Aktempa® (Tounnusymaob)

PykoBoacTBO AN MeAULIMHCKOro paboTHMKa AnA criefyrowmx
noKasaHun:

. PematoungHbii aptput (PA) [BHYTPMBEHHO NN MNOOKOXHO]
. vranTokneTouHbl aptepunT (F'A) y B3pochbix NaUMEHTOB [MOAKOXHO]

. MonnapTukynsapHbIN toBEHUNbHBIM ngunonatudecku aptput (NFOUA) (Takke HasblBaeMbli FOBEHUIbHBIN
navonaTuyecknii apTpuT) y NaumMeHToB B BO3pacTe 2 feT U cTapLue [BHYTPUBEHHO UM MNOAKOXHO]

. CrcTeMHBIN 1BEHUMbHBIV ngnonatudeckun aptpuT (CKOUA) y naumeHToB B Bo3pacTe 1 roga v ctapLue
[BHYTPMBEHHO MW NOAKOXHO]

[aHHoe PykoBoACTBO AN MEAMLMHCKOrO paboTHMKA COAEPXUT BaXHyl WHpopMauuio no 6esonacHocTu, C
KOTOpOW HEeOoBXOAMMO O3HAKOMMUTLCA OO0 M BO Bpemsi fedeHuss npenapatoM AkTempa. [aHHoe Pykoeoactso Ans
MEOULMHCKOro paboTHMKA HEeOoBXOAMMO W3Yy4uTb BMECTE C WHCTPYKUMENW MO MEOULIMHCKOMY MPUMEHEHUI0

nekapcTBeHHoro npenapaTta Aktempa [ccbinka Ha UMIM] n PykoBoacTBOM MO NpUMeEHeHuto npenapata Aktempa,

npefocTaBneHHbIM BMeCTe C  [aHHbIM  [JOKYMEHTOM (www.roche.ru), MOCKOMbKY OHW COAepXaT BaXHYH
MHbopmaumio o nNpenapate AKTemMpa, BKIHOYas MHCTPYKLMIO MO UCMOSb30BaHMIO WNPUL-TIOBUKa.
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LENb

[aHHble mMaTtepuanbl OnnCbliBalDT pekomMeHgauum no MuHnMmsauunm wunm npenorBpalleHno BaXXHbIX PUCKOB,
CBA3aHHbIX C NpuemMoM npenapaTta AKTeMpa y nauneHToB C peBMaTtougHbiM apTPUTOM, TUTAHTOKNETOYHbIM
apTepunToM, nNOoNMNapPTUKYNAPHbIM  KOBEHWUJIbHbIM -~ nanonaTU4eCkMM  apTputoM U CUCTEMHbIM  HOBEHUITbHbLIM

nanonNaTUYeCcKMM apTpUTOM [BHYTPUBEHHO].

Mepen HasHauyeHMeM, MPUrOTOBIIEHMEM WM BBeAeHWeM npenapata AkTeMpa Heobxoaumo oGpatutbes K MM

[cebinka Ha UMIT].

1. CEPbLE3HbLIE UH®EKLIUN

Y nauveHToB, MOMy4arWwyx WMMYHOCYMMNPECCHBHbIE MNpenapartbl, BKMovas npenapat AKTempa, OTMevarnocb
pasBUTUE CepbesHbiX WHQEKUWUA, MHOraa C neTanbHbiM McxodoM. HeobxoauMo COOGLMTL MauMeHTam U
poouTensm/ nvuam, OCYLLECTBMAIOWMM yXO4 3a MauuMeHTOM, O TOM, 4TO npenapaTr AKTEMpPa MOXET MOHU3UTbL
COMPOTUBNAEMOCTb  NauuMeHTa  UHgekuusam.  [MpOMHCTPYKTMpPYWTe MauuMeHToB U UX  poauTenen/nu,
OCYLLECTBMAWMUX yXo4 3a MNauMeHTOM, O HeoGXoAMMOCTM HeMeAsieHHOro oGpalleHusi K Bpadvy B criyvae
BO3HVMKHOBEHUSA MPU3HAKOB MMM CUMMTOMOB, MO3BOMSAOLWMX 3arnofo3puTb UHAEKLMIO, YToBbI obecneunTb BbicTpoe

obcnenoBaHve U COOTBETCTBYHKLLEE NnieYeHune.

