COOTBETCTBYET IKCNEPTHOMY OTYETY
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OBIIAS XAPAKTEPUCTHUKA JEKAPCTBEHHOFO TIPEAAPATA 1101

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
IFEMUUTABUH-ITIPOMOME/, 200 mr, nunodunu3aT sl TPUTOTOBICHUS KOHIIGHTpaTa s
MIPUTOTOBJICHUS pacTBOpa Jisi HH(Y3UH

I'EMIIUTABUH-ITPOMOME/], 1000 mr, nuoduiu3aT 1j1s MPUTOTOBICHUS KOHIIGHTpaTa s
MPUTOTOBJICHUSI pacTBOpa AJisi HHY3ui

ITEMUUTABUH-ITIPOMOME/, 1400 mr, nuodunusar aias MPUTOTOBICHUS KOHIIGHTpATa s
MIPUTOTOBJICHUS PacTBOpa JIsi HH(Y3UH

I'EMIIUTABUH-ITPOMOME/, 1500 mr, nuoduiu3aT 1j1s MPUTOTOBJICHUS KOHIIGHTpaTa s

IPUTOTOBJICHUS PAcTBOpA sl UH(Y3Hit

2. KAUECTBEHHBIN 1 KOJITUMYECTBEHHBIN COCTAB

JleficTByto11I€€ BEIIECTBO: TEMITUTAOMH (B BUJIE THIPOXJIOPUIA).

TEMIIUTABUH-TIPOMOME/, 200 mr, aunoduau3ar Ui OPUTOTOBJICHUS KOHIEHTpaTa Ul

IIPUTOTOBJICHHUA PACTBOPA AJIA I/IHd)V3I/II>'I

Kaxnprit prmaxon cogepxut 200 mr remuntabuHa (B Buae rugpoxiopuaa — 227,7 mr).

IT'EMIWTABUH-TIPOMOME/, 1000 mr, jsuodminsar Uil IPUTOTOBJIEHU KOHIIEHTpATA JUIS

IOPpUTOTOBJCHUS paCcTBOpa AJIA I/IHd)VSI/Iﬁ

Kaxnpriii pnakon cogepxut 1000 mMr remuutabuna (B Buae ruapoxiopuaa - 1138,5 mr).

TEMIIUTABUH-TIPOMOME/, 1400 mr, nuodbuiansar Ui IPUTCOTOBJICHU KOHIIEHTPATA IS

OPpUTrOTOBJICHUA paCcTBOpa AJIA PIHd)VSI/IfI

Kaxnprit ¢pnaxon comepxut 1400 mMr remuurabuna (B Buae ruapoxiopuaa - 1593,9 mr).

TEMIIUTABUH-TIPOMOME/, 1500 mr, suoduian3ar Ui IPUTCOTOBJICHU KOHIIEHTpATA Ui

IIPUTOTOBJICHUA PACTBOPA AJIA I/IHd)V3I/II>'I

Kaxnerii hnakon cogepxut 1500 Mr remimradbuna (B Buae ruapoxiopuaa - 1707,8 mr).

1 MJI BOCCTAaHOBJIEHHOTO pacTBopa (KOHIEHTpaTa) coxepkut 40 mr remuurabuHa (B BHIEC
TUAPOXJIOPHIA).

[TonHbIi epedeHsb BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pazjaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

JInodwunuzat A IPUrOTOBJIEHUS KOHLIEHTpATA Il IPUTOTOBJIEHUS PacTBOpa I HHQY3HH.



COOTBETCTBYET 3JKCNEPTHOMY OTYETY
0715062022 Ne 14260
ToprcTas Macea MM TOPOIIOK ¢ parmentamy mopuctdit Macks bt 6eoro 70 cherio seitoro

HJIM KOPUYHEBATO-KCJITOIO IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. [loka3aHus K NPUMEHEHUIO

[IpenapaT noka3aH K MPUMEHEHHIO TOJILKO Y B3POCIIBIX:

+  MecTHOpAacHpOCTPAaHEHHBI WM METACTATUYECKUH HEMEJIKOKJIETOYHBIA pak JIETKOro B
KayecTBE Tepamnuy MEpBOW JIMHUM B KOMOWHAIIMU C IUCIUIATUHOM WM KapOOIJIaTHMHOM, a
Tak)Ke B KauyeCTBE MOHOTEPANHU Y TOXKHIBIX MAIUEHTOB C (PYHKIIMOHAIBHBIM CTaTyCOM,
paBHBIM 2.

- HepesekTtabenbHbIN, MECTHOPEIUIUBUPYIONIUN WA METACTAaTUYCCKUNH pPAaK MOJOYHOU
JKelne3pl B COCTaBe KOMOMHHMPOBAHHOW TepamuH C MaKIUTaKCeJIOM IOCie MpPOBEACHHUS
HEOAIbIOBAHTHOW W/WIM aJbIOBAHTHOW TEpalmuyd C BKJIIOYCHUEM aHTPANMUKIUHOB TMIPH
OTCYTCTBHUH MPOTUBOMOKA3aHUI K UX HA3HAYCHUIO.

+ MecTHOpacIpOCTPAaHEHHBI WM METACTaTUYECKH YpPOTEIHAIbHBIA pak (pak MOYEBOTO
My3BIPs, MOYSUHOM TOXaHKU, MOYETOYHUKA, MOYEHCITYCKaTEeIbHOTO KaHama).

+  MecTHOpAacHpOCTPAaHEHHBI WJIM METACTATUYECKUM DJIUTEIUAIbHBIA paK SWYHUKOB B
KauecTBE MOHOTEpanuu WIM B COYETAaHUHM C KapOOIUIAaTUHOM Yy TMAIMEHTOB C
porpeccupoBaHreM 3a00JieBaHUsl MOC]E MPOBEACHUS MEepBOM JIMHUM TEpanud Ha OCHOBE
MIPOU3BOJAHBIX IUIATHHBI.

+  MecTHOpacnpoCTpaHEHHBIN WM METACTATUUECKUI PaK MOIKETYI0YHOU KEE3bl.

+  MecTHOpAacIpOCTPAHEHHBIN UM METACTATUYECKUIM PaK IEUKHA MATKH.

+  Pax »en4eBbIBOIAIINX Ty TEH.

4.2. Pesxum 103MpOBaHNS U €CTIOCO0 MPUMEHEHUs!

Tepanus npenapatom TEMIIUTABUH-ITPOMOME/] MoxeT ObITh Ha3HauU€Ha TOJIBKO BPAuOM,
MMEIOLIUM OIBIT IPUMEHEHHUS TPOTUBOOITYXOJIEBBIX NPENApaToB.

JleueHne reMuUTaOMHOM MOKHO IPOBOAUTH TOJIBKO I0J1 HAOIIOAEHUEM Bpada, UMEIOILETrO OIbIT

IMPUMCHCHUL HpOTHBOOHYXOHeBOﬁ TCpaIrnu.

PexxuM 1o3upoBaHus

MecmHnopacnpocmpanennvili. UIU  Memacmamuyeckuli. HeMeaKOKIemouHbll paxK JE2Ko2o 6
Kauyecmee mepanuu nepeoll IUHUU 8 KOMOUHAYUU C YUCNIAMUHOM UIU KApOONIAMUHOM, a
makoice 8 Kavecmee MOHOMEPANUU ) NONCULLIX NAYUEHMOS8 C DYHKYUOHATbHLIM CHAMYCOM,

pasHvim 2
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Monomepanus: pexOMeHI0BaHHAs 103a IPEMAPATA - 1000 MEATS SR By Tpite o HHdysum

B TeueHne 30 MuHYT B 1, 8, 11 15 mHM Kaxa0ro 28-1HEBHOTO 1ITMKIA. /[03a MOKeT ObITh yMEHbIIIEHA
C Ka)XIbIM IIUKJIOM WJIM B T€UEHUE IIMKJIa Ha OCHOBAHUU CTENIEHH TOKCUYHOCTH, HabII0aeMoi y
ImangucHTa.

Kombunuposannas mepanus ¢ yucniamuxom: peKOMEHI0BaHHas 103a npenapata - 1250 mr/m? B

BHJIC BHYTpUBEHHON MH(Y3un B TeueHue 30 MuUHYT B 1 1 8 meHb Kaxa0ro 21-1HEBHOTO IUKIIA
w1000 Mr/m? B BUzle BHYTpUBEHHOH uH(Y3uu B TeueHue 30 MuHyT B 1, 8 1 15 1HH Kaka0r0
28-mHeBHOTO IUKIA. J[03a MOKET OBITh YMEHBIIIEHA C KaXKIBIM IIMKJIOM WM B TEYCHHE [IUKIIA HA
OCHOBaHWH CTEIIEHU TOKCUYHOCTH, HAOJIFO1aeMoil y manueHTa. [[ucruiatia BBOIUTCS B 103€ OT
75 10 100 mr/m? oguu pa3 Kaxple 3 HeAeH.

Kombunupoeannas mepanus ¢ kapboniamunom: peKOMEH0BaHHAs 1032 npenapara - 1000 mr/m?

wi 1200 Mr/m? B Bujie BHYTpHBEHHOM MH(Y3uM B Tedenue 30 MUHYT B | ¥ 8 JeHb Kaka0ro
21-mueBHoro nukia. Kapoormnatun BBoauTCs U3 pacuera rnokaszaresst AUC (tuiomaas o KpuBoi
«KOHIEHTparusa-Bpems») 5,0 Mr/Mia-MuH B 1 JeHb mukia mnocie uHdy3uu remiutaduHa. Jlo3a
MOJKET OBITh YMEHBIIEHA C KaXKIbIM IMKJIOM WM B TEYEHHE LIMKIA HA OCHOBAHWUU CTEMECHU

TOKCUYHOCTH, HA0JII01aeMO y TIAIleHTA.

HepesexmabenvHuiii, MmecmHopeyuousupyrowull Uiy Memacmamuieckuil pak MoJa04HoU Jcee3bl
8 cocmage KOMOUHUPOBAHHOU Mepanuy ¢ NAKIUMAKCeI0M NoCie NPpo8edeHUs He0A0bIOBAHMHOU
wWun  a0vBAHMHOU mepanuu ¢  GKIIOYEHUeM aHMPAYUKIUHO8 NpU  OMCYMCmeuu
NPOMUBONOKAZAHUU K UX HAZHAYEHUIO

KOM6Z/IHMD0661HHCZ}Z mepanusi ¢ nakiumaxkcenom. MakKaInuTakCeI BBOOAUTCA B J0O3€ 175 Ml“/M2 B BUJC

BHYTPUBEHHOW WH(QY3UH B Te4yeHHE 3 YacoB B | neHb 21-AHEBHOTO HHUKIA C MOCIEIYIOIINM
BBEJICHHEM reMiinTabnHa. PekomenaoBanHas mo3a npemnapara - 1250 Mr/M% B BHIE BHYTPUBEHHOMU
uHby3uu B TedeHnne 30 muHyT B 1 u 8 nmeHp kaxzaoro 21-gHeBHOro nukmia. Jlo3a MoxkeT ObITh
YMEHBIIIEHA C KaXIbIM IMKJIOM WM B TCUEHHE IMKJIA HA OCHOBAHUHU CTEIEHHW TOKCHYHOCTH,
HaOJI0aeMo y TIallMeHTa.

