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Teleflex Medical

IDA Business & Technology Park
Dublin Road, Athlone
Westmeath, Irlanda

06 agosto 2019
URGENTE — NOTA INFORMATIVA DI SICUREZZA

Tipo di azione Richiamo in fabbrica
Riferimento Teleflex EIF-000361-01
Nome commerciale Tubi e connettori endotracheali
brandizzati Select Hudson RCI Sheridan®
Codice prodotto/Numero di lotto Si veda I'appendice 2 per un elenco di codici
prodotto e lotti interessati

Egregio cliente,

Teleflex Medical ha emesso volontariamente un richiamo per i codici prodotto e i numeri di lotto
elencati nell’Appendice 2.

Questo richiamo costituisce una modifica a un recente richiamo con riferimento EIF-000361.
L'ampliamento & necessario per includere ulteriori codici di prodotto e lotti sulla base sull'esito
dell'indagine sulle cause alla radice effettuata e per un eccesso di cautela. Se non ha ricevuto una
copia della lettera di richiamo originale, & perché abbiamo identificato che aveva ricevuto prodotti
facenti parte solo dell’'ambito esteso dei prodotti coinvolti e non aveva ricevuto lotti interessati dei
tubi endotracheali e dei connettori endotracheali Hudson RCI Sheridan® che erano inclusi nell'ambito
del richiamo originale. Indipendentemente da cio, se in origine aveva risposto alla notifica iniziale o se
sta ricevendo la notifica per la prima volta, & necessario compilare e firmare il modulo di risposta
allegato per confermare di essere stato informato di questa azione e di aver intrapreso |'azione
richiesta.

Descrizione del problema e azioni immediate richieste

Questo richiamo volontario & dovuto a reclami segnalati che indicano un aumento dell'incidenza di
lotti specifici (vedi appendice 2) del distacco del connettore Sheridan da 15 mm dal tubo
endotracheale (TET).La conseguenza immediata per i pazienti € la disconnessione dal circuito
respiratorio, che pud comportare un'ossigenazione insufficiente, cosa che richiede un intervento
medico.

Complessivamente, (coinvolgendo tutti i lotti interessati dal richiamo originale e da quello ampliato)
Teleflex ha ricevuto quattro segnalazioni di morte e ulteriori segnalazioni di lesioni gravi in cui la
disconnessione del TET potrebbe essere stata un fattore concomitante. Nella maggior parte dei casi
segnalati, il distacco del connettore e stato identificato dal personale clinico o tramite un'eventuale
diminuzione della pressione del circuito di ventilazione che ha attivato gli allarmi del ventilatore.

Per i prodotti in situ, Teleflex consiglia al personale clinico di assicurarsi che il connettore da 15 mm
sia saldamente inserito nel tubo endotracheale per evitare la disconnessione durante I'uso secondo le
istruzioni per I'uso. In caso di disconnessione, ricollegare i due componenti prontamente e in modo
sicuro secondo le modalita descritte nelle istruzioni per I'uso o il personale clinico puo prendere in
considerazione la sostituzione del tubo endotracheale, assicurandosi di valutare i rischi associati alla
reintubazione.
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Aggiornamento alla precedente descrizione del problema:
L'ampliamento per includere ulteriori codici prodotto e lotti di questo richiamo si basa sull'indagine
effettuata alla ricerca della causa principale.

| nostri dati indicano che avete ricevuto prodotti soggetti a questo richiamo ampliato.

A seconda della posizione del dispositivo, attenersi esclusivamente al seguente elenco di azioni:

Ubicazione del Numero dell'elenco di
dispositivo azioni
Strutture sanitarie 1
Distributori 2

Numero dell'elenco di azioni 1 — Strutture sanitarie

1.

Richiediamo di controllare la disponibilita in inventario del prodotto compreso nell'ambito della
presente azione di sicurezza. Gli utenti devono interrompere |'uso e la distribuzione dei prodotti
interessati e accantonarliimmediatamente.

Se si dispone di magazzino dei prodotti interessati da questa FSCA, contrassegnare la casella sul
modulo di conferma (allegato 1). Contattare il servizio assistenza clienti chiamando il numero di
telefono indicato in basso, che rilascera un numero di reso. Scrivere questo numero di reso nel
relativo campo nel modulo di conferma.

Se non si dispone di magazzino di dispositivi interessati da questa FSCA di cui sopra contrassegnare
la casella sul modulo di conferma (allegato 1) e restituire il modulo al numero di fax o e-mail
all'indirizzo indicato.

Teleflex (o il vostro rivenditore locale) emettera una nota di credito al momento del ricevimento
del prodotto interessato reso.

Numero dell'elenco di azioni 2 — Distributori

1.

Diramare questa nota di sicurezza a tutti i clienti che hanno ricevuto il prodotto interessato da
guesta FSCA. Il cliente dovra quindi compilare il modulo di conferma e restituirlo a voi.
Richiediamo di controllare I'inventario del prodotto compreso nell'ambito della presente azione
di sicurezza. Interrompere l'uso e la distribuzione dei prodotti del batch interessato e accantonarli
immediatamente. E quindi possibile rendere tutti i prodotti interessati a Teleflex.

In qualita di distributore siete pertanto tenuti a confermare a Teleflex di aver completato I'attivita
di cui sopra. Al termine delle vostre azioni, inoltrare al servizio clienti il modulo di conferma
compilato.

Siate consapevoli che tutte le autorita competenti degli Stati membri dell'Area Economica
Europea/Svizzera (SEE/CH) e Turchia, in cui Teleflex distribuisce direttamente saranno avvisati
tramite Teleflex.

Se avete distribuito ulteriormente il prodotto al di fuori del vostro paese, avvisate Teleflex tramite
e-mail all'indirizzo di posta elettronica di seguito.

Se siete distributori e/o avete una responsabilita di reporting all’'interno o all’esterno della regione
SEE/CH/TK, avvisate di questa azione I’Autorita locale competente. Inoltrate la notifica e tutte le
comunicazioni con l'autorita locale competente a Teleflex.

Teleflex
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Teleflex informa tutti i clienti, i dipendenti di Teleflex e distributori di questa azione correttiva di
sicurezza.

Trasmissione di questa nota informativa di sicurezza

Questo avviso deve essere inoltrato a tutti coloro che devono esserne a conoscenza all'interno
dell'azienda o a qualsiasi azienda in cui sono stati trasferiti i dispositivi potenzialmente interessati.
Considerare gli utentifinali, i medici, i gestori del rischio, i centri della catena di fornitura/distribuzione
ecc. nella circolazione del presente avviso. Tenere alta I'attenzione sul presente avviso finché non sono
state completate tutte le operazioni necessarie nella vostra azienda.

Contattare il referente

In caso di ulteriori informazioni o di assistenza su questa questione, contattare:
Assistenza clienti
Contact: Nicole Morawiec Telephone: +41 (0) 31 818 40 90
FAX: +41 (0) 31 818 4093 Email: info.ch@teleflex.com

Notare che tutte le autorita competenti degli Stati membri dell'Area Economica Europea/Svizzera
(SEE/CH) e Turchia, in cui Teleflex distribuisce direttamente saranno avvisati tramite Teleflex. Teleflex
€ impegnata a fornire prodotti di elevata qualita, sicuri ed efficaci. Ci scusiamo sinceramente per
eventuali inconvenienti che questa azione potrebbe provocare al vostro operato. In caso di ulteriori
domande, contattare il proprio rappresentante di zona o il servizio di assistenza clienti.

