Hexnapanis npo signosigaicrs Ne PR.491/18/03
(Declaration of conformity No. PR.491/18/03)

3araasHa BaBa supoby:
Commaon name of medical device:
Hepenix papobis:

List of producits:

Manufacturer:

YROBHOBAKCHER HPEACTABMNK B Y Kpalyi:
Authorized vepresentative in Ukraine.

Knacudixanin:
Classification:

Hmueﬂym mi-z:m -mmmﬂwﬁ

:mp@ﬁm 3amep,amezmm HOCTAROBOI Kaﬁme*ry

Minicrpis Vpaizm No 733 sig 2 xowrus 2013

pOKY / Canformity Assessment Route uccording to

Technical regulation on Medical devices, approved
by Decree of Cabinet of Ministers of Ukraine Me753

on 2 Ociober 2013

C e‘mﬁmte F egzsirmwﬂ ﬂﬁfﬂb&'?‘

Hpusuausennit opran 3 civKH BixnoBiRgOCT
TA HOTO e Tudicaiums Ko

Conformity assessment body with its
identification number: '

:ﬁﬂi

Kpanni ouni / Eye Drops

Twe. Honarox 1 o nief Jexmapandi npo sinnopinuicrs
See Annex I to the Declaration of conformity

syn. Kapomskosa, 22/24, 01-207 Bapmasa, Hoasima

WARSZAWSKIE ZAKLADY FARMACEUTYCZNE POLFA SPOLKA

AKCYINA
ul. Karolkowa 22/24, 01-207 Warszawa, Poland

TOBAPHCTBO 13 OBMEXEHOIO BLIHOBUIANBLHICTIO
«HOJALPAPMA IO0Ay

04070, m. Kuie, syn. Dugiscesa, 6ya. 8, sxiz 11, Vepaina

E-nail: info.ukraine@polpharma.com, Tein.: (044) 498-90-07

LIMITED LIABILITY COMPANY “POLPHARMA UA”

82070, Kyiv City, Tllinska Str,, bud. 8, entrance 11, Ukraine
E-mail: wlraine@polpharma.com, tel. (044} 495-98-G7

Knac 116 srigpo 3 Hozarkom 2 70 TexsiuHoro peraaMenty moao
MepgyHux Brpobis, saTsepipxenoro nocravosolo Kabimery Mimictpis

Vxpainn Ne 753 pig 2 xosrns 2013 o _ -
Clgss Ib according to the Annex 2 to the Technical regulation on Medical

devices, approved by Decree of Cabinet of Ministers of Ukraine Nevi3 on
2 October 2013

Hoparox 3 (32 BHESTKOM TCPERIPKH NPOEKTY MENMUROro Bupoldy) o
Texniunoro peryaMeHTy INOj0 MenuyHux  supobis,
Tiocrasonow Kabinery Mimictpis Yxpainn No 753 i 2 xomrus 2013,
«limsxoM suangs»y CE ceprudikara Ne HD 1023775-1 »in 17.05.2021,
suganoro TUV Rhemland LGA Products GmbH / dnnex 3 (excluding design
examination of the medical device) of Technical regulations va Medical devices,
approved by Decree of Cabinet of Ministers of Ukvaine Ne 733 on 2 October 2613,

3ATBEPKCHOTO

«By the way of recognitiony of the CE Certificate No, HD 1023775-1, dated 2021-
(5-17, issued by TUV Rheinland LGA Products GubH

Cepmuthixar - pignosimmocri Ne PR.491-18, miffcimit mo 26.05.2024,

Buganus Ne3 o o _.
Certificate of conformity Ae PR 481-18, valid until: 26 052024, Edition Ne. 3

TOB «VKPAIHCBKMM HAYKOBUH IHCTHTVT CEPTH®IKALID /

Ukrainian Scientific Institute of Certification LLC

UATR.H6G

ABCEKU# @A’PMAHEBTMHME SABOR TIOJIHL®A AT gexiapye DBHKOHAHHS OCHOBHHX BHMOr MIOHO

Meananoroe supoby, srigao Joisrky 1 TexXBMHOTO PEriaMeNTy WORC MENEIRMX BUpOOIB, 33TBEPIHKEHOTO HOCTRHOBOIO
Kabinery Mimicrpis Vrpainn Ne753 sig 2 woerns 2013 p.
'W&RSZAWSKEE EAKLADY FARMAC EUTY{J ZN& PGW& 'SP@EKA AKCYJN & dérgfams | fi:e"eji;l;‘” meem gf bzxsfc;

