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DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (6 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Europeenne 98/79/CE relative aux dispositifs médicaux de diagnostic /in vitro et au code de la santé publique.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu'‘ils nappartiennent 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
systeme qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusgu'au 27 juillet 2026).

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons les électrodes conformes 3 la
Directive 2011/65/UE du parlement européen et du conseil du 8 juin 2011 relative a la limitation de I'utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques incluant la DIRECTIVE DELEGUEE (UE) 2015/863
DE LA COMMISSION du 31 mars 2015 modifiant I'annexe II de la Directive 2011/65/UE du Parlement européen et du Conseil
en ce qui concerne la liste des substances soumises a limitations.

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 (6 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
I 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 , 2026).

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify electrodes; conform to
Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of certain
hazardous substances in electrical and electronic equipment, including Commission Delegated Directive (EU) 2015/863 of 31
March 2015 amending Annex II to Directive 2011/65/EU of the European Parliament and of the Council as regards the list of
restricted substances.

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra nica
responsabilidad que los reactivos referenciados en /a lista adjunta (6 paginas), 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 cddigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo”, ya que no pertenecen a la lista A ni a Ia lista B del
anexo 11, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y ests respaldado por la certificacion de
nuestro sistema de calidad segun la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2026).

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos los electrodos conformes
con la Directiva 2011/65/UE del parlamento europeo y del consejo del 8 de junio de 2011 sobre restricciones a la utilizacion
de algunas sustancias peligrosas en aparatos eléctricos y electronicos incluyendo la Directiva delegada (UE) 2015/863 de /a
comision del 31 de marzo de 2015 por la que se modifica el anexo II de la Directiva 2011/65/UF del Parlamento Europeo y
del Consejo en cuanto a la lista de sustancias restringidas.

Sées, le 12 octobre 2023

Valérie LAMBERT, ELITech Clinical Cécile GOUBAULT,
Responsable des Affaires Réglementaires ech Clinical Systems SAS

Regulatory Affairs Manager Aong k=iricle
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Annex

REF PRODUCT NAME GMDN Code

3918-004 Sodium Electrode (Na+) 52896
3918-005 Potassium Electrode (K+) 52892
3918-006 Chloride Electrode (CI-) 52876
3918-003 Carbon Dioxide Electrode (CO2) 60773
3918-002 Reference Electrode (REF) 59241
ALBU-0250 ALBUMIN 53597
ALBU-5220 ALBUMIN 53597
ALBU-0600 ALBUMIN 53597
ALBU-5600 ALBUMIN 53597
ALBU-0700 ALBUMIN 53597
ALBU-5700 ALBUMIN 53597
ALBU-M830 ALBUMIN 53597
ALBU-5M30 ALBUMIN 53597
ALPI-0230 ALP IFCC 52028
ALPI-5100 ALP IFCC 52928
ALPI-6050 ALP IFCC 52928
ALSL-0250 ALT/GPT 4+1 SL 52923
ALSL-5220 ALT/GPT 4+1 SL 52923
ALSL-6050 ALT/GPT 4+1 SL 52923
ALSL-0410 ALT/GPT 4+1 SL 52923
ALSL-5415 ALT/GPT 4+1 SL 52923
ALSL-6255 ALT/GPT 4+1 SL 52923
ALSL-0430 ALT/GPT 4+1 SL 52923
ALSL-0455 ALT/GPT 4+1 SL 52923
ALSL-0510 ALT/GPT 4+1 SL 52923
ALSL-5515 ALT/GPT 4+1 SL 52923
ALSL-6615 ALT/GPT 4+1 SL 52923
ALSL-M490 ALT/GPT 52923
ALSL-5MS0 ALT/GPT 52923
ALSL-6M30 ALT/GPT 52923
AMSL-0230 AMYLASE SL 52940
AMSL-5220 AMYLASE SL 52940
AMSL-0390 AMYLASE SL 52940
AMSL-5405 AMYLASE SL 52940
AMSL-0400 AMYLASE SL 52940
AMSL-M430 AMYLASE 52940
AMSL-5M30 AMYLASE 52940
ASLO-0250 ANTI-STREPTOLYSIN O 59055
ASLO-5025 ANTI-STREPTOLYSIN O 59055
ASLO-6006 ANTI-STREPTOLYSIN O 59055
ASLO-4001 ANTI-STREPTOLYSIN O 51744
ASSL-0250 AST/GOT 4+1 SL 52954
ASSL-5220 AST/GOT 4+1 SL 52954
ASSL-6050 AST/GOT 4+1 SL 52954
ASSL-0410 AST/GOT 4+1 SL 52954
ASSL-5415 AST/GOT 4+1 SL 52954
ASSL-6255 AST/GOT 4+1 SL 52954
ASSL-0430 AST/GOT 4+1 SL 52954
ASSL-0455 AST/GOT 4+1 SL 52954
ASSL-0510 AST/GOT 4+1 SL 52954
ASSL-5515 AST/GOT 4+1 SL 52954
ASSL-6615 AST/GOT 4+1 SL 52954
ASSL-M490 AST/GOT 52954
ASSL-5M90 AST/GOT 52954
ASSL-6M30 AST/GOT 52954
AUML-0250 URIC ACID MONO SL 53583
AUML-5220 URIC ACID MONO SL 53583
AUML-0420 URIC ACID MONO SL 53583
AUML-5405 URIC ACID MONO SL 53583
AUML-0427 URIC ACID MONO SL 53583
AUML-0497 URIC ACID MONO SL 53583
AUML-5505 URIC ACID MONO SL 53583
AUML-0500 URIC ACID MONO SL 53583
AUML-0507 URIC ACID MONO SL 53583
AUML-0707 URIC ACID MONO SL 53583
AUML-5710 URIC ACID MONO SL 53583
AUML-M830 URIC ACID 53583
AUML-5M30 URIC ACID 53583
AUSL-0250 URIC ACID SL 53583
AUSL-5220 URIC ACID SL 53583
AUSL-6050 URIC ACID SL 53583
BIDI-0250 BILIRUBIN DIRECT 4+1 53233
BIDI-5220 BILIRUBIN DIRECT 4+1 53233
BIDI-6050 BILIRUBIN DIRECT 4+1 53233
BIDI-0500 BILIRUBIN DIRECT 53233
BIDI-5600 BILIRUBIN DIRECT 53233
BITD-6250 BILIRUBIN DIRECT 53233
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Annex

