PELLEHWE Ne 054/06/33-129/2019

18 veepans 2019 roaa r.
Hoeocunbupck

Komumccusa YnpaBaeHns QepepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HOBOCMBMPCKOWM
0BAACTM MO KOHTPOAID B chepe 3akyrnok (Kommccusa Hosocmbupckoro YPAC Poccun) B
COCTOBE:

<..> - 30M. HOYOABHUKA OTAEAQ KOHTPOAST 3AKYMOK, 3AM. NMPEACEAATEAS
Komumccum;

<...> - CMEUMAANCT-OKCNEPT OTAEAQ KOHTPOASI 3AKYMOK, YAEH KoMnccumm;

<..> - CNELMAANCT-9KCNEPT OTAEAQ KOHTPOAS 3AKYMNOK, YAEH KoOMUccum;

B OTCYTCTBME NPEACTOBUTENEN:

or 3akasuunka - [bY3 HCO «boAoTHUHCKAOS LPB» (30$9IBAEHO XOAQTAOMCTBO O
PACCMOTPEHNMN YKAAODLI B OTCYTCTBME MPEACTABUTEAEN);

or noaareAs Xaaobbl — OO0 «TA «BUAA» (yBe AOMAEHO HOAAEXKALLMM OBPA30M);

paccmoTtpes kanoby OOO «TA «BUAA» Ha aencteug 3akasdmka - [BY3 HCO
«BOAOTHUMHCKAS LIPB» npw NPOBEAEHN SAEKTPOHHOr O AyKUMOHA Ne
0351300193919000015 Ha NOCTABKY QHTUOMOTVKOB rpynnbl: LIedpaAOCnopUHbI, HOYOABHAS
(MOKCUMOABbHAOS) LeHA KOHTPAKTa 263 250 py6. 00 kor.,

YCTAHOBUAA:

B Hoeocnbupckoe YOAC Poccum obpatmaocb OOO «TA «BUAA» c >kanobom Ha
AENCTBUS 3aKA34YMKA - [BY3 HCO «boaoTHMHCKas LIPE» npu npoBeAEHUN SAEKTPOHHOMO
aykumoHa  Ne  0351300193919000015 HaO  nOCTaBKY  QHTUOMOTMKOB  FPYMMbI:
LledanoCrnopuHbl.

Cytb Xxarobbl OO0 «TA, «<BUAN» 3QKAIOHOETCS B CAEAYIOLLEM.

O MHEHMIO MOAOTEAS YXAAODDBI, B ONMMCAHMM OBBEKTA 3AKYMKM OTCYTCTBYIOT CBEAEHMS O
BO3MOXHOCTM  MOCTOBKM mpenapata  «LledponepasoH+CyAbOakTaMm» B KPATHOW
AO3VPOBKE, 4YTO SIBASIETCSI HApyleHnem nn. «6» n. 2 OCOOEeHHOCTEN ONMCAHKS
AEKOPCTBEHHbIX MPENAPATOB AAS MEAVLMHCKOrO MPUMEHEHNS, SIBASIIOLLIMXCST OO BEKTOM
3AKYMKU AN OBecneyeHnst roCy AQPCTBEHHBIX M MYHULIMMAABHDBIX HYXA, YTBEPIKAEHHbIX
MNocTtaHoBAeHueM MpasutenbcTBa PO ot 15.11.2017 Ne 1380 (aanee — OcobeHHOCTW).

OO0 «TA «BUAA» cumTaeT, 4to TpeboBAHME O NMOCTABKE AEKAPCTBEHHONO MPEnapaTa
«LeponepasoH+CyabbakTtam» ¢ po3mposkor 0,25 r + 0,25 r. coopmmpoBaHo 6e3 yyeTa
HOY4YHO OOOCHOBOHHOW  UMHPOPMAUMM OO  OnblTe€  KAMHUYECKOrO  MPUMEHEHMS
AEKAPCTBEHHbIX MPENAPATOB.



r6Y3 HCO «BOAOTHUHCKQAS LLeHTPAAbHAS PANOHHAS OGOAbHULLQ» B BO3PAXKEHUSIX HA
»anoby OO0 «TA, «BUAN» coobLUNAO cAeAyioLee.

