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NIETONOIHTIKO EK / EC CERTIFICATE

NAHPE' EY'THMA AIAEOAAIEHE NOIOTHTAE / FULL QUALITY ASSURANCE SYSTEM

l-lioronoteirqt 6rt o nopordrr.,.r ovoqep6p€vos KqTqoKeuamrlg 61er rootepd:oelLg'^999?!'6-(€' 
.

nArlpeg o0orqpro Droo<griAroqg rrlg nor6_rqroE'o0pipuvo pe rtg onotrrloerE TnS QpnVioS 93l42lEOK' flopdprqpo ll
"(e(qrpoup6vouiou-oq;reiou 

+) ror rqE evou,rpdru:ong TnE orqv eAAqvlrrl vopoOeofo,

ylo ro oXe6roopO, iqv roiooreuq xqr iov relriO 6leyfo rulv npoi6vrtr.rv nou ovorg6povrql oTo nop6v ntoronotqrlr6.
' 

To'nrcronoulitx6 un6xeuqi orout 6pous xar rl npoiino1totts nou ovoypdrpovTdJ ornv m6pevrl oeAi69

Ororco1rlnore or1pavrtxtg aMsVtE oio oytdioopA 4 rqv xaraoxturl ptopti va xaraorrloouv ro rttoronorqnx6 dxupo.

We hereby certify that the under mentioned manufacturer has established and-maintains 
..

a full quality issurance system accor.ding to the requirements of 
,Directrv,e,93l,42l,EIEC, 

Annex ll' 
twitft the exemption of section 4) and its transposition in Greek legislation,

for the design, manufaciure 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 ceftificate invalid.

Aprgp6S fi tororrotqrlxo ri / Certificate Number: 305081 023
f o i o p O, e ia fA er a I n p oS qvT Ks ft o ruo 4 r o u u il a p t 9.. 3 0 5 0-7 1 

-02 
3. m o r on o q n xo (t''' ' ., The pr.esenf ls issu€d to replace ceftificate nr 305071023'

, Ksrooreuoorfl5:

' Manufacturer:

bYKqTsoTqorl:

FacilitY:

I lpolovTq:

r. . Products:
.

, Korqyoptonoiqoq flPoidvrcov:
'. Devices Classiiication:

Hpepopqvio nPtilrqg ixdooqg:
Firsl issue'date:

Hpepgpqvio rp6Xouocq ir6oorlq:
, : Current issue date;

, lo10er PiXPr;

' .Valid until:

Er(geo11 enr0eulPqoqg:
Audit rePort:

04t0612018

10t0112019

03t0612923

200061 023
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StDAPHARM l.K.E., "S'DA PH ARM "

Sf DAPHARM P.C.,"'SI DAPHARM "
:j

TTATEIPITH 21 & EM. ONH 24, ii+Z SZ OEEEANONIKH. :

21, STAGEIRITI & 24, EM. FILI STR., 543 52 THESSALONII(I GREECE.

NE EXOYN:TO NAPAPTHMA I

AS LISTED IN ANNEX I

OE EXOYN ETO NAPAPTHMA I .

AS LISTED IN ANNEX I

To Egvrr$ Kdvrpo aqrrrxoyqolq rnq lloldrqrcrq xfl TEXvoIoyicrq orqv YyR(q ti:KAll'rY) clvcrt Kotvonorqlt*voq oPYgvtopoq ot'F$ovo

tr€nlv0*4vff,93/4?l*0Knep[TlJvtr.|tForoxv0loY|Kt|vnpol6vrruv,;rcopt0p6cvnyvttlptr:qq06$3'
llatbnat Hvatustiqn C*w ni nu*fny a'Ieohnotoily in Health S.A. (f;KAPTY) l$ & Notlliod.trocly Eosording lo $oancil Plreslivo

9#4#6tC concemln0 ttsdical dtlvioes, Ylitf idsnllfic$lbn nurnber 0653'
leAidcdPage 1/4

IripBouAog K. flANAPA| flp6edPoE
K. PANARA, Presidenl of the Board



EON IKO KENTPO AIIOA THTHI
THE NOIOTHTAI & TEXNOAONAI
ITHN YTEIAA.E"

ru$t st"t,{L il\.ALLi}Jt st{ il rwilft
ilil {JuAilIY & i[{-t-{Nt}ril{=Y
$i Nil&l":tf"i 5.4.

NAPAPTHMA TOYYN, APIOM. 305081023 NIZTONOIHTIKOY /
ANNEX I Nr. 305081023 CERTIFICATE.

KATHFOPIA / GLASS ls

IATPOTEXNONOTIKO NPOION / MEDICAL DEVICE TYNO' / TRADE NAME

1 PINIKA ENIOEMATA/ PVA NASAL DRESSINGS SIDA.CEL ENT

2, XEIPOYPTIKEI NOAIE: / SURGICAL GOWNS
S I D AP HARM. STER I LE SURG/CAL GOWA/S,
SIDAPHARM SIER/LE SURG/CAL GOWNS WITH
TOWELS

3. OOOMMONONKA NEAIA I OPHTHALMIC DMPES S D AP HARM STE RI LE OP HTHALM I C D RAP ES

4. OOOMMII(A TP ONAKIA PVA / PVA EYE SPEARS S/DA-SPEARS PVA EYE SPEARS

5: XEIPOYPNKA NEAN I SURGICALDMPES

SURGICAL DRAPE, MAYO SURGTCAL COVER,
suRGlcAL DRAPE C-ARM, MTCRQSCOPE DRAPE,
ANGIOGMPHY DRAPE, ARTHROSCOPY DRAPE, C-
SECTION DRAPE,'FEMORAL & RA'EIAL
ANGIOGp#.PHY DRAPE .

KATHI'OPIA/iCLASS lla

IATPOTEXNONOTIKO NPOION / MEDICAL DEVICE TYNOE / TRADE NAME

A AI.IOET.EIPOMENA OgO. A M |KA MAX,AI PlAlA/
S.TERILE OPHTHALMIC MICRO SURGICAL KNIVES

SIDAPHARM

7.
AIMYTH AIMOETATIKH TAZAI
SOLUBLE HEMOSTATIC GAUZE

SIDA.CEL

8, OOOAAMOAOTIKE : KANOYAEE / OPHTHALMIC CANNULAS

i

1l

SI DAPHARM OPHTHALM I C MICROSU RG ICAL
CANA/UIAS

;. i\
*t-b{.^---)\\ \-sl\:\
-r'+\\ \ /l -- \

:. noPdaoX areueuvrllv ErjppouAog
S. PORAVOS";:Ma naging Directot

. ,/a-)'{,.h
\/\)-'4

x. nffi*Bp6eopos
K. PANARA, Presidend of the:Board
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EONIKO KENTP'8 A=:IOACII'HtrHE
THT NOIOTHTAE & TEXNOAONAI
ITHN YI-EIAA.E.
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NAPAPTHMA TOY YN. APIOM. 305081023 N]ETONOIHTIKOY /
ANNEX I Nr. 305081023 CERTIFICATE.

KATHTOPIAIELASS IIb

IATPOTEXNOAOTIKO NPOIbN / MEDICAL qEU E TYNOE / TRADE NAME

o ANO:TEI POM E NA I EOTONA AMTOYXA AIMYMATA EKNAY EH T /
STERILE BALANCED SALI€OLUTIQNS

S]DAPHARM BSS

10;

ENAOOAKOI / INTMOCULAR LENSES;

