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KoMMccus Mo KOHTPOAKD 3aKynoK YNpaBAeHst PeaepaAbHOM AHTUMOHOMOABHOW CAYYKObI
no TyAbckomn obAacTh (Aanee - Kommccust) B COCTOBE:

POCCMOTPEBR NMOCPEACTBOM BUAEOKOHPEPEHLICBS3M XXAAODY 0BLLIECTBA C
orpaHunyeHHom oteetcteeHHOCTbO "MCK" (Aanee — 3asisutenb, OO0 «MCK») (BX.



Ne 1985/24 o1 01.04.2024) HQ AENCTBUSI MUHUCTEPCTBA 3APOBOOXPAHEHMS TYAbCKOW
obAacTn (Aanee — 3aKA34YMK) MPU ONMPEAEAEHNN MOCTABLLMKA (MOAPSIAYMKA,
MCTMOAHUTEAST) NMYTEM MPOBEAEHMS 3AMNPOCA KOTUPOBOK B SAEKTPOHHOM GOPME HA MPABO
3AKAKOYHEHNST KOHTPAKTA HA LEHTPAAM3OBAHHYHO MOCTABKY AEKAPCTBEHHOMO NPEnApATA
AN MEAVUMHCKOrO MPUMEHEHMs1 A3TPEOHAM U/UAM A3TPpeOoHAM AM3NH (MyKOBUCLMAOS3)
(akynka Ne 0366200035624002115) (aAaaee — 3aKyrKa), PYKOBOACTBYSICb CTATbSIMU 99,
106 PepepanbHoOro 3arkoHa ot 05.04.2013 Ne 44-O3 «O KOHTPAKTHOM CUCTEME B chHepe
3AKYMNOK TOBAPOB, PABOT, YCAYT AAS OBecneyeHmnst rocy AQPCTBEHHBIX 1 MYHULUMMAAbHbBIX
HY>KA» (AOAEe — 3AKOH), NPABUAAMM OCYLLECTBAEHMS KOHTPOAS B ChEPE 3AKYMNOK
TOBQAPOB, PABOT, YCAYT B OTHOLLEHNM 3AKAIYMKOB, KOHTPAKTHBIX CAYXKO , KOHTPAKTHBIX
YMPABASIHOLLMX, KOMUCCUIN MO OCYLLLECTBAEHUIO 3AKYMNOK TOBAPOB, PABOT, YCAYT 1 NX
YAEHOB, YNOAHOMOYEHHbBIX OPIraHOB, YITOAHOMOYEHHBIX YYPENAEHNIA,
CNEeUnaAM3POBAHHBIX OPraHM3ALMIN, ONEPATOPOB SAEKTPOHHBIX NAOLLAAOK,
onepaTopPOB CMELUMAANINPOBAHHBIX SAEKTPOHHbBIX MAOLLAAOK, YTBEPXKAEHHBIMI
MNoctaHosAeHneM Mpasuteabctsa PO o1 01.10.2020 N 1576 (aanee - MNpaBrAQ), Npun
y4acTuu:

- MPEACTABUTENS TOCYAQPCTBEHHOIO KA3EHHOMO YUYPEXAEHUS TYAbCKOM 0BAQCTU «LIeHTp
OPraHM3aLMM 3AKyNoK» (AAAEE — Y NMOAHOMOYEHHOE YUYPEXKAEHNE), KOMUCCUW MO
OCYLLECTBAEHMIO 3AKYMOK FOCYAQPCTBEHHOIO KO3EHHOIO YUYPEXKAEHNS TYAbCKOWM
0BAACTU «LIeHTP opraHM3aLmm 3akynok» (Aasee — KOTMpOBOYHAST KOMUCCKST) HA
OCHOBQOHMM AOBEPEHHOCTU;

- NMPEACTABUTEAEN 3AKA3YMKA HO OCHOBAHUN AOBEPEHHOCTU;

(BasiBUTEADL, HOAAEXKALLIMM OBPA30M YBEAOMAEHHbBIN O AQTE, BODEMEHN N BO3MOYKHOM
cnocobe PAacCMOTPEHMS AGHHOTO AEAQ, YHOCTUE CBOUX MPEACTABUTEAEN B 30CEAQHNMN
Komumccum He obecneumnn),

YCTAHOBUAA:

B Tyabckoe YOAC Poccum NOCTYMMAC YKOAODB A 3ASIBUTEAST HO AENCTBMS 3AKA3YMKA NP
NpoBEAEHNN 3AKYTKU.

o MHEHIO 3ASIBUTENS], DAEKTPOHHBIN AOKYMEHT OnMMCAHME OB BbEKTA 3AKY MK
n3peLleHns o 3akynke (aanee — OnNMcCaHne 0B6bEKTA 3AKYMKM) HE COOTBETCTBYET
TPEBOBAHUSIM 30KOHOAQTEALCTBA Poccuickom Geaepaumm O KOHTPAKTHOM CUCTEME B
cohepe 3aKYNOK B CBSI3N CO CAEAYIOLLVM.

N3 Onmcanms o6bekTa 3aKYMNKN CAEAYET, YTO MOCTABKE NOAAEXKUT AEKAPCTBEHHbIN
npenapaT A3TPEOHAM U /1AM A3TPEOHAM AU3NH, TOProBOEe HaOMMEHOBAHME «KAMCTOH
MOPOLLOK AAS MOUTOTOBAEHMS PACTBOPA AAST MHFOASILUMIA 75 MIT B KOMIMAEKTE C
PACTBOPUTEAEM N HEOYAQM3EPOM», HE3APEMMCTPUPOBAHHBINM HO TEPPUTOPKMN
Poccumckom Qeaepaumn.

OAHOKO 3AKA34YMKOM B OOOCHOBAHME 3AKYMKM MO TOPrOBOMY HOMMEHOBAHMIO HE
PA3MeELLEeH MPOTOKOA PeLLEHUS BPAYEOHOM KOMUCCUM, A YKA3AHO AULLb CASAYIOLLEE:
«*3AKA3YMK YCTAOHOBAMBAET AQHHbBIE TPEOOBAHUS K OYHKLNOHOABHBIM, TEXHNYECKUM U
KQYECTBEHHBbIM XAPAKTEPUCTUKAM TOBAPJ, T.K. 3AKYMNKA MPEAHA3HAYEHA AAST AbITOTHOMO



AMOBYAQTOPHO-TIOAMKAMHNYECKOTO (BHE BOABHIMLLI) OBEecneYeH s NaUMEHTOB,
CTPAAQIOLLNX MYKOBUCLMAOIOM, Y>KE MOAYHAIOLLMX TEPAMMNIO ACHHBIM MPENAPATOM MO
YKM3HEHHBIM MOKA3AHKMSIM HO OCHOBAHWK peLleHnst BK»,

CoraacHo yacth 15 ctatbun 37 PepepanbHoro 3akoHa ot 21.11.2011 N 323-03 "O6
OCHOBOX OXPOHbI 3A0P0BbS TPAXKAAH B Poccuinckom Qeaepaumn’ (aanee — 3aKoH o6
OCHOBQX OXPAHbl 3A0PO0BbSI IPAMKAOQH) HA3HAYEHNE U MPUMEHEHNE AEKAPCTBEHHDIX
NPEenApPATOB, MEAULIMHCKUX U3AEAUN 1 CRELMAAMNINPOBAHHBIX MPOAYKTOB Ae4EOHOro
MUTAHUS], HE BXOASILLIMX B COOTBETCTBYHIOLLMINA CTAOHAQPT MEAULIMHCKOW MOMOLLM UAU HE
NPEAYCMOTPEHHBIX COOTBETCTBYHIOLLLEN KAVHNYECKOWN PEKOMEHAQLIMEN, AOMYCKAKOTCS B
CAYYOE HAANYMS MEAMLMHCKMX MOKA3AHUM (MHAMBUAY OABHOM HEMEPEHOCKMOCTU, MO
YKN3HEHHBIM MOKA3AHKSIM) MO PELUEHUIO BPA4YebHOM KOMUCCKN,

