A
Medicines & Healthcare products
Regulatory Agency
10 South Colonnade
Canary Wharf

London E14 4PU
United Kingdom

Digitally signed by Olaru Victoria mhra.gov.uk

Date: 2022.06.24 12:10:02 EEST
Reason: MoldSign Signature
Location: Moldova

Certificate number: 2021032502196618/1
Order date: 25/03/2021

CFS Expiry date: 26/03/2026

Medicines and Healthcare products
Regulatory Agency

On behalf of the Secretary of State for Health and Social Care

CERTIFICATE OF FREE SALE FOR EXPORTATION OF MEDICAL PRODUCTS

It is hereby certified that, on the basis of information provided, the products named below
and detailed in the attached schedule (if applicable), which are manufactured by: Legal
Manufacturer: Cytocell Ltd, Oxford Gene Technology, 418 Cambridge Science Park, Milton
Road, CAMBRIDGE, Cambridgeshire, CB4 0PZ, England, United Kingdom, have been
affixed with the relevant conformity marking(s) e.g. UKCA, CE or CE UKNI mark under the in
vitro diagnostic Medical Devices Directive 98/79/EC as transposed into UK legislation (UK
Medical Devices Regulations 2002 S.I. No. 618, as amended) and therefore may be freely
sold in the United Kingdom (England, Scotland, Wales, Northern Ireland).

Please see attached schedule

Where appropriate, Certificates of Free Sale are issued as a service to UK exporters. A
Certificate of Free Sale should not be taken as a Government endorsement of any product
that is referred to on the certificate.

Yours sincerely,

Ngozi Onyeukwu

Certificate of Free Sale Administration Team
Signed on Behalf of MHRA



Certificate Reference: 2021032502196618/1

Ordered on: 26/03/2021

Directive/Regulation: in vitro diagnostic Medical Devices Directive 98/79/EC
Manufacturer Name: Cytocell Ltd
CFS Expiry Date: 26/03/2026

# Medical Device Name Model
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2 Lo Sunepnes Seecc | Lo 1a0s
13 13g14.3 Deletion Probe (10/5 | LPH 006 / LPH 006-S / LPH

/ 20 tests) 006-20

14 Probe (Green, Steats) | LPT13Q8
15 probe (Red. 5 teste) | LPT13QR
16 Probe (Green, S1eats) | LPT14Q6
1 probe (Red, 5 tosts) | LPT140R
18 15qgter Subtelomere Specific LPT 15QG

Probe (Green, 5 tests)




15qter Subtelomere Specific
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Probe (Red, 5 tests)




20pter Subtelomere Specific

41 Probe (Green, 5 tests) LPT 20PG
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2qgter Subtelomere Specific
51 Probe non-polymorphic clone LPT 02QNPG
(Green, 5 tests)
2qgter Subtelomere Specific
52 Probe non-polymorphic clone LPT 02QNPR
(Red, 5 tests)
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5pter Subtelomere Specific

62 Probe (Red, 5 tests) LPT OSPR
63 Probe (Groen. 5 testy | LPT 0506
64 Probe (Red, 5tests) | LPT OSQR
65 Probe (Green. 6 sty | LPT 06PC
66 Probe (Red, 515t | LT 06PR
67 probe (Green. 6 testty | LPT06QC
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8 Probe (Red, 8 tests) | LPTO9PR
” e oo sreon ¢ |teToves
> e s
81 Acro-P-Arm Probe (10 tests) LPE NOR
82 Acro-P-Arm Probe (5 tests) LPE NOR-S
83 ALK Breakapart Probe (10/5 LPS 019 / LPS 019-S

tests)




