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O ¢opMmupoBaHMH [JOKYMEHTAIlHH Ha
3aKyIIKy JICKapCTBEHHBIX IIpEIaparoB C
MHH «Apamamymat» Munznpas Poccuu (amst ceeieHus)

PaxmaHoBcku#t nep., 1. 3,
I. Mocksa, I'CI1-4, 127994

@ejiepanbHas aHTHMOHOIIONBHAS CIyX0a B paMKax KOMIIETEHIHH pPaccMOTpela
obpauenre 3A0 «BUOKA/l» ot 26.12.2018 Ne B-3110-2018 o Bompocy pa3bsCHEHHS
IopsiKa TIpUMEHEHHs IocTaHoBleHHA IIpaBurensctBa Poccuiickoit @Depmeparuu
ot 15.11.2017 Ne 1380 «O6 0coGeHHOCTSAX ONMUCAHUS JIEKAPCTBEHHEIX IIPENApaToB IJls
MEIULMHCKOIO MPHUMEHEHUS, SABISIOIIKUXCA OOBEKTOM 3aKyNKH Jid o0ecredyeHHd
rOCYIapCTBEHHBIX ¥ MYHMIMIAIBHBIX HYXI» (mamee — Ilocranosienne, OcobeHHOCTH
ONMCaHUs JIEKAPCTBEHHBIX IPENapaTtoB) NpH (GOPMUPOBAHHH JOKYMEHTAITHH O 3aKYIIKe
JUIE TOCYNapCTBEHHBIX W MYHHIMIAIBHBIX HYXI JIEKAPCTBEHHEBIX ITpenaparoB ¢
MEXAYHapOOHBIM HENaTeHTOBaHHBIM HaMMeHoBaHueM (nanee — MHH) «Ananuvymaby
B JIGKapCTBEHHOW (oOpMe «pacTBOp [UIs IIOAKOXKHOIO BBEIEHHA» B JO3MPOBKAX
40 mr/0,4 mi, 40 mr/0,8 Mt 1 cooBInaeT cienayromiee.

B coorsetcTBuH co cratseit 17 DenepansHoro 3akoHa ot 26.07.2006 Ne 135-03
«O 3amuTe KOHKYPEHIMW» (Ianee — 3aKOH O 3alliTe KOHKYPEHIWM) IPH HNPOBEASHHUH
TOProB, 3alpoca KOTHPOBOK II€H Ha TOBaphl, 3ampoca IpeNIOKEHUH 3ampelarTcs
AEHCTBUsI, KOTOPBIE TIPUBOAAT MIIM MOTYT IPHBECTH K HEOIYLIEHHUIO, OTPAHHYEHHUIO M
YCTpaHEHUIO KOHKypeHuuu. Ilpu sTOM, ecnu opraHu3aropamu TOpProB, 3alpoca
KOTHPOBOK, 3aIpoca NPeIOKEHHH UM 3aKa3dHKaMHU SBISIOTCS (enepajbHble OpraHbl
MCTIONTHUTEIBHOH BJIaCTH, OpraHbl HCIIONHUTENBHOH BIACTH CyOBEKTOB Poccuiickoi
Denepanuy, OpraHel MECTHOTO CaMOYIIPABICHHs, [OCYNapCTBEHHBIE BHEOHOIKETHBIC
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2019-25286(9)

166111



2

(oHEI, a TaKKe IpU NIPOBENEHUH TOPIOB, 3alipoca KOTHPOBOK, 3aIIpoca IIPEIoKeH I B
Clly4ae 3aKylOK TOBapoB, paboT, yciayr mis ofecledeHHs TOCYOApCTBEHHBIX M
MYHHUIIUIIAIBHEIX HYX]I 3anpeliaercsi He NpelyCcMOTpeHHOe (elepalbHBIMUA 3aKOHAMHM
UM WHBIMH HOPMAaTHBHBIMU IIPABOBBIMH aKTaM{ OrpaHHYeHHe JOCTyNa K YYacTHIO B
TOprax, 3alpoce KOTUPOBOK, 3aIpoce MpeIIoKeHHIH.

