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MpueartHe akdioHepHe TorapucTeo "TEXHONO™

Tpyna GapmMalesTHYHUX KOMNanis

1. Ymaus, Hepracekol ofis,
20300, Yrpaina

awe: (04744) 4-41-49

Jlinensia va BupoGHUITREO MiKkaperkyx 3acobie Cepiz AB Ne 598079 3 14.02.2014 poxy

Ceprudyixar Ha cucTeMy ynpasainms axicrio JICTY ISO $001:2015 Ne UAMQ.026-087-21
Ceinourso JepiaBHOT c*wxcﬁu Vkpainu 3 nixapceKuX 3ac00iR T4 KOHTPOIUO 32 HApPKOTHKaMK Ne 551 npo arectauiio naboparopil BKA
Bin 31.10.2023 p.

Amuonunis, Tabaerku mo 10 mr Ne 90 (10x9) y 6aicrepax

Kpaina supobunx__Ykpaina
Howmep peectpauifinoro nocsigueHss Ta foro tepmis aii P, Ne UA/1427/01/02 Tepmin nii 6e3¢TpokoBO
Cuna xil/axrrenicTs: 1 TabneTka MICTHTh: aMIonuminy ecuAaT v nepepaxyeansi Ha avonumis — 10.0 mr

Howmep cepif

Hara supobruiTea

Ceprudixar cepii Ne 2

gyn. Crapa npopiskg, 8 TEM.:

04;443 4-03-02

04744) 4-03-01
04{4@ 4-03-09
)

NPAAMENEHS
yNoBHOB2XEHa ocoba
aigain 3 hapmaxosamagy
sigain 36yTy

20424/90
Kumxicts mpomyxuii g cepii (v, orr. Ta if ) 2131 yn

04.04.2024 poxy
Jara 3axiH9eHHs TepMIHY TIPHIATHOCTI 10 04.2027 poky

Hassa pinsrrmi IIpAT «Texnonor»
Anpeca ninpaumi TIpAT «Texgonory. 20300 Yepxachbia 06n.. M. YMans By CTapa Impopissa. 8
Ceprutixar piznosisnocti GMP _ 064/2021/GMP no 03.09.2024 poky

PE3YJILTATH BUIIPOBYBAHB

Ne Tokasauxn B - -
i S HMOIH HOPMATHBHOT TOKYMeHTa il Meton koHTpON | Pesynbraru
Ognomaposi TabneTkH kpyrnol dopmu Ginoro ado Bizyansuuil. 3a
L . Oimoro 3 OmakMTHEM BiﬁTiHKGM. KOTTBOPY, BEPXHS Ta BOBHiD]Hi}.d BHIIALOM B
HYDKHA NOBEPXHA AKAX onyxiai . Ha posnami mminx MarTh BIITIOBIDaTH
JIYII0I0 BUAHO BiIHOCHO O/IHOPINHY CIPYKIYDY BuMoram JPV
A. Y{-cnekTp norayHaHHs BEIPOOYBAHOIC DO3IHHY, cneﬁxf;c?ggg:[i?rpis
NPUTOTOBAHOTQ [7A KiThKICHOTO BU3HAYEHHS, B o T -
obnacti Bix 230 5vM 1o 300 EM NOBHHEH MaTH B YM’TPE}@O?BTOBM ! 235
: BUZHMIH oOmacTax
MAKCHMYM 34 JOBKHHH XBHII (23912) um (ITY, 2.2.25)
B. Ha xpomarorpawmi BunpoGysasoro pozuuny (b),
OJlepAKaHiil IpY BU3HAYEHH] CYTPORIIHIX AOMITIOK, Pinunnaa
2. Inesradikanis 9ac YTPHMyBaHHA [Tika aMIOTANIHY Ma€ BifinoBinaTy xpomarorpadis Binnosinae
Yacy YTpyMyBaHE [1iKa aMITOUITIHY Ha XpoMaTorpadi (1Y, 2.2.29)
PO3YHHY NOpiBHIHAEA (€)
C. bapeaux Inmaroxapmin (E132). Ha xpomarorpami
BHIpOOYBaHOIO PO3YMHY Ma€ BHSBIATAC OCHOBHA ToHKoImaposa
wriMa 61aKMTHOTO KONBOPY Ha PiBHI 0CHOBHOT UIAMHM xpomarorpadis Bimnoeinae
Ha XpOMATOrpaMi po3YHHy NOpIBEAHHEA, BiAnoRiaHa Tif (APY,22.27)
3a 3abapBleHEAM
3. Cepennsa maca 30mMr£+5% Oy, 295 301 mr
He 6inpore HiK 2 i3 20 TaCNeToK MOXKYTh BIEXMIATHCS
ey Bif cepenEbol Mach Ha BEJIHIHHY, 10 NEPEBHILYE BHIpHMyTOTE
4. oy = 5_ %. Ilpn IBOMY JOJHA IHAMBITyaIBHA MACA HE MaE oY, 295 -1,37 %
BIOXIJLATHCA BiJl CEpPEIHL0T MACH Ha BEITHYHHY, HIO +1,20%
nepesunrye = 10 %
5. Crupanicte He 6lopme APy, 297 0,1 %
6. Posnapanus He 6insmme 15 xB A2V, 291 3 xm.
Kpemuiro nioxcun
T KOHOTIHMH He 6inse 3,0 % 0.5 %
OessonHnit
Ha momernm sunycrp:
Homiwxa D: e Ginsme 0,3 ; He pusgsreno
Homiwia A: we 6isie 0,15 %; .
Homimxa E, F: gag KOXKHOT ZOMIKKH g
He Bimbime 0,15 %; BHABTIOHO
BISIBHEHO
o Hecneyudinogani domiuixu: we 6impme 0,10 %; > 50,05 %
8. CY“E?"BU‘*“ Cyma domiwor: He 6insie 0,8 % 0,05 %
AOMERE: IIpomazom mepminy. npudamnocmi:
Lomiwxa D: ge 6msme 0,3 ;
Homiura A: ve Gime 0,15 Y
Homiwra E, F: s KoKHOT NOMIITKA =
He 6insme 0,15 %;
Hecneyudpixosani domiuexu: we 6ineme 0,20 %;
Cyma domiuor: He Ginsme 1,5 %
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Posunnenns

