®-09-16
Mpuearde akuioHepxe TopapucTso "TEXHOMOM™

syn. Crapa npopisHa, 8 1en. {04744) 4-03-02  npuimamsHr
Toyns hapMALes T K. ymang, Hepracsol 0, (04744} 4-03-01  yrosHoBaxeHs 0coba
20300, Yrpaina (04744)4-03-09  sinain 3 hapmaronarnany

dake: (04744) 4-41-48  ipain 36yty

Jlineusis 1a BUpoOHUUTRO nikapchknx 3acodis Cepis AB Ne 598079 3 14.02.2014 poxy

Ceprudikar na cucremy ynpasainas sxictio JCTY I1SO 9001:2015 Ne UA.MQ.026-087-21

Cuizourpo HdepxasHol cinyxbu Yipainu 3 Aikapchkux 3aco6iB Ta KOHTPOMO 32 HapxoTukamn Ne 551 npo arecTaniio nadoparopii BKS
Bix 31.10.2023 p.

it Ceprudixkar cepii Ne 11
Horeﬂmaﬂe, TabJeTKH, BKPHTI 600/10HK0¥0, 1o 100 mMr Ne 2 (2:&1) y GaicTepax

Kpaiua BUpoGHUK - Ykpaina

Howmep peecTpaniitHorG 1iocsi nuenns Ta foro Tepmin aii P. Ne UA/6415/01/01 Tepmin Im"ﬁ’e'scmOKOBo

Cuna gii/axruBHicTs: |1 rabaerxa MicTUTE: cunienadiny UuTpary v nepepaxyBanyi Ha cunaenidin — 100 mMr

Homep cepii 4122412
KinpkicTe npomyxuii g cepii (yiL., Iar. Ta in. ) 20390 ym

Jarta BupoOuniuTea 14.12.2024 poky
Jara 3axiHueHHA TEPMIHY NPHAATHOCTI 10 12.2027 poky

Hazpa ninsuuni _JIpAT «Texronor»
Anpeca ginsanui TIpAT «Texnomory. 20300 Yepkacrka obi., M. Ymanp Byn. Crapa opopisna. 8
Ceprudikar sinnopizrocti GMP _098/2024/GMP no 14.06.2027 poky

