PELUEHUE Ne 054/06/33-989/2019

28 mas1 2019 roaa r.
Hoeocunbupck

Komuceuns Ynpaesaerns OepaepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HoBOCKBMpPCKOM
0BAACTU MO KOHTPOAID B chepe 3akynok (Kommcecrnsga Hoeocrnbupckoro YPAC Poccum) B
COCTOBE:

Llisanos ALl - 30M. PYKOBOAUTEAS YIMPABAEHUS, MPEACEAATEAb KOMUMcCcum;
Hosocenbuesa A.B. - CNeuMaAnCT-aKCrePT OTAEAQ KOHTPOAS 3AKYMNOK, YAEH KoMUccum;
Anbllosa ALE. - CMEeUMAANCT-OKCNEPT OTAEAQ KOHTPOAS 3AKYMOK, YAEH KoMnccum;

B NPUCYTCTBUM MPEACTABUTEAEN:
or 3aka3symka — [bY 3 HCO «PoaAnAbHBIM A0M Ne 7»: ... (MO AOBEPEHHOCTN);
B OTCYTCTBUE MNPEACTABUTEAEWN:

or noAqreAss Xanobbi -0O00O «TOPIOBbIN AOM «BUAA»: HE SIBUAUCH (yBeAOMAEHO
HOAAEKALLMM OBPa30M);

paccmoTpes >kanoby OO0 «TOPTOBbIN AOM «BUAA» HO AetcTBUS 3aKa34UmKa — MBY 3
HCO «PoauAbHBIN AOM  Ne  7» npuv MNPOBEAEHUN SAEKTPOHHOTO QYyKUMOHA  Ne
0351300107219000057 HQ MNOCTABKY AEKAPCTBEHHbIX MPENAPATOB AASI MEAULMHCKOrO
NPUMEHEHNS: QHTUOMOTUKM, HOYOABHAST (MOKCMAAbHAST) LEHA KOHTpAKTA 538 640 py6.
00 kon.,

YCTAHOBUAA:

B Hoeocubupcrkoe YOAC Poccum obpatmaocb OOO «TOPIOBbIN AOM «BUAA» ¢
YKAAOBOM Ha AencTBust 3aKA34YMKA — TBY 3 HCO «PoanAbHBIN AOM Ne 7» Mpu NpOBEAEHN
SAEKTPOHHOro aykumoHa Ne 0351300107219000057 HQ MOCTOBKY AEKAPCTBEHHbIX
NPEenapPATOB AAS MEAVNLIMHCKOTO MPUMEHEHMST: QHTUOMOTUKM.

Cytb >Xxanrobbl OO0 «T A, «<BUAA» 3QKAIOHAETCS B CAEAYIOLLEM.

1. [0 MHEHUMIO NOAQTEAS YKAAODLI, B ONMUCAHMUM OOBEKTA 3AKYMNKN OTCYTCTBYIOT CBEAEHS
O BO3MOXHOCTM MOCTaBKM npenapata «LeponepasoH+(CyAbbakTam)» B KOATHOM
AO3VPOBKE, A TAKKE MOCTABKM AEKAPCTBEHHOroO MNPEenapaTta B HEKPATHbIX
SKBUBOAAEHTHbIX AO3MPOBKAX, MO3BOASIIOLLMX AOCTUYbD OAMHAKOBOIrO TEPANEBTUYECKOro
SOMEKTA, YTO SBASIETCS HapyweHnem nn. «B» n2 OcobEHHOCTEN  ONMMCAHKS
AEKOPCTBEHHbIX MPENAPATOB AAS MEAVLMHCKOrO MPUMEHEHNS, SIBASIIOLLIMXCST OO BEKTOM



3AKYMKN ANST OBecrnedyeHnst rocy AQPCTBEHHBIX M MYHULMMOABHBIX HYYA, YTBEPXKAEHHbBIX
MNoctaHoBAeHWeM MNpasuTtenbcTBa PO ot 15.11.2017 Ne 1380 (aanee — OcobeHHOCTN).

2. OO0 «TA «BUAA» cumntaeT, 4yto TpeboBaHME O MOCTABKE AEKAPCTBEHHOIO NpenapaTa
«LeponepasoH+(CyAabBakTamM)» C A03MPOBKOM 250Mr+250Mr chopMUpPOoBAHO 6e3 yyeTa
HOY4YHO OOOCHOBOHHOW  UMHPOPMAUMKM OO  OnblTe€  KAMHUYECKOro  MPUMEHEHMS
AEKAPCTBEHHbIX MPENAPATOB.

r6Y3 HCO «PoauAbHbii AoM Ne 7»B orBer HaO yBeaAoMaeHue Hosocubumpckoro YOAC
Poccumn o paccmorpermnmn >kanobbl OO0 «TA, «<BUAA» cOObBLLUAO cAeAyioLLee.