Y nauveHToB C akTMBHbIMW WHMEKUMSMU MMM C MOAO3PEHMEM Ha WMHAEKUMIo nedyeHue npenapatom AkTempa
HaumnHaTb He criegyeT. MNpenapat AkTeMpa MoXeT obneryntb 06beKTUBHbIE U CYyOBLEKTUBHbLIE CUMMTOMbI OCTPOM
WHMEKUMW, 3adepxusas auvarHoctvpoBaHme. Heobxoammo MNpUHATb CBOEBPEMEHHbIE W Haanexaiime mepbl
OTHOLLEHMM cepbe3Hbix MHekumii. Cm. pasgen «Ocobble ykasanusay UMM gns gononHUMTENbHOM MHpopMaLumn.

2. OCNOXHEHUA ONBEPTUKYITUTA (BKINNIOYAA MEPPOPALIUIO XKENYAOYHO-
KULLEYHOI'O TPAKTA)

Heobxooumo npovHgopMnpoBaThk NaUMEHTOB M poauTenei/ nuy, OCyLLEeCTBRSOWMNX yXo4 3a NauueHToM, O TOM,
YTO Yy HEKOTOpbIX MauUUEHTOB Ha (boHe Tepanuu npenapaTom AKTEMpa pa3BMBanuCb Cepbe3Hble HexenaTerbHble
ABMEHMS CO CTOPOHbI KENyAo4YHO-KMLLEYHOro Tpakta. Heo6xoAMMO NpPOMHCTPYKTMpPOBaTb MaUMEHTOB U
poautenen/nuuy, ocyLLECTBISIOWMX YXO4 3a NauMeHTOM, 0 HeO6X0AMMOCTM HeMeANeHHOro obpalleHUs K Bpady
B CIlyyae BO3HMKHOBEHMSI CUMNTOMOB UITN MPU3HAKOB TSHKENOW, NepcucTupyowen 60nm B XXUBOTE, KPOBOTEUEHUS
nnnn HeoOGBSACHMMOIO W3MEHEHUs OesTEeNbHOCTU KULLEYHMKA, COMPOBOXAAOLWErocs nnxopagkon, uYToObl

obecneunTb GbICTpoe 06CcnegoBaHne U Hagnexalee neyveHve.

Y naumMeHTOB C HanMMyMem B aHaMHe3e 3B KULLEYHWKa Wy OMBEPTUKYNUTA, KOTOpble MOryT ObiTb CBsi3aHbl C
nepdopaumen xenygovyHo-KULLEYHOro TpakTa, npenapat AKTempa crnegyeTt MCMoNnb30BaTb C OCTOPOXHOCTbI. CM.
pasgen «Ocobble ykasanus» VMM gna gononHUTeENbHOM MHopMaLmn.

3. ONATHOCTUKA CAM NPU CIOUA

CwvHppom akTuaumm makpodaros (CAM) ABRSeTCA Cepbe3HbIM XKU3HEYTPOXaloLLMM COCTOSSHUEM, KOTOPOE MOXET
pa3BuTbCA y naumeHToB ¢ ctOMA.
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Ha ceropgHawHWii AeHb OBLLENPUHATBLIX OKOHYATENbHLIX KPUTEPUEB OAWArHOCTUKU HE CYLLECTBYET, OfHaKo Gbinu
ony6nvkoBaHbl NpeasapuTesbHble kputepun®.

