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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 7003

1. HAMMEHOBAHMUE JIEKAPCTBEHHOTI' O ITPEITAPATA
I'emmutabua-AMEJIAPT, 200 wmr, nuodunausar i NPUTOTOBIEHUS KOHIIGHTpaTa s
IIPUTOTOBJICHUS pacTBOpa AJisi UHPY3UH.

Iemuutabua-AMEIAPT, 1000 wmr, nuodwmmusar mjis TPUTOTOBICHHS KOHIIGHTpATa s
MIPUTOTOBJICHUS PACTBOpA st HHPY3UH.

Iemmutabua-AMEJIAPT, 1400 wmr, muodwunusar i TPUTOTOBJICHHS KOHIIEHTpaTa s
IIPUTOTOBJICHUS pacTBOpa AJisi HHPY3HUIL.

Iemuutabua-AMEIAPT, 1500 wmr, nuodmimusar mjis TPUTOTOBJICHHS KOHIIGHTpATa s

NPUTOTOBIICHHS PacTBOPA sl UHQY3HA.

2. KAYECTBEHHBIN U KOJMYECTBEHHBIN COCTAB
JelicTByto111€€ BEIIECTBO: TEMITUTAOUH.

Femimrabun-AMEJJAPT, 200 wmr, jguodwnus3ar Juid IOPUTOTOBJIEHHS KOHIIEHTpATa JUISL

IOIPUT'OTOBJICHHMA PaCTBOpPA AJIA I/IHd)VSI/Iﬁ

1 dgrakon BMectumMocThio 10 mut copepkut 200 Mr reMuuTadrHa (B BUJIE THAPOXIOPHIA).
BcnomoratenbHbie BelllecTBa, HATUYUE KOTOPBIX HAJAO YUYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuit (cM. pasaen 4.4).

Femiutabua-AMEJAPT, 1000 wmr, auodwian3ar Uil OPUTOTOBJIEHWSA KOHIIEHTpaTa Ul

OPUTrOTOBJICHUA paCTBOpA AJIA I/IHd)V3I/II‘/’I

1 ¢akon BMmectuMocThio 30 mit coaepkut 1000 mMr remiutabuHa (B BUIE THIPOXIIOPUIA).
BcenomorarenbHble BellecTBa, HAMYKME KOTOPBIX HAJIO YUYUTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npenapara: HaTpuii (cM. paszen 4.4).

Femiutabua-AMEJAPT, 1400 wmr, auodwiau3ar JUisd OPUTOTOBJIEHWS KOHIIEHTpAaTa Ul

IOPHUTOTOBJICHUA pacTBOpa AJIA I/IHd)VSI/Iﬁ

1 grakon BmectuMocThIo 50 mit coaepkut 1400 mMr remiutabuHa (B BUE THIPOXIIOPUIA).
BcnomorarenbHble BelllecTBa, HaTUYME KOTOPBIX HAJ0 YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npenapara: HaTpuii (cM. pa3zaen 4.4).

Femimradbua-AMEJAPT, 1500 wmr, guwodwuiamsar I IIPUTOTOBJIEHWS KOHIIEHTpATa JUIA

IOPHUTOTOBJICHUA pacTBOpa A1 I/IHd)VSI/Iﬁ

1 ¢pnaxon BMectuMocThiO 50 Mit coaepxut 1500 Mr remuutabuHa (B BUJE THAPOXIOPUAA).
BcenomorarenbHble BelllecTBa, HAIMYKME KOTOPBIX HAJIO0 YYHUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npemnapara: HaTpui (cM. pasaen 4.4).

1 MJI BOCCTAaHOBJIGHHOTO pacTBopa (KOHIeHTpaTa) cojaepkut 40 Mmr remiurabuHa (B BHIC
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TUAPOXJIOPHUIA).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
JInodunuzar Ay NpUroTOBICHUS KOHLIEHTpATa Ui IPUTOTOBIICHHS pacTBOpa AJisi HHY3Hil.

Femiutabua-AMEJAPT, 200 wmr, auodwuau3ar Juid IOPUTCOTOBJIEHUS KOHIIEHTpATa Juld

OPpUTrOTOBJICHUA paCTBOpaA AJIA I/IHd)VSI/Iﬁ

JInodunuzupoBaHHbII MOPOLIOK OEJIO0r0 UM MOYTH OENIOTOo IBETA.
BoccraHoBieHHBIN pacTBOP: IPO3pavHbIi OCCIIBETHBIA PACTBOP.

Femiutabus-AMEJAPT, 1000 wmr, auodwinusar JUis IIPUTOTOBJIEHUS KOHIEHTPATA JUIA

IOPpUTrOTOBJICHUA paCcTBOpaA AJIA I/IHd)VSI/Iﬁ

JInodunuzupoBaHHbII MOPOIIOK OEI0T0 WM MOYTH OENIOro IBETA.
BoccranoBneHHBIN pacTBOP: MPO3paYHBIi OECIIBETHBIN pacTBOP.

Femimrabun-AMEJJAPT, 1400 wmr, auwodmim3ar Uil OPUTOTOBJIEHUS KOHIIEHTpATa JUISL

IOPpUTrOTOBJICHUA paCcTBOpaA AJIA I/IHd)VSI/Iﬁ

JInodunuzupoBaHHbBII MOPOIIOK OEIO0T0 WK MOYTH OENIOro IBETa.
BoccranoBneHHBIN pacTBOP: MPO3payHbIii OECIIBETHBIN pacTBOP.

Femiutabus-AMEJAPT, 1500 wmr, auodwuinusar JUis IIPUTOTOBJIEHUS KOHIIEHTPATA JUIA

IOPUTOTOBJICHUA pacTBOpaA AJIA I/IHd)VSI/Iﬁ

HI/IO(I)I/IJII/I3I/IpOBaHHLII>'I MMOPOIIOK 0eJI0ro MM mo4YTH 0eJI0ro OBCTA.

BoccraHoBNeHHBIM pacTBOp: MPO3payHblil OECIIBETHBIN PacTBOP.

4. KJIMHUYECKUE JTAHHBIE

4.1. TIloxka3aHusl K NPUMEHEHUIO

I'emintabun-AME/JIAPT noka3aH K IpUMEHEHHIO Y B3POCIBIX.

. MecTHOPAacCIpOCTPAHEHHBIM WJIM METACTATUYECKUN HEMEIKOKIIETOYHBIA pakK JIETKOro B
Ka4yecTBEe Tepaluy MepBOi JMHUK B KOMOMHALIMY C IIUCIUIATUHOM WJIM KapOOIUIaTHHOM, a TakKe
B KaU€CTBE MOHOTEPANUH Y MOKUJIBIX MMALIUEHTOB ¢ (DYHKIIMOHAIBHBIM CTATYCOM PaBHBIM 2.

. HepesekTabenbHbli, MECTHOPEIMIUBUPYIOIUI MM METACTAaTUYECKHH pak MOJOYHOMH
JKeye3pl B COCTaBe KOMOMHHMPOBAaHHOW Tepamuu C MaKJIMTAaKCeJIOM IIOCe IPOBEIEHUs
HEO0aIbIOBAHTHOM W/WIJIH aIbIOBAaHTHOM TE€payy ¢ BKIOYEHUEM aHTPALUKINHOB ITPU OTCYTCTBHU
IIPOTUBOIIOKA3aHUN K UX HA3HAYEHHUIO.

. MecTHOpacpoCTpaHEHHBIH UM METAaCTaTUYECKUN ypOTeNualbHBIH paK (paKk MOUYEBOIO
My3bIps, TOYEYHOHN JIOXaHKU, MOYETOYHHKA, MOYEHCITYCKaTEeIbHOIO KaHaa).

. MecTHOpacHpOCTPaHEHHBI WM METACTAaTHYECKUM SIUTENHANIBHBIA PAaK SUYHHKOB B
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3a00J1eBaHU IIOCIIC IMPOBCACHUA HepBOfI JIMHUMX TCpallii Ha OCHOBC INPOU3BOJHBIX IIJIATHHBI.

o MecTHOpacnpocTpaHEHHBINH WIM METaCTaTUYECKUIN PaK MOHKETYJOYHON KeENe3bl.
. MecTHOpacnpOCTpaHEHHBIN UM METACTAaTUYECKUHN paK IIEUKA MaTKH.
) Pax >xem4eBbIBOAIINX ITyTEH.

4.2. PexxuM 103MpOBaHMS U CIIOCOO MPUMEHEHMSsI
Tepanust mnpenaparom ['emuutabuH-AMEJIAPT MoxkeT OBITh Ha3HaueHa TOJBKO BpauoM,
MMEIOLIUM OIIBIT IPUMEHEHHUS IPOTUBOOITYX0JIEBBIX IIPENApATOB.

PexxuM 1o3upoBaHus

MeCMHopacnpocmpaHeHHbzzZ UAU  Memacmamudeckull HemeaKoOKIemoyHblil pak Jjieeckoeo 6
Kadecmee mepanuu nepeoﬁ JUHUU 6 KOM6MH(114MM C yucniamuHom uiu Kap60nfzamuHOM, a makokce
6 Kavecmee MoHomepanuu y noiNCulblx nayuernnios ¢ QbyHKI/;Z/lOHd]leblM cmamyCcom paeHbiM 2

Monomepanus:. pekoMeHI0BaHHas jao3a npemnapara ['emuuradbun-AMEIAPT — 1000 MI/M? B

BU/JIE BHYTpUBEHHOH nH(]y3un B Teuenue 30 MunyT B 1, 8, 1 15 quM Kaxkaoro 28-AHEBHOTO IUKIIA.
Jlo3a MOXET OBITh YMEHBIIIEHA C KaXKIbIM ITUKIJIOM WJIM B TEUCHUE IIMKJIA HA OCHOBAHUHU CTEIICHU

TOKCUYHOCTH, Ha0JIt0/1aeMOM y MalueHTa.

Kombunuposannas mepanus ¢ yucniamurom: peKOMEHOBaHHAs /1032 npenapara [ 'emiutabun-

AMEJIAPT — 1250 mr/m? B Buzie BHYTpHBEHHOH MH(bYy3uu B Teuenne 30 MuHYT B 1 u 8 j1eHb

Kaxaoro 21-mHeBHoro mukiaa mmm 1000 Mr/mM? B BuAe BHYTPUBEHHOH MH(Y3UM B TedeHMe

30 munyT B 1, 8 1 15 qHU KaXxa0TO 28- THEBHOTO MUKIIA. []03a MOKET OBITh YMEHBIIICHA C KAXKIBIM

[IUKJIOM WM B T€UEHHE LIMKJIAa HA OCHOBAaHUU CTENIEHU TOKCUYHOCTH, HaOIr01aeMOH y MarieHTa.
2

[Mucniatun BBoAUTCA B 03¢ OT 75 1o 100 Mr/mM* oauH pa3 Kaxable 3 Helenu.

Kombunupoeannas mepanus ¢ kapboniamunom: peKoMeHI0BaHHas 1032 penapara — 1000 mr/m?

um 1200 Mr/m? B Bujie BHYTpUBEHHOM nH(Y3un B Tedenne 30 MunyT B 1 u 8 1eHp Kaxmoro 21-
nHeBHOro nukia. Kapbomnatun BBoauTes U3 pacyera nokaszarens AUC (miomaas moa KpuBoi
«KOHIEHTpalus — Bpems») 5 Mr/mil MUH B | JieHb LuKiIa mnocie nHpy3uu remuuraduna. Jloza
MOKET OBITh YMEHBIIEHA C KaXJbIM IUKIOM HWJIM B TEUYEHHE LMKJIA HAa OCHOBAHWUU CTEIIEHU
TOKCHUYHOCTH, HAOII0AaeMOM y MaIeHTa.