[Tepen HayaoM KOMOMHHUPOBAHHOW Tepanuu (FeMIIMTA0MH + MaKIMTAKCeT) aOCOMIOTHOE YHCIIO

I'PaHyJIOLHUTOB B KPOBHU Y MAIlMEHTOB JOJKHO ObITh HEe MeHee 1500/MKiI.

Mecmuopacnpocmpanertulil. Uiy Memacmamuyeckuil. ypomenuaibHvlll paKk (pak Mmouesoco
nY3vlpsl, NOYEYHOU JOXAHKU, MOUEMOUYHUKA, MOYEUCTYCKAMEeNbHO20 KAHAA)

Monomepanus: pekoOMeHI0BaHHAS 103a penapara - 1250 Mr/M? B BUjie BHYTPUBEHHON HHY3UH
B Teuenue 30 MuHyT B 1, 8 1 15 qHM Kaxaoro 28-qHeBHOrO 1UKIA. Jl03a MOKET OBITh YMEHBIIIEHA
C KaXXIbIM ITUKJIOM WJIM B T€UEHUE IMKJIa HA OCHOBAHUU CTENICHN TOKCUYHOCTH, HAaOII01aeMo y

nanucHTa.
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Kombunuposannas mepanus ¢ yucnaamunom: p eKOMeHﬁgll';éﬁH-lclg‘%'ﬁs%;ﬁBEggb'ﬁli‘aE 1000 e 5

BHJIC BHYTpUBEHHOU MH(Y3uu B TeueHrne 30 MuHyT B 1, 8 1 15 1HU B cOYETaHUU C IUCILIATHHOM,
KOTOpBIIi BBOJAUTCA B peKoMeHAyeMoil nose 70 mr/m?> B 1 genb cpasy mocie HHQY3HH
reMiUTaduHa UIu BO 2 JIGHb Kaxaoro 28-IHEBHOTO Hukia. J[03a MOXeT OBITh YMEHBIICHA C
KQKJIBIM IIUKJIOM WJIM B T€YCHHE IMKJIa HA OCHOBAHWUU CTEMEHU TOKCUYHOCTH, HAOIIOAAEMOM Y
nanueHTa.

Knunudeckue uccieoBanus MoKa3aiy, 4To pH Ao3e nuciiartuaa 100 mr/m? Habmogaercs 6omnee

BBIPXKCHHAs! MUEJIOCYITPECCHSL.

MecmuopacnpocmpanerHolll. Uiy Memacmamuyeckull  SNUMeIuanibhblli. paK SUYHUKO8 8
Kauecmee MOHOmMeEpAnuu WAL 8 COYemaHuu ¢ KApOONIAMUHOM YV NAYUEHMO8 C
npoepeccuposanuem 3a001e8anus Nocie npogedeHUuss Nepeoll JUHUU Mepanuu HA OCHOGe
NPOU3BOOHBIX NAAMUHDBL

Monomepanus: pekoMeH0BaHHas n03a mpenapara - 800-1250 mr/m? B BHje BHYTPUBEHHOM
nH(py3un B Teuenne 30 MunyT B 1, 8 u 15 quu kaxkmoro 28-mHeBHOTO 1MKIIA. J[03a MOXKeET OBITh
YMEHBIIIEHA C KaXJbIM IHMKJIOM WM B TEUEHHUE IMKJIA HA OCHOBAaHUHU CTENEHHW TOKCHYHOCTH,
Ha0Jr01aeMoi y Maruenra.

Kombunuposannas mepanus ¢ kapboniamunom: peKOMEH0BaHHAas 103a npenapara - 1000 mr/m?

B BHJIC BHYTpUBEHHOU MH(DY3uu B TeueHue 30 MuHyT B 1 1 8 1eHB Kax0r0 2 1-THEBHOTO ITUKJIA.
KapGomutatun BBOauTcs u3 pacuera mokazatenss AUC 4,0 mr/mu-MuH cpa3y mociie uH(y3uu
remiuTaduHa B 1 eHp Kaxkaoro 21-mHeBHOTO nukia. Jlo3a MOXKET ObITh YMEHBIIIEHA C KaXIbIM

OUKJIOM WJIHN B TCUCHUC TUKJIAa HA OCHOBAHUHM CTCIICHU TOKCUYHOCTH, HaGJIIO,Z[aeMOfI Yy nanucHTa.

Mecmuopacnpocmpanertblil Uiy MemacmamudecKuti pax nooHicey00YHOLl Hcee3vl

Monomepanus: pekoMeHI0BaHHAs 103a penapara - 1000 Mr/M? B BUIe BHYTPUBEHHON HHY3HUH
B TeueHue 30 MUHYT OJMH pa3 B HENETI0 B TEUCHHE NEepuoaa A0 7 Helelb ¢ MOCIEAYIOUUM
HEZIEJIbHBIM IIEPEPBIBOM. 3aTeM Mpenapar BBOAUTCA B 1, 8 u 15 qHu kaxaoro 28-1HEBHOT0 LIUKJIA.
Jlo3a MOXkeT ObITh YMEHbIIIEHA C KaX/IbIM IIUKJIOM WM B TEUEHHUE IIUKJIa HA OCHOBAHUM CTEIIEHU

TOKCHUYHOCTH, Ha0JI0/1aeMOH y marreHTa.

Mecmnopacnpocmpanennbsiii Uiy MemacmamudecKuli pax uetKu Mamxu

KOM6Z/IHMD0661HHCZ}Z mepanuia Cc yucniaamurom.: HNpA MCECTHOPACIIPOCTPAHCHHOM PaAKC IIpU

MOCJIEIOBATEIFHON XUMHOIYy4YEeBOM Tepanuu (HEO0aabIOBAHTHO) M MPU METACTATUUYECKOM paKe
MCITATHH BBOANTCA B 03¢ 70 Mr/M?B 1 IeHb IIMKIA ¢ MOCTIEyIOIIMM BBEICHHEM TeMIUTA0NHA.
I'emiurabun BBOUTCS B 103€ 1250 Mr/M? B 1 11 8 menb Kaxaoro 2 1-THEeBHOTO MUKIIA. Jlo3a moxer
OBITh YMEHBIIICHA C KAKIBIM ITUKJIOM WIIA B TCUEHHE IIUKIIA HA OCHOBAaHUH CTENICHN TOKCUYHOCTH,

HaOJII0JaeMo y TIallMeHTa.
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ITpH MeCTHOPACTIPOCTPAHEHHOM PaKe TPH OHABPEMEHHOM XHMHOMICBOH TepATiHN THCITATHH

BBOMTCA B J103¢ 40 MI/M? ¢ mocneayronmM (HEMOCPEACTBEHHO TOCHE BBEICHHS IUCILIATHHA)
BBEJICHHEM reMuuTabuHa. I'emiurabus BBoauTcs 1 pa3 B Hezlento B TeueHue 6 Henenb 3a 1-2 yaca
710 Havaaa JTy4eBol Tepanuu B 03¢ 125 Mr/M? B BHle BHYTPUBEHHOM HHDY31H. PekoMenyeTcs
CICAYIOMNNA peXuM JIyueBor Tepanuu: odmydenue 50,4 ['p BHEIIHEro UCTOYHUKA HA BCE MOJIE

obmyuenus B 28 dhpakumsix, 1,8 ['p/nenp, 5 nHel B Helemo B TeUeHUE 6 HEACIb XUMUOTEPATTHH.

Pax scenuesvieooawux nymeii

KOM6UHMD0661HHCZ}Z mepanusi C yucniamurHom. HUCIIJIATUH BBOJUTCA B JO3€ 70 Ml“/M2 B BHIC

BHYTPpUBEHHON wWH(QY3un B | [CHP NHWKIA C TMOCICAYIOMAM BBEJACHHEM T'eMIIMTa0WHA.
I"emiuTabuH BBOAUTCS B 03¢ 1250 Mr/m2 B BUje BHYTpHBEHHOH HH(Y3HM B TeueHne 30 MUHYT B
1 u 8 nenp kaxaoro 21-gHeBHOrO NMKIIA. J[03a MOXKET OBITH YMEHBIIIEHA C KaXIbIM IIUKIIOM WU

B TCUCHUC IIMKJIa HA OCHOBAHHUH CTCIICHN TOKCHUYHOCTH, Ha6HIOﬂaeM0ﬁ Yy nanucHTa.

Koppeximst 1o3el

Koppexyus 0o3vl no npuuune cemamonocuieckor mokKCu4HOCmu

[Ipu mo6oM mokazaHuu nepe KakKIbIM BBEIEHUEM TeMIMTa0Ha He0OX0IMMO KOHTPOJIHPOBAThH
KOJINYECTBO TPOMOOIIMTOB M I'PAaHYJIOLUTOB B KPOBH.

B ciywae pa3BUTHS TEMaTOJOTHMYECKOW TOKCHYHOCTH J03a TeMIUTaOMHa MOXET OBITh

YMCHBIICHA, 0o ero BBCACHHE OTJIOKCHO B COOTBETCTBUHU CO CIICAYIOIIUMHU CXCMaMMU:

A. Koppexkust 10361 reMiuTadiHa B paMKax LUKJIa IPH yPOTEIHAIHLHOM pake,
HEMEIKOKJIETOUHOM PaKe JIETKOT0, PaKe MOHKETYJOUHOH JKeIe3bl B KauecTBe
MOHOTEpAINHU WM B KOMOMHAIIMY C IIUCTLIATHHOM
AGCONIOTHOE KOJIMYECTBO KonuuectBo % oT mpenpIayIen 10361
rpanymnoruTos (X 10%/m) TPOMOOLIUTOB
(x 10°/m)

>1 u >100 100

0,5-1 HIIH 50-100 75

<0,5 WIH <50 IPOMYCTUTH A03Y™*

*[IpomymieHHas 71032 HE JOJDKHA BBOAMTHCS B TEUCHHE LUKIA JI0 T€X MOp, MOKa abCOIIOTHOE
YKCIIO FPaHyJIOIUTOB He JTOCTHTHET T0Ka3arTeis kKak MuauMyM 0,5 X 10°/11, a 4icio TpoMOOIUTOB

HE JOCTUTHET mokasateis 50 x 10°/m.

b. KOppCKL{I/IH JO03bI I‘CMI_[I/ITa6I/IHa B paMKax IUKJIA IIPpH paKe MOJIOYHOM K€JIe35I B
KOM6I/IH8.I_II/II/I C MMIaKJINTAaKCCJIIOM

AOCONIOTHOE KOJIUYECTBO KonnuecTtBo % OT mpenpIayIen 1036l
rpanynonuTos (X 10%/m) TPOMOOLIUTOB

(x 10%/n)

>1,2 u >75 100
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1<1.2 F— d0-75 [(MOCHELREATENEHUCTE 000T)
0,7-<1 " >50 50
<0,7 I <50 HPOMYCTHUTh 03y *

*[IpomyiieHHas 1032 HE JIOJDKHA BBOAMTHCS B TEUEHUE LMKIA. Tepamus HauHercs B | JieHb
CJICYIONIETO IUKJIA, KaK TOJIBKO aOCOTIOTHOE YMCIIO TPAHYJIOMMTOB JOCTUTHET TOKA3aTels KaK

MUHUMYM 1,5 X 10°/n1, a uncno TPOMOOLIMTOB AOCTUTHET Moka3zatesns 100 x 10%/71.

