®EAEPA/IbHAA AHTUMOHONMOJ/IbHAA CNTYXKBA

nMCbMO
oT 6 HOA6pA 2018 r. N ALL/89653/18

O ®OPMWPOBAHNN AOKYMEHTALNU HA 3AKYINKY MHCYJ/IMUHA

PepepanbHaa aHTMMOHONONbLHAA cnyxba, paccmoTpeB obpalleHne Mo BOMPOCY pPa3bACHEHUA
nopsaka NpMmeHeHusa noctaHosneHua MNpasuTenbctea Poccuiickon ®epepaumm ot 15.11.2017 N 1380
"O6 0CcobBeHHOCTAX OMUCAHWMA NEKAPCTBEHHbIX MpenapaTtoB ANA MeAMLMHCKOrO MNPUMEHEHMUS,
ABNAOLMXCA OOBEKTOM 3aKYNKKU AN obecnevyeHns rocyAapcTBEHHbIX U MyHULMNANbHbIX HYX4" (panee
- MoctaHoBneHne, OcOBEHHOCTM OMNWCAHUA /IeKAPCTBEHHbIX MpenapaTtos) npu GOpPMUPOBAHUK
OOKYMEHTaUMN Ha 3aKyMNKy WHCYAMHA ANA TOCYyAApCTBEHHbIX U MYHUUMNAAbHBLIX HYXA, B paMKax
NOSIHOMOYMIA, MPEeAYCMOTPEHHbIX NYHKTOM 2 MOCTaHOB/EHUSA, Pa3bACHAET CaeaytoLLee.

1. B cootBeTcTBMM € noanyHkTom "a" nyHKkTa 4 OcobeHHOCTEeN OnNMCaHWA NEeKAaPCTBEHHbIX
npenapaToB NPW ONMCaHWM O0BBEKTa 3aKyMNKM AOMNYCKAaeTCs B OTHOLIEHUM SIEKAaPCTBEHHbIX NPenapaTos,
HEeobXoAMMbIX AN Ha3HAYeHUs MaLMeHTy MPU HaMYUU MEeAMUMHCKUX NOKasaHui (MHaMBMAayanbHas
HenepeHoCMMOCTb, MO KU3HEHHbIM MOKa3aHWAM) MO peLleHUto BpavebHOW KOMUCCUM MeOULMHCKOM
OpraHusaLmm, - ykazaHue Ha TOproBble HaMMEHOBAHMUA.

Mpn satom OAC Poccmm oTmeyaeT, 4YTO B COOTBETCTBMM C MyHKTOM 6 4yactu 1 cratem 33
depepanbHoro 3akoHa ot 05.04.2013 N 44-®3 "O KOHTpPaKTHOM cucteme B chepe 3aKynok TOBAPOB,
pabot, ycayr gns obecnevyeHMA roCcyAapCTBEHHbIX WU MYHUUMNAAbHbIX HyXA" (Aanee - 3akoH o
KOHTPaAKTHOM cUCTEME) AOKYMEHTALUMA O 3aKyMKe A0/IKHA coAepkaTb yKasaHMe Ha meXXayHapoaHble
HenaTeHToBaHHble HaMMEHOBAHUA JIEKAPCTBEHHbIX CPEACTB UM NPU OTCYTCTBUM TaKMX HAMMEHOBAHWUM
XMMMUYECKNE, TPYNMUPOBOYHbIE HAMMEHOBAHUSA, €ciM OOBEKTOM 3aKyMnKW SABAAKOTCA NEKAPCTBEHHble
cpeacTBa. 3aKa3umK MPU OCYLLECTBAEHUM 3aKYMKKM JIEKAPCTBEHHbIX CPeacTB, BXOAALWMX B MepeyeHb
NIeKApPCTBEHHbIX CPeacTB, 3aKyMKa KOTOPbIX OCYLLECTBAAETCA B COOTBETCTBMM C WX TOProBbIMMU
HAaUMEHOBAHUAMM, @ TaKMKe NMPU OCYLLECTBAEHUM 3aKYNKM NEKAPCTBEHHbIX NPENapaToB B COOTBETCTBUM C
NYHKTOM 7 4acTh 2 ctaTbM 83, NyHKTOM 3 YacTh 2 cTaTbM 83.1 3aKOHA O KOHTPAKTHOM cUCTEMe BMpaBe
YKa3blBaTb TOProBble HAMMEHOBAHMA 3TUX IEKAPCTBEHHbIX CPeACTB.

Mopsadok dopmupoBaHua yTBepkaaemoro lpaButenbcTtBom Poccuitickoit depepaumn nepeyHs
JIeKapCTBEHHbIX CPEeACTB, 3aKymnKa KOTOPbIX OCYLLECTBASETCA B COOTBETCTBUM C WX TOProBbIMU
HaMMeHOBaHMAMM, YCTAHOB/IEH MocTaHoBAeHWem [paBuTenbcTBa Poccuiickoin depgepauym ot
28.11.2013 N 1086 "O6 yTtBepxaeHuu [pasun GopMMpPOBaHMA NEPeYHst JIEKAapPCTBEHHbIX CPeACTs,
3aKyMnKa KOTOPbIX OCYLLECTBASETCA B COOTBETCTBMM C UX TOPrOBbIMW HaMMEHOBAHUAMU, U O BHECEHUU
nameHeHun B MNosoxeHne o MpaBUTENLCTBEHHOW KOMMUCCUM MO BOMPOCAM OXPaHbl 340Pp0BbA rpaxaaH"
(nanee - Npasuna).

CornacHo nyHKTy 2 lMpaBua, OCHOBaHMEM A/A BKAOUYEHWA SIeKapCTBEHHOMO CPeaCcTBa B NepeyeHb
ABNAETCA HEBO3MOMKHOCTb 3aMeHbl /IEKAPCTBEHHOIO CPEeACTBA B PamKax OAHOrO MeXAYyHapoAHOro
HenaTeHTOBAHHOTO HAaWMEHOBAHWA NEKAPCTBEHHOrO CPeACTBa  WMAM  MPM  OTCYTCTBMM  TaKoro
HaUMeHOBaHUA XMMNYECKOTO, MPYNNUPOBOYHOro HaMMEHOBaHWA, onpeaensemas C yYeToM noKasartenei
addeKTMBHOCTM M 6e30NacHOCTM IeKaPCTBEHHbIX NpenapaTos.

B cootseTcTBMM C nNyHKTOM 3 [paBua paccMOTPeHMe BOMpoca O BO3MOMKHOCTU BK/OYEHMSA
NleKapCTBEHHbIX cpeacTB B [lepeyeHb OCyLLECTBAAETCA NOAKOMMUCCMElN Mo Bonpocam obpalieHun
NleKapCTBEHHbIX cpeacTB MpaBUTENbCTBEHHOW KOMMCCUM MO BOMPOCaM OXpaHbl 340pPOBbsA rpakaaH
(manee - Komuccma) no 3asaBKam GpU3NYECKUX U IOPUANYECKUX UL,

C MmomeHTa npuHatTMa [Mpasun Komuccus paccmotpena 45 3aABOK  npousBoguTeneit
NIeKapPCTBEHHbIX NPENapaToB O BK/OYEHMU TOProBbIX HAUMEHOBAHWI NEKAPCTBEHHbIX MPENnapaTos B



