PELLEHNE Ne054/06/33-1258/2021

30 noHsg 2021 roaa r. Horocnbumpck

Komuceusa YnpaeaeHns OepaepaAbHOM AHTUMOHOMOABHOW CAYXObl Mo HoBOCHMBUPCKOM
OBAACTM MO KOHTPOAK B chepe 3akynok (Kommcecusa Hosocnmbupckoro YOAC Poccun) B
COCTOBE:!

PACCMOTPER B AWCTOHUMOHHOM pexkmme >anoby OOO «DuH Mpynn» HA AENCTBUS
3akaszdmka - [BY3 HCO «Kb Nel» npu MPOBEAEHUMN BAEKTPOHHOTO QAYKLMOHA
NeQ351300072221000590 HO MOCTABKY MEAULMHCKUX WU3AEAUNA: HACOC WHPY3NOHHbBIN
SAACTOMEPHbIN, pasmeuweH B ENC 17.06.2021r., HAYOAbHAST (MAKCUMOABHQS) LEHA
KOHTpaKTa 2 841 108 py6.,

YCTAHOBUAA:

B HoBocubupckoe YPAC Poccum obpatmaoce OOO «DuH Tpynm» ¢ >KAA0OOM Ha
AencTeus 3aKkasdymka — bY3 HCO «[Kb Nel» mpu NpoBEAEHUUN SAEKTPOHHOIO AYKLUMOHO
NeQ351300072221000590 HO MOCTABKY MEAULMHCKUX WU3AEAUNA: HACOC WHPY3NOHHbBIN
SAACTOMEPHbIN.

CyTb YKOAODbI 3AKAKOHYAETCS B CAeAYIOLLEM.

NoAQTEAb XAAODBI CYMTOET, YTO BCEM COBOKYMHOCTY TEXHUYECKMX XAPOAKTEPUCTUK
HOCOCA MHPY3UNOHHOTO SAACTOMEPHOrO, YCTAHOBAEHHBIX B OMMCAHMM OBBEKTA 3AKYTMKU,
COOTBETCTBYET TOBAP KOHKPETHOTO MPOU3BOAUTEAS], B MMEHHO, HOCOC WHQY3MOHHbIN
9AACTOMEPHBIN «3mnamn I», Mpon3BOACTBA KOMMAHMM B. BpayH MeankaA. 1o MHeHWIO
NOAQTEAST  XKOAODLI,  OMPAHNYMBAIOLLIVIMM KOAMYECTBO  YYOCTHMKOB 3AKY MK
XAPAKTEPUCTUKAMM SIBASIHOTCSI: «OTBEPCTNE AASI 3AMNOAHEHMS PE3EPBYAPA HAOXOAUTCS HA
Koprnyce nMnommMbl C KAQMOHOM, MPEnITCTBYIOWMM OBpPATHOMY TOKY MPEenapaTay;
«HOMMHOABHBIM OB6beM pesepByapa He MeHee 250 MA. He Bonee 270 MA» 1 «HaAndme B
YAANHUTEABHON AVHUN 3ADKUMA U BCTPOEHHOTO GUABTPA C AMAMETPOM MOP HE MeHee 1,2
MKM»,

B ka4yecTBEe NOATBEPIKAEHMS CBOMX AOBOAOB MOAOQTEAD YKOAODOBI MPEACTABUA PACNEYATKMN
N3 cetn «MIHTepPHET» XAPAKTEPUCTVK CACAYIOLMX HOCOCOB NHPY3MOHHBIX SAACTOMEPHbIX:
«DOSI-FUSER», npomn3soacTBa Leventon; «Nipro Surefuser», npowssoacTtsa  Nipro;
«Accufuser» npomnssoactea WOO YOUNG MEDICAL CO, LID; «kEasypump lI»
npounseoacTsa B. BRAUN; «Uniqueflow» npounssoactsa MEDEREN 1 «VM» nponssoacCTBa
Vogt Medical.

MO MHEHUIO MOAATEAS! XXOAODbI, MICXOAS N3 MPEACTOBAEHHBIX M CBEAEHUM CAEAYET, YTO
BbILLEYKA3OHHBIM TPEOOBAHUSIM K XAPOKTEPUCTUKOM TOBAPA COOTBETCTBYET TOBAP
E€AVHCTBEHHOIO MPOU3BOAUTEAST - HOCOC MHDY3MOHHBIN SAACTOMEPHBIN «Easypump Il»,
npon3eoacTea B. BRAUN. Takmm oBpa3oM, MO MHEHMIO MOAATEAS YKAAOOBI, ONMMCAHME
0O BbEKTA 3AKYMKN HE COOTBETCTBYET TpeboBaHMaM CT.33 O3 Ned4-P3,

Ha OCHOBOHNM NBAOYKEHHOT O, MOAQTEAD KAAODBI CUMTAET, YTO AYKLMOHHAST AOKYMEHTALMS
COAEPXKNT HAPYLLUEHUS TOEOOBAHNM 3AKOHOAAQTEABCTBA O KOHTPAKTHOW CUCTEME B ChHEpPE



3AIKYMOK.

Ha xanoby OOO «DuH lpynn» ot 3akasuuka - FBY3 HCO «KB Nel» noctynuau
CAeAyloLMe BO3PAXKEHUS.

