PEWEHWNE

No PE3yAbTATAM PACCMOTPEHUST KAA0Bb OOO «buaHec-CepBuc» HA AEWCTBMSI 30KA3YMKA — AEenapTAMEHTA 3APABOOXPAHEHMS
BopoHekckon obaacTu

(aeno Ne 253-3)

12.08.2011r. r.BopoHex

Komuceusa YnpaeaeHus OepepaAbHOM OHTUMOHOMOABHOW CAYKObI MO BOpOHEeCKo O0BAACTM MO KOHTPOAKD B Chepe pa3MelleHMs
30KA30B B COCTOBE: <...> - MpeAceAaTenb Kommceuy; <...> - 3amMecTuteAb npeaceaatens Kommcenm; <...> - YyaeH Kommcemm,

B NPWCYTCTBUM:

npeacTaBuTeAein AenapTAMEHTA 3APABOOXPAHEHNSI BOPOHEKCKOM OBAQCTU: <...>; <...>;

B oTcyTcTeme npeactasmtenen OO0 «brsHec-Cepsurc» (3ASBAEHO XOAQTANCTBO O PACCMOTPEHUN AEAQ B OTCYTCTBME NMPEACTOBUTEAS),
paccmoTpeB anoby OOO «bmnsHec-CepBUC» HO AEMCTBUSI 3AKA3UYMKA — AEenapTAMEHTA 3APABOOXPAHEHKSI BopoHeykckon obAaCTM B
YACTU HECOBAK AEHMUS 3AKOHOAQTEABCTBA O PA3MELLEHNM 3AKA30B NPU OPraHN3ALNM MPOBEAEHUSI OTKPBITOrO AyKUMOHA B SAEKTPOHHOM
dOpME HA MOCTOABKY MEAULIMHCKOTO OBOPYAOBAHMSI AAS Y3 «BOPOHEXKCKOM OBAACTHOM AETCKOW KAUHUYECKOW OGOAbHMLB Ne T»
(peecTpoBbit HOMepP TOpros 375), YCTAHOBUAQ:

09.08.2011 roaa B YnpoeaeHve PepAepPOAbHOM AHTUMOHOMOABHOM CAYKOBI MO BOpOHeXKcKor 0B6AACTM MOCTynuAd kanoba OOO
«BrsHec-CepBuc» (aAanee — 3asBUTEAb) HO AEUCTBUS 3AKA3YMKA — AENapTAMEHTA 3APABOOXPAHEHMST BOpOHeKcKkom 0BAACTM B YOCTU
HeCODAIAEHMST 3AKOHOAQTEABCTBA O PA3MELLEHMN 30KA30B MPY OPraHM3auLMU MPOBEAEHWST OTKPBITOrO AYKUMOHA B 3AEKTPOHHOM
dOpME HA MOCTOBKY MEAULMHCKOTO OOOPYAOBAHMST AAS Y3 «BOPOHEXCKOM OBAACTHOM AETCKOW KAMHUYECKOW OOAbHMUB Ne T»
(peecTpoBbit HoMep Topros 375) (aanee — OADD).

Mo MHEHWIO 3asBUTEAS] 3AKASYMKOM MPU GOPMUPOBAHUMN AOKyMeHTauuM o6 OADD AoT NeNe 4 1 5, yCTOHOBAEHbI TPeBOBAHMS K
XAPAKTEPUCTUKAM MEAMLMHCKOTO OBO0OPYAOBAHMS, KOTOPbLIE BAEKYT 30 COOOM OrMPOHWYEHME KOAMYECTBA YYACTHUKOB PA3MELLEHMS
30KO3Aa B YACTHOCTU B AOTE Ne 4:

-no3nums Ne 2, 3, 5, yCTAHOBAEHO, YTO CPpeAHUM CPOK CAYXKObBI annapaTa AOAKEH BbiTb He MeHee 10 AeT;

