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C-fu '/3C6
Ha Ne oT

[" O BHeceHnn HOBLIX faHHBIX MO |
6e30MacHOCTUN B MHCTPYKLMIO NO
MPMMEHEHNIO TeKapCTBEHHOr0 NpenapaTa
MM LL3N®

depepancHaa cnyxba no Haa3opy B chepe 34paBOOXPAHEHUSA B paMKax UCMONHEHNUA
rocyAapCTBEHHON (PYHKLUUM MO OpraHu3auum n npoBefeHnto papMakoHag3opa 4OBOAUT 40
CBefeHNss CyObeKTOB OobpalleHUs NeKapCTBEHHbIX CPeAcTB M CNeunanmucToB B 061acTu
3ppaBooxpaHeHus nnuceMo OO0 «AcTpa3eHeka PapmacbiOTUKaN3» O BHECEHUMW HOBbIX
[AaHHbIX N0  6e30MacHOCTM B WHCTPYKUMUKO MO MEAUUMHCKOMY  MPUMEHEHUIO
nekapctBeHHoro npenapata PWUPUNH3IN® (MHH - [Oypsanymab), KOHUEHTpaT Ans
NPUroTOBMEHUS pacTBopa ANd UHADY3MiA, 50 mr/mn.

MpunoxeHue: Ha 3 1. B 1 9K3.

A.B. CamoiinoBsa


http://www.roszdravnadzor.gov.ru

O6LLEeCTBO C OrpaHNYeHHOl OTBETCTBEHHOCTbLHO
«AcTpa3eHeka dapmacboTUKanN3»
123112, r. MockBa. 1-i1 KpacHorBapgeicknii npoesg, 4.21, ctp.l

Ten. +7 495 799 5699 dakc +7 495 799 5698 AstraZeneca

21 pexabps 2022
Wex. 7925-2-S ot 21.12.2022

NHdopmMmaLnoHHOEe NMCbMO A1 cneyunasinctoB B o61actn 3gpaBooXpaHeHns
nw/wim papmMmaleBTUKN

YBaxkaemble gambl 1 rocnogal

OO6LLeCTBO C OrpaHUYeHHOW OTBETCTBEHHOCTbIO «AcTpa3eHeka ®PapmacblTuKan3»
(manee - O6LWEeCTBO) CBUAETENLCTBYET Bam CBOe MoyTeHne v MHAPOPMUPYET O MOSyYeHUU
HOBbIX @aHHbIX N0 6e30NacHOCTU NiekapCTBEHHOro npenapara: VIMpuH3n®, KoHueHTpaT ans
NpuUroToBneHMs pacteopa Ana  uHdy3umin, 50 wmr/mn, AcTtpa3eHeka Ab, Leeuws,
peructpaunoHHoe ygoctosepeHue JIM-005664 ot 18.07.2019 (pganee - MNMpenapar).

[MonyyeHsl pe3ynbTaThl MHOrOLEHTPOBOr0  ABOMHOIO  C/Enoro nnaue6o-
KOHTpo/siMpyemoro uccnegosaHna TOPAZ-1. Ha OCHOBaHMM  HOBbIX AaHHbLIX MO
a(phekTMBHOCTM © 6Ge30NacHOCTM OblIM  BHECEHbl W3MEHEHUS B  WHCTPYKUMIO MO
MeAULMHCKOMY NPUMEHEHUIO, BK/I0Yasa pasgerbl:

- «®apmMaKoKMHEeTUKa» - Obl/I0 yKa3aHO, UYTO HapylleHue (PYHKUMM MevyeHn cpepHei
CTeneHn TsHKeCcTn (KOHUeHTpaums 6unmpybuHa > 1,5 x BIH 5o 3 x BI'H u nobas
akTMBHoCTb ACT) He o0KasblBa/l0 KIMHWYECKM 3HAYMMOro BO34ENCTBMA  Ha
dhapmakokMHeTuKy aypBanymaba. [dob6asneHa uHdopmaumsa o Tom, 4To M3 338
NayMeHToOB C pakoM >KeN4eBbIBOASLWEN CUCTEMbI, NonyyasBwmx [lpenapat B
KOMOMHaLUMM c XMMmunoTepanuein, 158 naumeHToB (46,7%) 6blnv B BO3pacTe 65 net u
cTapwe. B uenom, He ObI/I0 YCTAHOB/IEHO K/IMHUYECKM 3HAUYUMbIX pPasnyuii
nokasaresieil 6e3onacHoOCTU M 3(PPeKTMBHOCTM Yy NaumMeHToB B Bo3pacte 65 net u
cTapLue 1 nauMeHToB 60s1ee MOJI040ro Bo3pacra.

