


Jorotim I'CK

Ceprudikar Bigmosinnaocri
Jata Bumaui ceptidikara

23 rpyaaa 2022 poky

KHM BHOAHO: Cropinka
«I'CK Jlaurapsam: 131
(GSK Dungarvan)

Itroran Poya, Jlarrapsan,
I'padcTrO BoTepdopa, Ipnanmia
(Youghal Road, Dungarvarn,
Co. Waterford, Ireland)

Tem.: 353 58 20200 Pakc: 353 58 20363

Ipoaykt: xpeMm Kopera ExcTpa CrnbHIGI HeHATpansHHEA cMak
(Corega Extra Strong Neutral Cream) 40r
Koa mpoaykry: 60000000105301

Punok: Vkpaina

Texnoaoriuaa penenrypa Ne: IR1183

OcHoBREHR ToKkyMeHT No: CPSO532FP

3asiBa npo ceprudikaniro:

Bunpobypanusa miel cepii npoaykry OviIH IpoBefeHi B IOBHOMY 00CA3l IepcoHANOM clOyXOH KOHTPOI SKOCTL Ha
JLTBHHIN 3 BHpoOHHNTBA 3ac0obiB TiTieHn poTosol nopokHHHI «GSK OC» (JaHTapBaH) T8 WiATBSpIACHO BIAOBIIHICTE
BIIMOTAM BiJOBiIHOI OCHOBHOL AOKYMEHTAIIil. Beie JOKYMEHTAILIO, IO MaE BLTHOIIEHHS A0 1Ii€l cepil mpoayxuii, Ovio
TIOBHICTIO TEPEBipeHO BiAMOBiJaMbHIM HepcoHanoM. OpITiHAMI JOKYMEHTAIN] Pa3oM 3 apXiBHIMII 3pa3KaMH cepil

30epiTaloThCA B ApXiBi CITy:KOII KOHTPOIIC AKOCTI HA 3aBOAL 3 BIpoOHHITEA 3aco0iB TirieHH poToROl mopoKHHAR «GSK
OC» (laHrapsa).

[T miATBEpAAYIO, MO 15 Cepis IPOTYKIT Moxke OYTH BINYIIEHa ML IPOAaKy Ha PIHKY.

Cepia Homep: R74F

TepMmiH npHEAATHOCTI: 11/2025 JaTa BupodHHITBA: 12.2022

fminmmic/

Cassandra Ferncombe

VroBHOBaXKeHa ocoba Biaaiay 3abesmedeHHA
AKOCTI
Jarta: 23.12.2022

BipHICTh IepeKTaTy 3aCBiIUVIO

Menemrep 3 axocti Komogeako A.




3HIMEHEA € ZOTPUMAHHS BUMOT, BCTAHOBIGHHX HAHMM BHCHOBKOM 38 PO3YALTATAMK BHNpoOyBaHbL HaNaHHX
3ASBHHKOM 3paskip; za0eancvucHHA YMOR TPRHCTIOPTYBamHA, 30epiranis Ta peanizauil npogyxil, nepeadasennx
BUMOraM# 1 pexoMeHIalinMy BEPOOHMKA, 3BIILHEHY Bif BMICTY YNAKOBKY YTHABYRaTH 4K nobyTon! BIAXOAH

3a pesyasTaTamu Jepwmanusi camitapuo-emimemionoritwnol excmepriin ob'ewr excmepruzn Kpem an
fpircaity syOuux nporesiz Kopera Exerpa Cuneaumit Knacuunnli (Corega Extra Strong Classic denture fixative
creamy); Kpem s ¢ixcand? syGuux mporesie Kopera Bxcrpa Camsrmit Coiwuit omak (Corega Extra Strong Fresh
denture fixative creams); Kpem mumm divcauil syGuax mportesis Kopera Excrpa Cumsanit Hedtrpansumii  omax
{Corega Extra Strong Neutral taste denture fixative cream)., 2a HaganuM 3aJBHHKOM 3PA3KOM BIAMOBIAAC BUMOTAM
FHO%Oro canivapHore 3aKCHUHABCTRA YRpalud | 38 yMOBaMM JOTPHMAHHA BEMOI HROIO BHCHOBRY MOXe Gyry
srxopucranail B swisinesill cdept 3scTocypanns,

Tepmin apyaaraocti rapasTosanuil BHpobHUKOM,

3]

Indropmaniss moge ernxersn, HcTpykmil, mparia romoe Jannii pucHoBOR e MoXe OyTH BEKOPHCTAHMI ARS
PERIIAMEA CTIoAGIEuAX. srocted oflexra excreprisy, ETurerka YEPATHCHKOO MOBOK HOBKHNAE MICTHTHCE Ha KOmEHIH
TapHill OFMHUT OpORYKIT; MapKyBasHs 2XIHCHIOBATH Y BIANIOBIAHOCT] 3 JIOUHM 3aKoHoaancTROM Yipain

