Central Drugs Standard Control Organization
Directorate General of Health Services
Ministry of Health and Family Welfare

Government of India

(Medical Devices and Diagnostics Division)
Email: ddcimd-cdsco@nic.in

Food & Drugs Administration Bhawan,
Kotla Road, New Delhi.
F.No. 29/Misc./03/2023-DC(134) Date: 08t" May 2023

MEDICAL DEVICE ALERT

HOYA Vivinex Toric I0Ls (Model Numbers: XY1AT2, XY1AT3, XY1AT4,
XY1ATS5, XY1AT6, XY1AT7, XY1AT8 and XY1AT9)

Manufactured from June 2022 to January 2023 (List of affected batches in
India attached)

BACKGROUND

HOYA Surgical Optics is recaling HOYA Vivinex iSert Toric IOLs from a
specified manufacturing period (June 2022 to January 2023). Recall Action
Classification Class Il, Recall Action Commencement Date 12.04.2023.

Reason for Recall

HOYA Surgical Optics is recalling HOYA Vivinex iSert Toric IOLs from a
specified manufacturing period (June 2022 to January 2023) and have
received customer's complaints in Australia and Japan, with reports of
damage (such as scratches) and fragment adhesion on the IOL optic surface.
Following the initial investigation of returned samples, HOYA identified that
damage had occurred to the nozzle tip of the iSert injector during Toric IOL
implantation. This damage might have led to the reported scratches on the
optic surface and polypropylene (PP) resin fragments from inside the injector
tip to adhere to the IOL surface (PP adhesion).

FURTHER DETAILS & CONTACTS

Recall Action Notification for Hoya Vivinex isert Toric IOLs from Department of
Health, Therapeutics Goods Administration, Australian Government herewith
attached with this alert.

M/s. HOYA Medical India Pvt. Ltd.,

H-9, 2nd Floor, Block- B1, Mohan Co-operative Industrial Estate,

Mathura Road, South Delhi

New Delhi 110044 India
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HOYA

SURGICAL OPTICS

HOYA Medical India Pvt. Ltd.

H-9, Second Floor, Block-B1

Mohan Co-operative Industrial Estate,
Mathura Road, New Delhi-110044, India

Tel: 91-11-4838-0000
Fax: 91-11-4838-0001

HOYA.com/SurgicalOptics
Date: 28-April-2023
Hoya Medical Affected batch details

Product Name petllizationy ot Serlal No. (Present on the product label)
Batch No. units
HOYA Vivinex Toric XY1A E5483 1]2JM501D3

2FM60015 2FM60016 2HM60023 2JM60029 2JM60035 2JM60068 2JM60071 2JMe0072

ES511 19 2)M60073 2JM6E00A3 2JM600A4 2JM6E00AS5 2JM600CA 2/M600D1 2JM600D2 2KM600C1
2KM600E2 2LM60093 2LM600D4
2EM600D2 2EM600D3 2EM600D4 2EMEQODS  |2EM600D6 2EM600D7 2EM600D8 2EMB00D9
2EME00DA 2EM600E1 2EMB600E2 2EMB00E3 2EMB00E4 2EMB600ES 2EM600ES 2EM600E7
2EM600ES 2EMB00EA 2EMB00F1 2EM600F2 2EM600F3 2EMG600H8 2EM600K4 2EM600KS5
2EM600K6 2EM600K8 2EM&00L2 2EM600L4 2EMB00LS 2EMB00LE 2EM600L7 2EM600L8
2EMG00LS 2EMB600LA 2EM600M1  |2EM600M2 | 2EMB0OON1 2EMB00N3 2EM600N4 | 2EMB00NS

ES514 89 2EMB00P3 2EM6E00P4 2EME00PS 2EMB00PS 2EMB00P7 2EMB00P8 2EMB00PS 2EM600PA
2EM&00Q1 2EM600Q2 | 2EM600S7 2EMB00S8 2EMB0059 2EMB00SA 2EM600T1 2EM600T2
2EMB00T3 2EME00T4 2EM6E00T5S 2FM60041 2FM60042 2FMB60073 2FMED074 2FM60083
2FM60085 2FM60087 2FM60088 2FME00IA 2FM600K1 2FM60106 2FM60107 2FM60108
2FM60109 2FM6010A 2FM60112 2FM60113 2FM60114 2FM60115 2FM60116 2GM6E0031
2GM60032 2GM60096 | 2GM60097 2GMB00E5  |2GMSE00ES 2GMB600E7 2GM6E00E8  [2KM600)2
2LM600F8
2EM60181 2EM601397 2EM60198 2FM601K6 2FM601K8 2FM601KS 2FM601KA 2FM6E01L1
2FM601L2 2FME01L3 2FM6E01L4 2FME01L5 2FM601L6 2FM601L7 2FM601L8 2FM601N8
2FM601NS 2FMB0INA  |2FM6E02K1 2FM602K2 2GM60111 2GM60141 2GM60142 2GM60143

E5525 53 2GM60144 2GM60177 [2GM6E0178 2GM60179  [2HMB0061 2HMB0065 2HM60066 | 2HMB0087
2JME00H6 2JME00H7 2/ME00H8 2JMB0OOH9 2JMB00HA 2IMB00I3 2IM60014 2JM&00J5
2JM600J6 2JM600)8 2/M600J9 2JM600PS 2IM600P6 2JM600P7 2JM600P8 2IM600W8
2JM6E00WS 2JIME00WA  |2)JM600X1 2JM600Y9 2JM600YA
2FM60281 2FM60286 2FM60287 2FM60288 2FM60289 2FMB028A 2FM60291 2FM60292
2FM602W1 2FM602W2 |2FME02W3  |2FM602W4  |2FME02W5  |2FM602W6 | 2FM602W7 | 2FM602W8
2FM602W9 2FM602WA  |2GM601A1  [2GM601A2 [2GM6E01A3 2GM601A4  |2GM601A5  |2GM601A6
2GM601A7 2GM601AA  |2GM601B1  |2GME01EZ | 2GM601B3 2GM601B4 2GM601BS  |2GM60186
2GM6E01B7 2GM601B9  |2GM601C1 2GM601C2 2GM601C4 2GM601CS 2GM601C6 2GM601C7
2GM601C8 2GM601C9  |2GM6E01CA  |2GM6E01D1  |2GM6E01D2  |2GM601D3  |2GM601D4  |2GME01D5
2GM601D7 2GM601E1 2GMB01E2 2GMG01ES 2GMB01E7 2GM601E8 2GMB01F1 2GM601F2
2GM601F3 2GM601F4  |2GM601FS 2GM601F7 2GM601F8 2GM601F9 2GM6E01FA  |2GMB01G1

ES527 131 [2GM601G2 2GM601G3  [2GM601G4  |2GME01GS  |2GM6E01G6 | 2HME00T1 2HM600T2  |2HM600T3
2HMB00T4 2HMB00T6 _ |2ZHMG00T8 2HM60071 2HM600Z2 2HM600Z3 2HM6E00Z4  |2HMB00Z5
2HM60076 2HM600Z7 | 2HM600Z28 2HM600Z8 2HM600ZA 2HM6B0141 2HM60143  |2HM60144
2HM6E0145 2HME0146  |2HM60147 2HM60148 [2HM6E0149 2HM60151 2HM60152  |2HM&0153
2HM60155 2HM60156  |2HM60157 2HM60158  |2HM60159 2HM60162 2HM60164  |2HM60165
2HM60166 2HM60169 2HME016A 2HM60171 2HM601H1 2HM601H2 2HM601H3 |2HMB01H4
2HM6E01H5 2HMB01H6 |2HM601H7  12HM601H8 [2HMBE01HS 2HMB01HA  [2HM60111 2HM601)2
2HMB0LU3 2HM6014 2HM601)5 2HM6E01J6 2HM60U7 2HM6018 2IM60131 2IM60132
2JM60133 2LM600J1 2LM600J2
2EMB01J1 2EMB0L2 2EM601J3 2EMB0LUJ4 2EM60LUJS 2EM60L7 2EM60LUI8 2EMB01K1
2EM601Q8 2EMG601QA |2EMB01R1 2EMBDIRZ 2EMB01R3 2EM601R4 2EM601RS 2EM601R7
2EM601R8 2EM601R9 2EM601SA 2EM601T2 2EM60201 2EM60203 2EM60204 2EME0205
2EMB0207 2EM60208 2EMB020A 2EM60211 2EM60212 2EM60213 2EM60214 2EME0215
2EM60216 2EM60217 2EM6021A 2EME0221 2EM60222 2EM60223 2EM60224 2EM60225
2EME0226 2EME0227 2EM60231 2EM60232 2EM60233 2EM60234 2FM60352 2FM603S3
2FM60354 2FM60355 2FM60357 2FM60358 2FM60418 2FM60419 2FM6041A 2FM60421
2FM60423 2FM60424 2FM60425 2FM60426 2FM60427 2FM60428 2FM60435 2FM60436

ES557 131 2FM60437 2FM60438 2FM60439 2FM6043A 2FM6E0441 2FM60442 2FM60443 2FM60444
2FMB0445 2FM60446 2FM 60447 2FM60448 2FMB0449 2FM6044A 2FM60451 2FM60452
2FM60453 2FM60454 2FM60455 2FM60456 2FM60457 2FM60458 2FMB0459 2FM6045A
2FM604C5 2FM604C6 2FM604C7 2FME04C8 2FM604C9 2FM604CA 2FM604D1 2FM604D2
2FM604D3 2FM604D4  |2FM604G1 2FM604G2  |2FM604G3 2FM604G4 2FMB04G5S 2FM604G6
2JM60171 2IM601A3 2IM601A4 2iIM601A5 2IM601A6 2JM601A7 2JM601A8 2JM601C4
2IM601C5 2IM601C6 2IM601C7 2IM601C8 2IM601C8 2IM601E1 2IMG01E2 2JMBO1E3
2JM601ES 2IM601F4 2JM601F5 2JM601F6 2JMB601F7 2IM601J1 2IM60112 2IM601J3
2,M6015 2IM601M2  |12IM601M3
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| Product Name siliztion TOFEI Serial No. {Present on the product label)

