ORDIN DE PLATA NR.: 697 TIP.DOC. 1
DATA EMITERII:20 aprilie 2021

PLATITI: 1500-00 LEI: Una Mie Cinci Sute lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD™ SRL MDO5ML0O00000002251429243

CODUL FISCAL :1010600028048 7/

PRESTATORUL PLATITOR CODUL BANCII:
BC""Moldindconbank"S.A. fil."Invest" Chisinau -MOLDMD2X329:

BENEFICIAR (R) IMSP. Asoci CONTUL DE PLATI/CODUL IBAN ;
atia Medicala Teritoriala Cen MD74V1000002251017130MDL :
tru CODUL FISCAL :1003600153267 / :

PRESTATORUL BENEFICIAR CODUL BANCI1
B.C."VICTORIABANK"S.A. Fil.nr.17 Chisinau :VICBMD2X457:
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI
oferta la procedura de achizi?ie public: NORMAL/URGENT =N
a nr. ocds-b3wdpl-MD-1617091515207 din 2:
1.04.2021

L.S.

CODUL TRANZACTIEI:001
DATA PRIMIRIN1:20/04/2021
DATA EXECUTARII:

SEMNATURILE
EMITENTULUI

CONDUCATOR:Web Poiata Vitalie
MIIGYwYJKoZ 1 hveNAQcCol IGVDCCBIACAQEXCzAJBgUrDgMCGgUAMASGCSqGSIb:

DQEHAaCCBGwwggRoM I IDUKADAgGECANNHAACjb i 1rgFksQOG4AAAAAKNUMAOGCSq:
S1b3DQEBCWUAMC I x IDAeBgNVBAMTFONFUIQXLUNBLU1VbGRpbmRjb251 YW5rMB4 :

DT IXMDEyODExMzgwNVoXDT I OMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKI1EMRA :
gYDVQQ I EwdNb2xkb3ZhMREWDWYDVQQHEwWhDaG 1 zaW5hd TEWMBQGALUEChMNQmI

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr
M1 1GZwYJKoZ lhveNAQcCo I 1GWDCCB IQCAQEXCzAJBgUrDgMCGgUAMASGCSGS Ib3:
DQEHAaCCBHAwggRsM I 1DVKADAgECAhNHAAC j cahRKgbJeg8QAAAAAKNXMAOGCSQG:
S1b3DQEBCWUAMC I x IDAeBgNVBAMTFONFUIQXLUNBLU1vbGRpbmRjb251 YW5rMB4X:
DT IXMDEyODExMzkxOFoXDT I OMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAK1EMRAwW:
YDVQQ I EwdNb2xkb3ZhMREWDWYDVQQHEWhDaG I zaW5hd TEWMBQGALUEChMNQm v

L.S. (semnatura electronica) :
CONDUCATOR: :
(semnatura manuala) :
CONTABIL-SEF: Digitally signed by Poiata Vitalié
(semnatura manuala) Date: 2021.04.20 16:28:12 EEST
SEMNATURA PRESTATORUL L.S. Reason: MoldSign Signature
Location: Moldova

MOTIVUL REFUZULUI




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

v g ";, L= = o P =
—— g — AR gl e
= d‘“ ) D @ ‘
NP >\



,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




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

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fatd de bugetul public national
N | 42105690 din | 09.04.2021

1. Destinatia / HaznaueHue

Pentru participare la proceduri de achizitii publice

2. Date despre contribuabil / Mndopmatiis 0 HaToromiaTenbIuke

Denumirea Codul fiscal / Numirul de identificare
Hanmenopanne DuckanpHbll Ko / MneHTHOHKALMOHHBIH HOMED
[BIOSISTEM MLD S.R.L. | 1010600028048 |
Adresa sediului de bazi (strada, numiirul) Codul - Denumirea localititii

AJIpec OCHOBHOTO MECTOPACHIONOMKEHHA (y/uua, HoMep) Kon - HauMeHoBaHie HACETIEHHOIO [IyHKTA

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

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[TonTBepskaeHUe OTCYTCTRBUS HIIH HATHYHSA HEJOMMKH COTTIACHO AaHHbIX HndopmanioHHoii aRTOMaTHSHPOBAHHOM
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BBIAYH JAHHOI CIIPABKI HEJOMMKA TIEpe)] HALHOHATBHBIM ITyGIHYHEIM GIOZKETOM COCTABILACT:
0,00 lei/nei.

