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©-49-16
MpuBartHe akuioHepHe TorapucTee "TEXHONOM

syn. Crape npopisxa, §
M. YMaHe, Yeprackiol obin.
20300, Yrpaika

Jlinensis na enpoGuuuTBo Aikaperkux sacofie Cepis AB No 598079 3 14.02.2014 poOKy
Ceprngixar na cucremy ynpaeninua skicne JACTY IS0 9001:2015 Ne UAMQ.026-087-21
Ceizourso [epkarnei cayumbu Ykpaium 3 aikapehkux 3acobis Ne 119 npo arectauiio naboparopii BKS pix 20.06.2012 p.

Kpaina supobHuk
Homep peceTpaniifiHOro nocsifueHHs Ta foro TepMi Aii

Ceprudixar cepii Ne 2

ren. (04744} 4-03-02
(04744) 4-03-01
(04744) 4-03-C9

thakc: (04744) 4-41-48

npREMANLHa

gigain sByty

Amuionunin, Tabnerku no 5 mr Ne 60 (10x6) y Gaicrepax

Ykpaina

ynosHOBSNEH2 000Ea
BIZIN 3 thapMakosarnaay

P. Ne UA/1427/01/01 TepMmir aii 6e3¢cTpOKOBRO

Cuna ail/axruricTs: | TabneTka MiCTHTE: aMIOINNIRY GECHIAT v NepepaxyBaHH Ha AMIOIUIIN — 5.0 M-

Homep cepii
Kimbkiets npomyxuil B cepii (yn.. 1T, T4 i, )
Ilara pupobunuTsa
Hara saKkigdeHHS TepMiHy IPEAATHOCTI

Hazsga nimpamii  IIpAT «Texmonory

10223/60

3126 yn

15.02.2023 poky

10 02,2026 poxv

Anpeca pinpruui TIpAT «Texnonors. 20300 Yepkacska 001, M. VMaus sy Crapa npopiza. 8
Ceprudixar pinnosigrocti GMP _064/2021/GMP 1o 03.09.2024 poky

PE3VJILTATU BUNTPOEYBAHL

i/rfl Hoxasuuwu scocri BHMOr# HOPMATHBHA IOKYMEHTA LR MeToa KOHTPOTIO PesyabTaT
Onmomaposi Tabnerxu xpyrnoi popmu Sinore abo Bizyancuwmii. 3a
1. e 6i;zom 3 BNaKHTHHM Bizxﬁagom KOJIBOPY, BEPXHs Ta 3oBHimHir_vr BHIIAZIOM Sinenine
HIDKHA IOBEPXHA SKUX ofykai . Ha posnami mix mymoro MAKOTH BINIIOBIIATH
BHIHO BiTHOCHO OIHOPIIHY CIPYKTYDY prmoram IOV
A. Y(D-CTieKTp IOTHHAHHSA BANPOOYBAHOTO POIYHHY, CH;&OPQHHH& :
NPUrOTOBAHOTO A KiNBbKICHOTO BH3HAYEHHS, B 0OnacTi mpo({)pmmeq?)uz_
Bix 230 1M 00 300 1M HOBUHEH MATH MAKCUMYM 34 B yan‘pE.l?IOJIeTOBI}:i ! #52 my
AOBXKMHH Xewm (239+2) aM RO B A iacTR
(I®Y, 2.2.25)
B. Ha xpomarorpawmi surpofysanoro pozunny (b),
onepxaniif MpH BH3HAYCHH] CYTIPORIAHAX LOMIIIOK, Hac Pinynua
2. InenTndikanis YTPHMYBaHHA NiKa aMJIONRITIHY Ma€ BiANOBIAaTH Yacy xpomarorpadis Binnosizac
YTPHMYBaHHS MiKa aMJIOIHIIHY Ha XpoMaTorpadi 1oV, 2.2.29)
PO3YUHY NOpiBHAHNZ (€)
C. bapenux Ingurokapuis (E132). Ha xpomarorpami
BHOPOOYBEHOTO POIYMHY MAE BHABISTHCS OCHOBHA IIAMa Touxomaposa
OaKMTHOTO KOABODY HA PIBHI OCHOBHOT MIAMH Ha xpomarorpadis Binrniosizae
XpOMATOrpami po3YHHy NOpIBHAHHA, BIANOBiAHA TH 32 (JPVy,2.2.27)
3abappaeHHAM
3. Cepenust maca 150 Mr+5% bV, 295 151 mr
He 6ianme Hik 2 i3 20 TabreToK MOKYTE BIXXHAATACS Bix
CeperHbOi Mac Ha BEMYHHY, IO NEpeBHILye £ 7,5 %. BurpuMyoTh
4. Oanopinmicrs mack TIpu nrpoMy »x0IHA IRAMBIZyaNnbHA Maca He Mac VY. 295 - 1,86 %
BIAXWAATHCA BIZ CEPEIHBOT MACH Ha BEAMUHHY, 110 +2,73 %
nepesruye = 15 %
8. Crupanicrs He dinsme 1 % AdY, 297 0.1%
6. Poznapanus He Ginpme 15 xB Jov,29.1 4 xB.
Kpemniro zioxenn
7. Ko1oigHHi He 6ineme 3,0 % 0,5 %
GesponHuit
H a MoMeHm 82{}1}/&’(}":
Homimra D: ne 6insmre 0.3 % He puasaero
Homivtka A: ve 6insime (.15 %; He snasneno
Hontinuxa E, F: g xoxHol pomitnky He 6inbe He susBneHo
* He epapreno
. Hecneyugpixosani domimwu: we 6inbme 0.10 %; 0,03 %
3. Cynposinui Cyma domiwox: He Ginbie 0.8 % 0,03 %
goMimren:

IIpomazom mepMiny npudamuocmi:
Hombwra D: we 6inere 0.3 %;
Hominwxa A: ne dubiue 0.15 %;
Homiwra E, F: pna xoxHol gominiy He 6inpue 0.15 %;
Hecneyugixosani domiuxu: He binpme 0.20 %,
Cyma Qomiwox: e binpe 1.5 %




Pozunnenns

Crynise DO3YHHEHHA AMAQINTIHY, AKIH Nepeiilios y
DO3YHH 3 BHOPOOOBYBALMX HO30BAHUX OIHHHIIL
uepes 15 xB. Ha pisni S) (6 oauunus) Mae OyTH He
verme Q +5 % ans xowu0l onsHuy] abo cTyiiHe
PO3YUHEHHS AMIOIMIINY, SKUH epeifIios v posuus y 2
BHNPOSOBYBAHMX HOZ0BEHWX OAMHHIE 4epes 15 XB. Ha
piedi Sz (6 oOMHHLE), CEpeIHE 3nadeH s 13 12 omMHIID
(Si1+ 83) mac mopiemwopars abo Gyru Ginsime Q i vemae
OyTH xKOIBOT OMHEUII 31 CTYNeHEM POIUHHEHHS MEHIIe
Q15 %, a0, S0 ofep&aHi Pe3YIILTATH He
BIAMORIAAIOTE PiBHAM S T2 S; BunpobyBaHHs
MIPOROBKYIOTE ACG PiBHA S
Ha pignri S; (12 ouuduns), cepeine 3HagenHs i3 24
opunuLe (Sy + S2+ 8;) mae gopissropatH ado SytH
Ginsie Q i He Oinplue 2 OOMHKHUL MOXKYTE MATH CTYHiHb
posunHeHus Menwe Q-15 %, 1 HeMae »xoaHOT OKRHALT 3
CcTyNeHeM po3yrHeHHs MeHine -25 %.

Q - e cTyniHe POYHHEHHA NIHOY0T PEYOBHHE, IHO
CTaHOBHTE He Mexine 80 % Bix HOMIHATHEHOTO BMICTY
TabneTkn.

Hov, 2.9.3

102,3% -
104,3%

10.

OnmropingicTs
IO30BAHHX OJMHHUEL

Jns mepmux 10 radnerox npuivansre wncao mae OyTH
menme abo mopisHiosartu 15,0 (AV < 15,0). Sxumo
AV > 15,0, punpoboeyRanH0 NiAAAI0TL HacTynsl 20

TaBrerox. Kinnese npuiiManene 4ncno, pospaxosase i3 30

tabnerok, Mae Gytn menme abo gopisnioBaru 15,0
(AV <15,0) 1 xoner innusinyanssuii Byict y tabnerui
Maec OyTH e MermmM 3a 3nadenmst (1 - 25,0 x 0,0DM, i e
GinemM 3a sravenns (1+25.0 x 0,01HM

OOV, 2.9.40,
Memod npasozo
GUBHAYCHHSA

4.0

11.

MikpoGioaoriana
YHCTOTE™

3aransue uyucno aepobuix Mikpooprakizmis (TAMC):
ge Ginpme 10° KVO/T.
BaransHe YKCHO APDKIMKOBHX T4 IUlicereBUX TpHDIB
(TYMC): re Ginswe 10> KYO/T,
Bincyraicts Escherichia colis 1 r¥*

ADV 7.4, 2.6.12;
2.6.13, posgin 5.7.4.

Bignosizae
Binnosigac

Binmosinae

12.

Kiabkicre
BH3HAYECHHS

Buict CaoHasCINGOs (avmomuminy) vy tabneTui Mae
oyTH:
~ na momenm gunycky: Bin 4.75 mr 10 5.25 wMr, v
nepepaxypaHui Ha cepesuio Macy TabneTky;
- npomsizom mepminy 30epizanng: Big 4.5 MT 10 525 MT, ¥
TiepepaxyBaHHi Ha Cepemmo Macy 1ableTkn

Abcopbuiiina
cnekTpodoToMeTpiA
B yasTpadioneTonil i
BHAWMIN oBaacTax
(JQY, 2.2.25)

5,03 mr

13,

Ynakoska

3a posninomM «Ynaxosxa» ME PIT Ne UA/1427/01/01

MK

Bianosinae

14.

MapxysaHnsg

Texct mapxkysanng no PIT Ne UA/1427/01/01 Ta 3aTBEDIKEHOTO OPUFiHAIL MAKETY

Biznosizae

* KoHTPONS MPOROIMTLCA BHOIPKOBO: Mepilly Ta KOKHY ITATY Hacrynny cepil.

** MeTOIHKA NpYUIATHE [UTS BHABIEHHS cTiiikol MikpodiopH.
Komentapi: 36epiratn B opurinansHill yrakosL nps remnepatypi He suuie 30 °C.
BHCHOBOK: 1¢3nauena cepin npodvruit _Amnodunin, mabaemsy no 5 vz e 60 (10x6) y nicmepax gidnosidac eumo2as
MES I3 P. No VA/T427/01/01 i 28.05.2019 pory ma 3mini 8i¢ 21.04.2021 poxy.
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