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O popMupoBaHuH JOKYMEHTAIMH Ha 3aKyIKy
JexapcTBeHHBIX mpenaparoB ¢ MHH «IIsrunrepdepon
anbda 2-b» u «lemsrunrepdpepon annsda 2-b»

B nemsx dopmupoBanus e€AMHOOOpa3HOM MPaBONMPHUMEHHUTEIBHON IMPAKTHKU IIO
BOIIPOCY 3aKyNKH JIEKapCTBEHHBIX IpENnapaToB C MEXIYHapOOHBIM HENaT€HTOBaHHBIM
HauMeHoBaHueM (maiee — MHH) «IIsruaTtepdepon ambda 2-b» u «llemsruaTepdepoH
anepa 2-b» ®AC Poccum B momonmHeHwe K muceMy ot 27.02.2017 Ne MA/11685/17

coolIaer ciemyroiee.

3aKa34MK IpU ONHMCAaHHU B JOKyMEHTALMH O 3aKyNKe OOBEKTa 3aKyNKH IOJDKEH
PYKOBOACTBOBaThbCsl  IonoxeHusMu  @PenepanbHoro  3akoHa ot 05.04.2013
Ne 44-03 «O xoHTpakTHOH cucTeMe B cepe 3aKymoK TOBapoB, paboT, yCIyr s
obecriedeHHs] TOCYNApCTBEHHBIX M MYHHUIMOAIBHBEIX HYXI» (mamee — 3akoH o
KOHTPaKTHOM CHCTEME), COINAacCHO IyHKTY | yacté | crarter 33 KOTOPOro ONMHCAHUE
00beKTa 3aKyNMKH MAODKHO HOCHTh OOBEKTHBHEIM xapakTep. B omucaHuu oOBEeKTa
3aKyMKH  YKa3bIBalOTC  (PyHKIHMOHANbHBIE, TEXHHYECKME M  KadeCTBEHHBIE
XapaKTePUCTUKH, 3KCIUTyaTallMOHHBIE XapaKTEpPUCTHKH OObeKTa 3aKkymkd (IpH
HeoOxoauMocTH). B onucanne oGbeKTa 3aKyNKd, B TOM 4YHCIIE, HE JOIKHBI BKIIFOYAThCS
TpeGoBaHHs K ToOBapaM, MH(popMainuu, paboTam, ycayraM HOpH YCIOBHH, YTO TaKHe
TpebGoBaHHs BJIEKYT 3a CO0OH OrpaHHYEHHE KOJMYECTBA YYAaCTHMKOB 3aKyIKH, 3a
HCKJIIOUCHHEM CJIy4YaeB, €CJIM HE MMEETCs APYroro crnocoba, obecrmeynBaromero 6onee
TOYHOE U YETKOE ONUCAHME XapaKTEPUCTHK 0OBeKkTa 3aKynku. [Ipu 3ToM 00s3aTeNbHEIM
YCIIOBUEM SIBJISICTCS BKJIIOYEHHE B ONMCAHHE OOBEKTa 3aKyNKH CJIOB «HJIH 3KBUBAJICHT,
32 HCKIIOYEHHEM CIIy4aeB HECOBMECTUMOCTH TOBAapOB, Ha KOTOPHIX pa3MEINarOTCs
ApPyrHe TOBapHbI€ 3HAaKH, M HEOOXONMMOCTH oOOecleYeHHss B3aUMOLEHCTBHS TaKHUX
TOBapoOB C TOBapaMH, HCIOJIb3YEMBIMH 3aKa34MKOM, a TaK)Ke CIy4aeB 3aKyIOK 3allaCHBIX
4acTeii M pacXOOHbIX MaTepHAIOB K MalllMHaM M OGOPYIOBaHHMIO, HCIONB3YEMBIM
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3aKa34MKOM, B COOTBETCTBHH C TEXHUYECKOW NOKyMEHTALMEW HA yKa3aHHBbIE MAlIMHBI U
obopynoBaHme.

