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TOBAPHCTRO 3 AQDATKOROKY BIANOR HIAABHICTH

<ITHTEPXIMo

Hasga nikapcebkoro 3aco0y
Jlikapebka dopma, n03yBaHHSs

Peectpauiiine nocsinuenns

Jiuensin

Micue nposamkenns aisipHocTi

Ceprudixar GMP
Homep cepii
Po3mip cepii

Hata BupoGunurea

AHaani3 nposeneHo rigHo 3

Ceprudixar sicoeri N (034 Bia 07.02.2025 poky

IMPAMITIEKCOJI IC
TabneTku no 0.25 mMr

UA/15526/01/01 3i
3MiHamMu

TepMin aii GescTpokoso

Bupo6unurso nikapcoknx 3aco6is cepis AE Ne295499 gip
20.02.15 p., 65080, Onecpka obnacts, M. Oneca, Jhocrnopdebka

nopora, 6yn.86

024/2023/GMP aic n0 23.12.2025 p.
0340125
5742
27.01.25 p.

nakop  Ne30

65025, M. Oneca, 21-if km CrapokuiBebkoi noporu, 40-A

MK 3i sminamu Nel-3 no p/m UA/15526/01/01

dacxkor. Ha oguiit NIOBEPXHI TaGNeTKH HaHeCeHU
TOBapHHH 3HAK NiANPHEMCTRA, Ha ApyTif nosepxni
TabJIeTKH - pucKa a1a noxiny.

Hailimenypanns PesyabTarn
y . Bumorn MK$ Y
NOKA3HUKIB BHNPOGOBYBAHD
1 2 3
Onuc TaGnerku 6Ginoro KOTLOpY, n1ockoumIinApHIHol Gpopmu 3 Tabnetku 6inoro KOJIbOpY,

MJIOCKOUMTIHAPHYHOT
$opmu 3 packorw. Ha oaniii
I0BepXHi TabsieTkH
HaHeCeHHWH ToBapHUH 3HaK
NiANPUEMCTBA, Ha ApyTiit
[I0BepXHi TabieTKy -
PHCKa /151 oAiny

lnentudixauis

A.Ynvrpadionerosuii CIEKTP NOITHHAHHA PO3YUHY
Ipenaparty, oAepXXaHoro A1 KiIbKiCHOro BH3HaYeHHs, B
o6aacTi Big 230 HM 70 350 HM NoOBHHEH MaTH MaKCHMyM
TOIVIMHAHHSA 32 IOBXUHHU XBUJI 264 HM.

Amax = 264 gm

AO30BaHMX OJUHHID *

npuiiManbHe yncio (AV) pns nepuux 10 OJMHHUb MEHIUe
a6o fopisHioE L1 (15,0), y BigcoTkax. Ao npuiiMansue
4ucno 6inpme L1, y BiJCOTKax, BHNIPOGYBAHHIO MiAAa0TE
HacTynHi 20 oquHKuLb | 06YHCTIONTE npuiManbHe Yuco.
Bumoru 0/10 BHKOHYIXOTbCA, AKIIO KiHIEBe NpHiiMabHe
"MCI0, pospaxoBaHe iz 30 oauHMLE, MeHIe aBo AOpiBHIOE
L1,y BigcoTkax, i KOAEH IHUBIAYyaNbHUE BMicT y
AO30BaHIA OJMHULI He € MeHIIHM 33 (1-L2x0,01)Minec
6inbimmm 3a (1 + L2x0,01)M. (L2=25,0).

B. Yacu yrpumysauns nika npawMinexcosy Ha Bianoeinae
XpOMaToOrpamMax BUNPOGOBYBAHOIO PO34YHMHY Ta po34nHy
NOPIBHSAHHA, OfepMXaHHX pH BUNpo6yBauHi «KinbkicHe
BH3HA4Y€HHA», IOBUHHI CiBMajaTy.
Cepegus mMaca Bin 92,5 mr g0 107,5 mr 102,0 mr
Oannopianicts Bumoru 010 BaxaroThes BHKOHaHHMH, SIKILO 7,2
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Po34ynHeHHd

KpuTepiii NpUHHATHOCTI Ha pini S1 nopuuen 6yTH He
mene (Q +5) % A7 KOXKHOI 3 6 OAMHHLLb. Axio
ojiepxaHni pesypTaT He Bi/IOBIAAI0TH KPUTEPItO
NpHIAHATHOCTI HA pieHi S1, punpobyBaHHA NPOAOBKYIOTh
Ha pisHsx S2 a6053.Q = 75 %. Yac po3unHeHHs 45 XB.

