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HOCE ®APMA C.A.

LUEMWH 00 ®OPE 1420 EPSAH-MANMO BENLMAA

Ten:+32 238621 11

CEPTUDUKAT AHANU3A

KETMFEA 500 M TABNETK, NMOKPBITLIE NNEHOYHOW DEONOYKOW, 30 TABNETOK

Homep cepuiu:

ApTURYn;

prpana Ha3HavyeHua:
éapemc:rpnpoaanumé YCNOBUR XpaHeHus:

MpouasoguTens:

444514

CIAD5874

Poceulickan depepaumn

XpaHuTe Npu TamnepaType He Buie 25 rpag,
BENLIWA, FOCE ®APMA CA, EPAAH

CooTBETCTEYET CRELMDUKELMY, YKA3AHHOMA HItKE:

Mokazatens

Cneuudukauus

Peayneratsl 8HanW3a NEKapCTREHHOD Npenapartsa

Onucanue

OAHOPOAHOCTE AD3UpOBaHWA

OAHOPOHOCTE 403UPORaHUA

MokazaTent npueMnNamacTi
MUHWMANEHOE 3HaYEHWE
MakcuMansHoe aHadyeHue
CpeaHee aHaqyeHue
MognunHocTs:

NeseTupauetam (BIXX)

MognuHHoCTE:

Nesetupaueram (TCX)

Pacreopatie

KonuuecteeHHoE onpegencHue

NeseTupaletam (BAMX)

Homep sepeuid
Homep sanucn b cucreme LIMS

MHentele oBaneHOR oOpMbl  TAGNETKW, NOKPBITEE
nneHo4HoR 0BanoyKoR, ¢ pyuckoil M rpaBUpoBKamMK «Uchy
Y «500» Ha 0AHOW CTOpPOHE

MNepBwili nokasaTenk npuemMneMocT (AV): He Bonee
15,0.

Bropoit nokaszartens npuemnemocti (AV): He Bones 26,0,
He Gonee 15.0

PenoptupyemMoe aHadexue

PenopTvpyemoe 3Hauexue

Penoptupyemoe sHaqeHue

Bpems  yAepKWBEHWA  OCHOBHOrD  MUKE  Ha
XPOM3TOTPEMME  WCTIBITYEMOrO  pacTeEopa  LOMTHO
COOTBETCTROBATL  BPEMEHM  YAGDWUBAHWS  NuKa
NEBeTWpaLeTaMa Ha XpomarorpaMMe cTaHAapTHoro
gﬂgaﬂ)ﬂpﬂ (OTKHOHEIHHE MOMET COCTaENATE He Oonee

OcHoBHOE2 NATHO Ha XpoMmaTorpaMme  UChITy@moro
pacteopa no nonowexuio (Rf okono 04 +~ 0,1),
BENUYKHE ] oKpacke AONMHO COOTBETCTBOBATE
OCHOBHOMY NATHY Ha xpoMaTtorpaMMe CcTaHoapTHoro
pacTeopa

Q = 80% npu 30 MuH

Kpurepui npuemnemoct USP, yposeHs 2

500 mritab,
Hopma: 85,0 =105,0 %

Pesynerar

Coorsercrayer

CooTeeTcTRyeTr

25
98,0 %
1014 %
100,1 %

CoOTBETCTBYET

CooteeTcTeyeT

99 99 98 99 100 100 %

Crpanitia 1 us 2 Jlara cospanun qorymMenTa o dopmate (Q0.MM.ITTT)
Hamep aanuoy o cuoteme SAP
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Homep cepuu:

ApTHkyn:

CTpaHa HagHaYeHus:
3aperMcTpUPOBaHHbIE YCMOBUA XPaHEHWS:

I"lpnuaan,qwm.nh:

HOCE ©APMA C.A.

IUEMWH JHO ¢OPE 1420 BPSVAH-ITANNKO BENLIMARA

Ten: +32 2 386 21 11

CEPTU®KKAT AHANTU3A

KEMMPA 500 MI" TABNETKW, NOKPLITLIE MNEHOYHOW OEONOYKOR, 30 TABNETOK

444514

CIADS874

Poccuiickan ©egepauus

XpaHuTh NpW TEMNepaType He Boiwe 25 rpan.
BENLIMAA, KOCE ®APMA CA, EP3IAH

CooTBeTCTBYET crneunduKaLmK, YKaZaHHOR HUKE:

Moxazarene

HeaxanTUOMepHEig NpoayKTLI
paznomeHus (B3XX):

Cneyndvdeckans uiedTuduLMpyemasn:
2-nupponuaoH-N-macnaHas kMcnorta

MoGaa efuHuYHas
HeWAEHTUhMLMPOBaHHER MpUMeck

Cymma npumecel WieHTUhULMpPYEeMBIX
“ HEWaEeHTURULMPpYEMBIX

MukpoBuonoruyeckas yucroTa
£ cooTRETCTRMM C Eep. . 5.1.4

TAMC
TYMC

Escherichia coli

3asBneHue o cepTUudHKaynmn

Cneuudcburauus Pezynetar

He Gonee 0,50% = [MKO (0,10) %

He Gonee 0,10% = [TKO (0,05) %

He Gonee 0,80% KonuyecteeHHo He

anpeaenseTca %

He Gonee 1000 KOE/r MpoBoAUTCH NEPUOAMHECKK
He Gonee 100 KOE/r MpopoguTes nepuogu-Hecku
OreyreteyerB 11 MNpoBoAUTCA NEPUOAMHECIH

HacToAwwWM A nogTEEpMIEID, YTO NPeACcTaBNeHHas WHDPMaLWMs SBNAETCH AOCTOBEPHDN WM TouHOR. BollueykasanHas cepusi Beina
NpoM3BefeHa U NpoTecTUpORaHa B NONHOM COOTRETCTRUM C TpeGosaHuAMY GMP, NpUsHaKHEIMK NOKANEHEIM PETYNATOPHLIM OPraHoM.
3anucK no NpoUsBoACTBY M @HaNU3Y cepuit ObINK NPOBEPEHEI 1 NPU3HEHEI CODTEETCTRYIOWUMY TpeboraHusm GMP,

[ata npouzsogersa: (AA.MM.ITTT)
Cpok ragHocTy: (A0.MM.ITTT)
3nekTpoHHaRA NOANUCE

BoinyweHo:

Hara ewinycka: (OQ.MM.ITTT)

Homep sepoun
Homep sanued b cucteme LIMS

09.09.2025 OT UMEHM

3MUNKY BEPXOBEH
ABTOPU3OBAHHOE NULO VHEHOMOVEHHO2D
19.02.2026
CrpaHaua: 2 ua 2 [laTa coananua gokyMenTa g dopmate (IU1MM.ITTT)

Homap aanueu B cueTema SAR



