CODTBETCTBYET GRECIHEPTHOMY QIT4YETY
aT 29.01.2025 M 1955

MHRTPYKIMOCNEOOBATENBHOCTE 0002)
[10 MEJJULIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI O IIPEITAPATA
BOPTE30MUB KAHOH

PerncrpanuoHHblii HOMep:
Toprosoe naumenoBanue: boprezomn6 Kanon
Me:kayHapogHOe HeMATEHTOBAHHOE UJIH I'PYNINIHPOBOYHOE HAMMEHOBaHHE: OOPTE30MHO

JlekapcTBeHHass (¢opma: imoguau3aT AN NPUTOTOBICHHS pPAcTBOpa sl BHYTPUBEHHOTO H

[MOJKOKHOT'O BBEACHUSA
CocraB

JloszupoBka 2.5 Mr

1 ¢nakon muoduiM3zaTa CoNEPIKUT:
Oelicmsyowee gewecmgo: Oopre3oMud B (opMe TpexMepHOro OOpOKCHHA, B Iepecuere Ha
6opTe3oMubd MOHOMEP OOPOHOBOM KUCIOTHI 2,5 MT;

ecnomozamelibHoe seujecmeo. MaHHUTOIL 25,0 M.

JlosupoBka 3.0 Mr

1 durakon nmuoduIU3aTa COACPIKUT:
Oeticmeyrowee eewecmeo: 0O6opre3oMud B (opMe TpexmepHOro OOpPOKCHHA, B Iepecyere Ha
O6opTe3oMubd MOHOMEP OOPOHOBOI KUCIOTHI 3,0 MT;

ecnomozamenvHoe gewecmao . MaaauToa 30,0 mr.

Jlosuposka 3,5 mr

1 ¢naxkoH nmoduaM3aTa CONEPKHUT:
Oelicmgyowee eewjecmgo: 0opTe3oMud B (opme TpexmepHoro OOpPOKCHMHA, B TepecueTe Ha
O6opTe3oMubd MOHOMEP OOPOHOBOI KUCIOTHI 3,5 MT;

ecnomozamenbHoe gewecmao’. MaHHUTON 35,0 Mr.
Onucanue

JIuogpunuzam: nopucras win packpolIeHHas [MOpUcTas Macca 0eI0ro Win MouTu 6enoro 1BeTa.

Boccmanoenennwiii pacmeop: npo3pauHasi 6ecliBeTHas KHUIKOCTb.



CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.07.2025 Me 1955
®apmakoTepaneBTHUECKAsH IPYNNA: TPOTHHOOIYXOJIGREI CNEICTRA APYIHE, HOTHBOONYKOMCBhIC

CPEICTBA; MHTUOUTOPBI IPOTEACOM.
Kon ATX: LO1XGO01
dapmakoJIorn4yecKue CBoiicTBa

Dapmakoounamuxa

Boprezomu® - 310 00paTUMBIi HHTHOUTOP XMMOTPUIICUH-TIOJOOHON aKTHBHOCTH 26S-TIPOTEacOMBI
KJIETOK MJIEKOMHUTAIONIMX. JTa MpoTeacoMa IMpeiCTaBiIsieT cOO0N KPYMHBIA OEIKOBBIA KOMILICKC,
KOTOPBIH paciieniseT 0elIki, KOHbIOTMPOBAaHHbIE C YOUKBUTHHOM. Y OMKBUTHH-IIPOTEACOMHBIH ITyTh
UTpaeT KJIIOUEBYIO POJIb B PETYJISLMHY BHYTPUKIETOYHON KOHIIEHTPALMU HEKOTOPBIX O€JIKOB U, TAKUM
o0pa3oM, MONJCPKUBAET BHYTPUKJIETOUHBIH TomeocTa3. I[lomaBieHne aKTHBHOCTH MPOTEACOMBI
IPEOTBPAIIAET 3TOT CEJNCKTUBHBINA MPOTEOIHM3, YTO MOXKET BJIHSTH HAa MHOTHE KACKaJbl PEaKIIHA
nepeaayy CurHana B kietke. Hapymenue Mmexanusma nojiiep >kaHusi ToMeocTa3a MOXKeT IPUBOJUTD K
rubenn xieTkd. In Vivo OopTe3oMuO BBI3BIBAN 3aMEJICHHE pPOCTA OIYXOJIHM BO MHOTHX
HKCIEPUMEHTAIBHBIX MOAETAX, BKIIOYas MHOKECTBEHHYIO MHEIIOMY.

B oskcnepumentax in Vitro, €X VIVO W Ha JKMBOTHBIX MOJCIAX OOPTE30MHO YCHIIMBAI
TG pepeHIIMPOBKY U aKTMBHOCTh OCTE00]IACTOB W MHTMOMPOBaN (PYHKIHUIO OCTEOKJIAcTOB. DTH
3¢ ¢dexThl HaOMIOJATUCh Y MALUEHTOB ¢ MHOXKECTBEHHOW MHUEIOMOM C MHOXKECTBEHHBIMHM OYaramu

OCTEO0JIN3a, MOTYYAIOIUX TePaIui0 O0PTE30MUOOM.
DapmakoKunemuka

IIpu BHYTPUBEHHOM CTpyHHOM BBefieHHH GopTesomuba B A03ax 1,0 mr/m?u 1,3 Mr/M? GONbHBIM ¢
MHOXECTBEHHOW MHEIOMON MaKCHUMallbHble KOHLEHTpAIMM Ipernapara B IUIa3Me€ COCTaBISIIOT
coorBercTBeHHO 57 m 112 ar/mn. Ilpm mocnemyromeM BBEIEHUHM TMperapata MaKCHMallbHbIC
KOHIIGHTPAIlMH B TUIa3Me KPOBH HaXojaTcss B mpejenax 67—106 ar/mn mms mossl 1,0 mr/m? n
89— 120 ur/Mn  mns  go3el 1,3 Mr/m?.  CpenHuii TiepMoj TMOMTyBBIBEAEHMs Mperapata IIpH
MHOT'OKpaTHOM BBeJleHHH cocTtaBisgeT 40—-193 yaca.

[Ipenapat 6bIcTpee BBIBOJUTCS MOCIIE IEPBO A0O3BI 110 CPABHEHHIO € MOCIEIyIOIMMHU go3aMu. [Toce
nmepBoro BBeaeHUs B go3zax 1,0 mr/m%u 1,3 mr/m? CpemHH OOMMIA KIUPEHC COCTABISIET
coorBeTcTBeHHO 102 1 112 11/, a mocne nmocneayoumx BBEAEHUN — COOTBETCTBEHHO 15-32 /4.
Ipu BBeeHuH B 103¢ 1,3 Mr/M? HOJKOKHO MIIM BHYTPUBEHHO GONBHBIM C MHOKECTBEHHOH MUETOMOi
o0Ilee CUCTEMHOE BO3JEHCTBUE MOcie MOBTOpHOro BBeneHus B Tou ke 03¢ (AUCst) ObuIO

SKBUBAJIEHTHO JJIs1 000ux myTeil BBeaeHus (155 Hr*u/mi npu noaxokHOM BBeZeHUH U 151 Hr¥u/mn



COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 29.07.2025 Me 1955
IpU BHYTPMBEHHOM BBEAEHUM). Cmax IOCTIE TOIKOKHQTO BRBEMEH S ((2074-HT M) 65118 (HIDKE, YeM

nociie BHyTpuBeHHOro BBeneHHs (223 ur/mu). Cpennee reomerpuueckoe cooTHomieHHe AUCast
cocraBuiio 0,99, a 90 %-ueie noBeputensubie HHTEpBaIB — 80,18-122,80 %. Tmax cocTarisuio 30 MuH
IPU MOAKOKHOM BBEICHUU U 2 MUH IIPU BHYTPUBEHHOM BBEACHUU.

Pacopenenenue

ITocie 0OJHOKPAaTHOTO MJIM MHOTOKPATHOTO BBeeHMS B f03ax 1,0 mr/m?u 1,3 mr/m? cpeanuii 06bem
pacmpeneneHus 6opre3oMuda y MaueHTOB ¢ MHOXKECTBEHHONW MHEIIOMOW cocTaBisieT 1659-3294 n
(489-1884 11/M?). DTO MO3BOINSIET MPEATIOIOKHUTD, YTO GOPTE30MUO MHTEHCHBHO PACIpPE/CIsIeTcs B
nepudepudeckux TKaHax. Ilpu koHmeHTpammsx Ooprezomuba 100-1000 Hr/mir  cBsI3bIBaHUE
npenapara ¢ OeIKaMH IUIa3Mbl KPOBHM COCTaBiisieT B cpenHeM 83 %. @pakuus 6oprezommubda,
CBSI3aHHOTO C O€JIKaMH TUIa3MBbl, HE 3aBHCHUT OT KOHIICHTPAIIH.

Metabonuzm

B ycioBusx in vitro merabonusm 60pre3oMuda MpenMyIeCTBEHHO OCYIIECTBISETCS H30(hepMEHTaMK
mutoxpoma P450 — CYP3A4, CYP2C19 u CYP1AZ2.

Yyactue m3odepmento CYP2D6 u CYP2C9 B merabomm3me OopTe3ommuba HE3HAYUTEIBHO.
OCHOBHBIM ITyTeM MeTa0oJM3Ma SBISICTCS OTIICIUICHHE aTOMOB Oopa ¢ 00pa3oBaHHEM JBYX
METa0O0JUTOB, KOTOPBIE B JaJbHEHUIIIEM TUIPOKCHIMPYIOTCS C 00pa30BaHUEM HECKOJBKUX IPYTHX
MeTabouTOB. MeTabomuThl OOpTe30MIOa HE HHTUOMPYIOT MpoTeacomy 26S.

Brisenenne

HYTI/I BBIBCACHUA 60pTe3OMI/I6€l Y 4CJIOBCKA HC U3YYAJIUCh.

Oco0bIe I'pynnbl DaMCHTOB

Bospacm, non u paca

®dapmakokMHETHKAa OopTe3zoMuba u3ydanach y Jnered B Bo3pacTte oT 270 16 7er ¢ ocTpoi
auM@oO6IacTHOM NeiikeMuel WM ocTpOl MHUETOUIHOM JIeHKeMuel Npu BHYTPUBEHHOM OOIIOCHOM
BBeIeHMM B n03e 1,3 Mr/M? 2pasa B Hememo. Ilo JaHHEIM MOMYNSAIMOHHOTO aHATH3a
dbapMakOKMHETHUKH, BBIBEJIEHHE OOpTEe30MHUOa YCKOPSUIOCH TIO MEpe YBEIMYCHHS TUIONIAIH
MOBEpXHOCTH Tena mamueHTa. Cpennee 3HaveHwe (kodpduimeHT Bapuanuu, %) KIMpeHca
Gopresomuba coctaBwio 7,79 (25 %) n/4/M?, paBHOBECHEIH OOBEM pacmpeeNeHusl COCTABUI
834 (39 %) n/m?, a mepuox momyssieneHns — 100 (44 %) u. TTocie koppekimu >ddekTa mIomaIn
MOBEPXHOCTHU TeJla JIpyrue aemMorpaduueckre nepeMeHHble (Takue Kak BO3pacT, Macca Teja U MoJ)
HE OKa3bIBAJIM KIIMHUYECKH 3HAYMMOTO BIIMSHUS Ha KIUpeHc 6opTe3omuba. Knupenc 6opresomuda y

/:[eTeﬁ, HOpMaJIHSOBaHHBIf/'I I10 IJIoIIaiv MOBEPXHOCTH TCJIA, OBLI COITOCTABHM C TAKOBBIM Y B3pOCJIbIX.



COOTBETCTBYET QKCIHEFTHOMY OTYETY
aT 29.01.2025 M 1955
Biusinue mosna u pacel Ha (hapMakOKMHETHKY GOpTe30MU0a e MBYIATOEB] [ [k H 0 Th 000 2)

THayuenmoi ¢ HapywieHuem QYHKYuU neveHu

UccnenoBanus ¢apMakoKMHETHKH OOpTe30MHOa y OHKOJOTHYECKUX OONBHBIX C HapyIICHUSIMU
(GYHKIMM Te4eHH MpOBOIMINCh Ha 60 manmeHTax ¢ pasIMyHOW CTENEHBIO TSHKECTH HapyIICHHH
GyHKIMM TedeHH (cM. Tabmmiy 5) ¢ mpEMeHeHHMeM 103 Oopresommba 0,5-1,3 mr/m2. Jlerkue
HapylmeHus (YHKIUM TEYCHU HE BIMAIOT Ha (apMaKOKHMHETUKY Oopre3omuba. Y MalueHToB ¢
HapyleHUIMHU QYHKINY MIEYSHU CpeiHel U TsoKenoi ctenenu Habmogaercs 60 % ysenuuenue AUC
(ruTomaap MOA KPUBOW «KOHLEHTpAUUsA-BpeMs») OopTe3omuba MO CPaBHEHHIO C IMAIMEHTaMH C
HOpManbHOW (yHKIMeH medeHH. J[s ManueHToB ¢ HapyMIeHUSMH (QYHKIUU TI€YCHU CpelHEeH U
TSDKETIOW CTENeHH PEKOMEHIYeTCsl yMEHBIIEHHWE HadalbHOM m03b1 Ooprezommba. Tpebyercs

BHHUMATCJIIBHOC H&6JHOIICHI/IC TaKHX IMallMCHTOB.
HGL!HEHmbl C HapyuieHuem qbyHKl/;l/ll/l no4iexk

dapmakoKnHeTHKa 6opTezomuba B 103ax 0,7—1,3 Mr/M? BHYTpHBEHHO 2 pa3a B HENEIO y OONBHEIX C
JCTKUMH, CPEIHUMU WM TSDKEIBIM HapYIICHHSMH (QYHKIIMH II0YEK, BKJIIOYAs ITallUCHTOB,
HAXOISAIIUXCS Ha TUATN3e, COMOCTaBuMa ¢ (hapMaKOKHHETHKOM Iperapara y O0JIbHBIX ¢ HOPMAITbHOM

byHKIMEH MoYeK.
Iloka3zanus K NPUMEHEHHIO

bopTezomMu6b npenHa3sHaveH JIsl JICUCHUS .
¢ MHOXXECTBEHHOU MUECIIOMBI,

* MaHTUHHOKJIETOYHOMU TMM(OMBI.
IIporuBonokasanus

* TIOBBIIICHHAS YYBCTBUTEIBHOCTH K O0OpPTE30MUOY, O0PY U MAaHHUTOIY;

* 0OepeMEeHHOCTb U NEePUO KOPMIIEHUS TPY/JIbIO;

* neTcKuil Bo3pacT (OTCYTCTBHE OIBITa IPUMEHEHHUS);

* octpslie AM(Py3HbIe HHPUIBTPATUBHBIE 3200JI€BAaHUS JIETKHX;

* TOpakKeHHE MepHuKap/a,;

* OJIHOBPEMEHHOE NMPUMEHEHHE C CUJIbHBIMH MHIyKTOpamu n3zopepmenta CYP3A (pudamnunus,

kapOamaszenuH, GeHUTONH, peHobapOuTa, 38epodoil MPOBIPSIBICHHBIH ).
C 0CTOPOKHOCTHIO

* HapymeHus QyHKIIUY IEYSHH TSHKEJION U CPEeTHEN CTETCHH;



CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.07.2025 Me 1955
* TsDKENbIE HAPYIIEHHS (QYHKIMHU MOYEK; (NOCNEOOBATENBHOCTE 0002)

* CyJIOpOTHW WIH SIUJIENICUS B aHAMHE3E;

*  00MOpOKU;

* nuabeTuyeckas HEUpONATUs B aHAMHE3E;

* OJIHOBPEMEHHBII MPHUEM T'HIIOTEH3UBHBIX IIPENapaToB;

* 00e3BOXKMBaHME Ha (POHE TUAPEH UM PBOTHI,

* 3amop;

* PHCK Pa3BUTHSI XPOHUUECKON CEpJICUYHON HETOCTATOYHOCTH;

* OJHOBPEMEHHBIN NMPUEM HHTHOUTOPOB WK cyocTpaToB uzohepmenta CYP3 A4, oqHOBpeMEHHBIH
npuem cyocrparos nzopepmenta CYP2C9, nepopanbHbIX THITOTIIMKEMUYECKUX MIPETIapaToB.

IIpumeHeHnne BoO BpeMsi 0epeMEHHOCTH M B IIePUO/I TPYIHOT0 BCKAPMJINBAHUA

My>X4YMHBI U SKEHIIMHBI C JETOPOJHBIM MOTEHIIMAJIOM JOJDKHBI HCHONB30BaTh d()(eKTUBHBIC

CpPeICTBAa KOHTpAlEMIIMKM BO BpeMs U B TEUEHHE 3-X MECSIEB I0CIE€ OKOHYAHUS JICUCHUS.

