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Ceprudikar akocri N2 040000117218

PuHa3onin®, cnpeit HasanbHui 0,5 mr/mn, no 10 mn y ¢nakoHi, no 1 ¢nakoHy B nauui
1M PO3YMHY MICTUTb OKCMMETA3ONIHY MAPOXIOPUAY B NEPEPAXYBAHHI HA 100 % PEYOBMHY 0,5 M

Homep cepil: 50824 KpaiHa oTpuMmyBau: YkpaiHa
KinbkicTb npoaykuii: 80.271 Tuc.ynak. N2 PeecTp. NOCBIAYEHHA: UA/T191/02/01
Data BupobHuLTBa: 08.2024 TepMiH pil peecTp. NOCBIAUYEHHA;  HEOGMEKEeHNA

AHanis BUKOHAHWA No: MKSA N3 po PN NeUA/7191/02/01, 3minm Bin 07.09.2023 p.

HalimeHyBaHHA NOKa3HUKIB Bumorn AHJA(cneundixauii) PesynbTaTi BUNpo6yBaHb

Onuc Mposopa 6e3bapBHa abo 3nerka XoBTyBaTa piauHa Binnosigae
IneHTndikauia
OKCUMeTa3oniHy rigpoxnopua Ha xpomaTorpami BUNpo6oByBaHOTO PO34UHY,
oTpuMaHin B po3aini "KinokicHe BW3HAYeHHA",
yac YTpUMYBaHHA Nika OKCUMETa30NiHY
rigpoxnopuay Ma€ cniBnagaTi 3 Yacom
yTPMMYBaHHA Nika OKCUMETa30MiHy rigpoxnopuay

Ha XpPOMaTOrpami po3urHy NOPIBHAHHA 3 TOYHICTIO

12 % Binnosipae
OKCMMeTa3oniHy rigpoxnopua flkicHa peakuia Bignosinae
OeH3ankoHilo xnopug Ha xpomaTorpami BUNpo6oByBaHOTO pO3unHY,

oTpuMaHiii y po3aini "BeH3ankoHito xnopma”, yac

yTpumyBanHs nikie C12 i C14 6ensankoHiio

Xnopmay NOBUHEH CNiBNaAaTi 3 Yacom YTPUMYBaHHA

nikis C12 i C14 6eH3ankoHi0 xnopuay Ha

XpOMAaTOrpami po3umHy NOPIBHAHHA 3 TOUHICTIO & 2

% Bignosipae
nponineHrnikonb Ha xpomaTorpami Bunpo6oByBaHOro pO34mHy,

oTpuMaHiit y po3aini "MponineHrnikonb”, yac

YTPUMYBaAHHA Mika NponineHrnikonio Mae

cniBnajaTyi 3 4acom yTPUMYBaHHA Nika

nponineHrnikonto Ha xpomatorpami po3unHy

NopiBHAHHSA 3 TouHicTIo £ 2 % Bignosinae
noBiAoH Ha xpomaTorpami BUnpo60oByBaHOro po3unHy (Ha

NiHi cTapTy) Ma€e BUABNATUCA NNAMa

CBITNO-KOPUYHEBOTO KONbOPY Ha PiBHI NIAMM Ha

XpOMaTorpami po3umnHy NopiBHAHHA (a) Takoro x

Konbopy Bignosipae
nonieTWNeHrnikoNb Ha xpomaTtorpami BunpoboByBaHOro po3ynHy Mae

BWABNATUCA NNAMA CBITNO-KOPUYHEBOIO KONbOPY Ha
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piBHI NAAMKW Ha XpomaTorpami po3ynHy NOPIBHAHHA