4, Valabil pini la / [leficTuTeNneH 10 24.04.2021

5. Autentificarea Serviciului Fiscal de Stat / Homepmcﬂué

Sef DDF Riscani

a DGAF miin.Chisindu
LS/ MIL
executor._Svetlana Slonovscaia

Numele §i prenumele/@anamms 1 wus

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 09.04.2021 ora 10:51:57
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,27



EC DECLARATION OF CONFORMITY

In vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

Turklab Tibbi Mal. San. ve Tic. A.S.

Headquarters / Manufacturing Side: 1TOB 10017 Sokak No: 2 Tekeli - Menderes / Izmir - Turkey

Product:

Brand:

Classification:

Conformity Assessment Route:

Fecal Occult Blood (FOB) Test
Rapidan® Tester, Toyo®, Info®, Labmen®
Professional Use IVD, 98/79/EC

Annex Il

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/EC for In-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer.

Standards Applied:

Revision No:

Place, Date of Issue:

Signature

FABRIKA: ITOB 058 MAHI100175K. No:2
TEL: 0232 376 8D 8 0232
MENDERE!

EN ISO 13485:2016
EN ISO 14971:2012
EN ISO 15223:2016
EN ISO 18113-1:2011
ENISO 18113-2:2011
EN ISO 23640:2015
EN 13612:2002

Izmir, 08.03.2019

Dr. Sahin Yaglidere, Md

General Manggér
C€
MENDERES / IZMiR
376 80 40

i
V.75 309 6205

DOC03/02

EC DECLARATION OF CONFORMITY

In vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

Turklab Tibbi Mal. San. ve Tic. A.S.

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / Izmir - Turkey

Product:

Brand:

Classification:

Conformity Assessment Route:

H.Pylori Ag Test

Rapidan® Tester, Toyo®, Info®, Labmen®
Professional Use IVD, 98/79/EC

Annex Il

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/EC for In-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer.

Standards Applied:

Revision No:

Place, Date of Issue:

Signature

EN ISO 13485:2016
EN ISO 14971:2012
EN ISO 15223:2016
EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 23640:2015
EN 13612:2002

Izmir, 08.03.2019

Dr. $ahin Yaglidere, Md

q3

DOC02/06

EC DECLARATION OF CONFORMITY

In vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

Turklab Tibbi Mal. San. ve Tic. A.S.

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / [zmir - Turkey

Product:

Brand:

Classification:

Conformity Assessment Route:

Anti-HBs Test

Rapidan® Tester, Toyo®, Info®, Labmen®
Annex Il List A, 98/79/EC

Annex IV

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/EC for In-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer.

Standards Applied:

Notified Body: B

Start of CE Marking:
Revision No:

Place, Date of Issue:
Signature

MERKEL: I70B OSB MAH, 10031 SK. NO:15 MENDERE}/AIIIR
FAERIKA: TOB 0SB MAH.10017 SK. NO:2 MENDERES / iZMiR

EN ISO 13485:2016
EN ISO 14971:2012
EN ISO 15223:2016
EN ISO 18113-1:2011

EN ISO 18113-2:2011

EN ISO 23640:2015

EN 13612:2002

Polish Centre for Testing and Certification (PCBC),
ul. Klobucka 23a 02-699 Warszawa Poland
(Notified Body # 1434)

29.08.2008

7

Izmir, 08.03.2019

Dr. Sahin Yaglidere, Md

General Manager

TURLKLA

TIBBi MALZ.SAN.VE TiC,

TEL: 0 232 376 80 81- FAX: 0 232 37|
'MENDERES V.0. 879 009 6209

C €1434

DOC02/04

EC DECLARATION OF CONFORMITY

In vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

Tarklab Tibbi Mal. San. ve Tic. A.S.

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / Izmir - Turkey

Product:

Brand:

Classification:

Conformity Assessment Route:

Troponin | Test

Rapidan® Tester, Toyo®, Info®, Labmen®
Professional Use IVD, 98/79/EC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/EC for In-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer.

Standards Applied:

Revision No:

Place, Date of Issue:

Signature

MERKEL: 0B 0SB MAH. 10031 3K,
FABRIKA: OB 0SB MAH.10017
TEL 0232 376 80 81«
'MENDERES V.D.

