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Ceptuoikar akocri Ne 040000117776

Koppepis MoHo, Ta6bnetku no 4 mr, no 10 Ta6nerok y 6nicrepi, no 3 6nicrepu y na}mi

1tabneTka MICTUTb nepuHACNpPUY TepT-6yTUnaminy 4 mr, Wwo exsisaneHTHo 3,338 mr nepuraonpuny

Homep cepil: 10924 KpaiHa oTpumyBsauy: YkpaiHa
KinexicTe npopyxuii: 7.158 Tuc.ynak. N2 PeecTp. noceigueHHs: UA/20546/01/01
[ata BupoGHuLTBa: 09.2024 Tepwmin gii peectp. nocsiguenHa:  31.07.2029

AHani3 BUKOHaHWIA No: MK# N3 go PN Ne UA/20546/01/01 Big 31.07.2024 p.

HalimeHyBaHHA NoKasHUKiB Bumoru AH(cneyudikauii) PesynbTaTi BUnpobysaHb
Onuc Kpyrni neoonykni TabneTtkn Bif 6inoro ao Manxe
6inoro Konbopy Bignoeigae

lpeHTudikauia
MepuHgonpun Yac yTpumMysaHHaA Niky nepuHionpuny Ha
Xpomarorpami BUNpo6oBYBaHOro PO3UNHY Mae
cniBnagaTi 3 YacoMm YTPUMYBaHHA NiKy
NePUHAONPUNY Ha XpPOMaTorpami po3unHy
nopiBHAHHA (a) Bignosigae
MepuHgonpun TepT-6yTuUnamid Ha xpomaTorpami BUnpoboByBaHOTO PO3UNHY
NPOABNAETLCA MiiAMA, AKa 3a IHTEHCKBHICTIO
3abapsreHHs, BeNMUUHOK i KoedilieHTOM
yTpumyBaHHs (Rf) Bignogigae nnami Ha
Xpomatorpami posuury nopieHaHHA (K). Binnosinae

CepepiHa maca Tabnerku Ta ogHOPIAHICTL MacK TabneTku

0,0850 r - 0,1050 r 0,1001 r
3a OfHOPIZHICTIO Macy TabieTK NOBUHHI
Bignosigaty sumoram AOY*, 2.9.5 Bignosigae
CynposigHi gomiwkn
laenTudikoBaHa fomilka B He Ginbwe 0,3 % (Ha MOMEHT BUMYCKY). He
6inbwe 1,5 % 0,0 % (< MB)
laeHTndikoBaHa fomiwka E He 6inblwe 0,4 % (Ha momeHT BUNYCKY). He
6inblue 0,4 % 0,0 % (< MB)
laeHTudikoeara gomiwka F He Ginblwe 0,2 % (Ha momeHT BUNYCKY). He
6inbwe 1,5 % 0,0 % (< MB)
laeHTndikoBaHa pomilika C He Ginblwe 0,1 % (Ha MoMeHT BUNYCKY). He
6inbwe 0,6 % 0,0 % (< MB)
laeHTudikoaHa gomika D He 6inbwe 0,1 % (Ha MoMeHT BUNYCKY). He
Ginblwe 0,6 % 0,0 % (< MB)
KoxHa HeigeHTudikoBaHa He Ginble 0,1 % (Ha MOMEHT BUNYCKY). He
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fomiliKa 6inbwe 0,25 % 0,1 %
Cyma HeifeHTUGIKoBaHHUX He HopmyeTbcs (Ha MomeHT BUnycKy). He Binble
,qomiujok 1,0 % 0,1 %
Cyma ycix fJOMILIOK ne 6inbwe 1,0 % (Ha momeHT BUnycky). He
HOPMYETLCA NPOTATOM TepMiHy 36epiraHHs 0,1 %
Po3unHeHHsA BignogigHicTb 3a TPhOMa PIBHAMU OUIHIOBAHHA 3

