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Hoeocunbupck

Komuccus YnpasaeHns PeaepaAbHOM AHTUMOHOMOABHOM CAYYKObI MO HOBOCMBUPCKOM
0BAACTU MO KOHTPOAID B chepe 3akynok (Kommccus Hoeocmbupckoro Y PAC Poccunn) B
COCTOBE: ...

PACCMOTPER B AMCTAHLUMOHHOM peXxkume >kanoby OO0 MOK «Apda» HO AENCTBUS
ayKumoHHom kommccum NlbY3 HCO «Kb Ne1» npu npoBeAEHNN SAEKTPOHHONO AYKLMOHAO
Ne0351300072221001270 HO NOCTABKY AEKAPCTBEHHOIO MPENAPATA AASI MEAULIMHCKOrO
npuMeHeHns: CEBOPAYPOH, HOYOAbHAST (MOKCUMAOAbBHAS) LeHA KOHTpAakTa 1 616 000,00

Py6.,
YCTAHOBUAA:

B Hoeocubupckoe Y PAC Poccum obpatnaocbt OOO «MOPK «Apda» C XKaAAoBoM Ha
AENCTBUS AyKUMOHHOM KoMmuccum 'Y 3 HCO «Kb Nel» npu npoBeaAeH/ N
BANEKTPOHATAQAALLIIOLLL

Ne(0351300072221001270 HO MOCTABKY AEKAPCTBEHHOIo NpenapaTta AASI MEAMUMHCKOro
npuMeHeHus:: CEBODAYPAH.

CyTb >KOAOObI 3AKAKOUYAETCS B CAEAYIOLLEM.

AYKUMOHHAST KOMWUCCUST HEOOOCHOBAHHO Mpu3HAAG 3asieky OO0 «MOK «Apda» Ha
y4yacTie B 3AEKTPOHHOM AyKUMOHE H € COOTBETCTBYIOLWEN TPEOOBAHUSIM, YCTAHOBAEHHbBIM
AOKYMEHTaUMEn 06 SAEKTPOHHOM QYKUMOHE 1 3AKOHOM O KOHTPAKTHOW cmncteme. OOO
«MOK «Apda» MPEAAOKMAO K MOCTABKE AEKAPCTBEHHbIM MPEenapaT, MNOAHOCTbIO
YAOBAETBOPSIHOLLUMIA, KAK MNOTPEOHOCTM  3AKA3YMKA, TAK W COOTBETCTBYIOLLMIN
TPEBOOBAHUSIM QYKLMOHHOM AOKYMEHTALMM, 3ASIBKAO COAEPXKAAA KAK MPEAAOYKEHUE, TAK
M COrAQCKME C YCAOBUSIMM QYKUMOHA. B KOMMNAEKTAUMIO AEKAPCTBEHHOrO MNpenapaTa
BXOAUT apanTep cuctembl Quik-fil. AaanTtep, KOTopbIr BbIA MPEAAOYKEH 3AKABUMKY, MAET
B KOMMAEKTE C AEKAPCTBEHHbIM MPENAPATOM, WMHCTPYKUMST COAEPXKUT YKA3AHME O
HOANYMM TOKOFO QAQMNTEPA WM YKA3AHME O crnocobe MCNOAb3OBAHMS. Boaee Toro, B
ceoen  3agBke OOWECTBO MPSIMO  30AEKACPUPOBAOAO  COBMECTUMOCTb  C
0BOPYAOBOHMEM 3AKA3YMKA, YKO3AB B CBOEW 3asBKe: «KUAKOCTb AAST MHIAASILAM
(DAQKOH CTEKASIHHBIM B KOMIMAEKTE ¢ cuctemom QuUik-Fil) 250 mA MI - (Na4ka KQPTOHHAST) /
cuctemMa Quik-Fil MOAHOCTbIO COBMECTMMA C DAAKOHOM, A TAKXKE C MCMOAb3YyEMbIMU
30KA34YMKOM  UCMAPUTEASIMM  HOPKO3HO-ABIXOTEABbHBIX  AMNAPATOBR  (COBMECTUMblI  C
3AQMPABOYHOWM CUCTEMOM U CAMBHBIM YCTPOMCTBOM MUCMIApUTEAS)». [lpn STOM, HU B
OMUCAHUM 3AKYMKN, HA B AOKYMEHTAUMMN OO SAEKTPOHHOM QAYKLUMOHE HE COAEPIKMTCS
MHOOPMALMKM B KOKOM BUAE HEOBXOAMMO YKA3bIBATb MHOOPMALMIO O COBMECTMOCTY.

