PELLUEHUE
22.07.2019 Aeno Ne 073/06/33-15817/2019

. YAbSIHOBCK

Kommnceus YnpaeaeHnst PepAepaAbHOM QHTMIMOHOMOABHOM  CAYXKObI MO Y AbSIHOBCKOM
OBAACTM MO KOHTPOAKO 3AKYMOK B COCTOBE:!

NpeACeAQTENS] - 3AOMECTUTEASI PYKOBOAUNTEAST YNPABAEHNST — HAYAABHMKA
otaena C<...>;

YAESHOB - BEAYLLEro cneunaAmcTa-akenepTa K<, ..>;

- BEAYLLEro CneuMaAmcTa-akenepTa H<...>;

B OTCYTCTBUE
CTOPOH,

paccmoTpes aeno Ne 073/06/33-15 817/2019 no »kanobe obLliectBa C OrpaHUYEHHOMN
oTBETCTBEHHOCTbIO «TOPFOBbIN AOM «BUAA» (aanee — OOO «TOPTOBbI AOM «BUAA»,
3ASIBUTEAL) HA MOAOXKEHMST AOKYMEHTALMU O MPOBEAEHNN IAEKTPOHHOro AyKUMOHa Ne
0368100007519000257, HAMMEHOBAHME OBBEKTA 3AKYMKW: «[MOCTABKA AEKAPCTBEHHbBIX
npenapaToe» (3akasdynKk — PepAepanbHOE FOCYAQPCTBEHHOE OIOAXKETHOE YUpEXKAEHME
3APOBOOXPAHEHMNST  «KAMHMYeckass OGoabHMUa Ne 172 DepAepaAbHOrO  MEAMUKO-
Buonormyeckoro areHrctear» (ponee - OIBY3  «KamHuyeckast 6H6oabHMLA Ne 172
DepepAAbHOro MeANKO-BMOAOrNYECKOr O QreHTCTBA»,  3AKA34YMK); HOYAAbHQSI
(MAKCUMQAbHQS) LEHA KOHTPpAKTa — 605 025,50 py6.; AQTA U BPEMST OKOHYAHUST CPOKA
noaaym 3asieok — 17.07.2019 r. 8 09:00) no NpursHAKAM HAapYLLEHMST DeAEepPAAbHOrO 3AKOHA
«O KOHTPOKTHOM CUCTEME B Chepe 3AKYMNOoK TOBAPOB, PADBOT, YCAYT AAS OBecrnedyeHus
FOCYAQPCTBEHHbBIX M MYHULMMNAABHBIX Hy>KA» OT 05.04.2013 1. Ne 44-O3 (panee - 3aKOH O
KOHTPAKTHOM  CcuUCTeMe) B MOPSIAKE,  MPEAYCMOTPEHHOM  AAMUHUCTPATUBHBIM
PErAAMEHTOM, YTBEPAEHHBIM NMPKrKa3om GPAC Poccum ot 19.11.2014 . Ne 727/14,

YCTAHOBUAA:

Bx. Ne 4806 ot 15.07.2019 r. B YAabsiHOBCKOe YPAC Poccum noctynmaa >kanoba OOO
«TOPFOBbII AOM «BVAA» HO MOAOMKEHMST AYKLMOHHOM AOKYMEHTALMU MPWY MPOBEAESHUM
SAEKTPOHHOro aykumoHa Ne 0368 100007519000257.

CoAepyKaHME YKAAODbI COCTABUAO YKA3AHME HO CASAYIOLLEE.

[0 MHEHMIO 3ASIBUTEAS YKOAODBI, TPEOOBAHME 3AKA3YMKA O MOCTABRKE TOBAPA MO No3mumm 3
TeXHMYyeckoro 3apaaHusg  (MHH  «MeponeHem») € YCTAHOBAEHMEM  MOKA3ATEAS
«BO3MOXKHOCTb 6€30MacHOro BBEAEHMS MPEnapATa B A03€ 2 I KObKAbIE 8 YOCOB B BMAE
BOAIOCHOM WHBEKLUMU» HE COOTBETCTBYET TPebOoBAHMSIM 4acTh 1 cTtatbk 33 3AKOHA O



KOHTPAKTHOM cUCTEME M MOCTaHOBAeHMSs [Mpaeutenbctea PO ot 15.11.2017 r. Ne 1380 «O6
OCOBEHHOCTSIX OMMCAHWST AEKAPCTBEHHBIX MPENAPATOB AASI MEAULMHCKOrO NMPUMEHEHMSI,
SIBASIFOLLUMXCST OBOBEKTOM 3AKYMKN AASI OBECTNEYEHUS] TOCY AQPCTBEHHDBIX 1 MYHULMMOABHbBIX
HY>KA» (Aanee — NocTaHoBAeHme MNpasutenbctsa PO oT 15.11.2017 r. Ne 1380). 3asBuTenb
OTMEYAET, YTO YKA3AHHbLIM CMoco6 BBEAEHMS MPENAPATA HE MMEET TEePANeEBTUYECKOrO
aPPeKTa, 0 6E30MACHOCTV TAKOrO BBEAEHMS MPENAPATA HE COAEPYKUTCS MHPOPMALMST HA
B OAHOM M3 3APErVCTPUPOBAHHBIX MHCTPYKUMM K AEKAPCTBEHHOMY MPENAPATY.