. YAPOOOBOI ENAOQAKOI/ HYDROPHOBIC INTMOCULAR LENSES

- YAPOOhOT ENAOOAKOI/ HYDROPHTL|C TNTRAOCULAR LENSES

.SIDA.LENS I HYDROPHOBIC ONE PIECE ACRYLIC
F O LDAB LE t NTRAOC U LAR IEN:IFS

.QRIZON /:PRELOADED HYDROPHOB\Q ONE FIECE
ACRY LI C FOLDAB LE I NTRAOCUIAR IEA/SES

.SIDA.LENS / HYDROPHILIC ONE PIECE ACRYLIC
FO LDAB LE I NTRAO CIJ L"AR IENSES

11

oooAAMOnOnKA aiMYMATA/ OpHTHALMTC SOLUTTONS:

- OOOAAMOAOflKO A|ANYMA KYANOYN TOY TPYNANIOY /
TRYP'AI| BLUE OPHTHALMTC SOLUTTON '

- OOOA^MOAOTTKO AIMYMA /
YAPO:YNPONYNOMEoYNOKY TTAPINH: / HPMC OPHTHALMIC
SO.LUTION . ,:

.SI DA,BLU E, SI DA-B LU E PFS

-SIDA.HPMC 2%

I0ppou,\oEr

W
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EONIKO KENTFO A=IOA THTHI
THT NOII}TIITAI & TEXNOAONAE
ITHN YTER A.E.
fi,&Tl i,l f,t AL [V$.i""1[]tllfi f i [S ]'11 [ ft
ilF *t.J,ll. lTY 8u; Tl-C l"lI'tSi-,*GY
ihl i-ti:&t-t"1.15.4.

OPOI & NPOYNOOEEEIE / TERMS & CONDITIONS

Fro onoorerpop6vo npoi'6vro rorqyopiqq l, rl rrroronoiqorl ogopd p6vo ro Ofporo enireu{qg xor Ororrlpqoqg rqg

cnoore ipu.totlg.
For class I iterile products, the certificate covers only the aspects of manufacture concerned with securing and

maintaining sterile conditions.
l to npoi6vio rqniyopiqs l pe lerroupyio pfrp4oqg, rf nrqrorroinoq agopd p6vo ro 96poro oupp6p<pcoorls rtov rrpoi6vrcov

noo( Tt( ugToo^ovrK6( q'lrqlrno€l<. /
for Claii I devices riith a measuring function the certificate covers only the aSpects of manufactute concerned with the

conformity of the products with metrological requirements.
l-ro npo'r'6vro r<orqyopiog lll, eivqt onopoirqro €vo ou;rnArlputporlro ntoronotqn16 E€drqoqg lxe0tqopoU o0ptptrlvo pe nq

onotrqoerg Tn( OdnYlqg 93142/EOK, f-lopdptqpo ll (oqpaio 4).
For clissltt bioOuiiJ'in additional Design Examination certilicate is required according to the requirements of Annex ll

93l42lEEC (section 4).
io 

"ioio"oini'iO 
,oX,it' p6vo yto ro npoi6vro Kqr Ttg EYKqTqordoerg nou ovog6povror.

Thecertificatbisvaiibon|yforiheproductSandthefaci|itiesmentioned.

"""ffiffiH;il;;r;i,iii-'ci'l"iirri4oris 
,.rr,rnp4sns 6TIos ovotp€perot orqv'odrlyio s3t4ztE'oK, pe or<on6 vc

enoineeiiersr 6rr o rorqorsUoorriq-$rqrnpei ror e<pqpp6(st Io oUorq;lo nor6rrpog. ',

F"iioirc"irr*"illanie as referred in s3'l42liEc wiitbe-neto in order to verid that the manufacturer maintains and applies

the quality system.
iroTov,.Tnporjvrqt rq qvtrrrfptrr, o KqrqoKsuqoTns pnopei vo ouvrdqset 611Ar.,lo11 oupp6pqr.^roqg EK ror vo ent06rel rq

o{usvon CE 0653 oro roAunrdpevo npoi6wo.
Wiien meeting with the terms and conditions above, the manufacturer may draw up an EC declaration of conformity and

ldgally affix the CE 0653 mark. j

,,i t

. / \'\i .-
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rS},$IKS KT ${TPO A: ISAilTHTFIT
THT NOISTI.ITAX & TIXNO&OTIM
TTX{N YTEIAA,E"

ld &'l t { } i{;x i-. i:'vA Lr"J*TtL} f{ t E l,;'f f: lt
{lir iill;it il r r" Tfil1ii'j{ii f;i,t-
Ii't ltflfit$l{$"4.