B coorBerctBuM ¢ myHKTOM 2 OcoGeHHOCTel ONHCAHUS JIEKapCTBEHHBIX
[IpenaparoB IPH OMHCAaHWW B NOKyMEHTallMH O 3aKylKe 3aka3yukd nomumo MHH
JICKApCTBEHHOIO Ipernapara (WIM IpH OTCYTCTBHH TaKHX HAWMEHOBAHUN XUMHYECKOIO,
IPYNIIPOBOYHOIO HAMMEHOBAHMs) YKa3blBalOT JIEKAPCTBEHHYIO (QOpPMY Tpemapara,
BKJIFOYass B TOM YHCJE€ OKBUBAJICHTHBIE JIEKAPCTBEHHBIE (OPMEI, JTO3HPOBKY
JIEKapCTBEHHOTO IIpernapara ¢ BO3MOXKHOCTBIO ITOCTaBKHU JIEKAPCTBEHHOIO Ipernapara B
KpaTHOM MO3MpPOBKE W [ABOMHOM KONIMYECTBE, a TakKKe C BO3MOMKHOCTHIO ITOCTaBKH
JIEKapCTBCHHOIO TIpemapara B HEKPAaTHBIX D>KBUBAJEHTHBIX JO3UPOBKAX, ITO3BOJIAOIIMX
AOCTHYEL OJMHAKOBOIO TEPANEBTHYECKOro 3¢ dexra, W OCTAaTOYHEBIA CPOK TOTHOCTH
JIEKapCTBEHHOTO IIpernapara, BbIpaXKeHHBIH B €IUHULIAX U3MEPEHUS BpEMEHH.

CornacHO CBEIEGHHSAM TOCYJApCTBEHHOTO peecTpa JIEKAPCTBEHHEIX CPENCTB,
BEJCHHE KOTOPOro IpeaycMoTpeHo crarbei 33 DepepanbHoro 3akoHa ot 12.04.2010
Ne 61-@3 «O6 obpaleHun JeKapCTBEHHBIX CpeAcTB» (manee — PeecTp), Ha TeppUTOPUH
Poccuiickoii @enmepaumu B pamxax MHH «Agaaumymab» —3apervCTpUpPOBaHbI
JI€KapCTBEHHBIE IIpemaparbl B JIEKAPCTBEHHOH (opMe «pacTBOp IS IOJKOXKHOTO
BBEACHUS» C TOProBEIM HauMeHoBaHueM «/laaubpa» B mosupoBke 40 mr/0,8 ma
(Bmajenen/nep)xarens peructpauronHoro ymnoctoBepenus 3A0 «BHUOKA]JI», Poccus),
«Xymupa» B gosupoBke 40 mr/0,8 Mn (Bmanmener/mepxkarens PErHCTPAIHOHHOIO
ymoctoeepeHuss OOO «266Bu», Poccus), «Xymupa» B gozupoBke 40 mr/0,4 mi
(Banenen/nep;xareib perucTpalioHHOro ynocrosepenus OO0 «266Bu», Poccus).

B cooTBeTCTBHM ¢ JaHHBIMH, pasMELIEHHBIMH B PeecTpe, IeKapCTBEHHEBIE
npernaparhl B JIEKapCTBEHHOR (POpMe «pacTBOP Ui MOJKOKHOTO BBEICHUS» C TOPTOBBIM
HanMeHOBaHueM «/Jdanubpa» B  nosuposke 40 mr/0,8 M (BrnameseL/mepKareib
peructpanuonHoro ymnocrtosepeHus 3A0 «BMOKA», Poccus) u «Xymupa» B
nosuposke 40 mr/0,8 M (BrageseLy nepxarens perucTpanuoHHoro yaocroseperus 000
«260Bwu», Poccns) siBASIIOTCA B3aHM0O3aMeHsIeMbIMH JIEKAPCTBEHHBIMY TIPENapaTaMu.

