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% Cristalens Industrie
il 4 rue Louis de Broglie
m 22300 Lannion France
:, Tel:+33(0)2 96 48 92 92

Fax:+33(0)2 96 48 97 87
ANSM / Ministry of Health

OBJET/SUBJECT : PREAVIS DE RAPPEL DE LOTS VOLONTAIRE / VOLUNTARY RECALL PRE-ALERT.
FSCA ref : 2017.09.05.

Lannion, le 05 Septembre 2017,

Madame, Monsieur,

Il a été constaté une augmentation des échecs de poses de nos dispositifs médicaux, liée a I'injecteur,
sur nos lentilles intraoculaires hydrophobes préchargées.
Nous avons pris la décision de rappeler les lots concernés pour une expertise plus poussée.

Veuillez trouver ci-joint I'avis de sécurité (FSN) que nous allons transmettre a nos distributeurs
concernés, ainsi que le formulaire FSCA.

Veuillez agréer, Madame, Monsieur, I'expression de nos sincéres salutations,

Mr Denis DELAGE
Présidel nt—"

-

—

annion, the 05th of September 2017,

Dear Sirs,

An increase of injection failures due to the injection system has been stated on our preloaded
hydrophobic medical devices.

We have decided to recall the concerned batches for further analysis.

Please find enclosed the Field Safety Notice that we will send to our concerned distributors, as well
as the FSCA formular.

Yours faithfully,
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Lannion, the 05th of September 2017,

Réf Cristalens: FE 01132, FSCA ref: 2017.09.05.
Concerned products: Preloaded hydrophobic intraocular lenses.

Dear Customer,

Cristalens Industrie has decided to proceed with a voluntary recall of several preloaded hydrophobic intraocular
lenses batches. This action is initiated due to a risk of injection system malfunction only, which may lead to an
intraocular lens block in the injector, during the surgery.

If the lens is forced into the injector tip, this may lead to damages on the lens and/or on the injector tip.

We inform you that the lenses of concerned batches, which have been already implanted, do not pose any
additional risk for the patients (compare to a classic cataract surgery).

To guarantee optimum quality products to you, we proceed to the recall of the devices with enclosed serial
numbers.

Please find our instructions for this recall below:

1. Check your stock without delay with the enclosed traceability form.

2. Send this notice to all persons which have to be informed of this notification in your company, and/or all
other facilities where the concerned products have been sent.

3. Stop using immediately the concerned batches of medical devices.

4. Send us back the reply form and the traceability list signed and stamped without delay to:
materiovigilance@cristalens.fr or by fax to + 33 2 96 48 97 87.

5. Contact your usual commercial department to organize the product return at Cristalens Industries’
expense.

We inform you that the recall notification has been already sent to your local competent authorities.

Cristalens Industrie thanks you for your involvement in this recall, and is fully aware of the inconvenience caused.
Cristalens Industrie remains determined to supply you, as well as your customers, high quality, secured and
efficient products.

For any further query on this recall, please contact Cristalens Industrie:
- by phone +33296489292
- byfax+332964897 87
- by mail materiovigilance@cristalens.fr

Best Regards,

e =

M. Denis DELAGE -
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CRISTALENS INDUSTRIE - 4 rue Louis de Broglie — 22300 LANNION - France
Tél. : 33 (0)2.96.48.92.92 - Fax : 33 (0)2.96.48.97.87
SAS au capital de 3 598 976€ - RCS Saint Brieuc : 480015619
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Réf Cristalens: FE 01132, FSCA ref: 2017.09.05. Date : 2017/05/09

Concerned products: Preloaded hydrophobic intraocular lenses.

Please fill-in and send us back this form without delay by mail to materiovigilance @cristalens.fr or by fax to:
+33296 4897 87.

Please tick the appropriate case below:

LI I have read the Field Safety Notice dated 2017/05/09 and have checked my stocks. | confirm that my company
does not have any medical devices from enclosed traceability list.

LJ I have read the Field Safety Notice dated 2017/05/09 and have checked my stocks. Our company needs the
medical devices marked in our filled-in traceability list to be returned.

