NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

IIOCTAHOBJIEHUE
oT 30 Hos16pst 2015 1. N 1289

Ob OI'PAHMYEHNAX N YCJIOBUAX
JOITYCKA ITPOUNCXOIAINX 13 THOCTPAHHBIX TOCYIAPCTB
JIEKAPCTBEHHDBIX ITPEITAPATOB, BK/JIIOUEHHbBIX B ITEPEUEHDb
JKN3HEHHO
HEOBXOJIIMbIX 1 BAXXHEMIINX JIEKAPCTBEHHBIX ITPETTAPATOB, JIJI51
LIEJIEN
OCVIIECTBJIEHMA 3AKVYIIOK IJ151 OBECIIEYHEHMS 'OCYJAPCTBEHHBIX
1 MYHULIITAJIBHBIX HYXK]]

B cooTBeTcTBUM O cTaTheit 14 @enepanbHOro 3akoHa 'O KOHTPAKTHOM
cucreMe B cepe 3aKyIlOK TOBApOB, pabOT, YCJIYT IJ1sT 0OecIieueHnst
rocyapCTBEeHHBIX ¥ MYHULMIIAIbHBIX HYKA," [IpaBuTenbcTBO Poccuiickoii
®enmepallyy IIOCTAHOBJISIET:

1. YcTaHOBUTD, UTO JJ14 1ieJieil OCYLeCTBIeHNS 3aKyIIOK JIeKapCTBEHHOI0
nperapara, BKIIOUeHHOT0 B IlepeyeHb KM3HEeHHO He0OX0IMBbIX U
Ba)KHeMILNX JIeKapCTBEHHbIX NIPernapaTos (Jajiee - IeKapCTBeHHbIN
npernapar), 1151 obecrieueHust TOCYyJapCTBEHHbBIX ¥ MYHUIIUTIATbHbBIX HYK]T
(C OIHMM MeXIYHapOJHbIM HellaTeHTOBAaHHbIM HaMeHOBaHMeM WU [1PU
OTCYTCTBUM TaKOrO HAaMMEHOBAHMUS - C XMMUUECKUM WIN IPYIIIMPOBOYHBIM
HaMIMeHOBaHMeM), BJIAI0LIerocs peaMeToM OLHOIO KOHTPaKTa (OLHOI0
JIOTA), 3aKa3UMK OTKJIOHSET BCe 3asBKYM (OKOHUYATeJIbHbIE IIpe/JIOKeHMS),
cofepkauiye rnpejaoxkeHNs O [IOCTaBKe JIeKapCTBEHHbBIX IIpernapaTos,
IIPOUCXOJAIINX U3 MHOCTPAHHBIX TOCYLAaPCTB (32 UCK/II0UEHMEeM IoCy1apCTB
- IeHOB EBpa3uiickoro 5SKOHOMMUYECKOro C0x3a), B TOM uMcje O II0CTaBKe
2 v 6osiee JieKapCTBEHHBIX MPENapaToB, CTPAHOM MTPOUCXOKIEHNS XOTSI ObI
OJJHOI'O M3 KOTOPBIX He SBJISIeTCS TOCYNapCTBO - WieH EBpasuiickoro
5KOHOMMYECKOTI'0 01034, 3a VICK/II0UYeHeM 3asiBOK (OKOHYATeIbHbIX
IIpefjI0XKeHui1), KOTOpble coAepsKaT IpeloXKeHs O [I0CTaBKe
OPUTMHAJBHBIX WK pepepeHTHBIX JIeKapCTBEHHBIX MMPerapaToB 10
TIepevyHI0 COIVIaCHO MPUJIOKEHUIO, IIPU YCJIIOBUM, UTO HA yYacTue B
oIpelieieHUY ITOCTaBII/Ka [I0JAHO He MeHee 2 3aBOK (OKOHYATe/IbHbIX
IIpe/JioKeHuit), KOTOpbie YIOBIeTBOPSIIOT TpeOGOBaHUSIM M3BellleHMs 00
OCYILIeCTB/I€HUN 3aKyNIKU U (MJIN) JOKYMEeHTal M O 3aKyIlKe ¥ KOTOpble



