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Avantor Performance Materials Poland Spétka Akcyjna
Sowiriskiego 11

44-101 Gliwice

Tel. 48 322392 000

Declaration of conformity

Avantor Performance Materials Poland S.A. who is an established manufacturer of reagents and
products for diagnostic in vitro located at:

Sowinskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagents mentioned in attached list are labeled with J.T.Baker label, comply with the In Vitro
Diagnostic Medical Devices Directive 98/79/EC and the requirements of ISO 13485 Standard.
This declaration is the basic for CE marking of the In Vitro Diagnostic Medical Devices.

The products are not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are
subject to self registration.

This declaration is valid for all the IVD medical devices described above and which are placed
on the market by ourselves on or after the date hereof and which bear the CE marking

Gliwice, Poland

January 25, 2019

)
Lgﬂb{fz@, 6}’/{@

Anna Szuba
Quality Director

Digitally signed by Ceaicovschi Tudor
Date: 2021.01.27 16:09:37 EET
Reason: MoldSign Signature
Location: Moldova

NIP 631-010-13-07

Numer w KRS: 0000010108

Sqd rejestrowy: Sqd Rejonowy w Gliwicach
X Wydziat Gospodarczy KRS

Kapitat zaktadowy 2 360 793,00 zt

Regon: 271563380



J.T.Baker product list for CE marked products

Product Product number Pack size
Diluid™ 100 Plus 3961 20L
Diluid™ 22 2990.9010PC 10L
e 3969 20L
Diluid™ 610
: 3969-00 20L
3430,9020 20 L
Diluid™ Abacus 3430.9010 10L
3430-00 20L
Diluid™ AC 900 3996 201
Diluid™ APR 3476.9020PC 20 L
Diluid™ Azide free 3957 20 L
3963 20 L
Diluid™ [l Diff 3963.9010 10L
3963-00 20 L
- 3459,9020 20L
Diluid™ Erma 34509.00 0L
A TM M 3439.9020PC 20 L
Diluid™ Mindray 3439.00 0L
T 3483.9020PC 20 L
H . 3483-00 20L
Diluid™ Ruby 2987.9020PC 20 L
Diluid™/Sheath 3200-4000 3832,9020 20 L
Diluid™ ST1600/2000 3976 20L
Sheath D 3495.9010PC 10L
Sheath Fluid 3000/3500 3471.9020PC 20 L
CN-free Lyse Diff AC 900 3998 5L
CyMet™ 22 CN Free 2986.0500PE 500 ml
CyMet™ 3000 3469.9010PC 10 L
CyMet™ 3200 CN free 3823,1000 1L
CyMet™ 3500 3839.5000PC 9l
CyMet™ 3500 CN free 3825 Bil.
3970 10 L
CyMet™ 610 CN free 3970-00 10L
3977 Bl
™ 3431.1000 1L
CyMet™ Abacus CN free 3431.00 m
CyMet™ APR Baso |l 3479.1000PE L
CyMet™ APR CN free 3417.0500PE 500 ml
CyMet™ APR EO 3478.1000PE 1L
CyMet™ ASA 2950.2500PE 251
CyMet™ ASB 2951.0500PE 500 ml
CyMet™ AS CN free 2952.9010PC 10 L
CyMet™ BS3 CN free 2982.0500PE 500 ml
: 3968 1L
Met™ || Diff
Ryve : 3968-00 500 mi
g 3511.1000 Tal:
™ .
CyMet™ |[I| Diff CN free 351100 5L
3416-00 500 ml
CyMet™ E
il 3416,0500 500 ml
CyMet™ H20 3853.1000 1 [
3425-00 500 ml
NS Cllriey 3425.0500 500 mi
CyMet™ Micro 3852,1000 1L
™ M 3863,1000 1 L micros
CyMet™ Micro CN free 3863.00 11 miios
CyMet™ Mindray _ 3441-00 500 ml

[CyMet™ Mindray CN Free

3440.0500PE

500 ml




J.T.Baker product list for CE marked products

Product Product number Pack size
CyMet™ NR Il 3484.1000PE [ [
CyMet™ NR IIl CN Free 3486-00 1L
3486.1000PE [
CyMet™ NR V 3485.1000PE 1L
CyMet™ Ruby CN Free 2988.5000PC 5L
CyMet™ ST 1600/2000 CN free 3759.5000 5L
LeucoLyse 3475.5000PC 5L
LeucolLyse Ruby 2989.5000PC SL
Blanking Solution 1600/2000 3947 20 L
™ 3763 5l
DetectoTerge 3766 L
DetectoTerge™ BS 2970.0900PE 900 ml
3900 5
ProClean™ 3900-00 5L
3768.1000 1 L micros
2 3432,5000 5L
ProClean™ Abacus 3432 1000PE E
ProClean™ CD 3902.0100PE 100 ml
3862,5000 51
3862.9020PC 201
ProClean™ Extra 3862-00 2L
3867-00 1 L micros
3867.1000PE 1 L micros
ProClean™ Plus 3901 100 ml
Rinse Mindray 3442 .5000PE LHE
3427/3428/3429 2.5 ml
8-Parameter Control L/N/H 3463/3464/3465 55 mi
8-Parameter Control 4xN 3747 4x25ml
8-Parameter Control 1xL+4xN+1xH 3751 6 x2.5ml
8-Parameter Control extended L/N/H 3633/3634/3635 2.5 ml
; 3433/3434/3435 2.5 ml
A RE Sntal LN 3502/3503/3504 4.5 ml
3-Diff Control extented L/N/H 3421/3422/3423 2.5 ml
CD-Diff Control L/N/H 3452/3453/3454 3.0 mi
CD-Diff Control 2xL+2xN+2xH 3838 6 x 3.0 ml
K-Diff Control L/N/H 3455/3456/3457 2.5 ml
Platelet Control- Extended value 3424 5x3.0ml
WBC Reduced RBC L/H 3698/3699 3.0 ml
XE-Diff Control L/N/H 3731/3732/3733 4.5 ml
Cervix Spray Fixative 3869,1200 12 x 125 ml
3933,1000 11
3933.5000PC 5L
3933,9010 10 L
o H 3933,9020 20 L
10% v/v Buffered Formaldehyde (4% wiv 3933 1000MB 7000 L
3933.9020PE 20L
3933.9010JL 10L
3933.9020JL 20 L
3905.2500PE 25L
UltraClear™ 3905.5000PE 5L
3905.9010PE 10 L




J.T.Baker product list for CE marked products

Product Product number Pack size
' : 3800.1000PE 1L
Eosin-Y Alcoholic 3800.2500PE 251
3856,1000 1L
Giemsa 3856,2500 25L
3856.9180ST 180L
; 3870,1000 1L
Hematoxylin er (Mayer) 3870,2500 2ol
_ £ S 3873,1000 1L
Hematoxylin Modified (Harris, Gill 11) 3873,2500 25L
= 3855,1000 1L
May-Grinwald 3855,2500 25L
; 3554.1000PE 1L
P
apanicolaou 2A 3554.2500PE 251
: 3555.1000PE 1L
Papanicolaou 2B 3555,2500PE 25L
; 3556,1000PE 1L
Papanicolaou 3B 3556.2500PE 25L
3921,0500 500 ml
UltraKitt™ 3921,0600 6x 100 mi
3921,9025S8T 25L
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 ml
3059 20L
PBS 3059.9010PC 0L

33




BUREAU VERITAS

Certification

Certificate

Awarded to

Avantor Performance Materials Poland S.A.

ul. Sowinskiego 11, 44-101 GLIWICE
POLAND

Bureau Veritas Certification certify that the Management System of the above organisation
has been audited and found to be in accordance with the requirements of the
management system standards detailed below

STANDARD

ISO 9001:2015

SCOPRE ©F SUPPLY

SALES OF CHEMICAL SERVICES AND CHEMICAL PRODUCTS
INCLUDING FINE CHEMICALS, ENNOBLED CHEMICALS, HIGH
PURITY SOLVENTS, CHEMICAL SERVICES.

PRODUCTION AND TESTING OF CHEMICAL PRODUCTS INCLUDING
FINE CHEMICALS, ENNOBLED CHEMICALS AND HIGH PURITY SOLVENTS.

1

Certification Cycle Start Date: 15 Septem ber 2018

Subject to the continued satisfactory operation of the organisation’s Management System,
this certificate is valid until: 14 September 2021

To check this certificate validity please call: +48 22 549 04 00
Further clarification regarding the scope of this certificate and the applicability of the management system requirements
may be obtained by consulting the organisation. I C A

POLSKIE CENTRUM
AKREDYTACJI

CH]

CERTYFIKACJA
SYSTEMOW

Issue Date: 29 June 2018

ZARZADZANIA

AC 081
QMS

Certificate Number:  PLO08875/P

ogal Technical Manager

MANAGING OFFICE ADDRESS: Bureau Ventas Polska Sp. z 0.0., ul. Migdalowa 4, 02-796 Warszawa, Poland,
ISSUING OFFICE ADDRESS: Bureau Vertas Polska Sp. z 0.0., ul. Migdalowa 4, 02-796 Warszawa, Poland %]



000 "Meankaon”

. 127276 Mockna, botanwyeckas ya. 35, T +7495231-2272 +7499 502-1214

MACNOPT-CEPTUDUKAT NMPOU3BOAMUTEAS
Ha «Habop peareHToB AAS onpeAeAeHus TPy KPOBU YeroBexa
cuciem ABO, Peaye u Kell» no TY-9398-101-51203590-2009
{ ULOAMKAOHDBI  Antu-A, Autn-B u Autu-AB )

Potaciouncsion yaoctoseperse Ne @CP 2009/06043 o 05 nosps 2000 ¢

Hawsenosanme: Lomikion anm A 8o duraxonax no 10 M ¢ kpacHbiMK KpBIIKaMU

Cepusi: 005708 Eannnua: 100 ma.
FHyaronaen: 10.08.2020 Koanuecrso e |
Foaew ao: 10.08.2022 Odwem cepuu: 10000 ma.

