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BOPTE3OMHE

Perncrpaunonnsiii novep:

Toprosoe nanmenosanue: boprezomud

MeaayHAPOAHOE HENATCHTOBAHNOE HIN IPYINHPOBOMHOC Hanvmenosanne: bopreiomnd
JlexkapcrBennan ¢opma: AMOGMINZAT LIS NPHIOTORICHHS PacTBOpa JUIR BHYTPHBEHHOID H
NOIKOKHOTO BECICHH,

Cocras:

Cocras wa | ¢aaxon:

Hesicmayiowee sewecmeo

Boprezomud 250 Mr 3,00 mr 3,50 mr

Benosozamenvioe 6euyecmso

Manunron 2500 mr 30,00 Mr 35,00 mr
Onucanne

beaas wau nourn Genas aHOGHIHINPOBAHHAA MAacCa WK NOPOLIOK,
DapMAKOTEPANICBTHYECKAS IPYIINAL HTPOTHBOOIYXOIEROE CPE/ICTRO.

Koa ATX: LO1XX32

DapMakoIorHIecKne cBoHCTEA

DapmaKodunamuxa

Boprezomud - ofparuMeit HHFHONTOP XHMOTPHIICHA-TI0A00HOR aKTHEHOCTH 26S-NpoTeacoMel
KACTOK MJICKONHTAOUMX, JTa npoTeacoMa npeactasaset coboit kpynubiii 6eIKoRuIH KOMILIEKS,
KOTOpPBI# pacuieniser Gelky, XONLIOrHpoBanLe ¢ YOUKBHTHHOM. YOUKBHTHH-IPOTEACOMHBI
[YTH HIPACT KIIOUCBYIO POJb B PErY/IAUKN BHYTPHKICTONHON KOHUCHTPAIMH HEKOTOPLIX GeIKoB
M, TAKHM 00pazoM, NOUIEPAHRAET BHYTpHKIeTOYHEIH romcoctas, [Mosasienne aKTHBHOCTH
MPOTEACOME! NPCAOTBPAIIACT ITOT CCACKTHBHLIA NPOTEOMN3, YTO MOKCT BAHATL HA MHOTHE
KACKajahl pPCaKimii nepejays curnana 8 kinerke. HapylneHue MEXanusMa rojulepranns
FOMEOCTa3a MOKCT NPHBOANTE K IOean KAeTKH. It vivo GopTe3oMuO BRISKIBAT 3AME/UICHHC POCTA
ONYXOIH BO MHOTHX 3KCHEPHMEHTATBHEIX MOJIC/AX, BKIIOYMAR MHOKECTECHHYIO MHEIOMY.

B oKcnepMMeHTax in vifro, ex vivo ¥ Ha KMBOTHBIX MOIensx OGopresomub ycwimsan
AHGHPEPEHIIHPOBKY H aKTHBHOCTH 0CTE00AaCTOB H HHIHOMPOBAN (YHKIMIO OCTEOKIACTOB, JTH
wpderTii HabTIOARIHCE ¥ IALUENTOB C MHOKECTRCHHON MHEIOMOH € MHOKECTBEHHBIMH OUaraMu

OCTEOMN3A, NOAYHAIOWHX Tepanmo Gopresomubonm. 1316 b2



Dapmakokunemuxa Al - UU71851-020229 ,
[lpn suyrpusensonm (8/s) crpyiidom seesenun Goprezominba 8 jo0%ax .I,O.x;i_nt;?:n 1.3 N 's
MAUHEHTAM C MHOWCCTBCHHON MMETOMOI 1o MakcuMaibhad KOHUEHTPang (Cuya) B 1UIAIME
coctapnsia coorsercraenno 37 u 112 ur/ma. [pn nocneayiomes ssenctun Gopresomuda Coax B
MIATMe KPOBK Haxoaunach & npegenax 67-106 nr/ma ana 203wt 1,0 mr/se® n 89-120 ur/ma ans
aoss 1,3 smr/v®. Cpemnudi nepuoa nonysssenenns (T12) GopresoMuGa nmps MHOTOKpaTHOM
BBeiennn cocrasager 40-193 y.

bopreiomnd OrICTPee BRIBOJMTCA 1TOCAE NEPBOI 03I 10 CPABHEHHIO € NOCISAYIOUHMH J103aMH,
[Mocae neproro areaenns & odax 1,0 mr/s? w 1.3 ar/s?® cpemmmii ofimil KIMpenc cocTasaset
coorserersenno 102 w 112 2/y, a nocne nocaeayommx ssegennit - coorsercrsento 15-32 nf.
Mpy sresenun B goze 1.3 wmrivd noakokso (1/x) WiM B/B NAUMENTaM ¢ MHOKECTBEHHOIN
MueaoMOi ofian IKCHOIMIME nocie NOBTOpHOro sneacHua B 1ol xe 03¢ (AUCu) Guina
IKBHBANEHTHA JUIA 00ouX nyTeit mpejedns (155 ar*uw/mn npi n/k ssegenun # 151 ar*u/ma npu
/B cacHun ), Cow mocsic 'k sBeaenm (20,4 ur/ma) Obita HILKE, Hem nocae B/ seeenns (223
ur/a). Cpeanee reomerpuycckoe cootHomenne AUC i, coctasuno 0,99, a 90% nosepurensusiil
natepsan - 80,18-122,0%. Bpema aoctumeHun Cas cocTanmano 30 Mub npu n/x BBCACHHN M
2 MMH 1IpH BB BRCICHKN,

Pacnpeoerenue

Ilocrie OAHOKPATHOTO HIH MHOFOKPATHOrO BBCACHNA B f03ax 1,0 mr/v® u 1,3 mr/m® cpeannil
ofbeM pacnpenenenns GopreioMuba ¥ NAUMENTOB ¢ MHOKCCTBCHHON MHCIOMOH COCTaBISET
1659-3294 1 (489 - 1884 n/w?). 1o NoABONAET NPEANONOKHTS, HTO GOPTCIOMHO HHTCHCHBHO
pacnpeaensercs B nepudepuyecknx Tranax. pu xonuentpaunax Soprezomuda 100-1000 wriva
caxinBanie npenapata ¢ Genkamu Ia3MEl KpoBH coctasnseT B cpeanesm 83%. @paxums
Goprezonnba, CBAIAHHONO ¢ DLIKAMMH NUTAIMEL, HE JABHCHT OT KOHIUCHTPAIHHM,

Memabotuim

B ycaosuax in  vitro wmerabommam  GoprezomnGa  NPEHMYLIECTBEHHO OCYIIECTB/ACTCH
nzodhepmentamu unroxpoMa P450 - CYP3A4, CYP2C19 u CYPIA2.

Vuacrne wiobepmenros CYP2D6 u CYP2C9 5 meraGommame Gopresomuba HeanauuTensuo.
OcHOBHBIM nyTeM MeradoaniMa srIfercs oTmenienwe atoMos Gopa ¢ o0pasoBaHHeM IBYX
MCTabONTOR, KOTOPHIC B AQTEHEHIICM MHAPOKCHIRPYIOTCH ¢ 00PAZOBAHNEM HECKOILKHX JAPYIHX
merabonnror. Merabonutat Gopresomuda e HHTHONPYIOT nIpoTeacomy 268.

Buiseoenue

[Ty BeiBeIeHHs BOPTCIOMHDA Y HENOBEKE HE H3VYAIHCD.

Ocobwe epynms nayuenmos

Bospacm, nox u paca

dapmakokuneTnka Goprezomnba usywanacs y Jeteit B Bospacte ot 2 a0 16 ner ¢ ocrpolt

mumobnactroll  aelkemuell Wi OCTPOIl  MHCNOMAHOR JICHKEMHER NpH  BHYTPHBSHIOM

-
-



Gomocsom BBecHuH B 03¢ 1,3 Mr/a’ 2 pasa 8 nesemo. [lo ABHHBIM nonyﬁauuouuom anainia
(hapmMakoXHHETHKY, BhBeaeHHEe OopresoMuda YCKOPANIOCH n(;l ;«cpé )BCJIH‘!CI;[I:H lmouuum
nosepxHocT Tesa namuenta. Cpeamee 3uauchue (xodpdursient Bapummn. Y%) xnnpeﬁca
Gopresomuba cocrasuno 7,79 (25 %) n/wn®, pasosecHbIii oGneM pacn'pen_eneﬁm cocrapsa 834
(39 %) n/v, a nepioa nonyeuiseiedus ~ 100 (44 %) . [Nocae xoppeximn ydpexta nuomamm
NOBEPXHOCTH Tena, ApyrHe AeMorpapHueckne nepeMennsie (TaKHe KaK BOIpacT, Macca Teha u
No7) HE OKAIBIBATH KIHHHYCCKH 3HAYMMOIO BIAMSHKA Ha xiaupenc OGoprezomuba. Knmpewmc
Goprezomuba y neTei, HOPMATHIOBAHHEI 110 MIOLIAIH IOBEPXHOCTH Tead, ObUI CONOCTABHM C
TAKOBBIM ¥ BIPOCIILIX.
Banauue nona ¥ pacu Ha papMakoxHHeTHKY DopTesomMnda He H3Y4anocs,
Hayuenwmnt ¢ napywenues Hyuxyun neyenu
Hcenenonanna dapmaxoxumernkn GopresoMuba y oHKOIOIHYECKHX DONLILIX ¢ HAPVIICHUAMHE
BYHKIMH NEYEHN NPOBOIMINCE Ha 6] naumenTe ¢ parvIMYHON CTENEHBI THKECTH HApVIIeHHH
dysxumun nevcan (oM. Tabmumy S) ¢ npamchcrnem 103 Gopresomnba 0.5-1,3 mr/s?. Jlerkue
HApPYWCHHUA GYHKUMH NCHCHH HC BAKAIOT Ha (apmakokuHeTHKY Ooprezomuba. Y nauucHToB C
HAPYIICHHAMI (DYHKIMK NCHCHl cpeane ¥ Tikenoil crenenn Habmoaactes 60% yeeanucHue
AUC (nmaomans nojt KpusOit  «KOHUCHTpauus-spemsan) Gopresomnba no  CPaBHCHHIO €
NAUHCHTAME ¢ HOpMaIbHOH (yrkumeit newcnn. [Uia DauMeHTOs ¢ HAPYIICHHAMH (YHKIMK
NEYCHH CPEAHCH M TRKCAOH CTICNCHH PCKOMCHAYCTCH YMCHBIICHHC HAYWILHOM 10361
Boprezomuba. Tpebyercs BuHMaTe/ILHOS HabMIOACHHE TAKHMX MALHCHTOB,
Tayuenmn ¢ napyuenues g@ynkius novex
dapmakoxuneTira Goprezomuda b no3ax 0,7-1,3 mr/y® BuyTpuBeHO 2 pasa B HEACMO Y GONbHBIX
C NICTKMMH, CPCAHHMH WIH THKCILIM HAPYIICHHAMH (DYHKIMM 0OYEK, BKIIOYAN NAUNMEHTOB,
HAXOAALMXCA Ha JIHATHIC, CONOCTaBuMa ¢ (HapMakOKHHCTHKONA npenapara y GoabHbIX ¢
HOPManbLHOM HyHKuMeit novek,
[okazanua ¥ npumMenennio
I Ipenapar npeHaIHa%eH JUIR NCUCHHA:

o MHOXKECTBEHHOH MHEIOMBI

¢ MaHTHHHOKIETOHHON THM(OMEL
Mpormsonoxkazanns

*  MOBHINCHHAR YYBCTBHTCIABHOCTH K Gopresomudy, Gopy, MauuHTONLY:

+ DepemMennocTs;

o NEPHOI IPYJIHOTO BCKAPMIHBAHMA,

o JeTCKMil BOIPACT (OTCYTCTRHE ONKITA IIPHMCHCHHA);

¢ [OPLKEHHE NICPHKAPIA;

*  ONHOBPEMCHHOC [PHMEHEHHE C© CHIBHBIMH HEAYKTOpamu Hiodepmenta CYP3A

(prtbansaumn, kapbamazenun, pernton, henodapduta, 3sepoboll NPOAMPABICHHLII).



C ocTopoAnocIuio

*  TSOKCABIC HAPYIICHHA DYHKUMA NCHEHN 1 NOYEK,

o Hapymenus QyHKIMN NCUCHH TAACION U CPCAHEHR CTENCHN; A

o THAMEILIE HAPYIICHHA (YHKIHH MOYCK:

o CYAOPOTH WIM JIIHIACTICHA B aHAMHE3E!

o OOMOpOKH;

e JmadeTHyecKas HeHPONATHA B AHAMHC3C,

e OJHOBPEMEHHLIN PHEM THIIOTCHIMBHLIX NPCNAPATOR,;

o ole3soxiBanne Ha (one JAHapeH WIH PBOTHI:

s 3anop;

*  DHCK PA3BHTHR XPOHHYECKOH cepaednoil HeJloCTaTOMHOCTH,

o oaHoBpeMcHHBIT  npueM  wuruGuropos wam  cyberpatos  usodepmenta CYP3A4,
ofHOBpeMeHHBIR  npuen  cyGerparor  rodepmenta  CYP2CY9, nepopaitbhbIx
IHIOTITHKEMHYCCKHX NPCHapaTos.

[Mpuvenenne npu GepeMennocTH 1 B NEPHOI IPYAHOID BCKAPMINBAHNS

[lppmencnne npenapata npH  GCpeMCHHOCTH M 8 NEPHOA  IPYAHOTO  BCKApMIHBaHHA
MPOTHROTIOKA3EHO,

Crnocod npuMenenus u 10361

bopre3oMil BBOAHTCH BHYTPHBCHHO CTPYHHO B TEYEHHE 3-35 CEXYH/I HIH N0IKOKHO,

[Ipst BHYTPHBEHHOM BBEICHHH KOHIUCHTPAUMA pacTsopa Aonkua cocrasnats | mr/sa [lpw
MOAKOANOM BBEICHHH KOHICHTPALMA PACTBOPA I0/IAHA COCTARARTE 2.5 Mr/Ma,

He ssomrs wurparexainio. [Ipy waTpaTeKanbHOM BECACHHH ObUH 3adHKCHpOBANL CayYaH
CMEPTH.

Konuentpaius pacTsopa A0KHA PAcCHHTLIBATECR OMCHL TIMATENBNO B CBAIH C PAvTHMHCM
KOHIIEHTPAILHA PACTBOPE JUTS B/B BBEACHHUA W PACTBOPA JUIA I1/K BBE/ICHHIA,

Monomepanur

Peyuonusupyionyas  MHONCECMBCHNAN  MUCIOMA U PEWUOUSUPYIOWAR  MAKIMUTHIORIEMOYHAR
Aumghoma

Pexomenjiyemas 103a Gopresomuda cocrasmier 1,3 Mr/m? na0MaLH NOBEPXHOCTH TCa 182 pasa
B Hee o 8 Tevenne 2 mejaeas (o 1, 4, 8 1 11) ¢ nocaeayioms 10-11neninsv nepeprisoM (JIHH
12-21). Mexay BBEJICHHCM NOCACAOBATE/ILHEIX 103 Npenapara J0HKHO NPOHTH HE Menee 72 4,
[pn ammrenstocTd AcucHina Goace § WHKIOR NpPeNapaT MOKHO MPHMEHSTH 110 CTAHAAPTHOH
CXEME HIIH 110 CXEME NOUICPARBAIOIIEH TEPanny PCIIMBHPYIOMCH MHOKCCTBEHHON MHEIOMbI
- eeHenebHo B Tedenne 4 wegens (anm 1,8, 15, 22) ¢ nocaeayrommyM 13-THEBHLIM NEPHOAOM
oTabixa (juy 23-35).

