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Ceptudikar akocti Ne 040000112434

MekronsaH® A 3i cmakom nicosux sirig, cupon 15 mr/5 mn no 100 mn y $nakosi, no 1
dnakoHy y nauui

1Mn Npenapaty mictutb amBpokcony rigpoxnopuay - 3 Mr

Homep cepii: 10124 KpaiHa oTpumyBay: YkpaiHa
KinbKicTb NpoayKuii: 26.352 Tuc.ynak. Ne PeecTp. NOCBifHEeHHA: UA/17729/01/01
Nata BUpoBHULTEA: 01.2024 Tepmit pii peectp. noceipuenns:  14.11.2024

AHanis BukoHaHui no: MK J13 go P NeUA/17729/01/01 sin 14.11.2019 p., sminum sin 25.02.2023 p.

HalimeHyBaHHA NoKasHUKIB Bumoru AHJ(cneyndikauii) Pesynbratu BunpobyeaHb

Onuc Mposopuii abo maxe nposopuit, 6esbapsHulk abo
Maike 6e36apBHUI, 3Nnerka B'A3KUA PO3UKH 3
CMaKoM flicoBUX Arig Bignosinae
IpeHTudikauia
Ha xpomaTorpami BUNPOGOBYBaHOrO PO3UuHY,
opepaHii B po3aini «KinbkicHe BU3HaYyeHHAY,
uacu yTpUMYyBaHHs OCHOBHUX MiKiB amBpoKcony
rigpoxnopuay Ta 6eH30MHOT KUCIOTN MaKTb
cniBRagaTh 3 Yacamun YTPUMYBaHHA OCHOBHWX MIKiB
amBpoKcony rigpoxnopuay Ta 6eH30WHOT KUCIOTU
Ha XpoMaTorpami po3dMHY NOPIBHAHHA (C) 3
TouHicTio 2% Bignosinae
Ha xpomatorpami BuunpobosysaHoro pos4nHy,
oflepaHili B po3aini «KinbkicHe
BU3HAUEHHA»,CMEKTP OCHOBHMX NiKiB ambpokcony
rigpoxnopuny ta 6eH3oMHOI KUCNoT Mae
¢riBnagaTtu 3i CNeKkTpoM OCHOBHUX MMiKiB

ambpokcony rigpoxnopugy Ta 6eH30MHOT KNcnoTu

Ha XpomaTtorpami posunHy NnopisHAHHA (c) Bignosigae
MNpo3opicTb OnanecueHuis npenapaTy mae byt He
iHTeHcuBHIWa 3a eTasoH cycnensit Il Bignosinae
KonboposicTb 3abGapeneHHs npenapaty mae 6yTm He
iHTeHCKBHIWMM 3a eTanoH B5 abo BY5S Bignosinae
B'saskicTb
KiHemaTtuuHa B'A3KICTb He metwe 18 mm2*c-1 23 mm2*c-1
TycrtuHa Big 1,090 r/cm3 o 1,150 r/em3 1,119 r/ecm3
pH Big 2,5 no 3,5 3,0
06'em BMICTY ynakoBkK He meHwe 100 mn Bignoginae
OgHopifHicTb Mack f03, Wo Mae BuTpumMyBaTy BUMOA
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BUTAraloTbCA i3 6araTofo308UX
KOHTelHepis Bignosigae

CynpoBigHi gomikn

Aomiwka B He 6inbiwe 0,2 % (Ha momeHT Bunycky). He
6inbwe 0,5 % 0,0 % (<MB)
6yab-axa HecneuundikoBaHa He 6inbwe 0,2 % (Ha momeHT Bunycky). He
JoMilliKa 6inbwe 0,2 % 0,0 % (<MB)
Cyma BCiX AOMILIOK He 6inbiue 1,0 % (Ha momeHT Bunycky). He
6inowe 1,0 % 0,0 % (<MB)
Mikpo6ionoriyHa uncrora
3aranbHe Yucno aepobHux Kputepin npuitHatHocti 100 KYO/mn
mikpoopratizmia (TAMC) 0 (meHwe 10)
3aranbHe YMCno APIKAXKOBUX i Kpuepiit npuinartHocti 10 KYO/mn
nnicHasux rpubie (TYMC) 0 (meHwe 10)
Escherichia coli BigcyTHictb B 1 Mn BigcyTHi

KinbkKicHe BU3HaueHHA

ambpoKcony rigpoxnopug Big 2,85 mr go 3,15 mr B 1 mn npenapaty 3,02 mr/mn
6eH30MHa K1cnoTa Bia 1,53 mr go 1,87 mr 8 1 mn npenapaty 1,73 mr/mn
YnakoBKka Mae signosigatn Bumoram Bignoeigae
MapkyBaHHA Mae BignoeigaTti BUMOram Bignosigae
Tepmin npuaaTHocTi: 2 poku No 01.2026
Ymosu 36epiranHa:  36epiraty B opuriHaneHIN ynakosui npw Temneparypi He BulWe 25 °C.

Tepmin npugatHoCTi Npenapary
nicns Neplloro BiAKPUTTA NepsuHHOT ynakosku - 180 gxis.

KomenTapi:

3anBa npo ceptudikauiio:

Lum A 3acBiguyio, W0 BULWEBKazaHa iHGopMaLia € AocToBipHOW | TouHow. Lio cepito Npoaykuii 6yno BupobneHo (BKnoYaUW
YNaKoBKy/MapKyBaHHA) Ta NPOBEOEeHN KOHTPOMb ii AKOCTI Ha HYDKYeBKasaHiil AinbHULI B NOBHIR BiANOBIAHOCTI A0 BUMOT GMP,
BCTAHOBREHUX MICLLeBUM PEryNATOPHUM OPraHOM, a TakoX Y BiiNoBIAHOCTI i3 cneyudikaliamu, AKi 3HaX0AATLCA Y peectpauiiHomy
[OCbE/TOProBoi nilieHsii. [poToKoNY BUPOBHULTBA, NakyBaHH#A Ta aHanisis 6ynu riepesipeHi Ta BcTaHoBneHa BignosigHicts GMP.

JosBsoneHo po peanisauii / Ao BiABaHTaXXeHHA

YnoeHoBaxeHa ocoba — MpoeiagHuin iHxernep BCTaBl ApemeHko B.B. 30.01.2024

Bupo6Huua ginbruya:

YKPAIHA, 04080 m. Kuig-80, syn. Kupuniscoka, 74; fliyeHsis Ha supobruyTteo AE Ne 637430 sig 07.04.2015;
Ceprudikat GMP Ne 108/2023/GMP sin 20.12.2023; GMP/EAEU/BY/0045-2021 sig 25.02.2021; UP/1-530-10/21-03/13 sia
28.10.2021
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KoHTponb AKocTi Ta BURaYa fO3BONY Ha peanisauiio:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceigourso npo arectauito Ne 390 sig 22.01.2019
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