Ha saceaanve Komuccum 19.07.2019 r. npeacTtasutens OOO «TOPFOBbIA AOM «BUAA»
HEe SBUACST (AOKA3ATEABCTBO HOAAENALLErO WU3BELLEHMUSI — OTYET O HAMPABAEHUM
YBEAOMAEHWSI MO SAEKTPOHHOM noyte 17.07.2019 r. 09:49).

MNpeACTABUTEAM 3AKA3UYMKA HA 3acepaHn Kommrccunm 19.07.2019 r. ¢ AOBOAOMMU XKAAODDI
HE COrAQCUAUCH, NPEACTABUAN MNCbMEHHbIE NOSICHEHMST (Mcx. Ne 172/5567 ot 18.07.2019
r.). COAEPKALLUME, B TOM YNCAE, YKA3OHME HA CAEAYIOLLEE.,

B cootBetcTBUM C TpeboBaAHUSIMU MYHKTA 6 [MocTtaHoBAeHust [paButenbctBa PO ot
15.11.2017 r. Ne 1380 no no3mumm 3 TeXxHM4YeCcKoro 3aAaH1s (MHH MeponeHem) 3aKa34MKOM
B AYKUMOHHYIO AOKYMEHTALUMIO BKAKOYEHO OBOCHOBAHME OMMUCAHMST OOBbEKTA 3AKYMKK MO
CAEAYIOLLMM NMOKA3ATEASIM:

- HOAMYME B UMHCTPYKLUUN PEXKNMA AO3MPOBAHMS B3POCABIM MALMEHTAM MPUY HEKOTOPbIX
BUAQX NHQEKLMN, BbI3BAHHbIX MeHee 4YBCTBUTEAbHbBIMU BO3OYAUTEASIMU
Enterobacteriaceae, Pseudomonas aeruginosa MAM NPy O4eHb TSIXKEABIX MHDEKLUMSIX MO 2 T,
KAYKAbIE 8 YOCOB - OBOOCHOBAHME: BBUAY HOAMYMS TAKOW TPYMMbl MOUMEHTOB B OTAEAEHNMN
PEAHMALMN. B AeYEBOHOM YUYPENAEHUN PEFYASIPHO HAXOASITCSI MAUMEHTb C TSHKEAOMN
DOPMON MYKOBUCLMAO3A, Y KOTOPLIX 3APErNCTPUPOBAHbBI HEXXEAQTEAbHbIE MOOOYHbIE
PEAKUMM HAO PA3HbIE QHTUDAKTEPUAABHBIE MPENAPATHI MPU HEOAHOKPATHOM AedYeHUn 2-3
PA3A B oA B CTAUMOHAPAX . YABSIHOBCKA U . AUMUTPOBIPAAQ, A TAKXKE MAUMEHTbI C
YCTONYMBOW peaKkumen K AHTMBMOTMKAM Pseudomonas aeruginosa;

- BO3MOYKHOCTb 6€30MnacHOro BBEAEHUS MPENAPATA B A03€ 2 I'. KOdKAbIE 8 YOCOB B BMAE
OOAIOCHOM UHBbEKLMM - ODOOCHOBAHME: BBUAY MPUMEHEHUSI AQHHOrO MNPEnapaTa B
OTAEAEHUSIX TEPANMU, MYAbMOHOAOTN, PEAHUMALMN. BOAIOCHOE BBEAEHME MPENAPATA
HEODBXOAMMO AAS MALVEHTOB, KOTOPbLIM MPOTVBOMOKA3AHO AIOOOE KOAMYECTBO AULLHEN
YKUAKOCTU B BUAE MHDY3UIN, B TOM YNCAE, U PACTBOPOB AAST PA3BEAEHNS (HOTPUSI XAOAPUA
0.9 % nAM AekcTpo3a 5%);

- MPU MHOFOKPOTHOM BBEAEHMU C MHTEPBAAOM 8 YACOB MALMEHTOM C HOPMOAAbHOWN
OYHKUMEN MOYEK KYMYASILMS MPEnapaTta He HABAKAQETCS - 0OOOCHOBAHME: OTCYTCTBME
HEOOXOAMMOCTU KOPPEKLMMN AOMNPOBKIM MPU MOUMEHEHUI;

- YCAOBUS XPAHEHWS B YCAOBUSIX, HE TPEDYIOLMX 3ALLNTHI OT CBETA - OOOCHOBAHME: B CBSI3N
C NMPUMEHEeHeM AQHHOMO MPENnApPATA B YCAOBUSIX OTASAESHUN;

