PELLEHUE Ne 143/2020-KC
no Aeny Ne 023/06/64-607 /2020 o HapyLLEHUN

30KOHOAOTEABCTBA O KOHTPAKTHOW CUCTEME B chepe 3aKYNOK TOBAPOB,
PABOT, YCAYT AASI OBecnedYeHrs roCyAQPCTBEHHbIX M MyHULIMMOABHbBIX

HYSKA,

05 pespans 2020 ropa r.
KpacHoaap

Komuccusa YnpasaerHns PepaepaAbHOM AHTUMOHOMOABHOM CAYXKObI MO
KpQCHOAQPCKOMY KPAKD MO KOHTPOAKO B ChHEPE 3AKYNOK TOBAPOB, paboT,
YCAYr  AAST OBecneyeHust roCyAQPCTBEHHbIX W MYHULMUMAABHBIX HYMKA
(aAanee — Komumccumsl) B CocTaBe:

paccmoTpes wanoby OOO «TA «BUAA» (ponee - 3agBUTEAL) HA
AencTeus NBY3 «opoackast 6oabHMLA Ne1 r. Horopoccumck» M3 KK npu
NPOOBEAEHNN  BAEKTPOHHOIO  QYKUMOHA: «[1OCTOBKA AEKAPCTBEHHbIX
NPEnapaTOB  AASI  MEAVLMHCKOrO npuMeHeHnst MHH:  onpomua»
(n3BeLeHne Ne 0318300529720000025) B  4ACTM  HAPYLLEHMUS
PepepanbHoro 3akoHa ot 05.04.2013 Ne 44-O3 «O KOHTPAKTHOM CUCTEME
B Chepe 3aKyrnok TOBAPOB, paABOT, YCAYr AAs  obecneyeHus
FOCYAQPCTBEHHBIX M MYHULIMMNOAABHBIX HY>KA» (AQAEE 3AKOH O KOHTPAKTHOM
cucTeme),

YCTAHOBUAA:

B VYnpaeaeHne  DepAepOAbHOM  QHTVMMOHOMOABHOM  CAYXKObI MO
KpQCHOAQPCKOMY KPAK MOCTYMMAQ YKOAODA 3AsBUTEASI O HAPYLUEHNN
3AKA34YNKOM 3AKOHA O KOHTPAKTHOM CUCTEME.

305BUTEADL YKA3bIBAET, 4YTO AOKYMEHTALMST SAEKTPOHHOrO QYKLMOHA



COCTOBAEHA C HAPYLWEHUSIMM 3AKOHA O KOHTPAKTHOM CUCTEME.
30KA34YMKOM B TEXHNYECKOM YACTU  AYKUMOHHOM  AOKYMEHTALUM
HEODOCHOBOHHO YCTOHOBAEHO TPEOOBOHME K MEPUOAY BbIBEAEHUS
AeKapcTBeHHoro npenapata (MHH Monpomua).

3AKA3YMKOM NMEeACTABAEHDbI M3BeLWeHNE O TMPOBEAEHNN SAEKTPOHHOIo
AYKUMOHA, AOKYMEHTALWSI o6 SAEKTPOHHOM AQYKUMOHE, 3AsIBKN YHACTHMNKOB
3AKYTMKW, NMMCbMEHHbIE MOSICHEHWNS O CYLLEeCTBY YKOAODbBI, C AOBOACMM
KOTOPOM MPEACTABUTEAb 3AKA3YMKA HE COFAQCUACS.

PaccmoTpeB MPEeACTOBAEHHbBIE MATEPUAABI, KOMUCCUST MPULLIAG K
CACAYIOWNM BbIBOAGM.

3akasymkom — 'bY3 «fopoackas 6oabHMLA Nel r. Horopoccumck» M3 KK
MPOBOAUNACST  OAEKTPOHHBI  AYKUMOH:  «[TOCTOBKA  AEKAPCTBEHHbIX
NPEnapaToB  AASI  MEAVLMHCKOrO npuMeHeHnst MHH:  onpomua»
(n3BeweHne Ne 0318300529720000025).

HayaAbHAOS (MAOKCUMAABHAOST) LEeHA KOHTPAKTA — 450 390, 00 py®6.

CornacHoO 4.3 CT./ 30KOHAO O KOHTPAKTHOM CUCTEME WHOOPMALUS,
NPEeAYCMOTPEHHAS HOCTOSILLVM PeAepPAAbHBIM 3AKOHOM 11 PA3MELLLEHHAS]
B E€AVHOM WHPOPMALUMOHHOM CUCTEME, AOMNKHA OblTb MOAHOW U
AOCTOBEPHON.

CoranacHo n.1) 4.1 cT1.64 3aKOHA O KOHTPAKTHOWM CUCTEME AOKYMEHTALMSI,
06 SAEKTPOHHOM QYKLUMOHE HAPSIAY C MHOOPMAUMEN, YKA3AHHOW B
M3BELLEHNN O MPOBEAEHMM TAKOrO QYKUMOHQA, AOAXHA COAEPKATb
CAEAYIOLWYIO  MHOOPMAUMIO:  HAMMEHOBOHME U ONMUCAHME OBbEeKTa
3AKYMNKM M YCAOBUSI KOHTPAOKTA B COOTBETCTBMM CO CTATbEN 33
HacTosiero ®epaepaAbHOrO 30KOHA, B TOM  4YucAe OBOCHOBAHME
HAYAAbHOM (MAKCMMAABbHOW) LEHbl KOHTPAKTA.

CorAnacHo n.2) 4.1 c1.64 3aKOHA O KOHTPAKTHOW CUCTEME AOKYMEHTALMS
00 SAEKTPOHHOM QAYKLUMOHE HAPSAY C WHPOPMAUMEN, YKA3OHHOW B
N3BELLEHNN O TMPOBEAEHUM TAKOMO AYKUMOHA, AOAXKHO COAEPKATb
CAEAYIOLLYIO MHPOPMALMIO: TPEDBOBAHMS K COAEPMKAHUIO, COCTABY 3ASIBKI
HQ Y4OCTME B TOKOM QYKLMNOHE B COOTBETCTBUMN C YACTSIMU 3 - 6 CTATbM 66
HacTosiero PepepaAbHOrO 3AKOHA U UHCTPYKLMS MO €€ 3ANMOAHEHMIO.
o 9TOM HE AOMYCKAETCS YCTOHOBAEHME TPEeOOBAHUM, BAEKYLLUMX 34
cobor OrpAHUYEHNE KOAMYECTBA YYACTHUMKOBR TAKOrO QYKLUMOHO WA
OrpAHNYEHnE AOCTYNA K YYACTUIO B TAKOM AYKLIMOHE.

