.1692 xinghu avenue,Nan{ong,226010,China

Teli86-051 3-8535501 7 Fax:86-0b1 3-8S327120

*ee9anatfr oat CI'f e<>mfwnam fity

Manutacturer: Nantong lJgens Eiotectinoiogy Co.,Ltcl

Ruikiing l5,Buildirrg 12 (\,Vest) N<l.l69l Xinghu AvenrLe,

Nirntong Economy&T'eclr rro logy Deve loprnelrt Zone

2260m Nantorlg, People,s Itepublic of Clhinn

European

Re presentetive: $halghai Inte rnarional ilclcling Corlt" {inibl-{ (liLrrope}

DiilestrasseS0, ?0537 I{ar-n[rurg, {iernrauy
Froduct Name: Pregnancy'lest

Model: Stri;r / Cassel,te / Ivlidstrcarn

Trade name. Egens

Classification {lVDD, Annex ll): Self-tesring

Conforrnity Assessment Route: An*ex lV

We herer.vitir declarp that the ab-ove nrentioned products meet the transposition intg riational larv,

tlle provisions oi' the folltrving; flC Courrcil Dircctlves arucl S{anclerrds. AII supporiing

docurnentations

are letained uncler the premises o1'ghe manlrlacttrrer.

Genercl app{icable directives:
DIRBCTIVE 98/'79/EC OF 1'1"{E EUITOPEAII PARLIAN4ENT AND GF'fHIl CotjNCti. of 27

Octot:el l99B on in vitro dineuostic nredical dcvie.es

Starrclard Applicd: See attaclted li-st ol'(harmonised - EN) standrxcls {'or which clocun.reqte.d

eviclence ol'cornpliance can bc provicled.

Notified Body: TIJV SIJD Product Scrvice CmbH, Ricllerslr. 65" &0139 MUnchen, Oelnrany

ldentification nurnber: CEOl2i

(EC) Certificate(s): No. Vl l2 08 63367 0l I

Expire date of the Cerlificate: 2017-08-24

Stad of CE Marking: 201?-10^11

Place, Date of fssue: Nantong,20l2-i0-17

$ignature: Weijun Ou

Posiiion: CeneralManagcr
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