- NpU PA3BEAEHUM NPENAPATA U MPUTOTOBAEHNM PACTBOPA B 0.9 % pACTBOPE HATPUS
XAOPUAQ FOTOBbIM PACTBOP AOAXKEH COXPAHSTb CTABUMABHOCTb HE MEHee 3 YOCOB Mpu
TemnepaTtype A0 25°C 1 He meHee 24 yacos Npu TemnepaTtype 2-8 °C — 06OCHOBAHME: Npu
NCMNOAb3OBAHUMN Y AETEN, MOXXUABIX MALUMEHTOB WM MAUMEHTOB C XPOHUYECKOM MOYEYHOM
HEAOCTATOYHOCTBIO MPW KPATHOCTU MPUMEHEHUST Yepes KAdkAble 8 4acoB, C UEAbLO



PAUNOHAABHOIO NCIMOAb30OBAHWMST AO3bl.

Mo POPMUPOBAHUN TEXHUYECKOTO 3AACHUS QAYKUMOHHOWM AOKYMEHTAUMM 3AKA3YMKOM
YKQA3QHbl TPEOOBAHMS K OOBEKTY 3AKYMKM UCXOAST U3 MPODUAST N LEAEN AESITEABHOCTU
AEYEBHOrO YYPEXKAEHNSI.

TpeboBAHNSIM AYKUMOHHOM AOKYMEHTALUMW COOTBETCTBYIOT AEKAPCTBEHHbIE MPENAPATHI
HECKOAbKNX TOProBbiX HAMMEHOBAHUN (AdkeHeM (UHaus), MepoHem (CLLA), CanpoHem
(URYNZE)E

B paccmotpeHnn  >Kanobbl  OObsBASIACS nepepble A0 1510 22.07.2019 1. AA¢
AOKYMEHTAABHOIO AHAAM3A MATEPUAAOB MO AEAY.

Komuccuen Y absHorckoro Y PAC Poccum BbIAO YCTAHOBAEHO CAEAYIOLLEE,

B eaAMHONW WHOOPMAUMOHHOM cucteme (www.zakupkigov.ru) 09.07.2019 r. OGblAn
onyBAMKOBOHDBI U3BELLEHNE U AOKYMEHTALMS O MPOBEAEHNN SAEKTPOHHOIO AyKUMOHA Ne
0368100007519000257, HAMMEHOBAHME OOBEKTA 3AKYMKW: «[MOCTABKA AEKAPCTBEHHbBIX
npenapaToe» (HAYAAbHAST (MAKCUMAABHAOST) LEHA KOHTPAKTA — 605 025,50 py6.).

COrAQCHO MPOTOKOAY PACCMOTPEHUST 3ASIBOK HA YYOCTUME B BAEKTPOHHOM QYKUMOHE
0368100007519000257 ot 18.07.2019 r. NO OKOHYAHMN CPOKA MOAQYM 3ASIBOK HA y4ACTME B
YKA3AHHOM QYKLMOHE He BbIAO MOACHO HM OAHOM 3QSIBKM, B CBSI3U, C YEM HO OCHOBQHUM
yactn 16 ctatbn 66 3AKOHA O KOHTPAKTHOM CUCTEME SAEKTPOHHbBIN AYKUMOH MPWU3HAH
HEeCOCTOSIBLUMMCSI.

PaccmoTpeB MNPEeACTABAEHHBIE MATEPUAAbLI, KOMUCCUST MPUHSIAQ PELUeHVE MPU3HATb
»anoby OOO «TOPIrOBblM AOM «BUAA» HeobocHoBaAHHOM. [pu aTOM KOomMumccus
NCXOAWAQ N3 CAEAYIOLLIETO.

CoraacHo ctatbe 6 3AKOHO O KOHTPOKTHOW CUCTEME KOHTPAKTHASI CUCTEMA B chepe
30KYMOK OCHOBBIBAETCST HA MPUHUMMOX OTKPBITOCTM, MPO3PAYHOCTU UHPOPMALMU O
KOHTPOKTHOM cucteme B chepe  3akynok,  obecnedyeHus KOHKYPEHUMNA,
NPOPECCUOHAANBMA 3AKAIYMKOB, CTUMYAUPOBOHMS MHHOBALIMA, EAMHCTBA KOHTPOKTHOWM
CUCTEMbl B COepe 3aKYyMNoK, OTBETCTBEHHOCTM 30 PEe3yAbTATUBHOCTb OBecrnedyeHus
FOCYAQPCTBEHHBIX M MYHULMMAABHBIX HYYKA, 9DDEKTUBHOCTU OCYLLIECTBAEHKS 3AIKYTMOK,