3AKA34YMK B CBOUX BOIPANEHUSIX MOSICHUA, YTO YCTOHOBAEHME BCEX XAPOAKTEPUCTUK
3aKynaeMoro ToBapa OBOYCAOBAEHO CMNEUMOUKOM Ae4ebHOro Mnpouecca, OrbiTOM
MEAMUMHCKOro NepCOHAAQ, CMEUNdPUKON 3AaKyrnaemMoro ToBapa 1 ero npuMeHeHust. lpu
STOM, BCEN COBOKYMHOCTU YCTAHOBAEHHbBIX 3AKA3YMKOM B OMMCAHUK OObEKTA 3AKYMKMU
XOPAKTEPUCTUK COOTBETCTBYET TOBAP ABYX PA3AMYHBIX MPOM3BOAUTEAEN, O VIMEHHO,
HACOC WHPY3UMOHHbIM 3AACcTOMePHbIM «DOSI-FUSER», npomn3BoaCTBA Leventon, n Hacoc
MHDY3MOHHBIM SAACTOMEPHBIV «Easypump lI», npomnasoacTea B. BRAUN. Takmm o6paszom,
MO MHEHMIO 3AKA3YMKA, ONUCAHME OBBbEKTA 3AKYMKN COOTBETCTBYET TPEOOBAHUSM CT.33
O3 Ned4-03.

HaO OCHOBOHUN WMBAOYKEHHOTO, 3AKA3YUK CYUTAET, 4YTO QAYKUMOHHAS AOKYMEHTALMS
COOTBETCTBYET TPEOOBAHMSIM 3AKOHOAQTEABCTBA O KOHTPAKTHOM CUCTEMEe B cohepe
3AIKYMOK.

N3yuns npeAcCTaBA€HHbie MATepuaAbl U AOBOAbI CTOPOH, Komuccua Hoeocubupckorc
YDAC Poccum NpULLAQ K CAEAYIOLLUM B biBOACM.

Kommcemsa Hosocmbupckoro YPAC Poccrm yCTAHOBMAQ CAEAYIOLLEE.

Ncxoast M3 MPEACTOBAEHHbIX MOAOTEAEM >KOAODBI AOKYMEHTOB CAEAYET, YTO BCEN
COBOKYMHOCTW YCTAHOBAEHHBIX 30KA34YMKOM B ONMMCAHUM OB BbEKTA 3AKY MK XAPAKTEPUCTHK
COOTBETCTBYET TOBAP ABYX PA3AMYHBIX MPOUN3BOAUTEAEN, O UMEHHO, HOCOC MHQY 3MOHHbIM
anacTomepHbit  «DOSI-FUSER»,  npon3BoaCTBA  Leventon, M HOCOC  MHQY3MOHHbI
aAacToOMepPHbIn «Easypump |I», nponssoacTea B. BRAUN.

Kpome Toro, Kommccunga Hoerocubupckoro YPAC Poccum yCTAOHOBUAQ, YTO, MCXOAS U3
MNPOTOKOAQ PACCMOTPEHNMST MNEPBbLIX YACTEM 3ASBOK, OMUCOHMIO OBBEKTA  3AKYMKU
COOTBETCTBYET HACOC NHDY3MOHHbBIN SAACTOMEPHDBIN «SUREFUSER +», nponssoacTtea Nipro
Corporation, KOTOpbI HE PUNYPUPOBAA B NMEPEYHE MOAEAEN, PACCMOTPEHHDBIX MOAATEAEM
YKAAODHI.

Ncxoas ns nanoykeHHoro, Kommcemsa Hoesocmnbupckoro YOAC Poccum CUMTAET, YTO BCeM
COBOKYMHOCTU TEXHNYECKUX XAPAKTEPUCTVK 3AKYNAEMOro TOBAPO COOTBETCTBYET TOBAP
HE MeHee Tpex MPoM3BOAUTEAEN. TAKMM OBPA3OM, OMUCAHME OBOBEKTA 3AKYMKU HE
NPOTUBOPEUNT TPEOOBAHMSM CT.33 O3 Ned4-O3.

My NPOBEAEHNM HA OCHOBAHMM M.1 4.15 CT.99 O3 Ned4-O3 BHEMAQHOBOW MPOBEPKM
AQHHOM 3QKYMKM, B TOM YMCAE BCEN MHOOPMAUMK, padmelleHHom B ENC B pamkax
AQHHOTO 3AEKTPOHHOrO QYKUMOHA, O TAIOKE AENCTBUNA AYKUMOHHOM KOMUCCUWM MPU
PACCMOTPEHMN 3ASIBOK, HAPYLIEHUM 3AKOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B
cohepe 3aKynoK He BbISIBAEHO.

PykoesoacCTBysiCb 4.8 cT.106, .1 4.15 c1.99 O3 Ne44-03, Kommnceunga Hoeocrbupckoro YPAC
Poccuun

PELLUNANA:

MpwaHaTb >xanoby OOO «PuH Mpynn» Ha AENCTBMS 3aKA34MKA — FTBY 3 HCO «[KB Ne1» npu



MOOBEAEHNN  BAEKTPOHHOrO  aykumoHa  NeQ351300072221000590 HA  MOCTABKY
MEAULMHCKNX NU3AEAUIN: HOCOC MHDY3MOHHBIN SAQCTOMEPHbIN HEOO OCHOBAHHOM.

PeLuerne moxert 6bitb 06XXAA0BAHO B Op5VIT,OO>KHbIVI Cy A B TedeHne 1pex MecsileB CO AHS
€ero BbIHeCeHwsl.