OnddepeHumansHas guarHoctuka CAM aBnsieTcs oOLIMPHON M3-3a PasnnyHbIX U MYNbTUCUCTEMHbBIX OTKITOHEHWUI
HapyLleHns 1 Hecneundunyeckon npupodbl 60MLLUMHCTBA BbIPAXEHHbBIX KMMHUYECKMX OCOBEHHOCTEN, K KOTOpbIM
OTHOCATCS Xap, renaTocnreHomeranust U uuToneHusa. B pesynbrate aTOro GbICTpas KNMHWYEcKas AMarHocTuka
3avacTylo 3aTpyaHeHa. K gpyrum ocobeHHoctam CAM MOryT OTHOCWUTLCS HEBPOJSIOTMYECKME PaCCTPOMCTBA W
OTKIMOHEeHNst nabopaTopHbIX MoKa3aTenew, Takve Kak rmnogpumbprHoreHemus. YcnewHoe neveHne CAM Obino

3aperncTpmpoBaHo C LMKNOCNOPUHOM U TIMHOKOKOPTUKOUAAMMW.

TaKeCTb U Xu3Heyrpoxawllas npupoda AaHHOTO OCIMOXHEHMS, B COYETaHUM C 4YacTbiMU TPYAHOCTAMU MpuU
OOCTUXEHUM ObICTPON AmarHOCTWKW, TpebyloT Haanexallero Hagsopa W TulaTenbHOro noaxoda K feyeHuto
naumMeHToB ¢ akTuBHbIM CKOUA.

3.1 WHIMBUPOBAHMUE IL-6 U CAM

HekoTopble 13 nabopaTopHbIX NokasaTernemn, CBsi3aHHble C MpUMeMOM npenapata AKTeMpa W OTHOCSLIMECs K
MHIMBMpoBaHuto |IL-6, aHanorM4Hbl HEKOTOPLIM U3 NTabopaToOpPHbIX NOKa3aTenen, CBSA3aHHbIX C ANarHOCTUPOBaHMEM
CAM (TakmMm Kak CHWXEHWE KONnuyecTBa NENKOLUUTOB, HENTpodunos, TpomGountoB, (UOPUHOrEHOB CbIBOPOTKM
KPOBU N CKOPOCTM OCELaHWUsi 3pUTPOLUTOB, BCE OHW B MEPBYI oyepedb HaAbMNOalTCs B TEYEHUEe Heaenu nocre
Hayana npuema npenaparta Aktempa). YpoBHU heppUTMHA 3a4acTyo CHXAKOTCA Npu npuemMe npenaparta Aktempa,
ofHako 3avacTyto nosblwatTca npu CAM, crnegoBaTenbHO, OHM MOFYT BbICTYNnaTb B KayecTBe MONE3HOro
nabopatopHoro anddepeHumransHoro napameTpa.

XapakTepHble knuHnyeckne npusHakm CAM (HapylueHne dyHKUMN LeHTpanbHON HEPBHOW CUCTEMbI, KPOBOTEYEHNE
W renatocnneHoMeranuvs), Npu Hanu4umn, NoMorarT B NocTaHoBke anarHosa CAM B KoHTeKcTe UHrmbrnposaHus IL-6.
KnuHunyeckmin onbIT 1M KNMHWYECKUA cTaTyCc nauMeHTa, BMecTe CO BpeMeHeM oTbopa nabopaTopHbix obpasuoB B
CpaBHEeHMM C NpueMoM npenapata AKTempa, AOIKHbBI perynnupoBaTh TOMKOBaHUE 3TMX NabopaTopHbIX AaHHbBIX U UX
NoTeHUManbLHOro 3Ha4eHns B NocTaHoBke gnarHo3a CAM.

B knuHnyeckux nccnegosaHusax npenapaTt AKTempa He uccrnefoBarncs y nauueHToB BO BPeMs anv3oda aKTUBHOIO
CAM.