CornacHo n.2 nn. «6» OcobeHHOCTEM MNPV OMUCAHUU B AOKYMEHTAUMM O 3AKYMKe
3AKA34YMKM MOMUMO CBEAEHUN, NPEAYCMOTPEHHDBIX M.6 4.1 CT.33 3AKOHA O KOHTPAKTHOM
CUCTEME, YKA3bIBAKOT AO3MPOBKY AEKAPCTBEHHONO MPenapaTa C BO3MOXXHOCTbIO
NOCTABKM AEKAPCTBEHHOIrO MPENnApATA B KPATHOM AO3MPOBKE M ABOMHOM KOAMYECTBE
(HanMpuMep, Npwu 3akynke TabAeTkn ¢ A03mpoBkor 300 M B AOKYMEHTALMKM O 3AKYMKe
yKa3biBaAeTCs:: 1 TabAeTka € A031poeKor 300 M nAM 2 TABAETKN € A03MpoBKkom 150 mMr), a
TAKKE C BO3MOXHOCTbIO MOCTABKM AEKAPCTBEHHOrO MPEnApATa B HEKPATHbIX
SKBVBAAEHTHbBIX AO3MPOBKAX, MO3BOASIOLMX AOCTUYb OAMHAKOBOIro TEPANEBTUYECKOrO
addeKTa (HanpuMmep, GAAKOHbI 2,5 Mr, AU 3 Mr, UAM 3.5 Mr), AOMYCKAETCS YKA3AHME
KOHLEHTPAUMN AEKAPCTBEHHOMO MpenapaTa 6e3 YCTAHOBAEHMST KOATHOCTM.

OnncaHne obbekTa 3aKkyrnki no nosvumm «LedonepasoH+(CyAbOAKTAM)» COAEPXKUT
TpeboBaOHME K AO03MPOBKE Mpenapata —250Mr+250Mr. YKA3AHHOMY TPeBOBAHMIO
COOTBETCTBYIOT BoAee 4-X AEKAPCTBEHHbIX MNpenapaTor: Llepbaktam®, Al1-001495,
Aepkatens PY HIOL «9Aboa»; Cyabmarpad, Al1-000972, aep>katenb PY  Cyuwwkoy
AaHpanc QPapmacbiotnk & Ko.Ata; baknepasoH, ACP-009612/09, aepykatenb PY
Aoxkenak  UHTepHenweHA;, CyaAbnepaued®, P N003060/01, aepykatenb PY OOO
«ABOAMeA» 1 AP.

YCTOHOBAEHME U3AOXKEHHBIX B AYKUMOHHOM AOKYMEHTAUMW TPEBOBAHMM K AO3MNPOBKE
AeKapCTBEHHOro npenapata ¢ MHH «LeponepasoH+(CyabbakTam)» 0ByCAOBAEHO KAK
cneumduKomn Ae4ebHOro MNpoLecca MAUMEHTOB-AETEN, TAK M CTOHAOPRTOMU AEYEHUS
HOAbLLOrO KOAMYECTBA 30O0OAEBAHUN. B YACTHOCTU, AETSIM PEKOMEHAYETCS BBEAEHUE
CYTOYHbIX AO3 AEAUTb HAO PABHbBIE YHOCTU N BBOAUTb KAXKAbIE 6-12 YacoB. MAKCMAABHAS
CYTOYHOAS AO30 MPENAPATA HE AOMKHA npeBbilwaTh 80Mr/kr/cyT. Takum oB6pasom,
KOPPEKTVPYIOLWAST AO3MPOBKA AASI MAUMEHTOB AQHHOM KATEMOPUKM PACCHUTBIBAETCST C
y4eTOM BECA U BO3PACTA, TAKMM MAUMEHTAM AAS CHVDKEHUST MOBOYHBIX AENCTBUM
NpenaparTa, YMEHbLUEHVST PUCKA  PA3BUTUSI  MATOAOMMYECKOM  CUMMOTOMATUKN U
YMEHbLLUEHNS MOBOYHBIX AENCTBMMN HO OPraHM3M PEKOMEHAYETCSI BBOAUTb MPENAPAT B
YKO3QHHOW AO3MPOBKE.

TaknmMm 06pPA30M, MO MHEHMIO 3AKA34YMKA, YCTAHOBASHHBIE B AYKLUMOHHOW AOKYMEHTALMN
TPEBOBAHUS K ACHHOMY AEKOPCTBEHHOMY MPEnapaTy SIBASIKOTCS HEODXOAUMBIMU 1
0BS3ATEABHBIMU  AAST OMPEASAEHUST COOTBETCTBUSI MOCTOBASIEMOrO ASKAPCTBEHHOrO
NPenapaTa MOTPEOHOCTIM  30KA3YMKA B LEASIX OKA3AHWS  KBAAUDULIMPOBOHHOWM
MEAVLUMHCKOM MOMOLLM. AYKLMOHHAST AOKYMEHTALMS He MPOTUBOPEYUT TPEeOOBAHMSIM
3aKoHOAQTEABCTBA PO.

N3yunB npeAcraBAeHHble MATEPUAAbI U AOBOAbI CTOPOH, Komuccua Hosocunbupckoro
Y®AC Poccum npuULLAQ K CA€AYIOLLVM B biB OACM.



