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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 Zone Indys
Responsable de los Asuntos Reg/ementarfbsré'
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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_3_
CALA-5220 CALCIUM ARSENAZO 45789
CALA-0600 CALCIUM ARSENAZO 45789
CALA-5600 CALCIUM ARSENAZO 45789
CALA-M430 CALCIUM ARSENAZOD 45789
CALA-5M30 CALCIUM ARSENAZO 45789
CALI-0550 ELICAL 2 47868
CALI-1550 ELICAL 2 47868
CHDL-0250 HDL CHOLESTEROL 53391
CHDL-5021 HDL CHOLESTEROL 53391
CHDL-6014 HDOL 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 CHOLESTERQOL 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 CONTROL Il 41839
ICRP-4710 CRP I[P CONTROL Il 41839
ICRP-0400 CRP IP 53705
ICRP-6125 CRP IP 53705
ICRP-5025 CRP IP 53705
ICRP-M230 CRP IP 53705
ICRP-6M30 CRP IP 53705
ICRP-5M30 CRPIP 53705
IFRT-0042 FERRITIN CALIBRATOR 41927
IFRT-4230 FERRITIN CALIBRATOR 41927
IFRT-0230 FERRITIN 53718
IFRT-5020 FERRITIN 53718
IFRT-6005 FERRITIN 53718
IHAP-0400 HAPTOGLOBIN IP 53737
IHAP-6125 HAPTOGLOBIN IP 53737
IHAP-5025 HAPTOGLOBIN IP 53737
1IGA-0400 IgA IP 53760
lIGA-6125 IgA IP 53760
IIGA-5025 IgA IP 53760
11GG-0400 IgG IP 53787
IGG-6125 19G IP 53787
1IGG-5025 19G IP 53787
1IGM-0400 IgM IP 53795
IIGM-6125 IgM 1P 53795
1IGM-5025 IgM IP 53795
IMAL-0043 pALBUMIN IP CALIBRATOR SET 53477
IMAL-4311 UALBUMIN IP CALIBRATOR SET 53477
IMAL-4312 UALBUMIN IP CALIBRATOR SET 53477
IMAL-4313 pALBUMIN IP CALIBRATOR SET 53477
IMAL-4314 pALBUMIN IP CALIBRATOR SET 53477
IMAL-4315 PALBUMIN IP CALIBRATOR SET 53477
IMAL-0046 pALBUMIN IP CONTROL | 53478
IMAL-4610 PALBUMIN IP CONTROL | 53478
IMAL-0047 PALBUMIN IP CONTROL I 53478
IMAL-4710 PALBUMIN IP CONTROL I 53478
IMAL-0400 PALBUMIN IP 53475
IMAL-6125 pPALBUMIN IP 53475
IMAL-5025 pALBUMIN IP 53475
IMAL-M230 MICROALBUMIN IP 53475
IMAL-6M30 MICROALBUMIN IP 53475
IMAL-5M30 MICROALBUMIN IP 53475
IORO-0400 OROSOMUCOID IP 53606
IORO-6125 OROSOMUCOID IP 53606
IORO-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 53583
IPRO-4314 PROTEIN IP CALIBRATOR SET 53593
IPRO-4315 PROTEIN IP CALIBRATOR SET 53593
IRCT-0046 RHEUMATOLOGY CONTROL | 47869
IRCT-4610 RHEUMATOLOGY CONTROL | 47869
IRCT-0047 RHEUMATOLOGY CONTROL I 47869
IRCT-4710 RHEUMATOLOGY CONTROL I 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
LACI-0250 LACTATE 53342
LACI-5008 LACTATE 53342
LACI-6005 LACTATE 53342
LDLL-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
[LSL-5400 [DH-L SL 53072
[LSL-6250 [DH-L SL 53072
LLSL-0420 LDH-L SL 53072
[LSL-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 52028
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-MB30 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-MB90 TRIGLYCERIDES _ 53460
TGML-5M90 TRIGLYCERIDES 53460
TIBC-0250 Direct TIBC 53904
TIBC-5025 Direct T1BC 53904
TIBC-6007 Direct T1BC 53904
TIBC-M130 Direct TIBC 53904
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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 CALI BRATOR 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
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: ELITechGroup Inc.
370 West 1700 South
Logan
Utah
84321
USA

