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MpusaTtHe akuioHepHe TosapucTeo "TEXHONOM™

Ten.: {04744) 4-03-02
{04744) £-03-01
(04744) 4-03-09

dhakc: (04744) 4-41-49

syn. Crapa npopiska, 8
M. ¥MaHb, Yepkacokoi abin.
20300, Yrpaina

ApUAMENLHA
yrOBHOBaMEHE 0C0Da
BifAin 3 chapmaroHarnany
Binain a0yTy

i T TR

fpyna apMaueBTUYHUX KOMNaHIA

}Iiuemi{! Ha BUPOOHHKLTRO NiKapChEmX 32cobin Cepis AB Ne 598079 3 14.02.2014 POKY
Ceprudirar Ha cucteMmy ynpaeainus axicrio JCTY ISO 9001:2015 No UAMQ.026-087-21

Caizourso Jlepxannol cnyxdu Yxpainy 3 nikapcskix 3aco0is Ta KOHTPOJIIO 32 HapKoTuxamu Ne 551 npo arecrauiio naSoparopii BKA

Bz 31.10.2023 p.

Ceprudikar cepii Ne 10

Azanenron, Tabaerin o 25 mr Ne 50 y xonreiinepi; mo 1 KoHTeliHepy B magni

Kpaiua Bupobnnx Vxpaina

Homep peectpaniiinoro noceinuerHs 1a #oro Tepmiy aii P. Ne UA/6059/01/01 Tepmin aii He3cTpoxoso

Cuna nii/axTuBgicTs: 1 tabneTka MICTHTS: kio3anid —25.0 Mr

Homep cepii 81024

KinpkicTs nponykuii B cepii (yr.. T Ta in. ) 9928 yiu

Hata supobuunTea 25.10.2024 poky

Hara saKingeHss TepMIHY NPHIATHOCTI 10 10.2027 poky

Hazga ninesmi  [IpAT «Texnonor»

Anpeca ninenuni TIpAT «Texnonory. 20300 Yepkacrka o6n., M. Ymanb pyi. Crapa npopisua, $

CeprudikaT pignosigrocti GMP _098/2024/GMP o 14.06.2027 poky

PE3VIILTATH BHIIPOBEYBAHL

Ne HoxazHukn

. BuMOry HOpMaTHBHOT JOKYMeHTALIT
n/n SKOCTI P HOKY *

Meroa xoaTponic

PezyasTat

Opnomaposi TabseTky XpyTnol popmu, 3 IIOCKMMU
BEPXHBOIO Ta HIDKHEOK TOBEPXHAMH, KPal SKuX
CKOLUEHI, CBITNO-KOBTOr0 a0 CBITIO-KOBTOIO 3
3efEeHYBaTHM BiATIHKOM Komsopy. Ha nosepxsi

TabNeToK JOTyCKaeThes MapMypoBicts. Ha poznami nix
JIYIOK BUIHO BiTHOCHO OJHOPIIHY CTPYKTYPY

BisyansHuii.
3a 30BHiNIHIM
BHTJISHOM MalOTh
BinmoBimaTH BEMOraM
paedY

1. Omuc

Biamosinae

A. V@O-crnexTp NOTIHHAHHA BHIPOOYBAHOTO POIYKHY,
TPHroTOBaHOI0 A KUTHKICHOIO BH3HAYEHHS, B 001acTl
Bin 220 By 10 290 HM TOBHHEH MATH MAKCHMYM 33
HopxMHE XBui (24012) vv i miHIMyM 33 AOBMUHE
XBHII (2254+2) M

Abcopbuiitaa
criekTpodoTOMETPIs
B yisTpadioneToriii i
BEMMIH 00aacTaX
(APV,2.225)

240 1M
226 HM

B. Ha xpomatorpami BUnpolysanoro po3yuHy,
OACPXKAHIN NPy BU3HAYEHH] CYIIPOBLAHMX JOMILIOK, 44c
YTPHMYBaHHS TliKa KI03anigy Ma€ 36iratucs 3 9acoMm
YTpHMyBaHHS TIika KI03aMiHy Ha XpoMaTorpami po3suHy
nopisassni (b)

