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JEPXITIKCITYIKBA
AEPXKABHA CJIYIKEA 3 JIIKAPCI;KP‘IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIiBCEKTI{ OBJIACTI

npocnext Banepia Jlo6anoscskoro, 51 » M. Kuig, 03110, Ten/axc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,hrtps-t//www.dls.rzov.ga. Kon €JIPTIOV 37078774

BUCHOBOK
PO AKICTL BBe3eHOro B Yxpainy aikapeskoro 3acoly

’

26.10.2020 Ne 54594/20/10

CYJIOKPEM
(naliveryBanng AiKAPCEKOTO 3acofy 3rigHo 3 PeecTpartidumm moceimuenaam)
KpeM AJid 20BHIIALoro 3acrocyBamus, no 125ry Hojinponizenosiil Gamowun; 3 KOHTPO.XeM
NEPmoOro BixkpurTa
{hopma BHITYCKY, MO3YBRHHN, BMI NEKYBAHHS Nikapcekoro 3acoby)

Howmep peecrpaniifioro nocsimenns UA/4451/01/01 crpox iy peectpaniifaoro nocsimenns 24,06.2021
Cepia nikapcskoro 3acoby Ne 136235 Kimsxicts BBeseroro nikapeskoro 3acoby 58296

Bupo6mux Tocapa ®apma Jlimiten, Ipnammis
(matiMenyparma BHPOGHHERA Nixapcekoro 3acoby, kpaina MOXQ/1¥EHHES)

Beeseno B Vipainy Torapucrso 3 o6memenoro BinosinaneHicrio "Tepa Vxpaina", inenr.

_xox: 34770471
(nadivenyRanns Ta kox 32 CIPIIOY 1opunwano ocobu a0 npiseHIte, iM's, 0 Gatekobi dizraaot

0co6H - nignpuremms, T Micne NpOKUBAHHA Ta peecTpaniiinuii HOMEp 067ikoBOT KapTku mnaThuxa
nozarxie abo cepis ta HOMep nacnopra)

Ipotokon Bisyanenoro konrposmo in 15.10.2020 n: 3479/5.

3a pesymnraramu ACPHABHOTO  KOHTPOMIO BCTAHOBJEHO, MO JiKapchkuil  3aci6  Bmeseno B Yipaigy 3
AOTPHMAaHHAM sumor 34KOHOAABCTHA MO0 3abe3meTe ns skocTi TKapchKyMX 3acofis,

3aCTYNHEK HavanbHuKa Bigminy
Hepxarnoi CIyx0H 3 IKAPCEKAX 3ac06in
Ta KOHTDO. T, 38 HapkoTuKamu y Kuirchkii

obmagri” .0
el 0% ni

(rocaz1oma oco6a OPIANY AepKaBHOro KoHTPOmO)

il




Popect Tocapa Numures
@unuan Tesa GapmaluesTrKan

s

GapmauesTuieckuil NPon3BcAUTE ML, Popect Tocapa umures, KOHUT 146 Bengoiin WrgacTpuen Wcteir, Mpana Poag,
Bengoiin, lybaun 13, D13 CD79 Ten: +353-{0)1-8321199 Email: info@sudocre

CeptudmKar KayecTsa

@:-marme npogyxTa: Cypokpem
CTpaHa npoussoauTens: WpnaHawa
CpaHa-umnoprep YKkpauHa
Homep perncrpaumonrHoro yaocTosepenna | UA/4451/01/01

Cnna pelAcTBuA/aKTUBHOCTL:

1 r Kpema cogepxuT: oKcug UMHKa 15,25%, 6ensunoswiit cnnpr 0,39 %,
benannbensoar 1,01%, 6enaun UuHamaT 0,15%

JlekapcTeeHHan ¢opma

Kpem 4na HapyKHOro npumeHeHus

Bua v pasmep ynakosku

125 r B BaHouKe

Homep cepuu: 136235

flata npoussoacTea: 19/08/20

flata okoH4aHua cpoka rogHocTH 18/08/23
Pazmep cepuu: 58296 ynakoBok

HasBawue, agpec u Homep nuuersun
npousBoguTeneit

Ha3Banue: Tocapa ®apma NumuTepn,
Agpec: OHUT 146 Benpoiin WHpacTtpuen Ucteiir, Bengoiin, Oybnun 13,
Wpnavaua

