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EMPOWERING IVD

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 Directeur Gépéral-Délégué
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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

DCCE-ECSSAS-v18 V e @'\3!6



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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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
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. ELITechGroup

SEPPIM

MIED

ISO 9001 -NF EN ISO 13485 R

Zone Industrielle — 61500 SEES — France
Tél : +33(0)233 812100/ Fax:+33(0)233287751

DECLARATION DE CONFORMITE CE

Nous, SEPPIM S.A.S., zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité que
les réactifs appartenant au groupe 1 «<METABOLITES DIVERS », référencés dans la liste ci-jointe, sont conformes
aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux dispositifs
médicaux de diagnostic /7 vitro et au code de la santé publique.

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

Sées, le 08 Mars 2012

DECLARATION OF EC CONFORMITY

We, SEPPIM S.A.S., Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents belonging to Group 1, "MISCELLANEOUS METABOLITES", such as listed hereto, conform to
the essential requirements of appendices I and III of European Directive 98/79/EC, relating to /n vitro diagnostic
medical devices and to the public health code.

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

Sées, March 8, 2012

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.A.S, Zone Industrielle 61500 SEES France, declaramos bajo nuestra Unica responsabilidad
que los reactivos pertenecientes al grupo 1 : "METABOLICOS VARIOS ", referenciados en la lista adjunta, son
conformes con los requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos
médicos para diagndstico /n vitroy el cddigo de salud publica.

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

Sées, 8 de Marzo de 2012

Valérie GOURDON, _ Francoise DEBIAIS,

4 q
Responsable des Affaires Reglementawes SEPPI M S-A-S Président
Regulatory Affairs Manager 4 rue Auguste Mottin President
Res abfe de los Asuntos Reglementanos Zone Industrielle _~Presiden
i (j)_/\ 61500 SEES - FRANCE £ .
LA - Tél. +33 (0)2 3381 21 00 - Fax +33 (0)2 3328 77 "
SIRET : 318 365 228 00036 —

Société par actions simplifiée au Capital de 1 21
SIRET 318 365 228 00036 APE 20597
RC ALENCON 318 365 228
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GROUPE 1 - METABOLITES DIVERS

GROUP 1 - MISCELLANEOUS METABOLITES

GRUPO 1 — METABOLICOS VARIOS

DESIGNATION DU REACTIF/ REFERENCES/ NOM DU DOSSIER CE/

REAGENT D}ESIGNATIONI REFERENCIAS EC FILE NAME/

DESIGNACION DE REACTIVO NOMBRE DEL ARCHIVO CE

LACTATE LACT-0100 DOS-CE-LACT
AUML-0420/0500/0700/

URIC ACID MONO SL 04270507 /0707 /0250 DOS-CE-AUML

URIC ACID SL AUSL-0400/0600/0250 DOS-CE-AUSL

URIC ACID ACUR-0200/0400/0600 DOS-CE-ACUR

ALBUMIN ALBU-0600/0700/0250 DOS-CE-ALBU

BILIRUBIN TOTAL & DIRECT 4+1

BITD-0600
BIDI-0600/0250
BITO-0600/0250

DOS-CE-BILI 4/ 1

CREATININE JAFFE

CRCO-0600/0700

DOS-CE-CRCO

CREATININE PAP SL

CRSL-0630/0250

DOS-CE-CRSL

IRON TIBC FECA-0050 DOS-CE-TIBC
GPSL-0490/0500/0700/ L
GLUCOSE PAP SL 0507/0707/0250/0455 DOS-CE-GPSL

GLUCOSE PAP

GLUP-0700/0800

DOS-CE-GLUP

GLUCOSE HK SL

GHSL-0600/0250

DOS-CE-GHSL

HEMOGLOBIN HEMO-0400/0500 DOS-CE-HEMO
MICROPROTEIN PRTP-0600/0250 DOS-CE-PRTP
MICROPROTEIN PLUS PRTU-0600/0250 DOS-CE-PRTU
PHOSPHORUS PHOS-0600/0230 DOS-CE-PHOS

TOTAL PROTEIN

PRTB-0600/0700/0250

DOS-CE-PRTB

TOTAL PROTEIN PLUS

PROB-0600/0700/0250

DOS-CE-PROB

UREA UV SL

URSL-0400,0420/0500
0407 /0427/0507/0250/0455

DOS-CE-URSL

UREA UV

URUV-0400/0500

DOS-CE-URUV

Société par actions simplifiée au Capital de 1 219 592.14 €
SIRET 318 365 228 00036

DCCE-G1 - V17— Mars /March /Marzo 2012

& L

i

SEPPIM S.A.S

4 rue Auguste tin
Zone Industrie
61500 SEES -

Tél. +33 (0)2 33 81 21 00 - Fax +33 (0)2 33 28 77 51

APE 20597
RC ALENCON 318 365 228

SIRET : 318 365 228 00036

D




. ELITechGroup

SEPPIM
MED

1SO 9001 -NF EN ISO 13485 R EAGEN

Zone Industrielle — 61500 SEES — France
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DECLARATION DE CONFORMITE CE

Nous, SEPPIM S.A.S., zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité que
les réactifs appartenant au groupe 2 « ENZYMES », référencés dans la liste ci-jointe, sont conformes aux
exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux dispositifs médicaux
de diagnostic /n vitro et au code de la santé publique.

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

Sées, le 08 Mars 2012

DECLARATION OF EC CONFORMITY

We, SEPPIM S.A.S., Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents belonging to Group 2, "ENZYMES”, such as listed hereto, conform to the essential requirements
of appendices I and III of European Directive 98/79/EC, relating to /n vitro diagnostic medical devices and to the
public health code.

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

Sées, March 8™, 2012

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.A.S, Zone Industrielle 61500 SEES France, declaramos bajo nuestra (nica responsabilidad
que los reactivos pertenecientes al grupo 2 : "ENZIMAS", referenciados en la lista adjunta, son conformes con los
requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para
diagndstico /n vitroy el codigo de salud publica.

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

Sées, 8 de Marzo de 2012

Valérie GOURDON, Frangoise DEBIAIS,
Responsable des Affaires Réglementaires Président

Regulatory Affairs Manager rN SEPPEW S A g q/%sﬁent

Responsable de los Asuntos Reglemﬁnﬂanos ) idente
(\L B2 4 rue Auguste Mottin -~
MU QM 5" Zone Industrielle

61500 SEES - FRANC
Tél. +33 (0)2 33 81 21 00 - Fox +33
SIRET : 318 365 228 00
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GROUPE 2 - ENZYMES
GROUP 2 — ENZYMES
GRUPO 2 — ENZIMAS

DESIGNATION DU REACTIF/ REFERENCES/ NOM DU DOSSIER CE/
REAGENT DESIGNATION/ REFERENCIAS EC FILE NAME/
DESIGNACION DE REACTIVO NOMBRE DEL ARCHIVO CE
ACID PHOSPHATASE PACI-0030 DOS-CE-PACI

ALP (DEA) SL PASL-0400/0420/0500/0230 | DOS-CE-PASL

ALP (DEA) PALC-0030/0200 DOS-CE-PALC

ALT/GPT 4+1 SL

ALSL-
0410/0430/0510/0250/0455

DOS-CE-ALSL 4+1

ALT /GPT

ALAT-0200/0400

DOS-CE-ALAT

AMYLASE SL

AMSL-0390/0395/0400/0230

DOS-CE-AMSL

AST/GOT 4+1 SL

ASSL-
0410/0430/0510/0250/0455

DC-CE-ASSL 4+1

AST/GOT ASAT-0200/0400 DOS-CE-ASAT
CHOLINESTERASE CHES-0053 DOS-CE-CHES
CK NAC SL CKSL-0410/0430/0230 DOS-CE-CKSL
CK-MB SL CMSL-0410/0430/0230 DOS-CE-CMSL
CK NAC CKNA-0030/0200 DOS-CE-CKNA
CK-MB CKMB-0030 DOS-CE-CKMB

GAMMA GT SL

GASL-0400/0420/0500/0250

DOS-CE-GASL

GAMMA-GT SL PLUS GISL-0400/0420/0500/0250 DOS-CE-GISL
GAMMA GT GAGT-0030/0200 DOS-CE-GAGT
LDH-L SL LLSL-0400/0420/0230 DOS-CE-LLSL
LDH-P LDHP-0030 DOS-CE-LDHP

V&

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

DECLARATION DE CONFORMITE CE

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

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

Sées, le 13 Septembre 2010

DECLARATION OF EC CONFORMITY

We, SEPPIM S.A.S., Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents belonging to Group 3, “ELECTROLYTES/TRACE-ELEMENTS”, such as listed hereto, conform to
the essential requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro diagnostic
medical devices and to the public health code.

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

Sées, September 13, 2010

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.A.S, Zone Industrielle 61500 SEES France, declaramos bajo nuestra Unica responsabilidad
que los reactivos pertenecientes al grupo 3 : "ELECTROLITOS/OLIGO-ELEMENTOS", referenciados en la lista adjunta,
son conformes con los requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos
médicos para diagndstico /in vitroy el codigo de salud publica.

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

Sées, 13 de Septiembre de 2010

Valérie GOURDON, Frangoise DEBIAIS,

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

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

61500 SEES —- FRANCE
A" : Tél. +33 (0)2 33 81 21 00 - Fux +33 (0)2’33 28,
SIRET : 318 365 228 00036
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GROUPE 3 — ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 — ELECTROLYTES / TRACE-ELEMENTS
GRUPO 3 — ELECTROLITOS / OLIGO-ELEMENTOS

DESIGNATION DU REACTIF/
REAGENT DESIGNATION/
DESIGNACION DE REACTIVO

REFERENCES/
REFERENCIAS

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

CALCIUM ARSENAZO

CALA-0600/0250

DOS-CE-CALA

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

IRON FERROZINE

FEFR-0600/0250

DOS-CE-FEFR

MAGNESIUM CALMAGITE

MAGN-0600/0125

DOS-CE-MAGN

Je
D

SEPPIM S.A.S

i 4 rue Auguste Mottin

S Zone Industrielle

61500 SEES - FRANCE
Tél. +33 (0)2 33 81 21 00 - Fax +33»_(0)2 33287751
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Zone Industrielle — 61500 SEES — France
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DECLARATION DE CONFORMITE CE

Nous, SEPPIM S.A.S., zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité que
les réactifs appartenant au groupe 4 «LIPIDES », référencés dans la liste ci-jointe, sont conformes aux exigences
essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux dispositifs médicaux de
diagnostic /n vitro et au code de la santé publique.

