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CEPTHDIKAT AHAJIIZY Ne 1010/2020

renddare +38 044 281 23 33

Cmail: Nadiia Stelmalh@acino.swiss
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JIOKOP COJIO 80,

TabNCTKI, BRPHTI IAIBKOBOI0 0001001010 10 80 Mr
B Daicrepax Nelf), sanaxonani B naaxy N9 (10x9)

Ne peecrpauifinoro
MOCBiNMeHHA:
UA/M1341/01/02
Tepsin gil
peecrpaiiiiHore
AOCBiNYeHHA:

1o 13.01.2021

Cxran va oany Tabnety milounx pedoud: sasicaprany — §0 mr,

Ne cepit:

Jlata wipobumirsa;

JHata xoutponio:
Kourpost signosinko ao;

341120 Kinsiicrs npopyxuii & cepii:
16.10.2020 Tepmin npuaathocTi:
03.12.2020

MK JI3 Bix 11.08.2020 no PI1 Ne UA/11341/01/02 Ta 3u. 10 ineTpyKui

8869 on.yn.
10.2023

MEC 113 5in 27.02.2020 10 PIT Ne UA/11341/01/02 mn noxastuka «Maprysauiay

HAUMEHYBAHNSA BHMOT'H HOPMATHBHOI PE3YJIbLTAT
TTOKA3HHKA ROKVMEHTAIT
o Tabnetkn kpyrnot dopau s muoonyxiomo HOBEPXHEID, BEPUTL 1IRKOROID Bi .
HHE oboncsxor Ginoro KONLOpY, 3 PHCKOIO. 3a 30BHILIHIM BHIMEAOM MAIQTL YAUQELRaE
Biosigaru mavoram JIOV, cratrs «Tabnerkny,
i S Yavtpadioneronuit CHSKTp MOFARHANHA  BHRPOSOBYSAHORD  pozunky, i "
AcHTHbirauis OTPHMAHOIC NpH 1POBEACHH] BHnpodysanra «Kinskicne BH3HAYEHHAY, B i o
06nacti Bin 220 v 10 300 #a noBKEEH MaTh MAKCHMYM TIONIHAHHA 11pY
Hopacvri xsuni (250 £ 2) um.
Cepenns Maca Bin 175,8 mr 1o 194,3 mr 1845 Mr
(185 mr5%)
OanopinnicTs .. . ; : : Bianoniaae
AHOPIA Kpsrrepil npuiturtaocti MaoTs Binnosizgats sumoram bV, 2.9.40. ARk
HO30BAHHX OIHHHUE
Pozunyenns He nmenwe 75 % (Q) parcaprany six KKifbkOCT], 3a3Hauenal B pozaini Binnosinae
«Crnan sa oy Tabnerky», uepes 30 xs.
Cynponimii Byne-axol opuurniol gomiwie: - ve Ginvie 0,2 Yo, Bianoeinae
AOMILKH Cyma Beix nominox — ne 6insme 0,4 %. Mm
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B W i
. - s i 3 solop ALY i
3aransHe UHeiO APIHIUKOBHX | MITICCHERBHY rpadis {(TYMC) ~ 10° KYO/r; 3 ,Méé,&j;{ga E;’ gn
AR &
D e W i . A ) B/
Hassuicrs Escherichia coli 8 1 r - ne gonyexaetscs. % Bianosiga S
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HAHMENYBAHHS BHMOTH HOPMATHBHOT PE3YJILTAT
HOKAZHMEA AOKYMEHTALOT
Yraxoska ] Morunna sinnosisary susorans MICS JI3 six 11.08.2020, Binnosinac
Maprypanus Moeuuyo sinnosinar Buvoram MICS 113 Bin 27.02.2020. Biunosinae

Bucrosoi: Bignosizae suatoran MICH Ji3 Bin T1.08.2020 1o PIT Ne UA/11341/01/02 1a 3ML A0 iHerpyRI, ans nokazunka
«Maprysawsn MKS JI3 sin 27.02.2020 o PIT Ne UA/11341/01/02.

Kepipnnxk JICST IL5. Kocenkg /327 «03» 72 2020,

[L1E. nijnne 7

Bucnopoie: SR :"; ” T
s = THATBEPAKYIO, 1NO Npusefena smine iudopmauin ¢ AOCTUBIpHOIO | ToyHOMW0O, Lia cepin ,_%‘;;‘ 1r01‘m{€&1?&
(BrIIOMAIGuH YURKROBRY/MAPKYBatiHA) i 6ys npopencunii ROHTPONL i sikocri Ha Bumesxazanjii ._‘ﬂ_i"!]f;‘_l'llui yﬁf BB HIT
BinosinuecTi 3 BuMoran GMP, a tarcox y sianosignocti 3i eneunpinauinmn, ski MicraTLes o pecc:mhh;“uigq' ¥, };Mhe‘
MNpotoxonn BHPOGHINITEA, YHAKOBKI TR AHANDIR By neperasiayTi § seTanonacia BiAnosianicry :mmqrnﬁi%ﬁ’ y ‘PJ@"gHHE
Hpenapat noisoneno no peanisauii, \% R

YTnoBuosaxena ocoba H.O. Crennmax
{LLE. nijrine
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Ten. (044) 496-87-87, Ten./pakc (044) 238-19-38, Ten./daxc (044)49689-42, Ten, (044) 485-26-57 (uinono6oso)

Ceprudikar akocri Ne 040000088991

HAiokeupnx, posuun, 10 mr/mn no 10 mn & amnyni N2 10
1M1 PO3UMHY MICTUTb AIOKCUAWHY 10MT Y NEPEPAXYBAHHI HA 100% PEYOBUHY

Homep cepit: 341120 Kpaina otpumysau: Ykpaiua
KinbkicTs npoayxuii: 79.620 Tuc.amn. Ne PeecTp. nocsigveHHn: UA/6867/01/01
[lata supobHuuTea: 11.2020 TepmiH pil peecTp. nocsiguerHHs: HeobmexeHwi

AHani3 BUKOHaHW No:

MKA 113 ao P NeUA/6867/01/01, 3minn Big 09.03.2017 p.

HanmeHyBaHH5 nokasHukis Bumoru AHA(cneuyudixauii)

PesynbraTtu Bunpobysann

Onuc lpo3opa 3eneHyBaTO-X0BTa PiAuHa Bignosigae
laenTudikayis
AilokCcnanH YnbTpadioneToBuin CNEKTP NOrAvHaHKA PO3YMHY,
npuroTtogaHoro 8 posgini "KinokicHe
BU3HaUeHHs", B obnacTi sig 220 Hm go 400 um
NOBUHEH MaTU MakCMMYyMU 3a JOBXWUH XBWIb: Bigpnoeigae
241 22 um 241 1m
259 £2 Hm 260 Hm
361 2 um 360 Hm
375 £2 um 374 um
N-okucHa rpyna, cycigHs 3 fkicHa peakuin
OKCMMETUNBbHO abo
aLEeTOKCUMETUNBHOIO rpynamu Bignosigae
AiokevauH Ha xpomatorpami eunpo6osysaroro PO3UKHy,
opepxaHin npu ennpobysarHi "CynposigHi
HOMILIKN", MAE BUABNATUCA OCHOBHA MAAMA Ha
PiBHI OCHOBHOI NAAMM Ha XpOMaTorpami pO3unHy
nopisHAHHSA (a), Wo BiANOBIAAE i1 32 po3mipom Binnosinae
Mpo3opicTs Mae 6yTn npozopum Bianosipae
KonboposgicTs 3abapsnenHa npenaparty mae 6yTu He
iHTeHCMBHIWKMM 33 eTanoH GY1 Bignosigac
pH Bin5,2p07,2 6

CynpoBsigHi gomiwkn
XiHOKCMANHY
KOXHa 3 ABOX
HeineHTUdIKOBaHNX AOAATKOBKX
OOMIlOK
O6'em, wWo suTAraeTben

MexaHiuHi BKnOYeHHA

He 6inbwe 0,4 %

He 6inbue 1 % KoxHOT AOMiKNA

He meHwe 10 mn
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Ten. (044) 496-87-87, Ten./daxc (044) 239-18-38, Ten./daxc (044)48689-42, Ten. (044) 485-26-57 {uinopo6oso)

Bugumi yactkm Matotb 6yTi npakTuHO BigcyTHi Bipnosigae
HeBupumi yacTkn
Yacrok 3 poamipom Binblwe abo He Ginbwe 6000 8 amnyni
AopisHIoE 10 MKM 242
Hacrok 3 posmipom Ginblwe a6o He 6inbwe 600 8 amnyni
AopiBHIOE 25 MKM 12
CrepunbHicts Mpenapat mae 6yTv cTepunbHm Binnoginae
BakTepianbHi eHgoTokcuHK lpaH14Ha KOHUEHTPAL(A eHAOTOKCUHIB He Mac
nepesulyysatn 0,5 MO eHOOTOKCKHY B 1 mn
npenaparty Bignoginae
KinbkicHe BuaHauyennn
AiOKCMANH Bin 9,5 mr go 10,5 mr 8 1 mn npenapary 10,1 mr/mn
Ynakoska Mae Bignosigatv BuMoram Bianosinae
MapkyeaHHs Mae Binhoai,qam BUMOram Bianosigae
Tepmin npugaTHocTi: 2 poku Ho 11.2022
YmoBu 36epiranHn: 36epirath B 3axmieHomy sig csitna micui npwv Temnepatypl eig 18 °C po 25°C . Y BUNAAKY BUNaAaHHA KPUCTaNIB
KomenTapi: AIOKCHAVHY B amnynax y npoueci 36epiraqHa (Mpw Temnepatypi HUxue 15 °C) ix Po34mnHaioTe, Harpisaoun amrynmy B

3anea npo ceptudikauito:

LUum s 3acsiguyio, Wo BuLieBKasaHa iHpopMaLina € JOCTOBIPHOW | TOUHOW. Lio cepito npoaykuii 6yno BupobneHo
YIakoBKy/MapKyBaHHA) Ta MpoBeaeHui KOHTPONb il AKOCTI Ha HUXKUEBKA3aHIi AiNbHWL B NOBHIL BianosigHocTi 40 BMMOr GMP,
BCTAHOBNEHMX MICLIEBIM PErYNATOPHIM OPraHoM, a Takox y BianosigHocti i3 cneundikauiamu, axi 3HAXOQATLCA y peecTpauitHomy
focbe/Toprosol nilensii, NpoTokonu BUPOBHNLTBA, NaKyBaHHA Ta aHaniis Bynn nepesipeni Ta BCTaj;i,Q\%\{i;é
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fossoneHo po peanisauii / no BigsaHTaMeHHA

YnosHosaxeHa ocoba - MNposigHuit iHxeHep BCraBn OxotHikosa T.M. g
Bupo6uuua pinbHuua: ";‘
YKPAHA, 04080 m. Knis-80, syn. Opynse, 74; MiteHais Ha BUpo6HULTBO AE Ne 637430 Big 07

GMP Ne076/2019/GMP sig 06.11.2019; UP/I-530-10/18-03/06 Bin 16.01.2020

Konrpons saxocri ta sngaua Ao380ny Ha peanisayiio:
YKPAIHA, 04080 m. Kuie-80, syn. OpyHse, 74; Ceinouteo npo artecrauiio N2 390 sig 22.01.2019
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