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O ¢opmupoBaHMM NOKYMEHTAlMM Ha
3aKyINKYy JIEKAPCTBEHHBIX [IPEIIapaToB C
MHH «Anamamymaty» MunsapaB Poccun (s cBenenus)

PaxmanoBckuii riep., . 3,
r. Mocksa, I'CI1-4, 127994

@eniepanbHas aHTHMOHOIIONBHAS CNyk0a B paMKax KOMITETEHIWH DPaccMOTpela
obpamenne 3A0 «BMOKA» or 26.12.2018 Ne B-3110-2018 mo Bompocy pasbsICcHEHHS
Nopsiika TpuMeHeHHst IocraHoBneHus IIpaButenscta Poccuiickoit ®Demepauuu
0T 15.11.2017 Ne 1380 «O6 0COGEHHOCTSX ONMCAHUSA JIEKAPCTBEHHBLIX IPENapaToB s
MEIUUMHCKOIO MPUMEHEHHs, SBIAOIIMUXCS OOBEKTOM 3aKyNKH JMUid O0ecHeyeHus
FOCYHapCTBEHHBIX U MYHHLMUIANBHEIX HYXI» (nanee — Ilocranosnenue, OcoGeHHOCTH
ONMCAHUS JIEKAPCTBEHHBIX NPENaparoB) NpH (POPMUPOBaHHH NOKYMEHTAITHM O 3aKyIIKE
JJIs  TOCYNapCTBEHHBIX ¥ MYHHULMITIANBHBIX HYXJ JIEKapCTBEHHBIX IIPENaparoB ¢
MEXIyHapOOHBIM HENATeHTOBAaHHBIM HauMeHoBaHueM (nanee — MHH) «Ananumymaty
B JICKAPCTBEHHOW (opMe «pacTBOp MJIsi I[OAKOXKHOTO BBENEHHS» B IO3HPOBKAX
40 mr/0,4 mi1, 40 M1r/0,8 M1 1 cool1iaeT cremyomlee.

B coorsercTeuu co cratseit 17 ®enepansHoro 3akoHa or 26.07.2006 Ne 135-3
«O zarmure KOHKypeHIHH» (Jajiee — 3aKOH O 3alliTe KOHKYDEHIIUH) IPH IIPOBEIEeHHH
TOPIOB, 3alpoca KOTHPOBOK LEH Ha TOBApEl, 3alIpoca IPEeATIOXeHHH 3anpelarTces
ACHCTBUS, KOTOPBIE IPHBOAAT FIIH MOIYT IIPUBECTU K HENOMYILEHUIO, OTPAHHYEHUIO HITH
YCTPaHEHHIO KOHKypeHIMH. llpu 3TOM, ecnMm OpraHu3aToOpaMud TOProB, 3arpoca
KOTHPOBOK, 3anpoca NPeATIOKCHUN WM 3aKa3YMKaMH SBIAIOTCS (elepaibHLIE OpraHbl
UCIIOJTHUTE/IPHON BJIACTH, OpraHbl HCIIOIHHTENBLHOM BIACTH Cy6BeKTOB Poccuiickoi
Denepannn, OpraHBl MECTHOIO CaMOYIpPaBIEHHA, IOCYIAPCTBEHHBIE BHEGIOMKETHBIE
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(hOHIEI, a TaKkke IPU MPOBEAECHUY TOPIoOB, 3apoca KOTHPOBOK, 3allpoca IPEITOKEHUH B
Cllygae 3akyloK TOBapoB, paboT, ycnyr g ofecHedeHHs T[OCYyHapCTBEHHBIX M
MYHHULMIIAIBHEIX HYXXI 3alpelaeTrcs He NMPeIyCMOTPEeHHOE (denepanbHbEIMU 3aKOHaMH
WM MHBEIMM HOPMAaTHBHEIMH NPaBOBBIMH akTaM{ OrpaHH4YeHHe AOCTyna K Y4acTHIO B
TOprax, 3alpoce KOTUPOBOK, 3aIIpoce MPeNIoKeHUH.

