CEPTH®PHUKAT AHAJIU3A

FRESENIUS
KABI

m

Cepus Homep:

10PA7505

Hata nposisoicrsa:

22.01.2020

Cpok roanoctis: | Koa cipans::

01.2022 | 50

tpenapar:

KABHBEH uenrpanasnbiii 1400 xkan

1540 ma

Coeundmraiis rotosoro npoaykra:

42 212/01

MHTPATINIMA 20 %
[TOKA3ATEJIN

Onucanne

[osauunocTs

pH
Paamep kanesis, % kanesis <7 MM
KoiuyecTeHHOe onpeaeachue:

- Tpuranuepuast. mr/ma

- lanuepoun (6eapoanpit), s/
CBoBOHBIE KUPHBIE KHCAOTHL.
Mo/ 1060 v

- Pochoaumual, Mr/m:

BAMMH 201 (BAMMH 18)
HOKA3ATEJIN

Onucanue

[osmuiocTs amuoxucaoT
HOLIHHHOCT !

- Harpuii

- Kanuit

- Kaasuni

- Maruuii

- ®octhop
pH
Komnuecrsennoe onpenesenme:

- Harpuii. mmonw/n

- Kanuit, mmonb/it

- Kaabuuit, Mmmyons/n

- Maruuit, mmons/a

- Docdop, Mmoan/a
Onpenencuue aMHHOKHCIOT. 171

L ~anamnn

L - apruuun

L — acnaparunosas kuciora

L — riayramunosas Kuciora

[Cisupn

L - ructuaun

L - u3oneduun

L. - neiiuun

L - ansun

L - MeTHoHHH

L. - henmnanatiun

L = nipoauny

L. - cepun

L - Tpeonns

L - rpuntodan

L - tupo3us

L - saaun
Mexanuueckue BRIIONCH IS
(FIPHHLIMT CBETOBAOKUPOBKH )

> 10 MxMm yacTU/mMa
> 25 MKM HacTHL/MI

[lBeTHOCTH
[pospaunocts

AOINYCTUMBIE NMPEJAE I
FComorennan sy ancust Genoro wiw Geroro

C KPEMOBbLIM OTTEHKOM LIBCTA
ﬂ(h"l?KH'd COOTHBETCTBOBATDL

1.5-9,0
100

190210
19.5-245
=20

10.8-13.2

AONYCTHUMBIE MPEJAEbI

[Tpoapaunsiit GecuserHsiii wan caerxa
WENTOBATHIA PACTEOP, HE CoaepIKANLH
NOCTOPOHHUX HACTHIL,
Jlo:BiHa cOOTRETCTROBAT

JI0iBKHE COOTBETCTROBATD
Hosskna coorsercrsonars
Hoaxua cooTBETCTBOBATD
Jloinkna coorsereTrOBaTL
JLoJKHE COOTRETCTROBATL

54-35.8
10L-112
76 - 84
6.3-7.0
12.7-14.0
222-245
144 -17.6
10,2124
3.1-3.7
5.0-62
7.1 -8,7
6.1-7.5
5.0-6.2
7.1--8.7
81-99
5.0-6.2
7.1-8.7
6,1 -17,5
4.0~5.0
5.0-6.2
1,7-2.1
0.21-0.25
6.6 - 8.0
25
<3
>Y6/BY6
[Ipospaunnift

PE3Y/IBTATbBI

["omorennas myibenn 6enoro usera

Coorsercrayer

8.5
100

197
222
0.5

11.8

PE3YJIbTATBI

[Tpospaumbtii cierka weaToparbiii
pacrsop

CooTsercrayer

Coorsercrayer

Coorserctyer

Coorsercrayer

Coorpercrayer

CooTpeTcTRyer
5.6

105

80
6.8
13.2
227

15.7

2
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FRESENIUS

KABI
CEPTUO®UKAT AHAJNHU3A

Cepun HoMmep: Jlata npoussoactsa; Cpok roanocTy Koa crpanb:
10PA7505 22.01.2020 01.2022 5 l 50
[Ipenapar: Cretidukaisg rotosoro npoaykTa:
KABUBEH uenrtpansuniii 1400 kxaa 1540 x| 42 212/01

FJIKOKO3A 19 %

[MOKA3ATEJ N AOITYCTHMBIE NPEJEIbI PE3IVJIbTATDBI
Ortncanne [lpospayisifi, nowrn GecuserHmi becuseTHas npoIpayHas mUAKOCTh

pacTBOp. HE COACPKALIMI HOCTOPOHHNX

HACTHIL

Hoanunnocrs Jlosskna cooTBeTCTBORATY Coorsercrayer
pH 3.5-55 4.5
Koxnuecrsentoe onpeseacune
PIKOKO3LI. MI/MI 180 - 200 190
3 = runporeumerii gy pdypos, <0.25 0.01
abcoplOuus
Lsernocrs >Y6/BY6 Coorsercrayer
[Ipospaunocts Iposparnbii Tpospautbiii

