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CEPTM¢MKAT COOTBETCTBMSI

N° POGC NL.&M18. C88275

Cpox,a.eﬁc'mnsx .€..22.10.2019 . . no o

‘ OPI'AH 1o cmn@mmumi

At g&lmmuu {10}, navcu xapmownnsie, ons cmayuonapos,

! cepus 5'0.29?86 napmus 2778 ynaxosox, 26den 00 04.05.2022,

T 0589152

POC’CRU 0001: 11PA 15 OPIAH 110 CEPYH@HKAUHH HPC}HYK[[HH OBU[ECTBO C OFPARY '-IEHHOI?
OME?’C?IBEHHOC’TEIO "OKPYXHOH HEHTP KOHTPOJIA KAYECTBA", adpec opeanusayuu: 115280, 2. .

. *Mocksa, y. Maanepuma, 0. 4, am. 3, nam. 1, xaw. 1., adpec opeana no cepmudnucau: 143581, Mockoacxan ofw
Hmpuummpamt dep. ,erxosa 0. 248, emp. 1, mea.;. (495)640-96-69, (495)781-92-78
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€3 MSD

CEPTUOUKAT HA GEPUIO

CEPTUOUKAT AHANU3BAICOOTBETCTBUSA

H.8B. Opranan
Klousterstraat 65349 AB Oss
The Netherlands
Homep cepuy 5029786 . . Pacnonoxense .
Homep npogyira Gank  AK9836 Opnobpeno
“Marvepunan - 1016176 fhreli Keccene 0l-okrsabpr-2019 08:38:50 EST
Homep npogykra SGPA Kowminmpopaniuii cnaganicta
Hassauue npenapara  Bpaiigas 100 mr/mn JNeKrpoHHan nognuck
10x2mn thnakomnl
Poeccun
fara npouasopcTea 04-ran-2019 YIREPAISHO 1O PYROBOACTROM HCTIOMTHTEALHOIO BUPERTOPE,
onepauyli kauecTea / XBmIHUMPOLIIHOTO OTeLMAmICT:
Fepvat Xapacoar, HB Opranon, Oce, Hupepnaqas
lFogen po 2022-05
Npowen/
XapakrepucTHKa Crneyucpuxaymn Pesynerar He npowen
Brewnnil Bug BogHellt pacteOp cootaarcTeyet llpowen

MognuuHocTL: Org 25969 + Org
48362

FopnunnocTs: Org 25969 + Org
48302 (Y®©-cnekrp)
Wapnexaemulii o6wim

pH

OCMoNANLHOCTL

Yucrora pacrsopa

Yacriibl

Lieer pacteopa

Hacruue! Benjectaa (>= 10 Mxm)
Hacrrun vewectsa (>= 25 mim)

Mpoayxret nerpagaumn;: Org
198958-2

Mpopyxret ferpanaumn: Org
198425-1

Npopyxrel ferpanayun: Org
1391311

Mpogyxrel gerpagaunm: Org

Mpomyxrel gerpagaunn: Org
1973391

Mponyxre! gerpapauuu: RRT 0.35
Mpogyxret gerpanaumm: He

MOSHTUDHLKPOBAHHBIG
Nponykrel perpafaumny: ecero

Bampﬂan bHbIE SHOOTOKCHK L)

CrepunsHocTh

WaeHTu4eH crangapry
WABHTUYEH CTaHABPTHOMY CreKTpy

KEKA8s efiunnga >= 2,0 mrlen
7,0-80

300 - 500 mOcmons/kr

Yueruit

Npakriuecin ceoBoget or vacTuy

cooTeeTCTBYeT lMpowen
cooreercTeyeT [powen

cooTeeTcTBYeT [lpowen
75 Mpouen
375 Mpowen
cooreeTeTayeT [lpolwen
cooTeeroTByeT [lpolwen

<= Epp. ¢apm. Pedepent pacteopa cooTBeTeTBYeT [potuen

BY3

<= 6000 vacrTuLy/dnakon 30 powen
<= 800 yacruw/dnakon 1 Mpowen
<= 0.9 % OT 38ABNSHHOTO COJePXaHus 0.4 Mpowen
Org 25969 '

