i Al
RPN (- [
i calld wlaliau gl
Al gt | BB Ty

hlﬂ—Ll-I—ﬂ

Sultanate of Oman
Ministry of Health
Directorate General of Pharmacentical
Alfairs and Drug Control
Muscat

To:
THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Mfficer, Armed Forces Hospital { Al Khoudh & Salalah)

Dircetor General of Engineering AfTairs, MOH

Director General of Royval Hospital

Director General of Khoula Hospital

Director General of Medical Supplics (MOH)

Director General of Pvi, Healil Est. Affairs (o kindly arcange disteibuifon fo all Pvi, Hosplials)
Hospital DMeector (Al Nahda Hospital)

Hospital DMrector (Al Massara Hospital)

The Head of Medical Services in SOU Hospital

The Head of Medical Services in Roval Oman Police

The Head of Medical Services in Ministry of Defence

The Head of Medical Services in The Diwan

The Head of Medieal Services in The Sultans Special Force

The Head of Medical Services in Internal Security Services

The Head of Medical Services in Petroleunm Development of Oman

The Head of Medical Services in LNG Cuonan
ALL PRIVATE MACIES & DIHLG: STORES

Afver Complimonts,

Please find attached our Circular No 29 duted 3!3 ! Y Regarding NCMDR FSCA
of GEME PARs for GEM Premier 3000 with iQM® and GEM Premier 3500 with iQM®, GEM
Fremier 4000 with iQM®, GEM Premier 5000 with (QMI®E from (mir: from Instrumentatios
Laboratory Col,

Copy to:

Diirector, Office of HLE. The Undersecretary for Health Affairs
irector of Medical Device Control, DGPASDNC

Director of Pharmacovigilince & Drug Information Dept, DGPASDC
Director of Drag Control Department, OGP AS DO

Director of Pharmaceutical Licensing Department, DGFAETC
Director of Central Quality Control Lab., DMGPAS DT

Supdt. of Central Drug Information
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Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control
Muscat

Circular No. 29 /2024
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FSCA of GEM® PAKs for GEM Premier 3000 with iQM® and GEM Premier 3500 with KME, GEM Premier 4004
with FMME, GEM Premier SO0 with iQM2%® from Instrumentation Laboratory Co

| MOMDR - Mational Center Medical Device Reparting- SFIA,

Source I hrtpe:fncmde. sfda. gov.se/Secure O AT aViewRecall asps Peaid=4 & rid=| 9936
Produci GEM® PAKs for GEM Premicr 3000 with iM% and GEM Premier 35300 with i0ME,

CGEM Premmier 4000 with iQMM®E, GEM Premier 3000 with sQM2E,

Drescription VD

Manufaciurer | Instrumentation Labhoratory Co,

Local ament Muzcat Pharmacy & Stores LLC.
The affected T
et Kindly refer to the attachment.
Beasci GEM PAKs (carridges) for GEM Premmer listed in the attachoment may expesience an increase
in GEM CVF Level | pO2 failures,
1. Engure the i0OM i enabled for all the listed PAKs and GEM CWPs are run according to
Instructions for Use.
2. Continue 1o use the GEM PAKs [cartridges) that passes GEM CVP out of warm-up for
Action poz2.
3. Lontact your lecal Werfen distributor for & replacement GEM PAK, if GEM CVP does
)ﬁ not pass pOd,
15 4. Contact the local agent for remedial action.
Healthcare professionals are encouraged 10 report any adverse events Suspected to be
¢omments associated with the above device or any other medical device 1o Department of Medical Device

Control through the E-mail: Med-devicei@moh gov.om o

Dr. wn i Rubafe &, *
O Diréctor Geigral %,

FFFSAEAS | 513 - PRSI ._u..i::;‘lir‘.-_-'_ St el - las PV L o
PO Box 393 Muyscat - Postal Code 100 - Tel 22357111 - Fax: 12358489
W dgpa_dc Email dg-padc@moh.gov.om
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IMPORTANT PRODUCT NOTICE |
GEM?® PAKs for GEM Premier 3000 with iQH@ and
GEM Premier 3500 with iQH@ |

October 17", 2023

Dear Valued GEM Premier 2000/3500 with iQM Customer!

This notification |5 intended to advise you regarding a potential performance issue with the
following specific GEM PAKs for the GEM Premier 300073500 with iQM (Intelligent Quality

Management);

Product Name Part No. uDI ' Lot No. Expiration
Date

GEM PAKS for the Please see Appendix: GEM Premier 3X00 PAK with iQM

E;é:,;{;;::ﬁr for a List of Specific Part Numbers, UDI,
with 1OM Lot Mumbers and Expiration Dates

[;_ Issue Description and Impact |
Internal testing identified that the GEM PAKs (cartridges) for the GEM Premier 300043500
with IQM listed in the attached "Appendix: GEM Premler 3X00 PAK with iQM” may experience

an increase in GEM CVP Level 1 pO; failures. IF the GEM PAK completes warm-up and passes
GEM CVP for pQa, the GEM PAK may remain in use.

iQM is an active quality process control program designed to provide continuous monitaring
of the entire testing process and regquires the use of GEM CVP (Calibration Validation Product)
out of cartridge warm-up prior to running patient samples. When iQM disables or flags a
parameter, the program is ensuring there is no potential for patient harm.
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« Mandatory Customer Actions

e

Please take the following immediate actions:

Ensure the iQM s enabled for all the listed PAKs and GEM CVPs are run according to
Instructions for Use.

Continue to use the GEM PaKs (cartridges) that passes GEM CVP out of warm-up for
P':':r.

Contact your local Werfen representative for a replacement GEM PAK, if GEM CVP
does not pass pO;,

Share this information with your laboratary staff and follow yvour internal procedures.,
Forward this notification to all affected locations within your facility.

Retain a copy of this notification for your records,

We appreciate your prompt attention to this important notification.

