OOpasoBaTenbHble maTtepuanbl AN
crneunanucToB 34paBOOXPaHeHUs
no acneKkrtam 6e3onacHoOCTu nNpu
NPUMEHEeHNN NIeKapCTBEHHOro
npenapata PAHB3K (ynagauutnHuo)

MaTepnan nogrotosrieH komnaHuen AbbVie n npegHasHayeH Ans cneunanncToB 34paBoOXpPaHeHns
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UHpopmauma B AaHHbIX MaTepuanax

B paHHbIX 06pasoBaTenbHbIX MaTtepranax coaepxuTtca nHgopmarmsi 0 6e30nacHOCTU, KOTOPYHO HEOBX0ANUMO
yunTbIBaTb NPU Ha3Ha4yeHUn nauueHTam npenapata PAHBOK, a umeHHo:

1. CepbesHble 1 ONNOPTYHUCTUYECKME UHeKUnK, BkNtodasa Tybepkynes (Th)
+ NpoBeAeHne aHanNM30B 1 CKPUHWMHIa Nepej HasHavyeHneM npenapara
» OnoscbiBaoLWni repnec — peakTuBaLms Bupyca Varicella zoster
KoHTpauenuus, 6epemMeHHOCTb 1 nepuog rpyAHOro BCKapMnBaHns
3HauMMble cepaeyHo-cocyaucTble cobbitus (MACE)

4. BeHosHasi Tpomboambonus (BTI) — Tpomb603 rnybokmx BeH (TIB) n Tpom6oambonuna nerodHon aptepun
(TANA)

5. 3nokayecTBeHHble HOBOO6pa3OBaHVIFI

6. [lNepdopauns nonbix OpraHoB XenyaodHo-KuwevHoro TpakTta (PKKT)

Kpome TOro, B faHHbIX MaTepmanax CoagepXxutcs nidopmauyms o cnegyoLlem:

* NMokasaHus K NIPUMEHEHMIO U peXnM go3npoBaHus npenaparta PAHB3OK

* NPUMEHEHUe y NaLMeHTOB B Bo3pacTe 65 neTt u ctapLue

* NamsATKa nauuneHTa

* NMoKa3aHusa K NPUMEHEHMIO, NpeaycMmaTpuBaoLmne 403kl Bbille 15 Mr oguH pas B AeHb:
o npumeHeHue npenapata PAHBOK npu atonnyeckom gepmature

o npumeHeHue npenapata PAHBOK npu BocnanutenbHbiX 3ab0oneBaHnAX KMLWEYHNKA: S3BEHHbIN KONUT
n 6ones3Hb KpoHa

Ecnu Bbl cobupaeTtech HasHaunTb npenapat PAHB3K, noxanyicTa, npoyntamte NoaHOCTLIO
AaHHble maTepuanbl 1 O6LLY0 XapaKTepUCTUKY NekapcTBeHHOro npenapata PAHBOK!.

UHpopmaumsa o npenapate PAHB3K

Mpenapat PAHB3K — cenekTuBHbIN 06paTuMbii Hrnbutop AHyc-knHassel (JAK) 1. Npenapat PAHB3K
aBnsietTca 6onee mowwHbIM nHrnomutopom JAK1 no cpasHeHnuto ¢ JAK2 n JAKS. B nccneposaHmnsax
aKTMBHOCTU Ha KynbTypax KNeTOK C Lienbio NPOrHo3npoBaHus hapMakognHaMmMyecKoro oTeeTa in vivo
npenapaTt PAHB3K gemoHcTpupoBan cenekTuBHocTb B oTHoweHun JAK1 B 50 — 70 pas Bbliwwe, yeM

B oTHoweHun JAK2, n 6onee yem B 100 pas Bbllle, YeM B OTHOLeHUN JAK3'.
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NMoka3aHusa K npumeHeHunto npenapata PAHB3K

OsHakombTeCh € pa3genom «lokasaHus k npuMmeHeHuto» OBLLEN XapakTePUCTUKN NEKAPCTBEHHOMO
npenapata PAHB3K u yuntbiBanTe cnegytoulee’:

PeBmaTonaHbIn apTpUT

MpenapaTt PAHB3K nokasaH gnsi ne4eHnsi peBMaToMaHOro apTputa yMEpPEHHOM N BbICOKOW aKTMBHOCTU

y B3pOCIbIX NALNEHTOB C HEAOCTAaTOYHbIM OTBETOM Ha OAMH UMW HECKOJTBKO CUHTETUYECKNX Ba3UCHbIX
npoTuBoBocnanuTenbHbIX npenapatos (BrNBI1) unmn ¢ HenepeHoCMMOCTLIO AaHHbIX NpenapaTtos. [penapaT
PAHBOK moxeT npuMeHATLCH B Ka4ecTBE MOHOTEpanuu UM B KOMBMHaLMM C METOTPEKCATOM.

NMcopuaTtnyecknmn apTpur

MpenapaTt PAHB3K nokasaH K NnpUMeHEeHNto ANs fIe4YeHns akTMBHOMO NCopMaTUYecKoro apTpmuTa y B3pOoCrbiX
nauMeHToB C HEAOCTAaTOYHbIM OTBETOM Ha OAUH U Heckonbko BINBIT nnu ¢ HenepeHOCUMOCTBLI0 AaHHbIX
npenapaTtos. lNMpenapat PAHB3K MOXeT NpMMeHATLCSA B Ka4eCTBE MOHOTEPANun UM B KOMOGMHaumm

C MeTOTpeKcaToM.

