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(MOCNEQOBATENEHOCTE 0004)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

I'emuuTabun, 200 Mr, aModUIN3aT A7 IPUTOTOBICHUS pACTBOPA It HHPY3UH.

['emiuradbun, 1000 mr, muodunmusar st IPUTOTOBJICHUS PacTBOpA IS HHQY3HIA.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JleiicTByro111e€e BEIIECTBO: T€MIIUTA0MH.

T'emiumradud, 200 mr, 1uoduansar Uil IPUTOTOBJCHUS DACTBOPA ULl UHQV3UIA.

Kaxnprii grakon comepxxkut 200 Mr remuuraduna (B Buae ruapoxiopuaa). B 1 mu koHeHTpara
rociie TepBOHAYAIBLHOTO PACTBOPEHUsSI 5 MJI pacTBopuTens coaepxurca 40 mr remuutadbuna (B
BU/JIE TUAPOXIIOPUAA).

BcenomoraTenbHble BelecTBa, HAJMYKWE KOTOPBIX HAJ0 YUUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpui (cMm. pazzaen 4.4).

lemmmradun, 1000 Mr, THoGUIN3AT IS IPUTOTOBICHUS PAcTBOpa A HHDY3UH.

Kaxnpiii ¢uakon comepxur 1000 mMr remmnmrabuHa (B Buiae ruapoxiopuaa). B 1 wn
KOHIICHTpaTa TMOCJIe MEePBOHAYAIBHOTO PACTBOPEHUS 25 MJI pacTBoputens coaepkutcs 40 mr
remMiuTaduHa (B BHJIE TUIPOXJIOPUIA).

BcromoraTebHBIC BEIIECTBA, HAJTMYUE KOTOPBHIX HAJ0 YYHUTHIBATH B COCTABE JICKAPCTBEHHOTO

npenapara: HaTpui (cMm. pazzaen 4.4).
[TonHbIi nepeyeHb BCIIOMOraTeIbHbIX BEIIECTB IPUBEIICH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

JInodunuzar A NpUrOTOBICHUS pacTBOpa s HHPY3Hil.

[Topomiok miu nmopucras Macca 0e10ro WM o4ty 6esoro 1BeTa.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3anus K NpUMEeHEHUIO

FeMI_II/ITa6I/IH IMOKa3aH K MIPpUMCHCHHIO Y B3POCJIbIX.

MecTHOpacnpOCTpaHEHHBIN WM METACTaTUYECKUN HEMEIKOKIETOYHBIA pak JETKOTO B
KadeCcTBE TepaIuy MepBOM JTUHUU B KOMOMHAIINY C ITUCIUIATHHOM HJIA KapOOTUTaTHHOM, a
TaKk)Ke B KQUeCTBE MOHOTEPANHUH y MOKUJIBIX MalMEHTOB C (PYHKIIMOHAIBHBIM CTaTyCOM,
pPaBHBIM 2.

HepesekTabenbHbIN, MECTHOPCIUANBUPYIOIMIMA WM METAaCTaTHYECKUH paKk MOJOYHON
JKeJIe3bl B COCTaBE€ KOMOMHHMPOBAHHOW TEpaIlMy C TAKJIUTAKCEIOM TIOCIe MPOBEICHUS
HEO0aIbIOBAHTHOW W/WJIM aabIOBAHTHOW TEpalvy C BKIIOYEHHEM aHTPALUKIUHOB IPHU
OTCYTCTBHH MPOTUBONOKA3aHUI K UX HA3HAYEHUIO.

MecTHOpacpocTpaHEeHHBIH WM METaCTaTUYECKUI YpOTEIHAIbHBIN pak (pak MOYEBOTO
My3bIPsl, MOYEUHOM TOXaHKU, MOYETOYHUKA, MOYEHCITYCKAaTEeIbHOTO KaHaa).
MecTHOpacnpOCTpaHEHHBI WJIM METAaCTaTUYECKUU SIUTEIUAIbHBIA paK SIMYHUKOB B
KayecTBE MOHOTEpanuy WM B COYETAaHMH C KapOOIUIaTUHOM Yy TAIMEeHTOB C
MpOrpeccupoBaHreM 3a00JIeBaHuUs TIOCTIE POBEACHUSI IEPBOM TMHUH TEpallui Ha OCHOBE
MPOU3BOAHBIX TIATHHBI.
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— MecTHOpacnpocTpaHEHHBIN WK METACT ElTI/I‘leCKI/II/I oaK n RCIYIOUHOM KENEIbL. -
— MecTHOpacnpocTpaHEeHHBIN WIIM METACTATUYECKUHN paK IEHKU MATKU.

— Pak kenueBbIBOASIIMX TyTEH.

4.2. Pe:kum 103MPOBAHUSA U CIIOCO0 MPUMEHEHU S

Tepanml mpenapaTromMm FCMHI/IT36I/IH MOJKET OBITh Ha3HAUYE€Ha TOJILKO BpauoM, UMCIOUIUM OIIBIT
MMPUMCHCHUA TPOTUBOOITYXOJICBBIX IIPCIIAPATOB.
Pexxum go3upoBaHus

Mecmnopacnpocmpanennolii. Uiy  Memacmamudeckutl HeMeIKOKIeMmOouHblll paK J1e2ko2o 6
Kayecmee mepanuu nepeol JUHUU 6 KOMOUHAYUU C YUCHIAAMUHOM UTU KAPOONIAMUHOM, a
makoice 8 Kauecmee MOHOMEPAnuu y HONCULLIX NAYUEHMO8 C (DYHKYUOHATbHLIM CMAM)COM
pasubim 2

Monomepanus: peKOMEHIOBaHHas jo03a mnpemnapata [emiurabun — 1000 Mr/M%2 B BHIE
BHyTpUBeHHOUN MH(Y3un B TeueHue 30 MuHyT B 1, 8, 11 15 qHM Kaxa0ro 28-1HEBHOTO MUKJIA.
Jlo3a MOKeT ObITh YMEHbIIIEHA C KaXKIBIM IUKIOM HIIM B T€YEHHUE IIMKJIa HA OCHOBAHHUH CTETICHU
TOKCUYHOCTH, HaOJII01aeMOil y NaIfeHTa.

Kombunuposannas mepanus ¢ yucniamunom: peKOMEHI0BaHHasA 1032 Hpenapata ['emunTaOun
— 1250 mr/m? B Buzie BHYTpUBEHHON MH(Yy3un B Teuenue 30 munyT B 1 u 8 nens xaxaoro 21-
nHeBHOrO 1UKIa Wik 1000 Mr/m? B Bujie BHYTpHBEHHOH HH(BY3un B Tedenue 30 MUHYT B 1, 8
15 nHu xaxmoro 28-1HeBHOTO LUKIA. J[03a MOXKET ObITh YMEHbIIIEHA C KaXAbIM LIMKJIOM WU B
TE€YEHHE LIMKJIA HA OCHOBAHUU CTENIEHH TOKCUYHOCTH, HAOII0AaeMOH Y aI[UEeHTA.

Hucnmarun BBoguTcs B g03¢ ot 75 go 100 Mr/M? OTiH pa3 Kaxple 3 HeAeH.
Kombunuposannas mepanus ¢ xapbonramunom: pexKoMeHJoBaHHas ao03a mpermapata — 1000
mr/mM? unu 1200 Mr/mM? B BHe BHYTpUBEHHON MH(Yy3um B Teuenue 30 MuHyT B 1 U 8 neHb
Kaxoro 21-gueBHoro nukia. KapOomnarun BBoguTcs u3 pacdera nokaszarens AUC (miomaas

MOJIT KPUBOW «KOHIICHTpAIUs — Bpems») 5 Mr/mirMuH B | JIeHb LUWKIA Toclie WHQY3un
remiurabuHa. J[o3a MokeT ObITh YMEHBIICHA C KaXJbIM ITUKJIOM WJIM B TEUEHHUE IMKJIA Ha
OCHOBAHUU CTETIEHU TOKCUYHOCTH, HAOIIOJaeMOH Yy TIallMeHTA.

HepeszexmabenvHulil, mecmuopeyuousupyowuil i Memacmamuyeckull paxk MOJOYHOU Jcelle3bl
6 cocmase KOMOUHUPOBAHHOU Mepanuu ¢ NAKIUMAaKCen10M nocie npo8edenUs HeoaobrO8aAHMHOU
wunu  a0vOBAHMHOU mMepanuu CcO  BKIYEHUeM aHMpAyuKiuHo8 Npu  OMCYMCMmMeEUu
NPOMUBONOKAZAHUU K UX HAZHAYEHUIO

Kombunupoeannas mepanus._c_nakiumaxcesiom: TAKIUTaKcel BBOAUTCS B go03e 175 mr/m? B

BUJIC BHYTPUBEHHOU MH(Y3UK B TedeHHE 3 4acoB B | JIeHb 2 1-THEBHOTO IUKIIA C MOCIIETYIOIIUM
BBEJICHHEM TeMIMTabuHa. PekoMeHmoBaHHAs j03a mpemapata — 1250 wmr/mM®> B BHue
BHYTpUBEHHOHN nH(py3un B Teuenue 30 muHyT B 1 u 8 aHM Kaxkgoro 21-gHeBHOro nukia. J{osa
MOKET OBITh YMEHBIIEHAa C Ka)IbIM LUKIOM WM B TEUEHHE LMKIAa HAa OCHOBAHMM CTETEHU
TOKCUYHOCTH, HaOJII0/1aeMOil y maIfeHTa.

[lepen HauanoM KOMOMHHUPOBAHHOM Tepamnuu (TeMIUTA0MH + MaKIUTaKcel) adCONOTHOE YUCIIO
I'PaHyJIOLUTOB B KPOBH Y MAIIMEHTOB JOJDKHO ObITH HEe MeHee 1500/MKit.
Mecmnopacnpocmpanentvlii. Uiy Memacmamudeckuil ypomeauaibHolil pax (pak Mmouegozo
ny3vIpsl, NOYEUHOU JIOXAHKU, MOYeMOYHUKA, MOYEUCNYCKAMeNIbH020 KAHAa)

Monomepanus: pekoMeHIOBaHHAas no03a mpemapata — 1250 mMr/mM? B BHAE BHYTPHBEHHOMN

uH(y3uu B TeueHue 30 muHyT B 1, 8 1 15 maUM Kaxknoro 28-mHEeBHOTO nuKIia. Jlo3a MOKET OBITh
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YMEHBIICHA C Ka)KAbIM LUKJIOM WA B TEYCHHUC IUKIIA I1[2{ 0‘5'1%;

Ha0Jr01aeMOi y MaIfeHTa.
Kombunuposannas mepanus ¢ yucniamunom: peKOMEHI0BaHHas f03a npemnapaTta — 1000 Mr/M?

