EONIKO KENTPO AZIOACTHIHL
THE MOIOTHTAL & TEXNOAOTIAL
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY

IN HEALTH S.A

MIZTONOIHTIKO EK / EC CERTIFICATE
MAHPEE ZYETHMA AIAZOAAIZHE MOIOTHTAE / FULL QUALITY ASSURANCE SYSTEM

MioToTrolgiTal 6T 0 TTAPAKATW AVAPEPGHEVOG KATAOKEUOTHS £XEI KABIEPLWTE! Kal EQUPHOLE!
TAfpEG oUoTUA BIaoPAEAIoNG TNG TOIGTNTAG CUHPWVA HE TIS ataitioeig g Odnylag 93/42/EO0K, Mapdptnua I
(e€apoupévou Tou anueiou 4) Kal TNG EVOWHGTWONG TNG 0TV eANVIKA vopoBeoia,
yia 10 OXEDIAONS, TNV KATATKEUH KAl TOV TEAKO EAEYX0 TWV TTPOIGVTWYV TTOU QVAPEPOVTAI GTO TTAPOV TOTOTToINTIKO.
To MIOTOTTONTIKG UTTGKEITQI aTOUS BPOUS KAl TIS TTPOUTTOBETEIS TTOU avaypdgovial oTny Emouevn oeAida.
OmoleodhimoTe anpavikés arayés oro oxediaoud i v KQTAOKEUR HTTOPE] VA KATACTHOOUV TOTTIOTOTTOINTIKG GKUPO.

We hereby certify that the under mentioned manufacturer has established and maintains
a full quality assurance system according to the requirements of Directive 93/42/EEC, Annex |l
(with the exemption of section 4) and its transposition in Greek legislation,
for the design, manufacture and final inspection of the products mentioned in this certificate.
The certificate is subject to terms and conditions overleaf. -
Any significant changes in design or manufacture may render this certificate invalid.

Ap10pég MoTotroinTixoy / Certificate Number: 305081023
To mapév exdideral Tpog aviikardoraan rou ut'apie. 305071 023 miagrorroinTikou.
i The present is issued to replace certificate nr 305071023.

Karaokeuaotic:  SIDAPHARM LK.E., “SIDAPHARM”
Manufacturer: SIDAPHARM P.C., “SIDAPHARM”

Eykardoraon: ETATEIPITH 21 & EM. OIAH 24, 543 52 OEZEANONIKH.
Facility: 21, STAGEIRITI & 24, EM. FILI STR., 543 52 THESSALONIKI GREECE.

Mpoiévra: QZ EXOYN ETO MAPAPTHMA |
. Products: AS LISTED IN ANNEX |
: chmyopuorroincn Mpoidviwv: QI EXOYN ZTO NAPAPTHMA |
Devices Classification: AS LISTED IN ANNEX |

HpsponVia mpaTng £kBoong:
’ First issue date: 04/06/2018

Huepopnvia Tpéxouoag £kdoong:
' . Current issue date: 10/01/2019

loxUer BEXPE: - g3/06/2023

Valid until:
‘EkBeon emBepnong: 61023
Audit report: ARGpEIDE
\RA
5. TOPABOZ) AiguB vy SUPBOUAOG K. ANAPA! Mpde5pog
S. PORAVOé, Managing Director K. PANARA, President of the Board

To EOvikS Révrpo Afiohdynong g Nowdnrag Kal Texvohoylag atny Yyela {EKANTY) elvat Kowonompévog Opyaviouds obppwva
pe Ty O3nyia 93/M42/E0K nepl Twy (@TPOTEXVOAOYIKGY NPOTOVTLY, e apiid avayvipiong 0653,
National Evaiuation Center of Quality & Technology in Health 8.A. (EKAPTY) is a Notified body according to Council Directive
93{42/EEC concerning medical devices, with identification number 0853.
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MAPAPTHMA TOY YTI. APIOM. 305081023 MIZTOMOIHTIKOY /
ANNEX I Nr. 305081023 CERTIFICATE.

KATHIOPIA/CLASS Is

IATPOTEXNOAOTIKO MNPOION / MEDICAL DEVICE

TYNOZ / TRADE NAME

1. | PINIKA ENIGEMATA/ PVA NASAL DRESSINGS

SIDA-CEL ENT

2, | XEIPOYPTIKEZ MOAIEZ / SURGICAL GOWNS

SIDAPHARM STERILE SURGICAL GOWNS,
SIDAPHARM STERILE SURGICAL GOWNS WITH
TOWELS

3. | OPOAAMOAOTIKA MEAIA / OPHTHALMIC DRAPES

SIDAPHARM STERILE OPHTHALMIC DRAPES

4. | OPOAAMIKA TPITQNAKIA PVA / PVA EYE SPEARS

SIDA-SPEARS PVA EYE SPEARS

5. | XEIPOYPIIKA NEAIA /»"‘SUR\GICAL»DRAPES

SURGICAL DRAPE, MAYO SURGICAL COVER,
SURGICAL DRAPE C-ARM, MICROSCOPE DRAPE,
ANGIOGRAPHY DRAPE, ARTHROSCOPY DRAPE, C-
SECTION DRAPE, FEMORAL & RADIAL
ANGIOGRAPHY DRAPE