B cooTBETCTBIM CO CTATbEN 79 3AKOHA 06 OCHOBAX OXPAHbI 3A0POBbS FPAYKACH
MEAULIMHCKAS OPraHmM3aLmst 06513aHA 06eCnednBaTb NPUMEHEHUNE PABPELLIEHHbIX
(3APErNCTPUPOBAHHDBIX) K MpUMeHeHMo B Poccumcikomn Peapepaumm AEKAPCTBEHHbBIX
NPEenapAToB, CMELMAANSNPOBAHHBIX MPOOAYKTOB A€4EOHOIrO MMTAHMS, MEANLIMHCKMX
n3peAnr. HasHayeHre 1 MprMeHeHne AeKQPCTBEHHBIX MPEnapATOB, MEAMUMHCKINX
N3AEAVN N CMIELMAANBNPOBAHHBIX MPOOAYKTOB A€H4EOHOT O MMTAHMS, HE BXOASILLIMX B
COOTBETCTBYIOLWMNM CTAHAOPRT MEANUMHCKOW MOMOLLK, AOMYCKAKOTCS B CAYHOE HOANYMS
MEANUMHCKMX MOKA3AHNN (MHAMBUAYOABHOM HEMNEPEHOCKMOCTU, MO YKN3HEHHBIM
NOKA3AHMSIM) MO PELLEHNIO BPAYEOHOM KOMUCCUKM (HOCTb 15 cTaTbn 37 3aKOHA 06
OCHOBOX OXPQHbI 3A0P0BbSI FPAMKAQH).

BmecTe ¢ TeM, B rOCy AQPCTBEHHOM peecTpe AEKAPCTBEHHbBIX CPEACTB
3APEMMCTPUPOBAH AEKAPCTBEHHbBIV NpenapaT TH: A3HAM-AMOQ®, MOAHOCTbIO
OTBEYAO LM MOTPEBHOCTSIM 3AKA34YMKA.

B cooTtBeTCTBUM C NMYHKTOM 6 4OCTM 1 cTATbM 33 3AKOHA ONMNCAHME OBBEKTA 3AKYMKMN
AONKHO COAEPIKATb YKA3AHME HA MEXKAYHAPOAHBIE HEMNATEHTOBAHHBIE HOMMEHOBAHWS
AEKAPCTBEHHbBIX CPEACTB MAM MPU OTCYTCTBUM TAKUX HOMMEHOBAHMIN XUMNYECKNE,

Py MXPOBOYHBIE HAOVMMEHOBAHWST, ECAM OOBEKTOM 3AKYMKU SIBASIKOTCS AEKAPCTBEHHbIE
CpPeACTBA. 3AKA3YMK MPU OCYLLECTBAEHNN 3AKYMKN AEKAPCTBEHHDIX CPEACTB, BXOASILLLMX
B NepeyeHb AeKAPCTBEHHBIX CPEACTB, 3AKYTMKA KOTOPbIX OCYLLECTBASIETCS B
COOTBETCTBMM C UX TOPrOBbIM HOMMEHOBAHKSIMU, A TAIOKE MPW OCYLLECTBASHN 3AKY MK
AEKAPCTBEHHBIX MPENAPATOB B COOTBETCTBMM C NMOAMYHKTOM "I NMyHKTA 2 YyacTn 10 CTATbMU
24 HacTosero PepAepaAbHOroO 3aKOHA BMPABRE YKA3bIBATb TOProBblE€ HOMMEHOBAHMSI
3TUX AEKAPCTBEHHbIX CPEACTB. YKA3AHHbIV NepeyYeHb U NOPSAOK ero GOPMUNPOBAHMUS
yTBEPKAQIOTCS [NpaBuTeAbCcTBOM Poccuickom Geaepaumn. B caydae, eCAM OO BHEKTOM
3AKYMKK SIBASIKOTCSI AEKQPCTBEHHbIE CPEACTBA, MPEAMETOM OAHOIrO KOHTPAKTA (OAHOIO
AOTQ) HE MOTYT BblTb AEKAPCTBEHHBIE CPEACTBA C PAIANYHBIMU MEXKAYHAPOAHBIMM
HENATEHTOBAHHBIMI HAOVMEHOBAHWSIMW AU MNP OTCYTCTBMU TAKUX HOMMEHOBOHUN C
XUMUNYECKMMU, FTRY MNP OBOYHBIMN HOMMEHOBAHUSIMU MPW YCAOBUM, YTO HAYOABHAS
(MAKCMMAOABHQST) LleHA KOHTPAKTA (LeHA AOTA) NPEBLILLIAET NPEAEAbHOE 3HAYEHNE,
YCTOHOBAEHHOe NpaBmnTeAbCTBOM Poccuimckom Qeaepaumm, a TaIOKE AEKAPCTBEHHbIE
CPEeACTBA C MEXAYHAPOAHBIMU HEMATEHTOBAHHBIMW HOMMEHOBAHUSIMU (MPW OTCYTCTBUM
TAKNX HOMUMEHOBAHWI C XMMUYECKMMM, TRY MNP OBOYHBIMN HOMMEHOBAHUSIMIA) U
TOPrOBbIMUN HOMMEHOBAHUSIMU. [TOAOXKEHMST HACTOSILLLErO MYHKTA HE MPUVMEHSIKOTCS MU
OornpeAEeAEeHN NMOCTABLLUMKA AEKAPCTBEHHbBIX MPENAPATOB, C KOTOPbLIM 3AKAIOYAETCS]
KOHTPQAKT CO BCTPEYHBbIMU MHBECTULMOHHBIMMN OB930TEABCTBAMM B COOTBETCTBUN CO
ctatben 111.4 HacTosiwero PepepaAbHOrO 3AKOHA.



COrAQCHO MOANYHKTY "I NyHKTA 2 4acTh 10 cTaTb 24 3AKOHA 3AKA34YMK BNpaBe
NPOBOAWTb B COOTBETCTBUM C HACTOSILLIMM PepepaAbHBIM 3AKOHOM SAEKTPOHHbBIN 3AMpPOC
KOTUPOBOK B CAYYAE OCYLLECTBAEHMS 3AKYMOK AEKAPCTBEHHbBIX MPENAPATOB,
HEOBXOAMMBIX AAST HOBHAYEHMS MALUMEHTY MO MEAMLMHCKMM NOKA3AHMSIM
(MHAMBUAYOAABHAST HENEPEHOCUMOCTb, MO YKM3HEHHBIM MOKA3AHMSIM) MO PELLUEHNIO
BPOYEOHOM KOMUCCUM, KOTOPOE QUKCUPYETCS B MEAVNLIMHCKOWN AOKYMEHTALMW NALMEHTO
N YKYPHOAE MPUHSITBIX HO 3ACEAQHUM BPAYEOHOM KOMUCCUW peLlleHnin. KOAMYeCTBO
3AKYNAeMbIX AEKAPCTBEHHBIX MPENAPATOB HE AOAXKHO MPEBBILLATL KOAUYECTBO
AEKAPCTBEHHbBIX MPENAPATOB, HEODXOAVMbBIX MALMEHTY B TEYEHNE CPOKA AEYEHUSI,

B HacTOsILIEM CAYYae 3AKA3UYMK CMIPOBOLMPOBAA CUTYALMIO, KOFAQ MYTEM YCTAOHOBASHS
OMPEeAEAESHHbIX YCAOBUIA CO3ACHO HEOOOCHOBAHHOE M HE3AKOHHOE MPEMSITCTBME AASI
MOTEHLMNAABHBIX YYOCTHUKOB 3AKY KM, CMOCOBHbBIX MOCTABUTb TOBAP, OTBEYCIIOLLINIM

OO BEKTUBHBIM TPEOOBAHNSIM 3AKA3YMKA, YTO SIBASIETCSI HAMEPEHHBIM OFPOHNYEHNEM
KOHKY PEHLNW.

