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L ein N5 O'Ycel
Ha Ne oT

O HOBbIX JaHHbIX M0 GesoriacHoCcT |

JIEKAPCTBEHHOIO Mperiapara
CvvinoH® (MHHIO-e r%%lwva@

depnepanbHas cnyxxba no Hag3opy B cepe 34paBOOXPaHEHUS B paMKax UCMOTHEHNS
rocylapCTBEHHON (DYHKLUMM MO OpraHusaumMm 1 npoBefeHnIo (hapmakoHaasopa A0BOAUT
Jile) CBeAeHUS CneLmaincTos CUCTEMbI 3[lpaBOOXpaHeHuns MUCbMO
000 «mepn PapmacblOTUKaNC» O HOBbIX AaHHbLIX MO 6e30MacHOCTU NIEKapCTBEHHOIO
npenapara CumMnoHU® (rosMmymab), pacTeop 4/ NOAKOXHOro BBeAeHus, 50 mr/0.5 mn.

[MpunoxxeHue: Ha 3 N. B 13K3.

A.B. Camoiinosa


http://www.roszdravnadzor.gov.ru

VHchopmaLps Ans cneLyanncToB M S D

3ApaBooOXpaHeHns INVENTING FOR LIFE*

’Co3paBas /15 XnU3Hn

119021, Poccus, r. Mockea
yn. Tumypa ®pyHse, 4. 11 crp. 1

Mcx.MO/1411 - ot 14.11.2022 T. +7 495 916 71 00

msd.ru

YBavkaemMble CrieLiaynCTbI 3apaBooxpaHeHs!

KomnaHmsa OO0 «MC/, dapmacbioTUKaIC» (Aepykaresib perycTpaLyioHHOro Ya0CTOBepeHs
JNlekapcTBeHHOro npenapara CMMNoHM® Ha Tepputopn PD) cemaeTenbCcTByeT Bam CBOE nouteHvie
N MHPOPMUPYET O MOSTYHEHUM HOBbIX JaHHBIX MO 6e30MacHOCTU JIEKaPCTBEHHOIO Nperapara
CuymnoHV® (MHH: ronmmymab), pacteop 4/151 MogKoykHoro BeegeHms 50 mr/0.5 M wnprupi
0OOHOPAa30BblE B COCTaBe YCTpoicTBa A/ AocTtaBku UltraSafe Passive®, LnpuL-pyyeK
wwm VarioJect®, permcrpaupmoHHoe yaoctosepeHme J1M-001686 ot 02.05.2022 r.

Pestome

KomnaHysa Janssen (aep>karesib permcTpaupmioHHOro yAoCToBepPeHUS JIEKAPCTBEHHOIO
npenapara CUMNoH1® B CTpaHax EBporbl) noy4nia HECKO/bKO >Kario6/Co06LLIEHMIA O
He>KeraTe/bHbIX SB/IEHUSX, CBS3aHHbIX C aBTOMHXXEKTOPOM SmartJect®, KoTopbIii
MCIosb3yeTcs 419 BBeAeHVA nperapara CUMMMoOHU®. 3T Crydan BKIKOHa A
HernpeaHaMePEHHbIE YKOJTbI VIO, COTHYThIE WM VCKPUB/IEHHBIE UMbl U HECpabaTbBaHVEe
yCTpolicTBa.
VHCcTpyKUmMn o BBeAeHWIO nperapara CuMnoHn® (VBI) ¢ ncnons3osaHvem
aBTOMHKEKTOPa/NPeasapUTesbHO 3aro/THEHHOM LLINPULE-PYUKA ObU NEPECMOTPEHDL.
OCHOBHbIE M3MEHEHVS BK/THOHAOT:
0 Vickno4deHre ryieya B KadecTBe MecTa MHBEKL MW UCTIOIb30BaHUN
aBTOVIH>KEKTOpA (CredyeT UCMoMb30BaThb TOMbKO 6e4p0 WK XKUBOT);
0 VicknodeHre nHgopMaLyn 0 MeTOE pasMELLEH aBTOVH>KEKTOPA Ha KOXE U
BbIMO/THEH HBEKL My TEM CO3AaHSA KOXKHOM CKIaaKU.
MprumHoO HecpabaTbBaHUA YCTPOCTBA MOXKET ObITh MPeXXAeBPeMEHHOE Ha>KATVE KHOMKY,
0 [5na Toro Utobbl 06ecrneunTb Hag/iexKallee cpabarbiBaHVe YCTPOMCTBA 4/
VHBLEKLM CrieayeT cob/toaaThb Moc/ieaoBarTe/ibHOCTL AEVCTBUN, oricaHHYo B MBI
O YCTPOWCTBO CrieflyeT NPUDKATL K KOXKe, UTOObI MOSTHOCTHLIO 384BVHY T
NpeaoxXpaHnTESIbHYHO BTY/IKY MOA NPO3padHyro 3allTHYHO cekuuio, NEPE/ Tem Kak
Ha>KATb Ha KHOIMKY.
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* Bcex nayyeHToB/yXa>k/BatoLLIX 3a NaLpieHTaMn /inl, BKKoHas paHee 06yyeHHbIX
MCMO/b30BaHIO aBTOMH>XKEKTOPA SmartJect® crieqyeT NpoMHEOpPMMPOBATL O MPaBIbHOM
MCIMO/1b30BaHN aBTOMH>KEKTOPa, B COOTBETCTBUM C NnepecMoTpeHHsIMU MBI