OJHOBPEMEHHO:

cozmepskaT MpeJIoKeHNMs O TOCTaBKe JIeKapCTBEHHbIX IIperapaToB, CTPaHoi
IIPOMCXOKAEHMST KOTOPBIX SIBJISTIOTCSI TOCYIapCTBa - WwieHbl EBpasuiickoro
9KOHOMMYECKOI'0 COH03a;

He COJepsKaT IpeajiosKeHUi O ITIOCTaBKe JIeKapCTBEeHHBIX ITperapaToB
OJITHOTO ¥ TOTO JKe IMPOMU3BOAMTEIS MO0 MTPOMU3BOAUTENEN, BXOASIINX B
O HY IPYIIIY JIUL, COOTBETCTBYIOIIYIO IIPU3HAKAM, [IPeAyCMOTPEHHbIM
cratbelt 9 @emepasibHOro 3akoHa "O 3anUTe KOHKYpeHUun", Ipu
COTOCTaBJIEHNUM ITUX 3aSIBOK (OKOHYATENbHBIX ITPEeIJIOKEHUIA).

1(1). B cayuyae eciy nocie OTKIOHEHUS 3aIBOK (OKOHYATEIbHbIX
NpeaJiosKeHMIi) B MOPsiAKe, YCTAHOBJIEHHOM ITyHKTOM 1 HaCTOSIero
MIOCTaHOBJIEHMSI, XOTS Obl OZjHA 3as1BKa (OKOHYATeIbHOe MPeIJIoKeHIe)
COZLePKUT MpeJIOKEeHME O IIOCTaBKe JIeKapCTBEHHBIX MIPeIapaToB, Bce
CTaIuy NMPOU3BOJCTBA KOTOPBIX, B TOM UMCJIE CMHTE3 MOJIeKYJ/IbI
IelICTBYIOILETO BeleCTBa Py MPou3BOACTBe (papMalieBTUUEeCKUX
cyOCTaHILIMIA, OCYIIECTBIISIIOTCSI HA TEPPUTOPHUSIX TOCYIapCTB - UI€HOB
EBpa3sniickoro 9KOHOMMYECKOTO COI03a, ¥ IIPYU STOM CBeJeHUS O TaKUX
dbapmalieBTHUeCKMX CyOCTaHIMSIX B YCTAHOBJIEHHOM MOPSIIKE BKJIIOYEHBI B
perucTpaluMoHHOE 10Che Ha 3TU JIeKapCTBEHHbIE TIpernapaThl, B OTHOLIEHUA
TaKMX JIEKaPCTBEHHBIX MMPernapaToB IPUMEHSIOTCS YCJIOBUS JOMYyCKa AJ1sT
1eJ1eii OCyIeCTBIeHMS 3aKyIIOK TOBAPOB, TPOUCXOISIIMUX U3 NHOCTPAHHOTO
rocynapcTBa WM IPYIIIbI MHOCTPAHHBIX TOCYNAPCTB, YCTAHOBIEHHbIE
(dbenepanbHbIM OPTAaHOM UCITOTHUTEIbHOI BIACTU, OCYILLECTBISIOIINM
GYHKIMY 110 BBIPA6OTKE rOCYAapCTBEHHOI MTOJIMTUKYA M HOPMATUBHO-
IIPaBOBOMY peryJnpoBaHuIoO B chepe oCyleCcTBAeHNS 3aKyIIOK TOBapOB,
paborT, ycayr Ajist obecrieueHNs: TOCYAAaPCTBEHHbBIX M MYHUIIUITATbHBIX HYXKI,.