Batch No. units
2EM601D2 2EM601D4 2EM601D6 2EM601D7 2EM601D9 2EM601E1 2EM601E2 2EM601E4
2EM601E6 2EM601E7 2EMG601E8 2EMG01ES 2EM601EA 2EMB01F2 2EM601F4 2EM6E01F7
2EM601F8 2EM60262 2EMB0274 2EM60275 2EM60277 2EM60278 2EM60279 2EMB027A
2FM603M1 2FM603M2  |2FM603M3  |2FM603M4  |2FM603M5  |2FM603M6  [2FME03M7 | 2FM603MS8

ES569 63 2FMB03MA 2FM603N2  [2FME03N3 2FM603N4 2FMBO3NS 2FMB03N6 2FMB03N7 2FMBE03N8
2FM603N9 2FMG03NA  |2FM603P1 2FM603P2 2FM605E7 2FM605F1 2GM601RS  |2GM601RA
2GM602E8 2GMB02G5  [2GM602M1  |2GME02M2  [2GM602P2 2GM602P4 2GM6E02P7 | 2GM6E02R5
2GMBOZRT 2GMEBOZRE  |2GME02RES ZGMB0256 2GMB0257 2GMB0258 2GME0258 2GMBOZ5A
2GM602T1 2GM602T2 2GM602T3 2GM60379 2GM6037A

ES578 5|26M603G2 2GM603G3  [2GMB03G5  [2HMB0227  [2)JM601W4
2EM60257 2EM60258 2EM602E3 2EM602E4 2EMB02ES 2EM602E6 2EM602ES 2EMG02F1
2EM&02F2 2EMG02F3 2EM6E02F5 2EM602F6 2EMB02F7 2EM602F8 2EM6E02F9 2EMB02FA
2EM602G2 2EMB02G4 2EM602G5 2EM602G9 2EM602GA 2EM602H3 JEME0ZHA 2EM602H5
2EM602H7 2EM6B02J1 2EMB0212 2EM602)3 2FM604X2 2FMB04X3 2FM604X5 2FM60548
2FM60549 2FM60551 2FM60567 2FM60568 2FM60569 2FM60571 2FMB60573 2FMB0681
2FM6E0682 2FM6&0683 2FM60684 2FM60685 2FM60686 2FM60687 2FM60688 2FM60689
2FM6E068A 2FM60691 2FM60692 2FM60693 2FM60694 2FMB0695 2FM60696 2FM60697

ES579 118 |2FM60698 2FM60699 2FM606A1 2FMB06A2 2FMB06A3 2FM607D1 2FM607D2 2FM607D3
2FM607D4 2FM607D5 2FM607D6 2FM607D7  |2FM607D8 2FM607D3 2FM607DA  |2GM6B01T1
2GM601T2 26M601T3 | 2GM60231 26M60232  |2GM60233 2GM602A8  |2GM603P1  |2GMB03P3
2GM603P4 2GME03P5 | 2GM603P7 2GM603P8 | 2GM603PS 2GMB03PA  |2GM603Q2  |2GM603Q4
2GM603Q5 26M6030Q6  |2GM603Q8 |2GM603Q9 |2GME03QA  |2GM6E03R1  |2GM603R2  |2GMB603R3
2GM603R4 2GM603RS  |2HM601L1 2HM601L2 2HM601L3 2HMB01P1 2HM601P2  |2HM6B0231
2HM60232 2HM60234  |2HM60237 2HMB0238 2HMGE023A 2HM60245 2HM60246 2HM60248
2HM60253 2HM60254 | 2IM601P1 2IM601PA 2Me01Q1 2IM60102
2EMB02K1 2EM602K2 2EM602K3 2EM602K4 2EMB02K5 2EMB02K7 2EM602K8 2EM602K9
2EMB02KA 2FM60814 2FM60816 2FMB0817 2FM60818 2FM60819 2FM&0821 2FM60822
2FM60823 2FM60824 2FM60826 2FM60827 2FM60828 2FM60829 2FMB082A 2FM60831
2FM6E0832 2FM60833 2FM6E0834 2FM60836 2FM60837 2FM60839 2FM6083A 2FM608R1
2FMB08R2 2FM6E08R3 2FM608R4 2FMB08RS 2FM&08RE 2FME08R7 2FMGE08R8 2FMB08RS
2FM608RA 2FMB0851 2FM60852 2FM608S3 2FM&0854 2FMB08S5 2FM60856 2FM60857

ES584 107 2FM60858 2FME08SA 2FM6E08T1 2FM608T2 2FM608T3 2FM609R2 2FME09R3 2FM609R4
2FMG0SRS 2FM609R6  |2FM609R7 2FM609R8 2FM609R9 2FMG09RA  [2FM60951 2FM609S52
2FMB0953 2FMB0954 2FM609S5 2FM609S6 2FM60957 2FM60958 2FM60959 2FMBE0SSA
2FMB09T1 2FMIE0ET2 ZFMBOSWL  [IFMBI9WS  [2FME0OWE  |ZFMBO9WS  |2FME0OWE  |ZFMEDIWT
2FM609W8 2FM609WS  [2FM60SWA  |2FM609X1 2FMB09X2 2FM609X3 2FM609X4 2FMB09X6
2FM6E09X7 2FME0SX8 2FM6B0A61 2FME0A62 2FM6E0A63 2FME0AG4 2FME0A8BA  |2FME0AS1
2FM60A92 2FM60A93 2FM60A94 2FM6E0A95 2FM60A96 2FM60AS7 2FM60AS8 2FM60A99
2FMB0ASA 2FM60AG1  [2FMB0AG3
2EME02M2 2EM602M3  |2EM602M4  |2EMB02M9  |2FMEDAT4 2FMB0ATS 2GM603X1  |2GM603X2
2GM603X3 2GM603X4  |2GM60417 2GM60418  |2GM60419 2GM6041A  |2GM6E0432  [2GM60434

ES604 a1 2GM60436 2GM60437  |2GM604E4 2GMG604ES  |2GM604E6 2GMB04E7 2GM604E8 2GM604F2
2GM604F3 2GM604F4  |2GM604F5 2GMBO4FE 2GM604F7 2HMB0254 2HM60256 2HMB02T3
2HM602T4 2HM602T5 2HME02VA 2HM602W4  |12HM602W6 | 2IM60224 2IM60225 2IM60227
2KM6E01D9
2EM602P4 2EM602P5 2EMB02P6 2EM602P7 2EM602P8 2EMB602P9 2EM602PA 2FMG0AZ1
2FM60AZ2 2FM60AZ3 2FM60AZ6 2FM60AZ7 2FM&0AZ8 2FM60AZ9 2FM60B01 2FM60B02
2FM60B03 2FM6E0BOS 2FME0BO6 2FM60B0O7 2FM6E0808 2FM6&0B09 2FM6E0B11 2FM60B12
2FM60B13 2FM&0B14 2FME0B1S 2FM60B16 2FM6E0B17 2FM60B18 2FM6E0B19 2FM6B0B1A
2FM60821 2FM60B22 2FM6E0B23 2FM60B24 2FME0B25 2FM60BB2 2FM60BB3 2FME0BB4
2FM60BB5 2FM60BB6 2FM60BB7 2FM6G0BB8 2FM60BBS 2GM604T7 2GM604T8 2GMB04T9
2GMB04TA IGMBO4UT  |2GMBD4UE  |2GMBO4US  |2GMBO5C2 2GME0SC3 JGME05CS  |2GME05LS

ES605 114 |2GMB05F1 2GM605F2 2GM605F3 2GMG05F4 2GMB605F5 2GM605F6 2GM605F7 2GM6E05F8
2HM60304 2HME0305 |2HME0306  |2HM603Q7  |2HM60308 | 2HM603Q9  {2HME030A | 2HME03R1
2HMB03R2 2HM603R3 | 2HM603R4 2HM®603R5 2HMG603R7 2HMG6E03R8 2HME03RA  |2HMEBED3TA
2HMB603U1 2HM603U2  |2HM603U3  |2HME03U4  |2HM603W1  [2HM6E603W2  |2HME03W3  |2HM603W4
2HME03WS 2HM603W6 |2HM603W8  |2HM603WS | 2HM603Z5 2HM6E0326 2HM60444 | 2HM60446
2HME0447 2HME0448 |2HM60449  |2HM60485  [2HM60487  [2HM6E0488  [2HME0489  [2HM6E048A
2HM60491 2HM60492  [2HM60493 2HM60494  |2HM60495 2HM60496 2HM60497  |2HM60498
2HM60499 2HMB0434
2EMB03F5 2EMG6E03F6 2EM603F7 2EM603F8 2EM603FA 2EM603G1 2EM6B03G2  |2EMBD3G3
2EMGE03G4 2EM603G5  [2EM6E03G6  [2EM603G7  |2EMBE03G8  [2EM603GS  |2EME03GA  |2EM603H1
2EM603H4 2EMGB03H6  [2EM603H7 2EM603H8 2GM606R8 2GM606RS 2GM60651 2GM60653

ES606 61 2GM6E0654 2GM6E0655 2GM60657 2GM6E0658 2GMB06S9 2HMB04F2 2HME04F3 2HM604F4
2HM604F5 2HM6E04F6 2ZHMBO4F7 2HMBO4FE | 2ZHMGE04F9 2HME04G1  [2HM604G2 | 2HM604G3
2HM6E04G4 2HME04G5 | 2HM6E04K3 2HM604K4 | 2HM6&04KS 2HM604K6 2HM604K7 2HM604K8
2IM60294 2IM60295 2JM60296 2JM60297 2)JM60298 2)i1602C8 2IM602C9 2IM602CA
2JM602D1 21M602D2 2IM602D3 2JM602D4 2JME02D5
2EM70011 2EM70043 2EM70044 2EM70045 2EM70046 2EM70047 2EM70048 2EM70049
ZEMTO04A ZEM70051 2EM70052 ZEM70053 2EM70054 ZEM70055 JEMTOO56 2EM70057
2EM70069 2GM6B07N8 |2GM6E07NS  |2GMB07NA  |2HM60692 2HM60693 2HM60684  [2HMGE0695