B. Koppexmwst 10361 reMIuTadiHa B paMKax IUKJIA P PaKe SUMYHUKOB B
KOMOWHAIINK ¢ KapOOTUTATHHOM
AOGCOMIOTHOE KOTUYECTBO Konunuaectso % OT mpenpIAyIIei 10361
rpanynonuTos (X 10°/1) TPOMOOILIUTOB
(x 10%/m)

>1,5 u >100 100

1-1,5 HIIH 75-100 50

<1 WIn <75 MPOMYCTUTH 103y *

*[IpomynieHHas 032 HE JOJDKHA BBOJIUTHCS B TEUYCHHUE IMKIA. Tepamusi HayHeTcs B 1 JCHb
CJIETYIOIIETO IIUKJIA, KaK TOJIbKO abCONIFOTHOE YUCIIO TPAHYJIOIUTOB JOCTUTHET TOKA3aTeNs Kak
muHEMyM 1,5 % 10%/71, a urcno TpoMGOLUTOB HOCTUTHET HokasaTens 100 x 10%/m.

IIpu nr0b60m nokazanuy B TIOCIEAYIONINX MUKIAX 1032 TeMIUTa0WHA JOJDKHA OBITh CHIDKEHA JI0
75 % OT Ha4aJIbHOM JO3BI MEPBOTO UKJIA IPU HAJHYUH CIICIYIONIMX BHOB T€MaTOJIOTHYECKON
TOKCUYHOCTH:

- abComoTHOE uKco rpanynonuTos <500 x 10%/1 B Teuenue Gomee 5 aHeit

- a0COTIOTHOE YHCIIO TPaHyIoNUTOB <100 X 10%71 B Teuenue Gosee 3 aHEi

- (eOpuIbHAS HEUTPONICHUS

- uKcao TpoMbonuToB <25 X 10°/1

- 3aJIeprKKa IMKIIA JISYeHUs Ooiee ueM Ha | Helemo BCIIeACTBUE TOKCHYHOCTH

s evisignenus He2eMamonocuueckou MmMoKCUYHOCMmY HEOOXOIUMO TPOBOAUTH PETYIISIPHOE
o0cJie/IoBaHUE MALMEHTa W KOHTPOJUPOBATh (DYHKIIMIO TIECUEHH M IMOYeK. B 3aBHCHMOCTH OT
CTETICHH TOKCUYHOCTH, HAaOII0JaeMOH Y TAIIMEeHTa, 103y MOKHO CHUXKATh C KAXKIBIM [IUKIIOM HJTH
B TCUCHHE ITUKIIA.

Kak mnpaswno, mpu Tsokenod (3 wim 4 CTENeHW) HETeMaTOJIOTHYECKOW TOKCHYHOCTH, 3a
UCKJTFOUEHHEM CIIy4yaeB TOIIHOTHI/PBOTHI, TEPANUI TI'EMIIMTAOMHOM CIEAYyeT BpPEMEHHO
MPEKPATUTh WM YMEHBIIUTD 03y Mpernapara Ha OCHOBAHUU PEIICHHs JIedaniero Bpava. Tepanus
JIOJDKHA OBITh TPHOCTAHOBJIICHA 10 TeX MOp, MOKa, M0 MHEHHWIO Bpava, TOKCHUYHOCTh HE

pa3penmTes.
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JUis oNydenHs HHGbOPMAIN 0 KOPPEKIIMH 0BBI IHCTIIATHHA “KApGOHhaTHAA H TARTIH dReena

py KOMOMHHUPOBAHHON Tepamuu cielyeT oOpaTUTbCS K COOTBETCTBYIOIIMM HHCTPYKIUSM I10

MCIUITUHCKOMY ITPUMCHCHUIO.

Oco0ble rpyIinbl NALUEHTOB

Toowcunvie nayuenmol (cmapue 65 1em)

['emiuTabMH XOPOIIO MEPEHOCUIICS Y MAaIMEeHTOB cTapiie 65 yetr. Her qaHHBIX 0 TOM, 4TO IS
MOKUJIBIX MAIMEHTOB HE0OX0IMMa KOPPEKITHUS 103bI, TOMUMO TOH, YTO PEKOMEHI0BaHa I BCEX
MaIMCHTOB.

Ilayuenmul ¢ Hapywienuem GyHKyuu newenu u noyex

[IpuMeHATh TEeMIMTAOMH y TAIMEHTOB C IMEYEHOYHOW HEIOCTATOYHOCTHIO WM HapyIIEHHOMN
byHKIMEH ToYeK cleayeT C OCTOPOXKHOCTHIO, TaK KaK TOJYYEHHBIX B XOJ€ KIMHUYECKUX
UCCJIEOBAHUM  JTAaHHBIX HEIOCTAaTOYHO JJisi MPEJOCTABICHUS YETKUX PEKOMEHAAIUI

OTHOCHUTCIIBHO KOPPCKIHUHU JO3bI Y JaHHBIX HOHyanHI/If/'I IIannuEHTOB.

eTH
IemuuTaOuH HE peKOMEHIyeTCsl ISl MPUMEHEHHs y AeTel muaiie 18 neT, moCKoIbKY JaHHBIE O

6e30macHOCTH U 3(p(PEeKTUBHOCTH MPUMEHEHUS TeMIIUTa0NHA y JIeTel OrpaHUYEHBI.

Crioco0 nmpuMeHeH s

[Tocne pazseaenus npenapar [ EMIIUTABUH-ITPOMOME]] BBOAAT METOIOM BHYTPUBEHHOM
nH(py3un B TeueHne 30 MUHYT.
NHeTpykiMu MO MPHUTOTOBICHHUIO JIEKAPCTBEHHOTO IMpemapaTa Tmepel] NPUMEHEHHEM CM. B

pazzene 6.6.

4.3. IlpoTuBONOKA3aHUS
+ ['mnep4yBCTBUTENBHOCTh K TEMIMTAOWMHY HIM K JIOOOMY M3 BCHOMOTATENIBHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

* bepeMeHHOCTh 1 Nepruoj KOPMIIEHHS TPYIBIO.

4.4. OcoOble ykazaHHMsA M MepPbl PEeJ0CTOPOKHOCTH NPH NIPUMEHEHUH

[Ipenapar TEMIIUTABUH-ITPOMOME/] Bo BpeMs MH]Y3UU MEPEHOCUTCS XOPOLIO, MOXKET
Ha3Ha4aThcsi aMOyIaTopHo. B cirydae axcTpaBazanuu nHY3us JOKHA OBITH cpa3y MpeKpaiieHa
U 3aTeM BO300OHOBJICHA, WCIIONB3Ysl JAPYTroil KPOBEHOCHBIN cocyn. [locne BBemeHuUs mpemapara
HE00XO0JMMO BHUMATEIBHO CJIEIUTh 32 COCTOSTHUEM IallUeHTa.

YBenudyeHue npoJoKUTETbHOCTH HH(Y3UH U IOBBIILIEHHAs YaCTOTa BBEJICHU IpenapaTa MOr'y T

IMMPUBCCTH K IMOBBIIICHHUIO TOKCUYHOCTHU.
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emaTosIOrHYecKasi TOKCHIHOCTh (MOCNENOBATENBHOCTE 0001)

['eMuuTaOMH MOXET MOJAABIATH (PYHKIHIO KOCTHOTO MO3Tra, YTO MPOSBISAETCS JIECHKOMEHHUEH,
TpoMOouuTonieHne wnu aHemueil. Ilepen kakabIM BBeJI€HHEM TeMIUTAOMHA HEOOXOIMMO
KOHTPOJIMPOBATH KOJIMYECTBO TPOMOOITUTOB, JIEHKOITUTOB M TPAHYJIOIMTOB B KPOBH y MAIUCHTOB,
nonyvatomux —teparnuto npemnaparom [EMIWTABUH-TIPOMOME/]. Ilpu npusHakax
yrHeTeHus: QyHKIUKW KOCTHOTO MO3Ta, BBI3BAHHOTO IpernapaToM, HEOOXOIUMO MPUOCTAHOBUTH
JIeYeHHE WM CKOPPEKTUPOBaTh A03y. Muenocympeccus KpaTKOBPEMEHHA, Kak IMpaBHIIO, HE
MPUBOAUT K YMEHBIICHUIO JO3bI U PEAKO MPUBOJUT K OTMEHE TEpaIuu.

Uucno kneTok nepudepudeckoil KpOBH MOXKET TPOJOJDKATh YMEHBIIIATHCS TTOCIE TIPEKPAICHHS
NPUMEHEHHUs reMiuuTabuHa. Y ManueHTOB C HapylIeHHeM (PYHKIMH KOCTHOTO MO3ra Teparuio
ClelyeT Ha4YMHAaTh C OCTOPOXKHOCTHIO. [IpM OZHOBpEeMEHHOM NPUMEHEHUU TeMIUTaduHa C
JIpYroil XuMHOTEepanue, Kak 1 Mpu NPUMEHEHUU APYTUX BHUJIOB LIUTOTOKCUYECKOM TEparuw,
HEO0OXOJMMO YUUTHIBATh PUCK KyMYJIATUBHOM CyNpecCUu (yHKIIMA KOCTHOT'O MO3Ta.

Hapymenne d)VHKHI/II/I TIOYCK U IICYCHHU

Crnenyer ¢ OCTOPOKHOCTHIO HMPUMEHSTh MEMIMTA0MH y MALMEHTOB C HapylleHHeM (QyHKIUH
IIEYEHW MM I[I0YEK, TaK KaK IIOJYyYEHHBIX B XOJA€ KJIMHMYECKHUX HCCIICJOBAaHMM JIaHHBIX
HEJ0CTAaTOYHO JUIsl MPEAOCTaBICHHSI YETKUX PEKOMEHJAIN OTHOCUTEIbHO KOPPEKIMH J103bl Y
JAHHOU IOIYJISILIMY MAlUEHTOB.

BBenenue reMuuTaOuHa npu MeTacTa3ax B IE€UEHH, IIPU IeMaTUTE U aIKOroJIM3Me B aHaMHese, a
TaK)Ke IPU LUPPO3€E MEUEHU YBEINIMBACT PUCK PA3BUTHUS MIEUEHOYHOM HEJOCTATOYHOCTH.
Heo0xoaumMo perynsipHo IpOBOAMTE J1a00paTOPHBIE NCCIEAOBAHUS ISl OLCHKH (DYHKIUU ITOYEK
Y TIEYCHHU.

ConyTcTByIONIas Jy4ueBasi TCpanus

ComnyTtcTBylomias J1yueBas Tepanus (IpoBoAMMAas OJHOBPEMEHHO WM ¢ pa3HULEH B < 7 nHeil):
HaOJII01aJIHMCh CITyYau pa3BUTHSI TOKCUYHOCTH.

JKuBbIe BaKIIMHEI

BaknuHy nOpoTHB KENTOM JMXOpagKd M JApPyTrue >KUBbIe aTTEHYHPOBAHHBIE BaKIMHBI HE
PEKOMEHIyeTCsI IPUMEHSTH Y MAI[UEHTOB, MOTYYaIOIINX TEPANUI0 TeMIIUTA0MHOM.

CunzpoM o0paTUMOM 3a1Hel dHIedaATIOnaTHH

Y manueHToB, TOJYYaBIIMX TeMIUTAOMH B KAayeCTBE MOHOTEPAIMHA WM B KOMOWHAIIUU C
JIPYTAUMU XUMHOTEPANICBTHUECKUMHE TperapaTaMi, OTMEUAINCh CIIydad pPa3BHTHS CHHIpPOMA
oOpatumol 3aAHe »HHIepaToNaTHH C TMOTEHIMAIbHO TSKEIBIMU TOCIEACTBUSMU. Y
OOJBIIMHCTBA TMALMEHTOB C CHHAPOMOM OOpaTUMOW 3ajHell »HIedamonartuu HaOIIOAATUCH
ocTpasi apTepHuaabHasi TUIIEPTEH3HUS W CYJOPOKHAS aKTUBHOCTH, HO MOTJIM MPHCYTCTBOBATH U

APYruc€ CHUMIITOMBI, HAIIPpUMEP, T'OJOBHAA 60.]'[1), BAJIOCTH, CIIYTaAaHHOCTb CO3HAHUA W CJICTIOTA.
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Jluarso3 IOATBEPKIAETC IMOCPEACTBOM IIPOBEICHHS A rH AT - e 30 FAHERUH —TGMOF pad .

Cunznpom oOpaTuMoi 3amHel 3HIEdaIonaTu OOBIYHO ObUT OOpaTUMBIM TIPH TPUMEHEHUU
COOTBETCTBYIOIUX MMOJJCPKUBAOIMMX Mep. Eciau B Xoje JieYeHUs pa3BUBACTCS CHHAPOM
oOpatumoill 3ajHel »sHuedasonaTuy, NPUMEHEHHWE TeMIMTa0MHA CIIeIyeT OKOHYATEIbHO
NPEeKpaTUTh W TPUHATH MOJJICPKUBAIONINE MEpPBhl, B TOM YHCIIE KOHTPOJIb apTepUAILHOTO
JABJICHUS] U IPOTHBOCYJOPOKHYIO TEPATIHIO.

CepleyHo-cocyaucTas cucTeMa

W3-3a pricka HapylIEHUI CO CTOPOHBI cepAra U (WiIM) COCYA0B PHU NPUMEHEHUU reMIiiuTabuHa
0C00YI0 OCTOPOKHOCTH CJIEAYET MPOSIBIISATH PU JICUCHUH MAITUEHTOB C CEPACYHO-COCY TUCTHIMH
SBJICHUSIMU B aHAMHE3€.

CHHIPOM NOBBINICHHOW TPOHMIIAEMOCTH KalHJUISIPOB

CuHIpOM TOBBIIIEHHON MPOHUIIAEMOCTH KaMJIISIPOB HAOMIOJANICSA Y MAIlMEHTOB, MOTYYaBIINX
reMuuTabuH B MOHOTEpANMM WJIM B KOMOWHAIMM C JAPYTUMH XUMHOTEPANeBTHYECKUMH
npenapatamu. [laHHOe cOCTOsSHUE OOBIYHO MOAJAETCS JICYECHHUIO B CIIydae paclio3HaBaHMs Ha
paHHEl CTaJuu U TPOBEJECHUS COOTBETCTBYIOIIETO JIEUYEHMs,, HO OTMEUAJUCh U JIETAJbHBIC
ucxozasl. COCTOSHHE 3aKJII0YAETCs B CUCTEMHOM IOBBIIIEHUN IPOHUIIAEMOCTH KalMJUISIPOB, IIpU
KOTOPOM KHIKOCTH M O€JIKH U3 BHYTPUCOCYTUCTOTO MPOCTPAHCTBA MPOHUKAIOT B MHTEPCTULIUH.
KimHMueckne mNpU3HAKKM BKIIOYAIOT TEHEPAIW30BAaHHBIM OTEK, IOBBILIEHUE MacChl TeEa,
TUMOANbOYMUHEMHIO,  TSOKEIYI0 — apTepUalbHYI0  THIOTEH3UI0, OCTPYI0  IOYEYHYIO
HEJIOCTATOYHOCTh M OTEK JIETKOro0. B cityyae pa3BuTHs CUHIpOMa MOBBIILIEHHON TPOHUIIAEMOCTH
KallWUISIPOB B XOJI€ T€PAIUH, IPUMEHEHHE TeMIUTa0nHa TOJHKHO OBITh MPEKPAIICHO U MPHHATHI
noaaepkuaronme Mepsl. CHUHAPOM MOBBIIIEHHOW NPOHMIIAEMOCTH KalWJUIIPOB MOXET
BO3HHMKATh B TeUeHHE Oojiee MO3AHUX LHUKIOB, U B JIUTEpaType OH acCOLUUPYETCA C
peCupaTOpHbIM AUCTPECC-CUHIPOMOM B3POCIBIX.

DVHKIINS JIETKUX

Kpowme pecnimpaTopHOro muctpecc-CHHIpOMa B3pOCIBIX, APyTrue HapymeHus: GyHKIUH JTEeTKUX,
MHOI'ZIa TSDKEJION CTENeHU (HalpuMep, OTEeK JIETKUX, MHTEPCTHLUAIBHBIA MMHEBMOHUT), OBLIM
3apEeTUCTPUPOBAHBI Y MALMEHTOB, NOTyYaBIIUX reMuutabus. IIpu pa3BuTHM TakuX MOOOYHBIX
3P PEKTOB ClIeqyeT PacCMOTPETh BOIMPOC O MPEKpaIleHUH Tepanuu reMiurabnHoMm. PanHee
MCIOJIb30BaHNE CUMIITOMAaTHYECKON TEPAIIUU MOXKET YIYUIIUTh CUTYALIUIO.

[Touku

T'emonumuxo-ypemuueckuti cCuHOpOM

VY [anMeHToB, MONYYaBIIMX TeMIMTAOWH, PEIKO OTMEYAIUCh KIMHUYECKHE W3MEHEHUS,
COOTBETCTBYIOIIME TIeMOJIUTUKO-ypemuueckoMy cunapomy (I'YC) (nmanHsle no nepuoay

nocTperucTpaiioHHoro mnpuMmenenus). ['YC sBisiercs HapylIeHHEM, MPEACTABIISIONIUM
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MOTEHITMAIBHYIO Yyrpo3y s ku3Hu. Heobxopumo np@&ﬁﬁ%ﬁﬁ%ﬁ%ﬁ@% :'npn

MEPBBIX MPU3HAKAX JIIOOOT0 CBUIETENHCTBA MUKPOAHTHOMATHYECKOW TeMOIIUTUYECKON aHEMUH,
TakKMX Kak OBICTPO  CHWXKAIOIIMICA  YpPOBEHb TI€MOMVIOOMHA C  COMYTCTBYIOIICH
TPOMOOIIMTONICHNEH, TOBBIIEHHE YPOBHS OWIMPYOWHA CHIBOPOTKM KpPOBH, KpeaTHHUHA
CBIBOPOTKH KPOBH, a30Ta MO4eBUHBI KpoBu wiu JIJII'. [Toueunas HEIOCTaTOUHOCTh MOXKET OBITH
HeoOpaTUMOM MpU OTMEHE TEPANUU U MOXKET MOTPeOOBATHCS TUATH3.

DepTHIILHOCTD

B nccnenoBanusax GpepTUILHOCTH TeMIIMTAOMH BBI3BIBAJ TUIIOCIIEPMATOTEHE3 Y CaMI[OB MBIIIEH.
[TosTOMy My>KUYMHAM, TIOTYYAIOIIUM TEPAMUIO TEMINTA0MHOM, HE PEKOMEH/IYEeTCS OTIIOBCTBO BO
BpeMs JIEYEHUsI U B T€UeHHE 6 MeCALEB IOCe ero OKOHuYaHus. Jlo Hadana JiedeHus cienyer
00paTUTHCS 3a IOMOIHUTENILHONW KOHCYJIbTallMel B OTHOILIEHHMH KPMOKOHCEPBALUU CTIEPMBbI U3-32
BO3MOYKHOT'O O€CIUIOINS BCIEACTBUE TEPATMU TeMIUTA0MHOM.

Jluera

[Ipenapar 'EMIIUTABUH-ITPOMOME]l conep>XUT HaTpuhil B COCTaB€ BCIIOMOTaTeIbHOTO
BEILECTBA HaTpus aueraT Tpuruiapata. [Ipenapar B no3uposkax 200 mr u 1000 mMr comepxur
MeHee 1 Mmoib (23 Mr) HaTpus Ha (JIaKOH, TO €CTh 110 CYTH He COAEpKUT Hatpus. [Ipenapar B
nozupoBke 1400 mr comepxut 24 Mr HaTpus Ha (QUIakoH, mpemapar B go3upoBke 1500 mr
COJEPKUT 26 MI' HaTpUs Ha (UIAKOH, 4YTO HEOOXOAUMO YUUTHIBATh MAI[IEHTaM, HaXOAALIMMCS Ha

AUECTE C OrPaAaHUYCHUECM IMOCTYILUICHUA HATPUA.

