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DECLARATION DE CONFORMITE CE 
 

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité 
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de 
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro et au code de la santé publique. 

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu’ils n’appartiennent ni à la liste A et liste B de 
l’annexe II et ni à la classe des autotests. 

Cette déclaration est basée sur le contenu de chaque dossier technique et s’appuie sur la certification de notre système 
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu’au 27 juillet 2023). 

 
 
 
 

DECLARATION OF EC CONFORMITY 
 

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility, 
that the reagents such as listed attached (2 pages) , conform to the essential requirements of appendices I and III of European 
Directive 98/79/EC, relating to in vitro diagnostic medical devices and to the public health code. 

These devices are classified in the “other device” category  since they do not belong neither to list A or list B of annex 
II nor to self-testing class. 

This declaration is based on the contents of each technical file and is supported by the certification of our quality 
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27th , 2023). 

 
 
 
 
 

DECLARACIÓN CE DE CONFORMIDAD 
 

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra única 
responsabilidad que los reactivos referenciados en la lista adjunta (2 páginas), son conformes con los requisitos esenciales de 
los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para diagnóstico in vitro y el código de salud 
pública. 

Estos dispositivos se clasifican en la categoría "otro dispositivo", ya que no pertenecen a la lista A ni a la lista B del 
anexo II, tampoco a la clase de autodiagnóstico. 

Esta declaración se basa en el contenido de cada expediente técnico y está respaldado por la certificación de nuestro 
sistema de calidad según la norma NF EN ISO 13485 : 2016 (Certificación válida hasta el 27 de Julio 2023). 
  
 

 
 
Sées, le 12 Mai 2021 

 

Valérie LAMBERT, Cécile GOUBAULT, 
Responsable des Affaires Réglementaires Directeur Général Délégué 
Regulatory Affairs Manager   Managing Director 
Responsable de los Asuntos Reglementarios  Directora General 



REACTIFS - REAGENTS - REACTIVOS RÉFÉRENCES - REFERENCES - REFERENCIAS Code GMDN

ALBUMIN ALBU-0600/0700/0250/M830

ALBUMIN ENVOY ALBU-0850

BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53229/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M490

CREATININE PAP SL CRSL-0630/0250

DIRECT BILIRUBIN BIDI-M430 53233
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850

GLUCOSE HK GHSL-M490

GLUCOSE HK SL GHSL-0600/0250

GLUCOSE PAP GPSL-M690

GLUCOSE PAP SL GPSL-0507/0500/0707/0700/0250/0455/0497

LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 53481
PHOSPHORUS PHOS-0600/0230/M430

PHOSPHORUS ENVOY PHOS-0850

TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN PROB-M830

TOTAL PROTEIN ENVOY PROB-0850

TOTAL PROTEIN PLUS PROB-0600/0700/0250

UREA URSL-M830

UREA ENVOY URSL-0850

UREA UV SL URSL-0427/0420/0500/0507/0250/0455

URIC ACID AUML-M830

URIC ACID ENVOY AUVD-0850

URIC ACID MONO SL AUML-0497/0427/0420/0500/0507/0707/0250

URIC ACID SL AUSL-0250

URINE PROTEIN PRTU-M230 53481

ALP (DEA) SL PASL-0400/0420/0230

ALP ENVOY PIVD-0850

ALP IFCC ALPI-0230

ALT ENVOY ALSL-0850

ALT/GPT ALSL-M490

ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455

AMYLASE AMSL-M430

AMYLASE ENVOY AMSL-0850

AMYLASE SL AMSL-0390/0400/0230

AST/GOT ASSL-M490

AST ENVOY ASVD-0850

AST/GOT 4+1 SL ASSL-0410/0430/0510/0250/0455

CHOLINESTERASE CHES-0053 52971
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850

CK-MB SL / CKMB CMSL-0410/0430/0230

CK NAC CKSL-M230

CK NAC SL CKSL-0410/0430/0230

GAMMA-GT GISL-M230

GAMMA-GT PLUS SL GISL-0400/0420/0250

GGT ENVOY GISL-0850

LDH ENVOY LLSL-0850

LDH IFCC LLSL-M230

LDH-L SL LLSL-0400/0420/0230

LIPASE LPSL-0250

LIPASE ENVOY LPSL-0850

LIPASE SL LPSL-0230

CALCIUM ARSENAZO CALA-0600/0250/M430

CALCIUM ENVOY CALA-0850

CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850

IRON FERENE FEFE-0230/0600/M230

MAGNESIUM ENVOY MAGX-0850

MAGNESIUM XB MGXB-0250/0600/M430

MAGNESIUM XYLIDYL MAGX-0230/0600

CHOLESTEROL CHSL-M690

CHOLESTEROL ENVOY CHSL-0850

CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LDL SL 2G LDLL-0230/0380/0390 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330

