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Ten. (044) 496-87-87, Ten./barc (044) 239-19-38, Ten/daxc (044)49688-42, Ten. (044) 485-26-57 {isinonoboBo)

Ceptudikar akocri N¢ 040000091704

Tpiom6pact®, posunH ans in’ekuinn 76% no 20 mn 8 amnyni, no 5 amnyn y 6aicrepi, no 1
6nictepy y nauui
1M1 76% PO3YUHY MICTUTb AIATPU30EBO! KUCIOTV OUMIOPATY Y MEPEPAXYBAHHI HA 100% BE3BOAHY PEYOBUHY
597,3Mr; MEFTIOMIHY (N-METWITNIOKAMIHY) Y MEPEPAXYBAHHI HA 100% CYXY PEHOBUHY 159MI

Homep cepii: 40321 KpaiHa otpumysay: Ykpaiqa
Kinskicts npogyxuii: 41.495 Tnc.amn. N¢ PeecTp. nocaifjyeHHR: UA/3439/01/02
Jara supobHuuTea: 03.2021 TepmiH aif peecTp. nocsiguenHs:  HeobMexeHun
AHarniz BUKOHaHWIA no! MKA N3 go PN NeUA/3439/01/02, 3minum Big 21.11.2019 p.
HaiimeHyBaHHA NOKa3HUKIB Bumoru AHL(cneumdikauii) PesynbTatn BUnpobyBaHb
Onuc Mposopa 6e3bapeHa alio CBITAO-KOBTOroC KONbOPY
3nerka 8'A3Kka piguHa Bignogigae
InenTudikauin ’
noanau fiicHa peakuis Bigniosigae
alaTpusoesa KucnoTa YasTpadionetosuit CNeKTp NorNnHaHHA OfePKaHoro

po3uuHy B obnacti Big 220 Hm fo 300 HM noBuHeH

MaTu MaKcmmymkaa RoeXuHY xsuni (237+2) Hm 238 um
METTIIoMiH MNpenapat obepTae NioOUMHY NONAPU3OBAHOIC

ceitna Bniso Bianosinae
AiaTPU30EBa KNCNOTA Ha xpomarorpami BnpoboBysaHOTo Po34nHy Ma€

BUABMATUCA NMAMA Ha PIBHI NMAAMK Ha

Xpomarorpami posunHy NOPIBHAHHSA Bignosipae
Mpo3opicTs Mae 6yT1 nposopum Bingnoeigae
KonbopogicTs OnTnuHa ryctviHa npenaparty Mae 6yty He binbiie
0,15 0,01
MexaHiuHi BKioueHHs: Bunmi MpakTUYHO BiNbHWN Bif YACTOK
HaCTKU Bignosigae

MexaHiuHi BKNIOMEHHA: HeBnanMi YacTku

Yactok 3 po3mipom 10 Mkm i He 6inblwe 6000 B amnyni

binbwe

YacTok 3 poamipom 25 MkM i He 6inbwe 600 8 amnyni

Ginbuwe

pH Bin6,5p07,7

Mop i neoprawniuni lopugn
nog TonyonbHuld wap He mae GyTu 3abapeneHum ‘\'
hoguan He 6inbie 0,02 % 8 niepepaxysanHi Ha

.

JiaTpU30EBYI0 KUCAOTY ~===="Binnosigac
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AmiHN apoMaTUYHI NePBUHHI He Ginbwe 0,05 % B nepepaxysaHHi Ha

AlaTpu3oeBy KMUChoTy Bignoeipae
O6'eMm, U0 BATATAETBCA He meHwe 20 mn Bignosigae
CrepunbHicts Mae 6yTn crepunbHUm Bignosinae
bakrepianbHi eHAOTOKCUHM I'paHnuHa KoHueHTpalis GakrepianbHux

@HOTOKCUHIB He mae nepeswnysat 1 MO 8 1 mn Bignosigae

KinbkicHe BU3HAuYeHHA

AlaTpy30€Ba KUCNOTa Big 567 mr go 627 mr 8 1 mn npenaparty 608 mr/mn

noa Big 352 mr go 389 mr 1 mn npenapaty 377 wmr/mn

MErMHOMIH Bip 143 mr go 175 mr 8 1 mn npenaparty 163 mr/mn

auHatpito egerat B8in 0,108 mr no 0,132 mr 8 1 mn npenapaty 0,125 mr/mn
Ynakoska Mae BignoBigaTi BumMoram Binnoeipae
MapkyBaHHs Mae Bignosigatn sBumoram Bipnosinae
Tepmin NnpuaaTHOCTI: 3 poxn o 03.2024

Ymosw 36epiranns:  36epiratit B opuriHansHiii ynakosui npn temnepatypi He suwle 25 °C. He 3amopoxyeati. Npy 36eplranHi npenaparty

" . MOXNUBE BUNaZaxHA KPUCTanis. Y Takux BNagKax amnyny HeobxiaHo Harpith Ha kunnavin eopsHin 6ani, Akwo Kpucranu
omenTapi:

3anBa npo ceprudikauiio:

Uum A 3aceiguylo, 1o BULlesKasaHa iHGopmalin € gocTosipHolo | Tounolw. Uk ceplio npoaykuil 6yno empobneHo (Bknicualon
ynaKoBKy/MapKygaHHsA) Ta NpoBeaeHNil KOHTPONb if AKOCTI Ha HwkueBKasaHiv AinbHuLi B nosHin BignosigHocTi ao sumor GMP,
BCTaHOBACHMX MICLIEBUM PErYNATOPHUM OPraHOM, a TakoX y BinosigHoCTi i cneumndikaiiiamu, aki 3HaxXo[ATLCHY peeCTpaUiiHOMY
pocse/Toprosoi niuensii. Npotoxkony BypoGHMLTRA, NaKyBaHHA Ta aHanisis 6ynu nepesipeni; maaa OBNEH] oBigHictb GMP.
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" [loasoneno po peanizayii / Ro BigBanTaKenHa
YnosHosaxeHa ocoba - HavanbHuk sigainy BCraBhl JlanTyx K0.M.

Bupo6uuua ginbHnuna:
YKPAIHA, 04080 m. Kuis-80, Byn. OpyHse, 74; NliueHsia Ha supobHuutso AE N 63

GMP Ne076/2019/GMP gin 06.11.2019

Kontponb sikocri Ta Bufaua no3sony Ha peanisauito:
YKPATHA, 04080 m. Knis-80, Byn. Opynae, 74; Ceigourso npo atectauio N2 380 sig 22.01.2019
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