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O dopmupoBaHUH TOKYMEHTAIIUH HA 3aKYIIKY
l—JEKapCTBCHHBIX NpENaparoB, AMEIoHX |
MHH «Putyxcumab»

®enepanbHas aHTUMOHOIIOJIbHAS cryxba  paccMmotpena obpaileHue
XO3AMCTBYIOIIEro cy6beKkTa Mo Bompocy (GOpMHUpPOBaHHS ayKIMOHHON JOKYMEHTAllUH Ha
3aKyNKy JIEKApCTBEHHBIX IpemaparoB C MEXAYHapOIHBIM HENaTeHTOBAaHHBIM
HauMeHoBaHUeM (manee — MHH) «Putykcumab» B nexapcTBeHHOU (popMe «KOHIIEHTpAT
IUIsl IPUTOTOBJIEHHS pacTBOpa A HHGY3U» U coobIIaeT cienayoliee.

B cootBercTBHH co cTatheil 4 @enepanbpHOTO 3aKoHa oT 26.07.2006 Ne 135-D3 «O

3alUTe KOHKYpEeHIMM» (Hajiee — 3aKoH O 3allUTe KOHKYPEHIIHH ):

— TOBap — OOBEKT IpaXJaHCKHX IpaB (B TOM 4ucie paboTa, yciyra, BKIHOYas
(GuHAHCOBYIO yCIIyry), NpenHa3HaYeHHBIN A1 IPONaXd, OOMEeHa MJIM UHOI'O BBEIEHHS B
o6oporT;

— B3aMMO3aMEHSEMEIE TOBaphl — TOBAphl, KOTOPhIE MOTYT OBITh CPaBHHMEI IO HX
(GyHKIMOHAIPHOMY HA3HAYEHUIO, NPUMEHEHUIO, KAa4eCTBEHHBIM M TEXHHYECKUM
XapaKTepUCTUKaM, LeHe M APYyTrHMM IlapaMeTpaM TakuM o0pa3oM, YTO MpHoOpeTaTens
ACHCTBUTENBHO 3aMEHSET MM FOTOB 3aMEHUTh OJMH TOBap APYTHM IIpU NOTpebiaeHny (B
TOM YHCJI€ IIPY NOTPEOIEHUH B IPON3BOACTBEHHBIX LIENSX);

— TOBapHBIA pBIHOK — cdepa obpameHus ToBapa (B TOM 4YHCIE ToBapa
MHOCTPaHHOT'O NPOU3BOJICTBA), KOTOPHIH HE MOXET OBITh 3aMEHEH JPYTUM TOBAapOM, WX
B3aMMO3aMCHSEMBIX TOBapOB, B I'PaHMIaAX KOTOpOH (B TOM 4mcie reorpapuyecKux)
UCXOAA U3 OKOHOMHYECKOM, TEXHHYECKOW HMJIM HHOM BO3MOXXHOCTH  JIHOO
L1eJIeCO00Pa3sHOCTH NpHOOpeTaTeNh MOXET IPUOGPECTH TOBap, M Takas BO3MOXKHOCTD
1160 1enecoo6pasHOCTh OTCYTCTBYET 3a € IpeeaMH.

O6opoT nekapCTBEHHEIX MperapaToB Ha TeppHTopuH Poccmiickoli ®eneparnu
perynupyercs ®enepanbhbiM 3akoHOM oT 12.04.2010 Ne 61-®3 «06 obpamenun
JIEKApCTBEHHBIX CPEACTB» (Hajnee — 3akoH 00 OOpaIleHMH JIEKAPCTBEHHBIX CPENCTB),
cormacHo 4Yactd | crarem 13 KOTOpOro JeKapCTBEHHBIE IIpeHapaThl BBOISATCS B
TpaxJaHCKuii  00OpoT Ha TeppuTopHH Poccuiickoii @enepanuu, eclid OHH
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3apErHCTPUPOBAHEl  COOTBETCTBYIOLUIMM YHOIHOMOYEHHBIM (elepalbHbIM OpraHoM
UCIIOJIHUTENILHOM BIIACTH.

CrenoBaTensHO, JEKAPCTBEHHBIN MpeTnapar, 3aperuCTpUPOBAHHEIN B COOTBETCTBUU
¢ 3aKoHomareiabcTBOM Poccuiickodi @Depepanuu, sBISETCS TOBapOM B KOHTEKCTE
AHTUMOHOIIOJIBHOTO 3aKOHOJATENbLCTBA.

B 2015 rony ®AC Poccunm mNpoBEIEHO HCCIENOBaHHE TOBapHOIO pPBIHKA
nexkapcTBeHHEIX mpenaparoB ¢ MHH «Putykcumaby», mo pesymsraram kotoporo ®AC
Poccun wm3gaHel paskscHenus oT 23.12.2015 Ne AK/74354/15 o 3akymkax
JIeKapCTBEHHBIX Hpenaparos, umeromux MHH «Purykcumab» u «Tpactysymab», Takxke
ony6uKoBaHHBIE Ha odunuansaoM uaTepHeT-caiite ®AC Poccuu (mpuiararorcs).

B pamkax ykaszannoro uccienoanus ®AC Poccuy, B TOM 4uciIe yCTaHOBIEHO, YTO
B COOTBETCTBMHM CO cTarbeid 4 3akoHa O 3allUTe KOHKYPEHIIMH JIEKapCTBEHHbIC
npenapatsl ¢ MHH «Putykcumab» B JeKapCTBEHHOH (opMe «KOHILIEHTpAT s
IPUTOTOBJIEHUS PacTBOpa Ui WHQY3Wil», CoAepXalllue ONHO M TOXe HEHCTBYyIOLIee
BeniecTBO «PuTykcumaby, SIBISIIOTCS B3aMMO3aMEHSIEMBIMU.

Takum o6pazoM, Bce JekapcTBeHHbix mpemaparel ¢ MHH «Putykcumab» B
JIEKapCTBEHHOM (hOpMe «KOHIIEHTpAT Ui HPUTOTOBIECHHS pacTBopa i HHOY3ui»
(GOpMUPYIOT OJUH TOBAPHBIN PBIHOK M MOTYT MIPHUMEHATHCA Ha OQHOH IpyIIIe MalMeHTOB
C [IOCTHXXEHHEM OJKBHBAJIEHTHOTO  TepameBTHYeckoro d¢dexta B  paMKax
3aperuCTPUPOBAHEI TOKa3aHUN U MPOTUBONOKA3aHUM K IPUMEHEHUIO.

B coorBerctBum ¢ mynktom 1 yactu 1 cratem 33 dDenepalbHOrO 3aKoHa OT
05.04.2013 Ne 44-®3 «O KOHTpaKTHOU cucTeMe B cepe 3aKyloK TOBapoB, paboT, yciyr
sl 0becredeHnsT TOCYNapCTBEHHBIX W MYHHUIUIAIBHBIX HYXKI» OIMCaHWE OOBeKTa
3aKyIIKM [OJDKHO HOCHTh OOBEKTHBHBIM xapakrtep. B ommcanmm oOBeKTa 3aKylnKd
YKa3pIBalOTCSI (yHKIMOHANBFHBIC, TEXHHMYECKHEe U KadeCTBEHHBIE XapaKTepUCTHUKH,
SKCILTyaTallHOHHBIE XapaKTEpPUCTUKU OObeKTa 3akynku (mpu HeobxomumocTH). B
OIMCaHHE OOBEKTa 3aKyIKH HE [OJDKHBI BKIIIOYAThCS TPeOOBaHUs WM YKa3aHUS B
OTHOIIEHMH TOBAapHBIX 3HAKOB, 3HAKOB OOCTYyXWBaHUS, (UPMEHHBIX HAWUMEHOBaHUM,
IIATEHTOB, IIOJIE3HBIX MOJEJEH, NPOMBIIUICHHBIX O00pa3loB, HaMMEHOBaHHE MeECTa
IIPOMCXOXJEHHsI TOBapa WM HaMEHOBaHUE IMPOU3BOIUTENSA, a TaKke TpeOOBaHHUS K
TOBapaM, HH(GOpMaluH, paboTaM, yCIyram MpH yCIOBHHU, YTO TaKue TPEOOBAHMS BIEKYT
3a Co0OM OrpaHHYCHHE KOJNMYECTBA YYACTHUKOB 3aKYIKM, 32 HCKJIIOYEHMEM CITydaes,
€CllM HE HMEETCi JHpYyroro cmocoba, obecrmedmBaroniero 6ojiee TOYHOE H YETKOE
OMMCAaHWE XapaKTEepUCTHK OOBEeKTa 3aKynkd. JIOKyMeHTaluss O 3aKylKe MOXET
COICpXKATh yKa3aHWe Ha TOBApHBIE 3HAaKW B ClIydae, €CJIM IIpU BBIIOJIHEHUU pabor,
OKa3aHUU YCIYyTI IPENNOoJIaraeTCsi MCIOIb30BaTh TOBAphl, IMOCTAaBKA KOTOPBIX HeE
ABIIAIOTCSI TPEeaAMETOM KoHTpakTa. IIpum 3ToM o0O6si3aTenbHBIM YCIOBHEM  SIBIISETCS
BKIIIOYEHHWE B ONMMCaHHE OOBEKTa 3aKyNKH CJIOB «HJIM SKBHBAJIEHT», 32 HCKJIIOYEHHEM
Clly4aeB HECOBMECTHMOCTH TOBapOB, Ha KOTOPHIX pa3MeMIaloTCs OPyTHe TOBApHEIE
3HAaKH, U HEOOXONMMOCTH OOeCIIeYeHUs] B3aMMOIENCTBHS TaKUX TOBAPOB C TOBApaMH,
UCIONb3YCMBbIMHU 3aKa34YMKOM, a TAK)KE CIIydaeB 3aKyIOK 3allaCHBIX YacTell W PacXOMHBIX
MaTepHaJIoB K MalllMHaM U 00OpYyIOBaHMIO, UCIOIB3yEMbIM 3aKa3YHKOM, B COOTBETCTBUH
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C TEXHUYECKOM JOKyMEHTaI[Mel Ha yKa3aHHbIe MAIlMHBI 1 000pyIOBaHHUE.