AKcuanbHbIA CNOHOUNOAPTPUT
Hepermeeronoaudeckul akcuarbHbil crioHOunoapmpum

Mpenapat PAHB3K nokasaH onga nevyeHnsa akTMBHOrO HEPEHTIEHONOMMYeCKoro akcmanbHOro
CMoHAUNoapTpuTa y B3pOCHbIX NaUNEHTOB C 0O bEKTUBHBIMU NPU3HAKaMu BocnaneHusi (MOBbILUEHHbIA YPOBEHb
C-peakTuBHOro 6enka n/mnun pesynsraTbl MarHUTHO-PE30HAHCHOW TOMOrpadum), KOTopble HeJOCTaTO4YHO
OTBETWUMNW Ha NeYeHne HeCTeponaHbIMU NPOTMBOBOCNaNuTenbHbIMK Npenapatamu (HIBIM).

AHKUMo3upyrouwuli crioHoUIuUm (peHmaeHo102udecKull akcuasibHbIl crioHOuUnoapmpum)

MpenapaTt PAHB3K nokasaH Ans neyeHns akTMBHOIO aHKMMO3UPYIOLLLEro CNOHAUNMTA Yy B3POCHbIX NaUMeHTOB
C HeOCTaTOYHbIM OTBETOM Ha CTaHAAPTHYIO Tepanuio.

FMraHToKNeToYHbIN apTepuuT
MpenapaTt PAHB3K nokasaH gnsi ne4YeHnsi rmraHToOKNeTOYHOro apTepmmTa y B3pOCIibIX NaLNEHTOB.
ATtonunyeckunn pepmaTtuTt

Mpenapat PAHB3K nokasaH onsa nevyeHns cpegHeTSKEeNoro 1 TAXenoro atonuydeckoro gepmaTuta
y B3pOCIbIX M MOAPOCTKOB B BO3pacTe oT 12 oo 18 nieT, KoTopbIM NOKa3aHo fievYeHne npenaparamm
CUCTEMHOIO JENCTBUSA.

A3BeHHbIN KONUT

MNpenapat PAHB3K nokasaH onsa nevyeHnsa s3BeHHOro KONMTa CPEOHETSKENON N TSXKENOoW CTeneHn
aKTMBHOCTW Y B3POCHIbIX NALMEHTOB MPU HELOCTAaTOMHOM OTBETE, MOTEPE OTBETA UINN HEMNEPEHOCUMOCTHU
cTaHAapTHOWM Tepanuu unu Tepanumn Gnonornvyeckumm npenaparamMu.

Bone3Hb KpoHa

Mpenapat PAHBOK nokasaH ons neyeHus 6onesHn KpoHa cpeaHeTsKenomn n TSXKenomn cTeneHn y B3pochbixX
nauMeHToB Npu HeJOCTaTOMHOM OTBETE, MOTEpPE OTBETa UMM HENEPEHOCUMOCTU CTaHAapPTHON Tepanuu
nnu Tepanumn GUONOrMYecKMMIU NpenapaTamu.

Bepcus 7.0 ot heBpans 2025 C1p. 213 10



Pexxum posupoBaHusa

O3HakombTeCh € pasgenom «Pexum go3nposaHus 1 cnocob npumeHeHns» ObLuen xapakTepucTmkm
nekapctBeHHoro npenapata PAHBOK, 4tob6bl nonyunMte MHGOPMaLUUIO 0 TOM, Kak crnefyeT npuHMMaTh 403bl
15 mr 1 30 Mr npu aTonM4yeckom aepMmaTuTe, S3BEHHOM konute n 6onesHn KpoHa.

* HeobXxo4MMO NOMHUTb, YTO MPU aTOMMYECKOM AepMaTuTe 1 A58 NOSAEPKUBAOLLIEN Tepanvmn Npu
A3BEHHOM KonuTte 1 6onesHu KpoHa pekomeHgyeTcs gosa 15 Mr ognH pas B AeHb A NauMeHToB
C NOBbILLEHHBLIM PUCKOM Pa3BUTUS BEHO3HON Tpomboambonum (BT3), MACE n 3rnoka4yeCcTBEHHbIX
HoBoOOpasoBaHun'. Cm. pasgen «Pexum 0o3vpoBaHust u cnocob npumeHeHus» O6LLen xapakTepucTukm
nekapctBeHHoro npenapata PAHBOK.

NpunmeHeHune npenapata PAHB3K y nauneHTOoB
B Bo3pacTe 65 neTt un crapwe

C y4eToM nosbilweHHOro pucka pas3sutust MACE, 3anokadyecTBEHHbIX HOBOOOPa30BaHUN, CEPbE3HbIX
WHEeKLUMI 1 obLLEe CMEPTHOCTU y NaUMEHTOB B Bo3pacTe 65 neT u cTaplue, KoTopble Oblfiv OTMEYEHbI

B KPYNHOM paHAOMMU3NPOBAHHOM KITMHUYECKOM MccnegoBaHnm TopauutuHmba (apyroro nirnbutopa JAK),
npu HasHadyeHun npenapata PAHB3K uenecoobpasHo npeaBapuTenbHO pacCMOTPETL BO3MOXHOCTb
NPUMEHEHNS anbTepHaTMBHbLIX METOOO0B Tepanuu u HasHavaTtb npenapat PAHB3K npu otcyTcTBUM
TakoBbIX'.

* Y naumMeHTOB B BO3pacTe 65 NeT 1 cTaplle pPUCK pasBUTUSA HEXeNaTeNbHbIX peakuuii NoBbILLAETCH Npu
npueme npenapaTta PAHB3K B nose 30 Mr oaunH pas B AeHb'.

