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Ceprudikar akocri N2 040000117465

Jenoc, cycneHsis gna iv'ekuint no 1 mn B amnyni, no 5 amnyn y 6nicrepi, no 1 6nicrepy

ynauuyi

1M1 MICTUTb BETAMETA3OHY AUMNPOMIOHATY MIKPOHI3OBAHOTO 6,43Mr B NEPEPAXYBAHHI HA 100% CYXY PEHOBUHY

(LJO EKBIBANIEHTHO S5MIT GETAMETA30HY), BETAMETA3OHY HATPHO GOCDATY 2,63MI" Y MEPEPAXYBAHHI HA 100%

BE3BOAHY PEYOBUHY (WO EKBIBAIEHTHO 2MI" BETAMETA30HY)

Homep cepii: 280824 KpaiHa oTpumyBau: Ykpaita
KinbkicTb npogyKkuii: 78.765 Tuc.amn. Ne Peectp. nocsigueHHn: UA/13142/01/01
Hata BupobHuuTea: 08.2024 TepmiH gii peectp. NocsigueHHn:  HeobmexeHuin

AHanis BUKOHaHui no: MKA J13 go P NeUA/13142/01/01, aminum Big 18.07.2022 p.

HanmeHyBaHHs NOKa3HUKIB

Bumoru AHL(cneundikawuii) PesynbraTn sBunpobysaHb

Onuc

InenTudikadis

6eTameTazoHy AunponioHar

6eTameTasoHy HaTpito docdar

meTunnapaben

nponinnapabex

Mposopa 6ezbapsHa abo XKOBTYBaTa, TPOXW B A3Ka
piAnHA, WO MICTUTL YacTUHKK Ginoro abo maike

6inoro Konbopy, AKi Nerko cycneHayloTs Binnoeinae

Ha xpomarorpami BUNpoboeyBaHOro PO3yrHy,

ofiepaHin y posgini "KinbkicHe Bu3HaueHHs",

Yac yTpUMyBaHHA Nika 6eTameTasoHy AunponioHaTy

Mae Crieragary 3 4acom yTpUMyBaHHA Nika

H6erameTazoHy AWAPONIOHATY Ha XpoMaTorpami

DO34UHY NOPIBHAHHA (a) 3 TouHICTIO 2%. Bignogipnae
Ha xpomaTorpami BUNpoBoByBaHOTO PO3UNHY,

ofepxaHin B posgini "KinbkicHe B13HauYeHHs",

Yac yTPUMYBaHHA Mika 6eTameTasoHy HaTpilo

bocdary mMae cninagati 3 4acom yTpuMyBaHHS

nika 6eTameTasoHy HaTpito pocdary Ha

xpomatorpami posunHy nopisHAHHA (b) 3 TouHicTio

+ 2%. Bignosipnae
Ha xpomaTorpami BUrpo6oByBaHOro PO3UNHY,

ogepxaHin B posgini "KisibkicHe BUSHaueHHs",

uac yTpumMyBaHHs nika meturinapabery mae

cniBnagartit 3 4acom yTpUMyBaHHA Nika

meTunnapabeHy Ha XxpomaTorpami po3umnHy

nopisHaAHHA () 3 TouHicTio + 2%. Bigrosipae
Ha xpomaTorpami Bunpo6osyBaHOro PO3UUHY,

ofiepaHin B pozgini "KinbkicHe Bu3HaveHHA",

yac yTpumyBahkHsa nika nporninnapabeHy mae

CNiBMafaTh 3 YacoM YTPUMYBAHHA Nika
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nponinnapabeHy Ha XpPOMaTorpami pO3UUHY

nopisHaHHA (d) 3 TouHicTio £ 2% Bignosigae
cnupT 6eH3unosuii Ha xpomaTtorpami BUNpoboByBaHOTO PO3UNHY,

ofepkaHitt 8 po3gini "KinbkicHe Bu3HaueHHA",

Yac yTPUMYBaHHA nika criupTy 6eH3UNoBOro Mae

cniBnagaTi 3 YacoMm yTpUMyBaHHA fika cnupTy

6eH3MN0BOro Ha XPOMaTOrpamMi PO3UUHY NOPIBHAHHA

(e) 3 TouHicTio + 2% Bignosigae
pH Big 6,7 no 7,7 7,3
Ofb'em, WO BUTATAETHCA He meHwe 1 mn Bianosigae
MpoxigHicTb Yepes ronky TBepdi YacTKuU CycneHsii MatTb NPOXOANTU yepes

