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Denumirea autorititii de licentiere Camera de Licentiere

Denumirea, forma juridicd de organizare, sediul Societatea cu Raspundere Limitata
(adresa juridicd) a titularului de licenta "BIOSISTEM MLD" '

~ Data gi numdrul certificatului de - ,
. inregistrare de stat a titularului de licentd 12.08.2010 MD 0101250

Numdrul de inregistrare

a intreprinderii sau IDNO 1010600028048

Codul fiscal

Genul de activitate, integral sau partial, - * Importul, comercializarea, asistenfa tehniga’
pentru a carui desfasurare se elibereazd licenta si reparatia dispozitivelor medicale *

o Data eliberarii licentei 4 octombrie 2010
% yeReperfectatd: 1)19.10.2012:2)14.05.2014
b

Valabila pina la 4 octombrie 2015

- Prelungita pina la: 03.10.2020

Semndtura conducidtorului
autoritdtii de licentiere




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

Republica Moldova, MD-2068 Pecrrybmika Monzosa, MD-2068
mun. Chiginau, bd. Moscovei, 14/1 Data 1 L, lAN 2016 myH. Knmumy, 6ya. Mockoseit, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / 7 Ten. : (373-22) 43-44-81, 43-46-24
Fax :(373-22) 43-44-22 Nr. ﬂ Z 9Z - / ﬂ ”/ ‘jo P daxc : (373-22) 43-44-22
cod: MOLDMD2X329 ' ' koa: MOLDMD2X329

Filiala ,,Invest” BC ,,Moldindconbank” SA confirmé existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (c¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

i
. nit [ .
Director JC Nina Turcan
SRR PR
& ' [ A :

Nina Balmus

Ex. Diana Brinza
Tel. 43-45-96
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. REPUBLICA ¥ MOLDOVA

GERTIFICAT
BE IWREGISTRARE

Societatea cu Rispundere Limitati "BIOSISTEM MLD"
— ESTE INREGISTRATA LA-CAMERA INREGISTRARII DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii

12.08.2010
Data eliberarii ==

Svirepova Ludmila, registrator

" Funclia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250
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,CAMERA INREGISTRARII DE STAT” I.s.

Sectia fonduri speciale si informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completa: Societatea cu Raspundere Limitati «BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riispundere Limitata.
Numarul 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. Chisiniiu, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de catre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intretinerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE, IDNP 0983103892591,
Asociati:
1. POIATA VITALIE , IDNP 0983103892591
cota 1803.60 lei, ce constituie 33,4 %
2. NASEDCHIN ALEXANDR , IDNP 2002001070747
cota 1798.20 lei, ce constituie 33,3 %
3. KOJEVNIKOV DMITRII, IDNP 0972305012362
cota 1798.20 lei, ce constituie 33,3 %.

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 intreprinzatorilor individuali si confirméd datele din
Registrul de stat la data de: 11.07.2016.

%{2{/ e

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinétor: i.S. ,Camera [nregistrarii de Stat”, NUID (numir de identificare unic) 0000151-001



BIOSISTEM-MLD S.R.L.

¢/f 1010600028048; adresa: or. Chisindu, 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. | Alexandru Nasedchin 2002001070747
3. Dmitrii Kojevnikov 0972305012362




ORDIN DE PLATA NR.: 301 TIP.DOC. 1
DATA EMITERII:20 iulie 2020

PLATITI: 4500-00 LEI: Patru Mii Cinci Sute lei 00 ba
ni

PLATITOR: (R) '"BIOSISTEM CONTUL DE PLATI/CODUL IBAN

MLD" SRL MD95ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:

BC"Moldindconbank"S.A. fil."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) IMSP. Asoci CONTUL DE PLATI/CODUL IBAN

a?ia Medicala Teritoriala Cen MD74VI000002251017130MDL

tru CODUL FISCAL :1003600153267 /
PRESTATORUL BENEFICIAR CODUL BANCITI:
B.C."VICTORIABANK"S.A. fil.nr.17 Chisinau :VICBMD2X457:
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI

oferta la licitatia publica nr. ocds-b3: NORMAL/URGENT :N:
wdpl-MD-1593520191124 din 21.07.2020 :

CODUL TRANZACTIEI:001:
DATA PRIMIRII:20/07/2020 : SEMNATURILE
DATA EXECUTARITI: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGQQYJKoZIhvcNAQcCoIIGMjCCB14CAQEXCZAIJBgUrDgMCGGUAMASGCSGGSIb:

DQEHAaCCBEowggRGMI IDLgADAGECAhNHAABCVycdZVmKkP2 9AAAAAFxXMAOGCSg:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFUl1QxLUNBLUlvbGRpbmRjb251YW5rMB4 :

DTESMDE yODEWMTY yOFoXDT I xMDEyODEWM] YyOFowfjELMAKGA1UEBhMCTUQXGA:
gNVBAOTEUJpb3Npc3R1bSBNTEQQUL IMMRIWEAYDVQQOLEwkwNj kyMDAZMTOXFZA