4. FEMATONIOMMYECKNE 3ABONIEBAHNA: TPOMBOLIMTOMNEHNA U
NOTEHUWANBbHbLIA PUCK KPOBOTEYEHUA UWWNIN HEUTPONEHUN

CHWXeHne ymcna HeMTpoduIoB 1 TPOMBOLMTOB OTMEYanock Nocne Tepanuu npenapatoMm Aktempa B o3se 8 Mr/kr
B KOMOWMHauun ¢ metoTpekcatom (MT). Y nmaumeHTOB, KOTOpble paHee mofnyyanu reveHne aHtaroHnctom PHO,
BO3MOXHO MOBbILIEHNE pUCKa HENTponeHun. PassuTue TSXKenom HENTponeHnM MoXeT ObiTb CBA3aHO C
MOBbILLEHNEM pUCKA CepPbe3HbIX MHMEKLMIA, XOTA B HACTOsILLEE BPeMsl 4eTkas CBA3b MeXQy CHUXKEeHVWeM 4ucna
HENTPOdUIOB N BO3HUKHOBEHNEM CEPbE3HBLIX MHPEKUMI B X0Ae KNNMHUYECKUX NCccneaoBaHuni npenaparta Aktempa
He ycTaHoBMeHa.

T Ravelli A, et al. Preliminary diagnostic guidelines for macrophage activation syndrome complicating systemic
juvenile idiopathic arthritis. J Pediatr 2005; 146: 598-604
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Y nauveHTOB, KOTOpblE paHee He MNonyyanu nedveHve npenapatoMm AKTEMpa, HE PEKOMEHOYETCS HayMHaTb €ero
npuem npu abconoTHOM uucrie HenTpodunos (AYH) Huke 2 x 10%/n. Cneayet cobniogaTe OCTOPOXHOCTb Mpw
paccMOTpPeHUN BO3MOXHOCTW Havana neyeHus npenapaToM AKTeMpa y MauMEHTOB C HU3KMM KOMNMYECTBOM
TPOMGOUMTOB (T.e., C KonmyecTBoM TpombouuToB Huxe 100 x 103/mkn). Y naumeHToB, y KOTOPbIX PasBuiIoChb
cHmkeHne AYH <0,5x10%n wnu cHwkeHne TpombouutoB < 50 x 10%/MKn, NpoOormKeHWe nedYeHuss He
pekomeHayeTcs.

MoHUTOpPUHT:

. Y naumeHToB ¢ PA 1 A Konm4ecTBO HENTPOUNOB U TPOMOOLIMTOB CriedyeT KOHTPONUPOBaTb Ha NPOTSXKEHUN
4-8 Hegenb Mocrie Havana Tepanuu, a B MocreaylweM — B COOTBETCTBMM CO CTaHAapTOM KIMHUYECKON
NPaKTUKK.

. Y naumenTtoB ¢ ctOUVA n ntOUA konuuecTBo HeNTPOUNOB M TPOMOOULMTOB creayeT KOHTPONMpoBaTb Ha
MOMEHT BTOPOW MHAY3MK 1 B MOCNeyoLEM — B COOTBETCTBUM C HAAMEXaLlen KNMMHNYECKOW NPaKTUKON.

JononHutenbHble pekomeHAauuMnm Ons HewTponeHun u TpombouutoneHum copepxatcs B Pasgene «Ocobble
ykasaHua» VIMI.

MoapobHas nHpopMaums o KoppekuMn J03bl U OONOMHUTENBHOM MOHUTOPUHre cogepxuTcst B Pasgene «Cnoco6
npumMmeHeHns n go3sbl» M.

5. FrENATOTOKCHUYHOCTb

Mpn nevenun npenapaTom AkTempa Habnoganocb TPaH3UTOPHOE WNW MEepUOAUYecKoe Nerkoe U ymepeHHoe
MOBbILLIEHNE aKTUBHOCTM MNEYEHOYHbIX TpaHcamMuHa3d (cMm. pasgen «[lobouHoe pencteue» WMIM). B cnydae
MCMOMb30BaHUS NOTEHLUMANbHO renaToToKcnyeckmx npenapatos (Hanpumep, MT) B komMGuHaumm ¢ npenapatom
AkTempa Habnopanochb yBennyeHne 4acToTbl 9TUX OTKIOHEHWA. [pu HanmuunM KNMHWYECKMX NoKasaHui cnegyet
paccMoTpeTb BO3MOXHOCTb NMPOBEAEHWSA aHanu3oB Ha ApyrMe nokasatenu neyvyeHu, B TOM 4ucre ornpeaeneHus
YpPOBHS 6ununpy6uHa.