B BHUJAE BHYTpuBeHHOW uH(Qy3uum B TeueHue 30 muuyt B 1, 8 u 15 nHM B couetaHuu c
[UCIUIATUHOM, KOTOPBIA BBOJMTCS B pekoMeHayemon mo3e 70 mr/M? B 1 1eHs cpasy mocie
UHQY3UM reMiuTadlHa WiId BO 2 JeHb Kaxjaoro 28-mHeBHOro nukiaa. Jloza Moxer ObITh
YMEHBIIEHA C KaXIbIM LMKJIOM WIM B TeUEHHE LUKJIA HA OCHOBAHUM CTENEHU TOKCUYHOCTH,
Ha0Jr01aeMoi y MaIueHTa.

Knuuudeckyue MccleoBaHMs MOKa3all, 4To HpU ao3e nucriatuHa 100 mr/m? Habmomaercs
0osiee BhIpayKEHHAst MUEIIOCYIPECCHSL.

Mecmunopacnpocmpanennviti Uiy Memacmamudeckuii.  SNUMeNUAIbHblll  paK AUYHUKOS 6
Kauecmee MOHOmMeEpPANUU UIU 6 COYEMAHUuu ¢ KApOONAAMUHOM )  NAYUEHMO8 C
npocpeccuposanuem 3a001e6aHusi NOCie NPOBeOeHUs Nepeol JUHUU Mepanuu HA OCHOGe
NPOU3BOOHBIX NIAMUHDL

Monomepanus: pexomeHjoBanHas 103a npenapata — 800-1250 Mr/m? B Buje BHYTPUBEHHOI

uH(y3uu B TeueHue 30 munyT B 1, 8 u 15 quu kaxxnoro 28-nHeBHOro nukia. Jlo3a MoxkeT ObITh
YMEHBIIIEHA C KaXJbIM IIUKJIOM WIM B TEYCHHE IIMKJIA HA OCHOBAHUM CTENEHU TOKCUYHOCTH,
Ha0JII0aeMOM y alueHTa.

Kombunuposannas mepanusi ¢ _xapboniamunom: peKoOMeHAOBaHHas jo3a nperapara — 1000

Mr/M? B BUJIe BHYTPUBEHHOM MH(y3un B Tedenne 30 MunyT B 1 u 8 qum Kaxa0ro 21-IHEBHOTO
nukia. KapOoratun BBomuTcs w3 pacdera mokaszarens AUC 4 mr/muorMuH cpa3y moclie
uH(y3uu remuutraduHa B 1 geHp kaxnaoro 21-gHeBHoro nukia. Jlo3a MoxeT ObITh yMEHbILIEHA C
KKIBIM ITUKJIOM WM B T€YCHHE IMKIIA HA OCHOBAHWUU CTETICHH TOKCHYHOCTH, HAOII01aeMOil y
MalMeHTa.

MecmuopacnpocmpaHnennbiti uiu Memacmamuyeckull pax nooHcenryO004HoU JHcee3bl
Monomepanus: pexkoMeHgoBaHHas no3a npemapata — 1000 mMr/m? B BHAe BHYTPHBEHHOM
uHpy3un B TeueHne 30 MHHYT OJUH pa3 B HEACTIO B TEUYCHHE Mepuona 10 7 HeAenb C
MOCJEAYIOINUM HEAETBHBIM MEPEPhIBOM. 3aTeM npenapat BBoauTcs B 1, 8 u 15 quu kaxaoro 28-
JTHEBHOTO IIMKJIA.

Jlo3a MokeT ObITh yMEHbIIIEHA C KaXKIBIM LIUKIOM HIIM B T€YEHUE IIUKJIa HA OCHOBAaHUH CTETICHU
TOKCUYHOCTH, HaOJII0/1aeMOil y NaIfeHTa.

MecmnopacnpocmpanerHblil Uiy Memacmamuieckuii pax wetku Mamxu

Kombunuposannas mepanua ¢ yucniamunom. TPU MECTHOPACIPOCTPAHEHHOM pake INpHU
MOCJIEIOBATEIFHON XMMHOIYy4YeBOM Tepanuu (HEO0aJbIOBAHTHO) U MPH METACTATHYECKOM pake

IUCTINIATHH BBOAUTCA B fo3e 70 Mr/mM?> B 1 JieHp WHMKIA C TIOCTEAYIOIMM BBEICHHUEM
reMIuTaduHa.

Cemuurabun BBOgUTCS B jo3e 1250 mr/mM2 B 1 u 8 mum kaxmoro 21-IHEBHOTO MHKIIA. Hoza
MOKET OBITh YMEHBIIIEHA C Ka)XIbIM IHUKIOM WM B TEUEHHE LHUKIA HA OCHOBAHHMM CTENECHU
TOKCUYHOCTH, HaOJII0/1aeMOil y maIfeHTa.

[Ipu mecTHOpacCpOCTPaHEHHOM paKe MPU OJHOBPEMEHHON XMMHUOJIYyYeBOM Tepanuu UCIUIATUH
BBOAHUTCA B 03¢ 40 MI/M? ¢ mocieayomuM (HEMOCPEACTBEHHO TI0C/e BBEICHHS IUCIUIATHHA)
BBeJIcHUEM reMiutabuna. ['eMuuTabua BBOaUTCS | pa3 B Heemo B TeUeHHe 6 Hemenb 3a 1-2 Jaca
710 Hayaja Iyd4eBoil Tepamuu B 103e 125 Mr/mM? B Buzie BHyTpHUBEHHOH nH(Y3uu. PexoMeHTyeTcs
CICAYIOINA PeXUM JydeBor Tepanuu: oomydeHue 50,4 I'p BHENIHEro UCTOYHUKA HA BCE TOJIC
obmyuenus B 28 dhpakuusx, 1,8 ['p/nens, 5 nHei B Helemnto B TeueHUE 6 HEIeIb XUMHUOTEPATTHH.



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 16.09.2025 Ne 2324

(AR

(MOCNEODBATENBEHOCTE 0004)

Pax scenuesvisoosawux nymeii

KOM6UHMD0661HHCZ}Z mepanui ¢ yucniamurom. HUCIIIIATUH BBOJIUTCA B JO3€ 70 MI‘/M2 B BHJC

BHYTpUBEHHON wuWHQY3uu B 1 Je€Hb NMKJIAa C TMOCIASAYIOIIMM BBEICHHEM TeMIMTa0uHA.
I'eMiuTabuH BBOAUTCA B 03¢ 1250 Mr/mM? B BUe BHYTpHBEHHOH HHDY3uM B Teyenue 30 MUHYT
B | u 8 gau xKaxxaoro 21-gHeBHOTO 1TMKIA. Jl03a MOKET OBITh YMEHBIIICHA C KAXKIBIM IIUKJIOM HUJTH
B TEUCHUE ITMKJIa HA OCHOBAHUH CTETICHM TOKCUYHOCTH, HAOJIIOAaeMOM y TTAI[UEHTA.

Koppekius 10361

Koppexyus 003vl no npuuune cemamonocuteckor moKCu4HOCmu

[Tpu mr060M TOKa3aHUM TIepe]] KaXIbIM BBEJICHUEM T'eMIIMTa0MHAa HEOOX0IMMO KOHTPOIUPOBATh
KOJIMYECTBO TPOMOOLIUTOB U TPAaHYJIOLUTOB B KPOBH.

B cayuae pa3BuTHS TeMaTOJIOTHYECKOM TOKCHYHOCTH J03a TEeMIUTaOMHa MOXXET OBITh
YMEHBILIEHA, JINOO €ro BBEIEHUE OTIOKEHO B COOTBETCTBUU CO CJIETYIOIIUMU CXEMAMMU:

Koppekuust 10361 reMIuTaduHa B paMKax IUKJIa IPU YPOTEIUATBLHOM pake,
HEMEJIKOKJIETOYHOM PaKe JIETKOTr0, paKe MOKeTyIOYHOH JKeIe3bl B KAUeCTBE
MOHOTEPAIUN WIH B KOMOUHAIIMH C ITUCTUIATHHOM
AGCOIOTHOE KOJIMYECTBO KonunuectBo
rpanynomuTos (X 10%1) TPOMOOILIUTOB % oT npenpLAyIEen 036l
(x 10%m)

>1 " > 100 100

0,5-1 WIH 50-100 75

<0,5 17001 <50 [Tponyctuts n03y*

*[IponyiieHHas 103a HE JOJKHA BBOJMUTHCS B TEUCHHUE IMKJIA JO TEX TMOP, TOKa aOCOIIOTHOE
YUCJIO TPAHYJIOLUMUTOB HE JIOCTUTHET IIOKa3aTenst kKak MuHUMyM 0,5 x 10%n, a gucno
TPOMOOIIUTOB HE JOCTUTHET Tokazarens 50 x 10%1.

Koppekiust 10361 reMIuTadiHa B paMKax [UKJIa IPH PaKe MOJIOUHOMU HKeJIe3bl B
KOMOMHAIIMK C TaKJIUTAKCEIOM
AGcomoTHOE Konmnuectso
KOJIMYECTBO TPOMOOIIMTOB % OT TMpeabIIyIEeH 10351
rpanynonuTos (X 10%/m1) (x 10%m)
>1,2 u >75 100
1-<1,2 WIH 50-75 75
0,7-<1 u >50 50
<0,7 17001 <50 [Iponyctuts no3y*

*[IpomymieHHasi 103a HEe JOJDKHA BBOJMTHCS B TeUeHHE HUKIA. Tepamust HauHeTcs B | JeHBb
CII/TYIOILETO IMKJIA, KaK TOJBKO aOCOIIOTHOE YHMCIIO TPaHYJIOIMTOB JOCTUTHET MOKa3aTelsl Kak
muaAMYM 1,5 x 10971, a uncio TpoMGonuTOB HOCTUTHET ToKasaTens 100 x 10%/1.
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Koppekiust 10361 reMIIMTa0lHa B-paMikax—HrkAa-HpH-Pake-sHIHHoB-B
KOMOMHAIMU ¢ KapOOIUIATHHOM
AbcomoTHOE KonngectBo
KOJINYECTBO TPOMOOIITOB % oT mpeapIAyIeH 10351
rpadysionuTos (X 10%) (x 10%n)
>1,5 u >100 100
1-<1,5 WIn 75-100 50
<1 Wi <75 [Tpomyctuthk no3y*

*[IporymieHHast 1032 HEe JOJKHA BBOJUTHCS B TEUYCHHE IMKIA. Tepamust HauHeTCsS B | JeHB
CJICIYIOIIETO IIUKJIA, KaK TOJIBKO aOCOIIOTHOE YUCIIO TPAHYJIOMHUTOB JTOCTUTHET TTOKA3aTelNs Kak
muaAMYM 1,5 X 10%/71, a uncio TpoMGonuToB HOoCTHTHET ToKasaTens 100 x 10%/1.