B cuay n.1 4.1 c1.33 30KOHO O KOHTPAKTHOM CUCTEME B OMUCAHMM ODBBEKTA 3AKYMKU
YKQ3bIBAKOTCSI  QYHKUMOHAABHBIE, TEXHUYECKME W KAYECTBEHHBIE XAPAKTEPUCTUKMA,
SKCMNAYQATALMOHHBIE XOPAKTEPUCTUKM OOBEKTA 3AKYMKM (MY HEOBXOAVMMOCTW).

COrAQCHO 4. 2 CT. 33 3AKOHA O KOHTPOKTHOWM CUCTEME AOKYMEHTALMUST O 3AKYMKE B
COOTBETCTBUM C TPEOOBAHUSIMM, YKA3AHHBIMW B 4.1 CT.33 3AKOHA O KOHTPAKTHOM
CUCTEME, AOAKHO COAEPIKATb MOKA3ATEAU, MO3BOASIOLLME OMPEAEAUTD COOTBETCTBME
3AKYNAEMbIX TOBAPA, PABOTHI, YCAYTM YCTAOHOBAEHHBIM 3AKA3YMKOM TPEOOBAHMSIM,

B cooTtBeTCcTBMM C No3mumen 3 OnnCaHMs OObekTa 3AKYMNKM 3AKA3YMKOM YCTAHOBAEHO
TpeboBaAHME K AO3MPOoBKE nMpenapaTta «LeponepadoH+(CyabbakTam)» — 250mMr+250mr.,
Kpome Toro, 3aka34mkKoM B ONMMCAHMM OB BEKTA 3AKYMKU MPEAYCMOTPEHO, YTO, B CAYYQE,
€CAM YKA3AHA POPMA BbIMYCKA «MOPOLLUOK», «KOHUEHTPAT», «“AUOPUANIAT?, «DACTBOP»,
«CYCMEH3Us», «TPAHYAbI»  YYOCTHUK MOXET MNPEAAOKUTb K MOCTOBKE AOBOYIO
B3OMMO3AMEHSIEMYIO GOPMY BbIMYCKA MPENAPATA U3 MNEPEYNCAEHHDBIX, COXPAHSIS
AO3NPOBKY AKTVMBHOIrO BELLLECTBA 1 CNOCOO ero NpuMeHeHus!.

Komuncecunsa Hoeocmbupckoro YPAC Poccum BbISIBUAQ, YTO YCTOHOBAEHHAS MO YKA3AHHOMN
NOo3nUMN AO3MPOBKA AEKAPCTBEHHOIO CPEACTBA 250Mr+250Mr SIBASIETCST MUHVMAABHOM
ANS AQHHOT O Mpenapara.

Takmm  obpasoM, MNo MHeHmo Komuccum Hoeocmbupckoro YOAC  Poccum,
AOKYMEHTALMSI OB SAEKTPOHHOM AYKLMOHE HE COAEPKUT TPEBOBAHNIM K AEKOPCTBEHHbLIM
NPenapaATam, NPOTUBOPEYALLMX AENCTBYIOLLEMY 30KOHOAQTEALCTBY.

NMpn nposesAeHnn HA OCHOBAHMM .1 4.15 cr.99 3AKOHO O KOHTPAKTHOW CUCTEME
BHENAQHOBON nMPOBEPKN ACQHHOA 3QKYrnkyu, B TOM 4YUCAe, BCEeN UHPOopMaL um,
pasMeLleHHoN B e AMHOW UHQOPMAL,MOHHON CUCTEME B PAMKAX ACQHHOIO 3AEKTPOHHOro
AyKLUWOHA, a TakK)Xe AeACTBUA AYKLMOHHOW KOMUCCUU MpU PACCMOTPEHUN 3asBOK,
HapylweHna 3aKoHoaareAbctBa Poccurickoin Deaepaunmm O KOHTPAKTHOW CUCTeMe He
BbISIBAEHBI.

PykosoacCTBySsICb 4.8 cT.106, n.1 4.15 CT.99 3aKOHA O KOHTPAKTHOW cucteme, Kommccus
Hoeocubupckoro YOAC Poccunm

PELLUAA:

Mpu3sHATL XKanoby OO0 «TOPIOBbIN AOM «BUAA» HO AENCTBKSI 30KA34MKA — TBY3 HCO
«POAVABHBIN - AOM  Ne  7»  nMpy  MNPOBEAEHUM  SAEKTPOHHOro  ayKkumoHa  Ne
0351300107219000057 HO MNOCTABKY AEKAPCTBEHHbLIX MPENAPATOB AASI MEAULMHCKOrO
NPVMEHEHNS: QHTUBNOTUKI HEOD OCHOBAHHOW.

PeLuermne moxer 6bitb 06XaAOBAHO B Gp6VlTpO>KHbIV7 CY A B TedeHe 1pex MecsiteB CO AHSI
€ro BbIHeCeHwisl,



