ORDIN DE PLATA NR.: 1963 TIP.DOC. 1
DATA EMITERIN1:28 martie 2023

PLATITI: 3500-00 LEI: Trei Mii Cinci Sute lei 00 ban
i

PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL 1BAN

MLD"™ S.R.L. MD95ML0O00000002251429243

CODUL FISCAL :1010600028048 7/

PRESTATORUL PLATITOR CODUL BANCI1
BC""MoldindconbankS_A. suc."Invest'" Chisinau -MOLDMD2X329

BENEFICIAR (R) IMSP Centru CONTUL DE PLATI/CODUL IBAN
1 de Sanatate Nr.1 Orhei MD24MLO0O0000002251033306
CODUL FISCAL :1013606002553 /

PRESTATORUL BENEFICIAR CODUL BANCI1
BC"Moldindconbank™S_A. -MOLDMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI
oferta la procedura de achizi?ie public: NORMAL/ZURGENT =N
a nr. ocds-b3wdpl-MD-1677844033079 din 2:
9.03.2023 :
: L.S.
CODUL TRANZACTIEI:OOlE
DATA PRIMIRI1:28/03/2023 - SEMNATURILE
DATA EXECUTARII: - EMITENTULUI

CONDUCATOR:Web Poiata Vitalie
MI1GYwYJKoZ IhveNAQcCol IGVDCCBIACAQEXCzAJBgUrDgMCGgUAMASGCSqGSIb

DQEHAaCCBGwwggRoMI 1 DUKADAGECARNHAAC j bi 1rgFksQOGAAAAAAKNUMAOGCSY -
S1b3DQEBCWUAMC I x 1 DAeBgNVBAMTFONFU 1QXLUNBLU1VbGRpbmMRjb25i YWSrMBA4 -

DT IXMDEyODExMzgwNVoXDT I OMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKL1EMRA:
gYDVQQ 1 EwdNb2xkb3ZhMREwWDWYDVQQHEwWhDaG 1 zaWshd TEWMBQGALUEChMNQmI

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr
MI1GZwYJKoZ IhvcNAQcCol IGWDCCBIQCAQEXCzAJBgUrDgMCGgUAMASGCSqGSIb3:
DQEHAaCCBHAwggRsMI 1DVKADAgECAhNHAAC j cahRKgbJeg8QAAAAAKNXMAOGCSQG:
S1b3DQEBCWUAMC Ix1DAeBgNVBAMTFONFUIQXLUNBLU1VvbGRpbmRjb251 YW5rMB4X -
DT IXMDEyODExMzkxOFoXDT I OMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAK1EMRAw
YDVQQ I EwdNb2xkb3ZhMREwDwWYDVQQHEwhDaG I zaWs5hd TEWMBQGALUEChMNQm v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REEUZHLUL i by Poiata Vitalic

“““““ DarT2023.03:28 1575633 EEST
Reason: MoldSign Signature
Location: Moldova




Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existen{a restantelor fatd de bugetul public national
Nr | A2304140 din 4 31.03.2023

1. Destinatia / HazHauenue

lﬁntru participarea la proceduri de achiziii publice J

2. Date despre contribuabil / Mudopmanus 0 HaJoronaTenbInke

Denumirea Codul fiscal / Numirul de identificare
HanmeHoBaHHE DyickatbHblil K01 / UaeHTH(huKauioHHbli HOMEp
lEOSlSTEM MLD S.R.L. |1010600028048 J
Adresa sediului de bazi (strada, numiirul) Codul - Denumirea localittii

AZIpec OCHOBHOTO MECTOPACIOIOKEHHS (ynuua, HoMep) Kon - HanmeHoBaHUE HACENIEHHOTO MyHKTA

mbisoara nr.16 bl.1 of.7 |0150-SEC.R18CAN1 I

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[oxTBEpIKAEHHE OTCYTCTBUA MW HAZIMHA HEJOMMKM COTJIACHO AAHHbBIX MudopmaLoHHOH| aBTOMATU3WPOBAHHOM
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha naty
BbIZIauM JAHHOM CNIPaBKK HEJIOMMKa MEpell HAIMOHAJIBHBIM MyOIMYHBIM OIOKETOM COCTABIACT:
0,00 lei/nei.