CoranacHo n.2) 4.3 c1.66 3aKOHO O KOHTPAKTHOWM CUCTEME MEPBAST YHACTb
305BKM HA Y4OCTME B SAEKTPOHHOM QYKLMOHE AOAXKHA COAEPMKATb



YKO3OHHYIO B OAHOM U3 CASAYIOLLMX MOAMYHKTOB MHOOPMALMIO: MpwU
OCYLLECTBAGHUN 3AKYMKM TOBAPA WAU 3AKYMKU PABOTHI, YCAYTU, AAS
BbIMOAHEHWS, OKA3AHMS KOTOPbBIX MCMNOAb3YETCS TOBAP:

a) HAMMEHOBAHWME CTPOHbI  MPOUCXOXKAEHUNST TOBAPA (B CAy4yae
YCTAOHOBAEHMS 30KA3YMKOM B U3BELLEHNN O MPOBEAEHNN DAEKTPOHHOIO
AYKUMOHA, AOKYMEHTAUMM OO SAEKTPOHHOM  QYKUMOHE  YCAOBUMN,
30MNpPEeTOB, OrPAHUYEHUN  AOMYCKA  TOBAPOB, MPOUCXOASILMX K3
MHOCTPOHHOIO roOCYAQPCTBA MAM TPYMNMbl MHOCTPAOHHBIX FOCYAQPCTB, B
COOTBETCTBUU CO CTATbeW 14 HacTosILero PepAepaAAbHOro 3aKOHA);

6) KOHKPETHblE MOKA3ATEAM TOBAPA, COOTBETCTBYIOLWIME 3HAYEHUSIM,
YCTOHOBAEHHBIM B AOKYMEHTALMN OB SAEKTPOHHOM QYKLMOHE, 1 YKA3AHWE
HQ TOBAPHbLIM 3HAK (NPKY HaAU4YMKM). UHOOopMAUMS, NPEeAYCMOTPEHHAS
HOCTOSILLMM  MOAMYHKTOM, BKAKOYAETCSI B 3dsBKY HA yddACTMe B
SAEKTPOHHOM QYKLUMOHE B CAy4O€ OTCYTCTBUSI B AOKYMEHTAuun o6
SAEKTPOHHOM AYKLUMOHE YKA3AHWMST HO TOBAPHbLIN 3HAK MAU B CAYHQE, ECAU
YHACTHUK 3AKYMKW MPEAAAraeT TOBAP, KOTOPbIM OBO3HAYEH TOBAPHbLIM
3HAKOM, OTAUYHBIM OT TOBAPHOIO 3HAKA, YKA3AHHOMO B AOKYMEHTALMMN 06
SAEKTPOHHOM AYyKLMOHe.

CoraacHo n.1), n.2) 4.1 c1.33 3aKOHA O KOHTPAKTHOW CUCTEME 3AKA34YMK
NPU ONUCAHUMN B AOKYMEHTALUMM O 30AKYNKEe OBbEeKTA 3AKYMKN AOAXKEH
PYKOBOACTBOBOTLCSI CAEAYIOLLMMM MPABUACMU:

1) B OMUCOHUM OBBEKTA 3AKYMKU YKA3bIBAKOTCST  PYHKUMOHOABHbBIE,
TEXHUYECKME W KQAYECTBEHHbIE XAPAKTEPUCTUKN, SKCNAYATAUMNOHHbIE
XAPAKTEPUCTUKM OBBEKTA 3AKYNKK (Mpn HEOBXOAMMOCTWM). B onmcaHmne
OB6bEKTA 3AKYMKN HE AOAXKHBI BKAOYATLCST TPEOOBAHUST MAM YKA3AHWS B
OTHOLLUEHUM TOBAPHbLIX 3HAKOB, 3HAKOB OBOCAYXKMBAHUS,  DUPMEHHbIX
HOVIMEHOBAHUM, TMATEHTOB, TMOAE3HbIX MOAEAEN,  MPOMbILLUAEHHbIX
06pA3LOB, HOMMEHOBAHME CTPAHbBI MPOUNCXOXKAEHUS TOBAPA, TPEDOBAHMS
K TOBAPAM, MHOOPMALMUN, PABOTAM, YCAYraM MPUY YCAOBUWM, YTO TAKME
TPEBOBAHMST AU YKABAHMST BAEKYT 30 COBOM OrpaHMYeHne KOAMYECTBA
YY4ACTHMKOB 3AKYMNKN. AOMYyCKAETCS MCMOAb3OBOHME B ONMCAHMM OBbEKTA
3AKYMNKN  YKA3AHMST HO TOBAPHbLIA 3HAK MPW YCAOBMKM COMPOBOMKAEHUS
TAOKOrO YKO3AHWSI CAOBOMU  «UAM  BKBUBOAEHT» AMDBO NpPU  YCAOBUU
HECOBMECTMMOCTM TOBAPOB, HA KOTOPbIX PA3MELAOTCS  Apyrne
TOBAPHBIE 3HAKM, N HEOBXOAMMOCTM obecnedeHnst B3AMOAENCTBUS
TAKMX TOBOPOB C TOBAPOMM, MCMOAbIYEMbBIMU 3AKA3YMKOM, AMBO npu
YCAOBMM 3AKYMOK 3AMNACHbIX 4YACTEW W PACXOAHBIX MATEPUMAAOB K
MALUMHOM 1 OB0PYAOBAHMIO, MCMOAb3YEMbBIM 3AKA34YMKOM, B COOTBETCTBMU
C TEXHNYECKON AOKYMEHTAUMEN HA YKA3OHHbBIE MALLUWVHbBI 1 OBOPYAOBAHME;



2) WCMOAb3OBOHME MPW COCTABAEHUM OMUCAHUST OBbeKkTa  3aKYMKu
nokasatenen, TpeboBAHUM, YCAOBHbBIX OOO3HAYEHWA 1 TEPMUHOAOMMN,

KACQIOLLMXCS] TEXHNYECKUNX XAPAKTEPUCTUK, OYHKLUMNOHAABHbIX
XAPAKTEPUCTUK (MOTPEBUTEABCKUX CBOMCTB) TOBAPA, PABOTHI, YCAYTU U
KAYECTBEHHbIX XAPAKTEPUCTUK obbeKkTa 3AKYMNKK, KOTOpble

NPEAYCMOTPEHBI  TEXHUYECKMMU  PEFAOMEHTAMU,  MNPUHSTBIMUA B
COOTBETCTBMM C 3AKOHOAQTEAbCTBOM Poccuimckonm ®eapepaumm o
TEXHNYECKOM PENYAUPOBOHUN, AOKYMEHTAMM, pPA3pABATHIBOAEMbBIMUN U
NPVMEHSIEMBIMA B HOLIMOHOABHOW CUCTEME CTAHAQPTU3ALNKN, NMPOUHSITBIMU
B COOTBETCTBMM C 3AKOHOAQTEALBCTBOM Poccumckon Peapepaumm o
CTOHAQPTM3AUMU, UHBIX TPEOOBAHUM, CBSI3AOHHLIX C  OMPEAEAEHVNEM
COOTBETCTBMST  MOCTOBASIEMOrO  TOBAPQA,  BbIMNOAHSIEMOW  PABOTHI,
OKQ3bIBAEMOW YCAYTM MNOTPEOHOCTSIM 3AKA34YMKA. ECAM 3aKA34MKOM MNpu
COCTOBAEHUM  ONUCAOHUS  OBbEeKTA  3AKYMKM  HE  UCMOAb3IYHKOTCS
YCTOHOBAEHHbIE B COOTBETCTBUM C 3AKOHOAQATEABCTBOM POCCUMNCKON
Pepepaumt O TEXHUYECKOM  PErYAUPOBOHUM, 3AKOHOAQTEALCTBOM
Poccumnckonm Peapepaumm O CTAOHAQPTU3ALUKM MOKA3ATEAN, TPEDOBAHMS,
YCAOBHbIE ODO3HAYEHUNS U TEPMUHOAOMMS, B AOKYMEHTALUMM O 3AKYMKE
AONKHO COAEPKATHCST OBOCHOBAHME HEOBXOAMMOCTU MNCMOAB3OBOHMS
APYrnx — nokasateAnen, TpeboBAHWM, YCAOBHbIX  OBO3HOYEHUN U
TEPMUHOAOTUW.