Homep nnueHsun: M00247/00001

Homep ceprudukara GMP:

Ne 25812 (npeabiaywmii 20561/M247)

* YacroTa Tectuposanus (1 CepUA B HeARNID, eC/IM NPOAYKT NPOKU3B0ANTCA)

OTKknoHeHus - *‘
Nokasartenu fonyctumbie Hopmb Pesynbrar aHanuaa

benbiit, romoreHHbIf Kpem, Ges BUAUMBIX MpUumeceli ¢

Onucanue CootseTcrayer
3aMaxom nasaHAhl

NaeHtndukaums:

LInHKa oknce MonoxkutensHas CootBetcreyer

bensunoseiit cnupt MonoxkurenbHas CootseTcTByeT

bensunbensoar MonomurensHas CooTeeTcTBYeT

beH3un ynHHamar MonoxkutensHan CooteerctByer

OTHOCUTeNnbHaA NAoTHOCTL 1,03-1,07 r/mn 1,06 r/mn

RonudectsenHoe onpesenenue:

Linnka oknce 14,50-16,00 % m/m 15,81 % m/m

benzunosuit cnupr 0,370-0,410 % m/m 0,399 % m/m

BeHsunGensoar 0,960-1,060 % m/m 1,014 % m/m

Bensun uuMHHamar 0,1425-0,1575 % m/m 0,1510 % m/m

Muknobuonoruueckas unctora* EBp. ®apm., n.5.1.4 He TecTupg, )
O6uiee KONUYECTBO a3POBHBIX Mi KPOOPraHu3amos; He ‘:\Jt.;e;?z;;;:? N
bonee 200 KOE/r S 7 W
OBLLEe KONUYECTBO APOXIKEBBIX U NNECHEBbIX rpubos: ’E_‘E@%
He Bonee 20 KOE/r =2 §HA
OvcyTtereue Pseudomonas aeruginosaslr yﬁFA

(kL e
Otcyteteme Staphylococcus aureus g 11 ":;:‘;ﬁ'}?%m;ﬁ
Otcytereue E. Colis 1 r “ .
OtcyTeraue Salmonella 8 10 r 00~
s

A 3aa8nA10, ymo npusedennas ebie uHgopmayus aeasemca nodnunHol u moyrod. 3ma napmus Gsina uszomosneHa,
SKAI0YAA yRnakosky, MapKUPOSKY U KOHMPOL Kadecmsa Ha VKA3GHHOM Bbiwe NPOU3E0OCMBeHHOM y4acmiKe (-ax), @
nonHoM  coomeememeuu ¢ mpebosanusmu  GMP  mecmuozo peaynupyiowezo opeaxa u cneyugukayuu &
Peaucmpayuonrom Ydocmosepesuu tmpater-umnopmepa. [lpomokonsl npoussodcmsad, ynaxosku u KOHMpons
Ka4ecmesa Goinu pOCCMOMPEHSI U NPU3HAHb] coomsemcmeyiouumu mpebosaHusm GIMP.,

Nms 1 foNKHOCTL NKMua, BbigaBuiero PaspeleHmne Ha BbINYCK CepUK

Eve Connors Mognuce

Mo3uumna: YnonHomoueHHoe nuyo

Ko puanyeckuit agpec: ykazanHbIi Boile, 3apernctpuposaHHbif 8 Jy6aune No 28434

W oot w2030 65 A0 dosy

Hara: 15 ceHmGpﬂ 2020 ropa
{nevarn) /




IF

HEPKIIKCITY)XKBA
AEPIKABHA CIYIKBA 3 JIIKAPCBKI:IX 3ACQEIB TA KOHTPOJIO 3A
HAPKOTUKAMH Yy KHMIBCBKIH OBJIACTI

npocriekT Banepis Jlo6anorcekoro, 51, M. Kuis, 03110, Tes/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.cov.ua Kox €EPTIOV 37078774