B coorBercTBHU C yacTsmu 1, 2 crarbu 17 3akoHa O 3aluTe KOHKYPEHIIUU IPH
IPOBEJEHUM TOProB, 3ampoca KOTHPOBOK II€H Ha TOBaphl, 3alpoca MpeNIoKeHHH
3alpemaroTcs AeHCTBUS, KOTOpble MPUBOAAT WJIM MOTYT NPHUBECTH K HEIONYIIEHUIO,
OTPaHWYCHHIO WM YCTPaHEHHUIO KOHKypeHIUHU. IIpu 3ToM, eciii opraHu3aTopaMu TOPros.,
3aIpoca KOTHPOBOK, 3allpoca MPEIIOKEHHH WK 3aKa3duKaMy SIBISIIOTCS (elepanbHble
OpraHbl HCHONHUTENLHOW BJIACTH, OpraHbl HCIIOJHUTENBHON BIACTH CyOBEKTOB
Poccuiickoit ®epepannu, oOpraHsl MECTHOIO CaMOYIpaBlI€HHUs, TOCYIapCTBEHHBIC
BHeOIOMKeTHBIE (POHIBI, a TaK)Ke MPU IPOBEAECHUU TOProB, 3alIpoca KOTHPOBOK, 3ampoca
NpeNJoXKeHHH B ClOydae 3aKyllOK TOBapoB, paboT, yciuyr Iuisi obecrneveHus
TOCYIapCTBEHHBIX M MYHHIIMIAJIBHBIX HYXXJ 3alpeliaercs He MPeayCMOTpPEeHHOe
benepambHBIMA  3aKOHAaMHM WJIA HMHBIMA  HOPMAaTHBHBIMH  IIPaBOBBIMH  aKTaMU
OrpaHHYEHHE JOCTYIIA K YYACTHIO B TOprax, 3apoce KOTUPOBOK, 3alIpOCe MPENIOKEHHH.

®AC Poccun oTMeEYaeT, YTO MPHU 3aKyHKax JIOOBIX JIEKApCTBEHHBIX IIPEnaparoB
TpeOOBaHHE 3aKa3dyuka O T[IOCTaBKE ONPEHEICHHON MJO3UPOBKH JIEKAPCTBEHHOTO
npenapara 6e3 BO3MOXHOCTH ITOCTaBKH AHAJOTHYHOTO IIpenapara (C SKBHUBAJIEHTHOM
JO3UPOBKOH ) TMOO mpenapara B KpaTHOW JO3UPOBKE U B KPaTHOM KOJIMYECTBE BJIEYET 32
coboli orpaHnYeHne KOJIMYeCTBa YYaCTHUKOB 3aKYIIKH.

HomnonuutensHo ®AC Poccum obpaimaeT BHHMaHHE Ha TO, YTO JO3MPOBKa
JIEKapCTBEHHOTO IpernapaTa He paBHa ero KOHIIEHTpalllH, 4 COOTBETCTBYET KOJIHYECTBY
IeWCTBYIOIETO BENIECTBa, COIEpKallerocss (B TOM HYHCIE PACTBOPEHHOrO) B €IUHHUIIE
obbema mpemapata. [Ipy 3>TOM TepaneBTHYeCKuit 3(¢eKT JIeKapCTBEHHOIO IIperapara
ompenensercs He OOBeMOM Ipemapara, a KOJMYECTBOM JIEHCTBYIOILETO BEILECTBA,
cofiepXkaierocss B JaHHoMm oonseme. Tak, Hanmpumep, n03upoBkd 10 mr/0,3 v u 10 mr/1,0
M1 160 103upoBKH 10 % - 1 M u 5 % - 2 MJT TOJDKHBI IPU3HABAThCS SKBHBAJIEHTHBIMH.

B cooTBeTcTBUU CO CBeNEHHSMHU TOCYHApCTBEHHOIO peecTpa JEKapCTBEHHBIX
CPEICTB, BEAECHHE KOTOporo mpenycMorpeHo 33 crartbeit 3akoHa 00 oOpalneHuu
JIEKapCTBEHHBIX CPEICTB, B HACTOSAIINN MOMEHT Ha TeppuTopun Poccuiickor ®enepanuu
B pamxkax MHH «Putykcumaby B JnekapcTBeHHOW ¢opMe «KOHIEHTpaT MJis
IPUIOTOBIIEHUSI pacTBOpa Myl HHQY3H» 3aperucTpUpoBaHO 3  JIEKAPCTBEHHBIX
Ipemnapara ¢ TOProBHIMM HamMeHoBaHusMH «Mabtepa» (mo3upoBku 100 mr/10 mo,
500 mr/50 M), «Auemtbus» (mosmpoBka 10 wmr/ma), «Pemgutykce» (HO3upOBKa
10 mMr/mn).

Takum o6pasom, Bce nekapcTBeHHble mpenaparsl ¢ MHH «Putykcumaby B
JIEKapCTBEHHOH (opMe «KOHIIeHTpaT HJis NPUTOTOBJIEHHS pacTBopa s HHQY3H»,
3aperuCTpUpOBaHHbIE Ha TeppuTopuu Poccuiickoit ®enepanuu, HMEIOT PaBHYIO
KOHIIEHTPAIIMIO JeiCTByromero BemecTBa «Putykcumab» B 1 MII  JIeKapCTBEHHOTO
npenapara ¢ MHH «Putykcumaby, T.e. SBISIOTCSA SKBUBAJICHTHEIMH.

HononuurensHo ®AC Poccum oTMedaeT, 4yTo B paMkax mpoBemeHHOro PAC
Poccum B 2015 romy mccnenoBaHHs TOBapHOTO PHIHKA JIEKAPCTBEHHBIX IMPENApaToOB C
MHH «Putykcumab» Takke YCTAHOBIEHO, YTO B COOTBETCTBUH C OKCIEPTHBIMH
MHEHUSIMM IpPUMEHEHHEe JeKapCcTBeHHBIX mpenaparoB ¢ MHH «Putykcumab» B

2016-121755(2)



4

JIEKapCTBEHHBIX (OpMax «pacTBOp MAJs IOAKOXKHOTO BBEJCHUS», «KOHICHTPAT IUIA
IPUTOTOBJIEHUS pacTBopa Uil HHQY3HH» BO3MOXKHO Ha ONHOW TIpYNIE MAlUEHTOB C
TIOKa3aHMSIMM K IPUMEHEHHIO «HEXOMKKUHCKas! TUM(OMay» ¢ JOCTHKEHAEM ONUHAKOBOIO
TepalneBTUYECKOro dpdeKTa HauruHas CO BTOPOro LKKJIa BBEEHNs ITpenapara.

B cootBerctBum ¢ muckMoM ®I'BY «HI[DCMII» Munsapasa Poccun
or 18.11.2015 Ne 15026 (manpasnennsiM B ®PAC Poccuu nmucsMom Munsapasa Poccun
0r20.11.2015  Ne 20-3/10/2-7049), mmcemamu ®IBY  «HUW  oHKonoruu
uMm. H.H. ITerpoBa» MI/IH3I[pa/Ba/ Poccun ot 19.11.2015 Ne 9-10/2742, ®I'BY «PHHAOW»
Mumnzgpasa Poccun ot 17.11.2015 Ne 1090, ®I'BY «HMHPL» Munsnpasa Poccun
ot 19.11.2015 Ne 01-12-1094/2015, ®I'BY «PHIIPP» Mun3npaea Poccuu ot 17.11.2015
Ne 980/01-21, ®I'BY «POHII um. H.H. Bnoxuna» Munsapasa Poccuu ot 16.11.2015
Ne 03-13/2814 mnpuMeHeHHe NexapcTBeHHBIX mpemaparoB ¢ MHH «Putykcumab» B
JIEKapCTBEHHBIX (hopMax «pacTBOp Ui IOAKOXKHOIO BBENCHHS», «KOHIEGHTPAT A
IPUTOTOBJIEHUS pacTBopa s WHGY3UH» BO3MOXHO Ha ONHOW TpYyNIe NalHUeHTOB B
paMKax [OKa3aHHUs K MIPUMEHEHHIO «HEXOIKKHHCKas TMM(POMa» ¢ y4eTOM BO3MOKHOCTH
nepeBoja MalMeHTOB C ONHOM JiekapCTBEHHOH (pOpMEI Ha IPYIyIO.

Taxxe B pasbicaennu ot 23.12.2015 Ne AK/74354/15 o 3aKynkax JeKapCTBEHHBIX
npenaparos, umeromux MHH «Putykcumaby» u « Tpacty3symaby», @®AC Poccun obpainaer
BHMMaHHe, 4YTO TpebOBaHWE TOCYHapCTBEHHOro (MyHUIMIAIBHOIO) 3aKa3yWka K
nocTaBKe JekapcTBeHHoro mpemapara ¢ MHH «Putykcumab»y B omnpenelieHHOH
JIeKapCTBEHHOM (opMe MOKHO OBITH OOOCHOBAHO IPUHSATOM CXEMOM JICYCHHUS WIIH
HaJIMYMeM MEIUIMHCKNX TOKa3aHWH y KOHKPETHOIO IallMeHTa.

®AC Poccuy HalOMHHAET, YTO B COOTBETCTBHU C mopydeHueM ot 26.08.2016
Ne A/58910/16 o nmpumenenuu pasbsicuennit ®AC Poccun (mpuiaraercs), COINIaCHO
KOTOPOMY pYKOBOAMTENSIM TeppuTopuaibHbix opraHoB @®AC Poccuum Heobxoaumo
KOHTPOJHMPOBaTh HCIoNHeHNe Bcex paszbsicHeHni ®AC Poccum M Ipecekarb BOJIBHEIC
TpakTOoBKH pa3bsicHeHu ®AC Poccum cO CTOpPOHBI COTPYAHHUKOB TEPPHTOPHAIBHBIX
opranoB ®AC Poccuu.

ITpunoxenue: Ha 12 1. B 1 3K3.