PE3VJILTATH BUIIPOBYBAHDL

l‘g(‘;[ Tokasuuxn sKocTi— |- - BHMOTM HOPMATHBHOI JOKYMeNTaUil - - | —MeTox KoRTPOIIO | .. PesyabTarH. .
Tabnerky Kpyrnol GopmH, BKpuTi 060NOHKOI0, Bizyanenuii. 3a
L Onic CHHBOTO KOJIOY, BEPXHS 1 HIDKHS nqsepmi SIKMX 3osﬂim}xi1}4 Bnmxnoy Binmosizac
omyxni. Ha posnami npr po3rnsnadHi Mg JyInoo MaloTh Biznosizata
BHUIHO SAPO, OTOYEHE OJHUM CYIIIbHEM apoM. sumoram JPY
A. YO-criekTp rnornuHaHHas BUIpoOSyBaHOro po3ynHy, Abcopbuiiina
NPUTOTOBNEHOTO ANA KibKICHOTO BU3HAYCHHS creKTpodoTOMETpis
(meron 1), B obmacti Bix 240 uM 1o 320 vM nosureH | B yisrpadioneTorii 1 292 1M
MAaTH MaKCHMYM 32 NOBXUHH XBui (290+2) aM i puaAnMid obnacTax 267 um
InenTudiranis: MiniMyM 32 BOBXKHUHH xsgni (266%2) BMm abo (Meroxn 1)
Cunpenadin Ha xpoma‘rorpa(i,n.sunpooysaﬂoro PO3HMHY, (A®Y,2.2.25)
OTpuMaHiii Npy KLIbKICHOMY BU3HaueHHi (MeToxn 2), abo
4ac YTPUMYBaHHS OCHOBHOTO ITiKa cinaeHadity mae Pigunza
2. criiBMafaTH 3 4acOM yTPUMYBaHHs Nika cuinenadiny xpomaTorpadis -
Ha xpomatorpadi po3urHy CTAHIAPTHOLO 3paska (Meron 2)
(C3) cunaenadiny UATPATy 3 TOUHICTIO 2 %. APV, 2.2.29)
Ab6copbuikina
Bapeauk B. CriexTp NOCJKHAHHS BUIIPOGYBAHOTO PO3UKHY B cnempod)ommen?iﬂ
iHAMroKapMiH obnacTi Bin 570 um Ko 670 HM NOBUHEH MaTH B ynsTpadioneTosii i 612 oM
(E 132) MaKCHMYyM 3a JOBXUHH XBHI Bix 605 uM 10 615 1M BUMMiM obnacTax
(A®Y,2.2.25)
3. Cepenns Maca 312mMr:5% ADY 2.95 310 mr
He 6inpme Hix 2 13 20 TabNeTox MOXYThH
BIIXUNISTHCS Biojl cepelHbO] Macu Ha BEJTIHHY, 1O BurpiyioTs
(> $ 4
4. OpHOpigRicTE MacK HIGPEBHIE & 2 A) Tips TEOMYORORHE IHJUBILATLIS A0V 2.9.5 -3,07%
Maca He Mac BiIXWISTHCS Bill cepesHboi Macy Ha +2.10%
BEJTMUYHHY, IO TIEPEBUILYE
+ 10 %. S
5. Po3nanagus He Ginpie 5 XB Jov 2.95,.1%“. B I 2 XB
6. Tanbk He 6inpwe 3 % oOY T 22%
,ZZOMtw;caA we Ginbue 0,3 % (ge 6irsie 1,5 nnous ‘2 o ’ ‘*{ g
nika cunnenadiny UHTPaTy Ha XpOMaTorpami : I—Té’iii;a‘xbs }.3 .
PO3YHKHY IIODPIBHAHH); . i
Hecneyughixosana dqwiwm - He 6§m>me 0,1 % (e Pi mzmﬁa \'\ o He B;ISIB ryano
L. Ginpure 0,5 o mika cunieHadLTy LHTpPaTy Ha e
Cyuposinsi - : xpomaTorpafbm Py
7. . XpOMatorpami po3diHy NOpiBHAHHS) (H®Y, 2.2. 79)
HOMiLKH Cyma Bcix nomiwox He Ginbire 0,5 % (e Ginbuwe 2,5 . Bincyrai
Ttowwi ixa Ba XpOMaTorpami po3uyHy IIOPIBHAHHS) R
He 6paxosyiomp: iy, nioma skux Menma 0,05 %
nnowi nixa cunnenadiny LUpaTy Ha XpoMaTorpami -
BUIPOGYBaHOIO PO3YHHY. |
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Crynine posunnents cuaaeHadiny, sk nepeifiwos
Y PO3UHH 3 BUITPOOOBYBAHKX A030BAHMX OJMHULb
uepes 15 xB Ha piBHI S (6 ogunuLL), Mac GyTH He
merwe Q + 5 % anst KOKHOT OfMHKL. SKIIOo He
BHKOHYIOTLCA BUMOTH PIBHS S, TO NPOBOAATE
BUNpOOYBaHHS L4 HACTYIHMX 6 ONUMHULD - Ha piBHI
Sa. Cepenne 3HauenHs i3 12 omuHuLs S+ S2) Mae
nopieHIoBaTH abo 6yTu Ginbwe Q, 1 Hemae 6yTH
JKOAHOT ONMHULI 31 CTYTIEHEM PO3YMHEHHS MEHLUEe 97,7% - 101,8 %
3. . Q-]§ %. ﬂxu'm oIepKaHi pe3yabTaTH He ©Y 2.9.3
BIANOBINAIOTH PiBHsAM St Ta Sa, BUNpoOyBaHHs A o
TIPONOBXKYIOTE 110 pins Ss. Ha pisni S; (12 :
OZMHHLIB);-CepeIHE SHAueHHA 13 24 OHULb (S; + S, 2
+ Sg) Mac nopissioBaty abo Oyty Ginbuwe Q, i He :
61m>me 2 ONMHHIL MOXYTb MaTH CTYMiHb L
pO3uHEHta menie Q-15 %, i He noBUHHO GyTH o
KONHOT OZMHUIL 31 CTYNEHeM PO3YHHEeHHS MeHme Q-
25 %.
Q — e crynide po3uMHEHH TiI0Y0T pEYOBUHH, 1O
CTAaHOBHTB 75 % Bil HOMiHANIBLHOIO BMICTY TabJIeTOK.
Iing nepuwwx 10 TaGnerox npuiiManshe yucao (AV)
Mmae 6yTi Mediue abo nopisnroati 15.0 (AV <
15.0). Axmo AV > 15.0, sunpobyBaHHIO NiAKA0TE
o o yactymi 20 tabnerok. Kinuese npuiMaibHe umcio, Ay, 2548,
9. AHOPINFICTH o3paxosane i3 30 Tabnetok, Mac 6 ene ab PaspaxyrRoso- 2
J030BAHMX OIUHUID posp . , Mac LyTh M B gt BAroBHH METOI “t
nopiprroaTu 15.0 (AV < 15.0) i wonen (PBM)
inpvpiRyansHnl BvicT y Tabnerid Mae OyTH He
MeHIMM 3a 3HaueHHd (1 —25.0 x 0.01)M, i e
Gimbimm 3a 3gavenHs (1 +25.0 x 0.0DM.
3aranbHe YHCIO acpOGHMX MiKpOOpraHi3mis -
. . . (TAMC): we 6insme 10° KYO/r. IPV, n.2.6.12 ta
MikpoGionoriuna . . : Al
10. qHCTOTA® 3arajibHe YUCHO APIKIDKOBMX Ta TUliCeHEeBHX TPHOIB 2.6.13;5.14 -
(TYMC): ne 6insme 102 KYO/r.
Bincyruicts Escherichia colis 1 1. -
Mertox 1
Buict C22H30N6SO4 (cnnnenadiny) mae 6yTu: ABcopbuiina
- Ha momenm eunycky: Big 95 mr mo 105 mry criekTpodhoTOMETpiA 100 mr
nepepaxyBaHHi Ha CePEMIHIO Macy TablneTku; B yibTpadioneTosii i
1 KimpkicHe BUAUMIN obnacTax
: BH3HAYEHHS (1Y, 2.2.25)
- npomAZOM mepMiny 36epI2anHA: abo Meton 2
Bin 90 Mr o 105 Mr y nepepaxyBaHHi Ha CEPERHIO Pimpxna -
Macy TabneTky. xpomarorpadis
(I®Y,2.2.29)
12. Ynakoska 3a po3niNoM «YTIaKoBKa» : :
MIGH P 2 UA/6415/01/01 MEKA Bianosinac
13. MapKyBaHHs Texet MapKysants 00 PTT Ne UA/641 5/01/01 Ta 3aTBEPIKEHOTO Afrosinae
OpuriHai-Maxkery
% KoHTpOTb POBOAMTBCS BHOIPKOBO: NEPULY T2 KOXHY I STY HACTYNHY cepil.
Komenrapi: 36epiraTy B opuriRanbHif ynakosLui mpu temnepatypi ve Bumme 30 °C.
BHCHOBOK: zazitayena cepis npodykuii Homenuiaie, madnemxu, 6K, umi 060101K010, Ho 100 m2 Ne 2 (2x1) y dnicnepax

