= -

The State of Texas

Secretary of State

» Not for use within the United States of America
This Apostille only certifies the signature, the capacity of the signer and the seal or stamp it
bears. It does not certify the content of the document for which it was issued.
Certificate Validation available at www.sos.state.tx.us )

APOSTILLE

(Convention de La Haye du 5 Octobre 1961)
1. Country United States of America

This public document
2. has been signed by JACQUELINE HAYS

3. acting in the capacity of Notary Public, State of Texas

4. and bears the seal/stamp of JACQUELINE HAYS,
Notary Public, State of Texas,
Commission Expires: 10-21-23

CERTIFIED

S. at Austin, Texas 6. on July 12, 2022
7. by the Secretary of State of Texas
8. Certificate No. 12372208

9. Seal 10. Signature:

o

John B. Scott
Secretary of State
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State of Texas

County of Tarrant
On this_.lﬁ—da}' ofw&.é..
ding document, and the duplicate

1 certify that the prece
retained by me as a notarial record, are trug, exact, complete,
and unaltered photocopies made by me of

oc
me by the document's custodian, Alcon
aboratories, and that, to the best of my knowledge,
the photocopied document is nether a public record nor a
publicly recordable document. certified copies of which
are available trom an official source other than a notary.
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AcrySof Single-Piece Intraccular Lenses, FW-SG-009

(x) covered'by this declaration are in odnformity with the European Medical Devices Directive 93/42/EEC as well as
vant Union legislation that make provisions for the issuing of a declaration of conformity as listed,

| aboratories, Incorporated. hereby declares under its sole respensibility that the fisted device(s) and Quality Systems
g} to:

EU MDD §3/42/EEC as amended

Lisclaration is applicable to all products listed and released after the Date of Issuance of this Declaration of Conformity, and
Al 2 rovised Declaration of Conformity is issued.

Wifiad Body Information: Applicable [ Not Applicable I
nformity Assessment Certificate Number(s): G1 020895 0393, Revision 00
f:unfonnity Certificate Validity Period: 05-Feb-2021 to 26-May-2024
 Nolified Body: TUV SUD Product Service GmbH
Identification number. 0123
Address: Ridlerstrage 65 « 80339 Munich » Gemany
Regulations, Directives and Standards Applied: Refer to Section 4 of tha Technical Documentation

Place of Issue:
Alcon Laboratories, Incorparated =

Fost Worth, TX

76134-2099 USA

Date: 02-Dec-2021

Stephanie Baker, Vice President, Global Regulatory Affairs, Surgical
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AcrySof Single-Piece Intraocular Lenses, FW-SG-009

DEGLARh'HON OF CONFQWITY

(check all addlttona] conformity route(s) based on EU MDD Article 11 reqwrements for the device class and spemf cs)

Annex Il (4) O Annex V O Annex Il O Annex VIl O
Annex Il (3) X Annex VI O Annex IV O

Technical File Number: FW-SG-009
Device Trade Name: AcrySof Single-Piece Intraocular Lens
Supersedes (Date): 12-May-2021
Manufacturer: Alcon Laboratories, Incorporated Authorized Representative in the European Community:
Address: 6201 South Freeway, Fort Worth, TX Alcon Laboratories Belgium
76134-2099, USA Address: Lichterveld 3
2870 Puurs-Sint-Amands
Belgium
& | Gode&Term o HIDRN Y ek s
AcrySof 1Q Aspheric Natural
Intraccular Lens SNBOWF 038065GMNOD0053GY
AcrySof Natural
Single-Piece Intraocular Lens SNEOAT 038065GMNO00054H2
AcrySof Aspheric UV Absorbing
iRccHiar S SABOWF 038065GMNO00056HS
AcrySof Single-Piece
Intraocular Lens 35658 SABQAT 038065GMNQ00055H4
Posterior
AcrySof 1Q Toric Astigmatism Chamber SNBAT2 lib
Intraocular Lens Intraocular Lens SN6AT3
pseudophakic SNBAT4
SNBATS
SNBATE 038065GMN000057H8
SNBAT7
SNBAT8
SNBAT9
AcrySof 1Q Aspherical UV-Absorbing SABAT2
Toric Intraocular Lens SABAT3
SABAT4
SABATS
SABATE 038065GMNOQ005S8HA
SABAT7
SABATS
SABATY