Crynisk pO3YHHEHHS AMIOIMTIHY, SKiH nepeimos y
PO3YHE 3 BUNpOOOBYBAHMX OJU30BAHMX ONHHHMIL
gepes 15 X8 Ha pienl S; (6 ogmunus) Mac OyTH He
menme Q +5% ans xowxnol ogmmunl afo cTynide
PO3YHHCHHI aMIOAMILHY, AKWH TepefInion Y PO3YHH ¥
3 BHETIPOOOBYBAHHX HO30BAHHX ONWHHMLE gepes 13
XB Ea pieHl Ss (6 oguHMIR), cepenHe 3HaYeHHA 13 12
onmpaue (S;+ S3) Mae gopismosaty abo OyTa
Oimeure Q 1 HeMae Gy Ty xoxHOT ofMENL 31 cTYIEHeM
posuunenHs MeHme (-15 %, abo, aximo onepxaHi
pe3VIBTATH He BIIMOBLIATE piBrm: S; 1a Sa
BHNPOOYBaHHA OPONORKYOTh A0 DIBHA Sa.

Ha pieni Sa (12 oppwe), cepedre 3payenns i3 24
OOMHEEDE (S; + S2 + S12) Mae gopirmosath afio OyTH
Oinrme Q 1 He Oinpme 2 OJUHIGL MOKYTE MaTH
CTYHIHb pO3YHMHEHHA MeHme Q-15 %, 1 Bemac xomnol
ONMHALI 31 CTYNEHEM po3duHEHHS Meame Q-235 %.
Q - e CTYHOIHE PO3IMHEHHA AFOU0T PEYOBHHH, HIO
CTaROEWTD He MeHIme 80 % BiI HOMIHANBHOIC BMICTY

TabneTKy.

IOV, 2.9.3

88,2 % -102,1

0/
]

10.

Onpnopinnicrs
AO030BaHHX
ONMHELL

Jas nepmux 10 tabneTok HpHilMalbHE YHCIO Mae
Oyra meHme abo popieeroBard 15,0 (AV <15,0).
Axmo AV > 15,0, pAnpoOORYBaHHK0 [INEA0TE
HacTynri 20 Tabnerox. Kisuese npuitvainste dJUCIO,
pospaxorane i3 30 Tabnerox, Mae GyTi menie abo
mopienroatyd 15,0 (AV < 15,0} i xoner
IHA¥BiZyanbpHEE BMICT y Ta0neTni Mae 6yTH He
MenmeM 3a 3gagensd (1 - 25.0x 0,01)M, i ue
Himemum 32 sHagennd (1+ 25,0 x 0,010

DY, 2.9.40,
Memoo npamozo
BUIHAYEHHS

3,8

11

i
|

MigpoGionoriuna
YqHCTOTA™

3aranche gyucno acpobEux mikpoopranismie (TAMC):
e Gimsmme 10° KYO/T.
3aransHe IHCNO APLXIDKOBYX Ta IICEHERHX IPHOIB
(TYMC): we Giasme 10 KYO/r
Bingcyricth Escherichia colip 1 r*®.

IOV 14, 2.6.12;
2.6.13, po3pmin 5.1.4

Bignopigae
Bignosigae

Bianosinae

12.

Kinekicae
BH3IHAYEHHS

Buict CooHasCIN2Os (avmoauniny) y tabneti Mae
OyTH:
- Ha momenm eunycky: BiIg 9.5 Mr oo 10,5 Mr y
TEpEpaxyBaHHi Ha CePen IO Macy TabIeTky;
- npomAzoM mepminy 3bepizanus:
Bin 9,25 Mr mo 10,5 mr
Y IepepaxyBaHHi Ba CepelHI0 Macy Ta0JeTKH.

ABcopbuidva
crexrpopoToMeTpis
B yikTpadioneTorii i
BHpEMil ofmacTax
(IldV, 2.2.25)

10,1 mr

13.

Ynakopra

3a pozaizoM «Y IaKoBKay
MEKA PIT Me UA/1427/01/02

MK

Bignosinae

14.

MapxyBaHgs

Texcr mapkysauns no PIT Ne UA/1427/01/02 12 3aTBEpmKEHOI0

OpHIIHAI-MaKeTY

Binnosinae

* KoHTpOAE IPOBOAMTECA: IEPLIY T4 KOKHY T'ATY HACTYIIHY cepil.

#+ MeToARKA HPUIATHA MBI BUABICHHES CTilikol Mikpodnopn.

Komenrapi: | 30epiraty B opHrinaieHii ynakosui npy TemnepaTypi He suime 30 °C.
BHCHOBOK: 323HaYeHE cepin npodvkuil Amnodunin, motremrn no 10 mz Ao 90 (10x9) v Gnictnepax ¢idnogidac eumozam
MK A3 P. Ne UA/T427/01/02 ¢io 28.05.2019 pory ma smini eid 21.04.202] poxy.

Hagateuuk BKA

3asisa npo cepTHgikaio:
«LliM 4 3aCBlIYyio, :
2Ky BaHHL/ MaPKy B2t
BCT2HOBIEHUMY
IIpoToxons
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