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ELEPAJIBHASl C/TY)KBA MO HAZ30PY B COEPE
30PABOOXPAHEHUS
(POC3OPABHAL3OP)

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEOVUUMHCKOE U3OENTUE

ot 03.06.2020 N2 P3H 2020/10566
Ha MepguumHckoe nspenue

Habop kannbpatopos VITROS C-nentug (VITROS C-peptide Calibrators) ans kanubposku
aHanuzatopos cepum VITROS npu uMMyHoauarHocTMueckom onpegeneHunn C-nentuaa
METOZI0M YCUIEHHOW XEMUTIOMUHECLIEH UM

Hactosuiee perncrpaumMoHHoe yaooCcToOBEPEHME BblAAHO
000 "OpTto-KnuHukan OuarHoctmkc"

lNpownzBoamnTens

"OpTo-Knuuukan AnarHoctmkc”

MecTo Npon3BoACTBa MEAULMHCKOrO U3LEeNUs

CoenmHeHHoe KoponesctBo, Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed,
Bridgend, CF35 5PZ, United Kingdom

Homep peructpaumonHoro pocbe N2 P3H 2020/10566
Bua MmeguumnHckoro uspenusa: 257440
Knacc noteHuManbHOro pMcka NnpUMeHeHUs MeauUMHCKOro usaenus: 2a

Kopg O6wwepoccnitckoro knaccmdmkaTopa Npoaykumnm ons
MeaunumHckoro nspenma: 21.20.23.110

HacToswee perncTpaumoHHOE YL0CTOBEPEHME UMEET MPUIOXKEHNE

MNpuka3om Poc3pgpasHaazopa ot 03.06.2020. N2

HonyweHo K obpaleHunio Ha Tepputopumn Poccuiickorn Mepepaumn.

PykoBoguTenbs MenepanbHoM cnyxobl (neyatb)
Mo Haa30py B chepe 34paBOOXPAHEHUS
@®.1.0 _noanucb_
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®EJEPAJIbHAS CTY)KBA MO HAZI30PY B COEPE
30PABOOXPAHEHUA
(POC3[IPABHA30P)

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEONUNHCKOE U3OEJIVE

ot 03.06.2020 N2 P3H 2020/10566 Jner 2

 Ha MeaMuMHCKOe u3genme
- Hab6op kanubpatopoe VITROS C-nentug (VITROS C-peptide Calibrators) ansg kannbposku

- ananusaropos cepuun VITROS npu MMMyHOAMArHocTu4eckom onpeaenequn C-nentuaa 3 ’ 4 ot
METOLOM YCUNEHHOW XEMUIOMUHECLLEHLMM -
B cocTaBe: 1. Kanubpatop 1 - 3 dnakoHa no 1,0 mn. 2. Kannbpatop 2 - 3 ¢pnakoHa no 1,0 ma.
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3. Kanubpatop 3 - 3 dnakoHa no 1,0 mn. 4. KannbposoyHas kapta - 1 wrt. 5. [poTokon kapTa : ’. . Q o
- 1 WT. 6. DTUKETKM CO LITPUX-KOLOM KanMbpaTopoB — MO 8 LUT. HA KaXAbli YPOBEHb
Kanubpatopa. . <—
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PykoBoautenb ®enepanbHon cnyx6sl (neyatb)
Mo Hap3opy B cdhepe 34paBoOOXpaHEHUS
®.N.0
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