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MpusatHe aKuioHepHe TOBAPUCTBO *TEXHORO™
syn. Ctapa npopisna, 8 ten.: {04744) 4-03-02  npuiAmanshs
1. YraHb, Yepracerol 6. (04744) 4-03-01  ynosHopaxena ocoba

20300, Yepaina {04744 40308 sinnin 3 hapmakoHarnaay
dare: (04744) 4-41-49  sinnin 36yTy

Tpyna GapmatleBTHUHUX KOMIaKin

.HiLICH?»ii.I Ha BupOBHHUTRO TikapchKux 3acobis Cepis AB M 598079 3 14.02.2014 poky
CCPTHd)lKaT Ha cicTenMy ynpasninns sxicrio ICTY 150 9001 2015 Ne UAMQ.026-087-21
Ceinourso Jlepxantoi cayubin YKpaiHn 3 Hikapchux 3ac06iB Ta KOUTPOMO 32 HapkoTHkaMu Ne 551 npo arecrauiio naboparopii BKS

8in31.10.2023 p.

Ceprudixar cepii Ne 9

Higennmin, TabaeTKH, BKPHTI 060JI0HK0I0, Ti0 20 MF Ne 50 (10x5) y 6aicrepax
Kpaisa BupobHuK Vkpaina

HoMep peecTpauifHoro NocsiAHCHHS Ta jtoro Tepmin mil P. Ne UA/8603/01/02 Tepmin 1il He3CTPOKOBO
Crina gii/axTuesicTs | Ta6neTka MiCTUTE: HiGe UK - 20 Mr

Homep cepii 91024

Kinekicth npoaykuil B cepif (yi., 7. T2 iH. ) 5812yn

Jata BupoOHMLTEE 08.10.2024 poxy

JlaTa 3aKiHYEHHS TEPMIHY ApUAATHOCTI 10 10.2027 poky

Hassa mineruni _IpAT «TexHomor»
Anpeca minphnni JIpAT «Texponor» 20300 Yepkachka o6, M. YManb Byn. Crapa npopizHa. 8
Ceprudixar Binnopinaocri GMP _098/2024/GMP o 14.06.2027 poky

PERVJILTATH BUIIPOBYBAHD

r No YIoKka3HMKH .
w/n axcocti Bumory HopMaTHBHOI 10KyMeHTaull Merop xourposto | PesyapTaTh
TabreTke xpyrinoi dopmu, BxpuTi 060NOHKOXO, BisyansHui. 32
SKOBTOI'O KOJIb BepXHA | HWKHA TOBEPXH] SKHX 30BHIIIHIM BHIJLIOM . .
1. Onwuc . OPY, BEP OBCP . AL Binnoeinae
omryxi. Ha posnami nipy po3TIsAIanHL A JIYTIOK0 MatoTh BIATOBIXATH
BHIHO IO, OTOUEHE OJIHMM CYL/IbHIM MAPOM. pumoram JOY
N AV — criexTp NOrmMHanBs BUMPOOOBYBAHOTO
InenTadikamis: - -~
Hidenurin po3umHy B 061aCT1 B1A 220 no 280 HM MaE MATH A6copOuiina
MaKCUMYM 32 JOBXKUHU XBIIE (23742) BM. CTEKTPOGOTOMETPIS 936 um
V@ — crekTp NOriHHaH"A BUNPOBOBYBAHOTO PO3UAHY | B ynbTpadioneTosii 1
B o6nacTi Bix 280 mo 370 HM Ma€ MUPOKY CMyTy BUAEMilt 061ACTAX
. . 330 uM-360 HM
MOTYHAHHSA 3 TLIATO 3@ HOBKUHM XBUIL B obnacTi (I®V,22.25)
npnbmu3Ho 330-360 HM.
| B. Peaxnis 3 5 % COUPTOBHM PO3YUHOM KaJtiio
Hirporpyna TiZpPOKCHAY B cepefoBHII numeTHndopMaMiny. Konsoposa peaxuis Binnosigae
2. VTBOPIOETHCS opamxego-r(opn'qﬂexsmﬁ ocan
i C Fespourroma moSomso R KD | Tomonepon
Higeauniy BUSBIATHCA OCHOBHA ILAME P xpomarorpadis Bignosinae
Ha XpOMaTOrpami posuuHy A CTaHzApTHOrO 3pasKa IOV, 2.2.27)
(C3) nidemuniny. ’
D.VO ' UnpoByBaHoro po3umHy B AGoopbuitia
Bapeuuk ’ —Cﬂel("!'p'n()l"JmHaHHﬂ BHIPOLYD P Y criekTpodoTOMETpist
LT . o6nacti Bin 370 HM 10 460 HM NOBMHEH MaTH . o 413
xinoJyiinoBuH . B ybTpadioneToBIH 1 HM
N MaKCHMYM 33 JOBKHHN XBUIIL 2 o6
sopTui (E 104) . pranMild 00nacTaX
Bin 410 BM po 420 uM BV 2.2.25
(IPY,22.25)
3. Cepenns maca l 215Mr+5% ooy, 2.9.5 214 mr
He 6inpiue Hix 2 i3 20 TabneTox MOXKYTh BIAXUNATHUCA
o B Bill cepennbOi Mack Ha BETHIHHY, 0O NEPEBHILYE PV, 2.9.5 BUTpUMYIOTD
4. AHOPIAHICTY + 7,5 %. Ilpu 1pOMY HKOAHA tunuBimyanbHa Maca He » -2,38%
macH Ma€ BiAXIISTHCS Bill cepeiHpOT MacH Ha BENMYHUHY, 1O +2,10 %
TiepeBHILye = 15 %.
Posnaganust He Ginpive 30 XB \ Ooy,2.9.1 11 xe.

