Tocapa ®apma Nimiten
®apmauesTHuHWIA BUpobHWK, OHIT 146 Benpoitn InpacTpien IcteiT, Mpava Poag, Ay6ain D13 CD79
Ten: +353-1-832-1199 Email: info@sudocrem.com

CepTtundikat AKoCTI

HasBa npoaykKry: CynoKpem
KpaiHa-supobHuk: IpnaHaina
Kpaina-imnoprep YKpaiHa
Homep peectpauitHoro noceipueHHa | UA/4451/01/01
Cwuna pji/akTMBHICTL: 1 r Kpemy MicTUTb: OKcug, LUMHKY 15,25%, 6eHsunnosnin cnupt 0,39 %,
6eH3nnbensoat 1,01%, 6eH3nn ymnamat 0,15%
JNlikapcbka popma Kpem ana 30BHIlWHbLOTO 3aCTOCYBaHHA
Bupa i po3mip ynakosku 60 r B 6aHouLj
Homep cepii: 136400
Dara supobHuurBa: 29/01/21
Tepmin npuaatTHoCT 28/01/24
Po3mip cepii: 84972 ynakosok
Hassa, apgpeca i Homep niyeHsii HasBa: Tocapa ®apma Nimitep,
BUpo6HMKIB Appeca: I0HIT 146 benpoiin Inpactpien IcTeitt, Benpoin, Aybnin 13,
Ipnangis
Homep niyeHsii: M00247/00001
Homep ceptudikara GMP: Ne 29546/M00247/00001, nonepeaHii 20561/M247
BiaxuneHns -
MNokasHuKn Donyctumi Hopmu PesynbTar aHanisy
Onmc Binni, romoreHHMIn Kpem, 6e3 BUAUMNX AOMILIOK i3 Bianosinac
3aNaxom NlaBaHAMN
lneHTudikauin:
LinHKy oKcnp MNo3ntneHa Bianosiaae
beH3aunosuit cnnpt No3nTtnsHa Bignosigae
beH3unbeHsoar NosntmeHa Bignosipae
beH3un unHHamart MNo3ntneHa Bignosinae
BiaHOCHa ryctuHa 1,03-1,07 r/mn 1,05 r/mn
KinbKicHe BU3HaueHHn:
LIMKHKY oKenpg, 14,50-16,00 % m/m 15,10 % m/m
BeH3sunnoswit cnupt 0,370-0,410 % m/m 0,396 % m/m
beH3nnbeH3oaT 0,960-1,060 % m/m 1,034 % m/m
BeH3nn umHHamar 0,1425-0,1575 % m/m 0,1511 % m/m
MikpobionoriyHa uncrora* €sp. ®apm., n.5.1.4
3aranbHa KinbKicTb aepo6HUX MiKpoOpraHiamis; He Bignosiaae
6inbwe 200 KYO/r
3aranbHa KinbKicTb APIXKAMKOBUX | NNicHeBNX rpubis: He Bignosiaae
6inbwe 20 KYO/r
BiacyTHicTb Pseudomonas aeruginosas 1 r BiacyTHi
BiacyTHicTb Staphylococcus aureus g 1 1 BiacyTHi
BiacyTHicTb E. Colis 1 BiacyTHi
BigcyrHictb Salmonellas 10 BiacyTHi

* YactoTa TecTyBaHHA (1 cepist Ha TMXKAEHD, AKLLO NPOAYKT BUPOBAETHCA)

Aavum a nidmeepdiyro, wo nodaHa suwie iHpopmayis € docmosipHa ma moyHa. Aara ceg
8U20MOB/1EHA, BKAIOYAIOYU YNAKOBKY/MAPKYBAHHS, i NPo8edeHull KOHMPONL AKOCMI Ha 8KA3AHI .-/ 3
nosHil eidnosidnocmi 0o sumoz GMP, 8cmarHo8neHUX Micyeaum pez2ynamopHum op2aHom, a ma;
cneyugikayii do Pl KkpaiHu-imnopmepa Ha npenapam. [lpomokonu supobHuymea, ynaxkos

po3sanaHymi i usHani maxkumu, wo eidnosidaromes ymosam GMP. o A
kel

70473 ¢

Im’s1 i nocaga ocobm, ska BUAaNa A03BIN Ha BUNYCK cepii
Eve Connors Nignuc Darta: 15 6epesHn 2021 poky
No3uuin: YnoBHoBaxeHa ocoba {nevaTka)

lOpnanuHa agpeca: Ak BkasaHo Buwe. 3apeecTposana B Ay6niHi Ne 28434




i

JEPXIIKCIIYKBA
HAEPKABHA CJIYXKBA 3 JITIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKII OBJIACTI

npocnext Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Tes/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €TPIIOV 37078774

BUCHOBOK
npo sIKiCThL BBe3eHOro B YKkpainy Jikapchkoro 3aco6y

31.03.2021 Ne 14125/21/10

CYITOKPEM

(ualiMeHyBaHHA JiKaPCHKOro 3aco0y 3rixHO 3 peecTpatifHUM MOCBIIMCHHAM)
KpeM /iid 30BHIIIHLO0I0 32CTOCYBaHAs, N0 60 r y mojinponizenosiii 6anouni 3 KOHTpoIEM
nepmoro BiAKpUTTH

(dopma Bumycky, K03ysaHHS, BUA NaKyBaHHS JHKAPCEKOro 3acoby)
Howmep peectpaniltroro nocsimaenns UA/4451/01/01 crpox nit peectpaniitnoro nocsixsenns 24.06.2021
Cepis nixapcskoro 3aco6y Ne 136400 KinskicTs BBe3eHOro nikapceskoro 3aco6y 84972

BupoGHux Tocapa ®apma Jlimiten, Ipnasais

(naliMeHyBaHHs BHpOOHIKA NTiKAPCLKOTO 3ac0o6y, KpaiHa NOXOAKEHHA)

BeeseHo B YxpaiHy Tosaprcrso 3 06mMexenoI0 BiAnOBinaLHicTIO "TeBa Yipalna", izear.
ron: 34770471

(saiiMeHyBanHs Ta kox 33 €APIIOY 1opuamurol ocobu a6o npissuime, iM's, no 6aTLkoBi dizaHol
0co6u - nianpueMuy, 1f Micue npoxHBaHHS Ta peecTpauiitiuit HoMep 06RiKOBOT KAPTKY TNATHHKA
nozatkis aGo cepis Ta HoMep nacmopra)

IIporokoa Bisyansuoro xoutposmo Bin 24.03.2021 Ne 0853/3.

3a pesyibTaTaMH JAEPKABHOTO KOHTPONIO BCTAHOBJEHO, INO JiKapchKMit 3aci6 BBe3eHO B Ykpaigy 3
AOTPHMAHHAM BAMOT 3aKOHOAABCTBA WIOAO 336€3MEIEHHS AKOCT JikapchkHX 3ac06iB.

3acobis
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