BUCHOBOK
PO SAKICTH BBE3eHOro B Ykpainy nikapesioro 3acoly

22.02.2021 Ne 5718/21/10

CYHOKPEM
(HaliMenyBanus TiKapCEKOTO 3ac06y 3rimHo 3 peccTpanitingm MOCBIYEH M) :
KpeM IJis 30BHIALOrO 3aCTOCYBaHus, Ho 125y noxinpouinenosiii Ganoqni 3 KOHTpoJieM
HePImoro BiAKpuTTH
{topma Brmycky, AO3YBaHHH, BUA NAKYBAHHS JiKapceKoro 3acoby)

Howep peectpaniiitoro nocniguernss UA/4451/ 01/01 erpox aii peecrpangitoro noceizuenns 24,06,2021
Cepis nikapcrkoro sacofy Ne 136465 Kinkicrs Besenoro nikapesicoro zacofy 29088

Bupo6ux Tocapa ®apma Jlimiten, Ipimangis
(HaiiMenypanns BHPOGHMKA Tikapcekoro 3acody, Kpaina TIOXOIDKEHHN)

Beesexno B Vipainy ToBapucrso 3 06Memxenor BignosinaneaicTIo "Tena Ykpataa", inenr.
kon: 34770471
(HaliMeHyBanHs Ta ko 38 E€APTIOY 1opuanarol ocobu 260 npizeume, iM's, no Garskosi tizuanol

0COGH - nianpHeMuy, i Micne NpOXHBAHAHS Ta peecTpalifiHuii HOMep 00/1ikoBOl KApTKY HilaTHEKA
nonarxis 860 cepis Ta Homep niacnopra)

Tlporokon BisyansHoro konTpomo sin 12.02.2021 N 0356/1.

3a pesymeTatamum ACPXABHOTO  KOHTPONIO BCTRHORICHO, 1IN0 Jikapchkmit  3aci6 BBEICHO B VYikpaiHy =z

AOTp UMAUIIM  suvor sakononancTaa mozo 3abesneueHns AKOCTI TiKapchKuX 3aC06is,
T P A TS - ;
7 \ A ¢ -

"'..‘: ‘ L\ { 5 )
Gy Y Onexcitt COJIONPAIL
rfg ep?taaﬂoro KOHTPO/LO) (ninmmc) (imimjanu ta npisemme)
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Tocapa dapma fimires
PapmaLesTUy HIit BrPoBHKK, KOHIT 146 Bengoiin Ingacrpien icreiir, I'pang Poaa, Ay6nin D13 CD79
Ten: +353-1-832-1199 Email: info @sudocrem.com

CepTtudikaT akocTi

Tassa NPOAYKTY: Cynokpem N
Kpaina-BupobHuk: Ipnanpin
Kpaina-imnoprep YKpaiHa
Homep peecrpauyiiinoro noceigdeHHs | UA/4451/01/01
Cuna aii/axTuBHicTs: 11 kpemy micTuTb: okcug UWHRY 15,25%, 6eHsunosuii cnu pT 3,39 %,
beHsunbensoar 1,01%, GeHzun upMHamaT 0,15%
Nikapcoka popma Kpem ana 30BHiwHboro 3acToCyBaHHA
Bug, i po3mip ynakosku 125 r B BaHoyu;i
Homep cepii: 136465
Aara Bupobunyrea: 05/11/20
Tepmin npuaatHocTi 04/11/23
Posmip cepii: 25088 ynakosok
Haasa, agpeca i Homep niyensii Hassa: Tocapa ®apma Nimiteq
BUPOOBHUKIB Anpeca: HOHIT 146 benpgoiin Inpacrpien lcreit, Benpoiin, Aybnin 13,
Ipnangin
Homep niuensii: M00247/00001
Homep ceprudikara GMP: Ne 25812 (nonepeppniii 20561/M247)
Bigxuneuns gDR1792725 ﬁJ
Mokazuukm fonyctumi Hopmu Pesynbrar auaniayj
Onne Binuia, romorennmit kpem, 6e3 BUAMMUX AOMILLIOK i3  — -
3anaxom nasaHau
laenTMdikauia:
Unnky okcug, Mo3utuena Bianosigae
BeH3unosui cnupT No3uTusHa Bignosigae
beH3unbenzoar Mo3utusHa Bianosinae
beHzun umHHamar [103UTUBHa Bignosigae
BigHocHa ryctuna 1,03-1,07 r/mn 1,05 r/mn
KinbKicHe BUzHaueHHa:
LinHky okeup 14,50-16,00 % m/m 15,17 % m/m
benzunosuii cnupr 0,370-0,410 % m/m 0,390 % mi/m
beHaunbeHzoaT 0,960-1,060 % m/m 1,008 % m/m
beH3un unHHamar 0,1425-0,1575 % m/m 0,1480 % m/m
MikpobionoriyHa unctora* €sp. ®apm., n.5.1.4
3aranbHa KinbKicTb aepobHux MIKpoopraHismis: He Bignosinae
Binbwe 200 KYO/r
3aranbHa KinbKicts APIKAKOBUX | NAICHEBMX ronbis: He | Bianosigae
Binblue 20 KYO/r
BiacyTHicTe Pseudomonas aeruginosaslr BigcyTHi
BiacyTHicTs Staphylococcus aureus 8 1 1 BiacyTHi
BigeyTHictu E. Colis 1 r BigcyThi
L BigcyTHicts Salmonella 8 10 r BigcyThi J

