3JAKUIIOYEHUE
0 COOTBETCTBUM CePHH MU NAPTUH J1eKapCTBEHHOrO npernapara TpeOOBaHUAM, yCTAHOBICHHBIM

[pH ero rocyAapcTBEHHOM perncTparun
No284 ot 11.03.2021

Paccmo*rpepth[ npejcTaBieHHble JOKYMEHTLI H COAEPIKALINECS B HUX CBCACHHS

1. Hopmarusuas noxymerrtauus JI[1-000628-230911, nam. Nel ot 21.08.2015, n3m. Nel ot

30.09.2019, u3m. Ne2, uam. Ne3.

2

LS )

[Tporokon ucnsrranmii Ne 1513u/21 or 03.03.2021.
3aBojcKoit ceprupukar ananusa 6/ ot 21,12.2020.

Toprosoe HauMeHOBaHHE

CMODOKabupen® 11eHTpasibHbli

MeniyHapoaHoe HerlaTenToBanHoe
HaMMeHOBaHHE (rpyINIUPOBOYHOEC HITH
XHMMUUECKOE)

AMMHOKHCIIOTH! 7151 [TaPEHTePATbHOIO
nutanus+lIpoune npenapars! DKuponsie
IMYJIBCHH MR TapeHTEPAIbHOTO
nutadug-+lexcrposa+MuHepaisl]

JlekapctBennas popma

IMYIICHSL /15t HHY3HH

Jlo3uposka

Mopma BLITyCKA

amysscust st uedysuit 1970 (595/1000/375) ma,
TpexKamepHble kouteHuepst "buodun" (4),
KOPOOKH KAPTOHHbIC |

Howmep cepuu (naptun): 10PL9027 |
O6beM cepuit (mapTuu) 967

Jlata Bplmycka 26.11.2020

["onen a0 10.2022

HaumenoBaHue ¥ anpec NPOU3BOANTENA
(c yxasaHueM craauil NpPOH3BOACTBA))

Dpesennyc Kabu AD, IlIBenus / Fresenius Kabi
AB, Sweden, SE-751 74 Uppsala, Sweden

Homep # j1ata perucTpalHOHHOTO
V0CTOBEPEHMS!

JIT1-000628 ot 23.09.2011 (n1aTa 3amens! PY
26.02.2019), eitano Opesennyc Kabu Jo#unana
I'm6X, [epmanus

’ Homep HOpMaTUBHOMN JIOKYMEHTALIMK

JI11-000628-23091 1. tam. Nel o7 21.08.2015, wam. |
Nel o1 30.09.2019, n3m. No2, uam. Ne3,

| HauMeHOBaHMe 1 agpec jepikareiis
| PErHCTPALHOHHOTO YIOCTOBEPEHHS

|

dpesennyc Kabu Hottunann I'm6X, Fresenius
Kabi Deutschland GmbH, Germany, Else-
Kroener-Strasse, 1, 61352 Bad Homburg v.d.H.,
Germany

t XpaHeHue
L

Xpanuth npu Temneparype He soime 25 rpai. C
(He 3aMOpaKMBATE) |

JexapcrBennbiit npenapat CMO®KabnueH® neHTpantbHbId, IMyabcus as undysuit, 1970 mi -
KoHTeliHepbl Tpexkamepubie "Buoduu" (4 wr.) - xopolGku xaprouusie, cepus 10PL9027
npoussosctea dpesennyc Kabu AB, [lseuns / Fresenius Kabi AB, Sweden, SE-751 74 Uppsala,
Sweden (Bce cTamny MPOU3BOJCTBA) - COOTBETCTBYET TPEOOBAHHAM, YCTRHOBICHHBIM MPH €ro

rocyAapcTBEHHON PEerucTpaluH,

anasnuza ot 21.12.2020.

Bulginor 03.03.2021, sasoxckoii ceprudukar
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CEPTUOUKAT AHAJIU3A

53\ FRESENIUS
KABI

Cepus nomep: [ata npoussoactea: Cpox rojHoCTH: Koa cmpanb:
10P1L.9027 26.11.2020 10.2022 50
Ipenapat: Creundurkanus roToporo npoayKTa:
Cmodkabusen nenTpaibnbiii 2200 Kkaa 1970 man kipdips167,887
Jlanuanas omyaseus, coorsercreyer Cmodpaunna 20%

ONMUCAHHME: Benas opnopoaas sMynscus s TPEXKAMEPHOM MEIIIKE.

MOKA3ATEJIHU JOMYCTUMBIE IPEAEJIbI PE3YJIbTATBI

pH 7,5-9,0 8.1

Pasmep uacTHu My beHH, % < 5 Mxm 100 100

Cpenuuit pasmep uactuu Mkm <0,5 0,30

Hesuanmble vacTuiis

> 10 MKM yacTHIYMA <12 <1

> 25 MKM 4aCTHIVMI =2 <1

TTOANMHHOCT KUPHBIX KUCIOT, MI/MII;

Kanpunosas xkucnora 26-48 32

Kanpuxosas kucnora 10-30 22

Oneunosas kuchoTa 46— 70 55

Jlunonenosas kucnora 28 - 50 35

DifkosaneHTaeHoBas KUCIOTA 2-7 5

JlokoszarekcacHoBas KMCIOTa 2-7 4

[mnepon (6e3soaubiit) Mr/ma 225-275 25,1

Harpuit, mmons/n <350 3.4

Docdop. mr/n 421515 450

a-Toxothepon patemuueckuii, Mr/a 160 -230 187

Tpuranuepuast, Mr/mn 190-210 195

CpoBonHbIC KUPHBIC KMCAOTBL, MMOJIB/I <30 1.7

W3pnekaemblii oGbem He menee HOMUHATEHOTO 389

PactBop amnuoxucaor, coorBercTByer pacrsopy Amunoren 10% ¢ po6asiennem ACKTRONUTOR