CoraacHo nn. 6) n. 2 OcobeHHoCTEN MPW OMMCAHUM B AOKYMEHTAUMM O 3AKYMKe
3AKA3YMKM MOMUMO CBEAEHWNIN, MPEAYCMOTPEHHBIX M. 6 4. 1 CT. 33 PeAepAAbHOro 3aKOHA
oT 05.04.2013 Ne 44-O3 «O KOHTPAKTHOM cCUCTEME B chepe 3aKyrnok TOBAPOB, paboT,
YCAYT AASI OBecnevyeHnsl rocy AQPCTBEHHDBIX M MYHULMMAABHbBIX HY>KA» (AQAEE - 3AKOH O
KOHTPAOKTHOM CUCTEME), YKA3bIBAKT AO3MPOBKY AEKAPCTBEHHOrO MNPENnApPATa C
BO3MOYKHOCTbIO TMOCTABKM AEKAPCTBEHHOIrO MPEenapata B KPATHOM AO3MPOBKE U
ABOVHOM KOAMYECTBE (HAMPUMEP, MPU 3aKynke TabaeTkm ¢ pAo3mpoBkon 300 mMr B
AOKYMEHTALMM O 3AKyrnKe ykasbiBaeTcs:: 1 Tabaetka ¢ apo3mpoekom 300 mMr vAm 2
TABAETKM C AO3MPOoBKOW 150 M), a TAKOKE C BO3MOYKHOCTbIO MOCTABKU AEKAPCTBEHHOIO
NPEnApPATA B  HEKPATHbIX SKBUBAAEHTHbIX AO3MPOBKAX, MO3BOASIOWNX  AOCTMYb
OAMHAKOBOIro TEPAMNEBTUYECKOro addeKTa (HaNpUMepP, GAAKOHbI 2,5 Mr, AU 3 MT, UAK
3.5 M), AOMYCKOETCS YKA3AHWME KOHUEHTPAUUM AEKAPCTBEHHOro npenaparta 6e3
YCTAHOBAEHUST KPATHOCTU.

Ommcanne obbeKkTa 3aKynkv Mo Mo3vUmMn  «LedOonepa30H+CYAbDAKTAM» COAEPXKUT
TpeboraHME K AO3MpPOBKe npenapata — 025 r + 0,25 r. YKa3aHHOMY TpebOoBAHMIO
COOTBETCTBYIOT HE MeHee 4-X AeKAPCTBEHHbIX NpenapdTor: LiepbakTtam®, AlM-001495,
Aepykatens PY HIL «2abgpa»; CyAabmarpad, Al1-000972, aep>katenb PY Cyuwkoy
AaHparic PapmacbioTik & Ko.ATa: BbaknepasoH, ACP-009612/09, aepykatenb PY
Akenak  NHTepHenweHA;, Cyabnepaued®, P N003060/01, aep)xatenb PY OOO
«ABOAMEA» N AP.

AekapcTteeHHbIn npenapat ¢ MHH «ledponepa3oH+CyAbbakTam» C AEKAPCTBEHHOM
DOPMOM  TMOPOLLOK  AASI  MPUFOTOBAEHUST  PACTBOPA  AASI  BHYTPUMBEHHOTO U
BHYTPUMbBILLEYHOTO BBEAEHMST C Ao3mpoBkor 025 r + 025 r npeaHA3HAYEH AAS
naumeHtor c XIMNH XpoHUYecKkast novYeyHast HeAOCTATOYHOCTb) (KK<-30MA/MH) npw
MOKCUMAOAbHOM A03€ 1 T B CYTKM, TO eCcTb no 500 Mr 2 pasa B cyTkn 1 aencremem 40-80
Mr/Kr/CyTKM B 2-4 npuema.

YKA3OHHAS AO3UMPOBKA HEODXOAMMO AAS1 BEPEMEHHbBIX MXEHLLMH, HOBOPOXKAEHHDBIX I
AETEN AO 3-X AeT. Kpome Toro, NpenapaT 3aKyrnaeTcsl B HEOOAbLLOM KOAMYECTBE.

TaknmMm 06PA30OM, MO MHEHMIO 3AKA34YMKA, YCTAHOBASHHBIE B AYKLUMOHHOW AOKYMEHTALMN
TPEeOOBAHUS K ACHHOMY AEKOPCTBEHHOMY MPEnapaATy SIBASIKOTCS HEODXOAUMBIMU 1
OBOS3ATEABHBIMU  AAST OMPEASAESHUST COOTBETCTBUSI MOCTOBASIEMOrO ASKAPCTBEHHOrO
NPenapaTa MOTPEOHOCTIM  30KA3YMKA B LEASIX OKA3AHWS  KBAAUDULIMPOBOHHOM
MEAVLUMHCKOM MOMOLLM. AYKLMNOHHAST AOKYMEHTALMS He MPOTUBOPEUYNT TPEOOBAHMSIM
3aKoHoAQTEABCTBA PO.

N3yune npeaAcTraBAeHHble MaTrepuaAbl U AOBOAbI CTOPOH, Komuccua Hosocubupckoro
YDAC Poccum NnpULLAQ K CAEAYIOLLLVM B biBOACM.