ronky 3 25 kanibpom (BHyTpiwHIM giameTpom

ronku 0,5 mm) Bipnosigae
CrepunbHicTb Mae 6yTu cTepunbHUM Bipnosigae
bakrepianbHi eHROTOKCUHY fpaHuyHa KoHUeHTpallia 6akrepianbHUxX

eHOOTOKCUWHIB B npenapaTi ctanosuTs 175 MO Ha 1

Mn npenapary Bignosigae
KinbkicHe BU3HaueHHA
© beTameTaszoHy gUNponioHaT Big 6,11 mr/mn po 6,75 mr/mn (Ha momeHT
BuUnycky). Big 5,79 mr/mn go 7,07 mr/mn 6,67 mrimn
HGeTameTa3oHy HaTpito pochat Bia 2,50 mr/mn o 2,76 mr/mn (Ha MmomeHT
Bunycky). Big 2,37 mr/mn go 2,89 mr/mn 2,63 mrimn
meTunnapabex Big 1,17 mr/mn go 1,43 mr/mn (Ha momeHT
Bunycky). Big 1,04 mr/mn go 1,43 mr/mn 1,25 mr/mn
nponinnapabeH Big 0,18 mr/mn pgo 0,22 mr/mn (Ha momeHT
Bunycky). 8ig 0,17 mr/mn go 0,22 mr/mn 0,19 mr/mn
cnupT BeHsnnosuit Big 8,10 mr/mn no 9,90 mr/mn 8,77 mr/mn
Ynakoska : : Mae Bignosigatu Bumoram : Bignosigae
MapkysaHHA Mae Bignosigatn Bumoram Binnosigae
Tepmin npupartHocri: 2 pokun Ho 08.2026

YmoBwu 36epiranHna:  36epiraty B opuriHanbHiil ynakosLi npu TemnepaTypi He Buie 25 °C. He 3amopoxysatu

KomeHTapi:

3asBa npo ceprudikauito:

Linm a 3acsiguyto, wo BuieBKasaHa iHbopMalis € JOCTOBIpHOW | TouHot. Lo cepito npoayxuil 6yno BupobneHo (BKniovatouu
ynakosKy/MapKyBaHHA) Ta NPOBEAEHUA KOHTPONMb T AKOCTI Ha HWKUeBKasaHil AinbHUUI B NOBHIK BignosigHocTi no sumor GMP,
BCTAHOB/NEHUX MICLIEBUM PETYNATOPHUM OPraHoMm, a TakoX Yy BifNosiaHOCTI i3 cneundikauiamn, aki 3HaxopaATbCsA y peecTpaliiHomy
BOCbE/TOProBoi niueHsil. NpoTokonu BUPoBHWULTBA, NAKYBaHHA Ta aHanisie Bynu nepesipeHi Ta scTaHoBReHa signosigHicts GMP.

Cepmudbikam nidnucaHo enekmpoHHUM nidnucom ID 040000117465 Crop.2 33



)

Ten. (044) 496-87-87, Ten./bakc (044) 239-19-38, Ten./dakc (044)49889-42, Ten. (044) 485-26-57 (uinonoboso

Do3soneHo fo peanisauii / fo BigBaHTaXeHHA

YnosHosaxeHa ocoba — MposigHun iHxeHep BCraBll AHppycnk-lykina M.M. 19.09.2024

Bupo6Huua ginbRuys:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscska, 74; Niyensis Ha Bupo6HuyTeo AE Ne 637430 sig 07.04.2015;

Ceprudikat GMP Ne084/2023/GMP sig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sig 15.12.2023; UP/I-530-10/21-03/13 sin
28.10.2021, GMP_UZ - 08:2023 8ia 30.11.2023

KoHTponb AKocTi Ta BUAaYa A03BOAY Ha peanisauito:
YKPAIHA, 04080 m. Kiis-80, Byn. Kupuniscoka, 74; Ceigourso npo arecratito Ne 390 sig 22.01.2019
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