Per conto di Teleflex,

Padnaig Hegarty

Padraig Hegarty VP, QA (Produzione)
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Allegato 1 Cliente N.

AZIONE CORRETTIVA DI SICUREZZA

MODULO DI CONFERMA

AZIONE CORRETTIVA DA PARTE DI TELEFLEX - NECESSITA DI ATTENZIONE IMMEDIATA
Ref. EIF-000361-01

RESTITUIRE IMMEDIATAMENTE IL MODULO COMPLETATO A:

FAX: +3530 14370773 E-mail: recalls.inti@teleflex.com

|:| Confermiamo la ricezione della |:| Confermiamo la ricezione della presente azione correttiva e che le
presente azione correttiva e che le | azioni indicate sono state completate. Confermiamo inoltre che il
azioni indicate sono state | nostro inventario INCLUDE prodotti interessati da questa azione. L'uso
completate. Confermiamo inoltre | e |'ulteriore distribuzione dei prodotti interessati & interrotto. Tutti i
che il nostro inventario NON | prodotti vengono messi in attesa e la quantita indicata qui di seguito
include i prodotti interessati da | verra resa.

questa azione. Autorizzazione al reso N.:

INDICARE LA QUANTITA DI PRODOTTO IN MODO CHIARO
NUMERO DI PRODOTTO NUMERO DI LOTTO QUANTITA (resa)

e Allegare una copia del modulo di conferma completato nella confezione per il reso con le unita rese
e Assicurarsi che il numero RAN sia chiaramente visibile sulla confezione per il reso
e Etichettare i resi come “Resi per azione di sicurezza”
Compilare questo modulo di conferma e restituirlo immediatamente utilizzando il numero di fax o
I'indirizzo e-mail di cui sopra.

NOME ISTITUTO (PER ES. NOME DELL’OSPEDALE, ORGANIZZAZIONE SANITARIA)

INDIRIZZO DELL’ISTITUZIONE Telefono/Fax

MODULO COMPLETATO DA: Timbro
NOME IN
STAMPATELLO:

FIRMA:

DATA




Appendix 2- Product Codes and

Lots in Scope

Original Scope

Product Name Product Code
Hudson RCI® Sheridan LTS® 5-11112
Hudson RCI® Sheridan/CF® 6.0 mm >-10112
5-10212
Hudson RCI® Sheridan/CF® 6.5 mm >-10113
5-10213
Hudson RCI® Sheridan/CF® 7.0 mm >-10114
5-10214
V5-10115
Hudson RCI® Sheridan/CF® 7.5 mm 5-10115
5-10215
5-10116
Hudson RCI® Sheridan/CF® 8.0 mm 5-10216
V5-10116
Hudson RCI® Sheridan/CF® 8.5 mm >-10117
5-10217
Hudson RCI® Sheridan® EZ-ENDO 7.0 mm 5-22514
Hudson RCI® Sheridan® EZ-ENDO 7.5 mm 5-22515
Hudson RCI® Sheridan® EZ-ENDO 8.0 mm 5-22516
Hudson RCI® Sheridan® EZ-ENDO 8.5 mm 5-22517
5-22212
Hudson RCI® Sheridan® Preformed 6.0 mm >-22312
5-22112
5-22012
5-22313
. 5-22213
Hudson RCI® Sheridan® Preformed 6.5 mm 527013
5-22113
5-22214
Hudson RCI® Sheridan® Preformed 7.0 mm >-22314
5-22014
5-22114
Hudson RCI® Sheridan® Preformed 7.5 mm >-22215
5-22315
Hudson RCI® Sheridan® Preformed 8.0 mm >-22216
5-22316
Hudson RCI® Sheridan® Preformed 8.5 mm 5-22217
Hudson RCI® Sheridan® Uncuffed 6.0 mm 5-10412
Hudson RCI® Sheridan® Uncuffed 6.5 mm 5-10413
Hudson RCI® Sheridan® Uncuffed 7.0 mm 5-10414
Hudson RCI® Sheridan®/EZ-ENDO 6.0 mm 5-22512
Hudson RCI® Sheridan®/EZ-ENDO 6.5 mm 5-22513
Hudson RCI® Sheridan®/HVT® 6.0 mm 5-10312
Hudson RCI® Sheridan®/HVT® 6.5 mm 5-10313
Hudson RCI® Sheridan®/HVT® 7.0 mm 5-10314
Hudson RCI® Sheridan®/HVT® 7.5 mm 5-10315
Hudson RCI® Sheridan®/HVT® 8.0 mm 5-10316
Hudson RCI® Sheridan®/HVT® 8.5 mm 5-10317
Sheridan/CF Novaplus® 7.0 mm V5-10114
Sheridan/HVT® Novaplus® 7.0 mm V5-10314
Sheridan/HVT® Novaplus® 7.5 mm V5-10315
Sheridan/HVT® Novaplus® 8.0 mm V5-10316
Sheridan/HVT® Novaplus® 8.5 mm V5-10317




Appendix 2- Product Codes and
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Original Scope

Product Code Lot Number Product Code Lot Number Product Code Lot Number
73A1700085 73D1800306 73D1700645
73A1700246 73D1800457 73D1800473
73A1700717 73E1700094 73E1700494
73A1800042 73E1700222 73E1800396
73A1800281 73E1700461 73F1700729
73A1800662 73E1800073 73F1800185
73B1700288 73E1800227 73F1800560
73B1700395 73E1800548 73G1700610
73B1700615 73F1700014 5-22215 (cont.) 73H1700617
73B1800114 73F1700375 731600380
73B1800474 73F1700539 7311700138
73B1800700 73F1700704 73J1700483
73C1700223 73F1800328 7311800527
73C1700397 73F1800708 73K1600150
73C1700541 73G1700412 73K1700432
73C1800183 73G1800119 73K1700742
73C1800469 73G1800219 73L1700513
73D1700236 73G1800800 73M1700146
73D1700610 73H1700319 73A1700115
73D1800300 73H1700474 73A1700736
73D1800624 73H1700594 73A1800454
73E1700217 73J1600356 73B1700422

