URGENT MEDICAL DEVICE ~ GEfeattare
CORRECTION Tirat Ha Carmel, 30200, Israel

December 18, 2022 GEHC Ref. # 40901

To: Director of Clinical/Radiology
Risk Manager/Hospital Administrator
Director of Biomedical Engineering

RE: GE Healthcare requests STOP USE of certain Nuclear Medicine 600/800 series systems until
inspected

This document contains important information for your product. Please ensure all potential
Users in your facility are made aware of this safety notification and actions.
Please retain this document for your records.

Safety For certain Nuclear Medicine systems (see Affected Product Details and Appendix),

Issue GE Healthcare has become aware that a mitigation may not be correctly
implemented. If this is the case, the detector can fall leading to life-threatening bodily
injury.

There have been no injuries reported as a result of this issue.

Actions GE Healthcare asks that you STOP USE of your Nuclear Medicine system, if your
to be system is listed in the Affected Product Details and Appendix of this letter, until an
taken by jnspection of your system is completed by GE Healthcare and you have been

/Customer provided with a letter indicating the system can be returned to clinical use.
User

Please complete the attached Urgent Medical Device Correction Letter
Acknowledgement Response form and send to Recall.40901@ge.com

Affected The impacted Nuclear Medicine 600/800 Series systems are Brivo 615, Discovery

Product NM 630, Optima 640, Discovery NM/CT 670 DR, Discovery NM/CT 670 ES,

Details Discovery NM/CT 670 Pro, Discovery NM/CT 670 CZT, NM 830, NM 830 ES, NM/CT
850, NM/CT 850 ES, NM/CT 860, NM/CT 860 ES, NM/CT 870 CZT, NM/CT 870 DR,
NM/CT 870 ES

Please refer to the Appendix for a list of impacted systems. To locate the serial
number of your system, please contact your local Service Representative or find the
serial number on the rating plate label which is on the lower left of your Nuclear
Medicine gantry:

[5n ] ser. No. ERRRRRRRR,

¢o] Manutactured: BRI

‘MontvYYYY

Vnom: 3N ~ 380/400/420/440/460/480V
P Momentary: 90 kVA, 0.85 pf
P Continuous: 22 kVA

Frequency: 50/60 Hz
Class I G k

aaal OF MEDICAL SYSTEMS, ISRAEL
FUNCTIONAL IMAGING
4 Hayozma Street
TIRAT HACARMEL, 30200 ISRAEL
5482652EN

Product GE Healthcare will correct all affected products at no cost to you. GE Healthcare
Correction  will inspect your system to ensure that the appropriate mitigation is correctly
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implemented to address this potential life-threatening concern. A GE Healthcare
representative will contact you to arrange for this correction.

Contact If you have any questions or concerns regarding this notification, please contact
Information GE Healthcare Service at 1-800-437-1171 or your local Service Representative.

Please be assured that maintaining a high level of safety and quality is our highest priority. If you have
any questions, please contact us immediately per the contact information above.

Sincerely,

Laila Gurney Helena Haukilehto
Chief Quality & Regulatory Officer Medical Director
GE Healthcare GE Healthcare

GEHC Ref# 40901 Page 2 of 10



GE Healthcare

GEHC Ref. #40901

URGENT MEDICAL DEVICE CORRECTION ACKNOWLEDGEMENT
RESPONSE REQUIRED

Please complete this form and return it to GE Healthcare promptly upon receipt and no later than
30 days from receipt. This will confirm receipt and understanding of the Urgent Medical Device
Correction Letter.

*Customer/Consignee
Name:

Street Address:

City/State/ZIP/Country:

*Customer Email Address:

*Customer Phone Number:

We acknowledge that we have stopped use of the affected Nuclear Medicine system
and will not resume use until an inspection is completed by GE Healthcare. We

|:| acknowledge receipt and understanding of the accompanying Urgent Medical Device
Correction Letter, and that we have informed appropriate staff and have taken and
will take appropriate actions in accordance with that Notification.

Please provide the name of the individual with responsibility who completed this form.