* B cBA3K C 3TMM pekomMeHayemas 4o3a AfS NpMeMa B TeYEHME ANUTENBHOro BpEMEHN A4S JaHHON
KaTeropvm nauneHToB CocTaBnsieT 15 Mr oguH pa3s B A€Hb'.

NMNamMaTKa naumeHTa

PekomeHayeTcst 06 bACHUTL BaXXHOCTb NaMATKM NaumeHTa npy obCcyX4eHUN pUCKOB, CBSA3AHHbLIX
C npuMmeHeHneMm npenaparta PAHBOK, ¢ nauMeHTamy unm nuuamm, ocyLLecTBAALWUMN yXo[,.

B Hel copgepxntca nHdopmauus, KOTOPY NauueHTbl U nuua, OCYLLECTBNSAOLLME YXO4, AOIMKHbI 3HaTb
[0, BO Bpemsi 1 nocne neyeHus npenapatom PAHB3K.

+ MNamsTka nauneHTa nHopMnpyeT NauneHToB 1 1L, OCYLLECTBNSALLMX YX04, O MPU3HaKax u CUMATOMAX,
0 KOTOpbIX UM cnedyeT 3HaTb Npy NpuMeHeHnn npenapata PAHBOK.

* [MauyueHTam u nMuam, OCyLLECTBISAOLWNM yX0, PEKOMEHAYETCA 03HAKOMUTBLCH C NaMATKOM NauneHTa
N NNCTKOM-BKNagbILLEM NekapCTBEHHOro npenapata PAHBOK.

* PeKOMeHﬂ,yeTCH 00BACHUTL NAUMEHTaM 1 nNnuam, OCyLleCTBNALWMM yXoa, 4YTO Apyrne spayu,
OKasblBawwine nM MegnMUNHCKY0 MOMOLLb, TaKXe OOJMKHbI NPOYNTaTb NaMATKY NauneHTa.

» PekomeHayeTcsa Ncnonb3oBaTh HAacTosILLME MaTepuarnbl Npy 06CyXAeHNN PUCKOB NpMeMa npenaparta
PAHBO3K ¢ Bawmmu nauneHtamm.
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1. Cepbe3Hble U ONMNOPTYHUCTUYECKUE
nHdekuuu, Bkrnrovasa tyoepkynes (Tb)

MpenapaTt PAHB3K yBenuunBaeT puck pa3BuTUsi CEPbE3HbLIX MHAIEKLNIA, BKITHOYAsA ONMOPTYHUCTUYECKNE
nHdekunm n TB"
* He cnenyet npumenats npenapat PAHB3K ons neyeHns naumeHToB ¢ cepbe3HbiMU UHEKLMSMU

B aKTMBHOW hOpMe, BKITHOUas NOKanmM3oBaHHbIe MHAEKLMN.

» He cneayet Ha3sHauaTb npenapat PAHB3K nauweHTam ¢ aktuBHon doopmoini Th.

 [pyn HaNMuuKM y NaUMEHTOB paHee He NeYeHHoW naTeHTHoM opMbl Th nnu y naumeHToB ¢ hakTopamm
pucka 3apaxeHus Tb nepeq Hayanom Tepanuu npenapatom PAHBOK cneayet paccMoTpeTb NpuMeHeHue
NpoTUBOTYOEpKyne3Hon Tepanun. PekoMeHayeTCs NPOKOHCYNLTUPOBATLCSA C BPAYOM C OMNbITOM fleYeHus
TB ons pelweHus Bonpoca 0 He0b6XoAMMOCTM NPOTUBOTYOEPKYNE3HONM TepannM y KOHKPETHOrO NaLuneHTa.
Mpu HeoBxoanMocTn NPOTUBOTYBEPKYNEe3HOW Tepanum ¢ MHPOPMaLMEN O BaXKHbIX MEXITEKapCTBEHHbIX
B3aMMOAENCTBUAX MOXHO 03HakomnTbes B ObLLen xapakTepucTuke nekapcteeHHoro npenapata PAHBOK.

» CyulecTByeT NOBbILLEHHBIN PUCK Pa3BUTUSA ONOACHLIBAIOLLIErO reprieca y nauueHToB, nornyvaroLmx npenapar
PAHBO3K.

* YacToTa MHgEKUMIA y NnL, NOXMUIOro Bo3pacTa 1 y NauMeHToB ¢ caxapHbiM AnabeToM B LIENOM BhiLLE,
noaToMmy crneayeTt cobntofaTb OCTOPOXKHOCTb NPY NTIEYEHUN 3TUX FPYNN HaceneHusl.

* BakHO 00BACHUTL NaUMeHTaM U nuuam, ocyLiecTBnAwmnm yxona, HeobXoANUMOCTb HEMeONEHHOro
06paLLI,EHVIFI K Bpa4yy B CJiy4dae nodByieHnd y HUX CUMINTOMOB VIH(beKLI,VIOHHOI'O 3aboneBaHus. ATo obecneunt
6bICprIO ANarHoCTuUKy U Ha3Ha4yeHune COOTBeTCTByPOU.leVI Tepanun.