510112 73E1700454 5-10313 (cont.) 7311600357 73B1800139
73E1700698 73J1600565 73B1800499
73E1800061 7311600752 73C1700258
73E1800225 73J1700283 73C1700696
73E1800779 7311700461 73D1700646
73F1700532 73J1700595 73D1800152
73F1800157 73K1600138 73E1700495
73F1800529 73K1600572 73E1800573
73F1800697 73K1600573 73F1700172
73G1700137 73K1700058 592716 73F1700554
73G1700214 73K1700410 73F1800348
73G1700585 73K1700588 73G1700611
73G1800115 73K1700726 73G1800137
73G1800212 7311600139 73H1700618
73G1800562 73L1600339 73H1800682
73G1800791 7311600489 73)1600381
73H1700033 7311600651 7311700139
73H1700466 7311700311 73)J1800107
73H1800178 7311700499 7311800528
73H1800652 7311700662 73K1600383
73)1600560 73M1600134 73K1700743
73)1600743 73M1700241 7311600162
73)1700125 73M1700425 73L1600511
7311700277 73M1700451 73L1700514
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Product Code Lot Number Product Code Lot Number Product Code Lot Number
731700588 73A1700093 599916 73M1700147
7311800082 73A1700094 73M1700460
73)1800317 73A1700095 73A1800025
73)1800496 73A1800293 73A1800303
7311800656 73A1800294 73B1800366
73K1600130 73A1800295 73B1800724
73K1600565 73A1800429 73C1700796
73K1700053 73A1800798 73E1800397
73K1700249 73A1800799 73F1700555
73K1700394 73B1700138 5.92217 73F1800349
73K1700582 73B1700139 73H1700343

5.10112 73K1800359 73B1700297 73J1700140
73L1600008 73B1700404 7311800529
7311600325 73B1700405 7311600163
73L1600642 73B1700406 7311600363
73L1600830 73B1700407 7311700515
73L1700166 73B1800343 7311800828
73L1700306 73B1800344 73M1700148
73L1700521 73B1800345 73A1700737
7311700659 73C1700403 73A1800023
73L1800193 73C1700404 73B1700423
73M1600126 73C1700551 73B1800140
73M1700133 510314 73C1700552 73B1800500
73M1700445 73C1700680 73C1700697
73A1700086 73C1700681 73C1800328
73A1700247 73C1800344 73D1700426
73A1700400 73C1800345 73D1800474
73A1700640 73C1800346 73E1700561
73A1700718 73C1800477 73E1700721
73A1800038 73C1800565 73E1800398
73A1800663 73C1800566 73F1700173
73B1700289 73C1800567 592312 73F1700730
73B1700396 73D1700616 73F1800561
73B1700616 73D1800630 73G1700612

0113 73B1800115 73D1800631 73G1800139
73B1800475 73D1800632 73H1700620
73B1800701 73E1700095 73H1800683
73C1700542 73E1700096 73J1700141
73C1700672 73E1700242 7311700484
73C1800184 73E1700462 73J1800109
73C1800336 73E1700463 73K1600151
73C1800559 73E1700703 73K1700078
73D1700122 73E1700705 73K1700433
73D1700237 73E1700706 73K1700744
73D1700405 73E1800074 73K1800188
73D1800060 73E1800075 73L1600512
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73D1800301 73E1800382 599319 73L1700516
73D1800625 73E1800383 73M1600159
73E1700455 73E1800549 73A1700116
73E1700699 73E1800550 73A1700738
73E1800069 73E1800786 73A1800304
73E1800226 73E1800787 73B1800367
73E1800376 73F1700015 73C1700698
73E1800780 73F1700016 73C1800368
73F1700533 73F1700146 73D1700647
73F1700697 73F1700147 73D1800292
73F1800158 73F1700148 73E1700760
73F1800324 73F1700149 73E1800399
73F1800530 73F1700540 73F1700401
73F1800698 73F1700541 73F1800351
73G1700215 73F1700542 = 55313 73G1700613
73G1700403 73F1700543 73G1800140
73G1800213 73F1700705 73G1800821
73H1700312 73F1800709 73H1700621
73H1700589 73F1800710 7311600382
73H1700775 73F1800711 73J1700485
73H1800179 73G1700125 73K1600384
73)1600561 73G1700143 73K1600732

0013 7311600744 c 10314 73G1700219 73K1700079
73J1700126 73G1700220 73K1700434
7311700278 73G1700221 73K1700745
73J1700450 73G1700222 7311600668
7311700589 73G1700592 73M1600160
73)1800318 73G1800120 73M1700270
73K1600131 73G1800121 73A1700117
73K1600352 73G1800149 73A1700739
73K1600566 73G1800220 73A1800455
73K1600567 73G1800487 7381800141
73K1700250 73G1800636 73B1800456
73K1700402 73G1800637 73C1700566
73K1700583 73G1800638 73D1700648
73K1800360 73G1800913 73D1800153
73L1600132 73G1800914 597314 73D1800475
7311600326 73G1800915 73E1800574
73L1600482 73H1700024 73F1700065
7311600831 73H1700025 73F1700731
73L1700167 73H1700475 73F1800352
7311700307 73H1700476 73G1700431
73L1700522 73H1700595 73G1800141
73L1700660 73H1700596 73G1800822
73M1600127 73H1800422 73H1700622
73M1700134 73H1800726 7311600383
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Product Code Lot Number Product Code Lot Number Product Code Lot Number
5-10113 73M1700446 73J1600358 73J1700142
73A1700087 73)1600359 73J1800111
73A1700088 7311600360 73K1700080
73A1800439 73J1600753 73K1700746
73A1800440 7311600754 5-22314 73K1800190
73A1800441 73)1700148 7311600164
73B1700290 7311700284 73L1600868
73B1700291 73J1700285 73M1600161
73B1700292 73J1700596 73M1700461
73B1700293 73J1800088 73A1800022
73B1700397 7311800089 73A1800456
73B1800219 73)J1800354 7381800142
73B1800220 7311800508 73C1700417
73B1800221 73J1800509 73C1800369
73B1800222 7311800510 73D1700134
73B1800335 73J1800651 73D1700649
73B1800336 7311800665 73D1800476
73C1700398 73K1600139 73E1800400
73C1700399 73K1600140 73F1700174
73C1700400 73K1600141 73F1700732
73C1700543 73K1600142 73G1800142
73C1700544 73K1600359 5-22315 73G1800823
73C1700545 510314 73K1600360 73H1700344
5-10114 73C1700546 73K1600574 73H1700789
73C1800337 73K1600575 73H1800685
73C1800338 73K1600576 731600384
73C1800339 73K1600723 7311700486
73C1800470 73K1700059 73J1800112
73C1800471 73K1700256 7311800690
73C1800472 73K1700257 73K1700278
73C1800473 73K1700258 73K1800191
73D1700611 73K1700589 73L1600869
73D1800448 73K1700727 73M1600162
73D1800449 73L1600340 73M1700271
73D1800450 73L1600490 73B1800501
73D1800626 7311600491 73C1700260
73D1800627 73L1600839 73C1700795
73E1700088 73L1600840 73D1800477
73E1700089 7301700223 73F1700402
73E1700090 73M1600135 522316 73F1800353
73E1700700 73M1700205 73G1800824
73E1800544 73M1700242 73H1700345
73E1800545 73M1700243 73H1700790
73E1800781 73M1700244 73H1800755
73F1700138 73M1700426 73K1800192
73F1700143 73M1700437 73L1700517
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73F1700534 5-10314 73M1700438 73A1700280
73F1700535 73A1700257 73C1700567
73F1700698 73A1700258 73E1700496
73F1800112 73A1700405 73E1800401
73F1800531 73A1700724 73E1800575
73F1800532 73A1800431 5-22512 73F1700403
73F1800699 73A1800667 73F1800354
73F1800700 73A1800668 73H1700347
73F1800701 73A1800669 73K1600152
73G1700144 73A1800670 73M1600163
73G1700145 73A1800794 73M1700272
73G1700216 73B1700140 73B1700155
73G1700586 73B1700631 73C1700568
73G1700587 73B1700632 73E1800576
73G1800116 73B1800481 597513 73F1700404
73G1800117 73B1800714 73F1800355
73G1800214 73C1700229 73G1700432
73H1700034 73C1700230 73H1700348
73H1700467 73C1700231 73)1600766
73H1700590 73C1700682 73A1700118
73H1800180 73C1700707 73C1700569
73H1800715 73C1800568 73D1800653

