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MpusatHe aklioHepHe TOBAPUCTBO “TEXHOIEOE‘”:
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Jliuensis na supobuHITBO NikapckKknX 3acabis Cepis AB Ne 598079 3 14.02.2014 poky
Ceprudikar na cucremy yrpasiinas sxicrio JCTY 1SO 9001:2015 Ne UA.MQ.026-087-21 S
Carinourso JlepxasHol cnyx6u Yxkpainy 3 Tikapcskux 3acoBiB Ta KOHTPOIIO 38 HapkoTakamu Ne 551 nipo arecratiio xaGoparopii BICS pix 31.10.2023 p.
Ceprudikar cepii Ne 1
Onpxancerpou, Tabierku, BRpUTL 060J10HK0K0, 10 8 mMr Ne 10 (10x1) y 6micrepi

Kpaixa supobuuk Yipaiwa

Howmep peectpauiiftoro nocsinuenss ta ioro TE:pMIH 1111 P. Ne UA/ 10081/0]/0’? 1epM1H inid 6@30Tp01{0130 |
Cuna aii/akTuBHICTE 1 Tanerka BipuTa 060J0HKOK MiCTHTE: OHIAHCETPOHY CAPOXIOPHAY AUTIADATY ¥ IePEPaxYBaHHi Ha OHJIAHCETNOH ~ 8 MI
HonMep cepii 10124

KutskicTs mpoxyxuii B cepii (Y., IUT. T2 iH. ) 7582 yn

Hara supobnuirsa 24.01.2024 poky

JHara saxinueHHs TepMiHy MPUIATHOCT] 10 01.2027 poky

Hazpa ninmeruni TpAT «Texsonors |

Aapeca nmpsnii [IpAT «Texuonors, 20300 Yeprackka 061., M. Ymans ByJ. Crapa opopizsa. §

Ceprudikar signosizggocti GMP | 064/2021/GMP 1o 03.09.2024 DOKY

PE3VJIILTATH BUIIPOGYBAHD
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TToKasSHUKH SIKOCTI BumMoru HOpMATHBHOT AOKYMEHTAL] | o PesyasTaTy
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BizyansHHIL.

Tabnerry, BxpuTi 06010HKO0¥0, Binoro abo maibie 611010 | e
| 3a 30BHILIHIM

KOJNBODY, BEDXHA Ta HYKHA MMOBepXHI sxux ornviori. Ha | N . .
o py, P T “PXE o ny | 1 BUIIAOOM MaKOTh Binmorigae
PO3IaMl UPY pOSIIANAHH] IJ JIYTIOI BUIHO AP0, OTOUCHE BiTOBITETH |

ONHUM CYLUNLHUM IHapoOM

A JH P ‘puMmoram PV

1| Onuc

| “AHa \:poma'rorpam mmpoﬁonyﬁaﬂoro poquHy, Binrnosinae
| _,onepmamu NpH KUILKICHOMY BU3HAUEHH], Yac yTPUMYBaHHA PinpmHa
| TmiKa OHdchempfmy 2idpoxnopudy Mac BiANOBinaTH yacy xpomaTorpadis
Inentadikauis: YTPUMYBaHHA NiKa OHOQHCEMPOHY 210poxnopudy Ha .(IN:I)V 2.2.29)
2. |- Ownarcerpony Xpomarorpami po34uHy NOPIBHAHHS. | T
TIAPOXNOPUN | B'Ha xpomarorpami BUIIpoGOBYBAHOIO PO3UMHY, OXCPKAHIM ToHKOMmapoBa | Bingnosinae
TpY BU3HAYCHHI CYIPOBINHOT QoMiuKu 5, Mae BUABNATHCA xﬁoma'rorp abist |
‘OCHOBHa IUTAMa Ha pIBHI .OCHOI?HOi [UIAMA Ha XpoMaTorpami (II OY. 2.2 27)_
PO3YUHY NopiBHsHHS (2). ’ |