93,9 %

CynpoBiHi AOMILIKH

Ha xpomaTtorpami BUIpo60ByBaHoro posinmy:

- fomiwkH A, B, C: niowa nixa KoykHoi AOMIIIKY He Ma€
flepeBHILyBaTH MOy OCHOBHOTO fniKa Ha XpoMartorpami
po3uuHy nopipuanus (1,0 %)

A B = He 1eTeKTYETbCA
C=003%

- mioma mika 6yab-sKoi iHwol JOMILIKH He MaE
nepesuiyBaTH 0,4 17101 OCHOBHOTO nika Ha
XpoMaTorpaMi po3yHHy NOpiBHAHHA (0,4 %);

He meTeKTyETbCA

- cyMa TUIoLL, YCiX MiKiB, KpiM OCHOBHOTO nika, He Ma€ 0,03 %

fepeBuIyBaTH 3 IO OCHOBHOIO nika Ha xpomarorpami

pO34MHY NOPIBHAHHA (3,0 %).
KinbkicHe Bu3HauyeHHs | BMicT Cy0H19Cl,N3S-H,0 (npaminexkcony JUTIApOXA0PUIY 0,2405 mr

MoHorizpaty) B TabneTii Mae GyTu Big 0,2125 Mr a0

0,2875 mr, y nepepaxyHKy Ha cepe/iHio Macy TabJIeTKH.
Mikpo6iosoriyHa 3arabHe YMC/10 aepoGHUX MIKpoOpraHismis (TAMC): 10 KYO/r
yucrora ** KpuTepii NpHAHATHOCTI 10% KYO/r.

JarasibHE YUC/IO APIKIPKOBUX Ta MTICEHEBHX rpubis Menme 5 KYO/r

(TYMC): KpuTepi# NpUIHATHOCTI 102 KYO/r.

BigcyTricts Escherichia coli B 1 r mpenapary. Bianmosizgae
[TakyBaHHs Mo 10 TabneTok y 6aicrepi; no 3 6aicTepH B navuy Bianosigae
MapKyBaHHs 3riHo 3 TEKCTOM MapKyBaHHA A0 p/n 3i 3miHaMu Bignosigae
TepMiH MpUAATHOCTI 3 poku Jo 02.2028 p.

# - KoHTpoab 1aHOro TecTy NpoBoOaiTh
nedacopanix Tabaerxax KOXHOT cepii npenapary.** - Kourponbs

npenapary y 38 53Ky 3 pianosinmicrio BupoGHuuTsa [J13 Bumoram HBIT (GMP).

18 KOAKHOT 117 ATOT cepil rOTOBOTO Npeapary ¥ 3B SI3KY 3 THM.
NAHOTO TECTY NMPOBOIATL ANs KOYKHOT 11" TOf cepii roToBOro

110 Helf TeCT KOHTPOII0I0TH B

Bucuosox: TTPAMIIIEKCOJ 1C, Tabnetki 1o 0,

sinnopinac pumoram MK 3i sMinamu Nel-3 mo p/m UA/15526/01/01

3asiga npo cepTudixanito: Lnum = 3aCBIAUYIO,

JKOCTI Ha BHlle3a3HAueHil
PEryIsTOPHUM OPraHoM VKpaiHi, a TaKko

nocbe. TTpoToxosn BMPOOHNMLTBA, NakyBaHHA Ta aHaJisi

GMP.

ninpHULI Yy TIOBHIl

25 Mr Ne30 (10*3) y Gnicrepax B nauui cepii 0340125

o HaBejeHa Bulue iHdopmaLis € OCTOBIPHOIO TA TOUHOO.
Lo cepito mpomykuii 6yno Bupo6sIeHO (BKIIOUAIOHH TaKkyBaHH i MapKyBaHHs) Ta NMPOBEAEHO KOHTPOJb il
BiamoBigHOCTI 3 BHMMOTaMM GMP, BCTaHOBJACHUMH
s BinmosigHo mo cneumdikauii, wo MICTSTBCS Y PEECTpaLiiHOMY

B Gy/10 MepenisHyTO Ta BCTAHOBNEHO BiAMOBIAHICTE

Yrpaina
85080, m. Oneca
Miocrnopdebia gopora, 86

[ixep 3.0.

{mizxnmce)

TOR «HTEPXIN»
BRI KOHTPOMMO AKOCTH

(Ilb)
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