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FREE SALES CERTIFICATE

BeBaiwvoupe 0TI, oUPQVA We Ta OTOIXEIA WA,
Ta KATWO! NPOIOVTA TNG €TAIPIAg

1.SIDA-LENS Ydpo@ihog Evio@akog £vog Tepayiou
akpulikog avadinAoUpevog (SDA)

-SIDA-LENS Y3pdgiAog EvEopakog evog TeEayiou akpuAIKOG
avadinAoupevog (SDYA)

-SIDA-LENS Y8pogiAog EvEopakag evog TEHayiou akpuAIKOG
avadinAoUpevog (SDA4)

-SIDA-LENS Y3po@ihog Ev3o@akdc evoc Tepaxiou akpulKoe
avadinAoUpevog (SDAC)

-SIDA-LENS Y3po@pihog Eviopakdg evog Tepaxiou akpuNiKog
. avadinhoupevog (SDACY)

-SIDA-LENS Y3pd@poBog Ev3opakdg evOg TEHAxiou aKpUAIKOG
avadinAoUpevog (SDHB)

-SIDA-LENS Y&po@poBog EvBogpakog evog Tepayiou akpuAikog
avadinAoUpevog (SDHBY)

-SIDA-LENS Y3po@poBog EvSopakdg evog Tedaxiou akpuAIKOC
avadinhoUpevog (SDHB6130)

-SIDA-LENS Ydpo@goBog Evdopakdg evog TeEayiou akpuAIKog
avadinhoUpevog (SDHB6130S)

2.0RIZON Mpo-onAiocpévog Evdo@akog Ydpogofog
akpulikog avadinAoupevog (SDHBP)

-ORIZON MMpo-onAiopévag Evoopakog YSpomoRog akpuAIKog
avadinAoUpevog (SDHBPY)

3.CREDENTIA Y3po@iAog Evdo@akog evog Tepayiou
akpulikog avadinAotpevog (SDA)_CR

MepidapBavovrar oto un’ apiB. 3050201023M
MaoTonoinTikd CE, To oroio éxel ekdobsi and Tov
Koivonoinuévo Opyaviopd EKAMTY A.E. (0653)
oupewva pe Tnv Odnyia 93/42/EOK kai napapévouv
O£ 10XU Méxp! TIG 31-12-2027, duvapsl Tou apbpou
120(3) Tou Kavoviopou (EE) 2017/745, onwg
Tporionoinénke pe Tov Kavoviopo (EE) 2023/607,
duvapel TngG e ap. MY-24-002881/22-07-2024 Rev01l

It is hereby certified that, according to our data,
the listed products of the company

1. SIDA-LENS Hydrophilic One-Piece Acrylic Foldable
Intraocular Lens (SDA)

-SIDA-LENS Hydrophilic One-Piece Acrylic Foldable Intraocular
Lens (SDYA)

-SIDA-LENS Hydrophilic One-Piece Acrylic Foldable Intraocular
Lens (SDA4)

-SIDA-LENS Hydrophilic One-Piece Acrylic Foldable Intraocular
Lens (SDAC)

-SIDA-LENS Hydrophilic One-Piece Acrylic Foldable Intraocular
Lens (SDACY)

=SIDA-LENS Hydrophobic One-Piece Acrylic Foldable
Intraocular Lens (SDHB)

~SIDA-LENS Hydrophobic One-Piece Acrylic Foldable
Intraocular Lens (SDHBY)

-SIDA-LENS Hydrophobic One-Piece Acrylic Foldable
Intraocular Lens (SDHB6130)

-SIDA-LENS Hydrophobic One-Piece Acrylic Foldable
Intraocular Lens (SDHB6130S)

2.0RIZON Preloaded Hydrophobic Acrylic Foldable
Intraocular Lens (SDHBP)

-ORIZON Preloaded Hydrophobic Acrylic Foldable Intraocular
Lens (SDHBPY)

3.CREDENTIA Hydrophilic One-Piece Acrylic Foldable
Intraocular Lens (SDA)_CR

are included in the 3050201023M EC Certificate issued
by the Notified Body EKAPTY S.A. (0653) according to
Directive 93/42/EEC which remains valid until 31-12-
2027, pursuant to Article 120(3) of (EU) Regulation
2017/745, as amended by the Regulation (EU)
2023/607, pursuant to the No. MY-24-002881/22-07-
2024 Rev01 Confirmation Letter of the Notified Body,
KIWA BELGELENDIRME A.S., (1984), and pursuant to
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EmioToAng  EmBeBaiwong Tou  Koivoroinuévou
Opyaviopou KIWA BELGELENDIRME A.S., (1984), kai
duvapel TG e nuepopnvia 21/05/2024 dnAwong Tou
KATAOKEUAOTr OTI NAnpoi T npolnoBEceic Tou
napanavaw Kavoviopou.

