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IlepeBon ¢ aHTIHICKOTO 5[3bIKA HA PYCCKUH
Ha ¢upmennoM 6nanke kommann# Alcon Laboratories

3TOT NpPOAYKT Gbin NnponsBegéH B COOTBETCTBUMU C 3akoHamu CLLA.

Ceprtudukar uccjie10BaHUA

HaumeHoBaHue 0065214466 MPDS/OFX NRC/LC 355ML 30<MC7
NpoAyKLUU: OPTI-FREE EXPRESS

Cepus npoaykuuu: MDS

Homep LOT: 10AKT

Cpok rogsocTh go: 202211 _

KoMnoHeHT Pesynbrar Mokasarenwn TexHuueckue TpeboBaHUS
MNpoBepka HanoMHeHWs U NPOWAEH  MPOWAEH / NPOWAEH

ynakosku OPS/IBA YACTUYHO

WUToro KpuTHYecKux MPUHATO 0; NPOWMEH

AedhekTos 0 OTKINMOHEHO 1

Uccnenosanune nposeaeHo / flopwH [enb Topo
HanHbIil JOKYMEHT ABMACTCA NPeACTARNEHUEM SMEKTPOHHON 3anucH, KoTopas Gkina noanucaHa
3MEKTPOHHLIM CNOCOGOM, a 3TO NPUMeYaHUe — NPOABNEHWeM 3eKTPOHHOW NoANUCH.




AEKJIAPALIIS TTPO BIAIIOBIAHICTD

memaaux BApoGis Bumoram Texnianoro pernamenty/
Declaration of Co.

TIORHE HalMEHYBAHHS BUPOGHIKA Ta Horo mcmmomumm! Alcon Laboratories, Inc., 6201 Sﬂutﬁ@l?rgéwway, .F{}I't
Sull name of the mamy&cmr and its location Worth, TX 76134-2099, USA Mm
MIATBEPIDKYE, O MPOAYKIIS / confirms that the products i

MOBHE HAUMEHYBAHHR NPONYKUIY, TMI, MapKa, Moaeas:/ OQJTMEMOHOH"-!Hi Memi;gl H - (31'1111{0 3
Jull name of products, type, brand, model: HJoparkom )/
Ophthalmological medical deulmi‘ ( rzg"tg Addendum)

fAKa BUTOTOBJSIETHCA HA 3aBONAX: / produced on the mmuﬂ:mu-mgfaclm.‘es
- Aleon Laboratories, Inc., Johns Creek Parkway, Duluth, Georgia, 30097, U% " 4
- CIBA VISION GmbH, Indusmenng 1, Grosswallstadt, 63868, Germany, W,
- PT CIBA VISION Batam, JL Beringin Lot #204, Batamindo Industrjal Park i&uka Kuning, Batam Island,
29433, Indonesia;
- CIBA VISION Asian Manufacturing and Logistics Pte, Ltd., 133 Tuas'S
Singapore;
- CIBA VISION Johor Sdn. Bhd., No. 1, Jalan DPB/5, Pelab g Pelepas, Gelang - Patah, Johor
Darul Takzim, Johor 81560, Malaysia; &
- Alcon-Couvreur, Rijksweg 14, B-2870 Puurs, Belgium;
- Alcon Cusi, 8.A., Camil Fabra 58, Apartado 2, 08320 Elr@damou, I lona, Spain;
- Alcon Research, Ltd ., 6201 South Freeway, Fort Worth, TX 7613 09’9, USA
Bianosizae Bumoram TexuiumOro peraMenty OO Me/11 — m{poﬁia sareepmkenoro [locranosoio
Kabinery Minicrpis Vipaiau No 753 sig 2 WOBTHA 2013 p;./ complies with requirements of Technical Regulations for
medical devices approved by the Decree of Cabinet of Ministers of Ukraine from 02.10.2013 No 753