Bucronox pificnnii 1°31h poKiE

Bianosizas s HicTs 38 JOTPHEMANET BHMOT HEOTO BHCHOBKY HEC? SuABHIK,

Hokasnggu 683113!{11, ARi HILSITRIOTE RONIPOII0 Ha KOP}LOHii l‘zigzmme ICHeANLOMY ,E{D'KYMEH"I‘aJZf:u!-l"ﬁMy
HOHTDOI,

Tloxaznnxn Desrrexn, AKi NiNSrawETh KOHTPOA0 npy MurgomMy odopmienni: niaras KOHTPORIC B 30HAX
MHTHOTC KOHTPOJIKY HA MHTHIM TepHTOpil YV Kpai.

Tlorounnii gepmannnii caniTapso-emizeMicAoTiunn Harasg IHCHIOCTHE IVIAN0 3 BEMOrAME NLOFO
BHCHOBKY! BHGIPKOBO, HA BLIIOBIAHICTE BCTAHOBICHIM MOHITHEM KPHTEDImM Tesiierin IHASKS TOAPpasHionyol
AT wa camzopi ofomomiu - O Oamie; emicT Mesodineiux  aepodHuX Ta  QaryARTATHEHO-aHACpOOHUX
mixpoopragismiz < 100 KYO v 1 v/xyG.om; rpufn popy Candida ta nwricenesi rpuby, KVO B 1 r/xyB.om -
sincyrtai; pumict Staphylococus aureus 8 1 ¢ npojyr! - sigeytui;  maroresnt enrepobarrepii 8 1. npomyridl —
sipcyTHi; Pseudomonas aeruginosa B Ir. aponyrisl — sifcyTHi, Bianopinuo go sumor HCaulliHy Ne 2.2.9.027.99
“Cantrapi npaswia 1 sopmu Gesnexy nponyxiil mapdymMepro-koeMerasHol npoMucionoctl. Jdepwanal camirapui
fpaskna Ta Hopuw, Permamesry Ne 1223/2009 Esponeiicskoro mapaaMenty Ta Pagm Espocorossy «lipo
KOCMETHUHY NPOXYKIIION T4 38 BHKOHAHHAM YMOB BUROPHCTAHA

Kowmicin 3 peprasuof canirapro-eniemionorivaof ekeneprasu npr M. Kuis, sByn. Pepols OBopomn, 6, Ten
rofgopHOMY  HOpWaBHOMY  caHitapwomMy  sdxapesi  Vepafum 258-47-73

Hayrosoro newrpy npesexrmsaol Toxcuionorii, xapuopol Ta
xisiusol Oesuexy imeni axagemiva JLLMensens Minicreporea
OXOPONK IAOPOB'T YKpaiun

{ralineoy A, MICHOIREX0RCHIB | renedion, dare, c-mail,
refi-calin}

TIpoToRon eRenBpTHIN No 15/5-A-1091-21 sin 09.06,2021 p,
{ M xzpﬁmr{7 HaTa Horo JETHeRIReH )

. (. wg""” Sy
Tomopa excreptHol Komicii, sacrymwy CTOPAL L Lt fwﬁa
Hayrosoro uenrpy i b bobrmbosa 0.0,

{ininianmn Ta npispnme}
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Jlororun I'CK

Ceptudikar BinnosigHocti

Kum Bupano: Hara Bugaui ceprudpikara
«I'CK Jlanrapean» (GSK Dungarvan) 26 tpasns 2021 poky
Hioran Poyn, Nanrapsan, I'padycrso Botepopi, Cropinka

Ipnannis (Youghal Road, Dungarvan, 121

Co.Waterford, Ircland)

Tei.: 353 58 20200 daxc: 353 58 20363

[Ipoayxr: xpem Kopera Exkcrpa Cuneunit Helitpansnuii cmax
(Corega Extra Strong Neutral Cream) 40 r

Ko npoayxry: 60000000105301

Punok: Ykpaina

Texnomnoriuna penentypa Ne: IB1183

OcnoBunii fokyment Ne: CPS0532FP

3asiBa npo ceprudikauiro:

Bunpobysauus wiei cepii npoaykty Oynu npoBefieHi B NopHOMY 0GCA3] MepcoHanoM Ciysomu
KOHTPOIO SIKOCTI Ha AUILHUILI 3 BUPOOHHUTEA 3acOBiB Tririenu poTtoroi nopoxuuun «GSK OC»»
(Hanrapsan) Ta nigTBepKeHO BiANOBIAHICTS BHMOTaM BIATIOBIAHOT OCHOBHOT JlokyMenTallii. Beio
JIOKYMCHTALIIO, 110 Ma€ BiJHOMIEHHN 10 i€l cepii npoaykuii, 6yno noeHicTIO [eperipeHo
BiANOBIanLHMM TIepconanoM. Opurinanm JIOKyMEHTallli pa3soM 3 apXiBHMMH 3paskammu cepii
30epiraloTees B apxisi ciysk6u KOHTPOJIIO SIKOCTI Ha 3aBOJI 3 BUPOOHMITEA 3aC06iB Tiriciin poToBOT
noposkunnn «GSK OC» (Jlanrapean).

Llum niaTBep/Kyro, Wwo 1s cepis MPOAYKILT MOKe OYTH BUNYyIIGHA [UTs NPOAaNKy Ha PHHKY.

Cepist nHomep: YC3H
Tepmin npugarnoceri: 04/2024 Hara supotuunrsa: 05/2021

/mianuc/

Paul Barry

YnorHosazena ocoba ity 3a6eaneuenns skocri
Y

Jlata: 26.05.2021

BipuicTs nepexnay sacsiguyio o

Cuienianict 3 sikocti Beperosa X.
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Kpaiua-supobung Stéfﬁ;
Clocherane, Youghal Road,
Vorephops, lnnawia

Jansouk excneprasn anpremcrso ;
simosiganssicno ,UrakcoCwirionaiy - Xe patna, 02152, m. Kuis, npocnexr Hasna
Tuansn, 1-B, rem 044 585 51 85, draxe 044 3 Ik TPTIOV, 24588162

{RAPECE, MICHEIHAKDIDREHI, esedion, ags, E-mail, sed-caitr)
Jani upo wewrparr ua pocravanns ob'oxra 8 Yxpalny Ha nepenxontpakryitt ocnoni

Of'err  eRCHESPTHIN  BUIORIAAE  BCTAHORJCHHM  MeZHUHEM  Rpurepinm  fesnern/noxasunkaM:  3a
pesvabTaTAMM inewTRiail, ouiBKH PIBKY U 3IOpOR'S HACENEHHT, & TAKON PEIVALTATAMM Hepesipwn
{POIWHPEHOTO BOWTPOIIO) HBANAHOTO SABHMKOM 3paska ofexry eKCueprvs B Mokax cdepu akpeurai
{Atectar npo axperdrauio No 20375 sig 03.09.2019. sigposinse po samor HCTY ISVIEC 17025:2017), a
came: imgexe nogpasmowuoi i Ha comsont ofososin - O Oamie; smict sesodimbumx aspobuex Ta
daxyapraTHaHO-aHaepobHuX Mixpooprasisyis < 100 KYQ 8 1 p/ky6.oum; rpufu pogy Candida ra muriceneni rpuby,
KYO s 1 i/syd.om - sigcyrai; smicr Staphylococas aureus 8 1 v nponyintii - sineyrsi; navorenst eurepobaxrepii v
Ly, poayknil — sigeyrsi; Pseudomonas aeruginosa s 1r. npoxysuil — sigeyrad, sianosigno po sumor JACanlliHy
Ne 2.2.9.027-99 “Canirapri npassina i popmu Seanexn nporykudl napyMepHO-KOCMETHMEOT IPOMHCIOBOCTL.
Hepssasui canitapui tpasuns ra vopmmws ra Pernanvenry Ne 1223/2009 Esponeficsxoro  napnamenty ta Papy
Epocoozy «llpo xoomernuny npopykuion.

Heobxignmyu  yMOBAMH  BHKOPHCTARNNBACTOCYBARAY, 30epPIFauHsS, TPAHCHODTYBAaMHH, Yruiisauil




SHINHCHEH €1 JOTPHMAHHA BHMOT, BOTAHOBICHMX JAHUM BHCHOBKOM 28 (E3VALTaraMy BUBpODYBAHE HaiaHHX
SARBHEKGM 3pa3kis; xafoxneuenns yMOBR TpanenopTysanng, sDepiraunsd 18 peanizanil npogyrudl, nepenfaysunx
BHMOTAMH | PEROMOHIRUIAMY BHPOOHIKE, 3RIILHENY Bl BMICTY YIRKORKY YTRIISYBATH 88 mofyToRi BRXOMM