REF PRODUCT NAME GMDN Code

BIDI-M430 DIRECT BILIRUBIN 53233
BIDI-5M30 DIRECT BILIRUBIN 53233
BIDI-6M10 DIRECT BILIRUBIN 53233
BIDV-0850 DIRECT BILIRUBIN ENVOY 53233
BITO-0250 BILIRUBIN TOTAL 4+1 53229
BITO-5220 BILIRUBIN TOTAL 4+1 53229
BITO-6050 BILIRUBIN TOTAL 4+1 53229
BITO-0600 BILIRUBIN TOTAL 4+1 53229
BITO-5600 BILIRUBIN TOTAL 4+1 53229
BITD-6400 BILIRUBIN TOTAL 4+1 53229
BITO-M430 TOTAL BILIRUBIN 53229
BITO-5M30 TOTAL BILIRUBIN 53229
BITO-6M10 TOTAL BILIRUBIN 53229
BITV-0850 TOTAL BILIRUBIN ENVOY 53229
CALA-0250 CALCIUM ARSENAZO 45'@_9_
CALA-5220 CALCIUM ARSENAZO 45789
CALA-0600 CALCIUM ARSENAZO 45789
CALA-5600 CALCIUM ARSENAZO 45789
CALA-M430 CALCIUM ARSENAZO 45789
CALA-5M30 CALCIUM ARSENAZO 45&
CALI-0550 ELICAL 2 47868
CALI-1550 ELICAL 2 47868
CHDL-0250 HDL CHOLESTEROL 53391
CHDL-5021 HDL CHOLESTEROL 53391
CHDL-6014 HDL CHOLESTEROL 53391
CHDL-0600 HDL CHOLESTEROL 53391
CHDL-5090 HDL CHOLESTEROL 53391
CHDL-6060 HDL CHOLESTEROL 53391
CHDL-M330 HDL CHOLESTEROL 53391
CHDL-5M30 HDL CHOLESTEROL 53391
CHDL-6M30 HDL CHOLESTEROL 53391
CHEB-0250 CHOLINESTERASE 52971
CHEB-5008 CHOLINESTERASE 52971
CHEB-6005 CHOLINESTERASE 52971
CHSL-0250 CHOLESTEROL SL 53359
CHSL-5220 CHOLESTEROL SL 53359
CHSL-0455 CHOLESTEROL SL 53359
CHSL-0497 CHOLESTEROL SL 53359
CHSL-5505 CHOLESTERQOL SL 53359
CHSL-0500 CHOLESTERQL SL 53359
CHSL-0507 C*O_Et_ EROL SL 53359
CHSL-0700 CHOLESTEROL SL 53359
CHSL-5710 CHOLESTEROL SL 53359
CHSL-0707 CHOLESTEROL SL 53359
CHSL-M690 CHOLESTEROL 53359
CHSL-5M90 CHOLESTEROL 53359
CKMB-0900 CK-MB CONTROL 44693
CKMB-1030 CK-MB CONTROL 44693
CKSL-0230 CK NAC SL 53003
CKSL-5220 CK NAC SL 53003
CKSL-6050 CK NAC SL 53003
CKSL-0410 CK NAC SL 53003
CKSL-5405 CK NAC SL 53003
CKSL-6255 CK NAC SL 53003
CKSL-0430 CK NAC SL 53003
CKSL-M230 CK NAC 53003
CKSL-5M30 CK NAC 53003
CKSL-6M10 CK NAC 53003
CLDL-0250 LDL CHOLESTEROL 53395
CLDL-5021 LDL CHOLESTEROL 53395
CLDL-6014 | DL CHOLESTEROL 53395
CLDL-M330 | DL CHOLESTEROL 53395
CLDL-5M30 | DL CHOLESTEROL 53395
CLDL-6M30 LDL CHOLESTEROL 53395
CMSL-0230 CK-MB 52994
CMSL-5220 CK-MB 52994
CMSL-6220 CK-MB 52994
CMSL-WR CK-MB 52994
CMSL-0410 CK-MB SL 52994
CMSL-5405 CK-MB SL 52994
CMSL-6255 CK-MB SL 52994
CONT-0060 ELITROL | 47869
CONT-1060 ELITROL | 47869
CONT-0160 ELITROL Il 47869
CONT-1160 ELITROL Il 47869
CRCO-0600 CREATININE JAFFE 53251
CRCO-5600 CREATININE JAFFE 53251
CRCO-6600 CREATININE JAFFE 53251
CRCO-0700 CREATININE JAFFE 53251
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Annex

REF PRODUCT NAME GMDN Code

CRSL-0250 CREATININE PAP SL 53250
CRSL-5221 CREATININE PAP SL 53250
CRSL-6070 CREATININE PAP SL 53250
CRSL-0630 CREATININE PAP SL 53250
CRSL-5505 CREATININE PAP SL 53250
CRSL-6470 CREATININE PAP SL 53250
CRSL-M490 CREATININE PAP 53250
CRSL-5M30 CREATININE PAP 53250
CRSL-6M30 CREATININE PAP 53250
FEFE-0230 IRON FERENE 54758
FEFE-5140 IRON FERENE 54758
FEFE-6040 IRON FERENE 54758
FEFE-0600 IRON FERENE 54758
FEFE-5600 IRON FERENE 54758
FEFE-6400 IRON FERENE 54758
FEFE-0850 IRON ENVOY 54758
FEFE-M230 IRON FERENE 54758
FEFE-5M30 IRON FERENE 54758
FEFE-6M10 IRON FERENE 54758
GHSL-0250 GLUCOSE HK SL 53301
GHSL-5220 GLUCOSE HK SL 53301
GHSL-6050 GLUCOSE HK SL 53301
GHSL-0600 GLUCOSE HK SL 53301
GHSL-5505 GLUCOSE HK SL 53301
GHSL-6605 GLUCOSE HK SL 53301
GHSL-M490 GLUCOSE HK 53301
GHSL-5M30 GLUCOSE HK 53301
GHSL-6M30 GLUCOSE HK 53301
GISL-0250 GAMMA-GT PLUS SL 53027
GISL-5220 GAMMA-GT PLUS SL 53027
GISL-6050 GAMMA-GT PLUS SL 53027
GISL-0400 GAMMA-GT PLUS SL 53027
GISL-0420 GAMMA-GT PLUS SL 53027
GISL-5405 GAMMA-GT PLUS SL 53027
GISL-6255 GAMMA-GT PLUS SL 53027
GISL-M230 GAMMA-GT 53027
GISL-5M30 GAMMA-GT 53027
GISL-6M10 GAMMA-GT 53027
GPSL-0250 GLUCOSE PAP SL 53301
GPSL-5220 GLUCOSE PAP SL 53301
GPSL-0455 GLUCOSE PAP SL 53301
GPSL-0497 GLUCOSE PAP SL 53301
GPSL-5505 GLUCOSE PAP SL 53301
GPSL-0500 GLUCOSE PAP SL 53301
GPSL-0507 GLUCOSE PAP SL 53301
GPSL-0700 GLUCOSE PAP SL 53301
GPSL-5710 GLUCOSE PAP SL 53301
GPSL-0707 GLUCOSE PAP SL 53301
GPSL-M690 GLUCOSE PAP 53301
GPSL-5M90 GLUCOSE PAP 53301
HBAC-0043 HbA1c CALIBRATOR SET 53315
HBAC-4301 HbA1c CALIBRATOR SET 53315
HBAC-4302 HbA1c CALIBRATOR SET 53315
HBAC-4303 HbA1c CALIBRATOR SET 53315
HBAC-4304 HbA1c CALIBRATOR SET 53315
HBAC-0049 HbA1c CONTROL L + H 44435
HBAC-4605 HbA1c CONTROL L +H 44435
HBAC-4705 HbA1c CONTROL L + H 44435
HBAC-0240 HbA1lc 59090
HBAC-5224 HbA1c 59090
HBAC-6076 HbA1c 59090
HBAC-6004 HbA1lc 59090
HBAC-7225 HbA1lc 59090
HBAE-0043 HbA1c Enzymatic Calibrator Set 53315
HBAE-4301 HbA1c Enzymatic Calibrator Set 53315
HBAE-4303 HbA1c¢ Enzymatic Calibrator Set 53315
HBAE-M130 HbA1c Enzymatic 63151
HBAE-5M30 HbA1c Enzymatic 63151
HBAE-6M30 HbA1c Enzymatic 63151
HBAE-7050 HbA1c Enzymatic 63151
HDLL-0011 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0041 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0230 CHOLESTEROL HDL SL 2G 53391
HDLL-0380 CHOLESTEROL HDL SL 2G 53391
HDLL-0390 CHOLESTEROL HDL SL 2G 53391
HLCA-0041 HDL LDL CALIBRATOR 47868
HLCA-4001 HDL LDL CALIBRATOR 47868
ICRP-0043 CRP IP CALIBRATOR SET 41838
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Annex

