[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

®EAEPA/IbHAA AHTUMOHONOJIbHAA C/TYXKBA

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

O ®OPMWPOBAHNN AOKYMEHTALMU HA 3AKYINKY MHCYJ/IMHA

PepepanbHaa aHTMMOHOMOAbHAA cAy»Kba, paccmoTpeB obpalleHMe MO BONPOCY PasbACHEHUA
nopsaka NpMMeHeHusa noctaHosneHuA Mpasutenbctea Poccuiickon ®epepaumm ot 15.11.2017 N 1380
"O6 o0cobeHHOCTAX OnMCcaHWs NEeKapCTBEHHbIX npenapatoB Aas MeAUUMHCKOro MPUMEHEHMUS,
ABNAOLLMXCA 0OBEKTOM 3aKYMKM Ans obecneyeHmsa rocysapCTBEHHbIX U MyHULMMIAAbHBIX HYXKA'" (fanee -
MoctaHoBNeHWe, OCOBEHHOCTM OMUCAHMA JIEKAPCTBEHHbIX MpenapaTtoB) npu  GOPMUPOBaAHUM
OOKYMEHTaUMN Ha 3aKyMnKy WMHCYAMHA ANA TOCYyAApCTBEHHbIX UM MYHUUMNAAbHBLIX HYXA, B paMKax
NOJIHOMOYMI, NPEAYCMOTPEHHbIX MYHKTOM 2 [TOoCTaHOBAEHWA, Pa3bACHAET c/ieaytoLlee.

1. B cootBeTcTBMM C noanyHKTom "a" nyHKkTa 4 OcobeHHOCTEN OnucaHUs NeKApPCTBEHHbIX
npenapaToB NPW ONMCaHUM OBBEKTa 3aKyMNKM AOMNYCKAaeTCs B OTHOLIEHUW SIeKaPCTBEHHbIX NPenapaTos,
HEeobX0AMMbIX AN Ha3HAYeHUs MaLMeHTy MPU HaMYUU MeAMUMHCKMX NMOKasaHuin (MHaMBMAYyaNbHan
HenepeHoCUMOCTb, MO U3HEHHbIM MOKa3aHWAM) MO PEeLUeHUIo BPayebHOM KOMUCCUU MeOMULMHCKOM
OpraHusaLmm, - ykazaHue Ha TOProBble HAMMEHOBAHMUA.

Mpu atom GAC Poccmm oTmedaeT, YTo B COOTBETCTBUM C NYHKTOM 6 Yactu 1 ctatbu 33 PepepansvHoro
3aKkoHa oT 05.04.2013 N 44-®3 "O KoHTpaKTHOM cucteme B chepe 3aKyrnok ToBapos, paboT, ycayr ana
obecnevyeHns rocyaapCTBEHHbIX M MyHUUMMANAbHbIX HYXA" (fanee - 3aKOH O KOHTPAKTHOW cucTeme)
OOKYMEHTaLMA O 3aKynKe [AO0/KHA COoAepaTb YKa3aHMe Ha MeXAyHapoaHble HenaTeHTOBaHHbIe
HaMMEHOBaHMA JIeKapPCTBEHHbIX CPeACTB MAM MpPU OTCYTCTBUM TaKUX HAUMEHOBAHWUIN XMMUYECKME,
rPYNnMPOBOYHbIE HAaMMEHOBaHMA, €C/IM OOBEKTOM 3aKyMNKM ABAAIOTCA NEKapCTBEHHble CPeacTBa.
3aKas34ymK Npu OCyLLECTBIEHMM 3aKYNKMN N1EKAPCTBEHHbIX CPEACTB, BXOAALWMX B NepeyeHb JIeKapCTBEHHbIX
CPeaCTB, 3aKynKa KOTOPbIX OCYLLECTBAAETCA B COOTBETCTBUM C UX TOPFOBBIMW HAaMMEHOBAHUAMM, A TaKKe
NpW OCYLLECTBAIEHMUM 3aKYMNKM NIEKapCTBEHHbIX NPENapaToB B COOTBETCTBUM C MYHKTOM 7 4acTu 2 CTaTbM
83, nyHKTOM 3 4yacTn 2 cTtatbM 83.1 3aKOHA O KOHTPAKTHOM CUCTEMe BrpaBe YKa3blBaTb TOProBble
HaMMEHOBaHMA 3TUX JIEKAPCTBEHHbIX CPEACTB.

Mopsgok dopmupoBaHuA yTBepxKaaemoro lNpasutenbctBom Poccuitckolt Pepepaummn nepeyHs
JNIeKapCTBEHHbIX CPEACTB, 3aKynKa KOTOPbIX OCYLLEeCTBASETCA B COOTBETCTBMM C MX TOProBbIMMU
HaMMeHOBaHMAMM, YCTAaHOB/IEH NOCTaHOBAeHMeM [NpasuTenbcTBa Poccnitickolt depepaumnm ot 28.11.2013
N 1086 "0O6 yTBepaeHUun Mpasua GopMMUPOBAHUS NEpPeYHA IeKapCTBEHHbIX CPeACTB, 3aKyNnKa KOTOPbIX
OCYLLECTBNAETCA B COOTBETCTBUM C WUX TOPrOBbIMWM HAMMEHOBAHMAMWM, U O BHECEHUN W3MEHEHMA B
MonoxeHne o MpaBUTENbCTBEHHOMW KOMWUCCMM MO BOMPOCaM OXpPaHbl 340p0BbA rpaxkaaH" (aanee -
MpaBwuna).

CornacHo nyHkKTy 2 MpaBua, OCHOBaHUEM A/1A BKAOYEHWNA NEKAPCTBEHHOMO CPeACcTBa B NepeyeHb
ABNAETCA HEBO3MOMKHOCTb 3aMeHbl /IeKapCTBEHHOrO CPeACTBa B pPamKax OAHOMO MeXAYyHapoAHOro
HenaTeHTOBaHHOTO HaWMEHOBAHWA /IEKAPCTBEHHOrO CPeACTBa  WMAM  MPU  OTCYTCTBUMM  TaKoro
HaUMeHOBaHUA XMMNYECKOTO, MPYNNNUPOBOYHOro HaMMEHOBaHWA, onpeaensemas c yYeToM noKasartenei
addeKTMBHOCTM M 6e30NacHOCTM IeKaPCTBEHHbIX NpenapaTos.

B cootseTcTBMM C nyHKTOM 3 [paBua paccMOTPeHMe BOMpoca O BO3MOMKHOCTU BK/OYEHMA
NIeKapCTBEHHbIX CcpeacTB B [lepeyeHb OCyLLECTBAAETCA NOAKOMMCCMEM No Bonpocam obpaleHus
NleKapCTBEHHbIX cpeacTB MpaBUTENbCTBEHHOMW KOMMCCUM MO BOMPOCaAM OXpaHbl 340pPOBbsA rpakaaH
(manee - Komuccma) no 3asaBKam GpU3NYECKUX U IOPUANYECKUX NNL,
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C momeHTa npuHAaTUA Mpasun Komuceuns paccmoTpena 45 3asBOK NpousBoanTenei N1eKapCTBEHHbIX
npenapaToB O BK/IIOYEHUW TOProBbIX HAMMEHOBAHWI JIeKapCTBEHHbIX MpenapaTtoB B MepeyeHb, B TOM
ynucae o BKAOYEHMM B [lepeyeHb MHCY/IMHOB C TOProBbIMM HauMeHoBaHMAMM "WHcymaH Basan T,
"MHcymaH Panug IT", "Annapa ConoCrap", "NMaHTtyc ConoCrap", "BuocynuH P", "BuocynumH H", "XymynuH
HNX", "XymynuH Perynap", "XymynnH M3". Bmecte ¢ Tem Bce 3asiBKM O BK/IHOYEHUM NEKAPCTBEHHbIX
npenapaTtoBs B [epeyeHb OTKAOHEeHbI Komuccren, NOCKONbKY HEBO3MOXKHOCTb 3aMeHbl NPeACTaBNeHHbIX
NeKapcTBEHHbIX NPenapaToB B pamKax OAHOM0 MeXKAyHapoAHOro HenaTeHTOBaHHOrO HaMMeHOBaHUA He