HO OCHOBQHMM MBAOMEHHOrO, MOAOATEAb MAAODOBI CUUTAET nEnM3HAHMEe ero 3asIBKA
HECOOTBETCTBYIOLLEN HEMPABOMEPHBIM, MPUHSTLEIM C HOPYLLUEHMEM 3OKOHOAQTEABCTBA O
KOHTPAKTHOW CUCTEME B CHEPE 3AKYMOK.



Ha >kanoby OOO «MOK «Apda» oT 3aKka34mKka - 'bY 3 HCO «'KB Ne1» nocTynmam
CAEAYIOLLME BO3PANKEHMSI.

B onmcaHmm o6beKkTa 3aKy Nk YKA3AHO AOMOAHUTEABHOE TPEOOBAHME K MOCTABASIEMOMY
AEKAPCTBEHHOMY CPEACTBY O TOM, YTO MAAKOH AOAKEH OblTb OCHALLEH CNELMAAbHOM
YKYMNOPOYHOM cucteMom Quik-Fil AAS1 30MPABOYHOM CUCTEMbBI U CAUBHOIO YCTPOMCTBA
ncnaputenenm mapkm Drager- Vapor, UMEKOLWMXCSl Y 3aKA34YMKA, U MOAHOCTbIO C HUMMU
COBMECTUM.

B cooteetctBun Cc n.1 4.1 c1.33 30KOHO O KOHTPAKTHOWM CUCTEME AOMYCKAETCS
MCMOAb3OBAHME B OMUCOHUMM OBBbEKTA 3AKYMNKW YKA3aHMs Ha MHH «CeBodAypaH» C
YKYNOpo4YHOW cuctemom Quik- Fil npn yCAOBMM HOAMYMS B A€YEDOHO-NTPOPUAAKTNYECKOM
YUYPEXKAEHN  ODOPYAOBOHUST  (MCMAPUTEAD  AAST  CEBODAYPAHQ), OCHALLEHHOrO
cuctemon Quik-Fil. AaHHOe ponyuieHmne TPebyeTCsl AAST UCKAKOUYEHWSI HECOBMECTUMOCTU
30QKYNOEMOro ToBApA C ODOOPYAOBOHMEM  (UCMOPUTEAD  AAST  CEBODAYPAHA),
YCTAOHOBAEHHbBIM B KOHKPETHOM AEY4EOHO-MPOPUACKTUHECKOM YHPENKAEHNN,

Ha 6aAaQHCEe 3aKA34YMKA KMMEETCST HAPKO3HO-AbIXOTEABHOE OOOPYAOBOHME MAPKM
Drager, YKOMMAEKTOBOHHOE  UCMAPUTEASIMM  C  cuUCTeMOM QUIK-Fil 1 CAMBHbBIM
ycTponcteoM Quik-Fil drain funnel ang CeBOOAYPAHA, MNPEACTABASIOLLENO COBOM
OTOPUPOBAHHOE MPOU3BOAHOE METUAU3OMPOMUAMBOrO a0UMPA, YTeYKA KOTOPOro B
atMocohepy ONepAUMOHHOM MOXKET MOBAEYDL YIPO3Y YKN3HW 1 3A000BbSI.

3aKA34YMKOM COBCTBEHHBIMU CUAAMU ObIAQ MPOBEAEHA KOMUCCUS, YCTAHOBKBLLQAS
HECOBMECTUMMOCTb QAQMTEPOB, MPUAAradeMbIX K GAAKOHY ¢ TH CeBOOAYPAH-BUAA 1 K
dAakoHy TH Cerodaypan-Meancopb, coO CAMBHbIM yCTpomcTBOM QF drain funnel, 4yto
SIBASIETCSI  HOpylWeHneM  6e30NacHOM  SKCMAYATAUMM  HOPKO3HO-AIXATEABHOIO
060pPYyAOBAHMS, UMEIOLLErOCS Y 3AKA3YMKA.

COrAQCHO MMCbMY MPOMIBOAUTEAST ODOPYAOBOHMS MApPKuM Drager, mMmetolerocst B
PACMOPSHIKEHNM Y 3AKA3YMKA, MCMOAb3OBAHME DAAKOHOB AEKAPCTBEHHOIO MPEnapaTa
MHH: CeBODAYPAH, HE COBMECTUMbBIX C UCMAPUTEASIMU AAST CEBODAYPAHA Drager, He
obecneumBaeT AOAKHOTO DYHKLMOHMPOBAHMST MEAMLMHCKOM TEXHMKKM (MncbMmo Drager
oT101.12.2021 ).

