Rapid Lahy

DECLARATION OF CONFORMITY

C€

Rapid Labs Limited Hereby declare that the products listed below, meet the applicable provisions of The
Medical Devices Regulations 2002 of the United Kingdom (Statutory Instrument 2002 No. 618) IVD Directive

98/79/EC

Cat Number Product group nama Size Cat Number Product group name Size
Febrile Antigen Suspensions Antibiotic Disks and Rings
F-BAAS1000 Brucella Abortus Antigen 5/1000 ml CM-03-M Antibiotic Monedisc In vials 100
F-BMAS/1000 Brucella Melitensis antigen 51000 mi CM-03-M+10 Antibiotic Monodisc In vials 100
F-POXK5/1000 Proteus OXK Antigen 51000 ml CM-02-M+100 Antibiotic Monodise In Vials 100
F-POX25/1000 Proteus OX2 Antigen 5/1000 mi Ch-03-X Identldiscs In Vials 1
F-POX195/1000 Proteus OX19 Antigan 51000 m! CM-03-X+10 Identidiscs In Vials 100
F-50A5/1000 & HF-5045,/1000 Salmonella C Antigen Greup A 5/1000 mi Ch-03-0K Ciidase Discs 100
F-SOBS/1000 B HF-SOB5/1000 Salmonella O Antigen Greup 8 S/1coc mi CM-03-P100 Polydisc In Tins 100
F-50C5/1000 & HF-S0C5/1000 Salmaonells O Antigen Group C 5/1c00 mi CM-03-P100425 Polydisc In Tins 100
F-S0D5/1000 & HF-5005/1000 Salmonella O Antigen Group O (Typhi O) 5/100C ml CW-02-PACC+100 Palydisc In Tins 100
F-SHAS/1000 & HF-5HAS/1000 salmonella H Antigzn a 5/1C00 mi CM-03-PE Esbl Ring In Scahet 25 25
F-SHES/1000 & HF-SHRS/1000 Salmonella H Antlgen b s/1coc mi CM-02-TX |dentidisc For Taxonemy 25
F-SHC5/1000 & WF-SHC5/1000 salmonella H Antigen 5/1000 ml Ch-03-TXBIL Bila Identidisc 25
F-5HD5/1000 & HF-5HDS5/1000 Salmonella H Antigen d (Tyohi H} 5/1000 ml Lectins
F-FPC1 & F-FPC100 & HF-FPCL Febrile pasitive contral sera 1ml BGE-ALLS & BG-A1L10 Anti-Al Lectin 5 - 10ml
F-FNC1 & F-FNC1008& HF-FNC1 Febrile nagative control sera 1ml BG-AILLL Anti-Al Lectin 1000m|
F-KITExS Fabrile antigen kit 8x5 ml BG-HZ & BG-H5 Anti H Lectin 2- 5ml
F-KITEx5C Fabrile antigen kit plus contrals Bx5 mil BS-NL2 B BS-NLS Anti-N Lectin 2 —5ml
Rapid Latex Dehydrated Culture Media
RL-AS0100 & RL-ASQS0 ASD Latex Test Kit S0-2007T CM-AAS150 Aeromonas Agar Base S00gm
RI-CRP100 & RL-CRPS0 CRP Latex Test Kit 50-100T CM-AE318 Agar Base S00gm
RL-AAL00 & AL-RASO Ré [AF) Latex Test Kit 50-100T CM-ATMOD4E AmlesTranspart I difiedjw.ch I 1%} S00gm
AL-HCE100 & RL-HCE50 Pregnancy Latex (indirsct] test kit 50-100T CM-AIA1S1 Anaerob Isolation Agar S00gm
AL-LE100 & AL-LESO Systemic Lupus Erythematosus Latex test kit 50-100T CM-APT370 AFT agar S00gm
AL-Manasd Monenuclessls Latex kit 50-100T Ch-ADE293 Azide dextrose broth SO00gm
AL-STASO Staphylococcus Latex Kit 50-100T CM-BCM289 Bacillus Cersus Medium SO0EM
AL-AB100T Rose Bengal Agglutination Kit 1007 CM-BPAZOD3 Balrd Parker Agar S00grm
Syphilis Screening CM-BHIALTS 2HI Agar So0gm
D-VORL100 WDRL Carbon Antigen reagant 100T Ch-BHIBLOG BHI Broth SO0gm
-RPR100 /250/500 RPR Kit 100-500T CM-BEAAZSS Bile Esculin azide agar S00gm
RL-TPHAL00/200/500 TPHA Kit (haemagglutination} 100-500T CM-B5AZE3 Blsmuth Sulphite Agar So0grn
RL-RPRSML RPR Reagent Sml o s5ml Chi-BASLOS Blood Agar Base SU0Em
RL-APRESML Syphilis Positive Control Smil 5ml CM-BAB120 Blood Agar Base No.2 S00gm
Rapid Test Strips & Devices CM-BGATES EBordet gengou a; Soogm
D-TPDZ0 & D-TPSS0 TP{syphills] Test - WB/5/F 20/50 CM-BT3053 Brewers Thioglyeallate Broth S00gm
D-HCGD20 & D-HOGDAD & D-HCGSS0 HOG Test - Urine/s/P 20/40/50 CM-BGA182 Erillant Green Agar Soogm
D-LHD20 & D-LHS50 Ovulation {LH) Test - Urine 20/50 CM-BGA1E7 Erillant Green Agar Modifizd S00gm
D-HPD40 & D-HPSS0 H.Pylarl Test- WE/S/F 20/50 CM-BGEB127 Brillant Green Bile Broth 2% 500gm
D-TBD20 TB Test - WB/S/P 20 CMW-BAB131 Brucslla Agar Base S00gm
D-DGMD20 & D-DgmSs0 Deangue |gG/1gM tri-Iina Test - WE/S/F 20/50 Buffered Peprone Water Soo0gm
D-MPFD20 & D-MPFS50 Malaria Pf Test - WE 20/50 G agar base 500gm
D-MPFPVD20 BD-MPFPVSS0 Malaria PF/Py tri-line Test - WB 20/50 Campylebacter Bloodfree Medium S00gm
D-AFPD20 & D-AFPSS0 AFP Test - WE/S/P 20/50 Ci leb Enrlchiment Breth S00gm
D-FOBD10 & D-FORS10 Fecal Occult Blood [FOB) Test - feces 20/50 CMI-CETMOSS Cary Blalr wranspert Mediurm So0gm
D-TROPDZO Tropanin | Test - WB/S/P 0 CM-CAL4E Cetrimide Agar Soogm
D-MCKTMD20 Multl K-ME/Tropenin 1) panel - WB/5/P 20 CM-CBLA261 China blue lactese agar S00gm
D-DOALDZO & D-DOALSSD Amphetamine [AMP) Test - Urine 20/50 CM-CLEDOSE CLED Dl Meadium S00gm
D-DOAIDI0 & D-DOAISSD Methampietamine (MET) Test - Urine 20/50 CMI-CLEDOST CLED 5 Medium Soogrm
D-DOA3D20 & D-DOAISS0 Oplates/Merphine (OPI] Test - Urlne 20/50 CM-CABLIT Columbia Agar Base Socgm
D-DOAADZ0 & D-DOALSS0 Barbiturates (BAR) Test - Urine 20/50 CM-CMM 224 Cooked Meat medium S00gm
D-DOASD20 & D-DOASSSO Benzodiazepines [EZ0] Test - Urine 20/50 CM-CMA153 Corn meal agar Soogm
D-DDASDI0 & D-DOASSS0 Cocaine (COC) Test - Urine 20/50 CM-DCAHLTI DCA Agar Hynes S00gm
D-DOATDI0 & D-DOATSS0 Methadone MTD) Test - Urine 20/50 OM-DCALLEZ DCA fgar Lelfsons Socgm
D-DOAEDZ0 & D-DOABSSD Cannabinoids [THC) Test - Urine 20/50 CM-DTM 198 Dermatophyte Test Medium Soogm
0-DOASD20 & D-DOASSSD Ketamine [€AN) Test - Urine 20/50 CM-DTADT? Dextrose Tryptone agar S00Em
D-DOA10020 & 0-DOAL0SS0 Tricyelic Antidepressants(TCA) Test Urine 20/50 CM-DSSATOR Clagnestic Sermi-Selid Sal lla Agar Soogm
