PELLIEHVE Ne 08-01-188

21 nioHa 2013 roaa r.
HoBocmbupck

Komumccua YnpaesaeHnst DeaepaAbHOM AHTUMOHOMOABHOW CAY>KObI MO HOBOCMBUMPCKOM
OBAQCTV MO KOHTPOAID B ChHEPE PA3MELLEHNS 3aKA30B (Kommccms HoBocnbmpckoro
Y®AC Poccum) B COCTOBE:

- 3OMECTUTEAD PYKOBOAUTEAS YIIPABAEHUS], MPEACEAQTEAD
Komunccumm;

- 3OMECTUTEAb HOYOABHMKA OTAEAQ FOCY AQPCTBEHHOIO 3AKA3Q,
yaeH Kommncecmm;

- CMELUMAANCT-OKCNEPT OTAEAQ FOCY AQPCTBEHHOIO 30KA3A, YAEH
Komunccumm;

LLisanos ALl
Cyxonatoes A.B.

3aprapos A.M.

B MPUCYTCTBUN «...»

paccMoTpeB XKanoby OO0 «KPC» HO AENCTBUS 3AKAIYMKA — FTOCY AQPCTBEHHOO
BIOAXKETHOIO YUYPEXKAEHMS 3APABOOXPAHEHKS HOBOCUBUPCKOM OBAQCTU
«ocyAQpCTBEHHASI HOBOCUBUPCKAS OBAACTHAS KAMHMYECKAST BOABHMLIO» MPW
PA3MELLEHNM 3AKA3A MyTEM MPOBEAEHMS OTKPBLITOMO AYKLMOHA B SAEKTPOHHOM GopMme
HA NPOBO 3AKAKYEHMST AOrOBOPA HA MOCTABKY M3AEAUN MEANLIMHCKOrO HA3HAYEHMUS
(MHTPOoAbtoCeEPA) AAST HYXKA TBY 3 HCO «THOKB» (M3pelteHre Ne 03512000007 13000706),

YCTAHOBUAA:

B Hoeocubupckoe YPAC Poccum obpatnaoct OOO «KPCx» ¢ »>anobom HO AENCTBUS
3AKA3YMKA — FOCY AQPCTBEHHOIO BIOAYKETHOI O YUYPEKAEHMS 3APOBOOXPOAHEHNS]
Hoeocnbupckom obAacTu «FoCcy AQPCTBEHHASI HOBOCKHBMPCKAs OBAQCTHAS
KAVHUYeCKast BOAbHULIAY NPW PA3MELLLEHUM 3AKA3A NyTEM NPOBEAEHUS OTKOLITOrO
QAYKUMOHAO B SAEKTPOHHOW GOPME HO MPABO 3AKAKOYEHUST AOrOBOPA HO MOCTABKY
N3AEAUN MEANLMHCKOrO HO3HAYEHMST (MHTPOABIOCEPA) AAST HYXKA TBY 3 HCO «THOKB»,

CyTb >KOAOBbI CBOAUTCS K CAEAYOLEMY. [10 MHEHNIO MOAQTEAS YKOAODLI, BCEWN
COBOKYMHOCTW XOPAKTEPUCTUK YCTPONCTBA 3ALLUUTHI OT AUCTAABHON SMOOAMK,
YKOA3AHHbIX B NO31UMM Ne 11 TEXHMYECKOro 3aAAHMST Ay KLUMOHHOM AOKYMEHTALNM
COOTBETCTBYET TOALKO YCTPOMNCTBO 3ALLUUTHI OT AUCTAABHOM aMBOAMK «Spider Fx»
npounssoamnTens «EV3» (cTpaHa npomncxoxkaeHmst CLUA).

3aKa34K B 0O6OCHOBAHMN HOYAABHOM (MAKCUMOABHOWM) LEHbI AOrOBOPA, PA3MELLLEHHOIO
HQ OPULMAABHOM CANTE, B KOYECTBE AQTbI MOAYYEHUSI BTOPOIO KOMMEPYECKOro
NnPeANOXKeEHNS YKA3AA 08.09.2013r., 4TO SIBASIETCS HE HOCTYMUBLLEN AAQTOMN HA
CErOAHSILLHNN AEHD.

