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ELITECH CLINICAL SYSTEMS SAS
adla Zone Industrielle
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pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques
pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.

Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016
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ELITech Clinical Systems e
Zone industrielle ;
61500 Sées - France

Tel: +33 (0)2 338121 00 Fax : +33 (0)2 22 28 77 51
www.elitechgroup.com

EMPOWI:R!NG VD

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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Accréditation
H*4-0023
FORTEE
DISPOHIBLE

SUR
www.coftac.ir

N° A 3001-9001

Nous certifions par la présente que le Systéme de Management de la société :
We hereby certify that the Management System of the company:

BIOLABO

LES HAUTES RIVES
02160 Maizy (France)

est conforme aux exigences de la norme suivante :
is in compliance with the requirements of the following standard:

ISO 9001 :2015

Le domaine d’application du Systéme de Management est le suivant :
The scope of the Management System is:

Conception, Fabrication et Vente de Dispositifs Médicaux de
Diagnostic In Vitro. Support Technique et Service D’Assistance.

Design, Manufacturing and sale of in Vitro Diagnostic Medical Devices.
Technical Support and Support Services.

Ce certificat demeurera en vigueur jusqu’a sa fin de validité & moins d’avis contraire, 4 condition que lamise en place et la
conformité du Systéme du Management soient jugées satisfaisantes lors des audits de surveillance et que les conditions
du contrat de AB Certification soient observées.

This certificate is valid until its expiry date unless further notice, provided that the compliance and implementation of the
Management System are found to be satisfactory at follow-up audits and that AB Certification contract rules are fulfilled.

Fait & PARIS, le 13 décembre 2021 Date de fin de validité : 23 décembre 2024
Signed in PARIS on the 13rd of December 2021 Expiry date : 23rd of December 2024

Date initiale de Certification : 24 décembre 2018
Qriginal Registration Date : 24th of December 2018

s AB| RACHED Le Représentant de FEntreprise

The Company Representative
AB Certification Representative

Ce cartificat est |a propriété d'AB Certification. Il devra lui étre retourné en cas de demande. AB Certification — 17, Rue de Chiteaudun - 75009 PARIS




REPUBLIQUE FRANCAISE
»
@ CCI PARIS ILE-DE-FRANCE

Direction Générale Adjointe - Services aux Entreprises et Développement International
Direction des réseaux et partenariats internationaux
Service CLV

Certificat de Libre Vente pour I’exportation vers les pays non membres de I'Union Européenne
Free sale certificate for exportation to the non-EC Member States

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE
in vitro diagnostic medical devices covered by Directive 98/79/EC

IPARTIE A COMPLETER PAR LE DEMANDEUR]
Section to be completed by the applicant

Catégorie(s) du(des) dispositif(s) : Réactifs et instruments de laboratoires pour la Biologie Médicale

Device(s) category: Reagents § Instruments for Medical Biology

Nombre de page en annexe : 7
Page in annex : 7

La designation du(des) dispositif(s) apparait sur la déclaration(s) CE de conformité du fabricant ou du mandataire
The name of the device(s) appears on the EC declaration(s) of conformity of the manufacturer or the authorized representative
Classification du(des) dispositif(s) :
Classification of the device(s) :

[0 dispositif de I'annexe Il liste A [] dispositif de 'annexe Il liste B
device of list A annex |l device of list B annex I

[] autotest hors annexe II autre dispositif (tous les dispositifs saufdispositifs de
device for self-testing not listed in annex |/ I'annexe Il et autotests)

other device (all devices except annex Il and self-testing devices
Nom et adresse du fabricant ou du mandataire :
Name and address of the manufacturer or the authorized representative:
BIOLABO SAS / Mr Jean Frangois CHARPENTIER, Les Hautes Rives 02160 MAIZY

Nom et adresse du site de production (facultatif):
Name and address of Production site (optional):

BIOLABO SAS, Les Hautes Rives 02160 MAIZY

Je soussigné Antoine Bianchi, Directeur des méthodes certifie que les informations mentionnées ci-dessus sont
exactes et que les dispositifs médicaux de diagnostic in vitro figurant sur la(les) déclaration(s) CE de conformité
sont marqués CE sous ma responsabilité au titre de la directive n°98/79/CE et répondent aux exigences
essentielles de santé et de sécurité.

I the undersigned Antoine Bianchi, Director of methods declare that the information above-mentioned is correct and the
in vitro diagnostic medical devices on the EC declaration(s) of conformity are CE marked under my responsibility within the
meaning of the European directive n°98/79/EC and fulfil the essential requirements of health and safety.

Date :12/02/2021

IPARTIE RESERVEE A LA CCIR PARIS IDF| Exoa% >4 832 00078
Section reserved for the administration e TVA FR 82 317 398 232
Les dispositifs médicaux de diagnostic in vitro marqués CE en conformité avec la directive 98/79/CE peuvent &tre mis sur le
marché en France et dans les autres Etats membres de I'Union Européenne et parties a I'accord sur I'espace économique
européen, et étre exportés vers les pays tiers. Ce certificat de libre vente est valide & concurrence du maintien, par le fabricant
des dispositifs concernés, d’une déclaration de conformité (autre dispositifs), accompagnée le cas échéant, des certificats
nécessaires délivrés par un organisme notifié (dispositif de I'annexe 1l liste A et liste B, autotests hors annexe I1). Ce certificat
de libre vente est utilisable uniquement a des fins d’exportation hors-Union eurepéenne.

CCIR Paris IDF / DGA'SE@ Le Responsaple du département
* L (e

Service des CLV - | |F ﬁ&tﬁlgsl g: K‘Nﬁt

9, rue Coquilliére >
75001 PARIS N
p
3 I g7 our le président, Dieyrihba OW-DIAGNE
The in vitro diagr.ostic meclical devices- CE merked inn conformity with-the directive 98/79/EC can be placed on the Rrench

market and in the -othsr Memter states of the-Eurepean Union'and part of the European Free Trade Association, akd be
exported in the non-EC Member States. This free sale certificate is valid until the maintenance, by the manufacturer oFthe
concerned devices, of an CE declaration of conformity (other devices) together with when appropriate, the certificates
delivered by a notified body (devices of list A and B, annex ll, devices for self-testing not listed in annex ll). This free sale
certificate can only be used for exportation outside European Union.

9, rue coquilliere — 75001 Paris -_http://www.entreprises.cci-paris-idf.fr/webl/international




BIOLABO - Désignation des Dispositifs / Devices Designation

REF [DESIGNATION FR DESIGNATION GB
Réactifs de Biochimie poudre polyvalents / Versatile Biochemistry powder reagents

80351 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
80001 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
87601 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
99029 ALCOOL Ethanol ALCOHOL Ethanol
99059 ALCOOL Ethanol ALCOHOL Ethanol
80027 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial
80127 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial
80227 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial
80327 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial
92027 ALT / TGP Méthode Colorimétrique ALT / GPT Colorimetric Method
99261 AMMONIAC Méthode Enzymatique AMMONIA Enzymatic Method
99523 AMYLASE CNPG3 AMYLASE CNPG3
99123 AMYLASE CNPG3 AMYLASE CNPG3
99223 AMYLASE CNPG3 AMYLASE CNPG3
80025 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial
80125 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial
80225 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial
80325 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial
92025 AST / TGO Méthode Colorimétrique AST / GOT Colorimetric Method
99832 BICARBONATE Méthode Enzymatique BICARBONATE Enzymatic Method
99852 BICARBONATE Méthode Enzymatique BICARBONATE Enzymatic Method
80553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method
97553 BILIRUBINE DIRECTE Méthode DCA DIRECT BILIRUBIN DCA Method
97443 BILIRUBINE TOTALE Méthode DCA TOTAL BILIRUBIN DCA Method
97408 C.L.F. Capacité Latente de Fixation du Fer U.1.B.C Unsaturated Iron Binding Capacity
92308 C.T.F. Capacité Totale de Fixation du Fer T.1.B.C. Total Iron Binding Capacity
80106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
87656 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
87356 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
88656 CHOLESTEROL Non estérifié CHOD-PAP Non Esterified CHOLESTEROL CHOD-PAP
99656 CHOLESTEROL Non estérifié CHOD-PAP Non Esterified CHOLESTEROL CHOD-PAP
86536 CHOLESTEROL-HDL (PTA) Précipitant CHOLESTEROL-HDL (PTA) Precipitant
86516 CHOLESTEROL-HDL (PTA) Précipitant CHOLESTEROL-HDL (PTA) Precipitant
82526 CHOLINESTERASE Butyrylthiocholine CHOLINESTERASE Butyrylthiocholine
92207 CK-NAC IFCC Monoréactif CK-NAC IFCC Single Vial
92307 CK-NAC IFCC Monoréactif CK-NAC IFCC Single Vial
80008 FER (SFBC) Bathophénanthroline IRON (SFBC) Bathophenanthrolin
97099 G6-PDH lyophilisée Méthode cinétique U.V. Lyophilised G6-PDH U.V. Kinetic Method
97089 G6-PDH Méthode cinétique U.V. G6-PDH U.V. Kinetic Method
97199 G6-PDH Méthode Automatisée G6-PDH Automated Method
81110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
81210 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
81310 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
80009 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
87109 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
87409 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
16GL8 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
82250 HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine) HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
97217 Isoenzyme CK-MB Méthode d'immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
97317 Isoenzyme CK-V3 Méthade c'immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
92011 L.D.H.(LD-F) Méthcde SFET modifiée L.D.H. (LDH-P) SFBC Modified Method
92111 L.D.H_(LDH-E) Méthude SFBEC modiiée L.D.H. (LDH-P) SFBC Modified Method
92511 L.D.H. (LDH-P) Méthode SFBC modifiece L.D.H. (LDH-P) SFBC Modified Method
99881 LIPASE wigthade cinétigue LIPASE Kinetic Method
99891 LIPASE Mathode cinetigiie LIPASE Kinetic Method
87212 MAGNESIUM Calmagite MAGNESIUM Calmagite
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF [DESIGNATION FR DESIGNATION GB
Réactifs de Biochimie poudre polyvalents / Versatile Biochemistry powder reagents
82560 PHOSPHATASE ACIDE Méthode Cinétique ACID PHOSPHATASE Kinetic Method
3300060 PHOSPHATASE ACIDE Méthode Point Final (PNPP) ACID PHOSPHATASE End Point Method (PNPP)
92214 PHOSPHATASE ALCALINE (DEA) ALKALINE PHOSPHATASE DEA Method
92314 PHOSPHATASE ALCALINE (DEA) ALKALINE PHOSPHATASE DEA Method
99105 PHOSPHOLIPIDES Méthode colorimétrique enzymatique PHOSPHOLIPIDS Colorimetric enzymatic Method
99110 PHOSPHOLIPIDES Méthode colorimétrique enzymatique PHOSPHOLIPIDS Colorimetric enzymatic Method
80016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEIN Biuret Method
92026 Solution Soude 0,4 N NaOH Solution 0.4 N
80019 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
87319 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
80221 UREE Méthode colorimétrique UREA Colorimetric Method
80321 UREE Méthode colorimétrique UREA Colorimetric Method
92032 UREE U.V. Méthode Cinétique UREA U.V. Kinetic Method
92132 UREE U.V. Méthode Cinétique UREA U.V. Kinetic Method
99032 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
99132 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
92315 KIT CALCULS URINAIRES Méthode qualitative chimique STONE ANALYSIS SET Chemical qualitative method
92330 KIT CALCULS URINAIRES Méthode qualitative chimique STONE ANALYSIS SET Chemical qualitative method
Réactifs de Biochimie liquide prét a I'emploi polyvalents / Versatile Biochemistry ready-to-use liquid reagents

LP80501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
LP80601 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
80002 ALBUMINE Méthode BCG ALBUMIN BCG Method
80107 CREATININE Méthode cinétique CREATININE Kinetic method
90107 CREATININE Méthode Enzymatique CREATININE Enzymatic method
80005 CHLORURES Méthode Colorimétrique CHLORIDE Colorimetric Method
80015 PHOSPHORE Inorganique Méthode U.V. Inorganic PHOSPHORUS U.V. Method
3502200 HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine) HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
LP80507 ALT TGP (IFCC) ALT GPT (IFCC)
LP80607 ALT TGP (IFCC) ALT GPT (IFCC)
LP99553 AMYLASE CNPG3 AMYLASE CNPG3
LP80505 AST TGO (IFCC) AST GOT (IFCC)
LP80605 AST TGO (IFCC) AST GOT (IFCC)
92108 FER Méthode directe (Féréne) IRON Direct Method (Ferene)
80403 BILIRUBINE TOTALE ET DIRECTE Méthode Acide Sulfanilique TOTAL AND DIRECT BILIRUBIN Sulfanilic Acid Method
80443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method
90004 CALCIUM Méthode Arsenazo llI CALCIUM Arsenazo Ill Method
80004 CALCIUM Méthode CPC CALCIUM CPC Method
LP80106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
90206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
90406 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
90426 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
90416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
90816 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
LP80209 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
LP87809 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
98212 MAGNESIUM CALMAGITE Haute Stabilité - Haute Linéarité MAGNESIUM CALMAGITE High Stability — High Linearity
LP87016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEIN Biuret Method
97016 PROTEINES U.S. Méthode Rouge de Pyrogallol U.S. PROTEIN Pyrogallol Red Method
LP80519 TRIGEYCERIDES Métlicde CPO TRIGLYCERIDES GPO Method
LP80619 TRIGLYCERIDES Méthaae GPO ~ TRIGLYCERIDES GPO Method
LP99532 UREE U.V. Méthode Linénuque Haute Lingarité UREA U.V. High Linearity Kinetic Method
LP99632 UREA U.V. High Linearity Kinetic Method

UREE U.\. Méthode Cinétique Haute Linéarité
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF |DESIGNATION FR | DESIGNATION GB
Réactifs dédiés pour KENZA One / Dedicated reagents for KENZA One
K1501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
K1002 ALBUMINE Méthode BCG ALBUMIN BCG Method
K1507 ALT / TGP (IFCC) ALT / GPT (IFCC)
K1523 AMYLASE CNPG3 AMYLASE CNPG3
K1ASO ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay
K1505 AST /TGO (IFCC) AST / GOT (IFCC)
K1553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method
K1443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method
K1004 CALCIUM Méthode Arsenazo llI CALCIUM Arsenazo Ill Method
K1005 CHLORURES Méthode Colorimétrique CHLORIDE Colorimetric Method
K1106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
K1206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
K1416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
K1207 CK-NAC IFCC CK-NAC IFCC
K1107 CREATININE Méthode cinétique CREATININE Kinetic method
K1117 CREATININE Méthode Enzymatique CREATININE Enzymatic method
K150E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
K1210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Immunoassay
K1RF1 FACTEURS RHUMATOIDES (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Imnmunoassay
K1108 FER Méthode directe (Férene) IRON Direct Method (Ferene)
K1508 FERRITIN FERRITIN
K1110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
K1209 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
K1010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
K1217 Isoenzyme CK-MB Méthode d'immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
K1011 L.D.H. (LDH-P) Méthode DGKC L.D.H. (LDH-P) DGKC Method
K1212 MAGNESIUM CALMAGITE MAGNESIUM CALMAGITE
K1214 PHOSPHATASE ALCALINE Méthode DEA ALKALINE PHOSPHATASE DEA Method
K1015 PHOSPHORE Inorganique Méthode U.V. Inorganic PHOSPHORUS U.V. Method
K1084 POTASSIUM Enzymatique POTASSIUM Enzymatic
K1016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEINS Biuret Method
K1085 SODIUM Enzymatique SODIUM Enzymatic
K1208 TRANSFERRIN TRANSFERRIN
K1519 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
K1532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
K1701 VITAMIN D VITAMIN D
K1901 ZINC ZINC
Réactifs dédiés pour KENZA 240 et KENZA 450 TX/ISE / Dedicated reagents for KENZA 240 and KENZA 450 TX/ISE

K2501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
K4501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
K2002 ALBUMINE Méthode BCG ALBUMIN BCG Method
K2507 ALT / TGP (IFCC) ALT / GPT (IFCC)
K4507 ALT / TGP (IFCC) ALT / GPT (IFCC)
K2523 AMYLASE CNPG3 AMYLASE CNPG3
K4523 AMYLASE CNPG3 AMYLASE CNPG3
K2ASO ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay
K4ASO ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay
K2505 AST /TGO (IFCC) AST / GOT (IFCC)
K4505 AST /°TCO (IFEC) AST /GOT (IFCC)
K2553 BILIRUBINE DIRECTE Mecthode /Acide Sultaniligue DIRECT BILIRUBIN Sulfanilic Acid Method
K4553 BILIRUBINE WIRECTE Methode Aciue Sulianilique DIRECT BILIRUBIN Sulfanilic Acid Method
K2443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method
K4443 BILIRUBINE 1OTALE Méthode Aciue Suifanilique TOTAL BILIRUBIN Sulfanilic Acid Method
K2004 CALCIUNM-Méthod= Arsenaza Il CALCIUM Arsenazo lll Method
K2005 CHLORURES Méthode Colorimétrique CHLORIDE Colorimetric Method
K2106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
K2206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
K4206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
K2416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
K4416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF [DESIGNATION FR | DESIGNATION GB
Réactifs dédiés pour KENZA 240 et KENZA 450 TX/ISE / Dedicated reagents for KENZA 240 and KENZA 450 TX/ISE
K2207 CK-NAC IFCC CK-NAC IFCC
K4207 CK-NAC IFCC CK-NAC IFCC
K2107 CREATININE Méthode cinétique CREATININE Kinetic method
K2117 CREATININE Méthode Enzymatique CREATININE Enzymatic method
K4117 CREATININE Méthode Enzymatique CREATININE Enzymatic method
K250E CRP Test Immunoturbidimétrique CRP Turbidimetric Inmunoassay
K2210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Immunoassay
K4210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Immunoassay
K2RF1 FACTEURS RHUMATOIDES (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
K4RF1 FACTEURS RHUMATOIDES (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
K2108 FER Méthode directe (Férene) IRON Direct Method (Ferene)
K4108 FER Méthode directe (Férene) IRON Direct Method (Ferene)
K2508 FERRITIN FERRITIN
K4508 FERRITIN FERRITIN
K2110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
K4110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
K2209 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
K2010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
K4010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
K2217 Isoenzyme CK-MB Méthode d'immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
K4217 Isoenzyme CK-MB Méthode d'immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
K2011 L.D.H. (LDH-P) Méthode DGKC L.D.H. (LDH-P) DGKC Method
K4011 L.D.H. (LDH-P) Méthode DGKC L.D.H. (LDH-P) DGKC Method
K2212 MAGNESIUM CALMAGITE MAGNESIUM CALMAGITE
K2214 PHOSPHATASE ALCALINE Méthode DEA ALKALINE PHOSPHATASE DEA Method
K4214 PHOSPHATASE ALCALINE Méthode DEA ALKALINE PHOSPHATASE DEA Method
K2015 PHOSPHORE Inorganique Méthode U.V. Inorganic PHOSPHORUS U.V. Method
K2084 POTASSIUM Enzymatique POTASSIUM Enzymatic
K2016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEINS Biuret Method
K2017 PROTEINES U.S. Méthode Rouge de Pyrogallol U.S. PROTEIN Pyrogallol Red Method
K2085 SODIUM Enzymatique SODIUM Enzymatic
K2208 TRANSFERRIN TRANSFERRIN
K4208 TRANSFERRIN TRANSFERRIN
K2519 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
K2532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
K4532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
K2701 VITAMIN D VITAMIN D
K4701 VITAMIN D VITAMIN D
K2901 ZINC ZINC
K4901 ZINC ZINC
Calibrants et contréles de biochimie / Biochemistry calibrators and controls