1.SIDA-LENS Y3pogihog Evio@akog (SDAI)
-SIDA-LENS Y3po@piAog Evdopakdg (SDYAI)
-SIDA-LENS Y3po@iAog Evdopakdg (SDA4)
-SIDA-LENS Y3popihog Evdogpakdg (SDACH)
-SIDA-LENS YdpdgiAog Evdogpakdg (SDACYi)
-SIDA-LENS Y3pogpoBog Eviopakag (SDHBI)
-SIDA-LENS Y3popoBog Evdogpakog (SDHBYi)
-SIDA-LENS Y8po@opoc Eviopakdc (SDHB6130i)
-SIDA-LENS YdpdgopBog Eviopakog (SDHB6130Si)
2.0RIZON Mpo-onAiopévog Evio@akog YdpogpoBog
(SDHBPi)

MepihapPavovrar oto un’ apib. 1984-MDD-20-684
MoTonoinTikd CE, To onoio €xel £kdoBsi and Tov
Koivonoinuevo Opyaviopd KIWA BELGELENDIRME
A.S., (1984) oUppwva pe Tnv Odnyia 93/42/EQK kal
napapévouy ae 1oxU PexpI TIG 31-12-2027, duvapel Tou
apBpou 120(3) Tou KavoviopoU (EE) 2017/745, 6nwg
TporonoinBnke pe Tov Kavovioud (EE) 2023/607,
duvaper TG ue ap. MY-24-002881/22-07-2024 Rev01
EmoTtoAng  EmiBeBaiwong Tou  Koivorioinuévou
Opyaviopou KIWA BELGELENDIRME A.S., (1984), kai
duvaper TnG He nuepopnvia 21/05/2024 dhAwong Tou
KOTAoKEUaoTr] OTI nAnpoi TIG npolnoBsoesic Tou
napandvw Kavoviapou.

Ta napanavw 1aTPOTEXVOAOYIKA MPOIOVTA Mou (pépouv
TN onpavon CE, oUugwva pe v 0dnyia 93/42/EOK
propei va diatibetal otnv ayopd Tng Eupwndikric
"Evoong.

To napdv xopnyeital yia eEaywyikoUc okonouc,

O ANATMAHPQTHZ AIEYOYNTHZ
AZIOAOTHZHZ MPOIONTQN
a.a.

Bipyivia Zappa
Av. MpoicTapévn TuRpatog ASioAdynong
YyeiovopikoU YAikoU

THESSALONIKI CHAMBER OF COMMERCE
AND INDUSTRY 04 0CT 2024
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manufacturer’s declaration dated on 21/05/2024, that
fulfills the conditions of the above Regulation.

1.SIDA-LENS Hydrophilic Intraocular Lens (SDAi)
~SIDA-LENS Hydrophilic Intraocular Lens (SDYAI)
-SIDA-LENS Hydrophilic Intraocular Lens (SDA4i)
-SIDA-LENS Hydrophilic Intraocular Lens (SDACI)
-SIDA-LENS Hydrophilic Intraocular Lens (SDACYi)
-SIDA-LENS Hydrophobic Intraocular Lens (SDHBi)
-SIDA-LENS Hydrophobic Intraocular Lens (SDHBY1)
-SIDA-LENS Hydrophobic Intraocular Lens (SDHB6130i)
-SIDA-LENS Hydrophobic Intraocular Lens (SDHB6130Si)
2.0RIZON Preloaded Hydrophobic Intraocular Lens
(SDHBPi)

are included in the 1984-MDD-20-684 EC Certificate
issued by the Notified Body KIWA BELGELENDIRME
A.S., (1984) according to Directive 93/42/EEC which
remains valid until 31-12-2027, pursuant to Article
120(3) of (EU) Regulation 2017/745, as amended by
the Regulation (EU) 2023/607, pursuant to the No. MY-
24-002881/22-07-2024 Rev0l Confirmation Letter of
the Notified Body, KIWA BELGELENDIRME A.S., (1984),
and pursuant to manufacturer’s declaration dated on
21/05/2024, that fulfills the conditions of the above
Regulation.