B COOTBETCTBMM C YACTbIO 2 CTATbM 8 3AKOHA O KOHTPAKTHON CUCTEME KOHKYPEHLMS MU
OCYLLIECTBAEHNM  30KYMNOK AOAXHA OblTb  OCHOBAHA HA COOAIOAEHUMM  MPWHUMMA
AOBPOCOBECTHOM LIEHOBOM N HELIEHOBOM KOHKYPEHLMN MEXAY YYOCTHUKAMM 3CIKYMOK B
LIEASIX BbISIBASHMST AYYLLMX YCAOBMIN MOCTABOK TOBAPOB, BBIMOAHEHMST PABOT, OKA3AHMSI
YCAYT. 3anpelaeTcs coBepLUeHne 3AKAIYMKAMMU, CMEeUVaAN3NPOBAHHBIMI
OPraHU3AUMSIMU, UX AOAYKHOCTHBIMU AULIAMU, KOMUCCUSIMU MO OCYLLECTBASHMIO 3AIKYMOK,
UAEHOMU  TAKUX KOMUCCUM, YYOACTHUKAMKM  3AKYMOK AOObIX  AENCTBUM, KOTOPbIE
NPOTUBOPEYAT TPEOOBAHMSIM HACTOSILLIErO PEASPAABHOrO 3AKOHA, B TOM YACAE MPUBOASIT
K OFPAHUYEHUNIO KOHKYPEHLMMN, B YOCTHOCTU K HEOOOCHOBAHHOMY OFPAHUYEHMIO YMCAQ



YHACTHNKOB 3AKYTOK,

B cooteetctBMM C MNyHKTOM 1 4actn 1 ctatb 64 3AKOHA O KOHTPAKTHOWM CUCTEME
AOKYMEHTALMST OB SAEKTPOHHOM QYKUMOHE AOAKHA COAEPXKATb HAUMEHOBOHME U
ONMCAHME OBBEKTA 3AKYMKN U YCAOBUS KOHTPAKTA B COOTBETCTBMM CO CTAThbeN 33 3AKOHA
O KOHTPOKTHOW CUCTEME, B TOM YMCAE OBOCHOBAHME HAYOABHOM (MAKCVMOAABHOWM) LEHbI
KOHTPAKTA.

CoraacHo nyHkty 1 4actn 1 ctatbm 33 3AKOHA O KOHTPAKTHOM CUCTEME B OMUCAHUM
OBObEeKTA 3AKYMKM  YKA3bIBAKTCS  PYHKUMOHAAbHBIE, TEXHUYECKME U KAYECTBEHHbIE
XQAPAKTEPUCTUKM,  SKCTMAYATAUMOHHBIE  XAPAKTEPUCTUKM  OBbekTa  3aKkyrnku  (Mpu
HEOBXOAMMOCTM). B ONMMCAHME OBBEKTA 3AKYMKMN HE AOAYKHBI BKAKOYATLCS TREOOBAHNS UAM
YKA3QHMSIT B OTHOLUEHMM TOBAPHBIX 3HAKOB, 3HAKOB OBOCAYXXUBAHUS, OUPMEHHbBIX
HAMMEHOBAHUM, MATEHTOB, MOAE3HbIX MOAESAEN, MPOMBbILLAEHHBIX OBPA3L0B, HOMMEHOBAHME
CTPQOHbI MPOUCXOXKAEHWS TOBAPA, TPEDOBAHWS K TOBAPAM, MHOOPMALMM, pABOoTAM,
YCAYrOM MpPpU  YCAOBUM, 4YTO TaKMe TPeOOBAHUSI UAM  YKA3AHUSI BAEKYT 3a COBOW
OrpAHVYEHNE KOAMYECTBA YYACTHUKOB 3AKY MK,

HacTbto 2 cTaTbhM 33 3AKOHA O KOHTPAKTHOM CUCTEME YCTAHOBAEHO, YTO AOKYMEHTALMS O
3AKYMNKE B COOTBETCTBUM C TPEOOBAHUSIMU, YKA3AHHBIMM B YOCTW 1 cTaTbM 33 3AKOHA O
KOHTPAKTHOM CUCTEME YCTOHOBAEHO, AOAXKHO COAEPMKATb MOKA3ATEANM, MO3BOASIOLLME
OMNPEAEAUTb COOTBETCTBME 3AKYMNAEMbIX TOBAPA, PAOOTH, YCAYr YCTOHOBAEHHBIM
3AKA3YMKOM  TpeboBAHMGM. [lpy  STOM  YKA3bIBAKTCSI  MAKCUMOAbHBIE U (MAW)
MWHVMOAbBHbBIE 3HAYEHMST TAOKMX MOKA3ATEAEN, A TAIKKE 3HAYEHMST MOKA3ATEAEN, KOTOPbIE
HE MOIryT MBMEHSITbCSI.