N.IO. AprembeB

J.B. CpiueBa, 8(499)755-23-23, no6. 088-747
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Orﬁ3a1<ym<ax JEKapCTBEHHBIX  IIPEMNaparos, ’I
umeromux MHH «Putykcumab» u «TpacTysymab»

DenepanbHas ~ aHTUMOHOIONBHAs  cimyxba  paccMorpena — ofpaineHus
3A0 «BUOKA]l» ot 02.11.2015 Ne B-234-2015 m Ne B-235-2015, or 03.11.2015
Ne b-245-2015 mo BompocaM B3aWMO3aMEHSIEMOCTH JIEKAPCTBEHHEIX IIPEnaparoB ¢
MEXyHAapPOIHEIM HENaTeHTOBaHHLIM HauMeHoBaHHeM (nanee — MHH) «Putykcumaby B
NIeKapCTBEHHBIX (OpMax «pacTBOp IV IOAKOXHOTO BBEAEHHS» H «KOHLEHTpAT IJis
NPUrOTOBJIEHUs pacTBopa M HHQY3Wi», a Takke O B3aHMO3aMEHSIEMOCTH
JekapcTBeHHBIX mnpemaparoB ¢ MHH «Tpactysymab6» B JexkapcTBeHHBIX (hopMax
«pacTBOP AJIA MOAKOXHOIO BBEICHHU» M «IHOMHIN3AT AJIs IPUTOTORJIECHHUS KOHIIEHTpaTa
AJisl TIPUTOTOBNEHHs DacTBOpa A HHOY3ui» npH (QOpMHPOBAaHMH ayKUHOHHOM
JOKYyMEHTallUd Ha 3aKyNKy YKa3aHHBIX JIEKapCTBEHHBIX IIperapartoB H CooOuaer
ClenyoLIee.

CornacHo mynxry 1 ITomoxeHus o @eaepalbHON AHTUMOHOMONBHOM CyXbe,
YTBEpXIEHHOro  mocraHoBneHueM  IIpaButensctBa  Poccmiickoit  ®enepauuu
ot 30.06.2004 Ne 331, ®enepansHas aHTUMOHOHONBHas ciuyxkba (®AC Poccun)
ABJIACTCS YNONHOMOYEHHBIM (elepalbHEIM OpraHOM HCHOJHHUTENBHON  BIIACTH,
OCYILIECTBILIOIUM (QYHKIMH [0 MPHHATHIO HOPMAaTHBHBIX PABOBBIX AKTOB M KOHTPOIIO
3a COOMIONEHHEM AHTHMOHOIONBHOTO 3aKOHOJATENBCTBA, 3aKOHOAATENLCTBA B chepe
AEATENBHOCTH CyOBEKTOB €CTECTBEHHBIX MOHONONHH, B cdepe TIOCYIapCTBEHHOIO
perymupoBanus LeH (TapudoB) Ha TOBaphl (YCIyrH), peKIaMmbl, KOHTPONIO 3a
OCYLICCTBICHHEM HHOCTPAaHHBIX WHBECTHUIMH B XO3MMCTBEHHEIE OOILIECTBA, MMEIOLIHE
CTpaTeTH4ecKoe 3Ha4eHHe sl obecnedeHns OOOPOHBI CTpaHEI M 6e30IacHOCTH
roCynapcTBa, KOHTPOJIO (Haa3opy) B cepe rocyaapCTBEHHOro o6OpOHHOTO 3aKasa, B
cepe 3aKymoK TOBapoB, paboT, YCOyr mis obecrmedeHus TrOCYapCTBEHHBIX U
MYHULMIIANBHBIX HYXA U B cepe 3aKyIIOK TOBapoB, paGoT, YCIyT OTAENbHBIME BAAAMH
IOPUIIMYCCKUX JIML, & TaKkKe IO COIVIACOBAHHIO NPUMEHEHMs 3aKpBITHIX CII0COGOB
ONpeNeNeHHUs IOCTABIIUKOB (TIOOPAAYUKOB, UCTIONHUTENEH).

QT
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B cootBercTBHH ¢ MyHKTaMH 1, 4 crateu 4 ®epepanbHoro 3akoHa ot 26.07.2006
Ne 135-®3 «O 3ammuTe KOHKypeHIHI (najnee — 3aKoH O 3aIliTe KOHKYPEHIHH):

— ToBap — OGBEKT IpaJaHCKUX IpaB (B TOM 4Mcle paboTa, yciyra, BKIOYasd
(GUHAHCOBYIO YCIYTY), IpeAHA3HAYEHHBIH UIA IpoJaxH, 0OMEHa HIIM HHOTO BBEJCHHUS B
obopor;

— B3aMMO3aMEHSEMbIE TOBApE — TOBApEI, KOTOPbIE MOTYT OBITH CPaBHUMEI 110 HX
GYHKIMOHAJIEHOMY Ha3HAYEHHMIO, NPHMEHEHHIO, KaYeCTBEHHBIM M TEXHHYECKMM
XapaKTepHCTHKaM, LeHE W JpYTMM IapaMeTpaM TakuM obpas3oM, 4to mpuobperarelib
IeHCTBUTEIBHO 3aMeHAET MM TOTOB 3aMEHUTH OfMH TOBap APYrUM NpH moTpebieHuy (B
TOM YKCJIE [IPY MOTPEOIEHUH B IIPOU3BOICTBEHHBIX LEIIX).

— TOBapHBIA pBIHOK — cdepa obpameHus ToBapa (B TOM 4YHClIE€ TOBapa
MHOCTPaHHOI'O IPOM3BOZACTBA), KOTOPBIN HE MOXET OBITh 3aMEHEH JAPYTHM TOBapoM, UJIH
B3aMMO3aMeHAEMEIX TOBapOB, B IpaHMIAX KOTOPOH (B TOM HHCIE Treorpa@uyecKux)
MCXOAd M3 JKOHOMHMYECKOW, TEXHMYECKOW WIM MHOM BO3MOXHOCTH  ITHOO
1eJIeco00pa3HOCTH MpHOOpeTarelb MOXET NpUOoOpecTH TOBap, M TakKasd BO3MOXHOCTBb
m60 nenecoobpasHOCTh OTCYTCTBYET 3a €€ IIpeaeIaMH.

Taxkum o6pa3om, B3auMO3aMeHsieMbIe TOBaphl () OpMHUPYIOT OOUH TOBApHEIA PHIHOK.

MexanusM omnpeneneHnss B3auMO3aMeHAEMOCTH TOBApOB YCTaHOBJIEH IIYHKTaMH
3.7 u 3.8 Ilopsinka nmpoBefeHUs aHAIM3a COCTOSHMUS KOHKYPEHIHUH Ha TOBAPHOM DBHIHKE,
yrBepkaeHHoro mpukazoM ®AC Poccum or 28.04.2010 Ne 220 «O6 yTBepxAeHHH
IOpsiAiKa IPOBENEHHs aHAIN3a COCTOSHUS KOHKYPEHIIMH Ha TOBAPHOM pBIHKE» (Iajiee —
[Topsimok npoBeneHus aHATN3A).

B coorserctBum c¢ nynkroMm 3.7 Ilopsiaka npoBeneHWs aHalM3a OIpENeICHHE
B3aHMO3aMEHSEMBIX TOBapOB B COOTBETCTBUM CO CTatbeid 4 3akoHa O 3alluTe
KOHKYPEHIIMM OCHOBBIBaeTCS Ha (pakTH4Yeckoil 3aMeHe TOBapoB IpHoOpeTaTesieM HIH
TOTOBHOCTH IpHoOpeTarens 3aMEeHHTb OOWH TOBap APYTHM IpH MOTpebneHun (B TOM
YMCJIe NPH NMOTPeOIeHUH B IPOU3BOACTBEHHBIX LENSX), YIUTHIBAS HX (QYHKIHOHAILHOE
HazHaYeHHWe, NPUMEHEHHE, KaYeCTBEHHBIE U TEXHHYECKHE XApaKTePHUCTHKH, LIeHy H
JApyTHe napamMeTpEI.

1.Ilo Bompocy B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHEIX npemapatoB ¢ MHH
«PutykcuMab» B JIeKapCTBEHHBIX (OpMax «pacTBOp Ul MOAKOXHOTO BBEICHHS» H
«KOHLIEHTPAT JJIsi IIPUrOTOBJIEHHS pacTBopa Wit uHPy3uity ®AC Poccuu coobiaer.

DAC Poccur ycranopneHo, 4To B [0OCynapcTBEHHOM peecTpe JIeKapCTBEHHBIX
CPeACTB, BEIEHHE KOTOPOro MpenycCMOTpeHo cTathelt 33 DenepansHOro 3aKoHa
oT 12.04.2010 Ne 61-®3 «O6 obpaimeHHH N€KAPCTBEHHEIX CPENCTB» (Haliee — 3akoH 06
obpaleHHH eKapCTBEHHBIX cpencts), moq MHH «Putykcumaty» 3aperuCTPUpPOBAHBI
JIEKapCTBCHHBIH Nperapar ¢ TOproBelM HauMeHoBaHHeM «MaGTepa» (®. Xoddmann-JIa
Pomr JItn., Illsefinapus) B JekapcTBeHHBIX (OpPMax «PACTBOP AJIsi MONKOKHOIO
BBEACHHS», «KOHUEHTPAT [JIA IPHIOTOBJIEHHS pacTBopa aas HHQY3HH» H
JIeKapCTBEHHBIA  mnpemapar ¢  TOProBBIM  HaWMEHOBaHHEM  «Ameaabus»
(3AO «BMOKA/l», Poccus) B jekapcTBeHHOM (opMe (KOHLEHTPAT s
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NPHIOTOBJIEHHS! PACTBOPA AJs HHQY3HI».

