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Ceprtudikar akocri Ne 040000111107

MekronBaH® A 3i cmakom nicoBux arig, cupon 15 mr/5 mn no 100 mn y dnakoHi, no 1
¢dnakoHy y nauui

1mn npenapaty MicTUTb ambpokcony rigpoxnopuay - 3 mr

Homep cepii: 11123 KpaiHa oTpumysay: YKkpaiHa
KinbKicTb npogyKuii: 26.273 Tuc.ynak. N2 PeecTp. noceigueHHs: UA/17729/01/01
[ara BupobHuuTea: 11.2023 TepmiH gii peectp. noceiguenns:  14.11.2024

AHani3 BUKOHaHWi No: MKA N3 go PMN NeUA/17729/01/01 Big 14.11.2019 p., 3mitm Big 25.02.2023 p.

HaliMeHyBaHHSA NOKa3HUKIB Bumoru AH[(cneuudikauii) PesynbTaTtu BUNpobyBaHb

Onuc MNpo3opuin abo marke npo3opuin, 6es3bapBHNn abo
malixke 6e3bapBHUI, 3nerka B'A3KWUIA PO3UNH 3i
CMaKOM JlicoBUX Arin Bignosigae
lpeHTudikauin
Ha xpomartorpami BUNpoboByBaHOIoO PO34UHY,
opepaHin B po3gini «KinbkicHe BU3HaueHHAY,
yacu yTpUMyBaHHA OCHOBHUX MiKiB aMbpoKcony
rinpoxnopuay ta 6eH30MHOI KNCNOTU MaloTb
cniBnagatv 3 Yacamy yTPUMyBaHHA OCHOBHUX NiKiB
ambpokcony rigpoxnopuay Ta 6eH30MHOT KUCIoTH
Ha Xpomarorpami po3urHy NOPIBHAHHS (C) 3
TouHicTio £2% Bignosinae
Ha xpomarorpami Bunpo6oByBaHOro po34uHy,
ofleprkaHin B posgini «KinbkicHe
BM3HAUEHHs»,CMNEKTP OCHOBHUX MiKiB ambpokcony
rigpoxnopugy tTa HeH3oNHOI KMCNoTn Mae
cniBnagaTy 3i CNeKTpoM OCHOBHUX NiKiB

ambBpoKcony rigpoxnopuay Ta 6€H30MHOT KUCNoTH

Ha Xpomarorpami po3unHy nNopiBHAHHA (C) Bignosigae
Mpo3sopicTb OnanecueHuia npenapaty mae 6yTn He
iHTEHCMBHILWA 3a eTanoH cycneHsii |l Bignosigae
KonboposicTb 3abapBneHHa npenapaty mae 6yt He
iHTEHCMBHILLWM 3a eTanoH B5 abo BY5 Bignosigae
B'askicTb
KiHemaTuuHa B'A3KicTb He meHwe 18 mm2*c-1 29 mm2*c-1
lycTuHa Big 1,090 r/cm3 go 1,150 r/cm3 1,123 r/cm3
pH Bin 2,5 no 3,5 3,0
O6'em BMICTY ynakoBKum He meHwe 100 mn Binnosigae
OpHopigHICTb Macu Jo3, Lo Mae ButpumyBsaTu BUMOTHM
Cepmucpikam nidnucaHo enekmpoHHUM NidnUCoM ID 040000111107
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BUTAraloTbCA i3 6araTofo3oBmX
KOHTeWnHepiB Bignosifae

CynpoBigHi gomiKn

Jomilka B He 6inblwe 0,2 % (Ha momeHT Bunycky). He

6inbwe 0,5 % 0,1 %
6ynb-aka HecneundikosaHa He 6inbwe 0,2 % (Ha momeHT BUnycky). He
[oMilLKa 6inbwe 0,2 % 0,0 % (<MKB)
Cyma BCiX [JOMILIOK He 6inbwe 1,0 % (Ha momeHT Bunycky). He

6inowe 1,0 % 0,1 %

Mikpo6ionoriuHa uncrora

3aranbHe Yncno aepobHUX Kputepiv npunHatHocTi 100 KYO/mn

mikpoopraHismis (TAMC) 0 (meHwe 10)

3aranbHe YNCNO APPKAPKOBUX i Kputepin npunHatHocTti 10 KYO/mn

nnicHaBmx rpubis (TYMC) 0 (meHwe 10)
Escherichia coli BiacyTHictb B 1 Mn BigcyTHi

KinbkicHe BU3HaueHHA

ambpokcony rigpoxnopua Bia 2,85 mr go 3,15 mr 8 1 mn npenapary 3,07 mr/mn
6eH30lMHa KucioTa Big 1,53 mr go 1,87 mr 8 1 mn npenapaty 1,76 mr/mn
YnakoBka Mae Binnosigatn Bumoram Binnosigae
MapkyBaHHA Mae Bignosigati BUMoram Binnosigae
TepmiH npupaTHocTi: 2 poku Ho 11.2025
YmoBwu 36epiraHHa:  36epiratn B OpUriHaNbHIN ynakosui npu Temneparypi He BULe 25 °C.

TepmiH npuaaTHoOCTI NpenapaTy
nicna nepworo BiAKPUTTA NepBuHHOI ynakosku - 180 aHis.

KomeHTapi:

3asBa npo cepTudikauiio:

Linm a 3acsiguyto, Wo BuULeBKaszaHa iHpopmalia € gocToBipHOt i TouHow. Lo cepito npogykuii 6yno Bupo6neHo (BKtovatouu
ynakoBKy/MapKyBaHHA) Ta NpoBeAeHNA KOHTPOJIb T AKOCTI Ha HWKYeBKasaHin 4inbHWLi B NOBHIK BignosigHocTi po sumor GMP,
BCTaHOBMIEHUX MiCLLEEBUM PEryNAaTOPHNUM OpPraHoM, a TakoxX y BigNoBiAHOCTI i3 cneumdikauiamu, AKki 3HaxXo[ATbCA Y peecTpauinHomy
Aocbe/Toprosoi nilleHsii. MpoTokonu BUpPo6bHULTBA, NaKyBaHHS Ta aHanisis 6ynu nepesipeHi Ta BcTaHosneHa BignosigHicte GMP.

[o3BoneHo Ao peanizauii / Ao BigBaHTaXKeHHs

YrnoBHoBaxeHa ocoba — MpoeigHun iHxeHep BCTaBM ApemeHko B.B. 23.11.2023

Bupo6Huua ainbHuusa:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Nlinensia Ha BupobHuuteo AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP Ne 035/2022/GMP sig 03.08.2022; GMP/EAEU/BY/0045-2021 Bin 25.02.2021; UP/1-530-10/21-03/13 8in
28.10.2021
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KoHTponb sAKocTi Ta Buava fo3BONY Ha peanisauito:
YKPAIHA, 04080 m. Knig-80, syn. Kupuniscbka, 74; Csinourso npo atectauito Ne 390 sig 22.01.2019

Cepmucpikam nidnucaHo esekmMpoHHUM nidNUCom ID 040000111107
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