EN ISO 13485:2016
EN ISO 14971:2012
EN ISO 15223:2016
EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 23640:2015
EN 13612:2002

Izmir, 08.03.2019

Dr. $ahin Yaglidere, Md

q3

DOC04/01




C E RTI F I CATE ANNEX TO THE CERTIFICATE

VALID ONLY IN CONNECTION WITH THE CERTIFICATE
No J-2670/4/2020 No J-2670/4/2020

This is to certify that:
TURKLAB Tibbi Mal. San. Tic. A.S.
ITOB 10017 Sokak No: 2,
Tekeli - Menderes jzmir / Turkey

and

Location
listed in Annex to the certificate

This is to certify that the Following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes jzmir / Turkey

is in conformance with
EN ISO 9001:2015 in the Following scope of activities:
in the Following scope of activities:
design, development, manufacturing, final control
and distribution of in vitro medical devices:
rapid tests intended For self-testing and for professional use,
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents) and ECG electrodes

The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above

design, development, manufacturing, final control
and distribution of in vitro medical devices:
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),
professional use IVD tests and ECG electrodes

This Certificate shall remain valid provided that above standard are respected by the Organization.
This certificate is valid:
from 22.12.2020 to 21.12.2023
meets the requirements of the standard listed on the certificate
Issued under the Contract No. 2897/JM/4/2020

Issued under the Contract No. 2897/JM/4/2020 Date of certification decision: 14.10.2020
Date of certification decision: 14.10.2020 Certificate bears a qualified signature.
Certificate bears a qualified signature. Warsaw, 15.10.2020

Anna Elektronicznie
podpisany przez Anna
M aigo rzata Matgorzata Wyroba
Data: 2020.10.16
Wyroba 08:48:40 +02'00"
Memcer of the Board

Warsaw, 15.10.2020
Anna Elektronicznie
podpisany przez Anna
M a{g orzata Matgorzata Wyroba
W b Data: 2020.10.16
08:47:33 +0200'
yrﬁemi

<r of the Board

PARTNER OF
PARTNER OF

AC 019
AC 019 aus
ams
Page 1 of 1
Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl

¢ TERCUME ;
009971
| s | CERTIFICATE
No. M - 56/4/2020 !
isbu sertifika ile; i
TURKLAB Tibbi Mal. San. Tic. A.S. ! No M - 56/4/2020
ITOB 10017 Sokak No:2, Tekeli-Menderes
izmir, Tiirkiye This is to certify that:
ve sertifika ekinde listelenmis | TURKLAB Tibbi Mal. San. Tic. A.S
Lakasyon ITOB 10017 Sokak No: 2,
Asagidaki faaliyetler kapsaminda Tekeli - Menderes izmir / Turkey
EN 1SO 13485:2016 aid
ile uyumludur: Location
invitro tibhi cihazlarin tasarimi, gelistirilmesi, iiretimi, son kontrolii ve g 1 d‘f listed in Annex to the certificate
dagitimi: keq di kendine test ve profesyonel kullanim igin tasarlanmig hizl \'@ i:} % sl conformance with

testler, kan grup igin reaktifler ve reaktif iiriinleri (jel kartlari ve kirmizi i EN ISO 13485:2016
kan hiicreleri reaktifleri) ve EKG elektrotlari

in the following scope of activities:
design, development, manufacturing, final control
and distribution of in vitro medical devices:
rapid testsfintended for self-testing and for professional use,

Polonya Test ve|Sertifikasyon Merkezi tarafindan yiritiilen denetim, yukaridaki kanitlari
saglamistir. Bu Sertifika, Kurulus tarafindan yukaridaki standarda uyulmasi kaydiyla
gecerliligini koruyacaktir.

Bu seftifikanin gegerlilik tarihi: 22.12.2020'den 21.12.2023'e kadar reager\ts and reagent products for blood grouping |
(gel cards|and red blood cellsreagents) and ECG electrodes
Sozlesme Cercevesindg Diizenleme No.2897/1M/4/2020 The audit carried jout by the Polish Centre of Testing and Certification has affored evidence of the above

Sertifika kararinin tarihji: 14.10.2020
Sertifika, yetkili imzay kasimaktadir.
Varsova, 15.10.2020

Anna  <<Elektronikimza>> This Certificat¢ shall remain valid provided that above standard are respected by the Organizatjon.
Malgorzata
Wyroba

Yonetim Kurulu Uyesi

This certificate is valid:
from 22.12.2020 to 21.12.2023

Te fr

POLONYA TEST VE SERTIFIKASYON MERKEZI 02-844 Varsova, 469 Pulawska Street, Tel: +48 22 46 45 200, e-posta: pcbc@pchc.gov.pl Issued under the Contrad} No. 2897/JM/4/2020 TORB A 15 K
Date of certification decigion: 14.10.2020 s 2 NOTER[ -
Certificate bears a qualifipd signature. ihe i YREK

Warsaw, 15.10.2020

isbu belge Ingilizce asiindan Tarkge'ye tarafimdan aslina uygun olarak tercime edilmistir.
I herebycerti i has beentr its English intoTurkishtrulyandcorrectlyby me.0:

Elektronicznie
An o podpisany przez Anna
Matgorzata Maigorzate Wyroba
W rob Data: 2020.10.16
09:00:1 2'00"
Y Memaher of the‘BanS

EMINLI TERCUMAN

ROINAS
/\’ an
)

s,
olish'Centre for Tesing and Cerification 459 putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl
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SERTIFiKA EKi
SADECE SERTIFiKA iLE BAGLANTILI OLARAK GECERLIDIR
No. M —56/4/2020 ‘

isbu sertifika, asagida yer alan faaliyetler kapsamindaLokasyonun tasdiki icin hazirlanmigtir:

Fabrika 2:1TOB 10031 Sokak No: 15,
Tekeli-Menderesizmir, Tiirkiye

invitro tibhi cihazlarin tasarimi, gelistirilmesi, iiretimi, son kontrolii ve
dagrtimi: kan gruplamasi igin reaktifler ve reaktif tiriinleri (jel kartlari ve kirmizi
kan hiicreleri reaktifleri), profesyonel kullanim IVD testleri ve EKG elektrotlari

Sertifikada listelenen standardin gereksinimlerini kargilar.

sézlesme Cergevesindg Diizenleme No.2897/IM/4/2020
Sertifika kararinin tarihji: 14.10.2020
Sertifika, yetkili imzayi tagimaktadir.
Varsova, 15.10.2020

Anna  <<Elektronik imza>>
Malgorzata

Wyroba
Yénetim Kurulu Oyesi

POLONYA TEST VE SERTIFIKASYON MERKEZI 02-844 Varsova, 469 Pulawska Street, Tel: +48 22 46 45 200, e-posta: pchc@pcbe.gov.pl

isbu belge ingilizce aslindan Tarkce'ye tarafimdan aslina uygun olarak terciime edilmistir.
| herebycertif i has its English intoTur ectlyby me.03.12.2020

SWORN TRANSEATOR / YEMINLi TERCUMAN
ERKAN ALTUNER

)~

CERTIFICATE

No M - 56/4/2020
This is to certify that:

TURKLAB Tibbi Mal. San. Tic. A.S
ITOB 10017 Sokak No: 2,
Tekeli - Menderes izmir / Turkey

and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 13485:2016
in the Following scope of activities:

design, development, manufacturing, final control

and distribution of in vitro medical devices:
rapid tests intended For self-testing and for professional use,
reagents and reagent products for blood grouping
(gel cards and red blood cellsreagents) and ECG electrodes

The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above

This Certificate shall remain valid provi that above arer d by the Or

This certificate is valid:
from 22.12.2020 to 21.12.2023

Issued under the Contract No. 2897/JM/4/2020
Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

Anna Elektronicznie
podpisany przez Anna

Matgorzata  Mmalgorzata wyroba
Data: 2020.10.16
Wyrob

PARTNER OF

a 9:00:16 +02'00"
Member of tﬁe Boar:

AC 019
ams

Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl

ANNEX TO THE CERTIFICATE
VAI*ID ONLY IN CONNECTION WITH THE CERTIFICATE
No M - 56/4/2020

This is to certify that the Following Location: '

|

" |
£ £% 7

RC9 Y A |

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes [zmir / Turkey T

in the Following scope of activities: l
|
desigh, development, manufacturing, final control
and distribution of in vitro medical devices:
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents), |
fofessional use IVD tests and ECG electrodes |

©

meets the requirements of the standard listed on the certificate

Issued under the ContraciNo. 2897/JM/4/2020
Date of certification decisjon: 14.10.2020
Certificate bears a qualifigd signature.
Warsaw, 15.10.2020

Anna Elektrorficznie

odpisahy przez Anna

P
Matgorzata welgomata wyroba
Data: 2020.10.16

Wyroba 09:02:27 +02'00'
Member of the Board

Page 10f 1
Polish Centre For Teslling and Cerification 469 Pulawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl

ANNEX TO THE CERTIFICATE
VALID ONLY IN CONNECTION WITH THE CERTIFICATE
No M - 56/4/2020

This is to certify that the Following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes jzmir / Turkey

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),
professional use IVD tests and ECG electrodes

meets the requirements of the standard listed on the certificate

Issued under the Contract No. 2897/JM/4/2020
Date of certification decision: 14.10.2020
Certificate bears a ualified signature.
Warsaw, 15.10.2020 A nna Elektronicznie
podpisany przez Anna
Malg orzata Matgorzata Wyroba
Data: 2020.10.16
Wyro ba 09:02:27 +02'00'

