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TeHAeHUUU pa3BUTUA PbIHKA
rnabopatopHon guarHoctukum B PP

UMmnopTo3amelieHue

» «Jlerkne» npndopel ona BXA (MoaynbHas coopka)
 PeareHTbl anga bXA

» PeareHTbl ANg rematonormm

« KoarynomeTpbl N «Cyxue» peareHTbl Ansi KoarynoMmeTpum
* ABTOMaTUYECKUI aHaNMU3 MO4N (Cyxast XMMna U puaepsbl)
* Cuctembl 3abopa KpoBH

« JlabopaTopHbIN NNAacTuK




FOchIapCTBeHHaH IOJIMTUKA UMIIOPTO3aMCIIICHU S a

*  Axryanuzauus [lepeunsi oredecTBeHHOT0 Men.000pyIoBanmst s MyOIUKalud Ha calTe
MunrnpomTtopra (6 cooms. ¢ nopyuenuem Ilpedceoamens Ilpasumenvcmea P® om 17.10.2011 NeBII-1112-
7292 u nopyuenuem llpasumenvcmea P® om 11.03.2011 NeBII-1112-9np).

* Pacmupenue IlepeuHsi oTaeIbHBIX BHI0OB MEAMUNHCKUX U31€JIUI, MIPOUCXOAAIINX U3 MHOCTPAHHBIX
roCyIapcTB, B OTHOIICHUU KOTOPBIX YCTAHABJIMBACTCS OrPAHMYCHME NOIYCKA IS HeJsiei
OCYILIECTBJIEHH S 3aKYIIOK /I 00ecnedyeHusl rocyIapCcTBEHHbIX 1 MyYHUIMIAJbHBIX HYXK (Ym8.

llocmanoenenuem IIpasumenscmea P® om 05.02.2015 Nel02 ¢ usm., enec. [locmanosnenuem

Ipasumenvcmea P® om 02.06.2015 Ne528, om 22.10.2016 Ne337, om 30.11.2016 Ne1268).

* [locranosnenue IIpaBurensctBa PO ot 16.09.2016 Ne 925 «O npuopurtere TOBAPOB POCCUICKOTO
MPOUCXO0KIEHUS, PadOT, YCJIYI, BHINOJHAEMbIX, 0KA3bIBA€MBbIX POCCUHIICKUMU JHIAMH, 110
OTHOIIIEHUIO K TOBAPaM, NPOUCXOAAIINM U3 HHOCTPAHHOIO IrOCYIapCcTBa, padoTram, yciayram,

BbINOJIHSIEMBIM, 0KA3bIBA€MbIM HHOCTPAHHBIMM JULAMMWY» (6cmynuno 6 cuny ¢ 01.01.2017).



MEPEYEHD
OTIEJBbHBIX BUJIOB MEJJULIMHCKUX UIEJUI, MPOUCXOASLINX
13 THOCTPAHHBIX TOCYAAPCTB, B OTHOIHEHUT KOTOPBHIX
YCTAHABJIMBAIOTCSI OTPAHUYEHMS TOMTYCKA JJIS1 HEJE
OCYIIECTBJEHUS 3AKYTIOK JJISI OGECIIEYEHUS
TOCYIAPCTBEHHBIX U MYHUIIMITAJIBHBIX HY K]

Kon B cooTBeTCTBUMU C
O6LWepoCCMNUCKUM
KrnaccudcgukaTopom

npoAayKuum no Buaam

3KOHOMMYECKOW

Kon B cooTBeTCTBUMU C
O6wepoccunckum
KrnaccudcgukaTopom npoaykuum
no BMAaM 3KOHOMMUYECKOM
AestenbHocTn (OKMQO2) OK

HaumeHoBaHue Bnga MeauLMHCKMUX U34eNun

aeartenbHoctu (OKMAO) OK

034-2014

034-2007

24.66.42.310

24.66.42.341

24.42.23.111

24.41.60.395

24.66.42.389

24.42.13.391

33.20.53.310

21.20.23.111

20.59.52.199

21.20.23.111

21.10.60.196

20.59.52.199

21.20.10.139

26.51.53.190

Haﬁopbl OUOXUMUYECKUX peareHToB A5A onpeageneHund
cy6cTparoB

Habopbl 6MOXMMUYECKUX peareHTOB ANs onpeaeneHus

QGQMGHTOB

Ha6opbl 6MOXMMUYECKUX peareHTOB ANsl onpeAeneHus

depmeHTOB;

Habopbl OMOXMMUYECKUX peareHTOB ANA onpegeneHus

QaKTOQOB cBepTbiBaHUA KpOoBU

Habopbl 6MOXMMUYECKMX peareHTOB ANA onpegeneHus
dakTopoB cBepTLIBaAHUA KPOBU

Habopbl (KOMNNeKTbl) peareHToB Ansa
remMaToniormyeckux aHanm3aTopos

Habopbl (koMmnnekTbl) peareHTOB ANs
remMaToniorm4eckux aHanm3aToposB

AHanusaTopbl CBEPTbIBAHMS KPOBU
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K 2020 r. oo 60% MeANUNHCKUX U3aerium OOMKHO BbinyckaTtbcs B PO

*  Ykas MNpeanaenta P® ot 12.05.2009 Ne537 «O CTPATEMMN HALUMOHAINIbHON BE3ONACHOCTU
POCCUUCKON ®EOEPALIMM O 2020 FOOA» (B peq. Ykasa MNpeangenta PO ot 01.07.2014 Ne483)

- «CTPATEIns PA3BUTUA ®APMALIEBTUYECKOW NMPOMBILUNEHHOCTU POCCUUCKOW ®EQEPALIUA
HA NMEPMOQAO OO0 2020 TrOAOA» (yTB. npukaszoMm MuHnpomTopra P® o1 23.10.2009 Ne965)

«  «KOMMMNEKCHASA MPOrPAMMA PA3BUTUA BEOTEXHONOIMA B POCCUNCKOWN ®EQEPALIMU HA
NEPNOMO OO 2020 FOAOA» (ytB. lNpencenatenem MNpasutensctea PP ot 24.04.2012 Ne1853n-I18)