B cootBetctBMn C n.6) 4.1 CT.33 3AKOHA O KOHTPAKTHOW CUCTEME
AOKYMEHTALUMST O  3AKYNKE  AOANKHOA  COAEPXKATb  YKA3OHME  HA
MEXAYHAPOAHBIE  HEMATEHTOBAHHBIE HAMMEHOBAHUST  AEKAPCTBEHHbIX
CPEACTBE UVAM TMPU OTCYTCTBUM TAKUX HOAMMEHOBAHUN XUMUYECKUE,
rPYyNnNMPOBOYHBIE HOMMEHOBAHWSI, €CAM OOBbEKTOM 3AKYMKN  SIBASIKOTCS]
AEKAQPCTBEHHbBIE CPEACTBA. 3AKA3YMK MPUN  OCYLLECTBAEHUN 3AKYMKMN
AEKAQPCTBEHHbIX CPEACTB, BXOASWMX B TMNEepedYeHb AEeKAPCTBEHHbIX
CPEACTB, 30KYNKA KOTOPbIX OCYLLECTBASIETCSI B COOTBETCTBUM C WX
TOProOBbIMM HAVMMEHOBAHUSIMM, A TAKXKE MPW OCYLLECTBAEHUU 3AKYMKU
AEKAPCTBEHHbBIX MPENAPATOB B COOTBETCTBMM C NMYHKTOM 7 YACTU 2 CTATbM
83, nyHKTOM 3 yacT 2 ctaTtbk 83.1 HacToswero PepAepaAAbHOro 3aKOHA
BNPOOBE YKA3bIBAOTb TOPrOBblE HAMMEHOBAHUST 3OTUX AEKAPCTBEHHbIX
CPEACTB. YKO3QHHbIN  MNepedYeHb U NOPSIAOK  ero  GOPMUPOBAHUS
yTBEep kaatoTcs [parutenbcTBoM Poccumckom Pepepaumn. B caydae,
€CAM  OObEKTOM  3AKYMKW  SBASIKOTCSI  AEKOPCTBEHHbIE  CPEACTBA,
NOEAMETOM OAHOIMO KOHTPAOKTA (OAHOrO AOTA) He Moryt ObiTb
AEKOQPCTBEHHbBIE  CPEACTBA C  PA3AUYHBIMU MEXAYHAPOAHBIMMN
HEMNATEHTOBAHHBIMM  HOMMEHOBOHUSIMU  UAM  MPU  OTCYTCTBUU  TAKUX
HOMMEHOBAHUN C XUMUYECKMMU, TPYMMNPOBOYHBIMA HAVMMEHOBAHMSIMA
npn YCAOBUWM, YTO HAYOAbHAST (MAKCUMOABHAS) LUEHA KOHTPAKTA (LeHa



AOTQ) MpeBbILLAET NpeAeAbHOe 3HAYEeHne, YCTOHOBAEHHOE
MpaBuTeAbCTBOM Poccumckon Peaepaumm, a TAKKE AEKAPCTBEHHbIE
CPEeACTBA C MEXAYHAPOAHBIMW HEMATEHTOBAHHBIMWA HAMMEHOBAHMSIMI
(Mpw OTCYTCTBUU TAKNX HANMEHOBAHNI C XUMUNYECKNMMU,
rPYNNMPOBOYHBIMA HOMMEHOBAHMSIMM) N TOProBbiIMU HAVMMEHOBOHUSIMU.
[TOAOYKEHWMST HACTOSILLErO MYyHKTA He MPUMEHSIKOTCST Mpn  OnpeAeAeHNN
MOCTOBLLUMKA AEKAPCTBEHHbIX MNPEnApATOB, C KOTOPbIM 3AKAKYAETCS
FOCYAQPCTBEHHbI  KOHTPAKT B  COOTBETCTBUM CcocCTaTben 111.4
HacTosiwero PeAepaAbHOro 3AKOHQA.

N3 nosicHEH, MPEACTOBAEHHbIX 3AKA34YMKOM CAEAYET, 4YTO NpU
DOPMUNPOBAHUN TEXHNYECKOrO 3AAQHUST U ONMUCAHUU OBBbEKTA 3AKYMKU
3AKA34YUNK PYKOBOACTBOBAACS 30KOHOAOTEABCTBOM Poccumnckom
depepaunm © KOHTPAKTHOM CUCTEME B chepe 3aKYrNnoK TOBAPOB, paboT,
YCAYT AAST obecnedyeHns: roCyAQPCTBEHHBIX U MYHULIMMAABHbBIX HYXKA W
OCHOBBIBOA TPEBOBAHMS K OBBEKTY 3AKYMKM, MCXOAS U3 MOODUAS U LEAEN
CBOEN AESITEABHOCTM.

TpeboaHre 3aKA34YMKA MO BPEMEHW BbIBEAEHMS YEPES MOYKM BADKHO, TAK
KOK B AUCMNAHCEPE KOMMbIOTEPHAST TOMOrPAdUS MPOBOAUTCS NMAUNEHTAM
C OHKOAOIMYECKNMU 3060AEBAHUSIMM, npoLleALM KypCbl
MNOAUXUMUNOTEPANUN, AYHEBOWN Teparnmm, C TOKCUYECKUM BO3AENCTBMEM
CAMOM OMyXOAM HA OPraHM3M U XMPYPIMYECKOro A€YEHUSI. B CBSI3M C 3TUM
Y NAUMNEHTOBR YACTO BCTPEYAOTCSI HEPPOMNATUN, TOKCUYECKME N3MEHEHMSI
B Me4YeH, KAPAMOTOKCUYHOCTb, W3MEHEHUS PEOAOrMYEeCKMX CBOWCTB
KPOBW, WM3MEHEHWMSI CTEHOK COCYAOB. VICCAEAOBAHMST KOMMbIOTEPHOW
TOMOTrPAPUM MPOBOASITCST HEOAHOKPATHO AAST YTOYHEHUST AMATHO3A U
OMPEAEAEHUST AVHOMUKUN MPOLLECCA HO QOHE MPOBOAVMMOIrO AEYEHNSI, B O-
10% cAydyaer B AlY BO3HUKOET HEODXOAMMOCTb MNPOBECTV MOBTOPHOE
NCCAEAOBAHME B TEYEHNE OAHMX CYTOK. KpOMe TOro, BpeMSsl BbiIBEAEHMS 13
MoYeK SBASIETCSI BOYKHBIM MOKA3ATEAEM MPU MPOBEAEHNN KOMMbIOTEPHOWM
TOMOrpaAdMM NAUMEHTAM C COMYTCTBYIOLWEN CEepAEYHO-COCYANCTOM
MATOAOIMNEN, PAPMAKOKMHETMKA AODBOro NHBEKLMNOHHOIO
AEKQPCTBEHHOro npenapaTd, BBOAMMOIO MAUMEHTY, B TOM YUCAE,
MPUMEHSIEMOrO TOAbKO B AMAMHOCTUYECKUX LEASIX, HEMOCPEACTBEHHO
BAUSIET HO 6e30MNACHOCTb NPOBEAEHUS AVNAMHOCTUYECKOrO
NCCAEAOBAHMSI

B cootBeTctBMM C N.2) cT.4 PepepAAbHOro 3akoHa OT 21 Hosibps 2011
roAQ Ne 323-03 «O6 OCHOBOX OXPAHbI 3A0PO0BbST IOOKAOH B
Poccunckon QPeaepaumm» MeAULMHCKME OPraHn3aLnn, MEAULVHCKNE
PABOTHUKM N GAPMALEBTUYECKME PABOTHUKN HECYT OTBETCTBEHHOCTbL B
COOTBETCTBMM C 3AKOHOAQTEABCTBOM Poccuimckon QPeapepaumm  3a



