3AK/IIOYEHUE
0 COOTBETCTBHH CEPUH /I NIAPTHHU JIEKAPCTBEHHOIO Npenapara TpeboBaHUSM, YCTaHOBNCHHBIM

TIpH €r0 rocy1apeTBEHHOM perucTpaimu
Ned33 ot 21.06.2021

PaCCMOTpCHbI NpencrasliEeHHbIE AOKYMEHTBI H COACPKAUIMECS B HUX CBEJEHMS!

1. Hopmaruehas nokymentauus JIT1-002897-210820.
2. Tlporokon ucnsiranuii Ne 5117u/21 ot 18.06.2021.

3. 3aonckoii ceprugukar ananua Ne 215764 ot 02.02.2021.

TOPTOBOE HAMMEHOBAHUE

PonuBakaun Ka6u

MEXIYHAPOJIHOE
- HEITATEHTOBAHHOE
HAMMEHOBAHUWE

PonuBakaun

Lk

- JIEKAPCTBEHHASI ®OPMA,
. IO3MPOBKA

PacTBOP 1A MHBEKLUMH 7.5 Mr/ma 10 M, amny.ibi
(5), nauku KapToHHbIE

e

' HOMEP CEPWH

12PMA9S5

i OB'bEM ITAPTHUH

10368 ynakosok

JATA BBITYCKA / TOJEH O

08.12.2020/31.12.2023

HAUMEHOBAHME U AJIPEC
[MPOU3BOIUTEIS

D®pesenuyc Kabu Hopmx AC/Fresenius Kabi
Norge AS, Svinesundsveien 80, NO-1789 Berg i
Ostfold, Norway, ctpana: Hopserus

HOMEP U JIATA PY

JIT1-002897 ot 04.03.2015 (nata 3amenb PY
21.08.2020), sbinao dpesennyc Kabu [olunans
I'M6X., Cepmanus

HOMEP HOPMATUBHOH
JOKYMEHTALMU

JIT1-002897-210820

[ACTIOPT
[TPOU3BOANTES/CEPTUDUKAT
| AHAJIM3A

Ne 215764 or 02.02.2021

JlexapcTenHblit npenapar: Ponusaxaun KaGy - pacTBop i MHBEKUMH 7,5 Mr/mia 10 mJ1,

amItybl (S), Mayku KapTOHHbIE, CEPHS: 12PMAYS, naprus: 10368 yIaKOBOK,

TpeOOBaHHSAM, YCTAHOBIEHHBIM MPH €ro rocy1apCTBEHHO PerucTpalmy.

Mpuaoxenne: [potokon ucnsranuit No

aHanu3a Ne 215764 ot 02.02.2021

AHzpuaHoBa O A,

Cneunamucr o seoay JIIT8 O
Hosepennocts Ne L-20-73/1

ot 10.09.2020

S

COOTBETCTBYET

5117u/21 ot 18.06.2021, 3aBoackoit cepTHdHKaT



Dpeserve Kaou Hopowe AC

FRESENIUS
KABI

Svinesundsveren 81,
NO-1788 Halden, Nonvay
Phone no: +47 69211100

Ceprudukar ananusa

Ponusakaun Kabu 7,5 mr/ma, pacteop ans unbexnuii, 10 mu

ApTHRYJISIpHBIH KOA: RUA1821 Jara nponsBoacrsa: 08.12.2020

Cepus: 12PMA9S I'onen no: 31.12.2023
Teerbl r Meton CneundHkaumns Pe3yibTaThl
. [poipaunocre, Ed 2.2.1, [Tpo3payublit [Mpopaunsiii
| FRD0G6
" lsernocts B 2.2.2. He Gouee uem B9 [ B9 __I‘
. FRDO30 ‘ _
;kgn‘rwmman JA0THOCTD Ed 2225, !

Ipi S em/405 nm FRD049 <0.030 0.001

“Tipn S ewd36 ] <0.025 0.001 ,
;h"llemirzﬁ.%_al.m uacruust (< 100 ma) L 2.9.19, }
Caactine > 10 pm FRDO27 <6000 / konreiinep 11/ konredinep

Hacin >+ 25 um

< 600/ konreinep

Bujanmoie uacruns

1 2.9.20,
IFRDDO42

BuauMuie 4acTHiibl J101%HbI QTCYTCTROBAT L

S SR

i o s

2 koureiinep

Cooraercisyel

|
pH [b223. | 4.0-60 44 i
{ FRDO43 5
- Masaeraembiii o6nem Mero,1 He menee 10,7 v (ans amnya 10 mun) CooTseTcraye! |
L_ upmbl 4
FOCMOaSILHOCTE [ 2.2.35, 255 - 305 MOcmo/Kr 288 MOcnmokr !
e A100 5 -
Ponusakanua ruapoxyopui BOXKX. I i
! I'RD032 |
Koinuecrsennoe onpesenciue - 95.0~-102.0 % 98.5 %
! Ponusakanna risipoxaopu
© T Tlommnoets - Pormakanita Bpems yaepxusauus u Y ®-cnekrp 10axun Coorsercrayet
E TIAPOXIOPH,L COOTBETCTBOBATHL CTAHAAPTHOMY PACTBOPY
; fpumecu B2XKX. ;
FRD023 |
- by tumakaunn (npusecs A) <02% <0.05 % !
- JhoGasi Hew eHTH(pUUHPOBaHHAN <0.10 % < 0.05 %
HPUMECH |
‘——(j—ﬁlwl;r‘llpﬂ\lctll =0.5% P <0.05 % :
(KpoMe pusecn () o e ]
C26-wcmanann (Z6-anmernaammann) | BIOKX. <0.01 % [ 0.005 % |
L | FRDO31 o
C IHAHTHOMETPHYECKAR YHCTOTA BXX. <1.0% 0.1 % i
| (npumecs G) FRI024 , E
1 bakrepnaibHble IHAOTOKCHHDI Ed 2.6.14 <0.35 ED/ma < 035 EDMr o {‘
|_CrepuabHoctb Ed 2.6.1 CrepunbHnlii Crepuavhuii A

TO INEKTPOHHAS NOAMUCS.

Bbijiano: Jeanette Braun

Release secretary
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QC Manager
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