Sincerely,

ﬂ“—---i- L

Anuja Khan

Regulatory Affairs Manager I1
Instrumentation Laboratory Co.
A Werfen Company

Page 2 of 19




werfen

Appendix: GEM Premier 3X00 PAK with iQM"

Part No. UDI Lot No. A
3230331 2/14/2024
00024307584 0E4 2695008 7960 323733H 2r21,2024
3252338 3/7/2024
3234340 2/18/2024
3242341 2/26/2024
00024307587 08426950087984
31252348 3/7/2024
325634F 3/11/2024
B 3231394 2/15/2024
3231398 2/15/2024
3231390 2/15/2024
323339K 2/17/2024
323439F 2/18/2024
323439H 27182024
32373890 2f2172024
323739G 2/21/2024
QDD2a4307589 B4 26950088004 3237391 272172024
3241390 2/25/2024
324139G | 2/25/2024
324239C | 2/26/2024
3243396 2/27/2024
3245394, | 2/29/2024
324939E | 3j4/2024
31256398 3/11/2024
3256390 3/11/2024
= o 3230431 2/14/2024
00024315084 0B426950082361 323B43E 2/22/2024
324143H 2/25/2024
324343H 22713024

Page 3 of 19




werfen

Part No. ubt Lot No. ! e
00024315084 D8426950082361 325643F 3/11/2024
323744H 2/2172024
323844E 2/22/2024
324044H 2/24/2024
324144H 2/25/2024
oD024315087 08426950032378 - 3242445 2726 2024
I 3243444  2/27/2024

3252448 3/7,/2024
325644F 3/1172024
326344E 3/18/2024
323046K 2/14/2024
3231464 2/15/2024
3231460 2/15/2024
323346K 2/17/2024
323446F 2/18/2024
_ 323546F 2/15/2024

3235461 2/19/2024

Qo024315089 D8426950082385 123746C 212172024
3237460 2/21/2024

3237461 2/21/2024

323846A 2/22/2024

3241461 2/25/2024

3243466 212772024

3251464 3/6/2024

| - 325746A 3/12/2024

QoO024330084 DR426950082352 Siiante e K
3230571 2/14/2024

T = 3230541 2/14/2024

00024330087 0842695008 2408 T 323-5;4E_ - Ej' 222024
324354 H 2427 12024
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Part No. ubt Lot No. el
324854E 37352024
00024330087 08426950082408 e i
325754H 3/12/2024
3259544 3/14/2024
326354 3/18/2024
o 3231568 2/15/2024
323156C 2715/2024
32335606 2I17/2024
323356K 2/17/2024
323456F 2/18/2024
323556F 2/19/2024
3236561 2/20/2024
00024330089 08426950082415 3237560 272172024
323756G 2/21/2024
1240566 2/24/2024
324056P 2/24/2024
1241566 2/25/2024
3242568 2/26/2024
324956E 3/4,2024
3257564 3/12/2024
0024345087 08426950082439 3230641 27142024
3230661 2/14/2024
F23356K 27172024
323466C 2/18/2024
323466F 2/18/2024
323666C 2/20/2024
00024345089 0842695008244 3237660 2/21/2024
3241661 2/25/2024
324266) | 2/26/2024
3249665 3/4/2024 |
324966E 3/4/2024
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Part No. uDI Lot No. R
3230231 2/14/2024
3242231 2/26/2024
00024403584 08426950452430 £
324823G 3/3/2024
AZ252238 34720249
00024407584 08426950088189 ek L So
324935F 3/4/2024
3230371 2/14/2024
323737H 2/21/2024
323837E 2/22/2024
00024407587 08426950452447 324037H | 2/24/2024
324237G 2/26/2024
324337H 2/27 /2024
3252378 3/7/2024
| —— 1230341 27142024
323834E 2/22/2024
324034H 2/24/2024
00026307587 08426950511571 | 3242341 2/26/2024
3252348 3/7/2024
| 325634F 3/11/2024
| 3250344 3/14/2024 |
3230394 2/14/2024
3230350 2/14/2024
323039) 2/14/2024
3231394 2/15/2024
3231398 2/15/2024
323139C 2/15/2024
000263075859 0B426950511588 3231390 2/15/2024
3233396 2/17/2024
31233391 2/17/2024
323339) 2/17/2024
323339K 2/17/2024
B 3234394 2/18/2024
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Part No. upI Lot No. Ekpbi;at:im I
a 323439C 2/18/2024
323439E 2/18/2024
323439F 2/18/2024
323439H 2/18/2024
323539C 2/19/2024
323539E 2/19/2024 |
323539F 2/19/2024
3235301 2/19/2024
- 323539 2/19/2024
3235394 2/20/2024
..o i
' 3236398 2/20/2024
; 323639C 2/20/2024
3236391 2/20/2024
323I739A 2/21/2024
|
00026307589 8426950511588 AT 2/21/2024
323739C 2/21/2024
3237390 2/21/2024
3237396 2/21/2024
3237301 2/21/2024
323739) 2/21/2024
3238390 2/22/2024
324039F 2/24/2024
allin 324':].399 -1-.';.-141".3]14
3241394 2/25/2024
3241398 2/25/2024
| 3241390 2/25/2024
324139E 2/25/2024
324139G 2/25/2024
3241391 2/25/2024
324139K 2/25/2024
3242396 2/26/2024
324239H 2/26/2024
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Part No. up1 Lot No. ERpy
’ 324239] 2/26/2024
3243398 2/27/2024
324339¢C 2/27/2024
324339E 2/27/2024
i 324339F 2/27/2024 |
| 3243396 2/27/2024 |
[ 3245394 2/29/2024 |
3248398 3372024 |
324830F 3/3/2024 |
3249398 3/4/2024 |
00026307589 8426050511588 | ST s |
3250394 3/5/2024
325039E 3/5/2024 |
o 325439F 3/9/2024 |
[ 325439H 3/9/2024 |
3255394 3/10/2024
325539] 3/10/2024
3256398 37112024
325739C 3/12/2024 |
326139G 3/16/2024 |
326139H 3/16/2024 |
326439E 3/19/2024
323043F 2/14/2024 |
323043H 2/14/2024
3230831 2/14/2024
i 3234430 2/18/2024
3123643E 2720/2024
00026315084 8426950511585 3236436 2/20/2024
323743H 27212024
323843E 27222024
224043H 272472024
3242436 2/26/2024
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Part No, ubI Lot No, ERRiaan
324343H 27272024
31248436 3/3/2024
324943F 3/4/2024
325043H 3/5/2024
_ 3252438 3/7/2024
00026315084 08426950511595 e i
1257436 3/12/2024
3230441 2/14/2024
3235440 2} 1_'5;2!]14
3236446 2/20/2024
3123744H 2/21/2024
323844E 2/22/2024
324044H 2/24/2024
324144H 2/25/2024
324144) 2/25/2024
3242446 2/26/2024
3242441 2/26/2024
o 3&4;1':“" o - 2r2FFA024
Q00263154087 08426950511601
3243441 202712024
124844G 3/3/2024
324044F 3/4/2024
125044C 3/5/2024
3250440 3/5/2024
325044H 3/5/2024
3252448 3/7/2024 |
125644F 371172024
325744H /12,2024
3258446 | 3/13/2024
31 5';."-14}1 _3--.1"-]?;;1[]24
0026315089 UMEE-Q_EEE].IEIE 3230460 2/14/2024
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Part No. uDI Lot No. b e
323046E 2/14/2024
323046) 2/14/2024
323046K 2/14/2024
323146A 2/15/2024