[Tpu 1r060M MOKa3aHUH B MOCISAYIOMNX ITUKIIAX 1032 TEMIIMTa0WHA JTOJDKHA OBITh CHIDKEHA 10
75 % OT HaYaJIbHOM 03Bl IEPBOIO IIUKJIA TPU HAJTMYUHU CJICAYIOIIMX BUJIOB F€MaTOJIOrHYECKOM
TOKCHYHOCTH:

- a0COMOTHOE YUCIIO TpaHyJaouuToB < 500 x 10%/11 B Teuenue Gornee 5 mHEI;

- abcomoTHOE uncyio rpanynonutoB < 100 x 10811 B Teuenue Gonee 3 nHeit;

- (peOpuibHAS HEUTPOTICHHUS;

- ypcno TpoMbouToB < 25 X 10%11;

- 3aIep>KKa IHUKJIa JiIeueHus 0oJiee yeM Ha | HeNemto BCIIeCTBUE TOKCUYHOCTH.

na evlasnenus Heeemamono2uieckol MmoKCUYHOCmu HEOOXOAUMO TPOBOANTH PETYJISIPHOE

oOcreroBaHre TAIMEHTa U KOHTPOJIUPOBATh (PYHKIMIO TEYEHW W ToYek. B 3aBHUCHMOCTH OT
CTEMEeHN TOKCHYHOCTH, HAONIOAAeMON Y MalMeHTa, 03y MOXKHO CHUXATh C KaKJIbIM ITHMKJIOM
WM B TSUCHHUE IIUKJIA.

Kak mnpaBuno, npu Ttspkenod (3 wim 4 CTENEHH) HETEMaTOJIOTMYeCKOM TOKCHYHOCTH, 3a
UCKITIOYCHUEM CJIy9aeB TOIIHOTBI/PBOTHI, TEPANUI0 TEMIMTA0MHOM CJEAYyeT BPEMEHHO
MpPEKpPaTUTh WIM YMEHBIIWTH 03y IpernapaTa Ha OCHOBAaHUU PEIICHHS JIeUyallero Bpaya.
Tepanust qomxHA OBITH MPUOCTAHOBJICHA /IO TEX MOP, MOKA, IO MHEHHUIO Bpaya, TOKCHYHOCTH HE
pa3penIuTcs.

s mosrydeHust nHGoOpMauu 0 KOPPEKIMH 036l IUCTUIATHHA, KapOoIJIaTHHA U MaKIUTaKcesa
Py KOMOMHUPOBAHHOW TEpaIlUU CIIEAYEeT OOPATUTHCSA K COOTBETCTBYIOIIUM HHCTPYKIIHSM TIO
MEIUIUHCKOMY MTPUMEHEHUIO.

Oco0ble TpyIIbI TALMEHTOB

Tlayuenmwl noswcunoeo 6ospacma (cmapuie 65 1em)
IemiTaOuH XOPOIIO MEPSHOCUTCS Y MAUEHTOB crapiie 65 jer. HeT JaHHBIX 0 TOM, 4TO IS
MOKUJIBIX MMAllMEHTOB HEOOXO0JMMa KOPPEKIUS J03bI, IOMUMO TOH, YTO PEKOMEHIOBaHA IS
BCEX IMAIIHCHTOR.
Tayuenmoi ¢ Hapywenuem yHKyuY neyeHu u novex
[TpuMeHSITh TeMIIMTAOWH Y TIAIIMEHTOB C TICUYCHOYHON HEIOCTATOYHOCTHIO MJIM C HApyIICHHON
(GYHKIIEH MOYeK CIIeyeT C OCTOPOKHOCTHIO, TaK KaK TMOJYYEHHBIX B XOJ€ KIMHUYECKUX
WCCIICIOBAaHUA JAaHHBIX HEJOCTATOYHO JJS TPEJOCTABICHUS UYETKUX PEKOMEHIAIIHiA
OTHOCUTEIILHO KOPPEKIUH JT03bI Y TaHHBIX TOMYJISIIIAIA MAIUEHTOB.

eTH
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0 6e30macHOCTH U Y3PPEKTUBHOCTH NPUMEHEHHS TeMIUTa0nHa y IeTei OrpaHUYEHBI.
Cnocob npuMeHeHus

[Tociie pasBepenuss npemapar [eMmuTaOWH BBOJAT METOAOM BHYTPUBEHHOW WHQY3UU B
teueHuu 30 munyT. [Ipenapat ['emiutabuH Bo BpeMs HH(PY3UU TEPEHOCUTCS XOPOIIIO U MOXKET
Ha3HayaThcsl amOynaTopHo. B cimydae »skcTtpaBazaumu uHGY3UsS JIOJDKHA OBITH Cpasy
MpeKpaleHa u 3aTeM BO300HOBIICHA, UCTIOIB3Ys APYroil KpoBeHOCHBIN cocy. [locne BBeneHus
npenapaTa He0OX0AUMO BHUMATENBHO CIEAUTh 32 COCTOSIHUEM MAIlHeHTA.

Mepvl  npedocmopooichocmu, npumensemvle neped NpumMeHeHuem npenapama uiu  npu
obpawjenuu ¢ HuUM

Nudopmanus o paboTe ¢ MUTOTOKCUYECKUMU TIpernapaTaMu MpuBeIeHa B pasene 6.6.
NHCTpyKIIMM TIO TIPUTOTOBJICHUIO JICKAPCTBEHHOTO Tperapara Mepel NPUMEHEHHEM CM. B
pazaeine 6.6.

4.3. IlpoTuBONOKA3aHUS

- FI/IHep‘-IYBCTBI/ITeHBHOCTb K FeML[I/ITa6I/IHy HIIn K HIO6OMy U3 BCIIOMOTI'aTCJIBHBIX BCIICCTB,
NIEPEYUCIICHHBIX B pa3zaene 6.1.;

- OEpEeMEHHOCTh U TIEPHUOJ] TPYAHOTO BCKapMIMBaHus (cM paszzen 4.6.);

- nerckuit Bo3pacT 10 18 et (3pPpexkTuBHOCTD U 6€30MaCHOCTh HE TIOATBEPIKICHBI).

4.4. OcoOble yka3aHHMsA M MepPbl IPEeJOCTOPOKHOCTH IIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipun HapymeHnn QYHKIMU T€YEHW W/WIM TIOYEK, COIMYTCTBYIONIIEH Jy4eBOW Tepamuu, Y
MAIUeHTOB ¢ HapymeHueM (QYHKIMM KOCTHOTO MO3ra, C  CepACYHO-COCYIUCTBIMU
3a001eBaHUSIMHA (B TOM YHCIIC B aHAMHE3E).

Oco0ble yKazaHus

VYBenuueHrue MpoJOJKUTETFHOCTH WH(Y3UM U TOBBIIIEHHAs YacToTa BBEJCHHS Ipernapara
MOTYT IIPUBECTH K MOBBIIIECHUIO TOKCUYHOCTH.

I'emamonocuueckas mokcuyHocms

I'emMuuTaOuH MOXXET MOJABIATH (PYHKIMIO KOCTHOIO MO3Ta, YTO TNPOSBISETCS JIEHKONEHHUEH,
TpoMOonuToneHneil uiau aHemuen. llepen KakIblM BBEJCHHEM TeMIMTa0MHA HEOO0XOJIUMO
KOHTPOJIMPOBATh KOJIMYECTBO TPOMOOIIMTOB, JICHKOLMTOB M TPAaHYJIOIHMTOB B KPOBH Y
NAIMEHTOB, NOJy4yaloluX Tepanuio mnpenapatoMm ['emiurabun. Ilpu npusHakax yraeTeHus
(GYHKIIMM KOCTHOTO MO3T'a, BBI3BAHHOTO IIperapaToM, He0OXOANUMO MPUOCTAHOBUTD JICUEHUE WITH
CKOPPEKTUPOBATh J103Y.

Muenocynpeccusi KpaTKOBpEMEHHA, KaK IPABUJIO, HE MPUBOANT K YMEHBILIECHUIO O3Bl U PEIKO
IIPUBOJUT K OTMEHE TEpaAIUH.

Yucno kieTok nepudpepruyeckoil KpOBH MOXKET HMPOJ0JKATh YMEHBIIATHCS MOCE MpeKpalieHHs
NpUMEHEHHs TeMIMTa0uHa. Y MAIMEeHTOB C HapylIeHHEeM (YHKUUH KOCTHOTO MO3ra TEparuio
ClIelyeT HauMHaTh C OCTOPOKHOCThbIO. [IpM OAHOBpEMEHHOM NPUMEHEHHWU TeMUUTAOMHA C
JIpyroi XuUMHOTEpanuel, Kak U MpU NPUMEHEHUU JAPYTUX BUAOB LIUTOTOKCUYECKOHN Tepamuw,
HEO0XOIMMO YUUTBIBATh PUCK KYMYJIITUBHOM CyNpeccHH (PyHKIIMM KOCTHOTO MO3Ta.
Hapywenue ynxyuu novex u neuenu
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NEUYEeH WIM IOYeK, TaK KaK MOJYYCHHbIX B XOJ€ KIMHHYECKUX HCCIECIOBAHUN ITaHHBIX
HEIOCTaTOYHO JUIS MPEIOCTABICHUS YETKHX PEKOMEHIAINI OTHOCHUTEIHFHO KOPPEKIUH 03Bl Y
JTAHHOM TOTTYJISLINY TTalleHTOB.

BBenenne remuuTabrHa Ipy MeTacTaszax B II€YEHH, IIPU TENATUTE U AIKOTOJIM3ME B aHAMHE3e, a
TaKOKE TIPH LUPPO3€E NIEYECHH YBEITMYMBACT PUCK PA3BUTHUS IEYEHOYHOM HEIOCTATOYHOCTH.
Heo0xoaumMo perynispHO MpoOBOIUTH JIAOOPATOPHBIE UCCIIEAOBAHUS J1JIs1 OLEHKU (DYHKIIMU MTOYEK
U TEYCHH.

Conymcmeylowas nyueeas mepanus

ComnyTcTBylomias J1y4eBas Tepanus (IpoBOJUMAasi OJHOBPEMEHHO WJIM C pa3HULEH B < 7 OHEN):
HaOJIFO/1aJHCh CITydan pa3BUTHS TOKCUYHOCTH.

Kuesvie saxyunu

BakiuHy mnpoOTHB JKENTOW JMXOPAagKHd W JIPyTHMe >KUBbIE aTTCHYHPOBAaHHBIC BAKIMHBI He
PEKOMEHyeTCsl IPUMEHSTH y MAMEHTOB, MOIYYaIOUX TEPANNI0 TeMIUTA0UHOM.

