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Ceprudikar akocri N° 040000115963

Pa¢T®, pozunH ans in’ekuiii, 4 mr/mn, no 2 mn B amnyni, no 10 amnyn y navui
TMA PO3HIMHY MICTUTb AEKCAMETA3OHY HATPIIO QOCOATY Y NMEPEPAXYBAHHI HA AEKCAMETA3OHY QOCDAT 4 Mr

Homep cepii: 10524 Kpaina oTpumysav; Ykpaina
KinbxicTe npoaykuii: 110.360 Tuc.amn. Ne PeecTp. nocsifuedHa: UA/17536/01/01
fata BUpo6HULTEa; 05.2024 Tepwmin gii peectp. nocsinuenns:  22.07.2024

Ananis sikonaHuA no: MKA 13 po PI NeUA/17536/01/01 sip 22.07.2019 D., 3MiHm Big 02.02.2024 p.

HaimMmeHnyBanHa nokazHukis Bumoru AHA(cneuuixauii) Pesynbratn Bunpobyeann

Onwc MNpozopa 6esbapeHa pignHa (Ha moMenT BUNYCKY).
MNpozopa Ge3bapsHa abo xosTysatoro KONbopy
piguHa Binnosigae
inenTudikayin

ReKCameTasoHy HaTpite docdar Ha xpomatorpami BUNPOGOBYBAHOTO PO3UMHY,

ofep:aHiil B po3gini "KinbkicHe BU3HaveHHs.

flekcameTazony docdaT Ta kpeaTuHin®, yac

YTPAMYBAHHA MiKa feKcameTasoHy Harpito Gocaty

Mag CNiBNajaTi 3 Yacom yTPUMYBaHHA Mika

AGKCaMETa30HY HaTpi docdaTy Ha xpomatorpami

[PO34YKMHY NOPIBHAHHA 3 TouHicTIO £ 2 % Biarmogipgae
fexcameTazony HaTpiio ¢ocgar YabTpadioneTosni cnekTp nika ACKCaMeTasoHy

HaTpilo GocdaTy Ha xpomarorpami BUNpoGosyBaHOro

PO34MHY, ogepxaHiii 8 pospini "KinbkicHe

BU3HaueHHs, [lekcameTtazony docdar Ta

KpeaTuHiH", mae cnisnagati 3 ynbTpadioneToBum

CNeKTpoM nika AekCamMeTasoHy HaTpilo docdaty Ha

XPOMaTOrPami PO3UMHY NOPIBHAHHA Ta MaTu

MaKCliMyM NOFAYHAHHA NPy BOBXMHI XBuni (241,5 +

2) Hm Bignogipae
AWHaTPIo egeTat Ha xpomatorpami sunpotosysaHoro pozunHy,

OflePKaHii 8 posgini "KinbKicHe BU3IHAaYQHHA.

Aunatpito egeTaty”, yac yTpumyRaHHA nika

AVHATPII0 eAeTaTy mMac chiBnagaTi 3 Yacom

YTPUMYBaHH# Nika [UHATPilo egeTaTy Ha

XpoMaTorpami po3UMHY NOPIBHAHHA 2 TOUHICTIO £ 2

% Bigpnoeipae
KpeartnHiH Ha xpomarorpami BUNPOOOBYBAHOTO PO3UMHY,

OAepaHih B posaini "KinbkicHe BUZHaYeHHA,

HekcameTazony daocaT Ta KpeaTUHIH", yac
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YTPUMYBaHHA Nika KpeaTWHIHY Mae chienagaTty 3
HacoM YTPUMYBAHHA MiKa KpeaTuHiHY Ha

XPOMATOrpami po3uuHy NOPIBHAHHA 3 TOJHICTIO £ 2

%
Bin 7,0 no 8,5

Mae 6yTn nposopum

3abapeneHHn npenapary mae 6yTn He
IHTeHCVBHIlLKMM 3a eTanoH BY (Ha momerT
BUNycky). 3abapBneHHn npenapaty mae 6yTn He

