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YIOBHOBSMeHE ocnba
BILZAIT 3 apMaEKoHarmsay

[enToxcudinis, TabneTkn KumKoBoposunuHi, no 100 mr Ne 50 (10x5) y 6aicrepax

Kpaina BupooHuK.

Yxpaina

Homep peecTpauifHoro nocsigueHus 1a Horo tepMin zm

P. N UA/7189/01/01 1

TEDPM 1H_ 11 e3¢ I'POKOBO

Cuna q/axTHRHICTL | TabneTka MiCTUThL: HeHTOKCUGLIIH, Y nepepaxysan#l Ha 100 % peuosuHy — 100 mr

Homep cepii

61223

KinskicTh npo,ayrcuu B.cepit (yn.. 1. 18 iH. )

9 777 ynn

Harta supodunursa

18.12.2023 poky

JlaTa 3aKiHuyeuHs TEPMiHY NPUAATHOCTI
HTpAT «Texnonory

Haspa miasHpLl

10 12.2026 poky

Anppeca pinsauil _TIpAT «Texnonory, 20300 Yepkackka 061acth, M. YManb, By, Crapa npopizHa. 8

Ceprudikar gignopiaHocti GMP _ 064/2021/GMP no 03.09.2024 POKY

PESYJIbTATHU BUIIPOBYBAHD

i B S S, Qs QY _
po oles T -

Ne flokasuuxu ) o |
. AKOCT] Bumory HopMaTHBHOT AOKYMeEHTANI] MeTtoa KouTpOAKw | PesyanraTH
T . . ] ) Bizyansuui,
abnieTku Kpyrnot Gopmu, BKpHUTI 000NOHKOR), POKEBOTO 4 3 0BHILIHIM
l Onn KOJILOPY, BEPXHA Ta HUKHA MOBEPXHI gKuX oyl Ha R S
nuce . — ) | BUTSAOM MAOTH Biunosinac
posnami Mpu PO3LAAAAHHI NiA YN0 BHAHO SAPO, BiIOBIIATH
o - OTOUEHE OJIHHM CYLINbHHUM 11APOM sivoram DY
]H‘?HTH@KRW?: A. YD — cnexTp nornuHaHHs BUNpob0OBYBAHOIO PO3UMHY, Abcopbuiina
HenToxcupinin MPHTOTOBAHOIO AN KINBKICHOTO BH3HAYEHHS, B 00NacT! cnexTpodoToMeTpis 274 um
B1x 220 no 320 M NOBUHEH MaTH MaKCHMVYM 3a JOBXKUHHU | B YNbBTpadioNeTOBIH I
xewm (274 £ 2) uM 1 MiHIMYM 32 JIOBXHHM XBUNI (245 £ 2) BUAMMIN oOnacTax 246 B
HM (APY, .,.,#.23)
B. I-Ia ng}lma"‘r.orpam Bwn?oﬁoaysaiﬂor? .pozq’m_-ly (b), ToHKOLIEPOBa
‘OnepiaHol npu Bmsnaqeam ;:yngo BI.ILHH}.».ILOI\J‘[.I_U._IQK,-”MaE xpoma'rorp'a Dis Bintosinac
BUABIIATHCA OCHOBHA MM Ha PIBHI OCHOBHOI MIAMH Ha ( DY, 2.2.27)
2. XPOMATOTPAMI PO3UMHY NOPIBHAHHS (a) NCHTOKCUDITIHY -
' ~ ABcopGuiiina
bapeHUK | _ | L | . s
capmoisun | .C_“C:ﬂﬁ:KTp.IIOI"JIHHBHHﬁ. BUTIPOOOBYBAHOTO pO3Y tu B cnegijqJPTomeT?iﬁ_ .
(E 122) - obitacTi B 460 1M ;10.56? HM [TOBMHEH MATH MaKCHMYM 34 Bym*rpgﬂnmewam 1 516 nM
JoBxuHY XBuai 8ix 510 um 10 520 aM BUAMMIN obaacTsax
_______ ) | (ADVY, 2.2.25)
e D. Turany moxkenn (E 171): peaxuis;s eoan.;o ' N '
iioiccnn (’,Ef 171) | _nepoxcudy JPOBYUHOM zconz;ez-rmpogamw.P.;;-. __ Konpopoga peakuid Bianosinae
-  3’ABJSETHCH OPAHIKEBO-YEPBOHE 3a0apBICHH
3. | Cepenus maca 190 Mr + 5% HPY, 2.9.5 187 mr
He 6inbiue Bix 2 13 20 TabneTok MOXYTh BIAXKHAATHCS Bl
o CepeaHbOT MACH Ha BEANYHHY, WO AEPEBUILYE | BurtpuMyTh
4. Onnqpmmc'm + 7.5 %. TTpu nbomy KOIHa IHANBIAYAJbHA Maca He Mac APY,2.9.5 -2.34 %
MacH BIOXMWISTHCS BI CEPEeIHbOT MacH Ha BENWYHHY, 10O + 1,85 %
nepeppiuye = 15% _.
Ha XpoMaTorpami BUIpoOoByBaHOro po:mny (a) }cpm _ :
OCHOBHOT IJIAMY, JIOITYC I{aETbCSI__HaH BHlCiI‘B.ﬂBOX Toammépégaﬂ' St S ,E{ommm
~ INONATKOBHX ILISM, KOMXCHA 3. 4KHX HE 'M&(E".'G}/TM Xp oy/a,Toi‘padnﬂ*a l. B ncy'rm
INTEHCHBHILIOO 32 IUISMY Ha XPOMATOrpam1 POSUNHY (quy [ ...m7);-_'__'f""f...;""'? e
*IN\Cymapruii micT somimor He Mac nepesuutysaty 0.5 % L 'ii I ;‘
ol ® = g 6 1030BaHMX ORUHMUL XXOAHE IHANBLIYAIbHE . . ”ﬁ;;é | 16%-23 % |
j@ § IEraucHns CTYNEHs PO3UMHEHHS NEHTOKCH(INIHY Hepes W e
/S& 20 x8 He Mae nepeprutysati 10 % (pisens 4;). Sxwo He HDY, 2,9:3u;
SV BHKOHYIOTECA BUMOTH PIiBHA 4, TO CEPEIHE 3HAYCHHSA
T cryness posyMHeHHs neHToKcHQiniHy uepes 120 xs na
~ pisHi 4713 12 nozopaHux oaunuLb (4/+4;) He Mag
,/i\ kfi;éér{&ﬁ{% o 252,4 7



