JEKJAPAITS O COOTBETCTRYIL
|

JEKJAPAHT, IPHHAMAROIII JEKTAPATIHIO O COOTBETCTBHH
000 "Mpaiisep”
3apeaucmpuposano : Meakpaiionnas uncnexyus OHC Ne 46 no 2. Mocxee OT'PH 1077746269281 om
| 31.01.2007 i :
; Adpec:123112, 2. Mocea, Tpecnenckas wab,, . 10. Tenegpon:8(495)287-50-00
| B auye:Tenepansnei dupexinap Spux JKav. Ppancyd fampyitapd
| Aosepennoe nuyo; XKapos!A. H., doeepeinocms 6/u oni 08,12.201 7.
! ;
| 3AMBISET, uTO |
nRexapemeenroe cpedcmao: 3usoke pacmeop dns urgysiil 2 ma/mn 300 v, naveme (10), xopobitu kapmonnwee,
PY Ne T NO14286/01 -2002 om 14.08.2008 (dama savenw: PY 14.12.2011 ) svidano Hipatizep AC, cepun
! 8429042, napmus 1893 'ynarosox, 200em do 31.1 2.2020, npouseodcmga Bpesenuye Kabu-Hopee AC,
t Hopgeaun, P.O. Box 430, ?753 Halden, Norway, xod OKIT2 21.20.10.190, ko0 TH B3 3004200002,
b xoumparxm Ne 01-12/16 om 01,12.2016, ineoiic Ne 9771054243 om-03.05.2018
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COOTBETCTBYET TPEBOBAHUSIM

TLNO14286701-14121] warns: No 1

I[EKJIAPAI_I HSTIIPHHSATA HA OCHOBAHHH

NPOMOKROA UCholmanut MNe 12501 om 14.05.2018 Jabopamopusit yenmp OO0 "UKK OHL", ammecmam
axkpeQumanuu POCC RU.0001.21PK75, C. epmudpuram POCC NO.®M]5.C57074 om | 4.05,2018
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: OPTAH IIO CEPTHOHKALNY, 3APETYICTPHPOBABIN L AERJAPATIHIY

_E POCC RU.0001.11®MI35 OPI4H 10 CEPTH®HEKA LHH ITPOLYKIHH OFIECTRO C

| OrPAHHYEHHOH OTBETCTBEHHOCTSIO "OKPYHHO LEHTP KOHTPO/IA KAYECTBA",

l aodpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, koa. 1., adpec opeana no

. cepmudpunayuu: 143581, Mocrosckan o6racms, Hempuucxuii paiion, dep. Jlewixoso, 9, 243, cmp. I, mea.:
| (495)640-96-69, (495)787-92-78 seb-caiim: oyxw. pp,
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Fresenius Kabl Norge AS

FR E s EN I U s Svinssundsveien 80
=y o NO-1788 Halden, Norway
KAB l FPhone no; +47969211100 !
|
CEPTUOUKAT AHAJIHA3A ‘

|
3uBOKC (INEE30JIHA), PACTBOP AJis HHY3Hi 2 mr/mit, 300 ma

" Komx mponyxra: RUU0703 HMara npoussoacra: 29 Susaps 2018
. Homep cepuu: 18A29U42 Iomen xo: 31 Mexadps 2020 r.
‘ |

Tecr MeTona Cnennduranus 1 PesyasTar
Bremsnii 1A Emp. ©.2.2.2 '
Lleethoers Esp. @.2.2,1 >BS B9
TIpospaunocts [Tpozpannkii . Tlpospaumnsrii
Toanuunocts 11.12.007 ‘

g TM-01-0053A |
Jiunesonuzn — BIKX [TonoxuTensHO [onoxnrensso
Tmokoza — BOXX Tlonoxurensso | TlonoxwTensHo
Koxayeernennoe onpenencuue 11.12.007

