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Vipaiua, 65080, Onecuia 0671, M. Oneca. Jloctroppenka popora, 0ya 8

reo. 380 (48) 777-29-50. E-mail infe@interchem.com.ua

Ceprudixat sixoeri N 2305 gin 06.08.2024 poky

Ha3sa JikapcbKoro 3acody PUBACTUI'MIH IC

KancyJiy 1o 3 Mr

UA/16388/01/02 3i
‘3MiHaAMH

Jlikapceka opma, 103yBaHHA
PeecTpauiiine nocBiA4eHHsA nie 1o 6e3CTPOKOBO

Bupo6GHHMLTBO JIKapChKUX 3acobis cepis AE Ne295499 Bin
120.02.15 p., 65080, Onecbka 061acTh, M. Oneca, Jioctnopdebka
nopora, 6yn.86

Jinensist

Micue npoBaJKeHHs AifIbLHOCTI 65025, m. Oneca, 21-H kM CrapoKHiBCEKOI 0pory, 40-A

Ceprudixar GMP 024/2023/GMP mie no 23.12.2025 p.
Homep cepii 23050724

Po3wmip cepii 4756 nakos Ne 30

JlaTra BUpOOHMUTEA 31.07.24 p.

AHaJii3 NpoBeNeHo 3riaHo 3 MK o p/n UA/16388/01/02

Pe3yabTaTi

xpoMaTorpamax BMNPOGOBYBAHOTO PO3UHHY T2 PO34YHHY
[OpiBHAHHSA, OiepHaHNX pH sunpobysanHi «KinbkicHe
BU3HAYEHHA», IOBHHHI CniBnagaTH

Haumeﬂysai.mﬂ Bumors MKSI
NoKa3HHKIB BuUnpob6oBYBaHb
1 2 3
Onuc Hernpo3opi TBep/i KeJaTHHOBI KarncCyJy, Kopmyc-6in10ro Henpo3sopi Teepai
KOJILOPY, KPHILKA - 61100 KOJIBOPY. BmicT JKeJIaTUHOBI KancynH,
Kancya-nepowoK Biz 6i10ro A0 Maibxe 6i10r0 KOJIBOPY Kopiiyc - 6110r0 K0/Ib0PY,
KpHILKA - 6171070 KOJIBOPY.
BMicT KarcyJ - mopoox
Matixe 6i10ro K01b0py
IpenTHdiKanisa A.Uacu yTpUMyBaHHA TiKa pHBACTUTMiHY Ha Bignosigae

B. YabTpadioieTOBUH CHEKTP NOTIMHAHHA PO3YHHY

A max = 264 aM

JL030BaHUX OAMHHIb *

nosuHHe 6yTH MeHIIe a60 JOPiBHIOBATH L1 (15,0). fxwo
npuiiManbHe yreo 6iabme L1, Bunpo6yBaHHIO MiAAa0Th
nacrynsi 20 0AMHHUILb | 00YHCIIOITH fpUiiManbHe YUCIIO.
Bumoru 0/10 BUKOHYIOTBECH, AKIILO KiHI|eBe MpHiMaNbHe
yKCII0, po3paxoBane i3 30 ofMHULb, MEHIIE a60 OPiBHIOE
L1ixonen iHAHBi,LIyaﬂbHHﬁ BMiCT y A030BaHiH OJ{MHHUIL
e € menmum 32 (1 - L2x0,01)M i He GinbuuM 3a 1+
1.2x0,01)M nipu o6uHc/IeHH] npuiManbHOrO YHC/A
(L2=25,0).

npemnapary, OA€PXKaHoro A KUIbKICHOrO BH3HaueHHs, B |Amax =270 HM
o6nacti Big 235HM A0 320HM NOBHHEH MaTH 2
MaKcuMyMa NOT/IMHAHHSA 33 JJOBXHUH XBHJIb 263uM Ta 269
HM
Cepejias Maca BMICTY Bin 144,0 mr no 176,0 Mr 164,9 mr
Kancysaiu ,
OpHOpigHICTD TpuiimManbhe Yucao (AV) 4715 nepumx 10 ofMHHLB
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Po3unHenus Jo posuuny 3a 45 xB mMae nepelTH He MeHIe 75 % (Q) BiZ 199,2%
HOMIHaJIbHOT'O BMicTy C14H2,N50, [pnBaCTuPMiHy)