Hacpopr: AG05T08 or 10.08 2020

Pesyastars
Hopma ne TV

{ VICTIRITOHWA

! THEC2pasHan XaKocTs KpacHO e upera. Coorsercrayer

TPCIPOUHAR MUAKOCTS ChHero userta
TEospayHan BeCLBeTHAN MUAKOCTS.

HOADINS SRS LOMMACH GHTU-A  HE AOAXEH AGRATS GIT AT & Coorsercrayer
TR APUTROLITAMM rpyna Bl u Of)
LAUHHOCTS UoamacH auTinB - He AonKeH AQBGTS QAT ¢ Coorsercrayer
pMTROWMTaMI pyni AN} u Off)
Lioankack anT-AB He AoAKeH ABATL QIFAIDTUHAUMY Coorsercrayer
BEHTROLATAMK (pynnel Ofl)
HEACTHRARYIOUIGS | ATAIOTRHGLMA KO NAOCKOCTU IPUTPOLMTOB Al U B Cootsercrayer
HOCTE COCTHETCTAYIOWMMI LIOAMKAOHAMM ACAXHG NOABUTLCS He.
: nosaviee 10 cek. rocae ¢ IHUR
% Turp Uorkaoda aHti-A 8 peckumie arrloTURaum Hal Cootsercrayer
NAQSKOCTY C IPMTROWITaMI rpynnet Al 1:32 - 1:64 1:32- 164
TUrE LOAMKAOHG GHTU-B B PeCKLMM QrFAITUMGUAM HG Coorsercreyer
TACCKOCTIA & DpUTDOUMTAMM rpynnel B{IIl) 1.64 1.64
WP Uoarkaona ontu-AB 8 PeAKUMM OFTAIOTUHCUMN HG Coorsercreyer
(ACCKOCTIA C SpUTPOUMTOMA rpynn Al 1:32 - 1:64 u B 1:32-1:64
itd

lerinon cooinetcTeyeT pehonammam TY - 9598401-5&205’@90-2009

It 14
Weameron

?; K.B. KOwenko

i




000 "Megmnxnron”

MEDMRTION

127274 Mockea, BoraHmieckas yA, 35, ™\ (475) 231-2272  (499) 502-1214

GACNOPT-CEPTUPUKAT MNPOUIBOAUTEAR
1 (HaBop PeareHTon AAR ONPEASACHUA IPYN KPOBX YEAOBEKA CHCTEM
ABQ, Pesyc u Kelln no TY-9398-101-51203590-2009

{ LOAUKAOHB!  Antu-A T u AnTu-Acan )

FOMCIPAaUMSHHOS YAOCToBepeHme Ne PCP 2009/06043 or 05 noabps 2009 ¢

Haumenonauste: Lonmksion anrn Al

Cepust: 309609

Hrorosaen: 1409 2020
Pogen no: 14.09.2022 |

Hacnopr: A1309609 ot 14.09.2020

Easmwmna: 100 s,
Koamsecrao exmmnu: |
O6bem cepun: 10000 Mo,

i ll‘-.zm»f-:x;mai:n- XapaxTepscTies HOpMM. PeayavraTai nensrsnndt
{ TipawTe e
£1=
L Hpoapaunes  RKAXOCTS GeXenoro usern Coorsercrryer
S awra-Aca Ipow EABOCTE
{3 Clpanonmieane cngicran
! T Cneunguanecty Uonmron axm-Al  He JOEKEH JORGTE SOTATH-HIUNE ¢ Coorsercinyer
i apwrporsersass rpynn AZ(1) , B AZBOV) n O0)
i Homnuson antw-ACa  WE J0TKER 108STS AITOTHHDLNK ¢ e
| apetpossvasn rpyna BOID 1w O()
i 22 Tewary " rpymmt Al <
i SHOCOBHOCTH Re noyanee
' 19 cex. nocse Coorsercrayer
1
E 23 Yemp Trerp Uonmwrona Al 5 OpsMoli peoKauny srrARTHHIIN K Cooraeromyer
£ 9 Al sa 1:64
| Turep Uomocsona Aes 8 RPAMOR Peakionr ary MoTHIAIGIN 1A
! 2 « ved. AN - 132
¥
{3 PoaSawn VILIA, BCA, ¥t

HoaukAoH ooTeTCTRyaT Tpetosaruim TY - $398-101-5120369

Joseayviowas  OTK OOQ tMeAMKAOH




- 000 "Meankaon”
HRAOH

76 Macama, Borarmecran v, 35, \dy +7495 231-2272  +7499 502-1214

HTACNOPT-CEPTUDPUKAT NPOUIBOAUTEAS
o HEBoR peUrenio AAR ONPeAGAGHUS TPYNN KPOBU YeAOBEKa
susTem ABQ, Peaye w Kell» no TY-9398-101-51203590-2009
{ UOAVKAOHB!  Auti-A, Ann-B u Antu-AB )

vacicaspeime Ne DCI 2009/05043 o 05 vosips 20091
fhumenosanue; Lloanknon anmn AB

PR

Cepir: 204008 Exmnmua: 100 v,
Hyovosaen: 24.08.2020. Kosmsecrso eqmn: |
foten no: 24082022 Ob6wem cepun: 10000 va.

Tiaenopr: AB204008 o7 24.08.2020

PasyanTarn
Hopma ne TY

VICTIHITCHAR
KIHHOH HAAXOCTE IGUCHOMO UBETA, Cooraercrayer

{ HOPDAUMG KMAKOCTS CUHSIO LBOTT.
{ipoanmuscn GeCLEATHAR YUAKOCTS,

UDaaeson aHiv-A 1e ADANGH ACBATH CITAITAMCKIAA C Coorsercrsyer
BEWERSLATCMIA rpyrn Bl v Off)

Uonmaos anma-8 48 ACAMSH AGBTTE G/ c Ci Y
IPATDOLATIMU rPYnN AT u Of)

LOAMKAGH (HT-AR HE AOAKEH AGBID C QL © C y v
FEATROUNTAMUA TRy OFf)

Uit s e TRGL R )

RIS HG TNOCKOCTI SpUTPOUAToR Al M B ¢ Coorsercrayer
BYOLUIAAA LIOAKAOHOMM AORKHQ NOSBATECS HE
siag {

Uoassona ormi-d 8 p ar may Ce y
KGUTY G BMTDOUMTCR TpyNTet A() 1:32 - 1:64 1:32 - 1:64
HOAMRACKO ORTV-B B peaKuMM crTAoTVHOLM Ha| Cootsercrayer
SAGET G 3pATROUATOMY rpynine: BT 1:64 1:64

1T LIOAAGHO (- AB 8 DOCIIMM OITACTUHCLIM HO

i T ¢ opuTpolamami rpyan AQll) 1:32 - 164 v Bl 1:32. 164

)
LXK.B. uenko




OO0 "MeankaoH”

6 Macken, boranuueckas ya. 35, 1\dy  +7495 231-2272  +7499 502-1214

TACTNOPT-CEPTUDUKAT TMPOUIBOAUTEAS
o vt dHaBop pedreHToR AAS ONPEAeASHUA TPy KpOBU YeAoBeKa
cuctem ABO, Peaye u Keli» no TY-9398-101-51203590-2009
{ HOAMKAOHDB! Antn-A, Autn-B u Antn-AB )

PRGOS

pepose Ne PCP 2000/06043 or 05 wontips 2009 ¢

Hameenasamye: Hoankion antw B o dmakonax no 10 M2t ¢ cHRUMM KpBLKaMu

Ceoprosn GO50608

Hrovosen: 10.08.2020

Ponestae: 10.08.2022

Enmmua: 100 v,
Koanuaecrso eanmm: |

Obwem cepnu: 10000 ma.

