EONIKO KENTPO AZIOAOIHEIHZ
THEZ NOIOTHTAL & TEXNOAOIIAL
YTHN YTEIAALE.

FALUAIL

MIZTOMNOIHTIKO EK/ EC CERTIFICATE
MAHPEZ XYZTHMA AIAZOAAIZHE MOIOTHTAZ / FULL QUALITY ASSURANCE SYSTEM

MoTotroigital 6T 0 TTAPAKATW AVAPEPOUEVOG KATAOKEUATTNG EXEI KABIEPWOE KAl EQAPUOLE
TARpeg oUoTna dlaceAliong TG TToIdTNTAg cUMPWVA WE TIG aTTaitioelg TnNg Odnyiag 93/42/EOK, Mapdptua Il
(eGaipoupévou Tou onueiou 4) Kal TG EVOWHATWONG TG TNV EAANVIKY] VouoBeaia,
yia TO OX€BIONO, TNV KATATKEUT] KOl TOV TEAIKO EAEYXO TWV TTPOIOVTWY TTOU QVOPEPOVTAl GTO TTAPOV TTICTOTTOINTIKO.
To moToTTOINTIKG UTTGKEITA OTOUS BPOUS KA TIS TTPOUTTOBETEIS TTOU avaypd@ovial aTnVv TOUEV TEAida.
Omoicadnmore onuaviikés aAAayés oro oxediaoud fj v KATAOKEUI) LTTOPEN va KATAGTI I GOUV TO TTIGTOTTOINTIKG 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 Il
(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 cetrtificate is subject to terms and conditions overleaf.
Any significant changes in design or manufacture may render this cetrtificate invalid.

Ap1Bpo6g Miorotrointikou / Certificate Number: 3050201023M

To mapdv ekdideTal TPOS QVTIKATAOTACN TOoU UTT aplf. 3050201023AD 1 maTorroinTikoU.
The present is issued to replace certificate nr 3050201023AD1.

Karaokeuvaotrig:  SIDAPHARM LK.E., “SIDAPHARM”.
Manufacturer: SIDAPHARM P.C., “SIDAPHARM”.
Eykardotaon: ZTATEIPITH 21 & EM. ®IAH 24, 543 52 OEZZAAONIKH.
Facility: 21, STAGEIRITI & 24, EM. FILI STR., 543 52 THESSALONIKI GREECE.
Mpoiévta: QI EXOYN ZTO NAPAPTHMA.
Products: AS LISTED IN ANNEX.

Karnyopiotroinon MpoiévTwv:
Devices Classification:

Huepopnvia Tpwrng ékdoang:

Q% EXElI ZTO NAPAPTHMA.
AS LISTED IN ANNEX.

First issue date: 04/06/2018
Huepopnvia 1péxouoag £kdoong:
Current issue date:  25/05/2021
loxuel pyéxpl:
i(/a[id“uﬁi)ﬂ: 03/06/2023
‘ExBeon emiBewpnang:
Audit report: 200081023

MIKPOY - MQPAITAKH EABYOEPIA, Mpoedpog & AtcuBivouoa Supfouhog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikO Kévpo Aflohdynong g Mowdtntag kat TexvoAoylag oty Yyeia (EKANTY) sivarl Kowvorompévog Opyaviopds otpdwva
He iy Odnyia 93/42/E0K repi Twy 1aTpoTeXvohoy Kby npoidviey, pe apiBud avayvoptong 0653.
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Council Directive
Q3/42/EEC concerning medical devices, with identification number 0653,
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EONIKO KENTPO AZIOAGIHEHZ
THZ NOIOTHTAL & TEXNOAOIIAL
YIEIAA.E.

NMAPAPTHMA TOY YI. APIOM. 3050201023M NMIZTONOIHTIKOY /
ANNEX Nr. 3050201023M CERTIFICATE.

KATHIOPIA / CLASS: Is

TYNOZ / TRADE NAME

IATPOTEXNOAOIIKO MPOION / MEDICAL DEVICE

1. | PINIKA ENIOEMATA/ PVA NASAL DRESSINGS.

SIDA-CEL ENT.

2. | XEIPOYPTIKEX MOAIEX / SURGICAL GOWNS.

SIDAPHARM STERILE SURGICAL GOWNS,
SIDAPHARM STERILE SURGICAL GOWNS WITH
TOWELS.

3. | OPGAAMOAOQOTIKA MEAIA / OPHTHALMIC DRAPES.

SIDAPHARM STERILE OPHTHALMIC DRAPES.

4. | OPOAAMIKA TPIFQNAKIA PVA / PVA EYE SPEARS.

-SIDA-SPEARS.
-OLIE MEDICAL PVA EYE SPEARS.

5. | XEIPOYPTIKA MEAIA / SURGICAL DRAPES.

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

ODOAAMOAOTIKEE TAINIEZ ®PAOYOPESKEINHE/
FLUORESCEIN SODIUM OPHTHALMIC STRIPS.

SIDA-FLUORO.

KATHIOPIA / CLASS: lla

IATPOTEXNOAOTIIKO MPOION / MEDICAL DEVICE

TYNOZ / TRADE NAME

AIAAYTH AIMOXTATIKH TAZA/
SOLUBLE HEMOSTATIC GAUZE.

