PELLIEHW/E Ne 08-01-420
16 aerycTa 2018 roaa r. Hosocubupck

Komuccus YnpasaeHusi PepepanbHOM AHTUMOHOMOABHOW CAYKObI Mo HoBOCUMBUPCKON OBAACTM MO KOHTPOAKD B
coepe 3akyrnok (Komuccums Hosocrnbupcrkoro YOAC Poccum) B cocTaee:
- 30M. PYKOBOAMTEAS YIPABAEHMSI, MPeACeAaTEAb Komuccuy;

- TAQBHbBIN CNELMAAUCT-OKCNEPRT OTAEAQ KOHTPOAS 3AKYMNOK, YAEH KoMmnccum;
- CMEeUNOANCT-3KCNEPT OTAEAQ KOHTPOAS 3AKYMOK, YAEH KoMmuccum;

B MPUCYTCTBUV NpeACTaBUTEAEN 3AKA34YMKA — TBY3 HC O «fopoACKAs KAMHYECKAS BOABHULA Ne 11» -

NPEACTABUTEAN MOAQTEAS YKAAOBH — OO0 «TOPIOBbLI AOM «BUAA» Ha 3aceadHMe Komuccum HoBocHBUPCKOro
YOAC Poccu He SBUANCD, MOACTEAD XKOAODBI YBEAOMAEH HOAAEXKALLMM OBPA3OM,

paccmoTpeB xanoby OO0 «TOPIOBbIN AOM «BUAA» Ha aencTeust TBY3 HCO «KB Ne 11» mpu npoBeaeHWM
9AEKTPOHHOro  aykumoHa Ne0351300052618000240 NOCTARKY AEKAPCTBEHHbBIX MPENAPATOB AAST MEAVLUMHCKOro
nEUYMeHeHUs1 MeXXAYHOPOAHOE HEMATEHTOBOHHOE WAM  TPYMMNMPOBOYHOE WAM  XUMWYECKOE HAMMEHOBAHME:!
LledonepaszoH+(Cyabbaktam),  LUunpodAokcaumH,  AOKCUUMKAMH,  MeponeHem,  BOHKOMWUMH,  HOYOABHQOSI
(MOKCVMOABHAS) LIeHA KOHTPAKTA 980545 pybaen,

YCTAHOBUAA:

B Hosocubupckoe YOAC Poccum obpatmaock OO0 «TOPTOBbIN AOM «BUAA» ¢ sxano6om Ha aencTeums TBY3 HCO
«KB Ne 11» npy NPOBEAEHUMN DAEKTPOHHOrO aykumoHa Ne0351300052618000240 NOCTABKY AEKOPCTBEHHbIX
NPEenapaTos AASl MEAMUMHCKOrO MPUMEHEHUsT MeXAYHOPOAHOE HEMATEHTOBOHHOE WAU TPYMNUPOBOYHOE  UAM
XMMM4ecKkoe HaumMeHoBaHue: LedonepasoH+(Cyabbaktam), LnnpodAokcaumH, AOKCULMKAMH, MeponeHew,
BaHkomMumLmH.

CyTb »aro6b OO0 «TOPIOBbI AOM «BUAA» CBOAUTCS K CASAYIOLLIEMY.

OO0 «TOPIOBbI AOM «BUAA» CUMTAET, YTO AYKLMOHHOSI AOKYMEHTALMSI HE COOTBETCTBYET TPEBOBAHMSIM 30KOHO O
KOHTPAKTHOM CUCTEME, A TaKKe TpeboBaAHKMSIM MocTaHoBAEHWS MpaemTeAbcTea PO Ne1380.

Mo nosmumm Nel yCTAHOBAEHO TPebOOBOHME K AO3MPOBKE AEKAPCTBEHHOro npenapara MHH LledponepasoH+
(Cynbbaktam) 250 mr+250 mr.

