Lloyd’s
Register

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States
MDSAP Facility Identifier: 079226220

has been audited by LRQA and found to conform to the following audit criteria:
ISO 13485:2016

Australia:
Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1
(Excluding Part 1.6) — Full Quality Assurance Procedure

Brazil:
RDC ANVISA n. 16/2013
RDC ANVISA n. 23/2012
RDC ANVISA n. 67/2009

Canada:
Medical Devices Regulations — Part 1- SOR 98/282

Japan:
MHLW Ministerial Ordinance 169, Article 4 to Article 68
PMD Act

United States:
21 CFR 820
21 CFR 803
21 CFR 806

Cliff Muckleroy - Area Operations Manager Americas

Issued By: Lloyd's Register Quality Assurance, Inc.

Certificate Approval Number: UQA 00000846
Effective Date: 2018 October 13

Expiry Date: 2021 October 12

Certificate Issue Number: 10155325

Original Approval:
MDSAP/ ISO 13485 — 2017 December 7

Digitally signed by Ceaicovschi Tudor
Date: 2020.12.04 11:05:51 EET
Reason: MoldSign Signature

ocation: Moldova

MEDICAL DEVICE SINGLE AUDIT PROGRAM

Lloyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization.

To validate certificate authenticity visit: http://www.Irqgausa.com/help-and-support/Request-for-certificate-verification

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person

has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States
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Lloyd’s
Register

Certificate Schedule

Certificate Issue Number: 10155325
Approval Number: MDSAP — 0015682

The scope of this approval is applicable to:

Design and Manufacture of In Vitro Diagnostic Medical Devices, used in the Screening of Blood Donor Units
for Transmissible Diseases. Design and Manufacture of In Vitro Diagnostic Medical Devices used in the
Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac Markers, Endocrine
Disorders, and for Therapeutic Drug Monitoring. Design, Development, Manufacture, Refurbishment,
Distribution, and Post-Market Customer Service and Support of In Vitro Diagnostic Medical Devices for
Immunoassay and Clinical Chemistry Systems. Manufacture, Design / Development of In Vitro Diagnostic

Products including Instruments, Reagents, and Accessories for Hematology.

MEDICAL DEVICE SINGLE AUDIT PROGRAM
Lloyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization.

To validate certificate authenticity visit: http://www.lrgausa.com/help-and-support/Request-for-certificate-verification

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lioyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States
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Lloyd’s

Register
Certificate Schedule
Certificate Issue Number: 10155325
Location Activities
100 Abbott Park Road, Abbott Park, IL, 60064, MDSAP 2017
United States Design, Manufacture, Development, Installation,

Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents,
Accessories and Instruments.

Conway Park, 675 North Field Drive, Lake Forest, IL, MDSAP 2017

60045, United States Oversight of the Quality Management System for
MDSAP Facility Identifier: 079226220-002 the Abbott Diagnostics Division Sites.

K Complex - Distribution Center MDSAP 2017

Route 41 & Mgrtin Luther King Drive, North Chicago, Distribution of In Vitro Diagnostic Products

IL, 60064, United States including Test Kits, Reagents, Accessories and
MDSAP Facility Identifier: 079226220-003 Instruments.

MEDICAL DEVICE SINGLE AUDIT PROGRAM

Lloyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization.

To validate certificate authenticity visit: http://www.Irgausa.com/help-and-support/Request-for-certificate-verification

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lioyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States
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Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States

has been approved by LRQA to the following standards:
ISO 13485:2016

Cliff Muckleroy - Area Operations Manager Americas
Issued by: Lloyd's Register Quality Assurance, Inc.

for and on behalf of: Lloyd's Register Quality Assurance Limited

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

Current issue date: 13 October 2018 Original approval(s):

Expiry date: 12 October 2021 ISO 13485 — 7 December 2017
Certificate identity number: 10155326

Approval number(s): 1ISO 13485 — 0015680

The scope of this approval is applicable to:
Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including
Test Kits, Reagents, Accessories and Instruments.

&
Y.

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37

7ES, United Kingdom
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Lloyd’s
Register

Certificate Schedule

Certificate identity number: 10155326

Location Activities

100 Abbott Park Road, Abbott Park, IL, 60064, ISO 13485:2016

United States Design, Manufacture, Development, Installation,
Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents,
Accessories and Instruments.

Conway Park, 675 North Field Drive, Lake Forest, ISO 13485:2016

IL, 60045, United States Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.

K Complex - Distribution Center ISO 13485:2016
Route 41 & Martin Luther King Drive, North Chicago, pistribution of In Vitro Diagnostic Products

IL, 60064, United States including Test Kits, Reagents, Accessories and
Instruments.

o

v
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MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom
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Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States

has been approved by LRQA to the following standards:
ISO 9001:2015

Cliff Muckleroy - Area Operations Manager Americas
Issued by: Lloyd's Register Quality Assurance, Inc.

for and on behalf of: Lloyd's Register Quality Assurance Limited

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

Current issue date: 13 October 2018 Original approval(s):
Expiry date: 12 October 2021 ISO 9001 — 3 December 2017
Certificate identity number: 10155324

Approval number(s): ISO 9001 — 0015681

The scope of this approval is applicable to:
Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including
Test Kits, Reagents, Accessories and Instruments.
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Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom
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Lloyd’s
Register

Certificate Schedule

Certificate identity number: 10155324

Location Activities

100 Abbott Park Road, Abbott Park, IL, 60064, 1SO 9001:2015

United States Design, Manufacture, Development, Installation,
Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents,
Accessories and Instruments.

Conway Park, 675 North Field Drive, Lake Forest, IL, ISO 9001:2015
60045, United States Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.

K Complex - Distribution Center ISO 9001:2015

Route 41 & Martin Luther King Drive, North Chicago,  pistribution of In Vitro Diagnostic Products

IL, 60064, United States including Test Kits, Reagents, Accessories and
Instruments.

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom
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aAbbott.

Declaration of Conformity

Certificate Identification: SC-09H46
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H46-02 58236 CELL-DYN Emerald CLEANER Self-declared
(09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of
the member states.

This declaration is made in accordance with Annex 111 of the [VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: N Signature: %“R

u = L (24
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: O . Doe . 0 15 Date of Approval: O/ 4£e 2078

Date Issued: DEC 0 9 2015 Place Issued: Abbott Santa Clara
IRIS V6 Effective (Date or
Supersedes: July 6, 2015 Lot Number): DEC 0 3 2015
CELL-DYN Emerald Reagents Declaration of Conformity
December 2015 (IRIS V7)
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XJIOPUJIbI

ToJbKO AJS AMATHO32A IN Vitro KAT. Ne CHLO — 0600 2 x 125 ma
IPUHIIAIT IMPOLOEAYPA
Housl xmopuga (HOPMHUPYIOT OKPAILICHHBIH KOMILIEKC, JlmmHa BOHBI: 489 HM .
KOIJIa pearupyroT ¢ pactBopom Tuoumanara prytu (I1), Temmeparypa: 25°C,30°C,37°C

HMHTEHCHUBHOCTD IIBETA MPOMOPIHOHAIBHA KOHIIEHTPAIIUH
XJIOpHIA.

