COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 26.03.2025 N= 8047

OBILIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOIO HAPEHAPATA 21 YC 15 0005)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

I'EMIIWTABWH, 40 mr/mit, KOHIIEHTPAT JJIsl PUTOTOBIICHUS pacTBOpa Il HHDY3HiA

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBIN COCTAB

JeiicTBytol11ee BEIIECTBO: FEMIIUTAOUH.

Kasxnprit Mt pactBopa conepxkut 40 mMr remiutabuHa (B BUIE THIPOXIOPUIA).

Kaxnprit prakoH BMecTUMOCTBIO 5 MiT coepkuT 200 Mr reMuuTaOruHa (B BUIIE TUAPOXJIOPHUIA).
Kaxnapriii piakon BMectumocThio 25 M conepkut 1000 mr remiiutabuna (B BUIE TUAPOXIOPUIA).
BcmomorarenbHBIE BElIeCTBa, HAMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: HaTpui (cM. pazaen 4.4).

ITonnbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
KoHneHTpar A npuroToBiIeHUs pacTBopa sl HHPY3HIA.

Hp03pa‘lHHI‘/‘I pacTBOp OT 6CCI_[B6THOFO A0 KOPUYIHCBATO-KCJITOI'O UKW CBECTJIO-KCIITOI'O LIBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxka3aHusi K NPUMEHEHUIO
I'EMIIUTABHMH noka3aH K IpUMEHEHUIO Y B3POCIIBIX:

e MecTHOPACHPOCTPAHEHHBIN WM METACTaTUYECKUH HEMEIKOKJIETOYHBIA paK JIErKOro B
Ka4yecTBe Teparnuy MepBoil TMHUM B KOMOMHAIMY € IIUCIIIATUHOM MJIM KapOOIUIaTHHOM, a
TaK)K€ B Ka4eCTBE MOHOTEpANMUH Y MOXKWIbIX MAalMEHTOB ¢ (YHKIMOHAIBHBIM CTaTyCOM
paBHBIM 2.

e HepesekrabenbHbli, MECTHOPEIMIUBUPYIONIUI MM METACTATUYECKHH pak MOJIOYHOM
JKele3bl B COCTaBe KOMOWHHPOBAHHOM TEpanuy € MAaKJIUTAKCEJIOM IOCie MPOBEICHUS
HEO0abIOBAHTHONW W/MJM aJBIOBAHTHOW TEpanuu C BKJIIOYEHHUEM AHTPALUKIMHOB IpU
OTCYTCTBHMHM IIPOTUBOIIOKA3aHUMI K UX HA3HAYCHHUIO.

e MecTHOpacIpOCTpaHEHHBIM WM METAaCTaTMUECKUN YpOTeNlnaIbHbIA pak (paKk MOUYEBOTO
y3bIpsl, TOYEUHOM JIOXaHKHU, MOYETOYHUKA, MOYEHCITYCKATEIbHOTO KaHaa).

e MecTHOPACHPOCTPAHEHHBI WJIM METAaCTaTUYECKUW SIUTEIHATBHBIN paK SIMYHUKOB B
KayecTBE MOHOTEpanuy MJIM B COYETAHMH C KapOOIUIAaTUHOM Yy TMAalMEeHTOB C
MPOrpeccUpOBaHUEM 3a00JIEBaHUS TIOCTIE MPOBEACHUS IEPBOM IMHUM TEpalIuU Ha OCHOBE

MMPONU3BOAHBIX TTJIATUHBI.
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e MecTHOpAacCHPOCTPAHEHHBIN UM METACTATUYECKUIN paK MIEUKHA MATKH.

e Pax 'xem4eBbIBOJAIIMNX ITYTEH.
4.2. PesxxuMm 103MPOBaHNS U CTIOCOO MPUMEHEHUsI
Tepanus npenapatom [ EMIIUTABMH MoxeT ObITh Ha3HAYEHA TOJIBKO BPauyOM, UMEIOIIIUM OTIBIT
MPUMEHEHHUS TPOTUBOOITYXOJIEBBIX MTPENapaToB.

PexxuM J103upoBaHus

MecmHopacnpocmpaHeHHblﬁ UU MEeMmacmu4ecKull HemMeaKoKIemoyHblil PAK J1€2K0O20 6 Kavecnee
mepanuu nepeoﬁ JUHUU 6 K0M6uHaz4uu C yucnjiamuHom uiu Kap607’lﬂal’l’luHOM, a makKkoie 6
Kadvecmee MOHomepanuu y noxsCuibvlx nayuernoes ¢ @yHKl/!MOHaJZbelM cmantycom paeHvim 2

Monomepanus: pexoMeHnoBaHHas n03a npemapata IEMIIMUTABUH — 1000 mr/m? B Buze

BHYTpUBEHHOHN MH(Y3un B TeueHue 30 MuHyT B 1, 8, 1 15 qHU Kax10ro 28-1HEBHOTO IUKIIA.
J103a MOKeT ObITh YMEHBIIEHA C KaXKAbIM [IMKJIOM UJIM B TEUYCHHE LIMKJIa HA OCHOBAaHUU CTEIIEHU
TOKCHUYHOCTH, HaOJII01aeMO y MalleHTa.

KOM6Z/[HMD0661HHCZE mepanus c uucnaiamuHom. PEKOMEHAOBAaHHAA J03a npemnapara

T'EMIIUTABMH — 1250 mr/m? B Buzie BHYTpUBEHHOM HH(DY3uu B Tedenne 30 MunyT B | 1 8 1eHb
kaxaoro 21-maeBuoro mukiaa wix 1000 mMr/m2 B Buje BHYTpUBEHHOI nH(]y3uu B Teuenue 30
MUHYT B 1, 8 1 15 qHU Kax10ro 28- THEBHOTO IMKIIA.
Jlo3a MOXET OBITh YMEHBIIIEHA C KaXKbIM ITUKJIOM WJIM B T€UCHUE IMKJIAa HA OCHOBAaHUU CTEIICHU
TOKCUYHOCTH, Ha0JI10/1aeMOil y malueHTa.

2
[Mucrutatun BBoAuTCA B 03¢ OT 75 1o 100 Mr/m* oauH pa3 Kaxaple 3 Helenu.

Kombunuposannas mepanus c kapboniamunom: peKOMeHI0BaHHAS 103a perapaTa — 1000 mMr/m?

um 1200 Mr/M? B BHzie BHYTPUBEHHOH MHYy3uu B Teuenne 30 MuHyT B 1 1 8 1eHb Kaxaoro 21-
nHeBHOro nukia. KapOoruiatun BBoauTces u3 pacueta nokaszarens AUC (muomans moj KpuBon
«KOHIEHTpAIMs — BpeMs») 5 MI/Mil MUH B | JIeHb LIMKJIa 1Tocie UHQY3UH reMIUTabuHa.

Jlo3a MOKeT ObITh YMEHBIIIEHA ¢ KaKIBIM IIUKJIOM MM B TEUEHHE LIMKJIAa HA OCHOBAaHUH CTENCHH
TOKCUYHOCTH, Ha0JI10/1aeMOil y malueHra.

Hepeszexmabenvhulil, mecmuopeyuousupyrowuti Ui Memacmamuyeckull paxk MOJOYHOU JHcelle3bl
6 cocmage KOMOUHUPOBAHHOU Mepanuil ¢ NAKIUMAKCeN10M Nocie NPOo8eoeHUsl He0a0bIO8AHMHOU
WU aovlOBAHMHOU Mepanuu Cco  GKIIOUeHUeM aHmpayukiuHo8 npu  OMmCymcmeuu
NPOMUBONOKA3AHUL K UX HASHAYEHUIO

KOM6MHMD06(IHH(1}1 mepanusi ¢ nakaiumaxkcenom. NMaKJIMTaKCEeI BBOIUTCA B 103€ 175 Ml"/M2 B BUJC

BHYTPUBEHHOW MH(Y3UH B TeueHue 3 4yacoB B 1 JeHb 21-7HEBHOTO IMKIA C MOCIEAYIOIINM
BBeJIeHHEM reMIuTabuna. PekoMenioBaHHas 103a npenapara — 1250 Mr/M? B Bujie BHYTPUBEHHOI

nH(py3un B Teyernne 30 MuHyT B 1 U 8 gHM Kaxkmoro 21-mHeBHOrO 1uKia. /[o3a MoxeT OBITh

2
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COOTBETCTBYET SKCTIEPTHOMY OTHETY

Ha0JII0JaeMOM y TaIMeHTa.

[lepen HauanoM KOMOMHUPOBAHHOHN Tepamnuu (TeMIUTAOWH + MaKIUTAKCEN) a0COMOTHOE YHCIIO
TPaHYJIOIMTOB B KPOBH Yy MAIIMEHTOB JIOJDKHO OBITH HEe MeHee 1500/mkit.
Mecmnopacnpocmpanenvlil uIu Memacmamudeckutl ypomenuaibHulll paKk (paxk mouegozo
ny3vipsi, NOYEUHOU JIOXAHKU, MOYEMOYHUKA, MOYEUCNYCKAMENbHO20 KAHAAA)

Monomepanus: pexoMeHI0BaHHAs 1032 npenaparta — 1250 Mr/m? B BUjie BHYTPUBEHHON HHDY3UH
B TeyeHue 30 munayT B 1, 8 1 15 muu kaxaoro 28-nHeBHOro nukia. Jloza MOXeT ObITh YMEHBIIICHA
C KaXXIbIM [IUKJIOM WMJIM B TEYCHHE 1IMKJIa HA OCHOBAHUU CTENEHH TOKCUYHOCTH, HabI01aeMO y
MalyeHTa.

Kombunupoeannas mepanus ¢ yucniamunom: peKOMeHI0BaHHAs 103a penapara — 1000 mr/m? B

BUJIE BHYTpUBeHHOU MHGY3uH B Tedenune 30 MuHyT B 1, 8 u 15 1HU B cOYeTaHUU C IUCIUIATUHOM,
KOTOPBI BBOJUTCS B peKOMeHayeMoi 103¢e 70 mr/M?B 1 neHp cpasy nocie uHpy3uu remuuTabnHa
WJIM BO 2 JIEHb KaXKJI0ro 28-THEBHOIO KA. /{032 MOXKET ObITh YMEHbIIIEHA C KaXKIbIM IIUKJIOM
WIH B TSUCHHE IIUKJIA HA OCHOBAHHUH CTETICHN TOKCUYHOCTH, HA0JIFO1aeMOH Yy TAIIMEHTA.
KimHuYeckne uccieIoBaHus MOKa3alH, 4To IpH 03¢ ruciuatiHa 100 Mr/m? Habronaercs 6olee
BBIpQXCHHAs] MUETIOCYIIPECCHS.

