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XANOBA

Bbipaxxaem KaTeropuvyeckoe Hecornacue OTHOCUTEe/IbHO pe3y/bTaToOB UM CcaMoW
npoueaypsl paccMoTpeHus xanobbl, ucx. MN005/2015 ot 24.04.2015 6e3 Hawero
yyacTusi B 4YaCTHOCTU, a Takke Mocnefywumx pe3ynbTaToB MNpPOBeAeHUSA 3/1eKTPOH-
HOro aykumoHa N AU20150129023968 rocygapCTBeHHOW 3aKynkum benMT MN034/15-
9A «PeareHTbl 419 VIMMYHOJIOMMYECKUX WCCefoBaHWii MeTOAOM MNPOTOYHON UUTOMEeT-
pvn BUY-uHpuumpoBaHHbIM»,  JloT Nl1. (Mpotokon N4 ot 14.05.2015 MuHTOpra Pb,
MpoTtokon N23-034/15 ot 03.06.2015 NTPYN «benvearexHnka)

KomnaHua Steon Limited, nocTaBWMK MpoOAYyKUMN aBTOPUTETHLIX €BpO-
nerncknx npov3soanTenein B 001aCTU ANAFHOCTUYECKUX K/IVMHUYECKUX peareHToB
ONA NpPOTOYHOW umTomMeTpunm B Pecnybnuky benapycb, npuHsAa ydyacTuve B 3akyrke
BenMT N034/15-3A «PeareHTbl A1 UMMYHO/IOMMYECKUX WUCCNefoBaHWi MeToAoM Mpo-
TOYHOW umToMeTpun BUY-MHDUUMPOBaHHLIM», JIOT MNlHa OCHOBaHUM ayKUWOHHOIO
npurnawenna N AU20150129023968.

B cootBeTtcTBUM C [lpunoxeHnem Nl 3akynkum - TexHu4ecKue XapakKTepucTu-
KN 3asBNsieMbiX U3genvini MeAuuMHCKOro Ha3HadeHuMsa - Hawa KOoMnaHus npepocraBu-
na npogykuuio komnaHum EXBIO Praha a.s., Uexusi, KoTopas MOSIHOCTbK COOTBET-
CTBYEeT TexXHWYeCcKuMm TpeboBaHusaM npoAayKuuu no Jloty Nl.

Tak, 4eTbipexuBeTHble MOHOK/IOHaslbHble aHTuTena CD45/CD4/CD3/CD8 [O/KHbI
Nno (IyopecueHTHbIM MeTKaM COOTBETCTBOBaTb TEXHUYECKNM BO3MOXHOCTAM LUTO-
meTpa mapku FACS Calibur npousBogctBa ¢upmsl Becton Dickinson. Hawein Kom-
naHnein no no3vumn 1.1 Jlota N1 6biiv npeanoxeHol aHTuTena KOMBITEST™ CD3-
FI1TC/CD8-PE/CD45-PerCP/CD4-APC  npoussoactea EXBIO, KaTa/lIoXHbIA ~ HOMep
ED7045, kKoTOpble B COOTBETCTBUM C N.1,2 WMHCTPYKUUM MO IKcCnyartauuu usgenvsd
(@HrNMNCKnini N pyccKuii BapuaHT) COOTBETCTBYWT YyKa3laHHOMYy TpeboBaHuw. OpHa
ynakoska KOMBITEST™ CD3-FITC/CD8-PE/CD45-PerCP/CD4-APC npegHa3HayeHa Ha
50 nccnepgoBaHuii (20 MKN/TECT) W B COOTBETCTBUM C HeobxoaumbiMm no n. 1.1.
Nota N1 9 000 mccnepoBaHusiMM MO cheuypukaumm 6b10 npegnoxeHo 180 ynakoBOK
MOHOK/IOHa/IbHbLIX aHTuTen (180 x 50 = 9 000 wuccnepq.). O6pawaem Bawe BHMMaHue
Ha TO, 4TO MOHOKMOHau/IbHble aHTuTena KOMBITEST™ CD3-FITC/CD8-PE/CD45-
PerCP/CD4-APC saBnsieTcA MNOMHOM KOMMein 4YeTbipeXLUBETHbIX MOHOK/IOHa/IbHbIX aHTU-
Ten npomsBoacTBa (upmsl Becton Dickinson BD Multitest™ CD3 FITC/ CDS
PE/CD45 PerCP/CD4 APC Reagent Ha OCHOBaHuMM N.1l 1 pe3y/bTaToB MWCCNeLOBaHWUi
WHCTPYKUMM MO MPUMEHEHWNI U3aeNnNs .

