PELWEHUNE

no »anobe 000 «-ATEC MEAUKA codt» (Bx. Ne 14000-13 o1 24.10.2013 r.) O HOPYLUEHNM
3AKOHOAQTEALCTBA O PA3MELLEHNM 3A0KA30B

31 okTa6pa 2013 . r.
NMepmb

Komucecusa YnpasaeHust DepepaAbHOM AHTVMOHOMOABHOM CAYXKObI MO [TepMCKOoMY Kpato
MO KOHTPOAID B Chepe PA3MELLEHNS 3AKA30B (AAAee - KOMMCCus)

paccmoTpeB Kanoby OO0 «-ATEC MEAUKA codT» (aAanee - 3asBUTEAD) HO AENCTBUS
MBY 3 «FopOoACKAST AETCKAS KAMHMYECKAs1 BOAbHULIA NeQ uMm. MnyyrmHa MN.UA.» (aanee -
3aKA34YMK) NPU NPOBEAEHNN OTKPBITOrO AYKLUMOHA B SAEKTPOHHOW GOPME HA NOCTABKY
SAEKTPOSHLEDAAOTPADA, PABOTAOLETO B ONEPALMOHHON CUCTEME CTAHLM
Hempoob3opa Nihon Kohden EEG-1200K (nseelieHme Ne 0356300055013000043),

YCTAHOBUAA:

CoraacHo naeeleHno Ne 0356300055013000043 3aKa34MKOM MPOBOANACS OTKPbITbIN
AYKUMOH B DAEKTPOHHOM GOPME HO MOCTABKY SAEKTPOSHLEDAAOTPADA, PABOTAIOLErO B
OnepaALMOHHOM CUCTEME CTAHUMK Henpoob3opa Nihon Kohden EEG-1200K.

3ag9BUTEAb MOAQrAET, YTO HOPMbl PepepaAbHOro 3akoHa oT 21.07.2005r. Ne 94-03 «O
PA3MELLEHMM 3AKA30B HA MOCTOBKM TOBAPOB, BbIMOAHEHNE PABOT, OKA3AHNE YCAYT AAS
FOCYAQPCTBEHHbBIX 1 MYHULMMAABHbBIX HYYXKA» (AQAEE - S3OKOH O PA3MELLEHNM 3AKA30B)
HOPYLUEHbI AENCTBUSIMM 3AKA3YMKA.

o MHEHUIO 3A9BUTEAS], AENCTBUS 3AKAIYMKA MPU MPOBEAEHNN OTKPBITOrO AyKLMOHA B
SAEKTPOHHON POPME, BbIPA3MBLLUMECS B OrPAHNYEHN KOHKYPEHLMMN, SIBASIKOTCS]
HE3AKOHHBIMW.

3asIBUTEAD CYUMTAET, YTO MOTPEOHOCTLIO 3AKA3UYMKA SIBASIETCSI MOCTABKA TOBAPA TOABKO
ONMPEAEANEHHON TOProBOM MAPKN, A MMEHHO, SAEKTPO3SHUeDAAOrpada mapkn Nihon
Kohden.

BbICAYLLOB AOBOAbBI M BO3PAYKEHUSI MPEACTABUTEAEN AUL, YHOCTBYHIOLLMIX B
PACCMOTPEHNN YXAAODBI, MICCAEAOBAOB W OLEHMB MPEACTABAEHHBIE AOKYMEHTbI,
Komuccumsa NMepmcroro YOAC Poccum yCTAHOBUAQ.

[0 MHEHMIO 3AKA34YMKA, HOPYLLEHKWS HOPM 3AKOHA O PA3MELLEHNM 3aKO30B B
QY KLVOHHOM AOKYMEHTALMM OTCYTCTBYIOT.



[NpeAMETOM OTKPLITOrO AYKUMOHA B SAEKTPOHHOM GOPME SIBASIETCSI MPABO 3AKAIOYEHWSI
FPOYKAQHCKO-MPABOBOrO AOrOBOPA HA MOCTABKY SAEKTPOSHLEDAAOrPADA,

PaBOTAOLLErO B ONEPALMOHHON CUCTEME CTAHUMM HeMpoob3opa Nihon Kohden EEG-
1200K.