3a9BUTEAD — UMEHHO TOT YYACTHMK PbIHKA, KOTOPBIN CMOCOBEH MPEAAOXKNTD K MOCTABKE
SKBUBAAEHTHbBIN AEKAPCTBEHHbBIM NpenapaT TH: A3HAM-AMO®, KOTOPLIV MPUMEHSIETCSI MO
OAHMM M TEM YK€ MOKA3AHMSIM, Y AOBAETBOPSIET MOTPEOHOCTU 3AKAZYMKA U
3QPErMCTPUPOBAH B YCTAOHOBAEHHOM MOPSAKE HO TEPPUTOPKMN POCCUNCKON
Peaepaumm.

COrAQCHO MOAMYHKTY «Q» MYHKTA 3 [TOCTAHOBAEHUS [1PABUTEABCTBA POCCUINCKOMN
Peaepaumm ot 15.11.2017 N 1380 "O6 0COBEHHOCTSIX ONMMCAHUS AEKAPCTBEHHbIX
NPEnapPATOB AASI MEAVNLIMHCKOMO MPOUMEHEHMS, SIBASIIOLLIMXCSI OO BEKTOM 3AKYMKNA AAS]
obecneyeHms rocy AQPCTBEHHBIX M MYHULMMAAbHBIX HYYKA" (AaAee — NOCTAHOBAEHME
Mpaeutenbctea PO o1 15.11.2017 N 1380) npu onMCaHmm o6beKkTa 3AKY MK/ B OTHOLLEHNM
AEKAPCTBEHHBIX MPENAPATOB B KAPRTPUANKAX AMOO B MHBIX POPMAX BbIMyCKA,
COBMECTVMBbIX C YCTPONCTBAMU BBEAEHUS (MPUMEHEHWST), - AOAYKHO COAEPIKATHCSI
YKA3AHME HA BO3MOYKHOCTb NMOCTABKM AEKAPCTBEHHBIX MPENAPATOBR C YCAOBUEM
6e3B03ME3AHOM NEPEAQUN MALUMEHTAM COBMECTUMbIX YCTOOWNCTE BBEAEHMS B
KOAMYECTBE, COOTBETCTBYIOLLEM KOAMYECTBY MALMEHTOB, AASI OBECNEYEHMST KOTOPbIX
3AKYMAKOTCSI ACKAPCTBEHHbIE MPENAPATHI B KAPTPMAXKOX.

3a9BUTEADL C LEABIO CODAKOAEHMS MOTPEBHOCTEN 3AKAIYMKA 1 MOAOYKEHNIN
MNoctaHoBAeHus MNpaeutenbctea PO ot 15.11.2017 N 1380 rotos NOCTABUTL HA
6e3B03ME3AHOM OCHOBE HEOYAQM3epbl B TPEOYEMOM KOAMYECTBE.,

OYeBMAHO, YTO 3AKYMNKA HE3APEMMCTPUPOBAHHOIO AEKAPCTBEHHOIO NPenapaTa
BO3MOMHQA TOAbKO B CAy4OE OTCYTCTBUS Y 30KYNAEMOro NPEnapaATa
30PErMCTPUPOBAHHDBIX HO TeppuTopun Poccumckom Peapepaumm aHAAOroB. B
HACTOSILLEM CAyYAe HA TeppuTopun Poccunckom Geaepaumm 3apermcTonpoBaH
AEKAPCTBEHHbIM NpenapaT ¢ MHH «A3TpeoHAM MOPOLLOK AAS MPUTOTOBAEHMS PACTBOPO
ANASI IHTOASILAA 75 MIT B KOMIMAEKTE C PACTBOPUTEAEMD,

CAeAOBATEABHO, MO MHEHWIO 3ASIBUTEAS, 3AKA3YMKOM HAPYLLUEHBI MOAOYKEHMST CTATbU 79
30KOHAO 06 OCHOBOX OXPAHbI 3A0P0BbSI IPAMKAQH, TAK KAK MEAVLMHCKAS OPraHU3ALMS
06513aHa obecnednBaTb MPUMEHEHUE PABPELLEHHBIX (3APErCTPUPOBAHHBIX) K
npuMmeHeHno B Poccuicikom Peaepaumi AEKAPCTBEHHbBIX MPENAPATOB,
COOTBETCTBYIOLLMX LLEASIM €I0 YUPENAEHWMSI.

3ABUTEAD CHUTAET, YTO MPU YKA3AHHBIX OO CTOSITEABCTBAX 3AKYMKA MO TOPrOBOMY



HOMMEHOBAHUIO MMEET MPSIMbIE MPU3HAKM OrPAHNYEHWST KOHKYPEHLUMM, MOCKOAbKY B
pamMkax MHH «A3TpeoHaM» OB BHEKTOM 3AKY MK MOXKET BbICTYMATb 3APEMMCTPRUPOBAHHbIN
B YCTOHOBAEHHOM MOPSIAKE AEKAPCTBEHHbIV MpenapaTt TH «A3HAOM-ANOD».

[MNpeaACTaBUTEAM 3AKA3YMKA, Y MTOAHOMOYEHHOM O YUYPEXKAEHMSI HE COrTAQCUAUCH C
AOBOACQMU Y>KOAODOBI 3ATBUTEAS, MPEACTABUAN MMCbMEHHBIE BO3PAYKEHUSI HO
PACCMATPMBAEMYIO XKAAODY, MPOCUAM OCTABUTL YKOAODY 63 yAOBAETBOPEHMUSI.

3 NoSICHEHMIM 3AKA34YMKA CAEAYET, YTO AQHHAS 3AKYMNKA NPEAHA3HAYEHA AAST AbFOTHOIO
AMOYAQTOPHO-NMOAVKAMHNYECKOT O (BHE BOAbHMLBI) OBecneyeHms NaUNEHTOB,
CTPOAQKOLLMX MYKOBUCLUMAOIOM, YXKE MOAYHAOLLMX TERPANMIO AQHHBIM MPENAPATOM MO
YKM3HEHHBbIM MOKA3AHKMSIM HO OCHOBAHMK peLueHus BK.

YU4nTbIBASI, YTO AEKAPCTBEHHbIE MPEenAPAThl OKA3bIBAKOT HEMOCPEACTBEHHOE BAVSIHNE HA
3A0POBbE U YKN3Hb YEAOBEKA, MPU YCTAHOBAEHUY KOHKPETHBIX TREOOBAHMIA K MPEAMETY
30AKYMOK HO MOCTABKY AEKAPCTBEHHBIX CPEACTB FABHbBIM NPV AEYEHUN NALMEHTOB
SBASIETCST AOCTUIKEHNE HAUAYYLLETO TEPANEBTUYECKOro addeKTA.