Onsa  npoBegeHust npob6onoAroToBKM Obl  NPEAsIoOKEH NIN3MPYLNA  pacTBOp
tupmbl EXBIO EXCELLYSE Easy, KaTanoxHbihi Homep ED7066, KOTOpPbIAi MNOMHOCTbK)
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COBMECTMM B MOHOK/IOH&U/IbHbIMM aHTUTEeNnamu ¢upmel  EXBIO, B TOM unucrne c

KOMBITEST™ CD3-FITC/CD8-PE/CD45-PerCP/CD4-APC, 1 cneunasibHO ajganTupoBaH
ONA  NpoBefAeHUs K/MHUYECKUX UWCCefoBaHuii Ha o6opyaoBaHuu  (UpMb Becton
Dickinson u gaBnsietcsa npsameim aHasiorom BD FACS™ Lysing Solution npou3BoacT-
Ba (mpmbl Becton Dickinson, 4to nogTBepxnaeTcA N. 1 MHCTPYKUUM MO MNpUMeHe-
HUO U34eNnsa 1 CnpaBOYHOW MHpoOpMauuMein no NU3NpywwmMm pacTsBopaMm OT  (UPMbI
EXBIO.

CornacHo WHCTPYKUMM NO npuvmeHeHutw (PYCCKUA U aHM/IMACKUIA  BapuiaHTbl)
AN NpoBefeHns OfHOro UccnefoBaHWA MNpPU  MOHUTOPUHIE COCTOSAHUS  WUMMYHHOWN
cucTtembl BUY- MHPUUMPOBAHHLIX MO 6GE30TMbIBOYHOW TEXHO/IOrMM MeTOAOM MNPOTOYHOM
umTomeTpmn Tpebyetca 450 MK AM3MpYyWLIEro pacTBopa, YynaKoBKa EXCELLYSE
Easy nossondeTt BbinosHUTL 2 000 - 2 200 wuccnepoBaHuii. CorsiacHo npeaioxeH-
HOM Hamm crneuypukauum no aykumoHy Ob/10 NpeanioXeHo 5 ynakoBOK  /IN3UPYHLEro
pacTtBopa EXCELLYSE Easy, 4TO MOo3BOMA€T KaK MWHUMYM BbiNoAHUTL 10 000 uc-
cnepoBaHuii  (cornacHo T3 Heo6xoAMMOe KOIMYecTBO uccregoBaHuii - 9 000) .

MpocvM OTMETUTbL Takke, UYTO peareHTbl KomnaHun EXBIO vMmenT A/IMTENbHbINA
CPOK WCMonb30BaHWsA, MocnegHne rMocTaBKu peareHToB B Pecny6nnky benapycbh
yKasblBaltT Ha CPOKM roAHOCTU He XxXyxe 2017-18 rr.

Takum obpa3om, npoayKuusa komnaHunm EXBIO, npegcTaBneHHas Hawel KOM-—
naHuer B pamkax Jlota N1 3akynku benMT MN034/15-3A «PeareHTbl A1 MMMYHOJ/10-
rMMYyecKnx unccnegoBaHnmi MeTofOoM MPOTOYHOW uuTOMEeTpUM BUY-UHOUUMPOBAHHbLIM,
NO/IHOCTbI COOTBETCTBYET BCEM MNYHKTaM TeXHUYEeCKUxX TpeboBaHU 3aKynaembiM
3a pecnyb/iMKaHCKne OlMKeTHble cpeacTBa U3[enmaMm MeavuUVMHCKOro  Ha3HayeHus,
UyTO nNOATBEPXA4AEeTCA OopUUUa/IbHBIMU OOKYMeHTamu (upMbl-nponssoautena EXBIO B
aHrIMMCKOM MU PYCCKOM BapuaHTax.-