Alpha Satellite 12 Plus for CLL

LPH 069 / LPH 069-S / LPH

84 (10 /5 / 20 tests) 069-20
85 AML1 Breakapart Probe (10/5 | LPH 027 / LPH 027-S / LPH
/ 20 tests) 027-20
86 AML1/ETO Translocation, Dual | LPH 026 / LPH 026-S / LPH
Fusion Probe (10 /5/ 20 tests) | 026-20
Angelman (UBE3A/D15S10) i
87 Probe (10 / 5 tests) LPU 006 / LPU 006-S
38 Qicguarlus Tissue Pretreatment LPS 100
89 ATM Deletion Probe (10/5/20 | LPH 011 /LPH 011-S/ LPH
tests) 011-20
90 BCL2 Breakapart Probe (10/5 LPS 028 / LPS 028-S
tests)
91 BCL6 Breakapart Probe (10/5 | LPH 035/ LPH 035-S/LPH
/ 20 tests) 035-20
92 BCL6 Breakapart Probe (10/5 LPS 029 / LPS 029-S
tests)
BCR/ABL Plus Translocation,
93 Dual Fusion Probe (10/5/20 | tPH 038/LPH 038-S/LPH
038-20
tests)
94 BCR/ABL Translocation, Dual LPH 007 / LPH 007-S / LPH
Fusion Probe (10/5/ 20 tests) | 007-20
95 c-MET Amplification Probe (10 LPS 004 / LPS 004-S
/ 5 tests)
9 c-MYC Breakapart Probe (10/ | LPH 010/ LPH 010-S/LPH
5/ 20 tests) 010-20
CBFR/MYH11 Translocation,
97 Dual Fusion Probe (10/5 /20 LPH 022/ LPH 022-S / LPH
022-20
tests)
08 CCND1 Breakapart Probe (10 / LPS 030 / LPS 030-S
5 tests)
99 CHOP Breakapart Probe (10 / LPS 015 / LPS 015-S
5 tests)
Chromosome 1 Classical
100 Satellite Probe (Green, 5 tests) LPE 001G
Chromosome 1 Classical
101 Satellite Probe (Red, 5 tests) | - = 00IR
Chromosome 10 Alpha Satellite
102 Probe (Green, 5 tests) LPE 010G
Chromosome 10 Alpha Satellite
103 Probe (Red, 5 tests) LPE O10R
104 Chromosome 11 Alpha Satellite LPE 011G

Probe (Green, 5 tests)




Chromosome 11 Alpha Satellite

105 Probe (Red, 5 tests) LPE 011R
100 brabe (Blue, 10 tests) | LPE 0128
il rabe (Green, & texisy - | LPE 012G
108 g:gg;nzasggn% %gs{g\sl?ha satellite | | e 019R
10 rabe (Green, 5 textsy - | LPE 015G
110 ggggnﬁsggn% is/;l?ha satellite | | oe 01en
H rone (Groon. 5 oy e | LPE 016
112 g:gg;n?sggn% %Ss?\sl?ha satellite | | e 016R
113 ggg;n?le?gel%)Ytgg;a satellite | | oe 017p
114 gggén?é?en;ﬁ ’157tlglsri2)a satellite | | e 017G
115 gggéﬂ?sggn% %Zs/ggaha satellite | | oe 0175
e brobe (Green, 5 tes) | | LPE 018G
117 gggén?sg?es %sztxsl?ha satellite | | oe o1aR
e brabe (Green, 5 testg) | LPE 002G
119 gpgg;n?sggn% zteAsltpS);]a satellite | | be goor
2 brobe (Green, 5 tes) | LPE 020G
121 grfgg;nzvsggn% %2s¢;§)ha satellite | | o 0o0R
i brobe (Green, 5 testg) | LPE 003G
123 gp;g;n?sggn% CieAsltz;]a satellite | | be goar
12 robe (Greom. 5 teatg) | LPE 004G
125 grhorg;nzvsgénes 4:6/212;161 satellite | | 5e gosr
126 Chromosome 5 Alpha Satellite LPE 005G

Probe (Green, 5 tests)