Hana pexiapaiiis BHAaHa Ha MiACTaBi Cep‘rmhnca'ry
pimmosimsocti Ne  UA.TR.101-15-2015 Bif

25.05.2016 p. mo 24.12.2020 p. / This dectaration i ssued

1on the basis of certificate of compliance Ne UA.TR.101-15-2015 Sfram
| 25.05.2016 till 24.12.2020 2020

NpU3HAYEHHM OpPraHOM 3 OWIHKH BiANOBigHOCTI
«[Tomi eny» (imentudikamifiamit  kox
UA.TR.101) / which was issued by the authorized Norified Body
«DUO &M@mﬂd& {Jdennﬁcutmn code UA.TR. 101)
eNICHHS IPOLEYPH 3a0e3neuens QyHKIIOHYBAHHA KOMILICKCHOT
‘q;-rom PETIAMEHTy WIONO MENHYHHX BHPOGIB, 3aTBEpIKEHOTO
paiau Ne 753 Binm 2 xosTas 2013 D. / according to the Annex 3 of «Order of

ice management system functioning» of Technical Regulations on medical devices approved
02. fD 28!3 Mo 753

outh Avenue 3, Singapore 637550,

HOMEp cepTuiikara simnoninkocTi, Jata Horo peecTpauii T2
number of certificate of conformity, date of registration
validity

HA3B3 PH3HANCHOrO OpraKy 3 ouinkH sizfosinxocTi
Ta foro inenTrdixaiifumi

M. KHlB, B}'n ITimonex , KO , 0ic Ne 30 / Authorized Representative in Ukraine is Representative office q,!’ «Aleon

Pharmaceuticals Lidy in Ukraine, ﬁ}ﬂ,ia, Cyiv, 13, Str. Pimenenko, building 6 office No 30.
,Ilemnapa.{na CH eHa mix Bmpmanamc‘rb BH}JQSHHK& IO BIATIOBiNAE 38 BBEACHHA MeIUYHMX BHpoOiE B
OBir / Declarati er the rcmm:bf!fty of the manufacturer, which is responsible Jor placing of medical devices in the marker.
L
Carle oonste n (Wb LIS Heod gl O
Mima, damwing, nosxeocTs! Name, surname, positon
03 sne_ 2017 & Novarte g

; Jara mianucaana/Date of signature @1 % ?ﬂ'@
7 Tpasus 20167p. Compiled 27 December 2016 4

Ao 24 rpymus 2020 p. Term of validity 24" December 2020
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0 JeKIapatiii mpo BUmIOBIAHICTE & W
Hazea MEAUHOI0 BUPODY AHIJNHCHKOI0 MOBOIO Hazsa MeauyHoro BUpodY YKPATHCHKOK MOBOID. Kmtc
I | ArOptad Agua T s AL Dp o Afua - ai
2. | Air Optix® for Astigmatism Tiram xowmarmsi Air Optix® for Astigmatism_ in
3 ATr Optix® Aqua Multifocal Jlin3u kOHTAKTHI Air Optix® Aq_t:}_\gﬁMukriqueS Ila
3. | Air Optix® Night&Day ® Aqua JTiH3H KOHTAKTH] AQr mt@,ﬁ}zhtéiﬁa@ Aqua 16
5 Air Optix® plus Hy draGlyde® Jlivau koHTaKTHI Al Dptn@plus H} dm‘@y de® Ila
6. | Dailies® AquaComfort Plus® ITa
7. | Dailies® AquaComfort Plus® Toric Ma
8. | Dailies® AquaComfort Plus® Multifocal la
9. | Dailies® FreshLook® llluminate T
T0. | Afr Optod® Colors JTisian koAl Alr Opto® Colors T
11. | Dailies Total 1® | Tn kot Dailies Total 18 iP)
12. | Dailies Total 1® Multifocal Qgnﬂm KOHTAKTHI Dailics Total 1® Multifocal la
13. | FreshLook® ColorBlends® ‘?"“ _ . kouTakTHi FreshLook® ColorBlends® Ila
14, | FreshLook® Colors [ Tisan xorraxi FreshLook® Colors T
15. | FreshLook® Dimensions JliH3H koHTaKTHI FreshLook® Dimens ions Ma
16. | FreshLook® One-Day JTiH3H KoHTAKTHI FreshLook® One-Day iP
17. | Systane® Lubricating Eye D 34Ci6 111 3BOOKEHHA 04eH CHOTCHHD [Ia
18. | Systane® Ulira Lnbnc&png B ﬁmps 3aci6 Ax 3BOTOKE HHS OUEH CHCTRHHE Y 1bTpa 116
19. | Systane® GelDrops L'ubncant E}fewﬁei 3acib A 380 I0KEHHA OHCH CHOTCAH®, re B IR Ta
% POZUHH

