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O ¢opmupoBaHuH JOKYMEHTALMH HA 3aKYIIKY
JIEKapCTBEHHEIX npenaparos ¢ MHH
«Putykcumaby», « Tpactyzymat»

QeniepanbHasd  aHTHMOHONONBHAA — clyxba B  CBI3H ¢ obparieHHsIMH
XO3SHCTBYIOLIUX CYOBEKTOB 10 BOIPOCY (POPMUPOBAHHS ayKIIMOHHOW JOKYMEHTAaIlHH Ha
3aKyNmKy JICKapCTBEHHBIX TPENaparoB ¢ MEXKAYHApPOAHBIMH HEHaTeHTOBaHHBIMH
HauMmeHoBaHHsME (nanee — MHH) «Putykcumaby» u «Tpacty3ymab» B momonHeHue K
pasbscHeHuAM PAC Poccum or 23.12.2015 Ne AK/74354/15 coobmaer cleaymrIee.

3aKa3yuK NpH ONHCAHWH B JOKYMEHTALHH O 3aKylKe 00OBEKTa 3aKYIKH IOIKEeH
PYKOBO/CTBOBaTECs ~ nonokeHUAMH  DemepanbHoro  3akoma ot 05.04.2013
Ne 44-®3 «O KoHTpakTHOH CHCTeMe B cdepe 3aKymok TOBapoB, paboT, ycoyr mis
obecreyeHHss roCyIapcTBEHHBIX M MYHHUMOANBHBIX HYXI» (malee — 3akoH o
KOHTPaKTHOH CHCTeMe), COrTacHO NMyHKTY | wact 1 crate 33 KOTOPOIo OIHMCaHHE
00beKTa 3aKYNKH [OMKHO HOCHTb OOGBEKTHBHBIM xapaktep. B omucanuu o6bekTa
3aKYNKH  YKaselBAIOTCA  (yHKUHMOHANbHBIE, TeXHAYECKHE M  KaYeCTBEHHEIE
XapaKTCPUCTHKH, SKCIUTyaTalHOHHBIE XapaKTEPHCTUKH OObeKTa 3aKyNKH  (mpu
HeobxomumocTH). B onucanue obbekTa 3aKyIIKH, B TOM YHCII€ HE NOJLKHBI BKITIOYATHCS
TpeOOBaHMs K TOBapaM, MH(BOPMALHH, paboram, ycmyraM NpH yCIIOBHH, YTO TaKHe
TpeOOBaHHA BIEKYT 3a cOGOH OrpaHHuYeHHE KOTHUECTBA YYacCTHMKOB 3aKyNKH, 3a
HCKIIOYEHUEM CIIy<aeB, €CIIH He MMEETCs JIPYroro cnocoba, obecneunBaromero 6ojee
TOYHOE M H€TKOe OIMCAHME XapaKTEPHCTHK 06beKTa 3akynku. [Tpy sToM 0653aTe IbHBIM
YCIOBUEM SABIISETCA BKIIIOYEHHE B OMHCAHHE OOBEKTA 3aKYIIKU CIIOB «MJIH SKBHUBAJIEHT),
38 MCKIIOYCHHEM CIy4aeB HECOBMECTHMOCTH TOBApOB, Ha KOTOPBIX pazMeIalTcs
ApPYTH€ TOBAapHBIE 3HAKH, W HEOOXONMMOCTH OGECTIeYEHHS B3aMMONCHCTBHS TaKUX
TOBAPOB C TOBApaMH, HCMOMb3yeMbIMH 3aKa34HKOM, a TAaKIKE CIy4aeB 3aKYIOK 3alacHbIX
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HacTeH M pacXO[HBIX MaTepHalOoB K MallMHAM M OOOpYIOBAHHIO, HCIOIb3yEMbIM
3aKa34YHKOM, B COOTBETCTBHH C TEXHMYECKOH NOKYMEHTAIHeH Ha yKa3aHHEIE MAalUHMHBI H
obopynoaHue.