[TIpumenenne Ooprezommuba BO BpeMs OCpEeMEHHOCTH MPOTHBOIOKa3aHo. [Ipu HeoOXoaummocTu

HpI/IMeHeHI/IFI HpenapaTa B Hepnoz[ JIaKTalgnun FPYZIHOC BCKapMJII/IBaHI/Ie CJICI[yGT HperaTI/ITI).
Cnoco0 npuMeHeHMsI U 103bI

[Tpenapatr bopre3omu6 KaHOH BBOAMTCS BHYTPUBEHHO CTPYWHO B TeueHHE 3—5 CEeKyHA WU
MOJIKOYKHO.

[Tpenapat bopresomnu6 KaHoH moka3aH TOJIBKO /111 BHYTPUBEHHOI'O M MOJKOXKHOTO BBeAeHUs. [Tpu
MHTpATEeKaJIbHOM BBEJICHUU ObUTN 3a(MKCUPOBAHBI CIy4anl CMEPTH.

[Ipy BHYTPMBEHHOM BBEICHHUU KOHIIEHTpallUs pacTBopa JOKHA cocTaBiaTe | mr/mi. [lpu
MOJIKOYKHOM BBEJICHUU KOHIIEHTpAIMs pacTBOpPa JOKHA COCTABIATH 2,5 MI/MII.

KoHnuenrpanuss pactBopa [0JKHA pacCUMTHIBATHCS OUYEHb TIIATENIBHO B CBS3M C pa3iMuueM

KOHIIEHTpALUK pacTBOpa JUJIsl BHYTPUBEHHOI'O BBEICHUS U PACTBOPA IS ITOJKOKHOI'O BBEICHUS.
Monomepanus

Peuu()ueupwoma}z MHOMHCECMBEHHAA MUeaoma u peuudueupwowaﬂ MAHMUUHOKICMOYHAS JluMd)OMa

Pexomenyemas 103a 6opTesommba cocTapiseT 1,3 Mr/m2 mIomany MOBEPXHOCTH TeNla JBa pasa B
Helento B TeueHue 2 Henmenb (oM 1, 4, 8 w 11) ¢ mocnenyromuMm 10-THEBHBIM MEpPEPHIBOM
(mam 12— 21). Mexay BBeIGHHEM MOCIEAOBATENbHBIX 103 npenapara bopresomn6d KanoH momkHO
IIPOWTH HE MeHee 72 u.

CreneHp KIMHHYECKOTO OTBETA PEKOMCHAYCTCA OLCHHUBATH II0CJIC IMPOBCACHUA 3m 5 OUKIIOB



CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.07.2025 Me 1955
JICHCHHAL. (NOCNEOOBATENBHOCTE 0002)

B cinywae nocTHKEHHMS TIOJIHOTO KJIMHUYECKOTO OTBETa PEKOMEHJIYeTCs MpPOBEACHHE 2-X
JIOTIOJTHATEIBHBIX IUKJIOB JICUCHHUS.

[Tpu anuTenbHOCTH JeueHus 0oee 8§ IUKIOB 60PTE30MUO MOXKHO IPUMEHSTH IO CTAHIAPTHOM cXeMe
WIM 10 CXEeM€ MOJJEPKUBAIOIICH Tepanuu peUUuAUBUPYIONICH MHOXECTBEHHOW MHUEIOMBI -
eXeHeeNIbHO B TeueHue 4 Heaens (nuu 1, 8, 15, 22) ¢ nocnenyromum 13-1HEBHBIM EPUOIOM OTbIXA
(mam 23-35). [TarmenTaM, y KOTOPBIX Tepamusi OOpPTe30MHOOM HE Jajia KIIMHHYECKOTO OTBETa
(mporpeccupoBanue WM cTabunuzanus 3aboneBaHusi mocie 2 Wik 4 HUKIOB, COOTBETCTBEHHO),
MOJKET ObITh Ha3HAU€Ha KOMOMHAIINS BHICOKHMX 103 JIeKcaMeTa3oHa ¢ OoprezoMudoM. B aToM cirydae
40 MT nEeKcaMmeTa3oHa Ha3HA4YaeTCsl MEpOpambHO C KaxaoW mo30i Ooprezomuba: 20 Mr B JeHB
BBeJieHUs npenapara boprezomu6 Kanon u 20 Mr B ciieqyromuii 1eHb ocie BBEACHUS IIpenaparta.
TakuMm 006pa3oM, puem gexcameTazona npousBodsaT B 1,2,4,5, 8,9, 11 u 12 genp, cymmapuo 160 mr

3a 3 Henenu.

Koppexuyus 003bl U 80300HOBICHUE mepanuu

[Tpu pa3sBUTUM reMaTONOrMYECKOM TOKCUYHOCTH 4-I CTENEHU WM JHO0ro HEreMaToJOTHYecKOro
TOKcHUYeCKoro 3ddekra 3-i CTeneHW, 3a HMCKIYCHHEM HEHWponaTuu, JeueHHe OOpTe30MHUOOM
CJIeZlyeT TPUOCTAHOBUTH. [lociie MCYe3HOBEHHSI CHMIITOMOB TOKCHUYHOCTH JIeYeHUE OOPTE30MHOOM
MOKHO BO30OHOBHTH B JI03€, CHIKEHHOH Ha 25 % (mo3y 1,3 mMr/m? camxkator 10 1,0 Mr/M?%; 103y
1,0 mr/m? camkarot 10 0,7 MF/MZ).

Tabnuna 1. PexomeHnayemoe HM3MeHeHHe A03bI NPH Pa3sBHTHHM BBI3BAHHOH OopTe3oMuOoM
HeliponaTu4yeckoii 60sm u/uian nepudepnyeckoil CEHCOPHOI WU ABUTATEILHON HeliponaTHu.

TaxecTs NepupepruyecKon HelponaTun HN3meHnenne 10361 M 4aCTOTHI BBEACHUSA
1-s1 crenens (mapecresus, cnaboCcTh W/MiIn Jlo3a u pexxuM BBeIeHUS He TPEOYIOT KOPPEKIIMH.
yracanue pediexkcoB) 6e3 00 WK yTpaTh
byHKIIUN
1-51 crenenb ¢ 6ONBIO WK 2-5 CTETNICHb CHu3uth 103y 10 1,0 Mr/m? umm
(HapymeHue pyHKIMH, HO HE TOBCEITHEBHOMN M3MEHNTh PeXUM BBejeHus Ha 1,3 mr/m? 1 pas B
AKTHUBHOCTH) HEJIETIO.

2-51 CTETICHb ¢ 0OJIBIO WK 3-5I CTENEHD [IpuocTaHoBUTH MpUMEHEHHE OOPTE30MHUOa 10

(HapylIeHuEe MOBCEITHEBHONW aKTUBHOCTH) MCYE3HOBEHMSI CUMIITOMOB TOKCUYHOCTH. [locie
ATOr0 BO30OHOBUTH JICUEHUE, CHUZUB JI03Yy
npenapata 10 0,7 MIr/mM? U YMEHBIIMB YaCTOTY
BBEJICHUS /10 OJTHOTO pa3a B HEJEIIIO.




CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.01.2025 Ne 1955

TpexpaTHTH) FPHMEHEHIE (lopIesoNHbal() )

4-g cTenieHb (CeHCOpHas HelponaTus,
HPUBOASALIAS K UHBATUIHOCTH UIIH

JIBUTATEIbHAsI HEUpomaTHs, yrpoxKaromas
YKU3HU WM MIPUBOJIALIAS K Tapaindy)

[lpy mosBNEHHM CBSA3aHHOW C TPUMEHEHHEM OOpTe30MHOOM HEHpONMaTHUECKOo 00N W/Win
nepudepuIecKoil CCHCOPHOUM HEMpOnaTHH 103y MperapaTa K3MEHSIOT B COOTBETCTBHH ¢ TabyuIe 1.
Otmedanuce cinydan BOZHUKHOBEHUS BET€TaTUBHOW HEMPONATUH TSKEIIOW CTENEHH, MIPUBOIALIME K
IPEKPALIEHUIO WK IPUOCTAHOBIEHUIO Tepanuu. Y OOJBHBIX C TSDKEIOW HeliponaTHed B aHaMHeE3e

00pTe30MHO MOKHO MPUMEHSTH TOJIBKO IMOCIIE TIIATEIHHONW OIICHKH COOTHOIICHUS PUCK/TIOJB3A.
Kombunuposannas mepanusn

Mmuoowcecmeennas muenoma Y RAYUEHIMO06, PAHEE HEe NoaAYYA6UUx 1ederue, U Koniopble He A6AI0mCci

Kanouoamamiu Ha npoeedelme mpaHcnjianmayuu cnieojliossvlx Kiemok

Pexomenoyemas 0osa 6 kombunayuu ¢ meagharanom u npeoOHu30HOM

[Tpenapat boprezomu6 KanoH BBOAST BHYTPUBEHHO CTPYHHO B TeUeHUE 3—5 CEKYH]| WM MOJAKOKHO
B KOoMOuHanmuu ¢ MendaraHoM U MPEAHU30HOM, MPUHUMAEMBIMU BHYTpb. [IpoBOIST 1eBATH
6- HeeMBPHBIX IMKJIOB, KaK MOKa3aHo B Tabmuie 2. B mukinax 1-4 6opre3oMud npuMeHstoT 2 pa3a B
Hexnemio (muaum 1, 4, 8, 11, 22, 25, 29 u 32), a B nukiax 5-9 — 1 pa3 B vegemo (quam 1, 8, 22 u 29).

Tabauna 2. Pekomenayemasi cxema 103MpoBaHusi 00pTe30MHuda, NPUMEHAEMOr0 B KOMOHHAIINH
¢ Mes1(aIaHOM M NPEIHU30HOM Y NALMEHTOB C paHee HeJIeYeHOH MHOKeCTBEHHON MHeJI0MOM

Bopre3omu6 2 pa3za B Heaeao (ukianl 1-4)
Henens 1 2 3 4 5 6
2 I€Hb -- -- JIEHb JleHb—/1eHb nepuoa | Jlenb—nens | JleHb—1eHb MepHO/I
Boprezom6 (1,3 mr/vr’) 1 4 8 11 OTIBIXa 22 25 29 32 oTIBIXa
Mendanan (9 Mr/m?)+ | IeHb JeHb JIeHb JeHb _ _ TIepUO.T _ _ _ _ 150500
[pexamson (60 Mr/m?) 1 2 3 4 OTIBIXa oTIBIXa
Boprte3omut 1 pa3 B Hexeno (UKL 5-9)
Henens 1 2 3 4 5 6
Boprezomu6 1,3 mr/m? ACHB JIeHb 8 fiepron JeHb 22 JeHb 29 fiepuoa
1 OTIbIXa OTIbIXa
Mendanan (9 mr/m?) + | JieHb JI€Hb JIEHD JIEHD _ HEepUOJ _ _ Hepuos
Ipenuuson (60 mr/m?) 1 2 3 4 OT/IBIXa OT/IbIXa

Koppexuyus 0030l npu KOM6uHMDO@GHHOIZ mepanuu ¢ MeJZd)CZJZCZHOM u I’lpeaHUS’OHOM

HCpCI[ Ha4dyaJIOM HOBOI'O IIMKJIA JICUCHUA:

* Copmepkanre TPOMOOIUTOB JOJDKHO ObITH >70000/MKT,




COOTBETCTBYET AKCNEPTHOMY OTYETY
ot 29.07.2025 Me 1955
*  AbcomrotHoe unciio Heirpodunos (AYH) E1000/MoCNE NOBATENEHOCTE 0002)

* Heremaronorudeckas TOKCUYHOCTh JOJKHA CHU3UTBCS 10 1 CTeNeHH WM 40 UCXOIHOI0 YPOBHA.

Taﬁ.lmua 3. Koppelcuml A03bI IIPHA MOCJTCAYIOIUX NUKJIAX JICICHUSA

TokcnyHoOCTH Koppexkuust niam oTcpouka 1036l

I'emaToJiornuecKasi TOKCHYHOCTb B X0/1€
NpeabIIyLIero NUKJa:

o JInurenpHas HEHTPOTICHUS WA B cnenyromiem mukie o3y MendanaHa ciaenyeT yMEHBIIUTh Ha
TPOMOOITUTOTICHHS 4 CTETICHH, JTHOO 25%
TPOMOOIIUTOIIEHHS C KPOBOTCUCHHUEM

* Coneprxkanue TpoMooruToB <30000/MK OTJI0KHTH BBEJCHHUE OOpPTE30MUOa
mwm AYH <750/MKJ1 B 1eHb BBEIEHUA
O6opte3ommuba (kpome aHs 1)

* HeckoJIbKO OTCPOYEK BBEICHHUS Jo3y 6opre3omuba cHmxkaroT Ha 1 ctynens (¢ 1,3 mr/m? 1o
6oprezomuba B omHoM mukie (>3 pazmpu | 1,0 mr/m?; ¢ 1,0 mr/m? mo 0,7 mr/m?)

BBEJICHHUU 2 pa3a B HEAENIO WIH >2 pa3 MpH
BBEJICHUH | pa3 B HEAENIO)

HeremaToJsiornueckasi TOKCHYHOCTh [Tpumenenne 6opre3oMuOa OTKIAABIBAIOT 1O CHIKCHHUS HE

>3 cTenenun reMaToJIOrMYeCKON TOKCHYHOCTH 10 | CTeNeHU WK 110
ucxonHoro yposHs. [Tocie atoro neyenne 6opTe3oMubOM
MO>KHO BO30OHOBHUTH B JI03€, CHIDKEHHOH Ha 1 CcTymeHb

(c 1,3 mr/m? ni0 1,0 mr/m?; ¢ 1,0 mr/m? no 0,7 mr/m?). Tlpu
Pa3BUTHH HEHPONAaTHUECKOW OOJIN 1/UiH eprudepruIecKon
HeHpomnaTHH, CBA3aHHOW C MpUMEHEHHEeM OopTe30Muoa,
BBEJ/ICHHE OYEPEIHON J103bI OTKIIA/IBIBAIOT H/WIIM KOPPEKTHUPYIOT
J103y, KaK OmucaHo B taduuie 1.

JononnurensHass uH@OpManus o MendanaHe U NPEJHU30HE MPUBOAUTCA B HHCTPYKLHUAX IIO

MCIUTTUHCKOMY NMPUMCHCHUIO 3THUX PCIAapaTOB.

Mmuoowcecmeennas muenoma Y nayuermoes, paree He noay4dsuiiux iederue, U Konopbvle A6JIAIOMmCA

Kanouoamamiu 1Ha I’lpO@Q()@HM@ mpaHcniarimayuu Cmeojioeovlx KienioxKk

Pexomenoyemasn 0oza

Pekomennyemass HavanpHas Jo3a Oopre3omMuba NpU NPUMEHEHMH B KOMOWHALMU C APYrUMU
NEKapCTBEHHBIMU TIpENapaTaMi cocTapisieT 1,3 Mr/mM? IUIoImagy MOBEPXHOCTH Tejla JBa pa3a B
Hezento B TeueHue 2 Heaens (auu 1, 4, 8 u 11) ¢ mocienyromum nepepbBOM MPOJOTHKUTETFHOCTHIO
10-18 mueit, uro cocraBnser 1 mukn sedeHus. HeoOxomumo mpoBecTH OT 3 10 6 TaKUX ITHKJIOB.
Mexy BBeZIeHHEM MTOCIIEA0BATENbHBIX 03 TIpenapara boprezomud KanoH 10mKHO TPOMTH HE MEHEee
72 4.

Koppexumo A03bl 'y MAIIMCHTOB, KOTOPBIM IIOKA3daHO IMPOBCACHUC TpPaHCIUIAHTALIUHW CTBOJIOBBIX



CODTBETCTBYET GRECIHEPTHOMY QIT4YETY
aT 29.01.2025 M 1955
KJIETOK, HEOOXOMMO MPOBOIUTE COTJIACHO PeNOMEH TALINAN OAGAHHBIM B-Ta0MIe 11 1, (1002)

VkazaHus 110 JAO3UPOBAHUIO JICKAPCTBCHHBIX IIPCIIApaToB, IIPHUMCHACMBIX B KOMOHHAaIMU C

60pT630MI/I6OM, MPUBCACHBI B COOTBETCTBYIOIINX MHCTPYKIUAX IO MCAUITUHCKOMY ITPUMCHCHUIO.

Peuudueupwoma}z MHOHCECMBEHHAA MUeroma

PeKOMeHayeMa}l 003a npu npumeHeHuu e KOM6MHCII4MU C necuiupoBaHHbIM  JTUNOCOMAIbHbIM

00KCOPYOUYUHOM

YkazaHus 1Mo 03¢ U KOPPEKIIMHU 036l O0pTe30MUOa OMMCAHBI BHIIIE B TIoIpa3zeiie «MoHOTeparmsh.
[TerunupoBaHHBIN JTUTIOCOMATILHBIN JOKCOPYOHUITMH TpUMeHsieTcs B 103¢ 30 Mr/M2 Ha 4-BIi IeHb 3-X
HEJIENBHOTO IMKJIa MpueMa 00pTe30Muba B BUE BHYTPUBEHHONW HH(DY3UH MTPOIOJDKUTEIBHOCTHIO 1 1
cpasy mocie BBelieHus 0opTe3omMuoa.

