MWHWCTEPCTBO 34paBOOXpPaHeHus

o o 2272516
Poccuiickon depepaunm

®EAEPANIbHAS CNYXKBA MO HAL30PY I
B COEPE 3[]PABOOXPAHEHUS CybbekTam obpalleHus |
(POC3APABHA/30P) MeAULIMHCKUX U3aennii

CnaBsiHckaa nn. 4, ctp. 1, Mocksa, 109074
Tenediow: (495) 698 45 38; (495) 698 15 74 PykosoauTenam

TeppPUTOPUANbHBIX
opraHoB Poc3apaBHag3opa

Ha Ne oT
Me,ﬂ,I/ILI,I/IHCKI/IM opraHmnsauunsam

O HepobpoKavecTBEHHOM
MeANLMHCKOM U3aenunm OpraHam ynpaBfeHns
3[1paBoOOXpPaHeHneM CyObEKTOB
Poccuiickoin ®epepauunn

defepanbHas cnyxéa no Haa3opy B Cgepe 34paBOOXPAHEHMA HA OCHOBAHMM
akcnepTHOro 3aknwyeHns ®rey «BHUNMMT» Poc3gpaBHag3opa coobLiaeT 0 BbISB/IEHUN
TeppuTOopMnanbHbIM opraHoMm Poc3gpaBHagsopa Mo KocTpoMckoi o6nactu B ob6palieHun
He0OPOKaYeCTBEHHOIO MeAUUUHCKOro wu3genuna: «W3 Habopa Ana (eHOTUNMPOBaHUSA
KpoBW 4YefioBeka no rpynnosbiM cuctemam Pesyc, Kenn n Kugn («<9PUTPOTECTAA-
LLONMNKJ/TOHbI»), Sputpotect™-LlonnknoH AHTu-UennaHo (k) Cynep, TY 9398-022-
27575295- 2011, 10 dnakoHoB no 5 wmn.», cepua 107, npon3BoACTBa
000 «FEMATOJIOIN», 125167, Poccus, r. MockBa, HoBblii 3bIKOBCKUI np-4, 4. 4,
CTp. 1, peructpaymoHHoe yaoctoBepeHune Ne ®CP 2012/12983 ot 03.02.2012 (ganee -
MeanumMHCKOe un3fenne), B CBA3M C HeCOOTBETCTBMEM TpebGOBaHWAM  TeXHWUUYECKOM
AOKYMeHTauMn Mpou3BOAUTENS, COAEPXallencs B KOMMEKTe [aHHOW permcTpauuoHHOMN
[LOKYMEHTaxLLM, B 4aCTU NPOBEPEHHbIX XapaKTePUCTUK (CM. MPUSIOXKEHME).

defepanbHas cny>kba no Haa3opy B Ciepe 34paBoOOXPaHeHMs npegnaraet cybbekTam
obpalieHns  MeAULMHCKUX  W3LeNNiA  NPOBeCTM MNPOBEPKY Hanmuus B 0bpalleHum
MeOnuMHCKOro u3genns, B YCTAHOB/IEHHOM MOPSAAKe MNPOBECTM MeponpuaTva  no
npefoTBpalleHnto obpalleHns Ha Tepputopum Poccuiickoin depepaumm MeauLMHCKOro
n3genus u o pesynbTaTax NPOMHMPOPMMPOBATL COOTBETCTBYIOLWUIA TEPPUTOPUASIbHBIA OpraH
Poc3ppaBHag3opa.

TepputopuanbHbIM opraHam Poc3fpaBHag3opa NPoBecTU MEPONPUATUS B COOTBETCTBUN
C NOpsSiAKOM, NpeAyCMOTPEHHbIM AAMUHUCTPATUBHbLIM pernameHTom ®efepanbHON CnyX6bl
No Hajsopy B cdepe 34paBOOXPaHEHUA MO WMCMONHEHUKO TOCYAApPCTBEHHON (YHKUMW MO
KOHTPONIO 3a obpalleHneM MeAULUHCKUX W3LeNni, YTBepPXAeHHbIM npuka3oM MuH3gpasa
Poccuun o1 05.04.2013 Ne 196H.

3a HapyweHus B ciepe obpaweHns MeAUUMHCKUX WU3Lennini  npegycMoTpeHa
aAMWHUCTPaTMBHasA OTBETCTBEHHOCTb COrnacHo cratbsaMm 6.28 n 6.33 «Kopgekca Poccuinckoi
depepauny 06 afMUHUCTPATUBHBIX MPABOHAPYLUEHUAX», a TaKXe YCTaHOB/IeHa YrosioBHas
OTBETCTBEHHOCTb 3a obpauieHne  (anbCUPUUMPOBaHHBLIX, HeJ00pPOKAYECTBEHHLIX WU
He3aperncTPMpPoBaHHbIX MeAULMHCKMUX U3LeNNiA cornacHo ctaTbe 238.1 YTON0OBHOroO Kogekca
Poccuiickoi ®eaepaumn.

[NpunoxeHwue:
- Tabnvua conocTaB/ieHNs NapameTpPoB M X4PaKTePUCTUK Ha 2 . B 1 3K3.