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGUgYJKoZIhvcNAQcCoIIGQzCCBj8CAQEXCzAIJBgUrDgMCGgUAMASGCSgGSIb3:
DQEHAaCCBFswggRXMI IDP6ADAGECAhNHAABCVpWe /gMe SmneARAAAFXWMAOGCSAG:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxXLUNBLUlvbGRpbmRjb251YW5rMB4X :
DTES5MDE yODEWMTQWNFoXDTIxMDEyODEWM]QwNFowgY4xCzAJBgNVBAYTAkKk1EMScw @
YDVQQOKExS5NZWR1Y29yIFNSTCwgQmlvc21lzdGVtIEIMRCBTUkwxXE jJAQBgNVBAST

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.



Anexa nr.7.2 1a Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
Nr | A2016643 din | 16,07.2020

1. Destinatia / Haznauenne

Pentru participare la proceduri de achzitii publice

2. Date despre contribuabil / Muopmanus o Haloromwiatensimie

Denumirea Codul fiscal / Numdrul de identificare

HaumernoBanue Duckaneublii kost / inentuduxaunonnli Homep
BIOSISTEM MLD S.R.L. 1010600028048

Adresa sediului de baza (strada, numirul) Codul - Denumirea localitiitii

AZIpec 0CHOBHOTO MECTOPACTIONOKEHNS (YIHTA, HoMep) Koz - HaumeHoBanMe HACENEHHOrO MYyHKTa

| Albisoara nr.16 bl.1 of.7 0150-SEC.RISCANI | |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[lonrsepiiienue OTCYTCTBHS HIIM HANHYHS HEIOMMKH COTTIACHO JAHHBIX MudopMalnoHKoH aBTOMATH3HPOBAKHOL
CHCTCMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha jaty
BBIJIAYH JJAHHOH CIIPABKH HEJOMMKA IIEPE HAIHOHAILHBIM Ty OIMUHBIM GI0IKETOM COCTABIISET:
0,00 lei/neii.

4. Valabil pini la / Jleficreurenen g0 31.07.2020

Viorica CAUS

Numele si prenumele/sbamitnis i1 nas

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 16.07.2020 ora 14:09:09
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (0,10)




BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: str. Albisoara 16/1 of.7, or. Chisinau
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Citre Grupul de lucru pentru evaluarea

Procedurii de achizitie nr. ocds-b3wdp1-MD-1593520191124
din 21.07.2020

din cadrul IMSP AMT Centru

Declaratie

Prin prezenta, SRL ,,Biosistem-mld”, declara ca reactivii propusi in oferta corespund cu Cerinte
Generale specificate in Ordinul MS nr.701 din 18.10.2010. Termenul de valabilitate indicat pe ambalaj de
producator nu mai mic de 12 luni. Seturile va fi livrate in ambalaj securizat, marcat si etichetat de
producator. Date de identitate (denumirea, numarul lotului, seria, termenii de valabilitate, conditiile de
pastrare) ale produsului indicate pe ambalaj coincidd in mod obligatoriu cu cele de pe etichetele
componentelor incluse n set. Instructiunile de utilizare a truselor contina caracteristicele de performanta
si calitate: sensibilitatea, liniaritatea, specificitatea, reproductibilitatea si interferenta . Intructiunile

privind modul de utilizare prezentate Tn limba de stat sau limba rusa.

Vitalie Poiata

L.S.
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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.
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www.tuv.com

ISO 9001:2015
01 100 1832306

BIRET R RN EIRAF

Z—it &{ERRE: 91220101605902656F
SEfpbbhE . hie A\REFMESHEKET
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fi4m: 130012
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WERATERR T 4% 2 T 1SO 9001:2015 +REHIEK .,

WEBBHHIM 2018-05-03 E 2021-05-02.
HIEEMEEFeERNEEEZEEEN.

2018-05-03 L v

TOV Rh land c‘ert GmbH
Am Grauen tein - 51105 Kdin

A TUVRheinland®

D-ZM-16031-01-00 Precisely Right.



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

Certificate

Standard 1ISO 9001:2015
Certificate Registr. No. 01 100 1832306

Certificate Holder: Dirui Industrial Co., Ltd.
Unified Social Credit Code: 91220101605902656F
Registration Address: 95 Yunhe Street,
New & High Tech. Development Zone,
Changchun City, Jilin Province 130012, P. R. China
Operation Address: same as above

Scope: Design and Development, Manufacture and Distribution 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.

Validity: The certificate is valid from 2018-05-03 until 2021-05-02.
It remains valid subject to satisfactory surveillance audits.

2018-05-03 M 4\“)‘/;_‘

TUV R mland"’ert GmbH
Am Grauen Stein - 51105 Kbéin

www.tuv.com

é_ TUVRheinland®

D-ZM-16031-01-00 Precisely R |g ht.



