Nlorotunn

Martepuan: 7500315020

Kauectso: QDP0012563 V3

CeptuduKat aHanusa

Homep cepTudukara:
40000075791

HanmeHoBaHue: 3kopan 50 mr, 5x10 kancyn

Homep cepun: 100024649

Konunuecrso: 4416 wt

[arta npoussoacTea: 23.06.2021 Cpok rogHoctu: 31.05.2023
Napametpbl Cneuundurauumsa PesynbTatbl
OnucaHue MpoponrosaTtble HeNpo3payHble, bypoBaTo- cooTBeTCcTBYET
BM3YyanbHblI YKenTble, MArKWe KenaTUHOBbIe Kancy/ibl €

n306parkeHnem CABOEHHOrO TPEYrobHUKA U

«50 mr». Cogep»knmoe Kancynbl — MacnaHucTas

KUAKOCTb OT XKEe/NTOBATOro A0 KenTo-

KOPUYHEBOrO LLBETA.
NopnnHHOCTL Bpemsa yaepKmMBaHMA OCHOBHOIO MMKa Ha COOTBETCTBYET
AM/RD/LC001 XpoMaTorpaMme UCMbITyemMoro pacteopa

[O0/KHO COOTBETCTBOBATL BPEMEHMU

yAeprKMBaHMA OCHOBHOIO MUKa Ha

XpomaTorpamme CTaHAAPTHOroO pacTeopa

LMKNOCNOPUHA
OAHOPOAHOCTb Macc COOTBETCTBYET
B cooTBeTcTBMMU C EBp. ®. 2.9.5.
- He meHee 18 13 20 kancyn +10% COOTBETCTBYEeT
- He 6onee 2 13 20 Kancyn +25%
Pacnapgaemoctb He 6onee 15 muH
MeToanka pupmbl 1.Ecan 1 nam 2 Kancynbl U3 6 NCNbITyeMbIX 8 MMH

Kancyn pacnagatotca 6onee yem 3a 15 MUH, HO

He 6onee yem 3a 30 MUH, UCMbITaHNE

NOBTOPAIOT eLle Ha 12 Kancynax;

2. He 6onee 2 Kancyn 13 18 ncnbiTyembix

Kancyn moryT pacnagaTtbca 6onee yem 3a 15

MWH, HO He bonee yem 3a 30 MUH
Mokasartenb npenomneHusa 011,340 po0 1,470 1,464
B cooTBeTCcTBMM C EBp. P. 2.2.6.
OAHOPOAHOCTb A03UPOBAHUA He 6onee 15.0 % 1,5%
KpuTepuii npuemnemocTn Ecnun AV ansa nepsbix 10 kKancyn 6onee yem
AV 15.0 %, ncnbiTaHWe NPOBOAAT HA CAeAyOLNX

20 Kancynax.

NTorosbiii Kputepuin npuemnemoctu (AV) ana

30 kancyn < 15.0 % 1 HX o AWH

WMHOMBUAYaNbHbIN pe3ynbTaT He JO/IKeH bObiTb

meHee yem 0.75 M nnaum 6onee yem 1.25M
dtaHoN He meHee 8,0 % (m/m) 9,3%
Bopaa He 6onee 3,0 % (m/m) 2,2%

CopepraHue LMKAOCNOpPUHA

ot 45,0 go 55,0 mr/Kanc.

49.8 mr/Kanc.

MpoayKTbl Aerpagauum

- uMKnocnopuH H

- U3OLMKNOCNOPUH A
Mpumecu

- ymknocnopuH U

- umMKknocnopwuH Abu 5

- ymknocnopuH D

- ANTNAPOLMKAOCNOPUH A

He 6onee 0,5 % (OT KOMYECTBA LMKAOCNOPUHA)
He 6onee 0,5 % (OT KOMYECTBA LMKAOCNOPUHA)

He 6onee 0,4 % (OT KONMYECTBA LMKIOCNOPUHA)
He 6onee 0,3 % (OT KONMYECTBA LMKIOCNOPUHA)
He 6onee 0,2 % (OT KONMYECTBA LMKIOCNOPUHA)
He 6onee 0,4 % (OT KOAMYECTBA LIMKAOCNOPUHA)

<0,1%
0,2%

0,1%
0,1%
0,1%
0,2%




- UMKNOCNopuH V He 6onee 0,4 % (OT KonnyecTBa unknocnopmHa) | 0,1%

- HeM3BecCTHble npumecu He 6onee 0,1 % (OT KonnyecTBa unknocnopmHa) | 0,1%
MHOMBUAYANbHO 0,9%

- CyMMa Npumecei 1 NpoayKTos He 6onee 1,5 % (OT Ko/IMYECTBa LMKNOCNOPMHa)

Aerpagaumnm

MuKpo6uonoruyeckas Ynctora

-061Luee 4YMCN0 aspobHbIX — He 6onee 103 KOE/r <50 KOE/r
MWKPOOpPraHM3MoB — He 6onee 10% KOE/r <50 KOE/r
-06Lee YNCNO0 APOMKIKEBDIX U —oTcytctBMe B 1T oTcyTcTene/r
njaecHeBbIX rPUb0B

-Escherichia coli

TecT «O4HOPOAHOCTL MO Macce», NnpoBoanTcA no Esp.®., pesynbTaTbl yKa3biBAOTCA B COOTBETCTBUM C
TpeboBaHUAMM, NPUHATBIMK B PP ( TD PP ). Ccbinka Ha Papmakoneto CLUA v T PP BKAtoYeHA B COOTBETCTBUM C
TpeboBaHnaMM M3 PO, nponssoanTeNb NPOBOAUT UCNbITaHUA B COOTBETCTBUM € TpeboBaHuamu Ph. Eur. nau
USP 1 no BHYTPEHHUM OnepaLMOoHHbIM Npoueaypam. KOHTPOAMPYETCA KaXKaas cepua «nojayroToBoro
NpPOoAyKTa» B COOTBETCTBUM CO CneuubuKaumeit Ha «NoayroToBbii NPOAYKT» (B T. Y. M MO NoKasaTento
«MuKpoburonormyeckas YMCToTa») U BKNHOYAET NONYYEHHbIE Pe3ynbTaTbl UCMbITaHMIA B cepPTUOMKATLI aHaNn3a
Ha roToBbIl MPOAYKT NO BCEM NOKA3aTeNsaM, 33 UCKAOYEHNEM NoKasaTens «Onucanme». (Cneundmkaymm npu
BbIMYCKE Ha «MONYroTOBbIN NPOAYKT» N rOTOBbIN NPOAYKT aHaNOTUYHbI).

MoATBep:KAato, YTO BblleyKasaHHanA MHPOPMaLLMA ABNAETCA AOCTOBEPHOM M TOYHOW. ITa NAapTMA NPOAYKTa
6bln1a NPOTECTUPOBaHA B COOTBETCTBUM € TpeboBaHMAMU GMP MeCcTHOro peryanpyoL,ero opraHa u
3aperucTpMpoBaHHol cneumouKalmelt cTpaHbl-umnopTepa. PesynbTaTbl TECTUPOBAHMA BbIIM PAaCCMOTPEHbI U
NPU3HaHbI COOTBETCTBYHOLLMMM 3aPErnMcTPUPOBaHHON cneunduKaumm.
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