sidnoeioae eumozam MES JI3 P. Ne UA/6415/01/01 ¢i0 12.06.2017 pOKY, smiram eid 13.03.2018 poxy . 6io 06.02.2020 poky ma
6i0 13.03.2024 poxy.
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3asBsa npo ceprHdikauio: £ % ©
«uHM 5 3acBinUyio, 1O HABEAeHA BHIIC indopmauia € }J,OCT()BlpHOiO ta TouHOW. Idi0 cepuo I‘IpOjl)’I\ml 6yn§}]BMpo6neﬂo
yBAHHS) Ta IPOBENEHO KOHTPOIL i SKOCTI Ha BUIIE3a3HA eml(x L(IIIBHH‘IJ.L 'Y TIOBHIH BIIfIORIAHOCTI 3
J MiCLEBHM Pery/ATODHHMM OPraHoM, a TakoX BiIMNOBYIHO, s cneumblxaum 1m0 {MicTATECH Y
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peecrpau{i abMyvﬁbobe Hpb{rgx\ 1 BMpOGHHUTBA, MAKyBaHHA Ta aHalli3iB Oyrno ncperiq&n' 10, Ta BCTaHOBI?HO B AMOBiAHICTS
GMP». I, . ,
Cepiro 2 04;5&?2}76&th! ébﬁ’;ézz' o 0o eunycky (peanizayii). * S

:f&» o~ “
k‘a\ O/ ’; // 7/ o we (I)Inb 7 é’j ol R :‘LSM
VHOBHOBEY ﬂ}@a ‘ jx« ,/*2,, L MenaHis o] - i =
4 Sl i naT
% 5’74&2/ \;«\ L (nianuc)

X



http://www.tcpdf.org