4. Valabil pina la / JleficTBUTE/ICH 10 05.04.2023

&

5. Autentificarea Serviciului Fiscal de Stat / TopTeepkaeHue I'ocy 1ap fPaciélh HaoroBoi CITy KOBI

Digitally signed by Stoicov Ana
Date: 2023.03.21 10:56:54 EET

A C A . Reason: MoldSign Signature '
Sef interimar DDF Riscant ["C° i Mold B STOICOV Ana

Functia/[lomKHOCTL Semnitura/TToanuce Numele §i prenumele/@amunns 1 uMa

LS/ M
Exceuor. GOJAN Claudia

Numele §i prenumele/Gamunis i UM

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 21.03.2023 ora 8:31:43
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,01



CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362




1

Representative :

Medical
Device :

c € Declaration of Conformity c €

According to the In Vitro Diagnostic Medical Devices Directive 98/79/EC

Manufacturer: Dirui Industrial Co., Ltd.
95 Yunhe Street New& High Tech. Development Zone
Changchun  Jilin 130012 P.R. China
Authorized Emergo Europe

The Netherlands

Molenstraat 15 2513 BH The Hague

Product Name:

Reagent strips for Urinalysis

IVDD-Classification: Professional use

Lot/batches/Serial mber, Type, Periods of manufacture

(where applicable)
DIRUI 1 ITEMS (GLU)
DIRUI 2 ITEMS (PRO,GLU)
DIRUI 3 ITEMS(PRO,PH,GLU)

DIRUI 4 ITEMS (PRO,PH.BLD,GLU)

DIRUI 1 ITEMS (KET)

DIRUI 1 ITEMS (PRO)
DIRUI 2 ITEMS( KET,GLU)

DIRUI 3 ITEMS (PRO, KET,GLU)
DIRUI 4 ITEMS (PRO,PH,SG,GLU)

DIRUI 5 ITEMS (PRO,PH, BLD,KET,GLU)

DIRUI 8 ITEMS DIRUI H8

DIRUI 9 ITEMS

DIRUI A10 DIRUI H10 DIRUI E10 DIRUIM10 DIRUI H10-800
DIRUI H11 DIRUI H11-MA  DIRUI H11-800

DIRUI H11-800MA DIRUI H12-800MA

DIRUI H13-Cr DIRUI H14-Ca

DIRUI H13-Cr (H-800)

DIRUI H14-Ca (H-800)

The undersigned hereby declares that the In Vitro Diagnostic medical device as
specified above conforms with the essential requirements listed in the Annex 1
of the European In Vitro Diagnostic Medical Device Directive 98/79/EC(IVDD)

This declaration of conformity is based on the European In
Vitro Diagnostic Medical Device Directive98/79/EC, Annex lIl.

Valid Since
May 9™ 2012
Changchun, China

(place and date of issue)

Yu Ge ZL0Uo—4 N\
Dirui Industrial

X IR

W\
N

Representative: - - -

S
(name and signaturé ergquivalent ~
marking of authorized person)




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

UEF5 M1

22 ISO 9001:2015

EREFIC S 01 100 1832306

=S At WIESEE

/01 (MIER) EIEETRIEBRM AR RIMSEETSWMANZIT L. £ MEE
NG|
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AL Pl ANRAFE
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BB%s: 130012
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= 95 5
BB4%%: 130012
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BB%%: 130103

2021-04-19 /&1%/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KéIn
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WWW.tUV.C()m A TUVRI—]eirIIar]d(FD
Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

UNNSNE:

53

IEBEIESH

IEPHFEE:

WIESEE :

BYHA:

www.tuv.com

1SO 9001:2015
01 100 1832306

HIRET A ERAR
G—iSEARIE: 91220101605902656F
EMLE . P ARLFESHEKET
SFTE AR F & X =i 95 5

BR4R: 130012

ZEMIE: [ iRt

Pt 25 FER M £

FIMSHRETT SSMBIRIT R & £ FITHE

JEBASERR T B4 HE# 2 7 1SO 9001:2015 FRERIEK .