nepesuirysati 10 %, 1k0aHa 1030Baka OAMHULA He
MOBUHHA MATH CTYNIHE PO3YMHEHHA BHILE 25 Y. Sxui0 HE
BUKOHYIOTHECS BUMOTH PIBHIB A § A3, TO NPOAOBKYIOTH
BUNPOOYBaHHA Ha pisHi As5. CepenHe 3HauYeHHs CTYNEHS
PO3YUHEHHst NEHTOKCUPINIHY yepes 120 xB i3 24
N030BAHKX OAMHKLG {4 +A42+43) ne mae nepepuinypaty 10
%, 13K0HA 10308aHa OAUMHULSA HE NOBHMHHA MAaTy CTYTIIHb
po3yunenys suwe 25 %.
- Byghepra cmaois Jns 6 1030BaHUX OOMHALL CTYMEAL PDO3UNHEHHS
| neHTOKCHDIAIHY yepe3 45 XB Mac BIATIOBIIATH BUMOTaM
piBHiO By He Mene O+5 Y% 11g KOXHOT [030BaHOI
ofuHuLl (O=75 %). SIKL10 He BUKOHYIOTECS BUMOTH DIBHS
Bj, TO cepellde 3HAUEHHA CTYNICHS PO3UBHEHHA |
nedTokcudininy yepes 45 xs va pisui B; i3 12 no3osaHux I 99,6 %~
onuune (B+82) Mae nopisHoBaTy a00 6yTu dinse O, i L1014 %
HEe Ma€ OYTH XOIHOT HO30BaHOT OAWHHUILL 31 CTYIIEHEM |
PO3YMHEHHS MeHIue O—13 %. Ko HE BUKOHYIOTLCS
BUMOTH PIBHIB B 1 B2, TO NPOAOBKYIOTL BUNPOOYBAHHS
Ha piBHl 53 CepenHe 3HAYEHHS CTYNEHS PO3YUHEHHS
NEHTOKCUOUIIHY uepes 45 XB 13 24 1030BaBUX OAMHNLE
(B+Bs+B3) mae nopisHroBaTH adbo 6ytu oitbiie O, 1 He
Oubllie 2 J020BaHHX OAWHUUL MOXKYTh MATH CTYIIEHb
po3upHenHs Medwe O—15 %, 1 He mae OYTH KOIHOT
N030BAHOT OAMHMLI 31 CTYNeHeM po3uuHEHHS Merme O~25
GA). -