KATHIOPIA /. CLASS lia

TYNOZ | TRADE NAME

TATPOTEXNOAOFIKO MPOION / MEDICAL DEVICE

6 AMOZTEIPOMENA OPOAAMIKA MAXAIPIAIA/ SIDAPHARM
" | STERILE OPHTHALMIC MICRO SURGICAL KNIVES
AIAAYTH AIMOZTATIKH FAZA/ SIDA-CEL

SOLUBLE HEMOSTATIC GAUZE

g, | OPOAAMOAOTIIKEZ KANOYAEZ / OPHTHALMIC CANNULAS

|

SIDAPHARM. OPHTHALMIC MICROSURGICAL
CANNULAS

4

MR

5. [IOPABOX, AlEuBUvwY E0BoUAcS
S. PORAVOS, Managing Director

iK. ﬂAMDpézépog

. PANARA, Presidend of the Board

S SMYHNIS ) 165 B2 GLYFADA - GREELE

vpanacekaptyagr
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EGNIKO KENTPO AZIOAOTHIHL
THZ MOIOTHTAL & TEXNOAOTIAX
ZTHN Yr E!AA E

NAPAPTHMA TOY YT. APIOM, 305081023 MIZTOMOIHTIKOY /
ANNEX | Nr. 305081023 CERTIFICATE.

KATHIOPIA / CLASS iib

IATPOTEXNOAOTIKO NPOION / MEDICAL DEVICE TYNOZ / TRADE NAME

ATMOZTEIPQMENA IZOTONA AAATOYXA AIAAYMATA EKIAYEHE / SIDAPHARM BSS -
STERILE BALANCED SALT SOLUT|ONS

ENAO®AKOI / lNTRAOCULAR LENSES:

- YAPO®OBO! ENAO®AKOI / HYDROPHOBIC INTRAOCULAR LENSES -SIDA-LENS | HYDROPHOBIC ONE PIECE ACRYLIC
i FOLDABLE INTRAOCULAR LENSES

% : ‘ -ORIZON / PRELOADED HYDROPHOBIC ONE PIECE
' ACRYLIC FOLDABLE INTRAOCULAR LENSES

| - YAPO®IAOI ENAOPAKQI / HYDROPHILIC INTRAOCULAR LENSES -SIDA-LENS / HYDROPHILIC ONE*PIECEACRYLIC
2 FOLDABLE INTRAOCULAR LENSES

OPOAAMOAOTIKA AIAAYMATA/ OPHTHALMIC SOLUTIONS:
. ] -SIDA-BLUE, SIDA-BLUE PFS
|- OPOAAMOAOTIKO AIAAYMA KYANOYN TOY TPYTIANIOY /
11. | TRYPAN BLUE OPHTHALMIC SOLUTION

-SIDA-HPMC 2% .
- OPOAAMOAOTIKO AIAAYMA /
YAPOZYMPOMYAOMEO®YAOKYTTAPINHE / HPMC OPHTHALMIC
SOLUTION ;

il — | T
%i\ﬁbt{/ =
Z. I'IOPABOS:‘.\ 1Eu80vy T0uBoulog , mNAPA ﬂpoeépeg

S. PORAVO \SManaging Director ¢ PANARA Presnﬁend of the Board
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EGNIKO KENTPO AZICAOTHIHE
THZ MOIOTHTAL & TEXNOAOTIAL
YTHN YTEIAAE.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY

IN HEALTH S.A.

OPOI & MPOYMNOGEZEIZ / TERMS & CONDITIONS

Mo omooTeipwyéva TPoidvia karmyopiag |, n mioTomoinon. apopd pévo Ta Bépara etriteugng kai diaripnong g
amoaTEipwong.

For class | sterile products, the certificate covers only the aspects of manufacture concerned with securing and
maintaining sterile conditions. .- : _

M rpoiévTa katnyopiag | pe Aeiroupyia pérpnong, 1 aTotroinon agopd Hovo 1a B£p0Ta CUHHOPOWONG TWV TTROTOVTWY
P0G TIG HETPOAOYIKEG OTTQITATEIG: / e - .

For Class | devices with a measuring function the certificate covers only the aspects of manufacture concerned with the
conformity of the products with metrological requirements.

Ma mpoidva katnyopiag 11, sival amrapaimTo éva cuTANPWUATIKG TriIoToTroINTIKG E§éTacng ZxeblaopoU CUPQWVA HE TIG
amaitiotig g Odnyiag 93/42/EOK, Mapdptnua Il (onpeio 4).