4.5. B3aumopeiicTBue C APYIrdMHU JJEKAPCTBECHHBIMHU CPEACTBAMUA U IPyrue B3aMMOJeHCTBHSA

JIyueBasg Tepanus

OpHOBpeMEHHOE TPUMEHEHHE (COBMECTHOE WM C HMHTEpPBAIOM < 7 /aHEH): TOKCHYHOCTb,
CONPSDKEHHAsT C TaKUM MYJIbTUMOAAIBHBIM JICUCHHEM, 3aBHCUT OT MHOXKECTBA PA3TMYHBIX
(daxkTopoB: 03Bl TeMIMTAaOWHA, YaCTOTHl BBEACHUS TeMIMTAaOMHA, 03Bl JIy4E€BOW Teparmw,
TEXHUKHU TUIAHUPOBAHMS JIy4€BOH Tepanuu, Tua u o0bema 00 1ydaeMoil Tkanu. JJoKITuHIYECKue
" KITMHAYECKHUE WCCIICIOBAHHUS MoKa3am, qTO reMIUTaOuH obmanmaer
PaIMOCCHCUOWIN3UPYIONMM  JIeHCTBHEM. B eaMHCTBEHHOM WCCIENOBAaHMH, B KOTOPOM
reMiuTaOuH BBOAWICA B 03¢ 1000 Mr/M> B TedeHue 6 Helleb OJHOBPEMEHHO C TEPANeBTHIECKUM
00JIy4eHHEeM TpPYAHOM KIETKH y TAalUeHTOB C HEMEIKOKJIETOYHBIM PaKoOM JETKOro, ObLia
3a(hUKCHpOBaHa 3HAYMTENIbHAS TOKCUYHOCTD B BHJE TSDKEJIOTO M MOTEHIIHAILHO OMACHOTO JUIS
’KM3HU BOCIIAJICHHS CIIM3UCTBIX 000JI0YEK, TIIaBHBIM 00pa3oM 330(arura, a TakKe ITHEBMOHHTA,
O0COOCHHO y MAalKMeHTOB ¢ 0ONbIINM 00BeMOM 00TyUYeHUs TKaHel (MeauaHa oObeMa 00MydeHus
4795 cm’). TlpoBomuBiuMecs MO3%ke HcclaenoBaHus —(uccienosanuss 11 ¢asel  npu

HCMCJIKOKJICTOUYHOM  PaKe J'ICFKOFO) CBUIACTCIILCTBYIOT O IIGJ'ICCOO6p33HOCTI/I BBCACHUA
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reMIuTa0uHa B 60oJlee HM3KUX J03aX C COMyTC] Byromeit Hy e B6it repaiiet & Tpor oty eMoit

TOKCHMYHOCTBIO. JlydueBas Tepamusi Ha obnacte rpynHo kinetku (COJl 66 I'p) mpoBoammach
OTHOBPEMEHHO C XUMHOTepaIuei reMuuTabuHoM B 103e 600 Mr/m? (4 BBeIeHHS) M [UCIIATHHOM
B 03¢ 80 mr/m> (2 BBeAeHHUs) B TeueHHe 6 Henenb. ONTUMANBHBIA PEXUM I OE30MaCHOTO
BBEJICHUS TEMIIUTAOMHA C TEPANICBTUYCCKIUMHI JJ03aMH JTy4EBOH Teparuu eni¢ He YCTaHOBJICH IS
BCEX TUIIOB HOBOOOPA30BaHUM.

[TocnemoBarenpbHOE TPUMEHEHUE (MHTEpBald Oosiee 7 MHEH): KpOME JIy4eBOW PEaKIMU IPH
BBEJICHUU reMiuTabuHa Ooriee 4em 3a 7 MHEH 10 WM TOCIe JIy4eBOW Teparuu, YBEIHUCHUS
TOKCUYHOCTH HE 3apETUCTPUPOBAHO. DTU JAHHBIC TTO3BOJISIOT MPEIOIOKUTE, YTO TEeMIUTAONH
MOJKHO BBOJHTH UYe€pe3 OJHY HEICIIO IMOCIe JIy4eBOH TepanmuH WU TOCIe TOTo, Kak OymyT
pas3pelieHbl OCTPBIC TOCIIECTBHS JTy4eBOM Teparuu.

W mpu OTHOBPEMEHHOM, M TPU IOCIEIOBATEILHOM NPUMEHEHUW TEeMIHMTAa0WHA C JIy4eBOU
Tepanuei OBLIN 3apeTUCTPUPOBAHBI JIyYeBhIE TOBPEXKICHUs 00JTydaeMBbIX TKaHEW (Hampumep,
930()aruT, KOJIUT U ITHEBMOHHUT).

[pyrue

He pexomenmyercs COBMECTHOE MPUMEHEHHE C JKUBBIMH BAaKIMHAMH JKEJITON ITUXOPAIKH U
JIPYTHUMH KUBBIMH BaKI[MHAMH, BCJICICTBHE PHCKA CHCTEMHOTO 3a00JICBaHUS C BO3MOXKHBIM

JIETaIbHBIM UCXO0JIOM, OCOOEHHO y MallMeHTOB ¢ UMMYHOCYTpeccuei.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTD W JAKTALMS

KonTpanenmus aid My>K4YiH ¥ SKSHIITUH

XKenmunam pexoMmeHayeTcs wu30erarb HACTYyIUIEHHS OEpeMEHHOCTH B XOJ€ Tepamuu
reMuuTabuHOM, a B CIIy4ae, €CIIH 3TO MPOHU30III0, HEMEUIEHHO COOOLIUTD JIeyalieMy Bpady.

My>xunHaM, MOJYYaOUIMM TEpanui0 TeMIMTa0MHOM, HE PEKOMEHIyeTcs 3ayaThe peOeHKa B
TEYEHUE U Ha MPOTHKEHUU 10 6 MECSIEB MOCIE OKOHYAHUS JICUCHHS], a TAKKE PEKOMEHAYETCS
00paTUThCS 3a JOMOJIHUTEIBHONH KOHCYJbTAllMed MO MOBOAY KPHOKOHCEPBAIMU CIEPMBI 0
Hayaja JIEYEHMsI, IOCKOJIbKY U3-3a TEpaluyd TeMIUTa0MHOM €CTh BEPOSTHOCTb pPa3BUTHUS

OecIuIoaus.

bepemeHnHocTh

Her nocraTOYHBIX MaHHBIX O NPUMEHEHHH TeMIHUTa0MHAa Yy OEpeMEHHbIX JKeHIIMH. B
UCCIICIOBAaHUSAX Ha JKMBOTHBIX HAONIONANIOCh TOKCHYECKOE IEeHCTBHE Ha PENpOTyKTHBHYIO
¢byukuio. Ha ocHOBaHUU pe3ysibTaTOB HCCIEAOBAHUN Ha KUBOTHBIX U MEXaHU3Ma JCHCTBUS
remMiuTaduHa JaHHBIN TpenapaT He cleyeT UCIONb30BaTh B TeUeHUE OepeMeHHOCTH 0e3 SBHOM

HEOOXOIMMOCTH.
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(NOCNEOCBATENEHOCTE 0001)

JlakTanms

HeusBecTHO, BblAENSAE€TCA 1M TEeMIUTA0MH C TPYAHBIM MOJIOKOM, U HEIb3sd HUCKIIOYUTh
HexenarenbHble 3((eKTsl U rpyAHbIX aeteid. KopmileHue rpyipio Ha NPOTSDKEHUM JICUEHUS

reMIUTaOUHOM CIIEZyeT MPEKPATUTD.

DdepTHIbHOCTE

B uccnenoBanusax GpepTHIBHOCTH reMIIMTA0OWH BbI3bIBAJI TUIIOCIIEPMATOTE€HE3 Y CAMIIOB MBIIIEH.

4.7. BausiHue HAa CIHOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

WccnenoBanuii BAUSHYS TeMIUTa0MHA HA CIIOCOOHOCTD YIIPABIIATh TPAHCIOPTHBIMU CPEACTBAMHU
Y MEeXaHHU3MaMU He MPOBOJUIOCH. TeM He MeHee U3BECTHO, YTO TeMIIUTAOUH MOXET BHI3bIBAThH
COHJIMBOCTh OT CJa0Oi J0 YMEPEHHOW CTENEHU BBIPAKEHHOCTH, OCOOEHHO COBMECTHO C
yIOTPEOICHHEM AJIKOTOJISL.

[TanmeHTOB CcieyeT mpenocTeperatb OT YNpaBiIeHUs MEXaHU3MaMH B TEX CIIy4asiX, KOT/ia OHH

YYBCTBYIOT COHJIUMBOCTD.

4.8. HexkesaTeibHbIe peakunuu

Pesrome HDOd)I/IJ'IFI 0€30IaCHOCTH

CaMbpIMH  paclpoOCTPaHEHHBIMH HEKENATEIbHBIMUA PEAaKIMsIMM, CBA3aHHBIMH C Tepanuei
IpenapaToM, ABJSIOTCS TOLUIHOTA CO PBOTOH MWiin 0€3 pBOTHI, OBBIILIEHHBIH YPOBEHb IE€YEHOUHBIX
tpancamunas (ACT/AJIT) u menounoit ¢ocdaraspl, oTMeuaBmecs npuoOau3uTensHo y 60 %
NaIMEHTOB; IPOTEUHYPUS U TeMaTypusi, OTMeUaBIInecs npumepHo y 50 % manueHToB; OJIbIIIKa,
ormeuaBmasics y 10-40 % mamueHToB (¢ HaMOOJIBIIEH YacTOTOW Y OOJNBHBIX PAKOM JIETKOTO);
ajJepruyeckasi KO>kHasi Chblllb, HaOJIIOAABILIASCS IPUOIN3UTENBHO Y 25 % MalieHTOB U CBA3aHHAs
¢ 3yaom y 10 % mauueHTos.

Ha 4gacToTy U cTeneHb TSKECTH HEeKEeNaTeNbHbIX PEeaKUUil BIUSIOT /1032, CKOPOCTh UHPY3UH U
MHTEPBAIIBI MEXK/y BBEJICHHSIMU Tipernapata. K 1030 1MMUTHPYIOINM HeXeNlaTeIbHBIM PEaKIUsIM

OTHOCATCs CHUXXCHHEC YHCJIa Tp0M6OI_[I/ITOB, J'ICﬁKOHPITOB " I'paHyJIOOHUTOB.

PesromMme HexenaTeapbHbIX peaKIni

[ToOouHbIe peakilMy, BCTPEYABIIMECS 4Yallle, YeM B CIAMHUYHBIX CIIydasX, MEPEUYUCIICHbI B
COOTBETCTBHUH CO CICAYIONICH Tpafamueii: ouens yacmo (> 1/10); wacmo (om > 1/100, no < 1/10);
Heuacmo (> 1/1000, no < 1/100); peoxo (om > 1/10000, no < 1/1000),; ouens peoxo (< 1/10000),;
¢ HeUu38eCMHOU Yacmomotul (Ha OCHOBAHUU UMEIOUUXCS OAHHBIX OYEHUMb He803MOMNCHO).

