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3AKJITIOYEHUE P
0 COOTBETCTBHH CEPHH WM MAPTUH JIEKAPCTBEHHOTO MpenapaTa TpeOOBaHUAM, YCTAHOBIEHHLIM
IIPH €I'0 rocy AapCTBEHHOH perucTpauu
Ne 542 ot 10.09.2021
Pacemorpens! mpenctasiiennsie J0KyMeHTH 1 COZIepKaliecs B HUX CReICHUS:
1. HopmaruBHas nokymeHTanms JII1-005454-080419, uam. Nel,2.
2. Ilpotokon uensrranmit Ne 5779/03.21 ot 10.09.2021.

3. 3aBonckoit ceprudmkar anamza Ne 00593174 ot 16.07.2021.

TOPTOBOE HAMUMEHOBAHUE Heogonmacce
MEXJTYHAPOJTHOE
HEITATEHTOBAHHOE Huxnodenak + Opdenanpun
HAMMEHOBAHWE
JIEKAPCTBEHHA S ®OPMA, pacTBop ast undysmii, 75mMr+30 mr, 250 M,
JTO3POBKA (1axoHsl (5), KOpobkH KapTOHHbIE
HOMEP CEPUU 16QE1270
OBBEM ITAPTUU 2436 ynakoBok
JATA BBIITYCKA /T'OJIEH J10 11.05.2021/11.05.2022

®pesenuyc Kabu Asctpua I'm6X,
HAMMEHOBAHME U AJIPEC Asctpus/Fresenius Kabi Austria GmbH,,
I[TPOU3BOJUTEIIA Hafnerstrasse 36, A-8055, Graz, Austria,

CTpaHa: ABCTpHS

JII1-005454 ot 08.04.2019 (nara 3amens1 PY

HOMEP U IATA PY 03.03.2020), rimano ®pesennyc Kabu
Howwnang I'meX
HOMEP HOPMATUBHOM
IOKYMEHTAILIAN JIT1-005454-080419, uzam. Nel,2
[TACIIOPT
I[TPOU3IBOUTEIISI/CEPTUDUKAT Ne 00593174 ot 16.07.2021
AHAJIU3A

JlexkapcTBeHHbIi npenapat: Heononnacee - pacTBop [uis uHDY3ui, 75mMr+30 mr, 250 mi,
aaxous! (5), KOpOGKH KapTOHHEIE, CEPHS: 16QE1270, naprus: 2436 ynakoBOK, COOTBETCTRYeT
TpeDOBaHHSM, YCTAHOBICHHBIM IIPH €ro TOCYapCTBEHHOH PETHCTPALMH.

Mpuaoxenne: Ipotoxon nembrranmit Ne 5779/03.21 ot 10.09.2021, 3aBoackoit ceprh(HKar
a"amm3a Ne 00593174 ot 16.07. 2021 7o~

Annpuanosa O.A.

Cnenuanucr no ssosy JIIT B 'O
Hosepernocts Ne L-20-73/1

ot 10.09.2020 '



CEPTUOUKAT AHANU3A

Cnyx6a kavectBa

)

