IMPABUTEJILCTBO POCCUHUCKOH ®FEJIEPALINUA
ITIOCTAHOBIJIEHHE

ot 19 nexabps 2018 r. Ne 1590

MOCKBA

O BHeceHHH H3MeHeHHH B noctaHoBjaenue [lpaBurenbcTBa
Poccuiickoii @enepanun ot S pespaJist 2015 r. Ne 102

IIpaButenscTBo Poccuiickoii PenepallMi NOCTAHOBJA A €T :

1. YTBepaute  mpuiaraemble = HU3MEHEHMUS, KOTOpBIE  BHOCHATCH
B nocraHoBieHue [lpaButenscrBa Poccuiickoit @Pepepanuu ot 5 despans
2015 1. Ne 102 "O6 orpaHW4YeHHSX W YCJIOBHUSX JOIMYyCKAa OTAENBHBIX BHUIOB
MEAUIMHCKUX M3IENHH, MNPOUCXOASAIIMX W3 MHOCTPAHHBIX TOCYIapCTB,
JUIA 1efed OCYIIEeCTBIIEHMS 3aKymoK i oOOecledeHHs ToCyAapCTBEHHBIX
1 MyHuudnaneHelX Hyxa" (CobpaHue 3akoHonarenbcTBa Poccuiickoit
®enepauun, 2015, Ne 6, ct. 979; 2016, Ne 18, ct. 2630; 2017, Ne 23, ct. 3359;
Ne 34, ct. 5291).

2. Hacrosiiee nocraHoBieHUe BCTynaeT B cuiy ¢ 1 ssuaps 2019 r.

[Ipencenarens [lpaButen

Poccuiickoin deneparny J.MenBenen
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YTBEPX/IEHDBI

nocra”HoBJeHueM I IpaButenscTBa
Poccuiickoit ®enepaumu
oT 19 nekabps 2018 . Ne 1590

U3MEHEHMWUHA,

KOTOpble BHOCHATCS B mocTaHoBJieHue [IpaBuTe/ibeTBa
Poccuiickoii ®enepauun ot S pepans 2015 r. Ne 102

1. ITyHKT 2 U3/I0KATH B CIEAYIOLUEH pelaKIIUu:

"2. YcTaHoOBUTH, 4YTO ISl lieJied OCYILIECTBJICHUS 3aKyINOK OTACIBHBIX
BUJIOB MEIUIIMHCKUX M3AC/IHNA, BKIIOYEHHBIX B mepedeHb No | wim nepedeHb
Ne 2, 3aka3umk OTKJIOHSET BCe 3asABKM (OKOHYATENbHbIE TPEIJIOKSHMS),
co/iepKalliie TPEHJIOKCHHSI O [IOCTaBKE OTJAENbHBIX BHAOB YKa3aHHBIX
MEIUUUHCKHX M3AENIMA, NPOUCXOASAIIUX H3 HMHOCTPAHHBIX TOCYIapCTB
(32 HCKIIOYEHUEM rocynachB - 4i1eHOB EBpa3uickoro 3KOHOMHYECKOTO
CO103a), MIPH YCJIOBHH, YTO Ha y4acTHE€ B ONpeleSICHUH MOCTAaBIIKKa MOJIaHO He
MeHee 2 3agBOK (OKOHYATENbHBIX MPEMJIOKEHUMN), YOOBJIETBOPSIOUIUX
TpeOOBaHHMSIM U3BEILEHUS 00 OCYIIECTBISHUM 3aKYTIKU U (WJIH) JTOKYMEHTALHH O
3aKyMKe, KOTOpble OAHOBPEMEHHO:

a) s 3agBOK  (OKOHYATEeNBbHBIX  NPEIJIOKEHUH),  CoIepIKalux
HNpEeJIONKEHUS O TIOCTaBKE OTAEJBHBIX BUAOB MEIULUMHCKUAX HU3JENHH,
BKJIFOYEHHBIX B IepedeHb Ne ]:

co/iepKaT MPeAJIOKECHHUS O MOCTaBKe YKa3aHHBIX MEJULMHCKUX WU3AEITHH,
CTPaHOM MPOUCXOXKJICHHUS KOTOPBIX SBIIAIOTCS TOJBKO TOCYIapcTBa - HICHBI
EBpa3zuiickoro 3KOHOMH4YECKOTr0 COK03a;

HE CcoOJiep)KaT TMpeJIOKEHUH O IOCTaBKEe OJHOTO U TOro e BHla
MEIULMHCKOTO H3JAC/IUS OJHOr0 IIPOU3BOAUTENS] JHOO MPOU3BOJIUTEIICH,
BXOMSLIMX B OAHY TIpYyINNy JIML, COOTBETCTBYIOUIYIO  IpU3HAKaM,