5| Copommmas | 310wr£50% ' v 2oy | e

He 6ursie HiX 2 13 20 TabieTok MOXYTh BIAXHIATHCS BIJL BHTPHMYIOTS

CepeHbO0l MacH Ha BeMuyuHy, 1o nepepuurye + 5 %. Hpyu DY, 2.9.5 | -2.04 %

ULOMY KOJHA IHIMBINYANbHA Maca HE Maec Binxnﬂgmcsx BI1J B " ,;77 o
cepeHpOl Macu Ha BenuduHy, wo nepepunrye = 10 % R

4. | OnsopinuicTs Macu

5 Posnauanusx e - He 6iapmie 30 x8. ,II(I)Y_,-,..,Z...-,O.:J'__ i 1.2.};13.

Trrany xioken o " N o | oY | 0.5 %
6._ (E171) He 6insie 1,0 % JID ._ 05 0

Cynposinni XOMILKH: Touxomwapoea
Nomimxa B - He Ginbure 0,4 % xpomarorpadis BincyTHs
(DY, 2.2.27)
T OMILO K | Homiwexa C — e OLbliIa 3a TUIoHy OCHOBHOIO 1ika Ha Pigyuaa. 1 N
- XpoMaTorpami pozguHy nopisasrss (a) (0,2 %); xpomarorpadiz |  He BusieneHo
| ,Eommm D — e Oinblia 32 IJIOIY OCHOBHOTO 11Ka HA AdY, 2.2.29) |
- xpomarorpami pozuuny nopieasaus (d) (0,1 %); (E€sporeiickka g‘p ) 0,04 %
- Homiuxa E — ye Ginpiua 3a mwWioiLy OCHOBHOIO HiKa Ha R
XpoMaTorpami posuuHy nopisusaus (b) (0,2 %);
- Homiwxa F — He Oinbiua 32 IOy OCHOBHOIO NiKa Ha
g | xpomarorpami posynny nopisusaug (b) (0,2 . %);
e. c aa—;zfca inuia domiwika: He OIIbIIA 34 IIONLY OCHOBHOTO
T04 "%, Nxa Ha xpomarorpami po3auHy topisssaas (a) (0,2 %);
ra i apﬂuu gmicm fnuux. dominiox: He 6ibe ToaBOEHOT
ANe. oun OCHOBHOTIO [11Ka HA XpoMaTorpami po3yuHy
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el S riopiBHsRHA (a) (0.4 %) o e A0
W d JEhE dfrabeTok cTynens pOUHHEHHS OHOaHCeMPOKY qepes &y, i B g

