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Date : Janvier / January 4, 2021

Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il

in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex I

2::::::2: DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE

1079 LECTEUR CODES-BARRES CAPILLARYS / MINICAP CAPILLARYS / MINICAP BARCODES READER

- 1080 LECTEUR CODES-BARRES HYDRAGEL HYDRAGEL BARCODES READER
1082 MODULE INFORMATIQUE + ECRAN (SANS IMPRIMANTE) HARDWARE MODULE + SCREEN (WITHOUT PRINTER)
1083 IMPRIMANTE PRINTER
1084 MONITOR DELL ULTRAHD 43 MONITOR DELL ULTRAHD 43
1085 MODULE INFORMATIQUE (SANS ECRAN) HARDWARE MODULE (WITHOUT SCREEN)
1110 LOGICIEL PHORESIS PHORESIS SOFTWARE
11 LICENCE PHORESIS PHORESIS LICENSE
1200 HYDRASYS 2 SCAN HYDRASYS 2 SCAN
1201 HYDRASYS 2 HYDRASYS 2
1202 HYDRASYS 2 SCAN FOCUSING HYDRASYS 2 SCAN FOCUSING
1203 HYDRASYS 2 FOCUSING HYDRASYS 2 FOCUSING
1206 GELSCAN GELSCAN
1207 OPTION FOCUSING HYDRASYS 2 HYDRASYS 2 FOCUSING OPTION
1208 OPTION SCAN HYDRASYS 2 HYDRASYS 2 SCAN OPTION
1211 HYDRASYS HYDRASYS
1212 HYDRASYS FOCUSING HYDRASYS FOCUSING
1217 HYDRAPLUS2 HYDRAPLUS 2
1218 ASSIST ASSIST
1220 CAPILLARYS CAPILLARYS
1222 CAPILLARYS 2 CAPILLARYS 2
1224 CAPILLARYS 2 NEONAT Fast CAPILLARYS 2 NEONAT Fast
1227 CAPILLARYS 2 FLEX-PIERCING CAPILLARYS 2 FLEX-PIERCING
1230 MINICAP MINICAP
1232 MINICAP FLEX-PIERCING MINICAP FLEX-PIERCING
1233 PUNCHER NEONAT Hb NEONAT Hb PUNCHER
1236 GUIDE MASQUE DYNAMIQUE CSF ISOFOCUSING CSF ISOFOCUSING DYNAMIC MASK GUIDE
1238 KIT DE MISE A JOUR HbA1c POUR MINICAP FLEX-PIERCING UPDATE HbA1c KIT FOR MINICAP FLEX-PIERCING
1239 HYDRASYS PROGRAMMER HYDRASYS PROGRAMMER
1240 KIT DE MISE A JOUR MINICAP FLEX-PIERCING HbA1c UPDATE KIT FOR MINICAP FLEX-PIERCING HbA1c
1245 CAPILLARYS 3 OCTA CAPILLARYS 3 OCTA
1246 CAPILLARYS 3 TERA CAPILLARYS 3 TERA
1248 CAPILLARYS 3 TERA TLA CAPILLARYS 3 TERA TLA
1249 CHARGEUR DE TUBES CAPILLARYS 3 TUBE LOADER CAPILLARYS 3
1250 CONVOYEUR DE PORTOIRS CAPILLARYS 3 RACK CONVEYOR CAPILLARYS 3
1251 ACCESSOIRES HYDRASHIFT 2/4 HYDRASHIFT 2/4 ACCESSORIES
1253 ACCESSOIRES HYDRASYS A1AT ISOFOCUSING HYDRASYS A1AT ISOFOCUSING ACCESSORIES
1254 ACCESSOIRES HYDRASYS 2 IF / BJ (HR) (MS) HYDRASYS 2 IF / BJ (HR) ACCESSORIES (SM)
1255 MASQUE DYNAMIQUE DYNAMIC MASK
1256 SUPPORT BARRETTES (MD) SEGMENT HOLDER (DM)
1257 REPERES COULEURS (MD) COLORED REFERENCE GUIDES (DM)
1258 ACCESSOIRES HYDRASYS CSF ISOFOCUSING HYDRASYS CSF ISOFOCUSING ACCESSORIES
1259 ACCESSOIRES HYDRASYS CSF (MD) HYDRASYS CSF ACCESSORIES (DM)
1260 ACCESSOIRES HYDRASYS IF (MS) HYDRASYS IF ACCESSORIES (SM)
1261 ACCESSOIRES HYDRASYS ISO-LDH, ISO-PAL, CHOL HYDRASYS ISO-LDH, ISO-PAL, CHOL ACCESSORIES
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Date : Janvier / January 4, 2021

Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il
in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex Il

