JEKJIAPAIIIA TTPO BIAIIOBITHICTL
MeauIHMX BUP0GiB BumMoram Texniunoro permamenty/
Declaration of Conformity of medical devices to requirements of the Technical Regulations <

NOBHE HAHMEHYBAHHA BUPOOHMKE Ta HOTO MICUE3HAXOMKEHHS/ Alcon Laboratorles II‘LC 6201 South *Freeway, FOI’t
JSull name of the manufacturer and its location Worth, TX 76134-2099, US A &

nimaepﬂmye, oo nponyrcuia ! confirms that the products

Odranemornoriuni MG,E[H'—IHi BUPOOH (3rigHo 3
TOBHE HAHMeHyBaHHS NPOAYKUIT, THI, MapKa, MOAEb:/ / g o
Jull name of products, type, brand, model: AOMATKOM ) &
Ophthalmological medical devices (accordmg to Addendum)

AKa BUI'OTOBIISIETRCS Ha 3aBONAX: / produced on the manufacturing facilities:

- Alcon Laboratories, Inc., Johns Creek Parkway, Duluth, Georgia, 30097, USA

- CIBA VISION GmbH, Industriering 1, Grosswallstadt, 63868, Germany; ¥

- PT CIBA VISION Batam, JL Beringin Lot #204, Batamindo Industr@ Park Muka Kuning, Batam Island,
29433, Indonesia; g::

- CIBA VISION Asian Manufacturing and Logistics Pte. Ltd., 133 ;l“ uas South Avenue 3, Singapore 637550,
Singapore;

- CIBA VISION Johor Sdn. Bhd., No. 1, Jalan DPB/S, Pelabuh
Darul Takzim, Johor 81560, Malaysia;

- Alcon-Couvreur, Rijksweg 14, B-2870 Puurs, Belgium;
- Alcon Cusi, S.A., Camil Fabra 58, Apartado 2, 08320 El Masnou Barcelona Spain;
- Alcon Research, Ltd., 6201 South Freeway, Fort Worth, TX 761342099, USA

anjung Pelepas, Gelang - Patah, Johor

BifnOBigae BAMoraM TeXHIYHOrO periamMeHTy IIOZO MEAMYHUX BHPOGIB, 3aTBEPIKEHOro [lOCTAHOBOIO

KaﬁlHeT}’ MIHICTplB VKpaIHI/I Ne 753 Big 2 ostHa 2013 p: [ complies with requirements of Technical Regulations for
medical devices approved by the Decree of Cabinet of Ministers of: Uﬁmme Jrom 02.10.2013 Ne 753

_ | Hana nexnapauis BunaHa Ha mixctasi Ceprudikary
Homep cepTudixara sinmosianocti, Aata Horo peectpauii raetpok aii | BigmoBimHocTi  Ne  UA.TR.101-15-2015 BiX
number of certificate of conformity, date of registration cmd term of 725 05.2016 p. mo 24.12.2020 D. / This declaration is issued

validity ‘on the basis of certificate of compliance No UA.TR.101-15-2015 from
25.05.2016 till 24.12.2020

HA3Ba IPUBHA4EHOTO OPraHy 3 OUiHKH BiAHOBIAHOCTI OPU3HAYEHUM OpPraHoM 3 OUIHKHA BiJIOBIIHOCTI
Ta Horo inenTndikauittumi kon/ «IYO «llomitexmeny (imemtuikarifuui ko
e ;{éﬁf ﬁ;?ni;?e‘i{vmgﬁ%% Hoy UA.TR. 101) ! which was issued by the authorized Notified Body

- SRANE0N «DUQ «Politehmedy (identification code UA.TR.101)

BIZIIIOBIAHO 0 HOAATKY 3 <<H%gs{mgy 'Hpo E/ICHHSA TIPOLeypH 3abe3nedenHs GYHKIIOHYBaHHS KOMILIEKCHOT
CHCTEMH YTPABIiHHA SKICTIO» 163 mtﬁmm PeTTIaMEHTy MIONO MEIMYHUX BUPOGIB, 3aTBEPIUKEHOTO

ITocranosoro Kabinery Min _ Y[Gﬁ%m Ne 753 Bix 2 xoBTHS 2013 p. / according to the Annex 3 of «Order of
conducting the procedure of the full guali assurance management system functioning» of Technical Regu!an ons on medical devices approved

by Decree of the Cabinet of Mm:srers of Uloraine from 02.10.2013 Ne 753

Ykpaini € [Ipencrasuunreo «Anxon @apmackioTikainc JITay, 04050

) y O(blc Ne 30 / Authorized Representative in Ukraine is Representative office of «Alcon
Pharmaceurzca!s Lidy in Ukraine, 04050 Kyiv, 13, Str. Pimonenko, building 6, office Ne 30.