« ®depepanbHas Lenesas nporpamma «PASBUTUE PAPMALEBTUYECKOU U MEOULIMHCKON
NMPOMbILLNEHHOCTU POCCUNCKON ®EQEPALUN HA NEPNOA 0O 2020 rOOA U OANBHENLLYIO
NMEPCMNEKTUBY» (yTB. lNoctaHoBneHuem lNpasutensctea P® ot 24.10.2012 N21095)

« «CTPATEIus PA3BUTUA MEOULMHCKOWU NPOMBILLIIEHHOCTU POCCUACKOW ®EOEPALIMU HA
NEPNOQMO OO 2020 TrOAOA» (ytB. npukazom MuHnpomTopra PO ot 31.01.2013 Ne118)

«  «O BHECEHWUW U3MEHEHWUW B OTAEJIbHbIE 3AKOHOOATENbHbLIE AKTbl POCCUACKON
®EOQEPALIUM B YACTU MPOTUBOOENCTBUA OBOPOTY ®AJIbCUOULIMPOBAHHDIX,
KOHTPA®AKTHbLIX, HEQOBPOKAYECTBEHHbLIX U HESAPETMCTPUPOBAHHbBIX JIEKAPCTBEHHbIX
CPE[QCTB, MEOQULUMHCKUX U3OENTUA N ®ATNTbCNOULIMPOBAHHbIX BUONTOMMYECKN AKTUBHbIX
AOBABOK» (93 P® ot 31.12.2014 Ne532-03)

* [loctaHoBnenue lNpasutensctea PP ot 05.02.2015 N2102 «OBb YCTAHOBJIEHUN OrPAHUYEHUA
OONYCKA OTAENIbHbIX BUAOB MEOULUWHCKUX U3AENUUA, MPONCXOAALLNX U3 UHOCTPAHHbIX
FOCYOAPCTB, ANA LUENEN OCYLUECTBNEHUA 3AKYNOK AN OBECNEYEHUA FOCYOAPCTBEHHbIX
N MYHULUUNATbHbIX HYXO» (c n3m., BHec. [NoctaHoBneHnem lNpasutensctea PO o1 02.06.2015 Ne528 n
oT 22.10.2016 Ne337).



OcHOBHOe HanpaBrieHue — KOMMAIeKCcHoe M
OCHalleHne AnarHoCTu4yeckux rabopartopuu.

« [lnarHoctnyeckme peareHTbl omeyecmseHHo20 rpoussodcmsa Ang
KNMMHU4YeCcKon buoxmmmm

 ABTOMaTUYECKNE U nosftiyaBTomMatn4eckume bnoxnmmnyeckmne dHaJrin3atopbl
omeYyecmeeHH020 Mpou3soocmea

* ABTOMAaTU4YECKME SKCNPECC- aHanM3aTopbl IMIOKO3bl, NlakTaTa
0meYecmeeHH020 pou3soocmeaea U aHann3aTopbl MUKO3UITMPOBAHHOIO
remorrnodounHa

* Koarynowleprl N peareHTbl ajnd oueHKn CMCTtemMbl reMoCcTada
omeYyecmeeHH020 Mpou3soocmea

* [emaTorornyeckne aHanmaaTopbl N peareHTbl omeYyecmseeHHO020
rnpouseoocmaea

* Mou4eBble aHanmMaaTopbl 1 MOMOCKN, aHann3aTopbl ocagka Moyum

*  IMMyHOXUMHYecKkmne aHanmnsaTopsl

*  KMmmyHOXpomartorpadgunyeckue BmsyarnbHble 9KCMpPecc-TeCTbl

* [lnTatenbHble cpeabl N NPUHAANEXHOCTU ANA KNUMHUYECKOWN MUKPOBUosrorum
« JlabopaTopHas nnacTukosada nocyaa, BakyyMHbIe CUCTEMbI 3abopa KpoBU




MpounssoacTteeHHasa komnaHma AO «AUAKOH-AC» O6bina
opraHusoBaHa B 1998 roay ¢ uenbio Npon3BoacTBa
OTEYECTBEHHbIX XXUAKUX peareHToB NS KNMHUYeckon Grnoxmmmm,
KOTOpbI€ MO Obl COCTaBUTb KOHKYPEHLINIO HA OTEYECTBEHHOM
PbIHKE MMMOPTHLIM peareHTam u nvenun ool 6onee JOCTyMHbIE
LeHbl Ans POCCUINCKOro noTpebutens.
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B Hactosiwwee Bpema AO «OAUAKOH-AOC» saABnsetrcs XoOpoLwlo
n3BecTHou Ha pbiHKe P® n CHI oteyuectBeHHOM NpPon3BOACTBEHHOMU
KOMMaHuen, umerwen cobCTBEHHblE MNPOM3BOACTBEHHbIE MOLLHOCTH,
obrnapatowlas MeXOyHapOoL4HbIMU TEXHOMOornaMm NpOn3BOACTBA,
nMeroaa CcobCTBEHHYIO HayyYHO-UccreqoBaTenbckyto 6a3sy, BbICOKMM
YPOBEHb TEXHOINOIMMYECKOro OCHaLLleHWA Ha BCex 3aTtanax npoLlecca
NPOM3BOACTBA, BblMycKatoLas onoxnmmyeckme peareHTbl
MEXOYHapOAHOro KayectBa MO [OOCTYMHbIM  Onsi  OT€YECTBEHHOMO
norpedutens ueHam.

npOI/I3BOJJ,CTBO peareHToB npoBOoAUTCA C YYETOM MPaKTUKn OTEYECTBEHHOW KIMHUYECKON na6opaTopH017|
ONarHoCTnkn, a TaK Xe C Yy4eToM CI'IGLI,I/I(*)MKM I'IpM60pHOIZ OCHALLLEHHOCTN OBOrMbLUMHCTBA OTEYECTBEHHbIX
na6opaTop|/u7| n, camMoe rmasHoe, B MHOIoJIETHEM KOHTAKTE C I'IOTpGGMTeJ'IFIMM.
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HaunHasa ¢ 1998 roga, co OHS cBOero obpasoBaHusi, KOMNaHUA €XEroaHo
BbIBOOAUT Ha PbIHOK HOBble 3dEKTUBHLIE aHaNUTUYECKME CUCTEMBI,
B TOXe Bpems, ydender 60MnbWwoOe BHUMAHUE YIyYLLUEHMUIO yxXe
BbIMyCKaeMoW NpoayKunu.