95010 EXATROL-N Taux 1 EXATROL-N Level 1
95110 EXATROL-N Taux 1 EXATROL-N Level 1
95011 EXATROL-P Taux 2 EXATROL-P Level 2
95111 EXATROL-P Taux 2 EXATROL-P Level 2
95015 MULTICALIBRATOR Calibrateur Multiparamétrique MULTICALIBRATOR Multiparametric calibrator
95115 MULTICALIBRATOR Calibrateur Multiparamétrique MULTICALIBRATOR Multiparametric calibrator
95801 Calibrant LIPASE LIPASE Calibrator
95406 CALIBRATEUR. CHCLZSTEROL-DL HDL-CHOLESTEROL CALIBRATOR
95806 CALIBRAVEUR CHCLESTEROL-LDL LDL-CHOLESTEROL CALIBRATOR
95506 CALIKRATEWLR HOL-LDL-Ck-MB HDL LDL CK-MB CALIBRATOR
95013 Controle Normal AMMONJAC ALCOOL BICARBONATE Normal Control AMMONIA ALCOHOL BICARBONATE
95023 Contréle Fathologique AMMONIAC ALCUOL BICARBONATE Pathological Control AMMONIA ALCOHOL BICARBONATE
95012 Contréle vrinaire Taux 1 et faux 2 Urinary Control Level 1 and Level 2
95289 G6-PDH Controle Déficient (hémolysat humain lyophilisé) G6-PDH Deficient control (Lyophilised human hemolysed blood)
95089 G6-PDH Controle normal (hémolysat humain lyophilisé) G6-PDH Normal control (Lyophilised human hemolysed blood)
97599 G6-PDH Control Set G6-PDH Control Set
95315 KIT CALCULS URINAIRES Contréles Positifs et Négatifs STONE ANALYSIS SET Positive and Negative Controls
95516 Sérum de contréle HDL LDL CK-MB Lipides Taux 1 Control serum HDL LDL CK-MB Lipids Level 1
95526 Sérum de contréle HDL LDL CK-MB Lipides Taux 2 Control serum HDL LDL CK-MB Lipids Level 2
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF |DES|GNATION FR | DESIGNATION GB

Reéactifs d’'hémostase / Haemostasis reagents

13560 BIO-CK TCA Kaolin BIO-CK APTT Kaolin
13570 BIO-CK TCA Kaolin BIO-CK APTT Kaolin
13450 BIO-FIBRI Dosage Chronométrique du Fibrinogéne BIO-FIBRI Chronometric determination of Fibrinogen
13451 BIO-FIBRI Dosage Chronomeétrique du Fibrinogéne BIO-FIBRI Chronometric determination of Fibrinogen
13660 BIO-SIL TCA Silice BIO-SIL APTT Silica
13670 BIO-SIL TCA Silice BIO-SIL APTT Silica
13702 BIO-TP LI (Low ISI) Taux de Prothrombine (TP) BIO-TP LI (Low ISI) Prothrombin Time (PT)
13704 BIO-TP LI (Low ISI) Taux de Prothrombine (TP) BIO-TP LI (Low ISI) Prothrombin Time (PT)
13712 BIO-TP LI (Low ISI) Taux de Prothrombine (TP) BIO-TP LI (Low ISI) Prothrombin Time (PT)
13880 BIO-TP Taux de Prothrombine (TP) BIO-TP Prothrombin Time (PT)
13885 BIO-TP Taux de Prothrombine (TP) BIO-TP Prothrombin Time (PT)
13881 BIO-TP Taux de Prothrombine (TP) BIO-TP Prothrombin Time (PT)
13980 BIO-TT Temps de Thrombine BIO-TT Thrombin Time
13565 CHLORURE DE CALCIUM 0,025M CALCIUM CHLORIDE 0.025M
13302 FACTOR Il Plasma Déficient FACTOR Il Deficient plasma
13309 FACTOR IX Plasma Déficient FACTOR IX Deficient plasma
13305 FACTOR V Plasma Déficient FACTOR V Deficient plasma
13307 FACTOR VIl Plasma Déficient FACTOR VII Deficient plasma
13308 FACTOR VIII Plasma Déficient FACTOR VIII Deficient plasma
13310 FACTOR X Plasma Déficient FACTOR X Deficient plasma
13311 FACTOR XI Plasma Déficient FACTOR Xl Deficient plasma
13312 FACTOR Xl Plasma Déficient FACTOR XIl Deficient plasma
13883 TAMPON OWREN KOLLER OWREN KOLLER BUFFER
Calibrants et contréles d'hémostase / Haemostasis calibrators and controls
13965 TP-CALSET Set de Plasmas de Référence TP-CALSET Standard Set
13970 BIO-CAL Plasma de référence BIO-CAL Reference Plasma
13961 PLASMA CONTROLE Taux 1 CONTROL PLASMA Level 1
13962 PLASMA CONTROLE Taux 2 CONTROL PLASMA Level 2
13963 PLASMA CONTROLE Taux 3 CONTROL PLASMA Level 3
13210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Immunoassay
13211 D-DIMER Control 1 D-DIMER Control 1
13212 D-DIMER Control 2 D-DIMER Control 2
13971 COATROL 1 Taux 1 COATROL 1 Level 1
13972 COATROL 2 Taux 2 COATROL 2 Level 2
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BIOLABO - Deésignation des Dispositifs / Devices Designation

REF |DES|GNATION FR | DESIGNATION GB
Réactifs calibrants et contréles d'Immunoturbidimétrie / Turbidimetric Inmunoassay reagents, calibrators and controls
RFO050E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF520E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF CALSET51 |BIOLABO FR Kit de Calibration BIOLABO RF Standard Set
RF CALSH1 |BIOLABO FR Calibrant Super Haut BIOLABO RF Standard Super High
RF CONT1 BIOLABO FR Contréle BIOLABO RF Control
RF CONT5 BIOLABO FR Contréle BIOLABO RF Control
CRPO50E CRP Test Immunoturbidimétrique CRP Turbidimetric Imnmunoassay
CRP620E CRP Test Immunoturbidimétrique CRP Turbidimetric Inmunoassay
CRP CALSET51 |BIOLABO CRP Kit de Calibration BIOLABO CRP Standard Set
CRP CALSH1 |BIOLABO CRP Calibrant Super Haut BIOLABO CRP Standard Super High
CRP CONTL1 |BIOLABO CRP Contréle Bas BIOLABO CRP Control Low
CRP CONTL5 |BIOLABO CRP Contrdle Bas BIOLABO CRP Control Low
CRP CONTH1 |BIOLABO CRP Contréle Haut BIOLABO CRP Control High
CRP CONTH5 |BIOLABO CRP Contréle Haut BIOLABO CRP Control High
ASLOO050E ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay
ASLO620E ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay
ASLO CALH1 |BIOLABO ASLO Calibrant Haut

ASLO CALSH1
ASLO CALSET41

BIOLABO ASLO Calibrant Super Haut
BIOLABO ASLO Kit de Calibration

BIOLABO ASLO Standard High
BIOLABO ASLO Standard Super High
BIOLABO ASLO Standard Set

ASLO CONT1 [BIOLABO ASLO Contréle BIOLABO ASLO Control
ASLO CONT5 |BIOLABO ASLO Contréle BIOLABO ASLO Control
23010 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23011 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23012 MICROALBUMINE Calibrant Super Haut MICROALBUMIN Standard Super High
23013 MICROALBUMINE Kit de calibration MICROALBUMIN Standard Set
23014 MICROALBUMINE Controle MICROALBUMIN Control
22050 HbA1c ENZYM HbA1c ENZYM
22052 HbA1c ENZYM Kit de calibration HbA1c ENZYM Standard Set
22010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
22011 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
22012 HbA1c Kit de calibration HbA1c Standard Set
22013 HbA1c Kit de controle HbA1c Control Set
Tests sur lame / Slide tests

9905TH S. Typhi H (d.H) S. Typhi H (d.H)
9905TO S. Typhi O (9,12-0) S. Typhi O (9,12-0)
9905AH S. Paratyphi AH (a-H) S. Paratyphi AH (a-H)
9905A0 S. Paratyphi AO (1,2,12-0) S. Paratyphi AO (1,2,12-0)
9905BH S. Paratyphi BH (b-H) S. Paratyphi BH (b-H)
9905BO S. Paratyphi BO (1,4,5-0) S. Paratyphi BO (1,4,5-0)
9905CH S. Paratyphi CH (c-H) S. Paratyphi CH (c-H)
9905C0O S. Paratyphi CO (6,7-0) S. Paratyphi CO (6,7-0O)
9905BA Brucella abortus Brucella Abortus
9905PK Proteus OXK Proteus OXK
9905P19 Proteus OX19 Proteus OX19
9905P2 Proteus OX2 Proteus OX2
9905BM Brucella Melitensis Brucella Melitensis
9905RB Rose Bengal (B. Abortus) Rose Bengal (B. Abortus)
9901PC Controle Positif Polyvalent Positive Polyvalent Control
9901NC Contidie"Négaiif Polyvaiant Negative Polyvalent Control
99058 ANTISENES FEERILES Pour Tests de Widal FEiia STAINED FEBRILE ANTIGENS For Widal Felix Tests
081050 ASLCG-LATEX ASLO-LATEX
097100 CRP-LATEX CRP-LATEX
098100 FR-LATEX FR-LATEX
3800100 RPR-CHA RBON RPR-CHARBON
3800150 RPR-CHARBON RPR-CHARBON
4500100 TPHA TPHA
4500200 TPHA TPHA
085100 HCG-LATEX HCG-LATEX
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF [DESIGNATION FR | DESIGNATION GB
Analyseurs / Analysers

KENZA MAX  |KENZA MAX BioChemisTry PHOTOMETRE KENZA MAX BioChemisTry PHOTOMETER

KENZA ONE  |KENZA ONE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA ONE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240TX |KENZA 240TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240TX - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240ISE

KENZA 450TX

KENZA 4501SE

KENZA 120TX

KENZA 240ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE
avec module ISE

KENZA 450TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE

KENZA 450ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE

KENZA 120TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE

KENZA 240ISE - AUTOMATIC BIOCHEMISTRY ANALYSER with ISE
Module

KENZA 450TX - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 450ISE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 120TX - AUTOMATIC BIOCHEMISTRY ANALYSER

BIOSOLEA 2 |BIO SOLEA 2 - COAGULOMETRE 2 CANAUX BIO SOLEA 2 - COAGULOMETER 2 CHANNELS
BIOSOLEA 4 |BIO SOLEA 4 - COAGULOMETRE 4 CANAUX BIO SOLEA 4 - COAGULOMETER 4 CHANNELS
SOLEA 100  |SOLEA 100 - ANALYSEUR AUTOMATIQUE D'HEMOSTASE SOLEA 100 - FULL AUTOMATED COAGULATION ANALYSER
Consommables et solutions de nettoyage / Consumables and cleaning solutions
SCUP120 Serum Cup K120TX Serum Cup K120TX
C00080 SERUM CUPS SERUM CUPS
C04015 EXTRA Cleaning EXTRA Cleaning
C04020 IPO Cleaning IPO Cleaning
CO0058 SERUM CUPS K450 SERUM CUPS K450
K450CS Cleaning Solution K450 Cleaning Solution K450
RP240ISE Pack Réactifs - ISE Reagent Pack - ISE
G2058/A Cleaning Solution - ISE Cleaning Solution - ISE
5202 Electrode K - ISE Electrode K - ISE
5205 Electrode Li - ISE Electrode Li - ISE
5207 Electrode ClI - ISE Electrode Cl - ISE
5201 Electrode Na - ISE Electrode Na - ISE
5204 Electrode de référence Reference Electrode
S100CS CLEANING SOLUTION SOLEA 100 CLEANING SOLUTION SOLEA 100
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global assurance

This is to certify that the Quality Management System of:

Avantor Fluid Handling B.V.

Maidstone 50
5026 SK Tilburg
The Netherlands

applicable to:

The design, engineering, manufacturing and distribution of Single Use Systems and
supporting hardware, including installation-, service- and maintenance activities for the
pharmaceutical and biotech industry.

has been assessed and approved by
National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015

Certificate Number: 16880
EAC Code: 34
§ Certified Since: March 22, 2012
Valid Until: March 19, 2024
Reissued: March 20, 2021

Cycle Issued: March 20, 2021

For and on behalf of NQA, USA

ACCREDITETD

e ISOIIEC 7021

MAMNAGEMEMT SYSTEMS
CERTIFICATION BODY



CERTIFICATE [If§

This is to certify that

VWR®&Z’

Part of Avantor

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

with the organizational units/sites as listed in the annex
has implemented and maintains a Quality Management System.

Scope:

Sales and supply of branded and private label chemicals, consumables, laboratory equipment,
furniture, and medical devices from global leading developers and manufacturers of those
products to customers in biopharma, healthcare, advanced technology and applied materials,
education and government; manufacture of private label products, primarily laboratory and
production chemicals including custom manufacturing solutions used in biopharmaceutical and
industrial applications and production processes; provide value-added service offerings such as
client outsourced activities: including sourcing and procurement, logistics, chemical and
equipment tracking, lab and production services, scientific services and sample management;
technical services in-house and at customer sites including installation, maintenance,
qualification, calibration and repair of laboratory equipment

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

Certificate registration no. 530840 QM15

Valid from 2021-08-04

Valid until 2024-06-28

Date of certification 2021-08-04 « DAleiiche
Akkreditierungsstelle
D-ZM-16074-01-00

DQS GmbH

Markus Bleher
Managing Director

Accredited Body: DQS GmbH, August-Schanz-StraRe 21, 60433 Frankfurt am Main, Germany 1/9
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Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

530842

VWR International GmbH
Graumanngasse 7

1150 Wien

Austria

530843

VWR International GmbH
Zimbagasse 5

1210 Wien

Austria

530841

VWR International bv
Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

531223

VWR International GmbH
Rue de Rive 18

1260 Nyon

Switzerland

531224

VWR International GmbH
Grabenstrale 1

8952 Schlieren
Switzerland

531221

VWR International GmbH
LerzenstraRe 16/ 18
8953 Dietikon
Switzerland

Scope

Sales and supply; Lab and Production
Services

Distribution; Technical Services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.
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Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530844

VWR International s.r.o. Sales and supply;
Praska 442 Distribution;

281 67 Stribrna Skalice Kitting Services;
Czech Republic Technical services
530847

VWR International s.r.o. Sales and supply

Pivovarska 30
75661 Roznov prod Radhostém
Czech Republic

530868

VWR International GmbH Sales and supply
GroRenhainer StraBe 99

01127 Dresden

Germany

530869

VWR International GmbH Sales and supply
WohlerstraRe 42

30163 Hannover

Germany

530867

VWR International GmbH Sales and supply;
HilpertstraBe 20A Lab and Production Services;
64295 Darmstadt Technical services

Germany

539946

VWR International GmbH Distribution

Heinrich-Blanc-Strafle 40
76646 Bruchsal
Germany

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 3/9
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Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location Scope

530865

VWR International GmbH Sales and supply;
John-Deere-StraBe 5 Distribution
76646 Bruchsal

Germany

530866

VWR International GmbH Distribution
VichystraBe 2

76646 Bruchsal

Germany

530870

VWR International GmbH Sales and supply
Fraunhoferstr.11

85737 Ismaning

Germany

530871

VWR International GmbH Sales and supply
James-Franck-Ring 9

89081 Ulm

Germany

530859

VWR International A/S Sales and supply;
Tobaksvejen 21 Distribution;

2860 Soborg Lab and Production Services;
Denmark Technical services

531213

VWR International Eurolab, S.L. Sales and supply;

C/ De la Technologia, 5-17A7 - Llinars Park Distribution;

08450 Llinars Del Vallés Barcelona Lab and Production Services;
Spain Technical services

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 4/9



Annex to certificate
Registration No. 530840 QM15

e

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530860

VWR International Oy Sales and supply;

Valimotie 9 Distribution;

00380 Helsinki Lab and Production Services;
Finland Technical services

530863

VWR International S.A.S. Sales and supply

Europarc

26 Avenue Leonard de Vinci
33608 Pessac Cedex
France

530861

VWR International S.A.S Distribution; Manufacture
Chemin de la Croix Saint-Marc

Z.l. de Vaugereeau

45250 Briare-le-Canal

France

530862

VWR International S.A.S Sales and supply;

Immeuble Estréo, Lab and Production Services;
1-3 Rue d'Aurion Technical services

93110 Rosny-sous-Bois

France

531226

VWR International Ltd Sales and supply
VWR House

Warren Court

Feldspar Close

Enderby

LE19 4SD

Leicester

United Kingdom

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate.
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Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv
Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531228

LAB3 Service

1 Dragon Court
Crofts End Road
St George
Bristol

BS5 7XX

United Kingdom

531225

VWR International Ltd.
Customer Service Centre
Hunter Boulevard

Magna Park

Lutterworth, Leicestershire
LE17 4 XN

United Kingdom

531227

VWR International Ltd.
14 Media Village
Liscombe Park
Soulbury

Leighton Buzzard

LU7 0GA

United Kingdom

540366
VWR International

Medical Equipment Supplies and

Management

The Solutions Buckshaw Village, Chorley

Chorley
PR7 7EL
United Kingdom

Scope

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;
Technical Services

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 6/9
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Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531229

Basan - the cleanroom division of VWR
Units 2 & 3 Newton Court

Basingstoke

RG24 8GF

United Kingdom

546015

Hichrom Ltd

1-3 The Markham Centre, Station Road,
Theale,

Reading, Berkshire

RG7 4AB

United Kingdom

531198

VWR International Kft.
Simon Laszlo utca 4
4034 Debrecen
Hungary

531199

VWR International Ltd

Orion Business Campus
Northwest Business Park
Ballycoolin, Blanchardstown
Dublin 15

Ireland

531200

VWR International (Northern Ireland) Ltd
19 Clarendon Street

Derry BT4 87EP

Ireland

Scope

Sales and supply;
Distribution;
Manufacture

Manufacture of UHPLC and HPLC columns
with lot traceability. Procurement and
distributor for UHPLC and HPLC columns
and associated solvents, packing materials
and accessories with lot traceability

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.
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Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531201

VWR International s.r.l.

Via San Giusto 85
20153 Milano
Italy

531203

VWR International B.V.

Orlyplein 85
1043 AP Amsterdam
Netherlands

531205

VWR International AS
Brynsalleen 4

0667 Oslo

Norway

531206

VWR International AS
Kokstadtflaten 35
5152 Banes (Bergen)
Norway

531207

VWR International AS
Leirfossvegen 27
7038 Trondheim
Norway

531211

VWR International Sp.
Limbowa 5

80-175 Gdansk
Poland

Z.

0.0.

Scope

Sales and supply;

Lab and Production Services;
Technical Services;
Manufacture

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Sales and supply;
Lab and Production Services;
Technical services

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.
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Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531212

VWR International Sp. z. o.0.
Aleja Niepodlegtosci 606/610
81-879 Sopot

Poland

531208

VWR International

Material De Laboratorio, LDA
Centro Empresarial de Alfragide
Rua da Industria, n° 6

2610-088 Alfragide

Portugal

531217

VWR International AB
Fagerstagatan 18A
163 94 Stockholm
Sweden

531220

VWR International AB
Skiffervagen 12

224 78 Lund

Sweden

531218

VWR International AB
Varbergsgatan 2

412 65 Goteborg
Sweden

531219

VWR International AB

Nordiskt Centrallager

Gjuterigatan 3 (Bofors Industriomrade)
691 50 Karlskoga

Sweden

Scope

Distribution

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Distribution

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

9/9



AVANTOR

PERFORMANCE MATERIALS

Declaration of CE conformity

Avantor Performance Materials B.V. reg. no. 38013066 who is an established manufacturer of

Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at:

Teugseweg 20
7418 AM Deventer
The Netherlands

herewith declares the following:

The reagents (see attached list) are labeled with the J.T.Baker® label and have the CE mark on the
label where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive
98/79/EC and the conformity assessment procedure according to Annex lll. The BeneSphera™ 3 Part
Diff Analyzer H32 is in compliance with IEC 61010, Safety Requirements for Electrical Equipment for
Measurement, Control and Laboratory Use.

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

This declaration is valid for all the IVD medical devices described above and which are placed on the

market by ourselves on or after the date hereof and which bear the CE marking.

Deventer, the Netherlands.

