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ACCOLIMALINA I'IPOVIBBO,CI,VITEHEVI CPEACTB
KITMHWHECKOW JIABOPATOPHOW ANATHOCTNKHA
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Accouunauma coszgaHa B 2004 roay.

YneHamn accoumnaumm aBnaoTca 24 poCCUNCKUX

KOMMNaHWM NPOU3BOAUTENEN CPEACTB KITMHNYECKOU
nabopaTopHON ANArHOCTUKW.




ACCOLIALINSA MPOV3BOANTENEN CPEAICTB
KITMHWYECOW NTABOPATOPHOW AVATHOCTUKM

2. MPEAMET U LENU REATEJIbHOCTU ACCOLIMALIUA

2.1. Accoumaumsi co3gaeTcs B LensaxX KoopAMHaunm aAestenbHoCcTn YneHoB Accoumaumm, No NpeactaBieHnio U 3almTe ux obwmnx
MHTEPECOB.

2.2. [lpeameToM fedATenbHOCTU Accoumaunn SBSeTcs:

a) coBepLUEHCTBOBaHME 3aKOHOAaTe/IbCTBa U HOPMATUBHOM 6a3bl (TEXHMUYECKUX perjiaMeHTOB U
HaLMOHAJIbHbIX CTaHAAPTOB) B 06/1aCTK NPOM3BOACTBA U peasin3aLum CPpeacTB KJIMHNUYECKOMU
nabopaTopHO AMArHOCTUKMK, B TOM uucie peanmsauum 3akoHa 06 ocHoOBax TEXHUUYECKOro
perynmpoBaHus;

6) yuactue B pa3paborke KOHLUEenuuu pa3sutus 1abopaTopHomn cnyx6bl 3apaBooXpaHeHUus
CTpPaHbl;

B) coaeicTBMe pa3BUTUIO OTEUECTBEHHOro NpoM3BoACTBa CPeACTB JIabopaToOpHOW ANArHOCTUKM:
nabopaTopHOii aHA/IMTUUECKOW TEXHUKM, BCIIOMOraTe/IbHOro o6opyaoBaHusl, AUAarHOCTUYECKUNX
HabopoB M NpPouYnxX CpeacTB J1IAabopaTOpPHO ANArHOCTUKU U UX LULUPOKOMY BHEAPEHUIO B
MEeAULMHCKYIO NPaKTUKY.

F) npeacraBjieHNE U 3allinta UHTEPECOB CBOMX YJIEHOB B OpraHax FOCYﬂ,apCTBEHHOVI B/1aCTU U OpraHax CUCTEMbI 34paBOOXPaHEHUA,

A) CNpaBOYHO-MHGMOPMALIMOHHAS U KOHCY/IbTaLMOHHO-NPaBoBasi NOMoLb YneHaM Accoumaumu;

€) pasBUTUE COTPYAHNYECTBA C MEXAYHAPOAHLIMU U 3apyBeXXHbIMU COO3aMMU U acCoLMaLIMsaIMU;

X) yyacTve B pa3BUTUM CUCTEMbI 06Pa30BaHMsA 1 NMOArOTOBKM KaapoB ANns cchepbl NPON3BOACTBA, 06CY>XXMBaHWUA W SKCM/TyaTauUMK CpeacTs
nabopaTopHON AUArHOCTUKU;

3) 06pa3oBaHNE B COOTBETCTBUM C PELLEHUSIMU CBOMX OPraHOB YNpaB/ieHus HE06X0AMMbIX LieneBbIX (DOHAOB 1 pE3EPBOB;

1) OCYLLECTBNEHNE KOHTPOSA 3a COBM0AEHMEM HOPM NPOdECCUOHANBHOM STUKM NPON3BOAMTESNEN U MOCTaBLUMKOB CPEACTB labopaTopHOn
AVArHOCTUKY;

K) cucTeMaTusaumsl, HakornjeH1e 1 BeeHWe CpaBoYHOM paboTbl MO HOPMATUBHOWM AOKYMEHTaUMM B 061acTy NPOU3BOACTBA U
pacnpocTpaHeHUst CpeacTB N1abopaTopHOW AUArHOCTUKY;