B cuay nyHkTa 6 4actm 1 ctatbh 33 30OKOHO O KOHTPAKTHOM CUCTEME AOKYMEHTAUMST O
3AKYyMNKe AOAKHA COAEPXATb  YKA3OHME HA MEXAYHAPOAHbIE HEMNATEHTOBOHHbIE
HOMMEHOBAHUST AEKAPCTBEHHBIX CPEACTB VAW MPU OTCYTCTBMM TAKUX HOMMEHOBAHUI
XMMUYECKME, TPYMMMPOBOYHBIE HOMMEHOBOHMSI, €CAM OBOBEKTOM  3AKYMKU  SIBASIKOTCS]
AEKAPCTBEHHbIE CPEACTBA. 3AKA3YMK MPU OCYLLECTBASHUM 3AKYMKMA AEKAPCTBEHHbBIX
CPEACTB, BXOASLMX B MNepeyeHb AEKAPCTBEHHbIX CPEACTB, 3QAKYMNKA  KOTOPbIX
OCYLLECTBASIETCSI B COOTBETCTBMM C WX TOPrOBbIMM HOMMEHOBAHWSIMKM, A TAIOKE MpwU
OCYLLECTBASHMN 3AKYMNKNA AEKAPCTBEHHbIX MPENAPATOB B COOTBETCTBUM C MYHKTOM 7 YOCTHU
2 ctatby 83, NyHKTOM 3 yacTtn 2 cTaTb 83.1 3AKOHO O KOHTPAKTHOM CUCTEME BMpaBe
YKQ3bIBATb TOPrOBblE HAMMEHOBOHUS STUX AEKAPCTBEHHbBIX CPEACTB. Y KA3AHHbIN NepeyeHb
M MOPSIAOK  ero  QGOPMMUPOBAHUS  YTBEPXAQIOTCS  [paBUTEeAbCTBOM  Poccumckom
QPeaepaummn. B caydae, eCAn 0OBHbEKTOM 3AKYMKM SIBASIKOTCSI AEKAPCTBEHHbIE CPEACTBA,
NPEAMETOM OAHOIO KOHTPAKTA (OAHOrO AOTA) HE MOTYT BblTb AEKAPCTBEHHBIE CPEACTBA C
PA3AUYHBIMY  MEXAYHAPOAHBIMY  HEMATEHTOBAHHBIMW ~ HOMMEHOBOHUSIMW - AW TIPU
OTCYTCTBMN TAKMX HOMMEHOBAHUM C XUMUYECKMMM, TRYMMNPOBOYHBIMY HOMMEHOBAHKSIMI
MpPW YCAOBKU, YTO HOYAAbHAST (MAKCUMOABHASI) LEeHA KOHTPAKTA (UeHA AOTQ) MpeBbilaeT
NPEAEABHOE 3HAYEHME, YCTAHOBAEHHOE [lpaBmtenbctBoM Poccumckomnm Peaepaumm, a
TAKXKE  AEKOPCTBEHHble  CPeACTBA C  MEeXAYHOPOAHBIMM  HEMATEHTOBAHHbBIMW
HOMMEHOBAHUSIMW  (MPW  OTCYTCTBUM  TAKUX  HOMMEHOBAHWA  C  XUMUYECKUMU,
rPYNNMPOBOYHBIMYA  HOMMEHOBOHUSIMW) U TOPrOBbIMU  HOVMMEHOBAHUSIMU.  [TOAOYKEHMUS
HOCTOSILLLErO MYHKTA HEe MPUMEHSIIOTCSI MPKY ONMPEAEAEHNN MOCTABLLUMKA AEKAPCTBEHHbIX
NPEenapPaATOB, C KOTOPbIM 3AKAKOYAETCSI TOCYAQPCTBEHHbBIM KOHTPAOKT B COOTBETCTBUM CO
ctatben 111.4 3AKOHA O KOHTPAKTHOM CUCTEME.

B cuay yactm 5 ctatby 33 3AKOHO O KOHTPAKTHOM CUCTEME, OCODBEHHOCTV OMMCAHMUS
OTAEAbHbIX BUMAOB OODBEKTOB 3AKYMOK MOryT YCTOHOBAMBATBHCS [1POBUTEABCTBOM
Poccumnckonm Qeapepaumm.



OCOBEHHOCTN OMUCAHNS ASKOPCTBEHHBIX MPEMNAPATOB AAS MEAMNLMHCKOrO MPUMEHEHNS,
SIBASIIOLLIMXCST OOBEKTOM 3AKYMKU AAS OBECNEYEHUsT TOCYAQPCTBEHHBIX U MYHULIMMOAbHbIX
HY>KA (Aanee - OCOBEHHOCTU OMMCAHUS) YTBEPIKAEHBI [TOCTAHOBAEHMEM PABUTEABCTBA
P® ot 15.11.2017 r. Ne 1380.