- SIDA-CEL.
- CLOTGENE

4

MIKPOY - MQPAITAKH E/\E/ﬁéEP!A, MNpoedpoc & AtcuBuvouaa SupBouiog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviko Kévtpo AloAdynong mg fMowdinrag kan Texvoroyiag oty Yyeia (EKANTY) eival Kowvonomnuévog Opyaviopds ouppwva
pe v Odnyia 93/42/E OK mepl Twv 1aTpoTEXVOROYIKDY NPOIGVTXY, HE aptBpd avayviptong 0653
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Council Directive
a3/42/£EC concerning medical devices, with identification number 0653,
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EGNIKO KENTPO AZIOAOIHEIHZ
THZ NOIOTHTAL & TEXNOAOIIAL
ITHN YTEIAA.E.

NMAPAPTHMA TOY YI. APIOM. 3050201023M MIZTONOIHTIKOY /
ANNEX Nr. 3050201023M CERTIFICATE.

KATHIOPIA / CLASS lib

IATPOTEXNOAOIIKO MPOION / MEDICAL DEVICE TYNOZ / TRADE NAME

ENAO®AKOI / INTRAOCULAR LENSES:

- YAPO®OBOI ENAO®AKOI / HYDROPHOBIC INTRAOCULAR LENSES. -SIDA-LENS /| HYDROPHOBIC ONE PIECE ACRYLIC
FOLDABLE INTRAOCULAR LENSES.
Ref.Codes: SDHB, SDHBY, SDHB6130, SDHB6130S.

-CREDENTIA X/HYDROPHOBIC ONE PIECE ACRYLIC
FOLDABLE INTRAOCULAR LENSES
Ref.Codes: SDHB, SDHBY, SDHB6130, SDHB6130S.

-ORIZON / PRELOADED HYDROPHOBIC ONE PIECE
ACRYLIC FOLDABLE INTRAOCULAR LENSES
Ref. Codes: SDHBP, SDHBPY.

-CREDENTIA PLUS/PRELOADED HYDROPHOBIC
ONE PIECE ACRYLIC FOLDABLE INTRAOCULAR
8 LENSES.

Ref.Codes: SDHBP, SDHBPY.

- YAPO®IAOI ENAODAKOI / HYDROPHILIC INTRAOCULAR LENSES. - SIDA-LENS / HYDROPHILIC ONE PIECE ACRYLIC
FOLDABLE INTRAOCULAR LENSES.
Ref. Codes: SDA, SDYA, SDA4, SDAC, SDACY.

- CREDENTIA/HYDROPHILIC ONE PIECE ACRYLIC
FOLDABLE INTRAOCULAR LENSES
Ref.Codes: SDA, SDYA, SDA4, SDAC, SDACY.

- ENAO®AKOI PMMA / PMMA INTRAOCULAR LENSES. - SIDA-LENS / PMMA INTRAOCULAR LENSES.
Ref. Codes: SDANT, SDHS, SDALP.

MIKPOY - MOPAITAKH E/\EY}—)@PI'AU, [poedpoc & AteuBivouoa ShpBouiog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipo ARiohdynong g Mowdmrag kat Texvodoylag oty Yyela (EKANTY) sival Kowvoriompévog Opyaviopde obpgeva
pe v Odnyia 93/42/EOK nepl Twv 1aTpoTEXVOROYIKOY NpoibvTav, He aptdd avayvipiong 0653.
National Evaluation Center of Quality & Technology in Heaith S.A. (EKAPTY) is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653,
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EGNIKO KENTPO AZIOAOIHEHX
THZ MNOIOTHTAL & TEXNOAOTIAZ
ITHN YTEIAALE.

OPOI & MPOYMNOGEZEIEX / TERMS & CONDITIONS

lMa amooTeipwéva TToiévTa KaTyopiag I, N moTotroinon agopd pévo Ta BEpara emiTeugng Kal Biatipnong TNG OTTOoTEIPWONS.

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

TMa poiévra katnyopiag | ye AeiToupyia pérpnong, n MoTOTToINGN AQopd HOVO Ta BEpATA CUPPOPEWONS TWV TTPCIOVTWY TTPOG TI
METPOAOYIKEG QTTAITAOEIG.

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.

lMNa poidvra karnyopiag lil, gival arapaitTo £éva GUUTTANPWHATIKG ToTOTTOINTIKG EEETAONG ZXeBIA0M0U GONPWVA YE TIS ATTAITAOEIS
g Odnyiag 93/42/EOK, Mapdptnua ll (onpeio 4).

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

To moToToINTIKS 10XUEI HOVA YIO TO TTPOIGVTA KAl TIG EYKOTAOTACEIS TTOU QVAQEQOVTA.

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

Oa mpayparoTrololvTal TTEPIODIKES ETIBEWPHOEIS EMTAPNONG OTTWG avagépeTal oTnv Odnyia 93/42/EOK, pe okoté va eraAn8eleTal
OTI O KATOOKEUAOTAG diatnpel kKot epappdlel To 6UoTUA TTOIOTNTAG.

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

Otav TNpodvTal Ta aVWTEPW, O KATAOKEUAOTAG UTTOPE] va ouvTdooel dAwon cuppépewong EK kal va emBErel T ofjuavon CE
0653 oTa KOAUTITOMEVA TTPOIOVTA.

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.

MIKPOY - MOPAITAKH E i;(dePl/’l\, Mpoedpoc & AicuBivouoa SupRovhog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipo ARiohdynong mg Moot tag kat Texvodoylag oty Yyeia (EKANTY) eival Kowvornompévog Opyaviopde olpdguova
pe v Odnyia 93/42/E0K nepl Twv 1aTpoTexvoloyikwy npoidviay, pe apifpd avayvopiong 0653,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according 1o Council Directive
43/42/EEC concerning medical devices, with identification number 0853,
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