NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
oT 30 Hos16pst 2015 1. N 1289

Ob OTPAHMYEHUAX N YCIIOBUAX
HOITYCKA ITPOUCXOJAIINX 13 MTHOCTPAHHBIX
I'OCYIOAPCTB
JIEKAPCTBEHHBIX ITPEITAPATOB, BK/IIOYEHHBIX B
I[NEPEYEHbD )KM3HEHHO
HEOBXOJVIMbIX U BASKHEMIINX
JIEKAPCTBEHHBIX ITPEITAPATOB, JIJIS1 LIEJIEN
OCVIIECTBJIEHMA 3AKVIIOK [JI1 OBECIIEHEHWA
I'OCYIJAPCTBEHHBIX
1 MYHULIMITAJIBHBIX HYXK]]

B cooTBeTCcTBUM CO cTaThei 14 OeiepayibHOTO 3aKOHA
"O KOHTPAKTHOJ cucTeMe B cepe 3aKyIIOK TOBApOB,
paboT, ycayr aJisg obecrieueHus: TOCYAapCTBEHHbIX U
MYHULIMITIBHBIX HYXKA," [IpaBuTenbcTBO Poccuitckon
depepaliviy IOCTAHOBIISIET:

1. YCTaHOBUTD, UTO JJIS1 11€JIeil OCYIIeCTBIeHNUS
3aKYIIOK JIEKaPCTBEHHOTO ITperapara, BKIIOYEHHOTO
B IlepeueHb KM3HEHHO He0OXOAMMBbIX M BasKHEM X
JeKapCTBEHHBIX TTpernapaTos (Jajee -
JIeKapCTBEHHBIN Tpernapar), st obecriedyeHust
rOCyIapCTBEHHBIX M MYHUIIUTIAIbHBIX HYX (C






OOHVM MEXOYHAPOOHBIM HEIIATEHTOBAHHBIM
HaMMeHOBaHMEM WIN IIPU OTCYTCTBUU TAaKOTO

HAMMEHOBaHMUS - C XMUMUYECKUM WU
IPYIIIMPOBOYHBIM HAaMMEHOBAHMEM), SIBJISIOLIET0Cs
IpegMeTOM OJHOr0 KOHTpPaKTa (O4HOrO JIOTA),
3aKa34yK OTK/IOHSeT BCe 3aBKY (OKOHUATe/IbHbIe
IIpeJIOKeHus), CoAepyKallye IpeaioXkeHus O
I10CTaBKe JIEKapCTBEHHBIX IIperaparTos,
MIPOUCXOAAIIVX V3 MHOCTPAHHBIX TOCYAapCTB (3a
VICKJIIOYEHVeM IOCyAapCTB - 4leHOB EBpasmiickoro
9KOHOMMYECKOI'O C0X03a), B TOM UMCJIe O ITI0CTaBKe 2
1 6oJIee IeKapCTBEHHBIX MPeIapaToB, CTPAHOM
MIPOUCXOKAEHMS XOTSI 6bI OTHOTO U3 KOTOPBIX He
SIBJISIETCS TOCYIapCTBO - uleH EBpasuiickoro
9KOHOMMYECKOI'0 COI03a, 3a MCK/II0UeHeM 3asBOK
(OKOHUYATeIbHBIX [IPeIJIO’KeHNI ), KOTOpbIe coepsKaT
TpenJjoKeHus O ITOCTaBKe OPUTMHAJIbHBIX UIIN
pedepeHTHBIX JIeKapCTBEeHHBIX IIPerapaToB M0
[IepeyHI0 COIVIaCHO IIPUJIOKeHUIO, TP YCIIOBUM, UTO
Ha y4dacTue B OllpeJe/IeHUY ITOCTaBII/Ka [T0AAHO He
MeHee 2 3aBOK (OKOHYATeJ/IbHbIX IIpeLJIoKeHuin),
KOTOPbI€ YA0BIETBOPSIOT TPeOOBaHMSIM M3BeleHUsI
006 OoCyIecTBiIeHMM 3aKyTIKU U (WI) JOKYMEeHTAIUA C
3aKyIKe ¥ KOTOpble OAHOBPEMEHHO:

cozepxkar Ipe[JIoKeHMs O ITI0CTaBKe JIeKapCTBEHHbIX
IpernapaToB, CTPAHOM ITPOUCXOXKAEHUS KOTOPBIX
SIBJISIIOTCS TOCYAAPCTBA - WieHbl EBpa3uiickoro






