® 06.8-205-07/1, en. pen. Ne 11
TOBAPHCTBO 3 I0JIATKOBOK BIANOBIJIAJBHICTHO “ITHTEPXIM”

TAB "ITHTEPXIM"

Cepradixar sxocti Ne 117 gin 13.05.2024 poxy

Haszga nikapenkoro 3acoby HOOBYT® IC 500
Jlikapceska dopma, 103ypanns TIOPOLUOK 1U1S OpanbHOTO po3uuny, 500 Mr/nozy no 2,5 ry came
Peectpauiiine mocsinuenns UA/8831/02/02 3i TepMiH 1ii Ge3cTpokoro
3MIHAMH
Jinensis BupoGnuureo nikapeskux 3acobis cepis AE Ne295499 gin

20.02.15 p., 65080, Oneceka obnacts, M. Oneca, Jhoctnopdcenka
Jopora, 0yn.86

Micue nporamxeHns gisabHocTi 65025, m. Oneca, 21-ii km Crapokuisehkoi zoporu, 40-A
Ceprupikar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 1170424
Po3smip cepii 4079 nakoe  Nel0
ara BupoOHUUTEA 29.04.24 p.
AHani3 npoBeneno 3rigxo 3 MK 31 sminamu Ne 1, 2 no p/n UA/8831/02/02
HaﬁMCH}'Ba}.IHﬂ Bumorn MKSI PesynetaTth
NOKAIHHKIB BHIPOOORYBaHL
1 2 3
Onwuc [Topowox 6inoro abo maiixke 6imoro KOJIBODY, B IKOMY llopormok Matixe 6inoro
AOTYCKAIOTLCA BKPAILIEHHS OBTOIO KObODPY KONILOPY, B AKOMY
JONYCKAThHCA
BKparJieHH XKOBTOI0
KOJILOpY
Pozunnnicts He 6inbie 5 x8 Bianosinae
lnenTHdikauis A.Yac yrpumyBanus nika ¢peHi6yTy Ha XpoMaTorpaMax Bignogrizae

BHNPO6GYBAHOr0 PO3YHHY Ta PO3YHHY MOPIBHAHHA,
O/\epXKaHHX NPH BUINIpo6yBanHi «KinbkicHe BusHaveHHs»,
NOBHHHI ciBnagaTH

B. Peaxniis (a) Ha xnopuau IMosuTHBHA
Cepeans maca BMicTy Bin 2312,5 mr o 2687,5 mr 2520,7 Mmr
cauie, M
pH Bin 2,4 no 3,4 3,2
OnHopigHicTh Bumoru O/I0 BRaXAWOTLCA BUKOHAHHMH, AKLIO

J030BaHHX OHHHIb * NpHHEMankeHe uucao (AV) gag nepmmx 10 O/IHHHLb MEHIIIE
a6o gopienwe L1 (15,0), y BincoTkax. ko npuiManbHe
uucao 6liswe L1, y BigcoTKax, BHNpo6yBaHHo nigaanTh
HAaCTYMHI 20 OAMHHUIE | 0BUHCIIITE NPHAMAILHE YHUCIO.
Bumoryu 0/10 BHKOHYIOTBCS, SKIIO KiHLEBE NpHAManbHe
9HC0, po3paxoeaHe i3 30 oqMHUIE, MeHIIe 260 JLOPIBHIOE
L1, y BiAcoTkax, i 04eH BMicT y oKpeMiii 1030BaHi#
OAMHHII He € MeHIIHM 3a (1 - L2x 0,01)M i He € 6inbuumM 3a
(1 +L2x0,01)M. (1.2=25,0).
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CynpoBiHi JOMIIIKH Ha xpoMaTorpami BHIIPOGOBYBaHOTO PO3YHHY!

- noia 6yAb-AKOro Mnika, KpiM OCHOBHOI'0, HE MaE Menme 0,2 %
nepesriysaTy 0,5 MI011] OCHOBHOTO ITiKa HA
xpoMaTorpami po3uuHy nopisuaxas (0,1 %);
- cyMa Mo ycix nikiB, KpiM OCHOBHOTOQ, He Mae Menwe 0,5 %
nepeBuilyBaTH 1,5 JI01Li OCHOBHOIO MiKa HA
xpoMaTorpami pozunsy nopisassHs (0,3 %).
Kijbkicue Bu3HaueHnsa | BMicT C1oH13NO2-HCl (penibyTy) B ofiHOMYy calte Mae OyTH | 476,5 MT
Big 475,0 Mr 10 525,0 Mr, y nepepaxyHKy Ha CepeJHI0 Macy
BMICTY cawie.

Mikpo6ioaoriuua Aepobuux mikpooprauismis (TAMC): kpuTepid

4ucTOTa ™* npuitnaTHOCTI 10° KYO/r

Jpixmxoux Ta Micenesux rpubis (TYMC): kpuTepid
npuitnarnocti 107 KYO/r

BincyTnicts Escherichia coli B 1 r npenapary.

[lakyBaHHA Mo 2,5 ry cawe; no 10 caie y mauni Bignosiznae
MapkyBaHH#A 3rifHO 3 TEKCTOM MAapKyBaHHA 10 p/n 3i 3MiHaMu Bianosizae
TepMiH mpUAATHOCTI 3 pOKH Jo 05.2027 p.

*_ KOHTpOo:b 12HOTO TECTY NPOBOIATE A4 KOKHOT I ATOl cepii. **- KOHTPOJIb 1aHOrO TECTY POBONSTH 718 KOKHOI I ATOT cepii
npenapary ¥ 38 43Ky 3 BUINOBITHICTIO BUPOOHULITBA I'J13 sumoram HBIT (GMP).

Bucrosox: HOOBYT® IC 500, nopormok A1s opaTbHOro posuuHy. S00 mr/nosy no 2.5 ry came Nel0 y nauui
cepii 1170424

pimmorinac pumoraM MK 3i sminamu Ne 1, 2 no p/n UA/8831/02/02

3asea npo cepTudikaumito: [luM s 3acBinvyl0. 1O HaBENCHA BHILE iH{opMaliif € JOCTOBIPHOIO Ta TOYHOKO.
Lo cepilo mpomykuii Gyso BUPOGNEHO (BKIIOUAKOUH TAKYBAHHA 1 MapKyBaHH#) Ta TPOBENEHO KOHTPOID 1T
gKOCTI Ha BMINE3a3HadeHiil NiMBHMII  y noswill Bimmoeimnocti 3 sumoramu GMP, BCTaHOBRIEHHMH
PErYIATOPHUM OpraHoM VYkpaiHH, a TaKoX BIAMOBIAHO IO cneuudikauili, MmO MICTATLCA Y PEECTPALIHHOMY
nocee. TTpoTokonM BMPOOHHLTBA, NAKyBAHHA Ta aHani3ie Oyno MeperiiHyTO Ta BCTAHOBICHO BIOMOBIAHICTD
GMP.

3acTYNHHUK reHepaibHOro JHpeKTopa 3 HK()C"”E }’{Kﬁﬁ’sifiﬁ

ATy P RShIIE DF 080, 1. Opeca _

¥YnoernosazxeHa ocoba RnerrondrsKa Aepora, B Tixep 3.0.
(miamye) o i (ITTB)
TAB IHTERXOM”

BIAAIA KOHTPONS AKOCTL
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