COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.08.2023 N2 15623

OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'G HPEHAPATA EHUCTE 0002]

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O IIPEITAPATA
['emuTa, 200 Mr, TOGUIN3AT ISl IPUTOTOBIICHHS pacTBOpa A UHQY3uil.
['emuTa, 1000 Mr, nrodun3ar A IPUTOTOBICHUS pacCTBOPA Il MHPY3HH.

I'emuta, 1400 Mr, TuodUIM3aT ISl MPUTOTOBIICHUS PACTBOPA I HHDY3HIA.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JleiicTByO1IIEeE BEIIECTBO: TEMIIUTA0WH.

T'emuTa, 200 Mr, Trnodyn3ar ULl IIPUTCOTOBJIEHUS pacTBOPA UL HHDY3UHN:

Kaxnprit paakon conepxut 200 Mr remMiurabuHa (B BUe ruapoxiopuna 227,72 mr)
BcromorarenbHbie BelecTBa, HAIMYME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO

npemnapara: Hatpuii (cM. pasaen 4.4.)

T'emura, 1000 Mr, 1o uaInA3aT [uisd OPUTOTOBIECHUS PACTBOPA JUIST HH(Y3HA.

Kaxnpiit ¢akon cogepxut 1000 Mr remiuradbuna (B Buae ruapoxiiopuaa 1138,60)
BcriomorarenbHbie BEIIECTBA, HAIMYNAE KOTOPHIX HAJ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO

npemnapara: Hatpuii (cM. pasaen 4.4.)

Iemura, 1400 Mr, tnoduian3ar Ui IPUTOTOBIIEHMS PACTBOPA JUII HHOV3UHA.

Kaxnpiit haakon comepxut 1400 mr remuutabuna (B Bujae ruapoxiopuaa 1594,04 mr)
BcnomoraTenbHble BelecTBa, HAaJIMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO

npenapara: HaTpuit (cM. paszaen 4.4.)

ITomupIit MEPCUCHb BCIIOMOI'aTCJIbHBIX BEIICCTB IIPUBCACH B pa3JiciIC 6.1.

3. JEKAPCTBEHHAS ®OPMA
JIno¢unusar A NPUTOTOBIEHUS PaCTBOPA Il HHPY3UH.
JIno¢punu3upoBaHHBIA MOPOUIOK WM JIMOPUIN3UPOBAHHAA Macca O€loro WIM MOo4YTH Oesoro

IIBETA.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusl K NPUMEHEHHIO

IIpenapar ['emuTa mokasaH Kk MPUMEHEHHUIO Y B3POCIBIX:
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e MecTHOpPACTIPOCTPAHEHHBIA HIIH METac FaTiuechiir HMHJ%%%IDJK&&;(BFO B

Ka4yecTBe Tepanuy NepBoil IMHUM B KOMOMHAIMY C UCIJIATUHOM MJIM KapOOIUIaTHHOM, a
TaKXe B MOHOTEPAINHU Y MOKWIBIX MAllMEHTOB C (PyHKIIMOHAIBHBIM CTaTyCOM, PABHBIM 2.

e HepesekrabenbHbli, MECTHOPEIMIUBUPYIOIINN MM METACTATUYECKUNA PAaK MOJIOYHOM
JKene3bl B COCTaBe KOMOWHHPOBAHHOM Tepamuu ¢ MAKIUTAKCEIOM MOCiE MPOBEICHHS
HEOAbIOBAHTHONW W/MJM aJbIOBAHTHOW TEpamuy C BKIIOYCHHWEM aHTPALUKIMHOB IIPH
OTCYTCTBUH IPOTUBOIIOKA3aHUM K UX HA3HAYCHHUIO.

e MecTHOpPacIpOCTPaHEHHBIN WM METACTaTHUECKUI YpOTEeINaNbHbIM paK (pak MOYEBOro
y3bIpsl, HOYEUHON JIOXaHKU, MOYETOYHHKA, MOUEHCITYCKATEIbHOIO KaHaya).

e MecTHOPAaCIPOCTPAHEHHBIM WJIM METACTaTUYECKUN DIUTENNAIbHBIA paK SIMYHUKOB B
KayecTBE MOHOTEpaluy WIM B COYETAaHMM C KapOOIUIATUHOM Yy TMAIMEHTOB C
IPOTrpeCCUPOBaHUEM 3a00JI€BAHUS NIOCIIE IPOBEACHNUS NIEPBOM IMHUU TEPAlMK HA OCHOBE
IIPOU3BOIHBIX IIJIATUHBI.

e MecTHOpPAaCIPOCTPAaHEHHBIN UM METACTaTUYECKUM PaK MOKEIYJOYHON KEJIE3bl.

e MecTHOpPacpOCTPaHEHHBIN UIM METACTATUYECKUI PAK IIEMKHA MATKH.

e Pak )Xen4eBBIBOIAILUX IIYTEH.

4.2. Pexxum 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!
Jleuenne reMIuTabMHOM MOKHO MPOBOAUTH TOJBKO MO HAOIIOACHNEM Bpada, MMEIOIIETO OIBIT
IIPUMEHEHHUs IPOTUBOOITYXO0JIEBOM TEPAIIUH.

PexxuM 103upOBaHus

Mecmuopacnpocmpanennvlii. unu  mMemacmamudeckuli. HeMeIKOKIemMOouHblll paK Jé2Ko20 8
Kavecmee mepanuu nepeoti IUHUY 6 KOMOUHAYUY C YUCNAAMUHOM UTU KAPOONIAMUHOM, A MAKICe
6 Kauecmee MOHOMePanuu y NOACULbIX HAYUEHMOE C PYHKYUOHATbHLIM CIAMYCOM, PAGHbIM 2
Monomepanus: pekoMeHI0BaHHAs 03a npenapata - 1000 Mr/m? B Bujie BHYTPUBEHHOH HH(Y3UHM
B TeueHue 30 MmuHyT B 1, 8 1 15 quu kaxkaoro 28-g1HeBHOro HUKia. J[03a MOKeT ObITh YMEHbIIIEHA
C KaX/IbIM IIUKJIOM MJIM B TEYEHHE LIMKJIa HA OCHOBAHUU CTENEHH TOKCUYHOCTHU, HA0JI01aeMO y
nanueHTa.

Kombunuposannas mepanus c yucniamunom: peKOMEHI0OBaHHAA 1032 TIpenapata - 1250 Mr/m? B

BUJIE BHYTpUBEHHON MH(QY3uH B TedeHue 30 MUHYT B 1 U 8 neHb Kaxa0ro 21-THEBHOTO 1MKIIA
umi 1000 Mr/mM? B Buje BHYTPUBEHHOM HH(Yy3un B Tedenue 30 MuHyT B 1, 8 1 15 aHM Kaxka0ro
28-nHeBHOTO TTMKIIA. J[03a MOKET OBITh YMEHBIIIEHA C KaXIbIM ITUKJIOM HJIU B TCUCHUE ITUKJIA Ha
OCHOBaHUU CTETIEHW TOKCHUYHOCTH, HaOIr0OAaeMol y manuenTa. [{ucnnaTtu BBOIUTCS B J103€ OT

75 1o 100 mr/m? ofuH pa3 Kaxsle 3 Helelu.
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Kombunuposannas mepanus c kapboniamurom peKOMégﬂékaﬁgM%aT@hﬁhﬁﬁtzl 000 wr/m2

w1200 Mr/m? B Bujie BHYTpUBeHHON nH(Y3uK B Tedenue 30 MunyT B 1 u 8 meHp Kaxkmoro 21-
nHeBHoro nwukia. KapOormnatua BBoautcss u3 pacueta AUC (mnomans 1O KpUBOM
«KOHLEHTpauus-BpeMs») 5,0 Mr/mi-MuH B 1 JeHp nukiia mnociae uHQPy3un remuuradbusa. Jloza
MOET OBITh YMEHBIIEHA C KaXKABIM IIMKJIOM HJIM B TE€YEHHUE IMKJIAa HAa OCHOBAHWUU CTEIECHU
TOKCUYHOCTH, HaOJII0JaeMOH Yy TallUeHTAa.

HepezexmabenvbHulil, MeCmHOpeyuousUpyIOwWuLl Ui Memacmamuyeckuil paxk MoI04YHOl JHcene3bl
6 cocmage KOMOUHUPOBAHHOU MEPAnuy ¢ NAKIUMAKCENIoM Noce NposedeHUsi Heoaoblo8aAHMHOU
uunu  advio8AHMHOU  mepanuu ¢  GKIIOYEHUEM  AHMPAYUKIUHOE NpU  OMCYMCmeuu
NPOMUBONOKA3AHUU K UX HAZHAYEHUIO

KOM6UHHDO€CZHHCL‘I mepanusl ¢ NaKIumaKkceiom. MMaKINTaKCeII BBOAUTCA B 103¢€ 175 Ml“/M2 B BUJC

BHYTPUBEHHON MH(Y3UH B TeueHue 3 yacoB B | neHb 21-THEBHOrO IMKIA C MOCIEAYIOIIUM
BBEJICHHEM reMIuTa0iHa. PekoMeH 10BaHHAs 103a penapata - 1250 Mr/m? B Buzie BHYTPUBEHHOM
uH(py3uu B TeueHune 30 muHyT B 1 m 8 nmeHp kaxkaoro 21-mHeBHOrO 1uKia. J[03a MoxkeT OBITh
YMEHBIIIEHA C KaXIbIM IIUKJIOM WIM B TEYCHHE IIMKJIAa HA OCHOBAHUHM CTETNIEHU TOKCHUYHOCTH,
HaO0JI01aeMOH y MalUeHTa.

[Tepen HauaoM KOMOMHHMPOBAHHOHN Tepanuu (TeMIIMTAO0MH + MaKIMTAKCEeT) aOCOMIOTHOE YHCIIO
IpaHyJIOLUTOB B KPOBU y MAIIMEHTOB JIOJDKHO OBITH HE MeHee 1500/MKit.
MecmuopacnpocmpanenHvlti Uiy Memacmamudeckuil. ypomenudaibHbli. paKk (pak mouego2o
ny3vips, NOYEUHOU JIOXAHKU, MOYeMOYHUKA, MOYeUCNYCKAMENbHO20 KAHANA)

Monomepanus: peKOMEHI0BaHHAs J103a npenapara - 1250 MI/M° B BHJIE BHYTPUBEHHOUN UH(DY3UN
B TeueHue 30 munyT B 1, 8 u 15 nuu kaxxaoro 28-nHeBHOro nukia. Jlo3a MoxeT ObITh yMEHBIIICHA
C KQXKJIBIM ITUKJIOM WJIM B TEUEHHUE IMKJIa HA OCHOBAHUH CTENEHNU TOKCUYHOCTH, HAOJII01aeMON y
MaIyeHTa.

