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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

[PARTIE 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 : 5
Page in annex : 5

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) :

[ dispositif de I’'annexe Il liste A [] dispositif de annexe Il liste B
device of list A annex I device of list B annex I/

[] autotest hors annexe I X] autre dispositif (tous les dispositifs saufdispositifs de
device for self-testing not listed in annex Il 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 Isabelle, Oget, Directrice Affaires Réglementairescertifie 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 Isabelle, Oget, Director of Regulatory Affairs 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 :30/08/2018

IPARTIE RESERVEE A LA CCIR PARIS IDF]
Section reserved for the administration \ 17
Les dispositifs médicaux de diagnostic in vitro marqués CE en conformité avec la directive 98/79/CE peuvent etre mis sur Ie
marché en France et dans les autres Etats membres de I'Union Européenne et parties a I'accord sur 'espace économique
européen, et étre exportés vers les pays tiers. Ce certificat de libre vente est valide a concurrence du maintien, par le
fabricant des dispositifs concernés, d’'une declaratlon de conformité (autre dispositifs), accompagnée le cas échéant, des
certificats nécessaires délivrés par un organjst 3— potifie (dispositif de I'annexe Il liste A et liste B, autotests-hors annexe ).
Ce certificat de libre vente est utilisable unfifigaeia des fins d’exportation hors Union européenne.

Digitally signed by Ceaicovschi Tudor : 4
Date: 2021.04.13 15:21:16 EEST )l CC]R Paris IDF / DGA-SEDI
> Service des CLV

Reason: MoldSign Signature
9, rue Coquilliére

Location: Moldova
75001 PARIS

market and in the other Member states of the izuropean Uriion and part of the European Free Trade Association;-and be
exported in the non-EC Membe:. States. This. free sale” certificate is valid until the maintenance, by the manufacturer of the
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 I, devices for self-testing not listed in annex Il). This free sale
certificate can only be used for exportation outside European Union.

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



BIOLABO - Désignation des Dispositifs / Devices Designation pus

REF
80351
80001
87601

LP80501
LP80601
80002
99029
99059
80027
80127
80227
80327
LP80507
LP80607
92027
99523
99123
99223
LP99553
80023
80123
80223
99261
80025
80125
80225
80325
LP80505
LP80605
92025
92026
99832
99852
80403
80443
80553
97443
97553
90004
80004
80005
80106
LP80106
87656
88656
99656
87356
90206
90406
90426
86536
86516
90416
90816
82526
97217
97317

DESIGNATION FR

ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ALBUMINE Méthode BCG
ALCOOL Ethanol

ALCOOL Ethanol

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC)

ALT TGP (IFCC)

ALT TGP Méthode Colorimétrique
AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE Méthode E-PNPG7
AMYLASE Méthode E-PNPG7
AMYLASE Méthode E-PNPG7
AMMONIAC Méthode Enzymatique
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC)

AST TGO (IFCC)

AST TGO Méthode Colorimétrique
Solution Soude 0,4 N
BICARBONATE Méthode Enzymatique
BICARBONATE Méthode Enzymatique

BILIRUBINE TOTALE Méthode Acide Sulfanilique
BILIRUBINE DIRECTE Méthode Acide Sulfanilique
BILIRUBINE TOTALE Méthode DCA
BILIRUBINE DIRECTE Méthode DCA
CALCIUM Méthode Arsenazo llI

CALCIUM Méthode CPC

CHLORURES Méthode Colorimétrique
CHOLESTEROL CHOD-PAP

CHOLESTEROL CHOD-PAP

CHOLESTEROL CHOD-PAP

CHOLESTEROL Non estérifie CHOD-PAP
CHOLESTEROL Non estérifi€ CHOD-PAP
CHOLESTEROL CHOD-PAP
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-LNL. Méthade Diracte
CHOLESTEROL-L_DL "Méthoce Directe
CHOLINESTERASE Butvryltniocholine
Isoenzyme CK-MB Méthode.d’'immunoinhibition

BILIRUBINE TOTALE ET DIRECTE Méthode Acide Sulfanilique

DESIGNATION GB

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

ALBUMIN BCG Method

ALCOHOL Ethanol

ALCOHOL Ethanol

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC)

ALT GPT (IFCC)

ALT GPT Colorimetric Method

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE E-PNPG7 Method

AMYLASE E-PNPG7 Method

AMYLASE E-PNPG7 Method

AMMONIA Enzymatic Method

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC)

AST GOT (IFCC)

AST GOT Colorimetric Method

NaOH Solution 0.4 N

BICARBONATE Enzymatic Method
BICARBONATE Enzymatic Method
TOTAL AND DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN Sulfanilic Acid Method
DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN DCA Method

DIRECT BILIRUBIN DCA Method
CALCIUM Arsenazo Ill Method

CALCIUM CPC Method

CHLORIDE Colorimetric Method
CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP

Non Esterified CHOLESTEROL CHOD-PAP
Non Esterified CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP
HDL-CHOLESTEROL Direct Method
HDL-CHOLESTEROL Direct Method
HDL-CHOLESTEROL Direct Method
CHOLESTEROL-HDL (PTA) Precipitant
CHOLESTEROL-HDL (PTA) Precipitant
LDL-CHOLESTEROL Direct Method
LDL-CHOLESTEROL Direct Method
CHOLINESTERASE Butyrylthiocholine
CK-MB Isoenzyme Immunoinhibition Method
CK-MB Isoenzyme Immunoinhibition Method
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REF
92207
92307
80107
80008
92108
92308
97408
97089
97099
81110
81210
81310
80009
87109
87409
16GL8

LP80209
LP87809
3502200
82250
92011
92111
92511
99881
99891
87212
98212
92214
92314
82560
3300060
99105
99110
80015
80016
LP87016
97016
80019
87319
LP80519
LP80619
80221
80321
92032
92132
99032
99132
LP99532
LP99632

DESIGNATION FR

CK-NAC IFCC Monoréactif

CK-NAC IFCC Monoréactif

CREATININE Méthode cinétique

FER (SFBC) Bathophénanthroline

FER Méthode directe (Féréne)

C.T.F. Capacité Totale de Fixation du Fer
C.L.F. Capacité Latente de Fixation du Fer
G6-PDH Méthode cinétique U.V.

G6-PDH lyophilisée Méthode cinétique U.V.
GAMMA GT GPNA carboxylé

GAMMA GT GPNA carboxylé

GAMMA GT GPNA carboxylé

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine)
HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine)
L.D.H. (LDH-P) Méthode SFBC modifie

L.D.H. (LDH-P) Méthode SFBC modifiée

L.D.H. (LDH-P) Méthode SFBC modifice

LIPASE Méthode cinétique

LIPASE Méthode cinétique

MAGNESIUM Calmagite

MAGNESIUM CALMAGITE Haute Stabilité - Haute Linéarité
PHOSPHATASE ALCALINE (DEA)

PHOSPHATASE ALCALINE (DEA)

PHOSPHATASE ACIDE Méthode Cinétique
PHOSPHATASE ACIDE Méthode Point Final (PNPP)
PHOSPHOLIPIDES Méthode colorimétrique enzymatique
PHOSPHOLIPIDES Méthode colorimétrique enzymatique
PHOSPHORE Inorganique Méthode U.V.

