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Ceptudikar akocri N2 040000116606

®apmapon® Makc, Tabnetkn, BKpuTi nniekoeolo o6ononkolo, no 10 Ta6nerok y 6nicrepi, no
16nicTepy y nauui
TTABTETKA, BKPUTA NNIBKOBOIO OBONOHKOK, MICTWTL ALETURCANILIAIOBOT KUCTOTH 250 MT, TAPALIETAMONY 250
. M, KO®EIHY 65 M
Homep cepii: 20724 ' KpaiHa ofpmmysaq: - . YkpaiHa

KinbkicTe mpogykuii: 43.314 Tuc.ynak. N2 Peectp. noceigyerna: UA/20050/01/01
Rarta supobHyyTea: 07.2024 Tepmin pif peectp. noceiguenHs:  23.05.2028

AHaniz suKoHaHMiA no: MKA N3 ao PR NeUA/20050/01/01 sig 23.05.2023 P., 3MiHW Big 30.10.2023 p.

HavimeHyBaHHs nokazHukis Bumorn AHL(cneuudikauyii) PeaynuTatu BUnpobysann

Onuc . Tabnetku goeracrol dopmn, 3 BBOOMYKNOWKW
MOBEPXHEK, BKPWTI NAIBKOROH 060NOHKOW, Binoro
a6o maiixke 6inoro Konbopy . Bignoeinae
laeHTngikalin
aveTuacaniunnosa KNCoTa Ha xpomatorpami BUAPOOOBYBAHOTO PO3UMHY (b),
OTPUMaHIA y posgini «KinkkicHe BU3HaUeHHAY.
Hac YTprimyBaHHA Nika aLeTuACaniyuioBol KUCNoTu
Mag CniBNAgaTi 3 YACOM YTPUMYBAHHA Mika
AUETUNCaNiUMNOBOT KWCAOTKU Ha Xpomatorpami
PO3UKHY NOpiBHAHKA (d) 3 TouHicTio = 2 %, Bingnosinae
YD-cnekrp nornvMHaHus nika aueTlncaniyunosol
KWMCNOTW B AianazoHi 200-300 Hm 3 KPOKOM T HM 3
Xpomatorpamut BrnpoGosysaHoro posuumny (b},
OTpMMaHoT B po3gini «KinbkicHe BU3HaYeHHs»,
MOBUHEH MaTh MaKCUMYMU 3a QOBMKUH XBUb BNM3bKO
227 um i 276 Hm Ta MIHIMYMU 38 GOBMUH XBUME
6nuzbko 214 Hm i 258 Hm, wo cniBnanae 3
BIANOBIAHNMK MaKcuMymamu i MiHiMyMami
YO-crnektpy NCGrNHaHHA Nika aueTuncaniuunorof
KUCNOTI 3 XpOMATOTpamMu PO3UMHY NopisHAHKA (d)
3 TOYHICTIO 2 HMm. Bianoainae
MNapaueTtamon Ha xpomaTorpami sunpo6iorysaHoro po3unny (b},
OTpPUMaHIN B po3fiini "KinskicHe BM3HaYeHHA",
Hac yTpumyBaHHA Nika Napauetamony mae
CNIBRAJATY 3 YACOM YTPUMYBAHHS Mika
NapaueTamony Ha xpomatorpami posuuHy
nopisHaHka {d) 2 Tounictio + 2 % Bignosigae

YD-CReKTP NorayHaKHa Nika napaueramony B
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Aianazoni 200-300 Hm 3 Kpokom 1 HM 3
Xpomatorpamn BUNpoGosysaHoro posuuny (b),
OTPUMAHOT B 0o3aini «KiNbKicHe BU3HaueHHAY,
MOBUHEH MaTU MakCUMYM 3a LOBXWHW XBUT 6BNU3bKO
245 HM Ta MIHIMYM 33 AOBKUHIA XEUAT BAM3bKO 217
HM, WO cniBnafac 3 BignosigHum MAKCUMyMOom |
MiHimMymom YO-cnekTpy noruHaHHA nika
Napaleramony 3 XpomaTorpamy po3UnHy NopisHAHHS
{d} 3 TouHicTIO 2 Hm, Bignosinae
KodeiH Ha xpomatorpami Bunpo6osysaHoro posuuHy (b),
OTPUMaHii y po3gini «KinbkicHe BusHaueHHsy,
Hac YTPUMYBaHHA Nika kodelHy Mac ¢nisnagatu s
HacoM yTpUMYBaHHA Nika kodeTHy Ha XpomaTorpami
PO34UHY NopieHaHHA (d) 3 TounicTio £ 2 %, Binnceigae
YO-criekTp normiHaHHs nika Kodeiny B gianasoHi
200-300 Hm 2 kpokom 1 Hm 3 Xpomartorpamm
BUNPoGoBYBaHOFG po3unHy (b), oTpUMaHoT B
posaini «Kinbkiche BU3HQYEHHA», NOBUHEH MaT
MaKCUMyMK 38 AOBXKMH XBUb 6AKM3bKo 205 HM | 273
HM Ta MiHiMyM 33 JOBXAHW XBUNT 6AK3bKE 245 HM,
Lo cniBnagae 3 BignosigHMMM MakKcumymamy! i
MiHiMymoMm YB-cnekrpy nornnHantg nika Kodeiny 3

