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MpusartHe akuionepre TorapucTro "TEXHOMNOM

- . sy, Crapa npopiska, 8 ven.: (04744) 4-03-02  npuvimansun
ip nEACLEAT S 4Y 4.0% 1 p %
Tpyna hapmaUeBTUHIX KOMN AR ;03 (;{E)ai:’j Hepiacokoi ofin. (04742) 4 0‘3 01 yroexosaieta 0coba
, Yrpaina (04744) 2-03-08  inain 3 hapmakoHarnsay
tpake: (04744) 4-41-43  mingin 36yry

Jliuensin na BUpoGHUITRO Jikapchbkux 3acobis Cepis AB Ne 598079 3 14.02.2014 poxky
CepTugixar ya cucremy ynpasninug skictio JCTY ISO 9001:2015 Ne UA.MQ.026-087-21
Ceinourso Heprxaruol cayx6u Yxpainn 3 nikaperkux 3acobis Ta KoHTPOMO 3a HapkoTHiamu Ne 551 nipo arccrauiio saGoparopii BKS

Bix 31.10.2023 p.

Kpaina BupobHuK

Ceprudikar cepii Ne 2

Azanenrol, Tabnerin no 100 mr Ne 50 (10x5) y Gaicrepax

VYxpaina

Howmep peectpauiifHoro nocBigveHHs Ta HOro TepMin mil
Cuna nil/akTuBHicTh: 1 TabneTka MicTUTE: K103ammiH — 100,0 mr

P. Ne UA/6059/01/02 Tepmin aii 6e3cTpoKoBO

Homep cepii

20125

Kinsxicte mpoxyxuil B cepil (yi.. mr. Ta iu. )

13298 yur

Jara Bupo6HuLITBa

13.01.2025 poky

Jara 3akiHYeHHA TSPMIiHy NPUIATHOCTI
[pAT «TexHoxory

Hasga ninsauud

10 01.2028 poky

Anpeca ninpauai TIpAT «Texnonor», 20300 Yepkaceka obnacth, M. Ymans, Byi. Crapa npopizysa.8

Ceprudixar Biznosingocri GMP _098/2024/GMP no 14.06.2027 poxy

PE3YJILTATH BUWITPOGYBAHD

Ne
n/n

Toxaznuxu
AKOCTI

Bumoru HopmaTieHO! JOKYMeHTanii

MeTon xoHTpOIO

PesyasTaTn

Onuc

OpHomapori TabneTky Kpyrinoi GopMH, 3 MIOCKMMHU
BEPXHBOIO Ta HIKHBOKO NIOBEPXHAMH, Kpal AKUX
CKOUIEHI, 3 PUCKOI0, CBITII0-KOBTOr0 abo CBiTIO-
JKOBTOTO 3 3€NICHYBaTHM BiTIHKOM KONbOpY. Ha

NOBEPXHI TabJIETOK HOMYCKaEThCst MapMypoBicTs. Ha
pO3Nami IMiK JYNOK BHIHO BiHOCHO OXHODPIAHY

CTPYKTYPY

BizyansHuil. 3a
30BHILUHIM BUIJISIOM
MaroTh Binnoginatu
pumoram [JOY

Binnosinae

InenTndikanis

A. Y®-cnexTp HOrIMHAHHS BUNPOOYBaHOIO PO3YHHY,
NPUrOTOBAHOrO /IS XijbKICHOrO BH3HAUEHHS, B 0014CTi
Bim 220 BM 1o 290 HM HOBMHEH MaTH MaKCHMyM 3a
JoBuEy XButi (24042) HM i MiHIMYM 32 JOBXKUHM
xsuni (22512) uMm

Abcopbuiiina
CHEeKTPOhOTOMETPIA
B ynsTpadioneTosii i
BUAMMiH obnacrsix
(@Y, 2.2.25)

240 um

226 um

B. Ha xpomartorpami BUIpoOyBaHOro posquy,
OTpUMAHOT IIPK BU3HAYECHH] CYTPOBIIHUX NOMIIIOK, 9ac
YTPUMYBaHHA MiKa JU103aliHy Mae 36iraTucs 3 yacoM
YTPUMYBaHHS NiKa KII03aniHy Ha XpoMaTorpaMi po3uuHy
nopiprsaHHsA (b)