PROTEINES TOTALES Méthode Biuret

PROTEINES TOTALES Méthode Biuret

PROTEINES U.S. Méthode Rouge de Pyrogallol
TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

UREE Méthode colorimétrique

UREE Méthode colorimétrique

UREE U.V. Méthode Cinétique

UREE U.V. Méthode Cinétique

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

DESIGNATION GB

CK-NAC IFCC Single Vial

CK-NAC IFCC Single Vial

CREATININE Kinetic method

IRON (SFBC) Bathophenanthrolin

IRON Direct Method (Ferene)

T.1.B.C. Total Iron Binding Capacity

U.1.B.C Unsaturated Iron Binding Capacity
G6-PDH U.V. Kinetic Method

Lyophilised G6-PDH U.V. Kinetic Method
GAMMA GT carboxy GPNA

GAMMA GT carboxy GPNA

GAMMA GT carboxy GPNA

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
L.D.H. (LDH-P) SFBC Modified Method

L.D.H. (LDH-P) SFBC Modified Method

L.D.H. (LDH-P) SFBC Modified Method

LIPASE Kinetic Method

LIPASE Kinetic Method

MAGNESIUM Calmagite

MAGNESIUM CALMAGITE High Stability — High Linearity
ALKALINE PHOSPHATASE (DEA)

ALKALINE PHOSPHATASE (DEA)

ACID PHOSPHATASE Kinetic Method

ACID PHOSPHATASE End Point Method (PNPP)
PHOSPHOLIPIDS Colorimetric enzymatic Method
PHOSPHOLIPIDS Colorimetric enzymatic Method
Inorganic PHOSPHORUS U.V. Method

TOTAL PROTEIN Biuret Method

TOTAL PROTEIN Biuret Method

U.S. PROTEIN Pyrogallol Red Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method

UREA Colorimetric Method

UREA Colorimetric Method

UREA U.V. Kinetic Method

UREA U.V. Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

92315
92330

KIT CALCULS URINAIRES Méthode qualitative chimique

KIT CALCULS URINAIRES Méthode qualitative chimique

STONE ANALYSIS SET Chemical qualitative method
STONE ANALYSIS SET Chemical qualitative method
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REF

DESIGNATION FR

DESIGNATION GB

95010
95011
95015
95020
95403
95406
95806
95506
95516
95526
95801
95013
95023
95089
95289
95012
95315

BIOLABO EXATROL-N Taux 1

BIOLABO EXATROL-P Taux 2

BIOLABO MULTICALIBRATOR Calibrateur Multiparamétrique
BIOLABO EEQ Evaluation externe de la qualité

BIOLABO CONTROLE PEDIATRIQUE

CALIBRATEUR CHOLESTEROL-HDL

CALIBRATEUR CHOLESTEROL-LDL

CALIBRATEUR HDL LDL CK-MB

Sérum de contréle HDL LDL CK-MB Lipides Taux 1

Sérum de contréle HDL LDL CK-MB Lipides Taux 2

Calibrant LIPASE

Contrdle Normal AMMONIAC ALCOOL BICARBONATE
Contrdle Pathologique AMMONIAC ALCOOL BICARBONATE
G6-PDH Controle normal (hémolysat humain lyophilisé)
G6-PDH Contréle Déficient (hémolysat humain lyophilisé)
Contréle urinaire Taux 1 et Taux 2

KIT CALCULS URINAIRES Controles Positifs et Négatifs

BIOLABO EXATROL-N Level 1

BIOLABO EXATROL-P Level 2

BIOLABO MULTICALIBRATOR Multiparametric calibrator
BIOLABO EQA External Quality Assessment

BIOLABO PAEDIATRIC CONTROL

HDL-CHOLESTEROL CALIBRATOR

LDL-CHOLESTEROL CALIBRATOR

HDL LDL CK-MB CALIBRATOR

Control serum HDL LDL CK-MB Lipids Level 1

Control serum HDL LDL CK-MB Lipids Level 2

LIPASE Calibrator

Normal Control AMMONIA ALCOHOL BICARBONATE
Pathological Control AMMONIA ALCOHOL BICARBONATE
G6-PDH Normal control (Lyophilised human hemolysed blood)
G6-PDH Deficient control (Lyophilised human hemolysed blood)
Urinary Control Level 1 and Level 2

STONE ANALYSIS SET Positive and Negative Controls

13880
13885
13881
13702
13704
13712
13883
13560
13570
13660
13670
13565

13450
13451
13980

13965
13970
13961
13962
13963
13210
13211
13212
13302
13305
13307

BIO-TP Taux de Prothrombine (TP)
BIO-TP Taux de Prothrombine (TP)
BIO-TP Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
TAMPON OWREN KOLLER

BIO-CK TCA Kaolin

BIO-CK TCA Kaolin

BIO-SIL TCA Silice

BIO-SIL TCA Silice

CHLORURE DE CALCIUM 0,025M

BIO-FIBRI Dosage Chronométrique du Fibrinogéne
BIO-FIBRI Dosage Chronométrique du Fibrinogéne
BIO-TT Temps de Thrombine

TP-CALSET Set de Plasmas de Référence

BIO-CAL Plasma de référence
PLASMA CONTROLE Taux 1
PLASMA CONTROLE Taux 2
PLASMA CONTROLE Taux 3
D-DIMER Test Immunoturbidimétrique
D-DIMER Control 1

D-DIMER Control 2

FACTOR Il Plasma Déficient
FACTOR V Plasma Déficient
FACTOR VII Plasma Déficient

BIO-TP Prothrombin Time (PT)

BIO-TP Prothrombin Time (PT)

BIO-TP Prothrombin Time (PT)

BIO-TP LI (Low ISI) Prothrombin Time (PT)
BIO-TP LI (Low ISI) Prothrombin Time (PT)
BIO-TP LI (Low ISI) Prothrombin Time (PT)
OWREN KOLLER BUFFER

BIO-CK APTT Kaolin

BIO-CK APTT Kaolin

BIO-SIL APTT Silica

BIO-SIL APTT Silica

CALCIUM CHLORIDE 0.025M

BIO-FIBRI Chronometric determination of Fibrinogen
BIO-FIBRI Chronometric determination of Fibrinogen

BIO-TT Thrombin Time

TP-CALSET Standard Set
BIO-CAL Reference Plasma
CONTROL PLASMA Level 1
CONTROL PLASMA Level 2
CONTROL PLASMA Level 3