JEEBIEAM 2021-05-03 E 2024-05-02.
1t|:1IE:FJ E T FFEERNEEEZREFE.
REEIRT 2018 4
ZIKiIE:FM SR ZEERIMDAT MEEERRSE SN LEif
http://www.cnca.gov.cn

2021-04-19 /&(%/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

((DAKKs /A TOVRheinland®
el Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

UNNSNE:

53

IEBEIESH

FUEFBE:

it :

WIESEHE :

BYHA:

www.tuv.com

1SO 9001:2015
01 100 1832306/01

EREFRHERMAIRAR
st \ RAFIE S HE KETEHEAR LI & X554 95 2
Bi%%: 130012

(iER) BEREFTHNERBBRAF
G—itLERARIE: 91220101605902656F
EMhE: pEARKFESTHEKED
SRR AR T A% X =) 95 5

Bi4m: 130012

ZEhik: [ biktbit

FIMSHREE T SSMBRIHF & . - FISHE

JEBASERR T B4 HE# B 7 1SO 9001:2015 FRERIEK .,

IEBEREIES 01 100 1832306 —H2ARXHAM 2021-05-03 =
2024-05-02,

ERME T FFEERMEERZRFEN.
KEBEEAEEKMBPATEESEZERASEA N L&A
http://www.cnca.gov.cn

2021-04-19 /&4%/5

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KoIn

(( pAKKs A TUVRheinland®

kkrediti 1l . .
bl o Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

UNNSNE:

53

IEBEIESH

FUEFBE:

it :

NIESEHE:

BYHA:

www.tuv.com

1SO 9001:2015
01 100 1832306/02

EREFRHERMAIRAR
st \ RAFIE S HE KETEHEAR LI & X554 95 2
Bi%%: 130012

(iER) BEREFTHNERBBRAF
G—itLERARIE: 91220101605902656F
EMhE: pEARKFESTHEKED
SRR AR T A% X =) 95 5

Bi4m: 130012

ZEhit: pEARELFNESTHEKET
SFTE ARSI F A XEEEE 3333 5

MB%m: 130103

FIMSHRE T SSMBIRIH T & . £ MIHE

JEBASERR T B4 HE# B 7 1SO 9001:2015 FRERIEK .,

IEBEREIES 01 100 1832306 —H2ARXHAM 2021-05-03 =
2024-05-02,

ERME T FFEERMEERZRFEN.
KEBEEAEEKMBPATEESEZERASEA N L&A
http://www.cnca.gov.cn

2021-04-19 /&4%/5

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KoIn

(( pAKKs A TUVRheinland®

kkrediti 1l . .
bl o Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1832306

No. Location Scope

/01 c/o Dirui Industrial Co., Ltd. Design and Development, Manufacture and
Unified Social Credit Code: Sales of In Vitro Diagnostic Medical Test
91220101605902656F Systems

Registration Address:

95 Yunhe Street, New & High
Tech. Development Zone,
Changchun, 130012 Jilin,

P. R. China
Operation Address: same as
above

/02 c/o Dirui Industrial Co., Ltd. Design and Development, Manufacture and
Unified Social Credit Code: Sales of In Vitro Diagnostic Medical Test
91220101605902656F Systems

Registration Address: 95 Yunhe
Street, New & High Tech.
Development Zone,
Changchun, 130012 Jilin,

P. R. China

Operation Address: 3333 Yiju
Street, New & High Tech.
Development Zone,
Changchun, 130103 Jilin,

P. R. China
2021-04-19 /&1%/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KéIn

Page 1 of 1

Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1SO 9001:2015
01 100 1832306

Dirui Industrial Co., Ltd.