Ha xpomaTorpami BHITPOGOBYBAHOIO PO3YHHY nnoma
nixip gomimox A Ta B He MOBHHHA NepeBUILYBaTH

L. . .. . PinguHHa
Cynpoginui nnom BinnoBiAHUX MIKIB Ha xp(or)wamrpaa\n POYURY Xpo Marorpadis
s uys (C):
xomimKy TIOPIBHAHHI (Y, 2.2.29)

He BHIBNEHO

- pMicT momimky A He Ginpuie 1 %;
- puicT nomimku B ye Gimpme 0,5 %.
Crynine pO3IHHEHHS gidemuniny, sxuH nepefiuosy &
pO3UMH 3 BUITPOOOBYBARMX [O30BaHKX ONMHUIb YEPe3 4
45 xB na pisai 81 (6 ONMHHEIE), Mae OyTH HE MEHIIC Qv
+ 5 % s1a KOXHOT opmHMLd. Ao He BUKOHYHKTBCSS
BUMOTH PiBHA Sy, TO IPOBOLATE BunpolyBanya AAY
HACTYNHAX 6 ONHHNLD — Ha pieui So. Cepenne
spadeyns i3 12 onuRub (S1+ S,) Ma€ HOpIBHIOBATH
a6o GyTy Ginbme Q i nemac OYTH #O[BOT OAMHMLI 31

PozumuHedHs

- Ac Ciee N €S \,/32/

88,5 % - 91,1 %




CTYNEHEM posumHeHHA MeHme O-15 %, Sxmo

ONEPKaHi Pe3YILTATH He BimmoBinaloTs piansm S5 Ta

| Sa, BUNPOGYBaKHa TPOAOBIKYIOTE 10 piBHs Ss. Ha pisi

] ! S5 (12 ONHMHMLL), CEPENHE 3HAYCHHS 13 24 QMHIL (S,
+ Sz + S3) Mae nopisrrosaTi ao Oytu Ginlue Q i pe
Oinbine 2 oxrHMLL MOXYTE MaTH CTYIIHbL PO3YHHEHHS