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

Sées, le 08 Mars 2012

DECLARATION OF EC CONFORMITY

We, SEPPIM S.A.S., Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents belonging to Group 4, "LIPIDS”, such as listed hereto, conform to the essential requirements of
appendices I and III of European Directive 98/79/EC, relating to /in vitro diagnostic medical devices and to the
public health code.

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

Sées, March 8", 2012

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.A.S, Zone Industrielle 61500 SEES France, declaramos bajo nuestra Unica responsabilidad
que los reactivos pertenecientes al grupo 4 : "LIPIDOS ", referenciados en la lista adjunta, son conformes con los
requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para
diagndstico in vitroy el codigo de salud publica.

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

Sées, 8 de Marzo de 2012

Valérie GOURDON, Frangoise DEBIAIS,
Responsable des Affaires Réglementaires " _{@i@\‘ -
Regulatory Affairs Manager g 5 SEPPM S..A.S President
Responsable de los Asuntos Reglementarios 4 rue Auguste Mottin ~Presidente

Zone Industrielle

A C 61500 SEES - FRANCE

Tél. +33 (0)2 33 81 21 00 - Fax +33 (0)2/33 28 77 5]
SIRET : 318 365 228 00036
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GROUPE 4 — LIPIDES
GROUP 4 — LIPIDS
GRUPO 4 - LIPIDOS

DESIGNATION DU REACTIF/
REAGENT DESIGNATION /
DESIGNACION DE REACTIVO

REFERENCES/
REFERENCIAS

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

CHOLESTEROL SL

CHSL-0490,/0500/0700
0507/0707/0250/0455

DOS-CE-CHSL

CHOLESTEROL

CHOL-0220/0420/0720

DOS-CE-CHOL

HDL CHOLESTEROL

HDLC-0060

DOS-CE-HDLC

CHOLESTEROL HDL SL 2G

HDLL-0230/0380/0390

DOS-CE-HDLL

CHOLESTEROL LDL SL 2G

LDLL-0230/0380

DOS-CE-LDLL

TRIGLYCERIDES MONO SL NEW

TGML-0425/0515/0700
0427/0517/0707

DOS-CE-TGMLN

TRIGLYCERIDES SL

TGML-0250/0455

DOS-CE-TGMLN

TRIGLYCERIDES

TRIG-0200/0400

DOS-CE-TRIG

SEPPIM S.A.S

4 rue Augu ottin
Zone Induskielle
61500 SEES”~ FRANCE
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DECLARATION DE CONFORMITE CE

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

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

Sées, le 08 Mars 2012

DECLARATION OF EC CONFORMITY

We, SEPPIM S.A.S., Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the devices belonging to Group 5, "CONTROLS/ CALIBRATORS/ STANDARDS", such as listed hereto, conform
to the essential requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro
diagnostic medical devices and to the public health code.

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

Sées, March 8", 2012

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.A.S, Zone Industrielle 61500 SEES France, declaramos bajo nuestra Unica responsabilidad
que los dispositivos pertenecientes al grupo 5 : "CONTROLES/ CALIBRADORES/ ESTANDARES", referenciados en la
lista adjunta, son conformes con los requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE
sobre dispositivos médicos para diagnostico /7 vitro y el codigo de salud publica.

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

Sées, 8 de Marzo de 2012

Valérie GOURDON, _Francoise DEBIAIS,
Responsable des Affaires Réglementaires remdént
ide :

Regulatory Affairs Manager _ SEPPIM S A S /Preg_

Responsable de los Asuntos Reglementarios " Predidente
>f 4 rue Auguste Mottin

Zone Industrielle

61500 QFES - FRANCE
Tél. +33 (0)2 33 81 21 00 - Fax +33(0)2 33 28
SIRET : 318 365 228 0036

Société par actions simplifiée au Capital de 1 219 592.14 €
SIRET 318 365 228 00036 APE 20597
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Zone Industrielle — 61500 SEES — France
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GROUPE 5 — CONTROLES/CALIBRANTS/STANDARDS
GROUP 5 — CONTROLS/CALIBRATORS/STANDARDS
GRUPO 5 — CONTROLES/CALIBRADORES/ESTANDARES

DESIGNATION DU REACTIF/ REFERENCES/ NOM DU DOSSIER CE/
REAGENT D}BSIGNATIONI REFERENCIAS EC FILE NAME/
DESIGNACION DE REACTIVO NOMBRE DEL ARCHIVO CE
CK-MB CONTROL CKMB-0900 DOS-CE-CKMB-CT
ELICAL 2 CALI-0550 DOS-CE-CALI2
ELITROL I CONT-0060 DOS-CE-ELIT 1
ELITROL 11 CONT-0160 DOS-CE-ELIT 11
ISE CONTROL 1 ISCT-0046
DOS-CE-ISCT

ISE CONTROL II ISCT-0047
CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 DOS-CE-HDLL-CAL
CHOLESTEROL LDL 2G CALIBRATOR LDLL-0011/0041 DOS-CE-LDLL-CAL
CHOLESTEROL Standard 200 mg/dL CHOL-0055 DOS-CE-CHOL200
CREATININE Standard 2 mg/dL CREN-0055 DOS-CE-CREN2
GLUCOSE Standard 100 mg/dL GLUP-0055 DOS-CE-GLUP100
MICROPROTEIN Standard 20 mg/dL PRTP-0020 DOS-CE-PRTP20
MICROPROTEIN Standard 100 mg/dL PRTP-0022 DOS-CE-PRTP100
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 DOS-CE-PRTU100
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 DOS-CE-TRIG200
UREA Standard 50 mg/dL URUV-0055 DOS-CE-URUVS50
URIC ACID Standard 6 mg/dL ACUR-0055 DOS-CE-ACUR6

VU ©© SEPPIM S.A.S

4 rue Auguste Mottin
Zogw’%&rrielle
61500 SEFS \s FRANCE

Tél. +33 (0)2 33 81 2 Fiis
. - Fax +33 (0
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Zone Industrielle — 61500 SEES — France
TéL :+33(0)233812100/Fax:+33(0)233287751

DECLARATION DE CONFORMITE CE

Nous, SEPPIM S.A.S., zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité que
les réactifs appartenant au groupe 10 «PROTEINES SPECIFIQUES », référencés dans la liste ci-jointe, sont
conformes aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux
dispositifs médicaux de diagnostic /7 vitro et au code de la santé publique.

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

Sées, le 13 Janvier 2011

DECLARATION OF EC CONFORMITY

We, SEPPIM S.A.S., Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents belonging to Group 10, “"SPECIFIC PROTEINS”, such as listed hereto, conform to the essential
requirements of appendices I and III of European Directive 98/79/EC, relating to /n vitro diagnostic medical
devices and to the public health code.

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

Sées, January 137, 2011

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.A.S, Zone Industrielle 61500 SEES France, declaramos bajo nuestra nica responsabilidad
que los dlSpOSItIVOS pertenecientes al grupo 10 : " PROTEINAS ESPECIFICAS ", referenciados en la lista adjunta, son
conformes con los requisitos esenciales de los anexos I y III de la Dlrectlva Europea 98/79/CE sobre dispositivos
médicos para diagnostico in vitro y el codigo de salud publica.

Esta declaracion esta documentada por su contenido de cada archivo técnico DOS-CE-X00X
(Ver lista adjunta)

Sées, 13 de Enero de 2011

Valérie GOURDON, Francoise DEBIAIS,
: 2 B 8 L | T,

Responsable des Affaires Réglementaires D 0 ge A g e 'Président

Regulatory Affairs Manager i 2t < ”tr Mottin 1 President
Responsable de los Asuntos Reglementarios ok = trhalla resjdente
N FRANCE &

e A, <o Tél. +33 (0)2 33 21 21 +33(0)23 51/
SIKE] £ 318 365 228 00036 .~
o

Société par actions simplifiée au Capital de 1 219 592.14 €
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Zone Industrielle — 61500 SEES — France
Tél :+33(0)233812100/Fax:+33(0)233287751

GROUPE 10 — PROTEINES SPECIFIQUES / GROUP 10 — SPECIFIC PROTEINS
GRUPO 10 - PROTEINAS ESPECIFICAS

REAGENT DESIGNATION REFERENCES/ | 5crmn Nawe/
DESIGNACION DE REACTIVO NOMBRE DEL ARCHIVO CE
CRPIP ICRP-0400 DOS-CE-CRP IP
CRP IP CALIBRATOR H ICRP-0042 DOS-CE-CRPCAL
CRP IP CALIBRATOR SET ICRP-0043 DOS-CE-CRPCAL
CRP IP CONTROL I ICRP-0046 DOS-CE-CRPCON
CRP IP CONTROL II ICRP-0047 DOS-CE-CRPCON
APO A1 1P IAPA-0400 DOS-CE-APA
APO B IP IAPB-0400 DOS-CE-APB
APO A1/B IP CALIBRATOR H IAPO-0042 DOS-CE-APOCalH
APO A1/BIP CONTROL IAPO-0048 DOS-CE-APOCon
TRANSFERRIN IP ITRF-0400 DOS-CE TRF
PROTEIN IP CALIBRATOR H IPRO-0041/0042 DOS-CE PROCAL
PROTEIN IP CALIBRATOR SET IPRO-0043 DOS-CE PROCAL
PROTEIN IP CONTROL IPRO-0045/0048 DOS-CE PROCON
PALBUMIN IP IMAL-0400 DOS-CE-MAL
UALBUMIN IP CALIBRATOR H IMAL-0042 DOS-CE-MALCal
uALBUMIN IP CALIBRATOR SET IMAL-0043 DOS-CE-MALCal
PALBUMIN IP CONTROL I IMAL-0046 DOS-CE-MALCon
pALBUMIN IP CONTROL II IMAL-0047 DOS-CE-MALCon
IgA IP IIGA-0400 DOS-CE-IIGA

IgG IP NGG-0400 DOS-CE-IIGG

IgM IP NIGM-0400 DOS-CE-IIGM
HAPTOGLOBIN IP IHAP-0400 DOS-CE-IHAP
OROSOMUCOQID IP IORO-0400 DOS-CE-IORO
PREALBUMIN IP IPAL-0400 DOS-CE-IPAL
HbAlc HBAC-0240 DOS-CE-HBAC
HbAlc CALIBRATOR SET HBAC-0043 DOS-CE-HBAC
HbAlc CONTROL L +H HBAC-0049 DOS-CE-HBAC
HbAlc CONTROL 80 HBAC-0050 DOS-CE-HBACS0

e

Société par actions simplifiée au Capital de 1 219.592.14 € &1 Ahrguste Mottin
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CLINICAL CHEMISTRY
REAGENTS CATALOGUE

.. ELITechGroup

EMPOWERING IVD



Clinical Chemistry
Reagents

ELITechGroup is an established global manufacturer and distributor, with over
30 years of expertise in clinical laboratory instrumentation and reagents for
In-Vitro Diagnostic (IVD) applications. ELITechGroup features a full range of
clinical chemistry assays, benchmarked to industry standards, and available in
dedicated system packs or generic format. ELITechGroup is committed to ongoing

product development to expand the menu offering for all ELITechGroup systems.