Za poayiapraravmy gepxannel capirapao-enigemicgoriugel excneprian of'exy excmepymzn Kpem mox
dikcanit sySumx nporeriz Kopera Exerpa Cuappuil Kascwunuit {Corega Extra Strong Classic denture fixative
cream); Kpesm ana dixeandy ayGmux nporesis Kopera Excrpa Canstindt Cabrit omax {Corega Extra Strong Fresh
denture fixative cream); Kpewm man dixcaudi ayGuux uporvenis Kopera Excerps Cunsemit Hettrpampauit  omax
{Corega Exira Strong Neutral taste denture fixative croam)., 3a HEA2HEM SEEBHHKOM 3PAZKOM BIATIOBIIAE BUMOTaM
JBOROTO CREITAPHONO SRKOHOMABCTBA YKPalHu 1 38 ¥MOBAMH HOTPHMAHHS BUMOD HEOTD BHCHOBKY mome Dy
suropreranusd & agasuaenidl cdiepl 3acTOOYRARHA,

Tepmin UpHARTHOCH TAPIHTOBAHUN BUPOOHHKOM.

Indoprmanis mogo ernkersn, iHerpyrail, npapni romwe Japult sucaoror He Moxe Oy BUKOpHOTaRNHA g8
PEKIAME CIMKUBIMK sxocTel nb'exta excnepTid. BErurerka yrpalHOLROID MOBOIY NOBHHNA MICTHIHCD HA KORRIH
TapHill QAR HPORYKUIT MaPRYRaRIS SXIHCHIOBATH YV RIAHCRIANOCT] 3 JIDYIM 3aropoaascTsoM Yrpaln

Bucnosor aiftennst o' wrb poxis

BianopigasanuieTh 38 AOTPHMAHNEA BHMOT HHOTO BHCHOBRY Hece 3asiBHEK,

Torasnnen 5&3“9-!{!}, gt IART0TE KOHTPOIALG BA K{)pi!(lﬁi.‘ ’ﬁi,{{ﬁﬂl"‘afi BONERLIGIHOMY HOKYMCHTARLHOMY
KOHTROIKD,

Hoxasnuwn Sesneru, SRl HAMHCAIOTE KOHTPOMID DPH METHOMY dgOPMICHEL NIANIras KOHIPOIID B 30HAX
MUTHOTO KORTPOIIO B murtaill repuropil Yipainu,

Hovounni pepueanunil canbrapro-eniiesioaorianni sarmi sailcHocrnes i 3 BHMOTAME HbOre
BHCHOBKY! BHOIPKOBO, B3 BINTIOBIRHICTD BOTAHOBNCHM MONHUHRM KPHTEPINM GoCiHn BUICKS HOAPAsHIOU0T
Al sa comzonl obonoHxw ~ 0 Oanie; Bmicr MesodinbHux  sepofmux  ta  QAaRyARTATHBHO~aHaepoOHHX
mixpooprasissis < 100 KVYO 8 1 rixyB.om; rpuby poy Candida ra nnicenssi rpudu, KVO v 1 rixybom -
sigeyTil; paier Staphylococus aureus & 1 v upoayeudl - sixeyrsl; narorensi enrepoaxrepii 8 Ir, npogyiail ~
sigeyrul; Peeudomonas acruginosa s 1r. nponyrnil — sigeyrai, sznosigso xo suvor ACand iy Ne 2.2.9.027-98
“Canfrapui npasuaa i popumy Seanern npoxyeutil naphymepro-keeseTivnol nposmuciosocti. Jepuasul cantrapui
npapuna Ta HopMuy, Permamenty No 12232009 Eeponeffcskoro napuamesty rta Panw Cepocacsy «lpo
FOCMOTHYHY FIPOVKITID: TR 38 BHKOHAHHAM YMOR RUKOQHCTANHNS

o,

Konicis 3 gepskasuol cantrapo-enizemionoriunol excneprase npy . Kuds, wyir, Uepols Ofopouw, 6, yen.
PONORHOMY  JSPKapHOMY  cauiTapHoMy  mixaperl  Yxpaimm 258-47.73

Hayxosore HSHIpY DPOREHTHRHO! TOKCHKORoril, xapuomoi Ta
xistinpol Oesuexy ivest axagomixa JLLMensenst Minioreporsa
ONXOPOHM 3RCPOR'S YKpatau

{nafivenysauns, acapsuaxopsenng , wacdoy, dake, el
wed-oatin}
Hporogon exengprss Ne 15/3-A-1091-21 nig 09,06.2021 p.
{N& BpOTORDITY T HOTO THTRSPDRSHHR)

Fonosa  excoepruol  xomicl, 33CTYIHME JUPERIOP]
Hayrosoro nesrpy bobmirasa Q0.

{inbiany Ta BELBHNEY
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