Ilpy cpaBHEHHM HHCTPYKLUH IO MEIUIHHCKOMY IPUMEHEHUIO JI€KapCTBEHHBIX
IperapaToB ¢ TOPIOBHIM HaMMEHOBaHHEM «XyMupa» B mgo3upoBke 40 mr/0,8 mi
(Bmazenen/nepxarens perucTpanuonHoro ynoctoseperus OO0 «266Bu», Poccust) u
«Xymupa» B gosupoBke 40 mr/0,4 mn  (Bmamenery/mepkarellb  PErdCTPAllMOHHOIO
yaocroBepenus 00O «D66Bu», Poccus) @OAC Poccurr yCTaHOBIEHO, YTO
JIEKapCTBEHHBIN Tpenapar «Xymupa» B Ao3uposke 40 mr/0,8 mu (Branesnen/nepxareib
peructpanonHoro ymocrosepernns OO0 «260Bu», Poccus) mociae BHECEHHBIX
usMenenu#t or 24.05.2017, B ToM umcne oOnamaeT IOKa3aHUAMH K IPUMEHEHHIO:
«HeuHpeKyuoHHbll yeeum (cpednull, 3a0HUl) U NAHYEEUm ) 63POCTbIX NPU HEADEK8aAMHOM
omeeme Ha MEpanul) KOPMUKOCMEPOUOAMU, 8 CUmyayusax, Kko20a HeobXo0umo
ozpanudenue 003bl UNU OMMEHA KOPMUKOCMEPOUOO8, a MaKice Ko20a mepanus
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KOpMUKOCMEPOUOamy — NPOMUBONOKA3AHAY,  «XPOHUYecKul  Onaulednsli.  ncopuas
(msaowcenoti cmenenu) y Oemeili ¢ 4 nem npu HeaoeK8amMHOM OMEEme HA MECMHYIO
mepanuio unu gomomepanuio, a makaice y NayueHmos, KOmopsvim MeCmHAs mepanus u
pomomepanus. NPOMUBONOKAZAHA», KAKMUBHBLIL ZHOUHbIN 2UOPAOeHUm CpeoHel Ulu
madxcenol cmenenu msadcecmu y oemetl om 12 nem npu omcymcmeuu adekeamHo20
omeema HA CMAHOAPMHYIO cucmemHylo mepanuioy. BMecTe ¢ TeM B IOKa3aHHUSIX K
MIPUMEHEHHIO JIeKapCTBEHHOro mpernapara «Xymupa» B aAosupoBke 40 mr/0,4 ma
(Brmamene/nepxaress perucrpanuonsoro ynocroseperus OO0 «266Bu», Poccus) (nara
peructparuu — 20.12.2017) BpllieyKkazaHHbIE [TIOKa3aHUs K IIPHMEHEHHIO OTCYTCTBYIOT.

B coorBercTBHM €O crarkedl 25, wacTteio 6 crareu 44 3akoHa 0O 3alluTe
KOHKypeHIuH B MunzapaB Poccuu nampasnen 3anpoc ®AC Poccum ot 15.10.2018
Ne AII/83052/18 0 BO3MOKHOCTH IIPHMEHEHHs JIeKapCTBEHHBIX mpemnaparoB ¢ MHH
«AnanumyMad» B JIEKapCTBEHHOH ¢opMe «pacTBOp A IIOAKOXKHOIO BBEHNCHHS» B
nozupoBkax 40 mr/0,4 M u 40 mr/0,8 M1 Ha OFHOM IpyIIle NALKMEHTOB C JOCTHXXEHHEM
OKBUBAJICHTHOTO TepameBTHYeckoro sddgexra, a Takxke I[OICHEHHA II0 BOIPOCY
pEerHuCTpanun JieKapcTBeHHoro mpemapara ¢ MHH «Ananumymab» B J03MpPOBKE
40 Mr/0,4 MJT ¢ TIOKa3aHWUAMH K TIPUMEHEHHWIO, OTJIMYAIOIIMMHCS OT IIOKa3aHWh K
NIPUMEHEHHIO JIeKapCTREHHOIO Ipernapara B TON JKe JO3UPOBKE, HO B HHOM KOHIEHTPAIIHH
(40 mr/0,8 mi1), ¢ IPUIIOKEHUEM TOATBEPKAAFOIIUX JOKYMEHTOB.

CornacHo mucemy OIBY «HIIDCMII» Munsnpasa Poccun ot 04.02.2019
Ne 23768, nanpasneanomy B ®AC Poccuu mucsMoMm Munszapasa Poccun ot 08.02.2019
Ne 20-3/194 (xomusi mpHIIaraeTcs), €8 coomeemcmeuu ¢ OaHHbIMU DPeUCmpayUuoHHO20
0ocbe JIeKapCMBEeHHO20 npenapama ¢ mop2oeviM HaumeHosanuem «Xymupay (MHH
Adanumymab) e nexapcmeeHHoU opme «pacmeop 0N NOOKOICHO20 66€0EHULY 8 CEPUU

=]