CorAacHO TEXHUYECKOMY 3AAQHUIO, K MOCTABKE 3aKA34MKy TpebyeTcs
SAEKTPOIHLEDANOrPAD, PABOTAOLLNA B ONEPALMOHHON CUCTEME CTAHLA
Henpoob3opa Nihon Kohden EEG-1200K, HanpurMep, CO CAEAYOLLIVIMU

XOPAKTEPUCTUKAMM:
Ne Tpebyemble 3Ha4YEeHNS
NapameTtp
n.n \ HOAUYMe
1. |O6wag XxapaKTepuCcTuKa:
ANNAPAT NPEAHA3HAYEH AAS MPOOBEAEHUST:
1. PYTWMHHOM SAEKTPOSHLEDAAOrPADUN C
QOTOCTUMYASILNEN N TUNEPBEHTUASILMEN
2.  232[-MOHUTOPWHIrA 1 AMArHOCTUKM CMEPTM MO3ral. HaAnume
3. AAUTEABHOTO MOHUTOPUHIA M AMATHOCTUKM
SMNMAENCUN.
4. [TOAMCOMHOrPAPUYECKNX NCCASAOBAHNN.
2. [TexHn4yecKkue XapaKTepUCTUKMN:
IBAOK KOMMYTALNN SAEKTPOAOB
KoAnyecTBo KAHOAOB D321 He meHee 25
KoAn4ecTBO BUNOASIPHBIX KOHOAOB He meHee 7
KoAnyectso kaHanos DC He meHee 4
NHTErpmnpoBaHHble BXoAbl SpO2/CO2 HaAnumne
[Ty AbCOKCUMETP, MHTEMPUPOBAHHDBIN B YCUAUTEAD HaAnymne

KoAMyecTBO BXOAHBIX THE3A KOHAAOB DC

He meHee 4-x

MPOBEAEHNSI MOAMCOMHOTPAPUNYECKNX MCCAEAOBAHMIN)

cnoAb30BAHME MUHMBOAOKQA MOAKAKHYEHS DAEKTPOAOB
(BO3MOXKHO AAS1 OBecnedyeHms KOMQOPTA NMALNEHTOB, AAS

HaAndme

cDl/l/\pr BblCOKNX YHAOCTOT

He meHee 300 'y,

PUABTP HNBKMX YOCTOT

He HmyKke 0,08 Tl
(NOCTOSIHHOS
BPEMEHU: 2 C)

BxoAHOE CONPOTUBAEHNE KAHAAOB 2320 /A0mM. KOHOAOB

iMeHee 100 MOm

B cooTteetrctBMM C 4. 1 CT.
41.6 3aKoHa O
PO3MELLEHUM 30KA30B,
AOKYMeHTaUMs 06
OTKPBLITOM QYKUMOHE B
ANEKTPOHHOM GopMe
AONKHQA COOTBETCTBOBATH
TpeboBAHUSM,
MPEeAYCMOTPEHHbBIM
yactamm 1-3.2. 4.1-6




CTaTbU 34 HOCTOSILLIETO
PeAepANbHOro 3aKOHA.