O60CHOBAHME MOTPEBHOCTU XAPAKTEPUCTUK TOBAPA, COrAACHO M. 6 MNocTaHoeAeHMs MNpaeuteabcTsa PO Ne1380 oT 15
HOS16Ps12017r., HE COAEPMKMUTCS.

Mo nosvumm Nel BO3MOMXHOCTb MOCTABKM B KOATHbIX n/mMAn B HeKPATHbIX 2KBMBAAEHTHbBIX AO3NPOBKAX, MO3BOASIOLLLNX
AOCTNYb OAMHAKOBOIO TEPANEBTUNHECKOIro 3QPEKTA B AOKYMEHTALMN SAEKTPOHHOIO AYKLUMOHA OTCYTCTBYET.

Mo MHEHUIO MOAQTEAS YKAAOGHI, N.N.6) N. 2 MNMocTaHoBAeHUs MpaeuteabcTBa PO oT 15 Hos6ps 2017 roaa Ne 1380
YKQO3bIBOET HA BO3MOYXHOCTb MOCTOBKM AEKOPCTBEHHBIX MPEMNAPATOB B HEKPATHbIX 3KBUBOAEHTHBIX AO3VPOBKAX,
MO3BOASIOLLMX AOCTUYb OAMHAKOBOIO TEPANEBTUMECKOrO 3PPEKTA. AAS MPUrOTOBAEHMSI PACTBOPA AAS BHYTPVBEHHOIO
M BHYTOUMbBILLEYHOrO BBEASHUST B Ao3mpoekax 0.25r+0.25r; 0,5r+0,5r; 0,75r+0,75r; 1r+1r; 1.5r+1.5r, npu
COOTBETCTBYIOLLEM PEXKMME AOINPOBAHMSI AOAYKHBI MPU3HOBATLC S B3AVMO3AMEHSIEMbBIMU,

Mo MHEHMIO MOAQTEAS XKAAODHI, TPEOOBAHME K MOCTOBKE OMPEAEAEHHOM AO3MPOBKM AEKOAPCTBEHHOMO MPEenapaTa
HEeOOBEKTUBHO, ONMCAHNE OOBEKTA 3AKYMNKM He cooTBeTCTRyeT NN, 1,6 4.1 CT. 33 O3 Ned4-03,

Ha OCHOBOHMM BBILLEN3AOXKEHHOIO, MOAQTEAL YKAAODHI MPOCUT BbIAQTE MPEANUCOHME OB YCTPAHEHUN HOPYLLEHWN
3AKOHOAQTEABCTBA O KOHTPOKTHOW CUCTEME B ChEepe 3AKYMNOK.

Ha AQHHYIO XAA0BY OT 3AKA3UKA MOCTYIMAM MNOSICHEHWSI CAEAYIOLLIErO COASPXKAHYEL.

3aKA34YMK MOSICHUA, AO3UPOBKA AeKkapcTBeHHoro npenapatra MHH LedonepasoH+(CyAbOaKTaM) MOPOLLIOK AAS
MPUrOTOBAEHMSI PACTBOPA AASl BHYTPVBEHHOIO U BHYTPUMBILLEYHOTO BBEAEHUS, 250 mMr+250 Mr, 0ByCAOBAEHHQS
NOTPEBHOCTBHIO 3AKA3YMKA B HEW, SIBASIETC S MUHUMOABHOM, KPATHOM AO3MPOBKM, COFAQCHO AQHHBIM FOCYAQPCTBEHHOMO
peecTpa AEKAPCTBEHHbBIX CPEACTB, HE 30PErMCTPUPOBAHO.

