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AEKJIAPALIHSL O COOTBETCTBUHA |

AEKJAPAHT, IPHHBMAIOUTAI MEKJAPAITATIO © COOTBETCTBHN
| QOO «elfoentt Xanerea Papyay :
Cecdenus o pezucopayu opzanuzaryuy: Mearcpaiionnan wncnexijun Dedepansioi narozosoi enyorelsr Ne o6 no |
2. Moerge 18.05,.2010, OTPH 1107746408703, dama npuceoenun OF PH 18.05.2010,
Adpee: 123317, Moexea, Tipecnencran uas. 10. Teneghon: 8(493)739-69-31.

B uge: Tenepansiuit dupexniop Jesypun A.H,

1 | Hosepennoe muyo: Hinurosa HJL., dveepennoens B/H om 18:12.2018 2.

| BASIBJGIET, UTO —— ! :

- Aekapenmsennioe cpedemso; Ommunar®, paciisop din wveryy 300 sz iwoaihn 50 s, paakons:
nammponunenoee (10), nasu xapmonirsie; PY No IT NOI $799/07 om 14.05.2009 (dama saxvenor 06.02.2018)
swrdane Jucul Xoncea AC, cepun 1465 3302, ngpmun 3060 yrarocox, z0den do 31,08.2022, npouseodcmea
HoienH Xoucken Hpnandun Musnaned, Hpnandus, GE Healthcare Treland Limited, IDA Business Park,
| Carrigiohill, Co. Cork, Jreland, koo OKIT/I2 21.20.23.112, xod TH B3 30063 00000, fozoeop Ne 1 om

| 20.04.2018, ungoiie Ne 61596341 om 22.10.2019

COOTBETCTBYET TPEB OBAHHAM

I NO15799/01-250510 e, No 1-7

AERJIAPAYIHST TIPHISITA HA OCHOBAHUH

| Mpomokon ucromaniit Ne 7530 om 13.11.2019 HIT 000 HI] "PAPMOBOPOHA" aymeciment
- axkpedumanne POCC RU.0001.21 #7140, Cepmugpuxam POCC IE,OMO8.C54080 om 13,11.2019
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C‘BEI{EHHH O PETHCTPAIII/IH
| | OPTAH ITO CEPTHO@HKAIMH, SAPEIHCTPHPOBABINHIL zmmxmémlﬂ;}
RA.RU. 11 0M08 OPTAIT ITO CEPTHO®HRKALHH TPOJVILHY OFIECTBO ~{@m§ﬁ¥mg;@ﬁ
 OTBETCTBEHHOCTBIO "OKPY)KHOH HERTP KOHTPONS KAYECTAA Do My, 12l
adpec apzamzayuu: 115280, 2. Mocxken, yn, Macmepxosa, o, 4,04 3,.no. 1, Kb:\;';\l 1, dbpeg opeapadiol s, f
| | cepmugbuxayms: 115280, POCCHA, 20p00 Mocxaa, y. Macmeproat, o, 49, 3., mend: (495)788-02-8¢ aeb-
| caitm: oyxr.peh, &5 ; ¥/ in /
AERJIAPATIHS O COOTBETCYBHY 3APEI HCTPHPOBAKA Ne POCC RU JI-1E. OMOS.A. 4461719
| AATA PEPIGTPALIIY 13.11.2019 , o '
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Moxul] Xonckea Ilpomece 3akasa Ne 222424589 ang 3asofa 01 Kopk Bropuumsri

Marepuan:1134942 OMHUITAK 300 mr USB 10x50ra RUS

Konmuyecrro: 3,060 ynakosxu
IpoussoncTeennas Bepeus: 0070
Hpeanucanue: 70

Knnent Cepug No jfsskonso
Cpox rogrocrn: 08-2022
Buytpermss cepus Ne: 14655302

MP cratyc: Hara npownssoncrea: 20 09 2019
KommerTapuu:

Onepauus: 0010 Cepruduxar Crp 21 u3 21

Pecype: EPACK -1 Ynakogamo Kopk Opurnnan

Ceprudukar coorercraus

Hacrosmmuit poxyment YROCTOBEDSIET, HYTO JAHHAA CEDHA NPOAYKUHE Ghlia
TPOM3BE/ICHA, yTIaKOBAHA, MPOTECTHPOBAHA H BLIIYNIEHA HA HiDKe YKa3aHHOM
TUIOIIAAKE B IIONHOM COOTBETCTBHH € TPeGOBAHHAMI:

1. GMP mectsoro Oprana Perynuposauus

2. Jlnuensuu Ha IPOH3BOACTED

4 TarXOKe B COOTBETCTBHH ¢ Per HCTPallHOHHEIM VEOCTOBEPEHHeM Ha OPOIYKT.

OTOT NOKYMEHT yAmOCTOBepser, uro HBHHAT CCPHA YHAKOBAHHOTO NPOAYKTA (CM.
3ar0JIOBOK), IPOHMCXONAT K3 CEAYIOMeit cepun, 14776378 momynpoayxra.

