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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 dlSpOSltIfS médicaux de diagnostic /n vitro et au code de la santé publique.

Ces dlSpOSItIfS sont classés dans la catégorie « autre dispositif » puisqu'ils n'appartiennent ni a la liste A et liste B de
I'annexe II et ni a |a classe des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technlque et s'appuie sur la certification de notre systeme
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
IT 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 27" , 2023),

DECLARACION CE DE CONFORMIDAD

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

Estos dispositivos se clasifican en la categoria "otro dispositivo®, va que no pertenecen a fa lista A ni 3 Ia lista B de/
anexo I, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y estd respaldado por la certificacion de nuestro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France .
Regulatory Affairs Manager Tél, :+33(0)2 33 81 21 00 - Fax : +33(0)2 33 28 77 51
Responsable de los Asuntos Reglementarios SIRET 313 365 228 00036
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TRIGLYCERIDES MONO SL NEW

TGML-0427/0425/0515/0700/0517/0707/0457

TRIGLYCERIDES SL

TGML-0250/0455

IREACTIFS - REAGENTS - REACTIVOS |REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Metabolites divers / Miscellaneous metabolites
ALBUMIN ALBU-0600/0700/0250/MB30 53597
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-M480 53250
CREATININE PAP SL CRSL-0630/0250
DIRECT BILIRUBIN BIDI-M430 53233
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850
GLUCOSE HK GHSL-M450
GLUCOSE HK SL GHSL-0600/0250 53301
GLUCOSE PAP GPSL-M630
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 50123
PHOSPHORUS ENVOY PHOS-0850
TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN PROB-M830
TOTAL PROTEIN ENVOY PROB-0850 53985
TOTAL PROTEIN PLUS PROB-0600/0700/0250
UREA URSL-MB30
UREA ENVOY URSL-0850 53587
UREA UV SL URSL-0427/0420/0500/0507/0250/0455
URIC ACID AUML-M830
URIC ACID ENVOY AUVD-0850 53583
URIC ACID MONO SL AUML-0487/0427/0420/0500/0507/0707/0250
URIC ACID SL AUSL-0250
URINE PROTEIN PRTU-M230 53481
Enzymes / Enzymes
ALP (DEA) SL PASL-0400/0420/0230
ALP ENVOY PIVD-0850 52928
ALP IFCC ALPI-0230
ALT ENVOY ALSL-0850
ALT/GPT ALSL-M430 52023
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455
AMYLASE AMSL-M430
AMYLASE ENVOY AMSL-0850 52940
AMYLASE SL AMSL-0390/0400/0230
AST/GOT ASSL-M490
AST ENVOY ASVD-0850 52954
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 52994
CK-MB SL / CKMB CMSL-0410/0430/0230
CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230
GAMMA-GT GISL-M230
GAMMA-GT PLUS SL GISL-0400/0420/0250 53027
GGT ENVOY GISL-0850
LDH ENVOY LLSL-0850
LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230
LIPASE LPSL-0250
LIPASE ENVOY LPSL-0850 53108
LIPASE SL LPSL-0230
Electrolytes / Oligo-élements / Electrolytes / Trace-elements
CALCIUM ARSENAZO CALA-0500/0250/M430 45789
CALCIUM ENVOY CALA-0850
CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230
MAGNESIUM ENVOY MAGX-0B50
MAGNESIUM XB MGXB-0250/0600/M430 46795
MAGNESIUM XYLIDYL MAGX-0230/0600
Lipides / Lipids
CHOLESTEROL CHSL-M630 53350
CHOLESTEROL ENVOY CHSL-0850
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LOL SL 2G LDLL-0230/0380/0380 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HOL CHOLESTEROL ENVOY HDLL-0850
LDL CHOLESTEROL CLDL-0250/M330 53305
LOL CHOLESTEROL ENVOY LDLL-0850
TRIGLYCERIDES TGML-M530
TRIGLYCERIDES ENVOY TGML-0850 53460
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REACTIFS - REAGENTS - REACTIVOS

[REFERENCES - REFERENCES - REFERENCIAS

Code GMDN

Contrdles-Calibrants-Standards / Controls-Calibrators-Standards

CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 44696
CHOLESTEROL LOL 2G CALIBRATOR LOLL-0011/0041 4172
CHOLESTEROL Slandard 200 mg/dL CHOL-0055 4469
CK-MB CONTROL CKMB-0800 4469
ELICAL 2 CALI-0550 4786/
ELITROL | CONT-0060 47869
ELITROL Il CONT-0160
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HDL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | ISCT-0046 47860
ISE CONTROL Il ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Slandard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 358!
URIC ACID Slandard 6 mg/dL ACUR-0055 44704

Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M230 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL | ICRP-0046 41830
CRP [P CONTROL Il 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 1IGA-0400 53760
19G IP [GG-0400 53787
IgM IP [uem-0400 53795
PALBUMIN IP |ImMAL-0400 53475
PALBUMIN IP CALIBRATOR SET |IMAL-0043 53477
PALBUMIN IP CONTROL | |IMAL-0046 53478
BALBUMIN |P CONTROL Il |IMAL-0047
OROSOMUCOID IP |loro-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 | IRCT-0048 47869
RHEUMATOLOGY CONTROL Il IRCT-0047
TRANSFERRIN IP' ITRF-0400 59041

Vitamines/Vitamins
VITAMIN D VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /

ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY ISBA-0850 50238
ISE CALIBRATORS ISCA-0250 52867
ISE CALIBRATOR ENVOY ISCV-0850
ISE CLEANER/CONDITIONER ISCC-0280 59058
ISE DILUENT 1S01-0250 58237
ISE DILUENT ENVOY ISDV-0850
ISE REFERENCE SOLUTION ISRS-0800 59238
ISE REFERENCE SOLUTION ENVOY ISRS-0850

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

ACID SOLUTICN for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION far ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5805 58236
SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900
WASH SOLUTION A SOLA-M163 59058
WASH SOLUTION B WASH SOLUTION B 59058

Tests d'agglutination / Agglutination tests
CRP LATEX |LxcR-0112 53707

o
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Current issue date: 22 June 2021 Original approval(s):
Expiry date: 21 June 2024 ISO 13485 - 9 June 2019
Certificate identity number: 10361225

Lloyd's
Reqister

Certificate of Approval

This is to certify that the Management System of:

ELITechGroup B.V.