Facility ID Number: F000174

Holds Certificate No: MDSAP 689350

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following criteria: ISO 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule
3 Part 1 (excluding Part 1.6) - Full Quality Assurance Procedure; Brasil - RDC ANVISA n. 16/2013, RDC ANVISA n.
23/2012, RDC ANVISA n. 67/2009; Canada - Medical Devices Regulations - Part 1 - SOR 98/282; Japan - MHLW
Ministerial Ordinance 169, Article 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts A to D

The design, manufacture, distribution and servicing of automated slide stainers,
cytocentrifuges, cystic fibrosis sweat testing systems, and osmometers, and proprietary
standards, controls disposables and reagents for use with these types of equipment.
Manufacture and distribution of controls, standards, consumables, accessories and supplies for
in vitro diagnostic systems, laboratory equipment, and erythrocyte sedimentation rate test

cuy C_SEaed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2019-03-28 Effective Date: 2022-01-11 Expiry Date: 2025-01-10
Page: 1 of 1
MDSAP
MEDICAL DEVICE SINGLE AUDIT PROGRAM . sym
BSI Group America Inc. is an MDSAP authorized auditing organization ma kl n g excel |e n Ce a h a b I t

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MDSAP+689350&ReIssueDate=11%2f01%2f2022&Template=inc

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 behali\Qithe-Pre
Marjorie PERRIMON
Certification Director

GMED N° 10462-8
Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification

Q-F-V0-07-2018
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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
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8 ITALCERT

CERTIFICATO N° 505SGQ06

CERTIFICATE N° 5055GQ06

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System -

messo in atto da
implemented by

APTACA SpA. .

Via Monte Bianco, 4 — 1T 20900 MONZA (MB)

. nella Sede Operativa di-
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

é conforme allanorma
is-in-compliance with-the-standard——

_UNIEN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following_kinds-of Processes —— ———

Gestione della fabbricazione e immissione in commercio di tampom sterlll per |I prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi

e non di classe lla, Is, | e diagnostici in vitro. Commercializzazione di articoli da laboratorio.
Management of the manufacturing and placing on the market of sterile tampons for’samplina of biological specimens in-natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis and.non-sterile class I medical devices.

Marketmg of invasive and non-invasive medical devices-of class fia, Is, | and in vitro diagnostics. Marketing of laboratory items.

Il presente Certificato e soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established-in the Rules for the certification in force applicable,
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate, please refer to the ltalian language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

LS

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emiss\Ione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
1998-07-23 2011-10-30 2023-10-24 2026-10-29

Settore IAF 14 - 29

ACCREDIA X

L'ENTE ITAUANO DI ACCREDITAMENTO ~

SGQ N° 023A

Membro degli Accorci ¢l Mutua Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l, | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsrl@legalmail.it
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8 ITALCERT

CERTIFICATO N° 505DM09

CERTIFICATE N° 505DM09

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

) _ messo in atto da
= implemented by

APTACASDA. ' ——

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

) nella Sede Operativa di——
B Operative Unif

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in_compliance with the-standard i

— | UNI CELEN ISO 13485-2021 (ISO 13485- 2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile.

Commercializzazione di dispositivi medici invasivi e non di classe Ila, Is, | e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological spec[mens in natural orifice and in surgical field.
Design and manufacturing of diagnostic-medical devices for laboratories of analysis and non-sterile class | medical devices.

Marketing of invasive and non-invasive medical devices of class lla, Is, | and. in vitro diagnostics.

Il presente Certificato € soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in-the-Rules for the certification in force-applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate; please refer to the ltalian-language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

(LL.9v=

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29
ACCREDIA %
LENTE ITAUANO Df ACCREDITAMENTO
SGQ N° 023A

Membro degll Accordl di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

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




AVANTOR

PERFORMANCE MATERIALS

Declaration of CE conformity

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

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

Teugseweg 20
7418 AM Deventer
The Netherlands

herewith declares the following:

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

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

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

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

Deventer, the Netherlands.

