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Ceprndikar axocri N 040000114320

Ha¢Tusun®, xpanni HasanbHi 0,09 % no 10 mn y dnaxoni, no 1 ¢pnakony B nauui

1M1 NPEMAPATY MICTWUTL HADAZORIHY HITPATY 0,5 M

Homep cepii: 30424 KpaiHa oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 67.764 Tnc.ynax. Ne PeecTp. NocBigueHna: UA/0704/01/01
Hata enpotHnuTBa: 04.2024 TepMiH gii peecTp. nocsigueHHn:  HeofMexenni

AHanis BUKOHaHu# no: MKA 13 no P NeUA/O704/01/01, 3minm Big 25.11.2022 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opa, 6ezbapeHa aGo 3nerka XoBTyBaTa piguHa Bignosigae
laeHTUdiKaLin

laeHTHPiKaLiA

HiTpaTK
BopHa Kncneta
MNpo3opicTb

KonbopoBicTb

pH
CynposigHi gomiluxm

Hadazoniny gomilku A

¥YneTpadioneToBUN CnekTp NOrAMHAHHA
BVNpoGoByBaHOMo PO3vMHY, NPUroTOBAHOrO ANA
KiNkKiCHOro BM3HaJeHHA, B obnacti gig 240 Hm

Ao 320 HM NOBWMHEH MaTW NOBHE CMNiBNafaHHA CMyT

NOrAUHAHHA 3 CMYTramW NOrMUHaHHA CNeKTpy

PO3UMHY NOPIBHAHHA Bignoeigae
XapaktepHa peakuia (b) Bignoeigae
flkicHa peakuina Bignoeigae
Mae Byt nposopum Bignoeigae

3afapsneHHA npenapaty Mac 6yt He
iHTEHCMBHIWMM 33 eTanoH BY7 Bignoeigae

Big 4,0 po 5,0 4,4

0,0 % (<MB)

6ynb-aKkol iHWOT gomMiWKA 0,1%
CyMa [OMILIOK 0,1 %
O6'em BMICTY YNakoBKK Bignoeigae
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX
mikpoopraHismie (TAMC) * w,,(, ik *
3aranbHe YUCNO ApiXKAKOBUX | Kputepiil npu HHHTH:.')CI'I 10 K¥YO/mn
nnicHABKx rpubie (TYMC) * ke
Staphylococcus aureus * BigcyThicte B 1 Mn *
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn x
KinekicHe BU3HauYeHHA
Hadazoniny HiTpaT Big 0,475 po 0,525 mr y 1 mn npenapaty (Ha
MOMeHT BUNYCKY). Big 0,45 go 0,55 mry 1 mn
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npenapary 0,501 mr/mn
BopHa Kncnota Big 18,0 mr o 22,0 mr y 1 mn npenapaty 20,1 mrimn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npuaaTHoCTi: 3 poru Do 04.2027
¥mosu sbepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepartypi He suwe 25 °C.

*Ha nigcraei nepioguuHoro KoHTpono. Mpote My NigTEepmKYEMO BiANOBIAHICTL AaHO! cepii Bumoram H
3ansa npo cepradikayin:

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMaLia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHUI A KOHTPONb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUi B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PerynATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiami, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BctaHoBNEHa BignosigHicts GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

¥noeHoBaxena ocoba - HauansHuk Bigginy BCtaBI NanTtyx I0.M. 16.04.2024

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N2 637430 Bip 07.04.2015;

GMP/EAEU/KZ/81-01-2024 Big 15.12.2023; GMP_UZ-08:2023 Big 30.11.2023

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanisayio:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectauiio N2 320 Big 22.01.2019
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