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HOCE ©APMA C.A.

LWEMWUH [0 $OPE 1420 EPAVAH-N'ANTIO BENLIVA

Ten: +32 2 386 21 11

CEPTUSUKAT AHATINZA

KEMNMEA 500 MM TABNETKWA, NOKPLITEIE MNEHOYHOA OBONOYKOW, 30 TABNETOK

Homep cepuu.
ApTukyn:
CTpaHa HazHa4yeHus:

ZaperMcTpUPOBaHHEIE YCNOBUA XpaHeHis.

MpovseoaUTENS!

434151

CIADS874

Poceuwiackas depepadna

XpaHWTk NpK TEMNepaType He BhillE 25 rpal.
EENLIUS, HOCE GAPMA CA, BP3AH

CooTeeTCTRYET creumndurikaumy, yKazaHHOM HbKe:

Mokazatenk

HeanaHTHoMepHbie
paznoenus (BIMWX):

NPOLYKTEI

Cneuwdiieckas MaeHTUULMpYeMan:
2-nupponuaoH-N-mMacnaHas KucnaTa

NoBas eAUHNIHESR
HeuaeHTUULIMPOBEHHARA NPUMECE

CymMma NpUMEcER WAEHTAPULMPYEMBIX
W HeuaeHTUhULMpYEMBIX

MukpoBronorMYeckan yucroTa
B cooteeTcTeWM ¢ EBp, ®. 5.1.4

TAMC
TYMC

Escherichia coli

IagEnedns o cepTUuthrKal iy

Crneuudunkauus PezyniTar

He Bonae 0,50% = MKO (0,10) %

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

Konu4ecTBERHD He
onpenenseTcs %

He Gonee 0,80%

He Gonee 1000 KOE/r MpoBDAKUTEA MEPUCLUHECKN

He Gonee 100 KOE/r MpoBCAUTCH NEPUOAMYEcKY

OTcyteTayeTs 1 MpoBOAVTCR NEPUOAVHECKA

HacToswuMM A NOATBEPWAE!, HTO NPSACTABNEHHAA WHDOPMALIA ARNAETCA [OCTOBEpHOR U TouHOR, BhilieyxasaHHan cepus Bbina

MPOU3BEAEHE U POTECTUPOBEHA B NOMHOM
JanqcK no NPOMIBOACTEY W BHaNW3Y CEplK

DNata npouasoacTea: (I0.MM.ITTT)
Cpok rogrocTv: (AO.MM.ITTT)

3neKTpoHHas NOANUCE
BrinyLyeHo:

[ata Brinycka: (OO.MM.TTTT)

HoMEp REpCAd
Hamap 3arMcy 8 cueTame LIMS

COOTBETCTEMY C TpeBosaHuamy GMP, npuaHaHHbIMUA NOKansHLIM PErYNATOPHBIM OpraHom.
bl NPoREPEHE! U NPU3HAHS! COOTBETCTRYIOLMMA TpeBosanuam GMP,

30.06.2025 OT uveHu

31.05.2028 YAONHOMOUEHHOMO JIULA MNOWATKA: AH-NIOK LE KEWA3EP

FICMUH CEKKAT .
ABTOPU30OBAHHOE TILIO

Meemo ang nodfuty
YIGTHOMOUEHHOAD FUUA RACLEKY

17.10.2026 =W ‘

Drpauuﬁa- 2wzl ) [1aTa COAnAHMHA AOKYMEHTE 8 dopMaTe (O0.MM.ITTT)
Homep 3anuou b eucteme SAP



| hl HOCE ®APMA C.A.

E LWEMWH [0 ®OPE 1420 BP3VH-TTANNK BENLIUSA

i ‘ ' Ten: +32 2 386 21 11

CEPTU®HKAT AHANKU3A
KEMMPA 500 MIT TABITETKIA, MOKPLITLIE MNEHOYHOW OBONOYKOR, 30 TABNETOK

Homep cepun: 434151

ApTakyn: ClAD5874

CTpaHa HasHa4yeHus: Poccuiickas ©enepalus
38pervcTRUPOBEHHLIE YENOBWA XpaHEHUA: XpaHutes npu TEMNEpaType He Beiwe 25 rpag.
MpavasoanTens: EENGTAS, IOCE ©APMA CA, BP3IH

CooTBeTcTRYET CratMdiukaLiin, YKa3aHHOR Hiske:

Mokazatens Cneuudukauus Pezynertar

PeaynkTatel aHanusa nekapcTeeHHoro npenapara

Onucavue Mentele oBankHOA  hopMbl  TABNETKW, MOKPeITRE CoOCTESTCTEYET
nnesovHoi 0BonoYKkal, ¢ PUCKDR M rPEBUPOBKaMK «uchy
1 «500» Ha ofHOR CTOpoHE

OOHOPOAHOCT L 403MPOBEHUA

OpHOpoaHOCTE AO3MPOREHUA T;%Bhilﬂ nokasaTenk npueMmnemoctd (AV): He Gonee CooTBeTcTeyer
BTopoi nokasaTens npueMnemactid (AV): He Gonee 25,0.

Mokazarens npyemMneMocTi He Gonee 15,0 25

MuHuMarnsHoe aHaueHwe Penoprupyemoe sHaveHne 98,1 %

MakcuMankHoe aHadeHue PenopTupyemMoe sHadeHue 1023 %

CpefHee 3HaYeHue FPenopTupyemoe sHadeHue 100,7 %

MognuHHOCTE:

lesaTupsuseTam (BINX) Bpems YASDHUBEHWA QCHOBHOTO nKa Ha Cooteercreyer

XPOMETOrpaMME  MCMBITYEMOTO  pacTBOpa  [OMMKHO
COOTBETCTBORETE BReMEHN YAEPKUBEHWR NWKa
neseTUpaleTaMa Ha XpoMartorpaMmMe CcTaHABPTHOro
pacTeopa (OTKNOHEHWE MOMET COCTEEMATE He Gonee

3,0%)
NognuHHOCTE:
lNesertupaveram (TCX) OcHoBHOE NATHO Ha XpPOMETOTpaMMe ucnkemyemore CooTeeTcrayer
pacteopa no nonoweHwio (Rf okono 04 +/- 0,1),
BENWYMHE W OKpacke JOMKHO COOTBETCTROBATh
OCHOBHOMY NATHY Ha XpOMartorpaMme CTaHAapTHOro
pacTsopa
PacTeopeHue Q = B0% npu 30 MuH 96 OB 5B 08 97 59 %

Kputepui npuemnemocty USP, ypopeHs 2
KoriwuecTBeHHDe onpegeneHine

lNeseTupauetam (BIHX) 500 mr/Tab. 100,7 %
Hopma: 95,0 —105,0 %

Hawep sepoun CTpaniaya: 1 s 2 Jlara coaganvs aokymenTa 8 chopmara ([LLMM.ITTT)
Homep aanuod o cucreme LIMS HoMep sandei B cucTese SAP