The person in charge of this reply form, acknowledges receipt of the Field Safety Notice instructions to be applied
and understand it,

Company name:
Mandatory name: Position:

Date:

Signature & Company stamp

Contact details for the person in charge of the recall follow-up in your company:
Name/position/mail/tel:

CRISTALENS INDUSTRIE - 4 rue Louis de Broglie — 22300 LANNION - France
Tél. : 33 (0)2.96.48.92.92 - Fax : 33 (0)2.96.48.97.87
SAS au capital de 3 598 976€ - RCS Saint Brieuc : 480015619
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N° de lot

Model

Batch Nr.

ARTIS E

ARTIS M

ARTIST

ARTIS Y

ASE

EAZ-Y

LUXIOL60

NAVIGO

1612538

X

1612629

1612631

1612635

1612893

1613109

1613110

X X[XIX|X|Xx

1700425

1700623

1700624

1700625

1700626

1700647

1700649

1700651

1700652

1700992

1700999

1701004

1701005

1701007

1701008

1701009

1701010

1701011

1701016

1701017

1701241

1701242

1701243

1701244

1701250

1701257

1701262

1701267

1701478

1701481

1701483

1701488

1701490

1701495

1701509

1701518

1701519

1701577

1701578

1701651

1702071

1702072

1702564

1702565

1702566

1702588

1702593

1702663

SIS XXX XXX XXX XXX XX XXX XXX X XXX XX XXX XXX X|X[X|X|X|X[|X[X|[X]|X|X|X]|>X<]|>X]|X

1702695

1702698

1702701

1702787

1702821

1702922

1702967

1702978

1702979

1703074

1703077

1703078

1703223

1703265

1703331

1703373

1703815

XIX[XIX|X|X|X|X|X[X|X|X|X|X|X|Xx<




1703822

1703832

1703836

1703837

1703860

1703861

1703867

1703868

X[ X[|X|X|X|X|X<]|X

1704221

1704229

1704231

1704236

1704603

1704604

X|IX|X|IX|X|X

1704635

1704638

1704646

1704650

1704651

1704652

1704655

1704656

1704657

1704658

1704659

1704660

1704662

1704664

1704665

1704671

1704672

1704675

1704676

1704677

1704680

1704683

1704685

XU XXX X XXX XXX X|X[X[X]|X|X[X|X<]|X]|X|X

1704735

1704743

>

1704745

1704761

1704762

>

1704764

1704840

1704841

1704842

1704843

1704845

1704846

X|IX|X|X]|X|Xx

1705088

1705090

1705091

1705103

1705104

1705106

1705107

1705108

1705109

1705111

1705162

1705163

1705164

1705165

1705166

1705167

1705168

1705169

1705170

1705171

1705172

1705173

1705174

1705175

1705176

NXUIX[XIXIX|X|IX|IX|X|X[X|IX|X|X|X|X|X|X[X|X|X|X|X|X]|Xx<




1705177

1705178

1705179

1705180

1705181

1705182

1705183

1705184

1705185

1705186

1705187

1705188

1705190

1705192

1705193

1705194

1705196

1705355

1705356

1705357

1705358

1705359

1705360

1705361

1705362

1705415

1705416

1705417

1705418

1705419

1705420

1705421

1705422

1705423

1705424

1705425

1705426

1705427

1705428

1705429

1705430

1705431

1705432

1705433

1705434

1705435

1705436

1705437

1705438

1705441

XU XXX XX XX XXX XXX XXX XXX XX XXX XX XXX XXX X XXX X XX XX X|X|X|X[X[X|X]|X|X|[X|X<]|X]|X|X

1705456

1705458

1705569

1705575

>

1705578

1705579

>

1705581

1705585

1705587

1705588

1705589

1705590

1705591

1705592

1705593

1705595

1705596

1705597

1705598

1705599

1705601

1705602

1705603

1705604

NXIX[XIX|X|X|X|X|X[|X|[X|X]|X|X|X|X<]|X>x




1705606

1705607

