MWHWNCTEPCTBO AHTUMOHOIMO/IbHOIO PETYJIMPOBAHWHA
N TOPTOBIW PECINYBNNKW BE/TAPYCb

MPOTOKOJT Ne 1

3aceflaHMA KOMMCCUM MO PacCMOTPEHUIO Xanob Ha feincteuns (6e3nercTsme)
n (unn) pelieHnsa 3akasvymka (opraHusartopa), Komuccum u (MN) ee YNeHOoB,
TOBapHO OMpPXK, onepartopa 3N1eKTPOHHOW TOProBOi niowagku, oneparopa
ouumanbHOro caiMTa nMpPM  OCYLWECTB/IEHUM TrOCYAapCTBEHHbLIX 3aKYyMoK
(nanee - Komuccus)

7 nwHsa 2018 r. 09.40 r. MmHck

Mo paccMOTpPeHuto xanobbl KomnaHunm «TRIMIX POINT AS» Ha pelueHue
Komuccum opraHmsatopa - [1TPYTl «benmegtexHuka», TUHATOE B Xoje
NpoBeAeHNsA 3NeKTPOHHOro aykumoHa Ne AU2018041014388/.

MpucyTCcTBOBASN:

yneHbl Komucecuu: TpeTbakoBa .B., AMenbyeHsa FHO.A.,
benbko .M., boapuH A.M.,
Xunsonkosckuin B.A4., 3opuu C.B.,
MypoHuuk N.B., Bacunesckaa H.B.,
AynbueBckaa H.A.

npeacTaBUTeNn:

Komnaunsa «TRIMIX POINT AS»  oTcyTCTBOBau

(3aABUTEND)

MTPYT1 «benmeaTexHuKa» Nasapes HO.B., CeBpykesuy [.B.
(opraHusatop)

Ha 3acegaHun Komuccum npepcefatenbCTBoBasia HayallbHUK OTAena
KoopAuHaLunm KOHTpONA rocyfapCTBEHHbIX 3aKynokK ynpasneHusa
rocylapCTBeHHbIX 3aKynok TpeTbAaKoBa U.B.

[MpencefatensCTBYOWMM  MOPYYEHO  BeCTWM  MPOTOKON  3acefaHus
Komuccun ee uneHy >Xnsonkosckomy B.[.

1. B xopge paccmoTpeHus xanobsl OTMETUIN:

1.1. 3NIeKTPOHHbIA  aykKumoH Ne  AU20180410143887  o6baABneH
8praH|/|3aTop0|v| 10.04.2018. NCTOYHUK (PUHAHCUPOBAHUA - pecnyb/IMKaHCKUI
HOKET;

1.2. xanoba komnaHnun «TRIMIX POINT AS» noctynuna 30.05.2018.
)Kanoba nofgaHa B CpoKW, YCTAHOBJIEHHbIe ab3alemM TPeTbUM MYHKTa 2 cTaTby
54 3akoHa Pecny6nukun benapycb oT 13 mtona 2012 roga «O rocyfapCTBeHHbIX
3aKyrnkax ToBapoB (paboT, ycnyr)» (ganee - 3akoH);

B COOTBETCTBMM C TMNyHKTOM 1 cTaTbu 56 3akoHa npoueaypa
rocyfapCcTBeHHOM 3aKynku npuocTtaHosneHa 04.06.2018;

B COOTBETCTBMM C NOANYHKTOM 15 nyHKTa 1 YkKasa [lpe3ngeHTa
Pecny6nnku benapych ot 31 gekabpsa 2013 r. Ne 590 «O HeKOTOpbIX BOMpOcax
rocyfapCTBeHHbIX 3aKynok ToBapoB (paboT, ycnyr)» >kanoba pasmelieHa Ha
3NeKTPOHHOW TOProBoi nnowiagke u oduuymanbHOM caiTe, yBeLOM/EHUE
0 NOCTYM/IEHUN >Kanobbl, MecTe W BPEMEHW ee PacCMOTPEHUS HanpaseHbI
opraHusarto|®, 3afBUTeNt0 W ApPYrMM  3aMHTEPecoBaHHbIM  OMepaTopoM
9NEKTPOHHOW TOProBOW M/IOLWAAKN;



