REKNAPALIUA O COOTBETCTBUU

AEKINAPAHT, NPUHUMAOLLUN AEKINAPALIUIO O COOTBETCTBUMU:

OO0 "®peseHunyc Kabu", MexpaitoHHas MHCNEKUUA deflepanbHoit Hanorosow Cnyxoel Ne 46 no r. Mockse, OTPH;
1087746630289 ot 25.12.2008, appec: 125167, Poceus, r. Mockea, NenuHrpapckuit np-kt, g 37, kopnyc 9 aT 3, nom.
XXIV, koM. 15, Ten: +7(495)988-4578

B nuue: MeHepansHoro AvpekTopa Marnosa AnekcaHgapa

HdoeepeHHoe nuuo: Ywakos A. B.

HRosepenHocTs Ne L-18-142 o1 12.12.2018

3AABIIAET, YTO JIEKAPCTBEHHOE CPEAOCTBO:

Mponocon Kabu, amynscus ans BHYTPUBEHHOTO BBeneHua 10 mr/mMn 20 mn, amnynel (5), ynakosky syeikosbie
KOHTYpHbIE (1), naukv kapToHHele, per. ya. Ne IM-000875 ot 18.10.2011 (nara 3ameHbl PY 28.03.2017), BblgaHo
®peseHuyc Kabu fonunamns M6X, Mepmanus, cepua 16MI1922, ropen go: 20.09.2021, naptus: 12060 YNakosoK.
KonTpakT Ne390083-12/2013 ot 23.12.2013 r., unsoiic Ne 1510231284 o7 11.01.2019r.

BbINyCKaemMoe n3rotosurenem: Kog OKMAz2:

®peserunyc Kabu Asctpus MvbX, ABctpus/Fresenius Kabi Austria GmbH,, Hafnerstrasse 36, 21.20.10.231
A-8055 Graz, Austria, cTpana: AscTpus

Kopg THB3A:
COOTBETCTBYET TPEBOBAHUAM: 3004900002
NN 000875-181011, uam. Ne1-4

OEKNAPALIUA NMPUHATA HA OCHOBAHUU

MpoTokon uenbitanuit Ne 67¢ ot 08.02.2019, 000 WL "SAPMOBOPOHA", aTTectaTt akkpeguTtauuu: POCC
RU.0001.21®0140 ot 07.07.2016, CepTucbukar cootsercraus Ne POCC AT.®B14.C75362 ot 11.02.2019

OATA NMPUHATUA OEKNAPAUMMKN: 11.02.2019
OEKJTAPALIMA O COOTBETCTBUM OEUCTBUTENBHA [NO: 20.09.2021

(Pamunus, uHULUanNLI)
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CBEABHHFI O perucTpauuun geknapauymm o COOTBETCTBUHU

3A0 "Texka4ectso", 109044, r.Mockea, yn. uHamoBckas, 4. 1A, ocp. 400, Ten.. +7 (495) 676-5254, dakc: +7 (495)
676-5417, www.tehkachestvo.ru, tehkachestvo@gmail.com, OIPH: 1057746285189, Attectar per. Ne POCC
RU.0001.11®B14 sbiaan ®eaepansHoit cnyx6oi no akKkpeauTayum

Hdara pernctpaumm: 11.02.2019

Pe,ﬁdCTpaLlMOHHbiM HOMep AeKnapauun: POCC RU O-AT.®B14.A.17858/19
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| | FRESENIUS
CEPTUDOUKAT AHAJIN3A KABI

I{(}l'!'l'po.-'lb KayecTBa

Fresenius Kabi Austria Gmbl
Xagueprpacee 36
A-8035 I'pau
Ten 437316 /249 -0
Apruxya: 3012352 Mponodoa Kabn 10 sr/aa 20 ml ‘
MNaprus: 16M11922

Fresenius Kabi
20.09.2018 r.
20.09.2021 r.

