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(Convention de La Haye du 5 Octobre 1961)
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3. acting in the capacity of Notary Public, State of Texas
4. and bears the seal/stamp of ALICE HERNANDEZ,

Notary Public, State of Texas,
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GMDN Code and Part/Model/

Product Term ~ Accessories No. Class (MD!
ACRYSOF® 35658 Posteriof- MAS0BM IIb (Rule 8)
Multiopiece IOL chamber intraocular

lens, pseudophakic B

ACRYSOF® 35658 Posterior- MABOMA Ib (Rule 8)
Multiopiece |OL chamber intraocular
lens, pseudophakic

ACRYSOF® 35658 Posterior- MA30AC IIb (Rule 8)
Multiopiece IOL chamber intraocular
lens, pseudophakic

ACRYSOF® 35658 Posterior- MABOAC IIb (Rule 8)
Multiopiece 10L chamber intraoccular
lens, pseudophakic

ACRYSOF® 35658 Posterior- MNBOMA Ib (Rule 8)
Multiopiece 10L chamber intraocular

lens, pseudophakic -
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= DECLARATION OF CONFORMITY -
| ANNEX /Y (O ARTICLE 12 ]
ANNEX B | ANNEX VI /V [ ANNEXVITTT | ARTICLE 12 / ANNEX vV [7]
Technical File Title: _ACRYSOF®Multipiece Intraccular Lenses
Supersedes {Data): 08/23/13
anufaclurer  Alcon Laboratories, Inc. Authorized EU Representativa®™: Alcon Laboratories, (UK) Lid
6201 South Freeway Frimley Business Park
Fort Worth, Texas Frimley, Camberley
76134-2099, U.S.A. Surrey, GU16 7SR,
Umited Kingdom
PartiModel/
Product GMDN Code and Term Accessories No. Class (MDD)
ACRYSOF” Multipiece 35658 Posterior- chamber
Intraocular Lenses intraocular lens,
S s _pseudophakic MNSOAC b {Rute8)
(Note: Add attachment for additional products.)
This declaration is appiicable to all products listed and released after the date of issuance of this
Declaration of Conformity and until a revised Declaration of Conformity is issued.
We hereby declare under our sale responsibility that the listed device(s) and Quality Systems conform(s) to:

Annex || Certificate: TUV SUD Product Service GmbH, Ridlerstr. 65, D-80338 Muenchen, Germany No 0123
. Standards Applied: Reference Tachnical File Dossier Section 8

¥

[ MDD 93/42/EEC: 1993 as amended

EN 18013485 2012/AC:2012

'[1  Article 12 Check for Systems (e.g Kits) / Procedure Pack(s):

We have verified the {a) mutual compatibility of the devices in accordance with the manufacturer(s)
instructions and carried out our operations in accordance with thesé instructions  We have (b)
packaged the product and supplied relevant information to users incorporating relevant instructions
from the manufacturer(s). (¢)The whole activity is subjected to appropriate methods of internal control
or inspection. (d) If the device(s) is sterilized, it was processed in accordance with Annex V of the MDD

gl sk by Hobeor sl

o#/i1/205 Holder Lori B=aser

Head! Intraocular Lens R&D (MMIDDIVY) Hoad, Reguiatory Affairs  {(MM/DD/YY Tl_
Ahmefy Tezel, Fh.D Date Lori Holder Date

= ) - |
A a8 A(r' west) @ /v /1 __ NotApplicable |
Aiant Mdnager, Management (MM/DD/YY) Plant Manager, Management * (MMW/DD/YY) |
Representative, or Designee Date Representative, or Designee Date

Layne Webb (HWV)

Date of Issuance (MM/DD/YY): o 8 / l 7 ! !5
(Issued by Corporate Regulatory Affairs after all approvals are cbtained )

Confarmity,
“This address effactive as of July 3, 2012, previous address. Alcon Laboratories {UK) Lid
Boundary Way
Hemel Hempstead
Hertfordshire

