Jlinensis ua supoSunuTso Nikaperkux 3acobis Cepiz AB Ne 598079 3 14.02.2014 poKy
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MpuBaTHe akuioHepHe ToBapucTBo "TEXHONOM™

Byf. Crapa npopiava, 8

fpyna QapmayesTuNrmx KoMnanin

M. ¥Yumahb, Hepracekol obn.
20300, Ypaina

Cegmégircar Ha cucTeny ynpasainug axictio JCTY 1SO 9001:2615 Ne UA MQ.026-087-21
Caiaourso HepwxarHol cayxOn YKPaiHH 3 MTKapCLKHX 34C06iB Ta XOHTPOAIO 33 HapkoTHkasy Ne 551 npo arecrauiio saGopatopil BKS sin 31.10.2023 p.

Kpaina supobank
Homep peecrpauiiiroro nocsinyexns ta Horo Tepmil aji
Cuna I[ll}'a}\"FHBHICTB 1 TaGnerka BKpHTE 000JIOHKOI MICTHTE: OHAZHCETPOHY E‘i,ﬂD{}XHBDH}I\r’ AHTIApaTy Y nepepaxvea

Ceprudixar cepii Ne 10

Ten.: {04744) 4-03-02
{04744) 4-03-01
{04744} 4.03-03

thake: (04744) 4-41-42

Bipgin a6yTty

NPKAMENEHR
¥NOBHCBEXEHa ocoba
BiAAIN 3 hapmakoHarnagy

Onpgancerpos, Ta61eTKu, BKPHATI 060/10HK00, 1o 4 Mr Ne 10 (10x1) y Suaicrepi

Ykpaida

P. Ne UA/10081/01/01 repmin mif 5e3¢TDOKOBO

Howmep cepif 50924 s
Kinbkicts npomykuil B cepii (yo., nit. Ta in. ) 7581 yi Gi/ A
Hata BupoGHILTES 02.09.2024 poxy £/ S A \T
Jlara sakiHueHHs TepMiHy TPHEATHOCTI 10 09.2027 poky £ | PR SN
Hazea pinennni OpAT «Texunonory tE\ RNV o]
Anpeca pinsunui TIpAT «Texuonor». 20300 Yepraceka o6nacts. M. Ymans, Byr. Crapa npopizna. 8 & \'“‘ 7 S v}
Ceprudikar sinnosinsocti GMP _085/2024/GMF no 14.06.2027 poxy AN T ST
PE3YVJIGTATH BUIIPOBYBAHD 9 gaSs”
Ll ey 0PI
4 IoxasHHKY KOCTI Bumoru HopmMaTHBHOT AOKyMeATAUIl Metdn Huﬂ_‘;’esynyrarﬂ
n/n KOHTPOJI0
Tabnerku, Brputi 000n0HKOW0, Binoro aGo Maibke 6inoro _Bl3}’a“‘}1?HH%I‘
1 0 KONLOPY, BEPXHA T HIDKHA TIOBEPXHI AKuX onykai. Ha G o
5 nue : = BUITISIOM MAOTh Bimnopifae
posniaMi Np¥ POSIVIANAHHI 11iA JTYTIOK BUIHO S1PO, OTOUEHE et s
ONHIM CYLLIBHHM IapOM wusioram Y
A Ha xpowmarorpami BHnpob0ByBaHOTO PO3UHHY, Pinpnsa Binnosigae
oflepxKaHifi NPH KITbKICHOMY BU3HAUYEHHI, Yac YTPHMYBAHHA xpomarorpadis
niKa ondarcempony 2idpoxnopudy Mae BIONOBiAATH Yacy 1oy, 2.2.29)
Inenrudikauia: YIPUMYBAHHA TliKa OHOaHCemPOHY 2idpoxropudy Ha
2. OupanceTpoHy XpoMaTorpaMi posayHy NOPiBHsSHHA.
riagpoxiopus B Ha xpomarorpami BUnpoB0BYBaHOPQ PO3UUHY, ONCPIKAHIN Tonkomaposa Binnogigae