y TM-01-0053A
Tunesonun 1,9-2,1 mr/ma . 2,0 Mr/mn
Cmoko3a (MoHoryapar) 47,7-52,8 mr/mn 1 49,6 Mr/Mn
Ipoayicrst pacnaga 11.12.007 |
Cymma npumeceit <1,5% " L0%
PNU-142063 =2,0% 0,46%
PNU-140155 <0,5% | 0,42%
5-HMF. <0,10% L 0,002%
Enunminag HeunentHOHIMpoBaHHas <0,2% <0,05%
NpHMECE |
PH . [lorenuuoHoMeTpuueckuii 4,4-5,2 4,8
Hzenexaemblii 0dbem Eep. ©.2.9.17 |
Hapnekaembiii 06nem =300 Ma . 310 mn
Hasnekaembiif ofwem nposepka ) CootsercTayer | CootsetcrByer
Hesngumpre yactuns (€100 ma) - Esp, &.2.9.19 j
Yactuubt (210 Mkp) ’ <6000/ynaxosxa " He Tpefyerea
YacTHup! (225 Mkp) ‘ <600/ynakoska . He tpe6yerca
Hepunnveie wacruust (>100 M) Esp. $.2.9.19 t
UacTuuei (=10 mxp) o <25/mn i 0/mn
Yactuigsl (225 Mip) - <3/mn " 0/mn
BHamMEIe yacTHIb! Esp. @.2.9.20 Ipaxruuecku ceoGonneii or . CooTseTctByeT

) BHAMMBIX YCTHI]

BaKTepHaNLHBIE 3HAOTOKCHIBI 13.01V <0,36 E3/mr <0,06 E3/Mr
CTepHibHOCTE Esp.®.2.6.1 CrepunbHBIi

Bee pesynurars cooTReTCTRYIOT CHienubuKAIHY.

DTO 3MEKTPOHHAS TIONIIKCE.

Cocrasnero:

Siv Sahlberg

Cexperaps sunmycka

Ynonﬁémouenﬂoe JIHI0:

Mette Grinnbo
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'CepTROHKAT cepHH A8 MEAHOMHCKOTO MPOAYKTA

. O pef BhIOYCK '

"| X em. Boxenue
3amMeuaHus, CYECTBeHRbIE OTKIOHeH s H T.4. HeT: X Jla: 0 cM. Huxe

r

. X BBITyCK ’
[ Anpec mpomsBoncTerHoro mogpasaenesus: | Fresenius Kabi Norge AS, Svinesundsveien 80
! i N0-1788 Halden, NORWAY
"1 No IMIICH3MH HA IPOH3BONCTBO: 9016
| Ceprudaxar GMP W1, ecny HMeeTcH, 17/00212-4

EudraGMP cnpapowgseii Homep:

Koz npoxykra: | RUU0703

| HammeHOBaHME IPOAYKTA: 3uBOKC, pacTBOp s HE(Y3HE 2 MI/MI
| CTpaHa HMIIOpTa/CTpaHEL: Pocens

MapKeTHHTOBBI HOMED pa3pelleR s HITH N014286/01-2002

KJIHHHYECKHEX HCUBITAHHM:
| Konuerrpanus: ‘ 2 Mr/mn

JlexkapcTeeEHas hopMa: Pacrop ang mudysui

PasMep B THIY yIaKOBKH: - | 300.mMn IV ynakoBka

Cepus: | | 18A29U42

Jata nmponspoacrea: |, 29.01.2018

KonuuecTso BRINYIIERHOTO: 18930 ynakoBok

PeaynpTaTel aHaJmsoB:,- BKJTIOYAs METOIB!

KH‘-!CCTBB ¢ Pfizer..

!

- Cepruduxar 3ammlyxenne: JeKapcTBeHHEBIH Npenapar

A nmacroammm nomnepmam YTO BBIEYKA3aHHAA HH(Ilop\iaﬁHﬂ_.xB}mercﬂ JOCTOBEpHOH H
TOuHOH. DTa mapTHA NpoAyKTa Gblia H3TOTOBNEH?, EKIOYAL e

- KaqecTsa, Ha BHILUEYNOMIHYTOM cafiTe B MOIHOM CoOXEErE
. MECTHOTO  DTYIHDYIONIEro OpraHa K TEXHEYECKHM p%ﬁﬁmﬁ'.&gg,}'?:;g CTPAITHOEHOrO
. YIOCTOBEpEHHs CTpaHEI-uMMopTepa/cTpaH. [lakeTHas 06 @w KOBKa H hmusa samiceit
GBI NpOaRANM3IAPOBAHE! M IPH3HAHEL B COOTBETCTBHH C (FIP Cepauc”
Cepna!npo,nyx'r BROIYINEH ANA TPONaXH H pacnpencneﬂu?p %"Aaancnmocm /COrAaIleHUs 0
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