Selectra Solutions

The Selectra Family of bench top systems provide an efficient and cost effective
solution for small to mid-sized laboratories. Selectra Pro and Selectra Mach®5
systems, combined with the Selectra reagents, calibrators and controls will

deliver results that the laboratory can trust.

e
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Selectra reagents

The Selectra reagent line, consisting of liquid stable ready-to-use reagents,
calibrators, controls and consumables are an integral part of the Selectra Pro &
Mach5 systems. The reagent line forms the foundation of consistent, accurate and
reliable results and, through an ongoing commitment to product development,

test menu continues to broaden.

<% RELIABILITY

Ready-to-use, liquid stable, barcoded reagents to
minimize errors

% CONSISTENCY

Reproducible performance across the Selectra Family

% QUALITY

European design and manufacture (CE Marked)

Quality matters

The system pack reagents are based on proven methodologies, referenced and
traceable to industry standards for assured quality and laboratory peace of mind.
ELITechGroup Clinical Systems maintains a quality management system certified
according to ISO 13485:2016.

Reagents, calibrators, controls and solutions are CE-marked, and compliance with

European Invitro Diagnostic Medical Device Regulations(IVDR) is pending
Complete System

ELITechGroup recommends ELITech Calibrator and Controls be used with
ELITechGroup reagents. Refer to each Item for recommended Calibrator and /or
Control. If no specific Calibrator and/or Control is listed for a specific item, ELICAL

(Calibration); and ELITROL | and ELITROL Il (Controls) are recommended.



LN > Mach series CREATINE KINASE - MB (CK-MB) \ 4
6 Reference Method Reagent 1 Reagent 2 Tests / Kit Z
(U M a C h 5 CMSL-0230 IMMUNO-INHIBITION- IFCC 4x20mL 1x20mL 666 Q)
E Needs Control CKMB-0900 n
. CHOLESTEROL HDL -
a Reference Method Reagent 1 Reagent 2 Tests / Kit wnn
© m— CHDL-M330 SELECTIVE DETERGENT 3x22mL 1x24 mL 468 (D
— i - -
q) Needs Calibrator HLCA-0041 r_D‘
e Anaemia CHOLESTEROL LDL wn

o o
£ Reference Method Reagent 1 Reagent 2 Tests / Kit z
kré CLDL-M330 SELECTIVE DETERGENT 3x22mL 1x24mL 468
Needs Calibrator HLCA-0041 Q)
2 N
TRIGLYCERIDES )
A Reference Method Reagent 1 Reagent 2 Tests / Kit U1
TGML-M690 GPO - PAP 6x 90 mL - 3,126
IRON
Reference Method Reagent 1 Reagent 2 Tests / Kit
FEFE-M230 FERENE 2x26 mL 2x8mL 372 Dia betes
FERRITIN
Reference Method Reagent 1 Reagent 2 Tests / Kit
IFRT-0230 LATEX IMMUNO-TURBIDIMETRY 2x20 mL 2x5mL 200
Needs Calibrator IFRT-0042
TIBC
Reference Method Reagent 1 Reagent 2 Tests / Kit
TIBC-M130 DIRECT- CHROMAZUROL B 1x26 mL Tx9mL 177 GLUCOSE
Reference Method Reagent 1 Reagent 2 Tests / Kit
TRANSFERRIN GHSL-M490 HEXOKINASE 4x89 mL 4x26 mL 2,068
Reference Method Reagent 1 Reagent 2 Tests / Kit GPSL-M690 GLUCOSE OXIDASE - PAP 690 mL ) 3126
TRF2-M230 IMMUNO-TURBIDIMETRY 2x26mL 2x7mL 372
Needs Calibrator IPRO-0043 and control CONT-0060
HEMOGLOBIN Alc (HbA1c)
Reference Method Reagent 1 Reagent 2 Tests / Kit
. HBAE-M130 ENZYMATIC 1x26 mL 1x13mL 217
Ca rd Iac Needs Calibrator HBAE-0043 and Control HBAC-0049 Reagent 3
2x53mL -

MICROALBUMIN (URINE)
Reference Method Reagent 1 Reagent 2 Tests / Kit
IMAL-M230 IMMUNO-TURBIDIMETRY 2x25mL 1x12mL 356

Needs Calibrator IMAL-0043 and Controls IMAL-0046 and IMAL-0047

CHOLESTEROL
Reference Method Reagent 1 Reagent 2 Tests / Kit
CHSL-M690 CHOD - PAP 6x 90 mL - 3,126
CREATINE KINASE (CK NAC)
Reference Method Reagent 1 Reagent 2 Tests / Kit
CKSL-M230 IFCC 2x26mL 2x 8mL 372
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ALBUMIN

ALBU-M830 BROMOCRESOL GREEN (BCG) 8x25mL - 792

ALKALINE PHOSPHATASE (ALP)

ALPI-0230 IFCC 8x8mL 4x4mL 380

ALANINE AMINOTRANSFERASE (ALT/GPT)

ALSL-M490 IFCC ‘ 4 x85mL 4x26mL 2,460

AMYLASE

AMSL-M430 CNPGS3 Direct/IFCC TRACEABILITY ‘ 4x25mL - 740

ASPARTATE AMINOTRANSFERASE (AST/GOT)

ASSL-M490 IFCC 4x85mL 4x26mL 2,460 ‘
URIC ACID

AUML-M830 URICASE - PAP 8x25mL - 1,424
BILIRUBIN DIRECT

BIDI-M430 DIAZOTIZED SULPHANILIC ACID ‘ 4x26 mL 4x8mL 744 ‘
BILIRUBIN TOTAL

BITO-M430 DIAZO REACTION/SURFACTANT ACCELERATOR ‘ 4x26 mL 4x8mL 744 ‘
CALCIUM

CALA-M430 ARSENAZO Il ‘ 4x25mL - ‘ 712 ‘
CHOLINESTERASE

CHEB-0250 DGKC/BUTYRYLTHIOCHOLINE METHOD 2x8mL 1x5mL 118 ‘
CREATININE

CRSL-M490 ENZYMATIC - PAP 4x 69 mL 4x26 mL 1,968

GAMMA-GLUTAMYLTRANSFERASE (GAMMA-GT)
\
GISL-M230 IFCC-GLUPA-C 4x26mL 4x8mL 372

LACTATE DEHYDROGENASE (LDH)

‘ Reagent 2
LLSL-M230 IFCC LACTATE TO PYRUVATE 2x26mL 2x8mL 372 ‘
LIPASE
‘ Reagent 2
LPSL-0250 COLORIMETRIC, DGGM 2x8mlL 2x6mlL 98 ‘
MAGNESIUM
MGXB-M430 XYLIDYL BLUE 4x23mL - 392
PHOSPHORUS
PHOS-M430 PHOSPHOMOLYBDATE 4x25mL - 444
PROTEIN TOTAL (SERUM)
| Tests / Kit
PROB-M830 BIURET 8x25mL - 1,184 ‘
PROTEIN TOTAL (URINE)
PRTU-M230 PYROGALLOL RED Standard included 2x26mL 1x2mL 356 ‘
UREA
URSL-M830 UREASE - GLDH 8x25mL 8x8mlL 1,480
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re Specific Proteins & Special Chemistry
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e ANTI-STREPTOLYSIN O
% Reference Method Reagent 1 Reagent 2 Tests / Kit
2 ASLO-0250 LATEX - IMMUNO-TURBIDIMETRY Calibrator included (1x 1mL) 2x25mL 1x6mL 220
Needs Controls IRCT-0046 and IRCT-0047
A CRP
Reference Method Reagent 1 Reagent 2 Tests / Kit
ICRP-M230 IMMUNO-TURBIDIMETRY 2x26 mL 1x9mL 372
Needs Calibrator ICRP-0043 and IRCT-0046 and 0047
HAPTOGLOBIN
Reference Method Reagent 1 Reagent 2 Tests / Kit
IHAP-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 148
Needs Calibrator IPRO-0043
IGA
Reference Method Reagent 1 Reagent 2 Tests / Kit
1IGA-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 129
Needs Calibrator IPRO-0043
IGG
Reference Method Reagent 1 Reagent 2 Tests / Kit
11GG-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 114
Needs Calibrator IPRO-0043
IGM
Reference Method Reagent 1 Reagent 2 Tests / Kit
11IGM-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 160

Needs Calibrator IPRO-0043

ALPHA-1-ACID GLYCOPROTEIN / OROSOMUCOID
Reference Method Reagent 1 Reagent 2 Tests / Kit

IOR0O-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 148
Needs Calibrator IPRO-0043

PREALBUMIN
Reference Method Reagent 1 Reagent 2 Tests / Kit
IPAL-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 144

Needs Calibrator IPRO-0043
RHEUMATOID FACTOR

Reference Method Reagent 1 Reagent 2 Tests / Kit

RHFA-M130 IMMUNO-TURBIDIMETRY 1x26 mL 1x7mL 185
Needs Controls IRCT-0046 and IRCT-0047

VITAMIN D
Reference Method Reagent 1 Reagent 2 Tests / Kit
VITD-0250 LATEX - IMMUNO-TURBIDIMETRY 2x21 mL 2x5mlL 248

Needs Calibrator VITD-0043 and Control VITD-0049
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» PRO series
XS, S, M & XL

Anaemia

IRON
Reference Method Reagent 1 Reagent 2 Tests / Kit
FEFE-0230 FERENE 4x14.6 mL 4x39mL 200
FERRITIN
Reference Method Reagent 1 Reagent 2 Tests / Kit
IFRT-0230 LATEX IMMUNO-TURBIDIMETRY 2x20 mL 2x5mL 176
Needs Calibrator IFRT-0042
TIBC
Reference Method Reagent 1 Reagent 2 Tests / Kit
TIBC-0250 DIRECT- CHROMAZUROL B 2x25mL 2x7mL 194
TRANSFERRIN
Reference Method Reagent 1 Reagent 2 Tests / Kit
ITRF-0400 IMMUNO-TURBIDIMETRY 5x25mL 1x5mL 400
Needs Calibrator IPRO-0043
Cardiac

CHOLESTEROL
Reference Method
CHSL-0250 CHOD-PAP
CREATINE KINASE (CK NAC)
Reference Method
CKSL-0230 IFCC

CREATINE KINASE-MB (CK-MB)
Reference Method

CMSL-0230 IMMUNO-INHIBITION-IFCC

Reagent 1

12x20 mL

Reagent 1
4x20mL

Reagent 1
4x20 mL

Reagent 2

Reagent 2
4x5mL

Reagent 2
1x20mL

Tests / Kit
684

Tests / Kit
320

Tests / Kit
320

CHOLESTEROL HDL
Reference Method Reagent 1 Reagent 2 Tests / Kit
CHDL-0250 SELECTIVE DETERGENT 4x21 mL 2x 14 mL 316
Needs Calibrator HLCA-0041
CHOLESTEROL LDL
Reference Method Reagent 1 Reagent 2 Tests / Kit
CLDL-0250 SELECTIVE DETERGENT 4x21 mlL 2x 14 mL 316
Needs Calibrator HLCA-0041
TRIGLYCERIDES
Reference Method Reagent 1 Reagent 2 Tests / Kit
TGML-0250 GPO-PAP 12x20 mL - 684
Diabetes
GLUCOSE
Reference Method Reagent 1 Reagent 2 Tests / Kit
GHSL-0250 HEXOKINASE 8x 20 mL 8x5mL 456
GPSL-0250 GLUCOSE OXIDASE-PAP 12x20 mL - 684
HEMOGLOBIN A1C (HbA1c)
Reference Method Reagent 1 Reagent 2 Tests / Kit
HBAC-0240 LATEX- IMMUNO-TURBIDIMETRY 1% 24 mL 1x7.6mL 89
Needs Calibrator HBAC-0043 Reagent 3 Reagent 4
1x04 mL 4x25mL -
MICROALBUMIN (URINE)
Reference Method Reagent 1 Reagent 2 Tests / Kit
IMAL-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 100

Needs Calibrator IMAL-0043 and Controls IMAL-0046 and IMAL-0047
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XS, S, M & XL
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General Chemistry

ALBUMIN

— BROMOCRESOL GREEN (BCG) 12 x20 mL - 576

ALKALINE PHOSPHATASE (ALP)

IFCC 8x88mL 4x48mL 328 ‘

DGKC/SCE DEA BUFFER ‘ 4x20mL 4x5mL 320 ‘

ALANINE AMINOTRANSFERASE (ALT/GPT)

8x20mL 8x5mL 528
CNPG3 Direct/IFCCTRACEABILITY 6x 20 mL - 342
ASPARTATE AMINOTRANSFERASE (AST/GOT)
IFCC 8x20mL 8x5mL 528 ‘

URIC ACID

URICASE-PAP-DUAL REAGENT 8x20mL 8x5mL 512 ‘

URICASE-PAP ‘ 12 x20 mL - 816 ‘

BILIRUBIN DIRECT

DIAZOTIZED SULPHANILIC ACID 8x20mL 8x5mL 528 ‘
BILIRUBIN TOTAL

DIAZO REACTION/SURFACTANT ACCELERATOR 8x20mL 8x5mL 528
CALCIUM
_ ARSENAZO Il 12x20mL - 684
CHOLINESTERASE
_ DGKC /BUTYRYLTHIOCHOLINE METHOD 1x8mL 1x5mL 68 ‘

CREATININE

ENZYMATIC-PAP

GAMMA-GLUTAMYLTRANSFERASE (GAMMA-GT)

IFCC-GLUPA-C

LACTATE DEHYDROGENASE (LDH)

LIPASE

L
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IFCC (LACTATE to PYRUVATE)

COLOURIMETRIC DGGM SUBSTRATE

XYLIDYL BLUE

PHOSPHOMOLYBDATE -UV

TOTAL PROTEIN-URINE

UREA

PHOSPHOMOLYBDATE-UV Standard included

UREASE-GLDH

8x21 mL

8x20 mL

4x20 mL

2x8mL

6 x 24 mL

6 x 20 mL

12x20mL

2x125mL

8x20mL

8x7mL

8x5mL

4x5mL

2x6mL

8x5mL

‘ 664

‘ 576

320

98

420

w
~
o

684

1x5mL

528
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>—<' Specific Proteins & Special Chemistry lon Selective Electrode Consumables \ 4
E ISE CALIBRATORS O
=~ Reference Description Configuration m
m ISCA-0250 CALL 6x 20 mL 6x 20 mL (D
- —.
m CALH 6x20mL m
> wn
o o
S ANTI-STREPTOLYSIN O ISE CONTROL
wn >
QJ Reference Method Reagent 1 Reagent 2 Tests / Kit Reference Description Configuration w
' : ASLO-0250 LATEX-IMMUNO-TURBIDIMETRY calibrator included (1 x 1 mL) 2x25mL 1x6mL 212 ISCT-0046 ISE CONTROL | 10x 5 mL =
GJ Needs Controls IRCT-0046 and IRCT-0047 ISCT-0047 ISE CONTROL Il 10x5mL U ’
CRP z
O Reference Method Reagent 1 Reagent 2 Tests / Kit ISE CONSUMABLES
o ICRP-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 160 R Description Configuration 20
D— Needs Calibrator ICRP-0043 and Controls ICRP-0046 and ICRP-0047 ISRS-0800 ISE REFERENCE SOLUTION 1 %500 mL ) X
A HAPTOGLOBIN ISDI-0250 ISE DILUENT 12x25mL - I
Reference Method Reagent 1 Reagent 2 Tests / Kit 1SCC-0280 ISE CLEANER/CONDITIONER 6x8mL 3x25mL
IHAP-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 100
Needs Calibrator IPRO-0043
IGA
Reference Method Reagent 1 Reagent 2 Tests / Kit
1IGA-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 80
Needs Calibrator IPRO-0043
IGG
Reference Method Reagent 1 Reagent 2 Tests / Kit
1IGA-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 160
Needs Calibrator IPRO-0043
IGM
Reference Method Reagent 1 Reagent 2 Tests / Kit
11IGM-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 100

Needs Calibrator IPRO-0043

ALPHA-1-ACID GLYCOPROTEIN / OROSOMUCOID
Reference Method Reagent 1 Reagent 2 Tests / Kit

IOR0O-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 100
Needs Calibrator IPRO-0043

PREALBUMIN
Reference Method Reagent 1 Reagent 2 Tests / Kit
IPAL-0400 IMMUNO-TURBIDIMETRY 2x25mL 1x5mL 194
Needs Calibrator IPRO-0043
RHEUMATOID FACTOR
Reference Method Reagent 1 Reagent 2 Tests / Kit
IRFA-0230 IMMUNO-TURBIDIMETRY 2x20mL 2x5mL 144
Calibrator IRFA-0042 and Controls IRCT-0046 and IRCT-0047
VITAMIN D
Reference Method Reagent 1 Reagent 2 Tests / Kit
VITD-0250 LATEX-IMMUNO-TURBIDIMETRY 2x21mL 2x5mL 202

Needs Calibrator VITD-0043 and Control VITD-0049
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» System Solutions & Consumables

System Solutions
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Reference Description Configuration
SLHC-5900 ACID SOLUTION Tx1L
SLSY-5905 SYSTEM SOLUTION Tx1L

Reagent Containers

PRO SERIES
Reference Description Configuration
CVTL-1010 ECSVIALS 7 CAPS 10 mL 1x 10 units
CVTL-2530 ECSVIALS 7/ CAPS 25 mL 1x 30 units
CVTL-5010 ECSVIALS / CAPS 50 mL 1x 10 units
MACH SERIES
Reference Description Configuration
CMAC-1084 ECS LARGE WEDGE/CAP 4 UNITS / pack
CMAC-3010 ECS SMALL WEDGE/CAP 10 UNITS / pack

16
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» General Clinical Chemistry Reagents

General Chemistry

ALBUMIN

ALBU-0600 BROMOCRESOL GREEN (BCG) Standard included 2x 125 mL - 1x2mL

ALKALINE PHOSPHATASE (ALP)

PASL-0400 DGKC/SCE DEA BUFFER 2x50mL 1x26 mL -
PASL-0420 DGKC/SCE DEA BUFFER 4 x50 mL 2x26mL -

ALANINE AMINOTRANSFERASE (ALT/GPT)

ALSL-0410 IFCC 2x50mL 1x26mL ‘ -

ALSL-0430 IFCC 4 x50 mL 2x26mL ‘ ‘ -

ALSL-0510 IFCC 5x 100 mL 1x 127 mL ‘ ‘ -
AMYLASE

AMSL-0390 CNPG3 DIRECT/IFCCTRACEABILITY 1x50mL - ‘ -

AMSL-0400 CNPG3 DIRECT/IFCCTRACEABILITY 6 x50 mL - ‘ -

ASPARTATE AMINOTRANSFERASE (AST/GQOT)

ASSL-0410 IFCC 2x50mL 1x26mL -

ASSL-0430 IFCC 4 x50 mL 2x26mL ‘ -

ASSL-0510 IFCC 5x 100 mL 1x127 mL ‘ -
BILIRUBIN DIRECT

BIDI-0600 DIAZOTIZED SULPHANILIC ACID 2x 100 mL 1x50 mL -
BILIRUBIN TOTAL

BITO-0600 DIAZO REACTION/SURFACTANT ACCELERATOR 2x 100 mL 1 x50 mL ‘ ‘ -

CALCIUM

CALA-0600 ARSENAZO Il Standard included 2x125mL - Tx5mL
CHOLESTEROL HDL

CHDL-0600 SELECTIVE DETERGENT 2x90 mL 1x60mL
CHOLESTEROL

CHSL-0507 CHOD-PAP Standard included 6x 100 mL ‘ - ‘ Tx5mL

CHSL-0707 CHOD-PAP Standard included 4x250 mL ‘ - ‘ Tx5mL
CREATINE KINASE (CK NAQ)

CKSL-0410 IFCC 2x50mL ‘ 1x26mL ‘

CKSL-0430 IFCC 4x50mL ‘ 2x26 mL ‘

CREATINE KINASE-MB (CK-MB)