D-DIMER Turbidimetric Immunoassay
D-DIMER Control 1

D-DIMER Control 2

FACTOR Il Deficient plasma
FACTOR V Deficient plasma
FACTOR VIl Deficient plasma
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REF DESIGNATION FR DESIGNATION GB
13308 FACTOR VIl Plasma Déficient FACTOR VI Deficient plasma
13309 FACTOR IX Plasma Déficient FACTOR IX Deficient plasma
13310 FACTOR X Plasma Déficient FACTOR X Deficient plasma
13311 FACTOR XI Plasma Déficient FACTOR XI Deficient plasma
13312 FACTOR XII Plasma Déficient FACTOR Xl Deficient plasma
13971 COATROL 1 Taux 1 COATROL 1 Level 1
13972 COATROL 2 Taux 2 COATROL 2 Level 2

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 (1,2,12-0O) S. Paratyphi AO (1,2,12-0)
9905BH S. Paratyphi BH (b-H) S. Paratyphi BH (b-H)
9905BO S. Paratyphi BO (1,4,5-0O) S. Paratyphi BO (1,4,5-0)
9905CH S. Paratyphi CH (c-H) S. Paratyphi CH (c-H)
9905CO S. Paratyphi CO (6,7-O) S. Paratyphi CO (6,7-O)
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 Contréle Positif Polyvalent Positive Polyvalent Control
9901NC Controle Négatif Polyvalent Negative Polyvalent Control
99054 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
99056 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
99058 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
081050 ASLO-LATEX ASLO-LATEX
097100 CRP-LATEX CRP-LATEX
098100 FR-LATEX FR-LATEX
3800100 RPR-CHARBON RPR-CHARBON
3800150 RPR-CHARBON RPR-CHARBON
4500100 TPHA TPHA
4500200 TPHA TPHA
085100 HCG-LATEX HCG-LATEX
RFO50E 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 Controle BIOLABO RF Control
RF CONT5 BIOLABO FR Controle BIOLABO RF Control
CRPO50E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP620E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
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 Controle Bas BIOLABO CRP Control Low
CRP CONTL5 [BIOLABO CRP Controle Bas BIOLABO CRP Control Low
CRP CONTH1 |BIOLABO CRP Contréle Haut BIOLABO CRP Control High
CRP CONTH5 |BIOLABO CRP Contrdle Haut BIOLABO CRP Control High
ASLOO050E ASLO Test Immunoturbidimetrique ASLO Turbidimetric Immunoassay
ASLO620E ASLO Test Immunoturbidimetrique ASLO Turbidimetric Immunoassay
ASLO CALH1 |BIOLABO ASLO Calibrant Haut BIOLABO ASLO Standard High
ASLO CALSH1 |BIOLABO ASLO Calibrant Super Haut BIOLABO ASLO Standard Super High
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ASLO CALSET41 |BIOLABO ASLO Kit de Calibration BIOLABO ASLO Standard Set
ASLO CONT1 |BIOLABO ASLO Contréle BIOLABO ASLO Control
ASLO CONT5 |BIOLABO ASLO Controle BIOLABO ASLO Control
APOA1620E |APOLIPOPROTEINE A1 Test Immunoturbidimétrique APOLIPOPROTEINE A1 Turbidimetric Immunoassay
APOB620E  |APOLIPOPROTEINE B Test Immunoturbidimétrique APOLIPOPROTEINE B Turbidimetric Imnmunoassay
APOA1050E |APOLIPOPROTEINE A1 Test Immunoturbidimétrique APOLIPOPROTEINE A1 Turbidimetric Immunoassay
APOBO050E APOLIPOPROTEINE B Test Immunoturbidimétrique APOLIPOPROTEINE B Turbidimetric Inmunoassay
A1B CALH1 BIOLABO A1B Calibrant Haut BIOLABO A1B Standard High
A1B CONT1 |BIOLABO A1B Controle BIOLABO A1B 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 Inmunoassay
22012 HbA1c Kit de calibration HbA1c Standard Set
22013 HbA1c Kit de contrble HbA1c Control Set
KENZA MAX KENZA MAX BioChemisTry PHOTOMETRE KENZA MAX BioChemisTry PHOTOMETER
KENZA 120TX |KENZA 120TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 120TX - AUTOMATIC BIOCHEMISTRY ANALYSER
KENZA 240TX |KENZA 240TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240TX - AUTOMATIC BIOCHEMISTRY ANALYSER
KENZA 240ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240ISE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240ISE |avec module ISE with ISE Module
KENZA 450TX |KENZA 450TX KENZA 450TX
KENZA 450ISE |KENZA 450ISE KENZA 450ISE
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
SCUP120|Serum Cup K120TX Serum Cup K120TX
COO0080|SERUM CUPS SERUM CUPS
CO04015|Extra Cleaning Extra Cleaning
C04020|Ipo Cleaning Ipo Cleaning
COO0058|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 Cl - 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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LABORATORIES

Date: 21-01-20

To Whom It May Concern

Letter of Authorisation

This is to confirm that GBG-MLD SRL of str. Tighina 65, of 607, MN-2001, Chisinau,
Republic of Moldova is an authorised distributor for Lorne Laboratories Limited in
Moldova.

GBG-MLD SRL is authorised to present proposals, offer quotations, accept orders
and participate in tender number 18/0003 for the National Blood Transfusion Center
for products on behalf of Lorne Laboratories Limited. This authorisation is valid until
$5: 422051

The undersigned herewith states that the above is true and correct.

BORATORIES LIMITED
ULrtl?talNgult_t?ush Park Industrial Estate
Danehiil
| Lower Earley
lan John | Berkshire RG6 49T

Managing Director

And duly authorised to sign this Authorisation on behalf of Lorne Laboratories Limited

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
‘?"rmo@ S Berkshire RG6 4UT United Kingdom | www.lornelabs.com

File No A12241;
1SO 13485:2003; IS0 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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GLOBAL QUALITY GROUP

CUCTEMA CEPTH®HUKAIIUA
®EJEPAJIBHOE ATEHTCTBO IO TEXHUYECKOMY
PEI'YJIMPOBAHUIO H METPOJIOT'HH

CHCTEMA JIOBPOBOJIbHOU CEPTU®HUKAIIMHA
«MEX/JYHAPOJHBIN HEHTP OIIEHKHA KAYECTBA»
Per. Ne POCC RU.31514.0417KA0

Opran no ceprupHKanHH:
PEI' Ne GLOBAL QUALITY GROUP.RU.0001
OBILIECTBO C OTPAHUYEHHOW OTBETCTBEHHOCTbIO
«EJIMHBbIA CTAHJJAPT KAYECTBA»
Axpec: 196158, ropon Cankr-TlerepGypr, ITysikockas ynuua, 10M 8 kopriyc 1, uT. a, noM. 1-H
Ten +7 (812) 603-76-55 info@gqg-cert.com
MOJUTHHHOCTB cepTH(HKATa NPOBePsiiTe B peecTpe Ha caiite http:/gqg-cert.com

CBUAETEJILCTBO
O MPOXOXXJAEHUU EXXKET'OAHOTI'O
UHCHEKIITMOHHOI'O KOHTPOJISA

Ne GQ.RU.0003.G0000245
Beiaano
OG6mecTBY ¢ OrpaHHYeHHOI 0TBETCTBEHHOCTbIO «AraT-Men»
Anpec: 105173, r. Mocksa, yn. ['naBnas, a. 6, kB. 12
MHH 7719187311 OI'PH 1037739078970
Jlata Bbigaun: 15.09.2020 r. Cpok ae#cteus no: 17.09.2021 r.
JlanHoe CBHAETEALCTBO MOATBepKAaeT: 1
H3zoenus meduyunckue. Cucmemvl MeHeOICMeHmMa Kavecmsa.