Hepezexmabenvhuiii, MeCmHOpeyuousUpyrOwuLl uiu Memacmamuyeckuil paxk MoI04YHOl Jcenesbl
6 cocmage KOMOUHUPOBAHHOU Mepanuy ¢ NAKIUMaKceIoM nocie npoeeodeHUs Heoaovbo8aAHMHOT
U/unu  aovlOBAHMHOU mepanuu CcO  GKIIOYeHUeM aHMpAyuKkIuHo8 Hnpu  OMCYMCmeuu
NPOMUBONOKA3AHUL K UX HASHAYEHUIO

KOM6uHuD08aHHa}Z mepanus ¢ NaKIumaxceiom. IaKJIuTakCcesl BBOAUTCSA B 103€ 175 Ml“/M2 B BUJC

BHYTPUBEHHOW MH(Y3uM B TedeHue 3 4yacoB B 1 JeHb 21-7HEBHOTO IMKJA C MOCIEAYIOIIUM

BBEJICHHEM TeMIuTabnHa. PekoMeHntoBanHas 103a mpenapara — 1250 MI/M? B BHJIE BHYTPHUBEHHOMH

3
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YMEHBIIIEHA C KAXKJBIM IIMKJIOM WIH B TEUCHHE IMKJIA HA OCHOBAHWH CTENEHU TOKCHUYHOCTH,
Ha0JII0aeMOM y aIMeHTa.

[Tepen HauaoM KOMOMHMPOBAHHOM Tepanuu (TeMIIMTAOMH + MaKIMTAKCET) a0OCOIIOTHOE YHCIIO
TPaHYJIOIMTOB B KPOBH y MAIIMEHTOB JIOJDKHO OBITH HEe MeHee 1500/MKII.
Mecmuopacnpocmpanennvlii. Uiy Memacmamudeckutl. ypomenuaniohvlli pax (pak Moueeo2o
nY3vIpsl, NOYEUHOU JIOXAHKU, MOYEMOYHUKA, MOYEUCNYCKAMEeNbHO20 KAHAa)

Monomepanus: pekOMeHI0BaHHAs 03a nIpenapata — 1250 Mr/m? B BHjie BHyTPUBEHHOH HHDY3UH

B TeyeHue 30 munyT B 1, 8 1 15 nHu xaxkaoro 28-mHeBHOro ukKia. Jlo3a MoKeT ObITh yMEHbBIIICHA
C KQXKJIBIM IIMKJIOM WJIM B T€UEHHUE [UKJIa HA OCHOBAHUH CTENIEHU TOKCUYHOCTH, HAOII01aeMOH y
[aIreHTa.

Kombunuposannas mepanus ¢ yucniamunom. peKOMEHI0BaHHAs J103a penapara — 1000 mMr/m? B

BUJIE BHYTpUBeHHOU MHGY3un B Teuenue 30 MmuHyT B 1, 8 u 15 nHU B coueTaHuu ¢ MUCTIIATHHOM,
KOTOPBIif BBOJIUTCS B peKOMEHIyeMoii 103e 70 Mr/m? B 1 ieHs cpasy nociie nH(y3Hu reMInTabuHa
WJIM BO 2 JIEHb KaXKJI0ro 28-THEBHOIO IMKIA. J[03a MOXKeT ObITh YMEHBIIIEHA C KaXKIbIM [IUKIOM
WIH B T€YCHHE LIMKJIA HA OCHOBAHHUH CTENEHU TOKCUYHOCTH, HAOIIOAaeMOl y allueHTa.
KimHn4eckne uccieIoBaHus MOKa3aly, 4To IpH 03¢ ruciuatiHa 100 Mr/m? Habronaercs 6olee
BBIPOKEHHAS] MUEJIOCYIIPECCHS.

MecmuopacnpocmpanerHblll Uiy MemacmamudecKuti SNUMeaUanIbHblil pak AUYHUKOS 8 Kauecmee
MoHOmepanuu Ui 6 CO4YemaHuu ¢ KapOONIamuHOM Y HAYUEHMO8 C NpPOoSpPeccCuposaHuem
3a601e6anusi NOCie NPO8edeHUs NePBOUl TUHUU MePANnULU Ha OCHOBe NPOU3BOOHLIX NAAMUHbBL

Monomepanus: pekoMeH0BaHHas no03a mpenapata — 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 MOkeT ObITh
YMEHBIIEHA C KAKIbIM IUKJIOM WIM B TE€YEHHE IIMKJIAa HA OCHOBAHUM CTENEHU TOKCUYHOCTH,
Ha0II0TaeMOi y MalueHTa.

Kombunuposannas mepanus ¢ kapboniamunom: PEKOMEH10BaHHas 1032 npenapara — 1000 mr/m?

B BHJIe BHYTpUBeHHON HH(Dy3uun B TeueHue 30 MuHyT B 1 1 8 qHM Kaxa0ro 21-1HEeBHOTO IUKIIA.
KapbOomnnarun BBoauTcst u3 pacuera mokazarens AUC 4 mr/mm MuH cpasy mocie uH(y3uu
remMuuTabuHa B 1 neHp kaxjaoro 21-gHeBHOro nukia. J{o3a Moxer ObITh YMEHbIIEHA C KaXIbIM
LUKJIOM WJIM B T€YEHHE LIMKJIa HA OCHOBaHUH CTENEHN TOKCUYHOCTH, HaOII0aeMol y naueHTa.
Mecmuopacnpocmpanenubiii Uiy Memacmamuieckutl pax noOH#Ceny00YHOU JHcee3vl

Monomepanus: pexoMeH10BaHHas 103a penapata — 1000 Mr/m? B BUjle BHYTPUBEHHOH HH(Y3UHI

B TeueHue 30 MUHYT OJMH pa3 B HEAENIO B TEUEHHUE NEPUOJA 10 7 HENEIb C MOCIEAYIOLIUM
HeeNbHBIM NIEPEePHIBOM. 3aTeM Ipenapat BBOAUTCS B 1, 8 u 15 qHu kakaoro 28-1HEBHOTO IUKIIA.

21033 MOJKET OBITH YMCHBIICHA C KaXXJIbIM IIUKJIOM MJIM B TCUCHUEC NUKJIAa HA OCHOBAHHU CTCIICHU
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TOKCHYHOCTH, HAOIIOAAaEMOM y TTallMEHTA. (MOCNEAOBATENEHO

Mecmnopacnpocmpanennolil unu MeEmacmamuyecKui pax wetiku Mamxu

KOM6UHHDO€CZHHCL‘Z mepanusi ¢ _YUuCniaamuHom. IPU MCECTHOPACIIPOCTPAHCHHOM pPaKe IIpHU

MOCIIe0BATEIbHON XMMHOIYYEBOM Tepanuu (HEO0aIbIOBAHTHO) M MPU METACTAaTUYECKOM pake
IICTLIATHH BBOAUTCS B 03¢ 70 Mr/M% B 1 JIeHB IUKJIA C TIOCTIEAYIOIMM BBEICHHEM reMINTa0HHa.
I'eMiuTaOUH BBOAUTCS B 03¢ 1250 Mr/mM? B 1 1 8 1HU Kaxmoro 2 1-gHeBHOTO 1uKIa. Jl03a MOXET
OBITH YMEHBIIICHA C KXK/IBIM [IUKJIOM WJIM B TCUCHUE IIMKJIA HA OCHOBAHUU CTETICHU TOKCHYHOCTH,
Ha0JI0/1TaeMOH y MalueHTa.

[Tpu MecTHOpacpoCTpaHEHHOM pake MpU OJHOBPEMEHHONW XMMHOIYYEBOW Tepanuu LUCIUIATUH
BBOAHUTCS B 03¢ 40 MI/M? ¢ mocieayromuM (HEMOCPEACTBEHHO TI0Ce BBEICHHS IUCIUIATHHA)
BBeJICHUEM reMiutadbuna. ['eMuutabua BBOIUTCS | pa3 B HeAemo B TeUeHHEe 6 Heneb 3a 1-2 Jaca
710 Hayana JIydeBoil Tepanuu B 103e 125 Mr/mM? B BUzie BHYTpUBEHHOH HH(Y3HH. PekoMenTyeTcs
CIEIYIOIIUNA PEeXUM Jy4deBoil Tepanuu: oonyuenue 50,4 I'p BHeIIHEro UCTOYHUKA Ha BCE MOJe
ob0myuyenus B 28 pakuwmsix, 1,8 I'p/nens, S qHeH B HEAEM0 B TSUCHHE 6 HEJIEIb XUMUOTEPAITHH.
Pak scenuesvigooswux nymeti

Kombunuposannas mepanus ¢ yucniamuHoMm:. THCIUIATHH BBOAUTCA B no3e 70 mr/mM? B Buie

BHYTPUBEHHOM MH(Y3uu B 1 IeHb IIUKIIA C TOCJIEAYIOLIME BBEIeHUEM reMuuTabuHa. ['eMiuradun
BBOAMTCA B 03¢ 1250 Mr/m? B BUe BHYTpUBEeHHON MH(bY3uu B Teuenne 30 MuHyT B | u 8 qHU
Kaxkaoro 21-ngHeBHOro 1ukia. J{oza MoxeT ObITh YMEHBIIEHA C KaX/IbIM [IUKIIOM WIH B TEUEHUE
IIUKJIa HA OCHOBAaHUM CTENEHN TOKCUYHOCTH, HAOII0JaeMO y MalueHTa.

Koppekmus g0361

Koppekuu}z 003bl NO npuvuHe 2emMamonocu4eckoll moKCUYHOCIU

HpI/I JIFO0OM IOKa3aHUN nepea KaxxJablM BBEACHUEM FCMHI/ITa6I/IHa HCO6XO)II/IMO KOHTPOJIHUPOBATH
KOJIMYECTBO TpOM6OI_[I/ITOB U T'paHyJIOOUTOB B KPOBHU.

