}_’EEKE&PAEEE& HP{'} B’Eﬁﬁ’ﬁﬁﬁﬁﬁﬁ@ﬁf’h

Bupobunr: Staftord Miller (Ireland} Lid,

Clocherane, Youghal Read, Dungarvan, Co, Waterford, Ireland
{1&&58(& TH MICHRIRAS DRI, § il}f&l)ﬁﬂﬁiia}

HECHIGEPONCYE, IO UPODH MU
Tatnerky s oxsgsnms sy aporeais KOPELA bBio
Tabneorrs ans ommenss svinux npoteszis KOPRIUA Hoasifina Cana
{HaNBS PRy R}

RIHAC PHINKY b

SRT QUZOMOGIOBTCH Stafford Miller {Ireland) Lid,
Clocherane, Youghal Road, Dungarvan, Co, Waterford, Ireland
{rasnn 1R MicRET O RARRE RapoBHaIKY)
aopecu sUPOOHENHX MAROGHYHRIR:
Clocherane, Youghal Road, Dungarvan, Co, Waterford, Ireland

BIANUBIAAWTS  BEMoraM  TexXsivHoro perjaMenty moge  MeaMuREx  pupobis,
sarreprxenore Hocranopow Kabinery Minierpin Yrpaing sig 02.10.2013 Na7383.

TexHlyns JOKYMEHTANIR Ha MenuwaHud supi0 pospobneHa T4 RIPORIIDKSHS.

Hexnapatgo craadero na pidcmagi:
b Coprmhikar Ha CHOTEMY YOpasiisss sgicty signosixgo sumor IS0 134852016
Ne GB 19962008 pin 19032021 , wwsamilt no 19032024

2. Cxpr‘zitbma*r BLITTOBLIHOCT] 3\6 VA TR.O39.255 sin O3 03.2020 , umnaull no

25,01.2023  mono 3abesnenenns PyHKUIOHYBanuS KOMIIGKCHOT CHOTEME YUPARIINHE

sxicrio susvorad  Texuigsoro periaMenty wopo Meppssus supoGis, Honarox 3,

REKIISoun yasry 8-11;

Cepradixamn sunane OC/OO0B Al "V;\pamc&mn Memwaanl  mentp cepradikamil”

{(momep npuzpasencro oprany Ne UATR.039, arecraru axpenmramil No 10101 ta Ne

SOR).

Yuoenoenacennii npedcmasnur eupotnura ¢ Yepatwi:  TOB ol naxcoCOminKuatin
Xenexep Wxpetin T.OB.» |, agpeca: 021 152, . Kais, npoer. Tasna
Tuansu, |-B_ (siumosizse go Jlorosopy Ne MD4-7/2019  nix

Bignopizansricts 38 gooTosipHioTs Haganol mdopvanil Hece supobHuk.
o Rt

Houe H Y.

{uipnnc/signatirg) {IE)
22.03.3021 ale o _19.03.2034
(sara)

Cropiska 13 1




VKPAIHA
JEPIKABHA CIIYKBA YKP

Ne 13432/2013

Menuunuit Bupi6
”i‘afixe*m;i JUTS OYHCTRH 3yOHIX 1T oresis KOPET'A Bio

SR ediEore cupedy, BN, R, aopRE mege

Ha

saae Jesmsaw

B Jloparky no panoro @Emﬁn’ma

PR RS RE a

Bupobrux

STAFFORD MILLER (IRELAND) LTD.
Clocherane, Youghal Road, E}uagmaﬂ (;‘0 Waterfmd §re§a§}c§
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Yxpainu 3 mixapcekux saco6is Big 30.12.2013 Ne 1812 srecennit no JlepxaBHoro peectpy

MEAMIHOT TeXHIKY T3 BHPOOiB MEAUYHOrO NPHIHAYEHHS | JO3BONECHHHE I 32CTOCYBAHHS Ha
repuTopil Yrpaiam.