January 6, 2015

Dr. J. Mittendorf
QA & RA Manager

Page 1 of 4
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AJANTOR

PERFORMANCE MATERIALS

J.T.Baker® product list for CE marked products

Product no. |Pr0duct |Pack size 3416.0500 CyMet Erma 5 OQ ml
3841.1000PE  |CyMet H12 CN Free 1 liter
Hematology Analyzer 3853.1000 CyMet H20 1 liter
2983 BeneSphera™ 3-part Diff 1 unit 3425.0500 CyMet KX CN Free 500 ml
Hematology Analyzer H32 2985.1000PE__|CyMet LH 53 1 liter
Clinical Chemistry Analyzer 3489.1000PE__ |CyMet MBA 1 liter
2946 BeneSphera™ Clinical Chemistry 1 unit 3418.1000PE  |CyMet MD(T) 1 liter
Analyzer C72 2984.1000PE__ |CyMet MD(I) 53 1 liter
Diluents 3488.0500PE  |CyMet MD(II) 500 ml
3961 Diluid 100 Plus 20 liter 3497.0500PE  |CyMet MH CN Free 500 ml
2990.9010PC  |Diluid™ 22 10 liter 3852.1000 CyMet Micro 1 liter
3954 Diluid 590 20 liter 3863.1000 CyMet Micro CN free 1L micros
3969 Diluid 610 20 liter 3441.0500PE  |CyMet Mindray 500 ml
3430.9020 Diluid Abacus 20 liter 3440.0500PE CyMet Mindray CN Free 500 ml
3430.9010 Diluid Abacus 10 liter 3484.1000PE__ |CyMet NR 111 1 liter
3996 Diluid AC 900 20 liter 3486.1000PE  |CyMet NR III CN Free 1 liter
3476.9020PC  |Diluid APR 20 liter 3485.1000PE  |CyMet NR V 1 liter
3957 Diluid Azide free 20 liter 2988.5000PC  |CyMet Ruby CN Free 5 liter
2901.9010PC  |Diluid BS34 10 liter 3480.5000PC  |CyMet SF Baso 5L
3963 Diluid I11 Diff 20 liter 3481.5000PC  |CyMet SF Diff 1 51,
3963.9010 Diluid 111 Diff 10 liter 3482.0500PE  |CyMet SF Diff 2 500 ml
3459.9020 Diluid Erma 20 liter 3775.1000 CyMet ST 1600/2000 1 liter
3419.9020PC  |Diluid M5 20 liter 3759.5000 CyMet ST 1600/2000 CN free 5 liter
3439.9020PC | Diluid Mindray 20 liter 3759.1000 CyMet ST 1600/2000 CN free 1 liter
3483.9020PC  |Diluid NR 20 liter 3788 CyMet STX/STL 1 liter
2987.9020PC Diluid Ruby 20 liter 3475.5000PC LeucoLyse 5 liter
3832.9020 Diluid/Sheath 3200-4000 20 liter 2989.5000PC _ |LeucoLyse Ruby 5 liter
3976 Diluid ST 1600/2000 20 liter 3077 LyzerGlobin™ 500 ml
34959010PC  |Sheath D 10 liter 3769 LyzerGlobin 6x15ml
3471.9020PC  |Sheath Fluid 3000/3500 20 liter 3771 LyzerGlobin PCE 6x 15 ml
Lyses 3513.1000PE  |RBCLyse™ 1 liter
3998 CN-free Lyse Diff AC 900 5 liter 3518G.1000PE |[RBCLyse G 1 liter
3744 CyMet 1000 CN free 5 liter 3514.0500PE | WBCStabilise™ 500 ml
2986.0500PE  |CyMet™ 22 500 ml Reticulocyte Reagents
3469.9010PC  |CyMet 3000 10 liter 3493.1000PE  |RetiClear™ MHG 1 liter
3823.1000 CyMet 3200 CN free 1 liter 3774 RetiCount™ 30 ml
3839.5000PC  |CyMet 3500 5 liter 2953.0210PE  |RetiCount AS 210 ml
3825 CyMet 3500 CN free 5 liter 3777 RetiCount CD 15x3.5ml
3773.5000PC  |CyMet 4500 CN free 5 liter 3494.0200PE  |RetiCount G 200 ml
3975 CyMet 530+ CN free 10 liter Cleaners
3971 CyMet 590 CN free 5 liter 3507.9020 Blanking Solution Hgb 20 liter
3970 CyMet 610 CN free 10 liter 3947 Blanking Solution 1600/2000 20 liter
3977 CyMet 610 CN free 5 liter 3763 DetectoTerge™ 5 liter
3445.1000PE CyMet Abacus Baso 1 liter 3766 DetectoTerge 1 liter
3431.1000 CyMet Abacus CN free 1 liter 2970.0900PE, DetectoTerge BS 900 ml
3444.1000PE CyMet Abacus EO 1 liter 3917 HypoChlorite 5 liter
3479.1000PE  |CyMet APR Baso 11 1 liter 3900 ProCloan™ 5 liter
3417.0500PE CyMet APR CN free 500 ml 3768.1000 ProClean 1L micros
3478.1000PE __ [CyMet APR EO 1 liter 3432.1000PE  |ProClean Abacus 1 liter
2950.2500PE CyMet ASA 2.5 liter 3432.5000 ProClean Abacus 5 liter
2951.0500PE _ |CyMet ASB 500 ml 3902.0100PE  |ProClean CD 100 ml
2952.9010PC__ [CyMet AS CN Free 10 liter 3862.9020PC  [ProClean Extra 20 liter
3755 CyMet Automated 5 liter 3862.5000 ProClean Extra 5 liter
2982.0500PE CyMet BS3 CN free 500 ml 3862.1000 ProClean Extra 1 liter
2902.1000PE ___ |CyMet BS34 CN Free 1 liter 3867.1000PE  |ProClean Extra 1L micros
3968.0500 CyMet 111 Diff 500 ml 3498.1000PE  |ProClean MX5 1 liter
3968 CyMet 111 Diff 1 liter 3901 ProClean Plus 100 ml
3964 CyMet 111 Diff 5 liter 3442.5000PE  |Rinse Mindray 5 liter
3511.1000 CyMet 11 Diff CN free 1 liter
3511.5000 CyMet 111 Diff CN free 5 liter
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PERFORMANCE MATERIALS

Product no. |Product |Pack size
Reagent Packs

2910 |Reagent Pack BS34 |1 pack
Hematology Controls and Calibrators

3427/3428/3429 8-Parameter Control L./ N/H 2.5 ml
3463/3464/3465 8-Parameter Control L./ N/H 2.5 ml
3701/3702/3703 8-Parameter Control L/N/H 4.5 ml
3746 8-Parameter Control L+N+H 3x25ml
3747 8-Parameter Control 4xN 4x25ml
3751 8-Parameter Control 1xL+4xN+1xH 6x2.5ml
3633/3634/3635 8-Parameter Control ext L/N/H 2.5 ml
3433/3434/3435 3-Diff Control L./N/H 2.5 ml
3502/3503/3504 3-Diff Control L./N/H 4.5 ml
3466 3-Diff Control 4xL. 4x2.5ml
3467 3-Diff Control 4xN 4x25ml
3468 3-Diff Control 4xH 4x25ml
3421/3422/3423 3-Diff Control ext L./N/H 2.5 ml
3681/3682/3683 5D Control L/N/H 5.0 ml
3684/3685/3686 ADV-Diff Control L./N/H 3.5 ml
3613/3614/3615 BC-Diff 5 Control L./ N/H 4.5 ml
3940 Cal Set 1 2x25ml
3452/3453/3454 CD-Diff Control L/N/H 3.0 ml
3838 CD-Diff Control 2xL+2xN+2xH 6 x 3.0 ml
3455/3456/3457 K-Diff Control LL/N/H 2.5 ml
3424 Platelet Control Ext. value 5x3ml
3693/3694/3695 SF-Diff Control L/N/H 4.5 ml
3698/3699 WBC reduced RBC Control L/H 3.0 ml
3731/3732/3733 XE-Diff Control LL/N/H 4.5 ml
3652/3653/3654 XE-RET Control L./ N/H 3.0 ml
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AVANTOR

PERFORMANCE MATERIALS

Product no. |Pr0duct Pack size
Stains and Dyes

3800.1000PE Eosin-Y Alcoholic 1 liter
3800.2500PE Eosin-Y Alcoholic 2.5 liter
3800.9200 Eosin-Y Alcoholic 200 liter
3446.1000PE Eosin Y 0.5% Aqueous 1 liter
3446.9200 Eosin Y 0.5% Aqueous 200 liter
3856.0100 Giemsa 0.1 liter
3856.0500 Giemsa 0.5 liter
3856.1000 Giemsa 1 liter
3856.2500 Giemsa 2.5 liter
3856.9180ST Giemsa 180 liter
3870.1000 Hematoxyline (Mayer) 1 liter
3870.2500 Hematoxyline (Mayer) 2.5 liter
3873.1000 Hematoxyline (Harris, Gill II) 1 liter
3873.2500 Hematoxyline (Harris, Gill II) 2.5 liter
3873.9200 Hematoxyline (Harris, Gill II) 200 liter
3879.1000 Leishman 1 liter
3855.0500 May Grinwald 500 ml
3855.1000 May Grunwald 1 liter
3855.2500 May Grunwald 2.5 liter
3554.1000PE Papanicolaou Solution 2A 1 liter
3554.2500PE Papanicolaou Solution 2A 2.5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter
3555.1000PE Papanicolaou Solution 2B 1 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter
3556.1000PE Papanicolaou Solution 3B 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter
3556.9200PE Papanicolaou Solution 3B 200 liter
3876.1000 Shorr 1 liter
3878.1000 Wright 1 liter
Clearing agent

3905.2500PE UltraClear™ 2.5 liter
3905.5000PE UltraClear 5 liter
3905.9010PE UltraClear 10 liter
3905.9200 UltraClear 200 liter
Mounting media

3921.0500 UltraKitt™ 500 ml
3921.0600 UltraKitt 6x 100 ml
3921.9025ST UltraKit 25 liter
3882.0500 Mounting Medium High 500 ml
3883.0500 Mounting Medium Low 500 ml
Fixatives

3933.1000 10% v/v Buffered Formaldehyde 1 liter
3933.5000PC 10% v/v Buffered Formaldehyde 5 liter
3933.9010PE 10% v/v Buffered Formaldehyde 10 liter
3933.9020 10% v/v Buffered Formaldehyde 20 liter
3933.9200 10% v/v Buffered Formaldehyde 200 liter
3880.1000 Bouin’s Fixative 1 liter
3869.1200 Cervix Fixative 12 x 125 ml
3884.9010PC Cytology Fixative LBCM 10 liter
3409.9010 Immuno PBS 20x concentrated 10 liter
3059 PBS, diluting fluid for bloodgrouping |20 liter
3059.9010PC PBS, diluting fluid for bloodgrouping |10 liter
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%&" MINISTERIO
U» DE SANIDAD
[

&

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado niimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485: 2018
(EN 1SO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion 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 fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseiio, desarrollo y produccién de reactivos y productos reactivos, calibradores y materiales de control para
inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia molecular.

Disefio, desarrollo, produccién y servicio técnico de instrumentos y software para diagnéstico 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/ Scope modifications:: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 25-02-2021 Hasta/To: 18-11-2023
Certificacion inicial/ /nitial certification date: 27-11-2013

Renovaciones / Renewal of certification dates: 8-03-2019; 25-02-2021

Madrid, 23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

géncija e
¢ Spanola
. Medicga €ntos v
r
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 23/02/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 4TEYRF78EE

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89
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ANEXO I / ANNEX |

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

Modificaciones del alcance / Scope modifications:

Fecha/Date

Descripcion de la modificacién/ Modification description

18-12-2018

Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del ambito tecnoldgico

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

Ampliacion del &mbito tecnoldgico para incluir:

Inmunoquimica y microbiologia

Instrumentos y software para diagndstico “in vitro”.
Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “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

Madrid, 23 de febrero de 2021

DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencija e

. Sparnol
’ rr:edlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 4ATEYRF78EE

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es |” ”Ill “ || I|| | m | ‘Illlm || ‘ || | ‘ || I||

Fecha de la firma: 23/02/2021

CORREO ELECTRONICO

on0318@aemps.es

Pégina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89




Declaration of Conformity helena

Biosciences Europe

HL-7- 0511 DC DOI 2013/08 (3)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5376 Clauss Fibrinogen 100 55997
5376H Clauss Fibrinogen 100 55997

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % CM /% Date: 05 Aug 2013

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0512 DC DOI 2013/08 (4)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5556 Clauss Fibrinogen 50 55997
5556H Clauss Fibrinogen 50 55997

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % CM /% Date: 05 Aug 2013

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % CM /% Date: 06 Aug 2015

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7-DC-0814 Rev. 1

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex |l (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5560 APTT Si L Minus 55981

I, the undersigned, declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  C.J. Sandercock Title: QA and Regulatory Affairs Officer

7 P 7
Signed: ‘,./Z/)JMVW/é Date: 24 Nov 2020

M EC |REP

Helena Biosciences Europe, Prince Technologies B.V.
Gateshead, Tyne and Wear, Waanderweg 62,

NE11 0SD, United Kingdom 7812 HZ Emmen,

Tel +44 (0)191 482 8440 The Netherlands

info@helena-biosciences.com
www.helena-biosciences.com




MEJVK/IOH

000 "Meankaon”

127276 Mockea, BotaHndeckas ya. 35, '\ +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUDPUKAT MNPOU3BOAUTEAS
Ha «Habop peareHToB AAs onpeAcAeHUS TPYNN KPOBM YeAOBEKa
cucrem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LloAKAOH QHTU — A — MOHOKAOHAABHLIE QHTUTEAT (IgM) k aHTUreHy A
LIoAMKAOH QHTM ~ B — MOHOKACHAABHLIE QHTHUTEAG (lgM) k aHTureHy B
LloAnkaoH aHTV — AB — MOHOKAOHGALHBIE QHTUTEAQ (IgM) k aHtureHam A u B

) Perm;rpauMOHHoe yaocToBepeHue Ne $CP 2009/06043 ot 05 HosIGpsa 2009 r.

Hanmenosanne: Llommoion ABTH-A Bo ¢akoHax mo 10 i ¢ KpacHBIMH
KpHIIIKaMHA

Cepus: 211912

Hsrorosnen: 06.12.2021
Tomen mo: 06.12.2023

Eauunna: 100 mn
KonnuecTBo eqnaun 22

O6nem cepun: 10000 M.

Hacnopr: A211912 ot 06.12.2021

HaumeéeHosanue PeayasTaTh!
nokasareas Hopma no TY UCTIbITAHUIA
1. BHewmwi1 Bua
1.1 UoamkroH aHtn-A TpospayHas }MAKOCTL KPGCHOTO LBETA. CootsetcByer
1.2 UoankaoH antu-B Mpo3pavHas HMAKOCTL CUHEro LiBeTa.
1.3 UomxaoH aHT-AB Mpo3pauHan BecLseTHas MAM CAGTKA OKPOLLIGHHAS
XNAKOCTD.
2. Ceponornyeckue
CBOWCTBA
2.1 CneundbmuHocTs LioAKACH QHTU-A He AOAKEH ACBATL QITAOTUHALMA C CootBercieyer
apuTtpounrami rpynn B(ill) n Of)
LloAvkaoH aHTU-B He aonkeH Aqears arraioTUHAuMK ¢ | CootetcTayet
asputpoumutamu rpynn Al n Ofl)
Lioankaon aHTu-AB He AOAKEH AGBATL arrATMHAWMKM ¢ | CooteetcTayet
sputpoumramm rpynne Off)
2.2 TeMarrAOTYHAPYIOWAS | ATAISTUHAUMS HQ NACCKOCTI apuTpoLmMTos AL M B ¢ CooTBercreyer
cnocobHoCTs COOTBETCTBYIOLMMM LICAMKAQHCTIMM AOAKHO NOSBUTLCH 10cex.
He nosatee 10 cek. 1OC/D CMeRMBaHUA
2.3 Turp Tutp Lloakagreraniv-A B pedkiu GirpoTvHaLMK Ha| CooteercTayer
nacckoc™ g‘(z;'moumcw rpynibAll- 1:32- 1:64 | 1:32- 1:64
Tutp LloaigAosd anTi-B B peakuuid ‘arrfioTuiaumn na| Coomeercteyaet
NACCKOCTUC, SpuTpOUMTaMIA pYimb Bl 1:64 1:64
Tump LioavkAcEc'aHIn-AB, &' peakuim GIABTMHALM Ha | CooTBeTCTBYeT
naockocT e \apympoLutamid rpyrn Al 1:32 - 1:64|  1:32- 1:64
W BOIl) - 1:643%) )
Lloankaon cooTeeTtcTByer Tpebosakmam TV = 9398-1414 r%@;}wom
3aseaylowas OTK Q00 «MeankaoH» X g K.B. IOweHko




MEIMKIOH

000 "Meankaon”

127276 Mocksa, boranuieckas yA. 35, T\ +7495 231-2272  +7499 502-1214

NACNOPT~-CEPTUDUKAT NPOUIBOAUTEAY
Ha «Habop peareHToB AAM OnpeaeAeHHs TPYNN KPOBY YeAOBeKd
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LloAMKAOH aHTH — A — MOHOKAOHQALHEIE GHTUTEAQ (IlgM) k aHTUreny A
LloAnKAOH OHTM — B — MOHOKAOHOABHBIE HTUTEA] (IlgM) k axTurery B
LloAvKAOH aHTH — AB — MOHOKAOHGALHBIE GHTUTEAQ (lgM) & aHTreHom A n B

PermgrpauMOHHoe yaocTosepeHne Ne $CP 2009/06043 ot 05 HosBps 2009 r.

Hanmenosanue: Ilommkinon ApTa-AB -

Cepnsi: 025901

Hsrotosiren: 10.01.2022
TopeHn po: 10.01.2024

Eauauma: 100 mn
- KonuuecTBo equnun 5

O6nem cepun: 10000 M.

ITacnopt: AB025901 ot 10.01.2022 -

HovmeroraHve ; PesyasTars
rieKxasareas jiggMana TV VCTILITAHUIA
1. BHeLunwit Bup
1.1 UoarkaoH autn-A Tpo3paqHas KMAKOCTL KPACHORO LBETA. Coomercisyer
1.2 Uomkrox aHtm-B [poapayHas XMAKOCTs CHUHETo LBeTa.
1.3 LomkroH aH-AB MpoapauHas BecLeeTHas AU CAEIKA OKPOLLEHHAS
HUAKOCTB.
2. Ceposom4eckue
CBOWCTBA
2.1 CneunduyHoCTb LIoAUKACH OHTU-A He AOAKER AGBATL QITAOTUHALMM C Coomerciayer
sputpoumramm rpynn Bl v O()
HoAuKaoH aHTU-B He AOAKeH ACBATL QITAIOTMHALMK ¢ CootBetcByer
apuTtpouuramu rpynn A(ll) u O(l)
Llomkaon aHTI-AB He AOMKeH AQBATL QrrAIOTUHALMNK ¢ | CooTBeTcTayeT
spuTpoLmMTaMm rpynnk Of)
2.2 TeMarrAOTUHUPYIOWOS | ATAOTUHOLMS HG MAOCKOCTY 3puTPoLMToB Al B ¢ Coomsercreyer
cnocobHoCTb COOTBETCTBYIOLMMN LIOAMKAOHOMMW AOAKHC TIOSBUTLCS 10cexk.
He nosaHee 10 cex. IOCAS CMELUIMBAHNA
2.3 Tutp TnTp LioAvkaoHGAEHTI-A. B“PEGKLIMIN GITAOTMHALMK HO | CooteerctByer
nAockoc GApMTpoLMTamM rpYInEIALl) — 1:32 - 1:64 | 1:32 - 1:64
Tutp LloaukioHa aHTu-B B peckLiM afAoTUHALMM Ha| CooTeeTcTaysT
MACCKOCTH & SpUTpOLMTaMM rpyrTsh Bl ) 1:64 1:64
Tutp uo;wfmom QHTU-AB 8 DEaKUMA QITANIDTUHOLIM HO Coorsetcyer
MAOCKOCTI G BpHTRRUTAN FRyN f\(l 2 1:32- 1:64]  1:32-1:64
nB(h - 164N LT JE]
Hoavrron cooteetcTayer pebosarmam Ty - 9398/401:5 590-2009
3aseayiouias OTK OO0 «MeankaoH» - _ MO K.B. IOweHko




MELMK/OH

000 "Meankaon”

127276 Mocksa, botaHnyeckas yA. 35, \p  +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUDPUKAT NPOUIBOAUTEAS
Ha «<Habop peareHToB AAs onpeaeAetins rpynn KpoByM YEAOBEKA
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LIoAVIKAOH QHTU — A — MOHOKAOHQALHBIE aHTUTEAA (IgM) k aHTUreHy A
LloArKAOH QHTU ~ B — MOHOKAOHTALHbIE aHTUTeAd (IgM)} K aHTureny B
LloAnkaoH aHt — AB — MOHOKAOHAALHBIE aHTUTeAA (IgM) K aHTUreHam A U B

. PeructpaumonHose yaoctosepenmne Ne $CP 2009/06043 ot 05 HosiBps 2009 r.

Hanmenosanue: IfommxnoH ARTE-B Bo ¢akoHax mo 10 M1 ¢ cHEMMEA KpI:I]IIKaMH

Cepnsi: 212012

‘H3rorosBieH:

06.12.2021
Tonen mo: 06.12.2023

Epunnna: 100 M
KonuvecTrBo eaunnn 20

O6bem cepun: 10000 M.

