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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
n accordance with Annex IV, Section 4, Directive 98/79/EC

i
PRORROGA/EXTENSION — Fecha iniciall Initial dare: 04/12/2008
Fecha de dltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no

2008 12 0588 ED

Fecha de validez/ Date of validity ON n*NB no
Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

Fabricante/Manufocturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.

Direccion/4ddress: Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: idem Direccion/Address: Idem

Para el producto/ For the product:

SEEh Tt

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre™ / fin Vitro Diagnastic Medical Devices
Grupo genérico/Generic group: Diagnéstico de enfermedades infecciosas / Diggnostic of infectios diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certifi

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.L

CERTIFICADO DE EXAMEN CE DE DISENO .
de acuerdo con el Anexo IV, punto 4, de Ia Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Facha

i

ol date: 047122008

ai qalel VAl LAY

Fecha de 1ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no
2008 12 0588 ED

A favor de/ln favour of:

Fabricante/Manufucturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/dddress: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Nume: Idem  Direccion/Address: Idem

Fecha de validez/ Date of validity ON n°/NB no
Desde/From 19/11/2018 Haswa/7o 18/11/2023 0318

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo I1/ List A, Annex I]

Reactivos y productos reactivos para la determinacién, confirmacion y cuantificacion en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de Inmunoabsorcién
and reactive productsjor the o ,__.3__«, tirssn pined gl ifoatiog

Via G. Carducci, 27 -20099- Sesto San Giovanni— Milano (Italy).

Este certificado debe ir acompanado por el certificado CE de Sistema de Garantia de Calidad Total N°

2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directival This certificate is issued on the assessment uf the design documentation contained in dossier

N 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive,

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencis
eSpafio
“ a
‘ Bmm“nm:am.s"am de
= }
Productos mmmww:.ow\
Fdo. M? Jesas Lamas Diaz
mads por, Agenca Essafiola de Med: v Productos Localizador PALLDBAAGS |
Fecha de la firma: 191172018

Puede comprobar la aut mento en & aplicacidn Localizador de la Web de la AEMPS

_Smmmu ELECTRONICO Pagina 1 de 2 CrICAMBEZD, 1

ond318Faemps a5

Tel' (+345902 101 322

ORGANISMC NCTIFiCADO 9348

enzimatica (ELISAY Heag s 5 ; 4 if
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: IVD 0203]

HBs Ag one Version ULTRA ELISA cualitativo / ELISA qualitative

- SAGIULTRA.CE (192 tests)

- SAGIULTRA.CE96 (96 tests)

- SAGIULTRA.CE 480 (480 tests)

- SAGIULTRA.CE.960 (960 tests)

- SAGIULTRA.CEDB (192 tests - for Dia.Blood application)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conforminy.

Madrid, 19 de noviembre de 2018
TORA DE LA AGENCIA ESPANCLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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Product List — CE Marked

Certified by
1S0-13485:2012

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

NovaTEc
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Novalisa® Virology

Prod. No. Name

ADVAQ010 Adenovirus IgA

ADVG0010 Adenovirus 1gG

ADVMO0010 Adenovirus 1gM

CHIG0590 Chikungunya Virus IgG capture
CHIMD580 Chikungunya Virus |gM y-capture
CMVG0110 Cytomegalovirus (CMV) IgG
CMVMO0110 ___.__Cytomegalovirus (CMV) IgM____
DENGO0120 Dengue Virus 1gG

DENMO0120 Dengue Virus IgM

DVM0640 Dengue Virus IgM p-capture
EBVA0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA) 19G
EBVMO0150 Epstein-Barr Virus (VCA) igM
EBVG0580 Epstein-Barr Virus (EBNA) 1gG
HANGO08670 Hantavirus 1gG