Crpox aif esigonrsa peobmexennii
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3, 3&32&&{& 3 Bin 30.12.2013
e3in KOPEDLA Bio.
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3 Home
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YKPAIHA
,HEP)KABHA CJIY}KBA YKPAIHI/I 3 JIIKAPCI)I{I/IX BACOBIB

Ne 13432/2013

Menuunuit Bupiod :
Tabaerkn aas ounctku 3younx nporesie KOPET'A bio

HA360 MEOUYHO020 UPOOY, NN, GUO, MAPKA Moo

Ila

Knac 6esnexu

B logaTky 10 nanoro Ceizoursa

HOMep 321010 3 KAMAN020M

BupobHux
STAFFORD MILLER (IRELAND) LTD.
Clocherane, Youghal Road, Dungarvan, Co. Waterford, Ireland

HAUMEHYeans Kpainu-cupoOGHUKaA, MiCe3Haxo0diceHHs supobHUYmMea
0 BIANOBifac peecTpallifHUM Matepianam, 3rigHO 3 Hakazom Jlep:kaBHOI ciyx6u
VYkpainu 3 Jikapcbkux 3aco6iB Big 30.12.2013 Ne 1812 BHecenuit mo JlepiaBHoro peectpy
MEIUYHOI TEXHIKM Ta BUPOOiB MEIMYHOTO IPHU3HAYCHHSI 1 JO3BOJIEHHUI [N 3aCTOCYBAHHS Ha
TepUTOPIi YKpaiHu.

Crpox aii cBiZonTBa HeoOMeKeHnit
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TIOJTATOK

Honatox Ne 1
1o CeimonTsa

no CeimonTsa npo aeprkaBuy peectpaniro Ne 13432/2013 Bin 30.12.2013
Tabnerku mnsg ounctku 3youux nporesis KOPET'A Bio
BupoOuunTea STAFFORD MILLER (IRELAND) LTD. (Ireland)

in strips

Ne | Karanoxuani Hazea moaudiranii MmenmaHoro Bupooy Haszpa moaudikauii MeanyHoro Buposy
3/m HOMEp : AHLJHCHLKO0I0 MOBOIO YKpaiHCEKO0K0 MORBOK)
1. | MFC51008 COREGA® Bio Tablets, cleanser tablets N 30 | TaGieTku 1iis 04MCTKE 3yOHUX MPOTE3iB
in strips Kopera bio Ne 30 B cTpunax
2. | MEC51008 COREGA® Bio Tablets cleanser tablets N 136 | TaGnetku mwist oaucTku 3y6HEX MpoTesis

Kopera bio No 136 B crpumax

Iepumii 3actynuuk T'oaoBu

Hepkiaikenyxou Ykpainu S
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Uepernan s aprAACREOT MOBH 1 YEPSIHCRLY MOBY

HAERIAAPALIA PO BUOBIIHICT,
MEJAYHY BUAPOLIE M 7

Bupotune: __«Crabdop Miprep (Ipnanais) gy (Stafford Miller (hreland) Ltd.)
| Ynoxepan, Srxan Poya, Hanrapsay. rpaderno Y orepdiopi, Iprannis
(Clocherane, Youghal Road. Dungarvan. Co, Watertord, lreland)
{B,&MME}H}/B:{H}M Ta MICHBSHIRY O pKETR z.sponmma }

nidmaepdicye, wio Mednuil supobu:
KOPEDLA Bio (COREGA Bio), raGuerky s o4niienns 3yOREK BpoTesin

(Haspa MEEMHRIY BUPOGIR)

e GeIern: b
suppbneni xomnanicie: «Craddopn Minep | (Ipua}mm) Jlra.» (Staltord Miller (1 relfmd {ad.)
Kroxepan, frsan Poyvr, Jawrapsan, rpaderso Yorepdopi, Ipnamia
{Clocherane, Youghal Road, Dungarvan, Co. Waterford, Ireland)
{H"H’viEHyBEHH?’ Ta wic CUC3HANGHIKCHA Byzpommm)

Adpecy supoBuuunx Oinsiuus:
Kanoxepan, Srxan Povi, Haurapsan, rpadicree Yorepdbom, Ipnamis
{Clocherane, Yourhal Road, Dungarvan, Co. Waterford, Ireland)’

winnoBinaeTe Bumoram Texsianore peryamenyy oMo Meansnns supolie, 19 rsepuEenoro
Hoeranosois Kabinery E‘«‘Eiﬂ.iwpiﬁ Ywpainn Mo 753 sing 02.10.2013.

