PELLIEHWE Ne 08-01-642

20 pexkabps 2018 roaa r.
Hoeocmbupck

Komuccusg YnpaeaerHnst GepaepaAbHOM AHTUMOHOMOABHOM CAYXObl MO HoBoCcMBupCcKom
OBAACTU MO KOHTPOAIKD B chepe 3akynok (Kommccunga Hosocrbupckoro YPAC Poccun) B
COCTOBE:

- 30M. PYKOBOAUTEASI  YIMPOBAEHUSI, TMPEACEAATEAD
Komuccum;

- 30M. HOYOABbHMKO OTAEAQ KOHTPOAST 3AKYMNOK, 3AM.
npeaAceAadTenst Kommccumm;

- TAQBHbIV CMELUMNAAUCT-IKCNEPT OTAEAQ KOHTPOAST 3AKYMOK,
yaeH Komumceum;

B MPUCYTCTBUM NPEACTABUTEAEN 3AKA3YMKA — TBY 3 HCO « AKBCMTI» -

NDEACTOBUTEAU MOAATEAS XKAAOBH — OO0 «TOPIOBbIN AOM «BUAA» HO 30CeAQHME
Komuccumm Hosocubupckoro YOAC Poccun He SIBUAUCH, YBEAOMAEHO HAAAEXKALLMM
obpa3zom,

paccmotpes anoby OO0 «TOPTOBbIN AOM «BUAA» Ha aenicteust [BY3 HCO
«TAKBCMTI» npy NPOBEAEHUN SAEKTPOHHOrO aykumoHa Ne0351300113618000470 Ha
NOCTABKY MPOTUBOMUKPODHbBIX AEKAPCTBEHHBIX CPEACTB, HAYOAbHAST (MAKCUMAAbHAST)
LleHa KOHTPAKTa 604094 py6.,

YCTAHOBUAA:

B Hoeocubupckoe YDOAC Poccun obpatmaocs OO0 «TOPIOBbIN AOM «BUAA» ¢
»xanobom Ha aencteug BY3 HCO «TAKBCMIMM» npu NPOBEAEHUUN SAEKTPOHHOIO
aykumoHa Ne0351300113618000470 HO MNOCTABKY MPOTUBOMUKPODOHbBIX AEKAPCTBEHHbIX
CPEACTB.

CyTb »an06b OO0 «TOPIOBbIN AOM «BUAA» CBOANTCS K CASAYIOLLEMY.

1. Mo no3viumm MHH: Ledponepa3oH+CyAbOAKTAOM B OMUCAHUK OBBEKTA  3AKYMKM
OTCYTCTBYIOT CBEAEHMSI O BO3MOMHOCTM MOCTABKM AEKAPCTBEHHOrO MPENnApaATa B
KPATHOM AO3MpPOBKe. B oTBETE HA 3AMpPOC O PA3BSICHEHNN AYKUMOHHOW AOKYMEHTALNM
3AKA3YMK COODLIMA, YTO B CAYHAE MPEAAOKEHUS YYACTHUKOM AEKAPCTBEHHOMO
NPEnapPATA B MHOM AO3MPOBKE 3ASIBKA HO Y4ACTVE By AET OTKAOHEHQ.

MO MHEHUIO MOAQTEAST YKAAODbBI, OObEM MEPBUYHOrO HAMOAHEHNS GAQKOHA HE UrpaeT
POAM, MOCKOABbKY MOCAE PA3BEAEHNS MPENAPATA €ro KOHUEHTPpAUMS By AET OAMHAKOBA,
TPeOOBAOHME K MOCTOBKE OMPEAEAEHHON AO3MPOBKM AEKAPCTBEHHOIO MNpenapaTa
HEOOBEKTUBHO, ONMMCAHME OBBEKTA 3AKYNKM HE cooTBeTCTBYET M. 1,6 4.1 CT. 33 O3 Ned4-
®3 1 OCOBEHHOCTSIM  OMMUCAHUS AEKOAPCTBEHHBIX MPEMNAPATOR AAS MEAVUMHCKOrO
NPUMEHEHMS], SBASIOLLMXCS OOBEKTOM 3AKYMKM AASI OBECNEYEHNsT TOCY AQPCTBEHHbBIX M



MYHULIMNOABHBIX  HYYKA, YTBEPXKAEHHBIM [locTaHOBAEHMEM [lpaBuTeAbcTBa PO OT
15.11.2017 N 1380.