20. | Systane® Balan&;efjﬁbgmant ﬁ?g_ljrops Jacib ana seonokeHHA oucH Cucteiin® Bamanc Ila
21. . 3acib w1 3eonomeHHa ouel Cucteiin® AKBA 16
3acib A 38010 KeHHS O4eHd CHCTeHH® AKBA 11 | 16

OHOPA3OBOrO 34CTOCY BAHHA
3acib ms 3sonoxenng oued Cucrenu® Ymwpaam | [la

OIHOPA30BOTO 3ACTOCY BAHHS

Pagels2




Hoparox

A0 Jeknapauii npo BianoBigHicTs

24, | Opti-Free® PRO® Moisturizing Lens Drops 3aci6 A7 3BOAOKEHNS KOHTAKTHUX HiF3 OTTTI
OPI® [TPO® '
25. | Opti-Free® PRO® Lubricant Eye Drops 3aci6 A7 3B0AOKERHA OUel OTITI-BPI® T
26. | Intraocular Irrigating Solution BSS® lla
27. | BSS PLUS® Sterile Intraocular Irrigating Solution Huait | Ila
28. | Opti-Free® Express® Multi-Purpose Disinfecting 116
Solution
29. | Opti-Free® PureMoist® Multi-Purpose Disinfecting 16
Solution
30. | AOSept® Plus with HydraGlyde® Moisture Matrix 116

Lens Care Solution




MIHICTEPCTBO OXOPOHH 3/10POB'SI YKPATHH
JHepxxaBHe ykpainceke 06’ enqnanns «[lomitexmeny
Ukrainian State Association Politekhmed

& Norirex(Men

Opran 3 ouinku BignoigHocti «IYO «ITonitexmen»

CEPTNOINAT BIAAOBIANOLT)

ii 1924.12.2020 p.
Leii cepmugbixam nadanuii na saminy cepmugbixama eionosionocmi UA.TR.101-15-2015 gio 25. N 36 3Ky 3 BHECEHHAM IMIN Y

Hodamox 0o cepmucpixamy aionogionocmi.

Ipoayxuis Odransmosnoriugi MeIH4HI BH

Production 3rigHo Jlonatky Ha 2 apKymax

Bianosixae BamMoram Texuniunoro pernamenry HYHHX BHPOOIB,
Comply with the requirements 3arBeppkenoro ITocranoBo 2 xoBTHa 2013 p. Ne 753
Cepradikar Baaannii Alcon Laboratories, I

Certificate is issued on 6201 South Freeway, Fort 76134-2099, USA

Micue B“poﬁﬂﬂnma Alcon Laboratories, Inc/ k Parkway, Duluth, Georgia, 30097, USA;
Place of production CIBA VISION Gmb 1, Grosswallstadt, 63868, Germany;

PT CIBA VISION JBagam Beringin Lot #204, Batamindo Industrial Park

athm Islafd, 29433, Indonesia;
ASlan Mahufacturing and Logistics Pte. Ltd., 133 Tuas South

c 097950, Singapore;

