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CepTudikar akocri N2 040000117938

Hedam®, rabnerku, BKPMTi nniekoBoio o6onomkoio, no 30 mr, no 10 Tabnerok y Gnicrepi,
no 2 6nicrepm y nayyi

171abnetka, BKpuTa NNiskosolo obonoHkolo, MicTuTh Hedonamy rigpoxnopugy 30 mr

Homep cepii: 80924 Kpaita otpumysau; YKkpaina
Kinbkicts npogykuii; 5.206 Tuc.ynak. Ne Peectp. nocsiguenns: UA/18031/02/01
Harta BupobHuyrea: 09.2024 TepmiH aii peectp. nocsiguenna: 11.09.2028

AHanis BukoHaHmit no: MKA N3 po PN Ne UA/18031/02/01 8ia 11.09.2023 p.

HaimenyBanua nokasuukis Bumormn AHJl(cneundikauii) Pesynbratn BMNpobysaHb

Onuc Tabnetku kpyrnoi dopmu 3 gBoonyKnOIO
NoBepxHelo, BKpUTI NNIBKOBOK 06010HKOI0 Big
6inoro go oBTyBaTo-6inoro Konbopy Binnosinae
lnenTndikayin

Hedponamy rigpoxnopup Ha xpomartorpami BUNpo6oByBaHoro PO34nHy,
OAepxaHin B po3aini «KinbkicHe BU3HAYEHHAY,
4ac yTpUMyBaHHa nika Hedonamy rigpoxnopuay mae
CniBNaaaTv 3 yacom YTPUMYBaHHA nika Heponamy
rigpoxnopwvay Ha Xpomatorpami po3unHy
NOPIBHAHHA 3 TOYHicTIO + 2 % Binnosinae
Ha xpomartorpami BUNpo6oByBaHOro PO3unHy,
oAepXaHiv B posaini «KinbkicHe BU3HAYEHHAY,
CnekTp nika Hedponamy rigpoxnopmay mae

CniBNaaaTh 3 cnekTpom nika Hedonamy

rigpoxnopuay Ha XpOMartorpami po3unHy NopisHAHHA Bignosigae
TutaHy piokcup AkicHa peakuis Bianosinae
CepepgHa maca Big 204 mr no 226 mr 215 mr
OpHopigHicTb f030BaHMX Mae ButpumyBaTi BuUMoru
OANHMLb Bignosinae
CynposigHi gomiwkn
6yAb-aka aomiwka He 6inbwe 0,20 % 0,03 %
CyMa JOMilLoK He 6inbwe 1,0 % 0,1 %
Po3unHeHHn He meHwe 80 % (Q) 3a 30 xs 96 %
KinbkicHe BusHauennn
Hedonamy rigpoxnopug Big 28,5 mr go 31,5 mr y NepepaxyBaHHi Ha
CepefHI0 Macy oaHiei TabneTku 29,8 mr/Tab
Mikpo6ionoriyna uncrora
3aranbHe yncno aepobHmx Kputepiin npuithatHocti 1000 KYO/r
Cepmugikam nidnucaro enexmporrum nidnucom ID 040000117938 Crop.1 32
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MiKpoopraHiamis (TAMC) 0 (MeHwe 100)

3aranbHe yucno APiXpKOBUX Ta KpuTepiit npuithathocri 100 Kyor/r

NNiCHABUX rpubis (TYMC) 0 (meHwe 10)

Escherichia coli BigcyTHictb 8 1 1 BincyThi

Ynakoska Mae signosigaru BUMOram Bianosinae
MapkysanHa Mae BiAnoBigaTn Bumoram Bignosigae
Tepmin npuparnocri; 2 poku Mo 09.2026
Ymoen 36epiranns: 36epirati npu Temnepatypi He suwe 25 °C

Komewnrapi:

3asBa npo ceprudikayiio:

Uum 5 3acsiguyio, wo BUlleBkasaHa iHpopmauia € AOCTOBIPHOI | TOYHOIO. Lo cepiio Npoaykuii 6yno supobneno (Bknioyaioun
APKyBaHHs) Ta npoegeHuii KOHTPONb ii AKOCTi Ha HkueBKasaHiii AiNbHULI B NoBHiN BiANOBIAHOCTI Ao BUMOTF GMP,

BCTaHOBNEHWX MicLeBum PEryNAaTOPHUM OpraHom, a Takox y BignosigHocTi i3 cneuudikayiamm, aki 3HaxoaaTbeA y peecTpauiiiHomy

Aocne/‘roproso‘iniuenaﬁ'. Mpotokonu BUPO6HULTRA, NaKyBaHHA Ta aHanisis 6ynu NepesipeHi Ta BcTaHOBNEHa BianosigHicte GMP,

BAossoneno go Peanisayii / go BigBaHTaXeHHs

YnosHoBaxeHa oco6a — MpogigHuin inxeHep BCtaBN Apemenko B.B, 11.10.2024
Bupo6Hnya ARinbHnya:
YKPATHA, 04080 m. Kwis-80, syn. Kupwuniscbka, 74: NiueHsia nHa BMPO6HMYTBO AE N 637430 8ig 07.04.2015
KoHTpons skocri ra Bugaya gossony Ha peanizayiio:
YKPAIHA, 04080 m. Kwis-80, Byn. Kupuniscbka, 74: Csigourso npo arectauiio Ne 390 sig 22.01.2019
Cepmucpikam nidnucaro €/1eKMPOHHUM nidnucom ID 040000117938 Crop.2 32
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