Ilacmopt: B212012 ot 06.12.2021

HanmeHosanne PesyabTahl
nokasareAst Hopmano TV CbLITAHWUA
‘| 1. BHeLuHui BuA
1.1 UomtKAOH aHTU-A TMpo3pauHas }MAKOCTb KPACHOTO UBeTA. CootBerCTBYET
1.2 UonnaoH aHtn-B MpospayHas XMAKOCTL CUHero LgeTa.
1.3 Uommkaon anm-AB MNpospauqHan BeclpeTHas AU CAGTKQ OKPALLIEHHAS
MMAKOCTD.
2. Cepoaorudeckue
CBOMCTBA
2.1 CneuncpuyHoCTb Lloankaol aHTU-A He AONKEH ACBATE AmAoTUHALMK ¢ | CooTeercTeyer
spupoumrammi rpynn B(ill) n O(l)
LloAKAOH aHTU-B He AomkeH ACBOTL armaoTUHAUMM ¢ | CooTBeTcTRyeT
aputpouutamu rpynn Adll) u O(f)
LloavkacH aHTU-AB He AomkeH AaBaTh arraloTuHaumm ¢ | CooteetcTayeT
3apuTpouutamm rpynns O(l)
2.2 leMarraicmHUpYoWas | ArTAOTUHALMS HO NAGCKOCTU sputpoumtos Al B ¢ CootBetctyet
cnocobHocTh COOTBETCTBYIOLMMU LIOAMKACHAMM AOAKHO NOSBUTLCS 10cexk.
He nosaHee 10 ceK-,ﬂacnb'théumaaHMﬂ
2.3 Tuip Tutp LlomkaoHoyaT-A-& péanuﬁw"arrmomr-lcum Ha| Coorercteyer
naockoc caputpoumtamy rpyrisi Al - 1:32 - 1:64 | 1:32 - 1:64
Tutp Llomtd\bﬂc aH-B B peakums, CI1T OTvHaLWM Ha| CooTtBetcTRYyeT
MACCKOCTH/E /3pUTPOLUTAMA TRy B{JIIJ 1:64 1:64
Tuip Llommcan aHm-AB B peakum ar,-@dmuuunn Ha| CootseTtetByeT
é ' 1:32-1:64
3aeeayowwas OTK OO0 «MearKAOH» K.B. iOuweHko




» 000 "Meankaon"
MEIWNKNOH

127276 Mocksa, botaHnyeckas ya 35, T\ +7495 231-2272  +7499 502-1214

NMACNOPT-CEPTUDPUKAT NPOUIBOAUTEAS
Ha «Habop peareHToB AAS ONpeAeAeHUs Tpynn KPOBM YeAOBEKA
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009
'( HLOAMKAOH AntH-D Cynep)

PemctpalmonHoe yaoctosepetne Ne ©CP 2009/06043 ot 05 Hosbps 2009 r

HanmenoBanue: Ilommxion Aura-D Cynep Bo (Imaxonax 1o 10 M ¢ 3eNICHEIMHA

KphIIIKaMHA
Cepusi: 217012 Eaununa: 100 Mo

. % MHMsroroBaen: 13.12.2021 Konnuecrso exunann 10
Tonen po: 13.12.2023 | O6Bem cepun: 10000 M.

Hacnopr: JIc217112 ot 13.12.2021

HawmeHoBaHve Hopma nio TV Pe3YI\bT<JTI:|
nokaaareas UCTIBITAHWA
1. BHeluHwi BuA NpoapayHas xwuakocTs ceeTrc-BexeBoro Lseta Coortserctayer
2. Ceponormyeckue
cBoVCTBA
2.1 CneumdmyHoCTb Uoavkaon AHti-D Cynep He AOAKeH QrTAIOTMHMPOBATL Coortserctayer
D{-) sputpoumTsI.
2.2 TeMarrAloTMHMpYIoLLIas - | YeTKasi peakums arrAioTUHALMM AOAKHA HOCTYMATH B Cooreercrayet
crnocobHocTb TedeHue 30 cek nocAe cMelMBaHKUs peareHTd ¢ D{+) 30cek
apuUTpoUMTaMK
2.3 Tvmp Tmip  Uoaukaona Awm-D  Cynep B8 peakum| Cootsercreyer
arrAICTUHALWMKM HA naockocT ¢ D(+) spurpoumramm 1:32

1:32 o=
o g

Tutp Uoankaona Aurﬁ' B Qynep_, . CoortBetcTayeTr
1:256

3aseayloLas - /
OTK OO0 «MeAUKAOH? X / . .B. OweHko



000 “MunuMen”, 241520, Poccuickan ®Pepepaumns, BpsaHckaa obnacTs,
BpaHckmi panoH, c. CynoHeso, yn. lLoccennan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

® MuorokaHanbHbIi Homep - 8-800-100-48-32
®Dakc (4832) 92-24-54, 92-24-59, 92-24-61

nocmaswuk nabopamopuid WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrpaunonnoe ynoctoseperue Ne @CP 2009/05559 ot 04.12.2015 r.
IMacnopT

Haoop pearenToB «Macj10 HMMepPCHOHHOE)
mo TY 9398-011-29508133-2009

Cepnsn 1094 Jara u3roroBiieHus 10.09.2021] e.

1. Hazuauenue
Hcnonb3yercst B Ka4ecTBe MMMEPCHOHHOMH KHIKOCTH I71A CBETOBOH M (DAYOpPECLEHTHOH MHKPOCKONHH, o0iaaaet
HHU3KHM YPOBHEM ABTO(TYOPCCLCHLIHH.

2. Texunueckne TpedoBanus

Xa])a KTEePHCTHKA | Pcay.rl bTAThI

HanmenoBanne nokasarens
Hopmano TY AHAJIM3A

[Ipo3zpaunas GecuBeTHAs KUAKOCTD

OpraHonenTHYecKHe NoKaszaTenu coomeemcmeyem
€O €1a0BIM KECATOBATHIM OTTCHKOM

Bsi3kocTs KMHEMaTHueckas npu temneparype 20°C, mv?/c ot 220 1267

TlokazaTens npenomaeHHs npu Temneparype 20°C ot 1,5150 mo 1,5180 1,5154

440 uu-98,8

aq 0
Koa(munent nponyckanns macna, % He menee 70 540 1m-100.0

MMMepcHOHHOE MAcro JIerko YAasaseTcs C MOBEPXHOCTH Mpenapara, ()POHTATBHON JMH3bI M ONPABbl OOBEKTHBA;
HHEPTHO K OKPALLUCHHBIM H HCOKPAIICHHBIM MPEnaparam.

Ynaxoeka — (prmakoH-kaneabHULAa BMecTHMOCTERO 10,0 Mn ofecneuHBacT aKKypaTHOC H IKOHOMMHHOC HAHCCCHUC
MAcIa Ha Npenapar.

Cpoxk rognocTs — 1,5 roja ¢ 2aTsl H3TOTOBICHHSL.

3. TpancnopTHPOBAHKE H XPAHCHHE
TpaHCDU]}THpOBaHHC J0JKHO TIPOBOOWATECA BCCMH BHIAMH KPBITOTO TPAHCIIOPTA B COOTBCTCTBHH C MPABHIIAMH
NEPEBO3KH IPY30B, ACHCTBYIOIIHMH HA JAHHOM BHIC TPAHCMOPTA., XPAHCHUE - B YNAKOBKC MPCANPHATHA-H3TOTOBHTENA B
MPOXJTATHOM MECTE¢ TMPH OTHOCHTEIBHOH BIAXKHOCTH BO3AYyXa He Gonmee 80% B MecTax, 3AIMIICHHBIX OT BO3ACHCTBMS
NpAMBIX COJTHCYUHEBIX J!y‘!eﬁ, aTMOC[IJepHBiX 0CAAKOB H ArpCCCHBHBIX CPCO B TCHUCHHC BCCTO CPOKA TOAHOCTH,

4. TapanTun M3roTOBATEN
H3roToBuTeaL rapaHTHPYCT COOTBCTCTBHE KAaucCTBA Habopa pearcHToB «Macmo ummepcnorHoe» Tpebosanuam TY
9398-011-29508133-2009 npu cobnroneHMH NOTpeduTENeM YCIOBHI TPAHCMOPTHPOBAHHS, XPAHCHHA W NPHMCHEHHS B
TEUCHHE BCET0 CPOKA MOJIHOCTH.

Hauvansnuk IITO Baouu B.A.
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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



Nuova APTACA s.r..

5 ‘”z’
5\3- A é; Regione Monforte, 30 -14053 Canelli (Asti) ITALY
< %g Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
%g e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com

- 08
APTACA%% P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.A. MB 1167248

CERTIFIED COMPANY UNI EN ISO 9001:2008 & UNI CEI EN 1SO 13485:2012

DICHIARAZIONE DI CONFORMITA’ C€
C€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

PROVETTE E TAPPI
TEST TUBES AND CAPS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> Classificazione EDMA: 51091001 - Other containers for samples of human origin
EDMA code: 51091001 - Other containers for samples of human origin

> La presente dichiarazione e stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.
The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released
Canelli, 26.07.2015 Du

Responsabilg

d BFONO
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION
1005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
1005/S Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
1006 Provetta cilindrica 3ml, PS Cylindrical test tubes 3ml, PS
1006/MO Provetta cilindrica 3ml, PP Cylindrical test tubes 3ml, PP
10061 Provetta cilindrica in TPX 7ml TPX cylindrical test tubes 7ml
10062 Provetta cilindrica in TPX 10ml TPX cylindrical test tubes 10ml
10063 Provetta cilindrica in TPX 16ml TPX cylindrical test tubes 16ml
10064 Provetta cilindrica in TPX 26ml TPX cylindrical test tubes 26ml
10065 Provetta cilindrica in TPX 30ml TPX cylindrical test tubes 30ml
10066 Provetta cilindrica in TPX 31ml TPX cylindrical test tubes 31ml
10067 Provetta cilindrica in TPX 48ml TPX cylindrical test tubes 48ml
10068 Provetta cilindrica in TPX 75ml TPX cylindrical test tubes 75ml
10069 Provetta cilindrica in TPX 110ml TPX cylindrical test tubes 110ml
10070 Provetta cilindrica in TPX 160ml TPX cylindrical test tubes 160ml
10071 Provetta cilindrica in TPX 200ml TPX cylindrical test tubes 200ml
1008/C Tappo per art. 1014/C Cap for art. 1014/C
1009/C/E Provetta conica 10ml, PS, etichetta Conical test tubes 10ml, PS, label
1009/CIT Provetta conica 10ml, PS, tappo Conical test tubes 10ml, PS, cap
1009/C/TBE/CS Provetta conica 10ml, PS, tappo bianco, etichetta, confezione singola Conical test tubes 10ml, PS, white cap, label, individually wrapped
1009/CITICS Provette coniche 10ml, PS, con bordo, graduate, @16x100 mm, Conical test tubes 10ml, PS, cap
1009/C/TB Provetta conica 10ml, PS, tappo bianco Conical test tubes 10ml, PS, white cap
1009/C/TB/E Provetta conica 10ml, PS, tappo bianco, etichetta Conical test tubes 10ml, PS, white cap, label
1009/C/TE Provetta conica 10ml, PS, tappo, etichetta Conical test tubes 10ml, PS, cap, label
1009/C/TE/CS Provette coniche 10ml in PS con bordo, graduate,@16x100 mm Conical test tubes 10ml, PS, cap, label
1009/C/TG Provetta conica 10ml, PS, tappo giallo Conical test tubes 10ml, PS, yellow cap
1009/C/TR Provetta conica 10ml, PS, tappo rosso Conical test tubes 10ml, PS, red cap
1009/E Provetta cilindrica 10ml, PS, etichetta Cylindrical test tubes 10ml, PS, label
1009/MO/E Provetta cilindrica 10ml, PP, etichetta Cylindrical test tubes 10ml, PP, label
1009/MO/T Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10mi, PP, cap
1009/MO/T/100 Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10mi, PP, cap
1009/MO/T/AL Provetta cilindrica 10ml, PP, tappo alettato Cylindrical test tubes 10ml, PP, cap with tongue
1009/MOITICS Provetta cilindrica 10ml, PP, tappo, confezione singola Cylindrical test tubes 10ml, PP, cap, individually wrapped
1009/MO/TB Provetta cilindrica 10ml, PP, tappo bianco Cylindrical test tubes 10ml, PP, white cap
1009/MO/TB/E Provetta cilindrica 10ml, PP, tappo bianco, con etichetta Cylindrical test tubes 10ml, PP, white cap, with label
1009/MOITE Provetta cilindrica 10ml, PP, tappo, etichetta Cylindrical test tubes 10ml, PP, cap, label
1009/MO/TG Provetta cilindrica 10ml, PP, tappo giallo Cylindrical test tubes 10ml, PP, yellow cap
1009/MO/TR Provetta cilindrica 10ml, PP, tappo rosso Cylindrical test tubes 10ml, PP, red cap
1009/MOC/E Provetta conica 10ml, PP, etichetta Conical test tubes 10ml, PP, label
1009/MOCIT Provetta conica 10ml, PP, tappo Conical test tubes 10ml, PP, cap
1009/MOC/TB Provetta conica 10ml, PP, tappo Conical test tubes 10ml, PP, cap
1009/MOCITE Provetta conica 10ml, PP, tappo, etichetta Conical test tubes 10ml, PP, cap, label
1009/MOC/TR Provetta conica 10ml, PP, tappo rosso Conical test tubes 10ml, PP, red cap
1009/MOC/TR/E Provetta conica 10ml, PP, tappo rosso ed etichetta Conical test tubes 10ml, PP, red cap and label
1009/T Provetta cilindrica 10ml, PS, tappo Cylindrical test tubes 10ml, PS, cap
1009/TB Provette cilindriche da 10ml, PS, bordo, graduate, @16x100mm Cylindrical test tubes 10ml, PS, cap
1009/TBE/CS Provette cilindriche da 10ml, PS, bordo, graduate, @16x100mm Cylindrical test tubes 10ml, PS, cap
1009/TB/E Provetta cilindrica 10ml, PS, tappo bianco, etichetta Cylindrical test tubes 10ml, PS, white cap, label
1009/TB/E/RACK Provetta cilindrica 10ml, PS, tappo bianco, etichetta, in rack da 100 pcs Cylindrical test tubes 10ml, PS, white cap, label, in rack of 100 pieces
1009/TE Provetta cilindrica 10ml, PS, tappo, etichetta Cylindrical test tubes 10ml, PS, cap, label
1009/TE/CS Provette cilindriche 10ml, PS, @16x100mm, con bordo e tappo, Cylindrical test tubes 10ml, PS, cap, label
1009/TR Provetta cilindrica 10ml, PS, tappo rosso Cylindrical test tubes 10ml, PS, red cap
1009/TR/E Provette cilindr.da 10ml in PS graduate con bordo e etichetta Cylindrical test tubes 10ml, PS, red cap
1010/E Provetta cilindrica 3ml, PS, etichetta Cylindrical test tubes 3ml, PS, label
1010/MO/E Provetta cilindrica 3ml, PP, etichetta Cylindrical test tubes 3ml, PP, label
1010/MO/T Provetta cilindrica 3ml, PP, tappo Cylindrical test tubes 3ml, PP, cap
1010/MOITE Provetta cilindrica 3ml, PP, tappo, etichetta Cylindrical test tubes 3ml, PP, cap, label
1010/T Provetta cilindrica 3ml, PS, tappo Cylindrical test tubes 3ml, PS, cap
1010/TE Provetta cilindrica 3ml, PS, tappo, etichetta Cylindrical test tubes 3ml, PS, cap, label
10121 Provetta cilindrica in polipropilene 7ml Polypropylene cylindrical test tubes 7ml
10122 Provetta cilindrica in polipropilene 10ml Polypropylene cylindrical test tubes 10m/
10123 Provetta cilindrica in polipropilene 16ml Polypropylene cylindrical test tubes 16ml
10124 Provetta cilindrica in polipropilene 26ml Polypropylene cylindrical test tubes 26ml
10125 Provetta cilindrica in polipropilene 30ml Polypropylene cylindrical test tubes 30ml
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Cop. DESCRIZIONE DESCRIPTION
10126 Provetta cilindrica in polipropilene 31ml Polypropylene cylindrical test tubes 31ml
10127 Provetta cilindrica in polipropilene 48ml Polypropylene cylindrical test tubes 48ml
10128 Provetta cilindrica in polipropilene 75ml Polypropylene cylindrical test tubes 75ml
10129 Provetta cilindrica in polipropilene 110ml Polypropylene cylindrical test tubes 110ml
10130 Provetta cilindrica in polipropilene 160ml Polypropylene cylindrical test tubes 160ml
10131 Provetta cilindrica in polipropilene 200ml Polypropylene cylindrical test tubes 200ml
1014 Provetta cilindrica per RIA 4ml, PS Cylindrical test tubes for RIA 4ml, PS
1014/C Provetta cilindrica per RIA 3ml, PS Cylindrical test tubes for RIA 3ml, PS
1014/C/T Provetta cilindrica per RIA 3ml, PS, tappo Cylindrical test tubes for RIA 3ml, PS, cap
1014/C+1008/C Provetta cilindrica per RIA 3ml, PS + tappo cod. 1008/C non inserito Cylindrical test tubes for RIA 3ml, PS + cap cod. 1008/C not inserted
1014+1128 Provetta cilindrica per RIA 4ml, PS + tappo cod. 1128 non inserito Cylindrical test tubes for RIA 4ml, PS + cap cod. 1128 not inserted
10150 Provetta con tappo a vite e base appoggio 10ml, in PP, graduata, @16x100 ;jsstx%%es with screw cap and selfstanding base 10mi. inSSERRRRREC:
10150/E Provetta con tappo a vite e base appoggio 10ml, in PP, graduata, @16x100, | Test tubes with screw cap and selfstanding base 10ml, in PP, graduated,