. Bhd., No. 1, Jalan DPB/5, Pelabuhan Tanjung Pelepas,
Darul Takzim, Johor 81560, Malaysia;

Yksweg 14, B-2870 Puurs, Belgium;

Alcgn Research, Ltd., 6201 South Freeway, Fort Worth, TX 76134-2099, USA;

YnoBHOBaxkeHHil MpeICTABHAK HHUTBO «AakoH Papmacsiorikanc JItm»,
B Ykpaini Kuis¥eyn. [limorenxa 13, Kopmyc 6, odic Ne 30
Authorized person
Ceprudikar BHA2HO OpraHom 3 PkaBHe yKpaiHchke 00’ eqnanns «[lomitexmeny
OliHKH BiANOBiAHOCTI O «IToniTexmemn»)
Certificate is issued by the conformity
assessment body
Ha niacrasi iHKHA Ta cXBayieHHS (byHKIIOHYyBaHHS KOMIUIEKCHOT CHCTEMH YIIPaBITiHHS
On the grounds of axicTio 3rizHo 3 [lonatkom 3 no TexHiYHOTO pernaMeHTy MO0 MEIUIHHX
BHpoOiB. Ceprudikar pimnosignocri Bix 25.12.2015 p. Ne UA.TR.101-15/CV-
2015.
T PO3TOBCIOKYETbCS Ha HaBeJIEHa B JI0/IATKY.
Sl .
I'enepanbani o\
«YO «dloi P. KapraBues

(1IC ’Ihgl'f [ ¥ (mipmuc)

InenTudikaniiinuii Homep UA.TR. 101

Opral 3 OmiHKA inmHOCTI «Jf[YO«Hommem, Haxka3s MinicTepcTBa €EKOHOMIYHOTO PO3BHTKY
By [.Masemn, 10, M. Kuis, 01010, Yxpaina i Topriemi Ykpaiuu Big 20.05.2014p. Ne 579
ten.: (38044) 483-68-07 Arectar npo akpeauranio HanionansHoro

areHTCTBa 3 akpeauTaiii Ykpaina Ne 10174
YunnicTs cepHikara BianosinHocTi MoxkHa nepesipuTy B Peectpi: http: www.politekhmed.ua



Lleii flodamok HadaHull Ha 3aminy [flodamka do cepmugpikama eidnosidnocmi Ne UA.TR.101-15-2015 sid
3 Kopu2ysaHHAM mopzosol mapku Jlinsu xonmaxmuoi FreshLook® Dimensions

& NonitexMen

Opran 3 ouinku Bignosiguocti «IYO «Ilonitexmeny

UA.TR. 101
MO ATON

Ha 2 apxymax o ceprudikary BignosigaocTi

Ne UA.TR.101-15-2015

Jlara peectpanii 27.12.2016 p.

Tepmin aii o 24.12.2020 p.

&~

19. “ Ila
20. vy ITa
21. ) 4 116
22. 116
23. Ila
24. 116
25, Ila
/L
26. ‘ ) Ila
27. Ila
28. | Opti-Free® Express® Multi-Purpose Disi i 3acib i gornsay 3a KonTakTHumu jginzamu OITI- | 116
Solution ®PI® EKCITPECC® GaratoninsoBuil po3qHH
29. | Opti-Free® PureMoist® Multi- ecting | 3aci6 ans mormsmy 3a KOHTAKTHHMH JiH3amH Opti- 116
Solution Free® PureMoist® 6aratonineoBuii po3uun
30. | AOSept® Plus with Hy: oisture Matrix | 3aci6 a5 AOrsTy 32 KOHTAKTHEMM JH3aMH 116
Lens Care Solution : AOSept® Plus 3 HydraGlyde® Moisture Matrix
Iene HPEKTOop
< oJjiTexmen» P. Kaprasuer
. MIL
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