* Yacrota TecTyBaHHs (1 cepina Ha TwxaeHD, AIKLLO NPOAYKT BUPOBARETLCH)
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Im’s i nocaga ocobu, axa BUAana 03BN Ha BUNYCK cepii NS %‘;:u 54770 ﬂ%“; ‘
Eve Connors Mignuc Aata: 04 rpyaxs 2020 poky 'fﬂ?ﬁ:ﬁ;‘“goﬂg

Moswuuia: YnosHosaxena ocoba (neyarka) T

HOpuanuna agpeca: ax Bxazano Bulie. 3apeecTpoBara 8 Ay6aini Ne 28434,

U an w sty g 1504 g




JEPHKIIIKCITY KBA
JAEPKABHA CJYXKBA 3 IIKAPChKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIA OBJIACTI

npocnekt Banepia JloGanosebkoro, 51, M. Kuis, 03110, ren/bare: (044} 363-06-50
E-mail: dis kogdls.gov.ua htps:iwww.dls.gov.ua, Kog €/1PTIOY 37078774

BUCHOBOK
PO SIKICTL BBC3CHOIO B Y Kpainy NiKapecsKoro 3acody

22.02.2022 No 6433/22/10

CYJIOKPEM

(HaiiveryRAHHA TIKAPCEKOTO 39c00y 3UHD 3 peecTRaIiliHig nocsl TICHHAM )
KpeM AU 30BHIIHBbOI'0 3aCTOCYBAHAM, N0 125 1' ¥ nojinponiieHoBii 6200901 3 KOHTPOIEM
NepuIoTo BiIKpHITH

{opra BHNYCKY. J0BVBAHHA. BUI AKY BAHHRA TIKAPCHKCTD 000N )
Howmep pecetpaniiinioro nocsisenns LJA/4451/01/01 erpox aii peecrpantiinoro nocsiasexnn 01.01,2099
Cepia nikapeskoro racoby N 137613 KipkicTs BReienoro Aikapessoro sacoby 41376

Bupobuuk Tocapa dapma Jlimirea, Ipnanis

{HaHMEHY BAKHY BHPODHIIKA TIKAPCHKOTD 14000Y . KPaTHA NONOIHEHHA)

Bueseno B ¥ xpainy ToeapHeTBO 3 00OMEKEHOW BiAMOBLAABHICTIO "Tepa Ykpaina',
ixent, woa: 34770471

{Hailsenyeanns 1a ko1 3a € APNOY 1opuamunoi scodn afo npizsiwe. v, no GatkKoe
inunol ocodin - mianpnEsus. 1 vicie Nposkneanig Ta peceTpauiiinni Hovep o81ikosol
KADTKHW NJIATIIKA DOJATRIB aD0 Cepa T HOMED nacnopTa)

Nporokoes sizvansnoro kowrpoenw sia 11.02.2022 N 042772,

3a  pesyleraraMH  ICPKABHOTC  KOHTPOIK  BCTAHOBILHO, WO TIKAPCBKAE  3acid  neesewo s Ykpainy 3