2. B nyHkte 4 onmcaHmMs obbekTa 3AKYMKM YCTAHOBAEHbI TPEBOBAHMST K AO3MPOBKE
AekapcTeeHHoro npenapata MHH UmuneHem+LUnAacTatiH, a mmeHHo, 250 mr+250 wmr.
BO3MOYXHOCTb MOCTABKM YKA3AHHOIO MPEnapaTa B MHOM AO3MPOBKE HE NPpeAYCMOTPEHA.

OO0 «TOPIOBbIA AOM «BUAA» MOAQraeT, 4TO YCTOHOBAEHHBIM TPEBOBAHMSIM
COOTBETCTBYET TOAbKO AEKAPCTBEHHbIM npenapatr ¢ MHH Wmunenem+(LMAQCTATUH)
TOProBoro HammeHoBaHust  Uuaanenem, PYI  «beameanpenapartbi», Pecnybamka
Beaapycb (A1-001273).

[NOCTABKA YKOA3AHHOrO TOBAPA B KPATHOWM AO3MPOBKE W ABOMHOM KOAMYECTBE HE
NPEACTABASIETCSI BO3MOXKHBIM. Y KA3AHHAS 3AKA34YMKOM AO3MPOBKA NpenapaTta B 250 Mr B
HOCTOSILLMI  MOMEHT  SIBASIETCSI HAVMEHbLUEN W3 BCEX 3APErMCTPUPOBAHHBIX HA
TeppuTopumn PO.

Mo MHEHMIO MOAQTEAS MAAODLI, TPEOOBAHME K MOCTOBKE OMNPEAEAEHHON AO3MPOBKM
AEKAPCTBEHHOIO  MPEnApaTa  HEOOBEKTMBHO, OMMCAHME OBbEKTA  3AKYMNKM  He
cooteeTcTeyeT n.n. 1,6 4. 1 cT. 33 ®3 Ned4-O3 11 0COBEHHOCTSIM ONMMCAHMS AEKAPCTBEHHbIX
NPENAPATOR AASI MEAMLMHCKOTO MPUMEHEHMUS], SIBASHOLLMXCST OOBEKTOM 3AKYMKU  AAS]
obecrneyeHnsl  rOCYAQPCTBEHHBIX UM MYHUUMMNOAbHBIX — HYXA,  YTBEPIKAEHHBIM
MNoctaHoeAeHus MpasmuTtenbctea PO ot 15.11.2017 N 1380.

HO OCHOBAHMU BbILLEN3AOMKEHHOT O, MOAATEADb YKAAODbI MPOCUT BHIAOTL MPEANMMCAHNE 06
YCTPAHEHNM HOPYLLEHNM 3AKOHOAQTEABCTBA O KOHTPOKTHOW CUCTEME B ChHEepe 3AKYMOK.
Ha AQHHYO YKOAODY OT 3AKA3UYMKA MOCTYMUAM BO3PANKEHNSI CASAYIOLLENO COAEPIXKAHMSI,

HeobxoAMMOCTb MCMNOAb30BAHMSI MMEHHO AO3VPOBKMN 0.,25r.+0,25r. (MHH
Liledonepa3oH+CyAbOAKTAM) CBSIBAHO C MOTPEOHOCTSIMM 3AKA3YMKA B OPraHM3ALMN
AeYebHOoro npouecca aetert Ao 3 AeT. MHH LiedponepazoH+CyAbOAKTAM C AO3MPOBKOM
0,25r.+0,25r. COOTBETCTBYIOT HE MeHee 4-X AEKAPCTBEHHbIX MPENAPATOR PA3HbIX
npon3BoAUTEAEN, O UMeEHHO, LledbakTtam®, AlM-001495, aepkatenb PY HIL «2Abda»,
Cynbmarpad, AlMN-000972, aepxkatenb PY Cywkoy AaHpanc PapMacboTUKAA Ko.ATa,
BaknepasoH, ACP-009612/09, aoepykatenb PY Axkenak NHTepHenweHA, CyAbnepaued®, P
NO03060/01, aep>katenb PY OOO «ABOAMea».

30aKA34YMKOM B OMMCAHMU OBBEKTA 3AKYMKM YKA3AHO, YTO YYACTHMK 3AKYMKW BRPOBE
NPEAANOXKNTb TOBAP C NEPECUYETOM B YMNAKOBKW, MHYIO KOHBEPTALMIO EANHKL U3MEPEHMS
AO3MPOBKM, B CAy4YAE, €CAU B OMMCAHMM OOBEKTA 3AKYMKM YKA3AHO MHAST GOPMA
BbIMyCKA, YYACTHMK MOXKET MPEAAOXKUTDb K MOCTABKE AOOYIO B3AMO3AMEHSIEMYIO GOPMY
BbIMYCKA MPEenapaTa, COXPAHSIS AO3MPOBKY QOKTVMBHOMO BeLWEeCTBA U crnocob ero
NPUMEHEHMS. BO3MOMKHO MOCTABKA MPEnapaATa B KPATHOWM AO3VPOBKE M ABOMHOM
KOAVMYECTBE, C MIBMEHEHVEM, COOTBETCTBEHHO, KOAMYECTBA MOCTABASIEMOr O MPENAPATA.