1(2). IlopTBEpXaeHreM COOTBETCTBMS JIEKapCTBEHHOIO Ipernapara u
dbapmartieBTHUECKO CyOCTaHIIMY TPeOOBAHMSIM, YKa3aHHBIM B IyHKTe 1(1)
HACTOSILero IIOCTAaHOBJIeHUS], SIBJISIETCS AeKIapupOBaHMe YUaCTHUKOM
3aKyIIKM B 3a9BKe (OKOHYATeIbHOM IIpeli/IO)KeHUN) CBeleHUii O JOKYMEeHTe,
MIOATBEPKAAI0NIeM COOTBETCTBME IIPOU3BOAUTENIS JIEKAPCTBEHHBIX CPELCTB
IJIS1 MeAULIMHCKOTO IpyMeHeHus TpeboBaHmsIM IIpaBuit Hagieskaiei
IIPOM3BOACTBEHHOV NMPaKTUKM EBpasniickoro 3SKOHOMMYECKOro Co3a,
yTBepXkaeHHbIX PerieHuem CoBera EBpa3uiicKoit SKOHOMUYECKOT
KoMuccum OT 3 Host6pst 2016 1. N 77 "O6 yTBepskmeHun [TpaBui
HaJJieXkalei mMpon3BOACTBEHHOM MPakTUKY EBpa3niickoro



3KOHOMMYECKOTO coto3a”, wiu [IpaBui Haajieskaliei mpou3BoACTBeHHOM
MPAKTUKU, YTBEPXKAEHHBIX MUHUCTEPCTBOM MPOMBILIJIEHHOCTU U TOPTOBJIN
Poccuiickoit denmepaliiy B COOTBETCTBUM C YaCThbio 1 cTaTbu 45
denepanbHOro 3ak0oHa "O6 0OpaIeHNN TeKapCTBEHHBIX CPEICTB", U
CBeJleHMI 0 JOKYMeHTe, CoflepsKalleM CBedeHus O CTaansIX
TeXHOJIOTMYECKOTo IIpollecca MPOU3BOICTBA JIEKAPCTBEHHOTO CpeiCcTBa /IS
MeIULIMHCKOTO MPMUMeHEeHMSsI, OCYIIeCTBJISIEMbIX Ha TEPPUTOPUNA
EBpa3niickoro 3KOHOMMYECKOTO CO103a (B TOM UUCIEe O CTaAUSIX
MIPOM3BOJICTBA MOJIEKYJIBI AEICTBYIONIEr0 BellecTBa apMaleBTUIeCKOi
cybcTaHLMM), BbIaBaeMOM MUHMUCTEPCTBOM ITPOMBILIIIEHHOCTY U
TOprosiiu Poccuiickoit @emepaiiu B yCTAHOBJIEHHOM UM TIOPSIIKe.

2. HO)ITBep)K,ZLeHI/IEM CTpaHbI IIPOUCXOXKAECHMS JIEKAPCTBEHHOI'O IIperapaTa
SIBJIA€TCS OOMH U3 CJIeAYIOINX JOKYMEHTOB:

a) cepTudMKaT 0 MPOUCXOKIEHMM TOBapa, BbllaBaeMblii YIIOJTHOMOUYEHHbIM
OpraHom (opraHmsaiiueir) rocygapcTtsa - wieHa EBpasuiickoro
9KOHOMMUECKOTO C0I03a 1o ¢popme, ycTaHOBAeHHO [IpaBunamu
orpezesieHUsI CTPaHbl IPOUCXOKIEHMS TOBAPOB, SIBJSIONIUMMCS
HeoTbeMJIeMOM YacTbio Cornamenus o [IpaBuiax onpeneneHns CTPaHbl
npoucxoxaenus Topapos B Coapyxxectse HeszaBucumpix ['ocygapcts ot 20
HOs16pst 2009 T., ¥ B COOTBETCTBUM C KPUTEPUSIMU OTIpeiesIeHMs CTPaHbI
MIPOUCXOXKIEHUS TOBAPOB, IIpeyCMOTPEHHbIMM YKa3aHHbIMMU [IpaBunamuy;