Mpn ncnonesosaHun npenapata AkTempa Habntoaanocb cepbe3Hoe NeKapCTBEHHOE NOPaXeHNe NeyeHn, BKYas
OCTPYIO NEYEHOYHYI0 HEJOCTAaTOYHOCTb, renaTuT 1 XenTyxy (cMm. pasgen «MobouHoe gerictBue» VIMI). CepbesHble
MOPaXKeHNs MeYeHn OTMevanucb B Nepuoj oT 2 Hedenb A0 5 neT nocne Havana Tepanuu npenapatom AkTempa.

Coobuwarnocb o crnyyasax pasBuTUs NeYEeHOYHON He4OCTAaTOYHOCTU, KOTOPbIE MPUBENU K TPaHCANaHTaUUN NeYeHn.

Cnepyet cobniopatb OCTOPOXHOCTb MPW PacCMOTPEHUM BOMpoOca O Havane Tepanun npenapatom Aktempa y
naumeHToB ¢ nosbiweHvem AJIT nnn ACT > 1,5 x BI'H. MauueHTtam ¢ nexogHeim yposHem AT vnm ACT >5 x BI'H

npenapart He peKkoMmeHOoBaH.

MOHUTOPUHT:

. Y naumerToB ¢ PA, TA, nfOUA n ctOUNA yposuu AT n ACT cneayeT KOHTponNupoBaTh kaxable 4 - 8 Hegenb B
TeyeHune nepBbix 6 MecsLEB NevYeHus], a B AarbHeNLWeM - kaxable 12 Hegenb.
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. PekomeHOoOBaHHbIE U3MEHEHUs1 B CXEMe NeYeHusi, BKNoyas oTMeHy npenaparta AKTempa, B 3aBUCUMMOCTU OT
YPOBHSI TpaHcamuHa3 onucaHbl B pasgene «Cnoco6 npumeHeHus 1 gossi» UMM,

. B cnyyae nosbiweHns ypoBHa AJIT wnm ACT ot >3 go5xBI'H, nogTBepxaeHHOro NOBTOPHBIMM
ucnblTaHNAMK, NevYeHne npenapatom AKTempa cnegyet npepsaTb.

Cm. pasgen «Cnoco6 npumeHeHus u po3sbl», «Ocobble ykasanua» un  «lMobovHoe perictene» VMMM ans
OOMONHUTENBHOW MHAOPMALMK.

6. NOBbLIWEHHLIW _ YPOBEHb  NUNUMAOB U MOTEHUWANBbHbLIA  PUCK
KAPOVWOBACKYNAPHbIX U LEPEEPOBACKYNAPHbLIX ABNEHUA

Y nauueHToB, Nomny4aBLUMX NeyeHvne npenapatom AkTempa, Habnoganocb MoBbILEeHWEe nokasatenein NUNUGHOro
obmeHa, BkMYas OOWMN XOMECTEepWH, NMNONpPoTeuHbl HW3konm nnoTHoctu (JIMHI), nunonpoTenHbl BbLICOKON

nnotHocTtu (JINBI) u Tpurnuuepvabl.

MOHUTOpPUHT:

. OueHKy napamMeTpoB NMMNUAHOro obmeHa cnegyet nNpous3BoauTb Yepes 4 - 8 Hegenb Mocrne Havana Tepanuu
npenapatom AkTempa.
Jleyenne rmnepnununaeMmn  cneayet npoBoanTb B COOTBETCTBUWM C MECTHbIMU KIMMHUYECKON I'Ip&KTVIKOVI. D,J'IH

[ONONHUTENbLHOWM MHdopMauum cM. pasgen «Ocobble ykasaHua» u «MoboyvHoe gevicteue» VMI.

