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Genrus

—— Declaration of Conformity

(O

Certificate No.: EU2022144

Manufacturer: =
Genrui Biotech Inc. ’;
4-10F, Building 3, Geya Technology Park, Guangming District, 518106, Shenzhen, China. :
Tel: +86 755 26835560 Fax: +86 755 26678789 ===
European Representative:
Lotus NL B.V, s
Koningin Julianaplein 10, le Verd, 2595AA, The Hague, Netherlands.

:
Product Name: 2

See attachment

Model:
See attachment

Classification:
Others device, not in annex IT and not for self-testing, not for performance evaluation.

% Conformity Assessment Route: 2

E'E%.' IVDD 98/79/EC Annex III (excludes section 6) Disiall

=3 We here with declare under sole responsibility that the above mentioned products meet the } }
provisions of the Council Directive 98/79/EC on in vitro diagnostic medical devices. 1 5’3“:3» Mol
:::. General Applicable Directive: ;g |
Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in a5

r vitro diagnostic medical devices. ==

= 5

.5 Standards Applied: by

- EN ISO 13485:2016 EN 13612:2002 EN ISO 14971:2012 EN ISO 18113-1:2011

EN 62304:2006 EN 61326-2-6:2013 EN 61010-2-101:2002 EN 61326-1:2013 "_ '

EN 62366:2008 EN ISO 15223-1:2016 EN 61010;},2‘(%1’0;1‘}1%]*3]\1 ISO 18113-3:2011 fﬂ
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é%" Place, Date of Issueif' IR Shgpzﬁén;;'lfé\l; : ary. 14™ 2022 - =7
c € Position Held in Comp ly Mﬁiﬂ_aggméﬁf Representative I

"'t' _ Signature:Li Yiping - o o =
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Genrus

Declaration of Conformity ——

Certificate No.: EU2022144

Attachment : R

Product Ngiﬁé:‘:"j‘ 5 . - :,-;L
Quantitative Imnunoassay Analyzér ‘-‘1;.
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Model: AN s =
FAS0, FA120 ™, ./ =

Including reagéﬁ‘ts' és fbl-lowing:

No. Kit name

Quality Control name

1 D-Dimer test kit (Immunofluorescence)

D-Dimer Quality Control

2 Glycosylated Hemoglobin (HbAlc) Test Kit
(Immunofluorescence)

Glycosylated Hemoglobin (HbAlc)
Quality Control

3 B-Human Chorionic Gonadotropin (B-HCG)
Test Kit(Immunofluorescence)

-Human Chorionic Gonadotropin
(B-HCG) Quality Control

High Sensitive C-Reactive Protein(hs-CRP)
Test Kit(Immunofluorescence)

High Sensitive C-Reactive Protein
(hs-CRP) Quality Control

cTnl/CK-MB/Myo (Cardiac pancl) Test Kit
(Immunofluorescence)

cTnl/CK-MB/Myo (Cardiac pancl)
Quality Control

N-terminal Pro-brain Natriurctic Peptide
(NT-proBNP) Test Kit(Immunofluorescence)

N-terminal Pro-brain Natriurctic Peptide
(NT-proBNP) Quality Control

Myoglobin (Myo) Test Kit

Myoglobin (Myo) Quality Control

(Immunofluorescence)

Procalcitonin (PCT) Test Kit Procalcitonin (PCT) Quality Control
(Immunofluorescence)

Cardiac Troponin I (¢Tnl) Test Kit Cardiac Troponin I (¢Tnl) Quality
(Immunofluorescence) Control

CK-MB(CK-MB) Test Kit CK-MB (CK-MB) Quality Control
(Immunofluorescence)

Interleukin 6 (IL-6) Test Kit Interleukin 6 (IL-6) Quality Control
(Immunofluorescence)

C-Reactive Protein (CRP) Test Kit C-Reactive Protein (CRP) Quality
(Immunofluorescence) Control

Triiodothyronine (T3) Test Kit Triiodothyronine (T3) Quality Control
(Immunofluorescence)