Pinunna
xpomarorpadis
(v, 2.2.29)

2: InerTudirkanin

Bipnosizae

C. Peaxuin 3 0,1 M posuurom xnropucnmogodnegol
KUCTOMU TA XPOMOGOI0 KUCIOMOK). 3 ABISETHCH HKOBTHIH
ocaz, SKHH Py CTOSHHI ePEXONHTD ¥
4epBOHYBATO-OPamKEeB]IT

Koasopora peaxuis

Binnosizae

100 Mr£35 % DY, 295

3. Cepennga maca

100 mr

He 6inpime Hix 2 i3 20 TabneTOK MOXKYTE BiOXHAATHCA BIX
cepeIHBOl MACH Ha BOTHYHHY, 100 nepesumye = 7,5 %.
IIpu upoMy XOXHa IHAMBIAYyaIbHA MACA HE Mac
. BIEXHIATHCA BiX cepeOHBOT MACH Ha BEIMUYKHY, IO

nepesrmye = 15 %

OpsopinHicTs AoV, 295

MacCH

BHTpaMYIOTS
-3,32%
+ 5,63 %

5. Po3nagauns He Ginpme 15 xB ooy, 291

8 xB.

He Gimpme 1 % ooy, 297

0. CTHpaHicTh

0,28 %

- Hoatiuca A: He 6inpiue TIOII OCHOBHOIO HiKa Ha
XpoMaTorpami posurry mopisssHeS (a) (0,1 %)
- Homiucu B, D: s KOXHOT NOMIIKH He Oiiblie
noaBiitHol WO OCHOBHOTO Tika Ha XpOMAaTOTpamMi
po3uMHy nopisaHEA (2) (0,2 %)
- Homiwxa C: He Mag HepeBRINYBaTH 3 IO OCHOBH% .
nixa Ha XpOMaTorpami po3duny nopisesHuA (a) (0.3 fo¥ 4
- Heeneyughixosani dominxy: TUTOMWA Nika Oyab-1 {
JoMimkd He OLTRIIE IO OCHOBHOIO NiKa H
xXpoMarorpami po3yusy nopisHgHRs (a) (0,1 %
- CyMa domiwox: INOMA MIKIB YCIX JOMIlIOK HE o
TIEPEBKITIYBATH & IUIOMI OCHOBHOIO KA HA 9"0
XpoMaTorpami po3urHy nopisHsHEns (a) (0.6 %)
- He spaxoegyioms: IOMILIKY, ITOMA TiKie AKHX MeHIIe ]
0,3 rUromIi OCHOBHOIO MiKa Ha XPOMAaTOTpaMi PO3UHHY
nopisrsaas (a) (0,05 %)