[lausenTam, ¥ KOTOPBIX TCPAnus NPENapaToM He Jana KITHHHMCCKOTO OTBeTa (IPpOrpeccHpoBaine

i crabrianaanis 3a60IeBaHnR 10CAC 2 HIAH 4 HKJIOB COOTBETCTBHHO ), MOKET OBITH HAIHAYCHA
4



|
KOMOMHALINE BHICOKHX /103 JiekcaveTatona ¢ foprezomubom. B 3106 ciryiac 40/ Mt agkcameTasona

HA3HAYACTCR NEPOPATLHO ¢ Kas Aol nozofl npenapara: 20 Mr B Jens BeeAenHs Sopresomnba |i:20
MT B CIRAYIONMi JcHbL nocae BeaeHns Gopresomuda. Taknm oﬁpaaoy-,ﬁnp:gmuexcamcména
npouzsoasr 8 1, 2,4, 5, 8.9, 11 un 12 aeun, cymmapho 160 mr 3a 3 nesenn. =g
Koppexyua dozm u 60306108 eHuUe mepaniii

Ilpy pateHTHE FEMATONOrHYECKON TOKCHYHOCTH 4-# CTeneHn mian Moboro HEreMaToI0rH4eckoro
ToKcH4ecKoro dpdiexta 3 CTCNCHM, 33 MCKIOMEHHEM HElponaTHy, JeyeHHe npenaparoM
chaelyeT npuoctanosuTe. [locie HCUeIHOBEHHR CHMITTOMOB TOKCHHYHOCTH JICHCHHE NPEnapaToM
MOKHO BO3OOHORHTE B JI03e, cHinKennoi na 25% (nosy 1,3 mr/v® cimsaror 20 1,0 Me/M?; 203y
1,0 sr/n? crmasor 10 0,7 Mrine),

[Mpy nossacHuM CRAIAHHON ¢ npuMeHennen Goprelomuba neliponarnueckoil Gonm w/nim
nepudeputcckoi  CCHCOPHOM  HEllponaTHy 103y NPENapaTa HIMEHAIOT B COOTBETCTBHH C
Tabmuieit 1, OTMeuaIieh CAyHan BOSHHKHOBCHHUA BEreTaTHRHOIN HeliponaTti# THKCI0H CTCNCHN,
NPHBOALIKE K TPCKPAIICHHIO MM NPHOCTAHOBACHMIO Tepamuy. Y OoNBHLIX © THKEIOH
Hefiponarreil B aHaMHE3C GOPTEIOMUO MOKHO IIPHMEHATE TOJILKO MOCHE THIETEIBHON OLCHKH
COOTHOUICHHA PHCR/TIOTB3A.

Tabauya 1. Pexovendyemoe uimenenue 003l Npu paseumuu ewiseannoi  bGopmezomubom

HEUPORAMUNECKOT BOIU WITH NEPUPEPULECKON CEHCOPHOT LA DEUAMERLHOT HEUPONGIMIY.

| Mamesenne 03 W MACTOTHE BBCACHHA
| J103a w pexuM BBEICHUA HE TPEGYIOT KOPPEKIHM

TamecTs nepudiepHyecKon HEHPONaTHK

l-n  crenens (napecresus, cnafocTh  WWIM
yracanue pedaexcos) Oes Gonu wam  yTpars
drymKim)

|- cTencHs ¢ Goasio wiw 2-8 crenems (Hapylerne
DYHKIHN, HO HE NOBCEAHEBHON AKTHBHOCTH )

Crmznrs 103y 10 1,0 sr/s® s HIMEHHTS PeKHM
gaeacHHs Ha 1.3 mr/v’ | pas & neaemo

2-g creneih ¢ GOMKIO WK 3-8 CTCNeHs (HApYLICHHE
NOBCEANEBHON AKTHBHOCTH)

[TpHOCTAROBKMTE,  NPUMEHCHHE  npenapara 1o
HedeanopeHs cumnromos TokewuHoctn. Tlocne

ITOrO BOZ0OHORHTS NCHEHHE, CHIIMB 103y 10 0,7
ME/MY B YMCHBLINE HACTOTY BUCIEHHA 10 DAHOTO
pasa B HeaeMo,

[pexpaturs npumencine Sopresomuda

4-5 CTCNEHL (Ccencopan HeHpOnaTHH,
NPHBOARLIAR K MHBATHIAHOCTH WM JIBHTareabHasn
HERPONATHA, VIPORAIOMAT  AHIHK HIN
NPHBOAAIIAR K MAPAINYY)

Kombunuposannan mepanun

Muoxcecmeennas MUeioMa y nayuenmos, pauee He NOIYHasuux Ievenue, u Komophe e
HEASIOMCR KANOUIAMAMN HA NPOGEAERUE MPANCRIANMAYUN CINEOROEHX KIEMOK
Pexomenoyemas 003a & KOMOGURAWUU ¢ METHATANOM U RPEOKUTOHOM

JlekapcTBeHHBIH NIPENapaT BBOJAST BUYTPHBCHHO CTPY#HO B Te4eHHe 3-5 CEKYHI WK MOIKOKHO
B KOMOMHAUMM ¢ MeadasanoM i MPeaIHH3oHoM, NpHEIMaeMsiMi BHYTPD. [IposoasT acssrs 6-
HCACTBHBIX MKAOB, KAk nokasano B tabamue 2. B upknax 1-4 npenapar npuMensior 2 pa3a s

negemo (o 1,4, 8, 11,22, 25,29 1 32), a s unkaax 5-9 — | pas s wepemo (aun 1, 8, 22 1 29).



Tadauya 2. Pexoyenoyeman cxema Jo3uposanus npenapama, npuMessemonn 6 xombunayuu ¢

SV

MeApananom u NPEOHUIONOM Y RAWUEHMOE € PANEE NEIEUCHOU MNONCECMEEHNO, MUECIOMOT,

KOMOPBIM e noxazano "pOﬂfdﬂHlﬁ' MPARCRAGNMAYUN CMBOIOERYX KTEMOX, r

Bopresomul 2 pasa » ueaesno (unkan 1-4) — ’ S

Heneas | 2 3 B 5 6
bopresomud | news -~ - JICHB | IGHB ACHE | NEPHOA | ICHL ACHB | JCHB JICHL | TICPHO.
(1,3 mrim?®) ] 4 8 11 |ovamxa |22 25 29 32 | oramixa
Meandanan | aeHs JeHb JeHL JeHL | - — nepuog | = - s = | NEpHOA
(9 smr/m?) + | 2 3 4 OTABIXA OTAVIXE
[Mpeannson
(60 Mr/m®)

boprezomud 1 pai 8 sereno (mukim 5-9)

Henens | 2 3 “ 5 6
BopresosmG | aesp -~ - - aenn 8 nepHoj neny 22 aexs 29 | nepuon
(1.3 mr/m®) 1 OTIMXA OTABIXE
Mendanas | ACHB ACHB JACHL JICHB - NepHo - - nepHoa
(9 sr/m?) + | 2 3 4 OTABIXA OTALIXA
lpeanuion
(60 Mrin®)

Koppexyus dosut npu KoMGUIUPOSANNOL MEPanuu ¢ MeIpharanos u npeonuzonom

Koppem;un 036t U CXEMBE NPUMEHENUR  Npu npuvenenuu 60[”"9?0."!160 COBMECMHO ©

MEVHANGHOM U NPEOHUZOHOM.

[Tepea naqanoM HOBOID IMKAA ICHECHHA!

*  Conepwanue TpoMOOIHTOB J0KHO ObiTh = TOD00/ MK
»  AGcomorroe uncno weiirpodunon (AYH) > 1000/ vxn

*  HeremaroJorn4eckas TOKCHYHOCTS JOJKHA CHHINTECE 10 | CTCNCHH HIH JI0 HCXOAHOTO

YpoBH3

Tatinuya 3. Koppexyus 003 npu NOCIeOVIOUUX YUKIAX TeYEHU

Toxcuunocrs

Koppexuns win oTcpotika 101ni

Femamonozuneckan moKcuNnocms 8 xede

nPEOBAyI{eo uKIa:
JLinTenssan neirponesns win rpomBoLronenns 4
crenchn, b0 TPoMBOLHTONEHHA ¢ KPOBOTEUSHHEM

25%

B cneayiomen uHKkae 103y
senpuiana crenyeT YMeHMIHTL Ha

Conepaanne Tpomboumtos < 30000/min nane AHH <
730/MKn B acHs BaccHua Goprezomuba (kpome anx 1)

Ornomuts ssencuue fopresomuba

Heckonkko orcpouex BeeaeHrs Hopreiomuba & 01HOM
unkae (>3 pas npi seeacHun 2 paza B HEAENO WK =2

Josy npenapata cHua&aioT Ha | erynens (¢ 1,3
s/ 10 1,0 mr/mt; 1,0 srds? 20 0.7 se/m®)

pa3 npH BaCaeHUH | pas B HEXenK)

HezeMamoo NeecKan mokcuynocms 2.3 cmenenu

[pumeHeHne  npenapars  OTKAAAMBAIOT 10
CHIKCHHA HETEMATOIOMMYECKON TOKCHYHOCTH
a0 | crencHM WM A0 MCXOUHOIO YPOBHSR,
[Mocae 3T0ro JICHCHHE MOKHO BOSOOHOBHTL B
no03e, cHwaensod na | crynens (¢ 1,3 mr/v? a0
1.0 se/v®; ¢ 1,0 s/ ao 0.7 mr/m?). Tpw
pazauTHK  Heliponariyecko  Goan  Wuam
nepuibepHucckoil  HeponarMM, CRA3aHHON C
npumcHeHnesm  Gopresomuda,  BRCACHWE
OMCPEaHOR 1036 OTKAMIMBRIOT  WHAK
KOPPEKTHPYIOT /103Y, K&K onHcano B Tabanue 1.
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Jlononuurenstas anopManna o Meaaiase u IPeIHHIOHe NPUBMJIMTCE B HHCTRYRIHEX 1O
METHIHHCKOMY TIPHMEHEHHIO ITHX NPENapaTos. | 0
MuoxNcecmeennan Mueroma y nawuenmos, panee He NOIYYASHINX ACYEHUE, U KOMOPbIE

ABARIOMCR Kanouoamamu na npocedenue mpancniaanmaiunu CMEBON0BLIX KAICMOK

Pexomenoyeman dosa

Pexomennyemas HadannHas aoza Goprezomuba nNpH NpHMEHEHHH B KOMOHHAIMH C JAPYTHMH
JIeKapCTBEHHEIMA npenapatamu coctasuser 1,3 MOM M0 MOBEPXHOCTH Tena J18a paa B
HeAemo B Tewenwe 2 megenms (uEm 1, 4, 8w 11) C© nocaenyroumM nepepeiBoM
NpoAoTKHTRALHOCTRIO 10-18 anel, gro cocrapaser 1 uuot revenns. HeobXoammo nposect ot
3 210 6 TakuX IHKA0B. Mex 1y BRelenHeM Moce/IoRaTebHbIX 107 SOPTeIoMHda J0IBKHO NpoHTH
He Menee 72 4.

Koppekiio 1036 y NAlHedToR, KOTOPLIM MMOKA3aH0 NPOBEJIeHHE TPAHCIIANTAIME CTBOJIOBLIX
KACTOK, HCOOXOMMO IIPOBOANTH COrMACHO PEKOMEHIAIMAM, ONHCaHnbiM 8 Tabanue 1.
VEazaHus 1o A03MPOBAHMIO NCKAPCTBCHHBIX [PCIAPATOR, NPHMEHAEMBIX B KOMODHHAIMA ¢
Sopre3oMuGoM, IPHBCICHB! B COOTBCTCTBYIOMINX HHCTPYKIHAX 110 MEIMIMHCKOMY IPAMCHCHIID,
Peyuoueupyromian MHONCECMECHHAR Muea10Ma

Pexomendyeman 003a npu_nNpumMenenuy_ 8 _KoMOUNAYUU_ ¢ NeuIUPOSaNHEM _TUROCOMATHHMM

dorcopybuyuHOM

VKazauus 1o /03¢ M KOPpeKuMH 10361 Oopresomuba ONHCaHm BhIIE B [OApasaene
«MonoTrepanus».

[TermmpoBasHbI THIOCOMATBH KL JOKCOPYBHIIN PHMEHseTes B 103e 30 Mr/se B 4-biit aenb 3-
X HEAeJBHOrO 1MKIa  npHema OGoprezommba B BHAC  BHYTPHBCHHOH  mHdy3un
MPOACIAHTSILHOCTLIO | 4. cpaty nocie seaenns Gopresomnda.

Jlononuurensuas  MHGOPMALMS ©  NCTWIHPOBAHHOM  NHIOCOMANLHOM  JIOKCOPYOHIIHHE
MPHBOIHTCA B HHCTPYKIIHH [0 MCIHITMHCKOMY IIPHMCHCHHIO JAHKHOIO penapara,
Pexomenoyesan 003a npu npuMereniy 6 KOMOUNAYUN ¢ OCKCaMENAZonoM

VKazaHus no 03¢ M KOPpeKuMM 103kl Oopresomuba  ONHCAHB BRILC B MOAPA3ACHe
«Monotepanus».

Jlexcamerason NPUHUMACTCH BHYTPL B 03¢ 20 MI' B CYTKH B Jienb BBeacHns Gopresomuba n Ha
CICAYIOUIHIT 38 HUM JICHB.

JlononuurensHas KHGOPMAIMA O JACKCAMETAIONE NPHBOINTCA B HHCTPYKIHH 110 MCMIIHHCKOMY
MPHMCHCHHIO JIAHHOTO npenapara.

[losmopuas mepania MUONCECMEENNOT MUETOMb]

B cyuae penIuBa y NauneHToR, PAHEe OTRETHRLINX 13 Tepaniio GopTe3oMuboM (MOHOTEPAIHIO
WIH KOMOWHHPOBAHHYIO TCPanuio), HeoOXOAMMO HAHHATH TCPANMIO ¢ Camoil BLICOKOH
NEPCHOCHMON 103k1,

Va3 110 Z03HPOBAHHIO onHCans! B nojapasaene «Monorepamusay,



Panee neleyenan ManmuinOKemounas 1umpoma | 1R 10202

OMEHOVEM. )0 U NPUMCHEH coMON uu ¢ KCUM: ! M

QOXCOPYOUINOM ¥ NPEORNIONOM
Vkatanua no 03¢ H KOppekuMH J03ei Ooprezomn0a ommcanel BMIE B NOApasiene

«MonoTepanusy. Heobxoanmo nposecti 6 unksion tepaniu Soprezomubonm. B cayuae, ecnu y
NauHeNTa OTBET HA Tepanuio BIEpBbic Hal/NONAeTCR BO BpeMs 6-ro [HKIA, PeKOMEHIYETCH
npoBecTH emé 2 JONMOTHUTEILHBIX IIHKIA TEPANHH ITPEIapaToM.