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

has been approved by Lloyd's Register to the following standards:
ISO 13485:2016

Approval number(s): ISO 13485 — 00020722

This certificate is valid only in association with the certificate schedule bearing the same number on which the locations applicable
to this approval are listed.

The scope of this approval is applicable to:

Design, development and manufacturing of clinical chemistry analyzers, contract manufacturing of erythrocyte sedimentation rate
analyzers and warehousing of erythrocyte sedimentation rate tubes for the in vitro diagnostic investigation of samples of human
origin.

Paul Graaf

Chief Operating Officer, Management Systems, MSIS %
Issued by: Lloyd's Register Nederland B.V. MQN!(GQEET
for and on behalf of: Lloyd's Register Quality Assurance Limited “E,Tgf

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss,
damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's
Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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Lloyd's

Reg | Ster Certificate identity number: 10361225
Certificate Schedule
Location Activities
ELITechGroup B.V. 1ISO 13485:2016

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands ~ Design, development and manufacturing of clinical
chemistry analyzers, contract manufacturing of

erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human

origin.
ELITechGroup B.V. 1ISO 13485:2016
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands Design, development and manufacturing of clinical

chemistry analyzers, contract manufacturing of
erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human
origin.

o

v

KAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss,
damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's
Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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DIREZIONE GENERALE DEI] DISPOSITIVI MEDICI E DEL SERVIZIO
FARMACEUTICO

DGDMEF/111/P/1.5.1.e.1/2020/78

VISTA la direttiva 93/42/CEE concernente 1 dispositivi medici;

HAVING REGARD 1o the 93/42/EEC Directive concerning medical devices;

VISTO il Decreto Legislativo n. 46/97 e successive modifiche recante 1’attuazione della
direttiva 93/42/CEE;

HAVING REGARD to the Legislative Decree n. 46/97 and its following amendments
implementing Directive 93/42 EEC;

VISTA la richiesta con prot. 2843 — A-17/01/2020, presentata dalla Ditta APTACA S.p.A., con
sede in Via Monte Bianco 4, 20900 Monza (MB), Italia, P. Iva 00862050960;

HAVING REGARD 1o the request with ref 2843 — A-17/01/2020, submitted by the Company

APTACA S.p.A., located in Via Monte Bianco 4, 20900 Monza (MB), Italy, VAT number

00862050960;

CONSIDERATO che la ditta richiedente ha effettuato i versamenti richiesti dal D.M. 16
Gennaio 2019;

WHEREAS this Company paid the fees required by Ministerial Decree (D.M.) January 16,

2019,

VISTI gli atti d’ufficio;

HAVING REGARD 1o the official deeds;

e SLATTESTA -
IT IS ATTESTED

che, la Ditta APTACA S.p.A., con sede produttiva in Regione Monforte 30, 14053 Canelli
(AT), Italia, ¢ il fabbricante e ha marcato CE come dispositivi medici, secondo le procedure
previste dalla direttiva 93/42 CEE, i prodotti:

that, according to Directive 93/42/EEC, the Company APTACA S.p.A., with manufacturing
plant in Regione Monforte 30, 14053 Canelli (AT), Italy, is the manufacturer and has marked
CE as medical devices the following products:

ITEM CODE and DESCRIPTION

4002/L Tongue depressar in wood 150 x 17 mm

4002/$G/CS Tongue depressor in PS, 150x20mm, sterile individually wrapped, box of 1000 pcs
4002 Plastic tongue depressor, non sterile

5601/8G/L Pap-Test cervical spatula in wood, lenght 175 mm, sterile individually wrapped

5601/L Pap-Test cervical spatula in wood, lenght 175 mm

5601/SG Pap-Tast cervical spatula in high impact PS, lenght 175 mm, sterile individually wrapped

1

| 4002/$6/CS/L Tonaue denressar in wond, 160 x 17 mm._ sterila individually wrannad e —
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ITEM CODE and DESCRIPTION

5601 Pap-Test cervical spatula, in high impact PS, lenght 178 mm in bags of 500 pcs

5631/SG Cyto-Brush for endocervical cells collection, lenght 210mm sterite individually wrapped

5631 Cyto-Brush for endocervical cells collection, lenght 210mm.not sterile

12780 Bed pan in PP with ergonomic handle, 2,500 ml

12791 Bed pan 2.500ml, in PP, autoclavable

12795 Bed pan lid in PP

12761 Male bed bottle 1,000ml, in PE, graduated

12762 Male bed bottle 1,000ml, in PP gradualed

12765 Male bed bottle cap in PE

-{ 1271 Female bed bottle in PE, 750 mi, graduated

12401 Irrigater in PP, graduated up to 1,000 mi

12402 Irrigator in PP, graduated up to 2,000 mi

5100 Cotton swabs with wooden stick lenght 150 mm, not sterile

6100 Rayon swabs with plastic stick lenght 150 mm, not sterile

7100 Swabs with alluminium stick, rayon tip, 80.9 x 145 mm, no sterile in bags of 100 pcs

301/5G Rayon swabs with clear Amies, plastic stick, in PP test tubes B12x150 mm, sterile

301/AL/SG Rayon swabs with clear Amies, metallic stick, in PP test tubes B12x150 mm, sterile

301/SG/XL Swabs plastic stick and Rayon tip, test tubes in PP B12x150 mm with DOUBLE AMIES clear, with label, sterile
individually wrapped

303/SG Rayon swabs with Amies with charcoal, plastic stick, test tubes B12x150 mm, sterile

303/AL/SG Rayon swabs with Amies with charcoal, metallic stick, test tubes @12x150 mm, sterite

303/SG/XL Rayon swabs with double Amies charcoal, plastic stick, test tubes @12x150 mm, sterile

305/SG Rayon swabs with clear Stuart, plastic stick, in PP test tubes @12x150 mm, sterile.