The above medical devices bearing the CE marking, in
accordance with the 93/42/EEC Directive may be
marketed in the European Union.

This certificate is issued for exports.

EVALUATION DIVISION DIRECTOR
On behalf of

Virginia Safra
Deputy Head of Medical Devices Assessment
Section
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EmoToAng  EmiBefaiwong  Tou  Koivornoinuévou
OpyaviopoU KIWA BELGELENDIRME A.S., (1984), kai
duvapel TG Pe nuepopnvia 21/05/2024 dn\wong Tou
KaTaokeuaoTn OTI nAnpoi TIG npoinoBécsic Tou
napanavw Kavoviapou.

1.SIDA-LENS Y3pogilog Evdopakog (SDAI)
-SIDA-LENS Ydpogihog Evdogpakog (SDYAI)
-SIDA-LENS Ydpo@iAog Evdopakog (SDA4i)
-SIDA-LENS Y3po@piAog Evdopakdg (SDACH)
-SIDA-LENS Ydpo@iAog Evdopakag (SDACYI)
-SIDA-LENS Y3popoBog Evdogpakog (SDHBI)
-SIDA-LENS Y3pogpoBog Eviogakag (SDHBYi)
-SIDA-LENS YdpopoBog Evdogpakog (SDHB6130i)
-SIDA-LENS Ydpogopog Eviopakog (SDHB6130Si)
2.0RIZON Mpo-onAicuévog Evio@pakog Ydpogpopog
(SDHBPi)

MepihapBavovTtar oto un’ apib. 1984-MDD-20-684
MoTtonoinTikd CE, To onoio €xsi £kdoBei and Tov
Koivonoinuévo Opyaviopd KIWA BELGELENDIRME
A.S., (1984) cUpopwva pe Tnv Odnyia 93/42/EOK kal
napapevouyv oe IoXU pexpl Tig 31-12-2027, duvapsl Tou
apbpou 120(3) Tou Kavoviopou (EE) 2017/745, 6nwcg
Tpononoinenke pe Tov Kavoviouo (EE) 2023/607,
duvapel Tng Ke ap. MY-24-002881/22-07-2024 Rev01
EnioToAng  EmiBePaimong  Tou  Koivoroinpévou
OpyaviopoU KIWA BELGELENDIRME A.S., (1984), kai
duvapel TnG He nuepopnvia 21/05/2024 dnAwaonc Tou
KaTtaokeuaaTn OTI nAnpoi TIG npolnoBéosic Tou
napanavaw Kavoviopou.

Ta napandvw 1aTPOTEXVOAOYIKA NPOidvVTa rou (pépouv
TN onpaveon CE, oUpewva pe tnv 0dnyia 93/42/EOK
Hropei va diatiBeTar otnv ayopd TnG Eupwndikg
Evooong.

To napov xopnyeitar yia e5aywyikoug okonouc,

O ANANAHPQTHZ AIEYOYNTHZ
AZIOAOIHZHZ NMPOIONTQN
a.a.

Bipyivia Za@pa
Av. MpoioTapévn Tunparog AZI0AGYNRoNG
YyelovopikoU YAikoU

manufacturer’s declaration dated on 21/05/2024, that
fulfills the conditions of the above Regulation.

1.SIDA-LENS t
-SIDA-LENS Hyd
-SIDA-LENS Hyd
-SIDA-LENS Hyd
-SIDA-LENS Hyd
-SIDA-LENS Hyd
-SIDA-LENS Hyd
-SIDA-LENS Hyc
-SIDA-LENS Hyc
2.0RIZON Pre
(SDHBPi)

are included i
issued by the
A.S., (1984) a
remains valid
120(3) of (EU
the Regulation
24-002881/22-
the Notified Bo
and pursuant
21/05/2024, t
Regulation.
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The above medical devices bearing the CE marking, in
accordance with the 93/42/EEC Directive may be
marketed in the European Union.

This certificate is issued for exports.

EVALUATION DIVISION DIRECTOR

On behalf of

Virginia Safra

Deputy Head of Medical Devices Assessment

Section
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