con etichetta @16x100, with label

10160 Provetta con tappo a vite e base appoggio 5ml, in PP, graduata, @16x50 ;jsgxé%bes with screw cap and selfstanding base SEESERESEEIEEEEE
10160/E Provetta tappo a vite e base appoggio 5ml, in PP, graduata, @16x50, etichetta | Test tubes crew cap, selfstanding base 5ml, in PP, graduated, @16x50, label
1018 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS
1018/MO Provetta cilindrica 5ml, PP Cylindrical test tubes 5ml, PP
10181 Provetta cilindrica in polistirolo cristallo 7ml Polystyrene crystal cylindrical test tubes 7ml
10182 Provetta cilindrica in polistirolo cristallo 10ml Polystyrene crystal cylindrical test tubes 10m/
10183 Provetta cilindrica in polistirolo cristallo 16ml Polystyrene crystal cylindrical test tubes 16ml
10184 Provetta cilindrica in polistirolo cristallo 26ml Polystyrene crystal cylindrical test tubes 26ml
10185 Provetta cilindrica in polistirolo cristallo 30ml Polystyrene crystal cylindrical test tubes 30ml
10186 Provetta cilindrica in polistirolo cristallo 31ml Polystyrene crystal cylindrical test tubes 31ml
10187 Provetta cilindrica in polistirolo cristallo 48ml Polystyrene crystal cylindrical test tubes 48ml
10188 Provetta cilindrica in polistirolo cristallo 75ml Polystyrene crystal cylindrical test tubes 75ml
10189 Provetta cilindrica in polistirolo cristallo 110ml Polystyrene crystal cylindrical test tubes 110m/
10190 Provetta cilindrica in polistirolo cristallo 160ml Polystyrene crystal cylindrical test tubes 160ml
10191 Provetta cilindrica in polistirolo cristallo 200ml Polystyrene crystal cylindrical test tubes 200ml
10205 Provette cilindriche da 5ml, in PP, con tappo attaccato, Cylindrical test tubes 5ml, in PP, with hinged lid
10206 Provette cilindriche da 10ml, in PP, con tappo attaccato, Cylindrical test tubes 10ml, in PP, with hinged lid
10241 Provetta conica in TPX 10ml TPX conical test tubes 10ml
10242 Provetta conica in TPX 16ml TPX conical test tubes 16ml
1025 Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5ml, PS
1025/B Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5mi, PS
1025/MO Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5mi, PP
1025/MO/B Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5mi, PP
10251 Provette in polietilene da 3 ml 3 ml test tubes in polyethylene
10252 Provette in polietilene da 5 ml 5 ml test tubes in polyethylene
1027 Tappo chiuso sul fondo per provetta @16, PE Stoppers closed at the bottom for test tubes @16, PE
10271 Provetta conica in polipropilene 10ml Polypropylene conical test tubes 10ml
10272 Provetta conica in polipropilene 16ml Polypropylene conical test tubes 16ml
1028 Tappo chiuso sul fondo per provetta @12, PE Stoppers closed at the bottom for test tubes @12, PE
1029 Tappo chiuso sul fondo per provetta @13, PE Stoppers closed at the bottom for test tubes @13, PE
1031 Provetta per urina 12ml, PS, tappo Urine test tubes 12ml, PS, cap
1031/500+1017 Provetta per urina 12ml, PS, tappo + etichette cod. 1017 Urine test tubes 12ml, PS, cap + labels cod. 1017
1031/CS Provetta per urina 12ml, PS, tappo, confezione singola Urine test tubes 12ml, PS, cap, individually wrapped
1031/CS/PI Provetta per urina 12ml, PS, tappo presa igienica, confezione singola Urine test tubes 12ml, PS, cap, individually wrapped
1031/E Provetta per urina 12ml, PS, tappo, etichetta Urine test tubes 12ml, PS, cap, label
1031/E/500 Provetta per urina 12ml, PS, tappo, etichetta Urine test tubes 12ml, PS, cap, label
1031/E/CS Provette per urina da 12ml, in PS, graduate, @17x105 mm, Urine test tubes 12ml, PS, cap, label
1031/E/S Provetta per urina 12ml, PS, etichetta Urine test tubes 12ml, PS, label
1031/G Provetta per urina 12ml, PS, tappo giallo non inserito Urine test tubes 12ml, PS, yellow cap not inserted
1031/S Provetta per urina 12ml, PS Urine test tubes 12ml, PS
1031/S/1500 Provetta per urina 12ml, in PS, confezioni da 1500pcs Urine test tubes 12ml, in PS, pack of 1500 pcs
1031/T Provetta per urina 12ml, PS, tappo Urine test tubes 12ml, PS, cap
1031/TE Provetta per urina 12ml, PS, tappo ed etichetta Urine test tubes 12ml, PS, cap and label
1034 Tappo per art. 1031/S, PE Caps for art. 1031/S, PE
1034.01 Tappo per art. 1031/S, PE, colore rosso Caps for art. 1031/S, PE, red colour
1034.02 Tappo per art. 1031/S, PE, colore giallo Caps for art. 1031/S, PE, yellow colour
1034/R Tappo per art. 1031/S, PE, colore rosso Caps for art. 1031/S, PE, colour red
1035/E Provetta cilindrica fondo piatto 5ml, PS, etichetta Flat bottom cylindrical test tubes 5ml, PS, label
1035/MO/E Provetta cilindrica fondo piatto 5ml, PP, etichetta Flat bottom cylindrical test tubes 5ml, PP, etichetta
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Cop. DESCRIZIONE DESCRIPTION
1035/MO/T Provetta cilindrica fondo piatto 5ml, PP, tappo Flat bottom cylindrical test tubes 5ml, PP, cap
1035/MOITE Provetta cilindrica fondo piatto 5ml, PP, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PP, cap, label
1035/T Provetta cilindrica fondo piatto 5ml, PS, tappo Flat bottom cylindrical test tubes 5mi, PS, cap
1035/TE Provetta cilindrica fondo piatto 5ml, PS, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PS, cap, label
10351 Provette coniche 50ml, PP, tappo a vite Conical test tubes 50ml, PP, screw cap
10351/E Provette coniche 50ml, PP, tappo a vite, etichetta Conical test tubes 50ml, PP, screw cap, label
10351/R Provette coniche 50ml, PP, tappo a vite rosso Conical test tubes 50ml, PP, red screw cap
10351/S Provette coniche 50ml, PP, tappo a vite azzurro non inserito Conical test tubes 50ml, PP, light blue cap not inserted
10352 Provetta conica 15ml, PP, tappo a vite Conical test tubes 15ml, PP, screw cap
10352/E Provetta conica 15ml, PP, tappo a vite, etichetta Conical test tubes 15ml, PP, screw cap, label
10352/R Provetta conica 15ml, PP, tappo a vite rosso Conical test tubes 15ml, PP, red screw cap
10361 Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap
10361/B Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap
10361/E Provetta cilindrica 10ml, PS, tappo a vite, etichetta Cylindrical test tubes 10ml, PS, screw cap, label
10361/MO Provetta cilindrica 10ml, PP, tappo a vite Cylindrical test tubes 10mi, PP, screw cap
10361/MO/S Provetta cilindrica 10ml, PP, senza tappo a vite Cylindrical test tubes 10ml, PP, without screw cap
10361/R Provetta cilindrica 10ml, PS, tappo a vite rosso Cylindrical test tubes 10ml, PS, red screw cap
10361/S Provette cilindriche 10ml, PS tappo a vite a parte Cylindrical test tubes 10ml, PS, red screw cap not assembled
10362 Provetta cilindrica 15ml, PS, tappo a vite Cylindrical test tubes 15mi, PS, screw cap
10363 Provetta cilindrica 20ml, PS, tappo a vite Cylindrical test tubes 20mi, PS, screw cap
10363/R Provetta cilindrica 20ml, PS, tappo a vite rosso Cylindrical test tubes 20ml, PS, red screw cap
1038/E Provetta cilindrica 5ml, PS, etichetta Cylindrical test tubes 5ml, PS, label
1038/MO/E Provetta cilindrica 5ml, PP, etichetta Cylindrical test tubes 5ml, PP, label
1038/MO/T Provetta cilindrica 5ml, PP, tappo Cylindrical test tubes 5ml, PP, cap
1038/MO/T/100 Provetta cilindrica 5ml, PP, tappo, confezioni da 100 pcs Cylindrical test tubes 5ml, PP, cap, bags of 100 pcs
1038/MOITE Provetta cilindrica 5ml, PP, tappo, etichetta Cylindrical test tubes 5ml, PP, cap, label
1038/MO/TN Provetta cilindrica 5ml, PP, tappo Cylindrical test tubes 5ml, PP, cap
1038/T Provetta cilindrica 5ml, PS, tappo Cylindrical test tubes 5ml, PS, cap
1038/TE Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label
1038/TR/E Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label
10401 Tappo per provetta @12, PE Caps for test tubes @12, PE
10402 Tappo per provetta @16, PE Caps for test tubes @16, PE
10403 Tappo per provetta @14,5, PE Caps for test tubes @14.5 PE
10404 Tappo per provetta @18, PE Caps for test tubes @18, PE
10405 Tappo per provetta @24, PE Caps for test tubes @24, PE
10406 Tappo per provetta @30, PE Caps for test tubes @30, PE
10407 Tappo per provetta @35, PE Caps for test tubes @35, PE
10408 Tappo per provetta @40, PE Caps for test tubes @40, PE
10409 Tappo per provetta @45, PE Caps for test tubes @45, PE
10410 Tappo per provetta @50, PE Caps for test tubes @50, PE
10411 Tappo per provetta @20, PE Caps for test tubes 920, PE
1075 Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS
1075/250 Provetta cilindrica 5ml tipo SORVALL CW1, PS, confezioni da 250 pezzi Cylindrical test tubes 5ml SORVALL CW1 type, PS, bags of 250 pieces
1075/C Provetta conica da 4,5 mlin PS, @12 x 75 mm 4.5 ml conical test tubes in PS, @12 x 75 mm
1075/C/IT Provetta conica da 4,5 mlin PS, @12 x 75 mm, con tappo 4.5 ml conical test tubes in PS, @12 x 75 mm, with cap
1075/E Provetta cilindrica 5ml tipo SORVALL CW1, PS, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PS, label
1075/MO Provetta cilindrica 5ml tipo SORVALL CW1, PP Cylindrical test tubes 5ml SORVALL CW1 type, PP
1075/MOIT Provetta cilindrica 5ml tipo SORVALL CW1, PP, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PP, label
1075/MOC Provetta conica 5ml tipo SORVALL CW1, PP Conical test tubes 5ml SORVALL CW1 type, PP
1075/S Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS
1075/S Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS
1075/T Provetta cilindrica 5ml tipo SORVALL CW1, PS, tappo Cylindrical test tubes 5ml SORVALL CW1 type, PS, cap
1075/TE Provetta cilindrica 5ml tipo SORVALL CW1, PS, tappo, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PS, cap, label
1075+1128 Provetta cilindrica 5ml tipo SORVALL CW1, PS + tappo cod. 1128 Cylindrical test tubes 5ml SORVALL CW1 type, PS + cap cod. 1128
1075+1128.02 Provette cilindriche 5ml PS tipo Sorvall, @12x75 mm con Cylindrical test tubes 5ml SORVALL CW1 type, PS + cap cod. 1128.02
1124 Tappo antievaporazione, PE Anti-Evaporation caps, PE
1127 Tappo alettato per provetta @16, PE Stoppers with tongues for test tubes @16, PE
1128 Tappo alettato per provetta @12, PE Stoppers with tongues for test tubes @12, PE
1130 Tappo alettato per provetta @13, PE Stoppers with tongues for test tubes @13, PE
1131 Provetta speciale per urina 12ml, PS, tappo Special urine test tubes 12ml, PS, cap
1131/E Provetta speciale per urina 12ml, PS, tappo, etichetta Special urine test tubes 12mi, PS, cap, label
1131/E/S Provetta speciale per urina 12ml, PS, etichetta Special urine test tubes 12ml, PS, etichetta
1131/G Provetta speciale per urina 12ml, PS, tappo giallo Special urine test tubes 12mi, PS, yellow cap
1131/S Provetta speciale per urina 12ml, PS Special urine test tubes 12ml, PS
1131/S/1500 Provetta speciale per urina 12ml, PS, confezioni da 1500 pcs Special urine test tubes 12ml, PS, pack of 1500 pcs
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Cop. DESCRIZIONE DESCRIPTION
1131/T Provetta speciale per urina 12ml, PS, tappo inserito Special urine test tubes 12ml, PS, with inserted cap
1134 Tappo presa igienica per art. 1131/S, PE, colore azzurro Caps with sanitari grip for art. 1131/S, PE, light blue colour
1134.01 Tappo presa igienica per art. 1131/S, PE, colore rosso Caps with sanitari grip for art. 1131/S, PE, red colour
1134.02 Tappo presa igienica per art. 1131/S, PE, colore giallo Caps with sanitari grip for art. 1131/S, PE, yellow colour
11452 Provetta conica 15ml, PS, tappo a vite giallo Conical test tubes 15ml, PS, yellow screw cap
11452/E Provetta conica 15ml, PS, tappo a vite giallo, etichetta Conical test tubes 15ml, PS, yellow screw cap, label
11452/S Provetta conica 15ml, PS, tappo a vite giallo Conical test tubes 15ml, PS, yellow screw cap
1147 Tappo chiuso sul fondo per provetta @16, PE Stoppers closed at the bottom for test tubes @16, PE
1148 Tappo chiuso sul fondo per provetta @12, PE Stoppers closed at the bottom for test tubes @12, PE
11581 Provette coniche per centrifuga da 13,5ml in PS, graduate a 5ml e 10ml, | 13,5ml centrifuge conical test tubes in PS, graduated at 5ml and 10ml,
@16x110mm, tappo a vite @16x110mm, screw cap
1164 Provetta cilindrica 11x64, PS Cylindrical test tubes 11x64, PS
1168 Provette cilindriche da 1 mlin PS Cylindrical test tubes 1 mlin PS
11681 Provette coniche per centrifuga da 13,5ml in PP, graduate a 5ml e 10ml, | 13,5m/ centrifuge conical test tubes in PP, graduated at 5ml and 10ml,
@16x110mm, tappo a vite @16x110mm, screw cap
11681/E Provette coniche per gentrifuga _da 13,5ml in PP, graduate a 5ml e 10ml, | 13,5ml centrifuge conical _test tubes in PP, graduated at 5ml and 10mi,
@16x110mm, tappo a vite, con etichetta @16x110mm, screw cap, with label
1375 Provetta cilindrica 13x75, PS Cylindrical test tubes 13x75, PS
1375/E Provetta cilindrica 13x75, PS, etichetta Cylindrical test tubes 13x75, PS, label
1375/MO Provetta cilindrica 13x75, PP Cylindrical test tubes 13x75, PP
1375/MOIT Provetta cilindrica 13x75, PP, tappo Cylindrical test tubes 13x75, PS, cap
1375/MOITE Provetta cilindrica 13x75, PP, tappo, etichetta Cylindrical test tubes 13x75, PS, cap, label
1375/S PROVETTE CILINDRICHE 13X75 PS SENZA BORDO Cylindrical test tubes 13x75, PS
1375/T Provetta cilindrica 13x75, PS, tappo Cylindrical test tubes 13x75, PS, tappo
1375/T/E Provetta cilindrica 13x75, PS, tappo, etichetta Cylindrical test tubes 13x75, PS, cap, label
15331/TE/R Provetta per urina per strumenti automatici 10ml, PS, tappo, etichetta, in rack | Urine test tubes for instruments 10ml, PS, cap, label, in rack
15361 Provette cilindriche da 10ml in PS, scala graduate e banda di scrittura | 10 ml cylindrical test tubes in PS, writing surface and scree-printed graduation,
serigrafata, @16x100mm, tappo a vite @16x100 mm, screw cap
. ) . 10 ml cylindrical test tubes in PP, writing surface and scree-printed graduation,
15361/MO Provette cilindriche 10ml in PP, graduate serigrafate, con @16x100 mm, screw cap
15362 Provette cilindriche da 15ml in PS, scala graduate e banda di scrittura | 15 ml cylindrical test tubes in PS, writing surface and scree-printed graduation,
serigrafata, @16x120mm, tappo a vite @16x120 mm, screw cap
1625 Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5ml, PS
1625/MO Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5ml, PP
1650.01 Provette cilindriche in PS da 20 ml, @16 x 150 mm, non graduate, senza | 20 ml cylindrycal test tubes in PS, @16 x 150 mm, non graduated, without rim,
i bordo, colore BLU BLUE colour
1650.02 Provette cilindriche in PS da 20 ml, @16 x 150 mm, non graduate, senza | 20 ml cylindrycal test tubes in PS, @16 x 150 mm, non graduated, without rim,
; bordo, colore ROSSO RED colour
1650.03 Provette cilindriche in PS da 20 ml, @16 x 150 mm, non graduate, senza | 20 ml cylindrycal test tubes in PS, @16 x 150 mm, non graduated, without rim,
i bordo, colore VERDE GREEN colour
1675 Provetta cilindrica 16x75, PS Cylindrical test tubes 16x75, PS
1675/MO Provetta cilindrica 16x75, PP Cylindrical test tubes 16x75, PP
1675MO+1147+CUP | Kit di provetta in PP @16x75 + tappo presa igienica bianco + Cylindrical test tubes 16x75, PP
20351 Provetta conica 50ml, PP, tappo a vite, base di appoggio Conical test tubes 50ml, PP, with screw cap, selfstanding base
20351/P Provette coniche PP 50ml, con base d'appoggio, tappo a vite Conical test tubes 50ml, PP, with screw cap, selfstanding base
20351/S Provette coniche PP 50ml, base d'appoggio, senza tappo, Conical test tubes 50ml, PP, without screw cap, selfstanding base
5005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
5005/C Provetta conica 10ml, PS Conical test tubes 10ml, PS
5005/C/S Provetta conica 10ml, PS Conical test tubes 10ml, PS
5005/MO Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP
5005/MO/S Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP
5005/MO/T Provette cilindriche da 10ml, in PP, senza bordo, @16x100 mm Cylindrical test tubes 10ml, PP
5005/MOC Provette coniche da 10ml in PP non graduate, senza bordo, Conical test tubes 10ml, PP
5005/MOC/S Provetta conica 10ml, PP Conical test tubes 10ml, PP
5005/MOC/T Provetta conica 10ml, PP, con tappo Conical test tubes 10ml, PP, with cap
5005/S Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
5005/S/K Provette cilindriche da 10ml, in PS, senza bordo, @16x100 mm Cylindrical test tubes 10ml, PS
5005/S/K/100 Provette cilindriche da 10ml, PS, senza bordo, @ 16x100 mm, Cylindrical test tubes 10ml, PS
5005/S/TE Provetta cilindrica 10ml, PS, con tappo ed etichetta Cylindrical test tubes 10ml, PS, with cap and label
5006 Provetta cilindrica 11,5x55, PS Cylindrical test tubes 11,5x55, PS
5006/C/T Provetta cilindrica 11,5x55, PS, con tappo Cylindrical test tubes 11,5x55, PS, con tappo
5006/MO Provetta cilindrica 11,5x55, PP Cylindrical test tubes 11,5x55, PP
5006/T Provetta cilindrica 11,5x55, PS, tappo Cylindrical test tubes 11,5x55, PS, cap
5006T Provette cilindriche da 3ml, in PS non graduate, con tappo, Cylindrical test tubes 11,5x55, PS, cap
5018 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS
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Cop. DESCRIZIONE DESCRIPTION
5018/1000 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS
5018/MO Provetta cilindrica 5ml, PP Cylindrical test tubes 5ml, PP
50351 Provette coniche 50ml in PP, con tappo a vite, @30x115 mm, con scala | 50ml conical _tgst tubes in PP, screw cap, @30x115 mm, serigraphed graduated

graduata ed area di scrittura serigrafata scale and writing surface
50352 Provette coniche 15ml in PP, con tappo a vite, @17x120 mm, con scala | 15ml conical test tubes in PP, screw cap, @17x120 mm, serigraphed graduated
graduata ed area di scrittura serigrafata scale and writing surface