ES607 59 2HM60696 2HM60697 | 2HM70011 2HM70012  |2HM70013 2HM?70014 2HM70015 |2HM70016
2HM70017 2HM70075 | 2HM70076 2HM70077 _ |2HM70078 2HM70079 2HM7007A  [2HM70081
2HM70082 2HM70083 |2HM70084 [2HM70086 |2HM700C6  [2HM700C7  |2HM700C8 [2HM700C9
2HM700CA 2HM700D3  |2HM700D4 |2HM700DS |2HM700D6 |2HM700D7 |2HM700G7 |2HM700G8
2M70041 2JM70042 2IJM70044

ES617 2]2KM7006A 2KM70071




Product Name Sl To?al Serlal No. (Present on the product label)

Batch No. units
2EM70071 2EM70072 |2EM70073  [2EM70076 |2EM70077  [2EM70078  [2EM70079  |2EM7007A
2EM70081 2EM70082 |2EM70083  [2EM70084 |2EM70085  [2EM70086  [2EM70087  |2EM70088
2EM70089 2EM70091 [2EM70092 [2EM70093 |2EM70094  [2EM70095  [2EM70096 |2EM70097
2EM70098 2EM70099  [2EM700A1  [2EM700A2 |2EM700A3  [2EM700A4 [2EM700A5 |2EM700A6

ES619 75 |2EM700A7 2EM700A8 |2EM700A3 |2EM700B1 [2EM700B4  [2EM700BS [2EM700B6 |2EM700C1
2EM700C2 2EM700C3  |2EM700C4  |2EM700C5  [2EM700C6  [2EM700C7  [2EM700C8  |2EM700C9
2EM700CA 2EM700D1 |2EM700D2 |2EM700D3  [2EM700D4  [2EM700D5 [2EM700D6 |2EM700D7
2EM700D8 2EM700D9  |2EM700F6  |2EM700F7  |2EM700F8  |2EM700F9  |2JM700T2  |2JM700T3
2JM700T4 2JM700T5  |2JM700T6  |2JM70165  |2JM70166  [2JM70167  |2]JM70168 |2)JM70169
2JM70171 2JM70173  [2)JM70174
2EM700G1 2EM700G2  [2EM700G4  [2EM700G5 |2EM700G6 |2EM700G8 |2EM700G9  |2EM700GA
2EM700H1 2EM700H2  [2EM700H5  [2EM700H7 [2EM700H8 |2EM700HS  [2FM70045 |2FM70046
2FM70048 2FM7004A  [2FM700A1  [2FM700A2 [2FM700A3  |2FM700A4  |2FM700A5  |2FM700A6
2FM700A7 2FM700A8 [2FM700A9  [2FM700AA [2FM700B1  |2FM700B2  |2FM700B3  |2FM700B4
2FM700B5 2FM700B6 _ [2FM700B8  |2FM700B9  [2FM700BA  |2FM700C1  [2FM700C2  |2FM700C3
2FM700C4 2FM700C5  |2FM700C6  |2FM700C7  [2FM700F1  [2FM700F2  [2FM700F3  |2FM700F4
2FM700F6 2FM700F7  |2FM700F8  |2FM700F9  [2FM700FA  [2FM700G1 [2FM700G2  [2FM700G4
2FM700G5 2FM700G6 _ |2FM700G7  |2FM700G8  [2FM700G9  |2FM700GA  |2FM700H1  |2FM700H2
2FM700H3 2FM700J1  |2FM700)2  |2FM700J3  |2FM7004 2FM700J5  |2FM700J6 | 2FM700JA
2FM700K1 2FM700K2 _ |2FM700K3  |2FM700K4  [2FM700K5  |2FM700K6  |2FM700K7  |2FM700KS
2GM703K3 2GM703K4 [2GM703K5 [2GM703K6  [2GM703K7  |2GM703K8 |2GM703K9 |2GM703KA
2GM703L1 2GM703L3  [2GM703L4  [2GM703L5 |2GM703L6  [2GM703L8 [2GM703LA |2GM703M1

ES622 197 [2GM703M2 2GM703M3  [2GM703M4  |2GM703M5 [2GM703M6  [2GM703M7 [2GM703M8 |2GM703M9
2GM703v8 2GM703V9  |2GM703VA |2GM703W1 |2GM703W2 |2GM703W3 |2GM703W4 [2GM703W5
2GM703W6 2GM703W7 |2GM703W8 |2GM703W9 [2GM703WA |2GM703X1  |2GM703X2  [2GM703X3
2GM703X4 2GM703X5  |2GM703X6  |2GM70422 [2GM70423  [2GM70424 |2GM70425 [2GM70426
2GM70427 2GM70428 |2GM70429 |2GM7042A [2GM70431 [2GM70451 |2GM70452 [2GM70455
2GM70456 2GM70457  |2GM70458 |2GM70459 [2GM7045A [2GM70461 [2GM70462 |2GM70463
2GM70464 2GM70465 |2GM70466 |2GM70467 |2GM70468 |2GM70469  [2GM7046A [2GM70471
2GM70472 26M70473 |2GM70474 [2GM70475 |2GM70476  |2GM70477  |2GM70478 |2GM70479
2GM7047A 2GM70481 |2GM70483 |2GM70484 |2GM70485  [2HM700Q9 [2HM7000A [2HM700R1
2HM700R2 2HM700R3 _ [2HM700R7 _ [2HM700R8 |2HM700RS |2HM700RA [2HM70051 |2HM700S2
2HM700S3 2HM700S4  [2HM700S5  [2HM700S7 |2HM700S8  |2HM70059  |[2HM7005A |2HM70123
2HM70124 2HM70125 |2HM70126  |2HM70127 |2HM70128 |2HM70129 |2HM7012A |2HM70131
2HM70135 2HM70136 |2HM70137 |2HM70138 |2HM70139
2EM700Q1 2EM700Q2 |2EM700V1  |2EM700V2  [2EM700V3  |2EM700V4  |2EM700Y4  [2EM70111
2EM70112 2EM70118 [2FM700Q5 [2FM700Q6 [2FM700W4 |2FM700W5 [2FM700X9  [2FM7011A
2FM70121 2GM70607 _[2GM70608  [2GM70609  [2GM7060A  |2GM70611 |2GM70612 |2GM70613
2GM70614 2GM70615  |2GM70616  |2GM7066A [2GM70675 |2GM70676 |2GM706C4  [2HM70183

ES633 72 2HM70184 2HM70185 [2HM70186 [2HM70187 |3HM70188 [2HM70189 [2HM7018A |2HM701B5
2HM701B6 2HM701B7 |2HM701B8 |2HM701B9 [2HM701BA |2HM701C1 |2HM701C2 [2HM701C3
2HM701C4 2HM701C5  [2HM701C7 _ |2HM701C8 [2HM701C9  [2HM701v9  |[2HM701Y3  |2HM701Y5
2HM701Y6 2HM701Y7 |2HM701Y8  [2HM701Y9 [2HM701YA [2HM702v4  |[2HM702v5 |2HM702X1
2HM702X3 2HM702X4  |2HM702X6  |2JM70191  |2JM70192  [2)M70193  [2JM70194  |2JM70195
2EM700L9 2EM700M1 |2EM700M2 |2EM700M5_ |2EM700M6 _ |2EM700M7__ [2EM700M8 | 2EM700M9
2EM700U1 2EM700U2 |2EM700U4  |2EM700US _ [2EM700Z1  |2EM700Z2  [2EM700Z3  |2EM70103
2EM70104 2EM70105  |2EM70106  |2EM70107 |2EM70108  |2EM70108  |2EM70123 |2EM70128

ES642 5y |2EM70151 2EM70152 |2EM70171 |2EM70172 |2EM70173  |2EM70174 |2EM70175 |2EM70176
2EM70178 2EM70179 |2EM7017A |2EM70181 |[2EM70182 |2EM70183 |2EM70184 [2EM70185
2EM70187 2EM70188 |2EM70189 |2EM7018A |2FM70148  [2HM70345 |2HM70346 [2HM70347
2HM70348 2HM70348  [2HM70351 |2JM701G1 _ [2IM70U7 2IM701I8 2JM701N3 _ [2IM701N4
2IM70158 2IM70159
2EM800H1 2EM800H2 |2EM800H3 |2EM800H4 |2EM800HS _ [2EM800H6  |2EM800H7 | 2EMB800HS
2EMBO00H9 2EM800HA |2EM800J1  |2EMS800J2 _ |2EMS800J3  [2EM800J4 _ [2EMS00J5 _ |2EM800JE
2EM800J7 2EM800J8  [2EM800J9  [2EMB800K1  |2EMSO00K2  |2EM800K3 | 2EMB00K4  [2EMS00KS
2EM800K6 2EM800K7  [2EMS800K8  [2EMS800OK9  |2EMS80OKA  |2EMB00L2  |2EMS00L3  [2EMS00L4
2EMB800L5 2EM800L6  [2EMBO0LS  [2EM800L9  |2EM800M1 |2EMS800M2 [2EMS0OM3  |2EM800M4
2EMS00MS 2EM800M6  |2ZEMEOOMT  [2EMBOOMB | 2EM800MS  [2EM800MA  [2FM800M1  [2FM800M2
2FM800M3 2FM800M4 _ [2FM800MS _ [2FMSOON2  [2FMS0ON3  |2FM80ON4  |2FMBOONS  [2FM8OON6
2FM800N7 2FMB0ONS  |2FMS0OONS  |2FMS800P1  |2FMS00P2  [2FMSOOP3  |2FMS800P4  |2FMBOOPS
2FM800P7 2FM800P8  [2FM800P9  |2FMBOOPA  |2FM800Q1  [2FM800Q2  |2FM800Q3  |2FM800QS
2FMB00Q6 2FM800Q7  [2FMB00Q8  |2FMB00QS  |2FMB800QA  [2FMB0OR1 _ |2FM800R2 _ [2FMBOOR3
2FMB00R4 2FM800RS _ |2FM80OR7 _ |2FMBOOU1 |2FM800U2  [2FM800U3  |2FM800U4  |2FMBO0U7
2FM800U8 2FM800UA  |2GM800H1  |2GM800H2 |2GMB00H3  |2GM800H4  |2GMBO0HS5 | 2GMBOOHE
2GM800H8 2GM800H9 |2GMBOOHA  |2GMS800J1  [2GM800J2  [2GMS00J3  12GM80014  |2GMBD0IS
2GM800J6 2GMS800J7 _ [2GM800J8  [2GMB00I9  [2GMBODJA  [2GMB00K1  |2GMS800K3 | 2GM800K4
2GM800K5 2GMB800K6  |2GM800K8  |2GM800KS  [2GM800KA  [2GM800L1 _ |2GMS800L2 _ |2GM800L3