9KOHOMMYECKOTO COI034a;

He cozepsKaT IpeyIoKeHUI O TIOCTaBKe
JIeKapCTBEHHBIX TPeIapaToB OJHOIO U TOTO ke
MIPOM3BOIUTEJIS JIMOO TTPOMU3BOAUTENEN, BXOISIINX B
OIIHY TPYIIITY JIII, COOTBETCTBYIOIIYIO IPU3HAKAM,
IpenyCMOTPEHHBIM CcTaTheil 9 @enepanbHOrO 3aKOHA
"O 3amuTe KOHKYPEHU UK, [IPU COTIOCTABIEHUU STUX
3asBOK (OKOHYATEJIbHbIX IIPeIJI0KeHM).

1(1). B ciy4yae eciv mocjie OTKIOHEHUS 3aIBOK
(OKOHYaTeIbHBIX IIPellJIOKeHNI) B IIOpsIKe,
YCTAHOBJIEHHOM ITYHKTOM 1 HaCTOsI11ero
MTOCTAHOBJIEHMSI, XOTSI ObI OFHA 3as1BKa
(OKOHYaTenbHOE IpeLiosKeHMe) COOePKUT
IIpe/lJIOKeHYe O ITIOCTaBKe JIeKapCTBEeHHbBIX
rpernaparosB, BCe CTaauy IIPOMU3BOLICTBA KOTOPLIX, B
TOM YMCJIe CUHTE3 MOJIEKYJ/IbI 1e/iCTBYIOLIero
BellleCTBa Mpy MPOM3BOICTBe hapMalieBTUYeCKIUX
cyOCTaHIIMIA, OCYILIeCTBIISIIOTCSI HA TEPPUTOPUSIX
rocynapcCTB - 4eHOB EBpa3miiCkoro 53KOHOMU4YeCcKkoro
CO0103a, U [IPU 3TOM CBeeHMsI O TaKUX
(dbapmalieBTMYECKUX CYOCTaHLIMSX B YCTAHOBJIEHHOM
MOpsIAKe BKIIOYEHBI B pEeTUCTPALIMOHHOE JOChe Ha
3T JIeKapCTBEeHHbIe IIperapaTsl, B OTHOIIEHUY TaKUX
JIeKapCTBEHHBIX IIpernapaToB IPUMEHSIOTCS YCIOBUS
IOITyCKa [1JIS LieJieil OCyLeCTBIeHNs 3aKyTIOK
TOBApOB, MPOUCXOASIINX U3 UHOCTPAHHOTO






roCyIapCTBa WIN TPYIITbI MHOCTPAHHBIX TOCYIapCTB,
yCTaHOBJIEHHbBIE (heJlepaIbHbIM OPTaHOM

VCTIOTHUTEIbHO BAACTU, OCYILeCTBISIOIIUM
(byHKIMM 110 BbIpabOTKe rocyiapCTBeHHOM MOMUTUKA
" HOpPMaTMBHO-TIPAaBOBOMY peryJMpoBaHuIo B chepe
OCYIIeCTBAEHMS 3aKYIIOK TOBApOB, paboT, YCIYT s
obecrieyeHust rocyIapCTBEHHbIX I MYHUIIUTIATbHbBIX

HYXI,.

