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ot 22.10.2025 N2 26467

OBILASI XAPAKTEPUCTUKA JIEKAPCTBEHHOTFO TIPEITAPATA "4

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
'emuurabun-Kenyn-Kazdapm, 200 mr, nuodunusar ans NPUTOTOBICHUS KOHIIGHTpaTa MAJis
IIPUTOTOBJICHUS pacTBOpa AJisi HHPY3UH.

I'emmutabun-Kenyn-Kazdapm, 1000 mr, nmuodunuszat mjis NPUTOTOBICHUS KOHIIGHTpaTa s

MIPUTOTOBJICHUS pAacTBOpA JJIst HHPY3UH.

2. KAYUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTByto11I€€ BEIIECTBO: TEMITUTAOHH.

FeMHI/ITaGI/IH-Ke.HVH-Ka?)d)aDM, 200 MI, JII/IOd)I/IJII/ISaT I TIPUTOTOBJIACHHMA KOHIICHTpPATa JJIA

IOPpUTrOoTOBJICHUA paCcTBOpaA AJIA I/IHd)V?;I/If/'I

Kaxnpiii (haakon cogepsxkut 200 mr reMiutabuda (B BUIE THAPOXIOPHIA).
BcnomoraTenbHbIe BElIECTBA, HATUYME KOTOPHIX HA/I0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npenapara: HaTpui (cM. pazzaen 4.4).

I'emiurabun-Kenyu-Kazdbapm, 1000 mr, auoduiausar Juiss OPUTOTOBJCHUS KOHLIEHTDATA Ul

IOIPUTOTOBJICHHMA PaCTBOPA IJIA HHd)V?»Hﬁ

Kaxnprii (haakon cogepskut 1000 Mr remuurabuHa (B BUIAE THAPOXIOPHIA).
BcnomoratenbHbI€ BelecTBa, HATMYUE KOTOPBIX HAJIO YUYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npenapara: HaTpui (cM. pazzaen 4.4).

ITomHpIit MEpCUCHb BCIIOMOT'aTCJIbHBIX BCIICCTB IPUBCACH B pa3JICiic 6.1.

3. JEKAPCTBEHHAS ®OPMA
JInodunuzar Ay NpUroTOBIEHUS KOHLIEHTpATa Uil IPUTOTOBJIEHUS pacTBOpa AJisi HHPY3UH.

JIno¢unuzar 6e10ro UM Moutu Oenoro 1Bera.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

I'emiurabun-Kenyn-Kasgdapm nokasan k mpUMEHEHHIO Y B3POCIIBIX:

. MecTHOpacIpOCTPAaHEHHBIM WJIM METACTATUYECKUN HEMEIIKOKJIETOYHBIM pakK JIETKOro B
Ka4yecTBEe TepanuH MepBOi JMHUK B KOMOMHALIMY C IIUCIUIATUHOM WJIM KapOOIUIaTHHOM, a TakKe
B KQ4e€CTBE MOHOTEPAITUH Y MOXKHIIBIX MAIIUEHTOB C (DYHKIIMOHAIBHBIM CTaTyCOM PaBHBIM 2.

. HepesekrabenbHblil, MECTHOPEUUIUBUPYIOLINI WIH METACTaTUUYECKUH paK MOJIOYHOU
Kene3pl B COCTaBe KOMOMHHUPOBAaHHOM TEpanmuu C MaKIWTAaKCEJIOM TIOCie TPOBEICHUS
HEOAJbIOBAHTHOM W/WIM aJbIOBAHTHOM TEpanmuu C BKIIOYEHUEM aHTPALUKIMHOB IPHU

OTCYTCTBUH HpOTI/IBOHOKaSaHI/Iﬁ K UX Ha3HA4YCHHIO.
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My3bIpsl, TOYEUHOM JIOXaHKHU, MOUYETOYHUKA, MOYEHCITYCKATEIbHOTO KaHaa).
. MecTHOpacHpOCTPAaHEHHBI WM METACTATUYECKUM SMUTEIUAIbHBIA paKk SHUYHUKOB B
KayeCcTBE MOHOTEPANUH WM B COYETAHUH C KapOOIUIIATUHOM Y MAIUEHTOB C IMPOTPECCUPOBAHUEM

3a00J1eBaHU IIOCIIC IMPOBCACHUA HepBOﬁ JIMHUMW TCpaliy Ha OCHOBC MMPONU3BOJHBIX IVIATHHBI.

. MecTHOpacIpOCTPAaHEHHBIM MIIM METaCTaTUYECKUN PaK MOKEIIYJOYHOM JKEIIe3bl.
. MecTHOpacnpOCTPaHEHHBIN UM METACTATUYECKUM PaK IIEUKU MATKHU.
. Pak »xeirueBbIBOAAIINX Ty TEH.

4.2. Pe:kum 103MPOBAHUSA U CIIOCO0 MPUMEHEHU S
Tepanus npenaparom ['emiutabun-Kenyn-Kazdapm MoxkeT ObITh Ha3HaueHa TOJBKO BPAuOM,
MUMEIOIIIMM OIBIT IPUMEHEHUS IIPOTUBOOIYXOJIEBBIX MTPETapaToOB.

Pexxum 103upoBaHus

MecmnopacnpocmpanenHvlil  UIU  Memacmamudeckull HemMelKoKIemounblli paxK J1é2Ko2o 8
Kayecmee mepanuu nepeou AUHUU 6 KOMOUHAYUU C YUCHAAMUHOM UTU KAPOONIAMUHOM, 4
makace 8 Kauecmee MOHOMEPANUU Y NONCUILIX NAYUEHMO8 C (DYHKYUOHATbHLIM CMAMYCOM,
PpPasHvim 2

Mownomepanus: peKoMeHI0BaHHas f03a npenapara I'emuurabun-Kenyn-Kaszdapm - 1000 mr/m?

B BHUJI€ BHYTpUBEHHOW MHPY3uu B TeueHue 30 MuHyT B 1, 8 u 15 nHu kaxaoro 28-aHEBHOIO
nukia. /loza MokeT ObITh YMEHBIIEHA C KaX/IbIM LIUKJIOM WM B TEYEHHE IIMKJIa Ha OCHOBaHUU
CTETEeHU TOKCUYHOCTH, HAOJI0JaeMOM y MalueHTa.

Kombunuposannas mepanus ¢ yucniamunom. peKOMEHIOBaHHasI 103a mpenapara [ emiutabun-

Kenyn-Kaspapm - 1250 Mr/m? B BUJIe BHYTpHBEHHOI nH(Y3HH B Tedenne 30 MuHyT B 1 U 8 1eHb
Kax0ro 21-mHeBHOr0 rukna wi 1000 Mr/m? B BUje BHYTpHBEHHOH MHQY3uH B TeueHue 30
MUHYT B 1, 8 1 15 1HU Kax10ro 28-1HEBHOTO IIUKIIA.

J1o3a MOKeT ObITh YMEHBIIIEHA C KaXKAbIM IIMKJIOM UM B TEUCHHE LIMKJIa HA OCHOBAaHUM CTEIEHU
TOKCUYHOCTH, Ha0JI10/1aeMOM y MalieHTa.

[{uCcIIaTHH MCTIOB3yeTCs B JO3UpOBKe 75-100 Mr/mM? oMH pa3 Kaxkasle 3 HelenH.

Kombunuposannas mepanus ¢ kapboniamunom. peKOMEHAOBaHHas no3a mpemnapara - 1000
mr/m? w1200 mMr/m? B BuIe BHYTpHBEHHOH MH(Y3uu B Teuenue 30 MuHyT B 1 u 8 1eHb
Kaxzaoro 21-gaeBHoro nukia. KapOomnatun BBoauTcs U3 pacueta nokazarens AUC (mmomans
MoJ KPHUBOM «KOHIEHTpauus-Bpems») 5,0 mr/mu/muH B 1 geHp 1wkia mocine WHY3UU
reMIuTaduHa.

Jlo3a MOkKeT OBITh yMEHbIIIEHA C KaXKIBIM LIUKIIOM WA B TEUECHUE ITUKJIa HA OCHOBAaHUH CTETICHU

TOKCHUYHOCTH, Ha6J'IIOJIaCMOI7I Yy nanucHTa.



COOTBETCTBYET 3KCMEPTHOR
ot 22.10.2025 Ne 26467

Hepesexmabenvuwiii, mecmHopeyuousupyouwuti|uiu Me%g%aMEﬁﬁTg&th;lm%ﬁl ;/Iz—rléijge%z

1Y OTUETY

6 cocmaee K'O]l/l61/lHZ/lpOGaHHOI/lv mepanuu ¢ naKiumaxkceiom nocie l’lpO@@d@HHﬂ HeoaovbioBAHMHOLL
u/unu  a0vHEAHMHOU mepanuu C  6KJIHOYEHUemM  AaHmpayukiuHos npu  omcymcmeuu
npomueonoxamnmi K UX HA3HA4YeHUIo

KOM6uHuD06aHHa}l mepanusl ¢ naKiumaxcenom. MakiInTaKcesl BBOAUTCS B 103€ 175 Ml"/M2 B BHUJC

BHYTPUBEHHON MH(Y3UH B TeueHUe 3 yacoB B | JeHb 21-THEBHOrO MMKIA C MOCIEAYIOIUM
BBEJICHHEM TeMIuTabuHa. PexomeHnoBaHHas fo03a npemapata - 1250 mr/m?> B Buze
BHYTpUBEeHHOH MH(}Y3un B TeueHue 30 muHyT B 1 1 8 aeHb kaxaoro 21-mHeBHOro nukia. Jloza
MOJKET OBITh YMEHBIIEHA C Ka)JbIM LUKIOM WJIA B TEUYEHHE LIMKJIA Ha OCHOBAHUU CTEIIEHU
TOKCHYHOCTH, HAOJII01aeMOi y MaI[eHTa.

[lepen HauanoM KOMOMHHUPOBAHHOM Tepanuu (TeMUUTA0NH + MaKIUTAKCEN) aOCOMIOTHOE YHUCIIO
TPaHyJIOIUTOB B KPOBU Y MAIIMEHTOB JOHKHO ObITh HE MeHee 1500/mkit.
Mecmnopacnpocmpanenvlil ulu Memacmamudeckutl ypomenuaibHulll pak (pak mouegozo

ny3slpA, NOYEeYHOU TOXAHKU, MOUEMOYHUKA, MoueucnyckameilbHozco KaHCZJZa)

Monomepanus. peKkoMeHIOBaHHAas n03a mpemapata - 1250 mr/m?> B BHAE BHYTPHBEHHOMH
uH(y3uu B Teuenue 30 munyT B 1, 8 u 15 nHu kaxkaoro 28-nHeBHOro nukia. Jlo3a MoxkeT ObITh
YMEHbBIIIEHA C Ka)JbIM IIMKJIOM WJIM B T€YCHHE LIMKJIA HAa OCHOBAaHHH CTENEHU TOKCHUYHOCTH,
Ha0JII0aeMOM y TIAIlMEHTA.

Kombunuposannas mepanus ¢ yucniamunom: peKoMeHI0BaHHas 103a npenapata - 1000 mr/m?