HOpPYLWEHVe NPAOB B cOepe OXPAHbl 3A0PO0BbST, MPUYMHEHNE BPEAO YKN3H
N (MAV) 3A0POBLIO MPW OKA3AHWM MPAMKAAHOM MEAMUMHCKOM MOMOLLMN,
[NoUCTAABHOE BHVMAHME K QAPMAKOKMHETMKE MPenapaTa CBSIBAHO C
BO3MOXKHOCTbIO BO3HNKHOBEHMSI HEPPOTOKCNYECKOTO apdpeKkTa
BCAEACTBME TMPSIMOTO  TOKCUYHOIO BAUSIHUSI HA  KAETKM  MOYEYHbIX
KOHOAbLIEB M PA3BUTUST ULLEMUM MO3FOBOrO BELLECTBA MOYeK, NMo3TOMY
OYEBMAHO, YTO DAPMOKOKMHETMKA MNPEnapaATA BAUSIET HO 6E30MNACHOCTb
NAUMNEHTA, YBEANYEHME BPEMEHM BbIBEAEHMSI KOHTPACTHOrO Npenapara -
3TO AOMOAHUTEAbHBIN PUCK BO3HMKHOBEHWSI KOHTPACT MHAYUMPOBOHHOW
Hepponatumn (KH), nostoMy B OMMCAHUMM OBbEKTA 3AKYMNKW YKO3QAH
KPQAWVHE BAXKHbIN MAPAMETP C TOUYKM 3PEHUS BE30NACHOCTM NAUMEHTA.

Y4ynTbIBOSI, 4yTO AEKAPCTBEHHbIE npenaparTsl OKQ3bIBAKOT
HEMOCPEACTBEHHOE BAUSHME HA 3A0POBbE UM MM3Hb YEAOBEKQ, MNP
YCTOHOBAEHUM KOHKPETHBIX TPEOOBOHMM K MNPEAMETY 3AKYNOK HA
MOCTABKY AEKAPCTBEHHbIX CPEACTB, [AQABHbIM MNPV AMATHOCTUKE
MAUMEHTOB  SIBASIETCST  AOCTWMDKEHME HAWAYYLLErO TEPANneEBTUYECKOro
AOPEKTA VN  MAKCUMOABHOE UCKAKOYEHUE  AKODBIX, HEXKEAQTEABHbIX
peakuni.

C LEAbIO UCKAKOYEHMST ONMACHOCTU AAS YKM3HU U 3A0POBbS MALMEHTA, BPOY
NEU  MNPUMEHEHM AEKOPCTBEHHbIX MPEenapaToB, PYKOBOACTBYETCS
MHCTPYKUMEN MO MEAULMHCKOMY MPVIMEHEHUIO, B KOTOPOW OTPOYKEHDI
OCOBEHHOCTM NPenapaTa.

B cootBetcTBUM ¢ OTpacaAerbiM, cTtaHaapTom OCT 91500.05.0002-2001
«OCYAQPCTBEHHBIN ~ MHOOPMALMOHHBII ~ CTAHAQPT  AEKAPCTBEHHOIO
cpeacTBd. OCHOBHblIE MOAOXKEHUS» (YTB. NPUKA3oM MuHsapasa PO ot 26
MapTta 2001 r. Ne 88) - MHCTPYKUMST NO MNPUMEHEHUNIO A€KAPCTBEHHOro
NPEenapaATa AASI CNELUNOAUCTOBR SIBASIETCST ODULMOABHBIM AOKYMEHTOM,
COAEPKALLNM HEOBXOAVMMYIO U AOCTATOYHYIO MHOOPMALMIO AAST €ro
3PPEKTUBHOro 1 6e30NACHOro MEAVLIMHCKOrO MPVIMEHEHUSI.

NHCTPYKUMST MO MNPUMEHEHUIO MNPEenapaTr MPEeACTOBASIET  CODBOM
OPULNAABHOE ornMcaHmne XUMNYECKUX, dAPMALEBTUNYECKUIX,
GAPMAKOAOTNYECKNX CBOVCTB AEKAPCTBEHHOIO NPENAPATA, CBEAEHNN O
ero  KAMHWYECKOM  MPUMEHEHUM, TMOKA3AHUMA K  UCCAEAOBAHMIO,
AO3MPOBKE, Cnocobax BBEAEHUS, MepaX MPEeAOCTOPOXKHOCTIX U
BO3MOYKHbIX MOBOYHBIX PEAKUMSIX §1  SIBASIETCST  OCHOBOMOAQrQIOLLVM
AOKYMEHTOM AASI MEAVLIMHCKOrO PpabOTHUKA,

NocTtaHoeAeHeM [Mpasmtenbctea PO Ne1380 ot 15 Hosbps 2017r. «O6
OCOBEHHOCTSIX OMMCAHWUSI AEKAPCTBEHHbIX NPEenapaToB ANSI
MEAMUMHCKOIO MPUMEHEHMS, SBASIOLLMXCST OBOBEKTOM  3AKYMKU  AASI



obecnevyeHus roCyAQpCTBEHHbIX n MYHNLUMMNAAbHbBIX HY>KA»
YCTAHABAMBAKOTCSI OCOBEHHOCTU OMMUCAHUS ANEeKAPCTBEeHHbIX NpenapdarobB
ANST MEAVNUMHCKOIo rnpeunMeHeHuMs1, SIBASIKOLLMNXCSI OObEKTOM 3AKYIMKWN  AASI
obecneyeHus roOCyAQpPCTBEHHbIX N MYHWUMTTAAbHbBIX HY KA, B
AOKYMEeHTAUNN @) 3AKYrKke NEeKAPCTBEHHbIX neenaparton nen
ocyuweCTtBAeHNN TAKUX.

CoranacHo 4.2 lloctaHoBAeHMs 1380 npuv ONMUCAHUKM B AOKYMEHTALMM O
3AKYNKE 3AKA3YMKM MOMUMO CBEAEHUN, MPEAYCMOTPEHHbBIX MYHKTOM 6
yactn 1 ctatbm 33 PepepaAbHOro 3aKoHa «O KOHTPAKTHOM CUCTEME B
coepe  30KynokK  TOBAPOB, pPabOT, YCAYr  AAs1  obecrnedyeHus
FOCYAQPCTBEHHBIX Y MYHULMMAABHbBIX HY>KA», YKA3bIBAKOT:

A ) AEKOPCTBEHHYIO DOPMY MNPENAPATa, BKAKOYAS B TOM _YMUCAE
OKBUBAAEHTHbIE AEKAPCTBEHHbIE DOPMbI, 30 UCKAKYEHNEM OMUCAHUS
AEKAPCTBEHHOW DOPMbl 1 €€ XAPAKTEPUCTUK, COAEPXKALLMXCS B
MHCTPYKUMGX MO MNPUMEHEHUIO  AEKAPCTBEHHbIX — MNPEnapAaToB U
YKQ3bIBAOLIMX HA KOHKPETHOrO MPOU3BOAUTEAS (HANPUMEP, ONCAHMNE
LBETA, DOPMbI, BKYCA 1 AD.);

6) AO3MPOBKY AEKAPCTBEHHONO MNPENAPATA C BO3MOYKHOCTbIO MOCTABKM
AEKQPCTBEHHOro npenapaTta B KPATHOM  AO3MNPOBKE U ABOWHOM
KOAMYeCTBE (HaNMpUMEP, NpU 3aKynke TabAeTkn ¢ pAo3mposkon 300 mr B
AOKYMEHTALMM O 3AKYMNKE YKA3bIBAETCS: 1 TABAETKA C A03mporkon 300 mr
AU 2 TABAETKM C AO03MpoBkor 150 Mr), A TAKXKE C BO3MOMKHOCTbIO
MOCTABKM AEKAPCTBEHHOro Mpenaparta B HEKPATHbIX 3SKBUBAAEHTHbIX
AO3NPOBKAX, MO3BOASIOLWLNX AOCTUYb OAMHAKOBOIro TEepANeBTUNYECKOro
adpPeKTA (HaNpUMeP, GAAKOHbI 2,5 MI, AKX 3 MT, AU 3,5 Mr), AONYCKAETCS
YKQA3AHME KOHLEHTPALUN AEKAPCTBEHHOIO NPEnApaATa 6e3 YCTAHOBAEHMS
KPATHOCTW;

B) OCTATOYHbIA  CPOK TFOAHOCTU  AEKAPCTBEHHOro  npenapaTaq,
BbIPOYKEHHbBI B €ANHMLIOX N3MEPEHUS BpeEMEHN (Hanpumep, "He paHee |
aHapst 2020 r." MAM 'He MeHee 12 mMecsueB C AQTbl 3AKAKOHEHUS
KOHTPAKTA" 1 AP.).