<= 1,0 % OT 38RBNEHHOro cogepKatmus Mpowen
Org 259069 0.1

<= 0.5 % OT 3858NeHHOrO coflepuanun Npowen
Org 25969 «0.1

<= 0.6 % OT 3as1BIEHHOTO CofjepXaHus 1 Npowen
<= 2.1% OT 3aABNEHHOID CofePKaHNA 05 Npowen
Org 25969 ' pT—
<= 0.5 % OT 3aAIBNEHKOTO COfepKatUN # '+ Mpowen /%,
Ory 25969 <0.1 Fo
<= 0.2 % OT 32ABMEHHOTO COjepKaNUA T f? :

Org 25969

<= 6.0 % oT 38ABNEHHOIO CofepXannn
Org 25969

< 31,25 E3/mn

CrepunuHbi

[~
\ ¥

. COOTBETCTBYET
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e - 5t
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]
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€3 MsD

CEPTUBGWUKAT HA CEPUB

CEPTUOUKAT AHANKWIAICOOTBETCTBUS

H.B. Opraxon
Kivosterstraat 66349 AB Oss
The Netherlands
Homep cepun £020786 i - s Pacnonomxenue .
Homep npopiykra Bank  AK9836 Ogoépeno
Marépuan 1016178 ' T ] Bonedt Keccene  01-on1abpn-2018 08:38:50 EST
Howmep npoaysra SGPA Koamadinptposarmmi crergmnicta
Haamanwe npenaparva  Bpailgan 100 mrimn SnexTpoHHan nognuch
10x2Zmn nakoms
Poceun
fara nponssogciea 4-man-2019 YIBEPARACHO NIOM PYROBONCTEOM HCTIOMHITENLHOT0 JEpERTOpA,
onepaumit kasecrsa / xpanHGIBIPOBNTIONO QUG
fepTan Xapncont, HB Opranon, Occ, Huaepnanam
Fopen go 2022-08
KonuvecTaennoe onpegenenne: Mpowean
Org 25969+0rg 48302 956.0-105.0 mr/mn 100.2
Konudecrsennoe onpegeneue: Mpowen
Org 25989 87.0-105.0 mrimn 98.2
gor::maannoe onpepenexse:; <=8.0 Mrin 20 Mpowen
Mareow Mpouwsen
Manslodaruyp
MpousBolcTBO He MHr CepBucys
pactpacoBanHoro npoaykTa ine,
Greenville,
CLUA

£l HacTOAWMM NOATBEPKAAID, YTO nHGopMaLUA, JaHHan Brile, NOANMHNA # sepua, [lannan cepus
DPOAYKTE, BKNIOAA BCMIOMOTATENBHEIS W BKTHEHBIE HHIPEANEHTS!, Bbina nponsBeqeHa, BrMoYan
YNaKoBKy/MapXUPOBKY W KOHTPONL KavecTaa, Ha BLILUGYKAIAHHLIX NNOWBAKEX B MONHOM COOTBETCTBIH C
Tpebosanuamt GMP noxanbisix POTYNATOPHLIX ORraloB U B COOTBETCTBUM G 3APEIMCTPHPOBAHHON
creyuukaLuel cTpaHLi-uMIopTepa. Jokymentayua ro NPOHIBOACTRY, YNakoBKe U aHanusy capuy By
fpoBepeHs! 1 cooTBETCTBYIOT GMP, NanHue pesynsTarel Gbiny nonyMeHs! HBNOCPSCTBOHHO Nocne
npoussoacTea. Sva cepus Guna ogobpena K BiInycky cormiacko EC Dvpextusbt 2001/83/EC. HanHuii
cepTubUKaT aHanusa nokasusaeT TpabosaHus cnetudpukau,

Homep Homep
NPONSBOLCTEEHHO cepTudhurarta
A nuyenInm
YRaKoBumi HEO ®APM ONC Oce, Oce, 108084 F NL/H 18/1010471C
= TR Hunepnanap e
g o oH @& [T nville, ff.’i& 7 Oy gy
pacacoBaHHoro CLUA f/;:‘w’i A
npojykra g o)
Beinyckaioumi xoutpons HBEO  ®APM  OMC Occ, Occ, 108984 F NLH ggliﬁh
KaYecTRa: Hiugepnanas W, b

Crpana HasHavewus: Poccuiickas depepayun
Homep npouaseoscraennoro paspelueHun
4 JICP-003870/10

Iepenon pepen:
Cransnoit JIB. 14.10.2019

Az nevar: 04-0xTaGpa-2019 04:45:35 EST