Kombunuposannas mepanus c yucniamunom: peKOMEHI0OBaHHAA 1032 TIpenapata - 1000 Mr/m? B

BU/JIE BHYTpUBEHHON UH(Y3uH B TeueHue 30 MuHyT B 1, 8 1 15 1HU B cOUETAaHUU C IIUCIIIATUHOM,
KOTOPBIif BBOJIUTCS B peKOMEHTyeMoii 03¢ 70 Mr/M% B 1 eHs cpa3y mociie nH(Y3Un reMInTabuHa
WM BO 2 JIEHb KaXJI0TO 28-AHEeBHOTO IHKIA. J[03a MOXKET ObITh YMEHbIIIEHA C KaXKIbIM ITHKIOM
WM B TE€YCHHE [IMKJIA HA OCHOBAHUU CTENIEHN TOKCUYHOCTH, HAOII0aeMOH y Tal[eHTa.
Knuanueckue ncciae1oBanus MoKa3air, 9To Mpu go3e nucruiatuaa 100 Mr/M? HabITro1aeTes Gosee
BbIpaXCHHAsI MUEJIOCYIIPECCHS.

MecmnopacnpocmpanerHblil Uiy Memacmamuieckuil SNUMenUaIbHull PaK AUYHUKOG 8 Kauecmee
MoHOmepanuu Uiy 8 COYemanuu ¢ KapOOniamuHoOM Yy NAYUEeHMO8 C NpPOcPeccUposanuem

3abo0nesanus nocie npoee()euuﬂ nepeoﬁ JURUU mepanuu Ha OCHoee npOMS‘@OdelX niaamuHbsvl
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Monomepanus: pexkoMeHIOBaHHas 103a Ipengpara - éa@iMWTE%HQB]IﬁHHﬁEHHOﬁ

uH(y3uu B Teuenue 30 muHyT B 1, 8 1 15 gHM Kaxmoro 28-qHeBHOrO 1UKiIa. Jl03a MOKET OBITh
YMEHBIIIEHA C KaXJbIM IIUKJIOM WIM B TEYCHHE IIMKJIAa HA OCHOBAHUM CTENEHU TOKCUYHOCTH,
HaOJII0aeMOM y TIAIlMEHTA.

Kombunuposannas mepanus ¢ kapboniamunom: peKOMEHI0BaHHAS 103a rperapata - 1000 mr/m?

B BUJIe BHYTpUBeHHOH nH(Dy3uu B Teuenue 30 munyT B 1 1 8 1eHp Kaxa0ro 21-1HEBHOTO IUKJIA.
KapOomnatun BBOauTcst u3 pacyera nokaszarens AUC 4,0 mr/mu-MuH cpa3y mociie uHQpy3uu
reMuuTabuHa B 1 neHp kaxjaoro 21-gHeBHOro nukia. Jloza Moxker ObITh yMEHbILIEHA C KaXIbIM
LIUKJIOM MJIM B T€YEHUE LIMKJIA HA OCHOBAHUU CTENIEHU TOKCUYHOCTH, HaOIr01aeMOH Y allMeHTa.
Mecmuopacnpocmpanennbiti uny Memacmamuieckuil pax nooHceryO00 O Jcelle3vl
Mownomepanus: pexoMeH10BaHHAs 1032 Hpenapata - 1000 Mr/m? B BUjie BHyTPUBEHHON HHDY3UM
B TeueHue 30 MHUHYT OJUH pa3 B HEIENI0 B T€UEHUE 7 HENENb C MOCICAYIOIIUM HEICIbHBIM
nepeprIBOM. 3aTeM mpenapar BBoauTcs B 1, 8 u 15 nuu kaxkaoro 28-aHeBHOro 1ukia. J{oza moxer
OBITH YMEHBIIEHA C KaXK/IbIM HUKJIOM WJIM B TEUEHUE 1IMKJIa HA OCHOBAHUU CTEIIEHU TOKCUYHOCTH,
HaOJII0JaeMOM y TIallMeHTa.

Mecmnopacnpocmpanennviii unu Memacmamuyeckull pax weuku Mamxu

Kombunuposannaa mepanus ¢ yucniamunom: TPU MECTHOPACIIPOCTPAHEHHOM pakKe IMpHu

MOCJIEIOBATEIbHON XMMHOJIY4YeBOM Tepanuu (HEOaAbIOBAHTHO) U MPU METACTATUYECKOM pPake
IUCTIIATHH BBOAMTCA B 03¢ 70 Mr/M? B 1 1eHB IIMKJIA C MOCIIETYIONMIM BBEICHHEM IeMIIUTa01Ha.
CemuuTabus BBOAUTCS B 03¢ 1250 Mr/M2 B 1 11 8 ieHb Kaxk1oro 2 1 -IHEBHOTO [IUKIIA. Jloza moxer
OBITH YMEHBIIIEHA C KK/IBIM [IUKIIOM WJIM B TEUEHUE 1IUKJIa HA OCHOBAHUU CTETIEHU TOKCUYHOCTH,
Ha0JII0/1TaeMOM y MallUeHTa.

[Ipu MecTHOpacpoCTpaHEHHOM pake MPH OJHOBPEMEHHOW XMMHOJIYYEBOU TEpAUH UCIIATHH
BBOMTCA B 03¢ 40 MI/M? ¢ MocnenyrommM (HEMOCPEACTBEHHO TOCHe BBEISHNS IIMCILIATHHA)
BBeJleHHEM remiuTaduHa. ['emuurabud BBoguTcs 1 pa3 B Heelnto B TeueHue 6 Heenb 3a 1-2 Jaca
710 Hayana JIy4eBoil Tepamuu B 1o3e 125 Mr/mM? B Bujie BHyTpUBEHHOM nH(Yy3un. Pexomenmyercs
CIIEYIOMUM pexuM JydeBor Tepanuu: odnydeHue 50,4 I'p BHENTHEro UCTOYHUKA HA BCE TOJIE
o0myuenus B 28 gpakuusix, 1,8 I'p/nens, 5 qHeil B HeAemo B TeUeHHE 6 HEJIeIb XUMUOTEPAITHH.
Pax sicenuesvieoosawux nymeii

KOM5MHMDO@(1HHCZE mepanusl ¢ yucnaamurom. ITUCIUIATUH BBOOUTCS B 103€ 70 Ml"/M2 B BHJC

BHYTPUBEHHOU NH(Y3UH B | A€Hb IIUKJIa C TOCIEeIYIOUIIMM BBeIeHNeM reMunTaduHa. I'emiutabun
BBOAUTCA B 03¢ 1250 Mr/mM2 B BUJle BHYTpUBEHHOH HH(Y3HH B TedeHue 30 MUHYT B 1 u 8 1eHb
Kaxoro 21-gHeBHOro mukia. /lo3a MoxxeT ObITh YMEHbIIIEHA C KQKIbIM LUKIJIOM WM B TEUYCHHE
I[MKJIa HA OCHOBAHUHU CTETNIEHU TOKCUYHOCTH, HAa0JIt0/1aeMOM y MalueHTa.

Koppekiiust 10361
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Koppexyus 00361 no npuuune 2emamonouyeckdi moxcuihdemy-LDEATENBHOCTE 0002)

[Tpu m1060M NOKa3aHUU Tepel KaXIbIM BBeJICHHEM reMIUTabnHa He0OX0IMMO KOHTPOJIMPOBATh
KOJINYECTBO TPOMOOIIMTOB M I'PaHYJIOLUTOB B KPOBH.
B cmywyae pa3BUTHS TeMaTOJIOTMYECKOHM TOKCHMYHOCTH 7032 TeMIUTa0MHA MOXKET OBITh

YMCHBbIIICHA, 0o ero BBCACHHUE OTJIOKCHO B COOTBETCTBUH CO CICAYIOIIUMHA CXEMAMMU:

A. Koppekius 10361 reMiuTabrHa B paMKax UKIIA PH yPOTEITHAIBHOM pake,
HEMEJIKOKJIETOYHOM PaKe JIETKOTO, PaKe MO KETYIOYHON KEIe3bl B KAYECTBE
MOHOTEPAINH WM B KOMOWHAIIMH C [IUCTUIATUHOM
AOCOJIIOTHOE KOJIMYECTBO KommnuectBo o .
IPaHyJIOINTOB TPOMOOIIUTOB © OT HpeABIAYIIen
(x 10%7) (x 10%7) AO3BE

>1 u >100 100

0,5-1 WIIN 50-100 75
<0,5 1503051 <50 IPOMYyCTUTH A03Y™

*[IpomymieHHas 103a HE JOJDKHA BBOAMTHCS B TEUCHME IMKJIA J0 TEX IOp, MOKa abCOIIOTHOE
YHCII0 IPaHyJIONUTOB He JOCTUIHET MoKa3aTens kak MuauMyM 0,5 x 10%/1, a uucno pomGoruTos

He JIOCTUTHET mokasares 50 x 10%/1.

b. Koppexkmus 10361 reMIuTadiHa B paMKax MUKJIA IPH PaKe MOJIOYHOU HKeJIe3bl
B KOMOMHAIIMH C NAKJIUTAKCEIOM
AOBCOIIOTHOE KOJIMYECTBO KonuuectBo o .
IPaHyJIOLUTOB TPOMOOIIUTOB /o OT NPEAbIAY et
(x 10%x) (x 10%1) AO3H

>1,2 u >75 100

1-<1,2 1581051 50-75 75

0,7-<1 u >50 50
<0,7 W <50 MPOITYCTUTD 103y *

*HpOHYH_ICHHaH J03a HC OOJIDKHa BBOJAMTHCA B TCUCHHC ITHUKIJIA. Tepam/lﬂ HauHeTcs B 1 JACHb
CJICAYIOLICTO IUKIIA, KaK TOJIBKO a0COJIIOTHOE YHCIIO rpa”nyJIOOUTOB JOCTUTHET IMMOKAa3aTCIIsI Kak

muaEMYM 1,5 % 10%/71, a 9rcno TpoM6OIUTOB HOCTUrHET mokasatens 100 x 109/
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B. KoppeKuus 1035l TeMINTA0HHA B PAMKAX [THKJIA 'ﬁmpé‘iéﬁtﬁnﬁﬁé%Ménhﬁrﬂﬁﬁ c
KapOOIIaTHHOM
AOGCOIIOTHOE KOTUIECTBO Kommaecto o .
IPaHyJIOIUTOB TPOMOOIIMTOB /o OT NIpeALAyILeit
(x 10%7) (x 10%7) AOSH
>1,5 u >100 100
1-15 AN 75-100 50
<1 W <75 MPOIYCTUTH 03y ™*

*[IpormymieHHas 103a HE JOJDKHA BBOAWTHCS B TeUeHHUE IMKJIA. Tepamus HadHercss B | JeHb
CJICYIOIIETO IHKJIA, KaK TOJBbKO a0COJIOTHOE YMCIIO TPAaHYJIOIUTOB JOCTUTHET MOKA3aTels KaK
MHUHUMYM 1,5 X 109/.]'[, a YHCII0 TPOMOOIIMTOB JTIOCTUTHET MmokazaTest 100 X 10%.