Signature:

*Printed Name:

*Title:

*Date (DD/MM/YYYY):

*Indicates Mandatory Fields

Please return completed form by scanning or taking a photo of the completed form and email
to: Recall.40901@ge.com
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Appendix - Serial Numbers Impacted by FMI Ref 40901

21128 63GX50009 63GX50053 63GY50094 63GZ50135
22404 63GX50010 63GX50054 63GY50095 63GZ50136
26043 63GX50011 63GX50055 63GY50096 63GZ50137
27053 63GX50012 63GX50056 63GY50097 63GZ50138
NT2PG1800001 63GX50013 63GX50057 63GY50098 63GZ50139
NT3AG1900004 63GX50014 63GX50058 63GY50099 63GZ50140
NT3AG1900005 63GX50015 63GX50059 63GY50100 63GZ50141
NT3AG1900015 63GX50016 63GX50060 63GY50101 63GZ50142
NT3AG2000004 63GX50017 63GX50061 63GY50102 63GZ50143
NT3AG2200003 63GX50018 63GX50062 63GY50103 63GZ50144
NT3DG2100005 63GX50019 63GX50063 63GY50104 63GZ50145
NT3DG2100016 63GX50020 63GX50064 63GY50105 63GZ50146
00000589470GE4 63GX50021 63GX50065 63GY50106 63GZ50147
0000063GX50023 63GX50022 63GX50066 63GY50107 63GZ50148
0000063GX50036 63GX50024 63GY50067 63GY50108 63GZ50149
0000063GX50048 63GX50025 63GY50068 63GY50109 63GZ50150
00000860Y62018 63GX50026 63GY50069 63GY50110 63GZ50151
00000860262033 63GX50027 63GY50070 63GY50111 63GZ50152
00000870X64014 63GX50028 63GY50071 63GY50112 64GX51001
00000870Y64035 63GX50029 63GY50072 63GY50113 64GY51002
00000870Y64054 63GX50030 63GY50073 63GY50114 64GY51003
00000870Y64060 63GX50031 63GY50074 63GY50115 64GY51004
00000870264139 63GX50032 63GY50075 63GY50116 64GY51005
00000870264147 63GX50033 63GY50076 63GY50117 64GY51006
00000DRGX56017 63GX50034 63GY50077 63GY50118 64GY51007
00000DRGZ56042 63GX50035 63GY50078 63GY50119 64GY51008
1061000216301/15 63GX50037 63GY50079 63GY50120 64GY51009
1972734 63GX50038 63GY50080 63GY50121 64GY51011
1973098 63GX50039 63GY50081 63GY50122 64GY51012
63GA50153 63GX50040 63GY50082 63GY50123 64GY51013
63GA50154 63GX50041 63GY50083 63GY50124 64GY51014
63GA50155 63GX50042 63GY50084 63GY50125 64GY51015
63GB50164 63GX50043 63GY50085 63GY50126 64GY51016
63GX50001 63GX50044 63GY50086 63GY50127 64GY51017
63GX50002 63GX50045 63GY50087 63GY50128 64GY51018
63GX50003 63GX50046 63GY50088 63GY50129 64GY51019
63GX50004 63GX50047 63GY50089 63GY50130 64GY51020
63GX50005 63GX50049 63GY50090 63GY50131 64GY51021
63GX50006 63GX50050 63GY50091 63GZ50132 64GY51022
63GX50007 63GX50051 63GY50092 63GZ50133 64GY51023
63GX50008 63GX50052 63GY50093 63GZ50134 64GY51024
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64GY51025 830A60305 830X60025 830Y60067 830Y60108
64GZ51026 830A60306 830X60026 830Y60068 830Y60109
64GZ51027 830A60307 830X60027 830Y60069 830Y60110
64GZ51028 830A60308 830X60028 830Y60070 830Y60111
64GZ51029 830A60309 830Y60029 830Y60071 830Y60112
64GZ51030 830A60310 830Y60030 830Y60072 830Y60113
64GZ51031 830A60311 830Y60032 830Y60073 830Y60114
830A60271 830A60334 830Y60033 830Y60074 830Y60115
830A60272 A60343830 830Y60034 830Y60075 830Y60116