1) OCYLLECTBNEHNE UHBIX (DYHKLIUIA, BbITEKAIOLIMX M3 PELLEHNI OPraHOB yrnpaBieHus AccoLmaLnm B COOTBETCTBUM C X KOMMETEHLNEN.




nPON3BOACTBO B POCCUMN HABOPOB
PEATrEHTOB U TECT-CUCTEM AONA
OAUNATHOCTUKMU IN VINTRO

KonunuectBo
HanpaBneHue oTeyeCTBEeHHbIX
KOMMaHUM

KnuHnuyeckas 6moxumusa

NlemocTas

NMMyHOohepMeHTHbI aHanu3

PeareHTbl A/19 reMaToJIOrMYecKmx
aHaJ/In3aTopoB

NMUP anarHocruka

MuTaTenbHbl cpeabl A MUKpobuosorum

[pOn3BOACTBEHHbIE MOLLHOCTM OTEYECTBEHHBLIX KOMMAaHUW 3a€NCTBOBAHbI MEHEE
yeM Ha 50%




NnPOMN3BOACTBO HABOPOB PEAINEHTOB [OJ14
OUWATHOCTUKMU IN VITRO

OTeuyecTBeHHblIe NPON3BOAUTENIN B COCTOSIHUM 0becneunTb
CNpocC Ha Habopbl peareHTOB N0 60/1bLLUMHCTBY OCHOBHbIX
TEeXHOJIOrMYeckux HanpasneHuun Ha 30-80% :

OrpaHnyeHus pbiHKa oTeYeCTBEHHbIX HABOPOB peareHTOoB:

1. TOCTOSAHHBIN POCT YMCa UMMOPTHBIX AaBTOMAaTUYECKMX aHa/IN3aTOpPOB
3aKpbITOro TUna.

2. OTcyTCTBME OTEYECTBEHHbIX aHAM3aTOpPOB, PaboTaOWMX Ha POCCUUCKNX
Habopax peareHTOB.




Poccumnckme npovsBoauTenn HabopoB peareHToB A/
KJIMHNYECKON BUoXmumMmm

OO0O «HIlN® Abpuc+»

C-lMetepbypr

Cuctema MeHeokMeHTa
KayecTBa

OAO «Butan [deBenonmMmeHT
KopriopaniuH»

C-lMeTepbypr,

ISO 9001, 13485

3A0 «BEKTOP-BECT»

HoBocubupck

ISO 9001, 13485

3A0 «OVAKOH [1C»

MywmHo, MO

ISO 9001, 13485

00O «OnbBekc [InarHOCTUKYM»

C-lMeTepbypr

3A0 «3KOnab»

anektporopck,MO

ISO 9001, 13485

OO0 "OnnuTtoH"

MockBa

ISO 13485

HIMNL, «3ko-CepBuc»

C-lMeTepbypr

3aperncTpupoBaHo HabopoB peareHTOB Ans onpeaeneHns 6onee Yem 100 pasnMYHbIX OUOXUMUYECKNX

aHaJInToB

O6wwun obopoT ( no pacyetam npounssogutenen) okorno 30 mnH USD B rog




RUSSIA BIOCHEMISTRY: COMPETITIVE LANDSCAPE

Poccuiickue
npousBoguTenv
20-25%

® Roche ™ Siemens Abbott ® Beckman Coulter Others

Source: MarketsandMarkets

[ OMUHMPOBaHME 3apybeXKHbIX KOMMaHMM Ha POCCMMUCKOM pbiHKE HAbOpPOB peareHToB
06ycnoBneHo ocHalleHneM nabopatopun 3apybexxHbIMKM aHaIM3aTOPaMMU.




nPOM3BOACTBO NMPUBOPOB M HABOPOB PEAITEHTOB
anAa AMArHOCTUKU IN VITRO

NMpn6opbl 1 Habopbl peareHTOB A5 BbINOJ/IHEHUS
nabopartopHbix uccnegosainn merogamm MNLUP

XOT4 1 34eCb Mbl OTCTAaeEM OT CaMbIX nepenoBbiX TEXHOJOTUN.




