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HOCE ©APMA C.A.

WWEMMWH [H ©OPE 1420 BEP3WH-TANNK BENBLIAA

Ten: +32 2 386 21 11

CEPTUGUKAT AHANIUZA

KEMMPA 250 MI TABNETKW, NMOKPBITEIE NNEHCYHOM OLONOYKOW, 30 TABETOK

Homep cepuu:

ApTuKyn:

CTpaHa HasHaueHus:
2aperucTpUpoBaHHLIE YENOBUA XPaHEHWRA:

MpouasoauTENs:

444123

ClA05873

Poccuiickas degepauus

XpaHuTb Npy TeMnepaTtype He Beiwe 25 rpad.
BENLIAS, KOCE ®APMA CA, BPOIAH

CooTEeTCTBYET creUugUKkaLIMY, YKa3aHHOR HKe:

Mokazarens

F'B:!.y!'leaTbl aHanuvaa nekapcTeeHHoro npanapara

Onucasue

OQHOPOAHOCTE AO3VUPOBEHUA

OAHOPOAHOCT 03UPOsaHIiA

MNokazatens NPUeEMNEMocTH
MuUHUMANLHOE SHEYEHWE
MaKcUMarkHOEe 3HaYEHHe
CpeaHee aHaueHle
MoanuHHOCTL:

NesetupaueTam (B3HX)

MoanMHHOCTL:

NemetupaueTam (TCX)

Himep aepow
Homep 3anvon n cactema LIMS

CneundukaLus PezyneTtar
TonyBeie osansHol dopms! TaBNeTky, NOKPLITLIE MMEHoYHoiA CooreeTcTRYET
aBoroUKOM, € PUCKOIA 1 rpaBMpOBKaMY «ucby 1 «250» Ha oaHoA
CTOpoHE
CooteeTcTsyeT EBp. ®. 2.9.40 CooTBeTCTBYET
L1=150uL2=250
He Bonee 15,0 2,5
PenopTWpyeMoe 2HaveHus 98,5 %
PernopTypyeMoe sHaveHue 1018 %
PenopTupyemoe sHayeHue 100,65 %
Bpems yAepHWBAEHWA OCHOBHOTO MWKa Ha Xpomararpamme CooTRETCTBYET
UCMBITYEMOre pacTeopa AOIDKHO COOTEETCTBOBETL BpPEBMEHW
yaepiuBaHis WKa NeseTWpaleTaMa Ha XpoMatorpamve
CTAHJEPTHOrG PACTBOPE (OTKNOHEHWE MOXET COCTABNATE HE
Gonee 3,0%)
OGHOEHOE MSTHO Ha XpOMETOrpaMMe ucnbiTyemoro pacteopa  CoOTRETCTRYET
no nonokenmo (Rf = 0.4 £ 0,1), Benu4UHE U OKPACKE AOMKHO
CODTEETCTECBETE OCHOBHOMY MHTHY HAE XpoMarorpamme
CTaHABPTHOrG PacTeopa

Crparnuya: 1 Ws 2 [lata cosiaHua ACKYMEHTA B thopmare (OOMM.FTTTY

Homep sanucy B cucteme SAP
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HOCE ®APMA C.A.

LWEMUWH [0 ©OPE 1420 BPSAH-ITANMD BENLIMASA

Ten: +32 2 386 21 11

CEPTUDMKAT AHANKM3A

KEMMPA 250 MM TABNETKW, MOKPLITKIE MNEHOYHOR OEONOYKON, 30 TABNETOK

Homep cepuu:

ApTukyn:

CTpaHa HasHaueHus:!
SaperucTpypoBaHHLIE YCIIOBYA XpaHEHUA:

lMpousROAUTENL:

444123

Claosa73

Poccuiickas deaepauma

XpaHiTL Npy TEMMepaType He Bhile 25 rpag,
BENBIMAA, KOCE GAPMA CA, EP3IH

COOTBETCTBYET CreuMdvKaLii, YKE3aHHON HIDKE:

lMokazarens

PacTEopeHMe

KonuuyecTEeHHOS onpegensHue

NesetvpaueTtam (BAHX)

HeaHauTuomMepHbie NpoayKThl
paznoxeHun (BXX):

Creuudmieckas noeHTUULMpyeMas:
Z-nupponuioH-N-MacnaHan enoTa

TNwbana eiuHAYHas
HeUjeHTUPUUMDOBAHHEA NPUMECE

Cymma npumeceid waeHTUQULMpYeMbIX
W HEWAEHTUDULMPYEMbIX

MukpoBuonoryeckan YKcToTa
B cooTeeTcTRMM € EBp. ©. 5.1.4

TAMC
TYMC

Escherichia coli

3anBeneHne o cepTNhNKaLKK

Cneyudurauyus Pezynetar

Q = 80% npu 30 muH 88 101 99 99 101 101 %
KpuTepuii npuemnemoctit USP, yposeHs 2

250 mriTab. 100,5 %
Hopma: 95,0 - 105,0 %

He Bonee 0,50% v <MKO (0.10) %

He Gonee 0,10% =MKO (0.05) %

He Bonee 0,80% KonuuecteerHo He onpeaenaetca %
He Gonee 1000 KOE/M <M0O (50) KOE/r

He Bones 100 KOE/M <M0 (20) KOE/r

Orcyrctayete 11 OtcyTeTeyeT

HacTosumm 7 NoATEEPHAAIO, YTO NPEACTARNEHHEA WHHOPMBLMA ABNASTCA AOCTOBEPHORA WU TOMHON, BuiueykasaHHan cepun Beina
NPOM3BEAEHa W NPOTECTUPOBAHA B NONHOM COOTBETCTBMM ¢ TpeGoBaHuAMn GMP, NpUaHaHHEIMIA NOKENEHEIM PETVIIATOPHEIM GPraHoM.
3anucu no NPpoWIBOAGTEY W SHaNW3Y Cepui Bbiny NpoBepelk! 1 NPU3HEHS! CODTBETCTRYIOWMMY TpeSoraHuam GMP.

Hara npouzeoactea: (OO.MM.ITIT
Cpox rogrocTu: (O0.MM.ITTT)

BNEeKTpoHHAEA NOANUGE
BuinyiueHo:

DOata seinycka: (ULMM.ITTT)

Homep meptug
Homap 3anuou B cuctame LIMS

28.11.2025 OF uMeHm
31.10.2028 YIOMHOMOUYEHHOTO NULIA MIOLLALKA: YAH-MHOK [IE KEM3EP

3MWINY BEPXOBEH
AETQF’MSQEAHHDE'HHHO ‘ 72 Ny ynanuuns:gmggg;ggg%%uamu

17.02.2026

Crpanuly 2 ua 2 [laTa cosganua AoKYMEHTa B dopmaTe (O0.MM.ITTT)
Homep sanueu i cucreme SAP