D-DOW11020 & 0-DOAL1S50 Buprenarphine {BUP) Test - Urine 20/50 CM-DNAALZS Cnase Agar S00gem
D-DOA12020 & D-DOAL2S50 Ecstasy (MDMA] Test - Urine 20/50 CM-DSTAL123 DSTA Agar S00gm
0-D0A13D20 & D-DOAL 3550 Phencyclidine [PCP) Test - Urine 20/50 CM-ECAZE3 EC broth S00gm
D-DOA14D20 Amphstamine [AMP) Test - Sallva 0 CM-ECB250 EC brath modified Sodgm
D-DOWA1SDZ0 Banzodiazapines |820] Test - 5aliva 20 EE Broth {Mossel] Soogm
D-DOA16D020 Cannabinelds [THC) Test - Saliva 20 Egg Yolk Agar S0ogm
D-DOAL7DZ0 Cocalne [COC) Test - Saliva 20 CM-EMB110 EMB agar Socgm
D-DOA18D20 Methamphetamine (MET) Test - Saliva 0 CM-EA132 Endo Agar S00em
D-DOALSD20 Opiates/Morphine (OFI] Test - Saliva 20 CM-FEB183 Fraser Broth Base 500gm
D-DOAZ0DZ0 Ecstasy (MDMA] Test Cassette - Saliva 0 CM-GCAB11E GC Agar Base S00gm
D-LEIGMD20 Leishmania IgG/IgM Rapid Test - WE/S/P 20 ChM-GCBA0L Giclitti Cantoni broth So0gm
D-LEIABSSD Leishrmania Ab Rapid Test - 5/ 50 CM-GFEIT2 Glueose Phosphate Broth 500gm_
D-CHABDZD Chagas Ab Rapid Test - WE/S/F 0 CM-HEAZOT Hektoen Enteric Agar S00gm
O-MPFPYEDZO Malaria PI/Pv Ab Rapid Test -WB 0 Ch-HMB210 Hoyles Medium Base 500gm
D-MPFPYGD20 Malaria Pf/Pv Ag Rapid Tast -WB 20 Ch-15A031 fron Sulphite Agar - S00grm.
D-MPFPAND20 Malaria PffPan Ag Rapid Test -WE 0 CM-I5A085 Iso-Sensitest agar - 500gm
D-MPFDZ0 Malaria Pf &g Rapid Test -WE 20 CM-KEA154 Kanamysin-Esculin Agar Soogm
D-FILGMDZ0 Filariasis IgG/IgM -WB/S/P 20 CM-KEBOES Eseulin Broth S00gm
D-DEMD20 Dengue IgG/IgM_Test ~ WB/S/? 0 CM-KIA184 Kligler Iron Agar S00grm
O-DAGMD20 Duo Dengue Ag-lgG/IgM -WB/S/P 20 CM-LBO3S Lactose Broth S00grm
D-DAGD20 Dengue Ag Rapid Test -WB/s/P 0 CM-LFB258 Lactose phosphate broth S0ggm
D-CHIKMD20 Chikungunya |gM -W3/5/P 0 Ch-LTSE2S7 Lauryl Tryptase (Sulphate) Brath APHA 500gm
D-DGMCMDZ0 Dengue+ 1S/ IgM-CHIK 1gM) 0 Ch-LB139 Letheen Broth S00gm
D-LEPGMDZ0 Leptospira lgG/IgM -WB/S/P 20 Ch-LM 236 Litrnus milk S00gm
D-CHAGSSD Chelera Ag Rapid Test = stoal S0 CM-LEBOSE Listeria Enrichment Broth FOA S00gm
D-HPYABD20 H. pylori Ab Rapid Test -WB/S/P 0 CM-LIMB 188 Listeria Isolation Med. Base Cuxford Form Soogm
D-HPAGDZ0 H. pylorl Ag Rapld Test - stoal 20 CM-LIM 351 Liwenstein-lensan Medium 500gm
D-ROTAGD20 Rotavirus Ag Aapid Test - stoal 20 CM-LDB267 Lysine decarboxylase brath S00gm
D-ROAAGDIO Rote/Adena Ag Rapid Tast —stool 20 Lysine Iran Agar S00grm
D-TYGMD20 Typhoid 12G/1gM -5/P o0 MacConkey Agar (bass) S00gm
D-TYPGMDZD Typhoid 1gG/1gM -WB/S/P 20 MacConkey agar No.2 500gm
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[ — CM-MA3172 MacCankay Agar No.3 5C00gm
N CM-MASLTO MacCenkey Agar Sorbitol 500gm