5038/E Provetta cilindrica 5ml, PS, etichetta Cylindrical test tubes 5ml, PS, label
5038/MO/E Provetta cilindrica 5ml, PP, etichetta Cylindrical test tubes 5ml, PP, label
5112 Provetta cilindrica fondo piatto 3ml, PS Flat bottom cylindrical test tubes 3ml, PS
5112/E Provetta cilindrica fondo piatto 3ml, PS, etichetta Flat bottom cylindrical test tubes 3ml, PS, label
5112/MO Provetta cilindrica fondo piatto 3ml, PP Flat bottom cylindrical test tubes 3ml, PP
5112/MO/E Provetta cilindrica fondo piatto 3ml, PP, etichetta Flat bottom cylindrical test tubes 3ml, PP, label
5112/MO/T Provetta cilindrica fondo piatto 3ml, PP, tappo Flat bottom cylindrical test tubes 3ml, PP, cap
5112/MO/TAL Provetta cilindrica fondo piatto 3ml, PP, tappo alettato Flat bottom cylindrical test tubes 3ml, PP, cap with tongues
5112/MOITE Provetta cilindrica fondo piatto 3ml, PP, tappo, efichetta Flat bottom cylindrical test tubes 3ml, PP, cap, label
5112/MOR Provette cilindriche 3ml in PP Random, fondo piatto, graduate Flat bottom cylindrical test tubes 3mi, PP, cap, label
5112/T Provetta cilindrica fondo piatto 3ml, PS, tappo Flat bottom cylindrical test tubes 3ml, PS, cap
5112/T/100 Provette cilindriche 3ml in PS fondo piatto,graduate,bordo Flat bottom cylindrical test tubes 3ml, PS, cap
5112/TE Provetta cilindrica fondo piatto 3ml, PS, tappo, etichetta Flat bottom cylindrical test tubes 3ml, PS, cap, label
5122 Tappi esterni per provette sottovuoto @12-13, PE External caps for vacuum test tubes @12-13, PE
5126 Tappi esterni per provette sottovuoto @15-16, PE External caps for vacuum test tubes @15-16, PE
5127 Re-Cap - Tappi per richiusura provette sottovuoto, rosso, x provette @16 mm | Re-Cap - Reclosing caps for vacuum test tubes, red, for test tubes @16 mm
5129 Re-Cap - Tappi per richiusura provette sottovuoto, rosso, x provette @13 mm | Re-Cap - Reclosing caps for vacuum test tubes, red, for test tubes @13 mm
5140 Provetta cilindrica 20ml, PS Cylindrical test tubes 20ml, PS
5140/E Provetta cilindrica 20ml, PS, etichetta Cylindrical test tubes 20ml, PS, label
5140/MO Provetta cilindrica 20ml, PP Cylindrical test tubes 20ml, PP
5140/MO/E Provette cilindriche da 20ml, in PP, senza bordo, @16x150 mm Cylindrical test tubes 20ml, PP, label
5140/MOIT Provetta cilindrica 20ml, PP, tappo Cylindrical test tubes 20mi, PP, cap
5140/MO/TE Provetta cilindrica 20ml, PP, etichetta, tappo Cylindrical test tubes 20ml, PP, label, cap
5140/T Provetta cilindrica 20ml, PS, tappo Cylindrical test tubes 20ml, PS, cap
5140/TE Provetta cilindrica 20ml, PS, etichetta, tappo Cylindrical test tubes 20ml, PS, label, cap
5140MO/E Provetta cilindrica 20ml, PP, etichetta Cylindrical test tubes 20ml, PP, label
5250 Provetta cilindrica 25ml, PP Cylindrical test tubes 25ml, PP
5250/MO Provetta cilindrica 25ml, PS Cylindrical test tubes 25ml, PS
5331 Provetta per urina per strumenti automatici 10ml, PS, tappo Urine test tubes for instruments 10ml, PS, cap
5331/S Provetta per urina per strumenti automatici 10ml, PS Urine test tubes for instruments 10ml, PS
5331/ST Provetta per urina per strumenti automatici 10ml, PS Urine test tubes for instruments 10ml, PS
5331/TE Provetta per urina per strumenti automatici 10ml, PS, tappo, etichetta Urine test tubes for instruments 10ml, PS, cap, label
5555 Provetta cilindrica 10ml, PMMA Cylindrical test tubes 10ml, PMMA
5555/E Provetta cilindrica 10ml, PMMA, etichetta Cylindrical test tubes 10ml, PMMA, label
5555/T Provetta cilindrica 10ml, PMMA, tappo Cylindrical test tubes 10ml, PMMA, cap
5555/TE Provetta cilindrica 10ml, PMMA, tappo, etichetta Cylindrical test tubes 10ml, PMMA, cap, label
5558 Provetta cilindrica 5ml, PMMA Cylindrical test tubes 5ml, PMMA
5558/E Provetta cilindrica 5ml, PMMA, etichetta Cylindrical test tubes 5ml, PMMA, label
5558/T Provetta cilindrica 5ml, PMMA, tappo Cylindrical test tubes 5ml, PMMA, cap
5558/TE Provetta cilindrica 5ml, PMMA, tappo, etichetta Cylindrical test tubes 5ml, PMMA, cap, label
5575 Provetta cilindrica 5ml, PMMA Cylindrical test tubes 5ml, PMMA
5575/E Provetta cilindrica 5ml, PMMA, etichetta Cylindrical test tubes 5ml, PMMA, label
6005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
6005/250 Provette cilindriche da 10ml, in PS, con bordo, graduate, Cylindrical test tubes 10ml, PS
6005/C Provetta conica 10ml, PS Conical test tubes 10ml, PS
6005/C/50 Provetta conica 10ml, PS, confezioni da 50 pezzi Conical test tubes 10ml, PS, bags of 50 pieces
6005/C/500 Provetta conica 10ml, PS, confezioni da 500 pezzi Conical test tubes 10ml, PS, bags of 500 pieces
6005/C/T Provetta conica 10ml, PS, con tappo Conical test tubes 10ml, PS, with cap
6005/MO Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP
6005/MO/250 Provette cilindriche da 10ml, in PP, con bordo, graduate, Cylindrical test tubes 10ml, PP
6005/MOC Provetta conica 10ml, PP Conical test tubes 10ml, PP
6009/C/E Provetta conica 10ml, PS, etichetta Conical test tubes 10ml, PS, label
6009/C/T Provetta conica 10ml, PS, tappo Conical test tubes 10ml, PS, cap
6009/C/TR/E Provetta conica 10ml, PS, etichetta, tappo rosso Conical test tubes 10ml, PS, label, red cap
6009/E Provetta cilindrica 10ml, PS, etichetta Cylindrical test tubes 10ml, PS, label
6009/MO/E Provetta cilindrica 10ml, PP, etichetta Cylindrical test tubes 10mi, PP, label
6009/MO/T Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10ml, PP, cap
6009/MO/TB/E Provetta cilindrica 10ml, PP, etichetta, tappo bianco Cylindrical test tubes 10ml, PP, label, white cap
6009/MOITE Provetta cilindrica 10ml, PP, etichetta, tappo Cylindrical test tubes 10ml, PP, label, cap
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Cob. DESCRIZIONE DESCRIPTION
6009/MOC/E Provetta conica 10ml, PP, etichetta Conical test tubes 10ml, PP, label
6009/T Provetta cilindrica 10ml, PS, tappo Cylindrical test tubes 10ml, PS, cap
6013 Provetta cilindrica 7ml, PS Cylindrical test tubes 7ml, PS
6013/MO Provetta cilindrica 7ml, in PP Cylindrical test tubes 7ml, in PP
65351 Provette coniche 50ml in PP, con tappo a vite, @30x115 mm, con scala | 50m/ conical_tgst tubes in PP, screw cap, @30x115 mm, serigraphed graduated
raduata ed area di scrittura serigrafata, in rack scale and writing surface, in rack
65352 Provette coniche 15ml in PP, con tappo a vite, @17x120 mm, con scala | 15ml conical test tubes in PP, screw cap, @17x120 mm, serigraphed graduated

graduata ed area di scrittura serigrafata, in rack

scale and writing surface, in rack
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CERTIFIED COMPANY UNI EN 1SO 9001:2008 & UNI CEI EN I1SO 13485:2012

DICHIARAZIONE DI CONFORMITA’ C€
C€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

CONTENITORI PER CAMPIONI BIOLOGICI
SPECIMEN CONTAINERS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> La presente dichiarazione é stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.
The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released
Canelli, 26.07.2015 Responsabil
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION

1011 Contenitori per feci 18ml, PS, con tappo a pressione con paletta Faeces containers 18ml, PS, with pressure cap and spoon

1011/E eCt(i)Cngg?tgori EREEE e AR pressione con paletta, con Faeces containers 18ml, PS, with pressure cap and spoon, with label

1011/E/50 antenito_ri per fe(;i 18ml, PS, con tappo a pressione con paletta, con | Faeces contginers 18ml, PS, with pressure cap and spoon, with label, in
etichetta, in confezioni da 50 pezzi bags of 50 pieces

1011/E/AST eCt(i) Cn;g?ti;ori S B0 a prossione con paletta, oon Faeces containers 18ml, PS, with pressure cap and spoon, with label

1012 Contenitori per campioni biologici 18ml, PS, con tappo a pressione Specimen containers 18ml, PS, with pressure cap

1013 Contenitori da 18ml, PS, senza tappo Containers 18ml, PS, without cap

1030 Contenitori per urine 130ml, PS, graduati, tappo a pressione Graduated urine containers 130ml, PS, pressure cap

1030/E Contenitori per urine 130ml, PS, graduati, tappo a pressione, con etichetta Graduated urine containers 130ml, PS, pressure cap, with label

1030/E/CS Conten_itori per urine 130ml, PS, graduati, tappo a pressione, con etichetta, | Graduated urine containers 130ml, PS, pressure cap, with label, individually
confezione singola wrapped

1030/MO Contenitori per urine 130ml, PP, graduati, tappo a pressione Graduated urine containers 130ml, PP, pressure cap

1030/MO/E Contenitori urina 130ml, in PP tappo a pressione, graduati, etichetta Graduated urine containers 130ml, PP, pressure cap, label

1030/MO/T Contenitori urina 130ml, in PP tappo a pressione inserito, graduati Graduated urine containers 130ml, PP, pressure cap

1030/R Contenitori per urine 130ml, PS, graduati, tappo a pressione rosso Graduated urine containers 130ml, PS, red pressure cap

1030/S Contenitori per urine 130ml, PS, graduati, senza tappo Graduated urine containers 130ml, PS, without cap

1030/T Contenitori per urine 130ml, PS, graduati, tappo a pressione inserito Graduated urine containers 130ml, PS, with inserted pressure cap

1040 Contenitori per urina 120ml, PP, con coperchio autoadesivo Graduated urine containers 120ml, PP, with self-adhesive cap

1040/P Contenitori per urina 120ml, PS, con coperchio autoadesivo Graduated urine containers 120ml, PS, with self-adhesive cap

1040/P/S Contenitori per urina 120ml, PS, senza coperchio autoadesivo Graduated urine containers 120ml, PS, without self-adhesive cap

1040/Ss Contenitori per urina 120ml, PP, senza coperchio autoadesivo Graduated urine containers 120ml, PP, without self-adhesive cap

1041 Contenitori per campioni biologici 30ml, PS, con tappo a pressione Specimen containers 30ml, PS, with pressure cap

1041/E gt?g;:?tgori pericampieniibioleg S UMY S colREpPolaREss o feop Specimen containers 30ml, PS, with pressure cap, with label

1041/s Contenitori per campioni biologici 30ml, PS, senza tappo Specimen containers 30ml, PS, without cap

1041/T Contenitori per campioni biologici 30ml, PS, con tappo a pressione inserito Specimen containers 30ml, PS, with inserted pressure cap

1050 Contenitori per urine 150ml, PS, graduati, tappo a pressione Graduated urine containers 150ml, PS, pressure cap

1050/E Contenitori per urine 150ml, PS, graduati, tappo a pressione, con etichetta Graduated urine containers 150ml, PS, pressure cap, with label

1050/Ss Contenitori per urine 150ml, PS, graduati, senza tappo Graduated urine containers 150ml, PS, without cap

1050/T Contenitori per urine 150ml, PS, graduati, tappo a pressione inserito Graduated urine containers 150ml, PS, with inserted pressure cap

1051 Contenitori per espettorato 60ml, PS, con tappo a pressione Sputum containers 60ml, PS, with pressure cap

1051/E Contenitori per espettorato 60ml, PS, con tappo a pressione, con etichetta Sputum containers 60ml, PS, with pressure cap, with label

1051/s Contenitori per espettorato 60ml, PS, senza tappo a pressione Sputum containers 60ml, PS, without pressure cap

1051/s/Cs ggg}g}gﬁg Si;r)goéspettorato S P TR ) Sputum containers 60ml, PS, without pressure cap, individually wrapped

1051/T Contenitori per espettorato 60ml, PS, con tappo a pressione inserito Sputum containers 60ml, PS, with inserted pressure cap

1061 Contenitori per campioni biologici 35ml, PS, con tappo a pressione Specimen containers 35ml, PS, with pressure cap
Contenitori rotondi "SECURBOX" da 2.000ml, in PP, con coperchio a | Disposable container’SECURBOX"2,000 ml in PP, with lid in PP with

10621 pressione in PP e sigillo di sicurezza a strappo. Con supporto di materiale | security tear seal. It contains inside absorbent material with 10 holes. With
assorbente a 10 fori. Con manico handle
Contenitori rettangolari "SECURBOX" da 5.000ml, in PP, con coperchio a | Disposable container’SECURBOX"5,000 ml in PP, with lid in PP with

10622 pressione in PP e sigillo di sicurezza a strappo. Con supporto di materiale | security tear seal. It contains inside absorbent material with 99 holes. With
assorbente a 99 fori. Con manico handle

10631 Contenitori da 5ml, PE, tappo a vite Containers 5ml, PE, screw cap

10632 Contenitori da 30ml, PE, tappo a vite Containers 30ml, PE, screw cap

10633 Contenitori da 90ml, PE, tappo a vite Containers 90ml, PE, screw cap
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Cop. DESCRIZIONE DESCRIPTION

1070 Contenitori modello “Bijou” da 7ml, in PS, @20x50mm, con tappo a vite Containers “Bijou” type in PS, 7ml, @20x50 mm, with screw cap

1070/E gt?gggggori L ™. con t3ppo a vile, con Containers “Bijou” type in PS, 7ml, @20x50 mm, with screw cap, with label

1081 Contenitori per urine 150ml, PS, graduati, tappo a vite Graduated urine containers 150ml, PS, screw cap

1081/Cs ggg:ﬁ;itori BRBLIERIRE IR tappo 2 vite, in confezione Graduated urine containers 150ml, PS, screw cap, individually wrapped

1081/E Contenitori per urine 150ml, PS, graduati, tappo a vite, con etichetta Graduated urine containers 150ml, PS, screw cap, with label

1081/T Contenitori urina 150ml, in PS con tappo a vite inserito, Graduated urine containers 150ml, PS, screw cap

1211 Contenitori per feci 60ml, PS, con tappo a pressione con paletta Faeces containers 60ml, PS, with pressure cap and spoon

1211/CS Contenitori per feci 60ml, PS, con tappo a pressione con paletta Faeces containers 60ml, PS, with pressure cap and spoon

1212 Contenitori per campioni biologici 60ml, PS, con tappo a pressione Specimen containers 60ml, PS, with pressure cap

1212/CS gg:ff;ggg Sﬁ?gr Ol:ampioni RRlgcRetniiESpcRippoRappiEssenc) Specimen containers 60ml, PS, with pressure cap, individually wrapped

1213 Contenitori da 60ml, PS, senza tappo Containers 60ml, PS, without cap

1230 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap

1230/10 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap

1230/100 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap

1230/CS Contenitori per urine 200ml, PS, graduati, tappo a vite, confezione singola Graduated urine containers 200ml, PS, screw cap, ind. wrapped

1230/E Contenitori per urine 200ml, PS, graduati, tappo a vite, con etichetta Graduated urine containers 200ml, PS, screw cap, with label

1230/S/E Contenitori urina 200ml, in PS senza tappo, graduati, Graduated urine containers 200ml, PS, with label

1230/T Contenitori urina 200ml, in PS tappo a vite inserito, Graduated urine containers 200ml, PS, with inserted screw cap

1230/TE Contenitori per urine 200ml, PS, graduati, tappo a vite inserito, con etichetta | Graduated urine containers 200ml, PS, with inserted screw cap, with label

12731 ;fangﬁztger 2 (e TC I B ek BO sl Al g e Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated

12731/E Tanica per I.a raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, Tgnks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated,

graduata, etichetta with label

12731/SAC Taniche in PE da 2.500ml per la raccolta urine 24ore, ;,375,-3;2;@2;;:;5 e e R

12731K g?andilc;tger aliaceatalive Rluniesl el a b S RO Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated

14120 Contenitori per istologia da 20ml, in PP, tappo a vite verde 20 ml Surgical specimen containers in PP, with yellow screw cap

14120/B bCigrr:;eZnai‘trc()jri per istologia da 20ml, in PP, tappo a vite giallo, etichetta I2a(;) 27/ Surgical specimen containers in PP, with yellow screw cap, biohazard

14121 Contenitori per istologia da 40ml, in PP, tappo a vite giallo 40 ml Surgical specimen containers in PP, with yellow screw cap

14121/B bCigrr:;eZnai‘trzri per istologia da 40ml, in PP, tappo a vite giallo, etichetta 7;% ;7/ Surgical specimen containers in PP, with yellow screw cap, biohazard

14122 Contenitori per istologia da 60ml, in PP, tappo a vite giallo 60 ml Surgical specimen containers in PP, with yellow screw cap

14122/B t(jontenitori per istologia da 60ml, in PP, tappo a vite giallo, etichetta | 60 ml/ Surgical specimen containers in PP, with yellow screw cap, biohazard
iohazard label

14123 Contenitori per istologia da 90ml, in PP, tappo a vite giallo 90 ml Surgical specimen containers in PP, with yellow screw cap

14123/B bClorr:tenit(()jri per istologia da 90ml, in PP, tappo a vite giallo, etichetta ;)% n}l Surgical specimen containers in PP, with yellow screw cap, biohazard
iohazar labe

14124 Contenitori per istologia da 120ml, in PP, tappo a vite giallo 120 ml Surgical specimen containers in PP, with yellow screw cap

14124/B bClorr:tenitc()jri per istologia da 120ml, in PP, tappo a vite giallo, etichetta Z) 2(;1 ml cf/uzgi?al specimen containers in PP, with yellow screw cap,
iohazart iohazard labe

14131 Contenitori per biopsie in PS, con tappo a pressione in PE, da 30ml Biopsy specimen containers in PS with pressure cap in PE, 30 m/

14132 Contenitori per biopsie in PS, con tappo a pressione in PE, da 50ml Biopsy specimen containers in PS with pressure cap in PE, 50 m/

14134 Contenitori per biopsie in PS, con tappo a pressione in PE, da 100ml Biopsy specimen containers in PS with pressure cap in PE, 100 ml

14136 Contenitori per biopsie in PS, con tappo a pressione in PE, da 150ml Biopsy specimen containers in PS with pressure cap in PE, 150 ml

14138 Contenitori per biopsie in PS, con tappo a pressione in PE, da 200ml Biopsy specimen containers in PS with pressure cap in PE, 200 m/

14140 Contenitori per biopsie in PS, con tappo a pressione in PE, da 250ml Biopsy specimen containers in PS with pressure cap in PE, 250 ml

14142 Contenitori per pezzi chirurgici 500ml, PE, bocca larga, tappo a pressione Surgical specimens containers 500ml, PE, wide opening, with pressure cap
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14142/B Contenitori per pezzi chirurgici 500ml, PE, bocca larga, tappo a pressione, | Surgical specimens containers 500ml, PE, wide opening, with pressure cap,
etichetta Biohazard Biohazard label

14143 Contenitori per pezzi chirurgici 1.000ml, PE, bocca larga, tappo a pressione f:;g/cal SR Calelg (lRtl) [, Wil LI PERT

14143/B Contenitori per pezzi chirurgici 1.000ml, PE, bocca larga, tappo a | Surgical specimens containers 1.000ml, PE, wide opening, with pressure
pressione, etichetta Biohazard cap, Biohazard label

14144 Contenitori per pezzi chirurgici 1.500ml, PE, bocca larga, tappo a pressione f:;g/cal Seeciens)coniane g Etingis iceCEeRing SRR E

14144/B Contenitori per pezzi chirurgici 1.500ml, PE, bocca larga, tappo a | Surgical specimens containers 1.500ml, PE, wide opening, with pressure
pressione, etichetta Biohazard cap, Biohazard label

14150 Contenitori trasparenti per pezzi chirurgici 150ml, PP, tappo a pressione Surgical specimens transparent containers 150ml, PP, with pressure cap

14150/B Contenitori trasparenti per pezzi chirurgici 150ml, PP, tappo a pressione, | Surgical specimens transparent containers 150ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14151 Contenitori per istologia da 250ml, in PP, tappo a vite giallo 250 ml Surgical specimen containers in PP, with yellow screw cap

14151/B Contenitori per istologia da 250ml, in PP, tappo a vite giallo, etichetta | 250 ml Surgical specimen containers in PP, with yellow screw cap,
biohazard biohazard label

14152 Contenitori per istologia da 500ml, in PP, tappo a vite giallo 500 ml Surgical specimen containers in PP, with yellow screw cap

14152/B Contenitori per istologia da 500ml, in PP, tappo a vite giallo, etichetta | 500 ml Surgical specimen containers in PP, with yellow screw cap,
biohazard biohazard label

14153 Contenitori per istologia da 1000 ml, in PP, tappo a vite giallo 1000 ml Surgical specimen containers in PP, with yellow screw cap

14153/B Contenitori per istologia da 1000 ml, in PP, tappo a vite giallo, etichetta | 1000 ml Surgical specimen containers in PP, with yellow screw cap,
biohazard biohazard label

14155 Contenitori trasparenti per pezzi chirurgici 250ml, PP, tappo a pressione Surgical specimens transparent containers 250ml, PP, with pressure cap

14155/B Contenitori trasparenti per pezzi chirurgici 250ml, PP, tappo a pressione, | Surgical specimens transparent containers 250ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14160 Contenitori trasparenti per pezzi chirurgici 500ml, PP, tappo a pressione Surgical specimens transparent containers 500ml, PP, with pressure cap

14160/S Contenitori trasparenti per pezzi chirurgici 500ml, PP, tappo a pressione, | Surgical specimens transparent containers 500ml, PP, with pressure cap,
serigrafati serigraphed

14170 Contenitori trasparenti per pezzi chirurgici 1.000ml, PP, tappo a pressione Surgical specimens transparent containers 1.000ml, PP, with pressure cap

14170/S Contenitori trasparenti per pezzi chirurgici 1.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 1.000ml, PP, with pressure cap,
serigrafati serigraphed

14175 Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione Surgical specimens transparent containers 2.000ml, PP, with pressure cap

14175/B Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 2.000ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14175/T Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione | Surgical specimens transparent containers 2.000ml, PP, with inserted
inserito pressure cap

14180 Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione Surgical specimens transparent containers 3.000ml, PP, with pressure cap

14180/B Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 3.000ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14180/S Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 3.000ml, PP, with pressure cap,
serigrafati serigraphed

14185 Contenitori trasparenti per pezzi chirurgici 5.000ml, PP, tappo a pressione Surgical specimens transparent containers 5.000ml, PP, with pressure cap

14185/B Contenitori trasparenti per pezzi chirurgici 5.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 5.000ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14190 Contenitori per grossi pezzi chirurgici 5.600ml, PP, tappo a pressione Big surgical specimens containers 5.600ml, PP, with pressure cap
Contenitori per grossi pezzi chirurgici 5.600ml, PP, tappo a pressione, | Big surgical specimens containers 5.600ml, PP, with pressure cap,

14190/B : . g
etichetta biohazard biohazard label

14192 Contenitori per grossi pezzi chirurgici 2,500ml, PP, tappo a pressione Big surgical specimens containers 2,500ml, PP, with pressure cap

14192/B Contenitori per grossi pezzi chirurgici 2,500ml, PP, tappo a pressione, | Big surgical specimens containers 2,500ml, PP, with pressure cap,
etichetta biohazard biohazard label