AOKa3aHa.

MyHKTOM 7 Yactn 2 ctatbM 83 M NyHKTOM 3 yacTu 2 cTtaTbk 83.1 3aKOHA O KOHTPAKTHOM cucTeme
npeaycMoTPeHa BO3MOMKHOCTb 3aKa3uMKa OCYyLLEeCTBAATb 3aKymKy MNyTeM MpoBefeHMA 3anpoca
npeanoXeHnin (3anpoca npeanoXeHUit B 3/M1EKTPOHHOW ¢opme) B C/lyvyae OCYLLECTB/IEHUA 3aKyMnoK
NIeKapCTBEHHbIX MNpenapaTtoB, KoTopble HeobxoAuMbl ANA Ha3HAYeHWA MaUMEHTY NpU  Hanuumm
MEANUMHCKUX MOKasaHuli (MHOMBMAYaNbHAA HEMNepeHOCMMOCTb, MO KM3HEHHbIM MOKasaHMAM) Mo
pelweHnto BpayebHOM Komuccun, KoTopoe OUKCUPYETCA B MEAMLMHCKMX OOKYMEHTaX NauMeHTa U
KypHane spadyebHOn Komnccum.

Kpome Toro, nyHKTOM 28 Yact 1 ctatbM 93 3aKOHA O KOHTPAKTHOM CUCTEME YCTAaHOBNEHO NpPaBo
3aKa3uMKa Ha 3aKynKy Yy eAWHCTBEHHOrO MOCTaBLLMKA JIeKAPCTBEHHbIX MPenapaToB, KoTopble
npefHasHayvyeHbl A1 Ha3HAaYeHUs MaUMEHTY NPU HaZIMUUM MEOMULMHCKUX NOKasaHui (MHAMBUAYANbHAS
HenepeHoCMMOCTb, MO M3HEHHbIM MOKA3aHUAM) MO pPeLeHUo BpayYebHOM KomMMCCMU, KoTopoe
OTParkaeTcA B MeAMULMHCKMX OKYMEHTAX NaLMeHTa U XKypHane BpayebHON KOMUCCUK. 3aKasumK BNpaBe
3aKNHOYNUTb KOHTPAKT Ha NOCTAaBKM IEKAPCTBEHHbIX NPenapaToB B COOTBETCTBUM C HACTOALLMM NMYHKTOM Ha
CYMMY, He NPEeBbILAIOLLYI0 ABECTU TbICAY pybnen.

MHbIX CNydaes, NpU KOTOPbIX AOMYCKAeTCA yKasaHWe TOProBOro HaMMEHOBAHMA JIeKapCTBEHHOro
npenapara B 3aKyrnoYyHOMN AOKYMEHTaLMN, 3aKOHOM O KOHTPAKTHOM CUCTEME HE YCTaHOB/IEHO.

®AC Poccum obpaliaeT BHUMAHME, YTO MeAMUMHCKME MOKasaHuA O0/XKHbl ObiTb YKas3aHbl B
peweHnn BpayebHO KomMccUKM, KoTopoe PUKCMpPYeTcA B MEOMLMHCKMX AOKYMEHTax naumMeHTa M
KypHane BpayvebHoM Komuccuu. MHble BUAbI NOATBEPMKAEHUA HANMYMA MEAULMHCKUX MOKasaHuMn y
KOHKPETHbIX NaLMEHTOB 3aKOHOM O KOHTPAKTHOM cMCTeEMe He NpeayCMOTPEHbI.