HANMO0670 Hantavirus IgM

HSVG0250 Herpes simplex Virus 142 (HSV) 1gG
HSVM0250 Herpes simplex Virus 1+2 (HSV) I1gM
HSV1G0500 Herpes simples Virus 1 (HSV-1) 1gG
HSV1M0500 Herpes simplex Virus 1 (HSV-1) 1gM
HSV2G0540 Herpes simplex Virus 2 (HSV-2) 19G
HSV2M0540 Herpes simplex Virus 2 (HSV-2) 1gM
INFA0290 Influenza Virus A IgA

INFG0290 Influenza Virus A I1gG

INFM0280 Influenza Virus A IgM

INFAOQ300 Influenza Virus B IgA

INFGO300 Influenza Virus B I1gG

INFMO300 Influenza Virus B IgM

MEAG0330 Measles Virus 1gG

MEAMO330 Measles Virus IgM

MUMG0340 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 1gG

== Parvovirus B 19 IgM
‘Respiratory syncytial Virus 1gA
Respiratory syncytial Virus igG
; Resgiralory syncytial Virus
[/ CRUBGO400, \. .+ iRubea Virus IgG
[/ = RUBMO40D o = " Rubelia \firus IgM p-capture
|| Ficeoaqaly» V> TBE/FSMEIG
\S Ticuead™ TEE | ESVE gV

- TBE | FSME 1gG plus

0B8102015-CSch
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TREG0470 Treponema pallidum
VZVA0490 Varicella-Zoster Virus (VZV) IgA ® }
VZVG0490 Varicella-Zoster Virus (VZV) 1gG Novalisa Parasites
VZVM0490 Varicella-Zoster Virus (VZV) igM
Prod. No. Name
A ® - CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
NovalLisa Bacteriology TRYP0570 Chagas
Prod. No. Name ENTG0140 Entamoeba histolytica 19G
BOPAOGIT Bordetella pertussis lgh GIAD160S Giardia lamblia antigen
BOPG0030 Bordetella pertussis IgG 065 Legionella Pneumophila 1aG
—BOPMO0030__ . Bordetella pertussis-IgM—— — — mmmommw _rmm“o:w__m v:m::..ow::m _N_s
BPTA0610 Bordetella pertussis toxin (PT) IgA -
BPTG0610 Bordetella pertussis toxin (PT) IgG LEIG0310 Leishmania infantum 1gG
BORG0040 Borrelia burgdorferi 1gG MAL0620 Malaria
BORMO0040 Borrelia burgdorferi IgM STRO0690 Strongylaides
mmm_m_oomo mﬁmm“_m _mm TOXAQ460 Toxoplasma gondii 1gA
Lo0s0 =rucela gt TOXG0460 Toxopiasma gondii igG
CHLA0070 Chlamydia trachomatis IgA TOXGA460 Toxoplasma @o:nm. 1gG Avidity Test
CHLG0070 Chlamydia trachomatis 1gG TOXM0460 Toxoplasma gondii 1gM p-capture
CHLMoo70 Chlamydia trachomatis IgM
CHLA0510 Chlamydia pneumoniae IgA . ®
CHLGO510 Chlamydia pneumoniae IgG Novalisa Worms
CHLMO0510 Chlamydia pneumoniae IgM
CORG0090 c <c Qu ium diphth m toxin 19G Brod. No. Haie
orynebacterium diphtheriae toxin Ig
CORGE00S Corynebacterum diphthenas 6% 55 166 ARSTGO0Z20 Ascans lumbricoides TgG
PCORG009 Corynebycterium diphtheriae toxin 5S 1gG plus ECHG0130 Echinococcus 1gG
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG SCHG0410 Schistosoma mansoni 1gG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 1gG ] =
COX2M0600 Coxiella burnetii (Q-Fever) Phase 2 IgM TAEG0420 Taenia solium 1gG
CPA0O730 Chlamydophila pneumoniae IgA TOCG0450 Toxocara canis 1gG
CPG0730 Chlamydophila pneumoniae IgG TRIG0480 Trichinella spiralis 1gG
CPMO0730 Chlamydophila pneumoniae tgM —
HELA0220 Helicobacter pylori IgA
HELG0220 Helicobacter pylori 1gG
PHELAD22 Helicobacter pylori igA plus
PHELG022 Helicobacter pylori IgG plus
BORG0320 Lyme Borrelia IgG -
LEPG0660 ____ Leptospira IgG ““Candida al cans
LEPMO0660 Leptospira IgM i =k
MYCA0350 - Mycoplasma pneumoniae [gA Candigasibicans ight
MYCG0350 Mycoplasma pneumoniae igG -
MYCMO0350 Mycoplasma pneumoniae IgM
TETG0430 Clostridium tetani toxin 1gG
TETG5043 Clostridiumn tetani toxin 58 IgG
PTETG043