BO3MOYKHOCTb YCTAHOBAMBATb NAPAMETObI HEOBXOAMMOrO K MOCTABKE TOBAPA, MCXOAS
N3 CBOUX MOTPEOBHOCTEMN, SIBASIETCS 3AKOHOAAQTEABHO 30KPEMNAEHHBIM MPABOM 3AKA3YMKA,
MNOTPEOHOCTY 3AKA3YMKA SBASIKOTCSI ONMPEAEASIOLLVM GAKTOPOM MNPU YCTAHOBAEHUN M
COOTBETCTBYIOLUX TPeOoBAHWN. [pU 3TOM B 3AKOHE OMPEASAEHO, YTO B ONMMCOHNM
O6BEKTA AOAXKHBI BbITb YETKO MPOMUCAHBI TPEOOBAHKS K KAYECTBEHHBIM U
OYHKLUMOHAABHBIM XAPAKTEPUCTVKAM (NOTPEBOUTEABCKM CBONCTBOM) TOBAPA.

ACBHAOS1 30A040 AC4EBHOIO YYPEIKAESHMST COCTOUT B 06eCrnedYeHn KOYEeCTBEHHOM,
MOKCHMAABHO 6E30MAaCHOM TepanMer NALUMEHTOB. 3 3A0POBbE MALUMEHTA, KOYECTBO
OKO3bIBAEMOW €My YCAYTU, 30 COXPAHEHWE MPUBEPIKEHHOCTUN MALNEHTA K ASHYEHUIO U
AOBEAESHUIO STOrO KYPCA AE4YEHUS A0 KOHLA HECET OTBETCTBEHHOCTb 3AKA3UMK, O HE
MOCTABLLMK. [TO3TOMY, BEIBVPAS TEPAMNMIO, A, COOTBETCTBEHHO, U AEKAPCTBEHHbIE
NPEenapaThl, BPAY OPUEHTUPYETCS B MEPBYIO O4EPEAb HA YKA3AHHbIE KPUTEPUM, A HE HA
BO3MOXKHOCTU OTAESABHOIO MOCTABLLMKA.

3AKA34YMK HE MMEET BOZMOYKHOCTU YCTAHOBUTD TPEOOBAHMS K XOPAKTEPUCTUKAM
TOBOPA, KOTOPbIE Y AOBAETBOPSIAM Bbl BCEX BO3MOMHBIX YYACTHUKOB 3AKYMKM, YTO
COOTBETCTBYET MPABOBOW MO3ULIN, COOPMYANPOBAHHOM B [TOCTOHOBAEHNN MPE3NANYMA
BAC P® o1 28.12.2010 Ne 11017/10 no aeny Ne A06-6611/2009, COrAQCHO KOTOPOW
OCHOBHOM 30AQ4EN 30KOHOAOQTEABCTBA, YCTAHOBAMBAIOLLETO NOPSIAOK MPOBEAEHNS
TOPIrOB, SIBASIETCSI HE CTOAbKO O6ecneyeHe MAKCUMAAbBHO LUIMPOKOro KPyra y4OACTHUKOB
3AKYTMKM, CKOAbKO BbISIBAEHME B PE3YAbTATE TOPIOB AULIA, MCMTIOAHEHNE KOHTPAKTA
KOTOPbIM B HOMBOAbLLEN CTENEHN BYAET OTBEYATH LEASIM 3DDEKTUBHOIO MCMOAb3OBAHMS
NCTOYHMKOB QUHAHCUPOBAHMST, MPEAOTBPALLEHNS 3AOYMOTREDAEHNIN B ChHEPE 3AKYMOK.

PbIHOK MOCTABKM AEKAPCTBEHHOrO npenapaTta ¢ MHH A3TpeoHam 1 /1AM A3TpeoHAM
AV3UH B AEKAPCTBEHHOW POPME MOPOLLOK AAS MPUNOTOBAEHMST PACTBOPRA AAST IHFAASILIIA
B AO3UNPOBKE 75 MI UMEET HEOTPAHNYEHHOE KOAMYECTBO YYACTHUKOB, AOOOM YYACTHNK
3AKYMKN, OBACAQIOLLNA AULLEH3NEN HO GAPMALIEBTUYECKYIO AESITEABHOCTD, BMPABE
NPUOBPECTN AEKAPCTBEHHOE CPEACTBO C YKA3AHHBIM MHH 1 y4yacTBOBATH B

OB bSIBAEHHOM AYKLUMOHE.



My 06OCHOBAHMM COOTBETCTBYIOLLIMX XOPAKTEPUCTUK HEOBXOAMMOrO K MOCTABKE
TOBAPA, ObIA OCYLLLECTBAEH MOHUTOPUHI OYHKLMOHMPYIOLWErO GAPMALEBTUYECKOrO
PbIHKA, KOTOPbIM MOKA3AA, YTO MPON3BOACTBO AEKAPCTBEHHOr O npenapara ¢ MHH
A3TPEOHAM U /AN A3TPEOHAM AU3UNH B AEKAPCTBEHHOM GOPME MOPOLLOK AASI
NPUrOTOBAEHMS PACTBOPA AAST MHFOASILMA B AO3MPOBKE 75 MI OCyLLECTBASIET Gilead
Sciences Ireland UC, KOMCTOH, MOPOLLOK A/MPUIroT. p-Pa AASI UHFAASILMK 75Mr Ne84 (C
PACTBOPUT. 88 amn. 1 HEBYAQM3. AAbTEPA DAEKTPOHUK PENAENCMEHT CUCTEM).

B LeAsx NoOAyYEHMST LEHOBOW MHPOPMALMK B OTHOLLEHMM OBBEKTA 3AKY KN AAS
onpeAeNEHNSsT HOYOAbHOM (MAOKCUMAABHOM) LIEHBI KOHTPAKTA B COOTBETCTBMM CO CTATbEW
22 3AKOHA BbIAV HOMPABAEHBI 3AMNPOCHI O MPEAOCTABAEHNN LEHOBOM MHOOPMALMK 5
MNOCTABLLMKAM, OCYLLECTBASIKOLLIMM NOCTABKY MAEHTUYHBIX TOBAPOB, MAQHUNPYEMbIX K
3AKYTMKE, AV NPU NX OTCYTCTBUN OAHOPOAHbBIX TOBAPOB.

Mo PEIYALTATAM YKAI3AHHbLIX 3AMNPOOoCOoB H6bIAO MOAYYEHO 3 UEHOBbIX MPEEeANOKEHWS.,

AONOAHUTEABHO 3AKA3YMK COOBLLMA, YTO MO 3AsIBKE FMAABHOIO BHELLUTAOTHOIO
MYAbMOHOAOIA C MPUHSITUEM BO BHUMAHME pPeLLEHNS BpadebHom kommccum Y3 TO
«TyAbCKQOS1 OBAQCTHAST KAMHMYECKAs1 6oAbHMLO» OT 25.03.2024 Ne 17 noAQHA NOTPEBHOCTb
HQ 3AKYMKY NPEnApPATA Mo KOHKPETHOMY TOProBoOMY HAMMEHOBAHMIO KancTtoH (MHH-
A3TpEOHAM).

[NpenapaTt Ha3HAYEH MO MUIHEHHBIM MOKA3AHMSIM, 3OMEHE N OTMEHE HE MOAAEXNT.