Mpwu 3TOM pelueHnsa BpavebHbIX KOMUCCUIA A0MKHbI ObITb 0POPMIEHBI B COOTBETCTBUM C MopAaKOM
CO34aHMA U AeATeNbHOCTM BPAYeOHOM KOMMCCUM MEAMUMHCKOM OpraHuM3aumu, yTBEpPXKAEHHbIM
npukasom MwuHsgpascouypassutma Poccum ot 05.05.2012 N 502H, n pasmelatbca O04HOBPEMEHHO C
3aK/OYEHHBIM KOHTPAKTOM B peecTpe KOHTPaKToB, MNpeaycMoTpeHHOM cTatbelt 103 3akoHa o
KOHTPAKTHON cucTeme, npu ycnosBum obecneyeHna npepycMmoTpeHHoro PesepanbHbiM 3aKOHOM OT
27.07.2006 N 152-®3 "O nepcoHanbHbiXx AaHHbIX" (4anee - 3aKOH O MepcoHafbHbIX AaHHbIX)
06e3/11MuMBaHMA NEPCOHANbHBIX AAHHbIX NaLMeHTa.

JononHutenbHo ®AC Poccmm coobLiaeT, YTo B COOTBETCTBUM CO CTaTbel 17 denepanbHOro 3aKoHa
oT 26.07.2006 N 135-®d3 "O 3awmTe KOHKypeHuun" (manee - 3aKOH O 3aWMUTE KOHKYPEHLMM) NpU
NnpoBeLEHMN TOProB, 3anpoca KOTMPOBOK LLEH Ha TOBapbl, 3anpoca npeasoKeHuin 3anpelatorca
OENCTBUA, KOTopble NPUBOAAT WUAN MOTYT NPUBECTU K HEAONYLWEHUO, OFPaHMYEHNIO UM YCTPAHEHUIO
KOHKypeHuuu. MNpun aTom, ecin opraHM3aTopamMmm TOPros, 3anpoca KOTUPOBOK, 3aNpoca NPeanoXKeHNN UK
3aKa3umkamm aBnatoTca deaepasibHble OpraHbl UCMOIHUTENIbHOW BAACTW, OpraHbl MCMOAHUTE/NIbHOM
B/NacTU cybbekToB Poccuiickon depepaumm, opraHbl MECTHOrO CaMoOynpaB/ieHUs, FOCyAapCTBEHHbIEe
BHeboAKeTHble GOHAbI, a TaKXe Npu NpoBeaeHUM TOPros, 3anpoca KOTUPOBOK, 3anpoca NPeaNoKeHNI
B C/lydae 3aKynoK ToBapoB., paboT, ycayr ans obecrnevyeHma rocyAapCTBEHHbIX U MYyHULMMANAbHbIX HYXKA,
3anpeLLaeTca He NpeaycMoTpeHHoe gpeaepanbHbIMM 3aKOHAaMKU MW MHBIMU HOPMATUBHbIMM NPABOBbLIMM
aKTamM orpaHMYeHme A0CTyNa K y4aCTUIO B TOprax, 3anpoce KOTUPOBOK, 3anNpoce NpeasiorKeHNN.