Ilpy cpaBHEHMH WHCTPYKLHil IO NPHMMEHEHUIO JIEKAPCTBEHHBIX Mpenaparos ¢
TOProBuiM HaumeHoBanuem «MaGTepa» B JieKapcTBeHHBIX (popMax «pacTBOp A
NOAKOXKHOI0 BBEIEHHS», «KOHIEHTPAaT /Jis MPHIOTOBJIEHHA pacTBOpa [AJId
undy3uii» yCTaHOBJIEHO, YTO JIEKAPCTBEHHEIN NpenapaT B (OpMe «KOHLEHTpar Uit
NPUTOTOBNEHUsT pacTBopa i HHGQY3uil» npegHasHadeH Uil NPUMEHEHUS IPH
HEXOIDKKUHCKOH JiuMpoMe, XpOHHYECKOM IHMoerko3e, pEeBMaTOMIHOM apTpHTE,
rpaHyleMaTo3e ¢ MOJHMaHruuToM (rpaHyineMaro3 Berenepa) U MHKpPOCKOMUYECKOM

NOJIMAHTHUUTE, B TO BPEMs KakK JIeKaQCTBCHHHﬁ npenapar B @OQMC «pacTBOp IS
HOONKOXHOTO BBENHHA» IMPECAHA3HAYECH K MNPUMEHEHHIO TOJBKO IIpH HCXOE)KKPIHCKOI)'I

namdome.
B pasgene «Ocobble yka3aHHS» HHCTPYKUMH O NPHUMEHEHHIO JEKapCTBEHHOTO

npemnapara ¢ TOProBeIM HauMeHoBaHHeM «MaOTepa» B JekapcTBEHHON (GopMe «pacTBOp
AN TIOAKOXKHOTO BBEIEHHsS» YykazaHo ciuemytomee: «Ilepoe BBeneHue mpemnapara
MaGTepa cienyeT IpoBOOUTE B BUAE B/B HHOY3HU (NeKkapcTBeHHas GopMa «KOHUEHTPAT
JUIL TPUIOTOBJIEHMS pacTBopa [UIA HMHQY3mi»), dYTo TMO3BOMAET 3POEKTUBHO
KOHTpOJIMPOBaTh BO3MOXKHEIE peaKIMM, CBA3aHHEIE C BBEICHUEM IIpernapara, IyTeMm
3aMeMJICHHs] MJIM TNpephiBaHMs MHQY3MH. PHCK pa3BuTHS Takux peakuuii Haubonee
BBICOK IIpH IIPOBEAEHHMH IEPBOro IHKiIa Tepanmuu. IIpemapar B JiekapCTBEHHOH QopMe
«pacTBOp AJi MOAKOXHOTO BBENEHUS» CIEAyeT NMPUMEHITh HaYMHas HE paHee 4eM CO
BTOpOro HuKia. [lanueHTsl, KOTOpEIE HE CMOLIH MOJYYUTH NOMHYIO 03y Npenapara Mnpu
B/B BBElleHHH, B CIIENYIOIIUX LHKJIAX MOJDKHEI NPOIOJDKATL MONydYaTh Ipenapar B
JIEKapCTBEHHOH ¢opMe, NpeNHa3HaYeHHOW JUIs BHYTPHUBEHHOTO BBEIEHHsA». Taike B
yKa3aHHOW HWHCTpyKUHH B pasgenie «Croco6 IpUMEHEHHS M [03bD» NONOIHUTEILHO
OTMEYEHO, YTO JIEKapCTBEHHBIH npenapar «Mabrtepa» B jexapcTBeHHOH GopMe «pacTBOp
IUTsL IOAKOXKHOIO BBEACHHS» HE MpeAHa3Ha4Y€eH JJIs BHYTPUBEHHOIO BBEIEHHS.

B coorBerctBuu ¢ mmceMoM @IBY «HI[DCMII» Munsapasa Poccuu
or 18.11.2015 Ne 15026 (nampasnenusiMm B @AC Poccuu muceMoM Munsnpasa Poccuu
or 20.11.2015  Ne 20-3/10/2-7049), mnmucemamu @®IBY «HMW  OHKOIOTHM
uM. H.H. IlerpoBa» Mun3znpaea Poccuu ot 19.11.2015 Ne 9-10/2742, ®I'BY « PHUOW»
Munszapasa Poccun or 17.11.2015 Ne 1090, ®I'BY «HMMPIL]» Munsnpasa Poccuu
ot 19.11.2015 Ne 01-12-1094/2015, ®I'BY «PHLIPP» Munsapasa Poccuu ot 17.11.2015
Ne 980/01-21, ®I'BY «POHII um. H.H. Bnoxunay Munsgpasa Poccun ot 16.11.2015
Ne 03-13/2814 (nanee — sKkcrepTHbIe MHEHHs) IPHMEHEHHE JIEKAPCTBEHHEIX TIPENAPaTOB
¢ MHH «Putykcumab» B IleKapcTBeHHBIX (OpPMax «pacTBOp JUI  IOIKOKHOTO
BBEICHUSD), KOHLIEHTPAT AJI NMPHUIOTOBIEHHS PAacTBOpa M MH(QY3Mii» BO3ZMOXKHO Ha

OIHOK rpynne IalUeHTOB B paMKax MOKAIaAHHA K NPpUMEHCHHIO «(HEXOMKKHUHCKas

MIMQOMa» C YYETOM BO3MOXHOCTH I€PEBOAa MALHEHTOB C ONHOM JIEKapCTBEHHOM
¢ OpMEI Ha IpyTYIO.

BMmecTe ¢ TeM, B HHCTPYKIHH Ul MEIMLMHCKOrO MPUMEHEHHS JI€KApCTBEHHOTO
Tipenapara ¢ TOproBeIM HauMeHOBaHHeM «MabTepa» B IeKapcTBeHHOR (GopMe «pacTBOp
AJid TIONKOXKHOI'O BBEJEHHS» yKa3aHO, 4YTO IepBoe BBeleHWe mpemnapara «Mabrtepa»
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cIeqyeT NpOBONMTH B BUAE B/B MH(QY3uu (JeKapcTBeHHas (oOpMa «KOHLEHTpAT U
TIPUTOTOBJIEHHS PacTBOpa AJisi HHQY3Hii»), IIpenapar B JIEeKapCTBEHHOH GopMe «pacTBOp
IUIS TIOAKOXHOTO BBEJEHHUS» ClIeAyeT NPUMEHATh HauMHas HEe paHee 4YeM CO BTOPOro
nukia. JononHuTenpHO, B muckMe ®I'BY «PHIIPP» Mun3snpasa Poccuu ot 17.11.2015
Ne 980/01-21 yka3pIBaeTCs, YTO, YYHTHIBas BO3MOXHBIE aNICPIHYECKHE PEaKLHd Ha
BBefeHHE JekapcTBeHHoro mnpemapara ¢ MHH «PuTykcmab», mepBoe BBeleHHE
pEeKOMEeHIyeTCsl IPOBOAUTh BHYTPHBEHHO MEIJIEHHO C UCIIONIb30BAaHUEM pacTBoOpa I
170:(11) %3178

ITpu cpaBHEHWH HMHCTPYKUHUH IO NPHMEHEHHIO JIEKAPCTBEHHBIX Mpenaparos
TOProBeIMH HauMeHOBaHusAMH «MabTepa» H «Aneandus» TaKXKe YCTaHOBJICHO, YTO
NeKapCTBEHHEBIN mpemnapar «Mabrepa» moka3aH K NPHMEHEHMIO B TOM YHCJe IIpU
PEBMAaTOMHOM apTpHTE, IPaHyleMaro3e ¢ MOJMaHTMHTOM (rpaHyreMaro3 BereHepa) u
MHKDOCKOIIMYECKOM I[IOJIMAHTMUTE, @ WMEHHO: «CPENHETKENBIH M  TsDKENbIH
PEBMATOUAHEIA apTpUT (aKTHBHAS (OpMa) y B3pOCHIBIX B KOMOHHAITMM C METOTPEKCATOM
NpU HENEePeHOCHMOCTH MM HeaJleKBaTHOM OTBETE Ha TEKYUIHWE DEXHMEBI TEpaluu,
BKJIIOYAIOIINE OOUH WK Oojiee HHrHOUTOPOB (paKTOpa HEKpO3a OILyXOJIEH, B TOM YHCJIE
Vi1 TOPMOXEHHS PEHTI€HOJOIMYECKH [IOKa3aHHOH IECTPYKLHH CyCTaBOB, TSIKEJIBIE
¢opMbl aKTMBHOrO rpaHyjeMaroda ¢ HonuaHruutoM (TpaHyneMaro3 Berenepa) u
MHKDPOCKOIIMYECKOTO MOJHAHTHMTa B KOMOWHAIIMM C DIIOKOKOPTHKOCTeponAaMu». B
IPOTHBONOKA3aHUAX K MPUMEHEHHIO JIeKapCTBEHHOIo IIpenapara ¢ TOPIOBBIM
HauMeHoBaHHeM «MabTepa» ykazaHa «Tshkenas cepieuHas HegoctaroyHocTh (IV xnacc
no KiaccupuKaluu Hmo-ﬁopxcxoﬁ kapauonorudeckodl accoumanuu (NYHA) npu
PEBMAaTOMIHOM apTPUTEY.

B moka3aHMAX K NpPHMEHEHHIO JIEKapCTBEHHOIo Iipemapara «Auemnbus» He
yKa3aHbl DPEBMATOMAHBIN apTpUT, TIpaHylIeMaTo3 C MOJHAaHTHUTOM (rpaHyJeMaro3
Berenepa) M MHKPOCKONMYECKOW IONMAHTUHUT, a TaKXe B MPOTHBOMOKA3aHUAX K
NPUMEHEHHUIO JIEKapCTBEHHOTO Mpenapara «Aueinbus» He yKazaHa «TshKeJias cepiedHas
nenocrarouocts (IV knfcc mo knaccupuxamun Huro-Mopkekoit xapauonornyeckoi
accounanuu (NYHA) npu peBMaTongHOM apTpuTe».

