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Bix 11.11.2022 poky

TalJeTKH, BKPUTI MIIBKOBOK 000/10HK0I0, 0 250 Mr

aie no 19.03.2023 p.

BupodnunTeo aikapeskux 3acobis cepis AE Ne295499 gin
20.02.15 p., 65080, Onecnka obaacts, M. Oneca, Jlroctaopdenka

aopora, oya.86

65025, m. Opeca, 21-ii kM CrapokuiBcbkoi 1oporu, 40-A

051/2019/GMP nie no (quet Jepmiaikeay:xon
Ne1695-001.1/003.0/17-22 in 15.03.2022 p.)

25621022

14 589 nmaxkos Ne?20

25.10.22  p.

MK 31 sminamu Nel-3 no p/m UA/16620/01/01

HaiiMmenyBaHH#

Pe3yabTaTn

4 Bumoru MKH
NOKA3HHKIB BHIIpoOOBYBaHb
1 2 3
Onuc TabsneTku Kpyrsioi popmu 3 ABOONYKIIOI0 IOBepxHew, |TabaeTku kpyraoi popmu
BKPHTI IUIIBKOBOIO 060/I0HKO0, 6i/10T0 KOJIBLOPY. 3 IBOONYKJ/I010 TTOBEPXHEID,
BKPHTI VIIBKOBOO
060JI0HKOM, Blsoro
KOJIbOpY
Inentudikania A.YnbTpadioseToBHH CIEKTP NOTIMHAHHS PO3YUHY Amax1=285 umY
npenapary, OJepXaHoro AJA KiIbKICHOro BU3HA4YeHHs, | A Max2=333 HM
B 06.acTi Big 250 HM 10 400 HM NOBHIIEH MaTH JBa
MaKCHMYMH [OIVIMHAHHA 3a JJOBXHH XBHJIb 285 HM T
333 M. e
B. Ha xpomaTorpaMi BUnpo60ByBaHOI0 PO3YMHY Biagnosigae
OCHOBHa IIJIAMA NOBUHHA 6YTH Ha piBHI OCHOBHOI
IJIAMH Ha XpOMaTOorpaMi po3uHHy NOPIBHAHHA i
BifiNOBiAaTH 1# 3a po3MipoMm Ta KOJIbOpPOM.
C. Peakuis Ha TUTaHY AiOKCHA, B [MosuTHuBHA
Cepenns maca Bin 422,75 mr go 467,25 Mr. 443,40 mr

/g,:: Q_Am/écg
LFr e Ep




OaHOpigHICTE MpuiiManbHe yncao (AY) aaa nepuux 10 oqJHHHLB 2,2
Jl030BaHHUX OJMHUIb * NMOBHHHe 6yTH MeHIIE abo gopisHI0BaTHL1 (15,0).
fkuo npuiiMasibHe yKcao 6iablle L1, BHITPOOYBaHHIO
nignamTb HacTynHi 20 oAHHKLD | 064HCIKIOTh
npuiManbHe Yuciao. Bumorn 0/10 BUKOHYJOTECH, SIKIIO
KiHIleBe IpHHMa/bHe YUCIO, pOSpHXOBaH.é i3 30
OOWHHIIb, MeHIle abo gopisHioe L11 mo;{éﬂ
iHAUBIAyaApHUH BMICT ¥ 030BaHIH OAHHHULI He €
MeHlUM 3a (1 - L2x0,01)M i He 6inbmmMm 3a (1 +
L2x0,01)M npu o6umcaeHH] npUHAManALHOTO YHCaa .
(L2=25,0). ‘

Po34nHeHHs Kpurepiit npuiinaTHocTi Ha piBHi S1 noBuHeH 6yt He |98,8 %
menue (Q +5) % ana KoxHOI 3 6 0ZUHHALIE. AKII0
0JlepKaHi pe3y/ibTaTH He BIANOBIAal0Th KPUTEPIit0
NpUHAHATHOCTI Ha piBHI S1, BUNTpoGyBaHHA
NPOJOBXKYKTD Ha piBHAX S2 a6o 53.Q = 75 %. Yac
pO39YMHEeHHs 45 XB.

