CepTudmkar kayecTsa Ha npoaykumio: Liunpodnokcauun, TabneTku, 8/o, no 250 mr N210 Cepus: 31120

®-08-16

:@4' EK x' M lpuBatHe akuioHepHe ToBapucTeo "TEXHONOM™

syn. Crapa npoplasa, 8 ten. (04744) 4-03-02  npuitmansis
M. YMans, Yepxacskol obn. (04744) 40301 ynosHoBaKeHs ocoba
fpyna GARMAUEBTHHRMX KOMOAHIK 20300, Yxpaiva (04744) 4-03-09  sigains thapMakoHarmAny
caxc: (04744) 44149  sipgin abyry
Jlinensia na supoSruuT0 MiKapchKEx 38cobis Cepia AB Ne 598079 3 14.02.2014 poxy
Cepruixar Ha cHcTeMy ynpasainus axicrio ACTY IS0 9001:2015 Ne UA.MQ.026-056-20
Cainourno Jlepxkarnol ciy6n Yxpainu 3 nixapcskux saco6in Ne 119 npo arecrauiio naboparopii BKA sin 20.06.2012 p.
Ceptrdixkar cepii Ne 3

Hunpodgaoxcanun, Tabneriu, BkpuTi 06onouKo0, mo 250 mr Ne 10 (10x1) y 6aicrepax

Kpaina BupoGanx, Yxpaiua
Howmep peectpaniitnoro nocsixyenns ta foro Tepmin il P. Ne UA/8660/01/01 Tepmin aii 6e3cTpoxoBo

Cuna pil/axTaBHicTs: | 1a60€TKa MICTUTS LBNpodboKcalHy FiNpoXaopUa, v nepepaxypanui Ha unnpodnokcarms — 250 Mr

Howmep cepii 31120
Kinsxicrs npoayxuii B cepii (yo., wr. 12 in. ) 9702 yn
Jara BupoGuuirrea, 11.11.2020 poxy.
Hdra saxinuenna TepMiny npuaaTsocTi JIncronan 2023 p,
Haspa pinsumyi  TIpAT «Texnogors
Appeca nimsuuni IIpAT «Texuonors 0 KaChK: ACTH, M. YMaHsb .. CT izua
Ceprrdixar sinnosinHocti GMP _046/2018/GMP no 09.08.2021 p.
PE3VJIbTATH BUIIPOBYBAHB
. - Meron
Ne Toxraznuxy axocri Bumoru nopmMaTHBHOI JoKyMeHTaNT Solirnaam PesyabraTn
Tabnetxu xpyraoi dopmu, Bxprti 06onosKow0, 6inoro Bisyambuuii. 3a '
a6o 6in0ro 3 AOBTYBATHM BiIITIHKOM KONBOPY,BEPXHSA 30BHIMHIM
1. Onuc Ta HIOKHA NOBEPXHA AxuX onykai. Ha poanami npn | surnagom matots Binnosinae
POSTAANAHHI Mif MYNIOI0 BUIHO AAPO, OTOUEHE OAHUM Bianosinaru
CYUiIbHHM LIApOM puMoram JIOY
A. Ha xpomarorpami BUnpobyBaHoro posunsy Mae
InenTrdikanin BHABJIATHCA OCHOBHA IU1IMA Ha PiBHI OCHOBHOY NIAMM Ha XT?;‘Z?;MP: ‘;; Biteoninge
XpoMmatorpami pos4anHy noPinmm, Bianosinxa 3a i )I)BW ;g 27 R
po3mipoM o
2. B. Ha xpomarorpami Bunpo6ysanoro posuusy,
onepxanil npx kinbKicHOMY BU3HaueHHi, yac Pianuna
YTPHMYB2HHA OCHOBHOTO TiK2 M€ BiANOBINaTH Xpomarorpadis Binnosinae
4acy YTPHMYBAHHS OCHOBHOTO Mika Ha AdY, 2.2.29
XpOMATOrpaMi po3UHHY NOpiBHANHS (a)
3. Cepenns maca 360mMr+5% PV 2.9.5 359 mMr
He 6inbine nix 2 i3 20 TabneTox MoxyTs BifxunaTHCa
Bill CEENHbOT MACH HA BEMYMHY, IO nepesuInye + 5 Butpumyiots
4, OnnopianicTn Macn %. Ipn nsomy xonua inausinyansya Maca ne Mae ADY 2.9.5 -3,53%
i e BIIXMIATHCA BiR cepennbol MacH na BENUYUHY, 110 +1,72%
A A .,2% nepesumye + 10 %.
5. 17 Polghdami®,, Se, He 6imure 30 xs Y 2.9.1 8 xB.
He Ginpwe 3,0 % AdY 2,2%
Homiwxa C: Ha xpomarorpami BUnpoGoByBaHOro Menwe 0,05 %

