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} DECLARATION OF CONFORMITY

i Regarding In Vitro Diagnostic Directive (98/79/EC)

S ?HYMONBIO

Abs. ot S— ) Manufacturer: Hymonbio Co., LTD.
- . . ;i nel Test Kit = Address: No.52, Yingang Road, TC-BIOBAY, Suzhou, China
Hymon @ pespiratory Triplex Pa g
7 EC Representative: SUNGO Cert GmbH
96 tests Address: Harffstr. 4740591 Dusseldorf, Germany

Cat No. 351261

Product Name:

Hymon ® Respiratory Triplex Panel Test Kit
Manufacturer: Hymonbio Co., LTD Specification 96 TESTS
Domicile: No.52, Yingang Road, TC-BIOBAY, Suzhou, China Classification Others (IVDD)

Conformity Assessment

Annex Ill of In Vitro Diagnostic Directive (98/79

Procedure

We here with declare that the above-mentioned products meet the requirements of In
Vitro Diagnostic Directive (98/79/EC) and the following harmonized standards

EN ISO 14971:2019 ENISO 18113-1:2011  EN ISO 18113-2:2011

3 EN 13612:2002+AQT280277 EN ISO 23640:2015 EN 13641:2002

EN IS0 204£7: 2021 :

Signature {4

Position: GM

Date [ 15 J33
t /

Place; Suzhou/ China
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Regarding In Vitro Diagnostic Directive (S8/78/EC)
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DECLARATION OF CONFORMITY

Regarding In Vitro Diagnostic Directive (98/79/EC)

Manufactarer #ymonbio Co., LTD.

Address. No %2, Yingang Road, TC-BIOBAY, Suzhou, China,

EC Represantative: SUNGO Cert Gt

Addrass Harffslr 47 40591 Dussstdort. Germany
Product Name: Hyman™ MULTONE™ Monkeypox Test Ki
Specification: 52 TESTS /96 TESTS

Classification Others (WDO)

Ceanformity Assessment

Annex |1l of In Vitro Diagnostic Directive (96/
Procedure
Wie here with declare that the sbove-menticnad procucss meet the requrements of In
Vitro Disgnostc Divective (BBTWEC) and the fofowing harmanized standards

EN IS0 140712015 EN SO 1811212011 ENISO 18113-22011

EN 13612 20024 AC 2002 EN 150 23640:2015 EN 138412002
EN ISO 2083772027

Signatiire: 7 g 0
Positibn. GM *

oate: &Yk [/ 7227

Place: Suzhou/ China
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Prr

Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Motify pursuant to §§ 23 and 30 (2) Medical Devices Act, MPG

Formiblatt rar In-vitro-Diagnostia | Form for in Vitre Diagnoa@c Madical Devicas:

4 A 1 . 1 M)
Forvuirarirss S0 Bl

Anzaige | Notification

Zusiindipe Behdnde | Competant authority

(Code
[DECAZD

R 1 bed der Echdnde Regisiiemummer | Registration number
Fagistation dake at compshemt suthonty DE/C AN -Sunego-Cart- 109622
28.07 3033

[Bezeichnung !/ Name
[Eezirksreglenang Dlseeldor?, Dazemat 24

[Staat | Staie Land ! Federal siabe
D-swrtrohland Mordirte n-Wechsin

(et Tty Postiedtzahl ! Fosial code
Dot 40474

Fechtsgrundiage | legal basis

B Ie-virr-Diagnostics (35 7THEG) [ Garman Medical Device A (98T EG)

O Aridkel 11003 Venordrung (EU) 20170746 (Legacy Dewice) 7 Arficie 110{3) Reguiation (L) 2017745 (Legacy
(s ]

O Verondnung (EU) 2017746 (VDR § Regaiaton [EUN 2017746 (IWDRY

Straiie, Haus-r. | Strest, house no.
Ceallienalies 2

Teldefa f Fax

+48-211-4TE2ET1

Teietfon ! Phome
+48-211-4TED

Typ der Anzeige | Moffication type
[ Erstarz=ige | Initisl notfication

O Anderungsanzeigs [ Notficabion of change
DO Widemutsanzeige | Motricaton of withdrawal

E-dal / E-mall
Gez2 & mpgibrd.mrw.de

prradi i et iy

Frilhere Registiemummer bed Andenungs- und Widemssanzeige
Presious negisirafion number F rotfcafion Fas besan chanpged or withdrawn

Arzeigender nach § 25 MG ! Reporter pursuant to § 25 Medical Devices Act, MIFG
O Hersheder | Marafaciurer
= Bewolimachbiger | Authorised Representative
O Enfdhrer ! Importer
(=Rt ver A0r das wsetzen von Systemen oder Behandungseinfelzn nach § 10 Abs. 1 und 2
MPG / Assembier of systems or procedure packs pursuant in § 10 (1) amd (2) Medical Devices Act, MFPG
O Betrieh oder ElRAchiung (aufberslten) nach § 25 Abs. 1 MPG L Y. m. § 4 Abs. 2 MPBersby
Instifion (processing] pursuant o § 25 (1) Medical Devioes Act, MFG in connection with § 4 (2) MPE=iebY
O Betriel oder Elnrichiung (sterlisienen) nach § 25 Abs. 21 V. m § 10 Abs. 3 MPG
Insiiufion {serlzng) pursuant b § 25 (2) In connechion with § 10 (3 Meadical Devices Act, MPG

Anzeigender | Reporting organicaion (person)

(Ciode
DETD DD 32 B8

Bezeichnung ! Name
‘Eumgo Cart GmbH

Staat ! Staie Land ! Federal siate
Dewtcohland Hordrhwin-iectaian
= R Posteitzahl | Fosmal cooe
Diliccalidort 40651
Straile, Haus-r. | Street, houwse no.

Harficir. 47,
Tieton | Fhone Tietan | Fax
4521187838133
E-Mall / E-mall

Eungo. groupiyahoo.0om
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CERTIFICATE

With EU Directive of

In Vitro Diagnostic Medical Directive (IVD 987%EC)

AR

215434

Certificate No.: NBO316SUHO31571

Holder; Suzhou HAIMIAO Bistechnologies Co., Lad,

No.52 Yingang Read, TAICANG port econambic and

% N technological development zoae, Suzhou.
A4S 20170850 % - Product: colaSafe™ Colorectal Cancer DNA Screening Test
Hi g 20170851 % Model(s): 1S TESTS
2018063 < _ S EN 950:2008
4 20180631 F Standards: pacate
A A 20190651 S - EN IS0 14971:2012

KHH 4 20190677

1
1

Based upon the voluntary assessment of the product sample and Technical
£ 20190763 & - Construction File, the apparatus is deemed to meet the requirements of the
above standards and EC directives

W H A 20200281 3 -

of the are In with the of the sample
submitted for assessment and detailed in the technical file,

FAAEE 20200372

- EEHREILTE

g et .+ FPPEMBRISEDIA I

PR AR

NIMU (UK) Certification Services Group Limited

Chase Business Centre 39/41 Chase Side Southgate,Loadon, England ® $ g 1{ i‘ﬁ ?lqj f::l:
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