Cunopom obpamumotii 3a0uetl sHyedaronamuu

VY nanueHToB, MOMYyYaBIIMX TEeMIMTAOMH B KadecTBE MOHOTEpAanmuM WJIM B KOMOMHAIMU C
JIPYTUMH XMMHOTEPANEBTUUECKUMH TpernapaTaMy, OTMEYAJIUCh CIIydau Pa3BUTHSA CHHAPOMA
oOparumMoli 3aaHel SHUEPAIONATUH C TOTCHIHMAIBHO TSOKEIBIMUA TOCIEACTBUAMU. Y
OOJIBIITMHCTBA TAIIMEHTOB C CHHAPOMOM OOpaTuMoi 3aaHei sHuedamonatuun HaOII0IaTNCh
oCTpasi apTepuaibHas TUIEPTEH3USI M CYIOpPOXKHAsi aKTUBHOCTh, HO MOTJIM INPHCYTCTBOBATh U
JpyTHE CHUMIITOMBI, HalpHMep, TOJOBHAs 00Jb, BSJIOCTb, CIIyTAHHOCTh CO3HAHUS U CIICTOTA.
Jluaruo3 TMOATBEP)KIAETCSl MOCPEACTBOM IIPOBEICHHUS MarHUTHO-PE30HAHCHOW TOMOTpaduH.
CunzapoMm obOpatuMoil 3aaHell sHIEedamonaTHu OOBIYHO ObUT OOpaTHMBIM TNPH HPUMEHEHUU
COOTBETCTBYIOIIMX MOAJepKHUBaOIUX Mep. Ecim B Xoje JiedeHus pa3BUBAETCS CHUHAPOM
oOpatumoll 3amHeil »sHuedasonaTuy, NPUMEHEHHE TeMIUTA0MHA CJelyeT OKOHYATEIbHO
OPEeKpaTUTh M TMPHUHATH TOAACPKHUBAIOIIME MEPHl, B TOM YHCJIE€ KOHTPOJb apTEepPHaIHLHOTO
JABJICHUS U IPOTHBOCYJOPOKHYIO TEPATHIO.

Cepoeyno-cocyoucmas cucmema

W3-3a pucka HapylmeHu cO CTOPOHBI cepalia U (WIM) COCYJOB MPH NMPUMEHEHUH IreMIIMTa0uHa
0c00YI0 OCTOPOYKHOCTD CJIEYeT MPOSBIAThH MPU JICYSHUH MAlMEHTOB C CEPJICYHO-COCYAUCTHIMH
SIBJICHUSIMH B aHAMHE3e.

CuHOpom nogulueHHO NPOHUYAEMOCIU KANUIAPOE

CuHApPOM MOBBIIIEHHONW MPOHUIIAEMOCTH KaWIISAPOB HAaOMI0NaICAd Y MallMeHTOB, MOTYYaBIINX

reMIUTa0MH B MOHOTEpPAllMd WM B KOMOWHAIMU C JPYTUMH XHUMHOTEPANEBTUYECKUMU
npenapatamu. JlaHHOE COCTOSIHHE OOBIYHO TMOJNJIAETCS JICYCHHWIO B CIy4yae paclio3HaBaHHs Ha
paHHEW CTaJlui W TPOBEJCHUS COOTBETCTBYIONIETO JICYCHUS, HO OTMEUAINCh W JIeTaJbHBIC
ucxoapl. COCTOSIHHE 3aKITI0YaeTCsl B CHCTEMHOM TOBBIICHUN MPOHHUIIAEMOCTH KAITUJLIAPOB, IPU
KOTOPOM KUJKOCTH M OEITKU U3 BHYTPUCOCYAUCTOTO MPOCTPAHCTBA MPOHUKAIOT B UHTEPCTUIIUH.
Knunndeckne mpu3HaKW BKIIOYAIOT TEHEPATU30BAaHHBIA OTEK, MOBBIIICHHE MAacChl Tela,
TUMOATLOYMUHEMUIO,  TSOKENYyH0 — apTepUalbHYI0  TUIOTEH3WIO, OCTPYH  TOYEYHYIO
HEJOCTATOYHOCTh U OTEK JIETKOTO. B ciyuae pa3BUTHSI CHHAPOMA TOBBIIICHHON MPOHUIIAEMOCTH
KalUIIPOB B XOJI€ TepaIuy, MPUMEHEHNE TeMIIUTa0MHA JJOJHKHO OBITh IPEKPAICHO W MPUHSTHI
nojepkuBarone Mepbl. CHHIPOM TIOBBIIIICHHOHW TPOHHUIIAEMOCTH KANWIIIPOB MOXKET
BO3HUMKATh B Te4YeHHE Ooyiee MO3JHUX IUKIOB, M B JIMTEPAType OH aCCOLMHPYETCS C
peCIPAaTOPHBIM JTUCTPECC-CHHIPOMOM B3POCIBIX.
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Dynuxyus 1ecKux

Kpome pecriupatopHOro AuCTpecc-CHHAPOMA B3POCIBIX, APYTUe HAPYIICHHUS] (QYHKIHMH JIETKUX,
WHOTJA TSDKEIION CTeNeHW (HampuMep, OTEK JICTKUX, WHTCPCTUIIUAIBHBIN ITHEBMOHUT), OBLIH
3apErHUCTPUPOBAHBI y TAIIUCHTOB, MOTYYaBIIMX reMiuTabuH. [Ipu pa3BUTHM TaKUX MOOOYHBIX
3(PeKTOB cleayeT paccMOTPETh BOMPOC O MPEKpaIleHUH Tepanmuu reMiuraduHoMm. Pannee
MCIOJIb30BaHNE CUMIITOMATHYECKON TEPalluy MOKET YIYUIIUTh CUTYaLIUIO.

Touku

L emonumuxo-ypemuieckutl CUHOPOM

VY manueHToB, MOMYYaBIIMX TEeMUUTAOWH, PEIKO OTMEYAIUCh KIMHHUYECKHUE W3MEHEHHS,
COOTBETCTBYIOIIME TE€MOJIUTUKO-ypemuueckoMy cunapomy (I'VYC) (manHble 1o mnepuony
noctperucrpaiioHHoro npumeHeHus). ['YC  sBiseTcss HapylleHUEM, MPeACTaBIISIONIUM
NOTEHUUAIbHYIO yrpo3y s >ku3HU. HeoOXxomaumo mpekpaTuTh Tepanuio reMIuTaduHOM Mpu
HEPBBIX MPU3HAKAX JHOO0Tr0 CBUIETEIHCTBA MUKPOAHTMONATHUECKON IeMOIIMTUYECKON aHeMUH,
TaKUX Kak OBICTPO  CHMXKAIOIIMICS  ypOBEHb  IeMOINIOOMHAa € COMYTCTBYIOLIECH
TPOMOOIIMTONECHUEH, TOBBIIIEHUE YPOBHSA OWIMPYyOMHA CHIBOPOTKHM KPOBH, KpEeaTHHHHA
CBIBOPOTKH KPOBH, a30Ta MoueBUHBI KpoBu uiu JIAI'. IloyeyHass He1OCTaTOYHOCTh MOXKET OBITh
HeoOpaTUMOM IpY OTMEHE TEPAIIUU U MOXKET MOTPeOOBATHCS TUAIIH3.

DepmunvHocmo

B nccnenoBanusax GpepTHIbHOCTH reMIMTAONH BbI3bIBAJl TUIIOCIIEPMATOTE€HE3 Y CAMIIOB MBILIEH.
[ToaToMy MyX4KMHaM, [TOJYYaIOLUM TEPANUIO TEMUUTAOMHOM, HE PEKOMEHYETCsl OTIIOBCTBO BO
BpeMs JIEYEHHs U B TeueHHe 6 MecsleB Iocie ero okoHdaHus. Jlo Hayaya JIe4eHUus cienyer
00paTUTHCS 32 JONOJHUTEIbHON KOHCYIbTALMEN B OTHOIIEHUN KPUOKOHCEPBALlMK CIIEPMBbI U3-3a
BO3MOYKHOT'O 0€CIUIOINs BCIICACTBUE TEPAUU TeMIIUTA0MHOM.

BcnomorartenbHbie BeliecTBa
Iemmuradun, 200 mr, 1000 Mr conepxxut menee 1 Mmounb (23 mr) Hatpus Ha 1 (rakoH, TO ecTh

M0 CYTH HC COACPIKUT HATPUH.

4.5. B3auMmopgeiicTBHMe ¢ JPYrHMHM JIeKAPCTBEHHBIMHM MpenaparaMM W Jpyrue BHJbI
B3aNMOJEHCTBUSA

JlydeBas Tepanus

OpnHOBpeMEHHOE MpUMEHEHHE (COBMECTHOE WM C WHTEpBalloM < 7 JHEH): TOKCHUYHOCTD,
COTpSKEHHAs] C TaKUM MYJIbTUMOJIATHHBIM JICUEHUEM, 3aBUCHUT OT MHOXKECTBA Pa3TUYHBIX
(bakTopoB:

J03bl TeMIIMTaOMHA, YacTOThl BBEJCHUS TeMIMTA0WHA, JO03bl JIy4EBOM Teparuu, TEXHUKH
MJIAaHUPOBAHUS Jy4eBOM Tepamuu, TUMa U o0bema oOiiydaemMoi TKaHU. [[oKIMHUYECKHE U
KIIMHUYECKHE WCCJICIOBAHUS MOKa3aJH, 4TO reMIIUTa0uH obnamaer
PAINOCEHCUOMITM3UPYIONIAM  JIEUCTBHEM. B €IWHCTBEHHOM HCCIIEIOBAaHWH, B KOTOPOM
reMiuTabua  BBOmWICS B go3e 1000 mr/mM? B TeueHwe 6 HemeNlb OJHOBPEMEHHO €
TEpaneBTUYECKUM OOyYEeHUEM TPYIHOM KIIETKH y MAIMEHTOB C HEMEIKOKJIETOYHBIM PaKkoM
n€rkoro, OblIa 3aUKCHPOBAaHA 3HAUYUTEIbHASI TOKCHYHOCTD B BHUJIE TSIKEJIOTO U IMOTSHIIHAIBLHO
OMACHOTO MJIs XWU3HW BOCHAJICHUS CIM3UCTBIX 00OJOYEK, TIIaBHBIM 00pa3oM 330(aruta; a
TaKK€ ITHEBMOHMTA, OCOOEHHO Y HAIMEHTOB C OosbIIUM OO0BEMOM OOJIy4YeHHUS TKaHEH
(Menuana o6béMa obmyuenms 4795 cm®). IIpoBoguBmIMecs TO3KE HCCIETOBAHUS
(uccnemoBanus Il ¢a3pl MpU HEMENKOKIECTOUYHOM pake JETKOro) CBUACTEIBCTBYIOT O
1eJ1eco00pa3HOCTH BBEICHUS reMIuTabuHa B 60j1ee HU3KHUX J103aX C COMYTCTBYIOLIEH JTy4eBoii
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(COJ1 66 I'p) mpoBoaMIack OHOBPEMEHHO C XMMUOTEPAIKe FeMIUTaOHHOM B 03¢ 600 Mr/m?
(4 BBemeHMA) W UMCIIATHHOM B o3¢ 80 Mr/m?> (2 BBeleHMS) B TedueHHE 6 Heeb.
OnTUManbHBIA pexXuM JUTst 6€301aCHOTO BBEACHUS TeMIIMTA0WHA C TEPANIeBTHUECKUMHE J103aMHU
Jy4eBOil Tepanuu enié He yCTaHOBJIEH ISl BCEX TUIIOB HOBOOOPa30BaHUM.