FRESENIUS

KABI

Cepmucbukarn Ne 00593174 ®pesennyc Kabn Asctpus MubX
XathHepwtpacce 36
A-8055 lMpay
Ten.+43/316/245-0
ApTtukyn: 4737561 Heononnacce 5 x 250 mn RU
Cepus: 16QE1270
MNpowvssoauTens/MocTasLymk: ®peseHuyc Kabu
lata npoussoacrea: 11.05.2021
lNopeH go: 11.05.2022
Mokasartens Cneundukaumus Peaynktatr  Ouexka*
Obwan nposepka NPOo3payHbIi GecuBeTHbI pacTeop CoorsetcTeyer G
_Onucanve i
Obwas nposepka 7,0-8,0 7.2 c
pH
Obwas nposepka 1,0100 - 1,0110 r/cm? 1,0105 r/cm? Cc
MnoTHOCTb
O6wasn nposepka H& MeHee HOMWHanLHoro Cooreercreyer Cc
VisBnekaembiii 06beM
ModnunHocme AONXKEH COOTBETCTROBATDL CootsetcTayer c
AueTunumncTenH
MNodnunHocme AOMKEeH COOTBETCTBOBATH CooTeetcTByeT C
Auknoderak Hatpus
ModnuHHocms AOMKEH COOTBETCTBORAThL CootsetcteyeT C
OpdeHaapuHa umtpar
KonuvyecmeeHHoe codepxxaHue 0,285-0,315r/n 0,296 r/n C
AvknogeHak HaTpun
KonuyecmeerHoe codepxaHue 0,114 - 0,126 r/n 0,117 r/n c
OpteHaapuHa uurpar
Konuyecmeen+oe codepxanue 171 — 209 mmonb/n 198 mmonb/n C
Hatpuia
KonuvecmeerHoe codepxarue 90 - 100 mmons/n 95 mmone/n Cc
_Manar o
KonuvecmeerHoe codepxarue 0,90 -1,05r/n 1,01 r/n 6
AUeTunumcTenH
Yuemoma <=5 ppm 4 ppm C
AuxnopgeHnnnHaoNMHOH
HYucemoma <=0,2% 0.0 % Cc
HauBonbweit HemaeHTUbUUMPOBaHHON  (Paccuumaro omHocumensHo
npume cu Konu4yecmeaeHHoz20 COGODX(SHUH
duxnogheraka Hampus)
Yucmoma <=0,3% 0,2 % c
HavnGonbuwei HenaeHTUULMPOBaHHON  (paccyumaro omHocumensHo
np umecH KonuyecmeeHHo20 COde)KHHUﬂ
opperadpura yumpama)
Yuemoma <=0,5% 0,0 % Cc
Cymma HenaeHTMULMPOBAHHbIX (paccyumatio omHocumenswo
npumeceil Konu4ecmeeHHo20 CoOOBPXaHUA
. duxnogeHaka Hampus)
Yucmoma <=1,0% 0,2 % C
Cymma HenaeHTMDULIMPOBaHHBIX (paccuumario omrocumensro Jp—
npumMeceit KonuvecmseHHo20 cooepxaHus )
~ opgheHadpuHa yumpama) { . 5
Ob6wan nposepka <= 25 /mn 1/mn AV
Hesnaumbie Yactuysl >= 10 um : Y4
O6was npoeepka <=3 /mMn “0/Mn [l e,

HesuauMbie yactuubl >= 25 um

*Ouenka:  C... coomeememeyem

NC ..... ve coomeemcmeyem

| Cmpanvya1



CEPTUOUKAT AHANMN3A ﬁl‘ FRESENIUS

Cnyx6a kayecTBa KABI

Cepmucbukam Ne 00593174 ®peaennyc Kabu Asctpus MMEX
XadbHeplwtpacce 36
A-B0O55 Mpau,
Ten.+43/316/249-0

ApTtukyn: 4737561 Heoponnacce 5 x 250 mn RU

Cepus: 16QE1270

MpoussoauTens/MocTaBLymk; ®pesennyc Kabu

[aTta npouseoacTea; 11.05.2021

lopek go: 11.05.2022

Nokasarens Cneundukaumun PesynbTar OueHka*
Obwas nposepka B COOTBETCTBUM C TpeBOBaHUAMY CootsetcrayeT Cc
Bugumeie yactuysl _
Mukpobuonozuveckue mpebosaHus cTepuneH CooteeTcrayer C
CrepunsHocTb

Mukpobuonozuveckue mpebosaHus < 0,5 E3/mn < 0,3 E3/Mn C
bakrepuanbHble 3HAOTOKCHHbI )

Cpok 200HoCMU 12 mecsiyes Coorteetcrayer C
loden do: nevams AO0.MM.ITTTT Coorteetctayer Cc
Hama npouseodcmea; nevame O0MM.ITTT CoorseTcTayeT C
c COOTBETCTBYET

OTBeTcTBEHHOE NUUO Petra Pirstinger 16.07.2021

Hactoswum noaTteepxaaem, 4TO npoAyKT Gbin  WArOTOBNEH B  COOTBETCTEUM C npaeBunamu Hagnexawei
MPOM3BOACTBEHHOM MPaKTMKM W B COOTBETCTBMM C OAOGPEHHBLIMU npoueaypamu NPoW3BOACTBA W cneuudukaume
TecTuposanus. Iliobbie 0TKNOHEHUs GbiNN OLIEHEHbI B COOTBETCTBAN € YCTAHOBNEHHbIMM BHYTPEHHUMM NpoLeaypamm.

HaneuaTaHno Hara: YnonHomoMeHHoe nuuo
Jakob Huber 24 rycra 2021

3mom cepmucbukam aHanuza cocmaened 3anekmpoxHo u GelicmaumeneH 6e3 nodnucu
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