MexanHieckne BRII0YCHHS

(npuiunn ceToBI0KHPOBKH )
> 10 MM vacTmiyma <25 <
> 25 MKM Y4aCTHL/MI <3 0

CMECDH B TPEXKAMEPHOM MEHIKE

IMOKA3ATEJIN AONYCTUMBIE NPE/LEJIbI PE3YIBTATSI
Onucanre Omyisens Genoro usera OMyabeus Geaoro usera
bakrtepuanshbie YJHA0TOKRCHELL ED/MA <0.5 <0.24

(LAL Tect)

CTepHaLHOCTS Crepuiasbiii CrepuibHblii

Kaxas napTvs rotoBOro npoaykTa npoxXoJAMT HCMBITAHHE HA COOTBETCTBME AeHcrrytoutelt cneunprraiimm,
Hannas cepusi npouasesiena cornacno tpebosarusm GMP. Cepus oj06peHa.

Ynncana, 20.02.2020

Dpesennyc Kadu
[Napenrepanbroe nuranue
(noanucs)

Hanna Arknell

Oraen Konrpons Kavectpa




SAKJIOYEHHUE

O COOTBETCTBMHM CCPUM WM [IAPTHH JIEKAPCTBEHHOIO NpenapaTa TpeGoBaHMAM,
YCTaHOBJICHHBIM [IPH €TI0 I'0CY1apCTBEHHOM perncTpanmu
Ned0 o1 12.05.2020

PaCCMOTpelibI [PCACTABICHHBIC JOKYMEHTEI U COACPIKALIHMCCA B HUX CBEICHUSI .

. HopmatusHnas jokymenrtanus JIC-000417-150909 usm. 1-4

=owo

[Iporokon ucnertanuit Ne0269 ot 28.04.2020
Iporokon uensrranuit Ne236¢ or 07.05.2020

3aBo/CKOH ceprudukar anainza 6/u 20.02.2020

TOpl”OBO@ HaUMCHOBaHHE

Kabupen® ueHTpaabHblii

MexayHapoIHOe HeNaTEHTOBAHHOE
HaUMEHOBaHHe (IPYNITHPOBOYHOE WIH
XUMHYECKOE)

AMUHOKHCIOTBI 115
napenTepanbHoro nutaHus+lIpoune
npenapats! [KHpoBble dMyIbCHH
U1 TAPEHTePaTLHOrO
nuranus+/lexkcrposa+Munepaibi]

JlexapcTaennas popma

IMYJILCHS LIS HHOY 31

Jlo3uposka

(®opma BrlTYCKA

1540 ma - xoHTeiHEpBI
TpexkamepHsie "buodun” (4 wr.) -
KOPOOKH KapTOHHBLIE - /15l

CTallMOHAPOB
Homep cepuu (niaptun): 10PA7505
Ob6vem cepun (naprun) 2162
Jlarta Boimycka 22.01.2020
l'onen ao 01.01.2022

Haumenosanue u ajipec npoussoaures (¢
YVKa3aHHUEM CTaJlni [pOU3BO/ICTRA))

Opesennyc Kabu Ab. [lsewwms /
Fresenius Kabi AB, Sweden, SE-751
74 Uppsala. Sweden

Homep %8 jlara

Y1OCTOBEPEHUS

PETHCTPAIIHOHHOIO

JIC-000417 ot 15.09.2009(nata
3amensl PY 03.12.2018), Buitano
Opesennyc Kabu Jloiwann 'm6X,
['epmarns

Homep HopMAaTHBHON JTOKYMEHTAaLUK

JIC-000417-150909 nam.1-4

Haumenosauue " azapec lepKaress
PErUCTPaLMOHHOIO YAOCTOBEPEHHS

Opesennyc Kadu Joktunan
I'M6X, Fresenius Kabi Deutschland
GmbH, Germany, Else-Kroener-

Strasse, 1. 61352 Bad Homburg
v.d.H., Germany

XpaHenue

XpaHUTb IPY TEMIIEPATYPE He BEILIE |

25 rpaa. C ( He 3aMOpa)kuBaTh)




Jlexapcrsennniit npenapar KabuseH® reHTpasibHbIi, dMyI6CHs 1015 uHy3uii, 1540 mx -
KOHTCHHEPBI Tpexkamephble "buoduu" (4 wr.) - KOPOOKH KAPTOHHBIE - TS CTallMOHAPOB,
cepuss 10P7505 mpousroncta ®pesennyc Kabu AB, Illeuns / Fresenius Kabi AB.

Sweden, SE-751 74 Uppsala, Sweden (Bce cTaamu NpoH3BOAcTBa) - COOTBETCTBYET
TpeOOBAHMAM, YCTAHOBIEHHbIM [IPH €0 OCY 1apCTBEHHON PErnCTpaLHH.

[Ipunoxenne: nporokoa ucnpitanuii Ne236¢ or 07.05.2020; Ne0269 o1 28.04.2020.