. ®
TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

)'

Armanisatiean

ne Ulydaiilcalivii

| Co., Ltd.
95 Yunhe Street
New & High Tech.
Development Zone
Changchun
Jilin Province 130012
China

has established and applies a quality management system for medical devices
for the foilowing scope:

Design and Development, Manufacture and Distribution of
In vitro Diagnostic Medical Test Systems
(see attachment for products and additional site included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveiliance.

DAkkS

-, Deutsche

Date 2018-06-26

Akkreditierungsstelle
D-ZM-14169-01-02

TUV Rheinland LGA Products GmbH - TillystraRe 2 -

Effective Date: 2018-06-26
Certificate Registration No.: SX 60127937 0001
An audit was performed. Report No.: 15047317 007
This Certificate is valid until: 2020-03-01

Certification Body

Niirnberg

Tel.; +49 221 806-1371 Fax: +49 221 806-3935 e-mail cert-validity@de.tuv.com http://www tuv.com/safety

10/020d 04.08 ® TUV, TUEY and TUV are registered trademarks. Utilisation and application require:

s prior approval




. ®
TUVRheinland

TUV Rheinland poc. /1, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60127937 0001

Report No.: 15047317 007

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

Scope: Products:

- Urine Test Systems (Reagents, Analyzers, Controls)
- Hematology Test Systems (Reagents, Analyzers, Controls)
- Clinical Chemistry Test Systems (Reagents, Analyzers,

Controls)

- Immunochemistry Test Systems (Reagents, Analyzers,
Controls)

- Vaginal Infections Test Systems (Reagents, Analyzers,
Controls)

Site included:

3333 Yiju Street, New & High Tech. Development Zone,
Changchun, 130103 Jilin, China

Design and Development, Manufacture and Distribution of
Urine Test Analyzers, Hematology Test Analyzers, Clinical
Chemistry Test Analyzers, Immunochemistry Test Analyzers,
Vaginal Infections Test Analyzers

Certification Body

DAKKS
"~ Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-06-26

10/020d 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



H-500

Urine Analyzer
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DIRUI 20th Anniversary



H-500

Urine Analyzer

Product Characteristics:

® Adopting the advanced high luminosity cold light source with
4 -wavelength, which improves the sensitivity, accuracy, specificity,
and reduces the interference from ambient light

® Adopting automatic waste handling equipment, which avoids
cross-contamination between samples

® Automatically rectify the test results influenced by non-specificity,
pH, specific gravity, and color

® Built-in thermal printer with high speed and low noise; External
stylus printer

® Connectable with urine sediment analyzer

® Users can set an abnormal value flag by themselves

® |International, regular and symbol system units available for option

Technical Specification:

® Test items: urobilinogen, bilirubin, ketone, blood, protein, nitrite,
leukocytes, glucose, specific gravity, pH and VC microalbumin
creatinine, calcium

® Test wavelength: 525nm, 572nm, 610nm, 660nm

Test principle: Photoelectric colorimetry

Suitable strips: DIRUI H8, H10,H11 and H11MA(N) H12,H13-Cr,H14-Ca

urinalysis strips

Test throughput: 514strips/h

Data memory: 2000 patient results

Computer interface: RS-232 port; parallel printer interface

Display: 5.7” LCD

Language: Chinese,English,Russian,Polish,ltalian,Spanish,Portuguese,

Turkish,Hungarian,German,French

Power supply: 100~240VAC, 50Hz/60Hz

Power: 40VA

Dimensions: 380mmx378mmx275mm

Weight: 6.8kg .

Printer: Built-in thermal printer R c €

Y S/ Certified to
%,E &/ . .
ieRT B 1S0 9001:2008 and ISO 13485:2003

DIRUI INDUSTRIAL CO.,LTD. DIEI "
95 Yunhe Street, New & High Tech. Development Zone
Changchun, Jilin 130012 P. R. China

Tel: +86 431 85100409 Fax: +86 431 85172581
E-mail: dirui@dirui.com.cn Http://www.dirui.com.cn

- Specifications subject to change without notice.
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Declaration of Conformity

1T

| §)

Manufacturer: Lansion Biotechnology Co., Ltd.
Add: No.2, Qiande Road, Science Park,
liangning District, 210000 Nanjing, Jiangsu
Province, PEOPLE’S REPUBLIC OF CHINA
Tel: 025-58577660

Trereer!
21

=
r Authorized Llins Service & Consulting GmbH
= Representative: Obere Seegasse 34/2, 69124, Heidelberg,
Germany
We declare under our sole responsibility that:
3 Product Name: HbA1c Test Kit
X = (Dry Fluorescence Immunoassay)
), : Type/Model: 25T
}. 7 Classification: Others
}; Conformity Assessment Peocedure:  Directive 98/79/EC Annex Il

£ . We herewith declare that the product meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

1Y «YT¥
‘p‘r'",.yv Ty
(A1) )\

= DIRECTIVES

: Medical Device Directive: COUNCIL DIRECTIVE 98/79/EC of 27 October 1998
> concerning medical devices (IVDD 98/79/EC) and its transp

E which apply to it.

