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Tpactyzymab

JlexapcTBennas popma

JInodununsar a1 NpUroTOBICHUS KOHLEHTpATa Ui IPUrOTOBJIEHHUS pacTBOpa Juis HHbYy3uii

Cocras

Oaun pnakoH ¢ 1MopuIM3aTOM ISl IPUrOTOBJICHHS KOHLEHTPATA Ul IPUIOTOBJIEHUS PacTBOpa
Juis UHQY3Uit CONepIKUT:

oeticmesyiowee seujecmeo: Tpactyzymad —150 mr;

s6cnomozamenvHule eewecmea: L-ructuauna ruapoxsopua — 3.36 mr, L-ructuaun — 2.16 mr, o,

o-Tperasiossl Auruapar — 136.2 mr, nosucopdar 20 — 0.60 mr.

Onucanue
JinopuauzaT oT 6e10ro 0 CBETIO-KEITOrO 1{BETA.
BoccraHoBeHHBIH pacTBOp - Mpo3payuHas WK cjierka onajieciupyoias 6eciuBeTHas WiH

CBETJIO-KEJITOrO BETA )KUJKOCTb.

(DapmaKOTepaneBanecKaﬂ rpymma

HpOTI/IBOOHyXOJIeBOC CpE€ACTBO — MOHOKJIOHAJIBHBIC AaHTUTEIA.
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dapmako/iornyecKne cBoicTBa

Dapmakoounamuxa

Tpacty3ymab npeacrasiser co60i peKOMOMHAHTHBIE T'YMaHU3UPOBAHHbIE MOHOKJIOHAJIbHBIE
aHTHUTeJa, KOTOpbIE U30MPaTEIbHO B3aUMOICHCTBYIOT ¢ BHEKJIETOYHBIM JOMEHOM PELIEITOPOB
snuaepMaibHoro akropa pocra yenoseka 2 tuna (HER2). Dtu anturtena npeactaBiastor coOoi
IgG1, cocTosme U3 YeIOBEUECKMX PErMOHOB (KOHCTAHTHBIE YYACTKH TSKEIbIX LEene) U
ONpeessIOUMX KOMIUIEMEHTAPHOCTh MBIIIMHBIX yyacTkoB aHTUTena p185 HER2 k HER2.
[Tporo-onkoren HER2 nnu c-erB2 koaupyet TpancmeMOpaHHbIit perienToponoaoOHblit 6enok ¢
MoJsieKyaspHo#i Maccoii 185 k/la, KoTopbli CTPYKTYpHO NOJOOEH APYTUM YIEHaM ceMENCTBa
peLenTopoB anuaepMaibHoro (gakropa pocra. ['unepskcnpeccus HER2 oGHapyxuBaercs B
TKaHU NMEPBUYHOTO paka MosiouHoi xene3bl (PMXK) y 15-20% nauueHTtos.

O6uas yacrota BeisiBneHuss HER2- nonoxurenbHOro cratyca B TKaHW paclpOCTPAaHEHHOIO paKka
xenyaka (PPXX) npu ckpununre naumentoB coctasuia 15% HUI'X (meroa ummyHo-
ructToxuMuueckoit peakumu) 3+ u UI'X2+ / FISH+ (metoa rubpuausauun in situ) unu 22.1%
npu npumeHeHuu 6onee wupokoro onpenenenus UI'X3+ wau FISH+. Amnnudukauus rena
HER2 npusoaur k runepakcnpeccuu 6enka HER2 na memOpane KJI€TOK OMyX0JIH, 4TO B CBOIO
ouepe/ib BbI3bIBAET MOCTOSIHHYIO akTUBaLMio peuentopa HER2. BHeksieTouHbli 1oMeH
peuenrtopa (ECD, p105) moxeT nonaaats («CinylMBaThCs») B KPOBOTOK U OTPEIETATHCS B
o0pa3iuax CbIBOPOTKH KPOBH.

HccnenoBanus NoKasbIBaloOT, YTO MALMEHThI C pAKOM MOJIOYHOM JKee3bl, y KOTOPhIX OTMEYEHa
ammnpukaums uam runepakenpeccuss HER2 B Tkanm onyxonu, 061a1ai0T MEHbLIEH
BBDKMBAEMOCTBIO O€3 MPU3HAKOB 3a00JIEBaHKs [0 CPABHEHUIO C NMalMeHTaMu 6e3
amrudukauuu win runepakenpeccud HER2 B Tkanu omyxounu.

Tpacty3ymab GiokupyeT nposrdeparuio ormyxoieBbiX KJIETOK Ye0BeKa ¢ rUnepIKenpeccuen
HER?2 in vivo w in vitro. In vitro anTuTeN0-3aBUCUMAs KJIETOYHAS IUTOTOKCUYHOCTh
TpacTy3ymaba NpeuMyIleCTBEHHO HanpaBjieHa Ha OMyXOJIEBbIE KJIETKU C FTMIIEPIKCIIPECCHEN
HER2.

Hmmynozennocmeo

B uccnenoBaHun HEOaIbIOBAaHTHON-a/IbIOBAHTHOW TEpANMy PaHHErO paka MOJOYHOH JKee3bl
(menmana nocneaytouiero Habmoaenust >70 mecsues) y 10.1% naimeHToB, nony4aBlnx
npenapat ['epuentus® BHYTPMBEHHO, MOABUIMCH aHTUTENA K TpacTy3ymaly. Hedtpanusyromme
aHTUTeNa K TpacTy3yMaly ObUTH BbISIBJIEHBI IO CPABHEHMIO C HCXOHBIM YpoBHEM Y 2 u3 30
NaIMeHTOB, MoJTyYaBmikx npenapat [epuentun® uis BHyTPUBEHHOTO BBeIeHUs. KinHnyeckas

3HAYUMOCTDb 3THX a@HTUTEJ HCU3BCCTHA. }:[aHHblC AHTUTEJIa HE OKa3blBAJIM BJIMSIHHSA Ha



(bapMakOKHHETHKY, 9PPEKTUBHOCTD (ONpeaeIAEMYIO T10 TIOJIHOMY MaTOJIOTHYECKOMY OTBETY U
BBDKMBAEMOCTH 0€3 COOBITHI) M 0€30MacHOCTh (ONpeIeIIeMYIO M0 YacTOTe HH(PY3HOHHBIX
peakuuii) npenapata I'epuentun® npu BHYTPUBEHHOM BBEICHUH.

JIaHHBIE 110 IMMYHOT€HHOCTH NPH NpUMeHeHnK npenapara [epuentun® s ieyeHus paka
KeyJJKa OTCYTCTBYIOT.

DapmakokuHemuKka

®dapmakoKMHETHKA TpacTy3ymaba OLEHUBAIACh HA OCHOBAHUH MOMYJISIIMOHHOTO
(hapMaKOKHHETHUYECKOr0 aHaJIu3a C UCTOJIb30BAHUEM JIByXKAMEPHON MOJIEIIH ¢ Mapajie/ibHbIM
JIMHEHHBIM M HEJIMHEMHBIM BbIBEJICHUEM M3 LIEHTPaJIbHOW Kamepsbl. biaronaps HelMHEHHOMY
BBIBEJIEHHMIO YMEHbILEHHE KOHIIEHTPALMH MpernapaTa CONpoBOXK/IAIOCh YBEIUUEHHEM O0ILEro
kiupenca. Jluneiinblii kimpenc coctaBun 0.127 n/1eHb y NaLMEHTOB ¢ PAKOM MOJIOYHOM JKEJIE3bl
(MeTacTaTHYecKuii pak MOJIO4HO#M xene3sl (MPMOK) u panHuit pak MosiouHo# xene3sl (pPMIK))
1 0.176 n/nenp y nauuentoB ¢ PPXK. 3HaueHuss HETMHENHHBIX IaPaMETPOB BLIBEICHHS 1O MOJICITH
Muxasnuca-MenteH coctaBuiu 8.81 Mr/ieHs JUls MAaKCMMaIbHON CKOPOCTH BbIBEACHUS (Vmax)
u 8.92 mr/n nas koHcTaHThl Muxasnuca-MenTteH (Kin). OO0bem pacnpelesieHus B LEHTPaJIbHOM
Kamepe coctaBui 2.62 1y naientoB ¢ PMX u 3.63 1y nauuentos ¢ PPXK. Paccunrannsie ¢
TIOMOIIBIO MOMYJISALMOHHOIO aHAJIM3a 3HAYEHHs SKCIo3uLmK npenapara (5% — 95" nepueHTHIH)
¥ 3HaYeHUs PapMaKOKMHETUYECKUX NTapaMeTPOB NPU KIMHUYECKH 3HAYUMbIX KOHLIEHTPALMIX
(MakcuMasibHast KOHUEHTpaLKs (Cmax) U MUHUMaIbHas KOHUEHTpalMs (Cmin)) y NALIMEHTOB C
PMX u PPXX npu npumeHeHnH nipenapara eXXeHeAeIbHO U KaXK/Ible 3 HENENH MPEeACTaBICHb] B

Tabsmuax 1 u 2 (B paBHOBECHOM COCTOSIHUM).

Tabauua 1. PaccurtanHbie 3HaY€HUs MOMYJISMOHHBIX (apMaKOKMHETHYECKHUX MOoKa3aTeeH

5KCMO3ULMM B LIMKJIE | Py BHYTPMBEHHOM BBeeHMH Y namueHtoB ¢ PMXK u PPX (5% — 95™

NEPLUEHTUIIN).
Pexum ; | p—— N - yuego Chin Cinax AUC*
J03HUPOBaHHS NAaLHEHTOB (MKr/ma) (MKr/mJ1) (MKT.1eHb/MJT)
SMr/Kr + MPM2K/pPMXK 1195 29.4 178 1373
Bl 1, paars (5.8-59.5) | (117-291) (736 —2245)
P PPX 274 23.1 132 1109
(6.1 -50.3) | (84.2-225) (588 —1938)
4mr/kr + MPMK/pPMXK 1195 37.7 88.3 1066
2mr/kr 1 pa3 B (12.3-709) | (58—144) (586 —1754)
HEJETIo

*AUC - miowap 1noj KpUBOHW «KOHLEHTpaLUs-BPEMS»

(US)



Tabnuua 2. PaccunTaHHble 3HaUCHUS MOMYJIALIMOHHBIX q)apMaKOKHHCTquCKI/IX rnokasaresein
SKCIO3ULMHA B PABHOBECHOM COCTOSIHMHM I PEXKUMOB 103MPOBaAHUA Mpenapara FepHCHTI/IH®

NPy BHYTPMBEHHOM BBeeHMH Yy nauuentoB ¢ PMXK u PPX (5% — 95" nepuenTtunu).

Bpemsi | /{nanason
o 3HAYEHHH
N- AOCTHKE | 00Imero
Pexum Tun AUC HHSA KJIHpeHca
YHCJI0 Cmin,ss Cmax,ss
JAO3MPOB | OMYXOJ] (MKr.1eHb/M | paBHOBe B
nauume | (MKr/mui) (MKr/mur)
aHus ] Ja) CHOro | paBHOBeCH
HTOB
COCTOSIH oM
ust COCTOSIHHH
(Heneaun) | (s1/aeHb)
8mr/kr + | MPMOK/ | 1195 474 179 1794 12 0.173 —
6mr/kr 1 | pPMXK (5-115) (107 -309) | (673 —3618) 0.283
pa3 B 3 PPX 274 329 131 1338 9 0.189 —
HEJIeIH (6.1 —88.9) | (72.5-251) | (557 —2875) 0.337
4mr/xr + | MPMXK/ | 1195 66.1 109 1765 12 0.201 —
2mr/xr 1 | pPMX (14.9-142) | (51.0—-209) | (647 —3578) 0.244
pa3 B
HEJeJT0

OtMmbIBOUYHBIHM Iepuo] (Washout time period) TpacTyzymaba nociie BHyTPUBEHHOTO BBEJICHHS
OLIEHUBAJICS C TIOMOILBIO MOMYJISILIMOHHOTO (hapMaKOKMHETHYECKOro MoienupoBanus. [1o
KpaitHeii Mmepe, y 95% nauueHTOB KOHLIEHTpalus TpacTy3yMaba B CHIBOPOTKE KPOBU JJOCTUTaeT
3HayeHus <1 MKr/mii (4To coctaBiisieT 0koso 3% OT pacCUMTaHHOW MUHUMAJIbHOH
KOHIIEHTPALIMU B PABHOBECHOM COCTOSTHUH (Chinss) WM BbIBEICHUIO 97% nipenapara) uepes 7

MECALICB MOCJIE MpHUEMa MOCJeAHEN 103bl.

Hupxynupyowuii «ciywusarowuiics» ernexiemoynsiii oomen peyenmopa HER2 (HER2-ECD)
Pe3ynbTaThl MOMCKOBOIO aHaJIM3a KOBApUAHT HAa OCHOBaHMM MH(GOPMALMK B MOArpyInax
MaLXEeHTOB MO3BOJISIOT MPEANoaraTh, 4YT0 y NalMeHTOB ¢ BBICOKOW KOHLEHTpaLuen
«cnymwuBatoerocs» peuentopa HER2-ECD B nuiazme KpoBH HEJIMHEHHBINA KIMPEHC
TpacTy3ymaba Beiuie (0osiee HU3KUi nokasaresb K, P <0.001).

HaGmoanace Koppessiuus Mexay «CIyLIMBAIOLMMCS» ¢ KJIETKM aHTUT€HOM U aKTUBHOCTBIO
CBIBOPOTOYHO#M rilyTamar okcanoauerat tpaHcamunasbl (CI'OT)/ acnapraramunorpaHcdepasbl
(ACT); Bo3aeiicTBIE «CITYIIMBAIOLETOCS» C KJIETKM aHTUI€HA Ha KIIMPEHC MOYKET YaCTUYHO
o0bsicHATbCS akTUBHOCTBIO CI'OT/ACT.

Hcexoaubie koHueHTpauuu «cnyumsatowerocs» HER2-ECD, nabmoaasiumecs y naiueHToB ¢
METAaCTaTUYECKUM PAKOM JKey/Ka, OblJIM COMOCTaBUMbI C TAKOBBIMH Y NMALUEHTOB C
METAaCTaTUYECKUM M PAaHHUM PaKOM MOJIOYHOM KeJe3bl; SBHOIO BIMSHUS Ha KJIMPEHC
TpacTy3ymaba He OTMEYaloCh.