3231468 2/15/2024
323146C | 2/15/2024
3231460 27/15/2024
323346E 2/17/2024
323346F 2/17/2024
3233461 2/17/2024
323346) 2/17/2024
323346K 2/17/2024
3233461 2/17/2024
3234468 | 2/18/2024

00026315089 0B426950511618 T e
323446F - 2182024
2234460 2/18/2024
323446H 2r18/2024
3235468 2/19/2024
323546C 2/19/2024
323546F 2/19/2024
3235461 2/19/2024
323646D 2/20/2024
323646H 2/20/2024
3236461 2/20/2024
3236461  2/20/2024
J23746A 2721 /2024
3237460 2/21/2024
33737466 2/21/2024
3237461 20212024
3238464 21222024
324D46F 2/24/2024
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Part No. uDI Lot No. ke
3240466 2/24/2024
3240461 2/24/2024
324046) 2/24/2024
F324046MN 2/2a/2024
324046P | 272472024
3241460 2/ i-E_,-"_.‘-!-ﬁE-fl
324146E 2/25/2024
324146F 2/25/2024
324146G 2/25/2024
3241461 2/25/2024
3242464 2/26/2024
3242468 2/26/2024
I 324246F 2/26/2024
3242461 | 272672024
3243464 | 22772024
| [ _3 243468 22772024
00026315089 08426950511618 324346C 2/27/2024
3243460 2/27/2024
| 3243466 2/27/2024
324446C 2/28/2024
3248468 3/3/2024
324846C 3/3/2024
324846F 3/3/2024
324346E 3/4/2024
“ 3250468 | 3/5/2024
3251468 3/6/2024
325446F 3/9/2024
1255466 3/10/2024
31256468 3711/2024
3257460C 37122024
326146H 3/16/2024
n__ 326445E 3/19/2024
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Part No. uUDI Lot No. E":::f“"
- 3230571 2/14/2024
323657E 2/20/2024
3236576 2/20/2024
323757H 2/21/2024
323B57E 2/22/2024
324057H 1 242472024 |
324157H 3/25/2024
324157) 2/25/2024
00026330084 08426950511625 3242576 2/26/2024
3242571 2/26/2024
324357H 2/27/2024
324857 G — il 3520249
324957F B 3."'_4;"'20'24
3250578 3/5/2024
325057D 3/5/2024
3252578 3/7/2024
325657F 3/11/2024
325757G 3/12/2024
3230541 2/14/2024
3236546 2/20/2024
323754H 2/21/2024 |
323854E 1 2/22/2024 |
324154H 2725/2024
324254G 2/26/2024
3242541 2/26/2024
Q0026330087 DB426950511632
324354H 2/27/2024
324854G 3/3/2024
3249547 3/4/2024
 325054C 3/5/2024
325054H 3/5/2024
3252548 | 3/7/2024 |
325654F 3/11/2024 |
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Part No, uDI Lot No. Ex;g;nt:iun
00026330087 0B426950511632 3259544 3/14/2024
3230564 2/14/2024
323056E 2/14/2024
 323086) 2/14/2024
323056K 2/14/2024
3231564 2/15/2024
3231568 3/15/2024
323156C 2/15/2024
3231560 2/15/2024
323356F 2/17/2024
- 323356K 2/17/2024
323456F 2/18/2024
323456G 2/18/2024 |
323456H 2/18/2024 |
3235561 2/19/2024 |
Q00263300859 0B42695051 1649 2236560 2/20/2024
323656H 2/20/2024
3236561 2/20/2024 |
3237560 2/21/2024
3237566 2/21/2024
3237563 2/21/2024
| 323856A zl.r.z_zi%u_g_.t N
' 324056) 2/24/2024
' 324056P 1 2/2a/3024
3241568 2/25/2024
324156C 2/25/2024
3241560 2/25/2024
324156 2/25/2024
324156F 2/25/2024
324156G 2/25/2024
3241561 2/25/2024
) 324156K 2/25/2024
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part No. UDI Lot No. T
3242568 2/26/2024
© 324256C 2/26/2024
324256F 2/26/2024
324256) 2/26/2024
J24256K 272652024
3243564 2/27/2024 |
324356E 2/27/2024
324356F 2/27/2024
324356G 2/27/2024
3244560 2/28/2024
00026330089 08426950511649 e i i
324956E 3/4/2024
325056E /542024
3250561 3/5/2024
325456E J/a92024
3255564 3/10/2024
3255560 3/10/2024
1255566 3/10/2024
325756C 37122024
3257560 3/12/2024
3258568 3/13/2024
326156H 3/16/2024
323063F 2/14/2024
323063H 2/14/2024
324163H 2/25/2024
3242636 2/26/2024
3248636 3/3,2024
00026345084 08426850511656 a3t Frorer
325063C 3/5/2024
3257636 3/12/2024
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Part No. uD1 Lot Mo, SRR