830A60273 B60393830 830Y60035 830Y60076 830Y60117
830A60274 B60417830 830Y60036 830Y60077 830Y60118
830A60275 B60420830 830Y60037 830Y60078 830Y60119
830A60276 B60437830 830Y60038 830Y60079 830Y60120
830A60277 B60438830 830Y60039 830Y60080 830Y60121
830A60278 830B60455 830Y60040 830Y60081 830Y60122
830A60279 830B60456 830Y60041 830Y60082 830Y60123
830A60280 830B60457 830Y60042 830Y60083 830Y60124
830A60281 830X60001 830Y60043 830Y60084 830Y60125
830A60282 830X60002 830Y60044 830Y60085 830Y60126
830A60283 830X60003 830Y60045 830Y60086 830Y60127
830A60284 830X60004 830Y60046 830Y60087 830Y60128
830A60285 830X60005 830Y60047 830Y60088 830Y60129
830A60286 830X60006 830Y60048 830Y60089 830Y60130
830A60287 830X60007 830Y60049 830Y60090 830Y60131
830A60288 830X60008 830Y60050 830Y60091 830Y60132
830A60289 830X60009 830Y60051 830Y60092 830Y60133
830A60290 830X60010 830Y60052 830Y60093 830Y60134
830A60291 830X60011 830Y60053 830Y60094 830Y60135
830A60292 830X60012 830Y60054 830Y60095 830Y60136
830A60293 830X60013 830Y60055 830Y60096 830Y60137
830A60294 830X60014 830Y60056 830Y60097 830Y60138
830A60295 830X60015 830Y60057 830Y60098 830Y60140
830A60296 830X60016 830Y60058 830Y60099 830Y60141
830A60297 830X60017 830Y60059 830Y60100 830Y60142
830A60298 830X60018 830Y60060 830Y60101 830Y60143
830A60299 830X60019 830Y60061 830Y60102 830Y60144
830A60300 830X60020 830Y60062 830Y60103 830Y60145
830A60301 830X60021 830Y60063 830Y60104 830Y60146
830A60302 830X60022 830Y60064 830Y60105 830Y60147
830A60303 830X60023 830Y60065 830Y60106 830260148
830A60304 830X60024 830Y60066 830Y60107 830260149
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830260150 830260191 830260232 83EA88008 850Y61016
830260151 830260192 830260233 83EA88009 850Y61017
830260152 830260193 830260234 83EA88010 850Y61018
830260153 830260194 830260235 EB8802083 850Y61019
830260154 830260195 830260236 83EB88021 850Y61020
830260155 830260196 830260237 83EZ88001 850Y61021
830260156 830260197 830260238 83EZ88002 850Y61022
830260157 830260198 830260239 83EZ88003 850Y61023
830260158 830260199 830260240 83EZ88004 850Y61024
830260159 830260200 830260241 83EZ88005 850Y61025
830260160 830260201 830260242 850A61062 850Y61026
830260161 830260202 830260243 850A61063 850261027
830260162 830260203 830260244 850A61064 850261029
830260163 830260204 830260245 850A61065 850261030
830260164 830260205 830260246 850A61066 850261031
830260165 830260206 830260247 850A61067 850261032
830260166 830260207 830260248 850A61068 850261033
830260167 830260208 830260249 850A61069 850261034
830260168 830260209 830260250 850A61070 850261035
830260169 830260210 830260251 850A61071 850261036
830260170 830260211 830260252 850A61072 850261037
830260171 830260212 830260253 850A61073 850261038
830260172 830260213 830260254 850A61074 850261039
830260173 830260214 830260255 850A61075 850261040
830260174 830260215 830260256 850A61076 850261041
830260175 830260216 830260257 B61100850 850261042
830260176 830260217 830260258 B61103850 850261043
830260177 830260218 830260259 850X61001 850261044
830260178 830260219 830260260 850X61002 850261045
830260179 830260220 830260261 850X61004 850261046
830260180 830260221 830260262 850X61005 850261047
830260181 830260222 830260263 850Y61006 850261048
830260182 830260223 830260264 850Y61007 850261049
830260183 830260224 830260265 850Y61008 850261051
830260184 830260225 830260266 850Y61009 850261052
830260185 830260226 830260267 850Y61010 850261053
830260186 830260227 830260268 850Y61011 850261054
830260187 830260228 830260269 850Y61012 850261055
830260188 830260229 830260270 850Y61013 850261056
830260189 830260230 83EA88006 850Y61014 850261057
830260190 830260231 83EA88007 850Y61015 850261058
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850261059 85EY67036 860A62063 860262041 B64245870
850261060 85EY67037 860A62064 860262042 B64274870
850261061 85EY67038 860A62065 860262043 B64288870
85EA67063 85EY67039 B62102860 860262044 B64294870
85EAG7064 85EY67040 B62118860 860262045 B64304870
85EA67065 85EY67041 860X62001 860262046 870X64001
85EAG7066 85EY67042 860X62002 860262047 870X64002
85EX67001 85EY67043 860X62003 86EA76002 870X64003
85EX67002 85EY67044 860Y62004 86EA76003 870X64004
85EX67003 85EY67045 860Y62005 86EA76004 870X64005
85EX67004 85EY67046 860Y62006 86EZ76001 870X64007
85EX67005 85EY67047 860Y62007 870A64152 870X64008
85EX67006 85EY67048 860Y62009 870A64153 870X64009
85EX67007 85EY67049 860Y62010 870A64154 870X64010
85EX67008 85EY67050 860Y62011 870A64155 870X64011
85EX67009 85EZ67051 860Y62012 870A64156 870X64012
85EX67010 85EZ67052 860Y62013 870A64157 870X64013
85EX67011 85EZ67053 860Y62014 870A64158 870X64015
85EX67012 85EZ67054 860Y62015 870A64159 870X64016
85EX67013 85EZ67055 860Y62016 870A64160 870X64017
85EX67014 85EZ67056 860Y62017 870A64161 870X64019
85EX67016 85EZ67057 860Y62019 870A64162 870X64020
85EX67017 85EZ67058 860Y62020 870A64163 870X64021
85EX67018 85EZ67059 860Y62021 870A64164 870X64022
85EX67019 85EZ67060 860Y62022 870A64165 870X64023
85EX67020 85EZ67061 860Y62023 870A64166 870X64024
85EX67021 85EZ67062 860Y62024 870A64168 870X64025
85EX67022 860A62048 860Y62025 870A64169 870X64026
85EX67023 860A62049 860262026 870A64170 870X64027
85EX67024 860A62050 860262027 870A64171 870X64028
85EY67015 860A62052 860262028 870A64172 870X64029
85EY67025 860A62053 860262030 870A64173 870X64030
85EY67026 860A62054 860262031 870A64174 870X64031
85EY67027 860A62055 860262032 870A64175 870X64032
85EY67028 860A62056 860262034 870A64176 870Y64033
85EY67030 860A62057 860262035 870A64177 870Y64034
85EY67031 860A62058 860262036 870A64179 870Y64036
85EY67032 860A62059 860262037 870A64180 870Y64037
85EY67033 860A62060 860262038 A64186870 870Y64038
85EY67034 860A62061 860262039 870A64201 870Y64039
85EY67035 860A62062 860262040 870B64224 870Y64040
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870Y64041 870Y64084 870264127 87CX63014 87EAT7011