5.10114 7311600745 73D1700140 73E1700722
73)1600746 5-10315 73D1700244 73F1700175
7311600747 73D1700245 73F1700405
73J1700149 73D1700268 73F1800562
731700150 73D1800135 73F1800720
73J1700279 73D1800136 73G1700433
731700590 73D1800285 73H1700349
73)1800084 73D1800307 5-22514 73H1700494
7311800498 73E1700223 73H1700711
73)1800499 73E1700224 73H1800450
7311800657 73E1700225 7311700143
73K1600132 73E1700464 73J1800531
73K1600720 73E1700465 73K1700081
73K1700054 73E1700466 73K1700610
73K1700055 73E1800076 73K1800328
73K1700056 73E1800228 73K1800786
73K1700251 73E1800384 73L1700181
73K1700584 73E1800385 73M1700273
73K1700720 73F1700279 73A1800068
73K1800714 73F1700376 73A1800683
73K1800715 73F1700377 597515 73B1700316
7311600327 73F1700378 73B1800502
73L1600328 73F1700379 73C1700262
73L1600832 73F1800164 73C1700418
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73L1600833 73F1800329 73C1800201
7311800511 73F1800330 73D1800154
73M1600272 73F1800537 73E1700104

5-10114 73M1700236 73F1800538 73E1700723
73M1700237 73F1800539 73E1800402
73M1700427 73F1800540 73F1700176
73M1700428 73G1700203 73F1700406
73A1700248 73G1700223 73F1800565
73A1700719 73G1700413 73G1700434
73A1700720 73G1700414 5-22515 73G1800591
73A1800656 73G1800570 73H1700350
73A1800796 73G1800802 73H1800451
73A1800797 73G1800803 73H1800686
73B1700131 73G1800917 73J1700302
73B1700132 73G1800918 7311700497
73B1700626 73G1800919 73)J1800113
73B1700627 73H1700303 73K1700747
73B1800476 73H1700320 73K1800736
73B1800477 73H1700597 73M1700274
73B1800478 73H1700780 73A1700282
73C1700224 73H1800072 73A1800684
73C1700225 73H1800073 73B1700158
73C1700226 S oais 73H1800186 73B1700317
73C1700673 73H1800659 73B1800503
73C1700674 73H1800660 73C1700570
73C1800561 73H1800727 73C1800371

5-10115 73D1700123 73J1600361 73E1800577
73D1700124 73)1600362 73F1700036
73D1700238 7311600566 5-22516 73F1700177
73D1800126 73)1600567 73F1700407
73D1800127 7311700462 73G1700614
73D1800128 73)1700463 73G1800232
73D1800287 7311800090 73H1700495
73E1700218 73J1800325 7311700487
73E1700219 7311800326 7311800532
73E1700220 73K1700259 73K1600594
73E1700456 73K1700411 73K1700082
73E1800063 73K1700412 73K1800327
73E1800070 73K1700729 599517 73C1800202
73E1800222 73K1800164 7311600767
73E1800366 73K1800321 73A1700120
73E1800367 73K1800351 73B1700321
73F1700369 73K1800352 73B1800223
73F1700370 7311600492 vs-10114 73B1800371
73F1700371 7301600652 73C1700425
73F1800159 7301600653 73C1800372




Appendix 2- Product Codes and
Lots in Scope

Original Scope

Product Code Lot Number Product Code Lot Number Product Code Lot Number
73F1800160 73L1600686 73D1700630
73F1800302 7311700312 73D1800655
73F1800325 73L1700313 73E1700504
73F1800326 73L1700314 73E1800579
73F1800533 5-10315 73L1700315 73G1700146
73F1800534 73M1600136 73G1800627
73G1700217 73M1600137 73H1700053
73G1700404 73M1600267 73H1800203
73G1800563 73M1700430 V5-10114 73H1800429
73G1800794 73A1700413 73H1800758
73G1800795 73A1700414 7311700307
73G1800796 73A1700654 73)1800118
73H1700035 73A1800053 7311800696
73H1700313 73A1800054 73K1600156
73H1700591 73B1700408 73K1600735
73H1700776 73B1700619 73K1700085
73H1800074 73B1700620 7311600501
73H1800181 73B1800693 73B1700164
73H1800653 73C1800189 73B1800511
73H1800716 73C1800190 73C1700701
7311600562 73C1800191 73D1700264
73J1700280 73D1700246 73D1800157

510115 7311700451 73D1700416 73E1700505
73J1800085 73D1700417 73E1800097
7311800328 73D1700418 73E1800234
73J1800500 73D1700617 73F1800361
73K1600133 73D1700618 73G1700435
73K1600134 5-10316 73D1800290 73G1800594
73K1700252 73D1800458 V5-10115 73H1700054
73K1700253 73D1800459 73H1700795
73K1700403 73E1700707 73H1800204
73K1700404 73E1700708 73H1800687
73K1700721 73E1800788 7311600386
73K1800324 73E1800789 73J1800119
73K1800361 73F1700018 73K1700280
73K1800362 73F1700563 73K1700752
73K1800535 73F1700706 73K1800323
73K1800536 73F1700707 7311600171
73L1600133 73F1700708 73L1600517
73L1600483 73F1800071 73M1600276
73L1600645 73G1700415 73A1800248
7311700191 73G1700416 73B1700427
73L1700308 73G1700593 Vetlonte 73B1800692
7311700309 73G1700594 73C1800204
73L1800263 73G1800221 73D1700265
73M1600128 73G1800222 73D1800482