B BMJIE€ BHYTpUBEHHOM HHQY3un B TeueHue 30 muHyT B 1, 8 u 15 gHM B coueraHuu c
IUCIIATHHOM, KOTOPBIH BBOAMTCA B peKoMeHIyeMo# nosze 70 mr/m? B 1 jeHb cpasy mocie
nH(y3un reMuuTabMHa WM BO 2 JIeHb Kaxaoro 28-mHeBHOro nukia. Jloza MoxkeT ObITh
YMEHbBIIIEHA C Ka)/IbIM IIUKJIOM WJIM B T€UEHHE LIMKJIAa Ha OCHOBAHUU CTENEHU TOKCHUYHOCTH,
Ha0Jro1aeMoi y MmaryeHra.

KyMHIYecKHe MCCIe0oBaHUs TMOKA3alM, YTo TpH 03¢ mucmiatuHa 100 mr/m? maGmomaercs
0oJiee BbIpayKEHHAs! MUEJIOCYTIPECCHS.

Mecmuopacnpocmpanennolii Uiy Memacmamudeckuii  SNUMenUanIbHblil.  paKk AUYHUKOE 6
Kauecmee MOHOMEPANUU UIU 6 COYEeMAHUuu ¢ KApOONIAMUHOM Yy  NAYUEHMO8 C
npozpeccuposanuem 3a0601e6anus Nocile NPoSeoeHuUs Nepeol JUHUU MEePanuu Ha OCHOGe

l’lpOu360()Hblx njaamuHbsvl

Monomepanus: pexoMeH0BaHHas 103a mpemapata - 800-1250 mr/m? B BHjE BHYTPHBEHHOM
uH(y3uu B Teuenue 30 munyT B 1, 8 u 15 quu kaxkgoro 28-nHeBHOrO nukia. Jlo3a MoxkeT OBITh
YMEHBIIIEHA C KaXJbIM IUKIOM WIM B TE€YEHHE IIMKJIAa HA OCHOBAHUM CTENEHU TOKCUYHOCTH,

HaOJII0JaeMOM y TIAIlMeHTa.
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Kombunuposannas mepanus ¢ kapOOnIamuHoM: pexéﬂ%ﬁé@&ﬁﬁ*{&g%Qﬁaﬁ&&'}:gﬁ"ooo

Mr/M? B BHjie BHYTpHBeHHOH uH(pYy3un B Tedenne 30 MunyT B 1 1 8 1eHb Kaxaoro 21-aHeBHOro
mukina. KapOomnmatun BBoautTcs u3 pacuera mokazartens AUC 4,0 mr/mu/mMuH cpasy mocie
uHQy3uu remunTabuHa B 1 1eHp kaxjaoro 21-aHeBHoro nukia. Jloza MoxeT ObITh yMEHbLIEHA €
KaX/IbIM LIUKJIOM WJIM B T€YEHHUE LIMKJIA HA OCHOBAaHUM CTENEHU TOKCUYHOCTH, HAOJIIO1aeMOH y
HanueHTa.

Mecmuopacnpocmpanennbviti uny Memacmamuieckuil pax nooH#ceryO00 Ol Jcelle3vl

Monomepanus: pekoMeHmOBaHHAs n03a mpenapata - 1000 Mr/mM?> B BHAe BHYTPHBEHHOI

uHpy3uun B TeueHue 30 MUHYT OOUH pa3 B HEAENI0 B TEUYEHHE Nepuoaa A0 7 HENenb C
MOCJIETYIOIIMM HEJICIbHBIM MEPEPHIBOM. 3aTeM Ipenapar BBoaAuTcs B 1, 8 u 15 quu kaxgoro 28-
JTHEBHOTO THKIA. [[03a MOXKET OBITh YMEHBIIICHA C KKIBIM IIMKJIOM WM B TCUCHHE IUKIA Ha
OCHOBaHUU CTETIEHU TOKCUYHOCTH, HAOIIF01aeMOM y MallUeHTa.

MecmuopacnpocmpanerHblil UIU MEMACMAMUYecKUll pax wetiKu Mamxu

KOM6Z/!HMDO€CZHHCZE mepanusia ¢ _yucniamurHom. IIpU MCCTHOPACHPOCTPAHCHHOM pPaAKe IIPpU

[OCJIEI0BATENbHON XUMHOIYUYEBOM Tepanuu (HE0aIbIOBAHTHO) U MPU METACTaTUYECKOM pake
IUCIUIATUH BBOAUTCA B gmo3e 70 Mr/M? B 1 [eHb LMKIAa C HOCTEIYIOIMM BBEIECHHEM
remipTabuna. ['emimTabun BBOAMTCA B 103e 1250 Mr/M2 B 1 u 8 meHb Kaxaoro 21-aHeBHOro
nukia. /lo3a MoXeT ObITh YMEHBIIEHA C KaX/IbIM LIUKJIOM WUJIM B TEYEHHE IIMKJIa HA OCHOBAaHUU
CTENEHH TOKCUYHOCTH, HaOJII01aeMOil y IalleHTa.

ITpu MecTHOpacIpOCTpaHEHHOM pakKe MPU OJHOBPEMEHHON XUMHUOJIyYE€BOM TE€paHM LUCILUIATUH
BBOAUTCS B 103e 40 Mr/m? ¢ mocnenyromuM (HEMOCPeACTBEHHO MOCIe BBEICHUS IUCIUIATHHA)
BBEJICHUEM TeMnuTaduHa. ['eMiuTabua BBOIUTCS | pa3 B Hemenro B TedeHHWE 6 Hemenb 3a 1-2
yaca 70 Hayama JydeBOH Tepamuu B jgo3e 125 Mr/mM?> B BHIE BHYTPUBEHHOH HHQDY3HH.
Pexomenayercst crnenyromuil pexxum JydeBodl Tepamuu: oOiaydenue 50,4 I'p BHemHero
UCTOYHHKA Ha Bce noJie o0nydenus B 28 ¢pakuusx, 1,8 I'p/nens, 5 nHeil B Henento B TeueHue 6
HeZleNIb XUMUOTEpaIny.

Pak scenuesvioosuux nymeti

Kombunuposannas mepanus ¢ yucniamuHoMm: WHCIUIATHH BBOAUTCA B no3e 70 Mr/m? B Buie

BHYTPUBEHHOM uWHGY3uH B 1 J[eHb LMKIA C TOCJIEAYIOUIMM BBEJICHUEM TIeMIUTa0HHA.
I'emMuuTabuH BBOAUTCA B f03e 1250 Mr/m? B BUe BHYTpHBEHHOH HH(Y3uH B TedeHue 30 MUHYT
B 1 u 8 nenp kaxmaoro 21-mHeBHOTrO 1UKIA. J[03a MOXKET OBITh YMEHBIIIEHA C KAKIBIM ITUKIOM
WIY B TEYCHHE IIMKJIa HA OCHOBAaHUM CTETIEHU TOKCUYHOCTH, Ha0JIt0JaeMoil y manueHTa.

Koppeknus g0361

Koppekqu}z 003bl N0 npuvuHe 2emMamoiocu4eckoll moKCUYHOCMU
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[Tpu nr060M MOKa3aHUK MEPe]l KaKIBIM BBEICHI

pem remith HA6iH HEGOXOTHNTS korT oA RpoBaTs

KOJINYECTBO TPOMOOIIMTOB M IPaHYJIOLUTOB B KPOBH.

B ciydae pa3BuUTHS TeMaTONOTHYECKOH TOKCUYHOCTH Ji03a TeMIUTabuHa MOXET OBITh

YMCHbIIICHA, 0o ero BBCACHHUE OTJIOKCHO B COOTBETCTBUH CO CICAYIOIINMHA CXEMAMMU:

Koppekuust 10361 reMuuTabHa B paMKax IUKJIa IPH YPOTEIHAILHOM pake,
HEMEJIKOKJIETOUHOM paKe JEeTKHUX, PaKe MOIKEeITyJOYHON Kelle3bl B KaUeCTBE MOHOTEpAIUU
WM B KOMOMHAIMH C HUCIUIATUHOM

AOCOIIOTHOE YUCIIO

KonngecTBo TpoMOOIIMTOB

rpanynomuToB (x 10%1) (x 10%1) 70 OT IPEBITYIIIEH 103b1
>1 " > 100 100
0,5-1 WIn 50-100 75
<05 1501051 <50 [Tpomyctuth n03y*

*[IpomynieHHas 103a HE JODKHA BBOAMTHCS B TEUCHHE IMKJIA J0 TEX IOp, MMOKa abCOIIOTHOE

YHCII0 TPAaHYIOMMTOB He JOCTUTHET ToKa3aTens Kak MuauMyM 0,5%10%/71, a uncio TpomGoIuToB

He JIOCTHTHET rmokasaTens 50x10%/1.

KOppeKHI/IH JO03bI I‘CMHI/ITaGI/IHa B paMKax IHKJIA IIPpU paKe MOJIOYHOH KeJIe3bI B KOM6I/IH8.I_II/II/I

C IMIaKJINTAaKCCJIIOM

AOCOIIOTHOE YHCIIO

KomnyectBo TpOMGOI_II/ITOB

rpanyaoruToB (x 10%m) (x 10%m) % OT Ipe/bIAYIIEH N103bI
>1,2 u >75 100
1-<1,2 WA 50-75 75
0,7-<1 " > 50 50
<0,7 U <50 [TponycTuth 103y*

*[IponyiieHHast 103a HE JOJKHA BBOJIUTHCS B TEUCHHE IMKIIA. Tepamusi HauyHETCs B | JIeHb

CJICAYIOUICTO IKKIIa, KaK TOJBKO a0COJIFOTHOE YHCIIO rpanyJOIUTOB JOCTUTHET IMOKA3aTCIIsA KakK

muHEMYM 1,5%10%/171, a umncio TpoM6OIMTOB AOCTUrHET mokasaTens 100x10%/.

KoppeKuI/m J03bI FCMLII/ITa6I/IHa B paMKax IUKJIA IIPU pake ANIYHUKOB B KOM6I/IHaI_II/II/I C

KapOOoMIaTHHOM

AOCOIOTHOE YUCIIO

Koauuecto TpOM6OI_II/ITOB

rparynonuTos (x 10%/m1) (x 10%m) 7o OT MPETBITYIIIEH /103b1
>1,5 u >100 100
1-15 1581051 75 -100 50
<1 WIH <75 [Iponyctuts n03y*

*HpOHYH_ICHHaH J03a HC OOJIDKHa BBOJAMTHCA B TCUCHHC IHUKIJIA. Teparm;l HauHeTcs B 1 JACHb
CJICAYIOLICTO UKIIA, KaK TOJIBKO a0COJIIOTHOE YHCIIO rpa”nyJIOOUTOB JOCTUTHET IMMOKA3aTCIIsI KaK

muHEMYM 1,5%10%/71, @ 9ncio TpoMOOIUTOB TOCTUTHET TToKa3aTens 100x10%m.
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75 % OT Ha4abHOU 03Bl IEPBOTO IHKJIA IPH HAIMYUH CICAYIONINX BUIOB T'€MAaTOIOTUYECKOM
TOKCUYHOCTH:

— a0COJIIOTHOE YHCJIO TPAHYJIOIUTOB < 500x10°/1 B Teuenue Gonee 5 aHei;

— a0COJIIOTHOE YHCJIO TPAHYJIOIUTOB < 100x108/1 B Teuenue Gonee 3 aHei;

— (heOpubHas HEUTPOIICHUS;

—  u4mcao TpoMbouTOB < 25%10%/1;

— 3aJIepKKa [UKIIA JJedeHus Ooyiee yeM Ha | HeJelo BCIEACTBIE TOKCUIHOCTH.

nsa eviAeneHus He2emMamono2uieckol MmoKCUYHocmy HEeOoOXOIUMO MPOBOIAUTH PETYISIPHOE
oOcienoBaHue MAIMEHTa W KOHTPOJIMPOBATH (PYHKIMIO MEYCHW M MOYEeK. B 3aBUCMMOCTH OT
CTCTICHH TOKCUYHOCTH, HAOJIFOIaeMOM y IMAlMeHTa, 03y MOKHO CHHMATh C KaXKJIbIM IUKIIOM
WIH B T€YCHHE LIUKJIA.

