EBNIKO KENTPO AZIOAOMHIHX
THI NOIOTHTAL & TEXNOAOTIAL
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY

IN HEALTH S.A.

NIZTOMOIHTIKO EK / EC CERTIFICATE
MAHPEZ ZYZTHMA AIAZ®AAIZHE MOIOTHTAE / FULL QUALITY ASSURANCE SYSTEM

MoToTrolgital 6TI 0 TTAPAKATW AVAPEPOHEVOS KATATKEUOOTAG EXEI KOBIEPWOEI KAl EQAPUOCE!
TARPES ocloTNUa BIACPAAIONG TNG TTOIOTNTAG CUUQUWVE WE TIS aTraiThoelg TG Odnyiag 93/42/EOK, Mapdptnua ll
(e€aupoupévou Tou onueiou 4) kal TNG EVOWNATWONG TNG OTNV EAANVIKN VopoBeaTia,
yia 10 oXeBI0OUO, TNV KATAOKEUN KAl TOV TEAIKO EAEYXO TWV TTPOIOVTWY TTOU AvaPEPOVTAl OTO TTAPOV TTIOTOTTOINTIKO.
To mIoTOTTOINTIKG UTTOKEITAI OTOUS OPOUS Kl TIS TTPOUTTOBETEIS TTOU avaypd@ovrail oTny emouevn asAida.
Ormroieadnmore onuavtikés arkayés aro oxediaoud 1j TNV KATAOKEUI UTTOPEl va KATAOTOOUV TO TMITTOTTOMTIKG AKUPO.

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 certificate invalid.

Ap18uo6¢ MoTtotroinTikoG / Certificate Number: 305081023
To mapdv ekdiderail TPOS aviikardoraaor Tou urr'apif. 305071023 moTorroinTikod.
The present is issued to replace certificate nr 305071023.

Karaokeuaotig: SIDAPHARM IL.K.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.

Mpoidvra: QZ EXOYN ZTO NMAPAPTHMA |
Products: AS LISTED IN ANNEX |

Kartnyopiotoinon Mpoidviwv: QX EXOYN ZTO NMAPAPTHMA |
Devices Classification: AS LISTED IN ANNEX |

Huepounvia pwTng £kdoong: Digitally signed by Talpis Andrei
Firstissue date: 04/06/2018 Date: 2021.10.07 18:26:32 EEST
. ; ; Reason: MoldSign Signature
Huepopnvia Tpéxoucag ékdoong: Location: Moldova

Current issue date: 10/01/2019
lox0e! EXPL: 0310672023

Valid until:
‘ExBeon emBewpnong: 200061023
Audit report:
\oC
¥ nopABoz\sAia;eovwv S0pBouAog K. MANAPA’ Mpoedpog
S. PORAVOS, Managing Director K. PANARA, President of the Board

To EBvikG Kévipo Afohdynong g Nowmrag ka Texvoroylag oy Yyela (EKANTY) eival Kowonompévog Opyaviopds obppueva
pe v Obnyia 93M42/E0K nepl Tov @IpoTeXVOAOYIKGDY TIpoidvIwy, g aptdud avayvepiong 0653,
Mational Evajuation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Council Directive
GIH42/EEC concerning medical devices, with identification number 0653,
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EONIKO KENTPO A=IOAOMHIHL
THZ MNOIOTHTAL & TEXNOAOTIAX

YTHN YTEIAALE.

NATIONAL EVALUATION CENTER
f}?” @zéﬁw ATY & TECHNOLOGY
IN HEALTH S.A

NMAPAPTHMA TOY YN. APIOM. 305081023 MIZTONOIHTIKOY /
ANNEX | Nr. 305081023 CERTIFICATE.

KATHIOPIA / CLASS Is

IATPOTEXNOAOTIKO MPOION / MEDICAL DEVICE TYNOZ / TRADE NAME

1. | PINIKA EMNIOEMATA/ PVA NASAL DRESSINGS SIDA-CEL ENT

SIDAPHARM STERILE SURGICAL GOWNS,

2. | XEIPOYPTIKEZ MOAIEZ / SURGICAL GOWNS SIDAPHARM STERILE SURG/CAL GOWNS WITH
TOWELS

3. | OPOAAMOAOTIKA MEAIA / OPHTHALMIC DRAPES SIDAPHARM STERILE OPHTHALMIC DRAPES

4. | OPOAAMIKA TPIFQNAKIA PVA / PVA EYE SPEARS SIDA-SPEARS PVA EYE SPEARS

SURGICAL DRAPE, MAYO SURGICAL COVER,
SURGICAL DRAPE C-ARM, MICROSCOPE DRAPE,
5. | XEIPOYPIIKA MNEAIA / SURGICAL DRAPES ANGIOGRAPHY DRAPE, ARTHROSCOPY DRAPE, C-
SECTION DRAPE, FEMORAL & RADIAL
ANGIOGRAPHY DRAPE