Appendix 2- Product Codes and
Lots in Scope

Original Scope

Product Code Lot Number Product Code Lot Number Product Code Lot Number
ot 73M1700447 73G1800571 73F1700037
73M1700448 73G1800572 73F1700733
73A1700650 73G1800639 73F1800020
73A1800048 73H1700321 73G1700436
73A1800049 73H1700477 73G1800233
73A1800050 73H1700781 73H1700351
73A1800387 73H1800435 73H1800455
73B1700398 73H1800436 73H1800689
73B1700628 73H1800661 V5-10116 7311600771
73B1800709 73H1800662 73J1700146
73B1800710 7311600568 7311700608
73C1800185 73J1600755 73J1800330
73D1700239 7311700444 73K1700088
73D1700412 73J1700464 73K1800194
73D1700413 731700598 7311600172
73D1700414 73)1800332 73L1600671
73D1700612 73)1800333 73M1700027
73D1800289 73)1800666 73A1700121
73D1800451 73K1600577 73A1700122
73E1800782 5-10316 73K1700413 73A1800296
73F1700009 73K1700590 73A1800430
73F1700010 73K1700591 73B1700322
73F1700699 73K1800124 73B1700428
5.10116 73F1700700 73K1800165 73B1800218
73F1800018 73K1800166 73B1800372
73F1800019 73K1800167 73B1800373
73G1700405 73K1800227 73B1800374
73G1700588 7311600143 73B1800512
73G1800215 73L1600341 73B1800513
73G1800564 7311600342 73C1700426
73G1800565 73L1600343 73C1700576
73H1700314 7311600555 V5-10314 73C1700577
73H1700468 73L1600654 73C1700702
73H1800432 7311600841 73C1700703
73H1800433 7301600842 73C1800373
73H1800692 73L1800480 73C1800574
731600563 73M1700122 73C1800575
73)1600678 73M1700123 73D1800656
73)1600748 73M1700124 73D1800657
73J1700145 73A1800299 73E1700106
7311700452 73B1800716 73E1700107
73J1700591 73C1700683 73E1700108
73)1800329 5-10317 73C1800569 73E1700239
73J1800501 73D1700619 73E1800580
73)1800650 73F1700544 73E1800581
73K1600569 73F1800165 73E1800809




Appendix 2- Product Codes and
Lots in Scope

Original Scope

Product Code Lot Number Product Code Lot Number Product Code Lot Number
73K1700395 73G1700417 73F1700560
73K1700585 73G1800920 73F1800723
73K1800158 73H1700322 73G1700147
73K1800159 73J1700286 73G1700148
73K1800228 = 10317 731800511 73G1700302
73L1600134 73K1600364 73G1700303
73L1600329 73K1800546 73G1700623

5-10116 73L1600330 7311600344 73G1700624
73L1600404 73L1600655 73G1800107
73L1600646 73M1700024 73H1700055
73L1600834 73A1700264 73H1700497
73M1600129 73A1800060 73H1700568
73M1700026 73B1700300 73H1700628
73M1700135 73B1800348 73H1800205
73M1700136 73B1800487 73H1800456
73B1800711 73C1700688 73H1800457
73C1700675 73C1800349 73H1800759
73C1800562 73C1800482 73H1800760
73D1700613 73D1800464 V5-10314 7311600387
73F1700528 73E1700098 731600388
73F1800161 73E1700712 7311700309
73G1700406 73E1800389 73J1800120

5-10117 73G1800910 73F1800171 73)1800534
73H1700315 73G1700132 73)J1800697
7311700281 >-10412 73G1800923 73K1600157
73J1800008 73H1700327 73K1600603
7311800502 731600363 73K1600604
73K1800537 73J1700290 73K1600736
73L1600331 73K1600581 73K1700086
73L1600647 73K1700065 73K1700087
731600749 73K1700415 73K1700616

5-10212 7311800345 7311600347 7311600367
73K1800367 73L1600552 7311600368
73A1700252 73L1600850 7311600502

= 10913 73B1800339 73L1700169 73L1600870
73D1700241 7311700320 73M1600165
73J1700458 73M1600138 73M1600270
73A1800297 73M1700250 73A1700289
73B1800340 73A1800061 73A1700290
73C1700401 73B1700301 73A1700741
73C1800343 73B1800349 73A1800687

5-10214 73D1700614 5.10413 73B1800488 V5-10315 73A1800795
73D1800628 73D1800634 73B1700165
73E1800547 73E1700472 73B1700638
73F1700144 73F1800544 73B1800514
73F1800705 73G1700127 73C1700265




Appendix 2- Product Codes and
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Original Scope

Product Code Lot Number Product Code Lot Number Product Code Lot Number
73G1700124 73G1800924 73D1700137
73H1700036 5-10413 73K1700416 73D1700138
73H1800720 73M1600139 73D1700266
73)1800086 73A1700100 73D1700267
7311800660 5-10414 73F1700064 73D1800158

510714 73K1600136 73L1800406 73D1800286
73K1600722 73A1700646 73E1700240
7311600334 73A1800671 73E1800098
73L1600405 73B1800350 73E1800309
73M1600269 73C1700238 73E1800312
73M1700204 73D1700625 73E1800407
73M1700429 73D1800138 73E1800408
73B1800452 73E1700475 73F1700281
73E1800368 73F1700387 73F1700365
73F1800327 73F1800174 73F1700414
73G1800555 73G1800126 73F1800191
73H1700316 S 73G1800806 73F1800192
5.10215 73H1800182 73H1700041 73F1800362
73H1800721 73H1700483 73F1800363
73)1800087 73)1700292 73G1700237
73K1800368 7311800308 73G1700437
7311700310 73K1600369 73G1800595
73M1600131 73K1800172 73G1800831
73M1700436 73K1800173 V5-10315 73H1700056
73A1800052 73L1600011 73H1700352
73B1700401 7311700503 73H1700629
73B1800712 73L1800225 73H1700796
73D1700242 73M1700453 73H1800078
73F1700012 73D1800651 73H1800688
73F1700701 73E1700491 73H1800761
73G1700409 5-22012 73)1800335 7311600389
73G1800217 73L1600863 73)1600580
5-10216 73H1700317 7311700332 73)J1600581
73J1600750 73A1700274 73)1700443
7311700147 5-22013 73H1700612 7311800327
7311700592 7311700474 73K1600158
73)1800331 73F1700027 73K1700435
73)1800661 73F1800342 73K1700436
73K1800162 5-22014 73K1700427 73K1700754
7311600335 73K1800182 73K1800322
73L1600648 73K1800730 7311600260
73B1800713 73A1700278 7311600518
= 10217 73F1800162 73B1800492 73L1600672
73J1800506 5-22112 73C1700415 7311700672
73K1800538 73F1700168 7311700673
5-10312 73A1700091 73G1700426 73M1600268
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73A1700254 73H1700615 73A1700428
73A1700721 73H1800678 73A1700661
73A1800284 73K1800326 73A1800070
73A1800442 5-22112 73K1800374 73B1700625
73A1800665 73L1600359 73B1800728
73A1800810 7311700650 73B1800729
73B1700136 73M1600155 73C1800205
73B1700296 522113 73E1800394 73C1800207
73B1700402 73G1700427 73D1700430
73B1700617 592114 73F1700399 73D1700431
73B1800342 73K1800734 73D1700432
73B1800702 73A1800302 73D1700631
73C1700402 73A1800450 73D1800291
73C1700678 73B1700049 73D1800483
73C1800188 7381700313 73D1800484
73C1800564 73B1800138 73E1800810
73D1700127 73C1700416 73F1700038
73D1800059 73C1800551 73F1700039
73D1800133 73D1700643 73F1700734
73D1800305 73D1800150 73G1700438
73D1800456 73E1800570 73G1700625
73D1800629 73F1700034 V5-10316 73G1800234