HP2 7UD United Kingdom

Page 12
RD 229 (03/27/15)



[lItar Texac
Cekperaps IlITara

He s ucnonbsosanus Ha teppuropun Coennnenrisix 1litaTos AMepHkH

Hacrosiumii AnocTHib NOATBEPHKAAET TONBKO TO/IHCH, IOPHIMYECKYIO TPaBOCTIOCOOHOCTH MOANMMCAHTa, a
TAloKe nedark MM WITamr, KOTOPLIMK OH BJaieeT. ANOCTH/Ib HE MOATBEPHKIAET COAEPIKAHMS JOKYMEHTA,
U1 KOTOpOTro oH Obl1 BbIIAH.

[Tposeputh ceprudukar MOKHO Ha caiite: Www.s0s.state.tx.us

AIIOCTHJIb

(I'aarckasn Konsennns ot 05 oxts6ps 1961 roxa)

L. Crpana: Coenmnennpie IllTaTel AMepukn

Hacrosimuii mybmm4uHo-npasoBoii JokymenT

2. Tloamucan: r-xoit Danc Ipuanges

3. HetictByromeit B nomknoctu: Iocyaapersennoro Horapuyca, mrar Texac

4. U pnazeromeil mraMmnoM/medqaTbio: r-sKu JJIne Opuanpnes, l'ocyaaperpennoro
Horapuyca, mrar Texac, cpok aeiicTBus munenzun: 05-21-20

HNOATBEPXKIEH

5. B r.Ocrun, Texac

6. 21 uions 2016 roaa

7. Cexperapem IllTara Texac

8. Cepruduxar Ne: 10493068

9. Tleuars: I'epGoBast neyats: Illtar Texac

10. IToxmuce: -IIOJIITHUCE-
Kap.aoc X.Kackoc
Cexperaps lrara



AEKAJIAPLIUSI COOTBETCTBUS

MPUJIOKEHUE 11 [X]

[MPUJIOXKEHHUE I11I/V [ ]
IMPUJIOXKEHHME VII /V[ ]

MTPUJIOKEHUE VII [ ]

CTATBA 12 ]

CTATLSI 12/ ITPUJIOJKEHHUE V | |

Haspanue texundeckoro (aitna:

,}J,a’ra 3aMEHbIL

[Tpouseonurens: Alcon Laboratories, Inc.

CocragHbie MHTpaoKynapHele nuH3sl ACRYSOF®

23 aprycta 2013 r.

6201 South Freeway
Fort Worth, witar Texac
76134-2099, CILIA

VYnonuomouenHslii npeacrapurens B EC**: Alcon Laboratories (UK) Ltd.

Frimley Business Park
Frimley, Camberley
Surrey, GU16 7SR
BEJIMKOEPHUTAHMA

Hiienme

Kog GMDN u cpok

Jerans/monens/akceccyap Ne

Knace (MDD)

Cocrapubic HITPAOKYIAPHLIC
sl ACRYSOF®

35658 3aanexkamepHsic
HHTPAOKYNAPHBIE THH3bI,
ncesA0paKTHYHbIE

MN60AC

ITb ([pasuno 8)

(lpuatevanue: lobasbme npunoscenue 0N OONOTHUMENLHBLY U30enull)

HiICTOSIl[laFI AeraapalHsa OTHOCHTCHA KO BCeM H3AEAHAM, NepevYHC/IEHHBIM H BRINYLWEHHBIM NMOC/€ JATHI BBIAAYH HacTomueﬁ
JeRJapaudi CooTBeTCTBHA H 10 BbIAAYH ﬂEpECMOTpQHHOﬁ AJeKNapauHy COOTBETCTBHS.
Hacrosimum 3asBligem nojg ¢cBOK NCKJWYHTENBHYH OTBETCTBEHHOCTDL, 4TO MepedyHCcIeHHbIEe H3eJIHA H CHCTEMbI KOHTpOJA
KAYECTBA COOTBETCTBYIOT (eit):

MDD 93/42/EEC;

