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Ceprtudikar sakocri N2 040000109377

Ami3zoH®, Tabnetku, BKpuTi o6onoxkor, no 0,125 r, no 20 rabnetok y 6nicrepi, no 1
6nicrepy B nauuyi
1TABNETKA MICTUTb AMI3OHY (EHICAMIYM MOQNAY) 125 MI (0,125 T)

Homep cepii: 40723 KpaiHa oTpumyBay: YKpaina
Kinbkictb npoaykuii: 26.208 Tuc.ynak. N@ PeecTp. NOCBIAYEHHA: UA/6493/01/02
Dara supobHuyrea: 07.2023 TepmiH aii peectp. noceiguenHa:  HeobmexeHui

AHani3 BUKOHaHW# no: MKA N3 po PN NeUA/6493/01/02, 3minum Big 16.12.2021 p.

HalimeHyBaHHA NOKasHUKIB Bumorun AH[(cneyudikauyii) PesynbTatn Bunpobysanb

Onuc TabneTkun kKpyrnoi Gopmu, ABOONYKNI, KOBTOrO
abo XOBTO-3@NeHOro KoNbopy, BKPUTI
obonoHkot.Ha nosepxHi TabneTok-aaep
AOMNYCKAETbCA HAABHICTb HE3HAYHMX BKpPanieHb Bignosigae

IlpeHTrdikauin
ami3oH YnbTpadionetosuit cnekTp NOrnMHaHHA

BUNPOBOBYBAHOMO PO3YMHY, NPUIOTOBAHOIO Y
po3aini "KinbKicHe Bu3HadyeHHa", B obnacTi Big
250 Hm po 320 HM NOBUHEH MaTK MaKCUMYM
NOrNWHAHHA 32 JOBKNHW XxBuNi (26712) Hm 268 Hm
Ha xpomartorpami sunpoboeysaHoro pozuuty (b),
opepaHin npu sunpobysaxHi "CynposigHi
AOMILLKK", MAE BUABNATMCA OCHOBHA NNAMa Ha
PiBHI OCHOBHOI NNAMMW Ha XPOMaTorpami po3unHy

nopiBHAHHA (a), BiANOBIAHA 1V 3a po3MipoMm Ta

3abapBneHHam Bignosinae
noanan ' XapaktepHa peakuia (a) Bignosigae
CepeaHa maca
Bin 0,147 r po 0,163 r 0,156 r
0,155r+5% Binnosinae
OnHOpIAHICTE A030BAHUX Mae suTprmyBaTh BUMOTK
OANHWLb Bignosinae
CynpoBiaHi AOMilWKK He 6inbwe 1,0 % Bignosinae
Po3yvHeHHA KinbKicTb ami3oHy, WO nepeiwna B pO34nH yepes

30 xB, mae 6yTu He meHwe 75 % (Q) Big

3a3HauyeHoro B po3gini "Cknap” g 86 %
MikpobionoriyHa yncroTa
3aranbHe 4ncno aepobHmx Kputepin npuinHatHocTi 1000 KYO/r
Cepmucpikam nidnucaHo enekmpoHHUM NIONUCOM ID 040000109377
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mikpoopraHizmis (TAMC) *

3aranbHe 4uCno APIXAKOBWX i KpwTepin npuiHaTHocti 100 KYO/r
nnicHasux rpubis (TYMC) * :
Escherichia coli * BigcyTtHictb 81 1 *

KinbkicHe BU3Ha4yeHHsA

amizoH Bin 0,119 r no 0,131 r 8 oaHii TabneTui 0,126 r/Tab
Ynakoska Mae gignosigatu Bumoram Bignoeinac
MapkyBaHHa Mae Bignosigatu BUMOram Binnoeigae
Tepmin npugaTHocTi: 4 poku No 07.2027

Ymosu 36epiranna:  36epirati B 3axuwieHoMy Bif cBiTna micui npw TemnepaTypi He suule 25 °C.
KomeHTapi:

*Ha nigcragi nepioguuHoro koHTponio. Npote Mmu NiagTBEPAXKYEMO BIANOBIAHICTL AaHOT cepil sumoram HJ]
3assa npo ceptudikauiw:

Lum s 3acsiguyto, Wwo BuweskasaHa iHpopmauia € goctosipHow i TouHolw. Lo cepito npopykuii 6yno supobnetio (BKNIOYAIOYM
yNakoBKy/MapKyBaHHA) Ta NPOBEAEHMIN KOHTPONb 1I AKOCTI Ha HWKYEBKa3aHii AinbHUUI B NoBHIN BignosigHocTi o sumor GMP,
BCTAHOBNEHWX MICLEBUM PEryNATOPHUM OPraHoM, a TakKoX y BIANOBIAHOCTI i3 cneyundikayiamn, AKi 3HAXOAATLCA Y peecTpauinHomy
LOCbE/TOProBsoi niuexsii. MpoTokonw BMpo6HMUTBA, NaKyBaHHA Ta aHanisis Bynw nepesipeHi Ta 8cTaHoBneHa Bianogiaxicie GMP

[lo3BoneHo fo peanisauii / 40 BiABaHTaXeHHA

YnosHoBaxkeHa ocoba — MposigHuii iHxeHep BCTaBl KpasueHko C.M. 14.08.2023

Bupo6Huua pinbHUYyA:
YKPAIHA, 04080 m. Kuig-80, syn. Kupuniscbka, 74; JliueHsia Ha snpobHuyteo AE N¢ 637430 sip 07.04.2015;

UP/1-530-10/18-03/06 sig 16.01.2020

KoHTponb AKOCTI Ta BUAa4a A03BONY Ha peanisayito:
. YKPAIHA, 04080 m. Kvis-80, syn. Kupuniscbka, 74; CsigouTso npo atectauiio Ne 390 sig 22.01.2019

Cepmucpikam nidnucaHo enekmpoHyUmM nidnucom ){; ID 040000109377 Ciop,2 32
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