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TeppUTOPUAbHbIX
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n O Heno06poKaYeCTBEHHOM rl
MeAULIMHCKOM M3aennn OpraHaM ynpaBneHnA

34paBOOXpaHeHNEM CYOLEKTOB
Poccuiickon depepaumm

PefepaibHas cnyx6a No  Hagsopy B Cepe 34paBOOXpaHEHUs Ha  OCHOBaHWU
aKcnepTHoro 3aknoyeHns Prey «BHUMVMT» Poc3apaBHan3opa COOOLAET O BbISBIEHNM
TepputopuasbHbIM - opraHom PocsgpaBHagsopa OpeHOyprckod 061actu B 0bpalleHum
He00pOKaYeCTBEHHOrO MeAULMHCKOTO u3fenus: «W3genvsa  MeauuMHCKUE NOSIMMEPHbIe
nabopaTopHble 0fHOPa3oBble ANA B3ATUSA U WUCCNEeLOBaHWUA MPO6 KPOBW. YCTpOWCTBa [A/1A
nccnegoBaHna Npob kposwn Multivette, Microvette ¢ koarynsiHTam 1 aHTUKoarynsaHtamm (Bug
167460). Microvette ®200 K3E, REF 20. 1288», LOT 8072311, nponssoacTtea «CapLurear
Al&Ko. KI», [epmaHus, peructpaumoHHoe ypoctoBepeHne oT 08.06.2017 Ne ®C3
2009/04702, CpoK [eACTBUA He OrpaHnYeH (panee - MeavUMHCKOE W3Lenne), B CBA3M C
HECOOTBETCTBMEM  TpebOBaHMAM  TEXHWYECKONM  [OKyMeHTaumu npounsBoauTens,
coflepkalleiics B KOMMJEKTe [aHHOW  PerucTpaumMoHHOM  [OKYMEHTauuu, B 4acCTu
MPOBEPEHHDBIX XaPaKTEPUCTUK (CM. NPUIOXKEHNE).

PepepasibHas cnyxx6a Mo HaA3opy B ciepe 34paBOOXPaHEHMS MpefnaraeT cyObekTam
obpalleHVss  MeAVUMHCKUX — W3AeNWiA  NPOBECTM MPOBEPKY HamMums B ObpalleHun
MeguuMHCKOro u3genus, B YCTaHOB/IEHHOM MOPSAKE MPOBECTM  MeponpuAaTua Mo
npeaoTBpaLleHno  obpallleHnss Ha Tepputopun Poccuiickoin ®efepaupmn  MeaMUMHCKOMO
U3aenma 1 o0 pesynbTatax MPOMHGOPMUPOBATL COOTBETCTBYHOLLMIA TEPPUTOPUA/IbHBINA OpraH
Poc3gpasHazasopa.

TeppuToprasibHbIM OpraHam Poc3apaBHaA30pa NPOBECTM MEPOMNPUATUSA B COOTBETCTBUM
C NOPSAKOM, MpeayCMOTPEHHbIM ALMUHUCTPATVBHLIM perniameHToM defepanbHON CryXobl
MO Haas30py B Cepe 34paBOOXPaHEHWS MO WCMOMHEHUIO TOCYLAPCTBEHHON (YHKLMM MO
KOHTPO/O 3a obpalleHVeM MeAUUMHCKUX U3AENNA, YTBEPXAEHHbIM MpuKasoM MuH3paBa
Poccum ot 05.04.2013 Ne 196H.

3a HapyweHus B Cepe obpaweHns MeaMUMHCKMX  U3LeNMiA - npefycMOTpeHa
afMVHUCTPaTMBHasA OTBETCTBEHHOCTb COM/AaCHO CTaTbaM 6.28 1 6.33 «Kogekca Poccuinckoi
Pefepaunyt 06 aAMUHUCTPATMBHBLIX MPABOHAPYLLUEHUAX», a TakKe YCTaHOB/IEHa Yro/ioBHas
OTBETCTBEHHOCTb 33 ObpalleHne  (habCUPUUMPOBAHHLIX, HEL0OPOKAYeCTBEHHbIX U
HEe3aperncTpPMpPOBaHHbIX MEAULIMHCKMX U3AENNIA COrnacHo cTatbe 238.1 YTon0BHOIoO Koaekca
Poccuiickoin depepaumu.

