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EC Declaration of Conformity

.

? according to Directive 98/79/EC, on in vitro diagnostic medical devices v ,'
f“" Ref. No.:20220513-A07
gffﬁ Mot ctaras Getein Biotech, Inc.
igf (Name, Address) No. 9 Bofu Road, Luhe District, Nanjing, 211505, China i
{;éf Authorized CMC Medical Devices & Drugs S.L. | ':;;
e Representative Add: C/ Horacio Lengo N° 18, CP 29006, Malaga, Spain | (8!
‘% (Name, Address) i@fi
; ;:t: No. Product Name |
P
:ﬁ: 1 Getein 1600 Immunofluorescence Quantitative Analyzer
.E“é; 2 Cardiac Troponin I Fast Test Kit (Immunofluorescence Assay) I
':X-: 3 NT-proBNP Fast Test Kit (Immunofluorescence Assay) :4:;
-:ﬁ:» 4 hs-CRP+CRP Fast Test Kit (Immunofluorescence Assay) i;,:.
éﬁ; 5 NT-proBNP/cTnl Fast Test Kit (Immunofluorescence Assay) ;:%.
:@E 6 CK-MB/cTnl/Myo Fast Test Kit (Immunofluorescence Assay) Egz
E;\\éz 7 D-Dimer Fast Test Kit (Immunofluorescence Assay) E:’;
::;,g 8 PCT Fast Test Kit (Immunofluorescence Assay) %;;:’
.}‘»,:. ’ 9 CysC Fast Test Kit (Immunofluorescence Assay) .:;"f:.
;%?; 10 mAlb Fast Test Kit (Immunofluorescence Assay) :.’@;
E*E 11 NGAL Fast Test Kit (Immunofluorescence Assay) : y
Y Medical device 12 B2-MG Fast Test Kit (Immunofluorescence Assay) :

13 CK-MB/cTnl Fast Test Kit (Immunofluorescence Assay) ‘
:*: 14 HCG+ Fast Test Kit (Immunofluorescence Assay) 3 2
,:?f:, 15 H-FABP Fast Test Kit (Immunofluorescence Assay) ‘ ;:;:;‘*:E
iﬁ 16 PCT/CRP Fast Test Kit (Immunofluorescence Assay) ;:
‘E:;::: 17 CK-MB/cTnl/H-FABP Fast Test Kit (Immunofluorescence Assay) | .E:E.
':;;:f 18 HbA Ic Fast Test Kit (Immunofluorescence Assay) ' ’::,g
3 19 ! NT-proBNP/NGAL Fast Test Kit (Immunofluorescence Assay) i -:4}3
.;f,‘f:i 20 CK-MB Fast Test Kit (Immunofluorescence Assay) | g%:
;%i B;‘%;Eaggg%;?g lb %’9(:}; ;%%nEl%llsn%im 21 |Phs-cTnl Fast Test Kit (Immunofluorescence Assay) 1 :*:
:“: , Eﬁii‘;’fgﬁ}“ﬁﬁﬁfv‘gﬁgmmm 22 T3 Fast Test Kit (Immunofluorescence Assay) ,\f-’i'-"

