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CepTudikar skocti Ne 040000117757

Hadtusnu®, kpanni HasanbHi 0,1 % no 10 mn y ¢pnakoHi, no 1 pnakoHy B nauui

1m0 nperiapaTy MicTUTL HadasoniHy HiTpaty 1 mr

Homep cepil: 130924 Kpaina oTpumysay: YkpaiHa
KinbKkicTb npoayxuii: 261.912 Tuc.dnak. N2 PeecTp. nocaifueHHs: UA/3332/01/02
[ata BupobHuyrsa: 09.2024 TepmiH fiii peecTp. NOCBIAYEHHA: HeobmexeHu i

Awanis BuKOHaHU no: MKsl 113 go PTT NeUA/3332/01/02, 3minm Big 20.01.2021 p.

HalimeHyBaHHA NOKasHUKIB

Bumoru AHJ(cneuudixawii) PesynbraTi BUNpoByBaHb

Onnc
lgenTudikauia

YO-cnekTp

KucnoTa 6opHa
MNposopicTb

Konboposictb

pH
CynpoBiaHi gomiliku
HadazoniHy AoMmillKa A
06'eM BMICTY ynakoBKY
Mikpo6ionoriyHa 4ucrora
3aranbHe Y1Cno aepobHyIX
mikpoopranizmis (TAMC) *
3arasnbHe YuCno BpPiKAXKOBUX Ta
nnicussux rpubis (TYMC) *
Staphylococcus aureus *
Pseudomonas aeruginosa *
KinbkicHe BU3HaUYeHHA

Hadasoniny HiTpaT

Mpo3zopa, 6e3bapsHa abo 3erka XOBTyBaTa pinvHa Binnosigae

YnbTpadioneTosuin CNeKTp nornHaHHA
BUNPOBGOBYBAHOr0 PO3UNHY, NMPUTOTOBAHOTO B
posaini "KinbkicHe Bu3HaueHHsA. HadasoniHy

HiTpat", B o6nacri sig 240 Hm po 320 Hm

MOBUHEH MaTy MoBHE CniBnafaHHA CMYr NOrNHaHHA

3i CMyramut NornuHaHHA CNekTpy pPOoO34ynHYy

NOPIBHAHHA Binnoeigae
fikicHa peakuis Binpnosinae
Mage 6yTu nposopum Binnosigae
3abapeRexns npenapaty mae 6yTn He

iHTEHCUBHILLMM 33 eTanoH BY7 Bignosigae
Big 4,0 no 5,5 4,9

He 6inbwe 2,0 % Binnosinae
He meHwe 10 mn Bignoeigae

Kputepiit npuitiaTocti 100 KYO/mn

Kputepin npuiHsatHocti 10 KYO/mn

BincyTHicTb 8 1 Mn

BigcytHicTe B 1 MmN

Big 0,95 mr go 1,05 mry 1 mn npenapary (Ha
MOMEHT BUMycKy). Big 0,90 mr ao 1,10 mry 1 mn

npenapary 0,97 mr/mn
Kucnota 6opHa Bip 18 mr go 22 mr y 1 ma npenapaty 20 mr/mn
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Ynakoska Mae BignosigaTty sumoram Bignosigae
MapkyraHHs Mae Bignosigati Bumoram Bignogipae
Tepmix npugarHocri: 3 poku Ho 09.2027

Ymoeu 36epiranna:  36epiratu B opuriHanbHiii ynakosui npu Temnepartypi He suue 25 °C.

KomenTapi:

*Ha nincraei nepioguuHoro KOHTPoOsIO. [Tpote mn nigTBepXyeMo signosigHicTs faHoi cepil Bumoram HL
3anBa npo ceprudikauio:

Unm A saceiguyto, Wo BuUlieBKazaHa iHbopMmaLlia € LOCTOBIPHO0 i TouHOID. Lo cepito npogykuii 6yno BUpoGNeHo (BKNoYaouu
yrakoeky/mapKyBaHHs) Ta nposefeHu KOHTpONb 1i AKOCT] Ha HyKYeBKasaHil finbHULI B NOBHIK BignosigHocTi Ao sumor GMP,
BCTAHOBNEHWUX MICLEEBUM PEryNATOPHNM OPraHoM, a TaKoX Y BiANOBIAHOCTI i3 cneyudikayiamu, aKi 3HaxoAATLCA Y peectpauinHomy
Aocbe/Toprosol niuewsii. MPOToKoAN BUPOBHULTBA, MaKyBaHHA Ta aHanizis Bynu nepesipeHi Ta BcTaHoBAeHa BignosigHicts GMP.,

DozeoneHo go peanisauii / no BigsaHTaXKeHHA

YnosHoBaxeHa ocoba — MpoBsigHun inxeHep BCTaBM fipemeHko B.B. 27.09.2024

Bupo6Huva ginbuunua:

YKPAIHA, 04080 m. Kuis-80, 8yn. Kupuniscbka, 74; NiveHsia Ha BupobHULTBO AE N2 637430 gig 07.04.2015;
Ceprudikat GMP Ne 108/2023/GMP gig 20.12.2023; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 Big
15.12.2023

KoHTtponb akocti ra Bugaua A03BONY Ha peanizauiio:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; CeinouTtso npo atecrauito Ne 390 sig 22.01.2019
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