1(2). llogTBepskAeHMEM COOTBETCTBUS
JIeKapCTBEHHOrO mpernapara u ¢apmalieBTu4eckoit
cyOocTaHIMM TPpeOOBaHMSIM, YKa3aHHBIM B ITyHKTe 1(1)
HACTOSIIIero IMOCTaHOBJIEHUS, SIBJISIETCS
IeK/IapMpoBaHye YUaCTHMKOM 3aKyIIK/ B 3asiBKe
(OKOHYATETbHOM MpeJjI0KeHUM) CBeJEHUIA O
IOKYMeHTe, TTOA TBEePsKAalolieM COOTBETCTBIE
MPOU3BOAUTEIS JIEKAPCTBEHHBIX CPELCTB IJIs
MeIUIIMHCKOTO MpuMeHeHus1 TpeboBaHusIM [TpaBui
Hafjiexaiei Mpou3BOACTBEHHO! MTPAKTUKN
EBpasuiickoro 3kKOHOMMYECKOro CO3a,
yTBepXXaeHHbIX Pertennem CoBeTra EBpa3suiickoi
9KOHOMMYECKOV KomMuccuu ot 3 Hossopst 2016 1. N 77
"006 yrBepkaeHuu [IpaBut HaJIesKamein
MIPOU3BOLCTBEHHO MPaKTUKU EBpa3uiickoro
SKOHOMMYECKOTO cor3a’, wiau [IpaBuia Haajiexaien
MPOU3BOACTBEHHON MPAKTUKU, YTBEPKAEHHBIX
MMUHUCTEPCTBOM ITPOMBILIJIEHHOCTU U TOPTOBIN
Poccuiickoit @enmepaiiuy B COOTBETCTBUM C YACThIO 1






cratbu 45 ®enepanbHoro 3akoHa "O6 obpameHnn
JIeKapCTBEHHBIX CPEICTB", U CBeJIEHMIi O IOKYMEHTe,

coziepkalieM CBeJIeHUsI O CTaAMsIX TEXHOJIOTMUECKOTO
Tpoliecca IMpoM3BOACTBA JIEKAPCTBEHHOTO CPeCTBa
I711 MeUIMHCKOTO IIpMMeHEeH M1, OCYIIe CTBISIEMbIX
Ha TeppuTopun EBpasniickoro 5KOHOMMUYECKOT'O
Co103a (B TOM UMCJie O CTaAMUSIX TPOMU3BOICTBA
MOJIEKYJIbI JeVCTBYIOIIETO BelecTBa
dhapMalneBTMUECKOI CyOCTaHIIMM), BbIIaBAEMOM
MMUHUCTEPCTBOM IIPOMBIIIJIEHHOCTU U TOPTOBJIN
Poccuiickoit @enepaliuu B yCTAHOBJIEHHOM UM
TopsIiKe.

2. ITogTBepsKaeHMeM CTPaHbl IPOUCXOXKIEHNS
JIeKapCTBEHHOTO Ipernapara sSBIsieTCs] OIUH U3
CJIeIYIOMIVX JOKYMEHTOB:

a) cepTudUKaT O MPOUCXOXKIAEHNM TOBapa,
BbIJIaBa€MbIli YIIOJITHOMOUYEHHbIM OPTaHOM
(opraHmsaiiuein) rocyaapcTsa - 4ieHa EBpa3uiicKoro
9KOHOMMYECKOTO C0I03a 1o opme, YCTAHOBIEHHOIA
[IpaBuiaMu oripeiesieHs CTpaHbl POV CXOXKAEHUS
TOBApOB, SIBJSIOUIMMUCS HEOTbEMJIEMOJ YaCTbIO
Cornamenus o [IpaBuiax ornpeneneHus CTPaHbl
MPOUCXOXAeHNsI ToBapoB B CoapyskecTBe
HeszaBucumbix I'ocymapcts ot 20 HOsi6pst 2009 1., U B
COOTBETCTBUM C KPUTEPUSIMU OITpeJieieHUSI CTPaHbl
MIPOMCXOXKIEHMS TOBAPOB, IIPeayCMOTPEeHHbIMU






YKa3aHHbIMU HpaBI/IJ'IaMI/I;