Pt Member of the Board

AC 019
ams

Page 1 of 1
Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl



CERTIFICATE

EC No 1434-IVDD-432/2019

EC Design-Examination

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

Polish Centre for Testing and Certification certifies
that manufactured by:

TURKLAB Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

in vitro diagnostic medical devices, List A

Anti-HBs Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

in terms of design documentation, comply with requirements of Annex IV section 4 to Directive 98/79/EC (as
amended) implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

Certificate No 1434-IVDD-432/2019

1434 Michst Pachevski;ehd Issued under the Contract No MD-31/2019
tedicent Bears the PCBC hologram.
Warsaw, 29.08.2019

Application No: 59/2019
dule: HG

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

CERTIFICATE

EC No 1434-1VvDD-433/2019
Full Quality Assurance System

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

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

TURKLAB Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

for the design, manufacture and final inspection of in vitro diagnostic medical devices,
: List A

Anti-HBs Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

complies with requirements of Annex IV excluding section 4 and 6 to Directive 98/79/EC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC.
Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

e

1434 Michat Pachowski, PhD

President

Certificate No 1434-1VDD-433/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019

Application No: 59/2019
dule: H7

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



CERTIFICATE

EC No 1434-IvDD-430/2019
EC Design-Examination

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

Polish Centre for Testing and Certification certifies
that manufactured by:

TURKLAB Tibbi Mal. San. ve Tic. A.S.
ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey
in vitro diagnostic medical devices, List A

Anti-HCV Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

in terms of design dpcumentation, comply with requirements of Annex IV section 4 to Directive 98/79/EC (as
amended) implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

1434 Mitha{:r:(s?:;stki,l’hb

Application No: 58/2019
ule: HE

Certificate No 1434-IlVDD-430/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019

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

CERTIFICATE

EC No 1434-IVDD-431/2019
Full Quality Assurance System

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

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

TURKLAB Tibbi Mal. San. ve Tic. A.S.
ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

for the design, manufacture and final inspection of in vitro diagnostic medical devices,
List A

Anti-HCV Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

complies with requil of Annex IV ing section 4 and 6 to Directive 98/79/EC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

1434 Michat Pachowsk, Pho

Application No: 58/2019
dule: H7

Certificate No 1434-IVDD-431/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019

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
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CERTIFICATE

EC No 1434-IVDD-436/2019
EC Design-Examination

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

Polish Centre for Testing and Certification certifies
that manufactured by:

TURKLAB Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

in vitro diagnostic medical devices, List A

Anti-HIV 1/2 Test
Brands: Info®, Toyo®, Rapidan Tester®, Lab

in terms of design documentation, comply with requirements of Annex IV section 4 to Directive 98/79/EC (as
amended) implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

Certificate No 1434-IVDD-436/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.
Warsaw, 29.08.2019

Michat Pachowski, PhD
President

1434

Application No: 57/2019
Module: H6

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

CERTIFICATE

EC No 1434-1IVDD-437/2019
Full Quality Assurance System

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

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

TURKLAB Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

for the design, manufacture and final inspection of in vitro diagnostic medical devices,
List A

Anti-HIV 1/2 Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

complies with requirements of Annex IV excluding section 4 and 6 to Directive 98/79/EC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

Certificate No 1434-1VDD-437/2019

Issued under the Contract No MD-31/2019
Bears the PCBC hologram.
Warsaw, 29.08.2019

Michat Pachowski, PhD
President

1434

Application No: 57/2019
Module: H7

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

EC No 1434-IVDD-434/2019
EC Design-Examination

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

Polish Centre for Testing and Certification certifies
that manufactured by:

TURKLAB Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

in vitro diagnostic medical devices, List A

HBsAg Test
Brands: Info®, Toyo®, Rapidan Tester®, Lab

in terms of design documentation, comply with requirements of Annex IV section 4 to Directive 98/79/EC (as
amended) implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

™ e

Michat Pachowski, PhD

1434 e

Application No: 56/2019
lodule: H6

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

CERTIFICATE

EC No 1434-1IVDD-435/2019
Full Quality Assurance System

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

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

TURKLAB Tibbi Mal. San. ve Tic. A.S.
ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

for the design, manufacture and final inspection of in vitro diagnostic medical devices,
List A

HBsAg Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

complies with requi of Annex IV ing section 4 and 6 to Directive 98/79/EC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

1434 Micht Pachowski,Pho

Application No: 56/2019
Module: H7

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

Certificate No 1434-1VDD-434/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019

Certificate No 1434-IVDD-435/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019




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.
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® 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

Page 1 of 5



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

Page 2 of 5



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)

Page 3 of 5



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

Page 4 of 5



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.

10/201 1017 E A4



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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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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