D-INFASSD Influenza A/3 Ragid Test - swab 50 CM-MARZST MacConkey Agar wjo Crystal Violet S00gm
D-STEPSS0 Strap A Rapid Test —swab 50 CM-MANSLSE IMacconkey Agar w/o Salt S00gm
D-TBSPD20 TB Tast |gG/Ight Rapld Test =5/F 20 CM-MBFOS4 MacConkey Broth Purple S00gm
D-TROPDZO Tropanin | Aapid Test — WEB/S/P 20 CM-MEALBS Malt Extract Agar S00gm
CM-MEBOSO Malt Extract Brath S00gm

Urinalysis Strips CM-M5A213 Mannitol Salt Agar S00grm

D-U11100 & D-U1150 Urinalysis Strips 11 Paramater 50-100 CM-M5B244 Mannitol Salt Broth S00gm
D-U10100 &D-U1050 Urinalysis Strips 10 Parameter 50-100 CM-MREO29 Maxlmal recovery ciluant 500gm
D-U9100 & D-US50 Urinalysis Strips 9 Parameter 50-100 LM-ML50SS Mermbrane lauryl sulghate broth S00gm
D-UBL00 & D-USS0 Urinalysis Strips 8 Parameter 50-100 CM-MPCADEL Milk Flate Count Agar S00gm
D-U7100 & D-UTS0 Urinalysis Strips 7 Parametar 50-100 CM-Miv111 Motiliti-Indel-Urea Base (MIU} 500gm
D-UE100 & D-USS0 Urinalysis Strips & Parameter 50-100 CM-MB3380 Motility Broth 500gm
D-U5100 & D-USS0 Urinalysis Strips 5 Parameter 50-100 CM-MASAZCS MRS Agar Socgm
D-U4100 & D-U450 Urinalysis Strips 4 Parametar 50-100 CM-MRSB177 MRS Broth S00gm
D-U3100 & D-U350 Urinalysis Strips 3 Parameter 50-100 CM-MRVPZTZ MRVP medium SCogm
D-U2100 & D-U250 Urinalysis Strips 2 Parameter £0-100 CM-MSRVOES MESAY AGAR (150 6573) 500gm
D-U1100 & D-U150 Urinalysis Strips 1 Parametar 50-100 CM-MHAL3S Mueller Kinton Agar NCCLS S00gm
ELISA Kits CM-MKB211 Mualler Kaufmann Broth S00gm

