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EJ;% £ ipuBarHe akyioHepHe ToBapucTro "TEXHOOO
AN & & . - - -
%é’ f:ii syn. Crapa npopiara, 8 1en.: (04744) 4-03-02 npuimansas
fpyna gapmeueBTHYHUX KOMBANIR 1. ¥Yiake, Seprackkoi oba, (04744} 4-03-01 YNOBHOBaKEHS ocoba
20300, YrpaiHa (04744} 4-03-08  einain 3 dapmakcuarnany

h ' ' _ daxe: (04744) 4-4149  pigain 36yTy
Jhiuensis Ha BupobumuTeo nikapcskux 3aco6is Cepis AB Ne 598079 3 14.02.2014 POKY
Ceprudixar Ha cucremy ynpasninns sxictio JICTY ISO 9001:2015 Ne UA.MQ.026-087-21

Ceizourso [lepxasnol cayx6u Ykpainu 3 nikapckux 3aco6is Ne 119 npo atecrauiro saboparopii BKA Bin 20.06.2012 p.

Ceptugikar cepii Ne 3

Horenmiane, Tabaerky, BRKpUTI 06010HK010, 1o 100 Mr Ne 1 (1x1) y OJricTepax
Kpaina BupoSHuk YKpaina

Howmep peectpauiinoro noceinderHs Ta #0oro TepMin aif P. No UA/6415/01/01 tepmin nii 6e3CTpOKOBO
Cua Ali/akTuBHICTE: 1 TabneTka MicTUTs: cunneHadiny IUTPaTy v mepepaxyeauyi na cuanedadin — 100 mMr
Homep cepii 20623/1

Kinexicte npoayxuii B cepil (VIL. 1T, T4 iH. ) 2 900 yon

JlaTa BupoOHUNTEA 01.06.2023 poky

Harta 3aKiHYEHHS TEPMIHY NPHUAATHOCTI 1o 06.2026 iJGI{‘;F

Haspa ninennni TIpAT «Texunonor
Anpeca minsrnui IIpAT «Texuonory. 20300 Yepkacska 061acTh, M. YMaHb. Byit. Ctapa npopizHa, §
Cepradikar Binmosinnocti GMP _064/2021/GMP 5o 03.09.2024 poxy