14195 Contenitori per grossi pezzi chirurgici 11.000ml, PP, tappo a pressione Big surgical specimens containers 11.000ml, PP, with pressure cap

14195/B Contenitori per grossi pezzi chirurgici 11.000ml, PP, tappo a pressione, | Big surgical specimens containers 11.000ml, PP, with pressure cap,
etichetta biohazard biohazard label

1560 Contenitori per saliva 30 ml, in PP, tappo a vite, Autoclavable sputum collection container 30 ml, in PP, screw cap

1630 Contenitori da 250 ml per campioni biologici in PS. Con tappo a vite in | 250 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con guarnizione, @39 x 60 mm @39 x 60 mm

1630/E Contenitori da 250 ml per campioni biologici in PS. Con tappo a vite in | 250 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con_guamizione, @39 x 60 mm, con etichetta @39 x 60 mm, with label

19550 Contenitore per la raccolta delle urine per test antidoping Urine containers for testing drugs abuse
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2030 Contenitori per campioni biologici 30ml, PP, tappo a vite Specimen containers 30ml, PP, with screw cap

2030/E Contenitori per campioni biologici 30ml, PP, tappo a vite, etichetta Specimen containers 30ml, PP, with screw cap, label

2030/P Contenitori per campioni biologici 30ml, PP, tappo a vite rosso non inserito Specimen containers 30ml, PP, with red screw cap not inserted

2030/S Contenitori per campioni biologici 30ml, PP, con tappo a vite a parte Specimen containers 30ml, PP, with screw cap in separate bag

2030/S/R Contenitori per campioni biologici 30ml, PP, con tappo a vite a parte rosso Specimen containers 30ml, PP, with red screw cap in separate bag

2040 Contenitori per campioni biologici 60ml, PS, tappo a vite Specimen containers 60ml, PS, with screw cap

2040/B Contenitori per campioni biologici 60ml, PS, tappo a vite bianco Specimen containers 60ml, PS, with white screw cap

2040/E Contenitori per campioni biologici 60ml, PS, tappo a vite, con etichetta Specimen containers 60ml, PS, with screw cap, with label

2040/E/R Contenitori campioni biologici 60ml, PS, tappo inserito rosso Specimen containers 60ml, PS, with screw cap, with label

2040/P Contenitori campioni biologici 60ml, in PS, @35 x 70 mm, Specimen containers 60ml, PS, with screw cap

2040/P/E Contenitori campioni biologici 60ml, PS, @35x70mm, etichetta, Specimen containers 60ml, PS, with screw cap, with label

2040/R Contenitori per campioni biologici 60ml, PS, tappo a vite rosso Specimen containers 60ml, PS, with red screw cap

2042 Contenitori per campioni biologici 60ml, PS, tappo a vite e paletta Specimen containers 60ml, PS, with screw cap and spoon

2042/E gt(i):;g?t:ori EEll"oni biologici 60m, PS, tappo a vite e paletta, con Specimen containers 60ml, PS, with screw cap and spoon, with label

2050 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap

2050/100 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap

2050/B Contenitori di colore blu per campioni biologici 60ml, PP, tappo a vite Specimen containers blue colour 60ml, PP, with screw cap

2050/C Tappi a vite colore giallo per contenitori cod. 2050 Yellow screw cap for containers cod 2050

2050/CS Contenitori per campioni biologici 60ml, PP, tappo a vite, confezione singola | Specimen containers 60ml, PP, with screw cap, ind. wrapped

2050/DDK Contenitori per campioni biologici 60ml, PP, tappo a vite inserito rosso Specimen containers 60ml, PP, with red inserted screw cap

2050/E gt?;::?tgori o7 (e ol oel (Sl LA fa]a 20 WEr (el 0 Specimen containers 60ml, PP, with inserted screw cap, with label

2050/E/S gt?ggz?tgori peieampionibeiecieteimizRiapeblay e nani seicgcon Specimen containers 60ml, PP, with screw cap not inserted, with label

2050/P Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito Specimen containers 60ml, PP, with screw cap not inserted

2050/P/E Contenitori campioni biologici 60ml, PP, @35x70mm, graduati, Specimen containers 60ml, PP, with screw cap not inserted

2050/PR E())(;r;ganitori peesmeionibioleg it PR IcpRo VISRl DEsTieicaio Specimen containers 60ml, PP, with screw cap not inserted red colour

2050/R S)c;r;t)enitori PRcanicioifbaiog 6o LN e HepROIERIIR TEeflioRERIore Specimen containers 60ml, PP, with screw cap inserted red colour

2050/S Contenitori per campioni biologici 60ml, PP, senza tappo Specimen containers 60ml, PP, without cap

2050/T Contenitori per campioni biologici 60ml, PP, tappo a vite inserito Specimen containers 60ml, PP, with inserted screw cap

2050/TAPPQO/B | Tappia vite colore blu per contenitori cod. 2050 Blue screw cap for containers cod 2050

2050P Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito Specimen containers 60ml, PP, with screw cap not inserted

2052 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2052/10 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2052/100 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2052/CS Qontenitori per feci 60ml, PP, con tappo a vite con paletta, confezione | Faeces containers 60ml, PP, with screw cap and spoon, individually
singola wrapped

2052/E Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 60ml, PP, with screw cap and spoon, with label

2052/E/CS Conteqitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta, Eagcgs containers 60ml, PP, with screw cap and spoon, with label,
confezione singola individually wrapped

2052/R Contenitori per feci 60ml, PP, con tappo a vite rosso con paletta Faeces containers 60ml, PP, with red screw cap and spoon

2052/T5 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2062 Contenitori per feci da 60 ml, in PP, tappo a vite Faeces containers in PP 60ml, screw cap

2062/10 Contenitori per feci da 60 ml, in PP, tappo a vite Faeces containers in PP 60ml, screw cap

2062/E Contenitori per feci da 60ml, in PP, tappo vite con paletta, etichetta Faeces containers in PP 60ml, screw cap, with label

2062/P Contenitori per feci da 60 ml, in PP, tappo a vite a parte Faeces containers in PP 60ml, not assembled screw cap
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2072 Contenitori per feci da 60 ml, in PS, tappo a vite Faeces containers in PS 60ml, screw cap

2072/E Contenitori per feci da 60ml, in PS, tappo vite con paletta, etichetta Faeces containers in PS 60ml, screw cap, with label

2072/P Contenitori per feci da 60 ml, in PS, tappo a vite a parte Faeces containers in PS 60ml, not assembled screw cap

2120 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap

2120/100 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap

2120/50 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap

2120/B Contenitori per urine 150ml, PP, graduati, tappo a vite bianco Graduated urine containers 150ml, PP, white screw cap

2120/Cs aC:;tt?-}crilitori R ST i ai, tappo a vits, confezions singols, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/CS/IM g;)entg-zcrilitori R yuraduati, tappo a vite, confezione singala, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/CS/MI aC:g&ciacr;itori SRR, graduati, tappo a vite, confezione singala, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/E Contenitori per urine 150ml, PP, graduati, tappo a vite, con etichetta Graduated urine containers 150ml, PP, screw cap, with label

2120/E/CS Contgr]itori per urine 150ml, PP, graduati, tappo a vite, confezione singola, G(aduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic,
asettici, con etichetta with label

2120/ES Cont_enitori per urine 150ml, PP, graduati, tappo a vite, con etichetta non | Graduated urine containers 150mi, PP, screw cap, with label in separate
applicata bag

2120/N Contenitori per urine 150ml, PP, graduati, tappo a vite neutro Graduated urine containers 150ml, PP, neutral screw cap

2120/R Contenitori per urine 150ml, PP, graduati, tappo a vite rosso Graduated urine containers 150ml, PP, red screw cap

2120/S Contenitori per urine 150ml, PP, graduati, senza tappo Graduated urine containers 150ml, PP, without cap

2120/T Contenitori per urine 150ml, PP, graduati, tappo a vite inserito Graduated urine containers 150ml, PP, with inserted screw cap

2120/T/100 g:qtggitori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni %gduated urine containers 150ml, PP, with inserted screw cap, bags of

pcs pcs

2120/T/N Contenitore urina 150ml, in PP tappo a vite neutro inserito, Graduated urine containers 150ml, PP, with inserted screw cap

2120/T5 ((’Jgr;t;r;istori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni F(;v‘cr:duated urine containers 150ml, PP, with inserted screw cap, bags of 5

2120/T50 ((’);)rétgnitori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni | Graduated urine containers 150ml, PP, with inserted screw cap, bags of 50

pcs pcs

2120/TB Contenitori per urine 150ml, PP, graduati, tappo a vite inserito bianco Graduated urine containers 150ml, PP, with inserted white screw cap

2120/TB Contenitori urina 150ml, in PP con tappo a vite bianco Graduated urine containers 150ml, PP, with inserted screw cap

2120/TE Contenitori urina 150ml, in PP tappo vite azzurro inserito, Graduated urine containers 150ml, PP, with inserted screw cap

2120/TN Contenitori per urine 150ml, PP, graduati, tappo a vite inserito di colore | Graduated urine containers 150ml, PP, with inserted screw cap neutral
neutro colour

2120/TR Contenitori per urine 150ml, PP, graduati, tappo a vite inserito colore rosso Graduated urine containers 150ml, PP, with red inserted screw cap

2120/V/500 Contenitori per urine 150ml, PP, graduati, tappo a vite verde Graduated urine containers 150ml, PP, screw cap green colour

2220 Contenitori per urine 200ml, PP, graduati, tappo a vite Graduated urine containers 200ml, PP, screw cap

2220/250 Contenitori urina 200ml, in PP tappo a vite, graduati, Graduated urine containers 200ml, PP, screw cap

2220/CS Contenitori per urine 200ml, PP, graduati, tappo a vite, confezione singola Graduated urine containers 200ml, PP, screw cap, ind. wrapped

2220/E Contenitori per urine 200ml, PP, graduati, tappo a vite, con etichetta Graduated urine containers 200ml, PP, screw cap, with label

2220/E/CS Conteqitori per urine 200ml, PP, graduati, tappo a vite, con etichetta, | Graduated urine containers 200ml, PP, screw cap, with label, individually
confezione singola wrapped

2220/R Contenitori per urine 200ml, PP, graduati, tappo a vite rosso Graduated urine containers 200ml, PP, red screw cap

2220/S Contenitori per urine 200ml, PP, graduati, senza tappo a vite Graduated urine containers 200ml, PP, without screw cap

2220/T Contenitori per urine 200ml, PP, graduati, tappo a vite inserito Graduated urine containers 200ml, PP, with inserted screw cap

2250 Contenitori campioni biologici da 40 ml, in PP Specimen containers 40 mi, in PP

2420 '(D)rc;rllige\;gtcc)gm%?gn?rine L Rl R R U Graduated urine containers 150ml, PP, screw cap and plug

2420/R g;“fygtzgrgsi;ﬁiﬁne flotmbljgtadatitappoieietiossoleliappclosy Graduated urine containers 150ml, PP, with screw cap and plug red colour

2420/TR Contgnitgri urine 150ml, PP, graduati, tappo a vite rosso e tappino prelievo | Graduated urine containers 150ml, PP, with inserted screw cap and plug
campioni inserito red colour

2440 gg r;tgr;it;rrini.n PS per campioni biologici con tappa a vite inserito, GRERRE Specimen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm
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2440/CS Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, @ Spgcjmen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, conf. singola individually wrapped

2440/E Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, @ Specimen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, con etichetta with label

2440/E/CS Contenitori in PS per campioni bi_ologici con tappo a vite inserito, 60 ml, @ S;_)ecimen gon_tqiners in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, con etichetta, conf. singola with label, individually wrapped

2440/P Contenitori campioni biologici 60ml, PS, con tappo a parte, Specimen containers in PS with screw cap, 60 ml, @ 38 x 65 mm

2442 g](r):tenitori R o © con paletta, 60 mi, B 38 x 65 Faeces containers in PS with screw cap and spoon, 60 ml, @ 38 x 65 mm

2442/E Contenitorilper feci in PS con tappo a vite e con paletta, 60 ml, @ 38 x 65 Fgeces containers in PS with screw cap and spoon, 60 mi, @ 38 x 65 mm,
mm, con etichetta. with label

2442/R Contenitori per feci in PS con tappo a vite rosso e con paletta, 60 ml, @ 38 x | Faeces containers in PS with red screw cap and spoon, 60 ml, @ 38 x 65
65 mm mm

2450 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap

2450/B Contenitori per campioni biologici 60ml, PP, tappo a vite bianco Specimen containers 60ml, PP, with white screw cap

2450/CS Contenitori per campioni biologici 60ml, PP, tappo a vite, confezione singola | Specimen containers 60ml, PP, with screw cap, ind. wrapped

2450/E Contenitori per campioni biologici 60ml, PP, tappo a vite, con etichetta Specimen containers 60ml, PP, with screw cap, with label

2450/P Contenitori campioni biologici 60ml, in PP, @38 x 65 mm, Specimen containers 60ml, PP, with screw cap, with label

2450/R Contenitori per campioni biologici 60ml, PP, tappo a vite colore rosso Specimen containers 60ml, PP, with red screw cap

2452 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2452/E Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 60ml, PP, with screw cap and spoon, with label

2452/E/CS Conteqitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta, Eaepgs containers 60ml, PP, with screw cap and spoon, with label,
confezione singola individually wrapped

2452/R Contenitori per feci 60ml, PP, con tappo a vite rosso e con paletta Faeces containers 60ml, PP, with red screw cap and with spoon

2452/T/5 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2580 Contenitori per campioni biologici 25ml, PS, tappo a vite Specimen containers 25ml, PS, with screw cap

2580/B Contenitori per campioni biologici 25ml, PS, tappo a vite bianco Specimen containers 25ml, PS, with white screw cap

2580/E Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta Specimen containers 25ml, PS, with screw cap, with label

2580/E/CS Conteqitori per campioni biologici 25ml, PS, tappo a vite, con etichetta, | Specimen containers 25ml, PS, with screw cap, with label, individually
confezione singola wrapped

2580/E/P gt?gr::?tgori berdcanpiopticiogiches it tapesiahitereniipselio ol Specimen containers 25ml, PS, with screw cap not inserted, with label

2580/E/P/W gt?:;:?tgori peiicampiontibiclogiepesbin EpRelea e ineipSeHiice] Specimen containers 25ml, PS, with screw cap not inserted, with label

2580/E/W Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta Specimen containers 25ml, PS, with screw cap, with label

2580/EB t()Iic;rr:t;nitori peigcampioniibioieoiciiZom RS HeppoRaRiic fesuiCtt ofta Specimen containers 25ml, PS, with screw cap, with white label

2580/ER gt?gr::?tgori percampieniibiclogiciteomiaias tappolatvislnenynEerio o) Specimen containers 25ml, PS, with not inserted screw cap, with label

2580/P Contenitori per campioni biologici 25ml, PS, tappo a vite non inserito Specimen containers 25ml, PS, with not inserted screw cap

2580/PB Contenitori campioni biologici 25ml, in PS, @25 x 90 mm, Specimen containers 25ml, PS, with not inserted screw cap

2580/S Contenitori per campioni biologici 25ml, PS, senza tappo Specimen containers 25ml, PS, without cap

2580/TAPPO/A Tappo a vite colore azzurro per contenitori cod. 2580/2680 Light blue screw cap for containers cod. 2580/2680

2580/TBIANCO Tappo a vite colore bianco per contenitori cod. 2580/2680 White screw cap for containers cod. 2580/2680

2580/W Contenitori per campioni biologici 25ml, PS, tappo a vite bianco non inserito | Specimen containers 25ml, PS, with white not inserted screw cap

2580P Contenitori campioni biologici 25ml, PS, con tappo a vite Specimen containers 25ml, PS, with white not inserted screw cap

2588 Contenitori per feci 25ml, PS, con tappo a vite con paletta Faeces containers 25ml, PS, with screw cap and spoon

2588/E Contenitori per feci 25ml, PS, con tappo a vite con paletta, con etichetta Faeces containers 25ml, PS, with screw cap and spoon, with label

2588/E/CS Conteqitori per feci 25ml, PS, con tappo a vite con paletta, con etichetta, Fagcgs containers 25ml, PS, with screw cap and spoon, with label,
confezione singola individually wrapped

2588/EB t())ic;rr]]tce;nitori per fed 25mi, PS, con tappo a vite con paletta, con etfichef8 Faeces containers 25ml, PS, with screw cap and spoon, with white label

2588/P Contenitori per feci 25ml, PS, con tappo a vite con paletta a parte Faeces containers 25ml, PS, with screw cap and spoon in separate bag

2588P Paletta in polipropilene bianco Spoon in white polypropylene
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Cop. DESCRIZIONE DESCRIPTION

2640 Contenitori da 60 ml per campioni biologici in PS. Con tappo a vite in | 60 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con guamizione, @39 x 60 mm @39 x 60 mm

2640/E Contenitori da 60 ml per campioni biologici in PS. Con tappo a vite in | 60 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con guamnizione, @39 x 60 mm, con etichetta @39 x 60 mm, with label

2680 Contenitori per campioni biologici 25ml, PP, tappo a vite Specimen containers 25ml, PP, with screw cap

2680/E gt?ggzagon B SRR, taro a vite inserito, con Specimen containers 25ml, PP, with inserted screw cap, with label

2680/P Contenitori per campioni biologici 25ml, PP, tappo a vite non inserito Specimen containers 25ml, PP, with not inserted screw cap

2680/S Contenitori per campioni biologici 25ml, PP, senza tappo a vite Specimen containers 25ml, PP, without screw cap

2688 Contenitori per feci 25ml, PP, con tappo a vite con paletta Faeces containers 25ml, PP, with screw cap and spoon

2688/E Contenitori per feci 25ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 25ml, PP, with screw cap and spoon, with label

2688/E/CS Contenitori per feci 25ml, PP, con tappo a vite con paletta, con etichetta, in | Faeces containers 25ml, PP, with screw cap and spoon, with label,
confezione singola individually wrapped

5024 Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, | Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap,
graduata graduated

5024/E Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, | Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap,
graduata, etichetta graduated, with label

5024/F "24 ore" da 2.500 ml tipo bottiglia in pe Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap

5024K Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, | Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap,
graduata graduated

5050/S Contenitori per feci da 60ml, in PP, senza tappo Faeces containers in PP 60ml, without cap

5120 g;?észgge - et TP, e EREe LI 120 ml urine containers in PP, with screw cap with device for vacuum tube

5120/CS Contenitore per urine in PP da 120ml, tappo con sistema di prelievo | 120 ml urine containers in PP, with screw cap with device for vacuum tube,
softovuoto, confezione singola individually wrapped

5434 Contenitori per la raccolta delle urine nelle 24 ore, 2.000ml, PE, tappo a | Square containers for 24 hours urine collection, 2.500ml, PE, graduated,
vite, graduata screw cap

5434/M Contenitori per la raccolta delle urine nelle 24 ore, 2000ml, PE, tappo vite, | Square containers for 24 hours urine collection, 2.500ml, PE, graduated,
graduata, marrone screw cap, brown

- . ) 2000 ml Square graduated containers for 24 hours urine collection with

Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da ] ) :

5471 s ” ergonomic handle. Screw cap complete of sampling device for vacuum test
2000ml, con tappo per il prelievo con provetta tipo sottovuoto e -
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 2000 ml Square graduated containers for 24 hours urine collection with

5472 2000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto for vacuum test tubes.
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 2000ml Square graduated containers for 24 hours urine collection with

5671 2000ml, con tappo per il prelievo con provetta tipo sottovuoto e sonda | ergonomic handle. Screw cap complete of sampling device for vacuum test
prelievo tubes and sampling probe
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 2000 ml Square graduated containers for 24 hours urine collection with

5672 2000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto e sonda prelievo for vacuum test tubes and sampling probe
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 3.000 ml Square graduated containers for 24 hours urine collection with

5731 3000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto for vacuum test tubes
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 3.000 ml Square graduated containers for 24 hours urine collection with

5732 3000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto e sonda prelievo for vacuum test tubes and sampling probe

6840 Contenitore per trasporto campioni con coperchio ermetico Test tubes securbox with hermetic lid
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CERTIFIED COMPANY UNI I1SO 9001:2008 & UNI CEI EN 1SO 13485:2012

DICHIARAZIONE DI CONFORMITA’ C€
C€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

PROVETTE CON ANTICOAGULANTE, SEPARATORI DI SIERO
BLOOD COLLECTIONS TUBES AND SERUM SEPARATORS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> Classificazione EDMA: 1302808000 Coated tubes (Citrate, Heparin etc.)
EDMA code: 1302808000 Coated tubes (Citrate, Heparin etc.)