Hacnopr: BO056OS or 10.08.2020

HAOH CHIW-B

HOH
I artxnoH

Hopmano TY Pozynwm»} ‘
VICTIBITCHMA
WiTv-A {IROPAHOs KUAKOCTE KPACHOrO LBeTA, Coorsercrayer
MPCapUYHaR KUAKOCTE GUHETD LBeT.
Mpo3spauHan BecuUBeTHAN KMMAKOCT
HOAMACH GHTU-A  HE AOAKEH ACBOTH GITAITUHALIAK C Coorsercrayer
apuTpowTanmi rpynn B v O(1)
Uomikaon arTi B He AOAKEH ACBATE ITAIOTUHALIAM C Coomercrayer
aputpouTamu reynn Afll) u O()
LIONAKAGH OHTI-AB HE AOAKSH ACBATL GITAICTUHOLIMU C Coorsercreyer
FPUTPOLMATAMIA TRYNIL Off)
AITAICTUHGUAR HA NACCKOCTY 2pUTpOLMToB AL U B ¢ Coorsercrayer
COOTEETETRYIONIAMMA LIOAUKAOHTOMI AOAKHA NOSBUTLCS He
fosaHee 10 cek. nocAe ok
Turp Ucamkaoka attwA 8 p arrAoT Ha| C TBYST
3 W< sprrpourtame rpynne Al 1:32 - 1:64 1:32- 164
MKAOHG CHTA-B B Peaiimm aImrAOTUHGUMM HQ Coorsercrayer
QCTA G IPATPOLMTAMA rpynne: B(Il) 1:64 1:64
AATHO GHTA-AB B DECKLIMK CITAOTRHGLIA HG Coorsercrayer
* C opurpoumrami rpynn All) 1:32 - 1:64 v B(l) 1:32-1:64

L 2



: 000 ‘Megrxaon”
& o | AU
MEAKTIOH
374 Markaa Gotonaeckan yA, 35, T\aD (495) 2312272 {499) 502-1214

~ GACHOPT-CEPTHEUKAT NIPOUIBOAUTEAR
Lo HaBORP pEaTeHTOB AAS ONPEACAGHHA TPYNIM KPOBU HeAoBeKa CHETEM
ABO, Pesye u Kelln no TY-9398-101-51203590-2009

{ WOAMKAOH  AnTH-D Cynep )
Poricipusonian yaociorepene  Ne SCP 2009/06043 o1 05 Hoabps 2009 ¢

flansenosanne: Lognknon anty D cynep 8o thnaxonax 1o 10 M ¢ 3emeHbIMM KPBILKAMM

Coprm: 200508 Emuua: 100 Ma.
1y eronsaen: 03.08.2020 Kosmuectso exunnu: |
Pogen io: 03.08.2022 Ofnesm cepmir: 10000 s,

Hacnopr: J1c200508 ot 03.08.2020

Xapaxrcpuctuka wopmuinio TY. - | Peaymrarst
: HCTIBITAHNH
{fTposp cnersio-Gx uBeTa
CoorRetcrayer
2 ; Hommknon Awrs-D Cynep ne jlomsen Coorsercrayet
L p D(=) opirp
e nOTHEEDYIOAY | Yercan peakuus ATTIOTARAINGE JODKHA
GO DIOC TN | HacTynaT, B TEIEHME 30 cex. noene cuenmsanis | 30 cex
| pearena ¢ D{+) 3pHTpOUNTAMH
1
AR
T {Tirp Tonmmnona Anru-D Cynep » peaxutnu | Coomaercrayer
| arnoTHHELK Ha naockoet# ¢ D(+) spu-
{rponarasy 1:32 132
| Tanp Hommnona Asres-D Cymep B peaxive
| pamod arrm ¢ D(*) 3puTpOuH-TAMK 1:256
in wnxponnate ne woke 1:256 e

S ameans conmsememeyem mpedosaruan  TY - 9398-101-51203590-2009

iz OTK 000 sMewion £ 7o Lo KB
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IBL

IBL International GmbH ' Postfach 63 01 53 * D-22311 Hamburg INTERNATIONAL
Declaration of  €-Conformity
C €-Konformitatserklédrung

Déclaration de conformité a la norme C€

The products listed in the annex to this document meet the essential requirements of the directive 98/79%/EG
of 27. October 19898 on in vifro diagnostic medical devices. Applied harmonised standards, national
standards or other normative documents

Die Produkte, die im Anhang zu diesem Dokument aufgelistet sind, entsprechen den grundiegenden
Anforderungen der Richtlinie 98/79/EG vom 27. Oktober 1998 dber In-vitro-Diagnostika. Angewandte
harmonisierte Normen, nationale Normen oder andere normative Dokumente

Les produits listés dans l'annexe de ce document sont conformes aux exigences fondamentales de la
Directive 98/79/CE des réactifs de Diagnostic In Vitro. Normes harmonisées appliquées, normes nationales
ou autres documents normatifs

EN ISO 9001:2008/AC: 2009
EN 180 13485:2012/AC:2012
EN ISO 14971:2012

EN 13612:2002

EN 13641:2002

EN ISO 23640:2011

EN 13975:2003 / ISO 2859
EN ISC 18113-1:2011

EN ISO 18113-2:2011

EN 980:2008

EN 1SC 17511:2003

EN {80 15225:2010

EN ISC 15193:2009

EN IS0 15194:2009

EN 62366:2008

Diese Erklarung ist glltig bis zum 2019-04-02, wenn nicht widerrufen oder ersetzt.
This declaration is valid until 2019-04-02, unless it will be replaced or annulated.
Cette déclaration est valide jusqu'au 2018-04-02, sauf remplacement ou révocation.

Hamburg, 2016-06-06

. /7 7 &:’m Q’K.\E\QS&*—

Kai Ohiroggen

anaging Difector Regulatory Affairs

IBL International GmbH

Flughafenstrafle 52 a
D-22335 Hamburg

Tel +49(0) 532891 -0 Gerichtsstand Hamburg
Fax. +48 (0) 53 28 91 - 11 HRE 104008
www. [BL-International.com IBL@IBL-International.com

06.06.2016 ) page 1/3



Annex/ Anhang/ Annexe

Product name Cat.-No, Determijnations EDMA CODE
Estriol, free ELISA BM52011 12x8 12.05.02.03
SHBG ELISA MX52011 12x8 12.05.01.09
TGF-beta 1 ELISA RE51201 12x8 13.06.01.11
TGF-beta 2 ELISA RE51251 12x8 13.06.01.11
AFP ELISA RE52011 12x8 12.03.90.01
beta-hCG, free ELISA RE52031 12x8 12.06.90.02
17beta-Estradiol ELISA RE52041 12x8 12.05.01.03
hPL ELISA RES52091 12x8 12.05.02.07
LH ELISA RE52101 12x8 12.05.01.056
LH Urine ELISA RE52111 12x8 12.05.01.05
FSH ELISA RE52121 12x8 12.05.01.04
Prolactin ELISA RE52131 12x8 12.05.01.08
hCG + beta ELISA RE52141 12x8 12.06.90.02
hCG ELISA RE52191 12x8 12.05.02.06
Estrone ELISA RE52201 12x8 12.05.02.04
Corticosterone (Human, Rat, Mouse) RES2211 12x8 12.05.01.15
ELISA

Progesterone ELISA RE52231 12x8 12.05.01.06
17-OH- Progesterone Saliva ELISA RES52271 12x8 12.05.01.07
Aldosterone ELISA RE52301 96 12.06.02.01
PAPP-A (ultrasensitive) ELISA RE52351 12x8 12.05.02.90
PLGF ELISA RES52361 96 12.05.02.90
17beta-Estradiol Saliva ELISA RE52601 12x8 12.05.01.03
17beta-Estradiol Saliva ELISA Control  RE52608 2x1mL 12.05.01.03
Set

Androstenedione Saliva ELISA RE52671 12x8 12.05.01.01
Estrone Saliva ELISA RES52681 12x8 12.05.02.04
C-Peptide ELISA RE53011 12x8 12.06.01.01
Proinsulin ELISA RE53031 12x8 12.06.01.08
25-Hydroxy-Vitamin D total ELISA RE53041 96 12.06.03.10
Leptin ELISA RE53151 12x8 12.06.90.17
Insulin ELISA RE53171 12x8 12.06.01.03
Free beta-hCG ELISA RE&3181 96 12.06.90.02
Renin (active) ELISA RE53321 96 12.06.02.05
CYFRA 21-1 ELISA RE54101 12x8 12.03.01.20

06.06.2016 page 2/3



Product name Cat-No _ Determinations EDMA CODE

CAT2-4 ELISA RE54111 12x8 12.03.01.05
CA 125 ELISA RE54131 12x8 12.03.01.06
CA 15-3 ELISA RES54141 12x8 12.03.01.02
CA 19-9 ELISA RE54151 12x8 12.03.01.03
TPS (Cyk18) ELISA RE54171 12x8 12.03.01.36
TSH ELISA RE55221 12x8 12.04.01.03
Total Triiodthyronine (T3) ELISA RES55251 12x8 12.04.01.05
Total Thyroxine (T4) ELISA RE55261 12x8 12.04.01.07
West Nile virus IgG ELISA RE58611 12x8 15.04.80.90
West Nile virus IgM ELISA RE58621 12x8 15.04.80.90
Treponema pallidum IgM ELISA RE58861 96 15.01.03.08
CEA ELISA RES58101 12x8 12.03.01.31
VMA ELISA RE59151 26 12.09.02.17

06.06.2016 page 3/3



& Nsal

Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2016

The National Standards Authority of Ireland certifies that:
Monobind Inc.

100 North Pointe Drive

Lake Forest, CA 92630

USA

has been assessed and deemed to comply with the
requirements of the above standard in respect of the scope of
operations given below:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls, and
Semi-Manual and Automated Washers and Analyzers.