MOCTOBKA AEKAPCTBEHHOMO MPEMNAPATA B HEKPOTHBIX AO3MPOBKOX 6€3 YCTAOHOBAEHMST ABOMHOIO KOAMMECTBA TAIKXKE
HEBO3MOYKHA, MOCKOAbKY 3QKYNMKA B ACQHHOM CAydYae OyAeT SBASTbCSI HESDODEKTMBHOW, TOK KAK MNPVBEAET K
AOMOAHUTEABHOMY POCXOAOBCHMIO CPEACTE OIOAXKETHOW OPraHM3aUMM, O WMMEHHO: BO-NMEPBbIX, OCTOBLLUEECS
KOAMHECTBO AEKAPCTBEHHOIO NPENAPATA, HE MOAAEXKNT AOABHENLLEMY MCMOAB3OBAHMIO, TAK KAK B CAYHOE NMOCTOBOK
AEKOPCTBEHHOro MNPenapaTa B MEPBUYHOW YMNAKOBKE (H-P (OACKOHAX) B HEKPATHbIX OOBEMAX, MPU «MPOKOAE»
NePBUYHON YNAKOBKM (H-p OAQKOHQ), HOPYLLAETCSI CTEPUABHOCTb, M OCTOBLUMNCS NPENnApAT B AQHHOM MNEePBUYHOM
YNQAKOBKE HEOBXOAMMO BYAET 3AKA3YMKY YHUHTOXKUTb OCOBOM MOpPSIAKE Yepes CNeLNAAV3MPOBAHHYIO OPIOHN3ALMIO,



TAK KOK OTHOCUTCS K TOKCUKOAOMMHECKVM ONMACHBIM OTXOACOM, M MOAAEXKUT MPEABOPUTEABHOMY 0OE3BPEXKMBAHUIO; BO-
BTOPbIX, B CAYYOSIX HEOBXOAMMOCTU PA3BEAEHMUSI AEKOPCTBEHHOIO MPENAPATA B NMOAHOM Ob6bemMe, HeOoBXOAMMO,
4TOObI FOTOBLIN PACTBOP UMEA YCTAOHOBAEHHOW WHCTPYKUMEN HEOOXOAMMbBIN CPOK N YCAOBUSI XPOHEHMS, TAK KAK B
NPOTUBHOM CAYy4YQ€e, OCTABLUMCSI MOCAE PA3BEAEHMUST NPENAPATA PACTBOP TAKXKE HE MOXET OblTb MCMOAb3OBOH
30KA3YMKOM, U MOAAENUT OOE3BPENXKMBAHUIO W YHUYTOXKEHMIO B OCOOOM MOpsIAKE  CNEeUMAANZUPOBAHHOM
OpraHn3aumen.

OB60CHOBbIBATL HEOBXOAMMOCTb  YKA3AHWSI 3AKA3YMKOM B OMUCAHMM OBBEKTA 3AKYMKM TAKUX XOPAKTEPUCTUK
AEKOPCTBEHHOro MpPenapaTa KAK  AO3MPOBKA  3AKYNOEMOro UM  AEKOPCTBEHHOro MNpenapaTa MyHKTOM 6
MNMocTtaHoeAeHus MpasuTeabcTea PO oT 15.11.2017 N 1380 He NpeAyCMOTPEHQ.

Ha 0CHOBAHWMM BBILLEN3AOYKEHHOTO, 3AKA3HYMK MPOCUT MPU3HATb ACHHYIO YXOAOBY He 0OOCHOBAHHOW.

V3yaB npeACTaBASHHbIE MATepPMAAbI M AOBOAbI CTOPOH, Kommccus Hosocmbimpckoro YDAC Poccum npuvliad K
CAEAYIOLLIVIM BbIBOACQM.

COrAQCHO AQHHBIM FOCYAQPCTBEHHOMO PEECTPA AEKAPCTBEHHbBIX CPEACTB, AO3MPOBKA AEKAPCTBEHHOIO NPENAPATa
MHH LedonepasoH+(CyAbOaKTAM) NOPOLLIOK AAS MOUFOTOBAESHWS PACTBORA AAS BHYTPUBEHHOTO Y BHYTPUMBbILLEYHOIrO
BBEAEHWS 250Mr + 250 Mr, SIBASETCS1 MUHVMOABHOM AO3UPOBKOW, KPATHBIX AO3MPOBOK HE 30PEMMCTPUPOBAHO.
COrAQCHO BO3POPKEHMSIM  30KA3YMKA, TPEOOBAHME WMEHHO ACGHHOM AO3MPOBKM OBOYCAOBAEHO MNOTPEDBHOCTHIO
30KA34YMKA B OCYLLLECTBAEHMM Ae4eBHOro npouecca.

