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O ¢opmupoBanmH OKyMEHTAMH HA 3aKYIIKY
JIeKapCTBEHHEIX Npenaparos ¢ MHH
«Purykcumab», « Tpactysymaby»

OQefepanbHas  aHTHMOHONONBHAS  clyxba B  CBA3HM obpamieHusIMu
XO3SHCTBYIOIIUX CyOBEKTOB 10 BOIPOCY (OPMUPOBAHHS ayKIHOHHOI JOKYMEHTAIlMH Ha
3aKyNKy JICKapCTBEHHBIX IIPENapaToB C MEeXAyHapOAHBIMH HeNaTeHTOBAHHBIMHA
HaumeHoBaHUsMU (manee — MHH) «PuTykcumab» u «Tpacty3zymab» B momonHeHme K
pasbsacHenusaM PAC Poccun ot 23.12.2015 Ne AK/74354/15 coobmaer CIeayIoIIee.

3aKa3yuK IpH ONKCAaHWM B JOKYMEHTALMH O 3aKyIKe OOBEeKTa 3aKyNKH HOJDKEeH
PYKOBOACTBOBaTbCA  mojoxeHHsMH  DemepansHoro  3akoma ot 05.04.2013
Ne 44-®3 «O koHTpakTHOI cucTeme B cdepe 3aKymok ToBapoB, paboT, ycoyr mis
00eCreYeH:s] TOCyNapCTBEHHBIX H MyHULIMNAJBHBIX HYXO» (magee — 3akoH o
KOHTPAaKTHOH CHCTeMe), COrNIacHO MyHKTy | wacté 1 cratbu 33 KOTOPOTrO OIHCaHHe
00beKTa 3aKyNKH JOKHO HOCHTH OObEKTHBHBIN xapakrep. B onucanuum o6bekra
SaKyIKM  yKasblBAlOTCA  (QyHKUHOHANbHBIE, TEXHUYECKHE M  KA4eCTBEHHBIC
XapPaKTCPHCTHKH, SKCIUTyaTAallHOHHBIE XapaKTEPHCTUKA OOBEKTA 3aKynKu (mpu
HeoOxonuMocTH). B ommcanue o6bexTa 3aKyIIKH, B TOM YHCII€ HE JOJDKHBI BKJIOYATHCS
TpeOOBaHUs K ToBapaMm, MH(OPMALWH, paboTam, yciyram NpM YCIOBHH, YTO TaKHe
TpeOOBaHHS BJIEKYT 3a COGON OrpaHMYEHHe KOIHYEeCTBA YYaCTHHKOB 3aKyIKH, 3a
HCKIIIOYCHHEM CIIy4aeB, €CIIM HE UMEETCS JPYroro crnocoba, 06ecleynBaomero 6olee
TOHO® 1 HMETKOe ONHCaHHe XapaKTePUCTHK 06beKTa 3aKynkH. [Ipa 5ToM 06s3aTelbHbIM
YCTIOBUEM ABIACTCS BKIIOYCHHE B ONMMCAHHEe 00BEKTA 3aKYIKHU CIOB «HIHU 3KBUBAJICHT,
38 MCKIIOYCHMEM CIly4aeB HECOBMECTHMOCTH TOBapOB, Ha KOTOPBEIX pa3MeNIaroTcs
APYTH€ TOBapHBIC 3HAKH, U HEOOXONMMOCTH OGECNed4eHHs] B3aMMOICHCTBHS TAKHX
TOBapoB C TOBapaMH, HCIONB3YEMBIMH 3aKa34UKOM, a TAKXKe CIydacs 3aKyIOK 3allacHBIX
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JacTed M pacXONHBIX MaTepHaloOB K MalllUHaM H OGOpYIOBaHMIO, HCHONB3YEMBIM
3aKa34MKOM, B COOTBETCTBHH C TEXHUYECKOH NOKyMEHTAIMeil Ha yKa3aHHBIE MAIIMHBI U
obopymoBaHHue.