B cooTrBeTcTBHMHM ¢ ImyHKTOM 6 yacTu 1 ctarhd 33 3akoHa O KOHTPAaKTHOH CHUCTeMe,
€CIM 00BEKTOM 3aKYIIKH SIBISIOTCS JIEKapCTBEHHBIE CPENCTBA, JOKYMEHTAIUS O 3aKyIIKe
JIO/DKHA COMEpXKaTh yKa3aHHE Ha MeXAyHapOIHBIE HEIAaTeHTOBAaHHBIC HAaWMEHOBAHMUS
JIEKapCTBEHHBIX CpPEACTB WM TPU OTCYTCTBUM TaKMX HAUMEHOBAHHH XMMHUYECKHE,
IPYIIIUPOBOYHEIE HAaMMEHOBaHHS, €CIIH OOBEKTOM 3aKyIKHU SBJIAIOTCSH JIEKApCTBEHHBIC
cpencTBa. 3aKa34yMK IpU OCYIIECTBICHUH 3aKyIKH JIEKapCTBEHHBIX CPEACTB, BXOIAIINUX B
nepedYeHb JEKapCTBEHHBIX CPENCTB, 3aKyNKa KOTOPBIX OCYIIECTBISIETCA B COOTBETCTBUHU
C HX TOProBBIMH HAWMMEHOBAaHHSAMH, a TaKKe IPpd OCYIIECTBIIEHHH 3aKyIK{
JIEKApCTBEHHEIX IIPENAapaToB B COOTBETCTBHU C IyHKTOM 7 4acTd 2 cTaThbu 83 3akoHa 0O
KOHTPAaKTHOM CHCTeMe€ BIpaBe yKa3blBaTh TOPrOBhlE  HAWMEHOBAHMUS  3THUX
JIEKapCTBEHHBIX CPEACTB.

KpoMe Toro, B COOTBETCTBHHM CO cTarhbeil 17 MenepanpHoro 3akoHa ot 26.07.2006
No 135-®3 «O 3amure KOHKypeHIIUW» TP MPOBENCHUU TOPIOB, 3alIpoca KOTHPOBOK I[€H
Ha TOBaphl, 3allpoca MPEIJIOKEHUN 3alpellaroTcs ACUCTBHs, KOTOpBLIE MPHUBOAAT HIIH
MOT'YT MPUBECTH K HENOIMYIIEHUIO, OTPAaHHYESHHIO WM YCTPAaHEHHUIO KOHKypeHIMH. IIpu
3TOM, €CJId OpraHu3aTopaMH TOPIoOB, 3alpoca KOTHPOBOK, 3alpoca IPEAIOKEHHH HIIHA
3aKa3yMKaMd SBISIOTCSA (enepalibHble OpraHbl HCIOJIHHUTENILHOM BIJIACTH, OpPraHEI
UCIOJHUTENBHOW BiacTH cyOnekToB Poccuiickoi ®enepanu, OpraHbl MECTHOIO
cCaMOyIpaBJIeHHs, TOCYIapCTBEHHbIe BHEOIOI)KEeTHbIE POHIBI, a TaK)Ke IPU IPOBEACHHH
TOProB, 3alpoca KOTHPOBOK, 3alpoca MpeAoKeHuil B cilydae 3aKyIoK TOBapoB, pabor,
ycIyr ans obecnedeHus IOCylapCTBEHHBIX U MYHUUUINANBHBIX HYX] 3allpellacTCs He
IpenyCMOTpeHHOe (denepalbHBIMH 3aKOHAMH WJIA MHBIMM HOPMAaTHBHBIMH IIPaBOBEIMH
aKkTaMH OrpaHHWYeHHEe [HOCTyla K yYacTHIO B TOprax, 3alpoce KOTHPOBOK, 3aIllpoce
MpEeNJIOKEHUNA.

QenepanbHOil aHTHUMOHOMNOJBHOM CIyX00i B wLensix (GOPMUPOBAaHUS EOUHOU
IIPaBOIPUMEHHTEIBHON MPaKTUKU M3NaHbl pa3bsicHeHus oT 27.02.2017 Ne 1A/11685/17
«O 3aKynkax JieKapCTBeHHBIX mpemnaparoB, uMetommx MHH «IIsruatepdepon anbda-
2b» u «Ilenmaruarepdepon anbda-2b».