Kak mnpaBuno, npu Tsokeno (3 wiam 4 CTENEHH) HETeMaTOJOTHYECKOW TOKCHYHOCTH, 3a
UCKITIOYCHUEM CJIy4acB TOIIHOTBI/PBOTHI, TEPANHUI0 TEMIUTAOMHOM CIIEAyeT BpPEMEHHO
MPEKPATUTh WM yMEHBIIUTH 03y TMpernapara Ha OCHOBAHHWH PEIICHHs JICYallero Bpava.
Tepamnus 1oKHA OBITH MPUOCTAHOBJIEHA 10 TEX MOP, MOKA, 10 MHEHUIO Bpaya, TOKCUYHOCThH HE
pa3peruuTcs.

Jlist mosrydenust nHGOPMAIMK 0 KOPPEKIIMH J03bI ITUCIUIATHHA, KapOOIIaTHHA | MaKJIMTaKcena
pr KOMOMHHPOBAHHOW TEpaluu CIEAYeT OOpaTUTHCSA K COOTBETCTBYIOIIUM HHCTPYKITHSAM II0
MEAUIIMHCKOMY MPUMEHEHHUIO.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmul nosxcunoeo eospacma (cmapuie 65 1em)
['eMIuTaOMH XOPOIIO NMEPEHOCUTCS Y TAlMEHTOB cTapiie 65 yer. Her maHHBIX O TOM, 9TO IS
HOXKWIBIX MAIlMEeHTOB HEOOXOJMMa KOPPEKLHMs 103bl, IOMUMO TOH, YTO PEKOMEHJOBaHa s
BCEX MaIMEHTOB.
THayuenmor ¢ napywenuem yHKyuu neyeHu u noyex
[TpuMeHATh TEMIIUTAONH Y TAMEHTOB C TMEYEHOYHOH HEIOCTaTOYHOCTHIO WIIM C HapyIICHHOMN
(GyHKIHEH TOYeK CIeIyeT C OCTOPOKHOCTBIO, TaK KaK TOJYYCHHBIX B XOJ€ KIMHUYECKHX
UCCIICIOBAaHUM  JaHHBIX HEJOCTaTOYHO JJIS MPEJOCTaBICHUS UYETKUX PEeKOMEHJalui
OTHOCHUTEJIBHO KOPPEKIIUH J103bl Y JAHHBIX MOMYJISIIUNA TalliEeHTOB.

eTn
Jlemu om 0 0o 18 nem
bezonacnocts u 3 PexruBHocTh ['emuntabuna-Kenyn-Kazdapm y nereii B Bo3pacte ot 0 1o 18
JIeT He YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Crrocob nmpruMeHeHu s
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p penap

uH}y3un B TeueHue 30 MUHYT.

Mepuvr  npedocmopooicHocmu, npunumaemvie nepeo NpuMeHeHuem npenapama ulu  npu
obpawenuu ¢ HUM

Nudopmanus mno paboTre ¢ LUTOTOKCMYECKMMH IIperaparaMH IpuBeleHa B paszgene 6.6.
WMHCTpYKIIMM TIO TMPHUTOTOBIICHUIO JIGKAPCTBEHHOT'O Iperapara Iepea NPUMEHEHHEM CM. B
paznene 6.6.

4.3. [IpoTuBONOKA3aAHUS

['mnepuyyBCTBUTENBHOCTh K I'E€MUUTAaOMHY WM K JHOOOMY H3 BCIIOMOIaTelbHBIX BELIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

4.4. OcoOble ykazaHMsl 1 Mepbl NPeI0CTOPOKHOCTH NPH NIPUMEHEHUH

Jleuenne reMuUTaOMHOM MOKHO NPOBOAUTH TOJIBKO MO HAOIIOACHUEM Bpaya, UMEOIEro OIbIT
IPUMEHEHUS IPOTUBOOITYX0JI€BOH XUMUOTEPAIINH.

[Tpenapar 'emuurabun-Kenyn-Kazdapm Bo BpeMss mH(Y3MM TEPEHOCHUTCS XOPOIIO, MOXKET
Ha3HavaThCsl aMOynaTopHo. B ciryuae skcTpaBazanuu HHPY3HsI JOTDKHA OBITh Cpa3y MpeKpalieHa
U 3aTeM BO30OHOBIJIEHA, MCHOJb3Ys JAPYroil KpoBeHOCHBIH cocya. Ilocie BBeneHus mpenapara
HE00X0IMMO BHUMATEJIBHO CIEIUTh 3a COCTOSIHUEM MallUeHTa.

VYBenuyeHne NPONOJDKUTEIBHOCTH WH(Y3MHM W TOBBIIICHHAs YacTOTa BBEIEHHS Iperapara
MOTYT MPUBECTH K MOBBIIIEHUIO TOKCHYHOCTH.

I'emaTtosornyeckas TOKCUYHOCTh

'eMiuTabuH MOXET MOAABIATH (DYHKIMIO KOCTHOTO MO3ra, 4TO MPOSBIISIETCS JeHKONeHue,
TpoMOouuTOonieHHer wuiau aHemued. llepen kaxapIM BBeJAEHHEM TIeMIMTaOMHA HEOOXOAMMO
KOHTPOJIMPOBAaTh KOJMYECTBO TPOMOOIIUTOB, JIEHKOLUTOB U TIPaHYJIOIUTOB B KpPOBU Yy
NalMEeHTOB, NOJyYaloIuX Tepanuto npenaparom ['emiuradun-Kenyn-Kazgpapm. Ilpu npuznakax
yTHETeHUs1 (YHKLIMU KOCTHOTO MO3ra, BBI3BAaHHOI'O IpPErnapaTroM, HEOOXOAMMO MPHOCTAHOBHUTH
JICYEHUE WIM CKOPPEKTHPOBaTh J03y. Muenocynpeccuss KpaTKOBpEMEHHa, KaK IPaBHIIO, HE
OPUBOJUT K YMEHBUICHMIO J03bl U PEAKO NPUBOAUT K OTMEHE Tepanuu. Yucio KIeTok
nepugepuyeckoil KpOBH MOXET MPOA0JKATh YMEHBIIATHCS MOCie MpEeKpalleHuss TpUMEHEeHUs
reMunTabuHa. Y MalUeHTOB ¢ HapylleHHeM (QYHKLIUMU KOCTHOTO MO3ra TEpamuio Ccleayer
HAUMHATh C OCTOPOXKHOCThIO. IIpM OJHOBpEMEHHOM MPUMEHEHUU TeMIMTaduHa C Apyroi
XUMHOTEpanue, Kak U TMpU TNPUMEHEHUH JPYruX BUJOB LUTOTOKCHUYECKON Tepamuw,
HE00XO0IMMO YUUTHIBATh PUCK KYMYJIITUBHON CynpeccHt (PyHKIIMH KOCTHOTO MO3Ta.

Hapymienue d)VHKUI/II/I NOYCK M IICYCHU

CrnenyeT ¢ OCTOPOKHOCTBIO NMPHUMEHSTh T€MUUTAOMH Yy MAallMEHTOB C HapylleHHeM (yHKUIUU

MNEYCHU WM TII0OYCK, TAaK KaK IIOJYYCHHBIX B XOAC€ KIMHHUYCCKUX I/ICCJ'IC}IOBaHI/Iﬁ JaHHBIX
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HEAOCTATOYHO I NPEAOCTABJICHUA YCTKHX peKOMeHHé%:O%EIGHHEEQ l}(H‘[I;[I)IéIIIﬁ/IIIJIﬁ—gSIH \Y

JTAHHOM TMOIYJISIIUU NAIMEHTOB.

BBenenue remiutabrHa mpy MeTacTasax B IEYEHU, IIPU TENATHTE U aTKOTOJIM3ME B aHAMHE3e, a
TaK)Ke MPU HUPPO3E NIEUECHU YBEINYNBACT PUCK PA3BUTHS MIEUEHOUHOM HEJOCTATOUHOCTH.
HeoOxoqumo mpoBoAUTH peryispHoe oOcieloBaHUE MalMeHTa W OLEHKY (YHKIUHU IOYEK U
MIEYCHHU.

ConyTcTBYIONIAA JyUEBasi TeEpans

ConytcrBytomas JiydeBas Tepanusi (IpoBOANMasi OAHOBPEMEHHO WM C pa3HUIe B < 7 nHel):
HaAOJI0IATKCh CITy4Yau Pa3BUTHUSI TOKCUYHOCTH.

KuBbIe BaKIIMHBI

BaKHI/IHy IIpOTHUB JKEITOM JIUXOpaaKu W JOPYTH€ JKUBBIC ATTCHYHWPOBAHHBLIC BAaKIHWHBLI HE
PECKOMCHAYCTCA IPUMCHATH Y ITIAIUCHTOB, IMOJIYYaroIHUX TCpaIlnto FeMI_[I/ITa6I/IHOM.

CuHapoM o0paTuMoOi 3a/iHel dHuedaronaTuu

VY manueHToB, TMOJTYYaBIIUX TEMIMTA0MH B KAadecTBE MOHOTEpAanMHM WM B KOMOMHAIMU C
JIPYTUMH XMMHOTEPANIEBTUYECKUMH TpernapaTaMy, OTMEYAIUCh CIydal DPa3BUTHS CHHApPOMA
oOpatumoii 3aaHel SHuUedAIONATUH C TNOTEHUHMAIbHO TSKEIBIMU IOCIEACTBUAMU. Y
OOJBIIMHCTBA MALMEHTOB C CHHAPOMOM OOpaTuMoW 3aiHel sHuedanonaTuu HaOI0AaIuCh
OCTpas apTepuanbHas TUIEPTEH3US M CyIOpPOXKHAsi aKTUBHOCTh, HO MOTJIHM IMPHCYTCTBOBATH U
JpyTue CUMIITOMBI, HalpUMep, TOJIOBHAst 00Jib, BSJIOCTh, CIIyTAHHOCTh CO3HAHMSA M CJIETOTA.
JluarHo3 MoATBEP>KAAETCsl TMOCPEACTBOM IPOBEICHHUSI MarHUTHO-PE30HAHCHOM TOoMorpaduu.
Cunapom obpaTuMoil 3aaHell sHIEedamonaTHH OOBIYHO ObUT OOpaTHMBIM TNPH HPUMEHEHUHU
COOTBETCTBYIOIIUX MOAJepKUBAOMMX Mep. Eciim B XoJe IJie4eHus: pa3BUBACTCS CHUHIAPOM
oOpatuMoi 3amgHell SHIedanonaTiyd, NPUMEHEHHE TeMIMTa0uHa CIIeyeT OKOHYATEIbHO
OPEeKpaTUTh M MPUHATH IOAJEPKHUBAIOIIME MEpbl, B TOM YHCJIE KOHTPOJIb apTEepHaIbHOIO
JTaBJICHUS U IPOTUBOCYJOPOKHYIO TEPAIIHIO.