Ha OCHOBOHMM M3AOMEHHOT O, 3AKA34YMK CYUTAET, YTO AENCTBUS QYKLUMOHHOW KOMUCCUK O
npvsHaHMy  3agekn OO0  «MOPK  «Apdpa»  HECOOTBETCTBYIOLLEN  SBASIKOTCS
NPOBOMEPHBIMW, HE HOPYLWAT TPeOOBAHUST 3AKOHOAOTEABCTBA O KOHTPOKTHOM
CUCTEME B COEPE 3AKYMOK.

3yunB NpeACTABAEHHbIE MATEPUAAbI, Kommnccunga Hoeocmnbupckoro Y AC Poccum
MPULAQ K CAEAYIOLLVIM BbIBOAGM.

CorAaacHo 4. 3 cT. 66 O3 Ned4-O3 nepBast YOCTb 3ASBKM HA yYOCTVIE B DAEKTPOHHOM
QYKUMOHE, 3a WCKAKOYEHMEM CAYYOSl, MPEAYCMOTPEHHOIO 4acTtbto 3.1 HACTOSILEN
CTATbU, AOAXKHA COAEPIKATD:

1. cornacme y4acCTHUKA DAEKTPOHHOrO QYKLUMOHA HO MOCTABKY TOBAPRA, BLIMOAHEHNE
PABOTHl MAN OKOA3AHME YCAYTM HO YCAOBUSIX, MPEAYCMOTPEHHBIX AOKYMEHTALUMEN
06 BDAEKTPOHHOM QYKLUMOHE U HEe MOAAENKALLIMX M3MEHEHUIO MO PEe3yAbTATAM
MOOBEAEHUSI SASKTPOHHOrO AyKUMOHA (TOKOE COrAdCUe AQETCSl C NMPUMEHEHVEM
MPOrPAMMHO-AMNMARATHBIX CPEACTB SASKTPOHHON MAOLLAAKN);



2. NPV OCYLECTBAEHNM 3AKYTKM TOBAPA, B TOM YACAE MOCTABASIEMOrro 3AKA34YMKY Npu
BbINOAHEHNI 3AKYTNMAEMbIX pCI6OT, OKA3AHNW 3AKYNAEeMbIX YCAYT:

a) HAMMEHOBAHME CTPAHbI MPOUNCXOYKAEHMS TOBAPA;

6) KOHKPETHbIE MOKA3ATEAN TOBAPA, COOTBETCTBYIOLME 3HAYEHNSIM, YCTAHOBAEHHBIM B
AOKYMEHTALMM OO SAEKTPOHHOM QYKUMOHE, M YKA3AHME HA TOBAPHBbIM 3HAK (Mpu
HOAMYMM)., VHDOPMALMS, NPEAYCMOTPEHHAST HACTOSILLMM MOAMYHKTOM, BKAKOYAETCS B
3A9BKY HA yYOCTUE B SAEKTPOHHOM QYKLMOHE B CAyYOe OTCYTCTBMS B AOKYMEHTALMM 06
SAEKTPOHHOM QAYKLUMOHE YKA3AHUS HA TOBAPHbBIM 3HAK UAM B CAyYOE, €CAV YYACTHMK
3AKYMKU MPEAAAraeT TOBAP, KOTOPbI ODO3HAYEH TOBAPHBIM 3HOKOM, OTAMYHBIM OT
TOBOIPHOI O 3HAKA, YKA3AHHOIO B AOKYMEHTALMMN 06 SAEKTPOHHOM AYKLVOHE.,

CoraacHo . 14.4 cT. 67 @3 Ned4-O3 y4ACTHUK SAEKTPOHHOIO AYKLMOHA HE AOMYCKAETCS
K YYOCTUIO B HEM B CAYYOE HEMPEACTABAEHMST MHOOPMALMU, MPEAYCMOTPEHHOW YACTbIO
3 cTatb 66 HacTosILEero PeAepPAAbHOrO 3AKOHA, NAM MPEAOCTABAEHS HEAOCTOBEPHOMN
MHPOPMALMN,

COrAQCHO MPOTOKOAY PACCMOTREHMS 3ASIBOK HO YHACTUE B SAEKTPOHHOM AYKLUMOHE OT
21.12.2021r. OO0 «M®K «Apda» OTKA3AHO B AOMYCKE K YYACTUIO B QYKLMOHE MO
NPUYMHE HEMPEACTABAEHNST MHOOPMALMM, MPEAYCMOTPEHHOM YACTbO 3 cTaTb 66 O3
Ne 44-D3, nAn NpPeACTABAEHNE HEAOCTOBEPHOM MHPopMauumn (Otkaz no n. 1 4. 4 cT. 67
44-03). B nepBoM 4ACTU 3QASBKM YYACTHUMKA HE MPEACTABAEHA WMHOOPMALMST O
COBMECTVMOCTM C 3ArpPABOYHOM CUCTEMOM U CAMBHBIM YCTPOMCTBOM UCTIAPUTEAS],
MMEIOLLLErOCS Y 3AKA3YMKA, O YEM Y 3AKAZYMKA B "ONUCAHUM OO BEKTA 3AKYMKN" MMEETCS
OBOCHOBAOHME.