ES651 247 [2GM800L4 2GM800L5  |2GMB00L6 _ |2GMS800L7 _ [2GMS800L8  [2GM800L9  [2GMS00T1 _ |2GMS00T2
2HM80062 2HM80063  |2HM80064  |2HMS80065 |2HM80066  |2HM80067  |2HMB0068 | 2HM80069
2HM80081 2HM30082 |2HMS80083 |2HM80084 |2HMBOO85  |2HM80086  [2HMS0088 | 2HM80089
2HM8008A 2HM80091 |2HM80092  |2HMS80093  [2HM80094  [2HMS80095  |2HM800C1  |2HMB00C2
2HM800C3 2HM800C4  |2HMB00C5  |2HMB00CE  |[2HMS800C8  |2HMS800C9  [2HMSO0CA | 2HMS00D1
2HMB00D2 2HM800D3 [2HM800D4  |2HMS800D5  |2HMS800D6 _ |2HM800G1 _ |2HM800G2 | 2HM800G3
2HM800G4 2HMB00GS5 _ [2HM800G6 _ |2HMS800G7 _ |2HMB00GS _ [2HMB00GS  [2HMS800H1  |2HM800H2
2HMBOOH3 2HM800H4 |2HMS800H5 |2HM800H6 | 2HMB00H7  [2HMS800H9 | 2HMBO0OHA | 2HMS800)1
2HM800J3 2HMS800J4  |2HM800JS  |2HMS800J6  |2HMS00J7  [2HM800K1  |2HM800K2 | 2HMSB00K3
2HMB800K4 2HMBODKS  |2HMB00K6 _ |2HMS800K?7  |2HMS800K8  [2HMS800K9  |2HMSB00KA  |2HMS00L1
2HM800L4 2HM800L7  |2HM800L9  |2HMBOOLA  [2HMB00M2  |2HMS80OM3  |2HMS800M4 | 2HMBOOMS
2HM800M6 2HM800M7 [2HM800MS8 [2HM800MS |2HMS8OOMA |2HMS0ON1  |2HMS80ON2 | 2HMS00N3
2HM800N6 2HMB800N7 _ [2HMS80ON8  [2HMS800N9 _ |2HM800P1  [2HMS00P2  |2HM800P4  [2HMS00PS
2HMB00P6 2HM800P7 _ [2HMS800P8  [2JM80061  |2JM80062  [2JM80063  |2JM80065  |2JMB0066
2JM80068 2JM800D1  [2)M800D2  [2JM800D3  |2JM800D4  |2JMB800DS  |2JMS0OE1  [2JMBOOE2
2JMBO0QE3 2JM800E4  [2JM8OCOES  |2JM800E6  |2IMBOOE7  |2IM8DOE8  |2JMBOOES




Product Name el To?al Serial No. {Present on the product label)

Batch No. units
2EM701A1 2EM701A2 2EM701A5 2EM701B1 2EM701B2 2EM701B5 2EM701B6 2EM701B7
2EM701B8 2EM701B9 2EM701E1 2EM701E2 2EM701E3 2EM701E4 2EM701E5 2EM701E6
2EM701E7 2EM701E9 2EM701EA 2FM701B1 2FM701B2 2FM701B3 2FM701B4 2FM701B5
2FM701B6 2FM701B7 2FM701B8 2FM701B9 2FM701BA 2FM701C1 2FM701C2 2FM701C3
2FM701C5 2FM701C6 2FM701C7 2FM701C8 2FM701F1 2FM701F2 2FM701F3 2FM701F4
2FM701F5 2FM701F6 2FM701F7 2FM701F8 2FM701FS 2FM701FA 2FM701G1 2FM701G2
2FM701H1 2FM701H2 2FM701H3 2FM701H4 2FM701H5 2FM701H6 2FM701H7 2FM701H8
2FM7011 2FM701J3 2FM7014 2FM701J5 2FM701J6 2FM7017 2FM701U8 2FM7019
2FM70LA 2FM701M1  |2FM701M2  [2FM701M4  |2FM701M5 2FM701M6  |2FM701M7  |2FM701M8
2FM701M8S 2FM701N1 2FM701IN2 2FM701N3  [2FM701N4 2FM701NS 2FM701N6 | 2FM701N7
2FM701N8 2FM701INA  |2FM701P1 2FM701P2 2FM701P3 2FM701P4 2FM701P5 2FM701P6
2FM701P7 2FM701P9 2FM701PA 2FM701Q1 |2FM701Q2 2FM70104 2FM701Q5 |2FM701Q6
2FM701Q7 2FM701Q8 |2FM701Q9 2FM7010A |2FM701R1 2FM701R2 2FM701R3 2FM701R4
2FM701R6 2FM701R7 2FM701R8 2FM701RS 2FM70151 2FM70152 2FM701S3 2FM70154
2FM701S5 2FM70156 2FM70158 2FM70159 2FM701T1 2FM701T2 2FM701T3 2GM70658
2GM70659 2GM706SA |2GM706T1 2GM706T2 2GM706T3 2GM706T4 2GM706T5 2GM706T6

ES655 270 2GM706T7 2GM706T8 [2GM706T9 2GM706U1  |2GM706U2 2GM706U4 |2GM706U7 |2GM706U8
2GM706U9 2GM706UA  |2GM706X1 2GM706X2  |2GM706X3 2GM706X6 2GM706X8 |2GM706X9
2GM706Z1 2GM70672 |2GM706Z3 2GM70624 |2GM706Z5 2GM706278 2GM70679 |2GM706ZA
2GM70701 2GM70702  |2GM70705 2GM70706  |2GM70707 2GM70709 2GM7070A |2GM70751
2GM70752 2GM70753 2GM70754 2GM70755 2GM70756 2GM70757 2GM70758 |2GM70759
2GM7075A 2GM70763  |2GM70764 2GM70765 |2GM70766 2GM70767 2GM70768 |2GM70769
2GM7076A 2HM70272  |2HM702Z5 2HM702Z6 |2HM702Z7  |2HM70372  |2HM70374 |2HM70376
2HM70378 2HM70379 |2HM70381 2HM70382 |2HM70383 2HM70384 2HM70385 |2HM70386
2HM70387 2HM70389 |2HM7038A |2HM70391 |2HM70392 2HM70393 2HM70395 |2HM703B2
2HM703B3 2HM703B4 |2ZHM7O3BS 2HM703B6 |2HM703B7 2HM703B8 2ZHM703BS |2HM703BA
2HM703D1 2HM703D2 [2HM703D3 |2HM703D5 |2HM703D6 |2HM703D7 [2HM703D8 [2HM703G1
2HM703G2 2HM703G3  |2HM703G4 |2HM703G6 |2HM703G8 |2HM703L1 2HM703L2 2HM703L4
2HM703L5 2HM703L6 2HM703L7 2HM703L8 2HM703LA 2HM703M1  |2HM703M2 [2HM703M3
2HM703M4 2HM703M5  [2HM703M6 |2HM703M7 |2HM703N1  |2HM703N2  [2HM703N3  |2HM703N4
2HM703N5 2HM703N6 |2HM703N7 |2HM703N8 |2JM701E4 2JM701ES 2/M701P1 2JM701P2
2JM701P3 2IM701P4 2JM701P5 2IM701X1 2IM701X2 2IM701X3 2IM701X4 2IM701X5
2/M701X6 2IM701X9 2IM701XA 2KM70089 2KM700SA 2KM700T2 2KM700T3 2KM700T4
2KM700TS5 2KM700U2  |2KM700U3 2LM70081 2LM70082 2LM70083
2EM701F4 2EM701F5 2EM701F6 2EM701FS 2EM701H6 2EM701H7 2EM701H8 |2EM701HS
2EM70114 2EM7015 2EM70U6 2EM70U7 2EM701U8 2EM701J9 2EM70LA 2EM701K1
2EM701K3 2EM701KS 2EM701K6 2EM701K9 2EM701P3 2EM701P4 2EM701P5 2EM701P6
2EM701P7 2EM701P8 2EM701PS 2EM7OLIPA 2EM701Q1 2ZEM70102 ZEM70103 ZEM70104
2EM701Q5 2EM701Q6 |2EM701Q8 2EM701Q9 |2EM701QA |2EM701R1 2EM701R2 2EM701R3
2EM701R4 2EM701R5  |2EM701R7 2EM701R8 |2EM701R9 2EM701RA  [2EM70151 2EM701S2
2EM70154 2EM701S5 2EM701S6 2EM701U2 |2EM701U3 2EM701U4 [2EM701U5 |2EM701U6
2EM701U7 2EM701U9 2EM701V1 2EM701V2 2EM701V3 2EM701V4 2EM701V5 2EM701Ve
2EM701V7 2EM701V8  |2EM701VS 2EM701W1 |2EM701W2 [|2EM701W4 |2EM701W5S |2EM701W6
2EM701W7 2EM701W8 |2EM701X1 2EM701X2 2EM701X3 2FM701U2 2FM701U3 2FM70104

