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CEPTHMGUKAT AHANKW3A

KETTPA 500 MI™ TABNETKY, MOKPBITHIE NNEHOYHOW OBONOYKON, 60 TABNIETOK

Homep cepun:
ApTURYS:

CTpaHa HasHaudeHuWa:

3aperucTpupoBaHHbie YCNOBWA XpPaHeHus!

MpoussoguTEns!

447581

CIAD5875

Pacculickan depepaums

XpaHuTk NpY TEMABPaTYPE He Beilue 25 rpan.
BENMLIMAA, 1OCE GAPMA CA, EPSIH

CooTeeTeTRYaT cnelrdiMkalyy, YrKasaHHOW Hinke:

MokazaTens

CneuunduKayus

PesynbTaTsl aHANW3A NEKAPCTBEHHOD Npenapara

Onucauue

OaHopoaHOCTL AO3UPOREHNA

OAHOPOAHOCTE A03UN0OBAHWS

MokasaTternks NPUeEMNEMOCTH
MUHMMANLHOE 3HE4eHe
MakciMansHoe sHEHEHWe
Cpeariee 3HaqeHue
MpexTudukauus:

Nesatvpauetam (B3MX)

MpenTutukalua;

Nesetupauetam (TCX)

PacTeopeHue

KonuuecTEeHHOE onpegeneHue

NeseTupauetam (B3MHX)

Havep nepciid
Homep aanuo b cheTame LIMS

MenTeie oBankHoi  hopmel  TABNETKW, NOKPbIThE
MNEHOYHOR 0BONEYKOR, C PUCKOl W PABUPOBKaMK «uch» 1
«500» Ha 0AHOW CTOPOHE

Mepasli nokasaTtens npueMnemocty (AV): e Gonee 15,0,
Bropoi nokasaTens npuemnevocti (AV): ue Gonee 25,0.

He Gonee 15,0
PenopTupyemoe sHaqeHue
PenopTupyeMoe aHavyeHue

PenopTupyeMoe SHEYeHWe

Bpems yAepKYEaHWA OCHOBHOMG MUKE HE XPOMETOrpamMme
WCMLITYEMOro  pacTBOPS  AOMKHO  COOTBETCTAOBATH
BpEMEHM  YASPHWMBAHWRA NWKE NEBeTMpaUeTaMa  Ha
XpoOMATOrpaMME CTaHAapTHOrD pacTacpa  (OTKNOHEHWe
MOWET cocTasnATh He Bonee 3,0%)

QOCcHOBHOE MNATHO Ha XpoMaTorpaMme MenkITYemMoro
pacTsopa no nonoxeuwio (Rf okono 0.4 +/- 0,1), senuduKe
W DKpacKe O0MKHO COOTRETCTBOBETL OCHOBHOMY NATHY Ha
%poMaTorpamMMe CTEHAARTHOMD PAcTBOPa

Q = 80% npu 30 MUK

Kputepui npuemnemoctd USP, yposeHs 2

500 mr/Tat.
Hopma: 85,0 =105,0 %

Crpanmia; 1 wa 2

Pezynwurart

CooTBETCTEBYET

CooTBaTcTeyeT

1,5
993 %
101.3 %

100.4 %

CooTBaTCTBYET

CooTeeTcTaYET

02 98 100 100 99 100 %

100,4 %

[laTa coagaHus AckymerTa a chopuare (0 MM, )

Homep 3anucu b cuctema SAP



Ten: +32 2 386 21 11
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‘ B LWEMWH [0 ©OPE 1420 BRAH-IVANNIO BENLIMS

CEFTUDUKAT AHANU3A
KEMMPA 500 M TABNETKW, NOKPLITELIE MIEHOYHOW OBONOUKOW, 60 TABIETOK

Homep cepum: 447581

APTURYN: ClA05875

CTpaua HagHayeHus; Poccuiickan ®enepauus
ZaperieTpUpOBAHHLIE YCNOBWA XpayaHus: XpaHuTh MpY TEMNEPaTYpe He akiwe 25 rpag.
[TpovasoauTEnD: BENEMASA, HOCE ®APMA CA, BP3WH

CooTeetcTayeT crneuudiukalmi, YrasaHHoi HyKe:

Mokazatenk Cneumdcbukauun PezyneTar
HeananTuoMepHLie NPoayKTkt

paznomesun (BING):

Cneuvthuyeckas WieHTUDWLMpYeMan: He Bonee 0,50% = [TKO (0,10) %
Z-nupponupoH-N-MacnsHas kicnoTta

TMiobas envHuuHas  He Gonee D,10% < MKO (0,05) %
HeWaeHTUhULYPOBAHHESA NPUMECH

Cymma npumeced waeHTMduuupyeMex He Gonee 0,80% KonudecTeeHHo He
W HeWEeHTUDULMPYEMBIX anpegenserca %

MukpoBuonoru4yeckas yMcToTa

TAMC He Gonee 1000 KOE/r MpoBoAUTESH NEpUOAMYECKA
TYMC He Bonee 100 KOET MpoBoAUTER NEPUOAMHECKH
Escherichia coli OteyreteyeTrB 11 MpoBoaUTEA NEpUOAUHECKI

3amEneHue o cepTuchuKaLum

HacToawum & NoATsepXAS0, YTO NPEACTABNEHHAR WHOPMaLWA SENAETCA [OCTOBREPHOR W TouHOA. BeilweykasaHHan cepua Gbina
POM3BE/AEHE W MPOTECTUPOBAHA B MONHOM COOTBETCTBUW C TpeGoBaHuaMy GMP, NpU3HaHHLIMY NoKansHEIM PETYMATOPHLIM ORraHoM.
3anvcy No NPOMIBOACTEY W aHaNU3Y Cepiy GLINY NPOEEPEHL! U NPU3HAHL! CODTBETCTBYIOWMMI TpeBoBaHuaM GMP.

[fata npouseoactaa: (0. MM.ITTT) 11.12.2025 OT UMEHU
Cpok roaHocTu: (0.MM.ITTT) 30.11.2028 YNONHOMOYEHHOI® NLIA TNOLLIALKA: YAH-MIOK [E KEW3ER

SNeKTPoHHaA NoANKUEE ~ ey
Banb3am Bed Akada - N

BuinyLyeHo; =/ Han e Mgemo ong noonucy
ABTOPUIOBAHHOE ML || | 10 2 ynonowavennaza nuua nioiads

[ata ssinycka: (AA.MM.ITTT) 09.04.2026 Bharre

Homep Bapcii Crpavua: 2 ua 2 —— Oata coagarun pakymenTa & dopmare (L0LMM.ITTT)

Homep saruen o cucreme LIMS Howmep 3anucy B cucTeme SAP



