BAUSCH * LOMB

Hexnapanis npo BignosigicTs NeUA/TR/04
(Declaration of conformity NeUA/TR/04)

Meauanuii BUpi6: Cucrema opransmonoriuua mikpoxipypriuna Stellaris Elite

Medical device: Ophtalimic Microsurgical System Stellaris Elite

Ilepenix BupoGie: Hus. nopatok 1 mo uiet nexnapanii

List of products: See Annex 1 to the Declaration

Bupobunk: Baym enp Jlom6 InkopuopeiiTna

Manufacturer: 1400 Hopn I'yaman Crpit, Pouectep, Hulo-Mopk 14609, CIHA
Bausch & Lomb Incorporated
1400 North Goodman Street, Rochester, NY 14609, USA

BupoGanyi giasnnni: Bausch & Lomb Incorporated, 1400 North Goodman Street, Rochester, NY 14609, USA

Manufacturing sites: Bausch & Lomb, Incorporated, 3365 Tree Court Industrial Blvd, St. Louis, MO 63122, USA
Bausch & Lomb, Incorporated, 21 Park Place Blvd. Nord, Clearwater, FL 33759, USA
Bausch & Lomb, Inc. Greenville Solutions Plant, 8507 Pelham Road, Greenville SC 20615, USA
Bausch & Lomb Ireland, Unit 424/425, Contact Lens Division, Industrial Estate, Cork Road,
Waterford, Ireland
Bausch & Lomb - IOM Spa, Via Pasubio 34, 20846 Macherio (MB) Italy

YuooBHoBaxkenn# TOB «Baywm Xency»

npeacTaBHEK B YKpalTHi:
Authorized representative
in Ukraine:

01103, syn. Migucouskoro Ipodecopa, 6ya. 6-B, M. Kuis, Yipaina

Tenedon +38044 459-04-74, Enextponna anpeca: Office.ua@bauschheaith.com
LLC “Bausch Health"

01103, Professor Pidvisotskogo street, 6V, Kyiv, Ukraine

Phone: +38044 459-04-74, E-mail: Office.ua@bauschhealth.com

Knacnixanin:
Classification:

Knac ITb (ITyskr 19, Hoparok 2, TeXHiMHOTO PEriaMEHTY 1040 MEAMYHHX BUpoOiB,
3arepaxkeHoro [ocranosoto KMY Ne753)

Class IIb (Clause 19, Annex 2, of technical regulation on medical devices, approved by
Decree of CMU Ne753)

IIpoueaypa oninkn
eipnosignocti:
Conforniity Assessment
Route:

Honarok 3 (3a BUKMOYEHHAM MyHKTIB 8-11), TeXHIMHOrO pernaMeHTy MOA0 MEAHYHHX
Bupobis, 3aTeepkeHoro MocraHoro KaGineTy MinicTpis Yipainn Ne753 i 2
#OBTH# 2013 p.

Annex 3 (excluding points 8-11), of Technical regulation on Medical devices approved
by Decree of Cabinet of Ministers of Ukraine Mo753 on 2 October 2013

IIpu3nagennii opran 3
oninxwu BigmosiaHocTi Ta
fioro inesTudikauiiinuit
NI H

Conformity assessment
body with its identification
number:

TosapucTBo 3 06MeXkeHOK BiANOBianbHicTIO
«Yxpaiucekuit Haykopu#i 1ncTiTyT Ceprudikauiin, UA.TR.116
Limited Liability Company "Ukrainian Scientific Institute of Certification”, UA.TR.116

1
r

- UATR.116

Ceprrjixar
BianoBiaHoOCTI:
Certificate of Conformity:

Ceprudixar Ne PR.062-16 nificauii o 10.08.2026 p.
Certificate No PR.062-16 valid until 10.08.2026

Bayu enp Jlom6 Inxopnopeiitua B ocobi TOB «Bayin Xenc» nexnapye BHKOHaHHS OCHOBHUX BUMOT A0 Bipoby(ie) 3asHauenoro(ux)
BHwWeE, 3riaHO Jonatky 1 TexHiuHOrO pernaMeHTy WOAO MeZWYHUX BUPOGiB, 3aTBepKeHOro TlocTaHOBOK Kabinery Minictpis

Ykpainn Ne753 in 2 xoeThs 2013 poky.
Bausch & Lomb Incorporated in the nume of LLC “Bausch Health" declares the fulfiliment of basic requirements Jor medical devices, according
to dnnex 1 of Technical regulations on Medical devices. approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013
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Tepmin aii: 10.08.2026 p.
Valid untif: 10.08.2026

11.08.2021 p.
11.08.2021

» Jera miznucy:
ﬁL Date of signing:

/ MeHenKep 3 NHTaHbL perioHaNLHONO po3snTKy, Kaninoschbkuii J1.B.

Hazea nocany, I11E6:
Position, Fulf Name.

Jara: 11.08.2021 p.
Date: 11.08.2021

Cropinka 1i3 2
Papelof2

Penaxnin: 2
Version: 2




BAUSCH +* LOMB

Hexnapania npo BignosinaicTs NeUA/TR/04
(Declaration of conformity NMUA/TR/04)

Hoaarok 1
Annex 1
KaTanoxnuuit Homep Hazsa meamanoro sapoly Ha3sa MeqmuHoro Bupofy
Catalogue number anrilicb K010 MOBOIO YKpaTHCLKOI0 MOBOIO
Name of medical device in English | Name of medical device in Ukrainian
Ophtalmic Microsurgical System Stellaris | Cucmema opmaresoncziuna mixpoxipypeivna
Elite and Accessories Stellaris Elite ma axcecyapu
BL11145 Cuctema odranbmenorivka Mikpoxipypriuna
Stellaris Elite {(Anterior Delux Sys, V5- Stellaris Elite (Delux Sys, V5-2.5K am
2.5K) nNepeaHBOro Biapiska)
BL14455 Stellaris PC Sys, V5-7.5K CucTema opraneMonoriuna Mikpoxipyprivua
Stellaris PC Elite, V5-7.5K
BL15455 Stellaris Elite (Posterior/Combined with | CucTema odransMonoriuna Mikpoxipypriuna
Laser model) Stellaris Elite (3aana/komGiHOBaNa 3 NasepoM
MOJENb)
BL5631 23G Vitesse handpiece 175+ESA HaxinuisHuk Bietec 23G, 175+ESA
BL5631L 23G Vitesse handpiece 225+ESA Haxkinuisruk Bietec 23G, 225+ESA
BL5631TD 23G Vitesse handpiece 255TD + ESA Hakinuisnuk Bietec 23G, 255TD + ESA

Hara nignucy:  11.08.2021 p. Tepmin aii: 10.08.2026 p.

Micue srnaui: M. I A
/ Date of signing: 11.08.2021 Valid vneil: 10.08.2026

Place of issue; Ky Fiffa

/ Menenxep 3 MuTaHb PerioHanLHOro po3euTKy, Kaninosckkuli JI.B.

Hasea nocagu, T11G:
Pasition, Full Name:

Tlianvec y moBHOBasWH:
Signature of the Authorized P

Hara: 11.08.2021 p. Pepaxuia: 2 Cropinka 23 2
Date: 11.08.2021 Version: 2 Page 2072