ES656 165 |2FM701U5 2FM701U7  |2FM701U8 2FM701W1 |2FM701W2  |2FM701W3  |2FM701W4  [2FM701WS
2FM701We6 2FM701W7 |2FM701W8 |2FM701W9 |2FM701WA |2FM701X6 2FM701X7 2GM70772
2GM70773 2GM70774 | 2GM70776 2GM70778 |2GM70779 2GM7077A  |2GM70781 |2GM70782
2GM70783 2GM70784 2GM70785 2GM70786 2GM70787 2GM70788 2GM70791 |2GM70794
2GM70796 2GM70799 2GM707A1 2HM703P1 2HM703P2 2HM703P3 2HM703P4 2HM703PS
2HM703P6 2HM703P7 |2HM703P8 2HM703PS 2HM703PA 2HM703R2 2HM703R4 2HM703RS
2HM70354 2HM703SS 2HM703S6 2HM70357 2HM703S9 2IM70241 21M70242 2IM70243
21M70244 2/M70245 2JM70246 2/M70281 21M70282 2IM70283 2/M70284 2IM70285
2JM702A1 2)JM702A2 2IM702A3 2JM702A5 2M702A6 2JM702A7 2JM702A8 2JM702A9
2IM702AA 2JM702D3 2JM702D4 2JM702D5 2JM702E9 2JM702EA 2JM702F1 2JM702F2
2IM702F3 2KM70101 2KM70102 2KM70111 2KM70113
2EM80031 2EM80032 2EM80033 ZEMBO034 2EM80036 2EMB80041 2EM80042 2EM80043
2EM80045 2EMB0046 2EM80047 2EMB20048 2EM80061 2EMB80062 2EM80063 2EM80064
2EMB8006A 2EM80071 2EMB0072 2EM80073 2EM80081 2EMB0082 2EMB0083 2EM80084
2EM80085 2EM80086 2EMB0087 2EMB0088 2EMB80089 2EM80091 2EM80092 2EM80093
2EMS80094 2EM80095 2EM80096 2EM80097 2EM80098 2EM800B1 2EM800B2 2EM800B3
2EM800B4 2EMB00B5 2EM800B7 2EMB00B8 2EM800B9 2EMS800BA 2EMS800CL 2EM800C2
2EMS800C3 2EM800C4 2EMB800CS 2EM800C7 2EM300C8 2EMB800CS 2EMB0O0CA  |2EM800D1
2EM800D2 2EMS800D3 2EMB800D4 2EM800D5 2EM800D6 2EM800D7 2FM80011 2FM80012
2FM80013 2FM80014 2FMB0015 2FMB0017 2FMB0018 2FM80021 2FM80022 2FMB0023
2FM8002A 2FM80031 2FM80032 2FM80033 2FM80034 2FMB0041 2FMR0042 2FM80043
2FM80044 2FMB0045 2FMB80046 2FM80083 2FM80084 2FM80085 2FMB0087 2FMB0088
2FM80089 2FMB008BA 2FM80092 2FM80093 2FM30094 2FMB0097 2FM80098 2FM80099
2FM800C1 2FM800C2 2FM800C3 2FM800C4 2FM800C5 2FM800D6 2FM800D7 _ |2FM800D8
2FM800DS 2FM800H1 2FM800H2 2FM800H4  |2FM800HS 2FM800H6 2FM800H7 | 2FM800H8

ES722 237 2FM800H9 2FM800HA  [2ZFM800J1 2FM800J2 2FM800J3 2FM800J4 2FMED0I5 2FM800J6
2FM800K4 2FM800KS 2FMB00K6 2FM800K7 2FM800K8 2FM800KS 2FM800KA 2FM800L1
2FM800L2 2FM800L3 2FM800L5 2FM800L6 2FM800L7 2FM800L8 2FMS800L9 2GM80042
2GM80043 2GM80044 | 2GM80045 2GM80046  |2GM80047 2GM80049 2GM80061  |2GM80062
2GM80063 2GM80064 | 2GMB0065 2GM80066  |2GM80067 2GM80068 2GM80068  [2GMB006A
2GM80072 2GM80073  |2GM80074 2GM80075 |2GM80076 2GM80077 2GM80078 [2GM80079
2GMB007A 2GM80081 2GM80082 2GM80083 2GM80084 2GM80085 2GM80086 2GMBOCET
2GMB00A1 2GM800A2 |2GMB80O0A3 2GMB00A4  |2GMB00A6 2GMBODA7  |2GMBODA8  |2GMB00AS
2GMB00AA 2GMB800B1  |2GM800B2 2GM800B3  |2GMB00B4 2GMB00B5 2GM800B6  |2GMRBOOB7
2GM800D1 2GMB00D2  |2GM800D3 2GM800D4  12GMB00D5 2GM800D6  [2GM800D7 _ [2GM800D8
2GM800D9 2GMB800DA  |2GMBODEL 2GMB800E2  |2GMB00E3 2GMBO00ES 2GMBODE6  [2GMS800E7
2GMB800ES 2GMB00ES  |2GMBS8O00EA 2GM800F1 2GMB800F2 2GMB800F3 2GMB800F4  [2GM8O0OFS
2GMB800F6 2GMB80OF7 2GM800F8 2GMB800FA  |2GM800G2 2GM800G3 2GMB800G4  [ZGM800GS5
2GMBOOGE 2GM800G7 |2GMB800G8 2HMB0012 2HMBO016 2HM80017 2IM80021 2JM80022
21M80023 2IMB0024 2IM80025 21M80037 2]M80038 21M80039 21M80048 2IM80048
2IM80053 2JM80054 2JM80055 2IM80056 2)M80058




Product Name Bisilizetion Tofal Serial No. {Present on the product label)

Batch No. units
2EM80161 2EM80162 2EM80163 2EM80164 2EMB0165 2EM80166 2EM80168 2EM80169
2EM8016A 2EMB0172 2EM80173 2EM80174 2EM80175 2EM80176 2EM80177 2EM801A1
2EM801A2 2EMS801A3 2EM801A4 2EMB801AS 2EMBOD1AB 2EMB801A7 2EMB01A8 2EMB01A9
2EM801AA 2EMB01B1 2EM801B2 2EM801B3 2EM801B4 2FM801B1 2FM801B2 2FM801B3
2FM801B4 2FM801B5 2FM801B6 2FM80187 2FM801B8 2FMB01BA 2FM801C2 2FM801C4
2FM801C5 2FM801C6 2FM801C7 2FM801C8 2FM801C9 2FMB01CA 2FM801D1 2FM801D2
2FM801D3 2FM801D4  |2FMB01D5 2FM801D6 2FMB01D7 2FMB01D8 2FM801D9 2FM801DA
2FM801E1 2FMB801E3 2FM801E4 2FM801F1 2FM801F2 2FM801F3 2FM801F4 2FM801F5
2FM801F6 2FM801F7 2FM801F8 2FM801F9 2FM801FA 2FM801H2 2FM801H3 2FM801H4
2FM801H5 2FMBO1HE 2FM801H7 2FM801H8 2FM801H9 2FM801HA 2FM801J1 2FM801J3

£5723 172 2FM801J4 2FM801J5 2FM80U6 2FM8017 2FM8018 2FM801R39 2FMB0151 2FM801S2
2FM801S53 2FM80154 2FMB01S5 2FM801S6 2FM80157 2FMB01S8 2FM80159 2FMBO1SA
2FM801US 2FM801U6  |2FM801U7 2FM801U8 2GM801G1 [2GM801G2 [2GMB01G3 |2GM801G4
2GM801G6 2GM801G8 |2GMB801GY9 |2GM801GA |2GM801H1 |2GMS801H2 |2GM801H3 |2GM801H4
2GM801H5 2GM801H6 |2GM801H7 |2GM801S1 2GM801S2 2GM80154 2GM80155 2GM801S6
2GM80157 2GM801S8  |2GM801S9  |2GMS801SA  |2GM801T1 2GM801T2  |2GM801T3  |2HM801S3
2HM80154 2HM801S5 2HM801S6 2HM80157 2HM80158 2HM801S9 2HMB801SA  |2HMS801T1
2HM801T2 2HM801T3 |2HM801T4 2HM801TS 2HMB801T6 2HM801T7 2HM801T8  [2HMS801T9
2HM801TA 2JMB00P1 2JM800P2 2JM800P4 2)JM800P6 2)MBO0OP7 2JMB00P8 2JM800P9
2/M800PA 2)JM800R2 2JMBOOR3 2JM800R4 2JM80ORS 2/MBOOR7 2JM800R8 2JM800R9
2IM800RA 2JM80051 2JM800S2 2IM800S3 2JM80054 21MB800S5 2)/MB00S6 2)MB00T3
2JMB00T4 2JM800TS 2JM800T6 2JMBOOTS
2EM90011 2EMS0012 2EMS0013 2EMS0014 2EMS0015 2EMS0016 2EM90017 2EM90018
2EMS0019 2EM9001A  |2ZEMS0021 2EMS0022 2EMS0023 2EMS0024 2EMS0025 2EMS0026
2EM90027 2EMS0028 2EM90033 2EMS90034 2EMS0035 2EMB30036 2EM90037 2EMS0039
2EMS003A 2EMS0041  |2EMS0051 2EMS0053 | 2EMS0054 2EMB30055 2EM90056  |2EMS0057
2EMS0058 2EMS0059 2EMS00SA 2EMS0061 2EMS0062 2EMS0063 2EMO0064 2EMS0065
2EM90066 2EMS0067 2EMS0068 2EMS0069 2EMS006A 2EMS0071 2EM900G2 2EMS00G3
2EMBS00H1 2EMS00H2  |2EMS00H3 2EM900H4 2EMS00HS5 2EMS00H6 2EMS00H7 2EMS00H8
2EMS00HS 2EMS00HA  |2EM900J1 2EMS00J2 2EMS00J3 2EMS00J5 2EMS00J6 2EM300J7
2EM900)8 2EM900JA 2EM900K1 2EM900K2 2EMS00K3 2EMS00K4 2EMS00KS 2EMS00K6
2EM900K7 2EM900K8 2EM900K3 2EM900KA | 2EMS00L2 2EMS00L3 2EMS00LA 2EMS00L5
2EMS00L6 2EMS00L7 2EMS00L8 2EMS00LS 2EMS00X1 2EMS00X2 2EMBS00X3 2EM900X4
2EMS00X6 2EMS00X7 2EM900X8 2EMS00X9 2EMS00XA 2EM900Z1 2EMS007Z3 2EMS00Z4
2EMS00Z5 2EMS00Z6 2EM900Z7 2EMS00Z8 2EM900Z2 2EMS00ZA 2EM90101 2EM90102
2EMS0104 2EMS0105 2EM90106 2EMS0107 2EMS0108 2EM90109 2FMS0011 2FM90013
2FMS0014 2FMS0015 2FMS0016 2FMS0017 2FM90018 2FMS0019 2FMS001A 2FM90022
2FM90023 2FM30024 2FMS0025 2FM90026 2FM90027 2FMS0028 2FM90028 2FMS002A
2FM90071 2FM90072 2FM90073 2FMS0074 2FMS0075 2FMS0076 2FM90077 2FMS0078
2FMS0079 2FM9007A  |2FM90082 2FM90083 2FM90084 2FM20085 2FM90087 2FMS0088
2FMS0089 2FMS008A  |2FMS0021 2FMS0082 2FM90093 2FM20094 2FM90095 2FM20096
2FMS0097 2FMS0098 2FM900B1 2FMS00B2 2FM90083 2FMS00B4 2FM900BS 2FMS0086
2FMS00B7 2FMS00BA | 2FM200C1 2FM900C2 2FMS00C3 2FMS00C4 2FM900C5 2FMBS00C6
2FM900C7 2FMS00C8 2FMS00CS 2FMSO0CA 2FM900D1 2FM900D2 2FM900D3 2FM300D4
2FMS00D5 2FMS00D6 2FM900E3 2FMS00E4 2FMS00ES 2FMS00E6 2FM900E7 2FMS00ES
2FMS00ES 2FMS00EA 2FMS00F1 2FMS00F2 2FM900F3 2FM900F4 2FMSO00F5 2FMBS00F6
2FM900F7 2FMS00F8 2FMS00H1 2FMS900H2 2FM900H3 2FMS00H4 2FMS00HS5 2FM900H6
2FM900H7 2FM900H8 2FMS00HS 2FMS00HA  [2FMS00J1 2FMS00]2 2FMS00J3 2FMS00J4
2FM900IS 2FMS00.6 2FMS00J8 2FM90019 2FM900JA 2FMS00K1 2FMS00K2 2FM900K3
2FMS00K4 2FMS00K5 2FMBS00K6E 2FM900K7 2FM900K8 2FM900K9 2FMY00KA 2FM900L1
2FMS00L3 2FM900L4 2FM900L5 2FMS00L6 2FMO00M1  |2FM90OM2  {2FMSO00M3 | 2FMS00M4
2FMS00M5 2FMS00M6  |2FMS00M7  |2FMS00M8  |2FMSCOMS  |2FM90OMA  |2FMSOON1 | 2FMSOON2
2FMSOON3 2FMSO0N4  |2FM900N6 2FMO00N8 | 2FM900N9 2FM90181 2FM30182 2FM90183
2FMS0184 2FM90185 2FMS0186 2FMS0187 2FMS0188 2FM90189 2FM3018A 2FM90191