Ona atmx uenen Ha 0Oaze AO «OMNAKOH-OC» co3pgan OToen
NccneooBaHnn n PaspaboTok, oTBevalowmn 3a OCBOEHME N paspaboTky
HOBbIX TEXHOSTIOMMN N COBEPLLUEHCTBOBAHNE OENCTBYHOLLMUX.




C uenbto noaTBepXaeHna COOTBETCTBUA NPOAYKLINK

yCTaHOBI1EHHbIM TPebOoBaHUSM, B KOMNaHUN

doyHkunoHupyet Otoen KoHTponsa KayecTsa,

KOTOpPbIV NPOBOAUT MOHUTOPUHT XapakTePUCTUK

NpoAyKUuMN Mo cregyowmmMm HanpaslieHUAM:

* BXOLHOW KOHTPONb CbIpbdA U MaTtepuanos;

* KOHTPOJSIb NPOAYKLMWN Ha 3Tanax ee XM3HEHHOro
LUuKna;

* KOHTPOJSIb KayecTBa roToBOW NpoayKuun.

CoTpyaHuKK oTaena siBnsoTCS
BbICOKOKBaNMULMPOBaHHbIMK CnieLannucTamm ¢
ONbITOM paboTbl B Hay4YHO-UCCIIEA0BaTENbCKUX
MHCTUTYTaX U NPOMUIBbHBIX YYPEKAEHUNAX.




CooTtBeTcTBUE TpeboBaHmam anpektuebl 98/79 EC no meanuUMHCKUM
cpeacTtBaM AMarHOCTUKM in Vitro.

B mapte 2014 roga komnaHusa nonyyuna 3Hak CE gns ceoen
NpOoAYKLUM U NPaBO NPOAaXWN ee Ha eBPONENCKOM PbIHKE.




[lo ntoram 2013-2014-2015-2016-2017 rooos
AO «AVNAKOH-OC»

HE MMEET HU OAHOUN NOATBEPXXAEHHOW

peknamauumu

Mo KayecTBy NpoayKLumn.




BUOXUMUA

MPOU3BOAUTCS 47 HauMeHOBaHUI HA00pPoB peareHToB JuHNN «/IJIC», ellle 4 HAMMEHOBaHMSA B MIPOIIECCE
perucTpaiun

*  MPOU3BOAUTCH 23 HAMMEHOBAHUS HAOOPOB peareHToB JuHNU «/InaCy», enme 28 HAaMMEHOBaHUH B MPOLIECCE
perucTpaium

*  [UIAHUPYETCS JIOKAJIU3allKsl MPOU3BOJCTBA B 00IIEH CIOKHOCTH 120 HaMMEHOBaHUM OMOXUMHUYECKUX PEAareHTOB
(magano 2018 rona)

KOATI'YJIOJNOI'Usl
*  MPOM3BOIUTCSA 4 HAMMEHOBAHMS KUAKUX HA00POB peareHToB JuHUMN «/I1C»,
* eme | naumenoBanue «JIJ1C» u kouTponbHbie Marepuaisl «JJIC» B nponecce peructpanuu (Hadano 2018 rona),

* 4 HauMeHOBaHUs JTNODUIU3ZUPOBAHHBIX HA0OPOB peareHToB «/IJ1C» B mpotiecce peructpaiuu (Hayano 2018 roga)

I'EMATOJIOI'UA

*  IPOMBBOIATCS pearenthl Labex-/1/1C misd reMaToJori4ecKuX aHaaInu3aTOPOB OTKPHITOTO THITA (M30TOHUYECKUI
pasbaBuTenb (IMII0CHT), TU3UPYIONIUI pacTBOp (ABTONAl3), TPOMBIBAIOIIHHA PACTBOP (XEMOPEH3), OUMINAIOIINI

peareHT) U KOHTPOJIbHbIE MaTePHUaJibl,

* B IPOLECCE PErUCTPALMH CHcTeMHubIe pacTropnl «/U/1C) reMaTONOrHYECKUX aHAJIN3aTOPOB: M30TOHUYECKUN

pazbaBUTEIIb, TU3UPYIOMIUKN pacTBOP, pombiBatoiuii pacteop AJC (2018 rox).




PacwumpeHne HoOMeHKNnaTypHOro nepeyHs peareHToB nMHuu «AmnaCy»
Peructpauua n Hayano npousBoacTBa 28 OONONHUTENbHbIX
napamMmeTpoB:

* IgA OuaC
 1Ig G OuaC
 IgM OunaC

« CPb OIunaC

« ACIO OnaC

« PeBmaTtongHbin paktop OuaC
« Ano Al InaC

« Ano B unaC
« JIMBIMN AnaC
o JIMHM OnaC
 [nmwoko3a K [inaC
« KK-MB OnaC

* Jlunasa OnaC

[MaHkpeaTnyeckaa amunasa OQuaC
XonuHactepasa OuaC

H>XCC OunaC

docdonmnuabl dnaC

Kanbuun P OunaC
MukpoansbymuH OQuaC

MarHun QnaC

CBoboaHble xunpHble kncnotbl AuaC
KpeatnHuH MNAIN OunaC
CBoboagHbIn xonectepuH dunaC
Obwwmn 6enok B moye naC
HaTtpun OunaC

Kanun OnaC




«QVNAKOH-AC» nmeet ceptuunumMpoBaHHy0 CUCTEMY MEHE)KMEHTa KayecTBa Ha
cooTBeTcTBUE TpeboBaHusam ISO 9001:2008, EN ISO 13485:2012, TOCT I1SO 9001-2011, rOCT
ISO 13485-2011, B TOM 4yncrie B 4aCTu NPoOM3BOACTBA reMaToriormyeckon NpoayKuunm.
[Mpoaykumsa cooTBeTCTBYET TpeboBaHUAM HauMoHanbHbIX ctaHgapToB FOCT P 51088-2013,
FOCT P 51352-2013
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PeareHTbl 4nsa remaTtonorMm COOTBETCTBYHOT HalMOHaNbHbIM cTaHaaptam PO:

FOCT 2.114-95 TexHn4yeckue ycnosus. [NpaBuna NOCTPOEHUS, coaepXXaHus N U3NOXEHUA.