B CJIydac pa3BUTHUA reMaToJIOTUYECKOM TOKCHYHOCTH J03a FGMLII/IT36I/IH3. MOYKET OBIThH

YMCHbBIICHA, oo ero BBCACHHUEC OTIOKCHO B COOTBETCTBUU CO CIICAYIOIIWUMHA CXEMaAMU:

Koppexknust 10361 reMnuTabnHa B paMKax IUKJIA MPU YPOTEITHATIEHOM pake,
HEMEJIKOKJIETOYHOM PaKe JIETKUX, PAKE MTOHKENYTOYHOM XKENE3bl B KAYECTBE MOHOTEPAITUU
WM B KOMOWHAIIMH C UCTUIATUHOM

AGCONIOTHOE YHCIIO KonngectBo TpoMOOIIUTOB o .
rpanynorutos (x10%/1) (x10%m) © OT HPCABIAYIICH A03b!
>1 17§ > 100 100
0,5-1 WIH 50-100 75
<05 W <50 [Ipomyctuth q03y*

*[IponymieHHas 103a He JOJDKHA BBOAMTHCSA B TEUCHHME LIMKJIA J0 T€X MOp, MOKa abCOIIOTHOE
YHCIIO TPAHYIOIUTOB He JOCTHTHET MOKa3aTeny Kak MuHuMyM 0,5x10%1, a uncio TpoM6o1uToB

He JoCTHTHET rmokasarens 50x10%/1.
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Koppekuust 10361 reMIuTaduHa B paMKax IHK

18 IpH PAKS MOTOHHON KEIle5h B KOMORHAT

C MIaKJIMTAaKCCIIOM

AOBCOIIOTHOE YUCIIO KonunuectBo TpoMOOLIMTOB o .
rpanynonuToB (x10%1) (x10%1) o OT NPEARUIYIIEH A03HL
>1,2 u >75 100

1-<1.2 170171 50-75 75
0,7-<1 u >50 50
<0,7 I <50 [TponycTuth 103y*

*[IpomymienHas 1032 HE JOJDKHA BBOJUTHCS B TeUeHME IMKiIA. Tepamus HauHercss B 1 JeHb
CJICAYIOLIETO IIUKIIA, KaK TOJIBKO a0COJIIOTHOE YHMCIIO TPaHYJIOLMTOB JJOCTUTHET MOKa3aTels Kak

muaIMyM 1,5%10%01, a uncno TpomMGonUTOB HOCTUTHET TToKa3aTexs 100x10%m.

Koppekuus 10361 remiiuTabuHa B paMKax IUKJa IPU pake SUYHUKOB B KOMOMHALIUU C

KapOOILIaTHHOM
AOGCOIFOTHOE YHCIIO KosmdectBo TpOMOOIIUTOB o .
rparymnonuTos (x10%m) (x10%1) 0 OT HPCABUAYIIEH 1035
>15 u > 100 100
1-15 AN 75-100 50
<1 W <75 [Tpomryctuth no3y*

*[IpomnymieHHast J03a HE JIOJDKHA BBOAMTHCS B TeUeHHUE IMKiIa. Tepanus HauHeTcs B 1 JeHb
CJICAYIOLIETO IIUKIIA, KaK TOJIBKO a0COJIIOTHOE YHMCIIO TPaHYJIOLMTOB JJOCTUTHET MOKa3aTels Kak

muaIMyM 1,5%10%071, a uncno TpomMGonuToB KOocTUTHET TToKasaTens 100x10%m.

[Tpu nmr060M MoKa3aHUM B MOCIHEAYIONIUX IIMKJIaX 103a FeMIIMTa0nHA JOHKHA ObITh CHUKEHA J10
75 % oT HayanbHOI 03Bl MEPBOTO MUK MPHU HAIUYUH CIAEAYIOIINX BUIOB T'€MaTOIOTUYECKOM
TOKCHUYHOCTH:

- abCcomoTHOE UHcIo TpaHytormTos < 500x10%/1 B Teuenue Gonee 5 nHeil;

- abcommoTHOE urcio TpaHytormTos < 100x108/1 B Teuenue Gonee 3 amei;

- (bhebpunbHas HEUTPOTICHNUS;

- YHCIIO TPOMOOIIUTOB < 25% 10%;

- 3aJiepKKa [UKJIA JIedeHus OoJiee yeM Ha 1 Hellesro BCIeICTBIHE TOKCHYHOCTH.

s evisigneHuss He2eMamonio2uyeckol MOKCUYHOCMU HEOOXOJUMO TPOBOAUTE PETYISIPHOE
oOcienoBaHue MAIMEHTa W KOHTPOJIMPOBATH (PYHKIMIO TIEYCHU M MOYeK. B 3aBUCHMOCTH OT
CTETNIeHH TOKCUYHOCTH, HAOIIF01aeMOM y MalUeHTa, 103y MOKHO CHUMATh C Ka)IbIM [IUKJIOM HIIH
B TCUCHHE ITUKIIA.

Kak mnpaBuno, mpu Tsxenoil (3 wiam 4 CTeneHM) HEreMaToJIOTMYECKOM TOKCHMYHOCTH, 3a
UCKITIOYCHHEM CJIy4aeB TOIIHOTBHI/PBOTHI, TEpalui0 TEeMIMTAOMHOM CIEAyeT BpPEMEHHO
MPEKPATUTh WU YMEHBIIUTD 103y MIperapaTa Ha OCHOBAaHUH PEIISHUS JexKalero Bpava. Tepamnus
JOJDKHA OBITh TIPUOCTAHOBJIEHA 1O TeX TIOp, IMOKa, 10 MHEHHWIO Bpava, TOKCHYHOCTh HE

paspenmrcs.
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Jlnsa monydenus MHPOPMALMU O KOPPEKIMHU JI0BBI uncﬂﬂ;%{aglgdgg&hﬁg%'T;I'::rﬂéﬂﬂxl:ﬁ%bena

npY KOMOMHHMPOBAHHOW TEpamuu CleayeT OOpaTUThCS K COOTBETCTBYIOUIMM WHCTPYKLHUSAM II0
MEJULUHCKOMY IIPUMEHEHUIO.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tlayuenmui nosicunoco eospacma (cmapuwe 65 1em)
['eMuuTaOMH XOPOIIO EPEHOCUTCS Y MAIMEHTOB cTapiie 65 yer. Her naHHbIX 0 TOM, 4TO IS
MOXKHWJIBIX MMAIIMEHTOB HEOOX0IUMa KOPPEKIUs JO3bI, IOMUMO TOW, YTO PEKOMEHI0BaHa JJIs BCEX
MaIEeHTOB.
Tlayuenmui ¢ Hapywenuem yHKyuu neveHu u noyex
[IpuMeHATh TeMIIMTAOMH Yy MAIlMEHTOB ¢ NMEYCHOYHON HEIOCTATOUYHOCTHIO WJIU C HapYIIEHHON
GyHKIHMEH TOYeK CIeAyeT C OCTOPOKHOCTBIO, TaK KaK IOJYYCHHBIX B XOJI€ KIMHUYECKUX
WCCJICIOBAHMM  JIAaHHBIX  HEJAOCTAaTOYHO JUUII  TPEJOCTaBICHUS UYETKHX PEKOMEHIAIui
OTHOCUTEIIbHO KOPPEKIUH J103b] Y TaHHBIX MOIMYJISIIHI MalieHTOB.

CTH
Jlemu om 0 0o 18 nem
bezonacuocts u 3 dpextuBHocTs ['emiurabuna-AMEJIAPT y neteit B Bo3pacte ot 0 1o 18 ner
HE YCTaHOBJIEHBI. J[aHHBIE OTCYTCTBYIOT.

Cnoco0 nnpuMeHeHus

[Tocne pa3Benenust mnpenapar [emmurabuna-AMEJIAPT BBOAST METOJOM BHYTPUBEHHOU
uHOy3uu B TeueHUH 30 MUHYT.

Mepul npedocmoposichocmu, npumensemsle neped nNpUMeHeHuem npenapama Uy npu oopaujeHuu
C HUM

Wndpopmanua no paboTre ¢ LUTOTOKCHUYECKMMH IpenaparaMu IpuBeleHa B paszzaene 6.6.

I/IHCTPYKL[I/II/I 110 ITPUT'OTOBJICHUIO JICKAPCTBCHHOTI'O IIPLCIlapaTa Iepei IpUMCHCHHUEM CM. B pa3aciic

6.6.

4.3. TIporuBomoKa3aHusi
['unepuyBCTBUTENTFHOCT, K TEMIIUTAOWHY WM K JIOOOMY W3 BCIIOMOTATENbHBIX BEIIECTB,

IIEPEYUCIIEHHBIX B pazzaene 6.1.

4.4. QOco0ble ykazaHus U MepbI MPeI0CTOPOKHOCTH NPHU NPUMEHEeHUH

Jleyenue reMuUTaOMHOM MOKHO MTPOBOJUTH TOJIBKO MO HAOIIOJEHHEM Bpaya, UMEIOIIErO OIbIT
IIPUMEHEHHUS POTUBOOITYXO0JIEBON XUMHUOTEPAIINN.

[Tpenapatr T'emuntabuna-AMEJIAPT Bo BpeMmMsi HH(Y3UH TEPEHOCHTCS XOPOIIO, MOXKET

Ha3Ha4YaTbhCA aM6yJ'IaT0pHO. B CJIy4ac 5KCTpaBa3dallun I/IH(I)y3I/I$I JOJIKHa OBITh Cpa3y MnpeKpamcHa
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W 3aTeM BO30OHOBJICHA, UCIIONB3YS IPYTroi I<p013(=,Hocrf1|>;11/1-'cral’:?yt;-L YHehe BB et ipen élbaTa

H€O6XOI[I/IMO BHUMATCIIBHO CJIICAUTH 3a COCTOAHHUEM ITallMCHTA.
YBenuuenue MMpOAOJIKUTCIIBHOCTHU I/IH(by3I/II/I 1 MOBBIICHHAA 4aCTOTAa BBCACHUA IIpCliapaTa MOT'yT
IMPUBECTH K IMOBBIIICHHUIO TOKCUYHOCTH.

I'emartoJsiornyeckast TOKCHYHOCTD

[eMuuTaOMH MOXKET MOAABIATH (YHKIIUIO KOCTHOTO MO3Ta, YTO MPOSBISETCS JCHKOTCHHEH,
TpoMOonuTonieHneil uiau aHemuend. llepen KakIplM BBEJCHHEM TIeMIUTaOMHA HEO0O0XOAUMO
KOHTPOJIMPOBATh KOJIHMYECTBO TPOMOOIIUTOB, JICHKOIIMTOB M IPAHYJIOIIMTOB B KPOBH Y MAIlUEHTOB,
nosyJaronux Tepanuto mnpenapatom [emmutadbuH-AMEJIAPT. Ilpu npusHakax yraeTeHUs
(YHKIMY KOCTHOTO MO3Ta, BEI3BAHHOTO TpenapaToM, He0OX0JMMO TPHOCTAHOBUTH JICYCHUE HITH
CKOpPPEKTHpPOBaTh 103y. Muenocynpeccuss KpaTKOBPEMEHHA, KaK IMPAaBWIO, HE INPUBOJUT K
YMEHBILIEHUIO JI03bI U PEIKO MPUBOIUT K OTMEHE Tepanuu. Yncio KIETOK nepudepudeckoit KpoBu
MOJKET MPOJOIKATh YMEHBIIATHCS TOCTIE IPEKpaIeHHs IPUMEHEHUs FeMIIUTa0nuHa. Y MallMeHTOB
C HapymeHueM ()YHKIIMH KOCTHOTO MO3Ta TEPAIUIO CIIEAYyeT HAYMHATH C OCTOPOKHOCTHIO. [lpn
OJIHOBPEMEHHOM IIPUMEHEHUU reMIUTa0rHa ¢ Ipyroil XMMHOTEpanuen, Kak U py IpUMEHEHUU
IPYTUX BHUIOB IUTOTOKCUYECKOW TeEpanuu, HEOOXOAMMO YUYUTHIBATH PHUCK KyMYJISITUBHOU
cyrnpeccuu (pyHKIIUUA KOCTHOTO MO3Ta.

