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

B MPWCYTCTBUU ...
B OTCYTCTBME ...

PACCMOTPEBR B AUCTAHUMOHHOM pesknme obpatieHmne OreHY «HUNPKNA» o BKAOYEHUN
ceeaeHn o6 OO0 «PAPMKOMIIAC» B peecTp HEAODPOCOBECTHBIX MOCTABLUMKOB B
CBSI3 C OAHOCTOPOHHMM OTKA30OM OIBHY  «HUUDKN» OT MCMNOAHEHUST KOHTPAKTA,
3akAodeHHoro ¢ OO0 «DAPMKOMITAC» no pes3yAbTATAM MPOBEAEHMST SAEKTOOHHOIO
QY KUMOHO HQ MOCTABKY MeADAAQHA FMAPOXAOCPUA (n3pelleHme Ne
0351100021922000313),

YCTAHOBUAA:

B Hoeocubupckoe YOAC Poccum noctymmao obpauteHne OIrbHY  «HUUOKU» o
BKAIOYEHUN cBepeHnn o6 OO0 «DAPMKOMIAC» B peecTp HeAOBpOCOBECTHBIX
MOCTOBLUMKOB B CBSI3M C OAHOCTOPOHHUM OTKA30oM OIBHY «HUUDKN» OT MCNOAHEHMS
KOHTPAOKTA, 3akatodeHHoro ¢ OO0 «PAPMKOMITAC» Mo pe3yAbTATAM MPOBEAEHMUS
SAEKTPOHHOIO QAYKUMOHA HA MNOCTOBKY MEADAAQHA TUAPOXAOPUA (M3BelleHMne Ne
0351100021922000313).

N3yune npeacraBAeHHbIe MaTepUuaAbl U AOBOAbI CTOPOH, Komuccua Hosocunbupckoro
YOAC Poccum NnpULLAQ K CAEAYIIOLLVM B biBOACM.

16.08.2022 mexkay 3akazdymkom 1 OO0 «PAPMKOMITAC» BbIA 3AKAIOYEH KOHTPAKT Ne 239
Ha cymmy 833 976,00 py6b.

B coOOTBETCTBMM C YCAOBUSIMM KOHTPOKTA CPOK MOCTABKM TOBAPA — B TedyeHne 20
(ABOALIOTL) PABOUYMX AHEWM MOCAE MOAYYEHUST DAEKTPOHHOM 3ASBKM OT 3AKA3YMKA U
AOKYMEHTOB. ECAM AAS MOCTABKM TOBAPA TREDYETCS MOAYYEHME PAIPELLIEHNS HO BBO3,
30KA34YMK BMECTE C 3QASBKOW HAMPOBASIET AOKYMEHTbl, HEODXOAMMbBIE AAS MOAQYM
MOCTABLLUMKOM 3QSIBAEHUST AAST MOAYYEHMST PA3PELLIEHNST HO BBO3, B COOTBETCTBMM C
noctaHoBAeHneM [Mpaeutenbctsa PO ot 01.06.2021 Ne 853 «O6 yTREPMKAEHMN [TPABUA
BBO3A AEKOAPCTBEHHbIX CPEACTB AASl MEAMUMHCKOrO MPUMEHEHUST B POCCUMNCKYIO
Pepcpalmto U MPUIHAHUM  YTPOATUBLUMMKW  CUAY HEKOTOPbLIX OKTOB U OTAEAbHbIX
MOAOYMKEHNM HEKOTOPLIX AKTOB [paBmTEAbCTBA Poccuickom Qeaepaummy.

25.08.2022 3aka3umk HanpasuA B apspec OO0 «PAPMKOMIIAC» 3asiBKY HO MOCTABKY
TOBAPA — MEADAAOH, AODUANZAT AAST MPOUTOTOBAEHUS PACTBOPA AASI BHYTOUBEHHOIO U
BHYTOMAPTEPUAABHOIO BBEAEHMS, 50 Mr, ®AaKOH Ne 1, O TAKKE AOKYMEHTHI,
HeobxoanMble OOO «DAPMKOMMIAC» AAST MOAYYEHMS pa3pelleHns MrH3apasa Poccum



