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Ceptudikar akocri N2 040000111318

CIHTOPIKC, rabnetkun no 150 mkr, no 10 Tabnertok y 6nicrepi, no 5 6nicrepis y nauu;i

1TabneTka MICTUTb FIEBOTUPOKCUHY HaTpilo y nepepaxyBanHi Ha 100% pevoenHy 150 mkr

Homep cepii: 11123 KpaiHa oTprmyBau; YkpaiHa
KinbKicts npogyxLii: 2.840 Tuc.ynak. N2 PeccTp. NOCBIgUEHHS: UA/20184/01/06
Jata supobHuuTaa: 11.2023 Tepmin gii peectp. noceiguenns;  11.09.2028

-Ananiz sukonanni nol  MKA N3 go PN NeUA/20184/01/06 eig 11.09.2023 p.

HalimeHyBaHHA NOKa3HWUKIB Bumoru AHA{cneyudikauii) Peszynbtatu BuapolyBaHb

Onuc Tabnetku Bia 6inoro fo Ginoro 3 KosTyBaTUM

BIATIHKOM KONbOPY, KPYINoi ¢opMK, 3. NNOCKOK

NOBEPXHEK 3i CKOLUeHUMWN KPasMU Ta PUCKOIKO Binnosinae
lheHTngikanin
J1eBOTUPOKCUH HaTPIio- Ha xpomatorpami BUTIPOOOBYBAHOTO PO3UNHY,
ofepxaHin y po3gini "KinbKicHe BU3HaueHHs",
Yac YTpUMyBaHHA MKy NeBOTUPOKCHUHY MaE
cniBnagartu 3 Yacom yTPUMYBaHHA NiKy
NEBOTUPOKCUHY Ha XpOMaTorpami po3dnHy
nopisHarka (b) Bianogigae
Ha xpomatorpami Buitpe6GByBaHOro po3ymnHy,
opepKaHiin'y posaini «KinbkicHe BU3sHaueHHAY
Y®-cneKTp NOrnuHaHHA Nika NEBOTUPOKCUHY HATPI
B Aianasodi 190-300 UM 3 kpokom 1 HM NOBUHEH
MaTKh MakChmMyMH, WO CNIBNagaoTh 3 BigNOBIAHUMUW
MakcuMymammn YO-crnekTpy norAvHaHHA nika
NIEBOTUPOKCUHA HATPil0 3 XpoMaTorpamMmmu posyunnty’
nopiBHAHMA () 3 TOYHICTIO 2 HM Binrnogigac:
Cepeans Maca Bia 0,095 rgo 0,105 r (0,100 r £ 5 %) 0,100 r
OpHopigHicTL Bo30BAHNX Mae BUTpumyBaT BUMOTI
oQViHKLb Bigniorinae
CynposigHi gomiwkn
NiGTUPOHIH HaTpilo He 6inblie 1,0 % 0,0.% (<MKB)
Nomiwka C He 6inbwe 0,5 % 0,0 % (<MKB)
Tlomiuka D He Ginbuwe 0.5 % 0,0 % (<MKB)
byab-aka HeigeHTudikoeaHa He 6inbwe 1,0 %
AOMILLKA 0,0 % (<MKB):
Cyma aoMiw ok He 6inbiue 2,5 % 0,0 % (<MKB)-
Po3UMHeHHS He meHuwe 70 % (Q) 3a 3 l 82 %
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‘MikpooGionoriyna unucrora

3aranbHe Yncno aepoBHUX Kputepin npuinatHocti 1000 KYO/r

MikpoopraHizmis (TAMC) 0 (meHwe 10)

3aranbHe uncio APKIKOBUX Ta Kputepiit npuitnatHocti 100 KYOIr

nnicHABUX rpubis (TYMC) 0 (Mehiie 10)
Escherichia coli BigcyTHicTs B 1 r npenapaty BigcyThi

KinbKicHe BN3HAYeHHA

JIeBOTUPOKCUH HaTpIo Bin 1425 mkrno 157,5 mMKr y nepepaxyBatHi Ha
cepenHio Macy oaHiel TabneTku 144 7 mKkritat
‘YHaKOBKa ‘Mae Bignosinat BUMoOram Bignogigae
MapkyBaHHs ‘Mae Bignosigatu sumoram BignoBiga¢
—— npmna__muc_ﬁ_: o T N 11 502 _

YmoBu 36epiraHHa:  He noTpebye cnelianbHnx ymos 36epiraHHs.
KomenTapi:

3anBa npo cepmdaiuaﬂim:

Llim - /. 3acBiguylo, Wwo sulieBKasaHa iHGOpMaLis € AOCTORIpHOW | TouHow. Lo cepito NpoAyKUIT 6yno BupobneHo (BkioyYalouu
yNakoBKy/MapKyBaHHA) Ta NPOBEAEHNH KOHTPOb T SKOCTI Ha HINKYEBKA3aHIi AiNbHWLI - B. NOBHIN BignoBigHocTi go Bumor GMP,
BCTAHOB/IE@HUX MICUEBVM Pery/IATOPHUM OPraHoM, a TakoxX Y BiANOBIQHOCTI i3 cneuuikadiamu, AKi 3HaXOAATLCA Y pPeecTpayinHomy
[OCbE/TOProBoi niteHsii: NMpoTokonn BupobHMLTBA, NaKyBaHHA Ta aHaNi3iB Oynu nepesipeHi Ta BCTaHoBNeHa BignosigHicTe GMP.

JHozsoneHo no peanisaiii / {0 BiABAHTANEHHS

YnoeHoBaxeHa ocoba — MpoBigHuit iHxenep BCTaBMN Kpasyerko C.M. 15.12.2023
"Eupdﬁumua ,ﬁinl;'u'ﬁﬁﬂ: - o
YKPAIHA, 04080 m. Kuie-80, BYN. Kupuniscoka, 74; NiteHsin Ha eupobHuuTeo AE Ne 637430 gig 07.04.2015
KoHTponb akocTi Ta Bugava fo3B0aY Ha peanizayio: Fa i»?ﬁ{}i}%??ﬁ
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniecbka, 74; Ceigourso npo aTecrayiv Ne 3'90"B'i,u-'2'2.'01"1g | "
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