OO0 «KPC» B ceOEM >KaA0DE YKA3bIBAET HA TO, YTO OHO MOACBAAO 3AMPOC HA
PA3bSICHEHNE MOAOYKEHNIN QYKLUMOHHOW AOKYMEHTALMM, HO KOTOPbIV 3AKA3YMK OTBETUA C
HOPYLUEHNEM CPOKA, Y CTAHOBAEHHOI O 3AKOHOAAQTEALCTBOM O PA3MELLEHNM 3AKA30B.



Ha »>kanoby MOCTYMUAN BO3PAMKEHNS OT 3AKA3YMKA, B KOTOPbIX YKO3AHO CASAYIOLLIEE.

Bcel COBOKYMHOCTU XAPAKTEPUCTVK YCTROWNCTBA 3ALLMNTbI OT AUCTAAbHOW SMOOANM,
YKQA3AHHbBIX B NO3MLUMK Ne 11 TEXHNYECKOro 3aAAHMST AYKUMOHHOW AOKYMEHTALMMN
COOTBETCTBYIOT YCTPONCTBA 3ALLUUTLI OT AMCTAABHOM aMBOAUM «Spider Fx»
npounssoamnTenst «EV3» (ctpaHa npomncxoxkaeHus CLUA) n «Abbott Vascular
npomnssoanTenst <kemboshield NAV» (CTpaHa nponcxoykaeHnst CLLA).

BO BTOPOM KOMMEPYECKOM MPEAAOMKEHNM, MOCTYMMBLIEM 3AKAIYMKY, YKOA3IAHA AQTA
08.09.2013r.

3AKA34YMK OTBETUA HO 3AMPOC HA PABBSICHEHUNE MOAOXKEHNM AYKLMOHHOM AOKYMEHTALMN,
noAaHHbIM OO0 «KPC», B CPOK YCTAHOBAEHHBIN 3AKOHOAATEABCTBOM O PA3MELLEHN
30KO30B.

N3yume NpeACTOBAEHHBIE MATEPUAADBI M AOBOABI CTOPOH, Komumccrs HoBocnbunpckoro
YPAC Poccum NpULLAG K CAEAYIOLLVIM BEIBOAQM.

MpeACTOBUTEADb 3AKA3UYMKA HO 3aceAaHUn Kommccnm Horocrbupckoro Y PAC Poccum
NPEAOCTABUA MHPOPMALMIO OB YCTPONCTBOX 3ALLMTBI OT AUCTAAbHOM aMBO0AMM «Spider
Fx» npounaesoamTenst «EV3» n «Abbott Vascularm nponaesoamntenst «<kmboshield NAV». [Mpu
MCCAEAOBAHNN MHOOPMALNN, MPEAOCTABAEHHOM NPEACTABUTEAEM 3AKA3YMKA,
Komucecunsa Hopocnbupckoro YPAC Poccum yCTAOHOBUAQ, HTO BCEW COBOKYMHOCTU
XAPAKTEPUCTUK YCTOONCTBA 3ALLNTBI OT AMCTAOABHOM 3MBOOAUM, YKA3AHHBIX B MO3ULMN Ne
11 TEXHNYECKOro 30AQHUST AYKUMOHHOW AOKYMEHTAUMM, COOTBETCTBYET YCTPOWCTBO
3ALWLNTbl OT AUCTAABHOM aMBoAnK «Spider Fx» Npon3BoaAnTeAst «<EV3».

B cooTtBeTCTBMM C NPEAOCTABAEHHON MNPEACTABUTEAEM 3AKA3YNKA MHOOPMAUMNEN,
YCTPONCTBO 3ALLUTbI OT AUCTAOABHOM aMbBoAnKM «Abbott Vascular» npon3BoAnTeAS
«Emboshield NAV» He cooTBeTCTBYET TPEOOBAHMSIM TEXHUYECKOrO 3AAQHMS QYKLUMOHHOW
AOKYMEHTAUNN O HAAUYMN FEMAPUHOBOIO MOKPbLITUSI QUABTPA, MOCKOAbKY OUABTP
ACQHHOIO TOBAPA OPOPMAEH C MTMAPODPUABHBIM TEDAOHOBBIM MOKPLITUEM.