HO BBO3 He3dpermctpmpoOBAHHOIO AeKApPCTBEeHHOro npenapara AAs  OKA3AHUS
MEANLUMNHCKOW MOMOLLM MO YKN3HEHHBIM MOKA3AHMSIM KOHKPETHOIO NAUMNEHTA:

e KOMMM MACMNOPTOB MAUMEHTOB, KOTOPbIM HA3HAYEH HE3APErMCTPUPOBAHHbLIN
AEKAPCTBEHHbBIN MPEnapaAT HA OCHOBOHMN MPOTOKOAOB KOHCUAMYMOB MO KOXKAOMY
3 NOUMNEHTOB;

e KOMMM TMPOTOKOAOB 3AKAKOYEHUST KOHCUAMYMa Bpaden OIBHY  «HUNOKW» ot
17.08.2022, 18.08.2022 wn 19.08.2022 ropQ C YKA3AHVMEM MEXAYHAPOAHOMO
HEMNATEHTOBAHHOIO  HAMMeEHOBAHMST  (MeAdOAaH), AEKAPCTBEHHOW  DOPMbI
(AMOOUAMZAT), AO03MPOBKM (B0 Mr) M KOAMYECTBA HE3APEMMCTPUPOBAHHOIO
AEKAPCTBEHHOMO NPENAPATA 1 OOOCHOBAHNEM HEOBXOAMMOCTU €ro BBO3d,

24,08.2022 OO0 «ODAPMKOMIMTAC» HaNPABUAO 3AKA34YMKY MUCbMO, B KOTOPOM 30SIBUAO,
4YTO MOCTABLUMK BbISIBUA MHOOPMALMIO, HE MO3BOASIOLLYKD €MY WCMOAHUTb KOHTAKT, A
MIMEHHO:

e B KODKAOM TMPOTOKOAE KOHCUAMYMO YKA3AHO CAeAylollee HAMMEHOBAHME
AEKAPCTBEHHOr O NPENApPATA - HAMMEHOBAHME «MPenapaAT MeAdAAaH, AMODUANZAT
ANS1 TIPUFOTOBAEHMST PACTBOPA  AASI BHYTPMBEHHOIO U  BHYTPUAPRTEPUAABHOIO
BBeAEHMs, 50 MIr/OAAKOH»., YKO3QHHOE B  MPOTOKOAQX  HOMMEHOBAHME
AEKAPCTBEHHOrO Mpenapata, ©®opMa  BbINyCKA W AO3MPOBKA  COFAQCHO
FOCYAQPCTBEHHOMY  PEEeCcTpy  AEKAPCTBEHHbIX  CPEACTB COOTBETCTBYET
30PErnMCTPUPOBAHHOMY AEKAPCTBEHHOMY CPEACTBY MeAdAAaH U He MO3BOAUT
NOCTOBLUMKY MOAYYUTb PA3PELLNTEABHBIE AOKYMEHTbHI HO BBO3 (OCHOBAHME OTKA3A B
MOAYYEHNM PA3PELLEHUST: M. «O» .12 NOCTAHOBAEHUS [NPABUTEABCTBA POCCUINCKOM
Peaepaunm ot 01.06.2021 Ne 853 «O6 yTBEPIKAEHNM [TPABUA BBO3A AEKAPCTBEHHbBIX
CPEACTB AASl MEAMUMHCKOro npumeHeHnst B Poccuickyto Peaepaumio
NPU3HOHUM  YTRATUBLUMMK  CUAY HEKOTOPbIX OKTOB U OTAEAbHBIX MOAOMKEHUN
HeKoTOpbIX AKTOB [MpaeuTeAnbcTBA Poccuinckon Geaepauym»);

e B CyMME MO BCEM MPEACTABAEHHBIM MPOTOKOAAM 3AKAKOHEHMST KOHCUAMYMA BPAYEW
OO0 «PAPMKOMIIAC» CMOXKET OCYLLECTBUTb MOCTABKY TOAbKO 52 OAQKOHQA, A He
104 pAQKOHQ, TPEBYEMbIX 30KA3YMKOM K MOCTABKE B CBOEW 3ASIBKE.