2::2:::2: DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
1262 ACCESSOIRES HYDRASYS CSF (MS) HYDRASYS CSF ACCESSORIES (SM)
1263 ACCESSOIRES HYDRASYS LIPOPROTEIN(E)S HYDRASYS LIPOPROTEIN(E)S ACCESSORIES
1264 ACCESSOIRES HYDRASYS ISO-CK HYDRASYS ISO-CK ACCESSORIES
1265 ACCESSOIRES HYDRASYS 9 IF (MS) HYDRASYS 9 IF ACCESSORIES (SM)
1266 ACCESSOIRES HYDRASYS 9 BENCE JONES (MS) HYDRASYS 9 BENCE JONES ACCESSORIES (SM)
1267 ACCESSOIRES HYDRASYS 1 IF / 1 BENCE JONES (MS) HYDRASYS 1 IF / 1 BENCE JONES ACCESSORIES (SM)
1210 CHAMBRE HUMIDE HUMIDITY CHAMBER
1271 CHAMBRE SECHE DRY STORAGE CHAMBER
1212 | 1ot OF FIXATIONPOUR MASQUE HYDRAGEL S4LDLIHDL CHOL | iypRAGEL 54 LOLIHDL CHOL Direct MASK GUIDE BAR
1273 MASQUE URINE PROFIL(E) (MS) URINE PROFIL(E) MASK (SM)
1274 ACCESSOIRES URINE PROFIL(E) (MD) URINE PROFIL(E) ACCESSORIES (DM)
1215 KIT DE MAINTENANCE HYDRASYS HYDRASYS MAINTENANCE KIT
1276 KIT DE MAINTENANCE HYDRASYS LC / HYDRASYS 2 HYDRASYS LC / HYDRASYS 2 MAINTENANCE KIT
1278 PORTE-FILM UNIVERSEL HYDRASYS HYDRASYS UNIVERSAL GEL HOLDER
1279 CHARIOT DE MIGRATION HYDRASYS HYDRASYS APPLICATOR - ELECTRODE CARRIERS
1280 CHARIOT ANODE HYDRASYS HYDRASYS REAR ELECTRODE CARRIER
1281 CHARIOT CATHODE HYDRASYS HYDRASYS FRONT ELECTRODE CARRIER
1262 KIT CONTAINERS HYDRASYS HYDRASYS CONTAINER KIT
1263 BIDON HYDRASYS 0.5 L (CAPSULE NOIRE) HYDRASYS CONTAINER (BLACK CAP) 0.5 L
1284 BIDON HYDRASYS 0,5 L (CAPSULE ROUGE) HYDRASYS CONTAINER (RED CAP) 051
1285 BIDON HYDRASYS 5 L (CAPSULE BLANCHE) HYDRASYS CONTAINER (WHITE CAP) 5L
1286 BIDON HYDRASYS 5 L (CAPSULE VERTE) HYDRASYS CONTAINER (GREEN CAP) 5L
1287 KIT EPONGE HYDRAPLUS / ASSIST HYDRAPLUS / ASSIST SPONGE KIT
1291 PORTOIRS CAPILLARYS (5) CAPILLARYS SAMPLE RACKS (5)
1202 RACCORD RAPIDE CAPILLARYS CAPILLARYS QUICK COUPLING
1203 KIT DE MAINTENANCE CAPILLARYS MAINTENANCE KIT CAPILLARYS
1294 CHAMBRE HUMIDE CAPILLARYS CAPILLARYS HUMIDITY CHAMBER
1295 SUPPORT BARRETTES NEONAT Hb HOLDER FOR NEONAT Hb SEGMENTS
1296 PORTOIRS CAPILLARYS 2 FLEX-PIERCING (5) CAPILLARYS 2 FLEX-PIERCING RACKS (5)
1297 PORTE-FILM HYDRASYS 2 HYDRASYS 2 GEL HOLDER
1298 CHARIOT MECHES HYDRASYS 2 HYDRASYS 2 STRIP CARRIER
1299 CHARIOT APPLICATEURS HYDRASYS 2 HYDRASYS 2 APPLICATOR CARRIER
1302 MG 300 MG 300
1351 KIT DE MAINTENANCE CAPILLARYS (V2) MAINTENANCE KIT CAPILLARYS (V2)
1359 PORTOIRS ECHANTILLONS CAPILLARYS 3 & MC (70) CAPILLARYS 3 & MC SAMPLE RACKS (70)
1360 m:gl;TOle CAPILLARYS 2 FLEX-PIERCING POURTUBES DE 11 | opy | ARYS 2 FLEX-PIERCING RACKS FOR TUBES 11 mm (5)
1361 PORTOIRS CAPILLARY SAMPLE (5) CAPILLARY SAMPLE RACKS (5)
1362 PORTOIR CALIBRATEURSICONTROLES CAPILLARYS 3& MC (1) | CAPILLARYS 3 & MC CALIBRATORS/CONTROLS RACK (1)
1363 PORTOIRS SANG CAPILLAIRE CAPILLARYS 3 & MC (5) CAPILLARYS 3 & MC CAPILLARY BLOOD RACKS (5)
1364 PORTOIRS FAIBLES VOLUMES CAPILLARYS 3 & MC (5) CAPILLARYS 3 & MC LOW VOLUMES RACKS (5)
1369 PORTOIRS ECHANTILLONS CAPILLARYS 3 & MC (10) CAPILLARYS 3 & MC SAMPLE RACKS (10)
1373 SEPARATEUR CAPILLARYS 3 & MC HEMOGLOBIN(E) (1) CAPILLARYS 3 & MC SWITCH RACK FOR HEMOGLOBIN(E) (1)
1374 SEPARATEUR CAPILLARYS 3 & MC SANGS DE CORDON (1) CAPILLARYS 3 & MC SWITCH RACK FOR CORD BLOOD (1)
1375 SEPARATEUR CAPILLARYS 3 & MC NEONAT Hb (1) CAPILLARYS 3 & MC SWITCH RACK FOR NEONAT Hb (1)
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Date : Janvier / January 4, 2021

Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe |
in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex Il