MepeyeHb, B TOM uucne O BKAOYeHUUM B [lepeyeHb MHCYIUMHOB C TOProBbIMWM HaMMEHOBAHMAMM
"MHcymaH Basan I'T", "MHcyman Panug I'T", "Anngpa ConoCrap", "Nlantyc ConoCrap", "Buocynunu P",
"BuocynuH H", "XymynuH HMOX", "Xymynun Perynap", "XymynuH M3". Bmecte ¢ Tem Bce 3asBKM O
BK/IIOYEHMM  NEKAPCTBEHHbIX npenapatoB B [lepeyeHb OTKAOHEHbl Komuccuelt, NOCKOAbKY
HEBO3MOXHOCTb 3aMeHbl MPeACTABAEHHbIX JIEKAPCTBEHHbIX MNpPenapatoB B PaMKax OAHOro
MeXKAYHAPOAHOro HenaTeHTOBAaHHOIO HAMMEHOBAHMA He L0Ka3aHa.

MyHKTOM 7 Yacth 2 ctatbM 83 M NyHKTOM 3 yacTu 2 cTtaTbk 83.1 3aKOHA O KOHTPAKTHOM cucTeme
npeaycMoTpeHa BO3MOXHOCTb 3aKa3uMKa OCYLWEeCTBAATb 3aKynmKy nyTem npoBegeHua 3anpoca
npeanoXxeHui (3anpoca NpenioXKeHU B SNEKTPOHHON ¢dopme) B Cyvae OCyLEecTBAEHMA 3aKymnok
NIeKApPCTBEHHbIX MpenapaToB, KOTOpble HeobXoAUMbl AAA Ha3HAYeHWs NaUMEHTY Npu  Haanyuuu
MEANUMHCKUX MOKasaHui (MHAMBMAYaNbHAA HENnepeHOCMMOCTb, MO KM3HEHHbIM MOKasaHMAM) Mo
peleHunto BpavyebHOM KOMMCCUU, KOTOpoe OUKCUPYETCA B MEAMUMHCKMX OOKYMEHTax NauuMeHTa U
KypHane BpayebHON KomnUccuu.

Kpome Toro, nyHktom 28 yact 1 ctaTbM 93 3aKOHa O KOHTPAKTHOM CUCTEME YCTaHOB/AEHO NPABO
3aKa3yYMKa Ha 3aKyNKy Y eAWHCTBEHHOTO MOCTaBLLMKA JIEKAPCTBEHHbLIX NpenapaTtoB, KoTopble
npeAHasHayeHbl A1 Ha3HaYeHUs NaumeHTy Npu HaJIMuumM MeguLMHCKMX MOKa3aHui (MHAMBUAYaIbHan
HEMNepeHOCMMOCTb, MO KU3HEHHbIM MNOKa3aHMAM) NO pelleHUo BpayebHO Komuccuu, KoTopoe
OoTpakaeTca B MeAULMHCKUX OKYMEHTaX NaLMeHTa U XKypHane BpavyebHo KomMccumn. 3aKasumK Bnpase
3aKH0YNUTb KOHTPAKT Ha MNOCTaBKW JIEKAPCTBEHHbIX NPEnapaToB B COOTBETCTBMMU C HACTOALUMM MYHKTOM
Ha CYMMY, He NMPEeBbILLAOLLYIO ABECTU TbiCAY pybnei.

MHbIX cnydaes, NpU KOTOPbIX JOMYCKAeTCA yKa3aHWe TOProBOro HaMMeHOBaHMUA JIeKapCTBEHHOro
npenapara B 3aKyNoYyHOM AOKYMEHTALMN, 3aKOHOM O KOHTPAKTHOM CUCTEME HE YCTaHOB/IEHO.

®AC Poccum o6pau.|,aeT BHUMaHHME, 4TO MeaAUULUHCKME MNOKa3aHUnA AOO0J1KHbI 6bITb YKa3aHbl B
peweHnn BpaHE6HOVI KOMUCCUNN, KOTOpoe d)MKCMpYETCFI B MeAUUUHCKUX OOKYyMEHTaX MnauneHta "
XypHane Bpa‘-IE6HOl7I KOMUCCUU. WHble BuAabl noatsepxaeHnAa Haan4dma meguumHCKUX NoKasaHui Yy
KOHKPETHbIX NauneHToB 3akoHoOM O KOHTpaKTHOﬁ cncreme He npeayCMOTpPEHbI.

Mpyn 3TOM peleHns BpavyebHbIX KOMWUCCUMIA [O0MKHbI ObiTb 0POPMAEHbI B COOTBETCTBUM C
Mopagkom co3gaHuMA UM AeATeNbHOCTM  BpayebHOM KoMUCCUM  MEeAMLMHCKOM  opraHM3auuuy,
yTBEpXAeHHbIM npuKkasom MwuH3gpascoupassutna Poccmmn ot 05.05.2012 N 502H, n pasmewartbceA
OLHOBPEMEHHO C 3aK/IIOYEHHbIM KOHTPAKTOM B PEecTpe KOHTPaKTOB, NpesycMOTPeHHOM cTaTbelt 103
3aKOHa O KOHTPaKTHOM cUCTeMe, MpW YCcnoBUM obecnevyeHus npenycmoTpeHHoro depepasbHbim
3aKOHOM 0T 27.07.2006 N 152-d3 "O nepcoHanbHbIX AaHHbIX" (fanee - 3aKOH 0 NePCOHaNbHbIX AAHHbIX)
06e3/1M4YMBaHUA NePCOHAbHbIX AaHHbIX NALMEHTa.

HononHutensHo PAC Poccmm coobLuyaeT, YTo B COOTBETCTBMM CO cTaTbelt 17 PeaepanbHOro 3akoHa
oT 26.07.2006 N 135-®3 "O 3awmTe KOHKypeHuMW" (Oanee - 3aKOH O 3alLMTE KOHKypeHUun) npu
npoBeAeHWM TOProB, 3anpoca KOTMPOBOK LEH Ha TOBapbl, 3anpoca NpeasoXeHuli 3anpeLuatoTcs
AeNCTBMA, KOTOpble NMPMBOAAT WAM MOFYT MPUBECTU K HEAOMNYLWEHMIO, OFPaHUYEHUNIO UM YCTPAHEHUIO
KOHKypeHuun. Mpu 3Tom, ecan opraHM3aTopammn TOPros, 3anpoca KOTUPOBOK, 3anpoca NpeanoXKeHui
WY 3aKas3unKkamu ABAAOTCA deaepasbHble OpraHbl UCMOAHUTENBHOW BAACTU, OpraHbl UCMOAHUTENbHOM
BAacTn cybbekToB Poccuiickoit depepaumm, opraHbl MECTHOTO CaMOynpaBAeHMA, TOCYAaPCTBEHHbIE
BHeboAKeTHble GOHAbI, @ TaKKe NP NPOBEAEHUN TOProB, 3anpoca KOTUPOBOK, 3anpoca NpessoxKeHuN’
B C/ly4ae 3aKyrnoK ToBapoB, paboT, ycayr ana obecneyeHms rocyLapCTBEHHbIX U MyHULMMANbHBIX HYXKA,
3anpeuiaeTcs He nNpeaycMOTpeHHoe ¢enepanbHbIMM  3aKOHAMM UM UHBIMM - HOPMAaTUBHbIMM
NPaBOBbIMW aKTaMM OFPaHWYeHMEe AOCTyna K y4yacTU0 B TOprax, 3anpoce KOTMPOBOK, 3anpoce
npeanoXKeHni.