PykoBoauTesnb M.A. MypaLuko



npunoXeHue K nucbMy Poc3apasaingpa

oT = Koo

Ne CP/dy ! TA

Ta6n|/|u,a conocTtaBneHNda NapaMeTpoB N XapPaKTEPUCTUK, YKa3aHHbIX B KOMIMJIEKTE
DEFMCTpaLLMOHHOIZ JOKYMeEHTaLnKn, C napaMeTpaMn U XapaKTepUCTUKamMi O6pa3LI,OB
BbIABJIEHHOI0 MeANLUMHCKOI o n3pennd

CpaBHMBaeMble
cBefeHusa/napameTpbl

TexHnyecku
TpeboBaHus

MapKupoBka

KoMnnekT perncTpawmnoHHoiA
AOKYMEHT auuu
(perncTpaunoHHoe y0CT OBEPEHNE
N9 ®CP 2012/12983 oT 03.02.2012,
CPOK [AENCTBUSA He OrPaHnYeH)
MegunumnHcKkme n3aenmns Ans
ANArHOCTUKN WH BUTPO AO/MKHbI ObiTh
M3roTOBMEHbI B COOTBETCTBUM  C

TEXHUYECKOW [NOKYMeHTaLmnen Ha
nsgenve no TEXHONOTNYECKNM
MPOVN3BOACTBEHHbIM pernameHTam,
YTBEPX/JEHHbIM B YCTAHOB/IEHHOM
nopsgake, C MCMoNb30BaHNEM
TpeboBaHW 06s3aTe/NbHbIX

HOPMaTUBHbLIX JOKYMEHTOB.

B TexHMYeckoi [JOKYMeHTauuu Ha
n3genns  LO/MKHblI ObiTb YCTaHOB/EHbI
Heob6XxoanMmble METPONOrnYecKue,
(YHKLMOHa/IbHblE  XapaKTepUCTUKU U
pernaMeHTUpoBaHbl  TpeboBaHMA K
KOMMOHeHTaM (peareHTam), BXOAAWNM B
n3genusa, € yKaszaHuMem  3HauyeHuin
nokasatenen coctaBa (6e3 pacKpbITUS
KOMMEPYECKOI TaiHbl), KBanmdukauuu,
copta /mMbo  Mapku, a  Takxke
TeXHUYeCKou 7 HOPMaTUBHOM
[AOKYMeHTauuu, B  COOTBETCTBUM C
KOTOPOI OHW BbIMYCKatoTCS

B TexHMueckux ycnosusax (pasgen
1.5) OTCYTCTBYIOT CBefleHUA O
HaHeCceHMn Ha MapK1pPOBKY
CTWUIM30BAHHOI 0 N306paXKeHNs C
HanMMeHOBaHWEM U3rOTOBUTENS Ha
aHrnuickom sA3blike «Hematolog
Ltd.»

O6pas3Libl BbISBIEHHOTO
MeAULUMHCKOrO n3aenms

CpoK AeiicTBUS TEXHNYECKUX

ycnosuin  TY  9398-022-
27575295-2011 NCTeK
21,03.2016, aarta

N3roToBneHns npeacTaBneHx
obpasuos 08.08.17

WMHmpopmauua o0 cocTaee
peareHTa He npejcTaB/ieHa



WHCTpyKLmMa no
NPUMEHEHUIO

coctaB  uM3fgenus  no  nNpupoge u
KO/IN4ecTBy NIm KOHLIeHTpaLmm
aKTUBHOIO MHrpeameHTa peareHTa(oB)
UM n3fenns, a TakXkKe MnpuMeyaHue o
TOM, 4TO W3JeNIMe COLEPXUT [Lpyrue
WNHIPeANEHTbI, KOTOpble MOTYT OKa3aTb
BNWAHME Ha NpPOBefeHNe W3MEepPEeHUA,
ec/iv TaKue MHTPeaneHTbl MMerTCs;
cneymuyecKme aHannTnYecKune
(hYHKLMOHA/IbHbIE XapaKTepuUCTUKM
[4yBCTBUTENBHOCTD, CNELNGUUHOCTD,
TOYHOCTb (MPaBWU/IbLHOCTb U
NPeUn3NOHHOCTL)], rpaHuubl
OOHapy>XXeHUs 1 AgmanasoH W3MepeHus,
BK/IlOYAs  KOHTPO/Ib  MOTEHUMa/IbHOM
NHTepdepeHLnn;

yKasaHue 0 npekpaLlieHnn NpuMeHeHNs
cepun n3aenns No UCTEYEHUIO CPOKa ee
rofHoOCTY;

NH(opMaLMIo Ans NONb30BaTeseid no
BHYTPEHHEMY KOHTPO/O KayecTsa,
BK/IOYas cneympuyuHble npouesypsbl
BaMAaLNN 1 NMPOBEPKMN KasinbpOBKU
n3nenuns;

NHpopMaL M0, HEOOXOANMYIO ANS
NOATBEPXAEHNS NpaBu/IbHOCTY
YCTaHOBKM

N30enuns, ero KOPPeKTHON 1 6esonacHom
aKCMayaTauumn; onmcaHne xapakrepa u
4acTOTbl TEXHUYECKOT0 06CY>XMBaHNA
n3genuns (Npn Heo6XoANMMOCTH),
Heo6Xo4MMOCTIN KaiMbpoBKK ANs
obecneyeHns npaBnbHON N 6e30NacHOM
paboTbl; MH(OopMaL M0 N0 6e30nNacHoO
yTununsaumm (YHUUTOXKEHNSA) OTXOA0B;

AaTy yTBepPXAeHUs Uv NocnefHero
nepecMoTpa VHCTPYKL NN no
MPUMEHEHWIO.

CBefleHVs 06 WHrpeAneHTax,
3a UCK/TIOUYEHNEM aHTUTEN, B
WHCTPYKLMMN OTCYTCTBYHOT

He npuBeaeHbl AaHHble MO
remMarrntoTUHUPYIOLL e
aKTUBHOCTY "
CNeunmUYHOCTY ANS KaXaoro
OT/leNIbHOTO aHTuTeNa

OTCyTCTBYIOT.

OTCyTCTBYIOT.

OTCyTCTBYHIOT CBefleHUs 06
Ycnosuax
TPaHCNOPTUPOBaHUSA U
yTUN3aLmm;

OTcyTCcTBYET.