0) 3aK/II0UeHMe O TIOATBEPKIEHNM ITPOU3BOICTBA
MIPOMBIIJIEHHO IPOAYKIMM Ha TePPUTOPUN
Poccuiickoi ®epepaiiiu, BbljaBaemMoe
MUHUCTEPCTBOM MPOMBIIIJIEHHOCTYU U TOPTOBJIU
Poccuiickoit @enepaiyiy B COOTBETCTBUM C
[TpaBunaMu BbIIAauM 3aKJIHOUYEHNS O MOATBEPXKIeHUN
MPOU3BOACTBA [IPOMBIIIJIEHHON MTPOAYKLIVN Ha
Tepputopumn Poccuiickoin ®emepainu,
YTBEPXKIEHHBIMM IMTOCTaHOBJIeHMEeM [IpaBuTebCTBA
Poccuiickoir ®emepanym ot 17 utonsg 20151. N 719 "O
MOATBEP KAEHUY ITPOM3BOACTBA IIPOMbIIIIEHHO
MIPOAYKIIUM HA Tepputopuu Poccuiickomn
Qenepanym”.

3. IIpu 3aK/I0OUe€HMM U UCIIOJTHEHMM KOHTPAKTa,
IpeIMeTOM KOTOPOTO SIBJISIETCS [TOCTaBKa
JIEKapCTBEHHOTO Mperapara C Coo/IoieHeM
OTpaHMYEHN, TPeTyCMOTPEHHBIX HACTOSIINM
MIOCTaHOBJIEHMEM, He [IOMYCKaeTCs 3aMeHa
JIeKapCTBEHHOTO IpernapaTta KOHKPETHOTO
MIPOM3BOIUTEIISI UJIU CTPAHbI €r0 IIPOUCXOXKIEHMSI,
yKa3aHHbIX B 3asBKe (OKOHUATETbHOM
MpeJIoKeHUN), CoepsKalllei MpeaaoskeHne o
MOCTaBKe JIEKAPCTBEHHOTO ITperapara.

4.B C/Iydae eC/iN 3a5BKa (OKOHLIaTeIII)HOE






Hpe,H,J'IO)KeHI/IE), cogepxKalias rmpeajIoKeHume o
ITOCTaBKe JIEKapCTBEHHOTI'O IIpeIliapara,

MTPOVICXOJISIIIIETO M3 MHOCTPAHHOTO roCcyaapcTna (3a
MCKITIOUEHMEM IrOCyIapCTB - YIeHOB EBpasuiickoro
9KOHOMMYECKOTO C0I03a), He OTKJIOHSIeTCS B
COOTBETCTBUM C YCTAHOBJIEHHBIMY HACTOSIIIIUM
MTOCTAaHOBJIEHMEM OTPAHUYEHUSIMU, TIPUMEHSIIOTCSI
yCJIOBMSI IOTTyCKa JJIs1 11eJieii OCyIeCTBIeHUS
3aKyIMOK TOBapOB, MPOUCXOASIINX U3 MHOCTPAHHOTO
roCyIapCTBa WIN TPYIITbI MHOCTPAHHBIX FOCYIapCTB,
yCcTaHaBIMBaeMble GefiepaibHbIM OPraHOM
MCITOJIHUTEIBHO BJIACTH, OCYIIECTBIISIOIMM
(GYHKIIMY 110 BBIPABOTKE rOCYAaPCTBEHHON MTOTUTUKA
¥ HOPMAaTUBHO-ITPAaBOBOMY peTyJIMpOBaHMIO B chepe
OCYIIeCTBJIEHMS 3aKYIIOK TOBAPOB, paboT, YCIIYT MIJIs
obecrieueHus TOCYIapCTBEHHbBIX ¥ MYHUIIUTIATbHbBIX

HYXI.