Ceprudmkar  anasusa, OTHOCSIIHHCS

Muxpo6uonoruyeckomy QHAJIN3Y JLE TIONYTIPOYKTA, JIPHIIAraeTcs.,

Ecnu ynakosaumoe xonmyectno OTIHYAETCA OT KOMMYECTBE. 3akasa, HeoOXOX
ol gy A ppa

YKa34Th:

K nomsoMy  XuMuueckoMy @ u

DaxTHICCKOE KOTHIECTRO YIaKOBOK: H/I HepazBGopyHBo Qz.;a.ﬁ]"sf@ #2019

Homnucano: [oonucy

[/

Hara: 11 okrabps 2019

Ynonaomouenuoe Jluno (Awupextusa. 75/319 EECY |

MM Xanexea,
Wna Bazrec [Mapx
Kapurroxmn
Ko.Kopk,
Upnaunua

Mepeson Bamonsmun: ysesa Maprapura
Merenep o o6ecneuenuro xavectsa
000 «xull Xanckea (dapmay

Hara: 24.10.2019
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CEPTUOUKAT KAYECTBA

crp.1ma2

Mpoaykr Cepun Homep: Lara usroroenemua: Gasasbii pacrsop Ne; —’

OMHMIAK 300 mr 50 ma SB 14776378 20 ceHtabpn 2019 14776450

OMHUNAK 647 mr Horexcon/mn

Tecrsl PesyauTaThi Cneuu:}muauun ANA METOA0B KOHTPONA;

Onucanue NPO3paqHbIiA, Npe3pauHLIA, GecuBeTHLIN UAK crerka esToBaTeI pacreop
BecupeTHbilt UK crerka
HENTOBATLIA pacYsop

HaerTuinocTs

MaenTuurocTs Morekcona no BIYKX

8pemA yaepHuBaH1s
OCHOBHbLIX NHKOB
COOTBETCTBYET 3TanOHY

BPEMA YAEDMBAHIUR OCHOBHBIX NWKOB COOTBETCTBYET
BPEMEHI YACDIKAHUA NUKOB B NDUHATOM CTaHAapTe

WaeuTuusoery Morekconz TCX

Rf 3HaueHue ocHosHoro

Rf 3Hauenue ocHoBHOrO NATHA XPOMETOrPaMMmel

NATHE XPOMaTOrpamMms| COOTBETCTBYET 3TaNoHy
COOTBETCTBYET STaN0RY
pacrsopa
MagHmM4HOCTS Hoga COOTBETCTBYET COOTBETCTBYET
Pusuveckue X3PAKTEDUCTH RN
pH g 7,2-76
PehpakTyBHLI HHARKE 1,4386 1,4348-1,4412
LseT pacTeopa
Onmvueckan naoTHocTs npwm:
400 km 0.164 He 6osee 0,220
420 Hm 0.010 He Bonee 0.060
450 Hm 0.001 He bonee 0,030
Yucrora
Heopranuueckuii Mogur 9 He 6onee 30 MKr/mn
Mucrora BIMWX
O-2akun 0.5 He Gonee 0.6% nAowanu
BoAbWoOM nuK 0.1 He 6onee 0.1% naowagm
Obuwee kon-so NIPOYHX.NUKOB 0.2 He Bonee 0.3% naowaau
Yucrora no TCX
Cpd. 5410 He Bonee 0.2 He Bonee 0.2 %
EauHMyHBIe HeUaeHTUG. npumecy He Bonee 0.1 He Bonee 0.1 %
Npoyue npumecn He Gonee 0.4 He Bonee 0.4 %
2A Cpd.5410 He Bonee 0.2 He Bonee 0.2 %
2A EanHuyHbie HenaeHTUd. npumecy He Gonee 0.1 He Gonee 0.1 %
2A Mpoune npumecy He Bonee 0.4 He Bonee 0.4 %
3B Cpd. 5410 He Gonee 0.2 He Bonee 0.2 %
3B EaunuyHble HewgeHTU, npumecu He Bonee 0.2 He Gonee 0.2 %
3B MNpoune npumecy He Gonee 0.4 He Bonee 0.4 %
KonwyecrserHbiit aHanma
fop 300 288-306 mr/ mn
Morencon 647 620-661 mr/mn
Tpomeramon 1,24 0,85-1,57 Mr/ﬁﬁ{i Y0hrp ‘
CaNa2EDTA 0,10 0,08-0,12 mre/man’- [ ;-
Tectvl Ha Buonomueckyio BesonactocTy i
CTepunsHOCTb CoOTBETCTBYET tooTsercrayet B e, Y B
BRKTEPUANLHBIE SHAOTOKCUHB! 0,04 He Gonee 0,23 Eé/wqmr"}‘g’mgia 1
Opouue Tectul Vi, 401

W3Bneraemslis o6vem

3aABNeHHOrO Obtema ecnv obvem >50mn: He Bonee 101% ot 3an 3NEHHOro 0Bvema
cooTBeTCTBYeT cooTBeTcrayeT ;
TexHuueckuit Tect Cootsercrayer Coorsetcreyer
Hactuust pasmepom Gonee, dem: >=10 mum 0 He Bostee BO00 wacruy Ha dnaxon
>=25 MKm 0 He Boaee 600 yactuy, Ha dpraxou

He meHee 102% ot

ecnn 0Bvem <=50 mn: He Gonee 102% SR8kRBACHHOrO 06 bema




CEPTUPUKAT KAYECTBA

CTp. 2ma 2
Mpoaykr Cepus Homep: HaTa HarotosaeHun: Basosbliif pacreop Ne:
OMHUNAK 300 mr 50 ma SB 14776378 20 centabpa 2019 14776490
OMHHUIAK 647 mr Horekcon/mn
3akmovenve: OgobpeHo Aara: 17 oxrabpr 2019
(noanucs)

[wul Xanckea
HBononHuTensHas orveTHOTs No Fiorexcony mr/mn

B COOTBETCTBMM C TPeBOBIHUAMY HEKOTOPLIX PIHKOB

JACKTPOHHANA NOANUCH

Opobpeno: Aata u spemn ogobpenna {cepseproe spema) Noarsepmaerue 3n. noanucw

Kpayan, [xoH (100025669) 11 oxtabpa 2019 15:44:12 Cepwun esinywena

INepeson Butnonuua: Myzesa Maprapura
Menemxep no ofecnexcimio xaucerea
000 «llxnH Xanckea Gapmasn

JAara: 24.10.2019