CMSL-0410 IMMUNOINHIBITION-IFCC 2x50mL 1x26 mL
CREATININE g
~t
CRCO-0600 KINETIC JAFFE Standard included 1x125mL 1x125mL 1x5mL wn
CRSL-0630 ENZYMATIC-PAP 2x 100 mL 1x70mL
GAMMA-GLUTAMYLTRANSFERASE (GAMMA-GT)
GISL-0400 IFCC-GLUPA-C 2x50mL ‘ 1x26mL ‘
GISL-0420 IFCC-GLUPA-C 4 x50 mL ‘ 2x26mL ‘
GLUCOSE
GPSL-0507 GLUCOSE OXIDASE Standard included 6x 100 mL - 1x5mL
GPSL-0707 GLUCOSE OXIDASE Standard included 4 %250 mL ‘ - ‘ 1x5mL
IRON
FEFE-0600 FERENE Standard included 2x 100 mL 1 x50 mL 1x5mL
19



20

General Chemistry (Contd)

LACTATE DEHYDROGENASE (LDH)

LLSL-0400 IFCC (LACTATE TO PYRUVATE) 2x50mL 1x26 mL -
LLSL-0420 IFCC (LACTATE TO PYRUVATE) 4 x50 mL 2x26mL -
MAGNESIUM

MGXB-0600 XYLIDYL BLUE Standard included 2x 100 mL - 1x5mL

TOTAL PROTEIN (URINE)

PRTU-0600 PYROGALLOL RED Standard included 2x125mL - 1x2mbL
PHOSPHORUS

PHOS-0600 PHOSPHOMOLYBDATE-UV Standard included 2x125mL - 1x5mL
TOTAL PROTEIN (SERUM )

PROB-0600 BIURET Standard included 2x 125 mL - 1x5mL
TRIGLYCERIDES

TGML-0427 GPO-PAP Standard included 6 x50 mL - 1x5mL

TGML-0517 GPO-PAP Standard included 6x 100 mL - 1x5mL

TGML-0707 GPO-PAP Standard included 4x250 mL - 1x5mL
UREA

URSL-0427 UREASE/GLDH Standard included 4 x50 mL 2x26 mL 1x5mL

URSL-0507 UREASE/GLDH Standard included 5x 100 mL 1x 127 mL 1x5mL
URIC ACID

AUML-0427 URICASE-PAP Standard included 6 x50 mL - 1x5mL

AUML-0507 URICASE-PAP Standard included 6x 100 mL - 1x5mL




» Calibrators, Controls & Standards

Controls (Human Based)

Calibrators (Human Based)

CALI-0550 ELICAL 2 MULTIPARAMETRIC 4x3mL CONT-0060 ELITROL | MULTIPARAMETRIC 10x5mL
CONT-0160 ELITROL Il MULTIPARAMETRIC 10x5mL
CKMB-0900 CK-MB 4x3mL

HLCA-0041 LIPID CALIBRATOR (HDL & LDLCHOL) = 2x 1 mL

VITD-004 Vit D Calibrator set 5 Levels 5xTmL
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Specific Proteins Calibrators & Controls

CRP CALIBRATOR SET
ICRP-0043 5 LEVELS 5x1mL
CRP CONTROL
ICRP-0046 CRP CONTROL | 2x1mL
ICRP-0047 CRP CONTROLII 2x1mL
FERRITIN CALIBRATOR
IFRT-0042 FERRITIN CALIBRATOR 2x3mL
HbA1c CALIBRATORS
HBAC-0043 FOR USE WITH HBAC-0240 4 LEVELS = 4 x 0.5 mL
HBAE-0043 FOR USE WITH HBAE-M130 2 LEVELS = 2x 0.5 mL
HbA1c CONTROLS
HBAC-0049 FOR USE WITH HBAC-0043 & 4x05mL ‘
HBAE-0043 ‘

MICROALBUMIN (URINE) CALIBRATOR SET

IMAL-0043 5 LEVELS 5x1TmL

MICROALBUMIN (URINE) CONTROL |

IMAL-0046 CONTROL | 2x1mL

IMAL-0047 CONTROLI 2x1mL
PROTEIN CALIBRATOR SET

IPRO-0043 5 LEVELS 5x1mL
RF CALIBRATOR

IRFA-0042 RF CALIBRATOR 2x2mL ‘
RHEUMATOLOGY CONTROL |

IRCT-0046 CONTROL | 2x1mL

IRCT-0047 CONTROLI 2x1mL
VITAMIN D CONTROL

VITD-0049 BI-LEVEL CONTROLS 2x3mL
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For In Vitro diagnostics medical devices: read carefully information
available on labelling and/or on the instructions for use and/or in
the user manual.

©2021, Selectra Mach is a registered Trademark of ELITechGroup B.V.
Availability may be subject to regulatory requirements.

Please contact your local representative or email
sales.ecsnl@elitechgroup.com for information on the availability of
these products in your area.

M ELITech Clinical Systems SAS (France) ELITechGroup B.V. (The Netherlands)

... ELITechGroup

EMPOWERING IVD

www.elitechgroup.com
info@elitechgroup.com
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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.
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074EAH0947GY
Basic UDI-DI Name: CELL-DYN Emerald CN-Free Lyse
Risk Class: Class A
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
09H47-02 CELL-DYN Emerald CN-Free Lyse 61165 W0103010105
Manufacturer | Abbott Laboratories
(Name and Address) | Diagnostics Division
Abbott Park, IL 60064 USA
Manufacturer SRN | TBD
Authorized Representative | Abbott GmbH
(Name and Address) Max-Planck-Ring 2
65205 Wiesbaden
Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)

Clinical Diagnostic Solutions

(Name and Address) | 1800 NW 65th Avenue
Plantation, FL 33313 USA
Conformity Assessment Procedure | Annex II and I11

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Full Name:
Function:
Signature:

Date of Approval:

Signed for, and on
behalf of:

Date Issued:

Supersedes:

Cheryl Nowlan

Site QA, Director Quality Assurance

(hoiid) /\/{W?’@M

26 A 2027

Abbott Laboratories, Abbott Park, USA

Full Name:

Function:

Katie Bessette

Director Regulatory Affairs

Signature: % /ﬁAA/Xé(\
8- AR - 2023

Date of Approval:

_MAR 28 2023

June 09, 2022

Place Issued:
Effective (Date
or Lot Number):
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o)

Abbott
EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name
BG EC JEKJIAPALIMSA 3A CbOTBETCTBHUE bazos UDI-DI HaumenoBanue Ha 6azos UDI-DI
CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLARING Grundlzggende UDI-DI Grundleggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQYH YXYMMOPOQXHY EE Baowé UDI-DI Ovopacio facuod UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico
ET ELi vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-DI nimi
FR Déclaration de conformité UE 1UD-ID de base Nom IUD-ID de base
HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO EU-samsvarserklearing Grunnleggende UDI-DI Grunnleggende UDI-DI-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico
RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nazov zakladného UDI-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundléggande UDI-DI Namn pa grundlaggande UDI-DI
TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI ismi
EN Risk Class List Number and Size Code Product and Trade Name
BG Kiac ciopen pucka KarasoxxeH HoMep U KOJ1 Ha pazMepa Mme Ha npoyKTa ¥ THPrOBCKO HAUMEHOBAHUE
CS Rizikova tfida Katalogové &islo a koncové dvojéisli uréujici Nézev produktu a obchodni nazev
velikost soupravy
DA Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og varemarkenavn
DE Risikoklasse Bestellnummer und Grél3encode Produkt- und Handelsname
EL Katnyopio kivdvvou Kwdkog IMpoidvtog kot Kmdikdg Tuokevaoiog TIpoidv kou Epmopikny Ovopacio
ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit et de marque
HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv
HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név
IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale
LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums
LT Rizikos klasé Katalogo numeris ir dydZio kodas Gaminio ir prekybinis pavadinimai
NO Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Numero de lista e cddigo de apresentacdo Produto e nome comercial
RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala
SK Rizikové trieda Katalogové &islo Néazov produktu a obchodny ndzov
SV Riskklass Listnummer och storlekskod Produkt och firmanamn
TR | Risk Siifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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o)

Abbott
EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Kox EMDN IpowusBomTel (MMe 1 ajipec) EPH Ha npou3sBouTest
CS | Kéd GMDN Kéd EMDN Vyrobce (nazev a adresa) Jediné registracni ¢islo vyrobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL Kwdikég GMDN Kwdwoés EMDN Kartaokevaotg (Ovopa kot Atevbuven) SRN (Movadikog ApiBpog Mntpdov)
(Ovoparoroyia (Ovopatoroyia Kotaokgvoot
L0TPOTEYVOLOY KDV L0TPOTEYVOLOYIKMDV
TPOIOVI®V) TPOIOVTIOV)
ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccién) SRN (ndmero de registro Gnico) del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kéd EMDN-kdd Gyartd (név és cim) Gyartd egyedi regisztraciés szdma (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklattiros kodas nomenklatiiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyrobéw Medycznych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome e Morada) NUmero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producator
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registra¢né &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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o)

Abbott

EN

Authorized Representative (Name
and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Name and Address)

Conformity Assessment Procedure

BG | Ymbeaaomomen npencrasuren (uve u | EPH Ha ymbaHOMOIISHHS ITpousBeneHo oT (MsICTO HA IIpouenypa 3a orieHka Ha
azpec) MPEACTABUTEN IIPOU3BOJICTBO) (UMeE U afIpec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registra¢ni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zastupce (ndzev a adresa)
DA | Autoriseret representant (navn og Autoriseret repraesentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméchtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovoiodotpévog Avimpdommog SRN E&ovciodotnpévon Kartaokevaleton omd (Epyootdoio Awdwkacio a&ordoynong
(Ovopa kot AtevBuvon) AvTImpoc®mTov TAPAYOYNG) SLUHOPPOONG
(Ovopacio ko AtghBvvon)
ES Representante autorizado (nombre y SRN (ntmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacion de la
direccién) representante autorizado (Nombre y direccién) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfelel8ségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razoSanas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (navn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnos$ci
adres) upowaznionego przedstawiciela produkcji)
(nazwa i adres)
PT | Mandatéario (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliagdo da
mandatario (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de catre (locatie productie) Procedura de evaluare a conformitatii
adresa) (nume si adresa)
SK | Autorizovany zéstupca (nazov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby) Postup posudzovania zhody
adresa) autorizovaného zastupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) Overensstdmmelse
TR | Yetkili Temsilci (isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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o)