DapmaKoKuHemuKa y 0coowvix zpynn NayueHmos



[ToapoGHbie papMakOKMHETHYECKUE UCCIIEIOBAHUS Y MALMEHTOB MOXKKIIOTO BO3pacTa U
NALMEHTOB C MOYEYHOU WM NEYEHOUYHOH HEIOCTATOUYHOCTBIO HE MPOBOAMUIIMUCH.

Hoowcunou 6ospacm

Bo3pacTt He BiuseT Ha pacnipesienenue Tpacty3ymada.

Tloueynas neoocmamounocmo

[lo naHHBIM MOMyYISUHUOHHOTO (PapMaKOKMHETUYECKOTO aHaJIu3a MoYeYHas HeI0CTaTOYHOCTh He

BJIMSIET HA pacrpe/ieieHne TpacTy3ymata.

Iloka3zanus

Pak monounoii jncenesni

MertacTaTuueckuil pak MOJIOYHOM JKeJe3bl C OMyXo0sieBoi runepakcnpeccueir HER2:

- B BUJIE MOHOTEPAIIUH, [10CJIE OJHON WK 60JIEe CXEM XUMHOTEPAITHHU;

- B KOMOMHALIUM C MAKJIMTAKCEJIOM WM IOLETAKCEeNIOM, B Cllyyae OTCYTCTBUS MPEALIECTBYIOLIEH
XUMHUOTEpPAINUK (NepBas JIMHUS TEPaIiu);

- B KOMOMHALMK ¢ UHTUOUTOpaAaMM apomarasbl MPU MOJOKHUTEIbHBIX TOPMOHAJIBHBIX PELENTOpax
(3CTPOreHOBBIX W/WITU MPOreCTEPOHOBBIX) Y KEHILKH B MOCTMEHOMAY3e.

PanHue craauu paka MOJIOYHOM XKene3bl ¢ OnmyxoseBoi runepakcnpeccueit HER2:

- B BUJIE aJIbIOBAHTHOM Tepanuu nociie NpoBeACHUsI XUPYPruyeCKOro BMEILATENIbCTBA,
3aBEPLICHUs XUMHOTEPAIUU (HE0abIOBAHTHOM MUJIU a/IbIOBAHTHOM) U JIyYEBOM TEparnuu;

- B KOMOMHALIMM C MAKJIMTAKCEIOM WU JIOLETAKCENIOM TOC/Ie albIOBAHTHOM XMMHOTEpANUU
JIOKCOPYOULIMHOM U LMKJI0(ochaMuIoM;

- B KOMOMHALIMK C a/IbIOBAHTHOM XUMHOTEpaInuei, COCTOAIIEH U3 loLieTakcea U KapOoriaTuHa;
- B KOMOMHALIMK ¢ HEOAIbIOBAHTHON XMMHUOTEpanueit U nocieyolei aJbloBaHTHOM
MOHOTeparnueil npenaparom ['epuenTun®, mpu MECTHO-pacpOCTPaHEHHOM (BKJIFOYAs
BOCTIAIUTENBbHYIO (hOpMy) 3a00sIeBaHMU WK B ClTydasiX, KOT/la pa3Mep OMyXOoJiu NMpeBbilaeT 2
CM B JJMaMeTpe.

Pacnpocmpanennutii pax yncenyoxa

PacnipocTpaHeHHas ajieHOKapLMHOMA JKeJTy/IKa WK MUIIEBOHO-KETYA0UHOr0 nepexo/a ¢
onyxoJeBoii runepakcnpeccueid HER2:

- B KOMOMHALIMK ¢ KaneuuTabuHOM WM BHYTPUBEHHBIM BBEIeHHEM (TOpypaliiiia U rnpenapaTom
TUIATHHBI B CJTy4ae OTCYTCTBHs NPEAILECTBYIOILEH IPOTUBOOITYXOJIEBOH TEpANMU MO MOBOY

METacTaTUYECKOM OOJIe3HM.

IIporuBonoka3aHus



[ToBbllIEHHas UYBCTBUTEIBHOCTB K TPAcTy3yMaly, 1000My KOMIOHEHTY Tpernapara uim Oenky
MBILIH.

bepeMeHHOCTDb ¥ nepuo rpyAHOrO BCKAPMJIMBaHHMS.

Jlerckuii Bo3pact no 18 net (3¢ppekTuBHOCTb M G€30MaCHOCTb MPUMEHEHUS y JeTeil He
YCTaHOBJIEHBI).

TspKenas ofipilIKa B NOKOE, BbI3BaHHAsi METACTa3aMU B JIeTKUe, WK Tpedyolas
MOAJECPIKUBAIOLLIECH TEpanK KUCIOPOIOM.

[TaumenTs! Ha paHHuxX ctaausax PMK ¢ uHpapkTom MUOKapa B aHaMHe3€e, CTEHOKapAHei,
TpeOyIoLIeH J1eYeHus, 3aCTOHHOM cepaeyHoii HenocTatoyHOCThIO (II-1V dyHKIMOHATBHBIN
kiacce no NYHA), ®BJDK <55%, kapauomuonatueit, aputMueid, Tpedyroliei JeueHus,
KJIMHUYECKH 3HAYUMBIMH NTOPOKaMHU CEp/Ilia, HEKOHTPOJIUPYEMOI apTepUalibHON TUNepTeH3UeH,
reMO/JMHAMUYECKHU 3HaYUMbIM MEPUKApPAUATBLHBIM BBIMOTOM (3 PEKTUBHOCTb M 6€30MacHOCTh
npenapara y JaHHbIX TPy NALKUEHTOB HE U3YUYEHbl); OZIHOBPEMEHHOE NTPUMEHEHHE TMpenapaTa

C aHTpalMKIIMHAMH B COCTaBE aJIbIOBAaHTHOM TEparyu y nalu€HToOB ¢ paHHUMHU CTAJUSAMHU PMXK.

C 0cTOPOKHOCTHIO

Hmemuueckas 60ne3Hb cepua, aprepuaibHas TUnepTeH3us, cepeuHas HeJOCTaTOYHOCTb,
CONYTCTBYIOLIME 3a00JIEBaHUsA JIETKUX WM METacTasbl B JIETKUE, MPEILIEeCTBYIOIAs Tepanus
KapAMOTOKCHYHBIMHU JIEKAPCTBEHHBIMH CPE/ICTBAMH, B T.4.
aHTpauMKJIMHaMu/uuKiodpochamuiom, ppakuus Beiopoca jieBoro xenyaouka (PBJDK) <50%,

MOXUJION BO3pACT.

Ilpumenenne npu GepeMEeHHOCTH H B EPHO/ IPYIHOT0 BCKAPMJIHBAHHS

Depmunvrocme

HewusBectHo, Brmsiet i [epuentun® Ha penpoayKTHBHYIO ClIOCOOHOCTD. Pe3ynbTaThl
UCCJIEIOBAHUH Y )KMBOTHBIX HE BBISIBUJIM NMPU3HAKOB HapylIEHUs GepTHILHOCTH WIIH
HEraTUBHOIO BJIMSIHUA Ha IO,

Konmpayenyus

JKeHuMHaM 1€TOPOJHOrO MOTEHIMala BO BpeMs JieueHus npenaparom [epuentun® u B Teuenue
7 MecsUeB Nocie OKOHYaHHs JIeYeHHs] HEOOXOAMMO MCTIONb30BaTh HAIC)KHbIE METO bl
KOHTpALENIIHH.

bepemennocme

B ciyuae HacTynieHus 6epeMEeHHOCTH HEOOXOAMMO NPEAYNPEUTh KEHIIMHY O BO3MOXKHOCTH
BpPEJHOrO BO3/JeHCTBHSA Ha 1o/ Eciu xkeHiiHa nomy4yaer tepanuio npenapatom I'epuentun®

BO Bpewmsi 6CpCMeHHOCTI/I U GCpeMeHHOCTb Yy HEE HaCTyNnuJia B TCHCHUEC 7 Mecs1eB nocie



NpUeMa NoCJeIHEN 103bl IpenapaTa, NalueHTKe KeJaTebHO HaXOAUThCS M0/] TIATEIbHbIM
Ha0JII0IeH|eM Bpaueil pa3HbIX crielMaibHOCTeH (cM. Takke paszaen «[IpoTuBonokazaHus»).
Ilepuoo epyonoeo eckapmaueanus

Hewn3zBecTHO, BBIBOAUTCS JIM TPAcTy3yMal ¢ rpyJHbIM MOJIOKOM Yy yenoBeka. [Tockosbky
umMmMmyHorno0ynunbl G (IgG) y uenoBeka BBIBOAATCS € IPYAHBIM MOJIOKOM U BO3MOXHOCTb
HEraTUBHOrO BIIMSAHMS HA IPYAHOrO pebeHKa HEM3BECTHA, BCKAPMIIMBAHUE IPYIHBIM MOJIOKOM
HE PEKOMEH/1yeTCsl BO BPEMs JIEYEHUS U B TEUEHUE 7 MECALIEB MOC/IE OKOHYaHMs TEparvu

npenaparom ['epuentun® (cM. Takxke pasaen «I[IpoTHBONOKa3aHHUS»).

Cnoco6 npuMeHeHHs! ¥ 103bl

TectupoBanue Ha omyxosieByto skcnpeccrio HER2 1o Havana nedyenus npenapatom
Iepuentun® sBiseTcs 06A3aTeIbHBIM.

ITpenapar ['epuentus® 10/KEH BBOAMTHCS KBATU(HUIMPOBAHHBIM MEIUIMHCKMM TIEPCOHATIOM.
[Ipenapat npeaHa3HayeH i BBEACHUS KakK B aMOyJ1aTOPHO-MIOJIMKIMHUYECKUX, TaK U B
CTalMOHAPHBIX YCIOBUSIX.

Ilepen npumenenuem npenapata [epuentun® HEOGX0MMO MPOBEPUTH ITUKETKY Ha (IakoHEe 1
y0beauThes, YTo JiekapcTBeHHas (hopma npemnapara COOTBETCTBYET HA3HAYEHHOW MaLUEHTy
(«nmodunu3zat 118 NPUroTOBIICHHMS KOHLIEHTPATA /Ui NIPUrOTOBIEHHS pacTBOpa Uit UHQY3uit»,
a He «pacTBOP /ISl NOAKOXKHOTO BBECHUS ).

I'epuentrn® B ekapcTBEHHOM GopMe «IMOPHUIM3AT ISl IPUrOTOBJIEHUs KOHLIEHTpATa [JIst
NPUTrOTOBJIEHUS pacTBOpa /I MHQY3Hit» HE NpeHa3HAY€EH /1S TOJIKOXKHOIO BBEJCHUSA U
JIOJKEH TPUMEHSTBHCS TOJbKO BHYTPUBEHHO.

[Tepexon ¢ nekapcTBeHHOM (HOPMBI [l BHYTPUBEHHOTO BBE/ICHUS HA JIEKAPCTBEHHYIO opMy
JUIsl IOJJKOJKHOTO BBEICHHUS M, HA00OPOT, NP BBEACHUU OJMH pa3 B 3 HEAEIH U3yyaics B
KJIMHUYECKOM MCCJIEJOBAaHUMU.

Y1o0bl HE OMYCTUTH OLIMOGOYHOro BBEAeHUs npenapara Kaacuna® (Tpacty3ymal sMTaH3uH)
BMecTo npenapara ['epuentun® (Tpacty3ymat), nepe npuroToBJIEHHEM pacTBOpa i HHPY3UH
1 €ro BBEJICHUEM MALMEHTY, HeOOXOMMO NPOBEPUTH ITUKETKY Ha (IaKOHe.

Tepuyenmun® ¢ nexapcmeennoii (popme «ruopuaruzam 0131 nPUZOMOGIEHUA KOHUEHMpPama
014 NPU20MOGNCHUA PACMBOPA O UHPY3UID) 66005M MONLKO BHYMPUBCHHO KANEbHO!
Beooume npenapam enympueenno cmpyiHo unu 60110CHO Henb3a!

Buumanue!

I'epuentua® He coBMecTHM ¢ 5% pacTBOPOM JEKCTPO3bI M3-32 BO3MOXKHOCTH arperaiuu 6eska.
[epuenTun® Hesb3s CMELIMBATHL WM Pa3BOJMTH BMECTE C JAPYTMMH JIEKAPCTBEHHBIMH

npenapaTamu.



PaCTBOp npenapara FepuenTHH® COBMECTUM C I/IH(by3l/IOHHBlMH MaKk€TaMu, U3roToBJICHHBIMH U3
[MNOJIMBUHWIXJIOpUAA, NMOJIM3TUIICHA U TOJIMIIPOIUIICHA.

Ilpuzomoenenue pacmeopa

IToaroroBka npenaparta K BBEACHUIO 10JDKHA MPOBOAUTHCA B aCENITUYCCKUX YCIIOBUAX.

Hnempyrkyus no npueomosienuio pacmeopa

Copnepxumoe pakona co 150 mr npenapara l'epuentun® pacTBopsior B 7.2 Ml cmepuibHol
60001 OJ1Sl UHbEKYU.

Bo Bpems pacTBopeHus cielyeT akKypaTHO obpaiaThes ¢ npenapatoM. [Ipu pactBopeHnn
cieayer usberatb 30BITOYHOrO NEHOOOPA30BaHMs, MOCIIEAHEE MOXKET 3aTPyJHUTH HAbOp
HYXHO# 103bl npenaparta u3 ¢JakoHa.

1. CTepuabHBIM LIMPULIEM MEUIEHHO BBECTH 7.2 MJI CTEPHJIBHOM BOJIbI ISl UHBEKLIUI BO
¢naxon co 150 mr npenapara ['epuentrun®, Hanpasss CTPYIO KUIKOCTH NPAMO Ha JIHO(HIIU3AT.
2. JIna pacTBOpeHHs aKKypaTHO 1Mokavyath (iakoH BpaliaTeibHbIMU aBkeHussMu. He
BCTPSIXHBATh!