Ha OCHOBAOHMM 3AKAKOYEHMS BPAYEOHOW KOMUCCUM MUHNCTEPCTBOM 3APOBOOXPAHEHNS
TyAbCKOM OBAQCTU MPOBEAEHA PABOTA MO 3AKYMKE HE3APETNCTPMPOBAHHOMO HO
Tepputopumn Poccumcikom Qeaepaumm NpenapaTa No KOHKPETHOMY TOProBOMY
Ha3BaHMO KamctoH (MHH-A3TpeoHam) aAng obecnederHmnst NauneHTa, CTPAAQKOLWErO
TSIDKEABIM YKNBHEY TP OMKAIOLLMM XPOHUYECKM 3060AEBAHMEM MYKOBUCUMAO3 (KOCTHbIN
dPnbPO3).

3yunB npeACTaBAEHHbIE B YNpaBAeHe DeaepaAbHOM AHTUMOHOMOABHOM CAY>KObI MO
TyAbCKOM OBAQCTU AOKYMEHTbI, 3QCAYLLAB AOBOAbBI YYHACTHUKOB PACCMOTPEHMST AQHHOW
YKAAODbI, A TAKYKE HO OCHOBOHUW MPOBEAEHHOW KOMUCCMEN B COOTBETCTBMM C YACTbIO 15
CTaTbM 99 3AKOHA, MNPABNAAMU BHENAQHOBOW MPOBEPKM MO BOMPOCY COOAOAEHUS
CyBbeKTAMU KOHTPOAS TPEOOBAHMIN 3AKOHA MPU NMPOBEAEHNMN 3aAKy KK, Komrccus
MPULLAQ K CAEAYIOLLMM BbIBOAQOM.

N3BeLLeHne 0 3aKkyrnke N SAEKTPOHHbIE AOKYMEHTbI K Hemy 27.03.2024 pa3MelLLeHbl B
eAVHOM MHOOPMALMOHHOW CUCTEME B Chepe 3aKYNOK (AOAEE — EAMHAS
MHOOPMALMOHHAS cnucTtema, ENC).

HayanbHOS1 (MOKCUMAAbBHAST) LLEHA KOHTPAKTA COCTABASET 1 972 041,12 pybaen.

KOHTPAKT Mo ntoram 3aKkynk 3aKA34YMKOM HE 3AKAKOYEH.

Ha OCHOBOHMM NPOBEAEHHOM KOMMCCUMen BHENAQHOBOW MPOBEPKU, C YHETOM AOBOAOB,
N3AOXKEHHBIX B YKOAODE 3ASIBUTEAS!, yCTOHOBAEHO CASAYIOLLIEE,



MyHKTOM 1 4aCTM 2 CTATbM 42 3AKOHA OMPEAEAEHO, YTO U3BELLIEHNE OO OCYLLECTBAEHNMN
3AKYTMKU, ECAU HOE HE MPEAYCMOTPEHO HACTOSLLMM PepepAAbHBIM 3AKOHOM, AOAMHO
COAEPYKATb B BUAE DAEKTPOHHOMO AOKYMEHTA ONMMCAHME OB BbEKTA 3AKYMKM B
COOTBETCTBUM CO CTATbEM 33 HacTosILLero PeAepAAbHOrO 3AKOHQ.

COrAQCHO HYOCTM 2 CTATbM 33 3AKOHA ONMCAHME OOBEKTA 3AKYMKM B COOTBETCTBUM C
TPEbOBAHUSIMM, YKA3AHHBIMM B YOCTU 1 HOCTOSILLEV CTATbU, AOAYKHO COAEPIKATb
NOKA3ATEAM, MO3BOASIOLLME OMPEAEAUTD COOTBETCTBME 3AKYNAEMbIX TOBAPA, PAOOTHI,
YCAYTU YCTOHOBAEHHBIM 3AKA34YMKOM TPEDOBAHMSM. oK 3TOM YKA3bIBAKOTCS
MOKCUMOAbHbBIE U (MAN) MUHUMAOABbHbBIE 3HOYEHWS TAKMX MOKA3ATEAEN N (MAN) BHAYEHUS
MOKA3ATEAEN, KOTOPbIE HE MOIYT N3MEHSITLCSI.

B coOTBETCTBMM C MOAMYHKTOM «M» MYyHKTA 2 YaCTM 10 CTATbU 24 3AKOHA 3AKA34YMK BMNpaBe
NPOBOAUTb B COOTBETCTBMI C HACTOSILLMM PeAEepAAbHBIM 3AKOHOM SAEKTPOHHbIM 3ANPOC
KOTUPOBOK HE3ABNCMMO OT HOYAAbHOW (MAKCVMOABHOW) LIEHBI KOHTPAKTA U FOAOBOMO
o6bemMa 3aKyNoK, MPEAYCMOTPEHHBIX MYHKTOM 1 HOCTOSILLEN YACTU, B CAYYOE
OCYLLECTBAEHMS 3AKYMOK AEKAPCTBEHHbBIX MPENAPATOB, HEOOXOANMbBIX AAST HOZHAYEHUS]
NALMEHTY MO MEANLMHCKMM MOKA3AHMSIM (MHAMBUAYAABHAST HENEPEHOCUMOCTb, MO
YKMBHEHHBIM MOKA3AHUSIM) MO PELLEHNIO BPAYEOHOM KOMUCCUK, KOTOPOE OUKCUPYETCS B
MEeANLMHCKOMN AOKYMEHTALMM NAUMEHTA M XY PHAAE MPUHSITHIX HO 3aCeAQHNN
BPOYEOHOM KOMUCCUM peLLEHNIN, KOAMYECTBO 3AKYNAEMbIX AEKAPCTBEHHbBIX MPENAPATOB
HEe AOAYKHO MPEBDLILLATL KOAMYECTBO AEKAPCTBEHHbLIX MPENAPATOR, HEOBXOANMbIX
NAUMEHTY B TEYEHME CPOKA AEHEHMSI.

B nyHKTe 2 OnmMcaHms o6bekTa 3aKy Mk YCTAHOBAEHbI CASAYOLLME TPEOOBAHMS K
OYHKUMOHAABHbBIM, TEXHUYECKM U KAYECTBEHHBIM XAPAKTEPUCTUKAM TOBAPA:

Ne Tpebyemoe
HaumeHoBaHMe nokasaTeAs 3HOYEHue
n/n NoKasaTeAs
1 MeXKAYHAPOAHOE HENATEHTOBAHHOE HAVMMEHOBAHME/ XMMMYECKOe, A3TPEOHAM U /1A
" | rpynnpoBOYHOE HOMMEHOBOHWE A3TPEOHAM AU3MH

MOPOLIOK AASI

MPUrOTOBAEHMS]
1.1 | AekapcTteeHHOst opma
PACTBOPA AASI
VHraASumMm
1.2 | Aosnposka 75 mMr

1.3. | Koa noanumm KTPY (Koa yana CMHH) -

/IHblE XaPAKTEPUCTUKN, YCTOHOBAEHHbBIE B COOTBETCTBMM C OCcoBeHHOCTSIMM | Toprosoe
1.4 | onNMCAHKS AEKAPCTBEHHBIX MPENAPATOB, YTBEPXKAEHHBIE [TOCTOHOBAEHVEM | HOMMEHOBAHME:
Ne 1380 (NyHKT AODBABASIETCS MPU HEOOXO AMMOCTI) KanctoH*

/IHble XaPAKTEPUCTUKMN, YCTOHOBAEHHbBIE B COOTBETCTBMM C OCOBEHHOCTSIMAN | B KOMMAEKTE C
1.5. | oNUCaHMS AEKAPCTBEHHBIX NPENAPATOB, YTBEP)KAEHHbIE [TOCTOHOBASHMEM | PACTBOPUTEAEM U
Ne 1380 (NyHKT AODABASIETCS MPU HEOOXO AMMOCTI) HebyAQIn3epoMm

*3AKA34YMK YCTAHOBAMBAET ACHHbBIE TPEOOBAHUS K OYHKLUMOHAABHBIM, TEXHUYECKM U
KQYECTBEHHbIM XAPAKTEPUCTUKAM TOBAPA, T.K. 3AKYTMKA NPEAHA3HAYEHA AASI AbFOTHOMO
AMOYAQTOPHO-TIOAUKANHNYECKOTO (BHE BOABHULBY) obecrneyeH sl NaLNEeHTOB,
CTPOAQIOLLMX MYKOBUCLMAO3OM, YyKE MOAYHAOLLMX TEPAMMIO ACHHBIM MPENAPATOM MO



YKM3HEHHBIM MOKA3AHMSIM HO OCHOBAHMK peLleHns BK.

