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OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Iemmurosep, 200 Mr, truoduIM3aT A MPUTOTOBICHUST KOHIIEHTPATa JUISl IPUTOTOBJICHUS pPAacTBOpa
U1 UHPY3Ul

['emmuroBep, 1000 Mr, TrOGUIN3AT I TPUTOTOBJICHHS KOHIICHTpATA I IPUTOTOBJICHUS pacTBOpa

JU1st nHGY3Uid

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JleficTByto11I€€ BEIIECTBO: TEMITUTA0ONH

I'emmuroBep, 200 Mr, auoduian3ar Uil IPUTOTOBICHNS KOHIIEHTPpAaTa JUISI HPUTOTOBJIEHHS PacTBOPa

711 UHQY3HUIt
Kaxnprit prnaxon copepxut 200 Mr remuutadbuHa (B BUe THIPOXIOPUIA).

I'emmmurosep, 1000 mr, mrodIn3arT UL IPUTOTOBJIEHNS KOHIIEHTPATA JUISI IIPUTOTOBJIEHUS pacTBOpa

151 “HQY3Ui
Kaxnprit pnaxon copepxut 1000 Mr remiurabuna (B BUIE THAPOXIOPUIA).
BemiectBa, Ham4yMe KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JIGKAPCTBEHHOTO Mperapara: HaTpui (CMm.
paznen 4.4)

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEUIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHASA ®OPMA
JInodunusar A NIPUTOTOBJICHUS! KOHLIEHTpATa Uil IPUTOTOBIICHUS PacTBOpa JUIst HHY3HIA.

[TopucTtast macca 6€710T0 WM MOYTH OEJIOTO IBETA.

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO

['emuuTOBEp MOKa3aH K MPUMEHEHHIO Y B3POCIIbIX:
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— MecTHOpPacIpOCTPaHEHHBIM MM METAaCTaTUYECKUM HEMEIKOKIETOYHBIM pAaK JIETKOrO B
Ka4yecTBe Tepalluy MEepBOH JMHUU B KOMOMHAIMK C IUCIJIATUHOM WM KapOOIUIaTHHOM, a
TaK)Ke B MOHOTEPAIHHU y TOKUIBIX MAMEHTOB C (PyHKIIMOHAIBHBIM CTaTyCOM PaBHBIM 2

— HepesekraOenbHblif, MECTHOPELUUAWBUPYIOUIMA WJIM METAaCTaTHUECKUH pak MOJOYHOU
XKene3bl B COCTaBe KOMOMHHMPOBAHHOW TEpaluu C MaKJIWTAKCEIIOM II0CNe MPOBEACHUS
HEOAJbIOBAHTHON W/WIM aJbIOBAaHTHOM TEpamuu ¢ BKIOYEHUEM AaHTPALUKIMHOB IIpU
OTCYTCTBUH NPOTHBOIIOKA3aHNUN K X Ha3HAYCHUIO

— MecTHOpacpocTpaHEHHbI WJIM METAaCTaTUYECKUN YpOTENHAIbHBIM pak (pak MOYEBOIO
y3bIpsl, IOYEYHOU JIOXaHKH, MOYETOUYHHKOB, MOYEHUCITYCKATEIbHOTO KaHasa)

— MecTHOPacIpOCTPaHEHHBIM WM METAaCTaTUYECKUM DJIUTENINAIbHBI PAaK SUYHUKOB B
KayecTBE MOHOTEpalMM WJIM B COYETAaHMM C KapOOIUIATUHOM y MAIMEeHTOB C
nporpeccupoBaHreM 3a00JeBaHUs MOCJIE MPOBEACHUS TMEPBOM JMHUU Tepanuud Ha OCHOBE
IIPOU3BOJHBIX IIJIATUHBI

— MecTHOpacnpoCTpaHEHHbBIA WJIM METACTATUUECKUN PaK MOKEITYJOYHOM JKeJIe3bl

— MecTHOpacIpOCTpaHEHHBIN WIM METACTATUYECKUM PaK MIEHKU MaTKH

— Pax xeyueBbIBOAAIINX ITyTEH

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEeHUs!
[Ipenapar ['emuuToBep cienyer NPUMEHSTHh TOJBKO O] HAOMIOJCHHWEM Bpadei, UMEIOIINUX OIBIT
IIPUMEHEHHUS HUTOTOKCUYECKUX MTPETAPaTOB.

Pe)xuM 103UpoBaHus

MecmHopacnpocmpaHeHHblﬁ UAU Memacmamuyeckull HemMeaKkoK1emo4yHbll pax J1E2K020 8 Kauecmee
mepanuu nepeoﬁ JUHUU 6 KOM6MHCZI4MM C yucnaiamuHom uiu Kap60nﬂamuHOM, a makakce 6 kadecmee
MOHOmMeEpanuu y noiICU1blx nayuermoe ¢ d)yHKL;uOHaJZbeZM cmamyCcom, paeHovim 2

Mownomepanus: peKoMeH10BaHHas 103a TpenapaTa — 1000 Mr/m” B BUJie BHYTPUBEHHOH MH(Y3UHN B

tedenne 30 muHyT B 1, 8 1 15 mHM Kaxmoro 28-mHeBHOTO nukia. /[03a MOXKeT OBITh YMEHBIIICHA C
KOKIBIM [UKIOM WIM B TEUYCHHE IUKIA HA OCHOBAHWU CTEMEHU TOKCUYHOCTH, HAOIIOZaeMOH y
HalueHTa.

Kombunuposannas mepanus _c_yucniamuxom: peKOMEH0BaHHAs 103a mpenapara — 1250 mr/m? B

BUJIC BHYTpUBEHHON MH(Y3uH B TeueHue 30 MuHyT B 1 1 8 gHHM Kakaoro 21-THEBHOTO MUK WIH

2
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1000 mr/m? B Buae BHyTpUBEHHON uH(Y3uu B Teuenue 30 munyT B 1, 8 u 15 aum kaxaoro 28-
JTHEBHOTO Iukia. J[o3a MOXeT ObITh YMEHBIICHA C Ka)XIbIM [UKIOM WIH B TEUCHHE ITUKJIA Ha
OCHOBAHHWU CTETICHN TOKCUYHOCTH, HaO 0 jaeMoi y manueHTa. [{ucrmatua BBoAUTCS B 103€ OT 75 110
100 mMr/m? oauH pa3 Kaxaple 3 HeACIH.

KOM6MHMDO€CZHH£Z}1 mepanusi ¢ KaD6OI’lJlamuHOM.' PCKOMCHAOBAHHAaA O03a 1pcrnapara —

1000 mr/m? wn 1200 mr/m? B Bujie BHYTpUBEHHO#H HH(BY3UH B Tedenue 30 MUHYT B 1 U 8 THU Ka)10T0
21-gueBHoro nukna. KapOomnarua BBoauTcs u3 pacuera nokasarens AUC (mromanb moj; KpuBon
«KOHIIEHTparus—Bpems») 5,0 mr/mu MuH B 1 neHb mukia mociae nHdpy3uu reMuutadbuna. Jloza Moxer
OBITh YMEHBIIIEHA C KAK/BIM LUKJIOM WM B TE€UECHHE ITUKJIA HA OCHOBAHWUU CTETICHH TOKCHYHOCTH,
HaOJr01aeMoi y Maruenra.

Hepeszexmabenvnulii, mecmuopeyuousupyrowuii uiu mMemacmamudeckutl pax MoJI04HOU dcene3vl 8
cocmaese KOMOUHUPOBAHHOU Mepanuu ¢ NAKIUMAKCeI0M Nocie NPo8edeHUs HeOA0bIOBAHMHOU U/UlU
A0BI0BAHMHOU MePanuu co 8KIYEHUeM AHMPAYUKIUHO8 NPU OMCYMCMEUU NPOMUBONOKA3AHUU K UX
HA3HAYEHUIO

Kombunuposannas mepanusi ¢ nakiumakceiom.: MAKINTAKCe BBOAUTCA B m03e 175 mr/m’> B BHIE

BHYTPUBEHHON HMH(Y3UHW B TeueHHWe 3 4YacoB B | JeHb 21-THEBHOTO IMKIA C TOCICIYIOUTUM
BBEJICHHEM reMIUTa0uHa. PekoMennoBaHHas 103a npenapara — 1250 Mr/m? B BHe BHYTPHBEHHOM
uHpy3uun B TeueHue 30 mMuHyT B 1 m 8 aHmM kaxmoro 21-mHeBHOTo nukia. /lo3a MoXeT OBITH
YMEHBIIIEHA C KaXIbIM IUKIOM WJIM B TEUEHWE ILMKJIAa Ha OCHOBAHWHM CTEIEHU TOKCUYHOCTH,
HaOJII0JaeMOM y TIaIlMeHTA.

[lepen HauanoM KOMOWHHMpPOBAHHOW Tepanmuu (TEeMIMTAOWMH + IMaKJIMTAKCENT) aOCOMIOTHOE YHCIIO
I'paHyJIOLUTOB B KPOBU Y NAIIMEHTOB JIOJLKHO OBITH HEe MeHee 1500/MKit.
Mecmuopacnpocmpanennblil Uiy Memacmamudeckuil YypomeauaivHblil paxk (paKk mMouego2o ny3wips,
NOYEUHOU TOXAHKU, MOYEMOYHUKA, MOYEUCN)CKAMENbHO20 KAHANA)

Mownomepanus: peKoOMeHI0BaHHas 103a TpenapaTa — 1250 Mr/m” B BUJie BHYTPUBEHHOH MH(Y3UHN B

tedenne 30 muHyT B 1, 8 1 15 mHM Kaxmoro 28-mHeBHOTO nukKIia. /[03a MOXKeT OBITh YMEHBIIICHA C
KOKIBIM [UKIOM WIM B TEUYCHHE IUKIA HA OCHOBAHWU CTEMEHU TOKCUYHOCTH, HAOIIOZAeMOH y

MMalneHTa.
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Kombunupoeannas mepanus_c yucniamunom: peKOMEHI0BaHHAs 103a mpenaparta — 1000 mr/m? B

BUJIC BHYTPUBEHHOW MH(Y3un B TedeHue 30 MUHYT B 1, 8 U 15 AHU B cOUETaHUU C LUCIIATUHOM,
KOTOPBIH BBOIHUTCS B peKoMeHIyeMoii 1o3e 70 mr/m> B 1 1eHb cpasy mocie HH(Y3UM TeMIUTabnHa
WJIH BO 2 JIEHb KaXI0T0 28-THEBHOTO MUKJIA. J[03a MOYKET OBITh YMEHBIIICHA ¢ KAXKIBIM IIUKJIOM HUJTH
B TEUCHHE IIUKJIa HA OCHOBAaHUH CTEIICHW TOKCUYHOCTH, HAOII01aeMOH Y IallMeHTa.

Knunuueckue uccaeoBaHus MoKa3aau, 9To Opu go3e uucnmatuna 100 Mr/m? Habmomaercs Gosiee
BbIpaXXCHHAs] MUEJIOCYIIPECCH.

MecmuopacnpocmpanerHblil UIu MemacmamuidecKuti SNUmenuanvtslll paK SAUYHUKO8 8 Kauecmee
MOHOMeEPanuu ulu 8 COYemaHuul ¢ KapooniamuHom y nayueHmo8s ¢ NPoepeccupo8anuem 3a601e6anus
nocie nposeoenust nepeoll TUHUU Mepanuy Ha OCHO8e NPOU3BOOHBIX NAAMUNb]

Monomepanusa: pexoMeHAOBaHHas fo3a npemapata — 800—1250 mr/m> B BHJe BHYTPUBEHHOM

nH(py3un B Teuenne 30 muHYT B 1, 8 m 15 gHM Kaxmoro 28-mHeBHOro Iukia. J[o3a MoxkeT ObITh
YMEHBIIIEHA C KaXKIbIM LUKJIOM WIM B TEUEHHE IMKJIa HA OCHOBAaHUU CTEIEHH TOKCUYHOCTH,
Ha0Jr01aeMoi y Marenra.

KOMéuHMDOGCZHHa}l mepanui KapéonfzamuHOM: PEKOMCHAOBAaHHAA A03a Ipcrnapara —

1000 mr/m> B BuJe BHYTpHMBEHHOH wnHQY3uu B TedeHme 30 MUHYT B | M 8 JHHM KaKJI0Tro
21-nueBHoro nukia. KapOomnarun BBoguTes u3 pacuera nokazatens AUC 4,0 mr/mi MuH cpasy
nocie HHPy3un reMuuTadnaa B 1 1eHb Kaxaoro 21-gHeBHoro mukia. J{o3a Moxet ObITh yMEHbIICHA
C KaX/bIM IIMKJIOM WIM B T€YCHUE LUKJIA HA OCHOBAHUHU CTENEHUM TOKCHUYHOCTH, HAOJIOAEeMOH Y
nalueHTa.

MecmnopacnpocmpanerHblil UlU MEMACmMamuyecKuli pax no0X4cery004HOU Jicelle3bl

Monomepanus: pexoMen0BaHHas 103a npenapara — 1000 mr/vM> B BUle BHYTpHBEHHOH HH(DY3UH B

teueHue 30 MUHYT OJIUH pa3 B HEJIEIO B TEUCHHE MEPUOa A0 7 HEJENb C TOCIEYIOUTUM HEeIebHBIM
MepeprIBOM. 3aTeM mnpenapar BBOAUTCA B 1, 8 u 15 nam kaxxaoro 28-gHeBHOro mukia. Jloza Moxer
OBITh YMEHBIIICHA C KAKJIBIM ITUKJIOM WM B TCUCHHE IMKJIAa HA OCHOBAHWM CTETICHH TOKCHYHOCTH,
HaOJr01aeMoi y MaruenTa.

MecmuopacnpocmpanerHblli Unu MEMACMaAmMuyeckKull pax uetuku Mamxku

Kombunuposannas mepanus ¢ yucniamunom: TIPU MECTHOPACIPOCTPAHEHHOM pake Ipu

MOCJIeI0BAaTEIbHON XUMHOIYUeBO Tepanuu (HEOaqbIOBAHTHO) W MPH METACTATUYECKOM paKe
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LUCIIATHH BBOAMTCA B 103 70 Mr/M? B 1 JeHb IUKJIA ¢ HOCIEAYIOIMM BBEISHHEM TeMIUTa0KHa.
TemuuTabun BBoguTcs B q03¢ 1250 mr/m? B 1 1 8 AU Kaxaoro 21-IHEBHOTO MHKIIA. Jlo3a MOXeT
OBITH YMEHBIIIEHA C KaKJbIM LIUKJIOM WJIM B TE€UEHHUE IIMKJIa Ha OCHOBAHWUU CTEMEHH TOKCUYHOCTH,
HaOJII0JaeMOM y TIAIlMeHTA.

IIpn MecTHOpPACHIpPOCTPAaHEHHOM pake IIPU OJHOBPEMEHHOM XUMHOJYYEBOM TEpallMM LUCILIATUH
BBOAUTCA B 103¢ 40 Mr/mM> ¢ mocieaylonmM (HEMOCPeICTBEHHO II0CIe BBEACHHS IUCIIIATHHA)
BBe/IcHHEM remiutabuHa. ['emiurabun BBoguTCs 1 pas B Helenmo B TeueHue 6 Hemenb 3a 1-2 yaca
70 Hayana JydeBoil Tepanuu B go3e 1250 Mr/m?> B BuJe BHYTpHBEHHOH MH(Y3uH. Pexomenmyercs
CIEIYIOIIMA PeXUM JTydeBoil Tepamuu: oOnydenue 50,4 ['p BHEmIHEro MCTOYHHMKA HA BCE IOJIE
ob0myuenus B 28 ppakuusix, 1,8 I'p/nens, S5 qHei B Heem0 B TeYCHUE 6 HEJIEIh XUMUOTEPAITHH.

Pak scenuesvisoosawux nymeti

Kombunuposannas mepanus. ¢ _yucniamuxom: IHACIUIATHH BBOAUTCS B g03e 70 mr/m> B BHIC

BHYTPHBEHHOM MH(Y3uM B 1 eHb HMKIIA C TOCIEAYIOIUM BBECHHEM reMiuTabuHa. I'eMurabun
BBOAMTCA B n03e 1250 mr/m? B Buae BHyTpuBeHHOH uMH(Y3uu B Teuenue 30 MuHyT B 1 u 8 1HH
Kaxaoro 21-nqHeBHOro nukia. Jloza MoXeT ObITh YMEHBILIEHA C KaXJbIM IIMKJIOM WINA B TEUEHHE
IIMKJIa HA OCHOBAaHUH CTEINEHU TOKCUYHOCTH, HAOII0JaeMOH y MallueHTa.

Koppexyus 0o3vl

Koppexuyus 0030l NO NPpUYUHE 2eMAMON02UYECKOL MOKCUYHOCINU

[Ipu mobOom mMoKa3aHUM Mepea KaKIbIM BBEJACHHEM TIeMIIMTa0uHA HEOOXOAMMO KOHTPOJIHPOBATH
KOJIMYECTBO TPOMOOIIMTOB U TPaHyJIOLUTOB B KPOBH.
B cinydae pa3BuTHs reMaTOJIOTHYECKON TOKCUYHOCTH J103a FeMIIUTaOhHa MOXET ObITh YMEHbIIIEHA,

1100 ero BBCACHHUC OTJIOKCHO B COOTBCTCTBUU CO CIICAYIOIIUMHU CXCMaAMU:

Koppekiust 10361 reMIUTadlHa B paMKax LUKJIA IPH YPOTEIHAIBLHOM pake, HEMEJIKOKIETOYHOM
paKe JIETKOro, pake MoKeNTy 1I0YHON KeJle3bl B Ka4eCTBE MOHOTEPAIuU UM B KOMOMHAINH €
UCIIATUHOM
AOCOIIOTHOE KOJIUYECTBO KonngectBo TpoMOOIINTOB % OT mpenpIayIen 1036l

rpanymnonuTos (X 10°/m) (x 10%/7)
>1 u >100 100
0,5-1 580071 50-100 75
<0,5 WIH <50 HPOMYCTHUTH 103y *
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* [IpomymieHHas 103a He JOJDKHA BBOJUTHCS B TEUEHHUE LIUKJIIA JI0 TEX IMOp, MTOKa a0COIOTHOE YHCIIO
IpaHyJIOIUTOB He JIOCTMTHET ToKasaTens kak MuHuMyM 0,5 X 10°/71, a 4ucio TpoMOOIHUTOB He

JMoCTUTHET mokazarens 50 x 10%/71.

Koppekuust 10361 reMuuTabiHa B paMKax IUKJIa IPU pake MOJIOYHOM JKeJe3bl
B KOMOMHAIIMH C TAKJITUTaKCEIIOM

AOCOIIOTHOE KOJINYECTBO

KonnuecTBo TpOMOOIIMTOB

% OT nmpenpIAyIEen 036l

rpasyaonuToB (X 10%/1) (x 10%/m)
>1,2 " >75 100
1-<1,2 W 50-75 75
0,7-<1 u >50 50
<0,7 WIn <50 MIPOITYCTUTD 03y *

*[IpomymieHHass 103a HE MOJDKHA BBOJUTHCS B TeUeHHE LUWKIA. Tepamus HauHeTcs B | JieHb

CICayromero nukia, Kak TOJIBKO a0COJIIOTHOE 4YHCJIO TpaHyJIOOUTOB AOCTHUIHET ITOKa3aTeyd Kak

MUHUMYM 1,5 X 10°/n1, a uncio TPOMOOIIUTOB JOCTUTHET ToKazaTens 100 x 10°%/71.

Koppexkius 10361 reMIuTabiHa B paMKax LKKJIA PH paKe SIMYHUKOB
B KOMOMHAIINH C KapOOIJIaTHHOM

AOCONIOTHOE KOJIUYECTBO

KonngectBo TpoMOOIITOB

% OT nmpenpIayIen 1036l

rpanymnonuTos (X 10°/m) (x 10%/7)
>1,5 u >100 100
1-1,5 R0 75-100 50
<1 WIH <75 MPOIMYCTUTH 03y ™

* IlpomymieHHass /1032 HE JOJDKHA BBOJIWTHCS B TEUYCHHE IMHKJIA. Tepamus HayHeTcsl B | JIeHb
CIIEYIONIETO IMKJA, KaK TOJHKO a0COJMIOTHOE YHCIO TPAHYJIOLHUTOB JOCTUTHET TOKa3aTels Kak

mMuHAMYM 1,5 X 10%/11, a 9rcno TPOMOOLUTOB HOCTUTHET MokazaTess 100 x 10%/m.

[Ipu mr0060M TMOKa3aHWK B TOCIEAYIONIMX IHKJIAX /1032 TeMIMTA0MHA JODKHA OBITh CHHKEHA 10
75 % oT HauadbHOM A03BI MEPBOrO LMKJIA MPU HAIMYMU CIEAYIONIMX BUAOB IeéMaTOJIOTHYECKON
TOKCUYHOCTH:

— abcosoTHOE yucio rpanyaonuToB <500 x 10%/n1 B TeueHue Goree S5 gHEH;
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— abcomoTHoe urcio rpanyaonuTos <100 x 10%/1 B Teuenue Gonee 3 Heil;

— (peOpunbHas HEUTPOTICHUS;

—  upcno TpoMGormToB <25 % 10%/1;

— 3aJIepKKa IUKJIA JeYeHHs Oosiee 4eM Ha | Heelmto BCIIeCTBHE TOKCUIHOCTH.

Koppexuyus 0030l NO NpUYUHE He2eMamon02UYeCcKol MOKCUYHOCINU

Jlis  BBISBICHHUS HEreMaToJIOrMYecKOM TOKCHUYHOCTH HEOOXOAMMO TPOBOJIUTH PETyJIsipHOE
oOcreoBaHUE MAlIMEHTA M KOHTPOJIUPOBATh (GYHKIIUIO TIEUEHH U 1ovek. B 3aBucuMocTu oT cTeneHu
TOKCUYHOCTH, HaGJIIO,Z[aGMOfI Yy nmangyueHTa, 103y MOXKXHO CHMXXATh C KaXXJAbIM IUKJIOM HWJIM B TCUCHUC
LUKJIA.

Kax npaBwio, ripu 1spxenoit (3 uiau 4 cTereHn ) HereMaToJI0THYeCKONH TOKCHYHOCTH, 33 HCKITIOUYEHUEM
CJIy4aeB TOIIHOTBI/PBOTHI, TEPANUIO FEMIIUTAOWHOM CJIelyeT BpEMEHHO MPEKPATUTh HJIM YMEHBUIUTh
A03Yy npfcrapara Ha OCHOBAHUHW PCHICHUA JICHAIICTO Bpayda. Tepanml JOJI’KHa 6BITB MMPHUOCTAHOBJICHA
JI0 T€X MOop, MOKa, M0 MHEHUIO Bpaya, TOKCUYHOCTh HE Pa3peIInTCs.

s nomyuyeHust nuHGOpMauu 0 KOPPEKLUU 1035l UCIIIATHHA, KapOoIlaTHHA M aKJIUTaKceNla Mpu
KOMOMHHMpPOBAaHHOW TEpamuu cJeayeT OOpaTUThCA K COOTBETCTBYIOLIUM HHCTPYKLUSAM IO
MCIUITUHCKOMY NPUMCHCHMUIO.

Oco0ble rpyInel NAIKUEHTOB

Jluya nooicunoeo eospacma
['emiuTaOMH XOpOIIO MEPEHOCHIICA Yy MalMeHToB cTapmie 65 yner. Her maHHBIX O TOM, 4TO IS
MOKUJIBIX TAIUEHTOB HEOOXOAMMAa KOPPEKIUsS 03bI, IOMUMO TOH, YTO PEKOMEHJIOBaHA JJIs BCEX
MaIICHTOB.
Ilayuenmol ¢ neuenounoll U NOYEYHOU HeOOCMAMOYHOCIbIO
[IpuMeHATh TEMIIUTAOMH y TAIMEHTOB C TMEYCHOYHON HEIOCTAaTOYHOCTBIO WJIM C HapyIICHHON
GYHKIMEH TMOYeK CIeayeT C OCTOPOKHOCTBIO, TaK KaK TOJYYEHHBIX B XOJ€ KIMHUYECKUX
UCCJIEI0BAHUI JaHHBIX HEAOCTATOYHO JUJISl MPEAOCTABIEHUS YETKUX PEKOMEHJAIMA OTHOCUTEIBHO
KOPPEKIIUU JI03bI Y JAHHBIX TOMYJISIIAN TAllUeHTOB.

eTh
BesomacHocth u 3 dexTrBHOCTE Mpenapara ['emuToBep y nereit B Bo3pacte oT 0 g0 18 et He

YCTaHOBJIEHBI. /[aHHBIE OTCYTCTBYIOT.
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Cnooco0 npuMeHeHus

[Tocne pasBenenus npemnapar ['eMIiuToBep BBOAAT METOJOM BHYTPUBEHHOU MH(Y3uU B TeueHue 30
MUHYT.

Mepwi  npedocmoposichocmu, — npuHumaemvie neped  NpPUMEHeHueM npenapama Uiy - npu
obpaweHuu ¢ HuUM

Nudopmanus mo pabore ¢ IUTOTOKCHUECKUMH TIperapaTaMu MpUBEAeHa B pa3ene 6.6.
WHCTpYKIIMY TIO MPHUTOTOBIICHHUIO JIEKAPCTBEHHOTO Iperapara nepea MPUMEHEHHEM CM. B pasJiene

6.6.

4.3. [IpoTuBONOKA3aHUS
— T'unep4yBCTBUTENBHOCTh K TEeMIIMTAOMHY HJIM K JIIOOOMY W3 BCIIOMOTaTElIbHBIX BEIIECTB,

MePEUYUCIICHHBIX B pasjene 6.1.

4.4. OcoOble ykazaHHMsl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipenapar I'emmmtoBep BO Bpemss HMH(Y3UM TEPEHOCHTCS XOPOLIO M MOXKET Ha3HauaThCs
amOynaropHo. B ciyuae skcTpaBazanmuu WHQY3UsS JOJDKHA OBITH Cpa3y MpeKpalieHa M 3aTeM
BO300OHOBJICHA, MUCIIOJIB3Ysl APYrold KPOBEHOCHBIM cocyn. Ilocime BBeneHus mpernapaT HEOOXOIUMO
BHUMATEJIBHO CIEANUTH 32 COCTOSTHEM HaIlMeHTa.

YBenunuenue MpOAOJIKUTCIIBHOCTHU HH(byBI/II/I W MNOBBIINICHHAA 4YaCTOTa BBCACHUM IIpCriapaTra MOT'YT
MPUBECTH K MOBBIILIEHUIO TOKCUYHOCTH.

Tspxenple HeXKeIaTSIbHBIC PEaKIIMH CO CTOPOHBI KOXKH

Co0011a10Ch 0 TSHKEBIX HEXKENAaTEIbHBIX PEaKIHMIX CO CTOPOHBI KOXKH, BKITI04Yas cHHApoM CTHBeHa-
JIKOHCOHA,  TOKCHUYECKHM  ONUACPMAIBHBIA  HEKPOJM3 U OCTPbIA  T'€HEpPaIU30BAHHBIN
9K3aHTEMATO3HBIH IyCTyJle3, KOTOpble MOTYT OBITh ONACHBIMU JUIS JKU3HU W/WIM TNPUBECTH K
JeTanbHOMY UCXONy, B CBA3M € Tepamueil remuurabuHoMm. [lanueHToB cienyer nHGOPMHUPOBATH O
NpPU3HAKAX U CUMIITOMAaX 3TUX COCTOSHHUM M TIIATEIbHO HAOIIOAATh HA MPEAMET Pa3BUTHUS PEaKIUii
CO CTOpPOHBI KOkU. [ Ipy nposiBIIEHNH IPU3HAKOB ¥ CUMIITOMOB, YKa3bIBAIOIIMX HA IAHHBIE COCTOSIHUS,
reMUUTaOuH ClIelyeT HEMEUIEHHO OTMEHUTb.

I'emaTosiormYecKass TOKCUYHOCTD
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IemiuTaObun MOXET TOAABIATH (YHKIHIO KOCTHOTO MO3ra, 4YTO MPOSBIAETCS JIEUKONCHHEH,
TpomOonuToneHneil uinu aHemuei. Ilepex KakapIM BBEACHHEM TIeMIUTa0MHA HEOOXOAUMO
KOHTPOJIMPOBATh KOJIMYECTBO TPOMOOLMTOB, JIEHKOLIUTOB M TPAHYJIOLIMTOB B KPOBU y HAIMEHTOB,
nonyvaromux mnpenapar I'emiuroBep. Ilpum npusHakax yraereHus (yHKIMM KOCTHOTO MO3ra,
BBI3BAHHOTO IIpenapaToM, HEOOXOJUMO NPUOCTAHOBUTH JICYCHHE WM CKOPPEKTHPOBATH MHO03Y.
Muenocynpeccusi KpaTKOBPEMEHHA, KaK MPABUJIO, HE MPUBOAUT K YMEHBUIEHHIO J03bl U PEIKO
IOPUBOAUT K OTMEHE Tepanuu. Yucio KIEeTOK mepudepruueckoidl KpOBH MOXKET MPOAOIIKATh
YMEHBUIATBCS TOCJIE MPEKpalleHus] MPUMEHEHHWsl reMuuTaOuHa. Y MalueHTOB C HapylleHHEM
(YHKIMH KOCTHOTO MO3ra TEepamnuio CIeJyeT HaYMHATh C OCTOPOXHOCTHIO. Ilpu ogHOBpeMeHHOM
NPUMEHEHUH TEeMIUTA0MHA C JAPYrod XUMHOTEpamuel, Kak U MpH NPUMEHEHHH JPYTUX BUIOB
LUTOTOKCUYECKOM TEpanuu, HEOOXOAMMO YUYUTHIBATh PUCK KyMYJISITUBHOM CyIlpeccud (QyHKIUH
KOCTHOT'O MO3ra.

Hapymienue d)VHKUI/II/I IIOYCK M ICYCHHU

Heob6xo1mMo mpoBOIUTE peryisipHOE 00CIIeIOBaHHUE MAIMEHTA U OIICHKY (DYHKIIMU TIOYEK U TICUCHHU.
CrnenyeT ¢ 0OCTOPOXKHOCTBIO IPUMEHSTh TeMIUTAONH y MAIllMEeHTOB C HapylIeHHeM (DyHKINUU MTeYeHH
WM TIOYEK, TAK KAK MOJIyYEHHBIX B XOJI€¢ KJIMHMYECKUX HUCCIEJOBAaHUM JaHHBIX HEJOCTATOYHO IS
MPEAOCTABICHUS YETKUX PEKOMEHAAIMI OTHOCUTENBHO KOPPEKUMU A03bl y JAHHOW MOIMYJISIUU
MalUEeHTOB.

BBenenne remiutabuHa IpU MeTacTa3ax B MEYCHH, MPU TeNaTUTE U aJKOTOJIM3ME B aHAMHE3E, a
TaKKe MNpPHU LHUPPO3€ IEYEHU YBEIMYMBACT PHUCK PA3BUTHS NEYEHOYHOM HEJOCTATOYHOCTH.

ConyTcTBYIOMIAs JyUeBasi TCpAIns

ConyrcrByomas JiydeBas Tepanus (IpoBOAMMAas OJHOBPEMEHHO WIM C pa3HULEd B <7 1HEi):
HaOJII01aIHMCh CIIyYau pa3BUTUS TOKCUYHOCTH.

JKuBbIe BaKIINHEI

BaknuHy nOpoTHB JKENTOM JUXOpaJKu U JPYrHe JKUBbIE aTTEHYWPOBAHHbBIE BaKIMHBI He
PEKOMEHIyEeTCS PUMEHSTH Y MAIMEHTOB, MOJIYYAIOIUX TEPAITHIO TeMITUTAOUHOM.

CuuapoM o0paTuMoil 3ajiHel dHLedaronaTuu

vy ManueHTOB, MOJTYy4YaBIINX FCMHI/IT36I/IH B Ka4€CTBEC MOHOTCpAN HUJIN B KOM6I/IHaI_[I/II/I C ApyIruMu

XUMHOTEPANeBTUUECKUMU TpenapataMy, OTMEYAIMCh CIy4yau pPa3BUTUS CHHApPOMa OOpaTHMOit
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COOTBETCTBYET QRCHEFTHOMY QTYETY

3aHel HIe(anonaTHy ¢ NOTEHIIMAIBHO TSHKEIBIMU MOCTIEACTBUSAME. Y OOJIBIIMHCTBA MAllUEHTOB C
CHHJIPOMOM 00paTHUMOH 3aHel sHIeaonaTuy HabII0AaTNUCh OCTPast apTeprualibHas TUIIEPTEH3US U
CYAOpO’KHasE aKTMBHOCTb, HO MOTJIM TPHCYTCTBOBAaTh M JPYTH€ CHMITOMBI, HallpUMep, TOJOBHAS
00Jib, BAJIOCTH, CIyTAaHHOCTH CO3HAHWSA M CIETOTA. JIMarHo3 MOATBEPKIACTCS IOCPEICTBOM
NPOBEICHUSI MAarHUTHO-PE30HAHCHOM ToMorpaduu. Cunapom oOpaTuMoi 3aaHEH SHIe]anonaTuu
0OBIYHO OBLIT 00PATUMBIM NPH TPUMEHEHUH COOTBETCTBYIOIIMX MOAep KUBatoX Mep. Eciu B xoze
JICYCHUSI PAa3BUBACTCA CHHAPOM OOpaTHMOH 3aqHed SHuedanonaTHy, NIPUMEHEHHE T'eMIUTadnHa
CllelyeT OKOHYATEeNIbHO MPEKPATUTh W NMPHHATH MOAICPKUBAIOIINE MEPHI, B TOM YHCJIE KOHTPOJb
apTepUaTbHOTO JIABJICHUS U TPOTHBOCYIOPOKHYIO TEPAIHIO.

CepaeuHo-coCcyaucTasl CuCTeMa

N3-3a pucka HapylieHUH CO CTOPOHBI cepala W (WJIM) COCYAO0B MPHU MPUMEHEHHUU TeMIMTaOMHA
0CO0YI0 OCTOPOKHOCTBH CJIEYET MPOSBISTH MPH JICYCHUU MAIMEHTOB C CEpACYHO-COCYTUCTHIMH
ABJICHUSMHU B aHAMHE3C.

CI/IHHDOM MOBBIINICHHONW TPOHUIIAEMOCTH KATMJIIIPOB

CHUHIIpOM TOBBIIIEHHOW MPOHUIIAEMOCTH KalWJUIAPOB HAOMIOJANCS Yy MAalMEeHTOB, MOJyYaBIINX
reMIUTa0uH B MOHOTEPANH WM B KOMOWHAIIUMY C APYTUMU XUMUOTEPaeBTHUECKUMH MpenapaTaMu.
JlanHOE cOCTOSIHME OOBIYHO TMOJJIACTCA JICYCHHMIO B CIIydae pAcro3HaBaHUS HA PaHHEH cTaauu |
IIPOBEJCHUSI COOTBETCTBYIOLIEIO JIEUEHUS, HO OTMEUAIMCh M JeTalbHble HcX0nbl. CocTosiHUE
3aKJIF0YAETCs B CUCTEMHOM IOBBIIIEHUHU ITPOHUIAEMOCTH KalWIISPOB, IPH KOTOPOM >KMJKOCTH U
OeNIK1 U3 BHYTPUCOCYAKMCTOIrO MPOCTPAHCTBA MPOHUKAIOT B MHTepCcTULIMN. KiiMHUYeckue npu3Haku
BKJIIOYAIOT TE€HEPaJTN30BaHHBIA OTEK, MOBBIIIEHHE MAacchl Teja, TUMOATbOYMHUHEMHUIO, TSKETYIO
apTepHaJIbHYI0 THUIIOTEH3MIO, OCTPYIO IIOYEYHYIO HEJOCTaTOYHOCTb M OTEK Jerkoro. B ciyudae
Pa3BUTHSI CHHAPOMA IOBBIIIEHHON NPOHUIAEMOCTH KalWUISIPOB B XOAE TEpanuu IPUMEHEHHE
reMuTaduHa JOJDKHO OBITh TPEKpalleHO M MPUHATH MHojAepxuBatoniye Mepbl. CuHApoOM
MOBBIIICHHON MPOHUIIAEMOCTH KAaWIISIPOB MOXKET BO3HUKATh B Te€UEHHUE O0JIee MO3AHUX IIUKIIOB, U
B JINTEPATYPE OH aCCOLMUPYETCS C PECIUPATOPHBIM JTUCTPECC-CUHAPOMOM B3POCIIBIX.

DyHKIMS TEerKuX

Kpome pecnupaTopHOro aucTpecc-CHHIpPOMa B3POCHbIX, APYrue HapylieHus (YHKIUHU JIETKUX,

MHOTJA TSOKENOM CTemeHu (HampuMmep, OTeK JIerKUX, HHTEPCTHIMAIBHBIA MHEBMOHHUT), OBLIM
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COOTBETCTBYET QRCHEFTHOMY QTYETY

3apEeruCTPUPOBAHBI Y MALMEHTOB, MMOJYYaBIIMX FeMIUTAOMH B MOHOTEPAIIUU WM B KOMOWHAIINU C
JIpyTUMHU IUTOCTaTUKaMu. llpu pa3BuTHM Takux MOOOYHBIX 3()(PEeKTOB HEOOXOIUMO MPEKPATUTH
TEpalui0 TEeMIUTAa0MHOM © TPHUHATH HEOOXOJWMBIE Mepbl. PaHHee  ucmosb30BaHuME
CHMITTOMAaTHYECKON Teparnuy MOXKET yIyUIIUTh CUTYaIHIO.

T'emonuruko-ypemuueckuii curzipoM (I'YC)

Y manueHTOB, TMOJYYaBIIMX TEeMIUTAOWH, PEIKO OTMEUAINCh KIMHUYECKUE HW3MEHEHUS,
COOTBETCTBYIOIIHE TeMOJUTHKO-ypemuueckomy cuaapomy (I'VC) (manHbie 10 Tmepuomy
nocTperucTpaiiioHHoro  npuMmeHenusi). ['YC  sBiseTcss HapylIeHUEM, MPEICTaBISIOMINM
MOTECHIUATBHYIO YTPO3Y IS )KU3HU. Heo0X0oauMOo MpeKkpaTUTh TEPanuio reMIIuTabuHOM IIPH TIEPBHIX
MpHU3HaKax JI0O0T0 CBHUAETEIHCTBA MUKPOAHTHOMATUYECKON TeMOIUTUYECKON aHEMHUH, TaKUX KaK
OBICTPO CHMXKAIOIIUKCS YPOBEHb T'eMOTTIOONHA € COMYTCTBYIONIEH TPOMOOLUTOIEHUEN, TTOBBIIIICHHE
ypOBHS OUIUpPYyOHHA CBIBOPOTKH KPOBH, KpEATUHUHA CHIBOPOTKU KPOBH, 230Ta MOYEBHUHBI KPOBU UITU
nakrataeruaporenassl (JIA). [Toueynass HEIOCTAaTOYHOCTH MOKET OBITHh HEOOPATUMOM TIPU OTMEHE
Teparnuu U MOKET OTPeOOBATHCS TUATIU3.

DepTUILHOCTE

B uccnenoBanuax (epTHIBHOCTH T€MUUTAOMH BBI3BIBAJ TMIIOCIIEPMATOIEHE3 y CAMIIOB MBIIICH.
[MoaToMy MyX4YMHaM, MOJNYYAIOIIUM TEPANUI0 TEMIIMTAOMHOM, HE PEKOMEHIYETCS OTIIOBCTBO BO
BpeMs JIEUEHHMs] M B TeueHue 6 MecsleB Iocie €ro OKoHuyaHus. Jlo Hauama jedeHus cienyer
0o0paTHThCS 3a JOMOJHUTEIHHOW KOHCYJbTAIlEH B OTHOIICHHH KPUOKOHCEPBAIIUU CIIEPMBI H3-3a
BO3MOXKHOT'O O€CIIJIONIUS BCIEICTBUE TEPATUU TeMIUTAOMHOM.

BcnoMorarebHEBIC BEIISCTBA

[Ipenapat 'emmutoBep (200 mr) cogepkut menee 1| Mmoub (23 mr) Hatpus B 1 ¢urakoHe, TO €CTh, 1O
CYTH, HE COACPKUT HATPHSI.
[Ipenapar I'emmurosep (1000 mr) cogepxkut meHee 1 Mmomb (23 mr) HaTpus B 1 ¢uiakoHe, TO €CTh,

10 CyTH, HE COJEP>KUT HATPHSL.

4.5. B3amMmopeiicTBMe ¢ JPYrHMH JICKAPCTBEHHBIMHM IpenapaTtamMH W Jpyrue BH/bI
B3alMOeliCTBUSA

JIydeBas Tepamnus
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OnHOBpeMEHHOE TMpHMEHEHHE (COBMECTHOE WM C HUHTepBAIOM < 7 1HEH): TOKCUYHOCTb,
COIPsDKEHHAsI C TAKUM MYJIBTUMOAIBLHBIM JICUCHHEM, 3aBHCUT OT MHOYKECTBA Pa3IMYHBIX (PaKTOPOB:
7036l TeMUIUTAaOWHA, YacTOThl BBEACHUS TeMIMTAOMHA, 03Bl JIy4eBOH TepamuH, TEXHHUKH
IUIAHUPOBAHMsI JIy4eBOW Tepanuu, THMa U oObeMa oOiydaeMoW TKaHU. JIOKIMHHUYECKHE H
KJIMHUYECKHE MCCIeIOBaHUSl MOKa3aliH, YTO TeMIMTA0MH 001alaeT paauoCEeHCUOMIN3UPYIONINM
nercTBreM. B emMHCTBEHHOM HCCIE0BaHUH, B KOTOPOM reMIIuTaOruH BBoauIIcs B 103¢ 1000 Mr/M% B
TedeHue 6 Heslelnb OJHOBPEMEHHO C TEPareBTUYECKUM OOIyUYeHHEM TPYTHON KIETKH y MAalUEHTOB C
HEMEJIKOKJIETOUYHBIM pPaKkoM JIETKOro, Obuta 3aMKCHpOBaHA 3HAYUTEIbHA TOKCHUYHOCTH B BHUJIE
TSOKEJIOT0 M TMOTEHIMAIBbHO ONACHOrO Ui KU3HU BOCHAJIEHUS CIM3UCTHIX 000JI04eK (TJIaBHBIM
obpazoMm — n30(arurta), a TaKXKe MMHEBMOHHUTA, OCOOCHHO Yy TAIMEHTOB C OOJBIIUM OOBEMOM
o6yueHus TKaHel (Meauana 00bEMa o6mydenus 4795 cm?). TIpoBoOAUBIIMECS TT03Ke UCCIIEI0BAHMS
(uccnenoBanuss Il (a3sl mpuM  HEMENKOKIETOUHOM pake JIETKOT0) CBHUICTEILCTBYIOT O
1eJ1eco00pa3sHOCTH BBEJCHUS reMiuTaOuHa B 0Oojiee HHU3KUX [03aX C COMYTCTBYIOIIEH ITy4deBOi
Tepanuen ¢ MPOrHO3UPYEMON TOKCUYHOCTRI0. JIydeBas Tepanus Ha o0iacTs rpyaHoit kietku (CO/J
66 I'p) mposoamnach OJHOBPEMEHHO C XHUMHOTepamueil remiurabuHom B mo3ze 600 mr/m? (4
BBEJICHHS ) U LUCILIATHHOM B 03¢ 80 Mr/m? (2 BBEIeHHs) B TeueHue 6 Henenb. ONTHMAIbHEIH PEKUM
Juisi 0€30MacHOro BBEIECHUS IeMIIMTa0uHA C TEpaneBTUUYECKUMH J103aMU JIy4eBOW Tepanuu euié He
YCTAHOBJIEH JIJIs1 BCEX TUIIOB HOBOOOPA30BaHMIA.

[MocnenoBarenpHOE IpUMEeHeHUE (MHTEpBaN Oosee 7 HEi): KpoMe JIy4eBOi peakIuy P BBEICHUH
remMuuTabuHa Gojee yeM 3a 7 JHEW 10 WM MOCHe JIyueBOW Teparnuy, YBeIMYCHUS TOKCUYHOCTH He
3apErUCTPUPOBAHO. DTH JAHHBIE TO3BOJIAIOT IPEANIOI0KUTE, YTO FEMIIUTA0MH MOKHO BBOJUTH Yepe3
OJIHY HEJIEIIO MOCIIE JIy4eBOU Tepalliy WIK MOCie TOro, Kak OyIyT pa3peuieHbl OCTpbIE MOCIEeICTBUS
JIy4eBOU Teparuu.

W npu o1HOBpEMEHHOM, U TIPU TOCJIEI0BATEILHOM IPUMEHEHUH TeMIIUTAa0MHA C JIy4eBOU Teparnuei
OBLTN 3apErUCTPUPOBAHBI JTyYEBBIC TOBPEKIACHHS 00TydyaeMbIX TKaHEeH (Hampumep, 330G aruT, KOJIUT

Y TTHEBMOHHT).

leyrne
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He PCKOMCHAYCTCSA COBMECTHOC NPUMCHCHHUC C )KUBbIMU BaKITUHAMUA JKeIIToi JIUXOpPaaK U ApyTruMu
JKUBBIMH BaKIIMUHAMH, BCJICACTBHUC pPUCKA CHUCTCMHOI'O 3a001€BaHis C BO3MOJKHBIM JIETAJIbHBIM

HCXOJ0M, OCOOCHHO Y MAIMEHTOB C UMMYHOCYTIPECCHEH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHoCTh

Het nocrarouHbIX JaHHBIX O MPUMEHEHUH reMiuTabruHa y OepeMeHHBIX KeHIH. B nccnenoBanusix
Ha )KMBOTHBIX HAOJI0JAI0Ch TOKCHUECKOE IeWCTBHE HA PENPOIYyKTUBHYIO GyHKIMIO. Ha ocHOBaHuM
PEe3yNbTaTOB UCCIIEIOBAaHUI Ha KUBOTHBIX M MEXaHU3Ma JICHCTBUS reMIuTabruHa JaHHBINA Mpenapar
HE CleIyeT TNPUMEHSATh B Tepuoa OepeMeHHOCTH Oe3 sBHON HeoOxomumocTu. JKeHImHaAM
pexkomeHayeTcst u30eratb HacTyIIeHUs: OEPEMEHHOCTH B XOJI€ Tepaluu reMIUTa0OMHOM, a B cllyyae,
€CJIM TO MPOU30ILI0, HEMEJIEHHO COOOIIUTD JIeUaleMy Bpauy.

Jlakrarus

HeusBectHo, BbImENsieTCST 1M TEMIMTAa0OMH C TPYAHBIM MOJOKOM, W HEJIb3S HCKIIOYUTH
He)KenaTeNnbHble 3QQeKThl A7 TPyAHBIX JeTeil. ['pyaHoe BckapMiMBaHHE Ha TEPUON JICUEHHUS
TeMIIMTA0MHOM CJIEyET MPEKPaTUTh.

DdepTUabHOCTD

B HUCCIICAOBaAHUAX (bepTI/I.HBHOCTI/I I‘eMI_II/ITa6I/IH BBI3bIBAJI TUIIOCTICPMATOTCHE3 Yy CaMIIOB MBIIIICH.
[TosToMy My»X4nHaM, MOIYYAIOUIMM TEPANUIO0 TeMIIMTA0MHOM, HE PEKOMEHYeTCsl 3a4aThue peOeHKa
B MEPHOJ JECUCHHUs M B TeUeHHE 6 MECALEB IOC]Ie OKOHYAHMs JIEYEHHUs, a TAKKE PEKOMEHIYeTCs
00paTUTHCS 3a TOTMOJIHUTENBbHON KOHCYJIbTAallMEl MO MOBOY KPHOKOHCEPBAIMM CIIEPMBbI O Havala
JICUCHUS, TIOCKOJIbKY M3-3a TCpalnu FeMHI/ITaGI/IHOM CCTb BCPOATHOCTH PAa3BUTHUSA 6€CH.HOI[I/I}I.

4.7. BansiHMe Ha CHOCOOHOCTH YNPAaBJATHL TPAHCIOPTHBIMH CpeACTBAMHM H padoTaTh C
MeXaHM3MaMH

HccnenoBanuii BAMSHUSA TeMIMTa0MHA Ha CIOCOOHOCTh YIIPABIATh TPAHCIOPTHBIMU CPEACTBAMU U
MCXaHU3MaMH HC ITPOBOAHIIOCH. Tem HE MeHee HU3BCCTHO, 4YTO FGMI_[I/ITa6I/IH MOXCT BBI3bIBATH
COHJIMBOCTh OT CJaboil /0 YMEpEeHHOW CTeNeHU BBIPAKEHHOCTH, OCOOCHHO COBMECTHO C

yHOTpeOICHUEM ATKOTOJISI.
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HaI_II/IeHTOB CICAYCT MNMPCAOCTCPCrarb OT YHNPABJICHUSA MCXAHU3MaMH B TCX ClIy4dadX, KOrJa OHU

YYBCTBYIKOT COHJIUBOCTD.

4.8. He:xkenaTesibHbIE peaKIUU

Pesrome npoduiis 0e3onacHocT

CaMbIMU ~ pacIpOCTPAaHCHHBIMH  HEXENATCIbHBIMH  PEaKIUsIMH, CBS3aHHBIMH C Tepamuen
reMIUTaOWHOM, SIBJISIFOTCSI TOITHOTA CO PBOTOM WIJIM 0€3 PBOTHI, TIOBBIIICHHBIH YPOBEHD MEYEHOYHBIX
TpaHcaMuHa3 (acnapraraMuHoTpaHchepassl /anannHnamuHoTpancdepassl (ACT/AJIT)) u menodnoit
docdataszpl, ormeuaBmmecs npudbauzuTenbHo y 60 % mNanMeHToB; NMPOTEHMHYPUS U TeMaTypus,
oTMeuaBmrecs: mpuMepHo y 50 % manueHToB; onpliika, otMedaBmasicsa y 1040 % mauueHToB (c
HanOOJbIIe YacTOTOW Yy TAINHWEHTOB C pPAKOM JIETKOrO0); ajulepruieckas KOXKHas ChIllb,
HaOroAaBIIasics MPUOIU3UTENBHO Y 25 % MaIMeHToB U cBsi3aHHas ¢ 3ynoM y 10 % manueHToB.

Ha gactoTy m cTemeHb TSXKECTH HEXeNaTeIbHBIX Peakiuil BIMSIOT /1032, CKOPOCTh MHQY3UH H
WHTEPBAIBI MEXAYy BBEACHHAMHU Mpernapara. K J030IMMUTHPYIOINM HEKENATEIbHBIM PEaKIHsIM
OTHOCSTCSI CHIDKCHHE YHCIIa TPOMOOIIMTOB, JICHKOIIUTOB U TPAHYJIOIUTOB.

TabauyHOoE PEe3IOME HEXKENATEIbHBIX DEAKIIUN

HO60‘IHBI€ pCaknuru, BCTpPpCHABIIMECA Yalme, 4YCeM B CIHMHUYHBLIX ClIy4dasix, HOCPCUHUCIICHBI B
COOTBETCTBUU CO CIEAYIOLIEH rpagaluei:

o4deHpb yacto (>1/10);

gacto (>1/100, Ho <1/10);

Hevacto (>1/1 000, o <1/100);

peako (>1/10 000, vo <1/1 000);

odeHb peako (<1/10 000);

qacToTa HEU3BCCTHA (Ha OCHOBAaHHMH UMCHOINUXCS JaHHBIX OICHUTH HGBOSMO}KHO).

WNudexnynn u naBa3un

4acTo uH(peKIuu

JacToTa HCUM3BECTHA CCIICUC

Hapymienust co cTopoHbI KpOBH M TMM(PATHIECKON CHCTEMBI

OYEHb YaCTO aHeMus, JelKoneHus (Kak MpaBuilo, HAOIIOaeTCs YTHETEHHE
(YHKIIMHM KOCTHOTO MO3ra JITKOM WJIM CpeIHEW CTelneHU
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TAXKCCTH, U B OCHOBHOM OKAa3bIBACT HeﬁCTBHe Ha YuCIIO
TPAHYJIOIIMTOB) ¥ TPOMOOIIUTONIEHUS

4acTo (beOpuibHas HEUTPOTICHUS

OUYEHb PEIKO TPOMOOIIMTO3, TPOMOOTHYECKAST MUKPOAHTHOTIATHS

Hapymenust co cTopoHbl UIMMYHHOM CUCTEMBI

OYE€Hb PEIKO aHapuUIaKTHYECKas peaKus

Hapymenust merabonm3Ma U MUTaHUS

qacTo AHOPCKCHUA

HapyiieHnust co CTOpoHbI HEPBHON CHCTEMBI

JacTo rojaoBHas1 0016, 0ECCOHHMIIA, COHJINBOCTD
HEYACTO HapYIICHHE MO3TOBOTO KPOBOOOpaIeHus
OYCHb PEIKO CHHJPOM 00paTUMOM 3aJIHEH dHIIeaonaTuu

Hapyenust co ctopoHsl cepana

HEYaCTO cepacuHass HEAOCTAaTOYHOCTH, ApUTMUA, NPCUMYHICCTBCHHO
CYNpaBeHTPUKYJISIpHAS
penko UHpapKT MHOKapIa

Hapy1enust co cTopoHBI COCy0B

penko CHMKeHue apTepuanbHOIO 1aBIEHUS, KIMHUYECKUE TPU3HAKU
nepuepuyecKoro BaCKyJIUTa U TaHTPEHbI

OYEHb PEIKO CHHIIpOM NOBBILIEHHON IPOHUIIAEMOCTH KallUJIIIPOB

Hapyenust co cTOpOHBI JbIXaTeNbHON CUCTEMbI, OPTraHOB IPYAHON KJIETKU M CPEAOCTEHUS

OYE€Hb YacTO onblliKa (KaK TMpaBWJIO, JIETKOM CTENEHU TSKECTH H
npoxosuias 6e3 JieueHus)

4acTo Kalllejab, PUHUT

HEYacTo Oponxocrna3zM (Kak MpaBUJIO, JIETKOW CTEMEHU TSKECTH HU
KPaTKOBPEMEHHBIH,  OJHAKO,  MOXET  MoTpeboBaTbcs
MIPOBE/ICHUE MAPEHTEPATHHON Tepanuu), HHTEPCTUIIHATBHBIN
MTHEBMOHUT

penko OTEK JIETKUX, PECTIUPATOPHBIN JUCTPECC-CUHIPOM B3POCIBIX

Hapyienust co cTOpOHBI KenyA0YHO-KUIIEYHOTO TPAaKTa

OYCHBb 4acCTO TOOIHOTA, pBOTa

9acTo Jrapesi, CTOMaTHUT, I3BEHHOE MIOPAXKESHHUE CIM3UCTON 000TI0YKH
HIOJIOCTH PTa, 3a1op
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OUYEHBb PEAKO UIIEMUYECKUN KOJIUT
Hapy1ieHnust co CTOpOHBI IEYEHU U KETUYEBBIBOSAIIUX IIyTEH
OYEHb YaCTO MOBBIIICHUE KOHLICHTPALMHU «IIEYECHOUYHBIX» TpaHCAaMUHAa3

(ACT u AJIT) u menounoit ¢pocdarassl

4acTo MOBBIIIIEHUE KOHIICHTPaUU OnianpyOnHa

HEeJyacTo TeraTOTOKCHYHOCTD TSDKEJION CTENeHH, BKITI0OYAs IEYEHOYHYTO
HEIOCTaTOYHOCTh, B HEKOTOPBIX CIIy4asX C JIETAIbHBIM
HCXO0ZI0M

penKo NOBBIIICHNE KOHIEHTPAMM TaMMariyTaMuiITpaHchepassl
(I'TT)

Hapymenust co cTopoHbl KOXHU

U IIOJKOKHEBIX TKaHEN

OYCHBb 4acCTO

aJiornenus, AJVICPrUICCKUC KOXXHBIC

COIIPOBOKAAOIIUCCA 3y 10M

BBICHITIAHHA,

qacTo

3yA, HOTJIIMBOCTDb

penKo

s13BBI, 00pa30BaHNE BE3UKYI U HAPHIBOB, MICTyIICHHE, KOKHBIE
pCaknuun TSOKEII0U CTCIICHHU, BKJIIO4Yasd AOCCKBaAMALlUI0O H
OyJIIe3HOE TTOPAKEHUE KOKHU

OYEHB PE/IKO

TOKCUYECKHH dIUAepMalIbHbIN HEKPOJIN3, CUHApOoM CTUBEHCa-
JI>xoHCOHA

qacToTa HCM3BCCTHA

[ICEBAOLCIUIIOINUT, OCTpBII
9K3aHTEMATO3HBIN ITyCTYJIE3

reHepaIu30BaHHbIN

Hapymenust co cTOpoHbI MBIIIEYHOM, KOCTHON U COEUHUTEIbHON TKAHU

qacTo

00J/Ib B CIIMHE, MHAJITHS

HapymeHH;I CO CTOPOHBI MMOYCK U MOYCBBIBOIAIIUX HYTGI\/'I

OYCHBb 4aCTO

MIPOTEUHYPUS JIETKOW CTENIEHU U TEMATypus

HECYACTO

noyeyHas
CHUHJIPOM

HEAOCTATOYHOCTD, FGMOJ’II/ITI/IKO-ypeMI/ILIeCKI/Iﬁ

OO0mue HapyIeHUs U PeaKIUK

B MCECTC BBCACHUA

OYCHBb 4aCTO

TPHUIIITONOI00HEIE CUMIITOMBI (Hambonee YaCTLIMU
CUMIITOMaMH OBUIM JIMXOpaJKa, TOJIOBHAs O0Jb, O03HOO,
MUAITHS1, ACTCHUS U aHOPEKCHSI; TAKXKE COOOIAIOCh O CIydasx
pPa3BUTHS KalUIsl, PHHHUTA, HEIOMOTAHMS, MOTOOTICICHHUS W
npobJeM co CHOM), OTek/nepupeprudeckuii 0TeK, B TOM YUCIIEe
OoTeK Jmia (Kak TPaBHJIO, TOCIE TMPEKPAIICHHUs Tepariu
HAOII0IAIOCH pa3pelICHHE OTEKA)

qacTo

JTUXOpajKa, acCTeHUs, 03HOO
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penKo peaKiu B MecTe BBeJICHUs (KaK MPaBUIIO, JIETKOM CTETICHM )

TpaBMbl, FHTOKCUKALIUU U OCJIOKHEHUS IPOLIEAYP

PEAKO Jydye€Basi TOKCHMYHOCTBH, MOBTOPHOC BO3HUKHOBCHUC JIYUCBBIX
0OXKOT'OB

[IpuMmeHeHnEe FGMHI/ITa6I/IHa B KOMOMHAIIMH ¢ TAKIUTAKCEIOM IIPU PAKE MOJIOYHOM JKEIIE3BI

YacToTa reMaToIOrMYECKON TOKCMYHOCTH 3 M 4 CTENEHH TAKECTH, B YHACTHOCTH — HEUTPOIICHUH,
YBEJIMYUBACTCS, KOTJAa TEMIMTa0WH TPHUMEHSETCSs B KOMOWHAIMK C mNakiuTakcenoM. OmHako
YBEJIMYEHUE YaCTOThl JAHHBIX HEXKEJIATENbHBIX PEAKIHM HE CBSA3aHO C YBEIUYCHHUEM YaCTOTHI
WH(EKIUHA WM TEeMOPpPAarudecKUx NPOSBICHHH. YTOMISEMOCTh W (eOpuiibHass HEUTPOTCHUS
BO3HMKAIOT 4Yalle, KOrja TeMIUTa0MH TMpuUMEHseTcsl B KOMOMHAlMM C TMaKIUTaKCEJIOM.
YToMIsieMOCTh, HE CBSI3aHHAS C aHEMHEH, 0OBIYHO MPOXOAUT MOCIIE TIEPBOTO ITUKJIA.
Heoicenamenvhvie signenus 3 cmenenu msascecmu

['emaTtonmoruueckasi TOKCUYHOCTh: aHemusi — 5,7 %, TpomOoruTonenus — 5,3 %, HEUTponeHus —
31,3 %.

Herematonoruueckast TOKCHYHOCTH: (eOpuibHas HeWrponenus — 4,6 %, TOBBILICHHAS
yromisieMocts — 5,7 %, nuapes — 3,1 %, MoTopHas Heliponatus — 2,3 %, ceHcopHas HelponaTus —
5,3 %.

Heswcenamenvhule signenus 4 cmenenu mascecmu

I'emaronornueckass TokCH4HOCTh: aHemust — 1,1 %, TpomOonmronenus — 0,4 %, HEWTporeHUs —
17,2 % (umeliTporieHus 4 CTETIEHU JITUTEIBHOCTHIO Ooniee 7 nHel Oblia 3apeructpupoBana y 12,6 %
MaICHTOB).

Heremaronoruueckas TOKCHYHOCTh: (QeOpmnbHas HedTponenus — 0,4 %, moBblIeHHAS
yromisiemocts — 0,8 %, motopHas Heliponatus — 0,4 %, ceHcopHas HeliponaTus — 0,4 %.

ITpuMmeHeHune I‘eMI_II/ITa6I/IHa B KOMOHMHAIIHH C INUCTIIATUHOM IIPpHU PAKC MOYCBOI'O ITY3bIPA

Heoicenamenvnvie sienenus 3 cmenenu masicecmu

['emaTonmornueckas TOKCUYHOCTh. aHeMust — 24 %, Tpombonutonenus — 29 %.
Heremaronorudeckass TOKCHYHOCTh: TOITHOTa U pBOTA — 22 %, nuapes — 3 %, undexmus — 2 %,
croMatut — 1 %.

Heowcenamenvhole senenusn 4 cmenenu maicecmu
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I'emaronornueckass TOKCHYHOCTE: aHemus — 4 %, TpomboruTonenus — 29 %.
HeremaTonoruueckast TOKCHYHOCTb: HHGeEKIHs — 1 %.

[TpuMmeHeHre reMnuTadMHA B KOMOMHAIIMY ¢ KapOOIIJIATHHOM IIPU PAKE SMYHHUKOB

Heowcenamenvnole sienenus 3 cmenenu msasicecmu

I'emaronornueckass TOKCHYHOCTh: aHemust — 22,3 %, neitrponennst — 41,7 %, TpomOOIUTONICHUS —
30,3 %, nerikonenus — 48,0 %.

Heremaronoruueckas TOKCHYHOCTh: KpoBoTeueHnue — 1,8 %, pedbpunbHast Helitpornienus — 1,1 %.
Heowcenamenvnole senenus 4 cmenenu msasicecmu

I'emaronoruueckas TokcHuHOCTh: aHemus — 5,1 %, nHeiitponenus — 28,6 %, TpoMOOIUTONIEHUST —
4,6 %, neiikonenus — 5,1 %.

Heremaronornueckass TOKCHUHOCTh: HH(eKus 6e3 Heirponenuu — 0,6 %.

COO6H.I€HI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHO co00maTh 0 M003pPEBAEMBIX HEKENATENbHBIX PEAKIMIX MOCe PErucTpaluy Ipenapara C
1eNbI0 00eCTIeYeH s HEPEPHIBHOTO MOHUTOPUHTA COOTHOILICHHSI «TI0JIh3a — PUCK» JIGKAPCTBEHHOTO
npenapara. MeIUIMHCKAM pPaOOTHHKAaM PEKOMEHIYETCS COOOIaTh O JIFOOBIX IOJ03PEBACMBIX
HE)KeJNaTeNIbHBIX PEaKIHIX JIEKapCTBEHHOTO IperapaTa yepe3 HallMOHaJIbHbIE CUCTEMbI COOOIICHUS
0 HEeXXeJaTeNbHbIX PEAKLHUAX FOCYIapCTB — WICHOB EBpazniickoro S5KOHOMHYECKOTO COI03a.
Poccuiickas @enepanus

@enepanbhas Cinyx0a o Hag30py B chepe 3ApaBOOXpaHEHHS

Anpec: 109012, r. MockBa, CnaBstHcKast miomazis, a. 4, ctp. 1.

Tenedon: +7 (800) 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru unun npr@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKAMOHHON ceTH «IHTepHET»:
http://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CuMOTOMBI

Knunnuecku nomyctuMasi TOKCHYHOCTh HAOJI0AaIach MPU BBEJACHUN OJJHOKPATHBIX /103 BIUIOTH 110
5,7 r/m? BHYTPUBEHHO B TeueHHE 30 MUHYT KaXK]IbI€ ABE HENIEIH.

JleueHue
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AHTHIIOT 1J1s TeMIIUTa0MHA HEM3BECTEH. B ciyyae moo3peHus Ha mepeio3upOBKY MaUeHT JOJKEH
HAXOJUTHCS TMOJI TIOCTOSHHBIM BpaueOHBIM KOHTpPOJIEM, BKIItOUasi mojacder ¢opmyisl kpoBu. [lpu

HGO6XOILI/IMOCTI/I MAaUECHTY MPOBOAAT CUMIITOMATHUYCCKOC JICUCHUC.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOMCTBA

dapmakoTepaneBTHUecKass TpyIa: MPOTUBOOIYXOJEBBIE CPEICTBA; AHTUMETAOOJIUTHI; AHAJIOTH
NUPUMHINHA.

Kon ATX: LO1BCOS.

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O hEKThI

IemiuTabue  mpencraBiser coOOW  aHTUMeETA0ONMUT TNHUpuUMUauHA. [Ipemapar mposiBiseT
dazocrennpuIHOCTh, ACHCTBYS Ha KJIeTKH B S (daze (Pa3a cuHTe3a Ne30KCHPHOOHYKICHHOBOM
kucnotsl, JIHK), u npu onpeneneHHbIX 00CTOATENbCTBAX OJOKUPYET pa3BUTHE KIIETOK HAa TPaHUIIE
da3 G1/S.

['emuuTaOMH MeTabOIU3UPYETCS] BHYTPU KIIETKH MO ACHCTBUEM HYKJICO3UIKUHA3HI C 00pa30BaHUEM
akTHBHBIX audochaTHbIX W TpudochaTHRIX HYKJIeo3uaoB. lLluToTOKCHUYECKOe AeicTBHE
reMuuTabuHa MPOSIBIIsETCS 3a cyeT nHruOupoBanus cuHte3a JHK ¢ momoripio 1ByX MeXaHU3MOB
neiictBus mocpeacTBoM nudocharusix u TpupochaTHHIX HyKIeo3u10B. udocdaTHbie HyKICO3HUIbI
UHTUOMPYIOT PpUOOHYKJICOTHAPENyKTa3y, KOTOpas JeHCTByeT B KauyecTBE EIUHCTBEHHOTO
Kataqu3aTopa peakluid, TMPUBOAAIIMX K OO0pa3oBaHUIO JIE30KCHHYKICO3UATpUGOoCchaToB,
HeoOxoaumeix it cuaTe3a JIHK. Marn6upoBanue nannoro gpepmenTta nocpeactBom audocdaTHbix
HYKJICO3H]IOB CHIDKAeT KOHIICHTPALIUIO JIe30KCUHYKJIC03UI0B B EJIOM "
JIe30KCUHYKJIC03UATpH(OcGaToB B yacTHOCTU. TpudochaTHbIC HYKI€O3UIbl AKTUBHO KOHKYPUPYIOT
¢ Ae30kcunykKieosuaTpudocharamu 3a BctpanBanue B Mosekysl JIHK.

AHaJIOTMYHBIM 00pa3oM HEOOJIbIIOE KOJMYECTBO TeMIMTA0MHA MOXKET TaKkKe BCTpPauBaThCs B
MOJIEKYJIbl puOOHYyKIenHOBOM kucnoTsl, PHK. Takum o0pazom, cHIKEHHass BHYTPHKJIETOYHAS
KOHIIGHTpALUsl  J€30KCHUHYKICO3UATPHU(POCHATOB  YCHIMBACT  BCTpauBaHHe  TpUdochaTHBIX
nykineo3unoB B JIHK. JIHK-monmmepasa »srmcuioH He o00amaeT CrnocOOHOCTHIO BBIBOJIUTH

reMIIMTaduH U BBIMOJHATH pemnaparuio pactymmux meneit JIHK. Ilocne Toro, kak reMuutaOuH
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COOTBETCTBYET QRCHEFTHOMY QTYETY

BcTpauBaercs B JIHK, B pactymme nenu JIHK noGasnsercs eme ogun Hykineotun. Ilocne Takoro
no0aBICHUS TPOUCXOAWT TMOYTH T[OJHOE WHTHOMpoBaHWe JHanbHedmero cuHTe3a JIHK
(mackupoBanHas tepMmuHanus 1enu). [locne BctpamBanus B JIHK remiurabus, mo-BuamMomy,
CTUMYJIUPYET 3alIpOrpaMMHUPOBAaHHBIN Mpoliecc THOenu KJIETOK, U3BECTHBIN KaK aronTo3.

5.2. apmakokuHeTHYECKHE CBOHCTBA

MakcumManbHasi KOHIICHTpAIH B IJIa3Me KPOBH (HAOIIO1aBIIAsCS B TEUCHUE 5 MUHYT JO OKOHYAHUS
nH(py3un) cocrasisia ot 3,2 10 45,5 mxr/mi. KoHIeHTpausi ICXOHOTO BEIIECTBA B IJIa3Me KPOBHU
Tocre BBeeHUs TpenapaTa B 103e 1000 Mr/m? B Tedenue 30 MUHYT ObIIa BBIIIE 5 MKI/MJ B TEUCHHE
npuMepHo 30 MUHYT mociie 3aBepiieHuss HHPy3uu 1 Bbie 0,4 MKI/MII e11ie B TeYCHUE Jaca.

Pacnpenenenue

O6nBeM pacripeeneHus KpoBU cocTaBIsn 12,4 1/m? y skeHuH u 17,5 1/mM? y My»K4uH (MeKBUI0BAs
BapuabenLHOCTh OblTa paBHa 91,9 %). O0beM pacrpeeneHus B APyrux TKAHAX cocTapisin 47,4 n/m?
M HE 3aBHUCEII OT II0JI0BOU MMPUHAJICIKHOCTH.

CBs3BIBaHUE C 6GJIKaMI/I IJ1a3Mbl CHUTAJIOCh HE3HAYUTCIIbHBIM.

[Tepuon momyBbIBEIEHUST COCTaBISLUT OT 42 10 94 MUHYT B 3aBUCHMOCTH OT BO3pacta u mnona. s
PEKOMEH/IOBaHHOM CXeMbl BBEACHHs Iperapara BbIBEJECHHE TeMIIUTaOuHa JOJDKHO OBITh
NPaKTUYECKH 3aBEPILICHO B TeUeHUe nepuoa oT 5 1o 11 gacoB nocne Havyana nHpy3un. I'eMiuradun
HC HaKaIllJIMBACTCA IpHU BBCACHUHN OJIUH Pa3 B HCIACIITO.

Buorpancdopmarnus

I'eMiuTabuH OBICTPO META0OIU3UPYETCA LUTHANHAE3AMUHA301 B IEYEHH, IOYKAX, KPOBH U JPYTUX
TKaHsAX. BciencTBue BHYTPUKIETOYHOTO MeTabojau3Ma reMuuTabnHa oOpasyloTcs MOHO-, M- U
tpudocdarsl remuuTabMHa, U3 KOTOPBIX AKTUBHBIMU CUMTAIOTCS JU- M TpHdochaTel. ITH
BHYTPHKJIETOYHBIE META0OIUTHI HE ObUIM OOHAPYKEHBI B I1a3Me Hiu Moye. OCHOBHON MeTabouT,
2'-ne3okcu-2',2'-muTopypuInH, HEAKTUBEH U HE ONPEEISICTCS B TUIa3Me U MOYe.

OJIMMUHALNSA

CHucTeMHBIH KIIMpeHCe HaXoAuIca B npeaenax ot 29,2 n/a/m* 1o 92,2 1/4/m> B 3aBUCHMOCTH OT MOJa
U Bo3pacTta (MeXBH10Basi BapuabenbHOCTh cocTaBisia 52,2 %). KnupeHc y sxeHIuH ObUT IpUMEpPHO
Ha 25 % Huxke, yeM y MyX4nH. OCTaBasCh BBICOKUM, KJIUPEHC M Y MY>KUUH, U Y KEHUIUH, MO-

BHUJINMOMY, CHUYKAETCSI ¢ Bo3pacToM. J[isi pekoMeHI0BaHHOW 103bl remiutadbuna 1000 Mr/Mm> npu
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UH(Y3MOHHOM BBeZIeHHH B TedeHue 30 MUHYT Oosiee HU3KHME 3HAYCHMS KJIMPEHCA IS KEHIIUH U
MYXYMH He TPeOYIOT CHIKEHUS J103bI TeMIIUTa0UHA.

Memnee 10 % BBEIBOIUTCS ITOYKaMH B HEN3MEHEHHOM BHIIE.

[ToveuHbIit KITUPEHC COCTABIISLII OT 2 10 7 n/a/m>.

B Teuenue Henmenu mocie BBEAECHMs Ipenapara BbIBOAWTCA OT 92 no 98 % BBeneHHOR 103bI
reMiuTaduHa, mpu 3ToM 99 % BBIBOIUTCS MOYKAMH, B OCHOBHOM B BHje 2'-nudTopypuauna, a 1 %
JI03bI — Yepe3 KUIICUHUK.

Kunernka tpudocdaros remMrurabruga

JlaHHBI MeTaOOTUT MOXKHO OOHapYXUTh B MOHOHYKJICAPHBIX KJIETKaX Nepueprudeckoil KpoBu, U
uH(pOpMAaIKs JJaiee OTHOCUTCSA K ATHM KJIETKaM. BHYTPUKIIETOUHBIC KOHIICHTPAIIMH MOBHIIIAIOTCS
MPOTOPIIMOHAIBHO J103aM TeMIuTabuHa B auamna3zone ot 35 o 350 mr/m? B Teuenue 30 MHUHYT, 4TO
obecreunBaeT paBHOBECHYIO KOHIIEHTparuto ot 0,4 1o 5 mxr/mi. [Ipu KoHIIEHTpaIuy reMIiuTadnHa
B TJIa3Me BBIIIE 5 MKI/MJI ypOBEHb Tpru(oc]aTroB reMuuTabrHa HE MOBBIIIACTCS, HA OCHOBAaHUH YETo
MOKHO TIPEIIOJIOKUTh, YTO OOpa30BaHHE [AHHOTO METa0OMUTa B MOHOHYKJICAPHBIX KJIETKaX
SIBJIIETCS HACBIIIAEMBIM.

Koneunsiit nepuoa nosyseiBenenus — ot 0,7 o 12 yacos.

Kuneruka 2'-ne3okcu-2'.2'-nudropypuansa

MakcuManbpHas KOHLEHTpauus B Iuiasme (uepe3 3—15 muHyT nocie okoHuaHus 30-MUHYTHOMN
unysuu, 1000 mr/m?) coctaBnsia ot 28 10 52 MKI/MI. MUHMMAajibHAs KOHIEHTpAIHUs IOCTIE
BBEJICHHS OJIUH pa3 B Hemento coctaisuia ot 0,07 mo 1,12 mxr/mi 6e3 KaKyIerocss HaKOIUJICHHS.
KpuBasi «xoHLeHTpalus B IJia3Me — BpeMs» uMeeT TpexdasHyio GopMy CO CpeIHHM IMEPHOI0M
NIOJTyBbIBE/ICHUS B KOHEUHOH (paze — 65 yaco (auamna3on ot 33 10 84 yacoB).

Ob6pazoBanue 2'-ne3okcu-2',2'-nudpropypuanHa U3 HCX0AHOTo BeniecTBa — oT 91 10 98 %.

Cpenuuii 06beM pacnpeienenus B kpou — 18 1/m? (quamazon ot 11 10 22 1/m?).

CpenHnii 00beM pacrpesielieHHs B PaBHOBECHOM cOCTOSHMM — 150 n/M? (muamasoH oT 96 1o
228 n/m?). Pacmipesienienue B TKaHAX — OOIIMPHOE.

Cpennuii Kaxxyuiuicst KimpeHe — 2,5 1/a/m> (mmnamazoH ot 1 1o 4 H/‘I/Mz).

[ToTHOCTBIO BBIBOJAUTCS MMOYKAMHU.

KOM6I/IHI/IDOBaHHaﬂ TCpanuia FGMHI/ITa6I/IHOM W MaKJIUTaKCEIOM
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KomOunupoBanHas Tepanus He oOKas3blBaja BIMAHUSA Ha (apMaKOKMHETUKY TIeMUIUTaOWHA WIH
MAaKJIUTAKCENA.

KomOuHupoBanHas Tepalris TeMINTa0MHOM U KapOOoIUIaTHHOM

[Ipu nprMeHeHNN B KOMOWHAIIUK ¢ KapOOTUTaTHHOM (papMaKOKWHETHKA TeMIIMTaOMHA HE MEHSIIAaCh.

Oco0ble rpyInel NAIKUEHTOB

Tloueunas nedocmamounocmo
[ToyeuHnass HEIOCTATOYHOCTh JIETKOW WIJIM CPEAHEH CTEeNEeHW TSHKECTH (CKOPOCTh KIyOOYKOBOM
¢unpTparun (CK®) or 30 mu/mun mo 80 MII/MHH) HE OKa3blBaeT CTaOWJIBLHOTO 3HAYMMOTO

BO3/ICUCTBUS Ha (PapMAaKOKMHETUKY TeMIIUTa0NHA.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
MaunuuToN
Harpus anerar
Harpus ruapokcuna pactsop 1M winm XJ1I0pucTOBOIOPOIHON KUCIOTHI pacTBop 1 M
6.2. HecoBmecTUMOCTD
JlaHHBIII JEeKapCTBEHHBIM MpemapaT He CleAyeT CMEIIMBaThb C JPYTUMH JIEKapCTBEHHBIMU
npenaparam, 3a UICKIIOUEHUEM YIOMSHYTBIX B pa3zene 6.6.
6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

HeBckpoeIThIA (h1akoH

3 roxa.

IIpuroToBIeHHBIA PACTBOD

[IpuroroBneHHBIH ¢ COOMIOIEHINEM TPABUI ACENTUKH PACTBOP XPaHUTh MpH Temmepatype ot 15 °C
110 30 °C He Ooinee 24 yacos.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U

XpaHUTh B 3alIUIIEHHOM OT CBETa MECTe, Mpu Temiiepatype ot 15 no 25 °C.

6.5. Xapakrep u coaepkaHue yNaKOBKH
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ITo 200 mr wimm 1000 mr gedcTByromiero BemecTBa BO (uIakoHbl OecuBeTHoro crekia, | mmm 11
THJIPOJIMTUYECKOTO KJjlacca, TePMETUYHO YKYNOpPEHHBbIE MPOOKaMH pPE3WHOBBIMH C OOKaTKOM
KOJIMIAYKAMH aJTIFOMO-IUIACTUKOBBIMH.

1 (p1aKoH ¢ TUCTKOM-BKJIAJBIIIEM IOMEINAIOT B MAYKy U3 KapTOHA.

ITo 25 unmm 35 ¢uakoHOB ¢ paBHBIM KOJMYECTBOM JIMCTKOB-BKJIAJBIIICH MOMEIIAIOT B KOPOOKY M3
KapTOHAa (7Sl CTallHOHAPOB).

6.6. Oco0Obie Mepbl NMPEIOCTOPOKHOCTH MPHU YTHIMZANHUU UCIOJb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WJH OTXOAO0B, IOJYYECHHBIX IOC/I¢ NMPHMEHEHHs JIEKApCTBEHHOr0 Ipenapara, H
Apyrue MAaHUIYJISINMHU ¢ penapaToM

Mephl IpeaoCcTOPOKHOCTH, IPUHUMAEMEIS MIepe]l IpUMEHEHHEM IIpenapaTa Wi IIpu pa60Te C HUM

[Tpr IPHUTOTOBJICHUKM W YTHJIM3AIMKA PACTBOpA I MH(OY3UH JTOJDKHBI COOJFOATHCS CTaHIAPTHHIC
Mepbl 0€30IMaCHOCTH ISl pa0OTHI C IIMTOTOKCHYSCKUMH cpejicTBaMu. [lepeMenieHre pacTBopa Jyis
WH(Y3UHU JOJHKHO BBITIOJHATHCS B 0€30IMACHOM OOKCE; HE00OXO0IMMO HCIIOIh30BaTh 3AIIUTHBIC XaJIaThI
u nepuatku. Ilpu orcyrcTBum Oe3omacHOro Ookca 0OOpYZOBaHHE JOJKHO OBITH JIOTOJHEHO
3alUTHOW MAacKOW W 3aIlIUTHBIMHM OYkamHu. [Ipu momajaHuu mpenapara B Iiaza MOKET BO3HUKHYTh
Cepbe3HOE pazipakeHue. ['J1aza cieayeT He3aMeIJIMTENbHO U TIIATEIBHO MPOMBITH BOJOW. Ecim
pasapakeHue He MPOXOAMT, HE0OXOTUMO OOpaTUTHCS K Bpady. B ciyuae momajgaHusi pacTBOpa Ha
KOXKY CJIETyeT TIATeIbHO MPOMBITH KOKY BOJIOM.

PexoMeHmanmu 1mo mpUuroTOBIECHUIO PACTBOPA Il MHQV3UI

1. B xkauectBe pactBopuTens wucmnoib3dyerca Toibko 0,9 % pactBop Harpus xiopuzaa (0e3
KOHCEpPBAHTOB). MakcuMaibHasi KOHILIEHTpalus reMuuTabuHa He JOJDKHA IpeBblmaTh 40 mr/mi.
PacTBOpBI, MPUTOTOBJICHHBIE C KOHIEHTpauueil Bbimie, yeM 40 MI/MJ, MOTYT CONPOBOXKIATHCS
HEMOJIHBIM PaCTBOPEHUEM.

2. PactBopenme m mro0oe mocieayromiee pa3z0aBlieHHWE CIEAyeT BBHITOJIHATh C COONIOCHUEM
METO/I0B aCENTUKU.

3. Jlns mpuroToBIEHHs KOHIEHTpaTa cojepxkumoe ¢rakona 200 Mr pacTBOpSAIOT HE MEHEE YeM B 5
miL, 1 1 r— B He MeHee ueM B 25 mit 0,9 % pacTBopa HaTpus XJopuaa Juist HHbeKUuui. Kax el Gprakon
aKKypaTHO B30aNTBIBAIOT 10 IMOJIHOTO pacTBOpeHus auo¢unusara. [lomydeHHbIH pacTBOp J0JIKEH

OBITH MPO3PAYHBIM.
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[IpuroroBneHHbI KOHLIEHTpAT Mpenapara ['eMuuToBep, coAepKalllMil HYKHYIO 103y Ipenapara,
niepen BBeeHreM paz0asisaiorT 0,9 % pacTBOpoM HATpus XJIOpUAA B KOIUYECTBE, JOCTATOYHBIM IS
30-MUHYTHOM BHYTPUBEHHOU HH(Y3HUH.

4. Tlepen nmapeHTepalbHBIM BBEIEHHEM HEOOXOIUMO BU3yallbHO KOHTPOJIUPOBATH IPUTOTOBICHHBIIN
pacTBOp Ha HAJIMYME MEXAaHUYECKUX TPUMECEN U U3MEHEHHE 1IBETA.

[Ipy HanM4UMK¥ MEXaHUYECKUX BKJIIOYEHUN PACTBOP IIPErapara He UCIOIb3YIOT [l BBEICHUS.

Bech ocraBmmiicss JeKapcTBEHHBIN MpenapaT U OTXObl CIEAYET YHUUYTOXKHUTH (YTUIM3UPOBATH) B
COOTBETCTBUM C TpeOOBAaHMAMHM 3aKOHOJATEIbCTBA TOCYJapCTB — 4IEHOB EBpasuiickoro

9KOHOMHUYCCKOIo COro3a.

7. AEPKATEJIb PETUCTPAIHIMUOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanvs

000 «BEPODAPM»

KOpunnueckwmii agpec: 601125, Bmanumupckas o6., [letymuuckuit paitoH, moc. Boasruackuid, yii.
3aBojckas, Bnageaue 120.

Ten./daxc: (4922) 37-98-28.

OnexTpoHHas noyra: info@yveropharm.ru

7.1. IllpeacraBuTe/ib Aep:KaTesisi PeruCTPAIMOHHOIO YA10CTOBEPEHUs
[IpeTen3un moTpedbuTeNel HaPaBIATh MO aApecy:

Poccuiickas @enepanus

000 «<BEPOD®APM»

115088, r. Mockga, 2-it FOxuonopToBsIil mpoesn, a. 18, ctp. 9, atax 2.
Ten: +7 (495) 797-57-37

Qaxc: +7 (495) 792-53-28

OnexTponHas noyra: info@veropharm.ru

8. HOMEP (HOMEPA) PETHCTPALIIMOHHOT'O YIOCTOBEPEHMSI
JITI-Ne(003032)-(PT-RU)
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9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBEHHBIN MTpenapaT OTHOCUTCS K KAaTETOPHUH OTITYCKa [0 PELETTY.

OO0mmas xapakTepucTUKa JEKapCTBEHHOTO Mperapara ['eMIuToBep JOCTyMHA B €IMHOM pPEecTpe
3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpPa3wiicKoro 3KOHOMHUYECKOTO COK3a M Ha
opuraIEHOM cauTe YIIOJTHOMOYEHHOTO opraHa (3xcriepTHOM OpraHU3aIIHH )

(https://Ik.regmed.ru/Register/EAEU _SmPC)
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