MecmuopacnpocmpanerHblll Uiy MemacmamudecKuti SNUMenUanIbHblil pak AUYHUKOS 8 Kauecmee
MOHOmMeEpanuu Ulu 6 COYemaHuu ¢ KapOONIAMUHOM ) NAYUEHMO8 C NPOSPeCcCUPOBAHUEM
3a60/1e6anusi NOCJle NPO8eOeHUs NePEOUl TUHUU MePAnuU Ha OCHOBe NPOU3BOOHLIX NAAMUHBL

Monomepanus: pexomenaoBanHas n03a npenapara — 800-1250 Mr/m? B Buie BHYTPHBEHHOM

nH(py3un B Teuenue 30 MuHyT B 1, 8 1 15 1HUM Kaxaoro 28-1HEBHOTO 1UkKiIa. J[03a MOXKeT OBITh
YMEHBIIIEHA C KKIbIM ITUKJIOM WIM B TEYCHHE IMKJIAa HA OCHOBAHUHM CTETIEHHM TOKCUYHOCTH,
Ha0II0TaeMOi y MalyeHTa.

Kombunuposannas mepanus c kapboniamunom: peKOMeHI0BaHHAS 103a perapaTa — 1000 mMr/m?

B BHJIe BHYTpUBEHHON HH(Dy3un B TeueHue 30 MuHyT B 1 U 8 AHU KaxaA0ro 21-1HEeBHOTO IHUKIIA.
Kapbomnarun BBoautcs u3 pacuera nokazarenss AUC 4,0 mr/mi/mun cpaszy nocie UHQY3UU
remMuuTabuHa B 1 neHp kaxjaoro 21-gHeBHOro nukia. J{o3a Moxer ObITh YMEHbIIEHA C KaXIbIM
IIUKJIOM WJIM B T€UEHHE LIMKJIAa HA OCHOBAaHMM CTENEHN TOKCUYHOCTH, HAaO01aeMoil y nanueHTa.

MecmHopacnpocmpaneH b Ul MEMACMAMUYECKUL PAK NOOAHCETYOOUHOU Jicene3bl

Monomepanus: pekoMeH0BaHHAs 103a penaparta — 1000 Mr/m? B BUIe BHyTPUBEHHON HHBY3HHI
B TeueHue 30 MUHYT OJIMH pa3 B HEAEIIO B TEUEHHUE NEPUOJA 10 7 HENENb C MOCIEIYIOIINM
HEZEIbHBIM NIEPEPBIBOM. 3aTeM Ipenapat BBOAUTCS B 1, 8 u 15 nHu kakaoro 28-AHEBHOIO IUKIIA.
J103a MOKeT ObITh YMEHBIIECHA C KaXAbIM [IMKJIOM MJIM B TEUCHHE LIMKJIAa HA OCHOBAaHUM CTEIIEHU

TOKCHUYHOCTH, Ha0JIF01aeMOH y MarueHTa.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

KOM6UHHDO€CZHHCL‘Z mepanuia _C yucniamurHom. IIPpU MCCTHOPACHPOCTPAHCHHOM pPAKC IIPpU

MOCJIEIOBATEIbHON XMMHOJIY4eBOM Tepanuu (HEOaAbIOBAHTHO) U MPU METACTATUYECKOM pPaKe
IICTLIATHH BBOAUTCSA B 03¢ 70 Mr/M? B 1 IeHb IIUKIIA C TIOCTIEAYFOIIMM BBEICHHEM TeMINTa0HHa.
CemiuTabun BBoaUTCs B 103¢ 1250 Mr/mM2B 1 U 8 mHu Kaxka0ro 2 1 -IHEBHOTO MUKIIA. Joza moxer
OBITH YMEHBIIEHA C KAXK]IBIM IIUKJIOM WUJIM B TEUCHUE IIUKJIA HA OCHOBAHUU CTENIEHU TOKCUYHOCTH,
Ha0JII0JaeMOM y TaIMeHTa.

[Tpu MecTHOpacIpoCTpaHEHHOM pake MpU OJHOBPEMEHHOW XUMHUOJIYY€BOW Tepanuu LUCIUIATUH
BBOMTCA B 03¢ 40 Mr/mM% ¢ moceayomuM (HemocpeaCTBEHHO MOCIe BBEICHHUS IHCILIATHHA)
BBE/ICHHEM remiutabuna. ['emuuradun BBoguTCs 1 pa3 B Heneno B TeueHue 6 Heaens 3a 1-2 yaca
710 Hayana JTy4eBoii Tepanuu B 1o3e 1250 mr/m? B Buzie BHyTpUBeHHOM HHDY3un. Pexomennyercs
CIEIYIOIIUN PEeXUM JTy4eBoil Tepanuu: oomydenue 50,4 I'p BHEIIHEro MCTOYHUKA HA BCE TOJE
o0nyuyenus B 28 gpakuusix, 1,8 I'p/nenn, 5 qHeil B Hefento B TeUeHHE 6 HENIEb XUMUOTEPAIHH.
Pak scenuesvigooswux nymeti

KOM6Z/!HMD0661HHCZE mepanui ¢ yucnidmuHom. ITHUCIIJIaTHH BBOJWUTCA B J03€ 70 Ml“/M2 B BHJC

BHYTPUBEHHOI NH(Y31H B | I€Hb IUKJIA C TOCIEYIOIINM BBEACHHEM reMiiutabuna. ['emuuradun
BBOJMTCSA B 03¢ 1250 Mr/mM2 B BHJIE BHYTpUBeHHOU nH(py3uu B Teuenue 30 munyT B 1 u 8 nHu
KaxJ10T0 21-mHeBHOTO 1UKIa. [[03a MOXKET ObITh YMEHBIIIEHA C KaXIBIM IIUKJIOM WJIH B TE€UEHUE
[IMKJIa HA OCHOBAaHUH CTENIEHU TOKCUYHOCTH, HAOII0aeMOM Y TIaIlMeHTa.

Koppekmus g0361

Koppexyus 003v1 no npuuune cemamono2uyeckol mokcuiHocmu

[Tpu mr000M MOKa3aHUM Mepes KaXIbIM BBEACHUEM reMIIMTa0nHa HE00XOAMMO KOHTPOIUPOBATh
KOJIMYECTBO TPOMOOILIMTOB U TPaHyJIOLUTOB B KPOBH.

B cnydae pa3BuTHS TeMaTOJIOTMYECKOW TOKCHMYHOCTH Jl03a TIeMIMTaOMHAa MOXET ObITh

YMCHBIICHA, 100 ero BBCACHHUC OTJIOKCHO B COOTBETCTBUU CO CIICAYIOIIIUMH CXEMaAMU:

KOppeKHI/IH JO3bI FCMI_[I/ITa6I/IHa B paMKax IUKJIA IIpU YPOTCINAJILHOM PAKE,
HEMCEJIKOKJIETOYHOM PaKe JICTKUX, paKe HO,ZI)KGHy,ZIO‘IHOﬁ KEJIE3bI B KAUECTBE MOHOTECpAIIUN

nin B KOM61/IH8,I.II/II/I C TUCINIaTUHOM

AOGCOIIOTHOE KOJTMYECTBO TpaHyIonuToB | KomndgecTBO TpoMOOITUTOB % OT mpeapIayIIeit 10361
(x10%m) (x10%m)
>1 u >100 100
05-1 WA 50 -100 75
<0,5 WIH <50 [IponycTtute no3y*
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IPaHyJIOLMTOB HE JOCTHTHET MOKa3aTean Kak MuHUMyM 0,5%10%1, a uncino TpoMOGOLMTOB He JOCTUTHET

nokazarens 50x10%m.

Koppexius 10361 reMIuTabnHa B paMKax IUKJIa IPU pake MOJIOYHOM jKesre3bl B KOMOMHAINH C
MaKIUTaKCEeIOM
AbconoTHOE Koan4yecTBO rpanynonuros| KomnuectBo TpoMOonnTOB % oT mpenpIayen 1035l

(x10%n) (x10%n)

>1,2 " >75 100

1-<1,2 I 50-75 75

0,7-<1 " >50 50

<0,7 WA <50 [Ipomryctuts m03y*

*[IpomnyiieHHast 103a He JO/DKHA BBOAUTHCS B TCUCHHE IMKIIA. Tepanus HauHeTCs B 1 IeHb CIIEAYIOUIEro

IMKJIA, KaK TOJbKO abCONIFOTHOE YHCIIO MPAHYIOIUTOB JOCTUTHET MoKasaTess Kak MuauMyM 1,5%10°%/11, a

YKCII0 TPOMOOIMTOB JOCTHTHET Mokasatess 100x10%m,

Koppekuust 10361 TeMIuTabMHA B paMKax LUKJIA TIPU paKe SHYHUKOB B KOMOWHAIIMY ¢ KapOOoIIaTHHOM

ADCOIIIOTHOE KOJIMYECTBO KonnuectBo TpoMOOIINTOB (B % oT mpenpIayen 1035l
TPaHyJIONUTOB (B 1 MKIT) 1 Mxu)
>1,5 u >100 100
1-15 I 75-100 50
<1 WIH <75 [ponycTtute no3y*

*HpOHYHIeHHaH 71032 HE JTOJDKHA BBOJIUTHCSA B TEUCHHE IUKJIA. Tepanus HauHeTCs B 1 I€Hb CIIETYIOIIETro
IIMKJIa, KaK TOJBKO abCOJIOTHOE YMCIIO TPAHYJIOIUTOB JOCTUIHET TTOKa3aTeNs Kak MuEuMyM 1,5%10° /i,

4UCII0 TPOMOOLKMTOB JOCTHTHET TToKasaTens 100x10%/.