> YTy
P LA ’rvy

: Nanjing, China _March, 12,2020 ;
© Place, Date \ lgnature%x/ /

Nseszzss ™
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Declaration of Conformity

A
AL

Manufacturer: Lansion Biotechnology Co., Ltd.
Add: No.2, Qiande Road, Science Park,
Jiangning District, 210000 Nanjing, Jiangsu
Province, PEOPLE’S REPUBLIC OF CHINA
Tel: 025-58577660

Py
Ly "ll

:5_: Authorized Llins Service & Consulting GmbH
‘ Representative: Obere Seegasse 34/2, 69124, Heidelberg,
) Germany
': We declare under our sole responsibility that:
: Product Name: Dry Fluorescence Immunoassay Analyzer

?f § Type/Model: LS-1100
<_ : J Classification: Others
_l_'.j_’

Conformity Assessment Peocedure:  Directive 98/79/EC Annex Il

We herewith declare that the product meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

[ DIRECTIVES
, Medical Device Directive: COUNCIL DIRECTIVE 98/79/EC ctober 1998
i concerning medical devices (IVDD 98/79/EC) and its tra ional laws

which apply to it.

Nanijing, China March, 12,2020
_ -\‘ ~
Place, Date \Q‘Sjggature\%ﬁ /

e 33554 g
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ZERTIFIKAT & CERTIFICATE & :2:%

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 002596 0002 Rev. 00

Product Service

Holder of Certificate: Lansion Biotechnology Co., Ltd.
No.2 Qiande Road, Science Park, Jiangning District
210000 Nanjing, 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

Certification Mark:

L EED 188

tuv-sud.com/ps-cert

Scope of Certificate:  Design and Development,
Production and Distribution of
Dry Fluorescence Immunoassay Analyzer,
Dry Fluorescence Immunoassay test kits,
Hemagglutination Assay Kit(electrochemical
method), Handheld coagulation Analyzer

Applied Standard(s): EN SO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1ISO 13485:2016)

DIN EN 1SO 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). See also notes overleaf.

Report No.: SH19126603
Valid from: 2020-02-26
Valid until: 2021-04-02

C@t(-\/

Date, 2020-02-26 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH e Certification Body « RidlerstraRe 65 « 80339 Munich Germany
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P Test Items:

Category Test Item | Specimen Type | Sample Yolume Measuring Range

oALe L5 3.0-L4.0%
CRP S/P/WE 5pl 3min 0.5-200pg/mL
Inflammation PCT S/P/WE 100uL Lomin 0.1-50ng/mL Dry Fluorescence |mmunoassay Analyzer (Portable)
S/P/WB 5uL 15min 2.0-300pg/mlL _
CK-MB S5/P/WB 100uL 10min 2.0-80ng/mlL s
cTnl S/P/WE 1oouL 10min 0.05-40ng/mL
S/P/WB 100uL 10min 20-500ng/mL
Cardiac
NT-proBNP S/P/WB 100uL 15min 50-25000pg/mL
D-Dimer P/WE 100pL 10rmin 0.1-10pg/mlL
H-FABP S/P/WB 1oopl 15min 1-120ng/mL
T3 S/P/WE 100uL 15min 0.5-10nmol/L
T4 S/P/WE 100uL 10min 10-350nmol/L
TSH S/P/WE 100uL 15min 0.1-6011U/mL
& [ ]
25-OH-VD s/P 100pL 1omin 5-70ng/ml Quantitative
B-HCG S/P/WE 50pL 15min 2-20000m 11U/ mL
Hormone .
LH S/P/WEB 1o0pL 15min 5-200miU/mL Rap|d
FSH S/P/WB LoouL 10min 1-150m U/ mL
GH S/P/WE 100uL 10min 0.05-100ng/mL e
£ Sensitive
PRL S/P/WE 100pL 10mmin 1-100ng/mlL
AMH S/P/WB LoouL 10min 0.1-50ng/mlL .
Reliable
PGl S/P/WE 100uL 10min 10-60ng/mL
Gastric )
Elrction PG S/P/WB LoouL 10min 5-100ng/mlL
G-17 S/P/WB 100pL 10min 5-300ng/mL
MNGAL S/P/WE/Urine LoouL 10min 50-5000ng/ml
Renal mAlb Urine 100uL 5min 10-200mg/L
S 2-MG S/P/WB 10pL 10mi 0.5-20mg/L A te. Anvti dA h
B2- /P B min :5-20mg/ ccurate, Anytume an nywnere
Cys-C S/P/WB 10pL 5min 0.5-10ng/L
PSA S/P/WB 100uL 10min 0.1-100ng/mL

New items are available soon!

Lansion Biotechnology Co., Ltd.

