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Ceptudikar akocti N2 040000116210

Punasoniu®, cnpen naszanbHuin 0,5 mr/mn, no 10 mn y ¢pnakoHi, no 1 ¢pnakony B nauui
1M PO3YMHY MICTUTb OKCYMETA3ONIHY MAPOXNOPUAY B MEPEPAXYBAHHI HA 100 % PEHOBUHY 0,5 Ml

Homep cepii: 40624 KpaiHa oTpumysay: YKpaiHa
KinbKicTe npoaykuii: 80.160 Tuc.ynak. N2 PeecTp. nocBigueHHs: UA/7191/02/01
Oarta BupobHuUTBa: 06.2024 TepmiH gii peecTp. nocsigueHHa:  HeobmexeHui

AHani3 BUKOHaHWUI No: MKA N3 go PN NeUA/7191/02/01, 3miHu Big 07.09.2023 p.

HaiimeHyBaHHA NOKa3HUKIB Bumoru AH[l(cneundikanii) PesynbraTh BunpobysaHb
Onuc Mpo3opa 6e36apeHa abo 3nerka XoBTyBaTta piguHa Bipnosipae
laeHTndikauia
OKCMMETa3oniHy rigpoxnopup Ha xpomatorpami Bunpo6oByBaHOro po3yuHy,

oTpuMaHii B po3gini "KinekicHe Bu3HaveHHA",
yac yTPUMYBaHHSA Mika OKCUMETa30NIHY
rigpoxnopugy Mae cnisnafartit 3 4acom
YTPUMYyBaHHA Nika OKCMMETa3oniHy rigpoxnopuay

Ha XpoMaTorpami po3unHy NOPIBHAHHA 3 TOYHICTIO

+2 % Bianosipae
OKCUMETa30NiHy rigpoxnopua flkicHa peakuia Bipnosigae
6eH3anKoHi xnopua Ha xpomarorpami BunpoboByBaHOrO PO3UMHY,

OTpUMaHil1 y po3gini "beHsankoHio xnopua”, Yac

yTpumyBaHHa nikie C12 i C14 6eH3ankoHiw

XNopuay NoBMHEH CMiBnagati 3 4acom YTPUMYBaHHA

nikie C12 i C14 6eH3ankoHito xnopuay Ha

XpoMaTorpami po3uuHy NOPIBHAHHA 3 TOUHICTIO + 2

% Bignosigae
nponineHrnikonb Ha xpomartorpami Bunpo6oBysaHOro po3uunHy,

oTpumaHiit y pozaini "Mponinexrnikons", yac

YTPUMYyBaHHA nika nponineHrnikono mMae

cniBnagaTtyi 3 4acom yTPUMYBaHHA Nika

NponNiNeHrNiKon Ha XxpomaTorpami Po3umHy

NOPIBHAHHA 3 TOuHICTIO £ 2 % Bignosigae
noBiAoH Ha xpomatorpami BUnpo6oByBaHOro posuuHy (Ha

NiHIT CTapTy) Ma€ BUABNATUCA NNAMA

CBITNO-KOPWUYHEBOrO KONbOPY Ha PiBHI NAMK Ha

XpomaTorpami po3uMHy NOPIBHAHHA (a) Takoro

KONbOpY " Binnosigae
nonieTUneHrnikons Ha xpomaTtorpami Bunpo6osysaHoOro po3ynHy mae

BUABNATUCA NNAmMa CBiTﬂO-KOpHHHEBOFO KONbOpPY Ha
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PiBHI NIAMY Ha XpOMaTorpami po3unHy NOPIBHAHHA