IIpu pacTBOpeHHHM npenapaTta HepeaKo oopasyeTcs HeOOIbLIOEe KOJMYECTBO NeHbl. Bo
130eKaHue 3TOro HeOOXOIMMO JJaTh PaCTBOPY MOCTOSITH OKOJIO 5 MUHYT. BocCTaHOBIIEHHBIH
pacTBOp — Npo3payHas UM ciierka onajecuupyrouias 6eclBETHas WK CBETIIO-KEJITOro 1BeTa
KUIKOCTb.

Yenosus xpanenus npueomoesienino2o pacmeopa

®nakoH co 150 Mr npenapata UCHONB3YETCS TOJIBKO OHOKPATHO.

PactBop npenapara ['epuentun® Gpusn4yecku 1 XMUMHUYECKH CTaOUIEH B TeueHHe 24 4 npH
Temnepatype 2-8°C nociie pacTBOpeHHs CTEPHJILHOMN BOA0# 1is mHbekuuii. He
3aMOpPaKHBATh!

IIpuzomosnenue pacmeopa ons ungy3zuu cneyeT OCyleCTBIATh HEMOCPEACTBEHHO MOCIIE
pacTBOpeHHs JIMOpUIN3aTa. B MCKIIOUUTENBHBIX CITydasiX pacTBOP MOCJIE PAaCTBOPEHHS
auoduIM3aTa MOXKET XpaHUThes He Goee 24 4 npu Temnepatype 2-8°C, eciii pacTBOpeHHe
auoduaM3aTa NpOXoIUI0 B KOHTPOJIMPOBAHHBIX M BaJIMMPOBAHHBIX ACENTUYECKUX YCIOBHSX.
ITpu 5TOM 3a ycnoBUs XpaHeHUs (MpaBuia XpaHEHHs U MPOIOKUTEIbHOCTh) OTBEYAeT
CHELMAINCT, PaCTBOPABLIMKN JIMOoduM3ar.

HUnempyxyus no npueomosnenuro pacmeopa ois umby3uu

Onpenenutb 00bEM pacTBOpa:
- HeOOXOMMBIH U1 BBEJICHUS! HArPY304YHOI 103kl TpacTy3ymaba, paBHOM 4 MI/Kr Macchl Tena,
WY TOAEPKUBAIOLIEH 103bl, PaBHOM 2 MI/KT, ONpeaesseTcs mno cieayoei popmye:

macca TeJja (Kr) X 103a (4 Mr/Kr Harpy3ouHasi Wi 2 MI/Kr MOJIepIKMBaIOLIas )

Oo6bem (M) =



21 (Mr/ma, KOHUEHTpaLKUs PUrOTOBIEHHOTO pacTBOpPa)
- HeOOXOUMBIiA /1711 BBEJCHHsI Harpy304HO# 03Bl TpacTy3ymaba, paBHOM 8 MI/Kr Macchl Tena,
WM TOJ/IEPKUBAIOILEH 103bl, PAaBHOW 6 MI/KI Ka)K/ble 3 HeJlelH, Onpe/esseTcs Mo ciaeayoei
hopmyne:

mMacca Teja (Kr) X xo3a (8 Mr/kr Harpy3ouHas Wi 6 MI/Kr MoiepyKMBaroLas )

O6bem (M) =
21 (Mr/mJ, KOHLIEHTpalKs IPUrOTOBJIEHHOTO pacTBOpa)

W3 ¢nakoHa ¢ pacTBOpUBIIMMCS JTHO(UIN3ATOM ClieyeT HabpaTh COOTBETCTBYIOLMHA 0OBEM,
MCIOJIb3Ysl CTEPUJIbHBIEC UIJTY W LUNPHLL, U BBECTH €ro B HH(y3uoHHbIH naket ¢ 250 M 0.9%
pacTBOpa HaTpus XJOpUAA. 3aTeM HH(Y3UOHHBIH NaKeT CAeyeT OCTOPOXKHO MEPEBEPHYTH IS
nepeMeIMBaHus pacTBopa, uzberas neHooOpa3oBanus. [lepes BBeieHUEM pacTBOp clieyeT
NPOBEPUTH (BU3YalIbHO) HA MPEJMET OTCYTCTBUSI MEXaHUYECKUX MPUMECEH U U3MEHEHUS
OKPacKH.
PactBop 111 uHQY3H# BBOASAT Cpa3y MOCE €ro NPUroTOBIECHHS.
B MCKITIOUMTENIBHBIX CITydasX MPUrOTOBIEHHBIN pacTBOP Ui MHPY3UU MOXKET XPAHUTHLCS HE
6onee 24 u npu Temneparype 2-8°C, ecnu pacTBOpeHHe JIMouIn3aTa U NPUroTOBIEHHE
pacTBOpa Ui UH(Y3UH POUCXOMUIO B KOHTPOJIMPOBAHHBIX M BaJIUAMPOBAHHBIX aCENTUUECKHX
ycnousx. [Ipu 3Tom 3a ycnoBust XpaneHus (npaBuiia XpaHEHHs U IPOIOJKUTEIbHOCTD)
OTBEYAET CMELUAIUCT, TOTOBUBILMWI pacTBOP.
Huempykyuu no ymunuzayuu HeUCnoib308aHHO20 NPenapama uni ¢ UCMeKuLUM CPOKOM
200HOCMU
[Tonaganue nekapcTBEHHOTO MpenapaTa B OKPYKaKOLLYO Cpey JOKHO ObITh CBEJCHO K
MHHUMYMY. He caefyer yTuin3upoBaTth npenapar ¢ OMOLIbIO CTOUHBIX BOJ WM BMECTE C
ObITOBBIMU O0TX0OAaMU. [10 BOZMOXKHOCTH HEOOXOIMMO MCIOJIb30BaTh CMELMAJIbHBIE CUCTEMbI
JUIsl yTUIIN3aLMH JIEKApCTBEHHBIX MPenaparToB.
Heobxoaumo ctporo cobmoaaTh crieayouue peKkOMeHJaluy Mo UCTIOIb30BAaHUIO M YTHIIU3ALIUH
IINPULIEB U PACXO/HBIX MaTE€PUAJIOB:

e Urubl 1 lNpHLBl HENb3s UCTIOIB30BATH MOBTOPHO.

e Mcrnonb30BaHHBIE UIJIBI U IINPULBI TOMEILAOT B 3aLULLEHHbBIH OT MPOKOJIOB KOHTEHHEP

(emMKOCTb).

Vrunuzauuio npenapara ['epuentui® v pacXoHbIX MAaTEPUANIOB CJIELYET MPOBOIMTD B
COOTBETCTBUM C MECTHBIMH TPeOOBAHUSAMH.

Cmanoapmublii peycum 003upo6anus




Bo Bpems kaxoro BBeieHus TpacTy3ymaba He0OX0AMMO TIaTeIbHO Ha0I01aTh 32 NAaLMEHTOM

Ha NpeMeT NOsBICHHs 03HO0A, TUXOPAIKH U APYTUX MH(Y3MOHHBIX peakiuii (B TeueHue 6 u
nocJie Havasia nepBoii HHGYy3uu 1 B Te4eHHre 2 4 Noclie Havasla Mocae yomux uHpy3uit).
Cneayer yMEHbLIUTb CKOPOCTh UH(Y3UH UM HAa BPEMS MPEKPATUTDh BBEJICHUE Mpenapara rnpu

pa3BUTHH UH(Y3UOHHOH peakiu. Bo3oOHOBIEHHE HH(Y3UH BO3MOXKHO M0C/IE UCUE3HOBEHHUS

CHUMITOMOB MH(Y3HOHHBIX peaKLuii ierkoi 1 ymepeHHo# crenenu Tsukectu cornacHo NCI-CTC

(oOmme kputepun TokcnyHoct HaumonansHoro uncturyra paka B CILIA). Cnenyer

paccMOTPETh BOMPOC O MPEKPaIleHnH AaibHeleil Tepanuu npenaparom [epuentun® B ciyyae

pa3BUTHS TSDKEIIBIX WM KU3HEYTPOXKAOIMX UH(Y3MOHHBIX peaKIHii.

Memacmamuyeckuil pak MOJIOYHOU JHceie3ol

Eoiceneoenvrnoe ssedenue

Haepy3ounas 0o3a: 4 Mr/kr maccel Tena B Bue 90-MUHYTHO#H BHYTPUBEHHOM KarnebHON
uHpy3UH.

Tloooeparcusaiowas 0o3a: 2 MI/Kr Macchl Tejia OfMH pa3 B Hexeo. [ToaaepkuBatouias 1o3a

BBOAMTCS 4yepe3 | Hesemo nocie Harpy3o4Hoi. Eciv npeamecTBytoias Harpy3o4Has J103a

NepeHoCHIach XOpOLLo, penapaT MOKHO BBOJUTH B BU/e 30-MUHYTHO#H KaneiabHOH HHDY3UH.

Anemepnamusnoe seedenue - yepes 3 Heoenu

Haepy3ounas 0o3za: 8 Mr/kr maccel Tena B Bue 90-MUHYTHOH BHYTPMBEHHOM KaneJlbHON
HUHDY3HH.

Iloooepoicusarowas 0oza: 6 Mr/kr Macchl Tena Kaxasie 3 Heaenu. [logaepxuBarowas 103a

BBOJMTCS Yepe3 3 HesleNu nociie Harpy3o4Hoi. Ecnu npeiecTByoas Harpy3ouHas J103a

MepeHOCUIach XOPOLIO, penapaT MOXKHO BBOJUTH B BUe 30-MUHYTHOM KaneabHOH HHDY3UH.

Ilpumenenue 6 komOuUHaAYUU C NAKTUMAKCENIOM UNU OOYEMAKCENOM

[Taknurakcen unm fouerakcesl BBOJWINCH Ha ClEYyIOLMI 1eHb NOC/ie BBECHHUS Npenapara
[epuentun® (pekoMeHaluK MO J03MPOBAHMIO CM. B COOTBETCTBYIOIMX HHCTPYKLMAX 110
MEIMLMHCKOMY MPUMEHEHHIO) WM Cpa3y JKe MOcJie MOCIEAYIOIEero BBeIeHHs npenapata
I'epuentun®, ecnu npu npemectTsoBapiuem seaeHnu [epuenTun® nepeHocuIcs Xopouio.
IIpumenenue 6 KomOUHAYUYU C UHSUOUMOPOM APOMAMA3bI

I'epuentun® u aHacTPO30J1 BBOAWIKCH B JeHb 1. OrpaHuyenuii mo BpeMeHH BBEIEHHS
npenapata ['epuentin® u aHacTposona He 6bLI0 (PEKOMEH/IALMHK 10 J03MPOBAHMIO CM. B
MUHCTPYKLMH 110 MEAULIMHCKOMY MPUMEHEHHUIO aHACTPO30J1a UK APYTrUX UHTMOUTOPOB
apomarasbl).

Pannue cmaouu paxa monouHou scenesol

Eoiceneoenvroe esedenue
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[Ipu exeHenenbHOM BBEACHUU FepuerrmH® BBOJIUTCS B HA2py30uHOU 003¢ 4 MI/KI Macchl Telna,
Janee B noodepoicusaroujeti 2 MI/Kr Macchl Tella OJIMH pa3 B Heaemo. [loaaepkuBatommas 103a
BBOJIUTCA yepe3 | Henenmo nocie Harpy3ouHoid. Harpy3ouHas no3a BBoaurcs B Buae 90-
MMHYTHOW BHYTPUBEHHOM KaneibHON uH(y3un. Eciu npeauecTByomas Harpy3ouHas 103a
MepeHocuIach XOpoLIo, Mpernapar MOXKHO BBOAUTH B BUJIE 30-MUHYTHOM KaneabHOW UHPY3HH.
Beeoenue uepes 3 neoenu

I1pu BBeaeHuM uepes 3 Helenu Haepyzounas 0o3a: 8 Mr/kr maccel Tena (B Buae 90-MUHYTHOH
BHYTPUBEHHOMN KanejibHOH HHDY3HH).

Iloooepoicusarowas 0oza: 6 Mr/Kr macchl Tena kaxasie 3 Heaenu. [loanepxkusatomas no3a
BBOJUTCA 4Yepe3 3 Hellesu nociie Harpy3o4Hoil. Eciu npeamectByronas Harpy3ouHas 103a
MEePEHOCUIIaCh XOPOLIO, Mpenapar MOXKHO BBOAUTH B BH/IE 30-MUHYTHON KaneabHOW UHDY3HH.
[Ipumenenue npenaparta ['epuentun® npu paHHUX CTAJMAX paKa MOJIOYHOM XKeJle3bl M3YYEHO B
KOMOMHALIMK ¢ XUMUOTEpaANKeit COrJIaCHO CXeMaM, OMUCAHHBIM HUIXKE.

IIpumenenue 6 kombuHayUU ¢ NAKIUMAKCEIOM WU OOYEMAKCEeI0M NOCAE XUMUOmMePAnuu
00KCOPYOUYUHOM U YUKTIOPOCHamuoom

[Maxnurakcen:

80 mr/m? B BHI€ IJIMTENILHOM BHYTPUBEHHOM (B/B) MH(Y3HH, €XKEHEAENbHO, B TeueHHe 12 Hepelb
WU

175 mMr/m? B BUziE ATMTENBHOM B/B UH(]Y3uK, Kaxabie 3 Helenu B TeueHue 4 UKIIOB (B ieHb |
Ka)XXJI0Tr0O LIMKJIa);

Jlouerakcenn:

100 mr/m? B Buae B/B MH(y31K B TeyeHHe 1 4, Kaxble 3 HeJeNH, B TeueHue 4 LMKIOB (HauuHas
B JIeHb 2 B LIMKJIE 1, asiee B eHb | B KaXK/Iblil MOCIEAYIOMUI LIUKJT);

Lepuentun®:

HA4YMHAas C MEPBO¥A J103bl MAKJIMTAKCENa WK JoleTakcena, ['epuenTtu® BBOIMICS COMTIACHO
©XKEHEeIeIbHOM CXeMe BO BpeMs XMMUOTEpanuM (Harpy3ouHas 1o3a 4 Mr/kr, janee B
NOAJEPIKUBAIOLLEH 7103€ 2 MI/KI KaX1yt0 HEJIeI0).