B cuay n. 1 4. 1 cT. 33 3OKOHO O KOHTPAKTHOW CUCTEME B OMMCAHMM OBBEKTA 3AKYMKU
YKQ3bIBAKOTCSI  OYHKUMOHAABHBIE, TEXHUYECKME W KAYECTBEHHBIE XAPAKTEPUCTUKMA,
SKCNAYATALMOHHBIE XOPAKTEPUCTUKM OOBEKTA 3AKYMKM (MY HEOBXOAMMOCTW).

COrAQCHO 4. 2 CT. 33 3AKOHA O KOHTPOKTHOWM CUCTEME AOKYMEHTALMUST O 3AKYMKE B
COOTBETCTBUN C TPEDOOBAHUSIMU, YKA3AHHBIMM B 4. 1 CT. 33 3AKOHO O KOHTPAKTHOM
CUCTEME, AOAKHO COAEPIKATb MOKA3ATEAU, MO3BOASIOLLME OMPEAEAUTD COOTBETCTBME



30KyNAeMblX TOBAPA, PABOTHI, YCAYTM YCTAHOBAEHHBIM 3AKA34YMKOM TPEOOBAHMSIM.

B nosmumax 1 1 2 onnMcaHms o6beKkTa 3aKyNKM 3AKA3YMKOM YCTAHOBAEHO TPEBOBAHME K
AO3MPOBKAM MpenapaTtos «LledonepasoH+CyAbbakTam» 1 «LledTpmakcoH» — 0,25 r +
0,25 r. Komucecumsa Hoerocubupcrkoro YOAC Poccum BbISIBUAQ, YTO YCTOHOBAEHHbIE MO
YKQ3AHHbBIM MO3ULMSIM AO3UNPOBKN AEKAPCTBEHHBIX CpeACTB (0,25 r + 0,25 ) aBASIKOTCS
MUHUMOABHBIMU AAST AQHHBIX MpPenapaTtoB. Kpome Toro, B OnNMCaHUM 06bekTa 3AKYMKU
COAEPXKUTCST  OBOCHOBAHME  YCTOHOBAEHMUSI  YKA3AHHBLIX  AO3MPOBOK C  YYETOM
cneunorKaumm NPUMEHEHST AQHHBIX NPENAPATOB.

Takum  obpasom, no MHeHnto Komumccum  Hoeocumbupckoro YOAC  Poccun,
AOKYMEHTALMS OB SAEKTPOHHOM AYKLMOHE HE COAEPKUT TPEDOBAHNIM K AEKAPCTBEHHBLIM
NPenapaTam, NPOTUBOPEYALLNX AENCTBYIOLLLEMY 3AKOHOAQTEABCTBY.

NMpu npoBeseHMn Ha ocHoBaHuM . 1 4. 15 cr. 99 3AKOHAO O KOHTPAKTHOW cuUcTteme
BHENAQHOBOW TIMpPOBEepPKNn AQHHOA 3QKYrnKu, B TOM 4YUCAE, BCEeA UHPopMaLnu,
pasMmeLleHHoON B e AMHOU UHPOPMALIMOHHON cUCTEMEe B PAMKAX AQHHOIO 3AEKTPOHHOIro
AQyKLUMWOHA, a TAKXXe AEUCTBUA QyKLIMOHHOW KOMUCCUU MPU PACCMOTPEHUN 3QasBOK,
BbISBA€Hbl CAeAYIoLUMe HapylweHuns 3aKoHoaareabctBa Poccurickonn Deaepauumm o
KOHTPAKTHOU cCUCTEME.

B cootBeTcTtBMM C nn. 6) N. 2 OCOBEHHOCTEM MPU ONMMCAHUM B AOKYMEHTALMN O 3AKYNKe
HEODXOAMMO YKA3ATb AO3MPOBKY AEKAPCTBEHHOIO MPENAPATA C  BO3MOMHOCTbIO
NOCTABKN AEKAPCTBEHHOIrO MPEenapara B KPATHOWM AO3MPOBKE U ABOMHOM KOAUYECTBE
(HaNpUMeEpP, NpK 3aKynke TABAETKM C A03MpoBkom 300 M B AOKYMEHTALMK O 3AKYNKe
yKkasbiBaeTcs: 1 TabaeTka ¢ A03unpokor 300 Mr nAm 2 TaBAETKM C A03npoBKkor 150 Mr), a
TAKXKE C BO3MOMHOCTbIO TMOCTOBKM AEKAPCTBEHHOrO MpenapaTta B  HEKPATHbIX
SKBUBAAEHTHBIX AO3MPOBKAX, MO3BOASIOLLMX AOCTUYb OAMHAKOBOIO TEPAMNEBTUYECKOrO
apPeKkTa (Hanpumep, GAAKOHbI 2,5 Mr, AU 3 MI, UAKM 3,5 Mr), AOMYCKAETCS YKO3AHMNE
KOHLIEHTPALMM AEKAPCTBEHHOMO MNP EenapaTa 6e3 YCTAHOBAEHMST KOATHOCTH.