NOTPHUMAHHAM BUMOT 3aROHOIARCTRA 11010 3A0CINCICHHR AKOCTI JIKAPCERUX 3ACO0IR,

Baamgucaas [IETPOCOB

\ {inisiaTn Ta Opienwe)
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Tocapa Papma flimiteg
DapmMaleBTHYHHH BUpobHKMK, HOHIT 146 beaaoiin IHgacTpien |cteitT, Npang Poaa, Ay6ain D13 CD79
Ten: +353-1-832-1199 Email: info@sudocrem.cam

Ceptudikar AKOCTI

Hasea npoaykry: CypoKkpem

KpaiHa-BUpobHMK: Ipnangia

KpaiHa-imnoprep YKpaiHa

Homep peectpauiiiHoro nocsiguenHa | UA/4451/01/01

Cuna giifakTneHicrb: 1 r Kpemy MICTUTL: OKCUA, UMHKY 15,25%, BeHannosuii cnupt 0,39 %,
SeH3aunbenzoar 1,01%, HeHaun umHamaT 0,15%

RikapcbKa dpopma Kpem ans 30BHILUHBOTO 3aCTOCYBaHHA

Bug i posmip ynakosku 125 r B BaHoYUi

Homep cepii: 137613

Hata empobHuLTEE: 14/12/21

TepmiH npuaatHocTi 12/12/24

Posmip cepii: 41 376 ynaKoRoK

HaaBa, agpeca i Homep niyeHsii Hasea: Tocapa ®apma flimitepq,

BUPOOHUKIB Appeca: HOHiT 146 Benpoiin IHgactpien Icteidt, bengoiin, Oybain 13,
Ipnangjn
Homep niyensii: M00247/00001

Homep ceptudikara GMP: 29546/M00247/00001

BigxnneHHn -

MoKrasHUKK Jonyctumi Hopmu PesynbTart aHanisy
Griie BiAviA, romoreHHWiA kpem, Bea BUAMMUX QOMILIOK i3 BiHa B
3anaxom AaBaHau
laeHTndikauin:
LUnHKy okcug, MNoanTreHa Bigpnogigae
BeH3unoBuWiA cnnpT MNoanTreHa Bigpnogigae
BeHzunbeHzoaT MNoanTtreHa Bipnogigae
BeH3un uMHHamaT MNoanTtneHa Bipnoginae
BiaHOCHa rycTuHa 1,03-1,07 r/mn 1,04 r/mn
KinbkicHe BU3Ha4eHHA:
LnHKy oKkeua 14,50-16,00 % m/m 15,28 % m/m
EeHzUA0BUWIA cnnpT 0,370-0,410 % m/m 0,400 % m/m
EeHzunbeHszoaT 0,960-1,060 % m/m 1,015 % m/m
EeHzun uMHHamaT 0,1425-0,1575 % m/m 0,1507 % m/fm
MikpobionoriyHa ynctota* €sp. Papm., n.5.1.4
3aranbHa KineKicTe aepobHUX MIKpPOORraHiamiB: He Bipnogigae
Ginsiwe 200 KYO/r
3aranbHa KineKicTb ApiXAXKOBUX | NAICHEeBMX rpubiB: He | Bignoegigae
Ginsiwe 20 KYO/r
BiacyTHicTe Pseudomonas aeruginosas 1r Bigpnogigae
BiacyTHicTe Staphylococcus aureuse 1 r Bignogigae
BiacytHicte E. Colielr Bipnogigae
BiacyTHicTe Salmonella 8 10r Bignosigae

* YactoTa TecTysaHHA (1 cepina Ha TMMAEHD, AKWG NPOAYKT BUpoBAAETLLA)

crevyugbirayii do P kpaidu-imaopmepa Ha apenapam. Npomokoau supobruumead, yrnaxos
po32AaHYmi | 8UIHAHI Maxumu, Wo eidnosidaroms ymogam GMP.

Im’a i nocaga ocobu, Aaka eMgana AO3BIN Ha BUNYCK cepil
Shane Donochoe MNignuc Hata: 12 civHa 2022 poky

Mozuuyia: ¥nosHoBaxmeHa ocoba {nevaTka)

HOpuandba afpeca: 9K BRa3aHO BAWE, 3apeccTporaHa B Aybnini Ne 28434
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