AEKIAPALIUA O COOTBETCTBUU

AEKNAPAHT, NPUHUMAIOLLMIA OEKNAPALIMIO O COOTBETCTBUM:

000 "dpesennyc Kabu", MexpaitoHHas WHcnekums desepanbHoil HanoroBoi cnyxGs Ne 46 no r. Mockae, OFPH:
1087746630289 ot 25. 12 2009, appec: 125167, Poccun, r. Mocksa, JleHnHrpaackuit np-kT, 4 37, kopnyc § aT 3, nom.
XXIV, kom. 15, Ten: +7(495)988-4578

B nuue: MerepansHoro gupektopa Marnosa AnekcaHaapa

HoseperHoe nuuo: Ywakos A, B.

HoseperHocTs Ne L-18-142 o 12.12.2018

3AABNAET, YTO NEKAPCTBEHHOE CPE[CTBO:

Mponodon Kabu, amynscus ans BHYTpuBeHHOro eeegeHnA 10 mr/mn 20 Mn, amnynbi (5), ynakoskn sYeikosble
KOHTYpHbie (1), nayku kapToHHbie, per. ya. Ne JIM-000875 ot 18.10.2011 (nata samensl PY 28.03.2017), BblaaHo
Ppeserunyc Kabu [Joinunana MmEX, Mepmanns, cepus 16MM2676, rogen go: 01.12.2021, napTus: 12000 ynakosok.
KonTpakT Ne390083-12/2013 ot 23.12.2013 r., uxeoiic Ne 1510231918 oT 22.01.2019 r.

BblNyCKaemMoe U3rotosurtenem: Kog OKMNA2:
®pesernyc Kabu Asctpus TmBX, Asctpus/Fresenius Kabi Austria GmbH,, Hafnerstrasse 36, 21.20.10.231
A-8055 Graz, Austria, cTpaHa: ABcTpus

Kog THB3L:
COOTBETCTBYET TPEEOBAHUAM: 3004900002
N oo0875-181011, nam. Nei-4

OEKNAPALUWA NPUHATA HA OCHOBAHWU

MpoTokon ucnsiTanuit Ne 167¢ ot 20.02.2019, OO0 UL "®APMOBOPOHA", atrecrar akkpeaurauuu: POCC
RU.0001.21®140 ot 07.07.2016, Ceptudukar cooraercraus Ne POCC AT.®B14.C76105 o1 20.02.2019

OATA NMPUHATUA OEKNAPALUWUWN: 21.02.2019

ﬂ O COOTBETCTBUU AEUCTBUTENBHA [0: 01.12.2021
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Hﬂﬂ‘f’ rMcTpauuvu geknapauuvm o COOTBeTCTBUN

3A0 "Texkauectso", 109044, r Mockea, yn. [luHamosckasn, a. 1A, og. 400, Ten.: +7 (495) 676-5417, chakc: +7 (4995)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 1057746285189, Attectar per. Ne POCC
RU.0001.11$B14 ebinan PeaepansHoi cnyxBoit no akkpeautauum

[laTa peructpaymu: 21.02.2019

Pemé‘fpauuoﬁnplﬁ HOMep AeKknapauuu: POCC RU A-AT.®B14.A.19142/19
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CEPTU®UKAT AHAJM3A

KouTpout kauecrna

Apruxya: 3012352
[lapTus:

llponsBosnrens/nocrasunk

16MM2676

Fresenius Kabi

Mponodgoa Kadu 10 smr/sa 20 sl

FRESENIUS
KABI

Fresenius Kabi Austria Gmbi |
Xadueprpacee 36

A-8035 I'pat;