KIUHUYECKUX UCCIe008AHUL NPOOEMOHCMPUPOBAHO, YMO 603MONCHO RpUMEHeHUe
npenapamoeé 6 oosuposxax 40 me/0,4 mn u 40 m2/0,8 mn na odHnou cpynne nayueHmos
¢ 00CmudiceHUeM IKGUBAIEHIMHO20 MEPANEEMUYECK020 IPhexkma. Bmecme ¢ mem
oosupoeka 40 me/0,4 mn nexapcmeeHHo20 npenapama ¢ mop206biM HAUMEHOBAHUEM
«Xymupar (MHH «Aoanumymaby) evi3vieaem KIUHULECKU SHAYUMO MEHee BblpAdiCeHHble
bonegvie oufyueHUA Y NAYUCHIMOB 8 CE53U C YMEHbULEHUEM 00beMa UHbEeKYUU U YOaNeHUs
U3 CcOCMasa 6CNOMO2AMENbHbIX 6EUeCE (Yumpam Hampus), Komopule cnocobcmeyiom
BO3HUKHOBEHUIO OWyujeHus Oonu, umo MOJCem UuMemv 3HAYeHUue Npu OnpeoeneHHblx
KIUHUYECKUX Ccumyayuax (neduampuveckas nNpaKmuxa, NAYueHmsl cO CHUICEHHBLM
nopozom 6onesvix OULyUjeHULL)».

ITo muenuro ®AC Poccum, ¢ ydetoM TpeOOBaHMI, yCTAHOBIEHHBIX ITyHKTOM 2
OcobeHHOCTEH OIMUCAHUSA JIEKAPCTBEHHBIX MPENapaToB, [IPHU ONHCAHUU OOBEKTa 3aKyINKH
B JOKYMEHTAllMM O 3aKyIKe JeKapcTBeHHbIX mnpermapatoB ¢ MHH «Ananumymab» B
JIeKapCTBEHHON (HOpMe «pacTBOP JUIs MOAKOXKHOTO BBeIeHUs» B go3upoBke 40 mr/0,4 mi
3aKa3uMKH TakKKe [OJDKHBI YKa3blBaTh BO3MOXHOCTH IIOCTaBKH JIEKAPCTBEHHBIX
npenapatoB B mo3upoBke 40 mr/0,8 mii, NMpUMeHeHHe KOTOPOW II03BOJISET HIOCTHYb
SKBHBaJIEHTHOIO TepamneBTHYecKoro addexra, B TpeOyeMoM 3aKa3uHKy KOJIUYECTBE.

Jononmautensno ®AC Poccun oTMedaeT, 4TO B COOTBETCTBMH C IOAIYHKTOM «I'»
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nyHKTa 5 OcoOeHHOCTe! ONUCAHUS TeKapCTBEHHBIX MPENaparoB MPH ONMCaHHK 00BeKTa
3aKyIIKH He JI0IYyCKaeTCs yKa3blBaTh HAIMYUe (OTCYTCTBUE) BCIIOMOraTeIbHEIX BEIIECTB.
Bmecre ¢ TeM B coorBercTBHH ¢ TyHKTOM 6 OcoOeHHOCTEN OMUCaHUA
JIeKapCTBEHHBIX IIPEINApaToB ONHCaHUE 00BEKTa 3aKyIIKM MOXET COAepKaTh YKa3aHHE Ha
XapaKTEePUCTHKH, IIPELYyCMOTPEHHBbIE NOAMYHKTAME «B» - «W» MyHKTa 5 OcoOeHHOCTEH
ONHUCaHUs JICKaPCTBEHHBIX IIPENaparoB, B Cily4dae, e€ClId HEe UMEETCS MHOH BO3MOXHOCTH
ONMCaTh JIEKapCTBEHHBIE IIpenaparsl. Ilpu 3TOM [OOKyMEHTAaIwsi O 3aKylKe [IOJDKHA

COIepKAaTh:
a) 000CHOBaHMe HEOOXOMMMOCTH YKA3aHHUS TAKUX XapaKTEPHCTHK;
0) mokaszareny,  MO3BOJSIOLIME  ONPENENUTH  COOTBETCTBHE  3aKyNAEMEIX

JIEKapCTBEHHBIX IIPEIaparoB YCTAHOBICHHBIM XapaKTEepUCTHKaM H MaKCHMAaJbHBEIE H
(M) MUHUMATBHBIE 3HAYEHMS TAKMX [OKAa3aTellel, a TakkKe 3HAYeHMs II0Kas3aTelnel,
KOTOPBIE HE MOT'YT U3MEHITHCS.

B ¢BsI3H ¢ BBIIEU3I0KEHHBIM yKa3aHHe Ha OTCYTCTBHUE BCIIOMOTATEIBHEBIX BEIIIECTB
(IMTpaT HaTpHs) IPH 3aKyIKe JEKapCTBEHHBIX Npenaparos ¢ MHH «Ananmumymad» s
FOCYIapCTBEHHBIX ¥ MYHHUIIUIIAIBHBIX HYXJ] BO3MOXKHO TOJBKO MPH YCIIOBHUH COONFONEHUS
TpeOOBaHMH, YCTAHOBIEHHBIX ITyHKTOM 6 OcoOeHHOCTEH OMHUCAHHUS JIeKapCTBEHHBIX
[Iperaparos.