Ha OCHOBOHMM BbILLEN3SAOXKEHHOIO, 3AKA3YMK MPOCUT MPU3HATb ACGHHYIO YKOAODY
HeobOCHOBAHHOMN.

N3y4rB MPEeACTOBAEHHBIE MATEPUAABI U AOBOAbI CTOPOH, Komunccust HoBocmbupcKkoro
YOAC Poccum NpULLAG K CAEAYIOLLIMM BbIBOAQM.

COrAQCHO OMMCAOHMIO OBBEKTA 3AKYMKM TPEBYIOTCSI AECKAPCTBEHHBIE MPENAPATHI, CPEAN
KoTopblx MHH MuneHem+LUMAQCTOTVH (MOPOLWLOK AAST MPUTOTOBAEHUST PACTBOPA AASI



MHOY3Mn 0,25r.+0,25r.), MHH UMuneHem+LMAQGCTOTMH (MOPOLLOK AAST MPUTOTOBAEHWUSI
PACTBOPA AAST MHOY3MM 0,5r.+0,5r.), MHH LledTprnaKkcoH (MOPOLLOK AAST MPUTOTOBAEHMSI
PACTBOPA AASl BHYTPUBEHHOTO U BHYTPUMBbILLEYHOrO BBeAeHMst 250mr.) m MHH MHH
LleponepadoH+CyAbbakTamM  (MOPOLLOK  AAST  MPUFOTOBAEHMST  PACTBOPA  AAS
BHYTPVBEHHOIO U BHY TPUMBbILLEYHOT O BBeAeHMs 0.25r.+0.25r.).

3AKA34YMKOM MNpPeAyCMOoTPpeHa 3akyrnka MHH Lleponepas3oH+CyAbbaKTaM B AO3MPOBKE
0.25r.+0,25r. Aosmpoeka 0,25r.+0,25r. SIBASIETCSI MUHUMOABHOW AO3MPOBKON AAST AQHHOIO
AEKAPCTBEHHOIO CPEACTBA, 3APErMCTPUPOBAHHOW B peecTpe AeKAPCTBEHHbIX CPEACTB.
Taknm OBpPA3OM, B pPEEecTpe AEKAPCTBEHHbIX MPENAPATOB (MPUMEHMMO K YKA3HOM
AO3MPOBKE)  KPATHOM  AO3MPOBKM  HE  3APErMCTPUPOBAHO. HeobxoAnMOCTb
MCMOAb30OBAHMST UMEHHO A03MPOoBKK 0,25r.+0,25r. CBSI3AHAO C NOTPEDBHOCTSIMM 3AKA3YMKA
B OPraHM3aLMmM Ae4ebBHOro NPOoLECCa AETEN AO 3 AET.

Kpome Toro, Komwuccumen Hoeocumbupcrkoro YPAC Poccum yCTOHOBAEHO, YTO
TPEOOBAHNSIM TEXHNYECKOTO 3AAQHMS MO AO3UPOBKE AEKAPCTBEHHOro npenapara MHH
LedonepazoH+CyabbakTam C  Aosmpoekom  0,25r.+0,25r. COOTBETCTBYIOT HE MeHee 4-X
AEKAPCTBEHHBIX MPENAPATOB PA3HbIX MPOU3BOAUTEAEN, O UMEHHO, LledpbakTam®, All-
001495, aep>katenb PY HIL «2Abdar», CyAabmarpad, AlNM-000972, aoepxkaTtens PY Cy4ukoy
AaHpanc Gapmacbiotrkan Ko.Ata, baknepasoH, ACP-009612/09, aoepykaTtenb PY Axkenak
NHTepHenweHA, Cyabnepaued®, P NO03060/01, aoepxkaTtenb PY OOO «ABOAMeAy.

B AQHHOM CAy4YyO€e HAPYLUEHWIN OCOOEHHOCTEN OMMCAHUS AEKAPCTBEHHbBIX MPENAPATOB
AN MEAVLIMHCKOrO MPUMEHEHUS], SIBASIKOLLIMXCST OBBEKTOM 3AKYMKM AAST OBecnevyeHus
FOCYAQPCTBEHHBIX W MYHULUMMOABHBIX — HYXKA, YTBEPXKAEHHbIX  [TOCTOHOBAEHMEM
Mpasuteabctsa PO ot 15.11.2017 N 1380, He ycmaTpmBaeTCS!.