3230641 2/14/2024

3234648 2/18/2024

3236646 2/20/2024

[ 323764H 2/21/2024

00026345087 0B426950508632 324064H 2/24/2024

3241641 27252024

324864056 33520249

325064C 3/5/2024

325664F 3/11/2024

323066 3/14/2024

323066) 2/14/2024

323066K 2/14/2024
3231664 | 2r15/2028 |
3231668 2/15/2024 |

323166C 2/15/2024

323166D 2/15/2024

323366K 3/17/2024

323466F 2/18/2024

3234666 2/18/2024

323466H 2/18/2024

00026345089 B4 2695051 1663 JRASHEA 271972024

323566F 2/19/2024

3235661 2/19/2024

3236660 2/20/2024
 333666H 2/20/2024 |
3Z3BAK] 2/20/20249 |
323766D 2/21/2024 |
3237666 2/21/2024 |

323TRA] 2/21,2024

FZ24066P 27242024

324166C 2/25/2024

324166D 2/25/2024
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Part No. uUDI Lot No. E“'E:;::'“"
B - 324166F | 2/25/2024
L 324166G 2/25/2024
3241661 2/25/2024 |
324266A 2/26/2024
3242660 2/26/2024
324266F 2/26/2024
324266H 2/26/2024
324266 2/26/2024
[ 324%66L 2/26/2024
324266N 2/26/2024
0026345089 08426950511663 3243660 3/27/2024
3244668 2/28/2024
3248668 3/3/2024
324866C 3/3/2024
3249668 /472024
324966E 37472024
325466E 3/9/2024
 325666A 3f11/2024 |
3256668 371172024
323773H 272172024
324073H 2/2472024
324173H 2/25/2024
Q0026360084 08426950511670
324973F 3/4/2024
325073H 3/5/2024
3252738 3/7/2024
323774H 2/21/2024
00026360087 NB42695051 1687 325074C 3/5/2024
325074H | 3/5/2024
B 323076 2/14/2024
00026360089 08426950511694 323076k | 2/14/2024
3231768 | 2/15/2024
323176C 2/15/2024
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Part No. upI Lot No. Expivation |
- 3231760 2/15/2024
323376 2/17/2024 |
323376F 2/17/2024 |
323376K 2i17re02q |
323476F 2/18/2024
3231576A 2/19/2024
323576F 2/19/2024
3235761 2/19/2024
323676C 2/20/2024
3236760 2/20/2024
3237760 2/21/2024
- 3237766 2/21/2024
- 324076P 2/24/2024
D0O26360089 (8426950511694 1741760 2/25/2024
e 324176E 2/25/2024
3241761 2/25/2024
324276 2/26/2024
3242760 2/26/2024
3243764 2/27/2024 |
1243766 2/27/2024
3244768 2/28/2024 |
3249768 3/4/2024 |
T 324976E 3/4/2024 |
1249765 3/a/2024
325476F 39,2024
JZE5760G 3r10/2024
32557R] 3/10/2024
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Part No. uDI Lot No. E!l::lt:hn
3230231 2/14/2024

323723H 2/21/2024

323823E 2/22/2024

324023H 2/24/2024

00026403584 0B426950511533 AL 2/25/2024
3242236 2/26/2024

3242231 2/26/2024

324323H 2/27/2024
324923F 3/4/2024

3252238 3/7/2024 |

: 5230351 S
3234358 2/18/2024

323635G 2/20/2024

323735H 2/21/2024

323835E 2/22/2024

324035H 2/24/2024

00026407584 0842695051 1540 S e 2/25/2024
324235G 2/26/2024

324335H 2/27/2024
324835G 3/3/2024
324935F 3/4/2024
3250350 3/5/2024
3252358 3/7/2024

325635F 3/11/2024

o 3230371 2/14/2024

323637G 2/20/2024

323737H 2/21/2024

00026407587 08426950511564 —— e
324037H 2/24/2024

324137H 2/25/2024

3242376 2/26/2024

3242371 2/26/2024
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e (i Expiration
Part Mao. upI Lot Na, Date
324337H 22772024
324B37G 37352024
00026407587 08426950511554 —— P ————

3245_‘3 ?F_ o 35472024
31252378 3/7/2024
3258375 3/13/2024
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IMPORTANT PRODUCT NOTICE
GEM® PAKs for GEM Premier 4000 with iQM®

October 17%, 2023

Dear Valued GEM Premier 4000 with iQM Customer:

This notification is intended to advise you regarding a potential perfarmance issue with the
following specific GEM PAKs for the GEM Premier 4000 with iQM (Intelligent Quality

Management) PAKs:

Expiration

Product Name | Fart No. uDI Lot No. Date
GEM FAKS for the Please see Appendix: GEM Premier 4000 PAK with iQM
GEM Premier 4000 for a List of Specific Part Numbers, UDI,

with QM Lot Numbers and Expiration Dates

| + Issue Description and Impact |

Internal testing |dentified that the GEM PAKs {cartridges) for the GEM Premier 4000 with 1QM
listed In the attached "Appendix: GEM Premier 4000 PAK with iQM™ may experience an
increase in GEM CVP Level 1 pO: fallures, If the PAK completes warm-up and passes GEM CVP
for p0;, the GEM PAK may remain in use.

iQM is an active quality process control program designed to provide continuous monitoring
of the entire testing process and requires the use of CVP (Calibration Validation Product) out
of cartridge warm-up prior to running patient samples, When iQM disables or flags &
parameter, the pragram is ensuring there is no potential for patient harm,
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| . Handatnw_tustnm-r Actions

Please take the following immediate actions:

Continue to use the GEM PAKs (cartridges) that passes GEM CVP out of warm-up for
el EN

Contact your local Werfen Representative for a replacement GEM PAK, if GEM CWVF
does not pass pD2.

Share this information with your laboratory staff and follow your internal procedures.
Forward this notification to all affected locations within your facility.

Retain & copy of this notification for your records.

We appreciate your prempt attention to this important notification,

Sinceraly,

A...

I e

oy

Anuja Khan

Regulatory Affairs Manager [l
Instrumentation Laboratary Co.
A Wearfen Company
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Appendix: GEM Premier 4000 PAK with iQM"~

part No. upI Lot No. i
00027407504 08426950554806 2308254 2/2/2024
00027445005 8426950554752 2308241 1/28/2024

2308246 2/3/2024
230906H 2/11/2024 |
230B17K 1/28/2024
230822G 2/4/2024
230821K 272024
2308211 2/7/2024
230817H 1/28/2024
2309010 2/10/20248
230824] 1/28/2024
00027407510 08426950461081 2308298 2/3/2024
 230B18E 1/31/2024
230830N 2/7/2024
= 230914 2/18/2024
230908F 2/15/2024
230908G 2/15/2024
230901H 2/10,/2024
230908E 2/15/2024
230821L 2/7/2024
230828BM 232024
2308221 2/1/2024
230830L 2/7/2024
230831E &/8/2024
230831F 2/8/2024
EEQ_EU-EG 271172024
230831L 2/5/2024
2308220 1/28/2024
230822G 2/4/2024
230821K 2/7/2024
230824) 1/28/2024
2308211 2/7/2024
00027415010 0B42E950440703 330828L I.-"l4.."2l}1i'.-i1
230830M 2/7/2024 |
2308310 2/9/2024
| 230824E 2/8/2024
2308171 1/28/2024
| 230824H 2/3/2024
230821F 2/1/2024
230906K 2/11/2024
2300071 /142024
230911M 2/16/2024
230912C 2/16/2024