Tpebosanus 0 yeneii pecyiuposanus NPUMeHUMenbHo K pabomam

coanacno npwioxcenuto Nelk nacmosujemy ceuoemeibcmsy
(NPHAOKECHHE ABIACTCA HEOTHEM/IEMO#1 HaCTBIO CBHICTEILCTBA)

COOTBETCTBYET TPEBOBAHMSIM I'OCT ISO 13485-2017 (EN ISO 13485:2016)

ienepTHOH KoMHcCHeH oprana no cepTHOHKALHH CHCTEMbI

- 0. 4YTO COCTOSHHE BHIIOJIHICMH) plﬁOT HAXO/AHTCH B
(M ETAHIAPTOM

B Ne GQ.RU.0001.G0000245

/
J

I'yuaapesa O. B.
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GLOBAL QUALITY GROUP

CUCTEMA CEPTH®HUKAIIUH
®EJAEPAJIBHOE ATEHTCTBO 110 TEXHUYECKOMY
PEI'YJIMPOBAHHWIO U METPOJIOT'HHA

NMPUJIOXKEHHE Nel
k ceuetenbeTBy Ne GQ.RU.0003.G0000245

Obaacrb ceprupuKanun:

Pa3zpa6oTka, NPOM3BOACTBO M MPOAAKA MEAMLIMHCKHX W3JE/Hii JUIS in Vitro JHarHOCTHKM:
peareHToB M HabOpOB peareHTOB IS KIHHWYECKOH OHOXMMHMH, a Takke KanuOpaTtopoB H

KOHTPOJIbHBIX MaTE€pPHA10B.

1

PyKo‘ ARTEIL Oprasa IKkepepr

CoTHHKOB A. I'yapapesa O. B.
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GLOBAL QUALITY GROUP

CUCTEMA CEPTHO®HUKAIIHHA
OEJEPAJIBHOE ATEHTCTBO ITIO TEXHUHYECKOMY
PEI'YJIMPOBAHHIO H METPOJIOI'HHA

CHUCTEMA JIOBPOBOJIbHOW CEPTHO®UKALIAHA
«MEXJIYHAPOJIHBIN IEHTP OLIEHKHA KAYECTBA»
Per. Ne POCC RU.31514.0417KA0

Opran no ceprudpukanun:
PEI" Ne GLOBAL QUALITY GROUP.RU.0001
OBLIECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTbIO
«EJIMHBIN CTAHJIAPT KAYECTBA»
Anpec: 196158, ropoa Cankr-IlerepOypr, INynkoBckas ynauua, oM 8 kopryc 1, uT. a, nom. 1-H
Ten +7 (812)603-76-55 info@gqg-cert.com
NOJUTMHHOCTL cepTH(HKaTa NpoBepsiiTe B peecTpe Ha caiite http:/gqg-cert.com

CEPTU®UKAT COOTBETCTBUS
Ne GQ.RU.0001.G0000245

Brian

O0mecTBY ¢ OrpaHHYeHHON 0TBETCTBEHHOCTHIO «AraT-Mem»
Anpec: 105173, r. Mocksa, yi. ['naBHas, 1. 6, k. 12
HWHH 7719187311 OI'PH 1037739078970

Jlara Bbigauu: 17.09.2018 r. Cpok aeiicteus no: 17.09.2021 r.

Hacrossmuii ceprudukar yaiocrosepsier:

H3oenun meouyunckue. Cucmembl MeHeONCMeHMa Kavecmaa.
Cucmemnvie mpebosanus Ons yeneu pezynuposanus npuMeHumensHo Kk pabomam
coenacko npunodxcenuio Nelxk nacmoswjemy cepmugpuxamy
(MpHIOXKEHHE ABJISETCA HEOThEMASMO}i 4aCTbIO cepTH(HKaTA)

COOTBETCTBYET TPEBOBAHI PRCTESO{3%85-2017 (EN ISO 13485:2016)
}Ymonn opraHa
- Ilopaii M. ®@. I'ynpapesa O. B.

HACTOANIIMA CEPTHOHKAT OBA3BIBAET OPI AHH3ALIMIO MOJUIEPXKHBATE COCTOSHHE BhITIO HAEMBIX PABOT B
COOTBETCTBHH C BBILIEYKA3AHHBIM CTAHJIAPTOM, YTO BYZIET HAXO/IMTHCA MOJJKOHTPOJIEM OPI'AHA
110 CEPTHOMKALIMH CHCTEMBI JIOBPOBOJIBHOH CEPTHOHKALIMH « MEXIYHAPO/IHBIA LIEHTP DLIEHKH KAYECTBA» H IOATBEPKIATHCA
TTPH MPOXOXIEHHH EXEIOIHOIO HHCTTEKILIMOHHOI'O KOHTPOJIA




»lle

GLOBAL QUALITY GROUP

CUCTEMA CEPTU®HUKALIUHA
PEAEPAJIBHOE ATEHTCTBO 10 TEXHUYECKOMY
PEI'YJIMPOBAHUIO U METPOJIOT'UH

INMPUJIOKEHHUE Nel
K ceprudukary coorBercTBus Ne GQ.RU.0001.G0000245
Ob6aacTb cepTHGHKALNE CHCTEMbI MEHEKMEHTA KAa4ecTBa:

Pa3paGoTka, NpoM3BOACTBO M NMpoAaka MEAMLMHCKHX M3JENHH UIS in Vitro JAMarHOCTHKM:
pearcHTOB M HabOpOB peareHTOB /IS KIWHWYECKOW GHOXMMHMM, a Takke KarubpaTopoB M

KOHTPOJIbHBIX MAaTEPHAJIOB.




DIA. | Dia.Pro
PRO | Diagnostic

II BioProbes

Letter of Authorization

We, "Dia.Pro Diagnostic Bioprobes S.r.l.” located at Via G. Carducci, Nr. 27 - Sesto San
Giovanni (Milan) 20099, Italy, authorize

GLOBAL BIOMARKETING GROUP - MOLDOVA SRL
Str. Tighina 65, Oficiu 607

MD-2001 CHISINAU

REP. MOLDOVA

as our exclusive distributor for the territory of the Republic of Moldova, to participate
in various tenders with Dia.Pro ELISA products.

