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Iloeepenioe niago; Cmansiott J{.B., dosepensiocmy A2 77/650-w/77-2019-4-873 om 16,04.2019 2.

Jexapceennoe cpeocmao: EBpaiidan®, pacimeop OAR 61ympuee; o geederiun 100 metnen 2 aa, aawonst (10),
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CEPTUGUKAT HA CEPUIO

CEPTUOUKAT AHANW3A/COOTBETCTEBUS

H.8, Opravion Kloosterstraat 66348 AB Oss

Hunepnannst
Howmep cepun 8034725 Pacnonokenne
Howmep npoayxra Ganx  AL4431 Cgobpeno
Marepuan- 1018176 Fmeit Keccenc 07-HouBps-2018 04:41:39 EST
Homep nposiykra SGPA Keamudsmponasiasi crietmanscra .
Haieanue npenapara  Bpahgan 100 mrimn JneKkrpoHHasn ROANHCH
10x2mn hnakonb!
flata npouasoncTBa 08-monsn-20198 YTBRPHALHO MOA FYKIBOACTAOM HEMQAHNTENLHOT AMPEKTOPS,
oriepaumit kayectsa / KeanubuuMposattore cneumanucra
epran Xapacoat, HB Oprawow, Oce, Huaepaanan
Fopen fo 202207
. [powen/
AapaxTepueTnia Crneymcpurayun Pesynwrar Hepnpomen
ByemHui eug Boanwil pacteop coarsercrayer [lpowen
NoanunrocTe: Org 25868 + Org WaeHTuden cranaapty cootaercrayeT Mpowen

48302

NMonnunnocTs: Org 25969 + Org
48302 (Yb-cnexTp)
Waenexaemubiii 06ném

pH

QemonanbrocTL

YucroTa pacropa

HacTHi

Liser pacraopa

Hactuuel BemiecTsa (>= 10 Mkm)
YacTHib semecTra {>= 25 pum)

lpopyirul perpagausn: Org
198958-2

Npoaykre perpagauus: Org
19942544

MpoaykTel gerpafaumm: Org
1391311

Npofyicrs: nerpagaumit: Org
198074-1
Mpogykre! gerpasauuu: Org

VinenThaeH cTEHAapTHOMY CrexTRy

Kawpas equHuua >= 2,0 Mn/en
7,0-80

300 - 500 MOcmonk/kr

HueTei

Mpakruyecks ceobogen oT yacTuy

<= Epp. dapMm. Pedepext pacraopa

BY3

<= G000 yacruu/thnakon

<= 800 yacTuu/chnakon

<= 0.9 % 0T 3aABNEHHOTO COABPRANURA
Org 25969

<= 1.0 % 0T IBHBISHHOTO COfemKaHNA
Org 25869

<= (.5 % OT 3a9BNeHHOMO cofepHaHs
Org 25969

<= (.6 % 0T 38ABNEHHOIC COgepMaHms
Qrg 25860

<= 2,1% OT 3aRBNEHHOIO COACPHEHURA

cooTaeTerayer [powen

coorsercrayer lNpowen

75 Mpowen
370 Mpouwen
cooTeetereyer lpowen
cooTBeTcTeyet [poiien
cooTBeTerayer [powen
41 Mpowen
1 {lpowen
01 Mpowen
0.1 Mpowen
.5 Mpowen
oy (Ipowen

197339-1 Org 25969 o 05 i
NponykTel gerpagausun: RRT 0.35 <= 0.5 % o7 3assneHHorn cofepkanun 0.1

Npoayure: gerpanaymu: ne
HOAGHTHGHUKDOBAHHBIE

Npoaym [erpajauni: acero

BaktepHanhHbLIE IRGOTONTHHE

CrepunbHocTh

Konuuecreennoe onpefencxue;

Org 25969+0rg 48302

Crg 25988
<= 0.2 % OT 3a8BIIEHHOT0 COARDHAHUS
Org 25868
<z 6.0 % 0T 38ABABHHOID COLGDMBHUE
Org 25969

< 31,25 EQ/mn
Crapunbrbifl

85.0-105.0 mefmn

06
-

Mpowen

COUTBETCTEYET
Mpowen
COGTRETCTRYST
Mpowen

8975



CEPTUDUKAT HA CEPUK

CEPTUDUKAT AHANDUIAICOOTBETCTBUA

H.B. Opranon Kioosterstraat 85348 AB Oss

Hupepnanaw!
Homep cepun 8034725 Pacnonosesne
Howmep npoavxra Ganx  AL4431 Onobpene
Marepuan— 1016176 o | Mmei Keacenc 07-HonBpR-2019 04:41:39 EST
Homep npogyira SGPA KnarduummonanHsif cHcHmamoTa
Hassanue npenapava  Gpaigas 100 mr/mn SnexTpoHban NoanKucs
10x2mn dnakonn
Data npovaBoacTEa 08-mona-2019 YTsepmaeHo NOA PYROBOGETROM MANONHNTENAEHOTD AUPEHTOPS,
onepalit KaecTaa [ KBANMGHUNPOBAHHOID CNIEUMANHTTR
Fepran XapaconT, HE Opranon, Oce, Hugepnargs
Fopen no 2022-07
g‘l’;“;‘;g‘;?e”““ OTPEAEnERUe: gy 4 4050 urimn 95.7 Ll
g?gmeuuoe onpefenenuel g5y 18 TMpotuen
MNareon Mpowsen
Manblodaxgyp
MpouirancTad ne uHr Cepsuous
pacthacoBanHOro NpoAaykTa nne,
Greenville,
CLUIA

2] uac‘roﬁu;im NOATBEPRABIO, YTO mtpopuauua AaHHas Beille, NOANUHHA 1 BepHa, fanHan cepun
APoAYKTa, BKIIOYEN BCNOMOraTENLHLIE W AKTUBHLIE MHIpeaKenTH, Gbina nponssegeHta, Bxmoyan
yNaKOBKY/MapKUPOBKY U KOHTPONG KAYECTRE, Ha BILLSYKA3AHHBIX NNOLBAKEX B NONHOM COOTBETCTBUM C
TpebosanitamMu GMP nokansHbix PerynaToOPHLIX UPraios ¥ B COOTBETCTBHH C 3aPerncTpUpOBaHHON
cneuxdbukaumnel cTparbi-uMiopTepa. JOKYMEOHTELNA N0 NPOUIBOAGTRY, YNAKOBKE ¥ aHanusy cepuy Guiny
npoBepersl ¥ cooraeTeTayior GMP. JatHbie pesynbraTs! Bbiin nonydeHs HENOCPEACTBEHHD nache
npanasogcTea, Ira cepusi Guina oobpena k Beimycky cornacko EC Hupexrneet 2001/83/EC, Aarmwit
cepTubukaT aHanuaa nokassinaeT Tpabosasua cneuudrranny,

Homep Homep
MPOKIBOACTHEHHO  CepTHIhbURaTa
@ nuuenann
YNaKosimr HBO ®ARPM ONC Oce, OCce, 108884 F NL/H 16/1010471C
Hrnepnakas _
MpoussoacTse ne [Mareon dapwm Wuk., Greenpvile,
pacthacoBalHom CLUA

npoaykra
Bunycxamquﬁ kouTpons HBGO ®APM ONC  OGee, Oce, 108884 F

Hamep np@mﬁa;xc’rsanmm pazpswemﬂ
Py FCP-003870/10

Heperon pepen:
Cranenpii LB, 13.11.2019
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