B coorserctBum ¢ nyskroM 2 OcobOeHHOCTEM OMMCAHUS JIeKapCTBEHHBIX
IpernapaToB NpH ONHCAaHMM B JOKyMEHTAaIlMM O 3aKylke 3akasuukd nomumo MHH
JIEKAPCTBEHHOIO Ipenaparta (Wi MpPH OTCYTCTBHM TaKHX HAUMEHOBAHUU XHUMHUYECKOTIO,
TPYNINMPOBOYHOIO HAUMEHOBAHMS) YKa3BIBAIOT JIEKAPCTBEHHYIO (OpMy IIperapara,
BKJIfOYass B TOM YHCJIE€ OJKBHUBAJIGHTHBIE JIEKapCTBEHHBIE (DOPMBI, HO3UPOBKY
JIEKapCTBEHHOI0 IIperapara ¢ BO3MOXXHOCTBIO ITOCTABKM JIEKAPCTBEHHOTO IIperapara B
KPaTHOW JO3MPOBKE W ABOMHOM KOJIMYECTBE, a TaK)Xe C BO3MOXKHOCTBIO IIOCTaBKH
JIEKapCTBEHHOIO IIpenapara B HEKPaTHBIX 3KBUBAJIEHTHBIX JTO3UPOBKAX, [TO3BOJISIOLIMX
AOCTHMYL OJHMHAKOBOIO TepaneBTHdecKkoro 3¢@dexra, M OCTATOYHBIA CpPOK IONHOCTH
JIEKapCTBEHHOIO IIperapara, BEIPAKEHHBIN B €IUHULIAX U3MEPEHUS BPEMEHH.

CormnacHO CBEJEHUSIM TOCYIapCTBEHHOIO peecTpa JEeKapCTBEHHBIX CPEICTB,
BEJEHHE KOTOPOro IpeaycMoTpeHo crartbeit 33 DenepansHoro 3axosHa or 12.04.2010
Ne 61-®@3 «O6 obpallieHHH JTeKapCcTBEHHBIX CpelcTB» (nanmee — PeecTp), Ha TEppPUTOPUU
Poccuiickoit @enepaumu B pamkax MHH «Amanumyma6»  3aperHCTpHPOBaHEI
JIEKapCTBEHHBIE IIpenapaThl B JIEKAPCTBEHHOM (opMe «pacTBOp Mg IOLKOXHOIO
BBEECHUS» C TOPIOBHIM HauMmeHoBaHWeM «JlamunOpa» B posuposke 40 mr/0,8 mn
(Bnazenew/nepxarens perucrpanponroro ynocrosepenus 3AO «BUMOKAy», Poccus),
«Xymupa» B posupoBke 40 wmr/0,8 mn (Bnagernery/mepxarens pPErHCTPALMOHHOIO
ymocroseperus OO0 «3266Bu», Poccus), «Xymupa» B posupoBke 40 mr/0,4 mn
(Bmagenen/nepikarens perucTparonHoro ynocrosepenus Q00 «266Buy, Pocens).

B cooTBeTcTBMM ¢ [MaHHBIMH, pa3MeIleHHbEIMH B PeecTpe, JeKapCTBEHHbIE
IIpEeraparsl B JIEKapCTBEHHOH GopMe «pacTBOP IS MTOAKOKHOIO BBEISHUS» C TOPIOBLIM
HamMeHoBaHMeM «[anuGpa» B  gmosupoBke 40 mr/0,8 M (Bnamenen/mepxareib
peructpanuoHHoro ynocroBepenus 3A0 «BHUOKA», Poccus) u «Xymupa» B
nosuposke 40 mMr/0,8 Mt (Branenery/nepxarens perucTpanuoaHoro ynocrosepeans 000
«266Bu», Poccust) sBISIOTCSA B3aHMO03aMeHseMbIMHE JIEKAPCTBEHHBIMMU TIPETapaTaMu.