1.3. 10 MHEHMWIO 3a8BUTENS, KOMWUCCUA OpraHm3aTopa HeobOCHOBaHHO
OTK/IOHWNA ero NpPeanoXeHue;

cornacHo npotokony ot 23 maa 2018 r. Ne 23-274/18 3acefaHus
KOMUCCUM opraHmnsatopa npeanoxxeHve komnaHnm «TRIMIX POINT AS» no
BCEM /0TaM Obl10 OTK/IOHEHO C (hOPMYNMPOBKOW: «He COOTBeTCTBYET
nognyHkTy 1.3 o6wux TpeboBaHWA 3afBKM Ha 3aKymnky, OTMeYeHHOMY
06s3aTelbHOMY K ucnonHeHuwo  (**)  (OTCyTCTBYeT OTYET KOMMaHUK
nponssoanTens 0 * NOCTMapKeTUHIroBOM HabNto4eHUN/KOHTpONe  3a
npepnaraeMmbiMm SKC/VK/ 1 3neKTPOA0B K HUM)».

B nepsoM pasgene npeasiokeHns  6bl1 MPUKPENnIeH  AOKYMEHT
«Bradycardia and Tachycardia devices», MOMHOCTbIO COOTBETCTBYHOLLUIA
nognyHkTy 1.3 o6wmx TpeboBaHWA 3adBKM Ha 3aKyMKy, OTMEYEHHOMY
00653aTe/lbHOMY K MWCNONHeHUto (**), noaTeepxpalwowmin  HabnogeHne W
KOHTpPO/b 3a npepnaraembiM AKC/UK/M v aneKTpoLoB K HUM C 0653aTe/IbHbIM
OOKYMEHTaNbHbIM MOATBEPXAEHMEM CpPefHero pacyeTHOro CpokKa Cny»obl
npefnaragMoro WMMAaHTUPYEMOro YCTPOKCTBA, Ha OCHOBaHWW [AaHHbIX,
MONYYEHHbIX B peaslbHON KAMHMYECKOW MPakKTUKe, U BbISBMIEHHbIX HapyLLeHWUi
B paboTe npepgnaraeMbiX YCTPOWUCTB.

Ha ocHOBaHUWN M3N0XXEHHOro 3afBUTENb CYUTAET, YTO ero npenioXkeHue
ObINO0 OTK/IOHEHO HEO6O0CHOBAHHO. [MpennoXkeHMe MOSIHOCTbK COOTBETCTBYET
TpE‘6OBaHI/IFIM 3a49BKM Ha 3aKyMnKy 10 I'IOTpE6I/ITeJ'IbCKI/IM, TEXHUNYECKNM U
IKOHOMNYECKNM NOKa3aTendam (XapaKTepI/ICTI/IKaM);

1.4. npeactaBuTeNn opraHmsaTopa MOACHWAKW, 4YTO B COOTBETCTBUM C
nognyHkTtom 13 o06wux TpeboBaHWA 3asaBKM Ha 3aKynky MOCTaBLUNK
(nponsBoauTeNb) B MPEANOXEHUW [OO/MKEH MNpPeacTaBUTb OTYEeT KOMMaHUK
NPoM3BOANTENS O NOCTMAaPKETUHIOBOM HabNHOAEHUN/KOHTPONE 3a NpefnaraeMbim
AKC/MKL wn 32neKTpogoB K HUM C 00s3aTeflbHbIM  [1OKYMEHTa/lbHbIM
NoATBEPXKAEHNEM  CpefHero pacyeTHOro CpoKa CnyXX6bl MpegsiaraeMoro
MMNNaHTUPYEeMOro YCTPOMCTBA HA OCHOBaHUM [aHHbIX, NONYYeHHbIX B peasibHOU
K/IMHNYECKOW MNpaKTUKe, M BbISBMIEHHbIX HapylleHW B paboTe npeanaraembixX
YCTPOWCTB 3a nocneaHune 5 net (ProductPerformanceReport unn ero aHanor);
ecnu wusfenve BbINyCKaeTca < 5 feT, TO 3a Nepuoj C MOMEHTa Hadana
K/IMHWMYECKOr0 MPUMEHEHUS/BbIXOAA Ha PbIHOK. TakXe AaHHOe TpeboBaHuWe
OTMeYeHO Kak 06s3aTeflbHOe K UCMOMHEHUIO (*7*).

