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Ceptudikat akocri N2 040000117973

®apmacynin® H NP, cycnensia ansa in'ekuin, 100 MO/mn no 10 mn y ¢nakoHi, no 1 ¢nakoHy
Bnauyi
AMI CYCMEH3IT MICTUTb IHCYSTIHY NIOACHKOTO BIOCUHTETUYHOTO ([HK - PEKOMBIHAHTHOrO) 100 MO

Homep cepii: 90924 Kpaita oTpumyBsau: YkpaiHa
Kinbkictb npoaykuil: 19.050 Tuc.ynak. N2 PeecTp. NOCBIAYEHHA! UA/2320/01/01
[laTa Bupo6HULTBa! 09.2024 Tepmit gl peecTp. nocsiguenHa:  HeobMexeHui

Anani3 BUKOHaHWI no: MKA 113 go PN NeUA/2320/01/01 sig 30.10.2020 p., 3miHu sig 01 .10.2021 p.

HaliMeHyBaHHA NOKazHUKIB Bumoru AHJ(cneyndikaui) Pesynbratu sunpobysaHb

Onnc CycneHsis 6inoro Konbopy, fKa npu
BiACTOOBAHHI AINUTBCA Ha Binuit ocag |
6e3bapsHy abo Maitke 6e3bapeHy Hagocanosy
piguHy. MNpwn cTpywyBasHi ocag nerko
CyCneHAyeTbCn Binnosigae
lpenTudikauin
[HCYRiH NIOACLKUN Ha xpomaTorpami BUNpo6oByBaHOrO PO34UHY,
oTpuvmaniit B po3aini "KinbkicHe BU3HaueHHA",
vac yTpUMYBaHHA OCHOBHOIO NiKa iHCyNiHy
NIOACHKOrO Ma€ CriBnagatii 3 Yacom yTpuMyBaHHA
OCHOBHOrO MiKa iHCYNiHy SIl0ACbKOro Ha
XpomaTorpami posuuHy NOpPIBHAHHS (a) Bignoeinae
MeHon, meTakpeson Ha xpomaTorpami BUNPo6oByBaHOro pPO3uyHY,
oTpUMaHIil Npu BU3HaYeHHi BMICTY deHony i
METaKpe30y, Yack yTpUMyBaHHa nikis geHony i
MeTakpesony MaloTb CniBnagati 3 Yacamn
yTpUMyBaHHA nikis ¢peHony i meTakpesony Ha
XpOMaTorpami PO3UNHY NOPIBHAHHS Bignoeinae
Po3mip 4actok Mpw nepernagi aif MIKPOCKONOM OCHOBHA Maca
YaCTOK Ma€ BUF/AZL BUTATHYTUX KPUCTaNis 3

po3mipom Ginblue 1 MKM, PO3MIPYU OANHUYHUX

KpycTanis MoxyTb nepesuiysath 40 mkm Bignosinae
CrinkicTb cycnensit Yac 40 NOsBU UITKOro po3aineHHs Wwapis Mae
6yTV He MeHwe 3 XB Bignosigae

MexaHiuHi BKNoUeHHs: HeBUAKUMI HacTKn

YacTtok 3 poamipom 10 MKM | He 6inbwe 6000 8 1 KoHTelHepi

Ginble 263,33

YacTok 3 po3Mipom 25 MKM i He 6inbiwe 600 B 1 KoHTenHepi

6inbuwe 8
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Ten. (044) 496-87-87, Ten./pake (044) 239-19-38, Ten./paxe (044)49689-42, Ten. (044) 485-26-57 {uinoaoGosa)

pH Bin6,9007,5 7,3
Binkn BUCOKOMONEKYNAPHI He 6inbwe 1,0 % 0,1%
A21-pesamipoiHcynix He 6inbue 2,0 % 0,4 %
CynposigHi 6inku He 6inbwe 2,0 % 0,0 % (<MKB)
®eHon Big 0,59 mr fo 0,72 mry 1 mn npenapary