[P BU3HAYEHHI CYNPOBiAHOT domiuky B, Mae BUIBIATHCS Xpomatorpagis
OCHOEHKAE IUIIMa Ha PiBHi OCHOBHOI IUIAMM Ha XpoMaTorpamMi (v, 2.2.27)
PO3YMHY NOPIBHIHAL (a).
3. Cepegnus maca 156,0 mr+ 5,0 % OV, 295 155,1 mr
He 6mr>me“m>1< 2 i3 20 TabneToK MOXKYTh BIXHIATUCH BRI Burpiyiors
5o cepesHnRol MACK Ha BeMMMEY, W0 nepesuiye + 7.5 %,
4. OpuopianicTs MacH I i A : . oV, 2.95 -2,71%
PH WBOMY KO/IHA IHIMBI/yabHA Maca He Mae BIIXHIATHCS +2.07 %
BiJi cepeqHBOI MacH Ha BeJMHHHY, 1o nepesuuiye = 15 % ’
5. Posnanauns He 6uibine 30 xB. Y, 2.9.1 15 xB.
6. Turrapy Mol He Gixeiwe 1,0 % ooy 0,6 %
(E 171)
Cynposingi JoMimiKku: ToHxowaposa
Jomimka B He 6insite 0,4 % xpomartorpadisa Bincyrths
' IV, 2.2.27)
Tnmi nominen Homiwxa C — He GLTbIUA 33 IIOLTY OCHOBHOTO TIiKa Ha Piaunna He BHABREHO
XpoMarorpaMi posauny nopieHsHas () (0,2 %); xpomarorpadis
Homiwxa D — re Ginblna 3a TUIOULY OCHOBHOTO ITiKa Ha (DY, 2.2.29) 0,02 %
xpomaTorpami posuwHy nopisusigas (d) (0,1 %4); (E€rponeiicrka ¢.)
JHomiwrxa £ — ne 6Unbira 3a II0Uy OCHOBHOIO NiKa Ha He susiBneHo
& Xpomarorpami posausy nopisnaxus (b) (0,2 %);
Hominxa F — ve Ginblua 3a IOT0HLY OCHOBHOIO MiKa Ha He BusBneHo
XpoMarorpami po3yuuHy nopiruasHa (b) (0,2 %);
ByQo-sxa iHwa Oomiuka: He GibINa 3a TUIOLLY OCHOBHOIO He BpaxoByerbes
nika Ha Xxpomarorpami po3dxHy nopiseanzs (a) (0.2 %),
cymapnui emicm inwux domiuox: He OLTBIIE NOABOEHOT 0,02 %
IUIOINI OCHOBHOTIO JiiKa Ha XPOMATOTPaMi PO3THHY
nopisrgassa (a) (0,4 %)
Jnsa 6 ta6neTok CTYNeHb PO3UHHCHHS OHOaHCEMPOHY YePes
45 xB Mae BIAMOBINATH BUMOTAM PIBHIO Si: HE MEHILE
Q+5 Y% ana koykHo1 TabneTku. JAKIIO He BUKOHYIOTBCH ooy, 2.93 101,3 % - 106,5 %
8. Posunsenns BUMOTH PiBHA S, TO CePEHE 3HAUEHHS CTYIEHS Aoy, 2.2.29
PO3YHMHEHHS OHOaHcempoHy depe3 45 XB 13 12 tabieTok
(Si + S») mopienroe ado Hinpwe Q, i HeMae xoHOT TAOIETRH




31 CTyNeHeM Po3YHHeRR: Menme Q — 15 %. Sxwo He
BHEOHYIOTHCS BHMOIH piBHiE S; abo S, TO cepente
3HAYEHHA CTYIEH PO3HUHEHHS 13 24 TabneTok
{81+ S2 + S5) nopismoe abo Oinpwe @, { He Ginpwe 2
TabIIe TOK MAKOTL CTYICHE pO3YHHEHES Menwe Q — 15 %, |
HEMAE KONHOI TabneTky 21 cTvNeHeM pOUMHEeHHs MeRile
Q-25%.

