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CEPTUOUKAT AHATTU3A

HaumeHoBaHue Konwctve ( Tesa HawmeHoBaHKe )

3aKa3 19000505

MpoaykT KoNWCTMMETaT HaTPWUA NOPOLLOK ANA NPUTOTOBAEHWA PacTBopa ANA uHranAauuid 1000000 EA

(150 dnakoHoB)

Konuyecrso 2160

Homep cepum 3110686 (A1681064)

CrpaHa Poccua

NokasaTtenu Pe3ynbratel Cneuundukauyma (Ha BbINYCK
npoAyKTa)

OnucaHue COOTBETCTBYET Bensid nam noutw Benblia
TUrPOCKONWYHDBIA NOPOLLIOK

NoanuHHOCTL

Konncrun (YIHX)
HaTtpuAa - oH

LipeTHOCTbL pacTBopa

OpHOopoAHOCTD
[,03UpoBaHuA

Bpema pacTsopeHus

CBoBOAHbIH KONUCTUH

CpegHAR macca

HesuauMble 4acTULbl

Mpo3pa4HOCTb pacTeopa
pH
MoTepa B macce npy

BbICYLUMBAHUU
Crepu/ibHOCTb

BaKkrepuanbHble IHAOTOKCUHBI

NonomuTenbHbIA
MoNOMKUTENbHBIN

cooTBETCTBYET

7.7

1 muH 47 cek,

COOTBETCTBYET

81 mr

177

cooTseTcTayeT
8.0

1.5%
cooTBeTcTBYeT

0,01 EU/mr

MonosuTenbHbIM Ph, Eur. (2.2.29)
NonoxuTensHblit Ph. Eur. (2.3.1 (b)

Pacteop A0/MmKeH 6biTb BecuseTHbimM
UNM  BbIAEPMMBATL  CPaBHeHWe C
aTanoHom GY3 Ph. Eur. (2.2.2)

AV He Gonee 15.0 Ph. Eur. (2.9.40)

He 6onee 5 muH

< Cpas. cycnensumum Il

okono 80 mr Ph, Eur, (2.9.19)

4acThy ¢ paamepom 2 10 MKM AONKHO
6biTh He Bonee 6000/pnakoH;

4acTUL, C PasMepom = 25 MKM J0/IHKHO
6biTb He Gonee 600/dnakoH

PacTBOp AoNMeH BbiT NPO3paYHbIM
Ph. Eur. (2.2.1)
6.5-8.5 Ph. Eur. (2.2.3)

He 6onee 5 % Ph. Eur. (2.2.32)
[JonmkxeH COOTBETCTBOBATL

Ph. Eur. (2.6.1)
He 6onee 1.25 E3/mr Ph. Eur. (2.6.14)



KOMNOHEeHTHbIH
coctas YIHKX

CMS E1IASM8 6.9 5,0%—-9,5%;
CMS E1ASM6 7:5 6,5 % —-9,5%;
CMS E1ASM4 33 2,0%=5,0%;
CMS E2ASMS8 1.4 0,5%—2,0%;
CMS E2ASM6 1.4 05%-25%;
CMS E2ASM4 0.7 He Bonee 1,5 %,;
Cymma E1 + E2 poacTBeHHbIX 78.2 He MeHee 77,0 %
NUKOB

PopacTteeHHbie npumeck YIMX

Nioban 0.9
HenaeHTUdUUMPOBaHHAA He Gonee 1,5 %;
npumech
(He cBA3aHHaa c E1 CMS u E2
CMS)
Cymma npumecen
(cymma Bcex nuKos, He 2.5 He 6onee 5,5 %
OTHOCALMXCA K
E1 CMS nnu E2 CMS)
Mukpo6uonoruyeckoe 1021 000 EQL 950 000 - 1 150 000 EA/dnakoH
KonuyecTseHHoe onpegeneHue 102.1 % AKTUBHOCTHU KO/TIUCTUHA
Ph. Eur. (2.7.2)
(95,0 = 115,0 % OT 3aABNEHHOMK
aKTUBHOCTH)
[ata npou3BoacTea 03/2020
Cpok roaHoctu 03/2023

MoaTBEpHAaEM, YTO BbILEYNOMAHYTHIN NPOAYKT M3rOTOBAEH, NPOTECTMPOBAH, YNaKoBaH W BbiNyLWEH B COOTBETCTBUMU C
TexHWYeCKMM cornaleHnem o kavectee mexay Teva Pharmaceuticals Europe B.V. 1 Xellia Pharmaceuticals ApS c yqetom
aeicreyrowero GMP.
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