ra

ATAPAKC 25 MI TABNETKY,

Homep cepuu:

ApTHKYN:

bmana HagHayeHus:
3aperucTpuposaHHLle YCINOBWA XpaHeHus:

Mpoussonutens:

IOCE ©APMA C.A,

WEMMWH [0 $OPE 1420 BP3AH-TANTIO BENbIMA

Ten: +32 2 386 21 11

CEPTURUKAT AHANUZA

453458

ClAD5682

Poceuiickan defepalms

XpanuTe npu TeMnepaType He abille 25 °C
BENBIUA, HOCE GAPMA CA, BP3SIH

Cooreeterayer eneuMdvKaLmMy, yrkasaHHo Hinke:

Mokazartens

Pactaopeuue

He wewee 75 (Q) or samaneHHoro

Cneundpukayus

KonudecTra

MMAPOKCU3MHE rUapoxnopuaa npy 30 MuH

PoacTaeHHLie npumecu

NioGan
npuMech

UReHTUULKpoBaHHas

IoBan apyras npumecs

Cymma npumeces

Bona
Kenuuecrmennoe onpepenenne

He Gonee 0,50%

He Gonee 0,20%
He Gonee 1,50%

He Gonee 6,0%
950 - 105,0%

TUAPOKCU3WHA  rydpoxnopuaa ot

33ABMEHHOrO KanuyecTsa

OaHopogHoeTk Ao3WpoBaHUEA
OpHopoaHocTs A03UpoBaHua
Mpuemnemoe sHaveHue

Muk. aHaveHue

Make. aHavsHue

CpegHee anaveye
MvkpoBuonoruyeckas uucrora
TAMC

TYMC

Escherichia coli

3asEneHue o cepTuduKkaLuu

HacToswmm 5 nogteepsxaan, yto NPEeACTARNEHHAs WHOO)
NPOMSBEAEHE W NPOTECTUPOBAKE B NOMHOM
3anvcu no fpouasogcTay 1 aAHAanuzy cepuu

fata npovasageTea: (AOMM.TTTT)
Cpok rogHocTa: (O0.MM.ITT n

AnekTpoHHas noanuce
Binyiexo:

lara ewinycia: (I0.MM.I (D)

Homep sepoum
Homep aanvey & cuctene LIMS

B cooteercramd ¢ Esp. @. 2.9.40 unu OC 1.4.2.0008.18
He Gonee 15,0

Cornacko thakruueckum U3MEpEHUAM

CornacHo thakrudecium H3MEDEHUEM

CornacHo dakruueckum H3aMepeHUsM

Kareropus 3A, CoOTBETCTBYET ¢ ERp, ©. 5.1.4

He Gonee 1000 KOE/M

He Bonee 100 KOE/r

Otcyrcrayere i r

MNOKPEITHIE NNEHOYHOR OBQNOYKOW, 25 TABMIETOK

Peaynerar

104 101 98 103 105 102 %

= MKQ (0.10) %

= MKO (0.05) %

Konwyecteenno
onpeaenuvo %

4,0 %
102,6 %

CooTaertcTayer
59

96,7 %

1051 %

99,8 %

=100 KOE/r
<100 KOE/r

Ortcyrereyer

He

PMAaLAs ABNAETCA ADCTOBEPHOR M TouHOR. BuilueykasaHHas cepus Beina

COOTBETCTBUM G TpeBosanusmy GMP, NPUSHAHHLIMK NOKaNkHLIM perynaTapHLM opraHom,
Bbinu NpoRepeHs 1 NPUSHAHEI COOTEETETBYIOL MY TpeGoBaHMAM GMP.