Ten. 4437316 /249 -0

Hara npoussoactea 01.12.2018 r.
Cpox roanocru 01122021 7,
Henbrranus Cneundnxausn Pesyawrar Ouenka*
Odugue ucnsimaniis benas romorennas aMyabcia COOTBETCTRYET C
Buewnit sua
O6ujue ucnotmanus 7.5-8.5 8,1 @
_pH
Obugue ucnsimanis 0,9953-0,9973 r/mn 0,9965 r/mn C
[T1otHocTh
Ofwee ucnetmanun 270-330 mocMOAb/Kr 305 mocmorne/xr C
OcMonsanLHOCTh
Obwue ucnsimans > 95% 100% C
Paamep ranens £1,5Mkm
O6uyue ucnotmanus 100% 100% C
Paamep kanean S5mMkm
Obuue uenvimanis <300 um 216 Hm %
Heuaumble yactvubl < | Mxm
Z- cpeaHee uucno
Obuyue wenstmaius He mexee nomunansHoro Coorsercreyer C
H3enekaemslit 06bem
Hoenmughurayus CooTsetcrnyer Coorsercrayer C
BIOKX
‘:*{(:')meuqu\'dm.'}r Coorsercrayer Cootsercrryer C
Koauvecmesernioe onpedenenue 9.50-10,50 r/n 10,15 r/n G
nponodgosn
Konuwecmeennoe onpecerene 0,40-0,50 r/n 0,43 r/n C
thocdop
Mexanuveckue graouenus nesuousore < 3000/amnyay 97/amnyny C
<100 ma > 10Mkm
Mexanuveckue aiiouenis neuourore < 300/ammyay 20/amnyny [
< 100 mn > 25MkM
Yucnmoma <0,1 % 0,0% C
4,4-6uc(2.6-aumzonporundenon) OTHOCHTENBHO aKTHBHOTO
KOMIIOHEHTA
Yuemoma <0,1 % 0,0% i,
HauSonbwas naenrudrunpyemas npumecs OTHOCHTE/ILHO AKTHBHOIO KOMIOHEHTA
Yuenoma <0,5 % 0.0% C
Cymma npumeceii OTHOCHTENBHO AKTHRHOIO KOMIIOHEHTA
QGuque wchnormeiis <1,0 M3KB/NT 0.6 MaKa/n C
[Tepexucroe uucio
Mukpobuoioerseckue mpeboeaius <0,5 E3/mn < 0,3 ED/Mn C
baxTepuaibHbIe YIHAOTOKCHHBI
Murpobuorocuyeckue mpedosanis CTEPHIIbHBINA COOTBETCTBYET C
CTepHiILHOCTD
_Cpok coonocmii 36 mecsuen COOTBETCTBYET &
Hama npouszsadcmea JUJUMMITT COOTBETCTRYET C
Cpor 200H0cmu JUUMMIT COOTBETCTBYET {
C COOTBETCTBYET
OTBeTcTBEeHHBIT HCNOAHHTEIL: Fr. Renate Sitzwohl 16.01.2019 r.

Hacrosiuum noatsepriciaem, 410 ykasanHbiil Bbilte npoayKT GbiN MpoH3BeeH U HenbiTan ¢ cobmoaennem GMP u 8
COOTBCTCTBHH € YTBEPXKASHHLIMHU NIPOLIEAYPAMH HHCTPYKUHA 10 CEPHITHOMY NPOH3BOACTRY / YHAKOBKE H HCIILITAHUAM,
Hoxysentauns agaserca nonxoit. Oxa nposepena u 0106pena. JTioBbie OTKAOHEHNS OLEHIBATICE & COOTBETCTBHH ¢

YCTAHOBIEHHOH BHYTPeHHEH Npoueavpoil.

Ka.x{,qaﬂ NapTHA KOHCYHOIo NPOAYKTa TECTUPYETCH B COOTRETCTBUH CO cneumbukauueii.

Ppesennye Kabu Ascrpus

Haneuarauno :
Salzmann Manuela

Haiwortt ceprughuram euinosnen saekmpoinsi cpedcmeasu u de

Hara:
22.01.2019 .

Pywosoanrtens OK:
(nonnucs)
temeumenen Ges noonucy