MpeabicTOpus npo6iembl No 6e30NacHOCT U

Mpenapar CMMNOHU® BbIMyCcKaeTcs B hopMe pacTBopa /19 eXXEMECAYHOI0 MOAKOXKHOIO BBEAEHUS.

B HEKOTOPbIX CTpaHax AOCTYINHO HECKO/TBKO YCTPOCTB 4719 BBeAeHVS Npenapara (MpeasapytesisHO

3aro/IHEHHb I LLNPUL, CUMIMOH® 1 aBTOMHKEKTOP SmartJect®). OnmcaHHble B JaHHOM

VHOPMVALIIOHHOM MCbME NPOG/IEMbI MO 6e30MacHOCTU KacakoTcsl TO/IbKO aBTOMH>KEKTOpA
AartJect®.

B nocrieaHem mccrieaoBaHM >Kariob 1 HEXKeSIaTe TbHbIX SIBIEHNI, KaCatoLLYIXCS aBTOMHYKEKTOPA,
MpoBeAeHHOM KoMMaHieli Janssen, 6bin BbB/EHbI CriefytoLLyie NPo6/ieMbl 6e30MacHOCTL

* CryyaliHble YKO/1bl UITION MEAMLIMHCKOIO PaboTHMKA WM YXaDKMBAIOLLIErO 3a MaLyEeHTO.M
JUA NP CO30AHNN KOXKHOM CKIMaaK/ BO BPEMST IHBEKLIAY

e IBOrHyTbie WM VCKPUB/IEHHbIE UITIbl, /151 UBB/IEHEHNS KOTOPbIX U3 MECTa MHBEKLM
MOXXET MOTPEeO0BaTLCA MEANLIMHCKOE/XMPYPIMHECKOE BMELLIATESTBLCTBO, Yallle BCero npu
BbIMOTHEHUN NHBEKUMIA B MJ1EYO;

e HeBO3MO>XXHOCTb MPUBECTU KHOMKY aBTOMHXKEKTOPA B aKTVIBHOE COCTOSTHVE U HaYaTb
VHBEKLIVIO B CBSI3M C MPeXXAEBPEMEHHbIM HDKATVIEM Ha KHOTKY.

B cBA3u ¢ BblLLEnepeyncrieHHbIM, KoMMaHuA Janssen rnepecmvoTpena VBl a8 aBTomHkeKTopa
JaHHoe viHdopMaLpmoHHoe ncbvo (DHCP) nHdopmmpyeT Bac o nepecvoTpe VBT

OcCHOBHbIe MO/0XKeHNA NepecMoTpeHHbIX BIT:

= B kayecTBe MECT MHLEKUMM CriefyeT VCTO/b30BaTh MNepeaHIoH NoBEPXHOCTL 6eapa Win
HIDKHIOIO YaCTb >XBOoTa. [Mpy NprivieHeH aBTOVH>XKeKTopa SmartJect® He crieoyet
MCIMO/b30BaTh MV1EY0 B KAaYeCTBE MECTa MHBEKUMN. “VIHBEKLIMA B I/1e4HO0 CrieayeT BbINo/IHATL
TO/TbKO B C/Tydae MCTo/b30BaHUA MpeagapuTesibHO 3aro/IHEHHOro LUnpuua CUMMoHU®” .