Ilpu nr060Mm nokasanuu B MOCIEIYIONIMX IMUKJIAX [03a reMIUTabuHa JOJDKHA ObITh CHUKEHA JI0
75 % OT HaYaJIbHOW JI03bI TIEPBOTO IUKJIA MPU HAIMYUU CIEAYIOIUX BUIOB FeMaTOJIOTHUYECKOM
TOKCHYHOCTH:

- a0COJIIOTHOE YHCIIO TPaHyIouuToB <500 X 10%/11 B Teuenue Gosee 5 muei

- abCONMOTHOE unciIo rpanynonuToB <100 x 105/ B Teyenue Gonee 3 aHeit

- (heOprTbHAST HEUTPOTICHHS

- YUCJIO0 TPOMOOIIUTOB <25 X 10%n

- 3a/ICprKKa [HMKJIa JIeueHUs OoJiee yeM Ha 1 HeJento BCIeACTBUE TOKCHYHOCTH

s eviaenenuss HecemMamono2u4eckou MmMOKCUYHOCMU HEOOXOAUMO TPOBOAHUTH PETYJISIPHOE
oOcieoBaHUE TAIMEHTa W KOHTPOJMPOBATH (YHKIMIO MEYCHH W TOYEeK. B 3aBHCHMOCTH OT
CTETNIeHH TOKCUYHOCTH, HAOF01aeMOi y MalMeHTa, 03y MOKHO CHUXKATh C KaXKIbIM IIUKJIOM HIIN
B TCUCHHE I[UKJIA.

Kak mnpaBuno, mpu Tsxenoil (3 wiam 4 cTeneHW) HEreMaTOJOTMYECKOW TOKCUYHOCTH, 32
WCKIIFOYEHHEM CIIy4aeB TOIIHOTHI/PBOTHI, TEpPANUI0 TEMIIMTAOMHOM CJEAyeT BPEMEHHO
MPEKPATUTh WIK YMEHBIIUTH 03y MIpenapara Ha OCHOBAaHUH PEILIEHUs Jedallero Bpava. Tepanus
JOJKHAa OBITH TMPHOCTAHOBIEHA 10 TeX IMOp, IMOKa, MO MHEHUIO0 Bpada, TOKCHYHOCTh HE
pa3penruTcs.

Jnst momydenust nHGOPMAIIMKM O KOPPEKIIUU J03bI UCIUIATHHA, KapOOoIIaTHHA U TaKJIMTaKcea
npy KOMOMHHPOBAHHOW Tepamuu cleAyeT OOpaTUThCS K COOTBETCTBYIOIIUM HHCTPYKIHSM II0
MEIUIUHCKOMY TPUMEHEHUIO.

Oco0ble TPVIIILI TAIKEHTOB

Toowcunvie nayuenmol (cmapuie 65 1em)

['emMuuTaOMH XOPOIIO MEPEHOCUIICS Y MAlMEHTOB cTapiie 65 ner. Her maHHBIX O TOM, 4TO AJis
MOKUJIBIX MAIMEHTOB HEOOXO0IMMa KOPPEKIIUS 03bI, TOMUMO TOH, YTO PEKOMEHIOBaHa ISl BCEX
MAIUEHTOB.

Tayuenmul ¢ Hapywenuem OynKyuu neyeHu u novex
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[TpuMeHATH TeMIMTa0UH y MAlMEHTOB C Ne4eHOYHOM @MMETE@E & Eéﬁ}'fﬁ&&iﬂoﬁ
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GyHKIIMEH TOYeK CIIeyeT ¢ OCTOPOKHOCTBIO, TaK KakK MOJYYEHHBIX B XOJAC KIMHHUYECKHX
UCCJCIOBAHUM  JAHHBIX HEJAOCTAaTOYHO JUJIi MIPEJOCTaBIEHUS UYETKUX PEKOMEHJAIlui
OTHOCHUTEIJIbHO KOPPEKIUH J103bl Y JaHHBIX MOIMYJISILIUIA MalueHTOB.

eTu
BbezomacHocth 1 a3 hexTuBHOCTE y neTet oT 0 10 18 jieT Ha TaHHBI MOMEHT HE YCTaHOBJICHEI.

Cnooco0 nnpuMeHeHus

[Tocne pa3Benenus mpemnapat ['emMmuTa BBOAAT METOJOM BHYTpHMBEHHOW MH(GY3uu B TedeHue 30
MUHYT.
WNHcTpyKiMy Mo IpUrOTOBIICHUIO JIEKAPCTBEHHOIO TIpenapara nepei IpuMeHEHUEM CM. B pasjienie
6.6.
4.3. [IpoTuBONOKA3aHUS

— ['unepuyBCTBUTENBHOCTh K TEMIMTAOMHY WIH K JTI0OOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,

MepEeUYUCIICHHBIX B pazjeine 6.1.;

— bepemeHHOCTB U MIEpUOJI TPYTHOTO BCKAPMIIMBAHUS.
4.4. OcoOble ykazaHHusl U Mepbl NPeJI0CTOPOKHOCTH NIPH IPUMEHEHUH
[Tpemapat ['emuta Bo BpeMst HH(Y3UN IEPSHOCUTCSI XOPOIIIO, MOXKET Ha3HAYAThCS aMOYJIaTOPHO.
B cnywae skcrpaBazanuu uHQY3Hsl J0JKHA OBITH Cpa3y IpeKpalleHa W 3aTeM BO300HOBIICHA,
UCIIONIB3YS APYTOr KpOBEHOCHBIN cocy. [locie BBeneHus npemnapata HeoOX0AMMO BHUMATEIIBHO
CJIEIUTh 32 COCTOSIHUEM IalleHTa.
YBenuueHnre nmpoI0JKATETLHOCTH HH(Y3UH U TIOBBIIIIEHHAS YaCTOTa BBEICHUS MperapaTa MOTyT
MIPUBECTHU K MOBBIIIEHUIO TOKCUYHOCTH.

I'emaTonornyeckass TOKCHYHOCTD

['eMiuTabuH MOXET MOAABIATh (DYHKIMIO KOCTHOTO MO3ra, 4YTO MPOSBISETCS JEHKONEHUeH,
TpoMOouuTOnieHHeW wuiau aHemuel. llepen kaxapIM BBeAEHHEM TIeMIIMTaOWHA HEOOXOAMMO
KOHTPOJHMPOBATh KOJIUYECTBO TPOMOOLIUTOB, JIEHKOLIUTOB U IPaHYJIOLUTOB B KPOBH Y MAI[UEHTOB,
NoJIydarolux Tepanuio mnpenaparoM ['emuta. Ilpu mpusHakax yrHeteHuss QyHKUIUH KOCTHOTO
MO3ra, BBI3BAHHOT'O IpenapaToM, He0OXOAMMO MPUOCTAHOBUTH JIEUEHUE WIN CKOPPEKTHPOBAThH
no3y. Muenocynpeccust KpaTKOBPEMEHHA, KaK MPAaBWIIO, HE NMPUBOAUT K YMEHBIICHHUIO O3Bl U

PCAKO IMPUBOAUT K OTMCHE TCpAIllU.
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IPUMEHEHHs reMIMTabuHa. Y MalUEeHTOB C HapylIeHHEeM (YHKLIHU KOCTHOTO MO3ra Tepaluio
CJIeZlyeT HauuHATh C OCTOPOXKHOCTHIO. [Ipy 0THOBpeMEHHOM MPUMEHEHUH TeMIIUTa0NHA C IPYTOi
XUMHOTEpanuen, Kak 1 Npy IPUMEHEHUH APYTUX BUJIOB [IUTOTOKCUYECKOM Tepanuu, He00X0 1Mo
YUUTBIBATh PUCK KyMYJIATUBHOU CyIpeccHH (pyHKIIMH KOCTHOTO MO3Ta.

Hapynienue d)VHKHI/ISI IMOYCK M IICUYCHU

Crnemyer ¢ OCTOPO’KHOCTBIO NMPUMEHATh MeMUIUTAOWH y MAIMEHTOB C HapyLIeHHWEM (yHKIHU
IICYEHN WINM II0YEK, TaK KaK IIOJYYEHHbIX B XOJ€ KIMHUYECKUX MCCIEJOBAHUN JaHHBIX
HEIOCTaTOYHO JUIS MPEIOCTABICHUS YETKUX PEKOMEHJAIMI OTHOCUTEIHFHO KOPPEKUUH J03bI Y
JTAHHOM MOIyYJIALMY TalUEHTOB.

BBenenne remuurabuHa Mpu METacTazax B MEYEHH, PU TEMATHTE U AIKOTOJIM3ME B aHaMHe3e, a
TaKXe MPU LUPPO3€ NEUEHU YBEINYMBAET PUCK PA3BUTHUS IEUCHOYHON HEOCTATOUHOCTH.
Heob6xoaumo perynsipHO mpoBOAUTH Ja00OPATOPHBIE UCCICAOBAHMS ISl OLICHKUA (PYHKIIMU TTOYEK
U TEYEHH.

ConyTcTBYIONIAA JyUeEBas Tepaus

ConytcTBytomas JiydeBasi Tepanusi (IpoBOANMasl OAHOBPEMEHHO WM € pasHUIle B < 7 nHel):
Ha0JII0IAIMCh CIy4Yau pa3BUTHUSI TOKCUYHOCTH.

JKuBble BaKIIMHEI

BaKHI/IHy IIpOTHUB JKEITOM JUXOpaaKu W JOPYTH€ JKUBBIC ATTCHYWMPOBAHHBLIC BAaKIWHBI HC
PECKOMEHAYCTCA IPUMCHATH Y ITIAIUCHTOB, IMMOJIYYarOIHUX TCpaInto FeMI_[I/ITa6I/IHOM.