Wndexnun 1 MHBa3UM: vacmo — UHPEKIHUH; ¢ Heu38eCMHOU 4acmomotll — CETICHUC.
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Hapyienus co cTopoHsl KpoBU U TUM(paTHUECK T crcreMir! @EQ%I%EEQEMQL%MhHﬂ

(xak mpaBuII0, HAOIIOAAETCS yTHETEHHE (DYHKIIMU KOCTHOI'O MO3ra JIETKOH MM CpeJHEH CTeneHn
TSOKECTH, U, B OCHOBHOM, OKa3bIBaeT JAEHCTBHE Ha YMCJIO IPaHYJOLUTOB), TPOMOOIUTONEHUS;
yacmo — (ebOpunbHass HEUTPONCHUS; OYeHb pedko — TPOMOOLUTO3, TpPOoMOOTHYECKas
MUKPOAHTHOTIATHSL.

Hapy1enust co cTopoHbl UMMYHHOW CHUCTEMBL: 0OYeHb peoKko — aHA(PUIAKTHUECKas! peaKIysl.
Hapymenus merabonu3ma U MUTaHUS: Yacmo — aHOPEKCHUSI.

Hapyienust co cTopoHbI HEPBHON CHCTEMBI: 4acmo — TOJI0OBHAsA 00J1b, OECCOHHHUIIA, COHITUBOCTH;
Heuacmo — HapyIlIeHHEe MO3TOBOT0 KPOBOOOPAIIIEHHST; 04eHb peOKO — CHHIPOM 3a/IHEH 00paTuMOn
sHuedamonaTuu.

Hapymenuss co CTOpOHBI cepaua: Heuacmo — CepAeYHas HEAOCTaTOYHOCTb, AapUTMUSA
(MpenMyILEeCTBEHHO CYNPAaBEHTPUKYIISIPHAs); peoko — MHPAPKT MHOKap/Ia.
XKemymodHo-KHIIIEUHbIE HAPYIICHUS: OYeHb 4Yacmo — TOIIHOTA, PBOTA; 4aAcmo — JHAApes,
CTOMATHT, A3BEHHOE IOPaK€HHE CIM3UCTON OOOJIOUKM TOJIOCTH pTa, 3aIl0p; OYeHb PeoKo —
UIIEMUYECKUN KOJUT.

Hapymienust co CTOpOHBI NMEYEHW M JKEITYEBBIBOAALIMX ITyTEH: OYeHb yacmo — TIOBBILICHHUE
KOHIICHTpAIuu «me4eHoYHbIX» TpancamuHas (ACT u AJIT) u menounoit hocdarassl; vacmo —
NOBBIIIEHNE KOHLEHTpaluu OWIuMpyOMHA; Heuacmo — TenaTOTOKCUYHOCTb TSKEJIOW CTENEHH,
BKJII0Yasl IEYEHOYHYIO HEI0CTaTOYHOCTh, B HEKOTOPBIX CIIydasiX € JIETAIbHBIM UCXOJIOM; peoKo -
HOBBIIIEHNE KOHIIEHTpaluuu rammariaytamunTpancdepassl (I'TT).

Hapymienust co cTOpOHBI KOKM U TIOJKOKHBIX TKAHEH: oueHb yacmo — aljaeprudeckre KOKHbIC
BBICBHITTAHUS, COTIPOBOXKIAIONINECS 3yIOM, aJIOTICIHS; Yacmo — 3y, MOTINBOCTh; PEeOKO — SI3BHI,
0o0pa3oBaHNe BE3UKYJ U HAPBIBOB, LICIYIIEHHE, KOKHBIE PEAKLIUU TSXKEIION CTENEHH, BKIIOYas
JIeCKBaMaluio U OyJUIe3HOE MOPAKEHUE KOXKH; OYeHb peOKo — TOKCUYECKMH 3MUepMalIbHBINA
HEeKposu3, cuHIpoM CTuBeHca-/[PKOHCOHA; ¢ HeuzsecmHol Yacmomou — NCEBIOICIUTIONUT.
Hapyienust co cTopoHbl MBIIIEYHOM, CKEJIETHOW M COEIMHUTENBHON TKaHW: wacmo — 0O0Jb B
CIMHE, MUAJITHUS.

Hapy1ienust co cTOpoHbI HOYEK U MOUYEBBIBOASAIINX IMyTeH: ouenb uacmo — NPOTEUHYPUS JIETKON
CTETIEHU U TeMaTypusi; Heuacmo — TOYEYHas HEJOCTAaTOYHOCTb, TE€MOJIMTUKO-YPEMUYECKUN
CHHJIPOM.

OO11ye HapyIIeHUs U peakLMy B MECTE BBEICHHUSA: OYEHb 4aCcmo — IPUNIIONOI00HBIE CUMIITOMBI
(Hambosee YaCTBIMU CUMITOMAaMHM ObUIH JIMXOPAJIKa, FOJI0BHAs 00Jb, 03HO0, MUANITHS, ACTEHUS U
AQHOPEKCHS; TaKXkKe COOOLIAIoCh O CiIy4asx pa3BUTHS Kaluld, pPUHUTA, HEIOMOIaHus,

MIOTOOT/ICTICHUS U IPOOJIEM CO CHOM), OTEK/TIepr(epruIecKuii OTeK, B TOM YHCIIEe OTEK JInla (Kak
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MIPABUIIO, ITOCJIC TIPEKPAIICHUS TepaTUU HAOIIONATIOCH p@f)émggv%‘b%‘é'};%ﬁhfgj i‘vgcdﬁllhm,

acTeHUs, 03HOO; pedKo — peakIMK B MECTE BBEICHUS (KaK MPaBUJIO, JIETKOW CTETICHH).
TpaBMbI, OTpaBJICHUSI U OCIOXKHEHHS TMPOLEAYDP: peoKo — JyueBass TOKCHYHOCTh, MTOBTOPHOE
BO3HHUKHOBCHUC JIYUCBBIX OXKOI'OB.

Onucanue OTACIBHBIX HECXCIIATCIbHBIX DeaKHI/Iﬁ

Ipumenenue cemyumabuna 8 KOMOUHAYUU C NAKIUMAKCEN0M NPU paKe MOJIOYHOU Jicesle3bl
YacToTa reMaTosornueckoil TOKCUYHOCTH 3 U 4 CTENeHH TSKECTH, B YACTHOCTH, HEUTPOTIEHUH,
YBEJIMYUBACTCS, KOTJa TEeMIUTA0MH TPUMEHSETCS B KOMOMHAIWMK ¢ makiutakcenoMm. OnHAKo
YBEITMYCHUE YACTOTHI JAHHBIX HEXKEJATEIbHBIX PEAKIMN HE CBSI3aHO C YBEIUYCHHEM YaCTOTHI
WHOEKIUHA WM TeMOPPAarndecKuX MPOSBICHUN. YTOMISIEMOCTh U (GeOpHiibHasT HEHTPOIICHHS
BO3HUKAIOT 4Yalle, KOTJa TeMUIWUTAO0MH TMPUMEHSeTCS B KOMOMHAIIMM C MaKIUTaKCEJIOM.
YToMII1€MOCTh, HE CBSI3aHHAS C aHEMHEH, OOBITHO TPOXOAUT MOCIIE TIEPBOTO IIUKJIA.
Heoicenamenvnvie aenenus 111 cmenenu masxcecmu

T'emamonocuueckas mokcuunocms.: anemus 5,7 %, tpombouuronenus 5,3 %, HeWTpomeHUs
31,3 %.

Hezemamonocuueckas moxcuunocms: (ebpunbHas Heurpornenus 4,6 %, TMOBBIIICHHAS
yromsisiemocts 5,7 %, nuapes 3,1 %, moTtopHas Heuponatus 2,3 %, ceHCcOpHas HeWpormaTus
5,3 %.

Heoicenamenvhwie sgnenus IV cmenenu msocecmu

T'emamonocuueckas mokcuynocms.: anemus 1,1 %, tpomOomuronenus 0,4 %, HeHTpomeHHs
17,2 % (neiirponenus [V cTeneHnu npoJomKUTENIbHOCTRIO Ooiee 7 THeH Obl1a 3aperucTpupoBaHa
y 12,6 % marueHToB).

Hezemamonoeuueckaa moxcuunocms: ¢GebpunbHas HeWtporenus 0,4 %, mnoBbIIICHHAS
yromisemocts 0,8 %, motopHas Heiiponatus 0,4 %, cencopHas Heliponatus 0,4 %.
Ipumenenue cemyumaduna 6 KOMOUHAYUU C YUCHAAMUHOM NPU PAKE MOYEB020 NY3bIPSL
Heoicenamenvnvie aenenus 111 cmenenu masxcecmu

T'emamonocuueckas mokcuynocms.: anemus 24 %, tpomo6ouuTonenus 29 %.
Hezemamonoeuueckas moxcuunocms: TOUIHOTa U pBOTa 22 %, nuapest 3 %, undexuus 2 %,
cromatut 1 %.

Heoicenamenvnvie agnenus IV cmenenu mssicecmu

T'emamonocuueckas mokcuynocms.: anemus 4 %, tpombouutonenus 29 %.
Hezemamonozcuueckas mokcuynocms.: uadexus 1 %.

Ipumenenue cemyumadbuna 6 KOMOUHAYUU C KAPOONIAMUHOM NPU PAKe AUYHUKOS

Heowcenamenvnuvie aenenus 111 cmenenu msaocecmu
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Temamonocuueckas mokcuynocms. anemus 22,3 %, Hé%ﬁ:ﬁﬁg&h—' gt ;?E%l,l:"H)l‘Olgg(ﬂlQTbﬂéHHH

30,3 %, netikorieaus 48 %.

Hezemamonoeuueckas moxcuunocms. kpoBoteuenue 1,8 %, pedbpunbHas Helirponenus 1,1 %.
Heoicenamenvnvie sienenus IV cmenenu msoicecmu

T'emamonocuyeckas moxcuunocms: anemust 5,1 %, neurrponenus 28,6 %, TpPOMOOIIUTOICHUS
4,6 %, neitkonenus 5,1 %.

Hezemamonoeuueckas moxcuunocms: nadpexus 6e3 Heirrponenuu 0,6 %.

