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lpuBaTHe akuioxepHe ToBapucTro "TEXHOMOM

eyn. Crapa noopisna, § Ten: (047441 4-03.02  npuimanshs
FOYN3 GURMALEBTUUMNK XOMN AN I’? yMaHb: L{?m(a%mr obs; (04744) -05:08 yqogaoaat«%a ocoba
20300, Yepaina (04744)4-03-09  singin 3 (hapmakonamsgy
dake: (04744} 4-41-48  sipain abyry

Jliuen3is Ha BHPOGHHLTBO Ajkaperkux 3aco6in Cepis AB Ne 598079 3 14.02.2014 POKY
CepTMd)iKaT Ha cHeTeMy ynpasniuds sxictio JCTY ISO 9001:2015 Ne UA.MQ.026-087-21
Ceizourso JepxasHol cyxGu Ykpainn 3 1ikapchkux 3aco6is Ta KOHTPO.IIO 32 HapKoTHKamu Ne 551 mpo arecranito naGoparopii BKS six 31.10.2023 p.

Kpaina BupoGHuK
Howmep peecTpaniiHoro nocsizuesss ta #oro repmin mif
. C‘_I@JIa Iii/axTuBHiCTS 1 Tabneria BKpUTA 060JOHKOI MICTHTE: QHAAHCETPOHY TIAPOXIOPHILY JUMIAPATY Y ICDepaXVBAHN] Ha OHAAHCeTNOH — 8 MI
" Homep cepii T
. Kinpxicts nponyxuii B cepii (vi. 1T, T2 iH. )
Hara BupoGHuiTea
JaTa 3akindesHs TepMiHy MPUOATHOCTI

Ceprudikar cepii Ne 2

Onnancerpon, rabnerxky, BKpUTi 06010HK0¥0, 1o 8 Mr Ne 10 (10x1) y 6aicrepi

Vxpaina

P. Ne UA/10081/01/02 tepmin Jii 6e3cTPOKOBO

20125

7773 yn

08.01.2025 poxy

10 01.2028 poky

Hasea minpauui OpAT «Texsonory
Anpeca nineruni OpAT «Texnonory, 20300 Yepkacrka o6n., M. Ymaup syn. Crapa npopizua. §
Ceprudikar sigrosizrocri GMP _098/2024/GMP no 14.06.2027 poxy

