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Ceptudikar akocri N2 040000100193

O®Onytadapm® Oemina, Tabnetkm , 0,125 r, no 10 Tabnetok y 6nicrepi, no S Gnicrepis y
nayui
1TABJIETKA MICTUTb: ®IYTAMIZY ¥ MEPEPAXYBAHHI HA 100% PEYOBUHY - 125 Mr (0,125 T)

Homep cepi: 10422 KpaiHa oTpumyBau: YKpaiHa
KinbKicTb npoaykuii: 26.754 Tuc.ynak. N2 PeecTp. NoCBigUeHHA: UA/14087/01/01
[Nata BupobHUUTEa: 04.2022 TepMmiH gii peecTp. nocBigueHHa: HEOOMeXeHU#H

AHani3 BUKOHaHWit no: MKA N3 pno PIN NeUA/14087/01/01, 3miHn Big 09.09.2020 p.

HalimeHyBaHHA NOKa3HWKIB Bumorm AH[(cneuwndikauii) PesynbraTi Bunpo6ysaHb
Onuc TabneTkn CBITNO-KOBTOrO KONbOPY, 3 MIOCKOID
noBepxHelo, 3 pUCKoIo 3 ofjHoro BOKy i packoio Bignogigae

InenTudikauin
dnyramig YnbTpadioneToBuiA CekTp NornuHaHHA
B&‘InpOﬁOBYBBHOI'O PO34YMHY, NPUIroToBaHOro B
po3gini "KinbkicHe Bu3HaueHHA", B obnacrTi Big

220 Hm go 400 HM NOBMHEH MaTK MaKCUMYMU 3a

OOBXWH XBUNb: Bignoeigae
(227£2) Hm 227 HMm
(297£3) Hm 295 Hm

Ha xpomatorpami po3unHy NopiBHAHHA (a),
oTpuMaHil 8 po3aini "CynpogiaHi AOMIWKK", yac
YTPUMMyBaHHA Nika ¢pnyTamigy mae cnisnagaTtu 3
Yyacom yTpMMyBaHHA Nika gnytamigy Ha

XpomaTtorpami po3umnHy nopieHAHHA (b) 3 TouHicTIO

+2% Bignosigae
CepepgHa maca Bin 0,309 r 0o 0,341 r (0,325r £ 5 %) 0,322r
CynpoBigHi AOMiLIKKN
nomiwkn A He 6inbwe 0,2 % 0,1 %
aomiwkn B He Oinbwe 0,2 % 0,0 % (<MKB)
nomiwkn C He Binbwe 0,2 % 0,0 % (<MKB)
6yab-AKol HecneundikoBaHoi He 6inbwe 0,2 %
LOMILLKK
cymMa JOMIlOoK He Ginbwe 1,0 % ;
Po3uynHeHHA He meHwe 75% (Q)
OpHopigHICTb AO30BaHMX Mae BuTpumyBaTL B1MOTrU
OVHULb

Mikpo6ionoriuHa yncrora
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3aranbHe yncno aepobHMX Kputepii npuiAHAaTHOCTI 1000 KYO/T

mikpoopraHizmis (TAMC) 0 (MeHwe 100)

3arafbHe YWUCo APIKAMKOBUX Ta Kputepiit npuinHaTHocTi 100 KYO/r

nnicHasux rpubis (TYMC) 0 (MeHwe 50)
Escherichia coli BigcytHicTbB 11 BigcyTHi

KinbkicHe BU3Ha4YeHHA

¢dnyramig Bin 118,8 mr go 131,3 Mr B nepepaxyBaHHi Ha
cepefiHIo Macy ofHiel TabneTku 121,6 mr/tab
YnakoBka Mae Bignosigat BUMoram Bignosigae
MapKyBaHHA Mae signosigaTtii BUmMoram Bignosigae
TepmiH npugaTHOCTI: 1 pik 6 micauis Ho 10.2023

Ymosu 36epiradHa: 36epiratv B opuriHanbHiin ynakosui npu Temnepatypi He sulle 25°C.

KomeHTapi:

3anagBa npo ceptudikauiio:

Lwvm A 3aceiguyto, Wo BulleBKa3aHa iHpopmaLlia € gocTosipHoto i TouHoto. Lo cepilo npopykuii 6yno BupobneHo (Bkmouaoun
ynakoBKY/MapKyBaHHA) Ta NpoBefeHnin KOHTPONb 1i AKOCTI Ha HWKYeBKasaHiln AinbHWUI B MOBHIKM BignoeigHOCTI go sumor GMP,
BCTaHOBJIEHMX MiCLIEBUM PerynaTOpHUM OpraHom, a TakoX Yy BiANoBiAHOCTI i3 cneyundikauiamun, AKi 3HaXOAATbCA Y peecTpaLliiHoOMy
Aocbe/ToproBoi niueHsii. NpoTokonn BUpoBHMUTBA, NakyBaHHA Ta aHanisis Oynw nepesipeHi Ta BCTaHOBNeHa BignoBigHicTb GMP.

Jo3soneHo Ao peanizaujii / 4o BigBaHTaXeHHA

YnosHoBaxeHa ocoba — NpoeigHunii iHxeHep BCraBll KpaguyeHko C.M. 05.05.2022
Bupo6Hnya AinbHULA:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; NiueHsia Ha BupobHULTBO AE N2 63 R
Ceptndikat GMP Ne075/2019/GMP Big 10.10.2019; GMP/EAEU/BY/0045-2021 Big 25.02. ~=0P/1-530-10/21-03/13 Big

28.10.2021

KoHTponb AKOCTI Ta BMAaya fo3BoNny Ha peanisadito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Ceigoutso npo atecrauiio N¢ 390 sig 22.01.2019
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