CornacHo  3KCMepTHOMY  3aK/IHOYEHMIO,  MPOBEAEHHOMY  3KCNEepTHOW
KOMUCCUEN, CO34aHHO Ha OCHOBaHMM Nprkasza MUHNCTEPCTBA 34PaBOOXPaHEHUS
Pecny6nunkn  benapycb, Y4YaCTHMKOM MOL  PErucTpauyuoHHbIM  HOMEPOM
020180502164975 B pamkax nepBoro pasgena MpeanoXeHns He Oblin
NpeACcTaB/eH BbllleyKa3aHHbIN OTYET, a TaKXKe OTCYTCTBOBasia MH(OpMaLMA O ero
Ha/IM4MKM BO BTOPOM pasgesie ayKUMOHHOIO NpeasioXeHus.

JKCNepTHON KoMmMUcCHen Bblna paccMoTpeHa Xanoba komnaHum «TRIMIX
POINT AS» u npefAcTaBfeHbl Cneaytowme pasbsCHEHUS MO OTKOHEHWUIO ero
NPeasoXeHnss B 4YaCTM HECOOTBETCTBMS MOANYHKTY 1.3 o06uwmx TpeboBaHWUi
3a8BKM Ha 3aKymnKy:

«B cBoeii paboTe KOMWUCCUA UCMOMb30Bana TONbKO  [OKYMEHThI,
MPWUNOXKEHHbIE KOMMaHWeiln y4YaCTHUKOM. YneHbl KOMUCCUM cuymTanm cebs He
YNOSTHOMOYEHHbIMM MCMNOMb30BaTb [Apyrve He oduunanbHble WUCTOYHUKK
NH(opmMaLnn.

Mpun oueHKe npeanoxeHus nocraswmka 020180502164975, Hamu GblNn He
HalijeHbl JOKYMEHTbI B MO/IHOW Mepe COOTBETCTBYHOLLME KPUTEPUAM TpebyemMoro
NOKYMEHTa B COOTBETCTBMM C T3: «OT4yeT KOMMaHuM npousBoanUTeNna o
MOCTMapKeTUHIroBOM HabnwaeHUn/KoHTpone 3a npegnaraembiM IKC/UKL 1
3NEKTPOAOB K HMM C 0083aTe/lbHbIM  [AOKYMeHTa/IbHbIM  MOATBEPXKAEHVEM



CPefHero pacyeTHOro Cpoka CnyX6bbl npefnaraemoro WUMMNJIaHTAPYEMOro
YCTPOMCTBA Ha OCHOBaHWW AaHHbIX, MOMYYEHHbIX B peaslbHON K/MHNYECKOM
NpakTUKe, U BbIABNEHHbLIX HaylleHWI B paboTe npegnaraeMblX YCTPONCTB 3a
nocnegHne 5 net (ProductPerformanceReport wnn ero aHanor); ecnu usgenue
BbiMyckaeTca < 5 neT, TO 3a Mepuoj C MOMEHTa Hayana KIMHUYECKOro
NPUMEHENNSA/BbIXOAA HA PbIHOK.