PE3VJIBTATH BHITPOBYBAHB

I Hoxasnuxu sikocri BAMOrH HOpMATHBHOT JOKYMeHTANiE Mo PesynbTaTu
n/n KOHTPOJIIO
TaGnetky, BkpuTi 060N0HKOK0, 6inoro abo Maitxe 6inoro 32?%?3?{];;?{};1
1 e O - ,J.\CQJ'.LBQPX,-B@pKHﬂ.,Ta..Hk{%lilﬁ. nopepxHi axux onyxni. Ha - BHMTSIOM MaRoTE | —Bixmosinae —— 1
posJami TPH POSIIANAHH Hifl JYNOIO BUNHO AP0, OTOYEHE s nosinaTH
OJHHM CYLINBHIM IIapoM BiiietE IOV
A Ha xpomarorpami BUIIpOGOBYBAHOTO PO3UHHY, Binnosixae
om?pmaniﬁ NpH KiNBKICHOMY BH3HAYEHH], 9ac yTpHMyBaHHs P
1ixa ondancempony 2idpoxaopudy Mae BIANOBINATH Yacy xpomaTorpadis
Ineprudikanis: YTPHMYBaHHS NiKa oHOaHCcempoHy 2idpoxnopudy Ha (TIOY, 2.2.29)
2. OnzxanceTpony XpoMmarorpami po34yHy NOPiBHAHHS. T
rigpoxJIopux B Ha xpomarorpami BunpoGoBYBaHOIO po3HuHYy, OfepikaHiii ToHROWApOBA Binmosinae
Opy BU3HAYESHHI cyqpogi,uno'f oomimxu B, Mae BUSIBIATHCA xpomarorpabia
OCHORHA TUISMa Ha PiBHI OCHOI?HO'I UMY Ha XpoMaTorpami (DY, 2.2.27)
PO34HHY NMOpIBHAHHS (). ’
3. Cepepns Maca 312,0mMr£5,0% DY, 2.9.5 307,5 mr
cepeIE0 M e, TS AR 59 1P Bimpineytors
4. OpuopingicTs Macu _ ) S s 2 p . ooy, 295 -427%
LbOMY JKOIHA IHIUBinyansHa Maca He Ma€ BIAXMASTUCS Bil +399%
cepeHbOT MacH Ha BEJIHMUHHY, W0 nepesumye = 10 % i
5. Posnanavus He Ginsire 30 xB. ooy, 2.9.7 15 xB.
g |  DuTAEY AIOKCHA He Ginbie 1,0 % I50Y 0,6 %
(E171)
Cynposiaui pomMimxu: ToHkowapoBa
Jomimka B He 6inpmre 0,4 % xpomartorpadis He BUSBNEHO
: (AdVY, 2.2.27)
Tnui gomimku Jomimxa C — He Giablua 32 IIONLY OCHOBHOYO Hika HA PinxnHna He susineso
xpomaTorpami po3arHy nopisranass (a) (0,2 %); xpomarorpadis
Hominxa D — ne Gliblua 32 riolly OCHOBHOFO mika Ha Jdy, 2.2.29) He Bussneso
xpomatorpami posuury nopisasuas (d) (0,1 %); (€sponeficeka ¢.)
Tomiura E — e OGlibia 3a IIONLY OCHOBHONO TIKA Ha He susenero
7. xpomarorpami posuusy ropisssnns (b) (0,2 %);
Homiwka F — He Gibina 3a IUTOLLY OCHOBHOTO Nika Ha He BusBneH0
XpoMmaTorpami posuury nopisustuas (b) (0,2 %); "
6yov-axa iHuta domiutka: He GiNblla 3a IOy OCHOBHOIO *. He BUABIIEGHO
nika Ha xpomaTorpami posuuHy nopisaansa (2) (0,2 %); ) -y ‘ )
cymapruti evicm inuux domiutox: He Ginplie MOABOEHOT { oKy BincyTHI
nnomi OCHOBHOTO Fiika Ha XPOMATOrpaMi posHiHy 1=
nopisranns () (0,4 %) \L3% \ Aetmag: Ui
TIns 6 TabReTOK CTYNEHb PO3YHHEHHS OHOQHCEMPOHY Yepes [ \<00239017 o
45 xB Mac€ Bionosinaty BUMOraM piBHIO S): HE MEHIUE "~ ~
Q+5 % s xoxHOT TabneTku. SIKIMO He BUKOHYIOTHCA :
8. PosqyuneHHst BUMOTH PiBHS Sy, TO CEPEIHE 3HAYEHHSA CTYTICHA

POSTMHEHHS ondarcempony depes 45 xB i3 12 Tabnerok
(81 + S2) aopisrioe abo Giasiwe Q, I Hemae KORHOT TAbRETKH