FOCT 1770-74 MNocypa MepHas nabopaTtopHasa CTEKIsHHas.

FOCT 3885-73 PeaktuBbl 1 0COD0 YncTble BewecTsa. [paBuna npuemkn, otéop npob, gpacosBka u
MapKMUpPOBKa.

FOCT 14192-96 MapkupoBKa rpy3os.

FOCT P 51088-2013 MeguunHcKne nagenus anst AnarHoCTUKM MHBUTPO. PeareHTbl, HAbopbl peareHToB,
TECT-CUCTEMBI, KOHTPONbHbIE MaTepuarsbl, NUTaTenbHble cpeabl. TpeboBaHNA K N3genmam m
nogaepXxmearoLlen JoKyMeHTaunm

FOCT P 51352-2013 MeguuuHckmne n3genus ons anarHocTuku MHBUTPo. Metoabl ncnblTaHun
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B HacTosLlee BpeMsa KOMNaHUA NMPomn3BoauT U peanunusyer
47 HanMeHOBaHUN ODUOXNMUNYECKNX peareHToB NUHUN «A0C»,
BbIMyCKaeMbIX KaK N0 TEXHONOrMam KomnaHum DiaSys, Tak u ro
cobCcmeeHHbIM MexHO02usM U npegHasHa4vYeHHbIX anis
MCMNOMb30BaHUA Ha NOflyaBTOMaTUYECKUX DUOXMMNYECKUX
aHanusaTtopax 1 py4yHblX OTOMETPaXx
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Buoxummnyeckumne peareHtbl nuHum «AnaCn»

23 HaMMeHOBaHUA peareHToB NMNMHUKN «[naC» B CUCTEMHLIX
chrnakoHax, npegHasHa4YeHHbIX 419 UCNOoNb30BaHMA Ha

aBTOMaTUYECKMUX aHanmM3aTopax:
Furuno CA-270/CA-400 Dirui CST240/CS600B/CS1200

T suni MC | = eyl
Bmmpyﬁm‘ bl ‘ AnaHuHaMuHoTpaHchep:
Bilirubin Auto Total ia$ " ALAT (GPT) DiaS '
R =
‘ Kon 1620/ 20C L‘.m_‘ | My,
514 E TicProng
R o
o Dotsge
[

= 400 | 0 ’ "
" 2900 /2040 -»;,«ﬂ y : i
Ko P i"' l:;.nm"‘iﬁnu . o v
+ ANLS Toty gy, " ] ’ = 5
N et [ #
N T f ' =z Z Z
NE =1 £ %7 Zz g
Y e | 443 g2 °
{504 miL S - 7 *
N ., Z
S 8 . /7% z
N A ;%9 Zz z =
< 7 g 2
55 O4 ﬂ L0s ' v 7 Z >4
o wd 7 2




Candomp 400-24/400-36

Y

Kanbuui AC fuaC

Kam,uu-
A
Cocras) perer - 43500 Poarey € Buac
paron - Roa
|24 wm) | K e T T
S 5 ol
cem it = Gy A %’ S0020714
oall o | W o isor
Yuodd . ?. *
o

Konelab20/30/60

Ohu !
= n‘:‘,r Oenc aC SL
=
Shms
NonwuvecTs: cs (980 Gl
- s T N
: R

BioSystems A15/A25

2-Mindray 300/380/400

') AT Ne 2M 10 310 022
EPUA 2M 0010214
Pearent 1 - 63
s8c ggml Pearenr2 - 3> S
. mn) Kanu6patop - 13 g
. X'.c Uroa Diatuwe:
n s 246 %’ e o
2m 00102% ¥ 5
e e -7 S i
3A0 “AnAKoH-AC" C i

ac PY N ©CP 2011111692




PearenTbl «AAC» ana onpeneneHus

napameTpoB CUCTEeMbl remocTasa

B 2016 rogy komnanua AO «QVNAKOH-AOC» HayaT BbInyck
HabOpPOB XNOKNX peareHToB A9 ANarHOCTUKM CUCTEMDb

remMocTasa :
« TpombGonnactuxd 4AC
« AYTB OAOC

« TpombOun OOC
« ®uobpuHoren AAOC

 PeareHTbl 06n1agaloT BLICOKOW CTAabUIBHOCTLIO, NOSIHOCTLIO FOTOBLI K
MCronbL30BaHUIO, T.e. HE TPeDbYIT NpeaBapuUTENbHbIX MaHUNyNALMA nepeq paboton, no
CBOUM paboynm xapakTepucTMkam OHU ONIN3KU K JOPOroCcToOALLMUM MHOCTPAHHbIM
peareHTam 1 NpegHasHa4vyeHbl 49 NCMONb30BaHUS Kak Ha NoslyaBTOMaTUYeCKuX, Tak n
aBTOMaTU4YeCKNX aHanuaatopax nokasatenen cCUcTeMbl remocTasa.

* OTnnunTenbHom oCo6eHHOCTbLIO peareHToB ABNAETCA KaKasA (bopma npoaykKTa.

« B 4«8 2017 roga nnaHupyeTcs nosfiy4eHne permcTpauuoHHbIX yaoCTOBEPEeHUN
KOHTPOSILHOro matepuana (Hopma 1 natonorus) 1 Habopa ans onpegenenusa -
Oumepa.