C006H.ICHI/I€ 0 TOA03PEBACMBIX HCXKCIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOJ03PEeBACMBIX HEXKEIATEIBHBIX PEAKIUAX IOCJIEe PETUCTPALNN
JIEKapCTBEHHOI'0 IpernapaTa ¢ LeNbl0 00eCHedeHUs HENPEpbIBHOTO MOHUTOPUHIA OTHOILEHUS
«TONb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeaunuHCKUM paOOTHUKAM pPEKOMEHIYeTcs
co00IIaTh O JIFOOBIX TOJ03PEBACMBIX HEKEIATENBHBIX PEAKIUAX JICKApPCTBEHHOTO Mpernapara
4yepe3 HalMOHABHBIC CHUCTEMBI COOOIICHUN O HEXEJIATeIbHBIX PEaKIUIX TOCYJapCTB — YICHOB
EBpazuiickoro 5JKOHOMHUYECKOTO COHO3a:

Poccuiickas @edepayus

DenepanbHas ciryx0a 1o Haa3opy B cdepe 3apaBooxpanenus (POC3APABHA/I30P)

109074, r. Mocksa, CriaBsiHCKasl TIIOIIab, 1. 4, cTpoeHue 1

Tenedon: +7 (499) 578-02-63

MmuorokananbHbIN TenehoH: +7 (499) 578-06-70

OnexkTpoHHas noura: pharm@roszdravnadzor.gov.ru

Anpec B untepHere: http://www.roszdravnadzor.gov.ru

4.9. llepeno3zupoBka

AHTHIIOT [U1d reMuuTaOuHa Henm3BecTeH. KIMHUYecKH 1omycTUMasi TOKCHYHOCTh HaOJIoAanach
TIPH BBEIEHUM OJHOKDPATHBIX 03 BILIOTH 10 5,7 I/M? BHYTPUBEHHO B TeueHue 30 MUHYT KasK/ble
IBe Henenu. B ciydae momo3peHus Ha NEPENO3UPOBKY, MALMEHT JOJDKEH HAXOIUTBHCS MOJ
MOCTOSTHHBIM Bpa4eOHBIM KOHTPOJIEM, BKITFOUast rmojacueT GopMyIibl kKposu. [Ipu HeoOxXomumocTr

ManUEHTY MPOBOAAT CUMIITOMATUYCCKOC JICUCHUC.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA
5.1. ®apmakoauHaAMHYeCKHe CBOHCTBA
dapmakoTepaneBTHUYECKas TPYIIa: MPOTUBOOIYXO0JIEBBIC CPEACTBA; aHTUMETA0OHUTHI; aHAJIOTH

MUpUMHIHUHA.

Kox ATX: LO1BCO05
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lemmurabun npencraBiser coOod  aHTHMETaOOIUT ! rﬁﬁppﬁﬁv&ﬁ&h"-ﬁﬂ%ﬁ%%—l— :'rH)t)'sHs}meT

dazocnenupuIHOCTh, TEHCTBYS Ha KJIETKH B S ¢ase ((pa3a cuHTE3a A€30KCUPUOOHYKICMHOBON
kucnotel, JJHK), v npu onpeaeneHHBIX 00CTOSATENHCTBAX OJOKUPYET pa3BUTHE KIETOK HAa TPAHULIC
da3 G1/S.

lemmurabue  MeTaboNMM3UpPyeTCsl BHYTPH KJICTKH TIOJ JCHCTBHEM HYKICO3HIKHMHA3BI C
oOpa3zoBaHneM akTHBHBIX mudocharHeix U TpudochaTHBIX HyKI€o3un0B. LluToTOoKCcHUYeckoe
neiicTBue reMiuTabuHa mposBIseTcs 3a cueT uHruouposanus cuute3a JJHK ¢ momormrsio nByx
MEXaHM3MOB JAeWcTBHUs TmocpeAcTBoM audochaTtHerx u  TpudochaTHBIX HYKICO3HUIOB.
JudocharHpie HYKICO3UABI HWHTHOMPYIOT PHOOHYKICOTHIPEIYKTa3y, KOTOpas ICHCTBYeT B
KayecTBE  E€JUMHCTBEHHOIO  KaTalu3aropa  peakluil, MpUBOASAIIMX K  00pa3oBaHUIO
ne3okcunykineosuaTpudocdaron, Heodoxoaumbix s cunteza JJTHK. Murubuposanue gaHHOTO
depmenta  mocpeAcTBOM  AUQOChATHBIX  HYKICO3UIOB  CHIDKAET  KOHIICHTPAIIHIO
JIe30KCHHYKJICO3UI0B B LIEJIOM U JIe30KCHHYKIIeo3uaTpudocdaros B vactHocTH. TpudocdarHbie
HYKJIEO3UJbl aKTHUBHO KOHKYPHUPYIOT C J€30KCHMHYKiIeo3uaTpudocharamu 3a BCTpauBaHUE B
mounekybl JTHK.

AHaJOTUYHBIM 00pa3oM HEOOJNBIIOE KOTHMYECTBO TeMIIUTa0WHA MOXET TaKKe BCTPaWBAThCS B
MoJieKybl pubonykienHoBoi kuciotel (PHK). Takum oOpa3om, cHuKEHHass BHYTPUKIIETOUHAS
KOHIICGHTpAIMsl JIe30KCUHYKIeo3uaATpudocdaroB ycunuBaer BCTpauBaHUE TpHUQPOCHaTHBIX
nykiaeo3unoB B JIHK. JIHK-monumepaza smcuimoH He o0iamaeT CHOCOOHOCTHIO BBIBOJIUTH
reMIMTa0uH U BBIMOJHATH pernapanuio pactymux neneit JJHK. Ilocne toro, kak remiutabux
BctpauBaercs B JIHK, B pactymme nenn JIHK noGasnsercs eme oaun Hykiaeotua. Ilocie Takoro
no0aBICHUS TPOWCXOAUT TIOYTH TIOJHOE WHTHOWMpoBaHWE pganbHeidmero cuHTe3a JIHK
(mackupoBaHHas TepmuHanus nenu). [locne BctpauBanus B JIHK remuuraOuH, mo-BuauMomy,

CTUMYJIUPYCT SaHpOFpaMMHpOBaHHLIﬁ mnmponecc rubenu KJICTOK, M3BECTHBIN KakK aIlomTo3.

5.2. dapmakoKnHeTHYECKHE CBOHCTBA

AbGcopbuus

MaxkcuManbHasi KOHIEHTpalusi B IUIa3Me KpoBU (HAOMIoJaBIIasicsi B TEUYEHHWE 5 MUHYT 0
OKOHYaHus MH(]Yy3un) coctaisa ot 3,2 1o 45,5 mxr/mi. KoHIeHTpaus HCX0JHOTO BEIIECTBA B
T1a3Me KPOBH MOcje BBeJeHMs mpenaparta B go3e 1000 mr/m? B TeueHne 30 MUHYT ObLIA BBIIIE
5 MKr/mMi1 B TedeHue npuMepHo 30 MUHYT mociie 3aBepiieHust uHQy3uu u Boie 0,4 MKI/MII e1e B

TCUCHHC Yaca.
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Pacnopenenenne

O6beM pacrpesielieHHs B KpOBH cocTapian 12,4 n/m*> y skeHmmH u 17,5 3/M> y MyX4uH
(MexBumOBas BapuabenbHOCTh ObuTa paBHa 91,9 %). OO6beM pacnpeneneHust B APYTrUX TKaHAX
coctaBnsl 47,4 1/M* ¥ He 3aBHCEN OT TOJOBOMH IPUHAIIEKHOCTH.

Cas3pIBaHME ¢ O€IKaMH TUIa3Mbl CUUTAIIOCh HE3HAYUTEIHHBIM.

[Tepuon momyBBIBEIEHUS COCTABIISI OT 42 10 94 MUHYT, B 3aBUCMMOCTH OT BO3pacTa u noia. [ns
PEKOMEH/IOBAaHHOM CXEMbl BBEAEHHUS IIperapara BbIBEJEHHE TEeMIUTA0MHA JIOJKHO OBITh
NPaKTUYECKH 3aBEpUICHO B TeueHue mnepuoja or 5 g0 11 yacoB mocne Havana uHQY3UH.
I'emMumTaOuH He HaKAITMBAECTCS IPY BBEJACHUH OHH Pa3 B HEAEIIIO.

Buorpancdhopmars

lemmurabun GpicTpo MeTaOONU3HpPYETCS MUTHAWHIAC3aMUHA30M B TMEYEHH, MOYKaX, KPOBH U
JIpyTUX TKaHAX. BciencrBue BHYTPHKIETOYHOrO MeTabonm3ma reMmuuTabuHa o0pasyroTcs
MOHO-, Ti- U Tpru(ocPaTel reMIuTabnHa, N3 KOTOPHIX aKTUBHBIMU CYUTAIOTCS IH- U TpU(ochaThI.
OTU BHYTPUKIIETOUHbIE META0OJUTHl HE ObUTM OOHApyXeHbl B Mia3Me Ui mMouye. OCHOBHOM
MeTabonurt, 2'-ae30kcu-2', 2'-niudTopypuanH, HE aKTUBEH U HE ONpEAeIsaeTcs B IUIa3Me U MOYe.
DJIMMUHALNS

CucTeMHBII KIMpeHC HaXoauIcs B mpejenax oT 29,2 i/u4/m* 1o 92,2 n/4/M> B 3aBUCHMOCTH OT
noJjia U Bo3pacTta (MeXBUIOBasi BapuabenbHOCTh cocTaBisiia 52,2 %). KinupeHe y skeHImH ObL1
npuMepHoO Ha 25 % Huxke, yeM y My»4uH. OCTaBasiCh BBICOKMM, KJIUPEHC U y MYKYUH, U y
JKEHIIUH, MO-BUIMMOMY, CHUXKAETCS C BO3pacToM. (s peKOMEeHIOBaHHON J03bl reMIIMTa0nHA
1000 mr/m? mpu nHQY3MOHHOM BBEJEHUHU B TeueHHe 30 MUHYT Ooslee HU3KKE 3HAYEeHUs KIUpeHca
JUTS )KSHIIMH U MYKYUH HE TPEOYIOT CHWKECHHUS J03bI FeMIIUTaOnHa.

Memnee 10 % BBEIBOIUTCS ITOYKaMH B HEN3MEHEHHOM BHIIE.

[ToyeuHslii KIIMPEHC COCTABIISII OT 2 10 7 71/9/M2.

B Teuyenue Henenu mocie BBeIEHUs mpenapara BeIBOAUTCS OT 92 1o 98 % oT BBEIEHHOMN 10351
remMiuTaduHa, mpu 3ToM 99 % BBIBOIUTCS MMOYKaMH, B OCHOBHOM, B BuJe 2'-mudTopypuanHa, a
1 % no3bI - yepe3 KUIICUHUK.

Kunemuxa mpughocpamos cemyumabuna

JlaHHbIi MeTabOIUT MOXKHO OOHAPYKUTh B MOHOHYKJIEAPHBIX KIJIETKaX Mepudepuyeckoi KpoBH,
U wuHQOpMaIMs 1anee OTHOCHUTCS K OTHM KIETKaM. BHYTpUKIETOYHBIE KOHIICHTPALUU
MOBBIIIAOTCS MPOMOPIIMOHATIBHO J103aM reMIIuTadrHa B uarna3one ot 35 mo 350 MT/M? B TeueHme
30 MuHYT, 4TO oOOecrmeyuBaeT paBHOBECHYIO KoHIeHTpamuio oT 0,4 mo 5 mkr/miu. [lpu
KOHIIEHTPALlMN TeMIIUTa0NHA B IJ1a3Me BBIIIE 5 MKI/MJI YpoBeHb TpuochaToB reMiurabnHa He
MOBBILIAETCSI, HA OCHOBAaHMH YETO MOYKHO MPEIOI0KUTh, YTO 00pa30BaHUE JaHHOI'O METa0OIUTa

B MOHOHYKIJICAPHBIX KJICTKaX ABJISACTCA HACBIIIACMBIM.
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Kunemuxa 2'-0ezoxcu-2",2"-ou¢pmopypuouna

MakcumanbHasi KOHLEHTpauus B miasme (depe3 3-15 munHyT mocne okoHyaHus 30-MUHYTHOMN
uadysun, 1000 mMr/mM?) cocTapisna ot 28 10 52 MKr/MI. MUHMMalIbHas KOHIEHTpALKs HOCIe
BBEJICHUS OJMH pa3 B Heemto Obuta paBHa ot 0,07 mo 1,12 Mkr/mut, 6e3 KaKymerocss HaKOTIeHUsI.
KpuBasi «koHIeHTpanusi B Iu1a3mMe-BpeMs» umeeT TpexdazHylo opMy CO CpeAHHM MEPUOIOM
MOJTyBBIBEICHUS B KOHEUHOH (pa3ze - 65 yacos (auamnasoH ot 33 g0 84 yacos).