Cabme‘t af Mmmfw@ af U}'rmme Nﬂ ?5 ’i‘ on 2 (}r*mbs?r 201 3‘

legéiﬁﬁgﬁf; %ﬁm aBa, Pecnybaixa Homwa
ARSI

szawa, Republic of Poland

Place

Humm ygmmmﬁmeﬁm ﬁmﬁﬂ
Signature of Authorized person

Budanna U3 / Editiorr 03

Hara necayds, TG
Position, FHEE J‘mme

Cmopinke 1 i3 2/ Page I from 2
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Hexnapanis npo innosianicrs Ne PR.491/18/03
(Dxeclaration of conformity No. PR.491/18/03

Honarox 1
Annex 1

e e Ty irTrw -y Y
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“Haiea MIHIRIX BRPOGIR ANTIHACHKOI0 MOBOIO ! “Ha3sa MOIRTHEX BEPOGIB VKPATHCLKOM MOBOK

The name of medical devices in English ¢ The name of medical devices in Ukrainian
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Superﬂpnc ™ Aqua eye drops 5 ml in bottle Ne H { Cyﬁepi}mmw Axsa Xparm ousi oo 5 Mt (ml) y Quaxoni Ne 1
~ SuperOptic™ Aqua cye drops 5 m in boitle No. 2 | CynepOmrix™ Axsa pansi o9 no 5 wn (o) y praxomi Ne2 |
. SuperOptic™ Complete eye drops 5 mi in bottle No. 1 | CynepOnrix™ Kommnit xpanni owsti 5o 5 un (mi) y dmaxont Nl
S T —— L . dovow 2

5uper(}ptlcTM Complete eye drops 10 il i m bottle No. 1 i Cynep(}n‘rmm Kmmm’r it:paﬁm mim o 10 MIT (ml) Yy {immmm Ne 1

Micne puxaui: Bapmasa, Horeugo Hara nipnrcy: 30.11.2621
Place of issue: Warszawa, Poland Date of szgm?tg Y
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DECLARATION OF CONFORMITY N°3
AEKJIAPAIIIA BUIITOBIHOCTI Ne3

1 | Name and address of the manufacturer | Warszawskie Zaklady Farmaceutyczne Polfa Spolka
Akcyina ul. Karolkowa 22/24, 01-207 Warszawa,
Poland, tel. + 48 22 691 39 00
Haspa Ta ajgpeca BUpOOHHKA Bapiapchkril GapMatigpraarmil 3aof «llonsdan
AT, Byn. Kapompkosa 22/24, 01-207 Bapimasa,
[Tombrna, Ten. +48 22 691 39 00
2- | Namie and address of the authonzed Represeitative office of Pharmaceutical Works
representative “Polpharma”™ S.A., 7V, Gorkogo Str. 01004, Kiev,
Ukraine, tel: {044) 498 -90-07, fax: (044) 498-93-87,
e-mail: vaoffice@polpharma.com
Haszea T4 dapeca YIIOBHOBaKEHOTO! IIpeacrapHAIrB0 DapMaleBTHIHOTG  3aBOIY
TIpedCcTABHHKA ¢ITomdapmay C.A., Byn. Toppkoro, 7-B,. 01004,
M. Knip, VYkpaina, tem.: (044) 498-90-07, daxc:
(044) 498-93-87. e-mail: uaoffice@polpharma.com
3 | Name of medical device, type or 1) SuperOptic™ Aqua eve drops 5 ml in bottles
model Nol, Ne2
23 SuperOptic™ Complete eyve drops 5 ml or
10 -ml in bottles Nel
Ha3Ba NeIHUTHOrO BUPOOY, THM 41
MOJ2ITb |
1) -CyriepOrrik™ AxBa Kpariil o4l 7165 MIT'Y
dimaxoH1 Nel, Ne2
2} CymepOrrik™ KoMITTIT KPATLl OYHI TIO
S un 10 vt v drmaxoml Nel
4 | Classification
IIb
Krnacuuxarisa |
5 | Type of procedure for conformity Annex 3 PROCEDURE for ensuring performance of
assessment the comprehensive quality management system
(excluding examination of the design of the
products) to the Technical Regulation on Medical
. | Device, approved by Resolution of CMU Ne753
o | from 2 October 2013
LI AN
[Ipoileaypa OIiH Wloparox. 3 «ITOPAJJOK mipoBeneHES. TIpOIEAypH
2 HaGesmeerHm (OVHKIIOHYBAHHA.  KOMITISKCHOL
¥ JECTEeMH  VIIPARTIHHA AKICTIO» (33 BHHITKOM
4 TIePEBIPKH ITPOEKTY MEJHYHOI'0 BHPOGY) BLATIOBLIHG
" | TexHIYHHM PermamMeHTaM IMOJ0 MeIHYHITK BHPOOIB
saTBepIkeHMx [loctanosord KMY Ne733 mig 02
KOBTHA. 2013 poKy
6 | Certificate of Compliance Ne PR.491-18 1ll 27-12-2021
CepTH(IKaT B1IIIOBIIHOCTI Ne PR.491-18 g0 27-12-2021
7 | Harmomized standards applied B1ATTOBIAHICTE MEJHUHOTO BHPOOY JOIMOBHEHHIO 1

