28 noHs 2013 roaa

r. BAOAVBOCTOK

Komuccus YnpaesaeHns PepepaAbHON QHTUMOHOMOABHOW CAYXObl MO MNpUMOPCKOMY
KPAKO MO KOHTPOAKD B Chepe pa3MelleHus 3aKkasoB (aanee - lNMpumopckoro YPAC
Poccun) B cocTaBe:

[NpeaceAQTEAD KOMUCCUU: 3AMECTUTEAD PYKOBOAUTEAS;
YAEHbl KOMUCCUN:
. — HOYOABHMK OTAEAQ KOHTPOAS PA3MELLEHMST 3AKA30B,
. — CNEeUMaAnCT 1T pa3psiAQ OTAEAQ KOHTPOAS PA3MELLEHMST 3AKA30B,
PV y4acTum:,

OT 3QGBUTENST: HOAAEKALLMM OBPA30OM YBEAOMAEHHBIE MPEACTOBUTEAU HE
NPEUBOBLIAK. XOAQTANCTBOBAAM O PACCMOTPEHNM YKAAODbI B OTCYTCTBUM MPEACTABUTEAEN;

OT 3aKA34MKQ: A. — NPEACTABUTEAN MO AOBEPEHHOCTHA,

YCTAHOBUAA:

B Mpumopckoe YPAC Poccum noctynmaa skanoba OOO «Axkopaac Dkcromm» ( (Aanee
— 3Q51IBUTEAB) HO AENCTBUST 3AKA3YMKA — [OCYAQPCTBEHHOIO BIOAYKETHOIO YUYPENKAEHMS
3APABOOXPAHEHNS "TIPUMOPCKAST KPAEBAST KAMHMYECKaAsT BoabHMUA Ne 1" (panee -
30QKA34MK) MPU NPOBEAEHNM OTKPBLITOrO AYKUMOHA B SAEKTPOHHOM GOPME HA MOCTABKY
AEKAPCTBEHHbIX CpeACcTB (uedanocrnopuHos Il n IV nokoAeHus) (n3BelleHne
Ne0320200027913000277) (AQAE€E — OTKPbITbIV QYKLMOH).

[0 MHEHVIO 3ASBUTEAS], 3AKA3YMK AOMYCTUA HApyLueHune TpeboBaHM PepepaAbHOro
3aKoHa OT 21 moas 2005 r. Ne 94-O3 «O pa3MeLLeHNM 3aKA30B HA MOCTOBRKM TOBOPOB,
BbIMOAHEHME PABOT, OKA3AHUE YCAYT AASI TOCYAQPCTBEHHBIX 1 MYHULIMMOABHBIX HY>KAY,
MOCKOAbKY YCTOHOBUA B AOKYMEHTAUMM OO AyKUMOHE TPeBOBAHMS K AEKAPCTBEHHBIM
NPEenAPATAM, KOTOPbIE OrPAHNYMBAKOT KOAMYECTBO YYACTHUKOB PA3MELLIEHMST 3AKA3A.

Takwke 309BUTEAD CUYMATAET, YTO 3AKA3YMK YCTAHOBUA Tpe6OBOHl/Ie K CPOKY MNMOCTABKU
TOBAPA, KOTOPbIE OrpAHNYMBAIOT KOANHECTBO YHACTHMKOB pa3MeLLeHns 3aKa3a.

Oranacue anoby, MCCAEAOBOBR MATEPUOAB AEAD U AOKYMEHTbI, MCTPEOOBAHHBIE Y
3AKA34YMKA, M MPOBEASI BHEMAQHOBYIO NpoBepky, Kommccus MNMpumopckoro Y PAC Poccum
YCTAHOBUAQ CAEAYIOLLEE.

3AKA3YMKOM HA OPULMNOAABHOM CANTE B CETU «HTEPHET» PA3MELLEHO M3BELLIEHNE O
MPOBEAEHUM OTKPBLITOIrO QAYKUMOHAO B SAEKTPOHHOM (GOopMEe U  AOKyMeHTaumst o6
QYKUMOHE.

B cootBeTcTBUM C YaCTbio 1 cTaTbM 41.6 3akoHa Ne 94-O3 pAokyMeHTaUms 06 OTKOLITOM



AYKUMOHE B OAEKTPOHHOM (QOPME AOAKHA COOTBETCTBOBATH  TPEOOBAHMSM,
npeAyCMOTPEHHbIM YacTamu 1 -3.2,4.1 - 6 ctatbn 34 3akoHa Ne 94-P3,

CoraacHo Yact 3.1 ctatbu 34 3akoHa Ne 94-O3 AoKyMeHTaLMs 06 AyKLMOHE HE MOYKET
COAEPYKATb YKA3AHME HA 3HAKM OBCAYXKUBAHUS, PUPMEHHBIE HOVMEHOBAHWS, MATEHTHI,
MOAE3HBbIE MOAEAW, MPOMBbILLAEHHbIE 0BPA3LbI, HOMMEHOBAOHME MECTA MPOUCXOMAEHMS
TOBAPA WAU HOMMEHOBOHME MPOUIBOAUTEASI, O TaKKe TPeboBAHMST K TOBAPY,
MHOOPMALUMKM, PABOTAM, YCAYraMm, €CAM Takme TpeboBaHWST BAEKYT 30 cobon
OrPAHNYEHMNE KOAMYECTBA YYACTHUKOB PA3MELLEHMS 3AKA3A.

BMmecTe C Tem, B COOTBETCTBUM C MyHKTOM 1 yacTn 4 ctatbh 41.6 3akoHa Ne 94-O3
YCTOHOBAEHO, 4YTO AOKYMeHTaAUMs OO OTKPbITOM QYKUMOHE AOAXKHAO COAEPKATb
TPEOOBAHUST K KQAYECTBY, TEXHUYECKMM XAPOAKTEPUCTUKOM TOBAPA, PABOT, YCAYT,
TPeboBAHUS K X 6e30NacHOCTU, TPEBOBAHUST K QYHKUMOHOABHBIM XAPAKTEPUCTUKAM
(NOTPEBUTEABCKM CBOMCTBAM) TOBAPA, TPEDOOBAHKS K PAIMEPAM, YNAKOBKE, OTIPY3Ke
TOBAPA, TPEOOBAHMST K PE3YABTATAM PABOT U KMHblIE MOKA3ATEAM, CBS3AHHBIE C
OMNPEAENEHNEM  COOTBETCTBMSI  MOCTOBASIEMOro  TOBAPA, BbLIMOAHSIEMbIX  PABOT,
OKOBbIBAEMbIX YCAYr MOTPEOHOCTSIM 3aKA34MKA. [lpn 3TOM AOAKHBbI OblTb  YKA3QHbI
NCMOAb3YEMbIE AASI  OMPEAEAEHUST COOTBETCTBUSI MOTPEOHOCTSIM  3AKA3YMKA  UAU
SKBUBAAEHTHOCTU MPEAAArAEMOro K MOCTABKE MAM K MCMOAb3OBAHUIO MPW BbIMOAHEHNN
PABOT, OKA3AHMM YCAYT TOBAPA MAKCUMAAbHbIE U1 (MAM) MUHUMOAbBHBIE 3HAYEHMST TAKKX
MOKA3ATEAEN M MOKA3ATEAM, 3HAYEHMST KOTOPbIX HE MOTYT U3MEHSITLCSI.

B AoOKyMeHTauuM 06 AyKUMOHE 3AKA3YMK YCTAHOBUA AOMOAHUTEABHOE TPEBOBAHME K
AeKkapcTBeHHoMY npenapaty ¢ MHH «LedTasmamm» n ¢ MHH «LledTpUakcoH» O TOM, 4TO
YKO3OHHbIE MPenapaTbl AOAXHbI MOCTABASITBCSI B KOMMAEKTE C PACTBOPUTEAEM.
3ASBUTEAD CUYMUTAET, YTO AEKAPCTBEHHBIE MPENAPATbl B KOMMAEKTE C PACTBOPUTEAEM
COOTBETCTBYIOT TOABKO OAHOMY MPOU3BOAUTEAID. TEM CAMbBIM, 3ASIBUTEAD, CYATAET, YTO
30KA34YMK, YCTAHOBUB BbILLEYKA3AHHOE TPEOOBAHNE, OrPAHNYUA KOAUYECTBO YYACTHUKOB
PA3MELLEeHMs 3aKA3A.

BmMecTe ¢ TeM, COrAQCHO MPEACTOBAEHHOM 30KA34YMKOM MHOOPMALNK, BbILLEYKO3OHHbIE
AEKOPCTBEHHBIE MPEenapaTel B  KOMMAEKTE C PACTBOPUTEAEM MPOUIBOASITCS W
MOCTABASIKOTCS KAK MUHUMYM ABYMS MOOU3BOANUTEASIMUA.

Komumceumsa Mpumopckoro YPAC Poccrm OTMEUYAET, UTO 3ASIBUTEAEM HE NPEACTABAEHDI
AOKYMEHTAAbHBIE MOATBEPIKAEHNST TOrO, YTO BbILLEYKA3AHHbIE TPEOOBAHMSI O TOM, YTO
NPenapaATbl AOAXHbBI MOCTABASITECST B KOMIMAEKTE C PACTBOPUTEAEM, BAEKYT 30 COHBOM
OrpPAHNYEHMNE KOAMYECTBA YHACTHMKOB PA3MELLEHMS 3AKA3A.