Abbott
EN | Annex Il and Il Full Name
BG | Ilpunoxenue Il u Il IIpJIHO HAMMEHOBAHKE
CS Ptiloha II a IIT Cely nazev
DA | Bilagll og Ill Fulde navn
DE | Anhang Il und Il Vollstdndiger Name
EL Toapdptnuo IT ko 1T TIApng ovopacio
ES Anexos 1y Il Nombre completo
ET 11 ja Il lisa Taisnimi
FR Annexes Il et 111 Nom complet
HR | Prilog Il i lll. Puni naziv
HU [ 1. és 111. melléklet Teljes név
IT Allegati Il e Il Nome completo
LV 11 un 111 pielikums Pilns nosaukums
LT 1Lir 111 priedai Vardas ir pavardé
NO | Vedlegg Il og Ill Fullt navn
PL Zatgcznik 11 oraz 111 Imig i nazwisko
PT Anexo Il e 1l Nome completo
RO | AnexaIlsiIII Numele complet
SK Priloha Il a lll Cely nazov
SV Bilaga Il och 111 Fullstdndigt namn
TR Ek Il ve lll Adi Soyadi
EN Function Signed for, and on behalf of Date Issued
BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTa Ha u3aBaHe
CS Funkce Podepsano za a jménem Datum vydani
DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum
EL Agovpyia Yroypdoetat yio, Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha
ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupaev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Aldird a kovetkez képviseletében és nevében Kiadas datuma
IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits §adas personas varda Izdosanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data
NO Funksjon Signert for, og pa vegne av Utstedelsesdato
PL Funkcja Podpisano w imieniu Data wydania
PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii
SK Funkcia Podpisané za a v mene Déatum vydania
SV Funktion Undertecknat for och pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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o)

Abbott
EN Supersedes Signature Date of Approval
BG 3amMecTBa IToamnuc Jlara Ha o100peHne
CS Nahrazuje Podpis Datum schvaleni
DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaoen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacién
ET Asendab Allkiri Heakskiitmise kuupédev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja
HU | Hatalytalanitja a kovetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeicia ParasSas Patvirtinimo data
NO Erstatter Signatur Godkjenningsdato
PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacéo
RO | Tnlocuitor Semnatura Data aprobarii
SK Nahréadza Podpis Datum schvélenia
SV Ersatter Namnteckning Datum for godk&nnande
TR | Yerini aldig1 belge Imza Onay Tarihi
EN Place Issued Effective (Date or Lot Number)
BG MsicTo Ha u3aBaHe B cuiia o1/3a (1aTa MM HOMEp Ha MapTHIA)
CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)
DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)
DE Ort Giiltig ab (Datum oder Chargenbezeichnung)
EL Tbmnog ékdoong e 1oy and (Huepounvio M ap. moptidog)
ES Expedida en Efectiva (fecha o nimero de lote)
ET Valjaandmise koht Joustumine (kuupdev vai partiinumber)
FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)
HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)
HU | Kiadés helye Hatalybalépés (datum vagy tételszam)
IT Luogo di rilascio Valido da (data o numero di lotto)
LV Izdo$anas vieta Spéka no (datums vai partijas numurs)
LT I8davimo vieta Isigalioja (data arba partijos numeris)
NO | Utstedelsessted Gjelder fra (dato eller lotnummer)
PL Miejsce wydania Obowigzuje od (data lub numer partii)
PT Local de emissdo Efetividade (Data ou nimero de lote)
RO | Locul eliberarii Valabilitate (data sau numarul lotului)
SK Miesto vydania Uginnost’ od (d4tum alebo &islo 3arze)
SV Plats for utfardande Verkstalligt (datum eller lotnummer)
TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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o)

Abbott

EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonynoanucanuTe, ¢ HACTOSIIIOTO JCKIApUpaMe, Y€ TOPEOHCaHOTO(UTE) MEUIIMHCKO (1) U3/ene(s) 3a HHBUTPO JHAarHOCTHKA OTroBapsi(T) Ha
mpuiIoKuMuTe pasnopendu Ha Pernament (EC) 2017/746 na EBponeiickus napiaament u Ha ChBeta ot 5 anprt 2017 r. OTHOCHO MEAULMHCKHTE U3/EIHA 38
MHBUTPO JUarHocTuka. Ta3u pekapanus e HanpaBeHa B cboTBeTCTBHE C [Ipunoxenune [V na Perimamenta 3a IVD u 3a He#iHOTO n3/jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO MPOU3BOAUTEIISAT.

CSs

My, niZe podepsani, timto prohlasujeme, Ze diagnosticky(-€) zdravotnicky(-é) prostfedek (prostfedky) in vitro uvedeny(-é) vyse je (jsou) ve shodé
S piislusnymi ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in
vitro. Toto prohlaSeni je v souladu s Ptilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de galdende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erkleering afgives
i overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 tber In-vitro-Diagnostika erfillen. Diese
Erklarung erfolgt geméaR Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdaeovteg, SNAOVOLLE e TO POV OTL TA TPOAVAPEPOLEVE SLOYVOOTIKE LULTPOTEYVOLOYIKA TPOTOVTO GUUUOPPOVOVTUL LUE TIG IOXVOVOES
Swata&erg tov Koavoviopoo (EE) 2017/746 tov Evponaikod KowopovAiov kot tov Zvpfovdiov g 5™ Ampikiov 2017 oyetikd pe to. in vitro Stoyvootikd
TpoTEYVOAOYIKA Tpoiovta. H diwon avtn yiverar ovppova pe to Mapdpmpa 1V tov Kavoviopod 1VD kot exdidetat pe omokhelotikh evfvvn tov
KOTOOKEVOOTH

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnéstico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para
diagnéstico in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del
fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
maéruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt IVD méaéruse IV
lisale ning selle véljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’ Annexe 1V du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosti¢ki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnosti¢kim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovorno$céu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszk6zokr6l szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkoz6 rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizardlagos felel6ssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento IVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

MEs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbi|§t Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericem. ST deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdosanu atbild vienigi raZotajs.

LT

Mes, toliau pasiraiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemone (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra i8duodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erkleeringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzgdzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wylaczng odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo em conformidade com as disposicdes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in
vitro. Esta declaracéo é feita em conformidade com o anexo IV do Regulamento 1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-€) zdravotnicka(-e) pomdcka(-y) uvedena(-¢) vyssie je (su) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto vyhlasenie je v stlade
S Prilohou IV k Nariadeniu IVD a vydava sa na vyhradnt zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsakrar hdrmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstdmmer med de tilldmpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-férordningen och utférdas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca
yapilmistir ve fireticinin miinhasir sorumlulugu altindadir.

End of form
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IAbbobt

=

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-09H69

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H69-01 55866 CELL-DYN 18 Plus Control, Full Pack Self-declared
09H69-02 55866 CELL-DYN 18 Plus Control, Half Pack Self-declared

Representative

(Name and Address)

Authorized European

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

documentation

(Name and Address)

Storage site of technical

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

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

the member states.

This declaration is made in accordance with Annex I11 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

%{ﬁ;}w\,?z—a;ﬁ i Signature:
)

fsp

Director, Regulatory Affairs

February 26, 2015

Lot Number):

CELL-DYN 18 Plus Control

June 2015

chph}l—ftb A5

Barry Simpson Full Name: Marcy Jaqua
Site Quality Manager Position:

1% . Nove. 2045 Date of Approval:

JUN 30 2015 Place Issued: Abbott Santa Clara
IRIS V5 Effective (Date or

JUL 06 2015

Declaration of Conformity
(IRIS V6)
Page | of |



Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074EAH0946GW
Basic UDI-DI Name: CELL-DYN Emerald Cleaner
Risk Class: Class A
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
09H46-02 CELL-DYN Emerald Cleaner 58236 W0103010105
Manufacturer | Abbott Laboratories
(Name and Address) | Diagnostics Division
Abbott Park, IL 60064 USA
Manufacturer SRN | TBD
Authorized Representative | Abbott GmbH

(Name and Address)

Max-Planck-Ring 2
65205 Wiesbaden
Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)

Clinical Diagnostic Solutions

(Name and Address) | 1800 NW 65th Avenue
Plantation, FL 33313 USA
Conformity Assessment Procedure | Annex II and II1

We, the undersigned, hereby declare that the in vitro dia
provisions of the Regulation (EU) 2017/746 of the Euro

gnostic medical device(s) described above conform with the applicable
pean Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic

Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Full Name: _Cheryl Nowlan Full Name: Katie Bessette
Function: _Site QA, Director Quality Assurance Function: _Director Regulatory Affairs
e (014110 Moyl W
Signature: C / W(// ,l/ /\ é }Z/fv M Signature: 7 {oﬁ /@(ML%

Date of Approval:

1B MAR 2022

Date of Approval:

Signed for, and on
behalf of:

2¥ - MAR -2023

Abbott Laboratories, Abbott Park, USA

Date Issued:

WAR 2 8 2023

Place Issued: _Santa Clara, CA USA

Supersedes: _June 09, 2022

Effective (Date
or Lot Number):

WAR 28 2023
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o)

Abbott
EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name
BG EC JEKJIAPALIMSA 3A CbOTBETCTBHUE bazos UDI-DI HaumenoBanue Ha 6azos UDI-DI
CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLARING Grundlzggende UDI-DI Grundleggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQYH YXYMMOPOQXHY EE Baowé UDI-DI Ovopacio facuod UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico
ET ELi vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-DI nimi
FR Déclaration de conformité UE 1UD-ID de base Nom IUD-ID de base
HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO EU-samsvarserklearing Grunnleggende UDI-DI Grunnleggende UDI-DI-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico
RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nazov zakladného UDI-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundléggande UDI-DI Namn pa grundlaggande UDI-DI
TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI ismi
EN Risk Class List Number and Size Code Product and Trade Name
BG Kiac ciopen pucka KarasoxxeH HoMep U KOJ1 Ha pazMepa Mme Ha npoyKTa ¥ THPrOBCKO HAUMEHOBAHUE
CS Rizikova tfida Katalogové &islo a koncové dvojéisli uréujici Nézev produktu a obchodni nazev
velikost soupravy
DA Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og varemarkenavn
DE Risikoklasse Bestellnummer und Grél3encode Produkt- und Handelsname
EL Katnyopio kivdvvou Kwdkog IMpoidvtog kot Kmdikdg Tuokevaoiog TIpoidv kou Epmopikny Ovopacio
ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit et de marque
HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv
HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név
IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale
LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums
LT Rizikos klasé Katalogo numeris ir dydZio kodas Gaminio ir prekybinis pavadinimai
NO Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Numero de lista e cddigo de apresentacdo Produto e nome comercial
RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala
SK Rizikové trieda Katalogové &islo Néazov produktu a obchodny ndzov
SV Riskklass Listnummer och storlekskod Produkt och firmanamn
TR | Risk Siifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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o)