[TocnenoBarenbHOE NpUMEHEHUE (MHTEpBan Oojiee 7 AHEH): KpoMme JIy4deBOM peakuuu mpu
BBEJICHUU reMuuTabuHa Oosee yeMm 3a 7 JHEW MO WM HOCJE JIyuyeBOW Tepanuu, yBeTUYEHUS
TOKCHUYHOCTH HE 3apETUCTPUPOBAHO. DTU JAHHBIE MTO3BOJISIOT IPEANOJIOKUTh, YTO TeMUUTA0UH
MOKHO BBOJAMTBH Y€pe3 OJHY HEAETI0 MOCNe Jy4eBOM Tepanuu WIH IMOCie TOTo, Kak OyayT
pas3pelIeHbl OCTPBIE MOCIEACTBUS JIy4€BOH TEparuu.

W mpu OIHOBpEMEHHOM, W TIPH IOCIEAOBATEILHOM NPUMEHEHHH TeMIIMTA0MHA C JTy4eBOM
Tepanuei ObUTH 3apeTUCTPUPOBAHBI JIyUeBbIC IMOBPEXKACHUS 00IydaeMbIX TKaHeW (Hampumep,
330(parut, KOJIUT ¥ ITHEBMOHHUT).

[pyrue

He pexomennyercs coBMECTHOE NMPUMEHEHHE C >KMBBIMU BaKIMHAMH JKEITOH JIMXOPagKu U
JPYTUMH >KUBBIMHM BaKIIMHaMH, BCJIEJCTBUE PHUCKA CUCTEMHOTO 3a00JIeBaHUS C BO3MOXHBIM
JIeTaIbHBIM UCXO0/I0M, OCOOCHHO y MAIMEHTOB ¢ UMMYHOCYTIPECCHEH.

4.6. DepTHIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemMeHHOCTD
Her nmocTaTouHbIX [JaHHBIX O TMPUMEHEHWH TreMIuTabuHa Yy OepeMEHHBIX >KCHIIMH. B

HCCJICIOBAHMIX Ha >KMBOTHBIX HAOIIOJANOCh TOKCHMYECKOE JEHCTBHE HAa PENpOTyKTUBHYIO
¢byskuio. Ha ocHOBaHMM pe3yNbTaTOB MCCIIEIOBAaHUI Ha KMBOTHBIX U MEXaHU3Ma JCHCTBHS
reMiuMTabuHa JJaHHBIN Mpenapar He ClIeAyeT HUCIOIb30BaTh B TEUCHHE OEPEMEHHOCTH 0e3 SIBHOU
HeoOxoaumocTr. JKeHIMHAM pPEeKOMEHIyeTcss M30erath HACTYIUICHHs OSpPEeMEHHOCTH B XOJIe
Tepanuy TeMIIUTAa0MHOM, a B ClTydae, €CJu 3TO MPOU3OIILI0, HEMEIJIEHHO COOOIIHTH JIeHaremMmy
Bpady.

Jlakranus

HeusBecTHo, BbIIEISETCS JM TEMUUTAOMH C TPYAHBIM MOJIOKOM, M HENb3s HCKIIOYUTh
HeXenaTenbHble d(M(EeKTsl AN TPyIHBIX AeTed. ['pyqHOoe BCKapMIIMBaHHE Ha MPOTSHKEHUU
JICYCHUSI TEMIIUTA0MHOM CJIeIyeT MPEKPATUTb.

DepTUIIEHOCTD

B HCCICIOBAaHUAX q)epTI/IJII)HOCTI/I FGMHI/ITa6I/IH BBI3bIBAJI TUIIOCIIEPMATOICHES Y CaAMIIOB MBIIIICH.
HOBTOMy MYXXUYWHaAM, IOJyYaromuM TCEPaInuro FeMHI/ITa6I/IHOM, HE PCKOMCHAYCTCA 3a4aTuc
pe6eHKa B TCUCHHC W Ha NPOTAKCHHU 10 6 MCECALICB IIOCJI€ OKOHYAaHHsA JICUCHHsA, a TaKXKC
PEKOMCHAYCTCA O6paTI/ITLCﬂ 3a HOHOHHHT@HBHOﬁ KOHCYJ'IBTaI_II/ICI‘;I 110 IMMOBOAY KPHOKOHCCpPBAIIUU
CIICPMbI 1O Haydalla JICYHCHHUS, ITOCKOJIBKY H3-3a TCpalluu FCMI_II/ITa6I/IHOM €CTb BCPOATHOCTDH
pa3BUTHUA 6CCHJ'IOI(I/I}I.

4.7. BuusiHue Ha CIOCOOHOCTH YIPABJIATHL TPAHCHOPTHBIMHM CPeACTBAMH M padorarh ¢
MeXaHU3MaMHu

HccnenoBanuii BIUSHAS TeMIIUTA0NHA HA CIIOCOOHOCTD YIIPABISTH TPAHCIOPTHBIMU CPEJCTBAMHU
¥ MEXaHM3MaMH HE MMPOBOJMIOCH. TeM He MeHee W3BECTHO, YTO TeMIIMTA0MH MOXET BBI3BIBAThH
COHJIUBOCTh OT CJIA0OH 110 YMEPEHHOW CTENEHH BBIPAXKEHHOCTH, OCOOCHHO COBMECTHO C
YHOTpeOICHUEM AJIKOTOJISL.
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YYBCTBYIOT COHJIMBOCTD.

4.8. HexkestaTesbHbIEC peaKkIuu

Pesrome nipoduiist 6e3onacHoCcTH

CaMpIMH  paclpOCTPaHEHHBIMU HEXKENATEeIbHBIMH PEAKLUsAMHU, CBA3aHHBIMU C Tepamnuen
npenapatoM ['eMuTaOWH, SBISIOTCS TOINHOTA CO PBOTOW WM 0€3 PBOTHI, IMOBBIIICHHBIN
ypoBeHb niedeHOuHbIX TpancamuHaz (ACT/AJIT) u menounoit ¢ocdaraszpl, oTMedaBIInECS
npubnu3uTensHo y 60 % manueHToB; NPOTEUHYPHUS M reMaTypus, OTMEUaBLIMECsS MPUMEPHO Y
50 % nanueHToB; oabliika, otMedasmasca y 10—40 % nauueHToB (¢ HanOOJbIIEH YaCTOTOMN y
OOJIBHBIX C PAaKOM JIETKOT'0); aJjiepruyeckasi KO>KHasi ChIllb, HAOIOAaBIIAsICS TPUOTU3UTENHEHO Y
25 % manueHToB u cBsi3aHHAs ¢ 3ynAoM y 10 % manueHToB.

Ha vactoTy 1 cTeneHp TSHDKECTH HEXKeNaTEeNbHBIX peakUui BIUSIOT J03a, CKOPOCTh MHDY3UU U
WHTEPBaJbl MEXKy BBEICHUAMU IIpenapara. K 1030JIMMUTHPYIOIUM HEKEIATENbHBIM PEAKIUAM
OTHOCSATCS] CHUKEHHE YHCIIa TPOMOOLIUTOB, JIEHKOLUTOB U IPaHYJIOLUTOB.

TabunuHoe PE3IOME HEKEIATCILHBIX PCaAKINN

JlanHble KIMHWYECKHX wucchenoBaHuii. [1o0ouHbIE peakiuy, BCTpEYaBIIMECS dYalle, 4eM B
€AMHUYHBIX CIIy4asX, IEPeUrcIeHbl B COOTBETCTBUU CO CJIEAYIOIIEH rpajanueil: oueHb 4acto (>
1/10), gacto (> 1/100, < 1/10), meuacto (> 1/1000 u < 1/100), penko (= 1/10000 u < 1/1000),
oueHb penko (< 1/10000) u wyacroTa Heu3BeCTHAa (YACTOTYy HEBO3MOXKHO OIEHUTH IO
MMEIOIIMMCS TAHHBIM).

CucreMHO-OpraHHbIi
Yacrora HeskenaTesbHble peakuuu
KJ1ace

Hugpexyuu u unsazuu yacmo HH(pEeKIH

yacmoma

CEITCHC

HeuzeecmHa
Hapywenus co aHeMus, JeHkoneHus (Kak MpaBUIO, HaOOgaeTcs
CMOpOHbL ~ KpOoBU U yrHeTeHne (YHKIMA KOCTHOTO MO3ra JIETKOW WIIH
quM@amuyecxoll ouens CpellHEH CTENEHU TSHKECTHU, U B OCHOBHOM OKa3bIBAET
cucmemol Hacmo JIEHCTBHE Ha YHUCIIO IPaHyJIOIUTOB) u