Add: Mo 2 Qiande Road, Jiangning District, Nanjing, China
E-mail: biz@lansionbio.com Tel: +86-25-5857 7600 c€ ND I L ans i on B i 0 te C h no l 0 g y C 0 L t d

Web: enlansionbio.com Fax: +86-25-5875 8600




LS = 1 1 00 Dry Fluorescence Immunoassay Analyzer (Portable)

» Analyzer Introduction:

LS-1100 uses the advanced method of Time-resclved Fluarescence Immunocassay (TRFIA), for the

in-vitro guantitative detection of bio-markers for Dizbetes Mellitus, Inflammation, Cardiovascular

Diseases, Hormone, Gastric Diseases, Renal Diseases, Tumeor, etc.

Application: Laboratory, ER, Cardiology, ICU, Respiratory, Pediatrics, etc.

P Features:

Method Time-resolved Fluorescence Immunoassay (TRFIA)
Specimen Serum/Plasma/Whole Blood/Urine
Weight 1.3kg

Dimensions

225mm X 152mm X 105mm (LXW X< H)

Screen

7 inch touch screen

Data Storage

=5000

Printer

Built-in thermal printer

Battery

Built-in lithium battery (super standby time}

Communication

RS232(LIS/HIS), RJ45, USB, WIFI, Bluetooth

LanS ionbio

p Time-resolved Fluorescence Immunoassay (TRFIA) Method:

0.8

large peak s 40
0.6
absorption 30 fuorescence
(z.10° 0.4 intensity %
Eu-chela 20
0.2

0

300 400 500 600
wave length inmj

Basic principle of TRFIA

TRFIA Ts super-sensitive detection technique characterized by specific fluorescence of rare earth
ions. Itis not only highly sensitive, but also overcomes the Instability of enzyme marker and is the
best choice for immunological detection. The high flucrescence intensity and long life of labeled
ionic chelates are beneficial to eliminate the influence of fluorescent substances in samples and

enpvironment on the test results.

» Easy Operation:

a8
/
.‘\//

QR Code Calibration Sample Dispense

L

Automatic Detection Result Qutput



| POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A.

POLISH CENTRE FOR TESTING AND CERTIFICATION

oo
FACTORY HEAD OFFICE
ITOB 10031 Sk. No:15 Menderes — lzmir / TURKEY Sasali Merkez Mah. Doga Dostlan Sitesi 131. Sok. No:2/5 Cigli - lzmir
8040
et A QT 3

www.turklab.com.tr Tel: +90 232 376 80 81 Fax: +90 232

21.08.2016
Izmir / Turkey

EC CERTIFICATE No. 1434-IVDD-56/2016

DECLARATION FOR THE ISSUANCE OF QUALITY CERTIFICATES EC Design-Examination IZ

Directive 98/79/EC on in vitro diagnostic medical devices

To Whom It May Concern,
PCBC certifies that the design documentation relating to in vitro diagnostic medical

§ ) Sl

’: I] device, List A: I 1}
According to TVD 98/79/EC directive, ' el =

,; 31 HBsAg Test =t
FOR ANNEX II LIST A which includes HIV, Hepatitis B and Hepatitis C tests; the Notified Body =1 Brands: Info®, Toyo®, Rapidan Tester®, Labmen® i
must verify that the product meets the Common Technical Specification (CTS) and must release each ikt Jle
batch of product before it is placed on the European market. The batch release often requires testing. manufactured by: Hindd

These have EC Design Examination certificates by the notified body. TURKLAB Tibbi Mal. San. Tic. A S
ibbi Mal. San. Tic. A.S.

ITOB 10031 Sokak No: 15 Tekeli Menderes
Izmir, Turkey

FOR ANNEX III which includes all other tests for Professional use; the manufacturer prepares a
declaration of conformity in a similar way to the general devices.

For the above mentioned reason, we hereby declare that we provide CE Certificate for only the
Hepatitis B, Hepatitis C and HIV tests for Professional use. For the group of other Professional tests;
it is enough to present a self-Declaration of Conformity to the EU standards.

was examined by PCBC according to Annex IV p. 4 Directive 98/79/EC
(with subsequent amendments) transposed into the Polish law and comply with the
essential requirements of the Directive.

Cordially, This certificate is valid from 2016-08-29 to 2019-08-28

Date of certificate issue: 2016-08-29
Date of first certificate issue: 2008-08-29

TURKLAB TIBBI MALZEMELER SAN TiC A.S

5 S / izmin
STLARESI,

Anna Wyroba
Vice President,of PCBC

PCBC Notified Body |
c € 1434 23A, Klobucka Str., PL-02-699 Warsaw ;

Application No. 45/2016
TCRKLAB TIBBi MALZEMELER SAN. ve TiC. A.S. Contract No. MD-18/2016 Module H6

ITOB 10031 Sok. No:15 Menderes — lzmir / Turkey  TEL: +90 232 376 80-81 FAX: +90 232 376 80 40
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CERTIFICATE

No. J-2670/2/2018

This is to certify that:

TURKLAB TIBBI MALZ. SAN. VE TIC. A.S.