B 1-nii fens kakaoro 3-X HelensHOro KA Tepanui Gopresomubom HeoOXOAHMO BBOIMTH
CACYIONHE NeKaPCTBEHIBIC MPENAPaThl B BHJC BHYTPHBEHHLIX Hudysuil: purykcamal 8 nose
375 mriv?, waknodocdamua B ao3ze 730 mriv? 1 gokcopyGrumm B goe 50 mriv’, [lpeaunson
npHHAMacTCR BHYTPL B sode 100 mr/v® 8 amm 1, 2, 3, 4 u § xawa0ro uMKna TepanuM
BoprelomnboM.

Koppexyus do3m 60 6peMs mepanuu paree Heaeyenoi Manmuiinok1emoynon 1umgpoms
[Tepea Ha%ManoM HOBOTO UMKAA JACHCHUA (KpoMe unkaa 1):

« Copepxanne TpombonuToB JomkHo OrTe > 100000/ MK 1 abcomoTroe uncno neitrpopuion
(AYH) = 1500/mKn

«  KoHueHrpaums reMornodnsa gonkua ourk = 8 r/un (= 4,96 Mmvons/in)

*  Heremarosornseckas TOKCHYHOCTE JIOKHA CHMIMTBLCA /10 | CTENCHH WIM [0 HCXOJHOro
yposrst, TIpit  pazsuTHy  reMaroNorHyeckoll  TokcwuHocTH 3. cremenn WM modoro
HErEMATOIOTHYCCKOTD TOKCHHCCKOro dexra 3+l crenesn, 3a UCKMOYeHHeM ueiiponarun,
sieueHne BOpTE30MHOOM CAEAYET NPHOCTAHOBHTE. YKA1aHNE N0 KOPPEKIHH J03bI PHBCACHH B
Tabame 4.

Tabauya 4 Koppexyus 0o3st 80 6pPEMR  MeEpanuu vy NGYUENMOE C PANEE HEICREHOU

MANMUUHOKIEMONHOU TUMPOMOT

TokennocTn Koppesuus wam orepousa 101kl
Femamonouseckan moKkcuunocmn:
* Hedfrponenns > 3 crencun © AMXOPAAKOR WK

HEITPOTICHHS 4 CTENesy MPOAQIKHTEALHOCTIo | TPHOCTAHORIEND Ha CPOk 10 2-X Hejeas 10
Gosee 7 el ColepKanHe TPOMBOUHTOR < MOMENTH, KOTJIA ¥ MamMenTa ByayT Habm01aThes
10000/ MK caenyiomme noxazatenn:  AYH = 750/mka,

conepranne rpombounron = 25000/mKn

* Ecan nocae NpHOCTAHOBKH  TCPAITHH
TOKCHYHOCTH HE PaIpCLUacTCcs 0 ONMCAHHBIX
BHILE NOKAIATCNCH, TO TEPAITHIO HEODXOAHMMO
NOAHOCTHIO NPEKPATHTh

» EciH TOKCHMHOCTE  palpewacTes 0
nokazatenedt:. AHH > 750/mkn conepkanue
TpomBoumror > 25000/mKn, To A03a npenapara
aomknd Otk cHwxena Ha | crymens (¢ 13
s/’ 10 1,0 sar/s® s ¢ 1,0 sar/w? 20 0,7 mo's?)

Tepanus  GoprezomuBom  Jomkka G

Cosepxkanne rpombonuros < 25000/min wan } OTA0®HTE BECACHHE [Ipenapara

AYH < 750/mxn » aeHn meesienna Soprezomnta

Hecemamonozuseckan moxcusnocms >3 | llpusicHcnme  NpenapaTa  OTKAMIMBRIOT A0
cmenenu CHIDKCHNA HCTEMATOIOMHYECKOR TOKCHUHOCTH A0




AHBSUAYA JUCCHY

ni

2 crenewn WM siae. Tloese ' atoro neucHme
MOAKHO BOZOOHOBMTE B 03¢, CHHAKEHHON Ha |
crynens (c 1.3 sr/m® 40/ 1,0 MPiae) wom ¢ 1,0 sr/a?
70 0,7 sr/v®). Npr passuTion sefiponaTnueckol
Goam  wnan  nepudepuyeckofil  HeHponarum,
CBNIAMHOR ¢ npumenennes  Bopreszommba,
BBCACHUC OHMEPEAHON 036 OTKIAALBAIOT WHIN
KOPPCKTHPYIOT 203y, KAK onucano 8 Tabauue 1,

Undopmanns o pexime posmposanus purykeumada, umkiodocdammaa, soxcopyGuumna u
NPEAHHIONA NIPHEEICHA B HHCTPYKIASX 110 MEAMIMHCKOMY IIPHMEHEHNIO FTHX ITPCIEpaTos.
Ocobsie zpynnst nayuenmos

Hanuenmut ¢ napywenusyvu dynkyuu noves

Crenens Hapyuienusa YHKIUHH N0YeK He BangeT Ha gapmakoknueTHky Goprezomnda. [oaromy
Juis DONBHLIX € NOYEHHOH HEAOCTATOYHOCTEIO KOPPEKLHH J03k! He Tpedyerca, [TocKobKY Anains
MOKET CHIAATh KORIEHTpauio Sopresomuda, To npenapar ciaeiyer BROATH [10C/E IIPOBEICHHS
Juamsa,
1 ? el

V naumentos ¢ HapywieHuAMH (GYHKUMH NEUYCHH JICrKOH cTencHH ne Tpedyercs HIMCHCHMS
HavansHoil 103w Crneayer nasHauats pexoMmenayemylo nosy. [Mammentam ¢ mHapyuwesuaMu
YHKIM NeHeHE CPpeanei  THREI0M CTENCHH CICAYET HA3HAYATL GopresoMub B YMCHBIICHHON
Jo3e (M. Tabauny 5).

TaGiuya 5. Pexomenoyemvie UIMCHEHUR NA¥QILNON 0036 Gopmesomuba ¥ nayuermos ¢

napyvwenurmu d)ynxuuu neyenu

Creners TAAKECTH
HapyweHHi ) S AT Havencnue nadaasHoi 1036
GrinpyOmna ACT
GYHKIUHKH TCHCHH
Jlerxas =< 1.0x BI'H > BI'H He tpebyercn
>10x~ 1,5x BI'H = mobas He tpebyerca
Cpennas >1,5x-3x BI'H mobas He tpebyerca
Tamcaan >3x BIrH mobas Tpebyerca  wasnavars  Oopresomud B

yMennueHHoi gose 0.7 Mrin’ 8 TeucHue
nepeoro  umkaa, Caeayer  paceMoTpers
BOIMOAHOCTE  YBRIMYEHHS 103 10
1,0 Mr/M® MoK nansHeHiee yYMEHBIICHHC
103k 10 0,5 Mr/M? 8 nocaeayIommx LHKIax
A BABHCMMOCTH  OT  NICPEHOCHMOCTH
NAUMCHTOM,

ACT = acnapraramunorpaschepasa
BI'H = BepxHas rpaHuia HOpMbI

Crocof npusenenus

bopresoMul sRIAETCH NPOTHEOONYXOAEREIM npenapartoM. [Ipr npHroToBACHHH pacTBOpa W
ofpaieHny ¢ nNpenaparoM  claeayer nposBaATE  octoponocTs.  Cheayer cobmonarts
COOTBETCTBYIOUIHE Mepbl acenTHKH. PCKOMCHIYCTCA MOAB3OBATKCH EPYaTKaMu W Apyroi
JAUMTHON OACKION VIR NPCIOTBPALICHNA KOHTAKTA ¢ xoxed. [Ipenapar neanis CMCIIHBATH ©

APYTHMH JIEKEPCTBCHHBLIMK CPEACTBAMM, 33 HeKmoucHHeM (,9% pacTsopa HATPHR XJI0PHR.



MRKIA| sULLk

Hpuzomosaenue pacmesopa 08 SHYMPUBLHNO0 66COCHUR

Copepwunoe daakona pacteopsior 8 0,9% pacrsope narpus x:lopli'::'ﬁt‘a KoJHueCTBE: 2.5 M~
U 03MpoBKM 2,5 Mr, 3 M~ Juis oauposki 3 mr 3,5 ma — aaw :roznpomm 3,5 wr.
KoHueHTpaims NPHIOTORICHHONO PACTROPA JUIA BHYTPHBEHHOTO BBeACHHS — 1,0 Mriv,
[purororieHusiii pacrsop Joaxed Owte npospaunsiM, [Ipn oOHapy®CHHH MCXaHHHCCKHX
BEJIOYCHMA WM HIMEHEHHA IBETA MPHIOTORICHHBIH PACTBOP HCNOB3OBATH HE/1b3A.
[Moayucunsiil  pacrsop  BBOAAT  [yTeMm  BHYTpHBCHHOH  GomocHOH — MHBCKIMH
NPOJOUKHTELHOCTBIO 3-5 cekyna wepes nepudepuyeckuil wan USHTPATLHLIE BCHOIHBIA
Karerep, KOTOpuI 3atem npoMeiBaioT 0,9% pacrBopoM HATPHA XJIOPHA LIS HHBCKUHE.
IHlpuzomosnenue pacmeopa 018 ROOKONCHO20 66¢0EHUA

Coaepwmmoe hrakona pacteopsior B (9% pactsope Hatpus X:10pHia 8 komwsecrse: 1.0 M —
ans gozaposku 2,5 Mry 1,2 M~ uis Jo3uposke 3 Mr: 1,4 M — v nosuposks 3,5 Mr.
KoHueHTpauns npuroToRNEHHOTO PACTROPA 71K NOJAKOKHOTO BRCACHUA - 2,5 MI/MIL
[lpurorosicunsti pacteop aonaeH Obith npospaynsn. [lpn obHapyxeHHH MCXAHHMECKHX
BXJIOYEHHIT HIH HIMCHCHUS LBCTA NPHIOTORACHHLI PACTBOP HCIIOILIOBATE HEJIB3A,
[lonyuennsiii pacTBOp BBOAAT NOAKO#HO B obnacTs Oenpa (npasoe uan nesoe) win B obaacTh
AHBOTA (cnpasa wiaM caesa). HeobX0HMO NOCTOAHHO MEHATH MCCTO BBCACHMH (Ipenapara.
Kasaas nocacayioman MHBCKINA J10/KHA BBOJIHTECA HA PACCTOAHNH Kak MHHHMYM 2.5 cM OT
MecTa npeasytymei wHbekuun, Heabis BBOJMTE npenapar B WYBCTBHIC/AbHLIC 007acTH,
nospexaenise obnacTH (MOKPACHCHMA, CHHAKK), & Takke B 00JaCTH. /I BBCACHHE MHIALI
IATPYAHENO.

B c/iyyae BOIHHKHOBEHHS MCCTHBIX PEaKitiil 8 001aCTH NOAKOKHOIO BBE/ACHHS IIPCIAPATA MOKHO
HCNONBIOBATE MeHee KOHICHTPHPOBAHHBIN PACTROP V1% HOAKOKHOIO BBeacHHA (| Mr/mi BMeCTO
2.5 Mr/ma) wian nepeiiTi Ha BEYTPHBCHHOS BBCJACHHE npenapara.

llpusmevanue: Tlocne pacTBOpeHHS NPCNapara, FOTOBRIA PACcTBOP MOAHO XPaHWTH NpH
remneparype se suime 25 °C B opurusaibHom duiakore win B mmphie ne Gonee 8 1.

Iobounoe neiicrane

Cepbe3nbie HOKEAATELIEE PEaKIHH HeUACTO Hab/OAICH BO BpeMa Tepamik Hopresomubon
H BETIOUATH CEPASHHYIO HEJ0CTATOUHOCTh, CHHAPOM JIHIHCA OITYXOMH, TCTOMHYK) IHIEPTEHIHIO,
cHIIpoM oGpaTHMoit saiel smueharonatin, ocTpiic Ay IHLIe HEPHILTPATHBHBIC JICTOYHLIC
3abosicnanusi. Kpome T0ro, B peakux ciydasx Habmojanach BETCTATHBHAA HEHpONaTHA.
HaubGonee 4acto so spems Tepanin GopresoMuboM OTMECHATHCH CACAYIONME HEXEIATEIbILIC
PEAKIMN: TOMIHOTA, JHAPes, 3aNop, PROTA, YCTANOCTh, MHPEKCHA, TPOMOOIHTONCHHS, AHCMHA,
Heitrponenns, nepudepHycckas HEAPONATHA (B T.4. CCHCOPHAS), rooBHAR GOk, MAPECTEINS,
CHHAKECHHE ANNETHTA, O/LIIIKA, Chillb, ONOSCHIBAKOMINA TEPIEC H MHANIHA,

Huse nepednciicnsl HeXenaTe/IbHLIC Peakiiui, KoTopsie ObUIH PAaciicHEHb! KAK BEPOATHO HIH

BOIMOMKHO CBAIANHKIC ¢ NpHMEHenHem npenapara. MrdgopMauns 0 HeReIaTeIbHBIX PCAKIHAX B
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rafuumiie 6 ocHOBaHa Ha O0bLEAHHEHHBIX JaHHBIX 0 5476 nauuenTax, u3 KOTopsix 3996 npunnman
MBHIAP ULLEY
npenapar 8 gose 1,3 Mrive.

Hewenarenbhple  peakiqy  CrpyninupoBansl 1o cncrcuuo-opraiu;uu' maccam : :'n qacToTE
noasacHuA, HacTory HeKenarensHLIX peaKiuii xnaccud)rumposam@gmmﬁ 'odb&;owgnj
wacto (Z1/10), wacro (Z1/100, <1/10), neyacro (=1/1000 n <1/100), peaxo (=1/10000 » <1/1000),
ouens peaxo (<1/10000) » yactora HensecTia (HaCTOTY HEBOIMOKHO OUCHITH 10 HMEIONIHMCH
nannaeiM). B Kasaoit HaCTOTHOH rpynne HexenaTelbHbie PeaKilH# NPCACTABICHBI B NOPAIKE
YMEHLIICHHE HX CCPBEIHOCTH.

Tabuuya 6. Hexceramexvnne peaKyuu y NAYUEHmMos ¢ MUONCECMEERROI MUEROMON, ROTVHABINX

Gopmesomul 8 MOnOMEPANUU U 6 KOMOUNGYUN.