[MpunoxxeHwe:
- Tabnmua conocTaB/IeHUs NapameTPOB W XapaKTePUCTUK Ha 1/1. B 13K3.

PyKoBOAUTENb M.A. MypalLLKo
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MpunoxeHune K nucbMy Poc3apaBHagaopa
NeO YuzA M n /-

7 <f

Ta6n|/|L|,a conocCtaB/1eHNA NapaMeTpPOB N XapaKTEPUCTUK, YKa3aHHbIX B KOMNNEKTE perMCTpaLLMOHHOVI
OOKYMeHTauunn, ¢ napamMeTpaMmun n xapakKtTepuctnkamu O6pa3LI,OB BbIABNEHHOIo MeAULWNHCKOIo nsgennd

CpaBHuBaemMble
ceBefeHuA/NapamMme T pbl

Mogenb

KaTano>kHbIin Homep
YNONHOMOYEHHbIV
npeacTaBnTeNb
N3roTOBMNTENS

CpokK rogHocTU

TemnepaTypHbI pe>Kum
XpaHeHus

MaTepuan

MaTepuan Kanunnsapa:

YnakoBKa 1 KOMNNEKT
MnoCTaBKuU

KomnnekT perncTpaumnoHHoi
OOKyMeHT aumn
(pervcTpaumnoHHOe ya0CT0BepeHUe
0T 08.06.2017Ne &C3 2009/04702, cpok
AeCTBNSA He OrpaHnNyeH)
Bbinncka 13 TexHWYeCKOl LOKYMeHTauuu:

YcTpolictBo Microvette 200;

HopMaTUBHbIN LOKYMEHT;

Mpobupka cofepXUT aHTUKoArynaHT - K3-
SATA.

Ha npobupke ecTb
o6osHaueHusa: EDTA K
Bbinucka n3 TexHNYeCKON LJOKYMeHTaLWUN:
KatanoxHblin Homep 20.1288.810

00O «JlabopaTOpHbI NPOEKT»

Poccna, 111141, r. Mocksa, [epoBa lNons
2-ii npoesp, gom Ne 9.

Bbinncka n3 TeXHUYECKON AOKYMeHTauNu:
36 mecaueB

cnegytouine

+4 o + 25 °C

BHyTpeHHAA CTOpOHa mMaTepuasnos
nposnoXeHa neHonnacTom, ans
npefoTBpaLLeHuns NnoBpexaeHns
COlEPXXNMOT O yrnakoBKMU B xone
TPaHCNopTUPOBKMU.

Monnnponunen (PP)/ ALTECH® NXT PP
-H A 2030/451 GF30 LU

Ha MWHMManbHON K MoCTaBKe YMNaKOBKe
ToBapa (KapTOHHOW KOpo6Ke) pasmelieHa
HeobxoaMMasa  MHGpopmMauma 0  ToBape
(KaTanoXxHbli HOMeEp, HOMep nora,
HanMeHoBaHMue, CPOK FO4HOCTU U [p., B TOM
yucne wWHMoOpMaUUsas Ha PYCCKOM A3bIKe;
HOMep W Ha3BaHue PeruvcTpauMoHHOrO
yOOCTOBEPEHUSA, TMOJIHOE  HaMMeHOBaHue
ToBapa cornacHo PY, onuncaHune pgobaBku wu
4p.), KOTOPYK HEeBO3MOXHO pasMecTUTb
HeNnoCpeaCcTBEHHO Ha OTAENIbHOM
yeTpoiictBe Microyette un3-3a He60NbLUINX
pasMepoB U OTCYTCTBUSA 3TUKETKM

O6pasLbl BbISBNIEHHOTO MEAMLIMHCKOTO
nsgenus

3TMKeTKa KOpobKn
(opuruHanbHas MapKupoBKa
N3roToBUTENA):
Microyette® 200 K3E

REF 20.1288

JaHHble oTCYyTeTBYIOT

MNogeH pgo: 2021-05-31
MpownssegeHo: 18-05-24
HopMaTUBHbIA JOKYMEHT:
PekomeHfoBaHHadA Temmnepartypa
XpaHeHna ot +15 go + 25 °C
MeHonnaeT B KOPoOKe OTCYTCTBYeT

MaTepuan kanunnsipa
- MO/IMBUHUNXSIOPUS.

OnuncaHne po6aBkM W pacwnppoBKa
0603HauveHUa «K3» B MapKupoBKe
KOPOOKWN OTCYTETBYeET.