e (21717 Peblaies




MEYATH/: LITAT TEXAC
IlIrar Texac
Cexperapb urara

He nas ncnoas3oBanns B Coegunennbix Hltarax AMepuku

Hacrosiluuii amocTHJIL YAOCTOBepsieT MCKJIIYHTEIbHO NOANKCH M IOJHOMOYHS JIMIA,
MOANMMCABILEro JOKYMEHT, 2 TAKAKE e4YaTh WIH ITaMIl, NOATBEpAKAA0NHe T0KYMeHT. OH
He YA0CTOBepsieT CoAepKaHne TOKYMEeHTa, J1JIA KOTOPOro OH ObL1 BbIAAH.

IHoareepxkaenne cepTuduKaTa 10CTYIHO Ha caiiTe www.sos.state.tx.us

APOSTILLE (AITIOCTH.Ib)

(Convention de La Haye du 5 octobre 1961 (I'aarckasi KoHBeHIIHS 0T 5 okTa0ps 1961 r.))

1. Ctpana Coequnennsie HlTaTrsl AMepHKH
HacTosmmii opuuuaaIbHbIA JOKYMEHT

2. MoANHCAH KAKJIAH XENUC

3. BBICTYNAK MMM B KA4eCTBe TIocynaperBennoro norapuyca, mrart Texac

4. ckpenuied neyarso/mramnom  KAKJIHWH XEMC, Horapnyc, mrar Texac, Cpox
HeTedeHHs nmoaHomounii: 21 okrsiopsa 2023 r.

YAOCTOBEPEHO
5. B OcTune, mrar Texac 6. 12 wronaa 2022 r.
7. Cexperapem wrara, mrar Texac
8. Cepruduxar Ne 12372208
9. ITeuats 10. Moanuck:

/TTEHATL/: LITAT TEXAC TToamnuce/
' Jixon B. Crotr (John B. Scott)
Cexperaps mrarta
GF/dj




IITat Texac

Oxpyr TappauTt

19 mas 2022 r.

YnocroBepsito, 4TO NPEACTABIEHHBIA BhIIIE JOKYMEHT M ero 1y0aMKar, KOTOPEIl XpaHUTCS Yy
MEHs, SBJISIOTCS BEPHBIMH, TOYHBIMH, ITOJIHBIMA H HEHM3MEHEHHBIMH (POTOKONHMAMH JOKYMCHTa
Jlexnapaiuus cOOTBETCBHSI, KOTOPBIl ObLI MHE MpencTaBieH Komnanuen «AiakoH JlabopaTopus»
— Jep;KareleM BBHIIIENOMMEHOBAHHOTO AOKYMEHTA. Takke yJ0CTOBEPSIO, 4TO, 10 MMEIOIIAMCS
y MEHA CBEIEHHAM, IOKYMEHT, C KOTOPOTo Oblia cHATA (OTOKOIMHSA, HE ABIACTCA JTOKYMEHTOM,
3aIliCh O KOTOPDOM BHOCHTCA B IYOJIMYHBIE PEECTpPhl, YAOCTOBEPeHHbIe KOIMHMH KOTOPBIX
NPEAOCTABIAFOTCA KAKHM-THOO HHBIM 0(DHUIHATBHBIM JIHLOM, 2 HE HOTAPHYCOM.

/Toammce/

Kaxmn Xeiic

Mewars/: Kaxmun Xeiic (Jacqueline Hays) * Horapuyc, mrrat Texac * Ne nuueH3un HoTapuyca:
793730-7 * Cpok ucredenus nonHomounii: 21 oxkrabdpsa 2023 r.