Ilpu cpaBHEHHMH MHCTPYKIHH IO MEIUIHHCKOMY I[PHMEHEHUIO JIEKapCTBEHHBIX
IpernaparoB ¢ TOProBEIM HaUMEHOBaHMEM «Xymupa» B no3upoBke 40 mr/0,8 mi
(Bmazenen/mepxarent perucrpanmonoro ynocrosepenuss OO0 «D66Bu», Poccus) u
«Xymupa» B gposmposke 40 mr/0,4 mur  (Bramenen/mepixarens  PETHCTPAIIMOHHOIO
ymocroBeperus OO0 «3266Bu», Poccus) OAC Poccur yCTaHOBIEHO, UTO
JIeKapCTBEHHBIA npenapar «Xymupa» B aosuposke 40 mr/0,8 mu (Bnamenen/nepxarens
perucrpanuonsoro ymocropeperus OO0 «D66Bu», Poccmsa) mocie BHECEHHBIX
usMeHeHn# ot 24.05.2017, B ToM uwmcne obnamaer IMOKA3aHUSIMH K IPUMEHEHUIO:
«HeunpexyuonHwll yeeum (cpednudl, 3a0HuTL) U Nanyeeum y 63pOCibiX NPU HeadeKx8amHoM
omeeme Ha Mepanuld KOPMUKOCMEpOuoamy, 6 Cumyayusx, Kko20a Heobxoo0umo
O2panuvenue 003bl UAU OMMEHA KOPMUKOCMEpoudos, a maxoice K020a mepanus
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KOPMUKOCMEPOUdaMU — NPOMUEONOKAZAHAY», — (XPOHUHECKULl  OIAUWEUHDIU  NCOpUA3
(maocicenoni cmenenu) y Oemeil ¢ 4 Jem npu Heao0eK6amHoM OMmMEeme HA MECMHYIO
mepanuio il OmMomepanuio, a maxoice y NayueHnos, KOmopolM MeCIMHASL mepanis U
(homomepanus NPOMUBONOKASAHAY, KAKMUEHBIT ZHOUHYIL 2udpadeHum cpeoHel Ui
maoicenoli cmenenu msascecmu y Oemeti om 12 nem npu omcymcmeuu adeKeamHozo
omeema Ha CMAHOADMHYIO CUCMEMHYI0 mepanuio». BMecTe ¢ TeM B MOKa3aHUAX K
IIpUMEHEHHIO JIeKApCTBEHHOTO Iperapara «Xymupa» B Jgosuposke 40 mr/0,4 mu
(BIazemen/nepXaTens perucTpauonHoro ynocroseperns OO0 «266Bu», Poccus) (nara
peructparyu — 20.12.2017) BellieyKasagHble [T0Ka3aHMs K IPUMEHEHUIO OTCYTCTBYIOT.

B COOTBETCTBHHM CO cTaThel 25, wacrtoro 6 crateu 44 3akoHa O 3alIWTe
KOHKypeHIMH B Mumsnpas Poccum mampasier sanpoc ®AC Poccum ot 15.10.2018
Ne AIT/83052/18 o BO3MOXHOCTH IIpHMEHEHMs JIEKapCTBEHHBIX Ipenaparos ¢ MHH
«AmanuMymad» B JIEKAPCTBEHHOH (OpMe «pacTBOp U IIOAKO)KHOIO BBENCHHA» B
nozupoBkax 40 mr/0,4 ma u 40 mr/0,8 My1 Ha OQHOM IPYIIe MAIMEHTOB C JOCTHXEHHEM
SKBUBAJIEHTHOIO TepameBTHUeckoro »3(dexra, a Taike I[IOSCHEHUS II0 BOIPOCY
perucTpanuy JiekapctenHoro mnpemapara ¢ MHH «Ananumymab» B JO3HPOBKE
40 Mr/0,4 M7 ¢ TIOKa3aHHUSIMH K T[PUMEHEHMIO, OTIMYAIOUIMMHKCA OT IIOKasaHWH K
IIPUMEHEHHIO JIEKAPCTBEHHOTO TIpenapara B TOH JKe JO3MPOBKe, HO B HHOW KOHLCHTPalHK
(40 mr/0,8 M), ¢ IPUIOKEHUEM IIOATBEPKAAIOIIMUX JOKYMEHTOB.

Cornacao mucsmy OIBY «HIIDCMII» Munznpasa Poccum ot 04.02.2019
23768, manpasiennomy B ®AC Poccuu nucsMoMm Munzapasa Poccuu 0T 08.02.2019
Ne 20-3/194 (xomwsi TpUIIATAETCS), K8 COOMBEMCMEUL C OQHHBIMU PESUCMPAYUOHHO20
docve nexapcmeeHHo20 npenapama ¢ mopogeivm Haumenosanuem «Xymupay (MHH
Adanumymab) 6 nexapcmeennoii gpopme «pacmeop OJisl NOOKOIHCHO20 66€0EHULY 6 Cepul
KIUHUHECKUX —UCCNe008GHUL NPOOEMOHCMPUPOSBAHO, HMO BO3MOXMCHO NPUMEHEHUE