IIng nepunx 10 1abneTok npuiMaibHe 4HCIO Mae 'Sy"m '
menine abo nopismiopaty 15.0 (AV < 15.0). Axuo AV >

15.0, BunpoOyBaHmio mgaarTs HacTynHl 20 Tabnetok. DY, 2.9.40,
7. Oxmopinnicrs | Kinuese npuitmanshe uyicio, pospaxosane i3 30 rabnerox, | P0o3paxyHKoBo- 1.9
' JT030BaAHMNX mac OyTi Merie abo nopisntoaru 15.0 (AV £ 15.0) 1 BaroBHI METON ’
OAMHHUL | >xozxeH iHmuBiDyanbHWii BMicT y TabneTii Ma€ 6yTH He (PBM)
{ meHwyM 3a 38auesndg (1 =25.0 x 0.01)M i ne OlnpluuMm 38
_________ spayents (1 +25.0x0.01)M
Kpurepil npuiftHATHOCTI:
- zaranbHe 4icno aepobHux Mikpoopranismis (7TAMC): ne 20
L 6inbe 10° KYO/T. DY, n.2.6.12,
8. .M.Iﬁpﬂﬁlﬂﬂﬁri‘i- - 3araibHe YHUCIIO APUKIKOBHX Ta nniceseBnx rpubin 2.6.13; 1 Menwe 20
Ha queroTar (TYMC): ne 6insue 102 KYO/T. Posain 5.1.4 |
- OKpeMi BMAM MIKpOOpraHi3miB: BincyTHicTs Escherichia i He susiseHo
coli Bl r | "
BwmicTt Ci3HisN4O: (nentokcndininy) mae 0yt AGcopbuiiina |
. - Ha momenm suwyery: Bin 95 mr o 105 Mry ciekTpodoTOMETPIS 100 mr
9. | _KME’K]_‘:H&,__ nepepaxyBaHHi Ha CepeHIo Macy TabJeTKU; B ynsTpadioneTosiit i
- BHSHATCHHAR - npoms20M mepyiny 30epizanna; B 90 Mr 10 1 BmAWMIN 00NaCTHX -
D 105 mr y nepepaxyBanHi Ha Cepe/IHIO Macy TabneTKH. APy, 2225
10. YHaxkoBKa 3a posginom «Ynaxoeka » MK PIT Ne UA/7189/0 1701 ! MICAH Binnoginae

11. | Mapkypauus Texkct mapkysauss 1o PIL Ne UA/71 8§9/01/01 Ta 3aTBEPAKEHOTO OPUIIHAI-MAKETY Bignosinae

KomenTapi: * KOHTPOJIb NPOBOANTLCA BUOIPKOBO: NEPUTY Ta KOKHY N’ STy HACTYNHY cepii
36epiraTy B OpUTiHANbBHIN yIakoBUl npu Temieparypl He Buwe 25 °C.

Bucroeok: 3aznayuenda cepis npodykuii Henmorcudiain, madiemky KERRogopozyunni, no 1 00 M2 Ne 50 (10x3) v daicmepax
cionogioac eurtozam MK JI3 P. No UA/7189/01/01 eid 20.09.2017 poxy. sminax 6id 08.12.2017 poxy ma gi0 13.04.2021
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«LluM 5 3aCBINYYIO, lIQ_HABENEHA BHIIE IHMOPMALIA € JOCTOBIpHOW Ta TouHOW. Lo cepilo MpomyKuil 0yao BUpobNEHO
(BKIIOUAIOUH NIAYEARNMKAEDRYBAHHSA) TA [IPOBEACHO KOHTPOIb 1i SKOCT! Ha BUILE3a3HAUEHIH NITbHATI-Y TIOBHIA BIXNOBIAHOCTI 3
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