NMPON3BOOCTBO AHAIIMTUYHECKUX NMPUBOPOB AOJ1A
OUWATHOCTUKMU IN VITRO

ACCOPTMMEHT OTeUYeCTBEHHbIX NPM60POB A1 KIIMHNYECKOW
nabopaTopHOit AMArHOCTUKMN COCTOUT NPEUMYLLECTBEHHO U3
noJiyaBToOMaTU4YeCKMUX Npubopos.

OTU U MHOrue gpyrue
NpuoopbI LLMPOKO
NPUMEHSIIOTCS B K/IMHUKO-
ANArHOCTUYECKNX
nabopartopusix Poccun.

Cno)xxHas aHanNuMTUUYeCKasa TeXHUMKa — aBTOMaTu4yecKkme
dHAJIN3aTOPpPbl, NPpON3BOAATCA OTAE/IbHBIMMU NpeanpmaTuammn B
He3HaunTesibHbIX 06bemMax, unm soobule He npon3BoanNTCA.




NMPON3BOOCTBO BCINMOMOIATEJIbHOIO OBOPYAOBAHUA
anAa AUArHOCTUKU IN VITRO

LieHTpndyrn — npon3BoasaT HECKOSIbKO NPeAnpPUATUN.
[NoTpebHOCTb MOXET 6bITb YAOBIETBOPEHA MOSTHOCThIO.

TepMocTaTbl — MPOM3BOASAT HECKONBKO MPEANPUATUMN.
MoTpebHOCTb MOXET 6bITb YAOBIETBOPEHA MOSTHOCThIO.

ANCTUNNATOPBI U YCTAHOBKU A1 NOJTyYEHUS AENOHN30BAHHOM
BOAbl — NPOWU3BOAAT HECKOJIbKO NPEeAnpPUATUN.
MoTpebHOCTb MOXET 6bITb YA0OBIETBOPEHA MOSTHOCThIO.

ABTOMaTM4YECKME 403aTOPbI.

B Poccum Nnpon3BOAAT HECKOSIbKO KOMMAHUK, OTEYECTBEHHAs

NPOMbILLIEHHOCTb yaoBneTesopseT npumepHo 50%
noTpebHocTeN




NMOTEPBHOCHT 31PABOOXPAHEHUA B
AHAJIMUTUHECKUX NMPUBOPAX

rOA0BA4A NMOTPEBHOCTb
KonunyectBo, LleHa, [NpnMeyaHne
HanmeHoBaHue npubopa LUT. py6 Cymma, pyb
NMeeTca npon3BoACTBO

FemaTonornuecknit aHanusartop (3-aund.). 300 000 300 000 000 OTEYECTBEHHbLIX PEAreHToB
FemaTonornueckuu aHanmsarop (5-and.). 600000 180 000 000

BrnoxnMunueckn aBTOMaTUYECKUI aHaIM3aTop Masion MmeeTcs npon3BOACTBO
npounssoauTenbHOCTU (120 TecToB B 4Yac). OTKpbiTas OTeYeCTBEHHbIX peareHToB
aHaJZIMTU4YecKasa cucrema. 400 000 240 000 000

BuoxuMuuyecknii aBToMaTM4ECKUii aHanmsaTop MiMeeTcs npon3BOACTBO
cpenHen npomsBoguTtenbHocTu (300 — 400 TecToB B OTeYeCTBEHHbIX peareHToB
yac). OTkpbiTas aHa/IMTUYECKas cucTteMa. 800 000 320 000 000

ABTOMaTUUYECKUIH aHANIN3aTOP MOUM C TECT- VieeTcs Npon3soaACTBO
nosiocKkamm. 100 000 100 000 000 OTEYECTBEHHbIX peareHToB
AHanusaTtopa rasos KpoOBM C pacXoAHbIMU