870Y64042 870Y64085 870264128 87CX63015 87EZ77001

870Y64043 870Y64086 870264129 87CY63016 87EZ77002
870Y64044 870Y64087 870264130 87CY63017 87EZ77003
870Y64045 870Y64088 870264131 87CY63018 87EZ77004
870Y64046 870Y64089 870264132 87CY63019 87EZ77005
870Y64047 870Y64090 870264133 87CY63020 87EZ77006
870Y64048 870Y64091 870264134 87CY63021 87EZ77007
870Y64049 870Y64092 870264135 87CY63022 87EZ77008
870Y64050 870Y64094 870264136 87CY63023 8BBB30001

870Y64051 870Y64095 870264137 87CY63024 8BBB30002
870Y64052 870Y64096 870264138 87CY63025 8BCB40001

870Y64053 870Y64097 870264140 87CY63026 CZGA55003
870Y64055 870264098 870264141 87CY63027 CZGA55004
870Y64056 870264099 870264142 87CY63028 CZGY55001
870Y64057 870264101 870264143 87CY63029 CZGZ55002
870Y64058 870264102 870264144 87CY63030 DRGX56001
870Y64059 870264103 870264145 87CY63031 DRGX56002
870Y64061 870264104 870264146 87CY63032 DRGX56003
870Y64062 870264105 870264148 87CY63033 DRGX56004
870Y64063 870264106 870264149 87CY63034 DRGX56005
870Y64064 870264107 870264150 87CY63035 DRGX56006
870Y64065 870264108 870264151 87CY63036 DRGX56007
870Y64066 870264109 87CA63053 87CY63037 DRGX56008
870Y64067 870264110 87CA63054 87CY63038 DRGX56009
870Y64068 870264111 87CA63055 87CZ63039 DRGX56010
870Y64069 870264112 87CA83001 87CZ63040 DRGX56011
870Y64070 870264113 87CA83004 87CZ63041 DRGX56012
870Y64071 870264114 87CX63001 87CZ63042 DRGX56014
870Y64072 870264115 87CX63002 87CZ63043 DRGX56015
870Y64073 870264116 87CX63003 87CZ63044 DRGX56016
870Y64074 870264117 87CX63004 87CZ63045 DRGX56018
870Y64075 870264118 87CX63005 87CZ63046 DRGX56019
870Y64076 870264119 87CX63006 87CZ63047 DRGX56020
870Y64077 870264120 87CX63007 87CZ63048 DRGX56021
870Y64078 870264121 87CX63008 87CZ63049 DRGX56022
870Y64079 870264122 87CX63009 87CZ63050 DRGX56023
870Y64080 870264123 87CX63010 87CZ63051 DRGY56024
870Y64081 870264124 87CX63011 87CZ63052 DRGY56026
870Y64082 870264125 87CX63012 87EAT77009 DRGY56027
870Y64083 870264126 87CX63013 87EAT77010 DRGY56028
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DRGY56029 NT2PG 1900005 NT3AG1900018 NT3AG2200010 NT3CG2200002
DRGY56030 NT2PG1900006 NT3AG2000001 NT3AG2200011 NT3CG2200003
DRGY56032 NT2PG1900007 NT3AG2000002 NT3AG2200012 NT3CG2200004
DRGY56033 NT2PG1900008 NT3AG2000003 NT3AG2200013 NT3DG1800001
DRGY56034 NT2PG1900009 NT3AG2000005 NT3AG2200014BH | NT3DG1800002BH
DRGY56035 NT2PG1900010 NT3AG2000005BH NT3AG2200015 NT3DG1800003BH
DRGY56036 NT2PG1900011 NT3AG2000006 NT3AG2200016 NT3DG1900001
DRGY56037 NT2PG1900012 NT3AG2000008 NT3BG1900001BH NT3DG1900002
DRGY56038 NT2PG2000001BH NT3AG2000009 NT3BG 1900002 NT3DG1900003
DRGZ56039 NT2QG1800001 NT3AG2000010 NT3BG1900003BH NT3DG1900004
DRGZ56040 NT2QG1900001 NT3AG2000011 NT3BG2000001 NT3DG1900004BH
DRGZ56041 NT2QG1900002 NT3AG2000012 NT3BG2000002 NT3DG1900005
DRGZ56042 NT2QG1900003 NT3AG2000013 NT3BG2000003 NT3DG1900005BH
DRGZ56043 NT2QG2000001 NT3AG2000015 NT3BG2000004 NT3DG1900006BH
