3JAK/IIOUEHHUE
0 COOTBECTCTBHH CEPHH HIIH NAPTHHU NEKAPCTREHHOIO npenapara Tpe60BaHHﬂM, YCTaHOBJIEHHBIM TPH
€0 rocyJapcTBEHHOM perucTpaiuu

Ne 367 ot 24.03.2021

PECCMOTpeHbI NpeACTaBIEHHBIE JOKYMEHTEI M COICPKAIIHECS B HUX CBEACHHS!

1. HopmartusHas noxkymentauus JI[1-000628-230911, u3m. Nel ot 21.08.2015, naMm. Nel or
30.09.2019, u3m, No2, u3m. Ne3.

2. Ilpotoxon ucnerranuii Ne 22261/21 ot 23.03.2021.
3. 3aBoxckoit cepTrdukar ananuza ot 16.11.2020.

| Toprosoe HauMeHOBaHHE
| MesityHapoiHOe HermaTeHTOBaHHOE

CMO®KabupeH® 11eHTpaILHbIH
AMHUHOKHCIJIOTB! U1 TapeHTEPaTbHOrO MUTAHUS +

HaUMEHOBAHHUE (IPYIIHPOBOYHOE
HITH XMMHUECKOE)

[Ipoune npenapars! [XKuposbie oMy abcHu 1715
[apeHTEPANIbHOIO NHMTaHuA + JlekcTpola + Munepansi]

JlexapcrBeHHas hopma

IMYJIbCHS 1St MHBY3HH

Jlo3upoBka

Dopma BblITycKa

1970 mn - KoHTeHHepDb! TpexKamepHbie "Broduu (4 wir.) |

- KOpoOKH KapTOHHBIE /1 Kamepa: pacTBOP aMHHOKHCIIOT
¢ anextponautamu (1000 mn); 2 xamepa: 42% pacTBop
aexcTposst (595 mu); 3 kamepa: )xupoBas aMyascus (375
MJ1)/ - JUISL CTALMOHAPOR

Homep cepun (napTuu): 10PK7532
Obbem cepuu (napTun) 1200

Jlata Bhinycka 14,10.2020
['onen no 09.2022

HaumeHoBaHme 1 anpec

| MPOM3BOAMTENS (C yKazaHHEM

| cTaaui NpPoOH3BOJCTBA)

Homep u nara perucTpalHoOHHOrO
YJ10CTOBEPEeHHS!

Homep HopMaTHBHOM J0KYMEHTAllUK

®pesennyc Kabu AB, [lIeuns / Fresenius Kabi AB,
Sweden, SE-751 74 Uppsala, Sweden

JIIT-000628 ot 23.09.2011 (nara 3amenst PY 26.02.2019),
Belaano @pesennyc Kabu Jonunana I'mM6X, Mepmanus
JIT1-000628-230911, uaMm. Nel or 21.08.2015, u3m. Nel ot
30.09.2019, uam. No2, uam. No3. i
Opesenunyc Kabu Jottunana 'mM6X, Fresenius Kabi ‘
Deutschland GmbH, Germany, Else-Kroener-Strasse, 1,
61352 Bad Homburg v.d.H., Germany

XpaHHTb NIPH TeMIIepaType He Bbllue 25 rpan. (He
3aMOpasKUBaTh)

Haumenosanue n aapec aepkarens
PETUCTPAIIHOHHOrO Y 10CTOBEPEHUSA

XpaHeHue

JlekapcTeennerit npenapat CMO®KabuBen® uentpaisibii, sMynbeHs s uudysuit, 1970 mn -
KOHTeHHepbl TpexkamepHele "buodun" (4 mrt.) - KOPoOKH KAPTOHHLIE - /ISl CTALMOHAPOB, CEpUs
10PK7532 npoussoacrea @pesenuyc Kabu AB, [1lseuus / Fresenius Kabi AB, Sweden, SE-751 74

Uppsala, Sweden (Bce ctaauy npousBozCcTBa) - COOTBETCTBYET TPEGOBAHMSM, YCTAHOBNEHHBIM TIPH
€ro rocy1apcTBEHHOMN perucTpaluy.