Abbott
EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Kox EMDN IpowusBomTel (MMe 1 ajipec) EPH Ha npou3sBouTest
CS | Kéd GMDN Kéd EMDN Vyrobce (nazev a adresa) Jediné registracni ¢islo vyrobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL Kwdikég GMDN Kwdwoés EMDN Kartaokevaotg (Ovopa kot Atevbuven) SRN (Movadikog ApiBpog Mntpdov)
(Ovoparoroyia (Ovopatoroyia Kotaokgvoot
L0TPOTEYVOLOY KDV L0TPOTEYVOLOYIKMDV
TPOIOVI®V) TPOIOVTIOV)
ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccién) SRN (ndmero de registro Gnico) del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kéd EMDN-kdd Gyartd (név és cim) Gyartd egyedi regisztraciés szdma (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklattiros kodas nomenklatiiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyrobéw Medycznych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome e Morada) NUmero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producator
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registra¢né &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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o)

Abbott

EN

Authorized Representative (Name
and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Name and Address)

Conformity Assessment Procedure

BG | Ymbeaaomomen npencrasuren (uve u | EPH Ha ymbaHOMOIISHHS ITpousBeneHo oT (MsICTO HA IIpouenypa 3a orieHka Ha
azpec) MPEACTABUTEN IIPOU3BOJICTBO) (UMeE U afIpec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registra¢ni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zastupce (ndzev a adresa)
DA | Autoriseret representant (navn og Autoriseret repraesentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméchtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovoiodotpévog Avimpdommog SRN E&ovciodotnpévon Kartaokevaleton omd (Epyootdoio Awdwkacio a&ordoynong
(Ovopa kot AtevBuvon) AvTImpoc®mTov TAPAYOYNG) SLUHOPPOONG
(Ovopacio ko AtghBvvon)
ES Representante autorizado (nombre y SRN (ntmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacion de la
direccién) representante autorizado (Nombre y direccién) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfelel8ségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razoSanas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (navn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnos$ci
adres) upowaznionego przedstawiciela produkcji)
(nazwa i adres)
PT | Mandatéario (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliagdo da
mandatario (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de catre (locatie productie) Procedura de evaluare a conformitatii
adresa) (nume si adresa)
SK | Autorizovany zéstupca (nazov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby) Postup posudzovania zhody
adresa) autorizovaného zastupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) Overensstdmmelse
TR | Yetkili Temsilci (isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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o)

Abbott
EN | Annex Il and Il Full Name
BG | Ilpunoxenue Il u Il IIpJIHO HAMMEHOBAHKE
CS Ptiloha II a IIT Cely nazev
DA | Bilagll og Ill Fulde navn
DE | Anhang Il und Il Vollstdndiger Name
EL Toapdptnuo IT ko 1T TIApng ovopacio
ES Anexos 1y Il Nombre completo
ET 11 ja Il lisa Taisnimi
FR Annexes Il et 111 Nom complet
HR | Prilog Il i lll. Puni naziv
HU [ 1. és 111. melléklet Teljes név
IT Allegati Il e Il Nome completo
LV 11 un 111 pielikums Pilns nosaukums
LT 1Lir 111 priedai Vardas ir pavardé
NO | Vedlegg Il og Ill Fullt navn
PL Zatgcznik 11 oraz 111 Imig i nazwisko
PT Anexo Il e 1l Nome completo
RO | AnexaIlsiIII Numele complet
SK Priloha Il a lll Cely nazov
SV Bilaga Il och 111 Fullstdndigt namn
TR Ek Il ve lll Adi Soyadi
EN Function Signed for, and on behalf of Date Issued
BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTa Ha u3aBaHe
CS Funkce Podepsano za a jménem Datum vydani
DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum
EL Agovpyia Yroypdoetat yio, Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha
ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupaev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Aldird a kovetkez képviseletében és nevében Kiadas datuma
IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits §adas personas varda Izdosanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data
NO Funksjon Signert for, og pa vegne av Utstedelsesdato
PL Funkcja Podpisano w imieniu Data wydania
PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii
SK Funkcia Podpisané za a v mene Déatum vydania
SV Funktion Undertecknat for och pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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o)

Abbott
EN Supersedes Signature Date of Approval
BG 3amMecTBa IToamnuc Jlara Ha o100peHne
CS Nahrazuje Podpis Datum schvaleni
DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaoen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacién
ET Asendab Allkiri Heakskiitmise kuupédev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja
HU | Hatalytalanitja a kovetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeicia ParasSas Patvirtinimo data
NO Erstatter Signatur Godkjenningsdato
PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacéo
RO | Tnlocuitor Semnatura Data aprobarii
SK Nahréadza Podpis Datum schvélenia
SV Ersatter Namnteckning Datum for godk&nnande
TR | Yerini aldig1 belge Imza Onay Tarihi
EN Place Issued Effective (Date or Lot Number)
BG MsicTo Ha u3aBaHe B cuiia o1/3a (1aTa MM HOMEp Ha MapTHIA)
CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)
DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)
DE Ort Giiltig ab (Datum oder Chargenbezeichnung)
EL Tbmnog ékdoong e 1oy and (Huepounvio M ap. moptidog)
ES Expedida en Efectiva (fecha o nimero de lote)
ET Valjaandmise koht Joustumine (kuupdev vai partiinumber)
FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)
HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)
HU | Kiadés helye Hatalybalépés (datum vagy tételszam)
IT Luogo di rilascio Valido da (data o numero di lotto)
LV Izdo$anas vieta Spéka no (datums vai partijas numurs)
LT I8davimo vieta Isigalioja (data arba partijos numeris)
NO | Utstedelsessted Gjelder fra (dato eller lotnummer)
PL Miejsce wydania Obowigzuje od (data lub numer partii)
PT Local de emissdo Efetividade (Data ou nimero de lote)
RO | Locul eliberarii Valabilitate (data sau numarul lotului)
SK Miesto vydania Uginnost’ od (d4tum alebo &islo 3arze)
SV Plats for utfardande Verkstalligt (datum eller lotnummer)
TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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o)

Abbott

EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonynoanucanuTe, ¢ HACTOSIIIOTO JCKIApUpaMe, Y€ TOPEOHCaHOTO(UTE) MEUIIMHCKO (1) U3/ene(s) 3a HHBUTPO JHAarHOCTHKA OTroBapsi(T) Ha
mpuiIoKuMuTe pasnopendu Ha Pernament (EC) 2017/746 na EBponeiickus napiaament u Ha ChBeta ot 5 anprt 2017 r. OTHOCHO MEAULMHCKHTE U3/EIHA 38
MHBUTPO JUarHocTuka. Ta3u pekapanus e HanpaBeHa B cboTBeTCTBHE C [Ipunoxenune [V na Perimamenta 3a IVD u 3a He#iHOTO n3/jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO MPOU3BOAUTEIISAT.

CSs

My, niZe podepsani, timto prohlasujeme, Ze diagnosticky(-€) zdravotnicky(-é) prostfedek (prostfedky) in vitro uvedeny(-é) vyse je (jsou) ve shodé
S piislusnymi ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in
vitro. Toto prohlaSeni je v souladu s Ptilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de galdende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erkleering afgives
i overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 tber In-vitro-Diagnostika erfillen. Diese
Erklarung erfolgt geméaR Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdaeovteg, SNAOVOLLE e TO POV OTL TA TPOAVAPEPOLEVE SLOYVOOTIKE LULTPOTEYVOLOYIKA TPOTOVTO GUUUOPPOVOVTUL LUE TIG IOXVOVOES
Swata&erg tov Koavoviopoo (EE) 2017/746 tov Evponaikod KowopovAiov kot tov Zvpfovdiov g 5™ Ampikiov 2017 oyetikd pe to. in vitro Stoyvootikd
TpoTEYVOAOYIKA Tpoiovta. H diwon avtn yiverar ovppova pe to Mapdpmpa 1V tov Kavoviopod 1VD kot exdidetat pe omokhelotikh evfvvn tov
KOTOOKEVOOTH

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnéstico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para
diagnéstico in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del
fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
maéruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt IVD méaéruse IV
lisale ning selle véljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’ Annexe 1V du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosti¢ki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnosti¢kim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovorno$céu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszk6zokr6l szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkoz6 rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizardlagos felel6ssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento IVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

MEs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbi|§t Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericem. ST deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdosanu atbild vienigi raZotajs.

LT

Mes, toliau pasiraiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemone (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra i8duodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erkleeringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzgdzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wylaczng odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo em conformidade com as disposicdes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in
vitro. Esta declaracéo é feita em conformidade com o anexo IV do Regulamento 1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-€) zdravotnicka(-e) pomdcka(-y) uvedena(-¢) vyssie je (su) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto vyhlasenie je v stlade
S Prilohou IV k Nariadeniu IVD a vydava sa na vyhradnt zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsakrar hdrmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstdmmer med de tilldmpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-férordningen och utférdas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca
yapilmistir ve fireticinin miinhasir sorumlulugu altindadir.

End of form
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074EAH0948H2
Basic UDI-DI Name: CELL-DYN Emerald Diluent
Risk Class: Class A
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
09H48-02 CELL-DYN Emerald Diluent 58237 W0103010105
Manufacturer | Abbott Laboratories
(Name and Address) | Diagnostics Division
Abbott Park, IL 60064 USA
Manufacturer SRN | TBD
Authorized Representative | Abbott GmbH
(Name and Address) Max-Planck-Ring 2

65205 Wiesbaden
Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)

Clinical Diagnostic Solutions

(Name and Address) | 1800 NW 65th Avenue
Plantation, FL 33313 USA
Conformity Assessment Procedure | Annex II and IIT

We, the undersigned, hereby declare that the in vitro dia
provisions of the Regulation (EU) 2017/746 of the Euro
Medical Devices. This declaration is made in accordance with Annex IV of th

responsibility of the manufacturer.