B coorBercTBUM ¢ myHkTOM 6 yactu 1 crareu 33 3akoHa o KOHTPaKTHOM CHCTEME,
ecii OOBEKTOM 3aKyIKM SBJIAIOTCS JICKApCTBEHHBIE CPEICTBA, JOKYMEHTAIHU O 3aKyIIKe
JOJDKHA colepaTh yKa3aHHE Ha MEXIyHapOAHble HelaTeHTOBaHHbIE HaWMEHOBaHHS
JIEKapCTBEHHBIX CPEACTB MJIM IPU OTCYTCTBUU TaKMX HAHMEHOBAHUN XUMHUYECKUE,
IPyNIIMPOBOYHbIE HAMMEHOBaHMS, €CIIH OOBEKTOM 3aKyNKH SBISIOTCS J€KapCTBEHHEIE
cpencTsa. 3aKa3vmMK MPH OCYINECTBICHUH 3aKyNKK JIEKAPCTBEHHEIX CPEJCTB, BXONAIIHUX B
[IEPEYCHb JIEKAPCTBEHHBIX CPENCTB, 3aKyIKa KOTOPEIX OCYIIECTBISETCI B COOTBETCTBHH C
UX TOPrOBRIMH HAWMMEHOBaHHAMM, a TakXKe IIPU OCYLIECTBIEHHH 3aKyIKH
JIEKapCTBEHHBIX IIPENapaToB B COOTBETCTBUU C IMMYHKTOM 7 4acTH 2 ctaThbd 83 3akoHa o
KOHTPaKTHOM CHCTEMe BIpaBe yKa3bIBaTh TOPTOBbIE HAUMEHOBAHHS STUX JIEKAPCTBEHHBIX
CPEICTB.

Kpome Toro, B coorBeTcTBUM cO cTarbeii 17 ®enepanbHOro 3akoHa ot 26.07.2006
Ne 135-@3 «O 3amuTe KOHKYpEeHLHH» (Hajee — 3aKoH O 3alllUTe KOHKYPEHIHH) npu
IIPOBEACHUH TOPIOB, 3alpoca KOTHPOBOK IIEH Ha TOBaphbl, 3ampoca IIpeaoXeHH
3arpellaTCs AeHCTBUS, KOTOPBIE NMPHBOAAT MIIM MOTYT NPHBECTH K HEMOMYLIECHHIO,
OrpaHUYCHHIO UM yCTPaHEHHIO KOHKYpeHUuH. IIpu 3ToM, eciu opraHusaTtopaMu TOpros,
3alpoca KOTHPOBOK, 3alpoca MPeIOKEHHA WM 3aKa3dMKaMH SBISIIOTCA (pelepalibHbIe
OpraHbl HCIONHUTENBPHON BNACTH, OpPraHbl HCIONHUTENHHONM BIAaCTH CyOBEKTOB
Poccuiickoit ®eneparum, oOprasel MeCTHOIO —CaMOYIpPaBIECHHS, roCyapCTBEHHbIE
BHEOIO/UKETHBIE (OH/IBI, @ TAKXKe [PU MPOBEIEHUH TOPIOB, 3aIpoca KOTUPOBOK, 3ampoca
OpEVIOKEHHH B Cllyyae 3aKylOK TOBapoB, paboT, ycayr miIs obecrmedeHus
TOCYAapCTBCHHbIX ¥ MYyHULUMIANBHBIX HYX]I 3alpelaeTcs He MOpenryCMOTPEHHOe
denepasbHBIMH  3aKOHAMHM WM MHBIMH HOpDMaTHBHBIMH MPaBOBEIMH  aKTaMU
OrpaHH4CHHE OCTYMa K y9aCTHIO B TOPrax, 3alpoce KOTHPOBOK, 3allpoce e I0KEeHHUI.