7. 3N1OKAYECTBEHHbLIE HOBOOBPA3OBAHUA

ViIMMyHOMOZYNUpyoLmne nekapcTBeHHbIE npenapaTbl MOryT MoBbIWAaTh PUCK 3N0KaYeCTBEHHbIX HOBOO6pa3OBaHVIl7I.
MeguumHckue pa6OTHMKI/I OOIMKHbI 3HaTb O HEOOXOAMMOCTU NPUHATUA CBOEBPEMEHHbIX U Hagnexawmnx mep Aansa

ONArHoCTUPOBAHMS 1 NeYeHs1 HOBOOOPa3oBaHUIA.

Ona pononHutensHon uHgopmaumm cM. pasgen «Ocobble ykasaHusi» u «NobouHoe gentceme» VM.

8. OJEMWEJTIMHN3UPYIOLUMNE 3ABO0NIEBAHUA

Bpayam cnegyeT nposiBnsiTb  0COGYH OCTOPOXHOCTb B OTHOLUEHWM CUMMMATOMOB, BO3MOXHO YKa3blBalOLMX Ha
pasBuUTME OEMUENUHM3MPYIOWMX 3ab0oMeBaHWn LEeHTpanbHOW HepBHOW cuctembl . MeauumHckue paboTHMKM
JOIKHbI 3HATb O HEOOXOAUMOCTU MPUHATUS CBOEBPEMEHHBLIX WM Hagnexawux mMep ANs AUarHoCTUPOBaHUA Wt
neyYeHns gemMuenuHmusnpywmx 3abonesaHun. Cm. pasgen «Ocobble ykasaHus» UMM gna [ononHuTenbHou

MHopMaL K.

9. PEAKLWA HA UHOY3IUU/WNHBEKLINA

Mpu BBegeHun npenapaTta AkTempa MoOryT HabnwgaTbCA CepbesHble peakuunm B MeCTe UHbeKUMU/MHADY3NK.
PekomeHaaumm no nevyeHuo MHAPY3MOHHBIX/MHBEKLMOHHBIX peakumin cogepxartcs B Pasgene «Ocobble yka3aHus»
MMM Aktempa, a Takke B pykOBOACTBE MO npvemy npenaparta Aktempa.
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10. BPEMEHHOE NPEKPALUEHWUE TEPAMNWUU NMPU clOUA U nlOUA

PekomeHpaumm no BpeMeHHOMY npekpalleHuto Tepanuu y naumeHtoB ¢ ctOMA n ntOUA copepxatcsa B Pasgene

«Cnocob npumeHeHns u ao3sbl» UMIT.

1. cnocob NPUMEHEHUA U OO3bl

PacueT [03bl ANsi BCEX NMOKa3aHWin U NekapCTBEHHbIX (DOpM (AN BHYTPUBEHHOTO BBEAEHUS - B/B U ANS NMOOKOXHOIO
BBedeHus - N/k) cogepxutcs B PykoBoacTee no npumeHeHuo npenapata AkTempa, a Takke B pasgene «Cnoco6

npumMmeHeHns n go3sbl» M.

Oetn

e Be3onacHocTb U 3dhdekTMBHOCTL Npenaparta AKTemMpa B JieKkapCTBEeHHoW dhopMe Ans n/K BBeAeHus Y

JeTen B BO3pacTe OT poxaeHusa n Ao 1 roga He yCcTaHoBNeHb!. [laHHble OTCYTCTBYIOT.

. M3ameHeHne 003bl OO0/MKHO OCHOBLIBATLCA TOJBbKO Ha MocneaoBaTtefibHOM WM3MEHEHMM Macchbl Tena

nauuneHTa co BpeMeHeM.