PE3YJILTATH BUIIPOGYBAHEL

;}En Tlokazsuku axocri Bumory HopmaTuBHOI foKyMeHTANIT MeToa KOHTPOJIIO PesyiibTaTH
TabneTku kpyrnol GopMH, BKPUTI 000J0HKOIO, BizyaneHul. 3a
L. Omic CHHBOTO KONBOPY, BEPXHA 1 HIOKHA MOBEPXHi AKX | 30BHIIHIM BULJSI0M T
onyxial. Ha po3znaMi npu po3misiniaHHi Mij Aynorw MaI0Th BIITIORIIATH
BUIHO S/IPO, 0TOYEHE OJHUM CYUITBHUM IIapOM. BuMoram DY
A. YP-CeKTp NOMNTHHAHHEA BATTPOOYBAHOIO PO3IHHY, Abcopbuiiina
NPHTOTOBIEHOTO AJIf KINBKICHOTO BH3HAYCHHS crextpodoToMeTpis
(merox 1), B obnacti Bin 240 am 0 320 BM noBAKEH | B ynpTpadioneTosii i 202 HM
MaTi MaKCHMyM 3a HOBXHUHHU Xpual (290+2) av i BHAUMIN oGacTsax 266 BM
Tenrwdphicanis: MIHIMYM 33 JOBXHHM XBUII (266+2) uM abo (Meton 1)
Crazenabin Ha }CR{EMEiTDI}?at})I.Eﬁﬂp()ﬁ}’HaHOI‘D po3uuHY, (1Y, 2.2.25)
OTPpUMaHIN NpH KUIBKICHOMY BU3Ha4Y€HHI (MeTOn 2), abo
y 4ac YTpUMYBaHHS OCHOBHOTO IKa CHIAeHabhiny Mae Piounna : _
’ CTHIIBHAJAaTH 3 YacOM YTPUMYBaHHSA JTiKa cungeHadL1y xpomarorpadis Bianosinae
Ha Xpomartorpadi po3yrHY CTaHAAPTHOIO 3pa3Ka (Me’ro,.t[ 2)
(C3) cunpenadiny HUTPaTy 3 TOYHICTIO 22 %. (APY, 2.2.29)
Abcopduiiina
bapsruk B. Cnextp noriviHavHg BUITPOoOYBaHOr0 PO3YUHY B CnexKTpoPOTOMETPIA
iHOUTOKapMiH oGunacti ig 570 HM 1o 670 HM NOBHHEH MaTH B yiibTpadioneTosiii i 609 BM
(E 132) MaKCHMYM 3a JOBXUHU XBuil BiJ1 605 1M 70 615 uM BUMMIE obnacTsax
(DY, 2.2.25)
3. Cepenns maca 312 mr+35 % JOV 295 310 mr
He 6inpiue HIX 2 i3 20 TabNeToK MOXYTh
Biﬂxmmgﬂ Bi(;ﬂ CEPENHLOT Macy Ha BETMIHHY, MO BHTPHMYIOTb
4 Oneoiulomain TIEpEBHILYE = 5 /a Ilpu UbOMY JKOJHA IHAMBITyaTlbHa S5 ) 151 %
Maca He Ma€ BIOXHISTHCS Bil CepelHsboi MaCH Ha > 5‘} 196 %
BENIUYUHY, 110 EPEeBUILYE ' 3
+ 10 %. 5
5. Posnaganus He 6inpine 5 XB 3 2x»
. Tanbk He 6inpme 3 % f 2,6 %
Homiwrxa A — ge 6inpie 0,3 % (ne 6ineme 1,5 mwromi "‘*
miKa cwiaesadLly LUTPATy Ba XpOMaTorpami g n ey T,
PO3YUHY NOPIBHAHHA), ~Samappaett®”
Necneyugicogara oomiwka — He dineie 0,1 % (ne T — 0.02 %
Autpiire 0,5 nnoun nika cunaeHadiny UMTpaTy Ha | ; a
7 ® 2 XpOMaTOrpaMl po34HHyY IOPIBHIHHSA) i
=§! = (DY, 2.2.29)
b @ffa Bcix pomimox ne oumsmie 0,5 % (ge 6uipmie 2,5 0.02 %
;- ) ) DI MiKa Ha XpoMarorpaMl po3unHy HOPIBHIHHA) :
/: ¢ 8paxosyiomy: MIKH, TUowa axkux Mexua 0,05 %
#Tutonn nmika crianeHadiny LiMparty Ha Xpomarorpami -
BUNPOOYBAHOTO PO3YHHY.
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8. Pozyugedus

CryniHb pO3YHMHEHHA CHINEHA(LY, AKUH NIepeHIlOoB
Y PO3YUH 3 BUNPOBOBYBaHUX A030BAHUN OIUHUIS
yepes 15 xB Ha pieHI S; {6 onuHuLL), Mac OYVTH He

mexuie Q + 5 % ansg KoKHOT oauHHMI. SKio se
BHKOHVIOTBCS BUMOTH PiBHA S, TO HPOBOIATH
BUNPOOYBAHHS 1714 HACTYIIHUX
6 OAMHULL — Ha PiBHI So. CepenHe 3Ha4eHHS 13 |
oauBHi (S1+ S») Mae nopiBHoRaTH 200 OYTH
Oineme Q, 1 gemae OVTH XKOTHOT OAWHHLI 31
CTYNEHEM pozumHenHs meHie Q—15 %. Jxwo