HDL CHOLESTEROL ENVOY HDLL-0850

LDL CHOLESTEROL CLDL-0250/M330

LDL CHOLESTEROL ENVOY LDLL-0850

TRIGLYCERIDES TGML-M690

TRIGLYCERIDES ENVOY TGML-0850

TRIGLYCERIDES MONO SL NEW TGML-0427/0425/0515/0700/0517/0707/0497

TRIGLYCERIDES SL TGML-0250/0455

Metabolites divers / Miscellaneous metabolites

Enzymes / Enzymes

Electrolytes / Oligo-élements / Electrolytes / Trace-elements

Lipides /  Lipids

53597

53250

53301

59123

53985

53587

53583

52928

52923

52940

52954

52994

53003

53027

53072

53108

45789

54758

46795

53359

53391

53395

53460
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REACTIFS - REAGENTS - REACTIVOS RÉFÉRENCES - REFERENCES - REFERENCIAS Code GMDN

CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 44696
CHOLESTEROL LDL 2G CALIBRATOR LDLL-0011/0041 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 44698
CK-MB CONTROL CKMB-0900 44693
ELICAL 2 CALI-0550 47868
ELITROL I CONT-0060

ELITROL II CONT-0160

GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HDL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL I ISCT-0046

ISE CONTROL II ISCT-0047

MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 53588
URIC ACID Standard 6 mg/dL ACUR-0055 44704

ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M230 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL I ICRP-0046

CRP IP CONTROL II ICRP-0047

CRP WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRP WR ENVOY CRPW-0850 53705
FERRITIN IFRT-0230 53718
FERRITIN CALIBRATOR IFRT-0042 41927
HAPTOGLOBIN IP IHAP-0400 53737
HbA1c HBAC-0240 59090
HbA1c CALIBRATOR SET HBAC-0043 53315
HbA1c CONTROL L + H HBAC-0049 44435
IgA IP IIGA-0400 53760
IgG IP IIGG-0400 53787
IgM IP IIGM-0400 53795
µALBUMIN IP IMAL-0400 53475
µALBUMIN IP CALIBRATOR SET IMAL-0043 53477
µALBUMIN IP CONTROL I IMAL-0046

µALBUMIN IP CONTROL II IMAL-0047

OROSOMUCOID IP IORO-0400 53606
PREALBUMIN IP IPAL-0400 53957
PROTEIN IP CALIBRATOR SET IPRO-0043 53593
RF CALIBRATOR IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL I IRCT-0046

RHEUMATOLOGY CONTROL II IRCT-0047

TRANSFERRIN IP ITRF-0400 59041

VITAMIN D VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET VITD-0049 54475

ISE BASELINE SOLUTION ENVOY ISBA-0850 59238
ISE CALIBRATORS ISCA-0250

ISE CALIBRATOR ENVOY ISCV-0850

ISE CLEANER/CONDITIONER ISCC-0280 59058
ISE DILUENT ISDI-0250

ISE DILUENT ENVOY ISDV-0850

ISE REFERENCE SOLUTION ISRS-0800

ISE REFERENCE SOLUTION  ENVOY ISRS-0850

ACID SOLUTION for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION for ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5905

SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900

WASH SOLUTION A SOLA-M163 59058
WASH SOLUTION B WASH SOLUTION B 59058

CRP LATEX LXCR-0112 53707

Contrôles-Calibrants-Standards / Controls-Calibrators-Standards

Vitamines/Vitamins

ISE Solutions pour électrodes selectives d'ions /
ISE Solutions for ion-selective electrodes

Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments

Tests d'agglutination / Agglutination tests

58237

59238

58236

47869

47869

41839

53478

47869

52867

Protéines spécifiques / Specific proteins
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___________________ 

 

CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

MEUS S.r.l. 
 

Unità Operative / Operative Units 

Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - Italia 
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi biologici. Progettazione e 

produzione di terreni di coltura per microbiologia.  
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

Via dell'Industria 2-16 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Progettazione e produzione di terreni di coltura per microbiologia. 

Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

 

Design and production of diagnostic kits for blood and biological liquids analysis. 
Design and production of culture media for microbiology. Design and production of 
sterile needles and devices for collection of haematological samples. Design and 

production of moulds for plastic labware. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

ROLL S.r.l.  
 

UNITÀ OPERATIVA / OPERATIVE UNIT 
 

Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD) 
Italia 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.  
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Stampaggio di materie termoplastiche ad iniezione per articoli medicali. 

 

Design and production of Holders for vacuum sampling.  
Design and production of diagnostic kits for blood and biological liquids  

analysis. Injection moulding of thermoplastic materials for medical devices. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

VACUTEST KIMA S.r.l. 
 

Sede / Head office 
Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 

Uffici direzionali e amministrativi 
Unità Operative / Operative Units 

Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine. 

Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni 
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili. 

Via Leonardo Da Vinci, 22 – 35028 Piove di Sacco (PD) 
Uffici commerciali e magazzino. 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo 
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue. 

Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per 
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto 

predeterminato e aghi sterili. 
 

Design and production of test tubes with predetermined vacuum for collection of 
haematological samples, biological liquids and urine samples. Production of test tubes 
for micro-collection of haematological samples. Trading of the products of the Group: 
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes 

with predetermined vacuum and sterile needles. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it












 

 

 

 

 

 
 
 
CERTIFICACIÓN 13485 

39/C-SG055 

 

LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS 

THE AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS 

otorga el certificado número 

grants the certificate no. 

2013 11 0039 EN 
según la norma 

in accordance with the standard 

UNE-EN ISO 13485:2018 

(EN ISO 13485: 2016 & ISO 13485: 2016) 
 Productos Sanitarios: Sistemas de Gestión de Calidad – Requisitos para fines reglamentarios 

Medical devices – Quality management systems - Requirements for regulatory purposes 
a la empresa / to the company 

Dia.Pro Diagnostic Bioprobes S.r.l. 
 

Sede social y de fabricación/ Headquarters and manufacturing facility 

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

Para las siguientes actividades / For the following activities: 

Diseño, desarrollo y producción de reactivos y productos reactivos, calibradores y materiales de 

control para inmunoquímica, microbiología, inmunología infecciosa y técnicas de biología 

molecular. 

Diseño, desarrollo, producción y servicio técnico de instrumentos y software para diagnóstico in 

vitro. 
 

Design, development and manufacturing of reagents, reagent products, calibrators and control materials 

for immunochemistry, microbiology, infectious immunology and molecular biology techniques. 
 

Design and development, management of production and technical servicing of instruments and software 

for “in vitro” diagnostic. 

Modificaciones de alcance: Ver Anexo I / see Annex I 

Fecha de validez/ Date of validity:  Desde/ From:  8-03-2019    Hasta/To: 17-12-2021 

Certificación inicial/ Initial certification date: 27-11-2013 

Renovación / Renewal of certification date:  8-03-2019 
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Agencia Española de Medicamentos y Productos Sanitarios Localizador:  L P D T J L 5 2 D F

Fecha de la firma: 08/03/2019

Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es

CORREO ELECTRÓNICO

on0318@aemps.es

Página 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89

Madrid,  08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 

 

 

  

 

 
CERTIFICACIÓN 13485 

 

39/C-SG055  

ANEXO I / ANNEX I 

CERTIFICADO UNE-EN ISO 13485:2018/ UNE-EN ISO 13485:2018 CERTIFICATE 

 

Modificaciones del alcance / Scope modifications:  

Fecha/Date Descripción de la modificación/ Modification description 

18-12-2018 Cambio en la descripción del tipo de técnica en el ámbito tecnológico 

(inmunología infecciosa y técnicas de biología molecular).  

Cambio del nivel de detalle en la descripción del ámbito tecnológico 

 

Change in the description of the method of analysis in the technological scope 

(infectious immunology and molecular biology techniques). 

Change in the level of detail of the technological scope description. 

 

8-03-2019 Ampliación del ámbito tecnológico para incluir: 

Inmunoquímica y microbiología 

Instrumentos y software para diagnóstico “in vitro”. 
 

Modificación del alcance para incluir la actividad de asistencia técnica para 

Instrumentos y software para diagnóstico “in vitro”. 
 

Extension of technological scope:  

Immunochemistry and Microbiology 

Instruments and software for “in vitro” diagnostic  

Modification of the scope to include the activity of technical servicing of 

instruments and software for “in vitro” diagnostic 
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Agencia Española de Medicamentos y Productos Sanitarios Localizador:  L P D T J L 5 2 D F

Fecha de la firma: 08/03/2019

Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es

CORREO ELECTRÓNICO

on0318@aemps.es

Página 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89

Madrid,  08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 
 
 
 
 
 
 

ORGANISMO NOTIFICADO 0318 

 

CERTIFICADO DE EXAMEN CE DE DISEÑO  

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with Annex IV, Section 4, Directive 98/79/EC 

PRÓRROGA/EXTENSION      Fecha inicial/ Initial date: 11/12/2003 

Fecha de última prórroga/ Last extension date: 27/11/2013 
 

Certificado nº/Certificate no  Fecha de validez/Date of validity           ON nº/NB no 

 2003 12 0390 ED Desde/From 19/11/2018   Hasta/To 18/11/2023              0318 

A favor de /In favour of: 

Fabricante/Manufacturer: 

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

Dirección/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni – Milano (Italy). 

Representante autorizado ante la UE/Authorized EU representative: 

Nombre/Name: Idem   Dirección/Address: Idem 

Para el producto/For the product: 

Categoría/Category: Productos Sanitarios para Diagnóstico “In Vitro” / In Vitro Diagnostic Medical Devices 
Grupo genérico/Generic group: Diagnóstico de enfermedades infecciosas / Diagnostic of infectious diseases 

Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate. 

Elaborado en/In the facilities: 

Dia. Pro Diagnostic Bioprobes S.r.l. 

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

Este certificado debe ir acompañado por el certificado CE de Sistema de Garantía de Calidad Total Nº 

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

Certificate Nº 2003 12 0388 CT. 
 

Este certificado es consecuencia de la evaluación de la documentación técnica del diseño contenida en el 

expediente Nº 2003 05 0240, y garantiza que el diseño de los productos descritos cumple los requisitos de 

la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier 

Nº 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the 

Directive. 
 

 

{{pf-fecha format="'Madrid, ' dd 'de' MMMM 'de' yyyy" align="center"}} 

{{pf-cargo align="center"}}1 

 

{{pf-rubrica align="center"}} 

 

 

 

 

 

 

 

{{pf-nombre text-before="Fdo. " align="center"}} 

M
O

D
E

L
O

-1
 P

 A
N

E
X

O
 I

V
 C

T
 D

IV
 P

ró
rr

o
g

a
 C

er
t.

 9
8

/7
9

/1
P

-R
ev

.2
9

/0
3

/2
0

1
2
 

Firmado digitalmente por: Agencia Española de Medicamentos y Productos Sanitarios Localizador: 62Y62AG59D
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CERTIFICADO DE EXAMEN CE DE DISEÑO  

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with Annex IV, Section 4, Directive 98/79/EC 

PRÓRROGA/EXTENSION      Fecha inicial/ Initial date: 11/12/2003 

Fecha de última prórroga/ Last extension date: 27/11/2013 
 
 

Certificado nº/Certificate no  Fecha de validez/Date of validity  ON nº/NB no 

  2003 12 0390 ED    Desde/From 19/11/2018  Hasta/To 18/11/2023           0318 

 

 

 

 
 
 
 

ORGANISMO NOTIFICADO 0318 

A favor de/In favour of: 

Fabricante/Manufacturer: 

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

Dirección/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni – Milano (Italy). 

Representante autorizado ante la UE/Authorized EU representative: 

Nombre/Name: Idem   Dirección/Address: Idem 
 

 

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control 

para el diagnóstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control 

materials for diagnostic of human infectious diseases. 
 