B cooteetctBUM C 4.5 [ocTaHoBAeHMsa Ne1380 mpum onmcanum obbekTa
30KYMKM  HE  AOMYCKOAETCSI  YKA3bIBATb: UHbIE  XAPAKTEPUCTUKU
AEKAPCTBEHHDBIX MPENAPATOBR, COAEPMKALLUMECST B MHCTPYKUMUSIX MO
MOPUMEHEHNIO  AEKAPCTBEHHbIX  MNPEnApATOB,  YKA3bIBAKOWME  HA
KOHKPETHOrO NPON3BOANTEASI ACKAQPCTBEHHOIO Mpenapara.

OAHOKO, B COOTBETCTBMM C 4.6 [locTtaHoBAeHMst Ne1380 onumcaHme
OObEKTA 3AKYMNKM MOXKET COAEPMKATb YKA3AHME HA XAPAKTEPWUCTUKM,



NPEAYCMOTPEHHbIE MOAMNYHKTAMKW "B" - "M" NyHKTA 5 HACTOSLEro
AOKYMEHTQ, B CAy4Yde, €CAU HE UMEETCS! MHOW BO3MOMHOCTV OMUCATb
AEKAPCTBEHHbIE MPENAPAThI. [PU 3TOM AOKYMEHTALMS O 3AKYNKE AOAXKHA
COAEPKATD:

a) OBOCHOBAHME HEOBXOAMMOCTU YKA3AHMS TAKUX XOAPAKTEPUCTUK;

6) MOKA3ATEAM, MO3BOASIOLLME OMPEAEAUTb COOTBETCTBME 3AKYNAEMbIX
AEKAPCTBEHHBIX MPENAPATOB YCTAHOBAEHHBIM  XAPAKTEPUCTUKAM U
MQAKCUMOAbBHbIE U (MAMN) MUHUMOABHBIE 3HOYEHUST TAKMX MOKA3ATEAEN, A
TAKYKE 3HAYEHMS MOKABATEAEN, KOTOPLIE HE MOTYT U3MEHSTLCS.

AOKYMEHTALMS SAEKTPOHHOIO AYKLIMOHO COAEPIKUT Pasaen 2 «OnmcaHme
OObeKTA  30KYMKU», A€  30KO34YMKOM YCTOHOBAEHbI  CAEAYIOLLME
XAPAKTEPUCTVKN TOBAPJ, B YOCTHOCTMU:

CornacHo [loctaHoeAeHMio Nel380 ot 11.11.2017 TlpaBuTeAbcTBA
Poccunckon ®eapepaumm «O6 0COBEHHOCTSIX OMMCAHNS AEKAPCTBEHHDIX
NPEenAPATOBR AASI MEAMLMHCKOrO MPUMEHEHUS, SIBASIOLLMXCST OBbEKTOM
3AKYMKN AASI FOCYAQPRCTBEHHbBIX M MYHULMMOABHBIX HY>KA», B COOTBETCTBUM
C n.6) (NOANYHKTbI «Q», «O») MOCTAHOBAEHMS, 3AKA3YMK OOOCHOBLIBAET U
YKQ3bIBAET TPeboBAHMS K OObEeKTY 3AKYMKU: 3aKA34YMKOM OrpeASAEHbI
roKQ3QTEAM, T[O3BOASIOLUME  OMPEAE\MTb  COOTBETCTBME  3AKYNAEMbIX
rpPenaparoB YCTAHOB AEHHbBIM XAPAKTEPUCTNKAM M MAKCUMAAbHbIE 1 (MAU)
MUHVMQABHbBIE — 3HQYEHWST TAKMX [OKA3ATEAEN, Q TAKXKE 3HQUYEHWMS
roKQ3arenev, KoTopble HEe MOryT WM3MEHSITbCSl, COrAQCHO WHQOPMALMN,
YKQ3QHHOM B UWHCTOYKUMM MO  MEAMUMHCKOMY TMPOUMEHEHUIO OOBbEeKTa
3QKYriKu.

B QyKLMOHHOM AOKYMEHTALMN YKA3AHO:

*

/\EKOPCTBEHHbIVI  Mpernapar, BKAKOYEH B MEPEeYeHb  XKM3HEHHO
HEOBXOAMNMbIX V1 BADKHENLLINX NAEKAQPCTBEHHbIX (AQ/HET)

* %

[on orimcaHmmn MHOIOKOMITOHEHTHbIX ( KOM6MHVIDOB QHHbIX)
NeKAPCIBEeHHbIX riperiaparos, rnoeACtaB /ASIKoLLNX cobovi KoMbuHaumo 2
nm boree akTMBHbIX BeLLEeCTB (TO €CTb QKTMBHbBIX BELLIECTB, BXOASLLMX B
COCTaB KOM6MHVIDOB AQHHOro NeKapCciBeHHOro riperiagpara 4



30PEerncToNPOBAHHbIX B COCTOBE OAHOKOMMOHEHTHbIX ASKQPCTBEHHbIX
rpenaparoB), d TAKXKe HABOPOB 3APErNCTOMPOBAHHbBIX AEKAPCTBEHHbIX
rnpenaparoB - AOMNKHO ObiTb  YKA3AHME HQ BO3MOXHOCTb [MOCTABKM
O.AHOKOMIMOHEHTHbIX AEKQPCTBEHHbIX MOernaparos.

***YkQ3bIBAETCS1 AO3INPOBKA NAEKQPCTBEHHOIO MPENAPATA C BO3MOXHOCTb IO
MNOCTABKM AEKQPCTBEHHOIrO Mpernapara B KPATHOM AO3VNPOBKE M ABOVIHOM
KoA4ecTBe (HarnpuvMep, rpv 3akyrke tabaetkmn ¢ a03uposkovi 300 mr
ykasbisaercsi: 1 tabaerka 300 mr mam 2 tabaerkm 1560 Mr, a 1akxke B
HEKPQTHbIX ~ 9KBUBAAEHTHbIX  AO3MPOBKAX,  MO3BOASIOLUMX  AOCTUYb
OAMHAKOBOIro TepareBmyeckoro aQQekra (HarnpumMep, 2,5 Mr uan 3 Mr nuam
3,5 mr)

B cAywdae, ecMmmM HE  UMEETCsT  MHOVIT  BO3MOXHOCTW  OnCATb
NEKQPCTBEHHbIE rpenaparsl, yKQ3QHMe WIHbBIX XQPAKTEPUCTVK
AEKQPCTBEHHOro  npenaparQ, coAepXalmecst B MHCTPYKUMSIX 10
MOVIMEHEHNIO NEKQPCTBEHHbIX MPENAPATOB, B ONMMCAHMM 0OBEKTA 3AKYIKU
AONKHO COAEPXATLCSI:

- 0bOCHOBAOHME HEOBXOAMMOCT YKA3QHMST TAKUX XAPAKTEPUCTMK, 3Q
NCKAKOYEHNEM, AEKQPCTBEHHOM @QOPMbI  'PACTBOL ANST VHQY3UW', HA
OCHOBQHWW ryHKTA B), Y. 4 [loctaHoB reruist [pasutensctsa or 15.11.2017 Ne
1380.