0) 3aK/II0UeHMe O MOATBePKAEHMM ITPOU3BOACTBA ITPOMbILIIEHHO
MPOAYKIMK HA Tepputopuu Poccuiickoin ®@emepaiiviy, BbigaBaeMoe
MuHMCTEPCTBOM IIPOMBILIIEHHOCTU U TOProBiu Poccuiickoit @enepannum B
cooTBeTCTBUM C [IpaBuiaMu BbIauy 3aK/II0UEHNS O IIOATBEPKAeHUN
IIPOM3BOJCTBA IIPOMBIIIIIEHHO NTPOAYKLIVN Ha TeppuTopmum Poccuiickoii
@epnepauuu, yTBepKIeHHbIMMU [I0CTaHOBIeHMeM [IpaBuTenbcTBa
Poccuiickoit ®enmepanyy ot 17 uionsg 2015 1. N 719 "O o TBepskaeHUM
IIPOU3BOACTBA IPOMBILIJIEHHO IIPOAYKLINM Ha TepPUTOpUM Poccniickoin
Qenepauun’”.

3. IIpu 3aK/IIOUE€HMM U UCIIOJTHEHMM KOHTPAKTA, IIPpeIMEeTOM KOTOPOTO
SIBJISIETCSI TIOCTaBKa JIeKapCTBEHHOTO Mperapara ¢ coboaeHnemM
OTpaHMYEHU, TPeaYCMOTPEHHBIX HACTOSIIIIMM ITOCTAHOBJIEHNEM, HE
IOTTYCKaeTCsl 3aMeHa JIeKapCTBEHHOTO TpernapaTa KOHKPeTHOTO
MIPOM3BOIUTEISI UJIU CTPAHbI €r0 IMPOUCXOKIEHMS, YKa3aHHbIX B 3asIBKe
(OKOHYATEeIbHOM TPEeAJIOKEHNN), COMlepsKallleil pe/IJIoskeHIe O MTOCTaBKe



JIEKapCTBEHHOTO IIperiapara.

4. B ciryyae eciiu 3asiBKa (OKOHYATeIbHOE TIPeJIOKeHMeE), CoAepKalast
NpeaJioskeHye O TTOCTaBKe JIeKapCTBEHHOTO Ipernapara, IPOUCXOASIIEro 13
MHOCTPAHHOI'O TOCyapCTBa (3a MCKII0UeHNeM roCyIapCTB - YIeHOB
EBpa3niickoro 3KOHOMMYECKOTO COK03a), HEe OTKJIOHSETCS B COOTBETCTBUM C
YCTaHOBJIEHHBIMM HACTOSIIMM ITOCTAaHOBJIEHMEM OTrPpaHMYEHUSIMMU,
MIPUMEHSIIOTCS YCIOBUS AOITYCKA IS Liesieii OCYLeCTBAeHMS 3aKyIIOK
TOBApOB, MPOUCXOISIINX U3 UHOCTPAHHOTO TOCYIapCTBa MU/ IPYIIIIbI
MHOCTPaHHBIX TOCYAAPCTB, YCTaHaB/IMBaeMble heepasibHbIM OPTaHOM
VICTIOTHUTEJIbHOJ BJIACTU, OCYILLECTB/ISIOIUM QYHKIMM 10 BhIpabOTKe
roCcyapCTBEHHOV MOIUTUKU Y HOPMATUBHO-IIPAaBOBOMY PeTyJIMPOBAHMUIO B
cdepe ocyiiecTBIeHNS 3aKYTIOK TOBApOB, PabOT, YCIYT AJIs1 06ecrieueHus
rOCyJapCTBEHHbIX M MYHULIUITATbHBIX HYXK].