> La presente dichiarazione é stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.
The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released

Canelli, 26.07.2015 PFONO

icurazian Qualita
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PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

NUOVA APTACA s:ril.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.A. MB 1167248

ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION

Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-

10110/16 " d
RATE”. RATE” system.
Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-

10110/PR - B
RATE”. RATE” system.

2000 Provette fondo piatto PP @12x56 mm., con K2EDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with KzEDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.

2000/1 Provette PP @12x56 mm., con K2EDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light green cap, for
chiaro, per uso pediatrico. paediatric use.

2000/1/V Provette PP @12x56 mm., con K2EDTA per 1 ml di sangue, con tappo, per PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light with cap, for
uso pediatrico. paediatric use.

2001 Provette fondo piatto PP @16x60 mm., con K.EDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KzEDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.

2002 Provette fondo piatto PP @16x60 mm., con K.EDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with K2EDTA for 5 ml of blood, light
verde chiaro. green cap.

2003 Zﬁ;":}“e PP £/12x86 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp o 1o 519486 mm., with KLEDTA for 2,5 mi of blood, ight green cap.

2004 Eﬁg’;ﬁe R, con KEDTA per 5 mi di sangue, tappo verde PP test tubes @12x86 mm., with K.EDTA for 5 ml of blood, light green cap.

2005 Eﬁg’;‘te PP 21375 mm., con KEDTA per 2,5 ml di sangue, tappo verde | pp ot s 0313475 mm., with KLEDTA for 2,5 mi of blood, light green cap.

2007 ;:‘i’avri“e PP 2/16x100 mm., con K:EDTA per 10 ml di sangue, tappo verde | pp o 1o @i16x100 mm., with K-EDTA for 10 ml of blood, light green cap.

2008 Eﬁg’;‘te i sle TGRS be S Tgi S Yaphofre PP tost tubes @13x75 mm., with K.EDTA for 4 ml of blood, light green cap.

2100 Provette fondo piatto PP @12x56 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with KsEDTA for 2,5 ml of blood, dark
tappo verde scuro. green cap.

2100/1 Provette PP @12x56 mm., con KsEDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark green cap, for
scuro, per uso pediatrico. paediatric use.

2100/1/V Provette PP @12x56 mm., con K:EDTA per 1 ml di sangue, tappo viola, per | PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark violet cap, for
uso pediatrico. paediatric use.

2100/TM gr;ggtte fondo piatto PP £12x56 mm., con KsEDTA per 2,5 ml di sangue, con | pp g potiom tast tubes @12x56 mm., with KsEDTA for 2,5 mi of blood, with cap

2101 Provette fondo piatto PP @16x60 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KsEDTA for 2,5 mi of blood, dark
tappo verde scuro. green cap.

2102 Provette fondo piatto PP @16x60 mm., con KsEDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with KsEDTA for 5 ml of blood, dark
verde scuro. green cap.

2103 sPchfte PP /12x86 mm., con KsEDTA per 2,5 ml di sangue, tappo verde | pp ot e @312x86 mm., with KEEDTA for 2,5 ml of blood, dark green cap.

2104 Scrﬁ\r/:tte HR L AL S R I e PP test tubes @12x86 mm., with KsEDTA for 5 ml of blood, dark green cap.

2105 Provette PP @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo verde PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, dark green cap.
scuro. Quantity for box 1,000 pieces

2105/T™M Provetta PP @13x75 mm, con KsEDTA per 2,5ml di sangue, tappo viola. PP test tubes @13x75 mm, with KsEDTA for 2,5ml of blood, violet cap.

2105/VIOLA Provette PP @13x75 mm., con K3EDTA per 2,5 ml di sangue, tappo viola PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, violet cap.

2107 Provelte PP @16x100 mm., con K.EDTA per 10 ml di sangue, tappo verde | pp ot tyas g3116x100 mm., with KsEDTA for 10 mi of blood, dark green cap.

2108 SPC’S:(‘?“" PP @13x75 mm., con K&EDTA per 4 mi di sangue, tappo verds PP tost tubes @13x75 mm., with K:EDTA for 4 ml of blood, dark green cap.

2108/5 EC’S::“" PP @13x75 mm., con KsEDTA per 5 ml d sangus, tappo verde PP test tubes @13x75 mm., with KsEDTA for 5 ml of blood, dark green cap.

2108/T™M Provette PP @13x75 mm., con KsEDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood

2108/VIOLA Provette PP @13x75 mm., con KsEDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood

2200 Provette fondo piatto PP @12x56 mm., con KF+Na2 EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.

2200/G Provette fondo piatto PP @12x56 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Na2 EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.

2201 Provette fondo piatto PP @16x60 mm., con KF+Naz2 EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.

2201/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.

2202 Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 5 ml of blood,
tappo arancione. orange cap.

2202/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 5 ml of blood,

Mod DC-048/01.06/3

Provette con anticoagulante e separatori di siero

26.07.2015

Blood collecting tubes and serum separators

Pag. 2 of 6




PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION

tappo giallo. yellow cap.

2203 Provelte PR 212386 mm. con KFNez EDTA per 2,5 mldi sangue, 1080 | pp st ues 0912486 mm., with KF-Nez EDTA for 2,5 ml of biood, orange cap.

2204 zrrgr\llsitéi:P L D TA per 5 mi di sangue, tappo PP test tubes @12x86 mm., with KF-Na2 EDTA for 5 ml of blood, orange cap.

2205 Provette PP @13x75 mm., con KF+Naz EDTA per 2,5 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Naz EDTA for 2,5 ml of blood, orange cap.
arancione. Quantity for box 1,000 pieces

2205/TG ;rriz\i/gtta PP @13x75 mm, con KF+NA, EDTA per 2,5ml di sangue, tappo PP test tubes @13x75 mm, with KF+NA2 EDTA for 2,5ml of blood, grey cap.

2207 srr;’r‘]’g‘éi:" @16x100 mm., con KF+Naz EDTA per 10 ml di sangue, appo. | pp o 4hes g116x100 mm., with KF-Naz EDTA for 10 mi of blood, orange cap.

2208 s:;’r‘]’;‘;i:': R R on KF+Na; EDTA per 4 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Naz EDTA for 4 ml of blood, orange cap.

2300 Provette fondo piatto PP @12x56 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @12x56 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.

2301 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.

2302 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 5 ml of blood,
tappo viola. violet cap.

2303 Vpi[)"l;e“e PP /12x86 mm., con Sodio Eparina per 2,5 ml di sangue, tappo. | pp ot 45 312x86 mm., with Sodium Heparin for 2,5 mi of blood, violet cap.

2304 Provette PP @12x86 mm., con Sodio Eparina per 5 ml di sangue, tappo viola. | PP test tubes @12x86 mm., with Sodium Heparin for 5 ml of blood, violet cap.

2305 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.

2307 S’ig?;/ette el iblaseniSanle RuatnapeiUimciangic e PP test tubes @16x100 mm., with Sodium Heparin for 10 ml of blood, violet cap.

2308 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 4 ml di sangue, | PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 4 ml of blood,
tappo viola. violet cap.

2400 Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.

2400/1 Provette PP @12x56 mm., con Litio Eparina per 1 ml di sangue, tappo blu, per | PP test tubes @12x56 mm., with Lithium Heparin for 1 ml of blood, blue cap, for
uso pediatrico. paediatric use.

2400/ TV Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo verde. green cap.

2401 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.

2402 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 5 ml of blood,
tappo blu. blue cap.

2403 Provette PP @12x86 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @12x86 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.

2404 Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo blu. PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, blue cap.

2404/TV Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP fest tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.

2404/VERDE Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.

2405 Provette PP @13x75 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @13x75 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.

2405/TV Provetta PP @13x75 mm, con Litio Eparina per 2,5ml di sangue, tappo verde | PP test tubes @13x75 mm, with Lithium Heparin for 2,5ml of blood, dark green
SCUro. cap.

2407 Provette PP @16x100 mm., con Litio Eparina per 10 ml di sangue, tappo blu. | PP test tubes @16x100 mm., with Lithium Heparin for 10 ml of blood, blue cap.

- . . PP test tubes @13x75 mm., with Lithium Heparin for 4 ml of blood, blue cap.
2408 Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. Quantity for box 1,000 pieces
- ’ . PP test tubes @13x75 mm., with Lithium Heparin for 4 ml of blood, blue cap.

2408/VERDE Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. Quantity for box 1,000 pieces

2500 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.

2500+ Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.

2500/N Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.

2500/N* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.

2500/SE Provette in PP con K3 EDTA tappo perforabile verde, senza tappo PP test tubes @13x75 mm., with KsEDTA, without cap, for 3 ml of blood.
Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of

2500/SE/V A -
sangue, senza etichetta. blood, without label

2500/V Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of

sangue.

blood.
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PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

NUOVA APTACA s:ril.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.A. MB 1167248

ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION

2500/\/* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
sangue. blood.

2500/V/2 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 2 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
sangue. blood.

2500/V/SG Provette in PP con K3 EDTA sterilitappo perfviola ;I;’ Otzsts fggfes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of

2501 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, yellow cap for
per coagulazione. coagulation.

2502 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation

2503 Provette in PP @16x100 mm, con Sodio Citrato 0,4ml, tappo giallo PP test tubes @16x100 mm., with Sodium Citrate 0,4 ml, yellow cap

2505 Provette PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo. PP test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap

2505/1 Provette PP @12x56 mm, con Sodio Citrato 0,1ml, tappo giallo per PP test tubes @12x56 mm., with Sodium Citrate 0,1 ml, yellow cap for
coagulazione uso pediatrico. coagulation, for paediatric use.

2508 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation

2508/BLU s;g\éitltaezzieﬂﬂx% L CEp e E e Db E Dl 2; PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, blue cap for coagulation

2511 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 ml, yellow cap for
per coagulazione. coagulation.

2512 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.

2512/TB Provette PP @12x86 mm, con Sodio Citrato 0,5ml per coagulazione. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml for coagulation.

2513 Provette PP @16x100 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @16x100 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.

2515/BLU Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap

2515/TB/F Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap

2590 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.

2520/TB Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo blu per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 mi, blue cap for
coagulazione. coagulation.

2520/ TR Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml per PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml for
coagulazione. coagulation.

2591 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.

2592 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.

2592/R Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for
coagulazione. coagulation.

2595 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.

2595/2 Provetta PP @13x75 mm, con 0,20 ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm, with 0,20ml of Sodium Citrate for coagulation, yellow
tappo giallo cap.

2525/32/BLU Provette in PP tappo blu con 0,25ml di Sodio Citrato 3,2%, faF;tGSt s GO i Wil 2aniorSciumi Gl e Rccarenon iy

2600 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,1ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,1 ml, pink cap for

2600/1 VES ESR
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo nero PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, black cap

2SRV per VES for ESR.

2601 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.

2602 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.

2603 Provette PP @16x100 mm, con Sodio Citrato 0,25ml, tappo rosa PP test tubes @16x100 mm., with Sodium Citrate 0,25 ml, pink cap

2605 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.

2610 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 mli, yellow cap for

L] per VES ESR

2611 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.

2612 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.
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PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION
2615 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.
2615/TN Provetta PP @13x75 mm, con 0,4ml di Sodio Citrato per VES, tappo nero. PP test tubes @13x75 mm, with 0,4ml of Sodium Citrate for ESR, black cap.
2620 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,5 ml, pink cap for
VES. ESR.
2621 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 mi, pink cap for
VES. ESR.
2622 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2625 Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2632 Provette @12x56 mm in PP, con 0,25ml di Sodio Citrato x 1 ml di sangue sz)tfosrt ’t:_usb;s 1256 mm., with Sodium Citrate 0,25 mi, piercoai@RgeRiLbbor
2635 Provette @13x75 mm in PP, con 0,4ml di Sodio Citrato x 1,6ml di sangue CP ;;fff:rt E‘Sb;s @13x75 mm., with Sodium Cirate 0,4 mi, pierceai e RRRr
2661/E/TB Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm
2662/E Provette @16 x 100 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @16 x 100 mm
2662/E/TB E;(;\;itte SRR In PMMA, con gel saparatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap
Provette @16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo | PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
2662/TB : .
basso, senza etichetta without label
2662/TM in prov.16x100 in metacr. x 10 ml di sangue Ymarrone S%Agﬁttlzzte tlubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
2663/E/TB E;‘;‘;g“e @13x75 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13x75 mm, low cap
2664/E/TB E;Z\éztte - AR I, GOl S R r e Bipl 1y PP test tubes with separating granules + clot accelerator, @12x86 mm, low cap
2665/E Provette @13 x 75 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @13 x 75 mm
2665/E/TB E;Z\éztte AR (L (B e R IRREEo) SRR R 20 PP test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
2665/TB gel separ.+acc. in prov.13x75 pmma per 5 ml sangue PMMA test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
Provette @16 x 100 mm, in PP, con gel separatore + acceleratore, con PP test tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2666/E/TB :
etichetta, tappo basso low cap.
2666/TB gel separ.+acc.in prov.16x100 pp x 10 ml di sangue ZlFA’/ tg;lt) tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2668/E Provette @12 x 86 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @12 x 86 mm
2668/E/TB E:;\;gtte 912 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo. | pyuia ot tues with separating gel + clot accelerator, @12 x 86 mm, low cap
Provette @12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @12 x 86 mm, low cap,
2668/TB : .
basso, senza etichetta without label
2678/E/TB Provette con gel+acceleratore per 5ml di sangue, in PP, #N/D
2700 Provette @13x75 mm in PP con 0,3ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm with 0.3ml of Sodium Citrate for coagulation, with light
tappo azzurro in gomma perforabile blue cap in pierceable cap.
2700/2 Provette in PP tappo azzurro perforabile con 0.2 ml di PP test tqbeg @13x75 mm with 0.2ml of Sodium Citrate for coagulation, with light
blue cap in pierceable cap.
2705 Provette in PP tappo blu con 0,35 ml di Sodio Citrato ZZ etecsat ptubes @13x75 mm with 0.35 ml of Sodium Citrate for coagulation, with
Provette @12x56 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x56 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2710 Do ; ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @16x60 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @16x60 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2711 SO, s ; ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @12x86 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x86 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2712 e h ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @13x75 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @13x75 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2715 S ; 5
freccia di riempimento per VES e coagulazione level for ESR and coagulation
3553/E Provette @16 x 100 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @16x100 mm
3555/E Provette @13 x 75 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @13 x 75 mm
3556/E Provette @16 x 100 mm in PP, con acceleratore PP test tubes with clot accelerator, @16 x 100 mm
3558/E Provette @12 x 86 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @12 x 86 mm
3771/E/TB Provette @16 x 100 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @16 x 100 mm, with low red cap
3772/E/TB Provette @13x75 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @13x75 mm, red low cap
3773/E Provette @16 x 100 mm. in PP, con gel separatore PP test tubes with separating gel, @16 x 100 mm
3773/E/TB Provette @16 x 100 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @16 x 100 mm, low cap
3773/TB gel separatore in prov. 16x100 pmma per 10 ml di sangue PMMA test tubes with separating gel, @16 x 100 mm, low cap
3774/E/TB Provette @12x86 mm. in PP, con gel separatore, tappo basso PP test tubes with separating gel, @12x86 mm, low cap
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3775/E Provette @13 x 75 mm. in PP, con gel separatore PP test tubes with separating gel, @13 x 75 mm

3775/E/TB Provetta @13 x 75 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separatine gel, @13 x 75 mm, low cap

3776/E/TB Provetta @16 x 100 mm. in PP, con gel separatore, tappo basso marrone PP test tubes with separatine gel @ 16 x 100 mm, brown low cap.

3776/TB gel separatore in prov. 16x100 pp+etichetta x 10 ml di sangue PP test tubes with separatine gel @ 16 x 100 mm, low cap.

3778/E Provette @12 x 86 mm. in PP, con gel separatore PP test tubes with separating gel, @12 x 86 mm

3778/E/TB Provette @12 x 86 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @12 x 86 mm, low cap

4875/E Provette @13 x 75 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E/TB Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/ETB Provette con granuli + acc. per 5ml di sangue, in PP, PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/TR/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4878/E Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light
azzurro blue cap

4878/TRIE Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light red
rosso cap

4883/E Provette @13 x 100 mm in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 100 mm

4883/E/TN Provette @13 x 100 mm in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13 x 100 mm, black
nero cap

4884/E Provette @16 x 100 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @16 x 100 mm

4885 Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/E Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/R Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore, tappo PS test tubes with separating granules + clot accelerator, @16 x 100 mm, red
rosso cap

4886/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4886/TR/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4888/E Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm

4888/EB Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore, tappo PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm,
bianco white cap

5975/E Provette @13 x 75 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @13 x 75 mm

5976/E Provette @13 x 75 mm. in PP, con granuli separatori PP test tubes with separating granules, @13 x 75 mm

5978/E Provette @12 x 86 mm. in PP, con granuli separatori PP test tubes with separating granules, @12 x 86 mm

5990 Granuli separatori in PS confezione da 1 Kg Separating granules in PS

5993/E Provette @13 x 100 mm in PP, con granuli separatori PP test tubes with separating granules, @13 x 100 mm

5995/E Provette @16 x 100 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @16 x 100 mm

5995/ER Provette con granuli per 10ml di sangue, in PMMA, PMMA test tubes with separating granules, @16 x 100 mm

5996/E Provette @16 x 100 mm. in PP, con granuli separatori PP test tubes with separating granules, @16 x 100 mm

5998/E Provette @12 x 86 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @12 x 86 mm

Mod DC-048/01.06/3

Responsabilg

/

d B OO

| ,A icurazion

Provette con anticoagulante e separatori di siero

26.07.2015

Blood collecting tubes and serum separators

Pag. 6 of 6




125D502 X
(j N ‘ Ind 1 - Décembre 21

cofrac

certification CERT“:ICAT z
CERTIFICATE b

Accréditation
N*4-0023
PORTEE
DISPONIBLE

sSuR
wwow.coftac fr

N° A 3001-13485

Nous certifions par la présente que le Systéme de Management de |a société :
We hereby certify that the Management System of the company:

BIOLABO

LES HAUTES RIVES
02160 Maizy (France)

est conforme aux exigences de la norme suivante :
is in compliance with the requirements of the following standard:

ISO 13485 :2016

Le domaine d'application du Systéme de Management est le suivant :
The scope of the Management System is:

Conception, Fabrication et Vente de Dispositifs Médicaux de
Diagnostic In Vitro. Support Technique et Service D’Assistance.

Design, Manufacturing and sale of in Vitro Diagnostic Medical Devices.
Technical Support and Support Services.

Ce certificat demeurera en vigueur jusqu' sa fin de validité 3 moins d'avis contraire, 4 condition que lamise en place et la
conformité du Systéme du Management soient jugées satisfaisantes lors des audits de surveillance et que les conditions
du contrat de AB Certification soient observées.

This certificate is valid until its expiry date unless further notice, provided that the compliance and implementation of the
Management System are found to be satisfactory at follow-up audits and that AB Certification contract rules are fulfilled.

Fait a PARIS, le 13 décembre 2021 Date de fin de validité : 23 décembre 2024
Signed in PARIS on the 13rd of December 2021 Expiry date : 23rd of December 2024

Date initiale de Certification : 24 décembre 2018
Original Registration Date : 24th of December 2018

1 3 15.62 56
pilet 317 398 832 V0038
TVA : FR B2 317 398 832
Le Représentant de I’Entreprise

The Company Representative

es ABI RACHED

AB Certification Representative

Ce certificat est la propriété d’AB Certification. W devra lui étre retourné en ¢as de demande. AB Certification — 17, Rue de Chiteaudun - 75003 PARES




(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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CERTIFICATO n.
CERTIFICATE No.

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

MEUS S.r.l.

Unita Operative / Operative Units
Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia
Progettazione e produzione di kit diagnostici per I'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.

4265/5/A

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di kit diagnostici per I'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 Qualita aziendale per I'applicabilita 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 & 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 aggiomate 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
NS /". T [
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\ Vincenzo Delacqua

Rappresentante Direzione / Management Representative

ICIM S.p.A. FEDERAZIONE

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it am
ACCREDIA f\ :
LENTE ITALIANO DI ACCREDITAMENTO - WWALSISE.COm

C150 & la Federazione Italizne di Organismi o
SGQ N° 004 A Certificazions del sistem| dl gestione azderdslz,
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CERTIFICATO n.
CERTIFICATE No.

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

ROLL S.r.l.

UNITA OPERATIVA / OPERATIVE UNIT

4265/5/B

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

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'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 Qualita aziendale per I'applicabilita 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 & 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 aggiorate 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
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\ Vincenzo Delacqua
Rappresentante Direzione / Management Representative

ICIM S.p.A.

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it
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