B cootsercTBHE ¢ myHKTOM 6 YacTu | cTathu 33 3akoHa O KOHTPAKTHOMN CHCTEME,
ecii OOBbEKTOM 3aKyNKM SBJISIOTCS JIeKapCTBEHHEBIE CPEACTBA, JOKYMEHTALMs O 3aKyIKe
JOJKHA COHepKaTh yKa3aHHE Ha MEXIyHapoIHBIE HENATEeHTOBAaHHblE HAaHMEHOBAHHs
JIEKapCTBEHHBIX CPEACTB HIIM IPM OTCYTCTBHHM TaKUX HAUMEHOBAHHMH XHMHYECKHE,
IPYNIHPOBOYHbIE HAMMEHOBAHHS, €CIH OOBEKTOM 3aKYNKH SBISIOTCS JIEKAPCTBEHHBIE
cpencTBa. 3aKa3yMK IPH OCYIIECTBICHHH 3aKYIKH JIEKAPCTBEHHBIX CPEICTB, BXOASAIIHUX B
NepeYeHb JIEKAPCTBEHHBIX CPEJICTB, 3aKyTKAa KOTOPBIX OCYLIECTBIISIETCS B COOTBETCTBHH C
UX TOPrOBBIMH HaHMEHOBAHHAMM, a TakKKe [pPH OCYIIECTBIEHHHM 3aKyNKH
JIEKapCTBEHHBIX MpenapaToB B COOTBETCTBUH C MYHKTOM 7 YacTd 2 crathd 83 3akoHa o
KOHTPaKTHOH CHCTEME BIIpaBe YKa3BIBAaTh TOPTOBbIe HAHMEHOBAHHA STHX JIEKAPCTBEHHBIX
CPEICTB.

Kpome Toro, B coorBeTcTBHH €O cTatheil 17 ®enepanbHoro 3akoHa ot 26.07.2006
Ne 135-®3 «O 3ammTe KOHKYpeHIHH» (Halee — 3aKoH O 3alIUTe KOHKYPEHIHH) IIPH
NIPOBEICHAHM TOPIrOB, 3alpoca KOTHPOBOK LEH Ha TOBaphl, 3alpoca IMpelIoKeHHH
3a0peIaloTCsl ISHCTBHA, KOTOPBIE NPHBOAAT WJH MOIYT NPHBECTH K HENOMYINEHHIO,
OTrpaHHYCHHUIO UJIH yCTPAHEHHUIO KOHKYpeHIMH. [IpH 5ToM, ecii opraHu3aTtopamu TOpros,
3almpoca KOTHPOBOK, 3anpoca MPefIoKeHHH WM 3aKa3yHKaMU ABISIOTCS (elepanbHbie
OpraHbl HCIOJHHTEIbHOH BJACTH, OpraHbl HCIONHHTENBHOHW BJIACTH CyOBLEKTOB
Poccuiickolt ®enepannn, OpraHbl MECTHOTO CaMOYIIpABJIEHHS, rOCyJapCTBEHHBIE
BHEOIODKETHBIE (OHIIBI, a TaloKe [IPK [POBEIEHHH TOPIOB, 3aIPOCa KOTHPOBOK, 3ampoca
OpEATOXKEHUI B  Clly4ae 3aKyloK TOBapoB, paboT, ycIyr s obecrnedyeHus
TOCYNapCTBEHHbIX M MYHHIMOANBHBIX HYXI 3anpelaeTcsi He NpeLyCMOTPEHHOE
befepallbHBIMA ~ 3aKOHAMM WM HHEIMH  HOPMATHBHBIMH [IPABOBBIMH  aKTaMH
OrpaHMYEeHHE NOCTyNA K y4aCTHIO B TOprax, 3alpoce KOTHPOBOK, 3alpoce MPelIoKeHH .