MaTepuanamMu. 400 000 80 000 000

MoHocenekTUBHbI aHaIM3aTop C PacXoAHbIMM

MaTepuanaMu. 200 000 80 000 000

ABTOMaTUUYECKUI aHAIM3aTop NoKasarTenei VimeeTcs NpoM3BoACTBO

reMocrasa. 300 000 120 000 000 OTEHECTBEHHbIX PEAreHToB
NMeeTca npon3BoACTBO

AHanMsaTop r/toKo3bl aBTOMaTUUYECKUI 200 000 200 000 000 OTEHECTBEHHbLIX PEareHToB
NmeeTca npon3BoaCTBO

ABTOMaTUUYECKMIi UMMYHO(EPMEHTHbI aHanu3aTop. 800 000 240 000 000 OTEHECTBEHHbLIX PEAreHToB

AsTomaTnueckuii NMLUP aHanusatop. OTKpbITas VIveeTcsa npon3soaACTBO
aHanUTUUYecKas cucTema. 600 000 180 000 000 OTEYECTBEHHLIX DEAreHTOB
BCEIO: 2 040 000 000

B yeHax 2013 r.




Ona noaREPXXAHUA COOPMUPOBABLLUEIOCS B XOAE NPOrPAMM
MOJEPHWU3ALIMM NAPKA AHAJINTUYECKOWU TEXHUKHN
3APABOOXPAHEHUE CTPAHbI B BJIMYXAULLME roabl AOJIHKHO
3AKYMNATb NMPUBOPOB NPUMEPHO HA 3 - 4 M/1PA. PYB. B Iroj.

NMPUMEPHO HA 3TY XXE CYMMY HEOBXO4MNMO 3AKYMNATb
EXXEFOAHO UMIOPTHDLIE PEATEHTbl U PACXOAHbIE MATEPUAJIDI.

~— P 3TV AEHbIN BYAYT NONYYATb 3APYBEXHbIE
»| KOMIMAHWWN, KOTOPbIE OHMN BYAYT
UCMONb30BATb B TOM YMCIIE HA OMJIATY
BbICOKO-KBAJIM®ULIMPOBAHHbIX
CMELMAJINCTOB M YYEHbIX, A TAKOKE HA
WHBECTMLIW B PASBUTUE HOBbIX
AHAJIMTMYMECKUX TEXHOJIOMMiA

POCCHUA




3SABUCMMOCTb OT UMIOPTA
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OOJIJTAPOM AOPOT'A YCTJIAHA B ...

LLinbaHoB A.H. shibanov@unimedao.ru



NMPUOPUTETHDLIE 3AAAYA

1. ®opcmnpoBaTthb paspaboTKy 1 opraHmM3aumnio
NPON3BOACTBA COBPEMEHHbLIX aHaIMTNYECKNX
npmnbopoBs, paboTaloLmMX Ha OTEYECTBEHHbIX
peareHTax. B Poccun gomKHO 6bITb HECKOJTbKO

KPYMHbIX MPEeAnpPUSATUN, BbINYCKAOLWMX MEANLMHCKMNE
n3genuna ang AnarHoCTuKuU in vitro.

PelleHne 3Ton 3aaa4m no3BoanT obecneunTb
MMMNOPTO3aMELLEHNE aHaNNTUYECKON NabopaTopHOM
TeXHUKM Ha 50-70% ¥ 3HAYUTENbHO pacLIMpUT
PbIHOK [1J19 OTeYeCTBEHHbIX HAOOPOB peareHToB




UCKIOYUTEJIBHO ANHAMUYHOE PA3BUATUE CPEACTB
ANAFHOCTUKU IN VITRO CO3AAET PUCK AJ18 POCCUW BblTb
BCEI'AA 4Ol OHAIOLLIEN

NEPEAHNIA KPAN AHAJTUTUYECKNX TEXHONOMMW B ANATHOCTUKE IN VITRO

MunKpouMnoBbIE MynbTUNIEKCHbIE Macc-CcnekTpoMeTpus
MUKPOTIONAHbIE CUCTEMbI Ha OCHOBE MALDI-TOF
TexHonorum NPOTOYHOrO LUMTOMETPA




NMPUOPUTETHDLIE 3AAAYA

2. AKTUBHO BeCTu pa3paboTkn aHannMTUYECKnNX
CUCTEM Ha COBPEMEHHbIX N MHHOBALIMOHHbIX
NpUHLMNax

PelleHne 3ToM 3aa4a4n NO3BONUT NPEAOTBPATUTb
XPOHMYECKOEe OTCTaBaHMe Poccun OT NPOMbILLIEHHO
Pa3BUTbIX CTPaH

B cTpaHe ecTb Hay4YHO-TEXHUYECKUM NoTeHuman,
NO3BONSAOLMNA YCMELIHO peLaTb 3TN 3a4aun.