MyHKTOM 6 YacTn 1 cTaTbM 33 3AKOHA ONMPEAEAEHO, YTO ONMUCAHME OB BEKTA 3AKYMKMN
AOAXKHO COAEPIKATb YKA3ZAHME HA MEXKAYHAPOAHbBIE HEMATEHTOBAHHBIE HAOVMEHOBAHMSI
AEKAPCTBEHHbBIX CPEACTB UAU MPU OTCYTCTBUM TAKMX HOMMEHOBAHUN XUMNYECKME,
FPYNNMPOBOYHBIE HOMMEHOBAHMST, ECAM OO BEKTOM 3AKYMKU SBASIKOTCS AGKAPCTBEHHbIE
CPEeACTBA. 3OKA3YMK MPU OCYLLECTBAEHNN 3AKYMKN AEKOPCTBEHHBIX CPEACTB, BXOASILLIMX
B NepeyeHb AEKAPCTBEHHBIX CPEACTB, 3AKYMKA KOTOPbIX OCYLLECTBASIETCS B
COOTBETCTBMM C UX TOPIrOBbIMA HAOMMEHOBAHKSIMU, A TAIOKE MPW OCYLLECTBASHN 3AKY MK
AEKAPCTBEHHbIX MPENAPATOB B COOTBETCTBMU C MOAMYHKTOM "I MYHKTA 2 YyacT 10 CTATbU
24 3QKOHA BMPABE YKA3bIBATb TOPrOBble HAMMEHOBOHMST STUX AEKAPCTBEHHBIX CPEACTB.
Y KA3OHHbIN MepedeHb 1 NMOPSIAOK ero @OPMUPOBAHKS YTBEPIKAQIOTCST [TPpABUTEALCTBOM
Poccuimnckom Qeaepaumn.

B CcOOTBETCTBUM C YACTBIO 5 cTATbM 33 3AKOHO OCOBEHHOCTY ONMUCAHMS OTASABHbBIX
BUAOB OOBEKTOB 30KYMOK MOrYyT YCTAOHABAMBATLCS [TPABUTEABCTBOM POCCUIMCKOWM
Peaepaumn.

MNocTtaHoBAeHneM MpasmnTenbctsa Poccumnckom Qeapepaumm ot 15.11.2017 N 1380
YTBEPXKAEHB OCOOEHHOCTM OMMCAHKSI AEKAPCTBEHHBIX MPENAPATOR AASI MEANLIMHCKOrO
NPVIMEHEHIS, SIBASIFOLLIMXCST OB BEKTOM 3AKY MK AAST OBECNEYEHMS TOCY AQPCTBEHHbBIX U
MYHULMMOABHBIX HY>KA (Aaaee - OCOBEHHOCTU ONMMCAHMS ASKOPCTBEHHBIX MPENAPATOBR).

COrAQCHO MOANYHKTY «a» MyHKTA 4 OCOBEHHOCTEN ONMMCAHNS AEKAPCTBEHHbIX
MNPEenapPaATOoB MPU ONMMCAHUM 06 BEKTA 3AKYMNKM B OTHOLLEHWMN AEKAPCTBEHHbIX
NPEenapPATOBR, HEOBXOANMBIX AAST HOSHAYEHMS MALUEHTY NP HOAUYU MEAULIMHCKX
MNOKA3AHUN (MHAMBUAYOABHAS HEMEPEHOCUMOCTb, MO YKU3HEHHBIM MOKA3AHMSIM) MO
PeLIeHNIO BPAYebHOM KOMUCCUN MEANLIMHCKOW ORI AHU3ALMN, AOTYCKAETCS YKA3AHNE
HQ TOProBblE HAMMEHOBAHMSI,

Ha ocHOBAHMM YOCTW 2 CTATbM 48 3AKOHA 06 OCHOBOX OXPAHbI 3A0POBbLS MPOYKAQH
BpAYEOHAS KOMUCCKS CO3AQETCS B MEAVLIMHCKOM OPrAHN3ALMN B LIEASIX
COBEPLUEHCTBOBAHMS OPr AHM3ALMM OKA3AHMST MEAVNLMHCKOWM MOMOLLU, MPOUHSITUAS
PELLEHNIN B HOMBOAEE CAOXKHBIX 1 KOHDAMKTHBIX CAYHYASIX MO BOMPOCAM MPOPUAAKTUKN,
AVNATHOCTUKU, AEYEHUS U MEANLIMIHCKOW PEeABUAUTALMN, ONPEAEAEHUS
TPYAOCNOCOBHOCTU MPOMKACH M MPODECCUOHAABHOWM MPUrOAHOCTU HEKOTOPbIX
KaTeropui paboTHUKOB, OCYLLECTBAEHMS OLEHKM KAYECTBA, OO OCHOBAHHOCTU U

3P PEKTUBHOCTUN AEHEOHO-ANATHOCTUYECKUX MEPOMPUSITUN, B TOM YACAE HOSHAYEHS]
AEKAPCTBEHHbBIX MPENAPATOBR, OBecnedyeHmst HA3HAYEHUS U KOPPEKLMMN AEYEHUNS B LIEASIX
YyYETA AQHHBIX MALMEHTOB NpY 0BEeCneYeHNn AEKAPCTBEHHBIMY MPENAPATAMM,
TPAHCMAQHTALMM (MEPECAAKN) OPrAHOB 1 TKOHEW YHEAOBEKA, MEAMLIMHCKOMN
PEABUAUTALNN, A TAKXKE NPUHATUS PELLEHUS MO NHBIM MEAVLIMHCK/M BOMPOCAOM.
PelueHne Bpad4edbHOM KOMUCCUM OPOPMASIETCS MOOTOKOAOM M BHOCUTCS B MEAMLMHCKYIO
AOKYMEHTALMIO NALUMEHTA.

MNopsA0K pabBoThl BPAYEOHOM KOMUCCKUM OMNPEAEASIETCS MPOUKA3OM
MuHsapascoupassunTns Poccnm ot 05.06.2012 N 502H "O6 yTBEPIKAEHNM MOPSIAKO
CO3ACQHUSIM AESITEABHOCTW BPAYEOHOM KOMUCCUN MEAUNLIMHCKOM OPraHM3aumm’”,
CoraacHo nyHKTy 4.7 TopsiaKa, YTBEPIKAEHHOTO AQHHBIM MPWKA30M, B OYHKLUN
BPAYEOHOM KOMUCCUM BXOAUT, B TOM YNCAE MPUHSITUE PELLEHMS O HO3HAYEHNI



AEKAPCTBEHHBIX MPENAPATOB MPK HAOANYN MEANLNHCKMX MOKA3AHNN (MHAVBUAYAABHAS
HEeNepPeHOCUMOCTb, MO YKM3HEHHbBIM NMOKA3AHKSIM) - MO TOPrOBbIM HANMEHOBOHKSIM.