JononauTenpHas HHPOPMAITUS O METHIIMPOBAHHOM JIMITOCOMAIILHOM JIOKCOPYOUIIMHE TPUBOTUTCS B

HHCTPYKIUHU 110 MCAUITUHCKOMY IIPUMEHCHUIO JAaHHOI'O IIpCIiapara.
PeKOMedeeMaﬂ 0o3a npu npumeHeHuu 6 KOM6MHCIL;MM ¢ 0eKcamemasoHom

YkazaHus 110 03¢ U KOPPEKIIUH 036 O0pTe30MH0a OMMCAHBI BHIIIE B TIoIpa3zeiie «MoHOTeparms.
JexcameTazoH NMpUHUMAETCs BHYTPb B /03¢ 20 M B CYTKM B JI€Hb BBEJICHHs OOpTe3oMuba M Ha
CIIEIYIOIINIA 32 HUM JICHb.

JononuurenpHas uHGoOpMAIUsS O JeKCaMeTa30HE MPHUBOIUTCS B MHCTPYKIHU MO MEAUIUHCKOMY

MIPUMEHEHHUIO IAaHHOTO TIpernapara.
llosmopnas mepanus MHOMCECMEEHHOU MUETIOMbL

B CIydac peluJinBa y MMalkuCHTOB, paHCC OTBCTUBIINX Ha TCPAIIUIO 60pTe3OMI/I6OM (MOHOTepaHI/IIO
HNJIn KOM6I/IHI/Ip0BaHHYIO TepaHI/IIO), HeO6XOI[I/IMO HAaYUHATb TEpaIluto C CaMOM BBICOKOH nepeHochoﬁ
JO3BbI.

YkazaHus 1o JO3UPOBAHHIO OMHCAHBI B ojpaszene «MoHoTepanus.

Panee neneuenas manmutinoxiemoyunas ]ZMMd)OMa

Pexomenodyemas 0oza npu npumereHuu 6 KOMOUHAUUU C PUMYKCUMAOOM, YUKIOGDOcHamuoom,

00KCOPYOUYUHOM U NPEOHUZOHOM

VYka3zaHus 1o 103€ U KOpPEKLUHU 1036l O0pTe30MUOa ONMcaHbl BhIlle B ojipaszzerne «MoHoTepanus».
Heo6xoaumo npoBectu 6 nMKIOB Tepanuu Oopre3oMuOoM. B ciydae, ecnu y manueHTa OTBET Ha
TEpanuio BIEpBble HAONIOJACTCd BO BpeMs 6-TO [UKJIA, PEKOMEHAYeTcs IPOBECTH emé

2 TOTIOJTHHUTENBHBIX IMKJIA TePAi OOPTE30MHOOM.



COOQTBETCTBYET QKCIHEFTHOMY QITHETY
ot 29.07.2025 Me 1955
B 1-p1if ieHb  K@K10TO 3-X HEZIENBHOTO LMK Tepam OQpIe3oMUOOM| | HEQOXOTEMO(| BBOUTH

CJIEAYIOIINE JIEKApCTBEHHbIE IpenapaTthl B BHUJC BHYTPUBEHHBIX HH(Y3HHM: PHUTYKCUMaO B J03€

375 mr/m?, muknodochamun B goze 750 Mr/m? u pgokcopyourmH B jgo3e 50 mr/m?. Ilpeannson

NIPUHUMAeTCs BHYTPb B 03¢ 100 mMr/m? B 1uu 1, 2, 3, 4 1 5 KaJI0r0 LUK TePAITHi GOPTE30MUOOM.

Koppexyus 003l 60 8pems mepanuu panee HenedeHoU MAHMUUHOKIEMOYHOU TUMPDOMbL

[lepen HauasoM HOBOTO LIMKJIA JieueHUs (Kpome 1ukia 1):

* Copnepxanue TpoMOOIUTOB NOKHO ObITE >100000/MKT M abCOMIOTHOE YHUCIO HEHTpodUIoB
(AYH) >1500/mxk1;

» KoHnnenrpanus reMoriioonHa nomkHa ObITh >8 /171 (>4,96 MMOIB/1);

* Heremaronoruueckasi TOKCHYHOCTb JOJKHA CHU3UTHCS 10 1 CTENEHH WM 10 HCXOJHOTO YPOBHSI.

[Tpu pa3BUTHUH T'€MaTOJIOTMYECKON TOKCUYHOCTH 3-I CTENEHU WM JH0OOr0 HEreMaToJOTMYeCKOro

Tokcuyeckoro »Qdekra 3-if cTeneHu, 3a HMCKIIOUEHUEM HeHpoIaTuu, JeueHue OopTe3oMuOoM

ClelyeT MPUOCTAaHOBUTDH. Y Ka3aHHUs 110 KOPPEKIMU 036l PUBEJCHBI B TabmuIe 4.

Tadauua 4. Koppexkuusi 103p1 BO BpeMsi Tepanuu Yy MalHeHTOB C paHee HeJieYeHOM
MAHTHIHHOKJIETOYHOUH JUMPOMOii

TokcnyHoOCTH Koppekuus win orcpoyka 103bl
I'emaTo/siornyeckas TOKCHYHOCTD: Tepanus 60pTe30MUOOM JOKHA OBITH IPHOCTAHOBJICHA HA CPOK JI0
* Helirponienns >3 crenenu ¢ 2-X HelleNb A0 MOMEHTa, KOTJa y mauueHta OynyT HaOmomaTbes
JUXOPAAKON UM HEUTPOIIEHUS ciemyromue — nokazarenn:  AUH  >750/mMxn,  comepikaHue
4 cTereHu MPOI0JIKUTEILHOCTHIO TpoMOo1IuTOB >25000/MKJI.

Oonee 7 nHeH, copepikaHue Ecnu nocne npuocTaHOBKM Tepanuu TOKCUYHOCTh HE Pa3pelaeTcs
tpoMOoruToB <10000/MKI JI0 ONHCAaHHBIX BBINIE TOKa3aTelei, TO Tepamuio HeoOX0IUMO

MOJTHOCTBIO MPEKPATUTb.

Ecnu TokcmuHOCTh pazpernaercs o mnokaszarenei: AUH >750/mxin
conmepkanue TpombOormToB >25000/mKki, TO mo3a  Goprezomuda
J0JKHA OBITH CHIKeHa Ha 1 crynens (¢ 1,3 mr/m? 1o 1,0 mr/m?, unn
¢ 1,0 mr/m? 10 0,7 mMr/m?).

* ConeprkaHue TPOMOOITUTOB < OTJIOXHTH BBEJICHHE OOpTE30MHUOA.
25000/mxn i AYH <750/MKi B 1eHb
BBeZleHUs OopTezomuba (kpome mHs 1)

Heremartoyiornyeckasi TOKCHYHOCThL | [I[puMenenne  Oopre3ommba  OTKIAABIBAIOT  JO0  CHIDKEHUSA
>3 cTeneHn HEreMaToJIOTHYeCKONH TOKCUYHOCTH 710 2 cTeneH: Wik Huxe. [loce
3TOrO JieueHHe OOpTEe30MHOOM MOXHO BO300HOBHUTH B J03€,
cHikeHHOH Ha 1 cTynens (c 1,3 Mr/m? 1o 1,0 mr/m?, uu ¢ 1,0 mr/m?
no 0,7 mr/m?). Tlpu pa3sBUTHM HEHpONATHYECKOM OOMM M/WiIM
nepudepudeckoil HeHpomaTtuu, CBS3aHHOH C TNPUMEHEHHUEM
OopTe3oMuba, BBEICHUE OYEPEIHOW JI03bI OTKJIA/BIBAIOT H/IITU
KOPPEKTUPYIOT /103y, KaK OIKCAaHO B Tabuie 1.
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COOTBETCTBYET SKCNEFTHOMY OTHETY
aT 29.01.2025 M 1955
Wudopmanust 0 pexnme HO3UPOBaHHS PUTYKCUMADA, ) HKIOhochamuia, |- JIoRCopydunuHa 1

MPEHU30HA MPUBEJICHA B MHCTPYKIIUSX IO MEIUIIMHCKOMY MPUMEHEHUIO ITHX IPErapaToB.
Ocobvble epynnsl nayuenmos

Hayuenmui ¢ napywenusmu d)wﬂcuuu nouyex

Crenenp HapylleHUs] (YHKLINU MOYEK HE BIUSAET HA papMakOKMHETUKY OopTe3omuda. [lostomy s
OOJIBHBIX C TOYEYHOH HEAOCTATOUHOCTHIO KOPPEKLUH 0361 He TpeOyeTcs. [locKkonbKy quann3 MoXeT
CHIDKATh KOHIICHTpALKIo 6opTe3omMuba B KPOBH, TO IMPENapar ClIeAyeT BBOAUTH MOCIE MPOBEICHHS

Uaan3a.

HGMHEHmbl C HAPpYWEerRuAMU (,bVHKuMM nevyeru

Y manueHToB ¢ HapyHmICHUSAMH (QYHKIIMH TICUYECHU JIETKOM CTEIeHW He TpeOyercs W3MCHCHHUS
HavaabHOM 036l ClielyeT Ha3HaYaTh pEKOMEHIyeMYyto 103y. [lanrenTaM ¢ HapymieHusIMH QyHKIHN
NICUCHU CPEJHEH M TSHKEJIOW CTENeHM CIIeAyeT Ha3HauaTh OOpPTE30MUO B YMCHBIICHHOH 03¢
(cM. Tabmuny 5).

Tabnuna S. PexomeHayemble M3MeHeHHMsl Ha4daJbHOH J03bl OopTe3oMuba y NANMEHTOB C
HAPYIIEHUAMH (PYHKIUH NeYeHn

Crenennb
TSKECTH
. Konuentpanust AKTHBHOCTH .
HApYUIEHU i H3MeHeHne HAYAIBHOM 103bI
OnampyouHa ACT
pynkuun
neYyeHu
Jlerkast <1,0x BTH > BI'H He tpebyercst
>1,0x-15x BI'H Jr00ast He tpebyercst
Cpenpsis >1,5x~3xBI'H mobas TpeOyeTcss Ha3HayaTh OOpPTE30MHO B YMCHBIICHHON 03¢
0,7 Mr/M?*B  TeueHue neppBoro uukina. CleAyeT pPaccMOTPETh
BO3MOKHOCThL YBEJMYEHHUs J103bI 10 1,0 Mr/M? unu nanbHeimiee
MeHbIIEHHE 1036l A0 0,5 Mr/mM? B HOCHEAYIOIMX UUKIAX B
Tsoxenas >3 x BI'H mobGast [ . 8 AVIOTHIE Tt
3aBUCUMOCTH OT MEPEHOCHMOCTH NAIUSHTOM.

ACT = AcnapratamuaoTpancdepasa, BI'H = BepxHasg rpaHuiia HOpMBI.
Cnocoo npumenenusn

BopTtesomu® sBiusieTcss TPOTHUBOOITYXOJIEBBIM TMpemnapaTtoM. llpu TpUTOTOBICHHH pacTBOpa U
oOpamieHun C TpemapaToM  CIeAyeT TMPOSIBIATH  OCTOPOXKHOCTh. Cremyer  coOmroaaTh

COOTBETCTBYIOIINE MEPHI aCENTUKH. PEKOMEHAYETCSl TOJIB30BAaThCA MTEPYATKAMHU U APYTOM 3alIUTHON

M



COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 29.07.2025 Me 1955
ONCKION JUIsl NMPEAOTBPAIICHUS KOHTAaKTa ¢f KOxKew. | [flpenapar)Hens3st CNOUINBaTh, € (ApyriMHI

JIEKapCTBEHHBIMHU CPEACTBaMH, 3a uckiroueHuem 0,9 % pacreopa Hatpus xjmopuaa.

Ilpucomosnenue pacmsopa o0 SBHYMPUBEHHO20 66e0eHUs.

Copepxumoe ¢nakona pactBopsitoT B 3,5 ma 0,9 % pactBopa Hatpust xjiopuaa. KoHueHntparus
MPUTOTOBJICHHOI'O PacTBOpPa JUIsl BHYTpUBEHHOTO BBeneHus — 1,0 mr/mit.

[TpUroTOBNEHHBIN pPACTBOP JMAOJDKEH OBITH Mpo3pauHbiM H OeciBeTHbIM. [Ipu oOHapyxeHHH
MEXAHUYECKUX BKIOYEHUN WIM U3MEHEHHUS LIBETA IPUTOTOBJIEHHBII pacTBOP UCIOIb30BATh HENb3.
[TomydeHHBIN pacTBOP BBOJST ITyTEM BHYTPUBEHHOM OOJIFOCHOW MHBEKITUU MPOIOJKUTETLHOCTHIO 3-
5 cexyH[ yepe3 nepudepudeckuii WM [eHTpalbHbII BEHO3HBIN KaTeTep, KOTOPBIH 3aTeM MPOMBIBAIOT

0,9 % pacTBOpOM HATPUS XJIOPUAA TSI HHBEKIIUH.

TIpucomoesnenue pacmeopa 05l NOOKOICHO20 86€0EHUS.

Cognepxumoe ¢rakona pactBopsitoT B 1,4 ma 0,9 % pactBopa Hatpust xiopuaa. KoHueHTparus
MPUTOTOBJICHHOT'O PAacTBOPA ISl MOAKOKHOTO BBEACHHS — 2,5 MI/MII.

[TpuroToBNEHHBIA PACTBOpP MOJKCH OBITH MPO3padyHbIM H OecuBeTHBIM. [lpu oOHapyxeHHUH
MEXaHWYECKUX BKJIIOUCHHUH WJIM U3MEHEHUS 1IBETA IPUTOTOBJICHHBIN pACTBOP MCIOJIb30BaTh HEJb3I.
[TomyueHHBIH pacTBOP BBOJAT MOAKOKHO B 00J1aCTh Oe/ipa (IpaBoe WIlH JIEBOE) HIIK B 00J1aCTh )KUBOTA
(cmpaBa unm cieBa). HeoOXOAMMO MOCTOSIHHO MEHATH MECTO BBeAEHUs mpenapara. Kaxnmas
MOCJIeIyIONass WHBEKIUS JODKHA BBOJMTHCS HA PACCTOSTHUM KaK MHUHUMYM 2,5 CM OT MecTa
npeaplayied nHbeKuu. Hemp3st BBOAUTH Mpenapar B YyBCTBUTEIbHBIE 00JIACTH, TTOBPEKICHHBIE
obnactu (MOKpacHEHUs, CHHSIKH), a TAaKXKe B 00JIaCTH, IJie BBEICHUE UTIIbI 3aTPYTHEHO.

B crnydyae BO3HHKHOBEHUSI MECTHBIX PEAKIIMi B 001aCTH TOJIKOKHOTO BBEACHHS 00pTE30MUOa MOKHO
HCIIOJIH30BaTh MEHEE KOHIIEHTPUPOBAHHBIM PacTBOP ISl MOJAKOXKHOTO BBeneHus (1 mr/mi BMecTo
2,5 Mr/min; 1ist 3TOTO conepkuMoe ¢urakoHa pactBopstoT B 3,5 mut 0,9 % pactBopa XJjopuaa HaTpHsl)

WM TIepeUTH Ha BHYTPUBEHHOE BBEJICHUE Tpernapara.
ITo0ouyHOE nelicTBUE

CepnesHble HeXeNaTellbHbIE PEeaKIMH He4acTo HaOI0Jaluch BO BpeMs Tepanuu OOpTe30MHOOM U
BKJIIOYAJIM CEpPACYHYI0 HEJOCTAaTOYHOCTh, CHHAPOM JIM3UCA OILyXOJIM, JIETOYHYI TIHIIEPTEH3HIO,
CHHJIpOM 00paTHMO# 3ajaHell sHuedanonaThu, octpble AU(PQPy3HbIE UHPUIBTPATUBHBIE JIETOUHBIE
3aboneBanusa. Kpome Toro, B penkux ciydasx HaOoJanach BereTatuBHas Helponarus. Haubomee
4acTO BO BpeMs Tepanuu OOpTe30MHOOM OTMEYAIMCh CIEYIOLINE HEXKeIaTelIbHbIE PEaKIUH:

TONIHOTA, JUapesi, 3a1op, pBOTa, YCTAIOCTh, MUPEKCHUS, TPOMOOIIUTOIICHHSI, aHEMUS, HEHTPOIICHHUSI,
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COOTBETCTBYET SKCNEFTHOMY OTHETY
ot 29.07.2025 Me 1955
nepuQeprdeckas Heupornarus (B T.4. CCHCOPHEsI), TOIOBHAS 0015/ [IAPECTO3Hs,, CHIKGHUE) AITETHTA,

OJBIIIKA, CHIIb, OHOSICLIBaIOH_[I/II\/JI reprucc u Muajirus.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIUI

Hwxe mepedrcieHbl HEXENaTeNbHbIC PEaKI[MM, KOTOpPbIe OBLIM PACIICHEHBI KAaK BEPOSTHO WIIA
BO3MOXKHO CBSI3aHHBIE ¢ NpUMEHEeHHeM Oopre3omuOa. MHpOpManus o0 HEKeNaTeIbHBIX PEaKIUsIX
OCHOBaHa Ha 00BEIMHEHHBIX JaHHBIX 0 5476 manueHTax, u3 KoTopsix 3996 noxydanu 60pTe30Mud B
no3e 1,3 mr/m?.