Bmecte ¢ Tem nmyHkrom 7 yactd 2 crathu 83 3akoHa o KOHTPAaKTHOH CHCTeMe
[Ip€IlyCMOTPEHA BO3MOXHOCTh OCYIIECTBIICHHS 3aKA34MKOM 3aKYIKH I1yTeM MPOBEJCHU
3allpoca NPEMNOKEHWH JIEKAPCTBEHHBIX TNPENapaToB, KOTOPhIE HEOOXOOUMEI i
HA3HAICHUA NalHUCHTY MPH HAJMHYHH MeJHMUMHCKHX NOKa3aHHil (MHIMBHIYa/IbHAs
HEMEPEHOCHMOCTD, M0 JKH3HCHHBIM NOKA3AHHAM) 110 PEIICHHIO BpayeOHOH KOMUCCHH,
KOTOpOe (UKCHPYeTCS B MEIMUMHCKMX NOKYMEHTaX MALMEeHTa H KypHajle BpadeOHOIH
koMHCCHH. IIpu 5ToM 00bem 3aKynmaembIX JieKapCTBEHHBIX NnpenapaTroB He J0JIKeH
NpeBbLIMATL 00beéM JIeKADCTBEHHBIX INPENapaToB, HeOOXOXMMbIX NalHeHTy B
Tedenue cpoka jedenus. Kpome Toro, npu ocymecTBIeHHH 3aKyNOK MO yKa3aHHOMY
OCHOBAaHHMIO NPEAMETOM OJHOIO KOHTPakTa HE MOrYT HBJIATHCH JeKapCTBEHHbIE
npenaparel, Heo0XoAUMBIE /ISl HA3HAYEHHUS JBYM M Gojlee MamMeHTaM. YKa3aHHOE
pelieHre BpaqeOHOH KOMHCCHM [OMKHO PasMEIaThCs OJHOBPEMEHHO C 3aKIIOYEHHBIM
KOHTPaKTOM B DEECTpe KOHTPAaKTOB, IpeJyCMOTPeHHOM cTatke 103 3akona o
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KOHTPaKTHOH CHCTeMe, NpH YCIIOBHH obecriedeHus npeaycMoTpeHHoro denepanbHBIM
3akoHOM oT 27.07.2006 Ne 152-®3 «O mnepcOHaNbHBIX JaHHBIX» 003 THYHBaHUS
NIePCOHAJIBHBIX JAHHBIX MAIlHeHTA.

Kpome Toro, mpu Halu4uu MEIULMHCKUX MOKa3aHUH M COOMIONEHHMH yKa3aHHBIX
BHIILIE YCIIOBHMH 3aKa3udK BIpaBe OCYLIECTBUTh 3aKYNKY Y €IMHCTBEHHOIrO MOCTaBIIHKA
Ha oCHOBaHHMH NyHKTa 28 dactu | ctaten 93 3akoHa 0 KOHTPAKTHOH CHCTEME Ha CyMMY,
HE [IPEBLILIAIOLLYIO IBECTH THICAY pyOsiei.

®AC Poccuu oOpamiaeT BHUMaHWe, YTO MEHIIMHCKHE MOKa3aHUS JOMKHBI OBITH
yKa3aHbl B peNIeHHH BpadyeOHOH KOMHCCHH, KOTOpoe (GHUKCHpPyeTCs B MEIMIHMHCKHX
JOKYMEHTax MalKMeHTa U KypHaie BpauebHoH komuccud. WHble BHABI NOATBEPKICHHS
HAJIHYHMS MEAHLUHHCKHMX MOKa3aHHH Yy KOHKPETHbIX MNalHEeHTOB 3aKOHOM O
KOHTPAKTHOMH cHCTeMe He MpeJyCMOTPEHbI.

IIpy 3TOM pelieHus BpayeOHBIX KOMHCCHH JOJDKHBI OBITH OGOpPMIIEHBI B
coorBeTcTBUH ¢ [lopsaakoM co3maHus H  JIeATENbHOCTH BpadeOHOW KOMHCCHH
MEIHMLHHCKON OpraHusaluu, yTBEpXKACHHBIM IIpHKa3oM MuH3IpaBconpa3BuTH Poccnn
or 05.05.2012 Ne 5028 (pmanee — Ilopsamok), ¥ pa3MelaTbCs ONHOBPEMEHHO C
3aKJIFIOYEHHBIM KOHTPAakTOM B peecTpe KOHTpPaKTOB, IpeAycMOTpeHHOM crarbed 103
3akoHa O KOHTPaKTHOH CHCTeMe, NpPH YCIOBHH OOECIeYeHHsA MpPeayCMOTPEHHOIO
DenepanpHeIM  3ak0HOM OT 27.07.2006 Ne 152-®3 «QO mepcoOHABHBIX JAHHBIX»
00e3TMYKBaHus IEPCOHANBHBIX JAHHBIX MAAEHTA.