23 T4 Fast Test Kit (Immunofluorescence Assay)

24 TSH Fast Test Kit (Immunofluorescence Assay)

25 Scr Fast Test Kit (Immunofluorescence Assay)

26 PLGF Fast Test Kit (Immunofluorescence Assay)
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27 HCY Fast Test Kit (Immunofluorescence Assay) i [
28 Anti-CCP Fast Test Kit (Immunofluorescence Assay) ; ::E |
: 29 25-OH-VD Fast Test Kit (Immunofluorescence Assay) R
8 y }' 30 Lp-PLA2 Fast Test Kit (Immunofluorescence Assay) g
:?;E. 31 FOB Fast Test Kit (Immunofluorescence Assay) ‘:;,
::;é:: 32 SAA Fast Test Kit (Immunofluorescence Assay) 'E:;::
.';k". 33 H. pylori Fast Test Kit (Immunofluorescence Assay) i ‘
::ﬁ;. 34 PRL Fast Test Kit (Immunofluorescence Assay) ; :
:E% 35 Transferrin Fast Test Kit (Immunofluorescence Assay) ’:a,:
E?;E 36 Insulin Fast Test Kit (Immunofluorescence Assay) ?ﬁf
.Eéé; 37 PG I /PG Il Fast Test Kit (Immunofluorescence Assay) ‘:g::
i;;-: 38 LH Fast Test Kit (Immunofluorescence Assay) ; ; :
.:f::. 39 FSH Fast Test Kit (Immunofluorescence Assay)
;ﬁ; 40 Anti-TP Fast Test Kit (Immunofluorescence Assay)
E?:E ; 41 AFP/CEA Fast Test Kit (Immunofluorescence Assay)
.éé': 42 AMH Fast Test Kit (Immunofluorescence Assay)
'::,é:’ 43 fT3 Fast Test Kit (Immunofluorescence Assay)
‘._:;:.:. 44 fT4 Fast Test Kit (Immunofluorescence Assay)
g% 45 Total IgE Fast Test Kit (Immunofluorescence Assay)
E@E 46 Vit-B12 Fast Test Kit (Immunofluorescence Assay)
FRR
E{;E 47 Prog Fast Test Kit (Immunofluorescence Assay)
':ié:' 48 Testosterone Fast Test Kit (Immunofluorescence Assay)
.:u;. 49 E2 Fast Test Kit (Immunofluorescence Assay)
g% 50 RF Fast Test Kit (Immunofluorescence Assay)
E;E 51 ASO Fast Test Kit (Immunofluorescence Assay)
‘Z;:::: 52 Ferritin Fast Test Kit (Immunofluorescence Assay)
':;m:; 53 ST2 Fast Test Kit (Immunofluorescence Assay)
-:;;;:- 54 CA125 Fast Test Kit (Immunofluorescence Assay)
,Ef’f;, 55 CA19-9 Fast Test Kit (Immunofluorescence Assay)
:@1 56 CA15-3 Fast Test Kit (Immunofluorescence Assay)
::é; 57 RSV/Influenza A/B Fast Test Kit (Immunofluorescence Assay)
:::éf l 58 Influenza A/B Fast Test Kit (Immunofluorescence Assay)
';;;:: 59 RSV Fast Test Kit (Immunofluorescence Assay)

¥
:\-&4 60 IL-6 Fast Test Kit (Immunofluorescence Assay)

BNP Fast Test Kit (Immunofluorescence Assay)

SAA/CRP Fast Test Kit (Immunofluorescence Assay)

Folate acid Fast Test Kit (Immunofluorescence Assay)

hs-CRP Fast Test Kit (Immunofluorescence Assay)
TnT Fast Test Kit (Immunofluorescence Assay)

PCT/IL-6 Fast Test Kit (Immunofluorescence Assay)
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67 HBP Fast Test Kit (Immunofluorescence Assay)
68 S100-p Fast Test Kit (Immunofluorescence Assay)
69 CK-MB/hs-cTnl/Myo Fast Test Kit (Immunofluorescence Assay)
70 Cortisol Fast Test Kit (Immunofluorescence Assay)

Ayl 71 CEA Fast Test Kit (Immunofluorescence Assay)
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72 AFP/CEA Fast Test Kit (Immunofluorescence Assay)
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Classification Other device (according to Annex |l of the directive 98/79/EC)
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Conformity
assessment route
Applicable EN 13612:2002 EN ISO 14971:2019 EN 1ISO15223-1:2016
coordination EN ISO 18113-1:2011 EN ISO 18113-2:2011 EN ISO 18113-3:2011
standards EN ISO 23640:2015 EN I1SO 13485:2016 ISO 780:2015

EN 61326-2-6:2006 IEC 61326-1:2013

EN 61010-2-101:2002 IEC 61010-1:2010
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Annex Il of the 98/79/EC
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Signatory representative declares herein the above-mentioned device meets the basic requirements
of the European Parliament and the Council’s in vitro diagnostic medical devices directive: 98/79/EC
Annex .

This declaration of conformity is based on European Parliament and the Council's 98/79/EC directive
Annex |Il. The compiled technical file and quality system document according to 98/79/EC directive
Annex |l are testified and the quality system certificate has issued by BSI Group The Netherlands B.
V. The manufacturer is exclusively responsible for the declaration of conformity.

General Manager Enben Su

o
o

¥, )}

®

*.
69

“es
v e

i

45!
APNE
MR

R

e
N

-
Y
*
.

‘e
o

-
'S

S0 me
e

»‘

Novipings
lz‘“* : ngd L 22

S ?
(place and date of issue) (name and Sigha uivatent

marking a_ﬁgé\rize person)
/g -

T
Daw ‘e

Le®
2
-
.

.,.s
s
“aen ny

Seimaane,
TN

e
oS

5P {,;:‘.fn \9;.4-‘
EBEN

-
>
¥
-

oo
(%

! g‘ \\;
)

.
4
-

o o
R AR k)

-
*
¥
.

v,
Y
»

@
.

%,

s
-
e 1Y

o Taab

&
-

..
&

D L e A A T e A L S A T
SNSRI IOTOE e




		2023-07-21T09:35:26+0300
	Moldova
	MoldSign Signature