v

a—

96,9 % -102.2 %

OpUriHAI-MaKeTy

ONSpUKaHI pe3yJIbTaTH HE BIANOBIAAIOTE PIBHAM S1 Ta APY 2.9.3
So, BUMIPOOYRAHHS MPOAOBKYIOTH A0 PIBHA S3. Ha
pial S; (12 opMHULE), CEPEIHE 3HAUECHHS 13 24
oguHEULG (S1 + S, + S3) Mac nopisHIoBaTH abo Oy TH
6impre Q, 1 He Oinble 2 OOUHKMUbL MOXKYTh MATH
CTYHiHB po3guHeHHS MeHe Q-15 %, i He NOBHHHO
OyTH XKOAHOT OAMHKLI 31 CTYNIEHEM PO3YHHEHHS
mente Q-25 %. Q — ue cTyniHb pO3YMHEHHA AIF0U0]
PEYOBUHH, 1O CTAHOBNTH 75 Y% Bill HOMIHAABHOIO
BMiCTY TalaeTOK.
Jins nepiux 10 tabaerox npuiiMansHe yucao (AV)
Mmae Oyt Mere abo mopieriosaty 15.0 (AV < 15.0).
ko AV > 15.0, unpoyBaHHIO T Jar0Th HACTYIIHI Y. 2.9.40
o 20 tabnerok. KiHuese npuiManbHe YHco, A
OasopinHICTD ) : ~ Po3paxyHKOBO-
0. pospaxosase i3 30 TabaeTok, Mac Oy MeHIIe abo . 1,3
J030BAHHX OZHHHIDL . . . BArOBHi1 METOJ
nopisarosatn 15.0 (AV < 15.0) 1xonen (PBM)
iHIMBiDYyabHEN BMICT y Tabaeri Mae OyTHa He
menHmaM 3a 3Hagenns (1 —25.0x 0.01)M, i we
GLipiom 3a 3Hadenns (1 +25.0x0.01)M.
3arapHe YHC0 a€pOGHNUX MIKpOOPraHi3MiB
3 2 . (TAMC): He Giasue 10° KYO/T. PV, n.2.6.12 1a Bingnogifac
10. MEKpﬂﬁIGHB!:iHHa SaranbHE YHUCIO JPIKIKOBAX T TUICEHEBHX TPHUOIB 2.6.13;5.1.4 Bianosigae
e (TYMC): He 6imime 102 KYO/T Biznosinae
Bincyraicth Escherichia colis 1 T.
Metoza 1
Buict C22H30N6S0: (cunmenadiTy) Mae OyTH: AGcop0Ouiiina
- na Momenm gunycky: Bil 95 mr go 105 Mry cnekTpohOTOMETPIS 99 mr
nepepaxyBaHi Ha CepeHiO Macy TabneTKy; 8 yapTpadicneToBli i
Kiapkicae BRUANMIN 00IaCTIX
eke BH3HAYEHHS! (APY,2.2.25)
o ’ | abo Meton 2
- npomAzZoM mepMiny 30epi2anHi; B1l 90 ) a0 105 e — )
MT Yy IepepaxyBaBHi Ha CEpenHIo MacCy TabNETKH. xpomaTorpadis
APV, 2.2.29)
YnakoBKa 3a po3ainoM «YaKoBKa» MICST Binopinac
' MK PIT Ne UA/6415/01/01
13 MapKyBaHHS Texcr Mapkysants 1o PII Ne UA/641 5/01/01 ta 3aTBEpIAKCHOTO Riiiioaine

* KOHTPONb NPOBOANTECA BUOIPKOBO: NEPUIY Ta KOXKHY 19Ty HACTYIHY CEPIL.
KomenTapi: 36epiraT B OpHriHaIbHil YHAKOBLI NP TEMITEpATYp! HE puie 30 °C.

BHECHOBOK: 3G3HAYCHE CEPIA npedviuii Homenyiaie, madaeniki. grpuni odoaguKow, no 100 me Ne {}xf ) v daicmepax
gionosidac eumozaym MKF JI3 P. Noe UA/641 5/01/01 gio 12.06.2017 poxy, 3minaxm 6i0 1 3.03.2018 poxy, ¢i¢ 06.02.2020 poKy ma

gio 23.03.2021 poky.
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