Clostridium tetani toxin 5S IgG plus
3 08102015-CSch
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Novalisa ® Hommones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones and antibodies)

NovaTEC

lvmunoiaanosTica GmeH

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

TSH1030 TSH

NovaLine

Prod.No. Name T T T
RUBG2400 Rubella Virus 1gG Immunoblot
TRYG2570 Chagas IgG LineBlot

Hormones

PR

STEROID HORMONES
(ELISAs for the determination of steroid hormones in plasma and serum)

DSNOV24 DHEA-S Saliva
DSNOV25 Progesterone Saliva
DSNOV26 Estriol Saliva
DSNOV27 Androstenedione Saliva

PROTEIN HORMONES
(ELISAs for the determination of proteins in plasma and serum)

Prod. No. Name
DNOVO30 LH
DNOV031 FSH
DNOV032 Prolactin
DNOV033 AFP
DNOV034 beta HCG

THYROID HORMONES
(ELISAs for the determination of thyroid hormones and antibodies)

Prod. No. Name
Prod. No. Name DNOV051 Fee T3
DNOV001 Cortisol DNOV052 FreeT4
DNOV002 Testosterone DNOV053 Total T3
DNOV003 17 beta-Estradiol DNOV054 Total T4
DNOV004 17-OH Progesterone BNOVEST Thyrogtobutin
ONTVODS OHEA-S
DNOV006 Progesterone
wnw«mmw Maam mw:_o_a. DIABETES MONITORING
narostenedione H i ifi i
DNOVO0S Free Testosterone (ELISAs for the determination of specific analytes in plasma and serum)
DNOVO11 Total Estriol Prod. No. Name
DNOV012 Aldosterone DNOVA11 Insulin
DNOV112 O-_um_uzam

STEROID HORMONES IN URINE
(ELISAs for the determination of steroid hormones in urine)