CepaedyHo-COCYIHCTast CHCTEMA

N3-3a pucka HapylieHUN CO CTOPOHBI cepa U (MJIKM) COCYJOB MPU MPUMEHEHUH TeMIIMTa0nHa
0CO0YI0 OCTOPOKHOCTH CIIEAYET MPOSBISATH MPH JICYSHUHU MAIUEHTOB C CEPACYHO-COCYTUCTHIMU
SBJICHUSIMU B aHaMHE3e€.

CHHOPOM IOBBIIIIEHHON OPOHUIIAEMOCTH KAOUJUIIPOB

CI/IHHpOM IMOBBIIICHHOMH MMPOHUIACMOCTH KaIllUJIJIIPOB Ha6mo;1ancs[ Y NaoyveHTOB, MOJTy4YaBIIHUX
I‘eMI_II/ITa6I/IH B MOHOTCpAIlMKU WK B KOM6I/IHaI_[I/II/I C JApyIruMHu XUMHOTCPAIICBTUYCCKUMU
npenaparamMu. I[aHHOC COCTOSIHHE OOBIYHO noanacTCsd JICYCHHUIO B CIIy4Yac pacCliO3HABAHUA Ha
paHHeﬁ CTaguu W MPOBECACHHUA COOTBCTCTBYIOLICTIO JICHCHUS, HO OTMECYAIMChb W JICTAJIBHBIC

HCXOAbI. CocTosHUE 3aKITI0YaeTCsI B CUCTEMHOM ITOBBIIICHHHI IMPOHUIACMOCTH KAIIUJIJISAPOB, IIPH

8



COOTEBETCTEYET 3KI( MY OTUETY

0.2025 Ne 26467

ot 22.10.
KOTOPOM KHJIKOCTH U OEJIKH U3 BHYTPHUCOCYIUATOrO np&%éﬁl@gé:l%%ggl@w':13:':141;1'?6?):(::'1"15}1"11/1?1.

Knunnueckue mnpu3HaKyW BKIIOYAKOT TI'E€HEPAIU30BAaHHBIM OTEK, IIOBBIIIEHME MAacchl TeJa,
THMOATBOYMUHEMHIO,  TSDKEIYI0 — apTepUalbHYI0  TUIIOTEH3UIO,  OCTPYI0  IOYEYHYIO
HEJOCTATOYHOCTh U OTEK JIErKOTo. B cityuae pa3BUTHS CHHIPOMA MOBBILIEHHON TPOHUIIAEMOCTH
KalWUISIPOB B XOJI€ Tepanuu, IpUMEHEHHe reMIuTabruHa JOHKHO OBITh MPEKPALICHO U IPUHSITHI
noajepkuparomme Mepbl. CHHIPOM NOBBILIEHHOW NPOHUIIAEMOCTH KAaOWUIIPOB MOXKET
BO3HHUKATh B TeYEHHE Oo0Jiee MO3JHUX LUKIOB, M B JINTEPATypE OH AaCCOLUUPYETCH C
pecnupaToOpHbIM TUCTPECC-CUHAPOMOM B3POCIIbIX.

DvyHKIMS JTErKUX

Kpome pecnmpaTOpHOTO AUCTPECC-CHHAPOMA B3POCIBIX, APYTrUe HAPYHICHUS (YHKIHHU JIETKUX,
MHOTJa TSKEJION CTeneHW (HampuMmep, OTEK JIETKHWX, MHTEPCTULMAIbHBI IMHEBMOHUT), ObUIN
3aperUCTPUPOBAHbl y MAIMEHTOB, MOJy4YaBUIMX reMuntabus. [Ipu pa3BuTUM Takux MOOOYHBIX
3¢ ¢dexToB HEOOXOAUMO NPEKPATUTh TEPAHUI0 IeMIMTA0MHOM U MPHHITH HEOOXOAUMBIE MEPHI.
PanHee ucnonp3oBaHNE CUMIITOMATHYECKON TEPATUU MOXKET YIIYUIIUTh CUTYALHIO.

[Touku

T'emonumuxo-ypemuueckuti cunopom (I'VC)

VY nanueHToB, MOJy4yaBIIMX TIeMUUTAOWH, PEIKO OTMEYAIUCh KIMHUYECKHE HW3MEHEHMS,
COOTBETCTBYIOIIME TE€MOJIUTHKO-ypemuueckoMy cunapomy (I'VC) (nmanHele mno mnepuoay
nocTperucTpauoHHoro npumeHenus). ['YC  sBusiercd HapylleHHEM, MPEACTaBISIOLIIM
NOTEHIMATIBHYIO yrpo3y JUlsl >Ku3HU. HeoOXoauMo NMpekpaTuTh Tepanuio reMUuTaOuHOM Mpu
NEPBbIX MPU3HAKAX JHOOOT0 CBUIETEIHCTBA MUKPOAHTUONATHYECKON MeMOIUTHYECKON aHeMUH,
TaKUX Kak OBICTPO  CHIDKAIOIIMHCA  YpOBEHb TIeMOIJIOOMHAa €  COIYTCTBYIOILEH
TPOMOOLIUTONICHUEN, TMOBBILIEHUE YPOBHS OWIMPYOMHA CBHIBOPOTKH KpOBHU, KpEaTHHHHA
CBIBOPOTKH KPOBH, a30Ta MoueBUHBI KpoBH uiu JIAT'. IToyeuHas HeJOCTaTOYHOCTh MOXKET OBITh
HEoOpaTHUMOM NMPH OTMEHE Teparuu U MOXKET MOTPeOOBATHCS TUATU3.

Tsoxenple HeXKeIaTSIAbHEIC PCAKIIK CO CTOPOHBI KOXH

CooOmiasioch 0 TSDKENBIX HEXKETATEeNbHBIX PEAKIHUSAX CO CTOPOHBI KOXH, BKIIOYas CUHAPOM
CruseHca-/[>KOHCOHA, TOKCHUYECKUH SMMUIEPMAIBHBIM HEKPOJIN3 U OCTPBIA I'€HEpAIU30BAHHBIN
HK3aHTEMATO3HBIN IyCTYyJE3, KOTOpble MOTYT ObITh OMACHBIMU JJISl JKU3HU /MU NPHUBECTU K
JIETaIbHOMY MCXOJy, B CBSI3U ¢ Tepanueil remuutabuHoM. [lannenToB ciaenyer uHGOpPMUPOBATH
0 MPHU3HAKaX M CHUMIITOMaxX 3TUX COCTOSIHMM W TIIATeIbHO HAOMI0JaTh HA MpPEIMET Pa3BUTHS
peakuuii co CTOpOHBI KOXU. [Ipu IOsBIIEHMHM NPU3HAKOB U CUMITOMOB, YKa3bIBAIOIIUX Ha
JTAaHHbIE COCTOSIHUSA, IPUMEHEHUE reMIIMTa0MHA CIIeyeT HEMEIJICHHO OTMEHUTh.

DdepTUIbHOCTD
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B uccnenoBanusax GepTUIBLHOCTH TEMITUTAONMH BI3BIBAJT %oﬁf\z;f&rg&v cam _'ﬁ'l MbITlIeH,

HOBTOMy MYKYHWHaM, IIOJYyYarouM TCPaIinro FGMI_[I/ITa6I/IHOM, HC PCKOMCHAYCTCA OTHOBCTBO BO
BpEMA JICUCHUA U B TCUCHUC 6 MCCALICB IIOCJICE €TI0 OKOHYaHMUA. I[O Ha4dajia JICUCHUSA CICOAYCT
O6paTI/ITI>CSI 3a HOHOHHHTCHBHOﬁ KOHCYHBT&HHCﬁ B OTHOLICHHUH KPUOKOHCEPBAIUU CIICPMBI H3-3a
BO3MOXXHOI'O 6CCHJ'IO,Z[I/IH BCJICACTBUE TCpallin FCMHI/ITa6I/IHOM.

BcrnioMmorarensHble BEIECTBA

Hampuu

I'emiurabun-Kenyn-Kaspapm, 200 mr, cogepskut menee 1 mmosb (23 mr) Hatpus Ha 1 ¢uiakoH,
TO €CTh IO CYTH HE COJICPKUT HATPUSL.

emiurabun-Kenyn-Kasgpapm, 1000 mr, cogepxkutr menee 1 mmonb (23 wmr) Hatpus Ha 1
(bakoH, TO €CThb 110 CYTHU HE COACPKUT HATPHSL.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH IpenapaTamMM M JApyrue BH/bI
B3aNMOeliCTBUSA

JIyueBag Tepanus

OnHOBpeMEHHOE TpPUMEHEHUE (COBMECTHOE WJIM C HWHTEpPBAIOM < 7 JHEW): TOKCHYHOCTb,
CONPSDKEHHAs] C TAKUM MYJIbTUMOJAIBHBIM JICUEHUEM, 3aBUCUT OT MHOXECTBA Pa3jIMYHBIX
(bakToOpoB: 03Bl reMIUTa0WHA, YaCTOThl BBEICHUS TeMIuTaOWHA, J103bl JIy4eBOW Tepamuw,
TEXHHUKY TUTAHWPOBAHHUS JTy4YEBOHM Teparuu, THIA U 00beMa 00TydaeMoil TKaHu. J|OKITMHIYeCKHe
u KIMHUYECKHUE HCCIIEIOBAHUS MoKa3aiu, 4YTO reMIIUTa0NH obOiamaer
pPaIuOCEeHCHOMIN3UPYIONUM  JIeWCTBUEM. B  eIMHCTBEHHOM HCCIEIOBaHWHU, B KOTOPOM
2
remiuTabun  BBoamics B goze 1000 Mmr/m® B TeueHuMe 6 Heneldb OJHOBPEMEHHO C
TEepPaneBTUYECKUM OOJIydeHUEM TPYJAHOW KIETKH y MAI[MEHTOB C HEMEIKOKJIETOYHBIM PaKkoM
JIETKOTO, OblIa 3apKCHpOBaHA 3HAYMTEIbHAS TOKCUYHOCTh B BHJIE€ TSDKEJIOTO M MOTEHIIMAIBHO
OMACHOTO JUIS JKU3HM BOCIMAJCHHsI CIM3HUCTHIX 0000YeKk (TIaBHBIM 00pa3oM 330¢arura), a
Tak)Ke MHEBMOHUTA, OCOOCHHO y MAIIMEHTOB ¢ OOJBIIUM 00BEMOM OOTydeHHs TKaHel (MeauaHa
o6bema obmyuenns 4795 cm®). TIpoBomuBIIMECs MO3Ke HccueaoBaHms (MccnenoBanns 11 dasel
NP HEMEJKOKJIETOYHOM pakKe JIErKOTO) CBHUJAETEIBCTBYIOT O IE€JI€CO00Pa3HOCTH BBEACHUS
remiuTabuHa B 0ojiee HU3KHUX /103X C COMYTCTBYIOIIEH JIy4eBOW Tepanuei ¢ MporHo3upyeMon
TOKCHMYHOCThIO. JlydueBas Tepamus Ha oOmacth rpynHoi kinetrku (COJ[ 66 I'p) mpoBoauiach
o 2
OJIHOBPEMEHHO C XUMHOTepamueil remmuTabmaoM B jgo3e 600 wmr/m“ (4 BBemeHus) u
2 o

nucrmaTiHoM B j03e 80 mr/m* (2 BBenmeHus) B TeueHue 6 Henmenb. ONTUMAIBHBIA PEXKUAM IS
0e30MacHOTO BBEJCHUS TeMIUTA0MHA C TEPANEeBTHUYECKUMHU J03aMHU JIYY€BOW Teparuu erie He
YCTaHOBJIEH VISl BCEX TUTIOB HOBOOOPA30BaHHMIA.