Takum o6pasoM, JekapCTBEHHBIE IpenapaThl ¢ TOPrOBHIMM HAMMEHOBAHHSIMH
«MabGrepa» u «Anemtbus» B NekapCTBEHHOH (OpMe «KOHLEHTPAT I/ IPUTOTOBIECHHUS
pacTBopa s HHQY3Mil», comepKalllie OOHO H TOXe [JeHCTBYIOLIEe BELIECTBO
«Putykcumab», B COOTBETCTBHH CO CTaThel 4 3aKoHa O 3allMTe KOHKYPEHIIMH, SBISIOTCS
B3auMoO3aMeHsdeMbIMH.  IIpuMeHeHWe  JleKapCTBEHHBIX  mpemapatoB ¢ MHH

«Putykcumab» ¢ TOproBeIMM HauMeHOBaHUSMH «MabTepay ¥ « AleUIGHsS» BO3MOMXKHO

Ha OnmHOM IDYNIIE TANHEHTOB C MOKA3AHWAMHM K TIPHUMEHEHHIO «HEXOJIKKUWHCKAs

muMmdbomay u «XpOHHYECKHH  JuMboneikosy» C __HNOCTHXCHHMCM ONHWHAKOBOI'o

TEPANCBTUYECKOT'O SQQQC a.

O BO3MOXHOCTH NPHMEHEHHU JIEKapCTBEHHEIX Npenapatos ¢ MHH «Putykcumaby»
C TOPTOBBLIMU HaMeHOBaHUAMH «MabTepa» H « ALenbusy Ha OQHOM IpyIIIIe MalMeHTOR
¢ TMOKa3aHHMAMH K MPHMECHEHHIO «PEBMATOHIHBIA apTPUT», «IpaHyJeMaro3 ¢
TIOIMAHTHUTOM (rpaHyieMato3 Berenepa)» M «MHKPOCKONHYECKOH MNONHAHTHUT» C
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LIeBIO JOCTHXEHHUs ONHHAKOBOro Tepanestuueckoro s¢dexra ®AC Poccun coobuaert.

B cooTsercTBMH JaHHBIMH nepuonuueckoro ordera 3A0 «BHMOKA]l» mo
6€30[1aCHOCTH JIEKapCTBEHHOTO TIpernapara ¢ TOProBsIM HaUMEHOBaHHEM «ALIeIUTOHs» 3a
nepuon 05.10.2014 - 03.04.2015, mnpexncraBIeHHBIMH B ®AC Poccum NHCBMOM
Poc3apasaan3zopa ot 01.10.2015 Ne 01-30441/15, B nactosmee Bpems 3A0 «bBAOKAl»
TIPOBOIMT 2 KIMHUYECKHX HCCIENOBAHMsl, HAPABIEHHBIX Ha OLIEHKY 3Q(hEKTHBHOCTH M
0e30MacHOCTH TPUMEHEHHUS JIEKapCTBEHHOTO Ipernapara ¢ TOProBbIM HaMMEHOBaHHCM
«Auennbus» Ipu peBMaTOMIHOM apTPUTE:

—~BCD-020-2: «MeXIyHapoOqHOe MHOTOLEHTPOBOE CPaBHHUTEIbHOE [BOHHOE
cleroe  paHIOMHM3MPOBAHHOE KIMHHYECKOe HcClefoBaHHE 3(Q(EKTUBHOCTH H
6esomacHocTd npemapata BCD-020-2 (3AO «BHUOKAJl», Poccusi) M mnpenapara
«Ma6tepa» (®. Xodpdhmann-JIs Powr JItx., IlIBeiinapus) y G0IBHEIX ¢ peBMaTOMIHBEIM
ApTPATOM TIPH HEINEepPeHOCHMMOCTH WM HeaJeKBaTHOM OTBETE Ha TEKYLIHE DPEXHMBI
Tepanuy, BKIIOYAoIHe oquH i Gonee MHrHOMTOPOB (aKkTOpa HEKpO3a OIYXONIW» Ha
TeppuTopuu Poccuiickoii ®enepaiun, Ykpannsl, Pecny6nuku benapyce, Maauu;

— ALTERRA (BCD-020-4): «MHoOroueHTpoBOE CpaBHHUTENBLHOE
paHIOMHM3MpPOBAHHOE [BOMHOEe clernoe IUIane60-KOHTPOIMPYEMOE  KIMHHYECKOe
uccrenosanve  ShdextBHOCTH M GesomacHOCcTH — Ipenapara  «Auenibus»
(3A0 «<BUOKAl», Poccus), HCIIONB3yeMOr0 B COYETaHHHM C METOTPEKCAaTOM B IIEPBOM
JUHUHM OHONOrHYecKOoil Tepamud OONBHBIX aKTUBHBHIM DPEBMAarOMJHBEIM apTpUTOM» Ha
tepputopuu Poccuiickoit @eneparumn.

B cootBercTBUHM ¢ uacThio | crareu 3 3akoHa 00 oOpalleHMH JI€KapCTBEHHBIX
CPEOCTB:

— pedepeHTHBIH JIeKapCTBEHHBIN Ipenapar — JIeKapCTBEHHEIH Ipenapart, KOTOphIi
BIEpBLIE 3aperucTpupoBad B Poccmiickoit ®Denepaiuu, kauecTBo, 3GGEKTHBHOCTL U
0e30macHOCTh KOTOPOro JOKasaHbl Ha OCHOBAaHHM PpE3YJBTATOB JIOKIHHHYECKHX
HCCIIEJIOBaHMH JIEKApCTBEHHBIX CPEICTB M KIMHUYECKUX MCCIIeHOBaHMI JIEKapCTBEHHEIX
OpenapaToB M KOTOPHIH HMCIONB3YeTCS Uil OLEHKH OHOSKBHBAJIEHTHOCTH HJIH
TEpaleBTUYECKOM 3KBUBAICHTHOCTH, KadecTBa, 3¢¢dekTuBHOCTH W 6€30macHOCTH
BOCHPOU3BEIEHHOr0 Ui 6ruoaHaioroporo (6uonogo6Horo) iekapcTBEHHOIO IIpernapara,;

- BOCIIPOM3BEICHHBIA JI€KapCTBEHHBIM IIpenapar — JIeKapCTBEHHBIN IIpenapar,
KOTOpbIf HMEET TaKOH € Ka4YeCTBEHHBI COCTaB M KOJHYECTBEHHEIH COCTaB
AEHCTBYIOINMX BENIECTB B TaKkod ke JIeKapCTBEHHOM ¢opme, 4TO M pedepeHTHEBIH
JEKapCTBEHHBIA  mnpemapal, ¥  OMO3KBHBAJICHTHOCTh WM  TepalleBTHYECKas
SKBHBAJICHTHOCTE KOTOPOro peepeHTHOMY JeKapCTBEHHOMY IHpenapary MOATBEPKIEHA
COOTBETCTBYIOIIUMH UCCIIEHOBAHUSIMH.

Kak cnenyer u3 muceMa IIIaBHOIO BHEINTATHOTO CHELMANHCTa PEBMATojora
Munsnpasa Poccun — mupextopa ®I'BY «HUU permaronorun uM. B.A. HacoHoBoii»
PAMH E.JI HacoHoa or 13.10.2015 No 01-05/330, B COOTBETCTBHH C
OOIUENPU3HAHHBIM MEXIYHAPOAHBIM [ONXOAOM JUIs SKCTPAalONANMM PEe3ylbTaTOB
KIHHAYCCKUX HCC/IeNOBaHMA BOCIIPOM3BEJEHHOIO JIEKAPCTBEHHOIO INpemnapara Ha BCe
MOKa3aHMsi pedEepeHTHOro JIeKapCTBEHHOrO Ipernapara HeoOXOmMMO COOIOneHHUe
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CIIeNYIOUX YCIOBUM:
a) IpeaIIecTByIOIUe JOKIMHUYECKHE CPABHUTEIbHBIE HCCIIEIOBAaHUA HE BbIABUIN

pasJIMYHii MeX Iy BOCIIPOM3BEIeHHBIM B pedepeHTHBIM JIEKapCTBEHHBIMH MIpeTapaTaMH,

6) oTcyTcTBMe pasnuumii 1m0 3hdexkTHBHOCTH M 6€30MacHOCTH pehEPEeHTHOro
JIEKApCTBEHHOTO TIperapara i BOCIPOU3BEJEHHOr0 JIEKAPCTBEHHOTO Npenapara J0Ka3aHo
B paMKax aJIeKBaTHO CIUIAHHPOBAaHHOTO KOHTPOIMPYEMOIO paHAOMH3UPOBAHHOIO
KJIMHUYECKOTO HCCIIENOBAHMA y YyBCTBUTENBHON K MX JSHCTBHIO MOMYJALMH OONBHBIX
(mpoBeneHHOro mo_mioGoMy u3 OHOOPEHHBIX A1 Pe(EepEeHTHOro JIeKapCTBEHHOTO
npemnapara IoKa3aHuit);

B) MEXAHHU3M neﬁcrnna JICKApCTBCHHOI'O IIp€liapara IIpH HKCIIOJB30OBaHHHU IIO
pa3sHBIM ITOKA3aHHUSIM HE Pa3IM4aeTCs.

Takum 06pa3oM, yUHThIBasl JaHHBIE JOKJIMHUYECKUX HUCIBITAHUM JIEKAPCTBEHHOTO
mpenapara ¢ TOPrOBHIM HaMMEHOBaHHEM «ALEWIOHs», €ro JOKa3aHHYI0 B paMKax
KIMHUYECKUX MCCIEeNOBaHUN TepaleBTHYECKYI0 3JKBUBAJIEHTHOCTH JIEKAPCTBEHHOMY
Tnpenapary ¢ TOproBeIM HauMeHoBaHueM «MabTtepa», ®AC Poccuu CUMTAET BO3MOXKHBEIM
IpUMEHEHHE JIEKAPCTBEHHOrO Tpeapara ¢ TOProBEIM HaHMEHOBaHHEM «ANEenous» mo
NOKa3aHWAMH  «PEBMATOMAHBIA  apTPHUT»,  «TpaHylleMaTo3 C  IOJHAaHTHHTOM
(rpanynmemaro3 Berenepa)» ¥ «MHKPOCKONUYECKOH MOMMAHTHUT» (C  y4YETOM
IPOTHBOIIOKA3aHUsl K IPUMEHEHHIO «TshKeliad cepAedHas HepocratogHocTs (I'V kmacc no
xnaccuoukanmn  Helo-Mopkekoit  kapmuonormueckoit  accommamuu  (NYHA) npu
PEBMAaTOMIHOM  apTpUTe») IIOCIe  BHECEHHS  COOTBETCTB UX  M3MEHEHUH
3AO «BUOKAJI» B HMHCTPYKUHMIO IO MEIWIHHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOIO

npenapara ((AgeHH6I/I}I)) B IIOPAOKE, YCTAHOBJICHHOM 3akoHOM 00 OGQ&LI;CHI/II/I
JICKaPCTBEHHBIX CPEICTB.