DRGZ56044 NT2QG2000002BH NT3AG2000016 NT3BG2100001 NT3DG1900007BH
DRGZ56045 NT2QG2000003 NT3AG2000017 NT3BG2100003 NT3DG1900009
DRGZ56046 NT2RG1800002 NT3AG2100001 NT3BG2100004 NT3DG1900009BH
DRGZ56047 NT2RG1900001 NT3AG2100001BH NT3BG2100005 NT3DG1900010
DRGZ56048 NT2RG1900002 NT3AG2100002 NT3BG2200001 NT3DG1900011
DRGZ56049 NT2RG1900003 NT3AG2100003 NT3BG2200002 NT3DG1900011BH
DRGZ56050 NT2RG1900004BH | NT3AG2100004BH NT3BG2200005 NT3DG1900012
DRGZ56051 NT2RG1900005 NT3AG2100005 NT3BG2200006 NT3DG1900013
DRGZ56052 NT2RG2000001 NT3AG2100006BH NT3CG1900002 NT3DG1900014
DRGZ56053 NT2RG2200001 NT3AG2100007 NT3CG1900003 NT3DG1900015
DRGZ56054 NT2UG2100001 NT3AG2100008 NT3CG1900005 NT3DG2000001
DRGZ56055 NT2UG2100002 NT3AG2100009 NT3CG1900006 NT3DG2000002
DRGZ56056 NT3AG1800001 NT3AG2100010 NT3CG1900007 NT3DG2000003
ESGA53007 NT3AG1800002 NT3AG2100011 NT3CG1900008 NT3DG2000004
ESGY53001 NT3AG1900001 NT3AG2100012 NT3CG1900009 NT3DG2000005
ESGY53002 NT3AG1900003 NT3AG2100013 NT3CG1900010 NT3DG2000006
ESGY53003 NT3AG 1900006 NT3AG2100014 NT3CG2000001BH NT3DG2000008
ESGZ53004 NT3AG1900007BH NT3AG2100015 NT3CG2000002BH NT3DG2000010
ESGZ53005 NT3AG1900008 NT3AG2100016 NT3CG2000003 NT3DG2000011
ESGZ53006 NT3AG1900009 NT3AG2200001 NT3CG2000004 NT3DG2000012
ESPX54001 NT3AG1900010 NT3AG2200002BH NT3CG2100001 NT3DG2000014BH
ESPY54002 NT3AG1900011 NT3AG2200004 NT3CG2100002 NT3DG2000015
ESPY54003 NT3AG1900012 NT3AG2200005 NT3CG2100003 NT3DG2000016
NT2PG1900001 NT3AG1900013 NT3AG2200006 NT3CG2100004 NT3DG2100001
NT2PG1900002 NT3AG1900014 NT3AG2200007BH NT3CG2100005 NT3DG2100002BH
NT2PG1900003 NT3AG1900016 NT3AG2200008 NT3CG2100006 NT3DG2100003
NT2PG 1900004 NT3AG1900017 NT3AG2200009 NT3CG2200001 NT3DG2100004
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NT3DG2100006 PRGA52069 PRGZ52041
NT3DG2100007 PRGA52070 PRGZ52042
NT3DG2100008 PRGX52001 PRGZ52043
NT3DG2100009 PRGX52002 PRGZ52044
NT3DG2100010 PRGX52003 PRGZ52045
NT3DG2100011 PRGX52004 PRGZ52046
NT3DG2100012 PRGX52005 PRGZ52047
NT3DG2100013 PRGX52006 PRGZ52048
NT3DG2100014 PRGX52007 PRGZ52049
NT3DG2100015 PRGX52008 PRGZ52050
NT3DG2100018 PRGX52009 PRGZ52051
NT3DG2200001 PRGX52010 PRGZ52052
NT3DG2200002 PRGY52011 PRGZ52053
NT3DG2200003 PRGY52012 PRGZ52054
NT3DG2200004 PRGY52013 PRGZ52055
NT3DG2200004BH PRGY52014 PRGZ52056
NT3DG2200005 PRGY52015 PRGZ52057
NT3DG2200006 PRGY52016 PRGZ52058
NT3DG2200007 PRGY52017 PRGZ52059
NT3DG2200008 PRGY52018
NT3DG2200009 PRGY52020
NT3DG2200010 PRGY52021
NT3DG2200011 PRGY52022
NT3DG2200012 PRGY52023
NT3DG2200013 PRGY52024
NT3DG2200014 PRGY52025
NT3DG2200015 PRGY52026
NT3DG2200016 PRGY52027
NT3DG2200017 PRGY52028
NT3DG2200018 PRGY52029
NT3DG2200019 PRGY52030
ONMX26515 PRGY52031
PRGA52060 PRGY52032
PRGA52061 PRGY52033
PRGA52062 PRGY52034
PRGA52063 PRGY52035
PRGA52064 PRGY52036
PRGA52065 PRGY52037
PRGA52066 PRGY52038
PRGA52067 PRGY52039
PRGA52068 PRGZ52040
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