16.11.2020. /
Creumanuer no VETA
808y AN 8 10 5/ Onowmr, . N2

[10BEPEHHOGTD RN

b L-20-73/1 WA sy 74

9T 10,09,2020 '




™

FRESENIUS
KABI

CEPTUDUKAT AHAJIU3 A
| Cepus Homep: [lata npoussoacraa: Cpok roaHocTH: Kon erpanu:
‘ 10PK7532 14.10.2020 09.2022 50

[penapar: Creundukauns rotosoro npoayxra:
‘ Cmogkabusen uentpanbubiit 2200 kxan 1970 ma kipdips167,887

Jlunuanas smynseus, coorsercrsyer Cmodannna 20%

OTMCAHME: benas oaHopoanas JMy/IbCHS B TPEXKAMEPHOM MELLIKE,

MNOKA3ATEJIN AOMYCTUMBIE [IPEJEJIbI PE3YJILTATBI

pH 7.5-9.0 8.1

Pasmep vacTHi IMyIbeuu, % < 5 MM 100 100

Cpennuit pasmep 4acTulL MKM <0.5 0,31

Hesuanmuie yactuubl

> 10 MiM yacTuu/ma <12 <1

> 25 MKM vacTHw/ma <2 0

[oATHHHOCTL KUPHBIX KHCIOT, MI/MIT:

Kanpusiosas kuciora 26-48 32

KanpuHosas kMcnora 10-30 21

(OsieHoBas KucioTa 46 -70 53

JlunoneHoBas kucioTa 28-50 32

DAKO3ANEHTAEHOBAA KHCI0TA 2-7 5

Jloko3zarekcaexosas KucioTa 2-7 4

I"nuepon (6e3BoAHbIR) MI/MA 22,5-275 25.0

Hatpuii, mmons/n 35,0 3.8

Docdop. Mr/a 421 -515 449

a-Tokohepoa pauemMHueckHi, Mr/ia 160 - 230 189

I'puranuepuast, Mr/ma 190-210 199

CBoBOAHBIE WHPHBIE KHCNOTHL, MMO L/ <30 1.7

M3snexaembiit 06bem He MeHee HoMHHANLHOTO 389

PacTBop aMHHOKHC0T, COOTBETCTBYET pacTBOpy AMuHOBeH 10% ¢ 1006aBaeHHEM 3/1€KTPOIHTOB

ONMHCAHHUE:

Ipo3paunsiit. GecupeTHLIH M Cllerka HENTOBATBIA PACTBOP, MPAKTHYECKH CBOBOAHDIH OT BHAMbIX UACTHI B TPEXKAMEPHOM

Metke.

MMOKA3ATEJIH JONYCTHMBIE [TPEJAEJbI

Ioaauunocts

Bpemena yaepknBaHus MHKOB aMHHOKHCIOT CooTBeTcTRyeT

HCMBITYEMOTO PACTBODPA A0/ IKHbI

COOTHETCTBOBATL BPEMEHAM YIEPHKHUBAHHS MHKOB

aMHHOKUCIIOT CTAHAAPTHOTO PacTROpaA

[ToannuHoCT:
- Harpuit CooTsetcTByET
- Kanwii Cooreerctyer
- Kaawumh CooTBeTCcTBYET
- Maruuii CooTseTcTByeT
- Qocdiop CoorsercrByer
- [ unk CooTsercTyer

nH 54-538

Harpuit. MMOab/1 76-84

Kanuit, MMoau/n 57-63

Kalibuuit, MMoab/n 4,8-5,3

Maruuit, MMoab/n 9,5-10,5

®ocdop, Mmoo/ 18,4-20,4

LIHHK, MMOAb/N 0,072-0,088

KonnyectseHHoe onpeneneHie aMUHOKHENOT, /1

L - anauuu 13,3 - 14,7

L - aprusmuu 11,4-12,6

[ nuumn 10,4-11,6

L — rucrnauu 2,8-3,2

L — u3onefumn 4,7-53

L - nefiumn 7.0-7.8

PE3YJIbTATbI

Coorsercteyer

Coorserctsyer
CoorsercTyer
CootsercTayer
CooTsercTayer
CoorseTcTayer
CooTeercTaver




