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TOBAPHCTBO 3 JONATKOBOK BIAHOBINAJDBHICTHY «IHTEPXIM»

TAB «IHTEPXIM»

rea. +3R80 (48} 777-29-30. E-mail; info@interchs

Ceprudikar axoeri Ne 285  Bix 04.11.2024 poky

Hazga nikapcbkoro 3acofy PO3YBACTATHH IC

Jikapebka dopma, 1o3yBanns TabNeTKH, BKPHUTI 1111 BKOBOK 000IOHKOI0, 110 20 Mr

Peecrpauiitne noceinuenHs UA/15855/01/03 3i TepMiH nii Be3cTpokoBo
3MIHAMH

Jlinensis Bupotnuureo sikapebkux 3acobis cepis AE Ne295499 gin

20.02.15 p., 65080, Onecrka o6macts, M. Oneca, JiocTnopdchka
nopora, 6yn.86

Micue npoBakeHHs AiAIbHOCTI 65025, m. Oneca, 21-it km Crapokuiscekoi noporu, 40-A
Ceprudixatr GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 2851024
Poamip cepii 4 495 nakos  Ne 30
Jara BupoOHMuTEA 29.10.24 p.
AHani3 npogejeHo 3riaHo 3 MK 31 aminamu Ne 1 no p/n Ne UA/15855/01/03
HEHMEHyBaE.iHSI Bumors MKS PesynbTatu
MOKA3HHKIB BHIMPOOOBYBAHL
1 2 3
Onuc TabeTKH Kpyraoi GopMH 3 JBOONYKA0K TOREPXHEID, TabneTku kpyrioi Gopmu 3
BKPHTI ILNIEKOBOIO 060/I0HKO0, 61100 KOJILOPY. [BOONYKJIOH NOBEPXHEID,
BKPHTI [IJIIBKOBOIO
060JI0HKO10, 6iJ0r0
KOJILOPY.
InenTudikanis A. ¥nvrpadiosieToBuii CIEKTp MOMIHHAHHA PO3YHHY Amax=241Hum
npenaparTy, 04 epXaHoro A1 KiJIbKICHOT0 BU3HAYeHHH, B
o6.1acti Big 210 HM 10 380 HM MOBHHEH MaTu MaKCHMYM
NOTJIMHAHHS 32 JJOBXXHHH XBWI 241 HM,
B. Peakuig Ha TuTany niokcuj. [TosuTHBHA
C. Peakuis (a) Ha KanbLii. [TosuTHBHA
Cepenns Maca Big 143,38 mr g0 166,63 mr 156,21 mr
OpHOpiAHICTD I[IpuiiManbHe yucao (AV) gns nepuux 10 ogMHHLE
Al030BaHHX OJIMHUIL * | OBHHHE ByTH MeHIe abo sopisHioBaTH L1 (15,0). Sk
NpyiMa/bie YHCao Ginble L1, BunpobyBaHHIo migawTs
HACTYMHi 20 0AMHHLD | 064U CAIOI0TE TPHIMaIbHE YHCITO.
Bumoru O/10 BUHKOHYIOTbCH, AKIIO KiHLEBe NpHitManbHe
4HCJI0, po3paxoBaHe i3 30 ogMHHLB, MeH1le a60 JOPiBHIOE
L1 ioAeH IHAMBIAYaNbHHH BMICT Y 1030BaHii oAMHHL
He € MeHIMM 3a (1 - L2x0,01)M i He Ginbmum 3a (1 +
1.2x0,01)M npu 064YHCAeHH] MPUiiMaILHOTO YHCAA
(L2=25,0).
.~ |PosunHeHHA Mo po3uKHy 3a 45 xB Mae nepefiTi He Menwe 75 % (Q) Big |96,8 %
o [ e HOMIHa/IbHOTO BMICTY C22Hz5FN304S (posysacraruny)
" | Cynposiani momimxn Ha xpomaTorpaMi BUIPO6OBYEaHOrO PO3YHHY:

br an. /L(/Q#f
L0 11 LY




CynposigHi JoMiMKH - IJI0Ia MiKa 5-0KCO po3yBacTaTHHY HE Ma€ He perexTyeTbea
nepesuuysaTy 0,8 nJouli ocHOBHOTO MiKa Ha
xXpoMaTtorpami po3uuHy nopisaanuA (a) (0,8 %);
- [UIOLLA MMiKa IAKTOHY PO3YBacTaTHHY He Mae He neTekTyeTbeo
nepepuuyeaty 0,5 nuomi 0CHOBHOTO NiKa Ha
XpoMaTorpami posunHy nopieasnas (a) (0,5 %);
- IJIoLIA NiKa aHTH-i30Mepy po3yBacTaTHHY He Mac 0,02 %
nepesuuysaty 0,5 ol 0CHOBHOIO MiKa Ha
xpoMaTtorpami po3uuny nopisaanHA (a) (0,5 %);
- [/I0IA MiKa 6YAL-SKO1 JOMIIIKH He MaE NepeBHIIYBaTH 0,02 %
0,2 nouli OCHOBHOIO MMiKa Ha XpoMaTorpaMi po3uuHy
nopiBHsAHHA (a) (0,2 %);

- CyMa MJI01L, YCiX MiKiB, KpiM OCHOBHOTO IiKa, He Ma€ 0,04 %
nepepuuyBaty 2,0 naowi OCHOBHOIO I1IKa Ha
XpOMaToTpaMi po3uuHy nopisHaHHA (a) (2,0 %)

Boga He 6inbie 5,5 % 53 %
KinbkicHe Bu3HadenHss | BMicT Cz2HagFN304S (po3yeacraThHy) B Tabierni Mae 19,60 Mr
6yTH Biz 18,5 Mr 1o 21,5 MT, y IepepaxyHKy Ha Cepe/iHI0
Macy TabJeTKH.
Mikpo6iosoriyna 3arajbHe YHCI0 aepoOHUX Mikpoopraniamis (TAMC): ne
qucrora ** Binpwe 10 KYO/r.

3ara/bHe YHCI0 APDKAXKOBHX T4 ITiICEHEBUX TPHOIR
(TYMC): ne 6inbiue 10% KYO/r.
Bigcytnictb Escherichia coli B 1 r npenapary.

[Nlakyeannsa [lo 10 Ta6nerox y 6aicTepi; no 3 6aicTepd B mavyi. Bianogifae
MapkyBaHHSA 3rigHo 3 TEKCTOM MapKyBaHHA A0 p/T 31 3MiHaMu Bianoeizae
TepMiH mpHAATHOCTI 3 pokH Jo11.2027 p

*. KouTpo/ib JaHOTO TECTY MPOBOIATE 1718 KOKHOI I 4T0i cepii roToBOTO Npenapary y 38 A3KY 3 TUM, L0 Helf TeCT KOHTPOMOKTE B
HeposdacoBaHuX TaONETKax KOKHOI cepil mpenapaty. **- KOHTpoMIb 12HOr0 TECTY NPOBOLATE A7 KOAKHOI 11" AT0i cepii roToBOTO
Tpenapary y 38 #3Ky 3 BUMoBiaHicTIo BHpoGrMirea [J13 sumoram HBI1 (GMP).

Bucnosok: PO3YBACTATHH IC, taGnetkd, BKpuTi ruiiBkoeow obononkoto, mo 20 mr Ne30 (10%3) y
OnicTepax B ma4ui cepii 2851024

pinnosinae eumoraMm  MKS 3i sminamu Ne 1 mo p/m Ne UA/15855/01/03

3asBa npo ceprudikaniio: [{uM A 3acBinuyl0, IO HaBeaeHa Bulue iH(OPMAaUid € IOCTOBIPHOKO Ta TOYHOIO.
Lo cepito mpomykuii Gy1o BHPOOIEHO (BKTOYAIOUH [MAKyBAHHA | MapKyBaHHA) Ta NPOBENCHO KOHTPOIB if
SKOCTI HA BHINE3a3HAYEHili MineHWUI y TOBHIA BiamosigHocti 3 eamoramu GMP, ecTaHoBieHHMH
PeryisSTOpHHM OpraHoM YKpaiHW, a TAKOX BiAMOBINHO 1o creumudikauifl, MO MICTATbCS Y peecTpauiiiHoMy

nocse. IIpoTokonH BMpOOHMLTBA, NAKYBAHHA Ta aHani3iB Gyno MeperiiHyTo Ta BCTAHOBNSHO BiJINOBIHICTD
GMP.

Yipaina
S 65080, m. Opeca |
YnosHoeaxeHa ocofa 7 Thoctnopdickka popera, 86 ixep 3.0.

miame) AR «HTEPXIMy | OB
BIAAIN KOHTPONKO AKOCT!
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