Ha ocHoBanuu usnoxensoro ®AC Poccuu nenaer BBIBOI, YTO JIEKapPCTBEHHBIE
npemmapatel ¢ MHH «PutykcuMaby B JekapcTBeHHBIX (opMax «pacTBOp IS
NOJKOXKHOI'O BBENEHHUs», «KOHLEHTpAT JJi NMPUTOTOBIIEHHS pPacTBOpa Iy HHQY3UR», B
COOTBETCTBHH €O cTaThed 4 3akoHa O 3allluTe KOHKYDEHIMH, SBISIOTCS
B3aMMO3aMEHSAE€MbIMH IS MAlMEHTOB C «HEXOMKKMHCKOH aumdomoii». IIpuMeHeHUe

nexapcTBeHHEIX npenaparo ¢ MHH «Putykcumaby B nekapcTBeHHBIX hopMax «pacTBOp
AJ1s TTIONKOXHOTO BBEIACHHSY, KKOHIIEHTPAT JUIsl IPUTOTOBIEHUS pacTBOpa A HHOY3H»
BO3MOXXHO Ha OIHOW TIpynie NalWeHTOB C MOKAa3aHWAMH K MNPUMEHEHUIO

«HEXO/DKKMHCKAd TUMboMa» ¢ JOCTHXEHHEM OIMHAKOBOIO TEpaleBTHYECKOro 3¢ dexra
Ha4uMHas CO BTOPOro UK BBEJIEHHUS IIpenapara.

®AC Poccnu ofpamjaer BHHMaHWe, 4YTO TpeGoBaHHE TrOCYIAapCTBEHHOTO
(MyHMUMNANEHOTO) 3aKa3uMKa K IIOCTaBKe JIEKapCTBEHHOro mpemapara ¢ MHH
«PuTykcuMab» B ONpENENeHHOM JIEKapCTBEHHOH (opMe HOKHO ObITh O0GOCHOBAHO
NPHHATOR CXEMOW JIeYeHHs] MM HANH4YMeM MENVUMHCKHX MOKA3aHHH y KOHKPETHOTO
HalHeHTa.

2.Tlo Bompocy B3aMMO3aMEHJAEMOCTH JIEKapCTBEHHHIX NpenaparoB ¢ MHH
«Tpacty3symab» B JleKkapCTBEHHBIX (OPMax «pacTBOp ISl TIOAKOXHOTO BBENEHHS» H
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«MMOGUIN3AT IJI NPUTOTOBJICHMs KOHIIEHTpara JUIs MPHUIOTOBJIEHUs pacTBopa Ui
uHGy3uit» PAC Poccun coobmaer cneayrouee.

ITox MHH «Tpacty3yma6» B IocynapCTBEHHOM pEECTpE JIEKAPCTBEHHBIX CPEICTB
3apErHCTPHPOBAH JIEKAPCTBEHHBIH NpernapaT ¢ TOProBeIM HauMeHoBanueM «Iepuentun»
(®. Xobdmann-JIa Pom JItn., Tepmanms)) B JIeKapcTBEHHBIX (GOpMax «pacTBOp Ui
HOAKOXHOIO BBEIEHHA» H «IHOQHUIM3AT MAJIA [IPUTOTOBJICHHS KOHLIEHTpara I
IIPATOTOBJIEHUS PacTBOPa s HHOY3HID».

Ilpu cpaBHEHWH MHCTPYKLUHH IO IPUMEHEHHIO JIEKAPCTBEHHLIX MPENnaparos c
TOProBbiM HauMeHoBaHHeM «[epHenTHH» B JeKapCTBeHHbIX ¢popMax «pacTBOp AJs
MOAKOKHOTO BBeIEHHS», «IHO(PHIM3AT AJA NPHIOTOBJICHHS KOHIEHTpaTa AJsA
npuroroBjienuss pacrsopa ansa uHQysmin» @OAC Poccuum yCTaHOBIEHO, YTO
NeKapCTBeHHEIH Npenapar B GopMe «1HopHIN3aT Iy IPUTOTOBIEHUs KOHIEHTpaTa I
IIPUTOTOBJIGHUS pacTBOpa s HMHQY3ui» NpenHasHayeH [JIs NPUMEHEHHUs IpH pake
MOJIOYHOM JKeNle3nl (MeTacTaTHYeCcKHWif pak MOJIOYHOH JKeJIe3bl C  OIIyXOJIeBOH
runepakcnpeccueii HER2, paHHuMe cTaguu paka MOJOYHOM JXKeJe3bl C OIIyXOIEBOH
runepakcnpeccueii. HER2), pacmpocTpaneHHOM pake Xelylaka, B TO BpeMs Kak

JeKapCcTBEHHBIN npenapar B dopMe «pacTBOp [ NOIKOXKHOIO BBEICHHSY NPEIHA3HAYEH
K IPUMEHEHHIO TOJAbKO IIPH paKe MOJOYHOM eje3bl (MeTacTaTHYeCKUi paKk MOIOYHOU
Xene3pl C omyxoneBod rumepakcnpeccuedt HER2, paHHuMe craguy paka MOIIOYHOH
Xene3bl ¢ onyxonesoi runepakcnpeccueit HER?).

B paspene «Cnoco6 npuMeHeHHs ¥ JO3B1» HHCTPYKIHHM IO HPUMEHEHHIO
JEKapCTBEHHOIO IIpermapara ¢ TOProBeIM HaWMeHoBanueM «lepuentuH» B
JEKapCTBEHHOH ¢opMe «pacTBOp Ui IOAKOXKHONO BBENEHHs» YKa3aHO, dYTO
JICKapCTBEHHEIH IIpenapar NpUMEHsSeTCS MOAKOXHO B ¢ukcupoBaHHOM o3¢ 600 Mr
(HE3aBHCHMO OT Macchl Tejia MallHeHTa), B TE4EHHH 2-5 MHHYT Kaxxasle 3 Henenu. Takxke
B YKa3aHHOM pasjene JOINMONHUTEIbHO OTMEYEHO, YTO JIeKapCTBEHHBIM Mpenapar
«['epuenTuH» B NekapcTBeHHON (opMe «pacTBOP s IIONKOKHOIO BBENECHHS» HE
NpefHa3sHaYeH JJis BHYTPUBEHHOTO BBEIEHHS U JODKEH MPUMEHATHCS TOJMBKO
NOAKOMKHO B BUJIe UHBEKIIHH.

Bmecte ¢ Tem B pasnene «Cnoco6 NpUMeHeHHs M [03bl» MHCTPYKIHMH IO
NPUMEHEHHIO JIEKApCTBEHHOIO Ipenapara ¢ TOProBbIM HauMeHoBaHueM «[epuenTuH» B
JIEKapCTBEHHOH ¢opMe «MHO(UIM3aT U NPUTOTOBIEHHS PACTBOpa KOHLEHTpPaTa s
TNIPUTOTOBIICHUA PACTBOpa I MH(QY3HH» yKa3aHO, YTo o0beM pacTBopa i MHQY3Mi
onpezensiercs mo (GopMyie HCXONs M3 MAacChl NMAlMeHTa U TMOKa3aHUsA K NPHMEHEHHIO.
IlpenycMoTpennas 4acroTa BBefeHHs JIEKAPCTBEHHOTO Iperapara — eXeHeNelbHO,
BBeJIcHUE | pa3 B 3 HeleNH NpexyCcMOTPEHO KaK allbTepHATHBHOE.

B COOTBETCTBMM C OSKCHEpPTHBHIMM MHEHMSMH BO3MOXKHO IIpHMEHEHHe
TleKapCTBeHHEIX mpenaparoB ¢ MHH «Tpactysymab» B mekapcTBeHHBIX (opMax
«MOQHIM3AT [ NPUrOTORIEHMs KOHLEHTpaTa Uil TPHTOTOBIEHHS pPacTBOpa I
WHOY3U», «pacTBOp IS MOAKOXHOTO BBEJEHHS» HA ONHOM IpYyIIe MNAUHEHTOB B
paMKax TOKasaHHs K IPUMEHEHHIO «PaK MOJIOYHOM >Kene3bl (MeTacTaTHYeCKHH pak
MOJTIOYHOM XKeNe3bl ¢ OmyxosneBoii rumepakcrnpeccuedi HER2, pannue crammu paka
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MOJIOYHOH Kele3bl ¢ omyxonesoit runepaskcnpeccueii HER2)» ¢ yyeroM BO3MOXHOCTH

IIepeBO/a MAMEHTOB C ONHOM JIEKapCTBEHHON (OPMEI Ha APYTYIO.
U3 wnabopmanuu, npenctaneHnoi muceMoM PIBY «PHIIPP» Munsnpasa

Poccum or 17.11.2015 Ne 980/01-21, cnmemyer, 4Yro MO JaHHBIM MPOBEAECHHBIX
JOKIMHHYECKUX ¥ KIMHHYECKHX MCCIIEIOBaHMH JieKapCTBeHHbIE GOpMBI «IHOGMIA3AT
I TPUrOTOBJNEHHS KOHIEHTpaTa [UIs IIPUIOTOBIEHHS pacTBopa A HHGY3ui» H
«pacTBOp 1A TOJKOXKHOTO BBEJEHHMs» JeKapcTBeHHoro mpemapara ¢ MHH
«TpacTy3ymMa6» cpaBHHMBI 110 3GGEKTUBHOCTU ¥ TOKCHKOIOTHIECKOMY NPOQHITIO.

B Hacrosimee Bpems B KIMHHYECKOH IPaKTHKE IIHPOKO HCIONB3YETCA
nexapcrtBeHHulf npemapar ¢ MHH  «Tpacty3ymab», mnpenHasHayeHHBIH UL
BHYTPHBEHHOTO BBeleHMsi, B pexume | pa3 B 3 Hememu. ExeHenenmbHOe BBEICHHE
Ipenapara He UMeET IPEUMYILECTB Iepel BBeACHHEM 1 pa3 B 3 Helled U HCIIOJb3YeTCs
KpaliHe pelKo.