1705610

1705611

1705612

1705613

1705615

1705616

1705617

1705619

1705626

1705627

1705628

1705629

1705630

1705631

1705632

1705633

1705634

1705635

1705636

1705637

1705638

1705639

1705642

1705644

1705646

1705649

1705652

1705653

1705654

1705656

1705661

SXUX XX XX XXX XXX X X XXX X[X|X|X|X|X|X|X|X|X|X|X|X|X|[X]|<

1706090

1706092

>

1706096

1706141

1706142

1706143

1706144

1706147

1706148

1706150

1706152

1706153

1706155

1706161

1706162

1706163

1706164

1706165

1706166

1706168

1706174

1706175

1706179

1706183

1706185

1706186

1706188

1706193

1706207

1706219

1706220

1706225

1706232

S XXX XXX XX XXX X XX XXX X|X|X|X[X|X]|X]|X|X|>X<]|X]|X

1706308

1706312

1706314

1706318

1706321

1706347

1706348

1706354

XIX[X[X|X[X]|X]|Xx




1706355

1706356

>

1706367

1706475

1706478

1706492

1706493

1706494

1706497

1706498

1706500

1706501

1706502

1706503

1706504

1706506

1706507

1706508

XIX[X[IX|X[X|X|X|X[|X[X]|X]|X

1706511

1706535

1706536

1706563

1706564

1706565

1706566

1706574

X[ X[X]IX|X|X]|>x<]|Xx

1706578

1706579

1706581

1706596

1706601

>

1706602

1706605

1706606

1706623

1706624

1706625

1706631

1706632

1706634

1706637

1706638

1706639

1706640

X XXX X[X|X|X]|X|X

1706641

1706643

1706644

1706647

1706650

1706672

1706673

1706677

1706678

1706680

1706681

1706682

1706684

1706695

1706698

1706699

1706746

1706754

1706758

1706759

1706760

1706762

1706765

1706767

1706769

1706772

1706779

1706780

1706797

1706811

XU XXX XX XXX XXX X| XXX X[|X[X|[X|X]|X[X]|X<]|X]|X|X




1706834

1706835

1706837

1706843

X |[X[X|Xx

1706844

1706854

1706877

1706878

1706897

1706899

1706901

1706921

1706922

1706923

1706926

1706927

1706928

1706930

1706931

1706932

1706940

1706945

1706948

1706949

1706955

1706970

1707035

1707036

1707039

1707040

1707043

1707044

XU XXX X XXX X XXX X|X|X|X|X[X[X|X|X]|X[X]|X<]|X]|X

1707045

1707046

1707050

1707083

1707085

1707091

1707092

1707093

1707094

1707122

1707123

1707124

1707129

1707130

1707132

1707133

1707139

NXIX[XIX|X[X|X|X|X[X[X]|X|X|X|Xx<

1707144

1707202

1707226

1707247

1707248

1707249

1707251

1707253

1707255

1707256

1707267

1707277

1707312

1707318

1707319

1707354

1707398

1707400

NXIX[XIX|X|X|X|X|X[|X|[X|X]|X|X|X|<]|X>x

1707428

1707429

1707431

1707444

1707473

1707477

>

1707483




1707484

1707486

>

1707487

1707489

1707521

1707527

1707528

XX |X|X

1707535

1707542

1707622

1707635

1707686

1707702

1707705

1707717

1707723

1707725

1707726

1707728

1707730

X XXX X|X[X|X<|X]|X

1707733

1707770

1707772

1707773

1707774

1707775

1707776

1707777

1707778

1707779

1707780

1707799

1707800

X X[X|X|X[X|X|X[|X]|X[X]|Xx<

1707802

1707806

1707817

1707820

1707821

1707907

1707919

X X|XIX|X|Xx

1707921

1707922

1707923

1707925

1707926

1707936

1707939

1707940

1707941

1707943

1707945

1707946

1707950

1707957

1707960

1707964

1707965

1707967

NXUIX[XX|X|X|X|X|X[|X|[X|X]|X]|X|[X]|X<]|Xx

1707969

1707974

1707982

1707986

1708170