Page 3 of &




werfen

Expiration
Part No. uD1 Lot No. Flllatn
230901B 2/9/2024
230901C 2/9/2024
~ 230821K 2/7/2024
230824) 1/28/2024
2308316 2/8/2024
230830E 2/4/2024
2308181 l.-"Eﬂ.."I 024
2308211 2/7/2024
230824H 2/3/2024
| 2308171 1/28/2024
2 30324 E 2/8/2024
Oo027430010 0B4269504306597 3308296 2}’2{-‘2524
230817H 1/28/2024
230B28L 2/14/2024
2308231 2/1/2024
230830M 2/7/2024
230822H 27172024
2308248 21212024
230817C 1/11/2024
2308218 1/28/2024
230821C 1/28/2024
231}32 3!‘«'1 &/ 12024
23{]33 1E 2/8,/2024
~ 230830E 2/4/2024
2308220 1/2B/2024
230830M 2/ 7r2024
230506H 2/11/2024
2308211 2IFIA024
2A0B21K 2/7/2024
2308247 1/28/2024
2308171 1/28/2024
00027445010 08426950441304 2308181 1/28/2024
230818H 2/2/2024
2309016 2/10/2024 |
230828L 271472024
230822H 2/ 12024
230008C 2/15/2024
2308280 2/3/2024
230825K 2/2/2024
2308280 2/ 3/ 2024
2309080 2/15/2024
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Part No. ub1 Lot No. E“PE';::'““
230830L 27772024
2308226 2/4/2024
~ 230906H 2/11/2024
| 2308171 1/28/2024
230820M 2772024
00027360010 0B426950465379 2308211 27720249
230821K 2/7/2024
2308221 2/1/2024
230818H 2/2/2024
230828L 2/14/2024
~ 230B25K 2/2/2024
230828L - 2/14/2024
| 2308227 2/1/2024
2309061 2/11/2024
230906K 2/11/2024
00027407511 08426950554714 530913E 2/15/2024
230823C 2/1/2024
2309126 2/17/2024
2309120 2/17/2024
| 230824G 2/3/2024
230831K 2/9/2024 |
2308211 2712024
2305018 2/9/2024
230901C 2/9/2024
00027415011 08426950485728 530506E 2/11/2024
230906H 2/11/2024
‘230830E 2/4/2024
230824E - 2/8/2024
230831L 2/9/2024
230817H 1/28/2024
230831F 2/8/2024
230906H 2/11/2024
230831G 2/8/2024
- 230830L 2/7/2024
2308281 2/14/2024 |
230830M 2/742024
00027430011 (8426950481058 T 330831H 2/6/2024
_ 230822G 2/4/2024
230831L 2/9/2024
230824K 1/28/2024
230824L 1/28/2024
2308250 1/28/2024
230911M 2/16/2024
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Part No. ub1 Lot No. E’ﬂ:'t;'““
I 230822H 2/1/2024
230901C 2/9/2024
2308181 1/28/2024
230821K 2/7/2024
230830L 2/7/2024
| 230831K 2/9/2024
2308281 2/14/2024
00027445011 08426950485711 230824) 1/28/2024
2308211 2/7/2024
230818H |  2/2/2024 |
| 230823C 2/1/2024
| 230824L 1/28/2024 |
2309086 2/15/2024
230824K 1/28/2024
230B17C 1/11/2024
| 230824H 2/3/2024
230821K 2/7/2024
230824E 2/8/2024
2308241 1/28/2024 |
00027360011 08426950485698 2308301 | 2/5/2024
230831E 2/8/2024
230828L 2/14/2024
230825K 2/2/2024
2309114 2/14/2024
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IMPORTANT PrRODUCT NOTICE
GEM?® PAKs for GEM Premier 5000 with iQM2°®

Cctober 177, 2023

Dear Valued GEM Premier 5000 with iQM2 PAK Customer:

This notification is Intended to advise you regarding a potential performance issue with the
following specific GEM PAKs for the GEM Premier 5000 with IQM2 (Intelligent Quality
Management):

Product Name Part No. UDI Lot No. E!l:;e;:mn

Please see Appendix:
GEM Premier S000 PAK with iQM2
for @ List of Specific Part Mumbers, UDI,
Lot Numbers and Expiration Dates

GEM PAKS for the
GEM Premier 5000
with QM2

|« Issue Description and Impact

Internal testing Identified that the GEM PAKs {cartridges) for the GEM Premier 5000 with iQM2
listed In the attached "Appendix: GEM Premier S000 PAK with iQM2" may experience an
increase in APV [Auto PAK Valldation) pQ: failures. If the PAK completes warm-up for pOs,
the GEM PAK may remain in use.

IQM2 is an active quality process control program designed to provide continuous monitoring
of the entire testing process and requires the use of APV (Auto PAK Validation) out of cartridge
warm-up prior to running patient samples. When QM2 disables or flags a parameter, the
program is ensuring there is no potential for patient harm.
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|- « Mandatory Customer Actions ) - |

Please take the following immediate actions:

« Continue to use GEM PAKS {cartridges) that pass APV out of warm-up for pOhs.

« Contact your local representative for a replacement GEM PAK, if needed.

+ Share this information with your laboratory staff and follow your internal procedures.
+ Forward this notification to all affected locations within your facility.

» Retain a copy of this notification for your records.

We appreciate your prompt attention to this important notification.

Sinceraiy,

}'_11_ hll: W

Anuja Khan

Regulatory Affairs Manager 11
Instrumentation Laboratory Co,
A Werfen Company
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Appendix: GEM Premier 5000 PAK with iQM2"

I Part Number uDI | Lot No. Expiration Date

' 23091 .2E 2/21/2024
 230824M 2/13/2024
00055360004 00055360004 ! 2309140 2/26/2024
230907L 2/22/2024
| 230913G 2/22/2024

| 2309270 3/20/2024 ,

Z230825E 2/19/2024 ]
230906N 2/16/2024
230907k 2/22/2024
2309140 2/26/2024
230828F 2/16/2024
00055360008 0B426950807575 230831E 2/16/2024
2308291 2/15/2024
2308B30F - 2/16/2024

230911G 3/1/2024 |
&= 2309080 2/22/2024
231}9 lll:l 12372024
2309150 A1/ 2024

230823H 2/12/2024
L 2300076 2/27/2024 |
- 230823Q 2/12/2024
2308B25R 2/14/2024
B 2308255 2/14/2024

2308280 2/15/2024 ;
Z230828E 2/15/2024
230906H 2/23/2024
230908B 2/2B/2024
230908k 2/28/2024
230913E 2/29/2024
2309195 1/1472024
2308300 2/15/2024
Qp055360010 0B425950807599 |——r ESDED?E 2/16/2024
131190 500 - 2722/2024