OfHako Ha 3Tarne OueHKW TMpeasiokeHuii 3KCnepTHoW kKomuccumen M3 Pb  BO
rnaeBe c npegcegartenem komuccunm PoradeBoi T.A. K MpefsioKeHU Hawen Komna-
HUM OBblIM  BbICTaBMIEHbl AOMNOSHUTE/NIbHbBIE TEXHMYECKME TpeboBaHuA, KOTopble He
npeacTasB/ieHbl B TEXHUYECKOM 3afaHuM 3akynku no Jloty Nl, a WMEeHHo, O6bsim oc-
HoBaTe/IbHO npopaboTaHbl MnepeBofbl HAa PYCCKUA A3blK WHCTPYKUWIA MO MPUMEHEHWI0
Npes/ioKeHHON MNPOoAYKUUM U HalfeHbl HeKoTopble pas3Hornacusa. [ns nogroToB/ieH-
HOro nosib3oBaTesnii, a Tem Oonee 3KcnepTta B 06/1aCTU NPOTOYHOW UMTOMETPUMU
JaHHble pa3Horsiacmsa Obin Obl pacCMOTPeHbl Kak JocafiHble Hefopa3lyMeHWsi rnepeBo-
[a, KOTOpbiMA rpewar npakTU4ecKu Bce KomnaHum. Ho gna r-xm Poradesoin T.A.
3TO OKa3a/loCb BECOMOM 3auenkoil 4YTob6bl He [AOMNYCTUTb Hawy KOMMaHuo K Topram

M MOTUBH MOCTYMNKOB F-xu PoraudeBoii T.A. 34ecb 6osiee 4yem MpPO3padHbI.
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M-xa PorayeBa T.A. saABNseTCA 3aBefywlein AnarHOCTUYECKOW nabopaTtopueri
WHPEKUNOHHOM 60MbHULbL . MuHCKa, rage B Havyanie 2014 ropga OblW yCTaHOB/IEH
NpoToYHbin yuTOopnyopumep FACS Calibur npoussoacTBa ¢upmbl Becton Dickinson
@) pna moHuTOopuHra BWY-naumeHTOB U MO HacToslee BpemMa He 3KChniyaTupy-
eTCcAa Mo npuyMHe OTCYTCTBUSA peareHTOB W pacxofHbiX maTepuasioB (3akynka pea-
FEeHTOB M pPacxXOfHbIX MaTepuanoB /19 UCCNef0oBaHUi OCYWecTBNAeTCA 3a CYeT ro-
Cy[apCTBEHHbIX  OHMKEeTHbIX cpeAcTB). [poTouHbii uuTopnyopumep FACS Calibur
Nno HacTosillee BpeMs HaxoAUTCA Ha rapaHTUAHOM O6CNyxuBaHUM, KoTopoe B Pb
ocyuecTBnsseT KomnaHus 000 «buoflaiiH-BC», npegcTaBneHHOW B nuue r-Ha Muxan-
nosa A.C. Komnanusa 000 «bBuoflaiiH-BC» npeactaBnsaeT B Pb npoaykuwio ¢GupMmb
Becton Dickinson, B TOM uyucne peareHTbl A1 MPOTO4YHOM umtomeTpun (MOHOK/IO-
Ha/lbHble aHTUTena), KOTOpble MMEWT Xopollee KayeCTBO, HO, K COXa&/IeHWI, BbICO-
Kyl CTOMMOCTb Ha pbiHKe PB. KomnaHma 000 «buoflanH-BC» B nuue r-Ha Muxaino-
Ba A.C., ABNAACb MOCTOSAHHbLIM HaWWM OMMOHEHTOM Ha ayKUMOHHbIX Toprax, 3a Mno-
crnefgHve 2 roga He BbMrpasia HM OAHOrO 3Ha4yMMoOro npoekta. [o3ToMy B pamkax
HacTOSAllero aykuyioHa uUenbil U 3agadvenn r-Ha MuxairnoBa A.C. 6b1I0 HegonyueHue
Hawel KOMMaHWW [0 TOProsB, YTO ObUIO YCMEWHO BbLIMNO/IHEHO C yyacTuem npejcepa-
Tensa 9KCNepTHoW Kommccuu r-xu Poradvesoit T.A.