[oTOBbIE aganTauun Xuakux peareHtos A0C
ANA Hanbonee nNonynsaApHbIX aBTOMaTU4YECKUX U
nonyaBToMaTU4eCKUX KoarynomMmeTpoB

Helena CoaData 2001/CoaData 4001
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RAL Clott 2/ Clott SP/ Clotty
Omko AIr-2/ Arr-4

Sysmex CA-560/ CA-1500




MOoNHOCTLIO OTeYyeCcTBeHHaA aHanuTu4veckKas
cuctemMa onsa onpeaerneHnsa napamMeTpoB

CUCTeMbl remocCTa3a

[TonyaBTOMaTU4ECKUM
koarynometp «KoaTecTt-4»
npomssoacTea HIL «<ACTPA»

PeareHTbl «0C» ons
onpegeneHns napamMmeTpoB
CUCTEMbI reMocTasa rnpom3BoacTBa
AO «ANAKOH-OC»




Pearentnl Labex-/1J1C M

AJHA TCMATOJOI'MYCCKUX AHATHU3ATOPOB U
KOHTPOJIbHBIC MAaTCPHAJIbI

O AJanTupoBaHbl JJ1s1 OOIBITMHCTBA MOMYJISAPHBIX 3-Audd

aHanu3aropoB B Poccun

o AmnantupoBanbl U s S-nudd amanuzaropos (Beckman
Coulter, Horiba ABX)

o Bo3mMoXHOCTB afanranuu i APYyTruxX aHaAJIA3aTOpPOB

o CoOCcTBEHHOE MPOU3BOACTBO HA MPOU3BOJCTBEHHOU

mwiomagke AO «JIMAKOH-JIC»

o Ha CKJIaZC pearcHThbl BCCraad C XOpomuM CPpOKOM IroqTHOCTH
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PBIHOK INOIIYJIAPHBIX 'TEMATOJJIOI' TYECKHUX @
AHAJIN3ATOPOB

JlaHHbIE pacTBOPHI pa3pabOTaHbl HA__OCHO8E _e8PONEIUCKUX _MEXHOI02Ull__ 1

NpCaAHA3HAYCHDbI JJIs1 MCIIOJIB30BAHHS HA OTKPBITBIX CHCTCMAX I'CMATOJOI'MYCCKHUX

AHAJIN3aTOPOB, TAKUX KaK.
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MEK — 6410 (00) AcT Diff* /AcT Diff 2*  ADVIA 60/MICRO S60

Pentra 60/80 AcT 5diff LH 500 MINDRAY 2800/3000 plus/3200

HEMOLUX 19 KX-21IN MYTHIC 18




PEATEHTBI LABEX-UIC UMEIOT LIUPOKUI
CIEKTP ®ACOBKHU

N30oToHUYeCKMIT pa30aBUTe/Ib
*Msrkas kanuctpa: 20 1, 10 1, 5 1

*Xectkas kanuctpa: 20 1, 10 1, 5 1

JIM3upyroumii peareHt
*Msrkas kanuctpa: 10 1, 5 1

*)Kectkas kanuctpa (0ytbuika): 10 1, S, 1 11, 0,5 11, 0,4 11

IIpoMbIBarOIM# peareHT

*Msrkasa kaHucTpa: S 1

*)Kectkas kanuctpa (0ytbuika): S 1, 1 11, 0,5 11

Ouninawuui peareur

*)Kectkas kanuctpa (0ytsuika): 0,5 1, 0,1 1, 0,018




PactBopbl «[[C» oTeyecTBEHHOro NpomM3BoACTBa
OJ1S aHanu3aTopoB rMI0KOo3bl M1 NaKTaTta

3A0 “MAKOH o
Kar. Ne 10 091.

KASIMEPOBOYHLIA
PACTBOP «a\Cx
. (G asanusamopoe cepu SUPER 6L
| NIOKO3A W NAKTAT-SUPER GL
47 Qi -

: TY 9398-029-48813770 ;g Y 93984{329483}13770-2005

B = Peaeenm
KoWTPONLHeM pacTBop Net “AAC"
1 Qraxon 25 mn
p eatenm 4

OHTPONLHLIK pac " "

1 pnanoy P u;«:;:mmz Anc

A Peavenm §
OHTRONLHLIA pac] ] &
Vonaon Do gop N3 “ARC

Peazenm 2 5
100 mn
i (Passepnen 1:50) 2
: [THOKOZA ¥ TIAKT
3 b30
-
s KAMULPO! PHHLIY
T, 3070 JEHNA A b
00w
; e > Kom1 Hbif
. 1

" p’( L (PA3BEOEHL) 1 50)
OTOBL ans uen,
s ONL30BaHug

P
aTa uaroro,
Onen f nens; 05.09.06

» CuncremHbln remonuanpyroLmm pacteop, 1 n.;
« KanubpoBo4yHbin pacteop, 100 mn;
» KOHTpOnbHblE pacTBOPbI rMOKO3a N naktaT 3 X 25Mmr1, Tpu ypoBHSA (Super GL)

AAOC.



HoBoe HanpaBneHne bu3Heca:
MOIKLWWHNE PACTBOPbDI ans aBTomaTu4yeckux
OnoxmmMmnuyecKknx aHanm3laTopos

 MowLwun pacTBOp KUCIOTHbIN
 MowLwun pacTBoOp LESIOHHOWU
* HeuTpanbHbIN pacTBOp (AeTEepreHT)
 AHTMOaKTepuanbHbIN AeTepreHT N
« PacTBOp Ha OCHOBe r'MNOXJopUTa HaTpuUs -
« [1ns aBTOMaTM4YECKNX BMOXMMNYECKMX aHaNM3aToOpPOB:
CA-90/180/270/400 npouszsodcmea FURUNO ELECTRIC,;
Sapphire 400 npouszsodcmea Hirose Electronic System;
Rx Daytona/Imola/Monaco rpoussodcmea Randox Laboratories;
Biolyzer 300/600 npoussodcmea Analyticon Biotechnologies;
CS- T240/400/800/1200 npoussodcmea DIRUI INDUSTRIAL;

o BS-120/200/300/380/400 npouszsodcmea MINDRAY;
* KoHUeHTpaTbI - NorHbIEe aHanorM opurMHasibHbIX PacTBOPOB MO COCTaBy U dhacoBke!
« Cpok rogHOCTM pacTBoOpoB — 24 mecsua.
 [lpounsBoacTBo cTtapToBarno!
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Bce Habopbl peareHTOB
npoussoactea AO «AUAKOH-OC» asnatoTcA
3aperncTpmpoBaHHbIMU MeOULUUHCKUMU U3OeNuamm