Taxxxke B mnuceMe @®I'BY «PHIIPP» Munzgpasa Poccum ot 17.11.2015
Ne 980/01-21 yxaseiBaercs Ha TO, YTO, YYMTHIBAs COBPEMEHHBIE JaHHEIE MCCIIEAOBAHUIM
hapMaKOKHMHETHKH H (papMaKodMHAMHKH NeKapcTBeHHOH (opmbl npemnapara ¢ MHH
«Tpacrysyma6» [ MOAKOXXHOTO BBENEHHS, MOXHO CYHTaTh, 4YTO JlOKa3aHa
BO3MOXKHOCTH BBEJIEHHS JieKapcTBa B H03upoBke 600 MrI, 4TO MCKIIOYAaET BO3MOXHBIE
OLIMOKH MEIHMIIMHCKOTO IepCoHaIa IIpH pacyeTe HHAUBUAYAIbHON JO3HPOBKH.

Hononautensuo ®I'BY «HMUPL]» Munsapasa Poccur mucemom ot 19.11.2015
Ne 01-12-1094/2015 obpammaer BHMMaHHE Ha TO, YTO MOKA3aHWs ISl HA3HAYEHHS U
JUIMTEJBHOCTh IIpHMEHeHHs O00eWx JIeKapCTBEHHBIX ¢opM mnpemnapatra ¢ MHH
«Tpacty3ymab» mji1 maUdEeHTOB C METACTaTMYECKHM paKOM MOJIOYHOM >kene3bl H
pPaHHMMH CTAIUsSMH paKa MOJIOYHOM jeles3bl ¢ omyxojeBoi rumepakcnpeccuedt HER2
OIMHAKOBEI.

Takum obpasom, nexapcteHHele mnpemapatel ¢  MHH «Tpactysymab» B
JIEKapCTBEHHBIX (opMax «IMO(MIH3AaT [Uis NPUTOTOBIIEHHS KOHIEHTpara [Jist
NIPUTOTOBIEHUST pacTBopa s HHQY3uil», «pacTBOp Ui MONKOXHOIO BBENEHHS», B
COOTBETCTBHHM €O cTarbed 4 3akoHa O 3alIMTe KOHKYPEHIHH, SBIAIOTCS

B3aMO3aMEHAEMBIMH. IIpumenenue JIEKapCTBEHHBIX [penaparoB c MHH
«TpacTy3ymMab» B JIeKapCTBEHHBIX dbopMax «pacTBOp JUIS IOIKOXHOIO BBENEHHUS,

«JIMOGUNN3AT JUIS [PUIOTOBJIECHHWS KOHLIEHTPAaTa Ul IIPUTOTORJIEHHS DAcTBODA IUIS
HHQY3HH» BO3MOXKHO HA OIHOM IPYIIIE MAIHEHTOB C NOKA3aHMIMHU K IIPUMEHEHHIO «DAK
MOJIOYHOM Kese3bl (MeTacTaTHYECKHM pak MOJOYHOM JKeJe3sl C  OMyXOJeBOM
runepskcnpeccueii HER2, panHHWe cramuy paka MOJIOYHONM >Kelie3bl C OIMYyXOJIEBOM
runepskcnpeccueit HER2)» ¢ nocTHkeHneM OIMHAKOBOIO TepaneBTHYeckoro b dexTa.

Hononuurensro ®AC Poccnn ofpaiyaetr BHMMaHME Ha TO, YTO 3aKa3dHK IIPH
OMHUCaHWH OOBEKTa 3aKyNKH JODKeH PYKOBOACTBOBAThLCS NpPABUIAMM, YCTAHOBICHHBIMH
cTarbeil 33 QenepanbHoro 3akona ot 05.04.2013 Ne 44-®3 «O KOHTPAKTHOM CHCTEME B
cepe 3aKymok TOBapoB, paboT, ycayr s obecHedeHHs TIOCYNapCTBEHHBIX H
MYHULIIMNANBHBIX HYXI» (Aajee — 3aKOH 0 KOHTPAKTHOM! CUCTEME).

2015-112470(6)



3]

B cootBercTBHH ¢ MyHKTOM 6 dacT 1 ctateu 33 3akoHa 0 KOHTPAaKTHOM CHCTEME
NpH 3aKyNKe JIEKapCTBEHHBIX CPEACTB, NOKyMEHTAUMs O 3aKyIKe OO/DKHA COIEpXKaTb
yKazaHHE€ Ha MEXIyHapoOHble HENaTeHTOBaHHBIE HaMMEHOBAHHSA JIEKApCTBEHHBIX
CPEICTB WM NPH OTCYTCTBHM TaKHMX HAMMEHOBaHUM XHWMHYECKHE, IPYNITHPOBOYHBIC
HaWMEHOBaHMA. 3aKa3uWK IpH OCYLIECTBICHHH 3aKyNKH JI€KapCTBEHHBIX CpEACTB,
BXOISIIUX B MepeYeHb JeKApCTBEHHBIX CPENCTB, 3aKyNKa KOTOPBIX OCYIIECTBIISIETCS B
COOTBETCTBHH C WX TOPrOBHIMM HAaUMEHOBAHMSAMH, a TaKXKe IIpH OCYIIECTBICHUH
3aKYIKM JIEKAPCTBEHHBIX [PENaparoB B COOTBETCTBUH C IIYHKTOM 7 4HacTé 2 CTaTeH 83
3akoHa O KOHTPAaKTHOH cHcTeMe (OCYLIECTBIEHHs 3aKyIIOK JIEKAPCTBEHHEIX MPENaparosB,
KOTOpble HEOOXOAMMBI JJIsi Ha3HaYeHWs MalMeHTy MpH HAIMYMHA MEOULUHCKUX
IIOKa3aHUH) BIpaBe yKa3bIBaTh TOPrOBbI€ HAMMEHOBAHUS 3THUX JIEKAPCTBEHHBIX CPEACTB.
Ilopsmox ¢QopMupoBaHMs yKa3aHHOTO IIepe4Hs YTBEpKIAEH IOCTaHOBJICHHEM
IIpaButensctBa Poccuiickoit @enmepannm ot 28.11.2013 Ne 1086 «O6 yTBEpXkICHHH
IlpaBun QopmupoBaHUS TepeyHS JIEKapCTBEHHBIX CPEICTB, 3aKylka KOTODBIX
OCYILIECTBJIAETCSI B COOTBETCTBHHM C KX TOPIOBBIMM HAaMMEHOBAHHSIMH, H O BHECECHHH
u3meHeHus: B Ilonoxenue o IIpaBUTENbCTBEHHOW KOMHCCHM IIO BOIPOCAM OXPaHBI
300pOBBsl  rpaxaan». IlepedeHb Takux JIEKapCTBEHHBIX CPEICTB yTBepXkAaeTcs
IIpaBuTtenscTBoM Poccuiickoit @enepanuu.

CornacHo myHKTY 7 9acti 2 ctathl 83 3aKoHa 0 KOHTPAKTHOM CHCTEME 3aKa3dMK
BIIpaBe OCYILECTBITH 3aKyNKy IIyTeM IIpOBEIEHHsS 3alpoca MNpeIJIoXKEHH B ciydae
OCYLIECTBICHHs 3aKyNOK JIEKApCTBEHHBIX IIpEeNaparoB, KOTOphle HEOOXOAMMEBI HJis
Ha3HAYEHHs NalUEHTY MNpH HAIUYMM MEIULHMHCKMX TOKa3aHWi (MHIWBHAYyaJIbHAS
HENepeHOCHMOCTD, MO XHM3HEHHBIM IOKa3aHHUAM) IO pelIeHHI0 BpadyeOHOH KOMHCCHH,
KOTOpoe (HKCHpyeTCs B MEOHLMHCKMX JOKYMEHTax MalMeHTa W XypHajle BpauebGHOM
komuccuu. Ilpu stom o6beM 3aKymaeMbIX JIEKAPCTBEHHBIX IIPENAparoB HE MOMKEH
NpeBHINAaTh 00BEM JIEKapCTBEHHBIX INPENapaToB, HEOOXONMMEIX MAIMEHTy B TeYEHHE
Cpoka JedeHus. Kpome TOro, nmpu OCYINECTBIEHMH 3aKyllOK B COOTBETCTBHH C
HaCTOSAIIMM ITYHKTOM MPEAMETOM OIHOr0 KOHTPaKTa HE MOTYT SIBIISTHCH JIEKAPCTBEHHEIE
npenaparsl, HeOOXONUMEIE I Ha3HadeHWs OBYM W Gojee maumeHTaM. M3BemeHue o
NIPOBEACHUH 3anpoca NPEUIOKEHHA B COOTBETCTBHM C HACTOSIIMM ITYHKTOM JOJDKHO
OBITE pasMelieHO B eAUHON HH(OPMAMOHHON CHCTEME HE IMO3IHEE CIIeYIOLIETO
pabodero mHs mocie aThl OCYLIECTBIEHHS 3aKYIKM B COOTBETCTBHH C nyHKToM 28
dactu 1 craten 93 3akoHa O KOHTpaKTHON CHcTeMe. YkazaHHOe pellleHHe BpaueGHOM
KOMHCCHM IO/DKHO BKJIIOYAThbCAd ONHOBPEMEHHO C KOHTPAKTOM, 3aK/IIOYEeHHBEIM B
COOTBETCTBHH C HACTOAIIUM ITYHKTOM, B PEECTP KOHTPAKTOB, IPENyCMOTPEHHEIH cTaThel
103 3akoHa O KOHTPaKTHON CHUCTeMe, MpPH YCIOBHH 06ecredeHus IIpeAyCMOTPEHHOT'0
DenepanbHEIM 3akoHOM oT 27 mrona 2006 roga Ne 152-®3 «O IIEpCOHANBHBIX JaHHBIX)
00€3MMYMBaHUsI IEPCOHANLHBIX JAHHEIX.