Unified Social Credit Code: 91220101605902656F
Registration Address: 95 Yunhe Street,

New & High Tech. Development Zone,
Changchun, 130012 Jilin, P. R. China

Operation Address: same as above

including the locations according to annex

Design and Development, Manufacture and Sales of in Vitro
Diagnostic Medical Test Systems

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2021-05-03 until 2024-05-02.

It remains valid subject to satisfactory surveillance audits.
First certification 2018

This certificate information can be searched on CNCA official
website http://www.cnca.gov.cn

2021-04-19 /&(%/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéln

Deutsche A TUVRheInIand@

Akkrediti tell . .
D-ZM-16031-01.00 Precisely Right.

(( DAKKS



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Organization:

Site:

Scope:

Validity:

1SO 9001:2015
01 100 1832306/01

Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone,
Changchun, 130012 Jilin, P.R. China

c/o Dirui Industrial Co., Ltd.

Unified Social Credit Code: 91220101605902656F
Registration Address: 95 Yunhe Street, New & High Tech.
Development Zone, Changchun, 130012 Jilin, P. R. China
Operation Address: same as above

Design and Development, Manufacture and Sales of In Vitro
Diagnostic Medical Test Systems

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid in conjunction with the main certificate 01
100 1832306 from 2021-05-03 until 2024-05-02.

It remains valid subject to satisfactory surveillance audits.

This certificate information can be searched on CNCA official
website http://www.cnca.gov.cn

2021-04-19 /&4%/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koln

(( DAKKS

Deutsche

A TUVRheinland®
Akkreditierungsstelle

D-ZM-16031-01-00 Precisely nght



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Organization:

Site:

Scope:

Validity:

1SO 9001:2015
01 100 1832306/02

Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone,
Changchun, 130012 Jilin, P. R. China

c/o Dirui Industrial Co., Ltd.

Unified Social Credit Code: 91220101605902656F
Registration Address: 95 Yunhe Street,

New & High Tech. Development Zone,
Changchun, 130012 Jilin, P. R. China

Operation Address: 3333 Yiju Street,

New & High Tech. Development Zone,
Changchun, 130103 Jilin, P. R. China

Design and Development, Manufacture and Sales of In Vitro
Diagnostic Medical Test Systems

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid in conjunction with the main certificate 01
100 1832306 from 2021-05-03 until 2024-05-02.

It remains valid subject to satisfactory surveillance audits.

This certificate information can be searched on CNCA official
website http://www.cnca.gov.cn

2021-04-19 /&4%/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koln

(( DAKKS

Deutsche

A TUVRheinland®
Akkreditierungsstelle

D-ZM-16031-01-00 Precisely nght



Certificate

. ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 21010451

Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone, Changchun,
130012 Jilin, P.R. China

Design and Development, Manufacture and Distribution of In-vitro
Diagnostic Analyzers and In-Vitro Diagnostic Test Kits used in the
Detection of Blood Analyte, Cancer, Cardiac Markers, Coagulation Blood,
Endocrine Disorders, Immune Status, Protein Metabolism, Sexually
Transmitted Diseases, Infectious Disease, Therapeutic Drug Monitoring,
Disease Status, Renal Function Assessment, Liver Function Assessment,
Pancreas Function Assessment, Blood Fat Test, Physiological Markers,
Nucleic Acid Extraction Reagent and Specimen Receptacle for Clinical
Laboratory Use.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:
Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

190131562 110
2021-04-30
2023-03-01
2021-05-08

TUV Rhelfifapn-L
TillystraBe 2 - 9 2

10/020d 0408 ®

TUV, TUEV and TUV are registered trademarks. Utilisation and app!

fication requires prior approval




Certificate

e ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

SX2101045-1

Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone, Changchun,
130012 Jilin, P.R. China

The scope of certification also covers the following:

No. Facility

/01 c/o Dirui Industrial Co., Ltd.