305/AL/SG Rayon swabs with clear Stuart, metallic stick, in PP test tubes B12x150 mm, sterile

307/S6 Rayon swabs with Stuart with charcoal, plastic stick, test tubes B12x150 mm, Sterile

307/AL/SG Rayon swabs with Stuart with charcoal, metallic stick, test tubes B12x150 mm, sterile

309/5G Rayon swabs with Cary Blair, plastic stick, in PP test tubes #12x150 mm, sterile

309/AL/SG Rayon swabs with Cary Blair, aluminium stick, in PP test tubes B12x150mm, sterile

311/86 VIRUS transport swabs plastic stick, rayon tip, in test tube B12x150, sterile .

313/S6 VIRUS transport swabs, altuminium stick rayon tip in test tube B812x150, sterile

321/S6 CHLAMYDIA transport swabs, plastic stick, rayon tip, in test tube 812x150, sterile

323/SG CHLAMYDIA transport swabs, alluminium stick rayon tip in test tube 812x150, sterile

| 430/SG/ST CliniswabLTS-Flocked standard swabs + Amies liquid medium in tubes screw cap, sterile

430/SG/FT CliniswabLTS-Flocked fine swabs + Amies liquid medium in tubes screw cap, sterile

430/SG/PT CliniswabLT$-Flocked paediat. swabs + Amies liquid medium in tubes screw cap, sterile

435/SG/ST CliniswabLTS-Flocked standard swabs+Stuart liquid medium in tubes screw cap, sterile

435/S6/FT CliniswabLT$ - Flocked fine swahs+Stuart liquid medium in tubes screw cap, sterile

435/SG6/PT CliniswabLTS-Flocked paediatr. swabs+Stuart liquid medium in tubes screw cap, sterile

440/SG/ST CliniswabLTS-Flocked standard swabs+Cary Blair liquid medium in tubes screw cap, sterile

440/SG/FT CliniswabLTS-Flocked fine swabs+Cary Blair liquid medium in tubes screw cap, sterile

| 440/SG/PT CliniswabLTS-Flocked paediatr. swabs+Cary Blair liquid medium in tubes screw cap, sterile

445/SG/ST CliniswabLTS-Flocked standard swabs+ Selenite liquid medium in tubes screw cap, sterile

445/SG/FT CliniswabLT$ - Flocked fine swabs+ Selenite liquid medium in tubes screw cap, sterile

445/SG/PT CliniswabLTS-Flacked paediatr. swabs+ Selenite liquid medium in tubes screw cap, sterile

450/SG/ST CliniswabLTS-Flocked standard swabs+ Saline liquid solution in tubes screw cap, sterile

450/SG/FT CliniswabLTS-Flocked fine swabs+ Saling fiquid solutien in tubes screw cap, sterile

450/SG/PT CliniswabLTS-Flocked paediatr. swabs+ Saline liquid solution in tubes screw cap, sterile

430/SG/ST/F CliniswabLTS - Foam standard swabs + Amies liquid medium in tubes screw cap, sterile

430/SG/FT/F CliniswabLTs - Foam fine tip swabs + Amies liquid medium in tubes screw cap, sterile

435/SG/ST/F CliniswabLT$ - Foam standard swabs +Stuart liquid medium in tubes screw cap, sterile

435/SG/FT/F CliniswablT$ - Foam fine tip swabs +Stuart liquid medium in tubes screw cap, sterile

440/SG/STIF CliniswabLTS - Foam standard swab+Cary Blair liquid medium in tubes screw cap, sterile

440/SG/FT/F CliniswabLTS - Foam fine tip swab+Cary Blair liquid medium in tubes screw cap, sterile

445/SG/STIF CliniswabLTS - Foam standard swab+ Selenite liquid medium in tubes screw cap, sterile

445/SG/FT/F CliniswabLTS - Foam fine tip swab+ Selenite liquid medium in tubes screw cap, sterile

450/SG/STIF CliniswabLTS - Foam standard swab+ Saline liguid solution in tubes screw cap, sterile

450/SG/FT/F CliniswablLT$ - Foam fine tip swab+ Saline liquid sotution in tubes screw cap, sterile

430/SG/ST/D CliniswabLT$ - Polyester std. swab + Amies fiquid medium in tubes screw cap, sterile

430/SG/FT/D CliniswabLTS - Polyester fine swab + Amies liquid medium in tubes screw cap, sterile

435/SG/ST/D CliniswabLT$ - Polyester std. swab + Stuart liquid medium in tubes screw cap, sterile

435/SG/FT/D CliniswabLT$ - Polyester fing swab + Stuart liquid medium in tubes screw cap, sterile

440/S$G/ST/D CliniswabLT$ - Polyester std. swab+Cary Blair liquid medium in tubes screw cap, starile

440/5G/FT/D CliniswabLTS - Polyester line swab+Cary Blair liquid medium in tubes screw cap, sterile

445/S6/ST/D CliniswabLTS - Polyester std. swab+ Selenite liguid medium in tubes screw cap, sterile

445/SG/FT/D CliniswabLT$ - Polyester fine swab+Selenite liquid medium in tubes screw cap, sterile

450/SG/ST/D CliniswahLTS - Polyester std. swab + Saline liquid solution tubes screw cap, sterile
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ITEM CODE and DESCRIPTION

450/SG/FT/D CliniswabLT§ - Polyester fine swab + Saline liquid solution tubes screw cap, sterile

430/SG/ST/R CliniswabLTS - Rayon standard swabs + Amies liguid medium in tubes screw cap, sterile