[NpeAOCTABAEHHAS MPEACTABUTEAEM 3AKA3IYMKA MHPOPMALMS HE COAEPIKUT CBEAEHNN
O BO3MOYKHOCTM YKOPOYEHMST AAUHDBI MPOBOAHUKA A0 190CM, O HOAUYMM 30AOTOW
MPOBOAOKN, BMOHTUPOBAHHOW B OTBEPCTUE OUABTRA AAS OMPEAEAEHNST CTENEHN
OTKPbITUSI Y MOAOYKEHMST DUABTPA Y YCTPOWCTBA 3ALLMTBI OT ACTAABHOM SMOOAUN
«Abbott Vascular» nponazsoauntenst «<Emboshield NAV»,

Takm 06pa30M, AOBOA MOAATEAS YKOAOOBI O TOM, YTO BCEMN COBOKYMHOCTU
XAPAKTEPUCTUK YCTPOWNCTBA 3ALLNTBI OT AUCTAABHOM SMOOAUN, YKAO3AHHbBIX B NO3MLm Ne
11 TEXHNYECKOro 3aAQHUST AYKUMOHHOW AOKYMEHTALUMM COOTBETCTBYET TOAbKO
YCTPOWCTBO 3ALLUTBHI OT AMCTAABHOM SMOOAUK «Spider Fx» NpomnapoanTenst «EV3» (CTpaHa
npouncxoxmaeHnst CLLUA), HOweA CBOE NOATBEPXKAEHME.,

Ha saceaaHumn Kommccmnm Horocrbupckoro Y PAC Poccum NpeACTABUTEADb 3AKA3YMKA
NPEAOCTABUA KOMUKO BTOPONO KOMMEPRYECKOrO NMPEAAOXKEHMST, MOCTYMNUBLLETO
3AKA3YKKY, B KOTOPOM BbIAG YKa3aHO AaTa 08.09.2013r. Takmm 06pasom, AOBOA,
NOAQTENAS XKXAAODbBI O HEHOAAEXALLEM ODOPMAEHN 3AKA3YMKOM OO OCHOBAHMS
HAYOAbHOW (MAKCUMOABHOWN) LiEeHbl AOrOBOPA, HE HALLEA CBOErO MOATBEPIKAEHUSI,

Komumccma Hopocmbupckoro YOAC Poccrm yCTAOHOBUAQ, YTO MOAOTEAD XKAAOODbI
OTMNPABUA B OAPEC 3AKA3YMKA 3AMNPOC HA PA3BSICHEHNE MOAOXKEHNIN QY KLLMOHHOW



AoKkyMmeHTaumm 11.06.2013r., OTBET HO KOTOPLIN BbIA ONyBAMKOBAH HO ODULIMAABHOM
canTe 3aKkasyrkom 14.06.2013.r., TO eCTb Yepes ABA PABOUMX AHSI CO AHSI MOCTYNAEHMS
AQHHOrO 3aNPoOcaA. TaKMM 06PA30M, AOBOA MOAQTEAS YKAAODBI O HOPYLLEHNMN
3AKA3YMKOM YCTAHOBAEHHOIO 30KOHOM CPOKA, B TEYEHME KOTOPOrO 3AKA34YMK OB5130H
OTBETUTb HA 3AMPOC HA PA3bSICHEHNE NOAOXKEHNIN AYKLUMOHHOM AOKYMEHTALMN, HE
HALLEA CBOErO NMOATBEPIKAEHMSI,

MNpwv NPOBEAEHNN HO OCHOBOHMM 4.5 CT.17 O3 NeQ4-P3 BHENAQHOBOWM MPOBEPKN AQHHOIO
30KA3A UHbIE HOPYLLEHWS HE BbISIBAEHDI.