Chromosome 5 Alpha Satellite

e Probe (Red, 5 tests) LPE 005R
0 Probe (Green. 5 ) | LPE 006G
129 g:gg;nzasggn% ?eéltz?a satellite | | b goeR
0 Probe (Green, 5 tbst) | LPE 007G
131 grflgg;n?sggn% 7teAs|th);]a satellite | | b gg7R
12 probe (Blue, 10009 | LPE 0088
e Probe (Green. 5 st | LPE 008G
134 g:gg;n?nggn% 8teAS|t|Z;1a satelite | | e 008R
e Satelite probe (Green. 5 tests) | PE 009G
e Satelite probe (Red, 5 tests) | LPE 009R
Chromosome X Alpha and Y
137 Alpha Satellite Probes (10 LPE OXYc
tests)
Chromosome X Alpha and Y
138 Classical Satellite Probes (10 LPE 0XYq
tests)
P probe (Green, Steaty) | LPEOXG
140 gporg;ngsggn% >t<££)ha satellite | | e oy
- probe (Green, 5 tosts) | LPEOYCG
142 grfgg;n?sggn% \t(elgigya satellite | | e over
- Satelite probe (Green. stests) | LPE 0YaC
- Satalte Probe (Red. 5 asts) | LPE OYaR
e Satelite Probe (Green, 5tosts) | LPE 0136
e Satelite probe (Red, 6 esi) | P 0137
147 Chromosomes 14/22 Alpha LPE 014G

Satellite Probe (Green, 5 tests)




Chromosomes 14/22 Alpha

148 Satellite Probe (Red, 5 tests) LPE 014R
CKS1B/CDKN2C (P18)

149 Amplification/Deletion Probe Ic‘)gg'zogg /'LPH 039-S /LPH
(10/5/ 20 tests)

150 CLL Plus Screening Panel (10 / LPH 087 / LPH 087-S
5 tests)

151 CLL PROFILER (10/57/20 LPH 067 / LPH 067-S / LPH
tests) 067-20
Cri-Du-Chat/SOTOS Probe

152 Combination (10 / 5 tests) LPU 013/1LPU 013-S

153 D13S25 Deletion Probe (10/5 | LPH 043 /LPH 043-S/ LPH
/ 20 tests) 043-20

154 D13S319 Plus Deletion Probe LPH 068 / LPH 068-S / LPH
(10/57/ 20 tests) 068-20
D13S319/13qter/12cen

155 Deletion, Enumeration Probe 85?20536 /'LPH 066-S / LPH
(10/5/ 20 tests)
DAPI Antifade ES (0.125ug/ml,

156 500u / 1000y vial) DES500L / DES1000L

157 Del (20q) Deletion Probe (10/ | LPH 020 /LPH 020-S/LPH
5/ 20 tests) 020-20

158 Del (5q) Deletion Probe (10/5 | LPH 024/ LPH 024-S / LPH
/ 20 tests) 024-20

159 Del (7q) Deletion Probe (10/5 | LPH 025/ LPH 025-S/ LPH
/ 20 tests) 025-20

160 DiGeorge Il (10p14) Probe (10 / LPU 015 / LPU 015-S
5 tests)
DiGeorge TBX1 + 22g13.3

161 Deletion Probe Combination LPU 014 /LPU 014-S
(10 /5 tests)
DiGeorge/VCFS N25 + 22g13.3

162 Deletion Probe Combination LPU 010/LPU 010-S
(10 /5 tests)
DiGeorge/VCFS TUPLEL +

163 22q13.3 Deletion Probe LPU 004 / LPU 004-S
Combination (10 / 5 tests)

164 E2A Breakapart Probe (10/5/ | LPH 019/LPH 019-S/LPH
20 tests) 019-20
E2A/PBX1 Plus Translocation,

165 Dual Fusion Probe (10/5/20 | PH 080/LPH080-S/LPH

080-20

tests)

166 E2A/PBX1 Translocation, Dual | LPH 079 /LPH 079-S/LPH

Fusion Probe (10/5/ 20 tests)

079-20




EGFR Amplification Probe (10 /

167 LPS 003/ LPS 003-S
5 tests)

168 EML4 Breakapart Probe (10/5 LPS 020 / LPS 020-S
tests)

169 EVI1 Breakapart Probe (10/5/ | LPH 036 / LPH 036-S / LPH
20 tests) 036-20

170 EWSR1 Breakapart Probe (10 / LPS 006 / LPS 006-S
5 tests)
EWSRI1/ERG Translocation,

171 Dual Fusion Probe (10/5 LPS 008 / LPS 008-S
tests)
FAST FISH Prenatal 13 and 21

172 Enumeration Probe kit (10 /5 LPF 003/ LPF 003-S
tests)
FAST FISH Prenatal

173 Enumeration Probe kit (10/5/ l(‘)gfgg% S;E'Bgfng /'LPF
30/ 50 tests)
FAST FISH Prenatal X, Y and

174 18 Enumeration Probe kit (10/ | LPF 002/ LPF 002-S
5 tests)
FAST PML/RARa

175 Translocation, Dual Fusion lc‘)grzogél /LPH 064-5/LPH
Probe (10/5/ 20 tests)
FGFR1

176 Breakapart/Amplification Probe | LPS 018/ LPS 018-S
(10 /5 tests)
FIP1L1/CHIC2/PDGFRA

177 Deletion/Fusion Probe (10 /5 / LPH 032 /LPH 032-S / LPH

032-20

20 tests)
FLIZ/EWSR1 Translocation,

178 Dual Fusion Probe (10/5 LPS 007 / LPS 007-S
tests)

179 FOXO1 Breakapart Probe (10 / LPS 049 / LPS 049-S
5 tests)

180 FUS Breakapart Probe (10/5 LPS 050 / LPS 050-S
tests)

181 HER2 Amplification Probe (10 / LPS 001 / LPS 001-S
5 tests)

182 HER2 Amplification Probe (50 LPS 001-50
tests)
Hybridisation Solution B (500l

183 / 1000yl vial) HB500L / HB1000L

184 IGH Breakapart Probe (10/5/ | LPH 014 /LPH 014-S/LPH

20 tests)

014-20




IGH Breakapart Probe (10 /5

185 LPS 032/ LPS 032-S
tests)
186 IGH Plus Breakapart Probe (10 | LPH 070 /LPH 070-S/LPH
/5120 tests) 070-20
IGH/BCL2 Plus Translocation,
187 Dual Fusion Probe (10/5/ 20 LPH 071 /LPH 071-S / LPH
071-20
tests)
188 IGH/BCL2 Translocation, Dual LPH 018/ LPH 018-S/ LPH
Fusion Probe (10/5/ 20 tests) | 018-20
IGH/BCL2 Translocation, Dual
189 Fusion Probe (10 /5 tests) LPS 033/1PS 033-5
IGH/c-MYC Plus Translocation,
190 Dual Fusion Probe (10/5/20 LPH 076 /LPH 076-S / LPH
076-20
tests)
191 IGH/c-MYC Translocation, Dual | LPH 041 / LPH 041-S / LPH
Fusion Probe (10/5/ 20 tests) | 041-20
IGH/CCND1 Plus
192 Translocation, Dual Fusion 85520072 /LPH072-5 /LPH
Probe (10/5/ 20 tests)
IGH/CCND1 Translocation,
193 Dual Fusion Probe (10/5/20 LPH 021 /LPH 021-S/LPH
021-20
tests)
IGH/CCND1 Translocation,
194 Dual Fusion Probe (10/5 LPS 031/ LPS 031-S
tests)
IGH/CCND3 Plus
195 Translocation, Dual Fusion 55;20075 /LPH075-S/LPH
Probe (10/5/ 20 tests)
IGH/CCND3 Translocation,
196 Dual Fusion Probe (10/5 /20 LPH 040/ LPH 040-S / LPH
040-20
tests)
IGH/FGFR3 Plus
197 Translocation, Dual Fusion lc‘)srzoom /LPH074-S/LPH
Probe (10/5/ 20 tests)
IGH/FGFR3 Translocation,
198 Dual Fusion Probe (10/5 /20 LPH 030 /LPH 030-S / LPH
030-20
tests)
IGH/MAF Plus v2
199 Translocation, Dual Fusion LPH 108 / LPH 108-S
Probe (10 / 5 tests)
IGH/MAF v2 Translocation,
200 Dual Fusion Probe (10/5 LPH 101 /LPH 101-S
tests)
IGH/MAFB Plus Translocation,
201 Dual Fusion Probe (10/5/ 20 LPH 077 /LPH 077-S / LPH

tests)

077-20




IGH/MAFB Translocation, Dual

LPH 044 / LPH 044-S / LPH

202 Fusion Probe (10/5/ 20 tests) | 044-20
IGH/MALTL1 Translocation,

203 Dual Fusion Probe (10/5 LPS 034/ LPS 034-S
tests)
IGH/MYC Translocation, Dual

204 Fusion Probe (10 / 5 tests) LPS 035/LPS 035-S
IGH/MYEQV Plus

205 Translocation, Dual Fusion Ic‘)sgzogg /'LPH 078-S / LPH
Probe (10/5/ 20 tests)
IGH/MYEQV Translocation,

206 Dual Fusion Probe (10/5/20 | tPH 045/LPH 045-S/LPH

045-20

tests)

207 IGK Breakapart Probe (10/5/ | LPH 034 /LPH 034-S/LPH
20 tests) 034-20

208 IGK Breakapart Probe (10/5 LPS 038 / LPS 038-S
tests)

209 IGL Breakapart Probe (10/5/ | LPH 033 /LPH 033-S/LPH
20 tests) 033-20

210 IGL Breakapart Probe (10 /5 LPS 039 / LPS 039-S
tests)
Kallmann (KAL1)/STS Probe i

211 Combination (10 / 5 tests) LPU 016 /LPU 016-S
MALT1 Breakapart Probe (10 /

212 5 tests) LPS 017/ LPS 017-S

213 MDM2 Amplification Probe (10 LPS 016 / LPS 016-S
/ 5 tests)

214 MLL Breakapart Probe (10/5/ | LPH 013 /LPH 013-S/LPH
20 tests) 013-20

215 MLL/AFF1 Translocation, Dual | LPH 081 /LPH 081-S/LPH
Fusion Probe (10/5/ 20 tests) | 081-20

216 MYB Deletion Probe (10/5/ LPH 016 / LPH 016-S / LPH
20 tests) 016-20

217 MYC Breakapart Probe (10 /5 LPS 027 / LPS 027-S
tests)

218 N-MYC Amplification Probe (10 LPS 009 / LPS 009-S
/ 5 tests)

219 P16 Deletion Probe (10/5/20 | LPH 009 /LPH 009-S/LPH
tests) 009-20

220 P16 Deletion Probe (10/5 LPS 036 / LPS 036-S
tests)

221 P53 Deletion Probe (10/5/20 | LPH 017 /LPH 017-S/LPH

tests)

017-20




P53 Deletion Probe (10/5

222 LPS 037 / LPS 037-S
tests)

293 P53/ATM Probe Combination LPH 052 / LPH 052-S / LPH
(10/57/ 20 tests) 052-20

224 PAX3 Breakapart Probe (10/5 LPS 012 / LPS 012-S
tests)

295 PAX7 Breakapart Probe (10/5 LPS 013 / LPS 013-S
tests)

296 PDGFRB Breakapart Probe (10 | LPH 031/ LPH 031-S / LPH
/5720 tests) 031-20

297 PML/RARa Translocation, Dual | LPH 023 /LPH 023-S/LPH
Fusion Probe (10/5/ 20 tests) | 023-20
Prader-Willi/Angelman

228 (SNRPN) Probe (10 / 5 tests) LPU 005 /LPU 005-S
Prenatal 13 and 21

229 Enumeration Probe kit (10 /5 LPA 003/ LPA 003-S
tests)
Prenatal 13, 18 and 21

230 Enumeration Probe kit (10 /5 LPA 005/ LPA 005-S
tests)
Prenatal 18 Enumeration Probe

231 it (10 / 5 tests) LPA 004 / LPA 004-S

232 Prenatal Enumeration Probe kit | LPA 001/ LPA 001-S/ LPA
(10/5/30/50 tests) 001-30/ LPA 001-50
Prenatal X, Y and 18

233 Enumeration Probe kit (10 /5 LPA 002 / LPA 002-S
tests)

234 RARa Breakapart Probe (10/5 | LPH 065/ LPH 065-S / LPH
/ 20 tests) 065-20

235 RB1 Deletion Probe (10/5/20 | LPS011/LPS 011-S/LPS
tests) 011-20

236 RET Breakapart Probe (10/5 LPS 045 / LPS 045-S
tests)

237 ROS1 Breakapart Probe (10 /5 LPS 022 / LPS 022-S
tests)
ROS1 Plus Breakapart Probe

238 (10 / 5 tests) LPS 046 / LPS 046-S
Saethre-Chotzen/Williams-

239 Beuren Probe Combination (10 | LPU 024 / LPU 024-S
/ 5 tests)

240 SHOX Probe (10 / 5 tests) LPU 025/ LPU 025-S
Smith-Magenis (RAI1)/Miller-

241 Dieker Probe Combination (10/ | LPU 019/ LPU 019-S

5 tests)




SRD (CHDS5) Deletion Probe

242 (105 tests) LPS 010/ LPS 010-S
243 SRY Probe (10 /5 tests) LPU 026 / LPU 026-S
244 tSe\'(s;I'S)Breakapart Probe (10/5 LPS 014 / LPS 014-S
245 TCL1 Breakapart Probe (10/5 | LPH 046/ LPH 046-S /LPH
/ 20 tests) 046-20
246 TCRAD Breakapart Probe (10/ | LPH 047 / LPH 047-S / LPH
5/ 20 tests) 047-20
047 TCRB Breakapart Probe (10/5 | LPH 048 / LPH 048-S / LPH
/ 20 tests) 048-20
248 TEL_/AMLl Translocation, Dual | LPH 012 /LPH 012-S/LPH
Fusion Probe (10/5/ 20 tests) | 012-20
249 TeloMark Kit (10 / 5 tests) LPT MRK / LPT MRK-S
250 TeloMark Mix 01 (10 / 5 tests) LPT MRKO1 / LPT MRKO1-S
251 TeloMark Mix 02 (10 / 5 tests) LPT MRKO2 / LPT MRKO02-S
252 TeloMark Mix 03 (10 / 5 tests) LPT MRKO3 / LPT MRKO03-S
253 TeloMark Mix 04 (10 / 5 tests) LPT MRKO4 / LPT MRKO04-S
254 TeloMark Mix 05 (10 / 5 tests) LPT MRKO5 / LPT MRKO5-S
255 TeloMark Mix 06 (10 / 5 tests) LPT MRKO6 / LPT MRKO06-S
256 TeloMark Mix 07 (10 / 5 tests) LPT MRKO7 / LPT MRKO7-S
257 TeloMark Mix 08 (10 / 5 tests) LPT MRKO8 / LPT MRKO08-S
258 TeloMark Mix 09 (10 / 5 tests) LPT MRKO9 / LPT MRKO09-S
259 TeloMark Mix 10 (10 / 5 tests) LPT MRK10 / LPT MRK10-S
260 TeloMark Mix 11 (10 / 5 tests) LPT MRK11 /LPT MRK11-S
261 TeloMark Mix 12 (10 / 5 tests) LPT MRK12 / LPT MRK12-S
262 TeloMark Mix 13 (10 / 5 tests) LPT MRK13/LPT MRK13-S
263 TeloMark Mix 14 (10 / 5 tests) LPT MRK14 / LPT MRK14-S
264 TeloMark Mix 15 (10 / 5 tests) LPT MRK15/ LPT MRK15-S
265 TLX1 Breakapart Probe (10/5 | LPH 049 /LPH 049-S/LPH
/ 20 tests) 049-20
266 TLX3 Breakapart Probe (10/5 | LPH 050/ LPH 050-S / LPH
/ 20 tests) 050-20
TMPRSS2/ERG
267 Deletion/Breakapart Probe (10/ | LPS 021/ LPS 021-S
5 tests)
268 ;%Eiﬁgﬁ%ﬁf;g‘)’”/ Deletion 1 ps 002/ LPs 002-5
269 Williams-Beuren Probe (10/5 LPU 011 / LPU 011-S

tests)




Wolf-Hirschhorn (WHSCR)

270 Probe (10 / 5 tests) LPU 009 / LPU 009-S
At Suclomere SPeS | Lp xvpG
e Sumeners Seecic | Lpr xyp
e SubieomereSPesie | LpT v
e Subielomers SPecfc | Lp1 xvoR
275 ZNF217 Amplification Probe LPS 005 / LPS 005-S

(10 /5 tests)

End of Schedule. No additional information past this point.
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