COrAQCHO OMMCOHUIO OBBEKTA 3AKYMKM NPenapaThl MO nNo3mumm 3 1 4 HEOBXOAMMO
noctaBntb B Ao3mpoBke 1 . Komumccmen Hoeocumbupckoro YOAC Poccum BbIAO
YCTOHOBAEHO, 4YTO B TOCYAOQPCTBEHHOM pPEECTPE AEKAPCTBEHHbIX CPEACTB
30PErnCTPUPOBAHBI NpenapaThl «Lledotakcnm» (Modmums 3) B Ao3mpoBkax 0,5 rmn 1 r., a
Take «LedTprnakcoH» B Ao3mpoBkax 025,05 1, 11, 2 r. Takmum o6pasom, AQHHbIE
NPEnApPaATbl BO3MOXXHO MOCTABUTb KAK B AO3MPOBKE 1 I B KOAMYECTBE, YKO3AHHOM B
OMMCAHUM OOBEKTA 3AKYMKM, TAK 1 B KPATHOM A03mpoeke (0, 5 ) B ABOMHOM KOAMYECTBE,
4YTO NOATBEPAMNA MPEACTABUTEAD 3AKA3YMKA MOCPEACTBOM TEAEDOHHOIO PA3roBOPA.

My 3TOM, 3AKA34YMKOM B OMUCOHUM OBBEKTA 3AKYMKM HE BbIAQ YKA3OHO BO3MOXMXHOCTb
NOCTABKM MPENAPATOB MO NO3ULUMM 3 1 4 B KPATHOM AO3MPOBKE N ABOMHOM KOAMYECTBE,
4TO SIBASIETCS HApYLUEHMEM M. 6) n. 2 OcobeHHOCTEN.

BmecTte ¢ 1em, Kommnccusa Hosocmbupckoro YOAC Poccrm CUYUTAET, YTO BLISIBAEHHOE
HOPYLLUEHNE HE MPUBEAO K ONPOHUNYEHUNIO YUCAO YYACTHMKOB 3AKYMKM, TAK KAK ob6a
YYACTHMKA, MOAQBLUME 3ASBKM, BbIAM AOMYLLEHBI K YYOCTUIO B AYKUMOHE. PyKOBOACTBYSICb
n. 3.35 AAMVHUCTPATUBHOIrO perAaameHTa PepAepaAbHOM AHTVIMOHOMOABHOM CAY>KObI MO
NCMOAHEHUIO TOCYAQPCTBEHHOM QYHKUMM MO PACCMOTPEHMIO YXOAOD HA AENCTBUS
(6e3AEeNCTBME) 3AKAZYMKA, YIIOAHOMOYEHHOIO OPraHa, YNOAHOMOYEHHOIO YUYPEXKAEHMSI,
CNEeUMaAN3NPOBAHHON OPraHM3AUMM, KOMUCCUM MO OCYLWECTBASHUIO 3AKYMOoK, ee



YAEHOB, AOAXNHOCTHOIO AMLA KOHTPOKTHOM CAYXObl, KOHTPAKTHOrO YMPABASIHOLLErO,
onepaTopa SAEKTPOHHOM MAOLLOAKM NPV ONPEAEAEHNN MOCTABLUMKOB (MOAPSIAYMKOB,
NCMOAHUTEAEN) AAST ODECnedeHnsT TOCYAQPCTBEHHBIX U MYHUUMMNAAbHBIX  HYXKA,
ytBepykaeHHoro [pukazom QGAC Poccum ot 19.11.2014 Ne 727/14, Komumccus
Hoeocmnbupcrkoro YOAC Poccrm noAaraeT BO3MOYKHBIM HE BbIAOBATL 3AKA34YMKY BY3
HCO «boAoTHMHCKAS LIPB» npeanmMcarHme 06 OTMEHE Pe3yAbTATOB 3AKY MKW,

PyrkoeoacTBysicb 4. 8 cT. 106, M. 1 4. 15 CT. 99 3AKOHA O KOHTPAKTHOM cucteme, Kommccusl
Hoeocunbupckoro YPAC Poccum

PELLNAA:

MNpnsHatb anoby OOO «TA «BUAA» Ha aAencteug 3akasdmka - [BY3 HCO
«boAOTUHCKaS! LIPB» npw MPOBEAEHNN SAEKTPOHHOIO AYKUMOHA Ne
03513001939219000015 HA MOCTOBKY  QHTMOMOTMKOB  rpynnbl:  LledaaocnopuHbl
HeEOBOCHOBOHHON,

PeLuermne moxert 6bitb 06XKaAOBAHO B Gp6VlTpO>KHbIV7 CYy A B TedeHe 1pex MecsiteB CO AHSI
€ero BblHeCeHwisl,

3am.
NPEACEAQTENS
Komunccunm

YAaeHbl Komncecum <...>