BpayebHom koMmmnccrem MeAnLMHCKOM opranmdaumm Y3 TO «TyAbCKkast OBAQCTHAS
KAVHMYECKAs1 BOAbHMLAY NAUMEHTAM, C Y4ETOM XPOHNYECKOT O HEYKAOHHO
NPOrPECCUPYIOLLErO TEYEHNS TSPKEAOIO rEHETUYECKN OBYCAOBAEHHOIO 3A60AEBAHMS],
3HOYUTEABHO CHMYKQAIOLLETO KAYECTBO YKN3HN 1 €€ OXKMAQEMYIO MPOAONKUTEABHOCTb
HeOBX0AMMO obecneyeHme <NAUMEHTA> MO YKMBHEHHBIM NOKA3ATEASIM AEKAPCTBEHHDIM
NPENAPATOM MO KOHKPETHOMY TOPrOBOMY HOMMEHOBAHUIO, HE3APEMMCTPUPOBAHHBIM B
Poccunckom Qeapepaummn, B CAepyoLLEM oBbeME:

A3TPEOHAM AN3UH («KAMCTOH» NPon3BoACTBA Gilead Sciences Inc. USA) 75 mr Ne84 ¢
pacTtsoputenem 88 amnya n Hebyaamaepom Altera Elrectronic Nebulizer Replacement B
TeyeHne 28 AHeW C NepepbliBaMU B 28 AHEN MOCTOSIHHO - 588 AMMNYA HO 7 KYPCOB AE€YEHMS
B roAY: 7 yNAKOBOK B oA (MPOTOKOA OT 25.03.2024 Ne 17 npeACTOBAEH B MATEPWAADI
PACCMATPMBAEMOro AEAQ).

CAEAYET OTMETUTD, YTO YHACTHUKOM 3AKYMKM MOXKET BbICTYMNATb AOOOE AULIO, B TOM
YUCAE, HE SIBASIIOLLLEECS MPOU3BOAUTEAEM ASKAPCTBEHHOrO NPEnapATd, B CBSI3N C YeM,
ACHHBIM MPEenapaAT MOr 6blTb MOCTABAEH HEOTPAHNYEHHBIM KPYTOM XO3SIMCTBYIOLLMX
CyObEKTOB - MOTEHLUMAAbHBIX YYOCTHUKOB 3AKYTIKM.

KomMuccumen He BbISIBAEHO, A 3ASIBUTEAEM HE MPEACTABAEHO OOBEKTUBHbIX
AOKQA3ATEAbCTB TOIrO, 4TO OBPALLEHME CMOPHOrO TOBAPA HO COOTBETCTBYIOLLEM PbIHKE
HEBO3MOXKHO NAK 3ATPYAHEHO, O GOPMUPOBAHNE OOBEKTA AQHHOM 3AKY MK NOAOOHbBIM
06pPA30M QAKTUYECKM OrPAHNYMBAET YMCAO NOTEHUMAABHBIX YHOCTHUKOB AQHHOM
3AKYMKN, CO3AQET OAHVM YHYACTHVKAM 3AKY KM NPENMYLLLECTBO NepeAa ARYMMK.

AOKQA3ATEABCTB TOr0, YTO 3ASIBUTEAD HE MOXKET NPMOBPECTM CMOPHLIM ToBAP, KOMUccmnm
He NPeACTABAEHO.

Kpome Toro, Kommccust yunTtolBQET, HTO OCHOBHbBIM 30KOHOAQTEABHBIM AKTOM POCCHnCKOM
Pepepaumm B chepe OXPAHbI 3A0PO0BbLS MPAMACH, B LEASIX MCMOAHEHMS KOTOPOro
OCYLLECTBASIKOTCSI FOCY AQPCTBEHHbBIE 3AKYMKN AEKAPCTBEHHbBIX CPEACTB, SIBASIETCSI 3AKOH
06 OCHOBAX OXPAHbI 3A0PO0BbSI IPAYKACQH, COFAQCHO YOCTM 2 CTATbM 3 KOTOPOro HOPMb
06 OXpaHe 3A0POBbLSI, COAEPIKALLMECS B APYTUX DEAESPAABHBIX 3AKOHOX, MHbIX
HOPMATKBHbBIX MPABOBLIX AKTAX Poccuinckon Peaepaumm, 3aKOHAX 1 MHBIX HOPMATVBHBIX
MNPABOBbIX AKTAX CyObeKkTor Poccumckom Qeaepaumm, He AOAXNHDBI MPOTUBOPEYUTD
HopMAM HacTosiero PeaepAAbHOroO 3AKOHA.

MyHKTOM 2 CTATbM 4 3aKOHO 06 OCHOBAX OXPAHbBI 3A0PO0BbLSI TPAYKACH YCTAHOBAEHO, YTO
OAHVM M3 OCHOBHbBIX MOUHLUMMIOB OXPAHbI 3A0P0BbLST SIBASIETCST MPUOPUTET MHTEPECOB
NAUMEHTA NPU OKA3AHNN MEANLMHCKOM MOMOLLM, AOCTYMHOCTb M KOYECTBO
MeANUMHCKOWM MOMOLL.

MoA KAYECTBOM MEAULIMHCKOM MOMOLLIM 3aKOH 06 OCHOBOX OXPAHbBI 3A0POBbLS FIPAMKACH
OMNPEAENSIET COBOKYMHOCTb XOPAKTEPUCTUK, OTPAXKAIOLLMX CBOEBPEMEHHOCTb OKA3AHMSI
MEAULMHCKOW MOMOLLIN, MPOBUABHOCTb BbI6OPA METOAOB MPODUACKTUKA, AMATHOCTUKU,
AEYEHNS 1 PEABUAUTALNM MPY OKAZAHWM MEAULIMHCKOM MOMOLLIN, CTENEHb AOCTUNKEHMS]
3ANAQHUPOBOHHOTO PE3YAbTATA.

YacTbio 2 cTaTbm 98 3aKOHA 06 OCHOBAX OXPAHbI 3A0P0BbLST FPOMKACH MPEeAYCMOTPEHA



OTBETCTBEHHOCTb MEAULMHCKNX PADOTHNKOB B COOTBETCTBMU C 3OKOHOAOTEABCTBOM
Poccuinckon Qeapepaumim 30 HOPYLLEHME NPAB B Chepe OXPAHbl 3AO0POBbLS, MOUYMHEHME
BPEAQ YKM3HU 1 (MAW) 3A0POBbBIO MPW OKA3AHUM FPANKACHAM MEANLMHCKON MOMOLLM.

B cooTBETCTBUM C MYHKTOM 3 CTATbM 3 3AKOH 06 OCHOBOX OXPAHbI 3A0POBbLS MPOMKACH B
CAY4YQE HECOOTBETCTBMSI HOPM 06 OXPAHE 3A0P0BbST, COAEPIKALLMXCS B APYUX
dEeAEPAAbHbBIX 3AKOHAX, MHBIX HOPMAOTUBHBIX MPABOBbLIX AKTAX Poccumnckom Peaepaummn,
3AKOHOX U MHbIX HOPMAOTMBHBIX MOABOBbLIX AKTAX CyHbekTor Poccumckom Geaepaumn,
HOPMAOM HacTosiLero PeAepaAbHOrO 3AKOHA MPUMEHSIKOTCST HOPMbl 3AKOHO 06 OCHOBAX
OXPQAHbI 3A0POBbST FPAXKACH.