430/SG/FT/R CliniswabLT$ - Rayon fine tip swabs + Amies liquid medium in tubes screw cap, sterile

435/SG/ST/R CliniswabLTS - Rayon standard swabs+Stuart liquid medium in tubes screw cap, sterile

435/8G/FT/A CliniswabLT$ - Rayon fine tip swabs+Stuart liquid medium in tubes screw cap, sterile

440/SG/ST/R Cliniswab\LT$ - Rayon standard swabs+Cary Blair liquid medium in tubes screw cap, sterile

440/SG/FT/A CliniswabLTS - Rayon fine tip swabs+Cary Blair liquid medium in tubes screw cap, sterile

445/SG/ST/R CliniswabLT$ - Rayon standard swahs+Selenite liquid medium in tubes screw cap, sterile

445/SG/FT/R CliniswabLTS - Rayon fine tip swabs+Selenite liquid medium in tubes screw cap, sterile

450/SG/ST/R CliniswabLT$ - Rayon standard swabs+ Saline liquid solution in tubes screw cap, sterile

450/SG/FT/R CliniswahLT$ - Rayon fine tip swabs+ Saline liquid solution in tubes screw cap, sterile

430/SG/AL CliniswabLTS - Aluminium std. swahs + Amies liquid medium in tubes screw cap, sterile

435/SG/AL CliniswahLT$ - Aluminium std, swabs+Stuart liquid medium in tubes screw cap, sterile

440/SG/AL CliniswabLT$ - Aluminium std. swabs+Cary Blair liquid medium in tubes screw cap, sterile

445/SG/AL CliniswabLT$ - Aluminium std. swabs + Selenite tiquid medium in tubes screw cap, sterile

450/SG/AL CliniswabLTS$ - Aluminium swabs+ Saline liquid solution in tubes screw cap, sterile

2150/SG Cotton swabs with wooden stick in PP test tubes @12 x 150 mm, sterile

2150/SG/CS Cotton swabs with wooden stick in PP test tubes 812 x 150 mm, sterile individually wrapped

2160/SG Rayon swabs with plastic stick in PP test tubes B12 x 150 mm, sterile

2160/SG/CS Rayon swabs with plastic stick in PP test tubes B12 x 150 mm, sterile individually wrapped

2170/SG Rayon swab with metallic stick in PP test tubes 812 x 150 mm, sterile

2170/SG/CS Rayon swab with metallic stick in PP test tubes B12 x 150 mm, sterite individually wrapped

2190/SG FOAM swabs with plastic stick in PP test tubes @12 x 150 mm, sterile

2190/SG/CS FOAM swabs with plastic stick in PP test tubes @12 x 150 mm, sterile individually wrapped

2191/8G Swabs Plastic stick and Fine FOAM tip, in PP test tubes B12x150 mm, with label, sterile

2191/SG/CS Swabs Plastic stick and Fine FOAM tip, in PP test tubes B12x150 mm, with label, sterite individually wrapped

2195/SG Swabs Plastic stick and Standard FLOCKED tip, in PP test tubes 812x150 mm, with label, sterile

2195/SG/CS Swabs Plastic stick and Standard FLOCKED tip, in PP test tubes 812x150 mm, with label, sterile individually
wrapped

2196/SG Swabs Plastic stick and Fine FLOCKED tip, in PP test tubes B12x150 mm, with label, sterile

2196/S6/CS Swabs Plastic stick and Fine FLOCKED tip, in PP test tubes @12x150 mm, with label, sterile individually wrapped

2197/SG Swabs Plastic stick and Paediatric FLOCKED tip, in PP test tubes @12x150 mm, with labe), sterile

2187/SG/CS Swabs Plastic stick and Paediatric FLOCKED tip, in PP test tubes 912x150 mm, with label, sterile individually
wrapped

5100/SG/CS Cotton swabs with wooden stick lenght 150 mm, sterile individually wrapped

5100/5G/2 Cotton swabs with wooden stick lenght 150 mm, sterile, pack of 2pcs

5100/SG/10 Cotton swabs with wooden stick lenght 150 mm, sterile, pack of 10pcs

6100/SG/CS Rayon swabs with plastic stick lenght 150 mm, sterite individually wrapped

7100/SG/CS Swabs with alluminium stick, rayon tip, 80.9 x 145 mm, sterile in individual peelpack

6200/SG/CS FOAM swabs with plastic stick and standard tip, sterile, individually wrapped.

6300/SG/CS FOAM swabs with plastic stick and fine tip, sterile, individually wrapped.

6510/SG/CS Plastic stick, flocked standard tip, sterile individually wrapped in blister

6520/SG/CS Plastic stick, flacked fing-tip, storile.individually wrapped in blister

PR eny, T
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6530/SG/CS Plastic stick, flocked paediatric tip, sterile individually wrapped in blister

Swabs Plastic stick and POLYESTER tip, sterile individually wrapped

201/SG Sliding Swabs plastic stick and Rayon tip, in PP test tubes B12x150 mm with AMIES Clear, with tabel, sterile

201/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes #112x150 mm with AMIES Clear, with label, sterile
individually wrapped

203/SG Stiding Swabs plastic stick and Rayen tip, in PP test tubas B12x150 mm with AMIES with Charcoal, with label, sterile

203/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes B12x150 mm with AMIES Charcoal, with label, sterile
individually wrapped

205/56G Sliding Swabs plastic stick and Rayon tip, in PP test tubes B12x150 mm with STUART Clear, with label, sterile

205/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes B12x150 mm with STUART Clear, with label, sterile
individually wrapped

207/5G Sliding Swabs plastic stick and Rayon tip, in PP test tubes 812x150 mm with STUART with Charcoal, with label, sterite

207/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes 812x150 mm with STUART Charcoal, with fabel, sterile
individually wrapped

209/5G Sliding Swabs plastic stick and Rayon tip, in PP test tubes 812x150 mm with CARY BLAIR, with label, sterile

209/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes @12x150 mm with CARY BLAIR, with label, sterile
individually wrapped

31300 Hotder in PP, disposable __ A o
| 020 44020 000 600 Hatder in PP, disposable

R tnd ]



The above mentioned products, according to the art. 4 of Directive 93/42/EEC, can freely circulate
and can be placed on the market in Italy and all over the European Union.