ITpou3BOAHTE AL/ IOCTABLUHK
Jara npoussocrsa
Cpok rogHocTH

HensiTannsa Cneundnkauns Pesvasiar Ouenica*
Obwygue ucnsimanus bemnas romMoreHsas dMyabCHs COOTRETCTBYET C
Breunuit g
Oongue ucnvlman s 7.5-8,5 8.1 &
pH
Obujue ucnvimanus 0,9953-0,9973 r/mn 0,9965 r/ma C
[1noTHOCTD
Obugue uchoimais 270-330 mocMObL/KI 307 MOCMOML/KE C
QCMOIATLHOCTD
Obuyue ucneimanivs > 95% 100% C
Pasmep kaneis £1,5MKM
Ofingue uchbimanus 100% 100% C
Paimep kanenb SSMKM
Odujue ucnstnaiiis < 300 HMm 209 um C
Hesnanmble yacTuilbl < | MKM
Z- cpesiHee uucilo
Obuygie ucnvimanis He menee HOMUHANLHOTO CooTReTcTBYET £
M3siekaemblii 06beM
Hoenmugpurayus CootnetcTayer CooTpeTcTBYET C
BIOKX
Hoenmugpurayis CooTBeTCTBYET CoOTBETCTBYET C
Voo
Konuvecmaennoe onpedeacine 9.50-10.50 r/n 10.34 r/n ®
nporodon
Konuwecimgennoe onpederenie 0,40-0,50 r/n 0,44 v/n C
tocdop
Yucmoma <0,1 % 0,0% e,
4.4-6uc(2.6-nun3onponnaderon) OTHOCHTEILHO AKTHBHOTO

KOMIIOHEHTA
Yuemoma <0,1 % 0,0% C
Haubonbswas HicHTHQHLIMPpYCMas IIPUMECh OTHOCHTEJIBHO aKTHBHOTO

KOMITOHEHTA
Yucmomea <0.5 % 0.0% C
Cymma npuMeceii OTHOCHTEILHO AKTHBHOIO

KOMITOHEHTa
Qbugue uchuIManus <1,0 makB/n 0,2 MoKs/n C
[TepekHCHOE YHCIIO
Murpobuoiocuyeckue mpetosania < 0,5 ED/mn < 0,3 ED/mn &
Bakrepuaibible IHAOTOKCHHbI
Mukpotuorozuveckue mpeoosantia cTepiabHbiil COOTBETCTBYET C
CrepHibHOCTh
Cpor codnocmu 36 mecsilieB COOTRBCTCTBYET C
Hama npouzgodcmsa JUUMM/IT COOTBCTCTBYET C
Cpok 200HoCmI JUVMMITT COOTBETCTBYET e

C COOTBETCTBYET
OTBeTcTBEHHbII HCMOIHNTEIL:

HacTosuiM MOATBEPAIAEM, HTO YKA3aHHbIl BbILIC NPOAYK
COOTBETCTBUH C YTBEPAIEHHBLIMH NIPOLE/IYPAMH HHCTPYKUMI N0 CepuiiioMy NPOU3BOACTBY / YIIAKOBKE 1 HCTILITAHINM,

Fr. Renate Sitzwohl

12.12.2018 r,
T 6bi IPONIBEIEH 1 HCMBITAH € COOMOACHHEM GMP us

JlokymeHTaLMa ABaseTCR 110410, Ona nposepeHa i ogo6pea. JIroGbie OTKNOHEHNA OUCHHBAIHCL B COOTBETCTBHH C
yCTaHOBIGHHO BHYTPEHHEI npouenypoit.

Kaad napTis KOHEYHOro NPOAYKTa TECTHPYETCA B COOTBETCTBHII ¢o cneumduKale.
Mpezennye Kabu ABCTpiA
HaneuaTrauo : Jdara:

Salzmann Manuela 11.01.2019 r.
Jlanusiii cepmughuxant 6olHOAHEH 31eKMIOHHbIAL cpedemaarii u delicmsumeney bes nodnucu

Pyxosoantens OK:
(MOANKCH)