PEATEHTHBINA COCTAB

Pearenrt:

Twuonuanar prytu (11) 2 MMOJIB/IT

Hurpar xenesa (I11) 20 MMOJIB/TT

A30THast KUCI0Ta 29 MMOJIB/IT

Cranpapr:

Xnopun 355 Mr/mn
100 MDxB/11

100 mMonb/1
CTABUJIBHOCTDb PEATEHTOB

Ecmu xpanute mpu 20-25°C B 3aUIMIEHHOM OT CBeETa
MECTe, pEarcHThl CTaOWIBHBI JO WCTEYCHHS CpOKa
TFOJTHOCTH, KOTOPBIN yKa3aH Ha 3TUKETKE.

HPUT'OTOBJIEHUE n
PABOYET' O PEAI'EHTA

CTABUWJIBHOCTD

PeareHT roToB K HCIIO/JIL30BaHHUIO.
OBPA3LbI

ChIBOPOTKA.
lemapuHU3UpOBaHHAS TIIA3Ma.
Moua.

PE®EPEHCHBIE 3HAUYEHUA

348 — 380 wmr/mun

98 - 107 w™mDks/n
98 - 107 mmoms/I
Moua: 3900 — 8870 mr/ 24 gaca
110 - 250 mDxks/ 24 yaca

CLIBOpOTKa, Iiasma:

Krosera: JUTMHA CBETOBOW JOPOKKH 1 cM
UYuTaiiTe MPOTUB peareHTHOTo OJaHKa

BJIAHK CTAHJIAPT | OBPA3EIl
Pearent 1 M 1 M 1 M
Jucr. Bona 10 MK - -
Crangapt - 10 Mxx -
Obpazeny - - 10 MKa

Cwmernajite u 4uTaiiTe onTHYeckyr MmiotHOCTH (OD)
1ocJe 5 MUHYT HHKYOAIUH.

OxoHuaTesbHBIA 1IBET craOwiieH, Mo KpaiiHed mepe, 1
yac.

BBIYUCJIEHUE

OD O6pasmna MI/ It n=355
— *n MOKB/1I n=100
OD Cranpmapra MMoJs/n  nN=100

n= CTaH)IapTHaH KOHHeHTpaI_H/ISI
JIMHEMHOCTb

o 461.5 mr/myt (130 MOke/n) (130 Mmoiw/i).
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SEPPIM

ISO 9001 -NF EN ISO 13485 124

Zone Industrielle — 61500 SEES — France
Tél. : +33(0)233 8121 00/Fax:+33(0)233287751

DECLARATION DE CONFORMITE CE

Nous, SEPPIM S.A.S., zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité que
les réactifs appartenant au groupe 3 «ELECTROLYTES/OLIGO-ELEMENTS», référencés dans la liste ci-jointe, sont
conformes aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux
dispositifs médicaux de diagnostic /n vitro et au code de la santé publique.

Cette déclaration s'appuie sur le contenu de chaque dossier technique DOS-CE-XXXX.
(Voir liste ci-jointe).

Sées, le 13 Septembre 2010

DECLARATION OF EC CONFORMITY

We, SEPPIM S.A.S., Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents belonging to Group 3, “ELECTROLYTES/TRACE-ELEMENTS”, such as listed hereto, 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.

This declaration is based upon the contents of each DOS-CE-XXXX technical file.
(See attached list).

Sées, September 13, 2010

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.A.S, Zone Industrielle 61500 SEES France, declaramos bajo nuestra Unica responsabilidad
que los reactivos pertenecientes al grupo 3 : "ELECTROLITOS/OLIGO-ELEMENTOS", referenciados en la lista adjunta,
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 vitroy el codigo de salud publica.

Esta declaracion esta documentada por su contenido de cada archivo técnico DOS-CE-XXXX
(Ver lista adjunta)

Sées, 13 de Septiembre de 2010

Valérie GOURDON, Frangoise DEBIAIS,

Responsable des Affaires Réglementaires i i @EPPEM S. A.S Président
Regulatory Affairs Manager i = 4 rue Auguste Mott

Responsable de los Asuntos Reglementar|o§:‘,_ t \ 7one Industrielle Presidente

61500 SEES —- FRANCE
A" : Tél. +33 (0)2 33 81 21 00 - Fux +33 (0)2’33 28,
SIRET : 318 365 228 00036

/

Société par actions simplifiée au Capital de 1 219 592.14
SIRET 318 365 228 00036 APE 2
RC ALENCON 318 365 228

DCCE-G3 - V10— Septembre / September /Septiembre 2010 172




ED

ISO 9001 -NF EN ISO 13485

Zone Industrielle — 61500 SEES — France

Tél. : +33(0)233 812100/ Fax:+33(0)233287751

GROUPE 3 — ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 — ELECTROLYTES / TRACE-ELEMENTS
GRUPO 3 — ELECTROLITOS / OLIGO-ELEMENTOS

DESIGNATION DU REACTIF/
REAGENT DESIGNATION/
DESIGNACION DE REACTIVO

REFERENCES/
REFERENCIAS

NOM DU DOSSIER CE/
EC FILE NAME/
NOMBRE DEL ARCHIVO CE

CALCIUM ARSENAZO

CALA-0600/0250

DOS-CE-CALA

CALCIUM OCPC CALO-0600 DOS-CE-CALO
CHLORIDE CHLO-0600/0250 DOS-CE-CHLO
COPPER CUIV-0050 DOS-CE-CUIV
IRON CHROMAZUROL FECA-0600 DOS-CE-FECA

IRON FERROZINE

FEFR-0600/0250

DOS-CE-FEFR

MAGNESIUM CALMAGITE

MAGN-0600/0125

DOS-CE-MAGN

Je
D

SEPPIM S.A.S

i 4 rue Auguste Mottin

S Zone Industrielle

61500 SEES - FRANCE
Tél. +33 (0)2 33 81 21 00 - Fax +33»_(0)2 33287751
: SIRET : 318 365 228 00036

Société par actions simplifiée au Capital de 1219 592.14 €

SIRET 318 365 228 00036

RC ALENCON 318 365 228

DCCE-G3 - V10- Septembre / September /Septiembre 2010

APE 20597

292




ELITech Clinical Systems :

Zone industrielle . EI_I Grou p
61500 Sées - France EMPOWERING 1VD
Tel : +33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28 77 51 o
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /7 vitro et au code de la santé publique.

Ces dispositifs 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 la classe des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technique et s'appuie sur la certification de notre systéme
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, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra unica
responsabilidad que los reactivos referenciados en la lista adjunta (2 paginas), son conformes con los requisitos esenciales de
los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para diagnostico in vitro y el codigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo”, ya que no pertenecen a la lista A ni a la lista B del
anexo II, 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 segun la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023).

Sées, le 29 juillet 2020

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

Société par actions simplifiée au capital de 1.688.392,33 € — SIREN : 318 365 228 — RCS ALENCON

DCCE - ECSSAS- V7 — Juillet / July / Julio 2020



REACTIFS - REAGENTS - REACTIVOS REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Metabolites divers / Miscellaneous metabolites

ALBUMIN ALBU-0600/0700/0250

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 SL CRSL-0630/0250 53250
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850
GLUCOSE HK SL GHSL-0600/0250 53301
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 59123
PHOSPHORUS ENVOY PHOS-0850
TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN ENVOY PROB-0850 53985
TOTAL PROTEIN PLUS PROB-0600/0700/0250
UREA ENVOY URSL-0850 53587
UREA UV SL URSL-0407/04270420/0500/0507/0250/0455
URIC ACID ENVOY AUVD-0850
URIC ACID MONO SL AUML-0497/0427/0420/0500/0507/0707/0250 53583
URIC ACID SL AUSL-0250

Enzymes / Enzymes

ALP (DEA) SL PASL-0400/0420/0230
ALP ENVOY PIVD-0850 52928
ALP IFCC ALPI-0230
ALT ENVOY ALSL-0850

52923
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455
AMYLASE ENVOY AMSL-0850

52940
AMYLASE SL AMSL-0390/0400/0230
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 CMSL-0410/0430/0230
CK NAC SL CKSL-0410/0430/0230 53003
GAMMA-GT PLUS SL GISL-0400/0420/0250 53027
GGT ENVOY GISL-0850
LDH ENVOY LLSL-0850

53072
LDH-L SL LLSL-0400/0420/0230
LIPASE ENVOY LPSL-0850

53108
LIPASE SL LPSL-0230

Electrolytes - Oligo-élements / Electrolytes - Trace-elements

CALCIUM ARSENAZO CALA-0600/0250

45789
CALCIUM ENVOY CALA-0850
CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850

54758
IRON FERENE FEFE-0230/0600
MAGNESIUM ENVOY MAGX-0850
MAGNESIUM XB MGXB-0250/0600 46795
MAGNESIUM XYLIDYL MAGX-0230/0600

Lipides / Lipids

CHOLESTEROL ENVOY CHSL-0850 53359
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LDL SL 2G LDLL-0230/0380/0390 53395
HDL CHOLESTEROL CHDL-0250/0600 53391
HDL CHOLESTEROL ENVOY HDLL-0850
LDL CHOLESTEROL CLDL-0250

53395
LDL CHOLESTEROL ENVOY LDLL-0850
TRIGLYCERIDES ENVOY TGML-0850
TRIGLYCERIDES MONO SL NEW TGML-0427/0425/0515/0700/0517/0707/0497 53460
TRIGLYCERIDES SL TGML-0250/0455

Controles-Calibrants-Standards / Controls-Calibrators-Standards

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

47869
ISE CONTROL II ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 53588
URIC ACID Standard 6 mg/dL ACUR-0055 44704
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REACTIFS - REAGENTS - REACTIVOS REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Protéines spécifiques / Specific proteins

ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL | ICRP-0046 41839
CRP IP 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
IgG IP 11GG-0400 53787
IgM IP 1IGM-0400 53795
UALBUMIN IP IMAL-0400 53475
WALBUMIN IP CALIBRATOR SET IMAL-0043 53477
UALBUMIN IP CONTROL | IMAL-0046 53478
UALBUMIN IP CONTROL I IMAL-0047

OROSOMUCOID IP IORO-0400 53606
PREALBUMIN IP IPAL-0400 53957
PROTEIN IP CALIBRATOR SET IPRO-0043 53593
RF CALIBRATOR IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0046 47869
RHEUMATOLOGY CONTROL II 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 59238
ISE CALIBRATORS ISCA-0250 52867
ISE CALIBRATOR ENVOY ISCV-0850

ISE CLEANER/CONDITIONER ISCC-0280 59058
ISE DILUENT ISDI-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 SOLUTION for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION for ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5905 58236
SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900
Tests d'agglutination / Agglutination tests
CRP LATEX [Lxcr-0112 53707
DCCE-ECSSAS-v7 2/2 07/2020



diagnostics

EIMREE

ToJbKO AJs AMATHO34 iN Vitro

JIUTPOJI | — JIMTPOJI I

KAT. Ne CONT - 0060
KAT. Ne CONT - 0160

ELITROL T  10x5 ma
ELITROL Il 10x5 ma

NPUHIOUIIT

Elitrol I u II mcronmp3yroTcss B Ka4ecTBE YHHBEPCAIHHBIX
KOHTPOJIBHBIX ~ CBIBOPOTOK  IIPH  KOJMYECTBEHHOM
OIIpENICNICHUH  CyOCTpPaToB, DJEKTPOJIUTOB, JIMIIHIOB,
SH3MMOB U ITPOTEHHOB.

Elitrol 1 w Il npemaHa3HayeHBl Ui TECTUPOBAHUS
JIOCTOBEPHOCTH M TOYHOCTH, KaK MaHYaJbHBIX METOMIMK,
TaK u aHAJIHM30B Ha ABTOMATH3UPOBAHHBIX
KIMHUKOXMMHUYECKHX  aHanu3aTopax. Mx  cuenyer
UCMIONIb30BaTh ISl OLEHKM pPabo4nMX XapaKTepPHCTHK
mporexypsl aHaiau3a Ha HopmainbHoM ypoae (Elitrol 1) n
anopmanibHoM ypoBae (Elitrol 1I).

Hcnonp30oBaHne KOHTPOJBHOTO MaTepuajia HeoOXOIUMO
UL JCTeKIMHM  CHUCTEeMAaTHYecKOW  aHaJMTHYECKOM
JEBUALIIH, KOTOPAas MOXKET IHOJyYUTHCSl H3-3a PEarcHTOB
WY OTKJIOHEHUSI aHATUTUYECKUX HHCTPYMEHTOB.
KoHTponu aHanu3upyroTcs Tak e, Kak W oOpasubl. Mx
CllielyeT NpOINYyCKaThb  EXKEIHEBHO MapaliebHO C
o0pasiamy MareHToB U MoCie KaXI01 KaJTuOpOBKH.

OIMUCAHHME ITPOJAYKTA
Elitrol I u II mpencTaBnstoT coboit TnopUIN3NpOBaHHEIC
KOHTPOJIbHBIE CHIBOPOTKM Ha 0a3e CHIBOPOTKH YEIOBEKa, C
KOHLIEHTPAllUSIMH B  HOPMAaJbHOM [JHAla30HE WM
NaTOJOTMYECKOM JIHara3oHe.

HPEJOCTOPOXHOCTD

TONBKO I IMArHOCTUYECKOrO MCIOIL30BaHUsA iN Vitro.
PearenTsl YeJI0BEYECKOTO MPOMCXOKIEHHS,
HCIIOJIb30BAHHbIE B peareHTax ObUIM TECTUPOBAaHBI M
OKa3aJIMCh OTPHIATELHBIMM HaA MPUCYCTBUE AHTUTENA K
HIV a Taxke Ha HbsAg m HCV anrtureno. Omgnaxo
obpamarbcsi € HUMH HaJA0 OCTOPOKHO Kak C
MOTEHIUATBHO 3aPa3HBIMHU.