28.01.2028 OT umeHu

31.12.2030

NYWNC ATEN
ABTOPU3OBAHHOE NULO

23.06.2026

CrpanMua: 2w 2 Nata duuqanun

Rorywesiia s

' . Mecmotinn nodnicy
P ynmhamfahmqga'nuua nipwadky

Homep aanuey m theteme SAR

YMONMHOMOYEHHOTO NILIA MNIOWATKY: H(AH—H}OK JE KEM3EP

hopmate (A7 MM.FTTT)



: LEMIH [0 ®OFE 1420 EPBUAH-ITATINIO BENELIMAA

l ‘ Ten: 32238621 11

CEPTUGUKAT AHANU3A
ATAPAKC 25 MIT TABNETKW, NOKPLITBIE NEHOYHOW OBONOUKOR, 25 TABNETOK

l hl HOCE $APMA C.A.

Homep cepun: 453458

Apmuyn: CIAD5B82

CTpaHa HasHa"aHWs: Poccuickan denepauvs
RapervcTpUpoOBaHHEE YCIOoBUA XpaHEHWR: ¥ paHvTs NpY TEMNEPaTYPE HE Boille 25°C
TpoussopuTEns! BENLIUS, I0CE GAPMA CA, BP3AH

CooTBETCTBYET cneludikauum, yKa3aHHoW HIKe:

MokazaTtens Cneuudukauus PesyneTart

PeayfbTaTL! aHaN®aa NexkapcTEeHHaro npenapara

Onucaxue Benble, NPOAOMroBaTHE TabNeTkd, MOKpLITHE nneHodHoR  CoOOTBETCTBYET
afanouKail, ¢ nanepedHol puckoit ¢ obenx cTOpoH

MoanMHHOCTE:

MapoKCH3INHE FUOPOXNOpUA, (BIMX) BpemA yAepiiRSHUA ocHOBHOrO MUKE Ha XpoMartorpaMmme CooteeTcTRYaT
ucnLITyemMoro pacTeopa, nonyyeHHol Mpu KONWHECTBEHHOM
ONpeAEneHy, AOMKHO COOTBETCTBORATE, s npeaenax £ 3,0%
speMeH YASPMUBAHMA OCHOBHOMC Muka Ha xpomarorpaMme
£TaHASHTHOTD PACTBOPA TMAPOKEU3UHE rugpoxnopuaa

MopnWHHOCTE:
uapoKCcKH3MHE rapoXnopra (TCX) OCHOBHOE MATHO Ha XpPOMaTorpamMme MEMBITYEMOTO pacTBOpa COoTBETCTBYET
10 NONOKEHUI0, BENUHUHE 1 OKPACKE A0MKHO COOTBETCTBOBaTH
OCHOBHOMY MATHY Ha XpoOMaTorpamme CTEHAApTHOMD pacTeopa
CpepHas Macca Oxeno 1133 mr 1135 mr
CnHOpOAHOCTL Mo Macce
- MuHuMyM MpougHT OTKNOHEHWA OT cpefHeil Macckl He Gonee 2x -13%
: MHOMEMZYENEHBX MAcC OTKNOHAKITCA OF cpefHeil macchl Ha
penuMHy mMeHee, uem — 7,5% u HA opka WHAUBUAYANBHER
Macca He AOMKHE OTKNOHATLCA OT cpeAHeiA macchkl Ha
senudnHy, B 2 paia npeBbilualollyo aTo 3HaqeHne
-Maucumym poUEHT OTKMOHEHWA OT cpenHed Macckl He Gonee 2-x 19%
MHAMEULYANEHEX MACC OTKNOHARTCA OT cpeaHeid macckl Ha
genuuKHy Donee, 4em +7,5% 1 H4 04HA WHAWBUAYENEHARA
Macca He A0MEHa OTKNOHATECA OF cpedHel maccel Ha
BenuuuHy, B 2 paaa NpeskILLIAILLYI0 3TO 3HaueHue
Hamep sepcuu CrpaHidua: 1ua2 [laTa coafiaHuA AoKyMarTa B thopmate (IULMM.ITTT)

Homep sanucy o cucrene LIMS Homep aanuei & cuctema SAP