For class |ll products an additional Design Examination certificate is required according to the requirements of Annex Il
93/42/EEC (section 4).

To mOTOTOINTIKG IoXUEN HOVA YIa Ta TTPOIOVTa Kai TIg £YKOTOOTACEIS TIOU avapépovTal,

The certificate is valid only for the products and the facilities mentioned. s

Oa TPAyLATOTToIOUVTAL TTEPIODIKEG. ETIBEWPNAOEIG EMTAPNONG OTTWG AVAPEPET atnv "Odnyia 93/42/EOK, g OKOTIO VO
eTTaAnBeUETal OTI O KATAOKEUOOTAS Slatnpel Kai Epapodel 10 cUoTNHA TOIOTNTAG. '

" Periodical surveillance as referred in 93/42/EEC will be held in order to verify that the manufacturer maintains and applies
the quality system.

“Orav. TNEOUVTAI T GVWTEPW, O KATAOKEUAOTAG MTTOPEl va ouvTdooel Sridwon ouppépewong EK kai va emogTel
‘onfavon CE 0653 oTa KAAUTITOEVA TTPOTOVTA.

When meeting with the terms and conditions above, the manufacturer may draw up an EC declaration of conformity and

legally affix the CE 0653 mark.

L4
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ITHNYTEIAA

EOGNIKO KENTPO AZIOAOMHIHL
THE MOIOTHTAL & TEXNOAOTIAZ

MEZTOMOIHTIKO / CERTIFICATE

EN ISO 13485:2016

MoTotroieital 6T © TTAPAKATW AVAPEPOUEVOS OPYAVIOHOS EXEl KABIEPUWIOE! KAl EQAPMETE
yia Tig avaypa@oueveg dpaatneidtnTeg ouoTtnua diaxeipiang Tng ToidmnTag 1o oTroia
CUMHOPQUVETAL [E TIG ATTAITHOEIS TOU TTPOTUTTOU.
H 10x0g Tou TOTOTTOINTIKOU CUVOEETAL UE TNV ETTITUXT] OAOKANPWON TWV ETTIBEWPHOEWV ETTITHPNCNS.

We hereby certify that the under mentioned organization has established and maintains for the listed
activities a quality management system that complies with the requirements of the standard.
Validity of the certificate is based upon the suecessful completion of surveillance audits.

Ap1Buodg MotomoinTtikot / Certificate Number: 302061023

To mapov exdiderar mpog avrixkargoraot rou urr’ apiB. 302051023 mmioTorroinTikou.
The present is issued to replace certificate nr 302051023.

Opyaviopés:  SIDAPHARM LK.E., “SIDAPHARM?”.

Organization: SIDAPHARM P.C., “SIDAPHARM?”.

AigBuvon:  ZTATEIPITH 21 & EM. ®IAH 24, 543 52 @EZZAAONIKH.
Address: 21, STAGEIRIT! & 24, EM. FiLI STR., 543 52 THESSALONIKI GREECE.

ApaoTnpidtnes:  NMAPATQIH, EMITOPIA KAI AIAKINHEH XEIPOYPTIKQN
KAl ODOAAMOAOTIKON IATPOTEXNOAOTIKQN MPOIONTOM.

Activities:  PRODUCTION, TRADE AND DISTRIBUTION OF SURGICAL
AND OPHTHALMOLOGICAL MEDICAL DEVICES.

Huepounvia opxikas ékdoong:

First issue date.  29/04/2014

Huepounvia 1péxoucag ékdoong:
Current issue date:

loxuer péxpr:
<(/alid“u>r(1§l: 03/06/2021

20/09/2018

‘EkBeon emiBedpnong:
Audit report: “paoesnLs

h\

SN SN
fé 3] ﬁ\ Ve
I 22\

J . fe

AN

%. NOPABOY, AiguBUVLY Z0UBOUASG
S. PORAVOS, Managing Director

K. MANAPA, Npdedpog
K. PANARA, President of the Board
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Cystotomes Ref. No.
Formed. 1émm tip ’

77006
77007

© 77104

77082

77044
77001
77003 -1
77056
77003
77046
77004

77062
77010
77012
77013

77014
77063

77027

77032

77030
77038

77015
77016

77022
77025

Lacrimal
8mm

Description

25G
27G

25G
27G

23G, 4mm
25G, 8mm
27G, 4mm
27G, 8mm
27G, 10mm
30G, 4mm
30G, 6mm

23G, 8mm tip
25G, 8mm tip
27G, 8mm tip
30G, 8mm tip

27G, Horizontal tip

27G, Vertical tip

25G, 38mm tip

19G, 22mm tip

25G, 22mm tip
25G, 32mm tip

19G, Screw tip
20G, Screw tip

20G
23G
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