(b) Takoro x Konbopy Binnoeinae
docdatu XapaktepHa peakuia (a) Binnosigae
MNpo3sopicTb Mae 6yTn nposopum Bignosigae
Konboposictb Mae 6yTn 6e3b6apsHuM abo Moro 3abapsneHHA Mae
6YTW He IHTEHCWMBHIWKMM 3a eTanoH BY7 Bignosigae
pH Bin 5,5 no 6,5 59
CynposigHi AoMilWKN
nomiwka A He Ginbwe 0,5 % (Ha momeHT BUnycky). He
Ginbwe 1,0 % 0,0 % (<MB)
6yab-AKa HecneundikoBaHa He 6inbwe 0,2 % (Ha momeHT Bunycky). He
[AOMILLKa Ginswe 1,0 % 0,0 % (<MKB)
CymMa AOMILLOK He 6inbwe 1,0 % (Ha momeHT Brnycky). He
Ginobwe 2,0 % 0,0 % (<MKB)
06'em BMiCTY ynakoBKK He meHwe 10 mn Bipnosipae
BeH3ankoHito xnopug Bin 0,18 mr go 0,22 mr B8 1 mn npenapaty 0,21 mr/mn
Mponinexrnikonb Big 9,25 mr go 10,75 mr B 1 mn npenapaty 9,67 mr/mn
Mikpob6ionoriuHa uncrora
3aranbHe ynucno aepobHUX Kputepin npunnHaTtHocTi 100 KYO/mn
MmikpoopraHiamie (TAMC) * *
3aranbHe YMCNo OpPiKAMKOBUX Ta Kputepiit npuiHatHocTi 10 KYO/mn
nnicHasux rpubis (TYMC) * .
Pseudomonas aeruginosa * BigcyTHicTb B 1 Mn 2
Staphylococcus aureus * BigcyTHicTe B 1 mMn %
KinbkicHe BU3Ha4YeHHA
OKCMMETa30NiHy rigpoxnopua Bin 0,475 mr go 0,525 mr 8 1 mn npenaparty (Ha

MoMeHT Bunycky). Big 0,45 mr go 0,55 mr e 1 mn

npenapary 0,510 mr/mn
Ynakoeka Mae Bignosigatv BUMOram l Binnosigae
MapkyBaHH# Mae signosigatn Bumoram Bianosinae
Tepmin npugaTHoCTi: 3 poku o 06.2027

YMoBu 36epiranHa:  36epiraTvi B 3axuiLeHOMy BiA CBiTna micui npu Temnepatypi He Buwe 25 °C.
KomeHTapi: «

*Ha niacragi nepioanyHoro KoHTponio. MpoTe Mu NIATBEPKYEMO BIANOBIAHICTL naHoi cepii Bumoram HI

3anBa npo cepTudikauiio:

Lium A 3acBifuylo, WO BUWeBKasaHa iHdopmauis € JocToBipHOW i TouHow. Lo cepito npoaykuii 6yno BupobneHo (BKOHaKYM
YNaKOBKY/MapKyBaHH#A) Ta NPOBEAEHWI KOHTPOMb ii AKOCTI Ha HIDKYEBKa3aHii AiNbHULI B NOBHIi BignosigHocti go sumor GMP,
BCTaHOBNEHWX MICLIEBIM PETYNATOPHUM OPraHoM, a TakoX y BiANOBIAHOCTI i3 cneyndikauiamMm, AKI 3HAXOAATLCA Y peecTpauinHomy
[OCbE/TOProBoi Niliensii. [poTokony BUPOBHULTBEA, NaKyBaHHA Ta aHanisis 6ynu nepesipexi Ta BCTAHOBNEHa BIANOBIAHICTD GMP.
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[Hossoneno go peanizauii / 4o BigBaHTaXeHHA

YnoeHoBaXeHa ocoba - HauanbHuk sigainy BCraBIl Nantyx 10O.M. 15.07.2024

Bupo6Huua ginbHuuA:
YKPAIHA, 04080 m. Kuig-80, Byn.Kupuniscoka, 74; NiueHsia Ha Bupo6bHuUTBO AE N 637430 8in 07.04.2015;

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

KoHTponb AKocTi Ta Bujgava A03BONY Ha peanisauiio:
YKPAIHA, 04080 m. Knie-80, Byn.Knpuniscbka, 74; Caigoureo npo atectauito Ne 390 sig 22.01.2019
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