FRESENIUS

KABI
CEPTUOUKAT AHAIIHN3A

Cepis nomep. [lata npou3soacTaa; Cpoxk roaHocTy: Koa crpausi: —I
L 10PK7532 14.10.2020 09.2022 50 ’
‘ Ipenapar Crieundmkaums rorororo npoayxta: J
- Cvodrabusen nentpaasnwii 2200 kran 1970 mn kipdips167,887 J

L - nu3un 6,3-6,9 6.7

L. = MeTnonun 4.1-4.5 42

L = hennnanann 48-54 5.1

L - npoauu 10,6 -11,8 [l52

L~ cepun 6,2-68 6.5

L = Tpeorun 42-46 4.4

L - tpunrodian 1,9-2,1 2,0

[. = Tuposuu 0,38-0,42 0,41

L - Baaun 59-6.5 6.2

Taypuu 0.95-1,05 1,01

Mexanuyeckue BKIIOUEH s (npruuun ¢8eTOB10KMPORKH)

> 10 MKkM yacTHI/MA <25 < |

> 25 MKM yacTHWMA <3 0

Mannekaemblii 061em He meHee HomuuanbHoro 1029

Llsernocrs > Y6/BY6 Cootsercrayer

Ipospaunocts [po3paunbiit Mpospaunsiit

IJTHOKO3A 42%

OINMHUCAHME:

[poapaynbiit, nouty Gecunerumij PACTBOP, NPAKTHYECKH CBOBOAHLIA OT BHAHMBIX YaCTHY B TPEXKAMEPHOM MellIKe.

MMOKA3ATEJIH AOMYCTUMBIE MPEAEJDI PE3YJIbTAThI
Moannunocrs CooTsercrayer Cootsercrayer
pH 35-55 3.9

["-oKk034. Mr/ma 399 - 44 418

5 = ruapokcusetradypdypon. abcopbumusn <0,25 0,01
Ubernocets Z Y6/BY6 Coorsercrayer
I'lpospaunocts [pospaybiit INpoapaunmit
Mexanuyeckue BRIOMEH 1Y (npuuumn

CBETOOI0KHPORKY)

= 10 MKM HacTHWMA <25 0

> 25 MKM YacTHW/MA <3 0
Hisnexaemulit o6nem He MeHee HomuHanuioro 616

CMECH

OMHUCAHUWE: Benas sMyancns b TPEXKAMEPHOM MELLKE C AKTHBHPOBAHHBIMH Neperopoakamu,
MOKA3ATEJH AONMYCTHUMBIE MMPEEJIbI PE3YJIbTATBI
bakrepuanLibie 30TORCHHLL /M <0,5 <Q.24
CrepuinHocts Crepunsno Crepunbho

[Tponykt, Britouas MPOMEIYTOUHBIE M AKTHBHbIE CYBCTARIINM, MPOMS
COOTBETCTBYET NOA0KEHHAM [1pasun obpailleHns MeAMIHHCK

AHIPHAHOBA 0.A.
Cneunanucr no

saony JN 8 TQ
JTOBEPEHHOCTD

e L-20-73/1 -
0T 10,09, 2020

Ynncana, 16.11.2020

Dpesennyc Kabu
MapeHrepansHoe nutanme

Credar BeitHepmapx Ve
CoTpyaHUK, OTBETCTBEHHDIH 32 BBIMYCK ) g | -o |\



