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Ceprndikar axocri N2 040000111545

AmbiT, po3unH ana iv’ekyin, 30 mr/mn, no 1 mn B amnyni, no 5 amnyn y 6nicrepi, no 2
6nicrepm y nauuji
1M1 PO3UYMHY MICTUTb KETOPONAKY TPOMETAMONY 30 MI

Homep cepii: 111123 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npopykuii: 216.490 Tuc.amn. Ne PeecTp. NocBigueHna: UA/18024/01/01
Hata supotunyTea: 11.2023 TepmiH gii peectp. noceiguenna:  09.04.2025

AHanis BUKOHaHu# no: MKA 113 no P N2 UA/18024/01/01 Bin 09.04 2020 p., 3miHn Big 22.12.2020 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumdikanyii) PesynbTaTv BUnpobyBaHb

Onnc MNpo3opa GelbapeHa ato Gnino-*xoBTa piguHa Bignoeigae
laeHTHdiKaLin
KeToponaky TpomeTamon Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,
ofiepxaHii y po3gini "KinbkicHe BUZHaueHHA.
KeToponaky TpomeTamon”, Yac YTPUMYBaHHA NiKY i
YO cnekTp NornUMHaHHA Niky KeToponaky MaloTb
cniBnagary 3 Yacom yTpuMyBaHHA niky i YO
CMeKTPOM NOTNMHAHHA MKy KeTOponaky Ha
Xpomarorpami po3uyuHy NopiBHAHHA. Bignoeigae
Etanon Ha xpomaTorpami BUNpoBoBYBaHOrO poO3UnHY,
ofiepxaHiin y po3gini "KinbkicHe BUZHaueHHA.
ETaHon", yac yTpUMYBaHHA Niky eTaHony mae

CMiBNagaTy 3 YacoM YTPUMYBaHHA NiKy eTAHONY Ha

Xpomarorpami po3uyuHy NopiBHAHHA Bignosigae
MNpo3opicTb po3unHy Po3uuH mae 6yTH Npo3opum Bignoeigae
OnTuuHa ryctiHa He 6inbwe 0,10 0,03
pH Big6,9p07,9 7.3
MexaHiuHi BKNIOUeHHA: BUAUMI BinsHuiA Big vac
YacTKu Bignoeigae
MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN
YacTok 3 posmipom Ginbwe abo He Ginbwe 6000
AopiBHICE 10 MKM 43
YacTok 3 poamipom Ginbwe abo He Ginbwe 600 B amnyni
AOPIBHICE 25 MKM 1
CynposigHi gomiluxm
Homiwka A He 6inbwe 0,20 % 0,00 % (<MKB)
Homiwka B He 6inbwe 0,20 % 0,00 % (<MKB)
Jomiwka C He 6inbwe 0,20 % 0,00 % (<MKB)
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Homiwka D He 6inbwe 0,20 % 0,00 % (<MKB)
Byab-Aka HeigeHTUdiKoBaHa He Ginbwe 0,20 %
ROMILLKA 0,00 % (<MKB)
Cyma goMiLIOK He 6inbwe 1,0 % 0,0 % (<MKB)
O6'em, WO BUTAracTLCA He meHwe 1,0 mn Bignoeigae
CTepUnbHICTDL lNpenapat ma€ 6yTU CTEpPUNbHUM Bignoeipae
bakTepianbHi eHBOTOKCMHK He 6inbwe 116 MO/Mn Bignoeigae

KinbkicHe BU3HaYeHHA

KeToponaky TpomeTamon Big 28,50 mr/mn go 31,50 mMr/mn 30,19 mr/imn

EtaHon Big 20,0 mr/mn go 110,0 mrimn 99,5 mrimn
¥Ynakoeka Mae signoeigaTt Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npraaTHOCTI: 2 pokun Do 11.2025

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynakosui. He notpebye cnevjansHnx ymos 36epiraHHa
KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMalia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta MpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA
YnoesHoeaxeHa ocofa — [poBigHWUiA iHxeHep B
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Bupobunua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscs

Cepmudikat GMP/EAEU/BY/0045-2021 Big 25.
UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKO<Ti T2 BNAaYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigoyTeo npo atecTauiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000111545

Crop.2 32


http://www.tcpdf.org