510312 73E1700093 73F1700171 73G1800596
73E1700460 73F1700728 73H1700353
73E1800072 73F1800345 73H1700499
73E1800381 5-22212 73G1700609 73H1700797
73E1800785 73H1700341 73H1800458
73F1700137 73H1800196 73)J1600582
73F1700538 7311600378 7311600772
73F1700703 73J1700481 73)J1700144
73F1800163 7311700681 7311700493
73F1800707 73J1800290 73J1700610
73G1700218 73K1600730 7311800334
73G1700591 73K1700431 73)J1800698
73G1800118 73K1800186 73K1600605
73G1800218 73L1600665 73K1700617
73G1800568 73L1700179 73K1800195
73G1800799 7311700511 7311600174
73G1800911 73M1600158 73L1600369
73H1700318 73M1700267 73L1600370
73H1700473 73A1700114 73L1600673
73H1700778 73A1800451 7311600871
73H1800184 522213 73B1700314 73M1700150
73H1800420 73B1800496 73B1700639
73H1800724 73C1700694 V5-10317 73B1800730
731600355 73D1700644 73C1700704
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7311600564 73D1800151 73D1700632
73J1600751 73E1800571 73F1700561
7311700127 73F1700400 73F1800193
73J1700460 73F1800346 73G1700439
7311700594 73G1700428 e 73G1800019
73J1800072 73H1700342 73H1700354
7311800663 73H1700788 73H1800093
73K1600137 >-22213 73J1700482 73K1800574
73K1600571 73K1600149 73L1600674
73K1700057 73K1700277 73M1700025
73K1700409 73L1600666
73K1700587 7311700180

c 10312 73K1700725 73L1700512
73K1800163 73M1700268
73K1800369 73A1800452
73K1800456 73B1700315
73L1600138 73B1800364
73L1600338 73B1800497
73L1600488 73C1700695
73L1600650 73C1800366
73L1600838 73D1700425
7311700498 73D1800472
73L1800799 73E1700493
73M1600133 73E1800572
73M1700240 73F1800347
73M1700450 73G1700429
73A1700092 522914 73G1800935
73A1700255 73H1700493
73A1700404 73H1800447
73A1700643 73H1800681
73A1700722 731600379
73A1800043 73J1700137
73A1800285 73)1800106
73A1800666 73K1600593
73B1700137 73K1700076
73B1700403 73K1700608

>-10313 73B1700618 73L1600667
73B1800117 7311700335
73B1800480 73M1700269
73B1800703 73M1700459
73C1700228 73A1800453
73C1700550 73B1800365
73C1700679 73B1800498
73C1800476 >-22215 73C1700257
73D1700615 73C1700565
73D1800134 73C1800367




Appendix 2 - Product Codes
and Lots in Scope

Expanded Scope

Product Name Product Code
Hudson RCI® Sheridan LTS® 4.0 mm 5-11108
Hudson RCI® Sheridan LTS® 5.0 mm 5-11110
Hudson RCI® Sheridan/CF® 3.0 mm >-10106
5-10206
Hudson RCI® Sheridan/CF® 3.5 mm 5-10107
Hudson RCI® Sheridan/CF® 4.0 mm >-10108
5-10208
Hudson RCI® Sheridan/CF® 4.5 mm 5-10109
Hudson RCI® Sheridan/CF® 5.0 mm >-10110
5-10210
Hudson RCI® Sheridan/CF® 5.5 mm 5-10111
Hudson RCI® Sheridan/CF® 9.0 mm >-10118
5-10218
Hudson RCI® Sheridan/CF® 9.5 mm 5-10119
Hudson RCI® Sheridan/CF® 10.0 mm >-10120
5-10220
Hudson RCI® Sheridan® EZ-ENDO 5.0 mm 5-22510
Hudson RCI® Sheridan® EZ-ENDO 5.5 mm 5-22511
Hudson RCI® Sheridan® EZ-ENDO 9.0 mm 5-22518
Hudson RCI® Sheridan® Preformed 3.0 mm >-22006
5-22106
Hudson RCI® Sheridan® Preformed 3.5 mm >-22007
5-22107
5-22008
Hudson RCI® Sheridan® Preformed 4.0 mm 5-22108
5-22208
5-22009
Hudson RCI® Sheridan® Preformed 4.5 mm 5-22109
5-22209
5-22010
Hudson RCI® Sheridan® Preformed 5.0 mm 5-22110
5-22210
5-22011
Hudson RCI® Sheridan® Preformed 5.5 mm 5-22111
5-22211
Hudson RCI® Sheridan® Preformed 9.0 mm 5-22218
Hudson RCI® Sheridan® Uncuffed 2.0 mm 5-10404
Hudson RCI® Sheridan® Uncuffed 2.5 mm 5-10405
Hudson RCI® Sheridan® Uncuffed 3.0 mm 5-10406
Hudson RCI® Sheridan® Uncuffed 3.5 mm 5-10407
Hudson RCI® Sheridan® Uncuffed 4.0 mm 5-10408
Hudson RCI® Sheridan® Uncuffed 4.5 mm 5-10409
Hudson RCI® Sheridan® Uncuffed 5.0 mm 5-10410
Hudson RCI® Sheridan® Uncuffed 5.5 mm 5-10411
Hudson RCI® Sheridan®/HVT® 5.0 mm 5-10310
Hudson RCI® Sheridan®/HVT® 5.5 mm 5-10311
Hudson RCI® Sheridan®/HVT® 9.0 mm 5-10318
Hudson RCI® Sheridan®/HVT® 10.0 mm 5-10320
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73L1600638 73)1800658 73E1700474
73L1600825 73K1800363 73F1700386
73M1600121 5-10118 (Cont.) |73K1800755 73H1700040
73A1700079 7311800217 73H1700482
73C1700394 7311800596 73H1700599
73D1700234 7311600484 7311700291
73D1700235 7311600835 73K1700067
73D1700436 73A1700090 5-11110 (cont.) |73L1700502
73E1700214 73A1700250 73M1700452
73E1700450 73D1700407 73B1800124
73F1700366 73F1700372 73D1800313
73G1700211 73F1700537 73F1800173
73G1700579 73G1700408 73G1800125
73H1700309 73H1700469 73K1800170
73H1700461 73J1700453 7311800224
73H1700583 5-10119 73M1700449 73E1700489
73H1700768 73A1800040 73G1700128
7311700119 73B1800116 73K1700075
73J1700585 73B1800601 7311700176
73K1700245 73C1800341 73C1800361
73K1700718 73D1800121 73E1800241
73L1700302 73D1800452 5-22006 73F1800556
7311700654 73E1800546 73G1800589