Full Name: _Cheryl Nowlan Full Name:
Function: _Site QA, Director Quality Assurance Function:
Signature: iv‘]//{ A {,1/? ﬁ\v/ Wf{ﬂ e Signature:

Date of Approval: 146 ﬂ\j/l A/]z/ Zﬁ ?/7/7 Date of Approval:

Signed for, and on
behalf of:

Abbott Laboratories, Abbott Park, USA

gnostic medical device(s) described above conform with the applicable
pean Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
e IVD Regulation and is issued under the sole

Katie Bessette

Director Regulatory Affairs

A - MAR- 2223

Date Issued:

MAR 2 8 2023

Place Issued:

Supersedes: _June 09, 2022

Effective (Date
or Lot Number):
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o)

Abbott
EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name
BG EC JEKJIAPALIMSA 3A CbOTBETCTBHUE bazos UDI-DI HaumenoBanue Ha 6azos UDI-DI
CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLARING Grundlzggende UDI-DI Grundleggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQYH YXYMMOPOQXHY EE Baowé UDI-DI Ovopacio facuod UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico
ET ELi vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-DI nimi
FR Déclaration de conformité UE 1UD-ID de base Nom IUD-ID de base
HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO EU-samsvarserklearing Grunnleggende UDI-DI Grunnleggende UDI-DI-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico
RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nazov zakladného UDI-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundléggande UDI-DI Namn pa grundlaggande UDI-DI
TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI ismi
EN Risk Class List Number and Size Code Product and Trade Name
BG Kiac ciopen pucka KarasoxxeH HoMep U KOJ1 Ha pazMepa Mme Ha npoyKTa ¥ THPrOBCKO HAUMEHOBAHUE
CS Rizikova tfida Katalogové &islo a koncové dvojéisli uréujici Nézev produktu a obchodni nazev
velikost soupravy
DA Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og varemarkenavn
DE Risikoklasse Bestellnummer und Grél3encode Produkt- und Handelsname
EL Katnyopio kivdvvou Kwdkog IMpoidvtog kot Kmdikdg Tuokevaoiog TIpoidv kou Epmopikny Ovopacio
ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit et de marque
HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv
HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név
IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale
LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums
LT Rizikos klasé Katalogo numeris ir dydZio kodas Gaminio ir prekybinis pavadinimai
NO Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Numero de lista e cddigo de apresentacdo Produto e nome comercial
RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala
SK Rizikové trieda Katalogové &islo Néazov produktu a obchodny ndzov
SV Riskklass Listnummer och storlekskod Produkt och firmanamn
TR | Risk Siifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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o)

Abbott
EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Kox EMDN IpowusBomTel (MMe 1 ajipec) EPH Ha npou3sBouTest
CS | Kéd GMDN Kéd EMDN Vyrobce (nazev a adresa) Jediné registracni ¢islo vyrobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL Kwdikég GMDN Kwdwoés EMDN Kartaokevaotg (Ovopa kot Atevbuven) SRN (Movadikog ApiBpog Mntpdov)
(Ovoparoroyia (Ovopatoroyia Kotaokgvoot
L0TPOTEYVOLOY KDV L0TPOTEYVOLOYIKMDV
TPOIOVI®V) TPOIOVTIOV)
ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccién) SRN (ndmero de registro Gnico) del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kéd EMDN-kdd Gyartd (név és cim) Gyartd egyedi regisztraciés szdma (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklattiros kodas nomenklatiiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyrobéw Medycznych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome e Morada) NUmero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producator
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registra¢né &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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o)

Abbott

EN

Authorized Representative (Name
and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Name and Address)

Conformity Assessment Procedure

BG | Ymbeaaomomen npencrasuren (uve u | EPH Ha ymbaHOMOIISHHS ITpousBeneHo oT (MsICTO HA IIpouenypa 3a orieHka Ha
azpec) MPEACTABUTEN IIPOU3BOJICTBO) (UMeE U afIpec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registra¢ni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zastupce (ndzev a adresa)
DA | Autoriseret representant (navn og Autoriseret repraesentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméchtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovoiodotpévog Avimpdommog SRN E&ovciodotnpévon Kartaokevaleton omd (Epyootdoio Awdwkacio a&ordoynong
(Ovopa kot AtevBuvon) AvTImpoc®mTov TAPAYOYNG) SLUHOPPOONG
(Ovopacio ko AtghBvvon)
ES Representante autorizado (nombre y SRN (ntmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacion de la
direccién) representante autorizado (Nombre y direccién) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfelel8ségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razoSanas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (navn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnos$ci
adres) upowaznionego przedstawiciela produkcji)
(nazwa i adres)
PT | Mandatéario (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliagdo da
mandatario (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de catre (locatie productie) Procedura de evaluare a conformitatii
adresa) (nume si adresa)
SK | Autorizovany zéstupca (nazov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby) Postup posudzovania zhody
adresa) autorizovaného zastupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) Overensstdmmelse
TR | Yetkili Temsilci (isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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o)

Abbott
EN | Annex Il and Il Full Name
BG | Ilpunoxenue Il u Il IIpJIHO HAMMEHOBAHKE
CS Ptiloha II a IIT Cely nazev
DA | Bilagll og Ill Fulde navn
DE | Anhang Il und Il Vollstdndiger Name
EL Toapdptnuo IT ko 1T TIApng ovopacio
ES Anexos 1y Il Nombre completo
ET 11 ja Il lisa Taisnimi
FR Annexes Il et 111 Nom complet
HR | Prilog Il i lll. Puni naziv
HU [ 1. és 111. melléklet Teljes név
IT Allegati Il e Il Nome completo
LV 11 un 111 pielikums Pilns nosaukums
LT 1Lir 111 priedai Vardas ir pavardé
NO | Vedlegg Il og Ill Fullt navn
PL Zatgcznik 11 oraz 111 Imig i nazwisko
PT Anexo Il e 1l Nome completo
RO | AnexaIlsiIII Numele complet
SK Priloha Il a lll Cely nazov
SV Bilaga Il och 111 Fullstdndigt namn
TR Ek Il ve lll Adi Soyadi
EN Function Signed for, and on behalf of Date Issued
BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTa Ha u3aBaHe
CS Funkce Podepsano za a jménem Datum vydani
DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum
EL Agovpyia Yroypdoetat yio, Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha
ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupaev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Aldird a kovetkez képviseletében és nevében Kiadas datuma
IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits §adas personas varda Izdosanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data
NO Funksjon Signert for, og pa vegne av Utstedelsesdato
PL Funkcja Podpisano w imieniu Data wydania
PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii
SK Funkcia Podpisané za a v mene Déatum vydania
SV Funktion Undertecknat for och pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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o)

Abbott
EN Supersedes Signature Date of Approval
BG 3amMecTBa IToamnuc Jlara Ha o100peHne
CS Nahrazuje Podpis Datum schvaleni
DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaoen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacién
ET Asendab Allkiri Heakskiitmise kuupédev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja
HU | Hatalytalanitja a kovetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeicia ParasSas Patvirtinimo data
NO Erstatter Signatur Godkjenningsdato
PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacéo
RO | Tnlocuitor Semnatura Data aprobarii
SK Nahréadza Podpis Datum schvélenia
SV Ersatter Namnteckning Datum for godk&nnande
TR | Yerini aldig1 belge Imza Onay Tarihi
EN Place Issued Effective (Date or Lot Number)
BG MsicTo Ha u3aBaHe B cuiia o1/3a (1aTa MM HOMEp Ha MapTHIA)
CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)
DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)
DE Ort Giiltig ab (Datum oder Chargenbezeichnung)
EL Tbmnog ékdoong e 1oy and (Huepounvio M ap. moptidog)
ES Expedida en Efectiva (fecha o nimero de lote)
ET Valjaandmise koht Joustumine (kuupdev vai partiinumber)
FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)
HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)
HU | Kiadés helye Hatalybalépés (datum vagy tételszam)
IT Luogo di rilascio Valido da (data o numero di lotto)
LV Izdo$anas vieta Spéka no (datums vai partijas numurs)
LT I8davimo vieta Isigalioja (data arba partijos numeris)
NO | Utstedelsessted Gjelder fra (dato eller lotnummer)
PL Miejsce wydania Obowigzuje od (data lub numer partii)
PT Local de emissdo Efetividade (Data ou nimero de lote)
RO | Locul eliberarii Valabilitate (data sau numarul lotului)
SK Miesto vydania Uginnost’ od (d4tum alebo &islo 3arze)
SV Plats for utfardande Verkstalligt (datum eller lotnummer)
TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)

Page 6 of 7




o)

Abbott

EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonynoanucanuTe, ¢ HACTOSIIIOTO JCKIApUpaMe, Y€ TOPEOHCaHOTO(UTE) MEUIIMHCKO (1) U3/ene(s) 3a HHBUTPO JHAarHOCTHKA OTroBapsi(T) Ha
mpuiIoKuMuTe pasnopendu Ha Pernament (EC) 2017/746 na EBponeiickus napiaament u Ha ChBeta ot 5 anprt 2017 r. OTHOCHO MEAULMHCKHTE U3/EIHA 38
MHBUTPO JUarHocTuka. Ta3u pekapanus e HanpaBeHa B cboTBeTCTBHE C [Ipunoxenune [V na Perimamenta 3a IVD u 3a He#iHOTO n3/jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO MPOU3BOAUTEIISAT.

CSs

My, niZe podepsani, timto prohlasujeme, Ze diagnosticky(-€) zdravotnicky(-é) prostfedek (prostfedky) in vitro uvedeny(-é) vyse je (jsou) ve shodé
S piislusnymi ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in
vitro. Toto prohlaSeni je v souladu s Ptilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de galdende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erkleering afgives
i overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 tber In-vitro-Diagnostika erfillen. Diese
Erklarung erfolgt geméaR Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdaeovteg, SNAOVOLLE e TO POV OTL TA TPOAVAPEPOLEVE SLOYVOOTIKE LULTPOTEYVOLOYIKA TPOTOVTO GUUUOPPOVOVTUL LUE TIG IOXVOVOES
Swata&erg tov Koavoviopoo (EE) 2017/746 tov Evponaikod KowopovAiov kot tov Zvpfovdiov g 5™ Ampikiov 2017 oyetikd pe to. in vitro Stoyvootikd
TpoTEYVOAOYIKA Tpoiovta. H diwon avtn yiverar ovppova pe to Mapdpmpa 1V tov Kavoviopod 1VD kot exdidetat pe omokhelotikh evfvvn tov
KOTOOKEVOOTH

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnéstico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para
diagnéstico in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del
fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
maéruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt IVD méaéruse IV
lisale ning selle véljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’ Annexe 1V du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosti¢ki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnosti¢kim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovorno$céu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszk6zokr6l szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkoz6 rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizardlagos felel6ssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento IVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

MEs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbi|§t Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericem. ST deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdosanu atbild vienigi raZotajs.

LT

Mes, toliau pasiraiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemone (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra i8duodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erkleeringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzgdzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wylaczng odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo em conformidade com as disposicdes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in
vitro. Esta declaracéo é feita em conformidade com o anexo IV do Regulamento 1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-€) zdravotnicka(-e) pomdcka(-y) uvedena(-¢) vyssie je (su) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto vyhlasenie je v stlade
S Prilohou IV k Nariadeniu IVD a vydava sa na vyhradnt zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsakrar hdrmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstdmmer med de tilldmpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-férordningen och utférdas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca
yapilmistir ve fireticinin miinhasir sorumlulugu altindadir.

End of form
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