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Ceprudikar akocti Ne 040000112461

3inenop®, cnpeil ana porosoi nopoxHuuu 1,5 mr/mn, no 30 mn y pnakoHi, no 1 pnakoHy y
navyi
1M1 CMIPEIO MICTUTb: BEH3UAAMIHY MAPOXAIOPUAY 1,5 MT

Homep cepil: 20124 KpaiHa oTpumyBay: YkpaiHa
KinbKicTe npogaykuii: - 24137 Tuc.ynak. N2 PeecTp. noceigueHHs: UA/16107/01/01
[lata supobHuLTBa: 01.2024 TepmiH Aii peecTp. NocsigYeHHA:  HeobMmexeHui

AHanis BUKOHaHWi no: MKA 113 go PIN NeUA/16107/01/01, aminu sig 11.08.2021 p.

HaiimeHyBaHHA NOKa3HUKIB Bumorn AH/l(creyndikauii) PezynbTaTty BuUnpobyeaHb
Onuc MNpo3opa 6esbapeHa piANHa 3 XapakTepHnmM
3anaxom mM'ATu Bignosigae

lnenTndikanis

6eH3ungaminy rigpoxnopug Ha xpomaTorpami sunpoboByBaHoro posuuHy,

opepxaHii B po3gini "KinbkicHe Bn3HaueHHA",

yac yTpuMyBaHHs nika 6eH3mgaminy rigpoxnopugy

Mae criBnafgaTti 3 Hacom YTPUMYBaHHA MNiky

6eH3ugamiHy rigpoxnopuay Ha xpomarorpami

PO34MHY NOPIBHAHHA 3 ToUHicTio £ 2 % Bignosinae
HeH3ugaminy rigpoxnopug YnbTpadioneTosuil cnektp suNpoboBysaHoro

po3unHy B obnacti Big 275 Hm ao 325 Hm nosuHeH

MaTU MakcUMyM NOTAMHAHHS 3a [OBXUHW XBUNI

(306 2) Hm 306 Hm
meTunnaparigpokcubeHsoat Ha xpomaTorpami Bunpo6oByBaHOro Po3ynHy,

opeparin B posgini "KinbkicHe BusHayeHHsa" vac

yTpyUMyBaHHA Mika MeTuinaparigpokcubeHsoaTy mae

cnisrnagaty 3 YacoMm YTpUMYBaHHA Nika

METUNINaParigpoKCcMOeH30aTy Ha XPOMaTorpami

PO34YNRY NMOPIBHAHHA 3 TouHicTIO £2 % Bignosigae
fMpo3sopicts Mpenapat mae 6yTH Npo3opum Bipnosigae
KonboposgicTb Mpenapart mae 6yTu 6e3bapBHUM Binnosigae
pH Bin 5,0 50 7,0 6,9
06'em BMICTY ynaKoBKy He meHiwe 30 mn Bignosigae
OgHopigHicTb macu Mae sutpumysat Bumoru Bignosigae

CynpoBigHi gomilwkn
JoMmiwka B He 6insie 0,5 % 0,0 % (<MKB)
Jomiwka C He 6inbwe 0,5 % 0,0 % (<MKB)
HecneyndikoBaHa foMmillKa He 6inbie 0,2 % 0,1 %
cyMa JOMIlOoK He 6inbue 1,5 % 0,1 %
Cepmudbikam nidnucaHo enekmpoHHUM nidnUcom ID 040000112461 Crop.1 32
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MikpobionoriuHa yucroTa

3aransHe 4ucso aepobHuX Kputepin npuiinstrocti 100 KYO/mn

mikpoopratismis (TAMC) 0 (He Busgnexo)

3aranbHe YNCAO APIKEKOBUX i Kputepiit npuithatHocti 10 KYO/mn

nnicHasux rpuéis (TYMC) 0 (He BusBneHo)
Pseudomonas aeruginosa BincytHicts 8 1 mn BincyTHi
Staphylococcus aureus BigcytHictb B 1 Mn BipcyTHi

KinbKicHe BN3HaveHHA

6eH3ngamity rigpoxnopus Bin 1,425 mr go 1,575 mr 8 1 mn npenapary 1,487 mr/mn

MeTusnaparigpoxkcnéedsoar Big 0,90 mr go 1,10 mr B 1 mn npenapaty 1,00 mr/mn -
YnakoskKa Mae BignogigaTn BriMoram Bignosigae '
MapkyBaHHA ' Mae Bignoeifarty Bumoram ‘ Bignosigae
TepmiH npugaTHocTi: 2 poky Jo 01.2026

Ymogu 36epiraHin:  36epiraTi B opuriHanbHil ynakosyi npy TeMnepatypi He suwe 25 °C

KomeHTapi:

3aaBa npo ceprudikauyito:

Llum s 3acsiguyio, WO BULEeBKasaHa iHpopmallin € AOCTOBIPHOIO | TOUHOIW. Lo cepito npoaykuii 6yno erpobneHo (BKnovaouu
yrakoBKy/MapKyBaHH#A) Ta NPOBEAEHUI KOHTPONb il AKOCTI Ha HUNKUeBKa3aHill AiMbHLI B NOBHIY signosigHocTi Ao Bumor GMP,
BCTAHOBNEHUX MICLIEBIM DEFYNATOPHIM OPraHOM, a TaKoX Yy SiANOBIRHOCTI i3 cnevmdikaliamu, K 3HaXOAATBCA Y peectpalinHomy
focbelToprosol nitieHsil. MpoToKony BUPOGHWLTEA, NaKyBaHHs Ta aHanisis 6yni nepeBipeHi Ta BCTaHOBNEHa BIANOBIAHICTD GMP.

JloseoneHo Ao peanisaii / 4O BiABaHTAKEHHSH

31.01.2024

YrosHoBaxeHa ocoba — MposigHuii ikxeHep BCraBll * fApemenko B.B.
BupobHyua ginbHKULA:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; flileHsis Ha BLpobHuLTBO AE Ne 637430 8ig 07.04.2015;
Cepudikat GMP Ne 108/2023/GMP sig 20.12.2023; GMP/EAEU/BY/0045-2021 Bip 25.02.2021
KoHTponb sKCCTi Ta BuaYa RO3BONY Ha peanisaciito: . C
YKPAIHA, 04080 m. Kuie-80, Byn. Kupunincebka, 74; CeigouTro npo atectadio Ne 390 Bin 22.01.2019
Cepr'nbd;imm NiGNUCanO eNeKMpOHHUM nidnucom | C - ' 1D 040000112461 Crop.2 32