Komuccumen Hoeocmnbupckoro Y PAC Poccum yCTAHOBAEHO, HTO B NMEPBOM YOCTU 3ASIBKA
OO0 «M®PK «Apda» MPEAAOKUAO K MOCTOBKE MXMAKOCTb AAST MHIOASIUMA  (DAQKOH
CTEKASIHHBIM B KOMMNAeKkTe C cuctemon Quik-Fil) 2560 maA Nel - (nauka kapToHHas) /
cuctemMa Quik-Fil, 6e3 yKka3aHusi CBEAEHUA O COBMECTUMOCTM ®AakoHa  (TH
«CeBodAYypaH Meauncopb») ¢ wucnaputenem Drager Vapor 2000 1 CO CAMBHOMN
crctemon Tmna Quik-Fil.

Takmm 06pa3oM, B MEPBOMN YACTU 3ASIBKM HE COAEPIKATCSI CBEAEHMS O XOPAKTEPUCTUKE
TOBAPA - O COBMeCTUMOCTN OAAKOHA (TH «CeBodAypaH Meancopb») ¢ nMcnapmutenem
Drager Vapor 2000 n co cAmBHOM cucTtemMon Tumna Quik-Fil, yKQ3aHHOM B OMMCAHUM
06 BbEKTA 3AKYMKM.

Moy 9TOM, B MPEACTABAEHHOW >XOAODE OTCYTCTBYIOT KAKME-AMDO CBEAEHUS U
AOKQO3ATEABCTBA, NO3BOASIOLME Kommnccnm Hoeocrnbupckoro Y GAC Poccum npumtn K
VHbIM BbIBOAOM, OTAMYHBIM OT 30PUKCUPOBAHHbBIX B BbILLEYKA3OHHOM MPOTOKOAE. boAee
TOro, B >XOAODE YKA3OHO HEAOCTOBEPHAST MHOOPMALMS B YACTU TOro, YTO MOAQTEAD
YKOAODbBI B CBOEN 3ASIBKE 3AAEKAQPUPOBAA COBMECTUMOCTb MOCTABASIEMOro TOBAPA CO
CAVIBHBIM  YCTPOMCTBOM QUIK-Fil, OAHOKO YCTAHOBAEHO, 4YTO B 3QSIBKE OTCYTCTBYET
YKQA3AHHAS MHOOPMALWMSI.

Takum obpasom Kommccunga Hopocnbupckoro YOAC Poccum cumtaeTt, yto OO0 «MOPK
«Apda» NPABOMEPHO OTKA3AHO B AOMYCKE K YYACTUIO B AYKUMOHE HO OCHOBAHMM M. 1 4. 4
CT. 67 O3 Ned4-O3 no MPUYMHE HEMPEACTOBAEHMST MHOOPMALMK, YCTOHOBAEHHOW
AOKYMEHTALMEN O TAOKOM QYKLUMOHE.



Mo NpoBeAeHM HA OCHOBAHMKM M.1 4.15 cT.99 O3 Ned4-O3 BHENAGHOBOM MPOBEPKM
AQHHOW 3AKYMKM, B TOM YUCAE BCEN MHOOPMAUMU, pa3MelleHHon B EVIC B pamkax
AQHHOIO 3AEKTPOHHONO AYKUMOHA, O TAKKE AENCTBMMN AYKUMOHHOM KOMWUCCUW MNpu
PACCMOTPEHNN 3ASIBOK, HOPYLUEHMST 3AKOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B
cohepe 30KYMNOK HE BbISIBAEHDI.

PykoesoacTeysicb 4.8 cT. 106, n.1 4.15 c1.99 O3 Ned4-O3, Kommccus HoBocnbupcKkoro
Y®PAC Poccun

PELLNAA:

MpwaHaTb >karoby OO0 MOK «Apda» HO AENCTBUST AYKUMOHHOM KoMunccum BY3 HCO
«KBE Nel» npuv nNpoBEAEHUM SAEKTPOHHOrO aykumoHa Ne0351300072221001270 Ha
NOCTABKY AEKAPCTBEHHOrO MNPENAPATA AAST MEAULMHCKOrO NpuMeHeHuns:: CeBODAYPOH
HEeEOB6OCHOBOHHOW.

PelueHmne MoxkeT 6biTb 06>KAAOBAHO B Op6l/ITpO)I(HbII7I CYA B TedeHMe Tpex MecsileB CO
AHS$1 €ro BbIHECeHunsl,