Additional sites covered under this multi-site certification are listed on the
Annex (File No. MD19.4585)

Approved by: Approved by: % ZQQZ
Geraldine Larkin Caroline Dore Geraghty C
Chief Executive Officer Director of Medical Devices /

Head of Notified Body

Registration Number: MD19.4585
Certification Granted: May 18, 2010
Effective Date: September 25, 2019
Expiry Date: September 24, 2022

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800

GCT-25-07 Rev 2.0
Page 1 of 2



9 Nsal

Annex to Certificate Number: MD19.4585

Scope of Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls,
and Semi-Manual and Automated Washers and Analyzers.

Activity Location

Headquarters, Administration, Monobind Inc.

Design, Manufacturing, 100 North Pointe Drive

Distribution Lake Forest, CA 92630
USA

File No.: MD19.4585

Manufacturing, Distribution Monobind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
USA
File No.: MD19.4585/A

Verified by:
Operations Manager

GCT-25-07 Rev 2.0
Page 2 of 2
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’ rs Monobind Inc. Declaration of Conformity
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Page: 1 of 4

DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on product labels printed as:

CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS Tel.: +31 (0)6 516 536 26;
or as: CEpartner4U, 3951DB; 13. NL tel: +31 (0)6 — 516.536.26)

3) Product(s) (name, type or model/batch number, etc.):

Immunoassay products;
ELISA,

CLIA,

Control,

Instruments

(see appendix)

4) The product(s) described above is in conformity with:

Document No.

Title

Edition / Date of issue

L 331; 98/79/EC

In-Vitro-Diagnostic Directive

1998-10-27

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.):

Conformity assessment procedure for CE marking: IVD Directive, Annex |l

Lake Forest, USA;2011-09-27  --------- A’sl«a'h'& ------------------------------

Tony Shatola; QA Director, Monobind Inc.

(name, function and signature of manufacturer)

(Place & date of issue (yyyy-mm-dd))

Maarn, NL; 2011-09-27

(Place & date of issue (yyyy-mm-dd))

Olga Teirlinck; Consultant, CEpartner4U BV

(name; function and signature of authorized representative)
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Appendix

Date: 2011-09-26

Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate #  First date_ of
ELISA CLIA Control | Instrument _ CE-marking

Thyroid
T3 — Triidothyronine 125-300 175-300 12.04.01.05.00 Low 2005-11-11
fT3 — Free Triidothyronine 1325-300 | 1375-300 12.04.01.01.00 Low 2005-11-11
T4 — Thyroxine 225-300 275-300 12.04.01.07.00 Low 2005-11-11
fT4 — Free Thyroxine 1225-300 | 1275-300 12.04.01.02.00 Low 2005-11-11
TSH — Thyrotropin 325-300 375-300 12.04.01.11.00 Low 2005-11-11
Rapid TSH — Rapid Thyrotropin 6025-300 | 6075-300 12.04.01.11.00 Low 2010-06-29
T3U — Triidothyronine Uptake 525-300 575-300 12.04.01.06.00 Low 2005-11-11
TBG — Thyroxine-Binding Globulin 3525-300 | 3575-300 12.04.01.09.00 Low 2005-11-11
Tg — Thyroglobulin 2225-300 | 2275-300 12.04.01.08.00 Low 2005-11-11
T3, T4 & TSH — Triidothyronine,
Thyroxine & Thyrotropin Combo 8025-300 | 8075-300 12.04.01.01.00 Low 2005-11-11
(VAST)
T3 — Triidothyronine (SBS) 8125-300 | 8175-300 12.04.01.01.00 Low 2010-06-29
T4- Thyroxine (SBS) 8225-300 | 8275-300 12.04.01.01.00 Low 2010-06-29
fT3, fT4 & TSH — Free
Triidothyronine, Free Thyroxine & 7025-300 | 7075-300 12.04.01.01.00 Low 2010-06-29

Thyrotropin Combo (VAST)
Neonatal Thyroid & Genetics

NTSH — Neonatal Thyrotropin 3425-300 | 3475-300 12.04.01.90.00 Low 2005-11-11

NT4 — Neonatal Thyroxine 2625-300 | 2675-300 12.04.01.12.00 | Low 2005-11-11

N 170HP — Neonatal 17 OH

Progcatorons 5525-300 12.05.01.07 Low 2008-02-01

Biotinidase 8825-300 1207029000 | Low 2011-09-26

Autolmmune Thyroid

Anti-Tg — Anti-Thyroglobulin Antigen | 1025-300 | 1075-300 12.10.03.04.00 | Low 2005-11-11

ANt-TPO — Anti-Thyroperoxidase | 4125.300 | 1175-300 12.10.03.01.00 |  Low 2005-11-11
ntigen

Fertility & Prenatal

LH — Lutropin 625-300 | 675-300 12.05.01.05.00 | Low 2005-11-11

FSH — Follitropin 425-300 | 475-300 12.05.01.04.00 | Low 2005-11-11

PRL — Prolactin 725-300 | 775-300 12.05.01.08.00 | Low 2005-11-11

PRL — Prolactin Sequential 6025-300 | 6075-300 12.05.01.08.00 | Low 2005-11-11

hCG — Human Chorionic

Conedtronn 825-300 | 875-300 12.05.02.05.00 |  Low 2005-11-11

Rapid hCG — Rapid Human } e

G onia Gonaatron 3325-300 12.05.02.05.00 |  Low 2005-11-11

FSH, LH, hCG, sPRL Combo (VAST) | g305 300 | 8375300 12.05.01.90.00 |  Low 2006-08-24

AFP, hCG, UE3 Combo (VAST) 8525-300 | 8575-300 12.05.01.90.00 | Low 2010-06-29

Steroid

Cortisol 3625-300 | 3675-300 12.06.02.04.00 | Low 2005-11-11

DHEA'S — Defydroepiandrosterone | 5125300 | 5175-300 12.05.01.02.00 |  Low 2010-06-29

DHEA - Dehydroepiandrosterone 7425-300 | 7475-300 12.05.01.02.00 Low 2011-09-26




ﬁB Seclaration of Conformit 2011-09 DoC_MB_v05
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Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate # First date_ of
ELISA CLIA Control | Instrument _ CE-marking
E2 — Estradiol 4925-300 | 4975-300 12.05.01.03.00 Low 2010-06-29
UE3 — Estriol, Unconjugated 5025-300 | 5075-300 12.05.02.02.00 Low 2010-06-29
Progesterone 4825-300 | 4875-300 12.05.01.06.00 Low 2010-06-29
Testosterone 3725-300 | 3775-300 12.05.01.10.00 Low 2007-11-01
Free Testosterone 5325-300 | 5375-300 12.05.01.10.00 Low 2010-06-29
170HP - 17-Hydroxyprogesterone 5225-300 | 5275-300 12.05.01.07.00 Low 2010-06-29
Ei?g';gg“ydmxypmgeStem”e 9925-300 | 9975-300 12.05.01.07.00 |  Low 2010-10-18
Vitamin D3 — 25-Hydroxyvitamin D3 7725-300 | 7775-300 12.06.03.10.00 Low 2011-09-26
Growth & Bone Metabolism
hGH - Human Growth Hormone 1725-300 | 1775-300 12.06.04.02.00 Low 2005-11-11
PTH - Parathyroid Hormone 7825-300 | 7875-300 12.06.03.13.00 Low 2011-09-26
Diabetes
Insulin 2425-300 | 2475-300 12.06.01.03.00 Low 2005-11-11
Insulin Rapid 5825-300 12.06.01.03.00 Low 2010-06-29
C-peptide 2725-300 | 2775-300 12.06.01.01.00 Low 2005-11-11
Insulin & C-peptide Combo (VAST) 7325-300 | 7375-300 12.06.01.03.00 Low 2005-11-11

Cardiac Markers

CKMB — Circulating Creatine Kinase

B, 2925-300 | 2975-300 12.13.01.02.00 |  Low 2005-11-11
CTnl — Troponin | 3825-300 | 3875-300 12.13.01.07.00 | Low 2005-11-11
DIG — Digoxin 925-300 | 975-300 12.08.01.01.00 | Low 2005-11-11
Ro-ORP — High Sensitiviy G 3125:300 | 3175-300 12.13.01.90.00 |  Low 2005-11-11
Myoglobin 3225:300 | 3275-300 12.13.01.05.00 | Low 2005-11-11
Infectious Diseases

G — Anti/H. Pylori 1425-300 | 1475-300 15.01.04.03.00 | Low 2005-11-11
IgM — Anti/H. Pylori 1525-300 | 1575-300 15.01.04.03.00 | Low 2005-11-11
lgA — Anti/H. Pylori 1625-300 | 1675-300 15.01.04.03.00 | Low 2005-11-11
Cancer Markers

AFP — Alpha-Fetoprotein 1925-300 | 1975-300 12.03.90.01.00 | Low 2005-11-11
CA 125 Ovarian Cancer Antigen 3025-300 | 3075-300 12.03.01.06.00 Low 2005-11-11
CA 15-3 Breast Cancer Antigen 5625-300 | 5675-300 12.03.01.02.00 | Low 2010-06-29
gﬁti;‘;g - Pancreatic Cancer 3925-300 | 3975-300 12.03.01.03.00 |  Low 2005-11-11
CEA - Carcinoembryonic Antigen 1825-300 | 1875-300 12.03.01.31.00 Low 2005-11-11
CEA carainoembryonic Antigen | 4625-300 | 4675-300 12.03.01.31.00 |  Low 2010-06-29
g‘gr?g&rigfﬁ Beta Human Chorionic | 5455 300 | 2075-300 12.03.01.90.00 |  Low 2005-11-11
Allergy & Anemia