OINMHCAHHE:

[lpo3patnbiil, GecuneTHLIR HIM Cerka JKETOBATHIH PACTBOP, NPAKTHHCCKH CBOBOAHBI OT BIUIMMLIX MACTHI B TpexXKamMepHoM

MCLUKE.
IMMOKA3ATEJIH
HoanuuHocTs

BDCMEHB YAEPAKUBAHUA TTHKOB AMHUHOKMHCIIOT

HCMBITYEMOTO pacTBOPa A0JIMKHbL

COOTRETCTROBATL BPCMCHAM YEPIKUBAHUA TIHKOB

AMUHOKHCIOT CTAHIAPTHOID PACTROPA
[MonnHHHOCTS:

- Harpuii

- Kanuit

- Kaabsumii

- Maruui

- Gociop

- Lnnk
pH
Harpuii, mmons/n
Kanuit, Mmoo/
Kasnsumit, Mmoss/i
Maruuit, Mmons/n
Dochop, MMOTTB/ T
LIuHK, MMOJB/ T

Koauuecrsennoe onpeneneHe AMHMHOKHCOT, /1

L. — ananun

L - aprusun
ISTTERTTEES

. — rHCTHAKH
L — uzonelunH
L — neifigun

JAONYCTHUMBIE NMPEAEJBI

Coorsercrsyer

CoorBercrryer
Coorsercrayer
CooteercTByer
CoorsercTByer
Coorsercrayer
CootrsercrByer
54-58

76-84

57-63

4,8-5.3
9,5-10,5
18,4-20,4
0,072-0,088

13,3-14,7
11.4-12.6
10,4 - 11,6
28-32
4.7-53
70-78

PE3YJILTATBI

Coorpercrayer

Coorsercryer
CoorsercrByer
CootsercTByET
Cootsercrayer
Cootaercrryer
CooTsercTRyeT




H'h FRESENIUS
KABI

CEPTHDOPUKAT AHAJHU3A

Cepns Homep: [lata mpon3ssoacTna: Cpok roanoctu: Koa ctpaner: ]
10PL9027 26.11.2020 10.2022 50
[penapar: Crienudukatus roToBoro npoykTa:
Cmogkabupen nentpaasabiii 2200 kxan 1970 ma kipdips167.887

I, ~ M3HH 6,3 -6,9 6.7

L = MeTHoHun 4,1 -4,5 4,2

[. - ennnanannn 48-54 51

L. — nponun 106-11.8 11.3

L — cepuu 6.2—-6.8 6.4

[, — Tpeonun 42-4.6 43

L — rpunrodan 1,9-2,1 2,0

L - tnposun 0,38 -0,42 0,40

L — panun 59-6,5 6.1

Taypus 0,95-1,05 1,00

Mexannueckue BIIOMEHHS (TPUHLIHT CBETOGIOKHPOBKH)

> 10 mMkM vacTu/ma <23 1

> 25 MKM qactuiymi <3 <1

M3nnekaempiii 06Lem He mcuce nomuuansHoro 1039

LlseTHOCTD >Y6/BY6 CootrpercTayer
ITpospaunocTs [Tpo3paunbli [1pospaunbiit
I'TIOKO3A 42%

OIMUCAHHUE:

lpospaunniit, noutn GecuseTHbIl PACTBOP, MPAKTHUCCKH CBOGOAHBIH OT BUAMMBIX MACTHIL B TPEXKAMEPHOM MELIKE.

NMOKA3ATEJIH JA0NYCTHUMBIE ITPEJEJILI PE3YJIbTATBI
Hommnnocrs Cootpercryer CoorsercrByer
pH 35-55 4.0

['mokosa, Mr/mn 399 - 441 420

5 = ruapoxcuvernadypdypoa, aGeopOiins <0,25 0.01

Isernocrs =Y6/BY6 Coornercreyer
l1pospaunocrs [Tpospanunii [Tpozpaunpiit
Mexannueckne BKIIOYEHAS (PUHIMT

CBETODNOKUPOBKH)

> 10 Mk™ vacTHYMA <25 <]

> 25 MKM vacTUI/MA <3 0

Hapnexaembiii 06nem He menee HOMHHANLHOTO 619

CMECH

OTMHUCAHHE: Benas sy ibeust B TPEXKAMEPHOM MELIKE ¢ AKTHBHPOBAHHLIMH EPErOPOAKAMH,
NOKA3ATEJIHU AONMYCTHMBIE ITPEJAEJIBLI PE3YJILTATBI
baktepuanbHbie IHAOTOKCHHBL, ED/Ma <0,5 <0,24
CrepnibHOCTE CrepuipHo Crepuabio

[lponykr, BKiltO4as MPOMENYTOUHBIE H aKTHBHbIC CyOCTAHIIN, NPOM3BEEH B COOTBETCTBUM ¢ npaBHaamMin GMP u
COOTBETCTBYET NOMOKeHHAM Tpauin o6pamesus MeHIHHCKNX NPOIYKTOB CTPAHb! NPOM3BONTES.
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PHOPHAHOBA 0. A.
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Dpezenuyc Kabu
[Tapenrepansioe nuraHue

Credan Betinepmapk H0BEPEHHOCTH

= b L-20-73/1
C HHUK, OTBETCTBEHHBIH 34 BBINTYCK
CIRYA Y 0T 10.09.2020