- MOo3uumst Ne 7 COAEPXKUT MPSIMYIO CCbIAKY HO TOProByto MApPKy B.DraunMelsungenAG;

- no3uums Ne 10 yKQ3AHbI KOHKPETHBIE pPa3Mepbl anNnapaTa;

- No3uuUms Ne 2 yKa3aHA CTPAHA NPounsBoAnTEAb (H.3eAaHAMS), OTCYTCTBYIOT NAPAMETPbI 9KBUBAAEHTHOCTU;

B AOTe Ne 5:

- Mo3uums Ne 2 yKa3aHbl KATAAOMHbBIE HOMEPA 30BOAQ U3rOTOBUTEAS], OTCYTCTBYIOT TEXHNYECKME XAPAKTEPUCTUKN;

- No3unums Ne 3 yCTOHOBAEH CPOK FAPAHTUM HO MOCTABKY 3AMNACHbIX YOCTEN He MeHee 10-Tu AeT;

- no3uuma Ne 4 yKQ3aHbl KOTAAOXKHBIE HOMEPA 3ABOAA U3rOTOBUTEAS, TOProeast MAPKA 6€3 COMPOBOXAEHWSI CAOB «MAU SKBUBAAEHT»,
OTCYTCTBYIOT MAPAMETPbI SKBMBAAEHTHOCTU.

MpeaCTaBUTEAM 30KA3YMKA — AENapTAMEHTA 3APABOOXPAHEHUsT BOpoHeXCKon OBAACTU AOBOAbI 3ASBUTEAS] CUATAIOT YACTUYHO
0H6O0CHOBAHHbBIMM.

N3yune MOTEPUAAB AEAD, NPEAOCTOBAEHHBIE AOKO3ATEALCTBA, A TAKXKE MPVHWMAS BO BHUMAHWE PE3YAbTATH BHEMAQHOBOW MPOBEPKM,
PYKOBOACTBYSICb YOCTbIO 5 CTaTBHM 17 3AKOHA O pa3MeLLeHUM 3aKka308B, Komuccus YnpaeaeHust PeAepaAbHOM AHTUMOHOMOABHOM CAYXKObI
no BopoHeXkckon 06AACTN MO KOHTPOAIO B chHepe pasmMeLLeHnst 3aKka3os (KOMUCCHS) NMPULLAC K CAE AYIOLLVM BbIBOACM.

YNOAHOMOYEHHBIM OPraHOM — YMPABAEHMEM FOCYAQPCTBEHHOIO 30KA3A U OPraHM3AUMM TOProe BopoHecKkon 0BAACTM MO 30AQHUIO
30KA3YMKA — AENAPTAMEHTA 3APABOOXPAHEHMST BOPOHENCKOM OB6AACTU HO ODULMAABHOM canTe B ceTu «MIHTepHeT» BbIAO pa3MelLeHO
M3BELLEeHME O MPOBEAEHUM OTKPLITOMO QAYKUMOHA B 3SAEKTPOHHOM (GOPME HA MOCTABKY MEAMLMHCKOrO O60pyAOBaHMST AAs Y3
«BOPOHENKCKOM OBAACTHOM AETCKOM KAUHUYECKOM BOABbHMLBI Ne 1» (peecCTpoBbii HOMep Topros 375).