Takum obpasom, PAC Poccrm pasbaCHAET, YTO 3aKyNKa MHCY/IMHOB MO TOProBbIM HAMMEHOBAHUAM
B HacToslee BpemMs BO3MOXKHA TOJbKO MPWU OCYLECTBAIEHWM 3aKYMKW JIEKAPCTBEHHbIX NPEenapaTos,
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KOoTopble HeobXxoAMMbl AN  HasHAYeHMs MNAUMEHTY MpU  HAAUMYUM  MEeAMUMHCKMX  MOKasaHui
(MHAMBMAYaNbHAA HEMNEPEHOCMMOCTb, MO XU3HEHHbIM MOKA3aHUAM) NO peLLeHnto BpayebHO Komnccum,
KoTopoe GUKCUPYETCA B MEAUUMHCKMX AOKYMEHTAX NauMeHTa U XKypHane BpayebHoW KOMUCCUM NyTem
npoBeAeHWA 3anpoca NPeaNoXKeHuin (3anpoca NpeasioKeHU B 3/1eKTPOHHOM GOopMe) UK 3aKYNKKU Y
€ANHCTBEHHOrO NOCTaBLMKA.

CnepoBatenbHo, yKasaHWMe B AOKYMEHTauMuM TOProBOro HaMMEHOBAHWA JIEKapCTBEHHOIO
npenaparta (B TOM YMcae MHCY/MHA) NpY BbibOpe 3aKa3uMKOM MHOro Crnocoba 3aKynku MOXKET MMeTb
NPW3HaKK HapyLleHWs 3aKOoHa O KOHTPAKTHOM ccTEME M 3aKOHA O 3alLMTE KOHKYPEHUMU.

2. B cootBeTcTBUM C nognyHkTom "r" nyHkta 5 OcobeHHOCTel onucaHWA JfIeKapCTBEHHbIX
npenapaTtoB Npuv OMNWCaHUM OBBEKTa 3aKYMKW He [O0MNycKaeTcs YyKasblBaTb HaauMuume (oTcyTcTBUE)
BCMOMOraTeNbHbIX BELLLECTB B COCTaBe IEKapCTBEHHOrO npenapara.

BmecTe ¢ Tem NyHKT 6 OcobeHHOCTel ONMCcaHUA IeKaPCTBEHHbIX MPEnapaToB AOMNYCKAeT yKasaHue
B OMNMCaHMM OODBEKTA 3aKyMKU XapaKTEPUCTUK, MPeAyCMOTPEHHbIX nognyHktamm "B" - "M" nyHkTa 5
OcobeHHocTel onncaHuA eKapcTBEHHbIX MPenapaTos, B C/ly4ae, eC/IM HEe UMEETCA UHOW BO3MOXKHOCTH
onucaTb NEKapCTBEHHble NpenapaTbl. [pyM 3TOM AOKYMEHTAUMA O 3aKyMKe AO0/KHA COoAeprKaTb:
060CHOBaHME HEOHXOAMMOCTM YKasaHWA TaKMX XapaKTePWUCTUK, a TaKKe NokasaTesu, nosBoastolime
onpeaenuTb COOTBETCTBUE 3aKyNaeMbiX IeKaPCTBEHHbIX NPenapaToB YCTaHOBEHHbIM XapaKTEPUCTUKAM
N MaKCUManbHble U (MIM) MMHUMMabHbIE 3HAYEHUA TaKMX NOKa3aTe/eil, a TaKKe 3HaueHua Nnokasartenen,

KOTOpble HE MOTYT NU3MEHATLCA.

Mo mHeHuto DAC Poccun, popmy 060CHOBaHMA HEOOBXOAMMOCTM YKa3aHWUS XapaKTEPUCTUK,
npeaycMOTPEHHbIX noAanyHkTammn "B" - "u" nyHkta 5 OcobeHHOCTEN OnucaHUs JIEKAapPCTBEHHbIX
npenapaTtoBs, 3aKa34yuK BrpaBe onpeaennTb caMm. BMmecTe ¢ Tem B pamMKax pacCMOTPeHUsA Kanob (B cnyyae
MX NOCTYN/IEHUS B aHTMMOHOMO/IbHbI OPraH) 3aKa34yMKoM A0/KHO BbITb NpeaCcTaBNeHO AOKYMEHTaIbHOe
noaTBepKAeHMe MPUBELEHHOr0 B AOKYMeHTaumMm obocHoBaHMA. Hanpumep, noatBepXKAEHMEM
060CHOBaHMA HEOOXOAMMOCTM YKA3aHMA TaKUX XapaKTEPUCTUK MOTyT ABAATbCA MeAMULMHCKUe
OOKYMEHTbl MaLMeHTOB, A/1A KOTOPbIX MNPOBOAMTCA 3aKynKa AaHHbIX NEKAPCTBEHHbIX MpenapaTos
(Hanpumep, peweHMAa BpayebHbIX KOMMUCCUMA, 3NUKPU3bI U T.4.), NpU YyCcNnoBuUM obecrneyeHusn
npeaycMoTPeHHOro 3aKOHOM O MepCOoHasbHbIX AaHHbIX 06e3/1MYMBaHMA MNEePCOHaNbHbIX AaHHbIX