Sasali Merkez Mh. Doga Dostlari Sitesi 131 Sk. No: 2/5
35621 Cigli, Izmir, Turkey
Factory: ITOB 10031 Sk. No: 15 Menderes / izmir - Turkey

is in conformance with

EN ISO 9001:2015

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro diagnostic medical devices
intended For self-testing and professional use,
ECG electrodes and antibiotic susceptibility discs

The audit carried out by the Polish Centre For Testing and Certification has afforded evidence of the above.

This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:

from 24.08.2018 to 21.12.2020

PARTNER OF
R ———— TR
v

Anna W’yrob%, M.Sc.
Vice President

Polish Centre For Testing and Certification 234 ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl

P STERATKNG CRFTF AT TR

AC 019
QaMs



Certificate No. J-2670/2/2018

Issued under the Contract No. 2897/JM/3/2017
Date of certification decision: 24.08.2018
Bears the PCBC hologram.

Warsaw, 24.08.2018



CERTIFICATE

No. M-56/2/2018

This is to certify that:

TURKLAB TIBBI MALZ. SAN. VE TIC. A.S.

Sasali Merkez Mh. Doga Dostlari Sitesi 131 Sk. No: 2/5

35621 Cigli, izmir, Turkey
Factory: ITOB 10031 Sk. No: 15 Menderes / izmir - Turkey

is in conformance with

EN ISO 13485:2016

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro diagnostic medical devices
intended For self-testing and professional use,
ECG electrodes and antibiotic susceptibility discs

The audit carried out by the Polish Centre for Testing and Certification has afforded evidence of the above.

This Certificate shall remain valid provided that above standard are fespected by the Organization.

This certificate is valid:

from 24.08.2018 to 21.12.2020

PARTNER OF
rT———

Anna Wyroba, M.Sc.
Vice Presjdent

Polish Centre For Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phane +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl

AC 019
QMs



Certificate No. M -56/2/2018

Issued under the Contract No. 2897/JM/3/2017
Date of certification decision: 24.08.2018
Bears the PCBC hologram.

Warsaw, 24.08.2018



Inscrita R.M. Barcelona, tomo 4.538, folio 127, hoja 48.411, libro 3.864, Seccion 2° N.LF. A08678823

BioSystems

REAGENTS & INSTRUMENTS

EC DECLARATION OF CONFORMITY

BioSystems S.A., a company placed in Costa Brava 30, 08030 Barcelona (Spain)
dedicated to the design, development and manufacturing of in vitro diagnostic medical
devices,

Hereby DECLARES

That the products stated in the annex of five (5) pages joined herewith, meet the
applicable provisions of the

Directive on in Vitro Diagnostic Medical Devices (98/79/EC)

under the specifications declared by BioSystems S.A.

It means that the products:

e complies with all applicable Essential Requirements as set out in the Annex I, and
its technical documentation is performed following the requirements of the Annex IlI

e is classified as Other Device (all devices except Annex Il and Self-Testing Devices),
that is why the Conformity Assessment follows the procedure stated in the Annex Il of
the Directive without the intervention of a Notified Body.

Barcelona, November 6" 2012

Dr. Antonio Elduque
Managing director
BioSystems S.A.

J‘.qg .tuv‘00

g

iy,

TOVReintans

.
o, &
“2091906%

® Cortified Management

System

= ENISO 5001
® ENISO 13435

Biosystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
biosystems@biosystems.es www.biosystems.es



CLINICAL CHEMISTRY — BIOCHEMISTRY:

a-Amylase-Direct

a-Amylase-EPS
a-Amylase-Pancreatic

Acid Phosphatase (ACP)

Alanine Aminotransferase (ALT/GPT)
Albumin

Alkaline Phosphatase (ALP)-AMP
Alkaline Phosphatase (ALP)-DEA
AspartateAminotranferase (AST/GOT)
Bilirubin (direct)

Bilirubin (total and direct)

Bilirubin (total)

Calcium — Arsenazo

Calcium — MTB

Cholesterol

Cholesterol HDL

Cholesterol HDL direct

Cholesterol HDL Precipitating reagent
Cholesterol LDL direct

Cholesterol LDL Precipitating reagent
Cholinesterase (CHE)

Citrate

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine

Fructosamine

Fructose
g-Glutamyltransferase (g-GT)
Glucose

Iron — Chromazurol

Iron — Ferrozine

Iron Binding Capacity
Lactate Dehydrogenase (LDH)
Lactate Dehydrogenase (LDH) — IFCC
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Pyridoxal Phosphate
Triglycerides
Urea/BUN-Color
Urea/BUN-UV

Uric Acid

CLINICAL CHEMISTRY — TURBIDIMETRY::

a1-acid Glycoprotein
Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin (Il
Apolipoprotein A-1 (Apo A-1)
Apolipoprotein B (Apo B)
b2-Microglobulin
Complement Component C3
Complement Component C4