B cooTBeTCTBMM C yacThio 1 cTtaThn 41.6 3AKOHA O PA3MELLEHNM 3AKA30B AOKYMEHTALMS 06 OTKPBITOM AYKUNOHE B SAEKTPOHHOM dopMe
AOAXKHO COOTBETCTBOBATb TPEOOBAHNSIM, MPEAYCMOTPEHHBIM YacTamn 1 - 3.2, 4.1 - 6 ctaTtb 34 3aKOHA O PA3MELLEHUM 3AKA30B, B TOM
YUCAE COAEPXKATb TPEOOBAHMS YCTOHOBAEHHbBIE 3AKA3YMKOM, YITOAHOMOYEHHBIM OPIAHOM, K KOQYECTBY, TEXHUYECKMM XAPAKTEPUCTUKAM
TOBAPA, PABOT, ycAyr, TPpeboBAHUS K KX ©e30MacHOCTU, TPEeBOBAHUS K OYHKUMOHOABHBIM XAPAKTEPUCTUKAM (MOTPEOUTEABCKNM
CBOWMCTBAM) TOBAPA, K PA3MEPAM, YNAKOBKE, OTIPYy3ke TOBAPA, TPEOOBAHMS K PE3YABTATAM PABOT U MHbIE MOKA3ATEAM, CBSIBAHHbIE C
onpeAeAeHNeEM COOTBETCTBUSI MOCTOBASIEMOIO TOBAPA, BEIMOAHSIEMBIX PABOT, OKA3BIBAEMBIX YCAYT MOTPEBHOCTSIM 3aKA3YMKA.

Mpn 2TOM, AOKYMEHTALMSI 06 AYKLMOHE HE MOXKET COAEPXKATb YKA3AHME HA 3HAKN OB CAYXKMBAHUSI, PUPMEHHBIE HOUMEHOBAHWS, MATEHTHI,
NMOAE3HbBIE MOAEAU, MPOMBILLAEHHBIE 0B6PA3Lbl, HOMMEHOBAHME MECTA MPOUCXOXNAEHNS TOBAPA WUAU HOMMEHOBOHME MPOU3BOAUTEAS, A
Taike TPebOBAHMS K TOBAPY, MHOOPMALUM, PABOTAM, YCAYrOM, ECAM TAKME TPEBOOBAHMUS BAEKYT 30 COOOM OMPAHNYEHNE KOAMYECTBA
YYOACTHUKOB pa3MeLLeHusl 3aKka3a (HacTb 3.1 cTaTb 34 3AKOHA O PA3MELLEHUM 3AKA30B).

B xoae paccmoTpeHust skanobbl Kommccmnel BBIAO YCTAOHOBAEHO, YTO B AoTe Ned (moaumums Ne2 «Annapat WBA AAST HOBOPOXKAEHHBIX
BbICLLUErO KAQCCO C ABOMHOM TPUIMEPHOW CUCTEMOM BEHTUASLMM, BbICOKOYACTOTHBIM PECNMPATOPOM OCUUAASITOPHOINO TUMNA, C
BO3MOXXHOCTbIO MPOBEAEHMSI HA3OABHOW BEHTUASIUMM», no3uums NeS  «OBAydyaTenb QOTOTEPANEBTUHECKUA HEOHATOAAbHBIM  HA
CBETOAMOAQX CO CTOMKOW», NOo3uumst Ne3 «MHKyBATop AASI HOBOPOXKAEHHBIX C BECAMM (MHTEHCUBHASI MOAEAB)») YKA3OHA XOPAKTEPUCTUKA
«CPEeAHNN CPOK CAYKObI annapaTta» He MeHee 10-Tu AeT no nos. NeNe 2 n 5, He meHee 5-Tu Mo nos. Ne3, a B AoTe NebS (nosumums Ne3d
«YABTPA3BYKOBOW CKAAbMEAb (Y3-ANCCEKTOP») YKA3AHA XAPAKTEPUCTUKA « APAHTKSI HO MOCTABKY 3AMNACHbIX YOCTEN He MeHee 10-Tu AeT».
HacTtb 2 cTaTby 34 3AKOHA O PA3MELLEHUM 30KA30B YCTAHABAMBAET, YTO AOKYMEHTALMS 06 AyKUMOHE AOAKHO COAEPIKATb TPEOOBAHMS,
YCTOHOBAEHHbBIE  3AKA3YMKOM, YMOAHOMOYEHHBIM OPFraHOM, K KAYECTBY, TEXHWYECKUM XAPAKTEPUCTMKAM TOBAPd, PABOT, YCAYT,
TpeboBAHMS K KX 6€30MACHOCTU, TPebOoBAHUSI K QYHKUNOHOABHBIM XAPAKTEPUCTUKAM (MOTPEOUTEABCKVMM CBOMCTBOM) TOBAPA, K
pasMepaM, YNAKOBKE, OTrpy3ke TOBAPA, TPEOOBAHMS K PEe3yAbTATAM PABOT U MHble MOKA3ATEAW, CBSIBAHHbBIE C OMNpPEeAEAEHUEM
COOTBETCTBUSI MOCTABASIEMOrO TOBAPA, BHIMOAHSIEMBIX PABOT, OKA3BIBAEMBIX YCAYT MOTPEBOHOCTSIM 3AKA34YMKA.