NITTONOIHTIKO / CERTIFICATE

EN ISO 13485:2016

fltoronotgirot 6rt o nopordrt.r cvogep6psvoE opysvrop6E dXet xo0repd:oer rcor egopp6(er
yrq TrE qvqypag6peveE bpoorqpr6rqreg o0orqpo OroXeiprorlg rqg nor6rqrog ro onolo

ouppopqujvrTor Lre ilg orTorTrlserg Tou TTporulTou.
H roX0E Tou nrsTolTorqrrro0 ouvdirTqr pe rqv enrru;q oAortrqprr.rorl ru;v enr0eopqoeu:v enrrqpqoqq.

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.

Apr0p6E flroronorqrrroti I Certificate Number: 302061023
To nap6v txdi\trqt ftpoE swKqrdorao7 rou un' opr7. 3A2A51.023 ntmanoqnxot-

The presentis lssued to replace certificate nr 302051023.

Opycvrop6g: SIDAPHARM l.K.E., "STOAPHARM".

Organization: SIDAPHARM P.C., "SIDAPHARM".

Are00uvoq: ITAfEIPITH 21 & EM. OlnH 24, 543 52 OEEEMONIKH.
Address: 21, STAGEIRITI & 24, EM. FILI sTR,, 543 52 THESSALoNIKI GREECE.

Apoorqpr6rrlreg: IAPAfOFH,EMf1OPIAKAIAIAKINHIHXEIPOYPfIKON .

KAI OOOANMONOTIKCIN IATPOTEXNONOFIKNN NPOIONTOX.

Activities: PRODUCTtON, TRADE AND DtSTRIBUTtON OF SURctCAL
AND OPHTHALMOLOGICAL MEDICAL DEVICES.

HPePoPqvro 
"HI|,::X:X"j:, 2sn4naw

H p epopqvio rpiyouooE 6x6oor1g:
Current issue date:

loXUer ;rfXpr:
Valid until:

'Er0eor1 enr9edrpqoqg:
Audit report;

K. flANAPA, Flpoe6poq
K. FANARA, President of the Board
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03ts6t2021

200061023
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Cystolomes
Formed,l 6mniiiib

Ref. No. Descriplion

77006 25G
77007 27G

Anlerior Chomber
Viscoelosiic, ongled 22mm, formed
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Hydrodisseclors
Atgi'at, tt'd;i.iiilil.,il,i ,,,,':....'.t: ; , :,',,,:
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Curved, floi fip

' 
th',, 

',.','*,- "--""o'u"/
.'4.r. . -*

Aneslhesiq
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Peribulbor, sfroight Atkinson tip
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Lqcrimol
28mm

. tjt

WYi!j',tn'"""""-""","""'"

23G,4mm
25G, Bmm
27G,4mm
27G,8mm
27G, lOmm
30G,4mm
30G,6mm

23G, 8mm lip
25G, 8mm iip
27G, 8mm tip
30G, 8mm tip' ::

27G, Horizontol tip
27G, Verticol tip

L7 104
77082

77044
7700'l
77003 -1

77056
77003
77046
77004

77062
77010
77012
77013

77014
77063

z)v
ztv

77027 25G, 38mm tip

77032

77030
77038

19G,22mm tip

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

77 01 5 I 9G, Screw tip
77A16 20G, Screw tip

77022 20G
77025 23G

77021
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