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Ceptudixar akocti Ne 04000011691 8

[lenoc, cycneHsia ana iH'ekuin, no 1 Mn y nonepefHbO HaNOBHEHOMY wnpuui, no 1
nonepeaHbO HaNOBHEHOMY WNpuUy B KoMnneKTi 3 2 ronkamu y 6nicrepi, no 1 6nicrepy y
nauui
M MICTUTb BETAMETA30HY AMINPOTIIOHATY MIKPOHIZOBAHOTO 6,43Mr B MEPEPAXYBAHHI HA 100% CYXY PEOBUHY
(LLIO EKBIBATIEHTHO 5M BETAMETA3OHY), BETAMETA30HY HATPIIO GOCOATY 2,63MT Y MEPEPAXYBARHI HA 100%
BE3BO/IHY PEHOBWHY (LLIO EKBIBANIEHTHO 2MT" BETAMETA3OHY)

Homep cepii. 30624 KpaiHa oTpumyBau: YkpaiHa
KinbkicTb NpoAykuil: 53.651 Tuc.wtyk N2 PeecTp. NOCBIAYEHHA: UA/13142/01/01
[laTa BMpo6HMLTBA: 06.2024 TepMin 4l peecTp. NOCBIAUEHHA:  HEOBMeXeHNN

AHani3 BMKOHaHWi No: MKA N3 no PN NeUA/13142/01/01, 3mikm sig 18.07.2022 p.

HaiiMmeHyBaHHA NOKa3HWUKIB Bumorn AH[(cneyndikauii) PesynbTaTih BUnpobysanb

Onuc Mposopa 6ezbapeHa abo XOBTyBaTa, TPOXM B A3Ka
pigvHa, Wo MICTUTb YaCTUHKK 6inoro abo mainke
6inoro Konbopy, AKi Nerko cycneHAayTL Bignoeinae
InenTndikayin

HeTameTasoHy AunponioHaTt Ha xpomatorpami Bunpo60oByBaHOro po34uHy,

opepxaHnin y po3aini "KinbkicHe BU3HAUeHHA",

uyac yTpUMyBaHHs nika 6eTameTasoHy Aunponioxaty

Mae criBnagaTi 3 4acom YTPUMYBaHHA Nika

GeTameTazoHy AMNPONIOHaTY Ha XpomaTtorpami

PO3UMHy NOPIBHAHHA (a) 3 TOUHICTIO +2%. Bianosipae
6eTameTasoHy HaTpilo pocdat Ha xpomaTtorpami BUNnpo6oByBaHoro po3uuHy,

opepxaHii B posaini "KinbkicHe BU3HauYeHHA",

yac yTpPMMyBaHHA Nika 6eTameTa3oHy HaTpilo

docdaTy mae cniBnapaTi 3 4acoMm yTpuMyBaHHA

nika 6eTameTtasoHy HaTpito docdaty Ha

XpomaTorpami po34nHy MopiBHAHHA (b) 3 TouHicTIO

+2%. Bianoeigae
meTwnnapabeH Ha xpomaTtorpami BUnNpoboByBaHOro PO34MHY,

opepaHii B posaini "KinbkicHe BU3HaYeHHA",

4ac yTpYMyBaHHA nika MeTunnapabeHy mae

cniBnafaTy 3 4acoM YTPUMyBaHHs nika

meTunnapabeHy Ha XpomaTorpami po3uvHy

nopiBHAHHA (c) 3 TouHicTio £ 2%. Bipnosipae
nponinnapabeH Ha xpomatorpami Bunpo6oByBaHOro po3uuHy,

opepxaniit B posgini "KinbkicHe BU3HAueHHA",

yac yTpumyBaHHa nika nponinnapabeHy Mae
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cniBNagaTh 3 YacoMm YTpUMYBaHHA Nika

nponinnapabeny Ha XpoMaTorpami po3uuHy

nopisHaHHA (d) 3 TounicTio + 2% Bignoeipnae
cnupT BeH3unoBuii Ha xpomaTorpami BnNpoboByBaHOro po3umHy,

