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TeppUTOPNaNbHbIX
opraHoB Poc3fpaBHaza3opa

H aNe oT
Me,qm LMHCKNUM OpraHusaynam

O Hef06poKaYeCTBEHHOM
MeANLIHCKOM W3Aenim OpraHam ynpasneHus
3[paBOOXpPaHEHMEM CYObEKTOB
Poccuitckoin depepayum

defepasbHas cnyxéa no Hagsopy B cdepe 34paBOOXPAHEHMA Ha  OCHOBAHWUU
3KcnepTHOro 3akntueHns ®rey «BHUPLUMT» Poc3apaBHaa3opa coobLlaeT 0 BbISIBNEHUU
TeppuTOpuanbHbIM opraHom Poc3gpaBHag3opa no KocTpomckoi ob6nactu B obpalleHun
Hef0OpPOKAaYeCTBEHHOIO MeAUMUMHCKOro u3fenus: «W3 Habopa AN (DeHOTUMMPOBAHMUA
KpOBM 4enoseka Mo rpynnosbiM cuctemam Pesyc, Kenn n Kngg («<9PUTPOTECT™-
LOJTMK/TOHbI»), 3putpotect™-LlonnknoH AHTU-C'A Cynep, TY 9398-022-27575295-
2011, 10 dnakoHoB Mo 5 mn.», cepua 251, npomnssogctea OO0 «FTEMATO/MOM», 125167,
Poccusa, r. MockBa, HOBbli 3blKOBCKMIA np-4, 4. 4, cTp. 1, perucTpaymoHHoe
ypoctoeepeHne Ne ®CP 2012/12983 ot 03.02.2012 (panee - MefuUMHCKOe u3fenune), B
CBA3N C HECOOTBETCTBMEM TpPeOGOBaHWAM TEXHMYECKOW [OKYMeHTauunm npou3BOAUTENS,
cofepxawienca B KOMMIeKTe [JaHHOW PerucTpauuMoHHOW AOKYMeHTauuu, B 4acTu
MPOBEPEHHbIX XapaKTEPUCTUK (CM. NPUIOXKEHNE).

depepanbHas cnyxba No HaA3opy B cepe 34paBOOXPaHEHUs npepasaraet cybbekTam
obpalleHns  MeAMUUHCKUX  WU3[eNniA  MPoBeCcTM MPOBEPKY HanuMuus B obpalieHun
MeAWUNHCKOTO M34enns, B  YCTAHOB/IEHHOM MOPsAAKe TMNPOBECTU MeponpuATus Mo
npeaoTBpalleHnto obpalleHns Ha Tepputopun Poccuitickoin degepaumm MeanuMHCKONO
n3genua n o pesynbTaTax NPOUHPOPMMPOBATL COOTBETCTBYIOLWMIA TEPPUTOPUATIbHLIA OpraH
PocsgpaBHaz3opa.

TepputopuanbHblM opraHam Poc3fpaBHaj3opa NPpoBeCTU MeponpuAaTUSA B COOTBETCTBUM
C MOpsAAKOM, NPesyCMOTPeHHbIM ALMUHUCTPATUBHBLIM pernamMmeHToM ®efepanbHOW CnyxXobl
Nno HaA3opy B ciepe 34paBOOXPaHEHUs MO WUCMONHEHWIO TFOCYAapCTBEHHON (DYHKUUWM MO
KOHTPO/IKO 3a obpalleHneM MefULMHCKUX U3LeNNiA, YTBEPXAEHHbIM npukKazoM MuH3gpasa
Poccum ot 05.04.2013 Ne 196H.

3a HapyweHus B ciepe obpaweHNs MeAUUMHCKUX W3LeNMin  NpefycMOTpeHa
aAMMHUCTPaTMBHAA OTBETCTBEHHOCTb COrfacHo cTaTbsiM 6.28 1 6.33 «Kogekca Poccuiickoi
defepaunn 06 afMUHNUCTPATUBHBLIX MPaBOHAPYLUEHMAX», @ TaKXe YCTaHOB/IEHA YrO/10BHas
OTBETCTBEHHOCTb 3a oObpalieHne (anbCUPUUMPOBAHHBIX, HELOOPOKAYECTBEHHbLIX U
He3aperncTpupoBaHHbIX MeAULUHCKUX U3LENNIA cornacHo crtatbe 238.1 YT0M0BHOIo Kofekca
Poccuiickon Pegepaunu,

[NpunoxkeHue:
- Tabnunua conocTaB/ieHNs NapaMeTpPoB U XapaKTepPUCTUK Ha 2 /1, B 1 3K3.

PykoBoauTenb M.A. MypalLuko



MpunoxeHne K nucbMmy Poc3apaBHaa3opa

or A .0 /"{)LO/9

No /

Tabnuua conocTaBneHnst NapaMeTpoB 1 XapakKTePUCTUK, YKa3aHHbIX B KOMMIEKTeE
perncTpauuoHHO JOKYMeHTaLMK, C NapaMeTpaMm 1 xapakTepucTukamm obpasL,oB
BbISIBIEHHOTO MEAMLMHCKOTO U3enms

CpaBHvBaemble
csefeHusa/napameTpbl

TexHunyeckue
TpeboBaHMA

MapkunpoBka

KomnnekT perncTpauroHHON
AOKYMeHTauum
(perncTpaunoHHOe ya0C T OBEPEHNE
N2 ®CP 2012/12983 oT 03.02.2012,
CPOK AENCTBMS He OrpaHnyeH)
MepgmnumHcKme n3genus Ans
ANArHOCTUKN WH BUTPO [O/MKHbI ObITh
M3roTOBMEHbI B COOTBETCTBUM  C

TEXHWNYECKOW JOKYMeHTauuen Ha
nsgenune no TEXHONOTMMYECKNM
MPON3BOACTBEHHbIM pernameHTam,
YTBEPXAEHHbIM B YCTaHOB/IEHHOM
nopsgke, c MCNONb30BaHNEM
TpeboBaHwUii 0653aTe/bHbIX

HOPMaTUBHbLIX AOKYMEHTOB.

