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Ceprudikar akocri N2 040000106594

®peitm®, Tabnetkn no 10 mr, no 10 Ta6neToK y 6nicrepi, no 3 6nicrepn y nauui

1TABJTETKA MICTWUTb APUMINPA3ONY 10 M

Homep cepii: 221005 KpaiHa oTpumyBau: YKpaina
KinbKicTe NpogyKuii: 2.227 Tuc.ynak. N2 PeecTp. nocBigyeHHs: UA/16654/01/02
[ara supobHuirea: 09.2022 Tepmit il PeecTp. NMOCBIAYEHHSA: HeobmexeHul

AHanis BUKOHaHW? No: MKA N3 go PIT NeUA/16654/01/02, 3minu Bid 31.05.2022 p.

HalimeHyBaHHA NOKa3HNKIB

Bumoru AHL(cneyudikauii) PesynbTarn sunpobysatb

Onuc

IpenTudikanis

Po3miput (DoBXUHA/WIKPUHA)

OpHopIAgHICTb Mack

Boga
Po3unHeHHsA
OpHOPIgHICTE LO0308aHUX

OfVHULb

CynpogiaHi pomiku
pomiwka B
pomiwka F
nomiwka E
MakcumanbHa isausifyanbHa
HeigeHTUdiKoBaHa AoMilIKa

cyma AOMIWOoK

Poesi, NPAMOKYTHI, [iBOONYKAi Tabnetku,

rnagki 3 ABOX CTOPIH Bignoeipae

Ha xpomaTtorpami Bunpo6osyBaHoro po3uvHy,

oTpuMaHii B po3pini «KinbKicHe BU3HAYeHHA?,

yac yTpumyBaHHA NiKy apininpasoy mMae

cniBnafaTi 3 4acom yTpumyBaHHA MKy

apininpa3ony Ha xpomaTorpami pos4nHy

NOPIBHAHHA. Binnosigae
YnbTpadioneTosnii CNEKTP NOTAUHAHHA

BUNPOGOBYBaHOrO PO3HUHY MaE BIANOBIAATY

CNEeKTPY MOrAUHAHHA PO3HNHY NOPIBHAHHA Bignosigae
93x52mmz0,1 mm Binnosigae

He 6inblwe 2 oauHNUb > AW £ 7,5 %XoaHa oanHuus

>AW £ 15,0 % Bignosigae
He 6inbwe 7,5 % 3.9%
Q=80 % nicna 30 x8 105 %

Lns 10 opuHuyb: AV meHwe abo fopisrioe 15,0 %

(L1) a6o [ina 30 oauHmuup: AV meHwe abo pOpIBHIOE

15,0 % (L1) i XOAHUY iHAMBIAYaNbHUA BMICT Y

[1030BaHilt oAMHULI He € MeHwWwum 3a (1 -

L2x0,01)M i He € 6inblmm 3a (1 + L2x0,01)M

L1=15,0iL2=25,0 Bignosigae

He 6inbwe 0,4 % /}776 of 7oA, /} 418US 0,0 % (< MB)
He 6inbwe 0,4 % ‘ 0,0 % (< MB)
He 6inbiwe 0,4 % 0,0 % (< MKB)
He 6inblwe 0,2 %

0,0 % (< MB)
He 6inbwe 1,56 % 0,0 % (< MKB)
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UMV

Ten. (044) 496-87-87, Ten./dac (044) 239-19-38, Ten./baxc (044)49689-42, Ten. (044) 485-26-57 (uinopoGoso)

MikpobGionoriuHa uncrora

3aranbHe YKCio aepobHX Kpurepiit npuitiatrocti 1000 KYO/r
mikpoopranizmis (TAMC) 0 (meHwe 10)
3aranbHe YNCNo APKAKOBUX Ta KpuTepin npuiHatHocTi 100 KYO/T
nnicHasux rpubis (TYMC) 0 (mexwe 10)
Escherichia coli BigcytHicto B 1 1 BincyTHi
KinbKicHe BU3HAYEHHA Big 95,0 % no 105,0 % apininpa3sony Bif
HOMIHaNbHOro BMICTY 98,7 %
YnakoBKa Mae signosigatv sumoram Binnosigae
MapKyBaHHA Mae sianosigaT BuMoram Binnosigae
Tepmin npupaTHoOCTI: 3 poku Jo 09.2025

Ymogu sbepirauna: 36epiratv B opurinanbHiin ynakosui. na nikapcbkoro 3acoby He NoTPiBHi cnewianbHi ymosu
36epiraHHs.

KomeHTapi:

3anaBa npo ceprudikauiio:

Uum 8 3acsiguyto, 1o BUilEeBKasaHa iHbopmauisa € AOCTOBIPHO | TOUHOIO. Liio cepito npoaykuii 6yno supobneHo (sknoYaouv
yrakoBKy/MapKyBaHHA) Ta NPOBEAEHUN KOHTPONb il AKOCTI Ha HWKUYEBKA3aHIl AINbHULI B NOBHIK BiANOBIAHOCTI 4o BUMOT GMP,
BCTAHOBMEHWUX MICLIEBUM PEryATOPHUM OpraHoMm, a TakoxX'y BignoBigHOCTI i3 cnedudikaliamn, AKi 3HaxoAATLCA Y peecTpauinHomy

pocbe/Toproeol niteHsil. MpoTokonn BUpPOOHULTBa, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHA gignosigHicTe GMP.

DozBoneHo fo peanisauii / 4o BiABaHTaXeHHs

YnosHoBaxeHa ocoba — NposigHuii iHxeHep BCTaBll Apemerko B.B. 13.03.2023

Bupo6Huua ainbHUuA:

RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S A, TPEUIA P.O. BOX 3012 LARISA INDUSTRIAL ARE
41004, GREECE; NiyeH3ia Ha BNPOBaJXXeHHsA rocnoAapcbKol piAanbHOCT 3 iIMNopTy nikapcekux 3acobis: AE Ne192328 Big

01.03

YKPATHA, 04080 m. Kuig-80, Byn. Kupuniscbka, 74; Jliyensia Ha BUpOOGHULTBO AE Ne 637430 Big 07.04.2015;

Ceptudikat GMP Ne 035/2022/GMP sig 03.08.2022; GMP/EAEU/BY/0045-2021 sig 25.02.2021; UP/1-530-10/21-03/13 sin
28.10.2021

KoHTponb AKOCTi Ta BMGaya RO3BONY Ha peanizauito:

YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; CBinouTso npo atecrauiio N° 390 Big 22.01.2019
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