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Big 09 motoro 2022 poky

Bux. Ne 4/ g;’

[epxcasna cayyucoa YKpainu 3 nikapcoKux
3ac00i6 ma KOHMPOJIO 34 HAPKOMUKAMU

03115, m. Kuis, npocn. Ilepemocu, 120-A

L[000 GiOKIUKAHHS MEOUUHUX UPODIE

ToBapuctBo 3  oOMmexkeHow  BianoBijaibHicTio  «Kpatis ~— MearexHikay
(inentudikamiiiauii kox ropuauuHoi ocodbu: 38670845, Micue3HaXOIKEHHA OPUANYHOI
ocobu: 04107, m. KuiB, Bys. barroBytiBcbka, 0ya.17-21, Ykpaina) sk YNoBHOBaKeHUMN
npejacraBHuk BupoOHuka KynepBixkn Maunydakrtypinr Jlimiten (KynepBixkn) /
CooperVision Manufacturing Limited (CooperVision) (Micue3Haxo[IKeHHs OPHIAYHOL
ocodu: Cay3s Iloint, Xamba, Cayrremnton, CO31 4P®, Benuka bpuranis (Xamomn, CO31
4P®, Benuka bputaunisi) / South Point, Hamble, Southampton, SO31 4RF, United Kingdom
(Hamble, SO31 4RF, UK)) na niacrasi nosipeHocti Bijg 19 uepsus 2019 poky, nosigomiise
HACTYITHE.

Hamu, sx YNOBHOBa)K€HHUM MpPEICTABHUKOM BUpPOOHMKA, OTpUMaHa iHgopmaliist Bij
BUpPOOHHKA 100 BIJK/IMKaHHS 3 PUHKY MeaudHoro BupoOy «lIpogykr mist porusny 3a
KOHTaKTHUMH JiH3amu Xaif-Keay.

Biamoigno 10 Bumor cr. 8 3akoHy VYkpainu «IIpo 3aranpHy Oe3neuHiCThb
HEXapuoBOl MPOAYKLi(», 3 MeTow i1HQOpPMYBaHHSA CIOKHMBayiB Ta Oe3mevyHoro Ta
e(eKTUBHOTO BHUKODMCTAHHS 3a3HAa4eHUX BHIIE MEIUYHUX BUPOOIB, mnpocumo Bac
po3MicTuTH Ha caiiti Jlep:kaBHOI ciayxOu YKpaiHH 3 JiKapchbKHX 3aco0iB Ta KOHTPOIIO 3a
HapKOTUKaMH iH(GOpMaLIiIO M0N0 BiAKIMKAHHS MEIUYHUX BUPOOIB.

Indopmanis nHaseneHa y TTOBIJIOMJIEHHI npo npoaykuito, ska He BiAIOBiJIa€
3arajibHiii BUMO3i 1100 O€3MEeYHOCTI NMPOIYKIT

Honarok:
1.  TIOBIJIOMJIEHHS mpo mpoaykiiito, sika He BiJOBiZa€e 3arajbHiid BHUMO3i

11010 Oe3MevHOCTI MPOIYKINT — Ha 3 apK.
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TOB «Kparis MearexHika» \\&K\L\/ 1 LIO. bypueBa

(nocana) (nig;in:ijc) S (iWifiany Ta npi3BuLLE nocanoBoi 0cobu)

AT
ey



NOTIFICATION
about products that do not meet the general requirement for products safety
rNoBI4QOMIIEHHS
npo npodykuyito, ska He sidnogidae 3azanbHili sumMo3i w000 besnedHocmi NPoOYKUii

February 9, 2022 / 9 niotoro 2022 p. Ne RECO031
(date and outgoing registration number)
(8ama ma suxiOHul peecmpauiliHull Homep)

j Manufacturer (distributor), full name ; CboperVision Manufacturing Limited

I Bupobruk (poanoectodxyeay), nogHe
| HaliMeHy8aHHs

South Point, Harhble, Southampton, S_&;{ 4RF, United
Kingdom

Ac]dress of the manufadturer (distributor)
il Adpeca supobHuka (poanoectodxysaqa) i

e

i Manufac;c.ﬁ.rer (diétribdtor) code accarai-r-lé _: NA -
Il to USREOU

; Kod supobHuka (po3noectodxysaya) 32i0HO 3
| eaprrioy

T

| Contact Lens Care product Hy:Caré
MpoaykT Ang Aornsay 3a KOHTakTHUMK NiH3amu Xain-Kea

Name of product (full name, type, brand,
| trademark)

Hasea npolykuii (noeHe HaliMerysaHHs, muri,
8u0, Mapka, mopeaoeeibHa Mapka (moeapHulii
| 3HakK)

Code according to UCGFEA (in the
presence of documentary evidence of
classification of goods according to
UCGFEA for products of foreign
production)

Kod 3zidHo 3 YKT3EL (3a HasigHOCMi
OOKyMEHManLHo20 NidmaeepoXXeHHs

=|‘ knacugbikauii moeapie 32id0Ho 3 YKT3E/L] dns

| 3307 90 00 00

npodykyif iHo3eMHO20 8upobHUYymMea)

i @nepBixH TNewc Ké"a_b”J'IiMiT-en,-}OHiT 8 Meitc iH,qaCTpian

| Location of manijfa_c_tﬂ_ring k
il EcTeiiT, Meiic IleitH, Ewudopa, Kent, TH24 8EM, Benuka

i| MicuesHaxo0xeHHs gupobHuumsa

[ Country of origin code (according to
DSTU ISO 3166-1:2009 (code Alpha-2)
Koo kpaiHu-eupobHuka (32ioHo 3 JCTY ISO
3166-1:2009 (kod Anbgpa-2)