 

Clasificación/Classification: Lista A, Anexo II / List A, Annex II 
 

 

Reactivos y productos reactivos para la determinación, confirmación y cuantificación en muestras 

humanas de marcadores de infección por Hepatitis B, mediante técnicas de Inmunoabsorción 

enzimática (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification 

in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA) 

[NANDO: IVD 0203] 

 
 
 

HBs Ab ELISA cualitativo-cuantitativo / ELISA qualitative-quantitative 
 

- SAB.CE (96 tests) 

 
 

 

 

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su 

declaración de conformidad. / This certificate covers all trademarks of these products included by the 

manufacturer in his declaration of conformity. 
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ORGANISMO NOTIFICADO 0318 

 

CERTIFICADO DE EXAMEN CE DE DISEÑO  

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with Annex IV, Section 4, Directive 98/79/EC 

PRÓRROGA/EXTENSION      Fecha inicial/ Initial date: 11/12/2003 

Fecha de última prórroga/ Last extension date: 27/11/2013 
 

Certificado nº/Certificate no  Fecha de validez/Date of validity           ON nº/NB no 

 2003 12 0392 ED Desde/From 19/11/2018   Hasta/To 18/11/2023              0318 

A favor de /In favour of: 

Fabricante/Manufacturer: 

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

Dirección/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni – Milano (Italy). 

Representante autorizado ante la UE/Authorized EU representative: 

Nombre/Name: Idem   Dirección/Address: Idem 

Para el producto/For the product: 

Categoría/Category: Productos Sanitarios para Diagnóstico “In Vitro” / In Vitro Diagnostic Medical Devices 
Grupo genérico/Generic group: Diagnóstico de enfermedades infecciosas / Diagnostic of infectious diseases 

Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate. 

Elaborado en/In the facilities: 

Dia. Pro Diagnostic Bioprobes S.r.l. 

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

Este certificado debe ir acompañado por el certificado CE de Sistema de Garantía de Calidad Total Nº 

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

Certificate Nº 2003 12 0388 CT. 
 

Este certificado es consecuencia de la evaluación de la documentación técnica del diseño contenida en el 

expediente Nº 2003 05 0240, y garantiza que el diseño de los productos descritos cumple los requisitos de 

la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier 

Nº 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the 

Directive. 
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CERTIFICADO DE EXAMEN CE DE DISEÑO  

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with Annex IV, Section 4, Directive 98/79/EC 

PRÓRROGA/EXTENSION      Fecha inicial/ Initial date: 11/12/2003 

Fecha de última prórroga/ Last extension date: 27/11/2013 
 
 

Certificado nº/Certificate no  Fecha de validez/Date of validity  ON nº/NB no 

 2003 12 0392 ED    Desde/From 19/11/2018  Hasta/To 18/11/2023           0318 

 

 

 

 
 
 
 

ORGANISMO NOTIFICADO 0318 

A favor de/In favour of: 

Fabricante/Manufacturer: 

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

Dirección/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni – Milano (Italy). 

Representante autorizado ante la UE/Authorized EU representative: 

Nombre/Name: Idem   Dirección/Address: Idem 
 

 

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control 

para el diagnóstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control 

materials for diagnostic of human infectious diseases. 
 
 

Clasificación/Classification: Lista A, Anexo II / List A, Annex II 
 
 

Reactivos y productos reactivos para la determinación, confirmación y cuantificación en muestras 

humanas de marcadores de infección por Hepatitis C, mediante técnicas de Inmunoabsorción 

enzimática (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification 

in human specimens of markers of Hepatitis C infection, by Enzyme-linked immunosorbent assay (ELISA) 

[NANDO: IVD 0203] 
 
 

 

HCV Ab ELISA cualitativo / ELISA qualitative 
   

- CVAB.CE (192 tests) 

- CVAB.CE.96 (96 tests) 

- CVAB.CE.480 (480 tests) 

- CVAB.CE.960 (960 tests) 

- CVAB.CE.DB (192 tests - for Dia.Blood application) 
 

 

 

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su 

declaración de conformidad. / This certificate covers all trademarks of these products included by the 

manufacturer in his declaration of conformity. 
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CERTIFICADO DE EXAMEN CE DE DISEÑO  

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with Annex IV, Section 4, Directive 98/79/EC 

PRÓRROGA/EXTENSION      Fecha inicial/ Initial date: 11/12/2003 

Fecha de última prórroga/ Last extension date: 27/11/2013 
 

Certificado nº/Certificate no  Fecha de validez/Date of validity           ON nº/NB no 

 2003 12 0393 ED Desde/From 19/11/2018   Hasta/To 18/11/2023              0318 

A favor de /In favour of: 

Fabricante/Manufacturer: 

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

Dirección/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni – Milano (Italy). 

Representante autorizado ante la UE/Authorized EU representative: 

Nombre/Name: Idem   Dirección/Address: Idem 

Para el producto/For the product: 

Categoría/Category: Productos Sanitarios para Diagnóstico “In Vitro” / In Vitro Diagnostic Medical Devices 
Grupo genérico/Generic group: Diagnóstico de enfermedades infecciosas / Diagnostic of infectious diseases 

Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate. 