=

npenapamos ¢ Oosupoekax 40 m2/0,4 mn u 40 m2/0,8 mn Ha 00HOU 2pynne NayueHmos
¢ docmudiceHuem IKUSIIEHINHO20 Mepanesmuieckozo sdpgpexma. Bmecme ¢ mem
oosupoesra 40 m2/0,4 mn nexapcmeenHozo npenapama C MOP20GbIM HAUMEHOB8AHUEM
«Xymupay (MHH «Aoanumymaby) 8vi3vieaem KNUHUYECKU 3HAYUMO MeEHee BblPAINCEHHbIE
bonesvie OufyUleHUs Y NAYUEHIOE 6 CEA3U C YMEHbUeHUeM 0bbema UHbEeKYUY U YOaneHus
U3 COCMABA BCHOMOAMENLHBIX BEUWECTNE (YUMpam HAMPUs,), KOmopbie CnocobCcmeyiom
BO3HUKHOBEHUIO OWYUjerus GONU, UMO MOXNCEMm UMemb 3HAUeHue Npu ONpeoeseHHbIX
KIUHUYECKUX CUmMyayusx (neduampu4eckas npaKmuka, NayueHmsl €O CHUNCEHHbIM
nopoz2om 6oneseix OuyUjeHuLL) ».

ITo muenuto ®AC Poccuu, ¢ yueToM TpeGOBaHHM, YCTAHOBICHHBIX IIyHKTOM 2
OcobennocTel omucaHus JeKapCTBEHHBIX [IPENaparoB, IIPH ONHMCAHHK OOBEKTa 3aKyIIKH
B JTOKYMEHTAllUW O 3aKylKe JeKapcTBeHHBIX mperapato ¢ MHH «Anamumymad» B
JNeKapCTBEHHON GopMe «PacTBOp VI TIONKOXHOTO BBeAeHus» B no3upoBke 40 mr/0,4 mn
3aKa34yWKU Takke JOKHBI YKa3blBaThb BO3MOXHOCTH TIIOCTABKH JIEKAPCTBEHHBIX
mpernaparoB B no3upoBke 40 mr/0,8 M, TpuMeHeHHe KOTOPOW II03BOJISET HOCTHYb
9KBHUBAJIEHTHOTO TepaleBTHYecKoro adgdexra, B TpedyeMoM 3aKa3duKy KOJIHYECTBE.

Hononaurensao @AC Poccuu 0TMeEYaeT, YTO B COOTBETCTBUHU C IMOMIIYHKTOM «I»
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nyHkTa 5 OcoGeHHOCTel OnucaHus JIeKapCTBEHHBIX IIPeNapaToB IIPY ONKCaHUHU 00beKTa
3aKyIIK{ He JOIYyCKaeTCs yKa3hIBaTh HANIUYUE (OTCYTCTBHE) BCIOMOIaTEIbHBIX BEIIECTB.
Bmecre ¢ TeM B cooTBeTCTBHM C NyHKTOM 6 OcoOeHHOCTEH OIMCaHus
JIEKapCTBEHHBIX IIPENapaToB ONKCaHHe 0OBEKTa 3aKyIKH MOXKET CONEP)KaTh yKasaHue Ha
XapaKTEPUCTHUKHY, TPETyCMOTPEHHbIE IMOMITYHKTaMH «B» - «u» IyHKTa 5 OcobeHHOCTEH
OIMCAHMs JIEKAPCTBEHHBIX IIPENapaToB, B CIydae, €ClIM He UMEeTCs MHOW BO3MOXKHOCTH
OIMMCATh JIEKapCTBEHHBIE Ipenaparbl. IIpW 3TOM [OOKyMEHTAaLMs O 3aKyIlKe JIOIDKHA

COZIEPIKATE:
a) 000CcHOBaHME HEOOXOMUMOCTH YKa3aHUs TAKHX XapaKTEePUCTHK;
0) mokaszarenu,  IO3BOJIAIOLIME  ONPEHESUTh  COOTBETCTBHE  3aKyIaeMBIX

JIEKapCTBEHHBIX IIpeapaToB YCTAHOBICHHBIM XapaKTEepHUCTHKaM X MaKCHUMajlbHble H
(M) MHHHMAaNpHBIE 3HAYCHWS TaKdX IoKaszarened, a TakKe 3HaueHMs II0KasaTesleH,
KOTOPEIE HE MOTYT U3MEHATHCA.

B cBsi3u ¢ BEIIIEH3IONKEHHBIM YKa3aHHe Ha OTCYTCTBHE BCIIOMOTATENbHBIX BEIECTB
(IMTpaT HATPHsL) IPH 3aKyNKe JeKapCTBEHHBIX nperaparoB ¢ MHH «Anamumymab» A
rOCYlapCTBEHHBIX ¥ MYHHITUITATEHBIX HY)KJ BO3MOXXHO TOJIBKO IIPH YCIOBUH COOIIONEHMS
TpeboBaHUM, YCTAHOBJIEHHBIX IYHKTOM 6 OcoOeHHOCTEH OIHCcaHUs JeKapCTBEHHEIX
TIpernaparos.