Bmecte ¢ TeM myHktom 7 wactu 2 cratem 83 3akoHa o KOHTPaKTHOW CHCTeMe
IIpEnyCMOTpEHA BO3MOXHOCTE OCYIIECTBIICHHS 3aKa34YMKOM 3aKyIIKH IIyTeM IIPOBEICHUS
3anpoca MNPENIOKEHHH JIeKapCTBEHHBIX IIPelaparoB, KOTOphle HEOOXODMMBI IS
Ha3HAICHUS IalMCHTY NPH HAJHYHH MEIMUHHCKHX NMOKA3aHHH (MHIAMBHAyaJbHas
HETIEPEHOCHMOCTD, 10 }XH3HEHHBIM MOKA3aHHSAM) IO PEIIeHHIO BpaueGHON KOMUCCHH,
KOTOpoe (UKCHpYeTCS B MEIMUMHCKHX JOKYMEHTaX NAlMeHTa H XXypHayle BpaueOHOi
xomuccuy. IlIpu sToM 06bem 3aKymaembix JeKapCTBEHHbIX NnpenaparoB He [J0JKeH
NpeBLIMIATE 00beM JIeKAPCTBEHHBIX NPENapaToB, HeoGXOAHMBIX MALUHEHTY B
TedeHHe cpoka jeuenus. Kpome Toro, mpu ocymecTBieHu 3aKymox Io yKa3aHHOMY
OCHOBaHHIO IIPEIMETOM OJHOIO KOHTPakTa Heé MOryT MIBJATHLCH JIEKAPCTBEHHbIE
npenapaTebl, He00X0AUMBIE /IS HA3HAYEHHS ABYM M GoJiee MamHEeHTaM. YKazaHHOE
PeLlIeHne BpaueOHOH KOMHUCCHH IOIDKHO PasMEIIaThCs OJHOBPEMEHHO ¢ 3aKTIOYeHHBIM
KOHTPakKTOM B pEECTpe KOHTPaKTOB, IIPEAYCMOTPEHHOM cTatbeir 103 3akoHa o
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KOHTPaKTHOH CHCTeMe, NMpHU ycIoBHH obecredeHus npeaycMoTpeHHoro denepaibHbIM
3akoHOM oT 27.07.2006 Ne 152-®@3 «O mepcoHalbHBIX [NaHHBIX» O00E3TUYNBAHUS
IIEPCOHANBHBIX TAHHBIX MAI[AEHTA.

Kpome Toro, mpu Hanmu4uu MEAMIIMHCKUX MOKa3aHWH U COONIONEHHM yKa3aHHBIX
BBIIIIE€ YCJIOBUH 3aKa34MK BIPaBE OCYIIECTBUTH 3aKyNKy Y €IMHCTBEHHOIO IOCTaBIIMKa
Ha OCHOBaHUU NyHKTa 28 yact 1 ctareu 93 3akoHa O KOHTPAKTHON CHCTEME HAa CyMMY,
He NPEBBIIIAIONIYIO IBECTU ThICSY pyOIeit.

@AC Poccun obpaiaer BHUMaHHe, YTO MEOWIIMHCKHE MOKa3aHUs TOJKHBI OBITH
yKa3aHbl B pELIEHUH BpadyeOHON KOMHUCCHH, KOTOpoe (DHUKCHpyeTCs B MEOMIIMHCKUX
JOKYMEHTax MalMeHTa U XKypHaie BpadeOHol komuccuu. UHble BUAbI NOATBEPKICHHSA
HAJIMYHMSA MEAUIHUHCKHUX [MOKA3aHUH Yy KOHKPETHBIX MALHEHTOB 3aKOHOM O
KOHTPAaKTHOH CHCTeMe He MPelyCMOTPEeHbI.

IIpu sTOoM pelieHuss BpayeOHBIX KOMHUCCUR JOJDKHBI OBITH OQOpMIIEHBI B
coorBeTcTBMM C IlopsigkoM co3maHuss W JeATENbHOCTH BpadyeOHOW KOMHUCCUHU
MEIUIMHCKOW OpraHM3aliy, yTBEpXKAECHHBIM IpuKa3oM MuHznpascoupa3Butus Poccun
o1 05.05.2012 Ne 502n (mamee — Ilopsmox), W pa3MemiaTbCss ONAHOBPEMEHHO C
3aKJIIOYEHHBIM KOHTPAaKTOM B pEEeCTpe KOHTPAKTOB, MPEIyCMOTpEeHHOM crtarbei 103
3aKkOHa O KOHTPaKTHOH CHCTeMe, MpPH YCIOBHHM OOECIeYeHHs] MPeLyCMOTPEHHOIO
QenepanpHpiM  3ak0HOM 0T 27.07.2006 Ne 152-@3 «O mepcoOHAIBHBIX JTaHHBIX)
06e3MMYMBaHUs NePCOHATBHBIX JaHHBIX MAl[HEHTA.