MauyueHmsi ¢ cOUA
Macca tena nauveHTa ans BBefeHusi npenaparta AKTeMpa NOAKOXHO AOIMkHA ObiTe He MmeHee 10 kr.

[MNpocnexnBaemMocTb

Ona ynyyweHuss BO3MOXHOCTU MPOCMEXMBAEMOCTM OMONOrMyecknx nekapcTBEHHbIX MpenapaTtoB HeobXxoaMmo

YeTKO yKa3aTb TOproeoe HammeHoBaHne Ha3Ha4aeMoro npenaparta n Homep cepun.

12. COOBLUEHNA O NPEANONAIAEMbIX HEXENATENBbHbLIX ABINEHUAX

npenOCTaBJ'IEHVIe coobLeHnin o nogo3peBaeMblX HeXxXenaTelibHblIX ABNEeHUAX UMeeT BaXHOoe 3HadYeHue Mnoclne
nonyvyeHna perncTtpaunoHHOro yaoCToBEpeHUA Ha ﬂeKapCTBeHHbIVI npenapar. 3710 nossonset npoaoImKNUTb

MOHUTOPUHI COOTHOLLEHUA «NOoJib3a-pUCK» NeKapCTBEHHOro npenaparta.

Bbl MoxeTe nOMOYb B OCyLlEeCTBMEHUM MOHUTOpUHra 6e3onacHocTM npenapaTa, nepegaB coobuieHust o
HexenaTtenbHbIX SBIMEHUSAX, acCOLMMPOBAHHbIX C WCMONb3oBaHMEM npenapata Aktempa (Tounnu3ymab) B
komnaHuto AO «Pow-MockBa» (ocuumanbHbii aucTpubbloTop komnaHum “®. XoddmaHH-JIa Pow Jitg) no

TenedoHy 8(495) 229-29-99 (oduc) nnm snekTpoHHOW novte moscow.ds@roche.com.”

13. OBLUME PEKOMEHOALINA

Mepen npumeHeHnem npenapaTta AKTempa CrpocuTe naumMeHTa unm ero poamtenen/nuu, ocyLliecTBnAWKMX yxon

3a nauneHTom, o Hann4nuy cnegyrouero:

. Hanuuue nHdekumn, nonyyeHme neyveHunst No NoBody UHMEKLMM, UMK HanNMuMe B aHaMHe3e PeELMONBUPYIOLLNX
NHEeKUMn

UioHb, 2022 r., Bepcus. 9.0.1
6

MNepepaH vepes [vaznok 29.06.2022 11:14 GMT+03:00 / \
bicAd088-6dfc-49c3-bac2-db2fee24eddc | I::L

CrpaHvua 6 13 8 \ /



L] Hanuune npu3HakoB WHMEKLMM, TakMX KaK Nuxopagka, Kawenb WM rofoBHas 6onb, unu 4yBCTBO
HeaomMoraHmsa

. Hanuuue onoscbiBalowero repneca unu nobon Apyrod KOXHOW WHMEKUMW C HapyLUEHWEM LEenoCTHOCTM
KO>XXHOrO MOKpoBa

. Hanuune nobbix annepryyecknx peakuuii Ha paHee MpUMEHsIBLUMECS npenapaTbl, BKM4Yas npenapar
AkTempa

. Hanuuve pgmnabeta wnu gpyroro hOHOBOrO COCTOSIHWUSI, KOTOpOE MOXEeT npegpacnonaratb nauueHTa K
MHEKUMN

. Hanuuue Ty6epkynesa (TB) unm TecHoro koHTakTa ¢ kem-nunbo, ctpagatowmm Tb

o Kak aTo pekomeHgyeTca B crnyyae Apyrnx OGrMonorvyecknx nekapcTBEHHbIX npenapaTtoB Ansg
neveHnss peBMaTonaHOro apTpuTa, NaumMeHTbl JOMMKHbI NPOWTN CKPMHMHIOBOE obcrnegoBaHue Ha
Hanuyve naTteHTHoW TyGepKynesHon MHdeKUMn 0 Havana neyveHns npenapatom Aktempa. [o
Hayana nedveHus npenapatoMm AKTeMpa nauueHTbl C NaTeHTHOM TybepKynesHow wHdekumen
OOMXHbI NOMYYUTL NeYeHne B Buae CTaHaapTHOM aHTUMmnkobakTepmarnsHow Tepanmm