January 6, 2015

Dr. J. Mittendorf
QA & RA Manager

Page 1 of 4



LATANTOR

PERFORMANCE MATERIALS

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

Page 2 of 4

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




ATVANTOR

PERFORMANCE MATERIALS

Product no. |Product |Pack size
Reagent Packs

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

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

PERFORMANCE MATERIALS

Product no. |Pr0duct Pack size
Stains and Dyes

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

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

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

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

This is to certify that

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

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

Scope:

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

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

ISO 9001 : 2015

Certificate registration no. 530840 QM15

Valid from 2021-08-04

Valid until 2024-06-28

Date of certification 2021-08-04 (( DAkEESm
DQS GmbH

Markus Bleher
Managing Director

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



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

530842

VWR International GmbH
Graumanngasse 7

1150 Wien

Austria

530843

VWR International GmbH
Zimbagasse 5

1210 Wien

Austria

530841

VWR International bv
Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

531223

VWR International GmbH
Rue de Rive 18

1260 Nyon

Switzerland

531224

VWR International GmbH
Grabenstrale 1

8952 Schlieren
Switzerland

531221

VWR International GmbH
LerzenstraRe 16/ 18
8953 Dietikon
Switzerland

Scope

Sales and supply; Lab and Production
Services

Distribution; Technical Services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

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

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

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530844

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

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

VWR International s.r.o. Sales and supply

Pivovarska 30
75661 Roznov prod Radhostém
Czech Republic

530868

VWR International GmbH Sales and supply
GroRenhainer StraBe 99

01127 Dresden

Germany

530869

VWR International GmbH Sales and supply
WohlerstraRe 42

30163 Hannover

Germany

530867

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

Germany

539946

VWR International GmbH Distribution

Heinrich-Blanc-Strafle 40
76646 Bruchsal
Germany

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 3/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

530865

VWR International GmbH
John-Deere-Strale 5
76646 Bruchsal
Germany

530866

VWR International GmbH
VichystraBe 2

76646 Bruchsal
Germany

530870

VWR International GmbH
Fraunhoferstr.11

85737 Ismaning
Germany

530871

VWR International GmbH
James-Franck-Ring 9
89081 Ulm

Germany

530859

VWR International A/S
Tobaksvejen 21

2860 Soborg
Denmark

531213

VWR International Eurolab, S.L.

C/ De la Technologia, 5-17A7 - Llinars Park
08450 Llinars Del Vallés Barcelona

Spain

Scope

Sales and supply;
Distribution

Distribution

Sales and supply

Sales and supply

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

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

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

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530860

VWR International Oy Sales and supply;

Valimotie 9 Distribution;

00380 Helsinki Lab and Production Services;
Finland Technical services

530863

VWR International S.A.S. Sales and supply

Europarc

26 Avenue Leonard de Vinci
33608 Pessac Cedex
France

530861

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

Z.l. de Vaugereeau

45250 Briare-le-Canal

France

530862

VWR International S.A.S Sales and supply;

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

93110 Rosny-sous-Bois

France

531226

VWR International Ltd Sales and supply
VWR House

Warren Court

Feldspar Close

Enderby

LE19 4SD

Leicester

United Kingdom

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




Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531228

LAB3 Service

1 Dragon Court
Crofts End Road
St George
Bristol

BS5 7XX

United Kingdom

531225

VWR International Ltd.
Customer Service Centre
Hunter Boulevard

Magna Park

Lutterworth, Leicestershire
LE17 4 XN

United Kingdom

531227

VWR International Ltd.
14 Media Village
Liscombe Park
Soulbury

Leighton Buzzard

LU7 0GA

United Kingdom

540366
VWR International

Medical Equipment Supplies and

Management

The Solutions Buckshaw Village, Chorley

Chorley
PR7 7EL
United Kingdom

Scope

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;
Technical Services

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



Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531229

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

Basingstoke

RG24 8GF

United Kingdom

546015

Hichrom Ltd

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

Reading, Berkshire

RG7 4AB

United Kingdom

531198

VWR International Kft.
Simon Laszlo utca 4
4034 Debrecen
Hungary

531199

VWR International Ltd

Orion Business Campus
Northwest Business Park
Ballycoolin, Blanchardstown
Dublin 15

Ireland

531200

VWR International (Northern Ireland) Ltd
19 Clarendon Street

Derry BT4 87EP

Ireland

Scope

Sales and supply;
Distribution;
Manufacture

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

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

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

with the above-mentioned certificate.
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Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531201

VWR International s.r.l.

Via San Giusto 85
20153 Milano
Italy

531203

VWR International B.V.

Orlyplein 85
1043 AP Amsterdam
Netherlands

531205

VWR International AS
Brynsalleen 4

0667 Oslo

Norway

531206

VWR International AS
Kokstadtflaten 35
5152 Banes (Bergen)
Norway

531207

VWR International AS
Leirfossvegen 27
7038 Trondheim
Norway

531211

VWR International Sp.
Limbowa 5

80-175 Gdansk
Poland

Z.