naumneHTa.

Takum ob6pasom, PAC Poccum pasbAcHAET, YTo B C/yd4ae yKasaHMA Ha Hanuume (oTcyTcTBuMe)
BCMOMOraTeNbHbIX BELECTB B COCTaBe /I€KApPCTBEHHOrO Mpenapata B AOKYMEHTAUMW Ha 3aKynky
NeKapCcTBEHHbIX MNpenapaToB ANA rOCYAAapPCTBEHHbIX M MYHMUMNAAbHbLIX HYX4 B MeOMUMHCKOM
AOKYMEHTAUMM NaUMEeHTOB, AR KOTOPbIX MPOBOAMTCA YKa3aHHasA 3aKynka, AO/KHbl COAep’KaTbCA
COOTBETCTBYIOLIME YKA3aHUA Ha NPUMEHEHME UM 3anPeTbl HAa MPUMEHEHME YKa3aHHbIX B AOKYMEHTaLUK
BCMOMOraTe/IbHbIX BELLECTB KOHKPETHbIMU NauyeHTamum.

Bmecte ¢ Tem ®AC Poccum oTmedaeT ciegyouiee. NocTaHOBAEHMEM YCTAaHOBIEHbI 0COHEHHOCTH
ONMMCaHMA NeKapCTBEHHbIX Mpenapatos ANA MeAUUUHCKOro npumeHeHwua, ABAAKLWNUXCA obbekTom
3aKynkun AanAa obecneyeHus roCygapCTBEHHbLIX U MYHULIMMNAZIbHbIX HYXA4, B AOKYMEHTAUUMN O 3aKyhnKe
JIEKapCTBEHHbIX NPEenapaTtoB MpPW OCYLLECTB/IEHMM TaKMUX 3aKYMOK, B TOM YMC/e B LENAX UCKAOYEHUA
Hanbonee TUMWUYHBIX C/y4aeB OFPaHUMYEHUSA KOJIMYECTBA YYACTHMKOB 3aKYMKU IEKAPCTBEHHbIX
npenapaTos.

Takum 06pa3om, HEMPABOMEPHOE MCMNO/b30BAaHWE WUCKAKOYEHMI, NPEeAyCMOTPEHHbIX MYHKTOM 6
OcobeHHoOCTelt oONMcaHWMA NeKapcTBeHHbIX npenapaTos, 6e3 npeacTaBleHUA COOTBETCTBYHOLMX
AOKYMEHTOB, NOATBEPNKAAIOWMNX HEOHXOAMMOCTb 3aKYMKM JIeKapCTBEHHbIX MPEnapaToB C YKa3aHHbIMM
XapaKTEPUCTUKAMWN, MOTYT MPUBOAMUTb K OFPaHMYEHUIO KOAMYECTBa YYaCTHUKOB 3aKYMKM M UMETb
NPU3HAKM HapyWweHUs 3aKoHa O KOHTPAKTHOM cucTemMe M 3aKOHa O 3aLnUTe KOHKYPEHLUUMN.

A.10.LAPUKOBCKUI
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