['apMOH130BaHl CTAHJAPTH

TexXHIYHOro perfaMeHTy,
IS0 13485:2012/AC:2012,
180 9001:2008,
IS0 9001:2009,
ISO 13485:2003 & ISO 13485:2012




8 | Name, address and individual cod of | LLC «Ukraiman scientific institute of
the organ that provide procedwre of certification» 7 Kudryvavsky descent, office 320,
conformmty in Ukraine UATR.116
Haspa, agpsca ta 1geurndikamiiimgi | TOB «Yrpainchkitit HaykoBrii [HETHTYT
KOJI, Y PEeCTpl IIPH3HAYEHIX OPraHIB Ceprudikamiiy, Kyapasebkuii y3Bis 7, odic 320,
OpPTaHY. 3 UATR.I16
OIIIHKH BIAIIOBIAHOCTI, IO ITPOBIB
ITPOLeAYPY OIIHKH BIJITIOBIAHOCTI.

O | Naitie and address wlhisre 15 kept’ Representative office - of «Pharmaceutical Works:
technical documentations of “Polpharma™ S.A.», 8, Illinska str., floor 5, 04070,
conformmty Kiev, Ukraine, tel: (044 498 -90-07, fax: (044) 498-

$3-87. e-mail: vaoffice(@ polpharma.com
Hasey Ta agpecy, 3a JKOr I IpeacTaBHHUIITBO «DApMALleBTHYHMH ~ 3aBOJ
36epiraeThed TEXHIUHA TokyMenTais. | «[lompdapmay. C.A.», BYIL DITHCHKA 8,3 moBepx,
3 MITBEPAKEHHA 04070, Kuip, Ykpaina, Tei.: (044) 4908-90-07, dakc:
B1ATIOBITHOCTI (044) 498-93-87, e-mail: uacffice@polpharma.com

10 | Date, place, signature and name of

authorized person.
Hara, MicIle, TN Ta 1IN -
VIIOBHOBaKeHOI 0cOGH BHPOGHHKA
11 | Date of declaration
26.04.2018
Harta gexmaparini
12 | Declaration valid till
27-12-2021
Hexmapaind micHa 10

Warszawskie Zaklady Farmaceutyczne Polfa Spolka Akcyyna ul. Karolkowa 22/24 01-207 Warszawa
Poland pexnapye BignopigmicTb 3a23HAYEHHX BHDPOOIE BHINEe BHMOraM JoJarky 1 TexHiMHOro
PErJAMEHTY IH0/I0 MEeAHYHHX BHPOOIB, 3arBeprxeHors nocranopow KMY Bin 02.10.2013 Ne

733,
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?iafgzawvaaf

Name and address of the authorized
_Tepres @mmm

Hazpa ta ajapeca YIOBHOBaXKEHOTO
TPECTaBHUKA

. h arma’’ S A 7V
1L Ed {044} 498 -00-(
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| M. KniB, Vkpaina, Te:

22 691 39 00
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(044) 498-90-07,

7, mg (044) 498. .87,
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_{044} 498-93-87, e-mail: ua@fﬁ@@@p@ipha__' __
D SuperOpmm Aqua eye drops 5 ml in bottles

2) Super( fj;:zf- ic™ Cempiﬁw eye drops 5 ml o
10 ml in bottles Nel
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