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Ceptudikar akocti N2 040000112227

bpusanb®, kpanni ouHi, cycnensia, 10 mr/mn no 5 mny pnakoui, no 1 pnakouy y nauui
1M MPEMAPATY MICTUTb BPUH3ONAMIAYY NEPEPAXYBAHHI HA 100% CYXY PEYOBUHY 10 MI

Homep cepir.
KinbkicTe npoayKuii:
AaTa BupobHunursa;

AH2ni3 BUKOHAHWM no:

81223 Kpaita oTpumysay; ‘YkpaiHa
16.352 Tuic.ynak. | N2 Peectp. nocBigueHnA:: UA/14749/01/01
12.2023. TepmiH aii peecTp. nocsiguerin. - HeOOMeXeHU

MKA 113 po PN NeUA/14749/01/01, aminn Big 20.07.2021 p.

HahmeHyBaMHA NOKazHMKiB Bumoru AHA(cneyndikauii)

PesynbraTtm sunpobysaHb

Onwnc
lnenTudikalia

bpuH3onamin

AVHATRII egeTaT

' BeH3anKoHiI0 XI0pUA.

BskicTs.

OcMOonAansHIcTh

bina a6o maitke 6ina ogHopigHa cycneHsia

Ha xpomatorpami BUnpo6osyBaHoro posanyy,
OTpUMaHIn B posaini «KinbkicHe BM3HaYeHHA.
BpuH3onamia i auHaTPIo efleTaTy, uac
YTPUMYBaHHA NiKa OpuvH3onamigy noemMHeH
CniBNajath 3 4acom YTPUMYBaHHSA Nika
6purH30onamigy Ha xpomMaTorpami posunHy
nopiaHHHHﬂ (b) 3 TouHicTio 2 %
Ha xpomatorpami 8MnNpo6oByBaHOM O PO3UNHY,
OTpKUMaHIn B posaini «KinbKicHe BYM3HaYeHHA.
bpuHsonamig i guHaTpio egetaty, yac
YyTPpUMyBaHHA Nnika gQUHaTpilo egeTaTy NMOBMHEH
CniBnagiaTy 3 Yacom yTPUMYBaHHA Mika AvMHATPIIO
efeTaTy Ha Xpomartorpami po3uMHy nopisHAHHA (b)
3 TOuHicTIO 2 %
Ha xpomatorpami BUnpo6oByEaHOrO po3umHy,
OTPUMaHIN B pozfini «KinbKicHe BM2HaueHHA.
BeH3anKOHI0 XNOPWEY», YacK YTPUMYBAHHA HiKiB
| . C12.1 C14 6eHzankoHilo xnopuay NOBUHHI
i} cniBnanatv 3 yacamn yTpumysanta nikie €12 i
" C14 6eH3anKoHilo XNOpWay Ha XPOMaTOrpami

PO3UMHY NORIBHAHHA 3 TOUHicTIO £2 %

Big 20 mlla*c go 150 mMa*c

Bia 260 mOcm/kr go 330 mOcm/kr

Bignosigae.

Bignosipae

Bignosigae

Bignoeigae
26 mNa*c

289 MOCMOTbIKF

pH Big 7,0 oo 8,0 77

PecycnengoBaHicth He 6intbwe 15 ¢ Bignosipae

Po3mip yacTok ‘Mae suTprmMyBaTii BUMOria' Bignosigae

06'eM BmMicTY YnakoBkm He 'meHwe 5 mn Bignosigae

Jomiwka A ‘He 6inbwe 1,5 % 0,2 %
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CynpogigHi gomiwku

AoMilLKa B He 6insuie 0,5 % 0,0 % (<MB)

HEBIOMA AOMIllIKa ‘He Ginbwe 0,5 %. 0,0 % (<MKB)

CYyMa JOMILLIOK He BinviLe 2,0% 0,0% (*:MKB)
CrepunbHicTb ‘Mae 6yTn crepiribHUM Bignosipae

KinbKicHe B3HauvueHHAa

6puH3oNamig Big 9,5-mr po 10,5 mr 81 mn npenapaty 10,0 mr/wmri

AVHATPIO egetaT Bia 0,090 mr go 0,110 mr B 1.mn npenapaty 0,106 mrimn

6eH3ankoHi- xnopng Bin 0,090 mr go 0,110 mr 8 1 Mn npenapary 0,100 mrimn
‘YriakoBKa ‘Mag BianosigaTn BUMOram Bianoginae
‘MapKyBaHH# Mae Biggnosigaty Bumoram. | Binnosipae
e— np“‘qafﬂom: e oo | | _ﬂo 12_.__2_025 _______

YmoBu 36epiraHnna:  36epiratv B opuriHanshili ynakosui npv Temnepatypi He euwe 25 °C. TepmiH NpuaaTHOCTI NicnAA
PO3KPUTTA ¢akony 28 ai6-
KomeHTapi:

3asBa npo cepfﬁcbiuaqirﬁ:

LM A 3acsifMylo, Wo ByLeBKasaHa iHpopmaLis € flocTosipHOIO | TOYHOMW. Lo cepio npogykuii 6yno supobnetio (BKraovaloum
ynakoBKy/MapKyBaHHA) Ta NpoBeferunil KOHTPONL il AKOCTI. Ha HUKYeBKa3aHIM AinbHuL ‘B NOBHIN BignoesigHocTi ao sumor GMP,
BCTAHOBNEHUX MICLIEBUM DEryNATOPHUM-OPFraHOM, a TakoX Y signosigHocTi i3 crneundikadiamn, sKi 3HaAXOAATbCA Y peecTpauinHomy
AOCHE/TOProBol fieHsil. MpoTokonu BUPOBHULTBA, MaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BctaHoBNeHa BignosigHicTs GMP.

31.01.2024

Bupo6Huva GINbHULYA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscoka, 74, Jliuensia Ha BupobHuuTeo AE N¢ 637430 sig 07.04.2015;
GMP/EAEU/BY/0045-2021 sip 25.02.2021; UP/1-530-10/21-03/13 Big 28.10.2021; GMP Ne084/2023/GMP Big 09.10,2023

KoHTponb AKOCTi T2 BMAava A403B0NY Ha peanisawio: |
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniecbka, 74; Ceifouteo npo-atectauiio Ne 390 gin 22.01.2019.
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