Scope

Design and Development, Manufacture of In-

95 Yunhe Street, New & High Tech. Vitro Diagnostic Test Kits used in the

Development Zone, Changchun,
130012 Jilin, P.R. China

Report No.:
Effective date:
Expiry date:
Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Detection of Blood Analyte, Cancer, Cardiac
Markers, Coagulation Blood, Endocrine
Disorders, Immune Status, Protein
Metabolism, Sexually Transmitted Diseases,
Infectious Disease, Therapeutic Drug
Monitoring, Disease Status, Renal Function
Assessment, Liver Function Assessment,
Pancreas Function Assessment, Blood Fat
Test, Physiological Markers, Nucleic Acid
Extraction Reagent and Specimen
Receptacle for Clinical Laboratory Use.

190131562 110
2021-04-30
2023-03-01
2021-05-08

TillystraRe 2 4d43iEMfrnberg Germany

2/3

10/020d 0408 ®

TUV, TUEV and TUV a ed trademarks. Utilisatio

and aj

ppli

ication requires prior approval




" ®
TUVRheinland

Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 2101045-1

Organization: Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone, Changchun,
130012 Jilin, P.R. China

The scope of certification also covers the following:

/02 c/o Dirui Industrial Co., Ltd. Design and Development, Manufacture and
3333 Yiju Street, New & High Tech. Distribution of In-vitro Diagnostic Analyzers
Development Zone, Changchun, used in the Detection of Blood Analyte,
1301083 Jilin, P.R. China Cancer, Cardiac Markers, Coagulation Blood,

Endocrine Disorders, Immune Status, Protein
Metabolism, Sexually Transmitted Diseases,
Infectious Disease, Therapeutic Drug
Monitoring, Disease Status, Renal Function
Assessment, Liver Function Assessment,
Pancreas Function Assessment, Blood Fat
Test, Physiological Markers for Clinical
Laboratory Use.

Report No.: 190131562 110
Effective date: 2021-04-30
Expiry date: 2023-03-01
Issue date: 2021-05-08

-\ 14 Jing Zhang
TUV Rigijfand L&AProducts GmbH
« DAKKS TillystraRe 2 - érnberg - Germany

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 3/3

10/020d 0408 @ TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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DECLARATION OF CONFORMITY

.\\'\‘\\

DECLARATION OF CONFORMITY

)
&
"

.','.‘
0

2

o,

D

R

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

TR
O

7

.1

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

7

X
X

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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S

A

® 1.S-1100 Dry Fluorescence Immunoassay Analyzer ® 18-2100 Dry Fluorescence Immunoassay Analyzer
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Category:Others. Category:Others.
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Conformity assessment route: Declaration of Conformity IVDD Annex III. Conformity assessment route: Declaration of Conformity IVDD Annex IIL
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Applicable Standards: Applicable Standards:

(XX

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002 S IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
18O 14971:2019 EN 13641:2002 ISO 23640:2015 ?,,; 150 14971:2019 EN 13641:2002 ISO 23640:2015
ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015 = EN IS0 18113-1:2011 150 15223-1:2016 EN 62366-1:2015
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ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® 1.5-4000 Dry Fluorescence Immunoassay Analyzer (Handheld)

Category:Others.

Conformity assessment route: Declaration of Conformity VDD Annex III.

Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
SO 14971:2019 EN 13641:2002 IS0 23640:2015
ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® cTnl Test Kit(Dry Fluorescence Immunoassay)

Category:Others.

Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
180 14971:2019 EN 13641:2002 IS0 23640:2015
ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.

/

Signed on: 2 i Name of auth
A ULﬁ Positionshe
Date: & 7
Place: Nanjing,China Seal/Sta

G T NN
échnolo@@o Ltd.

w2 b

11509355

AN NN e OO DR
N/ SR 2\

77 AR
%

R

OO

RN

3

=

W

X0

o'\\\

0

D

e’

i,

A

.o \\
A

X

",

5;5;\\\‘

.....
00
2

(’,‘,‘n

-’O.