Questo documento ¢ rilasciato in unico originale a richiesta del fabbricante ai fini di esportazione di
dispositivi medici al di fuori della Unione Europea.

This document has been issued in a unique original version upon request of the manufacturer in
order to export medical devices to Countries outside European Union.

Non ¢ consentita la sua riproduzione o pubblicazione su carta, stampa, supporti elettronici o siti
internet.

It is not allowed any reproduction or publication of this document by paper, press, electronic base
or websites.

Ne ¢ consentita la sola esibizione o consegna alle autorita doganali o sanitarie del paese di
importazione.

It is only allowed to show or to delivery it, upon request of the customs or Health Competent
Authorities of the importing country.

11 Dirigente
The Executive Manager

A Dott. Marco Musella

DP
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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= 000 "MeankaoH"
MEONK/OH

127276 Mockea, Boranuyeckas ya 35, T\ +7495 231-2272  +7499 502-1214

MACNOPT-CEPTUDUKAT MNPOU3IBOAUTEA]
Ha «Habop peareHToB AAS ONpeAeAeHMs FPYNN KPOBU YeAOBEKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( HOAMKAOH AHntn-D Cynep )
Pemctpawontoe yaoctosepetite  Ne PCP 2009/06043 ot 05 Hosbps 2009 r

HanmenoBanne: Iomuxion Axtu-D Cynep Bo ¢pnakoHax 1o 10 M ¢ 3eTleHBIMH

KPBIIIKAMH

Cepus: 212108 Eguauna: 100 mn
Hsrorosnen: 30.08.2021 Koanuecrso exqunmy 40
Tonen no: 30.08.2023 Ot6bem cepum: 10000 mir.

IMacmopt: [c212108 ot 30.08.2021

HawumeHoBaHue

Hopwa o TY Pe3YAbTGTEI
rokasareAsd VCNLITQHWUA
1. BHeluHwit BuA MpospayHas xuakocTb cBeTAc-Eexeroro LseTa Coorsercrayer
2. Ceponornyeckue
CBOWCTBA
2.1 CneumdbnyHocTb Uoavkaoh Artn-D Cynep He AomKeH arraioTUHWpoears | CootsetcTayer
D(-) spurpoumrsi.
2.2 TemarraloTuHVpyowas | YeTkas peakums arrAiSTUHALMM AGAKHA HOCTYNATS B Coorsetcrayer
cnocobHocTb TedeHue 30 cek. NocAe CMelLMBAHUS pedareHTa ¢ D(+) 30cex
SPUTPOLUTAMU
2.3 Tvrp Tmp Uoamkrowa Awm-D  Cynep B peakum| CootseTctayer
AITAIOTYHAUMA HaQ naockocTM ¢ D(+) spurpoumuramm 1:32
1:32 i
Turp Lloavkaong -Anfia;D. Cymep, 8 peakwm npsmoit | CooteeTcTayet
arrsTMHAWAE D} SprTpoLMTaKA 'BW 1:256
Hwke 1:256 / /1
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LloAnkAaoH cootBeTcTRYET TREGOBG

%

3aseayowas
OTK OO0 «MeaukroH»



| 000 "Meankaon”
MEZWKMOH

127276 Mockea, boranundeckas ya. 35, b +7495 231-2272  +7499 502-1214

MACNOPT-CEPTUDPUKAT MNPOUIBOAUTEAS
Ha «Habop peareHToB AAs onpeAeAeHns rpynn KPOBU YeAoBeKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LIoAVKAOH QHTW — A — MOHOKAOHOABHBIE aHTUTEAd (IgM) K aHTUreHY A
LloAnKAOH aHTW — B — MOHOKAOHAALHBIE aHTUTEAA (IgM) Kk aHTUreny B
LloAukaOH aHTi — AB ~ MOHOKAOHGAGHbIE GHTUTEAd (IgM) K aHTUreHaM A 1 B

PeructpaumorHoe yaoctoBepenne Ne $CP 2009/06043 ot 05 HosBpsa 2009 r.