Takum obpasom, PAC Poccum pasbaCHAET, UTO 3aKyNKa MHCY/IMHOB MO TOProBbIM HAMMEHOBAHUAM
B HacTosAlee BPemMsA BO3MOMKHA TONbKO MPWU OCYLECTBAEHWM 3aKYMKW JIEKapCTBEHHbIX NpenapaTos,
KOTOpble HeobXoAMMbl ANA  HasHAYeHMSA MaUMEHTYy Npu  HaAUuMKM  MEeAMUMHCKMX MOKasaHui



(MHAMBMAYaNbHAA HEMepeHOCMMOCTb, MO JKM3HEHHbIM MOKAa3aHUAM) MO pPeLeHUo BpavyebHoi
KOMMCCMM, KOTOpoe OUKCUPYeTCA B MEAMUMHCKUX AOKYMEHTaxX nauueHTa M KypHane BpayebHol
KOMMCCUMM MyTemM NPpoBeAeHMA 3anpoca NpeasoxKeHui (3anpoca NpeanoKeHunii B 31eKTPoHHoM dopme)
NN 3aKYMKN Y € AMHCTBEHHOIO NOCTaBLLMKa.

CnepoBatenbHO, YKasaHMe B [OKYMEHTaUMW TOProBoro HaMMEHOBAHWA NEeKapCTBEHHOrO
npenaparta (B TOM 4YMcC/ie MHCY/MHA) Npu Bblbope 3aKa3uMKOM MHOMo cnocoba 3aKynKku MOXKET UMETb
NPW3HaKK HapyLleHNs 3aKOoHa O KOHTPAKTHOM cncTeME M 3aKOHA O 3alLMTEe KOHKYPEeHUMU.

2. B cootseTctBMKU C NOANYHKTOM T MYHKTa 5 OcobeHHoCTel onucaHus NEKaPCTBEHHbIX
npenapatos npu onncaHuu obbeKTa 3aKyNKM He [OONyCKaeTCA YKa3biBaTb Ha/U4yune (OTCVTCTBMe)
BCNOMOraTe/ibHbIX BEWECTB B COCTaBe /IEKAPCTBEHHOIO Npenaparta.

BmecTe ¢ Tem NyHKT 6 OcobeHHOCTEN ONMCaHWA NeKAPCTBEHHbIX NpenapaToB AOMYCKaeT yKasaHue
B OMMCaHMMN OODBEKTA 3aKYMKWU XapaKTePUCTUK, MPedyCMOTPEHHbIX nognyHktamm "B" - "n" nyHkTa 5
OcobeHHOCTEN ONMCAHUA IEKAaPCTBEHHbIX NPenapaTos, B C/y4Yae, eCAN HE MMEETCA UHOM BO3MOXKHOCTM
OonucaTb NeKapCTBEHHble npenapaTtbl. lMpW 3TOM [AOKYMEHTaUMA O 3aKynKe [JOO/IKHA CohepKaTb:
060CHOBaHME HEODOXOAMMOCTU YKa3aHUA TAaKUX XapPaKTEPUCTMK, a TaKXKe MNokasaTenu, Nossossalolme
onpeaennTb COOTBETCTBME 3aKyMaeMbIX 1EKaPCTBEHHbIX NPEMNAPaTOB YCTaHOBAEHHbBIM XapPaKTePUCTUKaAM
M  MaKCMMasbHble W (MAK) MUHUMaNbHbIE 3HAYEHMsA TaKMX MOKasaTeNeil, a TaKKe 3HayeHus
rnokasaTenen, KoTopble He MOTYT U3MEHATLCA.