ITo muenumro @®AC Poccum, dopmy 000CHOBaHUS HEOOXOOUMOCTH YKa3aHUA
XapaKTepUCTHK, MPELYyCMOTPEHHBIX MOAMYHKTaMM «B» - «@» IyHKTa 5 OcobeHHOCTeH
OTIMICaHUs JIGKAPCTBEHHEIX IPENapaToB, 3aKa3YuK BIIPaBe ONpEeNeNuTh caM. BMecTe ¢ TeM
B paMKax paccMOTpeHus xaiob (B ciIydae UX IOCTYIJIEHHS B aHTHMOHOIIONBHEIN OpraH)
3aKa34UMKOM  JIOJDKHO  OBITH  IIPENCTaBIeHO  [JOKYMEHTAJIBHOE  IOATBEDKIEHHE
NPUBEIEHHOTO B  JOKyMeHTanuu obocHoBaHus. Hampumep, IOATBEPXKIEHHEM
000OCHOBaHHS HEOOXOAVUMOCTH VKAa3aHUS TAKMX XapaKTEePUCTHK MOTYT SBIATHCA
MEIULHHCKUE JOKYMEHTHI AIlHEHTOB, Ui KOTOPBIX IIPOBOIUTCS 3aKyIlKa JIEKaPCTBEHHBIX
npenaparoB ¢ MHH «Apamumymab» (Birodas pelieHus BpadeOHBIX KOMMCCHUH,
OUUKPU3EI U T. I.), COIepKallie yKa3aHusl Ha HEeIONYCTUMOCTh NMPUMEHEHUS AN TaKux
NalMeHTOB JIeKapCTBeHHBIX mpemaparoB ¢ MHH «Anamumymab», He oOIanarolInx
BKJIFOYEHHBIMHU B JOKYMEHTAIIMIO O 3aKyIKe XapakTepPUCTUKaMHU (B TOM YUCJIE OTCYTCTBUE
BCIIOMOIaTe€IbHOIO BEIIeCTBa — L[UTpATa HATPWs), IIPH YCIOBUH 0bOeCIedeHus
npexycMoTpeHHoro @enepanbHeIM 3akoHOM 0T 27.07.2006 Ne 152-D3 «O nepcoHaIbHBIX
JAHHEIX» 00€3IMYHBaHUS [1EPCOHANBHEIX JaHHbIX MAIlMeHTa.

Ha ocHOBaHHMH U3JIOXEHHOrO, C YYETOM IIO3UILIMU SKCIIEPTHOIO YUPEKAECHUSI
Munsapasa Poccru, B paMKax ITOJTHOMOYUEH aHTHMOHOIIONBHOIO OpraHa, yCTaHOBIEHHBIX
IIyHKTOM 5 dYacTu 2 craTbu 23 3akoHa O 3alMTe KOHKYPEHIUU U IIYHKTOM 2
Iocranosnenusa, PAC Poccuum pa3bsiCHIET HENONMYCTHMOCTE 3aKyNKM KOHKPETHOH
TO3UPOBKM  JIEKAapCTBEHHBIX IpemaparoB ¢ MHH «Apanumymab»  (Hampumep,
40 mr/0,4 my1) ©6e3 BO3MOXKHOCTH TIOCTABKM JO3MPOBKYM, IIO3BOJISIONIEH JOCTHYD
SKBUBAJIEHTHOIO TepaneBTudeckoro s¢dexra (Hanpumep, 40 mr/0,8 mi). Bmecte ¢ Tem
IUist OTIPENENIEHHBIX KaTerOpui IalMeHTOB (HeTH, JHIa ¢ HU3KUM OOJIEBBIM IIOPOTOM)
BO3MOJKHA 3aKyIlKa JieKapcTBeHHBIX IpenapatoB ¢ MHH «Anpanumymady 40 mr/0,4 mn
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6e3 BO3MOXKHOCTH IOCTaBKH fHo3uposky 40 mr/0,8 mit B ciydae cobnmronenus TpeboBaHui,
YCTaHOBJIEHHBIX ITyHKTOM 6 OCOOEHHOCTEH OMICcaHus IEKAPCTBEHHBIX TIPEapaTos.

Ilpunoxxenue: Ha 3 1. B | 2K3.

8(499)755-23-23, 106. 088-798
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