®AC Poccun ycTaHOBJIEHO, 4YTO JIeKapCTBeHHEIe Tmpemapatsl ¢ MHH
«IIsruaTepdepon  anbda-2b» B  JlekapcTBeHHOHW (GopMe  «IHOQHIU3AT IS
[IPUTOTOBJIEHUS] pacTBOpa I MOAKOXHOTO BBENEHHUS» U JIEKApCTBEHHBIE Ipernaparhl ¢
MHH «llensruatepdepon anbda-2b» B JekapcTBeHHOW (opMe «pacTBOp s
IIOJIKOXXHOTO BBEIEHHUs», HecMoTps Ha pasHele MHH, comepxar omHO M TO Xe
JEeHCTBYIOIIEe BEIIECTBO NEeTHHTEp(epoH anbda-2b, OTHOCATCS K OTHOMY TOBapHOMY
PBIHKY ¥ MOTYT IIDUMEHSTBCS Ha OJHOM IpyIllie MalueHToB (cTapiie 18 yiet) mo onHuM u
TEM K€ II0Ka3aHUsAM (KoMOWHHpOBaHHas Tepamus remaruta C) C IOCTH)KEHHEM
9KBUBAJICHTHOI'O TEPANIEBTHYECKOTO 3P peKTa B paMKax 3aperdCTPUPOBAHHBIX MOKa3aHHUMA
Y IIPOTHBOINOKA3aHUH K MPUMEHEHHIO.
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Takum obpazom, mpu GOpMHUPOBAHMH JOKYMEHTAIIMH Ha 3aKyINKY JeKapCTBEHHBIX
IIpenaparoB [Js JIEYeHHUs MallMeHTOB cTapuie 18 JeT mo MeIUUUHCKAM IOKa3aHUSIM —
renatuT C (koMOMHHMpOBaHHas Tepamus), 3aKa34ukaM Heo0XOoOUMO O00ecrneuuTh
BO3MOXXHOCTh OJHOBPEMEHHOI'0 y4acTHs B TAKOW 3aKyIKe ITOCTABIIHUKOB JIEKAPCTBEHHBIX
npenapatoB ¢ MHH «IIsruntepgpepon anbda-2b» U MOCTABIIAKOB SKBHBAIEHTHBIX

nexapcTBeHHBIX IpenaparoB ¢ MHH «llensruatepdepon anbda-2by.

CrnenoBarensHo, Ipu GOPMUPOBAHUHM TOKYMEHTAIIMU Ha 3aKyIKY JEKAapCTBEHHBIX
npenaparos ¢ MHH «Ilensruntepdepon anbda-2by mis nedenus manueHToB crapiie 18
ner (koMOMHHMpoBaHHas Tepanus rematuta C) 3aKa3uMKaM TakXe HEOOXOIMMO
00eCre4uTh BO3BMOXHOCTh OJHOBPEMEHHOIO YYacTHs B TaKOM 3aKyIKe IIOCTaBLIMKOB
OKBHBAJICHTHBIX JIEKapcTBeHHbIX ITpenaparoB ¢ MHH «IIsruntepdepon ambda-2by.

HomnomuautenbHo ®AC Poccum obpariaer BHHMaHHE, YTO B COOTBETCTBHH C
nopydyenneM @DAC Poccum or 26.08.2016 Ne MA/58910/16 pykoBogUTEIIM
TeppuTOpHaNbHEIX opranoB PAC Poccun nopydeHo KOHTPOJIMPOBATH UCIOJHEHHE BCEeX
pasbsicHennii DAC Poccum ¥ mnpecekaTb HX BOJIBHBIE TPaKTOBKA CO CTOPOHBI
COTPYAHHKOB TeppUTOpHaIbHbIX opranoB ®AC Poccun.

N.IO. AprembeB

H.B. CeryeBa, 8(499)755-23-23, n06. 088-747
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