EONIKO KENTPO AZIOAOTHIHL
THX NOIOTHTAX & TEXNOAOIAX
LTHN YTEIAA.E.

NATIONAL EVALUATION CENTER
Gr QUALITY & TECHNOLOGY

Digitally signed by Talpis Andrei
IN HEALTH SA.

Date: 2021.09.17 16:51:44 EEST
Reason: MoldSign Signature
Location: Moldova

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

MaTotolelital 4T 0 TTAPAKATW AVAPEPOUEVOG KATAOKEUTOTHG £XEI KUBIEPWICE! KAl EQUPUOTE!
TAfpeg cloTnua diagpahiang TG ToIOTNTAG SUUGWVa PE T attaitioslg Tng Odnyiag 93/42/EOK, Mapdptnua Il
(e€aipoupévou Tou onueiou 4) Kal TNG EVOWRGTWANG TNG OV EAANVIKN VOUoBETia,
Y TO OXE0IOCUO, TNV KOTAOKEUT Kal TOV TEAIKO EAEYXO TWV TTPOIOVTWV TTOU QVOQEPOVTAI GTO TTOPOGV TTIGTOTIOINTIKO.
To mioToTTOINTIKO UTTOKEITaI OTOUS 6p0US Kai TIS TTEOUTTOOETEIS TTOU avaypdovTal TV emGucv geAida.
Omo1eadnmore onuavikes aAAayeg oTo oxedIaoU0 i TNV KATAOKEUT UTTOPET YA KATAGTIIOOUV TO THCTOTTOMTIKO 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 certificate is subject to terms and conditions overieaf.
Any significant changes in design or manufacture may render this certificate invalid.

Ap18udg MototromTikou / Certificate Number: 3050101023TN

To mapov exkdiberar TPOS AvTKATGoTaon Tou Ui’ api. 305091023 moTomoinTkoU ASyw GUUTTARIPWANRS ELTTOPIKWIV TUTTQV.
The present is issued to replace certificate nr 305091023 due fo devices trade names addition.

Karaokevaotig: SIDAPHARM LK.E., “SIDAPHARM”.
Manufacturer: SIDAPHARM P.C., “SIDAPHARM".

Eykardotaon: ZTATEIPITH 21 & EM. ©IAH 24, 543 52 QEZZANONIKH.
Facility: 21, STAGEIRITI & 24, EM. FILI STR., 543 52 THESSALONIKI GREECE.

Mpoidvra: QI EXOYN ZTO NAPAPTHMA.
Products: AS LISTED IN ANNEX.

Kartnyopiotroinon Mpoiéviwyv: QF EXOYN ZTO NAPAPTHMA.
Devices Classification: AS LISTED IN ANNEX.

Hpepopqv:u TPWTNG £kdooNG:
First issue date: 04/06/2018
Huepopnwu Tpéxouaag £kdoong:
Current issue date: 04/07/2019 )

loxoel uéxpr: ‘
Valid until: a3/0s/2023

‘ExBeon emBswpnong:
Audit report: Zohgel0za

[
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T OPABOX, AuBivov ZupBoqug K. TANAPA, Mpoedpoc
S. PORAVOS, Managing Director K. PANARA, President of the Board

To EBviké KEvTpo ARlohdynang tng Nowtntag kat TexvoAoyiag oty Yysia (EKANTY) sival Kowonompéveg Opyaviopés olppava
e v Odnyia 93/42/E0K nepl Twy 1aTpoTEXVOAGYIKGY NPOTOVTWY, He apiBud avayvoptong 0653.
National Evaluation Center of Quality & Technology in Heaith S.A. (EKAPTY) is a Notified body according to Councit Directive
93/42/EEC conceming medical devices, with identification number 0653,
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EGNIKO KENTPO A=IOAOMHIHX
THZ MOIOTHTAL & TEXNOAOIAX
XTHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY

IN HEALTH S.A.

NMAPAPTHMA TOY YT. APIOM. 3050101023TN NIZTOMNOIHTIKOY /
ANNEX Nr. 3050101023TN CERTIFICATE.

KATHIOPIA / CLASS: Is

IATPOTEXNOAOCLIKO MNPOION / MEDICAL DEVICE

TYNOZ / TRADE NAME

1. | PINIKA EMIOEMATA/ PVA NASAL DRESSINGS.

SIDA-CEL ENT.

2. | XEIPOYPTIKEZ MOAIEX / SURGICAL GOWNS.

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

3. | OPOAAMOAOTIKA MEAIA / OPHTHALMIC DRAPES.

SIDAPHARM STERILE OPHTHALMIC DRAPES.

4. | OPOAAMIKA TPIFQNAKIA PVA / PVA EYE SPEARS.

SIDA-SPEARS.

5. | XEIPOYPTIKA MNEAIA / SURGICAL DRAPES.

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

KATHIOPIA / CLASS: lla

IATPOTEXNOAOTIKO MPOION / MEDICAL DEVICE TYNOZ / TRADE NAME
6 ATMOZTEIPGMENA OPOAAMIKA MAXAIPIAIA/ SIDAPHARM.
* | STERILE OPHTHALMIC MICRO SURGICAL KNIVES.
AIAAYTH AIMOZTATIKH FAZA/ SIDA-CEL.

SOLUBLE HEMOSTATIC GAUZE.

8. 0¢@AAMO/\'OFIK’EZ KANOYAEZ / OPHTHALMIC CANNULAS.

SIDAPHARM OPHTHALMIC MICROSURGICAL
CANNULAS.

g‘ﬂ\—‘;ﬂx'ﬁ.ﬁ%“{ Fi

Z. MOPABOEL, \(EUBGVLY ZUppouhog
S. PORAVOS, Managing Director

K. MTANAPA, MNpozdpoag
K. PANARA, Presidend of the Board
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EONIKO KENTPO A=IOAOTHIHL
THX NMOIOTHTAL & TEXNOAOTIIAX

NATIONAL EVALUATION CENTER

UALITY & TECHNOLOGY

MAPAPTHMA TOY Y. APIOM. 3050101023TN NIZTOMOIHTIKOQY /
ANNEX Nr. 3050101023TN CERTIFICATE.

KATHIOPIA / CLASS Ilb

IATPOTEXNOAOIIKO MPOION / MEDICAL DEVICE

TYNOZ / TRADE NAME

AMNOZTEIPQMENA IZOTONA ANATOYXA AIAAYMATA EKIMAYZHE /
STERILE BALANCED SALT SOLUTIONS.

SIDAPHARM BSS
Ref. Codes: 76000, 76001.

10.

ENAO®AKO! / INTRAOCULAR LENSES:

- YAPO®OBOI| ENAODAKQI / HYDROPHOBIC INTRAOCULAR LENSES.

- YAPO®IAQI ENAC®AKO! / HYDROPHILIC INTRAOCULAR LENSES.

- ENAO®AKOI PMMA / PMMA INTRAOCULAR LENSES.

-SIDA-LENS | HYDROPHOBIC ONE PIECE ACRYLIC
FOLDABLE INTRAOCULAR LENSES.
Ref.Codes: SDHB, SDHBY, SDHB6130, SDHB61308.

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

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

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

11.

OPOAAMOAOTTKA AIAAYMATA/ OPHTHALMIC SOLUTIONS:

- OPOAAMOAOTTKO AIAAYMA KYANOYN TOY TPYTNANIOY /
TRYPAN BLUE OPHTHALMIC SOLUTION.

- OPOAAMOAOTIKO AIAAYMA /
YAPOZYTNPOMNYAOME©YAOKYTTAPINHE / HPMC OPHTHALMIC
SOLUTION.

- SIDA-BLUE, SIDA-BLUE PFS.
Ref. Codes: 84000, 84001.

-SIDA-HPMC 2%.
Ref. Codes: 10003, 10004.

i
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%. NOPABOX, Aicu8tvay EGyBouAog
S. PORAVOS, Managing Director

K. MANAPA, Npoedpoc
K. PANARA, Presidend of the Board
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EONIKO KENTPO AZIOAOIMHIHX
THZ MNOIOTHTAL & TEXNGAOIIAZ
LTHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY

IN HEALTH S.A.

OPOI & MPOYMNOOEZEIE / TERMS & CONDITIONS

MNa amootelpwpéva Tpoidvia karnyopiag |, n moTotoinon aeopd pévo Ta Bépara emiteugng kal diampnonsg Tng
ATTOOTEIPWONS.

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

MNa mpoidvra katnyopiag | pe Asitoupyia pétpnong, N MOETOTTEINCN GPOPd POVO TO BELATA TUUHGPEWONG TWY TTPOTOVTWV
TPOG TIG HETPOAOYIKES ATTATAOEIS. /

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.

MNa mpoidvra Karyopiag lll, eivar amapaitnto £va cupmAnpwanké martomonmikd E¢Etaong Zxediaopol olupuva HE TIg
amraitioelg g Odnyiag 93/42/ECK, Mapaptnua Il (onusio 4).

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

To matotonTiKé 1oy0el poéva yia Ta TPOIGVTA KAl TI§ EYKATAOTATEIC TIOU AVApEPOVTAI.

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

©a TpayuarotroiolvTal TEPIODIKEG emBewpnoelg emTipnons 6mwe avagéperal oty Odnyia 93/42/EOK, pe oketd va
erraAn@ederal 6T © KaTaokeuaoTg Siatnpei Kol epappolel To oUCTNUA TTOIGTNTAG.

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 mpolvral Ta avwTépw, 0 KATAOKEUACTAE MTTopei va guvidoaocsl dnAwaon cuppdppwone EK kai vo embiter m
onuavon CE 0653 ora kaAutrtopeva TrpoidvTd.

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.

Zehido/ Page 4/4




		2021-09-17T16:51:44+0300
	Moldova
	MoldSign Signature