B paHHOW cuTyauuu npu npoBefeHUn npouenypbl 3aKyrnku O6b1 rpybo Hapy-
weH n.3 Crartbm 19 3AKOHA PECMYB/MKU BENAPYCb 13 wwona 2012 r. N 419-3 O
rocyapCTBEHHbIX 3aKynkax ToBapoB (paboT, ycnyr), a WUMEHHO,

«YneHaMm KOMUCCUN He MOryT OGblb... (M3NYEeCcKMe J/mua, Ha KOTOPbIX
CMNOCOO6HbI OKa3biBaTb B/NAHME TMOTEHUMasbHble nocTasBwmky  (MOAPAAYNKA, UCTIONTHN-
TEMM) >

Kpove TOro, r-xa PoradyeBa T.A. wuMeeT He3HauyUTesIbHbIA OMbIT pPaboThl B
ob6nacTn NpakTUYEeCKOW MPOTOYHOW UMTOMETPUM, 4YTO CTaBUT MOL4 COMHEHWE ee 3a-
K/l0YEeHNe Mo HacToslwel 3aKyrKe.

XoTenocb 6bl OTMETUTHL, YTO MOC/NEe OTCTPaHEeHWA Hac OT npoueayps 3akymn-
KM, 27.05.2015 coOCTOA/INCb 3MIEKTPOHHLIE TOPrv, B KOTOPLIX YydyacTBOBa/IM [Be
KOMMaHuM, npegcTaBnsawume npoaykumw Becton Dickinson. 3MEKTPOHHbIE ToOprun
OGbl/IM OCTaHOBJ/IEHb Ha 2 ware, nobeguTenem 6biia npu3HaHa KomnaHusa 000 «bmo-
NainH-BC» n BCcA npouefypa 3akynkv, MO Halemy MHEHU, He 6e3 y4yacTus «aBTO-
PUTETHLIX» 3KCMEepTOB MpeBpaTvnacb B (Papc M umeem cnepywune pesynbTaTthl:

- CTOMMOCTb opgHoro wuccnegoBaHnss BUY-mHQMUMpOBaAHHOIO B pe3y/ibTaTe
cocTosiBLeica npoueaypsl 3akynku N AU20150129023968 ysenmuunacb nodtun B 2
paza, c 15 $/Tect no pgaHHbiM 2012-2013 rogoB pgo 25 $/ Tect (2015 r) c
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y4yeToM NonHoro Habopa ansa wuccnegosaHui  (JloTr N1 1 NpoOGUPKM C KOHTPOJIbHLIMU
yactvyamm m3 Jlotak?), T.e. NpOC/exmBaeTCHa YyBe/iMyeHne CTOUMOCTU uccrepoBa-
HMA B cpegHem Ha 35-40%;

- COr/laCHO [AOKYMEeHTa/IbHO MOATBEPXAEHHbIM AaHHbIM MPU MNOSHOLEHHO MNpPOo-
BEEHHOM 3/1IEKTPOHHOM ayKLUMOHEe C y4yacTuem HalWeill KOMNaHUM CTOUMOCTb 3aKynKu
no J/loty N1 MoxeT OblTb CHwxeHa Ha 25-30% OT HacToswehn CToOMMOCTW, T.e. B
pe3ynbTare 3aKynku peaslbHO NpOoCMaTpuUBaeTCA 3KOHOMUS OWMKETHbIX CpPeacTB B
npegenax 40 000 — 45 000 EBPO.

MOCKOMbKY 3/IEKTPOHHLIN ayKumoH N AU20150129023968 npoBedeH C Hapyuwe-
HMeM 3aKoHogaTenbcTBa Pecnyb6nvku benapycb npegiaraeM aHHynuMpoBaTb Mpoue-
Oypy 3aKyrnku, OObsABUTb HOBLIA ayKUMOH C MPUB/IEYEHMEM B KadeCcTBe 3KCNepToB
BeAylmMX crneuyannucTtoB Pecnybnukn benapycb B 06/1aCTM MPOTOYHOW LUTOMETPUU U
OLUEHKM MVIMMYHHOro cTaTtyca. Mbl cuuTaem, 4TO TaKoe peweHne no ayKuuoHy
NAU20150129023968 6bi10 66l ONTUMaIbHBIM, MOCKOJ/IbKY MO3BOJSINT C3KOHOMUTbL TFO-

Cy[JapCTBeHHble OWMKeTHble cpeicTBa Ha cymMmy He meHee 40 000 EBPO.

Wcn. KoBanes J1.K.,
Ten/takc. +375 233 37 88
Mo6.Ten. +375 29 6198788.