C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)
Ferritin

Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)
Prealbumin

Rheumatoid Factors (RF)
Transferrin

CLINICAL CHEMISTRY — MICROCOLUMN

CHROMATOGRAPHY:

17-Hydroxycorticosteroids

17-Ketosteroids

5-Aminolevulinic Acid (ALA) /
Porphobilinogen (PBG)

5-Hydroxyindoleacetic acid (5-HIAA)

Hemoglobin A1C
Hemoglobin A2
Metanephrines
Vanilmandelic Acid
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CLINICAL CHEMISTRY — STANDARDS and CALIBRATORS:

a-1-acid Glycoprotein Standard
Adenosine Deaminase (ADA) Standard
Albumin (Microalbuminuria) Standard
Anti-Streptolysin O (ASO) Standard
Antithrombin IIl Standard
Apolipoprotein A-l Standard
Apolipoprotein B Standard
b2-Microglobulin Standard

Bilirubin Standard

Biochemistry Calibrator

Biochemistry Calibrator (Human)

Cholesterol HDL/LDL Calibrator

CRP/CRP-hs Standard

Ferritin Standard

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Standard

Prealbumin Standard

Protein Calibrators

Protein (urine) Standard

Rheumatoid Factors (RF) Standard

CLINICAL CHEMISTRY - INSTRUMENTS:

A15
A25

BA400
BTS-350

CLINICAL CHEMISTRY — BIOCHEMISTRY — REAGENTS

AUTOMATED SYSTEMS:

a-Amylase-Direct

a-Amylase-Pancreatic

Adenosine Deaminase (ADA)

Alanine Aminotransferase (ALT/GPT)

Albumin

Alkaline Phosphatase (ALP)-AMP

Alkaline Phosphatase (ALP)-DEA

Aspartate Aminotransferase
(AST/GOT)

Bilirubin (direct)

Bilirubin (total)

Calcium-Arsenazo

Cholesterol

Cholesterol HDL direct

Cholesterol LDL direct

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine
g-Glutamyltransferase (g-GT)
Glucose

Iron Ferrozine

Lactate dehydrogenase (LDH)
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Triglycerides

Urea/BUN UV

Uric acid
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CLINICAL CHEMISTRY — TURBIDIMETRY — REAGENTS

AUTOMATED SYSTEMS:

Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin [lI

Complement Component C3
Complement Component C4
C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)

Ferritin

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)

Rheumatoid Factors (RF)

Transferrin

CLINICAL CHEMISTRY — INTERNAL QUALITY CONTROL.:

ADA Controls

Biochemistry Control Serum (Human) |
Biochemistry Control Serum (Human) Il
Biochemistry Control Serum |
Biochemistry Control Serum Il

CK-MB Control Serum

Control Urine

Fertility Biochemistry Control
Hemoglobin A1C Control (Elevated)

Hemoglobin A1C Control (Normal)
Hemoglobin A2 Control

Lipid Control Serum |

Lipid Control Serum Il

Protein Control Serum |

Protein Control Serum II
Rheumatoid Control Serum |
Rheumatoid Control Serum Il

AUTOIMMUNITY - IFA (IMMUNOFLUORESCENCE):

Anti-Adrenal Cortex Antibodies (AACA)
Anti-Endomysium Antibodies (AEA)
Anti-Islet Cell Antibodies (AICA)
Anti-Keratin Antibodies (AKA)
Anti-Mitochondrial Antibodies (AMA)
Anti-nDNA antibodies (nDNA)
Anti-Neutrophil Cytoplasmic Antibodies
(ANCA)
Anti-Nuclear Antibodies HEp-2 (ANA
HEp-2)
Anti-Nuclear Antibodies RL (ANA-RL)
Anti-Skin Antibodies (ASA)
Anti-Smooth Muscle Antibodies (ASMA)
Anti-Striated Muscle Antibodies
(AStMA)

Anti-Thyroid Antibodies (ATA)

Autoantibodies DUO-HEp2/ML (DUO-
HEp2/ML)

Autoantibodies MsK/MsS (AA-
MsK/MsS)

Autoantibodies MsL/MsK/MsS (AA-
MsL/MsK/MsS)

Autoantibodies RK/RS (AA-RK/RS)

Autoantibodies RL/RK/RS (AA-
RL/RK/RS)

Autoantibodies RL/RKm/RS (AA-
RL/RKm/RS)

Glomerular Basement Membrane
Antibodies (GBMA)
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AUTOIMMUNITY — ELISA:

ANA Screening

Anti-Annexin V IgG/IgM (ANX)

Anti-b2-Glycoprotein 1 IgG/IgM
(b2GP1)

Anti-Cardiolipin Antibodies (ACA-
lgG/Ig)

Anti-Centromere B Antibodies (CENP-
B)

Anti-Citrullinated Protein Antibodies
(ACPA)

Anti-Deamidated Gliadin Peptides IgA
(DGP IgA)