B nasnbHeiinieM MoHOTepanus npenaparoM [epuentud® npoosKaiach CoriacHo
€XKEHE/IEIbHOM CXeMe MOCIe NPUMEHEHHUs] B KOMOMHALIMKU C MAKJIUTAaKCEIOM WM COTJIACHO
BBEJICHUIO Yepe3 3 HelesM 1ociie MPUMEHEHUs B KOMOMHaUuMK ¢ aouerakcenom. Obuas
TPOOJDKUTEILHOCTD Tepanuu npenapatoM epuentu® oT MOMEHTA TIEPBOTO BBEICHHS
cocraBuiia | roji, HE3aBUCUMO OT KOJMUYECTBA MOJYYEHHBIX MJIH MPOMYIIEHHBIX 103. Eciu
NaKJIMTAaKCe Nl WK JloleTakces 1 npenapat [epuentun® 10/KHBI ObLIM BBOJMTHCS B OJIMH JI€HD,
TO MAKJIMTAKCE WIK J0LETAaKCesl BBOIUIICS MEPBbIM.

Ilpumenenue 6 kombuHayuu ¢ OoyemaKceIom u KapooniamuHom
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Houerakcen/KapbonnatuH (kaxabie 3 HeJled B TeUeHHe 6 MKIIOB, HAYWHas CO JHS 2 MEPBOro

LMKJIa, Jajiee B IeHb | B KaX/blil NOCIeAYIOIMIA [IUKJT):

JoueTakcen B 103e 75 Mr/m? B Bu/IE B/B MHQY3HHM B TeueHHe | 4, 32 KOTOPBIM Clle0Ba
kapOoriaTuH B 103e uis JocTuxkeHus ueneBoid AUC — 6 mr/mi/MuH, B BuIe B/B nHDY3uH, B
Teuenue 30-60 MuH;

Cepuentun®:

['epuenTuH® COBMECTHO ¢ XUMHMOTEPANMEN BBOAMIICS COMTIACHO €KEHENIEBHON CXEME
(Harpy3ouHas 103a 4 MI/Kr, fajee B NOJIePXKUBAOILEH 103e 2 MI/KT Kaxayto Heaeno). [Tocre
XMMHUOTEpanuu MoHoTepanus npenaparom [epuentua® npoaoskanach COriacHO BBEICHHIO
yepe3 3 Henenu. O6Ias NMPOAOHKUTENBHOCTD Tepanuu npenapatoM [epuentun® ot MoMeHTa
NEPBOro BBEJEHMS COCTaBHIa | roJ, HE3aBUCUMO OT KOJIMYECTBA MOTYYEHHBIX WIIH
nponyuieHHbIX 103. Eciu ouerakcen, kapooriatus u npenapat I'epuentun® 10/mKkHbI GbLTH
BBOJIUTHCS B OJIUH JIEHD, TO MEPBBIM BBOJUJICS JIOLETAKCE, 32 KOTOPBIM CJI€I0Bajl KapOOIIaThH,
nanee lepuentun®,

Heoaovioeanmuas-aovioeanmmuas mepanusi

T'epuenTiH® BBOAMJICS COTJIACHO PEKUMY KaXIble 3 HEJEIN B KOMOMHALMU C HEOATbIOBAHTHOM
xumuorepanuei (10 uukiios):

nokcopyoums 60 Mr/m? u nakaurakcen 150 Mr/m%, Kax/apie 3 He/leH, B TE4EHHE 3 LMKJIOB;
nanee nakaurakcen 175 Mr/m?, Kaxzabie 3 He/leld, B TeHeHHE 4 LIMKIIOB;

nanee uukiaopochamua, MetotTpekcart u Gropypauni B ieHb | U 8, kaxpie 4 HeJlelH, B TeueHHe
3 LIMKJIOB.

ITocne npoBeieHUs ONEPaTUBHOTO BMELIATEIbCTBA aTbIOBAHTHAS MOHOTEpAIUS MPernapaToM
Iepuentun® npoaosmkanack CoriacHo pexumy Kaxabie 3 Heaenu. O61as npoaoKUTETbHOCTD
tepanuu npenaparom ['epuentun® cocrasuna 1 rox.

Pacnpocmpanennwviii pax scenyoxka

Beeoenue uepes 3 neoenu

Haepy3ounas 0o3a: 8 Mr/kr macchl Tena B Buzie 90-MUHYTHOM BHYTPUBEHHOM KamnebHOM
UHDY3UH.

IToooeporcusaiowas 0osa: 6 Mr/kr macchl Tena Kaxasie 3 Henenu. [loanepxuBaronias 103a
BBOJIUTCS Yepe3 3 Hee/u nociie Harpy3oyHoid. Eciu npeecTByronias Harpy3o4dHas 103a
NEPEHOCUIIACh XOPOLLO, NTpenapaT MOXHO BBOJUTh B BUe 30-MHHYTHO# KanelbHON HH)Y3HUH.

Memacmamuueckuit u pannue cmaouu PMMK u PP)K

IIpooonsicumenvrocms mepanuu
Jleuenue npenaparom ['epuentun® y nauuentos ¢ metactatndeckuM PMOK nmu PPXK

INPOBOJAUTCA N0 NPOrpeCCUpOBaHUs 3a00J1eBaHUs WJIH pa3sBUTHA HerPlCMIleMOi/'I TOKCHUYHOCTH.
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[TanuenTsl ¢ panuuMu ctaausmu PMIK 1o/mkHbl nosydats Tepanuio npenaparoM ['epuentun® B
TeyeHue 1 roga M 10 peuniMBa 3a001€BaHuUs WM Pa3BUTHS HETPUEMIIEMOM TOKCHYHOCTH (B
3aBUCHUMOCTH OT TOTO, 4TO NMPOU30iiaeT Grictpee). Jleuenne npenaparom [epuentun®
NalMeHTOB ¢ paHHUMHU cTaausiMu PMOK cBbillie 01HOroO roa He peKOMEH Iy eTcCs.

IIponyck 6 nnanoeom esedenuu

Ecin npomnyck B nJ1IaHOBOM BBEIEHUH TpacTy3ymaba cocTaBuil 7 HEH WM MEHee, ClIelyeT Kak
MOJXKHO ObICTpEe BBECTH Mpenapar B 0ObIYHOM 1M0//IepKUBAIOILEH 103€ (€XKEHEACIbHbINA PeXUM:
2 MI/KI Macchl Tella; PeXKUM KaXK/ible 3 HeJleu: 6 MI/KI MacChl Tejia), He OKKM/Ias CJIEYIOLIEro
MJIaHOBOIO BBe/IeHHMs. Jlanee BBOAMTD Mpenapar B Mo/iepKuBaollei no3e yepes 7 aueii wim 21
JIEHb B COOTBETCTBHHU C €IKEHE/IEJIbHBIM PEXKUMOM WIIM PEXKUMOM KaXK/bie 3 HeJleIu,
COOTBETCTBEHHO.

Ecnu nepepbiB BO BBEJIGHMH Npenaparta cocTaBui 6osiee 7 aHEH, HEOOXOAUMO KaK MOXKHO
ObICTpee CHOBAa BBECTH HArpy304HYIO /103y TpacTy3ymaba (exeHe e bHbIM pexnuM: 4 MI/Kr
MaccChl TeJIa; PEKUM Kaxkable 3 HeJenu: 8 MI/Kr Macchl Tena), B Bujie 90-MUHYTHO#M
BHYTPHUBEHHO# KanesbHOH HHQY3uH. 3aTeM NPOJO/IKUTEL BBEJICHHE MpernapaTa B
MOJIEPXKUBAIOLLEH 103€ Yepe3 7 HeH UK 21 1eHb B COOTBETCTBUM C €)XKEHE/IEIbHBIM PEeXKUMOM
WK PEXKUMOM KaxK/ible 3 He/IeH, COOTBETCTBEHHO.

Koppexyus 0o3bi

B nepuo/1 BO3HUKHOBEHH S 00pamumoti Muenocynpeccuu, BbI3BAaHHOM XUMUOTeparueit, Kypc
Tepanuy npenapatom ['epuentuH® MoxeT GbITh MPOIOIIKEH MOCTIE CHUKEHHUS 103bI
XMMHOTEPAITMK UIIM BPDEMEHHOM €€ OTMEHBI (COrIaCHO COOTBETCTBYIOLIMM PEKOMEHJALIUSIM B
UHCTPYKLMSAX N0 IPUMEHEHUIO MaKJIUTaKCeNa, A0LETaKcela UM MHIMOMTOpa apoMaTasbl), pu
YCJIOBMHM TLLATEJIbHOIO KOHTPOJIS OCJIOKHEHHH, 00YCIOBICHHBIX HEHTPOTICHUEH.

Ipu cruscenuu gppaxyuu evibpoca neozo xcenyoouxa (PBJIK, B %) Ha >10 eaunun ot
vcxonHoi M Huxke 3HaueHus 50% neyeHue T0KHO ObITh MPUOCTAHOBICHO. [ToBTOpHAS OlLiCHKA
OBJLK nomxna 6bITh npoBeeHa NpUOIU3UTENBHO Yepe3 3 Henenu. [Ipu oTcyTcTBHM
ynyumenus nokasaress @PBJDK wium ero nanpHeiieM CHUKEHUH, WU TP NOSIBICHUN
CHUMITITOMOB 3aCTOWHOM cepaeyHoii HeocTatoyHocTH (3CH) Heo6X0auMO paccMOTpETh BOMPOC
0 MpeKpalleHHH JieueHus npenapatoM ['epuenTuH®, eciiu TOIBKO MOoJb3a 1/isi KOHKPETHOTO
MalMEeHTa He NPEBOCXOMT PUCKU. Bee 3Tu nmaumeHThl JOKHBI ObITh HampaBIeHbl K KapJHOJIOry
JUIS TIPOBEJIEHUs 00CIEeJ0BaHUS U HAXOAUTHCS MO HaOI0ICHUEM.

Ocobble yKazanusi no 003Upoeanuio

IHayuenmor nosicunozo eo3pacma
CHmxenue 10361 nipenapara ['epuentun® y nauueHToB >65 set He TpedyeTcs.

llayuenmul ¢ noyeyHol HEOOCMAMOYHOCMbIO



WM3menenue 103bl nipenapata ['epuenTuH® y NalMeHTOB ¢ JIETKOM U CPEIHEH CTENEHBIO
HapylleHus: GyHKIMU 1noyek He TpedyeTcs. B CBA3M ¢ orpaHHYEHHBIMU JAaHHBIMH 1aTh
PEKOMEHJaLMK 110 I03UPOBAHUIO TpenapaTa y NalMeHTOB C TAKEIOH CTENEHbIO HapyIeHHUs
(bYHKIMU MOYEK HE MPEICTaBIAETCS BO3MOXKHBIM.

Ilayuenmuol ¢ neveHouHol HeOOCMAMOYHOCIBIO

B cBA3M ¢ OTCYTCTBMEM JAaHHBIX JaTh PEKOMEH/JAIMHU MO J03UPOBAHHUIO NipenapaTa y nalueHToB

C HApYHICHUEM (byHKLIHI/l NEYCHU HE NPEACTABIIACTCA BO3MOXKHBIM.

IToGounoe neiictBue

B HacTosiuee Bpems HanboJiee cepbe3HbIMU /MM YaCThIMU HEXKeaTeIbHbIMU PEaKLUsIMHU, O
KOTOPBIX COOOIIAIOCH MPH MCTIOJIb30BaHuK npenaparta [epuentun®, apisiorcs: AuchyHKIus
cepAaula, MH(Y3MOHHBIE PeaKlUi, FeMaTOTOKCUYHOCTD (B YaCTHOCTH HEUTpPONEHUs ), MHPEKLUU U
HApYLIEHUS CO CTOPOHBI JIETKUX.

Jlns onucaHus 4aCTOThI HEXKENATENIbHBIX PEaKLUii UCTIONB3YeTCs Clielytolias KiaccuuKauus:
o4eHb yacto (>1/10), wacto (>1/100, o <1/10), Hewacto (>1/1000, HO <1/100), peako
(>1/10000, Ho <1/1000), ouens peaxo (<1/10000), Heu3BeCTHO (He MOXKET ObITH BBIYUCIICHA HA
OCHOBE MMEIOILUXCA TaHHBIX). B pamkax ka)1oii rpynmbl HEKelaTeJIbHbIE peaKiuu
NpEeCTaBJIEHbl B COOTBETCTBUU CO CHUIKEHUEM CEPbE3HOCTH.

Huxe npeacTaBieHbl HEXKeNaTeIbHbIE PEAKIMU, O KOTOPBIX CO00IIANIOCh NPU MPUMEHEHUH
npenapara ['epuenti® Kak B MOHOTEpAIKHM, TaK ¥ B KOMOMHALIMK C XUMHOTEpaInuel B 6a30BbIX
KJIMHUYECKUX UCCIICJOBAHUSAX U MPU MOCTMAPKETUHIOBOM HUCMOJIb30BaHHUH.

YacToTa ykazaHa B COOTBETCTBMM C MAKCUMAJIbHO BCTpeYaBLIEHCs B 6230BbIX KIMHUYECKUX
UCCIIEIOBAHUSX.

Hughexyuonnvie u napazumapnvie 3a601e6aHus: O4EHb 4acTO — HHEKLNH, Ha30(papUHTHUT;
4aCTO — HEUTPONIEHUYECKHUA CETICHC, LIMCTUT, TPUIIT, CUHYCUT, MHOEKIMH KOXKH, PUHUT,
MH(PEKIMU BEPXHUX JIbIXaTebHBIX MyTeH, MHOEKIMU MOYEBBIBOSAIMX MyTeH, (JapHUHTUT.
Hobpoxauecmeennvie, 310kavecmeentbvle U HeyMoYHeHHble HOB00OPa306anus (BKIIOYas KUCTHI U
TOJIMIIBI): HEU3BECTHO — MPOrPECCUPOBAHUE 3JI0KAYECTBEHHOI0 HOBOOOpa30BaHus,
NporpeccupoBaHue HOBOOOPa30BaHMUsI.

Hapywenus co cmoponvl kposu u 1umgpamuueckoii cucmempi: 0O4€Hb 4acTo — pedpuibHas
HEUTPONEHHUs, aHEMUSI, HEUTPONIEHHSI, JIEHKOMNEHHUs, TPOMOOIMTOTIEHHS; HEU3BECTHO —
TUIIONPOTPOMOUHEMHUS, MMMYHHasi TPOMOOLMTONEHHUS.

Hapywenus co cmoponvt uMmyHHO1 cucmembpl: 4aCTO — pEaKLMH TMNEePUYyBCTBUTEIbHOCTH;

penxo — aHadunakTHYecKue peakuuu’, anahurak THYECKUii oK.
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Hapywenus co cmoponwr o6mena eewjecms u numanus: O4€Hb 4aCTO — CHUKEHHE Macchl TeJa,
AHOPEKCHA; HEU3BECTHO — CUHAPOM JIM3KCA OIMyXOJIH, THINEPKATUEMHSL.

Hapywenus ncuxuxu: 04eHb 4acTo — OECCOHHMILIA; YAaCTO — TPEBOr'a, ICMPECCHs.
Hapywenusi co cmoponbl HepeHotl cucmembpl: O4€Hb 4acTO — TPEMOP', TOJIOBOKPYIKEHHE,
rOJIOBHBIE 0OJIH, MAPECTE3nH, AUCTEB3Us (MCKaXKEHHE BKYCOBBIX BOCTIPHSTHIA); 4YacTO —
nepudepuyeckas HelponaTus, MbIILEUHbIH TMIIEPTOHYC, COHIIUBOCTD.

Hapywenus co cmoponsr opeana 3penusi: 04€Hb 4aCTO — KOHBIOHKTUBHT, MOBBILIEHHOE
CJIE300TJIEJICHHE; YACTO — CYXOCTb IJ1a3; HEU3BECTHO — OTEK JMCKA 3PUTEILHOTO HEpPBa,
KPOBOU3JIUSIHUE B CETYATKY.

Hapywenus co cmoponwr opeana ciyxa u 1abupunmmusie HapyuleHus: HEYacTo — rIyXoTa.
Hapywenus co cmoponwsr cepoeuno-cocyoucmoii cucmembpi: O4€Hb YaCTO — CHHKEHUE U
TNOBbILLIEHHE apTepuaibHOro aasienus (AJl)!, Hapyuienue cepaedHoro purma', Tpeneranue
(mpejcepamii Wi JKeNTYI0YKOB)!, cHUKeHHE (paKimu BEIGpOCA JIEBOTO XKeTy10uKa*,
«TIPUJIMBBI»; YacTO — CepAeYHas HEJOCTaTOYHOCTh (3acTokHas)", cynpaBeHTpUKY IspHas

Taxuaput™us'!, KapaMomuonarus, cepaledrenue’, aprepuaibHas runoTeHsus |,

BasoJujiatanusa, HEYacCcTo — nepuxapnuanbﬂbn‘/i BBIINIOT, HCU3BECTHO — Kapnnorem{uﬁ LHIOK, PUTM

«rajomnay.
Hapywenusi co cmopombl OvixamenvHOol cucmemvl, 0p2aHo8 2pyoHOU KIemKU U CPeOOCmMeHUs.:

OYE€Hb 4acCTo — OIIbIHIKaT, Kal€Jjib, HOCOBOC KPOBOTECYEHUEC, pUHOPEA; H4aCTO — HHCBMOHI/IH*,

OpoHXHalIbHAS aCTMa, HapylleHHe (PYHKIMM JIETKKX, IJIEBPAIbHBINA BBITOT'; HEYaCTO — XPHUIIBLI B

nerkux'!, MHEBMOHMT; HEU3BECTHO — JIErOUHbIH GuOPO3’, AbIXaTebHAsA HENOCTATOYHOCTD ',
vHUIbTpaLMs erkux', OCTpbIl OTeK Jierkux ', OCTpBIi pecnMpaTopHbIi qucTpecc-cuHapom’,
Gponxocnasm’, runokcus’, CHUKEHHE HACHILIEHHUs reMOrI06|Ha KuCIopoiom', oTek ropranu,
OPTOITHO3, OTEK JIETKOT0, HHTePCTULIMANIbHAS 00JI€3Hb JIETKUX.

Hapywenus co cmoponwt skceny0ouno-kuuieyno2o mpakma: 04€Hb 4acTo — Juapesi, pBoTa,

TOLIHOTA, OTeK Ty6!, GO B )KMBOTE, UCIIENCHS, 3aMI0P, CTOMATHT; 4acTO — FEMOPPOM, CyXOCTh

BO PTY.

Hapywenus co cmoponsl nevenu u scenyesvi800sujux nymeii: 4aCTo — renaToLeUTIoNsApHOe
TIOBPEK/ICHUE, TeNaTUT, O0JIE3HEHHOCTD B 00JIACTH TIEYEHH; PEJIKO — JKENTYyXa.

Hapywenus co cmoponsl Kodtcu u nOOKOXMCHbIX MKAHeU: OYEHb YaCTO — IPUTEMA, ChIllb, OTEK
nuual, anonewuus, HapylIeHHe CTPYKTYPhl HOITEH, J1aJOHHO-NOIOIIBEHHBIA CHHIPOM; YacTo —
aKHe, CyXOCTb KOJKH, SKXUMO3, TUMEPrUapO3, MaKyJIO-TanyJie3Has Chillb, 3y, OHUXOKJIa3us,

JACPMATHUT; HEYACTO — KpalMBHUIIA; HEU3BECTHO — aHFHOHCBpOTH‘leCKl/Iﬁ OTCK.
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Hapywenus co cmoponbl ckenemuo-mululeyHol U cOeOUHUmMeNbHOU MKAHU: OYEHb YacTo —
apTparys, MbIlIEYHas CKOBAHHOCTh!, MUAJITHsl; 4acTo — apTpHT, 6OJIM B CIIMHE, OCCANITHS,
cria3mbl MblILiL, 60J1b B 001acTH 1eH, 60U B KOHEUHOCTSX.

Hapywenus co cmoponsl nouex u Moueevbi800auux nymeii: 4acTo — 3a00/1eBaHie MOYEK;
HEU3BECTHO — MEMOPaHO3HBI rIoMepyoHepUT, riaomepysioHedponaTus, noyeyHas
HEJI0CTATOYHOCTb.

Bepemennocms, nocnepooosvie u nepunamanvHvle coOCmosiHus: HEU3BECTHO —
OJIMTOTU/IPAMHUOH, (haTaibHas MMNOIUIa3Ms JIETKUX M MMIOIUIa3us WU HapylleHue GyHKLUH
nouex y mioaa.

Hapywenus co cmoponvl non1o8vix 0peanos u MoI0YHOU Jcene3bl: 4acTo — BOCTIAJICHUE
MOJIOYHO# KeJe3bl/MacTUT.

Obwue paccmpoiicmea u HapyuleHusi 8 Mecme 66e0eHUst: OUEHb YacTO — aCTeHUs1, 00U B TPy,
03HO0, yTOMJIIEMOCTb, TPUNTIONOAO0HbBIH CHHAPOM, HH(Y3UOHHBIE peaKiuu, 6011, TMX0paiKa,
MYKO3HUT, NepUpepuIecKue OTEKH; 4acTO — HEAOMOTaHUE, OTEKH.

Tpasmbl, uHmMoOKCUKAYUU U OCTIONCHEHUSL MAHUNYIAYUU: 4aCTO — YIIUO.

T — HexenartesbHbIE PEAKIUH, KOTOPBIE B COOOLIEHUSX aCCOLUUPOBAIIUCH C JIETAJIbHBIM
HCXOZIOM.

! — HexxenaTeNbHbIE PeaKiiu, KOTOPbIE B OCHOBHOM COOOIIAJIMCH B aCCOLIMALIMH C
MH(Y3HOHHBIMU peakLsiMu. TOYHOE MPOLEHTHOE KOTMYECTBO HE YCTAaHOBJIEHO.

* — HexenaTenbHbIe peakluyu HaloJalIuch P KOMOMHUPOBAHHOM Tepanuu nocie
AHTPALMKIIMHOB U B KOMOMHALIMHU C TAaKCAaHAMHU.

Huxe npencrapnena uHGopmaLus no OTAEIbHBIM HEXENaTeIbHbIM PeaKLUsIM.

Huchynkyus cepoya

3acroiiHas cepevHas HeaoctatouHocTh [1-1V ¢ynkumonansHoro kinacca no NYHA
(xnaccuduxaums Heto-Mopkekoii Accoumanun Kapmosoros) sBiseTcs 4acToil HexenaTe bHOM
peaxuueii npu npuMeHeHun npernapara ['epuentuH® 1 accolMUpoBanach ¢ GpaTaabHbIM
MCXOJ0M. Y MalMeHToB, nojyYaBiuux npenapar [epuentun®, Habmonanucs clieayoume
NPU3HAKU U CUMIITOMbI HapylIeHUs! GYHKIUU CEpALa: OJbILIKA, OPTOMHOI, YCUJICHUE Kalllis,
OTEK JIETKUX, PUTM «rajionay UM CHUKEeHUE (Ppakiuu BbIOpoca JIEBOTo KeTyA0uKa.

B 3 6Ga30BbIX KJIMHHYECKUX UCCIIEI0BAHUIX PUMEHEHUS TipenapaTa ['epuentun® B KoMGHHALMK
C a/IbIOBAHTHOW XUMHUOTEpANMUel yacToTta cepieuHoi auchyHkuuu 3/4 crenenu (a MMEHHO,
CUMIITOMaTHYECKas 3aCTOHHAas cepaevyHas HeJI0CTaTOYHOCTh) HE OTJIMYaNach OT TAKOBOH y
NALUEeHTOB, MOJIYYaBIIMX TOJIBKO XUMHOTepanuio (T.e. 6e3 npenapara [epuentun®) u

nostyyaBumx npenapar ['epuentun®, nocieosaresibHo, nocje tepanuu takcanamu (0.3-0.4%).
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Yacrora Oblia HaubOJIbLIEH Y MAMEHTOB, MOMy4YaBUKX ['epuenTuH® COBMECTHO ¢ TaKCaHaMH
(2.0%).

OnbIT McnoNb30BaHus npenapara ['epuenTiH® B KOMOMHAIIMK C HU3KO030BBIMH PEXUMaMHK
AHTPALMKIIMHOB B HEOAIbIOBAHTHOM TE€panuu OrpaHUYEH.

[Ipu npumenenun npenapara ['epuentun® B TeUeHHE OJHOTO roO/a MOC/IE 3aBEPIIECHHUS
a/IbIOBAHTHOM XUMHOTEpanuu, cepaeuHas Hegoctatoynocts 1I-1V ¢gyHkumonanbsHoro kiacca
no NYHA na6mopaanace y 0.6% nauneHToB npu Meinane HabmoaeHus 12 mecsueB u'y 0.8%
MaLKMEeHTOB MpHU MeauaHe HabmoaeHus 8 net. Yactora nerkoi CHMNTOMaTHYECKON U
6eccMMNTOMHOM AMCHYHKIMHU JIEBOTO XKeTyaouKa coctaBuia 4.6%.

Tsoxenas 3CH 6bina o6patuma B 71.4% ciyyaeB (00paTUMOCTD ONpeesaach KAk MUHUMYM
JIByMSI TIOCJI€IOBATEIbHBIMU MOBbIIEeHUAMU Nokazarens OBJDK >50% nocne snenus). Jlerkas
CUMNTOMaTHuecKas U 6eCCUMNTOMHAs IUC(YHKLMSA JEBOro xkemyaouka Obuia obparuMa B
79.5% cnyqaes. [IpubnuzurensHo 17% siBiieHUH, CBA3aHHBIX ¢ AUCHYHKLHMEH cep/La, BOSHUKIIHU
rnocJie 3aBepiieHus Tepanuu npenaparom [epuentun®.

B 6a30BbIX KIIMHUYECKUX MCCIIE0BaHUAX Npu Metactatnueckom PMOK yactora cepaeunoi
nuchyHKIMK IPH BHYTPMBEHHOM BBe/IeHHMH npenaparta ['epuentun® B coueTanuu ¢
naxkjurakcesniom BapbupoBaia ot 9% 1o 12% no cpaBuenuto ¢ 1%-4% njis MOHOTEpanuu
nakiautakcenoM. Jis Mmonorepanuu npenaparom ['epuentun® yactora cocraBuna 6%-9%.
HauGosnbiuas yactora cepaedyHoi aucyHkuuu Habmo1anach y MalMeHToB, MOTyYatolux
['epuenTiH® 0JIHOBPEMEHHO C aHTpALMKIMHAMH/LUMKIOPochamMuIoM (27%), U4TO 3HAYMTENBHO
BBILIE, YEM JIJIS TepanuM aHTpauuKinHaMu/uuiopochamuiom (7%-10%). B uccnenoanuu ¢
NPOCTIEKTUBHBIM MOHUTOPHHIOM (PyHKLIMH cepAla yactora cumntomaruueckoit 3CH cocraBuna
2.2% y nauueHToB, nojy4asuux npenapar ['epuentun® u gouerakcen, no cpapHeHuio ¢ 0% y
MALMEHTOB, MOJIyYaBILIUX MOHOTEPAIHUIO JA0LEeTaKceIoM. Y G0JbIIMHCTBA MaLueHToB (79%) ¢
cepaevHOH AucyHKUMeH HabI0Aan0Ch yyqlIeHHe COCTOAHUS NOCIIE MOTy4YeHUsl CTaH1apTHOM
tepanuu 3CH.

Hugpy3zuonnvie peakyuu u peakyuu 2unepyy8cmeumenbHOCmu

[Tozcunrano, uto 0kosio 40% nanueHToB, nojyyarmux I'epuentuH®, UCbITHIBAIOT
MH(}Y3MOHHBIE peaKiMu B TON WK MHOM Popme. OHAKO GOBIIMHCTBO MH(PY3UOHHBIX peaKLuit
ABJISIIOTCS JIETKUMH U YMEPEHHBIMHU 110 cTeneHu TshkecTu (cornacHo NCI-CTC) u umeror
TEH/ICHLIMIO BO3HUKATh B HayaJle JieYeHus, T.e. Bo BpeMs 1, 2 u 3-eii undysuu, npu
MOCJIeIyIOIMX BBEICHHUSX BO3HUKAIOT pesxe. Peakiinu BKIOYaloT B cebs clieiytomnne
CUMIITOMBI: 03HOO, IMXOpa/IKa, O/IbIIIKA, apTepUaibHasi TUMOTEH3Us, XPHIIbI B JIETKUX,
OpoHxocnasM, TaXMKap/us, CHHKEHHE HACBIIIEHHs TeMOrJI00MHa KUCIIOPOOM, PECTTUPATOPHbIH

AUCTPECC-CUHAPOM, CbIllb, TOIIHOTA, pBOTA WU I'OJIOBHAA 00JIb.
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Yacrora nH}Y3MOHHBIX pEaKlinii BCEX CTEMEHEH TSKECTH BapbUPYET U 3aBUCUT OT MOKa3aHHs,
METO/10J10rMH c6Gopa HH(POPMALIUH, @ TAKIKE OT TOro BBOAWICS U ['epuentuH® COBMECTHO ¢
XUMHOTEpan1en Uik NPUMEHSJICS B MOHOTEpAIuH.

Tsxenvie anadunakTuueckue peakiuu, Tpedyroue HeMeIJIEHHbIX OMOTHUTENbHBIX
MEIMIMHCKHUX BMEIIATEIbCTB, Yallle BCEr0 MOI'YT BOSHUKAThH BO BPEMs TEPBOM WM BTOPOMH
uH(y3uit npenapara ['epuenTtrn®, TaKkue peakium acCOLUMMPOBATIUCH C JIETATBHBIM HCXOIOM.
B orenbHbIX citydasx Habmo auch aHaUIAKTOUTHbIE PEaKLI|H.

TI'emamonozuyveckas moxcuuHocmy

OueHnb yacTo Bo3HUKaIM (eOpubHas HEUTPONEHHs, ISHKOTIEHHs, aHEMHs, TPOMOOLIUTONIEHHSI

H

HeﬁTpOHCHHﬂ. YacToTa BOBHMKHOBEHUS FHHOHpOTpOMﬁHHCMMH Heu3BecTHa. Puck HeﬁTpOHeHHH

MOXET ObITh HECKOJIBKO BBILLE Ipyu NPUMEHCHUH TpaCT}’B}’MaGa B KOMOMHAIMH C JIOLETaKCeI0M

MOCJIC TEpaAIruu npernaparaMyu aHTPALIMKJIMHOBOI'O psja.

Hapywenus co cmoponul neexkux

C npumeHennem nipenapara ['epuentun® accoLMMPYIOTCS TAKENbIE HEXeNaTe bHbIE SBICHHUS CO

CTOPOHBI JIETKUX (B TOM YHUCJIC C (I)aTaJ'[beIM PICXOIIOM). HaHHble p€aKuur BKIIIOYaKOT B cebs (HO

HE OrpaHUYMBAIOTCS): UH(UIBTPATHI B JIETKUX, OCTPBIA PECIUPATOPHBIN JUCTPECC-CUHIPOM,
MTHEBMOHHIO, ITHEBMOHMT, TUIEBPAJIbHBII BBIMOT, OCTPbIN OTEK JIETKHX U JIbIXaTeNIbHYIO
HE10CTATOYHOCTb.

® na

Ilepexoo0 c nexapcmeentoil hopmol 0151 HymMpuUBeHHO20 86edeHust npenapama I epyenmun
JIeKapCmeeHHy10 opmy OJisk NOOKOICHO20 86eOeHUs. U HA0OOPOM

B nenom nepexop ¢ nexkapcTBeHHOM HOpMBI Uit BHYTPUBEHHOTO BBECHHS Npenapara

['epuentrn® Ha JieKapcTBEHHYIO (OPMY ISl TIOJIKOXKHOTO BBEJIEHHS U, HA0GOPOT, y NALMEHTOB C

panaumu ctaauamMu HER2- nonoxurensnoro PMK nepeHocusicst xopoio. Yactora cepbe3HbIX

HEJ)KEJIAaTe/IbHBIX SABJICHUH, HEXKeNaTe IbHbIX SBJICHHUH 3 CTENEHHU TSXKECTU M MPEKpaILECHHs
TepaIn1y U3-3a pa3BUTHUS HEXKENATEIbHbIX ABJICHUI 10 Nepexo/ia Ha APYTyIO JIEKapCTBEHHYIO
(dopmy Obu1a HU3KOI (<5%) U COOTBETCTBOBAJIA TAKOBOH MOC/E NEPEX0/a Ha APYTYIO

JICKApCTBCHHYIO q)OpMy. HexxenarenbHble siBJICHUS 4 WK 5 CTENEHH TSHKECTH HE COOOIIAUCH.

Ilepeno3upoBka
B kJIMHMYECKUX MCCIIEN0BAHUAX ClTy4aeB Mepeao3upOBKHU MpenapaTta He HabJI0Aa10Ch.
Beezienne npenapara ['epuentun® B pazosbix n03ax Gosee 10 Mr/kr He usydanocs. [Ipenapar

Iepuentun® B 103ax <10 MI/Kr nepeHOCHICS XOPOLLIO.

B3aumojeiicTBHE ¢ IPYrHMH JIEKAPCTBEHHBIMH CPEACTBAMH
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CrieLuasibHble HCCIIEI0BaHKS JIEKAPCTBEHHBIX B3auMOIeiicTBHit npenapara ['epuentun® y
4eJI0BeKa HE MPOBOIMIIUCD.

B kIMHMYECKHX UCCIIE0BAHUAX KIMHUYECKU 3HAYUMbIX B3aUMO/ICHCTBHI MEX/ly NpenapaTom
I'epuentun® U OTHOBPEMEHHO MPUMEHSEMbBIMH TIPENapaTaMy He OTMEYAJIOCh.

B ciyuasix, korza npenapar ['epuentun® npuMeHscs B KOMOHHALMK C JOLETAKCETIOM,
KapOOMJIaTHHOM WJIM aHAaCTPO30JI0M, (hapMaKOKMHETHKA BbILLIEHA3BaHHBIX MPENapaToB He
M3MEHSIaCh.

KoHueHTpaumu nakiaMrakcena ¥ JOKCOpyOUIIMHA U UX OCHOBHBIX MeTaboIuTOB (6-asbda-
TU/IPOKCUIIAKJIMTAKCEN U JOKCOPYOULIMHOI) HE U3MEHSIOTCS B MPUCYTCTBUM TpacTy3ymaba. Tem
HE MEHee, TPacTy3yMad MOXKET MOBBICUTH OOILYIO SKCIO3ULIMIO OIHOTO U3 METabOIMTOB
nokcopybunmHa (7-1e30kcu-13-1uruipoiokcopyOHLIMHOH). bronoruyeckas akTHBHOCTB 3TOrO
MeTabo/IuTa U KJIMHMYECKOE 3HaU€HUE MOBBIILEHUS €ro KCMO3UIIMU HEU3BECTHBI. B
NPUCYTCTBUH MAKJIUTAKCENA U JOKCOPYOULIMHA H3MEHEHUI B KOHLIEHTpALMK TpacTy3ymaba He
HabJII0a10Ch.

Pesynbrarel n3yuyenus papMakOKMHETHKH KaneluTabuHa U LIMCTUIaTHHA NPU UCTIONIb30BAaHHHU B
KOMOMHaLMK ¢ TpacTy3yMaboM Wiu Ge3 Hero npeAnonararoT, YTo HIKCNO3ULUS OHOTIOTHYECKH
aKTHBHBIX MeTaboJIMTOB KaneuutabuHa (Hanpumep, Gropypali) He U3MEHsIach NpH
OJIHOBPEMEHHOM NPUMEHEHHH LIUCIIATUHA WM LIMCIUIaTHHA U TpacTy3ymaba. OHako Obuin
3aperucTpUpoOBaHbl 60siee BHICOKME KOHLEHTpALMKU KaneuurabuHa u 6osiee JUIMTeNbHBIN Nepuos
€ro0 MOJTyBbIBEICHHS NPH KOMOMHALMU ¢ TpacTy3ymaboMm. JlaHHbIE TaKKe yKa3blBaOT, YTO
(hapMaKOKMHETHKA LIUCIUIATUHA HE U3MEHSIach MPU OJJHOBPEMEHHOM NPUMEHEHUH

KaneuuTabuHa WK KaneuutabuHa B KOMOMHALIMK C TPAcTy3yMaboM.

Oco0ble ykazanus

B MeaMUMHCKOM NOKyMEHTalMK NalMeHTa clielyeT yKa3blBaTh TOPrOBO€ HAMMEHOBAHUE U
HOMED CEpUH Mpenapara.

Hudopmanus, npeacrapneHHas B JaHHONH UHCTPYKLMH, OTHOCHTCS HCKITIOYUTENBHO K
npenapaty ['epuentun®. Tepanus npenapatom [epuentus® J0/DKHA HA3HAYATHCS TOJIBKO
BPa4OM, UMEIOILIUM OIBIT JICYEHUS] OHKOJIOTMYECKHX 3a00JIeBaHHIA.

Beeznenne npenaparta npoBOAUTCS MPH HAJIMUKMHK J10CTYyNa K HAOOpY /Ui OKa3aHHs SKCTPEHHOM
nomouy. Bpay, umeronuit onbIT NPUMEHEHUS! XMMUOTEPANIEBTUUECKHUX MIPENapaToB, J0DKEH
OBITH IOCTYIIEH B MpoLECCe MPOBOAUMON TEpanuu.

HER?2 TectpoBaHue 10MKHO ObITH MPOBEICHO B CIELMATM3UPOBAHHOM JJabopaTopu, KOTOpas

MOXKET 00eCTICYUTh KOHTPOJIb KadeCTBa NNpoueaypbl TCCTUPOBAHUA.
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lepuentun® 10JDKEH HCIONB30BATLCA Y MALMEHTOB ¢ MeTacTaTHueckuM PMOK v panuumu
craguamu PMK tonbko npu HanmMuuu omyxosieBoii runepakcnpeccun HER2, onpenenenHoit
METOI0M UMMYHO-THcTOXUMUYecKO# peakimu (UI'X), nnu ammindukauuu rena HER2,
onpeeneHHon meroaoM rubpuansaund in situ (FISH unu CISH). Cneayer ucnonb3oBathb
TOYHBIE M BaJIUAUPOBAHHBIE METO/IbI ONPEECHHS.

[epuentia® J0JKEH HCMOJB30BATLCS Y MALIMEHTOB ¢ METACTATMYECKMM PAKOM JKETy/IKa TOJIBKO
NpY HaJIM4YKMK ommyXxoJieBoi runepakcnpeccur HER2, onpenenennoii metogom UI'X kak UT'X2+
u noarsepxaeHHON pesyabtaramu SISH unu FISH, unu UT'X3+. Cnenyet ucnonb3oBath
TOYHBIE ¥ BaJIUAUPOBAHHBIE METO/Ibl ONIPEAEIICHHS.

B HacTosiee BpeMsi OTCYTCTBYIOT IaHHBIE U3 KJIMHUYECKUX MCCIIEJOBaHMUI O MallUeHTaXx,
nony4aBiuux [epuenTtus® MOBTOPHO 110C/IE TIPUMEHEHHS B a/IbIOBAHTHOMN TEparyH.
Hucghynrkyus cepoya

Obwue ykasanus

[MTaupnenTsl, nonyyatomue Iepuentus® B KauecTBE MOHOTEPAIIMK MM B KOMOHHALIMK C
NaKJIMTAKCEJIOM WM JIOLIETAKCEJIOM, OCOOEHHO MOCIe XUMUOTEpAINuu, BKIIOYAIOLIEH
AHTPALMKJIMHBI (JOKCOPYOHLIMH WM SNTUPYOULIMH), UMEIOT MOBBILIEHHbIA PUCK Pa3BUTHS
3acTorHoOM cepaeyHoi HenoctarouHocT (3CH) (II-1V dynkumonanbHbli kinace mo NYHA) winu
0eccHMMNTOMHBIX HapyleHHH QyHKIMU cepua. TsakKecTb 3TUX SBICHUI MOXKET BapbUPOBATh OT
CPEeHEN /10 TKEJION CTENEHU. DTH ABJICHUS MOTYT MPUBECTHU K CMEPTEIbHOMY Hcxoay. Kpome
3TOr0, HEOOXOAUMO COOJIIOIaTh OCTOPOXKHOCTD MPH JIEYEHUH MALIHEHTOB C BHICOKUM CEPIEYHO-
COCY/IMCTBIM PUCKOM, HAalIpUMeEp, Y MAaLMEHTOB MOXKUIIOr0 BO3pacTa, ¢ apTepualbHON
TUINEPTEH3UEH, TOKYMEHTAJIBHO MOATBEPHIEHHON UILIEMUUYECKOM 00JIE3HBIO cep/ilia, 3aCTOHHON
CepAeYHON HEJOCTATOYHOCTHIO, (hpakiueit BbIOpoca sieBoro xenynouka (PBJIK) <55%.
[TalMeHTsI, KOTOPBIM IIaHUpYeTCs HasHayeHue npenapara [epuentun®, 0COGEHHO Te U3 HHX,
KOTOpBIE paHee MoJTyyaliy NpenapaTbl aHTPALMKJIMHOBOIO psijia U LMKIo(hochaMu, TOKHbI
BHa4ajle NPOWTH TILATEIbHOE KapAMOJIoruueckoe obcieoBaHue, BKIovatouiee cOop aHamHe3a,
bu3ukanbHbIi ocMOTp, 3nekTpokapanorpaduio (IKI') u 3xokapauorpaduio uiu
pazMou30TONHYI0 BeHTpUKyJaorpaduo (MUGA) uiin MarHUTHO-PE30HAHCHYIO TOMOTrpaduio
(MPT).