KATHIOPIA / CLASS lla

IATPOTEXNOAOTIKO NPOION / MEDICAL DEVICE TYNOZ / TRADE NAME

ATOZTEIPOMENA O®OAAMIKA MAXAIPIAIA/ SIDAPHARM
STERILE OPHTHALMIC MICRO SURGICAL KNIVES

AIAAYTH AIMOZTATIKH FAZA/ SIDA-CEL
SOLUBLE HEMOSTATIC GAUZE

SIDAPHARM OPHTHALMIC MICROSURGICAL
g, | OPOAAMOAOTIKES KANOYAES / OPHTHALMIC CANNULAS o A

\

¥ HOPABO\&Qasueuvwv T0pBoUAOC K. NAKHAPA, Nebedpog

S. PORAVOS, Managing Director K. PANARA, Presidend of the Board
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THZ MOIOTHTAX
ITHN YTEIAA.E

OF QUALITY
IN HEALTH S.A

EONIKO KENTPO A=IOAOTHIHX

& TEXNOAOIMAX

-

NATIONAL EVALUATION CENTER

NAPAPTHMA TOY YI. APIOM. 305081023 MIZTOMNOIHTIKOY /
ANNEX | Nr. 305081023 CERTIFICATE.

KATHIOPIA / CLASS llb

IATPOTEXNOAOTIKO MPOION / MEDICAL DEVICE

TYNOZ /| TRADE NAME

9 AMOZTEIPOMENA IZOTONA AANATOYXA AIAAYMATA EKNAYZHZ / SIDAPHARM BSS
* | STERILE BALANCED SALT SOLUTIONS
ENAO®AKOI / INTRAOCULAR LENSES:
- YAPO®OBO! ENAO®AKOI / HYDROPHOBIC INTRAOCULAR LENSES -SIDA-LENS | HYDROPHOBIC ONE PIECE ACRYLIC
FOLDABLE INTRAOCULAR LENSES
10.

- YAPO®IAOI ENAO®AKOI / HYDROPHILIC INTRAOCULAR LENSES

-ORIZON / PRELOADED HYDROPHOBIC ONE PIECE
ACRYLIC FOLDABLE INTRAOCULAR LENSES

-SIDA-LENS / HYDROPHILIC ONE PIECE ACRYLIC
FOLDABLE INTRAOCULAR LENSES

1".

OPOAAMOAOTIKA AIAAYMATA/ OPHTHALMIC SOLUTIONS:

- OPOAAMOAOTTKO AIAAYMA KYANOYN TOY TPYNANIOY /
TRYPAN BLUE OPHTHALMIC SOLUTION

- OPOAAMOAOTIKO AIAAYMA /
YAPO=YTNPOMYAOME®YAOKYTTAPINHZ / HPMC OPHTHALMIC
SOLUTION

-SIDA-BLUE, SIDA-BLUE PFS

-SIDA-HPMC 2%

Sy

5. MOPABOZ MIguBivwy SUpBoUAGC
S. PORAVO§\\Managing Director

| IMYPNHE 135 ] 165 62 TAYDAAL

e v

65 B2 GLYFADA - GREECE

Pl /1
K. NANAPA, Mpdedpog
K. PANARA, Presidend of the Board
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EONIKO KENTPO A=IGAOIHIHX
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NATIONAL EVALUATION
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OPOI & NPOYINO®EZEIZ / TERMS & CONDITIONS

MNa amooTtelpwpéva TpoiévTa katnyopiag |, n moToToinon agopd poévo Ta Bfépara emiteugng kai dlatipnong g
ATTOOTEIPWONG.

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

MNa mpoiévta katnyopiag | pye Asitoupyia pétpnong, n maoTotmoinon agopd Yovo Ta BEUATA GUUHOPOWONG TWV TTPOIOVTWY
TTPOG TIG HETPOAOYIKEG amaITATEIS. /

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 mpoiévta karnyopiag I, eivar amrapaitnTo éva ouutrAnpwuaTiké moToTroinTiké EEéTaong Zxedlaopol oUUQWVA pE TIG
atmraitioeig Tng Odnyiag 93/42/EOK, Mapdptnua Il (onueio 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 moTotroINTIKOG 10XUEl udva yia Ta TTPOIOVTA Kal TIG EYKATACTACEIG TTOU avagEéPOVTal.

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

Oa TTpayHaTOTToIoUVTAI TTEPIODIKEG ETTIBEWPATEIS emThPNoNng TTwe avagépetal atnv Odnyia 93/42/EOK, pe okotrd va
€TTAANBeUETAI OTI O KATAOKEUAOTAG BIATNPEN KO EQapu6del To cUoTNUA TTOI6TNTAG.

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 TnpolvTal T aVWTEPW, O KATAOKEUAOTHG MTTOPEl va cuvtdoocel dRAwon oupudpewons EK kai va emBETel Tn
ofuaveon CE 0653 ota KaOAUTITOMEVA 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.
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