31 cTyneHeM posuuHeHss Menme Q — 15 %. Slkmo He

% a A/ ~/ 7

A




BUKOHYIOTbCA BUMOTH PiBHIB Sy ab0 Sy, T0 cepefiue
3HAYEHHA CTYTICHA po3ynnenns i3 24 tabnetok (Si+ Sy + S5)
nopisnioe abo Ginsure Q, i He Ginpie 2 TaBIETOK MAIOTH
CTYNEHb PO3YHHEHHS MeHie Q — 15 %, i uemae x0xHOT
TaBNeTKH 3i CTYNeHeM po3uMHenHs Meuie Q — 25 %.
Q — ue cTymiHb PO3YMHEHHs NiI040T PEYOBHHM, WO
CTaHOBUTb HE MeHWE 75 % Bil HOMIHATBHOIO BMiCTY
TabJIeTKH
It neplunx 10 Tabnerok npuiMaibhe yucno (AV) Mae
6yTu memne abo nopiswoe 15,0, SAxuo AV Gimsure 15,0, To
o _— BUNPOOYBaHHIO MinaatoTh HacTynal 20 TabneTox. ADY, 2.9.40,
9. LS PACHASTE: Kinuese npuiiManbHe yucio, pospaxosane i3 30 Tabneto MITB 5,7
J030BARHUX ONHMHHIL P » PO3p : " 5 : 2
mae OyTu MeHme abo nopieHioe 15,0 1 xoneH ooV, 2.2.29
iHAMBITyaaLHuY BMICT B TabneTii Mac GyTH He MEHIINM 33
il (1-25,0 x 0,0 DM i ne GinpmuM 3a (14 25,0 x 0,01)M
o - 3araisHe 4ucno aepobHuX Mikpoopranismis (TAMC):
_ e Ginpme 10° KYO/r; s -
ot - 3aTANbHE YHUCNO PDLKIKOBUX Ta TuliceHeBnx Tpubis ADY, 11 2.6.12;
j0. | MiRpobloncri, (TYMC): ve Gimbie 102 KYO/r; 2.6.13, posain .
auerora - OKpeMi BHAH MiKpoopraHisMis: 514,
BiacyTricTs Escherichia coliz 1 1. -
Kinbxicue
BU3HAMEHHSI )
OHNAHCETPOHY: Pipunna
11. | Ba MOMEHT BHURYCKY Bwmict ondancempony B onuiii abnerui Mae 6yru Bin 7,60 xpomaTtorpadis 7,85 mr
Mr 10 8,40 Mr, ¥ nepepaxyBaHHi Ha cepelrio Macy TabieTku APV, 2.2.29)
EQ.QZLM.T_GDM!EX BwmicT ondancempony B opsiii tabnerui mae 6yu Bix 7,20 -
T aBepirapust | Mr a0 8,40 mr, v nepepaxyaauii Ha cepenHio Macy tabnerx | T S——
12. IaxyBanns 3a posninoM «Ynaxoska» MK PITNe UA/10081/01/02 MKA Binnosinae
TexcT mapKysauust 10 PIT Ne UA/10081/01/02 .
13. Mapkysanus Ta 3aTBEPIUKEHOrO OpHUTiHAT-MaKeTy

*KOHTPOIb POBOLUTECS BHOIPKOBO TepITy Ta KOXKHY I’ ATY HaCTYIHY cepii, ane He pifiie OHOro pasy B pik.
Komentapi: 36epirary B opurisansuiii ynakosLi npu Temnepatypi se re 30 C.

pis npooyKuii Y 3 < 8 mz Ne 10 (10x1) y bnicmepi gignogioae
BHCHOBOK: 2a3HaueHa cepia npodykuii Onoancempon, maonemKL, 6Kpuny 0.6011011;\010. no ¥ I
eumozamt MK JI3 P.Ne UA /10081/01/02 gio 22.07.2019 poxy ma sminam €i¢ 06.02.2020 poky. 6id 22.03.2021 poky, €io 11.01.2022

poxy ma 6id 22.06.2022 poky.

3 7 3 /
Basa i BICL e Fexonor P2 Yowna IOPUBHKO S LN LLS
BIJL KOHTPONIO (ninmic) (zata)
i
3anBa npo cep’rmpmamm. AKOCT

«[luM 51 3acBiAuYO-HIG Ha eIeH BUIe indopmanis € nocrompﬂoro Ta TouHow. Llto cepiro nponvxuu oyno BPIpO6JIeH(;4 (()izirgqg}&q;l
TIaKyBaHH/ M3y ﬁiﬂs eNIEHO KOHTPONb ii AKOCTI Ha BHILIE3a3HAYEHiH NiNpHUL Y MOBHIH BiAMIOBIZHOCT] 3 BHIHHOM b
BCTAHOBICHM A LICBHM o )%gopnnm OpTaHoM, a TaKoX Bignosinmo po creumikauif, wo z\gﬁ;gbcs{ y peecTpau y
IMporoxon @P/%rt{ga HaK;}l%{ % Ta aHani3ie 6yJI0 EPEINAHYTO Ta BCTAHOBIEHO BilNOBIAHICTE »

0801 1t 1t 27%30 gHé 00 6UNYCKY (peanizayii).
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