Cucremuo- Yacrora Hexeaareannsie peakuny
OPrapui Kaace
Hudexuwnn u musaonn | Yacto OnoscuBaiommit repnec (B T4, AHCCEMHMHPOBAHHIMKA W
ofrransmorepnec), nHesMoHHa*, NPocToi repriec®, rpudxossie
ek

Heuacto Hudiexims®, Gakrepnanbhbie, BUpycHsic nRdexuns®, cencue
(8 TM, CEmTHMCCKMH OK)*, DpPOHXONMHEBMONHA, IEpnec-
sHpYCHAn Hndexuua®, repneTiteckuil MennuroaHuedaiur*®,
Gaxtepuemus (B 1.4, CTapIOKOKKOBAA), KUMCHL, [PHNN,
BOCTIANICHHE  NOJAKOKHO-KHPOBONH  KICTYATKM, MHDEKIHH,
ACCOUMMPOBAHHEIC C MPHMCHEIHEM MEAHUHHCKHX Npnbopos,
nudekumn  KoxH®, MHdexuMm  vXa®, cTapHIAOKOKKOBBIC
undrexumu, 3yOHBIe HHGeKImmN*

Penko Menunrur (8 1.4, Sakrepiaibibii). Dmuoreln-bapp-supycHas
MHPCKUME, FEHUTANLHLIA repRec, TOHIHAINT, MACTOMAMT,
CHHAPOM NOCTBHPVCHOR VCTANIOCTH

JloGpokasecTacnmsie, Penxo FNOKAYCCTBEHHBIC  HOBOOOPRIOBAHMA,  IAASMOUMTAPHKIF
WIOKAYCCTHCHHBIC ] NeHKO3, KapUMHOME [OYKHK, HOBOOOPAIOBAHHA, OMYXOAL,
HEYTOUHENHBIE rpuboBNIHBI MHKOY, 100pOKAICCTECHHBIC
HOBOODPAIOBAHKA Hosoodpasosarua*
(BXAIOMAR  XMCTHI M
TOIHIIE )
Hapywennn co croponst Ogens vacto | Tpombounronenua®, nelitponenus®, anesma®
KpoBu M anmdatisecxoit Yacro Jleixoncuna®, aumdonenna*
CHCTCMBI Hewacto MavumroneHus®, hebpuasian HETTPONEHHA, KOArYIONaTHS®,
| ACHKOIMTOZ*, AMMBAIEHONATHA, MEMOTHTHYCCKAR aHEMuA *
Peaxo JIMCceaHHHPORAHHOE RHYTPHCOCY McTOE caeprisanye (JIBC-
CHIAPOM), TPOMOOLHTOS, CHHAPOM [OBLILEHHON RIIKOCTH
KPOBH, HAPYIUCHHA CO CTOPOHE! TPOMOOUMTOR HEYTOUHCHHEIC,
TpoMBOTHHCCKAR MHKPOANTHOTATHA (m T
TPOMBOLHTONCHUYECKAR 1YPIYPa)* ™, HAPYUICHHA CO CTOPOHL
KPOBM HEYTOUHEHHRIE, rEMOPParHHCCKHil Anares,
JaumboudTapHas HHQWILTPALNA
Hapywenua ¢o croponnt | Hewacto Orex Ksunke®*, runepuyscTRuTenHOCTS
HMMYHHOR CHCTeMEL Peaxo AHaDUASKTHHECKHMA  WOK,  AMHAOWI03,  peakumH ¢
obpaosanues HMMYHHLIX komriexcos (Tun 1)
IHAOKPHHKBIE Heuacro Cungpom  Huenxo-Kviumura®, runeprupeos®, napywenme
HBpYIIEHNS CEKPEUMM AHTHIAKYPETHHECKOTO FOpMOKa
Peaxo ["unompeos
Hapymenns Ouens wacto | CHrmeHne anneTTa
merabonuiva u nuranus | Yacro O6ecasomupanne, PHIIOKAITHEMHS™, THIOHATPHEMUKA®,
WIMOHEIHE  KOHLICHTPatHH IIOKO3kI » Kposu®,
IHNOKATLIMEMHA®, HIMEHEHHE AXTHRHOCTH (epaerTon®




Hevuacro

CHHAPOM JIN3MCA  OTYXOAH, OTCYTCTBHME NPUOARKH Macchl
Tena®, runomardesmus®, |1 ernodocdaremus®,
THICPRAMMEMHA®,  FHICPKATLUMEMMUA®,  THIEPHATPHEMMUA®,
HIMCHCHME KOHUCHTPALIMN MOMEHOR  Kueaomil®, caxapunit
Anaber®, 3nAepRKR AHIAKOCTH

Peaxo

['uncpmarameMua®, aunio3,  HEpymicHHe | poamo-

ICKTPUINTHOrO  Ganawca®,  wbkTouMOE  HAKOIICHNHE |

AHIKOCTH, THIOXTOPEMHA®, THNOBOACMME, IHOIKPXAOPEMUE®,
runepdocdaremus®, Hapyumckne odmena seuecTs, AeduumT
BuTaMuHoB rpynnet B, aedwmuner gwramuua B2, noxarpa,
NOBLINCHHLIA ANNETHT, HENEPEHOCHMOCT L WIKOTD/IS

TTeuxnyeckune
HapYLIeHHS

Yacro

PaccTpoHCTBa2 M HAPYUWICHNA HACTPOCHHR®, TPCBOKHOCTE,
PACCTPONCTRA H HAPYIICHHA cHa*

Hevacro

MaseHenna  NCHXHUECKOro  cratyca®,  rawnoumHanme®,
NCHXOTHYECKOS  PACCTPONCTBO®, CRYTAHHOCTE  COIHAHMR®,
BOFOYRKACHHOC COLTORHUE

Peaxo

CyHumaaibisie Mucan®, paccTpoficTse azanTaimn, AeTHpHii,
CHHAEHHE TMOHI0

Hapywenns co cropotst
HEPBHOR CHCTEMBI

Oyens yacto

Heliponarus®, nepudepuyeckas cencopuas  Hefponarus,
AWIECTeIHS*, HERpanws*

Yacto

Haurarensnas  weliponarua®, noteps  coamanus (B T
oBMOPOK), rONOBOKPYKEHHE®, HIBpaLLeHHe BKYCA®, BRIOCTSH,
roaosuan Gons*

Hewacro

Tpemop, nepuepryccxas  CCHCOMOTOPHAA  HEHPONRTHA,
ANCKHHEIHS®, HAPYIICHME DPABHOBECHMAY, LOTCPA  AMATH
(Hekn,  aesmexim0)®, smuedaronatis®, cuapom  aauei
obpaTHMOii auuedaronatHr*?, HERPOTOKCHUHOCTS,
CYNOpOrn®, NOCTIEPNETHYCCKAR HEBPAIrHA, PaccTpoicTBO
peun®, cHapoM  «OeCHOKOHHBIX HOM», MHIPeHb, HINHAC,
HAPYILCHHE  KOMUCHTPALMM  BHHMAHWN, NATONOMMHCCKHE
pedexcht®, napocMua

Penko

Buyrpumosrosoe KpOBOHINHAHKE ", BHYTPHYCPEITHOE
KPOBOMINMAHKE (B T4, CyDapaxROMIANLHOC)®, OTex MOMQ,
TPAHIHTOPHAA  HMIDCMMHECKAR  araka,  koma,  ancBananc
BOPCTATHBHOMR HEPBHOMR CHCTEMBL, BEMCTATHBHAA HEAPONaTHS,
napasud  YepenHnX  Hepson®,  napaauv®,  napes®,
NpeAoBMOPOMHOE COCTORNME, CHIAPOM NOPIKCHHA CTBONA
MOSEA, HAPYLUICHHE MOITOBONO XPOBOOOPALIICHHA, KOPCHIKOBbI
CHIAAPOM, NCHXOMOTOPHAR THICPAKTHEHOCTL, KOMIIPECCHA
CIMHHOTO MO3TE, KOTHHTHEHBLIC PACCTPOACTEA HEYTOUNEHHIE,
PACCTPOIICTBA JIBIKCHUIL, PACCTPOACTBA HEPBHOH CHCTEMBI
HCVTOMHCHHBIC, PAUMKY/INT, CNOHOTEYEHHE, THITOTOHHS

Hapywenus co cropoust
Oprana IpeHns

Yacro

Orek raar®, HapyucHus 3peHua®, KOHBIOHKTHBNT®

Hesacto

Kposowsamaume 8 raa3®, undexumy Bek®, xanmmon®*,
Gnedrapur®®, BOCOANCHHE T183%, AMIVIONWA, CyXocTs raas®,
pasapakenne rnaz®, 604 8 112X, YCHIACHHOC CIEI0TEYEHHE,
BLUIC/IEHHA H3 183

Penxo

IMopaxkenne porosuus®, 30GTanLM, PETHHHT, CXOTOMA,
NopaKeHHe ral (B T.49. BEX) HCYTOMHCHHBLIC, QAKPHOALCHNT,
caetofomine,  Goroncus,  omrMyeckas  weHponaTha**,
PALIMYMEIC CTEICHM HAPYLLICHHA 3PEHHS (10 caenors!)*.

HapyueHus ¢o cTopoHn

oprana cayxa
nabupusTa

Yacto

Bepruro*

Heuacto

Henoauas rayxora (8 T.4. 3804 8 VIliax)®, Hapywesse cayxa
(10 rayxorst), auckomdopt B obaacTu yxa*

Peaxo

Kposoreuctue, sectubyaupuit HeAPOHWT, nopakeHue yxa
HEYTOYHEHHOE

Hapywenns ¢co cropoxsl
cepaua

Hewacro

Tamponaza  cepaua*®,  KapanomyasMOHApHBIA  wWOK®,
puGprwuimian cepaua (8 T4 GuSprIALMA  NpeRcepanit),

CEPACUMAA  MEJOCTATOMHOCTL (B T4, JICBOTO M HPABOrO
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cepaueOMeHn,  CTEHOKApIMY,  DEpHKApaMT (B T.4.

IKCCYJATHRHLIA nepuxkapanT)®, - | KEpAHOMMONATHE®,
AENYAOUKOBAA AHCHYHKUMS®, Dpaawkapana

KeTYA0MKOB)®,  apHTMMA®,  TANXMKapAMA®, | QUIYIUCHNHE

Peaxo

Tpenetanme  npeacepamit,  wndapkr’ ' MHOKapaa®,
atpropenTpukyapian  Gaokama¥,  cepACHO-COCYIHCTHC
Hapywenus (8 TN, KAPAMOreHHWH  [NOK),  apHTMHA
HCAVAOUKOBAA  TAXMCHCTOIMYECKAS  THOA  GIHPYITH,
CTEHOKAPAHA HeCTABH/ILHAS, 33601eBaNHA KAANaHoB cepana®,
KOPOHAPHAR HEAOCTATONHOCTE, OCTAHOBKA CHHYCOROTO yina

Yacro

IToHHAKEHHE APTCPHANLHOIO ARRICHHAY, OPTOCTATHYECKAS
THIIOTCHIKA, TOBLILICHHE APTEPHANLHONO JasiaeHns®

Hevacro

Hucyaer*®, Tpomboz  raybokux  Bew®,  kpoeoteudenme®,
TpomGodietnT (B T.M. NOBCPXHOCTHAIN), LUHPKYIRTOPHLIA
KOMIANE (B T.%. MHO0BOACMUYCCKMl 100K), fneluT, npruansm®,
resaroma (s 1M nepupesamHas)®, CHWKCHHE

nepudeprUecKore KporooOpaIeHHA®, BACKYIHT, FHNEpeMHi
(B 1.4, OKY/IHpHas)*

Penko

Imbosms nepudepuyeckix cocyaos, aumdeaema, GaeaHoCT,
IPHTPOMEINUINHA, BATOAHAATALNA, HIMEHEHHE OKPACKH BeH,
BEHOTHAR HEAOCTATOYHOCTS

Hapyuwenus co croponst
JABIXATEALHOMA CHCTEMU,
OPrANOL IpyAHOR
KISTKH H CPEIOCTCHUA

Yacro

Oauimka®, HOCOBOE KPOBOTCHCHMC, MHPEKUMN BEPXHMX M
HIKHHX IMXATEAbHBIX myTei®, kamens*

Hesacro

Jlerounas amGoNNa, IWICBPAILHMA BRINOT, OTCK JCTKNX (B T.49,
OCTPBIf),  JAeTOMHOE  WIBBCOJAPHOE  KPOBOMIIHMAHWC**,
GPOHXOCHAIM, XPOHHYECKaR o0CTPYKTHBHAS GoneiHb Aerkux®,
FHITOKCEMMA®,  JAMOMKCHHOCTh  JILIXATEALHBIX  NyTel®,
FHITOKCHA, TUICEPHT®, MKOTR, PHHOPER, ANCOHHA, CBHCTALLECe
JIBIXAHHE

Peaxo

Jwxarenuian HEAOCTATOMHOCTS, OCTPAIN  PECTHPATOPHLIH
JHCTPCCC-CHHIPOM, AnHO9, MHCBMOTOPAKE, ATCICKTAS,
ACTOYHAA THICPTENIHA, KPOBOXAPKAHBE, THICHBCHTHANIIMS,
OPYOIHOY, NHEEMOHHT, PCCMPATOPHBIA ANKAI03, TAXMIHOI,
dubpo3  NerkMx, HapymeHus o cropount  Gpomxos®,
FHITOKANHAS®,  HHTEpcTHIMANLHOE  Jabonepanue  NErKux,
WHWILTPAIHA JCTKHX, HYBCTBO CTECHEHHS B rOpae, CYXoeTh B
TOPAE, NOBLULICHHAR CCKPEUMA B BEPXHHX JRIXATEILHBIX
AYTAX, PAVIPWKENHE TOPIa, KAlACBOH CHHAPOM BCPXHMX
JABIXATEALMBIX IYTEH

AeayaouHo-KHIeuHbIe
HAPYLUIEHKHA

Ouens vacTo

Tomnora*, psora®, anapes®, sanop

Yacro

Kpororewenwe w3 KKT (B Tu. kposoTeucHue CHMIHCTOR
OGONOUKH)®, JIHCNENCHN, CTOMATHT®., HAPYIUCHHE TOHYCA
AKKT, Gone 8 obnactn ropaa u raorku®, Goan B obracT
AMBOTA (B T4 aexyaodno-kmmesnas Sone w Goas B
CE/ICICHKE)®, HapyUICHHH CO CTOPOHBI POTOROH nonOCTH®,
METCOPHIM

Heuacro

[MankpeaTwy (8 T.4. XPOHMHECKHI)®, pROTA KPOBLID, OTEHHOCTH
rv6*, oberpykums JKKT (8 19, KMieunas HENnpoXoanMocTs
(BKI0YAR  HENPOXOAMMOCTE  TOHKOIO  KMIIEWNHKA))®,
AMCKOMIOPT B MMBOTE, HIBAIMICHHA CAMIHCTON 0BOAOMKH
NOAOCTH pra*, IHTEPHT®, racTPHT®, KPOBOTCUCHHE HI ACCCH,
racrpoxsodareansian pedunokcsas Goaeans®, xoaMT (v T,
fceBaoMeMOpanosHBit  KoauT)®,  MUICMHYCCKHH  KOAMT**,
poCnancHue cananeroit obonouku KKT®, ancdarus, curapom
PALAPAKCHHOND KHIICUHHKA, HapywieHns co cropous KKT
HEYTOMNEHNKIE, HATET HA NILIKC, HAPYWIEHHE MOTOPHKH
JKKT*, napymeHns co CTopokl CIOHNLIX Kene3*

Penko

Octpuii  nankpeaTiT, nepuronnT®, OTEK A3WKA®%, acuMT,
30harnT, XeINT, HEACPKAHWC KANL, aTOHMA  AHIILHOID
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chunkrepa, ekanoma®, mmsmeum " nep(popauun
KENYIOUHO-KHIIEYHORO rhneprpodms | necem,
MEraKOION, BBIAC/ICHHS W3 npnuon KHIUKH, OOSMIeHHe
soaakipeit B raoTke®, Gonn 8 ryﬁax TIEPHOIOHTAT, aHATLHAR