Réference | DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
1376 SEPARATEUR CAPILLARYS 3 & MC CDT (1) CAPILLARYS 3 & MC SWITCH RACK FOR CDT (1)
1377 SEPARATEUR CAPILLARYS 3 & MC CDT/S (1) CAPILLARYS 3 & MC SWITCH RACK FOR CDT/S (1)
1378 SEPARATEUR CAPILLARYS 3 & MC URINE (1) CAPILLARYS 3 & MC SWITCH RACK FOR URINE (1)
1379 SEPARATEUR CAPILLARYS 3 & MC IMMUNOTYPING URINE (1) | et '(%ARYS 3 & MC SWITCH RACK FOR IMMUNOTYPING
1380 SEPARATEUR CAPILLARYS 3 & MC HR (1) CAPILLARYS 3 & MC SWITCH RACK FOR HR (1)
1381 SEPARATEUR CAPILLARYS 3 & MC PROTEIN(E) 6 (1) CAPILLARYS 3 & MC SWITCH RACK FOR PROTEIN(E) 6 (1)
1382 SEPARATEUR CAPILLARYS 3 & MC IMMUNOTYPING (1) CAPILLARYS 3 & MC SWITCH RACK FOR IMMUNOTYPING (1)
1383 SEPARATEUR CAPILLARYS 3 & MC HbAc (1) CAPILLARYS 3 & MC SWITCH RACK FOR HoA1c (1)
1386 PANIER POUR CHARGEUR DE TUBES CAPILLARYS 3 SAMPLE RACK TRAY FOR TUBE LOADER CAPILLARYS 3
1387 COUVERCLE POUR CHARGEUR DE TUBES CAPILLARYS 3 SAMPLE TRAY COVER FOR TUBE LOADER CAPILLARYS 3
1388 PANIER POUR CHARGEUR DE TUBES CAPILLARYS 3 (4) SAMPLE RACK TRAY FOR TUBE LOADER CAPILLARYS 3 (4)
388 ACCESSOIRES EXTERNES POUR L'ELIMINATION DES DECHETS | EXTERNAL ACCESSORIES FOR WASTE DISPOSAL OF
DE CAPILLARYS 3 CAPILLARYS 3
1391 SEPARATEUR POUR EXTINCTION CAPILLARYS 3 & MC (1) CAPILLARYS 3 & MC SHUTDOWN RACK (1)
1392 SEPARATEUR STOP CAPILLARYS 3 & MC (1) CAPILLARYS 3 & MC STOP RACK (1)
1304 KIT DE MAINTENANCE CAPILLARYS 3 CAPILLARYS 3 MAINTENANCE KIT
1308 KIT DE NETTOYAGE CAPILLAIRES ET FIBRES OPTIQUES CAPILLARY AND OPTICAL FIBER CLEANING KIT
1400 CUVE DELECTROPHORESE K20 K20 ELECTROPHORESIS CHAMBER
1409 APPLICATEUR HYDRAGEL K20 HYDRAGEL K20 APPLICATOR
1419 ACCESSOIRES HYDRAGEL IEP PLUS HYDRAGEL IEP PLUS ACCESSORIES
1420 ACCESSOIRES HYDRAGEL K20 HYDRAGEL K20 ACCESSORIES
1421 BOITES DINCUBATION (3) INCUBATION BOXES (3)
1422 ACCESSOIRES HYDRAGEL ENZ K20 HYDRAGEL ENZ K20 ACCESSORIES
1423 MASQUE DOUBLE IF K20 DOUBLE IF K20 TEMPLATE
1430 INCUBATEUR SECHEUR IS 80 IS 80 INCUBATOR DRYER
1441 ELECTRODE K20 (1) K20 ELECTRODE (1)
1470 PORTOIR HYDRAGEL GM HYDRAGEL GM CARRIER
1471 PORTOIR HYDRAGEL PM HYDRAGEL PM CARRIER
1610 JEU DE 30 REDUCTEURS TUBES POUR MINICAP SET OF 30 MINICAP TUBE ADAPTERS
12 BAGUE DE CENTRAGE MINICAP FLEX-PIERCING POURTUBES |  MINICAP FLEX-PIERCING CENTERING RING FOR TUBES 11 mm
DE 11 mm (27) (27)
1620 FILTRE POMPE MINICAP FLEX-PIERCING (2) PUMP FILTER FOR MINICAP FLEX-PIERCING (2)
1621 KIT DE MAINTENANCE MINICAP & MINICAP FLEX-PIERCING MINICAP & MINICAP FLEX-PIERCING MAINTENANCE KIT
1630 SUPPORT DE PLAQUE POUR SONICATION SONICATION PLATE HOLDER
1650 REHAUSSEUR ANTISERUMS 9 POSITIONS POUR ASSIST ANTISERA ADAPTER 9 POSITIONS FOR ASSIST
1651 ACCESSOIRES HYDRASYS 5 von WILLEBRAND MULTIMERS HYDRASYS 5 von WILLEBRAND MULTIMERS ACCESSORIES
1652 POIDS METALLIQUE 1,8KG METAL WEIGHT 1.8KG
1653 ACCESSOIRES HYDRASYS 11 von WILLEBRAND MULTIMERS HYDRASYS 11 von WILLEBRAND MULTIMERS ACCESSORIES
1654 POIDS METALLIQUE 2,3 kg METAL WEIGHT 2.3 kg
1930 PLAQUE HYDRAGEL (N° 7) HYDRAGEL GEL CARRIER (No. 7)
1935 PLAQUE HYDRASYS 54 (N° 54) HYDRASYS 54 GEL CARRIER (No. 54)
1936 PLAQUE HYDRASYS 15/ K20 (N° 31) HYDRASYS 15/ K20 GEL CARRIER (No. 31)
1937 PLAQUE HYDRASYS 30 (N° 30) HYDRASYS 30 GEL CARRIER (No. 30)
1938 CHARIOT PAS VARIABLE PROGRAMMABLE GEL CARRIER
1940 PLAQUE HYDRAGEL DVSE (N° 7) HYDRAGEL DVSE GEL CARRIER (No. 7)
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Date : Janvier / January 4, 2021

Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il
in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex I

2::::::2: DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
1943 PLAQUE HYDRASYS / K20 DVSE (N° 30) HYDRASYS / K20 DVSE GEL CARRIER (No. 30)
1949 SCAN CONTROL FILM SCAN CONTROL FILM
. SOURCE LUMINEUSE HALOGEN LAMP
BV-20W 6V-20W
2003 CAPILLARYS PROTEIN(E) 6 CAPILLARYS PROTEIN(E) 6
2004 CAPILLARYS HR CAPILLARYS HR
2006 CAPILLARYS NEONAT Hb CAPILLARYS NEONAT Hb
2007 CAPILLARYS HEMOGLOBIN(E) CAPILLARYS HEMOGLOBIN(E)
2009 CAPILLARYS CDT (2) CAPILLARYS CDT (2)
2013 CAPILLARYS / MINICAP URINE CAPILLARYS / MINICAP URINE
2015 CAPILLARYS Hb Afc CAPILLARYS Hb Atc
2029 CAPILLARYS CDT MAXI-KIT CAPILLARYS CDT MAXI-KIT
2043 TAMPON CAPILLARYS PROTEIN(E) 6 CAPILLARYS PROTEIN(E) 6 BUFFER
2047 TAMPON CAPILLARYS HEMOGLOBIN(E) CAPILLARYS HEMOGLOBIN(E) BUFFER
2052 SOLUTION DE LAVAGE CAPILLARYS / MINICAP (2) CAPILLARYS / MINICAP WASH SOLUTION (2)
2054 SOLUTION DE TRAITEMENT ECHANTILLONS CDT CDT SAMPLES TREATMENT SOLUTION
2055 SOLUTION HEMOLYSANTE CAPILLARYS HEMOGLOBIN(E) CAPILLARYS HEMOGLOBIN(E) HEMOLYSING SOLUTION
2057 TETRAVALENT CDT/1S TETRAVALENT CDT/ 1S
2058 CAPICLEAN CAPICLEAN
2059 CLEAN PROTECT CLEAN PROTECT
2060 CAPICLEAN CAPILLARYS 3 CAPILLARYS 3 CAPICLEAN
2062 SOLUTION DE LAVAGE CAPILLARYS 3 (1) CAPILLARYS 3 WASH SOLUTION (1)
2063 SOLUTION HEMOLYSANTE CAPILLARYS NNHb (2) CAPILLARYS NNHb HEMOLYSING SOLUTION (2)
2078 BARRETTES DE DILUTION BLANCHES NNHb (2x110) NNHb WHITE DILUTION SEGMENTS (2x110)
2079 BARRETTES DE DILUTION JAUNES (70) YELLOW DILUTION SEGMENTS (70)
2080 BARRETTES DE DILUTION INCOLORES (90) CLEAR DILUTION SEGMENTS (90)
2081 BARRETTES DE DILUTION VERTES (90) GREEN DILUTION SEGMENTS (90)
2082 BOITES DE CONSERVATION DES CONTROLES (2) BOXES FOR CONTROL STORAGE (2)
2083 BARRETTES DE DILUTION BLEUES (70) BLUE DILUTION SEGMENTS (70)
2085 FILTRES POUR SOLUTIONS CAPILLARYS / MINICAP (10) FILTERS FOR CAPILLARYS / MINICAP SOLUTIONS (10)
2100 CAPILLARYS IMMUNOTYPING CAPILLARYS IMMUNOTYPING
2203 MINICAP PROTEIN(E) 6 MINICAP PROTEIN(E) 6
2207 MINICAP HEMOGLOBIN(E) MINICAP HEMOGLOBIN(E)
2208 MINICAP CDT MINICAP COT
2215 MINICAP Hb Atc MINICAP Hb Afc
2223 MINICAP PROTEIN(E) 6 MAXI-KIT MINICAP PROTEIN(E) 6 MAXI-KIT
2227 MINICAP HEMOGLOBIN(E) MAXI-KIT MINICAP HEMOGLOBIN(E) MAXI-KIT
2228 MINICAP CDT MAXI-KIT MINICAP CDT MAXI-KIT
2243 TAMPON MINICAP PROTEIN(E) 6 MINICAP PROTEIN(E) 6 BUFFER
2247 TAMPON MINICAP HEMOGLOBIN(E) MINICAP HEMOGLOBIN(E) BUFFER
2251 CAPICLEAN MINICAP FLEX-PIERCING MINICAP FLEX-PIERCING CAPICLEAN
2281 CUPULES REACTIF MINICAP / 125 (3) MINICAP REAGENT CUPS /125 (3)
2286 usigg\égi%)lzs oSl =Rl naI S B L e LIDS FOR MINICAP BINS FOR USED CUPS (12)
2300 MINICAP IMMUNOTYPING MINICAP IMMUNOTYPING
2503 CAPI 3 PROTEIN(E) 6 CAPI 3 PROTEIN(E) 6
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Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il