MHNPUT'OTOBJIEHHUE

®nakoH caexyer OTKpBIBaTh  OCTOPOXKHO, YTOOBI
n30eXaTh MOTePh 3aMOPOIKEHO - BEICYLIEHHOT'O ITOPOIIIKA.
Jo6aBeTe poBHO 5 M™MJI AMCTHIUIMPOBAHHOH BOJBI.
IlepememiaiiTe  OCTOPOXKHBIM ~ BpallleHUEM M JaiTe
moctostTe 30 MUHYT [0 Te€X IOp, MOKAa PacTBOpEHHE HE
Oymer mosHBIM. 3aTeM MepeMelIaiTe COAEPKUMOe
HEXKHBIM BOJIOBOPOTHBIM BpAIIEHHEM C 3aBUXPEHHUAMHU
Oyrbuikn. He  BerpsixuBaiite, 4toOBl  M30€XaTh
00pa30BaHusl MEHBI.

BaxHo: 3a HMCKIIOYEHHEM MIeN0YHON (ocdarTassl, Bce
SH3UMBl ~ MOXHO ONpENENSATh HEMEUICHHO. YTOOBI
PEaKTHBHPOBATh IIEIOYHYIO (ocdarazy, HHKyOHpyHTe
PEKOHCTUTYHPOBAaHHYI0 KOHTPOJBHYIO CBIBOPOTKY B
teuenue 1 gaca npu 25°C.

CTABMWJIBHOCTB 1 XPAHEHHUE

Jlo pekoHCTHTYHMM, eciu XpaHuTh mnpu 2-8°C u
3alUIaTh OT CBETa, KOHTPOIM CTaOMIBHBI 1O
HCTEYECHUS CPOKa FOJHOCTH, YKa3aHHOTO Ha STUKETKE.

ocJse pekoHCcTUTY MU,

CraOMIBHOCTE KOMITIOHEHTOB PEKOHCTUTYHMPOBAHHBIX

KOHTPOJIbHBIX CBIBOPOTOK

- 12 4acos npu 25°C

- 5 nmHeit npu 4°C

- 1 mecsan npu —20°C (TONBKO NpH OJHOKPATHOM
3aMOPaXUBAHUH).

CrabuibHOCTh OMIMPYOHMHA B PEKOHCTUTYHPOBAHHBIX
KOHTPOJIbHBIX CBIBOPOTKaX (XPaHUMBIX B 3al[UIIEHHOM
OT CBETa MECTE)

- 2wyacanpu 25°C

- 2 nHegenu npu 4°C

- 2 megemu npu — 20°C (TONBKO TPH OJHOKPATHOM
3aMOPaXUBAHHN).

3HAYEHUA U JTUAITA30HBI

KoHueHTpalys KOMIOHEHTOB clielipuyHa JJIsl CEepUH.
TouHble 3HaueHMs] M JAMANA30Hbl JAIOTCA B JIUCTE
JTAaHHBIX, IPUJIaTaeMBIX K Ha0Opy.

OI'PAHUYEHHUE

WumuBuayanbHple 1a00paTOpUM MOTYT HE IIOJNYYHTh
CpeiHUEe 3HAYCHHUS, KaK OHU INEPEUUCIICHBI ISl KaXJ0H
cepun. TexHmka, oOopynoBaHME M OIIMOKa OIBITA
MOTYT JlaTh ClleTka OTJIMJaroniecs: 3HaueHus. OjHaxo,
3HAUEHMs JIOJDKHBI BBINAJATh B IMpPEIETax OXKHJAeMOTo
nmuamnazoHa. Kaxxmast maboparopusi JODKHA OMpPENeTUTh
CBOM COOCTBEHHBIE CpEJHHE, 3HAYEHUs [UISI STOro
MPOJyKTa.
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Enzymatic Cleaner Concentrate

CELL-DYN svstews 99644-01

CELL-DYN | Enzymatic Cleaner Concentrate

HA3HAYEHUE

G67114R03

NHOOPMALMA O NPOAYKTE
H9964R

OH3MMHBI ouncTuTeNb-KoHUeHTpaT CELL-DYN Enzymatic Cleaner Concentrate sBnsieTcs cneumasnbHbIM YACTALL MM areHToM, NpeaHasHaveHHbIM
ANs UCronb3oBaHua Ha remaronoruvecknx aHannsaropax CELL-DYN. CnegyeT npoBoauTb NpoLLeaypy OUMCTKM aHanusaropa ¢ uHTepsanamu,
yKasaHHbIMU B COOTBETCTBYIOLLLEM PykoBoacTee no akcnnyataumm cuctembl CELL-DYN, a Takke rnpu nogo3peHnn Ha NoBTOpHOE 3arpsasHeHune
unn 3ateHeHune aneptypbl. Ounctutens CELL-DYN Enzymatic Cleaner Concentrate npepHasHauyeH crnieuumanbHO Ans yaaneHus 6erkoBbIX
HapOCTOB U CryCTKOB (3arpsi3HeHuil) B CUETHbIX OTBEPCTUAX, MOTOYHbIX KIOBETAX M COOTBETCTBYIOLLUX Tpybkax aHanusartopa. Ouuctutenb
CELL-DYN Enzymatic Cleaner Concentrate saBnsetcs MeHee arpecCcrBHbIM CPEACTBOM OUMCTKM MIACTUKOBBIX Y KEPaMUYECKIMX MOBEPXHOCTEN,
yemM Ae3VHPULNPYIOLLIA PacTBOP (MMMOXIOPUT HATPUS).

COCTAB

CybTnnnsunH <5,0%
AHTUMVKPOBHblE Mpenapartbl <1,0%
Bydep <25,0%
Crabunusarop <3,0%
MonnokcnaTtunexa apup <10,0%

MEPbI MPEAOCTOPO>XHOCTU
Ins gnarHocTtukn In Vitro

Cnepytolve npenynpexaeHns n Mepbl NpefocTopoXHoCT oTHocaTea K ounctuTeno CELL-DYN Enzymatic Cleaner Concentrate:

O®D

OMACHO: CogepXuT cybTUNn3uH 1 TPUC TMOPOKCUMETUST aMUHOMETaH.

H334

H318

H315

H335
MpepoTBpalieHne
P261

P280

P284

P264
PearnpoBaHue
P304+P340
P342+P311

P305+P351+P338

P310
P302+P352
P332+P313
P362+P364
XpaHeHune
P403+P233
P405
Yrnnusauna
P501

Mpy BObIXaHUM MOXET BbI3blBaTb anneprumyeckne peakuum uam actmaTuvyeckme CUMMTOMbI, U 3arpynHeHue
AbIXaHus.