N



N7

s e 0’s e e B, SIS TR D 7R RS s R Oy PR e OO 't'l;f OCXN OO, ‘v‘v;u' 5 "'l‘v‘ '|;|;-' 'u'v;i‘ 5 'I;I;v' & .‘-I;Q' \. 'n;n;l' 57 A0 KRR AR 'v;' y

A .0 X

RN
A

K

DECLARATION OF CONFORMITY

DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex 111

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V. European Representative: Lotus NL B.V.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive: In Vitro Diagnostic Directive:

® CK-MB Test Kit(Dry Fluorescence Immunoassay)

@ Myo Test Kit(Dry Fluorescence Immunoassay)
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Category:Others. Category:Others.
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Conformity assessment route: Declaration of Conformity IVDD Annex III.

Conformity assessment route: Declaration of Conformity IVDD Annex II1.
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ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.

Signed on: 2/

Place: Nanjing,China

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY
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According Directive 98/79/EC on in vitre diagnostic medical devices, Annex ITI.

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.
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Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V. European Representative: Lotus NL B.V.

X0

00

;i\‘\‘\\Q’( A

Contact person: Peter E-mail: peter@]lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595A A, The Hague, Netherlands.
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® D-Dimer Test Kit(Dry Fluorescence Immunoassay)
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® NT-proBNP Test Kit(Dry Fluorescence Immunoassay)
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Category:Others. Category:Others.
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Conformity assessment route: Declaration of Conformity IVDD Annex II1.

Conformity assessment route: Declaration of Conformity IVDD Annex II1.
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ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter
Address: Koningin Julianaplein 10,1e Verd, 2595A A, The Hague, Netherlands.

E-mail: peter@lotusnl.com

In Vitro Diagnostic Directive:
@ CRP Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards:

180 13485:2016
180 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.

Signed on: 7\/’5/_

Place: Nanjing,China
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com

Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® PCT Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards:

180 13485:2016
ISO 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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IS0 23640:2015

EN 62366-1:2015

ENISO 18113-3:2011
EN 13641:2002
180 15223-1:2016
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DECLARATION OF CONFORMITY
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex II1.
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Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V.
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European Representative: Lotus NL B.V.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive:
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In Vitro Diagnostic Directive:
® PCT/CRP Test Kit(Dry Fluorescence Immunoassay)
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@ SAA Test Kit(Dry Fluorescence Immunoassay)
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Category:Others.
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Conformity assessment route: Declaration of Conformity [IVDD Annex III. Conformity assessment route: Declaration of Conformity TVDD Annex III.
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Applicable Standards: : Applicable Standards:
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IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002 % ) Z IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
ISO 14971:2019 EN 13641:2002 ISO 23640:2015 2 b ISO 14971:2019 EN 13641:2002 IS0 23640:2015

ENISO 18113-1:2011 1SO 15223-1:2016 EN 62366-1:2015 b : ENISO 18113-1:2011 150 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011 3 ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above : i\ | We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In : ; meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices. : j i | Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process. 3 < | We agree to develop, implement and maintain a documented post-production monitoring process.
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Aceording Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.
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Manufacturer: Lansion Biotechnology Co., Ltd.
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Manufacturer: Lansion Biotechnology Co., Ltd.
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f,;;; Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province, %z Address: No.2,Qiande Road,Science Park,Jiangning District, 210000 Nanjing,Jiangsu Province, §
=% | PEOPLE’S REPUBLIC OF CHINA. \i‘;\\‘ PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V. ";'{/, European Representative: Lotus NL B.V. \\}?
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Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. : 2% | Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. ;’}}/
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In Vitro Diagnostic Directive:
® TT3 Test Kit(Dry Fluorescence Immunoassay)

In Vitro Diagnostic Directive:
# SAA/CRP Test Kit(Dry Fluorescence Immunoassay)
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Conformity assessment route: Declaration of Conformity IVDD Annex IT1.

Conformity assessment route: Declaration of Conformity IVDD Annex IT1.
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We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.

Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province
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We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
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Contact person: Peter E-mail: peter@lotusnl.com
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In Vitro Diagnostic Directive:
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Conformity assessment route: Declaration of Conformity IVDD Annex III. Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards: Applicable Standards:
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We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.