HanmenoBanne: [{omuxnon AETH-B Bo ¢uakonax mo 10 MJI ¢ CHHUME KpPEBIIIKaMK

Cepusa: 018809

HMzrorosaen: 06.09.2021

Tonen po: 06.09.2023

Egpuuna: 100 M
Konugecrso eanuun 40

Oo0nem cepun: 10000 ML

HMacuwopr: B018809 ot 06.09.2021

HauveHoBarue Hopwa no TV Peaw\bTCm:l
noKasceas MCNBITAHMI
1. BHewmuit Bua,
1.1 UoankaoH aHTU-A MpospayHas XMAKOCTL KPACHOTC LBeTa. Coortserciayer
1.2 HoamkaoH ant-B MNpospa4Has XMAKOCTL CUHero LBeTd.
1.3 LoanikaoH aHt-AB lpospayHas 6ecuBeTHAs MAV CASIKA OKPALLISHHAR
HNAKOCTb.
2. CepoAoruyeckme
CBOICTBO
2.1 CneunduqHoeTs LioAKkAOH QHTU-A He AOKEH AQBATL QITAIDTUHALMY C CooTeerctayer
sputpoumtami rpynn BAIN v Of)
LloAKkaoH aHT-B He AOAKeH AaBaTL ArFAOTHHALMM C Coorserciayer
apurpoumrami rpynn Al u O(l)
LloAMKAOH aHTU-AB He AOAXSH AQBATL QITAIRTUHALMM © Cootmercmyer
sputpouMTamy rpynnsl O(f)
2.2 FeMAITAIDTUHUPYIOWLAS | ATTAIOTUHALMS HQ NACCKOCTH sputpoumros Al uB ¢ CoorteercTeyeT
cnocobHocTs COOTBETCTBYIOLUMMU LIOAMKAOHAMM AOAKHA HOSBUTLCS 10cek.
He nozaHee 10 cek. NOcAe CMEMBAHMS
2.3 Tutp Tutp LoavkaoHa unmdw-petmmn CITAIOTMHOLMM Ha | CootBeTcTByeT
NAGCKOCTY C pmpauy:duh RynoRAl) - 1:32 - 1:64 | 1:32- 1:64
Tutp Llowmnq«amu Be paakum ANOTVHAUMW Ha| CooTBeTtcTayer
MIAOCKOCTU/C/ SpATPOLMTAMY rpynqu B - 1:64 1:64
Tutp L OHO QHTU-AB B pegmmw TloTUHAUMY Ha | CooTBeTCTBYST
NAOCKOCTHI G- GPKTEOWME Agi = 1i32-1:64| 1:32-1:64
v BON) - lréﬂ- VLN St

K.B. lFOweHko
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000 ‘Megurnon
MEAMKNOH
127276 Mocksa, BotaHuyeckas yA., 35, T\cb (495) 231-2272 (499) 502-1214

NMACNOOPT-CEPTUPUKAT MNMPOU3IBOAUTEAS
Ha «Ha6op peareHToB AAS onpPeAeAEHMUs FPYMN KPOBU YEAOBEKA CUCTEM
ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( WOAUKAOH AHTU-Kell Cynep)
PermctpaunorHoe yaoctoseperne Ne PCP 2009/06043 ot 05 HosEps 2009 r

Haumenopanne: Lomuxion Anaru-Kell Cynep

Cepus: 115709 Epmanna: 100 mn
M3zrorosaen: 13.09.2021 KoauuyecTBo enunnn 4
Tonmen mo: 13.09.2023 Oo0vem cepun: 10000 M.

Macnopr: K115709 ot 13.09.2021

HamMenosauue XapaK‘repHchca HOPMEI ITO Iy PCSyJ'IBTaTBI
IIoKa3arTeisa HCOBITAaHUHI
1.BHemnumii Bug ITpospayHas jKeNTOBATAs MIIH PO30BATAS KUIKOCTE CootsetcTByeT

2. Ceponoruyeckue
CBOMCTBa

2.1 Crnenudpuynocts Honnxnon Antu-Kell cynep ne gomken Cootsercrayer
arnIlOTHHHPOBAThL SPUTPOIMTEL K(-)
2.2 TeMaITIIOTHHHPYIOIIAA Yerkas peakuus armiOTHHALMH Ha IUTOCKOCTH JOJDKHA

cnocobHoCTh HacTymaTh B TeyeHue 30 cex. mocie, s;ycmnnaﬂm CooTsercrByeT
ﬂ;l:,!‘ “x
P [ Mg N
1/’,3- e ‘\ N
2.2 AKTHBHOCTB Turp Lomuxnona ﬁH@KCH Cynep B penﬁnﬁu\npmcu CootBeTcTByeT
aTTIIOTHHALHY B nnate He Hwke 131§+ \"?{; 1:16
=i 14
tf { Sf I|'\- | ‘\1
_“.' LY '\\"__‘:."“

Honuxnon cooTBercTByer TpeGoBanmwiM TY — 93&%
3arenyromas OTK 000 «Meauxiony
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M.C.Oprnoza
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MEZWKNOH

LioAvkaoH aHM — A — MOHOKAOHGABHBIE aHTUTEAA (IgM) K aHTUreHy A

000 "Meankaon”

127276 Mocksa, botamnyeckas ya. 35, 1\ +7495 231-2272  +7499 502-1214

NMACNOPT-CEPTUDPUKAT MNMPOUSBOAUTEAS
Ha «Habop peareHToB AAsi onpeAeAeHUa rPynn KPOBH YeAoBeKq
cucreMm ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LloA KAOH aHTU — B — MOHOKAOHAABHbIE GHTHTEAA (IgM) K aHTUreHy B
LloAnKAOH aHTK — AB — MOHOKAOHAALHBIE aHTUTEAd (IgM) K aHTMreHam A n B

Pervietpaumotoe yaoctoBeperne Ne $CP 2009/06043 ot 05 Hos6ps 2009 r.