B nakete gokymeHTOB yyacTHUKa 020180502164975 npunoxkeH chainn nog
Ha3sBaHuMem «Bradycardia and Tachycardia devices. Help Manual» B nepesoje
«YCTpoicTBa ANa NedeHus Opagukapamm un - Taxukapguu.  CnpaBo4HOe
PYKOBOACTBO». [laHHbIA JOKYMEHT He ABNSETCA OTYETOM O MOCTMApPKETUUTOBOM
nccnepgosaHnn.  CoAepXXUT CBefleHMs O TMPOrHO3N"emMoW WU  pacyETHOM
ANNTENbHOCTM PaboTbl YCTPOMCTB. [AONOMHUTENIbHO HEOOXOANUMO OTMETUTb, YTO
NOoKymeHT «Bradycardia and Tachycardia devices. Help Manual» patuposaH
KomnaHuen St. Jude Medical 2014 rogom (cTpaHuua 2). OaHHbIA AOKYMEHT He
COLEPXXUT HUKAKUX CBefeHWA 00 OT4yeTe N0 WUMMNIAHTUPYEMbIM 3/1IEKTPOLAM.
OTCcyTCTBME [AaHHOW NO3NUMK BePUULMPOBAHO COBMECTHO C WCMONHUTENEM
KOHKypCa».

2. Komuccus  paccmoTpena  >kanoby,  3acnywana  MosICHEHUA
npeacTaBuTeNield opraHusaTopa W YycTaHoBUna cnegytoulee. AYKUMOHHbIE
NOKYMEHTbI cofep)aTt TpeboBaHWsi, B COOTBETCTBUM C KOTOPbIMU (NOAMYHKT
1.3 06WMx TpeboBaHNN 3asABKM Ha 3aKyrnkKy) NOCTaBLWWUK (MPOM3BOAUTENL) B
NpeasioKeHUN [LOMKeH npeacTaBuTb OTYET KOMMaHWW MNPOU3BOAUTENS O
MOCTMApPKeTUHIOBOM Habn4eHNUN/KOHTpoe 3a npepnaraembim OKC/VKM, w
3NeKTPOAOB K HWUM C 006s53aTe/lbHbIM  [AOKYMEHTa/bHbIM MOATBEPXAEHNEM
CPeAHEro pacyeTHOro CpoKa CNyX6bl npeanaraeMoro MMNAaHTUPYEMOrQ
YCTPOWCTBA HA OCHOBaHWM [aHHbIX, MOJYYEHHbIX B pearibHON KAMHUYEeCKOWU
NpakTUKe, N BbISB/IEHHbIX HapyleHWin B paboTe npeanaraeMblX YCTPOMCTB 3a
nocnenHue 5 net (ProductPerformanceReport nam ero aHanor); ecnu usgenve
BbINyCKaetTca < 5 nert, To 3a nepuoj C MOMEHTa Hayana K/ANHUYECKOro
NpUMeHeHMA/BbIX0AA HAa PbIHOK. Takxe [faHHOe TpeboBaHME OTMEYEHO Kak
06sa3aTefibHOe K UCMOMHEHNIO (**).

Komuccna usydmna npepnoxeHue ydactHuka TRIMIX POINT AS wu
yCTaHOBMUMA, YTO MpPeAsioXKeHWe He COLEePXWUT YKa3aHHbIA OTYET KOMMaHUM
npons3soAnTena 0 NOCTMApPKETUHIOBOM Hab1t0 4eHUN/KOHTPOSIE 3a
npegnaraembim  OKC/MKA w 31eKTpPoAOB K HUM, 4YTO He COOTBETCTBYET
ayKLUMOHHbIM JOKYMeHTaM.

Takum o06pasom, HapyweHWs 3aKoHOAaTeNbCTBa O TrOCYAAPCTBEHHbIX
3aKynkax B [JeNCTBMSX KOMMUCCUW oOpraHuM3atopa B 4YacTU OTK/IOHEHMS
HECOOTBETCTBYIOLLEro ayKuMOHHbIM [OKYMeHTaM MpeanoXeHNsa Yy4dacTHUKA
TRIMIX POINT AS He ycTaHOB/EHO.

Komucceus, pykoBOACTBYACHL MYHKTOM 6 cTaTbh 55 3aK0Ha,

3. PELLANTA:

3.1. )kanoby npm3HaTb HEO60CHOBAHHOW;

3.2. CHATb NPMOCTaHOB/IEHNE c 3N1EKTPOHHOr0 ayKLMOHa
NeAU20180410143887.

HacTtoswee peweHne MOXeT ObITb 06>kai0BaHO B CyieOHOM MOpsAKe.

3aMecTuTenb Npeacepartend Komuccuum .B.TpeTbaKoBa