[TocnenoBarenbHOEe NpuMeHeHHE (MHTepBai Oojee 7 JHEH): KpoMe JIydeBOM peakuuu IMpU

BBEJICHHM reMiuTabuHa OoJjiee 4eM 3a 7 JHEH 10 WM TOoCie JIy4eBOW Tepanuu, YBEITUUCHUS
10
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MOKHO BBOJUTH 4Y€pe3 OJHY HENENI0 IMOCIE JIYYeBOW TEepanmuu WU IOCIe TOro, Kak OyayT
pa3pelieHbl OCTPbIE MOCIIEICTBUS JIyYeBOM Teparuu.

W npu OAHOBPEMEHHOM, W MpPHU IOCIEJOBATEILHOM MNPUMEHEHUU TIeMIUTa0uHa C JIyueBOil
Tepanuel ObUTU 3apErHCTPUPOBAHBI JTYUYEBBbIE MOBPEXKICHUS O0Iy4yaeMbIX TKaHed (Hampumep,
930(harut, KOJUT U ITHEBMOHHUT).

[lpyrue

He pexkoMeHnayercss COBMECTHOE MPUMEHEHHUE C >KMBBIMH BaKUWHAMU JKEITOW JIHMXOPaIKUd U
JIPYTMMH >KMBBIMH BaKLUMHAMU, BCIIEJICTBHE PUCKA CHUCTEMHOro 3a00JIeBaHMSI C BO3MOXHBIM
JETabHBIM UCXO0JIOM, OCOOCHHO y MalMEHTOB C UMMYHOCYTIPECCHEH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTH

Her pocTaToyHBIX MJaHHBIX O MPUMEHEHWU TeMIHuTaduHa y OepeMeHHbIX JKEHIIMH. B
WCCJICIOBAHUAX Ha >KMBOTHBIX HAOJIOAATIOCH TOKCHYECKOE JCHCTBHE HA PENPOAYKTHBHYIO
¢bynkuuio. Ha ocHOBaHMM pe3ysbTaTOB MCCIEIOBAHMM HA JKUBOTHBIX M MEXaHW3Ma JICUCTBUS
reMiuTadyuHa JaHHBIN MpernapaT He CelyeT UCIOIb30BaTh B TeUeHHE OEpEMEHHOCTH 0e3 sIBHOU
HeoOxoaumocTu. JKeHIMHAM peKOMEHAyeTcsi M30erarth HACTYIUJICHHs OEpeMEHHOCTH B XOJe
TEparnuy TeMIIMTA0UHOM, a B CIIydae, €CIIM 3TO MPOU3O0ILI0, HEMEIJICHHO COOOIIHUTD JIeUarieMy
Bpauy.

Jlakranus

HeusBecTHo, BBIIEISETCS JIM TEMIUTA0MH C TPYAHBIM MOJIOKOM, M HENb3sS MCKIIOUYUTh
HexenarenbHbie dQGeKTsl s rpyaHbiX AeTeil. KopmieHue rpyapio Ha NPOTSHKEHUU JICUCHUS
TeMIIUTA0MHOM CJIETYET MPEKPATHUTh.

DepTUabHOCTD

B nccnenoBanusx GpepTUIBHOCTH FeMUIMTAOUH BbI3bIBAJI TUIIOCIIEPMATOTEHE3 Yy CAMIIOB MBIIIEH.
[ToaTroMy My>)KuMHaM, MOIYyYalrOIIMM TEparnuio reMUUTAaOMHOM, HE PEKOMEHJyeTCs 3adaTue
pebeHKa B TE€YEHHME W Ha MPOTSHKEHUU 10 6 MECALEB IOCJIE€ OKOHYAHMS JIEYEHUs, a TaKKe
pEeKOMeHIyeTcsl OOpaTUThCS 3a JOMOJHUTEIBHON KOHCY/IbTALMEH MO MOBOy KPHOKOHCEPBAIMU
CIepMbl O Hayajla JICUYEHMs], TOCKOJBbKY H3-3a TEpalmuu TeMIMTa0MHOM €CTh BEpOSTHOCTb
pa3BUTHS OECTUIOHSI.

4.7. BuusiHue Ha CIOCOOHOCTH YIPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH U padorarh ¢
MeXaHHU3MaMH

HccnenoBanuii BIMSHUA TeMIMTa0MHA HA CIIOCOOHOCTD YIPABJIATh TPAHCHIOPTHBIMU CPEACTBAMHU

U JpyTUMHU MEXaHU3MaMH HE IMPOBOANIIOCEH. Tem HE MCHEEC, U3BECTHO, YTO FGMHI/ITa6I/IH MOXET

11



el

L

BBI3bIBaTh COHJIMBOCTH OT CJIa0OM 10 yMepeHHOH CTA;IIéli:I/I-l g&(;_aﬁkegg&lfﬁl —O:CEGGHHD TIpu

COBMECTHOM YIIOTPEOJICHUH C AJIKOTOJIEM.

[TaniueHTOB clieayeT mpenocTeperaTh OT YyNPABICHHUS MEXaHU3MaMH B TEX CIIyyasX, KOTJla OHU
YYBCTBYIOT COHJIMBOCTb.

4.8. HexkenaTesibHbIE peakunu

Pesrome npoduiist 6e3onacHocT

CaMBIMH  pacHpOCTpaHEHHBIMH HEXKEIIATEIbHBIMU PEAKIHMSIMH, CBS3aHHBIMU C Teparuen
npenapatoM ['emuurabun-Kenyn-Kazdapm, sBIsSOTCS TOIIHOTa CO PBOTOM MU 0€3 PBOTHIL,
MOBBIIICHHBIA ypOBeHb TMedeHouHbIX TpaHcamuHaz (ACT/AJIT) m menounor ¢docdarassi,
OoTMeYaBIIMecs NpuoIM3uTensHo y 60 % TanuMeHTOB; MNPOTEUHYpUS H  TeMaTypus,
oTMmeuaBIuecs npuMmepHo y 50 % manueHToB; oapliika, orMeudasiasics y 10—40 % nanueHToB
(c HauOousbiedt 4acToTOW Yy OONBHBIX C PaKOM JIETKOTrO); ajulepruueckas KOKHas ChIIlb,
HaOII01aBIIAsICS PUOIUZUTENHHO Y 25 % MalueHToB U cBa3aHHas ¢ 3yaoM y 10 % manueHToB.
Ha gactoTy u crerneHpb TSHKECTH HEXENIaTeIbHBIX PEaKIMid BIUSIOT /1032, CKOPOCTh HHPY3HH U
WHTEPBAJIBI MY BBEICHUSAMH Ipenapata. K 1030 IMMUTHPYIOIINM HEXeNIaTeIbHBIM PEAKITHSIM
OTHOCSITCS] CHIDKEHHUE YHCiIa TPOMOOIIMTOB, JIUKOIMTOB U IPaHyJIOIUTOB.

TabanuHoe pe3IoMe HeXKeaTeIbHBIX PeaKIIMi

JlanHple KIWHUYECKHX HccienoBanuii. [[000YHBIE peakIuu, BCTPEYABIIMECS 4Yalle, 4eM B
SAMHUYHBIX CITy4asX, MePSUNCIICHBI B COOTBETCTBUHU CO CJICIYIOIICH Irpajaliueii: 04eHb 9acTo (>
1/10); gacto (> 1/100, HO < 1/10); Hewacto (= 1/1000, vHo < 1/100); peaxo (= 1/10000, HO <
1/1000); ouensb penko (< 1/10000); yacrora Heu3BecTHA (Ha OCHOBAHHHM MMEIOIINXCS TaHHBIX

OIICHUTH HEBO3MOIKHO).

Hngpexyuu u uneazuu

Yacto WNudexunn
Yacrota

Cermcuc
HEU3BECTHA

Hapywenus co cmoponvl kposu u aumgpamuueckoii cucmemol

AHeMus, eliKoneHus (KaK IpaBuiio, Ha0It01aeTcsl yrTHeTeHHe (QyHKUIUU

Ouenb 9acTo KOCTHOTO MO3Ta JIETKOW WJIM CPEHEN CTETIEHH TSHKECTH, U B OCHOBHOM
OKa3bIBAET JICHCTBHE HA YMCIIO IPAHYJIOLUTOB) U TPOMOOIIMTONEHUS

Yacro ®debpunbHas HEUTPONIEHUS

Ouenb penko TpomOouuTo3, TpOMOOTHYECKast MUKPOAHTHONIATHS

Hapywenus co cmoponvl uMMyHHOU cucmembl

Ouensb penko ‘ AHadunakTudeckas peakuus

HapymeHuﬂ MemaboauImMa u NUMaHus.

Yacro ‘ AHopekcus

Hapywenus co cmoponvl nepénoti cucmembl

Yacto ‘ I'onoBHas 60y1b, 0€CCOHHUIIA, COHIUBOCTD
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Ouenb penko

CunnpoM oOpaTuMoi 3aaHeH SHIEhATONaTHH

Hapywenus co cmoponwvl cepoya

Heuacto

CepaeuHasi HEIOCTaTOYHOCTh, APUTMHUS, IPEUMYIIIECTBEHHO
CYNpaBEHTPUKYJISIPHAS

Penko

WNudapkt muokapaa

Hapywenus co cmoponul cocyoos

Penko

CHmKeHHe apTepruaibHOTO J1aBJICHUSI, KIIMHUYECKUE TTPU3HAKH
nepudepruyeckoro BaCKyJauTa U FraHTPeHbI

OueHs 4acTo

CI/IHI[pOM MMOBBIIICHHOMN IMPOHUIACMOCTH KaIllUJLIAPOB

Hapywenus co cmoponsl OvixamenbHOU cucmemsl, Op2aHo8 epYOHOLL KIeMKU U CPedOoCHeH s

QueHp 4acTo

Oppika (Kak MpaBuilo, JETKOM CTENeHH TSHKECTH U poxoasiias 6e3

JICYCHHUS)
Yacto Kamens, puaut

Bbponxocnasm (kak paBUIIO, JIETKOW CTENIEHH TSKECTH U
Heuacto KpPaTKOBPEMEHHBIH, OJJTHAKO, MOXKET OTPeOOBATHCS IPOBEJCHHUE

HapeHTepaJIbHOM Tepanuu), UHTEPCTUIMAIbHbBIN THEBMOHUT
Penxo OTek Jerkux, pecCuupaToOpHbIN JUCTPECC-CUHIPOM B3POCIIbIX

Kenyoouno-xkuueun

ble HapyueHusl

QOueHs 4acTo

TomHoTa, pBOTa

Yacto

I[I/Iapeﬂ, CTOMATHUT U A3BCHHOC IMOPAKCHUC CIIM3UCTON 000JIOUKHU
IIOJIOCTH pTa, 3a110p

Ouensb penxo

NemMuyeckuii KOJIUT

Hapywenus co cmoponvl neuenu u y#cenueableo0auux nymeti

QOueHb 4acTo

[ToBbIlIEHNE KOHLIEHTPALIUU «11e4eHOYHBIX» TpaHcamuHas (ACT u
AJIT) u meno4yHo#t gocdaTassl

