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Ykpaiua, 65’080, Onecwnra obn., M.Oneca, Jlioctaop(erka gopora, Gyn. 86
Ted. (048) 7772950, daxe (0482) 340803
E-mail; INFO@INTERCHEM.COM.UA

Ceprugikar sixocri Ne 222 sin 12.10.2023  poky

Haszea nimap.cmcoro 3aco0y PO3YBACTATHH IC
Jlikapeska dpopma, 103yBaHHS ‘Ta0JIeTKH, BKPHTI MJIIBKOBOIO Oﬁonomcom, no 20 mr
Peecrpaiiiine mocBigueHHs | UA/15855/01/03 31 TepMiH n11 6e3CTPOKOBO
3MIHAMH
Jinensist BupoGHuITEO JikapchKHX 3aco6iB cepist AE Ne295499 gin

20.02.15 p., 65080, Onecbka o6aactb, M. Oneca, Jioctaopdhenka
nopora, 6yn.86

Micue npoBamkeHHs JiAIbLHOCTI 65025, m. Oneca, 21-# km CrapokuiBchbkoi qoporu, 40-A
Ceprudixar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 2221023 |
Posmip cepii | 1042 nakoe Ne3(
Hara BnpoﬁﬂnuTBa | 03.10.23 p. _
Ananis HpOBeIIeHO 3TIAHO 3 | MKH 31 3minamu Ne 1 no p/m Ne UA/15855/01/03
HalimenyBanus i PesyabTaru
: Bumorn MK
NOKAZHHKIB - . BUIIPOOOBYBAHD
1 2 3
Onuc | Ta61eTKH Kpyraoi $OpPMHU 3 ABOOTIYKJIOK NOBepxHew, | TabsieTKH Kpyrioi dopmMH 3
BKPHTI IIJIIBKOBOIO 060JIOHKOI0, 61JIOT0 KOJbOPY. - | ABOOMYKJIO NOBEPXHELD,

BKPUTI IJIIBKOBOK
060J10HK0}0, oiioro

KOJIbOPY.
[nenTHiKaLia - A. YnbTpadioseTOBUH CIIEKTP NOTTMHAHHSA PO3YUHY A max =241 HM
. npenapary, 04ep»aHoro A/ KIJIbKICHOT0 BUSHAYEHHS,
| B 06s1acTi Big 210 HM 0 380 HM NMOBHUHEH MaTH
{ MaKCUMYM NOIVINHAHHA 33 JOBXWHM XBUJI 241 HM, N
B. Peak1ia Ha TUTaHy OI0KCHA, | | [lo3uTHBHA
: C. Peakuis (a) Ha kanbLii, - | [TosuTHBHA
CepenHda maca Bin 143,38 mr 10 166,63 Mr 155,30 mr

;57 o
/Ay apNO10f
bLGAS AL 531(7/%% '



OZHOPIAHICTD [IpuriMasibHe yuco (AV) ans nepunx 10 ofMHULD

N030BaHKX OAMHULDL *  |ToOBMHHE 6yTH MeHle abo gopisHioBatu L1 (15,0).

| K10 npuuManbHe yucao 6iibie L1, BUNIpobyBaHHIO
migaawTb HacTynHi 20 oAuHULb | 00YHUC/IIOOTD
npuManbHe 4ucao0. Bumoru O40 BUKOHYHOTBLCA, AKLIO
KiHUEeBe NpUUMaJibHe YUCJI0, po3paxosaHe i3 30
OfMHHLb, MeHIUe abo fopiBHIOE L1 1k0feH
IHAMBIAYaJbHUK BMICT ¥ J030BaHIN OAUMHULI He €
MeHIUHUM 3a (1 - L2x0,01)M i He 6inbluum 3a (1 +
L2x0,01)M nipy 064uCc/IeHH] NTPUHMabHOTO YKHCIa
(L2=25,0).