25.08.2022 30KA34YMK HAMPOBUA B OAPEC MOCTABLUMKA 3ASIBKY C NEPeOdOPMAEHHBIMMN
MPOTOKOAOMU  KOHCUAMYMA  Bpadenn OIBHY  «HUUDKWU», HO 6e3  1M3MEeHEeHMUs
cneunomKaumm AEKAPCTBEHHOIO CPEACTBA B YKA3AHHBIX MOOTOKOAQX.

29.08.2022 un 07.09.2022 MwuH3apoe PO, paccmotper noadHHble 3asiskn OO0
«DAPMKOMITAC», OTKO3AAO B BbiAQYE PA3PELLEHNST HO BBO3 HE3APErMCTPUPOBAHHOIO
AEKAPCTBEHHOIrO MNPEnapPATa HA OCHOBAHUK TOrO, YTO AEKAPCTBEHHbLIM MPenapaT C
MEMAYHOPOAHbBIM HENATEHTOBAHHbBIM HOMMEHOBAHNEM
«MendanaH/Melphalan/MeAadaaaHa rmapoxaopma/Melphalan
hydrochloride/AMoOUAM3AT AAST MPUTOTOBAEHMST PACTBOPA AAST BHYTPUCOCYAUNCTOro
BBEAEHMSI B KOMMAEKTe C pacTteoputenem, 50 Mr  oAakoH Nel/Samarth Life
Science/Mediclone Healthcare/UHans/LLsenuapusi, AMOOUAMIAT AAST MPOUTOTOBAEHMS
PACTBOPA AASI BHYTPUCOCYAMUCTOrO BBEAEHMSI B KOMMNAEKTE C pacTesoputenem, 50 mr»
30PErncCTPUPOBAH B YCTAHOBAEHHOM Mopsiake B Poccumckon Peapepaumm, BHECEH B
FOCYAQPCTBEHHbBIN PEECTP AEKAPCTBEHHBIX CPEACTB M pPA3pELlleH K MeAMUMHCKOMY
nPUMeHeHIo, 0 Yem 29.08.2022, 08.09.2022 NnoCTaBLWMK YBEAOMMUA 3AKA3YMKA.,

26.09.2022 OIBHY «HUNOKN» npuHIAO pelueHne o6 OAHOCTOPOHHEM OTKA3e OT
MCTMOAHEHUSI KOHTPAKTA. AQGHHOE pelueHne 26.09.2022 6bin0 pasmeleHo B EVC.



B cooteetrctBUM C 4.12.1 cT1.95 PepepanbHoro 3akoHa oT 05.04.2013 N 44-03 «O
KOHTPOKTHOM CUCTeMe B cdepe 3aKYrnoK TOBAPOB, PABOT, YCAYT AASI OBecrnevyeHus
FOCYAQPCTBEHHBIX 1 MYHULMMOABHBIX HY>)KA» (ACAEE — 3AKOH O KOHTPOKTHOM CUCTEME) B
CAYHOE TMPUHATUSI 3AKA3YMKOM pPeLleHUsT 06 OAHOCTOPOHHEM OTKA3€ OT WMCMOAHEHUS
KOHTPOKTA, 3AKAIOYEHHOrO MO PE3YyAbTATAOM TMPOBEAESHNS SAESKTPOHHBIX MPOLEAYP,
3AKPbITHIX SIAESKTPOHHbBIX MPOLEAYP:

1) 30KO34YMK C WCMOAb3OBOHUEM EAUHOWM WHPOPMALMOHHON CUCTEMbBl GOPMUPYET
pelleHne o6 OAHOCTOPOHHEM OTKA3€ OT WMCMOAHEHUSI KOHTPAKTA, MOAMUCLIBAET €ro
YCUAEHHOM 3AEKTPOHHOW MOAMUCHIO AULIA, MMEIOLLEro MPABO AENCTBOBATb OT VIMEHU
3AKA3YMKA, N PA3MEeLLOeT TAKoe pelleHne B eAVMHON MHOOPMALMOHHOM cucteme. B
CAYHOSIX, MPEAYCMOTPEHHbBIX 4.5 ¢T.103 AaHHOro PeAepAAbHOrO 3AKOHA, TAKOE peLleHne
He pa3MeLLLaeTCsl Ha OPULNAABHOM CANTE;