Bbi3biBaeT Cepbe3Hble rnoBpexaeHusa rnas.
Bbi3biBaeT pasgpaxkeHne Ha Koxe.
MoxeT BblI3blBaTh pasapaxkeHne apixatesnbHbIX nyTe|7|.

M3beraTb BOpIxaHUs TymMaHa/napoB/aspo3oneii.

Monb3oBaTtbCcs 3aLLUTHBIMY NepyaTkaMun/3aLLTHON OfEeXaon/cpeacTeaMmm 3aluunTbl rnas.
Monb3oBaTtbCcs cpeacTBamm 3all Tl OPraHoB [AblXaHUs.

Mocne paboTbl TLLATENBHO BbIMbITH PYKU.

MNMPW BObIXAHUW: BblHECTU yenoBeka Ha CBEXUi BO3[dyX 1 obecrneunts KOMOOPTHOE A1 AbIXaHWs MONOXEHE.
Mpy  HamMuuu  pecnupaTopHbix cumnToMoB: O6patutbecs B TOKCUKONOTMYECKUW LEHTP  wnu
K Bpauy-creuunanucTy/TepanesTy.

NP NOMAOAHNWN B TTIA3A: OCTOPOXXHO MPOMbITb rfia3a BOAOW B TEUEHUE HECKONbKUX MUHYT. CHATb KOHTaKTHblE
TINH3bI, €CNU Bbl NOMb3yeTecb MU 1 €Cnn 3TO Nerko caenatb. [poaomKnTs NpoMbiBaHne rnas.

HemenneHHo obpatutbes B TOKCUKONOTMYECKUIA LIEHTP nnun Kk Bpady-crneunanicty/TepanesTy.
NPW NONAOAHNI HA KOXY: MpombiTb 60MbLLM KOMYECTBOM BOAbI.

Mpwy paspgpaxeHnn koxu: ObpaTuTbes K Bpauy.

CHSATb 3arpsa3HEHHYI0 ofexay W BbiCTUpaTb ee nepen UCMofib30BaHNEM.

XpaHnTb B XOpPOLLO BEHTMNMPYyeMOM MecTe. [lepaTb KOHTEMHEP MMOTHO 3aKpbITbIM.
XpaHuTb Mof 3aMKOM.

YTUNN3NPYITE COLEPXKUMOE/KOHTENHEP B COOTBETCTBUM C caHuTapHbiMu Hopmamu P® (CanMuH 2.1.7.2790-10
ot 09.12.2010.

MacnopTa 6e3onacHOCTM JOCTYMHbI Ha canTe www.abbottdiagnostics.com unu y mecTtHoro npegcrasuTens.



MHCTPYKLUW MO XPAHEHUIO

8°C He ponyckaTb 3aMOpO3KW, He mMopABepratb BO3AEWCTBUIO CIIMLLIKOM BbICOKOW TemnepaTypbl. 3aMyTHEHHOCTb Kak
pe3ynbTaT XpaHeHus Npu HU3KOW Temnepatype Wan pasHula B LBeTe B 3aBUCUMMOCTM OT HOMepa cepun (OT XEenToro [0
2°C TEMHO-KOPUYHEBOrO) HE BNUSAIOT Ha xapakTepuctukn ounctutens CELL-DYN Enzymatic Cleaner Concentrate.

MPOLIEAYPDbI

Mepen ncnonb3oBaHMeM JaTb OUUCTUTESNO OTCTOATLCA OO KOMHATHOW Temreparypbl.

PekomeHpauumn no ounctke aHanunsatopa CELL-DYN cwm. B PykoBopctee no akcnnyataumm cuctembl CELL-DYN.

AHanusaTtopbl ¢ BHeWHUMN gatunkamu - Hakanante 10 kanenb (0,5 M) ounmcTuTens-KoHLEHTpaTa B yallky afis obpasua, nobasbte 10 mn
YMepeHHO Tennon (He ropayelt) Bofbl U nNepemellanTe. 3arpy3uTe yalky n Haxmute knasuwy RUN. MNMocne 3aBepLueHmns LmKna NpoaomkmuTe
paboty c ounctuTenem Ha bopTy B TeueHune 5-10 MUHYT. BblHbTe nakoHbl, MPOMOMTE BHELLUHME MOBEPXHOCTU Aartunka Mpy MomoLLu
COOTBETCTBYHOLLEro pasbaBuTens u 3arpysuTte yallky ¢ 20 mn pasbaButens (HoBas MopLus, ToNbKo pa3basuTtenb). MpoBeayte MUHUMYM Ty
LMKna paboTbl Ha aHanusarope.

AHanmnsaTopbl Co BCTPOEHHbIMU gaTtumkamu - Cm. PykoBoacTtBo no akcnnyatauun cuctemsl CELL-DYN.
OrMPAHUYEHUA NPOLIEQYPbI

[aHHbIi NpoayKT NpegHasHayveH Ons MCMob30BaHMA TOMbKO B KauyecTBE YMCTALEro CpeacTBa Ha remMartoniorMyeckyx aHanmsaropax
CELL-DYN 1 He obnapaeT Ae3uHGULMPYIOLLUMU CBONCTBAMM.

+ Uepes wecTb YacoB C MOMEHTa pa3BefeHns pacTBOp KOHLLEHTpaTa cnegyeTt yTUnM3npoBarth.

+ PactBOp 3H3MMHOro oumctutensa-koHueHTpata CELL-DYN Enzymatic Cleaner Concentrate pomkeH GbiTb NMONMHOCTbIO ypaaneH u3
cucTembl nepep TecTupoBaHneM o6pasLoB.

+ Y6eaumTecb, YTO IH3MMHbIA OYNCTUTENb MOMHOCTLIO yAaneH U3 y3na NPoMbIBKW 1/unmn npo6o3abopHoil nribl nocne 3aBeplueHns
npouenyp Auto Clean nnu Extended Auto Clean. MHCTpykuun no ounctke cuctembl cm. B PykoBoacTee no akcnnyatauuu, ecnmn
NPUMEHNMO.

+ He ncnonb3yiniTe NpoayKT nocne NCTevyeHms cpoka rogHoCTu.

NHOOPMALINA ONA 3AKA3A
99644-01CELL-DYN Enzymatic Cleaner Concentrate 2 x 50 mn

Ucnon b3yeMble CUMBOJbI

KartanoxHbin Homep

MeguunHckoe nuanenve ans anarHocTuku In Vitro

Ncnonb3oBatb 40/Cpok rogHoCTU

o

Hr yalElH

Homep cepun

N

o
*
o

TemnepaTypHbllA AnanasoH

=

CM. MHCTPYKLMIO MO NPUMEHEHUIO.