YacToTy HeXelaTeIbHbIX PEeaKIuil KiacCu(DUIIMPOBAIN CICIYIONUM 00pa3oM: oueHb yacTto (>1/10),
gacto (>1/100, Ho <1/10), Hewacto (>1/1000, Ho <1/100), penko (=1/10000, mHo <1/1000), oueHp
peako (<1/10000), gactora Hem3BecTHA (Ha OCHOBAaHWUW HMMCIOIIUXCS JAHHBIX OIEHUTH YaCTOTY
HEBO3MOKHO).

Tadimma 6. HexenareJbHble peakuMd Yy MNANHEHTOB € MHOKECTBEHHOH MUeEJIOMOIi,
MOJIy4aBIIUX OOPTEe30MUO B MOHOTEPANINMH M B KOMOMHALIMH

CucreMHoO- YacroTa HexenarebHbIe peakuu
OPraHHbIN Kjacc

Yacto OnosiceiBaroLMii reprec (B TOM YUCIIe TUCCEMUHUPOBAHHBIH
u odrampMmoreprec), IMTHEBMOHHA™, TPOCTOW repmec,
rpuOKOBbIC HHPEKIIUN ™

Heuacto WNndexuus*, bakrepruaabHble, BUPYCHbIE HHPEKIUN™*, CETICHUC
(B TOM uuCle CENnTHYECKH MIOK)*, OpOHXOMHEBMOHHSI,
Nudexunn u nHBa3UN repnecBupycHas uHpexus™*, repneTudecKui
MeHUHrosHIeanut#, Oaktepuemuss (B TOM  4uCle
cTahUIOKOKKOBAs), TIMEHb, TPHIII, BOCMIAIICHUE ITOJIKOKHO-
KHUPOBOM  KJIETYaTKH, WH(QEKUUH, AacCOLUUUPOBAHHBIE C
MPUMEHEHUEM MEIUIMHCKUX MPUOOpPOB, MHPEKIUU KOXKHU™,
uHpeKImMn yxa*, CcTaQUIOKOKKOBbIE HH(MEKIUH, 3yOHbIE
uHpexuun™

Penko MeHMHTHT (B TOM yHciie OakTepuaibHbIi), DnmreiiHa-bapp—
BUpYyCHass MHQEKIUs, TEHUTAJIbHBIA Treprec, TOH3UIUIUT,
MaCTOUIUT, CHHAPOM IOCIEBUPYCHOU aCTEHUU

JloGpokayecTBeHHBbIE, Penko 3/I0KayecTBEeHHbIE ~ HOBOOOpa30BaHUs,  IUIa3MOLIUTApHbIN
37I0KaYeCTBEHHBIE U JeKo3, KapIMHOMa TOYKH, HOBOOOpA30BaHMsS, OITyXOJlb,
HEYTOYHECHHBIC TpUOOBHUIHBIH MUKO3, T0OpOKaYECTBEHHBIE
HOBOOOPa30BaHUs HOBOOOpa3oBaHUs*

(BKIIOYas KHUCTBI U

TIOJIUTIB)
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

ot 29.01.2025 Ne 1955

elmTa e =1 JHE - FS TR AR D
CHCTEMHO- YacroTa Héxbnarenbiinte Iﬂeh%dﬁﬂ CTb 000}
OpPraHHbIi KJace
Ouenb TpomOouuTonenus*, Heurponenus™, anemus™
4acTo
Yacro Jletikonenus™, mumMQoneHus ™
u Heuacro [Nannuronenus™, hedpunbHas HEHTPONEHHUS, KOAryaomnaTus ™,
apyLeHHs co .
Py neikonuTo3*, muMdaaeHonaTus, TeMOJIMTUICCKAsT aHEMHUS ™
CTOPOHBI KpPOBH U
TUMpaTHIeCKO’ Penxo JlucceMMHUpPOBaHHOE  BHYTPHUCOCYJIUCTOE  CBEPTHIBAaHHE
CHCTEMBI (ABC-curzmpom), TpoMOOUMTO3*, CHHIPOM IOBBIIICHHOM
BS3KOCTH  KpPOBH, HEYTOUYHEHHOE  TPOMOOIUTapHOE
paccTpocTBO, TPOMOOTHYECKAsT MUKPOAHTHONATUS (B TOM
4yclie TPOMOOLIMTONCHUYECKas IMypIypa)#, HapylleHHue co
CTOpPOHBI KPOBH HEYTOUYHEHHOE, TeMOPpParnyecKuii auares,
nuMdonuTapHas HHQWIBTpAIUS.
Heuacto AHTMOHEBPOTUYECKUHN OTEK#H, TUIIEPUYBCTBUTEIBHOCTD *
Hapymenns Cco
CTOPOHBI MMMYHHOM .
CHCTEMEL Penxo AHaUIaKTHYECKUH  TIOK,  aMIJIOWI03, peakuus C
o0Opa3oBaHHEeM UMMYHHBIX KoMIUiekcoB (Tur I11)
Heuacto Cunapom Hnenko-Kymmnra*, rumeptupeos®, HapymeHue
DOHJIOKPUHHbBIE CEKpEelNH aHTUANYPETUYECKOTO TOPMOHA
HapyIICHUS
Penxo ['unotupeos
Ouenb CHMKeHue anmneTura
4acTo
Yacto O06e3BoXHBaHUE, TUTMOKaIueMus®, TUTMOHATPpUEMHUS ™,
W3MEHEHHE  KOHIIEHTPAlMM  TJIIOKO3BI B KpPOBH™,
TUIOKAIbLIUEMUS*, U3MEHEHUE aKTUBHOCTH ()epMEHTOB*
Heuacto CuHIpOM JM3MCa OIYXOJIM, OTCYTCTBHE NPUOABKH MacChl
Hapymenus Tena*, TUIIOMarHueMus™®, runodocpareMus ™,
MeTabonusma u TUIEepKaTueMus ™, TUIEpPKAIbLUEMUs™, TUIepHATpUEMHUs™,
MUTaHUS U3MEHEHHE KOHIEHTpAllMM MOYEBOH KHCIOTHI*, caxapHbIN
nuadeT™, 3aIepKKa KUTKOCTH
Penxo l'unepmaraueMusi®,  HapylmeHHE  BOJHODJIEKTPOJIUTHOIO
Oaymanca*, U30BITOYHOE HaAKOILIEHUE JKUJIKOCTH
TUIOXJIOpeMUS ™, THIIOBOJIEMUS, THIEepXJIOpeMus ™,

runepdocdaTemus®, HapylIeHue 0OMEeHa BEUIeCTB, AEPUIUT
BUTaMHMHOB rpymnmnsl B, nedunur Buramuna B12, monarpa,
MOBBIIIEHHBINA alIIETUT, HEMEPEHOCUMOCTh aJIKOT0JIsl, allU103
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CucremHo-
OpPraHHbIi KJace

Yacrtora

Hélaabertbinte peheitni C T 0002)

[ AKCHEFTHOMY QTHETY

Ilcuxuueckue
HapyUIECHUS

Yacto

PaccTpoiicTBa M HapylIeHUsS HACTPOSHUSA™, TPEBOKHOCTH™,
paccTpoiicTBa U HapylIeHHus cHa*

Heuacto

HN3MmeHeHne TICMXWYECKOro craTyca®, TaJuTFoIuHaImmn™,
MICUXOTHYECKOE PacCTPOMCTBO®, CIYTaHHOCTb CO3HAHUS™,
BO30YKJIEHHOE COCTOSIHUE;

Penxo

CyuuuanbHbIe MBICTH*, PACCTPOMCTBO aJanTaliy, JeITUPUH,
CHUKEHUE JTUOUI0

Hapymenus co
CTOPOHBI ~ HEPBHOWU
CUCTEMBI

QOueHn
4acTo

Heiiponatuu®, mnepudepudeckas ceHCOpHas HeWpomnaTus,
TN3eCTe3Us ™, HeBpaIrus™

Yacto

JIBurartenbHasi HEHpOMATHs™*, TOTEPsi CO3HAHUSA (B TOM YHCIIE
00OMOpOK),  TOJIOBOKpY)KEHHE*,  H3BpalleHue  BKyca*,
3aTOPMOKEHHOCTD, FOJIOBHAsE 00JTb*

Heuacto

Tpemop, mnepudepuueckas ceHCOMOTOpHas HelponaTus,
JUCKUHE3UA™, HapylIeHHE paBHOBECUS™, MOTEpsl HaMATH
(uckirouas aeMeHIuio)*, sHnedanonaTus®, CAHAPOM 3aaHEH
obpaTumMon sHuedaronaTuu#, HEUPOTOKCUYHOCTb,
CYIOPOKHBIC paccTporCTBa*, mocTrepreTnaeckasi HEBpPaJTHs,
paccTpoiicTBO  peun™, CUHAPOM «OECHOKOWHBIX HOIY,
MUTpPEHb, WIIHMAC, HAPYNICHHUE KOHIICHTPAIMM BHUMAaHUS,
MaToJOTHYecKue pedaeKCh™, mapocMus

Penxo

BnyTtpumosrosoe KpOBOM3IUSHUE™, BHYTpHUYEPENTHOE
KpOBOM3IIMAHKUE (B TOM YHCIE CyOapaxHOUIAIBHOE)®, oTeK
TOJIOBHOTO MO3Ta, TPAaH3UTOpHAs MIIEMUYecKas aTaka, Koma,
CUMITOMBI PACCTPOMCTBA BEreTaTUBHOW HEPBHOW CUCTEMBI,
BereTaTUBHAsl HEWpOMaTus, Napajinyd YepernHbIX HEpBOB™,
napanuya®, mapes®, mpeaoOMOpOYHOE COCTOSHUE, CHUHIIPOM
MOpPaKeHUsI ~ CTBOJIA  MO3ra, HapylmIeHME  MO3TOBOTO
KpOBOOOpaIeHusi, KOPEIIKOBBIM CHUHAPOM, MCUXOMOTOpPHAs
TUIEePaKTUBHOCTD, KOMIIpeccust CIIMHHOTO MO3ra,
KOTHUTUBHBIE PACCTPONMCTBA HEYTOYHEHHBIC, JIBUTATEIHLHOE
HapyIIeHHe, pacCTPOICTBA HEPBHOM CUCTEMBI HEYTOUHEHHBIE,
PaIUKYIHT, CTIOHOTEYEHUE, TUTIOTOHUS MBIIIIII

Quensn
penKo

Cungpom T'nitena-Bappe”,
MTOJIMHENPOTIaTHS

ACMUCIIMHU3UPYIOIIad

Hapymenne co
CTOPOHBI opraHa
3pEeHUs

YacTto

Ortek rnas*, HapyleHus 3peHus*, KOHbIOHKTUBUT*

Heuacto

KpoBomsnusane B r1ma3®, wuHbekmus Beka*, XAISI3HOH",
6nedaput’, Bocnanenue rmaza*, DUIUIONMSA, CYXOCTh Iyasz™*,
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CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.01.2025 Ne 1955

CucremHo- YacroTa Hélaabertbinte peheitni C T 0002)

OpPraHHbIi KJace

pazapaxeHue ma3*, Ooib B Tia3y, IOBBIIICHHOE
ClIe30TeUCHHE, BbIICIICHHE U3 IJ1a3

Penxo [Topaskxenue poroBULBI*, 3K30(TaIbM, PETUHUT, CKOTOMA,
HEYTOUYHEHHbIE TMOpakeHHe TJa3 (B TOM 4YHCIE BEK),
JTAKPUOAJCHUT, CBETOOOSI3HB,  (oTorchs,  onTHYecKas
HeWponatusi#, HAapylIEHUE OCTPOThl 3PEHUS PaA3IMYHOU
CTETIEHH TSHKECTH (10 CIETOThI)*

Hapymenus co | Yacto Beprturo*
CTOPOHBI oprasa
cllyxa U JaOupUHTA Heuacro Hemnonnas royxora (B TOM 4Mclie 3BOH B yIIax)*, morteps
ciyxa (10 TIyxoThl), uckomdopt B obnactu yxa*

Penko KpoBoTeuenne w3 yxa, BeCTHOYJSPHBIA  HEHPOHHT,
HEYTOYHEHHOE ITIOPAKEHUE yXa

Hapymenust co | Heuacro Tamrmonana  cepaua#,  KapAHONMYJIBMOHApPHBIA  IIOK™,
CTOPOHBI cepALa GubpmsIIMA cepama (B TOM YHCIe MPEeICepauii), cepaeuHas
HEJO0CTATOYHOCTh (B TOM 4YHCIE JIEBOTO W  IPaBOIo
Kelynouka)*, apuTMuUA*,  TaxuKapaus*, OIIyILIEHUE

cepaueOueHus, CTEHOKApAus, NepuKapautT (B TOM 4YHUCIE
TJIEBPAJIbHBIA BBINOT)*, KapAMOMHUOMATUA™, KENTyI04YKOBas
nucHyHKIuS*, OpaauKapaus

Penxo Tpeneranue npeacepaum, nHpapKT MHUOKapaa*,
aTPUOBEHTPUKYIApHas  Oiokana*, cepaeyHO-COCYIHCTOe
paccTpoiicTBO (B TOM uHMCJ€ KapAMOT€HHBIN IIOK), apUTMHS
KEITyJOUKOBasl ~ TaXUCUCTOJIMYECKAas  THUMA  «IUPYIT»,
HecTaOuIIbHAsI CTEHOKap s, 3a00JI€BaHUs KJIallaHOB cepama™,
KOpOHapHasi HeZJOCTaTOYHOCTh, OCTAHOBKA CHHYCOBOTO y3J1a

Hapymenns co | Hacro [loHmxeHnne apTepuaIbHOrO MAABJIEHUSA™, OpTOCTaTHYeCKas
CTOPOHBI COCYJI0B TMIIOTEH3Hsl, TIOBBIILICHHE apTEPUATIbHOTO JaBJIEHUS *

Heuacto Wncynet#, TpoMO003 TiyOOKMX BEH*, KpOBOTEUEeHHE™,
TpoMObopeduT (B TOM  YHCIE€  TOBEPXHOCTHBIN),
IUPKYJIATOPHBIA KOJIIANC (B TOM YHCJIE THIIOBOJIEMUYCCKUIN
mok), ¢Gnebur, npuIuUBL*, TemMaroma (B TOM YHCIE

nepupeHanbHas)*, HapyllICHHE nepudepuyeckoro
KpOBOOOpaIIeHNus™, BacKymuT, TUIepeMus (B TOM 4YHCIe
ria3)*

Penxo OMbonmus  mepudepuueckux — aprepuii,  numdenema,

0JICTHOCTh, APUTPOMETIANTHUS, Ba30AMIATAINS, H3MECHCHHE
OKpacK{ BEH, BEHO3Hasl HEJJOCTATOYHOCTh
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CucremHo-
OpPraHHbIi KJace

Yacrtora

Hélaabertbinte peheitni C T 0002)

Hapymenns co
CTOPOHBI
IBIXaTeNbHOMI
CHUCTEMBI,  OpraHOB
IPYAHOM KIETKH U
CpeNOCTEHUs

Yacto

Oppika®, HOCOBOE KpOBOTEUEHHE, MH(EKIHS BEPXHUX H
HIDKHUX JBIXaTeIbHBIX MyTeH™, Karemp*

Heuacto

Jlerounast 5MOOJIHsL, TNIEBPATBbHBIH BBIIIOT, OTEK JIETKUX (B TOM
YucIIe OCTpbIi), JIETOUHOE allbBEOJISIPHOE KPOBOM3IUSHUEH,
OpoHXocma3Mm, XpOHHMYECKass OOCTPYKTHBHas  OOJIE3Hb
JETKUX™*, TUIOKCEeMMA™, 3aJI0)KEHHOCTb  JbIXATEJIbHBIX
MyTeW™, TUMOKCHS, TUICBPUT*, MKOTA, pUHOpes, AuchoHus,
CBHUCTSLIEE JAbIXaHUE

Penxo

JlpIxarenpHas HEIOCTATOYHOCTb, OCTPBIA pPECHUPATOPHBIN
JUCTPECC-CUHIPOM, aIllHO?d, ITHEBMOTOPAKC, AaTeleKTas,
JIErO4Hasl TUIEPTEH3Us, KPOBOXAapKaHUE, TUIIEPBEHTHIIALIUSA,
OpTOIIHO?, THEBMOHUT, PECIIUPATOPHBIN AJIKaJI03, TAXUITHOD,
¢ubpo3 JIerKUX, HAPYIIEHUE CO CTOPOHBI OPOHXOB*,
TMIIOKAHUS*, HHTEpCTULHANbHOE 3a00J€BaHUE JIETKHX,
WHOWIBTpALUs JIETKUX, OIIYIICHWE CTECHEHUS B TOpIe,
CyXOCTb B TOpJIe, TIOBBIIICHHAs CEKpEeLUs B BEPXHUX
JBIXaTEIbHBIX IIYTAX, Ppa3sApak€HHE TIopja, KallieBON
CHUH/IPOM BEPXHHMX AbIXATEIbHBIX ITyTEH