in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex Il

';2:::::2: DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
2507 CAPI 3 HEMOGLOBIN(E) CAPI 3 HEMOGLOBIN(E)
2509 CAPI3CDT CAPI3CDT
2513 CAPI 3 URINE CAP! 3 URINE
2515 CAPI 3 Hb Afc CAPI 3 Hb Alc
2581 CAPI 3 BOITES POUR CUPULES REACTIF USAGEES (5) CAPI 3 BINS FOR USED REAGENT CUPS (5)
2582 CAP| 3 CUPULES REACTIFS (24 x 14) CAPI 3 REAGENT CUPS (24 x 14)
2600 CAPI 3 IMMUNOTYPING CAPI 3 IMMUNOTYPING
3000 HYDRAGEL PROTEIN(E) K20 HYDRAGEL PROTEIN(E) K20
3001 HYDRAGEL HR K20 HYDRAGEL HR K20
3004 HYDRAGEL PROTEINURIE K20 HYDRAGEL PROTEINURIE K20
3007 HYDRAGEL LIPO + Lp(a) K20 HYDRAGEL LIPO + Lp(a) K20
3010 HYDRAGEL HEMOGLOBIN(E) K20 HYDRAGEL HEMOGLOBIN(E) K20
3013 HYDRAGEL ACID(E) HEMOGLOBIN(E) K20 HYDRAGEL ACID(E) HEMOGLOBIN(E) K20
3020 HYDRAGEL 1SO-LDH K20 HYDRAGEL ISO-LDH K20
3022 HYDRAGEL ISO-PAL K20 HYDRAGEL ISO-PAL K20
3024 HYDRAGEL 1SO-CK K20 HYDRAGEL ISO-CK K20
3031 HYDRAGEL IF K20 (MS) HYDRAGEL IF K20 (SM)
3036 HYDRAGEL DOUBLE IF K20 (MS) HYDRAGEL DOUBLE IF K20 (SM)
3038 HYDRAGEL BENCE JONES K20 (MS) HYDRAGEL BENCE JONES K20 (SM)
3200 HYDRAGEL PROTEIN(E) K20 MAXI-KIT HYDRAGEL PROTEIN(E) K20 MAXI-KIT
4036 HYDRAGEL IEP HYDRAGEL IEP
4037 HYDRAGEL IEP PLUS HYDRAGEL IEP PLUS
4040 HYDRAGEL OUCHTERLONY (20) HYDRAGEL OUCHTERLONY (20)
4100 HYDRAGEL 7 PROTEIN(E) HYDRAGEL 7 PROTEIN(E)
4101 HYDRAGEL 7 #1-82 HYDRAGEL 7 81-82
4102 HYDRAGEL 7 HR VIOLET ACIDE HYDRAGEL 7 HR ACID VIOLET
4104 HYDRAGEL 7 LIPO + Lp(a) HYDRAGEL 7 LiPO + Lp(a)
4105 HYDRAGEL 7 HR AMIDOSCHWARZ HYDRAGEL 7 HR AMIDOBLACK
4106 HYDRAGEL 7 HEMOGLOBIN(E) HYDRAGEL 7 HEMOGLOBIN(E)
4108 HYDRAGEL 7 ACID(E) HEMOGLOBIN(E) HYDRAGEL 7 ACID(E) HEMOGLOBIN(E)
4110 HYDRAGEL 7 ISO-LDH HYDRAGEL 7 ISO-LDH
41 HYDRAGEL 7 1S0-CK HYDRAGEL 7 ISO-CK
412 HYDRAGEL 7 1SO-PAL HYDRAGEL 7 ISO-PAL
414 HYDRAGEL 7 LIPOPROTEIN(E) HYDRAGEL 7 LIPOPROTEIN(E)
4115 HYDRAGEL 5 PROTEINURIE HYDRAGEL 5 PROTEINURIE
4116 HYDRAGEL 7 LDL/HDL CHOL Direct HYDRAGEL 7 LDL/HDL CHOL Direct
4120 HYDRAGEL 15 PROTEIN(E) HYDRAGEL 15 PROTEIN(E)
a2 HYDRAGEL 15 81-82 HYDRAGEL 15 #1-82
4122 HYDRAGEL 15 HR VIOLET ACIDE HYDRAGEL 15 HR ACID VIOLET
4124 HYDRAGEL 15 LIPO + Lp(a) HYDRAGEL 15 LIPO + Lp(a)
4125 HYDRAGEL 15 HR AMIDOSCHWARZ HYDRAGEL 15 HR AMIDOBLACK
4126 HYDRAGEL 15 HEMOGLOBIN(E) HYDRAGEL 15 HEMOGLOBIN(E)
4128 HYDRAGEL 15 ACID(E) HEMOGLOBIN(E) HYDRAGEL 15 ACID(E) HEMOGLOBIN(E)
4130 HYDRAGEL 15 ISO-LDH HYDRAGEL 15 ISO-LDH
M3 HYDRAGEL 15 IS0-CK HYDRAGEL 15 1S0-CK
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EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il

in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex Il

Reférenice | DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
32 HYDRAGEL 15 ISO-PAL HYDRAGEL 15 ISO-PAL
4134 HYDRAGEL 15 LIPOPROTEIN(E) HYDRAGEL 15 LIPOPROTEIN(E)