[Tpu mr060M MOKa3aHUU B MOCIEAYIONIUX IIUKIaX 03a FeMIIMTa0uHA JOHKHA OBITh CHUKEHA JI0
75 % OT HaYaJILHOU JT03BI TIEPBOTO IMKJIA TIPH HATWMYUH CJICAYIOIIMX BUIOB T€MaTOJIOTHYCCKOM
TOKCUYHOCTH:

—  abCONIOTHOE YHCIIO rpaHyIonuToB < 500x108 /1 B Teuernue Gomnee 5 nHeil;

— abcomoTHOE uKcio TpaHytonuTos < 100x108 /11 B Teuenne Gomnee 3 mHei;

— (peOpunbHas HEUTPOTICHHUS;

—  umco TpoMGoIUTOB < 25%10° /115

— 3aJICpiKKa [MUKJIa JICYCHUA Ooitee uem Ha 1 HEACIIO BCICACTBUC TOKCHUYHOCTH.
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oOcienoBaHue MAIMEHTa W KOHTPOJIMPOBATh (PYHKIMIO TIEYCHW M MOYEeK. B 3aBUCHMOCTH OT
CTETICHH TOKCUYHOCTH, HAOI0JaeMOM y MaIlMeHTa, 103y MOKHO CHUXKATh C KaXIbIM IIHKJIOM TN
B TEUEHUE IUKJIA.

Kak mnpaBuno, npu Tsokenor (3 uimm 4 CTENEHW) HETEMAaTOJOTHYSCKONM TOKCHYHOCTH, 3a
UCKITIOYCHUEM CJIy4acB TOIIHOTBI/PBOTHI, TEPANHUI0 TEMIMTAOMHOM CIEAYeT BpPEMEHHO
MPEKPATUTh WIK YMEHBIUIUTH 103y IIpernapara Ha OCHOBAHUM PELIEHUs Jieyalllero Bpaya. Tepanus
JOJKHA OBITh MPHOCTAaHOBJIEHA 10 TeX IMOp, IOKa, MO MHEHUI0 Bpada, TOKCUYHOCTh HE
pazperuuTcs.

Jnst momydenust nHGOPMALIMK O KOPPEKIIUU J03bI HUCIUIATHHA, KapOOoIUIaTHHA U MaKJIMTaKcea
pr KOMOMHHPOBAHHOW TEPaNUU CIEAYET OOPaTUTHCSA K COOTBETCTBYIOIIUM HHCTPYKIIHSM IIO
MEAUIIMHCKOMY MPUMEHEHHUIO.

Oco0nIe T'pYIIIBI ITAIIMCHTOB

Tlayuenmwl noowcunoeo 6ospacma (cmapwe 65 1em)
['eMIuTaOuH XOpOIIO NEPEHOCUTCS Y MAMEHTOB cTapiie 65 net. Her maHHBIX 0 TOM, 4TO AJs
HOXKWIBIX MMaLMEHTOB HEOOXOMMa KOPPEKIHSI J03bl, IOMUMO TOM, 4YTO PEKOMEH/10BaHa il BCeX
HAIEHTOB.
THayuenmol ¢ napywenuem @yHKYuu neyesu u noyex
[TpyMeHsTh TeMUIUTA0UH y NAUEHTOB C MEYEHOYHOW HEIOCTAaTOYHOCTBHIO WM C HapyIIEHHOMN
GyHKIMEl MoYeK CcleqyeT C OCTOPOXKHOCThIO, TaK KaK IOJYYEHHBIX B XOJ€ KIMHUYECKHX
UCCIIENOBAHUM  JaHHBIX HEJOCTaTOYHO JJsi TPEJOCTaBICHMS UYETKUX PEKOMEHAALNN
OTHOCHUTEJIBHO KOPPEKIUU J03bl Y TaHHBIX MOIYJISAIUN TallHUEHTOB.

eTH
Ilemu om 0 0o 18 nem
bezonacnocts u 3¢ pexruBHoCcTh Mpenapata [EMIIUTABUH y nerteii B Bo3pacte ot 0 10 18 et
HE YCTAHOBJICHBI. J[aHHBIE OTCYTCTBYIOT.

Crrocob nmpruMeHeHus

[Tocne passenenust npenapar 'EMIIUTABMH BBoasT MeToAOM BHYTPUBEHHOM HH(QY3HHM B
TedeHue 30 MUHYT.

Mepvr  npedocmopodicnocmu, npunumaemvle nepeo NpuUMeHeHuemM npenapama Ui npu
obpawenuu ¢ HUM

WNudopmanus no pabore ¢ MUTOTOKCHYECKUMU NpenapaTaMy IpuBeaeHa B paszaene 6.6.
WMHCTpyKIMU 10 IPUTOTOBIICHUIO JIEKAPCTBEHHOIO IIpenapara rnepe/l IpUMEHEHUEM CM. B pasielie
6.6.

4.3. IlpoTUBONOKA3aAHHS
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COOTBETCTBYET SKCTIEPTHOMY OTYETY

MepEUYUCIICHHBIX B pazjene 6.1.
4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH PUMEHEHUH
Jleuenne reMuUTabMHOM MOKHO IMPOBOAMTH TOJIBKO MO/ HAOIIOACHUEM Bpada, MMEIOIETrO OIbIT
IPUMEHEHHS IPOTUBOOITYXO0JIEBOH XUMUOTEPAIINH.
VYBenu4eHue NpoJoKUTEIbHOCTH HH(Y3UH U ITOBBIIIEHHAs YaCTOTA BBEACHHUS penapaTa MOryT
IIPUBECTHU K IOBBIILIEHUIO TOKCUYHOCTH.

Tsoxenple HeXKeIaTSIbHEIC pC€axknu CO CTOPOHBI KOXHU

Coo01manoch 0 TAKEIbIX HEXKENATEeNbHBIX PEAKIMIX CO CTOPOHBI KOXM, BKJIKOYas CHHIPOM
CruBeHa-/[>KOHCOHA, TOKCUYECKUHN SMUIAEPMaIbHBIA HEKPOJIM3 M OCTPBIM I'e€HEpaJIM30BaHHbIN
9K3aHTEMATO3HBIN ITyCTYyJe3, KOTOPbIE MOTYT OBITh OMACHBIMHU JJISl JKU3HU W/MIM TPUBECTH K
JIeTaTbHOMY UCXOMY, B CBS3H C Tepanuel remuutadbunoMm. [lannenToB cinenyer nHGOpMUPOBATH
0 IPU3HAKAX M CUMIITOMAxX 3THUX COCTOSHHUI M TIIATEIbHO HaONIONATh Ha MpPEAMET Pa3BUTHUS
peakuuil co cTOpoHbl KOKU. [Ipu HposBIIEHMM NPU3HAKOB M CUMIITOMOB, YKa3bIBAaIOIMX Ha
JTAaHHbIE COCTOSIHUSA, TEMIIUTA0UH CJIeyeT HEMEAJIEHHO OTMEHUTb.

['emaTonornyeckass TOKCHYHOCTD

[eMIuTaOuH MOXET MOAABIATH (DYHKIIMIO KOCTHOTO MO3Ta, YTO MPOSBISIETCS JICHKOIICHHUEH,
TpoMOonuToneHneil uiau aHemuen. Ilepen KakIplM BBEAECHHEM TIeMIMTa0MHA HEOOXOIUMO
KOHTPOJIHMPOBATH KOJIUYECTBO TPOMOOLIUTOB, JIGHKOLIUTOB U IPaHYIOLUTOB B KPOBH Y NAIIUEHTOB,
nonyvatoux Tepanuto npernapatoM 'EMIIUTABUH. Ilpu npusHakax yrHeTeHus! (pyHKUUU
KOCTHOTO MO3Ta, BBI3BAHHOI'O IpenapaTroM, HEOOXOJUMO MPUOCTAHOBUTH JICUEHHUE WIIU
CKOpPPEKTUpOBaTh 103y. Muenocynpeccuss KpaTKOBPEMEHHA, KaK IMPAaBWIO, HE NPUBOIUT K
YMEHBIICHUIO 103bI U PEJIKO MPUBOIUT K OTMEHE Tepanuu. Yncio KiIeTok nepudepudeckoit KpoBU
MOJKET ITPOJOJIKATh YMEHBIIATHCS OCTIE MPEKPaIeHHs IPUMEHEHUs reMIIMTa0uHa. Y NalleHToB
C HapyleHHueM (PYHKIIMM KOCTHOTO MO3ra TEpaIuio ClelyeT HauMHaTh C OCTOPOXKHOCThIO. [lpu
OJTHOBPEMEHHOM NMPUMEHEHUH TeMIIUTa0NHA C IPYyrol XUMHOTEpanuel, Kak 1 Mpu IPpUMEHEHUU
JPYTruX BUAOB IMTOTOKCHYECKOM Tepanmuu, HEOOXOJUMO YUMTHIBATh PUCK KyMYJISTUBHOU
cymnpeccud (pyHKIMH KOCTHOTO MO3Ta.

HapvmeHHe d)VHKHI/II/I IIOYCK U IICUYCHU

CrnenyeT ¢ OCTOPOXKHOCTBIO MPHUMEHSTh TeMIMTAOMH Yy TMAlMEHTOB C HapyIIeHHEeM (YHKIUU
MEYeHW WIM TOYeK, TaK KaK TONyYEeHHBIX B XOJ€ KIMHUYECKHX HCCICIOBAHUN JTaHHBIX
HEJIOCTAaTOYHO JJIS TIPEIOCTaBICHUSI YETKUX PEKOMEHIAIMN OTHOCUTEIBHO KOPPEKIIUH 03Bl Y
JTAHHOM TIOIYJISIIIUY TTAllMEeHTOB.

BBenenue remiutabrHa Mpy MeTacTa3ax B MEUEHU, IPU TENATHTE U aTKOTOJIM3ME B aHAMHE3e, a

TaKKe IPU LUPPO3€ IEUECHH YBEINYMBACT PUCK PA3BUTHS [IECUEHOYHOU HEJOCTATOYHOCTH.
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IICYCHU.

ConyTCTBVIOIIAS JIVUEBAsI TEPAIUS

ConyrcTBytomias iydeBas Tepanus (IpoBOAMMAs OJHOBPEMEHHO WM C pa3HHIeH B < 7 1Hel):
HaAOJI0IATKCh CIy4Yau Pa3BUTHSI TOKCUYHOCTH.

KuBbIe BaKIIMHEI

BakuuHy DpOTHB JKEITOM JIMXOPAJKH U JAPYTHE JKHUBBIE AaTTEHYUPOBAHHBIE BAKLMHBI HE
pPEKOMEHAyeTCs IPUMEHSATh Y MAIMEHTOB, MTOJIyYaroIIUX TEPANUI0 TeMIUTAOMHOM.