TPCUIHHA,  HIMCHCHHE  PHTME  Ac(esatms, . MPOKTRATHA,
HAPYIICHHA CTY/IA -

Hapywienns co croponsi
TICHEHH M
HETUCBLIBOASLIMX Ny TCH

Yacro

H3IMCHCHHC ARTHBHOCTH NCHCHOMHBIX obcpucmos‘

Hevacro

FenaroToKCHYHOCTE (B T4 NEYEHOUNNIE  HAPYLLEHHS ),
renaruT®, xonecTal

Peako

[eveHounas  HEAOCTATOMHOCTL, TCHATOMCTAIHA, CHHAPOM
Banna-Knapy, uMTOMEranoBUpyCHEI ICNETHT, NCYCHOYHOC
KPOBOTCHCHHE, ACIYHOKEMCHHAR Goeans

Hapywmienua co cTopotsi
ROWM M NOJIKOAKHEEX
TKAHCI

Yacro

Chinb®, 3ya*, IpHTEeMa, CYXOCTh KOXKH

Hevacro

MyueTHhOPMHAR SpHTEMA, KPANHBHULA, oCTpstit (hebprabubiil
HeHTpodHALHLIE  AepMaTo3, TOKCHYECKan KOKHAA  Chillb,
TOKCHYECKHH  SIHACPMATLHLIA  HeKpoM3*®,  CHHAPOM
Cruscnca-/Dxoncona*®, nepmariT®, M3MCHCHHE CTPYKTYPH
BOAOC®, TICTCXHA, JIKXHMOZ, TMOPEXCHHC KOXKM, NYpNypa,
HOBOOOPRIOBAHMA KOMM™, [COPHAL, FUNCPIWIPO3, HOMHAR
NOTAMBOCTS, NposeaHH®®,  yrpesan  coink®,  soaasipu®,
HAPYIICHHE ITHIMCHTRLNN Komu*

Penxo

Peakitmn co CTOPOHBI KOMH, JHMpouHTapHas uudranTpaums
JlkeccHepa,  JALOHHO-NIONOUIBEHHAN  IPHTPOIHICCTEIHA,
NOAKOKHME KPOBOTCHCHWA, CCTHATOC JIMBCAO, HHIYPAIMA
KOWM, MAnyid, peaximy $poro HyBCTBHTEARHOCTH, cebopes,
XOAOAHBA (10T, NOPEKCHAR KOKH HEVTOUHEHHBIE, IPHTPOL,
HI8bI KOAH, DOPEACHHE HOITER

Hapyuwenus co cropossl
MBIUCHHOMR, CKEACTHOR H
COCAMHHTEIRHON TKAMK

OHens qacTo

KoctHo-muituennsie tonn®

Yacro

MbiteHHBie cnasmnl®, 60M B KOHEHHOCTAX, C/1a00CTh MBI

Hevacro

Mullieussle  NOACPIMBANMA, OTEKM CYCTABOB, ApPTPHT®,
TYFONOABMANOCTL CYCTABOB, MHOTIATHA®, OLILVICHHE THKECTH

Peako

PaBaoMuonms, CHIAPOM BHCOUHO-HHAHEYSIIOCTHONO CYCTaRd,
ducTyna, cycrasuol BuMoT, OOk B NEIOCTH, KOCTHMIE
HAPYIWEHHR, HHMEKUMH H BOCHANEHHE KOCTHO-MBIICHHON M
COCAMHHTENLHON TKAHH®, CHHOBHATLHBIC KHCThI

Hapyuienus co croposs
NOMEK ¥
MOYCBRIBOMAIUIMX Ty TER

Yacro

Hapyiwenne hyuxuny novex®

Hewacro

OcTpas noYeHHas HEMOCTATOMHOCT, XPOHHYECKAR NOYEYHAR
HCAOCTATOMHOCTR®,  MHCKIMN  MOMCBBIBOARIMX  1YTER®,
Wano0sl CO CTOPOHBI MOUCBLIBOARILNX 1YTER®, remarypas®,
JAACPIKKE MO, HAPYLICHNE MOMCHCIYCKAHHN ",
MPOTCHHYPHA, RIOTECMHUA, OJIMIVPHE™®, O/LIAKHYPHS

Peako

PazipaxeHHe MOMCBOFO MYIbips

Hapyuienus co croposst
PENPOAYKTHBHOA
CHCTEMBI M MOIOUILIX
wenes

Hevacro

Barupaapunie  KposoTeverns, Ooak B TEHHTAIMAX®,

IPERTIILHAS ANCHYVHKIIHA

Peaxo

Hapywenne  dynkumn  suuek®, NpocTardT, HapyiueHHe
byHkun  MoaouHoR  keness, GOACIHEHHOCTE  MPHAATKOS
AMYCK, OnMAnanmuT, OGoas 8 ofnactm  manoro  Tasa,
HIBAIAWICHHMC BVI/ILBLI

Bpoauiennnie, cemehtnie
W FCHETHYCCKHE
HAPYILICHNA

Penko

Anaazun, manshopmanns KKT, nxrnos

Obumme HapyweHHs 1
PCAKLMK B MECTE
BBEACHHA

Ouens 4acTo

TTupexcus®, MOBLILEHHAS YTOMISEMOCTL, ACTCHHA

Yacro

Orexn (b 1.9, nepudepryeckne), 03nod, Hoan*, auckomdopt*

Hevacro

Yxymnenne obmero (HInyeckoro 310possa®, oTex Auua®,
PeaKuMM B MECTE BBECACHMA®, HAPYLUEHHMA CO CTOPOHM
CAMIHETIX oBonovek®, Goak B 0DNacTH rPyaM, HapyucHHE
MOXOAKH, OULVINCHNE XOM0JA, IKCTPABAIALMA®, OCHOKHEHHA
OT TIPUMCHCHWA KareTepa®, WIMEHEHME YYBCTBA KAKILI*,
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e N
auckompopr B obnacTu TPYAH, OULYHICHNE HIMCHCHMA
YeMIepaTYpyl Tena*, G0b B MeCTE BBEICHNI® HE
Penxo Cwmepts (B T.4. BHESAIMAR), NOAHOPFANHAS  HEAOCTATOUHOCTE,
KPOBOTCHEHHE B MECTE BEEICHMR®, IphbKa®, Wapywenwe
NPOLCCCOB  RUKMBICHNS®, Bocnanenwe, (Gaedur B Mmecte
sieacHHA®, BONCIHOHHOCTD, —  HILABBICHME -
PAIAPAKNTCILHOCTH, HekapaHanbHas Goas & rpyam, o b
MECTE BBCICHHA KATCTCPd, OULYUICHHE HHOPOAHOIO Te/a

JlaboparopHsie # Yacro [Monwkene Maccr Tena
HHCTPYMEHTRILHbIC Hewacro I 'wnepOuanpyGunemus®, mimenenue Ge/KOBLIX Nokasarenci®,
RETITI YBCIMYCHHME MACCH TEAd, MIMEHeHHe nokasatesiell Kposu®,
nossieHne kouuentpauny C-peakrusioro Genxa
Penxo HimeHenwe COACPWEHWA Ta30B B KposH®, HIMEHEHHN

KapanorpamMmel (B 7.4, yeeansenmne syGua QT)*, uamenenne
MEAIVHAPOIHOID HOPMANHIOBAHKOIO OTHOWENH: (MHO)®,
nowkeHe pH KeAya0MHOIO COKA, YBECIHYCHHE arperaiuu
TpoMBOUMTOR, NOBLILEHHE KOMUSHTPALLHM Tponowuna |,
OGHAPYRCHHE BHPYCOB W HIMEHEHHE CEPOTIOrHH®, HIMCHCHHS
B anannie Moun*

Tpasmid, uHToKCHKaMy | Hesacto T laneHHR, KOHTYIHH

W OCHOKHEHRS nponeayp | Peako TpanchyIHOHHBE  peaKiMn.  NepesioMsl®,  PHIMIHOCTS®,
TPARME JIMIE, TPABMBI CYCTABOBY, OO, paspeissl, 6oL BO
BPEMA TIPOLICIYPh, PAAKALHOHHOE NOpwKeHHe*
XHPYPIHHECKHE H Peaxo AxTHsauns makpodaros

MeanumHckne
Npoleypsl

* CrPYNIHPOBAHO HOICE DAHOTO TCPMMHIL, COIMACHO KiaccHPHxatmn MedRA
* *HCKCATCABHEIC PCAKIMH, BLIABACHHLIE B NOCT-MAPKETHHTOBOM NEPHORC

Hauuenms: ¢ MGRMUEIKOKAEMOMHOU AUMPOMOIL, panee He NOAYNAGIIUE TeNeHue

[Mpodmae Gezonachoct Goprezomuda, mayuapimmiica y 240 naluMeHToR ¢ MAHTHHHOKIETOUHOI
anmdiomoil,  kotopeie  npuMenaan  Oopresomud B komOMHauMM ¢ puTyKCHMaboM,
mkaodocthasmiom, aokcopybummuon u npemnuzonom (VeR-CAP) no cpasnenwio ¢ 242
NAMCHTAMH, TONYHABIIMMKM PHTYKCHMAD, umknodpochamun, KokcopyOHUMHE, BHHKPHCTHH H
apeauzon (R-CHOP) B 1ea0M cooTBETCTRYET HAOTIONAEMOMY ¥ NAUHCHTOB ¢ MHOKECTBECHHOH
MHEIOMOH € OCHOBHBIMH  OTIMYHAMM, NEpedHCIeHHBIMH  HEAe,  JIONONHHTENBHEIMK
HEXReNATENLHLIME  PeaKiMAMH, KOTOphbie ObUIM  HACHTHOHUMPOBAHLI KAk CBA3AHHBIE C
npuMenennen xomburnposannoit Tepamny (VeR-CAP), Guumt nndexuns supycom renarira B
(<1%) u smemua Muoxapaa (1,3 %). Yacrora ykasanHeIX HeXenarenbasX peaxunit Opua exoxa
8 o0eHX rPyNIax, 4To YKa3nBacT Ha TO, 4TO ITH HEKEIATeIbHLIC PCAKIlHH CBA3AHL! HE TOILKO ¢
npusenenieM GoprezomuGa, IHAYMMBIMH OTIHYHAMH Y MAIHCHTOB ¢ MAHTHHHOKACTOUHOH
aMQOMOI M0 CPABHCHMIO ¢ NAUMEHTAMH B HCCICIAOBANHH MHOKECTBEHHON MHEIOMBI ObiH
NOBLIICHHAR HacTOTA (Ha >5%) HeXenaTenbHBIX PeaKitil Co CTOPOHLI KPOBH (HEHTPONCHHA,
TPOMOOLMTONCHMA,  JeAXonenus, ameMus, AMMQPONEHHR). nepHdepuucckan ceHcopHas
HEAPONATHA, THICPTEHINK, MHPEKCHS, THEBMOHHA, CTOMATHT H HAPYUICHHR CO CTOPONL! BONOC,
HemxenaTensinie peakimn, ¢ Hactorolt 1%, co cxoxeil vactoToit wim seitue 8 rpynne VeR-CAP
H € KaK MHHHMYM BOIMOKHON WIH OpeAnonaracMod NpHYHHHO-CIEACTBCHHON CBA3BIO ¢

komnouenTamy VeR ~CAP yxasanm mioke 8 tabauue 7. Takme BKIOMCHBI HEACIATEILHEIE
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peaxumu, sairitednnie 8 ipynne VeR -CAP, koropbie Obuin PACUCHCHbI HCCaC10Ba

TCIAAMH Kal(.
~A K

HMEIOIHE BOIMOMKHYHY HIH NPSUNOIArEcMYH TPHYHHHO-CICACTBCHEYIO CBA3L C NPEnaparoM

VALL

Goprezomnba Ha OCHOBAHUN HCTOPHUCCKHX AAHHKIX HCCIRIOBAHMI MHOKCCTBEHHOMN MHEOMEL

Hemenareapibie Peakitin  CrpyniHpOBaHB 10 CHCTEMHO-OPFGHHMM K1accaM H  9ACTOTE

NOKBACHUA. YacToTy HemenaTenbHbIX peakimii KnaccnpuumpoBaTH CETYIOMNM 00paI0M: 049eHb
gacto (=1/10), wacto (=1/100, <1/10), neqacto (>1/1000 u <1/100), peaxo (>1/10000 u <1/1000),

otens peako (< 1/10000) # yacrora HeH3BeCTHA (HACTOTY HEBOIMOKHO OIEHHTH N0 HMEIOUHMCS

AannbiM). B xaxnofl HacToTHOR Ipynne HEACIATe/IbHbIC PEAKUHE NIPCACTABICHN B NOPAIAKES

VYMECHBLUICHHA HX CEPREIHOCTH.

Tadauya 7. Hexmceramenvnwe peaxyuu y nayuenmo6 ¢ MaumuinoKTIemoyHou Jumpomol,

noxywaeuiux mepanuo VeR-CAP

CucereMuo-oprannsii Kaacc Yacrora Hexeaateannbic peakunn
HHperumu n nHBazum Ouenn “acTo | neamonna*
Yacro Cencue (B 1.y, cenruiecknil 1OK)®*, ONOACKBAKOMIHI

repnec (B T, JIHCCEMHHHPORBAHHBIA "

ofrassmorepnec),  repnec-eupycHas  mHpexuua®
Gaxtepuaneupic whekun®, underumn  BepxXHHX M
HIAKHMX JIbIXATCIBHBIX NyTei®, rpubxossic nudexunn®,
NnpocToin repoec®

Heuacro I'enatur B, undexima®, GporxonHesMonms
Hapywenus co croposst kposy | Ouens wacto | Tpombounronenus®,  ¢ebpuwisnan  HediTponeHus,
# AnMaTHHCCKOH CHCTEMBL neltrponenns®, nefikonenms®, anemns®, tumbonenns®
Hewacro [Masumroncuns™®
Hapymctns co cropossl Yacro [CHIepYYBCTBHTEIRHOCTS
HMMYHHOR CHCTEMB Hewacrto AHaDHIBKTHHECKHE PCaKIMM
Hapywenns meraGommama M Ouenn vacTo | CHIKeHue anneTwra
MHTAHHA Hacro CunoxaaueMus®, HIMeHeHHe KOHUSHTPALMKM  [IOKOSH
b KpoBH*, THNOHATpHEMMA®, caxapuuii anaber,
HJICPAKS KHIKOCTH
Heuacro CHHAPOM JIH3HCA OITYXOTH
FcHxHIeCKHe HAPYIICHHS Yacto Paccrpoiicrsa u napyuienms cha*
Hapywenus co cropornl Owerin uacto | [lepudepruccxas ceHCOPHAR HERPONATHS,
HEPBHOA CHETEMBI amiecTeana®, veaparua®
Yacro Hefiponatuu®, asdrareabHas  Hedponatna®. noreps
cosnanma (8 1.4, obmopok), aunchatonarus®,
NePHHECPHHCCKAR  CCHCOPHO-MOTOPHAR  HEAPONATHA,
rONOBOKPY®REHHE®, WiBpalende BKyca*, asToHOMHAR
HERPONATHA
Hesacto JncBananc sereraTHBHOR HEPRHOH CHETEMR
Hapyuesus co cropons Yacro Hapymeume spesns®
OpIaNd 3peHns
Hapyumesus co cropoks Yacro Cayxosas IH3CCTCINA (8 T.4. wivm 8 vuax)®
Oprama cayXa M JabupHNTa Hesacto Bepruro®. cHykenme cyxa (10 ravxoTst)
Hapyuenus co cropomid Yacro Mubpranaums cepaua (8 .4, GUOPHIINIAA
cepiua npeacepanit), apuTMHa®, cepaetHan HeIOCTATOMHOCTE
(B 7.5, ICBOTO W MPABOTO KCAVAONKOB)*, HIICMHA
MHOKAPAL, THCDYHKUMSE KEAYI04KOB*
Heuacto CepaeiHo-CoCYAMCTLIC HAPYLIEHMR (B T.4.
KapAHOrenubii oK)
Hapytienus ¢o cToponu Yacro Paneprensua®, MnoTenIHa®, opTocTaTHHeCKas
COCYA0R FHIIOTEHIHA
Yacro Oasika®, Kawens*, HKoTa
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Hapywenus co croponsl Heuacro Octpeifl pecniMparopil it AHCTPECC-CHIAPOM; ACroMHan