4135 HYDRAGEL 15 LDL/HDL CHOL Direct HYDRAGEL 15 LDL/HDL CHOL Direct
4136 HYDRAGEL 30 ISO-LDH HYDRAGEL 30 ISO-LDH
T HYDRAGEL 30 ISO-CK HYDRAGEL 30 1SO-CK
4138 HYDRAGEL 30 LIPOPROTEIN(E) HYDRAGEL 30 LIPOPROTEIN(E)
4139 HYDRAGEL 30 LDLHDL CHOL Direct HYDRAGEL 30 LDL/HOL CHOL Direct
4140 HYDRAGEL 30 PROTEIN(E) HYDRAGEL 30 PROTEIN(E)
M4l HYDRAGEL 30 1-82 HYDRAGEL 30 3182
4144 HYDRAGEL 30 LIPO + Lp(a) HYDRAGEL 30 LIPO + Lp(a)
445 HYDRAGEL 54 PROTEIN(E) HYDRAGEL 54 PROTEIN(E)
#46 HYDRAGEL 54 1-82 HYDRAGEL 54 81-82
M1 HYDRAGEL 54 LDLHDL CHOL Direct HYDRAGEL 54 LDL/HDL CHOL Direct
4190 PEIGNES PAPIER-FILTRE 6 DENTS /10 (5) FILTER PAPER COMBS 6 TEETH/ 10 (5)
4191 PEIGNES PAPIER-FILTRE 12 DENTS / 10 (5) FILTER PAPER COMBS 12 TEETH/ 10 (5)
4192 PEIGNES PAPIER-FILTRE 18 DENTS / 10 (5) FILTER PAPER COMBS 18 TEETH/ 10 (5)
4193 PAPIERS-FILTRE FINS / 10 (6) THIN FILTER PAPERS / 10 (6)
4194 PAPIERS-FILTRE EPAIS / 10 (6) THICK FILTER PAPERS / 10 (6)
495 APPLICATEURS 15 VERTS HYDRASHIFT (10) HYDRASHIFT GREEN APPLICATORS 15 (10)
419 APPLICATEURS 6 HYDRAGEL (10) HYDRAGEL APPLICATORS 6 (10)
M9 APPLICATEURS 7 HYDRAGEL (10) HYDRAGEL APPLICATORS 7 (10)
4198 APPLICATEURS 18 HYDRAGEL (10) HYDRAGEL APPLICATORS 18 (10)
4199 APPLICATEURS 15 HYDRAGEL (10) HYDRAGEL APPLICATORS 15 (10)
4226 HYDRAGEL IEP MAXI-KIT HYDRAGEL IEP MAXI-KIT
4260 HYDRAGEL 54 PROTEIN(E) MAXIKIT HYDRAGEL 54 PROTEIN(E) MAX-KIT
4301 HYDRAGEL 1 IF (MD) HYDRAGEL 1 IF (DM)
4302 HYDRAGEL 2 IF (MD) HYDRAGEL 2 IF (DM)
4304 HYDRAGEL 4 IF (MD) - VIOLET ACIDE HYDRAGEL 4 IF (DM) - ACID VIOLET
4308 HYDRAGEL 4 IF (MD) - AMIDOSCHWARZ HYDRAGEL 4 IF (DM) - AMIDOBLACK
4309 HYDRAGEL 9 IF (MD) HYDRAGEL 9 IF (OM)
315 COFFRET ANTISERUMS ET FIXATEUR IF (MD) IF ANTISERA AND FIXATIVE SOLUTION BOX (DM)
321 HYDRAGEL 1 BENCE JONES (MD) HYDRAGEL 1 BENCE JONES (DM)
4322 HYDRAGEL 2 BENCE JONES (MD) HYDRAGEL 2 BENCE JONES (OM)
1324 HYDRAGEL 4 BENCE JONES (MD) HYDRAGEL 4 BENCE JONES (DM)
4331 HYDRAGEL 2 URINE PROFIL(E) (D) HYDRAGEL 2 URINE PROFIL(E) (OM)
332 HYDRAGEL 4 URINE PROFIL(E) (MD) HYDRAGEL 4 URINE PROFIL(E) (OM)
335 COFFRET ANTISERUMS ET FIXATEUR (GAM, K, L) (MD) (GAM. K. L) ANTISERA AND FIXATIVE SOLUTION BOX (DM)
4336 COFFRET ANTISERUMS CHAINES LEGERES LIBRESK&L (MD) | K &L FREE LIGHT CHAINS ANTISERA BOX (DM)
4338 COFFRET ANTISERUMS URINE PROFIL(E) (MD) URINE PROFIL(E) ANTISERA BOX (DM)
2341 HYDRAGEL 6 I Penta (MD) HYDRAGEL 6 IF Penta (DM)
0342 HYDRAGEL 12 IF Penta (MD) HYDRAGEL 12 IF Penta (DM)
4345 COFFRET ANTISERUM ET FIXATEUR IF Penta (MD) IF Penta ANTISERUM AND FIXATIVE SOLUTION BOX (DM)
4350 HYDRAGEL 3 CSF (D) HYDRAGEL 3 CSF (OM)
4351 HYDRAGEL 6 CSF (MD) HYDRAGEL 6 CSF (OM)
4353 HYDRAGEL 3 CSF ISOFOCUSING HYDRAGEL 3 CSF ISOFOCUSING
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Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il