Anti-Deamidated Gliadin Peptides IgG
(DGP IgG)

Anti-dsDNA Antibodies

Anti-GBM Antibodies - EIA (GBM)

Anti-Gliadin Antibodies (AGA-IgG/IgA)

Anti-Histones Antibodies (HIST)

Anti-Insulin Antibodies (INS)

Anti-Jo1 Antibodies

Anti-M2 Antibodies (M2)

Anti-MPO Antibodies

Anti-Nucleosome Antibodies (NCL)

Anti-Phospholipid IgG/IgM (APLA)

Anti-PR3 Antibodies

Anti-Ribosomal P Antibodies (Rib P)

Anti-Scl70 Antibodies

Anti-Sm Antibodies

Anti-Sm/RNP Antibodies

Anti-SSA (Ro) Antibodies

Anti-SSB (La) Antibodies

Anti-Thyroglobulin Antibodies (Anti-Tg)

Anti-Thyroid Peroxidase Antibodies
(Anti-TPO)

Anti-tTransglutaminase IgA Antibodies
(Anti- tTG IgA)

Anti-tTransglutaminase IgG Antibodies
(Anti- tTG IgG)

ASCA-IgG/IgA (ASCA)

ENA 4-Profile

ENA 6-Screening

AUTOINMUNIDAD - INSTRUMENTOS:
AUTOIMMUNITY - INSTRUMENTS:

iPRO
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RAPID TESTS — LATEX AGGLUTINATION:

Anti-Streptolysin O (ASO) - Slide
C-Reactive Protein (CRP) - Slide

Rheumatoid factors (RF) - Slide

INFECTIOUS IMMUNOLOGY — SYPHILIS:

RPR-Carbon

TPHA

INFECTIOUS IMMUNOLOGY - FEBRILE ANTIGENS:

Febrile Serodiagnostics Multiscreening
Febrile Serodiagnostics Salmonella
Brucella abortus

Brucella abortus, Rose Bengal
Proteus Ox19

Salmonella paratyphi AH
Salmonella paratyphi AO
Salmonella paratyphi BH
Salmonella paratyphi BO
Salmonella paratyphi CH
Salmonella paratyphi CO
Salmonella typhi H

Salmonella typhi O

Brucella Positive Control

Proteus Positive Control
Salmonella Positive Control
Serology Negative Control
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Certificate

Standard ISO 9001:2015
Certificate Registr.No. 01 100 6696

Certificate Holder: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain
Scope: Design, development, manufacture, distribution, servicing of:

-Instruments and reagents for clinical diagnostic.
-Instruments and reagents for agro-alimentary analysis.
Distribution and service of reagents and instruments for veterinary
diagnosis.

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

Validity: The certificate is valid from 2019-12-19 until 2022-12-18.
First certification 1996

2019-12-20

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéin

www.tuv.com

(DAl A TOVRheinland®

e Akkreditierungsstelle i ‘
www.tuv.com D-ZM-16031-01-00 Precisely Right.

Utilisation and application requires prior approval

registered trademarks

10/201 1017 EA4 ® TOV, TUEV and TUV are



Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 6696

No. Location

102 BIOSYSTEMS S.A.
Pol. Ind. Can Tapioles
naus 7-12-13
08110 Montcada i Reixac
Spain

2019-12-20

Klicken Sie hier, um Text einzugeben.

www.tuv.com

Scope

Labeling and assembly of reagent. Storage,
and shipping of: - Instruments and reagents
for diagnosis and reagents for clinical
diagnosis.- Instruments and reagents for agri-
food analysis.- Instruments and reagents for
veterinary diagnosis.

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105K6In

Page 1 of 1

A TUVRheinland®

Precisely Right.

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

Certificate

i The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

has established and applies a quality management system for medical devices
for the following scope:

Design and development, manufacture, distribution and
servicing of instruments and reagents for
clinical diagnostic
(see attachment for sites included)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-01-08
Certificate Registration No.: SX 60145545 0001
An audit was performed. Report No.: 28300434 004

This Certificate is valid until: 2022-12-12
Certification Body

( DAKKS

% Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-01-08

D. Swiatko

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http:/mwww.tuv.com/safety

10/020h 04.08 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



. ®
TUVRheinland

TUV Rheinland g P RETe €
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

| Attachment to

Certificate
Registration No.: SX 60145545 0001
‘ Report No.: 28300434 004
Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain
Scope: Site included:
‘ Poligono Industrial Can Tapioles
Naves 7, 12 y 13
08110 Montcada i Reixac
‘ Spain
Activity: Labelling and assembling of reagents,
warehousing and shipment of instruments
and reagents for clinical diagnostic
Certification Body
(( -, Deutsche
— Akkreditierungsstelle

D-ZM-14169-01-02

} Date: 2020-01-08

10205 0408 ®  TOV, TUEY and TUY are registered trademarks, Utiisation and spplication requires prior approval.
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