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Ceprndikar axocri N 040000116767

Epem® PiHo, cnpen HazanbHWA, po3uuH, no 10 mn y dnaxoni, no 1 pnakoHy y nauni
1M NMPEMAPATY MICTUTb GEHINEGPUHY 2,5 MI, AUMETUHAEHY MANEATY 0,25 M

Homep cepii: 120724 KpaiHa oTpumyBay: YKpaiHa
KinbkicTe npogykuii- 79.893 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/M14054/01/01
Hata eupobHnuTea: 07.2024 TepMiH aii peecTp. noceigueHHn:  HeoGMexeHwid

AHanis BUKOHaHu# no: MKA 13 no P UA/14054/01/01, 3miHm Big 01.10.2021 p.

HalimeHyBaHHA NOKa3HUKIB Bumoru AHJ{cneundixanyii) PesynbTaTn BUnpobyBaHb
Onnc MNpo3opa Ge3bapeHa abo 3nerka »oBTyBaTa pigvHa
3i cnabkuMm 3anaxom nasaHgun Bignoeigae

laenTndikanin

JUMETUHAEHY ManeaT Ha xpomaTorpamax BUNpoBoByBaHOTO PO3YUHY,
OfiepXaHuX nNpu BUNpodyBaHHi "KinbkicHe
BW3HaYeHHA. [luMeTMHOeHY Maneat”, Jac
YTPUMYBaHHA NiKy AMMETMHAEHY Maneaty Ma€
CniBN3Aiati 3 Yacom YTPUMYBaHHA Niky
OUMETHHAEHY MaleaTy Ha XpomaTorpamax po3unHy
NOPIBHAHHA 3 TOUHICTIO +2% Bignoeigae

deHineppuH Ha xpomatorpamax BMNpoBOBYBaHOIC PO3YUHY,
OfiepXaHuX nNpu BUNpodyBaHHi "KinbkicHe
BU3HaueHHA. QeHinedpuH", Yac yTPUMYBaHHA Niky

deHinedpuHy Ma€e CniBNagaTy 3 Yacom YTPUMYBaHHA

niKy ¢PpeHineppuHy Ha XxpomaTorpamax posunHy

Bignoeigae
6GeH3ankoHio xnopua

xpomaTorpama);poautu NOPiBHAHHA 3 TOYHiCTIO +2% Bignoeipae
MNpo3opicTb Mae 6yt nposopum Bignosipae
KonbopogicTb MNpenapat mae 6yt Ge3bapeHum abo 3abapBneHHn

npenapary mMa€e 6yTH iHTEHCUBHILLIMM 3a eTancH Y6

(Ha momeHT BUNycKy). [penapaT mae 6yTn

Be3zbapBHUM abBo 3abapeneHHA NpenapaTty mae oyTu

iHTEHCMBHIWWMM 3a eTanoH GY4 Bignoeigae
pH Big 6,3 po 6,7 6,5
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O6'em BMICTY YNakoBKN He meHwe 10 mn Bignoeigae

CynpoBigHi gomiluxu

Jomiluku 1 He Ginbwe 1,0 % (Ha momeHT BUNYCKy). He
Binbwe 2.5 % 0,0 % (<MKB)
JomilKku 2 He 6inbwe 2,0 % (Ha momeHT BUNYCKy). He
Binbwe 3,5 % 0,0 % (<MKB)
6yab-AKol iHWOT AoMiLWKIA He 6inbwe 0,2 % (Ha momeHT BUNYcKy). He
Binbwe 0,5 % 0,0 % (<MB)
CYMa [OMILUOK OUMETUHIEHY He 6inbwe 3,0 % (Ha momeHT BUNYCKy). He
Binbwe 7.0 % 0,0 % (<MKB)
Mikpo6ionoriuHa uncroTa
3aranbHe Yucno aepoBHUX Kputepiil npuidHaATHOCTI 100 KYO/Mn
mikpoopraHismie (TAMC) * E
3aranbHe YUCNO APKIKOBKUX Ta Kputepiil npuitHaTHOCTI 10 KYO/Mn
nnicHABux rpubie (TYMC) * *
Staphylococcus aureus * BigcyTHicte B 1 mn E
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn *

KinbxicHe BU3HaYeHHA

AUMETUHAEHY ManeaT Big 0,238 mr go 0,263 mr B 1 mn npenapaty (Ha
MOMEHT BUNYCKY). Big 0,225 mr go 0,263 mre 1
MA NpenapaTy 0,251 mr/mn
$eHineppuH Big 2,38 mr go 2,63 wmr B 1 mn npenapaty 2,54 mrimn
6eH3ankoHi xnopua Big 0,090 mr go 0,110 mr B 1 mn npenapaty 0,105 mr/mn
¥Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepMmiH npraaTHOCTI: 2 pokn Do 07.2026

¥moBu 3bepiranna. 36epiratu B opuriHanbHii ynakoeui npu Temn

*Ha niacraei nepioguuHoro KeHTponw. [poTe Mu nigree

3anBa npo cepridikayio:

1] 1
Lum A 2aceiguyio, WO BULlEBKa3aHa iHdopMaLia € aogre |p|-|& &m :a: p||o npo,qyl(uu 6yno BupoﬁneHo {BKnoualoun
YNaKOBKY/MapKyBaHHA) Ta NPOBEAEHNIA KOHTPONb il AKYC

c‘g Ha HumquKasamﬁ?
BCTAHOBMIEHUX MICLI@BMM PEryNATOPHUM OPraHom, a Tak 1’5; ignoBigHocTi i3 me dikaLiamm, AKi 3HaXCRATLCA ¥ peecrpaulm-lomy
AochelToprosol niueHsii. MpoTtokonn BUpoBHULTEA, NaKyE > 'gl-ﬁ.ﬂlils\:é u" epeBipeHi Ta BCTaHOBNeHa BignoeigHicts GMP.
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AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba - HauansHuk eigginy BCtaBM NanTtyx FO.M. 31.07.2024
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Bupo6HHua finbHULA:

YKPAIHA, 04080 m. Knie-80, Byn.KupwuniscbKa, 74; JliueHsia Ha supobHuLTBOe AE N2 637430 Big 07.04.2015; GMP

051/2024/GMP Big 29.05.2024; GMP/EAEU/KZ/81-01-2024 Big 15.12.2023; GMP_UZ-08:2023 Big 30.11.202;

UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOETi T2 BHAAYA 103BOAY Ha peaniaayio:

YKPAIHA, 04080 m. Knie-80, eyn.Kupmnisckka, 74; Ceigoutso npo atectauio Ne 390 sig 22.01.2019
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