Kenynouno-
KHILICYHbIE
HapyILICHUs

Quensb
4acTo

TommHoTra*, pora*, muapes™, 3anop

Yacto

KenynouHo-kHIIeYHOE KPOBOTEUYECHHWE (B TOM YHCIE W3
CIIU3UCTON OOOJIOUKH)*, MTUCTIETICHsI, CTOMATUT™®, HapyIlIeHHe
tonyca JXKT, Oonp B ropie u rinorke®, 6oip B 00JacTH
KUBOTA (BKJIIOYAsl >KETYIJOYHO-KHMILIEYHYI0 Oonlb U OoNb B
cene3eHKe)™, HapylIeHHUs CO CTOPOHBI POTOBOM MOJIOCTU™,
METEOPHU3M

Heuacto

[Tankpeatutr (BKJItOUass XpPOHMUYECKUU)®, pPBOTAa KpPOBBIO,
OTEYHOCTb I'y0*, 00CTpYKLIUS KETYA0UHO-KUILIEYHOTO TpaKTa
(B TOM wuHcie KUIIEYHAas HENpPOXOAUMOCTh (BKIIOuas
HEMPOXOJUMOCTh TOHKOTO KHIIEYHHKA))*, nuckomdopt B
KUBOTE, a(TO3HBIA CTOMATUT®, OHHTEpPUT™, TaCTpUT™,
KPOBOTOYHMBOCTh JI€CEH, ractpodsodareaibHas pedarokcHas
O0one3Hb®, KOMUT (B TOM YHCJE IICEBIOMEMOpPaHO3HBII
KOJIUT)*, WIIEMUYECKUN KOJMUTH, BOCHAJIEHHE CIU3UCTOMN
obonoukn KKT*, ngucharus, cuHApOM pa3apaK€eHHOrO
KHIIIEYHHKA, HEYTOYHEHHOE KEITyI0YHO-KHUILIEYHOE
HapylleHue, HajJeT Ha f3bIKe, PacCTPOMCTBO MOTOPHUKHU
JXXKT*, HapyiieHue co CTOPOHBI CIIFOHHBIX Kene3™

Penxo

OcTpelii MaHKpEaTUT, TMEPUTOHUT®, OTEK s3bIKa*, acIuT,
930(aruT, XeHIuT, HenepkaHue Kalla, HEIOCTATOYHOCTh
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OpPraHHbIi KJace

Yacrtora

Hélaabertbinte peheitni C T 0002)

[ AKCHEFTHOMY QTHETY

aHaibHOTO  cuHKTEepa, (dekamoma*, H3BSIBICHUE W
nepdoparus  XKKT*, runeprpodust aeceH, MeraxkoJioH,
BBIICTICHUE W3 MPSAMOW KHWIIKH, TOSBICHUE BOJIBIpEeHd B
poToriotke®, ©oib B Ty0ax, TNEPUOJOHTHT, aHaJIbHas
TpelMHa, W3MEHEHHEe puTMa JAceKaluu, MPOKTAITHS,
HapYIIEHHs CTyJIa

Hapymenns co
CTOPOHBI IE€YEHH U
KEIYCBBIBOOAIIIUX
myTen

Yacto

V3MeHeHne akTHBHOCTH MTEYEHOYHBIX (pepMeHTOB™

Heuacto

I'emaroTOKCHYHOCTh (B TOM YHCJC TOPaKECHUE IICYCHH),
remaTut*, xomaecras

Penxo

[leyeHouHast HEAOCTATOYHOCTb, TIEMATOMETANIUS, CUHAPOM
bagna-Kuapu, nMTOMEraJIOBUPYCHBIA T'EMATUT, MEYEHOYHOE
KpOBOTEUYCHHE, JKeTUCKaMEeHHast 00JIe3Hb

Hapymenns Cco
CTOPOHBI KOXH U
OOAKOXHBIX TKaHEN

Yacto

Ceimnp*, 3y*, apuTemMa, CyXoCTh KOXKHU

Heuacto

Mynbrudopmuas apUTEMA, KpanuBHULA, OCTpBII
(heOprIbHBIM  HEUTPOPWIBHBIA ~ JEpPMATO3, TOKCHYECKAs
KOJKHAs ChIIlb, TOKCHYECKMH >HMAepMalbHBIA HEKpoius”,
cunapoMm CruBeHca-J[>xoHcoHa#, nepMaTuT*, HN3MEHEHHE
CTPYKTYpBI BOJIOC*, TETEeXHUs, IKXUMO3, MOPAKEHUE KOXKH,
mypIypa, HOBOOOpa3oBaHMUSA KOXU™*, Tcopuas, TUIEPTUIPO3,
HOYHAs MOTIMBOCTh, MPOJIEKHHU", YTpeBas ChIb*, BOIIBIPH*,

HapylIeHUe MUTMEHTAIlUU KOXKU™

Penxo

Koxnas  peakuusa,  numdonutapHas  UHOUIbTpAIUS
JbxeccHepa, JIaJOHHO-TIOJOIIBEHHAs  JPUTPOAU3ECTE3US,
MOJIKO’)KHOE KPOBOTEYEHHUE, CETYATOE JIMBENO, YIUIOTHEHUE
KOXKM, Namyna, peakuus (OTOUyBCTBUTEIBHOCTH, cebopes,
XOJIOJIHBIN MOT, HEYTOUHEHHOE HapyIIEHHUE CO CTOPOHBI KOXKH,
9PUTPO3, SI3BA KOKH, TOPAKEHUE HOTTEN

Hapymenns co
CTOPOHBI  CKEJIETHO-
MBIIIICYHON u
COCJIMHUTEILHON
TKaHU

Quensb
4acTo

KoctHo-MBIIIeunsie 00au™*

Yacto

Mpeimeynsle cna3sMbl®, 00Jb B KOHEYHOCTSAX, MEIIICYHAS
cJ1aboCTh

Heuacto

MEImeyuHsIe noacpruBaHus,
TYTrOIOoABUKHOCTb CyCTaBOB,
TSXKCCTH

OTEKH CYyCTaBOB,
MHOIIATUSA*,

apTpur*,
OILIIyILICHUE

Penxo

Pabnomuonus, CHUH/IPOM BHCOYHO-HUKHEYETIOCTHOTO
cycraBa, (UCTyJa, CYCTaBHOM BBINOT, 0OJb B YENIOCTH,
KOCTHbIE HapylIeHMs, MH(QEKIMH M BOCHAJEHHE KOCTHO-
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COOTBETCTEYI

ot 29.01.2025 Ne 1955

[ AKCHEFTHOMY QTHETY

CucTeMHo- Yacrora HEREnabertbife Pehritnh © TH 0002]
OPraHHbIN KJacc
MBIIIEYHON U COSAMHUTEIBLHON TKAaHN®, CHHOBHAJIbHAS KHCTa
Hapymenus co | Yacto Hapymenne gynkiuum nouex™
CTOPOHBI TOYEK U
MOYEBBIBOJIAIINX Heuacto OCTpaSI noyeuHass HECAOCTATOUYHOCTb, XPOHUYCCKAA IMoYCUHasd
nyrei HEJIOCTATOYHOCTh*, WH(MEKIIMU MOUYEBBIBOASAIIMX ITyTECH™,
&KaJoObl CO CTOPOHBI MOYEBBIBOSIINX MyTeH™, reMaTypus™,
3aJlepiKKa MOUH, HapylIeHHe MOYEHUCITYCKaHUS*,
MIPOTEUHYPUSI, A30TEMUSI, OTUTYPUS ™, TIOJUTAKHYPHSI
Penxo Paznpaxenne Mo4eBOToO My3bIps
Hapymenus co | Heuacto BarunanbHbIe KPOBOTEUEHHUs, 00JIh B OOJIACTH TEHUTAIHIA™,
CTOPOHBI APEKTHIIbHAS AUCPYHKINS
pENpOaYKTUBHOMN
CHCTEMBI u | Penxo Hapymenne ¢yHKuu su4yex®, NOpocTaTut, HapylieHHe
MOJIOYHBIX XKeJIe3 (YHKIIUM MOJIOYHOW KeJie3bl, OOJIe3HCHHOCTh IPHUIATKOB
SUYEK, OHHOUAUIUMUT, Ooib B o00NacTH Majoro Tasa,
W3bSI3BIICHUE BYJIHBbI
Bpoxnennsie, Penxo Amnazusi, MaibhopMarus >KeTyJOYHO-KHIIEYHOTO TPaKTa,
CEMEHbIE 51 HUXTHO3
TeHETUYECKUe
HapYIICHUS
O6mue Hapymenus u | OdeHb [Mupekcus®, moBbIlIEHHAS YTOMIISIEMOCTb, ACTCHHS
peakiuu B MECTE | 4acTo
BBEJICHUS
Yacto Otekn (B TOM uHcie mnepudepuyeckue), 03HoO, Oosp*,
auckomgopt*
Heuacto Yxymamenue o0miero Gpu3ndeckoro 310poBbS™, OTEK auIa*,
peakiusi B MECT€ BBEACHHS™, HM3MEHEHUS CO CTOPOHBI
CIIM3UCTBIX 000104YeK™®, 601b B TPYAHON KJIETKE, HapyIICHHE
TTOXOJIKH, OIIYIIEHUE XO0JI0/Ia, SKCTpaBa3alusi™, 0CI0KHEHUS,
CBSI3aHHBIE C KaTeTepu3aluen ™, "3MeHeHNe YyBCTBA KAKIBI ™,
nuckoMpopT B 00MacTH TPyAHM, OUIYIICEHHE W3MEHEHHS
TeMIepaTypsl Tena*, 601b B MecTe BBEICHUS *
Penko Cmepts (B TOM 4HCle BHe3amHas), IOJMOpraHHas
HEJO0CTaTOYHOCTh, KPOBOTEUEHHWE B MECTE BBEACHUSA™,

rpblKa*®, HapYIICHHE MPOIECCOB 3KUBJICHUS*, BOCIIAJICHUE,
(¢ebutr B MecTe BBEACHHS®, OOJE3HEHHOCTh, M3BSBICHHUS,
pasznpaxeHue, HeKapauajibHas 00Jib B TPyaH, OOJIb B MECTE
BBE/ICHUS KaTeTepa, OUlylIeHHe UHOPOIHOIO Teja
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CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.01.2025 Ne 1955

CucremHo- YacroTa Hélaabertbinte peheitni C T 0002)

OpPraHHbIi KJace

JIaboparopHbie u | Yacro CHiKeHre Macchl Tenna
WHCTPYMCHTAJIbHBIC
JTAHHBIC Heuacrto [lMunepOunupyouneMus ™, W3MCHCHUE OCIIKOBBIX

noKasarenei™, yBeJIMYCHHWE MacChl Tela, H3MEHCHUE
mokasaresieifi  KpoBW®, TMOBBbIIICHHE KOHIeHTparuu C-
peaKTUBHOTO Oernka

Penxo W3meHenue coxepkaHust ra3oB B KpPOBH™, HM3MEHEHUs
KapAuOrpaMMBbl (B TOM 4ucie yymHeHue uHtepBaia QT)*,
U3MEHEHHE MEXYHapOJIHOTO HOPMAaJIN30BaHHOTO
OTHOIICHUS ™, TOHMKEHUE ToKa3zarens pH xkemy1ouHoro coka,
yBEJIMYEHUE  arperaudd  TpoMOOLIMTOB,  IOBBILICHUE
KOHLIEHTpallUl TpOIOHUHA |, oOHapyXeHue BUPYCOB U
U3MEHEHHE CepOoJIOTUN™*, U3MEHEHUS B aHAJIN3e MOYM™

TpaBwmsl, Heuacto [Tanenns, KOHTY3UH

MHTOKCUKALUU u

OCJIOKHEHUS Penxo Tpancdy3noHHble peakuuu, MEpeIoMbl™, PUTHAHOCTH,
poreayp TPaBMBI JIMI[A, TPABMBI CyCTAaBOB*, 0JKOTH, pa3pbIBbI, 0OJb BO

BpeMs IPOIIEAYphI, paAHallMOHHOE TOpaKeHne™

Xupypruueckue  u | Penko AxTtuBanus Makpodaros
MEIULIMHCKUE
IIPOLIE Y PBI

# HOCTpeFI/ICTpaHI/IOHHHﬁ OIIBIT MTPUMEHCHMUA.

* crpynmupoBaHo 6osee OJHOTO TepMHHa, cornacHo kiaccudukarmu MedDRA.

TIayuenmol ¢ MAHMUTIHOKIEMOYHOU TUMDPOMOU, panee He NOJYYABUIUE TleYeHUs.

[Tpodumie GezomacHocTH OopTezomuba, M3ydaBmmiics y 240 malMeHTOB C MaHTUIHOKJIETOUHON
IuM(OMOH, KOTOpBIE MPUMEHSUIN OOPTE30MUO B KOMOMHAIIMM C PUTYKCHUMAOOM, ITKI0hochaMuaom,
nokcopyourmaom u npeaan3oHoM (VcR-CAP) no cpaBuenuto ¢ 242 namueHTamu, MOJy4aBITUMU
putykcumad, mukiodochamua, TOKCOpyOMIMH, BUHKpUCTUH U npenHu3oH (R-CHOP) B uenom
COOTBETCTBYET HaOII0laeMOMYy Y TMallMEHTOB C MHOXKECTBEHHOM MHEIOMONH C OCHOBHBIMHU
OTJINYMSIMH, NTEPEUUCICHHBIMU HUXKE. J[OMOTHUTENBHBIMUA HEXKENATEIbHBIMU PEAKIUSAMHU, KOTOPBIE
ObLTH UICHTU(UIIMPOBAHBI KaK CBSI3aHHBIE C TPUMEHEHHeM KoMOuHupoBanHoii Tepanuu (VcR-CAP),
Obu1i mHbekuusa BupycoM renatuta B (<1 %) u umemus muokapaa (1,3 %). Yacrora yka3aHHBIX
HE)KENNaTeNbHBIX peakuuil ObUIa cXoXa B 00CHX IpyIIax JICYeHHUs, YTO YKa3bIBaeT Ha TO, YTO ATU

HCIKCJIIATCIIbHBIC PCAaKIHWU CBA3daHbl HC TOJBKO C IIPUMCHCHUCM 60pT630MI/I6a. 3HAaYNMBIMH
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CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.07.2025 Me 1955
OTIMYMSMA Y TAIMEHTOB C MAHTHHHOKIETJUHON JHyIDOMOIE N0} CPABHEHUIQ TAICHTAMU B

MCCJIEIOBAHUM MHOKECTBEHHOM MHEJIOMBI ObLIM MOBBILIEHHAs YacTOTa (Ha >S5 %) HEXKeIaTeIbHBIX
peaKIuii co CTOPOHBI KPOBH (HEUTPOIICHHUSI, TPOMOOIIUTONICHUS, JICHKOTICHNUS, aHeMUs, TUM(OTIeHNs ),
nepudepudeckas CeHCOpHas HeHponaTwsi, TUNEPTEH3Us, MUPEKCUs, MHEBMOHMS, CTOMATUT H
HapylIeHUs cO CTOPOHBI Bosioc. HexenarenpHble peakuuu ¢ yactotor >1 %, co cxoxel 4acToTon
wii Bbiie B rpynne VCR-CAP u ¢ kak MUHHMYM BO3MOXXKHOM M IPEAINOJaraeMoil MpUYUHHO-
CJICZICTBEHHOM CBs3bI0 ¢ KomrnoHeHTaMu VCcR-CAP ykaszanbl Huxke B Tabmuie 7. Taxke BKIIOUEHBI
HeXenaTelbHbpIe peakiuu, BbIsiBIeHHbIe B Tpynmne VCcR-CAP, koropble OBLIM pacleHEHBI
HCCJIEIOBATEIISIMU KaK UMEIOIME BO3MOXKHYIO TPUUMHHO-CJIEICTBEHHYIO CBS3b ¢ 00pTe30MUOOM Ha

OCHOBAaHHHU UCTOPUYCCKUX NAHHBIX I/ICCJIeI[OBaHI/If/'I MHOKECTBEHHON MUEIOMEL.

HexenarenbHble peakIuy CrpyMIAPOBAHBI IO CHCTEMHO-OPTaHHBIM KJIacCaM M 9aCcTOTE MMOSBICHUS.
YacToTy HeXenaTelbHbIX PeaKIni KIacCU(PUIIMPOBAIH CICIYIONIMM 00pa3oM: o4eHb yacto (>1/10),
gacto (>1/100, vHo <1/10), Hewyacto (>1/1000, Ho <1/100), peaxo (>1/10000, vHo <1/1000) u vacroTa
HEU3BECTHA (YaCTOTY HEBO3MOXKHO OIEHUTH 10 UMEIONUMCS TaHHBIM). B KaXk10¥ 9acTOTHOM TpyIIe
HEeXeJaTeJIbHBIC PEaKIIUy MPEICTABICHBI B MOPSIKE YMEHBIICHUS HX CEPhE3HOCTH.