MpeacTaBUTEASIMM 3AKA3UYMKA BBIAO MOSICHEHO, YTO AOHHOE TPEOOBAHME HE 3AMPELLEHO 3AKOHOM O PA3MELLEHNN 3AKA30B U SBASIETCS
NMOKA3ATEAEM HEOBXOAMMBIM AAS OMPEAEAEHUST COOTBETCTBUSI MOCTOBASIEMOrO TOBAPA MOTPEBOHOCTSIM 3AKA34YMKA. Boaee Toro, B
AokymeHTaumm OAD® TpebOoBAHUSI O MPEAOCTOBAEHUN AOKYMEHTOB, MOATBEPXKACKOLLMX XAPAKTEPUCTUKY «CPEAHWUA CPOK CAYXKOBI
annapaTa» He COAEPXKANOCH.

CAep0BATEABHO, KOMUCCUSI HE HAXOAUT OCHOBOHWA AASI MPU3HOHWST B AEUCTBUSIX 3AKA3YMKA HOPYLEHUA 3AKOHOAOTEABCTBA O
PA3MELLEHNN 3AKA30B, B YOCTU YCTOHOBAEHMSI XAPAKTEPUCTUKM «CPE AHWUIA CPOK CAY>XKObI annapaTan.

3asBUTEAb MOAQraeT, YTO yKasaHue B AoTe Ne 4 (nosvumst Ne7 «/IH@Y3MOHHBIA LUNPULEBOM HACOC») XAPAKTEPUCTUKN: «MHTerpaums B
CUCTEMbI C LEHTPAABHBIM MUTAHUEM C OBOMEHOM ACGHHBIMU (OBTOMATU3MPOBOHHAST CTOHLMS YTPABAEHUS MHOY3NE - dM CTAHLMS Cnainc).
WHTerpauus B akpaHnpoBaHHble (MPT-COBMECTUMbIE) CUCTEMBI C LLEHTPOABHBIM MUTAHUEM C OBMEHOM AQHHBIMM (OBTOMATU3MPOBAHHAS
CTOHUMSI  YNPABAEHUST VHOY3Men - oM  craHuma CnancMPT)»  gBASETCSI MPSMOM  CCbIAKOM  HO  TOPrOBYKO  MAPKY  KOMMOHWN
B.BraunMelsungenAG (F'epmMaHusI).

PaccMoTpeR yKa3aHHbIM AOBOA Komuccus cumtaeT ero HeoBOCHOBOHHBIM B CUMAY OTCYTCTBUSI AOKYMEHTOB, MOATBEPXKAQIOLMX, YTO
YKO3AHHbIE XAPAKTEPUCTUKN B NO3ULUMU Ne7 «AHDY3MOHHbBIM LUNPULEBO HACOC» OTHOCSITCSI K OOOPYAOBAHMIO TOProBOM MAPKX KOMMAQHNN
B.BraunMelsungenAG (FTepmMaHwusI).

Komuccmen 6bIA pACCMOTPEH AOBOA 3AsBUTEAST O TOM, 4TOo B AoTe Ned (nosumumst Nel0 «Cuctema HasanbHoro CPAP  aag
HOBOPOXXAEHHBIX») YKA3AH pa3mep annapaTta «180/232/106Mm» 6€3 yKA3aHUs AUANA30HA 9KBUBAAEHTHOCTM.