Pigunxa
xpoMaTorpadis
1oy, 2.2.29)

Binnopinae

C. Peaxuis 3 0,1 M posuunom xn0pucmogodnesol
KUCAOMU T2 XPOMOGOIQ KUCAOMOI0. 3'ABISAETECE XOBTUH
0CaJl, AKUI [IPH CTOSHHI MEPEXONHTH Y YEPBOHYBATO-
OpamKeBuH

Konboposa peaxuis

Binnosinae

Cepeanst maca

250 mMr+5%

JPY,29.5

251 mr

CanopignicTn
macy

He 6insiue gix 2 i3 20 TadneToK MOXYTb BIIXUNSTHCS
Bill CEPENHBOT MacH Ha BENHUYMHY, 1O NEPEBHILYE + 5 %.
[Mpu wpoMy XKOIHA THAUBINYaNbHA Maca He Mae
BiAXMAATHCA BiN cepenHbol MacH Ha BEJHYHHY, IO
nepeBumye = 10 %

HOY,2.9.5

ButpumyoTh
-2,16 %
+ 1,56 %

o

Po3nanaups

He 6insrue 15 xB

m‘ %
T 3 xB.

6. CrupanicTs

He 6insiue 1 %

72%0,51 %
A

Cynposinui
JOMILIKY

- Homiuca A: ae Ginbiie IWIOLI} OCHOBHOIO MiKa Ha
XpoMaTorpami posuuHy nopisHssHA (a) (0,1 %)

- omiuxu B, D: 10ist KOXHOT JOMILIKY He Oinbire
HoBiHHOT UTOL OCHOBHOTO Mlika Ha XpoMarorpami
posunny nopisusuus () (0,2 %)

- Homiwxa C: He Mae TIepeBUIIYBaTH 3 TLUIOI OCHOBHOTO
mika Ha XpoMaTorpaMi po3uuHy nopispguag (a) (0.3 %)

- Hecneyucgpixosani domiuixy: TUIOIIA ITiKa Oy Ib-sKol
AOMILIKKA He OLIbIIE TUIOIII OCHOBHOTO MiKa Ha
XpoMaTorpami posyuny nopisrasns (a) (0,1 %)

lpeTe v+ inw

Pﬁém R
xpomarorpadis ©

- Cyma domiuiox: TUIOWA THKIB YCIX IOMITIOK HE Ma€
MEepEeBUIYBaTH & IIOI OCHOBHOTO IIKa Ha
xpoMaTtorpami posuuty nopisssHag (a) (0,6 %)