NpelyCMOTPEHHBIM  CcTaThel 9 denepallbHOrO  3aKOHA "O 3ammre
KOHKypeHUHH", TpH CONOCTaBICHHU ITUX 3aIBOK  (OKOHYATENBHBIX
NpeaJIoKeHU N );

0) mnst  3a9BOK  (OKOHYATENbHBIX  MPEJIOKEHU),  comepIKalux
NpeAIoKEHUST O MOCTaBKEe MEAULMHCKUX W3/eNIUi OJHOPA30BOr0 NPUMEHEHHUS
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(MCTIONB30BaHMs) U3 MOJHUBHHWIXJIOPUAHBIX [JJACTHUKOB, BKJIIOYEHHBIX B
nepedyeHb Ne 2:

COAEPXKAT MPEAJIOKEHUSI O MTOCTABKE YKa3aHHBIX MEAWLMHCKUX U3AEIIHH,
CTPaHOM NPOUCXOXKIEHHST KOTOPBIX SBISIOTCA TOJBKO IOCYyAapcTBa - YJEHBI
EBpa3uiickoro 3KOHOMHUYECKOTO COH034;

HE CcOJepXaT MNpeJIOKEHUH O IMOCTaBKE OJHOrO U TOro Xe BHJa
MEUIIMHCKOTO HW3MENHsl OJHOTO TPOW3BOAMTENS JUOO TPOU3BOAUTENEM,
BXOASIIMX B OJHYy T[pyHmy JIML, COOTBETCTBYIOLIYIO  [pHU3HAKaM,

penyCcMOTpeHHbIM  cratbeid 9  @enepanbHoro  3akoHa  "O 3ammure
KOHKYpPEHUMH", TpH  COMNOCTABIEHHWH OTUX 3aIBOK  (OKOHYATEIHHBIX
NpenioKeHnN );

colepxaT NpeasioKeHUss O MOCTABKE YKa3aHHBIX MEIUIIMHCKUX H3ICIIHH,
MPOLEHTHAs [JOJII CTOMMOCTH  HCIIOJIb30BAHHBIX  MaTEpHANIOB  (ChIPHS)
WHOCTPAHHOTO TPOUCXOXKJEHUS B IleHe KOHEYHOW MPOAYKIHUU KOTOPBIX
COOTBETCTBYET yKa3aHHOH B IPUIIOKEHUH K NocTaHoBIeHU0 [IpaButenncTBa
Poccuiickoit @enepaunu ot 14 asrycta 2017 r. Ne 967 "O6 ocobeHHOCTSIX
OCYILECTBICHUS 3aKylKH MeJHLUHCKUX W3AeNUid OJHOPAa3OBOr0 MpPUMCHEHHUS
(McnoNB30BaHMsl) M3 TOJUBUHHIIXJIOPUIHBIX IUTACTHKOB JUIf obecrieueHus
roCyJapCTBEHHBIX U MYHULIUMAIBHBIX HY X'

coziepXXaT MPEAsIoKEeHUs O MOCTaBKE yKa3aHHBIX MEIUIMHCKUX H3/ENUH,
Ha TIPOMU3BOJICTBO  KOTOPBIX MMeEeTCs [JOKYMEHT, ITOATBEPXAArOLIHM
COOTBETCTBUE CcOOCTBeHHOro mpousBoicTBa TpeboBanusm ['OCT ISO
13485-2017 "MexrocynapcTBeHHbIN cTra”Hgapt. WM3aenuss MeaMIIMHCKUE.
CucrteMbl MeHeI)XKMeHTa KauecTBa. TpeboBaHus 1is 1ieneit perynupopadus”.".

2. B nyHkre 2"

a) cioBa "OTAeNbHBIX BUAOB' HUCKIIOUUTD;

6) mociie cioB "mepedeHb Ne 1" NOMONHUTH ClOBaMU "WIH mepedyeHb
Ne 2"

