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Free Sales Certificate

The Danish Medicines Agency hereby certifies that the medical devices specified:in the attached list
are manufactured by:

RefLab ApS
Kanalholmen 1, 2.th.
2650 Hvidovre
Denmark

Medical devices specified in the attached list which are CE marked in conformity with the Regulation
on In Vitro Diagnostic Medical Device (Council Regulation 2017/746) may be manufactured and
marketed in Denmark/EU and exported without.any approval from the Danish Medicines Agency.
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Art. no Name of device Basis UDI-DI UDI

RLA705 Detergent for Histareader 574400328RINSECH 05744003280094

RLA700 Reagent Kit 574400328REAGK8U 05744003280117

RLRO06 Pipes buffer, 100 mL 05744003280124

RLA706.900 Pipes buffer, 900 mL 574400328PIPESBP 05744003280131

RLA706.1000 | Pipes buffer, 1L 05?4400328(}148

RLROO7W.200 | Wash buffer, 200 mL .05744003280155

RLROO7W.5 Wash buffer, 5 L 5744003280162
574400328WASHDP

RLR0O075.50 Wash buffer concentrate, 50 mL 05744003280186

RLR0O075.10 Wash buffer concentrate, 10 mb 05744003280179

RLA708 OPA Disc, 25 mg 05744003280193

RLA708X OPA Disc, 25 mg 5744003280PAHN 05744003280209

RLRO13 OPA Disc, 5 mg 05744003280216

RLA702 Diluent, 1L N | 05744003280230

- 574400328DILUENTGG

RLRO09 Diluent, 10 mL 05744003280223

RLA703 Stop reagent, 1L ' 05744003280254
574400328STOPRFW

RLRO11 Stop reagent, 100 mL 05744003280247

RLR0O16 Stripping buffer, 1 L a 05744003280278

- 57440032805 TRIP6M

RLA701 Stripping buffer, 100 mL 05744003280261

RLA704 Lysis reagent, 10 mL 5744003280LYSIS5N 05744003280285

RLRO41 Preparation vial 05744003280308

RLAS00 Preparation vial 5744003280IL34Q 05744003280315

RLR0O04 IL-3, 0,1 ug 05744003280292

Art. no Name of device Basis UDI-DI uUDI

RLA501 Histareader501 05744003280018

- 574400328READERSM

RLAS01-1 Histareaderb(01-1 05744003280025

v3.0-0612 Software (501) v3.0-0612 05744003280032
574400328S0FTWES

v12-0612 Software (501-1) v12-0612 05744003280056

RLA216 Calibration plate, single plate 05744003280070

— 574400328CALIB46
RLA216.10 Calibration plate, box of 10 05744003280087
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