NpoBeaoeHne aHaNUM30B U CKPUHUHIa Nepea Ha3Ha4YeHUeM npenapara’

+ [lo 1 BO Bpems neyeHus npenapatom PAHB3K pekomeHayeTcs BbIMOMHATL OLEHKY NokasaTenen
abcontoTHoro vncna numdoumtos (AYJ1) n abcontoTHoro Yncna Hentpodunos (AYH) (cm. OBLLyto
XapaKkTepUCTUKY nekapcTBeHHoro npenapata PAHBOK oTHocuTenbHO Havyana v npepbiBaHUS Tepanum
npenapatom PAHBO3K B 3aBucumMocTu ot nokasarenen AYJ1 n A4H, a Takxe OTHOCUTENbHO YacToThl
BbINOSHEHWNS OLIEHKWN AaHHbIX NOKa3aTenen).

* lNMepep Havanom Tepanun npenapatom PAHB3K cnenyet npoBecTn o6cneaoBaHve NaLMeHToB
Ha NpeaMeT Hanuynsa akTMBHOM U nNaTeHTHon dpopmbl Th.

* lMepepn Havanom u Bo Bpemsi Tepanun npenapatom PAHB3K nauueHToB cneagyet obcnenoBaTb
Ha NpeaMEeT Hann4ynsa BUPYCHOrO renatuTa u, HeobXxoAMMO MOHUTOPUPOBATL MALVEHTOB Ha NpeameT
peakTnBaLmm BUPYCHOW MHADEKLMN B COOTBETCTBUM C KITMHUYECKNMU PEKOMEHAALUNSAMU.

B cny4ae pa3BuTtus y nauueHTa nHgpeKkuMoHHoro 3aboneBaHus’

* B cnyvae pa3BuTus y naumeHTa HOBOro MHGEKLMOHHOIO 3aboneBaHnsi BO BpEMS Teparnvu npenapaToM
PAHB3OK Heobxoanmo ObICTpO NpOBECTM NOSIHOE, Noaxoasiuee AN 60MbHbIX C 0CrIabneHHbIM
MWMMYHUTETOM OAMnarHoctn4eckoe chnep,OBaHme M Ha4yaTb COOTBETCTBYIOLLYHO aHTI/IMI/IKpO6HyIO Tepanuio.

* B cnyyae pa3Butus y NnaumeHTa cepbe3Hon UM onnopTyHUCTUYECKON MHADEKUUN criefyeT npepBaThb
npuem npenapata PAHB3K.

» CnepyeT OCyLLEeCTBNATH TLWaTenbHoe HabniogeHne 3a naumeHToM 1 npepBaTk NPUeM npenapara
PAHBO3K, ecnv naumeHT He 0TBeYaeT Ha aHTMMUKPOOHYIO Tepanutio.

» Bo3oGHoBneHue npruema npenapata PAHB3K Bo3mMoXxHO nocre obecneyeHnsi MonHOro KOHTPors
MH(EKLMOHHOrO 3aborneBaHus.

BakunHauus

* lNMepen Havyanom Tepanun npenapatom PAHB3K BceM naumeHTam pekoMeHOyeTcs NpOrUTU NOMHYHO
BaKUUHaLMIO B COOTBETCTBUN C AENCTBYOLLUMU PEKOMEHAALMAMN NO UMMYHU3aLUN, B TOM Y1cre
NpomnakTM4ecKkyto BakUMHaLMIO MPOTMB OMOSChIBaKOLLEro reprneca’.

* [MpuMeHeHWe XMBbIX aTTEHYMPOBAHHbLIX BaKLMH BO BPEMS UM HENOCPEOCTBEHHO Nepes Havyanom
Tepanuu npenapatom PAHB3K He pekomeHnayeTtcs'.

* [pymepsbl XXMBbIX aTTEHYNMPOBAHHbIX BaKLMH BKAKOYAOT, MOMUMO NPOYEro, BakLMHbI MPOTMB Kopwu/
3NMAEMMYECKOrO NapoTUTa/kpacHyXu, XNBYHO aTTEHYMPOBaHHYO BaKLUHY NPOTMB rpunna B hopme
Ha3anbHOro Crpes, NepoparnbHy BaKUUHY NPOTMB NOSIMOMMUENNTA, BaKLMHY MPOTUB XEMTON NMXOpagKu,
XKMBYIO aTTEHYUMPOBAHHYIO BaKUMHY A9 NPpodunakTUKM onosdckiBatoLLero reprneca, BakuuHy bLK
W BaKLMHY NPOTMB BETPSHOW OCMbl.
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2. KoHTpauenuus, 6epeMeHHOCTb
U nepuoa rpyaHoOro BCKapmMmsriMBaHus

Wceneposanusa npenapata PAHBOK Ha XMBOTHLIX MOKasanu ero penpogykTUBHYH TOKCUYHOCTb.

Mpenapat PAHB3K okasbiBan TepaTtoreHHoe AeCTBME NpU UCCeA0BaHUN MPUMEHEHMS Y KPbIC U KPOMUKOB,
C BNIUSTHMEM Ha KOCTM MI0AA Y KPbIC U Ha cepALe Nrofa y KPoSIMKOB Npu BHY TPUYTPOOHOM BO3AENCTBUMN.
HaHHble o npumeHeHun npenapata PAHBOK y 6epeMeHHbIX XKEHLLMH OTCYTCTBYHOT UMW OFPaHUYEHbI.

OpHako OCHOBBIBasACh Ha JaHHbIX, MOMYYEHHbIX B UCCNEA0BaHNAX Ha XXMBOTHBIX, CYLLECTBYET NOTEHLMaNbHbIV
puck ans nnoga'.

BepeMeHHOCTb U KOHTpauenuus'

* Mpenapat PAHB3K npoTuBonoka3aH npu 6epeMeHHOCTW.