CynpoBigui gomimku Ha xpomarorpami pp npo6oByBaHOro PO34YHHY:

~ AOMilliKa A: o OiKy IOMHIIKK A He Mag He netexTyeTncs
NEPEBHINYBATH IJIOLLY OCHOBHOTO MiKa Ha XpomaTtorpami
PO34MHY nopisusHH# (0,5 %);

—HecnenudikoBani JoMimKy ; IL101A MIKY KOXKHOI He netekryerbea
ZAOMILIKH He Mag nepesumyeary 0,4 mioui ocHoBHOro
TiKa Ha XpoMaTorpami Po3unHy nopiusinug (0,2 %);

~ CyMa AOMIILOK : cyrfﬂa o) miKiB He Mae nepesuiyBath | Bignosigae
2 nsio1mi OCHOBHOrG nika Ha XpoMaTorpami po3uuny
nopieusiuug (1,0 %) |

KinbkicHe Busnavenns | Bwmicr C14H23N,0, (}inBaCTHrMiHy] B Kancynai mae 6ytu 2,92 mr
BiA 2,70 Mr g0 3,30 Mr, y HEPEpaxyHKy Ha CepesHIo

Macy BMICTy Kamncy/u
Mikpo6Gionoriyxa 3arasbHe YKCIO0 aepoBHUxX Mikpoopraniamis (TAMC):
YHCTOTa ** KpHTepilt npuitnaTHocti 10° KYO//r.

3arazibHe 9HC/I0 APDEIDKOBHX Ta ITiceHeBHX rpu6is

(TYMC): xpurepiii npuitnaTaocTi 102 KYO/r.

BincyruicTs Escheric})ia coli B 1 r npenapary.
[akyBanus ITo 10 Kancyn y 6niCTépi; no 3 Gricrepa B nauui Bignosigae
Mapkysaunsa 3rigHo 3 TeKCTOM MapKyBaHHSA 0 p/u 3i 3Minamu Bianosinae
Tepmin npugaTsocti 3 poku 0 08.2027 p.

*- KoHTpons nasoro TECTY IPOBOAATH 1 KOKHOT IT'AT0i, cepii roToporo Openapary y 38’ 43Ky 3 THM, IO ueif TecT KOHTPOIIOIOTH B
HEPO3(hacoBaHHX Karcyiax KOmKHOL cepii mpenapary, **- Kourposs aanoro TECTY NPOBOAATD [UISl KOXKHOT 11" 9T0i cepii roToBoro
Upenapary y 38" 43Ky 3 BLIIOBiAHICTIO BHPOSHInTRa [J13 Bumoram HBIT (GMP),

Bucnosox: PUBACTUI'MIH 1C, kancynu no 3 mr Ne30 (10*3) y Gnicrepax y mauui cepii 23050724
Bianosinae Bumoram  MKSI 1o p/n UA/16388/01/02

3asBa mpo ceprudikauino: Lum 5 3aCBITYYI0, IO HaBeleHa BUIIe iHpOpMaLLis € 10CTOBIPHOIO Ta TOUHOIO,
Lo cepito npomyxuii Oyn0 BHpoGNEHO (BKMOYarOUH NaKyBaHHs | MapKyBauHs) Ta TNIPOBEAEHO KOHTPOIb 1T
SKOCTI Ha BHIIE3a3HaYeHili NNBHULI Yy TOBHil Biamosimmocti 3 BuMoramu  GMP, BcranoBeHUMU
PETYIATOPHUM OpraHoM VkpaiHM. a Takox BiANOBinHO 10 crnieundikauiin, wo MICTATBCS Y peecTpauiiiHomy

nocee. Ilporokonu BHPOOHHUTBA, MaKyBaHHS (Ta anamisip 6yn0 nepernaHyTO Ta BCTAHOBAEHO BiAnoBinHiCTD
GMP.

Ykpaiua
65080, m. Oneca )
bKa nopora, 86_{Lixep 3.0.
miame) TR (HTEPXIMy | (B)

BIAOIN KOHTPOMIO SIKOCT!

3acTymHuK renepaibHoro ANPEKTOpa 3 IKoCT

YnoBuoBaxena oco6a