B TexHuMYeckoi  [OKYMeHTauuMuM Ha
N3nenns [LOMKHbl OblTb YCTAHOB/IEHbI
Heo6XoAnMble MeTpONOrNYecKue,
(PYHKLMOHa/IbHbIE  XapaKTepuCTUKU U
pernaMeHTMpoBaHbl  TpeboBaHMA K
KOMMOHEHTaM (peareHtam), BXOAALLNM B
n3genus, C  yKasaHuWem  3HauyeHui
nokasatenein coctaBa (6e3 pacKpbITUS
KOMMEpPYECKON TaiHbl), KBaMpmkauum,
copta nmMbo  Mapku, a  TaKxke
TEXHUYECKOM 7 HOPMaTUBHOM
NOKYMeHTauun, B  COOTBETCTBUM C
KOTOPOW OHW BbIMYCKAKTCH

B TexHuueckunx ycnosusax (pasgen
1.5) OTCYTCTBYIOT CBEAieHMUA O
HaHeCeHNN Ha MapKNPOBKY
CTMNM30BAHHOTO M3006paXKeHus C
HauMeHOBaHMeM M3roTOBUTENA Ha
aHrnincKom s3blike «Hematolog
Ltd.»

O6pasLbl BbISABNEHHOIO
MeANLMHCKOro n3genus

CpOK AeiiCTBUSA TEXHNYECKUX

ycnosui  TY  9398-022-
27575295-2011 NCTEK
21.03.2016, faTa
N3rotoBneHus
NpeAcTaBNeHHbIX  00pasLoB
11.09,17.

WHdopmauus o  cocTase

peareHTa He npe/AcTaBneHa



VHCTpyKLMs no coctaB  um3genms  no  npupoge w CBefieHNs 06 WHrpefueHTax,
NPUMEHEHNIO KONMUYEeCTBY UM KOHLIEHTpaLMn 32 UCKIOYeHNeM aHTuTen, B
aKTUBHOTO WHTpeAMeHTa peareHTa(oB) WHCTPYKLMUM OTCYTCTBYHOT
WAW W3[ENUs, a TakKe MpUMeyaHue o
TOM, 4TO W3[eNne COLEPXUT apyrue
NHTPEAVEHTbI, KOTOPble MOMYT OKas3aTb
B/USHWE Ha NpPOBeAeHNe W3MEepPeHui,
eC/IN TaKue UHTPeANeHTbl UMeTCS;

cneynpuyecKme aHaInmTn4eckme He npuBefeHbl AaHHbIE MO
(hYHKUMOHa/IbHbIE XapaKTepuUCTUKK remarrnoTUHUPYIOLLEN
[4yBCTBUTENBHOCTD, CMELUMPUYHOCTb, aKTUBHOCTU 7
TOYHOCTb (NPaBWU/IbLHOCTb U cneummuUYHOCTN A8 KaXaoro
NPeun3noHHOCTL)], rpaHnLbl OTAENbHOro aHTUTENa

O06HapyXXeHUs 1 AuanasoH WU3MepeHus,

BK/OYAasA  KOHTPO/SIb  MOTEHLMabHOM
NHTEPgepeHunn;

yKasaHue 0 npekpalieHnn npuMmeHeHnss  OTCYTCTBYIOT.
cepun U3LeNnns No UCTEYEHWMIO CPOKa ee

rO4HOCTU;

VH(hopMaLUuio Ans Nonb3oBaTenei no OTCyTCTBYHOT.
BHYTPEHHEMY KOHTPO/H0 KauyecTBa,

BK/tOYas cneyuduyHble NpoLeaypbi

Ba/MAaLMN 1 NPOBEPKN KannB6pOBKY

n3nenus;

VH(OopMaLUIo, HeO6X0AMMYIO ANs OTCYTCTBYIOT CBEleHUs 06
NoATBEPXKAEHMS MPaBWUIbHOCTM  YCNOBUAX

YCTaHOBKMY TPaHCMOPTMPOBAHNSA 1

n3aenns, ero KOPPekTHOM 1 6e3onacHon  yTunmsauun.
aKcnnyaTaumm; onMcaHue xapakrepa u

4acTOTbl TEXHNUYECKOr0 06CNY>KMBaHNA

n3genvsa (Npu Heo6XoANMoCTH),

Heo6X04MMOCTUN KanmbpoBKN ANS

obecneyveHns NpaBubHOM 1 6e30MacHo

paboTbl; MH(OPMaLUIO Mo 6e30MacHOM

yTuamsaynn (YHUUTOXXEHMA) OTXOA0B;

[aTy YTBEPXAEHNA U MOCNEAHETO OTCcyTCTBYET.
nepecMmoTpa NHCTPYKLNN no
MPUMEHEHNIO.