23 ainBapsa 2015 r. ctynun B cuny degepanbHbi 3akoH oT 31 gekabpst 2014 r. Ne
532-®3 «O BHECEHMN W3MEHEHUN B OTAENbHbIE 3aKoHoAaTellbHblE aKThbl
Poccunckon denepaumn B 4YacTu NpPOTUBOAENCTBUSA obopoTty
dhanscndurumpoBaHHbIX, KOHTpadaKTHbIX, HedobpoKa4YeCTBEHHbIX n
He3apernCTPUpPOBaHHbLIX JIEKAPCTBEHHbLIX CPeacTB, MEOUUMHCKUX wu3genvun u
danbcndunumpoBaHHbIX BMOMOrM4Yeckn akTuBHLIX [O00aBok». Llenbio npuHATUSA
OAHHOrO 3aKOHa SABMAETCA  YXXECTOYeHMe  OTBETCTBEHHOCTM 3a  0bopoT
He3aperucTpupoBaHHbIX, HeaobpoKayeCTBEHHbLIX WM  darnbCUOULMPOBAHHbIX
NeKapCcTBEHHbIX, BMOMOrMYyeckn akTUBHbIX O0DABOK M MEeOULUMHCKUX WU3genun, a
Takke rapMmoHu3aums 3akoHogartenbctea Poccunckon denepaumm ¢ TpedboBaHnaMN
KoHBeHunn Coseta EBponbl «O 6opbbe ¢ danbcndpmkaunen meanLmMHCKOU
NPOAYKUMM N CXOOHLIMU MPECTYNNEHNSAMMN, YrpoXaroWwmMMn 300P0OBb0 HaceneHnsa»,
nognncaHHon Poccuinckon ®egepaumen 28 oktadpsa 2011 .




[ToNHOCTLIO OTeYeCcTBEeHHaA aHarUTU4YeCcKas
cuctema gns OMoxmmMmm4yeckoro aHanusa
npousBoactea AO «AUAKOH-OC»

[ToniyasTOMaTn4yeckuim buoxnmmyecknt aHanmsatop Clima MC-15
Ha6opb| peareHTOB aac

4 Ha Menomckoe maeme

ot 02 ackabps 2016 roaa Ne P3H

KMSO/

PEl’HCTPAuHOHHOE VAOCTOBEJ
HA MEAULIMHCKOE U3 AEJT!

TiposBomITe:
"PAT Tesmnsca uapa san ladop:

5§ 7] Meeo npoinsoacris MemUEHCROO ML
L ewnpracaenne
»PIL

| cupmicanoctn _ TNPUNIONKEHHE
(e b TRcomtpiam e ] RPETHCTPALIHOHHOMY Y/IOCTOBEPEHHIO
142290, Mockonexan ofascts, r. Hymumo, ya. Tpysonas, 2. 1a | | HA MEAIMUHHCROE H3AEJTHE

18.112016

& 71 Braseammmncoro memns 261770

ClimaMe-15|

AT TN T AT

S T ,‘.-‘_A-L_‘-“‘-‘M‘-A,‘-‘-A-‘“I

DEAEPAABHAS CAYIKBA TTO HAAIOFY B COEPE SAPABOOYPAHEHE
{POCIAPABHAAIOR}

o7 02 nexaGps 2016 roza  Ne P3H 201472054

‘HA MeImIReRos smeme
Climas MC-15 ¢

P v
T ————
1 Moo i (Dest cover).

3 Ceresofi xabems (Power cable).
A Symnwqu-(?ﬂm:rpw).

s Tipedseaire (Puse)

(User's manual).
Ma:mnpomwnn.

. RAL sharatotio, S.A., Av, Mare de Déu 51, 8
Josn Despi (Barcelona), Spnn
2. RAL Técnica para ef Laboratorio, S.A., Cllacint Verdaguer, 79, 08970 Sant Joan Despl

(Barcelona), Spain. :
3. AO "JAMAKOH-JIC, 142290, Pocens, Mosxonekax ofsscrs, . [lymusto, v, Tpysosas, 1. 1n.




NMonHOCTLIO OTeYecTBeHHAas aHanuTu4YeckKkass cuctema M

«AUWAKOH-OC»

v ABTOMAaTU4eCKnU broxu
aHanusatop A40C-240

v' Habopsbl peareHToB [lua

__ ABTOMaTnueckum buoxmmmuecknm aHanusatop 44C-240
u duazHocmuyeckue peazeHmeol «/JJC»

AHanumuyeckas cucmema omeyecmseHH020 npouseoacmea -
KOMNJIeKCHOe pelleHue 8 yaioeuax umMmnopmo3ameujeHud




.

KomnaHua AO «AUAKOH» akTuBHO paboTaeTt
B HarnpaBneHMn nMnopTo3amMmeLlleHus noa
arngon Pepepaunmn JlabopaTtopHoun
MeauuunHbl, Poccunckon Accouunauum
MeAULUHCKOMU nnabopaTopHOU ANArHOCTUKU
(PAMJ1O), Accoumaumm poCCUNCKNX
npounsBoguTerien cpencTB KNMUMHNYECKOW
nadéoparopHou aunarHoctuku (AMCKIA) v
MuHnpomTopra Poccumu.




OTeyecTBEeHHOE NPOU3BOACTBO CEeroaHs:

* HaYKOEMKME TEXHOJTOTNN

s KBaNUUUMpPOBAaHHbLIA NepcoHan, BbicoKas KyneTypa
NPOWN3BOACTBA, XXECTKUIA KOHTPOIb KayecTBa NPoAYKLMN Ha BCeX
aTanax TeXHOMNorM4eckoro npoLlecca nNnpon3BoacTBa

* YCrELHOE y4yacTne B CUCTEME BHELLIHETO KOHTPOSIS KadecTBa Mo
nporpamme EQAS, npoBoanmoro komnaHueun Bio-Rad
Laboratories (CLUA), no pesynbsraTtam OLEHKM BXOAS B COTHHO
Ny4vylwmnx cpeam OecATKOB ThICAY Y4aCTHUKOB AaHHOM
nporpaMmmoil.