- rokasaresn, Trio3BO/siioLMEe Ooripese\mib COOoTBerCiBne 3AaKyriaembiX
NeKAPCIBeHHbIX  riperiaparoB  YCTQHOBAEHHbIM — XAPAKTepUCiMkKaM  n
MOKCUMAAbHbIE N (MAN) MUHUMOABHbBIE 3HAYEHWST TAKMX Moka3areAev, d
TAKXXKEe 3HQYEeHWs MOKA3Aarenev, KOTopble HE MOryT N3MEHSITb CSl.

**¥xToebyercs npenapar B YKA3AHHOW AO3MPOBKE C YKA3AQHHbIM OOBbEMOM
HaroAHeHus1 nepsBuyHovi yriakoBkn (100 ma) OBOCHOBAHUE! OTAEAbHBIM

NAUMEHTaM AN MPOBEAEHWVSI KT MCCAEAOBAHWSI C KOHTPACTOM HEOBXO AMMO
BBECTV BHYTPUBEHHO OGOAOCHO (M3 pacdera 1,5 MA/1 Kr MACCbl TeAQ).
BBuAy TOro, uro 3aMeHaQ QPAQKOHQ MpPENnapara BO BPEMST MCCAEAOBQAHWMS
HEBO3MOXHQ, Tpebyercst 3aKyrnka HEMOHHOrO KOHTPACTHOrO CPEeACTBA C
MHH - Vlorioomua, ¢ koHLUeHTpaumer vioaa 370 Mr/MA BO @AakoHAx o 100
MA.

Toebyercs npenapar B YKA3AHHOV AO3MPOBKE C YKA3AHHbIM OO6BbEMOM
HAMoOAHEeHWs1 nepBuyHovt  yrnakoBkn (50 mn)  OOBOCHOBAOHME:  ANST
nposeasecHvst KT MCCAeAOBAHMSI C KOHTPACTOM MAUMEHTY HEOBXOAMMO
BBECTM BHYTOMBEHHO BGOAKOCHO PACTBOP M3 pacyéra 1,5 MA/1 Kr MQCChI
Tenq. BBuay TOro, 4yro 3aMeHa QAQKOHQ rpernapara  BO BPEMS



MCCAEAOBQAHWVSI HEBO3MOXHQA, TPEbyeTcst 3aKyrnkaQ HENMOHHOrO KOHTDACTHOIo
cpeactBa ¢ MHH - Vonpomuas ¢ koHueHToaumen vioasa 370 Mr/MA BO
PAAKOHAX 1o 50 MA.

Toebyercs npenapar B YKA3AHHOV AO3MPOBKE C YKA3AHHbIM OOBEMOM
HAMoOAHeHWs1 nepBuyHovt  yrnakoBkn (20 mn)  OOOCHOBAOHME:  ANST
nposeaecHvst KT MCCAeAOBAHMSI C KOHTPACTOM MAUMEHTY HEOBXOAMMO
BBECTM BHYTOMBEHHO BGOAKOCHO PACTBOP M3 pacyéra 1,5 MA/1 Kr MQCChbI
Tend. BBuay TOro, 4ro 3aMeHa QPAAKOHQ rpernapara  BO  BPEMS
NCCAEAOBAHMSI HEBO3MOXXHA, ToEBYETCST 3aKYrKAQ HEVIOHHOIO KOHTOACTHOrO
cpeaciBa ¢ MHH - Vonpomuas ¢ koHueHtpaumen vioasa 300 Mr/mMA BO
PAAKOHAX 1o 20 MA.

BbiBeAeHME MOMOOMUAQ Yepe3 MOYKM, YKA3AHHOE B WHCTOYKUMM 1O
MEANLIMHCKOMY MOUMEHEHMIO UMMEET MPUVHLMMMAABHOE 3HAQYEHWNEe AN
OMPEASNEHMS BPEMEHM MOBTOPHOIO BBEAEHWMSI KOHTDACTHOrO CPEACTBA B
TeYSHUN OAHMX CYTOK MV BO3HUKLLIEN KAMHUYECKOM HEeObXOAMMOCTU,
YMEHbLLUEHMST PUCKA AEKQPCTBEHHbIX B3AMMOASVCTBUM U YMEHbLLEHWMS
PUCKA CEPASYHO-COCY AMNCTIX OCAOXKHEHN

O60pOT AEKAPCTBEHHbIX CPEACTB HA Tepputopum Poccurmncikom
Pepepaunn peryampyetcs PepepanbHbiM 3aKoHOM OT 12.04.2010 Ne 61-
O3 «O6 o0bpalleHN AEKAPCTBEHHbBIX CPeAcTB» (Aanee — 3akoH 06
OBpPALLEHNN AEKAPCTBEHHbBIX CPEACTB), COTAQCHO M. 16 CT. 4 KOTOPOro
MEMAYHOPOAHOE HEMNATEHTOBAHHOE HAMMEHOBAHME AEKAPCTBEHHOIO
CpeACTBA aTO HAVMEHOBAHME AEVCTBYIOLLLErO BELlEeCTBA
DAPMALEBTUYECKON  CYDCTOHUMW,  PEKOMEHAOBOHHOE  BcemupHom
OPraHn3aUmMen 3APABOOXPAHeEHUST (BO3).

COrAQCHO CBEAEHUSIM TOCYAQPCTBEHHOIO PEECTPA AEKAPCTBEHHbIX
cpeacTe (http://grls.rosminzdrav.ru/) nNo AeKQPCTBEHHOMY MPEnaApPATy
(MHH Vonpomua) ¢ A03MpoBKkon 370 M MOAQ/ MA, COOTBETCTBYIOLLEMY
TpeboBAHUIM «OMUCAHNS OBbEKTA 3AKYMKN» AYKLMNOHHOW AOKYMEHTALMN,

N3 nosiICHEHNM MPEACTABUTEAEN 3AKA3MUKA CAEAYET, YTO YKA3AHHbIE
TPebOBAHUST AAST 3AKA3YMKA K  QYHKUMOHOABHBIM  XOPAKTEPUCTUKOM
TOBAPA YCTAHABAMBAKOTCSI B COOTBETCTBMM C MOTPEDBHOCTIMU 30KA3YMKA
obecneynTb MAKCUMOAbHYKO 6e30MACHOCTb AAS MALMEHTOB BO BPEMS
nposepeHus KT NCCAEAOBOHNN,

YKQ3aHHOEe TpeboBaHME: «NPenapaAT AOAXKEH BBIAEASTLCS MOYKAMKM Yepes
12 yacoB He MeHee 93% OT BBEAEHHOWM AO3bl» AAS 3AKA3YMNKA SIBASIKOTCSI
CYLLECTBEHHbIMW, MOCKOAbKY YCTOHOBAMBAIOTCS C LEAbIO obecnedyeHus



6e30MaCHOCTM MAUMEHTOB B npouecce MnpoBEAEHNST NCCAEAOBAHUN.
Bpoems BbIBEAEHUST AEKAPCTBEHHOIO MPEnApPATA 4Yepe3 MoYkM, MMeeT
MENHUNTIMAOAbHOE 3HAYEHNE AN

¢ YMEHbLLUEHNST PUCKA AEKAPCTBEHHbLIX B3ANMOAENCTBUN,
® CHMYKEHUS PUCKA CEPAEYHO- COCYAUNCTBIX OCAOYKHEHNN,

e ONPEAENEHNS BOEMEHM MOBTOPHOINO BBEAEHUS KOHTPACTHONO CPEACTBA
B TEYEHMM OAHUMX CYTOK (4eped 12 4yacoB NMOCAE MEPBOro BBEAEHMS) NPU
BO3HUNKLLEN KAMHNYECKOM HEODXOAMMOCTH.