ES794 523 2FM90192 2FM90193 2FMS0194 2FMS0195 2FM90196 2FM90197 2FMS0198 2FM90199
2FM9019A 2FMS01C1 2FMS01C2 2FMS01C3 2FM901C4 2FM901C5 2GMS0011  |2GMS0012
2GMS0013 2GMS0014 |2GMS0015 2GM90016 2GM90017 2GMS0018 2GM90019 2GM9001A
2GM90021 2GMS0022 2GMS0023 2GM90024 2GMS30025 2GM90026 2GMS0027 2GM9S0028
2GMS0029 2GM9002A  [2GMS0031 2GM90032 2GMS0033 2GM90034 2GM90035 2GM90036
2GM90037 2GM90038  |2GMS0039 2GMS9003A  [2GM90043 2GM90044  [2GM90045  |2GMS00S1
2GM90053 2GM30054  |2GMS0055 2GMS90056  [2GM90057 2GMS0058 2GM90058  |2GMS005A
2GM90061 2GMS0062 | 2GM90063 2GM90064  |2GMS0065 2GM90066 2GM90068 | 2GMS0069
2GMS006A 2GM90071  |2GM90072 2GM90073 2GM90074 2GMS0075 2GM90076 _ |2GMS0077
2GMS0078 2GM90079 |2GM9007A  |2GMS0081 2GMS0082 2GMS0083 2GMS0084  |2GMS00B1
2GMS00B2 2GMS00B3  |2GMS00B4 2GM900B5 2GM900B6 2GMS00B7 2GMS00B8 2GMS0089
2GMS00BA 2GMS00C1  |2GMS00C2  |2GM900C3 2GMS00Ca 2GMS00C6  [2GMS00C7  |2GMS00CB
2GMBS00C9 2GMS00CA  [2GMS00D1  [2GMS00DS  |2GMY00DA  |2GMBS00E1 2GMS00E2 2GMBS00E3
2GM900E4 2GMBS00E5 _ [2GMS00E6 2GMS00E7 2GMS00ES 2GMS00ES 2GMS00EA  |2GM300F1
2GM900F2 2GMBS00F5 2GMS01Q1 |2G6M901Q02 |2GMS01Q3 [2GM901Q4  [2GM901QS  |2GMS01Q6
2GM901Q7 2GM901Q8 [2GM901Q8 [2GMS01QA |2GMS01R1 2GM901R2  |2GMS01R3 |2GMS01R4
2GMS01R5 2GMS01R7 [2GMSO1R8 2GMS01RS 2GMS01RA 2GMS0151 2GM901S2 2GM901S3
2GM90154 2GMS01S85  [2GM901S6 2GMB01S7 | 2GM90159 26GM901T1 2GM901T2  |2GM901T3
2GM901T4 2GM901T5 2GM90176 2GMBS01T7 | 2GMS901T8 2GM901T9 2GM901U1  [2GMS01U2
2GMS01U3 2GM901U4  |2GM901US  [2GM901U6  |2GM901U8  |2GMS01U9  |2GM901V1  [2GM901V3
2GM901v4 2GM901V5  |2GM901VEe  [2GM901V7  |2GMS01VS 2GMS01VA  [2HMS0011  |2HMS0012
2HM90014 2HMS0015 2HMS0016 2HMS0017 |2HMS0018 2HMS0019 2HMS90021  [2HMS0022
2HM90023 2HMS0024 2HMS0025 2HMS0026 2HMS0027 2HMS0028 ZHMB0029 2HMS002A
2HMS900R1 2HMS00R2 | 2HMS0O0R3 2HMS00R4 | 2HMS00RS 2HMS00R6 2HMS900R7  |2HMS00R8
2HM900R9 2HM900S1 2HMBS00S2 2HMS0053 2HMS0054 2HMS00S5 2HM900S6 2HMS00T1
2HMS00T2 2HMS900T4 | 2HMS00TS 2HMS00T6  |2HMS00T7 2HM900T8 2HMS00TS  [2HMSDOTA
2HM900U1 2HMS00U2 |2HMB00U3  |2HMS00U4 |2HMSO00US  [2HMS00US  |2HMSO0U7  [2HMS00US
2HM900US 2HMS00UA | 2HMS00V1 2HMS00V2  |2HMS00V3 2HMS00V4  |2HM900V5  |2HMS00Ve
2HMS00V?7 2HMS00VS 2HM900VA  |2HMSOOW1 |2HMS900W2 [2HMS00W3 |2HMS00W4  |2HMS00WS
2HMS00WeE 2HMS00W?7 |2HM900WS8 |2HMS00WS |[2HM90OWA |2HMS00X1 2HMS00X2 2HMS00X4
2HMS00X5 2HMS00X6  |2HMS900Z1 2HM900Z2  |2HMS00Z3 2HMS0024 2HMS0076 2HM90077
2HMS002Z8 2HMS0029 | 2HM900ZA 2HM390101  |2HMS0111 2HMS0112 2HMS0114 |2HMS0115
2HM90117 2HMS90118 |2HMS90119 2HM9011A |2HM90121 2HM90122 2HMS90132  |2HMS0133
2HM90134 2HM90135  |2HMS0137




Product Name Sterilization: | Total Serial No. (Present on the product label)