. MpuMeHeHWe [Opyrx GUONOTMYECKMX JEKApPCTBEHHbIX NpenapaToB Ans nedyenuss PA, nu6o npuem
aTopBacTaTuHa, GrioKaTOpPOB KasbLMeBbIX kaHanos, TeodunvHa, BapdapuHa, oeHUToMHa, LMKIOCMNopuHa,
MeTUNNpeaHN3omoHa, AekcaMeTasoHa Unn 6eH3oaMasenmHoB

. Hanuuve B npownom unu B HacTosillee BPeMsi BUPYCHOro renatuta wunu nioboro apyroro 3abornesaHus
neyeHun

. Hannune B aHamHe3se 5138 Xenyao4YHO-KMLLIEYHOro Tpakta unn guBepTukynnutTa
. He,anHee npoxoxaeHne BakunHauum nnu nobas 3anfaHnpoBaHHaaA BakuMHauuna

. Hannune oHkonormnyeckoro 3abonesaHus, (haKTopoOB pucKa cepAeyHO-CoCyaucToro 3aboneBaHns, Taknx Kak
NnoBbILLIEHHOE apTepunanbHOe OaBlieHMe U NOoBbIlUEHHbIE YPOBHU XOnecTepuHa, nméo cpegHen TsHKeCcTU unm
TAXenNbIX HapyLIJeHVII7I beHKLI,VIVI no4yek

L] Hanuune NepCUCTNPYOLLNX rONOBHbIX oonen.

BepemMeHHOCTb: YKeHLUMHbI C COXpaHEHHBbIM PENPOAYKTUBHBIM MOTEHUMANOM BO BPEMS NIEYEHNUST (M HA MPOTSKEHNN
00 3 MecsaueB nocrne nevYeHust) AOMKHbl MCnonb3oBaTb 3PdEKTUBHbIE cpeacTBa KoHTpauenuun. [Mpenapat
AkTemMpa He crnegyeT wucnonb3oBaTb BO BpeMsi OGEepemMeHHOCTM, 3a MCKIYEHNeM cryyaeB abConoTHON

HEeo6X0AMMOCTH.

Kopmnenue rpyabto: [laHHble 0 BblAeneHun Toumnmsyma6a B rpygHOE MOJIOKO Y YenoBeKka OTCYTCTBYIOT. PelueHune o

I'IpO,D,OJ'I)KeHVII/I/I'lpeprBaHVIVI rpygHoOro BCKapmMimMBaHuAa wunun I'IpOD,OJ'I)KeHVIVI/OTMeHe Tepannn npenapatom AKTeMpa
cnepgyet npuHMMaTb C y4eTOM Nonb3bl rPYAHOro BCKapMnnBaHuUA Onda pe6eHKa M nonb3bl OT Tepannn npenapaTtom

AKTEeMpa AN XeHLLMHbI.

MauveHtam u poguTensm/nuy, ocyuwlecTBNAlWMX yxon4 3a naumeHtom ¢ clOMA wnum nlOUA, cnegyet
pekoMeHOoBaTb 00paTuTbCA K Bpayy B Cry4yae BO3HMKHOBEHMSI  MPU3HAKOB/CMMMNTOMOB  (Hampumep,
NepcUCTUPYIOLLErO Kallmsi, UCTOLLEHUS/CHKEHMST Macchl Tena, HebomnbLIoW nuxopaaki), CBUAETENbCTBYOWUX O

Ty6epKynesHon nHdekumMm, BO BPEMs UIK NOCHe fieyeHns npenapaTom Aktempa.

UioHb, 2022 r., Bepcus. 9.0.1
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