We, Dia.Pro Diagnostic Bioprobes S.r.| shall supply our distributor GLOBAL BIOMARKETING
GROUP - MOLDOVA SRL with all products in strict compliance with the existing “Distribution
Agreement” rev.0121 valid until 31-Dec-2023, with possibility of renewal upon agreement
between both parties for an additional period.

Dia.Pro Diagnostic Bioprobes S.r.I will grant the supply of all awarded tenders until their natural
expiry, of which a documental proof has to be provided to Dia.Pro by the distributor GLOBAL
BIOMARKETING GROUP - MOLDOVA SRL.

Sincerely yours, Date: Milan, 04-February-2021

Dia.Pro Diagnostic Bioprobes S.r.l.

DIA. PRO.
DIAGNOSTIC BIOPROBES S.r.l.

Dr.ssa Fiorenza Scozzesi
Legal Representatjve

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 = http:/iwww.diapro.it = E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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WKIMA =

articoli per laboratorio analisi
disposable labware

www.kima.it

Arzergrande, 04/02/2021

DISTRIBUTOR AGREEMENT

To whom it may concern, we hereby declare that:

KIMA S.R.L. — Via dell’ Industria, 12 — 35020 Arzergrande (PD) -ITALY

Appoints “GBG-MLD SRL — Tighina Str. 65, Office 607 — MD-2001 — Chisinau — Republic
of Moldova” as authorized distributor of Vacutest Blood / Urine collection System and
Plastic Labware Products in the territory of Moldova.

GBG-MLD has the right to import, promote and distribute The Products distributed by
Kima.

This Agreement is valid until 31/12/2021

The Distributor does not have any possibility to oblige the company KIMA with

quantities or delivery time as well as prices without prior written authorization from KIMA
srl.

KIMA s.r.l. keeps the right to modify the prices according to the market of the raw
materials.

KIMA S.r.1. - Via Leonardo da Vinci, 22 - Z.1. Tognana - 35028 PIOVE DI SACCO (PD) lItaly - e-mail: info@kima.it - Cap. Soc. € 50.000,00 i.v.
Tel. +39 049 9719511 - Fax +39 049 9719542 - 9719543 - Registro Imprese Padova, Codice Fiscale e Partita IVA 01466290283 - REA PD 160069
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000 «Global Biomarketing Group
Moldova»

Pecny6nvka Mongosa

r. KnwnHes

[loBEPEHHOCTb NMPOM3BOANTENS

HacTtosauwel [oBepeHHOCTbHO OOLWEeCTBO C OrpaHMYeHHOM OTBETCTBEHHOCTbLIO
«MunHnMep» (241520, Poccuitickas Pepepaumns, bpsHckas 06/1., BpAHCKWMA p-H,
c.CynoHeBo, yn. LocceitHas, 17A), sBnstoweecs nNpon3BoAUTENEM /1labopaTOPHOM
nocyfbl, KpacuTene u W3Oenuin MeAWUMHCKOrO HasHayeHWs, B NuLe AMPeKTopa
A36yknHa B.P., ynonHomoumaet OOO «Global Biomarketing Group Moldova» (2028,
MongoBa, r.KnwwuHes, yn.TuruHa, A4.65, 0¢.607) npeactaBnate npogykuuio OO0O
«MuHMMeg» c npaBoM peanun3auun B OTKPbITbIX KOHKypCax Mo rocyfapCTBEHHbIM
3aKynkam Ha Tepputopun Pecny6nnkn Mongosa.

HacToAawmnm NoATBep>KAaeM Hallu MOJHble rapaHTUX B OTHOLUEHUM MPOAYKLUUK,
npounssegeHHo OO0 «MuHnMeg», 1 npeanaraemon K nocraske vepes OO0 «Global
Biomarketing Group Moldova».

[l0BepeHHOCTb AeincTBuTeNbHA A0 31.12.2021r.

Anpektop OO0 «MuHnMepn» B.P.A36yKuH



BUREAU VERITAS

Certification

Certificate

Awarded to

Avantor Performance Materials Poland S.A.

ul. Sowinskiego 11, 44-101 GLIWICE
POLAND

Bureau Veritas Certification certify that the Management System of the above organisation
has been audited and found to be in accordance with the requirements of the
management system standards detailed below

STANDARD

ISO 9001:2015

SCOPRE ©F SUPPLY

SALES OF CHEMICAL SERVICES AND CHEMICAL PRODUCTS
INCLUDING FINE CHEMICALS, ENNOBLED CHEMICALS, HIGH
PURITY SOLVENTS, CHEMICAL SERVICES.

PRODUCTION AND TESTING OF CHEMICAL PRODUCTS INCLUDING
FINE CHEMICALS, ENNOBLED CHEMICALS AND HIGH PURITY SOLVENTS.

1

Certification Cycle Start Date: 15 Septem ber 2018

Subject to the continued satisfactory operation of the organisation’s Management System,
this certificate is valid until: 14 September 2021

To check this certificate validity please call: +48 22 549 04 00
Further clarification regarding the scope of this certificate and the applicability of the management system requirements
may be obtained by consulting the organisation. I C A

POLSKIE CENTRUM
AKREDYTACJI

CH]

CERTYFIKACJA
SYSTEMOW

Issue Date: 29 June 2018

ZARZADZANIA

AC 081
QMS

Certificate Number:  PLO08875/P

ogal Technical Manager

MANAGING OFFICE ADDRESS: Bureau Ventas Polska Sp. z 0.0., ul. Migdalowa 4, 02-796 Warszawa, Poland,
ISSUING OFFICE ADDRESS: Bureau Vertas Polska Sp. z 0.0., ul. Migdalowa 4, 02-796 Warszawa, Poland %]



(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



(g) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product Name Catalogue Number
Anti-D Duoclone Monoclonal 740010

has been classified as List A (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 No.618 which
transposes the requirements of Directive 98/79/EC) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

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

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

f

Eddy Velthuis
Technical Director

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

)

{r,n“ﬁ\ MRAGENNT

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com
Berkshire RG6 4UT United Kingdom www.lornelabs.com

YSTEMS
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
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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Organisme accrédité COFRAC N° 4-0023 Ind 7 - juin 16
Accredited body by COFRAC N° 4-0023

certification

CERTIFICAT
CERTIFICATE

N° A 3001

Nous certifions par la présente que le Systéme de Management de la Qualité de la soci€té :
We hereby certify that the Quality 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 de la Qualité est le suivant :
The scope of the Quality Management System is:

CONCEPTION, FABRICATION ET VENTE DE DISPOSITIFS
MEDICAUX 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 2 moins d’avis contraire, a condition que la mise en
place et la conformité du Systéme du Management de la Qualité 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 Quality Management
System are found to be satisfactory at follow-up audits and that AB Certification contract rules are fulfilled.