5. YcTaHoBIeHHBIE HaCTOAIIMM IIOCTaHOBJIEHMEM OrpaHMYEHNI He
MMPpUMEHSIOTCA B CJIy4ae:

OCYIIeCTBI€HMS 3aKyTOK JIeKapCTBEHHBIX MIPernapaToB, IPOUCXOASIINX U3
MHOCTPaHHBIX TOCYAAPCTB (32 UCKIIOUEeHNEeM roCyJapCTB - YIeHOB
EBpasuitckoro 3KOHOMMUYECKOT0 COK03a), B OTHOLIEHUM KOTOPbIX Ha
TEePPUTOPUSIX TOCYAAPCTB - WieHOB EBpa3uiickoro 5KOHOMMYECKOTO COr3a
OCYIIECTBIISIIOTCS MCKIIOUMTEIbHO MepBUYHAs YITAaKOBKA M BTOPUYHAS
(moTpebuTenbcKas) yIrakoBKa MM BTOpMUUHAS (ITOTPeOUTENbCKAsT) YITaKOBKa
JIeKapCTBEHHBIX MPerapaToB ¢ obecrieueHeM BbIITyCKAIOIIEro KOHTPOJIS UX
KauecTBa, - A0 31 mexabps 2016 r. BKIIOUUTEIBHO;

pasmeneHus Ha opuLmanbHOM caiite Poccuiickoii ®emepaium B
MHGOPMaIMOHHO-TeJIeKOMMYHUKAIIMOHHO ceTu "VIHTepHeT" AJist
pasmelnieHust MHGOpMAaIMM O pa3MellleHUM 3aKa30B Ha ITOCTaBKM TOBApOB,
BBITIOJTHEHME PaboT 1 OKa3aHue yCayT u3BelleHnit 06 oCcyIlecTBIeHUN
3aKyIIOK JIEKAPCTBEHHBIX MIpenapaToB MJIM HAallpaBJIeHNUs [IPUTIalleHIA
MIPUHSTH yUacTHe B ONpeneaeHuy MOCTaBIIMKaA 3aKPBITHIM CIIOCOO0M,
OCYIEeCTBJIEHHBIX 10 BCTYIJIEHUS B CUJTY HACTOSIIETO TTOCTAHOBJIEHMS ;

OCYIeCTBIeHMS 3aKYITOK JIeKapCTBEHHBIX IpernapaToB 3aKa3umMKamy,
yKa3aHHbIMM B yacTu 1 crateu 75 @enmepanbHOro 3akoHa "O KOHTPaKTHOM
cucteme B cepe 3aKyIOK TOBAPOB, paboT, YCIIYT [IJIs1 0OecIieyeHsI
rOCyfapCTBEHHBIX M MYHULUITAJIbHBIX HYXK],", HA TEPPUTOPUN
MHOCTPAHHOTO TOCYAapCTBa JJIs 0becriedyeHns CBOe AesaTeTbHOCTH Ha 3TO



TepPPUTOPUMN.

ITpencenatesns IIpaBuTEeIbCTBA
Poccuiickoit @enepatiyn
IO.MEIBEJIEB

[Ipunoxkenue

K ITOCTaHOBJIeHNIO0 [IpaBuTeNbCTBA
Poccuiickoi @enepanu

ot 30 Hos16pst 2015 . N 1289

TTEPEYEHD
OPUTUHAJIbHBIX U PEOGEPEHTHBIX JIEKAPCTBEHHBIX [TPEITAPATOB,
TTPEMHA3HAUEHHBIX [1J1 OBECITEUEHVS HECOBEPIIEHHOJIETHUX
TPAXKIIAH,
BOJIbHBIX 3JIOKAYECTBEHHBIMU HOBOOBPA30BAHUSIMU
JIMMOOUIHOT,
KPOBETBOPHO U POJICTBEHHBIX UM TKAHEI

MekmyHapoaHOe HernaTeHTOBaHHOe HauMeHoBaHue (MHH)
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