Mexe Q-15 %, 1 He noBUHHO Oy TV xonHOT ouHuI 3
CTYNEHeM posuuBeHHs mene Q-25 %. Q — ue crymius
PO3UMHEHHS AI0Y0T PeHOBYHN, WO cTaHOBHTE 75 % Rin
HOMIHATBHOTO BMICTY Tafnerok.
Hns repurix 10 raGneror npaiMansHe Yuco (AV) mae
OyTH MeHme afo nopiertoBaTH 15.0 (AV < 15.0). Stxmo
Onnopinicrs A:V > 15.0,_Bm1p06013}:3aﬂu10 A0 TH HacTynHi 20 IOV, 2.9.40
8. HO30BANHK TabseTox. Kinuese npuitvansue YHCII0, PO3paxoBaHe i3 CTOT MR
S — 30 abnerok, Mae Gyti Menue a6o ZopisHIOBaTH 15.0 METOR MpMOro 5,1
(AV <£15.0) 1 xonen inaMBiAYaATBHIIE BMiCT y Tabnerui prsnateis (MIIB)
Mae GyTH He MEHITUM 34 3HAYCHHS (1-25.0x0.01)M, i
He OLIbLInM 34 3Ha9eHHs (I+25.0x0.0)M
3aransHe YHCHO KHTTEINATHIX aepobumx -
9 Mixpo6ionoriyna MIKpoopraHizmis: He Gimsme 103 BaxTepiit i re Ginbime ODY, 2.6.12;
’ HUCTOTA® 10? rpu6ie y rpami. 2.6.13, 5.14 -
- Bigcytnicte Escherichia coliv 1 ¢ -
Bumicr Ci7H sN20; (uidenuniny) B onwiit Tabnerui mae .-
. 6yT.H: cnejéf;sggféiiipiﬂ
10. Kinekiche - Ha moMenm eunycky: Bin 19,0 Mr mo 21,0 Mr v B yibTpationeTosi 19,9 mr
BU3HAMEHHS] liepepaxyBaHHi Ha CepeNHio Macy Tabrerky; N
DL . BUIHMIH obnractax
" pomazom mepminy sbepieanns: Bin 18,5 mr no 21,0 (IO, 2.2.25) -
MI' Y NEPEPaxXyBanHi Ha CEPENHIO Macy TabieTky P
11. Haxysawust MK PIT Ne UA/8603/01/02 MK Binnosinae
12. MapkyBauus Texcr Mapkysangs no PIT Ng UA/8603/01/02 ta 3aTBEP/RKEHOrO Binnosinae
OpHriHAI-MaKeTy

* KoHrposs npoBoautscs BUOIPKOBO: NEpLLY Ta KOXKHY ATy HaCTYnNHy cepil
Komenrapi: 36epiraty s OpHTriHanbHil ynakosui npu TeMnepatypi ve suiue 25 °C.

Bucuorox: 3aznauena cepia 1npooviuii Hidheounin, mabnemicu 8IpumL 06010HKO1D, 1o 20 M2 No 50 (10x5) y 6ricmepax
8ionoeioae eumozam MKS JI3 P.Ne UA /8603/01/02 ¢id 04.04.2018 poxy ma 3xinam 6io 02.06.2021 pory i eid 30.07.2021 poxy
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3asiea npo ceprudixaniio:

«Llnm 5 3acBimayio, mo Hasegema Buie HpOpMallis € HOCTOBIPHOI Ta TOYHOW. Lo cepiro mpomykuil Gyno BUpobaeno
(BKmOYaOYH NaKyBaHH:/MapKyBaHHA) Ta TIPOBSACHO KOHTPONE 1i AKOCTi Ha BULIE3a3HAYEHI IiThHAI y nosHill Bianosigrocti 3
BuMoramu GMP, set; MICLIEBUM DPEry/ATOPHUM OPraHOM, & TaKOX BIAMOBINRO 10 criewndikaui, mo MicTaTbes y
peecTpanifiHoMy WBUPOOHHLTEA, NaKyBaHHS Ta auanizis ByJI0 TepETVIAHYTO Ta BCTAHOBIEHO BiMHOBIXHICTS
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