Batch No. units
ZEMBO0R1 2EMB00R2  |2EMS00R3 2EMS00R4  |ZEMS00RS ZEMBOORE ZEMY00R? | ZEMSI0DRE
2EMS00RS ZEMBODRA 2EMS0051 2EM90052 ZEMB0053 2ZEMB0054 ZEMO00SS 2EMB00S7
2EMS00S9 2FMBD0PL 2FMS00P3 2FMIZ00P4 2FMI00PS 2FMB00PE 2FMBOOPT ZFMISO0PE
2FMB00P9 2FMBO0PA 2FMB000OL 2FMS0002 | 2FM20003 2FMB0005 2FMB0006  |2FMS0007
2FM30008 2FMS0009  |2FM2000A | 2FMS00RL 2FM3I00RZ 2FMB00R3 AFMB00RA | 2FMBODRS
2FMS00T1 2FMB00T2 2FMI00T3 IFMSO0UL  |2FM900U2  |3FMS00U3I  |2FMS00U4  [2FM900US
2FMB00UT 2FMS00UE 2FMS00US 2ZFM300VZ 2FMS00V3 JFMB00V4 IFMBO0VS 2FMS00V6
2FMS00VE ZFMS00VE  |ZFMSO0OVA  [IFMB00W2  12FMO00W3  |ZFMBO0W4  [2FMS00WS  |2FMS00W6
2FM900W7 2FM900W8  [ZFM200WS  |IFMI00OWA  |2FMS00X1 2FMB00X2 2FMB0O0K3 2FMS00X4
2FMS00X5 2FM900X6 2FMBI00X7 2FMB00XE 2FMB00K3 ZFMS00XA 2FMB00Y1 2FMI00Y3
2FM200Y4 2FMB00YS ZFMB00YE 2FMS00YT ZFMB00YE 2FM300YS 2FMSOOYA ZFMS00ZL
2FM300Z2 2FMB00Z3 2FMS00Z4 2FMS00Z5 2FMB00ZE 2FMS00Z7 2FM3I00ZE 2FM30101
2FM30102 2FM30103  |2ZFMS0104 2FM390105 2FM30106 2FM90107 2FMS0108 2FM90108
2FMS010A 2FM90111 2FMI0112 2FMIS0113 2FMIB0114 2FM30115 2FMS0116 2FM90117
2FMI20118 2FMS0119 | 2ZFME011A 2FMI0121 2FMS0122 2FMS0123 2FM320124 2FM90125
2FM30126 2FM90127  |3FMS0128 2FM90129 2FMS0124 2FM90131 2FM90132 2FM90133
2FMB0134 2FMB0135 2FMSG13E 2FM30139 ZFMSA0161 2FMS0162 2FMS0163 2FMOa164
2FMOD165 2FMB016E ZFM30167 AFMB0168 2FM30169 2FMS016A 2FM30171 2GMB00HL
2GMB00H2 2GMB00H3  |2GMS00H4  |2GMS00H6 |2GMICOH7  |2GMSO0H8  |2GMS00HY9 | 2GMBA0IL
2G6MI0042 2GMB00IE 2GMS00J4 2GMS00J5 2GMSC0IE 2GMS00J7 2GMS00J8 2GMB00IA
2GMS00K2 2GMB00K4  |2GMS00KS 2GM900K6  |2GMSDOKT 2GMO900K8 2GMS00K9  |2GMSDOKA
2GMS00LL 2GM300L3 2GM300L4 2ZGMBOONL  |2GMS00N3 2GMIDONA 2GMS00NS: | 2GMB00ONG
2GMB00NT 2GMS30DONE  |2GMS0OND | 2GME00ONA | 2GM300PL 2GMB00P2  |26M3200P3 | 2GMB00PY
2GMB00PS 2GMS00PS  |2GM200PT  |2GMS00PS  [2GMS00G1  |2GM900Q2  |2GMS00Q3  |2GMS0004
2GM90045 2GM20006 |2GMI0008  |2GMB00Q% |2GMES00DQA  |2GMB00R1  |2GM900R2 | 2GM300R3
2GM900R4 2GMSDORS  |2GMO00R6  |2GMS00R7  |2GMB00RE  |2GME00RA  |2GMS00S1 | 2GM30052
2GM900S3 2GM30055 2GMS00S6 2GM30057 2GMI0058 2GM200TL 2GMB00T2  |2GMSB00T3
2GM300T4 2GMB00TS  |2GMB00TS  |2GMB00TY | 2GMB00TE 2GMB00TS  |2GMB200TA  |3GMS00UL
2GM300U3 2GM300Ud  |2GMB00US  |2GM300UG  |2GMI00UT  |2GMS00US.  |2GMSE00US  |2GMS00UA
2GMS300VL 2GMB00VI  |2GMI00V4  |ZGMICOV5S  |2GMS00VE 2GM300V7 |2GMS00V8 | 2GMS0OVE
2GMS00VA 2GMS00W2 [2GMSCOWS  [2GMSCOWA |2GMO00WS | 2GM3COWE  (IGMSDOWT |2GM300K1
2GM900X2 2GMS00X3  [IGMa00Xd4  [IGMSDOX5  |2GMS00X6 2GM300X7  |2GM300XE | 2GMSDOY1
2GMS00Y3 2GM900Y4 2GMB00YS ZGMIDOYE  |2GM9I0DY7 2GMICIYE 2GM300Y3 2GNMSB0YA
2GM900Z1 2GMB0DZ2 | 2GMBIDDZ3 2GMI00Z4 | 2GM300ZS 2GMA0OZE AGMI00Z7 | 2GMB010Z
2GMB0103 2GMB0104  |2GMS0105 |IGMB0106  |2GMS0107 [2GMS90108  [2GMS0109  [2GMS010A

ES795 576 2GME0111 26GM30112  |2GMI0113  |2GMS0114  |2GM90115  |2GMB0116  [2GM90117  |2GMS0118
2GMa0119 2GM2011A  |2GMB0121  |2GM90122  [2GMS0123 2GMB0124 2GMS0125  |2GM90126
2GM30127 2GM90128  |2GMB01258  |2GMB012A |2GMS0131 |2GMB0132 2GM30133  |2GM90134
2GM90135 2GMS0136  |2GMI0137  [2GM20138 |2GM90141  |2GMB0142 2GMS0143  |2GMS0145
26GM30146 2GM30147  |2GM20148  |2GMS0145 |2GMI014A |2GMS0151  |2GMSD152  |2GMS90153
2GMS0154 26MI0155 26GMB0156 2GM90157 2G6MB0158 2GMB0155 2GMB015A |2GMS0161
2GMa0162 2GMB0163  |2GMS0164 |2GMS0165 |2GMBOI66 2GMB0167  |26MB0169  |2GMS016A
2GMB0171 2GMB0172  |2GMB0173  |2GMB0174  |2GMB0175 2GMB0176  |2GMB20177  |2GMB0178
2G6MB0178 2GMB01TA  |ZGMB0181 2GM30182 |2GMBI01B3 2GMB30184 |2GM90185 |[2GMI01BE
2GMB0187 2GMB01B8 2GMB0182 ZGMB0IBA  |2GMS01S1 2GMS0192 2GM90123 | 2GM90194
2GM301895 2GMB0196  |2GM90197 2GM90198  [2GM90199 2GMS019A [2GMS0IAL1  |2GM901A2
2GMB01A3 2GMB01A4  |2GMSO01AS  |2GMS01A6  |2GMS0IAT  |2GM901A8  |2GMS01A3  |2GM901AA
2GMI01B1 AGMS01BZ  |2GMS01B3 2GMS01B4  |2GMS0D1B5 2GMS01B6 ZGM30188  |2GMS01B9
2GM901C2 2GMS01C3  |2GMS01C4  |2GM901C5  |2GMS01CE 26M901C8 2GMB01CS  |]2GM901CA
2GMS01D1 2GM3201D02  |2GMS01D3  |2GM901D4  |2GMS301D5 2GM901D6 2GMa01D7  |2GMS01DE
2GM901DS 2GM301DA  |2GM901E1 2GMB01EZ 2GM301E3 2GM30D1E4 2GM301ES 2GM301EG
2GMS01E7 2GMSO1ERB 2GM301ES 2GMB01EA  |2GMSOLF2 2GM301F3 2GMB01F4 2GMB0DLF5
2GM3IDIFE 2GM301F7  |2GMBO01FS  |2GMBO1FS  |2GMIDIFA  |2GM301G1  [2GME01G2  [2GM301G3
2GMB01G4 2GMI01G5  |2GMB01GE  |2GMB901G7  |2GMB01IGE  [2GMB01H1  [2GMID1H3  [2GMB01H4
2GMB01HS 2GM3201HE6 |2GMB01H7  [26MB01H8  |2GMB01HI 2GMOTIKT 2GMS01K2 2GMB0IK3
2GMI01K4 2GM901KE  |2GM901K6 2GMB90Q1K7 |2GMB0O1KE 2GMED1KI 2GMS01KA [2GMSO1LL
2690112 2GM901L3 2GEMED1LS 2GMS01L5 IGMBDILE 2GMB01LT 2GMS01L8 2GMB01LS
2GMS01LA 2GM901M1 |2GMO0IM2  |2GMI0IM3  |ZGMI0IMAE  |2GMI0IMS  |2GMS01IME  [2GMI01MT
2GM901M8 2GM901M9 [2GMSDIMA  |2GM30IN2  [2GMS01N3 2GM901N4  |2GM90INS  [2GM3I0ING
2GMBS01N7 2GM901N8 |ZGMSOINA  |2GMS0IP1  |2GMBP0IP2 2GEMBDIP3 2GMSBD1P4  |2GMB01PS
2GMB01P7 2GMS0IPE  [2GMY01PS  |2GMIOLIPA  |2HMSDD31 2HMBS0032  [2HMS0033  |2HMS0035
ZHM20037 ZHMSCO38  12HMO0039  |2HMO003A  |2HM90041  |2HMS0042  |2HMI0043  |2HM90044
2HM30045 2HMS20046  [2HMS0047  [2HMS0043  |2HMO004A  [2HMS0051  |2HM90052  [2HMS0053
2HM30081 2HMS00B2  |ZHMSO0B3 2HMB00B4 | 2HMS00B5 ZHM3IDOBE 2HMS0DBT | 2HMSODBE
2HMB0DBY ZHMO00CT  |2HMS00C2  |2ZHMS00C3  |2HMS00C4  |ZHMSCOCS [2ZHMB00CS  |2ZHMS0D0CT
2HMB0OCE ZHMB00CA  |2ZHMS900D1  [2HMS00D2  [2HMS00D4  |2HMSI0DDS  |2HMI00DE.  [2HMS00D7
2HMB00D8 2HMB00D9  |2ZHMI00K1 2HMI00K3 2HMI00KS 2HM3IDOKS 2HNIS00KE | ZHMSD0KT
2ZHMB00KE 2HMB00L1  {2HMB00L3 2HMS00LE  |ZHM200LS 2HMA00LE ZHMB00LS  |2ZHMB00M1
2ZHMB00DM2 ZHME00M3  |ZHMSDOMA [ 2ZHMS0OMT  |ZHMS0OMY  |ZHMI0OMA  |2HMS00NZ [ 2HMSDON3
2HMB00N4 ZHMS0ONS  |ZHMS0ONG  |2ZHMI0ON7  [2HM90ONS  |2HM900P1  |2HM3OOPZ  [2HMS00P3
2ZHMB0DFS 2HNIS00PS  [2HM900P6  |ZHMBSOOP7  |2HMSOOPS  [2HMS00PS  |2HMSODPA  |2HMS00Q1
2HMB0002 2HMSD0O3  |2HMI0004  [2HMS00QS  |2HME00Q6  [2HMB00G7  |2HMS00GS  |ZHMB0009
2EMS03J1 2EMS03I3 2EMS03/4 2EMBS0D3J5 2EMB03LL 2EMB03L2 2EMS03L3 2EM303L4
2EMS03LS 2EMS03LE 2EMB303LT ZEMB303L8 2EMI03M1  |ZEMB03MZ [2ZEMSD3M4  |2EMB03MS
2FMBa05U1 2FM805U2  |2FM905U3 2FMS0SUS  [ZFMBED5UE 2FM905U7 2FMB05X1 2FM905X2
2FM905X4 2FMB05XS 2FM905X7 2FMS05X8 2FMB05XS 2FMS0OS5XA ZFMI05Y1 2FM905Y2
2FMS05Y3 2FMS05Y4 2ZFMB0SYS 2FMS05Y6 2FMB05Y8 2FMS05YS 2GEM305U1  |26M906U2
2GMB06U3 2GM906U4  [2GMBOBUS  |2GMBOF01  [2GMB0T0Z 2GMS0703 2GMB0704  |2GMS0T07
2GMB0708 IGMB0705  |2GMAE0711  |2GMS90712  |2GMS0D713 2GM20714  [2GMB90716  |2GM90717
2EMB0718 2GM30719 | 26GMB0721 2GM90722  |2GMBD724 2GMS0725 26MI0726  |2GM90727
2GMB0728 2GMB0729  |26MB90731 2GMS0733  |2GMA0T734 2GM90735 2GMS0736  |2GM90737
2GMS0761 2GM90762  |IGMBDTE3 2GM90764  |2GMBDTES 2GMS0766 IGMBOT7ET  |2GM90768
2GM90769 2GM90771  [IGMEDT72 2GM90774 | 2GMSO775 2GMS0777 2GM90779  |2GM9077A
2GM90781 2GM90782  [2GME07E3 2EMA0784 2GMBDT78S 2GM3S0786 2GMO0787  |2GMOD7EE