2) pelleHne o6 OAHOCTOPOHHEM OTKA3E OT UCMOAHEHMST KOHTPAKTO HE MO3AHEE OAHOMO
4YaCA C MOMEHTA €ero pPAasMEeLEHNsT B E€AMHOM  MHOOPMALUMOHHOM CUCTEME B
COOTBETCTBMM C M.1 AQHHOW 4YACTM OBTOMATUYECKM C WCMOAb3OBAHVMEM €AMHOMN
NHPOPMALMOHHOW CUCTEMbI HOMPABASIETCST MOCTABLLUMKY (MOAPSIAYMKY, NCMOAHUTEALD).
AQTOM  MOCTYNAEHUST MNOCTABLUMKY  (MOAPSIAYMKY, MCMOAHUTEAID) pelueHnst o6
OAHOCTOPOHHEM OTKA3E OT WMCIMOAHEHMS KOHTPAKTA CYUTAETCST AQTA PA3MELLEHNMS B
COOTBETCTBUM C AQHHBIM TYHKTOM TOKOrO PELIEHUNST B €AUHOWM MHDOPMALMOHHOM
CUCTEME B COOTBETCTBMM C YACOBOWM 30HOM, B KOTOPOM PACMOAOMEH MOCTABLLMK
(NOAPSIAYMK, NCMIOAHUTEAD);

3) NoCTynAeHue peLleHnst 06 OAHOCTOPOHHEM OTKA3E OT MCMOAHEHUST KOHTPOKTA B
COOTBETCTBUM C MYHKTOM 2 AQHHOM YACTY CYUTAETCSI HOAASKALLUM YBEAOMASHUEM
MOCTABLLMKA (MOAPSAYMKA, UCTIOAHUTEAS) OO OAHOCTOPOHHEM OTKA3E OT UCTMOAHEHMS
KOHTPAKTA.

PelweHne o6 OAHOCTOPOHHEM OTKA3E OT MCMOAHEHWMS KOHTPAKTA ObIAO PA3MELLEHO B
EMC 26.09.2022, caepoBaTenbHO, 26.09.2022 NOCTOBLUMK CUYATAETCST HAAAENKALLUM
06pa30M YBEAOMAEHHDBIM.

CorAacHO 4.13 cT1.95 3aKOHO O KOHTPAKTHOM CUCTEME pelleHMe 3aKA34YMKa o6
OAHOCTOPOHHEM OTKA3€e OT MCMOAHEHUST KOHTPAKTA BCTYMNAET B CUAY U KOHTPAKT
CUMNTOETCST PACTOPIHYTHIM Yepeld AECSTb AHEM C AQTbl HOAAEXKALLErO YBEAOMAEHMS
3AKA3YMKOM MOCTOBLUMKA (MOAPSIAYMKA, MCMOAHUTEAS)) OO OAHOCTOPOHHEM OTKA3Ee OT
MCMOAHEHWMS KOHTPAKTA, B AQHHOM CAy4dae — 07.10.2022.

N3yuynB NpeACTOBAEHHBIE MATEPUAAbI U AOBOAbBI CTOPOH, Kommnccums HoBocnbupcKoro
YOAC Poccum yCTOHOBUMAQ CAEAYIOLLEE.

B cootBetctBUM C N.15 MNMoctaHoBAeHus TMpasutenbctBa PO Ne 1078 ot 30.06.2021 «O
NOPSIAKE BEAEHUSI PEeecTpa HeAODPOCOBECTHbIX MOCTOBLUMKOB  (MOAPSIAYMKOB,
MCMNOAHUTEAEN), O BHECEHNM M3MEHEHWNI B HEKOTOPbIE AKTbI [1PABUTEABCTBA POCCUNCKOW
Pepepalim 1 MPU3HOHUAM  YTRATUBLUMMU  CUAY HEKOTOPbLIX QAKTOB W OTAEAbHbIX
MOAOXEHUM HEeKOTopbIX aKToB [lpaeuTenbcTBa Poccurckon QPeapepaumm»  OPrax
KOHTPOAST MPUHUMAET pelleHmne 06 OTKa3e BO BKAKYEHUUN MHOOPMALMM O NOCTABLLMKE
(NOAPSIAYMKE, WCTIOAHUTEAE) (ECAU OCHOBOHMEM AASI HAMPABAEHWS  OBPALLEHMS
SIBASIETCST PACTOPYKEHNE KOHTPOKTA B CAYYOE OAHOCTOPOHHErO OTKA3A 3AKA3YMKA OT
NCMOAHEHMSI KOHTPAKTA B CBSI3W C  CYLIECTBEHHbBIM HAPYLWEHVMEM MOCTABLLVKOM
(MOAPSIAYMKOM, UCTIOAHUTEAEM) YCAOBU KOHTPAKTA) B PEECTP, ECAM MOCTABLLMKOM