CornacHo TpeboBAHMSIM, YCTAOHOBAEHHBIM B Y. 3 CT. 34 3QKOHA O PA3MELLEHNM 30KA30B,
AOKYMEHTALMS 06 QYKLUMOHE MOXKET COAEPIKATb YKA3AHME HO TOBAPHbBIE 3HAKU. B
CAYyYOE, ECAU B AOKYMEHTALMM OB AyKUMOHE COAEPIKUTCS YKAIAHME HA TOBAPHBIE 3HAKM
B OTHOLLUEHMN TOBAPOB, MPOUCXOASILLNX N3 MHOCTPOHHOIO roOCY AQPCTBA AU FPYMMb
MHOCTPAHHBIX FTOCYAQPCTB, B AOKYMEHTALMM 00 AYKLUMOHE TAKXKE AOAXKHO COAEPKATLCS
YKQ3AHME HA TOBAPHbIN 3HAK B OTHOLLEHMM TOBAPA POCCUNCKOrO MPONCXOMKAEHMS (MW
HOAVYAN MHPOPMALMK O TOBAPE POCCUMNCKOro MPOUCXOXKAEHWS, SIBASIKOLLEMCS]
3KBUBAAEHTOM TOBAPA, MPOUNCXOASILLETO M3 MHOCTPAHHOMO FOCYAQPCTBA UAW IOy MMbl
MHOCTPAHHbBIX FOCYAQPCTB). [MTpK YKA3AHUM B AOKYMEHTALMM 06 QyKLUMOHE HAO TOBAPHbIE
3HAKW OHW AOAYKHBI COMPOBOXKAQTHCSI CAOBAMMU "MAM SKBUBAAEHT", 30 UICKAIOYEHMNEM
CAYHYOEB HECOBMECTVIMOCTV TOBAPOB, HO KOTOPbLIX PA3MELLAKOTCSI APYTME TOBAPHbIE
3HAKW, 1 HEOBXOAMMOCTM oBecnedyeHmns B3aNMOAENCTBUS TOKMX TOBAPOB C TOBAPAMMU,
MCMOAb3YEMbIMM 3AKA3YMKOM, SKBUBOAEHTHOCTb TOBOPOB OMNPEAEASIETCS B
COOTBETCTBUM C TPEOOBAHNSIMM 1 MOKABATEASIMU, Y CTOHABAMBOEMbBIMU B COOTBETCTBUM
C YOCTbIO 2 HOCTOSILLIEN CTATbU.

B cootBeTCTBMM C 4. 2 CT. 34 3AKOHA O PA3MELLEHNM 3AKA30B, AOKYMEHTAUMS 06
AYKUMOHE AOANKHO COAEPXKATb TPEOOBAHKSI, Yy CTAHOBAEHHDBIE 3AKA3YMKOM,
YMNOAHOMOYEHHBIM OPIrAHOM, K KOYECTBY , TEXHNYECKMM XAPAKTEPUCTUKAM TOBAPA,
PABOT, YCAYT, TOEBOBAHMUS K MX BE30OMACHOCTU, TREOOBAHUS K OYHKLIMOHAABHbBIM
XAPAKTEPUCTUKAM (MOTPEDBUTEABCKMM CBOMNCTBAM) TOBAPA, K PA3IMEPAM, YNAKOBKE,
OTrpy3Ke TORAPA, TPEBOBAHMS K PEIYABTATAM PABOT 1 MHBbIE MOKA3ATEAM, CBSI3AHHbIE C
onpeAeneHeM COOTBETCTBIMSI MOCTABASIEMOrO TOBAPA, BbINMOAHSIEMbIX PABOT,
OKQ3bIBAEMbIX YCAYT NOTPEBOHOCTSIM  3AKA34MKA.

CoraacHo 4. 3.1 cT. 34 3aKOHA O PA3MELLEHNN 3AKA30B «AOKYMEHTALMS 06 AyKLUMOHE HE
MOYKET COAEPYKATb YKA3AHME HA 3HAKU OBCAYXKMBAHUS, PUPMEHHBIE HOMMEHOBOHUSI,
MOTEHTbI, MOAE3HBIE MOAEAW, MPOMBILLAEHHBIE OBPA3LbI, HOMMEHOBOHME MECTA
MPOVCXOMAEHMS TOBAPA AV HOMMEHOBAHME MPOU3BOANTEAS, A TAIKOKE TPEOOBAHMS K
TOBAPY, MHOOPMALUU, PABOTAM, YCAYrAM, ECAU TAKME TREDOBAHUS BAEKYT 30 CODOM
OrPAHNYEHNE KOAMYECTBA YYACTHMKOB PA3MELLEHUS 3AKA3A»,

B xoA€ paCCMOTPEHMS YKAAODbBI MPEACTABUTEAb 3AKA3YMKA MNOSICHUA, YTO HO BAAQHCE
MBY 3 «[opoACKast AETCKAS KAMHMYECKAs BOAbHULA NeQ mm. [ndyrHa M.A.» nmeeTcs
anekTposHuedanorpad Ninon Kohden 1200, yctaHoBAeHHbIM B 2005r. 1 B HOCTOSILLEE
BpEMS OYHKUMOHMPYIOLLLASI COBMECTHO C AQHHBIM SAEKTPOSHLEDAAOrPADOM CTAHLMS
Hempoob3opa Nihon Kohden EEG-1200. B cea31 ¢ 3TUM, 3AKA34YKMKY HEOBXOANMO
npuobpecTtn 06opyAOBAHME, CMOCOBHOE PABOTATL B ONEPALVIOHHOW CUCTEME CTAHLIMM
Hempoob3opa Nihon Kohden EEG-1200.