ES838 198 [2GM90789 2GMID78A  |ZHMS2D551 2HMB0552  |2HMB05T1 2ZHMB05T2 ZHMBS05T3  |2HMS05T4
ZHMB05TS 2HMBD5TE  |2HM305T7  [ZHMS0STE  |2HMB05V]1 [2HMS05VZ  |2ZHMI05V3  [2HMS05VE
2HM30632 2HMB0633  |2HMS0634 2HM30635 2HM30636 2HMA0637 2HMS0638 2HMB3063%
2HMS063A 2HMS0641  [2ZHMI0642 2HMSDE43 2HM90644 IHMB0845 2HMS0646 2HM90647
2HM90648 2HMS90649 2HM30644A | 2HMBDE52 2HMS0653 2HMS0E55 2HMS0656 2HM90657




Product Name Sl Tofal Serial No. {Present on the product label)
Batch No. units
2HMS0658 2HM9065A |2HM90661 2HMS0662 |2HMS0663 2HM90664 2HM90665 | 2HM90666
2HMS0667 2HMS0682 2HM90683 2HMS0684 |2HMS0685 2HM90686 2HMS0687 | 2HM90689
2HM9068A 2HM90691 2HM90692 2HMS0693 | 2HMS0694 2HM30695 2HMS0696 | 2HMS06A1
2HMS06A2 2HM906C1  [2HMS06C2 2HMBS06C3  |2HMS06C4 2HMS06C5 2HMS06C6 | 2HM906C8
2HMS06CS 2JMS0251 2JM30252 2M90256 2JMS0257 2JMS0258 2)JM90259 2)JM902SA
2)JMS02T2 2M902T3 2JMS802T4 2IM902T5 2)M902T6 2IM902T7 2JM902U1 2JM902U2
2JMS02U3 2JM902U4 2JMS02U5 2IMS02U7 2JM902US 2JMS02UA 21M902V1 2IM902V2
2JM902W2 2LMS00F1 2LM900F2 2LMS00F4 2MMS0071  |2MMS0072
2FM905Q1 2FMS05T6 2FM90ST7 2FMS05T8 2FM905TS 2FMS05TA 2GMS06C1  |2GMS06C2
2GM906C3 2GM906C4  |2GMS06C5 2GM906C6  [2GMS06H1 2GM906H2  |2GMS06H3  |2GM206H4
ESB39 33 2GM906H6 2GM906H7  |2HMS05E8 2HMO905EA  |2)MS02E1 2IMS02E2 2JM902E3 2)JM902E4
2JM902ES 2IM902E6 2JM902H1 2JMS02H2 2JM902H3 2JM902Q1 2JM902Q4 2JM902Q5
2JM802Q7
HOYA Vivinex Toric XY1A Total 3823
Total no. of affected products in India 3823 Units

Prepared by:
Praveen Prasad
Asst Manager QA
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System for Australian Recall Actions

Important information on the System for Australian Recall Actions

The TGA publishes information about therapeutic goods supplied in the Australian market that have been
subject to arecall action in a publicly searchable database.
Recall action means action taken by the responsible entity (being the person who is responsible for taking the
recall action) to resolve a problem with therapeutic goods supplied in the Australian market that have, or may
potentially have, deficiencies relating to safety, quality, efficacy (performance) or presentation.
® Recall actions include: the permanent removal of therapeutic goods from supply in the market, the
taking of corrective action in relation to therapeutic goods (such as repair, modification, adjustment or
relabelling) and, in the case of medical devices that have been implanted into patients, the issuing of a
hazard alert containing information for health practitioners on how to manage patients.
® More information about Australian recall actions is available at <http://tga.gov.au/safety/recalls-about.htm>
® If you are taking a medicine, using a medical device or have had a medical device implanted into you,
that is the subject to a recall action, and you have any concerns you should seek advice from a health
professional. <http://www.healthdirect.org.au/>

About the release of this information

While reasonable care is taken to ensure that the information is an accurate record of recall actions that responsible
entities have reported to the TGA or of which the TGA has become aware, the TGA does not guarantee or warrant the
accuracy, reliability, completeness or currency of the information or its usefulness in achieving any purpose.

To the fullest extent permitted by law, including but not limited to section 61A of the Therapeutic Goods Act 1989, the
TGA will not be liable for any loss, damage, cost or expense incurred in or arising by reason of any person relying on
this information.

The information contained in the SARA database is released under s 61(5C) of the Therapeutic Goods Act 1989.
Copyright restrictions apply to the System of Australian Recall actions (SARA) <http://tga.gov.au/about/website-

copyright.htm>.
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System for Australian Recall Actions

Recall detall

Type of Product

TGA Recall Referencell

Product
Name/Description!l

Recall Action LevelV

Recall Action
ClassificationV

Recall Action .
Commencement DateV!

Responsible EntityVii

Reason / IssueVil

Recall Actionix

Recall Action
InstructionsX

Contact Information

Footnotes

Medical Device

RC-2023-RN-00323-1

HOYA Vivinex iSert Toric IOLs

Model numbers: XY1AT2, XY1AT3, XY1AT4, XY1AT5, XY1AT6, XY1AT7, XY1AT8 and
XY1AT9

Manufactured from June 2022 to January 2023

ARTG 287542
(Designs for Vision Aust Pty Ltd - Lens, intraocular, posterior chamber)

Hospital

Class Il

12/04/2023

Designs for Vision Aust Pty Ltd

HOYA Surgical Optics is recalling HOYA Vivinex iSert Toric IOLs from a specified
manufacturing period (June 2022 to January 2023) and have received customers
complaints in Australia and Japan, with reports of damage (such as scratches) and
fragment adhesion on the I0L optic surface. Following the initial investigation of returned
samples, HOYA identified that damage had occurred to the nozzle tip of the iSert injector
during Toric IOL implantation. This damage might have led to the reported scratches on
the optic surface and polypropylene (PP) resin fragments from inside the injector tip to
adhere to the IOL surface (PP adhesion).

Recall

HOYA Surgical Optics ask customers to place all impacted devices on hold in their
inventory system and quarantine them for collection by a Designs For Vision
representative.

HOYA Surgical Optics notes that IOL explantation is not recommended, however it is
recommended that the patients involved, i.e., the cases where lenses with PP adhesion
have been left in the eye, be monitored for the need for any future medical treatment.

1800 225 307 - Designs For Vision

i Type of Product: Medicine, Medical Device, or Biological

il TGA Recall Reference: Unique number given by the TGA

il Product Name/Description: Brand name (including active ingredient for medicines) and may include generic reference

for the kind of medical devices. Includes all necessary information such as affected: catalogue / model and / or batch /
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The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
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System for Australian Recall Actions

serial numbers.
v Recall Action Level: The level to which the recall action is to be undertaken. This is based on the significance of the
risk and the channels through which the goods have been distributed. The recall action levels are / Wholesale /
Hospital / Retail / Consumer.
® Wholesale - includes wholesalers and state purchasing authorities.
® Hospital - includes nursing homes and institutions, hospital pharmacists, ambulance services, blood and tissue
banks and laboratories as well as wholesale as appropriate.
® Retail - includes retail pharmacists, medical, dental and other health care professionals as well as wholesale
and hospital as appropriate.
® Consumer - includes patients and consumers, as well as wholesale, hospital and retail levels as appropriate.
v Recall Action Classification**: Recall actions of therapeutic goods are classified based on the potential risk the
deficiency poses to patients / consumers. They are classified as Class |, Class Il or Class .
® Class | - A situation in which there is a reasonable probability that the use of, or exposure to, the deficient
therapeutic good(s) will cause serious adverse health consequences or death.
® Class Il - A situation in which use of, or exposure to, the deficient therapeutic good(s) may cause temporary or
medically reversible adverse health consequences, or where the probability of serious adverse health
consequences is remote.
® Class lll- A situation in which use of, or exposure to, the deficient therapeutic good(s) is not likely to cause
adverse health consequences.
Vi Recall Action Commencement Date: The date the recall strategy and communication was agreed by the TGA.
vii Responsible Entity: Sponsor / Supplier / Importer responsible for the recall actions.
vii Reason / Issue: Reason for the recall action.
X Recall Action**: Recall action is an action taken to resolve a problem with a therapeutic good already supplied in the
market for which there are issues or deficiencies in relation to safety, quality, efficacy (performance) or presentation.
There are four distinct recall actions — recall, product defect correction, hazard alert and product defect alert.
® Recall - The permanent removal of an affected therapeutic good from supply or use in the market.
® Product defect correction - Repair, modification, adjustment or re-labelling of a therapeutic good. The
corrective action may take place at the user's premises or any other agreed location.
® Hazard alert - Information issued to healthcare professionals about issues or deficiencies relating to an
implanted medical device or biological product and advice about the ongoing management of patients.
® Product defect alert - Information issued to raise awareness about issues or deficiencies for a therapeutic
good where a recall action will result in interruption of patient treatment or a medicine shortage, including advice
to reduce potential risks of using affected goods.
X Recall Action Instructions: What customers with affected goods should do.
i Contact Information: Who the customer should contact for additional information and clarification regarding the recall

action.

** These definitions are applicable to the 2017 URPTG (Implemented from Jan 15 2018). Recall Action types and
Recall Action Classifications prior to 15 Jan 2018 can be found at:
https://www.tga.gov.au/sites/default/files/recalls-urptg-170412.pdf
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