CoraacHo nyHkTy 1 4act 4 ctatbu 41.6 3akoHa Ne 94-O3 A0KyMeHTALMSI 06 OTKPBITOM
AYKUMOHE B DAEKTPOHHOWM (OPME AOANKHA COAEPXKATb TPEOOBAHMSI K KAYECTBY,
TEXHUYECKMM XAPAKTEPUCTUKAM TOBAPA, TPEBOBAHMUS K X 6Ee30NacCHOCTU, TPEOOBAHMS
K  QYHKUMOHOABHBIM  XQPAKTEPUCTUKAM  (NOTPEBUTEABCKMM CBOMCTBAM) TOBAPA,
TPebOoBAHUS K PA3MEPAM, YNAKOBKE, OTIPY3KE TOBAPA M MHblE MOKA3ATEAW, CBSIBAHHbIE
C OnpeAEeAEHNEM COOTBETCTBUSI MOCTABASIEMOrO TOBAPA NOTPEBOHOCTSIM 3AKA34YMKA. [1pun
STOM  AOAKHbI  OblTb  YKA3QHbI  UCMOAb3YEMbBIE AAST  OMNPEAEAEHNST COOTBETCTBUS
NOTPEOHOCTIM 3AKA3YMKA MAN SKBUBOAEHTHOCTU MPEAAQraEMOro K MOCTABKE WAM K
MCMOAb3OBAHMIO MPU BBIMOAHEHUM PABOT, OKA3AHUM YCAYT TOBAPA MAKCUMMOAbHbIE U
(MAN) MUHVMMOAbHbBIE 3HAYEHUST TOKMX MOKA3ATEAEN M MOKA3ATEAU, 3HAYEHMST KOTOPbIX HE
MOTYT M3MEHSITbCSI.
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3AKA34YMK, C YHETOM MOAOXKEHNIN COAEPKALLMXCS B Y. 2.1 1 4. 3.1 CT. 34 3aKOHA Ne
94-03, BNpABE BKAIOYUTb B AOKYMEHTALMIO 06 AYKLMOHE TAKME TOBAPLI, MX TEXHNYECKME
N OYHKUMOHOAbHbIE XAPAKTEPUCTVKM, KOTOPble OTBEYAKOT €ro noTpebHOCTIM 1
HEODXOAUMbBI  AAST  BBIMOAHEHWSI UM COOTBETCTBYIOLLUMX TFOCYAQPCTBEHHBIX  UAM
MYHULMNOAbHBIX QYHKLMNA,

Ncxoast M3 QHAAM3A MOAOKEHUM YACTU 2 CTATbM 34, NyHKTA 1 4actn 4 cTtatbun 41.6
3aKkoHa Ne 94-O3, MOTPEOHOCTM 3AKAIYMKA SIBASKOTCS ONPEAEASTIOLLIMM GAKTOPOM MpK
YCTOQHOBAEHVN KM COOTBETCTBYIOLLUMX TPEOOBAHUM. TaKMM OBPA30M, 3ASIBAEHHbIE
TPEOOBAHUS K MEAULIMHCKM MPENAPATAM AAS HYXKA 3AKA3YMKA YCTAHOBAEHDBI, NCXOAS
13 NOTPEBOHOCTEN 3AKA3YMKA, U HEODXOAMMBI AAST KOYECTBEHHOTO OKA3AHKS 30KA3YMKOM
YCAYF B chepe cBoen MpoOPeCCMOHAABHON AESITEABHOCTU, ECAM STO HE OrPAHNYMBAET
KOAMYECTBO YHOCTHNKOB PA3MELLEeHMSsT 3aKA3A.

B AQHHOM CAy4YOe OrpaOHMYEHNE KOAMYECTBA YYOCTHMKOB PA3MELLEHUST 3aKA3a
Komuceusa Mpumopckoro YDOAC Poccrm He yCMATPUBAET.

TeM CaMbIM, 3AKA34YMK, YCTAHOBMB B AOKYMEHTALMM 06 ayKUuMoHe TPebOoBAHMS K TOBAPY
B COOTBETCTBUW C TPEBOBAHMNSIMU, MPEAYCMOTPEHHBIMU YOCTbIO 1 CTATbM 41.6 11 MYHKTOM
1 yact 4 ctaTtbm 41.6 3akoHa Ne 94-O3, He AOMYCTUA HOPYLIEHME 3AKOHA Ne 94-
3.

Kpome Toro, 3asiBUTEAEM HE MPEACTABASHO AOKYMEHTAAbHbBIX AOKA3ATEABCTB TOrO, YTO
AOKYMEHTALMSI 06 QYKUMOHE COAEPXKUT TPEeOOBAHMS, KOTOPble OrPAHUYMBAIOT
KOANYECTBO YYACTHUKOB PA3MELLEHKS 3aKA3a.