Ferritin 2825300 | 2875-300 12.07.01.02.00 | Low 2005-11-11
Folate 7525-300 | 7575-300 12.07.01.03.00 | Low 2010-06-29
IgE — Immunoglobulin E 2525.300 | 2575-300 12.02.01.02.00 | Low 2005-11-11
sTfR - Transferrin Soluble Receptor | 8625-300 | 8675-300 12.07.01.06.00 Low 2010-06-29

Vitamin B12 7625-300 | 7675-300 12.07.02.04.00 Low 2011-09-26
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Miscellaneous Controls

Anti-Tg & Anti-TPO — Positive &
Negative - Anti-Thyroglobulin, Anti-
Thyroperoxidase

AIT-101

12.50.01.16.00

Low

2010-06-29

High Level Fertility Control — Single
Level — Progesterone, Estradiol,
Human Chorionic Gonadotropin

FC-300

12.50.01.16.00

Low

2010-06-29

Maternal Control — Tri Level - Human
Chorionic Gonadotropin, Free Beta
Human Chorionic Gonadotropin
Subunit, Alpha Feta Protein, Estriol

MC-300

12.50.01.16.00

Low

2010-06-29

Thyroglobulin Control — Tri Level

TG-300

12.50.01.16.00

Low

2010-06-29

H. Pylori IgG Control — Positive &
Negative

HPy-
1gG-300

12.50.01.16.00

Low

2010-06-29

Miscellaneous Instruments

IC hardware + dedicated accessories +
software — Autoplex ELISA Analyzer &
CLIA Processor

INOO6

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax Chemiluminescence
Strip Reader

INOO1

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Neo-Lumax
Chemiluminescence Strip Reader

INO10

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Impulse 2
Chemiluminescence Strip Reader

INOO5

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Impulse 3
Chemiluminescence Strip Reader

INOO7

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax96
Chemiluminescence Plate Reader

IN004

21.02.10.01

Low

2007-03-01

IC hardware + dedicated accessories +
software — LuMatic
Chemiluminescence Plate Reader

INOO8

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Eldex 3.8 ELISA Strip
Reader

IN003

21.02.10.01

Low

2007-09-10

IC hardware + dedicated accessories +
software — Neo-Eldex ELISA Strip
Reader

INOO9

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Mircoplate Washer

IN002

21.02.10.01

Low

2010-06-29




SERVICES,
Fﬂ S,

79, DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue

%, Silver Spring, MD 20993
#layiq

Certificate No. 3868-7-2011

%,

< WEALTY
Q L7

CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries, the U.S. Foed and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed

below:

Name of Product(s) Name of Manufacturer/Distributor Address
See Attached List Manufacturer:

(Two Pages) Monobind, Inc.

100 North Pointe Drive
Lake Forest, CA 92630.

Distributor:

Monobind, Inc.

100 North Pointe Drive
Lake Forest, CA 92630.

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it)
is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

Itis certified that the above product(s) may be marketed in, and legally exported from, the United
States of America at this time. The manufacturing plant(s) in which the product(s) is produced is
subject to periodic inspections. The last such inspection showed that the plant(s), at that time,
appeared to be in substantial compliance with current good manufacturing practice requirements for

the products(s) listed above.

Ann M. Ferriter

Acting Director

Division of Risk Management Operations
Office of Compliance

Center for Devices and Radiological Health
This certificate expires 24 months

from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and swom to before me this ' day of £4<¢ % month 2011 year.

c cf‘vfjfs toy., K frioute

3

2017




Certificate to Foreign Government — Attachment (Page 1 of 2)

NAME OF PRODUCT(S) NAME OF MANUFACTURER/DISTRIBUTOR,
ADDRESS

Total T3 TEST SYSTEM Manufacturer;

Total T4 TEST SYSTEM Monobind Inc.,

Free T4 TEST SYSTEM 100 North Pointe Drive

Free T3 TEST SYSTEM Lake Forest. CA 92630.

TSH TEST SYSTEM

T3 Uptake TEST SYSTEM

TBG TEST SYSTEM

Tg TEST SYSTEM

N-T4 TEST SYSTEM

N-TSH TEST SYSTEM

N-17-OHP TEST SYSTEM
Anti-Tg TEST SYSTEM
Anti-TPO TEST SYSTEM

LH TEST SYSTEM

FSH TEST SYSTEM

PRL TEST SYSTEM

HCG TEST SYSTEM

Cortisol TEST SYSTEM
Testosterone TEST SYSTEM
Free Testosterone TEST SYSTEM
Progesterone TEST SYSTEM
17-OH Progesterone TEST SYSTEM
Estradiol TEST SYSTEM

Estriol TEST SYSTEM

DHEA-S TEST SYSTEM

DHEA TEST SYSTEM

HGH TEST SYSTEM

Insulin TEST SYSTEM
C-Peptide TEST SYSTEM

IgE TEST SYSTEM

Ferritin TEST SYSTEM
Transferrin Soluble Receptor TEST SYSTEM
Vit B12 TEST SYSTEM

Folate TEST SYSTEM

Creatine Kinase TEST SYSTEM
Digoxin TEST SYSTEM

hsCRP TEST SYSTEM
Myoglobin TEST SYSTEM

c¢Tnl TEST SYSTEM

H. Pylori Ab TEST SYSTEM
HbSAg TEST SYSTEM




Certificate to Foreign Government — Attachment (Page 2 of 2)

NAME OF PRODUCT(S)

Rubella TEST SYSTEM

Toxoplasma TEST SYSTEM

AFP TEST SYSTEM

CEA TEST SYSTEM

tPSA TEST SYSTEM

fPSA TEST SYSTEM

CA-125 TEST SYSTEM

CA-19-9 TEST SYSTEM

CA-15-3 TEST SYSTEM

Free Beta hCG TEST SYSTEM
Mulit-Ligand Quality Control Material
Cardiac Panel Quality Control Material
Tumor Marker Quality Control Material
Thyroid Panel Quality Control Material
Fertility Quality Control Material

NAME OF MANUFACTURER/DISTRIBUTOR,
ADDRESS

Manufacturer:
Monobind Inc.,

100 North Pointe Drive
Lake Forest, CA 92630

TEST SYSTEMS available in ELISA (AccuBind®), CLIA (AccuLite®) and VAST® formats.
Quality Control Material available in (QSure®) Assayed and Unassayed formats.

Lumax® CLIA Analyzer
NeoLumax™ CLIA Analyzer
LuMatic™ CLIA Analyzer
Lumax-96™ CLIA Analyzer
Impulse 2™ CLIA Analyzer
Impulse3™ CLIA Analyzer

Eldex 3.8® ELISA Analyzer
NeoEldex™ ELISA Analyzer
Autoplex™ ELISA & CLIA Analyzer
Immunoassay Plate Washer

“END OF PRODUCT LIST”

Distributor:

Monobind Inc.

100 North Pointe Drive
Lake Forest, CA 92630




Product List — CE Marked

Certified by

ISO 13485:2016

EC — Directive 98/ 79 EC
For In-Vitro-Diagnostics

2020-02-1

1 20022020-BZ
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¥

NovalLisa ® Virology

Prod. No. Name

ADVA0010 Adenovirus IgA

ADVGO0010 Adenovirus 1gG

ADVMO0010 Adenovirus IgM

CHIG0590 Chikungunya Virus 1gG capture
CHIMO0590 Chikungunya Virus IgM p-capture
CMVGO0110 Cytomegalovirus (CMV) I1gG
ACMV7110 Avidity Cytomegalovirus (CMV) IgG
CMVMO0110 Cytomegalovirus (CMV) IgM
DENGO0120 Dengue Virus 1gG

DENMO0120 Dengue Virus IgM

DVMO0640 Dengue Virus IgM p-capture
NS1D4020 Dengue Virus NS1 Antigen
EBVAQ0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA) 1gG
AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
EBVMO0150 Epstein-Barr Virus (VCA) IgM
EBVGO0580 Epstein-Barr Virus (EBNA) 1gG
HANGO0670 Hantavirus 19G

HANMO0670 Hantavirus IgM

HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSVG0250 Herpes simplex Virus 1+2 (HSV) 1gG
HSVMO0250 Herpes simplex Virus 1+2 (HSV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
INFA0290 Influenza Virus A IgA

INFG0290 Influenza Virus A I1gG

INFM0290 Influenza Virus A IgM

INFA0300 Influenza Virus B 1gA

INFG0300 Influenza Virus B 1gG

INFMO0300 Influenza Virus B IgM

MEAGO0330 Measles Virus 1gG

AMEA7330 Avidity Measles Virus 1gG
MEAMO0330 Measles Virus IgM

MUMGO0340 Mumps Virus 1gG

MUMMO0340 Mumps Virus IgM

PAIA0360 Parainfluenza Virus 1,2,3 IgA
PAIG0360 Parainfluenza Virus 1,2,3 1gG
PARGO0370 Parvovirus B 19 I1gG