(MOAPSIAYMKOM, NCMOAHUTEAEM) noeACTaBAEHbI MHOOPMALMUS n AOKYMEHTDI,
MOATBEPKAQIOWLME TMPUHSITME UM MEeP AASI HOAAEXKALWLErO WMCMNOAHEHMST YCAOBUI
KOHTPAKTA.

Mo MHeHno Komuccum Hosocnbupckoro YOAC Poccun, HemcnonHeHne OOO
«PAPMKOMITAC» 0B6930TEABCTB MO KOHTPAKTY CBSI3AHO, B TOM 4YMCAE, OTKA3AMM
MuH3aApOBO Poccum B BbIAQYE PA3PELLIEHNM HA BBO3 AEKAPCTBEHHOIO MNPEnapaATa HA
TeppuTopuio PO. Mpr 3TOM, NOMbITKM 0BLWECTBA NOCTABUTL TOBAP HE CBUAETEABCTBYET O
HamepeHnn OO0 «PAPMKOMIIACY» YKAOHUTLCSI OT WCMOAHEHMST ODBSI3ATEABCTB MO
KOHTPAKTY.

Ha ocHoBOHUKM BbILLEN3AOYKEHHOrO, Komuccus Hoeocumbupckoro YPAC Poccum
nonaraet, 4yto ceeaeHnst 06 OO0 «PAPMKOMITAC» He MOAAEXKAT BKAKOUYEHUIO B PEECTP
HeAODPOCOBECTHbIX MOCTABLUMKOB B CBSI3M C  OAHOCTOPOHHUM OTKa3oM DIrBHY
«HANDKN» OT MCNOAHEHWNST KOHTPAKTA, MOCKOAbKY AencTteus OIBHY «HUNDKU» HeAbas
KBOAMOUUMPOBAOTb KAK HEAODBPOCOBECTHOE UCMOAHEHME  KOHTPOKTA, TAK KOK
MNOCTOBLUMKOM  MPEANPUHUMOANCD  MEPbl, HAMPABAEHHbleE HA MOCTABKY TOBAPA
3AKA34HUIKY.

PykoBoaCTBYSICb CT.95, cT.104 30KOHAQ O KOHTPAKTHOM cucTteMe, [1OCTAHOBAEHMEM
Mpasutenbctea PO Ne 1078 ot 30.06.2021 «O nopsiAke BeaeHus peecTpa
HEAOBPOCOBECTHLIX MOCTOBLLUMKOB  (MOAPSIAYMKOB, WCMOAHUTEAEN), O BHECEHUU
N3MEHEHUIN B HEKOTOpPbIE AKTbl MNpaBnTeAbCcTBa Poccuinckon Peaepaumm U NPU3HAHUN
YTRATUBLLUMMU CUAY HEKOTOPbLIX OKTOB WM OTAEAbHbIX MOAOMEHMA HEKOTOPbLIX QAKTOB
MpasuTtenbcTea Poccumckom Peaepaummn», Kommccuns Hosocmnbupckoro YOAC Poccumn

PELLNAA:

B yaoBAaeTBOpeHnn obpalierHns OrbHY «HUUPKU» o BrkaoveHun ceeapeHuin o6 OO0
«PAPMKOMIIAC» B peecTp HEeAOBPOCOBECTHbIX MOCTOBLIMKOB MO 3aKkyrnke Ne
0351100021922000313 oTKO3ATb.

PeLueHmne moxer bbiTb 06XANOBAHO B APOUTDAXKHBIVI CY A B TEYEHNE TDEX MECSILEB CO AHSI
€ro BbIHECEeHWsI.