Prod. No. Name

DNOVO010 Urinary Cortisol

STEROID HORMONES IN SALIVA

(ELISAs for the determination.of steroid hormones in saliva) - - - -

Prod. No. Name
DSNOV20 Cortisol Saliva
DSNOV21 Testosterone Saliva

DSNOV22 17 beta-Estradiol Saliva

Prod. 2U Name;
DNOVDS3 cie-cig: =
DNOVDgZ cic-cad =
DNOV(gE CH-50

TUMOR MARKERS 0100
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NovaTec

immunDiacnosTICA GmaH

(ELISAs for the determination of specific analytes in plasma and serumj DNOV185 Anti GAD
DNOV187 Anti 1A2
Prod. No. Name
DNOV 060 CEA
Wum«wmw mw “m.w GASTRO ENTEROLOGY
DNOV0S2 CA A.mmw (ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name
DNOV140 Anti Deamidated Gliadin Peptide (DGP) lgG
MISCELLANEOUS DNOV141 Anti Deamidated Gliadin Peptide (DGP) lgA
~(ELISAs for the determination of specific analytes in plasma and serum)
M_“M.“_\.Auoo, _.m,._mﬁm THROMBOSIS
erntin i i ifi i
DNOV101 HGH (ELISAs for the determination of specific analytes in plasma and serum)
DNOV102 IgE Prod. No. Name
DNOV157 Anti Cardiolipin 1gG
DNOV158 Anti Cardiolipin igM
isa ® i DNOV159 Anti Phosphoiipid
zo<m—l_mm ® >F_Ho_aag;h LNUVIOD Anu ospnalpia sreen
Autolmmune THYROID
(ELISAs for the determination of specific autoimmune antibodies) (ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name Prod. No. Name
ATG1010 Anti-TG ST ol - ——
ATPO1020 Anti-TPO GNOV117 TSH Recepior Autoaniibody
Rheumatology o i . RHEUMATOLOGY
(ELISASs for the determination of specific analytes in plasma and serum) (ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name Prod. No Name
RFM3010 Rheumatoid Factor IgM o Anti dsDNA 1gG
. DNOV174 Anti ENA Screen
Autoimmune DNOV175 Anti ANA Screen
DNOV182 Anti-CCP

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

DNOV125 Anti PR 3 (c-ANCA)
DNOV126 Anti-MPO (p-ANCA)

(e t=]ul § =i iy |

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

NDIARCTES :_.Or:._-) (=7}

7 08102015-CSch

NovaLisa:-*"""* Recombinant Antigens
_u_._u.n.\ Mo Name *

BORE0040 Borrelia-burgdorferi 19G
BORMOG40 2" _Bofrelia burgdorferi IgM
ChASESS0 -Ghagas {Trypatiosoma cruzi} 19
TRYPD570 Chagas |

HANGDST0 ' Hantabinis I9G

I»zzamﬂm... Hantavirus 1gM

HELABZZD. " ' Helicobaster pylori lgh

PHELADRZ Helicabacter pylori 1gA plus
Vs 2

e —

08102015-CSceh



RNowva .—.mn.ﬁmf NovaTEc
trarmunDiasnosTina GusH 8@ tmmunDlaanoSTICA SaasH #§9

HSV1G0500 Herpes simples Virus 1 (HSV-1) igG

HSV1M0500 Herpes simplex Virus 1 (HSV-1) IgM >-._.an¢= >wwm<w
HSV2G0540 Herpes simplex Virus 2 (HSV-2) 1gG
HSV2M0540 Herpes simplex Virus 2 (HSV-2) IgM Prod. No. Name
MAL0620 Malaria GIA0160S Giardia lamblia antigen
STRO0680 Strongytoides
TREG0470 Treponema pallidum

Noval isa ® IgM p-capture Assays
Novalisa ™ Quantitative Assays (WHO standardized) Prod. No. Name
———— ~“Prod-No.™ Name CHIM0590 Chikungunya Virus IgM p-capture

BPTA0610 Bordetella pertussis toxin (PT) IgA DVM0640 Dengue Virus IgM p-capture
BPTGO610 Bordetella pertussis toxin (PT) IgG RUBMO400 Rubella Virus lgM p-capture
CORGO0090 Corynebacterium diphtheriae toxin 19G TOXM0460 Toxoplasma gondii IgM p-capture
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORG009 Corynebycterium diphtheriae toxin 5S 1gG plus
RUBG0400 Rubelia Virus 1gG NovaLisa ® Antibody Assays
TETG0430 Clostridium tetani toxin [aG Prod. No. Name
TETG5043 Clostridium tetani toxin 53 IgG 3 -
PTETG043 Clostridium tetani toxin 55 IgG plus ASCG0020 GEETD IS [0 1
TOXG0460 i dii 19G CHAGO0560 Chagas (Trypanosoma cruzi) 1gG