Fait 2 PARIS, le 24 décembre 2013 Date de validité : 23 décembre 2021
Signed in PARIS on the 24" of December 2018 Expiry date: 23rd of December 2021

cofrac — [—_ g
5 DA T —T

CRIFGHTON ~Georges ABI RACHED Le Représentant de I’Entreprise
Yimcse:  Le Représentant d’AB Certification The Company Representative
Mo 0023 AB Certification Representative

PORTEE
DISPONIBLE

SUR
www.cofrac.fr  Ce certificat est la propriété d’AB Certification. Il devra lui étre retourné en cas de demande. AB Certification — 19. rue de Paradis — 75010 PARIS
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Organisme accrédité COFRAC N° 4-0023 e
Accredited body by COFRAC N° 4-0023

certification CERTIFICAT
CERTIFICATE

N°A 3001

Nous certifions par la présente que le Systeme de Management de la Qualité des Dispositifs Médicaux de la société :

We hereby certify that the Medical Devices Quality 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 Syst¢tme de Management de 1a Qualité des Dispositifs Médicaux est le suivant :
The scope of the Medical Devices Quality Management System is as follows:

CONCEPTION, FABRICATION ET VENTE DE DISPOSITIFS
MEDICAUX 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

ns 4 moins d’avis contraire, a condition que la mise en
la Qualité des Dispositifs Médicaux soient jugées
ons du contrat de AB Certification soient observées.

e and implementation of the Medical Devices
t rules are fulfilled.

Ce certificat demeurera en vigueur pour une ériode de trois a
g p p
place et la conformit¢ du Systtme du Management de

satisfaisantes lors des audits de surveillance et que les conditi
This certificate is valid for a three-year period unless further notice, provided that the complianc
Quality Management System are found to be satisfactory at follow-up audits and that AB Certification contrac

Fait 2 PARIS, le 24 décembre 2018 Date de validité : 23 décembre 2021
Signed in PARIS on the 24" of December 2018 Expiry date: 23rd of December 2021
—
S ,
- 4
cofrac = >
/Ge(’)rges ABI RACHED Le Représentant de I’Entreprise
A Le Représentant d’AB Certification The Company Representative
?“‘§§ AB Certification Representative
ng@mww
Accréditation
N°4-0q23
PORTEE
DISPONIBLE

SUR
www.cofrac.fr

urné en cas de demande. AB Certification — 19, rue de Paradis — 75010 PARIS

Ce certificat est la propriété d’AB Certification. 11 devra lui étre reto
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EasyLyte EasyBloodGas EasyStat

Training Certificate

This is to certify that

(/ P
LIVDE. PLACy o ey 2/
Of 4//',-{2}’_/’ By f%",azf-': /
I 5 B ‘ e ) .j' o .
has completed training for the operation and service of the

EasyLyte, EasyBloodGas, and EasyStat analyzers.

MEDICA

~\

K“‘_};- Npsd0

7

Signed: Randall Rollins
Technical Service Manager
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- _ BeneSphera®

— ZPART ——————

~DIFFERENTIAL—

Hematology Analyzer

&) BeneSphera: TRAINING
Nir J-bds Sergiu Sorocovici |
Global Biomarketing Group
str. Tighina 65, of. 607
_f___" = e MI&EMI&L —— — ____,:‘ ——

April 12th - April 13th, 2012
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VELRTOH 000 ‘Mespxnon

— 127276 MoCKBO, BOTORMIECKOT YA

35T TN #7495 23122727499 502-T2T4—

MACNOPT-CEPTUPUKAT MPOUIBOAUTEAA
Ha «HaGop peareHTOB AAA ONpeAEAEHUs TPYIIN KPOBU YEAOBEKA CUCTEM
ABO, Pe3syc u Kelln no TY-9398-101-51203590-2009

( LOAUKAOHbI  AHTM-A, AHTU-B v AHTU-AB)
PernctpaumorHoe yaoctoseperue Ne $CP 2009/06043 ot 05 Hosbps 2009 1

Haumenoranue: Ilommnon AHTH-A Bo drakoHax 110 10 MJI ¢ KpacHEIMHA
KPBIIIKAMH

Cepnsi: 096111
" "NAzrotosaen: 05.11.2019

Exnauna: 100 M

Tomen mo: 05.11.2021
Hacnopt: A096111 o705 11 2019

___Konnuecreo equann. 40_

O6beMm cepun: 10000 Mo

HaumeHosaH1e Hopma no TY PeayAsTaT:
NOKQIATENR WCBITaHKWIA
1. BHeWwHWA BUA
1.1 LOAMKACH QHTU-A Mpo3payHas XMAKOCTb KPACHOTO UBETA. CooteeTcTeyer
1.2 LLOAMKAOH aHTW-B MNPO3PAYHAH XKMAKOCTE CUHETO LBETA.
1.3 LloAMKAOH OHTU-AB MNpo3payHas BECUBETHOR XMAKDCTS.
2. Cepoaorndeckue LLOAMKAOH QHTU-A  HE AOAXEH AQBATb AITAIOTMHALLMM
CBOWCTBQ C aputpoLmtamm rpynn B(lll) n O(l) CootseTcieyer
2.1 CneundomiHoCTs LLOAMKAOH QHTK-B  HE AOAXEH AQBATL AITAOTUHALLMM C
sputpoumtamm rpyna Aflll) n Ofl) CootseTCTBYET
LLOAMKACH QHTH-AB HE AOAXEH ACBQTL ArFAIOTUHALLMM
C apuTpoumtamm rpynnsl Ofl) CoorseTcisyeT
2 T EMarTAIOTHHUD YIOTIGH ATTAIOTHHOLIAT HO TTADCKOCTHA B0HTROMMTOR AT W B
cnocobHocTs C  COOTBEICTBYIOLLMMK  LLoAMKAOHAMKM  aAonkHA | COOTBETCTBYET
MOABUTLCA He No3aHee 10 Cek. TOCAE CMELLIMBAHMS 10 cekyHa
TuTe LLOAMKACHQ QHTU-A B PEAKUMA AITAIOTUHALIMK HA
NAOCKOCTH C 3putpounTamm rpynnel A(ll) 1:32 - 1:64 CooteeTcTeyet
23 Twrp TUTP LLOAMKACHT QHTU-B B PECKLIUM QITAIOTUHALUMM HA | 1:32- 1: 44
NAQCKOCTH © SpUTpouMTamMIM rpynnsl Bl
1:64 CooTtsercreyer
TUTP LLOAMKAOHQ GHTU-AB B pEAKLMM AITAICTUHO-LLAW 1:64
HQ MAOCKOCTH C 3PUTROLMIAMM TPV Afll) 1:32-1: 64
nB(ll) 1:64 R D, Coormercrayer
1:32-1: 64
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MEZIMK/IOH

000 ‘Megyxnon”