MoHnuTOpHpOBaHHE MOXKET MO3BOJHMTH BHISIBUTH NMAIIUEHTOB C BO3HUKIIUMHU HAPYyLIEHUAMHU
bynkumm cepaua. McxoaHo npoBeieHHOE KapHOoIorHiecKoe 00cieJoBaHHE T0KHO
NOBTOPATBCS KaXK/ble 3 MecsLa BO BpeMs TEPANUU M KaXK/ible 6 MECALIEB MOCe €€ OKOHYaHHUS B
TeueHue 24 MecsLeB ¢ MOMEHTA BBEJICHUs NIOCJIEJHEHM 03Bl Mpenapara.

Jlo Hayana neyeHus npenapatom ['epuentun® HEOGXOAUMO THIATENHLHO COMOCTABUTh

BO3MOXKHYIO IOJIb3Y U PUCK OT €ro NIPpUMEHCHHUS .
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[To naHHBIM, MOTYYEHHBIM B pe3ysbTaTe MOMyJISIMOHHOIO (apMaKOKHHETUYECKOTO
MozieJMpoBanus, npenapar ['epuentuH® MoKeT HaXOAUTHCS B KPOBH 10 7 MECSLIEB MOCIIE
3aBepLUEHUs Tepanuu. Y NalueHTOB, KOTOPBIE MOJMYyHYalOT aHTPALMKJIMHbI MOCIIE 3aBEPLICHUS
niedenus npenapartom [epuenTun®, BO3MOXKHO MOBBILIEHKHE PYCKa AuchyHKLMH cepana. [To
BO3MOXXHOCTH Bpauu JOJDKHBI M30eraTh Ha3HaYEeHUsI XUMHOTEPANIMK HA OCHOBE aHTPALIMKIMHOB
B TeueHue 7 MEeCALEB M0Ce 3aBeplieHus Tepanuu npenaparoM [epuentun®. [pu npumeHenun
NpenaparoB aHTPALMKIMHOBOTO psijJia CIE€AYET MPOBOAUTH THIATEIbHbIH MOHUTOPUHT (YHKLIUH
cepaua.

Caenyer oLeHUTh HeOOXOAUMOCTb MPOBEICHUS CTAHAAPTHOTO KapAUOJIOTMUECKOro
00cJie10BaHys y MALMEHTOB C M0JJO3PEHUEM Ha CepAEYHO-COCYAUCTbIE 3a00/IeBaHusL.

VY Bcex NalMeHTOB ClielyeT MOHUTOPUPOBATh (PYHKIIMIO cep/lia BO BpeMs JieueHHs (Harnpumep,
Kax/ple 12 Henenb). B pezynbraTe MOHMTOPUHTAa MOXKHO BBISIBUTH MALHEHTOB, Y KOTOPBIX
pa3BUIMCh HapylleHHus QyHKUUU cepaua.

VY nauueHToB ¢ 6ECCUMNTOMHBIM HapylIeHUeM (YHKIMU CEep/ilia MOXKET 0Ka3aThCsl MOJIEe3HbIM
6oJee yacToe NMpoBeIeHHEe MOHUTOPUHTA (Hanpumep, Kaxiple 6-8 Henenn). [1pu
MPOAOJKUTEILHOM YXYALICHUH (QYHKIIMHU JIEBOTO JKEJTyJOUKa, HE MPOSBIIAIOILEMCS
CUMITTOMATUYECKH, 1ie1ec000pa3HO pacCMOTPETh BOMPOC 00 OTMEHE npenapara, 3a
UCKJIIOYEHHUEM CITy4aeB, KOT/ia JieYall[ii Bpay CUMTAET, YTO M0JIb3a U1l KOHKPETHOTO NalMEeHTa
NPEBOCXOUT PHUCK.

Be30nacHOCTh NPOIOJKEHUs Wil BO30OHOBIeH|s Tepanuu npenapatoM [epuentun® y
MaLKMEeHTOB, Y KOTOPbIX Pa3BUJIOCh HapylleHHe QYHKIMHU Cep/lia, He U3yyaach.

[Ipu cHmxenuu ppakuuu Beibpoca jeBoro xenyaouka (PBJDK, B %) na >10 eaunun ot
ucxoaHoi M Huke 3Hauenust 50% nevenue JOMKHO ObITh MpUocTaHOBJEHO. [loBTOpHAs OlleHKa
OBJIXK nomxna ObiTh MpoBeeHa npubiIu3uTenbHO yepes 3 Heaenu. [lpu orcytcTBum
yiryduienus nokasarens @BJDK niu ero fanpHelemM CHUKEHUU, WK MTPHU MOSBICHUU
CHUMIITOMOB 3aCTOHHO# cepaeuHoii HepocTaTouHocTH (3CH) HEeoO6X0aAMMO paccMOTPETh BOMPOC
0 MpeKpalleHnH JeueHus: npenapatom [epuentuH®, eciiu TOIBKO MOoJb3a Jisi KOHKPETHOTO
NalnyMeHTa He MPEBOCXOAUT PUCKH. Bee 3TH maumeHTsl NOKHBI ObITh HAMPABIEHBI K KapAHOJIOTY
JUIsl TIpOBeZIeHUs 00CIeI0BaHUs M HAXOJUTHCS MO/ HAOIOJEHUEM.

Ecnu Ha ¢one Tepanuu npenaparom ['epuentun® pasBuBaeTcs cCUMIITOMaTHYECKas CepeyHas
HEJI0CTATOYHOCTb, HEOOXOAMMO MPOBECTH COOTBETCTBYIOLLYIO CTAHAPTHYIO METUKAMEHTO3HYIO
Tepanuio 3CH.

V GoabmmHcTBa nauueHToB ¢ 3CH unu 6eccuMnToMHOlM auchyHKIMEH cepaa B 6a30BbIX
MCCIIEI0BAHUAX HAOMOAAIOCh YiyUllleHHe COCTOSIHUS Ha (JOHE CTaHAapTHOW MeIUKaMEHTO3HOM

tepanuu 3CH: MHrUOMTOPBI aHTMOTEH3UHNIPEBpaLaoIEero GpepmMenTa uiu 6J0KaTopbl
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PELEenTOpoOB aHrMOTEH3UHA U OeTa-aapeHob1okaTopsl. [1py HATMYKMK KIIMHUYECKOH MOJIb3bl OT
npumeHeHus npenaparta ['epuentuH® GONbIIMHCTBO MALMEHTOB C OGOYHBIMU PEAKLIUSIMH CO
CTOPOHBI Cep/iLia MPOAOJIKUIIN Tepanuio 6e3 NposBICHUS JONOJTHUTENbHBIX KIMHUYECKH
3HA4YMMBIX pEaKLHid CO CTOPOHBI cep/la.

Memacmamuyeckuii pax Mon104YHOU JHcene3vl

He pekomenyercs npumeHsTh npenapat ['epuentus® cOBMECTHO B KOMOMHALIUHM C
AHTPALMKIIMHAMU J1J1S1 JIEYEHHS METACTaTHYECKOTO paka MOJIOYHOM XKeJe3bl.

Puck pa3Butus ancyHKIMY cep/ilia y NalUeHTOB ¢ METACTATHYECKUM PaKoM MOJIOYHO#
JKeJIE3bl TIOBBILLEH MTPU NPEALIECTBYIOLIEH Tepanuy aHTPAUMKIMHAMM, OJJHAKO OH HUXKE MO
CPaBHEHMIO C TAKOBBIM IIPU OJHOBPEMEHHOM NMPUMEHEHUH aHTPALIMKIMHOB M Npenapara
Iepuentun®.

Pannue cmaouu paxka monounou dceneszvl

[TanmeHTaM ¢ paHHUMU CTaIMSIMU paKa MOJIOYHOM JKeJe3bl ClIeyeT MPOBOAUTD
KapMoJIOrH4ecKoe 00ceJ0BaHUE MEPE/l HAYalloM JICUSHHUs!, Kax/ible 3 MecsLia BO BpeMst
TEpanuy U Kax/ble 6 MecALEB M0ciie €€ OKOHYaHUs B TeYEHUE 24 MECSLIEB C MOMEHTA BBE/ICHUS
nociie/iHeii 103bl npenapata. Pekomenayercs 6osiee UMTENbHBI MOHUTOPHHT MOCIIE JICUEHUS
npenaparoM ['epuenti® B KOMOMHALMM ¢ aHTPALIMKJIMHAMY C 4acTOTOH 06cie0Banuit 1 pas B
roJ| B TeYEHHeE 5 JIeT C MOMEHTA BBEJIEHHUs MOCIeIHEN 1036l npenapaTa ['epuentun® wim nasee,
eciu HabmoaeTcst NocTosiHHoe cHkenue OBJIDK.

Jleuenue npenaparom ['epuentun® He peKOMEHIyeTCs MalMEHTaM Ha paHHKX cTaausax PMOK
(axbroBaHTHas M HEOAIBIOBAHTHAs Tepanus) ¢: MHPApKTOM MHOKap/Ja B aHaMHe3e;
creHokapaueH, Tpedytouiei nedyenus; 3CH (1I-1V gynkunonanshbiii knacc no NYHA) B
aHamHe3e wiM B HacTosee Bpemsi; @BJDK nuxke 55%; npyrumu kapaAMOMUONIATUSIMMU;
apUTMUAMH, TPEOYIOLMMH JICUEHUS; KIIMHUYECKU 3HAYMMBIMM NIOPOKaMHU Cep/ILa; MII0X0
KOHTPOJIMPYEMOM apTepUalIbHON TUINEPTEH3UEH, 3a UCKITIOUEHUEM apTepUaibHON TUIEPTEH3UH,
MOJIAKOIIEHCS CTaHAAPTHOM MEIMKAMEHTO3HON Tepanuu; reMoJMHaAMUYECKH 3HAYUMbIM
NepUKapAHaIbHbIM BbIIIOTOM, MOCKOJBKY 3()(HeKTUBHOCTD U 6€30MacCHOCTh NMPUMEHEHHUS
npenapara y TakuxX MalueHTOB HE U3YUYEHBI.

Aovrosanmuas mepanusi

He pexomenyercs npuMeHsTh npenapar ['epuentiH® COBMECTHO B KOMOHHALMH €
aHTpPaLMKIMHAMHU B COCTAaBE aJbIOBAHTHOM TEpaInuH.

V nauueHToB ¢ panHuMu ctagusmi PMIK, nonyuaBimx [epuentun® nocjie XaMuoTepaniu Ha
OCHOBE aHTPALMKJIMHOB, HA0JIIOAJIOCh MOBBILIEHUE YaCTOThl CUMIITOMATHYECKHX U
0eCCMMNTOMHBIX HEXKEJIATENbHBIX SBJIEHHH CO CTOPOHBI CEP/ILia MO CPABHEHHUIO C TAKOBBIMH,

NOoJy4aBUIMMH XUMHUOTEPANUIO NOLETAKCEIIOM U Kap6OIUIaTl/IHOM (pe)KI/lMLI, HE coAcprKallue
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npenaparsl aHTPaLMKIMHOBOrO psaa). [Ipu aTom pa3nuua 6bu1a Goblie B CydasX COBMECTHOTO
npuMeHeHus npenaparta ['epuentia® v TaKCaHOB, YEM TIPH MOCIEN0BATEILHOM HCIOJIb30BAHUH.
He3aBrcuMO OT UCTIOBb30BABLIErOCs pexkUMa, GOJIBIIMHCTBO CUMITOMATUYECKUX KapAHaIbHbIX
IBJIEHUI BO3HUKaIIO B nepBbie 18 mecsues nevyenus. B oqHoM u3 3 npoBeieHHBIX 06a30BbIX
¥ccieI0BaHuii (C MenaHoi nepuojia nocjieayroero HabmoaeHus 5.5 ner) Habnoaanoch
NPOJOJIKUATENIBHOE YBETUYEHNUE KyMYJISTUBHOM YaCTOThl CUMITOMATHYECKUX KapAHAJIbHBIX
SBJICHUI WU SIBJICHUH, CBsI3aHHBIX cO cHxkeHueM OBJIK: y 2.37% nauueHToB, MojyyaBIIux
lepuenTiH® COBMECTHO C TaKCaHaMH 10CIIE TEPAIMK aHTPALMKIMHAMH, 10 CPaBHEHMIO ¢ 1%
NALMEHTOB B rPyIax CpaBHEHUs (B IpyIine Tepanuy aHTpaMKIMHAMU U Lukiiodochamuaom,
Jlajiee TakCaHaMM, U B IpyINe Tepanuy TakcaHaMu, KapOomIaTUHOM U MpenapaTom
['epuentun®).

M nenTnduuupoBaHHbIMU (paKTOpaMU pUCKa Pa3BUTHUS HEIKEIATEeIbHBIX SBJICHHH CO CTOPOHBI
cepya Npy aIbIOBaHTHOM Tepanuu npenapatoM ['epuentun® sBisioTes: Bozpact >50 Jier,
Hu3Kasa ucxoaHas ®BJDK (<55%) nepen u nocie Havasa JIeYeHHs MAKIUTAKCEIOM, CHI)KEHHE
®BJDK na 10-15 eaunull, npeaiecTBYOMIUIA WM COMYTCTBYIOLIMI TPUEM
aHTUIMIIEPTEH3UBHBIX NpenaparoB. PUck HapylieHus cepieuHoi (yHKLUMHU Y MalMEHTOB,
nonyyasmmx [epuentun® nocsie 3aBepuieHus aIbIOBAHTHOM XMMHUOTEPANMH, aCCOLMUPOBAICS C
Gosee BBICOKOH CyMMapHO#i 1030# aHTPALMKJIMHOB NEpe]] HAYaoM JIEUeHHUS MpernapaToM
I'epuentun® u ¢ ungekcom macchl Tena (UMT) >25 kr/m2.

Heoaovioeanmuas-advioeanmuas mepanusi

Jlns naumeHToB ¢ paHHUMHU cTaausaMu PMOK, KOTopbiM MOXXET ObITh Ha3HauUeHa
HEOa/IbIOBAHTHasI-aIbIOBAHTHAs TepaIusi, pUMeHeHHe npenapara ['epuentuH® cOBMECTHO ¢
aHTPAMKIIMHAMU PEKOMEH/I0BAHO TOJILKO B CJTy4ae, €C/ii OHH paHee He MOoJTyqasiu
XMMHUOTEPAIUIO M TOJBKO MPU MCIOIBb30BAHUM HU3KO030BbIX PEXKUMOB TEpANHH
aHTpPAaLMKINHAMU (MaKCUMaJlbHas CyMMapHas J1o3a Jokcopyoununaa 180 mMr/m? uim
snupy6unrna 360 Mr/m?).