(Q — e cryniHeL po3duHeHHd Al090l PeYOBKHY, 1O
CTAHOBUTL He MeHne 75 % Bil HOMIHANBHOTO BMICTY
TabaeTkH

Jins nepurux 10 TabreTox npuitvanie uncno (AV) mae
6yt Menme abo nopienroe 15,0. Sxmo AV Gimpwe 15,0, 10

o OnnopimmicTs ) BHHpOﬁyPaHHI‘D T A HAKOTE HACTYHL ZQ_TaGReToK. oV, 2.9.40,
. H030BAHMX OJAHHLD Kinnese npuiiMansHe HHCJIO, PO3PAXOBAHE 13 30 rabneroK, MIIB 10,7
) Mae OyTu meHne abo gopienwoe 15,0 1x04eH ooy, 22.2%
innueinyanenni sMict 8 Tabsierid Mae 6yTH He MEHIIEM 3a
(1-25,0 x 0,01)M i me Simemmm 3a (1+ 25,0 x 0.01)M
- JaranspHe 9HCIIO aepolHNX Mikpoopraiamis (TAMC):
He Gimeme 10° KVO/r; .
16. Mikpobionoriuna - 3aTasBHE YHCAC APHRIKOBHMX TA IUIiceHeBHX Tpudis %cg};}n 2 Oi ]ii ’
qpcToTa® (T}’MC),: ne 6inpme 107 KYQ/; = 5’15; . B
- okpemi BuaM MIKpoOpragisMis: T
sincytHicTs Escherichia colip 1T. j
Kigpxicue
BH3IHAYEHHS
OHOAHCETPOHY: PiguHHA
11. | Ha MOMEHT BHOVCKY Bumict ondancemporny B omuiil Tabnerui Mae 6yTa Bix 3,80 Xpomarorpapis 4,01 mr
Mr 1o 4,20 MT, ¥ nepepaxysaHH] Ha CEPEIH0 Macy TabeTkH (DY, 2.2.29)
NpoTSreM TepMIHY Buict ondancempony B onHii Tabneri mae 6yTH Bin 3,60 -
30epiranns Mr 10 4,20 Mr, v IiepepaxyBadHi Ha CepejiHio Macy TableTky
12. Haxkypaunas 3a posminom «Ynaxoska» MK PTI Ne UA/1008 1/01/01 MKA Bianosigae
1. TN S—— Tekct MapKysadsa 0 P NE.LFA/ 10081/01/01 SEriGH
Ta 33TBEP,DKEHOI0D OpPHIIHAN-MAKETY

*KoHTpO/Ih NPOBORMTECSH BUOIPKOBO: NEPULY T2 KOXKHY IV sTy HACTYMHY Cepil, ale He pilme 0AHOTO pasy B pix.
KomenTapi: 36epiratst B OpUriHaibHil yNaKoBili TPy TeMIepaTypi e sue 30 (623

aueHe cepis RPOOVE

BHCHOBOK: _3A3H pis RPOGVEY,
gumozam MKS JI3 PXe UA /1008101

ii Oudancempon, mabaemKy, grpumi ¢00TOHKOK, KO, 4 mz Ao

18 (10xI) v Bnicmepi gidnogidae

01 eid 22.07.2019 poxy ma 3minam eio 06.02.2020 poky, eid 22.03.2021 poxry. eig 11.01.2022

poxy ma gi¢ 22. 046.2022 poxy.
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_NOBENSHO KOHTpOMb il AKOCT Ha BHIe3asHavueHill alnpruni y mosHil sinnogiarocTi 3 BuMoramu GMP,
OPHHM OpPraHoM, 8 TaKOXK pinnopizse no cremmdixaliii, mo MiCTATECL ¥ pEECTPAUIIHHOMY HOCHE.
ha ananisis 6y.10 NeperasHyTo Ta BCTAHOBIICHO gigmosiznicts GMP».
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(zara)