w; XB Mac BiAnoBigaTy BUMOraMm piBHIo S|: He MEHILE 100,3 % - 104,8 %
4P &Y £-5 % IS KOKHOT TabneTki. IO He BUKOHYOTEC OdbV, 2.9.3
¥  BumorH piBHA Sy, TO CEPEIHE 3HAYEHHS CTYNEHT | APy, 2.2.29
posquHeHst orOarcempony uepes 45 x8 13 12 Tabnerox
(S1 + S2) nopismroe a6o Ginpiue Q, 1 HeMae XOAHOT TabJeTku y;
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31 CTyTeHeM posunHerHs Merwe Q — 15 %. SAxuwo ne
BUKOHYIOTHCA BUMOTM PiBHIB S abo Sa, 10 cepenne |
3HAYEHHS CTYNEHS po3urHeHHs 13 24 Tabnetok (51 + S2 +S5) |
nopieuioe abo Ginpine Q, 1 ve Oinbine 2 TabNeTok MatoTE |
CTYIIeHb po3unHeHHs MeHuie Q — 15 %, 1 Hemace xoaHoT
TaOJIETKH 31 CTYNEHEM POSYUHEHHA MeHIue Q — 25 %.
Q — Lie CTYHiHb POIUMACHHS AI0YU0T PEHOBIHHY, IO
CT@HOBUTL HE MeHe 75 % Bl HOMIHANLHOIO BMICTY
| e TabaeTky o
Anst nepiumx 10 Tabnerox npuiiManbhe yucno (AV) Mae
Oytu menwe abo nopismoe 15,0. Sxkmo AV 6imsure 15,0, To |
. OnxopianicTs " ._IBI'IIIPOES)’P&HHYO i ANAH0Th HACTYTIH 20"1‘8'._‘6316'1‘0!{_. | _IICIJY,. 2.9.40, )
9. HOI0BAHMY ONHHMILS IHLICBE NIPUAMANIbHE YACIO, POSPAXOBAHE i3 JO__'raGnemK, | | _.M}T,B_ N 3.5
Mae Oyt MeHLue abo nopisHwoe 15,0 i %oaeH i+ Y, 2.2.29
[HIMBIAYanbHAN BMICT B TabneTLi Mae OyTH He MEHIIUM 32
(1-25,0 x0,01)YM 1 1e 6insnram 3a (1+ 25,0 % 0,01 )M
=~ 3aranbHe uMcao aepobuux Mikpooprauizmis (TAMC):
ye Ginsire 10° KYO/r;
 Mikpo6i . - 3alrAbHE YHCIO APDKIKOBUX T4 IIICEHEBUX rpubis - DY, n2.6.12; Mewnie 100
10. | Mixpobionoriuna (TYMC): re 6insie 10 KYO/r; - 2.6.13, posuin Meniue 20
| YHCTOTA™ e . | 2’ -
- OKpeMi BHAN MIKpOOPTaHi3MiB: 204 He Buseredo
BincyrHicrs Escherichiacolin 1 1.
Kinbxicue
BU3HAYEHHSA |
| OHA4HCETPOHY: Pipnyea e
11, | H3 MOMEHT BHIVCKY Bumict ordarcempony B onuiii Tabnetui Mae 6yt Big 7,60 | Xpomarorpadis 8,05 mr
| | Mr 10 8,40 M, y TlepepaxyBaHHi Ha cepensio macy tabnetkn | (ADY, 2.2.29)
NpOTSATroM TEPMIHY BwmicT ondancempony B 0fHiH Tabnerui mae 6yTH Bin 7,20 -
~ 30epirapms | mr 10 8,40 Mr, y HiepepaxyBaHH] Ha CepeiHio Macy Ta0NeTKR T
12. Maxkysanns 3a pozninom «Ynakoskay MK PIT Ne UA/10081/01/02 MIA Binrnosinae
' : ' D13 ' - .
13. | MapkyraHus TGKCEEM:;};?&@HMPH N_‘.UA?OOS.I/QUM Binnoginae
______ Ta 3aTBEPINKEHOr0 OPUIIHAI-MAKETY

*KOUTPONb DPOBONUTHCA BUGIPKOBO: IEPHLY Ta KOXKHY T ATY HACTYINHY cepli, aje He plauie OJHOro pasy B pik.
Komentapi: 3GepiraTi B opurinankHiit ynakosui npy remneparypi ve sue 30 C.
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3{:’/ g“’/‘?’f ____Ipwmna IOPYEHKO Z i % /ﬂ%f

(mianme) (aara)

pragery !

e foRepE TOBAPHOTSO
“F’“Ba“ﬁ«;-é’g sonor* |
| BIAUKOHTROMK ]

FAKOCTL, et

Hayansnux BKS

sua sume iBdopManis € HOCTOBIPHOKW Ta TOYHOW. Llfo CEPi0 rrp'ogylc.u‘i'f 6y.'r'1'..o' '_'Bh'p'éﬁn;e'ﬁﬁ (Bkn‘foqamqn
BWIEHO KOHTPOJDL 17 SKOCTI Ha BYIie3asHaueHi¥ NiNbHAUl y MOBHIM BIATIOBIAHOCTL 3 BAMOraMH GMP_-,
% --__ YHUM OPT'AHOM, @ TaKOX BIANOBLXHO IO crieurdikami, mwo MICTATBCA Y PEECTPALIHHOMY JOCHE.
~ \ Ta aaNi3iB 6Y0 NEPEriTHyTO T4 BeTaHoBieHo BinnosiaHicTs GMP». |
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