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EC Declaration of Conformity
according to the Directive 98/79/EC
(applicable to IVD Devices of NOT Annex II and NO

Manufacturer:

Safecare Biotech (Hangzhou) C

Address: Building 2/203, No.18 Haishu Rd.
Yuhang District, Hangzhou, Zhejiang China 31

EC Representative: NIC GmbH

Erlenweg 13,49076 Q
We, the manufacturer, declare under our so

the medical
device(s)

Product Name

of Category:

98/79/EC of the European Parlia

Medical Devi

Applied har 1S023640:2015
standards, n 13612:2002
13641:2002
ISO 14971:2019
013485:2016

standards or
normative dot

of the Council on In-Vitro Diagnostic

ENISO 18113-1:2011
SO 18113-2: 2009
EN1041- 2008

EN 1SO15223-1:2016

Conformity
assessment

procedure Module A (EC Declaration of Conformity) (Annex III, except point 6)

Notified Body NOT applicable

(name & number)
Certificate & number

Signed on 28th Sep.,2020  Place: Hangzhou, Zhejiang, China

Signature (on bel

X /§";‘
Name of au signatory: @\Qiu
Position held firthe ('cj}ﬁy: Geperpl Manager

Seal/Stamp: r:»L ‘E’j

!/pln‘n [ uw-7_)7

\\\\\\\\\‘ “

&
SRR
b

vy
f

/)
f?'}j

/)-'A

m{

X

S S
DR

RO O PP
Iy et ityy
G

s

R A R
ORI

38 ;;l:n{x?;."!"”'!'-'t:’:yév‘!' = 5
R

i
AN

X

T 5

.’

".'
O

£ 3 8 AT
SRR
: "0’0’6,:?0.‘-‘

(XK
A"’ ﬁ’

N

3
\

N
es

N

\

T
N

R R
AR \

QR

i
()

-'l;l;.
",
Y,

.'

i

3.
()

R3S
"9 "0 S,

RS e,
AR
KRR

ErET L
‘ »:o{o{o‘o:g’ W

" wy,
"