MyHkTOM 1 OCOBEHHOCTEN OMMCAHMST AEKAPCTBEHHDBIX MPENAPATOB YCTOHOBAEHO, YTO
HACTOSILLUMM  AOKYMEHTOM YCTOHOBAMBAKOTCSI OCOOEHHOCTN OMMUCOHUST AEKAPCTBEHHbBIX
NPEenapaToB AAS MEAUVUMHCKOrO MPUMEHEHNS, SBASIOLLMXCST OOBEKTOM 3AKYMKU  AAS]
obecneyeHmst roCyAQPCTBEHHBIX U MYHUUMMOABHBIX HYXKA (AQAEE - AEKAPCTBEHHbIE
npenaparTbl), B  AOKYMEHTAUMM O 3AKYNKe AEKAPCTBEHHbIX MpernapaTtoB  Mpu
OCYLLECTBAEHNM TAKUX 3AKYMOK (AQAEe COOTBETCTBEHHO - AOKYMEHTAUMST O 3aKyrKke,
3AKyMKa).

Tak, noanyHKTOM «6» nMyHKTA 4 [NocTaHoBAeHUs MpasuTenbcTea PO Ne 1380 yCTOHOBAEHO,
YTO MNPU OMUCAOHMM OOBEKTA 3AKYMKM AOMYCKAETCS1 B  OTHOLWUEHUM AEKAPCTBEHHbIX
NPEnapaAToB NPEAHA3HAYEHHDBIX AAST MOAPEHTEPAABHOIO NMPUMEHEHMSI, - YKA3AHWE HA My Tb
BBEAEHMS AEKAPCTBEHHOIO NPENAPATA (AASI UHBEKUMIN NAKN AAST UHDY 3UN).

CoranacHo nyHKTy 5 OCOBEeHHOCTEM OMMCAHUS, MNPV OMUCAHMU ODOBbEKTA 3AKYMKN He
AOMNYyCKAETCS YKA3bIBATD:

Q) 3SKBMBOAEHTHbIE AO3VPOBKM AEKAPCTBEHHOrO MpenapaTa, MpeAyCMATPUBAOLME
HEODXOAMMOCTb AEAEHUSI TREPAON AEKAPCTBEHHOW GOPMbI MPEnapaTa;

6) AO3MPOBKY AEKAPCTBEHHOrO MPENAPATA B OMPEAEAEHHBIX EAVNHNLAX U3MEPEHUS NP
BO3MOMHOCTV KOHBEPTUPOBAHUSI B WMHble eAUHVUbl Kn3MepeHust (Hanpumep, «ME»
(MEXAYHAPOAHAS EAMHNLA) MOXKET BbITb KOHBEPTUPOBAHA B «MM» UAM «MPOLEHT» MOXKET
H6bITb KOHBEPTUPOBAH B «MIF/MA» U T.A.);

B) OOBEM HAMOAHEHMSI MNEPBUYHOW YMNAKOBKM AEKAPCTBEHHOrO MNPenapaTa, 34
NCKAOYEHMEM PACTBOPOB AAS UHDY 3UI;

N HOAMYME (OTCYTCTBME) BCMOMOIrATEAbHbIX BELLIECTB;

A) OUKCUPOBAHHBIA TEMMEPATYPHBIM  PEXMM  XPAHEHWST MPENAPATOR MPW  HAAMYNMK
OAbTEPHATUBHOIO;

e) GopMy BbiNyCcka (NEPBUYHOM YMNAKOBKM) AEKAQPCTBEHHOro Mnpenaparta (Hanpumep,
«AMMYAQ», «QACKOH», «BDAUCTEP» U AP.);

YK) KOAMYECTBO eAUVHUL, (TABAETOK, AMMYA) AEKAPCTBEHHOrO MPENAPATA BO BTOPUYHOM
YNAKOBKE, A TAKXKE TPeBOBAHME MOCTABKM KOHKPETHOrO KOAMYECTBA YMNAKOBOK BMECTO
KOAMYECTBA AEKAPCTBEHHOMO MNPENAPATA;

3) TPEeOOBAHUSI K TMOKA3ATEASIM PAPMOAKOAMHOMUKMA U (MAM)  DAPMOKOKUHETUKN
AEKAPCTBEHHOrO MPenapaTa  (HAMpPUMEpP, BPEeMSsI HOYOAD  AENCTBUS, MPOSIBASHNE
MOKCUMOABHOIO 2O®EKTA, MPOAOAKUTEABHOCTb ASMCTBUSI AEKAPCTBEHHOMO NMPenapaTa);

1) NHblE XAPAKTEPUCTUKM AEKAPCTBEHHbBIX MPENAPATOB, COAEPIKALLUMECS B MHCTRYKLUMSIX
MO MPUMEHEHMIO AEKAPCTBEHHBIX MPENAPATOB, YKA3bIBAKOWME HA  KOHKPETHOrO
MPOM3BOANTENASI AEKAPCTBEHHOI O MPENAPATA.