REF PRODUCT NAME GMDN Code

ICRP-4311 CRP IP CALIBRATOR SET 41838
ICRP-4312 CRP IP CALIBRATOR SET 41838
ICRP-4313 CRP IP CALIBRATOR SET 41838
ICRP-4314 CRP IP CALIBRATOR SET 41838
ICRP-4315 CRP IP CALIBRATOR SET 41838
ICRP-0046 CRP IP CONTROL | 41839
ICRP-4610 CRP IP CONTROL | 41839
ICRP-0047 CRP IP CONTROLII 41839
ICRP-4710 CRP IP CONTROL I 41839
ICRP-0400 CRP IP 53705
ICRP-6125 CRP IP 53705
ICRP-5025 CRP IP 53705
ICRP-M230 CRPIP 53705
ICRP-6M30 CRP IP 53705
ICRP-5M30 CRP IP 53705
IFRT-0042 FERRITIN CALIBRATOR 41927
IFRT-4230 FERRITIN CALIBRATOR 41927
IFRT-0230 FERRITIN 53718
IFRT-5020 FERRITIN 53718
IFRT-6005 FERRITIN 53718
THAP-0400 HAPTOGLOBIN IP 53737
IHAP-6125 HAPTOGLOBIN IP 53737
THAP-5025 HAPTOGLOBIN IP 53737
TIGA-0400 IgA P 53760
IGA-6125 IgA P 53760
IGA-5025 IgA IP 53760
1GG-0400 19G IP 53787
IGG-6125 19G IP 53787
IGG-5025 1aG P 53787
IIGM-0400 IgM 1P 53795
[IGM-6125 IgM 1P 53795
[IGM-5025 IgM IP 53795
IMAL-0043 JALBUMIN IP CALIBRATOR SET 53477
IMAL-4311 UALBUMIN IP CALIBRATOR SET 53477
IMAL-4312 UALBUMIN IP CALIBRATOR SET 53477
IMAL-4313 UALBUMIN IP CALIBRATOR SET 53477
IMAL-4314 UALBUMIN IP CALIBRATOR SET 53477
IMAL-4315 PALBUMIN IP CALIBRATOR SET 53477
IMAL-0046 UALBUMIN [P CONTROL | 53478
IMAL-4610 UALBUMIN [P CONTROL | 53478
IMAL-0047 UALBUMIN [P CONTROL I 53478
IMAL-4710 UALBUMIN [P CONTROL I 53478
IMAL-0400 UALBUMIN [P 53475
IMAL-6125 PALBUMIN 1P 53475
IMAL-5025 PALBUMIN 1P 53475
IMAL-M230 MICROALBUMIN 1P 53475
IMAL-6M30 MICROALBUMIN |P 53475
IMAL-5M30 MICROALBUMIN P 53475
IOR0-0400 OROSOMUCOID IP 53606
JOR0O-6125 OROSOMUCOID IP 53606
JOR0-5025 OROSOMUCOID IP 53606
IPAL-0400 PREALBUMIN IP 53957
IPAL-6125 PREALBUMIN IP 53957
IPAL-5025 PREALBUMIN IP 53957
IPRO-0043 PROTEIN IP CALIBRATOR SET 53593
IPRO-4311 PROTEIN IP CALIBRATOR SET 53593
IPRO-4312 PROTEIN IP CALIBRATOR SET 53593
IPRO-4313 PROTEIN IP CALIBRATOR SET 53593
PRO-4314 PROTEIN IP CALIBRATOR SET 53503
IPRO-4315 PROTEIN IP CALIBRATOR SET 53503
IRCT-0046 RHEUMATOLOGY CONTROL | 47869
IRCT-4610 RHEUMATOLOGY CONTROL | 47869
IRCT-0047 RHEUMATOLOGY CONTROL Il 47869
IRCT-4710 RHEUMATOLOGY CONTROL Il 47869
IRFA-0042 RF CALIBRATOR 42230
IRFA-4220 RF CALIBRATOR 42230
IRFA-0230 RHEUMATOID FACTOR 55111
IRFA-5020 RHEUMATOID FACTOR 55111
IRFA-6005 RHEUMATOID FACTOR 55111
ISCA-0250 ISE CALIBRATORS 52867
ISCA-4221 ISE CALIBRATORS 52867
ISCA-4222 ISE CALIBRATORS 52867
ITRF-0400 TRANSFERRIN IP 59041
[ACI-0250 LACTATE 53342
LACI-5008 LACTATE 53342
LACI-6005 LACTATE 53342
[DLL-0011 CHOLESTEROL LDL 2G CALIBRATOR 41728
LDLL-0041 CHOLESTEROL LDL 2G CALIBRATOR 41728
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Annex

REF PRODUCT NAME GMDN Code

LDLL-0230 CHOLESTEROL LDL SL 2G 53395
LDLL-0380 CHOLESTEROL LDL SL 2G 53395
LDLL-0390 CHOLESTEROL LDL SL 2G 53395
LLSL-0230 LDH-L SL 53072
LLSL-5220 LDH-L SL 53072
LLSL-6050 LDH-L SL 53072
LLSL-0400 LDH-L SL 53072
LLSL-5400 LDH-L SL 53072
LLSL-6250 LDH-L SL 53072
LLSL-0420 LDH-L SL 53072
LLSL-M230 LDH IFCC 53072
LLSL-5M30 LDH IFCC 53072
LLSL-6M10 LDH IFCC 53072
LPSL-0230 LIPASE SL 53108
LPSL-0250 LIPASE 53108
LPSL-5088 LIPASE 53108
LPSL-6061 LIPASE 53108
LPSL-0850 LIPASE ENVOY 53108
LXCR-0112 CRP LATEX 53707
MAGX-0230 MAGNESIUM XYLIDYL 46795
MAGX-0600 MAGNESIUM XYLIDYL 46795
MAGX-0850 MAGNESIUM ENVOY 46795
MGXB-0250 MAGNESIUM XB 46795
MGXB-5220 MAGNESIUM XB 46795
MGXB-0600 MAGNESIUM XB 46795
MGXB-5600 MAGNESIUM XB 46795
MGXB-M430 MAGNESIUM XB 46795
MGXB-5M30 MAGNESIUM XB 46795
PASL-0230 ALP (DEA) SL 52928
PASL-5220 ALP (DEA) SL 52928
PASL-6050 ALP (DEA) SL 52928
PASL-0400 ALP (DEA) SL 52928
PASL-5405 ALP (DEA) SL 52928
PASL-6255 ALP (DEA) SL 52928
PASL-0420 ALP (DEA) SL 52928
PHOS-0230 PHOSPHORUS 59123
PHOS-5220 PHOSPHORUS 59123
PHOS-0600 PHOSPHORUS 59123
PHOS-5600 PHOSPHORUS 59123
PHOS-M430 PHOSPHORUS 59123
PHOS-5M30 PHOSPHORUS 59123
PIVD-0850 ALP ENVOY 52928
PROB-0250 TOTAL PROTEIN PLUS 53985
PROB-5220 TOTAL PROTEIN PLUS 53985
PROB-0600 TOTAL PROTEIN PLUS 53985
PROB-5600 TOTAL PROTEIN PLUS 53985
PROB-0700 TOTAL PROTEIN PLUS 53985
PROB-5700 TOTAL PROTEIN PLUS 53985
PROB-M830 TOTAL PROTEIN 53985
PROB-5M30 TOTAL PROTEIN 53985
PRTU-0022 MICROPROTEIN PLUS Standard 100 mg/dL 53482
PRTU-0250 MICROPROTEIN PLUS 53481
PRTU-0600 MICROPROTEIN PLUS 53481
PRTU-5600 MICROPROTEIN PLUS 53481
PRTU-M230 URINE PROTEIN 53481
PRTU-5M30 URINE PROTEIN 53481
RHFA-M130 RHEUMATOID FACTOR 55111
RHFA-5M30 RHEUMATOID FACTOR 55111
RHFA-6M30 RHEUMATOID FACTOR 55111
RHFA-4220 RHEUMATOID FACTOR 42230
TGML-0250 TRIGLYCERIDES SL 53460
TGML-5220 TRIGLYCERIDES SL 53460
TGML-0425 TRIGLYCERIDES MONO SL NEW 53460
TGML-5415 TRIGLYCERIDES MONO SL NEW 53460
TGML-0427 TRIGLYCERIDES MONO SL NEW 53460
TGML-0455 TRIGLYCERIDES SL 53460
TGML-0497 TRIGLYCERIDES MONO SL NEW 53460
TGML-5515 TRIGLYCERIDES MONO SL NEW 53460
TGML-0515 TRIGLYCERIDES MONO SL NEW 53460
TGML-0517 TRIGLYCERIDES MONO SL NEW 53460
TGML-0700 TRIGLYCERIDES MONO SL NEW 53460
TGML-5710 TRIGLYCERIDES MONO SL NEW 53460
TGML-0707 TRIGLYCERIDES MONO SL NEW 53460
TGML-M690 TRIGLYCERIDES _ 53460
TGML-5M90 TRIGLYCERIDES 53460
TIBC-0250 Direct TIBC 53904
TIBC-5025 Direct TIBC 53904
TIBC-6007 Direct TIBC 53904
TIBC-M130 Direct TIBC 53904
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Annex

