| hl HOCE ®APMA C.A.

: LEMWH [10 ®OPE 1420 BPIWH-IANNIO BENbI A

l l Ten: +32 2 386 21 11

CEPTU®UKAT AHATIM3A )
ATAPAKC 25 MI" TABJIETKU, MOKPbITBIE MIEHOYHOW OBONOYKOW, 25 TABNETOK

Homep cepuu: 357970

ApTukyn: CIA02907

CTpaHa HasHaueHus: Poccuitickan ®egepaumn
3aperncTpupoBaHHbIe YCNOBUSA XPaHEHUS: XpaHuTb Npu TemMnepaType He BbilLe 25 rpag.
MpoussoauTens: BENLINA, OCB ®APMA CA, BPEWNH

CooTBeTCTBYET CneunduKaLmMm, YkasaHHON HIKe:

MNokasartensb Cneundukauusn PesynbraTt

PeaynbTarsl aHanuaa NEeKapcTBEHHOro npenaparta

OnucaHue Benbie, npogonrosatbie TabneTkW, NOKPLITHLIE NNEHOYHO Cooteetcryer
060n04KO#, C NoNepeYHoN puckon ¢ obenx CTOPoH

MoanuHHoOCTL:

FmapokcuauHa rugpoxnopua (B3XX) Bpems yAEepxWBaHWA OCHOBHOTO NUKA Ha xpomatorpamme  CooTBeTCTByeT
WCNbITYEMOrO PacTeopa, NOMyYeHHOW NpU KONMUYECTBEHHOM
onpejeneHuu, A0MKHO COOTBETCTBOBATDL, B npeaenax + 3,0%
BPEMEHW YAEPKUBAHUA OCHOBHOrO NUKA HAa Xpomarorpamme
CTaHAaPTHOIo pacTBopa rmApPOKCU3UHA MMAPOXAopUAa

MoanuHHoCTL:

mapokcuauna ruapoxnopug (TCX) OcHoBHOE NATHO Ha Xpomarorpamme ucneityemoro pacteopa CooTseTcTyer
N0 NONOXeHWK, BENUYMHE U OKPAcKe A0MKHO COOTBETCTBOBATL
OCHOBHOMY NATHY Ha XpoMarorpaMme CTaHAapPTHOrO pacTeopa

Cpeannan macca Okono 113,3 mr 113,3 mr

OpaHopopxocTe No Macce

MuHuMym lpoLeHT OTKNOHEHWA OT CcpejHeid Maccel: He Gonee 2-x  -1,5%
VWHAVBWAYANbHLIX MAcc OTKMNOHAKOTCA OT CPeAHEeR Macchi Ha
BeNW4MHY MmeHee, YeM — 7,5% n HM opHa WHAWBMAYanbHas
Macca He AOMXHa OTKMNOHATLCA OT CpeaHeld Macchl Ha
BENWYKMHY, B 2 pa3a NpesbiLLaIoLLyI0 3TO 3HaYeHue

Makcumym lMpoueHT OTKMOHEHWs OT cpegHeid maccel: He Gonee 2-x 2,3 %
WHANBUAYaNbHEIX MAcC OTKNOHAKTCA OT CPEAHEN MacChbi Ha
BenuunHy Gonee, Yem +7,5% M HW OAHA MHAWBMAYaANLHas
macca He JOMXHa OTKMNOHATLCA OT CpejHeldl Macchl Ha
BENUYMHY, B 2 pasa NPeBbILAaKLLYI0 3TO 3HaYeHne

Homep Bepcuu Crpanuya: 1 na 2 Aara cospanus fokyMeHTa B thopmare (A0.MM.ITTT)
Homep 3anucu & cucteme LIMS Homep 3anucu 8 cucteme SAP
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HOCE ®APMA C.A.