230829C 2/16/2024
2309060 2/24/2024
2308284 2/14/2024
230828C 2/15/2024
2309126 2/29/2024
130324{!_ 1/24/2024
230911H 2/29,2024
2308220 [ 1/24/2024
B 2308254 2/14/2024
230822H 1/23/2024
2308224 _ 1/14,/2024
230824% 2/14/2024
- 230913C 1/8/2024
| 230831A 2/19/2024
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Part Number uDI Lot Mo. Expiration Date
230907C 2/26/2024
230907H 2/27/2024

E 230907M 2/27/2024 |
2309071 2/27/2024
2308228 1/24/2024
2308226 1/24/2024
230822M 1/25/2024
230822N 1/25/2024
2308220 1/25/2024
230823] | 2/12/2024
230823K 2/12/2024
230824 - 2f13/2024

2308245 2/13/2024 |
230825P 2/14/2024
230829M_ 2/19/2024
2309010 2/22/2024

230911L 2/29/2024
2309124 2/27/2024

00055360010 08426950807599 230913K 3/2/2024
230913N 3/2/2024

| 230913P 3/4/2024
230914C 3/1/2024 |
2309158 3/5/2024 |

i 2309150 3/2/2024 '
230915k 3/5/2024
230920H 3/8/2024
230921F __3/5/2024

2309211 3/11/2024
2309224 3/11/2024
230926F 3/11/2024
2309278 2/26/2024
230823N 2/12/2024
2308304 2/15/2024
230901C 2/21/2024

| 231002F 3/30/2024
2310028 3/30/2024
230831F 2/20/2024
230831H 2/20/2024
2308255 2/14/2024
230823Q 2/12/2024
2308231 2/12/2024

00055360011 08426950B07605 230B25R 2/14/2024

~ 23091BB 3/4/2024
230918C 3/4/2024
230912C 2/29/2024
230822G 1/24/2024
2308234 1/25/2024
2308236 . 2/12/2024
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Part Number uDI Lot No. Expiration Date |
230823K 2/12/2024
| 230824Q 2/13/2024
Q0055360011 08426950807605 230824R ' 2/1372024
2308250 2/13/2024
2309010 2/22/2024
230906K 2/26/2024
230825E 2/19/2024
2309080 2/22/2024
2309056 2/19/2024
230831E 2/16/2024
2309150 3/1/2024 I
230914D 2/26/2024
230825F 2/19/2024
L 23091%P 3/1/2024
— 22272034
00055407504 08426950807537 230911F "~ 3/1/2024
| 230823C 1/15/2024 |
230828G 2/15/2024
23D830F s 2/16/2024
230913G | 2/22/2024
230824M . 2/13/2024
230829H  2/24/2024
230912E 2/21/2024
230914) 3/8/2024 |
230920F 2/28/2024 |
230921T 2/28/2024
230921U i 3f4/2024
230926) 3/5/2024
L 230928F _3/6/2024
230906M 2/16/2024 |
230905G 2/19/2024
230823C 1/15/2024
= 230825E 2/19/2024
23DB2ZEF 2/16/2024
230830F 2/16/2024
2309080 | 2j22/2024
2309150 3/1/2024
230822F 1/24/2024
00055407508 08426950807612 iiﬁ%; ﬁf;ﬁgi:
2309120 1/23/2024
| 230911G 3/1/2024
2309140 __2/26/2024
2309180 2/26/2024
[ 230920 2/22/2024
2309217 2/28/2024
2309210 3/4/2024
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Part Number ubr Lot No. Expiration Date |
0055407508 0B426950807612 230928F 3/1/2024
2309076 2/27/2024
230907F _ 2/27/2024
2309150 3/2/2024
2308298 2/16/2024
3309126 2/29/2024
230914C 3/1/2024
2300050 2/22/2024
2308224 1/14/2024
230828H ~ 2/15/2024 |
230831D 2/20/2024
2309086 2/28/2024
3309195 1/14/2024
2309130 ~2/29/2024
2308300 2/19/2024
2308254 2/14/2024
00055407510 0B426950807636 230907E 2/16/2024
2308244 1/24/2024
230828E 2/15/2024
230824W 2/14/2024 |
3309060 2/24/2024
2300128 2/29/2024
230820C 2/16/2024
2308311 2/20,2024
230913C [ 1/8/2024
| 230911H 2/28/2024
230831K 2/21/2024
230831M 2/21/2024 |
230831F  2/20/2024
230831B 2202024
2308300 2/19/2024
2308311 2/21,/2024
2308280 2/16/2024
T 230829P 2/19/2024
2308220 1/24,/2024
3308226 1/34/2024
2308220 1/25/2024
2308235 212/2024
“230823) 2/12/2024
230823K 2/12/2024
2308245 2/13/2024
230911L 2/25/2024
2309154 3/5/2024
330915k 1 3/5/2024
2309180 3/6/2024
230920H 3/8/2024
~ 230920K 3/8/2024 |
230921F 3/9/2024
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Part Number uDI Lot Na. . Expiration Date |
il 230921P | 3/11/2024
230921Q | 311/2024
00055407510 00055407510 2300224 : 3/11/2024
230926F I 3/11/2024
230907G | 2/27/2024
2308255 s 2/14/2024
230829C 2/16/2024
230824p 2/13/2024
230828M 271572024
~ 230831D 2/20/2024
2309124  2/27/2024
230824C 2/13/2024 |
00055407511 08426850807643 o e
2309061 2/26/2024
230823L 2/12/2024
230906k 2/26/2024
2308220 1/24/2024
230822G  1/24/2024
230822M 1/25/2024
230822N 1/25/2024
| 2308220 1/25/2024
2308240 _2/13/2024 |
230824R 2/13/2024
- 2309274 3/12/2024
2308358 2/19/2024
Z230831E N 2/16/2024
230912E 27212024
230824M 2/13/2024
230822F 1/24/2024
230825F 21972024
2309080 2/22/2024
230913G 272212024
2309056 2/15/2024
2309071 272212024
2308286 2/15/2024
00055415004 08426950807650 - T —1/13/2024
. 230830F 2/16/2024
' 230823C 1/15/2024
2308230 2/12/2024
2309140 2/26/2024
. 230914 3/8/2024
| 2309150 3/1/2024
230915p ~ 3/1j2024
230920F 2/28/2024
2300217 2/28/2024
I 230926] 3/5/2024
00055415004 8426950807650 230928F 3/6/2024
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|> Part Number ubDl Lot No. Expiration Date
D00S5415005 | 0B426950807667 230831E 2/16/2024
' 230831E 2/16/2024
230828F 2/16/2024
230830F 2/16/2024
| | 2308B25E 2/19/2024
230905F 2/22/2024
230913F 2/24/2024
' 230822F _ 1/24/2024
2309088 2/28/2024
00055415008 08426950807674 530001E 3/16/2024
2308230 2/12/2024
2309120 1/23/2024
230907K 2/22/2024
230823C 1/15/2024
230901F 2/22/2024
230905 | 2/23/2024
i 2309080 2/22j2024
| ' 2309140 3/26/2024
2309150 3/1/2024
2309180 _ 2/26/2024
230920€ 2/22/2024
2309210 3/4/2024
00055415009 DB8426950807681 230825E 2/18/2024
2308B23H 21272024 |
| 230B29K 2/16/2024 |
'230831F 2/20/2024
230B25R 2/14/2024
2309076 2/27/2024 |
2308300 2/19/2024
230907E ' 2/16/2024
2309130 | 2/29/2024
C 23/2024
00055415010 08426950807698 22 ;‘ggg’fw f;l 4::1,;, =
“230830] 2/19/2024
‘230831D 2202024
230905C 2/21/2028
2308244 1/24/2024
2308224 1/14/2024
230822K 172172024
230829C 2/16/2024
230912L | 1/24/2024
2309088 2/28/2024
230824V 2/14/2024
230828H 2/15/2024
2308281 2/15/2024
2309128 2/29/2024
2309060 2/24/2024
230915C 3/5/2024
Fage B of 16