Hepegod ¢ quaauiickozo A36IKa BA PYCCKUT A30IK

/Jfbaomun KOH))/
Crpannna 1 m3 2

JImu3e ueTpaokymapHele MoHEobGmouHEEe AcrySof, FW-SG-009

JEKJAPATINA O COOTBETCTBHH
(OTMeTHTe BCe BAPMAHTEL, COOTBETCTBYIOMME TpeGoBanmsaM cTaten 11 dupektusr EC mo
MENAIMHCKHM H3IEIMAM K KIacCy M CIeUH(DHKAINAM H3AeI1s)

Ipunoxenue [T (4) Hpumoxerue VL] [Ipunoxenne OIU [TIpunoxenne VI
[pmroaenne 11 (3)X IMprnoxenue VIL]  |[Tpunoxeaue IV
Homep rexanyeckoro nocre: FW-SG-009

Toproeoe HaMMEHOBAHWE B3NN IMH3E! HHTPAOKYIAPHEIE MOEOBIoTHEIE AcrySof
3aMeHseT HeKIapauio, BRAaEayIo: 12 mas 202] 1.

IIponssoxurens: «Ankon Jlabopatopus,  YrmomHoMoueHHSIH IpeAcTaBUTEs B EBpotreiickoM
Haxopnopelites» (Alcon Laboratories, corose: «AnkoH JlaGopaTopus Bem:[x\;c{ym» (Alcon
Incorporated), anpec: 6201 Cayr ®pmseif, Laboratories Belgium),

Qopr-Yapr, mrat Texac 76134-2099, anpec: Jluxtepsenx, 3, 2870 ITypc-Cunr-AMmanzc,
CIIA (6201 South Freeway, Fort Worth,  Bensrus

TX 76134-2099, USA) (Lichterveld 3, 2870 Puurs-Sint-Amands, Belgium)

Kona u Tepmun
Beemnpuoit Homep no -

Memuuunckoe uzgenue (Toprosoe | HOMEHKIATYPLI | KATAJOTY / Bazonsit kox BUDI-DI Knace
BAHMEHOBAHNE) MeIHIEHHCKHX | HOMep A pHCKa
3803 (9507 MOeTH
. . (GMDN) :
 AAcpepriieckas RETPaokyspHas SN6OWF | 038065GMN000053GY
s isa AcrySof 1Q _
- Mogobaonunas HuTpaokynspHas SNGOAT | 038065GMNO0COSALT2

stunza AcrySof Natural
Acpepuyeckds Y-

' df’ YeopOHPYIONaL HRTPAOKYIAPHAS SAGOWF [ 038065GMNO00056H6
; aunza AcrySof
B Muuoﬁnounaﬂ HHTPaCKyNspHas SA60AT | 038065GMNO00005SEA
- annza AcrySof
: SNEAT?
?;658 SNGAT3 |
i SN6AT4 .
Toplyeckas acTUIMATITIeCKas HHTPAOKyIIpHan SNGATS . b
HHTPAaOKyIIpHas aub3a AcrySof A 2annei SN6AT6 038065GMNOO0057HSR
Toric IQ KaMephl riaza SNGAT7
HceBgodaKKyHAS  SN6ATS
SN6ATY
SA6AT2
.SA6AT3
SAG6ATY
JIvH3a HHTPaOKYILIpHAS TOpHYecKas SAGATS : :
aceprueckas Yd-noriomaromas SAGATE 038065GMNOO0QS8HA | -~
AcrySof : SAGATT .
SAGATS

SAGATS




lcon
Alozomun «Arxons/
Crpanuna 2 H3 2

JInAse mRTpacKyasApHEe MoHOGIOYHbIE AcrySof, FW-SG-009

W3 pemns, mopnafaomie o AelfcTBiE HaCTOAMEH AeKIAPAITHH, COOTBETCTRYIOT TPEOOBAHUAM
Aupextupbl 93/42/EEC no MeTMIMACKUM H3NEITHSM, 4 TAKKE APYTHM COOTBETCTBYIOILIM
saxoHam EC, KOTOpBIC IpenycMaTpuBaloT BhIIaYy JEKIAPAEH O COOTBETCTBHH, KaK YKA3aHO
BEILIIE. _
Hacrosmmm xommnarus «Ankon JJaGopaTopus, HuxopnopeiiTeny» 3a9BI4eT O CEOHO
HCKAIYHTETEHYK OTBETCTBEHHOCTD, YTO BBIIEYKA3AHHBIE H3ENHA, & TaKKE CHCTEMBI Ka4ecTsa
COOTBETCIBYIOT TpeOOBAHMSIM:

Hupexrussl EC 93/42/EEC 1m0 MeAMIHHCKAM H3ACIHAM, C USMEHEHUSMY U OONOAHEHUAMU.
Hacrosias gexmapanyis IpAMEHseTCs KO BCEM TIePEUHCIEHEEM TPOAYKFaM, BbITYIIEHHBIM
'; NOCHE NIATHI BHIIAYH NAHHOH JEKIIAPANHUY O COOTBETCTBHY 1 /10 BBLIAYH MEPECMOTPEHHOM
' IEKIapaiuH O COOTBETCTBHI.
Wagopmatwms o HOTHuIMPOBaHHOM OpraHe: NpuMeHnMOX HempuMervo [
Howmep cepruduxara onenku coorsercrena: GI 020895 0393, penaxums 00
Cpox zneficTBrs cepTHQUKaTa COOTBETCTBAL: € 5 penpand 2021 r. mo 26 mas 2024 T.
HornduunposaKueiit opras: «TIO(D 310/ ITponakr Cepruc I'm6X» (TUV SUD Product
Service GmbH)
HnenTrourarnuonssnii nomep: 0123
Anpec: Prumnepinrpacee, 65, 80339 Mrouxen, Iepmasus (RidlerstraBe 65, 80339 Munich,

Germany)

[puMeHnMEIe peTTaMEHTEI, I.[I’IpeKTHBBI H CTAaHaapTh: ¢M. pasaen 4 Texumueckoit
JOKYMEHTAINH :

Mecto Br1maum: Hloonuce/

«ANKOH Hata: 2 nexabpa 2021 r.

Jlaboparopws, Mrkopnopefiteny, | Credann Beiixep (Stephanie Baker), ure- npezmleHr
Dopr-Yopr, wrat Texac, 76134- | rnoGansHbl OTAEN PeryIsSTOPHEX OTHOILICHMH,
2099, CIIIA XHPYpPrU4ecKoe 000pyaoBaHue




ITepesoo dannozo mekema esinoaxen MHOI, nepesooduxom Tymanosoim Baaoumupom Onezosuyen.

HHOUTHCH
Poccuiickasa Dedepanun
T'opoo Mockesa
Jeaduams wecmozo agzycma 08¢ MbICAYU 06AOUAMb EMOPO20 2004.
A, Axybosa Tamesna Onezosna, nomapuyc 20poda Mockebl, c6udemenvcmeyio noOAUHHOCHb
noonucu nepegoouuxa Tymanoea Bradumupa Onezosuya.
IToonuce coenana 6 Moem NPUcymcmeuu.
JTuunocme nodnucasuie20 OOKyMerm ycmanoeienda,

3apezucmpuposeano 6 peecmpe. Ne 77/2171-1/77-2022- //./M%
Viaaueno 3a cosepwenue nomapuanvHozo oeticmeua: 400 py6. 00 kon.

T.0. Axybosa
I'epboBas neyathb
HOTapHyca ropoaga
Mocksbi Sky6Gopoit T. 0. HOAMTHCE II0ITHCh

HHH 77177550294 7*
I'epdoBas neqaTh
Bcezo npownypo6ano, npoHymeposano HOTapuyca ropoja
u ckpenneno nevameio £ aucm(a)(os) Mockesbl Skybosoii T. O.
HHH 771775502947
Homapuyc

Poceuniickan Tegepaunn
I'opon Mocksa
ﬂBﬂﬂuﬁTh IWECTOrD aBrycra IBe ThICAYH ABAALUATH BTOPOIro roja
51, Skybosa Tareana Onerosua, HoTapuyc ropoaa Mockssl,

CBHICTENLCTBYIO BEPHOCTh KOMMY C NPEACTAB/CHHOTO MBS JOKYYeyTa
wm%—?{ Fepgectpe: Ne 77/2171-1/77-2022- W—/ﬁ/

NaueHo 3a COBEPIICHIRHOTAPHAIBHOTO AeHCTRHA: j,’ Z¢py6. 00 kon.

.."/ T.O. AxyGosa

OIK¥PEBAHO, NPOHYMEPOBAHO
M CKPEMIEHO Nevarsio o
O

Hotapuyc