We agree to develop, implement and maintain a documented post-production monitoring process.
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meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com

Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
@ 1L-6 Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex ITI.

Applicable Standards:

EN 13612:2002
150 23640:2015

EN 62366-1:2015

ENISO 18113-3:2011
EN 13641:2002
150 15223-1:2016

180 13485:2016
IS0 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

‘ According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.

Z | Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

‘ European Representative: Lotus NL B.V.
| | Contact person: Peter E-mail: peter@lotusnl.com

Y Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® hs-cTnl Test Kit(Dry Fluorescence Immunoassay)

Category:Others.

‘ Conformity assessment route: Declaration of Conformity IVDD Annex III.
Applicable Standards:

180 13485:2016
| 180 14971:2019

| ENISO 18113-1:2011
s ENISO 18113-2:2011

ENISO 18113-3:2011
EN 13641:2002
180 15223-1:2016

EN 13612:2002
180 23640:2015

EN 62366-1:2015

We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s

& the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In Vitro
g | Diagnostic Medical Devices.

% ‘ We agree to develop, implement and maintain a documented post-production monitoring process.
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' | European Representative: Lotus NL B.V.

%" l Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

| We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s

| Diagnostic Medical Devices.
| We agree to develop, implement and maintain a documented post-production monitoring process.

|
Signed on: bﬁ Jautho
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DECLARATION OF CONFORMITY

W Ny

[ According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III,

| Manufacturer: Lansion Biotechnolo gy Co., Ltd.

‘Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.,

Contact person: Peter E-mail: peter@lotusnl.com

In Vitro Diagnostic Directive:
@ Ferritin Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex II1.
Applicable Standards:
150 13485:2016
IS0 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011

ENISO 18113-3:2011
EN 13641:2002
180 15223-1:2016

EN 13612:2002
IS0 23640:2015

EN 62366-1:2015

the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In Vitro

1
rikd Vigatory:
n the company: General Manager
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; ?/ Posiﬁ(}g‘%ﬁ,{n‘["héﬁ ;’t/gq’;pil_;_y: General Manager
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® PGI/PGII Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex IIL.

Applicable Standards:

EN 13612:2002
IS0 23640:2015

EN 62366-1:2015

ENISO 18113-3:2011
EN 13641:2002
1850 15223-1:2016

180 13485:2016
IS0 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s
the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In Vitro
Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

o
%
X

,"

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
' PEOPLE’S REPUBLIC OF CHINA.

LR

) ‘ European Representative: Lotus NL B.V.

‘ Contact person: Peter E-mail: peter@lotusnl.com
| Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® PCT/IL-6 Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
{ | Conformity assessment route: Declaration of Conformity IVDD Annex IIL

Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
1SO 14971:2019 EN 13641:2002 180 23640:2015
ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s
the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In Vitro
Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.

55:‘ Signed on: )‘/&/__ Name of atthorized: Qigxlatory:

f“if Position held in the-company: General Manager
::; Date: 11_2/0\?/170}) M :

=4 | Place: Nanjing,China Seal/Stamip: |

4
Lansion Biotechnology Cg., Ltd.
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 002596 0002 Rev. 01

Product Service

Holder of Certificate: Lansion Biotechnology Co., Ltd.
No.2 Qiande Road, Science Park, Jiangning District
210000 Nanijing, Jiangsu Province
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Lansion Biotechnology Co., Ltd.
No.2 Qiande Road, Science Park, Jiangning District, 210000

Nanjing, Jiangsu Province, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate.
Certification Mark:

EN 1SO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution of
Dry Fluorescence Immunoassay Analyzer,
Dry Fluorescence Immunoassay test kit,
Coagulation Test Kit(Electrochemistry),
Handheld coagulation Analyzer

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 002596 0002 Rev. 01

Report No.: SH20126602
Valid from: 2021-04-12
Valid until: 2024-04-02

c@l‘-\/

Date, 2021-04-12 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20002596%200002%20Rev.%2001%C2%A0
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