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Cepr[(l]iKaT gxocTl No 287 Bin 22.12.2023 POKY

Hazea nikapenkoro 3acody
Jlikapceka opma, no3yBanus

PeecTpaniiine nocsinyeHus

Jinensis

Micue npogajskeHHs JisibHOCTI

Cepradixar GMP
Homep cepii
Po3mip cepii

JaTta BHpoOHHUTBA

AHaJtiz IpoBeeHo 3rinHo 3

BEH30HAJI IC®

Ta0JeTKH mo 50 Mr

UA/9793/01/02 3i Iie 10 p.
3MIHAMH

Bupodunureo Jikapeskux 3acobis cepisi AE Ne295499 gin
20.02.15 p., 65080, Onecrka obaacthb, M. Oxeca, lioctaopdhebka
aopora, 6yn.86

65025, m. Oneca, 21-i kv CTapokHiBcEKOI 10oporu, 40-A

024/2023/GMP xie no 23.12.2025 p.

2871223

3943 naxkos Ne30

19.12.23  p.

MK 3i sminamu Nel-4 qo p/m Ne UA/9793/01/02

Haﬁmel{yna}.ma Bunors MIKSI Pesynbrarn
NOKA3HHKIB BHIIPOOOBYBAHB
1 2 3
Onwuc TabneTku 6i10ro KONLOPY, MIOCKOLWIIHAPHYHO] Tabnetku 6inoro KoJibopy,
¢dopmu 3 dackoro. Ha oaHil nosepxHi TabneTku MJIOCKOLMIHAPUYHOT
HaHeCeHWH TOBapHHI 3HAK NIANPHEMCTEA, Ha APYTiit dopmu 3 dpackoro. Ha ofuiit
NOBepXHi TabJETKH ~ pUCKa AJIs1 OAiny NOBepXxHi TabJeTKH
HaHeceHWH ToBapHUi 3HaK
NiANPHEMCTBA, Ha JIpYyTiH
10BepxHi TabJeTKH - prucKa
InenTudikanis A. YnbrpadioseToBuii CNeKTp NOTIMHAHHS PO3YMHY Amax = 257 um
npernapary, 04epxaHoro A4 KiIbKICHOT0 BU3Ha4eHHs, | Amin = 230 HM
B 06s1acTi Big 220 uM 10 360 HM NOBHHEH MaTH
MaKCHMYM 33 JOBKHHH XBWJII 257 HM i MiHiMyMm 3a
OOBXHHHU XBUAI 230 HM
B. Peakuiia na 6ap6ityparu [To3uTHUBHA
CepepnHa mMaca Big 129,5 Mr go 150,5 mr 142,7 mr
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O,CLHOpi,t[HiCTb Bumoru 00 BBa)KalOThCs BUKOHAHUMH, SIKILO
JI030BaHHUX OAUHUID * npuiManbHe yucao (AV) aaa nepuux 10 ogMHHLB
MeHIe abo fopisHwe L1 (15,0), y BiacoTkax. Ko
NpuiMabHe Yuc/a0 6inbwe L1, y BIACOTKAX,
BUIPOGYBaHHIO NiAa0Th HAacTyNHI 20 OAHHHID i
06YHCIIKTL NTpHHManbHe Yncio. Bumoru 010
BHKOHYIOThCA, AKIIO KiHLeBe NpHiiManbHe YUC0,
pospaxoBate i3 30 oguHULb, MeH1Ie abo AopiBHIOE L1,y
BijcoTKax, i »oeH iHAKBIyaIbHUE BMICT ¥ [030BaHIH
0/IMHMII He € MeHIIHM 3a (1 - L2x0,01)MiHe €
BinbinuM 3a (1 + L2x0,01)M. (L2=25,0).

PO34YHHEHHH Kpurepii npuidnaTHOCT] Ha piBHI S1 noBuHeH 6yTH He 89,2 %
MeHue (Q + 5) % A5 KOKHOI 3 6 OAMHUILL. KL
OJlepKaHi pe3y/bTaTH He BiANOBiAaI0Th KPHUTEpID
npuiHATHOCTI Ha piBHI S1, BUNpo6GyBaHHA
IPOAOBXKYHOTh Ha piBHAX S2 ado S3.Q =75 %. Hac
pPO3YHMHEHHA 45 XB.

CynposizgHi JOMIIIKH Ha xpomaTorpami BUIpo60ByBaHOI0 PO3YHHY N5Ma, Menwe 0,4 %
BifnoBigHa QpeHobapbiTany, He Mae 6yTH
iHTEHCHBHIIIOIO 32 NIAMY Ha XpOMaTorpami po3yuny
nopieHaHHA (a) (0,4%)

Ha xpoMaTtorpami BUNpo6oByBaHOI0 pO34yMHY rifMa 3 | Meniue 0,4 %
Rf=0,37+0,02 (nudeHinsHe noxigHe) He Mae 6yTH
iHTEHCHBHIIIOW 3a MJIAMY Ha XpOMaTorpaMi pO34HHY
nopiBHAHHA (b) (0,4%)

KinbKicHe BU3HA4YeHHHA BuicT C1oH16N,04 (6eHzo6apbiTany) nosrHeH 6yt Big 50,0 Mr
47,5 Mr 0 52,5 Mr, y iepepaxyHKY Ha cepeJiHI0 Macy

TalneTKH
Mikpo6ioaoriyHa 3arasibHe YMCA0 aepo6HUX Mikpoopradizmis (TAMC):
ypcroTa ** He Ginbie 10° KYO/T.

3arasbHe YKC/0 JPDKIKOBUX Ta NJliceHeBUX TpHoiB
(TYMC): He 6inbure 10° KYO/r.
BiacytHicts Escherichia coli B 1 r npenapary.

[TakyBaHHA Mo 10 TabaeTok y 6aictepi; no 3 GJicTepu y nayili Bignoginae
MapkyBaHHA 3rigno 3 MK 31 3MiHamMHu Binnosinae
TepMiH IPHAATHOCTI 4 poxu Jo 01.2028 p.

* _ KOHTPOMb JAHOTO TECTY NPOBOAATE UL KOXKHOI I'SToi cepii roToBoro npenaparty y 38°A3KY 3 THM, 10 Tefi TeCT KOHTPOJTIOKOTE B
Heposhacopanux TabneTkax KOKHOI cepil mpenapary. ** - KonTposis 1aHOro TeCTy NPOBOASTH IS KOKHOT I’ ATOI cepii roToBOro
npenapary y 38’13Ky 3 Bianosinuicto supobruiTea [713 enumoram HBIT (GMP).

BucHoBok:  EEH30HAJI IC®, Tabnetku no 50 Mr Ne30 (10*3) y 6aicrepax y nayui cepii 2871223
Bi/IOBRiZIa€ BUMOTam MK 31 aminamu Nel-4 mo p/nm Ne UA/9793/01/02

|
3asBa nbo ceprudikanito:  L{iM 5 3acBinuylo, o HaBeleHa BULIE iHGOPMALLS € JIOCTOBIPHOIO Ta TOYHOLO.
Llto cepiro mpoaykuii 6y10 BUpoGNeHO (BKIIOWAIONN NAaKyBaHHs | MapKyBaHHs) Ta MPOBeIeHO KOHTPOIb il SIKOCTI Ha
BHIe2azHaYeHiil MiNBHMLI y [OBHIA BianmorizHocTi 3 Bumoramu GMP, BCTAaHOBNEHHMH PETYIATOPHHM OpraHOM
Ykpainu, a Takoxk BIANOBIAHO 10 crieuHdikauiil, WO MiCTAThCs y peecTpauiiftHoMy locke. IlpoTokonn BHPOOHHULTEA,
NaKyBaHHs Ta aHaji3iB Oy0 nepemIsHyTO Ta BCTAHOBIEHO BianosinHicts GMP.




3acTYNHHMK reHepadbLHOr0 IHPEKTOPA 3 SIKOCTI
/ YnoBHoBazkeHa ocoba

BIAAIA KOHTPOAR AKOCTI

mterf <o 7 Yrpaiua
N7 = 65080, M. Opeca |
fuperpopderka sopora, 86 | [ixep 3.0.
(miTmme) (TTIB)
TAB “IHTERXIM™