Yacro [ToBbIIeHNE KOHIIEHTpaLUu OniIupyOrHa

H I'enaToTOKCUYHOCTD TSAKENIOM CTENEHH, BKI0Yas IEYEHOUHYIO
cHacto HEJ0CTAaTOYHOCTh, B HEKOTOPBIX CIy4asiX € JIETaJbHBIM HUCXOJ0M

Penko [ToBpIeHNe KOHLIEHTpauy rammaritytamuirpancdepasst (I'TT)

HapymeHuﬂ CO CNMOPOHbBL KOJHCU U NOOKONCHBIX MKAHell

QOueHp 4acTo

AJIJIepFI/I‘leCKI/Ie KOKHBIC BBICBIITAHHS, COITPOBOXIAOIINUECA 3yIOM,
aAJIONCIIA

Yacro 3ya, NOTJINBOCTh
S13BBI, 00pa3oBaHUE BE3UKYJ U HAPHIBOB, MICIYIIEHUE, KOKHBIC
Penxo PEaKIUH TSHKENIOH CTEeNeHH, BKIIoYas JeCKBaMaluio 1 Oyiie3Hoe

MOPaXEHNUE KOXKHU

Ouensb penko

Toxcruueckuii anuiepManbHbIi HEKpoau3, cuHapoM CTUBEHCA-
JI>xOoHCOHAa

YacrtoTa
HEW3BECTHA

[IceBnoOLEIIONUT, OCTPBIA M'€HEPATTN30BAHHBIN 3K3aHTEMATO3HBII
MyCTyJe3

Hapywenus co cmoponul mbiuieunotl, ckeiemHot u coeOuHUmMeNbHOU MKAHU

Yacto

boxas B CIIMHEC, MUAJITUA

Hapywenus co cmopoHuvl nouex u Mouesbi8o0sauux nymetu
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» T
Ouenb yacto IIporennypusi J1€rKOU CTEICHU U reMaTyp

Hevacro IloyeuHas HEOCTATOYHOCTD, TEMOJIUTUKO-YPEMUUECKUI CUHAPOM

Obwue napywenus u peakyuu ¢ Mecme 68e0eHUs.

I'punmomnogo0HbIe cCHMITOMBI (HanOOJIee YaCTHIMA CUMITTOMAaMH ObLTH
JUXOPAJIKa, TOJIOBHAS 00JIb, 03HOO, MUAJITHs, aCTCHUS U aHOPCKCHS;

0 TaK)Ke COOOIIAIOCH O CIIyYasX Pa3BUTHS KallUIsd, PUHUTA, HEJIOMOTaHUs,
HCHp HacTo MOTOOT/ICIICHHSI X TIPOOJIEM CO CHOM), OTEK/Tiepru(epruIecKuii OTeK, B
TOM YHUCJIC OTEK JIMIa (KaK MPaBUIIO, IMOCIE MIPEKPALICHUS Teparuu

Ha0JII0JaJI0Ch pa3pelieHre OTeKa)

YacTto Jluxopaaka, actenusi, 03H00

Penxo Peakiiuu B Mecte BBeIeHHS (KakK MPABHIIO, JIETKON CTETICHH )

Tpasmsi, unmoxcuKayuu U 0Cl10N*CHeHUs nPoyeoyp

PGI[KO Hy‘-ICBaSI TOKCHUYHOCTB, IOBTOPHOC BOBHUKHOBCHHUC JTYYCBLIX OKOI'OB

Onucanue OTACIBHBIX HECXKCIATCIbHBIX DeaKHI/Iﬁ

Ipumenenue cemyumaduna 8 KOMOUHAYUU C NAKTUMAKCENOM NPU paKe MOJOYHOU Jicele3bl
YacroTa reMaTonoru4eckoi TOKCHUYHOCTU 3 U 4 CTENeHU TSHKECTH, B YACTHOCTU HEUTpOIEHUH,
YBEITUYMBACTCS, KOTJa FeMIUTa0WH MPUMEHSIETCS B KOMOMHAIMU C TMakiauTakcesoMm. OaHako
YBEJTUYCHUE YACTOTHI JAHHBIX HEXKEJIATEeIbHBIX PEaKIMi HE CBA3AHO C YBEJIMYECHHUEM YacCTOTHI
MHGEKIUHA WIM TeMopparudeckux MposBICHUHN. YTomisieMocTs U (eOpuiibHas HEHTpONeHHUs
BO3HUKAIOT 4Yalle, KOrJa TeMIMTa0uH NPUMEHSETCSs B KOMOMHAIIMM C MaKJIUTaKCEIOM.
YTomiseMOCTb, HE CBSI3aHHAsA C aHEMHEN, OOBIUHO MPOXOAUT IOCIIE MEPBOTO LIUKIIA.

Heoicenamenvnvie senenus 3 cmenenu msdicecmu

['emaTonoruueckas TOKCMYHOCTh: aHeMus — 5,7 %, Tpomobouutonenus — 5,3 %, HEUTPOTIEHUST —
31,3 %.

Heremaronoruueckass TOKCHMYHOCTh: (eOpunbHas HedTporenuss — 4,6 %, TMOBBIIICHHAs
yromssiemoctb — 5,7 %, awmapes — 3,1 %, motopHas He#pomatus — 2,3 %, ceHCOpHas
Helpomatus — 5,3 %.

Heoicenamenvuvie a6nenus 4 cmenenu mssicecmu

['emaronoruyeckass TOKCUYHOCTh: aHemus — 1,1 %, TpombouuTonenus — 0,4 %, HeTponeHus —
17,2 % (ueliTporieHus1 4 CTENEHU ITUTEIHHOCTHIO OoJiee 7 mHel Obuia 3apeructpupoBaHa y 12,6
% TanneHToB).

Heremaronoruueckas TOKCHYHOCTH: (eOpunbHass HeWTporenus — 0,4 %, TOBBIIICHHAS
yromisiemocts — 0,8 %, MmoTopHas Heliponatus — 0,4 %, cencopHas Heliponarus — 0,4 %.
Ipumenenue cemyumaduna 8 KOMOUHAYUU C YUCHAAMUHOM NPU PAKE MOYE8020 NY3blpsl

Heorcenamenvhule sasienusn 3 cmenenu msajjcecmu

'eMarosiornueckass TOKCUYHOCTE: aHeMusd — 24 %, tpomoonurorieaus — 29 %.
9
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Heremaronorndeckass TOKCHYHOCTD: TOIIHOTA W PBOTA —| BEI%jME&“Igm/Em;&)J&Q;I I:El-? %,

cromatut — 1 %.

Heorcenamenvuule s61enus 4 cmenenu majicecmu

I'emaTonoruueckas TOKCHYHOCTh: aHemus — 4 %, TpomOoruToneHus: — 29 %.
HeremaTonorudeckass TOKCHYHOCTh: HHpekusa — 1 %.
Ipumenenue cemyumabuna 6 KOMOUHAYUU C KAPOONIAMUHOM NPU PAKe AUYHUKOS

Heoicenamenvuvie aenenus 3 cmenenu maxcecmu

I'emaTonmoruueckas TOKCHYHOCTh: aHemus — 22,3 %, neitporenus — 41,7 %, TpoMOOLIUTONICHUS
—30,3 %, neiikorenns — 48,0 %.
HeremaTonoruueckast TOKCHYHOCTh: KpoBoTeuenue — 1,8 %, ¢pedbpunpnas nelitponenus — 1,1 %.

Heorcenamenvhule sasnenus 4 cmenenu msagicecmu

I'emaTonoruueckast TOKCHYHOCTh: aHemus — 5,1 %, nerirponieHust — 28,6 %, TPOMOOLIMTOIICHHS —
4,6 %, neiikonenus — 5,1 %.
HeremaTonoruueckast TOKCHIHOCTh: MHQEKIHst 6e3 Herirponenuu — 0,6 %.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITINAX

Baxxno coo0mate 0 MOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX IOClie PETUCTpalluu
JIEKapCTBEHHOT'O Tperapara ¢ 1eabio 00ecrnedeHrs HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIICHHUS
«TOJb3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
CO00IIaTh O JIFOOBIX TOI03PEBACMBIX HEXKEIIATSIBbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIICHUS O HEKEIATeNbHBIX PEaKIHIX TOCyIapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccniickas @enepanns

®denepanbHas cnyx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. MockBa, CnaBsiHCKas Tuiomanp, .4, ctp. 1

Tenedon: +7 800-550-99-03

DnexkTponHas noyra: pharm@roszdravnadzor.gov.ru wiun npr@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHOMN ceTu «HTepHET:

https://www.roszdravnadzor.gov.ru

Pecny6ninka Kazaxcran

PI'TI na IIXB «HaunoHanpHBIA LHEHTP 3KCHEPTU3bI JICKAPCTBEHHBIX CPEACTB M MEAUIMHCKHUX
u3nenuit» Komurtera MemuimHCKOro #  (apMaieBTUYeCKOro KOHTpoJjsi MuHucTepcTBa
3npaBooxpanenus Pecnyonmku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonsip, yi. A. Imanosa, 13 (BL[ «Hypcayner 2)

Tenedon: +7 7172 235-135

15


mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 22.10.2025 N2 26467

DnexkTponHas moyra: pdlc@dari.kz (MOCNEOOBATENBHOCTS 0004)

Caiit B mH()OpPMaLIMOHHO-TEIEKOMMYHHUKAIIMOHHOM cetn « MHTepHe»: https://www.ndda.kz

Ksipreizckas Pecriybnuka

JlemapTtaMeHT JIEKQpCTBEHHBIX CPEACTB M MEIULMHCKUX U3Jenuid npu MuHUCTepCTBe
3npaBooxpanenus Keipreickoi PecryOnuku

Anpec: 770044, T'. buiukexk, yi. 3-1 nunus, 25

Tenedon: 0800 800-26-26; +996 312 21-92-88

Dnexrponnas moyra: dlomt@pharm.kg

Caiit B nH(OpMAIIMOHHO-TEJICKOMMYHHUKAIMOHHOM ceTr «HTepHeT: http://www.pharm.kg/

Pecniybnuka Apmenust

AHO "HauuonanbHblit HAy4HbIH HIEHTp dapmakoHaazopa”

Anpec: 105005, Poccus, r. Mocksa, yn. baymanckas, 1.6, ctp. 2, atax 9, odpuc 923
Ten.: +374 94 540075, +7 (903) 799-21-86

DnexkTponHas noyra: adversereaction@drugsafety.ru, armenia@drugsafety.ru

Pecny6nuka benapychb

AHO "HanmoHansHBIA HAy4HBIA HEHTP GapMakoHana3opa"

Anpec: 105005, Poccust, r. MockBa, yi. baymanckas, 1.6, ctp. 2, atax 9, opuc 923
Ten.: +375 29 895-15-88, +7 (903) 799-21-86

OnekTpoHHas mourta: adversereaction@drugsafety.ru, belarus@drugsafety.ru

4.9. Ilepeno3upoBka

CuMIITOMBI

Knunudecku nomycTumasi TOKCHYHOCTh HaOMII0AaIach MPHU BBEIEHUU OJHOKPATHBIX /103 BIUIOTh
710 5,7 T/M? BHYTpHBEHHO B TedeHHe 30 MUHYT Ka/Ible JBe HeJIeIH.