3. Iynkr 2" npusHaTh yTpaTuBIIM CHITY.

4. IIyHKT 3 M3JIOKUTH B CIEIYIOLIEH peaaKLHu:

"3. IloaTBepxKaeHUEeM CTpaHbl MPOUCXOXKIAECHUS MEIULMHCKUX H3CIUH,
BKIIIOYEHHBIX B riepedeHb Nel u nepedeHp Ne 2, dABmsieTcst cepTudUKAT
0 TMPOUCXOXIEHHW TOBapa, BbIAABAEMBIH  YIOJHOMOYEHHBIM OPTaHOM
(opranusanueit) rocyaapctB - 4jeHOB EBpa3suilcKoro 3KOHOMHYECKOTO COH3a
no ¢bopme, ycraHoBleHHOU [IpaBunamu onpeneneHus CTPaHbl NPOUCXOXKIECHUSL
TOBapOB, SBIAIOUIMMUCA HeoThemyieMoil uacThto Coryamenuss o I[IpaBunax
OTIpeJIENIEHUs CTpaHbl MPOUCXOXKIeHUs ToBapoB B ConpyxectBe He3aBUCHMBIX
TocynapctB ot 20 nHos6ps 2009 r. (manee - IlpaBuna), U B COOTBETCTBUH
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C KpUTEpHUIMHU oTpeeNeHus CTpaHbl MPOUCXOXKIACHUS TOBapoOB,
npenycMoTpeHHbIMU [IpaBriamu.

[ToaTBepXI€HUEM MPOLEHTHON OOJM CTOMMOCTH HCIIOJIb30BaHHBIX
MaTepuajoB (CBIpbS) HHOCTPAHHOI'O IPOUCXOXKIEHUS B ILEHE KOHEYHOH
NPOAYKIUH  SIBISIETCS  BBIAAHHBIA  TOproBO-TIPOMBILIJIEHHOW — MajaTou
Poccuiickoii @enepannn akT 3KCIEPTH3BI, coaepKalid HHQOPMaLHIO O J0JIe
CTOMMOCTH HMHOCTPAaHHBIX MaTepHAIOB  (CHIPbs), HCHOJNB3YEMBIX IS
NPOU3BOJICTBA OJIHOM €IMHHLIBI MEIMLMHCKOIO HW3JeNus, PacCUUTaHHOH B
COOTBETCTBUM C TIOANMYHKTOM "B" mnyHKTa 2.4 [lpaBui, uiu aHamOTMYHBIN
JOKYMEHT,  BbIJJ@aHHBIA  YIOJHOMOYEHHBIM  OpraHoM  (OpraHusanueil)
rocynapctsa - WieHa EBpa3suiickoro 3KOHOMHY€ECKOro coro3a.".

5. JIOMOJMHHUTH IYHKTOM 3° CIEAYIOIIEro CONeP/KaHuUs:

"3’ [Ipy HCIOJIHEHMM KOHTPAKTa, NPU 3aK/IOYEHHH KOTOPOrO ObLIH
OTKJIOHEHBI B COOTBETCTBUU C YCTAHOBJIEHHBIMH HACTOSIIKMM [1OCTaHOBJIEHHUEM
OrPaHHYCHUSIMH 3asIBKH (OKOHUYATEJbHBIE [PEMJIOKEHUS), COIEpXKaIlne
MpeIOKEHUST O MOCTaBKe MEAMIMHCKUX H3ETUN OJHOPAa30BOr0 NPUMEHEHUS
(MCITONIB30BaHUS) M3  MONUBHHWIXJIODHUAHBIX  IUJIACTUKOB,  BKJIFOYEHHBIX
BHepedeHb N2 W NOPOUCXOASIIMX U3  HHOCTPAHHBIX  [OCYIapCTB
(32 HMCKJIIOYEHUEM TOCYyNapCTB - WICHOB EBpa3suHCKOro 3KOHOMHYECKOTO
CO03a), 3aMeHa MEIUIIMHCKOrO M3/efids Ha MEIULMHCKOE H3JeNnue, CTPaHOH
MPOUCXOXKICHUSI KOTOPOro He SBISIETCSl rocylaapcTBo - 4jeH EBpasuiickoro
HSKOHOMMYECKOr0 COI03a MIIM TMPOLIEHTHAst JOJS CTOMMOCTH HCIOJb30BaHHBIX
MaTepuasioB (ChIpbsS) HMHOCTPAHHOIO IPOMCXOXACHUS B LEHe KOHEYHOMH
NPOAYKIMHM KOTOpPOro OOJbllle yKa3aHHOH B IPHIJIOXKEHMH K IOCTaHOBIIEHHUIO
[TpaButensctBa Poccuiickoit ®enepauuu ot 14 aBrycra 2017 r. Ne 967
"O6 O0COOCHHOCTSAX OCYIIECTBJICHHUS 3aKyNKM MEIMLHUHCKHUX  U3JETUH
OJIHOPA30BOI0 MPHUMEHEHUs (MCMOJIB30BAHUSA) W3 MOJUBHHHIXJIOPUAHBIX
IUIACTUKOB JIsi OOecreyueHrs roCyIapCTBEHHBIX M MYHUIIMIIAIBHBIX HYXXI' Ha
COOTBETCTBYIOILIUMN TOJ, U 3aMeHa MPOU3BOIUTENS] MEIUUMHCKOIO M3/JEeNMs He
JomycKaroTes."”.
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