COrAQCHO  AQHHBIM  TOCYAQPCTBEHHOIO pPEECcTPd AEKAPCTBEHHLIX CPEACTB, ACQHHBIM MNPENAPAT B YKA3AHHOW
AO3MPOBKE BbIMYCKAETC S KAK MUHVMYM TPEMSI PA3HBIMK MPOU3BOAUTEASIMUA.

OB60CHOBLIBATE HEOBOXOAMMOCTb YKA3AHMST 3AKA3YMKOM B OMUCAHUM OOBEKTA 3AKYMNKM TOKUX XOPAKTEPUCTUK
AEKAPCTBEHHOIO MNPEnApPATa KAK AO3MPOBKA 3AKYNAEMOro AEKAPCTBEHHOro npenapara n. 6 MNoCTAHOBAEHMS
MoautenbcTea PO o1 15.11.2017 N 1380 He npeAyCMOTPEHA.

Ha ocHoBaHWM BbILLEU3AOYKEHHOTO, KoMumccmst Horocmnbupckoro YOAC POCCUM CUMTAET, YTO B AEMCTBUSIX 3AKA3YMKO
HE YCMATPUBOETCS HOPYLLEHUIA 3AKOHOAQTEALCTBA PO O KOHTPAKTHOM CUCTEME B Chepe 3aKYNoK TOBAPOB, PABOT,
YCAYT. AQHHbBIN A0BOA OOO «TOPIrOBbIV AOM «BUAA» HE OBOCHOBCH.

Mpw npoBeaeHM Ha oCHOBAHMA .1 4.15 c1.99 O3 Ned4-D3 BHENAQHOBOVI MPPOBEPKN AQHHOM 3AKYITKA, B TOM YACAE
BCew MHQOPMALUMM, PA3MELLEHHOM B € ANHOW MHPOPMALMOHHOM CUCTEME B PAMKAX AQHHOMO 3AEKTDOHHOIO QyKUMOHA,
a 1aKxKe ASVCTBMV AYKUMOHHOW KOMUCCUM PV PACCMOTPEHMM MepPBbIX M BTOPbIX YACTEV QyKUMOHHbIX 3QSIBOK,
HOpPYLLIEHWM 3QKOHOAQTEAbCTBA O KOHTPAKTHOM CUCTEME B CPepe 3AKYrnoK HE BbisIBAEHO.

PykosoacTBysicb 4.8 cT.106, N.1 4.15 cT.99 O3 Ned4-@ 3, Komuccust Hosocubumpckoro YOAC Poccum
PykoBoAcCTBysicb Y. 8 CT. 106, M. 1 4. 15 cT. 99 O3 Ne 44-03, Kommccust Hosocurbupckoro YOAC Poccim

PELLIMANA:
MpusHATL >kanoby OO0 «TOPIOBbIN AOM «BUAA» Ha aelicTems [BY3 HCO «KB Ne 11» mpu MpoBeASHNM SASKTPOHHOMO
aykuroHa — Ne0351300052618000240 NOCTARKY AEKAPCTBEHHBIX MPENAPATOB AAST MEAULVHCKOrO MNPYIMEHEHMS
Me>XKAYHOPOAHOE HEMATEHTOBAHHOE WAM FPYMMMPOBOYHOE WAM XMMMYECKOEe HaMMeHoBaHue: LledonepasoH+

(Cyabbaktam), LnnpodAokcaumH, AOKCULMKAWH, MeponeHeM, BOHKOMULMH HEOBOCHOBAHHOWM.

PeLueHme moxet 6biTb 06XXAA0BAHO B Gp6MTpO)KHbIW CYA B TedeHne Tpex MecsilieB CO AHS1 ero BblIHe CeHyisl.