PARMO0370 Parvovirus B 19 IgM

RSVAO0380 Respiratory syncytial Virus IgA
RSVG0380 Respiratory syncytial Virus 1gG
RSVMO0380 Respiratory syncytial Virus IgM
RUBG0400 Rubella Virus 1gG

2

20022020-BZ
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ImMmunDiagNnOsTICA GmvBH

¥

ARUB7400 Avidity Rubella Virus 1gG

RUBMO0400 Rubella Virus IgM p-capture
TICG0440 TBE / FSME 1gG

TICMO0440 TBE / FSME IgM

PTICG044 TBE / FSME 1gG plus

VZVA0490 Varicella-Zoster Virus (VZV) IgA
VZVG0490 Varicella-Zoster Virus (VZV) 1gG
VZVM0490 Varicella-Zoster Virus (VZV) IgM
ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

NovalLisa Bacteriology

Prod. No. Name

BAR0900 Bartonella

BOPA0030 Bordetella pertussis IgA

BOPGO0030 Bordetella pertussis 1gG

BOPMO0030 Bordetella pertussis IgM

BPTAO0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) IgG
BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

BRUGO0050 Brucella 1gG

BRUMO0050 Brucella IgM

CHLAO0070 Chlamydia trachomatis IgA
CHLGO0070 Chlamydia trachomatis 1gG
CHLMO0070 Chlamydia trachomatis IgM
CHLAO510 Chlamydia pneumoniae IgA
CHLGO0510 Chlamydia pneumoniae I1gG
CHLMO510 Chlamydia pneumoniae IgM
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 IgG
COX2M0600 Coxiella burnetii (Q-Fever) Phase 2 IgM
HELAO0220 Helicobacter pylori IgA

HELG0220 Helicobacter pylori 19G

PHELAO022 Helicobacter pylori IgA plus
PHELGO022 Helicobacter pylori 1gG plus
LEGG0650 Legionella Pneumophila 1IgG
LEGMO0650 Legionella Pneumophila IgM
LEPGO0660 Leptospira IgG

LEPMO0660 Leptospira IgM

20022020-BZ
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MYCAO0350 Mycoplasma pneumoniae IgA
MYCGO0350 Mycoplasma pneumoniae 1gG
MYCMO0350 Mycoplasma pneumoniae IgM
TETG0430 Clostridium tetani toxin IgG
TETG5043 Clostridium tetani toxin 5S 1gG
PTETGO043 Clostridium tetani toxin 5S IgG plus
NovalLisa Parasites

Prod. No. Name

CHAGO0560 Chagas (Trypanosoma cruzi) 19G
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

TOXA0460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMO0460 Toxoplasma gondii IgM p-capture
NovalLisa Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGO0130 Echinococcus IgG

FILO760 Filariasis

SCHGO0410 Schistosoma mansoni 1gG
SCHMO0410 Schistosoma mansoni IgM
STRO0690 Strongyloides

TAEG0420 Taenia solium IgG
TOCGO0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 1gG
Novalisa Fungi

Prod. No. Name

ASPG0680 Aspergillus fumigatus IgG
ASPM0680 Aspergillus fumigatus IgM
CANAO0060 Candida albicans IgA
CANGO0060 Candida albicans IgG
CANMO060 Candida albicans IgM

20022020-BZ
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NovalLisa Hormones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
ATG1010 Anti-TG
ATP0O1020 Anti-TPO
FT41050 Free T4
TSH1030 TSH
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones

in plasma and serum)

Prod. No. Name

DNOVO001 Cortisol
DNOV002 Testosterone
DNOVO003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOV005 DHEA-S
DNOVO006 Progesterone
DNOV008 Androstenedione
DNOV009 Free Testosterone
DNOV011 Total Estriol
DNOV012 Aldosterone

STEROID HORMONES IN URINE

(ELISAs for the determination of steroid hormones i n urine)
Prod. No. Name

DNOVO010 Urinary Cortisol

STEROID HORMONES IN SALIVA

(ELISAs for the determination of steroid hormones i n saliva)
Prod. No. Name

DSNOV20 Cortisol Saliva

DSNOV21 Testosterone Saliva

DSNOV24 DHEA-S Saliva

DSNOV27 Androstenedione Saliva

20022020-BZ
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ImMmunDiagNnOsTICA GmvBH

PROTEIN HORMONES

(ELISAs for the determination of proteins in plasma and serum)
Prod. No. Name

DNOV030 LH

DNOV031 FSH

DNOV032 Prolactin

DNOV033 AFP

DNOV034 beta HCG

THYROID HORMONES

(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
DNOVO051 Free T3
DNOVO053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobulin

DIABETES MONITORING
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV111 Insulin
DNOV112 C-Peptide

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV093 CIC-Clq
DNOV094 CIC-C3d
DNOV096 CH-50

TUMOR MARKERS
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV 060 CEA
DNOV061 CA 125
DNOV062 CA 15-3
DNOV063 CA 19-9

20022020-BZ
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MISCELLANEOUS

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

DNOV100 Ferritin

DNOV101 HGH

DNOV102 IgE

NovaLisa ® Autoimmune

Autoimmune

(ELISAs for the determination of specific autoimmun e antibodies)
Prod. No. Name

ATG1010 Anti-TG

ATP01020 Anti-TPO

Rheumatology

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

RFM3010 Rheumatoid Factor IgM

NovaLisa ®© Recombinant Antigens
Prod. No. Name

BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

CHAGO0560 Chagas (Trypanosoma cruzi) IgG
TRYPO0570 Chagas

HANGO0670 Hantavirus IgG

HANMO0670 Hantavirus IgM

HELAO0220 Helicobacter pylori IgA

PHELAO022 Helicobacter pylori IgA plus
HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
MALO0620 Malaria

STRO0690 Strongyloides

ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

7 20022020-BZ



NovAaATEC

_
ImMmunDiagNnOsTICA GmvBH

NovaLisa © Quantitative Assays (WHO standardized)
Prod. No. Name

BPTA0610

Bordetella pertussis toxin (PT) IgA

BPTG0610 Bordetella pertussis toxin (PT) IgG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 5S IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

Novalisa Quantitative Assays

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) 1gG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebacterium diphtheriae toxin 5S 1gG plus
FT41050 Free T4

HELAO0220 Helicobacter pylori IgA

HELGO0220 Helicobacter pylori IgG

PHELAO022 Helicobacter pylori IgA plus

PHELGO022 Helicobacter pylori 1IgG plus

RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus IgG

ARUB7400 Avidity Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani 5S toxin IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TICG0440 TBE / FSME 1gG

PTICGO044 TBE / FSME 1gG plus

TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

20022020-BZ



NovAaATEC

ImMmunDiagNnOsTICA GmvBH

_

Antigen Assays

Prod. No. Name

NS1D4020 Dengue Virus NS1 Antigen
NovaLisa © IgM p-capture Assays
Prod. No. Name

CHIMO0590 Chikungunya Virus IgM p-capture
DVMO0640 Dengue Virus IgM p-capture
RUBMO0400 Rubella Virus IgM p-capture
TOXMO0460 Toxoplasma gondii IgM p-capture
ZVMO0790 Zika Virus IgM p-capture
NovaLisa ® Antibody Assays

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

STRO0690 Strongyloides

TAEG0420 Taenia solium IgG

TOCGO0450 Toxocara canis 1gG

TRIG0480 Trichinella spiralis 19G
NovaLisa ®© Avidity Assays

Prod. No. Name

ACMV7110 Avidity Cytomegalovirus (CMV) IgG
AEBV7150 Avidity Epstein-Barr Virus (VCA) 1gG
AMEA7330 Avidity Measles Virus 1gG
ARUB7400 Avidity Rubella Virus 1gG
ATOX7460 Avidity Toxoplasma gondii IgG

20022020-BZ
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ImMmunDiagNnOsTICA GmvBH

NovaLisa
Prod. No.

®

Liquor Diagnostic
Name

BORG0040
BORMO0040

Borrelia burgdorferi 1gG
Borrelia burgdorferi IgM

10
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mdc medical device certification GmbH
certifies that

il
'

NovAaTEC W\
IimmunpraenosTica GuveH BV
NovaTec Immundiagnostica GmbH
WaldstraBRe 23 A6
63128 Dietzenbach
Germany
for'the séope

development, manufacturing and distribution-of
n=vitro.diagnostics (ELISA, Immunoblot, PCR)

has introduced and applies a
Quality Management System

The mdc audit-has:proven that thls quality management system
meets-all requirements of the following standard

EN ISO 13485

Madical devices ~ Quality management systems —
Requirements for regulatory purposes:

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2018-12-04
Valid until 2021-12-08
Registration no. D1055500014
Report no. P18-00810-122884
Stuttgart 2018-10-09

Head of Certification Body

'I|I.
(@m KKS
\'.” w0 Deutsthe

ol % u 1.
25T Akkirdaicnungiitelle
©-ZRE 160070600

{1 medical device cerlilication I

mdc madical device certification GmbH
Krlegerstraite 8
D-70191 Stuttgarl, Germany
Phone; +49-(0)711-263587-0
Fax: +49-(0)711-263597-10

internet: Witpi//www.mde-ce.de i




ZAL “Vector-Besl” ) Rev. 01 _

EC Declaration of conformily Paye | of 4

EC DECLARATION OF CONFORMITY.

|

|
ZAD "Vector-Best” herehy ensures under own responsibility and declares that the products
listed on pages 2-4 are in cihinformity with applicablg provisions and fulfill the essential
requirements of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitre diagnostic
medical devices.