0.0.

Scope

Sales and supply;

Lab and Production Services;
Technical Services;
Manufacture

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Sales and supply;
Lab and Production Services;
Technical services

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

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

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531212

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

Poland

531208

VWR International

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

2610-088 Alfragide

Portugal

531217

VWR International AB
Fagerstagatan 18A
163 94 Stockholm
Sweden

531220

VWR International AB
Skiffervagen 12

224 78 Lund

Sweden

531218

VWR International AB
Varbergsgatan 2

412 65 Goteborg
Sweden

531219

VWR International AB

Nordiskt Centrallager

Gjuterigatan 3 (Bofors Industriomrade)
691 50 Karlskoga

Sweden

Scope

Distribution

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Distribution

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

with the above-mentioned certificate.
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global assurance

This is to certify that the Quality Management System of:

Avantor Fluid Handling B.V.

Maidstone 50
5026 SK Tilburg
The Netherlands

applicable to:

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

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

ISO 9001:2015

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

Cycle Issued: March 20, 2021

For and on behalf of NQA, USA

ACCREDITETD

e ISOIIEC 7021

MAMNAGEMEMT SYSTEMS
CERTIFICATION BODY



EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Glass Test Tube
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data




EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Vacuum Blood Collection Tube
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard 1SO 9001:2015

Certificate Registr.No. 01 100 2024081

Certificate Holder: 77 Elektronika Miiszeripari Kft.
Fehérvari ut 98.
1116 Budapest
Hungary
77 ELEKTRONIKA
Site:
1116 Budapest, Sztregova u. 1.

Scope: design, development, manufacturing, sales and service of in vitro
diagnostic (IVD) medical devices and veterinary devices.

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 06.10.2021 until 05.10.2024.

06.10.2021 /&1%/5

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KdIn

e ) - .
WWW.tuv.com Sl (( DARE§sch¢ A TUVRheinland
el Precisely Right.



EC Certificate TOVRheinland

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic ..<dical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1006099-1

Manufacturer: 77 Elektronika Miiszeripari Kit.
Fehérvari at 98.
1116 Budapest
Hungary

Products: In-vitro Diagnostic Medical Devices for self-testing and for professional use:

- SensoCard blood glucose meter

- SenscCard Plus blood glucose meter
- SensoCard Test Strips

- CareSens control solutions

- Sensolite Nova blood glucose meter

- Sensolite Nova Plus blood glucose meter
- Sensolite Nova Test Strips

- CareSens control solutions

- GlucoTalk bicod glucose meter
- GlucoTalk Test Strips
- GlucoTalk control sclutions

Replaces EC Certificate Registration No. HL 60147430 0001

The Netified Body hereby declares that the requirements of Annex IV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design-examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 93387425-40 )
Effective date: 2022-05-24
Expiry date: 2025-03-02 yd e S
/ o'm?zieﬂl“"*
Issue date: 2022-05-24
Rafat Byczkowski

TUV Rheinland LGA Products GmbH
TillystralRe 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro
diagnostic medical devices with the identification number 0197,
Page 10f2
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EC Certificate TOVRheinland

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex |V excluding (4, 6)

Registration No.: HL 1006099-1
Manufacturer: 77 Elektronika Mliszeripari Kft.
Fehérvari ut 98.

1116 Budapest
Hungary

The scope of certification includes the following additional sites:

No. Location Product groups manufactured
101 77 Elektronika Mdszeripari Kft. Activity: Design and development,
Fehérvari ut 98, distribution, installation and servicing
1116 Budapest of In-vitro diagnostic medical devices
Hungary for self-testing and for professional use
(blood glucose monitoring systems, urine
analyzers).
102 77 Elektronika Mlszeripari Kft. Activity: Activities related to manufacture
Sztregova Ut 7. of IVDs.
1116 Budapest
Hungary
103 77 Elektronika Mlszeripari Kift. Activity: Activities related to inspection,
Sztregova ut 1. warehousing and final packaging of IVDs.
1116 Budapest
Hungary
\‘“‘LGA
Report No.: 93387425-40 &
>
Effective date: 2022-05-24 =
'
. . i
Expiry date: 2025-03-02 2 &
Mztorund®®
Issue date: 2022-05-24
Rafat Byczkowski

TUV Rheinland LGA Products GmbH
Tillystraf’e 2 - 90431 Nitrnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.
Page 2 of 2
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