TIBIXATCBHOIN CHCTEMBI, IMBOIHA,  TTHEBMOHHT, AeroyHas mnep'nemns. oTex
OPraHoR rPYAHOH XACTKH W NerKHX (BKL. OCTPBIA) !
CPEAOCTCHHA v
Keayaouno-xuieunnie Ouens yscro | CHMITOMBI TOMKOTLL 1 PBOTH®, Anaper®, cromaTur®,
MAPYLICHHA SANOp

Yacro KTV AOMHO-KHIICYHOE KPOBOTEHCHHE (B T 4. CAHINCTOM

obonoysn)*, B3Iy THE KHROTA, AMCnencus, 6ok Bo pTy
n raorke*, ractpur®. A3BE poTOROH  monocT®,
amckomBopr B oGnacTH HMHBOTR, aHC(arus,
BOCTUVICHHE JKES/TYI0MHO-KHINCYHOTO TpakTa®, Gone B
WHBOTE (B T.4. AeayKouHO-KHucuHas Goan w Gone B
CeNE3enKe)®. HAPVILIEHHA 8 POTOROR N0A0CTH™

Hewacro Konur (8 T.4. nceagomembpanozueiit konur)*
Hapyvinenna co ctopounnt nevens | Yacro ' enaToTOKCHUHOCTE (B 7.4, NEYEHONHIIE HAPYUICHHSN)
HOKCIHCBBOAR LN yTe# Hevacro [Te4eHoMHAR HEAOCTATOMHOCT
Hapywenns co cropors komu | Ouens vacto | Hapyuwerms co cTopoxst sasoc®
M NOAKOAHBIX TKAHSH Yacto 3yva®, nepsarur®, cune*
Hapywenus co croponsl Yacro Crasmel mpitn®, 600s 8 Mutax®, 6ok 8 KOHEUHOCTAX
MELIEIHOH, CReeTHOH |
COC/IMHHTEILHON TKAHW
Hapyuenus co croponst novex | Yacro Hndexumm Movesuisoasiumx nyrei*

M MOUCBBIBOAALMX Ny TeiR
O6mue napywmenus u peakimy | Ouens, wacto | [lnpekcus®, yeranocts, acrenns

B MECTEC BBC/ICHHS Yacro Orex (8 1.4, nepuibepuueckuit), 031000, peakumu 8 MecTe
speaenna®, obuee Heaomoranne*

JlaGoparopnsie u Yacro MunepGuanpybunesna®, wavenenne  Genkossix

HHCTPYMCHTRILHKIC [IAHHIE NOKAMTENCH®, CHIKCHHE MACCH Tea, YBEIHYeHHe
MACChl TeNa

* Crpynnuposano Donee 0HOrO TepMHHE, cornacHo knaccudmxannn Med RA

Hawuenmsi ¢ pequousupyouieit ManMmuitHoRACMoYRou 1umgpomoi

Iokazarean GezonacHocti GopresoMnda ¥ ITHX MAIHEHTOB OBUTH CXO/IHBL € COOTBETCTBYIOLIHMH
MOKAIATCANMH ¥ TAIMCHTOB ¢ MHOKCCTBEHHON MHENOMON. 3HAUNTENLHLE PAITHYHA MEAILY
ABYMA TPYNNAMH HALUMEHTOR 3aKH0YAIHCHE B TOM, YTO TPOMOOUMTONCHHA., HCHTPONCHHA,
aHCMMA, TOLIHOTA, PBOTA M MMPEKCHI yame HaOIoOJAIMCE ¥ MANHCHTOR € MHOKCCTBEHHON
MHCIOMOM 110 CPABHEHMIO C NAIMEHTAMH ¢ MaHTHAHOKAeTOHOH TuMpoMoi; a nepudepuycckas
HelponaTHA. ChIb K 3y — ¥ NAUHCHTOB ¢ MAHTHAHOKACTOMHON THMpomoit.

Onucanue omoeIbibiX HEXCEAAMEILNBIX PeaKIfui

Peaxmusayus ungrexyun supycom Herpes zoster

Muoxcecmaennan mueioma

V 26 % nanuenTon, npHAMasiux Gopre3oMins coBMecTHO ¢ Meahananom 1 npeaHn3oHoM Obuia
npoBeACHa 1poTHBOBKHpYCHas npoduiakThka. Yacrota paseutux uudexunn Herpes zoster y
NAMCHTOR, IPHHMMABIIHX GOpTe30MHO COBMECTHO © Meadanasom 1 npennionom ouuia 17% s
cayHae, ecan He OLUIa IPoBeJena NPOTHBOBHPYCHAS npoduiakTixa u 3% B ciyvae, ecian Guuna
[IpOBEJICHA NPOTHBOBHPYCHAR NPOPHIAKTHKA.

Manmuimoxremounas nuwdhona

B nccaeoBannu pasee He NeUCHHOR MaHTHITHOKACTOYHON mbomet y 137 u3 240 naumerTon

(57%) B rpymme VeR-CAP Gwina mpopeiena NpOTHBOBMPYCHas npodmiastrka. Yacrora
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passiTiz nudexunn Herpes zoster v nammenton 8 rpynie VeR-CAP'Gsiaa 10,7% & ehyuae, ecn
e GLina nposesena NPOTHBOBKPYCHAX npodnaaxtika i 3,6% B Cry+ae, ccnu Ghina nposeacna
NPOTHRORHPYCHAR NPODHNAKTHEA. | |
Hucpexyur u peaxmusayus supyca cenamuma B ' '
Manmuimoxsemounas aumgpona

B uccnenopannm pance He nevennoil manTHiiHokeTouHOH nHMdombl HHpEKUHS BHpYCa
renaruta B ¢ daransunm uexozom sabmonanacs B 0.8% cayuaes (n=2) y nauuenToR B rpynmne
R-CHOP u B 0,4% cayuaes (n=1) s rpynne VcR-CAP. Obmas yacrora passurus undeximu
Bupyca renarurta B Gmna cxoxa y namuentos B rpynne VeR-CAP u R-CHOP (0,8% n 1,2%
COOTBETCTBEHIO).

Hepughepuveckas neipanamus npu xomGUNUPORGHHOT mepaniiti

Mnoxcecmeennan mueioma

Yacrora paisutus nepudepryeckoi Heliponarii cornacHo HecneAoBaHHaM, rie foprezomut
HAIHAYQICA B  KAYECTBC MHAYKUMOHHON TCpanuy B  KOMOHHAIAN C  JICKCAMCTR3OHOM
(ncenenopanue [FM-2005-01) » aexcametasonom i Tanmaomiiom (neeneaosanne MMY-3010).
NPCACTABICHA B Tal/IHIIe HIKE:

Tabauya 8. Yacmoma pazeumus nepugbepunecxoil Heuponamun 60 BPEMR  UHOVKYUOHHOL

mepanuil COLGeNO MOKCUYHOCIRG 1 OmMena mepaniiu 6 CER3U ¢ palsumuem nepud)epuwecxoﬁ

Henponamuu
IFM-2005-01 MMY-3010
BJUL(N=239) B (N=239) T (N=126) BETJL(N=130)

Yacrora pazantas [1TH (%)

Bee crenesm TRKECT!H 3 15 12 45
Crenexs TaxecTn 22 | 10 2 31
Crenenb THKeCTH 23 <] 3 0 5
Orsena Tepatmn 8 coisu ¢ <l 2 1 5
pazsrraesm [MH

BJU1 - punkpucTun, aoxcopyouum. aekcamerason; bJ1 - Goprezomud, aexcamerazon; T~ rarnaomu,
aexkcamerason; b/l - Goprezomu®, Tammtomua, aekcamerason: ITH - nepudepiyeckas nefiponarus.

[Mpumesanme:  «nepudepnycckas  HEHpOMaTHA»  BKMOYAET  CACAYIOIMIHE  TCPMHHBIL
nepudepHucckas Heponatus, nepudepuyeckas MoTopHas HeHponatis, nepHdepuuecxKas
CCHCOPHAR HEHPONATHA, HOJIHHEHPONATHA,

Manmuioriemownas xusghoma

Yacrora pa3BHTHA NepHPEPHICCKOH HCHPONETHH IIPH NPHMCHEHHHA KOMOHHHPOBAHHLIX PEKHMOB
B HCCTCNAOBAHMM paHee He JCUCHHOR MaHTHitHOKIeTouHol anumdomel, rae Goprezomut
ApHMCHRICA B KomOumuammm ¢ puryxeumabos, uuknodocdamiuiom, IOKCOPYOHIHHOM ¢
npeanzononm (R-CAP), npasesena B TabInIe HHAKC:

Tabauya 9. Hacmoma pazeumus nepughepuyeckon HeUponGmuu COXUCHO MOKCUNHOCMU U

OMMENG MEPGRNN 6 CEAIU C PAIBUMUEM NEPUPEPUNECKOIl HEUPOnamuL

VeR-CAP (N=240) R-CHOP (N=242)

Yacrota pasewrna [TH (%) | 30 | 20
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Bee cTencHM THARCCTH

Crenenn TRKeCTH 22 18 RUBJATAS gVLLAH
Crenenn TRxecTH >3 h B u { A,
Orsena Tepanuu B cBAH © 2 <l

passurnem ITH | COTRACONLE
ITH - nepudiepuycckas neitponarus., ' - — i

[pumesanme:  «nepudepuyeckas  HeHponatus»  BKIIOYAET  CNEAVIOUWHE  TEPMHHBL:
nepudeputicckas  Hesponatid, nepudepHyeckas  MOTopHax HeHponartHs, nepHgepHucckan
CCHCOPHER HCHPONATHA, HOJMHEHPONATHA

TToNcurme nayuenms ¢ ManmuitHORIemOYHON AUMGoMOoi

B necnenosatuy panee HE JeseHHON ManTHitHOK IeTouHOI mamdomst B rpynne VeR-CAP 42,9%
naunentos Guimn B Bo3pacte o1 65 10 74 ner v 10,4% naumenros B sopacre 275 ner. Xots
nauHenTs 8 Boipacte =75 et Guun MeHee TosepanTHbt # K pexumy VeR-CAP, u x R-CHOP,
YACTOTA PA3BHTHA CEPLCIHBIX HemenareabbX peakuuit 8 rpynnax VeR-CAP w R-CHOP Gwina
68% u 42%, cooTBeTCTBENHO.

Inavumnie paziuul & npoguie Hezonacnocmu GopmesoMuba npu NPUMEREnti NOOKONCHO |
GHYMPUBEHHO 6 KQUECMEE MONOMEPANuu

B uccnenosanun dasm I v namuentos, xotopsie nonyqam Gopre3omMud noakoxno oduas
HACTOTA BOIHHKHOBEHHA HEKENATeNbLHLIX peakunii crenesn 3 wm seune Osuia wa 13 % nuxe, a
qacToTa oTMenkl Goprelomnba Omna ma 5% HUKC 10 CPABHCHMIO ¢ BHYTPHBEHHBIM [1yTeM
poeaenns. O0mas vacToTa BOIMHKHOBEHHS THAPEH, KeTYI0MHO-KHIneHHON 1 Oprommoit Goan,
ACTEHMYECKHX COCTONHMI, HHpCKIMI BCPXHMX ILIXATCHBHBIX NyTei #  nepudepnyeckux
sepponariii 6suia na 12%-15% mvke B rpymine MOAKOKHONO BBEACHHS 110 CPABHEHHIO ¢ IPYTIION
puyTpHBeHHoro sscacuns. Kpome Ttoro, dacrora passumrus nepudepadeckux seilponaruii
crenens 3 i puine 6una na 10% nuse, a YACTOTA NPEKPALICHNS TEPATTHH 113-3a nepu(epHyecKx
nefiponarsii - na 8% wWHAKe B rpynne MOAKONHOTO BBCACHMA 0 CPABHEHHIO C IPYINOH
BHYTPHBCHHOIO BBEICHHA,

YV WecTH NpOUCHTOR NMALMEHTOB HAOMIONAIMCE PEAKIMK B MECTC BBCACHMA IIPH MOAKOKHOM
(PHMEHEHHH, B OCHOBHOM MOKpacHeHue. Takie cayuan paspemianics B CPCIAHCM B Te4eHue 6
amedt, y AByx namueHros norpefosaiock Himenenwe 03wl Y asyx (1%) naumenrtos
HabmoanNCh TRKeble peakuuu: 1 cnyyaii 3yza n | cayyai nOKpacHeHus,

YacToTa CMEPTH NPH NPOBEACHHH TEPAIIHE COCTABHAR 5% B rPYINE NOAKOKHOIO BBEACHHA 1 7%
B IPYNNE BHYTPHUBEHHOIO BBEACHHS. YacToTa CMEpPIH OT «NPOrpecCHpYIOmero 3aboeanisy
cocrasuaa 18% B rpynne noAKOWHOIO BBeACHuUA 1 9% B rpynine BHYTPHBCHHOIO BBC/ICHHA.
Bozobnosienue mepantt y NQyuenmos ¢ peyuousLpyiongens MRONCECMEEHHOt MUEIoMo

B wuccacnosanwn, tae Oopresomub mazmavancs 130 nawnentaM ¢ peUMAHBHPYIOUICH
MHOBECTBEHHON MHEIOMOI1, KOTOPhIC pace UMetH XoTs Okl 4acTHYHLIT oTBET Ha Gopre3oMul —
coAepRAlIHi peauM, HANG0ICC HACTHIMH HEWEIATENLHBLIME PEAKIHAMH BCCX CTCNCHEH THAKECTH,

HAOMIONABIIMMHCH Kak MHENMYM vy 25% naumentos, Owute:  TpomGoumtonenus (55%),
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weliponaria (40%), anemus (37%), auapes (35%), sanop (28%). Mepuepmieckas Hetiponaris
BCEX CTENeHet TiKecTr | creneny >3 Habmonanacs v 40% i 8,5% nanmenTon, COOTRETCTBEHHO.
Hepenosnposka COFFACONA
Tlepeno3nposka, NPeBLILAIONAs PEKOMERYEMYIO 103y Gonee yem B 2 paja, COMPOBOKIANACE Y
GOMBHBIX OCTPEIM CHIKEHHEM APTEPHATLHONO JaBiIeHHs H TPOMOOIHTONEHHEH CO CMEPTEILHBIM
HCXOJIOM,

Crnenudmueckut antuaor x  Gopresomudy ue wnisecred. [lpr nepenosnposke cieayer
KOHTPOJIHPOBATL MOKAIATENH KHIHEHHBIX DYHKIHIA GONBHOrO M MPOBOANTH COOTBETCTBYIOMYIO
Tepanui0 UM NOUICPRKAHMA  ApTCPHANBHOrO  gamsiacHus  (MHQY3IMHOHMas  Tepanus,
COCYIOCYAKHBAIONUIHE WIUIH HIOTPONHLIC PENApPATHi) H TEMICPATYPHI TEIA,

B3anMoeHeTBIE € APYTHMH JCKADCTREHHLIMH CPEICTBAMM

B MecacaoBaHuax in vitro W MCCAEAOBaNMAX in vivo Goprelomud npossasn cpodicrsa craboro
nrnburopa wiodepmenton wuToxpoma P450 1A2, 2C9, 2C19, 2D6 u 3A4,

Hexons ns vesnagnrensioro skaaaa wiodepmenta CYP2D6 B merabonnam Gopresomuta (7%).
Y mojaeH ¢ HHIKON AKTHRHOCTRIO TOT0 H3od)epMeHTa He OAWIACTCH HIMCHCHHN o0mero
PacHpe/IC/ICHMA Penapara,

MeceoBanue  BAMSHHA  ICKAPCTBEHHOIO  BIAMMONRHCTEHA ¢  CHILHBIM  HHIHOHTOPOM
mwiobepmenra CYP3A4  keroxonaszonom Ha  dapmakokupernky Oopresomnba nokasano
yeeanucHue cpeaanx 3uadenuin AUC  (miomaas noa KpHBOH  «XORUEHTPAIHA-BPEMAR)
Gopresomuba B cpeaneM Ha 35%. [Mosromy caeiyer Twarensno HabmoAaTs 3a GOMBHBLIMK,
MOAYSHAONHMK  OJHOBpEMEHHO Gopresomnd W cuibubifl nurudnrop miodepmenta CYP3IA4
(KeTOKOHA30I1, PHTOHABHP).