Tadiuna 7. HexenareJbHble peakluM y NALIMEHTOB ¢ MAHTHIHOKJIETOYHOH JMM(OMOI,
noay4yapumux tepanuio VecR-CAP

CucreMHo- YacroTa HeskenarenbHble peakumu
OPraHHBbIN KJacc

WNudexkunu u Ouenb yacTo [TaueBMOHMST*
WHBA3UU
Yacro Cencuc (B TOM  4HCI€  CENTUYECKUH  MIOK)*,
OTIOSICHIBAIOIINI reprec (B TOM qucie
JIMCCEMUHUPOBAHHBIN u odTanpMoreprec),
reprecBUpyCHas uHpexus*, OaxTepuaibHbIC

uHpexun™®, nHOEKIUs BEePXHUX/HUKHUX JIbIXaTeIbHBIX
nyteit*, rpubkoBas nHpekuus*, npocroit repnec*

Heuacto I'enatut B*, nundexnus™®, OpoHXONHEBMOHHUS
Hapymenus co | Ouens yacto | TpomOouuTONIEHUS*, (bebpuiibHas HEUTPONEHMS,
CTOPOHBI KpPOBU U HeUTponeHus *, JedKoneHus®, anemus™®, aumdorneHus™
auMpaTnaeckoi
CUCTEMBI Heuacro [TanuTonenus™

Ouensb yacto | ['unepuyBcTBUTENBHOCTH™®
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COOTEETCTBYET DKCMNEFTHOMY QT4E

at 29.01.2025 Ne 1955

Iy

CucremHo-
OpPraHHbINi KJace

YacrToTa

HERedarHpnite peaiaim’ [ 0002)

Hapymenus co | Ouenb yacto | CHUKEHUE anneTUTa
CTOPOHBI
UMMYHHOHI
CUCTEMBI
Ouenb yacto | CHUXKEHME alllIeTUTa
Hapymenus co %
CTOBOMHLL Yacro ['unokanuemus™®, HM3MEHEHHE COIECpPKAHUE TIIIIOKO3BI B
p . KpOBU™, THNIOHAaTpUEMHST ™, caxapHbIid 1uabeT™, 3aaepxKa
MMMYHHOH
KUIKOCTH
CUCTEMBI
Heuacto CuHzpoM nM3Kca onyxoJu
[Icuxuueckue Yacto PacctpoiicTBa u HapyiieHus cHa™*
paccTporcTBa
Ouenb yacto | [lepudepuueckast cencopHasi Helponatus, JuU3ecTe3us™,
HeBpaITus*

Yacro Heiiponatun™, paBuratesnbHas HedponaTus™®, moreps
co3HaHMs (B TOM YHcIe OOMOpPOK), SHIedanonartus™,
nepudepuyeckas ~ CEHCOPHO-MOTOpHas  HeWpomnaTus

Hapymenus Cco pudep « P P * P ’
. rOJIOBOKPY)KEHUE™, W3BpallcHUE BKyca™, aBTOHOMHas
CTOPOHBI HEPBHOMU .
HelponaTus
CUCTEMBI
Heuacro CuMNTOMBI  PacCTpPOMCTBA  BETETaTUBHOW  HEPBHOM
CUCTEMBI
o #
Ouens penko | Cunapom I'nitena-bappe”, JNEMHUEIIMHU3UPYIOIas
TIONTMHEHpPOIATHS
Hapymenus co | YHacro Hapymenue 3penus™
CTOpPOHBI ~ OpraHa
3peHus
Hapymenns co Yacto CrnyxoBas nu3ectesus (B TOM YUCIIE IIYyM B ymiax)™*
CTOPOHBI ~ OpraHa
cllyXa W JTJabupuHTa Heuacro Beprturo*, cHmkenue ciyxa (BIJIOTh A0 TITYXOTHI)
Yacro Oubpumsanus  cepAaua (B TOM 4YMCIE TNpeAcepauil),
apuTMuA*, cepaedHas HEAOCTATOYHOCTH (B TOM YHCIIE
%
JIEBOTO M IIPABOrO JKEIYyAOYKa)*, HIIEMHS MHOKapna
Hapymenus co p };'H )", P,
JTUCHYHKITHS JKETYJ0YKOB
CTOpPOHBI cepAua
Heuacto CepaeuHO-cOCYUCTBIE HapylleHHs (B TOM  YHCIE

KapAHOT€HHBIN II0K)
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COOTEETCTBYET DKCMNEFTHOMY QT4E

at 29.01.2025 Ne 1955

Iy

s T e =1 JHE - FS TR AR D
CHCTEMHO- YacroTa Hexenaréabmnre f)eufﬂ!(hﬂ[ I'b O0UZ)
OpPraHHbINi KJace
Hapymenus co | Hacro ['unepren3us®, THIIOTEH3HS ™, opTocTaTu4ecKas
CTOPOHBI COCY/IOB TUIIOTEH3US
Hapymenus co | Hacro Opprka*®, kamens™®, uKoTa
CTOPOHBI
TIBIXaTeTbHOM Heuacto OcTpblii pecnupaTOpHBIA AUCTPECC-CUHIPOM, JIErOYHAs
CHCTEMBI, OpPraHOB 9MOO0NUs,, MHEBMOHUT, JIETOYHAs TUIEPTEH3Ms, OTEK
IPYAHOM KIETKU H JIETKUX (B TOM YHUCIIE OCTPBIiL)
CpeAOoCTEeHUs
Ouenb yacto | TomrHOTa U pBOTa*, AMapes™®, CTOMATUT™, 3ammop
Yacto XKenynouHo-kuieyHoe KpOBOTeUEHHE (B TOM YHUCIIE U3
CIM3UCTON OOOJIOUKH)*, METeOopu3M, ITUCHENCHS, O00Jb
XKenynouno- ropjie M IJIOTKE™®, racTpuT*®, s3BbI POTOBOM IOJOCTH™,
KUILEYHbIE JUCKOM(pOpT B 001aCTH JKUBOTA, AMC(harus, BoCIaJeHUE
HapyLICHUS eIy JOYHO-KUIIEYHOTr0 TpakTa®, 60jb B )KUBOTE (B TOM
YHCIIe JKENYAO0YHO-KHIIeuHass 0omb u 0onb B obOnacTu
cesne3eHKH )™, 3a00IeBaHus TTOJIOCTH PTa U A3bIKa™
Heuacto Konur (B ToM ynciie nceBaoMeMOpaHO3HbINA KOJIUT)™*
Hapymenus co Yacto ['enaTOTOKCUYHOCTH (B TOM YHUCIIE IOPAKEHUE TIEUEHH )
CTOPOHBI IEYECHU U
JKEITYEBBIBOIAIINX Heuacro [TeueHOYHAs HEOCTATOUYHOCTh
nyTein
Hapymenus co | Ouenp yacto | 3aboseBaHUs BOJOCSHOIO MOKpoBa™
CTOPOHBI KOXH U
MIOJTKO’KHBIX TKaHEH Yacto 3yn*, nepMaTuT*, ChImp*
Hapymenus co Yacto CrniazMbl M *, 00J1b B MbIIIIAX*, 607b B KOHEUHOCTSX
CTOPOHBI
MBIIIEYHOM,
CKEJIETHON u
COCIMHUTEIILHON
TKaHU
Hapymenus co Yacro WHdexus MOUYeBbIBOAIINX MTyTei™*
CTOPOHBI TIOYEK U
MOYEBBIBOSAIINX
nyTein

OO0ue HapymeHUs

QueHp 4acTo

Jluxopanka*, ycTanocTb, aCTCHHUS
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CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.01.2025 Ne 1955

Cucremmo- Yacrora HERedarHpnite peaiaim’ [ 0002)

OpPraHHbINi KJace

U peakluu B MecTe

Yacrto Otexk (B TOM uunciie nepudepudeckuii), 03HOO0, peakiuu B
BBEIICHUA
A MecTe BBeaeHusI*, o0liee HenmoMoranue*
JlaboparopHbie U Yacrto IMunepounmupyonaemus ™, HU3MEHEHUE OCIKOBBIX
WHCTPYMCHTAJIbHBIC MoKasareyei™, CHIYKCHHUE MacChl TeJla, YBEJIUICHUE MaCChI
JIAHHBIE Tena

*CcrpynmnupoBano 6oJiee 0HOTO TEPMKHA, coriacHo Kiaccudukammu MedDRA.
*TlocTperucTpalMOHHbIH ONBIT IPUMEHEHHUS]

Tlayuenmui ¢ peyuousupyroweti MAHMULHOKIEMOYHOU TUMGPOMOU

[Tokazarenn Oe3omacHOCTH OoOpTe3oMHOa y AITHUX IMAIUEHTOB CXOIHBI C COOTBETCTBYIOIIMMH
MOKa3aTeJISIMU Y MAIIUEHTOB C MHOKECTBEHHOM MUETIOMOM. 3HAUUTEIbHBIE PA3INYUs MEXTY JIBYMS
rpynnamMy NaueHTOB 3aKIII0YaINCh B TOM, YTO TPOMOOIIMTONECHUS, HEUTPOIIEHUSI, aHEMUs, TOIIHOTA,
pPBOTA U MHUPEKCUA Yalle HaOII0JaTNCh Y MAllMEHTOB ¢ MHOKECTBEHHON MHEIIOMOM 10 CPABHEHHUIO C
MarUeHTaMH ¢ MaHTUHHOKJICTOYHOH JIMM(OMOii; a mepudeprueckas HEUPONaTHs, ChIllb U 3y — Y

MAIUECHTOB ¢ MAaHTHHHOKJICTOYHOU JTHM(POMOH.

OnwncaHue OTACIBHBIX HEKEJIATSAbHBIX PEaKIIUM

Peaxmueayus ungexyuu eupycom Herpes zoster

Mnooicecmeennas muenoma

VY 26 % nanueHToB, IPUHUMABIIMX OOPTE30MUO COBMECTHO € Men(allaHOM U MPEIHU30HOM, Oblia
IpoBe/ieHa NpPOTHBOBUpPYCHas mpoduiakTuka. Yactora pa3Butus uHpexkuuu Herpes zoster y
NalMEeHTOB, NPUHUMABIIUX OOPTE30MUO COBMECTHO € Mel(amaHoOM M MpeIHU30HOM, Oblia 17 % B
ciy4ae, eciau He Obula TPOBEIEeHAa NMPOTHUBOBHpYCHAs mpoduiakTuka, u 3 % B ciiydae, eciu Oblia

IIpOBEJIeHa MPOTUBOBUPYCHAs MPO(UIAKTHKA.

Maumuiinoxniemounas aumpoma

B uccrnenoBanum paHee He JIEYEHHOM MaHTHIHOKiIeTouHOW iuMdomsl y 137 u3 240 mauueHTOB
(57 %) B rpynme VcR-CAP Gblna mpoBesieHa MPOTHBOBUPYCHAs mpoduinaktuka. YacTtora pa3BuTHsI
uHpexkunn Herpes zoster y nanuentos B rpymnmne VcR-CAP 6buta 10,7 % B ciiydae, ecnu He Oblia
npoBe/eHa NPOTHBOBUpPYCHas mpo¢uiaktuka, W 3,6 % B ciaydae, eciu Obula TPOBEICHA

IPOTUBOBUPYCHAs NpOQHIAKTUKA (CM. pa3zaen 4.4).

Hnghexyusa u peakmusayus eupyca cenamuma B
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CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.07.2025 Me 1955
Manmuuinoxnemounasn rumpoma (NOCNEOOBATENBHOCTE 0002)

B uccnenoBannu panee He JISYEHHOM MAaHTUHHOKIIETOUHOM TrM(OMBI HH(EKIU BUpyca renatuta B
¢ daranbHBIM HcxoaoM Habmoganacsk B 0,8 % cinydaeB (n=2) y manuentoB B rpynne R-CHOP u B
0,4 % cnyuaeB (n=1) B rpynne VcR-CAP. O6mas yactorta pa3Butusi uHdekuu Bupyca renaruta B

Obu1a cxoka y maientoB B rpymne VcR-CAP u R-CHOP (0,8 % u 1,2 % cOOTBETCTBEHHO).
Iepughepuueckas Hetiponamus npu KOMOUHUPOBAHHOU MePanuu

Mnooicecmeennas muenoma

Yacrora pazsutusa nepudepudeckoit Heripornatuu (ITH) cormacHo nccnenoBanusM, riae 6opre3oMud
Ha3HAYaJICSA B KAYECTBE MHIYKIIMOHHOHN Tepanvy B KOMOMHAIIUK C JCKCAMETa30HOM (HCCIIEIOBAHKE
IFM2005-01) u nekcamera3oHoM u TaimuaomuaoM (ucciemoBanune MMY-3010), mpenacraBieHa B
TabJINLE HIDKE.

Tadiuma 8. Yacrora passurus nepudepuyeckodl HedponaTtum BO BpeMsi MHAYKIHMOHHOH

Tepanuu COrJIACHO TOKCHYHOCTH M OTMEHA Tepanuy B CBS3M C Pa3BUTHeM Mepudepuyeckoii
HelponaTumn

IFM-2005-01 MMY-3010
BT (N=239) B/]I TH (N=126) BTH,
(N=239) (N=130)
Yacrora pa3sutus ITH (%0)
Bce crenenu TsaxecTn
CremneHp TSKECTH >2 3 15 12 45
CreleHp TSKECTH >3 1 10 2 31
<1 5 0 5
OTrmMeHa TepamuMu B CBS3H C <1 2 1 5

passutuem ITH

B/l — BuHKpuCTHH, NOKCOpyOuWIMH, nekcameta3zoH; bJl — OGopre3somud, nexcameraszon; T —
tanunomu, aekcamerason; bT/] — 6opTezomu0d, TanuaoMu, 1eKcaMeTa3oH.

IIpumeuanue: «nepudeprueckas HeMponaTrs» BKIIOYAET CIEAYIOIINE TEPMUHBL: TeprudepuyecKas
HeBponartusi, nepudepudeckas MOTOpHas Helponarus, nepudepuyeckas CeHCOpHas HeWpomaTus,
MTOJIMHEVPOIIATHS.

Manmuiinoxiemounas aumpoma

YacToTa pa3Butus nepudepruueckoil HeHponaTuy Mpu MPUMEHEHUH KOMOMHUPOBAHHBIX PEKIMOB B
HCCJIEIOBAaHUM paHee He JICYeHHON MaHTHUIHOKIETOYHOU TUM(OMBI, T1ie 60pTEe30MUO NMPUMEHSIICS B
KOMOMHAIMKU C PUTYKCHUMaOoM, nukiodochamugoM, gokcopyourrHom u npennuzoHom (RCAP),

IIpUBC/ICHA B Ta6n1/1ue HIWXKCE.
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COOTBETCTBYET QKCNEPTHOMY OTHETY
ot 29.07.2025 Me 1955
Tabanua 9. Yacrora passutusi nepudepyueckoi [HEHPONATHM /COFTACHO  TOKCHTHOETH H

OTMCEHA TE€Palluu B CBA3HU C Pa3BUTUEM 1IEP

VCcR-CAP (N=240) R-CHOP
(N=242)
Yacrora passutus [TH (%0)
Bce crenenu tsoxectn 30 29
CreneHsp TKecTd >2 18 9
CreneHs TSKECTH >3 8 4
OtMeHa Tepanuu B cBsi3u ¢ pa3utuem ITH 2 <1

ITH — nepudepudeckas HeHpomaTus.

Ipumeuyanue: «epudepryueckas HeMPOMaTHs» BKIIOYAET CIEAYIONINe TEPMHUHBL: epudepruiecKas
HeBponartus, nepudeprudeckas MOTOpHas Helponarus, nepudepuyeckas CeHCOpHas HeWpomaTus,
ITOJIMHEUPOIIATHS.

Tlooicunvie nayuermsl ¢ MAHMUUHOKAEMOYHOU JZMM@OMOZ/‘{I

B uccrnenoBanum panee He JIe4YeHHON MaHTHiTHOKIeTouHOM numdombl B rpynmne VcR-CAP 429 %
nanueHToB Obuld B Bo3pacte oT 65 no 74 ner u 10,4 % mnauueHToB B Bo3pacte >75 ser. XoTs
NAUEHTHI B Bo3pacte >75 jieT Opl1u MeHee ToJiepanTHbI U K pexumy VcR-CAP u k R-CHOP, yacrora
pa3BUTHUSA CEPbE3HBIX HExxenaTenbHbIX peakuuil B rpynmnax VcR-CAP u R-CHOP 6bi1a 68 % u 42 %

COOTBCTCTBCHHO.

3nauumvie paznuuus 6 npoguie 6ezonacHocmu 6opmeszomMuba npu NPUMEHEeHUU HOOKOMCHO U

6HYMPUBEHHO 6 Kayecnmee MoHomepanuu

B uccnenosanuu ¢assl 111 y marmeHToB, KOTOpbIE MOTydanu 60pTe30MHO MOAKOKHO, 00I1ast 4yacToTa
BO3HUKHOBEHUS HEXeNaTeJIbHBIX peaklui creneHu 3 uiaM Bblme Obiia Ha 13 % Hmke, a yactoTa

OTMEHbI OopTe3oMuba Oblia Ha 5 % HUXKE [0 CPAaBHEHUIO C BHYTPUBEHHBIM ITyTEM BBEJICHUS.