3akoHoM Ne 94-P3 He MPeAYCMOTPEHbI OrPAHUYEHUST MO BKAKOYEHUIO B AOKYMEHTALMIO
06 OTKPHLITOM QAYKLMOHE B SAEKTPOHHOM POopMe KAK TPebOBAHUM K TOBAPY, KOTOPbLIE
SIBASIKOTCST  3HOYMMBIMU  AAST  3AKA3YMKA, A TAK e TPpebOBAHMM K 3AKA3YMKY
0B6OCHOBbBIBATb CBOW MOTPEDBHOCTU MPU YCTAHOBAEHUN TPEOOBAHUN K MOCTABASIEMOMY
ToBAPY. [P 3TOM 3AKA3YMK HE WMMEET BO3MOYKHOCTM YCTOHOBUTH TPEOOBAHUS K
XOPAKTEPUCTUKAM TOBAPA, KOTOpble Obl YAOBAETBOPSAM Obl BCEX BO3MOMKHbBIX
YUYOCTHMKOB PA3MELLLEHMS 3AKA3A.

YacTbto 2 ctaTtbm 58 3akoHa Ne 94-O3 yCTAHOBAEHO, YTO YYOACTHUK PA3MELLLEHMS
3AKA3a, MOAQBLLMIA YKOAOBY HO AencTBUS (BEe3AENCTBME) 3AKA3YMKA, YNTOAHOMOYEHHOT O
OpraHa, CneuraAn3nPOBAHHOM OPraHM3AUMM, ONEepPATOPA SAEKTPOHHOM MAOLLAAKMN,
KOHKYPCHOM, QYKUMOHHOW UAN KOTUPOBOYHOM KOMUCCUM, OBSI3AH MPUAOKUTL K YXKOAODE
AOKYMEHTBI, MOATBEPYKAQIOLLIME OOOCHOBAOHHOCTb AOBOAOB YKAAODHDI.

Mpu aTOM, B HOPYLUEHWE YacT 2 cTatbk 58 3arkoHa Ne 94-O3 y4aCTHUK pA3MELLEeHMs]
3akasza OO0 «AXKOAQC IDKCMoMM», MOAQBLUMNA MAAODY HO AencTBug (Be3pencteume)
3AKA3YMKA, HE MPUAOKUA AOKYMEHTbI, MOATBEPKAQKOLME ODBOCHOBOHHOCTb AOBOAOB
YKAAOOBHI.

Komumceusa Mpumopckoro YOAC Poccnm OTMEYAET, YTO 3ASIBUTEAEM HE MPEACTABAEHO
AOKYMEHTOABHOIO MOATBEPIKAEHUS TOrO, YTO 3AKA3YMK YCTAHOBUA TPEOOBAHUS K CPOKY
NOCTOBKM TOBAPA, KOTOPbIE OrPAHMYMBAIOT KOAMYECTBO YYACTHMKOB PA3MELLEHMS
30KA3a.

Tem cambiM Komumceus Mpumopckoro YPAC Poccum CUMTAET, YTO 3AKA3UYMK, YCTAOHOBUB
CPOK MOCTABKM TOBAPA: B TeYEHME Tpex pabodmx AHEM C MOMEHTA MOAQYM 3ASIBKU



3AKA3YMKOM, HE AOMYCTUA HOpYLLUeHVE TpeboBaHMN 3akoHa Ne 94-D3,

MNpu Takmx obcTtositenbctBax, Komumccusa Mpumopckoro YPAC Poccumn He HOXOAUT
OCHOBQHUI AAST Y AOBAETBOPEHMS 3ASIBAEHHBIX TREOOBAHUI.

Ha OCHOBOHUM M3AOXKEHHOrO, PYKOBOACTBYSICb CT. 17 1 cT. 60 3akoHa Ne 94-03,
Komuccus Mpumopckoro YOAC Poccrm

PELLNAA:

Mpwr3HaTbL Xanoby OO0 «Axkopac DKcromm» (YA. MNepepea, A. 92, ctp. 1, . Mockeq,
109651) HO AEencTBUS 3AKA3YMKA — [OCYAQPCTBEHHOTO OIOAYKETHOTO YYPENAEHMS
3APOBOOXPAHEHNS "TIPMMOPCKAS KPAeBAs KAMHMYecKast 6oabHuua Ne 1" mpum
NPOBEAEHNM OTKPBITOrO AyKUMOHA B SAEKTPOHHOM GOPME HA MOCTABKY AEKAPCTBEHHbBIX
cpeAacTs (uepanocriopuHos Il 1 IV nokoaeHns) (n3peuteHne Ne0320200027913000277)
HeOBOCHOBOHHOMN,