B ucCHeA0BAHMHM BIAMSHHA ICKAPCTECHHOIO B3aHMOJCHCTBHS ¢ CHALHLM HHrHOHTOpOM
miodepsenta CYP2C19 omenpazonom wBa dapmakokuuernky Goprelomuda, He BBIABICHO
CYIIECTBEHHOrD HiMeHeHHA dapmakokuueTnkn Soprezomuda.

Hecnenopanue BIHAHHS JIEKGPCTBCHHOTO BIAMMOJACHCTBHA ¢ pHOAMINUHMHOM ~ CHIBHBIM
uraykropom urodepmenta CYP3A4 — na dapmaxokunernky GopresomMuia n0Kasano CHAKCHHC
cpeannx anavennit AUC (naomans noa Kpusoii «koHUeHTpalua-speMan) s Gopresomuda b
cpeanem Ha 45%. [lorroMy HE PEKOMEHAVETCS NPHMEHATE COPTEIOMHE BMCCTE © CH/BHBIMM
unaykropasu CYP3A4, tax kax »pdekTunnocts Tepanun MoxeT Oums ciuaena. K Huaykropam
CYP3A4 otnocsres pudammmumn. xapbamazenun, (eunrons, (enobapburan u 3sepoboi
NPOALIPSBICHHRI, B ToM e Heeaeonanun onennsani et nekcamerazona — Gonee craboro
miayxropa CYP3A4. Mexois M3 pesyasTaTos HCCICA0BAHMA HE BLIABACHO CYUICCTBCHHOTO
wimencHis hapmakoknaeTHER Soprezomuda. Mecaeaosanme NeXxapcTBOHHOTO B3AHMOICHCTRIS ¢
koMOMnael Menpatan-npeIHIon nokasalo yseandenue cpeanux nasenuiit AUC (nnomazie
N0 KPHBOH «KOHUCHTpalMA-Bpema») Gopresomnda wa 17%. D10 HIMEHEHHE CUHTACTCSH

KJIMHHYCCKH HE SHAYTHMBIM,
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Y Go/bHBIX CaxapHbiM AHa0ETOM, NOJYYABUINX (EPOPATLHLIE THIIOITHKEMAYECKHE TIpenapaTs,
JAPETHCTPHPOBAHK CAYHAN FHIOIITHKEMIN W nmcpmuﬁcmuu. AREI P Ml

IMpu npusmenennn SopreomMnda B COMETAHMN ¢ IPENAPATAMH, KOTOPHE MOTYT ACCOUHHPOBATHCH
¢ nepudepnueckoil  Heliponarueit (Takne Kak AMHOJIBPOH,  NPOTHBOBHPYCHBIC CPEACTBA,
MIOHHAIML, HUTPOQYPAHTOMH M CTATHHBI) M NPETIAPATAMI, CHIKAIOUMMN APTCPHATBHOE
AaBACHHE, caeayeT cobmoaarh OCTOPOKHOCTD.

Ocobsie ykazanus

Jlevenne BopresoMuboM creAyeT NPOBOIAKTE TOILKO MO HAGAI0ACHHEM BPAYA, HMEIOLIEro ONLIT
NPHMEREHNS NPOTHROOIYXOACROH XUMHBOTEPAIIHN.

[pr HeyMBInUICHHOM BBEACHNH BopresoMula MHTPaTeKaIeHO Db 3adHKCHPOBAHBLI CAYYAH
CMEPTH.

bopresomul nokasan TOALKO LIS BHYTPHBCHHOIO M [MOAKOXKHOIO BeeacHHA. He BBOAMTH
HHTPATEXANBHO.

Jlo Havana u BO BPEMA KOO0 UMKIA TEPAHH HEOOXOANMO NPOBOHTE OJIHLI AHATA3 KPOBH
C NoJACHeTOM AeHxOIMTapHON GopMyJibl # conepRanns TPoMOOLMTOR.

levamonozuveckas moxkcusnocmsy

Tepanua Goprezomuba MOKET NPUBOAMTE K TpoMOOUMTONCHNH W Helrponennn. Hanmensinee
uico TpoMBouHTOB 0ObMHO HabmonacTca Ha 11 QcHL MHKAA B BOCCTAHABIHBACTCA K Hauany
creaylomero uakna. LIHKI0Bas neproIHyHoCcTh yMeHBIICHAS H YBETHUYCHHS YHCa TPOMOOIHTOR
Habmoaanach B X0Je KIHHHYCCKHX HCCACAOBAHNH V NAHCHTOR ¢ MHOKECTBEHHONH MHEIOMOI
HAH MANTHAHOKICTOUHOI HaMdoMoi. OTCYTCTRYIOT ZaHHBIC, TOATBCPAIAIOIIHE HAPACTAIOULYIO
TPOMOOUHTONCHHIO MK HEHTPONSHHIO NpH moboM U3 pewuMoB Josuposanud. [Ipn cHnkenun
KoaHyecTBa TposmbonnTon <25000/MKa Tepaniio Soprezomubon crenyer npuoctaHosuTh. Tlpy
BOCCTAHOBJIEHHH KOMHYECTBA TPOMOOLHTOB JICMCHHE CHCAYCT NMPOAONKHTL B YMCHBIICHHbIX
033X NpH TIHATENLHOM CONOCTARICHHH BOIMOKHOH TOALILE M pHCKa neucHns. Jlan aeuenus
FEMATONIOTHYECKOH TOKCHYIOCTH MOXKHO IPHMEHATH KONOHHECTHMYIHpYIOmme (pakropsl,
nepermBanne TPoMOOIHTAPHON B ApHTPOIHTAPHOI Macehl. [TpH QIHOBPEMCHHOM IIPHMEHCHHH ¢
MeapananoM # NpeaNH3oIOHOM, Koraa xoxndectso tpomGounrtos < 30000/Mxn, Tepammo
NpenapaToM cieayer nprocTaHoBnTE. CoodImanoc 0 cayyasX pasBHTHR WeaY10MHO-KHLICHHbBIX
H HHYTPHMOIIOBLIX KPOBOHIMAHNH np npusmencuin Sopresomuda. [Tpn passnTin yKazaHHbX
noGounkix  HPPEKTOB  CASAYCT  PACCMOTPETH  TPOBCICHHUC  NCPC/IHBAHMA  KPOBH  H
NoAACPKHBAIOIICH Tepaniy.

Heayoouno-xuueuniie Hapvenus

C uenasio NpeoTEPAleH s TOIMHOTEH H PBOTH PEKOMEHIYETCH TIPHMCHCHHE NIPOTHBOPBOTHLIX
npenaparos. [lpH BOIHHKHOBCHHH JHAPCH HAZHAYAKT MPOTHBOAMAPEHHLIC JIEXAPCTBCHHLIC

cpeactsa. g npeaoTBpAlICHHS WM JCHMCHMA  O0E3BOKMBAHHMA OONBHBIM  HEODXOIMMO



MPOBOAHTE PCrHAPATAIHOHHYIO TCPANHI0 M [OUICPAHBATL BOAHU-IAEKTPOIMTILEY Gananc.
Coobmaiocs 0 cyuasx passuTHA KHINEYHON HENPOXOANMOCTH (Hédac1o). o /.

Hpoepeccupyiowas myrsmudboxaisras reuxonyedaronamus (ITMJ) ©0 00000 g ,
06 oueHb peaKHX CAYHasX PAIBATHR BHPYCHON WHpEKIHH Jxona Kansuurema Hen3secTion
ITHONOPHH, NPHBORBIIER K nporpeccupyiomeil MybTudokaibHOR aekxoanuehatonarmm u K
CMEPTH, COODIIAIOCH ¥ naumenToB, npuiuMaonmx Sopresomud. [Mauments ¢ anarnosom [TMJ1
MOAYHQIH HMMMYHOCYNPCCCHBHYIO TCPanHio  JI0 HWIH  OJHOBPEMEHHO ¢ MPHMEHEHHEM
Gopresomuba. B Gonsmmncrse cayuaes [TMJ] Guina ararnoctiposana 8 resenne 12 Mecaues ¢
MOMCHTA BBEICHHA nepsol 103w Oopreiomuba. Ilanmentor neobxomuvo nadbmojare Ha
peryJsapHO#l OCHOBE Ha MPeAMET BOIHHKHOBEHHA HIH YXYACHHS HEBPOIOTHYECKHN CHMOTOMOR
MM NIPH3HAKOB, XOTOpwie MOryT ceuaetenscreosate o [IMIL [lpw nopoapensn ma [IMJ]
nauHeHTa HeOOXOAMMO HanpasHTs K cneudanucty B obnacrs [IMJI »  npeanpumsts
COOTECTCTBYIONIME JHArHoCTHUeCKHe Mepul. Cresyer NMpexpaTiTh NpHMENeHHe npenapara B
cayuae auarnoctuposanus [IMJL

Tlepughepuvecxan neiponamus

[Ip# BOIHHKHOBEHHH HEHPONATHH NPOBOJST NOMICPRHBAIONLYIO Tepamnio, OObio yacroTa
PaIBMTHR  Nepuepuyeckof  HEAPODATHH  JIOCTHIAET MAKCHMYMAa HAa S UMKIC JICHCHHS
Gopresomuboy.  [lpn  NOABACHMM  HOBBIX HJH  YCHJICHHH  HMCIOMIMXCA  CHMHOTOMOB
nepudeprueckoli HEHPONaTHH MOKET NOTPEDOBATHCH CHIDKEHHE JI03bl H HIMEHEHHE PeXHMa
sBecHus Sopresomuba. IlaumenTnl A0MKHLI HAXOAHTLCS MOA NOCTOSHHLIM HAOMIOACHHEM B
CBAIM € BOIMOKHOCTBIO BOIHHMKHOBCHMS CHMITOMOB HCHPONATHH (OULYIICHHE #OKCHWA,
IHICPECTEIHA, THIICCTEIHA, NAPECTENA, OmyIEeHHe aHckoMpopTa, Hesponarnyeckas 0016 Wik
caabocTh). Hacrora BO3HUKHOBCHUA HEAPOIIATHH NPH NOJAKOKHOM BRECHUH GopreloMuda Huxe,
YeM TAKOBAR NPH BHYTPHBCHHOM BBCACHMH,

B pononuenue k nepuieputcckoiil Hefiponarum, BOSMOKCH BRAXL BErCTaTHBHOA HEAPONATHH B
HEKOTOPLIC HEKEAATEILHBIC PEAKIIHHN, TAKHE KAK MOCTYPATBHAA IMIIOTCH3INA B TAKEABIH 3anop ¢
kuinesnoil wenpoxoarMocteio. MudopMamms o BereraTHBHOH HEHPOIATHH W ¢C BKIANC B
YKQIAHHBIC HEACNATSABHLIC PEAKIHH OrPaHHYCHA.

OrMeqanick CnyYyan BOIHHKHOBEHHS BereTaTHRHOI HeHpOnaTHy THACION CTCICHM, TPHBOAIIHE
K MPCKPACHRIO I OPHOCTAHOBICHHIO TePANTHI.

Pannnit ¥ perynapHblii MORHTOPHHT HA HATHYHC CHMITTOMOB HEAPOIUTHI ¢ HEBPOJOTHYECKOH
OUCHKOMN J0/KEH TPOBOANTHCH ¥ TIAUMCHTOB, npHHuMalommx DopresoMub s koMOHnanmy ¢
npenapartamy, cnocofHLIMH BLI3LIBATEL HefiponaTmio (nanpumep, tanwaomi). Ipr 3rom caenyer
PACCMOTPETH BOIMOKHOCTH COOTBETCTBYIOIICTO CHIKCHMA /10351 MK NPEKPAILCHHA NeYeHis,
Cyoopoeu

Y GonbHBIX € OTCYTCTBHEM CYJOPOT WM JMHICNCHH B aHaMHe3e ONHCAHBI HEWACTHIC CayHan

PAIBHTHA CYAOPOT.
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[py nevcnnn GONbHLIX, HMEIOIHX Kakke-1HO0 (aKrops pnéxa PAIBATIA CYJIOpOF, Tpefyercs |
0cobag OCTOPOKHOCTE. ' Gei-020222
Opmocmamuyeckan sunomen i LAALORARI .
Tepanua  GopresomuboM  HACTO  CONPOBOKAACTCR  OPTOCTATHHCCKOH n;xmuzueﬁ. B
OOBUIMECTBE Cyuaen oHa OmBaeT cnaboil WK cpeaneil THASCTH B MOXeT HabMOAATECH B XOje
BCEro JieweHnA. Peaxo oTveuanieh KpaTkoBpeMeHHEIe NoTepH co3nanng. Y GoIbNbX, HMEIOMHX
B aHaMHEe3¢ 0OMOpoKH, 1HabeTHYECKYHO0 HeliponaTHIO, NOAYYAIONIHX MHIOTeH3HBHEIE NIPENapaThi,
a TaKke y GoapHbIX ¢ o0e3sokuBanHeM Ha (OHE JAHApPEH WIH PBOTHL caeuyer cobmojaars
OCTOPOAKHOCTL. BONLHBIX CAeVET MPOHHCTPYKTHPOBATE 0 HEODXOAHMOCTH obpalleHns K Bpavy
B C/ydae rOJOBOKPYKCHHA, YYBCTBA «JIETKOCTH B rojoses» Win obmopoka. [lpw passurin
OPTOCTATHYCCKOH IMITOTCHIHN PEKOMEHIYETCH THIPATANNS, BReIelHe TTHOKOKOPTHKOCTEPOHIIOR
WHIH CHMDATOMHMETHKOB. NPH 1HeoOXOAHMOCTH CeAyeT CHHIMTL J03Y THIOTeHIMBHBLIX
penaparos.

