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23 AP2AS
HaNe oT

O 6e30MacHOCTM NNEKaPCTBEHHOIO
npenapara CesopaH® (ceBodiypaH)

depepanbHaa cny>kba Mo Hag3opy B cdepe 34paBOOXpaHeHMA LOBOAUT [0
CBEAEHMA CneumannucToB cUCTeMbl 3ApaBooxpaHeHns nuceMo OO0 «266Bu» o

NPUMeHeHNN NekKapcTBeHHOro npenapara CeBopaH® (ceBomiypaH), XXWUAKOCTb AN1A
NHTanauuin.

[MpunoxeHwne: Ha 2 n. B 13Ks.

A.B. CamoiinoBa
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MpunoxeHne 1k Ncx: Ne: med-12-04-25 oT 11.04.2025

VNHdopmaLnoHHOe NUCbMO A1 CNeunasinCToB 34paBOOXpaHeHns
06 ncnonb3oBaHUM NekapcTBeHHOro npenaparta CesopaH® (CeBodhaiypaH)

YBaxaewmsble rocnoga!

dapmauesTnyeckan komnaHus OO0 «366Bu» BbipaXaeT BaM CBOe MOYTEHME W AOBOAUT A0 CBEAEHUS
cnefyloLwyo MHpopmMaunio KacaTesibHO MCNOJb30BaHWUs NekapcTBeHHoro npenaparta CesopaH® (MHM
CeBohniypaH), X1AKOCTb ANa nHranauuii, PY /IM-Ne(000496)-(Pr-Pu) ot 10.01.2022.

KomnaHueii OO0 «366Bu» 3aperncTpupoBaHO HECKO/IbKO C/lyvyaeB Pa3BUTUS CEPbE3HbIX OC/TOXHEHUNA
npu nNpoBefeHUN CTOMAaTONOrMYyecknx BMellaTenbCTB nog o6ueil aHecTe3uell C WUCMNOSIb30BaHWEM
nekapctBeHHoro npenapata CeopaH®. [aHHble OCMOXHEHUA TpeboBanu Okas3aHus 3IKCTPEHHON
MeAMVLMHCKOM MOMOLLY 1 NPOBEeAEHMA peaHVMaLUNOHHbIX MepPonpuUATUn, Npu 3TOM, NpeanonoXuTeNbHO,
peaHMMaLMOHHOe nocobue Ha MecTe 6bl10 OKa3aHO He B NOSIHOM ob6beme. CBA3b pa3BMBLUMXCH Y
nauneHToB OCNIOXHEHWU C MPpUMEHeHNeM nekapcTBeHHOro npenaparta CeBopaH® He ycTaHOB/IEHA, TeM
He MeHee, C Lenbio obecneuveHns 6e30MacHOCTU MaLMEeHTOB, KOTOPbIM NokasaHo npoBefeHue obLieit
aHecTesnnm C MNpPUMMEHEHUEM JNeKkapCTBEHHOro npenapata CeBopaH®, OOO «266Bu» obpaliaet
BHMMaHMe Ha Heob6XoAMMOCTb CTPOro cnepoBaTb TpeboBaHMAM, yka3aHHbIM B Pasgene 4.4 O6uiei
XapakTepuCTMKN NeKkapCTBEHHOro npenapata u Pasgene «Ocobble ykazaHus 1 Mepbl NPeoCTOPOXHOCTH
npu NpMMeHeHun» JIMcTKa-BKNaabiwa;

MpenapaT CeBopaH MOXeT MNPUMEHSTLCA TOMbKO crneunanMcTamy, NpowegwrMm o6ydYeHne no
npoBefeHuto obLei aHecTesnn, B 0T AeNeHNAX, 060pyL0BaHHbIX BCEM HEOBX0AMMbIM A5t o6ecrneyeHus
NPOXOAMMOCTM  AblXaTeNbHblX MNyTei,, NpoBeAeHNs] WUCKYCCTBEHHOW BEHTUASUUM  NErKux,
OKCcUreHoTepanuu 1 peaHumauum.