ENZYMATIC CLEANER CONCENTRATE | OH3UMHBIN OUNCTUTENb-KOHLEHTPAaT .
ABTOpIII3OBaHHbIIII npeacrasntesnb

ABTOPV30BaHHbIN NPENCTaBUTENb B M3roToBUTENA Ha TeppuTopun
EBponeiickom CoobliecTse Poccuu u apyrux cTpan CHI:

000 «3660TT Nabopartopus», 125171,
‘ Poccus, r. MockBsa,

WarotoButenb JNeHnHrpapckoe wocce, 16A,
cTpoeHuve 1,

Ten: +7 (495) 258 42 80;
Qakc: +7 (495) 258 42 81

| MANUFACTURED FOR| VaroToeneHo ans

| PRODUCT OF USA |  Mpopykr CLUA

Abbott Laboratories ‘ €
‘ Diagnostics Division

Abbott Park, IL 60064 USA

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany

a Abbott +49:6122-580

MapTt 2018 r.

CELL-DYN sBnsietcs Toproson mapkou komnanun ABBOTT LABORATORIES B pa3fnnuHbix IOPUCANKLMAX.



“*" ELITechGroup

ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel : +33 (0)2 3381 2100
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 5 «CONTROLES/ CALIBRANTS/ STANDARDS », référencés dans la
liste ci-jointe, sont conformes aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE
relative aux dispositifs médicaux de diagnostic /7 vitro et au code de la santé publique.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et sappuie sur la
certification de notre systéme qualité selon les normes ISO 9001 : 2008 et NF EN ISO 13485 : 2012. (Certification
valable jusqu’au 27 juillet 2017).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ElITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 5, "CONTROLS/ CALIBRATORS/ STANDARDS", such as listed hereto,
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.

This declaration is based on the contents of each DOS-CE-XXXX technical file and is supported by the certification
of our quality system according to the standards ISO 9001 : 2008 and NF EN ISO 13485 : 2012 (Certification valid unti/
July 274, 2017).

(See attached list).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra dnica
responsabilidad que los reactivos pertenecientes al grupo 5 “CONTROLES/ CALIBRADORES/ ESTANDARES”,
referenciados en la lista adjunta, 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.

Esta declaracion se basa en el contenido de cada DOS-CE-XXXX técnica y estd respaldado por la certificacion de
nuestro sistema de calidad segun las normas ISO 9001 : 2008 y EN NF ISO 13485 : 2012 (Certificacion vélida hasta el 27
de Julio 2017).

(Ver lista adjunta)

Sées, le 15 septembre 2014 )
ELITech Clinical Systems SAS

Valérie GOURDON, Zone Industrielle ncoise DEBIAIS,
: . : 61500 SEES - France i

Responsable des Affaires Reglementaires ++33(0)2.33 8121.00 - Fax: 133101 33 90 siglent

Regulatory Affairs Manager X :+33(0)233 287751 PreSident

. SIRET 318 265 228 00034 &
Responsable de los Asuntos Reglementarios e resident:

il

P

ELITech Clinical System%
Société par actions simplifiée au Capital de 1219 592.14 £ ~ MED
SIRET 318 365 228 00036 APE 20597 1SO 9001 -NF EN ISO 13485
RC ALENCON 318 365 228
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ELITechGroup

ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel :+33 (0)2 33 81 21 00
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

GROUPE 5 — CONTROLES/CALIBRANTS/STANDARDS
GROUP 5 — CONTROLS/CALIBRATORS/STANDARDS
GRUPO 5 — CONTROLES/CALIBRADORES/ESTANDARES

NOM DU DOSSIER
DESIGNATION DU REACTIF/ REFERENCES/ CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS EC FILE NAME/ GMDN Code/
DESIGNACION DE REACTIVO NOMBRE DEL Codigo GMDN

ARCHIVO CE
CK-MB CONTROL CKMB-0900 DOS-CE-CKMB-CT 44693
ELICAL 2 CALI-0550 DOS-CE-CALI2 47868
ELITROL I CONT-0060 DOS-CE-ELIT I 47869
ELITROL II CONT-0160 DOS-CE-ELIT II 47869
ISE CONTROL I ISCT-0046 47869

DOS-CE-ISCT
ISE CONTROL II ISCT-0047 47869
CHOLESTEROL HDL 2G CALIBRATOR | HDLL-0011/0041 DOS-CE-HDLL-CAL 44696
CHOLESTEROL LDL 2G CALIBRATOR | LDLL-0011/0041 DOS-CE-LDLL-CAL 41728
CHOLESTEROL Standard 200 mg/dL | CHOL-0055 DOS-CE-CHOL200 44698
CREATININE Standard 2 mg/dL CREN-0055 DOS-CE-CREN2 44700
GLUCOSE Standard 100 mg/dL GLUP-0055 DOS-CE-GLUP100 41818
MICROPROTEIN PLUS
Stamdard 100 mg/dL PRTU-0022 DOS-CE-PRTU100 53482
TRIGLYCERIDES Standard 200 mg/dL | TRIG-0055 DOS-CE-TRIG200 44702
UREA Standard 50 mg/dL URUV-0055 DOS-CE-URUV50 53588
URIC ACID Standard 6 mg/dL ACUR-0055 DOS-CE-ACUR6 44704

VASE

Z/Lb

ELITech Clinical Systems SAS

Zone Industrielle

crre

$1500 SEES - France
Tél. : +33(0)233 81 2100 - Fax: +33{0)233 287751
SIRET 318 365 228 00036

ELITech Clinical Systems SAS
Société par actions simplifiée au Capital de 1 219 592.14 €
SIRET 318 365 228 00036 APE 20597
RC ALENCON 318 365 228

g

ISO 9001 -NF EN ISO 13485
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ABBOTT 26 Plus Control

CELL-DYN svsrems 8H59
G5-4824/R05
C8H59R

NHOOPMALIUA O NMPOAYKTE

CELL-DYN 26 Plus Control

|CONTROL L |N|H|

HA3HAYEHUE

KoHTponb CELL-DYN 26 Plus Tri-Level Control - atrectoBaHHbli remMarTofiorMYeCcKUn KOHTPOSb /18 OLLEHKM TOYHOCTU W
BOCMPOV3BOAMMOCTI reMaTonornyeckmnx aHanm3aTopoBs, MPOM3BOASALLNX PACYET NENKOLUTAPHON GOpMyIIbI.

KPATKOE ONMMUCAHWE U NPUHLAN

Vcnonb3oBaHne cTabunbHOro KOHTPOSIbHOrO Mateprana Ans MOHUTOPUHra pabourx XxapakTepUCTUK ANAarHoCTMUECKMX TECTOB ABNAETCA
yacTblo yCTaHOBNEHHOrO NabopaTtopHoro ctaHaapta. KoHtpons CELL-DYN 26 Plus Control BkntouaeT B cebs cTabunbHbie Matepuarnsl,
UTO MO3BONSIET MPOBOAUTL OLLEHKY TOYHOCTM M BOCMPOM3BOAVMMOCTU PE3YNbTATOB, MOMYYEHHbIX HA FEMaToNorMyeckux cucteMax
CELL-DYN. MNpoLiecchbl uccrnenoBaHuns 1 obpallieHns ¢ KOHTPONAMI aHanormyHbl npoLeccam pabotbl ¢ obpasuamu nadueHta. KoHtponu
NpeacTaBneHbl TPEMS YPOBHAMU Pe3ynbTaToB: HU3KUM, CPEOHMM U BbICOKMM.