(b) Takoro x Konbopy Bianosipae
docdatn XapakTtepHa peakuia (a) Bignosigae
MpozopicTb Mae 6yt npozopum Bignosigae
KonboposicTb Mae 6yTi 6e36apBHUM abo oro 3abapeneHHA Mae
6yTn He iHTEHCMBHIWMM 3a eTanoH BY7 Bignosipae
pH Big 5,5 no 6,5 59
CynpoBigHi gomiwkn
Aomilwka A He 6inbwe 0,5 % (Ha momeHT BUNycky). He
6inbwe 1,0 % 0,0 % (<MKB)
6yab-Aka HecneuudikosaHa He 6inbwwe 0,2 % (Ha momeHT BUNYyCKy). He
[IOMiLLIKa 6inbwe 1,0 % 0,0 % (<MKB)
CyMa AOMILLIOK He 6inbwe 1,0 % (Ha momeHT BUNycky). He
6inbwe 2,0 % 0,0 % (<MKB)
06'em BMICTY YNakoBKM He meHwe 10 mn Binnoginae
BeHsankoHilo xnopug Big 0,18 mr go 0,22 mr 8 1 mn npenapaty 0,20 mr/mn
MponineHrnikons Big 9,25 mr go 10,75 mr B 1 Mn npenaparty 9,97 mr/mn
MikpobionoriyHa uncrora
3aranbHe uncno aepobHMX Kpwepiin npuitnaTHocti 100 KYO/mn
mikpoopranizmis (TAMC) 0 (He BMABNEHO)
3aranbHe YACNO APIKAKOBUX Ta Kpurepiit npuinHaTtHocTi 10 KYO/mn
nnicHaux rpubie (TYMC) 0 (He BMABNEHO)
Pseudomonas aeruginosa BiacyTHicTb B 1 mn BigcyTHi
Staphylococcus aureus BigcyTHictb B 1 Mn BigcyTHi
KinbkicHe BU3HaYeHHA
OKCUMETa3oniHy rigpoxnopug Bin 0,475 mr go 0,525 mr B 1 mn npenapaty (Ha
MOMeHT Bunycky). Bin 0,45 mr go 0,55 mr 8 1 mn
npenapary 0,497 mrimn
Ynakogka Mae Bignosigatn BumMoram Bignosipnae
MapkyBaHHA Mae BignosigaTn BuMoram Bipnosigae
TepmiH NnpuaaTHOCT: 3 poku Do 08.2027

Ymoew 36epirannna: 36epirati B 3axuweHomy Bij ceiTna micli npu TemnepaTypi He Buwe 25 °C.

KomeHTapi:

3anea npo ceptudikayiio:

Lium A 3aceinuyio, W0 BulleBKa3aHa iHbopMallia € AocTosipHolo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (ekniouaiun
ynakoBKy/MapKyBaHHA) Ta NpOBefileHUi KOHTPONb 1 AKOCTI Ha HUXYEBKa3aHin AinbHWLI B NOBHIA BiANOBIAHOCTI O BMMOT GMP,
BCTaHOBMIEHUX MICLIeBUM PEryNnATOPHUM OpPraHoM, a TakoX Y BiANOBIAHOCTI i3 cneyudikayiamn, AKi 3HaxoAATbCA Y peecTpaliiHomy
nocbe/Toprosoi niuensii. MpoTokonn BUpo6HUUTBa, NakyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHoeneHa signosiaHicTe GMP.
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AossoneHo go peanisayii/ go sigBaHTaXeHHA

YnogHoBaxeHa ocoba - HauanbHuk sigainy BCtaBN NanTyx 10.M. 05.09.2024

BupobHunua ginbHmuya:
YKPATHA, 04080 m. Knis-80, Byn.Knpunisceka, 74; Niuensia Ha supobHnyteo AE Ne 637430 sig 07.04.2015;

GMP051/2024/GMP sig 29.05.2024; GMP/EAEU/KZ/81-01-2024 Bin 15.12.2023; GMPUZ-08:2023 sin 30.11.2023;
UP/1-530-10/21-03/13 sia 28.10.2021

KoHTpone sakocTi Ta BMgava nossony Ha peanizayiio:
YKPATHA, 04080 m. Knis-80, Byn.Kupuniscbka, 74; CeigouTso npo atectauiio N2 390 sig 22.01.2019
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