REF PRODUCT NAME GMDN Code

TIBC-5M30 Direct TIBC 53904
TIBC-6M30 Direct TIBC 53904
TRF2-M230 TRANSFERRIN 59041
TRF2-5M30 TRANSFERRIN 59041
TRF2-6M10 TRANSFERRIN 59041
URSL-0250 UREA UV SL 53587
URSL-5220 UREA UV SL 53587
URSL-6050 UREA UV SL 53587
URSL-0420 UREA UV SL 53587
URSL-5405 UREA UV SL 53587
URSL-6255 UREA UV SL 53587
URSL-0427 UREA UV SL 53587
URSL-0455 UREA UV SL 53587
URSL-0500 UREA UV SL 53587
URSL-5505 UREA UV SL 53587
URSL-6605 UREA UV SL 53587
URSL-0507 UREA UV SL 53587
URSL-M830 UREA 53587
URSL-5M30 UREA 53587
URSL-6M10 UREA 53587
VITD-0043 VITAMIN D CALIBRATOR SET 54474
VITD-4311 VITAMIN D CALIBRATOR SET 54474
VITD-4312 VITAMIN D CALIBRATOR SET 54474
VITD-4313 VITAMIN D CALIBRATOR SET 54474
VITD-4314 VITAMIN D CALIBRATOR SET 54474
VITD-4315 VITAMIN D CALIBRATOR SET 54474
VITD-0049 VITAMIN D CONTROL SET 54475
VITD-4630 VITAMIN D CONTROL SET 54475
VITD-4730 VITAMIN D CONTROL SET 54475
VITD-0250 VITAMIN D 54476
VITD-5021 VITAMIN D 54476
VITD-6005 VITAMIN D 54476

Z
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G M — D CERTIFICAT
S CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 10462 rev. 8

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS
Zone Industrielle
61500 SEES FRANCE

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

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

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

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

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

NF EN ISO 13485 : 2016

Début de validité / Effective date : July 25th, 2023 (included)
Valable jusqu'au / Expiry date :  July 27th, 2026 (included)
Etabli le /lIssued on: July 25th, 2023

cofrac On behalf .o-PLes|
Z Marjorie PERRIMON
2 Certification Director
% BEER;%(T%}H? ggﬂ (I:EeDrti';:;altOe‘lsizd_éslivré selon les regles de certification GMED  / This certificate is issued according to the rules of GMED certification

5‘ DE MANAGEMENT
S Accréditation n°4-0608
O Liste des sites accrédités .
et portée disponible sur Renouvelle le certificat 10462-7

www.cofrac.fr

GMED -« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siege social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 « gmed.fr



ining

Instrument Tra

ELITechGroup

VITAL

Vital Scientific BV hereby declares that the participant has
attended a four days seminar for service engineers and the
participant is now a certified engineer for the declared

instruments.
Participant: Mr. A. Legun
Company: Global Biomarketing Group-Moldova SRL
Moldova
Instrument: Vitalab: XL Series
E Series
Junior Series
Dry ISE
Micro Series
ProXS

Date of training: April 20th — April 23rd, 2010

System Su Mapager: System Support Engineer:

port
r :

/7 Jan Qostendorp




ELITechGroup

ELITechGroup B.V.

P.0.Box 100

6950 AC Dieren

Van Rensselaerweg 4

6956 AV Spankeren

The Netherlands

T:+31 313430500
F:+31313 427 807
info.ecsnl@elitechgroup.com
www.elitechgroup.com
Chamber of Commerce 09175642

To: Whom it May Concern

Regulatory status of parts & accessories

As mentioned on the current Declarations of Conformity of our Clinical Chemistry Analyzers also the
accessories conform to the provisions of the EU Directive on In Vitro Diagnostic Medical Devices (98/79/EC).
This applies to the parts and accessories as mentioned in the attached list.

'IVD accessory' means an article which, whilst not being an IVD medical device, is intended specifically by its
manufacturer to be used together with an IVD device to enable that IVD device to be used in accordance

with its intended purpose.

ELITechGroup B.V.
g ﬂ/“\
4 /L
| Y s
\/)‘ 4 C

Adriaan P. Intveld
Manager Quality Assurance & Regulatory Affairs

-ARQA
X
s

®)
SOes document number: Regulatory status of parts & accessories (2015-12-30)

G

LOYD'S g



Part
number

1540-001

ELITechGroup

Description

Anti-Slip sheet

IVD medical
device

IVD
accessory

general
laboratory
use

spare
part

supporting
part

2206-007

Cooling Liquid (1 L)

3062-021

Sample cup (1000 pcs)

3062-033

Sample tube 6 ml (500 pcs)

3062-040

Water container 10 L

\

3062-041

Water container 5 L

AN

3066-155

Syringe 100 pl

3066-156

Syringe 1 ml

3069-040

Keyboard Dust cover

3069-047

Keyboard Dust cover

3070-518

Cap holder

3070-538

Cap rotor Left

3070-539

Cap rotor right

NENENEN AN

3201-002

Dichromate 8 Abs (25ml)

3365-192

USB Stick

<\

3374-003

Mains cable (USA)

AN

3374-059

Pumpunit cable

3374-066

Mains cable

3374-097

Serial Null-modem cable

3374-286

USB Extension cable

4804-038

Reagent identification Disc

SEXXS

6001-826

Diluted Waste container

6001-827

Concentrated Waste container

6001-860

Water container

6001-861

Tube assy (analyser)

6001-872

Tube assy (cooling unit)

NN RN RN N

6002-102

Assorter unit

6002-386

System software on CD

6002-706

Reaction Rotor set (3 pcs)

6002-726

System Disc

6002-817

Bottle 30 ml (20 pcs)

6002-818

Bottle 15 ml (20 pcs)

6002-904

Water container 5 L

AN N BN BN BN BN

6002-910

Assorter unit

6002-913

External tubing

AN

6003-074

System software on USB stick

\

6003-444

Diluted Waste Container 5 L

6003-466

Keyboard Support option

6003-797

CW Waste Container 2 L

6003-808

Assorter unit

AARQA
3
<5

G
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Regulatory status of parts & accessories (2015-12-30)




> ELITechGroup

¥ SEPPIM

i

WIED

IS0 9001 -NF EN ISO 13485

Zone Industrielle — 61500 SEES — France
Tél : +33(0)2 33 81 21 00/ Fax : +33'(0)2 33 28 77 51

TO WHOM TO BE CONCERNED

We, Seppim S.A.S., manufacturers of Elitech Clinical Systems reagents, having
our factory at Zone Industrielle, 61500 Sées - France, confirm that our clinical reagents have
been validated on Vital Scientific equipment. As such available Elitech Clinical Systems
reagent applications for Vital Scientific instruments are CE-IVD compliant.

Reagents, other than Elitech Clinical Systems reagents, are not validated on Vital Scientific
equipments, and we also can't know the impact of other reagents on Vital Scientifc
equipments.

May 22", 2012

Noi, subsemnatii Seppim S.A.S., compania producatoare a regentilor Elitech
Clinical Systems, avand fabrica de producere in Zone Industrielle, 61500, Franta, confirmam,
ca reagentii au fost testati si validati pe echipamentele Vital Scientific. Pentru acesti reagenti
existand si protocoale specializate pentru analizatoarele produse de Vital Scientific. Atat
reagentii cat si echipamentele sunt certificate CE-IVD.

Alti reagenti inafara de Elitech Clinical Systems, nu au fost testati si validati la echipamentele
Vital Scientific si noi nu cunoastem compatibilitatea gi impactul lor asupra analizatoarelor Vital
Scientific.

22 mai 2012
..-l-’"/- .. {
C;/tgug C&)"\

Signed on behalf of the manufacturer
Valérie GOURDON

Regulatory Affairs Manager
COMPANY SEPPIM S.A.S

SEPPIM S.A.S

4 rue Auguste Mottin
Zone Industrielle
61500 SEES ~ FRANCE
Tél. 433 (0)2 33 81 21 00 - Fax +33 (0)2 3328 77 51
SIRLT : 318 365 228 00036

Société par actions simplifiée au Capital de 1 219 592.14 €
SIRET 318 365 228 00036 ~ APE 2059Z
RC ALENCON 318 365 228



HOLTSCH Medizinprodukte GmbH
In den Faltern 13 « D — 65232 Taunusstein
Germany

Declaration of conformity

This is to confirm that

the swab dispenser Quickpad®
containing fleece swabs, saturated with 70% isopropyl alcohol (V/V)

is

manufactured, packaged and sterilized in accordance with the rules of GMP and the
paragraph 13 of the GERMAN MEDICAL LAW.

These swabs are equal to a
Medical Device Class | (UMNDS Code15-252)
and are checked and released

conform to
the German Medical Product Law according to
the

Medical Device Directive 93/42/EEC
of the European Counsel.

Taunusstein, November 17", 2021

HOL

| popep

alfe erizberg

/

(Certified Biologist)—

U:\WINWORD\Zertifikate\conformity QP Medbryt.doc




LANDESDIREKTION
SACHSEN

BESTATIGUNG DER UBEREINSTIMMUNG EINES
HERSTELLERS MIT GMP

Teil 1

Ausgestellt nach einer Inspektion geméan

= Art. 111 (5) der Richtlinie 2001/83/EG

Die zustandige deutsche Uberwachungsbehérde
bestatigt:

Der Hersteller
HOLTSCH Medizinprodukte GmbH

Anschrift der Betriebsstéatte
HOLTSCH Medizinprodukte GmbH
Leipziger StraBe 300

01139 Dresden

Deutschland

« Sonstiges:

Der Hersteller wurde im Rahmen der nationalen
Arzneimitteliberwachung inspiziert in Verbindung mit
der Herstellungserlaubnis Nr.
DE_SN_01_MIA_2012_0045 geman Art. 40 der
Richtlinie 2001/83/EG umgesetzt in deutsches Recht
durch § 13 Abs. 1 Arzneimittelgesetz.

Aufgrund der aus der letzten Inspektion vom
27. November 2015 gewonnenen Erkenntnisse wird flr
die oben genannte Betriebsstatte des Herstellers die
Ubereinstimmung mit den Anforderungen der Guten
Herstellungspraxis festgestellt, die sich aus

» den Grundsatzen und Leitlinien der Guten
Herstellungspraxis geman
- Richtlinie 2003/94/EG

ergeben.

<
DE_SN_01_GMP_2016_0003 1 3,()% 2016

Freistaat

SACHSEN

Zertifikat-Nr./Certificate no:
DE_SN_01_GMP_2016_0003

Aktenzeichen/Reference Number:
L24-5117/90

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER

Part 1

Issued following an inspection in accordance with

« Art. 111 (5) of Directive 2001/83/EC

The competent authority of GERMANY confirms the
following:

The manufacturer
HOLTSCH Medizinprodukie GmbH

Site address

HOLTSCH Medizinprodukte GmbH
Leipziger StraBe 300

01139 Dresden

Germany

« Other:

The manufacturer has been inspected under the
national inspection programme in connection with
manufacturing authorisation no.
DE_SN_01_MIA_2012_0045 in accordance with Art.
40 of Directive 2001/83/EC transposed in the following
national legislation: Sec 13 para 1 Arzneimittelgesetz
(German Drug Law).

From the knowledge gained during the inspection of
this manufacturer, the latest of which was conducted on
27 November 2015, it is considered that it complies
with the Good Manufacturing Practice requirements
referred to in

+ the principles and guidelines of Good Manufacturing
Practice laid down in
- Directive 2003/94/EC

Seite 1 von 3






Teil 2

* Humanarzneimittel

1 HERSTELLUNGSTATIGKEITEN

- Die erlaubten Herstellungstétigkeiten umfassen vollstandige und
teilweise Herstellung (einschlieBlich verschiedener Prozesse wie
Umfillen, Abpacken oder Kennzeichnen), Chargenfreigabe und
-zertifizierung, Lagerung und Vertrieb der genannten
Darreichungsformen sofern nicht anders angegeben;

- Die Qualitdtskontrolle und/oder Freigabe und/oder Chargen-
zertifizierung ohne Herstellungsschritte sollten unter den
entsprechenden Punkten spezifiziert werden;

- Unter der relevanten Produktart und Darreichungsform sollte
auch angegeben werden, wenn der Hersteller Produkte mit
speziellen Anforderungen herstellt, z.B. radioaktive Arzneimittel
oder Arzneimittel, die Penicilline, Sulfonamide, Zytostatika,
Cephalosporine, Stoffe mit hormoneller Wirkung oder andere
potenziell geféhrliche Wirkstoffe enthalten (anwendbar fir alle
Bereiche des Teils 1 mit Ausnahme 1.5.2 und 1.6).

1.1 Sterile Produkte

1.1.3 AusschlieBlich Chargenfreigabe
1.2 Nichtsterile Produkte

1.2.1 Nichtsterile Produkte

1.2.1.17 Andere nichtsterile Produkte
Alkoholtupfer

Part 2

« Human Medicinal Products

1 MANUFACTURING OPERATIONS

- authorised manufacturing operations include total and partial
manufacturing (including various processes of dividing up,
packaging or presentation), batch release and certification, storage
and distribution of specified dosage forms unless informed to the
contrary,

- quality control testing and/or release and batch certification
activities without manufacturing operations should be
specified under the relevant items;

- if the company is engaged in manufacture of products with
special requirements e.g. radiopharmaceuticals or products
containing penicillin, sulphonamides, cytotoxics, cephalosporins,
substances with hormonal activity or other or potentially hazardous
active ingredients this should be stated under the relevant product
type and dosage form (applicable to all sections of Part 1 apart
from sections 1.5.2 and 1.6)

1.1 Sterile Products
1.1.3 Batch certification only
1.2 Non-sterile products

1.2.1 Non-sterile products

1.2.1.17 Other non-sterile medicinal
product
alcoholic pads

13. Januar 2016

"

Name und Unterschrift des Bearbeiters der zustéandigen
Klaus Hartmann

Behorde /
Landesdirektion Sachsen

Referat 24, Pharmazie, GMP-Inspektorat
BraustraBe 2

04107 Leipzig

Deutschland

Tel.: +49(0)351 825-2411
Fax: +49(0)351 825-9201

DE_SN_01_GMP_2016_0003 13.01.2016

Unterschrift: Klaus Hartmann

13 January 2016

Name and signature of the authorised person of the
Competent Authority

Klaus Hartmann

Landesdirektion Sachsen

Referat 24, Pharmazie, GMP-Inspektorat
BraustrafBe 2

04107 Leipzig

Deutschland

Tel.: +49(0)351 825-2411
Fax: +49(0)351 825-9201
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Alcohol Swab Dispenser QUICKPAD®

Practical and efficient

The QUICKPAD® alcohol swab dispenser, being sterile and physiologically verified as
harmless, is ideal for cleaning and disinfecting the skin. The active agent 2-propanol acts
as an effective, "mild on skin" disinfecting agent. The patented "swab tear-off" system
allows for the single use of the swab. This makes QUICKPAD® not only economical but
also efficient in its use.

Quiality and Endurance
The lid of the QUICKPAD® alcohol swab dispenser container seals air-tight, keeping the
alcohol swabs moist and sterile. As a result, the swab dispenser has a particularly long

shelf life of 24 months.

Please note that for pharmaceutical QUICKPAD®), the corresponding safety instruction is

applicable.

Characteristics

Single swab tear-off system allows for an efficient and economical use
Fill Level control due to transparent container

Retains moisture and sterility

Physiologically harmless non-woven swab

o Available in three practical sizes (only as cosmetic)
o Suitable for self-application by the patient
o Ready for use
e Made in Germany Quality, CE Label
Range of Application

QUICKPAD® is supplied ready for use and with its simple operation, can be used by
specialists as well as patients for disinfecting the skin. An ideal product for diabetics and
other users of subcutaneous self-injection syringes.



EC Certificate TOVRheinland
Directive 93/42/EEC Annex II, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60150763 0001
Report No.: 21234760 013

Manufacturer: KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Niimbrecht
Deutschland

Products: - Cannulas for blood collection
- MBU Capillaries
(see attachment for details)

Replaces certificate, Registration No.: HD 60105393 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveiliance, defined by Annex Il,
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is re

Notified Body
Effective Date: 2020-10-07

Date: 2020-10-07 V. 4.
Dr. K. Kluge

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

100201 0408 ®  TOV, TUEV and TUV are ragratered tadernarks. Lithsatan and appheation raguires prior approval,




. ®
TUVRheinland

TUV Rheinland Doc. 1/1, Rev. ©
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60150763 0001

Report No.: 21234760 013
Manufacturer: KABE LABORTECHNIK GmbH

Jagerhofstr. 17
51588 Niimbrecht
Deutschland

Products included:

- Cannulas for blood collection

For the following devices the scope covers only
the aspects of the manufacture concerned with

the securing and maintaining sterile conditions:

- MBU Capillaries

Notified Body

Date: 2020-10-07 D‘f V V

. K. Kluge

/0300 0408 ®  TUV, TUEV and TUV are regrstarad rademerks. Unlisalion and application requires prior approval,



Zertifikat TOVRheinland

Qualititsmanagementsystem
EN ISO 13485:2016

Registrier-Nr.: SX 1614112-1
Organisation: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 NUmbrecht
Deutschland
Geltungsbereich: Entwicklung, Herstellung und Vertrieb von In-vitro-Diagnostik-Produkten

und Verbrauchsmaterialien fir die Probengewinnung, -vorbereitung und
-aufbewahrung sowie von Medizinprodukten zur einmaligen Anwendung

Die Zertifizierungsstelle der TUV Rheinland LGA Products GmbH bescheinigt, dass die Organisation ein
Qualitatsmanagementsystem fir Medizinprodukte eingefiihrt hat und anwendet.

Der Nachweis wurde erbracht, dass die Forderungen der oben genannten Norm erfullt sind. Das Qualitadtsmanagementsystem
unterliegt einer jahrlichen Uberwachung.

Bericht Nr.: 1092786-40
Gultig ab: 25.10.2021
Gultig bis: 15.10.2024
Datum: 25.10.2021
: Dipl.-Ing. F. Schwingen
N oy einland LGA Products GmbH
(( DAKKS amele? - 90431 Nurnberg - Deutschland
. Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02 1/2

10/020 h 04.08 @ TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




Zertifikat TUVRheinland

Qualititsmanagementsystem
EN ISO 13485:2016

Registrier-Nr.: SX 1614112-1

Organisation: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 Numbrecht
Deutschland

Der Geltungsbereich beinhaltet folgende zusatzlichen Standorte:

Nr. Standorte Geltungsbereich

/01 c/o KABE-Labortechnik GmbH Entwicklung, Herstellung und Vertrieb von
Jagerhofstr. 17 In-vitro-Diagnostik-Produkten und
51588 Numbrecht Verbrauchsmaterialien fir die
Deutschland Probengewinnung, -vorbereitung und

-aufbewahrung sowie von Medizinprodukten
zur einmaligen Anwendung

/02 c/o KABE-Labortechnik GmbH Lager
Werner-von-Siemens-Str. 1
51674 Wiehl
Deutschland

Bericht Nr.: 1092786-40
Gultig ab: 25.10.2021

Gultig bis: 15.10.2024
Datum: 25.10.2021

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 2/2

10/020 h 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



b LORNE

Document Title:

EU Declaration of
Conformity

Date Effective: 02 Oct 2019 Document Number: DoC470

DCN: 999 Revision Number: 01

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

Product Name Catalogue Numbers | GMDN Code
LISS Ready for Use 470020 and 470250 52718

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 the European
Communities Council Directive 98/79/EC concerning In-Vitro Diagnostic Medical
Devices as amended by Regulation (EC) 596/2009 and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

The Intended Purpose of this product is the potentiation of antibody-antigen
reactions in blood group serology which should be only be carried out by suitably
trained professionals.

The manufacturer of this product is Lorne Laboratories Ltd who is located at:

Address line 1: Unit 1 Cutbush Park Industrial Estate
Address line 2: Danehill

City: Lower Earley

County: Berkshire

Postal code: RG6 4UT

Country: United Kingdom

Telephone number: +44-(0)118 921 2264

Fax number: +44-(0)118 986 4518

Website: www.lornelabs.com

DUNS Number: 732670703
and is in conformity with the national standards transposing harmonised standards:

BS EN ISO 13485:2016
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 IlI
of Directive 98/79/EC.

Lorne’s EU Authorised Representative is “Advena Limited” residing at Tower
Business Centre, 2" Floor, Tower Street, Swatar BKR 4013 Malta.

Printed copies are “uncontrolled”
It is the responsibility of the user to ensure that the correct version is used
Page 1 of 2



C&LORNE Document Title: EU Decla_ratlon of
Conformity

Date Effective: 02 Oct 2019 Document Number: DoC470

DCN: 999 Revision Number: 01

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 02 October 2019.

f

Eddy Velthuis
Technical Director

Printed copies are “uncontrolled”
It is the responsibility of the user to ensure that the correct version is used
Page 2 of 2



U|_ ) Solutions

CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC® (UL Solutions) issues this certificate to the Firm named above, after assessing the Firm’s quality
system and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016

The design and manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro diagnostic
serology test kits.

Authorized by

T A =

TOTTTew

I

UKAS Paul Hilgeman —
SYETEMS Senior Business Manager - Medical Check Certificate Status:
2426 CMIT — Medical Regulatory here
File Number A12241 Cycle Start May 23, 2023
Certificate Number 1458.230523 Effective Date May 23, 2023
Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above. By issuance
of this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements. This certificate is not transferable and remains the property of UL LLC® (UL Solutions).

’12, 5 UL Solutions

G}Emﬁ\ 333 Pfingsten Road
Northbrook, IL 60062-2096 USA

Form—tlSI_CI)nggg%iongue 4.0 UL and the UL Solutions logo are trademarks of UL LLC © 2023



LORNE LABORATORIES LTD.
MAREA BRITANIE

MEDIU DE iIMBUNATATIRE SEROLOGICA
INSTRUCTIUNI DE UTILIZARE

LISS Ready for use: Pentru potentarea tehnicilor serologice.

REZUMAT

Reducerea puterii ionice a unui sistem de testare mareste viteza de legare
antigen-anticorp a globulelor rosii. In 1974, Low si Messeter au demonstrat ca o
solutie cu putere ionica joasa imbunatateste viteza de absorbtie a anticorpilor in
prima etapa de aglutinare, permitand scurtarea timpilor de incubare.

SCOPUL PROPUS

Solutia LISS Ready for use este o solutie salind cu putere ionica joasa utilizata
pentru determinarea grupei sanguine in procedurile de compatibilitate directa si
screening al anticorpilor atunci cand se foloseste conform tehnicilor recomandate
si prezentate Tn aceste instructiuni de utilizare.

PRINCIPIUL

Cand este folosita conform tehnicilor recomandate, solutia va reduce puterea
ionica a unui sistem de testare, va mari viteza de legare antigen-anticorp a
globulelor rosii si va permite o reducere substantiald a timpului de incubare si o
crestere a sensibilitdti de testare cu numeroase specificitati de anticorpi
(consultati Limitari).

REACTIV

LISS Ready for use Lorne este o solutie cu putere ionica joasa care contine
glicocol, clorura de sodiu si tampon fosfat. Reactivul nu contine sau nu este
compus din substante CMR, substante perturbatoare pentru sistemul endocrin
sau care ar putea provoca sensibilizare sau o reactie alergica in cazul
utilizatorului. Reactivul este furnizat la diluarea optima pentru utilizare cu toate
tehnicile recomandate prezentate mai jos, fara sa mai fie necesara diluarea sau
adaugarea suplimentara. Pentru numarul de referintd al lotului si data de
expirare, consultati Eticheta flaconului.

DEPOZITARE

Flacoanele cu reactiv trebuie depozitate la temperaturi cuprinse intre 10 si 30 °C
dupa primire. Depozitarea prelungita la temperaturi in afara acestui interval poate
duce la pierderea accelerata a reactivitatii. Acest reactiv a fost supus unor studii
de stabilitate la transport la 37 °C si —25 °C, conform precizérilor din documentul
BS EN ISO 23640:2015.

RECOLTAREA $1 PREGATIREA PROBEI

Probele de sange pot fi recoltate in EDTA, citrat, anticoagulanti CPDA sau ca
proba coagulata. Probele trebuie testate cat mai curand posibil dupa recoltare.
Daca survine o intarziere in ce priveste testarea, pastrati probele la 2-8 °C.
Probele care prezintd o hemoliza intensa sau o contaminare microbiana nu
trebuie utilizate pentru testare. Probele de sange care prezintda semne de liza pot
conduce la rezultate neconcludente.

PRECAUTII

Reactivul este destinat exclusiv diagnosticului in vitro.

Daca un flacon este crapat sau curge, aruncati continutul imediat.

Nu folositi reactivul dupa data de expirare (consultati Eticheta flaconului).

Nu folositi reactivul daca observati ca s-a format un precipitat.

Purtati echipament de protectie cand manipulati reactivul, cum ar fi manusi

de unica folosinta si un halat de laborator.

Reactivul a fost filtrat printr-o membrana de 0,2 ym pentru a reduce

incarcatura biologica, dar nu este livrat steril. Dupa deschiderea flaconului,

reactivul poate fi folosit pana la data de expirare daca nu se observa o

turbiditate marcata, care ar putea indica deteriorarea sau contaminarea

reactivului.

7. Reactivul contine <0,1% de azida de sodiu. Azida de sodiu poate fi toxica
daca este ingerata si poate reactiona cu conductele din plumb sau cupru
forménd azide metalice explozive. La eliminare, spalati cu cantitati mari de
apa.

8.  Contactul cu LISS impreuna cu inalbitorul determina coroziunea accelerata

a metalelor de baza, cum ar fi cuprul si fierul. Tineti cont de acest lucru

atunci cand va ganditi sa utilizati Tnalbitor pentru decontaminarea

conductelor sau aparatelor cu piese metalice, care au venit si ele in contact
cu LISS
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ELIMINAREA REACTIVULUI SI CUM SE ACTIONEAZA IN CAZ DE
STROPIRE

Pentru informatii privind eliminarea reactivului si metodele de decontaminare a

unui loc in caz de stropire, consultati Figsele cu date de securitate ale
materialului, disponibile la cerere.

MARTORI $| RECOMANDARI

1. Se recomanda testarea a Precise Weak Anti-D Lorne si a globulelor rosii
corespunzatoare (ideal Ryr si rr) in paralel cu fiecare lot de teste. Testele

Numarul de referinta al documentului: CEPI470

Numarul de emitere al documentului: 8/06/2020

trebuie considerate nevalide daca probele martor nu prezinta rezultatele
prevazute.

2. Tehnica antiglobulinica poate fi considerate valida numai daca toate testele
negative reactioneaza pozitiv cu globulele rosii sensibilizate cu IgG

3. Solutia LISS, suspensiile de globule rosii si serurile de testare trebuie sa fie
la temperatura camerei inainte de utilizare pentru a se evita unele reactji
pozitive nedorite din cauza anticorpilor ,la rece”.

4. In Tehnici recomandate, o picaturé reprezintd aproximativ 50 ul cu pipeta
flaconului furnizata

5. Utilizarea reactivului si interpretarea rezultatelor trebuie efectuate de
personal calificat si instruit in mod corespunzator in conformitate cu
cerintele tarii in care se utilizeaza reactivii.

6. Utilizatorul trebuie sa stabileasca in ce masura se poate utiliza reactivul in
alte tehnici.

REACTIVI SI MATERIALE CARE SUNT NECESARE, DAR NU SUNT
FURNIZATE

. Antiglobulina umana, adica Lorne AHG Elite (Cat # 435010 sau 415010)
sau Anti-lgG umana, adica Lorne Anti-Human IgG (Cat # 401010 sau
402010).

. Spalator de celule Coombs.

. Eprubete de sticla (10 x 75 mm sau 12 x 75 mm).

Globule rosii sensibilizate cu IgG, adica Celule de control Coombs Lorne

(Cat # 970010).

Precise Weak Anti-D Lorne (Cat # 209005).

Solutie PBS (pH 6,8-7,2) sau solutie salina izotona (pH 6,5-7,5).

Globule rosii martor pozitiv (ideal, Rir) si negativ (rr).

Pipete volumetrice.

Baie de apa sau incubator cu caldura uscata echilibrate la 37 °C + 2 °C.

TEHNICA RECOMANDATA

1. Spalati globulele rosii cel putin de doua ori in PBS sau solutie salina
izotona, iar apoi spalati-le o data in LISS ,Ready For Use” Lorne.

2. Resuspendati globulele rosii la 1,5-2,0% in LISS ,Ready For Use”.

3.  Amestecati bine volume egale de globule rosii suspendate LISS si ser
pentru procedurile LISS, de ex., 2 volume de suspensie de celule 1,5-2% si
2 volume de ser.

LIMITARI

1. Suspensia de globule rosii din LISS este asociatd cu o deteriorare
accelerata a expresiei antigenelor Fy?, Fyb, s si S, si, prin urmare, globulele
rosii suspendate in LISS trebuie eliminate in cel mult 24 de ore de la
pregatire.

2. Pentru integritatea sistemului de testare cu putere ionica joasad, este
esential sa respectati raportul volumetric 1:1 dintre suspensia de celule si
ser si sa amestecati bine.

3. Pentru sensibilitate optima, LISS IAT trebuie incubat minimum 15 minute la
37°C.

4. Pentru a evita absorbtia nespecifica a complementului autolog, globulele
rosii trebuie spalate cel putin de doua ori in NISS fnainte de a putea fi
spalate in cele din urma si resuspendate in LISS.

5. Nu toate reactiile antigen-anticorp sunt imbunatatite prin tehnicile LISS.

CARACTERISTICI DE PERFORMANTA SPECIFICE

1. Tnainte de a fi pus pe piat, s-a dovedit ca fiecare lot de LISS ,Ready For
Use” Lorne a imbunatatit numeroase reactii antigen-anticorp in cazul
utilizarii conform Tehnicilor recomandate.

2. Solutia corespunde recomandarilor cuprinse in cea mai recenta editie a
Guidelines for the UK Blood Transfusion Services (Orientari pentru
Serviciile de transfuzii sanguine din Regatul Unit).