T ”X}'UL}H‘{ JOKYNCH mm Y IO A0 ME‘,.],I/I‘IHH"{ BHPOUHB pO’}pH(WkUO 1A 3apoBajieHo.

Aewnupanin nid2omosiens 1a 0CHeeE: .
1. CeprudixaTa Ha cucTeMY YIOPaBIiHHS SKICTIO Bimmopiaso no wumor [50 134852016
Ne GBI10/81834, sunanoro: 29.03,2018, aificaore no: 12.03.2021;

2, Ceprudirara upo BUNIOBIAHICTS Ne UALTR, 039255, supanoro; 26,01.2018, xiicuore jo:

25.01.2023, crocosuo KoMTitekcHol cucrvenmu sabesneacaas axocri sizposiane go Hopargy 3 1o

T eXBIMHAX BUMOT 00 MeXuyanx Bipobir, 3a pumsaTkoM TynkTis 8§—11;

Cepradinar suypane HO Il «Yxpaincoxuft wenmynuil negrp ceprudiandi».  Homep
Horudixosagoro oprany: UATR.039, Ceprudixary upo  axpemraiino
No 10101 ta Ne 80018,

Kommanin, o € ynosnosawwenum :ygeﬁcmamumm g Yrpaini: T20B _«UnassoCuirKnain

Kenexep IOxpern T.0.8.9, micuesnaxomenng: 02152, m. Kuis, npocuexr

Hagma Twumsan, 1-B  (sinuosizao  go  Jorosopy  Ne MD2-9/2016  sin

29.09.2016),
EH@O&%HK HTBEPIEKYE, 10 SATHAYCHA BHINE if'i(l)()li?l\/}ﬁalﬁﬂj € UPaBHIBIEN0.
Kopigmuy rpyni 3 perynsipaax fiurang, - (miprive/ ‘ Tapa Pou {Tara Roche)
Mepmayl supody {mharing {In™a)
Tteagria 13 grivsg 2018 p. Hiticua no 19 Genesun 2021 .

(nara)

/neuarral

Cropisra | 2
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DECLARATION OF CONFORMITY
FOR MIEDICAL DEVICIES No. 2

Manufacturer. Stafford Miller (Ireland) Ltd.
Clocherane, Youghal Road, Dungarvan, Co. Waterford, Ireland

(name and location of Manufacturer)

confirms, that medical devices:
COREGA Bio, cleanser tablets

(name of medical devices)

safety class: b

manufactured by: Stafford Miller (Ireland) Ltd.

Clocherane, Youghal Road, Dungarvan, Co. Waterford, Ireland
(name and location of Manufacturer)

Addressess of Manufacturing Sites: |
Clocherane, Youghal Road, Dungarvan, Co. Watertord, Ireland

meet the requirements of Technical Regulation for medical devices, approved by the
Resolution of Cabinet of Ministers of Ukraine No.: 753 of 02.10.2013.

Technical documentation for medical devices is developed and implemented.

The Declaration is prepared on the base:

f Certificate for Quality Management System according to ISO 13485:2016

requirements No. GB10/81834 issued: 29.03.2018 , expiry date: 19.03.2021 ;

2 Certificate of Conformity No. UA.TR.039.255 issued: 26.01.2018 , expiry date:

25.01.2023 for Full Quality Assurance System according to Technical Regulations on

medical devices, Annex 3, excluding items 8-11;

Certificate is issued by NB SE 'Ukrainian Medical Center of Certification'. The number of
Notified Body: UA.TR.039, Accreditation Certificates No. 10101 and
No. 80018.

Authorized Representative company in Ukraine:  TZ0OV «GlaxoSmithKline Healthcare
Ukraine 0.0.0.», location: 02152, Kiev, Pavla Tychyny avenue, 1-B
(According to Agreement No MD2-9/2016 of 29.09.2016)

The Manufacturer confirms that the information above is correct.