5. YcraHOB/IeHHBIE HaCTOAIIMM ITOCTAaHOBJ/IEHEM
OTrpaHMYEHM He IIPUMMEHSI0TCA B CJIydae:

OCYILLeCTB/IeHVS 3aKYIIOK JIeKapCTBEeHHBIX
IperapaToB, MPOUCXOIILINX U3 UHOCTPAHHBIX
rocynapcCTB (3a UCKIYeHMeM rOCyAapCTB - YIeHOB
EBpa3uniickoro 5KOHOMMYeCKOro C0w3a), B
OTHOLIEHUM KOTOPBIX Ha TEPPUTOPUSX FOCYAAPCTB -
yseHoB EBpa3miickoro 3SKOHOMMUYECKOro Cow3a
OCYLIeCTBIISIOTCS UCKIIOUNTENbHO [IepBUYHAs






yIaKoBKa ¥ BTOpUYHAas (MMOTpebMTeIbcKasi) yITaKoBKa
MU BTOpUYHAS (TTOTpebuTeIbCcKas) yIlaKoBKa

JIeKapCTBEHHBIX MPerapaToB ¢ obecrieueHemM
BBIITYCKAIILer0 KOHTPOJISI X KavyecTBa, - 10 31
nexkabps 2016 r. BRIIOUUTEJIBHO;

pasmMeleHust Ha opuiasbHOM caiiTe Poccuiickoit
denmepanyy B MHGOPMALIMIOHHO-
TeJIeKOMMYHUKALIMOHHOM ceTu "VIHTepHeT" i
pasmeleHust MHGOpPMaIMM O pa3MeIlleHMM 3aKa30B
Ha ITOCTaBKM TOBAPOB, BLITIOJHEHYE PAOOT U
OKa3aHMe yCIyT M3BeIIeHMi 00 0CyIecTBIeHUN
3aKyTIOK JIEKapCTBEHHBIX IIpernapaToB MUJIN
HarpaBJIeHys pUTJIallleHn IPUHSTD y4yacThe B
ompeneIeHUM IMOCTaBIIMKA 3aKPBITHIM CIIOCOO0M,
OCYIIeCTBJIEHHBIX 10 BCTYIIJIEHUS B CUJTY HACTOSIIIETO
IMOCTaHOBJIEHMS ;

OCYILLEeCTB/IeHMS 3aKYIIOK JIeKapCTBEHHBIX
rperapaToB 3aKa3uMKaMy, yKa3aHHbIMU B 4acTu 1
crarbyu 75 ®emepanbHOro 3akoHa "O KOHTPAKTHO
cucteme B cdepe 3aKyIoK TOBapOB, paboT, yCIYT s
obecrieyeHnst rocyIapCTBEHHbIX I MYHUIIUTIATbHbBIX
HYXI", Ha TePPUTOPUM MHOCTPAHHOI'O rOCYyLapCcTBa
1151 obecrieueHs CBOet AesTeIbHOCTY Ha 3TO
TEPPUTOPUMN.

IIpencenarens [IpaBuTe/NILCTBA






Poccuiickoit @egepatunn
IO.MEIBEJEB

[IpunoxkeHue

K IOCTaHOBJIeHMIO [IpaBuUTENbCTBA
Poccuiickoit @enepaiinmn

ot 30 Host6pst 2015 1. N 1289

ITEPEYEHb
OPUTMHAJIbHBIX 1 PEOEPEHTHBIX
JIEKAPCTBEHHBIX ITPEITAPATOB,

[MPEAHA3HAYEHHBIX IJIS1 OBECIIEYEHMA

HECOBEPHIEHHOJIETHUX I'PAJKIIAH,
BOJIbHBIX 3JIOKAYECTBEHHBIMU

HOBOOBPA30BAHUSIMU JIMM®OUIHOMN,

KPOBETBOPHOW U POZICTBEHHBIX UM TKAHE

MexxnyHapogHOe HellaTeHTOBaHHOe
HauMeHoBaHue (MHH)

1.

OuiIrpacTum

VIMMyHOT/IO0Y/IMH YeI0BeKa HOPMaJIbHBbI

KacnodyHruu

2
3.
4

MuxabyHIMH







Kap6omniatun

BopukoHnason

CeBodnypaH

Putykcumab

el ISl e N

dnynapabuH

Bunkpuctux