OO61as yacToTa BOSHUKHOBEHUSI IUAPEU, KeETyI0UHO-KUIIEUHON U OpIOIIHOM 00JIM, aCTEeHUYECKUX
COCTOSIHUHM, MH(EKIMHA BEpXHUX JbIXaTeNbHBIX MyTel 1 nepudeprudeckux HeBponaTuil Obuia Ha 12—
15 % Huke B rpymie MOoAKOXKHOIO BBEIEHUS M0 CPAaBHEHUIO C TPYNIION BHYTPUBEHHOI'O BBEICHUS.
Kpowme Toro, wactoTta pazputus nepudeprueckux HelponaTuid creneHn 3 u Bbime Obita Ha 10 %
HUKE, a YacToTa INpeKpallleHus Tepanuu H3-3a nepudepuyeckux Hepomatuili — Ha 8 % HIDKE B

Tpynrie nOAKOXHOTIO BBEACHHUA 110 CPABHCHUTO C prl’[HOﬁ BHYTPUBCHHOT'O BBCIACHUS.

VY 6 % nanueHToB HAOMIONATUCH PEaKIUU B MECTE€ BBEACHUS MPH TMOAKOKHOM MPUMEHEHHH, B
OCHOBHOM, TIOKpacHeHWe. Takue ciaydad pa3peliajuch B CpeaHEeM B TeueHue O JHEeW, y NBYyX

MAIMEHTOB MOTpeOoBaNoCh M3MeHeHHue 103bl. Y AByX (1 %) manueHToB HaOMIOAATUCh TAXKEIble
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COOTBETCTBYET 3KCMNEPTHOMY OTYETY
ot 29.07.2025 Me 1955
peaxuum: 1 cirydait 3yna u 1 ciydait nokpacnefns. — ([OCIEJOBATENBHOCTE 0002)

Yacrora cMepTH IIpU MPOBEIECHUH TEPANUU COCTaBUIa 5 % B rpyrme NoJK0KHOTo BBeeHus U 7 % B
rpynre BHYTPUBEHHOTO BBeJeHHA. YacToTa CMEPTH OT <«IIPOTPECCHUPYIOMIETo 3a00JieBaHUS»

coctaBuia 18 % B rpyrmme noakoxHOro BBeieHus 1 9 % B rpyrnne BHYTPUBEHHOT'O BBEICHUSI.
Bo3zobnosenenue mepanuu y nayueHmos ¢ peyuousupyroujet MHOMCeCmEeHHOU MUeiomMot

B uccnenosanuu, rae 6oprezomud HazHavasics 130 manuenTam ¢ penuanBUPYIOIeH MHOKECTBEHHOM
MHEIOMOH, KOTOPBIE paHee UMEN XOTsl Obl YaCTUYHBII OTBET Ha OOPTE30MHUO- COEPKAIIUI PEKUM,
HanOoJiee YacThIMU HEXXENATeIbHBIMUA PEaKIMIMHU BCEX CTENEHEH TSHKEeCTH, HaOI0JaBIIMMUCS KaK
MHHAMYM y 25 % mainuenToB, Obutn: Tpomoboruronenus (55 %), neiiponarus (40 %), anemus (37 %),
muapest (35 %), 3amop (28 %). [lepudepuyeckast HeWponaTHst BCEX CTENEHEW TSIKECTH U CTETICHH >3

Habmonanack y 40 % u 8,5 % nmanueHToB COOTBETCTBEHHO.
ITepeno3upoBka

[lepeno3upoBka, MpeBbIIIAIONIAS PEKOMEHIYEMYIO 103y Oojiee 4eM B 2 pasa, CONPOBOXKAAIACH Y
OOJILHBIX OCTPBIM CHWIKCHUCM aApTCPHAIIBHOI'O HABJICHUA U TpOM6OIIPITOH€HH€ﬁ CO CMCPTCIIbHBIM
ucxonom. Crienupuyeckuii aHTHIOT K Oopre3oMulOy HemsBecTeH. [Ipu mepeno3upoBKe CIeayeT
KOHTPOJIMPOBATh IMOKa3aTeIN >KU3HEHHBIX (YHKIUH OOJILHOTO U MPOBOAMTH COOTBETCTBYIOIIYIO
TEpaInuIo Ui MOJEpKaHUS apTepUanbHOTo AaBleHus (MH(Y3NOHHAS TEPaIusl, COCYI0CYKHBAIOIIHE

W/WIM UHOTPOIHBIE MPEenapaThbl) U TeMIEpaTyphl Tena.
B3aumopneiicTBHe ¢ APYTrUMH JIeKAPCTBEHHBIMH CpeCTBaMU

B uccrenoBanusix in Vitro u uccriemoBaHusx iN VIVO GOpTe30MHO TPOSBIISUT CBOWCTBA ClIabOTro
uHruouropa usodepmentos nutoxpoma P450 1A2, 2C9, 2C19, 2D6 u 3A4.

Hcxons u3 He3HaunTenbHOTO BKIaaa nzopepmenta CYP2D6 B merabomusm 6optezomuba (7 %), y
JrOe C HU3KOH aKTUBHOCTBIO OJTOTr0 W30(epMEHTa HE OXKHUAACTCS HW3MEHEHHs O0O0IIero
pacripesiesieHus npernapara.

HccnenoBanue BIMSHUS JEKApCTBEHHOTO B3aWMOJICHCTBUS C CHIIBHBIM HHITHOUTOPOM H30(epMeHTa
CYP3A4 ketokoHa3zoioM Ha (papMakOKMHETHKY OopTe30Mrba IOKa3aJi0 YBEIHMYCHUE CPETHUX
sraueHnit AUC (Turomab moj KpuBOH «KOHIIEHTPANUS-BpeMs») OopTe3omuba B cpeaHeM Ha 35 %.
[TosTOoMy creayeT TIaTeNbHO HA0II01aTh 32 OOJIBHBIMH, MOIYYAIOIIUMHU OJTHOBPEMEHHO O0OPTE30MHUO
U cuibHBIN uHrHOUTOp M30pepmenta CYP3A4 (keTOKOHA3051, pUTOHABUD).

B nccrieoBanuy BIHMSHUS JTEKApCTBEHHOTO B3aUMOJICHCTBUS C CHIIBHBIM HHTHOUTOPOM U30()epMeHTa

CYP2C19 omenpazomoMm Ha QapMakOKHHETHKY OopTe3ommuOa, HE BBISIBICHO CYHIECTBEHHOTO
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CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.07.2025 Me 1955
M3MEHEeHNs (papMaKOKUHETHKH MOCIIETHETO. (NOCNEOOBATENBHOCTE 0002)

HccnenoBanue BIMSHHUS JIGKAPCTBEHHOTO B3aWMOJCUCTBUS C PUMDAMIHUIIMHOM - CHIIBHBIM
unaykropom uzodpepmenta CYP3A4 - na dapmakokuHETHKY OOpTe3oMHOa MOKa3alo CHIKEHHE
cpenanx 3HadeHudt AUC (tutomazps moa KPUBOH «KOHIEHTpAIUSA-BpeMs») i Oopre3omuba B
cpenaeM Ha 45 %. [loaToMy HEe pEKOMEHIYeTCsl MPUMEHSAThH OOPTE30MHUO BMECTE C CHIIBHBIMH
unaykropamu CYP3A4, tak kak 3p(GEKTUBHOCTh Tepanuu MOXET ObITh CHIDKeHa. K MHIyKTOpam
CYP3A4 otHocsiTcs pudamnuime, kapbamaszenuH, QeHHTOWH, ¢GeHobapbutan u 3BepoOOit
IPOJBIPSBICHHBIA. B TOM ke McclieioBaHUM OLEHUBAIU YPQEKT JeKcameTa3oHa - Oosee ciadoro
unaykropa CYP3A4. UHcxons w3 pe3ylbTaTOB HCCICAOBAaHUS HE BBISABICHO CYIICCTBEHHOTO
u3MeHeHns (papMakoKuHETHKH Ooprezomuba. VccrnemoBaHue JIEKapCTBEHHOTO B3aWMOJCHCTBHS C
KoMOWHanue mendanan — MpeIHU30H MOKa3alo yBennmdeHue cpennux 3HadeHuid AUC (turomangs
NOJT KPUBOM «KOHIEHTpalMs—BpeMs») Oopresomuda Ha 17 %. DTO HU3MEHEHHE CYHMTACTCS
KJIMHUYECKH HE 3HAYUMBIM.

Y OGOJBHBIX CaxapHBIM JAHA0ETOM, IMOJIYYABIIUX IEPOPATBHBIC THUIOTIUKEMUYCCKUE IpEnaparhl,
3apErUCTPUPOBAHBI CITyYal TUITOTIMKEMUU W TUTICPTIIMKCMHIH.

[Tpu npumeHeHnn OGopTe3oMuba B COUYETAHHU C MpErapaTaMu, KOTOPbIE MOTYT acCOIIMUPOBATHCS C
nepudepudeckoil Helponartuei (Takue Kak aMHOJapoH, IPOTHBOBUPYCHBIC CPEACTBA, M30HUA3MI,
HUTPO(DYPAHTOWH WM CTAaTHHBI) U MIPermapaTaMu, CHIKAOIIUMA apTepHAIbHOE JIABJICHHE, CIICTyeT

CO0JII0/1aTh OCTOPOKHOCTD.
Oco0ble yka3anus

Jleuenne OOpTe30MHOOM cieyeT MPOBOAUTH TOJBKO MOJ HAOIIOACHUWEM Bpaya, MMEOILIEro OIbIT
IPUMEHEHHUS TPOTUBOOITYX0JIEBOM XUMUOTEPAITUH.

[Ipy HEyMBIIIJIEHHOM BBEACHUM OOpTe30MHOa MHTpATeKalbHO ObUIM 3a(UKCHPOBAHBI CIIydau
cmepTH. JlekapcTBeHHbIN mnpenapat bopre3omun6 KaHOH mokazaH TOJNBKO Ui BHYTPUBEHHOTO U
IIOJIKOXKHOTO BBeZleHUs. He BBOOUTh MHTpaTEKaIbHO.

Jlo Hayana 1 BO BpeMs KaXJ0ro IUKJIa Tepanuu HeoOXOIUMO MPOBOAMUTH MOJIHBIM aHAIU3 KPOBU C

MOJICYETOM JIEHKOLUTAPHON (OPMYJIIBI U COJIEPIKaHUs TPOMOOLIUTOB.

TpoMOOIMTONIEHHU/HEWTPOIIEHUS

Tepamnus 600pTe30MUOOM MOXKET MPUBOAWTH K TPOMOOILMTONEHHHM M HEWTporeHuu. HammeHsblee
YUCJIO TPOMOOIUTOB OOBIYHO HaOmomaercs Ha 11 IeHp IMKIAa W BOCCTAHABIMBACTCS K Hadaly
cienymolero ukia. LukiaoBas nepuoAUYHOCTh YMEHBIICHUS U YBEJIWYEHHUS 4YHclia TPOMOOIIMTOB

Ha6J1IOIlaJ'IaCL B X0J¢ KIMHHUYECKUX HCCIEIOBaHUN Yy NaueHTOB C MHOKECTBEHHON MHEIOMOM WU
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 29.07.2025 Me 1955
MaHTUHHOKJICTOYHOH JnM(poMOil. OTCYTCTBYIOT —NaHHBIC) | [TIOATBOPIAAIQIS  HAPACTAIOLIYIO

TPOMOOIIMTONICHUIO MM HEUTPOIEHUIO MpPU JIFOOOM M3 PEXHMOB N03MpoBaHusA. llpu cHmkeHun
KosnmdectBa TpomOouuToB <25000/MKka Tepamuio OOpPTE30MUOOM ClIEAyeT MPHOCTaHOBUTH. [lpu
BOCCTAHOBJICHHH KOJMYECTBAa TPOMOOIIMTOB JICUEHUE CIEAYET MPOJOJKUTh B YMEHBIICHHBIX J03aX
OpU TUIATEIFHOM COMNOCTaBJICHMM BO3MOXHOW TONB3bI M pHCKa JiedeHus. Jlng sedeHus
reMaTOJOTHYECKOW TOKCHYHOCTH MOXHO HPUMEHSTH  KOJOHHECTUMYIHpPYIOUIHEe  (haKkTopsl,
nepeTuBaHue TPOMOOIIUTAPHOW M IPUTPOLUTAPHON Macchl. [Ipu OHOBPEMEHHOM MPUMEHEHUU C
MendagaHOM M TPEAHU30JIOHOM, Korja KoymyecTBO TpoMOoruToB <30000/Mki, Tepamuio

nmpenaparom CJICAYyET IPUOCTAHOBUTD.

)KCJ'IVL[O‘IHO-KI/IIHGLIHI)IG HapYIICHUA

C uenpl0 NpeNOTBpAIICHUS TOLIHOTHI M PBOTHI PEKOMEHAYETCS NMPUMEHEHHE MPOTHUBOPBOTHBIX
npenapatos. [Ipy BO3HUKHOBEHUY Aapen Ha3Ha4aroT IPOTUBOAUAPEHbIE JIEKapCTBEHHBIE CPEACTBA.
JUis  mpemoTBpallleHuss WM JIeueHUs 00€3BOKHMBAHUSA OOJIBHBIM HEOOXOIUMMO IPOBOJIHUTH
PETHIPATAllMOHHYIO0 TEpPalMI0 U TOAJACPKUBATh BOJHO-IICKTPOIUTHBIN Oananc. Coolmanocs o

CIIy4asiX Pa3BUTHUS KULIEYHOM HEMTPOXOIUMOCTHU (HEYaACTO).

[Iporpeccupyromas MyabThdOKaIbHas JiekodHIedanomnarus (ITMJI)

OO0 o4eHb penKHMX cCiydasx pa3BUTUS BUPYCHOM uHGekuuu JxoHa KaHHMHrema HeHW3BECTHOM
STHOJIOTUM, MPUBOJUBIIEH K MpPOTpeccCUpyolIed MyabTH(OKAIbHON JeiikosHIedamonatuu u K
CMEpPTH, COOOIIANOCh y MAalMEeHTOB, NMpuHUMaroux O6oprezomud. [lanuenTs! ¢ auarHozom [IMJI
HOJIyYaJIl UMMYHOCYIIPECCHUBHYIO TEPAIUIO JI0 WM OAHOBPEMEHHO C TpUMeHeHneM boprezomuda. B
6onpmmHCTBE cityyaeB [IMJI Oblma [uarHocTUpoBaHa B TeueHHE 12 MecsIeB ¢ MOMEHTa BBEJCHHUS
nepBoit 10361 6opTe3omuba. [larmeHToB HEOOX0IMMO HAOIIOIATh HAa PETYIISIPHONM OCHOBE Ha MPEMET
BO3HUKHOBEHUS WIM YXYALIEHUS HEBPOJIOTMYECKMX CUMITOMOB WM MPHU3HAKOB, KOTOPbIE MOTYT
ceuzerenscTBoBath 0 IIMJL. Ilpu monospennn Ha IIMJI mamuenta HEOOXOIUMO HaNpaBUTh K
cneuuanucty B obsactu [IMJI u npenpuHATh COOTBETCTBYIOIINE IUAarHOCTHYEeCKHe Mephl. Cienyer

MPEeKpaTUTh IpUMeHeHue 0opre3oMubda B ciyyae nuarHoctupoBanus [IMJL.

[Tepudepuueckas HelponaTus

[Ipy BO3HMKHOBEHMM HEMpONATHH MPOBOJAT MOJIACPKUBAOLIYI0 Tepanuio. OObBIYHO YacToTa
pa3BUTHs epupeprudeckoil HelponaTuu JOCTUraeT MaKCUMyMa Ha 5 [IUKJIe JIeYeHUs1 00OpTe30MUOOM.
[Ipy mosiBJI€HMM HOBBIX WM YCWJIEHHHM HMEIOUIMXCS CUMITOMOB Nepudepruueckol Helpomnartuu

MOXET HOTpe6OBaTBC$I CHHXXCHHUC JO3bl U USMCHCHUC PCKHMMaAa BBCACHUA 60pT630MI/I6a. HaHI/IeHTI)I
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CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.07.2025 Me 1955
JIOJIKHBI HAXOTHTHCS MO/ MOCTOSHHBIM HAOI{OICHHEM [BGBAIM [ (BO3MOKHNCTHIO BOBHUKAOBEHHS

CUMIITOMOB HelponaTtuu (OLIyIIEHHUE XOKEHUS, TUIIEPECTE3Us, TUIIECTE3Us, 1APECTE3Us, OLLYILIEHNE
nuckoMpopTa, HeBpomaTuieckass 00ib Wi ciadbocTh). YacToTa BOZHMKHOBEHUSI HEHPOMATUU MpU
HOJKO’KHOM BBEICHUHU OOpTE30MU0a HUXKE, 4YeM TaKOBasi I[P BHYTPUBEHHOM BBeJleHHMH. OTMedannch
CJIy4ad BO3HUKHOBEHUS BEr€TaTUBHON HENPONIATUH TSHKEIION CTENIEHH, TPUBOJAILINE K IPEKPAILEHUIO
WJIU IIPUOCTAHOBIIEHUIO TEPAIUU.