- He gpaxogyiomy: JOMIILIKH, TUIOWI@ MIKIB SKHX MEHIIE
0,5 mnoi OCHOBHOIO T1iKa Ha XpOMATOIpami po3yHuy
nopieanass (a) (0,05 %)
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CT}"HIHB PO3YUHEHHS KI03aMIHY, TKWH nepeiion v
po3unH 3 BUNPOOOBYBAHKX NO30BAHMX OXMHHUIb YEPEs
30 xB Ha pieni Si(6 omnauub) Mae 6yTu He Merme Q + 5
Y6 ANt KOWHOT OAMHULY. SIKILO HE BUKOHYIOTHCS BUMOIH
piBHa Sy, TO cTyniHb po3uMHeHHa Kn03anidy, SKuii
NeperiuoB y pO3YHH 3 BUNPoOOBYBAHMX HO30BAHMX
OauHume 9epe3 30 X8 Ha pisni Sz (6 OAHHULE), CepeaHe
3HauenHs 13 12 omiuus (Si+ S2) mae nopismiosatu a6o JoV,29.3 .
Oyt Gibiue Q 1 He Mae 6YTH XKOAHOT ONMHULI 3] Abcopbuiiina e /Z' 1027
3. O CTyI'leH'eM PO34UHEHHS M'emne‘ Q-1 5%.. cnexTpodoToMeTpis %
Sxwo oxepxani pesynpraty He BinnoeinaroTs pisasm S, | B yneTpadioneTosii i
T2 S3, BANPOGYBaHHA HPOLOBXKYIOTE 10 piBHaA S;. Ha BUAMMIN obnacTax
pieni S; (12 onuHune), cepenne 3HaveHHS i3 24 OIMEHLE ADY, 2225
(81 + 82 + S5) macnopiBrioBatH ao GyTH Ginbime Q i He -
Binbiue 2 OAVHUIL MOXKYTh MATH CTYITiHb PO3YHHEHHS
Merwe Q-15 %, i Hemae xoxHOT ofuHML 31 cTyTeHeM
posunHerss MeHme Q-25 %.
Q — ue cTymiHb Po3YsHEHH s HiF0Y0T PEYOBHHH, 1O
CTaHOBUTD HE MeHuie 75 % B HOMIHANLHOTO BMiCTY
TabneTkn
Hns nepunix 10 Tabnerox npuitmansye wucno (AV) mae
Oy menme abo mopismiosary 15.0 (AV < 15.0).
OnuopianicTs ih(m,o AV > 15:0, BHHpO6OPyB&HH}O NI Q@0 Th HACTYIHI IOV, 2.9.40,
9, 030BAHMX :_0 Tabnerox. Kinuese npuiiMansue YHCIO, PO3PaXOBaHe P O3DAXYHKOBO- 12
30 Tabnetok, Mae 6yt Merwe abo xopisxiopatH 15.0 paxy ’
OHMHHIB B g M S o ¥ BAroBHH METOX
(AV <£15.0) i xoneH iHauBinYyansHUM BMICT Y TabneTwi
Mae §yTu He MeHMUM 3a 3Havenss (1 —25.0 x 0.01)M, i
He Ginbiumm 32 spayenns (1+ 25.0 x 0.0/
Kpurepil npuiiHATHOCTI: 3arajibHe YHCIO aepOBHHX
mikpoopranismis (TAMC): e 6imsue 10° KYO/r; IOV, 2.6.12 12 )
10 Mixpo6ioJoriuua 3aranbHe YUCNo JAPHKIKOBHX Ta IUTiCeHeBUX IpubiB 5 6 '13' .
: 4mcToTa* (TYMC): ne 6inpme 107 KVO/r; Poszin 5.1.4
OKpeMi BHOY MIKPOOPTraHi3MiB:
BincyTHicTs Escherichia colip 1t )
Buicr CisH1sCINg (xio3aniny) mae Gyrty : Abcopbuiiina
i - Ha momenm eunycky: Bin 95,0 mr no 105,0 mr, y crnexTpodoTOMETPIN 100,7 mr
il. HdisKicne fiepepaxyBaHHi Ha cepenuio Macy oaHiel Tabaerxy; B ynsTpadioneroriii i
BHIHAYCHHI - npomszom mepminy 36epizanns: 8in, 92,5 Mr po 105,0 |  Bumumiii obnactsx .
M, Y IepepaxyBaHHi Ha CepeRHIO Macy OnHiel TabyieTky (APY, 2.2.25)
12. YnakoBka 3a posninom «Ynakosxa»n MICT PIT Ne UA/6059/01/02 MIG Bignoginae
. Texcr mMapxysanss 1o PTT Ne UA/6059/01/02 Ta 3aTBEpIKEHOTO . .
13. Mapkysanus OpHFiHAI-MAKETY Binnosinae

* KOHTpOIb POBOJMTHCSA BUOIPKOBO: TIEPILy Ta KOXKHY IT’ATY HACTYNHY cepil.
Kowmenrapi: 36epirati B opurinanbaiit ynakosui nmpy remnepatypi ge suute 25 °C. 36epiratd y HEIOCTYIHOMY IUIst HiTel micui.

BucHoBOK: 3a3Hauena cepis hpooykull Aszanenmon, mabiaemxu no 100 mz Ne 50 (10x3) y 6ricmepax ¢idnoeioac eumozanm
MKH JI3 P. Ne UA/6059/01/02 gio 28.04.2017 pory ma 3minam 6id 26.04.2018 poxy. 8id 30.11.2020 poxy, ¢i¢ 22.03.2021 poky

ma ¢io 20.10.2021 poxy.
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