* ycrelHoe y4yacTue B CUCTEME BHELLHEero KOHTpona KayecTsa
®CBOK.




Orver no cpepremy Z-score

Nab. 626962 Mporpamma "KnuHu4eckas xuMua" (exXeMecayHasn) Uwkn 15
AOQ OAMAKOH-ACT Wion 2016 - Wion 2017
[z1[eF=7:12)) YN.IPY3IOBAA, 1A Jlor Ne: 211400 EQAS
%mymo MOCKOBCKAS OBNACTbL 142200 ————
SS1a

TWCTOrpamMMa ypoBHS NOKa3aTeneil HauuoHansHex nadoparopmd, WCTOrpamMma ypoBHA nokasaTenei nabopaTopwil N0 BCEMy MUY

Baw peaynerar Baw pesynerar

-
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Certificate of Achievement

EQAS External Quality Assurance Services

AO «AWAKOH-AC»
Laboratory 626962

Has successfully completed the Quality Assessment Program for

Clinical Chemistry (Monthly)
Cycle 15: July 2016 — June 2017

Andy Quintonz
Scientific and Professional
Atfairs Manager




TeHAeHUMUU pa3BUTUA PbIHKA
nabopatopHon guarHocTukum B PP

B 2014 - 2017 rr. oxxmgaeTcs poCcT HaTyparbHOro o6bema pblHKa
nabopaTtopHon gnarHocTtukn oo 170,3 MnH uccnegosanum B 2017 r.

OcHoBHbIE HanpaBneHust pasBuTuUs NadbopaTopHOM ANAarHOCTUKN B
Poccuun:

> MOBbILLUEHNE TEXHOMNOIMMYHOCTU NabopaTopHbIX NCCNeaoBaHWUN;
» aBToMaTusauus, MHpopmaTmnsaumna n ueHmparsnusayus
nabopaTtopui;

> pasBUTUE KOMMEPYECKNX ANarHoCTU4ecKknx nabopartopui,
CNocoOHbIX NpeaocTaBnTb Bonee LUMPOKUIA aCCOPTUMEHT YCIyr U
bonee BbICOKME MOLLLHOCTM MO CPABHEHMUIO C rOCYAapCTBEHHbLIMU;

[ToBbILLEHME cNpOca Ha 8kICcOKOrpouszsodumersibHblie BXA npu
LeHTpanusauum nadopaTtopumn.

B TOM yuncne nosblleHne cnpoca Ha Npubopbl 9KOHOM-CErMeHTa.

ABTomMaTmsaumsa BXA — 3ameHa n/aBT. NpnOOPOB Ha HACTOSIbHbIE
aBTOMaThI.

Pa3BuTtne npeaHannTukn — BHeApPEHNEe COPTUPOBLLMKOB NPOBUPOK.




burnoxnmunuyeckue nccrnenoBaHus

« BioMajesty JCA-BM 6010/C — nonHoCTLIH aBTOMaTU4eckKas
aHanuTnyeckasa cucrtema ans KNMHUYECKOU XMMUK, aHannaa
9IIEKTPOSIUTOB W IMUKO3UNNUPOBAHHOIO reMornobmnHa — ang
ocHauleHua ueHTpanmuaosaHHon KOJ1 npyn nnaHupyemom
noctynneHmn okono 71500 rnpob e 0eHb (COBOKYIHO),
NcrnonbayLaa peareHTbl oteyecTBeHHoro npoussoactea (AO
«QNAKOH-LOC»).

i
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OnbiT AMUAKOH B ueHTpanunsaumm
rnabopaTtopHbIX UccnegoBaHun

KOMHTET 3[JPABOOXPAHEHWS
BOJIOIPAICKOH OBNACTH
MPHKA3
I L g N | TEAST

Boarorpag

06 oprasmaumy padoTs
LUEHTPAIHZ0BAHHON KTHHHKO-/IHATHOCTHIeCKOH B
nadopatopnn Bomrorpajckoit obnacti

B uenax nosHIIEHHA TOCTYTHOCTH H KAYECTBA OKA3AHUS MEJHUHHCKOH
TOMOIIH HacermerHko Bonrorpagekol odnacTh
OPHKAa3IBIBAID:

|. I'nassiv BpasaM MeiMOHHCKHX OPTafH3amii, NOABEIOMCTBEHHBIX
KOMHTETY 3iparooxparerns Bonrorpagckol o0IacTH, COTNAcRO NPHIOKEHHIO
1 & HACTOSILIEMY [IPHKAZY:

1., B pamkax (yHKOMOHHPOBAHNA aMOYIATOPHO-NOMHK/IMHHYCCKHX
oap i BC BIX opr o Th 3a60p
H J0CTABKY OHONOTHMECKOTO MaTeéphang B TOCYapeTBeIoE YUPEeHICHNES
sapasooxpaieins  "KOHCHIBTATHBHO-HArHOCTHESCKAS  TTOMMKIIIIKS  No2"
(Boarorpan, yn.  Amnrapekan, 114a) 114 mposegemus  maBopatopHbix
HCCTeSOBAHUI COIIACHO NPHIIOKEHHIO 2 K HACTOAIIEMY [TPHKA3Y,

12, IlpH GopMHpOBAHHH 3a7aHHA Ha NabOPATOpHOE HCCHEIOBANHE
PeKOMEHAOBATE HCIIONB30BATE (opuy Gnanka HATpPABIEHHA Ha maboparopHble
HCCE/I0BAHNHA COMMACHO NPHIIOKEH IO 3 K HACTOSLIEMY NPHKA3Y.

