| hl HOCE ©@APMA C.A.

: LIEMWH [0 ®OPE 1420 EPSAH-ANMIO BENBMAA

I I Ten: +32 2 386 21 11

CEPTU®UKAT AHATNUIA
HOOTPOMATN 800 MI™ TABNETKW, NMOKPLITLIE NMNEHOYHOM OBONOYKCH, 30 TABNETOK

Homep cepuu: 445621
ApTHKyN: CIADS684
CTpara HasHaYeHus: Pocewiickan Pefepauus

3aperucTpUpoBaHHLIE YCNOBUA XPaAHEHWA! XpaHuTs Npu TEMNEepaType He Bbillie 25 rpag.
MpoussoguTens: BEMNLIAS, FOCE ©APMA CA, BP3IAH
CooTeeTcTayaT cneludiMkaliig, YKasaHHol Huke:

Mokazatens Crneundmukauus PezyneTtar
PeayneTaThl aHan1aa nekapcTBeHHOro Npenapara
Onucanue Bensie, npoaonroeaTeie T2BNeTKM, MOKpuITmie nneModHod  CooTeeTcTRYET

oBoMoJYkoil, © nonepedyHoid puckol, Ha o4HOW CTOpOHE
TabneTky cnpasa W Cresa oT pUcky rpasvposka «N»

MognUHHOCTE!

Mupaueran (BAHX) Bpems YAEPHMBEHMS OCHOBHOTG MWKE HE XpoMaToipaMMe CooTeeTCTRYET
WCMLITYEMOro pacTEOpa AoMMHO COOTBETCTEOBATL BPEMEHW
yAepXUBAHMS  OCHOBHOMG MMKA  HE  xpoMarorpamme
cTaHpapTHore  KkanubpomouHore  pacTeopa  NupaueTaMa
(aTHnoHeHWe AofkHo BriTh & npeaenax + 1,0%)

MognwuHHOCTL:

MupaueTam (KI5 Morockl NOrnolleHdds B cnektpe wenemyemoro ofipasua  CooTeeTtcTayer
AOMKHEl  COOTBETCTECBATH MO MONOKEHWD  Nonocam
norfoLleHWA B CIekTpe cTasapTHoro oipasya

CpenHAd Macca OT B36 no 924 wr 873 mr

OpHopoaHOCTL MO Macce

MuHAMYM MpoueHT oTknaHeHua: He Gonee 2-% UHAVMBWAYansHex Macc us -2 %
20-T1 TaBNETOK OTKIOHATCA OT CPRAHAR MACCH! HE BEMUHIHY
MeHee, Yem -5,0% 1 HY 04Ha UHAVBUAYANEHAA Macca ua 20-T1
TaBneToK HEe JOMKHA OTKNOHATLCA OT cpefHell Macch Bonee,
yem Ha 10,0%

Homep Bepcuia Crparuya: 1wa 2 JlaTa coafaHUA AOKyMEHTa B QopMaTe (OO.MM.TTTT)
HoMep 3anvou & cacTeme LIMS Homep sanvci B cuoTeme SAP
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HOCE @APMA C.A.

LWEMWH [IH0 ©OPE 1420 EP3WAH-ITANNIO BENLIAA

Ten: +32 2 386 21 11

CEPTUDMKAT AHANU3A

HOOTPOMKWA 800 M TABNETKW, MOKPLITLIE MMEHOYHOM OBONOYKONA, 30 TAENETOK

Homep cepun:

ApTukyn:

CTpaHa Ha3Ha4YeHus:
3aperveTpUpoBaHHLIE YCTIOBUA XPaHEHUS:

MNpouasoauTEns:

445621

CIAO5684

Poceuidcian depepauws

XpanuTk NpY TEMISPETYPE HEe Bbile 25 rpaa.
BENLIMAA, HOCE ©APMA CA, EP3AH

CooTEeTeTRYeT crelMhbrkali, YKazaHHoR Hinke:

[Mokazarens

Makcumym

Pacreopenue

Cogepxanve Bofkl

KonuvyecreeHHo® onpegeneHne
MupaueTtama

POACTEOHHLIE NPUMECH:
2-MponMAoH-N-yKCYCHan KuenoTa
NMwBas HemssecTHaA NpUMech

Cymma npuMecei
(MASHTMDUUMPOBaHHBIX ]
HenneHTMULIMpOBAHHbIX) '

I\huupoﬁuonnruuacm YucroTa
B cooTsetcTeum ¢ EBp. €. 5.1.4

TAMC
TYMC

Escherichia coli

SasBnexure o cepTHdMKaLum

Cneuudukauus Pezynurar

MpoLeHT oTKNoHEHUA: He Bonee 2-x WHAMBMAYaNbHEIX Macc Uz 1 %
20-T1t TRONETOK OTKNOHAKITEA OT CPEAHEH MaCcChl HA BEMUHUHY
MEHEE, YeM + 5,0% u Hu ofHa MHAWBUWAYaNLHas Macca us 20-

TH TabneTok He AOMmxHE OTKNOHATLCA aT cpeAHell Macchl
Gonee, yem Ha 10,0%

He menee 75 (Q) nupaueTama fomkHO nepefTy B pacteop 8 100 101 101 100 102 101 %
TeveHue 30 MuH

He Gonee 1,0% 0 %

800 mr/TaBnerka 99.1 %
Mpenensi: 85,0% - 105,0%

He Gonee 0,20 % <10 (0.10) %
He Bonee 0,10 % =M0O (0.10) %
He Gonee 0,30 % KonwyecTeeHHO He

onpegensetcas %

He Gonee 1000 KOE/r < 10 KOE/r
He Gonee 100 KOE/T < 10 KOE/r
OteyTetayeTB 11 OreyTeTayeT

HacToRwmm A nogTeepXKAalo, YTo NPeACcTaBneHHan VHDOPMALMA ABMABTCA AOCTOBEPHON W TOYHOR. BlilleykasaHHan cepun npogyKra
Bhina npou3BefeHa, BKIOYaA KOHTPOML KEYECTEE B NMOMHOM COOTRETCTEMK ¢ TpeBosaHMaMIA GMP noxansHslx PErynaTopHLIX DpraHoe
¥ PerucTpauvonHore VaocToeepeHus, 3anucy no NPOW3BOACTRY W aHaNNay cepui Dhifid NPOBEpeHsl W MPUMEHAHE! COOTBETCTBYIOLLAMIA

TpeboraHuam GMP,

[Hara npouasopctaa: (A0.MM.ITTT)
Cpox rogHocTti: (IO.MM.ITTT)

PNEKTPOHHAA NOANUCE
ﬁhmyu.l.enu:

Lara seinycka: (A0.MM.TTTT)

Homep Bepoum
HoMep sanven & ckcteme LIMS

08.12.2025 OT UMEHK
30.11.2029 YMOMHOMOYEHHOMO NLIA MNOWALKA: XAH-TIHOK [1E KEW3EP

ACMWH CEKKAT
Mecmo ang nodnueu
ABTOPU3OBAH HOE n MHD DNHOMBVBHHO20 AUUE NROWADKY
13.03.2026
Crpammua: 2 u3 2 A ensfisn Juokymerta @ chopmaTe (U MM.ITTT)

“*Homep 35 B oucTEME SAP
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