Thyroxine (T4) Test Kit Thyroxine (T4) Quality Control
(Immunofluorescence)
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= No. ' Kit nap‘;‘]s Quality Control name
15 | Prostate Specific Antigen (PSA) Test Kit Prostate Specific Antigen (PSA) Quality
,“:V (Immunofluorescence) Control
\{é’z % 16 Free Prostate Specific Antigen (f-PSA) Test | Free Prostate Specific Antigen (f-PSA)
ftgz Kit (Immunofluorescence) Quality Control
,5’5 17 Free Triiodothyronine (FT3) Test Kit Free Triiodothyronine (FT3) Quality
‘;5 (Immunofluorescence) Control
3 Free Thyroxine (FT4) Test Kit Free Thyroxine (FT4) Quality Control
(Immunofluorescence)
Alpha Fetoprotein (AFP) Test Kit Alpha Fetoprotein (AFP) Quality
(Immunofluorescence) Control
Carcinoembryonic Antigen (CEA) Test Kit Carcinoembryonic Antigen (CEA)
(Immunofluorescence) Quality Control
Thyroid Stimulating Hormone (TSH) Test Follicle Stimulating Hormone (FSH)
Kit (Immunofluorescence) Quality Control
CA19-9 Test Kit (Immunofluorescence) CA19-9 Quality Control
CA125 Test Kit (Immunofluorescence) CA125 Quality Control
Dengue NSI Antigen Test Kit Dengue NSI Antigen  Quality Control
(Immunofluorescence)
Malaria Pf/Pv Antigen Test Kit Malaria Pf/Pv Antigen Quality Control
(Immunofluorescence)
Serum Amyloid A (SAA) Test Kit Serum Amyloid A (SAA) Quality
(Immunofluorescence) Control
Tuberculosis 1gG (TB-IgQG) Test Kit Tuberculosis IgG (TB-IgG) Quality
(Immunofluorescence) Control
Tuberculosis IgM (TB-IgM) Test Kit Tuberculosis IgM (TB-IgM) Quality
(Immunofluorescence) Control
Ferritin (FER) Test Kit Ferritin (FER) Quality Control
(Immunofluorescence)
Follicle Stimulating Hormone (FSH) Test Kit | Follicle Stimulating Hormone (FSH)
(Immunofluorescence) Quality Control
Luteinizing Hormone (LH)Test Kit Luteinizing Hormone (LH) Quality
(Immunofluorescence) Control
Prolactin (PRL) Test Kit Prolactin (PRL) Quality Control
(Immunofluorescence) ff‘»é%’%\;{fﬁ \
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B3 i Quality Control name s
";’.:‘3 No. Kit name =
= ; i-Miillerian Hormone (AMH) 32
= 33 | Anti-Miillerian Hormone - Anti-Miille | ( =
== i { =
= (AMH) Test Kit (Immunofluorescence) Quality Contro - : :__%?
= i X ne (Prog) Quality Contro RS
= 34 Progesterone (Prog) Test Kit Progesterone (Prog) Quality 'féi
¥ <)
:‘:"-“ﬁ (Immunofluorescence) — ;%3
=t ; one =
?’-:f:' 35 Testosterone (Testo) Test Kit Testostero -.':::’?
= . o2s
= (Immunofluorescence) e =4 a,%:
s=3s _ , foot 1 i =)
£‘§-‘ 36 25-0H Vitamin D (25-OH Vit-D) Test Kit 25-OH Vitamin K “—?..““3
= Quality Control > ant =
o (Immunofluorescence) =
F Ry i
= W\ 722\
b 3 ==
o= o7 ==
= u:bh".
B3k 02 ¥y
=4 s =
E2H AR
s /)
= <4
g e
NS
| YL
7 Y
= =
== ==
5= =
20 23
= Do
— "‘t‘,
= e
=i =
=3 =
fo<t; arss!
=h =
<28 ot =2
vt boro<d
=3 1=
o =
Co< ] b
2k 9]
Ty [ <
= 2
= =
= ==
VS =
FoS pofosd
£3% 2
== =
= =2
<o NS K2
= R =
= <\ =
= s\ il
= T SRR YRR R 22 T Y R AR KR R KRR Ok RR S T e
e NN R Nk s
:‘-?,' BB G ooy -.6‘.‘1 $ '-'.l:‘."'.;!f""-'!;!".' .'—"”.' v-qf"""‘f( '."“’?ﬂ Lt d I ‘ .\ \\‘ ) ’ 0.'0”}‘0‘0‘?‘“"."0“‘ A "‘.‘0 A ‘.‘_‘ AN A AMAD DOOGAN AN “' )
g-?«.f&’:?:*{ﬁ*:’:&&.ug.,&0@:@:9:9.9,?&‘M?.!J{Q&fo’&%’#&?‘!‘w (DM @M@ng LANOOBAAMN K VY

Sl

)

4\l

¥)

XYY

49

OO0

YY)

(WYX




		2024-01-31T10:21:29+0200
	Moldova
	MoldSign Signature