«loKa3zaHUs K MPUMEHEHUIO» - B CBA3WN C NOJSTy4YeHNEeM pe3ynbTatoB MHOIOLEHTPOBOro
[ABOIHOro cnenoro nnaue6o-KoHTpoMpyemoro mnccnegosaHna TOPAZ-1 po6aBneHo
HOBOE MOKasaHMe «MeCTHOpPacnpOCTPaHEHHbI  WAM  MeTacTaTUYEecKUin  pak
XXe/YEBbIBOASALLEN CUCTEMbI B KOMOUHALMN C XMMUOTEpanueiis.
«[poTuBONoOKazaHusi» - 06HOB/IeHa MHGopmaums. lMpenapaT NpPoTUBONOKasaH npu
HapyLleHUn OYHKUMM MeveHn TSKeNon cTeneHu (paHee Takxe Obll NPOTMBOMOKa3aH
NpY HapYLLEeHUSIX cpegHel cTenexn).
- «Cnoco6 npuMeHeHuUA W [03bl» - pasfen aktyaimsnposaH. B cBA3M € HOBbIM
0[,00pPEHHbIM nokasaHvem pobasrieH pexum [031pOoBaHuA npwu
MecTHOpacnpoCTPaHEHHOM WM MeTacTaTUYECKOM pake XefyeBbiBOASLLEN CUCTEMDI.

B cBA3M ¢ nony4vyeHvem KOMMNaHNen HOBbIX AaHHbIX MO 6e3onacHoCTu aKTyasmim3npoBaHbl
JaHHblE B Ta6nmu,e 1. PexomeHpaLMn No U3MEHEHUIO pexuma Tepanuu npenapaTom

Menonnurens:
UmemHa A. L.
+7 495 799 56 99

JZenul.ri.cuLu



O6LEeCcTBO C OrpaHNYEHHON OTBETCTBEHHOCTHIO
«AcTpa3eHeka PapmacbioTUKaI3»
123112, r. MockBa, 1-ii KpacHorBapaeiickuin npoesa, 4,21, crp.1

Ten. +7 495799 5699 dakc +7 495 799 5698 AstraZeneca

NMGUH3M® 1 KynnpoBaHMIO HexenartesibHbIX peakuuii. B nogpasgene MpuveHeHne y
0CO6GbIX Fpynmn nayneHToB OOHOB/IEHA WMHGIOPMaUMSA O TOM, YTO KOPPEKUUs O03bl
MpenapaTta y NauMeHToB C HapyweHneM (OYHKUMM NOYeK Nerkom n cpedHei cteneHemn
TSDKECTW, a Takke Yy NaunmeHToB C HapyleHveM (OYHKUUW NeveHn Nerkoh u cpepgHem
CTeneHn TXeCcTu He Tpebyetcs; Npenapar He u3y4asics y NauMeHTOB C HapyLUeHnem
OYHKLUMM NOYEK TSAKENON CTENEHN.

- «[lMobouHoe pelicTBMEe» — pa3fen akTyanmsnpoBaH. Tabnuua 2. «HexenatesfbHble
peakuMn y naumeHToB, nosiydaswmx npenapat VIMOUNH3®» o6HoBeHa, nobasrieH
ctonbey AN  KOMOVHMPOBAHHOW Tepanuu, KOTOpbIA  BKAOYAET [aHHble Kak
nccneposaHna CASPIAN, Tak u wuccneposaHna TOPAZ-1. AkTyasim3npoBaHbl
noatabnuyHble  NpPUMeYaHusi, KOHKPeTU3UPYIOLLUME  HeXxenaTeflbHble  peakuuu,
yKasaHHble B Tabnuue 2. B pasgen gobasneHa uHdopmaumss 0 TOM, YTO npochusib
6e3onacHocTh [Npenapara B KOMOMHaAUMW C XMMUOTepaneBTMYECKUMM NpenapaTamm
Obl11 oueHeH y 265 nayneHToB ¢ MPJ1 B uccnegosaHnn CASPIAN ny 338 nauneHToB C
pakom enueBblBOAsLEN cucTteMbl B nccnegosaHun TOPAZ-1, a Takke go6aB/eHbl
pesynbtartbl nccneposaHna TOPAZ-1 B OTHOLIEHUM UMMYHOTE€HHOCTMU.

-  «Ocobble ykazaHusi» - B pasgen gobasneHa WHopmauus O NPoCnexnBaemocTu
6uonornyeckoro npenapara: crnegyert 4eTko IMKCMpoBaTb Has3BaHWe M HOMep cepuu
NPUMEHAEMOro  JIEKapCTBEHHOIO  cpeacTsa. Boin  pobasneH nogpasgen
«/IMMyHOOMOCpeAOBaHHbIA MUOKapPANT».

N3meHeHua Bctynuan B cuny and mMuH3N®, KOHUeHTpar Ans  NpUrotoBneHus
pactBopa Ansa uHdy3wmii, 50 mr/mn, Actpa3eHeka Ab, LUBeunsi, ¢ 06.12.2022 (PelieHune
MuHucTepcTBa 3apaBooxpaHeHns Poccuiickoii ®egepaunn 3a Ne 25-6-4215102/0/I3M ot
06.12.2022).