CynpoBigHi goMilIKH Ha xpomaTorpami BUNIpoB0BYBaHOI O PO3YHHY:

- gomiuiku C, D: maola mika KoxKHOI ZOMILLIKH HE Ma€ He neTekTyeThca
[epeBHIIyBaTH 1,5 M0l OCHOBHOIO MiKa Ha
xpoMaTtorpami posunny nopisHasH: (a) (0,15 %);

- AoMilnka A: yoLIa MiKa He Ma€ nepeBULLyBaTH miaowy | He neTextyeTbea
BiANOBIAHOTO MiKA HA XpoMaToOrpaMi po34uHY
nopieuaHHA () (0,01 % (100 ppm));

- OyLb-sAKa IHI1a LOMIilIKa: MJI0LLA [11Ka KOXKHOI He nerekTyeTbcHd
AOMIIIKH HE Ma€ MepeBUIIYBATH M0y OCHOBHOTO
nika Ha XpoMaTorpami po34uny nopisusaaHA (a) (0,10
%);

— CyMa JOMILIOK: CyMa MO0 yCix NiKiB He Ma€ Bignosinae
nepeBrLLYBaTH TPH [JIOL] OCHOBHOTO MiKa Ha
xpomMaTorpami po34uny nopisuauu: (a) (0,3 %).

KinbkicHe BU3Ha4YeHHHA Bmict C;5H1sNO; (Medenaminopoi xucaoTH) B Tabaertni |252,5 Mr
mae 6yTu Big 237,5 Mr go 262,5 Mr, y nepepaxyHKy Ha
CepesHI0 Macy TabaeTKHU.

Mikpo6iosoriuaa 3araabHe 9HCI0 aepo6HUX Mikpooprauiamis (TAMC): 100 KYO/r
4yHucTOoTa ** KpHTepii npuiiHATHOCTI - 10° KYO/T.

3aranbHe YHCI0 APDKIKOBUX Ta IUliCeHeBUX TPHOIB MeHwe 20 KYO/r

(TYMC): kxpuTepiii npuiinsatHocti - 102 KYO/T.

BigcyTnicte Escherichia coli B 1 r npenapary. Bignmoeinae
[TakyBaHHA [To 10 TabaeTok y OuticTepi; o 2 6/icTepy B na4Li Bianosigae
MapkyBaHHA 3rifHO 3 TEKCTOM MapKyBaHHA A0 p/I 3i 3MiHaMM Bignoginae
Tepmin npuaaTHOCTI 3 pokH Jo11.2025 p.

*- KoHTponk OaHoro TecTy NpoROATE /T KOXKHOT N’ATol cepii roTOBOro Npenapary y 38°s3Ky 3 THM, IO LEH TECT KOHTPOIIOTE B
nepo3dacopaHux TabieTKax KOxHOI cepii mpenapary. **- KoHTponb 1aHOr0 TecTy MPOBOAATE TS KOXKHOI 11'sTol cepii roTosoro
Tpemnapary y 38’ 43Ky 3 BianoBiaHicTio BupobHuuTea [J13 eumoram HBTI (GMP).

BucnoBok: AMI®EHA IC, Tab1eTKH, BKPHTI MJIIBKOBOK 060/10HKOK, 1o 250 mr Ne20 (10*2) y 6aicTrepaxy
naqui cepii 25621022

BIANOBIAAE BUMOTaM MK 3i aminamu Nel-3 a0 p/n UA/16620/01/01

3asea npo ceprudikamiro: L{uM st 3acBiqUyO, 110 HaBeleHa BHLLE iHhOPMAaLlif € JOCTOBIPHOIO Ta TOUHO.

Llto cepito npoaykuii 6yno BApobIeHO (BKNIOYAKOYH NAKYBaHHs | MapKyBaHHs) Ta NPOBEIEHO KOHTPOIb il AKOCTI Ha
BHILE3a3HAUeHill OineHMUI y nNoBHIH BianosimHocTi 3 BuMoramH GMP, BCTaHOBIEHHMMM peryifATOPHHM OPraHoM
VkpaiHH, a Takox BianosimHo a0 crnenmdikauiii, wo MicTaThes v peecTpaliliHomy nocke. [IpoTokosn BMpOOHMUTBA,
naKyBaHHs Ta aHalisis OyI0 MeperyissHyTo Ta BCTaHOBNEHO Bianosianicte GMP.
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