_|-'Quantity of pfodudidn, batch number Affected Products shipbéa to Ukraine
| (only for batch of products)
| Kinbkicms npodykuii, Homep napmit (minexu i imnopToBaHa B YKpaiHy:

Onst napmii npodyKuir) E

Lot Number | Bottles Quantit
gg:[;t:lss Q)\;Oa::;?-iz Home_p KianiCT_b d
napril dnakcHie
i 160751 840
163041 1656
F 60ml (M) 164292 1848
% 166522 588
j 168206 252




169111 1080 h
170514 732
171576 1632
160008 2400
166691 1008
A0 {) 169160 1008
169975 504
163245 1080
163580 1008
| 164919 984
5 250rl () 164935 2502
168681 1008
F 169447 696
170578 1008
171551 1896
| 160835 960
163176 2880
| 163545 1392
164478 1104
360ml (M) 165648 1992
166487 2088
| 169271 2208
169813 1920
171982 3072

Information on supply chains of relevant
products

i IHhopmayis npo naHyro2u NocmayaHHs

| 8idnoeiOHOT NpodyKui

g]

l Limited Liability C_o—mpany «Grand Retalil Company»
ToBapucTBo 3 oOMeEXeHO0 BignoBiganbHicTio «'paHg Pitenn
KamnaHi»

|a Does not meet the requirements of (title

| and relevant provisions of regulations)

| He gidnosi0ae sumozam (Hazsa ma gidnoegioHi
! TOMNI0KEHHS] HOPMaMUBHO-IPABOBUX aKmie)

Does not meet the requirements of items 1,3,4,7 of Annex 1 of
Technical regulation on Medical devices approved by Decree
of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.
Our quality testing has determined that the product may not
offer appropriate ievels of disinfection in some circumstances
against high levels of a particular yeast organism.

He eignosigae Bumoram n. 1, n. 3, n.4, n.7 Joaatky 1

i| TexHiuHOro pernameHTy LoA0 MeauvHuX BUupobis,

| 3aTBepmxeHoro MoctaHoBoto KabiHeTy MiHicTpie YkpaiHu

i Ne753 Bin, 10 xoBTHs 2013 poky.

il Halwe TecTyBaHHS SKOCTi BUSHAYMIO, WO NPOAYKT MOXeE He
3abe3neyvyBaTi HAaNeXHoro piBHA AesiHdeKLii 3a geskux
o6CTaBWH NPOTU BMCOKOrO PiBHA NEBHOMO APIXAXKOBOIO
opraHismy.

Measures taken to ensure product safety
| Bxumi 3axo0u i3 3abe3neyerHs besneyHocmi
| npodykuir

| Voluntarily recall of the product from the market, aithough no
|| complaints have been received and there have been no
| confirmed incidents attributed to inadequate disinfection, we

| are acting out of an abundance of caution.

HobpoBinbHe BUTyYEHHs1 NPOAYKTY 3 PUHKY, Xo4a He
HaAX0AUINOo cKapr Ta He Byno NigTBepAXeHUX BUNaaKis,
MOB'A3aHMX i3 HEAOCTATHLO Ae3iHMeKUIEo, M1 LiEMO 3
| BENnuKo 0BepEeXHICTHO.

=




:j Information on any restrictive (corrective)
measures taken in relation to the product
Bidomocmi npo 6y0b-9ki 8xumi o0bMexyeansHi
(kopueysanbHi) 3axo00u cmMoco8HO NPOOYKUiT

.Restrictiv_e measures — voluntarily recall of the product frc;m the E.

market, although no complaints have been received and there |
| have been no confirmed incidents attributed to inadequate Il
| disinfection, we are acting out of an abundance of caution.

| OBmexyBarnbHi 3axoau — AOOPOBINbHE BUNYYEHHSA NPOAYKTY 3
| PUHKY, XO4a CKapr He HaAxoauno Ta He Byno NIATBEpAXeHNX |

IHUMOEHTIB, NOB'A3aHUX i3 HELOCTAaTHLOIO Ae3iHdekuieto, My '
| IEMO 3 BENKOO OOEPEXKHICTIO.

If the product poses a serious risk, the
notification shall also state:

Skwio npodykuisi cmaHoeume ceplio3Huli
PU3UK, y N08ICOMNEHHI MaKoX 3a3HayacmbCsi:

i =

low risk
HWU3bKUIA PU3NK

full description of the serious risk
rosHutli onuc ceplioaHo20 pusuKy

other information needed to track
the origin of the product and its
circulation

iHwa iHgpopmauyis, HeobxidHa ons

ma ii obigy

8idcmexeHHs NoXo0xKeHHs MPodykuii ||

measures taken to prevent the
risks posed by products to
consumers (users)

3axodu, exumi 3 Memoio
3anobizaHHs pu3uKkam, sKi
cmaHosumb npodykuist 0nst
cnoxueadis (Kopucmyeavis)

6ther product infc;rmation that
does not meet the general
product safety requirement

He gidnosidae 3azarnbHill UMO3i
wiodo besneuHocmi npodykuir

-

iHwa inghopmauis npo npodykyito, siKa |

=

Senior RAQA Specialist
Cmapwud cneuianicm

3 gKkocmi ma peaynsmopHUX numatHb
(position)
(nocada)

Chris Dawson

Kpic [oycoH

(initials and surname of the official)
(iHivianu ma npissuwe nocadosoi ocobu)

(signature)
(nidnuc)
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