127276 Mocksa, BOTAHUIECKOA YA, 35, T\ch  +74%5 231-2272 +7499 502-1214

NACNOPT-CEPTUPUKAT MPOUIBOAUTEAS
Ha «tHa6op peareHTOB AAs ONpeAeAeHus rPynn KPOBU YEAOBEKA CUCTEM

ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( LOAMKAOHBI  AHTH-A, AHTH-B 1 AHTH-AB)

PerucTpaLMoRHoe yaocTosepeHue Ne PCP 2009/06043 ot 05 Hos6ps 2009 ©

Hanmenopaumne: Ilonrxion AeTi-B Bo ¢uraxonax no 10 M ¢ CHHAMY KphIDIKaMA

Cepusi: 095810

Egnanna: 100 ma

Hsrorosaen: 21.10.2019 KouanuecTro exmuun 40
Fomenno: 21162621 — — —— ——Ob6vem cepmir: 10000 M1
Macmopt: B095810 0121.10.2019
HanmeHosaHne Hopma no TY Pe3yAbTath!
MOKQ30TEAR MCPbITAHWA |

1. BHeHuin A

1.1 LlOAMKAOH QHTU-A MNPO3pPAYHAR XKUAKOCTb KPCICHOTO LBETA. CoOoTBETCTBYET

1.2 LLOAMKACH QHTM-B MNpo3payHas KMAKOCTL CMHETO LIBETAQ.

1.3 LLOAMKAOH QHTU-AB Mpo3poyHas 6eCUBETHAS XKUAKOCTb.

2. Cepoaormnieckme LLOAMKAOH CQHTU-A  HE AOAXEH AQBATH AMTAIOTUHALMMK

CBOMCTBA ¢ spurpoumtamu rpynn B(lil) 1 Ofl) CoortseTcTByeT

2.1 CneundpniHoCTb LLOAUKAOH QHTU-B  HE AOAXEH AQBATL QITAIOTUHALIMMK C
spuTtpoumTamm rpynn A(ill) 1 Ofl) CootBeTcTBYET
LLOAMKAOH AHTM-AB HE AOAXEH ACBATL AMTAIOTUHALMN
c apurpoumutamu rpynns Ofl) Coortsetcrayer

2.1 FeMar Mo TMHIMPYIOLLGR AFFAIOTHHOLLMS HO NACCKOCTI: 3pMTpOLIMTOR Al 11 B

CNoCcCoOBHOCTL c  coomercTaylowmmn  LloAMkaoHaMM  aoaxHa | CooTseTcTeyet
NnosemTECA HE No3aHee 10 CeK. NOCAE CMELLIMBAHWS 10 cekyHA
Tt LLOAMKAOHO HTU-A B PECKLIMM QIFAIOTHHALMK HA
MAOCKOCTH C 3puTpoLmMTamy rpynnsl Afll) 1:32 - 1:64- | Cootsercisyer

2.3 Tutp TMTP LLOAMKAOHQ CHTW-B B PECKLMM QITAIOTHHALMKM HA | 1:32-1: 64

NAOCKOCTH C 3pMTROLMTaMM rpynnbl B{lll)

T o8 - e

TUTP LLOAMKAOHQ QHTU-AR B PETKLMM OrTAIOTIHO- Lk
HA NACCKOCTU C mosqmoﬁﬁnis rpynmALH) _”m;.m,,.. I: 64
nB(lll) 1:64 £ O A

CUOCIEETICIBY ST
1:64

CooTBETCTBYET
1:32-1: 64

3aseayoLLas

OTK OO0 «MeANKACHY

8-101451203590-2009

M.C. Opaosa




- 000 ‘Megmxnor”
MEZMKNOH ,
127276 MOCKBO, BOTOHMECKAT YA S5 Thep—+7495-231-2272—+7499-502-1 214 —

NACNOPT-CEPTUPUKAT MNPOUIBOAUTEAS
Ha «Habop pedareHTOB AASl ONIPEAEAEHMA IPY KPOBU YEAOBEKA CUCTEM
ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( LOAUKAOHBI  AHTH-A, AHTH-B 1 AHTKU-AB)
PervcTpaumoHHoe yaoctosepermne Ne PCP 2009/06043 ot 05 HosOpsd 2009 1

Haumenopanue: Ilommion Axtu-AB

Cepusi: 098611
Hsroronjen:

Tonen no: 05.11.2021

05.11.2019

Enunnna: 100 mn
Konuuecrro exunnn 10

O6Bem cepun: 10000 ML

Tlacmopt: AB098611 o1 05.11.2019

LLOAMKAOH COOTBETCTBYET qummona:xm? .

3aseayogs  OTK COO «MeAUKAOHN 2

HanmeHosaHne Hopma no TY Pe3yAbTaThI
NOKG3aTEAS UCHLITGHKA
1. BHeLUHWA BU1A,
1.1 LLOAMIKAOH QHTU-A MNPo3pAYHAd XKMAKOCTb KPUCHOTO LIBETA. CootseTcTByer
1.2 LOAMKAOH aHTK-B MNPO3pPadHHAs XXMAKOCTb CUHETO LIBETA.
1.3 LoAWKAOH GHTK-AB MNpo3payHas BECLBETHA XUMAKOCTb.
2. Cepoaormnieckme LLOAMKAOH QHTU-A  HE AOAXKEH ACBATL AITAIOTUHALMM
CBOMCTBA ¢ apurpoumutamm rpynn B{lit) n Ol) Coortsetcisyer
2.1 CneumdouyHoOCT LLOAMKAOH QHTU-B  HE ACAXKEH ACBATE AITAIOTMHALMK C
aputpoumramm rpynn Aflll) n Ofl) Cootsercieyer
LLOAMIKAOH QHTU-AB HE AOAXKEH ACBATH AITAIOTUHAUMM
¢ aputpoumtamm rpynnet O(l) CooTBeTCTRYST
2 FemarsoTMHMp YOO ATTAOTHHALMA HO TADCKOCTH-SPUTROUMTOR - Al-1-B
CNocoBHOCTh C  COOTBETCTBVIOLLIMMU  LLOAMKAOHOMM  AOAXHG | CooTBeTCTByeT
nosBnTLCA HE No3aHee 10 cek. NOCAE CMELNBAHMA 10 cekyHA
TITP LLOAMKAOHA QHTU-A B PEAKLMM AMTAIOTUHALMM HO
NAOCKOCTH O“HW‘U\—\_AUO_‘L.S\._.Q;S _.U«m_n__u_v_ >~_; 1:32 - 1:64 CoOoTBETCIBYET
2.3 Tutp TUTP LLOAMKAOHA CHTU-B B peaKkumm QrrAlOTMHALMKM HA | 1:32 - 1: 64
NAOCKOCTM C DpUTROLMTAMM ryins! Blll)
1164 : COOTBETCTBY ST
TuUTp LLOAMKAOHC QHTH-ABE BECKLIH T AOTUHA- LK 1:64
HO MAOCKOCTU C SPUIPOWATCAAA RYNITATE 1:32 - 1: 64
nB(I) 1 :64 ; N CootsetcrayeT
1:32-1: 64