Ha ocHoBanuu mnposeneHHoro B 2015 romy HccliefoBaHHs TOBAapHEIX PHIHKOB
nexkapcTBeHHEIX mnpenaparoB ¢ MHH «Putykcumaby u MHH «Tpactyzymab» ®AC
Poccun wu3maHel paswbicHeHHs ot 23.12.2015 Ne AK/74354/15 «O 3akymkax
JIEKapCTBEHHBIX mpenaparoB, uMmeromux MHH «Putykcumab» u «Tpactysymab», B
KOTOPBIX YKa3aHO, YTO IIPUMEHEeHHe JieKapCTBeHHBIX npenaparoB ¢ MHH «Purtykcuma6y»
B JIEKapCTBEHHBIX (OpMax «pacTBOp M INOAKOXHOIO BBENEHHN», «KOHIEHTPAT MIJIs
TIPHTOTOBJIEHHs] PacTBOpa I HH(QY3Hit» BOMOXHO HA ONHOH TIpyIIe NALHEHTOB C
NOKa3aHHSMH K MNPHUMEHEHHI0 «HEXOKKHHCKasd JHM¢poMa» ¢ JOCTHXKEHHEM
OIMHAKOBOTO TepaleBTUYeCKOoro 3¢QekTa, HayWHasd CO BTOPOTO I[HKIA BBEJICHHUS
npemapara. Takke B pamkax BbllleykazaHHbIX —wuccienoBanuii. ®AC  Poccum
YCTaHOBJIEHO, 4YTO BO3MOXHO TIpPHMEHEHHME JIeKapCTBEHHBIX mpemaparoB ¢ MHH
«TpacTysymab» B &ekapCcTBEeHHBIX ()OpMAax «pacTBOp MAJNA TIOJKOKHOIO BBEIEHHS,
«IHOQUIM3AT JIA TPUTOTOBNICHHS KOHLEHTpAara Ui NPHTOTOBIEHHA pacTBOpa A
HHQY3Ui» Ha OJ[HOM IpyNIe NAalKeHTOB C MOKA3aHHSAMH K MPHMEHEHHIO «PaK MOJIOYHOH
JKeJe3bl (MeTacTaTHYeCKHil paK MOIIOYHOH JKENE3bl C OMyXOJIEBOH IMIep3KcIpeccHeit
HER2, pannue cTagmy paka MOJIOYHOM »elle3bl C ONyX0JIeBOM TIMIIEp3KCIpeccHeit
HER2)» ¢ mocTukeHHeM OTHHAKOBOTO TepareBTHYECKOro 3(dheKTa.

®AC PoccHM OTMeYaeT, YTO TMOKa3aHHAd K [PUMEHEHHIO JIEKAPCTBEHHBIX
npenapatoB ¢ MHH «Putykcumab» B nexapcTBeHHBIX (opMax «pacTBOp s
MOJKOXHOTO BBEACHMS», «KOHLEHTPAT U NPHTOTOBIIEHUs pacTBOpa A MHOQY3ui» B

M1T7.272447 7



4

paMKax 3a0o/eBaHNs «HEXOMKKUHCKas JTMM(OMa» ABIAIOTCA MOTHOCTBIO HACHTHYHBIMH.
ITokazanusi K NMPUMEHEHHIO JieKapCTBeHHBIX mnpenaparoB ¢ MHH «Tpactysymab» B
JIEKapCTBEHHBIX (OpMax «pacTBOp MJs IOAKOXKHOTO BBEIEHHS», «ITHOMDHIM3AT I
NPUTOTOBJIEHHS KOHIIEHTpaTa Ul IPUIOTOBIEHUS pacTBOpa Iuid MHQY3HH» B pamKax
3ab0JIeBaHyUs «paK MOJIOYHOH »eie3bl (MeTacTarH4eCKHH pak MOJIOYHOM IKEeNEe3bl C
onyxoneBor rumepskcinpeccueii HER2, panHue craguu paka MOJIOYHOM IKeNe3bl ¢
omyxoJeBoii runepakcnpeccueii HER2)» Takke ABIAIOTCS MOTHOCTEIO HIEHTHUHBIMH.

JlexapcTeennbie npemapatei ¢ MHH «Purykcumad», «TpacrysymaG» B
JeKapcTBeHHO#H ¢opme «pacTBOp A MOJKOKHOIO BBEJEHHM» He COAepKaT
CTIEUHATHIHPOBAHHBLIX MEJHUHMHCKHX MOKa3aHHH, B TOM YHCJIE CBA3aHHBLIX C
3a001eBanuAMH  nepHepHYECKHX BeH, HBJEHHAMH (ae0HTa M APYrHMH
BeHO3HBIMH OC/IO)KHEHHSMH, BbI3BAHHBLIMH NPOBOIHMOI XHMHOTEpaNHeii.