2. TnaBHOMY Bpady TOCYAAPCTBEHHONO YYPEXJICHWA 3/PaBOOXPaHEHHA
"KoHCYIbTATHEHO-IHATHOCTHYECKAN  nojkiunuka  Ne2" A A Tlannnod
obecnednTh:

2.1, IlpoBenenne 1aGOPaTOPHBIX HCCA/OBAHHIL COINACHO IPIIOKenIo 2
K HACTOAWMIEMY  NpHKA’y 40 HYAJ — MEAHIHHCKHX Opragu3ammi,

BEHHBIX KOMUTETY 3A[ ¥ Bonrorpamexoi ofnacty;

2.2. OpranH3alHOHHO-METONHYECKOe PYKOBOACTBO (YHKUIHOHHPOBANHA
naGopatoproii ciyxbsl Boirorpanckoit ofnacta.

3. KomTponh WCNOTHEHHE NPHKA3E BONOKHTE Ha  3aMeCTHTENA
npefcejatens  xoMmwreTa  3ipapooXpanenms  Boarorpanckoiin  ofnactn
A .CeGerena.

Tlpencenatent KoMHuTSTa W Q B.B.Ikapun
! .

H.H.Anumos
(8442) 30-99-80




B 2015 rony B Bonrorpage otkpbiTta LleHTpann3oBaHHas
KOJ1 Bonrorpaackoun obnactu Ha 6a3se NY3 «KAOIMN N22»

* [naHupyembit 0O0beM BbINOSTHAEMbIX UCCeaoBaHNN Ha NepBoOM
aTane B rog no HanpasfeHUAM COCTaBNSET:

» [emamornoaudyecKue uccriefosaHusi. obwul aHanu3 Kposu —
1,187 mnH. npobupok; COSB — 1,186 mrH. npobupok;

« Buoxumuyeckue uccrnedosaHusi — 3,136 msIH. mecmos
(1,270 MsIH. NPOo6UpPOK);

*  UmmyHoxumu4deckue uccriedogaHusi — 0,964 mnH. mecmoes
(0,421 mriH. npobupoK);

» Koaeynonozau4eckue uccriedogaHusi — 0,277 M/H. mecmos
(0,129 mnH. npobupok).

* [lpwn BbINOSIHEHMN AaHHOro ob6bema paboT pexum padotel LUKOJ1 BO
opraHusoBaH B ABe cMeHbl: 8:00-22:00.

LleHTpanu3oBaHo 55 yuypexaeHnn 3gpaBooxpaHeHUs (MOSIMKINHUKN
U ropoacKkue KrnmHn4eckue 6orbHUL).

1,3 MITH. 00CnyXnBaemMoro HacerieHus.



CA-800 (Furuno, AnoHuna) — NOJFIHOCTbLIO
aBToOMaTnyeckas aHanuTnyeckas cucrtema  ans
KIMMHUYECKON XUMUK, [MNKO3UNTMPOBAHHOIO remornobuHa
(remorind Ha 60pTYy), aHanuMsa 3rekKTponnMToB — AOns
OCHalleHua ueHTpanmaoBaHHon KOJI, wcnonbayrowasn
peareHTbl  OoTe4yecTBeHHoro npousBoactea (AO
«AUAKOH-OC»).

*MUHMManbHbIM 06bEM Npobbl 0,5 MKA,
HaumMeHbWUl 8 ceoeM Kracce;

*MWH. peakuMoHHbIN 06bem 50 mKn;
HaumMeHbWuUull 8 ce0eM Knacce;

eCamasd HM3Kas cebecToMmocTb TecTa

e MHOropa3oBble KBapLEBble KIOBETHI

* MUHMMaNbHblE 3KCNAYaTALMOHHbIE Pacxoapbl

36
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* B pamkax peanusaunu nonntukmn nmnoptodamereHmna AO « QJMAKOH»
npeafiaraeT K NoOCTaBke BbICOKOKa4YeCTBEHHbIe AMarHOCTUYEeCKUe peareHTbl
COOCTBEHHOro nNpou3BoAcTBa Mo (PMKCUPOBAHHOM LEeHe B pyonsx. 310
NOMOXeT obecnevunTb HE3aBUCUMOCTL TabopaTopHOM CryX0bl CUCTEMBI
30paBOOXPaHEHUST OT BHELLHMX NOSIMTUYECKNX BO3OENCTBUA U TEM CaMbIM
YKPENnUTbL 9KOHOMMYECKYH0 6e30MacHOCTb CUCTEMbI 30PaBOOXPAHEHNS B LIEMNOM.

* Kcnonb3oBaHne ANMarHOCTUYECKUX peareHToB ote4eCTtBeHHOro npomn3sBoacTBa
obecne4ynT noBbILLEHUE AOCTYNMHOCTU na60paToprlx yenyr Ans HacerneHus
3a c4yeT bornee HU3KOU ce6EeCTOMMOCTHU nposegeHna nccriegoBaHums no
CpaBHEHNIO C NHOCTpPAHHbIMU aHaJsi1oraMu.

»  OKOHOMMUYecKast 3 PEKTUBHOCTb NPUMEHEHNA NpoaYyKTa obycnosneHa
ctonmocTbio B 1,5-4 pa3a HUXXe CTOUMOCTU MMMOPTHLIX aHaroroB.

» Poccumnckoe nponcxoxageHme nponsBoguMbiX TOBApOB NOATBEPXKAEHO
ceptudukatom CT-1.

B CoENAHO
B POCCHMM



'pynna komnaHnu QUAKOH - aTo:

COBpPEMEHHaS

MHoronpodunsLHas
BbICOKOTEXHOSIOrM4eckasa rpynrna KoMmnaHun
nmeroLas KsanmdpumumpoBaHHbIN NepcoHar
BbICOKYHO KYNbLTYpYy NPOM3BOACTBa

CODCTBEHHYIO Hay4YHO-UCCcnegoBaTenbCKyto 6asy ons
NpoBeaEHUST HOBbIX pa3paboToK 1 yCOBEPLLEHCTBOBAHUS
BblMyCKaeMon NpoayKUnM.

OPPEKTUBHBIN MEHEIXKMEHT
COBpPEMEHHbIN YPOBEHb NMPON3BOACTBA
N BbICOKMWN HAYYHO-TEXHUYECKMUWU NOTEeHUMan

COENMAHO |
B POCCHMW_

No3BONAKT HaM cTaTb AOCTOMHbLIM KaHOMOAaTOM AnNA

NOCTPOEHUS NaPTHEPCKUX OTHou.leHMi" i
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CNACUBO 3A BHUMAHMUE!

AnakoH