1993 ¢ nonpaskaMu

Crunerensetso o npunoxkeruo 11: TUV SUD Product Service GmbH, Ridlerstr. 65, D-80339 Miouxen, I'epmanus Ne 0123
Ipumensiemble craniaptsl: - Cranaaprioe TexHuyeckoe nocke - Pasaen B

EN 18013485:

1 Crares 12: [Tposepra cueresm (Hanpumep, Habopos) / HaGops! mis nposeaenus npoueayp:

2012/AC - 2012

Mol npoBepuiH (a) B3AMMHYIO COBMECTMMOCTb YCTPOMHCTB B COOTBETCTBHMH C YKA3aHHAMM IPOM3BOAMTENEH M IIPOBEIH
HALTM ONEPalnK B COOTBETCTBUM € 3TUMH YKasaHusMu, Mbl (b) ynakoBanm usznenue W npeaocTaBuii COOTBETCTBYIONIYIO
HH(pOPMALMIO NONL30BATENAM, COASPHKALLYIO COOTBETCTBYIOIIHME YKa3aHHMA oT mpousBoauTens. (c) Jns Bcex BHJIOR
JICATENLHOCTH MPUMEHSIOTCH COOTBETCTBYIONIME METOALl BHYTPEHHEro KOHTpoas wim npomepku, (d) Ecmm wsnenwe
TOJIIeHT CTEPUIN3aLMK, oHo Oblo oOpaboTaHo B cooTeeTcTRUM ¢ [lpunosenuem V ngupextuesl MDD M ykazanusamu

NPOH3BOIHTENA,

/modnucs’ 08/11/2015 /nodnuce!
Pywosogurens HHHOKP, HOJ (I/MM/TT) I'napa oT/e1a HOPMATHRHO- (MMM
Axmer Tesens, 1-p pun.Hayk Hara NPABOBOTO PEryIHPOBAHNA Ilata
Jlopu Xonnep
/nodnucs/ 08/11/2015 He npumennmo .
PyxoBoauress npeanpusrus, (LJUMMITT) PykoBoguTens npeanpHATHS, (II/MMAT)
NPEACTABITEND YIPABICHHS Hara NpeJcTABHTEL YN PABICHHSA Hara
HJIH IiCI'IOJ'IIIIlmIII'IIﬁ HJIH HCMOMHA MM
obnzanuocTi ofs3anHocTH
| Jleiin BeOo

Hara eeiaayun (QUUMM/IT): 17.08.2015r.

(btaano OT/ENOM TI0 BOTIPOCAM rOCYIapCTBEHHOM PErHCTPALMH MOCE MONYUeHHS BCeX YTBEPIKISHHUIA.)

*JTaitHOE ToJie [T MOATHCH UCTIONB3YETCs TOMBKO B TOM Cly4ae, eclM BTOPOi MPONU3BOACTBEHHEIH 3aBO NPON3BOIUT
U3[eNis, BKIIOUEHHbIE B JaHHYI0 JIeKnapaluio COOTBETCTBHS,

** Iannbiit agpec nelicreyer ¢ 3 urons 2012 r., npeppiaymuii agpec: Alcon Laboratories (UK) Ltd.

Boundary Way

Hemei Hempstead

Xaptdopamup

HP2 7UD BenukoGputaHus

Crpanuua 1/2
RD 229 (03/27/15)



Hspenme

Kop no GMDN* i epor

Jerans/mopens/non.ofopysosanue

Kace (MDD**)

Cocrasunie HOJI ACRYSOF®

35658 3annekamepHbe
MHTPAOKYJIAPHBIC JIHH3bI,
neepodakTHyHbIe

MAS0BM

IIb (ITpasuno 8)

Cocragnsie HOJI ACRYSOF®

35658 3anHekamepHble
MHTPAOKYIAPHBIC JIHH3bI,
neesJodaKTHuHble

MAGOMA

1Ib (Tpasuno 8)

