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Ceptudikar akocri N2 040000116952

Am6iT®, TabneTkn, BKpMTI nniBkoBolo o6onoHkow, no 10 mr, no 10 Tabnerok y 6nicrepi,
no 1 6nicrepy y nauui

11abneTtka MicTUTL KeToponaky Tpometamony 10 mr

Homep cepii: 130724 KpaiHa oTpumysay: YkpaiHa
KinbKiCTb npoayKuii: 47.687 Tuc.ynak. N2 PEECTP. NOCBIAYEHHA; UA/19563/01/01
[lata Bupo6HMLTBa: 07.2024 Tepmi aii peecTp. nocsigyenna: 29.07.2027

AHani3 BUKOHaHMA no: MKA 13 po PN NeUA/19563/01/01 sin 29.07.2022

HaimeHyBaHHA nokasHukis Bumorn AH/l(cneyndixayii) Pesynbrath BunpobysaHb

Onuc Tabnetku Kpyrnoi Gopmu 3 ABOONYKNOIO
noeepxHelo, BKPUTI NNiBkoBo o6onoHkow 6inoro
abo mamxe b6inoro konbopy Bianoeipae
laenTndikauin

KeToponaky TpomeTamiay Ha xpomaTtorpami BUNpo60oByBaHOro po3uunHy,
opepxaHin y po3gini «KinbkicHe BU3HaYeHHAN,
yac yTPUMYBaHHA NiKy KeTOponaKy mMae cnisnagatu
3 YaCcOM YTPUMYBAHHA NiKy KeTOponaky Ha
XpOMaTorpami po3unHy NOpiBHAHHA 3 TOYHICTIO + 2
%. Bianosipae
Ha xpomaTtorpami BUnpo6oByBaHOro po3umHy,
oaepxaHin y po3aini «KinbkicHe BU3HaueHHA», YO
CNEeKTP NOrNMHAHHA NiKy KeTOponaky y AianasoHi
(200-400) Hm mae cnisnapati 3 YO cnekTpom

NOFNNHaHHA NiKy KETOPONaKy Ha XpoMaTtorpami

PO34MHY NOPIBHAHHA 3 TOUHICTIO £ 2 HM. Bianogipae
TutaHy piokema fikicHa peakuia Bianosipae
OpHOPOAHICTD AO30BAHHUX Mae BuTpumMmyBaTH BUMOTU
oAVHUUDb Bignosipae
CynpoBigHi AomilwKn
[omiwka A He 6inbwe 0,50 % 0,00 % (<MB)
[Oomiwka B He 6inbwe 0,80 % 0,00 % (<MKB)
[Lomiwka C He 6inbwe 0,20 % 0,00 % (<MB)
Lomiwka D He 6inbwe 0,20 % 0,07 %
Byab-aka HeipeHTUdikoBaHa He 6inbwe 0,20 %
AOMiLLKa 0,00 % (<MKB)
Cyma JOMILIOK He 6inbwe 1,0 % 0,1 %
Po3uynHeHHA He meHwe 75% (Q) 3a 45 x8 102 %
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KinbkicHe Bu3HayeHHs
KeToponaky TpomeTtamon Bia 9,50 mr go 10,50 mry nepepaxysaHHi Ha

cepefHI0 macy oaHiei Tabnetkum 9,86 mr/tab
Mikpo6ionoriuna uncrora

3aranbHe 4ncno aepobHMx Kputepint npuiHaTHocti 1000 KYO/r

Mikpoopranismie (TAMC) 0 (meHwe 100)

3aranbHe YMCNo APIXKAKOBKUX Ta KpuTtepiin npuitHatHocTi 100 KYO/r

nnicHasnx rpmbis (TYMC) 0 (meHwe 50)

Escherichia coli BiacyTHictb B 1 r npenapary BigcyTHi

Ynakoska Mae Bignosigati Bumoram Bignosigae
MapkyBaHHs Mae signosigatu sumoram Binnosigae
Tepmin npugathocri: 2 poku Lo 07.2026
Ymosu 36epiranna: He notpebye cneyianbHux ymos 36epiraHHa
Komenrapi:

3anBa npo ceprudikayiio:

Lum 5 3acsipuyio, wo euweskasaHa indopmauin € AocTosipHolo | TouHolw. Lo cepilo npoaykuii 6yno supobneHo (BKniouaoun
YNaKoBKy/MapKyBaHHs) Ta NpoBeaeHuit KOHTPONb il AKOCTI Ha HWXKYEBKa3aHiil AiNbHULI B NOBHIN signosigHocTi go sumor GMP,
BCTAHOBNIEHUX MICLEBNM PErynaTOpPHNM OPraHoMm, a Takox y BianoBigHoCTi i3 cneundikauiamm, aki 3HaxoaaTbca Y peectpauinHomy
Aocbe/TOprosoi niyersii. Mpotokonu supobHULTEa, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHOBNeHa BignosigHicts GMP.

Aossoneno go peanizauyii / fo BigBaHTaXKeHHA

YnosHoBaxeHa oco6a — MNpoBsigHuit iHxerep BCTaBMN fipemenko B.B, 15.08.2024

Bupo6Hnua ginbHnya:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; Miyensia Ha Bupo6HuyTBO AE N2 637430 Big 07.04.2015

KonTponb skocti Ta BMgaua nossony Ha peanisauyiio:
YKPATHA, 04080 m. Kuis-80, syn. Kupunisceka, 74; CainouTso npo atecrauiio Ne 390 sia 22.01.2019
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