YacTb 2 ctatbh 34 3aKOHA O PA3MeLLEeHMM 30KA30B YCTAHABAMBAET, YTO AOKYMEHTALMS 06 AyKUMOHE AOAXHO COAEPXATb TPeBboBAHMS,



YCTAOHOBAEHHbIE  3AKA3YMKOM, YMOAHOMOYEHHBIM OPraHOM, K KQYECTBY, TEXHWYECKMM XAPAKTEPUCTUMKAM TOBAPA, PADOT, YCAYr,
TpeboBaHMS K KX 6e30nacHOCTU, TPeboBaHUsT K OYHKUMOHOABHBIM XAPAKTEPUCTMKAM (MOTPEeBbUTEABCKMM CBOWCTBOM) TOBAPA, K
pPA3SMEPAM, YNAKOBKE, OTrPy3Ke TOBAPA, TPEOOBAHMSI K PE3yAbTATAM PABOT U MHblE MOKA3ATEAWM, CBSIBOHHBIE C OMNpPEeAEAEHUEM
COOTBETCTBUSI MOCTABASIEMOrO TOBAPA, BHIMOAHSIEMbBIX PADBOT, OKA3BbIBAEMbIX YCAYT MOTPEBOHOCTSIM 3AKA34MKA.

Ha OCHOBOHWWM YKO3AHHOrO, C Yy4eTOM OTCYTCTBUSI AOKYMEHTOB, MOATBEPXKACQIOWMX, 4YTO pasmep annapata «180/232/106mwm»,
COOTBETCTBYET OAHOMY ANMAPATY OAHOIO MPOU3BOAUTEAS], KOMUCCUSI HE HOXOAUT OCHOBAHUA AASI MPU3HOHWSI B ASNCTBUSIX 3AKA3YMKA
HOPYLLEeHUS1 3AKOHOAQTEABCTBA O PA3MELLLEHUMN 30KA30B.

COrAQCHO AOBOAOM UBAOXEHHBIM B YKAOAOBE, B TEXHUYECKOM 3AAQHUM MO 3TOW ke nosmumm (Ne10) YKA3AHO: «YBACYKHUTEAb C
NOAOIMPEBOM KOHTYPAO NALMEHTA 1N CEPIOKO-HTPOAEM TEMMEPATYPLI ABIXOTEABHOM CMeCU, NPOU3BOACTBA Fisher&Paykel (H.3eAaHans)».
AokymeHTauus 06 AyKUMOHE HE MOXKET COAEPIKATb YKA3AHME HA 3HAKN OBCAYXKMBAHWS, DUPMEHHBIE HAOVMEHOBAHWSI, MATEHTHI, MOAE3HbIE
MOAEAN, NMPOMBILLAEHHBIE 06PA3Lb, HOUMEHOBOHME MECTA MPOUCXOXKAEHMSI TOBAPA WMAM HOAVMMEHOBOHME MPOU3BOAUTEAS, A TAKXKE
TpeboBAHMS K TOBAPY, MHOOPMAUMM, PABOTAM, YCAYraM, €CAM TakMe TPeOOBAHWSI BAEKYT 3d COOOM OrpaHMYeHVe KOAMYEeCTBA
YYACTHUKOB PA3MEeLLEeHNs 3aKa3a (YacTb 3.1 cTaTbm 34 3aKOHA O PA3MELLEHNN 3AKA30B).

C y4eTOM U3AOXNEHHOTro KOMUCCHS NPUXOAUT K BEIBOAY O HOAMYUM B AEUCTBUSIX 3AKA3YMKA HApyLeHus 4acTn 3.1 cTtaTbmn 34 3AKOHA O
PA3MELLEHNM 3AKA30B, B YHOCTU yKA3aHMs1 B AOTE Ne 4 moanuust Ne 10 MecTa npouncxoskaeHus Toeapa (H.3eAaaHans).