Oo6pazoBanue 2'-ne30kcu-2',2'-qudTopypuarHa U3 UCXOTHOTO BemecTBa: ot 91 1o 98 %.
Cpenuuii 06beM pacnpesieienus B kposu: 18 1/m? (muanason ot 11 10 22 n/m?).

CpenHnii 00beM pacrpefeneHus B PaBHOBECHOM cocTosHuM: 150 1/mM? (muamazoH ot 96 1o
228 1/m?).

Pacripenenenue B TKaHsIX: OOMIUPHOE.

Cpenuuii kaxymumiics knmupenc: 2,5 1/4/m? (muanaszon ot 1 1o 4 n/4/m?).

[ToTHOCTBIO BBIBOAUTCS MTOYKAMH.

DdapMaKOKMHETHYECKHUE B3aUMOJICUCTBUS

Kombunuposannas mepanus 2emyumaOunom u NAKIumaxceiom

KomOunupoBaHHas Tepanus He OKa3blBaja BIHMAHUS Ha (PapMaKOKHMHETHUKY TeMIUTaOWHA WIIH
MaKJIUTAKCENa.

Kombunuposannas mepanus cemyumadunom u Kapooniamunom

[Ipu npuMmeHeHMM B KOMOMHAaLMU C KapOomjaaTWMHOM (apMakOKMHETHKAa IeMIUTa0uHa He
MEHS1aCh.

TloyeuHas HEAOCTATOYHOCTb

[ToyeuHnass HETOCTATOYHOCTh JIETKOW WIJIM CPEIHEH CTENEHU TSHKECTH (CKOPOCTh KIIyOO4YKOBOI
¢unprpamuu (CK®) or 30 mn/mun go 80 mi/MHH) HE OKa3bIBaeT CTAOMIBLHOTO 3HAYUMOTO

BO3/ICUCTBUS Ha (PapMaKOKMHETHUKY TeMIIUTa0NHA.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

MannuTton

Harpus anerar tpurugpar

Hatpust ruapoxeun (s koppexuuu pH)

XmopucToBOOpOAHAS KHcaoTa (st Koppekiuu pH)

6.2. HecoBmecTuMOCTD

JlaHHBIN JIeKapCTBEHHBIH NpenapaT He CleAyeT CMELIMBaTh C JPYIMMHU JIEKapCTBEHHBIMH

npenapaTamu, 3a UCKJIFOUEHUEM YIIOMSHYTHIX B paszzaene 6.6.
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6.3. Cpok rogHocTH (CPOK XpaHEHHS)

2 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh npH Temnepatype Huwke 25 °C. XpaHUTh B OpUTHHAIBHON YIIaKOBKE (T1auke/KOpoOKe).
6.5. Xapakrep u coepxkaHue NePBUYHON YIIAKOBKH

ITo 200 mr, 1000 mr, 1400 mr, 1500 Mr medcTByIOMIEro BemecTBa BO (IAKOHBI OECIIBETHOTO
CTeKsa 1-ro TUAPOJIMTUYECKOrO Kiacca, IepMETHYHO YKYHNOpPEHHbIE DPE3HMHOBBIMH OpoMO-
OyTHJIOBBIMHU NMPOOKAaMH U 00KaThIe KOJIMAaYKaMi KOMOWHUPOBAHHBIMH.

1,2,3,4,5,6,7,8,9, 10 ¢bnakoHOB ¢ mpenaparoM BMECTE C JINCTKOM-BKJIQIBIIIIEM ITOMEIIAIOT B
Hayky U3 KapToHa.

10, 15, 20 ¢1akoHOB € IpenapaToM ¢ NPUIIOKEHUEM JIUCTKOB-BKIIAbIIIEH B KOJIMYECTBE, PABHOM

KOJINYECTBY (pJTaKOHOB, MOMELIAIOT B KOPOOKY M3 KapTOHA (IS CTAIIHOHAPOB).

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOTO MpenapaTa Wjin 0TX0J10B, MOJYy4YeHHBIX MOCJe MPUMEHEHNs Mpenapara, u
Apyrue MaHUMYJISIIIAU € MPeNapaTomM

PeKOMCHI[aIII/II/I 11O IPUT'OTOBJICHHUIO pacTBOpa JJIA I/IHd)VSI/II/I

[Tpu mpUroTOBICHUH U YTHIIM3ALMH PACTBOPA I HHPY3UU TOJIKHBI COOIIOAATHCS CTaHIaPTHBIE
Mepbl 0€30MacHOCTH 1Sl paboThI ¢ HIUTOTOKCUYECKUMU cpeicTBaMu. [lepemenienue pacteopa s
UHQY3UU TOJDKHO BBITIONHATHCS B 0e30macHOM OOKce; HeoOXOIUMO HCIOJIb30BaTh 3alUTHHIE
xanmaTel W mepyatku. Ilpu oTcyTcTBHM Oe3omacHoro Ookca 00oOpynOBaHHME JOJKHO OBITH
JIOTIOJTHEHO 3aIIUTHON MAacKOM M 3alIUTHBIMA OYKaAMH.

[Tpu monamanuu mpemnapara B IJ1a3a MOXKET BOSHUKHYTh cepbe3HOe pa3apaxeHnue. ['naza cienyer
HEe3aMeJUIUTEIHHO U THIATENFHO MPOMBITH BOAOW. Eciu pa3apaxeHue He MpOXOAUT, HEOOXOAUMO
oOpatuThes K Bpady. B cirydae nmonaganus pacTBOpa Ha KOXKY CIIEYeT TIIATEILHO IPOMBITH KOXKY
BOJIOM.

B kauectBe pacTBOpuTENs ucnonbdyercs Toibko 0,9 % pactBop HaTpus xyopunga 0e3
KOHCEpBAaHTOB. MakcuMasbHasi KOHIICHTpAIUs TeMIIUTa0nHa He JOJHKHA MpeBbImath 40 mMr/mi.
PacTBOpBI, MPUTOTOBJIICHHBIE C KOHIEHTpamued Bbime 40 Mr/Mi, MOTYT COMPOBOXKIATHCS
HETOJIHBIM PACTBOPECHHUEM.

1. PactBopenue u moboe nocnenyromiee pazdaBIeHUE CIETyET BBIIOIHATH C COOJI0ICHUEM
METOJIOB ACETITUKH.

Jlis IpUTOTOBJICHUSI KOHLIEHTpaTa conepkumoe ¢uakona 200 Mr pacTBOpSIIOT B HE MEHEE, YeM
5 mi1, 1000 mr — He MeHee, yeM B 25 mi, 1400 Mr — He MeHee, yeM B 35 mu1, 1500 Mr - HE MeHee,

yeMm B 37,5 mu 0,9 % pactBopa HaTpus xjopuaa s uHbekuuid. Kaxnaplil ¢iaakoH akkypaTHO
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B30AITHIBAIOT JIO IOJHOIO PACTBOPEHHS JIH( dumzatal “BotetHHoBNE R pactaop ! 310

IPO3payHbIi OT OECIBETHOIO O KOPUYHEBATO-XKEITOIO I CBETIIO-)KEITOI0 1IBETA PACTBOP.
[IpuroroBrneHHbI KOHLIEHTPAT T'eMIUTA0MHA, COJEpXKAIlUMi HYXHYIO 03y Ipernapara, nepen
BBeZieHHeM pasbaBisor 0,9 % pacTBOpoM HaTpusi XJOpHAa Ui MHBEKUUH B KOJIUYECTBE,
J0CTaTo9HOM Ut 30-MHHYTHOW BHYTPUBEHHOH HH(DY3UH.

2. Ilepen mapeHTepa’dbHBIM BBEAEHUEM HEOOXOAMMO BM3YyalbHO KOHTPOJIMPOBATh
NPUTOTOBJICHHBIM PAacTBOp Ha HaNMYME MEXaHWYECKHUX IMpuMeceil u u3MeHeHue IBeta. llpu
HaJIMYMU MEXAHUYECKUX BKIIIOUEHUH pacTBOP IIpernapaTa He UCHOJb3YIOT I BBEICHUS.

C MHKpOOMOIOTMYECKON TOYKU 3pEHUS] MPUTOTOBIEHHBIH PACTBOP OJKEH OBITh MCIHOJIb30BaH
HEME]JIEHHO.

Bech ocraBmmiics nekapcTBEHHBIN MpenapaTr U OTXO/bl CIelyeT YHUYTOXKHUTh B YyCTaHOBJICHHOM

MOPSIZIKE.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanns

000 «I[TIPOMOME/Jl PYC»

129090, r. Mockga, npocriekT Mupa, nom 13, ctpoenue 1, oduc 13
Ten.: +7 (495) 640-25-28

E-mail: reception@promo-med.ru

7.1. IlpeacTaBUTENb ACpKaTeNIsl PETHCTPAIIMOHHOI0 YIOCTOBEPSHUS

[Iperen3uu notpeduTeneit cieayeT HaIpaBIsATh MO aJApecy:
Poccniickas @enepanus

000 «ITIPOMOME/L PYC»

129090, r. Mocksa, npocniekt Mupa, n1om 13, ctpoenue 1, opuc 13
Ten.: +7 (495) 640-25-28

E-mail: reception@promo-med.ru

Kpyrnocytounsriii Tenedon ropsiaeii imann GpapmMaxoHaa30pa:

8-800-777-86-04 (6ecmiaTHO)
8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUSA
9. JATA TIEPBUYHOMN PEIMCTPAIIMHA (ITIOATBEPKJIEHUSI PETMCTPAIINMA,

INNEPEPETUCTPAIIUN)

JlaTa nepBoii perucTpanuu:
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 15.06.2022 N= 14260

O6mas xapakrepuctuka jgekapctBernHoro npenapara [EMIIUTABUH-ITPOMOME]] noctymnHa

B I/IH(l)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CCTH «I/IHTepHeT».
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