Cocrasiisie MOJT ACRYSOF®

35658 3anHexkamepHble
HHTPAOKYIAPHBIE JIHH3bL,
ncesAohaKTHUHEE

MA30AC

TIb (TIpasiio 8)

Cocrasusie HOJI ACRYSOF®

35658 3anHexkamepHble
HHTPAOKYNAPHEIC IHH3bI,
nces/oaKTHIHbIe

MAG0OAC

[Ib (Ilpasuno 8)

Cocrasusie MOJT ACRYSOF®

35658 3annekamepHbie
HHTPAOKYJIAPHEBIC JIMH3bL,
TCEBI0DAKTHYHBIE

MN60MA

IIb (TTpasuno 8)

GMDN - Beemupias HOMCHKIATYPA MEIHUHHCKHX M3 nii

MDD - Jlnpexruna 10 MEAHIHHCKAM npuiopam

Crpaunua 2/2
RD 229 (03/27/15)




[Hmamnl

IItar Texac

Oxkpyr Tappant

13 WIOHs120i6T.

HacTosiuiuM MOATBEPKAAI0, YTO MpeblAyIHi JOKYMeHT ¥ ero AyOnauKaT, OCTaBUIAACA Y MEHs B KaiecTBe
HOTAPHAJILHOM 3alTUCH, SBJSAIOTCS BEPHBIMH, TOYHBIMM, MOJHBIMM M HEW3MEHEHHBIMH (OTOKOMHAMH,
c/ielIalHBIMH MHOM 17151

Jexnapayuu coomeememesus: Cocmasnvie HOJI ACRYSOF,

NpeCTABIEHHON MHe BiajenbLeM JOKyMeHTa, KommaHued Alcon Laboratories, u, 4T0, HACKOJIEKO MHE
M3BECTHO, CKOTTMPOBAHHBIH TOKYMEHT He SBJISETCS HU MyOIuuHOM 3amuchio, HU MyOJIMYHO 3alHChIBAEMBIM
JIOKYMEHTOM, 3aBEpeHHBIE KOMMM KOTOPOro JOCTYIHBI M3 JIPYTrOro OQMIMAIBLHOrO HCTOYHHKA, KpoMme
HoTapuyca.

ATHC SPHAHIE3

[Tewamsw: IlImam Texac, Tocyoapcmeennniii Homapuyc SJTHC SPHAHJE3, Hoenmuguxayuonnwiii nomep
Homapuyca 251842-1, cpox oeticmeus nuyensuu: 05-21-2020



ITsiToe WI0JIst IBE THICSYH MIECTHAXAIATOrO Ioja,
ropos AiMaThl

TlepeBoj; TeKeTa ¢ AHTIIMUCKOrO A3bIKa Ha PYCCKAH A3bIK OBUI BBITOJTHEH MHOM — IIEPEBOIIHKOM
3amopomenko BukTopueil MuxaifnoBHo#. 51 moATBepXk a0, UTO NEPEBOA SBIACTCA TOTHEIM, H
rIaBHBIM 00pa3oM COOTBETCTBYET COACPIKaHHIO OPUTHHAIA JOKYMEHTA.

o2 Juf- Sastpaipticko Dugprt Murteisetive.

IIsiToe Mroist JiBe THICSYH MIECTHANATOrO roja,

ropoa AimMarsl

91, AcsiiGexona XKaszupa AMEPEKOBHA, HOTAPHYC ropojia AJIMaThl, ACHCTBYIOWAs Ha OCHOBAHNH
rocynapeTeennolt  ywmensus Ne 0001830 ot 27/04/2004 roxa, BBIIaHHON MMHHCTEPCTBOM

[Octunun  Pecny6muku  KazaxcTaH, CBHAETENBCTBYIO HOJIMHHOCTE IOJMIHMCH JIHYHO MHE
M3BECTHOTO IIEPEeBOIUMKA 3anoponienko Bukropun MuXaillOBHBL -

3aperucTpEpOBaHO B peecTpe 3a No 57 / /

BarickaHo: 9%
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