XPOMATGrpamii PO3UUHY NOpPIBHSHHA (d) 3

TOMHICTIO 32 Hm. Bignosigae
CepepaHa maca
Bin 0,646 rgo 0,714 r 0,679 r
0,680r+5% Binnosinae
PosunHeHHnA
aueTunCaniuuosa KMcnoTa He meHwe 80 % (Q) 3a 30 x& 92 %
napaderamon ' He meHwe 80 % (Q) 3a 30 xe : 90 %
xodelH He menwe 80 % (Q) 3a 30 xe 90 %
OaHopigHicTe fozosaHuX oAVNHNUL
AUETHRCANILMIORBA KNCNOTa Mae suTpumyBaTti BUMOrK Bignosigae
napauetamon Mae sutpumysats BUMoOry Binnoeigae
Kodei Mae BuTpumyBaTii BUMOMW Bignoeigae

CynpoeiaHi gomiwku: aueTuncanitvnosa Kucnorta

Aomiuika C (caniywnosa He 6inbwe 1,0 % (Ha mMomenT BUNyciy). He
KUucnora) Ginbwe 3,0 % 0,3%
Homiwka D He 6inbwe 0,2% (Ha momenT BMNYCKY). He Ginblue
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Homiwka E

Homiwka F

Oyfib-aKol HecneyndikosaHoi
Jomiwkn

CyMa HecneuykdikoBaHWX AoMilok

CynpogigHi gomiwkn: napayeramon

4-amiHodenon

Jomiwka H

Homiwka J

ByAb-skoi HecneuydikoBaHol
AOMilIKK

CYMa HecneyugikosaHnx QOMiLIOK

Mikpo6ionoriuna uncrora

3aranbHe YWcno aepoBHMX

mikpoopranismis (TAMC)

3aranibHe YMCNo ApiKEKOBUX Ta

nnicHABWil rpudis (TYMC)
Escherichia coli

KinokicHe BuzHavenna

aeTUNCaNiLUNoOBa KUCNOTa

0,2%

He 6inbwe 0,2 % (Ha momeHT BUNycky). He
Ginbwe 0,2 %

He 6inbwe 0,2 % (Ha MomeHT BUnycky). He
Binblwe 0,2 %

Me Ginbwe 0,15 % (Ha moment BUNycKy). He

Ginbwe 0,15 %
He Ginbwe 0,5 % (Ha momenT sunycky). He
Binbwe 4,5 %

He 6inbine 0,1 % (Ha momenT sunycky). He
6inbwe 0,1 %
He Ginblwe 0,2 % (Ha momenT BUNYycky). He
Binbwe 0,2 %

He 6inbwe 10 ppm {Ha momeHT Bunycky). He

6inbwe 10 ppm

He 6inbwe 0,1 % (Ha momenT BUNYCKY). He
Ginbwe 0,1 % .

He 6inbwe 0,5 % (Ha momenT BUNYcKy). He
Binbwe 0,5 %

Kputepih npuiinatdocri 1000 KYO/r
KpuTepii npuianaTtHocri 100 KYO/r

BlacyTHicte B 1 1

Bin 237,5 mr po 262,5 mr s OAHIN TabneTui

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,00 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0 ppm (<MB)

0,0 % (<MKB)

0,0 % (<MKB)

0 {meHwe 100)

0 {meHure 10)
BigcyTHi

2504 mr/frab

napatietTamon Bin 237,5 mr ao 262.5 mr s oanii Tabnetyi 251,6 mrftab

Kodein Bia 61,75 mr po 68,25 mr 8 ofHiit TabneTyj 63,64 mritat
Ynakoeka Mae signoeigat sBumoram Bipnoeinae
MapkyBaHHa Mae signosigati sumoram Bianoeinae
TepmiH npupaTHOCTi; 2 pokn Ao 07.2026

¥moBsn sbepiranua:  36epiratu npu TemnepaTypi He BUwe 25 C.

KomeHTapi:

3asea npo ceprudikayiio:

LUnm A 3acBiguyie, wo BULEeBKazaHa iH

YNakoBKy/MapKysaHHa) Ta rposegeHuii KOHTPONb 1l AKOCTI HA HuKueBKaszaH

dopmaLia € 4OCTORIPHO | ToUHOW. Uto cepilo npepykyii 6yno BupobneHo (BrnoYaoun
ith ginbHULi B noBHi BignosinrocTi go sumor GMP,

BCTAHOBMEHWUX MiCLIeBUM PErYNATOPHUM OPraHOM, a TakoX ¥ BigNoBigHOCTI i3 cneumndikauiamu, sKi sHaxogATLCA Y peectpauiiHomy

Aocke/Toproeol niyensii, NpoTokonn BUPOOHULITBA, NakyBaHHA Ta aHanisis 6ynu nepesipeni

Ta BCTAHOBNEHa BignosigHicte GMP.
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- fosBoneHo po peanizauii / jo eigsanTaMeHHA

YrmoeHoBaxeHa ocoba — MposigHuil IHxenep BCTaBN | KpasueHko C.M. 24.07.2024

Bupo6huua Ainbruysa:
YKPATHA, 04080 m. Kuiz-80, Byn. Kupuniecoka, 74; fligeHsia Ha BUpoSHMYTEO AE Ne 637430 Big 07.04.2015;
.. GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 i 15.12.2023: UP/1-530-10/21-03/13 sig 28.10.2021

KouTponb axocti Ta Bugaua AOC3BONY Ha peanisayiio:
YKPATHA, 04080 m. Kuie-80, eyn. Kupuniscoka, 74; CeigouTso npo arectayio Ne 390 sig 22.01.2019
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