CunaIapoM o0paTuMoii 3aaael dHIehaIonaTun

VY manueHToB, MOTYYaBIINX FEMIIUTA0WH B KAY€CTBE MOHOTEPATUU WJIM B KOMOMHAITNH C APYTUMHU
XUMHOTEpaNneBTUUECKUMHU TpernapaTaMy, OTMEYAJIUCh Clydand pa3BUTHS CHHIpoMa 0OpaTUMOMN
3agHe SHUealoNnaTU C MOTEHLUUAIBHO TKEIBIMUA MOCIEACTBUAMHU. Y OOJBIIMHCTBA
MalMeHTOB C CHUHAPOMOM OOpaTUMON 3ajHe HHIedamonatuy HAOIIOAAINUCh OCTpas
apTepualbHas TUNEPTEH3Us U CYAOPOKHAs aKTUBHOCTh, HO MOTIJIM MPHUCYTCTBOBATh U JIPyTHE
CUMIITOMBI, HallpUMep, TOJIOBHAsi 00J1b, BSUIOCTh, CIyTAHHOCTh CO3HAHUS U CIENOTA.

JlnarHos moaTBepkKIaeTCsl MOCPEICTBOM MPOBEIEHUS MArHUTHO-PE30HAHCHON TOMOTrpaduH.
CungpoM obOpatumoil 3amHel sHIedanonaTuu OOBIMHO ObUI OOPATHMBIM HpPU NPUMEHEHUU
COOTBETCTBYIOIIMX MOAJEpKUBaOIMX Mep. Ecnu B Xone jeueHus pa3BUBAETCS CHHIPOM
obpatuMoi 3amHell SHIedanonaTid, NPUMEHEHHE TeMIMTa0uHa CIIeyeT OKOHYATEIbHO
MPEKPaTUTh W MPHUHATH MOAJEPKUBAIOIINE MEpPbl, B TOM YHUCJIE KOHTPOJIb apTepUaTbLHOIO

JIABJICHUS U IPOTHBOCYOPOKHYIO TEPAITHIO.
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CepaeyHo-coCcyINCTast CUCTEMA

W3-3a pucka HapylIeHUu cO CTOPOHBI cepala U (UiIu) COCYIOB MPH MPUMEHEHUH reMIuTaduHa
0CO0YI0 OCTOPOKHOCTh CJIEAYET IPOSBIATH IPU JIEUEHUU MALUEHTOB C CEPAECYHO-COCYJUCTHIMU
SBJICHUSIMU B aHAMHe3e.

CHHAPOM IOBBIIIEHHON MIPOHUIIAEMOCTH KAMMLISIPOB

CuHHApPOM MOBBIIIEHHONW MPOHUIIAEMOCTH KalWLISIPOB HaOMIoAaicsa y MalMeHTOB, MOTy4YaBIINX
reMudTabvH B MOHOTEpAanMM MJIM B KOMOMHAIMM C JPYTHMH XHUMHOTEpANeBTUYECKHUMU
npenapatamy. JlaHHOE COCTOSIHME OOBIYHO IOAJAETCS JIEYEHHIO B Cy4yae paclio3HaBaHMs Ha
paHHEH CTaJAMH U IPOBEICHUS COOTBETCTBYIOLIETO JICYECHMs, HO OTMEYAJINCh U JICTaJbHBIC
ucxozasl. COCTOSHHME 3aKI0YACTCA B CUCTEMHOM IOBBIILIEHUN IPOHULIAEMOCTH KallWJLISAPOB, IIPU
KOTOPOM KUAKOCTU U OEJIKU U3 BHYTPUCOCYAUCTOIO IPOCTPAHCTBA IPOHUKAIOT B UHTEPCTULIUH.
KnuHnyeckne npu3HaKW BKIIOYAKOT TIEHEPAIU30BAaHHBIM OTEK, IIOBBILIEHHE MAacChl Tella,
THMOATEOYMUHEMHIO,  TSDKEIYI0  apTepHalIbHYI0  TUIIOTEH3UIO,  OCTPYI0  IOYEYHYIO
HEJ0CTAaTOYHOCTb U OTEK JIETKOro. B cirydae pa3sBuTus cuHApPOMa MOBBIIIEHHON IPOHULIAEMOCTH
KallWUISIPOB B XOJI€ Tepaluu, IPUMEHEHHE reMIUTa0nHa JOHKHO OBITh MIPEKPALLEHO U MPUHSATHI
noxaepkuparomue Mepbl. CHHIPOM NOBBILIEHHONW NPOHUIAEMOCTH KanWUIIPOB MOXKET
BO3HHUKATh B Te4YeHHE Ooyiee MO3JHUX LUKIOB, M B JIMTEPATypEe OH AaACCOLMHUPYETCS C
peCIMPaTOPHBIM JUCTPECC-CUHIPOMOM B3POCIIbIX.

DyHKIUH JIETKUX

Kpome pecnimpaTopHOro AMCTpecc-CHHAPOMA B3pOCIbIX, APYrue HapylIeHus (QYHKIHU JIETKUX,
WHOT/Ia TSOKEJIOW CTEeNeHW (HampuMmep, OTEK JIETKMX, MHTEPCTHIIMAIbHBIA MHEBMOHUT), OBLIN
3aperucTPUPOBAHbl y MAIMEHTOB, MOJTYYaBIIMX reMiuTabuH. [Ipu pa3BUTUHM TakuX MOOOUYHBIX
3h(}eKToB creayeT paccMOTPETh BOIMPOC O MPEKpaIleHHH Tepanuu remMiuTabuHoMm. Pannee
HCIIOJIb30BAHUE CUMIITOMATUYECKOM TEPAITUU MOKET YIYUIIUTh CUTYALIHIO.

[Toukn

T'emonumuxo-ypemuueckutl CUHOPOM

VY mnanveHToB, TMOMy4YaBIIUX TEeMIUTAOWH, PEAKO OTMEUAIUCh KIWHUYECKUE W3MEHEHUS,
COOTBETCTBYIOIIIME TEeMOJUTUKO-ypemuueckoMy cunapomy (I'YC) (mamHple mTo nepuomy
MocTperucTpanmoHHoro npuMmeHeHus1). ['YC sBusercs HapylieHHUEM, MPEACTABISIIONUM
MOTEHIMAIBHYI0 YIpo3y Ijs Xu3HH. HeoOXoauMo mpeKkpaTuTh Tepamuio reMIIUTaOMHOM TpU
MEePBBIX MPU3HAKAX JIFOOOTO CBHUIETEIHCTBA MUKPOAHTUOMATUYECKON TEMOJUTUYECKON aHEMUH,
TaKHUX KaK OBICTPO CHUKAIOIIHUICS YPOBEHb T€MOTIIO0MHA C COMYTCTBYIOIIEH TPOMOOIIMTONIEHUEH,

MOBBILICHHE YPOBHS OWIMpPyOHWHA CHIBOPOTKH KPOBU, KpEaTMHHHA CHIBOPOTKU KPOBH, a30Ta

9



COOTBETCTEYET 3KI(
ot 14.08 N2 15623
'ﬁ'&%ﬂ FHNOT Hﬁd"(')'ﬁheHe

OMY OTHETY

T10C )
MouesHHbI kposH uiu JIJIT. Iouednas HegocTa FouHOCTh O REIEGBE

TEpAIINU U MOXKET HOTpe6OBaTBCH JUaan3.

DdepTUabHOCTD

B uccnenoBanusx pepTHIBHOCTH FeMIMTAa0MH BbI3bIBANI IMIIOCIIEPMATOIE€HE3 Y CaMIIOB MbIILIEH.
[TosTOMy My)XUMHAM, MOTYYAIOIIUM TEPAIHIO TeMIUTA0MHOM, HE PEKOMEHYETCsI OTIIOBCTBO BO
BpEMs JICUCHHS M B TeUeHUE 6 MeECALEB IIOCIE €ro OKOHYaHMs, a TaKKe PEKOMEHIYETCs
00paTUTHCs 3a TOMOIHUTEIbHON KOHCYJIbTAlUEN B OTHOIIEHUN KPUOKOHCEPBALIUY CIIEPMBI U3-3a
BO3MOHOI'0 O€CIUIOINS BCIIEACTBUE TePAUU T'eMIUTA0MHOM.

BcenomorarenpHbie BemecTsa (HaTpuit)

B kaxxaom ¢uiakoHe JekapcTBeHHOTO npenapara ['emuta nqo3upoBkoid 200 MI coaepKHUTCS MEHee
1 mmoitb (23 Mr) Hatpus, B KaxkaoM (iaakone go3upoBkoii 1000 Mr comepkutcst MeHee 1 MMOJIb
(23 mr) Harpus, B KaxaoM (aakone go3upoBkoit 1400 comepxures 1,1 mmoins (24,5 mMr) HaTpus.
OTO0 cienyeT yuyuThlBaTh IIPU Ha3HAYEHUU Iperapara MalMeHTaMHu, HaXOJSIIMMCS Ha JUETE C
OTpaHUYEHUEM TTOCTYIICHUS HATPUSI.

4.5. B3auMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenapaTtaMu W JApyrue BH/bI
B3aNMOeliCTBUSA

JIyueBag Tepanus

OnHOBpeMEHHOE MPUMEHEHHE (COBMECTHOE WJIM C MHTEPBAJIOM MeHee 7 JIHEH): TOKCUYHOCTb,
COMNpSDKEHHAsl ¢ TakKUM MYJbTUMOJAJIbHBIM JIEUEHUEM, 3aBUCUT OT MHOXKECTBA pPa3IMUYHBIX
(bakTOpOB: 103bl T€MIMTA0MHA, YacTOTHl BBEJACHHs T'eMIUTaOMHa, J103bl JIy4eBOW Tepamnuu,
TEXHHUKH TJIAaHUPOBAHUS JIy4eBOW Teparnu, TUMa U o0bemMa 00J1y4aeMoil TKaHH.