CooTHOLWLEeHNe nosb3a - PUCK JiekapcTBeHHoro npenapata CeBopaH® npu ero nNpMMeHeHuu B
COOTBETCTBUM C YTBEPXAEHHOW MHopMauneli 0 nekapcTBEHHOM npenaparte (ob6uias xapakTepucTuka
NlekapcTBEHHOro npenapara M MCTOK-BKNaAbllw) ocTaeTcs 6/1aronpusaTHbIM.

JIncTok-BKNaAbll nekapcTBeHHoro npenapata CeBopaH® pasMelleH Ha cailite [ocyAaapCTBEHHOro
peecTpa /leKapCTBEHHbIX CPeACTB:

httDs://arls.minzdrav.aov.ru/Grls View v2.asDx?routinQGuid=83a31d8b-d895-48d9-934d-94216928¢c817

Mepen HasHaAYeHMEM fIEKAPCTBEHHOIO rMpenapaTta, noxasyiicTa, BHUMATE/IbHO O3HAaKOMbTECh C
yTBEPXAEHHOW UH(hopMaLMein o faHHOM SleKapCTBEHHOM npenapare.

HanomunHaHune o HeO6XO,EI,I/IMOCTI/I COO6LLI|aTb O HeXenaTe/ibHbIX peaKunax

BaxHo coobuwaTh 0 NOA03pEBAEMbIX HEXENaTe IbHbIX Peakuusix ¢ Lesblo o6ecrneyeHunsi HenpepbiBHOMO
MOHUTOPUHIa COOTHOLWIEHUST «MNOJIb3a - PUCK» SIEKApCTBEHHOTO npenaparta. Ecnv Bam cTtano M3BECTHO O
Nof03peBaeMbIX HeXenaTeflbHbiX peakuusix npu NpyMeHeHUW nekapcTBeHHOro npenapaTta CeBOpaH®,
noxanyiicta, coobLnTe 06 3TOM MO KOHTaKTaM, yKasaHHbIM HUXE.
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KoHTakTHas nHdopmauns

Mpn BO3HWKHOBEHWW BOMPOCOB WANM HEO6XOAMMOCTM MONYYEHUS AONOAHUTENbHOW MHGOpMauun,
noxasnyicta, obpalliaintecb B kKomnaHno OO0 k366Bu»;

125196, r. MockBa, yn. flecHas, g. 7, BL} «benblie Cagbl», 3qaHne «Ax»

TenedoH: +7 (495) 258 42 77

DnekTpoHHasa nouta: russia.info@abbvie.com

DNEeKTPOHHasA noyTa AN COObLLEHMA O HeXenaTenbHbIX peakunsx Ha NekapCcTBEHHbIe npenapaTthl
OO0 «266Bu»: Dv.russia.cis@abbvie.com

Cneuynanuctam  34paBOOXpPaHEHUsI  peKOMeHAyeTcss  coobuwiatb O  /I06bIX  MOA03PEBAEMbIX
HeXesnaTe bHbIX Peakuusix NeKapcTBEHHOTO npenapaTa Yyepe3 HaluWOoHasIbHY0 CUCTEMY COO6LLeHUs O
HeXenaTefbHbIX peakuusix B yNoSIHOMOYEHHbI opraH Poccuiickoli depepauuu;

PepepanbHaa cnyxba no Hagsopy B chepe 3gpaBooxpaHeHus (Poc3gpaBHapgsop) 109074, Mocksa,
CnassHckaa nnowaab, 4. 4, ctpoeHune 1

TenecpoH: 8 800 550 99 03

Pakc: +74956981573

QnekTpoHHaa noyta: Dharm@roszdravnadzor.ru

Afpec B MHTepHeTe: www.roszdravnadzor.nj

C yBaxeHunem,

CakuHa AnneBa
MeANUVHCKNIA ANpeKTop
000 «266Bu»
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