OXGo Toxopiasma gondii Ig TRYPO570 Chagas

ENTGO0140 ____ Entamoeba histolytica 1gG _ -y
® LEIGO3T0 Leishimania infantum 106G
NovalLisa Quantitative Assays MAL0620 Malaria
Prod. No. Name STRO06390 Strongyloides
BPTA0510 Bordetella pertussis toxin (PT) IgA TAECDAZD e TEETR ORI 5
BPTG0610 Bordetella pertussis toxin (PT) IgG TOCGOA50; v ;, - Toxocara canis 19G
CORG0090 Corynebacterium diphtheriae toxin IgG TREGR470 coeceon  Trepanema pallidum
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG ARIGo480 Y ,m__._w:a__m spiralis 1gG
— PCORG009——Corynebacterium diphtHeriae toxir 55 IgG plus o ff & T\
HELA0220 Helicobacter pylori IgA 1 . P e Wil g E
HELG0220 Helicobacter pylori IgG | “Novalisa " ' ' Liquor Diagnostic
PHELAD22 Helicobacter pylori IgA plus | CProd.Nel ™ hJ
PHELG022 Helicobacter pyiori igG pius _un.oa. > 3
RUBG0400 Rubella Virus IgG BORGDO40 3 purgdorier 1gG
ubella Virus Ig . BORMOO40 burgdorfer g

TETG0430 Clostridium tetani toxin IgG N
TETGS043 Clostridium tetani 5S toxin IgG "
PTETG043 Clostridium tetani toxin 5S 1gG plus
TICG0440 TBE / FSME 1gG
PTICG044 TBE !/ FSME 1gG plus
TOXG0460 Toxoplasma gondii IgG

08102015-CSch
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mdc medical device certification GmbH
certifies that

VECTOR

vwB/E/S/TA
AD Vector-Best
Research-and Production-area
buitding 36, Office 211, Koltsovo
630559 Novosibirsk region
Russian Federation
with the locations listed in the attachment
for the secepe

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

has introduced and applies a

Quality Management System

Certificate

Attachment of the certificate
No. D1213100017 date 2018-07-13 Page 10of 1
Location Scope
AD Vector-Best, design and development, production and

Arbuzova str, 111,
H30117 Novosibirsk, Russian Federation

distribution of medical devices for in vitro
diagnostics

AO Vector-Best
Research and Production ares,

_buiiding 38, Koltsovo,

630559 Novosibirsk region, Russian Federation

design and development, preduction of medical
devices for in vilro diagnostics

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

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

M

] medicel dsvice certdfication Head of Certification Body
£iMmdc —
- {{ pAKKS -

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

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISC 13485:2018 4+ AC:20158- ISO 134852018

2018-07-13
20200703
D1213100047
P18-00489-117986
2018-07-13
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CPOK 'OHOCTU. YCNOBWUS XPAHEHWA U TPAHCIIOPTUPOBKHM
Komnnext Ne 2

Cpek rogHocTy — 1,5 roga.
Kemnnexy fomier xpaHnTecs 8 YNEKOBKE NPELPUATHA-MrOTOBHTENA Npy Temneparype ot 2 go
8 °C'8 TeveHue BCEr0 CPOKA rOAHOCTU. 3amMapaskuaaHie He fonyckaeTca.

TpaHenopTUpYIoT Npl Temneparype o7 2 o 8 °C. HAonyckaetcs TpaHcnopTUpoBanme Npw Temne-
patype o1 9 fio 25 °C re Gonee 10 cyT. 3amoparwsame se Lonyckaetcy

Mo Bonpocam, Kacanies kauecTsa Habopa “Cudmnuc-ArKI-PMIN", creayer obpawaTses o

-3AD'3KOnab6":

anpecy 142530 Mockosckan 061, 1. Snextporapcy, yn. bygessor, a. 1, 3A0"3K0na8"; ven {49643) 3-
23-11 - ovgen cBeita, 3-30-93 - GBTK, dhaxc (49643) 33143 .

WHCTPYKUMSA
"Cudmnuc-ArKn-PMM"

AHTHIEH KapAMOSTMNKHOBLIN A4S PeakUyK MUKPONpeLNnUTaLAN|

Pezucmpauorroe ydocmosepenue Ne OCP 2011/09957 om 30 oxkmatps. 2012 &,

Komnrniekt Ne 2
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