Mo mHeHuto DAC Poccun, popmy 060CHOBaHMA HEOOBXOAMMOCTU YKa3aHWUS XapaKTEPUCTUK,
npeaycMoTpeHHbIXx nognyHktamm "B" - "m" nyHkta 5 OcobeHHOCTEN OMUCaAHMA JIEKAPCTBEHHbIX
npenapaToB, 3aKa34yMK BNpaBe OnpenenvTb cam. BmecTe ¢ Tem B pamKax pPaccMoOTpeHua Kanob (B
cny4ae MX MOCTYNAeHWA B aHTMMOHOMO/bHbLIA OpraH) 3aKasyMKOM [O/IKHO OblTb NpeacTaBseHo
OOKYMeHTaslbHOe MOATBEPKAEHME TMPUBEAEHHOrO B AOKYMeHTauuum obocHoBaHuA. Hanpumep,
noaTeepXaeHNem 0HOCHOBaHMA HEOOXOLMMOCTM YKA3aHMA TaKMX XapaKTEPUCTUK MOFYT ABAATHCA
MeANUMHCKME OOKYMEHTbl MaUMEHTOB, A8 KOTOPbIX MPOBOAMUTCA 3aKyMKa AaHHbLIX JIeKapCTBEHHbIX
npenapaTos (HanpuMep, peLleHmsa BpayebHbIX KOMUCCUI, IMUKPU3bI U T.4.), NPU YCAoBMM obecneyeHus
NpesycCMOTPEHHOTO 3aKOHOM O MEepPCOHANbHbIX AaHHbIX 00e3/MYMBAHUA NEePCOHANbHbBIX AAHHbIX
naumeHTa.

Takum obpasom, GAC Poccum pasbacHAET, YTo B C/y4ae yKasaHMA Ha Haauuume (oTcyTcTBuMe)
BCMOMOTaTe/IbHbIX BELeCTB B COCTaBe JIEKAPCTBEHHOrO Mpenapata B AOKYMEHTALMM Ha 3aKyMKy
JNIeKapCTBEHHbIX MPEenapaToB A4 rOCYAAPCTBEHHbIX M MYHUUMNANbHbBIX HYX4 B MeAWUUMHCKOM
OOKYMEHTaLMW NAuMEHTOB, AAA KOTOPbIX MPOBOAWUTCA YKa3aHHAA 3aKynKa, OO/KHbl COAEprKaTbCA
COOTBETCTBYIOLLME YKA3aHUA HA TMPUMEHEHUE WAM  3anpeTbl Ha MNPUMEHEHME YKa3aHHbIX B
OOKYMEHTaL MM BCMOMOraTe/IbHbIX BELLECTB KOHKPETHbIMW MaLMeHTaMMU.

BmecTe ¢ Tem ®AC Poccun oTmevaeT cnegytoulee. NocTaHOBAEHMEM YCTaHOBAEHbI 0COHBEHHOCTU
ONMCaHWUA NEeKapCTBEHHbIX MpPenapaToB A8 MEeAUUMHCKOrO MNPUMEHEHMUA, ABAAIOWUXCA 06beKToM
3aKynKu ana obecneyeHns rocyAapCTBEHHbIX U MYHULMNAAbHbLIX HYXKA, B AOKYMEHTALUMM O 3aKyMnKe
NleKapcTBEHHbIX NPenapaToB MPU OCYLLECTBAEHUN TaKMX 3aKYMOK, B TOM YMCAE B LLENAX UCKAOYEHUA
Hanbosnee TUMNUYHLIX CAY4aeB OFPaHWYEHWA KOJIMYECTBA YYaCTHMKOB 3aKYMKW J1IeKapCTBEHHbIX
npenaparos.

Takum 06pasom, HEMPABOMEPHOE WUCMO/b30BAHWUE WCKAKOYEHUM, NPEAyCMOTPEHHbIX MYHKTOM 6
OcobeHHoOCcTel onWcaHWUA JNleKapCcTBEHHbIX npenapaToB, 6e3 npeacTaBAeHUs COOTBETCTBYHOLLMX
AOKYMEHTOB, NOATBEPXKAAOWMNX HEOOXOAMMOCTb 3aKYMKM JIEKAPCTBEHHbIX MPENapaToB C YKa3aHHbIMM
XapaKTEPUCTUKAMMU, MOTYT MPUBOAMTb K OFPaHUUYEHUIO KOJIMYECTBA YYACTHUKOB 3aKyMKU U UMETb
NPU3HAKM HapyweHUs 3aKoHa O KOHTPAKTHOM cucTeme M 3aKOHa O 3aLnUTe KOHKYPEHLUUMN.
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