3AKJTIOYEHME
0 COOTBETCTBHH CCPHHU HITH napTuH JICKapCTBCHHOTO npenapara T’pe60BaHHHM, YCTaHOBJIEHHBIM
TIPH €0 IOCY/IApCTBEHHON perncTpaitun
Ne 538 ot 10.09.2021
PaccMOTPEHB IPE/ICTABIEHHBIE IOKYMEHTH! H COJCPIKAITHMECS B HUX CBCACHHA:
1. HopmarueHas noxymenratms JIIT-002897-210820.
2. Ilpotoxon ucnnrramuii Ne 5780/03.21 ot 10.09.2021.

3, 3asosckoii ceprudukatr ananusa Ne 246178 ot 08.06.2021.

TOPI'OBOE HAUMEHOBAHHUE Ponmupakapy Kabu ,,,ji
MEXTYHAPOJIHOE "
HEITATEHTOBAHHOE PonmBakaut
HAMMEHOBAHME
JIEKAPCTBEHHAS ®OPMA, pacTop Ans mEBeKImi 2 Mr/Ma 100 M,
JTO3UPOBKA KouTeiHeps! (5), MAUYKH KapTOHHBIC
HOMEP CEPUI 12RCH14
OBBEM ITAPTHM 6240 ynakoBOK
JIATA BBIIIYCKA / TTOAEH 10O 10.03.2021 /31.03.2023

®pesennyc Kabu Hopox AC/Fresenius Kabi
g?g%%%%%@%ﬁg W AAFEC Norge AS, Svinesundsveien 80, NO-1788

1 Halden, Norway, crpana: Hopserus

f‘ TIT1-002897 ot 04.03.2015 (nata 3amenst PY
; HOMEP U TATA PY 21.08.2020), peinano Gpesennyc Kadu

‘, Jo#twnasn 'm6X., I'epmanns

"HOMEP HOPMATUBHOM

' TOKYMEHTALJM JIT1-002897-210820

[ MACIHOPT

| IPOU3BOJMTEJISVCEPTUDHUKAT | Ne 246178 ot 08.06.2021
L AHAJIM3A

JlekapcTBenHbI TTpenapat: Pomrpakant Kabu - pacTBOp s MHBEKIIT 2 mr/ma 100 M,
koHTeHHepH! (5), NayKu KapTOHHBIE, CEPHSL. 12RCH14, naptus: 6240 ynakoBOK, COOTBETCTBYET
TpeGOBaHMSIM, yCTAHOBIIEHHBIM TIPU €TI0 roCyAapcTBEHHOM perucTparnum.

Ipuaoxenne: [IpoToxon ucnprtanmit Ne 5780/03.21 ot 10.09.2021, 3aBojcKo# cepruduxar
ananusza Ne 246178 ot 08.06.2021.

e ZAZ\  AHIpHAHOBA 0.A.

[ofn |2 Crenuamict no spoxy JIII 8 'O
JlosepennocTs Ne L-20-73/1

ot 10.09.2020
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FRESENIUS
KABI

peseye Kabu Hopdoe AC
Svinesundsveien 80,
NO-1788 Halden, Norway

Phone no: 47 69211100

Ceprudukart aHaIn3a

Ponupaxann Kafu 2 Mr/mi, pacTsop s undysuii, 100 ma

ApTHKYIspHBIH KO RUH3110 JlaTa NpOH3BOACTBAL 10.03.2021
Cepun: 12ZRCH14 Copen fo: 31.03.2023

[ Teetn! Meron Cnennduxanus PeayaLTaTn!

| Mpospaunocts Ed2.2.1, FRDO66 | TTpospatnblil | Tlpospauiibii ]

| iseTHOCTD E® 2.2.2, FRD030 | ne Gonee uem BY i B9 \

| OnrHueckan nA0THOCTS Ed 2.2.25, %

| Tpn 5 em/405 1w FRDO049 <0,030 | 0,000 {

li'lpu 5 cm/436 UM < 0,02§ 0,000

| Henuanmbie HACTHILL! (<100 ma) Ed 2.9.19,

i, HACTHITH > 1210 um __ FRDO27 FGOOO [ koureiinep - _MWLWM / Komeﬁné_ﬁ W“i
qacrHap = 25 pm <600 / xouredtnep | 0/ mmcﬁm,p
“Hepnanmuie nacTuubi (> 100 M) Ed 2.9.19, T
yactrust > 10 um FRDO027 <25 /Mn He onpeenseres

""" qacTmIE > 25 pm <3/mn He onpenenacres

rBunummc HACTHIB! Ed 2.6.20, FRD042 | BuauMule GacTHLbB! ROTKITbL OTCYTCTBOBATH CooTReTeTBYET J

[ pH Ed2.23,FRD043 | 4,0-60 4.6 1
lhn.nemev:hm ofnem Metoa (upMel | He Menee HoMMHATHHOTO | Coornerernyer
()ﬂ?&nnnwaéﬁ Hd 2.2.35, A100 255 — 305 mOcmon/kr 283 MOCMOVKT ‘*

} Ponunakanna rHAPOXI0pHI BOWKX, FRD032 J

KONHHCCTBEHHOE ONPEASIEHHE - 95.0-102.0 % 98.0 %
% PonupakaiHa T’MAPOXIOPHI
Toutunnocts - PomHBakania Bpems yaepAIBaHUL 1 V®-crextp A0HKHL CoOTBETCTBYCT
IHAPOXIOPHIL COOTRETCTBOBATH CTAHIAPTHOMY PACTBOPY |
Tipumeen BYWCX, FRD023 1
Bynupakaun (npumech A) <0,2% < 0,05 %
| JlioBas HeuaeHTHHHIHPOBAHHAA <0,10% <0,05 %
| pUMECE - i
O6uHe NPUMCCH E(},S % < 0,05 % ‘
(xpome npumecy G) ]
2,6-KCHIHIUH (2,6-nUMETHAZHNAKH) FRDO3! i <0,01 % o _0@5:/:'4___#__1
Y HANTHOMETPHUECKAN HHCTOTA | FRD024 ‘ =< 1—05/; - ‘ | 0,2% !

Lﬂl’ﬂﬂ&_@_ﬂ_ﬂu— | | o m e i E——

| E®26.14 0,004 ED/mn | | <0094 L0/

| BakTepnanbHble JHAOTORCHHLL
CrepnibHOCTh

[ Ed 2.6.1

- =0, EC
CrepuiihHhi

CrepuiibHbii

CrepuiibHOCTDb BHELIHER MOBEPXHOCTH E3KETO/IHO MPOBEPSETCA B cooTBeTCTBUM € ED 2.6.1.

Bce pe3ynbTaThl COOTBETCTBYIOT crienMdyHKaIn.

70 INEKTPOHHAS TOANKCE.

Marie Therese Johansen

Buinano:

Release secretary
VioJoMoMeHHOE  Susanne Strom
JHIO:

RawuieHHbId omyem Ne 246178
LIMS Lot Ne 157212 (FP_1718025_12)

QC Manager

Ctpanuua 1 mn3 1

Jata BuIAAYH:
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GMT Offset: + 2 hrs
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