I

Ten, (044) 496-87-87, Ten./dakc (044) 238-18-38, Ten./pakc (044)49688-42, Ten. (044) 485-26-57 (uinopoboso

Ceptudikar sakocti Ne 040000117988

JoTagict, po3uunn gna in'ekuiin, 279,32 mr/mn (0,5 mmonb/mn) no 15 mn y dnakoni, no
dnakoHy B nauui
1M PO3YUHY MICTUTb FALOTEPOBOI KUCIIOTU 279,32Mr (0,5 MMOAb), O BIAMNOBIBAE FALOTEPATY METIIOMIHY

376,92Mr
Homep cepii: 170924/3UA KpaiHa oTpumysau: YkpaiHa
Kinbkicte npogykuir: 11.372 Tuc.ynak. N2 PeecTp. NocsifueHHs: UA/16798/01/01
[lata BUpo6HMLTBa: 09.2024 TepMmiH ail peecTp. nocsigueHHn:  HeobMexeHun

AHani3 BUKOHaHuiA no: MKA N3 po PN NeUA/16798/01/01, 3miHnm ig 11.05.2023 p.

HaMeHyBaHHA NoKa3HUKIB Bumorn AH[(cneumndikauii) Peszynbtatu sBunpobyeaHb
Onuc Mpo3opuii GesbapBHUit, aBO 3nerka KoBTyBaTUiA
PO3UUH, NMPaKTUYHO 6e3 MexaHiuHVX BKNoYeHb Bipnosinae

lpeHTudikauin
YabTpadioneToBuir cnekTp BUNPoOOBYBaHOro
po3uunHy, B obnacti Big 260 Hm fo 330 Hm mae
cniBnagat 3 ynbTpadioneToBUM CrieKTPOM PO3UUHY
NopiBHAHHA abo BignosigaTn mantoHky YO-criekTpa,
WO [OAAETHCA Bignoeigae
Ha xpomaTorpami BUNPOBGOBYBAHOrO PO3YUHY,
oflepaHin B posgini "KinbkicHe Bu3HaueHHA",
yac yTpumysaHHA OCHOBHOIO Mika Ma€ cnisnagaru
3 YacoM YTPUMYBAHHA OCHOBHOrO fiKa Ha

XpoMaTorpami PO3UNHY NOPIBHAHHA (a) 3 TOUHICTIO

+2 % Bignosigae
fpo3opicTb Mae 6yTu nposopum Bignosigae
KonboposicTb 3abapsneHHa npenapaTy mae ByTu He

iHTeHCUBHIW KM 3a eTanoH Y6 a6o BY6 abo GY6 Bignosinae
Baxki meTanu He 6inbwe 0,002 % (20 ppm) Binnosigae
pH Bin 6,9 no 7,8 7,8
JuiHamiyHa B'A3KICTb Big 1,60 mMa*c no 2,40 mMa*c (npu 37 °C) 1,90 mNa*c
OcMOonsINBHICTD Big 0,9 Ocmonb/kr po 1,7 Ocmonb/kr (npu 37 °C) 1,4 ocmonb/kr
BinbHuit ragoninin (1) Mae 6yTu BigcyTHIM Bignosipnae
BinbHa TepoBa KucnoTta Big 0,005 % go 0,050 % (w/06) 0,017 %
lapgoniHin Big 74,7 mr po 82,6 mr 8 1 mn npenapary 78,5 mr/mn
Merniomin Big 92,7 mr go 102,5 mr 8 1 mn npenapaty 95,6 mr/mn

KinbKicHe BU3HauYeHHA
lapoTepoBa K1CoTa Big 265,3 mr oo 293,3 mr 8 1 mn npenaparty 270,8 mr/mn
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CynposigHi pomitikn

KOXHO! HelgeHTudikoBaH Ol He 6inbwe 0,10 % (Ha momenT Bunycky). He
LOMILLIKYK 6inbwe 0,10 % 0,07 %
CyMa [OMILLIOK He 6inbwe 0,3 % (Ha momenT Bunycky). He
6inbwe 0,5 % 0,1 %
O6'em, o BUTAraeTHCA He meHwe 15 mn Binnosinae

MexaHiuHi BKNIOUEHHA: HeBNAUMI YacTKN

YacTok 3 po3mipom 10 MKm i He 6inblie 6000 vacTok B 1 KOHTERHEPI

binbwe 34

Yactok 3 poamipom 25 MKM i He 6inbwe 600 B 1 KoHTeMHEDI

Binblue 3

MexaHiuHi BKItoYeHHA: BUANMI MpakTnyHo 6e3 MeXxaHiYHUX BKIIOUEHb

yacTKy Bignosigae
bakTepianbHi eHROTOKCURN paHUUHa KOHLEHTPALIA eHJOTOKCUHIB B

npenapati Mae 6yTu He Ginbwe 8 MO/mn Bignoginae

CrepunbHictb Mae 6yt crepunbHUM Bignosipae
YnakoBka Mae BignoBigatu sumoram Bignosigae
MapkyBaHHs Mae Bignosigatu sumoram Bipnosinae
TepMiH npupaTHoCTI: 5 pokis No 09.2029

Ymoru 36epiraHHa:  He notpebye cneuiansHux ymos 36epiraHs

KomeHrapi:

3ansa npo ceprudikauito:

Lium 5 3acsiguylo, Wwo BULLEeBKasaHa iHpopMalis € BOCTOBIPHOK | TouHow. LI cepito npoaykuii 6yno BupobneHo (Bknovaoun
YNaKoBKy/MapKyBaHHA) Ta NPOBEAEHN KOHTPONb T AKOCTI Ha HKYeBKasaHill BinbHWUi B NOBHIN BignosigHocTi Ao sumor GMP,
BCTaHOBAEHUX MICLIEBUM PEryIATOPHUM OpraHoMm, a TakoX Yy BignosigHocTi i3 cneundikauismu, fKki 3HaXOAATLCA Yy peecTpauitHomy
Locbe/Toprosol nitexsii. MpoTokonu BUpoGHULTEE, NakyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHa BignosigHicTe GMP.

JdozsoneHo fo peanisauii / Ao BiABaHTaXKeHHHA

YnoeHoBaxeHa ocoba — MposigHui iHxeHep BCTaBMN AHgpycnk-Lykina M.M. 31.10.2024

Bupo6Huua ginbHuLA:
YKPAIHA, 04080 m. Kuig-80, syn. Kupuniecoka, 74; Niuexsia Ha BupobHuyteo AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP N2084/2023/GMP sig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sig 15.12.2023; UP/I-530-10/21-03/13 sig
28.10.2021, GMP_UZ - 08:2023 Bip 30.11.2023

KoHTponb akocTi Ta Bugaua po3sony Ha peanidaudilo:
YKPATHA, 04080 m. Knig-80, syn. Kupuniscoka, 74; Caigoutso npo atecrauito Ne 390 sig 22.01.2019
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