MOSTOMY B UHCTPYKUMSIX HO BCe npenapatsl ¢ MHH Monpomua ecTb
CNeunaAbHble YKA3AHME MO BPEMEHN BbIBEAEHWS BBEAEHHOM AO03bl, TOK B
NMHCTPYKUMU HO AEKOPCTBEHHbIM npenapaTt TH Monpommna Npor3BoACTBA
«HoranekPapmMacbloTUKAACTIBT. ATA. UHAMS yKO3OHO: 92% BBEAEHHOW
AO3bl BBIBOAUTCSI Yepes 24 yaca.

TpeboBaHME 3AKA3UYMKA MO BPEMEHW BbIBEAEHUS Yepe3 MOYKM O4YeHb
BODKHO, TAK KOK KOMMbIOTEPHAS TOMOrpadust 4YACTO MPOBOAUTCS
OCAQBOAEHHBIM MALMEHTAM, B TOM 4YWMCAE C TSPKEAOM XUPYPIrnYeCKOow
NOTOAOTUEN, TSHKEABIMU CAYTOMMMYHHBIMU 3000AEBOHUSIMW. B CBS3M C
STUM, YOCTO BCTPEYAOTCSl HEPPOMNATUM, TOKCUYECKUNE UIMEHEHUSsT B
NeYeHn, KAIPANOTOKCUYHOCTb, M3MEHEHUST PEOAOTMYECKNX CBONCTB KPOBMU,
M3MEHEHWS CTEHOK COCYAOB.

3T0 TPEebOBAHME OYEHb BAXKHO U MPU BBIMOAHEHUN KOPOHAPOrPAPUN —
NCCAEAOBOHUMN, YACTO TMPUBOASILLLEMCST OCAADAEHHBIM MAUMEHTAM, C
TSDKEAOW  CEPAEYHO-COCYAUCTOM MNATOAOTMEN B  QAHAMHE3Ee, TAKUX
naunMeHToB B AedyebHoM yupexxkaeHun 80-90 %. BHyTpucocyancToe
BBEAEHNE PEHTTEHOKOHTPACTHbLIX CPEACTB MOXKET BbI3bIBATb OTEK AETKUX Y
MNAUNEHTOB C CEPAEYHOM HEAOCTATOYHOCTbIO.

KpomMe TOro, B CepAEYHO-COCYAUCTOMN XMPYPINnN AAST ANAMHOCTUKU
TPOMBO3A YCTAHOBAEHHBIX KOPOHOPHbBIX CTEHTOB UAU LLYHTOB HEOBXOAMMO
HEOTAOXHOE BBEAEHME MOBTOPHbLIX AO03 MNPENAPATA, B TAKMX CUTYALMSIX
KPpAMHE BAXKHOM XAPAKTEPUCTUMKOW MPENAPATA SIBASIETCST CKOPOCTb €ro
BbIBEAEHWST M3 KPOBOTOKA. Y MNALUMEHTOB C TSHPKEABIMU 30DOAEBAHKSIMU
cepALQ NAN BbIPAYKEHHBIM MOPAYKEHNEM KOPOHAPHbBIX ApTEepuiA NOBbILLEH
PUCK PA3BUTUS KAMHUYECKN 3HAYUMMBIX U3MEHEHUNA TeMOAMHAMUKN U
APUTMUMN.

NcenepoBaHVS KT U MIHTEPBEHLMOHHAST AHMMOrpadrs MOTYT MPOBOAUTHCS
HEOAHOKPATHO AASl YTOYHEHMSI COCYAUCTOW MATOAOMMM, B HEKOTOPbIX
CAYYOSIX BO3HUKAET HEOOXOAMMOCTb MPOBECTU MOBTOPHOE MCCAEAOBOHUNE



B Te4HeHMne OAHNX CYTOK ANASI BbI60pCI AeYEDOHOM TAKTUKMN.

3AKA34YMIK, SIBASSICH AEYEDBHBIM YYPEKAEHNEM, OKA3bIBAET MEAULMHCKYIO
MOMOLLb TPOPKAOHAM, B COOTBETCTBMM CO CXEMAMU AEYEHUsT U
KOHKPETHBIMW AEKAPCTBEHHBIMU MPENAPATAMU, HA3HAYEHHBIMM BPAYAMMU,
COrAQcCHO 4. 2 cT. 98 PepepanbHOro 3akoHa o1 21 Hosibps 2011 r. Ne 323-
O3 «O6 OCHOBOX OXPAHbl 3A0POBbSI FPCAKAGH B Poccmmckown
Peaepauny, MEAUNLVHCKME OPraHM3ALnM, MEAUNLMHCKME PABOTHUKL W
dapmMaueBTUYECKME PADBOTHUKM HECYT OTBETCTBEHHOCTb B COOTBETCTBUM
C 30KOHOAOTEABCTBOM Poccumckom Peaepaumn 3a HApyLLeHMe npaB B
chepe OXPAHbl 3A0PO0BbBSI, MPUYMHEHMNE BPEAO YKN3HU 1 (MAK) 3AO0POBBIO
NPU OKA3AHUU MPAYKAQHAM MEANLIVIHCKOW MOMOLLA.

PAPMAKOKMHETMKA AOBOro MHBbEKUMOHHOIO AEKQPCTBEHHOIO
npenapaTa, BBOAMMOIrO NAUMEHTY, B TOM YNCAE, MPUMEHSIEMOro TOAbKO B
ANOTHOCTUYECKMX LEASIX, HEMOCPEACTBEHHO BAMSIET HA 6E30MACHOCTb
MPOBEAEHMST AMArHOCTUYECKOIO MCCAEAOBAHUSI. [TPUCTAABHOE BHMAHME
K  DAPMAKOKMHETMKE  MNPENAPATA  CBSI3AOHO C  BO3MOXXHOCTbIO
BO3HUKHOBEHMSI HEPPOTOKCUYECKOro aQdeKTd BCASACTBME MPSIMOro
TOKCMYHOIO BAUSIHNSI HO KAETKM MOYEYHbIX KAHAABLEB N PA3BUTUS NLLIEMMNIN
MO3rOBOrO BELLECTBA MNOYEK, MOSTOMY OYEBUAHO, YHTO OAPMAKOKMHETUKA
NPenapaTa BAUSIET HAO 6€30MACHOCTb MAUMEHTA, YBEAUYEHNE BPEMEHU
BbIBEAEHWMSI KOHTPACTHOrO MpenapaTta - 3TO AOMOAHUTEAbHBIN  PUCK
BO3HMKHOBEHWSI KOHTPACT MHAYUMPOBAHHOM HedponaTtum (KUH), noatomy
B TEXHMYECKOM 3AAQHUMN YKOA3AH KPAMHE BAMHbLIM MAPAMETP C TOYKMU
3pEHNS 6E30MNACHOCTM NALUMEHTAO- YeM BbICTpee NPenAPAT BbIBOAUTCS U3
OPraHn3mMa, TEM MEHbLLUE PUCKOB, CBSI3AHHBIX C BBEAEHMEM MpenapaTa
NAUNEHTY.