-/9398:101-51203590-2009

M.C. Opaocsa




o

127276 Mockea, botaHuieckas ya., 35, T\db (495) 231-2272

MACNOPT-CEPTUPUKAT MNPOUIBOAUTEAS

000 ‘Megnxaon”

(499) 502-1214

Ha «Ha6op pedreHTOBR AAfl ONPeAEAEHUS FPYNN KPOBH YEAOBEKA CUCTEM
ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( LOAUKAOH AHTH-D Cymep )
PerctpaunoHHoe yaoctoeepeHme Ne PCP 2009/06043 ot 05 Hos6ps 2009 r

Hanmenosauue: Ilonuxinon Aure-D Cynep Bo dakoHax o 10 Mi ¢ 3eneHbIME

KpEITIKaM#A
" Cepusi: 292711
~Hsroropien: 05:11.2019-
Tomen mo: 05.11.2021

Tacnopt: MHc292711 ot 05.11

Epununa: 100 mn
KommgecTso expuni 40

O6nem cepun: 10000 ML

2019

mEcﬂhﬁdﬁnmﬂuﬁmem

Ay

HaumernoBanue Xapaxrepacruka HopMsI o TY Pesynbrarst
TIOKA3aTEeNs HCIILITAHNA
1. Baemmmii Bug . TIpospaynas KHAKOCTS CRETIIO-GEXEBOIO LBETA
CooT1BeTCTBYET
2. Ceponoredeckne
CBO}CTBa i
2.1 Cuetmdmanocts Tomuknon Aati-D Cynep He fjomken. - . _ _| CooTBETCTBYET
arTOTHHUPOBaTs D(—) 3pHTPOIMTEL
2.2 T'eMarmmoOTARMpYOMAs Yerkas peakius arTIOTHHAIMH JOIDKHA CoOTBETCTBYET
cmoco6HOCTh HAcTynaTs B TedeHne 30 cex. mocne cMemmpanus | 30 cex.
pearerrareB(HoprTponyran,
2.3 Tutp Tarrp Lomakcosa: »mdm‘.b .Cyniep & peaxitin CooTBETCIBYET
gu&ﬁ Ha Eannondna dT,w 3pw-
Hﬂcém 327 NE A 1:32
Turp ngﬁomm Antu-D QSnm B ngﬁﬁu
npaMoii arrmoTusamEn ¢ D) uvgouwqu 1:256

Ifonuxnon coomeemcmeyem mpebosanusm TV — wmbmn.:: 51 \m 009 .”.\.“.

3asexyromas OTK OO0 «Mepukinony»

X

M.C.Opnosa




.& - 000 ‘Megmuraon”

MEANKACH

127276 Mocksa, boTaHmueckas yA., 35, T\d (495) 231-2272  (499) 502-1214

MACNOPT-CEPTUPUKAT MPOUIBOAUTEAR
Ha «tHaGop peareHTOB AAA onpeAeAeHHUS rPY KPOBM HEAOBEKA CUCTEM
ABO, Pesyc u Kelly no TY-9398-101-51203590-2009

( LOAUKAOH  AHTM-D (IgG) )
PerncrpaumonHoe yaoctoseperne Ne PCP 2009/06043 oT 05 Hoabpa 2009 r

HanmenoBanme: Ilommaon Anrn-D(IgG)

Cepusa: 292110 Epmanua: 100 mn
H3roropnen: 28.10.2019 Kosmygecrro equuun 10
Tomen no: 28.10.2021 O61bem cepun: 10000 M.

Macnopt: 1%292110 o1 28.10.2019

Haunmenosanue XapakTepucTHKa HOPMB PesynbraThl
II0Ka3aTreirs HCITBITAHUH
1. Baemnwii Bug IIpospaunas XHAKOCTH CBETIIO-0eXKEBOTO IBEeTa
COOTBETCTBYET
2. Ceponoruyeckue
CBOMCTBa
Honuxnon AnTu-D He qomken arrmotuaupo- | CooTeeTcTByeT
2.1 CrnenuduyHoCTs Bath D(-) 3pHTPOLATSL

2.

2 lemarmmoTutrupyiom | Arrmotasanms sputpowuros D+ ¢ Lionnko- | Cootsercrayer - =
a1 cmocobHOCTE HOM B IPOGHPOYHOM TECTE C JKENATHHOM
JOIDKHA MOABNATECA He fo3aHee 15 MuH.

2.

3 Turp Turp Honuxnona antu-D B npobupounom CooTBeTcTRYET
TecTe ¢ xenaturom 1:128: K

Turp Honuxnona s \wo_.&mgeﬁ 3

aHTHrIoOYIHHOROMTeeTE © 1:512

Zasenyrowas OTK OO0 «Meaukmon» M.C.Opnora




2 000 ‘Megnrnon”
MEAVKTIOH

127276 Mocksa, Botanuieckas ya., 35, T\dp (495) 231-2272 {499) 502-1214

NMACINOPT-CEPTUPUKAT NPOUIBOAUTEAA
Ha «Ha6op peareHTOB AAS ONpeAeAeHHUs rPynn KPOBM YHEeAOBEKA CUCTEM
ABO, Pe3yc u Kelly no TY-9398-101-51203590-2009

( LOAMKAOH AHTu-Kell Cynep)
o PeructpaumoHHoe yaoctosepetme Ne CP mooo%moam. o7 05 HoABpPs 2009

Haumenosanune: lonuxinon Arru-Kell Cynep

Cepna: 196410 Eannuna: 100 mn

WM3rorosien: 21.10.2019 KommygecrBo eannun, 10

Fonen go:-21:102021- - - - -~ O6bem cepuu: 10000 ML

IMacoopr: K196410 0121.10.2019

HammenoBanue XapaxTepucTuka HopMel o TY PesyneTarsl
IIOKA3aTeNs HCIBITaHHH
1.Buemauii sug [Ipospaunas xenroBarad HIU PO30OBATAs KUAKOCTE | CooTBeTCTRYET
2. Ceponoruueckue
CBOHCTBA
e I N P S P S TR GRS L R T e e s 2
arTIIOTHHHPOBATE 3pUTPOIMTEI K(-)
2.2 Temarrmornnupyiomas | YeTkad peakuys arrOTHHALMM Ha E.anooa:ngvﬂ:m
C1I0cOGHOCT HACTYTIATh B TedeHue 30 nnw. nonaa n:aﬁmuwmﬁ . CooTtsercTRYET
2.2 AXTHBHOCTB Tutp Honuknona >m,§ .ﬂa: OSHmv B @aéﬂﬁnzox CooTBeTcTBYET
arrmIoTHHALHNH B zxmﬂonmm,nn HE Eﬁmn L 516 3| i:ie

3arepyromas OTK OO0 &Sgsﬁ_om& zh.O@aomm
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