iHT@HCKMBHIWWMM 33 eTanoH BYS

He meHwe 2 mn

MexaniuHi BknOueHHs: HeBngMMI YaCTKN

Hacrok 3 posmipom 10 Mkm |
Binblue

HacTok 3 poamipom 25 MKM |
6inblue

MexarivHi BKNoYeHHa: BUgnmi
YacTKu

CynpoBiaHi gomiwkn

AekcameTrason

Aomiwka D

AOMilWKa 3 BIgHOCHM vacom
YyTpuMysaHHa 6anseko 0,6

HecreundikosaHa oMiltka

Cyma AomillokK {Ges
HeKcameTazaHy)
CrepuneHicTs

bakTeplanbHi eHACTOKCUHK

KinbkicHe Bu3HaqYeHHs

AekcameTasoHy docdaT

AnHaTpilo efeTtar

He 6inbwe 6000 & amnyni

He 6inbwe 600 & amnyni

MNpakTuyHo BiNbHWA Big YacToK

He 6Ginbwe 0,5 % (Ha momenT BUnycky), He

binbwe 0,5 %

He Ginbwe 0,2 % (Ha momeHT Bunycky). He

Gintwe 0,5 %

He Ginblwe 0,2 % (Ha momenT BMNYCKy). He

Ginbwe 0,5 %

He 6Ginbwe 0,2 % (Ha momenT BUNYCKy). He

Ginbuie 0,2 %

He Ginbwe 1,0 % (Ha momeHT Bunycky). He

Ginbwe 1,0 %

Tpenapat mae 6yTH crepunbHUM
PaHnyHa KoHUeHTpauin 6akTepianbHi

EHOOTOKCMHIB B Npenapati Mac 6yTi He Ginbiue 70

MO B 1 mn

Bin 3,80 mr oo 4,20 Mre 1 mn Npenapary (95,0

% - 105,0 %)

Bin 0,45 mr go 0,55 mr B 1 mn npenapary (90,0
% - 110,0 %) (Ha momenT Bunycky). Big 0,40 mr
A0 0,55 mr 8 1 i npenapary (80,0 % - 110,0 %)

Binnoeigae
7.5

Bignoeinae

Binnoerinae

Binnoginae

112

11

Bianoeinae

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

Bignoeigae

Bignoeigae

3,98 mr/mn

0,52 mr/mn
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KpeaTuHiH Bin 7,20 mr oo 8,80 mr e 1 mn npenapaty (80,0
% - 110,0 %) (Ha momeHT sunycky). Big 2,40 mr
A0 8,80 mr 8 1 mn mpenapaty (30,0 % - 110,0 %) 8,14 mrimn
Ynakoska Mae Binnoeipatv suMoram Binnoeinae
MapKyBaHrHa Mae Bifgnoeiparv sumoram Bignosinae
Tepmid NpuAATHOCTI: 2 poku Ao 05.2026
¥moeu 36epiranna:  36epirati & opurisanbHii YTIRKOBUi Npu TemnepaTypi He guwe 25 °C,

KomenTapi:

3anBa npo ceprudikadito:

Lsm 7 3acsiguylo, wo BuLyeBKasaHa iHpopmallin € AOCTOBIPHOIO | TOUHOK. Lo cepito npoaykuii 6yno empobneno {BrnouaIoYK
YNaKOBKy/MapKyBaHHA) Ta NpoBefeHui KOHTRONMb il AKOCTI Ha HKKueBKazaHil ginbHugi B noeHii Bignosigrocti go sumor GMP,
BCTAHOBNEHUX MICHEBUM PETYAATOPHUM OPraHOM, a TaKoxK Y BINoBIAHOCTI i3 cneumdikavismm, aki 3HAXOAATLCA y peecTpayinHomy
AOCHETOProeoi niyeHsli, NMpoTokonu BUPo6HMLTRS, NakyeaHHA Ta aHanizie 6ynu nepesipexi Ta BCTaHoBNEHA BignosigHictb GMP,

flozsoneno po peanizauii / go BifiBAHTAXEHHA
YnoBHoBaxeHa ocoba — MposigHnii irkerep BCTaBN Arapycuk-Ulykina M.M.

11.06.2024

X i a i)
identifica

BuipoBHuua ginbhuys:

YKPATHA, 04080 m. Knis-80, syn. Knpuniscoka, 74; Nigensia Ha Bupo6rmuTeo AE Ne 637430 gin 07.04.2015

KouTpons Aakocti Ta Bupaua AO3BOMY Ha peanizayin:
YKPATHA, 04080 m. Kuis-80, Byn. Kupunisceka, 74; Ceigourso npo arecrauio Ne 390 Big 22.01.2019
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