l hl IOCE ©APMA C.A.

E WWEMUWH [0 ®OPE 1420 EP3AH-1I'ANNKO BENMBMARA

i ' Ten: +322 386 21 11

CEPTUGUKAT AHATIU3A
HOOTPONIAN 80D M TABIETKM, MOKPLITLIE NNEHOYHOV OBONOYKOM, 30 TABMETOK

Homep cepuw: 444827

APTIAKYN. ClAD5684

CTpana HagHaYeHus: Pocouiickas denepauns
BaperycTPUPOBAHHEIE YCNOBUA XPaHEHUA! ¥PaHUTE NpY TEMNEpaType He Boiue 25 rpaj.
poWIBOAUTENE; BENLTAS, HOCE ®APMA CA, BPGIAH

CooTBETCTEYET CneumMpukaLMy, ykasaHHol Hioke:

MNMokaszaTenb CneuudprKalua Peaynh'rm
PesynsTaTsl 3HEMW3A NEKapPCTREHHOMD NPEnapaTa
OnucaHue Benwle, npojonropartbie TABNETKW, NOKPLITHIE nnedoyHor  COOTBETCTEYET

ofonoukofl, C monepedHofi puckod, Ha OAHOA CTOpOHE
TaBneTkY CHpasa | Criesa of pUCKM rpasuposka «N»

MogNUHHOCTE:
MupaveTtam (B3XX) Bpema yaepWWBaHAA OCHOBHOTD MAKA HA XpoOMaTorpamme CooTeeTcTByeT
WCFABITYEMOro PACTBOPa [OMKHO COOTBETCTBOBETL BPEMEHU
VAEDKUBEHMSA  OCHOBHOTD  TWKa  Ha  XpoMaTtorpamme
cTaHfapTHoro  KanwOpoROHMHOrO  pPacTEopa  MWpaueETaMa
(oTknoHeHWe AomkHO BeiTe B Npesenax £ 1,0%)
MogNUHHOCTE:
MupaueTam (1K) Monockl NOFAOLEHKs B CNekipe  MChblTyemoro obpazua CoOTBETCTRYET
AOfKHBl  COOTRETCTBOBATE MO MOMOKEHWD — MOMOCaMm
NOrNDLLEHWS B CNEKTpe cTanfapTHoro o6pasua
CpefHas Macca OT 836 no 824 Mr 872 wr
OAHOPOAHOCTE NO Macce
MUHUMYM MpoueHT oTknoHeHus: He Bonee 2-X UHAMBUAYANEHbIX MACC 13 2%
20-11 TABNeTOK OTKNOHAKTER OT CPelHel MACCH Ha BENUHHY
meHee, yem -5,0% 1 HY oAHa MHAVBUAYANEHES Macca U3 20-i
TaBNATOK He [OMMHE OTKNOHATLCA OT cpefHel Macckl Bonee,
yem Ha 10,0%
Homep Bepoyu CrpanuLa; 1 1w 2 [laTa cosfaHka ACKYMEHTS B thopMaTe (AL MM.TTTT)

Homep sanvck 8 cucreme LIMS Homep sanick B cucreme SAP
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HOCE GAPMA C.A,

LWEMWH OKO $OPE 1420 EP3MH-IIANMD BENLTASA

Ten: +32 2 386 21 11

CEPTUDUKAT AHAINU3A

o HOOTPOTN 800 M TABNETKI, NOKPLITHIE MIEHOYHOW OEQNOYKOR, 30 TABNETOK

i

'ﬁomep CEepMM;

ApTuky:

CTpaHa HasHaueHWs:
38perMcTPUMPOBaHHBIE YCIIOBUA XPEHEHWS:

MponssoauTent:

444827

CIAD5684

Poccuitckas depepauus

XpaHuTe fnpuy TeMNepaType He Buile 25 rpag.
BENBMARA, IOCE dAPMA CA, BP3IAH

CooTeaTerayet crieudMkaLMe, YKa3aHHOR Hinke:

INokazarens Cneuundmkauusn Pezynerar
i\}laucumyM MpoLEHT OTKNOHEHWA: He Bonee 2-X MHAMBWIYankHLIX Macc a2 %
20-Tvt TaBNeToK OTKNOHATCH OT CPEAHER MACCH! HA BENUMUHY
meHee, H4em + 5,0% u HW oaHa WHAMBKMAYaAnNsHas Macca K3 20-
TH TABNETOK He [I0MKHE OTKNOHATREA OT GPeHed Macchl
bonee, Yem Ha 10,0%
PacTaopeHue He mexee 75 (Q) nupaueTama gonkHo nepedtv 8 pacteop B 101 100 100 104 101 102 %
TedyeHue 30 MuH
Copepmanue Boakl He Gonee 1,0% 0%
KonuuecTeeHHoe onpemeneHue  BOO Mmr/taBnetka 99,6 %
I?“Pau”“m Mpepens:: 95,0% - 105,0%
PoacTeenHLIe NpUMeck:
2-nuponupoH-N-yKkoycHas kucnoTa He Bonee 0,20 % =MNa (0.10) %
TMioBas HewasecTHaR NpUMECH He Bonee 0,10 % =0 (0.10) %
Cynmma npuMeceln  He Bonee 0,30 % Konu4ecTeeHHD HE
{MAeHTUDULIMPOBAHHBIX " onpepenasTc] %
HEWIEHTUDULMPOBAHHEIX)

IMukpoBuonoruyeckas yicroTa
B cooteetcTeum ¢ EBp. . 5.1.4

TAMC He Banee 1000 KOE/T <10 KOEKr
TYMC He Gonee 100 KOE/r = 10 KOE/r
Escherichia coli Oteyteteyers i r OTcyTcTRYET

3aAeneHwe o cepTudhuKaumnm

HacToAwum s NogTeemxAaw, YTO NPEACTABNEHHAA MHhOPMAaLWS ABNAGTCA AOCTOBEPHOR 1 TOMHOH, BrillleykazaHHasn cepus NpoaykTa
Beina npouzgeeHa, BKNIOYAA KOHTPOML KAHECTBA & NOMHOM COOTBETCTEMY ¢ TpeBosaHuamy GMP nokansHe:x perynsaTopHLIX opraHos
¥ PErMCTRaUMOHHOrO Y10CTOBEPEHUA, 3aNUcK N0 NPOUIBOACTRY W AHANWUIY cepuyt Bhinv NPoREpeHs! U MPU3HEHEI COOTBETCTRYIOLIMMK
TpebosaHuam GMP.
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Hara coapaHun nokymerTa r hopmare (IULMM.ITTT)
Homep sanucu i cucTeme SAP

Homep Bapouu
Homep sanvoe o encreme LIMS

CTpaHdsa: 2 ua 2