Jleuenue

AHTUIOT JUId reMIUTaduHA HEW3BEeCTeH. B cilydae Mmomo3peHus Ha TEepeAO3UPOBKY, MAIHMCHT
JOJKEH HAaXOAWUTHCS TOJ TMOCTOSHHBIM BpadyeOHBIM KOHTPOJIEM, BKIIOYAs MOJCYET (POpMyJibl

KpOBH. HpI/I HCO6XOI[I/IMOCTI/I ManMCHTY TPOBOAAT CUMIITOMATUYICCKOC JICUCHUC.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoauHAMHYECKH e CBOICTBA
dapMakoTepaneBTUYECKasl TPyIIa: MPOTHUBOOIMYXOJEBbIE CPEJICTBA; aHTUMETAOOIUTHI; aHATIOTH

MUpUMHUIHUHA.
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Mexanusm geiicTBus

IemuutabuH  mpeacraBiser co0oM  aHTHMeTa0OMUT mHpuMuauHa. [Ipemapat nposBIseT
dazocrennpuIHOCTh, TEHCTBYSI Ha KJIETKU B S ¢a3e (haza cuHTe3a 1e30KCUPHOOHYKIECHHOBOM
kucnotel — JIHK), u npu ompeneneHHbIX 0OCTOATENbCTBAX OJOKUPYET pa3BUTHE KJIETOK Ha
rpanute ¢az Gi/S.

[emiuTabun  MeTaboiM3UpyeTCsl BHYTPH KIETKH TIOJ JIeHCTBHEM HYKJICO3MIKWHA3bl C
oOpa3oBaHneM akTUBHBIX AudochartHbix u TpudochaTHbIX HyKIeo3uao0B. LluToToKCcHueckoe
neiicTBue remiuTabuHa mposBisieTcs 3a cueT uHruouposanusa cunte3a JJHK ¢ momomisio aByx
MEXaHU3MOB JeHCTBHS mocpenctBoM audochaTHeix u  TpudochaTHBIX HYKICO3UIOB.
JudocdaTrapie HYKICO3UAbl WHTHOMPYIOT PHOOHYKICOTHIPEIYKTa3y, KOTOpas IeHCTBYyeT B
KayecTBe  E€JMHCTBEHHOTO  KaTaluW3aropa  peakluil, MNpUBOASAIIMX K  0Opa3oBaHHIO
ne3okcunykineosunTpudocdaron, Heodxoaumbix s cunteza JJHK. MurubupoBanue maHHOTO
depmenTta  mocpenactBoM  audocdaTHBIX — HYKJICO3WJOB  CHIMIKACT  KOHIICHTPAIIHIO
JIe30KCHHYKJICO3UI0B B LIEJIOM H JIe30KCUHYKIeo3uaTpudocharos B yactHocTH. Tpudocdarnsie
HYKJIEO3UJbl aKTHBHO KOHKYPHUPYIOT C Je30KCHMHYKieo3uaTpudochaTamu 3a BCTpauBaHHE B
mounekybl JIHK.

AHaJIOTUYHBIM 00pa30M HEOOJBIIOE KOJMYECTBO TeMIMTA0MHA MOMKET TaKKe BCTPAaUBATHCA B
MoJieKybl pubonykienHoBoi kucinotel (PHK). Takum o6pa3om, CHM>KEHHAs BHYTPUKIIETOUHAs
KOHIIGHTpaLUsl  JIe30KCUHYKJICO3uATPUPOochaTOB YCHIMBAET BCTpaWBaHue TpHU(OCHaTHBIX
nykieosunoB B JIHK. JIHK-monmumepasa smcuioH He 005agaeT CHOCOOHOCThIO BBIBOAMTH
reMIMTa0uH U BBINONHATH penapainuio pactymux meneit JJHK. Ilocne toro, xak remuutrabux
BcrpauBaerca B JIHK, B pacrymume nenu JJHK noGaensercs eme onun Hykneotun. Ilocne
TaKOro J0OaBJIEHUs] MPOUCXOAUT MOYTH MOJHOE MHIHOMpoBaHME nanbHeimero cunresa JJHK
(MackupoBaHHast TepMuHanus uenu). [locne BecrpauBanus B JIHK remiurabus, no-suaumomy,
CTUMYJIUPYET 3alIpOrpaMMHUPOBAHHBIN Mpoliecc THOenn KJIETOK, U3BECTHBIN KaK aronTo3.

5.2. apmakoKUHEeTHYeCKHE CBOHCTBA

Abcopbuus

MaxkcumanbHasi KOHIIEHTpAlUsl B IUIa3Me€ KpOBM (HAOMIOJaBIIAsCsl B TEYEHHE 5 MHUHYT [0
OKOHUYaHUs MH(Y3UH) cocTaBisuia oT 3,2 1o 45,5 mxr/min. KoHueHTpanus HCX0IHOTO BelllecTBa
B TTa3Me KPOBH TI0CTIE BBEJICHNUS TIpenapara B 1o3e 1000 mMr/m? B TeueHne 30 MHHYT Obla BHIIIE
5 MKr/mi B TeueHue npuMepHo 30 MUHYT 1ocie 3aBepuieHus nHpy3un u Boie 0,4 MKr/mi emie
B TEUYEHHUE Yaca.

Pacnopenenenue
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O6GbeM pacrpesieleHnss KpoBH cocTaBisin 12,4 o NGB R TR HPTS 00 auy

(MexBHIOBast BapuabenbHOCTh Oblia paBHa 91,9 %). O0beM pacrpeneneHuss B Jpyrux TKaHAX
cocTapyisin 47,4 1/M% 1 He 3aBHCeN OT MOJIOBOM MPUHALIEKHOCTH.

Cas3bIBaHME ¢ O€JIKaMM I1J1a3MBI CUATATIOCh HE3HAYUTEIbHBIM.

[lepuon mosyBbIBeIEHUSI COCTaBIsI OT 42 10 94 MUHYT, B 3aBUCMMOCTU OT BO3pacTa MU IoJa.
JIisi peKOMEH/I0BaHHOW CXEMbI BBEJCHHSI Tperapara BHIBEJACHHE IreMIIUTaOMHA JTOJIKHO OBITh
MPAKTUYECKH 3aBEPIICHO B TeueHWe mnepuoma or 5 mo 11 wacoB mocne Havana uHOY3HU.
I'emiuTaOMH HE HAKATIJIMBASTCS TIPH BBEJICHUU OJWH Pa3 B HEJCIIO.

BI/IOTDaHC(bODMaHI/IH

['eMiuTabuH OBICTPO METAOOMM3UPYETCS LUTHAWH-IE3aMUHA301 B ITEYEHH, NOYKAX, KPOBU U
NpyTUX TKaHsAX. BeaencTBie BHYTPUKIETOYHOTO MeTabom3Ma reMiuTabuHa o0pa3yroTcss MOHO-
, - ¥ TpudochaTel reMIUTaA0MHA, U3 KOTOPHIX aKTUBHBIMU CUMTAIOTCS AU- U TpudocdaTsl. DTn
BHYTPHUKJIETOUHbIE METaOOJIUThl HE ObUIM OOHapyXkeHbl B IUIa3Me WiId Moue. OCHOBHOM
MeTabonuT, 2'-ne30kcu-2',2'-nudropypuanH, He aKTUBEH U HE ONPEIEISIETCS B IIa3Me B MOYeE.
OJIUMUHAIMSA

CucteMHBIM KJIUPEHC HAaXOAWICS B mpezaenax ot 29,2 w/a/m? no 92,2 1/9/M% B 3aBUCHMOCTH OT
noja U Bo3pacta (MeXBHJI0Bas BapHabelbHOCTh cocTaBisiia 52,2%). KinupeHc y jxeHIIuH Obul
npuMepHo Ha 25% HiKe, 4eM y MykuuH. OcTaBasiChb BBICOKUM, KJIMPEHC U y MYXKYMH, U Y
YKCHIIMH, TTO-BHIUMOMY, CHH)KAETCsI C BO3pacToM. Jlisi peKOMEHIOBaHHOM J03bI TEMIIUTa0HHA
1000 mr/m? npu uH(bY3HOHHOM BBeJeHHH B TedeHne 30 MHUHYT Golee HM3KHE 3HAYEHMS
KJIMpEHCca ISl )KeHIIMH U MY>KYMH He TpeOyIOT CHIU)KEHUS J103bl TeMIuTa0uHa.

Menee 10 % BBIBOIUTCS TTOYKAaMHU B HEM3MEHHOM Bujie. [louedHbIi KIIMPEHC COCTAaBIST OT 2 710
7 n/a/m?.

B Tedyenue Henenu mocie BBEACHMs INpenapara BeIBOOUTCS oT 92 no 98 % BBeneHHOW 103BI
reMuuTabuHa, npu 3ToM 99 % BBIBOIUTCS MOYKaMH, B OCHOBHOM B BHUje 2'-nudropypuauH, a 1
% 03Bl — yepe3 KUIICYHHK.

Kunernka tpudocdaroB remuuradrHa

JlaHHBIH MeTaboIUT MOKHO OOHAPYKHUTh B MOHOHYKJIEAPHBIX KIIETKaX MepuQepruieckoil Kposuy,
U uHpOpMaLus Jdajgee OTHOCHTCA K OTHUM KIETKaM. BHYTpUKIETOYHblE KOHIEHTpaluu
MOBBINIAIOTCS MPOTOPIMOHAIBHO JI03aM TeMIuTabuHa B auama3zoHe ot 35 mo 350 Mr/M% B
teuenue 30 MUHYT, 4TO OOecreunBaeT paBHOBECHYIO0 KoHIleHTparmio oT 0,4 no 5 mxr/mi. Ilpm
KOHIIGHTpAllMM TeMUUTA0MHA B IUIA3ME BBINIE 5 MKI/MII ypoBeHb TpudochaToB reMiurabuHa He
MIOBBIIIAETCS, HA OCHOBAaHUM Y€r0 MOKHO MPEIOJIOKUTh, YTO 00pa30BaHKUE JaHHOTO MeTaboINTa B
MOHOHYKJICAPHBIX KIIETKaX SIBJISIETCS] HACHIIIAEMbIM.

Koneunsnii nepuos nomyseiBeaeHus: ot 0,7 1o 12 gacos.
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Kunernka 2'-nezokcu-2',2'-audropypuanaa

MaxkcuManbHas KOHLIEHTpauus B Iasme (depe3 3-15 MuHyT mocie oxkoHuaHus 30-MHHYTHOM
uagysuu, 1000 mr/m?) coctaBnsna o 28 10 52 MKr/MI. MHHMMAIbHAS KOHIIEHTpAIHUs MOCIe
BBEJICHHUS OJUH pa3 B Hexento Obwia oT 0,07 mo 1,12 MKr/mi 6e3 KaKyIerocs HaKOTUICHHS.
KpuBas «koHIeHTpalus B Ij1a3Me — BpeMs» UMeeT Tpexdaznyro Gpopmy co cpeiHUM NEPUOaAOM
MOJTYBBIBEJICHUS B KOHEUHOH (a3e — 65 yacoB (nuamnaszon ot 33 10 84 4acon).

Oo6pazoBanue 2'-ne30kcu-2',2'-mudTopypuHa U3 HCXOTHOTO BemecTa: ot 91 10 98%.
Cpenauii 06beM pacnpeencHus B Kpor: 18 /m? (nuanaszon ot 11 mo 22 wm?). Cpenanii 00beM
pacIpeseNneHys B paBHOBECHOM cocTostHun: 150 /M (mamnason ot 96 1o 228 w/m?).
Pacnpenenenue B TKaHsX: OOIIKpPHOE.