[IpuMeHenre JieKapCTBEHHBIX IIPENapaToB MO MOKa3aHWAM K NIPUMEHEHHIO, He
YKa3aHHBIM B HHCTPYKUHUSAX IO MEAMIIMHCKOMY NpPHMEHEHHIO, BO3MOXHO TOJBKO B
paMKax KIHHHYECKHX MCCIE€JOBaHHH, MPOBOAMMBIX pa3pabOTYMKOM JIEKAPCTBEHHBIX
Ipenaparos, obpa3oBaTebHOR OpraHu3anue, Hay4YHO-HCCIIeN0BaTeNbCKOH
OpraHu3alMed B IOpAJKe, MPEAYCMOTPEHHOM 3aKOHONATENLCTBOM PoccHiickoi
Qenepauun. HHble cnydyan NpHMEHEHHS JIEKAPCTBEHHBIX MPENApaToB BHE PaMOK
MEIHIHHCKHX [OKa3aHHWH, YKa3aHHBIX B 3apErHCTPUPOBAHHBIX HHCTPYKIHUAX 110
MEIMIMHCKOMY TIPHMEHEHHIO, 3aKOHOJAaTeNbCTBOM Poccumiickoii @epepauuud He
NPEAYCMOTPEHBI U MOTYT HECTH YI'PO3Y XKHU3HH H 310POBbIO NALIMEHTOB,

Takum o06pa3oM, ¢ y4eTOM OTCYTCTBHS CHENHAIM3MPOBAHHBLIX IOKA3aHHH s
ManWeHTOB C 3a0o0jieBaHMsAMM BEH, a TakKXe pelleHMd BpauyeGHBIX KOMHCCHIA,
OQOPMJIEHHBIX B COOTBETCTBHHM ¢ IlopsakoM, OOBACHEHHS TOCYIapCTBEHHBIX H
MYHHLIHNQIBPHBIX ~ 3aKa3YMKOB 3aKyNKH JIEKapCTBEHHbIX TpemaparoB ¢ MHH
«Putykcnmabd», «TpacTysymaby» B Onpe/eneHHOMH JeKapcTBEHHOH GopMe «pacTBOp A
IIONKOXXHOTO BBEJCHUSA» MEAHUHMHCKHMH II0Ka3aHHAMH KOHKDETHBIX MAlMEHTOB HE
COOTBETCTBYIOT [JAHHEIM, CONCPKAIMMCA B PETMCTPALMOHHBIX [JOChE YKa3aHHBIX
JIEKapCTBEHHBIX MIpenaparos.

HMononautensio OAC Poccum  coobmiaer, 410 B cliyyae IpUMEHEHHUs
JICKapCTBCHHLIX TPENapaToB IO HWHBIM  IIOKAa3aHHAM, HE [PENyCMOTPEHHbBIM
HHCTPYKUHUSMH II0 MENHIHHCKOMY IIPUMEHEHHIO, a TaKKe IOSBICHHS MTO0OO0YHEIX
JICHCTBHH, He YKa3aHHbIX B MHCTPYKUHAX 1O MEIHIHHCKOMY IIPHMEHEHHIO
JeKkapcTBeHHbIX npenapatoB ¢ MHH «Putykcumab», «TpacTy3symab», B ToM dYHCIe
Kacalomumxcs 3aboneBanuii BeH, X03aHCTBYIOIAM Cy6beKTaM HeoGX0IuMo 06pamaTses B
Poc3snpaBranzop B paMKax IpoBOAMMOro UM (apMaKkoHaI30pa.

®AC Poccruu moBTOpHO 00pamiaeT BHUMaHHE PYyKOBOXHUTENEH TePPUTOPHATIBHEIX
opranoB PAC Poccum Ha mopydenue pykoBoautenss ®AC Poccum or 26.08.2016
Ne IA/58910/16, B COOTBETCTBMM C KOTODBIM pa3bSCHEHHS, HanpaBisieMble DAC
Poccuu, sBnstores odunmuanbHol no3unueit DenepanbHON aHTHMOHOIIONLHOM CIIYKOEBI M
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ABJIAIOTCS  OOA3ATENBbHBIMH Ui TpPHMEHEHHS TeppUTOpHanbHBIMH opraHamu ©DAC
Poccuu, a pykoBoaurtensm teppuropaansHbix opraHoB ®AC Poccun Heobxomumo cTporo
KOHTpOIIMPOBaThk MCIONHEeHHEe BceX pazbicHeHHii ®AC Poccuu M mpecekaTbh BOJBHBIE

TpakToBKH pasbsicHeHuid ®AC Poccuu €O CTOpOHBI COTPYAHMKOB TEPPUTOPHUAIBHBIX
opranoB ®AC Poccum.

N.IO. ApreMbeB

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