Haumenoranue: [{ommknon Antu-AB

Cepua: 013309

H3rorosaen: 27.09.2021

I'open mo: 27.09.2023

Epuanna: 100 mu
Koymuecrso equann 10

Oo6nem cepun: 10000 M

Macnopr: AB013309 ot 27.09.2021

HaumeHoBaHme HopMa 1o TV PeayAchmvl
noxasareAs UCTILITAHU#
1. BHevuHwit Bup
1.1 UonmiacH aHm-A TMpo3pa4Has XMAKOCTL KPacHoro LgeTa. Coorercieyer
1.2 LoamkaoH aHtu-B [po3payHaR XXMAKOCTL CUHEO LBETA.
1.3 UommxroH aHm-AB MNpospayHas 6ecLBeTHAd AU CAETKA OKPALLIEHHAA
HVIAKOCT.
2. Ceponaomyeckue
CBOWCTBA
2.1 CreumdbnyHoCTL LloAkaoH QHTU-A He AONKeH ACBATL QITAIOTUHOLMAM C Cootetrcrayer
sputpourtamu rpynn B{lil) n Of)
LloavkaoH aHT-B He AOAKeH AaBaTtb qrr/uomuauwu ¢ | Cootsercrayer
sputpoumTtamu rpynn A(ll) n O[I]
UoAMKACH GHTU-AB He AOAXEH AQBATL ArFATUHALMM C Coomsercayer
aputpourTaMu rpyrng Off)
2.2 l'eMarmAOTURUPYIOLLCS | AITAISTUHALMS HG TAOCKOCTU sputpoumtos Al UB ¢ CoortserctByer
CNocobHOCTL COOTBOTCTBYIOLMMMU LIOAMKAOHAMM ACAKHA MOSBUTLCS 10cek.
He riosaHee 10 cek. I]Q_Quﬂmemmaum
2.3 Tump Tutp Llcmm\oaa T T B pewunw ITAOTUHAUMM Ha | CooTBeTCTByeT
MAOCKOCTU C Tpaumaw rpynnb; — 1:32 - 1:64 1:32-1:64
Turp LoAvikadhic dim-B B peaxuyn hr‘rnh:bmauuuu Ha| CoortBerctayer
nAockoc f:apmpoumamn TRYFINA! B@ILJ 1l 64 1:64
Tuip uommeha QHTW-AB & PRaKLMMA CIfTAIYT CootBerctayeT
NAQCKOCTU g HTPOLMTGM'H - 1:32-1:64
n BN — 1:64: %
LioakaoH cooTeeTcTRYST TpeGOoBAHMSM T\?‘T«S‘BQ& 1’
3aseayiowas OTK OO0 «MeankaoH» K.B. FOweHko



000 "Meankaon”
MEZIMK/IOH

127276 Mocksa, Borannyeckas ya. 35, b +7495231-2272 47499 502-1214

MACNOPT-CEPTU®PUKAT NPOU3BOAMUTEAS
Ha «<Habop pearenToB aAs onpeaereHus rRYMN KPOBU YeAoBeKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LIoAvKAOH aHTM — A — MOHOKAOHGABHBIE GHTUTEAT {lgM) k aHTureny A
LloAMKAOH aHTU — B — MOHOKAGHQALHBIE QHTHTEAD (IgM) k aHTUreHy B
LloankaoH anTit — AB — MOHOKACHQABHbIE QHTUTEAT (lgM) k arTUreHam A v B

PervctpaunoHos yaoctoseperne Ne $CP 2009/06043 or 05 Hosibpa 2009 r.

Haumenosanne: Ilomixion Autu-A Bo daaxonax mo 10 mu ¢ KPAacHBIMH

KPBIIIKaMHA
Cepusa: 018709 Epunnna: 100 mn
HMsrorosnen: 06.09.2021 Konnuecreo equnnn 40
T'open mo: 06.09.2023 O6bem cepan: 10000 M1
Hacoopr: A018709 ot 06.09.2021
HavmeHoBarue Pesyastam
nokasareas Hopua no TY WCTILITAHMIA
1. BHeluHuit Bip
1.1 LoAMKAOH QHTU-A TNpospauHas »uaKkocTs KpacHoro useta. Coortsercrayer
1.2 Lomkaon aHtun-B TPO3PALHAS MAKOCTE CUHEro LBeTA.
1.3 LoavknoH ant-AB MNpospauHas BecuseTHas UK crerkd OKpaLieHHaq
XKMAKOCTb.
2. CepoAormueckne
CBOMCTBA
2.1 CneunchnyHocT LloankacH aHTu-A He AoAKeH AgBa arraoTHAWmM ¢ | CooTeeTcTeyer
3IpuTROLMTAMM rpynn B{lll) u Of)
UonrkaoH aHTK-B He AO/KeEH AQBOTH arraotuHauMu ¢ | Cooreetcrayer
apurpoumtami rpynn Afll) u Of))
Lioavkaon aHTi-AB He AomkeH aasams arrroTMHAUMK ¢ | CooTBeTcTBY ST
3pPUTPOLIMTAMM rpyrinkl Off)
2.2 TeMOITAIOTMHUPYIOLOS | AFTAIOTUHALMA HG NASCKoCTM apuTpoumTos Al U B ¢ CootBetcrayer
cnocobHocTL COOTBETCTBYIOLUMMI LIOAMKAOHTAMI AOAKHA MOSBUTLCS 10cexk.
He nosaHee 10 cex, NocAB EMaIMBAHIS
2.3 Tutp Tup Lloniaoa, QHTl-A-8 Peaktiid affARTMHOLIN Ha Cootaetcrayer
MAOCKOCTU C SPMTRGLMTAMA rpymbI A{Iﬁ‘_%a_llzsz -1:64| 1:32-1:64
Tutp Loakaopdl’ aHm-B g peakum grtAlBTHHALM Ha| CooTeeTcTByeT
MAOCKOCT C hiTpowMTamy, rayrtibi B(Il) = fﬁ'm 1:64
Turp LioaviknoHg akmitAB & peakiim QATAGTAHAUAM Ha | CooTsetcTByet
NAOCKOCTU € S -y 2-1:64 1:32-1:64
nB(l) - 1:64 \\ AN /

Loamkaon cootsetcTeyer tpeboBanmam TV — 9.’{38 Gl '

3aseayiowas OTK OO0 «MearKAOH» K.B. lOwetko



000 "Meankaon”

MEONK/OH
127276 Mocksa, botraHuyeckas ya, 35 , 1\ (495) 231-2272, (499) 502-12-14
e-mail : Mediclone@mediclone.ru

NHH 7719191607 P/c 40702810038040106975 B [TAO Cbepbatk r.Mockea, K/C
30101810400000000225 KM 771501001 BUK 044525225 OKMO 51203590 OrPH
1027700153766

Ucx 76-21
01.01.2021

CBUAETEABCTBO
HA SKCKAKO3MBHOE MNMPABO NMPOAAXN

ObLuecTBO C OrpaHMYeHHo otBeTcTBeHHOCTLI0 «MEAUKAOH» 127276
Poccus Mocksa yAa.botaHunyeckas, 35, OFPH 1027700153766 -
MPOU3BOAUTEAL PEAreHTOB AAS TPAHCAY3UOAOTUK (LIOAUKAOHOB) B AviLE
reHepaAsHoro anpektopa Bukroposa H.A. ouumansHo yaocToBepsieT, 4to
dupma IM «GBG-MLD» SRL , pacnoaoxeHHas no aapecy : MD-2001 r
KuwinHés, ya.TuruHa , 65 , od. 607 , Pecnybanka MoaaoBa , sBAsieTCS
OOULIMAALHBIM AUCTPUOBLIOTOPOM (CIBTOPM3OBAHHBLIM AUAEPOM) BCEll
npoaykumm npoussoacTesa OO0 «MEAUKAOH» Ha Bcelt Tepputopum
Pecnybavku MoaaoBa.