po3wMHy nnoma nika nomitxyu C He Mae
NEPEBUINYBATH IUIOLTY OCHOBHOTO ITiKA Ha
XpoMaTorpami po3umHy nopisusura (c) (0.5 %);
Homiwuixa E: na xpomatorpami sunpobosysatoro Menme 0,05 %
PO34HHY IUTOWa Nixa AoMimikn E se Mae
nepepuntysats 1.5 nromi ocHoBHOro nika Ha
xpomarorpami posuuny nopisnanns (d) (0.3 %);

Byov-axa imua domiwxa: na xpomarorpami He Bpaxosyersca

Pinnnua
" e I O OB | g
JADY, 2.2.29

. OCHOBHOTO nika Ha XPOMATOrpaMi posummy

AR AN nopisuanu (d) (0.2 %);
_ Cyna 0gmineok: ra XpoMaTorpami BATPoGOBYBaHOTO
3, N Pozumuy cyma nnom ycix 6yas-axux iHmHX MiKiB He

me‘!
/.

/HEPEBHILYBATH ILTONTY OCHOBHOIO nika Ha
xpg/,m'rorpaui po3unHy nopiBHaung (c) (0.5 %)
He epaxogyoms: nixu, nnowi sxux merue 0,1 mong
|~ =" OCHOBHOTO nika Ha XPOMATOrpaMi po3auHy

- nopissann (c) (0,05 %) -




CepTtuchukar kauecTBa Ha npoaykumio: LiunpodnokcauuH, Tabnerku, B/o, no 250 mr Ne10 Cepus: 31120

Hna nepumx 10 rabnetox npuitvansre ancio (AV)
Mac Oyt Menme aGo nopisosata 15.0 (AV < 15.0).
. Sxwo AV > 15.0, sumpoGoByBantio ningaoTs
nosg::::xm:w;;us nacrynsi 20 Tabnerox. Kinuese mpuiimantue wucno, J®V, 2.9.40,
8. ca po3paxosane i3 30 TaGnerok, Mae 6yrn memme afo Po3paxyHkoBo- 2.4
nopiemoaty 15.0 (AV £ 15.0) i xozen BaroBuit MeToz
innuBinyansnuil BMicT y Tabnetui Mac 6yH e
MeHIHM 32 suadenns (1 - 25.0 x 0.01)M, i ue
Ginbuium 33 3Havenns (1+25.0 x 0.0 )M
He menme 80 % (Q) Bix HoMinansHOro BMicTy
Posunnenna Cy7H3FN;0; 3a 30 x3. 98,2 %-100,2 %
9. | Pieens SI ana 6 T-x (Q+5) JAdY, 2.9.3
Pisens 82 nag 12 r-x (S1+82)
Pisens S3 nnu 24 - {S1+S2+83)
3aransHe uncno mrm:ma;‘nux acpobuux
. " ’ MikpoopraHiamis: He Ginsme 10 ned)apuaxonenﬂnx AdY 14, 26.12 Bianosinae
10. b oﬁlonox;l'ma wrramis Gakrepilt i re Ginbuwe 10° rpubis y rpam Ta 2.6.13, Binnosinae
MHCTOTA . ; ;
Bincytricts Hedapmaxoneiinux mramin Posnin 5.1.4 Bianosinae
Escherichia coliz 1 r
Eimions Bwict CyyHsFN;O; (uunpodinoxcatmny)  Tabnerui Mae Piguana
11. P 6yrn Bin 237,5 mr 0 262,5 mr, y nepepaxysanni na xpomMarorpadis 250,4 mr
cepesHio Macy ofHici Tabnerky AdY, 2.2.29
3a po3ainom «ITaxysasHm» ; .
12, Hakysanns MK PII Ne UA/8660/01/01 MK Binnosinae
1. I'padiune Texer mapkysanua no PIT Ne UA/8660/01/01 Ta 3arrepmxenoro Bigrosiise
odopmiaenns OpHTiHAN-MAKETY

* KoHTpoas MpoBoANTECA BHOIPKOBO: NPy T2 KOXHY ATy HacTymHy cepii
Komesrapi: Ymosn sGepiranns Ta Tpancnoprysauns: 36epiraTn B opurinambHii ymaxosui npy TeMreparypi He Bume 25 °C.

BucnoBox: 3aznayena cepin npodyxuil oxca uK, mabnemxu no 2. 0»: MI 0. Gnicm, eidnoai
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