werfen

Part Number uDI Lot No. Expiration Date
2309078 2/26/2024
230907C 2/26/2024
2308240 2/13/2024
2308288 2/15/2024
2308245 2/13/2024
2308318 2/20/2024 |
230823M 2/12/3024
230823N 2/12/2024
2308247 2/13/2024 |
2308284 2/14/2024
2308220 1/24/2024

_230822G 1/24/2024
230822H 1/23/2024
2308220 1/25/2024
2308236 2/12/2024
230823) 2/12/2024
230823K 2/12/2024

230824R 2/13/2024

00055415010 08426950807698 230829N 2/ 19/ 2024
2308290 - 2/19/2024
230830M 2/19/2024 |
230830N 2/19/2024

~ 230830Q 2/19/2024
| 230831M | 2/21/2024
230905A 2/21/2024
230911L 2/29/2024
2309144 3/4/2024
230914 312024
230915 3/5/2024
2309184 3/5/2024
230918L 3/6/2024
230918M 3/6/2024
230019E 3/7/2024

| 230919F 3/7/2024
2309150 3/6/2024
2309201 3/B/2024
230921F 3/9/2024
2309260 3/20/2024 |
2300927) 3/12/2024
230831F 2/20/2024
2308231 2/12/2024
2308255 _i';.g'_lj,,f_:'.l:lldf
230825C _2/14/2024 |

00055415011 DB426950807704 2309144 3/4/2024 |
230919L 3/7/2024
230919U 3/4/2024
230915C 3/5/2024
2309068 2/23/2024
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. Part Number uDI Lot No. Expiration Date
2308247 2/13/2024
| I . 230B25A 2/14/2024
| 230831D 1l 2/20/3024 @
. 230824% 2/14/2024 |
| 2,_3_(_;_@_2_3@ 2,-'15;' 1[!14
230907A 2/26/2024
230822L 1/24/2024
2308220 1/24/2024
2308226 1/24/2024
2308236 ' 2/12/2024 |
00055415011 08426950807704 2308231 2/12/2024
230823K 2/12/2024 |
2308249 2/13/2024
230824R 21372024
2308245 2/13/2024
230825P 2/14/2024
Z30831A __2,!"1'9.:"2024
230918F 3/4/2024
230919V 3/7/2024
23!]5121]“:_. 38,2024
2309210 3 42024
230926M 3/11/2024
230B25E _2.." 19/2024
| 230907L 2/22/2024
2309080 2/22/2024
230905G | 2/19/2034 |
~ 230822E 1/13/2024
“230906N 2/16/2024
230913F 2/24/2024 |
230912E _2/21/2024 2 |
230831E | 2/16/2024
230B23C 1/15/2024
2308180 L &26/2024 2 |
230824M 2/13/2024
230824E 21272024
230828G 2/15/2024
= 2308240 2/17/2024
230830F 2/16/2024
2309150 3/y/2024
230825F 271972024
230829H 2/24/2024
2309136 2/22/2024
230914] __3/B/2024
230519P 3/1/2024
230920F 2/28/2024
2309217 2/28/2024
- 2309210 3/4/2024
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Part Number upDI Lot No. Expiration Date
00055430004 08426950807711 230926F 3/6/2024
23082BF 2/16/2024
~ 23DB30F 2/16/2024
230901E ~ 2/16/2024
2309120 1/23/2024
230822F 1/24/2024
Q0055430008 084 26950807725 I3I0906] 2/24/2024
| 2308325E 2/19/2024
. 230906K 2/26/2024
I 230907K : 2/22/2024
230913F 2/ 2472024
230919] . 3/1/2024
230920E | 2/232/2024
2309217 2/28/2024
230928E 3/1/2024
230823H 27122024
2308231 2/12/2024
230825R - 2/14/2024 |
230829K 2f16/2024 |
2308230 2122024
“230823R 2/13/2024
230907G 2/27/2024
2309078 | 2/26/2024
2309120 1/24/2024
2309086 2/28/2024
230911H 2fE%/ 2024
L 230830) 2/19/2024 |
2309056 1/14/2024
230824M 271372024
230824R 2/13/2024
00055430010 08426950807759 et iiai3054
2309130 2/29/2024
2308244 1/24/2024
2308310 2/20/2024
2308224 1/14/ 2024
230905M 2/23/2024
2308280 2/16/2024
2308280 2/16/2024
230828V 2/16/2024
2208287 2/15/2024
2309068 2/23/2024
2308281 2/15/2024
230905C 2/21/2024 |
2309050 2/22/2024 |
230905) 2{22/2024
2309050 22372024
230824V 2/14/2024
230914C 3/1/2024
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werfen