B paccMaTprBaEMOM CAYyHOE GOPMUNPOBAHMNE NIBELLIEHMST O 3AKYMNKE OCYLLECTBASIAOCH
3AKABYMKOM B LIEASIX AOCTVYKEHMST MOKCMOABHOIO PE3YALTATA AEYEHNS 3AOOAEBAHNN,
C COBAIOAEHVEM MPUHUMMOB, 3AKPENAEHHbIX CTaTben 41 KoHCTUTY UM Poccuinckom
Pepepaumm 1 ctatben 4 3aKoHA 06 OCHOBOX OXPAHbI 3A0P0BbSI IPOMKAQH,
NPeAyCMATPMBAIOLLIMX OBecnedeHre Npae MpPaXKAOH B ChOepe OXPAHbI 3A0POBbS,
MPUOPUTET NHTEPECOB NAUMEHTA, AOCTYMHOCTb M KOYECTBO MNP OKA3AHUN MEANLIMHCKON
MOMOLLN.

YU4nTbIBASI, YTO AEKAPCTBEHHBIE MPENAPAThl OKA3LIBAKOT HEMNOCPEACTBEHHOE BAUSIHNE HA
3AOPOBbE U YKN3Hb YEAOBEKA, MPU YCTAHOBAEHNM KOHKPETHBIX TPEOOBAHMA K MPEAMETY
30IKYMOK HO MOCTABKY AEKAPCTBEHHBIX CPEACTB MOBHBIM SIBASIETCSI AOCTUYKEHME MPU
AEYEHUM MALMEHTOB HOUAYULLIErO TEPAMNEBTUYECKOTrO 3PP EKTA I MAKCUMOABHOE
NCKAKOYEHNE ALODbBIX HEXKEAQTEABHBIX PEAKLNIA,

Ncxoas M3 npaesoBon Nosmumm MNMpesnamnyma Boicero ApbutpadkHoro Cyaa
Poccuinckom Qepepaumm, oTpadkeHHow B [ocTaHoBAeHMax oT 28.12.2010N 11017/10, ot
29.01.2013 N 11604/12, OCHOBHOWM 30AQ4YEN 3AKOHOAQTEABCTBA, YCTAOHABAMBAIOLLLErO
NOPSIAOK MPOBEAEHMSI TOPIOB, SIBASIETCSI HE CTOAbKO oBecnevyeHne MAKCUMAAbHO
LLIMPOKOrO KPYra YYOCTHUKOB PA3MELLEHMST 3AKA30B, CKOAbKO BbISIBAEHVE B PE3YAbTATE
TOProB AVLA, MCMOAHEHNE KOHTPAKTA KOTOPbLIM B HOMBOAbLLEN CTENEeHU By AET OTBEYATb
LEASIM 9D PEKTUBHOMO NCTMOAb30BAHMST UICTOYHMKOB GUHAHCUPOBAHMST, MPEAOTBPALLEHMS]
3A0YMNOTPEDBAEHUN B ChHEPE PAIMELLEHMS 3AKA30B.

Kakme-Anbo AOKA3ATEALCTBA, CBUAETEABCTBYIOLLME O TOM, YTO COOPMYAUPOBAHHbIE
3AKA3UYNKOM TPEDOBAHMSI MPUBEAM K HARYLLEHMIO MPOUHLMMOB MPOBEAEHVISI 3AKYMOK
TOBAPOB AASI FOCY AGPCTBEHHbBIX (MYHULMMOABHBIX) HYKA,, CHU3UAMN NOTEHLMAABHYHO
2P PEKTVIBHOCTb MPOOBOAMMbIX TOPIOB BCAEACTBME HEOOOCHOBAHHOIO YCTPAHEHMS
MOTEHLMAAbHBIX YYOCTHUKOB, B MOTEPUAACX AEAQ OTCYTCTBYIOT.

Takmm 06pA30M, PYKOBOACTBYSICb MEPEYNCAEHHBIMU TPEOOBAHNSIMU AENCTBYIOLLETO
3AKOHOAQTEABCTBA, MPVHUMMIOM 0becneyeHnst 9PPEKTBHOCTU 3AKYMOK M CBEAEHNSIMM
N3 HCTPYKLMW MO MPUMEHEHNIO AEKAPCTBEHHOIO NPEnApPATA, 3AKA3YMK YCTAHOBUA
HEOBXOAUMBIE EMY XAPAKTEPUCTUKN AEKAPCTBEHHOMO MPENAPATA, UCXOAS M3 MPODUAS
N LEAEN CBOEWN AESITEABHOCTW.

BBMAY M3AOXKEHHOTO, KOMUCCUS MPUXOAUT K BBIBOAY O TOM, B PAMKAX KOHKPETHOM
PACCMATPMBAEMOMN 3AKY MK HO LEHTPAAU3OBAHHYO MOCTABKY AEKAPCTBEHHOIO
npenapaTa A3TPEOHAM U/UAN A3TPEOHAM AU3MH (MYKOBUCLUMNAO3) B AENCTBUSIX
3AKA34YMKA HE YCMATPMBAKOTCST HOPYLLUEHMST 3AKOHA B YOCTM BKAKOYEHWS B ONMCAHNE

06 bEeKTA 3AKYMKM TOProBOro HAMMEHOBAHMS 30KYNAEMOro AEKAPCTBEHHOro NPEnapPaATaA
(KamcToH).



CAeAOBATEABHO, BblLLEeNepeYNCAEHHbIE MOAOXKEHMST OMMCAHUS obbeKTa 3AKYTMKM npn
KOHKPETHbBIX OB CTOSATEABCTBAX, M3AOYKEHHDIX BbILLE, HE NPOTMBOPEYAT 3AKOHY U HEe
HAPYLWWAKOT MNPAB 1 3AKOHHBIX MHTEPECOB NOTEHUMAABHBIX YYOCTHUKOB AQHHOM 3AKY MK,

HQ OCHOBQHMM BbILLEN3AOMKEHHOT O, PYKOBOACTBYSICb MOAOYKEHUSIMU CTATbM 99, 106
3akoHA, AAMUHUCTPATUBHBIM PEFAAMEHTOM, NpaBnAaMIM, KOMUCCHKS

PELLNAA:

MPK3HATL XKAAODY OBLLECTBA C OrpPAHNYEHHOM OTBETCTBEHHOCTLIO "MCK" (BX. Ne 1985/24
ot 01.04.2024) HO AENCTBUSI MUHUCTEPCTBA 3APRABOOXPAHEHUS TYAbCKOM OBAQCTU MPU
onpeAEAEHNM MOCTABLUMKA (MOAPSIAYMKA, UICTIOAHUTEAST) MyTEM MPOBEAEHMS 3AMNPOCA
KOTUPOBOK B 9AEKTPOHHOM GOPME HA MPABO 3AKAKYEHKMS KOHTPAKTA HA
LEHTPAANIOBAHHYO MOCTABKY AEKAPCTBEHHOMO NPENApATA AASI MEAMUMHCKOrO
NPUMeHeHs1 A3TPEOHAM U/UAM A3TPEOHAM AM3MH (MYKOBUCLMAO3) (3AKYMKA

Ne 0366200035624002115) HeO6OCHOBOHHOMN.

Pelwerne Kommccnm moxkeT 6biTb 06>KAAOBAHO B CyAEOHOM NOPSIAKE B COOTBETCTBUU C
yacTbio 9 ctatbn 106 3aKoHA.
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