» JKeHLMHam ¢ coxpaHeHHOM JETOPOAHON DYHKLMEN HEOBXOOUMO UCMONb30BaTh HAA4EXHbIE METOAbI
KOHTpauenumm Bo BpeMsi NnpuMeHeHus npenapata PAHB3K 1, no MeHbluen Mepe, B TEYEHNE
4-x Hegernb NOCrie OKOHYaHUA NeYeHus.

C I'Ionpocme CBOK NauneHTKy HemMenneHHO coobuwate Bam 0 BO3MOXHOM 6epeMeHHOCTVI,
O niiaHnpoBaHUn 6epeMeHHOCTVI ninn FIOﬂ,TBep)Kﬂ,eHHOﬂ 6epeMeHHOCTM.

* He cnepyet npumeHATe npenapat PAHB3K Bo Bpems rpyaHoro BckapmnmeaHus. Heobxoanmo npuHATL
peLleHne O NpeKpaLLeHUn rpyaHOro BCKapMIIMBaHWUS Uy O NMpeKpaLleHuy Tepanum npenapaTtom
PAHB3K c yyeToM nonb3bl FpygHOro BCkapMivBaHus Ana pebeHka v nonb3bl Tepanuy Ans XeHLWNHbI.
OT0 CBA3aHO C OTCYTCTBMEM AaHHbIX O NPOHMKHOBEHWM npenapata PAHBOK n ero metabonurtos
B rpygHOE MOJIOKO YernoBeka.

C1p. 51310 Bepcus 7.0 ot pespans 2025



3. 3HaYMMble cepae4yHO-cocyaucCTbIe
cobbiTua (MACE)

Tepanusa npenapatom PAHBOK conpoBoxaanach 40303aBUCUMbIM YBENUYEHNEM KOHLEHTpaUMM NMnNnaos,
BKIlOYMasi ypoBeHb 00LLero xonectepuHa, NMNonpoTemHoB HM3kon nnotHocTtu (JINHIM) u nunonpoTtenHoB
BblcOkoM nnoTHocTu (NMBIM). Mpu ncnons3oBaHun Tepanuu ctTaTMHaMM MNOBbLIWEHHbIW YpoBeHb JITTHI
CHWXancs 4o 3Ha4YeHUn, HabnwgaBLLNXCS A0 Havana neyvyeHusl, Npu 3ToM faHHble orpaHuyeHsbl’.

MACE - pekomeHgauumn no npumeHeHuto npenapara PAHBOK'

* LlenecoobpasHo npegBapuTeNbHO PaCCMOTPETb BO3MOXHOCTb NPUMEHEHNS anbTepHaTUBHbLIX METOA0B
Tepanuu 1 HasHa4vaTb npenapat PAHB3K npu oTCcyTCTBUM TakoBbIX Yy NaLMEHTOB C hakTopammn pucka
cepAeyHO-COCYANCTLIX 3aboneBaHunin:

[] mauvenTs B BopacTe 65 neT 1 cTapuwe,

D NnauneHTbl, KOTOPble KypPAT B HACTOALLEEe BPpEMA UMK paHee Kypunm B Te4eHne ArnTesibHOro
BpEMEHMN,

D nauuneHTbl C aTepoCKepoTu4eCKumMmmn cepagevdHo-cocygnctbiMmun 3aboneBaHNAMN B aHaMHe3e
Unu ¢ Apyrumu chakTopamm pucka cepaevHo-CoCyanCThIX 3aboneBaHui.

* Heobxoanmo npoBoauTb onpeAeneHne ypoBHS NMNUMAOB B KPOBK Yepes 12 Hefenb nocne Havana
Tepanun npenapatom PAHB3K. MOHUTOPWHTI 1 KOppeKLunsa yPOBHS NMNUAOB BO BPEMS NIe4YEHUS JOSDKHbI
OCYLLEeCTBNATLCH B COOTBETCTBUMU C KMUHUYECKUMU PEKOMEHLAaLMAMM NO FMNepAMnMaeEMnn.

» PexomeHayeTcs coobLUMTL NaLMeHTam 1 nvuam, OCyLLIECTBAILIMM YXod, YTo Bel 6ynete
KOHTPONMPOBaTh YPOBEHb NUMNUAOB Y NaLUEHTOB.
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4. BeHo3Has Tpomboambonusa (BTI) — Tpomb03
rnyo6okux BeH (TI'B) u Tpomb03ambonus neroyHoum
aptepuu (TIJ1A)

TrB n TAJ1A — pekoMeHaauMm No NPUMEHEeHUIO Nnpenaparta
PAHBO3K'

* Y nauMeHToB C hakTopaMm pUcKka CepAeYHO-COCYAUCTLIX 3aboneBaHnii Unm 3roKka4yeCTBEHHbIX
HOBOOOpa3oBaHMi LienecoobpasHo NpeaBapuUTENIbHO PACCMOTPETb BO3MOXXHOCTb MPUMEHEHUS
anbTepHaTUBHbLIX METOAOB Tepanuu U HazHavaTtb npenapat PAHB3K npu oTCyTCTBUM TaKOBbIX.