PanHuil ¥ peryispHbli MOHUTOPUHI Ha HAJIM4YME CHUMIITOMOB HEHPONATHM C HEBPOJOTMYECKOU
OLIEHKOI JIOJKEH IPOBOJUTHCS Yy MAIMEHTOB, NPUHUMAIOMIMUX O0pTe30MMO B KOMOMHAIMM C
npenaparamy, ClIOCOOHBIMM BbI3bIBaTh HEHpoOMNaTuio (Hampumep, TanuaoMmun). Ilpu stom crnepyet

paccMOTPCTh BO3MOKHOCTh COOTBCTCTBYIOIICTO CHUIKCHUA O3Bl WJIN IPCKpAICHUS JICUCHU.

Cynoporu

Y GONBHBIX C OTCYTCTBUEM CYIOPOT WITU STIUJICTICUY B aHAMHE3€ OIMCAHbl HEYACThIE CITy4au Pa3BUTHS
cynopor. Ilpu nedenuu OONBHBIX, UMEIOMIMX Kakue-THMO0 (akTOpsl puUcKa pPa3BUTUS CYAOPOT,

Tpedyercsa 0cobast OCTOPOKHOCTD.

OprocraTnyeckas THIOTEH3U

Tepamnus 00pTe30MUOOM YaCTO COMPOBOXKIAETCS OPTOCTATUYECKOW TUIOTeH3Ue. B GonbpIMHCTBE
ClIy4aeB OHa ObIBaeT ciaboil UM cpeHeN TSHKECTH M MOXKET HAOIIOJIaThCS B XOJI€ BCETO JICUCHHUS.
Penxo ormedanuch KpaTKOBpeMEHHbIE MOTEpPU CO3HAHUS. Y OOJBbHBIX, UMEIOIIMX B aHAMHE3e
00MOpOKH, MAabETUUECKyI0 HEWPOIaTHIo, MOIYYaloIUX TMIOTEH3UBHBIE IMpernapaThl, a TaKXKe Yy
O0JBbHBIX ¢ 00e3BOKMBaHMEM Ha ()OHE TUaped WIM PBOTHI CJleNyeT COOII0AATh OCTOPOXKHOCTb.
BonbHBIX clleAyeT NpPOMHCTPYKTHPOBATH O HEOOXOJMMOCTH OOpalleHuss K Bpady B Cilydae
TOJIOBOKPYKEHHSI, YYBCTBA «IETKOCTH B TOJIOBE» WK 00MOpoka. [Ipu pa3BUTHUM OpTOCTAaTHUYECKOM
TUIOTEH3UH  PEKOMEHIYeTCs  THJpaTalus, BBEJIEHUE  IJIIOKOKOPTUKOCTEPOUIOB  W/WIIH

CUMIIATOMUMCTUKOB; IIPU HeO6XOI[I/IMOCTI/I CJICAYCT CHU3UTDH JO3Y 'MIIOTCH3NBHBIX IIPCIIAPATOB.

CepaeyHas HEIOCTaTOYHOCTh

[Ipu npumenenun OopTe3omMuOa ONMUCAHO Pa3BUTHE WM YCUJIIEHHE HMEIOUIeHcsl XpOHUYEeCKOon
ceplIeYHON HelocTaTouHOCTH. K pa3BUTHIO MPU3HAKOB U CUMITOMOB CEpAEUHON HEOCTaTOYHOCTU
MOXKET TpeipacioiaraTh 3ajJiepKKa KUIKoCTH. bobHbIe ¢ pakTOpaMu pHucKa WK ¢ 3a00JeBaHUAMU

cepana B aHaMHE3€ JOJIKHBI TOABEPTATHCA TINATCIIbHOMY Ha6J'IIO,Z[CHI/IIO.
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CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.07.2025 Me 1955
IleyeHOYHAS HEOCTATOYHOCTD (NOCNEOOBATENBHOCTE 0002)

Omnwucansl c1y4an BOSHUKHOBEHHUS OCTPOM MEYCHOUYHOU HEAOCTATOUYHOCTH Y NAllUEHTOB, KOTOPHIC Ha
¢done Tepanuu OGOPTE30MUOOM OJHOBPEMEHHO MPUHUMAIIM B Ka4eCTBE COMYTCTBYIOIIETO JICUCHUS
Jpyrue mpenaparbl. Takue MpU3HAKW HapylleHUs (YHKIMU NEYCHH, KaK yBEIMYCHUE aKTHBHOCTH
NEYCHOUHBIX (PEPMEHTOB, TUNEPOMIMPYOMHEMHUS MM TEHaTUT, OOBIYHO MPOXOIMIM NPH OTMEHE
6oprezomuba. JlaHHbBIE O COCTOSIHMM 3TUX MAIMEHTOB MOCIIE BO30OHOBIICHHS Tepaniu 60pTe30MHOOM
OTPaHUYECHBI.

[Tanuentam ¢ cumMnToMaMu HapylieHus (pyHKIMU NEYeHH, ClIeyeT Ha3Ha4aTh 00opTe30Mu0O B Ooiee
HHU3KUX HaYaJbHBIX J103aX M MIPOBOAUTH MOHUTOPHHT Ha MPEIMET BOSHUKHOBEHHS TOKCUYHOCTH, TaK
Kak OopTe30MHUO MeTabOoIM3HPYeTCsl NEUCHOYHBIMH (EepPMEHTaMH, W €ro KOHIICHTPALUS MOXKET
YBEIMYUTHCS TPU HapylmeHNH (PYHKIMH MMEYSHU CPeqHEH/TsoKenoi crenenn (cM. pasaen «Crocob

MPUMEHEHUS U 103b1»).

CuHapoM 3aJHel 00paTnuMOil dHLEdhATIONaTUH

VY nmanueHToB, NPUHUMAIOIIUX OOPTE30MHO, OTMEYAJICSI CHHIPOM 33Hel 00paTuMoii SHIE(aTonaTHH
- peaxoe, 00paTUMOE HEBPOJIOTNYECKOE HAPYIIECHHE, KOTOPOE MOYKET COIIPOBOXKIATHCS CYIOPOTaMHU,
MOBBILICHHEM apTepUaIbHOrO JaBJICHHS, TOJOBHOM OOJbIO, JIeTapruei, CyTaHHOCThIO CO3HAHMUS,
CJIETIOTOW W APYTMMHU BU3YaJbHBIMH M HEBPOJIIOTMYECKUMHU HapylieHUsMHU. [ MOATBEpkKACHUS
JIMarHo3a TPOBOAMTCS MarHUTHO-pE30HAaHCHas Tomorpadus rojoBHOro mosra. [Ipu paszButum
CHHIpOMa OOpaTUMOW 3amHel »HHIedaTonaTHU CleAyeT MNPEeKpaTUTh MpUeM OopTe30Muoa.
be3zonacHocTh BO30OHOBIIEHUS Tepaniy 00PTE30MUOOM MOCIIE PaHee BBISIBIEHHOTO CHHAPOMA 33 JHEeH

O6p21TPIMOI>i BHHC(I)aJ'IOHaTI/II/I HCHU3BCCTHA.

PeaxTuBanus Bupyca Herpes zoster

Jleyamum  Bpauam  clielyeT pacCMOTPETh BO3MOXKHOCTb IMPOBEACHUS IMPOTHBOBHUPYCHOM
NpopWIAKTUKY Y MALMEHTOB, MOIYyYaIOUIMX Tepanuo 60pTe30MUO0OM. Y MalMeHTOB, MOJyYaromuX
Tepanuio 0opTe30MuOOM, MenagaHoM U MPETHU30HOM, YaCTOTa peakTHBallUU BUpyca Herpes zoster
Obly1a OoJbIIEH IO CPaBHEHUIO C MAlMEHTaMU, OJIYYaroIlIUMHU TEPAHIo Mel(alaHOM U IPETHU30HOM
(14 % u 4 % cooTBeTcTBeHHO). [IpoBeieHIe MPOTUBOBUPYCHOM MPOGHIAKTUKY JOCTOBEPHO CHUKAET

4acTOTy peaKkTUBaLMU BUpyca Herpes zoster.

Hapymienus d)VHKHI/II/I JICTKUX

B penkux ciydasx npu HOpuUMeHeHMH OopTte3omuba Habmonanuch ocTtpele  auddy3HbIe

I/IH(l)I/I.]'H)TpaTI/IBHI)Ie 3a00JIEBaHUsT JIETKUX HEW3BECTHOM OTHOJIOTUH, TaKHE KaK IITHCBMOHMUT,
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CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
ot 29.07.2025 Me 1955
MHTEPCTHIMATbHAS TTHEBMOHHS, JIerounas MHOWILTIAMKS [1F [QHEIDOM [eGTPOi T AbIXameITbHOM

HEIOCTaTOYHOCTH. HekoTopble M3 3THX COCTOSHHMU NPUBEIM K JIETaIbHOMY HCXOAy. B ciydae
NOSBIICHUSI CHMIITOMOB pPAacCTpOcTBa (DYHKIUMHM JIETKUX WM YXYAIICHUS YK€ HMEIOIUXCS
CHMIITOMOB HEOOXOAMMO cpa3y »JK€ MPOBECTH JHArHOCTUKY ¥ HA3HAYUTh ITallIEHTaM
COOTBETCTBYIOLIEE JICUCHHE.

B knmHHMYecKMX HMCclenoBaHUAX 2 ManueHTa (M3 2-yX), MOJy4YaBIIMX BBICOKHE J03bI ITUTapaOuHa
(21/M?B 1eHB) HyTeM HENpephIBHONW WH(Y3MH B TeueHHe 24 4acoB C JAyHOPYOMIIMHOM M
O00opTe30MUOOM TSI PELHMIMBHUPYIOIIEH OCTPOW MHEIOMIHON JIEHKEeMHUH, yYMEpIH OT OCTPOTro
pPECHHPATOPHOTO TUCTPECC-CHHIPOMA B Hadase Kypca Tepamuy, U HCClIeIoBaHue ObLIO 3aKOHYEHO.
Takum oOpa3oM, 1aHHasE CXeMa JICYCHHUSI C OJTHOBPEMEHHBIM BBEJICHHEM BBICOKUX 1103 LUTapabuHa

(2 T/M? B 1eHB) IyTeM HeNPepHIBHOM HH(Y3UK B TeueHHe 24 4acoB He PEKOMEH/YeTCs.

CHHIpOM JIM3HCA OIYXOJIH

B cBsi3u ¢ BO3MOXKHBIM Pa3BUTHUEM TUIEPYPHUKEMHUU, CBA3aHHON C CHHAPOMOM JU3MCA OMYXOJH,
NanUeHTaM BO BpPEMs TEpalluu PEKOMEHIYETCSl ONpPEAeNsATh KOHUEHTPALMI0O MOYEBOM KUCIOTHI U
KpeaTHHUHA B CHIBOPOTKE KpOBH. /LI Mpe1oTBpaIieH s TUIIEPYPUKEMHUH PEKOMEHYETCsl OOMIIbHOE
MUThE, TP HEOOXOAUMOCTH - AJJIOMYPHUHOI U 3alleIaduBaHUE MOYH.

[Ipu npumenenun OopTesomuba y OONBHBIX, OJHOBPEMEHHO MPUHUMAIOIIMX MEpOpabHbIC
TUIOTIMKEMUYECKHUE IIPenaparhl, ciaeaAyeT TIIATeIbHO KOHTPOJIUPOBATh KOHIIEHTPALMIO JIFOKO3bI B
KpPOBH U IIPH HEOOXOAUMOCTH MTPOBECTU KOPPEKLIMIO 03Bl TUIOTVIMKEMUUYECKUX MTPENapaToB.

[Tpu paGore c OoprezomuOOM cienyer coOnroAaTh OOIIENPUHATHIE MpaBWiIa OOpaleHHus ¢

OUTOTOKCUYCCKUMMU IIpCIiapaTaMu.

PeaKIII/II/I HUMMYHOKOMIIJICKCHOT'O THIIA

Peakiy ”MMYHOKOMIUIEKCHOTO THIA, TAKHE KaK CHIBOPOTOYHAsI 0OJIE€3Hb, MOJIMAPTPUT C CHIIBIO,
nposinepaTUBHBIA TIIOMEpYIOHEPPUT OBLTH 3aperucTpupoBaHbl HewdacTo. Crenyer MpeKpaTHTh

IMPUMCHCHUC 60pTe30MI/I6a IIpHU BO3BHUKHOBCHUHN CEPBE3HBIX peaKuHﬁ.

Bunsinne Ha cOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMM, MeXaHU3MaMU

[TarueHTOB HEOOXOAMMO NPEAYNPEAUTh O BO3MOXHOCTH TIOSIBJICHHS BO BpeMs JI€UeHUs
60pTe30MHOOM TOJIOBOKPYKEHHUS, OOMOPOKA, 3pUTEIbHBIX PACCTPOMCTB U APYTHX HEXeIaTelIbHbIX
SBJICHUH, KOTOPBIE MOTYT MOBJIUATH Ha CIIOCOOHOCTH YIPABJIATh TPAHCIIOPTHBIMU cpeacTBaMu. [Tpu
BO3HUKHOBEHUM JTHUX CHMIITOMOB IIallUEHTaM PEKOMEHAYETCS BO3AEpXkKaTbCsl OT YIpaBJICHUS
ABTOMOOMJIEM M 3aHATUN IPYTMMH NOTEHLUHAIbHO ONACHBIMU BUJIAMU JIEATEIBHOCTH, TPEOYIOIUMU

MOBHIIIEHHOM KOHICHTPAIlUWU BHUMAHUS U 6LICTp0TLI TICUXOMOTOPHBIX peaKHHﬁ.
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CODTBETCTBYET GRECIHEPTHOMY QIT4YETY
aT 29.01.2025 M 1955
®opma BbINyCKa (NOCNEOOBATENBHOCTE 0002)

JImodumuzar [uIsi TPUTOTOBJICHHS PACTBOPA JJIsi BHYTPUBEHHOI'O U TOJKOXKHOTO BBEICHHUS 2,d M,
3,0 Mr u 3,5 mr.

ITo 27,5wmr (2,5 mr Goptezomuba); mo 33,0 mr (3,0 mr Gopre3zomuba) wim no 38,5 mr (3,5 mr
O6oprezomnba) nuodunmzata BO (IAKOHBI OECIIBETHOTO CTEKJIa 1-TO THAPOIMTHYECKOTO Kjacca
BMECTUMOCTBIO 15 MJI, yKyNOpEHHbIE TPOOKaAaMH pPE3WHOBBIMH, 3aKaTaHHBIC KOJIadYKaMH
ATIOMUHUEBBIMA WM  KOJIMAYKaM{d  QIOMHHHEBBIMH ¥ IUIACTUKOBBIMU  KPBIIIKAMH,
00eCTIeYMBAIOIIIMMHI KOHTPOJIb TIEPBOTO BCKPBITHSI.

[To 1 ¢pmakoHy BMecTe ¢ MHCTPYKIMEH MO MPUMEHEHHUIO TOMEIIAOT B MaYKy U3 KapTOHA.

YciaoBus XxpaHeHust

[Ipu remneparype He Bbiie 25 °C BO BTOPUUHON ynakoBKe (Iauke KapTOHHOM).

XpaHUTb B HEJOCTYITHOM ISl IETEH MECTeE.

Cpox roaHocTu

2 roja.

He npumeHATh 110 HCTEYEHUH CPOKa FOJIHOCTH.

YcaoBus ornycka

OTnyckaroT Mo peLenty.

IIpousBoaurenn

Poccniickas @enepanus

AO «OHOIIb».

612711, Kuposckas 061., OMyTHUHCKMI pailioH, TeppuTopus BocTouHoe Topojckoe MoceleHue,
TeppuTopus gopora Bocrounslii - @uiunmnoska, cTp. 3, kopr. 1.

Baanenen perucTpanuoHHOro ynocroBepenus/OpraHuszanusi, NPUHUMAKOIIAsi IpPeTeH3UH
norpeoduTesIeH

Poccuiickas Penepanus,

3A0 «Kanondapma npoakiiny,

141100, MockoBckas 00u1., T.0. [1]&1koBo, r. [I]énkoBo, yn. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54.

Anpec snexrponHo# mouThl: Safety@canonpharma.ru

Tonyuums Oononnumenvuvie OanHble O npenapame, HANPAGUMb NPEMEH3UI0 HA €20 Kauecmeo,
bezonacnocmy, cooOwWumMb 0 HeHCeNamenbHblX JeKaAPCMBEHHbIX PEeaKyusx MOJICHO NO mene@oHy.

8 (800) 700-59-99 (6ecnnatHas uHus 24 yaca).
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