Hexnapauis cknaiena nix BlﬂHOBIﬂaJTBHICTI: BHpOGHHKa mo erxomﬂae 3a BBe)leHHFI MCI[HT-{HHX BHpoﬁiB B

Wma, bamunus, omxHocTs/ Name, surname, positon

(ale BnSYe i Wﬂm He o izm com

Jara nianucanns/Date of signature &1'&#‘?‘ Erogun,
2016p. s

Compiled 27 December 2016
TepMIH,JIll 0 24 rpyaHs 2020 p. Term of validity 24" December 2020




Homtox

JI0 AeKmapauii mpo BIIIOBIOHICTE

Haszea memirHoro BUpoy aHC.iiicHKOH MOB 01O Hazsa MeaHoro BUpody YKpATHCHKOK MOBOH) K’..’l_a(.:. .
. | Air Optix® Aqua TTiH KoRTaxTHi Alr Optix® Aqua & 7 [
2. Air Optix® for Astigmatism Jlinan xonTaxtri Air Optix® for Astigmat_,i_smf_\_; - Ila
3, Air Optix® Aqua Multifocal JIixsu koHTakTHI Alr Optix® Aqua Multifoéa& IIa
4. Air Optix® Night&Day ® A qua Jlinzu koHTakTHi Air Optix® N‘fg.ht(ﬁ:Day@ Aqua 16
3 Air Optix® plus HydraGlyde® Jlinsu konTaktai Air Optix® plus HydraGlyde® Ila
6. Dailies ® AquaComfort Plus® Jlinsu konTtaxtHi Dailies ® AquaComfort Plus® Ila
74 Dailies ® AquaComfort Plus® Toric Jliszu KOHIaKI'H:i Dailies® AquaComfort Plus® a
Toric “ -
8. | Dailies® AquaComfort Plus® Multifocal TTiHoH KORTakTH Dghes-@ AquaComfort Plus® Ma
Multifocal - -
9 Dailies ® FreshLook® Illuminate ';i{onKﬁ:li".Daﬂles(@ FreshLook® [lluminate lla
10. | Air Optix® Colors oRTaKT Al Optix® Colors ITa
11. | Dailies Total 1® JTinsu xonraxtai Dailies Total 1® Ila
12. | Dailies Total 1® Multifocal J'Ima xouTaktHi Dailies Total 1® Multifocal lla
13. | FreshLook® ColorBlends® .ng;uﬂ xoHTaxTHI FreshLook® ColorBlends® lla
P 4
14. | FreshLook® Colors .:;Iinsn konTakTHi FreshLook® Colors Ila
15. | FreshLook® Dimensions JTin3u konTakTHI FreshLook® Dimensions Ila
16. | FreshLook® One-Day Y. Jlin3u korTaktHi FreshLook® One-Day JIE
17. | Systane® Lubricating Eye Dm;)s 3acif g1 3BonoskeHHT oveH CHCTe HH® Ila
18. | Systane® Ultra Lubricg;j;g Eye Dro‘p's 3acib a1 3BonoxkeHHS ovedt CHCTe HH® Y mbTpa 116
19. | Systane® GelDrops i).ibricam EyeGel 3acib a1 3o noxeHHA oueH CucTe Hu®), rereBuit Ila
" PO3YHH
20. 3aci6 ma 3BonoskeHus ouer Cucteitn® Bananc JIE
21. 3aci6 gt 3Bon0ke HEA ouelt Cucteiin® AKBA 116
22, | Systane® H}iﬁrauonUD Lubncant Eye Drops 3acib m 3Bo10skeHHA oueH Cuce HH® AKBA 1n | 116
" 4 0/IHOPA30BOT0 3aCTOCY BAHHS
23. | Sy: 'an__f;w® Ultra UD Lubricant Eye Drops 3acib i 3BososkeHHs ouel Cuctetn® Yptpa a1 | la

i

0JHOPAa30BOrQ3acToCy BAHHA
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Lo Aexnapauii npo BiAmoBiAHICTh

Honmatok

24. | Opti-Free® PRO® Moisturizing Lens Drops 3aci6 1A 3BONIOKEHHA KOHTAKTHHUX J1in3 OTIT
OPI® [TPO®
25. | Opti-Free® PRO® Lubricant Eye Drops 3aci6 ana 3BonoxeHHs oueit OHTI-CDPI@ I’fP@@ [la
26. | Intraocular Irrigating Solution BSS® Pozuun ang ipurauii oka BSS® [la
i
27. | BSS PLUS® Sterile Intraocular Irrigating Solution Po3uuH cTepWIbHH i lumaowxpuau ipu ulmmﬁ Ila
BSS PLUS®
28. | Opti-Free® Express® Multi-Purpose Disinfecting 3acif ans gornsany 3a KOHTAKTHUMHE mma\m OIITI- | II6
Solution ®PI® EKCITPECC® ﬁaraTo i7TBOBHIi PO3UHH
29. | Opti-Free® PureMoist® Multi-Purpose Disinfecting | 3aci6 g1s nornsay 3a KOHTarcrﬁhMH ninzamu Opti- [16
Solution Free® PureMoist® Garatouinsonuit PO34HH
30. | AOSept® Plus with HydraGlyde® Moisture Matrix 3aci6 ws AOTTANY 33 KOHTAKTHHMH MiH3aMH [16

Lens Care Solution

AOSept@ PIL_:s 3 HydraGlyde@ Moisture Matrix
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