* CnepyeT C OCTOPOXHOCTLIO NpUMeHATh NpenapaT PAHB3K y nauneHToB ¢ Hanu4Mem n3BecTHbIX
hakTopoB pucka BT3, oTnnYHbIX OT hakTOPOB puUCKa CepAEYHO-COCYOUCTbIX 3ab0neBaHN Unu
310Ka4YeCcTBEHHbIX HOBOOBpa3oBaHUn. Paktopbl pucka BTO, oTnnyHble OT hakTOpOB puUcKka CepaeyHo-
COCYOMCTbIX 3ab60NeBaHN UK 3r1I0Ka4eCTBEHHbIX HOBOOOPa3oBaHWA, BKIIOYALOT:

[] aHamHes BT,
[] nepenecenHyto naumeHTOoM cepbesHyio onepaumio,
|:| nMMobunmsaumio,

|:| npMMeHeHne KOMBMHMPOBAHHbLIX FOPMOHAaIbHbIX KOHTPaLENTUBOB UM 3aMeCTUTENbHON
ropmMoHaribHOM Tepanuu,

D HacnencrTtBeHHoe HapyleHne CBepTbiIBA€MOCTU KPDOBU.

» Bo Bpewms neveHuns npenapatom PAHBOK naumeHToB criegyeT nepnoanyecky obcreqoBartb Ha npeameT
n3mMeHeHus pucka BTO.

> I'IpM BO3HMKHOBEHWUN NMPU3HAKOB N CUMITTOMOB BT3 Heobxooumo He3ameanuTensHoO obcnegoBatb
nauyneHTa, n NnpekpaTtuTb Jie4eHne y naumeHToB C Nnogo3peHneM Ha BT, He3aBMCMMO OT 40O3bl.
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5. 3nokayecTBeHHble HOBOOOpa3oBaHUS

3rnoka4yecTBeHHble HOBOOOpa3oBaHUSA — peKoMeHaauum no
npumeHeHuto npenapara PAHB3K!

* LlenecoobpasHo npeaBapuTenbHO PaCCMOTPETb BO3MOXHOCTb NPUMEHEHNS anbTepHaTUBHbLIX METOA0B
Tepanuu 1 HasHa4vaTb npenapat PAHB3K npu oTCcyTCTBUM TakoBbIX Yy NaLMEHTOB C hakTopammn pucka
pasBUTKS 3N0Ka4YeCTBEHHbIX HOBOOOPa3oBaHMNA:

[] naumenTel B BO3pacTe 65 neT u cTaplue,
[[] naumeHTbI, KOTOpbIE KyPSIT B HACTOSILLEE BPEMS NN MMENN ANNTENbHbIA CTaX KYpPeHWs! B NPOLLIIOM,

nauneHTbl C ApYrMMU hakTopaMm pyucka pasBuTUsl 3NoKa4eCcTBEHHbBIX HOBOOGpa3oBaHuii (Hanpumep,
Hanuyue 3rnoka4yecTBEHHOWN OMyX0onu B HACTOsILLLEE BPEMS UNN B aHAMHE3E)

° PeKomeH/J,yech npoBOAUTbL peryndpHoe obcrnenoBaHue KoXxu, 0COBEHHO Yy nayneHToB C NoBbILLEeHHbIM
PUCKOM pa3BUTUA paKa KOXW.

6. MNepdcopaumnsa nonbix opraHoOB Xenyao4yHo-
KuweyHoro Tpakta (XKKT)

MNMepdopauma nonbix opraHoB XXKT — pekomeHaauum no
npumeHeHuro npenapara PAHB3K'

* Mpenapat PAHB3K cnegyet ¢ 0oCTOPOXXHOCTBIO MPUMEHSATb Y NALMEHTOB C PUCKOM Pa3BUTUSA
nepcopaumm nonbix opraHoB XKKT (Hanpumep, NaumMeHTbl ¢ ANBEPTUKYNE30M, ANBEPTUKYIIUTOM
B aHaMHe3e unu nauneHTbl, npuHuMatome HIMBI, kopTukocTeponabl unu onvonasl).

* [laymeHThl ¢ akTMBHOM hopmon 6one3Hn KpoHa noaBepKeHbl MOBLILLEHHOMY PUCKY pa3BUTUS
nepcopaumm KULWeYHnKa.

* MaumeHTbl, y KOTOPbIX BNEpBble HabMn4alTCA CyObeKTUBHbIE U 0O LEKTUBHBLIE CUMMTOMBI
B GPIOLLHOM NOMOCTU, AOMKHbI ObITb HE3aMeaNUTENbLHO 06cnenoBaHbl C LeNblo PpaHHEro BbiBIEHUS
OVBEPTUKYNUTa UK NepdopaLMm NombiX OPraHoB Xenyao4YHO-KULIEYHOro TpakTa.
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NMpumeHeHue npenapata PAHBOK ansa neyeHun
aTonNM4ecKoro gepmartura (B TOM 4yucne
y NOAPOCTKOB)

Mpu paccmoTpeHnn BO3MOXHOCTU HasHavyeHus npenapata PAHB3K

B Ao3e 30 Mr oauH pa3 B CyTKM B3pPOCIIOMY NauueHTy B Bo3pacTe

Ao 65 neTt c atonM4yeckMm AepmMaTtMToOM peKOMeHAyeTCA YYUTbIBaTb

cnepymoulee’:

* |_|pl/1 NnpuMeHeHnn Oo3bl 30 mr 3aperncTpmpoBsaHa ©onee BbiCcOKkas YacToTa BO3HUKHOBEHUS Cepbe3HbIX
VIH(beKLI,VIVI N ONOACbIBaAKOLLIEro repneca, 4em rnpu Ncrnosib3oBaHNnM 0o3bl 15 Mr.

* [Mpun npumeHeHnn gosbl 30 Mr Habnoganack 6onee BbiCOKas YacToTa Pa3BUTUSA 3NTOKaYECTBEHHbIX
HOBOOGpa30BaHMin NO CPABHEHMIO C J030M 15 Mr.