DECLINAREA RESPONSABILITATII

1. Utilizatorul este singurul responsabil pentru performanta reactivului in cazul
utilizarii altor metode decat cele mentionate in Tehnici recomandate.

2. Orice abatere de la Tehnicile recomandate trebuie validata nainte de
utilizare™®.
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DIMENSIUNI REACTIV DISPONIBILE

Marime Numar de catalog
flacon
4x250 ml 470250
20x250 ml 470020
1x2500 ml 470025*

*Aceasta marime este valabila numai pentru utilizare de fabricatie
suplimentara (FFMU) si, prin urmare, nu are marcajul CE.

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

Regatul Unit

Tel.: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

EC Advena Ltd. Tower Business Centre, 2nd Fir.,
Tower Street, Swatar, BKR 4013, Malta

Numarul de referinta al documentului: CEPI1470

Numarul de emitere al documentului: 8/06/2020
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MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity C€

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
Na/K/CalpH, Na/K/Cl/CalLi

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer

s Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Prinsessegracht 20,
2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive 98/79/EC. These products are
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex Il List B of Directive
98/79/EC. In addition, they are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and
Electronic Equipment, and the corresponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, September 27, 2018

Signature:

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs




EasyLyte Accessories

Catalog
No.

2004
2014
2015
2016
2021
2030
2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2124
2814
2815
2843
2118
2598
2108
2107
2257

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

EasyLyte Lithium Na/K/Li Analyzer
EasyLyte Calcium Na/K/Ca/pH Analyzer
EasyLyte Na/K/Cl/Li Analyzer

EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li
EasyLyte EasySampler

EasylLyte K+ Electrode

EasyLyte Na+ Electrode

EasyLyte Cl- Electrode

EasyLyte Li+ Electrode

EasylLyte Ca++ Electrode

EasyLyte pH Electrode

EasyLyte Disposable Reference Electrode
EasyLyte Reference Electrode

EasyLyte Membrane Assembly

EasyLyte Na/K 800 ml Solutions Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasyLyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solution Pack
EasyLyte Na/K 400mL Solutions Pack
EasyLyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
EasyLyte Na/K/Cl/Li 800mL Solution Pack
EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

EasyLyte Daily Cleaner Cup

EasyLyte Solutions Valve

EasylLyte Sample Probe

EasyLyte Sample Detector

EDMA Code
21071102
21071102
21071102
21071102
21071102
21071102
21071102
1104 01 06
1104 01 07
1104 0103
1104 01 04
11040102
11703102
11040401
11040401
21071102
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
115002 04
11500204
21071102
110101 27
21071102
21071102
21071102
21071102



EasyLyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544
2934

EasyLyte Tubing Kit

EasyLyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125mL)
EasyLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL)

EasylLyte Standard Solution, Urine (50mL)
EasyLyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

EasyLyte EasySampler Sample Cups, 500uL (500)
EasyLyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

EasyLyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit
EasyLyte Red Dye Test Solution (50mL)
EasyLyte Troubleshooting Kit

EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li)
EasyLyte Quarterly Operating Kit
EasyLyte Maintenace Kit

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasyLyte C Series Printer Paper (5 rolls)
EasyLyte Barcode Reader Kit

EDMA Code
21071102
21071102
11 04 04 90
11 04 04 90
11 04 04 90
11 04 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
21071102
21071102
21071102
21071102
21071102
21071102
11010127
21071102
21071102



EasyElectrolytes Accessories

Catalog No.
4002
4003
4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405
4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6537
6520

Accessory

EasyElectrolyte Na/K/Cl Analyzer

EasyElectrolyte Na/K/Li Analyzer

Reagent Module, Na/K/Cl

Reagent Module, Na/K/Li

EasyElectrolyte/EasyStat Na+ Electrode
EasyElectrolyte/EasyStat K+ Electrode

EasyElectrolyte CI- Electrode

EasyElectrolyte Li+ Electrode
EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode
EasyElectrolyte Spacer Electrode

EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit
EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution
EasyElectrolyte Urine Diluent

Bi-Level Quality Control Kit
Tri-Level Quality Control Kit

EasyElectrolyte Na/K/Cl Demonstration Kit

EasyElectrolyte Na/K/Li Demonstration Kit

EasyElectrolyte Capillary Tube Kit

EasyElectrolyte Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module
EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate
Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li+
EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin
EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit

EDMA Code
21071102
21071102
1104 04 02
1104 0402
1104 01 07
1104 01 06
11040103
1104 0104
11040401
1104 0190
21071102
110101 27
11300111
1104 04 90
11500204
11500204
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102



intertek

Total Quality. Assured.

CERTIFICATE

Certificate Number:

This is to certify that the management system of:
0089217-01

M Ed ica co rpo ratio n Initial Certification Date:

2019-04-19

(FIN F002402) Date of Certification Decision:
2022-03-24

Main Site: 5 Oak Park Drive, Bedford, Massachusetts, 01730, United States Certification Effective Date:

Additional Site: 3 Oak Park Drive, Bedford, Massachusetts, 01730, United States 2022-04-18

Certification Expiry Date:

has been registered by Intertek, an MDSAP recognized auditing organization,
2025-04-18

as conforming to the requirements of:

ISO 13485:2016

Brazil: Federal Law n. 6360/76; RDC ANVISA n. 16/2013; RDC ANVISA n. 23/2012; T AT Al
RDC ANVISA n. 67/2009; RDC ANVISA n. 56/2001

60 13 485.‘20 2

“err, 1\:3‘x
Canada: Medical Devices Regulations — Part 1- SOR 98/282 FICK ™

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D) lntc.\(tek

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

The management system is applicable to:

Design, Development, Manufacture, Service, Installation and Distribution of
in-vitro diagnostic medical devices, in-vitro diagnostic test kits, in-vitro
diagnostic reagents, in-vitro diagnostic analyzers/software used in diagnosis

Calin Moldovean
President, Business Assurance

and management Of cancer, immune status, disease status, autoimmune Intertek Testing Services NA, Inc
, .
status, cardiac markers, protein metabolism, endocrine disorders, blood 900 Chelmsford Street
analytes, urinalysis, blood gases. Lowell, MA, USA 01851
o n
o0
el o bt
|.. o 7]
E':uk:'-:.-
In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This
certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at
certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon m
request. Validity of this certificate may be verified at http://www.intertek.com/business-assurance/certificate-validation,

CT-MDSAP-2016-NA-EN-LT-P-3.JUN.21
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atighs a% Inspections

CERTIFICATE OF COMPLIANCE

It is confirmed that its management system

Mediclone LLC

127276, 35, Botanicheskaya, Moscow, Russian Federation

It has been evaluated and complies with the requirements of the standard

ISO 13485:2016

Medical Devices Quality Management System
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This certificate is valid for the following activities

Production and sale of medical devices: reagents and reagent kits for determining
human blood groups of the ABO Rhesus and Kell systems, as well as antigens and
antibodies of the Rhesus system

CERTIFICADO

Certificate Number: SISTEMA-RUS/0223/RMM16244
Issue date: 04.02.2023

Expiry date: 03.02.2024

Date of First Surveillance: 04.01.2024
Date of second surveillance: 04.01.2025
Recertification date: 04.01.2026
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CERTIFICATO

Verify the certificate:- www.sistemacerts.com

The Organization's documentation and Implementation has been reviewed and found to comply with the relevant standard rules.
This certificate of Registration is based on the evaluation of the mentioned scope and also responsible for maintaining the
responsibilities of the relevant stendard rules. If any changes in the Activities of the Company, this certificate invalid.
\#  The validity of certificate is subject to Successfully Completion of surveillance audit on before due dates and its only valid after
¥  successful surveillance with continuation letter issued by us. QUALITY SISTEMA Certifications and Inspections Pt Ltd,,
Head-quarters: Ff, 55-1914, Sector =H , LDA Colony, Kanpur Road, Lucknow-226012.

CERTIFICATE
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