PEATEHTbI

KoHTponb CELL-DYN 26 Plus Control npopykt ans In Vitro pnarHocTuku, copgepxaliuim BCEe WM YaCTUUYHO KOMMOHEHTbI:
CTabUNN3NpPOBaHHbIE 3PUTPOLIMTLI KPOBK UerioBeKa WM MIEKOMNUTAIOWEero, NeiKoLUTbl KPOBM YEenoBeKa, MIIeKOnuUTalowero mnm
MNCKYCCTBEHHbIE NIEKOLIThI, a TakKe TPOMBOLIUTAPHBIN KOMMOHEHT B KOHCEPBUPYIOLLLEN Cpefe.

NPEAYMNPEXXAEHNA N MEPbI MPEAOCTOPO>XXHOCTHA

Ana guarHoctukn In Vitro

BHUMAHUE: [OaHHbin NpoayKT COAepXUT bruomarepuanbl YenoBeka u/unv noteHumanbHo UHPEKLMOHHbIE KOMMOHEHTbI. CM.
A pasnen PEATEHTbI paHHoro Bknagbiwa. HM OogvH 13 M3BECTHbIX METOAOB TECTUPOBAHUS HE MOXET rapaHTMpoBaTb, UTO

MonyyYeHHble OT YenoBeka MPOAYKTbl WM WMHAKTVBUPOBAHHbIE MUKPOOPraHU3Mbl He MnepeHocsT uHdekuuio. MNoatomy BCe
mMarepmarbl, MofyYeHHblE OT UenoBeka, crefdyeT cumTaTb NoTeHLManbHO UHOEKLMOHHbIMU. PekomeHayeTcsa obpallarbes ¢ AaHHbIMU
peareHTamu 1 obpasLiaMi YesloBeka B COOTBETCTBUM co CTaHAapTOM Mo 06palLeHMio ¢ reMOKOHTaKTHbIMU natoreHamu OSHA!. Mpu
paboTe ¢ MaTepuanamu, CogepXaLluMm U NPeanonoXnTeNbHO CoaepXaLluMn MHPEKLIMOHHbIE areHTbl, criegyeT cobnoatb npasuna
6106€30MaCHOCTY, YPOBEHb 22, NN Apyre COOTBETCTBYIOLLME NpaBuna Guonoriyeckon 6esonacHocTnS?,

* Bce ucnonb3oBaHHble A MPOU3BOACTBA AaHHOMO NPoayKTa brioMaTepuaribl, NMoslyuYeHHbIe OT YeNioBeKa, Bbinv MPOTeCTMPOBaHbI
1 orpepgeneHbl Kak He peakTMBHble Ha aHTureHol K renatuty B (HBsAQ), oTpuuartenbHble B TecTtax Ha aHTutena K HIV
(HIV-1/HIV-2) n renaTtuty C (HCV), He peaktusHble Ha PHK HIV-1 n PHK HCV no nuueHanposaHHon NAT-meToauvke, a Takxke He
peakTVBHble B CEposiormyeckom tectuposaHmm Ha cudunuc (Serological Test for Syphilis - STS) ¢ ucnonb3oBaHnem TeXHUK,
pPeKoMeHOBaHHbIX YNpaBneHreM No CaHUTapHOMy HaA30py 3a KauecTBOM MULLLEeBbIX MPOAYKTOB 1 MeankameHTos CLLIA.

YTUnn3npyinTe CoaepkrMoe/KOHTENHEP B COOTBETCTBUMN C caHuTapHbiMu Hopmamu PQ (CanluH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e3onacHOCTU JOCTYMHbI Ha caiTe www.abbottdiagnostics.com unu y MmectHoro npeacraButens.

JononHnTenbHyo nHopmaL Mo cMm. B COOTBETCTBYlowem PykoBoactee no akcrinyataumm CELL-DYN.

MHCTPYKLIM MO NCMNOJIb3OBAHUIO
MHdopmaLmio o TEXHONOTUY CMEeLlBaHns 1 obpalleHny ¢ NMpoaykToM CM. B Tabnuue 3HadveHun CELL-DYN 26 Plus Control.

MPOLIEAYPA
CwMm. npoLieypbl KOHTPOMs KauecTsa, NprBeAeHHble B COOTBETCTBYoLEeM PykoBoacTee no akcnnyarauuy CELL-DYN.

XPAHEHUE N CTABUIIbHOCTb

10°C
z°c/v KoHTponb CELL-DYN 26 Plus Control HeobxoanMo MAOTHO 3aKpblBaTb KPbILWKOW M XpaHUTb npu Temnepatype 2-10°C.
WN36eraiite neperpeBaHna UM 3aMOpPO3KN KOHTEMHEepPOB. HeBCKPbITble KOHTEHEPbl CTabusibHbl 1O OKOHUYaHUs 3asBMEHHOTO CPOKa
ropgHocTuy. Mocne BCKPbITUS KOHTENHEPBI MOXHO MCMOMb30BaTb B TEUEHWE BPEMEHM, YKa3aHHOro B Tabnuue 3HaYeHui, npu ycrnosmm
cobntofeHns Npasu obpalleHns ¢ NPOoayKTOM: n3berasi 4OMONHUTENbHbIX LIMKIIOB COrpeBaHus Uiy OX1aXaeHusl, MPOAOIKNTENbHOTO
BO3[ENCTBUA KOMHATHOW TemnepaTypbl, & TakKe 3HEepPrMyHoro nepemeLlnBaHns, YToO MOXET HeraTMBHO CKa3aTbCsi HA KOHTPOIIbHOM
matepuane. Takxe Heobxoommo cobnopatb pekoMeHpgauuy no obbemy martepuana B Npobupke (MpeBbllieHWe UM COOTBETCTBUE
MUHUMaNbHOMY YPOBHIO 06bema), NpuBedeHHble B PyKoBOACTBE MO 3KchnyaTauum.
Bo3HnKHOBEHUe TeHaeHUuii B napameTrpax MCV unu RDW B TeueHMe BCEro Cpoka XpaHeHus MpofykTa obbAcHAeTcs creundukon
remartofiormyeckoro KOHTPOSIbHOrO MaTepuana. [JaHHas xapakTepucTuka He SBMsieTcs ykasaHWeM Ha HecTaburbHOCTb MpofyKTa.
Bo3moxxeH nepecmoTp AmanasoHa v rpaHnL, AaHHbIX MapamMeTpoB.
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MOKASATENN NMOPYNA

Mocne cmewmnsarHus koHTponb CELL-DYN 26 Plus Control fgomkeH vMeTb BU3yanbHOE CXOACTBO CO CBEXeW LieSlbHOW KpoBbio. B
HecMellaHHOM Matepuane OXNaXOeHHbIX KOHTENHEepPOB MOXET HabniofaTbCs 3aMyTHEHHbIN CynepHaTaHT KpacHoOro oTTeHka. JTobble
LpYrvie N3MeHeHs LiBeTa cyrnepHaTaHTa Unm Bbipa)keHHbI FeMOonn3 MoryT yKasblBaTb Ha Nopuy npoaykta. Casur pe3ynbTaTtoB OKmaaeMblx
3HAUEHUI TaKXXE MOXET yKasblBaTb Ha Mopuy npoaykta. HeakkypaTHoe obpalleHre, 3aMopo3ka, neperpesaHne U KOHTaMUHUpoBaHue
4acTo cnyxxaT npuumMHamu nopuu npopykTa. HepoctatouHoe nepemellvBaHue Wnv Hernonagky B paboTe aHanmsartopa MOryT Takxe
CMY>XNTb NPUYMHAMW MONYYEHNs HELOCTOBEPHbIX pe3ynbTaroB. He mcnonb3ynte AaHHbIN NPOAYKT, €CNn nofo3peBaeTe ero nopuy.
Obpawaiiteck B CepBucHyto noaaepxky Abbott.