R D)
Regulatory Team Leader - oo Kool Tara Roche
Medical Devices (signature) (Name)
13 Apr2018 Valid till 19 Mar 2021

Seal (date)

Page 1 of 1
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Ilepexnan 3 anriiiicekoi MOBM Ha yKPaiHCBKY MOBY

NEKJIAPALA IIPO BIATOBIAHICTD
MEJMYHUX BUPOBIB Ne 2

Bupoonux: __«Crapdopn Minnep (Ipnangis) JItz» (Stafford Miller (Ireland) Lid.)
Knoxepan, Srxan Poya, Janrapsan, rpaderso Yorepdopa, Ipaannis
(Clocherane, Youghal Road, Dungarvan, Co. Waterford, Ireland)

(HaliMeHyBaHHS Ta MiCLE3HAXO/PKCHHS BUPOOHHMKA)

niomeepoHcy€e, ujo MeOu4Hi eupoou:
KOPET'A bio (COREGA Bio), TabieTku JyIs OunIieHHs 3yOHNX IPOTE31B

(HazBa MeJUUHUX BUPOOIB)

KJac 0e3nexis: 1Ib

supooneni komnanicio: «Crapdopa Mimrep (Ipmangis) JItm.» (Stafford Miller (Ireland) Ltd.)
Kitokepan, SIrxan Poyn, Jlanrapsan, rpaderso Yorepdopu, Ipaanmis
(Clocherane, Youghal Road, Dungarvan, Co. Waterford, Ireland)

(HaiiMeHyBaHHsI Ta MiCLE3HAXO/PKEHHST BUPOOHHKA)

Aopeca eupobnuuux oineruyb:
Kitokepan, Srxan Poya, Jlagrapsai, rpadctso Yorepdop, Ipianis
(Clocherane, Youghal Road, Dungarvan, Co. Waterford, Ireland)

BimnosinaroTs Bamoram Texuiumore perjamMenTy moA0 MeJmYBuX BHPo0iB, 3aTBEpPKeNoro
- Hocranosoro Ka6inery Minicrpis ¥Yxpainu Ne 753 Bix 02.10.2013.

Texuigay JOKYMEHTAIIIO [[0JI0 MEIUIHIX BUPOOIB PO3POOIICHO Ta 3aITPOBAIKEHO.

Jexnapayiio niozomoeneno Ha 0CHOGI:

1. Ceprudikata Ha cucTeMy YIPaBIiHHS SKicTIO BimmoBimHo mo BuMor ISO 13485:2016

Ne GB10/81834, sumanoro: 29.03.2018, aidicroro mo: 19.03.2021;

2. Ceprudikara npo BixmosigaicTs Ne UA.TR.039.255, Bunanoro: 26.01.2018, nmificnoro Jo:

25.01.2023, cTOCOBHO KOMIUIEKCHOT CHCTEMHU 3a0€3TIEIeHHS SIKOCT1 BiAMoBiIHO 710 Jlomatky 3 10

TexuiyHIX BUMOT 1010 MEIUYHUX BUPOOIB, 38 BUHATKOM MYHKTIB 8—11;

Ceprudixar Bumano HO JIT «Ykpaincekuit memmaauil nedtp ceprudikamii». Howmep
Hortugixosanoro oprany: UA.TR.039, Ceprudikata mpo axpeurariiio
Ne 10101 Ta Ne 80018.

Komnania, wo ¢ ynoenosascenum npedcmasnukom ¢ Yxpaini: T30B « maxcoCwmirKiraiin
Xenckep I0Oxpern T.0.B.», micnesnaxomkenns: 02152, m. KuiB, IpocexT
[Masna Twumnm, 1-B  (Bigmosimpo go  Jorosopy Ne MD2-9/2016  Bix

29.09.2016).

BupoOnuk miaTBepmKye, 1o 3a3HaueHa BHIIE iH(GOpMaIlis € MpaBuIbLHOIO.