Elaborado en/In the facilities: 

Dia. Pro Diagnostic Bioprobes S.r.l. 

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

Este certificado debe ir acompañado por el certificado CE de Sistema de Garantía de Calidad Total Nº 

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

Certificate Nº 2003 12 0388 CT. 
 

Este certificado es consecuencia de la evaluación de la documentación técnica del diseño contenida en el 

expediente Nº 2003 05 0240, y garantiza que el diseño de los productos descritos cumple los requisitos de 

la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier 

Nº 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the 

Directive. 
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CERTIFICADO DE EXAMEN CE DE DISEÑO  

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with Annex IV, Section 4, Directive 98/79/EC 

PRÓRROGA/EXTENSION      Fecha inicial/ Initial date: 11/12/2003 

Fecha de última prórroga/ Last extension date: 27/11/2013 
 
 

Certificado nº/Certificate no  Fecha de validez/Date of validity  ON nº/NB no 

 2003 12 0393 ED    Desde/From 19/11/2018  Hasta/To 18/11/2023           0318 

 

 

 

 
 
 
 

ORGANISMO NOTIFICADO 0318 

A favor de/In favour of: 

Fabricante/Manufacturer: 

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

Dirección/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni – Milano (Italy). 

Representante autorizado ante la UE/Authorized EU representative: 

Nombre/Name: Idem   Dirección/Address: Idem 
 

 

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control 

para el diagnóstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control 

materials for diagnostic of human infectious diseases. 
 
 

Clasificación/Classification: Lista A, Anexo II / List A, Annex II 
 
 

Reactivos y productos reactivos para la determinación, confirmación y cuantificación en muestras 

humanas de marcadores de infección por Hepatitis D, mediante técnicas de Inmunoabsorción 

enzimática (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification 

in human specimens of markers of Hepatitis D infection, by Enzyme-linked immunosorbent assay (ELISA) 

[NANDO: IVD 0203] 
 
 

 

HDV Ab ELISA cualitativo / ELISA qualitative 
   

- DAB.CE (96 tests) 
 

 

 

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su 

declaración de conformidad. / This certificate covers all trademarks of these products included by the 

manufacturer in his declaration of conformity. 
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lĴf
h!4
$a
A,=,
i6*

8

8

I
s
o

o

a
t0

o

fr'r

E
q

?
A
j

rn
tra
f

o

o
o
l:
D
o

.io
DI
D4,
o

o

6 Lll

a

c
o
o
a
=
0)

oa

U
oo

o
o

o
o
0

lo-

=

o

o
o

f
E
o

o

d
o
o
a.

0)

o

D

,F nl
ML

U),,

(l

o

D

o

q
I
I
N

f

I.oIA
z:c
:l
IJ

P
(D{
s

?q
o
@

P
@
^J6a

>':

(,l
A:

@\|
P
@,
d)
o,
o.

l
@

E
N

N

oo

?
o
t







Certification System 
Works and Services, Management Systems 

InterSertTest 
CERTIFICA TION BODY 

LIMITED LIABILITY COMPANY 
"IS O CONSULTING" 

Plt£\f/. .. F.:.\' /26, /27, /28,A.'rD 129,BLOCK ], FtOQit l,J, D--tVYnKfiVSKAYASTR., ;l-/OSCOW, 111151 

CERTIFICATE OF CONFORMITY 
Issue I. QMS is certified since January 2021 

.fl'g POCC RU.C.04WA.CK.J558 

Is given to: Research and Production Company "VINAR" 
Limited Liability Company 

("RPC "VINAR", LLC) 
TIN 5023001024 

Office VIII, Building 7A, 5, Gospitalniy Val. Moscow, 105094 

THIS CERTIFICATE CERTIFIES THAT 
QUALITY MA.\'AG£ .• 1£.\'T Sl'STI;-.~1 AS APPLIED TO DEI '"ELOP!tfENT. PR/)Ol'C1"10N AND SAI.f:.'i OF ill£ FOLLIJifiiNC /'RODVCTS: CHE.liiC.AI. 