Part Mumber uDI Lot No. Expiration Date
2309120 2/25/2024
2308294 2/16/2024
2309064 2/23/2024
2308247 2/13/2024
13&329[‘: 2/15/3024
2308281 2/15/2024 |
2308240 2/13/2024
230823L 2/12/2024
23082205 1/24/2024
230822H - 1/23/2024 :
230822N 1/25/2024
2308220 L/25/2024 |
230823G 2/12/2024
2308231 2/12/2024 |
230823K 2/12/2024
2308245 2/13/2024
230824X 2/14/2024
00055430010 08426950807759 2306288 2/15/2024
230829N 2/19/2024
2308290 2/19/2024
2309110 2/29/2024
2309125 3/1/2024
i 2309144 3/4/2024
2309148 3/4/2024
230915D 3/2/2024
+30915E 3/2/2024
230915H 3/2/2024
230918F 3/4/2024
2309190 A/6/2024 |
230919H 3/7/024
| 230920K 3/8/2024 |
2309211 31172024
230926F 3112024
230926H 31172024
230901C 2/21/2024
230822L 1/24/2024
2308204 T 2/15/2024
231002F 3/30/2024
2308234 2/12/2024
2308230 271272024
230907G 2/27/2024
2305138 3/1/2024
| 2309144 3/4/2024
00055430011 DB426950807 766 2 35911311  3/4/2024
230912C  2/29/2024
2208240 2/13/2024
230905A | 272172024
2308310 2/20/2024
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werfen

Part Number uDI Lot No. Expiration Date
| 230824X 2/14/2024
2209068 22372024
230828A 2/14/2024 |
- 230912A 2/27/2024
230911E 2/21/2024
2308221 L/24/2024
230822M 1/25/2024
OO055430011 08425950807 766 %%g’gg;g ﬁ;ﬁﬁgiﬁ -
230822N 1/25/2024
‘2308231 2/12/2024
230823K 2/12/2024
230B24R 211372024 |
| 230B29N 2/19/2024 |
2309200 3/8/2024 I
230921E 3/9/2024 |
2309210 3/4/2024
| 230829H 2/24/2024
2309140 2/26/2024
2309056 2/19/2024
2309136 _2/22/3024 |
_230919F 3/1/2024
230823C 1/15/2024
230822E 171372024
230831E 2/16/2024
00055445004 0B426950807773 f 2308 30F 2/16/2024
230906M 2/16/2024
2308286 2/15/2024
230907L 2/22/2024
2309080 2/22/7024
230912 2/21/2024 |
2309150 2/1/2024 |
230920F 2/28/2024
230921T 2/2B/2024
2309210 3/4/2024
: 230830F 2i1e/2024 |
230831E 2/16/2024
230907K 2/22/2024
230913F 2/24/2024 |
230823C 1/15/2024
2308230 2/12/2024
0 /
00055445008 0B426950807797 §§E§§ :é i}' };igi:
230828F 211642024
2309180 2/26/2024
230919] 3/1/2024
230920E 2/22/2024
230928E 3/1/2024
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werfen

Part Number upr Lot No. Expiration Date

00055445008 D8426950807797 230824E 2/12/2024
230823H 2/12/2024
2308250 2/14/2024

| 2308257 2/14/2024

230907G 2/27/2024
2308238 2/13/2024
2308231 2/12/2024
230823G 2/12/2024
230907F 22712024
' 2308245 2/13/2024 |
_ 230905B 1/14/2024
230830C 2/13/2024
230913E , 2/29/2024
230828] _2/15/2024
2308310 2/20/2024
230824V 2/14/2024

2309011 22172024 ]

2308294 2/16/2024 i
230830) 2/19/2024
2309071 | 2/27/2024
2308244 1/24/2024
_230905A 2/21/2024
2308221 1/24/2024
2309068 | 2/23/2024
00055445010 08426950807810 2308288 2/15/2024 |
N 230828C 2/15/2024
230912C 2/29/2024
230822K 172172024
230828K 2/15/2024
230911C 1/14/2024
2305084 2/27/2024
230907A 2/ 262024
2309078 2/26/2024
2308231 2/12/2024
230824T 2/13/2024
230824X 2/14/2024
2309118 2,/28/2024
230911D 2/29/2024
2309088 2/28/2024
2308254 2/14/2024
_230908C 2/28/2024
230906A 2/23/2024
2309014 272172024
2309018 2/21/2024
230822B 1/24/2024
2308220 1/24/2024
2308226 1/24/2024
230822H 1/23/2024
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| Part Number uUDI Lot No. Expiration Date
- 230822M 1/25/2024
 230822N 1/25/2024
23!.'.13 220 1/25/2024
230823]  2712/2024 |
230B23K 2/12/2024
2308240 2/13/2024
230824R 2/13/2024
230829N 2/19/2024
2308290 2/158/2024
230906C 2/ 232024
230911L 2/29/2024
230914C 3172024 |
230915C 3/5/2024
230915 D { 322024
230915E 37272024
230915H 3/2/2024
00055445010 D8426950807810 330918Q 3/7/2024
2309198 - 3/7/2024
230919E 3/7/2024
2309191 3772024
2309200 3/8/2024
230920H 3/8/2024
230920L 3/8/2024
 230920Q 3/8/2024
230920R 3/8/2024
2309210 3/7/2024
230921F 3/9/2024
230926H 3/11/2024
2309261 371172024
230927D 3/1/2024 |
230823P 2/12/2024
230829P 2/19/2024
2308290 2/15/2024
2308304 2/15/2024
2308308 2/19/2024
— 2308236 2/12/2024 |
230823H 2/12/2024
2308231 271272024
230831F 2/20/2024
230907G | 2/27/2024
23082301 2712/2024
00055445011 DB4260508B07827 2308234 2/12/2024
_ 230824X 271472024
i 23082390 2/15/2024
2308311 2/20/2024
23091 2C 2/29,2024
230823R 201372024
230824B 21352024
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Part Number uDI Lot No. Expiration Date
230911H 2/29/2024
2309124 2/27/2024 i
230912R 3/1/2024
2309068 2/23/2024 |
230907F 2/27/2024
2309071 2/27/2024
2309125 3/1/2024

- 230822M 1/25/2024
| 2308220 _ 1/25/2024
. 230906K 2/26/2024

00055445011 0B426950807827 2308226 1/2 4:-:;5*13*1 r
230823K 2/12/2024
230824R - 2/13/2024
2308245 2/13/2024

_230825P 2/14/2024
2308316 - 2/20/2024
2309010 2/22/2024____
230921F 3/9/2024
2309261 3/11/2024
2308308 2/19/2024

Page 16 of 18