HapymeHHe d)VHKHI/II/I IIOYCK U IICUYCHHU

CrnenyeT ¢ OCTOPOYKHOCTBIO MPHUMEHSTh T€MUUTA0MH y MAlleHTOB C HapylleHueM (QyHKIuUU
MIEYCHU WM II0YEK, TaK KaK IIOJy4CHHBIX B XOJA€ KIMHHUYECKUX MCCIEJOBAHUNM JaHHBIX
HEJOCTAaTOYHO JIA IPEIOCTaBICHUS YETKUX PEKOMEHAALMN OTHOCUTEIBHO KOPPEKLHU H03bI Y
JTAHHOM TOITYJISIUH NAIUEHTOB.

BBenenue remiuraOuHa mpu MeTactasax B [€UEHHU, IPU FeNaTUTE U aJIKOrOJIM3ME B aHaMHe3e, a
TaK)Ke MU LUPPO3€ MEUECHH YBEINYUBAET PUCK PA3BUTHS [IEUEHOYHOU HEJOCTATOYHOCTH.
Heo6xonnMo mpoBOAMTE peryisipHOe OOCielI0BaHHE MALMEHTa M OLEHKY (DYHKIMHM MOYeK U
MICYECHHU.

ConyrcTByIONIas JIydeBas Teparus

ConyrcTBytomias ydyeBas Tepanus (IpoBOAMMAas OAHOBPEMEHHO WIM C pa3HMLEH B < 7 NHEH):
HaOJII01aJIHMCh CITyYau pa3BUTHSI TOKCUYHOCTH.

JKuBbIE BaKIIMHEI

BaKHI/IHy IIpOTUB JKEenTon JUXOpaaAK W JOPYTru€ >XHUBBIC ATTCHYMPOBAHHBLIC BAaKIMHBLI HE
PCKOMCHAYCTCA MPUMCHATH Yy MAIIUCHTOB, IMOJIYYarOIIHUX TCPAIIULO T eMI_II/ITa6I/IHOM.

CuuapoM o0paTuMoi 3ajiHel dHIledaIonaTuu

vy MaIMEHTOB, IMOJIYyYaBIINX FGMHI/ITa6I/IH B KQYCCTBC MOHOTCPAIIUN UJIU B KOM6I/IHaHI/II/I C ApyrumMu

XUMHOTCPAINICBTUYCCKUMH IIpCriapaTaMu, OTMCHAJINCH ClIydad pa3BUTHUA CHHApOMaA 06paTI/IMOI\/’I
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IAllMEHTOB C CHUHAPOMOM 0OpaTUMoil 3amHell sHuedanonmatuu HAOIIOJATNCh OCTpast
apTepuanbHas TUNEPTEH3USI U CYAOPOXKHAsh aKTHBHOCTb, HO MOTJIM NPHCYTCTBOBATbh U JIPyrue
CHMIITOMBI, HallpuMep, ToJOBHAs 0O0JIb, BSUIOCTh, CIIyTaHHOCTH CO3HAHMSA M cienorta. J(parxnos
HOATBEPKAACTCA MOCPEACTBOM MPOBEICHUS MarHUTHO-PE30HAHCHOW Tomorpaduu. CHHAPOM
oOparumMoll  3amHeil SHuedasonatid  OOBIMHO OBUT  OOpaTHMMBIM  TPU  NPUMEHEHHUU
COOTBETCTBYIOIIMX MOAJCPKHUBAOIIUX Mep. Ecim B XoJe JedeHus pa3BUBACTCS CHHAPOM
oOpaTuMoil 3ajHel »SHIedaIonaTuy, NPUMEHEHHE TIeMIUTa0MHA CJIEAYEeT OKOHYATEIbHO
NPEKPaTUTh M HPUHATH TONACPKUBAIONINE MEPHl, B TOM YHCIE KOHTPOJb apTepUaIbHOTO
JIABJICHUS U TPOTHBOCYJOPOKHYIO TEPAITHIO.

CepaedyHo-COCYaUCTast CUCTEMA

W3-3a pucka HapylIeHU co CTOPOHBI cepla U (UIK) COCYAOB MPH MPUMEHEHUH reMIuTabnHa
0CO0YI0 OCTOPOKHOCTh CIEAYET MPOSBIATH MPHU JICUSHUH MALUEHTOB C CEPACYHO-COCYIUCTBIMU
SIBJICHUSIMU B aHAMHE3e€.

CHHAPOM IOBBIIIEHHON IPOHUIIAEMOCTH KaIWJLISIPOB

CHHAPOM MOBBIIEHHONW MPOHUIIAEMOCTH KaWIISIPOB HAOIIOAANCA Y MAllMEHTOB, HMOIY4YaBIINX
reMuUuTabuH B MOHOTEpalMM MWJIM B KOMOMHAIMM C JPYTMMH XUMHOTEpaneBTUYECKHUMU
npenapatamMu. JlaHHOE COCTOSIHHE OOBIYHO IMOAJAETCS JICYCHHIO B CIydae paclio3HaBaHHs Ha
paHHEW CTaAuM W MPOBEIACHUS COOTBETCTBYIOIIETO JICYEHHUS, HO OTMEYAINCh W JIETAJIBHBIE
ucxozsl. COCTOSIHME 3aKII0YAeTCs B CUCTEMHOM IOBBIIIEHUH IPOHUIIAEMOCTH KallWJUIAPOB, IIpU
KOTOPOM >KHJKOCTU U OEJIKU U3 BHYTPUCOCYAMCTOrO MPOCTPAHCTBA MPOHUKAIOT B MHTEPCTHULIMH.
KimHuueckne mpu3HaKkyW BKIKOYAKOT TE€HEPAIU30BAHHBIA OTEK, IMOBBIIEHHWE MAacChl Tena,
TUIO0ATbOYMUHEMHIO,  TSOKEIYH0  apTepUalbHYI0  TUIIOTEH3UIO, OCTPYIO  IOYEYHYIO
HEJ0CTaTOYHOCTh U OTEK JIETKOTo. B ciryuae pa3BuTUS CMHApPOMA MOBBIIIEHHON IPOHUIIAEMOCTH
KallWJIJISIPOB B X0/1€ Tepanuy, IpUMEHEHHEe TeMIUTa0uHa TOJDKHO OBITh MPEKpaIeHO U MPUHSATHI
noaaepkuBaronue Mepbl. CHHIPOM TOBBIIIEHHOW NPOHUIIAEMOCTH KamWLISIPOB MOKET
BO3HHMKATh B Te4YeHHE Ooyiee MO3IHUX IUKIOB, M B JIUTEpAType OH aCCOLMHPYETCS C
peCIUpaTOpPHBIM JUCTPECC-CUHAPOMOM B3POCIIBIX.

DyHKIMS JIErKUX

Kpome pecnmpaTropHoro aucTpecc-CHHIApOMa B3pOCIBIX, APYTrUe HapylIeHUs (YHKIHUU JIETKHX,
MHOTJ]a TSKENION cTeneHu (Hampumep, OTeK JIETKUX, MHTEPCTUIUAIbHBIN MHEBMOHHT), ObLIN
3aperucTpUPOBAHbl Y MAI[MEHTOB, MOJTYYaBIIMX reMuuTabuH. [Ipu pa3BUTHM TaKUX MOOOYHBIX
3 PeKTOB HEOOXOAMMO MPEKPATUTh TEPAIHIO TEMIIMTA0OMHOM M MPHHITH HEOOXOAUMBIE MEPHI.
PaHHee ncnonp30BaHNe CUMOTOMATHYECKOM TEPAITMU MOXKET YIYyYIIUTh CUTYALHIO.

ITouku
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T'emonumuxo-ypemuueckuti CUHOpPOM (MOCNEANOBATENEHO

Y manueHToB, MONy4YaBIIMX TeMUUTAaOWH, PEOKO OTMEYANUCh KIMHWYECKHE HW3MEHEHHS,
COOTBETCTBYIOILIUE TE€MOJIMTUKO-ypemuueckoMy cunapomy (I'VC) (manHele 1no nepuopy
HOCTPEruCTPALMOHHOTO npuMeHeHust). ['YC  sBisercss HapylleHUEeM, IPeACTaBISIFOIUM
HOTEHIMATBHYIO yrpo3y Ui ku3HU. Heo0XoauMo mpekpaTuTh Teparuio reMUUTaOuHOM Ipu
NEePBbIX MPU3HAKAX JIOO0TO CBUECTEIHCTBA MUKPOAHTUONATHYECKON reMOJIMTUYECKON aHEMUH,
TaKUX KaK OBICTPO CHUKAIOIIUIICS YPOBEHb T€MOTII00MHA C COMMYTCTBYIOIIEH TPOMOOIIMTOICHUEH,
HOBBIIIEHUE YPOBHS OWIMPYOMHA CBIBOPOTKM KPOBH, KpEaTMHHHA CHIBOPOTKM KPOBM, a30Ta
MoueBUHBI KpoBH Win JIJII'. I[ToueyHas HEIOCTaATOYHOCTh MOKET OBITH HEOOPATUMOMW TTPH OTMEHE
Tepanuu U MOKET OTPeOOBATHCS AUATIHU3.

DdepTUabHOCTD

B uccnenoBanusx GepTUIbHOCTH reMUIMTAOUH BbI3bIBAJ TUIIOCIIEPMATOICHE3 Yy CAMIIOB MBIIIEH.
[TosToMy My>XUuMHaM, OJYYarOIUM TEPAIHIO TEMIUTA0MHOM, HE PEKOMEHAYETCs OTLIOBCTBO BO
BpeMs JICYEHUs M B TeueHHe 6 MECsLEB I0Cie ero OKOH4YaHus. Jlo Hadaja JedeHMs CledyeT
00paTUTbHCS 3a TOMOIHUTEIbHON KOHCYIbTAIIMEN B OTHOIIEHNH KPUOKOHCEPBALIUY CIIEPMBI U3-3a
BO3MOKHOI'0 0€CIUIOINs BCIIEACTBUE TEPANUU TeMIUTA0MHOM.

BcnomorarenbHbIe BEIIECTBA

Hampuu

I'emuutabua-AMEIAPT, 200 mr, comepxur 2,11 mr (menee 1 mmonb (23 Mr)) Harpus Ha
1 dnaxon, To ecTh 0 cyTH He cofepkuT HaTpus. ['emuutadbun-AMEJIAPT, 1000 mr, cogep ut
10,56 mr (menee 1 MMoub (23 mr)) Hatpus Ha 1 ¢GakoH, TO €CTh IO CYTH HE COACPKUT HATPUSI.
I'emuutabua-AMEJIAPT, 1400 wmr, comepxur 14,78 mr (mMenee 1 mMMounb (23 Mr)) Hatpus Ha
1 ¢naxoH, TO €cTh IO CYTH HE COJEPKUT HATPUSL.

I'emuutabua-AMEJIAPT, 1500 wmr, comepxur 15,84 mr (menee 1 Mmonb (23 Mr)) Hatpusi Ha
1 ¢nakoH, TO €CTh IO CYTH HE COJIEPKUT HATPUSL.

OTO cienyeT y4YMTHIBaTH NMPH HA3HAYCHWW MpenapaTta MalueHTaM, COOJOJAIOIINM JHETy C

KOHTPOJHUPYEMBIM COACPIKAHUEM HATPUA.

4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMHU MpenapaTaMu M Jpyrue BH/bI
B3auUMOAeliCTBUSA

JIyueBag Tepanus

OnHoBpeMEHHOE TpPUMEHEHUE (COBMECTHOE WJIM C HWHTEpPBAIOM < 7 JHEH): TOKCHYHOCTbH,
COMNpSKEHHAs] ¢ TaKUM MYJIbTUMOJAIBHBIM JIEUEHHEM, 3aBHUCUT OT MHOXECTBA pPa3IMYHBIX
(dakTOpOB: /103bI TeMIUTA0MHA, YAaCTOTHI BBEJICHHS TeMUuTaOWHa, /03Bl JIy4eBOW Teparuu,
TEXHHUKH TUIAHWPOBAHUS JIy4€BOH Tepanuu, THMa 1 o0beMa 00yyaeMoil TkaHu. JloKIMHIYecKne

u KIMHHUYCCKHEC ncciaca10oBaHUs IIOKa3aJiu, qTO FCMHI/IT36I/IH 001 ajgacT

10
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PaZMOCEHCUOMIM3NPYIOIMM  AeiicTBHEM. B ez[HHcfggﬁfrb-Ilﬁ ¢ 'J"T'Jﬂ%%}r',[- B “xdropom

remiuTabuH BBOAMICS B 03¢ 1000 MI/M? B TeueHue 6 Heziellb OJJHOBPEMEHHO C TePaeBTHYECKHM
o0JIydeHHEeM TpPYAHOM KIETKM y MAIMEHTOB C HEMEJIKOKJIETOYHBIM PakoM JIETKOro, Oblia
3a()MKCHpOBaHa 3HAYUTENIbHASI TOKCUYHOCTh B BUJE TSXKEJIOTO M MOTEHLMAIBHO ONACHOIO JUIs
’KU3HU BOCIIAJICHUS CIIM3UCTBIX 000J104eK (IJIaBHBIM 00pa3oM 330(arura), a TAaKkKe IMHEBMOHUTA,
0COOEHHO Yy MalMEHTOB ¢ OONBIINM 00BeMOM 00JydeHHsl TKaHel (MeanaHa oobeMa 00IyYeHHs
4795 cm®). IlpoBomuBmimecs MO3Ke HccienoBaHus —(uccnemoBamuss 11 dasel  1pu
HEMEJIKOKJIETOYHOM paKe JIETKOro) CBUJAETENBCTBYIOT O  L€IeCO00pa3HOCTH  BBEICHUS
reMuuTabuHa B 0ojee HU3KUX J03aX C COIYTCTBYIOLIEH JIy4eBOM Tepanmueil ¢ MporHo3upyemMon
TOKCHYHOCTBIO. JlyueBass Tepamus Ha obnacth rpyaHoi kierku (COJ| 66 I'p) mpoBomunachk
OJTHOBPEMEHHO C XUMHOTepanueii reMuuTabunoM B 103e 600 Mr/m? (4 BBeIeHNS ) U IUCIIATHHOM
B 103e 80 mr/m? (2 BBeneHus) B TeueHue 6 Henenb. ONTHUMAIBHBIA PEXHUM I 0€30MACHOTO
BBEJICHUS FeMLUTa0uHa ¢ TepaleBTUUECKUMHU JJO3aMU JIy4€BOM TepaIuy ele He yCTaHOBIIEH JUIs
BCEX THIIOB HOBOOOPA30BaHUU.

[TocnenoBarenbHOEe NpuMeHeHHE (MHTEpBai Oojee 7 IHEH): KpoMe JIyueBOM peakuuu IpU
BBEJICHUU TeMIUTa0MHa Oosiee 4yeM 3a 7 JHEH 10 WM IOocie Jy4eBOM Tepanuu, YBEIUYeHHS
TOKCUYHOCTH HE 3aperuCTPpUPOBaHO. DTH JaHHbIE MO3BOJSAIOT MPEINOI0KHUTh, YTO TeMIUTA0OUH
MOYKHO BBOJHUTH Y€pe3 OJHY HENENI0 IOCIe JIy4eBOW TepamnuH WU IOCie TOro, Kak OymayT
pa3pelieHbl OCTPbIe MOCIEICTBUS JIy4eBON TepaInu.

W npu OAHOBpPEMEHHOM, M NpU IOCIEI0BaTEIbHOM MPUMEHEHMH TeMIMTAa0MHA C Jy4eBOH
Tepanueil ObIJIO 3aperucTpUpOBaHbl JIydeBble MOBPEXKIEHHUS 00JydyaeMbIX TKaHEH (Hampumep,
930(arut, KOJIUT U MTHEBMOHUT).

[{pyrue

He pexomeHayeTcs COBMECTHOE NPUMEHEHHE C KMBBIMU BaKIMHAMHU JKEJITOW JMXOpaJKU U
JPYTUMH >KUBBIMU BaKIMHAMM, BCIIEACTBHE PUCKA CHCTEMHOIO 3a00JIeBaHUS C BO3MOKHBIM

JIETATBHBIM UCXOJ0M, OCOOEHHO Yy MallUEHTOB C UMMYHOCYTIPECCUCH.

4.6. DepTUILHOCTH, 0€PEMEHHOCTH M JIAKTAIMSA

bepemenHocTh

Her nocraTouyHbIX JaHHBIX O TPUMEHEHUH TreMIuTabuHa y OEpeMEeHHBIX JKEeHIIMH. B
HCCJIEIOBAaHMUSIX Ha >KMBOTHBIX HAOIIOJANIOCh TOKCHMYECKOE JEHCTBHE Ha PENpOIyKTHUBHYIO
¢byuknuio. Ha ocHOBaHMM pe3ysbTaTOB MCCIENOBAaHUM Ha XKMBOTHBIX U MEXaHU3Ma JEHCTBUS
reMunTabuHa JaHHBINA Mpenapar He CIeIyeT UCIOIb30BaTh B T€UEHUE OEpEMEHHOCTH 0e3 SIBHOM
HeoOxoauMocTH. JKeHIMHaM peKoMeHayeTcsi u30erarb HacTyIUICHHs OepeMEHHOCTH B XOJe

TEparnn FeMHI/ITa6I/IHOM, a B CjIyda€, €CJIM 3TO IPOU301IJI0, HEMEAJICHHO COO6IHI/ITI) JcHamemy

Bpauy.

11
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JlakTamus

HeusBecTHO, BBIOENsAETCS JIM TeMUUTAOWH C TPYIHBIM MOJIOKOM, M HENb3sl HCKIIIOYHTH
HexenarenbHble 3 dexTsl ans rpynHbix aereil. Kopmiienue rpyapio Ha TPOTSDKEHUH JICUSHUS
reMUUTaOUHOM CIIEyeT NPEKPATUTb.

DepTUILHOCTE

B uccnenoBanusax (pepTUIbBHOCTH FeMIUTAOWH BBI3BIBAJ THIIOCTIEPMATOTEHE3 Y CAMIIOB MBIIIEH.
[TosTOMy MyX4YMHaM, MOJIyYAIOIIMM TEpaNHi0 TeMIUTAOMHOM, HE PEKOMEHAYeTCs 3adaTue
peOeHKa B TEUEHHE M Ha MPOTHKEHUHM 10 6 MECAlEeB IOciIe OKOHYaHMs JICUCHMs], a TaKxkKe
pEKOMEHIyeTCsl OOpaTUThCA 3a JOMOJHUTEIbHON KOHCYNIbTAIMEeN 0 MOBOY KPUOKOHCEPBALMH
CIepMbl 10 Hayaja JICUeHHs, TMOCKOJBKY H3-3a TEpalmuH TEeMIMTA0MHOM €CTh BEpPOSITHOCTH

pa3BuTHUA OECIIONHA.

4.7. BuunsiHHe Ha CIIOCOOHOCTH YNPABJIATH TPAHCIIOPTHBIMHM CPeJCTBAMH M padoTaTrh ¢
MeXaHHU3MaMH

HccnenoBanuii BIMSIHAS TeMIMTa0MHA HA CIIOCOOHOCTH YIPABIATH TPAHCIOPTHBIMH CPEICTBAMU
¥ MEXaHW3MaMHU HE IPOBOJMIOCH. TeM He MeHee M3BECTHO, YTO TeMIIUTA0MH MOXET BBI3BIBATh
COHJIMBOCTb OT cJa0O 10 yMEpPEHHOW CTENeHH BBIPAKEHHOCTH, OCOOCHHO COBMECTHO C
yNoTpeOIeHUEM aJIKOT OJIS.

[TarueHTOB cneayeT mpegocreperaTb OT YIPaBJIEHUS MEXaHU3MaMU B T€X Cllydyasix, KOrja OHU

YYBCTBYIOT COHJIUBOCT.

4.8. HexeaaTe/ibHble peaKIUu

Pesrome mpoduis 6e3onacHOCTH

CaMbIMH  pacHpOCTpaHEHHBIMH HEXENaTeIIbHBIMU pEaKlUsMHU, CBSI3aHHBIMM C Tepanuen
npenapatoM ['emuntabun-AMEJIAPT, sBasioTcs TOmHOTA CO PBOTOM WM 0€3 PBOTHL
NOBBILIEHHBI ypoBeHb meyeHouHbIX TpaHcamuHas (ACT/AJIT) u menounoit ¢ocdarassl,
OoTMeyaBlIMecs NpuoIn3nuTeNbHO y 60 % manueHToB; NPOTEeNHYpUs U TeMaTypHus, OTMEUaBIINECs
npuMepHo y 50 % manueHToB; onpiika, orMevaBmasicst y 10—40 % mamuentoB (¢ HaubobIen
4acTOTOM y OOJBHBIX C paKoOM JIETKOIo); ajulepruyeckasi KOXKHas Chillb, HaOIIOAaBILIAsCS
npuOIM3UTENBHO Y 25 % manueHToB U cBsi3aHHas ¢ 3y7oM y 10 % nanueHTos.

Ha 4dacToTy 1 cTeneHp TSDKECTH HeXeNaTelIbHBIX PeakiMidl BIUSIOT 1033, CKOPOCTh MH(Y3UH U
MHTEPBAJIbl MEXKIY BBEJIEHUAMH IpenapaTa. K 7030 1MMUTUPYIONIUM HeXKeNlaTeIbHbIM PEaKIUsIM
OTHOCSITCS] CHHJKEHHUE YKCiIa TPOMOOIIMTOB, JIEHKOIIUTOB U IPaHyJIOLUTOB.

Tabauunoe pE3IOME HEXKENaTeIbHBIX PEaKIINI

I[aHHBIe KJIMHAYECKUX HCCICIOBAaHMI. [ToGounbIE pcaknuu, BCTpCHABIIMECCA HYallC, 4YEM B

CAWHHUYHBIX ClIydasax, NEPCUYUCIICHBI B COOTBETCTBUU CO cneﬂyromeﬁ rpa;launeﬁ: O4YCHb 4YacCToO
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(>1/10), gacto (>1/100, mo <1/10), meuacro |(>1/1 000 o | =44 @)T%Qﬂ'é >11_F19|()€59' HO

<1/1 000), ouenp peaxo (<1/10 000), yacToTa HeM3BECTHA (HAa OCHOBAHUU MMEIOIIMXCS JTaHHBIX

OLICHUTHh HEBO3MOYKHO).

HUnghexyuu u unsazuu

Yacro Wndexuun
Yacrora

Cercuc
HEU3BECTHA

Hapywenus co cmopoHul Kpo6u u tumgpamuueckou cucmembl

AHemus, neiikoneHusi (Kak NpaBUiIO, HaONIOAaeTcs yrHeTeHue (yHKUUU
OueHnb yacto KOCTHOTO MO3Tra JIETKOM WJIM CpPEAHEHl CTENeHU TSXKECTH, U B OCHOBHOM

OKa3bIBACT ,Z[CI‘/'ICTBI/IG Ha 9MCJIO l"paHYJ'IOI_II/ITOB) n TpOM6OHI/ITOHCHI/IH

Yacro DebOpunbHast HEUTPOTIEHUS

Ouenb penko | TpomOouuTO3, TPOMOOTHYECKAS] MUKPOAHTHOTIATHS

Hapymele CO CNOPOHbL MMMyHHOl:i cucmemnsl

Ouensb penko ‘ AHadunakTrdecKas peaKius

HapymeHu}z Memaboauzma u nUManus

Yacro ‘ AHopekcust

Hapymeﬂuﬂ CO CNOPOHbL H€p6‘H012 cucmemaol

Yacto ["osioBHast 60716, OECCOHHUIIA, COHIIMBOCTh
Heuacro Hapymenre Mo3roBoro KpoBooOpamnieHus

Ouens penko CunnpoM oOpatuMoi 3aHei sHIedanonaTHu

Hapywenus co cmoponul cepoya

Cepneunas HEJ0OCTAaTOYHOCTb, apuTMHs, MIPEUMYILECTBEHHO
Heuacto

CyNpaBEHTPUKYIISIPHAS
Penxo HNudapkr muokapaa

Hapywenus co cmoponul cocyoos

P CHmxeHne aApTCPpHUAIBHOTO JaBJICHHA, KIIMHUYCCKUEC IMPU3HAKN
€IKO
HepI/I(l)epI/I‘-ICCKOFO BACKYJIUTA U TAaHTPCHBI

Ouenb penko | CUHAPOM MOBBIILIEHHON MPOHULIAEMOCTH KalUJUISIPOB.

Hapywenus co cmopoHbl ObixamenvHoul cucmemsl, opeanos pyOHOU KIemKU U cpeooCmenus

Oppimka (Kak MpaBUIIO, JIETKOW CTEMEHW TSHKECTH W Impoxonsmas 0e3
OyeHn 4acTo
JIeUYeHNs)

Yacro Kamens, puaur

Bbponxocnasm (kak mpaBHIIo, JIETKOM CTENEHU TSHKECTH U KPaTKOBPEMEHHBIH,
Heuacro OJIHAKO, MOXKET IOTpeOOBaThCA IMPOBEACHUE MAapEHTEpaTbHON Tepamnun),
WHTEPCTULMATBHBIA THEBMOHUT

Penxo Otek Nerkux, pecnupaToOpHbIN JUCTPECC-CUHIPOM B3POCIIbBIX

Kenyoouno-kuuieunvie HapyuleHus

Ouens gacto TomHoTAa, pBOTa

- Jluapesi, CTOMATHT U SI3BEHHOE MOPAKCHUE CIU3UCTONH OOOJIOUKH IMOJIOCTH
acro
pTa, 3amnop

Ouens penko HMimemuyeckuit KOJuT
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O EOL AT Cl BHLL T o i3]
Hapywenus co cmoponul neuenu u sicenyesvbi8@oauux n%rretr IELUBATENTERUL TE UUUS)

[ToBbIIeHNE KOHIIEHTpAIMU «re4eHOUHbIX» TpaHcamuHasz (ACT u AJIT) u
OueHp yacTo .
mIeTI0YHOH (ocdaTassl

Yacro [ToBbIlIEHNE KOHIIEHTPALMK OMIIHpyOrHa

0 ['emaTOTOKCMYHOCTD TSKEIIOU CTCIICHH, BKJIIOYast MIEYCHOYHYIO
€4acTo
HEJIOCTaTOYHOCTh, B HEKOTOPBIX CIy4YasiX C JIETAIbHBIM UCX0JI0M

Penxo MOBBIIICHHE KOHIICHTpauu raMmmariaytamuiarpancdepassl (I'TT)

Hapyweﬁuﬂ CO CIMOPOHBL KOJHCU U NOOKONCHBIX MKAHel

AJIeprudeckue  KOXKHBIE  BBICBIITAHMS, COIMPOBOXKIAIOIINECS — 3YJO0M,
OueHp 4acTo
aIIoIIeIHA

Yacto 3y, NOTIUBOCTh

p S3BbI, 00pa3oBaHUE BE3UKYJ U HAPBIBOB, IIEIYIIEHUE, KOXHBIE PEaKIHUU
€/IKO .
TSDKEJION CTEIeHH, BKIII0Yas JeCKBaMalUIo U OyJUIe3HOE MOpaKEHUE KOKHU

Ouenb penko | Toxcuyeckuil anuaepManbHbId HeKponu3, cuHapoM CtuBeHca-/[>koHcoHa

Yacrtora
IlceBnonemmoant
HEU3BECTHA

Hapywenus co cmoponul mbluieunotl, ckeiemHou U COeOUHUMENbHOU MKAHU

Yacto bonb B ciuHe, Muaarus

Hapywenus co cmoponul nouexk u Mouesbigo0sauyux nymei

Ouenp yacto [IpoTennypus n€rkoi CTENeHu U reMaTypus

Heuacrto IToueunas HEJO0CTAaTO4YHOCTBD, FCMOHI/ITI/IKO'ypeMI/I‘ICCKI/Iﬁ CUHAPOM

Obwue napywenus u peakyuu 6 mecme 66e0eHusl

['punmonofgo6Hble CUMITOMBI (HaUOOJEe YACTHIMH CHUMIOTOMaMHU OBbLITH
JTUXOpajKa, ToJIoBHAs 00Jib, 03HOO, MUANTHS, ACTCHUSI U aHOPEKCHUS; TaKKe
coo0Imanoch O chay4dasX pa3BUTHUS KalUlsd, pPUHUTA, HEIOMOTaHUs,
OueHpb yacTo .
MOTOOT/IENIEHUST U TIPOOJIEM CO CHOM), OTeK/nepuepruueckuii 0TeK, B TOM
qrclie OTeK JUIa (KaK MpaBuIIo, MOCHEe MPEeKpalleHus Teparuu HabI01an0Ch

paspelieHne oTeKa)

Yacto Jluxopazka, acTeHus, 03H00

Penxko Peakium B MecTe BBeACHUS (KaK IpaBHJIO, JIETKOM CTeHeHI/I)

TpLZGMbl, UHMOKCUKayuu U OCJH0HCHEHUA npouedyp

Penxko ﬂyquaﬂ TOKCHUYHOCTB, IOBTOPHOC BOBHUKHOBCHHC JIYUYCBLIX OKOI'OB

Omnmcanue OTACIBHBIX HCXKCIATCIbHBIX DeaKHI/Iﬁ

Ipumenenue cemyumabuna 6 KOMOUHAYUYU C NAKTUMAKCENOM NPU paKe MOJIOYHOU dcele3bl

YactoTa reMaToIOrMueCKOM TOKCUYHOCTH 3 U 4 CTENEeHM TSHKECTH, B YACTHOCTH HEUTPOIEHUH,
YBEJTUYMBAETCS, KOTJa TeMIIMTa0WH MPUMEHSIETCS B KOMOWHAIMMU C TakiauTakcenoM. OIHaKo
YBEJTUYCHUE YACTOTHI JAHHBIX HEXENATEeIbHBIX PEAKIMii HE CBSI3aHO C YBEIMYCHHEM YaCTOTHI
WHGEKIUNA WIM TeMOpparudecKux MpOsSBICHUH. YToMiseMocTh U (heOpuibHash HEUTPOIIeHUs
BO3HUKAIOT 4Yalle, KOrJa TeMIMTa0WH TPHUMEHSETCS B KOMOMHAIIMM C MaKIUTaKCEIOM.

YTomisieMoCTb, HE CBSI3aHHAs C aHEMHeH, 0ObIYHO MPOXOAUT MOCIE MEPBOTO IUKJIA.
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4

-

Heowcenamenvhule signenus 3 cmenenu masjcecmy (MOCNEAOBATENEHO

['emaronoruyeckass TOKCHYHOCTB: aHeMUs — 5,7 %, TpomOouuronenus — 5,3 %, HEUTpOTICHUS —
31,3 %.
Heremaronoruueckass TOKCHUYHOCTB. (eOpuibHas HeWtponenus — 4,6 %, TOBbIIICHHAS
yromisieMocTs — 9,7 %, nuapes — 3,1 %, moTopHas Heiponarus — 2,3 %, ceHCOpHas HelponaTus
—-5,3 %.

Heorcenamenvuule s6i1enus 4 cmenenu majicecmu

I'emaTonoruueckast TOKCHYHOCTE. aHeMus — 1,1 %, tpombonutonenus — 0,4 %, HeUTponeHUsT —
17,2 % (umeliTponieHus 4 cTeneHu JUIMTEILHOCTBIO Ooee 7 qHei Obuta 3apeructpupoBanay 12,6 %
MAIUEHTOB).

Heremartonoruueckass TOKCHYHOCTBH: (eOpunbHas HelTpomenuss — 0,4 %, mnoBbIIeHHAs
yromisiemocts — 0,8 %, motopnas neliponatus — 0,4 %, cencopnas neiiponatus — 0,4 %.
Ipumenenue cemyumabura 8 KOMOUHAYUU C YUCNAAMUHOM NPU PAKE MOYEBO20 NY3bIPSL

Heoicenamenvuvie senenus 3 cmenenu mssicecmu

['emaTonorunyeckast TOKCHYHOCTh: aHeMus — 24 %, Tpombonuronenus — 29 %.
Heremarosiorndeckass TOKCHYHOCTb. TOIHOTA U pBOTa — 22 %, nuapes — 3 %, undexmnus — 2 %,
cromarut — 1 %.

Heorcenamenvhule sasnenus 4 cmenenu msasicecmu

['emaTonornyeckast TOKCHYHOCTh: aHeMust — 4 %, TpomOonuToneHus — 29 %.
Heremaronorunueckass TOKCHYHOCTH: HHpeKIus — 1 %.
Ipumenenue cemyumabura 6 KOMOUHAYUU C KAPOONIAMUHOM NPU PAKE AUYHUKOG

Heoicenamenvnvie senenus 3 cmenenu mssicecmu

['emarosiornyeckasi TOKCHIHOCTh: aHeMus — 22,3 %, veditponienust — 41,7 %, TpoMOOIIUTOIICHUS
— 30,3 %, netikonenus — 48,0 %.
Heremaronornyeckas TOKCMYHOCTh: KpoBoTedueHue — 1,8 %, ¢peOpunbHas neiitponenus — 1,1 %.

Heorcenamenvhule sasnenus 4 cmenenu msdicecmu

['emarosiornyeckasi TOKCUIHOCTE: aHemus — 5,1 %, neittponierns — 28,6 %, TpoMOOIITONIEHUS —
4,6 %, neiikonenns — 5,1 %.
HeremaTonornueckast TOokCcH4HOCTh: MHPeKIMs 0e3 HelTponenun — 0,6 %.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxHo coo0marsh O M0J03pPEBAEMBIX HEXKENaTeIbHBIX pPEaKLUUAX IOCIe PEerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ [eliblo 00ecTeYeHns HePephIBHOIO MOHUTOPUHTAa COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO TMpemnapara. MenuIUMHCKUM paOOTHHKAM PEKOMEH]yeTCs
coo0maTe O JIOOBIX MOJO3PEBAEMBIX HEKENIATENBHBIX PEAKIMIX JICKapCTBEHHOIO Ipernapara

YCpe3 HAMOHAJIBHBIC CUCTEMBI COO6HI€HI/I$I 0 HCXKCJIATCIBHBIX PCAKIUAX TOCyAapCTB — YJIICHOB
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(NOCNEQCBATENEHOCTE 0003)

EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccniickas @enepanys

®OenepanibHas Ciryx0a 1o Ha30py B cepe 31paBOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iiomaib, a. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEJIEKOMMYHUKAITAOHHON ceTu «HTepHeT:

http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3mpoBka

CuMOTOMBI

Knuanyecku gonmyctimas TOKCHYHOCTh HaOIr0/1a1ach NpU BBEJCHUH OJHOKPATHBIX /103 BIUIOTh
710 5,7 T/M? BHYTpHBEHHO B TeueHue 30 MUHYT Ka/Ible JBE HeJCIH.

Jleuenue

AHTHZIOT JUId reMuuTaOuMHaA HEW3BecTeH. B ciydae mojgo3peHus Ha Nepeao3upOBKY, MALUEHT
JIOJDKEH HaXOJAUTBCS MOJ MOCTOSHHBIM BpauyeOHBIM KOHTpOJIEM, BKJIIOYAs MOJCYET (HOPMYJIbI

KpoBH. [Ipy HEOOXOIMMOCTH MAIIMEHTY MPOBOJAT CHMITOMATHYECKOE JICUCHHUE.

5. ®APMAKOJIOTMYECKUE CBOMCTBA

5.1. @apmakoanHaMH4yecKHe CBOHCTBa

dapMakoTepareBTUYECKasl TPYIIIa: MPOTHBOOITYXOJIEBBIC CPEJICTBA; aHTUMETAOOUTHI; aHAJIOTH
MTUPUMHTAHA.

Kox ATX: LO1BCO05

MexaHN3M JIeUCTBUS

Iemimutabun  mpeacraBiser coOol  aHTUMeTaOONMUT TUpuUMHUAWHA. [Ipemapatr mnposBiseT
dazocnennpuIHOCTb, NEUCTBYS Ha KJIETKU B S (aze ((haza cuHTe3a J1e30KCUPUOOHYKIEHHOBOM
kucinotel — JIHK), u mpu ompeneneHHbIX 00CTOATENbCTBAX OJOKMpYET pa3BUTHE KJIETOK Ha
rpanue daz Gi/S.

['emuutabuH  MeTtabonu3upyeTcs BHYTPU KIETKM TOJ JACMCTBUEM HYKJIEO3MJKHHA3bl C
oOpa3oBaHHeM akTUBHBIX AudochartHbix U TpudochaTHeXx Hykieo3uaoB. LluroTokcuueckoe
NeiicTBUe reMIMTa0lHa MpOosBIISeTCs 3a cueT uHruobuposanus cuHre3a JJHK ¢ momomrsio aByx
MEXaHU3MOB JECWCTBUS mocpencTBoM jaupocatHbix U TpudochaTHBIX  HYKICO3HIOB.
Hudocdarupie HYKIEO3UABI MHTUOUPYIOT PUOOHYKICOTUIAPENYKTa3y, KOTopas NEHCTBYeT B
KayecTBe  E€JMHCTBEHHOIO  KaTajJu3aropa  peakluuil, MNpUBOASAIIMX K  0Opa3oBaHUIO
Je30KcHHyKiIeo3uaTpudocdaro, Heodxoaumeix it cuare3a JJHK. MHruOupoBanue manHOro

depmenTta  mocpenactBoM  AuQoc]aTHBIX — HYKJICO3UIOB  CHIDKAET  KOHIICHTPAIUIO
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JI€30KCUHYKIJIE03UIOB B LIEJIOM U JIE30KCUHYKIIE DSI/II[TpI/Id)-l)C(ba}%;B GderrOGH. -Tp-ll:léljobdva’[‘HHe

HYKJICO3UIbI aKTHBHO KOHKYPHPYIOT C AC30KCHHYKIeo3uATpudochaTamMu 3a BCTpawBaHHE B
moutekyiisl JIHK.

AHaJOTMYHBIM 00pa3oM HeOOJbIIOE KOJIMYECTBO reMIUTaOhHa MOXKET TaKKe BCTPauBaTbCs B
MoJIeKy bl pubonykiernHoBoi KkucinoThl (PHK). Takum o0pa3oM, CHHKEHHAsT BHYTPUKJICTOYHAS
KOHIIGHTPALUsl JIe30KCUHYKICO3uATpU(ochaTOB yCHIMBAaEeT BCTpauBaHue TpUochHaTHBIX
nykieosunos B JIHK. JIHK-monmumepasa srcuioH He 005agaeT CIOCOOHOCTHIO BBIBOJIUTH
reMIMTa0uH M BBIMOIHATH perapanuio pactymux mneneit JJHK. Ilocne toro, xak remMuutradux
BcrpauBaercs B JIHK, B pacrymue nenu JIHK nobaBnsercs eme oauH HykieoTua. [locie Takoro
n00aBJICHHUS TPOMCXOJUT TIOYTH TIOJHOE WHTHOMpoBaHWE panbHeimiero cuHTe3a JIHK
(MackupoBaHHas TepMuHaius 1enu). [locine BerpanBanus B JIHK remuurabuH, mo-BHIAMOMY,

CTUMYJINPYCT SaHpOl"paMMI/IPOBaHHHﬁ mpouecc rubenn KJICTOK, W3BECTHBIM KaK aIloNTo3.

5.2. dapMakokumHeTHYeCKHe CBOIiCTBa

AOGcopouus

MakcuManbHas KOHLIEHTpalus B IUIa3Me€ KpoBM (HaOdroAaBIIascs B TEUEHUE 5 MUHYT J0
OKOHYaHUS MH(Y3HUH) cocTaBisiia oT 3,2 no 45,5 Mxr/mi. KoHIeHTpaIys HCXOIHOTO BEIIeCTBa B
TnnasMe KpoBH TIOcie BBEJEHHs mpenapara B go3e 1000 mr/m? B Tedenue 30 MUHYT Oblia BBIIIE
5 Mkr/mi B Teuenue npumepHo 30 MUHYT mociie 3aBepiieHust nH(py3uu u Boime 0,4 MKr/mi eme B
TE€4YEeHHE Jaca.

Pacnpenenenne

O6beM pacrpesielieHHs KpoBM cocTaBian 12,4 nm/m? y sxemmuH u 17,5 1/M? y MykKuuH
(MexxBuOBast BaprabenbHOCTh Obla paBHa 91,9 %). O0beM pacmpeneneHuss B JPYTUX TKAHAX
cocTtaBnsn 47,4 1/M% ¥ He 3aBHCEN OT TOJIOBOH TIPHHAIEKHOCTH.

Cas3bIBaHUE € O€IKaMHU I1a3Mbl CYUUTAIOCh HE3HAUYUTEIbHBIM.

[Tepuon nmomyBbIBECHUS COCTABIISAN OT 42 10 94 MUHYT, B 3aBUCUMOCTH OT BO3pacTa u nosna. J{ns
PEKOMEHZIOBaHHOW CXEMbl BBEJICHHUS IMperapara BbIBEJCHHE TI'eMIMTa0MHA JOJDKHO OBIThH
MPAKTUYECKH 3aBEpIIEHO B TeueHue mnepuoga or 5 no 11 yacoB mocne Havana uHQy3uU.
['eMIMTaOMH HE HAKAIJIMBAETCS MPH BBEJICHUH OJIHU pa3 B HEJEIIO.

Buorpanchopmarnus

I'emiuTabuH OBICTPO META0OIM3UPYETCS IUTHUIUHIAC3aMHHA30M B TMEUYEHM, MOYKAX, KPOBH W
JIpYTUX TKaHAX. BenencTBue BHYTPUKIETOUYHOTO MeTaboIn3Ma reMuuTabia o0pa3yroTcsi MOHO,
- 1 TpudochaThl reMInTablHa, U3 KOTOPBIX aKTUBHBIMH CUMTAIOTCA U- U Tpudocdarsl. ITH
BHYTPUKJIETOYHbIE METabOJUThl He ObUIM OOHapyXkeHbl B Iula3Me win Mode. OCHOBHOM
MeTabomuT, 2'-1e30kcu-2",2"-muTopypuinH, He aKTUBEH U HE OTPEIeIsIeTCs B IUIa3Me B MOYe.

OIMMUHALNSA
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CHCTEMHBIN KIMPEHC HAXOAMICA B mpeaenax dr 29,2 ﬁﬂ‘/&hiEE%,%T%M*:E"%ABEE%M&& oT

1oJia ¥ Bo3pacta (MEKBHIOBasI BapuadEbHOCTh cocTaBisiia 52,2 %). KimupeHe y KeHIuH ObLT
npuMepHO Ha 25 % Hmke, yeM y MyX4uH. OCTaBasiCh BBICOKUM, KIUPEHC M Y MYXYUH, U Y
JKEHIIMH, M0-BUJAUMOMY, CHHXKAETCs ¢ BO3pacToM. [[s pekoMeHIOBaHHOW 103bI TeMIUTaOuHA
1000 mr/m? npu nH)Y3MOHHOM BBEJICHHHU B TeueHue 30 MUHYT Gojlee HU3KUE 3HAUCHUS KITHPEHca
JUTSI )KEHIIIMH U MY)KYHH HE TPEOYIOT CHIDKEHUS JI03bI reMIIuTabuHa.

Menee 10 % BbIBOAUTCS MTOYKaMU B HEU3MEHEHHOM BHJie. [loueyHbIi KIIMpeHe cOCTaBIIsI OT 2 A0
7 n/a/m?.

B Teuenue Henmenu mociie BBEIECHMS Ipernapara BhIBOAUTCA OT 92 no 98 % BBeneHHOM 103bI
remMiuTabuHa, mpu 3ToM 99 % BBIBOAUTCS IMOYKaMH, B OCHOBHOM B Buje 2'-nudropypunnta, a
1 % nmo3b1 — yepe3 KUIICYHUK.

Kunernka tpudocdaroB remuurabrga

JlaHHBII MeTaboJIUT MOKHO OOHAPYKUTh B MOHOHYKJICAPHBIX KJIETKaX NMepu(epruuecKoil KpoBHy,
U UWHPOpPMAaLuUs Jajee OTHOCHTCA K OTHUM KIETKaM. BHYTpUKIETOYHbIE KOHIEHTpAIUU
TIOBBIIIAIOTCS TIPOTIOPIHOHATBHO 103aM TeMIUTa0NHA B Mana3oHe oT 35 10 350 Mr/m? B Teuenue
30 muHyT, urOo oOO€cmeyMBaeT PaBHOBECHYIO KoHIeHTpauuto oT 0,4 no 5 wmkr/miu. Ilpu
KOHIIEHTPaLlMi TeMIUTa0MHa B IUIa3Me BbIIIE 5 MKI/MJ ypoBeHb Tpudocdaros reMuuTabuHa He
MOBBILIAETCS, HA OCHOBAHUU YETr0 MOXKHO MPEANOI0KUTH, YTO 00pa30BaHue JaHHOIO METa00InTa
B MOHOHYKJICAPHBIX KIIETKaX SBJISIETCS] HACHIIIIAEMBIM.

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

Kunernka 2'-ne3okcu-2',2'-nudropypuanaa

MakcumManbHas KOHLIEHTpauus B Iuiasme (depe3 3-15 mMuHyT nocie okoHuyaHus 30-MHHYTHOU
uay3un, 1000 Mr/mM?) coctaBisana ot 28 10 52 MKr/mi. MuHEManbHAas KOHIEHTpPAIHUS TIOCTe
BBEJICHUS OJIUH pa3 B Hejaelnto Obiia paBHa oT 0,07 o 1,12 Mkr/mi 6€3 KaXyIierocss HaKOTICHUSI.
KpuBasi «koHIIeHTpanus B TIa3Me — BpeMs» uMeeT TpexdazHyto GopMy CO CpeIHUM MEPUOIOM
MOJTYBBIBE/IEHUS B KOHEUHOU (paze — 65 vacoB (auana3on ot 33 o 84 1yacos).

Oo6pazoBanue 2'-1e30kcu-2',2'-mudTopypuIMHa U3 HCXOIHOTO BemecTBa: ot 91 10 98 %.
Cpennuii 06beM pacnipesenenus B kKposu: 18 n/m? (amanason ot 11 1o 22 1/mM?). Cpenuuii 066eM
pacripesieieHiss B PaBHOBECHOM cocTosHMM: 150 n/M? (nmamasoH ot 96 1o 228 n/m?).
Pacnipenienenue B TKaHAX: OOIIMPHOE.

Cpe M KaXyIuiAcs Kimupenc: 2,5 n/a/m? (muanason ot 1 110 4 m/a/m?).

[ToMHOCTBIO BBIBOAUTCS MOYKAMH.

KOM6I/IHI/IDOBaHHa$I TCpaliui rEMIIUTA0OMHOM M HAKIUTAKCEIOM

KomOuHMpoBaHHas Tepanusi He OKa3blBasla BIMSHUS Ha (papMaKOKWHETHKY reMIuTaOuHa WU

IMaKJIMTaKCela.
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KoMOMHMpOBaHHAS TepAIHs TeMITUTAOUMHOM H ap60nna{'H/I'I_=I':c;ivIlE-':|-':: BATENEHOCTE 0003)

[Ipy npuMmeHeHHMH B KOMOMHAIMKM C KapOOIUIaTUHOM (DapMakOKMHETHMKA TeMUuTabuHa He
MEHSIIACh.

IloyeyHas HEIOCTATOYHOCTh

[ToyeuyHnass HEAOCTATOYHOCTh JIETKOM WJIM CpelHEeH CTENEeHU TKECTH (CKOPOCTh KIyOOYKOBOM
¢mibrpanun (CK®) or 30 ma/mun no 80 mMi/MUH) HEe OKa3blBaeT CTAaOWMIBHOTO 3HAYMMOTO

BO3/CUCTBUS Ha (hapMaKOKMHETUKY FeMIIUTa0NHA.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJIbHbBIX BEIIECTB
Manunuron

Hatpus anerarta tpuruapar

1M xJstopoBoiopoiHas Kuciaota (st koppekuuu pH)

IM pactBop HaTpus ruapokcuaa (st koppekuuu pH)

6.2. HecoBMecTUMOCTH
JlaHHBI JIEeKapCTBEHHBIN TpenapaT HE CIEAyeT CMENIMBAaTh C JPYTUMHU JIEKAPCTBEHHBIMU

npenaparamMu, 3a UCKJIHOUYCHUEM YIIOMAHYTBIX B pa3aciic 6.6.

6.3. Cpox rogHocTH (CPOK XpaHEeHUs)

Jlnodbunmzar

3 rona.

IIpurotoBIIEHHBII PacTBOP

I'0TOBBIN K IPUMEHEHUIO BOCCTAHOBJIEHHBIN PAaCTBOP: XPAaHUTh B 3AILMIIEHHOM OT CBETA MECTE

npu temneparype ot 2 1o 8 °C He 6omnee 24 yacos. He 3amMmopakuBarts.

6.4. Oco0ble Mepbl PEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHuTb Ipu TeMriepatype He Boie 25 °C.

VYcnoBus xpaHeHus nocie pa30aBieHHs IEKapCTBEHHOTO MpernapaTa cM. B paszzaene 6.3.

6.5. XapakTep u cojep:KaHHe MEPBUYHOI YTAKOBKH

ITo 200 mr, 1000 mr, 1400 mr wim 1500 mMr Bo ¢rakoHBI O€CIIBETHOTO CTEKJIa BMECTUMOCTHIO
10 mn gna no3upoku 200 mr, 30 Mt 1yt no3uposku 1000 mr u 50 mut 1t qo3upoBok 1400 mr u
1500 mr, yKymopeHHbIE PE3WHOBBIMU MPOOKaMU M OOKaThle aTIOMUHHEBBIMH KOJMAYKaMHU C
IUIACTMACCOBOM MPEIOXPAHUTENBHOM KPBIIIKON MK 0€3 Hee.

[To 1 ¢akoHy BMecTe ¢ MHCTPYKLHKEN 110 METUIIMTHCKOMY MTPUMEHEHHIO (JIMCTKOM-BKJIABIIIIEM)

MOMCIAKOT B KAPTOHHYIO IMAYKY.
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6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH npu'ﬂ'%&*HE%%@&IIEHtﬂfkﬁﬁﬁb&&ﬁéﬁﬁoro

JIEKAPpCTBEHHOr0  Ipenapara MWJIH  OTXO0JA0B, MOJYYeHHBIX IOCJe NpPUMeHeHHUs
JIEKApCTBEHHOI0 Npenapara, u Ipyrue MaHUMyJIsIHM C NpernapaToM

[Tpy npUroTOBICHNUHN U YTUIM3ALMN PACTBOPA JI1 MH(Y3UHU TOJKHBI COOII0IAaThCS CTaHIapTHBIE
Mephbl 0€30IacHOCTH Ul pabOThI C IUTOTOKCHYECKUMH cpelcTBaMu. [lepemertienue pactBopa ams
UH(Y3UN JOJDKHO BBINOTHATHCS B 0O€30MacHOM OOKCe; HEOOXOJMMO HCIIOIB30BaTh 3alUTHBIC
xanatel W nepdatkd. [Ipu oTcyTcTBUU Oe3omacHoro Ookca 00OpydOBaHHE JJOKHO OBITh
JIOTIOJIHEHO 3alUTHON MacKol U 3allUTHBIMU oukaMu. [Ipu nonaganuy npemnapara B ri1a3a MOXKeT
BO3HUKHYTh CE€pbE3HOE pa3jipakeHue. [ 1a3a cieayer He3aMeUIMTENIbHO U THIATENbHO IIPOMBITh
BOJI0. Ecnm paznpaxxenne He MpoXouT, He0OX0AMMO 00paTUThCs K Bpady. B ciryuae nonaganus
pacTBopa Ha KOXKY CIEAYeT TIIATEIbHO MPOMBITH KOXKY BOJIOM.

1. B xaudectBe pactBopuTens ucnoib3yercs Toiabko 0,9 % pactBop Harpus xjopuzaa (6e3
KOHCEPBAHTOB). MakcuMallbHasi KOHLIEHTpalus reMiuuTaOuHa He JOoJKHA npeBblmars 40 Mr/mi.
PacTBOpBI, MpUrOTOBIEHHBIE C KOHIEHTpauueil Bbimie 40 MI/Mi, MOTYT COINPOBOXKIAThCS
HETIOJIHBIM PaCTBOPEHHEM.

2. PacTtBopenue u nr060e nocnenyrouiee pazoaBieHUe CIEAYET BBIIOIHATH C COOII0JCHUEM
METO/I0B acCEINTHKU.

3. JIy1st IpUTrOTOBIIEHUSI KOHIIEHTpaTa coaepkumoe ¢uiakoHa 200 Mr pacTBOPSIIOT HE MEHEe,
gyeM B 5 mi1, 1000 Mr — He MeHee, ueM B 25 mi, 1400 Mr — He MeHee, yeM B 35 mia, 1500 Mr — He
menee, yeM B 37,5 mn 0,9 % pactBopa Harpus xjopuzaa Juist uHbekunid. Kaxapiii drakon
aKKypaTHO B30AJTHIBAIOT JI0 MOJIHOTO pacTBOpeHUs inodunuzaTa. [lonyueHHbIN pacTBOp 10KEH
OBITH IPO3pPAYHBIM.

[TpurotoBneHHbIN KOHLIEHTpAT npenapara ['emuuradbun-AMEJIAPT, conepsxaiiuii HyKHY0 103y
npenapara, nepea BejeHHeM pazbaBisoT 0,9 % pacTBOpoM HaTpHsl XJIOPUAA B KOJHYECTBE,
JOCTaTOYHOM Juid 30-MUHYTHOM BHYTPUBEHHON MHDY3UH.

4. Ilepen mapeHTepadbHBIM BBEACHHEM HEOOXOIWMO BH3YaIbHO KOHTPOJIHPOBATH
NPUTOTOBIICHHBIM PAacTBOp HAa HAJIMYME MEXaHWUYECKHX TpuUMeceld M W3MeHeHue IBera. [lpum
HAJIMYUK MEXaHUUYECKUX BKIIIOUEHHUS PacTBOP Mpernapara He UCHOJb3YIOT JJIsl BBEACHUS.

Beck ocraBmmiics nekapcTBEHHBIN MpenapaTr U OTXOJIbI CIelyeT YHUUYTOXKHUTh B YCTAHOBIEHHOM

TOPSIZIKE.

7. JAEPKATEJIb PETUCTPAIIMOHHOT' O YAOCTOBEPEHUA
Poccniickas @enepanvs
000 «<-AMEJIAPT»

109316, r. MockBa, Bonrorpaackuit mpocrnexT, 1. 42, k. 24, stax 2, koM. 11.1
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ot 19.12.2023 N= 26554
Ten.: +7(495)-741-46-65 (NOCNEAQCBATENEHOCTE 0003)

dakc: +7(495)-741-46-65

Anpec 31ekTpoHHOM ouThl: info@amedart.ru

7.1. IlpeacTraBuTe/b Jep:KaTeisl PeruCTPALMOHHOI0 Y10CTOBEPEHHUS

[Iperen3zun HOTD66HTCHCﬁ HaOpaBJISITh 110 aAPECY.

Poccniickas @enepanvs

000 «<-AMEJIAPT»

109316, r. MockBa, Bonrorpaackuii mpocrekT, 1. 42, k. 24, stax 2, koM. 11.1
Ten.: +7-495-741-46-65

dakc: +7(495)-741-46-65

Anpec 31ekTpoHHO#M ouThl: info@amedart.ru

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9. JATA IEPBUYHOM PETUCTPALIUU (IIOJATBEPXKJIEHUS PETUCTPALIUHN,
INEPEPETUCTPALIMN)

JlaTta nepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

OOmast xapakrepucTuka jekapcTBeHHoro mnpemnapara ['emuuntabuH-AMEIAPT noctynHa Ha
UHPOPMALIMOHHOM TmopTaie EBpasuilckoro SKOHOMHUYECKOro cor3a B HH(GOPMalMOHHO-

KOMMYHHKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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