Takum o6pa3oM, 3akoHOM O KOHTPaKTHOHN CHCTEMe MPeNyCMOTPEHBI CIIy4aH, IpU
KOTOPBIX 3aKa34UK BIIPaBe yKa3blBaTh TOPrOBbIE HAMMEHOBAHHS JIEKAPCTBEHHBIX CPENCTB
IpH OCYINECTBICHUH 3aKYNKH JICKAPCTBEHHBIX CPEICTB, @ HMEHHO B CIydYae 3aKyNKH
JICKapCTBCHHBIX CPEICTB, BXONALIMX B IIE€PEYEHb JIEKApPCTBEHHBIX CPENCTB, 3aKYIKa
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KOTOPBIX OCYLIECTBIIIETCS B COOTBETCTBUH C MX TOPrOBEIMH HAaHMEHOBAHHUSAMHM, & TaKXKe
IIPY OCYIUECTBIEHHH 3aKyIIKH JIEKAPCTBEHHBIX IIPENapaToB B COOTBETCTBHHU C IIYHKTOM 7
yacTd 2 cratbd 83 3akoHa O KOHTpAKTHOH cHcTeMe (OCYIIECTBIECHHS 3aKyIOK
JEKapCTBEHHBIX IpENaparoB, KOTOphle HEOOXONMMBI Ui Ha3Ha4Y€HHs NalMEeHTy IpH
HaJIMYUH MEAULIMHCKUX TIOKa3aHMH).

B uHBIX cilydasix OCyIIeCTBIEHUE 3aKYIIKU JIEKApCTBEHHBIX CPEICTB MO TOPIOBBIM
HauMEHOBAaHUSM SIBJISETCS HapylleHHWeM IyHKTa 6 dactw 1 crateum 33 3akoHa O
KOHTPaKTHOH CHCTEME.

/ / AB. Kamesapos
L

H.B. Boaxaprok, 8(499)755-23-23, no6. 088-747
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®EJIEPAJIBHAS
PykoBoaAHTEISAM TeppUTOPHAIIBHBIX
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(PAC Poccun)
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Canosas Kyspunckas, 11
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Zzi/M Ne ,@/K)/,

Ha Ne et A

(J’r;pmeﬂeunn
~ passscaennit ®AC Poccrm

Cornacao nyskry 1 IlomoxeHus O denepanbHOH AHTHMOHOMOIBHON ciryXGe,
YTBEPXKIEHHOTO  NOCTaHOBJICHHEM [TpaBHTENbLCTBA Poccmiickoit ~ Penepauuy
or 30.06.2004 Ne 331 (manee — [Ilomoxenne O ®AC Poccuu), DenepansHasd
anTHMOHOMNONBHAs cnyk6a (PAC Poccun) ABiseTcA YIONHOMOYEHHBIM (enepalbHbIM
OpraHoM HCIIONHUTENBHOH BIacTH, ocylIecTBISOMMM  (QYHKIHK 11O NpHHSATHIO
HOPMAaTHBHEIX NPaBOBEIX aKTOB M KOHTPOMO 32 cobIoneHneEM aHTHMOHOIONIBHOIO
3aKOHOJIATeNLCTBA, 3aKOHOMATeBCTBA B cepe AeATeNbHOCTH CyOBEKTOB €CTECTBEHHBIX
MOHOIO/MH, B cdepe rocyaapCTBEHHOIo PeryiMpoBaHAs LCH (Tapu¢oB) Ha TOBAapHI
(yciIyrH), peKkiaMBl, KOHTPONIO 3a OCYIIECTBJIEHHEM MHOCTPaHHBIX WHBECTHLHH B
XO3SHiCTBEHHBIE OOIIECTBA, MMEIOIIME CTPATErM4ecKoe 3Ha4YeHHE A obecneyeHn s
060poHEI CTpaHbl M 6€30MacHOCTH TOCYAapCTEa, KoHTpomIO (Hang3opy) B chepe
_roCyAapcTBEHHOTO OGOpOHHOrO 3aka3a, B cepe 3aKymoK TOBapoB, paboT, ycayr A
obGecriedeHHs roCyJapCTBEHHBIX H MYHHIMIAILHBIX HYXI H B cdepe 3aKynoK TOBApOB
Ip;:i(;:éﬂzlc{zyr OTNENbHBIMA BHAAMH HIOPHAMYECKHMX JHI, a TaKkKe IO COFHaCOBaHHI(;

s 3aKphb
s i AKPEITHIX CNOCOGOB  ONpENENeHHs IOCTaBLIMKOB (IOnpAAYMKOB,
e 537 ;gggse;crnnn c myHkTamMH 5 M 9 4acTH 2 crarbi 23 @efepabHOro 3aKoHa

.07. o 135-03 «O 3ammTe KOHKYpeHUMH» (manee — 3akoH O 3alllHTe
koukypenuun) ®AC PoccHH oCylECTBIAET MOIHOMOYHA MO Jade pasbsCHEHHH IO
BOMpOCaM NPHMEHEHHS HM AaHTHMOHOIIONBLHOTO 3aKOHOAATENbCTBA, 06001IeHHI0 H
aHATA3y NPaKTHKH NPUMEHEHHs AHTHMOHOIOJBHOIO 3aKOHOAATENbCTBA, pa3paboTke

peKoOMeHJalui 10 ero NpUMEHEHHIO.
CornacHo nyukTy 4 ITonoxenus o ®AC Poccun PezepanbHas aHTAMOHONONBHAN

cln VIIT i pen P
y)KGa oc¢C €CTBJISIET CBOIO esaTelbHOCTh _HEMOCPEICTBEHHO M 4Yepe3 CBOH

TEPPUTO
TEPPUTOPHAJIBHBIC OPraHbl BO B3aWMOAEHCTBMH C APYTHMH denepanbHEIMH OpraHaMu
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MCIIONHUTENBHOM BJIACTH, OPraHAMM MCIIOJHUTENBHOH BIAcTH CyObexToB Poccuiickoit
®esrepalyu, OpraHaMy MECTHOT'O CaMOyIIpaBleH s, 00IeCTBEHHEIMH OObeIMHEHUAMH H
HHBIMH OpraHH3alHsAMH. §

PykoBonctsysce uanoxeHHoiM DAC Poccnu B memax (GOpMHpOBaHHUS eIHHOH
NpaBONPHMEHHUTENBLHON MPAaKTHKH aHTHMOHOIIOJIBHEIX OpraHoB, (enepajbHbIX OpraHOB
HCNIONHUTENBHOM  BJIACTH, OPraHOB TIOCYAapCTBEHHOM BIACTH M MECTHOIO
CaMOYIIpaBJIEHUA, TOCYOApCTBEHHBIX M MYHHLMIIANbHBIX 3aKa34MKOB HAalpaBisieT B
agpec XO3SNCTBYIOIIMX CyGBEKTOB, OpraHoB HCIOJIHHTEIbHOH BIIACTH CyObEKTOB
Poccuiickoii Denepaiuu, rocylapCTBEHHBIX M MYHHIMNAIBHBIX 3aKa34HKOB, a TaKXke
CBOMX TEpPPUTOPHAIBHBIX OPraHOB pa3biACHEHHS II0 BONpPOCY INPHUMEHCHHS
3aKOHOHATeNbCTBA, B TOM 4YHCIIE IO BOMpocaM (POPMHPOBAHHA HOKYMEHTALHH [UIS
3aKyTIOK JIEKApCTBEHHBIX NPENapaToB H METUIMHCKUX H3NEMHUH s TOCYNapCTBEHHBIX U
MYHHITUIIATBHBIX HYX].

VKkazaHHEIE pashsCHEHHsl Taloke MyOIMKyroTCs Ha o¢unuaisHoM caiite Q®AC

Poccuu B pasznene «Pa3zbiacHeHH» I HEONPEAETIEHHOrO Kpyra JIHIL.
®AC Poccum orMeuaer, 4YTO pa3bicHeHus, Hanpasisemsle DAC Poccuu,

ABNAIOTC] oduunanbHoi mosunmedt  PenepanpHol aHTHMOHONIONBHOW ClyXObl M
ABIAIOTCA _OOs3aTeNLHBIMH JUIA TIPUMEHEHHS TEPPUTOpHANbHBIMH opraHamu DAC
Poccuu.
Ha ocHOBaHHHM H3IOXEHHOTO PYKOBOAMTENSM TEPPHTOpHAIbHBIX opranoB MAC
Poccun HeoGxomuMo KOHTpOMMpPOBaTH HCHONHEHHE Beex pasbicHeHHid ®AC Poccuu u
npeceKaTe BOJIBHEIE TPaKTOBKH pazbsicHeHHH DAC Poccuu co CTOPOHBI COTPYOHHKOB
TeppUTOpHaANIbHEIX OpraHoB ®AC Poccuu.

B cny4ae Hanuums HeOGXOOMMOCTH B NOJNYYEHHH NOMONHATENLHBIX Pa3biCHEHHH
[0 BOMpOCaM KOHTPOJsA B cpepe 3aKyIOK JIeKapCTBEHHbIX IPENapaToB H MEIHULHMHCKHX
U3NeNHH U oGecredyeHns roCyNapCTBEHHEIX M MYHHIMOAIBHBEIX HYXJ HeoO6X0IuMo
obpamarscs B ®AC Poccum.

DPAC Poccuu NMOBTOPHO HaIpaBisET KOMHH PasbACHEHHH 110 BOIIpOCaM 3aKyIOK
JICKApCTBEHHBIX  MNpernaparoB W  MEOMUWHCKHUX H3dendi 1y obecredeHus

FOCYyNapCTBEHHBIX © MYHHULMIIAIBLHEIX HYXk A 3a nepuon 2010-2016 rr.

IMpunoxenue: xkomuu paszbsicHennii PAC Poccum no Bompocam 3aKyIOK
JICKApCTBEHHBIX MpenaparoB W MEOUUMHCKHX HW3NeTHi Js TrOCYJapCTBEHHBIX H

MyHHUMNATBHEIX HyX)a Ha {05 1. B 1 3ks.

N.1O. AprembeB

J.B. Bomxapiok,
8(499)755-23-23, no6. 088-747
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