C “3MEHeHUAMN, BHECEHHbIMU B UHCTPYKUMIO MO MeAULNHCKOMY NpuMeHeHuto Npenapara
o1 06.12.2022, Bbl MOXeTe 03HaKoMUTbCS Ha caiite MPJ1IC

hUos./Zarls.rQsrninzdrav.ru/Grls View v2.asDx?tuutingGuid=1ac0a5d2-3904-4113-a7de-
ca73f42df281.

MNepen HasHauyeHneMm lMNpenapara, NoxasnyicTa, BHUMATEIbHO 03HAKOMbTECH C MHCTPYKLMED
Mo MeAULIMHCKOMY MPUMEHEHMUIO.

Mpocbba coobuiaTb O HEXKeslaTesibHbIX ABIEHUSAX

CoO06LIEHVsI CNEeLnaiCTOB 3[PaBO0OXPAHEHNS O HeXesaTeslbHbIX PEaKLMAX UMEKT BaXHOE 3HaudeHue s
aHanM3a npoduns 6e30MacHOCTY NIEKAPCTBEHHOMO Npenapara U MOryT Moc/yXWTb OCHOBaHUEM [/11 BHECEHMS
U3MEHEHNS B PETUCTPALIMOHHYIO [JOKYMEHTALMIO B yCTAHOB/IEHHOM (pefiepasibHbIM 3aKOHOM MOPS/IKE.

Ecrv Bam cTafio M3BECTHO O MOM03PEBAEMbIX HEXeNaTe/lbHbIX PeakUMsiX, CBA3aHHbIX C YKasaHHbIM
npenapaTom, MNoxasnyicta, coobLmMTe 06 3TOM, HanpaBMB 3anOfIHEHHYHO (POpMY «MI3BelleHne o No6oYHOM

Wenonnuren.:

UvemHa AL

+7 495 799 56 99
Safetv.Russia@astrazeneca.com
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OO6LLECTBO C OrpaHNYeHHON OTBETCTBEHHOCTbIO
«AcTpa3eHeka ®PapmMacboThKas3»
123112, r. MockBa, 1-ii KpacHoreapgelickmin npoesg, A.21, crp.l

Ten. +7 495 799 5699 dakc +7 495 799 5698 AstraZeneca

[elicTBUM, HexenaTesibHOl peakuyn Ui OTCYTCTBUSI OXMAAEMOr0 TEPaNeBTUYECKOro ath(hekTa» Mo KOHTaKTaM,
yKasaHHbIM HIXe.

KoHTakTHasa nHhopmavLma

Mpy BO3HWKHOBEHWUM BOMPOCOB UM HEOOXOAMMOCTY MOJSlyYeHUs AONOMHUTENIbHON MHpopMaumK, NoxasyicTa,

obpawjaiitecb B MeguMuuHCKuin otgen komnaHunm OO0 «AcTpa3eHeka dapmacbioTkans», Poccusa, 123112, .

MockBa, 1-i KpacHorsapaeickuin npoesa, A.21, ctp.l. TenedoH: +7 (495) 799 56 99, chakc +7 (495) 799 56 98,

> NS coobLeHnsa 0 HexenaTeNbHbIX peakumsix Ha IeKapCTBEHHbIE npenapaThl «AcTpa3eHekax:

MHOPMaLMOHHBIN pecypc «Co06LUEHNE O HEXENATeIbHOM SIBMIEHUN
hUDs://www.contactazmedical.a&trazeneca.com wnmn anekTpoHHas nouta
Safetv.Russia@astrazeneca.com.
Mo Bonpocam, CBSi3aHHbIM C MeAULUHCKON nHdopmauueii, Bbl MoxeTe 06paTuTbesa no TesietoHy +7
495 799 56 99, uHhopmaumMoHHbIii pecypc https://www.contactazmedical.astrazeneca.com wnnm no
anekTpoHHoi noute Medinfo.rutajastrazeneca.com.

B ®epepansHyto ciyxby no Haasopy B cdpepe 34paBooxpaHeHus (Poc3gpasHaasop);
Mo 3NEKTPOHHOI nouTe: pharm@roszdravnadzor.gov.ru,
no noure: 109074, Poccus, Mocksa, CnaesHckas nn., .4, ctp.l, ka6. 211.

CnuncoK nuteparypbi;

1. WNHCTpyKumMs No MeauuUMHCKOMY NPUMEHEHMIO NeKapCTBEHHONO npenapara
VIMGMH3M®, KOHUEHTpAaT ANsi NPUroToB/IeHNs pacteBopa Ansa nHgysunin. 50 mr/mn,
AcTtpa3eHeka Ab, LUeeuus, ot 06.12.2022.

C yBaxkeHuemM,
N.P. ®epopoBa

OO0 «AcTpa3eHeka ®apMacbiTUKas13»

PykoBoAuTeNb rpynnbl No dhapMakoHagzopy,
MeAULMHCKOI nHdpopMaumn, Poccust n EBpasus

Menonnurens:
UnenHa A. L.
+7 495 799 56 99
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