* lMpu go3se 30 Mr otMe4vaeTcs Gonee BbipaXkeHHOE MOBbILLEHME YPOBHS NMNUAOB B Mila3Me No CPpaBHEHUIO
c gosomn 15 mr.

* CMm. pexxum fosnpoBaHus B ObLLEN XxapakTepUCTUKe NiekapcTBeHHOro npenapara PAHBOK.

» [1o3a 15 Mr oaunH pas B AeHb PEKOMEHAYETCS ANsi NALMEHTOB C MOBbILLEHHBIM PUCKOM pa3Butns BTO,
MACE v 3nokadyecTBeHHbIX HOBOOBpa3oBaHUiA.

o Ins nop,p,epmmaalou.l,eﬁl Tepanumn crnegyet NnpuMeHATb MUHMMaribHYH Sde)eKTVIBHYIO 003y.

PekomeHgyeTca yunTbiBaTh criegylowee’:

* [Mpenapat PAHB3K B go3e 30 Mr oguH pa3 B AeHb HE pEKOMEHAYETCA NPUHMMaTh NauMeHTaMm ¢
aTOMUYEeCKMM OEPMATUTOM, NOMyvatoLmMM ANUTENbHOE feYyeHrne MOLHbIMKY MHrnbutopamu CYP3A4
(Hanpumep, KETOKOHA30s10M, UTPAKOHA30JI0OM, MO3aKOHA30s510M, BOPUKOHA30S10M, KNapUTPOMULIMHOM
1 rperincpyTom). MNpu AnuTensHOM NeYeHMn HeobXoaAMMO pacCMOTPeTb CPEACTBA, anbTepHATUBHbIE
MOLUHbIM MHrMbutopam CYP3A4.

* He pekomeHgyetcs HasHavyaTb npenapat PAHB3K B go3e 30 Mr oanH pas B CyTKM NauueHTam ¢ NoYevHon
HeJOCTaTOYHOCTLIO TAXKENOW CTEMEHM.

NMpumeHeHue npenapata PAHB3K y nogpocTkoB B Bo3pacTe 12 net
M cTaplLue c aTonnuyeckum gepmatutom’:

+ [1na nonyyeHns nHopmaLumm 0 peKoMeH40BaHHOW fo3e ANs NoapocTkoB cM. O6LLY0 XapakTePUCTUKY
nekapctBeHHoro npenapata PAHBOK.

* [Mpun paccmoTpeHun Bonpoca 0 Ha3Ha4YeHUN BaKLUMH NOAPOCTKAaM HEOBXOAMMO YUYNTbIBaTb, YTO HEKOTOPLIE
BaKLMHbI, pEKOMEHAOBaHHbIE B PYKOBOACTBAX MO MMMYHU3aLUK, SBIISIOTCS XUBbIMU aTTEHYUPOBaHHbLIMU
BaKUMHaMu (Hanpumep, BakLMHbI OT KOPW, SMMAEMUYECKOro NapoTuTa, KpacHyXu, BETPSHOW OCHbl
n BLPK). He cnenyet npoBoAnTb MMMYHM3aLUI0 3TMMMW BakLMHaMM BO BPEMS UITM HENOCPEACTBEHHO
nepeg Hayanom reyenuns npenapatom PAHBOK.

+ Heo6xoanMo HanoMHUTbL MOAPOCTKaM O NMOTEHUMATbHBIX PUCKax, CBA3aHHbIX C HACTYMNINEHNeM
GepeMeHHOCTU BO BpeMsl NieYeHUs npenapaTom, U 0 Heo6XoanMOCTU UCMONb30BaHWSA NOAXOAALLEro
cpencTBa KOHTpaLenLuuu.

» Ecnu y naumeHTKn NogpoCTKOBOro BO3pacTa eLLe He NosBUIMCE MEHCTPyaLun, crieayeT nonpocuTb
nauneHTKy n/nnmn eé poguTenen/nuu, ocyLLeCTBAAIOLNX yX04, CBA3aTbCs ¢ Bamu npu HacTynneHun
y NaLMEeHTKN NepBov MEHCTPyaLmn Bo BpeMsi npuema npenapata PAHBOK.
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NMpumeHeHue npenapata PAHBOK ansa neyeHun
A3BEHHOro Konuta unu 6onesHn KpoHa

[o3bl MHAYKLMOHHON U NoAAepPXKMBaKOLLEN Tepanuu
npenapatom PAHBOK gonxHbl ObITb onpeaeneHbl B
cootBeTcTBMU ¢ OOLLEeN XapaKTepPUCTUKOMN NIeKapCTBEHHOrro
npenapara PAHB3K":

Mpun BbIGOPE AO03bI 15 Mr nnu 30 Mr oAuH pas B CYTKU AnA

noaaepXXuBaroLlen Tepanmm peKoMeHAYeTCA YYNTbIBaTb

cnepywouwee’:

® |-|pl/l NPUMEHEHNN O03bl 30 mr 3aperncTpmnpoBaHa Oornee BbiCOKas YacToTa BO3HUKHOBEHMS Cepbe3HbIX
VIHd)eKLWIVI M onodcbiBaroLLero reprneca, 4emM rnpu ncrnosib3oBaHnn go3bl 15 mr.

* [Mpu npumeHeHun go3ssl 30 Mr Habnoganack 6onee BbICOKasA YacToTa pasBUTUA 3110KaYECTBEHHbIX
HOBOOOpPAa30BaHWIN MO CPaBHEHWUIO C 40301 15 M.

» CM. pexxum gosmpoBaHus B O0LLen xapakTepuCcTuke nekapcTeeHHoro npenapara PAHBOK.

