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Ceprndikar axocri N 040000106917

Onyradapm® Pemina, Tabnerku 0,125 r, no 10 rabnerok y 6nicrepi, no 3 6nicrepm y nauyi

Homep cepii: 10323 Kpaina oTpumyBay: YKpaiHa
KinbkicTe npogykuii- 40.285 Tuc.ynak. Ne PeecTp. NocBigueHnA: UA/14087/01/01
Hata supoGHnyTea: 03.2023 TepmiH gii peecTp. nocBigueHHa:  HeoGMexenwii

AHanis BUKOHaHU# no: MKA 13 no P NeUA/14087/01/01, 3minm Big 29.07 2022 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumndixkanyii) PeaynbTaTv BUnpobyBaHb
Onwnc TaGneTku CBITNC-XOBTOMC KONLOPY, 3 MAOCKOK
NOBEPXHEID, 3 PUCKOIC 3 ofHoro BoKy i packoio Bignoeigae
laeHTHdiKaLin
$nyTamin ¥neTpadioneToBUi CnekTp NOrAMHAHHA

BUNpoGoByBaHOMO PO3YMHY, NPUrOTOBAHOMO B
po3gini "KinbkicHe BUzHaueHHA", B obBnacti Big

220 1M go 400 HM NOBUHEH MAaTH MaKCUMYMM 33

BOBXWH XBWNb: Bignoeigae
(227+£2) um 228 um
(297+3) Hm 298 Hm

Ha xpomaTorpami po3uvHy nopiBHAHHA (a),
OTpUMaHiin B po3gini "CynpoBigHi AoMiLUKK", yac
YTPUMYBaHHA nika pnyTamigy Mac cnienagaT 3

4acoM YTPMMYBaHHA Mika ¢nyTamigy Ha

Xpomarorpami po3uyuHy NOpiBHAHHA {

2% Bigpnoeigae
CepepHAa maca Big 0,309r po 0,341r (0,325r ¢ 0,324r
CynposigHi gomiluxm
Jomilku A He 6inbwe 0,2 % 0,1%
JAomiliku B he Ginbwe 0,2 % 0,0 % (<MKB)
Aomituky C he Ginbwe 0,2 % N 0,0 % (<MKB)
Byab-AKol HecneungikoBaHol He 6inbwe 0,2 %
BOMILIKK 0,0 % (<MKB)
CyMa JOMILIOK He Binbwe 1,0 % 0,1%
Po3yuHeHHA He meHwe 75% (Q) 100 %
OpHopigHicTh BO30BaHNX Mae BUTpPUMYBaTH BUMOTU
OaUHULb Bignoeigae
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX Kputepiil npuitHaTHOCTI 1000 KYO/T
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mikpoopraHismis (TAMC) 100
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuidHaATHOCTI 100 KYO/T
nnicHABKx rpubis (TYMC) 0 (MeHwe 50)
Escherichia coli BigcytHicte B 1T BigcyTHi
KinbKicHe BU3HaUYeHHA
$nyTamin Big 118,8 mr go 131,3 Mr B nepepaxyBaHHi Ha
cepefHIo Macy ofiHiel TabneTku 128,5 mritab
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 3 pokun Do 03.2026

¥mosu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepartypi He Buwe 25°C.
KomexTapi:

3ansa npo cepradikayin:

Lum A zaceipguyio, WO BULeBKa3aHa iHdopMaLlia € pocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta MpOBeAeHWI A KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PErynATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamn, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEHa BignosigHicts GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA
YnosHoBaxeHa ocoba — posigHuiA iHxeHep BCraBll flpemenko B.B.

31.03.2023

- :dentrﬁcanan node

oy 00481198
%1’0’

Bupobnnua finoHULA:

KoHTponb AKOCTi T2 BMAAYa f03BOAY Ha peanisayio:
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