CepBucHasa noppaepxkka: O6paluaiiTecb K CBOeMy MECTHOMY MpefacTaBUTENtO WM CMOTPUTE KOHTaKTHYO umHdopmauuio ans
Ballen cTpaHbl Ha cante www.abbottdiagnostics.com.

OrPAHUYEHUNA

CobniofeHne pekoMEHAAUMIA MO XPaHEHWIO M WCMONb30BaHME [AHHOrO MpomyKTa B COOTBETCTBAM C WMHCTPYKUMSMU OaHHOTO
MHPOPMALIMOHHOTO MaTepuana Heobxoanmo Ans obecrneueHus onTUMarbHbIX pabounx xapakTepucTuK. [aHHbI NMPOOyKT He MOXeT
MNCnonb30BaTbCs AN NPOBEAEHNs aHanM3a nenkoLTapHon Gopmysbl BpyUHyIo. 3asBneHHble 3HaUYeHUs MPUMEHUMbI TOMNbKO K CrcTeMam,
yKasaHHbIM B Tabnuiue 3HaueHui.

Mepen nccnenoBaHNEM KOHTPOIel HE0BX0AMMO TLLATENbHO OUUCTUTL MPOMbIBOUHBIN BIIOK /WK UFNYy NPo603abopHKa 0T pepMEHTHOro
npombiBoYHOro koHueHtpata CELL-DYN Enzymatic Cleaner Concentrate.

O>XXUOAEMbIE 3HAYEHNA 1 X NOMTYYEHUE
CM. oXvpaemble 3HaUEHVs B TabnuLie 3HAUEHNI, MPUNIOKEHHON B yrakoBKe TecTa. 3HaueHrs TecTa MoslyyatoTcs nyTemM TeCTUPOBaHS
B noBTopax Ha cuctemax CELL-DYN. [nanasoH CpegHux 3HaueHUN sBnseTcs MpubanauTesibHbiM pacuyeToMm BHYTpUnabopaTopHon
BapvaLum, BCNeACTBUE NCMONb30BaHNs pasHblX peareHToB, 0COBEHHOCTEN TEXHUUYECKOrO 06CnyXM1BaHUs, KanmbpoBk/ U paboTbl Ha
aHanusarope. Kannbposka crcTeM NMpoBOAUTCS CredyoLLM obpa3om:

* C UCMOSIb30BAHNEM LIESIbHOM KPOBY B COOTBETCTBUMN C UHCTPYKLMAMIU PYKOBOACTB 1 pedepeHCHbIMY METOAAMN, PEKOMEHAYEMbIMM

CLSI 1 ICSH®&7:8.9.10
*+ C UCMOnb30BaHMEM KomMMepueckoro kanubpartopa CELL-DYN
* C MCMOMb30BaHMEM COOTBETCTBYIOLLEro remarorormyeckoro aHanmaaropa CELL-DYN, nmetoLero HagexHyto kanmbposky CELL-DYN.

PABOYUNE XAPAKTEPUCTUKU

MpyCBOEHHbIE 3HAuYeHWs NPEeAcTaBfeHbl B BUAE CPedHero 1 [AuanasoHa 3HaueHui. CpepHee BbIBOAWUTCA MyTEM MNPOBELEHNS
TECTMPOBaHMUs B MOBTOPAx C MCMOMb30BaHNEM HECKOMbKUX aHanM3aTopoB, obCryXuBaHe U pabota ¢ KOTOPbIMU OCYLLECTBSETCS B
COOTBETCTBUM C MHCTPYKLMAMU nponssoamTens. CpefHee He Bceraa MpUMEHUMO K KOHKPETHOMY aHanu3atopy. OuanasoH 3HaueHui
oTpaxkaeT BHyTpunabopaTopHylo BapuabenbHOCTb, a Takke BapuabenbHOCTb BHYTPU aHanusatopa. Bcnenctsue aToro, 3HaueHus
[OManasoHa Bbixopa Lwmpe, yem +2 CKO amanasoHa KK ans onpepeneHHoro MHCTpymeHTa. Beerga nposoguTe mpouenypbl KOHTPOns
KauecTBa B COOTBETCTBUM C NMpaBuiaMun Hafnexallei 1abopaTopHor NpakTuku, TpeboBaHaMN PyKOBOACTBA NabopaTtopuu, a Takxe
perynsaTopHbiMy TpeboBaHMAMU U TpeboBaHUAMY akkpeauTaLun.

BOMPOCbI MO PABOYUM XAPAKTEPUCTUKAM KOHTPOJEN
Ecrnn Bbl CTORKHYNMCb € mnpobrnemamy mno pesynbTatam KOHTpons, npepoctaBbTe B CepBucHylo nomnepxkky Abbott cnepyioluyto
nHbopmaLuio:

+  Cpok rogHocTu, HoMepa cepuii 1 JoMOoNHUTENbHbIE JaHHbIe 0 nHTepecytoLem(ux) Bac koHTpone(sx).

+ [pepplgyLine Homepa cepuii KOHTPOMEN U AaHHbIe MO MCMOb30BaHHbIM paHee cepusm.

- [aHHble nocneaHero nccnefosaHus socnpounssoaumocTyt (N=10) Ha MaTeprane CBeXUx 06pasLL0B LieNbHO KPOBY, MPOBEAEHHOTO

B COOTBETCTBUN C UHCTPYKLNAMU PyKOBOﬂCTBa no aKcnnyarauunu.
+ HaHHble OTyeTa Mo KOHTPOJIO KauecTBa, a TakkKe faHHble, MonyYeHHbIe B Xofe MOCeaHel KanmbpoBku aHanmsaropa.
+  VicTopus TexHUYecKoro obcnyxuBaHus aHanuaropa.
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NHOOPMALMA ANA 3AKA3A

08H59-01  TpexypoBHeBbiit koHTponb CELL-DYN 26 Plus Tri-Level Control 12 NpoBMpoK Mo 2,5 Mn

08H59-02 TpexypoBHeBbilt KOHTPonb CELL-DYN 26 Plus Tri-Level Control - MuHu-ynakoska 6 npobupok no 2,5 mn
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