ofiepXaHiii B po3gini "KinbkicHe BU3HaueHHa",

4ac yTpUMyBaHHA Nika cnupTy 6eH3MNoBoro Mae

CNiBNafaTh 3 YacoMm YTPUMYBAHHA Nika CNUPTY

6eH2MNOBOro Ha XPOMAaTOrPaMi PO3UNHY NOPIBHAHHA
(e) 3 TouHicTio £ 2% Bignosipae
pH Bin 6,7 no 7,7 74
06'em, WO BUTArAETLCA He meHwe 1 mn Bipnosinae
[MpoxiaHICTb Yepes ronky Teeppai YacTkm cycneHsii MaloTb NPOXOAWNTH Yepes
ronky 3 25 kanibpom (BHyTpILIHIM iameTpom
ronku 0,5 mm) Binnosinae
CTepunbHicTb Mae 6yt cTepunbHUM Binnoeinae
bakTepianbHi eHAOTOKCUHK lpaHWuHa KOHLeHTpaLia bakTepianbHUX
eHOOTOKCWHIB B Npenaparti ctaHoBuTe 175 MO Ha 1
MN Npenapary Bignosigae
KinbkicHe BU3HauyeHHA
beTameTasoHy AunponioHat Big 6,11 mr/mn go 6,75 mr/mn (Ha momeHT
BuNycky). Bia 5,79 mr/mn go 7,07 mr/mn 6,66 mr/mn
6eTameTasoHy HaTpilo docdat Bia 2,50 mr/mn go 2,76 mr/imn (Ha momeHT
Bunycky). Big 2,37 mr/mn go 2,89 mr/mn 2,62 mr/mn M
meTunnapabeH Big 1,17 mr/mn go 1,43 mr/mn (Ha MomeHT
Bunycky). Big 0,78 mr/mn go 1,43 mr/mn 1,26 mr/mn
nponinnapa6ex Bin 0,18 mr/mn o 0,22 mr/mn (Ha momeHT
eunycky). Big 0,12 mr/mn go 0,22 mr/mn 0,19 mr/mn
cnUpT 6eH3NNoBUIA Bia 8,10 mr/mn go 9,90 mr/imn 8,92 mr/mn
YnakoBka Mae signosigaT BUMoOram Binnosigae
MapkyBaHHA Mae BignosigaTn BUMoram Bianosigae
Tepmin npuaaTHoCTi: 2 pokn Lo 06.2026

Ymoeu 36epiranna;  36epirat B opuriHanbHii ynakosui npu Temnepatypi He Buwe 25 °C. He 3amopoxysaTu

KomeHTapi:

3anBa npo ceprudikauii:

Lium s 3acsiguyio, Wo BulleBKasaHa iHpopMaLia € AocTosipHolo | TouHow. Lilo cepilo npoaykuii 6yno snpobnero (Bknovaiouu
yNakoBKy/MapKyBaHHA) Ta NPOBEAEHN KOHTPONb fi AKOCTI Ha HWXYeBKasaHii AiNbHMLI B NOBHIKM BianosiaHocTi po sumor GMP,
BCTAHOBNEHMX MICLIEBUM PerynaTOPHUM OPraHoM, a TaKoX Y BiiNOBIAHOCTI i3 cneundikauiamu, AKi 3HAXOAATLCA y peecTpauinHomy
[OCbE/TOpProsoi niueHsii. MpoTokonn BMpo6HNLTBA, NaKyBaHHA Ta aHaniie 6ynu nepesipeHi Ta BCTaHOBNEHA BiANOBIAHICTL GMP.
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]
JozBoneHo Ao peanisauyii / o BiABaHTaXeHHA
YnoBHoBaxeHa ocoba — lMpoBiaHWI iHxeHep BCTaBIl AHApycuk-LLlykiHa M.M. 05.08.2024
Bupo6Huua ginbHUYA: :
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniecbka, 74; fliueHsia Ha supobrnureo AE Ne 637430 sin 07.04.2015
KoHTponb AKOCTi Ta BWAaYa A03BONY Ha peanisauyilo:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupwniscbka, 74; CeigouTso npo atectauilo N2 390 sig 22.01.2019
[
[ ]
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