LWEMWH A0 ®OPE 1420 BP3AH-ITANNKO BENBLINA

Ten: +32 2 386 21 11

CEPTU®UKAT AHANMU3A

ATAPAKC 25 M TABNETKM, MOKPbITLIE MNNEHOYHOM OBONOYKOW, 25 TABJIETOK

Homep cepuu:
ApTukyn:

CTpaHa Ha3HaJdeHus:

3aperncTpUpPOBaHHLIE YCNOBUSA XPaHEHWA:

Mpon3soauTens:

357970

CIA02907

Poccuiickas ®egepaumvs

XpaHuTb Npu TEMNEpPaType He Bbile 25 rpag.
BENLIMA, KOCE ®APMA CA, BPEAH

CooTBeTCTBYET CneundmrKaumni, ykazaHHon Huxe:

MokasaTenb Cneundmkaumsa PesynbTaTt
PacTBopeHme He meree 75 (Q) OT 3asBNeHHOrO KONUYecTea rugpokcuanHa 103 % 96 %
ruapoxnopuaa npu 30 MUH 93 % 92 %
98 % 97 %

PoacTBeHHLIe NnpuMecK

Niobas naeHTuUUMpoBaHHas NPUMECH

Nio6as gpyras npumecsh

Cymma npumecen

He 6onee 0,50%
He 6onee 0,20%
He 6onee 1,50%

< MKO (0,10) %
< KO (0,05) %

He onpepenseTcs %

Bopa He Gonee 6,0% 41 %

KonuuecTBeHHOe onpeaeneHue 95,0 - 105,0% ruapOKCUINMHA ruapoxnopwuaa ot sassnenHoro  101,5 %
Konu4ecTsa

OAHOPOAHOCTE AO3MPOBaHUA

OAHOPOAHOCTL A4,03MPOBaHNA B cooteetcteuu ¢ Esp. ®. 2.9.40 unu O®C 1.4.2.0008.18 CootBeTcTBYET

Mpuemnemoe 3HayeHue He Gonee 15,0 6,1

MuH. aHa4YeHune CornacKo hakTu4eckum U3MepeHnsam 97,5 %

Makc. 3HaueHue CornacHo (hakTM4eCKUM N3MEePEHUAM 105,7 %

CpepHee 3Ha4eHune CornacHo ¢akTU4ecKum N3MepeHnam 101,5 %

Mukpobuonoruyeckas YMcTora KaTteropus 3A unu B cooreetcteun ¢ Eep. @. 5.1.4

TAMC He 6onee 1000 KOE/r < 100 KOE/r

TYMC He 6onee 100 KOE/r < 50 KOE/r

Escherichia coli OtcytcteyerB 11 OTcyTcreyeT

3ansneHue o cepTudMKauum

HacTosLMM A NOATBEPXAAK, YTO NPeAcTaBneHHas WHADOpMauns ABNAETCA [OCTOBEPHOI W TOuHON. BbieykasaHHas cepus Gbina
NPOM3BEAEHA U NPOTECTPOBAHA B NOMHOM COOTBETCTBUU C TPEBOBEHUAMM GMP, npU3aHaHHbLIMK NOKanbHbIM PEryNATOPHLIM OPraHoM.
3anucK No NPOM3BOACTBY ¥ aHanuay cepuu Gbini NpoBEPEHbI M NPU3HAHBI COOTBETCTBY UMMM TpeGosaxnam GMP.

[aTa npowaeoacTea: (4O.MM.ITTT) 25.05.2022 OT uMeHwn

Cpox rogHocTu: (AO.MM.ITTT) 30.04.2027 YMONHOMOYEHHOMO JNULA NMNOWAAKN: XXAH-NOK OE KEW3EP

3NeKTPOHHas Noanuch

BhinyLeHo: CUNbBUA KYHI

ABTOPM30BAHHOE NALIO

Mecmo &na nodnucu
YNONHOMOYEHHO20 JIUYa Nnotuaoky

[Dara soinycka: (40.MM.TTTT) 12.09.2022

Homep Bepcuu
Howmep 3anucu B cucteme LIMS

CrpaHvya: 2 na 2 [ara coanaHus nokymeHTa 8 coopmare (A0 MM.ITTT)

Homep 3anwcu B cucTeme SAP