Mpu 3TOM B CUAY NMYHKTA 6 OCOBEHHOCTEN ONMMCAHWS, OMMCAHME OBBEKTA 3AKYTMKN MOXET
COAEPXATb YKA3AHME HA XAPAKTEPUCTUKM, MPEAYCMOTOEHHDBIE MOAMYHKTAMU «B» - «U»



nyHKTa 5 MoctaHoBAeHus MpaButenbctBa PO Ne 1380, B cAydae, eCAM HE MMEETCSl MHOMN
BO3MOYXHOCTM OMUCATb AEKAPCTBEHHBIE MPENnAPAThl. [1py 3TOM AOKYMEHTALMST O 3AKYNKe
AONKHO COAEPKATD:

a) 060CHOBAHME HEOBXOAMMOCTU YKA3AHKST TAKMX XOPAKTEPUCTUK;

6) NMOKA3ATEAU, MO3BOASIOLLME orpeAenMTb COOoTBEeTCTBME 3AKYNAeMbIX ASKAPCTBEHHbIX
NpPEenapaATOB YCTAHOBAEHHBIM XAPAKTEPUCTUKAM N MAKCUMAAbHbBIE 1 (MAU) MUHUMOAbHbIE
3HAYEHMST TAKMX MOKA3ATEAEN, A TAKXKE 3HAYEHMST MOKA3ATEAEN, KOTOPblIe HEe MOryT
MN3MEHSITbCSI.

B COOTBETCTBUUN C MOAOXKEHUSIMM YHOCTM 2 CTATbM 8, NYHKTA 1 YacTh 1 cTtaTbm 33 3AKOHA O
KOHTPOKTHOM CUCTEME U MOAOXKEHMSIMN OCOBEHHOCTEN OMMCAHMUS, A TAKKE UCXOAS U3
nyHkTa 1 O630pa cyAebHOM MPAKTUKM MPUMEHEHUST 3AKOHOAQTEABCTBA Poccumckom
Peapepaum O KOHTPAKTHOM CUCTEME B Chepe 3aKynoK TOBAPOB, PABOT, YCAYr AAS
obecrneyeHns roCyAQPCTBEHHbIX HyXKA OT 28.06.2017 r. CAEAYET, YTO 3AKA3YMK BMPABE
YCTOHOBAVBATb  AOMOAHUTEAbHBIE TPEDBOBAHMSI K OBOBEKTY 3AKYMNKM B QAYKLMOHHOW
AOKYMEHTAUMM, ECAN X COBAIOAEHNE HEOBXOAMMO AAST Y AOBAETBOPEHMUS NOTPEDOHOCTEN
3AKA3YMKA N OHW HOCSIT OB BEKTUBHbBIN XAPAKTEP.

N3 aQHOAM3A QAyKUMOHHOM AoKkymMeHTaumm Ne 0368100007519000257 cAeAyeT, 4Tto B
COOTBETCTBMM C MYHKTOM 8 pasaend 1 «Obuime ceepeHns 06 SAEKTPOHHOM QYKLVOHE
AOKYMEHTAUMM OO BEKTOM 3AKYMKM SIBASIETCS MOCTABKA AEKAPCTBEHHbBIX MPENAPATOB.

MyHKT 9 pasaena 1 «Obwme ceepeHUst 06 SAEKTPOHHOM QYKLUMOHE» AOKyMEHTaUMM Ne
0368100007519000257 COAEPXKNT YKA3AHME HA TO, YTO OMMCAHME ODOBEKTA 3AKYMKM
COAEPXKUTCS B MPUAOXKEHUN N2 1 AOKYMEHTaLN.

B Mpunoxkernn Ne 1 «OnmcaHme ob6beKkTa 3aKynky (TOBAPA) 1 KOAMYECTBO» K AYKLUMOHHOM
AokymeHTaumy  Ne 0368100007519000257 copepuntcst TabAMua ¢ ykasaHnem OKIMA2;
MEXAYHAPOAHOMO HEMATEHTOBAHHOMO HAOMMEHOBAHWS; KOHKPETHBIX MOKA3ATEAEW TOBAPA,
COOTBETCTBYIOLLUMX 3HAYEHWNSIM, YCTOHOBAEHHBIM B  AOKYMEHTAUMM OO SAEKTPOHHOM
AYKUMOHE: CBEAEHUSI O AEKAPCTBEHHBbIX QOPMAX, AO3MPOBKAX N €AMHULAX M3MEPEHUS
AEKAPCTBEHHOIO MPEnapaATa; OBLWEro KOAMYECTBA EAUNHUL, MU3MEPEHWS.

MyHKT 3 TABAMLBI TPUAOXKEHNST Ne T K AyKUMOHHOW AokyMeHTaumm Ne 0368 100007519000257
MPEAYCMATPUBAET MOCTABKY AEKAPCTBEHHOro npenapata ¢ MHH «MeponeHem», B TOM
YANCAE, CO CAEAYIOWEN XAPAKTEPUCTUKON: «BO3MOXKHOCTb OEe30MaCHOro BBEAEHMS
NpenapaTta B A03e 2 I KObKAble 8 4yacoB BUMAE BOAKOCHOM MHBbEKUMN», COAEPKALLEN
ODBOCHOBOHME — BBMAY MPUMEHEHUSI ACQHHOIO MNPENAPATA B OTAEASHUSIX Tepanuiu,
Ny AbMOHOAOT N, PEAHUMALNN.