JIoknmuHUYeCKMe W KIMHUYECKHE UCCIeOBaHMs IOKa3ald, 4YTO TeMIMTa0uMH oO0nagaer
PaAMOCEHCUOUTM3UPYIOIUM  AeicTBUEM. B eIMHCTBEHHOM HCCIEIOBAHUHU, B KOTOPOM
reMIUTa6MH BBOAMICA B 103€ 1000 Mr/M? B TedeHHH 6 HeJleb OHOBPEMEHHO C TePaleBTHUECKHM
0o0JyyeHHeM TpyJHOM KIETKH Yy MAalUEHTOB C HEMEJIKOKJIETOYHBIM pPakoM JIerkoro, Oblia
3apuKcUpOBaHA 3HAUYMUTENbHAS TOKCUYHOCTh B BUJE TSKEJIOTO M MOTEHIMATBHO OMACHOIO JUIs
JKU3HU BOCTIAJICHUS CIM3UCTBIX 000JI0YEK, IIaBHBIM 00pa3oM 330(daruta; a Takke MHEBMOHUTA,
0COOEHHO Yy MallMEeHTOB C OONBIINM 00BeMOM 00Iy4YeHHs TKaHel (MeanaHa oobeMa 00IyUYeHUs
4795 cm®). IlpoBomuBmiecs MO3Ke HcclenoBaHHsA (uccmemoBamst 11 dasel  1pu
HEMEJIKOKJIIETOYHOM pake JIETKOro) CBHUJETENBCTBYIOT O IeJIeCOOOpa3sHOCTH  BBEACHUS
reMiuTabuHa B 0ojiee HU3KUX J103aX C COMyTCTBYIOIIEH JIy4eBOW Tepanueld ¢ MpOorHO3upyeMon
TOKCHMYHOCThIO. JlydueBas Tepamus Ha oOmacth rpynHoi kierku (COJ[ 66 I'p) mpoBoaumnach

OJTHOBPEMEHHO C XUMHOTepamnuei reMuuTabuaoM B 03¢ 600 Mr/M? (4 BBEIEHNS) U IUCTLTATHHOM
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NOKa3aJid, YTO TPU HEMEJIKOKIECTOYHOM pakKe JIETKOro M pake IOKEIyIOYHON JKeJIe3bl
1eIecoo6pasHee MPOBOAUTH MOHOTEPANMIO reMIUTadbuHOM (B m03e 10 300 mr/m2/menens)
napajyielbHO ¢ Jy4eBod Tepamueidl. ONTHManbHBIA pPEeXUM it O€30acHOr0 BBEACHUS
reMurTabuHa ¢ TeparneBTUYECKUMU JO3aMHU JTy4eBOM TEpanuy emié He yCTaHOBJICH JJIsl BCEX TUIIOB
HOBOOOPa30BaHMIA.

[TocnenoBarenbHOe NpuUMeHEHHE (MHTEpBan Oojee 7 IHEN): KpoMe JIydeBOM peakUuu IpU
BBCJICHUU TEMIIMTa0MHA Ooyiee ueM 3a 7 JTHEH M0 WM TOCie JIy4eBOH Tepanuu, yBEITUYCHUS
TOKCHYHOCTH HE 3aperuCTPUPOBAaHO. DTH JaHHbBIE MO3BOJSAIOT MPEANOI0KHUTh, YTO TEMIUTA0OUH
MOYKHO BBOJHUTH Yepe3 OJHY HEACII0 MOCJE JIYYeBOW TepaluH MM IOCIEe TOro, Kak OymayT
pa3pemuieHbl OCTPBIE TOCIEACTBHS JIy4€BOM TEparuu.

W npu OZHOBPEMEHHOM, W TPU IOCIEAOBATCILHOM MPUMEHEHHH TeMIIMTA0MHA C Jy4eBOH
Tepanueil ObLIM 3aperuCTPUPOBAHBI JIyYEBBIC MOBPEXKACHUS OOydaeMbIX TKaHEH (Hampumep,
330(arut, KOJIUT ¥ ITHCBMOHHUT).

[lpyrue

He pexomeHayeTcsi COBMECTHOE NMPUMEHEHHE C JKUBBIMU BAaKI[MHAMHU JKEITOH JIMXOPAIKU H
JPYTMMHU JKUBBIMH BaKIMHAMH, BCIICJCTBHE PUCKA CHCTEMHOIO 3a00JI€BaHHsS C BO3MOXKHBIM
JIeTaIbHBIM UCX0I0M, OCOOCHHO Y MAIMEHTOB C UMMYHOCYTIPECCHEH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTB

Her pocraTO4HBIX MJaHHBIX O MPUMEHEHMM TreMuuTaOuHa y OepeMeHHbIX JKEeHUIMH. B
UCCIIIOBAaHUAX Ha JKMBOTHBIX HAOIIOAATIOCh TOKCHYECKOE MACWCTBHE HAa PENpOyKTHBHYIO
¢ysnkuio. Ha ocHOBaHMU Pe3yJbTaTOB MCCIEIOBAaHUI Ha KMBOTHBIX U MEXaHU3Ma JEHCTBUS
reMiuTaOuHa JaHHBIN MpernapaT He CIIeyeT UCIOIb30BaTh B T€UEHHE OEPEMEHHOCTH 0€e3 SIBHOM
HE0O0XO0IUMOCTH.

XKenmuHam pexoMmeHayeTcss u30eratb HAcTyIUIEHHs OEpeMEHHOCTHM B XOJe Tepamnuu
reMIUTabuHOM, a B ClIy4ae, €ClId 3TO IPOU30IILII0, HEMEIJIEHHO COOOIINTD JIeyalleMy Bpauy.
Jlakranms

HeusBecTHO, BBIOENsAETCS JIM TeMUUTAaOWH C TPYIHBIM MOJIOKOM, M HENb3s HMCKIIOYUTh
HexenarenbHble 3 dexTsl ans rpyaHsix geredl. Kopmiienue rpypio Ha NPOTSHKEHUH JICUSHUS
reMIIMTA0MHOM CJIEyEeT MPEKPATUTD.

DdepTUIbHOCTD

B uccaenopanusax (I)epTI/IJIBHOCTI/I FCML[I/IT3.6I/IH BbI3BAJI TUINIOCTICPMATOICHE3 Y CAMIIOB MBIIIIEH.

HOBTOMy MYXXYHWHaM, IIOJy4daromiuM TEPaIinro FeMHI/ITa6I/IHOM, HE PCKOMCHAYETCA OTHOBCTBO BO
11
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00paTUThCS 3a TOMOJHUTEIHLHOW KOHCYJIbTAIlEe B OTHOLICHIUH KPUOKOHCEPBALlUK CIIEPMBI M3-32
BO3MOXKHOTO O€CIIIIONUS BCIICICTBUE TEPATTUU TeMIIUTAOMHOM.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh C
MeXaHU3MaMHu

HccnenoBanuii BIMSHUA TeMIIMTA0MHA HA CTIOCOOHOCTH YIIPABJIATH aBTOTPAHCIIOPTHBIMU CPEJICTBAMHU
U IPYyTUMH MEXaHH3MaMH He TPOBOAMIOCE. TeM He MeHee H3BECTHO, YTO TeMIIUTA0UH MOKET BBI3BATh
COHJIMBOCTh OT CJIa0OH 1O YMEpPEHHOH CTENeHH BBIPAKCHHOCTH, OCOOEHHO COBMECTHO C
yHoTpeOJIeHHEM aKOTOJIs.

[TanmeHTOB CclieAyeT MpeNocTeperatb OT YNpaBICHHS MEXaHW3MaMH B TeX CIydYasX, KOrJa OHHU
YYBCTBYIOT COHIUBOCTb.

4.8. HexkennaTeibHbIe peakunu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

CaMbpIMU  pacTipOCTpaHEHHBIMH HEXKEJATEIbHBIMH DPEAKLUSAMH, CBSI3aHHBIMH C Tepanuei
npernapatoM ['emura, SBISIOTCSA TOIIHOTAa CO PBOTOW WM O€3 PBOTHI, MOBBIIICHHBIH YPOBEHb
neyeHouHblx TpaHcamuHaz (ACT/AJIT) wu menouyHoit  docdarassl, OTMeuUaBLINECT
npuOan3uTesnbHo y 60% NanueHToB; NPOTEUHYPHUS U TeMaTypusi, OTMEYABIINECS IIPUMEPHO Y
50% mnanueHTOB; oxbliKa, oTMedaBmasicsa y 10-40% mnamnueHtoB (¢ HauboJbLIEH 4acTOTOH y
OOJILHBIX PAKOM JIETKOIO); ajyiepruyeckasi KOo>KHasi Chlllb, HaOM0JaBIIasICs MPUOIU3UTEIBHO Y
25% nanueHToB U cBsA3aHHas ¢ 3yaAoM y 10% nanueHTos.

Ha dacToTy M cTemneHpb TSDKeCTH HeXeNaTeIbHBIX PeaKIMid BIUSIOT /1032, CKOPOCTh WH(Y3UH U
MHTEPBAJIBI MEXKTy BBEICHUSIMH npenapara. K J030IMMUTHPYIONUM HEeXeNaTeTbHBIM PeaKIusm
OTHOCSATCSI CHYKEHHE YHCIIa TPOMOOIUTOB, JTEUKOIUTOB U IPaHyJIOLUTOB.

Pe3roMe HeXeIaTeIbHbIX PEeaKInui

[ToGouHble peakiMu, BCTPEYABIIMECS 4Yalle, YeM B CAWHHYHBIX CIIydasx, MCPEUUCICHBI B
COOTBETCTBHUH CO CIIEAYIONIEH rpagamnueii: oueHs yacto (> 1/10): gacto (> 1/100, < 1/10): Heyacto
(>1/1000 u < 1/100); peaxo (> 1/10000 u < 1/1000); ouens peako (<1/10000), yacToTa HeM3BECTHA
(Ha OCHOBaHUHW MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOKHO).

HUngpexyuu u uneazuu

4acTo - MH(MEKINHU; C HEU3BECTHON YaCTOTOM - CETICHC.

Hapywenus co cmoponwl Kposu u ium@amuiecKkol cucmemb:

OUYCHb YACTO - aHEMUsI, JIeHKoneHus (Kak MpaBuUiIo, HaOIraeTCsl yrHeTeHHe (QYHKITMH KOCTHOTO
MO3ra JIETKOH WJIM CpeJHel CTEeNeHH TSDKECTH, U B OCHOBHOM OKa3bIBaeT JCHCTBHE HA YHCIIO
IPaHyJIOIIUTOB) W TPOMOOIMTOINCHUS; 4YacTo - (heOpuiibHAas HEWTPONEHHs, OYCHb PEAKO —
TPOMOOIIUTO3, TPOMOOTHYECKAs MUKPOAHTUOTIATHS.
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(NOCNEQCBATENEHOCTE 0002)

Hapywenus co cmoponsl uMMyHHOU cucmembl.

OYCHb PEJIKO - aHA(PHUIIAKTHYECKAs PEaKIIHsL.

Hapywenusa memaboauzma u numanus:

9aCTO - AHOPEKCHSL.

Hapywenus co cmopoHbvl Hep8HOll CUCMeMb.:

4acTO - TOJIOBHAass O00ib, OECCOHHMIA, COHJIMBOCTH, HEYACTO - HapyIIEHHE MO3TOBOTO
KPOBOOOPAIIIEHHUS; OYEHb PEJKO - CHHIPOM 00paTUMOi 3a1Hei sHIIedaTonaTuy.

Hapywenus co cmoponul cepoya:

HEYyacTo - CepeyHas HEeJOCTaTOYHOCTh; apUTMUS, MPEUMYIIECTBEHHO CYIpPaBEHTPUKYJISIpHAs,
penKo - HHpapKT MHOKap/a.

Hapywenus co cmoponwl cocy0os:

pPEeIKO - CHW)KEHHE apTepHaIbHOTO JABJICHHS, KIMHUYECKHE IPHU3HAKU MEpUPEPUIECKOrO
BACKYJIUTA U TAaHTPEHBI; OYE€Hb PEIIKO - CHH/IPOM IOBBIIICHHOW IPOHUIIAEMOCTH KalTMJUIIPOB.
Hapywenus co cmopoHbl ObIXamenbHOU CUCIeMbl, OP2aH08 2PYOHOU KNeMKU U CPeOOCHEeHU.
OYEHb YacTO — OJbINIKA (KaK MPaBUIIO, JETKOW CTEINICHU TSHKECTH M MPOXOJsiiias 0e3 JeUeHus);
YacTo - Kallellb, PUHUT; HEYacTo — OpoHXocmasM (Kak MPaBHIIO, JIETKOW CTENEHU TSHKECTH M
KPaTKOBPEMEHHBIH, OJHAKO, MOXET MOTPeOOBAThCS MNPOBEACHHUE MapEHTEPATbHON TEpariu),
MHTEPCTULHMAIBHBIA MTHEBMOHUT; PEIKO - OTEK JIETKHX, PECHUPATOPHBIN JUCTPECC-CUHAPOM
B3pOCIIBIX.

JKenyoouno-kuweunvle HapyuieHus .

OYEHb YacTO - TOIIHOTA, PBOTA; YacCTO - JUapesi, CTOMATHUT, S3BEHHOE MOPa)KeHHE CIU3UCTOU
000JIOYKH TIOJIOCTH PTa, 3a10pP; 0UY€Hb PEIKO - HIIEMUYECKUIA KOJIUT.

Hapywenus co cmopoHul neuenu u H#ceniesvbleo0auux nymei.

OYCHb YacTO - MOBBIIIEHHWE KOHIIEHTPALUH «IedeHouHbIX» TpaHcamuHaz (ACT u AJIT) mu
meao04Hol  QocdaTassl; 4YacTO - TOBBIIIEHHE KOHLEHTpAalUM OWiupyOHMHA; He4yacTo -
TelaTOTOKCUYHOCTh TSDKEJIOH CTENeHH, BKITI0Yas MEYEHOYHYI0 HEJOCTaTOYHOCTh, B HEKOTOPHIX
CITydasix C  JIeTAIBbHBIM HCXOJIOM; penko - MTOBBIIIICHUE KOHIICHTPAIIH
ramMarnytamuitpancgepassl (ITT).

Hapywenus co cmopoHbvl KoicU U NOOKOMCHBIX MKAHEI.

OUYCHb YacCTO - AJUICPTHYECKUE KOXKHBIC BBICHITIAHHS, COTMPOBOXIAIOIINECS 3YAOM, AIOTEIINS,
9acTo - 3y, MOTIMBOCTh; PEIKO - SI3BBI, 00pa30BaHUE BE3UKYJI M HAPHIBOB, IIEITyIICHUE, KOXKHBIC
PEAKIIMHU TSKEJION CTEeNeHH, BKIII0Yasi JECKBaMallMIo U OyJIJIe3HOE MOPAKEHUE KOXKU; OUYEHb PEIIKO
- TOKCHYECKMH SMuepMalbHbIi HEKpoiu3, cuHapoM CTuBeHca-/[KOHCOHA, ¢ HEW3BECTHOU

YaCTOTOH — TICEBJIOIEIITIOIHNT.
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. . o BN HOCTE 00027
Hapywenus co cmoponst MbluiedHoll, cKeremudii u coedihiametsrdtian 2 H O CTE 0002]

4acTo - 00JIb B CIIMHE, MUAJITHUS.

Hapywenus co cmoponvl nouek u Mo4esbi800suux nymeii.

OYCHb YaCTO - MPOTECHHYPHsS JIETKOH CTCMEHH W TIeMaTypus; HEYacTo - IoYeyHas
HEI0CTaTOYHOCTh, FEMOJIMTUKO-YPEMUYECKUN CHHIPOM.

Obwue napyuwenus u peakyuu 6 Mmecme 66e0eHuUsl:

OYCHb 4acCTo - I‘pI/IHHOHO[[O6HbIe CI/IH[[pOMBI (HaI/I6OJIee JaCTbIMHU CUMIITOMaMH 6BIJII/I meopa):[Ka,
roJI0BHas 00JIb, 03HOO, MHAJITHS, ACTEHUS M aHOPEKCHSI; TAKIKE COOOINAIOCH O CITydasX Pa3BUTHS
Kallllsl, pUHUTA, HEIOMOTaHHs, MOTOOTAEICHUS W MPOOJIEM CO CHOM), OTECK/mepuepHyeCKuii
OTEK, B TOM 4YHCJE€ OTEK Jiuia (Kak MpaBHJIO, TOCIC MPEKpAIICHUs Teparnuu HaOJr0aaI0Ch
paspelieHre 0TeKa); YacTo - JIMXOPajKa, aCTCHUs, 03HOO; PEIKO - PEaKIMU B MECTE MHBEKIIUH
(Kak mpaBuIIO, JIETKOM CTEIIEHN).

TpaSMbl, UHMOKcUuKayuu u OCJH0HCHEHRUA npouedyp

pCI[KO - J'Iy‘-IeBaﬂ TOKCUYHOCTbD, HOBTOpHOC BO3HUKHOBCHHC J'Iy‘IeBI)IX 0KOT'OB.

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKHI/Iﬁ

HpuMeHeHue 2eML;uma6uHa 6 KOM6MHCII/;MM C naKkiumaxkceiom npu paxke MOJIOYHOU dicenesnl

Heoiwcenamenvnuvie senenusn [1l cmenenu msaocecmu.

I'emaTonorunyeckas TOKCHYHOCTD:

anemus - 5,7%, TpombonuTonenus - 5,3%, Herirpornenus - 31,3%.

Herematomorndyeckas TOKCHYHOCTb:

bebpunbHas HeliTponieHus - 4,6%, MOBBINIEHHAS yTOMIISIEMOCTS - 5,7%, nuapes - 3,1%, moTopHas
HelponaTus - 2,3%, ceHcopHas Helpornatus - 5,3%.

Heowcenamenvnuvie aenenus IV cmenenu msicecmu

I'emaTonoruueckas TOKCUYHOCTb:

anemus - 1,1%, Tpombonutonenus - 0,4%, nelitponenus - 17,2% (uelitponenus IV crenenu
JUTUTENIBHOCTBIO O0Jiee 7 qHel Oblia 3apeructpupoBana y 12,6% maiueHToB).
HeremaTonornyeckass TOKCHYHOCTb:

bebpunbHas Helitporenus - 0,4%, MoBbIIIEHHAs yTOMISIEMOCTh - 0,8%, MOTOpHas HelpornaTus -
0,4%, cencopnas HeliponaTus - 0,4%.

Ilpumenenue cemyumadbuna 6 KOMOUHAYUU C YUCHIAMUHOM NPU PAKE MOYEBO20 NY3bIPS

Heowcenamenvnuvie saenenusn 111 cmenenu msocecmu

I'emaTonorunueckas TOKCUYHOCTb:
anemus - 24%, tpombouuTonenus - 29%.
Heremaroornyeckass TOKCHYHOCTD:
TOILIHOTA U pBOTa - 22%, nuapes - 3%, nndexuus - 2%, cromatur - 1%.
14
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Heowcenamenvnuvie aenenus IV cmenenu msicectiu

['emaronoruyeckasi TOKCHYHOCTD:

anemus - 4%, TpomOonrTonieHus - 29%.

Heremaronorndyeckass TOKCHYHOCTb:

uHpexus - 1 %.

Ilpumenenue cemyumadbuna 8 KOMOUHAYUU C KAPOONIAMUHOM NPU pAKe AUYHUKOS

Heorcenamenvnuvie signenus 111 cmenenu mssicecmu

I'emaTonornyeckass TOKCUYHOCTD:

anemus - 22,3%, neritponienus - 41,7%, tpombornuronenus - 30,3%, netikonenus - 48,0%.
Heremaronorudeckas TOKCHYHOCTb:

KpoBoTeueHus - 1,8%, ¢pedpunpHas Helitponenus - 1,1%.

Heowcenamenvnuvie senenus 1V cmenenu msasicecmu

I'emaTonornueckas TOKCUYHOCTD:

anemus - 5,1%, neurponenus - 28,6%, TpomOoumronenus - 4,6%, nedikonenus - 5,1%.
Hezcemamonozuueckas moxkcuunocms:

uHpekusa 6e3 Herponenuu - 0,6%.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo coo0mare O TMOAO03pEBACMBIX HEXKENATeNbHBIX PEAKIHAX IIOCIE PETUCTPAIHH
JIEKApCTBEHHOTO Tperapara ¢ Helbl0 00eCTIeYeHNsT HeTPEPhIBHOIO MOHUTOPUHTA COOTHOIICHHS
«oJb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
cooluiate O JIOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX pPEaKIUsIX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMbl COOOIIEHHSI O HEKEIATEeNbHBIX PEAKIUAX IOCyIapCTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOr0 COK3a:
Poccuiickasa ®edepayus
DdenepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpaHeHus (PoczapaBraazop)
Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIAb, 1. 4, cTp. 1
Temedon: +7 800 550 99 03
OnektponHas modra: pharm@roszdravnadzor.gov.ru
Caiit B UH(POPMALMOHHO-TEIEKOMMYHUKAIUOHHON CETH «HTEepHET!
https://roszdravnadzor.gov.ru/
Pecnyonuxa benapyco
VII «LleHTp dKCrIepTU3 U UCIIBITAHUI B 3PaBOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapuiieckuii niep., 2a
Tenedon otaena papmakonamzopa: + 375 (17) 242-00-29
®daxkc: +375-17-242-00-29
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OnexrponHas mouta: recpl@rceth.by, rceth@rceth.by (MOCNEAOBATENBHOCTL 0002)

Hurepuer-caiit: www.rceth.by

4.9. Ilepeno3npoBka

AHTHIOT U TeMuuTabuHa Hew3BecTeH. KiImHMYeckn JomycTuMas TOKCHYHOCTh HaOJI01a1ach
TIPH BBEJIEHUM OJHOKPATHBIX 703 BILIOTH 10 5,7 I/M? BHYTpUBEHHO B TeueHue 30 MUHYT KaK/ble
IBe Hexenu. B ciydae Mmono3peHMs Ha TNEPEeO3UPOBKY MMAIMEHT ODKEH HAXOIUTHCS MO
HIOCTOSTHHBIM BpaueOHBIM KOHTPOJIEM, BKJIFOUas Moac4eT popMyiibl KpoBu. [Ipu HEoOXoauMocTH

ManUEHTY IMPOBOAAT CUMIITOMATHUYCCKOC JICUCHUC.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOIiCTBA

®apMakoTepaneBTUYECKasl rpynna; MpoTUBOOIYX0JIEBOE CPEJICTBO; AaHTUMETA0OINTHI; aHAJIOTH
MUPUMUIUHA.

Koxg ATX: LO1BCO5

IemiuTabuH mpencTaBiseT co00il aHTUMETAa0ONMT mNUpUMUAMHA. [Ipemapar mposBiIsSeT
dazocnenupUIHOCTh, NEHCTBYS Ha KIIeTKH B (ase S (da3a cuHTE3a Ne30KCHPUOOHYKICHHOBOMN
kuciotel, JIHK) u ipu onpeieieHHbIX 00CTOSATENBCTBAX OJIOKUPYET pa3BUTHE KIJIETOK HAa TPAHUIIE
da3 G1/S.

[emuutabuH MeTabonu3upyeTcs BHYTPH KIETKM IO JIEHCTBHEM HYKJICO3UJIKHWHA3Bl C
oOpa3oBaHueM aKTUBHBIX aupocaTtHeix U TpudocaTHBIX HyKIeo3uaoB. LluToTOKCHUEcKoe
JIeCTBUE TeMIIuTa0uHa TIPOSIBISETCS 3a cueT mHruoupoBanus cunre3a JJHK ¢ momomipio aByx
MEXaHU3MOB JAecTBUs mocpeAcTBOM audochatHerx U TpudochaTHBIX HYKICO3UIOB.
Hudocdarupie HYKICO3UABI UHTUOUPYIOT PUOOHYKICOTHIIPENYKTa3y, KOTOpas NeHCTBYeT B
KayecTBe  E€JUMHCTBEHHOIO  KaTaJu3aropa  peakluuil, MNpUBOASAIIMX K  0Opa3oBaHUIO
ne3okcunykineosuarpudocdaron, Heooxoaumeix mis cunresa JJHK. MarubupoBanue manHOTrO
depmenta  mocpeactBoM  aAudocdaTHBIX — HYKJIEO3UJTOB  CHHMKACT  KOHIIEHTPAIIHIO
JI€30KCUHYKJIEO3UI0B B LIEJIOM M JI€30KCUHYKJIe03uaTpudochaToB B yacTHOCTU. TpudocdaTHbie
HYKJI€O3UJbl aKTHUBHO KOHKYPUPYIOT C JI€30KCHHYKJIeo3uATpudocharoM 3a BCTpaWBaHHUE B
moutekyisl JIHK.

AHaJOTUYHBIM 00pa3oM HeOOJNBIIOEe KOJIMYECTBO TeMIIMTa0MHA MOXET TaK)Ke BCTPAUBATHCS B
MoJekyibl pubonykienHoBor kuciaotel (PHK). Takum oOpa3om, CHIKEHHAss BHYTPUKIIETOUHAS
KOHIEHTpalusi JEe30KCHUHYKJIeo3uATpudochaToB ycuIUMBaeT BCTpauBaHHe TpHUQochaTHBIX
nykineo3unoB B JIHK. JIHK-monumepasa smcuimoH He o00amaeT CrOCOOHOCTHIO BBIBOJIUTH
reMIUTa0WH W BHIMONMHATH penapanuto pactymux neneir JJHK. IMTocne toro, kak remiutadbux

BcTpauBaercs B JIHK, B pactymume nenu IHK noGasnsercs emie oaun Hykineotua. [locie takoro
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(MackupoBaHHas TepMmuHaius 1enu). [locne BcrpauBanus B JIHK remmurabuH, mo-BHIMMOMY,

CTHUMYJIMPYET 3aporpaMMHUPOBAHHBIH MTpoIiecc THOeNN KIETKH, I3BECTHOM KaK arornTos.

5.2. ®apMaKkoKHHeTHYECKHE CBOHCTBA

AOGcopouus

MakcumManbHasi KOHIIGHTpAlMs B IUIa3Me KpoBW (HAOMIOJaBIIAscs B TEUEHHUE 5 MHUHYT 10
OKOHYaHMs MHPY3UH) cocTaBisuia oT 3,2 10 45,5 mxr/mi. KoHIieHTpaIus HCX0JHOTO BEIIECTBA B
IUIa3Me KPOBH TIOCTIE BBEIGHHS mpernapata B 1o3e 1000 mr/m? B Teuerne 30 MUHYT ObLIa BBIIIE
5 MKr/mMa B TedeHue npuMepHo 30 MUHYT mociie 3aBepiienus nH}y3uu u Beie 0,4 MKr/mi ee B
TEUYEHUE Yaca.

Pacupenenenue

O6beM pacrpesieieHus B KpOBHM cocTapisl 12,4 n/m? y skenmun u 17,5 n/M? y MyskuuH
(MexBHIOBast BapuabenpbHOCTh Obuta paBHa 91,9 %). OOBeM pacnpeneneHus B IPYrUX TKaHIX
cocTapyisin 47,4 1/M? 1 He 3aBHCEN OT HOJIOBOM MPHHAIEKHOCTH.

Cas3bIBaHUE € O€TIKaMHU I11a3Mbl CUUTATIOCHh HE3HAUUTEIbHBIM.

[Tepuon nomyBbIBEIEHUS COCTaBIISAN OT 42 10 94 MUHYT, B 3aBUCMOCTH OT Bo3pacTta U nosa. /s
PEKOMEHZIOBAaHHOW CXEMbI BBEJACHHUS IMIperapara BbIBEJCHHE TI'eMIMTa0MHA JOJDKHO OBITH
NPaKTUYECKH 3aBEPILICHO B T€UCHHE Tiepuosa oT 5 1o 11 yacos mocne Havana nHQy3uu.
['eMIuTaOUH HE HAKAIJIMBAETCS NP BBEJICHUH OJIMH pa3 B HENEIIO.

BI/IOTDaHC(bODMaHI/IH

'emuuTabuH ObIcTpo MeTaOONM3UpPYETCs LUTUAMHIE3AMMHA30M B MEUYEHH, MOYKaX, KPOBU U
JIpyrux TKaHAX. BcriencTtBue BHYTPUKIETOUHOrO MeTadojiM3Ma reMuuTabuHa o0pasyroTcs
MOHO-, T1- U TprdocdaThl reMIUTaONHAa, U3 KOTOPHIX aKTUBHBIMU CUUTAIOTCS I~ U TpUpochatsl.
OTU BHYTPHUKIIETOYHBIE METAa0O0IUThI HE OBbLIM OOHApYyXeHbl B IUIa3Me Win Mode. OCHOBHOM
MeTabonuT, 2'-1e30kcu-2',2'-nudTopypuarH, He aKTUBEH U HE OTPEICISIETCs B IUIa3Me U MOYe.
OIUMUHAINS

CHCTeMHBIH KIMPEHC HAXOAuIca B mpeaenax oT 29,2 n/d4/mM? 1o 92,2 1/u/M? B 3aBHCUMOCTH OT
nojia U Bo3pacTta (MeXBHJI0Bas BapuabeabHOCTh cocTaBisiia 52,2 %). KnupeHc y sxeHIuH Obl1
npuMepHO Ha 25 % Hmxke, yeM y MyX4uH. OCTaBasich BBICOKUM, KJIMPEHC M y MYXKUYUH, U Y
JKEHIIMH, MM0-BUJAUMOMY, CHMXKAeTcsl ¢ Bo3pacToM. [[insi pekoMeH0BaHHOM 03bl reMIuTabuHa
1000 mr/m? ipy MHQY3MOHHOM BBEJICHHH B TeueHne 30 MUHYT 6oJlee HU3KHE 3HAUCHUS KITHPEeHca
JUIS )KEHIIMH U MY>KYUH HE TPEOYIOT CHUKEHUS J103bl TeMIIUTa0nHAa.

Menee 10% BBIBOOUTCSA TOYKAMU B HEN3MEHEHHOM BHJIE.

TToueqHBIi KIMPEHC COCTABISIT OT 2 10 7 11/4/M2.
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remiuTabuHa, mpu 3ToM 99 % BBIBOAMUTCS NOYKaMHU, B OCHOBHOM, B BHJIE 2'-AUPTOPYpPUAHHA, a
1 % no3bl - yepe3 KUIICUHHUK.

Kunernka tpudocdaros remrurabuna

JanHbpiit MeTabOIUT MOKHO OOHAPYKUTh B MOHOHYKJICAPHBIX KJIETKaX rnepudepuyeckoil KpoBH,
u uHboOpManus Janee OTHOCUTCA K OITHM KJIeTKaM. BHYTPHUKJICTOYHBIE KOHIICHTPAIIUU
TIOBBIIIAIOTCA TIPOIIOPIHOHATBHO 103aM TeMIUTa0MHa B AUana3oHe oT 35 10 350 Mr/m? B Teuenue
30 MuHYT, 4TO OOecHeuYMBacT pPaBHOBECHYIO KoHIeHTparuio oT 0,4 mo 5 wmxr/miu. Ilpum
KOHIICHTpAIlUY TeMIIMTa0WHA B TIJIa3M€ BBIIIEC 5 MKI/MJI YPOBEHb TpH(OCHaATOB reMIIMTaONHA HE
MOBBIIIACTCS, HA OCHOBAHUH YET0 MOYKHO MPEATOI0KUTH, YTO 00pa30BaHUE JaHHOTO METa0O0InTa
B MOHOHYKJICAPHBIX KJIETKaX SBIISICTCS HACHIIIAEMBIM.

Koneunslit nepuoy nonyseiBeaeHus: ot 0,7 1o 12 yacos.