DA-SYTADE Syphilis Total Antibody 96T (1gG, laM, 1gA) 96 CM-NADT3 Mutrient Agar S00EM
DA-5YTA192 Syphilis Total Antibedy 1927 [IgS, 1gM, IgA] 152 CM-NEEC36 Nutrient Broth Economy S00gm
DA-SYTA4E0 Syphilis Total Antibody 4807 [IgS, IgM, IgA] 480 CM-MB2C3T Nutrient Broth No.Z APHA S00gm
E-115196 H5V 1 1gG 95 CM-OGYEDS3 0.G.Y.E. Agar Base S00gm
E-117196 HSV 2 1gG 96 CM-OFM228 OF madium S00gm
E-118136 HSVZ g a6 CM-054122 Orange Serum Agar S00gm
E-119156 HSV 1/2 1gG 96 CM-PWO3E Peptone Water S00gm
E-120196 HSV 1/2 IgM 96 CM-PAB1S0 Perfringens Agar Base S00gm
E-123136 H. pylari Antigen [Ag] 35 CM-PAAD3Z Phenylalanine Agar 500gm
E-124156 H. pylor 186 kL CM-PRA10E Phanol Red Agar S00gm
E-201196 AFF 6 CM-PRBOSE Phenol Red Broth 500gm
E-202196 CEA %5 CM-FCAAFDES Plate Count Agar APHA S00gm
E-301196 T5H 25 CM-PCASPOS1 Plate Count Agar 5P 500gm
E-302196 Total T4 95 CM-PDA117 Potate Dextrose Agar 50Cgm
E-303196 Free T4 96 CM-PDB117 Potato Dextrose Broth 500gm
E-304196 Total T3 56 CM-PABSEL Furple Agar Base 500gm
E-305196 Free T3 96 LM -PABLS0D Agar Base S00gm
E-401196 Rapid-hCG EL CM-R2AMOE3 A 2 A Medlum 500gm
E-402196 LH 36 CM-RVEOT0 Rapport Va ssllladis Broth S00gm
E-403196 FSH 96 CM-RCALE8 Aeinforced Clostridal Medium [agar] S00gm
E-404156 Prolactin 96 CM-RBABOES fose Bengal Agar Base S00gm
E-121186 HEV 96 CM-SDACES3 Seb Dex agar Chloramp 0,05 gl S00gm
E-104156 Syphilis TA 96 CM-5DA197 Sab Dex Agar ¢ 500gm
E-116196 HEV 1 leM 96 CM-5DAC200 Sab Dex agar I:hlnramEh enicol 0.5 g/ SO0Em
CM-SDMAZTS Sab destrose-maltose agar 500gm

CM-5LM57 Sabouraud Liguld Medium USP SO0Em

CM-5MA201 Sabouraud Maltose Agar S00gm

CM-55B244 Salmonella Shigella Broth S00grm

CM-MM140 haedler Agar S00grm

CM-5DAB2SS S0A Bear Medium S00gm

CM-5BB045 Salenite Broth Base 500gm

CM-SCED47 Selenite-Cystine 8rath 5C0gm

CM-5TA121 Test Agar 5C0gm

CM-5MA3TS media agar SC0gm

CM-SIMOB1 S Medium S00gm

Ch-5CADE3 Simmens Citrate Agar 500gm

CM-SBA143 Slanetz Bartley Agar 500gm

CM-55A202 55 Agar S00gm

CM-55R 248 SE Broth 500gm

CM-5TMO42 Stuart Transport Medium 50Cgm

CM-TCBS123 TCBS S00gm

CM-TTALEL Tergitol 7 Agar S00gm

CM-TEBLS53 i Broth Base S00gm

CM-TUEMOBES Thioglycolat USP Fluid medium S00gm

CM-THE104 Tedd Hewitt Brath S00gm

CM-TWO33 Tryptone Water SO0EM

CM-TPBO73 Tryptose Phosphate Broth SO0Em

CM-TSALOT TSA S00Em

N CM-TSECED T5E S00gH

CM-TSCAZE9 TSC Agar S00gm

CM-TSI204 TSI s00gm

CM-UABOGE Urea Agar Base S00gm

¥ R CM-UBBOZS Urea Brath Base S00EM

- I S CM-VRBA114 Violet Red Bile Agar [laetese] S00gm

L CM-VRBG115 Violet Red Bile Slusose S00gm

CM-VIALSE Vogel&lohnson Agar S00gm

CM-WCAZ74 Wilkins-Chalgren agar S00gm

CM-WLNAZOS WL Mutrisnt Agar 500gm

CM-WA178 Wort Agar S00gm

CM-XLD179 XLD Agar 500gm

CM-¥5A192 ‘fersinia Selactive Agar (CIN) 500gm

CM-YACED Yeast Agar S00gm

- r«} CM-YEADSS Yeast Extract Agar S00gm

Classification of the above devices under Directive 98/79/EC: Annex lll. Other.Validity: This Declaration is made in
accordance with Article 9(1) of Directive 98/79/EC and is valid from the date shown below.
Date: 7" November 2014 Signed:

Director

e Ll Rapid Labs Limited

Rapid Labs Limited, Unit 2 & 2a, Hall Farm Business Centre, Little Bentley, Colchester, Essex, CO7 85D, U.K.
VAT reg. No: 932017848. Company registration number: 06519288




		2019-01-23T18:25:00+0200
	Moldova
	MoldSign Signature




