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Ceprudikar akocti N2 040000116515

Acnapkam-®apmak®, pozunH ana iH’ekuinh no 10 mn B amnyni, no 10 amnyn y nauui
1M PO3YMHY MICTUTb: MATHIIO ACMAPATIHAT 40MTr (3,37MrI MATHIIO), KANIKO ACNAPATIHAT 45,2MT (10,33Mr

KAIIO)
Homep cepi: 100524 KpaiHa oTpumyBau: YkpaiHa
KinbkicTb npoaykuii: 59.400 Tuc.amn, N2 PeecTp. NOCBiAYEHHA: UA/0269/01/01
[Nata BupobHuuTBa: 05.2024 TepmiH Oii peecTp. NocBigueHHA:  HeobmexeHwi

AHania BuKOHaHW# no: MKA 13 po PN NeUA/0269/01/01, 3minm Bip 22.06.2022 p.

HaimeHyBaHHA NOKa3HWUKIB Bumorn AHA(cneundikauii) PesynbTaTh BMNpo6yBaHb

Onuc Mpo3opa 6e3bapeHa abo 3nerka »XoBTyBaTa pignHa Bignosinae

laeHTndikayin

MarHin AkicHa peakuis Bianosipae
Kanin XapakTepHa peakLina (a) Binnosipae
acnapariHaT-ioH fKicHa peakuin Bignosigae
copbit AkicHa peakuis Bipnosinae
Mpo3opicTb Mae 6yTn nposopum Bipnosipae

Konboposictb Mae 6yt 6e3bapsHum abo 3abapeneHHsa npenapaty
mae 6yTi He IHTEHCMBHILIWMM 3a eTanoH BY6 Bipnosipae

MexzHiyHi BKNIOYeHHA: BUAUMI MNoBWHHI 6yTK BigCyTHI

4acTKK Binnosigae

MeXxaHiuHi BKNIOYEHHA: HeBMANMI YaCTKN

Yactok 3 po3mipom 10 MKM i He 6inbwe 6000 B amnyni
6inbwe 148
YacTok 3 pozmipom 25 MKM i He 6inbwe 600 B amnyni
Ginbwe
pH Bin 6,0 00 7,0 6,4
CTopoHHI aMiHOKMT10TH Ha xpomaTtorpami Bunpo6oByBaHOr0 PO3YMHY

6yAb-AKa AOAATKOBA MAAMA 32 PO3MIPOM Ta
iHTEHCWMBHICTIO 3a6apBNEHHA He MaE NepeBuLLYBaTH

NNAMY Ha XpomaTtorpami po3umHy nopiBHAHHA (a)

(He 6inbwe 0,5 %) Bignosigae
O6'em, Wo BUTAraeTbCA He meHwe 10 mn Bignosigae
CrepunbHicTb Mae 6yt cTepunbHUM Binnosipnae
bakTepianbHi eHOOTOKCUHM lpaHWYHa KOHUeHTpauia BakTepianbHUX

€HAOTOKCMHIB B Npenaparti ctaHoeuts 17,5 MO B 1

Mn Bignoeigae

KinbKicHe BU3HaueHHA
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MarHiio acnapariHat Bin 38,0 mr no 42,0 mr 8 1 mn npenaparty 39,8 mrimn
Kanito acnapariHar Big 42,9 mr no 47,5 mr 8 1 mn npenapary 45,8 mr/mn
YnakoBka Mae gignosigat Bumoram Bipnosipgae
MapkyBaHHsa Mae signosigaTtn Bumoram Bianosinae
Tepmin npuaaTHocTi: 3 poku Ho 05.2027
Ymoen 36epiranHa: 36epirat B 3axmweHomy Big ceitna micui npy Temnepatypi gig 15 °C go 25 °C. (]
KomeHTapi:

3anea npo ceptTudikayiio:

Uum A 3acsiguylo, Wwo euweBkasaHa iHpopmauia € foctosipHowo i TouHoto. Lo cepilo npoaykuii 6yno supobneHo (Bkniovaroum
YNakoBKY/MapKyBaHHA) Ta NPOBEAEHMI KOHTPONb il AKOCTI Ha HWXKUYEeBKa3aHii AinbHUUi B NoBHIN BignosigHocTi go sumor GMP,
BCTAHOBNEHUX MICLIEBUM PEryNATOPHUM OPraHoM, a TakoX Y BinoBigHoCcTi i3 cneundikauiamm, AKi 3HaXOAATLCA Y peecTpaLiiHoMy
Aocbe/ToproBoi niyexsii. MpoTokony BUpo6HUUTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHoBneHa BignosigHicte GMP.

Ao3soneHo fo peanizauii / 4o BigBaHTaXeHHA

YnosHoBaxeHa ocoba — lMposigHuii inxernep BCTaBM  Angpycuk-LykiHa M.M. 09.07.2024

Bupo6Hunua pinbHuys:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Jliuensis Ha sBupo6Huuteo AE Ne 637430 sig 07.04.2015;

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

KoHTponb aKocTi Ta Bugaua gossony Ha peanisauilo:
YKPAIHA, 04080 m. Knis-80, Byn. Kupunieceka, 74; Ceigouteo npo aTectauiio Ne 390 sig 22.01.2019
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