TpeboraHMe K pPeHTreHKoHTpacTHOMY J1C, YKO3AHHOE B QYKLMOHHOMN
AOKYMEHTALUMM HE  MOXET PACCMATPUMBATLCST KAK  MNOAOXKEHME,
NPVBOASILLEE K  OFPAHUYEHMIO, HEAOMYLLEHUIO UAM  YCTPAHEHUIO
KOHKYPEHLNN MPU  MPOBEAEHUM TOProB. /AEKAPCTBEHHOE CPEACTBO
NonpoMua ACQHHOM AEKOPCTBEHHOM GOPMbl M AO3MPOBKU B PA3AUYHBIX
DOPMAX  YMNAKOBKM,  3ATPEOOBOHHOE  3AKA3YMKOM, HOAXOASTCS B
ceBobopHOM obopoTte Ha Tepputopun PO, Aoboe topuandeckoe AULO,
COOTBETCTBYIOLLEE TPEBOBAHMSM 3QKOHOAQTEABCTBA, MOXKET
OCYLLECTBUTb MOCTABKY TAKOWM MPOAYKUMN. KOAMYECTBO TAKMX YHOACTHUKOB
HE OrPAHUNYEHO.

CoOrAaCHO TPeboBAHUSIM «OMUCAHMIO OOBEKTA  3AKYMKW»  AYKLVIOHHOW
AOKYMEHTALUM COOTBETCTBYET MUHUMYM TPU TOPrOBbIX HOMMEHOBAHMS
AEKAPCTBEHHBIX MPENAPATOB



B rOCyAQPCTBEHHOM peecTpe AEKAPCTBEHHbIX CPeACTB
3APEMMCTPUPOBAHO 4 TOProBblX  HOMMEHOBAHW  AEKAPCTBEHHbIX
npenapartoe ¢ MHH «/onpommna» pACTBOP AAS HbeEKUMIA 370MI MOAQ/MA:

- Nonpomua- TA, PaACTBOP  AASI MHbekuMM, npoussoanTens OOO
«TeXHOAOIMST AEeKQPCTB», Poccus, PerncTpaumMoOHHbIN HOMep <..> All-
004328;

- Nonpomuna- TA, PACTBOP  AASI MHbekuuMr, npoussoanTeans OOO
«Mocopapm», Poccust, permCTpaumoHHbIM Homep <...> AlN-003110;

- onpomua- TA, pAcTBOP AAS MHbEKLM, NponasoanTerb OO0 «AKOATC
2Kcnonm», Poccus, permMcTpaumoHHbii Homep <...> AlN-002892;

- YAbTPOBUCT, Monpomuma, PACTBOP AAS UHBbEKUMI, MPOU3BOANTEAD
«bavep LLepuHr®apma Al», FepMaHus, PErmMcTPALMOHHBIN HOMEP <...> [1
N002600.

Ha OCHOBAHNI BbILLEN3AOXKEHHOI O, C Y4ETOM HOANYSI B
FOCYAQPCTBEHHOM peecCTpe AeKAPCTBEeHHbIX CPEeACTB AeKAPCTBEeHHOro
cpeaAcCTBA C  MEeKAYHAPOAHbIM  HernareHToBAHHbIM + HOMMEeHOBOHNEM
|7|OI'IDOMI/IA AHAAOIMMYHBbIX AeKAPCTBEeHHbIX CPEeACTB, ONnMCaHne obbeKkTa
3AKYMKM HE NPOTUBOPEYUT MOAOYKEHNSIM 3AKOHA O KOHTPOKTHOM CUCTEME,

AencTeytollee 30KOHOAQTEABCTBO NPEAOCTOBASIET 3AKA34YUKY
BO3MOYXHOCTb OPraHM3AUMN  OMPEAEAEHUST MOCTABLLMKA MO  3AKYMKe
MMEHHO TOro TOBAPA, KOTOPbLIN SBASETCST AAS HErO HEOBXOAMMbBIM.
[MOAOBHBIN BBIBOA COFAQCYETCSI C OnpeAeAeHnem BepxosHoro Cyad
Poccumckon Qepepaumm ot 04.05.2017 no aeny Ne A08-1545/2016,
NOCTAHOBAEHEM (PepAEpPAABHOTO APBUTPAXKHOTO CyAQ  YPOAABCKOro
okpyra ot 24.11.2011 Ne ®09-7616/11, pelieHmem ApOUTPAKHOIrO CyAd
KpacHoaapckoro kpas ot 21.08.2015 no aeAay Ne A32-23367/2015 wm
PSIAOM NHbIX OKTOB.

Kak caeayeT u©3  onpeapeneHnst BepxosHoro Cyaa  PocCUMMCKOW
Peaepaumm ot 04.05.2017 «...OCHOBOMN 30AQ4YEN HOPM, COAEPIKALLMXCS B
30KOHE O KOHTPAKTHOW CUCTEME, SIBASETCSI HE CTOAbKO obecnedyeHune
MOKCUMOABHO LUMPOKOrO KPYra YyY4ACTHUKOB OMNPEAEAEHMST MOCTABLLMKA
(MOAPSIAYMKA, NCTIOAHUTEAST), CKOAbKO BbISIBAEHME B PE3YALTATE TAKOro
onpeAeneHnst AMLA, UCMOAHEHME KOHTPAKTA KOTOPbIM B HAMOOAbLLEW
CTeneHn YAOBAETBOPUT NOTPEBHOCTM 3AKA3UYMKA B HEOOXOAMMOM TOBAPE,
paboTe, YCAYre...»,

Takmm o0b6pa3oM, TexHU4Yeckue, OYHKUMOHAAbHBIE XAPAKTEPUCTUKN W
NHble TPEbOBAHMS, YCTAHOBAEHHBIE 3AKA3YMKOM K MPEAMETY 3AKYMKU U



3APUKCUPOBAHHBIE B OMUCOHMM  OBBbEKTA  3AKYMNKKM,  AYKLMOHHOMN
AOKYMEHTALUUN, HAMPABAEHbI HO MAKCUMMOABbHOE YAOBAETBOPEHNE HYMKA
(noTpebHocTen) 3akasdmka. [lpn 3ToM, B MOAHOM COOTBETCTBUMN C
AENCTBYHIOLLM 30KOHOAQTEABCTBOM, TEXH4YecKkme TpeboBaAHUS
COOPMYAMPOBAHBI TAKMM OBPA30M, YTODBbI UCKAKOUYUTD HEOBOCHOBAHHbBIE
OrPAHNYEHUS KOHKYPEHLNN.

3AKOH O KOHTPAKTHOM CUCTEME AOMYCKAET YCTAOHOBAEHNE B AYKLMOHHOW
AOKYMEHTALMN TAKMX TPEOOBAHMN, KOTOPbLIE SIBASKOTCS CYLLECTBEHHBIMM
AAS 3OKA34YMKA.

Komuccus, pykoBoACTBYSsICb 4.1, 4.4 CT.105 n HO OCHOBAHUN 4.15 CT.99, 4.8
cT.106 ®epepanbHoro 3akoHa ot 05.04.2013 Ne 44-O3 «O KOHTPAKTHOMN
CUCTEME B COEepe 3AKYMNOK TOBAPOB, PABOT, YCAYr AAga obecnedeHus
FOCYAQPCTBEHHDBIX 1 MYHULMMAABHbBIX HYYKAY,

PELLUNAA:

1. MpunaHaTtb >kanoby OOO «TA «BUAA» HEOBOCHOBAHHOMN.,

2. OTMEHUTb MPUOCTAHOBAEHME OMPEeAEAEHNE MOCTABLLMKA
(MOAPSIAYMKA, WCTIOAHUTEAS) B YACTU MOAMMCOHUS  KOHTPAKTA
(n3peLleHne Ne 0318300529720000025).

HacTosiee PelneHne MOXKET BOblTb OOMAAOBAHO B CYAEOHOM MOPSIAKE B
TEYEHVE TPEX MECSILER C AQTbI €ro MPUHSITUSI.



