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PTH® T AHAJIH3A H COOTBET! M5
Haspanme npenapara:  Opencust HOQHINGAT /Ui PATOTOBNEHHS KOHIEHTPATA JUIA
IIPATOTORJICHHA PACTBOpA 1ist HEGy3ud 250 Mr
Kon SAP: 1222033 Jlara npoussopcrsa: 28.02.2018
Cepast Ne: AAXT7768 Cpox rosocTs: 01.2021
Henvimanue Cheyndurayna Pesynvmamer
Onmcanue maduimara TNopucras Macca wiu nopomox or Gesoro Cootsercrayer
jo noutH Genoro meera.
Onmcanne pactsopa Tpospaussii win cierxa CooTtsercTeyer
onanecuBpyIonmi pacTsop ot
Gecupersoro o GneAHO-XENTOrO HBETA,
NPaKTHYECKH CBOGOMHBIN OT BHAMMELX
BRIIOYeHHH
BpeMst BOCCTAHOBNCHKA NpenapaTa <=4.0 Mun 2,0
pH 72-78 74
OCMOIIBHOCTE 205 —251 mocm/xr 227
Copepxanne 6enxa ~YP (A280mm) 236 ~ 289 mr/dpnaxon 271
(90-110% o7 3as\snexnoro conepxanns) 103,1%
OnropoAHOCTE NO Macce CoOTBETCTBYET IapMOHHIHPOBAHEBIM Cootnercryer
TpeGoBanmaM
CrepHmLBOCTS CoOTBeTCTRYET IapMOHHIHDOBAHHEIM Coorpercrayer
| TpeboBaAREAM
Conepxanne Bomst <=3,5% 0,9
Copnepxanue gactin (HIAC) 10 mxm <= 6000 gacra/dnaxon 86
Conepxarne actiy (HIAC) 25 Mxm <= 600 gacrun/dnaxon i
BaKTepHANLHEIC SHAOTOKCHHEI <=0,20 SE/mr <0,07
TlopnruuocTs KamunapHsl anexropodopes ONeKTPOPOperpaMMa HCIBITYEMOTO Coorsercreyer
o6pa3na 0/KHA COOTRETCTRORATE
i anexTpodoperpaMMe CTAHASPTHOTO
ofpasna
Hopnunsocts I'pynma 1 <3 %; 2%
Hsoanexrpraecxoe oXyCApoRanHe T'pynna 2 > 90 %; 93%
T'pynna 3 <8 %; 594
Tpynna 2A 03— 1,5 orn cranmaprsoro 1.0
ofpasua;
Tuxk M1 0,5 — 1,4 o crammapraoro 1.0
ofipasug; 0.9
ik M2 0,6 — 14 orn cremaspruoro
otpe; 1.0
Mux M3 0,7 — 14 om. cramaapreoro :
COpany 1.1
Mk M4 0,5 — 1,7 om. crasnaprioro 2
obpasna;
Tx M5 02 — 23 om. crammprao 12
ofipasna; !
Tmk M6 0,0 ~ 2,0 orw. crasaspraoro 1.2
obpasue;
Hpodums scmaTyeMoro ofpasna gomxer =
TpHITHICCKOE DENTHIHOS KAPTHPOBANNE COOTBETCTBOBATD NPODWITO CTAHAAPTHONO CootpercTnyer |
kiR 7 -
<=1,7% 0,7/,
TlpoueHT OKHCNCHAA MCTHORHHA <=73%

TlpouenT feaMuupoOBaNES Scnaparuaa
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CEPTH®HKAT AHAJIN3A A COOTBETCTBHSA

Haspanwe npenapata:  Opencrs nuoHIH3aT IS IPATOTOBJICHHS KOBLEHTpAT JUIA
UPUIOTOBJICHHS pacTBOpa Jus uHdy3ni 250 Mr

Kox SAP: 1222033 JHara npomssoficTsa; 28.02.2018

Cepast Ne: AAXT7768 Cpok rogsocTH: 01.2021
OnsopopsocTs abaTanenTa Mo MONEKyNspHOR
Mmacee (BOMX): > =95 0% 99,4%
TInomans maxa MOHOMEPA <= 4,0% 0.6%
TLtomass mHKa BHICOKOMONEKYIAPHEIX W30(hopM <=0,5% 0,0%
Thromans MHKOB HAZKOMONESKYIIAPHBIX.
COEMMREHIIH
SDS- anextpotopes (HEBOCCTAHOBNICHHEIE
obpasupl, okpacka ro Kymaccs) ocrosxas et
nonoca abarauenTa > ah 99%
SDS- smexTpothopes (HeBOCCTAHOBIEHHbIE
obpasuer, oxkpacka 1o Kymaccr) kaxpoit 1%

ot 0
HHAMBHIYaNnbROH HeHneHTHHIUHpPOBAHHOMN <1%
TIOJIOCH
SDS- snexrpotopes (BOCCTAHOBNCHHARIE
gpmm, okpacka no KymaccH) ocHoBHag nojoca >=96% 09%
TanenTa :

SDS-anextpothopes (BoccTaHOBNCHHRE 00pa3iB,
okpacka no Kymaccu) xaxaol BEARBATYaBHON <= 1% <1%
HEeHICHTHGHIMPOBAHEOMH TONIOCH
SDS-anexrpopopes Pacrionoxenye monoc B BCIBITYeMOM CoorneTeTBYET
(BoccTaHOBNCHHEIE/HEBOCCTAROBNIE IS 00pasip! | 00pasiie COOTBETCTRYET PACTIONOMERMIO
oKpacka cepelpom) HOJOC B CTAHAApTHOM obpazue abaranenTal
Coenabuteckas aKTHBHOCTS (in vitro)
GrocnenmnpHIccKoe caA3BBaHme BT 70-130% 93%
(IToBepXHOCTHO-INA3MORHEIH pe3oHanc)
Crenundrueckas AKTHBHOCTE
Meron uarabuposanna IL-2 B KynsTypax 60-140 % 86%
KIETOK MOIIOBCKa
%T::gc’fcw“ I e > = 42,00 5acos 109,35

HaerosuiiM NOATHEPKIEI0, TTO BCE CTAAHH IPOH3BOICTBA NAHHOK cepwu npenapara GEUTH NPOBCAEHB! B TIONHOM
cooTpeTeTBMHM C TpebopanusMa GMP Esponeifckoro coi03a 1 TpeSoBaRMAME CTPAHL-HMIIOPTEpE,
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Cocrarneno: Michael Keatiry
Hara: 25.10.2018
_ Ynomomouennoe muno: Margaret Curtin
Iara: 25.102018
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