>-10106 73M1700232 73F1800702 73G1800932
73A1800276 73H1800717 7311800417
73A1800428 73K1800160 73L1800418
7381800112 73B1700294 73M1800194
73B1800472 73D1700125 73M1800195
73B1800614 73D1700240 73L1600002
73C1800332 73G1700589 73K1700426
73D1800120 73H1700506 5-22007 73A1800460
73D1800446 73H1700593 73D1800648
73E1800373 73M1700238 73E1800565
73E1800775 73A1800051 73C1700413
73G1800111 5.10120 73B1800479 73F1700164
73H1800174 73C1800342 73G1700129
73H1800711 73D1800131 5-22008 73J1700300
7311800313 73D1800453 73A1800461
7311800492 73E1800377 73B1800362
73K1800151 73F1800703 73F1800183
73K1800320 73G1800566 73L1600003
73K1800356 73H1800655 73C1700414
73K1800708 73)1800348 73D1700640
73L1800210 73K1800161 >-22009 73F1700026
7311800386 5.10206 73H1700470 73G1700130
73M1800158 7311700455 73H1700610
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73K1600124 7311700647 73K1700274
73K1600348 73B1800338 73A1800066
73K1600560 5-10206 73F1800704 73C1800464
73K1600718 73K1800012 73D1800649
73L1600480 73K1800364 >-22009 73E1800566
73L1600639 73L1600485 73F1800340
7311600826 73J1700456 7311800633
73A1700080 73K1700408 73L1800822
73A1700241 >-10208 73C1800474 73A1700109
73C1700395 73H1800656 73B1700414
73C1700538 73K1800365 73D1700627
73C1700670 7311700457 599010 73H1700611
73D1700404 5-10210 7311700648 73A1800044
73E1700215 73K1800366 73C1800550
73E1700451 73C1700549 73E1800393
73F1700139 5-10218 73)1800347 73G1800590
73F1700367 73J1800715 73K1600589
73F1700695 £10220 73C1800475 73L1600862
73G1700212 73J1800507 73B1700309
73G1700400 73K1600356 73D1700628
73G1700580 7311600336 5-22011 73F1700165
73H1700029 73L1600486 73L1700331

5-10107 73H1700462 7311600836 73A1800020
73H1700584 73M1600132 73D1800650
73H1700769 73B1700134 73F1800341
7311700120 73C1700227 73E1700719
73J1700273 73C1700676 73M1700260
7311700586 73D1700243 5-22106 73E1800567
73K1700246 73E1700091 73)J1800524
73K1700399 73F1700013 73K1800731
73K1700706 73F1700145 73L1600864
73K1700719 73F1700702 599107 73F1700166
7311700303 5-10310 73G1700410 73E1800088
73L1700497 73H1700471 73K1800772
7311700655 73H1700777 73K1600590
73M1700233 73J1700593 73M1600152
73M1700417 73K1700254 73A1700110
73A1800277 73K1700723 73D1700629
73A1800436 7311700661 5-22108 73F1700028
73A1800804 73A1800282 73B1800133
73B1800473 73A1800664 73E1800089
73B1800696 73B1800341 73G1800933
73C1800333 73C1800186 73J1800100
73C1800449 73C1800563 73L1600160
73C1800465 73D1800303 5-22109 73L1600865
73D1800122 73D1800454 73M1600153
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73D1800447 73E1800071 73A1700275
73D1800619 73E1800378 73B1700310
73D1800679 5.10310 73F1800706 73C1700563
73E1800542 73G1800567 73D1700423
73E1800543 73K1800540 73F1700029
73F1800154 73K1800541 73H1700613

5.10107 73F1800525 73K1600357 7311700475
73F1800694 73L1600337 73K1700428
73G1800208 7311600487 5-99109 73M1700261
73G1800559 73L1600837 73B1800363
73K1800532 73A1700253 73C1800362
73K1800743 73C1700677 73D1800652
7311800211 73D1700126 73E1800568
73L1800512 73E1700092 73G1800819
73K1600719 73E1700459 73H1800444
73L1600128 73E1700221 7311800525
7311600321 73F1700374 73K1800762
73L1600481 73G1700411 73L1800823
7311600827 73G1700590 73K1600591
73A1700081 5.10311 73H1700472 73L1600161
73A1700242 73J1700459 73L1600866
73B1700285 73K1700255 73A1700111
73B1700612 73K1700724 73A1700276
73C1700221 73M1700239 73B1700416
73C1700539 73A1800283 73C1700251
73D1700119 73A1800809 73C1700693
73D1700606 73C1800187 73F1700030
73E1700216 73D1800132 73G1700425
73E1700452 73D1800304 >-22110 7311700476
73E1700694 73D1800455 73L1700333

>-10108 73F1700006 73E1800379 73M1700262
73F1700140 73E1800784 73B1800453
73F1700368 73F1800536 73C1800363
73F1700529 73H1800183 73E1800090
73G1700133 7311600144 73F1800343
73G1700401 73L1600493 73G1800820
73G1700581 7311600701 73H1800445
73H1700030 73L1600843 73K1800733
73H1700310 73A1700259 731600377
73H1700463 5 10318 73C1700232 73K1600592
73H1700585 73C1700684 7311600358
73H1700770 73D1700247 599111 73L1600867
73J1700121 73E1700097 73M1600154
7311700274 73E1700468 73A1700277
73J1700587 73F1700150 73B1700417
73K1700049 73F1700380 73C1700564
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73K1700247 73F1700709 73F1700398
73K1700400 73G1700595 73H1700614
7311700161 73H1700170 7311700477
73L1700519 73H1700598 5-22111 73A1800067
73M1700129 73K1700060 73B1800134
73M1700234 73K1700260 73C1800364
73M1700418 73K1700593 73F1800344
73M1700443 73L1700316 73L1600360
73A1800278 7311700663 73A1700112
73A1800654 73M1700245 73D1700258
73B1800113 73A1800286 73F1700032
73B1800697 73A1800443 73F1700725
73C1800176 73B1800119 73G1700605

5 10108 73C1800466 5 10318 73B1800482 73H1700786
73D1800123 73C1800347 73J1700478
73D1800296 73D1800308 73K1700275
73D1800620 73D1800460 73K1700740
73D1800621 73E1800551 5-22208 73L1700508
73E1800067 73F1800166 73M1700263
73E1800374 73F1800712 73A1800316
73E1800700 73G1800123 73A1800816
73F1800155 73G1800573 73B1800493
73F1800321 73H1800187 73C1800365
73F1800526 73H1800663 73D1800147
73G1800112 73H1800728 73E1800091
73G1800209 7311800322 73E1800569
73G1800789 73)1800667 73F1800557
73H1800175 73K1800547 73H1800679
7311600129 7311700500 7311600127
73L1600130 5-10320 7311800512 73L1600509
7311600322 73K1800168 73M1600156
73L1600644 73L1600844 73A1700279
73M1600123 73A1700096 73B1700311
73A1700082 73A1700260 73D1700132
73A1700243 73B1700298 73D1700424
73B1700286 73C1700405 73E1700720

5-10109 73C1700222 73F1700381 5-22209 73F1700169
73C1700540 73F1700710 73G1700606
73C1700671 5-10404 73H1700323 73H1700338
73D1700607 73H1700478 7311700479
73E1700087 73M1700246 73K1700276
73E1700453 73A1800055 73K1700429
73E1700695 73B1800120 7311700177
73F1700007 73E1800552 73L1700509
73F1700141 73J1800091 73M1700264
73F1700530 7311800610 73A1800024