PyKOBOACTBYSICb 4.6 CT.60,4.5,4.9 cT.17 O3 Ne 94-O3 ot 21.07.2005 «O pasmeLleHnm
3AQKA30B HO MOCTABKM TOBAPOB, BLIMOAHEHME PADBOT, OKA3AHME YCAYT AAS
FOCYAQPCTBEHHBIX Y MYHMULMNAABHbBIX HY>KA», Komumccus Hoeocrbupckoro YPAC Poccum

PELLNAA:

1. MpnaHaTb XKaroby OOO «KPC» HO AENCTBUSI 3AKAIYMKA — FOCY AP CTBEHHOI O
BIOAXKETHOI O YYPENKAEHMS 3APABOOXPAHEHNST HOBOCUBUPCKOM OBAQCTU
«focyaapcTBEHHASI HOBOCMBUPCKASI OBAQCTHAS KAMHNYECKAST ©BOABHMLO» MNP
PA3MELLEHMM 3AKA3A NyTEM MPOBEAEHNS OTKPLITOrO AYKLUMOHA B SAEKTPOHHOM GOpME
HQ NPABO 3AKAIOYEHMST AOTOBOPA HA MOCTABKY U3AEANM MEANLIMHCKOrO HO3HAYEHMS
(MHTPOAbIOCEPA) AAS HYXKA TBY 3 HCO «THOKB» (M3eewieHme Ne 03512000007 13000706),
4ACTNYHO OBOCHOBAHHOW.

2. BbIAQTb 3AKA3YMKY 1 AYKLUMOHHOM KOMUCCUM 3AKA3UYMKA NPEANMcCaHmne o6
YCTPAHEHUN HOPYLLEHNM 30KOHOAOQTEABCTBA O PA3MELLEHMN 30KO30B.

PelueHmne MmoxkeT 6biTb 06>KAAOBOHO B Op6l/ITpO)KHbII7I CYA B Te4eHne Tpex MmecsuenB CO
AHS ero BblIHECeHMSl,

MPEANMNCAHUE Ne 08-02-170

06 YCTPAHEHUW HAPYLLEHMST 3AKOHOAOTEABCTBA O PA3MELLEHNM 3AKA30B

21 noHs1 2013 . r. Hosocrbupck

Komumceumsa YnpasaeHnst PeapepanbHOM AHTUMOHOMOABHOW CAY>KObI MO HOBOCMBUMPCKOM
OBAACTV MO KOHTPOAID B ChEPE PA3MELLEHNS 3aKA30B (Kommccms HoBocnbmpckoro
Y®AC Poccum) B COCTOBE:

- 3OMECTUTEADb PYKOBOAUTEAS YMPOABAEHUS, MPEACEAOTEAD

Lleanos A.l'.

Komunccum;

- 3OMECTUTEAb HOYOABHUKA OTAEAQ FOCYAQPCTBEHHOIO
Cyxonatoes A.B. A yAQP

30KA3Aa, YAEH Komunccunu;

- CNeuUnanmCT-aKCriepT OTASAA ToCy AP CTBEHHOI© 3AaKA34d,

3aprapos AM. o Kommecun:

HO OCHOBQOHWM cBoero petueHrs Ne 08-01-188 ot 21.06.2013r. no »karobe OO0 «KPC» Ha



AEVICTBUS 3AKAZYMKA — FOCY AQPCTBEHHOTO BIOAYKETHOI O YUPENKAEHMS
3APABOOXPAHEHMST HOBOCHBMPCKOM OBAQCTM «[ OCY AQPCTBEHHASI HOBOCBOMPCKAS
OBAQCTHAS KAHNYECKASI BOABHMLA» MPU PA3MELLEHNM 3AKA3A NMyTEM MPOBEAEHMUS
OTKPBITOrO AYKUMOHA B SAEKTPOHHOM GOpPME HA NPABO 3AKAKOYEHKSI AOrOBOPA HA
MNOCTABKY MU3AEAUN MEAMUMHCKOrO HA3HAYEHMST (MHTPOABIOCEPA) AAST HYXKA TBY3 HCO
«HOKB» (n3BeLleHre Ne 03512000007 13000706),

MNPEAIMACDBIBAET:

AAS YCTPAHEHUS HOPYLLEHWS 30KOHOAAQTEABCTBA O PA3MELLEHNMN 3AKA30B 3AKA3UMKY —
BY3 HCO «HOKB» HeobxoANMO:

1. MpeKkpaTUTb HaOPYLUEHWE TPEDOBAHUM, yCTAHOBAEHHbBIX B 4.1 CT.41.6 O3 Ne 94-
O3 1B 4.3.1c1.34 O3 Ne 94-O3, O MMEHHO, MPEKPATUTb BKAKOYATb B AYKLMOHHYO
AOKYMEHTALMIO TPEBOBAHMS K TOBAPY, BAEKYLLME 30 COBOM OrPAHNYEHNE KOAMYECTBA
YYACTHMKOB PA3MELLEHMS 3AKA3QA;

2. CoopMmMpOoBATb TRPEDOBAHMS K TOBAPY MO NMO3uUMK Ne 11 TEXHNYECKOro
3AAQHMST QYKLMOHHOM AOKYMEHTALMM TAOKUM OBPA30M, YTOObI M COOTBETCTBOBAAM HE
MeHee ABYX MOAEAEN TOBAPOB PA3AUNYHBIX MPON3BOAUTEAEN;

3. BHeCTV n3MeHEHMS B AYKUMOHHYIO AOKYMEHTALMIO B COOTBETCTBUN C
peLeHnem Ne 08-01-188 ot 21.06.2013r. 1 HOCTOSILLMM NPEATMUCAHNEM;
4, [NPOAAUTL CPOK MOAQYM 3ASIBOK B COOTBETCTBMM C 30KOHOAQTEABCTBOM O

pasmMeLlleHn 3AdKA30B.

AAS1 YCTPAHEHUST HOPYLWEHMI 30KOHOAQTEABCTBA O PA3MELLEHNN 3AKA30B AYKLIMOHHOWN
KOMMccmm 3aKkasumka — NlbY 3 HCO «THOKB» HeobxoAUMO:

OTMEHUTb peLlleHns, 3SAPNKCNPOBAHHbBIE B MOOTOKOAOX, COCTABAEHHbBIX B XOAE
PA3MELLEHNST AOHHOTO OTKPBITOrO AYKUMOHA B 9AEKTPOHHOW pOopMeE.

ANAS1 YCTPAHEHWST HOPYLLEHNM 3AKOHOAQTEABCTBA O PA3MELLEHNM 3AKA30B SAEKTPOHHOW
Toproeov naoaake OOO «PTC - TeHaep» obecnednTb BO3MOYKHOCTb MCMOAHEHWS
peLleHnst Ne 08-01-188 o1 21.06.2013r. 1 HOCTOSILLLETO MPEAMMCAHMSI.

O NPUHATBIX MEPOX B COOTBETCTBUM C TPEOOBAHNSIMN HOCTOSILLLErO MPEAMMCAHMS
coobwnTtb A0 10.07.2013r. C NPUAOYKEHMEM MOATBEPIKAQIOLLMX AOKYMEHTOB.

MpeANMMCaHne MOXKET BblTb OBXKAAOBAHO B APOUTPANKHBIN CYA B TEYEHME TPEX MecsILieB
CO AHS1 €ro MPUHSTUSI,

MNpuMeyaHme. 3a HEBBLINOAHEHME B YCTAHOBAEHHbIM CPOK 30KOHHOMO NPEANMCAHUS
OHTUMOHOMOABHOIO OPraHa 4. 2.6 cT. 19.5 Koaekca Poccumckon Qeaepaumm ob
OAMUHUCTPATUBHBIX MPABOHAPYLLEHNSIX YCTAHOBAEHO AAMUHUCTPATUBHAS
OTBETCTBEHHOCTD.

[MpuBAEYEHME K OTBETCTBEHHOCTU, MPEAYCMOTPEHHOM 3AKOHOAATEABCTBOM POCCHINCKOM
Peaepauym, He 0CBOBOXNKAQET OT 0OSI3AHHOCTU UCTIOAHUTD MPEAMMCAHNE
QHTVIMOHOMOABHOIO OPIraHa.