B 3GBMCUMOCTI OT CBOUX MOTPEBOHOCTEN 3AKA34YMK B AOKYMEHTAUMK 06 ayKUMOHE B MPABE
YCTOHOBUTb TPEOOBAHMSI, B YACTHOCTU, K KAYECTBY, TEXHUYECKMM XAPAKTEPUCTVKAM
(NOTPEBUTEABCKMM CBOMCTBOM), PA3SMEPAM, YNAKOBKE TOBAPA C YYETOM CneumndurKkn ero
AESITEABHOCTV U B LEAsIX obecnedyeHust adPEKTVIBHOrO MCMNOAb3OBAHNST OOAMKETHbBIX
CPEACTB, MNpu COBAIOAEHMM  YCTAHOBAEHHbIX  3AKOHOAOTEABCTBOM  Poccumckom
Depepalmn MOAOXKEHNIN, HAMPOBAEHHBIX HO obecneyeHme npu MPOBEAEHUN TOPIOB
KOHKYPEHTHOM CpeAbl.

COOTBETCTBEHHO, 30KA34YMK BMPOBE BKAKOYUTbD B QAYKUMOHHYIO AOKYMEHTAUMIO TaKue
XOPAKTEPUCTUKN N TPEOOBAHUS, KOTOPbIE OTBEYAIOT €ro NoTpebHOCTIM U HEOOXOAUMDI
AAS BBINTOAHEHWST COOTBETCTBYIOLLMX QYHKLMA. [Tor STOM 3AKA34YMK BMPABE B HEODXOAVMOWM
CTeneHn ASTOAU3NPOBATL MPEAMET 3AKYMOK.



Hn 3aKOH O KOHTPAKTHOM cucteme, HU OCODEHHOCTM OMUCAHUST  AEKOPCTBEHHbBIX
NPenapaToB  AASl  MEAULMHCKOrO  MPUMEHEHNS, YTBEPXKAEHHbIe [TOCTAOHOBAEHMEM
MpasutenbctBa PO ot 15.11.2017 r. Ne 1380, HE COAEPXKAT YKA3AHMSI HO TO, B KOKOM BUAE
3AKA3YMKOM B QAYKLMOHHOM AOKYMEHTAUMN AONKHO ObiTb MPEACTABAEHO OOOCHOBAHME
HEOBXOAMMOCTU YKA3AHMS XAPAKTEPUCTUK AEKAPCTBEHHOrO MPEnapaATa.

Kpome TOro, Ha 3acepaHun Komumccum 19.07.2019 r. NpeACTOBUTEASIMM  3AKA3YMKA
MPEACTOBAEHb UHCTPYKUMKM MO MPUMEHEHMIO npenapatos  MepoHem, CarpoHeM,
LAokeHeM, copep kalime, B TOM YNCAE YKA3AHME, HO TO, YTO MNP MHOTOKPOTHOM BBEAEHN
npenapaTta C MHTEPBOAOM B 8 4ACOB MAUMEHTAM C HOPMOAbBHOW OYHKUMEN MNOYEK
KYMYASILMN MPENAPATA HE HOBAIOAOETCS, YTO COOTBETCTBYET MOTPEDOHOCTSIM 3AKA3YMKA U
MOAOYKEHNSIM QY KLMOHHOM AOKYMEHTALNMN,

Taknum  0Bpa30OM, MEAULVMHCKUM  YYOEKAEHMEM B AYKUMOHHOW  AOKYMEHTAUUM
YCTOHOBAEHbI TPEOOBAHMST K AEKAPCTBEHHOMY MPENnapATy C Y4ETOM CODOCTBEHHbIX
NOTPEOHOCTEN U NCXOAST U3 CREUNDUKNA OCYLLIECTBASIEMON AESITEABHOCTU, B CBS3UM C YEM
Komucecursg YabsHockoro YOAC Poccum AeAQeT BbIBOA O TOM, YTO AOBOAbI 3QSIBUTEAS,
YKQ3AHHbIE B YKOAODE, SIBASIKOTCSI HEOOOCHOBAHHBIMU,

Y4YnTbIBAST MBAOXKEHHOE, KOMUCCUS, PYKOBOACTBYSICb YACTbIO 1 CTATbU 2, MYHKTOM 1 4aOCTU
15, NyHKTA 2 YacTn 22 cTtaTtbh 99, 4acTbio 8 cTaTbm 106 3AKOHA O KOHTPAKTHOM CUCTEME,

PELLUNAA:

MpK3HATL >karoby OO0 «TOPIOBbI AOM «BAA» HEO6OCHOBAHHOM.

[NpeaceAQTEAD KOMUCCUN C<...>
YAEHbI KOMUCCUU K<...>
H<...>

PelleHmne MmoxceT BbiTb O6XKAAOBAHO B Cy,A,e6HOM MOoPSsIAKE B TeHEeHNE Tpex MecsLeB CO AHSI
ero NPnHITHSI.