TPOMOOITUTOTICHUS

yacmo beOpuiibHasE HEUTPOTICHUS

ouenb pedko | TPOMOOLIUTO3, TPOMOOTHYECKAs MUKPOAHTUOTIATHS
Hapywenus co
CMOpOHbl UMMYHHOU | 04eHb pedko | aHapUIAKTUIECKas PeaKIus
cucmemul
Hapywenus
Memabonuzma u | yacmo aHOpeKCHUS
numaHus
Hapywenus co | vacmo rosioBHasi 0071, 0ECCOHHMIIA, COHJINBOCTD
CMOpOHbl HEpEHOU | Heuacmo HapylIEHHE MO3TOBOT0 KPOBOOOpaIlleHUs
cucmemol OUYeHb peOKo | CUHIIPOM OOpaTHMOM 3a/IHEH dHIIe(aronaTuu
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CHCTeMHO-OprannbIii (HOCHEQGOBATERBHOCTE 0004)
YacroTa HexenaTebHble peaKkiun
KJIacce
Hapywenusa co ceplevHast HEJ0CTaTOYHOCTb, apUTMUS,
CMOpOHbL cepoya renacmo MPEUMYIIECTBEHHO CYIIPABEHTPUKYIISIpHAS
PeoKo UH(apKT MUOKapa
Hapywenus co CHIDKEHHE apTepHAIbHOTO [aBJICHUS, KIMHUYECKHUE
CMOPOHbL COCYO08 pedko NpU3HAKK epuPEpUIecKOro BaCKyJIUTa U TaHTPEHBI
OUeHb peOKo | CHHIPOM IOBBIIICHHOW MPOHHUIIAEMOCTH KaIMJUIIPOB
Hapywenusa co | ouenv OJIbIIlIKa (KaK MpaBUJIO, JIETKOW CTENEHU TSKECTH U
CMOPOHbL ObIXAMENbHOU | YACMO npoxosiiast 0e3 JIeueHus )
cucmemul, 0p2aHo8 | uacmo KallleJlb, PUHHAT
2pYOHOU  KNemKu — u OpoHxocna3M (Kak MpaBHIIO, JIETKOW CTETIEHHU TSKECTH
cpedocmenusl ¥ KPaTKOBPEMEHHBIH, OHAKO, MOXKET MOTpeOoBaThCs
renacmo IpOBEICHHUE napeHTepaIbHON Teparum),
WHTCPCTUITUAIBHBIN ITHEBMOHUT
N OTE€K JIETKUX, PECIUPATOPHBIA AUCTPECC-CUHIAPOM
pecko B3pOCIBIX
JKenyoouno-kuuieunvie | oueHs
TOILITHOTA, PBOTA
HapyweHus uyacmo
nrapesi, CTOMaTHT M SI3BEHHOE MOPaKEHUE CIM3HCTOM
racmo 000JI0YKH MOJIOCTH PTa, 3a10p
OYeHb peOKo | NIIEMUYECKUN KOJIUT
Hapywenus co | ouenv MOBBIIIIEHHUE KOHIIEHTPAaIUH «TIEYEHOYHBIX»
CMOpOHbI ~ NedYeHu U | 4acmo tparncamuHas (ACT u AJIT) u menounoit pocdarass
HCENUEBbIBOOAUUX yacmo MIOBBIIIIEHHE KOHIICHTPALUU OMInpyOrHa
nymet TeIaTOTOKCHYHOCTh  TSDKEJIOW — CTETNEeHH, BKITIOYas
Heuacmo MEYCHOYHYI0O  HEIOCTaTOYHOCTh, B  HEKOTOPHIX
CIIy4asiX C JIETAIbHBIM HCXO0JI0M
MOBBIIIICHHE KOHIIEHTPAIIUU
peoko
ramMarnytamunrpanchepasst (I'TT)
Hapywenus co | ouenv IJIeprUYeCcKue KOXKHBIE BBICBITIAHUS,
CMOPOHbL  KOXMCU U | Yacmo COITPOBOKIAIOIIUECS 3YA0M, aJOTEIIHS
NOOKOJICHBIX MKAHel
yacmo 3yJ, HOTJIUBOCTb -
SI3BBI, 00pa30BaHUE BE3UKYI U HAPBIBOB, IIEITYIICHUE,
PeoKo KOKHBIE PEaKIUH TSDKEJIOW  CTeNeHW, BKIIoYas
JIECKBaMallMIO U OyJsIe3HOE OPaKeHHE KOXKH
TOKCUYECKHH SIUACpMaNbHBIA HEKPOIHU3, CHHIPOM
OYeHb peoKo
CruBenca-/[>xoHcoHa
yacmoma
MICEBOLIEIUTIONUT
HeuzeecmHa
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COOTBETCTBYET 3KCTNEFTHOMY OTHETY

ot 16.09.20 244
= I-Hl—ll-:—n—ﬂlz:r ';'-'-'_'_'I'III:\_ll. - 'Fi:l—l'J.I
CucreMHO-OpPraHHbII (TR E R Rtk N E T e T et
Yacrora HexenaTelbHbIE peakiuu
KJ1ace
Hapywenus co
CMOPOHbL  MbIUEYHOL,
yacmo 00JIb B CIIMHE, MUAITHUS

CKelemHou u

COCOUHUMEIbHOU MKAHU

Hapywenus co | ouenv .
MPOTEUHYPUS JIETKOU CTENICHU U TeMaTypus
CMOpOHbL ~ NOYeK U | Yacmo

MOUeBbl800AUUX NYymell royeIHast HEJ0CTaTOYHOCTb, TEMOJIUTHKO-
Heuacmo .
YPEMUYECKUN CHHIPOM
Obwue Hapywenus u TPUMIMONOA00HbIE CHMIITOMBI (HambOojee YacThIMH
peakyuu 8  mecme CUMIOTOMaMU OBbIIM JUXOpajKa, TOJOBHAas OOIb,
88e0eHUs 03HOO, MHUAITUS, aCTeHHUS U aHOPEKCHs; TaKXKe
oueHb co00INaIoch O clydasx pa3BUTHs Kallis, PUHUTA,
yacmo HEJIOMOTaHusl, MMOTOOTACTCHUS M MPOOJIEM CO CHOM),

oTex/nepudepruueckuii oTeK, B TOM YHUCIIe OTEK JHIla
(kak  mpaBWIIO, TIOCIE TPEKPALICHHUS TEparuu
HaOJIIOJAJIOCH Pa3pelICHUE OTEKA)

yacmo JMXO0paJiKa, aCTeHUsl, 03HOO
N peakuud B MecTe BBEAEHHUS (Kak IMpPaBMIIO, JIETKOM
eoKo
P CTEIIEHH)
Tpaemvl, unmoxcukayuu
Jydye€Basd TOKCHYHOCTH, ITOBTOPHOC BO3HHWKHOBCHHUC
u OCNOJICHEHUS | peOKO

JIYYEBBIX OKOT'OB

npoyeoyp

Onucanye OTACIbHEIX He)KEIATCIbHBIX PeaKIIUM

IIpumenenue cemyumabuna 6 KOMOUHAYUU C NAKTUMAKCENOM NPU PaKe MOJIOYHOU Jicene3bl
YacToTa reMaTosoruyeckoi TOKCHYHOCTH 3 U 4 CTETICHH TSAKECTH, B YACTHOCTU HEUTPOTICHUH,
YBEJIMYUBAETCS, KOI/Ia TeMIIUTA0MH MPUMEHsIETCd B KOMOMHAIMU ¢ HakiauTakcesnoMm. OgHako
YBEIMYEHUE YACTOTHI JAHHBIX HEXKEIATEIBbHBIX PEAKIUN HE CBSI3aHO C YBEIMYEHHEM YaCTOTHI
MHOGEKIUH WIH TeMOpparuueckux MposiBICHUNA. YTOMIIsIEMOCTh U (heOpuibHasi HEUTPOIEeHUs
BO3HHMKAIOT dYalle, KOrja TeMIUTa0MH TNPUMEHSAETCS B KOMOMHAIMM C MaKIMTAKCEIOM.
YTOMIIIEMOCTB, HE CBSI3aHHAsI ¢ aHEMUEH, OOBIYHO MTPOXOAUT MOCIIE IIEPBOTO LUKJIA.
Heowcenamenvnule aenenus 3 cmenenu majcecmu

I'emaronoruueckass TOKCHUYHOCTh: aHeMus - 5,7 %, TpomOouutonenus - 5,3 %, HEUTpoHeHHS -
31,3 %.

Heremaronoruueckast ToOkcH4YHOCTh: (eOpunbHas HedTponeHus - 4,6 %, mNOBBILICHHAS
yromsisiemoctb - 5,7 %, nwmapes - 3,1 %, MortopHas Heupomatus - 2,3 %, ceHCoOpHas
Heipomatus - 5,3 %.

Heoicenamenvnwie sisnenus 4 cmenenu msasicecmu

['emaronoruyeckas TOKCUYHOCTh: aHemus - 1,1 %, TpomGouuTonenus - 0,4 %, HelTponeHus -
17,2 % (ueiirponieHus 4 CTENEHU JUIMTEIBHOCTBIO Oosee 7 aHEH Oblia 3aperucTpupoBaHa y
12,6 % marueHToB).

Heremaronoruueckast TokcuyHOCTh: (eOpunbHas HedTponenus - 0,4 %, mnoBBILICHHAS
yToMisieMocTs - 0,8 %, motopHas Heliponatus - 0,4 %, ceHcopras Hetiporatus - 0,4 %.
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COOTBETCTBYET 3 "__EF'TH oMY OTYUETY
oT 16.05 2 4

Ipumenenue cemyumabura 8 KomMOUHAYUU C L;uvnfzamuﬂ'.c%I pJ%%%oEEéEEJI'me' 0o

Heoicenamenvhbie aenenus 3 cmenenuy msicecmu

I'emaTonormueckast TOKCHYHOCTB: aHeMUs - 24 %, TpomOouTonenus - 29 %.
HeremaTosnormueckasi TOKCHYHOCTb: TOIIHOTA U pBOTa - 22 %, nuapes - 3 %, undexnus - 2 %,
cromatur - 1 %.

Heoicenamenvnvie sagnenus 4 cmenenu msascecmu

I'emaTonoruueckasi TOKCHUHOCTh: aHeMUs - 4 %, TpomOouuTonexus - 29 %.
HeremaTonoruueckas TOkCH4HOCTh: HHPeKIms - 1 %.

IIpumenenue cemyumabuna 6 KOMOUHAYUY ¢ KAPOONIAMUHOM NPU PAKe AUYHUKOS
Heoicenamenvhvie agnenus 3 cmenenu msaxcecmu

['emaTomornueckasi TOKCHYHOCTh: aHeMus - 22,3 %, Heiitponenus - 41,7 %, TpomOOIUTOTICHUS
- 30,3 %, netixorrenus - 48,0 %.

Heremaronorunueckas TOKCHYHOCTh: KpoBoTeueHue - 1,8 %, dhebpunbHas neiirponenus - 1,1 %.
Heorcenamenvhuie asnenus 4 cmenenu msjcecmu

I'emaronoruueckass TOKCHYHOCTh: aHeMus - 5,1 %, Heiitponenus - 28,6 %, TpoMOOIIUTONIEHUS -
4,6 %, neiikorenus - 5,1 %.
HeremaTonornueckasi TOKCHUHOCTh: HH(ekus 6e3 nelitponenuu - 0,6 %.

COOGH.ICHI/IC 0 IOA03PEBACMBIX HCKCIATCIbHbBIX PCAKIINAX

BaxxHo coo0mmaTth 0 Mo 03peBacMbIX HEKENATEIbHBIX PEAKIMAX [IOCe PErucTpaluy rpenapara
C Lenbl0 oOecrneyeHHs HENpPepbIBHOTO MOHUTOPHHIA COOTHOUICHUS «IOJb3a — PHCK»
JICKapCTBEHHOTO Ipenapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHAYETCS coOoOmaTh O JOOBIX
MI0JI03PEBAEMBIX HEKEIATEIbHBIX PEAKLUAX JIEKAPCTBEHHOTO IpernapaTa uyepe3 HallMOHaIbHbIE
CUCTEMBl COOOILEHHS O HEKeJaTeNbHBIX pPEaKIUsIX TrocyAapcTB — ujeHoB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas ®enepanus:

DdenepanbHas ciryx0a 1o HaaA30py B cepe 3ApaBOOXPaHEHUS.