B xoAe paccMoTpeHus >kanobbl Kommccmer 6bIAO YCTAHOBAEHO, UTO B AOTe Ne5 (no3umumst Ne2 «BpOHXOCKOM YKECTKNIA ASTCKUIA) B MYHKTE
14 n 20 TEeXHUYECKOro 3aAQHUS, A Taioke B nosvuum Ned «AQnapoCKonUYeCcKasl NeANaTPUHeCKas BUAEOCTOMKA», AQHbI YKA3AHWS HO
BHYTOEHHNE KATAAOXKHBIE HOMEPA 3ABOAO-M3rOTOBUTEAS, YTO SBASIETCSI HOPYLWEHMEM YacTh 3.1 cTaTtbm 34 3AKOHA O pPA3MELLEHUM
30KO30B.

MNMpeACTaBUTEAN 3AKA3YMKA C AOBOAOM 3ASBUTEASI COTAQCUAUCH U MPU3HAAM €ro 0OOCHOBAHHbIM.

C y4eTOM MBAOXKEHHOIO, PYKOBOACTBYSICb CTaTben 17, 60 3aKOHA O pa3MelleHUn 3aKka3os Kommccus YnpasaeHust PeaepanbHoOm
OHTUMOHOTMOABHOW CAYXKObI MO BOpPOHECKOM OBAQCTM NO KOHTPOAKD B ChOepe PA3MELLEHMS 3AKA30B PELNAd:

1. NpwsHaTb >xanoby OO0 «braHec-CepBrc» HO AEMUCTBUST 30KA3YMKA — AenapTAMEeHTa 3APABOOXPAHEHMUS BopoHeXkckon obAaacTu B
4ACTU HECODBAI AEHMSI 3AKOHOAQTEALCTBA O PA3MELLEHNM 3AKA30B MPU OPraHN3ALNN MPOBE AEHMUSI OTKPBITOrO AYKUMOHA B SAEKTPOHHOM
®OpPME HA NMOCTABKY MEAUNLNHCKOrO 060PYAOBAHMUS AAS Y3 «BOpOHEXKCKOM OBAACTHOM AETCKOW KAMHMYECKOW BOABHMLLI Ne 1» MO AOTAM
NeNe 4 1 & (peecTpoBbIt HOMEpP TOProe 375) YACTUYHO OBOCHOBAHHOM.

2. BblAQTb 3AKA34YMKY — AenapTAMEHTY 3APOBOOXPAHEHNS BOPOHENCKOM OBAACTM NpeAnUcaHue 06 YyCTPAHEHUM HAPYLIEHMS YaCTK 3.1
CTOTbM 34 3AKOHA O PA3MELLEHUU 30KA30B NYTEM BHECEHMUSI COOTBETCTBYIOWMNX U3MEHEHU B AOT Ne 4 1 Ne § OTKPBITOro AQyKUMOHA B
SAEKTPOHHOM GOPME HA MOCTABKY MEAMUMHCKOrO 060PYAOBAHUSI AAS Y3 «BOPOHENKCKOM OBAQCTHOM AETCKOWM KAMHUYECKOM GOABHMLbI
Ne 1» (peecTpoBbIt HOMepP Toproe 375).

HacTosiee pelweHre MoxeT BbiTb 0BXKAAOBAHO B CYyAEOHOM MOPSIAKE B TEHEHME TPEX MECSILEB CO AHSI €MO MPUHSITUSI.

Pe30AOTMBHAS YOCTb HAOCTOSILLIErO pelleHust 0bbseaeHa 12.08.2011 roaaq.

B noAHOM o6beme pelueHre narotoaeHo 16.08.2011 roaa.

MpeaceaaTenb Kommccum

30MECTUTEADb MPEACEAATEAS

YaeH Kommcecnm