KepiBHUK IPYITH 3 PETYISITOPHUX MTUTAHb - /miprmc/ Tapa Pour (Tara Roche)
Mennani BUpoOu (mignuc) (Im’st)
TTeuaTtka 13 xBiTHA 2018 p. Hilicua no 19 6epesns 2021 p.
(nata)
/meuarka/

Cropinxa 1 3 1

[leit mepexiaj] 3 aHrIicbKol MOBH Ha YKpalHEBEKY MOBY 3p0O0OJICHO MHOIO, Tiepekiiaiadem KineBoro

-

Baunepiero OnexcanipiBHOIO




Micro KuiB, Yxpaina, ABafaTh I ITOr0 Y€pPBHs JIB THCSAYl BICIMHAJIISITOTO POKY.
S, Dmagie M. O., mpuBaTHHI potapiyc KuiBCHKOTO MiCBKOTO HOTapiaIbHOIo OKPYTY,

3aCBiIayIo CHpaKHiCTh MJIIACY HepeKianaia Kimesoi Banepii OnexcaripiBHu, sSKuit 3poliieHo y

MOT# IIPUCYTHOCTI. ;
Oco0y mepekiajada BCTaHOBICHO, HOTo Jie3aTHiCTh Ta KBATi(iKaIlilo IepeBipeHo.

ifimo no cr.31 3axomny YKpaiHu «IIpo norapiar»
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- MEAUYHUX BUPOGIB.

OpraH 3 ouiHkK BignoBigHocTi [lepkaBHe NianpMeEMCTBO
"YKpaiHCbKMIn MeANYHUIA LEHTP cepTudikaii”
~ MiHicTepcTBa 0xOpoHM 300p0OB'st YKpaiHu

UMCC CEPTUDIKAT BIJJ.HOBIB,HOCTI

3a6e3nequH;| (hyHKLiOHYBaHHA KOMNAEKCHOI CMCTeMM

5 ——— == ynpaBnIHHﬂ AKIiCTIO
(Texmqmm pernameHT uono Mep,uqﬂux BMp06IB D,OAaTOK 3, Bukmoqaloqu nyHKTM 8- 11)

7 ~ NsUATR039.255
BupoBHuk: Stafford Miller (Ireland) Ltd. :
= 'Clocherane Youghal Road, Dungarvan Co Waterford, Ireland

= npoﬁyléuiﬂ: Ta6ﬂeTKl/I ana O‘-II/ILLleHHﬂ 3y6wa npOTe31B KOPEFA Blo y CTpVII‘IaX

NoSB No-136 = ——

= =~ = Knac: H6 3rmHo Llogamy ZTeXHILI'HOI'O pernameHTy Luog,o Me,qqumx

= BI/IpO6IB

CUCTEMY YNpaBRIHHA smcrre'/Ha eTanax pespoGKw Bmpdﬁa u,TBa i OCTaTOHHOI nepealme

BVIpO6IB BILI,HOBI,CI,HO ’,El =

02 102013 Ne 75;

3BiT:

Nata Bupaui:  26.01.2018 p.
Rivichnit po: 25 01.2023 p-

}H‘\“,\\}‘rl\”),““‘/\);\‘m)

== ~ KepiBHuk épratiy':‘;ouiﬂxu BiANOBiAHOCTI

NeGiaes M.C.

YuHHicTb cepTucbikaTa MoXHa NepeBipuTyH B 6a3i AaHNX OpraHa 3 OuiHKM BifMOBIAHOCTI (WWW.UMCS. org.ua)

OpraH 3 ouiHku BignoBigHOCTI [lepaBHe nNianpuemcTao "YkpaiHChkuii Mep,l/NHVIM LeHTp cepTudikauii” (4N "YML|C")
top. aapeca: 02160, Ykpaina, m. Kuis, npocn. Boss'egraHHs, 7-a; chakT. agpeca: 01042, m. Kuis, Byn. Yuropina, 18; Ten. (044) 285 83 83
MpusHayeHuit Ha npoBeeHHs PobiT 3 OLiHKY BiANOBIAHOCTI BMMOram TEXHIYHUX pernameHTiB
(Hakas Big 29.08.2014 N2 1044 MiHekoHOMpPO3BUTKY YKpaiHu, Homep npuaHayeHoro opraHy UA. TR.039)
AkpeauToBatuint HAAY Ha cepTudikaliito NpoAyKLil Ta cuCTEeM ynpaBniHHA akicTio (aTectatu akpeauTadii Ne 10101 Ta Ne 80018).
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