Kunernka 2'-ne3okcu-2',2'-nmudropypuanaa

MakcumManbHas KOHLIEHTpauus B Iiasme (depe3 3-15 mMuHyT mocie oxkoHuaHusi 30-MHHYTHOM
uaysun, 1000 mMr/mM?) cocraBisana ot 28 10 52 MKr/mi. MuHEMaTbHAs KOHIEHTPAIHS TOCHe
BBEJICHUS OJIMH pa3 B Hezelnto Obi1a paBHa oT 0,07 mo 1,12 Mkr/mi, 6e3 KaxKyIierocs HaKOTUICHUS.
KpuBasi «koHIeHTpalus B I1a3Me-BpeMs» HUMeeT TpexdaszHyio GopMy CO CpeAHHM MEPUOAOM
NIOJTyBBIBE/ICHUS B KOHEUHOM (haze - 65 yacoB (quanazoH ot 33 10 84 yacos).

Oo6pazoBanue 2'-ne30kcu-2',2'-mudTopypumHa U3 HCXOTHOTO BemecTBa: ot 91 1o 98 %.
Cpennuii 06beM paciipesienienns B KpoBu: 18 1/mM? (nuamason ot 11 10 22 1/M?).

Cpennuii 06beM pacrpesielieHHsl B PaBHOBECHOM cocTosHHM: 150 n/M? (muamasoH oT 96 1o
228 n/m?).

Pacnipenenenue B TkaHsX: 0OLIMpPHOE.

CpenHuii Kaxymmiics Kmuperc: 2,5 n/4/m? (muanason ot 1 1o 4 n/a/m?).

[TomHOCTBIO BBIBOAUTCS TOYKAMH.

dapMaKkOKMHETHYECKHE B3ANMOJIENCTBUS

Kombunuposannas mepanus cemyumaOuHom u nakiumaxcenom

KomOuHupoBaHHas Tepanus He OKa3blBaja BIMSHHMS Ha (PapMaKOKMHETHKY I'eMIUTaOuHA WIIH
MaKJIUTaKCENa.

Kombunuposannas mepanus cemyumabunom u KapooniamuHom

[Ipy npuMeHeHMH B KOMOMHalUMKU C KapOorulaTUHOM (apMaKOKMHETHKA TeMIMTa0uHa He

MCHAJIACh.
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IToueunast HeJOCTATOYHOCTE

[Touewynasi HEIOCTATOYHOCTH JIETKOW WJIM CPEAHEH CTENEHU TSHKECTH (CKOPOCTh KITyOOUYKOBOMU
¢miprpanun (CK®) or 30 ma/mun no 80 mMi/MUH) HEe OKa3blBaeT CTAaOWMIBHOTO 3HAYHMMOTO

BO3/ICICTBUS Ha (PapMaKOKUHETUKY TeMIUTa0UHA.

6. PAPMAIIEBTUYEKHWE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

MannuTon

Hatpus anerata Tpuruapar, 5KBUBaJCHTHO HATpPUs alleTaTy

XJ10pUCTOBOAOPOAHAS KUCIIOTA (/17151 Koppekiuu pH)

Harpus runpoxenn (aist koppekuuu pH)

6.2. HecoBmecTUMOCTH

JlaHHbIi NEKapCTBEHHBIN IMpenapaT He cJeayeT CMEIMBaTh C APYTHMHU JIEKapCTBEHHBIMU
npenaparam, 3a UCKIIOUEHUEM YIIOMSHYTHIX B pazzeine 6.6.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

HeBCcKkpBITHIN d)J'IaKOH

2 roja.

ITpuroToBJIeHHBINA paCTBOP

C MUKpOOHOJIOrHYECKONH TOYKM 3PEHHUSI MPUTOTOBICHHBIN PAaCTBOP JOJDKEH OBITh MCIOIBb30BaH
HeMmeuleHHo. B ciiyuae, ecnum  npemapaT He ObUl  MCHOJNB30BaH — HE3aMEUINTEINBHO,
OTBETCTBEHHOCTD 32 COOJIIOJICHHE CPOKOB U YCIOBUN XpaHEHUS MOCIIE BCKPBITHUS 10 IPUMEHEHUs
HECeT MOTpeOUTeNb, BpeMs A0 MPUMEHEHHUsS] HE JOJDKHO MPEBBINATh 8 4 MpHU TeMIepaType He
Bbiie 25 °C mpu XpaHEHWH B OPUTMHAJIBHOM (JIaKOHE WIM ILINPHIIE NPU €CTECTBEHHOM
OCBEIICHNH, 32 UCKIIIOUEHHEM CIIy4aeB, KOTJa Crioco0 BCKPBITHS U pa3BeICHUS UCKIIIOYAEeT PUCK
MHUKPOOHOJIOTHYECKOTO 3arpsi3HEHHUS.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTb 1pu Temieparype He Boie 25 °C.

He 3amopaxuBarsb.

VYcnoBusa XpaHeHMsI TIOCIE BOCCTAHOBJICHMSI M Pa3BEICHMsI JIEKAPCTBEHHOIO IpernapaTra CM. B
pasaene 6.3.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

I[To 200 mr, 1000 mr u 1400 Mr akTUBHOTO BelecTBa (reMIUTa0MHa) BO (UIakoHaX MPO3pavyHOro
crexina, tun I (®apm. CIIIA). drakoHbl yKyNOpeHbl PE3MHOBOW NPOOKOH M 3aredaraHbl

ATIOMHHHAEBBIM KOJIITAYKOM C TOJIMIPONMICHOBBIM uckoM (flip-0ff).
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BMCECTC C JIUCTKOM-BKJIAABIIIIEM B ITAYKE KapTOHHOf/'I.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIH OTX0A0B, MOJYYEHHBIX TMOCjJde TNPUMEHEHHSs
JIEKAPCTBEHHOT0 Npenapara, i Ipyrue MaHUMYJIsIUH ¢ PernapaToM

Oco0bIe MepBI IPETOCTOPOKHOCTH

[Tpu IPUTOTOBIICHUH U YTUIU3AIMU PACTBOPA Ik MHPY3UH TOJDKHBI COOTIOAATHCS CTaHAapTHBIC
MepbI 0€30MaCHOCTH JUIst pabOThI C MUTOTOKCHYECKUMU cpenicTBaMu. [lepeMernienue pactBopa s
UHQY3UH JOJDKHO BBITIOIHATHCS B 0€30MAaCHOM OOKCe; HEOOXOAMMO HCIOJIb30BATh 3alllUTHBIC
xanatel W mepuatkd. [Ipum oTcyTcTBUM Oe3omacHoro Ookca 00OpYyIOBaHHE MOKHO OBITh
JIOTITOJTHEHO 3AIUTHON MacCKOW M 3allUTHBIMH OYKaMHU.

[Tpu nmomnagaHuym npenapaTa B rjiaza MOKET BOSHUKHYTh CEpPbe3HOE pazpaxenue. [ 1asza ciemnyer
HE3aMEeUTHTEIBHO U TIIATEILHO MPOMBITh BO/IOH. Ecii pa3apakeHue He MPOXOUT, HEOOXOIUMO
oOpatuThcs K Bpady. B ciydae nomaganus pacTBopa Ha KOXY CIIEAyeT TIIATSIIbHO TPOMBITH KOXKY
BOJIOM.

PexoMenanMy o OpuroTOBICHUIO PacTBOpA JJIs I/IHd)VSI/Iﬁ

B kauectBe pactBOopuTens wucnonb3yercs Tonbko 0,9 % pactBop Harpus xyopuzaa 0e3
KOHCEPBAHTOB.

Jiist mpuroToBIieHUs pacTBOpa Ut HH(y3uit cogepxumoe ¢uiakoHa 200 MT pacTBOPSIOT HE MEHEe,
yeM B 5 mut, 1 1000 mr - HE MeHee, yeM B 25 mut, 1 1400 mr - He MeHee, yeM B 35 mut 0,9 % pactBopa
HaTpus Xxjopujaa ans uHbekuuil. Kaxaplii ¢uakoH akkypaTHO B30alTBIBAlOT JO MOJIHOTO
pacTBopeHus Jnodunmsata. [loydeHHbI pacTBOp A0KEH OBITH PO3PauHbIM.

MakcuManbHas KOHIEHTpalusi reMiuraduHa He AoJbKHa mnpesblmath 40 mr/mi. PactBopsl,
IPUTOTOBJICHHBIE C KOHLEHTpaIuen Bble, yeM 40 MI/Mil, MOTYT CONPOBOX/JAThCS HEMOJHBIM
pacTBOPEHUEM.

[TpurotoBneHHBIH pacTBOp remMIMTaOMHA, COAEpPXKAIIMKA HYKHYIO 03y Ipernapara, Hepen
BBeJeHHuEeM pas30asisaoT 0,9 % pacTBopoM HaTpusi XJopuaa JUisi MHBEKIMH B KOJMYECTBE,
noctatoyHoM Juid 30-MUHYTHOH BHyTpuBeHHOM MH(py3un. Ilepen mapeHTepanbHBIM BBEJICHHEM
HEOOXOMMO BM3YyalbHO  KOHTPOJHMPOBATh  INPHUTOTOBJIEHHBIH  pacTBOp Ha  HaJIW4Me
MEXaHUYECKUX MPUMeECeil U U3MEHEHUE 1[BETA.

Yrunuzanus

Bechb ocraBmmiics 1€KapCTBEHHBIN MIpeNapaT U OTXOABI CIEAYET YHUUTOXKUTh B COOTBETCTBUU C

YCTaHOBJICHHBIMH HAIMOHAJIbHBIM 3aKOHOAATCIILCTBOM Tpe6OBaHI/IHMI/I.
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7. IEPJKATEJIb PETUCTPAIIMOHHOTO|YIOCTOBEPERWE | £/ 1EHOCTE 0002)

I'epmanus

Opesernyc Kaou Joitunann 'M6X/ Fresenius Kabi Deutschland GmbH
Else-Kroner-Str. 1, 61352 Bad Homburg v.d.H., Germany

7.1. llpeancraBuTeib AepKaTesisi PeruCTPAIMOHHOTO YA0CTOBEPEeHUA

IIperen3uun norpedbuTeieil HaupasJsITh 10 AAPECY

Poccus

000 «Dpe3ennyc Kadm»

125167, MockBa, JIeHuHTpaicKuid MpocnekT, A. 37, kopnyc 9, 9T.3 IIOM. XXIV, KOM. 15
T. +7 495 988-45-78

www.fresenius-kabi.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

Jlata nepBoii perucTpaiuu:
10. IATA IEPECMOTPA TEKCTA

OO0mas xapakTepucTUKa JIEKapCTBEHHOIro mpemaparta ['emuTa noctynHa Ha WHGOPMAalMOHHOM
nopTajic EBpaSHﬁCKOFO 3KOHOMHMYECKOI'o COH3a B I/IH(i)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CCTHU
«Hurepuer» http://eec.eaeunion.org/.
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