CuuapoM o0paTuMoi 3aj1Hel dHIledaronaTuu

Y manueHToB, MOTYYaBIIMX F'eMIIMTA0WH B KAY€CTBE MOHOTEPAITUH MJIH B KOMOUHAINY C IPYTHMH
XUMHUOTEPANCBTHUSCKUMHU TIperapaTaMy, OTMEYAIIMCh CIydad Pa3BUTHs CHHApPOMa OOpaTUMOM
3agHedl HHIepalonaTHH C TOTEHIHUAIbHO TSKEIBIMU TOCIHEACTBUSIMHU. Y OONBIIMHCTBA
MAlMEHTOB C CHHAPOMOM oOOpaTUMoOl 3anHed »sHIedanonaTuu HAOIIOAANUCh OCTpas
apTepualibHas THIIEPTEH3UsS U CYAOPOXKHAs aKTHBHOCTh, HO MOTJIM MPHCYTCTBOBATh W JIPyrHe
CUMITOMEI, HAIIPUMEP, TOJIOBHASI 0OJIb, BSUIOCTh, CITYyTAHHOCTh CO3HAHUS M CienoTa. JlmarHos
MOJTBEPXKJIAETCSl MOCPEACTBOM IPOBEIEHUS MarHUTHO-PE30HAHCHON ToMorpaduu. CuHIpOM
obpatuMol  3amHel  SHIedaIomaTH  OOBIYHO ObUI  OOpaTUMBIM TpU  NPUMEHEHUU
COOTBETCTBYIOIIUX TOJJICpKUBatomux Mep. Ecim B Xoje JedeHUs pa3BUBACTCS CHHIPOM
oOpatuMoi 3amgHed SHiedanonaTiyd, NPUMEHEHHE TeMIMTa0uHa CIIEyeT OKOHYATEIbHO
MPEKPAaTUTh U TMPUHATH TMOJACPKHUBAIONINE MEpbl, B TOM YHCIE KOHTPOIb apTepUATBHOTO
JABJICHUS U TPOTUBOCYIOPOKHYIO TEPATTHIO.

CepaeuyHo-COCYIUCTast CHCTEMA

W3-3a pucka HapylIeHUu co CTOPOHBI cepala U (UiIu) COCYAOB MPH MPUMEHEHUH reMIuTaduHa
0c00yI0 OCTOPOKHOCTB CJEIYET MPOSBIATh MPHU JICUCHUH MMALUEHTOB C CEPJIeYHO-COCYUCTHIMU
SBJICHUSIMU B aHAMHE3€.

CHHOPOM IOBBIIIIEHHON OPOHUIIAEMOCTH KAOUJUIIPOB

CuHApPOM TOBBIIICHHONW MPOHUIIAEMOCTH KAaMMLIIPOB HAOMIOAAJICS Y MAIIMEHTOB, MOJYyYaBIINX
reMIMTa0MH B MOHOTEpAllMd WM B KOMOMHAIMU C JAPYTUMH XHUMHOTEPAeBTHUYECKUMU
npenapatamu. J[aHHOE COCTOsSIHHE OOBIYHO TONJAETCS JICYCHHIO B CIydyae paclo3HaBaHUs Ha
paHHEW CTaauM W TIPOBEACHUS COOTBETCTBYIOIIETO JICUCHHs, HO OTMEYAIUCh W JICTAIbHBIC
ncxopl. COCTOSTHUE 3aKITI0YaeTCs B CHCTEMHOM TOBBIIICHUH TIPOHUIIAEMOCTH KaTUJUISIPOB, TPH
KOTOPOM KUJKOCTH M OETTKU U3 BHYTPUCOCYAUCTOTO MPOCTPAHCTBA MPOHUKAIOT B HHTEPCTHUIIHIA.
KnuHuueckne mnpu3HaKd BKIIOYAIOT TEHEPATU30BAHHBIA OTEK, IMOBBILIEHUE MAacChl Tea,
TUMO0ATbOYMUHEMHIO,  TSDKENYI0  apTepUalbHYI0  THUIOTEH3HIO,  OCTPYIO  MOYEYHYIO

HEAOCTATOYHOCTh N OTCK JICTKOTO. B cJIydyac pa3BUTHA CHHApOMA MMOBBIICHHOM IMPOHUIACMOCTH
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noaaepkuparomme Mepbl. CHHIPOM NOBBILIEHHOW NPOHUIIAEMOCTH KaOWLIIPOB MOKET
BO3HUKATh B TE4YeHHE Oojiee MO3IHUX LUKIOB, M B JIUTEPAType OH aCCOLMHUPYETCA C
pecnupaToOpHbIM IUCTPECC-CUHAPOMOM B3POCIIBIX.

DvyHKIMS TErKUX

Kpome pecnmpaTtopHOTO AMCTpPECC-CHHIAPOMA B3POCIBIX, APYrUe HapyIICHUS (PYHKIIUU JIETKHX,
WHOTJA TSOKEIION CTeneHW (HampuMmep, OTeK JIETKUX, WHTEPCTUIMATbHBIA IMHEBMOHUT), ObLIN
3apEerUCTPUPOBAHBI y TAIIMEHTOB, MOJIYyYaBIIMX reMuutadbuH. [Ipu pa3BUTHU TakuX MOOOYHBIX
3¢ exToB HEOOXOAUMO MPEKPATUTH TEPAITHUIO TEMIIUTAOMHOM U TIPUHITH HEOOXOIUMBIE MEPHI.
PanHee ucnonp30BaHUE CHMIITOMATHYECKON TEPAITUU MOXKET YIIYYIIUTh CUTYAITHUIO.

'emoauturo-ypemuueckuii cuanpom (I'YQC)

Y nanueHToB, NONMYYaBIIMX TE€MIUTA0MH, PEAKO OTMEYAIHMCh KIWHUYECKHE W3MEHEHHS,
cootBercTByomue ['YC (maHHple MO mepuoay HocTperucrpanroHHoro mnpumenenus). ['YC
SABJISICTCSl HApYIICHUEM, MPEACTaBIAIONIMM MOTCHIIMAIBHYIO Yrpo3y i ku3Hu. HeoOxomumo
MPEKPATUTh TEPanui0 TEeMIMTAOMHOM TPHU TMEPBBIX MPU3HAKAX JHOOOTO CBUJIETEIHCTBA
MUKPOAHTUONATUYECKOM TeMOIUTUYECKON aHeMUH, TaKMX KaK ObICTPO CHUXKAIOIIUKCSA YPOBEHb
reMOrVIOOMHAa C COMYTCTBYIOLIEH TPOMOOLIMTONCHHUEH, TMOBBIIMIEHHE YPOBHS OuinpyOuHa
CBIBOPOTKM KpOBM, KpEaTHHWHA CBIBOPOTKA KPOBH, a30Ta MOYEBHHBI KPOBH  WJIH
naktataeruaporerassl (JIJA). Tlodeunas HEZOCTATOUYHOCTH MOXKET OBITH HEOOPATUMOW IPH
OTMEHE TepaIliy U MOXKET MOTPEeOOBATHCS TUATH3.

DepTUabHOCTD

B uccnenoBanusx GpepTUILHOCTH TEMIIMTAOMH BBI3BIBAJI TUIIOCTIEPMATOTEHE3 Y CAMIIOB MBIIIICH.
[ToaTOMYy My)4HHaAM, TTOJIYHAIOITUM TE€PANUIO0 TeMIIMTAOMHOM, HE PEKOMEHAYETCS OTIIOBCTBO BO
BpeMs JICUEHHMS M B TeUeHHE 6 MecsleB IMOCie ero okoHuyaHud. Jlo Hauyana jedeHus: cienyer
00paTUThCS 3a TOTOJHUTEIHHONM KOHCYIbTAIMEeH B OTHOLIEHIUH KPUOKOHCEPBAIIUY CIIEPMBI M3-32
BO3MOYKHOTO OECIUTOIUS BCIEACTBUE TEPATHH TeMIIMTAOUHOM.

BcnoMorarensHble BENIECTBA

Hampuu

B oxgnom ¢naxkone ¢ 5 mi npenapata TEMIIMTABUH conepxutcs He 6onee 3,675 mr (0,16
MMOJTb) HaTpus, BO (iakoHe ¢ 25 mu npemnapata - He 6osee 20,0 mr (0,87 MMOIB) HaTpHSL.

DTO ciemyeT y4YUTHIBaTh NMPH HAa3HAYCHWW TpenapaTa IMalieHTaM, COOIOMAIOIIAM JHETy C
KOHTPOJIMPYEMBIM COJCPKAHUEM HATPHSL.

4.5. B3aumopeiicTBMe ¢ APYIrMMH JIEKAPCTBEHHBIMH IIpenaparamMu M JApyrue ¢(opmsl
B3aHMO/EHCTBUSA

JIyaeBast Tepanus
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OnHOBpeMeHHOE TIpHMEHEHHE (COBMECTHOE WU _C H}Hc;p;az;%d;ll FE' 17'55'}154% IO'KCI/I‘I’HOCTL

COIPSDKEHHAs C TAKUM MYJIBTUMOJAIBHBIM JICYEHUEM, 3aBUCHT OT MHOYKECTBA Pa3IMYHbBIX (PaKTOPOB:
036l TeMIIMTa0MHA, 4YacTOThl BBEIEHUS TeMUUTaOMHA, J03bl JIy4eBOM Tepanuu, TEXHUKU
IUTAHUPOBAHUS JIy4eBOM Tepamuu, TUma W oObeMa oOiydaeMoil TKaHW. JOKIMHHYECKHE U
KJIMHAYECKHE HCCIEOBAaHMs T0Ka3ajl, YTO reMuuTabuH o01amaeTr pajanoceHCHOMITH3UPYIOMINM
neiicTBueM. B eIMHCTBEHHOM HCCIIEJOBAHIH, B KOTOPOM IeMIMTaOHH BBOAMICS B o3¢ 1000 Mr/m? B
TedeHue 6 Heleb OJHOBPEMEHHO C TePaNeBTHYECKUM OOydeHHEM TPYJHOM KIETKH Y MallMeHTOB C
HEMEJIKOKJIETOYHBIM pPaKOM JIETKOTO, Oblia 3a(UKCHpOBaHA 3HAYMTENbHAs TOKCHYHOCTH B BHUJIE
TSDKEJIOTO U TOTEHIUAIBHO OIMACHOTO JJSl KM3HH BOCHAJCHHS CIM3UCTBIX 000s104eK (TIaBHBIM
o0pa3om 330¢aruta), a TaKke MTHEBMOHUTA, OCOOSHHO Y MAIIHEHTOB C OOJIBIINM 00BEMOM O0TydeHHUS
TKaHel (MemuaHa obwemMa oOmyuenms 4795 cm®). IIpoBojuBIIMEcCS TO3KE HCCIENIOBAHUS
(uccnemoBanust Il Qa3pl mpuU  HEMENKOKIETOYHOM pake JIETKOro) CBUIETENBCTBYIOT O
1en1ecoo0pa3sHOCTH BBEACHUS TeMIMTaOnHa B 0OoJiee HM3KHX J103aX C COMYTCTBYIOIIEH JIydeBOU
Tepanueil ¢ NporHo3upyeMoi TOKCUYHOCThIO. JIyueBas Tepanus Ha obaacte rpyaHoi kietku (CO/L
66 I'p) IPOBOIHIIACH OTHOBPEMEHHO C XHUMHUOTEpaIIHeil reMIuTabnHOM B 03¢ 600 Mr/M? (4 BBe1eHNS)
¥ IUCIUIATHHOM B 103¢ 80 Mr/m> (2 BBeaeHus) B TedeHue 6 Hemenb. ONTUMAIBHBIN PEKUM IS
0e30MacHOr0 BBEIEHHUS TeMIUTaOWHA C TEepaneBTUYECKHMMM J03aMU JIy4€BOM Tepamuu eie He
YCTaHOBJICH I BCEX TUIIOB HOBOOOPA30BAHUIA.