Classification of products: Other device:as {al! devices excent Annex |l and
self-testing clllewces)

Canformity assessment procadurs Annex il (nc;h‘( inciuding section 8).
!
|
Manufacturer: ZAC "Veciol-Best”
Address: AFC, Koltsovo,
Novosibirsk Region, 630559, Russia,
Tel. +7 (383} 363 20 60,
Fax: +7 (383) 363 35 55

Eurapean authorized repregantalive Biororn GmbH, _
Rhenhorstsl. 18, B-B7071
Ludwigshatan, Germany

tel - +49 (0) 621 5720 915,
fas: -+49 (0) 521 5720 916

Date: 2013/04/12 _ Murat Khusainov
| General Director ZAO «Vector-Best»



VECTOR CZAQ “Vectar-Best” Rev, 01 |
iyl | I =it = — |
;::{r_ﬂ:- “Hflrr 5:.-' f Ef" Declaranon ol conformuty Page T af 4 |
MNa. Product name ldentification data REF ‘
) le ki stormination of IgM ko hepatitis A| |
| |Vectohep A-lgh ;HEA kit for deﬂtc!‘rmlna lo] g patitis 007352 :
; : ) |ELISA kil -——Fc—:r—.maaéﬁtatatlve anil qualitative J _-!
|2 |Vectahep A-IgG determination of igG to hepatitis A virus | D-0362
E I\/ectohep TTV- UQ ELISA Lut for determination of 19G to TT virus B-C80z2
| 8 gy
4. |Vectohep E-lgG \EIFLIEA kit for ciatmmmahon of 1gG to hepatitls £ D 056
5. |Vectohep S-lg alFLIzEA kit for detérmination of gy 1o hepat\tis E D-1058
5. |Vectohep G-lgG \f;/:lhll:t\ k|t ol dt,ténmmcahon of 1gG ic hepautls G D-1252
. :__ [ELISA kit for determination of gG io infe&ibus o
75 ||LymeBestlgG | borreliosis agents ! Balee
T B = ‘ e e T A
ELISA kit for delerminalion of IgM lo infectious ,
. IL - e i
_8 ymeBest-Igt Iborreliosis dc;cnts ' J Rl o5
9 |RecombiRast antipaf!idum-lqc |ELISA kit for deteummatlon of 1gG to T|eponema D-1852
| pra!lldum
;RecombBost antlpdllsdum- EF.-I. i kIt for n.l_ntr:':rrr!ine:liu:nn -::-F total Euﬁmdies to
. 10 total antibodies Treponama galllcdum b |
iﬂ RecombiBest antipatliidum- ElLISA kit for det@rrnlnatron of UM to Treponema D-1853
C g pd”ldllm
12 'Recomb Best antipallicun |l"l A kit for detdmination of total antibodies to D-1857
" total antibodies Tn,ponoma paflichuin | =
~ | _ _ - El [&=ay kit For doatarm III.-_'I[lrII of |I|L1 Ley |'| |'|_|...Ll L‘||rnr_]|r1y i )
13, E\/ectoHS\/ 1,2 - 1gG R Typeb and 2, -2 IEI.{_i
| 14 VECtOHSV R IQM f ;.II".I|” |I‘l"|”|I I(| r.\J: I::.' 'J‘I:llll'h_ll.lf.l'l af |-! M s |'|"||?F'5 ..=|I1"IP|E‘{ 0-2154 !
| . I | i
15, VectoHH\/-B e B :||| o l\ l-lul | 3 datarmgation of (oo w; human herpes D180
iy = r
s 5 kLt B |
o el =] !
16. | VectoHHV-6 - G SA kit for detenrination of [gG o human herpos D-2156
| VIFLLG lyp(. 6
iﬂ? | Ureaplasma urealylicum IL_I..I'..-'-. kil For deta ]|||]lJl|U|] of IL'IJ lo Lireaplasma D.995:
| 7 gG-EIA-BEST | trealyticum : nligens e
18 Ureaplasrna urealyticum + ELISA kit for dete iminatian of 1ga o Ilreapl%rna Ooo%8
|7 |IgA-EIA-REST LII|:I<J|u' FNTa} 'nll{;u:n ~423
19, | VectoParotitis-1gG ELISA kit for n----lmmrn&hon of qu o pczmtstls Viruis D-2602 |
20. | VecteParctitis-lgM ELISA kit for deterniination of IgM to parulms virus D-2604
21. | Toxocara-lgG-EIA-BES T |_'I_||:_-'._f-._.|-.|| for determination of 1gG Lo toxocara 0.0750
IRe LSTRE
- Opisthorehiasis — IgG-Ela. ELISA kit for detesdination of a6 to op|sthorchiasm
2% lpEsT | antigans D-2952
23. ,'L:.t:t1ll1DCE'CL1L.r5-|i_;JE3-Flr‘-'*---_lillg'-ilz'.'i l—lI S kh r<:| e I:“mnmlmn of Iq("u to: | 1:I|.;.Dr:UCLL|...

D-3356




TAO “Vector-Begt”
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Rev. 01

Page 3 of 4

Tantigens

TELSA kit for

VETTOR
| VBE]S/T
‘24. Ascarid-lgG-EIA-BEST
| 25. | Lamblia-antibodies-EIA-BEST
|26 | Lamb ia-lgM-EIA-BEST
|27, |Lamblia-antigen-EIA-BEST
28 Helicobacter roviorl- C«u
|77 | antigen-EIA-BEST
28. | TSH-EIA-BEST
[ 30, | T3 totak EIA-BEST
31. | T4 total-ElA-BEST
32, AnG-TPO-EIA-BEST
33. | PAPP-A-EIA-BEST

34 ,Mycoplasma homiiis- In:(,-

EIA-BEST
35 Myco JlaSIﬂd hominis- lluf\ 1A
BEST
26 Mycoplasma pneumon|ae-
lgG-EIA-BEST
37 Mycoplasma pneumonldc,-
" IgM-EIA-BEST
38, |Vectocrimean - CHE - gG
39, | Vectocrimear -- CHI g

CEA-EIA-BEST

AFB-EIA-BEST

CA-125-EIA-BEST

CA 19-G-E|A-BEST
CA 15-3-E|A-BEST

NGE-EIA-BEST

determination of

s to Ascaris

D-3452
lumbncmdo j -
k2. I‘-}f\ l<|1 for dt, prmmahon of 1gG, | M and IgA to 0-3550
lLamblia antibodids
Wﬁ@\ kit for dﬁeterminat‘:on of lght tc Lamblia -
antihodies i D-3554
IﬂLISA iut fon C|EtE‘HTIII“IaT]Oﬂ of Lambm an‘tlgen D- 3556
1 LI“‘ klt for dqtormrnaton of totai antlbomes to
(Jag.i\ Heficobacter py{on D-3752
ELISA mt for dctermmatlon of concentratlon of %3059
thyroid-stimulating hormone e
ELISA kit for determination of c:once niration of total ) |
trnodwthyrou 1ine X-3854

ELISA kil for d@tummatwon of conceanlratlon of total
thyroxine ! A-3956
ELISA kit fof determination of antibody
concentration te l}myroperomda X-3968
ELISA kit for determmatlon of concentration of D-4150
pregnancy- asdoc|d ted plasma | protem A J
EL IE-:A kit ior flofmmnmnon of lgG o Mycoplasma' "
hominis | D-4852
ELISA klt for dc,icrmmdt]on of lgA to Mycoplasmﬂ
hominis ; _ it
ELISf\ k|t 1or deymm nation of IgG o Mycoplasma
pnaumomae ! (adiebe
TELISA kit for clefumma tion of lgl‘u’i to Mycoplasmd o
pneumomm | i adSte
LISA kit for determination of EgGmto Crimean- )
(“onr'o Immon hﬁqm fever virus (Basfioe
ELISA kit for dotermmat;on of lgM to Crimearn- |
| Congo hemarrhadic fever virus | (Baoog
ELISA kit for cie,termlnrltlon of concentratlon Of| T.8454
r*arcmoemhi vonm antlgen | )
lr_l_lSA Klt for ciote,rn"nrldi»on of L,oncenteanon of )
A\phfa Fetal Protein b ISdse
|ELIS,-\ kit for determination of concentration ofi -
loncomarker CA- 1125 | T-8486
||"LIS/\ Iut for demrmmatlon of conc entrfmon of CA T-8470_
ELISA k|t for dotermination of_ccmcentration of |
cmromarka-l CA 15-3 | T-8472
ELISA kit for determination of concentration of | T-8475