IM «GBG-MLD» SRL 1meeT npaBo HA pacnpocTpaHeHue (PeaAusaumio),
MPOABWKEHMUE (PEKAAMY) A TAKKE MNOAASPXKKY MPOAYKLMU, BbIMYCKAEMOiA
dbmpmornn OO0 «MEAUKAOH» B Pecnybamike MoapoBa.

IM «GBG-MLD» SRL  “meeT npaBo y4acTBOBATL OT UMeHM dorpmbl OO0
«MeAUKAOH» B HOCTHBIX U [OCYAQPCTBEHHBIX TEHAEPAX U TEM CAMBIM
AeCTBOBATH KAK OCOULIMAABHBIN MpeAcTaBUTeAb mpMbl OO0 «MeAUKAOH» HA
BCel Tepputopun Pecnybankmu Moaaosa

OO0OQO «MeANKAOH» PACTIPOCTPAHSET CBOU MOAHBIE FAPAHTUM HA
MPOAYKLMIO, MPOACHHYIO OUPMOM IM «GBG-MLD» SRL .

[eHepanbHbIN

AnpekTop OO0 «MeAUKAOH» H.A.BukTopos
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/ . SYSTEM OF
== W -l INTERNATIONAL
CERTIFICATION

CEPTVIOVIKAT

Ha CUCTEMY MEHEeOAXMEHTa Ka4yeCTBa
SIC.MS.094.1S013485.1332 ot 11.03.2020 go 10.03.2023

OpraH ceptudmkaumm “MexxayHapogHoe AreHtcTBo Ceptudunkaumm”
HaCTOSILLUM CePTUMDUKATOM MOATBEPXHAAET, UTO CUCTEMA MEHEM)KMEHTA

Ka4eCTBa

<MeaAuUkKNoH»

O6LecTBo C OrpaHU4YEeHHOW OTBETCTBEHHOCTbIO

127276 Poccuickan Pepepauma, Mocksa, yn. botaHuueckas, aom 35

NMpuMeHnTENbHO K

NpPOun3BOACTBY U34E/UN MEeAULMHCKOro Ha3HavyeHus, a
MMeHHO: «PeareHTOB 1 HabopoB peareHToB A/
onpeaesieHMA rpynn Kposu YyesnoseKa cuctem ABO Pesyc u
Kenn, a TakKe aHTUreHoB U aHTUTEN cucTembl Pesycy

COOTBETCTBYeT TpeboBaHMAM MexaAyHapoAHOro craHaapra

EN ISO 13485:2016

“Uspenna meguumHckme. Cuctembl MeHeAKMEHTa KayecTBa.

CucremHblie TpeboBaHua gna ueneu perynmpoBaHusa”
[aTta ceptuduKkauum: 11.03.2020r.
[JeiictButeneH go: 10.03.2023 r.

npu yCAOBUU €XKETOAHOTO MOATEEPXKACHHUS
2021r. - po 11.02.2021
2022r. - po 11.02.2022

T.P. Morpe6bHasn

PykoBogutenb opraHa

SIC.MS.094.1S013485.1332

OC «MexpyHapogHoe AreHTcTBo CepTudukaumum», ceuaetenscTso Hotudukaumm:

SIC.CB.643.094 ot 21.03.2019 r., 109444, Poccuiickan Peaepaums, r. Mocksa, 6-p CamapkaHackuii, 4.10,
Kopnyc 1, KB. 62, Tesi./®akc: +7(903) 223-25-69, BbiaaHHbii S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA

http://sic.com.ua

ISO 13485|



OEAEPAABHAS CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETUCTPALIMOHHOE YAOCTOBEPEHHE

HA MEAWLIHHCKROE U34EJIUE
or 19 aBrycra 2015 rona Ne @®CP 2008/03361

Ha mMeauiuHCKOe H3/lenme
CO3-merp I1P-3 no TY 9443-009-52876351-2008

Hacrosimee perncTpallMOHHOE YIOCTOBEPEHAE BBLIAHO

OO6miecTBO ¢ OrpaHAYeHHof oTBeTCTBeHHOCTHI0 "MunnMen"

(000 "MuuuMen"), Poccus,

241520, Bpsanckas obaacts, BpaHcknii paiion, c. Cynoneso, yii. occeiinan, a. 17A

TIpomspoauTens

O6mecTBo ¢ OrpaHHYeHHoii 0TBeTcTBeHHOCTRI0 "MunnMen"

(000 "MunuMen"), Poccus,

241520, Bpanckasn o6aacTh, Bpanckuii paiion, ¢. Cynoneso, yi. [locceiinas, a. 17A

MecTo npoH3BOACTBA MEIHLHHCKOTO H3/IE/IHA
242600, Bpsinckas o61acTh, r. {aTbKO0BO, yi1. Jlenuna, 1. 182, xopm. 1

Homep perucrpanuorHoro gocse Ne P/I-8057/35356 or 30.07.2015
Bun MemunmHcKoro uanenas 176420

Knace NOTeHIMATEHOTO PACKA TPUMEHEHUs MeJIMIHHCKOT0 H3jenus 1

npukazoM Poc3apasnansopa ot 19 aBr ﬂ : F r
JONyIIeHo K obpamienuio Ha Tepputopuy Poccriickol

JI.B. IIapxomenko ‘
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