A \'11 HIOI.OG/CAL STI-.Ril.IZAT/0\, DISJSI'EC110\ A\/) IJECQ.\ TA!tff.'(..f.T/0.\" IXDIC4TORS; PROCESS CHA.LLE.W;e Dt:I'/CES,· ('JII;.liiCAI. 

INDICt TORS 1-"(JR IJI.\'1\'FECfi-"C A ,\0 l'T£RII.IZISG SOLf..'T/0\'S CONCEJ\TflAT/0.\' ('Q.\'TROI; WASH M(),'\'11'0RI,\G Ai'H> PHF.-cl.F.A ,\'ING 

TESTS; P~CK.AC/Sli'MAT£RJ,U.S FOR $1'1"RII.I2.~Tt0.\A,\I> WASH/,\C; "COJ.D CHA/,\ "C0.\1NOL/i'Vf)fCAT0RS; DISPOS. liii..ES FOR 

STERIUUTJQ\ INRAS, OPEitATf\'G ROOMSA.\D CU:A.\ AIUiAS; A \TIS/o~P1'1CS A \I> D/$1\'I•GCTA,"f' Y.~ 

COMPLIES WITH THE REQUIREMENTS OF 
GOST ISO I 3485-2017 (ISO 13485:2016) 

By virtue of: Decision of the Certification Body N91558 dated 22 January 2021 
lllb CtllfiTICAT£ ~H"I.J. IIJ'IjD nt .. OICIC.\'il1-"110S T(l t.IAI'ITAf~ TEll: STATE Ot' nu: (il:'-Ul'r MA.' .\oCt \ltl'(t ! tJftM l.'i ntt "''C)llr.411.l 

C'O'IllliO!I. I' (()\11'11,\S('t:V.Tm ntt 1t.tQLtaL\ol.t/'oDOI111( A.O\·(n-A~D.\aD, TO CO!'o.J'IIIM TlU$ CO~LI.\1\(T "~ tu:nl 'f'SOV THl 
A''l"-L t!'-'-1'ff110" nr:Eo.;..n ~ "M C0'"l'1 n"'c;" t.L( <'~:ltnHC'AfiO~ OODV •1nm•111E £li'T1tt. rvuottor nu: Ct~tnrllo\rt 0'-'• ·HI()ll 

f.uuet!: 25 January 2021 Expiry date: 2.5 January 2024 
(1/thi! ut.tpectton control's passed) 

Terms for the first mspection l~r'or laJer than 25 JtmutJry 202~ r'l!' 
1trms for Ow Sf!C()nd in."ipeclion: Not /ottr than 25 Jfinuty;~i](12J 

T.V. GRJCH ANA YA 

Deputy Head of the Certification BodyC j 

N!! 005153 

FEDERAL AGENCY OF TECHNICAL REGULATIONAND-MEfkOLOOY 
GoodwiU Certilic:ation System 'lnterSer1T .. r . Registration NoPOCC R1J.3570.04WAOO 

-----

Certification parent body "EuroSiandard- oertifica' OGAI>l'f097T46081498 
Address: 121110. Mosoow. Kutuzovskiy prospect 36, build. 3, tel: (495) 744-2923 

~:t~:-:z=.__,_.....J..._.-..,.._-..,.._OJ._ -~~.- ..,......:., - ... E -J 



CHcTeMa CepTH<J.>HKaD;HH 
llp<>A)'KUH~>. Pa6uT 11 YC1l)T , Cn CTCM ~tene,-DK."\teuTa 

IIHTepCepTTecT 
OPrAH llO CEPTIJ(J)IfKAl(JIH 

061/(ECTBO C OFPAHJftfEHI/017 OTBETCTBEIJHOCTb/0 
«lfCO KOIICAI ITIIJJFJI 

IJIJ$1, 1; MOCJtR '• ).1.,..{ARI.UI."ONCA'.tll, .UI'f J, ''·•"'- 1, li..WK 1, no'l. 126. 117, 118, J2J 

CEPTII<I>MKA T COOTBETCTBIDI 
Bb<II)CK I. C:\1K cepnulnuu•poBaua c MHBap• 2021 ro.:ta 

.\11 POCC RU.C.04WA.CK.l558 

Bbt,:uw: 06mccTB) c orpauuqcnnoii OTsercTsennocThtO 
Hay••no-npouJBOLlCTBCHHaSJ <J>npMa «BHHAP» 