Ilo muenumro ®AC Poccum, ¢opmy 0060CHOBaHUS HEOOXOOMHMOCTH YKAa3aHHS
XapaKTePUCTHK, IPEeNyCMOTPEHHBIX IOMITYHKTAMH «B» - «H» HyHKTa 5 OcobeHHOCTEH
OIHCaHKsl JIEKapCTBEHHBIX IIPENapaToB, 3aKa34uK BIIpaBe OIpelNeluTs caM. BMmecTe ¢ TeM
B paMKax pacCMOTPEHHMs kKanol (B cIydae X MOCTYIJIEHUS B aHTHMOHOIOJIBHBIN OpraH)
38Ka34YMKOM  JOIDKHO  OBITH  IIPENCTaBIeHO  JOKYMEHTabHOE  ITOATBEPXKIEHHE
NPUBEJEHHOIO0 B  JNOKYMEHTauuu oOOCHOBaHWMS. Hampumep, NOATBEP)XIACHUEM
00OCHOBaHMS HEOOXONUMOCTH YyKa3aHHs TaKHX XapaKTEPUCTHK MOTYT SBISTHCS
MEJMIMHCKHE JOKYMEHTEI ITalIMeHTOB, JJIsI KOTOPBIX IIPOBOAUTCS 3aKyIlKa JIeKapCTBEHHBIX
npenapatos ¢ MHH «Anamumymab» (Bkimroyass pemieHuss BpadyeOHBIX KOMMCCHH,
STMMUKPH3BL U T. .), COAEpIKalllie yKa3aHHs Ha HeIOMyCTHMOCTb NPUMEHEHHUS Ui TaKux
NalMeHTOB JieKapcTBeHHBIX npenaparoB ¢ MHH «Apamumymab», He 0071agaronimx
BKJIFOUEHHBIMU B JJOKYMEHTALIMIO O 3aKyIKe XapaKTepUCTHKaMH (B TOM YHCJIe OTCYTCTBUE
BCIIOMOTATEIBHOrO BellecTBa — LWATpaTa HaTpusA), I[PH YCIOBHH OOECIeYeHUs
npeaycMoTpeHHoro @enepansasiM 3ak0HOM 0T 27.07.2006 Ne 152-D3 «O nepcoHalbHBIX
JAHHBIX» 00€3IMYUBaHUs IEPCOHATBHBIX JaHHEBIX MAIlHEHTA.

Ha ocHOBaHMH H3IOXEHHOIO, C YYETOM IIO3UIHKM OKCIIEPTHOIO YUPEKICHHUS
Munsnpasa Poccun, B paMKax OJTHOMOYKMH aHTHMOHOIIOJIBHOTO OpraHa, yCTaHOBIEHHBIX
IIyHKTOM 5 YacTd 2 craTed 23 3akoHa O 3alllUTe KOHKYPEHIMH U ITyHKTOM 2
ITocranopnenusa, ®AC Poccuu pasbpsiCHSET HENOIMYCTHMOCTh 3aKyIKd KOHKPETHOMH
JO3MPOBKHM  JIEKapCTBEHHBIX IpenaparoB ¢ MHH «Aganumymaby  (Hanpumep,
40 mr/0,4 M) ©e3 BO3MOXXHOCTH TIIOCTAaBKH [O3MPOBKH, IIO3BOJIIONIEH ITOCTHYb
SKBHMBAJICHTHOIO TepaneBThyeckoro sdoexra (Hanpumep, 40 mr/0,8 mi). Bmecte ¢ Tem
JUIsl OIIPENENIEHHBIX KaTerOpUi NalMeHTOB (OeTH, JHUIa ¢ HU3KHM OOJIEBEIM IIOPOTOM)
BO3MOJKHA 3aKyIlKa JIeKapcTBeHHbIX npenapatoB ¢ MHH «Apamumymady» 40 mr/0,4 ma
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6e3 BO3MOXXHOCTH NMOCTAaBKH n03upoBku 40 mr/0,8 M1 B ciyuae cobmmonenus TpeboBanmii,
YCTaHOBJIEHHBIX IIYHKTOM 6 OcoOeHHOCTEH OIUCaHus TeKapCTBEHHBIX ITPEIapaToB.

IIpunoxenue: Ha 3 1. B 1 2x3.

A JO. IlapuxoBckuit

K.P. I'pauera,
8(499)755-23-23, no6. 088-798
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