(90-110 %) (Ha momeHT Bunycky). Big 0,52 mr go

0,72 mry 1 mn npenapaty (80-110 %) 0,65 mr/mn
MeTtakpeson Big 1,44 mr go 1,76 mry 1 mn npenapary

(90-110 %) (Ha momeHT BUNYCKy). Big 1,28 mr go

1,76 mry 1 mn npenapary (80-110 %) 1,57 mrimn
LunHK He 6inbwe 40 mkr Ha 100 MO iHcyniHy niogcbKoro 28 mkr/100MO
06’ em, WO BUTAraeTHCA He menwe 10 mn Bigrniosinae
CrepunbHicTb Mae 6yt cTepunbHnm Bignogigae
BakTepianbHi eHLOTOKCUHN [paHnyHa KoHUeHTpauin eHAOTOKCMHIB Mae ByTn

He Binbwe 80 MO B 1 mn npenapaty Bignosigae
IHcyniH y Hagocaposin piguHi He 6inbwe 1,0 % Big 3arancHoro smicty

iHCyniHy NOACbKOTo 0,1%

KinbKicHe Bu3HaueHHn
IHCyniH noacbKUi Big 95 MO/mn go 105 MO/mn 100 MO/mn

YnakoBka Mae Bignosigatu Bumoram Binnosigae
MapkyBaHHs Mae Bignosigatt BUMOram Bignosigae
Tepmin npuaatHocTi: 2 poKu o 09.2026

Ymosu 36epiranna:  36epirati B opuriHanbHii ynakosui npu Temneparypi sig 2 °C go 8 °C (y xonoguasHuky). He
3amopoxyBsaTu. TepmiH 36epiraHHa Nnpenapaty y KapTpuaxax i dnakoHax nicna sigkpuTTa 28 Ai6 npw
Temnepatypi sin 15 °C go 25 °C, 3axuwaioun Big neperpisaHHA Ta COHAUHUX NpomeHis. KapTpuaxi, sk
BUKOPWCTOBYIOTLCA, He Cifl TPUMATU Y XONOANBHUKY.

KomenTapi:

3aaBa npo cepTudikayiio:

Lum 7 3acsiguyro, Wo BuwesKasaHa iHpopmMauis € f4ocTosipHO | TouHot. Lo cepito npoaykuii 6yno Bupobnexo (BKMOYaOUN
ynakoBKy/MapKysaHHs) Ta NPOBeAeHN KOHTPOSb il AKOCTI Ha HUKYeBKasaHill AinbHWLi B NOBHIM BifNoBigHOCT no sumor GMP,
BCTaHOBNEHUX MICUEBUM PEryiIsTOpHUM OpraHoMm, a TakoX Y BigNoBigHOCTI i3 cneyudikauismu, AKi 3HaXOAATLCA y peecTpauitHomy
Bocbe/Toprogoi niueHsii. NpoTokonu BUpoBHULTBA, NaKyBaHHs Ta aHanisie Bynu nepesipeHi Ta BCTaHoBNEHa BignosigHicTs GMP.,

OB HO8aK
DosBoneHo go peanisauii / no BigBaHTa)XKeKHA !F)C;J/D}//
. . alifiedriarg
YrosHoBaxeHa ocoba - HauanbHuk sigainy BCraBMn NlanTyx 10.M. )2 }/"“m” 22.10.2024
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Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./dpaxc (044)49689-42, Ten. (044) 485-26-57 (uinoso6080)

Bupo6Huua ginbHuys:
YKPAIHA, 04080 m. Kuig-80, syn.Kupuniscbka, 74; Nliyensia Ha BupoGruuteo AE Ne 637430 sin 07.04.2015; GMP

051/2024/GMP sig 29.05.2024; GMP/EAEU/KZ/81-01-2024 sin 15.12.2023; GMPUZ-08:2023 Big 30.11.2023;

UP/1-530-10/21-03/13 8ig 28.10.2021

KoHTponb AKOCTi Ta BUfaua JO3BONY Ha peanizauito:
YKPAIHA, 04080 m. Kuig-80, Byn.Kupuniscoka, 74; Caigoutso npo atectayiio N° 390 sin 22.01.2019

ID 040000117973
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