Ha ocnHoBanmu mnpoBeneHHoro B 2015 romy wHccliemoBaHHS TOBapHBIX DPHIHKOB
nekapcTtBeHHBIX mnpenapatoB ¢ MHH «Putykcumaby u MHH «Tpactyzymaby DAC
Poccun wm3maHel paswicHeHus ot 23.12.2015 Ne AK/74354/15 «O 3akymkax
JeKapCTBeHHBIX mpenaparoB, uMmeromux MHH «Putykcumab» u «Tpactyzymab», B
KOTOPBIX YKa3aHO, YTO IPUMEHEHHUE JIeKapCTBEeHHBIX npenapatoB ¢ MHH «Putykcumaby
B JIEKQpPCTBEHHBIX (popMax «pacTBOp ISl MOAKOXHOTO BBENEHHS», «KOHIIEHTPAT IJIs
IIPUTOTOBJIEHUSI PAacTBOpa I HH(GY3Ui» BO3MOXHO Ha OJHOW TIpYIIE MAlMEHTOB C
IIOKa3aHUSIMH K ITPMMEHEHHIO «HEXOIKKUHCKass JuMdpoMa» C JOCTHIKEHHEM
OIMHAKOBOTO TepameBTHYECKOro 3(dekra, HaymHAs CO BTOPOrO IHUKJIA BBEIECHHS
npenapata. Takke B paMmkKax BbllleykaszaHHbIX uccienoBanuii DOAC Poccunm
YCTaHOBJIEHO, 4YTO BO3MOXHO IIpUMEHEHHE JIEKapCTBEHHBIX mpemnaparoB ¢ MHH
«Tpacty3symab» B JEeKapCTBEHHBIX (OpMax «pacTBOp IJisi IOAKOXKHOTO BBEICHHSY,
«IMOQUIM3AT I NPUTOTOBJIECHMS KOHLEHTpara Uil NPUIOTOBIEHHS pPacTBOpa I
MH(Y31i» Ha ONHOH IpyIIIe MAlMEeHTOB C MOKA3aHUAMH K IIPEMEHEHHIO «PaK MOJIOYHON
JKeNe3bl (METacTaTMYeCKHi pak MOJOYHOM JKENe3bl C OMyXOJeBOH THMIEpIKCIIpecCHeit
HER2, panHue cramuum paka MOJIOYHOM XeJe3bl C OIyXOJI€BOH THIEP3KCIpecCHel
HER?2)» ¢ noctmxeHneM ofMHaKOBOIO TEPANEBTHIECKOro 3¢ deKTa.

®AC Poccum oTMeuaeT, 4TO IOKa3aHHs K IPUMEHEHHIO JIEKapPCTBEHHBIX
npenaparoB ¢ MHH «Putykcumab» B nekapcTBeHHbIX (opMax «pacTBOp MAJs
IIOJKOXXHOT'O BBEACHHUS», «KOHIEHTPAT IJs NPUTOTOBIECHUS pacTBOpa IJI MHQY3UH» B
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paMKax 3a0601eBaHUsI «HEXOMKKUHCKAs TUMGPOMay» ABIISIOTCS MOJHOCTLIO HIECHTHYHEIMH.
ITokasaHuss K NpPHMEHEHMIO JeKapCcTBeHHbIX mpemapatoB ¢ MHH «Tpactysyma6» B
JIEKapCTBEHHBIX (opMax «pacTBOp MJisi HMOAKOXXHOTO BBENEHHS», «IHO(DUIN3AT I
NIPUTOTOBJICHUA KOHIEHTpara I IPUIOTOBJICHUS pacTBopa s MH(QY3Hi» B paMKax
3ab0MeBaHUs «paK MOJIOYHOM Keyie3bl (METaCTaTHYECKMH pPaK MOJIOYHOM IKeNe3bl C
omyxonieBoit runepakcnpeccued HER2, panHue cragum paka MOJIOYHOM IKele3bl C
omyxoJeBoi runepakcnpeccueid HER2)» Takke sSBIASIOTCS MOJHOCTBIO HAEHTHYHEIMU.

JlekapcrBennbie mnpemapatel ¢ MHH «Purykcuma6», «Tpacrysymaé» B
JeKapCcTBeHHO#H ¢hopme «pacTBOp AJIA MNOAKOXKHOIO BBeJEHHS» HE COTEPKAT
CNeHAJTH3HPOBAHHBIX MEIMUHHCKHMX IOKAa3aHMH, B TOM 4YHC/I€ CBSI3aHHBIX C
3a00/ieBaHHsIMH  NepHdepHYecKHX BeH, sBJAeHUAMH ¢uieGuTa M JPYyrHMH
BC€HO3HBIMH 0CJIO}KHEHHUSIMH, BbI3BAHHBIMH NPOBOAMMON XHMHOTepaNHUeii.