B cBOIO o4yepeab, KOMmMccus, Mayums NPeEACTABAEHHbIE MPEACTABUTEAEM 3AKA3HMKA
PErMCTPALMOHHBIE Y AOCTOBEPEHMS MMEOLLLErocst Ha 6BaaaHce 0BopPYyAOBAHMS, CMPABKY
O HAANYUU AQHHOTIO 0BOPYAOBAHMS HO BaAaHCe MBY 3 «f0poACKAS AETCKAS
KAVHUYecKkast 6oAbHMLA NeQ mm. MindyrHa IM.A.», a Takke MIMCbMO AQBHOrO Bpaya MBY 3
«[OPOACKAS AETCKAS KAMHMYecKkast BoAbHULIA NeQ mm. MnuyrmuHa MN.4.» BoHaaps AA.,
NOATBEPIKAQIOLLLEE HEODXOAMMOCTDL OBecnevyeHns B3IAMOAENCTBISI HEOOXOAMMOTO K
MOCTAOBKE TOBAPA C TOBAPAMU, YXKE NCMOAb3YyEMbIMM 3AKA3YMKOM, YCTAHOBUAQ, YTO
HEOBXOAMMBIN K MOCTABKE SAEKTPOIHLUEDAAOTPAD AOAXKEH B3AVIMOAENCTBOBATL C
MMEoLWMMCS Yy 3AKA34YMKA 0B0pYAOBAHMEM M PABOTATL B ONEPALMOHHOM CUCTEME



CTaHuMM Henpoob3opa Nihon Kohden EEG-1200. AOKO3ATEABCTB OOPATHOroO
MOTEPUAAbI YKOAODbBI HE COAEPIKAT.

[pU YKA3AHHBIX OB CTOSITEABCTBOX B AENCTBMSIX 3AKAIYMKA OTCYTCTBYIOT HOPYLLUEHMS
ToeboBAHMM 3AKOHA O PA3MELLEHNM 3AKA30B. IHOro 3asBUTEAEM HE AOKA3QAHO.
AOKQ3ATEALCTB B MOATBEPIKAEHME CBONX AOBOAOB 3ASIBUTEAEM HE MPEACTABAEHO.
Kpome Toro, Ha 3aceaaHne Kommccum 3asiBUTEAb HE SIBUACS.

Ha ocHoeaHum ctaten 17, 60 PepepaAbHOro 3akKoHa «O pa3MELLEHMNM 3AKA30B HA
NOCTABKM TOBAPOB, BLIMOAHEHME PABOT, OKA3AHUE YCAYT AASI TOCY AQPCTBEHHDBIX U
MYHULUMNOABHBIX HY>KA» KOMUCCUKS,

PELLUAA:

MNpunaHaTb Xanoby OOO «ATEC MEAVKA codt Ha aemcteust MBY 3 «'opoaCKas
AETCKAST KAMHMYeCcKkast 6oAbHMLA NeQ mm. MndyrHa IM.A.» npyv npoBeAEHUN OTKPBLITOrO
QAYKUMOHA B SAEKTPOHHOM GOPME HO MOCTABKY SAEKTPOSHLEDAAOTPADA, paABOTAOLLErO
B OMEPALMOHHOM crucTeMe CTaHUMM Hempoob3opa Nihon Kohden EEG-1200K
(nzeeueHme Ne 0356300055013000043) HeoBOCHOBAHHOM.

HacrosiLyee peLuerHme Moxert bbitb 0OXXKAAOBAHO B CY ASOHOM MOPSIAKE B TEYEHNE TOEX
MECSILIEB CO AHSI €0 MPOUHSTTVSIL