Cynpogiasi
JAOMILIKH

3,
w | =
=
E

He BusiBneHo

He BuasicHO

He suABRCHO

0,03 %

He susrnes0

0,026 %

 bran #1544,
LE 11 Y B




Crynidne pO3YUHEHHE KI03aTliHY, SKAH nepeifos v
PO3YHH 3 BUNIPOBGOBYRAHUX HO30RABHYN OIHHUIE Yepes
30 xe Ha pisdi S; {6 onuaxue) Mae GyTy He Menmre Q + 5
% s KoKHOL OENNI. SIKUIO He EHKCHYIOTECT BUMOTY
piBHS 81, TO CTYNIHE POSUHHEHHS KIO3aNiHY, aKui
HepelIoR y pO3THH 3 BUNPOOOBYBAHUX A030BaHMX
opuuuUE gepes 30 xB Ba piBHi Sz (6 OXHHHALS), CEPERHE
sHaveHHA i3 12 oguunus (Si+ Sy} Mac gopimioBath abo O®Y, 293
Oyt Ginpme 1 He Mac GYTH KOTHOT OXMHMLI 3] AbcopOuifina
3. PR S o ;:}:{ICH?M PO3TWHERHA MEHINE -le 3 %' crlempoﬁ)f)mmemis{_ 992 % -
PUKaHl Pe3yNLTATH He BIXMOBIAAIOTE PIBHAM Sy | B yiubTpadloneTopii i 102.3 %
12 32, BUNPOOYBAHHA NPORORKYIOTH 10 pieHA Ss. Ha BHAMMIE oBRacTIx
pisHl S3 (12 oguanne), cepenHe 3Ha4eH s 13 24 ONUHALL oY, 22725
(51 + 52 + S5) mae gopisHroBary abo &yTr Hinpme Q 1 He
Olnpine 2 OAMHHLE MOXKYTH MATH CTYITIIHb PO3UHHEHHS
menme Q-15 %, 1 Hemae KoaH0T OTMHHLI 31 CTYIEHeM
pO3THHEHRHS MeHine Q-235 %.
Q — e CTYNiBE pozYHHEHHS 090l petioRHHH, 110
CTAHOBUTE HE MeHIe 75 % BiX HOMIHAJIBHOIO BMICTY
TabJeTEH
Hna mepumx 10 Tabnetox npubiMansre unceno (AV) mae
6yt Merire abo gopisrosati 15.0 (AV <15.0).
OnnopiamicTs HK1J106AV > }.5.‘0, BHUpOGO?YBaHH}O TiANA0Ts HACTYHHI IOV, 2.9.40,
9. e s ?qua netok. Kinnere npuitvansye THCIIO, PO3PaXOBAne Po3paxyHKOEO- 43
pen— iz 30 ?aﬁﬂero_x, Mae 6}_/'1‘1{ MEHIIE aﬁovnop§ﬁmonam IS.Q RSPORIL TR
(AV < 15.0) 1 sxopen innmEBiAyansauil BMicT y Tabnerwi
mas GyTH He MeHIMM 3a 3agenHs (1 —25.0x 0.01)M, 1
He OLabIM 3a sHavenys (1+25.0x 0.0HM
Kpurepii npuiHATHOCTI: 3aranbHe YKCI0 aepobHIX
mixpooprasizmis (TAMC): ue 6inpwe 10° KYO/T; DY, 2612 1a i
10 MixpoGioorian 3aTZILHE YHCHO APHKDKOBHX Ta [UTICCHeBHX PR ' 2’ 6 '1 3 £,
: 3 YHCTOTa® (TYMC): ge Ginswe 107 KVO/r; ?(mﬁj} 514
OKpeMi BHIH MIKpOOPTaHI3MIB: _
Bifcyruicts Escherichia colis 11
Buict CisHiaCINg (moﬂgamﬂy) Mae OyTH: Abcop6ugitea
- Ha momenm guycky: Bin 23,75 Mr mo 26,25 Mr, ¥ cnextpoiboTomerpi 25,10 mr
Kinexicne NepepaxyBanui Ha CepeHI0 Macy Onpiel TabneTKH; . -
1k BHIHAYCHHS - npomazom mepMiny 36epizanna: Big 23,10 Mr 1o N }’HL'FP%SFEO’J:I CTOBIE
3 7 et BUAMMIY GOACTAX
26,25 Mr, y TIepepaxyBanHi Ha CepelHio Macy OXHIE] (I®Y, 2.2.25) =
s 202
Ta0JIETKH
12. Ynakopxa 3a posninom «Ynaxopxa» MK PTT Ne UA/6059/01/01 MK Biarorinae
13. Maprysanas TekeT MapKyRaHHA 10 IL][T) iifaiﬁgi:g 1/01 ra 3arsepmKeHOro -

* KOHTPOIls TIPOBOAMTECA BUGIPKORO: MeEpITy T8 KOKHY IFATY HACTYIHY Cepil.
Komenrapi: 36epiratit B opurinaibHii ynakopni npu reMnepatypi re sume 25 °C. 3GepiraTd y HeROCTYIHOMY [ULA AiTe# MicHi.

BHCHOBOK: 3@30aucka cenig npodykuil_Azarenmon, madnemxy no 25 mz Ne 50 v roumeitnepi; po 1 Koumeinepy 6 nayui
eidnoeivac enmozam MEST I3 P. Ne UA/6059/01/01 6id 28.04.2017 poxy ma 3minam 6i0 26.04.2018 pory, eio 30.11,.2020 poky,

gip 22.03.2021 poxy ma i 20.10.2021 poxy.
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3asga npo cepradiraniio: AKOCTH
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