in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex Il

:ﬁ:::::g: DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
4355 HYDRAGEL 9 CSF ISOFOCUSING HYDRAGEL 9 CSF ISOFOCUSING
4357 HYDRAGEL 18 A1AT ISOFOCUSING HYDRAGEL 18 AtAT ISOFOCUSING
4359 HYDRAGEL 5 von WILLEBRAND MULTIMERS HYDRAGEL 5 von WILLEBRAND MULTIMERS
4360 HYDRAGEL 11 von WILLEBRAND MULTIMERS HYDRAGEL 11 von WILLEBRAND MULTIMERS
4363 ANTI-ig A 1 mL (MD) ANTI-Ig A 1 mL (DM}
4364 ANTI-lg G 1 mL (MD) ANTI-lg G 1 mL (DM)
4365 ANTI-ig M 1 mL (MD) ANTI-lg M 1 mL (DM)
4366 ANTI-KAPPA 1 mL (MD) ANTI-KAPPA 1 mL (DM}
4367 ANTI-LAMBDA 1 mL (MD}) ANTI-LAMBDA 1 mL (DM)
4370 ANTI-KAPPA LIBRE 1 mL (MD) FREE ANTI-KAPPA 1 mL (DM)
4371 ANTI-LAMBDA LIBRE 1 mL (MD) FREE ANTI-LAMBDA 1 mL (DM)
4375 ANTI-lg GAM 1 mL (MD) ANTI-Ig GAM 1 mL (DM)
4376 PENTAVALENT 1 mL (MD) PENTAVALENT 1 mL (DM)
4380 FIXATEUR 1 mL (MD} FIXATIVE SOLUTION 1 mL (DM)
4381 HYDRAGEL 4 IF (MD) MAXI-KIT HYDRAGEL 4 IF (DM) MAXI-KIT
4382 HYDRAGEL 9 IF (MD) MAXI-KIT HYDRAGEL 9 IF (DM) MAXI-KIT
4383 HYDRAGEL 9 BENCE JONES (MD) MAXI-KIT HYDRAGEL 9 BENCE JONES (DM) MAXI-KIT
4384 HYDRAGEL 12 IF Penta (MD) MAXI-KIT HYDRAGEL 12 IF Penta (DM) MAXI-KIT
4390 HYDRAGEL 18 A1AT ISOFOCUSING MAXIKIT HYDRAGEL 18 A1AT ISOFOCUSING MAXI-KIT
4397 BARRETTE ANTISERUMS 15 PISTES (10) 15 WELLS ANTISERA SEGMENT (10)
4398 BARRETTE ANTISERUMS 18 PISTES (10) 18 WELLS ANTISERA SEGMENT (10}
4503 TAMPON TRIS BARBITAL (2) TRIS BARBITAL BUFFER (2)
4540 DECOLORANT (10} DESTAINING SOLUTION (10)
4541 SOLUTION LAVAGE HYDRASYS (10) HYDRASYS WASH SOLUTION (10}
4553 COLORANT VIOLET ACIDE ACID VIOLET STAINING SOLUTION
4554 COLORANT AMIDOSCHWARZ AMIDOBLACK STAINING SOLUTION
4584 DILUANT POUR ECHANTILLON A1AT SUR CARTE DE GUTHRIE DILUENT FOR A1AT DRY BLOOD SPOT SAMPLE
4587 FLUIDIL FLUIDIL
4588 DILUANT ECHANTILLON IF IF SAMPLE DILUENT
4589 DILUANT DTT (IF /IT) DTT DILUENT (tF /IT)
4600 POLYVALENT 1 mL POLYVALENT 1 mL
4603 ANTI-ig A 1 mL (MS) ANTI-Ig A 1 mL (SM)
4604 ANTI-lg G 1 mL (MS) ANTI-lg G 1 mL (SM)
4605 ANTI-lg M 1 mL (MS) ANTI-ig M 1 mL (SM)
4606 ANTI-KAPPA 1 mL (MS) ANTI-KAPPA 1 mL (SM)
4607 ANTI-LAMBDA 1 mL (MS) ANTI-LAMBDA 1 mL (SM)
4610 ANTI-KAPPA LIBRE 1 mL (MS) FREE ANTI-KAPPA 1 mL (SM)
4611 ANTI-LAMBDA LIBRE 1 mL (MS) FREE ANTI-LAMBDA 1 mL (SM)
4613 ANTI-lg D 1 mL (MS) ANTI-Ig D 1 mL (SM)
4614 ANTI-Ig E 1 mL (MS) ANTI-Ig E 1 mL (SM)
4615 ANTI-lg GAM 1 mL (MS) ANTI-lg GAM 1 mL (SM)
4616 PENTAVALENT 1 mL (MS) PENTAVALENT 1 mL (SM)
4639 HYDRASHIFT 2/4 daratumumab (20 TESTS) HYDRASHIFT 2/4 daratumumab (20 TESTS)
4640 HYDRASHIFT 2/4 daratumumab HYDRASHIFT 2/4 daratumumab
4642 HYDRASHIFT 2/4 isatuximab (40 tests) HYDRASHIFT 2/4 isatuximab (40 tests)
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:::::::g: DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
4730 POLYVALENT 8 mL POLYVALENT 8 mL
4733 ANTH-ig A 8 mL (MS) ANTHg A8 mL (SM)
4734 ANTHg G 8 mL (MS) ANTHg G 8 mL (SM)
4735 ANTHg M8 mL (MS) ANTHg M8 mL (SM)
4736 ANTI-KAPPA 8 mL (MS) ANTIKAPPA 8 mL (SM)
4737 ANTI-LAMBDA 8 mL (MS) ANTI-LAMBDA 8 mL (SM)
4738 PENTAVALENT 8 mL (MS) PENTAVALENT 8 mL (SM)
4739 ANTH-Ig GAM 10.8 mL (MS) ANTH-lg GAM 10.8 mL (SM)
4142 ANTHg A - PER ANTHg A- PER
4143 ANTHg G - PER ANTIg G - PER
744 ANTHg M- PER ANTHg M- PER
4745 ANTIKAPPA / LAMBDA - PER ANTI-KAPPA / LAMBDA - PER
4746 ANTI-ATAT - PER ANTI-A1AT - PER
4147 KIT DE REVELATION 5 von WILLEBRAND MULTIMERS 5 von WILLEBRAND MULTIMERS VISUALIZATION KIT
4748 ANTI-TRANSFERRINE) - PER ANTI-TRANSFERRIN(E) - PER
4755 CALIBRATEURS Hb Afc CAPILLAIRE (2) Hb Alc CAPILLARY CALIBRATORS (2)
4756 CALIBRATEURS Hb Alc CAPILLAIRE (5x2) Hb Afc CAPILLARY CALIBRATORS (5x2)
4760 CALIBRATEURS CDT CAPILLARYS (2 niveaux) CDT CAPILLARYS CALIBRATORS (2 levels)
4761 CALIBRATEURS CDT MINICAP (2 niveau) CDT MINICAP CALIBRATORS (2 levels)
4764 CONTROLE isatuximab isatuximab CONTROL
4765 CONTROLE daratumumab daratumumab CONTROL
4766 SERUM DE CONTROLE HYPERGAMMA (20) HYPERGAMMA CONTROL (20)
4767 CONTROLES Hb Afc CAPILLAIRE MULTI-SYSTEMES (10x2) MULTI-SYSTEM Hb Alc CAPILLARY CONTROLS (10x2)
4768 CONTROLES Hb Afc CAPILLAIRE MULTI-SYSTEMES (2) MULTI-SYSTEM Hb Afc CAPILLARY CONTROLS (2)
4769 CONTROLE 2 TRANSFERRIN(E) B2 TRANSFERRIN(E) CONTROL
am CONTROLES A1AT (MM - MZ - MS) A1AT CONTROLS (MM - MZ - MS)
412 CONTROLE CDT FORT HIGH CDT CONTROL