Cepaeynasn nedocmamosnocms

[Mpa npesMenenun Goprezomuba ONMCAHO PASBHTHE WIH YCHJICHHE HMMEIOUIEHCE XPOHHHECKOR
cepacynoi  HepoctatoHocTH., Ko passBuTHIO  NPH3HAKOB M CHMITOMOB  CCPACHHOMN
HEAOCTATOMHOCTH MOMKET NMPCAPACIONATATE 3AACPAKA WHUIKOCTH. BobHEIE © (akTOpaMu pHCKa
JIH ¢ 3a00JICBaHHAMHE CCPJILIA B AHAMHC3C JI0JDKHBI NOABCPraThCA TIIATCABHOMY HAOIOACHMIO,
Heyenovnan neoocmamosnocms

Onucanst cayyan BOIHHKHOBEHHS OCTPOH NEYCHOMHON HE0CTATOMHOCTH Y NALHEHTOB, KOTOPhLIC
ua tore Tepanun GOPTCIOMHOOM OJHOBPEMCHHO TIPHHHMAIH B KAYCCTBE CONMYTCTBYIONErO
ACHCHHA ApYrHe npenapatsl. Takue npH3HaKH HApYmeHus GYHKIMN NCYEHH, KAK YBEIHYCHHE
AKTHBHOCTH NCHCHOMHBIX PepMEHTOR, runepOHIHpYOHHEMHR WIH FeNariT, 00LIMHO TPOXOAHITH
npu otMere Goprelomuba, Jannbie 0 COCTORHHN ITHX NAIMCHTOB NOC/IE BOIOOHOBICHNA TEPANHN
BopresoMrOOM OrpaHHYCHL.

[TaumenTam ¢ CHMNTOMAMM Hapyumenns (PYHKIHH NeYelnH, cleayeT HalHavars Oopresomub B
G0/16e HU3KMX HAYAALHRIX J103aX, M NPOBOMAWTE MOHHTOPHHI Ha MpeaMeT BOIHHKHOBEHHS
TOKCHYHOCTH, Tak Kaxk GopresoMu( MerTaboAMIHPYETCA NeYeHounbMH (epMenTaMd B ero
KOHUCHTPAIAA MOKET YBEIHYHTRCH [PH HAPVIHeHHH (PYHKUHH neuyenH cpejaHedl - TR0
creneHn (eM. pasen «Crnocod npHMEHCHHA B 103LIn),

Cundpom 2adneil odpamumoi snyegaronamuu

YV panmentos, npumMMamommx Goprezomub  oTMeuancs  cHuapoM  3aaseit  oDparumod
mnedanronarun  — pedkoe, ofpaTHMOe HEBPONOIHYECKOES HApYLICHHE, KOTOPOC MOMKCT
CONPOBOKIATECH CYAOPOTAMH, [MOBBILICHHEM SPTEPHATEHOTO JIABJCHMN, FOJN0BHOR OO0abD,
Jeraprucil, ClyTAHHOCTHIO COIHAHMA, CACMOTONR M APYIUMH BHIVAILHEIMH H HEBPOJIOTHYCCKHMH
papymeHHaMi, [Uis noATBEPAACHHA AHATHO3A IPOBOIMTCH MAHATHO-PE3ONAHCHAR TOMOTpadus

rososHoro Mosra, Tlpw passuTii cHujpoma sajmell oOpatumoil SHucdanonaThi cacayer
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npexparuTh npuMenenne Oopresomuba. belonackocts ao:oGnoancmm np‘;\nun'noc‘ivic,“l’)laucc
BLIABIEHHOTO CHIAPOMa 3aameli obparinoit snuedanonaTui Semsmecrmn.
Peaxmueayus eupyea Herpes zoster

JlesammM  BpavaM  CACAYET PACCMOTPETH  BOIMOXHOCTL  [IPOBEACHHS  NPOTHBOBHPYCHOM
NPOHAAKTHKY Y NAUHEHTOB, NHOAYMAOWMX  Tepanuio  Gopresomubom, Y  HALHEHTOR,
MOAYHAIOMKX Tepannio SOpre3oMudom MendatanoM o IPEAHHIOHOM, YACTOTa PeakTHBAUHH
supyca Herpes zoster Onina Gonbiieil no CPaBHEHHIO ¢ NAlMEHTaMH, HOAYHaIOUHMH TEPANTHIO
meapananom u npeanusonom (14% u 4% coorsercrsenno). [TposeacHue 1POTHBOBHPYCHOR
npoHIAKTHEN JOCTOBCPHO CHHAACT HACTOTY peakTuBaiuy supyca Herpes zoster,

l'enamum B

B cayuae COBMECTHOro HCNOALIOBaHHA OopreszoMuba 1 pHTYKCHMa0A, ¥ NALMCHTOR C PHCKOM
paserTs Hudekuun renaruta B neoGXoHMO NPOBOIHTE COOTBETCTBYIOMHIA CKPHHMHT nepei
nauanom neyennus. Hocurenw mupyca renatuta B W nammentst ¢ renaturoM B B anamubese
JOKHBE TIATEABHO HADMOJATECA HA Npe/IMeT KIHMHYCCKHX M NabopaTopubIX NPH3HAKOB
aKTHBAUMH BHpyca renamura B mo spems koMmGuHMpoBanuON Tepanum puTyKcHMaOoM W
toprezomubom. CllcayeT paceMoTpeTs  NPOTHBOBMPYCHYH npodmuakriky. Heobxomimo
oDpaTHTLCA K MHCTPYKUMM npenapara purykcuma® 3a Gonee nonpobno# wadopMmannci.
Hapywenus pynxyuu rezkux

B peiaxux cayuasx npn npuMenenun Gopresomuba nabmojanuck octpeie mbpdyinse
nrunpTpaTHBHBC 3ab0ICBaAHHA JICTKHX HCH3BCCTHON ITHONOIMM, TAKNE, KAK I[HEBMOHHT,
HHTEPCTHIMANLHAS MHEBMOHAS, Jerounas WHQHABTPAIMA ¥ CHHAPOM OCTPOH JAbIXatenbHoH
HEA0CTATOYHOCTH. HeXoTophie M3 THX COCTORHHIT IPHBEAN K JCTAILHOMY Hexoay. B cnyvae
NOSRACHMA CHMITOMOR paccTpolicTaa (QYHKIMH JICTKHX MIH YXYUUCHHA YK€ HMEIOUHXCH
CHMIITOMOB HCODXOMMMO Cpazy Xe NPOBeCTH AHArHOCTHKY M  HAIHAYHTL NALHEHTaM
COOTBETCTBYIONLEE JICYCHNE,

B amuuseckux Heeaeaosanuax. 2 nanenta (3 2-X), moay4asiine BHICOKHE 10351 nHTapabuna
(2 r/v® 8 aens) nyrem HenpepuiBnoii MHGY3HMN B Teuenue 24 HAcOR ¢ AayHOPYOMIMHOM M
GopresoMubom Ui pelrMBHPYIOEH OCTPOH MHCIOHIHON JcHKEMHH, YMEPIH OT OCTporo
PECHHPATOPHOIO JIHCTPECC-CHHAPOME B HAYWIC KYPCA Tepanuu, W Mccrenosanue Obuio
sakonueno. TakuM oOpazoM, ZaHHA CXEMA JICHCHUS ¢ OIHOBPEMEHHLIM BBEICHHEM BRICOKHX 1073
uuTapabuna (2 /M’ B jeHs) nyTem mHenpepwBHOi HEdYIMM B Tedenue 24 4acos mHe
PEKOMCHILYCTCH,

C'unopom 1uszuca onyxoiu

Tax xax GopresoMud ABANETCA UMTOTOKCHUYCCKHM ITPCNAPATOM M MOXET OLICTPO paspylnarh
PIOKAYCCTHEHHLIE KJIETKH, MPH €ro NPHMCHCHHM BOAMOXKHO PaiBHTHC CHHIPOMA JIN3HCA

onyxom. Y NAUMEHTOB ¢ BHICOKOH OITyX0neRoil Harpyskol 10 HAYaTa TCPAnHK MOBLILICH PHCK
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PasBHTIHA CHHIPOMA JTH3KCa 0nyXomH. Cheayer TIaTensno Habmoiarh 33 TaKHMM MATMENTaMH 1
co0M0aTE COOTBETCTBYIOIIHE MEPEI NPEIOCTOPOKHOCTH., L ‘

B cBRIM C BOIMOXKHBLIM PAIBHTHEM THIICPYPHKEMUN, CBAIAHHO ¢ CHHAPOMOM JIH3HEA onyxonm,
NAHEHTAM BO BPEMA TEPAITHI PEKOMEHAYETCA ONPEAC/Th KOHUCHTPALIKIO Mo;nc;soﬁ .mcnbm ]
KPeaTHHHHA B CHIBOPOTKE KpoBW. JUI npesoTBpalleHns IHICPYPHKEMHH  PEeKOMEHIYETCH
OOHILHOE IHTEE, IIPH HEODXOAUMOCTH — AIIONYPHHO H 3AIICIAMHBAHKE MOYH,

Mpn npumenenun Goprezomuba y GOABHBIX, OQHOBPCMCHHO NTPHHHMAKOIINX NEPOpATLHEIE
FHIONIHKEMHHCCKHE NPCTIaPaThl, CACAYET TIATEIBHO KOHTPOIHPOBATE KOHIEHTPALHIO IMOKO3kL!
B KPOBH M 1IPH HEOOXOAMMOCTH NPOBCCTH KOPPEKITHIO 0361 FTHIOTTHKEMHYECKHX Npenaparos.

B nepuoa nevenns mo6oro K3 NMOJOBEIX NAPTHEPOB PEKOMEHIAYETCHA HCMOILIOBATH HAJSKHBIE
METO LI KOHTPALICTIIIHH.

[Ipn pabore ¢ GoprezomuboM craejver codumofare ODMCHPHHATEIC Mpasuia OOPAINCHUA ¢
IHTOTOKCHUYSCKHMH NPenaparaMu.

Peartjuu uMMyROKOMRIEKCHO20 muna

Peakimi HMMYHOKOMILIEKCHOIO THIIA, TAKHE, KaK CHIBOPOTOYHAR DOJIEIHE, NOTHAPTPHT € ChINLIO,
npoaneparHpnbil raomepyaonedpit Oblin saperHcTpposansbl Heyacto, Caeayer NpekparHTs
npuMenenne Gopreaomuta 1pU BOIHWKHOBEHHH CEPLEIHBIX PeaKimil.

Heeneoosanue KT

B KAMHHYECKHX HCCACAOBAHHAX HAGMOMAMMCH Cayyan YuMHeHHA waTepsana QT, npuynuHO-
CACJACTBCHHANA CBA3bL HE YOTAHOBICHA.

TMoweunas nedocmamounocms

Y DAMeHTOB ¢ MHOKCCTBEHHOH MHeaoMO# vacTo Habmoaaiores npodnemil ¢ moukamy, 3a
NANHEHTAMH ¢ HapymenHeM GYHKIIH MoYeK He0OX0AHMO TIIATEIRHOE HadmoaeHNe.,

Bimsnne na ciiocobnocts YUPABARTE TPAHCHOPTHLIMHE CPEICTBAME, MEXANHIMAMH
[lamuenTor HEOOXOAMMO NPEAYNIPEIHTL O BOIMOKHOCTH NOABACHHA BO BPCMA  JICHCHHA
GopreloMnboM  rOJOBOKPYMEHHA, ODMOPOKA, 3IPHTCNLHBIX  PaccTpoOiicTs W ApPYTHX
HeXKenaTenbHLIX  SBNeHuii, KOTOpRie MOCYT TOBIHATL  HAa  CNOCOOHOCTH  YHPABIATH
TPAHCIOPTHRIMK cpeacTsami. [IpH BOAHMKHOBEHHI YTHX CHMITTOMOB NALHEHTAM PeKOMCHIYCTCS
BOAJIEPAATECR OT YNPABNSHHS TPAHCHOPTHLIMH CPe/ICTBAMH M 3AHATHIT APYTHMH NOTCHIHATBHO
ONACHBIMH DHAAMM JICATE/ILHOCTH, TPeOYIOIHMH TNOBMIICHHON KOHUCHTPAINH BHUMAHHA M
OBHICTPOTH NCHXOMOTOPHBIX PEaKItHi.

Dopma BLUTYCKA

JTnofmmsaT 1% IPUIOTORICHHSA PACTROPA JUIS BHYTPHBEHHOIO 1 ITOAKOKHOIO BECACHHA 2,5 MT,
3 mr, 3,5 mr.

1o 2,5 mr, 3 mr wim no 3,5 vr Soprezomuta 8o GNakoH npo3payHoro crexia | ruipoan TH4eckoro
KJIACCa, YKYNOPCHHBIA PE3HHOBOR NpoOKoH # 00Marbill a/OMHHHEBLIM KOIIIAYKOM, 3aKPHITLIA

CBEPXY IUIACTHXOBOI KPBILICHKOM HIH OC3 KPBILLICHKH,
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llo 1 daakony ¢ npenaparoM BMECTE C HHCTPYKIHEH N0 IPUMCHEHWIO'E KaPTOHHYIO ANKY. *
HArs emayuonapos: Ilo 5 w10 daakonos npenapata BMECTC) € § COOTBETETBYIOUIHM .‘
KOJHYECTBOM MHCTPYKIMHA 110 NPHMEHCHAIO HA NAGCTHROBRIHA MONOH WK (e3 folona B
KOpODKY KapTOHHYIO © PA3JACANTE/ILHBIME MCPEropoAKaMi HiaH 6e3 HEX. -
Yeaopus xpanenus

[Tpu Temneparvpe we suime 30 °C.

Cpox roanocTu

3 rona.

He npHMEHSTS 110 HCTEHCHHH CPOKA NOAHOCTH,

Yeiaosus ornycka

OTtnyckaior no peuenty.

IMpomisoanreas

Jlxonac Dxenonn [ler. Jlta., Muansa

Yuacrtok 55, @asa-3, baorex [lapk, Kapkanaria (Bunnawk), Mapkyx (M), Cuunner (Jluctpuxr)
~ 502 279, Tenanrana, Uaans.

Burageaen perncrpaumonnoro yiocrosepenus/ Opranusanns, npHHIMAIONAan nperensui
norpebureneii

000 «Jlxonac Dxcnoumy», Poceus.

140202, Mockosckas o6n., p-on Bockpecenckuit, 1. Bockpecenck, yn. Mockosckas, 1. 45w,
odmc 4.

Tenedon: (499) 503-01-92

E-mail: infof@jodas.ru
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JIMpeKTop 1o IKOHOMHKE \
000 «JIxonac IKCHouMm» '\ m 7 : Tuori Jiym6a
’ /

IKCNEPTHLA OTUET
JAERCTHHTENEH AR QAHHOA
BEPCHM JIOKYMEHTA
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