* OTKpbITbIi KOHEL, aBTOMHEKTOPA C/IeflyeT NPYKaTh K KOXKe MNog, MPsiMbIM YT/10M <Mof,
yrriom 90 rpagycoB>, UTOObI 388V HYTb NPEeAOXPaHUTE IbHYHO BTY/IKY BHYTPb MpPO3paqHOM
3aLymHOM cekupn. [1o Tex rop, Noka npeaoxpaHvTesibHas BTy/IKa He 33BVHyTa
MOJTHOCTBIO MO, MPO3PaqHYHO 3aLLMTHYHO CEKLIVIKO, HA KHOMKY HEDKUMATb Heslb3sl.

= He crenyeT co3aaBaTb KOXKHYHO CKIaAKY, MpY PasMELLEHM aBTOMHYKEKTOPA HA KOKE WA
MNPV BbINMOTHEHN UHBEKLIMK, - MOBEPXHOCTb KOXU A0/DKHA 6bIThb M/IOCKOI.

Tpebyemble AENCTBUS:

OXMIRETCS, YTO /LA, Ha3HAaYakoLLYIe JIEKAPCTBEHHLIV Mperapar, nepesanyT STy MHGOPMaLAHO Mo
VICMO/Ib30BaHVIO aBTOMHXKEKTOpa SmartJect® nepcoHarty CBoel KIMMHNKYYPeXXOEHS,
O6yH1aroLLEMY MAaLWIEHTOB TN YXaXKNBAIOLLYIX 38 HAMU JIVLL, Bcex naumeHToB/yxaXk/BatoLLyIX 3a
HMIA /L, CrieflyeT NPOVHAIOPMUPOBATH O MPaBWILHOM MPYMEHEHNM aBTOVH>KEKTOPA B
COOTBETCTBUM C MEPECMOTPEHHbIMU IBIM, B TOM Umc/ie /i, KOTOpble Oblv paHee 00yYeHbl B

COOTBETCTBMM C MHGpOpMAaLIVIEN B NpedbiayLueii Bepcreli VBl



Coo6LieHNe 0 MOJ03PEBAEMbIX HEXKENAT eMbHbIX peaKLnuax

Moxanyiicta coobLUarTe MHAOPMALAO O JIFO00I MOA03PEBAEMON HEXKESIATETbHOM PeaKLmm,
CBSI3aHHOW C 1CMO/b30BaHIEM FO/IMMyMaba € yKazaHVeM HaszBaHVS! MPOdyKTa U HoMepa cepum B
COOTBETCTBUM C AEVCTBYHOLLMIM 3aKOHOAATE/I,CTBOM.

Coo6LLeHMA HanpaBsoTcAa B Poc3gpaBHaA30p Hepes aBTOMATM3MPOBaHHYH0 MHAIOPMALIIOHHYHO
ccteMy PocagpasHaazopa (ANC PocsapaBHag3opa) /iMoo Mo YCTaHOB/IEHHOM diopive Mo agpecy
npr@roszdravnadzor. gov.ru.

KoHTaKTHas nHgopmayus

Ecrm y BaC BO3HVKHYT A0MOSTHUTESTbHbIE BOMPOCHI MO MHGIOpMaLN, M3MI0XKEHHOW B JaHHOM
Mrcbe, MOXXaVTyHicTa obpaTuTecb B KoMraHnio OO0 «MC/, dapmacbiaTUKasic» Mo CrieaytoLemMy
aapecy.

119021, r. MockBa, yn. Tumypa dpyHse 11 ctp. 1

TenedpoH + 7 495 916 71 00 (no6 120)

E-mail dpoc.russia@merck.com

dakc +7 495 228 32 39

C yBa>KeHVEM,
Bsuecnas BypmMucTpoB

MeouyHCKNA JypeKTop
000 «MC/, PapmacbioTUKaUI1C»


mailto:dpoc.russia@merck.com