| neuren spocmt enolase




EEGTEN s :.'.I'-..I‘i.'.i'l'iH:" Hest e _H_m*.‘ i — |
fﬁfﬁgﬁﬁ,{:{h i I __|-: ' I'}.;fT;-r';Hifln of conforminy | .P”H‘—"'* af4 _‘
. = ' | LLISA kit for determinalion of concentration of ]
46 | Ferrlin-EIA-BEST P4 o 78552 |
2 | ELISA kit for determination of concentration of total i |
47.| ok lotal-El4-BEST IgE ) A 8660_
: = o . LI SA kit for gzlerminzlion of concentration of tatal
48.| 189G tetal-FIA-BEST | Iqli"an ; A-BBE2
' iL = W i'ii-..-l_E“. A Kit a-élefﬁ:i-inllc-l*. of concantralion of tatal ]
49.| 1M total-EIA-BEST it dtddiagel il A-8664
T TELSA K iatermination of concentration of total =]
50.| igh total-EIA-BEST | |?;LAIM kit for ootummla g A-8668
= . - 1l Uy ‘EL.ISI\. kil for determination of conceniration of )
51, Lamma-lnterferon-EiA-BE ST yamma-interieron i A-8752
e ELISA kit for determination of concentration of
52.. Interleuking-4-E|p:RiEST | interieuking-4 : o | _ A-8754 i
s amer | | ELISA K for determinetion of cANCENralion of
~TNF-ElA-BES -
SS' Aipha-TNF-EIA-BES r-. _L_| alpha-lumaor necrosis factor == S Ao8756
54.| Alpha-Interfaron-EIA-BEST !;I..'En !ul .u:f.r .rle’.r:rn'nnr_-mon ol goheentratinn of A-8758
alphe-inlerfaron
55. | Interleukine-6-E4-grEsT ELISA Hu_.t_‘u determinglien of concentration of A-8768
Interleuking-6
== | . _.I-»?._.". & r'.:r-'l"."—: '_r'fr—':_'— B
58 Interleukine-2-E |A-Hi S | f_l_.l.‘?lr"-. ®il fu.ILJcL.mnilfl.|I..':-l ab-conzantration of A-8772
et ~— | |melleukines2 L
ELISA ki for determinalion of concaniraing ]
57.| Procalcitonin-E1A-BEST ._!_lm"'. fr.li far determination of corcentralion of A-S004
Procaleitani
_I_i“*“_"ﬁ"w_ i o tHalsrmie T, enltafion of N- |
66. | NTproBNP-EIA-BES T ____Iuﬂ ml— I.fcrl i :,|-.I I'I'_II'I:.IIII‘..'JTI II:If CDI'II:,DI.[I-.EIJ[ID"! _pl’ N A-5102
ol el prohormone: of brain natriuretic peptide
. ) ) ELISA kit for detarminat soncentration | N
59.| Troponin I-EIA-BEST ‘ '|-||1}1|"|?|1'||.l}'.|lllr lor determination of soncent itian of A-9108
| 61, HBSAG-EIABEST kil2 | | ELISA kil for the delection of HRs-antigen, D-0543 |
5. HBsAQ-EIA-BEST kil 3 ELISAKIt for the detagtion of | lE3s-antigan D-0544_
S N, L LLISA kil for the HE!C"L‘[EIWDf_IlJld-'EI'I.[_I-la-DEi.E_ - N
8] - @ .
03] VectoHBoAg-antibadies | against hepatilis B cotesantigen o
HepaBest anti-HREc-1aG [ IE.".\:a_vn"-r:_w:ﬂ_lumﬁss;ﬂy kit for the detection of IgG i
4 = _ i}
6__ = | arainst hepatilis B corgeanligen e D-0574
s | B s Py LCizyme immunoassay kit for the delection of nG i
2y FAonA 6 || o s e
Best anti-HCV (sel 2) Enzyme infmunoassay kit for the detection of igQ
i i ang \aM against hepatitis C virus, | D772
67, Vectohep D-laia I'---z_ﬁ_,fmn ..-1*|r.u|1o:-_|_55.:u,- Kit for e delsclion of lghd D-0952 ]
R T |...-"'“.'.@”Eﬂ‘?i}*““5 Lopusl S
68.| Chlamydia tr 19G-EIA o ELISA kit for determination of 196 lo Chiamidia ]
4T D EABEST I vachomatis o s e
- . . 5T || EHISA Kit for determinatibh of Igh to Ghiamidia v
89.| Chlamydia tr, IgM-E(A-F =% . ; -
_ ydia tr_gM_I/iEEE{ f_ir,scl'romatls__ S N D-1968
70.| Chiamydia i gA-EIA-BEST | :}'L..irrla-:?ﬁllrifm getermination of IgA'to Chiamidia D-1968
I | AWEGhamatls
_—_"_'___\_‘_\——-——_._ = —'-—_--——_‘--—-.-—r*---‘—ﬁ—_- —— —~—\_—____
714 CMV-gG-EIA-BEST o [NJI:[_IE:/-\ kit for tha qualitat ve a0 auantitative D-1555
Al ey Utorminalion of 190 against Cylomegalovirug ]
72,| VectoCMV-igh ELISA kit for he detaction of gV against e
==

Clomegatovius D-1552




Certificate

mdc medical device certification GmbH
certifies that

VECTOR

vB/E/S/TA

AO Vector-Best
Research and Production Area
Building 36,0ffice 211, Koltsovo
630559 Novosibirsk region
Russian Federation

with the locations listed in the attachment

for the scope

Design and development, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry)

has introduced and applies a
Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2020-07-04
Valid until 2023-07-03
Registration no. D1213100019
Report no. P20-00568-173687
Stuttgart 2020-06-02

. medical device certification I Head 4ﬁon Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



No. D1213100019

Attachment of the certificate

date 2020-06-02 Page 1 of 1

Location

Scope

AO Vector-Best
Arbuzova str. 1/1, 630117 Novosibirsk
Russian Federation

design and development, production and
distribution of medical devices for in vitro
diagnostics

AO Vector-Best

Research and Production area, building 386,
Koltsovo, 630559 Novosibirsk region
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

AQ Vector-Best
Pasechnaya str, 3, 630117 Novosibirsk
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

medical device certification

MAaAC

mdc medical device certification GmbH

Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10

Internet: http://www.mdc-ce.de

Peifd

Heaw Certification Body




Ceptudgukar

mdc medical device certification GmbH
YOOCTOBEPSAET, YTO Ha NpeAnpUAaTUiA

BEKTOP

vB/E/IC/TA

AO «BekTtop-bBect»
630559, HoBocubupckasa obnactb, p.n. KonsuoBo,
Hay4yHo-npousBoacTBeHHas 30Ha, kopnyc 36, k. 211,
Poccuinckasa Pepepauus

C NPOU3BOACTBEHHbIMU NIOLWAAKaMM1 COrNacHo npunoxexuto k Ceptudukary

npuMeHuTenbHO K obnactam

NpoeKkTUpPoOBaHKe U pa3paboTka, NPOM3BOACTBO U peanu3auusa
MeOuLMHCKUX U3nenui in-vitro ouarHocTuku
(NUP, UDA, Guoxumms)

Obina BBegeHa W MpUMeHsieTcs

CUNCTEMA YTTPABJIEHUA KAHECTBOM

I'Ipose.u.eHHaﬂ npoBepKa CUCTEMbI yrnpaeneHna Ka4eCcTBOM nokasana,
YTO JaHHasA cucTtema COOTBETCTBYET Tp66OBaHMRM CTaHgapTa:

EN ISO 13485

Wapennsa meguumHckne — CUCTEMbI MEHEOXMEHTA KavecTea —
Perynupytowme cuctemHele TpeboBaHuns

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

[aTta ebigaun 2020-07-04
Cpok peicteus go 2023-07-03
PernctpaunoHHbIi Ne D1213100019
OTyeT Ne P20-00568-173687
Lrytrapt, Nepmanus 2020-06-02

{ C

medical device certification PyKOBO,DM enb CepTM(bVIKELlMOHHOFO opraHa

[T

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



Mpunoxenune k Ceptudukary

Ne D1213100019 o1 2020-06-02 Ctp. 1131
MecTopacnonoxeHue O6nacTb gencTBUsA
AQ «BekTop-bec», npoeKTUpoBaHue 1 paspaboTka, NPOoM3BOLCTBO
yn. ApBysoea, 1/1, 630117, r. HoBocubupck, W peanusauns MeauuUHCKUX U3aenuii in vitro

Poccuiickas ®enepauus ANarHoCTuku

AO «BekTop-BecTy,
630559, Hoeocubupckas obnacTek, p.n. Konbuoso, | MPOEKTUPOBAHWE W pa§pa69n<a, Npou3BOLCTBO
Hay4Ho-npoussocTBEHHAs 30Ha, KOpnyc 36, MEAULIMHCKUX U3AEeNWiA in vitro AnarHoCTUKN

Poccuiickan ®epepauus

AO «Bekrop-becT»,
yn. Mace4vnas, 3, 630117, r. HoBocuBUpck,
Poccuiickas Pegepaums

npoekTupoBaHue 1 paspaboTka, NPOU3BOACTBO
MEAVNLIMHCKIX N3Aenuii in vitro JuarHoCTUKKM

A

dical devi ficati
mediesl devics pRNGALEN PYKOBOAUTE D& CepTUMbNKALIMOHHOTO OpraHa

Mac

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

N
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