173 CONTROLE CDT INTERMEDIAIRE INTERMEDIATE CDT CONTROL
4714 CONTROLES Hb Afc CAPILLAIRE (2) Hb Afc CAPILLARY CONTROLS (2)
am CONTROLE Hb AF Hb AF CONTROL
a778 CONTROLE Hb A2 NORMAL (5) NORMAL Hb A2 CONTROL (5)
4119 CONTROLE Hb A2 PATHOLOGIQUE PATHOLOGICAL Hb A2 CONTROL
4781 CONTROLE MASSE MOLECULAIRE (5) MOLECULAR MASS CONTROL (5)
4785 SERUM DE CONTROLE NORMAL (5) NORMAL CONTROL (5)
4786 SERUM DE CONTROLE NORMAL (20) NORMAL CONTROL (20)
4787 SERUM DE CONTROLE HYPERGAMMA (5) HYPERGAMMA CONTROL (5)
4788 CONTROLE IT/ IF IT/IF CONTROL
4790 ENZYCONTROLE ENZYCONTROL
4792 CONTROLE Hb AFSC Ho AFSC CONTROL
4793 CONTROLE ISO-PAL 1SO-PAL CONTROL
4794 CONTROLE CSF CSF CONTROL
4795 CONTROLE CDT NORMAL (5) NORMAL CDT CONTROL (5)
4799 FIXATEUR 2,5 mL (MS) FIXATIVE SOLUTION 2.5 mL (SM)
4801 HYDRAGEL 1 IF (MS) HYDRAGEL 1 IF (SM)
4802 HYDRAGEL 2 IF (MS) HYDRAGEL 2 IF (SM)
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Retérence | DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
4803 HYDRAGEL 2 IF / BJ (HR) (MS) HYDRAGEL 2 IF / BJ (HR) (SM)
4804 HYDRAGEL 4 IF (MS) - VIOLET ACIDE HYDRAGEL 4 IF (SM) - ACID VIOLET
4308 HYDRAGEL 4 IF (MS) - AMIDOSCHWARZ HYDRAGEL 4 IF (SM) - AMIDOBLACK
4809 HYDRAGEL 9 IF (MS) HYDRAGEL 9 IF (SM)
4815 COFFRET ANTISERUMS ET FIXATEUR IF (MS) IF ANTISERA AND FIXATIVE SOLUTION BOX (SM)
4821 HYDRAGEL 1 BENCE JONES (MS) HYDRAGEL 1 BENCE JONES (SM)
0822 HYDRAGEL 2 BENCE JONES (MS) HYDRAGEL 2 BENCE JONES (SM)
4824 HYDRAGEL 4 BENCE JONES (MS) HYDRAGEL 4 BENCE JONES (SM)
4831 HYDRAGEL 2 URINE PROFIL(E) (MS) HYDRAGEL 2 URINE PROFIL(E) (SM)
4832 HYDRAGEL 4 URINE PROFIL(E) (MS) HYDRAGEL 4 URINE PROFIL(E) (SM)
4835 COFFRET ANTISERUMS ET FIXATEUR (GAM, K, L) (MS) (GAM. K. L) ANTISERA AND FIXATIVE SOLUTION BOX (SM)
4836 COFFRET ANTISERUMS CHAINES LEGERES LIBRES K& L (MS) | K & L FREE LIGHT CHAINS ANTISERA BOX (SM)
4837 ANTIIg DE 0,5 mL (MS) ANTIig DE 0.5 mL (SM)
4838 COFFRET ANTISERUMS URINE PROFIL(E) (MS) URINE PROFIL(E) ANTISERA BOX (SM)
2841 HYDRAGEL 6 IF Penta (MS) HYDRAGEL 6 IF Penta (SM)
2842 HYDRAGEL 12 IF Penta (MS) HYDRAGEL 12 IF Penta (SM)
4845 COFFRET ANTISERUM ET FIXATEUR IF Penta (MS) IF Penta ANTISERUM AND FIXATIVE SOLUTION BOX (SM)
4850 HYDRAGEL 3 CSF (MS) HYDRAGEL 3 CSF (SM)
4851 HYDRAGEL 6 CSF (MS) HYDRAGEL 6 CSF (SM)
4853 HYDRAGEL 6 82 TRANSFERRIN(E) (MS) HYDRAGEL 6 82 TRANSFERRIN(E) (SM)
4881 HYDRAGEL 4 IF (MS) MAXIKIT HYDRAGEL 4 IF (SM) MAXI-KIT
4882 HYDRAGEL 9 IF (MS) MAXI-KIT HYDRAGEL 9 IF (SM) MAXI-KIT
4883 HYDRAGEL 9 BENCE JONES (MS) MAXIKIT HYDRAGEL 9 BENCE JONES (SM) MAXI-KIT
4884 HYDRAGEL 12 IF Penta (MS) MAXIKIT HYDRAGEL 12 IF Penta (SM) MAXI-KIT
4885 HYDRAGEL 2 IF / BJ (HR) (MS) MAXI-KIT HYDRAGEL 2 IF /BJ (HR) (SM) MAXI-KIT
5100 sebia FLC Kappa sebia FLC Kappa
5101 sebia FLC Lambda sebia FLC Lambda
5102 FLC Kappa FLC Kappa
5103 FLC Lambda FLC Lambda
5112 CONTROLE FLC NIVEAU 1 FLC CONTROL LEVEL 1
5113 CONTROLE FLC NIVEAU 2 FLC CONTROL LEVEL 2
5303 PLAQUES ELISA NON COATEES (5) NON COATED ELISA PLATES (5)
9200 SYSTEME DE DIALYSE (24) DIALYSIS SYSTEM (24)
9201 MICROTUBES 1 mL (110) MICRO TUBES 1 mL (110)
9202 TUBES ET BOUCHONS POUR CONTROLES (20) TUBES AND CAPS FOR CONTROLS (20)
9203 SUPPORT DE MAINTIEN (10) WEDGE ADAPTER (10)
9204 | oo LOWVOLUNE POUR MINICAP FLEX-PIERCING "LOW VOLUME" LABELS FOR MINICAP FLEX-PIERCING (20)
9205 TUBES ET BOUCHONS POUR CONTROLES (500) TUBES AND CAPS FOR CONTROLS (500)
9206 ETIQUETTES CODES-BARRES GEL (500) GEL BARCODE LABELS (500)
9207 ETIQUETTES CODES-BARRES APPLICATEUR (500) APPLICATOR BARCODE LABELS (500)
0208 ETIQUETTES "LOW VOLUME AUTOMATIQUE" POUR MINICAP "AUTOMATIC LOW VOLUME" LABELS FOR MINICAP FLEX-
FLEX-PIERCING (20) PIERCING (20)
0208 ETIQUETTES "LOW VOLUME MANUEL" POUR MINICAP FLEX- "MANUAL LOW VOLUME" LABELS FOR MINICAP FLEX-PIERCING
PIERCING (20) (20)
0212 A1C/EC - KIT DE PRELEVEMENT POUR SANG CAPILLAIRE (A) A1CICE - CAPILLARY BLOOD SAMPLE KIT (A)
0213 PINCE POUR CAPILLAIRE DE PRELEVEMENT SANGUIN (5) CLAMP FOR CAPILLARY BLOOD COLLECTION TUBE (5)
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Référence 2
Reference DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
9214 TUBES A ESSAI (200) TEST TUBES (200)
9216 A1C/EC TUBE POUR ECHANTILLON FAIBLE VOLUME A1C/CE LOW VOLUME SAMPLE COLLECTION TUBE
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