Takmm 06pa30M, AQHHBIV AOBOA MOAOTEAS YXKOAODBBI HE OBOCHOBAH.

2. K QHOAOIMYHBIM BbIBOACGM MPULLAQ Komuncceus Hoeocunbupckoro YOAC Poccum v no
BTOPOMY AOBOAY AA0OB OOO «TOPITOBbII AOM «BUAAY,

B AaHHOM cAydoe 3akynaetcst MHH  UMmuneHem+LUMAQCTOTMH KAK B AO3MPOBKE
0.25r.+0,25r. Tak n B pAo3mpoeke 0,5r.+0.5r., YYOCTHMK 3AKYMKU MMEET BO3MOXXHOCTb
NPEAAOKUT AO3MPOBKY ACQHHOIO AEKAPCTBEHHOrO npenaparta Kak 0,25r.+0,25r. Tak um
0,5r.+0.,5r.

30aKA34YMKOM B OMMCAHMU OBBEKTA 3AKYMKM YKA3AHO, YTO YYACTHMK 3AKYMKW BRPOBE
NPEAANOXKNTb TOBAP C NEPECUYETOM B YMNAKOBKW, MHYIO KOHBEPTALMIO EANHKL U3MEPEHMS
AO3MPOBKM, B CAy4YOE, €CAU B OMMUCAOHUM OOBbEKTA 3AKYMKM YKA3AHO MHAST GOPMA
BbIMyCKA, YYACTHMK MOXKET MPEAAOXKUTDb K MOCTABKE AOOYIO B3AMO3AMEHSIEMYIO GOPMY
BbIMYCKA MPenapaTa, COXPAHSIS AO3MPOBKY QOKTVMBHOMO BeLWEeCTBA U crnocob ero
NPUMEHEHMS. BO3MOXKHO MOCTABKA MPEnapaATa B KPATHOWM AO3VPOBKE M ABOMHOM
KOAVMYECTBE, C MIBMEHEHVEM, COOTBETCTBEHHO, KOAMYECTBA MOCTABASIEMOr O MPENAPATA.

TakMm 0OBpPA3OM, OTHOCUTEABHO AO3MPOBKM AEKAPCTBEHHOro npenapata 0,5r.+0,5r.
YYOCTHUK 3AKYMNKM VMEET BO3MOMHOCTb MPEAAOKUTb  AO3NPOBKY AEKAPCTBEHHOIO
npenaparta 0,25r.+0,25r. (COOTBETCTBEHHO B ABOMHOM KOANYECTBE).

Takmm O6pCI3OM, AQHHbBIN AOBOA MOAQTEAS YXOAODBI HE OBOCHOBAH.

My npoeepeHU HA OoCHOBAHUKM M.1 4.15 cT.99 O3 Ned4-O3 BHENMAQHOBOM MPOBEPKM
AQHHOM 3QKYMNKW, B TOM YMCAE BCEW UMHOOPMAUMM, PA3SMELLEHHON B EAVHON



NHPOPMOLMOHHOM CUCTEME B PAMKAX AQHHOTO SAEKTPOHHOrO AYKLMOHA, HAPYLLEHNM
30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B CPEepe 3AKYMOK, KOTOPbIE MOBAUSIAU NAN
MOTAU MOBAUSITb HO PE3YAbTATH ONPEASAESHWS MOCTOBLUMKA (MOAPSIAUMKA, UCTIOAHUTEASD),
HE BbISIBAEHO.

PykoeBoaCTBYSICb 4.8 cT.106, N.1 4.15 cT.99 O3 Ned4-P3, Kommccusa Hosocmbumpckoro YPAC
Poccumn

PELLUAA:

MpusHATb anoby OO0 «TOPTOBbIN AOM «BUAA» Ha aencTsus NBY3 HCO «TAKBCMT»
NPV MNPOBEAEHUMN  SAEKTPOHHOro aykumoHa Ne0351300113618000470 HA MNOCTABKY
NPOTUBOMUKPOBOHbBIX AEKAPCTBEHHbBIX CPEACTE HEOOOCHOBOHHON,

PellieHmne MoyKeT 6biTb 06XKAAOBAHO B APOUTPANKHDBIN CYA B TEYEHUE TPEX MECSILEB CO AHS €r0 BbHECEHWMSI.

[NpeaceaaTenb Kommnccum

3am. MPEACEAATEAS
Komunccum

YaeH Kommncecuum:



