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CepTudikar akocri N2 040000105768

Dpenm®, Tabnerkn no 15 mr, no 10 rabneTok y Gnictepi, no 3 Gnicrepu y naudi

Homep cepit:
KinbkicTe npoayKuii;
HaTa supoBHuyraa;

AHaNI3 BUKOHAHWIN NO:

221006
'3.907 Tuc.ynak.
09.2022

TTABNETKA MICTUTb APUITIMPA3ONY 15 MT
KpaiHa oTpumyBau:
N2 PeccTp. nocBinueHHA:

TepMiH gil peecTp. nocBiguyerHA:

- MKA J13 go PN NCUA/18654/01/03, sminu sig 31.05.2022 p.

YKpaiHa
UA/16654/01/03 .
26.04.2023

HalimenyBaHHA nokasHuKiB

Bumorn AHA{cneyundikauii)

Pesynbtatn Bunpob6yeanb

Onwnc

laenTudikaijia

Pozmipu {giamerp)

OaHopigHicTL Macu

Bona

PO3YMHeHHd

OOHOPIAHICTE AO30BAHUX

OAWHULLb

Cynposighi pomiwku
aomilika B
aomiuika F

nAomiwka E

MakcumManbHa iHLWBIAyanbHa

HelfeHTUdIKOBAHA AOMIILIKAE -

CyMa JOMILLOK

AoBTi, kpyrni, nnocki Tabnetku, rnagki 3 1eox

CTORIH

Ha Xpomatorpami BUnpo6osysaHoro posum HY,
OTpUMaRrin B posfini «KinokicHe BU3HAUYEHHA»,

Hac yTpWMYBaHHA NIy apininpa3zony mae

CNIBMAAATY 3 YACOM YyTPUMYBaHHSA MKy
‘apininpasony Ha XpoMaTorpami po3unHy
TIOPIBHAHHA,

YnbTpadioneToBUN CrieKTp NOrAnHAHHS
BUMNPOOOBYBAHOrG PO3YUHY Ma€E BiANOBIAATY

CNEKTPY NOMMUHAHHA PO3YMHY NOPIBHAHHSA

9,0 Mvm £ 0,1 mm
>AW 1150 %

He 6inble 7,5 %.
Q=80 % nicna 30 ks

Ana 10 opuunue: AW wMeriieé abo gopistioe 15.0 % N
(L1) abo [ina 30 opnHuys: AW meHwwe abo AopisHIoe

15,0 % (L1) i *oanwi ingnsinyansHui smict y

AO30BaHIN OAUHNLI He € MeHmuM 33 (1 -
L2x0,01)M i He € Ginbwiam 3a (1 + L2x0,01)M

He 6inbwe 0,4 %

He Binbwe 0,4 %

He 6inbwe 0,4 %.

He 6inblie 0,2 %.

He Ginblwe 1,5 %-

Bianosigae

Bignosigae

Bignosifae

Biznosigae:

Bignogipnae:
5 %

99 %

0,0 % (<MB)
0,0 % (<MKB)
0,1 %

0,0 % (<MKB)
0,1 %

Cepmudikam nidnucano enexmpoHHuUM nidnucom

ID 040000105768
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MikpoGionoriyHa unctora

3aranbHe Yncno aepobHUX KpuTepin npuithatHocti 1000 KYO/r
MiKpoopraHismis (TAMC) 0 (mMeHwe 10)
3aranbHe YUCNo AphKIrKOBUX T4 Kputepin npuiHardocri 100 KYO/r
nnicHaBux rpubie (TYMC) 0 {meHLie 10)
Escherichia-coli BigcyTHictb 871 1 BiacyTHi
KinbkicHe BU3HAYeHiis Bin 95,0 %10 105,0 % apininpasony sig
'HOMIHaNbHOro BMicTy 96,4 %
Ynakoeka ‘Mae BignosigaTty BUMOram: Bignosigae
MapkyBaHHs Mae BignoBigaTv Bumoram: __ Bignosinae
e — oo e ) TS _

YmoBu 38epiranHHa:  36epiratv B OPUriHaNBLHIK ynakosyi., Ana nikapcbkoro 3acoby He NOTPIOH CheyianeHi ymoemn
3bepiraHus.

KomenTapi:

3asnBa npo tepfudﬁﬁaﬁim:

Uum A 3acBiguyl, wo BuLleBKazaHa iHpopmauia € nocTosipHoo | TOUuHOIW. Lilo. cepito npoaykuii 6yno BUpOBneHo (BkAYauY
YNakoBKy/MapKyBaHHsA) Ta NPOBEAEHUNA KOHTPONL 1i AKOCTI Ha HVDKYEBKA3aHil AiNbHWLI B NOBHIA BignoBiAHOCTI 40 BUMOT GMP,
BCT2HOBAEHUX MICLIeBUM PErYNSTOPHUM OPTraHOM, -a TaKoXK y BIANOBIAHOCTI i3 cneumdikauiamum, Ski 3HaxoAATbCA Y peecTpauinHomy -
AOCLE/TOProBoTl flitersil. MNpoTokonm BUPOBHMUTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHA BignosigHictek GMP.

HAozBosieHo po peanizawii / A0 BifBAHTAMEHHA
YnosHoBaxeHa 0coba — MNposigHuit iHxeHep BCTaBl] Apemenko B.B.

20.01.2023

AN il u. 4
dentificaticn ooge
N D0451188

RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A., IPELIA P.O. BOX 3012 LARISA INDUSTRIAL ARE
41004, GREECE: Niyensia Ha BnposagxeHHs rocnofapchbKol gisnbHOCT 3 IMNopTy nikapcoKkux 3acobis: AE Ne192328 &ip

01.03

YKPAIHA,; 04080 m. Kuis-80, Byn. Kupuniscska, 74; NineMsin Ha 8UpobrULTEO AF N2 637430 gin 07:04.2015;

CepTnoikat GMP Ne 035/2022/GMP eig 03.08.2022; GMP/EAEU/BY/0045-2021 Big.25.02.2021; UP/1-530-10/21-03/13 sia
28.10.2021 "

Koutpone skocri 1a enpava gozsony Ha peanizaui:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscoka, 74; CBifloLT80 Apo arecTalio No 390 sin 22.01.2019 T
7 H00MI AN
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