CpeHuil KaxKyImiics Kimpenc: 2,5 n/a/mM? (muanaszoH ot 1 10 4 n/a/m?).

[ToHOCTBIO BEIBOAUTCS TIOUKAMH.

KOM6I/IHI/IDOBaHHaﬂ TCpalinusi FCMI_II/ITa6I/IHOM U NaKJIUTAaKCCI0M

Kom0OuHupoBaHHasi Tepanusi He OKa3blBajla BIMSHMS Ha (PapMAKOKUHETHKY IeMUIMTaOuHa WU
HAKJIUTAKCENa.

KOM6I/IHI/IDOBaHHaﬂ TCpalinusi FCMI_II/ITa6I/IHOM )41 KaD6OHJ'IaTI/IHOM

[Ipy npumeHeHMHM B KOMOMHAIMU C KapOOIIaTUHOM (papMaKOKWHETHKa reMiuuTabuHa He
MEHS1ach.

[ToyeyHas HETOCTATOYHOCTD

[Toueynasi HEIOCTATOUHOCTh JIETKOW WJIM CPEAHEU CTEMEeHH TSKECTH (CKOPOCTh KIIyOOUKOBOM
¢unbrparun (CK®) or 30 mu/mun g0 80 MI/MUH) HE OKa3bIBaeT CTAaOWUIBLHOTO 3HAYUMOTO

BO3JIeHCTBUS Ha (hapMaKOKHMHETHKY TeMIIUTaOuHA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

Mannurton

Harpus anerar Tpuruapar

1M pacTBOp XJIOPOBOJOPOIHON KUCIOTHI (U1 Koppekiuu pH)

1M pacTBOp HaTpus ruapokcuaa (Juist koppekiuu pH)

6.2. HecoBMecTUMOCTDH

JlanHbIil NeKapCTBEHHBIN IpenapaT He CcJleAyeT CMEMIMBAaTh C APYTUMH JIEKapCTBEHHBIMU
IpenapaTamy, 3a HCKJIIOUEHUEM YIOMSHYTBIX B paszzaene 6.6.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

Jlnodbunmzar

2 roza.
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ITpuroToBIEHHBIH pacTBOP

['OTOBBIN K MPUMEHEHHIO pPacTBOp A MH(Y3uu XpaHuTh He Oojee 24 4 B 3aIIMIICHHOM OT
CBETa MecTe IIpU TeMIieparype He Boiie 25 °C.

6.4. OcoOble Mepbl MPE0CTOPOKHOCTH NPU XPAHEHUU

XpaHuTh npu Temmneparype He Baiie 25 °C.

VYcnoBus XxpaHeHus 0ce BOCCTAaHOBIIEHUS JIEKAPCTBEHHOI'O IIperapara cM. B paszeie 6.3.

6.5. XapakrTep U coJep;kaHHe NEPBHYHOH YNAKOBKH, M ClIelHAJbHOE 000py/AOBaHHE IS
HCIO0JIb30BAHMS, BBeIeHHUS UJIH UMILIAHTALMHI

I[To 200 wmm 1000 mMr mpenapara (B mepecuere Ha TeMIUTAOWH) IMOMEIIAIOT BO (hJIaKOH
(BMecTuMOCTBIO 12 mm 50 MII COOTBETCTBEHHO) M3 OECIBETHOTO cTekja Tuma | ¢ pe3mHoBOM
IpoOKON M3 XJIOPUPOBAHHOI'O OyTWIIKayuyyKa, 3aKpEIJICHHOW C IOMOLIbIO aJIFOMHUHHEBOIO
KOJIMayKa ¢ TJIaCTMAaCCOBOM ChEMHOM KPBILIKOM CHHEro I[BETa.

Ha kaxnplii (uakoH HAKJIEMBAIOT ITHKETKH W3 OyMaru ITHKETOYHOW WM CaMOKJIEsIIUecs
TUKETKH.

ITo 1 ¢pnakoHy BMECTE TUCTKOM-BKJIa/IbIILIEM BKJIAbIBAIOT B KAPTOHHYIO MAUKY.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPHM  YHMYTOXXEHMH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHUMEHEeHUs
JIEKApPCTBEHHOI'0 Mpenapara, 1 Apyrue MaHunyJIsiiiu ¢ npenapaToM

[lpy [pPUrOTOBIEHWH W YTWIM3ALMK pacTBopa uii HHQY3UH JODKHBI  COOIIOAATHCS
CTaHJapTHBIE Mepbl 0€30macHOCTH i  paboThl C LUTOTOKCHMYECKMMM CPEJICTBAMHU.
[lepememienne pactBopa i HMHQY3UH JOJDKHO BBINOJHATBCS B 0O€30macHOM OoOKce;
HEO0OXOJUMO HCHOIb30BaTh 3ALIUTHBIE XalaThl W mnepuaTku. [Ipum oTcyTCTBUM 0€30macHOro
Ookca 000py0BaHHUE JOJKHO OBITH JOMOJHEHO 3alMTHON MAacKOM M 3alIUTHRIMHU oukamu. [Ipu
NMonaJaHuM TpernapaTa B IJ1a3a MOXKET BO3HUKHYTh CEpPbE3HOE pa3fpakeHue. I'nmaza ciemyer
HE3aMEJIUTEIbHO U TIIATEIbHO MPOMBITH BOAOW. Ecinum pasapaxkeHue HeE NPOXOJHT,
Heo0X0uMO 00paTUThCs K Bpady. B citydae nmonasanus pacTBopa Ha KOXKY CJEIyeT TIIATEIbHO
IIPOMBITH KOKY BOJIOM.

1. B xauectBe pactBOopuTEns ucnoib3dyercs Toiapko 0,9 % pactBop HaTpus xjopuna (6e3
KOHCEPBAHTOB). MakcuManbHasi KOHIICHTpAIUS TeMIINTa0nHa HE JOJKHA TpeBhImaTh 40 Mr/miL.
PacTBOpbl, mpUroTOBIEHHBIE C KOHIEHTpanueil Bbime 40 Mr/MiI, MOTYT COINpPOBOXIATHCS
HEMOJIHBIM PAaCTBOPEHHUEM.

2. PacTtBOpenue u ar060e nocnenayromiee pazoaBieHUE CIIEAYET BBITOIHATH C COOI0OJCHUEM
METOJIOB ACENITUKH.

3. JIy1st IpuUTOTOBNIEHUST KOHIIEHTpaTa coaepkumoe (urakora 200 Mr pacTBOpSIOT HE MEHEE,

geMm B 5 M1, 1000 mr — He Menee, ueM B 25 M 0,9 % pacTBopa HaTpus XJIOpUAa ISl HHBEKIIHA.
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[TomrydeHHBIN pacTBOP JTOJDKEH OBITH MPO3PAYHBIM.

[TpuroroBneHHbIl  KOHIEHTpar mpenapara [emuuradbun-Kenyn-Kasdapm, coxepxammii
HY)KHYIO 703y Iperapara, nepen BeeaeHueMm paz0asisior 0,9 % pacTBopoM HaTpus XJIopuja B
KOJIMYECTBE, TOCTATOYHOM 1 30-MUHYTHOM BHYTPUBEHHON MH(Y3UH.

4. Ilepen mapeHTepalbHBIM BBEJAECHHEM HEOOXOAMMO BHM3yallbHO KOHTPOJIMPOBATH
IIPUTOTOBJICHHBIM pPAacTBOP HA HAIMYME MEXAaHUYECKUX NpHUMeced W u3MeHeHue LBera. [lpu
HaJIM4YMHU MEXAaHMUYECKUX BKIOYEHUN PacTBOp Mpenapara He UCIIOIb3YIOT ISl BBECHUS.

Bech ocTaBmmiics JIeKapCTBEHHBIN ITpenapar U OTXO/bI CIEAYET YHUUYTOKUTh B COOTBETCTBUU C

YCTaHOBJICHHBIMH HAIMOHAJIbHBIM 3aKOHOAATCIILCTBOM Tpe6OBaHI/I$IMI/I.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YIOCTOBEPEHUSA

PecnyOnuka Kazaxcran

TOO «Kelun-Kazpharm» (Kenyn-Ka3sgdapm)

Kazaxcran, AnmatuHckas o06iacte, Kapacaiickuit paiion, Enpraiickuii ¢/o, ¢. Kokosek, 1147
Ten/dakc: 8 (727)312-14-01

Anpec snekrponHoit moutsl: kelun_reg@mail.ru

7.1. lIpeacTraBuTe/Ib AepKATEIsA PETHCTPALHMOHHOIO YA0CTOBEpPEHUs

[Iperen3uu norpedbuTee HAOPABIATE 110 aIPECY:

Pecny6nuka Kazaxcran

TOO «Kelun-Kazpharm» (Kenyn-Kasdapm), Anmarunckas obnacte, Kapacalickuil paiion,
EnvpTaiicknii c/o, c. Kokoszek, 1147

Temedon: 8 (727)312-14-01

Anpec anexTpoHHO# outhl: Kelun_reg@mail.ru

Poccniickas @enepanns

AHO «HanuonansHbIi Hay4dHbIH 1IeHTp papmakoHaazopa» 105005, Poccuiickas denepanus, T.
Mockaa, yn. baymanckas, 1.6, ctp. 2, atax 9, oduc 923

Temn.: +7 800 777-86-04, +7 903 799-21-86

Anpec snekTpoHHO# mouThl: adversereaction@drugsafety.ru

Keipreizckas Pecrybnuka
AHO «HanunonanbHbIi HayuHbIH HeHTp (papmakonaazopa» 105005, Poccuiickas ®eneparus, T.

Mocksa, yn. baymanckas, 1.6, ctp. 2, atax 9, odpuc 923
Ten.: +996 99 901-50-45, +7 903 799-21-86
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Anpec 37eKTpoHHO# mouThl: adversereaction@d

PecnyGnuka Apmenus

AHO "HaumoHansHbIN Hay4HBIN HIEHTp (papmakoHam3opa"

Anpec: 105005, Poccust, r. MockBa, yi. baymanckasi, 1.6, ctp. 2, atax 9, opuc 923
Ten.: +374 94 540075, +7 (903) 799-21-86

Anpec anekTpoHHOM mouThl: adversereaction@drugsafety.ru, armenia@drugsafety.ru

PecnyOonnka benapychb

AHO "HaumoHansHbIH Hay4HBIH HEHTP GapMakoHaazopa"

Anpec: 105005, Poccust, r. MockBa, yi. baymanckas, 1.6, ctp. 2, atax 9, opuc 923
Ten.: +375 29 895-15-88, +7 (903) 799-21-86

Anpec snekTpoHHO#M mouThl: adversereaction@drugsafety.ru, belarus@drugsafety.ru

8. HOMEP PET'UCTPALIMOHHOI'O YIOCTOBEPEHUA

9. IATA NEPBMYHOW PETUCTPALIMW/TIOATBEPKIEHUSI PETMCTPALIUU
(MMEPEPETUCTPAIINN)

Jlara nepBoii peructpanuu:

10. TATA IEPECMOTPA TEKCTA

OO6mass xapakTepucTuKa JiekapcTBeHHoro npemnapara ['emuurtadbun-Kenyn-Kazdapm nocrynna
Ha MHGOPMALMOHHOM TopTaje EBpa3uiickoro 3KOHOMHUYECKOrO cOr03a B HMH(OpMAIMOHHO-

KOMMYHHKaIMOHHOH cetn «HTepHeT» hitp://eec.eaeunion.org/
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