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

Tenedon: +7 800 550 99 03

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepHEeT™:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
CHUMIOTOMBI

Knnangecku J0IMyCTUMas TOKCUIHOCTb Ha6J'II-0I[aJ'IaCI> IIpHu BBEACHUU OJHOKPATHBIX A03 BILIIOTH
A0 5,7 1"/M2 BHYTPUBCHHO B TCUCHUC 30 MHHYT KaXXJbIC IBC HCACIIN.

JleueHune

AHTHIIOT U1 TeMuuTaOuHa Heu3BecTeH. B ciydae mojao3peHus Ha Nepeo3UpOBKY, MALUEHT
JIOJDKEH HaXOJIUTHCS MO TOCTOSHHBIM BpaueOHBIM KOHTPOJIEM, BKJIIOYAs MOJACYET (HOPMYIIBI
KpoBu. [Ipy HEOOXOAMMOCTH MAIIMEHTY MPOBOJAAT CUMITOMATHYECKOE JICUCHHUE.

5. PAPMAKOJIOTUMYECKUE CBOUCTBA

13


https://www.roszdravnadzor.gov.ru/

COOTBETCTEYET 3Kl My OTUETY
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(MOCNEOQOQBATENEHOCTE 0004)

5.1. ®apmakoauHaMHYeCcKHe CBOHCTBA

dapmakoTepaneBTHUECKas TPYIINa: MPOTUBOOIYXOJIEBBIC CPEICTBA; AHTUMETAOOUTHI, aHAIOTH
NUPUMHAIMHA.
Kong ATX: LO1BCO05

Mexanusm nelicTBus

lemmurabun  npencrtaBiser coOOH aHTUMETa0ONUT THUpUMUaUHA. [Ipenmapar mposBiseT
dazocnenuPpUIHOCTb, JEHCTBYS Ha KJIETKU B S (a3ze (pa3a cuHTE3a 1€30KCUPUOOHYKIECMHOBOM
kucnotel, JIHK), m mpu omnpeneneHHBIX OOCTOSATENHCTBAX OJOKHUPYET PAa3BUTHE KIETOK Ha
rpanuie ¢a3 G1/S.

['emuutabuH MeTaboNM3UpPYyeTCs BHYTPU KIETKM T1OJ JEWCTBUEM HYKJICO3UJIKHUHA3bl C
oOpa3oBaHneM akTUBHBIX AudochartHbix U TpudochaTHbIX HYKI€03Ua0B. LlUTOTOKCHUECKOE
neiicTBue reMiuTabuHa MposBIsieTcs 3a cueT uHruoupoBanus cuHte3a JHK ¢ momomrsio aByx
MEXaHH3MOB JEHCTBUS mocpencTtBoM nudochaTHelX ©  TpudochaTHBIX HYKICO3UIOB.
Judocdarapie HYKICO3UABl WHTHOUPYIOT PHOOHYKICOTHIPEIYKTa3y, KOTOpas IEHCTBYET B
KaueCcTBe €IWHCTBEHHOTO  KaTajiW3aTopa  peakluuid, NPUBOMIMMX K  00pa3oBaHUIO
ne3okcunykineosuaTpudocdaron, Heooxoaumeix s cunare3a JJHK. MaruGupoBanue manHOTrO
depmenta  mocpeAcTBOM  AuQOChATHBIX  HYKJIEO3UJOB  CHIKACT  KOHILIEHTPALIMIO
JI€30KCUHYKJIE03UIOB B LIEJIOM U JIe30KCUHYyKiIeo3uarpudocdaros B uactHoctu. Tpudocdarusie
HYKJICO3UJbl aKTHBHO KOHKYPHPYIOT C J€30KCHUHYKIeo3uaTpudochaTtamu 3a BCTpauBaHUE B
moutekyisl JTHK.

AHaJOTUYHBIM 00pa3oM HEOOJBIIOE KOJIMYECTBO IreMIIUTaOWHA MOXKET TaKKe BCTPAUBATHCS B
MoJieKyJbl puboHykienHoBoil kucnotsl, PHK. Takum o0pa3oM, cHHXEHHas BHyTPUKIETOUHAsS
KOHIIEHTpalusi JA€30KCHUHYKJIe0o3uATpudochaToB yCHIMBAeT BCTpauBaHue TpudochaTHBIX
nykiaeo3unoB B JIHK. JIHK-monumepasa smcuion He o0namaer CroCOOHOCTHIO BBIBOJIWTH
TeMIIMTA0MH W BBIMOMHATEH penapanuto pactymux meneit JJHK. ITocne toro, xak remmmrabun
BcrpauBaercss B JIHK, B pactymme menm JIHK noGaBnsercs eme oawH Hykimeotuna. [locme
TaKOro J00aBJICHUs MPOUCXOIUT MOYTH TMOJIHOE MHrHOMpoBaHHe nanbHelmero cunresa [JHK
(MackupoBaHHAs TEPMUHAIUS TIETIH).

[Tocne BctpanBanus B JJHK remuuntabus, mo-BUIUMOMY, CTUMYIUPYET 3apOrpaMMHUPOBAHHBIN
MpoI1IecC THOENH KJIETOK, U3BECTHBIN KaK arornTo3.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopOuus
MakcumanbHasi KOHIIEHTpAlUs B IUIa3Me€ KpoBH (HAOMIOJaBIIAscsS B TEUEHHE 5 MHUHYT 10

OoKoHUYaHUs MH(Y3uK) cocTarisuia ot 3,2 10 45,5 mkr/min. KoHIeHTpaIus UCXOIHOTO BEIecTBa
B ITa3Me KPOBH TI0CTIe BBEIEHHS npenapara B 103e 1000 mr/m? B Tedenne 30 MHHYT ObIa BBIIIE
5 MKr/mi B TeueHue npuMepHo 30 MUHYT 1ocie 3aBepiieHns nHpy3un 1 Boie 0,4 MKr/mi emie
B TEUCHUE Yaca.
Pacnpenenenue

OGbeM pacmpesielieHnss KpoBH cocTaBmstn 12,4 /Mm% y keHmmH u 17,5 n/M? y MyXumH
(MexBuOBas BapuabenbHOCTh Obl1a paBHa 91,9 %). OObem pacnpesneneHus B IPyrUX TKaHIX
cocTapsn 47,4 1/M? 1 He 3aBHCEN OT HOJIOBOM IPHHA/IEKHOCTH.

Cas3bIBaHMe ¢ OeJIKaMH IIa3Mbl CYUUTAIIOCh HE3HAYUTEIbHBIM.
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ot 16.09.2025 N2 23244

(AR

[lepnon nosyBeIBeieHUs1 cocTaBisl oT 42 no P4 MI/IHVI’p Iglofamf;&b'é¥g%lflﬁggp;&al :-fll:liillbna.

Jlisi peKOMEHIOBaHHOW CXEMbI BBEACHHS Tpernapara BHIBEACHHE reMIUTabnHA TOJHKHO OBITh
IPAKTUYECKH 3aBEPIIEHO B TeueHue mnepuoga or 5 no 11 wacoB mocne Havana HHQY3HU.
I'emMumTaOuH He HaKAITMBACTCS IPY BBEACHUH OHMH Pa3 B HEEIIIO.

buotpancdopmarus

['emuutabuH ObICTpO MeTaOONMM3UPYETCS] UUTUANHIE3AMHHA30M B MEUEHH, MOYKaX, KPOBH U
JIpYTUX TKaHAX. BeiencTBre BHYTPUKIETOUHOTO MeTabomn3mMa reMIuTaduHa o0pas3yroTes MOHO-,
mu- U Tpudocdarsl reMuuTadrHa, U3 KOTOPHIX aKTUBHBIMU CUUTAIOTCS U- U Tpudochatsl. DU
BHYTPHKJIETOYHBIE METabOJMTHl HE ObUIM OOHapyKeHbl B IU1azMe wid Mode. OCHOBHOU
MeTa0ouT, 2'- 1e30KCU-2', 2'-mudTOPYPUINH, HE AKTUBEH M HE OIPEEIIeTCs B IUIa3Me U MOYE.
DJIMMUHALIHS

CuCTeMHBIN KIMPEHC HaXOAWICA B mpenenax ot 29,2 a/a/m? 10 92,2 11/49/M? B 3aBHCHMOCTH OT
moJjia ¥ Bo3pacTa (MeXBHI0Basi BapuaOenbHOCTh cocTaBisiia 52,2 %). Knupenc y eHiuH ObL1
npuMepHoO Ha 25 % Hmke, yeM y MyK4uH. OcTaBasich BBICOKUM, KJIMPEHC M Y MYXYHMH, U Y
JKEHIIHH, MO-BUAUMOMY, CHIDKAETCs ¢ Bo3pacToM. [[iisi peKoMeHOBaHHON 03Bl reMIuTabuHa
1000 mr/m? npu uHQy3MOHHOM BBeleHMM B TeueHHe 30 MUHYT 0ojlee HH3KHME 3HAUEHHMS
KITUPEHCA IS KCHIIWH U MYXXYHH HE TPEOYIOT CHUKCHHSI 03bI TeMIIUTa0WHA.

Menee 10 % BbIBOAUTCS MOYKAMHU B HEU3MEHEHHOM BH/JIE.

TToueqHbIi KIMPEHC COCTaBIST OT 2 10 7 11/4/M2.

B Teuenue Henenu mocne BBeAeHMs Npenapara BeIBoguTcs oT 92 no 98 % BBeneHHOW 103bI
reMiurTaduHa, mpu 3ToMm 99 % BBIBOAUTCS MOYKaMH, B OCHOBHOM B Bujie 2'-mudTopypuanHa, a |
% 1035l - yepe3 KUIICYHUK.

Kunertuka tpudocdaron remuuradruna

JlaHHBI METa0OIUT MOKHO OOHAPYKUTh B MOHOHYKJICAPHBIX KJIETKAX MEepUPEPUIECKON KPOBH,
u uHbOpMalUs Janee OTHOCUTCA K OTUM KIEeTKaM. BHYTpHKIETOUYHBIE KOHIICHTPAIIUU
TIOBBIIAIOTCA TPOMOPIMOHATLHO 703aM TeMIMTabMHA B jauamazoHe oT 35 g0 350 mr/m? B
teyenue 30 MUHYT, 4YTO oOecreyrBaeT paBHOBECHYIO KoHIeHTpaluio oT 0,4 1o 5 mxr/mi. [lpu
KOHIICHTpAIlMY TeMIIUTa0WHA B TIJIa3M€ BBIIIEC 5 MKI/MJ ypOBEHb Tpu(ochaToB reMIuTaOnHa HE
MOBBINIAECTCS,, HAa OCHOBAHHUM YEro MOXHO TMPEANOI0XKHTh, YTO 0O0pa3oBaHHE TaHHOTO
MeTaboIMTa B MOHOHYKJIEAPHBIX KJIETKaX SBISETCS HACHIIIAEMbIM.

Koneunsiit nepuoa nomyseiBeneHust: ot 0,7 1o 12 gacos.

Kunertuka 2'-ne3okcu-2', 2'-nudropypunnna

MakcumanbHasi KOHIIGHTpanus B 1iazme (uepe3 3-15 MuHyT mocie okoHuaHus 30-MHHYTHOM
uagysun, 1000 Mr/mM?) coctaBisana ot 28 10 52 MKr/mia. MUHMMAbHAS KOHIEHTPAIUS MOCIe
BBEJICHUS OJMH pa3 B Hememo Obuia paBHa ot 0,07 go 1,12 mkr/mn, 6e3 Kaxymierocs
HAKOTUICHUS.

KpuBasi «kOHIIEHTpanus B IIa3Me-BpeMs» HMeeT TpexdaszHyio (GopMy CO CpeaHHM TEPHOIOM
MOJTYBBIBE/ICHUS B KOHEUHOH (haze - 65 yacoB (auamna3oH ot 33 10 84 dacos).

O6pa3zoBanue 2'-ne30kcu-2', 2'-mudTopypuanHa U3 UCXOHOTO BemecTBa: oT 91 10 98 %.
Cpenuuit 06beM pacrpenenenus B Kposu: 18 n/m? (auanaszon ot 11 10 22 1/m?).

Cpenuuit 06beM pacipeeNeHns B PaBHOBECHOM cocTostHuu: 150 /M2 (muanason ot 96 1o 228
n/m?).

Pacripeienenue B TKaHsIX: OOMIUPHOE.

CpeHuiT KaXyIuMiAcs Kimupenc: 2,5 n/a/M? (mmuamnaszon ot 1 1o 4 n/a/M?).

[ToTHOCTBIO BBIBOAUTCS MOYKAMH.
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CCNENOBATENBEHOCTE 0004)

|'
KoMOuHMpoBaHHas Tepanus reMiuuTabuHOM U [AKIUTAK

KoMOuHmMpoBanHas Tepanus He OKa3blBajia BIUSHUS HA (PapMAKOKUHETHKY FeMIIMTa0nHA WIIN
[MaKJIATaKCeNa.
KoMmOuHMpOoBaHHas TEpAITNs TeMIIMTA0OMHOM U KapOOIUIATHHOM

[Ipy npuMeHeHHH B KOMOWMHANMU C KapOOIuTaTHHOM (apMaKOKMHETHKA TeMIUTaOnHa He
MEHSIIACh.

[ToyeyHas HEIOCTATOYHOCTh

[Toyeunass HEIOCTATOYHOCTH JIETKOW WM CPeJHEH CTENeHU TSHKECTH (CKOPOCTh KITyOOYKOBOM

¢unpTpanun (CK®) or 30 mu/mun no 80 Mi/MUH) HE OKa3blBaeT CTAOMIBHOTO 3HAYMMOIO
BO3/ICUCTBUS Ha (PapMaKOKMHETHUKY TeMIIUTa0NHA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

ManHnuToI

Harpus anerat 6e3BoIHBIIM

XJ0pUCTOBOAOPOIHAS KUCIOTA KOHIIEHTpUpOBaHHAas (st Koppekiuu pH)
Harpus runpoxcun (i koppexkuuu pH)

6.2. HecoBMecTUMOCTL

JlaHHbIN JEKapCTBEHHBIN IpernapaT He CcJleAyeT CMENIMBaThb C APYTUMHU JIEKApCTBEHHBIMU
npenaparamu, 3a UICKJIIOUEHUEM YIIOMSHYTBIX B pa3zene 6.6.

6.3. Cpok rogHoCcTH (CPOK XpaHEHUA)

2 roza.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IIPH XPAHEHUH

B 3amumienHom ot cBeta Mecte npu temneparype He Baiie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

KonmuecTBo npenapara, coorsercrBytromiee 200 wm 1000 Mr remmnurabuna, Bo ¢urakonsl 10 mi
win 50 Mi1 U3 HelTpanpHOro crekia I rMIpoNuTHYecKoro Kiacca, FrepMeTUYHO YKYIOPEHHBIN
PE3MHOBOM MPOOKOM M 3aKPBITHIH KOJINAYKOM aJIFOMUHUEBO-TIACTUKOBBIM.

Ha ¢nakoH HakJIenBalOT ITUKETKY.

ITo 1 pnakoHy BMecTe ¢ MHCTPYKIMEN MO TPUMEHEHHUIO TTOMEIIAIOT B KAPTOHHYIO MAYKYy.

ITo 5, 10 unm 48 pmaxoHOB C paBHBIM KOJIMYECTBOM HHCTPYKIUH 110 IPUMEHEHUIO B KAPTOHHYIO
KOPOOKY (U1 CTallMOHAPOB).

6.6. Oco0Oble Mepbl TMPEIOCTOPOKHOCTH NPHM  YHMYTOXXKEHMH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapara WJIH OTX0JA0B, TMOJYYEHHbIX TOCJAe NPHUMEHEHUs
JIEKAPCTBEHHOT0 MpenapaTa v Apyrue MaHUMyJSIUU ¢ PenapaToM

Oco0bIe MePBI IPEIOCTOPOKHOCTH

[Ipy TpHUrOTOBICHWM W YTWIW3AMWKA pacTBOpa Ui WHEQY3UW JTOJDKHBI  COOJIFOATHCS
CTaHJapTHBIE Mephl 0Oe30macHOCTH It  PaboOThl C  ITUTOTOKCHYECKUMHU  CPEACTBAMHU.
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[lepememenue pactBopa s HHOQY3UH  JQIDKHO }SIEIII:IIO:JIQII;&IE}FWJE%%EACEC}Ml 0 %%i'cce;

HCO6XO[[I/IMO HCIIOJIB30BAaTh 3AalIUTHBIC XaJlaTbhl W IHCPYATKH. HpI/I OTCYTCTBUUN 663OHaCHOFO
Ooxca 000opyI0BaHUE JOJKHO OBIThH JOMOJHEHO 3aIIUTHOW MACKOW U 3aIlIUTHBIMU OYKaMHU.

[Tpu momaganuy mpenapaTa B IJia3a MOXKET BOZHUKHYTh Cephe3HOe pa3ipakeHue. [ masza cinemyer
HE3aMEIUIMTEIPHO H TIIATEJBHO TPOMBITH BomoW. Ecimm pasmpaxeHne HE MPOXOJIHT,
HE00X0IMMO 00paTHTHCS K Bpady. B cirydae momaganus pacTBopa Ha KOXY CIIEAYET TIATEIbHO
MIPOMBITH KOXY BOJOH.

PexoMeHmalyu 1o NpUroToBICHUIO PacTBOPA JIJIsI I/IHd)VSI/Iﬁ

B kauectBe pactBOpuTENs wucnonb3yercs Toiapko 0,9 % pactBop Harpus xjiopuzaa 6e3
KOHCEpBAaHTOB. MakcuMaibHasi KOHIICHTpAIUs TreMIMTa0uHa He JOJKHA NpeBbimaTh 40 Mr/mi.
PacTBOpbl, MpUTOTOBIIEHHBIE C KOHIEHTpanueil Beimie 40 MI/mi, MOTYT CONPOBOXAATHCS
HEIOJIHBIM PACTBOPEHHUEM.

1. PaCTBOpeHI/Ie u 1r00oe mociacayromee pa36aBneHHe CJICAYCT BBIIIOJIHATE C CO6J'IIO,I[€HI/ICM
MCETOJ0B aCCIITUKH.

2. JIy1ist mpUTrOTOBJICHUST KOHIIEHTpaTa conepxkumoe daakona 200 Mr pacTBOpSIOT HE MEHEE,
yeM B 5 mu1, 1000 mr — He menee, yeMm B 25 mit 0,9 % pactBopa HaTpus XJIopuaa Iisi HHHEKIIUM.
Kaxnapiii  (nakoH axkypaTHO B30adThIBAIOT JO IMOJHOTO PACTBOPEHUS JHO(UIN3ATA.
[TomrydeHHBIH pacTBOP AOJKEH OBITh MPO3PAUYHBIM.

[TpuroToBNEHHBI KOHLIEHTPAT TeMIUTA0OMHA, COIEPKAIIMN HYXKXHYIO 03y Ipernapara, Hepen
BBeZicHHeM pas30aBisioT 0,9 % pacTBOpoM HaTpus XJIOpUAA Ul MHBEKLMHA B KOJIMYECTBE,
0cTaTouHOM ISl 30-MUHYTHON BHYTPUBEHHOM UH(DY3HH.

3. [lepen mapeHTepalbHBIM BBEJIEHHEM HEOOXOJUMO BH3yaJlbHO KOHTPOJIUPOBATH
IIPUTOTOBJICHHBI pPAaCTBOP HAa HAJIMYM€ MEXaHWYECKUX IpUMeced U H3MeHeHue usera. [Ipu
HaJIMYMU MEXaHUYECKUX BKIIFOUEHUI pPacTBOP MpernapaTa He UCIOJIB3YIOT I BBEICHUS.

C MUKpOOHOIOTHYECKON TOUYKH 3PEHUS MPUTOTOBJIECHHBIH PacTBOP JOJKEH ObITh MCIHOJIb30BAH
HEMEJIEHHO.

Yruinzauus

Becpb ocTaBmmiics JIEKapCTBEHHBIN Mpenapar U OTXObI CIEAYET YHUYTOKNUTh B COOTBETCTBUU C
YCTaHOBJIEHHBIMH HAaIIMOHAJIBHBIM 3aKOHOJATEIbCTBOM TPEOOBAHUSAMU.

7. AEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanns

000 «APC»

123112, r. MockBa, BH.Tep.T. MyHUIIUTIATLHBIN OKpyT [IpecHenckuit, Hao. [IpecHenckas, a. 12,
noment. 16/27

ten. +7 (495) 374 62 84

7.1. IlpeacraBure/ib AepKaTesisi PeruCTPAMOHHOI0 YA0CTOBEPEHU

[Iperen3un norpebuTENEH HAIPABIATH 110 aJPECY:

Poccuiickas @enepanus
000 «OnkoTaprer»
109316, r. MockBa, BH.Tep.T. MyHUIIUNAIbHBIN OKpyT [leyaTHuku, Bonrorpaackuii mpocmekT, 1.
42, k. 24, stax 2, koM. 193
ten. +7 (495) 233-01-38
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(NMOCNEOOBATENEHOCTE 0004)

e-mail: info@oncotarget.pro

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PEIMCTPAIIMM (IIOJATBEPXJIEHHS PETMCTPAIINAM,
MNEPEPETUCTPALIMN)

JlaTa nepBoil perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmast  XapakTepuUCTHKa  JIGKAPCTBEHHOTO  mpemapata ['eMIuTabMH  JOCTymHAa  Ha
UHPOPMALIMOHHOM TOpTane EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-
KOMMYHHUKaIMOHHOH cetn «IHTepHeT» http://eec.eacunion.org/.
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