ypaxysanHam Q = 75 %:S1 (6 sunpobysaHux
ofvHULB): He meHwwe 80 % ansA KOXHOI oanHULI.S2
(6 BUNPOBYBaHIIX OAWHULD): CEPERHE 3HAaUeHHS i3
12 opuunup (S1+S2) fopisHioe abo Ginbue 75 %, i
HeMae XoOHOI ofMHMLUI 31 CTyreHeM PO3UNHEHHA
meHwe 60 %.S3 (12 sunpobyBaHux OAVHNLb),
cepenHe 3HaueHHs i3 24 ofuHMLb (81+S2+83)
popisHioe abo binble 75 %, i He Ginblte 2

OAVHLL MaloTb CTYNiHb Po3unHeHHA MeHwe 60 %, i

HeMae XOo[HOT OAMHULI 3i CTyneHemM po3unHEeHHA

meHwe 50 % 97 %
OpHopigHicTb JO30BaHNX | - gns nepwiux 10 ogMHULL. NPUAManbHe YnMCno
OANHULIb e nepeuuye 15,0 %.1i - ana 30 oarHMupb:

npuitManbHe uncno He nepesuye 15,0 % i

pesynbTaT XoAHOT A030BaHOI OAvHULI He MeHuwe

0,75 M i He Ginswe 1,25 M Bignosigae
Mikpo6ionoriuka yucrora
3aranbHe 4Mcno aepobHux Kputepiit npuittatHocti 1000 KYO/r
mikpoopraHizmis (TAMC) 0 (meHwe 10)
3aranbHe Yuco piKAKOBUX Ta Kputepiit npuiHatHocti 100 KYO/r
nnicusasux rpubis (TYMC) 0 (meHwe 10)
Escherichia coli He gonyckaeTbea HasABHicTb B8 11 BigcyTHi
KinbKicHe BU3HauYeHHA
nepuHgonpuny TepT-6yTunamidy 3,80 mr/tabn. - 4,20 mr/Tabn. 3,90 mriTab
YnakoBka Mae BignosigaTyi BUMOTam Bionosigae
MapkyBaHHA Mae Bignosigat sumoram Bignosigae
Tepmin npupaTHOCTI: 2 poku o 09.2026

Ymoen 36epiranna:  36epiratv npu Temneparypi He euwe 30 °C 8 opuriHanbHii ynakosuyi. 36epirati y HeaoCTynHOMY ANA
nitel micui.
Komentapi:

[osein MO3 Ykpainu Ne24-04/36772/2-24 sin 24.09.2024p
3aaBa npo cepTudikauito:

Lium A 3acsiguyto, WO BUUleBKasaHa inbopmaLia € AOCTOBIPHOI i TOUHOW. Lito cepito ripoaykuii 6yno supobrneHo (Bxntovatouu
ynaKosKylmapKyaaHHﬂ) Ta NpoBeAeHU KOHTPOonb i AKOCTI Ha HXKYEBKa3aHill AinbHWLI B NOBHIM BignosigHoCTi Ao BUMOT GMP,
BCTaHOBMEHUX MiCLLEBUM PErYAATOPHUM OpraHoMm, a TakoX 'y signosigHocti i3 creyudikauiamuy, AKi 3HAXOAATLCA Y peecTpauinHomy
[ocbe/Toprosol niveHsii. MpoTokony BUpO6HULTBA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BCTaHOB/EHA BIANOBIAHICTL GMP.
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[losBoneko Ao peanisauii / o BiABaHTaKeHHA

YrioBHOBaMeHa ocoba — [NposigHuii ifxeHep BCTaBIl Apemeriko B.B. 30.09.2024

Bupo6Huua ginbHUUsA:

YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniecbka, 74; flieHsia Ha BupobHuLTEO AE Ne 637430 Big 07.04.2015

KoHTponb AKOCTi Ta BUga4a Ao3Bony Ha peanizauito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Csifourso npo atectaujiio Ne 390 eig 22.01.2019
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