(000 «Hn<I> «BHHAP») 
HHH 502300102-1 

I 05094, 1. MocKna, l"ocmiT!Llbllhlii BILl, Ji.S, crp.7 A, noM. VIII 

IIACTOJII.l.(HH CEPTH<l>HKAT YAOCTOBEP.HET: 
CU£TI 1/1 H/ 111.1J.'UCIJT I /\.1'11.-CTS-t flf'II\Jf Hill I .lbiiO A l'iJI*IMJrM_, 1/I'UIHRO;lCTBl' III'£A.1HJ.IIIUII IIPQ l ~A/IIIII: 

\11~111 '11 tAU\ II 1.110 tnt lf'IH A ltV 11/Uil.KATOPOB KOIITNJ '/JI C II fit Ill J II (Jill, ,1CJIIIff/Jt;KUifll 1/ QGJ JJ IPiA-1/IJi/IJIR,' ) C'TI'(JIIC TH 

AWITffl. 1• lll'til/l CC• CTl.PILmJ.tllllff; fll1,1ttK.• TONII ')A"OII'JC"('•A.'OIII/'0.16 KOHIJFJITtt·HOIIf f.fl;()'/11\ N.CTIWff/11 

;11 JIIII.IIUIIttl 1(}11/11\ II ('T£/'ILIJIJHOUIJI\' CfF.,..KT6; Jtlf.}lllt"41'flrQI A.-QJJTI'Q,/.M 'H4JI ATIIBJJQCTJI nN:.JOI fii/1111/WQIIJIOI/ 

O'lllt:n.ll '11.(111/IIIICA.JI.\ UH(T1')11£11TOB: lJIU:0601//IIJ\-1/t rLttlltlcJI .. l.lJI•IflfllmtJOH CTE/'IL111ltlllllt U ( '11/ttAII; 

lilt} Ill\ tTOff/1 MJHTnn• \'0.10..10.011 I]Fml; /'_.C\O,JHIJ\ H1 Tl./'ltt. Wl,.l./6 tTL,.IL1111.tf(lf011111J\", Ofl£1' -H/IlliHIIIJ\~ 'OICrJJ\ 

lliJ\tCJJJEHIJII: 4nTIJCCJint'll( All\ II ;JLJJ/1/.IIUJY) I(}U/JI\ CP£.lCTa 

COOTBETCTBYET TPEI>OBAHH.HM 
rOCT ISO 13485-20 17 (ISO 13485:2016) 

Ocnoall/1111!: PeUienue Opaua no cl'pmutfiwwiJIIII J\ lo 1558 om 22 Rn«apR JOJ I ,' 0011 
II~~ 111111Mtil ( ll"n,.Kt<\T OWIJW.\n ~A.Hl.U&IdJO 1.10.1.11 ,.llhflo ( U( t~_ltlt.l n.C'Tt'IIW '1111 MI.DIOolUU'Io 1<..\'lt.('la\ a Pd()TO(DOCtJioltu\t 

C CJ( 101UIIIn a f"(MIUtTll tUtiJ (' Tn~MJGL)Ul ... l'llr)~-''.411110. 0 C I \ttl\"~ , Dl'l.1fll.r .... ul, HO (OQTILTrt'IM£ POl'.lloTot,T.L'II. flf'0\04.11 HHII 

I •tl 0."h)rO HHI lll.loUIIOtiJt()f'l) i:l)tlll'0..1ll aQC ()t)() ooU( () •OJU. <\_ 11111tl • 10 ""-\UIIKUO l:tOO.U:fiCT'aMJI ('t,.fll•n•r"-

) (011111 HII/QU~/1: 25.01.202/ Cpol< oeticiii8/UI oo: 25.0/.2()24 

Cpu"'' 11()0.\0~Q~HUR nep6()."Q uHcntl-:1jUOituO.~ ~ 

C )tot;, npow .-tkttacJr •mopo.Y> uucneA~UOHrt().~~+ 

T.R. rPli'IAHNI 

<»EJlEPAilbHOE AfEHTCTBO no TEXHl-NEG~ PUYJl~IO H METPOJ'l001H 
Cooct ... a~ cepr+ ....... •HinapCepJT~·~' n·~ NIPOCC RU.3570.04WAOO 

ranaetd-no~-· •E~-cePn•l>i4a• OfPH 1097746081498 ~;~: 
"'-' 121170, r. Moaala, Kyryooeco>o~ np-T, ,Q. 36, CTp. 3 Te/1 (495) 744-2923 
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