V nauueHToB, MOJTYYMBIIUX TOJHBIA KypC HU3KOI030BBIX aHTPALMKIMHOB ¥ ['epuentus® B
COCTaBe HEOaIbIOBAHTHOM TEPAIIUH, HE PEKOMEHIYETCS MPOBEIEHUE JOMOJHUTENLHON
LUTOTOKCHUYECKOH XMMUOTEPAITUH NOCTIE MPOBEAECHUS XUPYPru4ecKoro BMeniareibcTea. Bo
BCEX JIPYTHX CIy4asX pelleHHe 0 HeOOXOAUMOCTH JOMOJIHUTENbHON LIMTOTOKCUYECKOH
XMMHOTEpAIMHY IPUHUMAETCS HA OCHOBAHUM MHMBUIYAJIbHBIX (haKTOPOB.

OnbIT NpUMEHEHUs TpacTy3yMaba COBMECTHO C HU3KOI030BBIMH PEXXMMaMK Tepariu
aHTPALMKJIMHAMU OFPaHHYEH JBYMs UCCIIEIOBAaHUAMH.

Ilpu npumenennu npenapara ['epuentun® B iekapcTBEHHON GOpME LISl BHYTPMBEHHOIO

BBEJICHHS COBMECTHO C HEOQbIOBAHTHOW XUMHUOTEPANKEH, BKIIOYABLICH TpU LUKIa



nokcopyouimna (cymmapHas 03a 180 Mr/m?), B KIIMHHYECKOM MCCIIEJOBAHMH YacTOTa
CUMITOMAaTHYECKOro HapyuieHus GyHKUMU cepaua coctapuna 1.7%.

[Tpu npumeHenuu npenaparta ['epuentun® B eKapcTBEHHON GOpME JUIs BHY TPUBEHHOTO
BBEJICHUS COBMECTHO C HE0AIbIOBAHTHOW XUMHMOTEpANUEH, BKIIOYaBILEH 4 LIMKIIa SnupyOULIMHA
(cymmapHas 103a 300 Mr/m?), B KIMHMYECKOM MCCIIEIOBAHMM YacTOTa Pa3BUTHA CEPAECUHOM
HE0CTATOYHOCTH/3aCTOMHHOMN cepaeyHOM HelocTaTOuHOCTH cocTaBiia 0.3% npu Meauane
Habmonenus >70 mecsues.

KnuHuyeckuit onbIT NpUMEHEHHs y MAlMEHTOB B BO3pacTe CTapile 65 JIeT OrpaHnuyeH.
Hugpyzuonnvie peakyuu u peaxyuu 2unepyy6cmeumenrbHoCmu

[Tpu BBeennu npenapata [epuenTuH® Bo3HUKAIM cepbe3Hble MHDY3HOHHBIE PEAKLMH:
OJIbIlIKA, apTepUaibHasi TUIIOTEH3Us, XPHUIIbI B JIETKUX, apTepUalibHasi TUIEPTEeH3Ms,
OGpoHxocnasm, CynpaBeHTPUKYJISIpHAs TAXUAPUTMUS, CHHXKEHHE HACHILIEHHUS reMorjiobuHa
KHMCJIOPOIOM, aHa(uIaKCHsl, peCIMPaTOPHbIH AUCTPECC-CUHAPOM, KpalMBHULA U
AHT'MOHEBPOTHYECKHUI OTeK. JI11 CHUKEHUS pUCKa BOBHUKHOBEHUS 3TUX SBJIEHUI MOXKET ObITh
UCIIOJIb30BaHa NpeMeauKaLys. bolbUIMHCTBO 9TUX peakiii BO3HUKAJIO BO BpeMs HH(Y3UH Uau
B Te4eHHE 2.5 4 OT Hayasa nepBoro BeeieHUs. [Ipy BOSHUKHOBEHUU UH(Y3UOHHOM peakiuu
CJIEyeT YMEHBIINTh CKOPOCTh MH(PY3UM WM Ha BPEMS MPEKPATUTh BBEJICHUE Npenapara u
TILATEIbHO HAOIIOAATH 33 MALIMEHTOM JI0 YCTPAHEHHs BCEX CUMMTOMOB. J[jisi KymUpoBaHUs 3TUX
CUMIITOMOB BO3MOXXHO TPUMEHEHHUE aHAJIbI€TUKOB/aHTUMUPETHKOB, TAKMX KaK rapareramol,
WJIM aHTUTUCTAMUHHBIX NIPENapaToB, TAKUX Kak JudeHruapaMut. BoabIUMHCTBO MAlMEHTOB
1ocJjie pa3pelieH|s CUMIITOMOB MH(Y3MOHHBIX peaKiiii CMOTJIH MPOIODKUTD TEPATTHIO
npenaparoM 'epuentua®.

DddexTUBHAs TEpanus cephe3HbIX peaKlinii 3aKIFoYaeTcs B MpUMEHEHHH OeTa-
a/IpEHOCTUMYJIATOPOB, ITIOKOKOPTUKOCTEPOU/IOB, HHTAJISILIMU KHCIOpPO/a.

B ciyuae pa3sBUTHS TSKENbIX WM KU3HEYTPOKAIOIMX UH(Y3UOHHBIX peakiuii cieayeT
paccMOTpETh BOMPOC O MpeKpallleH|H AaibHeliei Tepamuu npenaparoM ['epuentun®.

B peaxux ciy4asx AaHHble peakLUH acCOLMUPOBAIUCH C (aTalbHBIM UCXOA0M. PUCK pa3BuUTHS
JeTabHBIX HHQY3UOHHBIX PEaKIUii BbIlE Y MALMEHTOB C OJIBIIIKON B MOKOE, BHI3BAHHOM
METAcTa3aMHM B JIETKUE UM COIYTCTBYIOIMMHU 3a00/IEBaHUAMHU, MIO3TOMY TaKUM MalUEHTaM He
Clie/lyeT MPOBOMTH Tepanuio npenaparom I epuentun®.

Coobmanuce ciyyau, Npy KOTOPbIX NOCIIE NEPBOHAYAIBHOTO YIIy4llIeHHs Habi01a10Ch
YXY/IEHHE COCTOSHMS, @ TAKXKE Clly4yau C OTCPOUYEHHBIM CTPEMUTEIbHBIM YXYALIIEHUEM
COCTOsIHMA. JIeTaibHbIA HCXO/1 BO3HUKA B TEYEHHE 4acOB MM OJIHOM Hesenu nocie uHpy3uu. B
OY€Hb PEJIKHX CITy4asX y MalMeHTOB MOSBISIUCH CHMITOMbI HH(PY3UOHHBIX peakiMii U

JNIeroYHble CUMITOMBI (depe3 Goliee uem 6 4 rociie Hayasa BBeieHus npenapara [epuentun®).
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Crnenyer npeynpeanTsb NalMeHTOB O BO3MOXXHOM OTCPOYEHHOM Pa3BUTHH 3THX CHMITOMOB H O
HEeOoOX0IMMOCTH HEME/IJIEHHOTO KOHTAKTa C JIeHallliM BPayoM B ClIy4ae MX BO3HUKHOBEHHSI.
Hapywenus co cmoponwi necxux

ITpu npumenenuu npenapara ['epuentus® B MOCTPErMCTPALIHOHHOM TIEPHOJIE
PErMCTPUPOBAJIMCH TAKEIIBIE SBJICHHUS CO CTOPOHBI JIETKUX, KOTOPbIE HHOTA CONPOBOXKAATUCH
JeTajibHbIM ucxooM. Kpome Toro, Habmoganuch ciry4au MHTEPCTULIMANIBHON O0JI€3HH JIETKUX
(MBJI), Brouas neroyHsie UHQUILTPATHI, OCTPbIH PECTUPATOPHBII JUCTPECC-CUHIPOM,
ITHEBMOHMIO, ITHEBMOHHT, IJIEBPAJIbHBIN BBINOT, OCTPBIN OTEK JIETKUX U AbIXaTCIbHYIO
HEJI0CTaTOYHOCTh. PAaKTOPhI pUcKa, accoluupoBanHbie ¢ MBJI, BKIIIOYAIOT: paHee NpoBOAUMYIO
WJIK COMYTCTBYIOLIYIO TEPANHIO APYTUMH NPOTUBOOITYXOJIEBBIMH NIPenapaTaMu, KOTOpbie, KakK
U3BECTHO, cBsi3aHbl ¢ MBJI (Takcanbl, reMunTabuH, BUHOPENOUH U TydeBas Tepanus). JlaHHbie
ABJICHUS MOT'YT BO3HMKAaTh KakK MPOSBICHUS MH(Y3HOHHBIX PEaKLHi, TaK U OTCPOUEHO. Puck
TSOKEJIBIX PEAKLIMHA CO CTOPOHBI JIETKUX MOXKET ObITh BbILIE Y MALMEHTOB C METACTATUYECKHM
MOPayKEHUEM JIETKHX, COMYTCTBYIOLWMMHU 3a00/I€BAHUAMMU, COMPOBOKAAIOIIUMHUCS OJBILIKON B
nokoe. [1o3ToMy Takue nauMeHTbl He JOJDKHBI nony4ath npenapar [epuentun®. Crexyer
co0MmoaTh OCTOPOIKHOCTb, OCOOEHHO Y MALMEHTOB, MOJIYUYAIOUIMX COMYTCTBYIOILYIO TEPAIHIO
TaKCaHaMH, U3-3a BO3MOXKHOCTH Pa3BUTHS THEBMOHMTA.

CrepunbHas BoJia /1 MHBEKLIMH, UCTIONb3YIOILAsCS IS PACTBOPEHUS COIEPKUMOro (IiakoHa

co 150 mr npenapara I'epuentun®, He conepKUT GEH3UIIOBBIN CIIUPT.

Bansinue Ha cnoco0HOCTH YNPaBJISITh ABTOMOOH/IEM H PaGoTy ¢ MEXaHH3MaAMH
Ipenapat ['epuentun® okasbiBaeT HEGONBILIOE BAMSHUE HA CIIOCOOGHOCTD YIPaBIATh
aBTOMOOMIIEM H paboTy ¢ MexaHu3Mami. [1pu neyenun npenaparom ['epuentun® moryt
Pa3BHUTHLCS FOJIOBOKPYKEHUE U COHIIMBOCTD (cM. pazaen «[loboyHoe neiictBue»). B ciyuae
BO3HUKHOBEHMSI CUMIITOMOB MH(Y3HOHHBIX peakiuii (cM. pasaen «OcoOble yKa3aHHs»)
NalKEeHTaM HE CJIEYET YNpaBJsATh aBTOMOOWIEM Win paboTaTh C MEXaHU3MaMM 10 MOJIHOTO

pasp€ui€eHuss CHUMIITOMOB.

®opma BbIMycKa

JInoduaunzar s npuroToBIEHUs KOHLIEHTpaTa JiJIs IPUrOTOBJICHHUS pacTBopa i uHdy3uii 150

Mr
ITo 150 mr Tpacty3ymaba BO (iakOHbI, H3rOTOBJIEHHbIE U3 OECIIBETHOIO CTEK/Ia
THAPOJUTHYECKOro Kiacca I, ykynopeHHbie npobkamMu U3 OyTHIKay4dyKa, 3aKpbIThie
AJIFOMUHHMEBBIMH KOJINAYKaMHU U MJ1aCTMACCOBBIMH KPbILIIKAMH.

ITo 1 naxoHy BMecTe ¢ HHCTPYKLMEH MO MPHUMEHEHHIO MOMEINAIOT B KAPTOHHYIO MauKy.
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C 1e/1br0 KOHTPOJIA NEPBOr0O BCKPBITHSA Ha MAauKy HAHOCUTCS 3alliUTHas roorpaduueckas
HaKJIeHKa.
B cnyuae ynakosxu na AO « OPTAT»: ¢ 1enblo KOHTPOJIS IEPBOrO BCKPBITHS HA MAYKy

HAKJIEUBAIOT camokJiesitecs ctukepsl ¢ jorotunom AO «OPTAT».

YeaoBusi XxpaHeHHst
Xpanuts npu Temneparype 2-8 °C.

XpaHWUTh B HEJOCTYIHOM JIJ1s1 IeTeil MecTe.

Cpok rogHocTH
4 ropa.

He IMMPUMEHATD MO UCTCUYEHHUU CPOKaA T'OAHOCTH.

YeaoBust otnycka

OTIycKaloT Mo peLenty.

Bnajenen perucTpaHoOHHOrO YA0CTOBEPEHHS
@. Xoppmanu-JIs Pour JItn., [lBeiinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

IIpousBoauTenn
Powr JTnarnoctukc I'm6X, I'epmanus

Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

Jlxenenrek Uuk., CILIA
Genentech Inc., 4625 NE Brookwood Parkway, Hillsboro, OR 97124, USA

HaunmenoBanue u ajpec opraHu3aliH, yIoJHOMOYEHHO# HA NPHHSATHE NMPETEH3Hil OT
norpeoduTest

IIpemen3suu nompebumeneii nanpagasimo 6 komnanuio AO « Pow-Mockea» no aopecy:
107045, Poccus, r. Mocksa, TpyOHas miomaib, 1. 2, nomemeHue 1, stax 1, komHara 42
Ten. (495) 229 29 99, daxc (495) 229 79 99

unu yepes popmy o6pammoil ceszu Ha caume:

www.roche.ru
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B cnyuae ynakosxku na AO « OPTAT» npemen3zuu nompebumeneti Hanpaeisimes no aopecy:

157092, Poccus, Koctpomckas 06:1., CycaHuHCKUiA paiioH, c. CeBepHoe, MKpP. XapUTOHOBO
ten./(akc (4942) 650-806

A

H.H. Hazaposa

PyxoBoaurenn oTaes1a pe

/
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