IlpuMeHeHne JIeKapCTBEHHBIX MpENaparoB MO MOKA3aHUSAM K [PUMEHEHMIO, HE
YKa3aHHbIM B HHCTPYKIHSAX [0 MEIUIHUHCKOMY INPUMEHEHHIO, BO3MOXHO TOJIEKO B
paMKax KIMHUYECKMX HCCIE€JOBaHUM, INPOBOAMMBIX pa3pabOTYMKOM JI€KapCTBEHHBIX
Mpenaparos, o06pa3oBaTeNbHOM OpraHu3aluen, Hay4YHO-UCCIIEN0BATEIbCKOM
OpraHu3alueil B IOpsAKe, MPeIyCMOTPEHHOM 3aKOHONATENLCTBOM PoccHiicKoi
Qenepaunu. WHblE Cclydad NpUMEHEHHs JIEKAPCTBEHHBIX IIPENapaToB BHE PaMOK
MEIUIMHCKUX TIOKa3aHW#, YKa3aHHBIX B 3apErHCTPUPOBAaHHBIX MHCTPYKIHUAX IIO
MEIUIMHCKOMY TIPHMEHEHHMIO, 3aKOHOHaTeabCTBOM Poccuiickoit ®Demepanud He
IPEAYCMOTPEHBI U MOT'YT HECTH YIpO3Y XKU3HHU H 3M0POBBIO MAI[HEHTOB.

TakiuM 06pasoM, ¢ y4eTOM OTCYTCTBUS CIIENHANM3UPOBAHHBIX IIOKA3aHHM ISt
NallieHTOB C 3a00/NeBaHMAMHM BEH, a TaKXKe peIleHHH BpauyeOHBIX KOMHCCHIA,
ObOPMIICHHEIX B COOTBETCTBHH ¢ IlOpsiakoM, OOBACHEHHS TOCYJapCTBEHHBIX M
MYHUIMNAIBHBIX  33Ka3YMKOB 3aKyIKH JIEKapCTBEHHBIX mpemapatoB ¢ MHH
«Putykcumaby», «TpacTysymab» B ompeneseHHOM JiekapCTBEHHOH (opme «pacTBOp AJis
IIOAKOXXHOTO BBENCHUSN» MEIUIMHCKMMHM IIOKa3aHUSMH KOHKPETHBIX IALMEHTOB HE
COOTBETCTBYIOT [aHHBIM, CONEPKAlIMMCA B PpETHUCTPAlMOHHBIX JOChE yKa3aHHBIX
JIEKapCTBEHHBIX IIpenaparos.

Hononuurentno ®AC  Poccum coofliaer, 4YTo B Cilydae IpPUMEHEHHUS
JIEKapCTBEHHBIX ~ IIPENapaToB IO HMHBIM  IOKa3aHUSAM, He MPedyCMOTPEHHBIM
HHCTPYKIHMAMH II0 MEIWLIMHCKOMY IIPUMEHEHHMIO, a TaKXe IOSBICHUS IMOOOYHEBIX
ACHCTBHM, HE yKa3aHHBIX B HMHCTPYKUMAX 1O MEIHUIMHCKOMY IIPUMEHEHHIO
NekapcTBeHHBIX npenapatoB ¢ MHH «Putykcumaby, «Tpactysymab», B TOM YHCie
KacaromuXcs 3ab0IeBaHui BeH, X03AHCTBYIOIMM CyOheKTaM HeoOGXOMMMO 06palaTscs B
PocsnpaBHanzop B pamkax IpoBogMMOro UM (apMakoHaL30pa.

®AC Poccuu noBTOpHO 06pallaeT BHUMaHHE PYKOBOLHTEINEH TEPPUTOPHAIBHEBIX
opranoB ®AC Poccum Ha mnopyuenue pykopomurens ®AC Poccum or 26.08.2016
Ne IA/58910/16, B COOTBETCTBHM C KOTOPHIM pasbSCHEHHS, Hamnpabiisiemble DAC
Poccun, sBnsrorcs opunuansHoi nosunuein denepansHoil aHTHMOHOIOIBHOM CILYXOBI U

MNTTIINAACTN



SBJISIIOTCSL OOsI3aTENIbHBIMU JJIsl TpUMEHEeHHs TeppuTopHalbHbIMU opraHamMu ©OAC
Poccun, a pykoBonutensam teppuropuanbHbix opranoB ®AC Poccun HE0O6X0IUMO CTpOro
KOHTpOJIMpOBaTh HCHoNMHeHHe Bcex pasbsicHeHud MAC Poccum u mpecekaTrh BOJIbHBIE

TpakTOoBKU pa3bsicHeHHid DPAC Poccuu co CTOpPOHBI COTPYOHUKOB TEPPUTOpPUATIBHBIX
opranoB ®AC Poccumn.

N.1O. AprembeB
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