* [lo3a 15 Mr oavH pas B AeHb peKoMeHAyeTCH Ars NaLMeHTOB C MOBbILUEHHBIM PUCKOM pa3Butus BT,
MACE n 3nokadecTBeHHbIX HOBOOOpa3oBaHUN.

» B kavecTtBe no,u,,qepmwsalou.l,eﬁ Tepanuu cnegyet NnpuMeHATb MMHUMarbHYO Sd)q)eKTMBHyIO 003y.

PekomeHayeTcs yunTbIBaTb crieaylollee:

+ [Ins nauneHToB C A3BEHHbLIM KONMMTOM 1 6one3Hbio KpoHa, monyyatoLwmx MOLHbIE MHIMBUTOPLI
umtoxpoma P450 (CYP) 3A4 (Hanprumep, KETOKOHA30/10M, MUTPAKOHa30s10M, MO3aKOHA30s10M,
BOPMKOHA30J10M, KITapUTPOMMULIMHOM M rpenndpyTom), pekomeHayemasi MHAYKLUNOHHas fo3a
coctaBnsiet 30 Mr oguH pas B AeHb, a pekomeHayemas nogaepxusatolLas gosa — 15 mr oguH pas
B A€eHb. [pu AnMTENbHOM NeYeHnn HeobXxo4MMO pacCcMOTPETb CPEACTBA, arlbTEPHATUBHbLIE MOLLHBIM
nHrnontopam CYP3A4.

* Y nauMeHToB C NOYEYHOM HEJOCTAaTOYHOCTLIO Tshkernomn cteneHun npenapat PAHB3K B gose 30 mr
O[VH pa3s B CYTKN PEKOMEHAYEeTCH B KayecTBe MHAYKLWMOHHOW A03bl U B f03€ 15 Mr oguH pas B CYyTKU
pekomMeHOyeTCH B Ka4ecTBe NogAep>KuBatoLLlen 403bl.
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Cnucok nutepartypbl

1. OO6Lasa xapakTepucTuka riekapcTBeHHoro npenapara PAHBOK, 15 mr, TabneTkn ¢ NponioHrMpoBaHHbIM
BbICBOOOXOEHNEM, MOKPbLITLIE NIEHOYHON 060noYkon (permctpaunoHHoe yaoctosepeHue J1M-Ne(008990)-
(PT-RU) ot 21.02.2025): https://Ilk.regmed.ru/Register/EAEU_SmPC. [Jata obpaiueHns: 31.07.2026.

HononHutenbHasa nHopmauus

» BaxHo coobLiats o noao3peBaeMblX HEXeNaTelbHbIX peaKunax ¢ Lerblo obecneyeHus HenpepbiIBHOIo
MOHUTOPUHIra COOTHOLLEHNA «MNOJ1b3a — PUCK» JIEKApPCTBEHHOIo npenapara.

+ Kak cneuvanucty agpaBooxpaHeHusi, Bam criegyeT coobLiaTh o Nobbix npeanonaraeMblx HexenartenbHbIX
peakuuax Yepes HaluMoHanbHY CUCTEMY COOBLLEHMI O HeXenaTernbHbIX peakuusx B PeaeparnbHyto Cryxoy
no Haa3opy B cchepe 3apaBooxpaHeHust (Poc3gpaBHaa3op):

o Apgpec: Poccuga, 109012, r. Mocksa, CnassaHckada nnowagsb, . 4, ctp. 1
o TenecdoH: +7 800 550 99 03
o AnekTpoHHasda noyta: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru

o Canr: https://roszdravnadzor.gov.ru

* Bbl Takxe MOXeTe coobLNTb 0 HexxenaTtenbHbIX peakuusx Ha npenapat PAHBOK B OO0 «366Bu»:

o Appec: Poccus, 125171, r. MockBa, BH. Tep. I. MyHUUunansHbIn okpyr BorikoBckun, w. JleHnHrpagckoe,
aom 16 A, ctp. 1

o TenedoH +7 (495) 258-42-77

o QNeKTpPOHHasa no4yTta: pv.russia.cis@abbvie.com

» [1na nonyyeHns 6onee nogpobHon nHdopmauum o npenapate PAHB3K, a Takxe o nopsigke coobLieHus o
HexenaTenbHbIX peakumax cMm. OBLyto xapakTepucTuky nekapcteeHHoro npenapata PAHBOK.

» Ecnn y Bac ecTb kakne-nubo BonpoCkl Ui BaM HYXXHbl OMOMHUTESNbHbIE 3K3EMMMSPbI NaMSITOK A5
naumneHToB, noxanyncra, obpatmtecb B OO0 «366Bu» No ykaszaHHbIM BbILLE KOHTAKTHBIM AaHHbIM.

HacToswme obpasoBaTtenbHble MaTepuansl AN cneunanncToB 34paBoOXpaHeHNst Mo acrnekTam
6Ge3onacHOCTM Npu NpUMEHeHMN nekapcTBeHHoro npenapata PAHB3K (ynagauntnHub) (mokaneHas Bepcums
2.0, paspaboTaHHasi Ha OcHoBe rnobarnbHon Bepcum 7.0 oT oeBpans 2025) noarotoBneHbl kKomnaHuen AbbVie
B pamKax nnaHa ynpasneHust puckamum nekapctaseHHoro npenapata PAHB3OK n cornacoBaHbl ¢ egeparnbHom
cnyxb6on no Hag3opy B cpepe 3gpaBooxpaHeHust (PocsgpaBHaasop).
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