FRESENIUS
KABI

F5TGF

CepTHHUKAT cepuy NS METMIHICKOTO IIPOYKTA

O Hpejl BBITYCK
X BBITIYCK

AJIpeC NPOU3BOICTBCHHOTO I10/IPA3IEIICHNS

Fresenius Kabi Norge AS, Svinesundsveien 80
NO-1788 Halden, NORWAY

No nuuensun Ha npou3BOACTBO: 9016
Ceprudurar GMP unn, eciu umeercs, 19/15509-4
EudraGMP cnpaBouniii Homep:

Kon npoayxra: RUU0703

Hanmenopanue IIPOAYKTA,

3uBokc, pacTsop Jutst uHdy3uit 2 Mr/mi

Crpana umMnopra/cTpanbi:

Pocceust

MapKeTHHIOBbIIf HOMep pasperieHHs 1ilH
KJIMHUYECKNX UCTILITAHUH;

NO014286/01-2002

KonueHTpauus:

2_MI"'/MJ1

JlekapcTBennas dopma:

PacTBop U1 undy3mii

Pasmep u THI YHAKOBKH:

300 ma IV ynakoska

Cepus:

20B04U04

Hlarta npou3BocTsa;

04.02.2020

KojM4ecTBO BBINVIIEHHOTO:

18510ynakosoxk

Pe3ynnTathl aHATHI0B, BKITIOYAS METO/TBI
X CM. BlIOKEHUEC

3aMeuanus, CylecTREHHbIE OTKIOHEHHA H T.;. Het: X Ja: o cM. Huxke

CepTuduxar 3akjnodenue; JIEKapCTBEHHBIN Npenapar

51 HACTOSIMM NOJTBEPIKIAIO, YTO BblICYKA3aHHas MH(OPMALHs SBISETCS IOCTOBEPHOH H
TOYHOH. DTa mapTHs NPoAYKTa 6blIa H3rOTORJIEHA, BKIIOUAS YIaKOBKY/MapKHPOBKY M KOHTPOJIb
KaqecTsa, Ha BLILEYMOMAHYTOM caliTe B IO0JHOM COOTBETCTBHH ¢ Tpebopanusmu GMP
MECTHOTO  peryjMpyloniero opraHa H TEXHHYECKMM TpeGOBAHHAM, DPErHCTPAIHOHHOIO
YAOCTOBEPCHHA CTpaHbl-umitoprepa/crpan. [TakeTnas 0o6paboTka, ynakoska u aHaaH3a 3amuceii
ObLTH ITpOAHATH3HPOBAHLI H [IPH3HAHL! B COOTBETCTBHH ¢ GMP.,

Cepust/npoxyKT BBINYIIEH UIs NPOAAKH M PACTIPEICICHHS, B 3aBHCHMOCTH OT COMVIAIICHHS O
Kauecrse ¢ Pfizer..

Trond Frost
VYnonuomouennoe

01 anpesis 2020 r.
Hara




FRESENIUS

KABI

Fresenlus Kabl Norge AS

Svinesundsveien 80

NO-1788 Halden, Norway
Phone no: +47 68211100

CEPTHOHUKAT AHAJIU3A

3uBokce (iune30sna), pacTBoOp Ans nuY3Hii 2 Mr/ma, 300 M

Koa npoaykra: RUU0703 HAarta npousBoxcrsa: 04 denpass 2020
Homep cepun: 20B04U04 lonen no: 31 auBaps 2023r.
Tecr Metox Cneunduxanus Pesyabtat
Buewnuii sug Eep. . 222
[ BeTHOCTD Esp. @.2.2.1 >B8 B9
IIpospaunocts [Tpozpauninii ITpo3spauneiit
Hoanunuocrs 11.12.007
TM-01-0053A
Jlunesonua - BOXKX [MonoxkurennHo MonowwurenbHo
["'mokosa — BDWKX [Moaoxurensho HNonoxurensHo
KosnmyecTsennoe onpenenenne 11.12.007
TM-01-0053A
JluHesonun 1,9-2,1 mr/mn 1,99 mr/mn
"moko3a (MoHorKapar) 47,7-52,8 mr/Mn 49,6 Mr/mn
[IpoaykTe! pacnaja 11.12.007
Cymma npumeceii <1,5% 1,1%
PNU-142063 <2,0% 0,49%
PNU-1401355 <0,5% 0,40%
5-HMF <0,10% 0,003%
Eaunuunas Hemaentuduumposaninas <0,2% <0,05%
npUMech
pH INorenunonomerpuuecknii 4,4-5,2 4.8
H3Baeraemblii 06nem Esp. ©.2.9.17
H3Bnekaembiii o6bem 2300 mn 310 ma
HM3snexaempiii 06bem nposepka Coorsercrayer CooTBeTcTRYET
Hesuanmbie wactuus: (€100 mn) Egp. ©.2.9.19
Hactuuwl (>10 mMkp) <6000/ynakoska He rtpeGyerca
Yactuupt (225 Mxp) <600/ynakosxa He tpebyetcs
HeBuanmpre vactuunt (>100 m) Eep. ®.2.9.19
Yactunw: (210 mMkp) <25/mn 0/mn
Hactuubt (225 mkp) <3/mn 0/mn
Bunumeie wactuus Esp. ©.2.9.20 [MpakThuecku csobonneiii o CooTBETCTRYET
Egp. 2.6.14 BHIMMBIX YaCTHLL
BakrepuaibHble YHIOTORCHHEI <0,36 E2/mr <0,12 ED/mr
CrepnabHocts Erp. 0. 2.6.1 CrepuibHbIii CrepunsHblii

Bce pesypTarsi coorBeTcTRYIOT Cienndukammy.

ITO NEKTPOHHAS [1OITHCD.

CocraBneno: Marie Therese  [lara BeITyCKa:
Johansen
CekpeTaps BHITYCKA

Susanne Strom Hara yreepxaenns QC:

QC pykosoauresis

YnomsoModennoe nuno:




