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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFOTIPERAPATA 1002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
I'emimutabun-Pyc, 200 Mr, mnodumu3ar 11 IpUTrOTOBIICHHS pacTBOpa i HHQY3Hil.

I'emimutabun-Pyc, 1000 mr, muoduamn3at 11t IPUTOTOBICHUS PAacTBOPA Il HHDY3HIA.

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTByto11I€€ BEIIECTBO: TEMITUTA0NH.

'emimrabun-Pyc, 200 Mr, inoduian3ar ULl MPUTOTOBJICHUS PACTBOPA UL NHGV3HIL:

Kaxnprii (hirakon cogepxut 200 Mr remiutabuHa (B BUIE THAPOXIOPHIA).

Kasx1ip1it MJ1 KOHIIEHTpATa MOCje MEPBOHAYATILHOTO PACTBOPEHUS 5 MII paCTBOPUTEISI CONEPKUT
40 mr remiuTabuHa (B BUAC THIPOXJIOPUIA).

BcnomoratenbHble BelIeCTBa, HATMYUE KOTOPHIX HAJ0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: Hatpuii (cM. pazzaen 4.4.)

I'emiuTabun-Pyc, 1000 Mr, nuodunusar Ui OPUrOTOBICHUS PaCcTBOPA Ui HHAY3UIL.

Kaxnprit dpnakon comepxut 1000 Mr remuurabuna (B BUAE THAPOXIOPUIA).

Kasxip1it MJT KOHIIEHTpaTa IMOCjIe EPBOHAYAIBLHOTO PACTBOPEHUS 25 MIJI paCTBOPHUTEIIS COJACPIKUT
40 mr remiuTabuHa (B BUAE THAPOXIOPHUIA).

BcmoMorarenbHbIE BEIIECTBA, HATHMYWE KOTOPHIX HAJO0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npenapara: HaTpuil (cM. paszaen 4.4.)

ITomHpIit MEPCUCHb BCIIOMOT'aTCJIbHBIX BEIICCTB IMIPUBEACH B pa3ICiic 6.1.

3. JIEKAPCTBEHHASI ®OPMA
JIno¢unusar A NPUTOTOBIEHUS paCTBOPA Il HHPY3UH.

HI/IO(l)I/IJ'II/I?sI/IpOBaHHa}I MaccCa UJIK MMOPOIIOK OT Oenoro A0 IIOYTH Oenoro OBCTA.

4. KIMHNYECKUE JAHHBIE

4.1. Iloxka3zaHus K NIPUMEHEHHIO

[Tpemapat I'emutabun-Pyc nokasan Kk NPUMEHEHHIO Y B3POCIBIX:

e MecTHOPACHPOCTPAHEHHBI WM METACTAaTUYECKUH HEMENIKOKJIETOYHBIA pak JIETKOro B
KauecTBEe Teparnuy MEepBOW JIMHUM B KOMOWHAIMM C IUCIUIATHHOM WM KapOOIUIaTHHOM, a
TaK)kK€ B MOHOTEpANHUH y MOKWIBIX MAIIEHTOB C (YHKIIMOHATBHBIM CTaTyCOM, PABHBIM 2.

e HepesekrtabenbHbIN, MECTHOPEIUANBUPYIOMIMN WM METACTaTUUYECKUH pak MOJIOYHOU
’Kelle3bl B COCTaBe KOMOWMHUPOBAHHOM TeEpanuu ¢ MaKIUTAKCeJIOM TIOcie MPOBEACHUS

HGO&,I[’LIOB&HTHOﬁ /U a,HLIOBaHTHOfI T€paniiyi C BKIIOYCHUEM AaHTPAOUKINHOB IIpU
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OTCYTCTBUH HpOTI/IBOHOKaSaHI/Iﬁ K UX Ha3HAYCHHIO.

e MecTHOPAaCIPOCTPAHEHHBIM WM METACTaTUYECKUI YpOTENHalbHBIM pak (pak MOYEBOIO
IIy3bIpsl, IOYEUHOM JIOXaHKHU, MOUYETOYHUKA, MOYEUCITYCKATEIbHOIO KaHaa).

e MecCcTHOPACHPOCTPAHEHHBI WJIM METACTATUYECKUN DJNUTEIUAJIbHbIA pPAK SUYHUKOB B
KayecTBE MOHOTEpanMM WJIA B COYETaHUM C KapOOIJIaTHHOM Yy TAIMEHTOB C
pOTrpeccCupoBaHUEM 3a00JIeBaHUS IOCTE MPOBEACHUS NMEPBOM JTUHUM TEPalmul HAa OCHOBE
MIPOU3BOJHBIX IIJIATHUHBI.

e MecTHOpPacpOCTPaHEHHBIN UIIM METACTATUYECKUI PaK MOIKETyT0YHOM JKEJIEe3bl.

e MecTHOpAacHPOCTPAHEHHBIN UM METACTATUYECKUIN paK MEUKHA MATKH.

e Pak XeT4eBBIBOJAILUX MYTEH.

4.2. PexxuM 103MPOBAHMSA M CIIOCOO MPUMEHEHHS
Jleuenue reMMTaOMHOM MOYKHO ITPOBOJUTH TOJIBKO MO/ HAOIIOIEHHEM Bpaya, UMEIOIIErO OMbIT
MIPUMEHEHHUS IPOTUBOOITYXO0JIEBOM TEPAIHH.

PexxuM 0o3upoBaHus

Mecmuopacnpocmpanennvlii. Uiy  Memacmamuyeckuti HemMenKoKIemounblll paxk J1ézko2o 8
Kauecmee mepanuu nepeoul TUHUU 8 KOMOUHAYUY C YUCNIIAMUHOM UTU KAPpOONIAMUHOM, d MAaKdice
8 Kauecmee MOHOMEPANUU Y HONCUTBIX NAYUEHMO8 C PYHKYUOHAIbHLIM CIMAMYCOM, PABHIM 2
Monomepanus: pexoMeH0BaHHAS 1032 MpenapaTa — 1000 Mr/M? B BHie BHYTPHBEHHOH HHQY31UK
B Teuenne 30 MuHyT B 1, 8 1 15 qauM kaxaoro 28-1HeBHOTO 1UKIA. J{03a MOXKET OBITH yMEHBITICHA
C Ka)X/JIbIM ITUKJIOM WJIM B T€UEHHE LIMKJIAa HA OCHOBAaHUM CTENIEHU TOKCUYHOCTH, HabIr0gaeMol y
NayeHTa.

Kombunuposannas mepanus ¢ yucniamunom: peKOMEHI0BAHHAS 1032 TIpenapata — 1250 mr/m?

B BHJI€ BHYTpUBEHHON UH(}Y3uu B TeueHne 30 MuHyT B 1 U 8 eHb Kaxkaoro 21-1HEBHOTO 1UKJIA
um 1000 mMr/m? B Buze BHYTpuBeHHOH HH(by3uu B Teuenue 30 MunyT B 1, 8 u 15 1HH Kaka0TO
28-1HeBHOTrO 1MKIa. J[03a MOXKET ObITh YMEHbILIEHA ¢ KaXKABIM IIMKJIOM WUJIM B TEYEHHUE IMKIIAa Ha
OCHOBaHUU CTENEHU TOKCUYHOCTHU, HaOMoAaeMol y nmauuenTa. L{ucnnatun BBOAUTCS B 103€ OT

75 mo 100 mr/m? oqua pa3 Kaxple 3 HEACNH.

Kombunuposannas mepanus ¢ kapbniamunom: peKoOMeHI0BaHHAS 1032 rpenaparta — 1000 mMr/m?
umy 1200 Mr/m? B BUJIe BHYTpUBEHHOI nH(Y3un B Teuenue 30 MuHyT B | 1 8 1eHb Kaxa0ro 21-
nHeBHOro 1wmkina. KapbOormatun BBoauTcess u3 pacuera AUC (mmom@aap moj  KpUBOU
«KOHIIEHTpanus-BpeMs») 5,0 mr/mia-muH B 1 neHb nukia nocie uHdy3uu remiurtabuna. Jloza
MOJKET OBITh YMEHBIIEHAa C KaXK/IbIM I[UKJIOM WM B TEUEHHE IMKJIAa HAa OCHOBAaHUU CTEIECHU
TOKCHUYHOCTH, HAOJII01aeMOM y MaIieHTa.

Hepezexmabenvhbiil, MmecmHopeyuousupyiowjuil Uiy Memacmamuieckuii pax MoI0YHOU JHcee3bl

6 cocmaee KOM6uHup06aHHOL7 mepanuu ¢ nakaiumaxkceiom nocie ﬂp06‘€0€Huﬂ HeoaovroBaAHMHOU
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wWunu  advOBAHMHOU  mepanuu ¢  GKIIOYeHUeM '-Wn'htp%lgﬁﬁznbﬂdcgﬂgﬁr%euu

npomueonoKasaHuu K Ux Ha3Ha1yeHuio

KOM6UHHDO€CZHHCL‘I mepanusl ¢ NaKaumaKkceiom. MaKINTaKCeII BBOOAUTCA B 103¢€ 175 Ml“/M2 B BUJC

BHYTPUBEHHON WMH(]y3un B TeueHue 3 4acoB B | AeHBb 21-THEBHOrO MHKJIA C MOCICTYIOUTUM
BBEJICHHEM TeMIuTabrHa. PekoMeH1oBaHHas 103a mpenapara — 1250 MI/M? B BUJIE BHYTPUBEHHOMN
uH(y3uu B Teuerrne 30 muHyT B 1 1 8 aeHp kaxaoro 21-gHeBHOro mukia. Jlo3a MOXeT OBITh
YMEHBIIIEHA C KAXJbIM IIUKJIOM WJIM B TEUCHHUE LIMKJIAa HAa OCHOBAHUMU CTEIEHH TOKCHYHOCTH,
HaOJII0JaeMOM y TIAIlMeHTA.

[Tepen HauaoM KOMOMHUPOBAHHOM Tepanuu (TeMIUTaOUH + MaKJIWTaKCeN) aOCOTOTHOE YHCIIO
IpaHyJIOLUTOB B KPOBU Y MAIIMEHTOB JIOJKHO OBITH HEe MeHee 1500/MKit.
MecmuopacnpocmpanerHvlti Uiy Memacmamudeckuli. ypomenudaibHulll pak (paKk mouesozo
ny3vips, NOYEUHOU JIOXAHKU, MOYeMOYHUKA, MOYeUCNYCKAMENbHO20 KAHANA)

Monomepanus: peKoOMeHI0BaHHas 103a npenapara — 1250 mr/m? B Bujie BHYTPUBEHHOI HHDY3UN
B TeueHue 30 MmuHyT B 1, 8 1 15 mHU Kakaoro 28-qHeBHOrO IUKIA. Jl03a MOXKET ObITh yMEHbIIICHA
C KQXKJIBIM IIMKJIOM WJIM B TE€UEHHUE [IUKJIAa HA OCHOBAHUH CTETICHHU TOKCUYHOCTH, HAOII01aeMOH y
ManyeHTa.

Kombunuposannas mepanus ¢ yucniamunom: PEKOMEHI0BaHHAs 103a rpenapara — 1000 mr/m? B

BU/JIE BHYTpUBeHHON MHQY3uH B TeueHure 30 MuHyT B 1, 8 u 15 1HU B coUeTaHNHU C IUCIIIIATUHOM,
KOTOPBIii BBOJIUTCS B peKOMEHTyeMoii 103e 70 Mr/M? B 1 1eHb cpa3y mociie HHQY3HH reMInTa0bnHa
WM BO 2 JIeHb KaXJ0ro 28-AHEBHOTO UK. [03a MOXKET OBITh YMEHBIIIEHA C KAXK/IbIM ITUKIIOM
WM B TE€YCHHE [IMKIIA HA OCHOBAHUU CTENIEHH TOKCUYHOCTH, HaOII01aeMOil y TaIleHTa.
Knuanueckue uccienoBanms mokasaiu, 4To mpH fgo3e nucratusa 100 Mr/mM? Habro1aeTes Goree
BBIPOKEHHAS] MUEJIOCYTIPECCHS.

MecmnopacnpocmpanenHblil Uiy Memacmamuyeckull SNUMenuaIbHblil paxK AUYHUKO8 8 Kauecmeae
MoHOmMepanuu Ui 6 COYemaHuu ¢ KapOOnIamuHOM ) NAYUEHMO8 C NpPO2PecCUpo8aHuem
3abo1esanusi nociie NPo8eoeHUs Nepeoll IUHUU MePanuu Ha OCHO8e NPOU3BOOHLIX NAAMUHbL
Monomepanus: pexoMeHI0BaHHas 103a penapara — 800 — 1250 Mr/mM? B Bujie BHYTPHBEHHOI
uH(y3uu B TeueHue 30 MuHyT B 1, 8 u 15 qHM kaxkgoro 28-mgHeBHOTO IUKA. J{03a MOXKET OBbITH
YMEHBIIIEHA C KAXKJbIM IIUKJIOM WIM B TEUEHHUE LIMKJIAa HA OCHOBAHUMU CTENEHH TOKCHUYHOCTH,

HaOJIF0JaeMOM y TIAIlMeHTA.

Kombunuposannas mepanus ¢ kapoonramunom: peKoMeHa0BaHHas Jo03a npenapara — 1000 MI/M?
B BUJIe BHYTpUBEHHOU nH(Py3un B Tederne 30 MuHyT B 1 U 8 neHb Kaxa0ro 21-THEBHOTO IMKIIA.
KapOomnatun BBoauTCs M3 pacdera nokaszarens AUC 4,0 mr/mumMuH cpady nocie HH(y3uu
remiutabuHa B 1 meHp Kaxaoro 21-gHeBHOTO IuKia. J[03a MokeT OBITh YMEHBIIIEHA C KaXKIbIM

OUKJIOM HJIM B TCUCHUEC ITUKJIA HA OCHOBAHHUHU CTCTICHHU TOKCHYHOCTH, Ha6moz[aeM0171 Yy nanucHTa.
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Monomepanus: pekoMen10BaHHas 103a npenapara — 1000 Mr/m? B BUJIe BHY TPUBEHHON HHBY3UHU
B TeueHue 30 MUHYT OJUH pa3 B HEACIIO B TEUCHHE 7 HEACNb C IMOCJIEAYIOUIUM HEIEIbHBIM
nepeprIBOM. 3aTeM Ipernapar BBOAUTC B 1, 8 u 15 nHu kaxkaoro 28-nHeBHOrO 1Mkia. Jlo3a Moxxet
OBITh YMEHBIIIEHA C KK/IBIM IIMKJIOM WUJIU B TCUCHHE ITUKJIA HA OCHOBAHUH CTEIIEHN TOKCUYHOCTH,
Ha0JI0JaeMO y TallMeHTa.

MecmuopacnpocmpanerHblli Unu MEMAcmamuyeckull paxK uletiuku Mamku

KOM6HHHD06aHHaﬂ mepanusl ¢ YUCnaamunom:. TIIpH MECTHOPACIIPOCTPAHCHHOM pake IIpH

MOCIIeA0BATEIbHON XUMHOIYYEBOM Tepanuu (HEO0aabIOBAHTHO) U MPU METACTATHUYECKOM paKe
IUCTIIATHH BBOANTCA B 103¢ 70 MI/M2 B 1 IeHb IIMKJIA C MOCIIETYIOIIMM BBEIECHHEM TeMITUTA0NHA.
I'eMiuTabUH BBOAUTCA B 103¢ 1250 Mr/M2 B 1 11 8 neHb Kaknoro 2 1-aHeBHOTO MUKIa. J[03a MOKET
OBITH YMEHBIICHA C KXK/IBIM [IUKIJIOM WJIHM B TEUEHUE 1IMKJIa HA OCHOBAHUU CTEIIEHU TOKCUYHOCTH,
HaOJI01aeMOH y MallUeHTa.

[Tpu MecTHOpacTIPOCTPaHEHHOM pake MPU OJHOBPEMEHHONW XUMHUOIYUEBON TEPAIUU MUCIIATHH
BBOIHTCS B j103¢ 40 MIr/mM? ¢ mocnemyromuM (HEMOCPEICTBEHHO T10CTIE BBEICHMS IUCIIATHHA)
BBeJieHUEM remiuTabuna. ['emunrabun BBogutcs 1 pa3 B Henelnto B TeueHue 6 Hemenb 3a 1 — 2
yaca 0 Hayaga JIydeBOH Tepamud B 103¢ 125 Mr/M? B BHe BHYTPHBEHHOH HHQY3HN.
Pexomenmyercs cienyromuii pexxuM JIydeBoit Tepanun: oomydenue 50,4 I'p BHEIIHET0 UCTOYHHUKA
Ha Bce mnose obnydenus B 28 ¢pakuusax, 1,8 I'p/nenp, 5 qHeil B Henento B TeueHue 6 Henenb
XUMHOTEPAITHH.

Pax sicenuesvieoosawux nymeii

KOM6MHMDO€LZHHCL‘1 mepanusl ¢ yucnaamurom. NUCIUIATUH BBOAUTCS B J103€ 70 Ml"/M2 B BHJIC

BHYTPUBEHHOM NUH(Y3UH B | 1€Hb LIMKIIA C TOCJIEYIOIINM BBEICHUEM remiutadbuna. ['emunradun
BBOAUTCS B 103¢ 1250 Mr/mM2 B BUzle BHYTpPUBEHHOH HH(Y3HuH B Tedernue 30 MuUHYT B | 1 8 1eHb
Kax10ro 21 -aHeBHOro 1ukia. Jlo3a MoXeT ObITh YMEHBIIEHA C KaKABIM [IMKJIOM WUJIM B TEYEHUE
IIMKJIa HA OCHOBAHUHU CTETNIEHH TOKCUYHOCTH, Ha0JIt0/1aeMOM y MalueHTa.

Koppekiiust 10361

Koppexyus 00361 no npuuune cemamonocuyeckol mokcuiHocmu

[Tpu mr000M MOKa3aHUK Mepe KaKIbIM BBEICHUEM TeMIINTa0nHA HEOOXOIMMO KOHTPOIHPOBATh
KOJIMYECTBO TPOMOOIIUTOB Y TPAHYJIOIMTOB B KPOBH.

B ciywae pa3BuTHS TEMaTOJOTHYECKOW TOKCHYHOCTH [103a TEeMIUTa0MHA MOXET OBITh

YMCHBIIICHA, 1100 €ro BBCACHUC OTJIOKCHO B COOTBETCTBUU CO CIICAYIOIIUMHA CXEMaMU:

KOppCKHI/Iﬂ JO3BI I CML[I/ITa6I/IHa B paMKax IUKJIA MIPU YPOTCINAJIbHOM pakKe,
A. HEMCJIIKOKJIETOYHOM pPaKe JICTKOro, pake HOJI)KeHYJIOLIHOﬁ JKCJIC3bI B KAUYECTBE
MOHOTCPAIINU WA B KOM6I/IHaLII/II/I C NUCIIJIaTHHOM
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i I(H:!L;Iu'e’: ITER..;L. E-.-l-."I'EJ:i EHOCTE 000Z]
COJIFOTHOE Ko?xntllgg/T;)o TPaHyJIOIUTOB Tp0M601911/1T0B 0 OT nzzixznymen
(x 10%/m)
>1 u >100 100
05-1 1580071 50 - 100 75
<0,5 WJIn <50 MPOITYCTUTh 03y *

*[IponyIeHHas 103a HE JOJDKHA BBOJMTBHCS B TCUCHHE LIUKJIA 10 TEX IMOp, MOKa aOCOIIOTHOE
YKCJIO TPaHyJIOIUTOB HE JOCTUTHET T0Ka3aTels kak MuaumyM 0,5 x 10%/1, a umciio TpoMGonuToB

He JOCTHUIHET mokazares 50 x 10%/1.

Koppeknus 10361 reMiuTabrHa B paMKaXx IUKJIA MPU pake MOJIOYHOM JKeJe3bl B
KOMOMHAIINHA C MTAKJIUTAKCEIOM

AOCOJIIOTHOE KOJIMYECTBO .
Konnuectso % OT npeapiaynei
Tpary IonTon TpomGormToB (X 10%1) 03B
B. (x 10%x)
>1,2 5 >75 100
1-<1,2 1581051 50-75 75
0,7-<1 u >50 50
<0,7 1501051 <50 MPOIYCTUTH 03y ™

*HponymeHHaﬂ J03a HC JOJDKHA BBOAUTHCA B TCUCHHC LIMKIJIA. TepaHI/IH HayHeTcd B 1 JCHDb
CJICOYIOUICTro nUKJIa, KaK TOJIBKO a0COJIIOTHOE YHCIIO rpanyJonruTOB JOCTUTHET IMOKA3aTCIIA KaK

muaEMYM 1,5 % 10%/71, 2 9rcno TpoMGOIUTOB HOCTUrHET mokasaTens 100 x 109/

Koppekuus 1031 remiutabnuHa B paMKax IIUKJIa PU pake SUYHUKOB B KOMOMHALIUU C

KapOOIIaTHHOM
AOCOTIOTHOE KOTHMYECTBO KomuuectBo % OT mpeapIIyIei
B. rpanynoruToB (X 10%/m) TpomGormToB (X 10%/1) J03BI
>1,5 " >100 100
1-15 17001 75-100 50
<1 158107 <75 MPOMYCTUTH 103y *

*[IpomymieHHas 103a He JOJDKHA BBOJAMTHCA B TEUEHHWE IHMKIA. Tepamus HayHeTcs B 1 JeHb
CIIETYIOIIETO IUKIIA, KaK TOJIHKO a0COTIOTHOE YHCIIO TPaHyJIOIUTOB JOCTUTHET MOKAa3aTeNs KaK
muHAMYM 1,5 % 10%/71, a 9rcno TpoM6OIUTOB HOCTUrHET mokaszatens 100 x 109/

I1pu n1060m nokazanuu B MOCIETYIONMX IIUKIIAX 1032 TeMIMTaOWHA JOJDKHA OBITH CHIDKEHA 10
75 % OT HAa4aNbHOU J03bI MEPBOTO IMKJIA TPU HATTUYUH CIEIYIOIINX BHUIOB IeMaTOJIOTHIECKON
TOKCUYHOCTH:

- abCcoNOTHOE Yncno rpanynonuToB <500 x 108/ B Teuenue Gonee 5 nHed

- a0COI0THOE YHCIIO TpaHynonuToB <100 X 10%/11 B Teuenue Gonee 3 mHel

- (eOpubHas HEUTPOTICHUS
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- 9HECII0 TPOMOOIMTOB <25 % 10%/1

- 3aJIeprKKa IMKJIa JeyeHus 0ojee ueM Ha 1 Helemro BCIeCTBUE TOKCUIHOCTH

Hns eviasneHus He2emMamono2uyeckou MmMoOKCUYHOCMU HEO0O0XOIUMO IPOBOIAUTH PETYISIPHOE
oOclieZloBaHNE MALMEHTa U KOHTPOJUPOBaTh (PYHKLMIO MEYEHU M Modek. B 3aBucumocTtu ot
CTENEHU TOKCUYHOCTH, HAa0II01aeMO Y MALIMEHTa, 103y MOYKHO CHUXKATh C KayKAbIM LINKIJIOM WU
B TEUEHUE IUKJIA.

Kak mnpaBuno, mpu Tsxenoil (3 winm 4 CTENeHH) HEreMaTrolorM4ecKod TOKCHUYHOCTH, 3a
UCKJIFOUEHHEM CIIyyaeB TOLIHOTBI/PBOTHI, TEpalui0 TIE€MUUTAOMHOM CJEIyeT BpPEMEHHO
IPEKPaTUTh WM YMEHBIINTH 03y IIperapara Ha OCHOBaHUY PELLEHMsI Jleyalllero spayda. Tepanus
JOJDKHA OBITh TPUOCTAHOBJEHA JO TEX IOp, MOKa, [0 MHEHHUIO Bpada, TOKCHYHOCTH HE
paspemmres.

Jis monydenus: MHGOpMaIMKM 0 KOPPEKLUH J03bl LUCIUIATHHA, KapOOIUIaTHHA U MaKJIUTaKceaa
py KOMOMHMPOBAHHOW Tepamnuu cieiyeT OOpaTUThCS K COOTBETCTBYIOUIMM HHCTPYKLHUSAM I10
MEAMLIMHCKOMY IPUMEHEHHUIO.

Oco0Bble IPVIIILI TAIUEHTOB

Tooicunvie nayuenmot (cmapuwe 65 nem)
['emMuuTaOMH XOPOIIO MEPEHOCUIICS Y MAlMEHTOB cTapiie 65 ner. HeT naHHbIX 0 TOM, YTO IS
MOKUJIBIX MAllMEHTOB HE00OX0IMMa KOPPEKLUS A03bl, IOMUMO TOM, YTO peKOMEH0BaHa JJIsl BCeX
MAIMEHTOB.
THayuenmoi ¢ HapyweHuem QyHKyuy nevenu u noyex
[TpyMeHsTh TeMIIMTA0UH y TAIMEHTOB C MEYCHOYHOW HEIOCTATOYHOCTBHIO HIIM C HAPYIICHHON
GyHKIMEH ToYeK CleAyeT C OCTOPOKHOCTBbIO, TaK KakK IMOJIYYEHHBIX B XO0Jl€ KIMHUYECKUX
UCCIIEIOBAaHUM  JTaHHBIX HEJOCTATOYHO JUIs MPENOCTABIIEHUS UYETKUX PEKOMEHJAIHi
OTHOCHUTEJIbHO KOPPEKIUU J03bl Y JTAHHBIX HOIMYJISIUNA NAllUEHTOB.

eTH
bezonacHocth 1 addexTuBHOCTS y AeTeit oT 0 g0 18 yieT Ha MaHHBIA MOMEHT HE yCTaHOBJICHBHI.
JlaHHBIE OTCYTCTBYIOT.

Crooco0 rmpuMeHeHus

[Tocne pasenenus mpemnapatr ['emmnuraOuH-Pyc BBOAST METOIOM BHYTPHUBEHHOW WHQY3UHU B
teuenue 30 MUHYT.

Mepvwl npedocmoposicnocmu, npumensiemvie neped npuMeHeHueM npenapama uiu npu 0opaujeHuu
¢ HUM

Hudopmarnius mo paboTe ¢ IUTOTOKCUYECKUMU TIperapaTaMu IpuBeieHa B pazaene 6.6.
NHCTpyKIMK 110 MPUTOTOBJIEHUIO JIEKAPCTBEHHOTO MpEnapara nepe NpuMEHEHUEM CM. B pa3Jielie

6.6.
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4.3. IlporuBomoka3aHus

- T'umepdyBCTBUTENBHOCTD K TEMIIMTA0OMHY WM K JIFOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
NIEPEYUCIIEHHBIX B pazzene 6.1.;

- bepemennocts (cM. pazzaen 4.6.);

- Ilepuwon rpyaHoro BckapMiauBanus (cM. pasnen 4.6.);

- Jlerckuii Bo3pact 10 18 et (3pheKTUBHOCT 1 0€30IaCHOCTh HE YCTAHOBIICHBI).
4.4. OcoOble ykazaHMsl M Mepbl NPe0CTOPOKHOCTH IPH IPUMEHEHUH
[Ipenapar I'emiutabun-Pyc Bo Bpemsi MH(Y3UM MEPEHOCUTCS XOPOILO, MOKET Ha3HAYaThCs
amOynaropHo. B ciyuae skcTpaBazauuu uH(y3us 10kHA OBITH Cpa3zy HpeKpalleHa U 3aTeM
BO300HOBJICHA, WCIOJB3YS JPYrod KpOBEHOCHBIH cocyn. Ilocme BBeaeHHsl mperapara
HE00X0JMMO BHUMATEIBHO CJIEIUTh 32 COCTOSIHUEM IMallUEHTA.
YBenuueHue npoa0KUTEIbHOCTH HH(Y3UH U TTOBBIILIEHHAS YaCTOTa BBEACHHUS Mpenapara MOryT
MPUBECTHU K MOBBIIICHUIO TOKCUYHOCTH.

C 0CTOPOKHOCTEIO

[TIpu wHapymennn (YHKIUW TI€YSHU W/HUIU TI0YEK, COIYTCTBYIOIICH JYy4eBOW Teparuu, y
NAIMEHTOB C HApyIIeHHUEeM (PYHKIIMU KOCTHOTO MO3Ta, C CEpACYHO-COCYTUCTHIMH 3a00JICBAaHUSMU
(B TOM 4HCIIC B aHAMHE3E).

Oco0ble yKa3aHus

I'emaTonornyeckass TOKCHYHOCTD

'eMIuTabuH MOXET MOAABIATH (DYHKIMIO KOCTHOTO MO3ra, 4TO MpOSBIAETCS JEHKONEHHEH,
TpoMOonuTonenueil uiau aHemued. Ilepen kakapM BBEAEHHWEM TeMIMTAOMHA HEOOXOIMMO
KOHTPOJIMPOBATh KOJIMYECTBO TPOMOOILIUTOB, JIEHKOLIMTOB U IPaHyJIOIIMTOB B KPOBU Y MAIIEHTOB,
noJiydarolux Tepamnuio npenaparom ['emuutabun-Pyc. [Ipu npusHakax yrHeTeHus: (QyHKIUH
KOCTHOTO MO3ra, BBI3BAHHOIO IpenapaToM, HEOOXOJUMO MPHOCTAHOBUTH JIEYEHUE WU
CKOPPEKTUPOBaTh 103y. Muenocymnpeccuss KpaTKOBPEMEHHA, Kak IIPaBUIIO, HE IMPUBOAUT K
YMEHBIIEHUIO 1036l U PEKO IPUBOANT K OTMEHE TEPAIIHH.

Yucno kaeTok nepudepudeckoil KpOBH MOKET MPOA0JIKATh YMEHBIIAThCS OCTE MPEeKpalieHus
NpPUMEHEHHs reMIMTaduHa. Y MalMeHTOB C HapylleHHeM (DYHKIMH KOCTHOTO MO3ra Teparuio
clleflyeT HauuHaTh C OCTOPOXKHOCTHIO. [Ipu 0THOBpEMEHHOM MPUMEHEHUH TeMIIUTa0uHa C IPYToi
XUMHOTEpanuen, Kak u pu IpUMEHEHUH JPYTUX BUOB HUTOTOKCHYECKON Teparnuu, HE0OX0IUMO
YUUTBHIBaTh PUCK KYMYJIATUBHOH cyrnpeccud (yHKIHUH KOCTHOT'O MO3Ta.

Hapymienue d)VHKI_II/Iﬂ TOYCK M ICYCHHU

CJ'IC,Z[YCT C OCTOPOXKHOCTBIO HNPUMCHATH T CMI_II/ITaGI/IH Yy HNalUMCHTOB C HApYHICHUCM (I)YHKLII/II/I
MNEYCHU WM II0OYCK, TAK KaK IIOJYUCHHBIX B XOJ€ KIMHHUYCCKUX HCCHG}IOB&HI/II)’I JaHHBIX

HEJIOCTaTOYHO JJISI TIPEIOCTaBICHUS YETKMX PEKOMEHIAIMK OTHOCUTEIHLHO KOPPEKIUU 03Bl Y
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JTAHHOM TIOIMYJISIIAN TIAIMEHTOB.

BBenenne remuutabuHa npyu MeTacTaszax B IIEYCHH, [IPU TeMaTUTE U aJIKOTOJIM3ME B aHAMHE3E, a
TaK)Ke IPU HUPPO3€ NIEUECHU YBEINUUBAET PUCK PA3BUTHS [IEUEHOYHOM HEJOCTATOUYHOCTH.
HeoOxoaumo peryisipHO IPOBOAUTH J1IAOOPATOPHBIE UCCIETOBAHUS AJIsl OLICHKU (DYHKIHHU MMOYEK
Y NICYECHHU.

ConyTcTBYIONIAg JyUeBasi Tepanus

ConyrcrByloias JiydeBasi Tepanusi (IIpoBoAUMasi OJHOBPEMEHHO WJIM C pasHULel B < 7 aHei):
HaOJII0AaIKCh CIly4au pa3BUTUS TOKCUYHOCTH.

JKuBbIe BaKIIMHEI

BaKI_II/IHy IIpOTHUB JKEITOH JIUXOpAaAKu U JOPYruc XKUBBIC ATTCHYHWPOBAHHBIC BAKIHWHBI HE
PECKOMCHAYCTCA NPUMCHATD Yy IMAMCHTOB, ITOJYYAaOUIUX TCPAIIUuIO FeMHI/ITa6I/IHOM.

CunanpoM o0paTuMoii 3aaael dHIehaIonaTun

VY nanueHToB, MoJIy4yaBIIMX FTeMIUTA0UH B KAUeCTBE MOHOTEPAIMK MM B KOMOWHAIMHU C IPYTUMHU
XUMHOTEPANeBTUYECKUMHU IpernapaTaMy, OTMEYaINCh Clydyau pa3BUTHUsS CUHIpPOMa 0OpaTUMOM
3agHe SHIEeQaToNnaTHN C TMOTCHUUAIBHO TSHKEIBIMH MOCHEICTBUSAMH. Y  OOJBIIMHCTBA
NAllMEeHTOB C CHUHAPOMOM o0Opatumoil 3agHell sHuedanomatiu HAOMIOATNCh OCTpas
apTepuanbHas TUNEPTEH3Us] U CYAOpOXKHAas aKTMBHOCTb, HO MOIJIM MPHUCYTCTBOBATh U JpyTue
CHUMIITOMBI, HalIpUMeD, TOJIOBHAsI 00JIb, BAJIOCTh, CIYTAHHOCTh CO3HAHMS U CIIENOTA.

Jlnaruo3 noaTBEpKIAETCS MOCPEICTBOM MPOBEICHNS MAarHUTHO-PE30HAHCHONW TOMOTpaduu.
CungpoM obOpatumoil 3aaHel sHuedamonatud OOBIYHO ObUT OOpaTUMBIM NpPU NPUMEHEHHUH
COOTBETCTBYIOIIMX MOAJEepKUBarolux Mep. Ecin B Xoje jeyeHus pa3BUBAETCS CUHAPOM
oOpatumoll 3agHell sHuedanonaTuy, NPUMEHEHHEe TIeMIMTa0lHa CJleqyeT OKOHYATelIbHO
IPEKPATUTh U MNPHUHATH TNOIAEPKUBAIOLIME MEPbl, B TOM YHCIE KOHTPOJIb apTEPHAIBHOIO
JABJICHUSI U IPOTUBOCYIOPOKHYIO TEPAITUIO.

CepaeuHo-COCyaHCTast CHCTEMA

W3-3a pucka HapylIeHUN cO CTOPOHBI cepla U (WIH) COCY0B IIPHU MPUMEHEHUU TeMIIUTa0nHA
0CO0YI0 OCTOPOKHOCTH CJIEAYET MPOSBIATH MPH JCUSHUU MAIUEHTOB C CEPJICYHO-COCYAUCTHIMU
SIBJICHUSIMU B aHAMHE3e€.

CHHOIPOM IOBBIIIIEHHON OPOHUIIAEMOCTH KAOUJUIIPOB

CI/IH,Z[pOM MMOBBIIICHHOM MNPOHUIACMOCTH KallUJIJISIPOB Ha6n10;[anc;1 Yy nNaueHTOB, MOJy4YaBIINX
T eMI_II/ITa6I/IH B MOHOTCpAIiMKu HWJIN B KOM6I/IHaI_[I/II/I C JApyIruMu XHUMHOTCPAINICBTUYCCKUMU
npenaparamMu. HaHHOC COCTOSIHHE OOBIYHO noaaacTCsd JCYCHHUIO B ClIydYac pacCllO3HAaBaHHA Ha
paHHeﬁ CTagiui W MPOBCACHUA COOTBECTCTBYIOIICTO JICHCHHA, HO OTMCYUAIIMCH U JICTAJIBHBIC
HCXOAbI. CocrosiHUE 3aKII0YaCTCS B CUCTEMHOM ITOBBIIIICHUH MNPOHUIACMOCTH KallUJUIAAPOB, IIPpHU

KOTOPOM >KHJKOCTH U OEJIKU M3 BHYTPHCOCYAMCTOTO MPOCTPAHCTBA MPOHUKAIOT B UHTEPCTULIMH.
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THMOATBOYMUHEMHUIO,  TSDKEIYI0 — apTepUalbHYI0  TUIOTEH3UIO,  OCTPYI0  IOYCUHYIO
HEJ0CTAaTOYHOCTh U OTEK JIETKOT0. B ciyyae pa3BUTHS CUHAPOMA MOBBIILIEHHOW MPOHUIIAEMOCTH
KalWUISIPOB B XOZI€ T€parnuu, IpuMeHeHHe reMIIUTa0rnHa JOKHO OBITh MPEKPAIICHO U MPUHSTHI
noanepxkuBaomiie Mepbl. CHHIPOM MOBBIIIEHHOW IMPOHUIAEMOCTH KalWJUISIPOB  MOXKET
BO3HUKATh B TeueHHe OoJjiee TMO3JHUX LUKIOB, W B JHUTEpaType OH AacCOLMUPYETCS C
peECIMPAaTOPHBIM JUCTPECC-CUHIPOMOM B3POCIIBIX.

DvyHKIMS JTErKUX

Kpome pecnimparopHoro aucrpecc-CHHAPOMA B3pPOCIBIX, APYrue HapylIeHUs (PYHKIMU JIETKHX,
WHOT/Ia TSDKEJIONW CTENeHW (HampuMmep, OTeK JIETKUX, MHTEPCTUIMAIbHBIN IMHEBMOHHT), OBLIN
3apEeTUCTPUPOBAHBI Y TAIMEHTOB, MOJy4YaBMIUX reMuuTaOuH. [Ipu pa3BUTHM TaKUX MOOOYHBIX
3¢ dexToB cremyeT paccMOTpeTh BOIMPOC O NPEKpalleHHH Tepanuu TreMuuTtaduHoM. Pannee
MCII0JIb30BAaHNE CUMIITOMAaTUYECKON TEPANMHU MOXKET YJIYyUIIUTh CUTYalUIO.

[Touku

T'emonumuxo-ypemuyueckuti cCuHOpOM

Y mnanueHToB, MNOJIYYaBIIMX TEeMIUTAOMH, PEIKO OTMEYANUCh KIMHUYECKHE HN3MEHEHUS,
COOTBETCTBYIOIIME TE€MOJUTUKO-ypemuueckoMy cunapomy (I'YC) (manHsle mno mnepuomy
MOCTPETUCTpaluoHHoro mnpuMmeHeHus1). ['YC sBusercs HapylIeHHEM, MPEICTaBIISIONINM
MOTEHIIMAIBHYIO yTrpo3y ajisi Ku3HU. HeoOXxoauMo MmpekpaTuTh Tepanuio TeMIUTaOMHOM TpU
MEPBBIX MPU3HAKAX JIIOOOTO CBUAETEIHCTBA MUKPOAHTHOMATHUYECKONH TeMOIUTUYECKON aHEeMUH,
TaKHUX KaK OBICTPO CHUKAIOIIUKCS YPOBEHb FEMOTJIOONHA C COMYTCTBYIOIIEH TPOMOOIIUTONICHUEH,
MOBBIIICHHE YPOBHSI OWIMPYOMHA CHIBOPOTKH KPOBHM, KpEaTWHHWHA CHIBOPOTKH KPOBH, a30Ta
MoueBUHBI kKpoBu WK JIJII'. [loueyHast HEIOCTATOYHOCTH MOXKET OBITH HEOOPATUMOM MPU OTMEHE
Tepanuu U MOKET MOTPeOOBATHCS AUATIHU3.

DepTUabHOCTD

B uccnenoBanusax GepTUIHBHOCTH TEMIIUTAOWH BBI3BIBAJ TUIIOCTIEPMATOTEHE3 y CaMIIOB MBIIIEH.
[ToaTOMy My>X)4rHAM, TTOJIYYAOIIUM TE€PANUIO0 TEMIIMTAOUMHOM, HE PEKOMEHTYETCSI OTIIOBCTBO BO
BpeMsl JICUCHHUS] U B TEUEHHE 6 MeCAIleB IOCIe €ro OKOHYaHHUA, a TaKKe PEKOMEHIYETCs
00paTUThCS 3a TOTMOTHUTEIHHONW KOHCYIbTAIIEeH B OTHOIICHHH KPUOKOHCEPBAIIUU CIIEPMBI U3-3a
BO3MOYKHOTO OECIUTOIUS BCIEACTBUE TEPAMMH TeMIIMTAOUHOM.

BcrmomorarensHble BenecTsa (HaTpuii)

[Tpemapat I'emuutabun-Pyc B no3upoBkax 200 mr u 1000 mMr conepxut menee 1 Mmons (23 mr)
HaTpus Ha (PJIAKOH, T.€. 110 CYTH HE COACPKUT HATPHUS. DTO CIEAyeT YUYUTHIBATh IPH Ha3HAUCHUUT

nmpemnapara naneHTaMu, HaxXOoJAIUMCS Ha TUCTE C OTPAHUYCHUECM IMOCTYIIVICHUA HATPUA.
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4.5. B3aumojeiicTBue ¢ JAPYruMu Jiekapct BeHHBIMH- qnﬂgr&pﬁ‘fhwtﬂfl ‘-I;p-gf?ﬁlr”shnbl

B3aNMO/IeiCTBHA

JIyueBag Tepanus

OpnHoBpeMeHHOE MpUMEHEHHE (COBMECTHOE WJIM C MHTEPBAJIOM MeHee 7 JIHEeH): TOKCUYHOCTb,
COMpSDKEHHAs] ¢ TaKUM MYJIbTUMOJAIbHBIM JIEYEHHEM, 3aBUCUT OT MHOXKECTBA Pa3IUYHBIX
(akTOpOB: 03Bl TEMIMTA0MHA, YACTOTHI BBEJCHHMS TEMIIMTA0MHA, O3Bl JY4YEBOH Tepamuw,
TEXHUKU TUIAHUPOBAHMS JTy4€BOI TepaInu, TUIA U 00beMa 00ITydaeMOl TKaHH.

JlokiuHUYecKkue ¥ KIMHUYECKHE MCCIEOBaHUs IMOKa3ajid, 4YTO TreMuuTaduH oO0janaer
PaguOCCHCUOMIN3UPYIOIUM  JIeCTBUEM. B eIMHCTBEHHOM HCCIEIOBAaHUH, B KOTOPOM
remiuTabuH BBOAMICA B 03¢ 1000 Mr/M2 B TedeHHH 6 HeleTb OHOBPEMEHHO C TEPAeBTHYECKHM
00JyyeHUEeM TpYJHOM KIETKM Yy MAIUEHTOB C HEMEJIKOKJIETOYHBIM pPAaKOM JIETKOro, Oblia
3apuKcupoBaHa 3HAYUTENbHAS TOKCUYHOCTh B BHUJIE TSDKEIOTO M MOTEHIMAIBHO OMACHOTO IS
JKU3HU BOCTIAJICHHSI CIIM3UCTBIX 000JI0YEK, TNIaBHBIM 00pa3oM 330(aruTa; a Takke MTHEBMOHUTA,
0COOEHHO Yy MalMEeHTOB ¢ OOJIBIINM 00bEMOM OOTy4eHUs! TKaHel (MennaHa o0beMa O0TydeHHS
4795 cm®). IlpoBomuBmmecs mo3ke HccuenoBanus (uccinemoBanus 11 dassl  mpm
HEMEJIKOKJIIETOUHOM pake JETrKOro) CBUIETENBCTBYIOT O I1E1ecO00pa3HOCTH  BBEACHHUS
remiuTabuHa B 0oJiee HU3KUX J103aX C COMyTCTBYIOLIEH JIy4eBOM Tepamuei ¢ MpOorHO3UpyeMoit
TOKCUYHOCTBIO. JlyueBas Tepamusi Ha oOmacte rpyaHoit kietku (COJ[ 66 I'p) mpoBoaunack
OJTHOBPEMEHHO C XUMHOTepamnuei reMuTabuHoOM B 103e 600 Mr/M? (4 BBEICHNS ) U IUCTIATHHOM
B 03¢ 80 Mr/m? (2 BBe/IeHN) B TeueHne 6 Henenb. Heckonbko ncnemopannii | u |1 dhassr mokazamnm,
4TO MPHU HEMEIKOKJIETOYHOM pake JIErKOro M pake IMOKeNTyJIOYHON jKelesbl LeraecoodpazHee
TIPOBOJIUTH MOHOTEPATINIO FeMIMTaOHHOM (B 03¢ 710 300 MI/M2/Henens) mapaIenbHo ¢ Ty4eBoi
Tepanuei. ONTUMaTEHBINA PEXUM [T 0€30IIaCHOTO BBEICHUS TEMIINTA0MHA C TEPAITEBTUIECKUMHU
JI03aMH JIy4€BOM Tepamuu emié He yCTaHOBJIEH JUIs BCEX TUIIOB HOBOOOPAa30BaHUI.
[TocnenoBarenbHOe MpuUMeHEHUE (MHTepBall Oojee 7 [HEH): KpoMme Jy4yeBOW peakiuu Mpu
BBEJICHHH reMiuTabuHa OoJjiee 4eM 3a 7 JHEW 10 WIM TOCJe JIy4eBOW Teparuu, yBEITUICHHS
TOKCUYHOCTH HE 3apETUCTPUPOBAHO. ITH JTaHHBIE TO3BOJISAIOT MPEANONOXKNUTh, YTO FeMIIUTA0UH
MOYKHO BBOJHUTH Yepe3 OJHY HEJNENI0 IOCie JIydeBOW Tepamnuu WM TOoCie TOro, Kak OyayT
pasperIeHbl OCTpbIE MOCIIEACTBUS JIy4eBOM Teparnuu.

W npu omHOBpEMEHHOM, M TIPW IMOCIEIOBATEIHPHOM NPUMEHEHWH TeMIUTaOWHA C JIy4eBOM
Tepanue OBbLIM 3aperuCTPUPOBAHBI JIyYEBBIC MOBPEXKICHHUS O0TydyaeMbIX TKaHEH (Hampumep,
330(aruT, KOJIUT U THEBMOHMT).

Jlpyrue

He pexoMeHmyeTcsi COBMECTHOE TMPUMEHEHHE C KMBBIMH BAKIIMHAMH JKEJITOW JIMXOPAIKH M

APYruMu KUBBIMU BaKIOWHaAMH, BCJIICACTBUC pPHUCKa CUCTEMHOI'O 3a00/1eBaHUs C BO3MOYKHBIM

10
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4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemeHHOCTH

Her nmocTaTouHBIX [JaHHBIX O NPUMEHEHWHW TeMIUTaduHa Yy OepeMEHHBIX >KCHIIMH. B
WCCJICIOBAHMAX Ha YXUBOTHBIX HAOJIOMAIOCh TOKCHYECKOE JEHCTBHE HA PENPOTYyKTHBHYIO
¢byakuio. Ha ocHOBaHMU Pe3yJbTaTOB MCCIICIOBAHMA Ha KMBOTHBIX M MEXaHHW3Ma JCHCTBUS
reMiUTabuHa JaHHBIN MpermapaT He CIeIyeT HCIONb30BaTh B TEUCHHE OCPEMEHHOCTH 03 SIBHOU
HEOOXOIMMOCTH.

Kenmuuam pekomeHayeTrcs u30eraTh HACTyIUICHUsT OEpEeMEHHOCTH B XOJe Tepanuu
reMIIMTa0MHOM, a B CIIy4ae, €CIIM ATO IIPOU30IILII0, HEMEIJICHHO COOOIIUTD JIeUalieMy Bpady.
JlakTaims

HeusBectHo, BbIIEIsETCS JIM TEMUUTAOMH C TPYIHBIM MOJIOKOM, M HENb3S HUCKIIOYHUTH
HekenaTelbHble dQGEeKThl 1 TPYAHBIX neTeil. Kopmienue rpyapio Ha MPOTSHKEHUU JICUCHUS
TeMIIUTA0MHOM CIICTyET MPEKPATHTh.

DdepTUabHOCTD

B uccnenoBanusax (hepTHIBHOCTH TeMIUMTAOMH BBI3BAJI TUIIOCIIEPMATOTCHE3 y CAMIIOB MBIIICH.
[ToaToMy MyKUMHaAM, MONYYalOIIUM TEPANUI0 TEeMIUTAOMHOM, HE PEKOMEHIyeTCs 3adaThe
pC6GHKa BO BpCMfI JICHUCHUA U B TCUCHUC 6 MECAILIEB IIOCJIE€ €TI0 OKOHYaHHs, a TaKikKeE
peKoMeHyeTcsi  oOpaTUTbCS  3a  JIONIOJHHUTENbHOW  KOHCyJIbTalluell B OTHOIIEHUU
KPHUOKOHCEPBAIIUH CIIEPMBI U3-32 BO3MOXHOTO OECTTONS BCIEACTBUE TEPAMUU T€MIIUTAOMHOM.
4.7. BiusiHde Ha CrMOCOOHOCTH YNPABJSTH TPAHCINOPTHBIMH CpeICTBAMH H padoTaTh C
MeXaHU3MaMH
HccnenoBanuii BIMsSHUSA TeMUIMTa0MHA Ha CHOCOOHOCTh YIPaBIATh aBTOTPAHCIOPTHBIMU
CpeICTBAMU M JPYTHMH MEXaHH3MaMU HE MPOBOAMIOCh. TeM He MeHee W3BECTHO, YTO
TeMIIMTa0UH MOXET BBI3BATh COHJIUBOCTH OT CNa0Oil MO yMEpEeHHOW CTENEeHH BHIPAKEHHOCTH,
0COOEHHO COBMECTHO C YIOTPEOJIECHUEM aITKOTOJIS.
[TanneHTOB cieqyeT mpeaocTeperaTe OT YNPABICHUS MEXAHU3MAaMM B TEX CIIy4asX, KOrJa OHHU
YyBCTBYIOT COHJIUBOCTb.
4.8. Hexkenare/ibHbIE peaKINU

Pesrome mpodmnsg 6e30mmacHOCTH

CaMbIMH  pacHpOCTpaHEHHBIMH HE)KENATeIbHBIMH PEaKUUsMHU, CBSI3aHHBIMM C Tepamnuei
npenapatoM ['emrurabun-Pyc, SBIsIOTCS TOIIHOTa CO PBOTOM MIM O€3 PBOTHI, MOBBIIIEHHBIN
ypoBeHb TieueHOuHbIX TpaHcamuHaz (ACT/AJIT) u menounoit Qocdarasbl, oTMeuaBIIUECT
npuOIM3uTENBbHO Y 60 % ManueHToB; MPOTEUHYPUS U reMaTypHsi, OTMeuaBLIrecs mpumMepHo y 50

% mnanueHToB; oaplika, orMeudaBmasics y 10 — 40 % mauueHnToB (¢ HauOOJbIIEH YacCTOTON y

11
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OOJILHBIX PAKOM JIETKOT0); ajjiepruiyeckasi Ko>kHast cmns';@aﬁﬂ;@r;éﬂﬁ%l;%hrgsﬁf'egsﬁg y 25

% manueHToB U CBsA3aHHas ¢ 3ynoM y 10 % nanueHTos.

Ha 4dacToTy U cTeneHb TSDKECTH HeXeNaTeIbHBIX PEaKIMi BIHMSIOT 03a, CKOPOCTh MHPY3UU U
MHTEPBAJIbI MEXy BBEICHUSMH penapara. K 1030IMMHUTHPYONIMM HeKeNaTeIbHbIM PEaKIHsIM
OTHOCSITCS CHHIKEHHUE YHCIIa TPOMOOIIUTOB, JICHKOIIUTOB U TPAHYJIOLUTOB.

PesroMe HexxenaTeabHbBIX PeaKIi

[ToGouHbIE peakuu, BCTPEUYABIIMECS dYalle, YeM B CJAMHUYHBIX CIIy4asX, IEPEUYHCICHBI B
COOTBETCTBHUH CO CJICYIONIEH rpajamnueii: odeHs yacto (> 1/10): wacto (> 1/100, < 1/10): mHeuacto
(>1/1000 1 < 1/100); peaxo (>1/10000 u < 1/1000); ouens peako (< 1/10000), yvacToTa HEU3BECTHA
(Ha OCHOBaHWHY UMEIONINXCS JAHHBIX OIICHUTH HEBO3MOXKHO).

Hngpexyuu u unsasuu

4acTo — UH(EKIINH;

4acTOTa HEU3BECTHA — CETICHUC.

Hapywenus co cmopoHbl Kposu u tumpamuieckoi cucmembl.

OYCHBb YaCTO — aHEMWUSI, JICHKOIEHUS (KaK MPaBUIIO, HAOIIOIaeTCsl yrHETeHUE (PYHKIIMH KOCTHOTO
MO3ra JIETKOH WM CpeAHeH CTENeHH TSKECTH, 1 B OCHOBHOM OKa3blBaeT JIECHCTBUE HA YHCIIO
TPaHyJIOIUTOB) U TPOMOOIIUTOIICHUS;

yacTo — (eOpriIbHasT HEUTPOTICHNUS;

OYEHb PEJIKO — TPOMOOIIUTO3, TPOMOOTHYECKAS MUKPOAHTUOTIATHSI.

Hapywenus co cmoponvt uMMyHHOU cucmembl.

OUYEHb PEIKO — aHADUITAKTHIECKAs PEaKIusl.

Hapywenus memabonuzma u numanus:

94acTo — aHOPEKCHSI.

Hapywenus co cmoponul HepeHoll cucmemvi:

4acTo — TOJIOBHasA 00Jb, 0ECCOHHMUIIA, COHJIMBOCTB;

HEYacTo — HapyIIeHHe MO3TOBOT'O KPOBOOOPAIIICHUS;

OYEHb PEJIKO — CHHIPOM O0paTUMOM 3aHel dHIIepaTonaTuH.

Hapywenus co cmoponul cepoya:

HEYaCTO — CepJIeUHast HeJJOCTATOYHOCTh; apUTMHSI, TPEUMYIIIECTBEHHO CYIIPaBEHTPUKYJIISIPHAS,
penko — nH(apKT MUOKap/a.

Hapywenus co cmoponwl cocyoos:

pPEIKO — CHIDKEHHE apTepUalbHOTO JaBlEHUS, KIWHUYECKHE TMPU3HAKH MepU(epUIecKoro
BaCKyJIMTa U TaHTPEHBI;

OYEHB PEJIKO — CHHAPOM ITOBBIIICHHON MPOHUIIAEMOCTH KAITHJUTSIPOB.

Hapywenus co cmoponsl ObixamenbHOU cucmembl, Op2aHo8 epYOHOLL KIeMKU U CPeOO0CmeHUsL:
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 13.11.2024 N= 25046
OeHB YACTO — O/BIIIKA (KAK PABHII0, JIerkoii cjrernernn FikbetimiipoRd i 6es metkiii);

4acTo — Kallellb, pPUHHUT;
HEeJacTo — OpOHXOCTa3M (KaK MpaBUIIO, JIETKON CTETIEHHU TSDKECTH M KPaTKOBPEMEHHBIH, 0/THAKO,
MOJKET MOTPeOOBaTHCS MPOBEICHUE MAPEHTEPATbHON TePANiuu ), UHTEPCTUIMAIbHBIN THEBMOHMT;
PEAKO — OTEK JIETKUX, PECIMPATOPHBIN JUCTPECC-CUHIPOM B3POCIIbIX.

Kenyoouno-kuuieunvie HapyueHus:

OUYEHb 4YaCTO — TOLUIHOTA, PBOTA;

4acTo — Juapesi, CTOMaTuUT, SI3BEHHOE MMOPAKEHUE CIU3UCTOM 000I0YKH MOJIOCTH PTa, 3aIop;
OYEHb PEJKO — UILIEMUYECKHUI KOJIUT.

Hapywenus co cmoponvl neuenu u i#cenuesbleo0sauux nymeii:

OYCHb 4YaCTO — IMOBBIIICHUE KOHICHTpAIMU «meueHouHbix» TpancamuHaz (ACT u AJIT) u
niesoyHoi gocdarassr;

YacTO — MOBBIIICHHE KOHIIEHTPALUU OUITUPYyOHHa,

HEYaCTO — IeMaTOTOKCUYHOCTh TSKEJION CTENEeHM, BKJIIOYas MMEYEHOYHYI0 HEJIO0CTaTOYHOCTh, B
HEKOTOPBIX CIIydasiX C JETaJbHbIM UCXO0JI0M;

PENKO — MOBBIIIEHNE KOHIIEHTpauy rammarinyramuntpanchepassl (I'TT).

Hapywenus co cmopoHul KodtcU 1 NOOKONCHBIX MKAHEIL:

OUYEHb YaCTO — AJIJIEPrUUECKHE KOYKHBIE BBICHIIIAHUS, COITPOBOXK/IAIOIIUECS 3y/10M, AJIOTELINS;
4acTo — 3yJ, OTJINBOCTH;

pelnKo — s3Bbl, 0Opa3oBaHHE BE3WKYJI M HApBIBOB, MIETYLIEHHE, KOXHbBIE PEAKIMH TSDHKEION
CTETIEHH, BKJIIOYast IECKBaMalllIo U OyJIe3HOe MOpaKeHNne KOXKU;

OUYEHb PEJIKO — TOKCUYECKHH dnuaepManbHbIi HEKpOiInu3, cuHApoM CtuBeHca-/[>KoOHCOHa,
4acTOTa HEU3BECTHA — IICEBAOLEIUTIONUT.

Hapywenus co cmoponvl mvluteyHoul, ckeiemHoll u cOeOUHUMEeNbHOU MKAHU:

4acTo — 00JIb B CIIUHE, MUAJITHS.

Hapywenus co cmoponsl nouek u mMouesvbi800auux nymeii.

OUYE€Hb YaCTO — MPOTEHHYPHUS JIETKOU CTENIEHU U FeMaTypus;

HEYacTo — MOYEYHask HEA0CTaTOYHOCTh, TEMOJIMTUKO-YPEMUYECKHI CUHIPOM.

Obwue napywenus u peakyuu 8 Mmecme 68e€0eHUs:

OY€Hb YacCTO — IPUMINONOA00HBIE CHHIPOMBI (Hanbosiee 4acThIMU CUMITOMAaMHU ObUTH JINXOPAJKa,
rojioBHast 00J1b, 03HOO, MUAJITHsI, ACTEHUSI M AHOPEKCHS; TaKKe cOO0IIAIOCh O CIIydasiX pa3BUTHS
Kalllyisi, pUHUTA, HEJOMOTaHHUs, OTOOT/AEICHUsI U MpoOJIeM CO CHOM), OTeK/TiepudeprudecKuit
OTEK, B TOM 4YHCJIe OTeK Jiuia (Kak IMpaBHJIO, MOCJIE IMpeKpalleHus: Tepanuu HabIraanoch
paspenieHue OTeKa);

4acTo — JIMXOPAaJIKa, aCTCHHUS, 03HOO;
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
0T 13.11.2024 N= 25046
PEJIKO — PEaKIHH B MecTe MHbEKIMH (Kak paBio, errkom-tretreriy - | =1 1BHUCTE D00Z]

Tpasmbi, unmoxkcukayuu u OC10HCHEHUsL NPOYEOYP:
pPEeAKO — JyueBasi TOKCUYHOCTb, TOBTOPHOE BOBHUKHOBEHUE JTYYEBBIX 0KOTOB.

OmnmncaHne OTACIBHBIX HEXKEIATSIbHBIX PEaKITM

Ilpumenenue cemyumadbuna 6 KOMOUHAYUU C NAKAUMAKCENOM NPU PaAKe MOJIOYHOU Jicene3bl
YacToTa reMaToIOrH4ecKOi TOKCUYHOCTU 3 U 4 CTENEHU TSAXKECTH, B YACTHOCTU HEUTPOIICHUH,
YBEJIMYUBACTCS, KOTJIAa TeMIIMTA0WH MPUMEHSETCS B KOMOWHAIMU ¢ MakiuTakceaoM. OgHako
YBEIUYCHUE YACTOThI JAHHBIX HEXKEJIATEIbHBIX PEaKIMid HE CBA3aHO C YBEIMYECHHUEM YacCTOTHI
WH(EKIUHA WM TeMOppParnuecKux MposiBICHUN. YToMIsIeMOCTh U (heOpriibHas HEUTPONEHUS
BO3HUKAIOT 4Yalle, KOrjJa TeMIMTAa0WH TIPUMEHSETCS B KOMOWHAIIMA C TAKIUTAKCEIIOM.
YToMiseMOCTh, HE CBSI3aHHAs C aHEMHUEH, OOBIYHO TPOXOIUT MOCIE MEPBOrO IHUKJIA.

Heoiwcenamenvnuvie senenusn I11 cmenenu msascecmu.

I'emaTonornueckas TOKCHYHOCTD:

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

HeremaTonornueckass TOKCHYHOCTb:

bebpunbHas HeiTponenus — 4,6 %, MoBbIIeHHAs yTomisieMocTs — 5,7 %, muapes — 3,1 %,
MoTOpHas Helipomnatus — 2,3 %, ceHcopHas HeliponaTus — 5,3 %.

Heowcenamenvnuvie aenenus IV cmenenu msicecmu

['emarosiornyeckasi TOKCHYHOCTb:

anemus — 1,1 %, tpomborutonienus — 0,4 %, neittponenus — 17,2 % (ueiirponienust IV creneHn
JUTUTETLHOCTHIO OoJiee 7 AHel Oblna 3apeructpupoBana y 12,6 % mainueHToB).
Heremaronorudeckass TOKCHYHOCTb:

dedpunpHas Helitporienus — 0,4%, nmoBsitenHas yromisiemocts — 0,8 %, MoTopHas HeifpornaTus
— 0,4 %, cencopnas Heitponarus — 0,4 %.

Ilpumenenue cemyumadbuna 6 KOMOUHAYUU C YUCNIAMUHOM NPU PAKE MOYE8020 NY3bIPsL

Heowcenamenvnuvie saenenusn Il cmenenu msowcecmu

I'emaTonornueckas TOKCHYHOCTb:

anemus — 24 %, tpomborutonenus — 29 %.

Herematonornueckass TOKCHYHOCTD:

TOWIHOTA U pBOTa — 22 %, nuapes — 3 %, unpexws — 2 %, cromatut — 1 %.
Heowcenamenvhuole saenenusn IV cmenenu msasicecmu

I'emaTonornyeckass TOKCHYHOCTD:

anemus — 4 %, TpomOouutonenus — 29 %.

Heremaromornyeckass TOKCHYHOCTD:

uHpexus — 1 %.
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
0T 13.11.2024 N= 25046
Ipumenenue cemyumabuna 6 KOMOUHAYUU C KA 76onﬂan4ﬂ'm'}w-;l5t;l'piﬁ‘é'£%bbec Tk 0002)

Heorcenamenvnvie sienenus 111 cmenenu msoicecmu

I'emaTonorunueckas TOKCUYHOCTb:

anemus — 22,3 %, neiitponenus — 41,7 %, tpomboumtonenus — 30,3 %, netikonenus — 48,0 %.
Heremarosiorunyeckasi TOKCHYHOCTD:

kpoBoTeueHus — 1,8 %, pebpunbnas neiirponenus — 1,1 %.

Heorcenamenvnuvie signenus 1V cmenenu msascecmu

I'emaTonornueckas TOKCHYHOCT:

anemus — 5,1 %, neritponierus — 28,6 %, TpomOoruTonenus — 4,6 %, nerikornenus — 5,1 %.
Hezcemamonocuueckas moxkcuunocms:

uHpeknus 6e3 Heritponennu — 0,6 %.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

Baxxno coo0mare 0 MOAO3pEeBaEMBIX HEXKEIATENbHBIX PpEaKIHsIX T0CIEe PEerucTparuu
JIEKApCTBEHHOIO Tpemnapara ¢ 1eiblo 00ecrneueHusi HepepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a — PHUCK» JICKAPCTBEHHOTO Mpernapara. MenuIMHCKAM pPaOOTHUKAM PEKOMEHYETCs
coo0ImaTe O JIIOOBIX MOJ03PEBAEMBIX HEXKENATEeNbHBIX PEaKIHMSIX JICKApCTBEHHOTO MperapaTa
yepe3 HallMOHAJIbHBIE CUCTEMbl COOOIIEHUS O HEXENATEIbHBIX PEaKIUIX TOCYJapCTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOr0 COK3a:

Poccuiickaa ®@eodepayus

®OenepanbHas ciyx0a 1Mo Haa3o0py B cdepe 3apaBooxpanenus (Poc3apaBuaazop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Cailt B UH(GOPMAITMOHHO-TEIIEKOMMYHUKAITMOHHOMN CeTH «AHTepHeT:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

AHTHIIOT AJi1 reMiuTaduHa Hen3BecTeH. KimHu4Yeckn nTomycTruMasi TOKCHYHOCTh HabJt01amach
TIPH BBEICHNM OJHOKPATHEIX 103 BIIOTH 10 5,7 T/M? BHYTPUBEHHO B TedeHue 30 MUHYT KaXKIble
JIBe Heaenu. B cinydae mono3peHus Ha MEpeAO3UpPOBKY MAIMEHT JIOJDKEH HaXOJUThCA MOJ
MOCTOSTHHBIM Bpaue€OHBIM KOHTPOJIEM, BKII0Yas mojacueT Gpopmyisl kpoBu. [Ipu HE0OX01uMOCTH

MAanUCHTY MPOBOAAT CUMIITOMATHUYCCKOC JICUCHUC.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA
5.1. dapmMakoaMHAMHYECKHE CBOMCTBA

®apMakoTepaneBTUYECKas Irpymmna: IpOTUBOOIYX0JIEBOE CPEJCTBO; AaHTUMETA0OIUThI; aHAIOTH
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 13.11.2024 N= 25046
(NOCNEOCBATENEHOCTE 0002)

MUpUMHUIHUHA.

Kox ATX: LO1BCOS.

Mexanunsm neiicTBus

I'emuutabun mnpeacrasisger co0oil aHTHUMeTaO0OAMT mnupumuauHa. [Ipemapar mnposBiseT
dazocnenupuIHOCTh, TEHCTBYSI Ha KJIETKH B (ase S ((aza cuHTe3a 1e30KCUPHUOOHYKIEHHOBOM
kucnotsl, JIHK) u ipu onpeneneHHbIX 00CTOATENLCTBAX OJIOKUPYET PA3BUTHE KIICTOK HAa TPAHUIIE
da3 Gi1/S.

IemuutabuH  MeTaboMuM3UpPyeTCs BHYTPU KIETKM TMOJA JEHCTBHEM HYKIICO3UIKHUHA3BI C
oOpa3oBaHneM akTUBHBIX AudochatHbix U TpudochaTHeix Hykieo3uaoB. LluroTokcuueckoe
JeCTBUE reMIIuTa0nHa MPOsIBIsETCs 3a cueT uHruoupoBanus cunre3a JJHK ¢ momoipio aByx
MEXaHU3MOB JEHCTBHS moOcCpencTBoM audochaTHelx u  TpUDOChaTHBIX HYKICO3HUJIOB.
Hudocdarupie HyKICO3UABl HHTUOMPYIOT PUOOHYKICOTUIPENYKTa3y, KOTopas ACWUCTBYET B
KauecTBe EAMHCTBEHHOTO  KaTalu3aTopa  peakluid, TMNpPUBOAAIIMX K  0Opa30BaHUIO
ne3okcunykineosuarpudocdaror, HeodOxomqumeix s cunte3a JIHK. MarnbupoBanue maHHOTO
depmeHTa  mocpeactBoM  aAudochaTHBIX  HYKJICO3WJOB  CHMIKACT  KOHIICHTPAIIHIO
JI€30KCUHYKJIE03U IOB B LIEJIOM U Jie30KcunyKineosuarpudocdaros B yactnoct. Tpudocdaruoie
HYKJICO3UJbl aKTHUBHO KOHKYPUPYIOT C J€30KCUHYKIeo3uATpudochaToM 3a BCTpauBaHHUE B
moutekyiisl JIHK.

AHaOrMYHBIM 00pa3oM HEOOJIBIIIOE KOJIWYECTBO TeMIIMTA0MHA MOXKET TaKKe BCTPauBaThCS B
Monekyibl pubonykienHoBoi kucioTel (PHK). Takum o6pazoMm, cHIkeHHas BHYTPUKIETOYHAS
KOHIIEHTpalUsl JAe30KCHHYKIeo3uATpudochaToB ycUIUBAaeT BcTpauBaHue TpudochaTHBIX
nykieo3unoB B JIHK. JIHK-monmmepasa srcuimoH He o00yaaeT CrOCOOHOCTHIO BBIBOJIUTH
reMIMTa0uH M BBIMONHATH penapanuto pactymux meneit JJHK. Ilocne toro, xak remuutraOux
BcTpauBaercs B JIHK, B pactymume nenu JIHK noGasnsercs eme onun Hykiaeotua. [locie Takoro
no0aBIeHUS] TMPOMCXOAUT TIOYTH TOJHOE UWHTHOMpoBaHUWe HdanbHeidmiero cuHTeza JIHK
(mackupoBanHas TepmuHanus 1ienu). [locne BerpanBanms B JJHK remmnurabun, mo-suauMomy,
CTUMYJIHPYET 3alpOTPaMMHUPOBAHHBIN MPOIECC THOETH KIETKH, U3BECTHOM KakK aromnTo3.

5.2. dapMaKOKMHETHYECKHE CBOMCTBA

Abcopbrus

MakcumanbHasi KOHIICHTpAIMs B IIa3Me KpoBU (HAOMIOMABIIAsiCs B TEUEHHWE 5 MHUHYT JI0
OKOHYaHUS MHPY3UH) cocTaBisuia oT 3,2 1o 45,5 Mxr/mi. KoHneHTpammst iCXOHOTO BEIIECTBa B
Ta3Me KpoBH MOCIie BBEIGHU npemnapata B 1o3e 1000 mr/m? B Teuenne 30 MUHYT Gblna BhIIIE 5
MKI/MJI B TedeHre mpuMepHo 30 MUHYT mociie 3aBepiieHus nHdy3uu u Boiie 0,4 MKI/MII e1e B
TEYEHUE Jaca.

Pacnopenenenue

16



COOTBETCTBYET 3KCNEPTHOMY OTYETY
0T 13.11.2024 N= 25046
O6beM pacripenesienus B kposn coctasnsn |2,4 /ey Sudmma s 1751 W 50 ¥ Akaun

(MexBHIOBast BapuabenbHOCTh Oblia paBHa 91,9 %). O0beM pacnpeneneHuss B Jpyrux TKaHAX
cocTapyisin 47,4 1/M? 1 He 3aBHCEN OT HOJIOBOM IPHHAIEKHOCTH.

Cas3bIBaHME ¢ O€JIKaMM I1J1a3MBI CUATATIOCh HE3HAYUTEIbHBIM.

[Tepuon nosnyBbIBEIEHUS COCTABIISUT OT 42 110 94 MUHYT, B 3aBUCMMOCTH OT Bo3pacTa u rnoJja. Jis
PEKOMEH/IOBAHHOW CXEMbI BBEJCHHS IIpermapaTa BBIBEJACHHE TIeMIUTA0MHA JOJDKHO OBITh
MPAKTUYECKH 3aBEPIICHO B TeUCHHUE Tiepruoaa oT 5 1o 11 gaco mocie Hayana nHpy3uu.
['emiuTaOMH HE HAKATIJIMBASTCS TIPH BBEJICHUU OJMH pa3 B HEACIIO.

buotp aHC(bODMaI_[I/IH

['emuuTaOuH OBICTPO METAOOM3UPYETCS UTHUAWHIC3aAMUHA30H B TICUCHH, MMOYKAX, KPOBH U
JIpyruX TKaHsAX. BenencTsue BHYTPUKIETOYHOrO MeTaboI13Ma reMuntabuia o0pa3yroTcs MOHO-
, - 1 Tprudocdarel reMiuTabrHa, U3 KOTOPHIX AKTUBHBIMU CUUTAIOTCS TU- U TpUdochaTsl. ITH
BHYTPUKIIETOYHBIE METa0ONMMTHI HE OBUIM OOHapykeHbl B IjazMe wid Moue. OCHOBHOM
MeTabonuT, 2'-1e30kcu-2',2'-nudropypuarH, He aKTUBEH U HE ONPEIEISIETCS B IIa3Me U MOYe.
DJIMMUHALHS

CucTeMHBIN KIMPEHC HaxXoJuJica B mpeaenax ot 29,2 a/a/m? 1o 92,2 71/4/M? B 3a8BUCHMOCTH OT
noJjia ¥ Bo3pacta (MeKBUI0Basi BapuabenbHOCTh cocTaBisiia 52,2 %). KiupeHc y skeHIMH ObLT
npuMepHO Ha 25 % Huxke, yeM y MyX 4uH. OcCTaBasiChb BBICOKUM, KIMPEHC U y MY)KUUH, U Y
JKEHIIMH, M0-BUJANMOMY, CHUXKAETCsl ¢ Bo3pacToM. JlJis peKOMEeHJAO0BaHHOM J03bl reMIMTaOnHa
1000 mr/m? npu nHQY3HOHHOM BBEJIEHUH B TeueHne 30 MUHYT 6oJlee HU3KUE 3HAUEHHS KIUPEHCca
JUIS )KEHIIMH U MY>KYUH He TpeOYIOT CHUKEHUS /103l TeMIuTaOnHa.

Menee 10 % BbIBOAUTCS MOYKAMH B HEU3MEHEHHOM BHJIE.

TToueuHBIi KIMPEHC COCTABIST OT 2 10 7 11/4/M2.

B Tedenune Henenu BBeAEHUs MpernapaTa BbBIBOAUTCS OT 92 1o 98 % OT BBEIEHHOW [103bI
reMuuTabuHa, npu 3ToM 99 % BBIBOJUTCS OYKAaMH, B OCHOBHOM, B BUJE 2'-nudropypuanHa, a 1
% 103BI — Yepe3 KUIICYHUK.

Kuneruka tpudocdatoB reMuuradnHa

JlaHHbBIi METaOOIUT MOXKHO OOHAPYKUTh B MOHOHYKJIEAPHBIX KIIETKaX Neprudepruieckoil KpoBH,
u uHboOpMalUs Janee OTHOCUTCA K OTUM KIETKaM. BHYTPHUKIETOYHBIE KOHIICHTPAIUH
MOBBIIIAOTCS MPOMOPIIMOHATIBLHO J]03aM reMiuTabruHa B uama3one ot 35 10 350 MI/M? B TeUeHHE
30 muHYT, 4TO OOECmeurMBaeT paBHOBECHYIO KoHIeHTpamuio oT 0,4 mo 5 wmkr/miu. Ilpu
KOHIIEHTpAIlMU TeMIIMTa0NHa B TJIa3Me BhIIIE 5 MKI/MJ ypoBeHb TpudochaToB reMiuuTadHa He
MOBBIIIACTCS, HA OCHOBAHUH YET0 MOYKHO MPEANOIO0KHUTH, YTO 00pa30BaHUE JAHHOT'O METa0OIUTa
B MOHOHYKJICAPHBIX KJIETKAX SIBJISETCS HACHIIIAEMBIM.

Koneunsiit nepuon nony BeiBeaeHus: ot 0,7 1o 12 gacos.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 13.11.2024 N= 25046
(NOCNEOCBATENEHOCTE 0002)

Kunernka 2'-ge3okxcu-2',2'-mudropypuanaa

MakcumanbHas KOHLIEHTpauus B 1iasme (depe3 3 — 15 muHyT nocie okoHyanus: 30-MUHYyTHOU
ungysuu, 1000 Mr/m?) cocraisana ot 28 10 52 MKr/mia. MUHMMAnbHAs KOHLEHTPALHsS HOCIE
BBEJICHHS OIMH pa3 B Hezenmro Obuta paBHa ot 0,07 1o 1,12 MKr/mMi, 6€3 KaKyIIerocs HaKOIJICHUSI.
KpuBasi «koHUeHTpalus B Iuia3mMe-BpeMs» uMeeT TpexdasHyro GopMmy co CpeIHUM MEPHOI0M
NOJTyBBbIBE/IEHUS B KOHEUHOH (pase - 65 yacoB (quanazoH ot 33 10 84 yacoB).

Oo6pazoBanue 2'-ne3okcu-2',2'-mudropypuauHa w3 HCXOAHOTO BemiectBa: oT 91 mo 98 %.
CpenHuii 06beM pacrpeneaeHus B Kposr: 18 1/M? (nuamnason ot 11 10 22 w/m?).

Cpenuuii 06beM paclpe/elicHus B PABHOBECHOM cocTostHuM: 150 1/M? (qmanason ot 96 1o 228
n/m?).

Pacripenenenuie B TKaHsIX: OOMIUPHOE.

CpenHuii Kaxxyuuics Kimpesc: 2,5 w/a/m? (mmana3zon ot 1 1o 4 J'I/‘I/MZ).

[ToTHOCTBIO BBIBOAUTCS TOYKAMH.

dapMaKOKMHETHYECKHE B3ANUMOJIENCTBUS

Kombunuposannas mepanus cemyumaduHom u nakiumaxcenom

KomOunupoBaHHasi Tepanus He OKa3blBaja BIMSIHMA Ha (PapMaKOKMHETHKY FeMIMTa0MHa WU
HaKJIUTaKcena.

Kombunuposannas mepanus cemyumabunom u KapooniamurHom

[Ipy npuMeHeHMHM B KOMOMHALMU € KapOOIIaTUHOM (apMaKOKMHETHKA TeMUUTaOMHA He
MEHSIACh.

IloyeuyHas HEAOCTATOYHOCTh

[Toueuynast HEOCTATOUHOCTH JIETKOW WJIM CpelHEN CTENEeHM TAKECTH (CKOPOCTh KIIyOOUKOBOM
¢unbrparun (CK®) or 30 ma/mMuH no 80 MiI/MUH) HE OKa3blBaeT CTaOMJIBHOIO 3HAYMMOIO

BO3/EUCTBUS Ha (hapMaKOKUHETHKY IeMIUTaOuHa.

6. ®APMALEBTUUYEKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTebHbIX BellECTB

ManHuTON

Harpus anerar

6.2. HecoBMecTMMOCTH

JlaHHBI JEKapCTBEHHBIA MpenapaTr HE CleayeT CMEMUBaTh C JPYTHMMHU JIEKAPCTBEHHBIMU
npenaparamu, 3a UICKJIIOUEHUEM YIOMSIHYTBIX B paszzeine 6.6.

6.3. Cpox rogHocTH (CPOK XpaHeHHUs )

2 rona.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 13.11.2024 N= 25046

6.4, Ocobble MepbI NpeTocTOpoKHOCTH NpH xpameniu - — |ELUBATENBHOCTE 0002)

B cyxowm, 3amuiieHHoM OT cBETa MecTe, Ipu Temreparype He Boiiie 25 °C.

6.5. XapakTep u coaepkaHue NEPBHYHOH YNIAKOBKH

[To 200 Mr B OGecuBeTHOM CTEKISHHOM (urakoHe BMecTUMOCTHIO 10 Mi wnm mo 1000 mr B
OeCLIBETHOM CTEKJISIHHOM (IakoHe BMeCTUMOCThbIO 50 M u3 cTekna Tuna I, yKynmopeHHbIi
OpoMOYTHIIOBOII TPOOKOM W 3aKpbITHIA  aTIOMUHUEBBIM  KOJIMAYKOM C  OTPbIBaEMOM
MOJIUIPOTIMICHOBON KPBIIIKON KpacHOro nBera. Kaxaplili ¢uakoH BMecTe ¢ MHCTPYKIMEH 1O
IPUMEHEHHUIO (JIMCTKOM-BKJIABIIIEM) IOMELIAIOT B KAPTOHHYIO MauKy.

Ilpu ynaxosexe ¢ ®I'BY « HMUI] onxonoeuu um. H.H. broxuna» Munzopasa Poccuu:

ITo 200 mr mitr 1000 Mr momeIaroT B OeCBETHBIN (hJTAKOH BMECTUMOCTHIO 50 MJT M3 CTEKIIa THIIA
I, ykymopeHHBIH OpOMOYTHJIOBOW TPOOKOW U 3aKPHITHIA AIIOMUHHEBBIM KOJIAYKOM C
OTpBIBAEMOM TOJMIPONUIECHOBONW KpPBIIIKOM KpacHOro 1Bera. Kaxablii (uakoH BmecTe C
MHCTPYKLHKEH M0 MPUMEHEHHUIO (JIMCTKOM-BKJIAJIBIIIIEM) TOMEIIAIOT B KAPTOHHYIO MauKy.

6.6. OcoOble Mepbl NPEeJOCTOPOKHOCTH NPHM  YHMYTOKEHHHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Ipenapara MJIHM OTXO0AO0B, IOJYYEHHBIX IOcJe MPHMEHeHHs
JIEKApPCTBEHHOI0 Npenapara, 1 Apyrue MaHuIyJIsiMU ¢ penapaTomM

Oco0bIe MCPBI IIPEAOCTOPOXKHOCTH

[Tpy NpUTrOTOBICHNHU U YTUIIM3ALMU PACTBOPA AJIs UH(Y3UH JOJKHBI COOJIIOIaThCs CTaHapTHBIE
Mepbl 0€30MacCHOCTH AJ1s1 pabOThI C IUTOTOKCMYECKUMH cpeicTBaMHu. [lepemerienne pactBopa Juis
MH(QY3UU JIOJDKHO BBINOJHATHCS B Oe30MmacHOM Ookce; HEOOXOAMMO HCHOJIb30BaTh 3alUTHBIE
xanmatel U nepyatku. [Ipu orcyTcTBHM Oe3zomacHOro Ookca 00OpyZOBaHHE JOJDKHO OBITh
JIOTIOJTHEHO 3aIIMTHON MACKOW U 3allIUTHBIMU OYKaMHU.

[Tpu nonaganum npenapata B IJla3a MOKET BOSHUKHYTh CE€pbe3HOE pasapaxenue. ['asa cienyer
He3aMeUINTEIbHO U TIIATEIbHO MPOMBITh BOJOW. Ecnu pazipaskeHue He MpoXouT, HE0OX0IMMO
o0paTuThCs K Bpaudy. B ciydae nmomnajganus pacTBOpa Ha KOXKY CIIelyeT TIIATeIbHO IPOMBITh KOXY
BOJIOH.

PexoMeHIamu mo IpuroTOBJICHUIO PacTBOpa Juid MHAY3IUHA

B xkauectBe pacTtBopuTens wucnonb3yerca Tonbko 0,9 % pactBop Harpus xjopuaa 0e3
KOHCEPBAHTOB.

Jlyist mpuroTOBIeHUS pacTBopa At uHQY3uid conaepxkumoe prakona 200 Mr pacTBOpSIIOT HE MEHEE,
yeMm B 5 mut, 1 1000 mr — He meree, yeM B 25 mit 0,9 % pacTBopa HaTpus XJIOpUAA 1T HMHBEKITHA.
Kaxnprit hmakoH akkypaTHO B30aITHIBAIOT /10 TTOJIHOTO pacTBOpeHUs Tuodunu3ara. [lomyueHHbIi
pacTBOP OJDKEH OBITh MPO3PAUHBIM.

MakcumanbHas KOHIEHTpalusl reMiuTabuHa He AobkHa mnpeBbimaTh 40 mr/mun. PactBopsl,

MPUTOTOBJICHHBIE C KOHLEHTpauuen Bbimie, yeM 40 Mr/mi, MOTYT CONPOBOXKIATHCS HEMOJIHBIM
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pacTBOpEHUEM.

[IpuroroBneHHBI pacTBOp TeMIUTaOMHA, COJACPXAIIUN HYXHYIO [O3y Iperapara, Iepen
BBeZicHHeM paszbaBisiior 0,9 % pacTBOpoM HaTpusi XJopuia A MHBEKUIUH B KOJIWYECTBE,
noctatouyHoM i 30-MHUHYTHON BHYTpHBEHHON MHGY3uu. [lepen mapeHTepanbHbIM BBEACHUEM
HE00X0JMMO BU3YaJIbHO KOHTPOJIUPOBATH MPUTOTOBIICHHBIN paCTBOP HA HAIMYHE MEXaHHUUYECKUX
IIpUMeced U U3MEHEHUE 11BETa.

Yrunuzauus

Bechb ocraBmmiics iekapCTBEHHBIN IpenapaT U OTXO/IbI CIeyeT YHUYTOXKHUTh B COOTBETCTBHUH C
YCTaHOBJICHHBIMU HAIIMOHATbHBIM 3aKOHO/1aTEIHCTBOM TPEOOBAHUSIMH.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O

Poccniickas @enepanys

000 «MAHAC ME]Jl»

Anpec: 121471, Mocksa, yi. PsOunoas, mom Ne 43, ctp. 1

Ten.: +7(495) 269-77-51; +7(495) 446-37-47

Azpec 3IeKTpOHHOM mouThl: Manashmed@inbox.ru
7.1. IlpeacraBuTe/ib AepKaTe/si PperucTPAMOHHOIO YI0CTOBEPEeHUs

IIpereH3uu HOTD66I/ITCJ'ICI7[ HaOpaBJISTh 10 aAPECY.

Poccniickas @enepanns

000 «cMAHAC MEl»

Anpec: 121471, Mocksa, yi. PsOunoas, mom Ne 43, ctp. 1
Ten.: +7(495) 269-77-51; +7(495) 446-37-47

Anpec 31eKTpOHHOM mouThl: Manashmed@inbox.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUA

9. JATA TEPBUYHON PETUCTPAIIMU (ITOJATBEPXKJIEHHS PETHCTPAILINU,
HEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA
OO0mass xapakTepuCTHKa JIEKapCTBEHHOro rmpenapata ['emuutrabun-Pyc noctynmHa Ha
UHPOPMALIMOHHOM TmopTrane EBpa3uiickoro SKOHOMHYECKOTO cO03a B HH(OPMAIMOHHO-

KOMMYHHUKaIIMOHHOM cetu «aTepHe™ http://eec.eaeunion.org/.
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