[MocnenoBarenbHOE MpUMEHEHHE (MHTEpBaN Oojiee 7 JHEW): KpOME JIy4eBOM peaKkIiy MPH BBEICHUH
remiuTabuHa Oosiee yeM 3a 7 IHEH 0 WM TOCie Jy4eBOW Tepanuu, YBETUYCHUS TOKCUYHOCTH HE
3apEeTUCTPUPOBAHO. DTH JAHHBIC IO3BOJISIIOT TPEATIONOKHUT, YTO TEMIIUTA0OMH MOXHO BBOJHTH Yepe3
OJTHY HEJIEJIO MOCIIe JIyYeBON Tepanyy WK MOCJIe TOro, Kak OyAyT pa3pelieHbl OCTPbIe MOCIECTBUS
Jy4eBOU TEpaIuu.

W npu ogHOBpEMEHHOM, H TIPH TOCJIE0BATEILHOM TPUMEHEHUU TeMIMTa0NHA C JTy4eBOM Tepanuen
OBLIO 3aPErHCTPUPOBAHBI JTyUEBbIC MOBPEXKICHHUS 00ydaeMbIX TKaHeW (HarmpuMep, 330(paruT, KOJIUT
Y THEBMOHMUT).

[pyrue

He pexomenyercs coBMECTHOE MPUMEHEHUE C KUBBIMU BaKIIMHAMM KEITOM JIUXOPAAKU U APYTUMHU
KUBBIMHA BaKIIMHAMH, BCIICJICTBHE PHUCKAa CUCTEMHOTO 3a00JI€BaHHS C BO3MOXKHBIM JIETAIBHBIM
UCXO0J0M, OCOOEHHO y MalMEHTOB ¢ UMMYHOCYIIPECCHEH.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD, H JTAKTAIUS

bepemeHnHoCTH

Her nocraTouHbIX JaHHBIX O MNPUMEHEHHH TeMIUTabuHa Yy OepeMeHHBIX IKEHIIWH. B
WCCJICIOBAHMUAX Ha JKMBOTHBIX HAOJIOMAIOCHh TOKCHYECKOE JEHCTBHE Ha PENPOAYKTHBHYIO
¢byuknuio. Ha ocHOBaHMM pe3ysIbTaTOB MCCIENOBAaHHUM Ha XKMBOTHBIX U MEXaHU3Ma JEHCTBUS

reMunTabruHa JaHHBINA Mperapar He CleAyeT UCIONIb30BaTh B TeUEHHUE OEPEeMEHHOCTH 0€3 SBHOM
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Tepanuy reMIIMTa0MHOM, a B Cllydae, €CII 3TO MPOU3OIILI0, HEMEAJIECHHO COOOIIUTH JieUaleMy
Bpauy.

JlakTamus

HewnsBecTHo, BBIACISICTCS U TEeMIUTAaOWH C TPYJHBIM MOJIOKOM, W HENb3s HCKIIIOYHUTH
HeXenaTelbHbIe dQGEKThl Ui TPyaHbIX neTeil. KopMieHue rpynpio Ha MPOTSHKESHUH JICUSHUS
reMIUTA0NHOM CJIEIYET IPEKPATUTh.

DepTUILHOCTE

B uccnenoBanusax GpepTHIBHOCTH FeMIMTA0NH BBI3bIBAJI TUIIOCIIEPMATOrEHE3 Y CaMIIOB MBbIILIEH.
[ToaToMy MyXUMHAM, TOJY4YaIOIIUM TEPANUI0 TEMIIUTAOMHOM, HE PEKOMEHJIYeTCsl 3adaTue
pebeHka B TEUEHHWE W Ha MPOTSHKEHUU 10 6 MECsIeB IMOC/e OKOHYAHUs JICUCHHUS, a TaKKe
pPEKOMEHIyeTCsl 0OpaTUThCS 32 AOMOJHUTENBHON KOHCYIbTAIlUEH 10 MOBOAY KPUOKOHCEpBALlUU
CIEpMBbI JI0 Hauaja JICUEHUs, MOCKOJbKY H3-3a TepanuHu TeMIUTA0MHOM €CTh BEPOSTHOCTH
pa3BuTHA OECIIONHUA.

4.7. Biausinde Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMHU H PpadoTaTh ¢
MeXaHU3MaMH

HccnenoBanuii BIMSHUSA TeMIIUTa0MHA HA CIOCOOHOCTH YIPABIISITh TPAHCTIOPTHBIMU CPEICTBAMHU
¥ MEXaHU3MaMH He MPOBOAWIOCH. TeM He MEHee M3BECTHO, YTO TeMIIUTAOMH MOKET BBHI3bIBAThH
COHJIMBOCTb OT CJIa0OW /10 YMEPEHHOH CTEeNeHH BbIPaXXEHHOCTH, OCOOEHHO COBMECTHO C
ynoTpeOIeHneM aTKOTOJIsl.

[TaieHTOB creayeT mpeaocTeperaTb OT YINPABICHUS MEXaHU3MAaMH B TEX CIydasxX, KOTrJa OHU
YYBCTBYIOT COHJIMBOCTb.

4.8. HexenaTejibHbIE peaKINU

Pesrome mpoduis 6e3onacHOCTH

CambpIMM  paclpOCTPAaHEHHBIMU HEXENAaTeIbHbIMUA PEAKLMSIMHU, CBS3aHHBIMM C Tepanuen
mpenaparoM TEeMIIMTAOMHOM, SIBIISIOTCS TOIIHOTA C PBOTOM Wiu 0€3 PBOTHI, MOBBIMICHHBIN
ypoBeHb TieueHouHbIX TpaHcamuHaz (ACT/AJIT) u menounor Qocdarasbl, oTMeuaBHIIEECS
npuban3uTenbHo y 60 % ManMeHToB; MPOTEHHYPUS U TeMaTypus, OTMEUaBIINECS MPUMEPHO Y
50 % manueHToB; oAbIiKa, oTMeuaBmascs y 10 - 40 % nanueHToB (C HauOOJBIIEH YaCTOTON Y
OOJILHBIX PaKOM JIETKOTO); aJlJiepruyeckasi KO)KHasl ChIlb, HAOMIOAABIIASACS TMPUOTU3UTEIHHO Y
25 % TManMeHToB U CBsi3aHHAas ¢ 3yJ0M Yy 10 % marueHTos.

Ha gactoTy u creneHp TSKECTH HEXENaTeNbHBIX PEaKlUi BIUSIOT 032, CKOPOCTh UHDY3UU U
WHTEPBaJIbl MEXK]ly BBEJICHUsIMU Tipenapara. K 7030JUMUTHPYIOIINM HEXEIaTeIbHbIM PEeaKIUsIM
OTHOCSITCSI CHIDKCHHE YHCIIa TPOMOOITUTOB, JIGHKOIIMTOB U TPAHYJIOIUTOB.

TabnuyHOE pe3roMe HEXKENATEIbHBIX PEAKIINI
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HWKe Tabnuie: oueHb yacto (>1/10), vacro (>1/100, Ho <1/10), Heuacto (>1/1000, Ho <1/100),

penko (>1/10 000, Ho <1/1000), ouens penko (<1/10 000), yacroTa HensBecTHA (Ha OCHOBAHUU

HMCIOIINXCA JaHHBIX OLICHUTDH HCBOSMO)KHO).

CucremHo-oprannblii kiaacc | Kareropus HexenarenbHas peakuus
4aCTOThI
Hugpexyuu u unsasuu 4acTo UHEKIIH
4acToTa | CEICUC
HEU3BECTHA
Hapywenus  co  cmoponbi O4YEHb aHeMus, JeHKoneHus (Kak paBUiIo, HAOI0AaeTCs
Kposu U  Jaumgpamuieckou 4acTo yraeTeHre (yHKIMA KOCTHOTO MO3Ta JIETKOW WIIH
cucmemul CpeHEH CTENEHH TSKECTH, U B OCHOBHOM
OKa3bIBAET JIEHCTBUE HA YUCJIO IPAHYJIOLUTOB) U
TPOMOOIMTONECHUS
4acTo bebpriibHast HEUTPOTIEHUS
O4YEHb TPOMOOIIMTO3, TpoMOOTHYECKas
penKo MUKpPOAHTUONATHUS
Hapywenus  co  cmoponwi OYEHb aHauIaKkTHUECKas peaKius
UMMYHHOU cucmembl penKo
Hapywenua memabonuzma u 4acTo aHOpeKcus
nUmMmaHus
Hapywenus  co  cmoponwi 4acTo rojoBHas 00Jib, 0ECCOHHMIIA, COHJIMBOCTD
HEpPBHOU CucmeMbl HEYacTo | HapylIeHHe MO3TOBOI'0 KPOBOOOpAIIEHUS
O4YECHb CUHAPOM 00paTUMOii 3aiHel HHIIeaionaTuu
penKo
Hapywenus  co  cmoponvl | HewacTo | cepaeyHas HEJ0CTaTOYHOCTb, apuUTMUs,
cepoya IIPEUMYIIECTBEHHO CYIIPaBEHTPUKYIISIpHAS
peako nH(papKT MHOKapAaa
Hapywenus  co  cmoponwi penKo CHU)KEHHE apTepHaIbHOTO JTaBJICHUS,
cocyoos KJIMHUYECKHE  MpPHU3HAKK  NepudepuyecKoro
BaCKYJIMTa U TaHIPEHBI
OYEHb CHUHAPOM MOBBIIEHHON IIPOHULIAEMOCTH
penKo KalUJUISIpOB
Hapywenus  co  cmoponwi OYEHb OJIBIIIKA (KaK MPaBUIIO, JIETKON CTEMEHU TAXKECTH
ObIXamenbHol cucmemol 4acTo U Ipoxojsiias 6e3 jgeueHus)
0p2aHo8 2pYOHOU KIemKu U 4acTo KalleJb, PUHUT
cpedocmenus, HeyacTo | OpoHxocma3M (Kak MpaBUJIO, JIETKOW CTENeHH
TSKECTH U KPAaTKOBPEMEHHBIN, OJHAKO, MOXKET
noTpeboBaThCs MPOBEACHUE MapeHTepaIbHON
Tepanuu), THTEPCTUIMAJIbHBIM THEBMOHUT
penKo OTEK JIETKUX, PECIIUPATOPHBINA TUCTPECC-CUHIPOM
B3POCJIBIX
Kenyoouno-kuweunvie OYEeHb TOILIHOTA, PBOTA
HapyweHus 4acTo
4acTo auapes, CTOMAaTUT U  S3BEHHOE IIOpakKCHHE
CIIM3UCTON 000JIOUKH MOJIOCTH PTa, 3a10p
OYEHb UIIEMUYECKUN KOJIUT
penKo
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CucremHo-oprannblii kjaacc | Kareropus
YacTOThI
Hapywenus  co  cmoponwi OYEHb MOBBIIICHUE  KOHIEHTPAIUU  «IICYCHOYHBIX)
neueHu U  JHCenuesblo0AUUX 4acTo tpancamuuaz (ACT wu AJIT) wu 1mienovyHoi
nymet docdarassl
4acTo MOBBIIICHHE KOHLIEHTPALUU OMIINpyOrHa
HEYacTO | FeMaTOTOKCUYHOCTh TSXKEJION CTENeHH, BKIIIOYas
MEYCHOYHYI0 HEJOCTaTOYHOCTh, B HEKOTOPBIX
CIIy4asiX C JIETAJIbHBIM UCXO00M
penKo MOBBILICHHE KOHLIEHTPALIUU
rammarayramuintpancgepassl (ITT)
Hapywenus  co  cmoponwi OYEHb aJlJIEpruuecKue KO>KHBIE BBICHITIAHUS,
KOJICU U NOOKONCHLIX MKAHEl 4acTo COMPOBOXKAAIOIIMECS 3Y0M, AJIONEIHS
4acTo 3y/i, HOTIUBOCTb
penko S3BbI, OOpa3oBaHHME BE3UKYJI U HApHIBOB,
HIETYIICHNE, KOYKHBIE PEaKIIUH TSHKEIION CTENCHH,
BKJIIOUAs JIECKBaMaIliio U OyJuie3HOe MOopakeHue
KOXH
OuYeHb TOKCHUYECKUI AIUIEPMAIIbHBIN HEKpOIu3,
penKo cunapom CtuseHca-/[xoHcoHa
4acToTa | MCEBIOILEIUIIOINT, OCTPBId T'€HEepaTM30BAHHbBIN
HEU3BECTHA | DK3aHTEMATO3HBIN NyCTYJIE3
Hapywenus co cmoponbl 4acTo 00J1b B CIMHE, MUAIITHS
MbIWUEYHOU, CKelemHou U
CcoeOUHUMeNbHOU MKAHU
Hapywenus  co  cmoponwi OUYEHb MIPOTEHHYPHS JIETKON CTENIEHH U TeMaTypus
nowex U MO4eBblOOSAUIUX 9acTo
nymeii HEYacTO | MOYeyHas HEJ0CTaTOYHOCTb,
TeMOJINTHKOYPEMUYECKUN CHHIIPOM
Obwue napywenus u peaxyuu OYEHb TPUIIIONO00HBIE CUMIITOMBI (Hanbo1ee 4acThIMU
8 Mecme 66e0eHUs 4acTo CUMITOMaMHU OBUIM JHMXOpajKa, TOJIO0BHas O0Jib,
03HOO, MUANTHUsl, aCTEHUS U aHOPEKCHS, TaKXkKe
CO00IIaJI0Ch O CIy4yasix pa3BUTHS Kallljls, pUHUTA,
HE/IOMOT'aHus, TOTOOTIEJNEHUS M MpodieM co
CHOM), OTeK/TiepupepuuecKuil OTEeK, B TOM YHUCIIE
OTeK Jnia (Kak MpaBWJIO, MOCIE MPEKpamieHus
Tepanuy HaOIIOJAIOCh pa3pelIeHNe OTeKa)
9acTo JIMXO0paJIKa, aCTeHUs], 03HOO
penko peaxkiuu B MecTe BBe/leHUs (KakK MpaBuilo, JIErKou
CTEIEHH)
Tpasmbl, unmoxcuxkayuu u penko TyuyeBas TOKCUYHOCT, MTOBTOPHOE

BO3HHUKHOBCHHUC JIYYCBBIX OXKOI'OB

Onucanye OTACIbHEIX HeXKENIAaTSAbHBIX PeaKIIUN

HpuMeHeHue eeML;uma6uHa 6 KOM6UHCIZ/;MM C nakiumaxceiom npu pake MOJIOYHOU dicenesbl

YacToTa reMaToI0rn4ecKOi TOKCUHYHOCTH 3 U 4 CTENEHU TSAKECTH, B YACTHOCTU HEUTPOIICHUH,

YBCIUWYMUBACTCA, KOrga I‘eMHI/ITa6I/IH IMPUMCEHACTCA B KOM6I/IHaHI/II/I C IMaKJIHUTaKCCIIOM. O,I[HaKO

YBCIMUYCHUC YaCTOThI NAHHBIX HCKCIIATCIIbHBIX peaKL[I/Iﬁ HC CBA3aHO C YBCIMUYCHUCM YaCTOTHI
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BO3HUKAIOT 4Yalle, KOrjJa TeMIMTa0WH NPHUMEHSETCS B KOMOMHAIMM C MaKIUTaKCEIOM.
YTomisieMOCTh, HE CBsI3aHHAs C aHeMued, OOBIYHO MPOXOAMUT IIOCIIE IEPBOrO IMKIIA.

Heorcenamenvnule ssnenus 3 cmenenu magcecmu

['emaTonoruyeckasi TOKCHYHOCTb:

anemus — 5,7 %, TpomOonuTonienus — 5,3 %, neirponenus — 31,3 %.

Heremaronorudeckass TOKCHYHOCTb:

bebpunbHas Heitponenus — 4,6 %, MoBbIIIeHHAs yromisieMocTs — 5,7 %, nuapes — 3,1 %,
MoTOpHast Helpomnatus — 2,3 %, ceHcopHas HelponaTus — 5,3 %.

Heorcenamenvhuole sasnenus 4 cmenenu msasicecmu

['emaTonoruueckas TOKCHYHOCTD:

anemus — 1,1 %, tpomOoruronenust — 0,4 %, nerponenus — 17,2 % (HeiTponenus 4 creneHu
JUTUTETILHOCTHIO OoJiee 7 AHel Oblia 3apeructpupoBana y 12,6 % manueHToB).
Heremaronoruueckasi TOKCUYHOCTb:

¢debdpunpHas neiitporienus — 0,4 %, noBbimeHHas yromisieMocTs — 0,8 %, MoTopHas HeliponaTus
— 0,4 %, cencopnas Heiiponarus — 0,4 %.

Ilpumenenue cemyumadbuna 6 KOMOUHAYUU C YUCNIAAMUHOM HPU paKe MOUYe8020 MNy3blpsl

Heoicenamenvnvie senenus 3 cmenenu masxcecmu

I'emaTonornueckas TOKCUYHOCTb:

anemus — 24 %, tpomborutonenus — 29 %.

Herematomorndyeckas TOKCHYHOCTb:

TOIIHOTA U pBoTa — 22 %, nuapes — 3 %, undexuus — 2 %, cromarut — 1 %.

Heorcenamenvhule sasnenus 4 cmenenu msicecmu

I'emaTonorunueckas TOKCUYHOCTb:

anemus — 4 %, Tpombouutonenus — 29 %.

Heremaroornyeckasi TOKCHYHOCTD:

uHpexuus — 1 %.

Ilpumenenue cemyumabuna 6 KOMOUHAYUU C KAPOONAAMUHOM NPU paKe AUYHUKOB

Heoicenamenvuvie asienus 3 cmenenu msacecmu

I'emaTonornueckas TOKCHYHOCTb:

anemus — 22,3 %, weritporienus — 41,7 %, tpomborutorienus — 30,3 %, netikorenus — 48,0 %.
HeremaTonornyeckas TOKCHYHOCTb:

KkpoBoTeuenue — 1,8 %, ¢pedbpunbnas Heritponenus — 1,1 %.

Heorcenamenvhule ssnenus 4 cmenenu msicecmu

I'emaTtoormyeckass TOKCUYHOCTb:
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amemusi — 5,1 %, "eutponenus — 28,6 %, Tp 6ouHT('SH'e;|{:1;:1$;I E—%@'%T%E TICHIGL — IéfT %.

HeremaTonorunueckast TOKCHYHOCTb:
uHdpexnus 6e3 nerirponenuu — 0,6 %.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmaTe 0 TOI03pEBaEMBIX HEXKENATEIbHBIX pEaKIMsIX IOCIe pPErucTpaluu
JICKapCTBEHHOTO Tperapara ¢ Meibio 00ecreYeHrss HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«ONb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeTuIUHCKAM pa0OTHUKAM PEKOMEHIYeTCs
coo0maTh O JIOOBIX IOJ03PEBAEMBIX HEXKEJIATEIbHBIX PEAKIUIX JICKAPCTBEHHOTO IIpenapara
yepe3 HallMOHAJIbHBIE CHCTEMBI COOOIIEHUS O HEXENATEeIbHBIX PEAKIUAX TOCYIapCTB — WICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccniickas @enepanys

OenepanibHas ci1yx0a 1Mo Ha30py B cepe 31paBOOXPaHEHUSI.

Anpec: 109012, r. MockBa, CnaBsiHcKas miiomanis, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03.

DnekTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»:

http://roszdravnadzor.gov.ru/.

4.9. Ilepeno3upoBka

CHMITOMBI

Knunudecku nomyctumasi TOKCHYHOCTH Ha0NI0AaIach MPHU BBEIEHUU OJHOKPATHBIX /103 BIUIOTH
10 5,7 r/M? BHYTPUBEHHO B TeueHHe 30 MUHYT KaKJbIe JBE HEJICIH.

JleueHme

AHTHIOT 111 reMuMTaOnHa HEU3BECTEH.

B cnydae momo3peHuss Ha Nepeo3UpOBKY, MAMEHT AOKEH HAXOJUTHCSA MOJ MOCTOSHHBIM
BpaueOHBIM KOHTpPOJEM, BKJIIOUas mojacyeT Gopmyssl KpoBH. [Ipu HEOOXOAMMOCTH MAIUEHTY

MMPOBOAAT CUMIITOMATHUYCCKOC JICUHCHUC.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

®dapmakoTepaneBTUUYECKass TPYIa: MTPOTHBOOIYXO0JIEBBIE CPEACTBA; aHTUMETA0OIUTHI; aHAJIOTH
MAPUMHUIHA.

Kox ATX: LO1BCO5.

Mexanuszm geiicTBus

IemiuTabue  mpeacTaBisieT co0OM  aHTUMETA0ONMT THpUMHAMHA. [Ipemapat mposBiIseT

dazocnennpuIHOCTD, TEHCTBYS Ha KIETKH B S (da3ze (dhaza cuHTE3a 1e30KCUPHOOHYKICHHOBOM
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kuciotel — JIHK), u mpu omnpeneneHHbIx 06(TOHTeHB@%g'%%&EBHE%;IE:kl;}:e-:”l[—'l(;'::lg Ha

rpanwuie ¢a3 Gi/S.

[emiuTabun  MeTaboiM3UpyeTcss BHYTPH KIETKHM TIOJ JIeHCTBHEM HYKJICO3UJKWHA3bl C
obOpazoBaHueM akTHBHBIX nudocharapix U TpudochaTHBIX HYKIC03uI0B. LluTOTOKCHUYECKOE
neiicTBue remiuTaOuHa IposBisieTcs 3a cueT uHrubuposanus cuHte3a JHK ¢ momomipio aByx
MEXaHH3MOB JeHCTBUS mocpeacTBoM audochaTHeix u  TpudochaTHBIX HYKICO3HUIOB.
JudocdaTtapie HYKICO3UABI WHTHOMPYIOT PHOOHYKICOTUIPEAYKTa3y, KOTopas NeHCTByeT B
KayecTBe  EIUMHCTBEHHOIO  KaTajluM3aropa  peakluil, NpUBOASAIIMX K  0Opa3oBaHHIO
ne3okcunykieosuaTpudocdaron, HeodOxoaumbix s cunteza JJHK. MurubupoBanue naHHoro
depmenTta  mocpenactBoM  audocdaTHBIX  HYKICO3WIOB  CHMIKACT  KOHIICHTPAIIHIO
JIE30KCHHYKJICO3U/IOB B LIEJIOM H JIe30KCUHYKJIeo3uaTpudochaToB B yacTHOCTH. Tpudocdarnsie
HYKJICO3UIbl aKTHBHO KOHKYPHPYIOT C A€30KCHHYKIeo3uATpudochaTamu 3a BCTpauBaHHE B
mounekyibsl JJTHK.

AHaJIOTUYHBIM 00pa30M HEOOJBIIOE KOJIMYECTBO TeMIUTA0MHA MOMKET TaKKe BCTPAaUBATHCA B
MoJieKyJbl puboHykienHoBoi kucinoTsl (PHK). Takum o0pa3oMm, cHM)KeHHasi BHYTPUKIETOUHAs
KOHIEHTpalusl Je30KCUHYKIeo3uATpudochaToB ycuiIuBaeT BCTpauBaHue TpudochaTHbIX
nykieosuno B JIHK. JIHK-monmumepasa smcuioH He 00J1aJaeT CIOCOOHOCTHIO BBIBOJUTH
reMIMTa0uH U BBIMONHATH penapaiuio pactymux meneit JJHK. Ilocne toro, xak remMuutraOux
BcTpauBaercda B JIHK, B pacrymue nenu JIHK noGasnsiercs enie ogun nykiaeorun. [locne takoro
No0aBJIeHUs] TPOUCXOAUT TOYTH T[IOJIHOE WHIruOMpoBaHue janbHeidmero cunreza JHK
(MackupoBaHHast TepMuHanus uenu). [locne BecrpauBanus B JIHK remiurabus, no-BuaIumomy,
CTUMYJIMPYET 3alporpaMMUPOBaHHBIN Mpoliecc THOeNN KIIETOK, U3BECTHBIN KaK aronTo3.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

MakcumanbHas KOHLIEHTpalus B Ija3Me KpoBU (HaOmoAaBlIasicss B TE€YEHHUE 5 MHUHYT 10
OKOHYaHUs MH(]Y3uH) coctaisiia ot 3,2 10 45,5 Mxr/mit. KoHLleHTpaIys HCXOAHOTO BELecTBa B
TIa3Me KpOBH TOCTIe BBEJCHH mpenapaTa B 1o3e 1000 mr/m? B Tedernue 30 MUHYT ObLIa BBIIIE 5
MKI/MJI B TedeHHne npuMepHo 30 MUHYT mociie 3aBepiueHus nHpy3uu u Bbiie 0,4 MKr/mi elie B
TE€4YEHHE Yaca.

Pacnpenenenue

O6BeM pacrpenelieHusl KpoBHM cOCTaBIsan 12,4 m/m? y xeHmud u 17,5 1/M? y MyX4uuH
(MexxBuOBast BapralenbHOCTh Oblia paBHa 91,9 %). O0beM pacnpeneneHust B ApYruX TKaHIX
cocTansan 47,4 1/M? ¥ He 3aBHCEN OT TIONIOBOM MPHHA/JIEKHOCTH.

Cas3pIBaHHe ¢ O€JIKaMH I171a3MbI CUUTAIOCh HE3HAYUTEILHEIM.

[Tepuon monyBbIBeA€HUS COCTABIISN OT 42 10 94 MUHYT, B 3aBUCUMOCTH OT BO3pacTta U mnoJa. s

PEKOMEHJIOBAaHHON CXEMbl BBEJCHHUS Tperapara BbIBEJACHHE TeMIHUTa0WHA JOJKHO OBIThH
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MPAKTUYECKH 3aBEPIIEHO B TeYeHHEe Nepuoad oT S HJ':E%-'EQGBE'?IEEQEH@'&IE nln('i');/:'«‘;nn

'eMuuTaOMH HE HAKATITMBACTCS IIPU BBEACHUH OJMH pa3 B HECIIO.

Buorpancdopmarus

I'eMiuTabuH OBICTPO META0OIM3UPYETCS LUMTUAMHIEC3aMHUHA30M B IEYEHH, MOYKaX, KPOBU U
Jpyrux TKaHsAx. BenencTBue BHYTPUKIETOYHOTO MeTaboIM3Ma reMuutabuia o0pas3yroTcsi MOHO,
- 1 TpudochaThl reMuuTabruHa, U3 KOTOPBIX aKTHBHBIMH CUMTAIOTCA IU- U Tpudocdarsl. ITH
BHYTPUKJIETOYHBIE METaOOJUThl HE OBbUIM OOHAapyXeHbl B IUIa3Me Wid Mode. OCHOBHOM
MeTabonuTt, 2'-ne30kcu-2',2'-nuTopypuIiH, He aKTUBEH M HE ONpPEACNIICTCS B IUIa3Me U Moue.
OJIMMUHALNS

CHUCTeMHBIH KIMpeHC HAXOMWIcs B Tpeaenax oT 29,2 m/4/m? 1o 92,2 n/4/mM? B 3aBUCHMOCTH OT
1oJjia ¥ Bo3pacTa (MeXBHJI0Basi BapuadesbHOCTh cocTaBisia 52,2 %). KnupeHe y skeHIuH Obll
npuMepHO Ha 25 % Huxke, yeM y MyxkuuH. OcTaBasch BBICOKUM, KJIMPEHC U Y MYXUYUH, U Y
KEHILHH, 110-BUIUMOMY, CHH)KAeTCsl C BO3pacToM. il peKOMEH/I0BaHHOM 103kl TeMIMTa0lHa
1000 mr/m? ipu uHQY3MOHHOM BBEJIeHHH B TeueHne 30 MUHYT 6oJlee HU3KHIE 3HAYCHNS KIUPEHCa
JUTS )KSHIIMH U MY>KYMH HE TPEOYIOT CHM)KEHUS 103bI TeMIIUTa0nHA.

Menee 10 % BbIBOAUTCS TOYKaMU B HEU3MEHEHHOM BH/IE.

TToyeuHbIit KITMPEHC COCTABIAT OT 2 10 7 j1/u/M?.

B Teuenue Henenu mocne BBeASHHS Mpenapara BbIBoAUTCS oT 92 1o 98 % BBeneHHOU 103bI
remiutabuna, mpu 3ToM 99 % BBHIBOAUTCS TOYKaMHU, B OCHOBHOM B BHUE 2'-mudTOpypuaANHAa, a
1 % no3bI — yepe3 KUIIEUHHUK.

Kunernka tpudocdaroB remrurabuga

JlanHbIit METaOOIUT MOKHO OOHAPYKUTh B MOHOHYKJIEApHBIX KJIETKaX rnepuepruueckoil KpoBH,
u uHpopMmanus Janee OTHOCUTCA K OJTUM KiIeTKaM. BHYTpHKIeTOYHblE KOHIEHTpalUuu
TOBBIIAOTCS MPONOPIMOHATLHO 03aM FeMIMTa0KHA B IMaNa3oHe OT 35 10 350 Mr/m? B TeueHue
30 mMuHyT, uTO OO€cmeyuMBaeT pPaBHOBECHYIO KoHIeHTpauuto oT 0,4 no 5 mxr/miu. Ilpu
KOHIEHTpAllUU reMIIMTa0rHa B IJIa3Me BbIIIE 5 MKI/MJT ypoBeHb TpHdochaToB reMuTadOnHa He
MOBBILIAETCS, HA OCHOBAHUU YETr0 MOKHO MPEATNOI0KUTH, YTO 00pa30BaHuE JaHHOTO METa0oInTa
B MOHOHYKJIEAPHBIX KJIETKaX SIBJISETCS HACHIIIAEMbIM.

Koneunsiit nepuon nonyssiseaeHus: ot 0,7 no 12 gacos.

Kuneruka 2'-nezokcu-2',2'-nudropypuanHa

MaxkcuMmanbHasi KOHLEHTpalus B 1iasme (depe3 3 — 15 MmunyT nocie okoHyanusi 30-MUHYTHOU
uadysuu, 1000 mMr/m?) coctasnsana ot 28 10 52 MKr/mil. MuHMMAabHAs KOHIEHTpAIHs TMOCie
BBEJICHUS OJIUH pa3 B Heaelnto Obiia paBHa oT 0,07 1o 1,12 Mkr/Mi 6€3 KaKyIerocss HakOTUICHUS.
KpuBasi «kOHIIEHTpauus B IUIa3Me-BpeMs» UMeeT Tpex(aszHyro (GopMy cO CPEJHUM MEPUOJOM

MOJTYBBIBEJICHUS B KOHEUHOU (Da3e — 65 dacoB (auamna3oH ot 33 mo 84 1acoB).
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O6pa3zoBanue 2'-ne3okcu-2',2"-qudropypuanHa g3 choﬁg(l):rli;:;&t;égﬁ'%é;r%ﬁﬁybg:‘%; 003)

Cpenuuii 06beM pacrpenenenus B Kposu: 18 1/m? (nuanaszon ot 11 10 22 n/m?).

Cpenuuii 00beM pacrpejielieHHs] B paBHOBECHOM cocTostHuu: 150 /M2 (qmamason ot 96 10
228 1n/M?).

PacnipeneneHue B TKaHIX: OOMIMPHOE.

Cpeuuii Kaxymuiics Kiupenc: 2,5 n/a/m? (muanason ot 1 110 4 1/a/m?).

ITOTHOCTBIO BHIBOJMTCS TOYKAMH.

KOM6I/IHI/IDOBaHHa${ TCpanuia FCMHI/ITa6I/IHOM U NMaKJIUTAaKCECJIOM

KOMGI/IHI/IpOBaHHaﬂ TEparrd HE OKa3biBaJla BJIMAHHA Ha (bapMaKOKI/IHeTI/IKy FCMHI/ITa6I/IHa HniIn
IaKJIMTaKCcela.

KOM6I/IHI/IDOB21HH8,$I TCpaliui FGMHI/ITa6I/IHOM u KaD6OHJIaTI/IHOM

[Ipy npumeHeHMun B KOMOMHaNUU C KapOoruaTHHOM (apMaKOKMHETHKA TeMIMTa0uHA He
MEHSIacCh.

[ToyeyHas HETOCTATOYHOCTD

[Toueuynast HEIOCTATOUHOCTH JIETKOW WJIM CPEAHEW CTENEHH TSKECTH (CKOPOCTh KIIyOOUYKOBOM
dunbrparun (CK®) or 30 mu/mun go 80 Mi/MUH) HE OKa3blBaeT CTAOWUIBHOTO 3HAYUMOTO

BOSI[GIZCTBPIH Ha (bapMaKOKI/IHCTI/IKy FGMHI/ITa6I/IHa.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIIECTB

Hatpus anierata Tpuruapar

Harpus ruapoxenn (st koppekuuu pH)

XnopoBoopoHas kuciora (i koppekiuu pH)

Bona i1 ”HBEKIIUH.

6.2. HecoBmecTuMOCTD

JlanHblil JIeKapCTBEHHBIN IpernapaT He CcJleayeT CMEIIMBaTh C APYTUMHU JIEKapCTBEHHBIMU
npernapaTramu, 3a UCKIIOUYECHUEM YIIOMSHYTBIX B paznene 6.6.

6.3. Cpok rogHocTu (CpOK XpaHeHHus1)

HeBckpuIThlil ditakoH

2 roza.

IIpuroToBIEHHBIN pacTBOP

['0TOBBII K IPUMEHEHUIO PAcTBOP sl MH(PY3UU XPAHUTH B 3aIMIICHHOM OT CBETa MECTE IpH
temmneparype ot 2 10 8 °C He Oonee 24 4acos.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPaAHEHUU
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XpaHUTh B OPUTHHAIIBHOM yIakoBKe (Mauke) MNpu TeMné@;%g%;g E’C]/_:E)J%I:A-&:ﬁnl;:éa{uﬁ;ﬁl oT

CBeTA.

VYcioBus XxpaHeHus rmocie pazoaBaeHHs JEKapCTBEHHOTO Mperapara cM. B pasuene 6.3.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITo 5 M (200 mr peiictByromero BemectBa), 25 mi (1000 Mr aeicTByIOMIEro BemIecTBa) BO
(rakoHBI U3 OECIBETHOTO cTEKIa THI I, yKyrnopeHHbIe TpoOKaMu pe3nHOBBIME TUTI | ¢ 00KaTKOM
KOJIMTAYKaMU ATFOMUHUEBBIMU C KPBIIITKAMU TUIACTUKOBBIMH.

Ha ¢akoHbI HAKJIEUBAIOT STUKETKY CAaMOKJIESALTYIOCS.

1, 5 unmu 10 gu1akoHOB BMECTE € JTMCTKOM-BKJIJIBIIIEM IOMEIIAIOT B MaYKy KaPTOHHYIO.
Ynaxoexa onsa cmayuonapos

10, 30, 50 wu 80 hyrakoHOB BMECTE C paBHBIM KOJIWYECTBOM JIMCTKOB-BKJIA IBIIICH TOMEIIAIOT

B KOPOOKY KapTOHHYIO.

Ha xopoOky HakJIEUBAIOT ITUKETKY CAMOKJIESIIYIOCS.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJH30BAHHOIO
JIEeKAPpCTBEHHOr0  Ipenapara MWJIH  OTXO0JA0B, MOJYYeHHBIX IOCJe NpPUMeHeHHUs
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

PexoMeHnganMy mo OpuroTOBICHUIO pacTBOpa JJIs I/IHd)VSI/Iﬁ

[Tpu IpUTOTOBIEHUH U YTUIIU3ALIMU PACcTBOPa AJIsi HUHPY3UH JTOJKHBI COOII0OAAThCS CTaHAAPTHBIE
Mepbl 0€30MaCHOCTH AJ1s1 paObOThI C IUTOTOKCUYECKUMHU cpeacTBamu. [lepemernienrie pactBopa Juist
UHQY3UN JOJKHO BBIIOMHATHCS B O€30MacHOM OoOKce; He0OXOAMMO HCHOJIb30BATh 3aAIIUTHBIE
xanatel W nepyatku. [Ipu orcyrcTBuM Oe3zomacHOro Ookca 0O0OpyIOBaHHE IOJKHO OBITh
JIOTIOJTHEHO 3aIIUTHOM MAacKO# M 3alIUTHBIMHA OYKaMHU.

[Tpu monaganuu npenapaTa B IJla3a MOXKET BOSHUKHYTh CE€pbe3HOE pa3apaxeHue. [ nasza ciegyer
He3aMeJUIMTENbHO U TIATEeIbHO IPOMBITh Bo10H. Eciu pa3apakeHue He MpoXoauT, HE00X0IUMO
o0paTuThCs K Bpady. B ciydae nomagaHus pacTBopa Ha KOXY CIEAYeT TIATEIbHO IPOMBITh KOXKY
BOJIOH.

1. B xauectBe pacTtBOpuTes HCHOIb3yeTcss Toiabko 0,9 % pactBop Hatpus xyopuma (6e3
KOHCEPBAHTOB) WIH 5 % pacTBOP JAEKCTPO3bI.

2. JIns MpUTOTOBJIEHUS PAacTBOpa HEOOXOAMMO NMPHUAEPKUBATHCS TPeOOBAHUN MPUTOTOBJICHUS
PacTBOPOB JIJIs1 B/B BBEJICHUS.

3. Ilepenectn HEOOXOAUMBIN 00bEM KOHIEHTpaTa B ACENTHYECKHX YCIOBHUSX B IMPHUIOJHBIN
UH(Y3MOHHBIN MEIIOK WK (IIaKOH.

4. TmatenpHO NepeMeIaTh.

5. [losyueHHBIH pacTBOP 10JKEH OBITh MPO3PAaYHBIM, OT OECLIBETHOIO 10 OJIEHO-KEJITOTO 1IBETA.

[lepen mapeHTepaabHBIM BBEEHHEM HEOOXOIMMO BU3yaIbHO KOHTPOJIUPOBATH MPUTOTOBICHHBIN
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pacTBOp Ha HaJIMYMe MEXAHUYECKUX IMpUMecdid U H31\4];|}1?61;[I:I|£"HB'&5 T%'@'mae&n BB"O',I[I/ITL

pacTBOp, €CIM B HEM OOHAPYKEHbI YaCTULIBI.

C MHKpOOMOJIOTUYECKON TOYKH 3pEHUS PEKOMEH]IYeTCsl MCIOJb30BaTh IMpernapaT HeMEAJICHHO
[0CJ€ BCKPBITUSA WIM pa3BelcHUsA. B IpOTMBHOM cilydae BpeMs M YCIOBHS XpaHEHUS
KOHTPOJIMPYIOTCS OTBETCTBEHHBIM JIULIOM.

Bechb ocraBumiics nekapCcTBEHHBIN Ipenapar U OTXO/bI CIEIyeT YHUUYTOXKUTh B YCTAHOBJIEHHOM

MOPsIZIKE.

7. AEP)KATEJIb PETUCTPALIUOHHOI'O YOCTOBEPEHMUS
Poccniickas @enepanys
000 «Papmapar

390020, Ps3anckas o6u1., r.0. ropon Psizans, 1. Pa3anb, Mkp. Dnesarop, ctp. 4/1

Ten.: +7 (4912) 34-94-34, dpakc: +7 (4912) 34-99-97.

7.1. lIpeacTraBuTe/Ib AepKATeNs1 PeTHCTPALMOHHOTO Y/10CTOBEPEHHS

IIpereH3uu HOTDC6HT€JI€I>1 HaIrrpaBJIATH I10 aApECy.

Poccuiickas @enepanus
000 «Dapmapar
390020, Psizanckas 0611., .0. ropos Psizans, r. Pa3ans, mxp. DneBartop, ctp. 4/1

Ten.: +7 (4912) 34-94-34, daxc: +7 (4912) 34-99-97.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSI:

9. TATA NEPBUYHOM PETUCTPALIMU (IMOJATBEPXXJIEHHUE PETHCTPAIIUU,
HEPEPEIUCTPALIUSA)

[laTa nepBoi perucTpanum:

10. JATA HEPECMOTPA TEKCTA

O6mas  xapaktepuctuka JekapctBeHHoro mpemapata ['EMIIMTABMH nmoctymra Ha

uH(pOpMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHMYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHHKaIMOHHOH cetu «HTepHeT» https://eec.eaeunion.org/
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