HAYKA 1 NMPOMBbILLJTEHHOCTb

MPOMBbILLTEHHOCTb

HoBble TexXHOMOornu,
HOBblE pa3paboTku

®unHaHCcMpoBaHMe

Hannuune BbICOKOPa3BMTON OTEYECTBEHHOW MHAYCTPUK
SIBNSeTCcs HeobxoANMbIM YCI0BUEM UHHOBALIMOHHOMO
pa3BuTUS NabopaTopHON ANArHOCTUKWN MPaAKTUYECKOro
3ApaBooXpaHeHns. be3 aToro Hay4Hble pa3paboTku
6yayT oCcTaBaTbCsl HA YPOBHE OMbITHBLIX 06pa3LoB.




NMPUOPUTETHDLIE 3AAYMA

3. YCKOpUTb pa3BUTME COBPEMEHHOM
OoTeYyeCcTBEHHOWN NPOn3BOACTBEHHOW 6a3bl CbipbS]
NS Npou3BoACTBa HAaboOpoOB peareHToB:
hepMEHTOB, aHTUTEN N AHTUIEHOB, Manon XMMUK

0C0D0 UYNCTbIX BELLECTB.

PelleHne 3ToM 3aA4a4n NO3BOSIUT CHU3UTb UMMOPT
Cblpbsl 11 NPOU3BOACTBA HAOOPOB peareHToB U
CHMU3UTb Ce6eCTOMMOCTb KOHEYHOU MPOAYKLIMN.




[YTW PELLUERNA 3AOAYH

ObecneunTb AOCTYN OTEYECTBEHHbIX MPON3BOAUTENEN K HE AOPOrUM
KpeanTam.

[lo npnopuTeTHLIM 3a4a4aM obecneunTb cybcmampoBaHme 3aTpaT Ha
pa3paboTKy M OCBOEHME B NPOU3BOACTBE COBPEMEHHbIX MeANLIMHCKNX
n3aennn n3 rocoropxera.

CoKkpaTUTb CPOKN U CTOMMOCTb Perncrpaumm MeanLUMHCKUX U3aennn
(BO3MOXHO, cybcuanpoBaHue 3aTpaTt Ha perncrpauuio)

BnoxxeHna rocygapcrea B
(PMHAHCMPOBAHME MPOEKTOB, CBSA3aHHbIX C
(bopMMpoBaHMe OTEHECTBEHHOM
NPOMBILLIEHHOCTM CPeACTB AUAarHOCTUKU
In Vitro MHOFOKPaTHO OKYMUTbLCS 3a CYET
COKpalLleHMsa pacxoa4oB Ha UMMOPTHbIE
n3genua U co3gaayT yCcnoBus
CTabuNbHOro pa3BUTUS OTEYECTBEHHOrO
3paBOOXPAHEHNS




TECHOE COTPYAHUYECTBO NMPOU3BOAUTEJIEN U HOTPEEVITEHEVI —
BAXXHbIN ®AKTOP PA3BUTUA OTEHECTBEHHOU
NMPOMBILWJIEHHOCTU CPEACTB ANATHOCTUKMU IN VITRO




POCCUUCKWUE MPOWU3BOAUTENN U NOTPEBUTENN
MNbIBYT B OAHOW NOAKE

NMNOMOIAA APYT APYTY B BYPHOM NOTOKE XXU3HU Mbl CTPOUM
HOBYHO POCCUIO




AJIbTEPHATWBA

POCCKS - CbIPLEBOW NMPUAATOK MPOMBILLUNEHHO PA3BUTBIX U
PA3SBMBAIOLLMXCA CTPAH

V“ﬂ‘m‘:

Ny 'p !f.