Appendix 2- Product Codes
and Lots in Scope

Expanded Scope

Product Code Lot Number Product Code Lot Number Product Code Lot Number
73F1700696 7311600845 73A1800300
73G1700134 73A1700097 73B1800135
73G1700402 73A1700725 73B1800454
73G1700582 73B1700299 73C1800491
73H1700031 73F1700712 5-99209 73D1800148
73H1700311 73G1700418 73E1800092
73H1700586 73H1700038 73E1800395
73H1700771 73H1700479 73F1800719
73J1700122 5-10405 73)1700287 73H1800194
7311700275 73A1800056 7311800103
73K1700050 73A1800462 73K1600379
73K1700579 73B1800121 73L1600361
7311700293 73E1800553 7311600663
73L1700520 73F1800713 73M1600157
7311700656 73H1800423 73B1700312
73M1700130 73H1800664 73C1700254
73M1700235 73K1800376 73D1700641
73M1700419 73L1600495 73F1700170

5-10109 73A1800041 73B1700621 73F1700726
73A1800655 73D1700622 73G1700607
73A1800805 73E1700710 73H1700339
73B1800332 73F1700152 592210 73H1700616
73C1800180 73G1700131 73J1700135
73C1800557 73H1700480 7311700447
73D1800297 73J1700128 73K1700607
73E1800068 731700599 73L1700178
73E1800224 73K1700594 7311700334
73E1800776 73L1700318 73M1700265
73F1800322 73M1700139 73A1800448
73F1800695 73M1700415 73B1800136
73G1800790 73A1800057 73B1800494
73G1800906 5-10406 73A1800463 73C1800498
73H1800415 73A1800811 73E1800093
7311800314 73B1800484 73F1800558
7311800494 73C1800192 73K1600380
7311800655 73D1800310 73K1600729
73K1800753 73D1800462 73L1600664
73L1800591 73E1800386 73B1700420
7311600742 73E1800790 73C1700255
73K1600128 73F1800541 £ 22911 73D1700133
73K1600351 73G1800576 73D1700642

510110 73K1600563 73H1800189 73F1700033
73L1600006 73H1800665 73F1700727
73L1600131 7311800092 73G1700608
7311600323 7311800209 73H1700340
73L1600640 7311800404 73H1700787




Appendix 2 - Product Codes
and Lots in Scope

Expanded Scope

Product Code Lot Number Product Code Lot Number Product Code Lot Number
7311600828 7311800513 73J1700136
73A1700244 7311800611 7311700480
73B1700287 5-10406 7311800727 73K1700430
73B1700393 73M1800178 73K1700741
73B1700613 73M1800342 7311700510
73D1700120 73K1600366 73M1700266
73D1700608 7311600643 73A1800301
73E1700241 73A1700261 £ 22911 73A1800449
73E1700696 73D1700408 73B1800137
73F1700142 73G1700419 73B1800495
73F1700531 73H1700039 73C1800177
73G1700135 73K1700261 73D1800149
73G1700583 5-10407 73K1700595 73E1800094
73H1700032 73M1700416 73F1800184
73H1700464 73A1800812 73F1800559
73H1700587 73C1800175 73L1800437
73H1700772 73E1800229 73F1700556
7311700123 73F1800542 73G1700430
73J1700276 73G1800921 73H1700619
7311700448 73K1800549 7311700301
73J1700614 73K1600725 >-22218 73F1800350
73K1700051 73L1600656 73G1800138
73K1700248 73B1700143 73)J1800108

>-10110 73K1700401 73C1700554 7311800530
73K1700580 73D1700409 73B1700556
73L1700164 73E1700226 599510 73D1700650
73L1700304 73E1700711 73H1700346
73L1700657 73F1700383 73H1800449
73M1700131 73F1700714 73C1700261
73M1700420 73H1700481 5-22511 73K1700609
73A1800279 73J1700288 73C1800370
73A1800437 5-10408 73J1700600 73K1600595
73A1800661 73M1700248 5-22518 73E1800459
73A1800806 73B1800122 73M1800288
73B1800333 73B1800485
73B1800698 73B1800705
73C1800181 73D1800311
73C1800334 73D1800463
73C1800467 73E1800387
73C1800558 73F1800331
73D1800124 73G1800805
73D1800298 73H1800667
73D1800622 73)1800324
73E1800245 73K1600726
73E1800375 5-10409 7311600847
73E1800777 73A1700098




Appendix 2 - Product Codes
and Lots in Scope

Expanded Scope

Product Code Lot Number Product Code Lot Number
73F1800527 73A1700262
73F1800696 73C1700233
73G1800113 73C1700685
73G1800560 73D1700410
73G1800907 73E1700227

5-10110 73H1800176 73F1700154
73H1800210 73F1700715
73K1800358 73H1700324
73K1800534 73J1700129
73K1800710 73J1700289
7311800514 73K1700062

5-10409
73J1600351 73K1700730
73J1600720 73M1700140
73K1600129 73A1800058
73K1600564 73B1800329
73L1600007 73B1800486
7311600324 73B1800706
7311600641 73C1800480
7311600829 73D1800312
73M1600125 73E1800059
73A1700084 73E1800554
73A1700245 73F1800169
73B1700614 73K1600579
73C1700396 73L1600146
73D1700121 7311600848
73D1700609 73A1700099
73E1700697 73B1700145
73G1700136 73B1700389

5-10111 73G1700213 73C1700234
73G1700584 73C1700686
73H1700465 73D1700411
73H1700588 73E1700470
73H1700773 73F1700155
73J1700124 73F1700384
73J1700449 >-10410 73F1700716
73K1700052 73H1700325
73K1700172 73J1700130
73K1700581 73K1700063
7311700165 73K1700731
73L1700305 73M1700141
7311700658 73B1800346
73M1700132 73B1800707
73M1700335 73C1800481
73M1700444 73E1800230
73A1800280 73E1800791
73A1800438 73F1800543




Appendix 2 - Product Codes
and Lots in Scope

Expanded Scope

Product Code Lot Number Product Code Lot Number
73A1800807 73J1600685
73B1800334 73K1600580
73B1800699 73L1600849
73C1800182 73A1700263
73C1800335 73C1700235
73C1800468 73C1700687
73D1800125 73D1700623
73D1800299 73E1700471
73D1800623 73F1700156

5-10111 73E1800778 73F1700717
73F1800156 73G1700420
73F1800323 73H1700326
73F1800528 73J1700131
73G1800114 >-10411 73K1700064
73G1800211 73K1700732
73G1800561 7311700319
73H1800177 73M1700249
73K1800379 73A1800059
73L1800537 73B1800347
7311600009 73B1800708
73L1600332 73D1800633
73M1600130 73E1800388
73A1700089 73F1800170
73A1700249 73G1800223
73B1700399 73G1800922
73C1700547 73H1800730
73D1700406 73L1600010
73E1700701 73A1700644
73F1700536 73C1700236
73G1700407 73D1700438
73H1700592 73E1700473
73J1700282 73F1700385

5-10118 73K1700405 73K1700066

5-11108
73M1700137 7311700501
73A1800039 73B1800123
73A1800808 73D1800137
73B1800337 73F1800172
73C1800340 73G1800124
73D1800130 73G1800925
73D1800302 73H1800731
73E1800783 73K1600368
73F1800535 73K1600727
73G1800798 73A1700645

5-11110
73H1800654 73B1700410
73J1800319 73C1700237
73J1800503 73D1700624
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