POB‘H/IHGHHFI Jlo po34uKHy 3a 45 XxB Mac nepeiTu He Mere 75 % (Q) 99,1 % -
Bi/l HOMIHa/MBLHOTr0 BMICTY Cp3HagFN3;OgS
(posyBacTaTHUHY)

CynpoBiZHi JOMILIKH Ha xpomaTorpam BUNPOOGOBYBaHOIO PO3UHHY:

- TIJI011a MiKa 5-0KCO pO3yBacTaTHHY HE Mae 0,02 %
nepepuwysaty 0,8 o1l OCHOBHOTIO MiKa Ha
XpoMaTorpaMi po3uuHy nopisHsaHHA (a) (0,8 %);

- TVIONA TiKa JJAKTOHY PO3yBacTaTHHY He Mae 0,01 %
nepesuiyysaTty 0,5 J0UI OCHOBHOIO MiKa Ha
XpoMmaTtorpami po3uuny nopisHsaHHA (a) (0,5 %);

- IIJIOA ITIKa aHTU-130Mepy PO3YBaCTAaTUHY He Ma€ 0,01 %
nepesuinyBsaTy 0,5 1oLl OCHOBHOIO IiKa Ha
XpoMaTorpami posyrHy nopisHaHHA (a) (0,5 %);

- TIJIOWA MiKa 0y/1b-sKOI AOMILIKH He Ma€ - 10,03 %
nepesulyBaTH 0,2 1Jouil OCHOBHOIO MiKa Ha
XpoMaTorpami po34uHy nopiBHAHHA (a) (0,2 %);

- CyMa IJIOLL YCiX MiKIB, KPIM OCHOBHOTO I1Ka, HE MaE€ 0,1 %
nepeBUILyBaTH 2,0 MO OCHOBHOTIO MiKa Ha
XpoMaTorpami po3urHy nopiBHsHHA (@) (2,0 %)

Bona "~ |He 6inpwme 5,5 % 4.5 %

KinbKicHe BUSHAYEHHA BmicT Co5HogFN3O04S (po3yBactaTuny) B Tabsetui Mmae [ 19,54 mr
6yTtu Big 18,5 mMr Ao 21,5 MT, y NepepaxyHKy Ha
cepeZHI0 Macy TabJIeTKU.

| Mikpo6iosoriynsa 3aranbHe Yuci10 aepobHUX MikpoopraHiamiB (TAMC):
yucrora ** He 6inbie 10° KYO/T. -

3arajbHe YKUCI0 APDKAXKOBUX Ta MJIICEHEBUX I'PHOIB
(TYMC): He 6inbwe 10 KYO/r. |

Bl,[LC}ITHlCTb Escherichia coli B 1 r npenapary.

YrakoBKa [To 10 Ta6ﬂeT0K y 6sicTepi; no 3 6sicTepu B mavLi. Bignosigae
MapﬁyBaHHH | 3TiJHO 3 TEKCTOM MapKyBaHHs 10 p/n 3i sMiHaM¥u BI,ILHOBI,ZLaG
Tepﬁﬁmﬁpmid,aaTHOCT1 13 POKH | ﬂo 11.2026 p

*. KOHTPOMNB JaHOF0 TECTY MPOBOAATH M KOKHOT M°ATOT cepil roTOBOro Mpenapary y 38°43KYy 3 THM, IO LIEH TECT KOHTPOJIIOKTH B
neposdacopanux TabneTkax KoxHOT cepil npenapaty. **- KOHTponb 1aHOro TeCTy MPOBOAATD ISl KOXKHOT 1’ ATOI CEPIT rOTOBOIO
rpenapary y 3B’ 3Ky 3 BiANoBIAHICTIO BUpodHuuTea I'JI3 Bumoram HBIT (GMP).

Bucunosox: PO3YBACTATHH IC, TabsieTKy, BKPUTI IVIIBKOBOX 060Ji0HKOL0, Mo 20 Mr Ne30 (10%*3) y 6usicTepax
B na4Li cepii 2221023 | o

BIAINOBIAAE BUMOraM MK 31 amiramu Ne 1 no p/mm Ne UA/15855/01/03

®
% #
,' 4o
3asiBa npo ceprudiraniro: LM 1 3acBinyylo, 10 HaBelleHa BUIIE IH(pOpMalLs € -l '.-t);_ fRmaTa Togral B ?
Lo cepito npomykuiil Oyno BUpobneHo (BKJIKOHAKOUM MAaKyBaHHsS 1 MapKyBaHHsI) Ta 1\%’{ g MPCT1 Ha
BUIE3a3HaueHid ninbHuul y 1noBHiM BigmoBimHoCTi 3 BUMoramMu GMP, BCTaHOBIXRGSI SN srr_ 3 .@ /JfPraHoM
VkpaiHH, a TakoX BiAMOBIZHO A0 creuudikalil, O MICTATECA y PEECTPALiHOMY TOCHY B0 X OOHULTBA,

433-0
[IaKyBaHHS Ta aHa1i31B Oy/10 MepEeNISIHYTO Ta BCTAHORBJIEHO BiANOBIAHICTE GMP. \
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